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1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEITAPATA
Banwscaxop MHJIA, 80 mr + 1,5 mr, TabneTku ¢ MOIU(UIIUPOBAHHBIM BBICBOOOKICHUEM

Banscakop UHJIA, 160 mr + 1,5 mr, TabneTku ¢ MOIuUIIMPOBAHHBIM BHICBOOOKICHHUEM

2. KAYECTBEHHBII 1 KOJIMYECTBEHHBIA COCTAB
JlelicTByrOIIME BEIIECTBA: BaJICAPTAH + MHAANaMUI.

Banscakop MHAA, 80 mr + 1.5 Mr, TabiieTK ¢ MOAAGMUIIMPOBAHHBIM BEICBOOOXKICHUEM

Kaxnas Tabnerka ¢ MOAM(UIMPOBAHHBIM BBICBOOOXKIAEHHEM coiepkuT 80 Mr BajcapraHa U
1,5 Mr mHIanaMua.

Baascakop MHJIA., 160 mr + 1.5 mr, TabieTku ¢ MOIuGUIIMPOBAHHBIM BBICBOOOXKIEHUEM

Kaxnas Tabmetka ¢ MOAH(UITMPOBAHHBIM BBICBOOOXKICHHEM coAepuT 160 Mr BajcapraHa u
1,5 Mr mHganaMua.

[TonHbIil TEepedeHs BCIIOMOTaTEIbHBIX BEIIECTB MPUBECH B passene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Tabnetku ¢ MOTUPHUIIMPOBAHHBIM BBICBOOOKICHUEM.

Banscakop MHAA. 80 mr + 1.5 Mr, TabiieTKku ¢ MOAUGUIIMPOBAHHBIM BEICBOOOXKICHUEM

Kpyrasie, ABOSIKOBBIMYKJIbIE ABYXCIOWHBIE TaOneTku. OIUH CIOM  CBETJIO-PO30BBIH, C
BKpAIUICHUSIMH, C BBIaBIICHHOH Haamuckio VI1. [Ipyroii cioit ot 6e10ro 10 ®KenTo-0eaoro BeTa.
Banwcakop MHJIA, 160 mr + 1.5 mr, TabieTku ¢ MOAM(QHUIUPOBAHHBIM BBEICBOOOXKICHUEM

Kpyribie, 1BOSKOBBIYKIIbIE IBYXCIIOHHBIE Ta0aeTKH. OQUH CI0H CBETIO-KOPUYHEBATO-KEITHIH,
C BKpaIUICHHUSIMH, C BBIJIaBIeHHOW Haamuchio VI2. Jlpyroii cioii oT Oernoro 1o »Keinro-0emoro

IBeTAa.

4. KNIMHUYECKUE JAHHBIE
4.1. lMokazaHusi K NPUMEHEHUIO
[Ipenapar noka3aH K IPUMEHEHHUIO Y B3pOCIBIX B Bo3pacTe 18 yeT M cTapiie Ajs JieueHUs
JCCEHIIMATBHON apTepHAbHOM TUIEPTEH3UU (MPH HEOOXOAMMOCTH OJHOBPEMEHHON TEparuu
BaJICAapTaHOM M HHJANaMHUIOM B /033X, IPUMEHSEMBIX B MOHOTEPANUU OTAEIbHBIMHU
KOMIIOHEHTaMH, I JOCTIKEHUS aIeKBaTHOTO KOHTPOJIS).
4.2. PexxuM 103UPOBAHHSA U CIIOCO0 NMPHUMEHEHUs!

PexxuMm mo3upoBanus

Pexkomennyemas no3a — 1 Tabnerka B CyTKH.
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WHRCHPOBAHHAs KOMOWHAIHS 103 HE TIOJIXOIUT JIJIsl HAa4aJIbHOM Teparuu.

[Tepen nepexonom Ha nedenue npenaparom Bamscakop MH/A Heo6xoauMo, 4T00bI y MAIUEHTOB
OBLT JOCTUTHYT KOHTPOJIb apTepHUabHOW TUIEepPTeH3WHW Ha (poHEe KOMOMHUPOBAHHOTO IMpHEMa
OT/ICJIBHBIX KOMIIOHEHTOB B BUJIe MOHOMpenapaToB. J[o3a npenapara Banscakop MHJIA nomxHaa
COOTBETCTBOBATh TE€M J103aM KOMIIOHEHTOB Mpernapara, KOTOpble MalMeHT NMPUHUMAeT B BUJIE
MOHOIIpENapaToB Ha MOMEHT MEPEX0/IA.

Ecmu TpebOyercs wu3MeHEHHE [103bI, €ro HEOOXOJUMO OCYIIECTBIIATh IyTeM THUTPOBAHHS
OTJIENbHBIX KOMIIOHEHTOB, IPUHUMAEMBIX B BUJIE MOHOIIPEIAPATOB.

Oco0ble rpynnbl NalueHTOB

Tayuenmul ¢ napywenuem yHKyuu nouex
[Ipn TspKenoii modeuHoi HemoctatodHocTu (kmupeHc kpeatuHuHa (KK) nHimke 30 mi/mun)
NpUMEHEHHE IIperapara MPOTHBOIMOKa3aHO. THa3uIHbIe W THUA3UONONOOHBIE JTUYPETUKH
MaKCHUMaJIbHO 3()(PEKTUBHBI TOJIBKO MPU HOPMATLHOM MJIM HE3HAYUTEILHO HAPYIICHHON (DYHKITUH
MOYEK.
Tayuenmol ¢ napywenuem QyHKyuu neveHu
[Ipemapar Banbcakop MHJIA B no3upoBkax 80 mr + 1,5mMr u 160 Mr + 1,5Mr mpoTuBOMOKa3aH
MaIMEeHTaM C TSOKEJIBIM HapylIieHneM (QYHKIUH TeYeHHd, OMITMapHBIM IIUPPO30M C XOJIECTa30M UITH
0e3 Hero (cM. pasnensl 4.3, 5.2.). [Ipenapar Banscakop MH/IA B mo3upoBke 160 mr + 1,5mr
TaKXe He CcleayeT MPUMEHSITh Y MalMeHTOB C JIETKOW W YMEPEHHOW MEeYEHOYHOU
HEJ0CTaTOYHOCTBIO.
Tlayuenmul noscunoco eospacma
Y DanueHToB MOXKWIOTO BO3pacTa ypOBEHb KpEaTHHHHA B IUIa3Me KPOBH HEOOXOAUMO
KOPPEKTHPOBaTh B 3aBHUCHUMOCTH OT BO3pacTa, Macchl Tena W moja. [larmmeHTam mMoOKUIIOTo
BO3pacTa MOXHO MpUMeHATh npenapatr Banscakop MH/IA B ToMm citydae, ecinu GpyHKIMS 1mOYeK
COOTBETCTBYET HOPME WJIM HE3HAUYUTEIHHO HapyIIeHa.

€T’
[Ipenapar Banbcakop MHJIA mnpoTtuBomokasaH JAeTsM M NOLPOCTKaM wiaqme 18 et
(3 dexTuBHOCTD U 6€30TIACHOCTH HE YCTAHOBJICHBI).

Coocob npuMeHeHus

Bnyrps. [Ipenapat Banbcakop MH/IA M0oxHO pUHUMATh HE3aBUCUMO OT TpHeMa MUILH, 3a1UBast
BOJIOM.
4.3. [IporuBonoka3zanus

- T'umep4yBCTBUTEIBHOCTh K BaJicapTaHy, MHAAMAMUAY WIH APYTUM cyibhoHaAMUAAM U

(nm) K M000MY U3 BCIIOMOTATENNBHBIX BEIIECTB, IEPEUUCICHHBIX B pa3nene 6.1.
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= TIDKCI0€ HapylieHne GyHKIMU TISYeHH, OMITMAPHBIA IIUPPO3 C XOJIECTa30M MIiIH 0€3 Hero,
MEYCHOYHAs1 dHIIe(aTonaTHsl.

- OpgnoBpemeHHOe mpuMeHeHue npenapara Banscakop MH/IA v npenapatoB, coaepkainx
QIMCKHUPEH, MPOTUBOMOKA3aHO Y MAlMEHTOB C CaXapHBIM JUA0ETOM HIIM HapylIICHHEM
¢yHKIMK MoYeK (CKOpocTh KIyboukoBoii pumbrparmn (CK®) menee 60 ma/mun/1,73 m?)
(cm. paznenst 4.5., 5.1.).

- OpHOBpeMeHHOE MPUMEHEHHE C HHTHOUTOpaMH aHTHOTEH3UHIIPEBPALIAIOIIEro pepMeHTa
(AII®D) y manimeHTOB ¢ AMa0eTHYECKON He(hpOIaTHEH.

- Tsxenas movyeyHast HEJOCTaTOYHOCTb.

- T'unoxamuemus.

- BbepemeHHOCTB M TIEpUO TPYTHOTO BCKapMIIMBAHUS (CM. pa3zeinsl 4.6.).

- Bospact no 18 net (3¢hekTUBHOCTH U 6E€30MIACHOCTH HE YCTAHOBIICHBI).

4.4. Oco0Oble ykazaHus U MepPbI IPEAOCTOPOKHOCTH NPH MPUMEHEHUH

COZ[CD)KaHI/Ie Kajaus B 11J1a3ME KPOBHU

OpHOBpeMEHHOE MPHMEHEHHE BajcapTaHa ¢ Jo00aBKaMU Kayus, KaluicOeperarwummu
IUypeTHKaMHU, COJACpXKALIMMU Kaluil 3aMEHMUTENIIMH COJIM M APYIrMMH JIEKapCTBEHHBIMHU
nmpernapaTtaMu, CIIOCOOHBIMH TIOBBIIIATH COJEPKaHUE Kaiusg B KpOBU (TemapuH U T. 1.), HE
pexomenayercs. CiaenyeT KOHTPOIMPOBATh COEPKAHNE KaHsL.

CHmXeHHe CcOoJIep)KaHUsl Kalusg B KPOBM M pa3BUTHE TUIOKAIMEMHM IpEACTaBiIsieT co0oif
CEpBE3HbIM PUCK IPHU MPUMEHEHUH THA3UIHBIX U THA3UI0NOA00HBIX AUYPETUKOB. [ nIOKanueMus
MOJKET BBI3bIBAaTh MblllIeyHbIe HapyuieHus. Coob1anoch o ciydasx padoMHOIN3a, B OCHOBHOM
Ha (oHe TspKeno runokamueMuu. HeoOGXoaumo NpenoTBpallaTh pa3BUTHE TUIOKATHEMHH
(menee 3,4 MMONIB/TT) y TMALMEHTOB, OTHOCSIIMXCS K TPYIIE PUCKA €€ pPa3BUTHUS (TOXKHUION
BO3pACT, HEJIOCTATOYHOE NMUTaHKE U (MJIM) OJHOBPEMEHHBII MPHUEM HECKOJIBbKHX JIEKAPCTBEHHBIX
npenapaToB, HUPPO3 TEYCHH NMPH HAJIUYMU OTEKOB M aclUTa, MIIEMUYecKas OOJe3Hb Cepla,
cepAeyHasl HeJIOCTaTOYHOCTH).

'unokanueMusi ycuiauBaeT KapAUOTOKCHYHOCTh CEPJCYHBIX TIJIMKO3WI0B W MOBBIMIACT PHUCK
pa3BUTHUS apUTMHUI.

I'umokanuemusi, Takxke Kak U OpaguKapaus, sIBISETCS COCTOSHUEM, CIIOCOOCTBYIOIINM Pa3BUTHIO
TSOKEJIOH apuUTMHUM, B YaCTHOCTH, HMOJIMMOPGHOI >KeNyI0YKOBON TaXUKapAUM THUIA «ITHPYITY,
KOTOpasi MO>KET MPUBOAUTH K JICTATbHOMY HCXOJY.

Bo Bcex ommcaHHBIX BBIIIE COydasX HEOOXOAMMO KOHTPOJIMPOBATh KOHILEHTPALUIO Kaaus B
1a3Me KpoBH OoJjiee yacTo, 4eM OOBIYHO. IlepBBlii KOHTPOIh KOHIEHTPALUU Kalus B IUIa3Me

KpOBH CJICAYET IPOBECCTHU B TCUCHUC HCpBOfI HCACINU C HaYajia JICUHCHU.
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rUMoKaarueMus TpedyeT Koppekuuu. ['umokanueMusi, BbISIBICHHAs B COUETAHUH C
HU3KOH KOHIICHTPAIIME MarHus B IJIa3Me KPOBU, MOXKET ObITh YCTOMUYMBOI K JICYCHHIO, TTOKA HE
OyZeT CKOppeKTUpOBaHa KOHIEHTPAIMs MarHus B IJ1a3Me KPOBH.

ConepkaHne HATPUS B IJIa3Me KPOBU

[lepen nauamom mpuema mpemapata Banbcakop WMHJIA HeoOXoaumMo CKOPpPEKTHPOBATH
TUIIOBOJIEMUIO U (WJIM) TUIIOHATPUEMHIO.

HeoOxonumo ormpenensath coaep)kaHue HATpUs B IJIa3Me KPOBU IIepel HadyajaoM JeueHHs
MHAANaMHUIOM, a 3aTe€M — 4epe3 PEerysipHble NPOMEXYTKH BpeMeHH. CHIKEHUE COJEp KaHMs
HaTpHs B IUIa3Me KPOBU MOXKET ObITh CHadaia 6€CCUMITOMHBIM, [I0O3TOMY €0 CIIEAYET PETYIISIPHO
KOHTPOJUPOBATh. Y JIMI[ MOKWUJIOTO BO3pacTa M NAIMEHTOB C LUPPO30M IEUYEHU CIEAYeT
KOHTPOJUPOBATH JaHHBIN MOKa3aTelb Yyallle, 4YeM y JAPYTUX MainueHToB (cM. pasaensl 4.8., 4.9.).
JIroOble AMYpEeTUKU MOTYT BBI3BIBATH PA3BUTHE THIIOHATPUEMHH, HHOTJA C OYEHb CEPhE3HBIMHU
nociencTBUsAMU. ['UroHaTpuemMus Ipy TUIOBOJIEMUN MOXKET OBITh MPUYMHOM 00€3BOKUBAHUS U
OpPTOCTATUYECKON THIIOTEH3UU.

ConyrcTBytomasi motepsi MOHOB XJOpa MOXET HPUBECTH K BTOPUYHOMY KOMIIEHCATOPHOMY
MeTab0IMYECKOMY aIKaI03y (4acTOTa BCTPEUAEMOCTH M CTENEHb BHIPAXKEHHOCTH 3TOTO0 3 dexTa
HEeOObIIIas).

COHCD}KaHI/IC Martgys B 11J1a3ME€ KPOBH

bbulo TOKa3aHO, YTO THA3HMIHBIC M THA3HMJIONOAOOHBIE TUYPETHKH, BKIIFOYAs HHIATIAMHU]I,
YBEJIMYHUBAIOT BBIBEICHUE MArHUs IMOYKAMH, YTO MOXKET IMPUBOJIUTH K PA3BUTHIO THITIOMArHUEMHUHN
(cm. paznensi 4.5., 4.8.).

COHCD}KaHI/IC KaJdblysi B IJIa3ME€ KPOBH

TuasuaHble ¥ THA3UIONONOOHBIE TUYPETUKU MOTYT CHUXATh BBIBEJCHHE KAJbIUS U BBI3bIBATDH
HE3HAUUTEIbHOE M  IPEXOAsIIee IOBBIIMIEHHE YPOBHSA KalblMsl B IUIa3M€ KPOBHU
(runepkanpiyemMusi). BplpakeHHass TUNEpKaIbLMEMUsT MOXET ObITh CJIEICTBUEM paHee
HEPACHO3HAHHOIO TUIEpIapaTupensa.

Jleuenue OMKHO OBITH OTMEHEHO JI0 UCCIIEIOBAHUS (DYHKIIMU MAapaIlluTOBUIHON Kele3bl.

ConepkaHre MOYEBOM KUCTOTHI

VY nmanueHToB ¢ TUNepypUKeMHUEH, MOTyJalonuX WHIAMIaMUl, MOKET MOBBIIIATHCA CKIIOHHOCTH K
MPUCTYyNaM MOJarpsbl.

ITanmenTsl ¢ HapymeHueM GVHKIIAYT IOYEK

Tuasuauble W THA3UIONOJOOHBIE JUYPETHKH MAaKCUMaidbHO 3()(EKTUBHBI TOJNBKO MpH
HOPM@JIBbHOM (YHKIMM IOYEK WIM IpH €€ HE3HAUYUTEIbHOM HapylleHUH (KOHIEHTpalus

KpeaTHHUHA B TUIa3Me KpOBU HWKE 25 mr/m, T. €. 220 MKMOJB/JIT Y B3pOCIBIX). Y TAIUCHTOB
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TTOSKINIOTO BO3pacTa KOHIEHTPAIUIO KpeaTHHUHA B TUIa3Me KPOBH HEOOXOUMO KOPPEKTUPOBATH
B 3aBUCHUMOCTH OT BO3pPacTa, MacChl TeJla U I0a.

['unoBonemust Ha (poHE TMOTEPU BOJBI U HATPHS, BBI3BAHHOM MPUMEHEHHEM JAMYpPETHKA B Haydaie
JIeYeHUs], IPUBOJNUT K CHMKCHHIO KITYOOYKOBOW (MIBTpaAMH. DTO TAKKE€ MOXKET MPHUBOJIUTH K
MOBBIILICHUIO TOKAa3aTelell MOYEBMHBI M KpeaTMHMHA B IUIazMe KpoBH. Takas mpexonsauias
(yHKIIMOHANIbHASL TIOYE€YHAsi HEJAOCTATOYHOCTh HE MMEET IMOCIEACTBUU Y JIMII C HOPMAIbHOM
(yHKIMEH oYeK, HO MOXKET YXYAIUTh YK€ CYHIECTBYIOLIYIO TOUYEYHYIO HEJIOCTATOUHOCTb.

ITarueHTHI ¢ HAPYIIEHUEM d)VHKHI/II/I IICYCHHU

[Tpu npuMeHeHNnN THA3UA0NOJOOHBIX AUYPETHKOB y MAIIEHTOB C HAPYIIEHUEM (PYHKIIUHU NIEUEHH,
OCOOCHHO B Cly4yae HapyLICHHUS BOJHO-IJIEKTPOJIUTHOrO OaliaHca, BO3MOXHO pa3BUTHE
MEeYSHOYHOU dHIE(ATONaTHH, KOTOPast MOKET MPOrPecCHPOBaTh JIO TIEUCHOYHONH KOMBI. B aTOoM
clly4ae MpUueM JUYpeTHKa CIIeyeT HEMEJICHHO TPEKPAaTHUTbh.

CreHo3 N0YeYHOU apTEpUU

B mnacrosimee BpeMss HET AAaHHBIX O O€30MaCHOM NPUMEHEHHH BajcapTaHa Yy MAlMEeHTOB C
JBYCTOPOHHHUM CTE€HO30M IOYEYHON apTepUU WIH CTEHO30M apTEPUH €INHCTBEHHOMN IIOYKH.
KparkoBpemeHnHO€E MpuMeHeHNE BajicapTaHa y 12 maileHToB ¢ peHOBACKYJISIPHOM THIIEPTEH3UEH,
BTOPUYHOM I10 OTHOILIEHUIO K OTHOCTOPOHHEMY CTEHO3Yy ITIOUYE€YHON apTEPHUH, HE BBI3bIBAJIO KAKHX-
1100 CYIIECTBEHHBIX M3MEHEHUH B OYEUHOW reMOJMHAMHUKE, a TAKXKE CO CTOPOHBI TIOKa3aTeneit
KpeaTMHUHA WIN a30Ta MOYEBUHBI B KpoBU. OIHAKO Apyrue npenaparsl, BIUAIOIME HA PEHUH-
AHIMOTEH3UH-aNbA0CcTepOHOBYIO cucteMy (PAAC), Moryt moBblaTh NOKa3aTead MOYEBHUHBI U
KpEaTUHUHA B CBIBOPOTKE KPOBHU Y MALIUEHTOB C OJHOCTOPOHHHUM CTEHO30M IIOYEYHOW apTepuu,
MO3TOMY IIPH TE€PAITHH BaJICAPTAHOM PEKOMEHIYETCS MOHUTOPUHT (DYHKIHH ITOYCK.

TpancomanTanys MOYKH

K HaCTOAICMY BPCMCHHU HET OIIbITA 0e30macHOro IMPUMCHCHUS BaJICapTaHa y TallUCHTOB, HCAABHO
MEPCHECHINX TPAHCIIIAHTAIIUIO ITOYKH.

llepBUUHEIN THIIEPATILIOCTEPOHN3M

[TaniieHTHI C TEPBUYHBIM THUIEPAIBIOCTEPOHU3MOM HE JOJDKHBI TPUMEHSTh BajcapTaH,
nockoyibky PAAC y Takux NaliMeHTOB HE aKTUBUPOBAaHA.

CreHo3 A0PTAJIbHOTO HJIKM MUTPAJBHOI'O  KJlallaHa, 06CTDVKTI/IBH35[ I‘I/IHCDTDOd)I/ILICCKaH

KapAnOMHOIIaTHUA

Kak w npu npuMeHeHMH IpYrux Ba3OAWJIaTaTOPOB, 0cOOO€ BHHUMAaHHE CIENYeT YACNATh
MaIeHTaM C a0PTATBHBIM WJIH MUTPATBLHBIM CTCHO30M HJIM OOCTPYKTHBHOM TUIIEPTPOPUICCKOM
KapJInOMHUOTIATUEN.

IIpuMeHenue npu 6CDCMCHHOCTI/I
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Tepaiiio anraroHuctamu perentopos anruorensuna Il (APA 1I) ve cnexyer HaumHATH BO Bpemst
O0epemeHHocTH. [lanueHTKH, TUIAHUPYIOIIME OEPEeMEHHOCTh, JOJDKHBI OBITh IEpPEBEIECHBI Ha
aNbTEPHATUBHBIE TUIOTEH3UBHBIE IIpenaparbl, KOTOPblE MMEIOT YCTAHOBJIEHHBIH MpPOQUIb
0€30MacHOCTH JIJIsl IPUMEHEHUS BO BpeMst OepeMEeHHOCTH. B cilydae TuarHoCTHKu OepeMEeHHOCTH
neuenue APA 11 cneqyet HeMeUIeHHO MTPEKPATHTh U Ha4aTh MHOE JICYCHHE, €CITH IPUMEHUMO (CM.
paszmensl 4.3., 4.6.).

AHTHOHEBPOTHYECKUN OTEK B aHAMHE3E

AHTMOHEBPOTUYECKUN OTEK, BKIIOYas OTEK TOPTaHHM M TOJOCOBOM IENH, BbI3BIBAIOIIUI
OOCTPYKIIMIO JBIXaTeIbHBIX TMyTed W (MJIM) OTEeK JiMia, Ty0, TIOTKM W (W) s3bIKa, OBLIT
3apErUCTPUPOBAH Yy MALMEHTOB, MOJY4YaBUIMX JICUCHHUE BaJCapTaHOM; y HEKOTOPBIX M3 3THX
MALMEHTOB paHEe OTMEYAJICsl aHTMOHEBPOTUYECKUI OTEK ITPU IPUMEHEHUH APYTUX IIPENapaTos,
Bkitovyast uHruouropel AIlD. ITlpuem mnpemapara Bamscaxop MHJIA cregyeT HeMeUIEHHO
IIPEKPATUTh y MAlMEHTOB C aHTMOHEBPOTUYECKUM OTEKOM, IIOBTOPHOE HA3HA4YEHME IIpernapara
Banbcakop MHJIA npotuBonokasaHo.

JIBoitnas Oimokaga PAAC

EcTth nmaHHBIE, yKa3bpIBalOIIME HA TO, YTO OJHOBPEMEHHOE NpUMEHEHHEe HHruOuTOpoB AIlD,
APA 1l wim anuckupena compoBOXKIaeTcsi 601ee BHICOKOW YacTOTOW pa3BUTHS HEXKEJIAaTeIbHBIX
peaKIuii, TAKUX KaK apTepUalibHAsl THIOTCH3HsI, TUIEPKATHEMUs U CHUKCHHUE (DYHKIIMH TTOYEK
(BKITIOUAsl OCTPYIO MOYEUHYIO HEJ0CTaTOUYHOCTH). [1o 310t mpuumnne nBoitHas 6mokaga PAAC c
MOMOIIbID KOMOMHHUpOBaHHOW Tepanuu uHruoOutopamu AllD, APA Il wnmm anuckupena He
pexkoMenayercs (cM. pazaensl 4.5., 5.1.).

B ciyuae aGcomoTHON HEOOXOIUMOCTH MTPUMEHEHHS TEpanuu ¢ ABoiHOM O10kanoii PAAC takoe
JIeUeHUe CJIeyeT IMPOBOAUTH TOJIBKO O]l HAOJIOJIEHHMEM CHeUHaIncTa U MPH MOCTOSIHHOM
KOHTpOJIe (PYHKIIMHU MOYEK, KOHIEHTPAIMH IEKTPOIUTOB U apTepuanbHoro aapneHus (Al).
OpnHoBpemeHnHoe npumeHeHne UHruoutopoB AII® u APA Il mpoTHBONOKa3aHO Yy MALIUEHTOB C
nuabeTHIeCKOr He(hpormaTHe.

PCaKHI/IH d)OTO‘lVBCTBI/ITCHI)HOCTI/I

[Ipy mpuMeHeHHMH THAa3MIHBIX WIM THA3UIONONOOHBIX TUYPETUKOB ObUIM 3aperuCTPHUPOBaHbI
ciydyau peakuuid QorouyBcTBUTENBbHOCTH (cM. pasgen 4.8.). Ilpu pasButuun peaxiuu
(OTOUYBCTBUTEIILHOCTH BO BpeMs JIEUEHUs] PEKOMEHAYETCS NpeKpaTuTh Tepanuto. Eciu
IMOBTOPHOC HA3HAUCHUEC NUYPCTHKA CUUTACTCA HeO6XO)II/IMbIM, PEKOMCHAYCTC 3allMTa Y4aCTKOB

KOH, TOABEPrafOIIUXCA BO3/IEVUCTBHUIO COTHEUHBIX TyYEH WITH HCKYCCTBEHHOTO Y D-u3mydeHus.

CropTcMeHbl
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CIEYCT 00paTUTh BHUMAHHUE CIIOPTCMEHOB Ha TO, uTo npenapar Banscakop MH/A conepxkut
WHJANaMu, KOTOPBbIA MOXET JaBaTh MMOJIOKUTEIbHYIO PEAKUUIO0 MpU MPOBEACHUM JOMUHT-
TECTOB.

XopHouJIadbHBIA BBIIOT, OCTPasi MUOIKS, BTOPUYHAS 3aKPLITOYTOJdbHAS IJIayKOoMa

CynpoHamMHIIbI M HMX TPOU3BOJIHBIE MOTYT BBI3BIBATh HJIMOCHUHKPA3UYECKYIO DPEAKIIHIO,
MPUBOSIIYIO K PA3BUTHIO XOPHOUAAIBLHOTO BEINOTA C JEPEKTOM MOJIEH 3peHuUs, OCTPO MUOTIHH
U OCTPOMY TIPUCTYIy BTOPUYHOW 3aKpPHITOYrOJbHOW TIaykoMmbl. CHMITOMBI BKIJIIOYAIOT:
BHE3AITHOE CHI)KEHUE OCTPOTHI 3PEHHUS WK 00JIb B TJ1a3aX, KOTOPBIC MPOSBISIFOTCS, KaK MPaBHUIIO,
B TEUCHHE HECKOJIbKMX YacOB WJIM HEJeNb OT Hayala TepanuM THAa3HIHBIM/THA3U0IN0100HBIM
npenaparoM. [Ipu OTCYTCTBUM JIeUEHHUSI OCTpasi 3aKPhITOYroJibHAs TJIayKoMa MOXET MPUBECTH K
HeoOpaTumoil motepe 3peHus. [Ipu MmosBIeHUH CUMIITOMOB HEOOXOJMMO KaK MOXKHO ObICTpee
NPEKPaTUTh MPUEM THA3HIHOTO/THA3HUI0NO00HOTO MpernapaTa. Eciy BHyTpUria3Hoe JAaBlCHHE
OCTaeTCsl HEKOHTPOJIMPYEMBIM, MOXKET MOTPeOOBATHCS HEOTIOKHOE MEUKAMEHTO3HOE JIeUeHHE
WIM XUPYPrUYECKOe BMEIIATENbCTBO. DaKTOpPOM pHUCKA Pa3BUTHS OCTPOH 3aKPBITOYTOJIBHOM
[JIayKOMBI SIBJISIETCS QJIJIEPruuecKas peakiysl Ha POU3BOIHBIE CYIb(OHAMUAA WU MEHUIIWIIINH
B aHAMHE3eE.

4.5. BzaumopneiictBHMe ¢ JAPYIMMH JIeKAPCTBEHHBIMH IIpenapataMd H JApyrue BHABI
B3aHMMOJeiiCTBUA

Basicapran

Ileouinas 6noxaoa PAAC

JlaHHBIC KIIMHMYECKUX HCCJICAOBAaHUM ITOKa3ajau, 4To JBokHas Onokaga PAAC ¢ moMomnisio
uHrubutopoB AII®, APA Il wnm anuckupeHa COMPOBOXKAAETCS 00Jee BBICOKOH 4YacTOTOM
pa3BUTHSI HEXKENATEeNbHBIX PEaKlUi, TAKUX KaK apTepHalibHas THUIMOTEH3HS, TUTIEPKATHEMHUs U
CHIDKEHUE (DYHKIIMH TMOYeK (BKIIOYAs OCTPYIO MOYEYHYIO HEIOCTaTOYHOCTH) MO CPABHEHUIO C
IPUMEHEHHEM TOJIBKO OJIHOTO Mpemnapara, CHuxkaromero aktuBHoctb PAAC (cM. paszenst 4.3,
44.,5.1.).

OonospemenHoe npuMeHeHue He peKOMeHOYemcs

Ilpenapamei, codeporcawsue rumuil

O6partuMoe yBeIWYEHHE COJEP)KaHUs JIMTUS B CBIBOPOTKE M TOKCHYHOCTH OTMEYAIUA TPH
OJTHOBpPEMEHHOM NpuMeHeHuH JuTusi ¢ naruouropamu All®D wmm APA 11, Bimtouas Bancapras.
Ecnu HasHaueHne Takod KOMOWHAIIMU OKaKETCS HEOOXOJMMBIM, PEKOMEHIYETCs MPOBEIACHHE
TINATEITHOIO MOHUTOPUHIA CONEPKAHU JINTHS B KPOBU. ECIM Takke NMPUMEHSIETCS OUYPETHK,
PUCK TOKCUYHOCTH JIUTHSI, IPEATIOI0KUTENBHO, MOXKET €IIE BO3PACTH.

Kanuticbepezarowue ouypemuku, Kaiuesble nuuesvle 000asKuU, 3aMEeHUMENU COJIU, CO0ePAHCAUUE

Kanuil, u Opveue seulecmed, Koniopvle Mocynt yeeaudums ypoeeHb KaiauA
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TBYeT HEOOXOIMMOCTh X MpUeMa B KOMOMHAIIMU C BaJCapTaHOM, PEKOMEHAyeTcs
MPOBOJUTH MOHUTOPHUHT COJIEPKAHMSI KaJIMsl B IJIa3ME KPOBHU.
Oonospemennoe npumenenue, mpeoyrowee 0Cmopo*CHOCU

Hecmepououvie _npomusosocnaiumenvhvie _npenapamul _ (HIIBII), exnouas _cenekmugHble

uneubumopul _yuxiooxcucenasol-2  (L{OI-2), auemuacaiuyuiosyio Kuciomy = 3 2/cymku) u

Hecenekmueuvie HIIBIT

IIpu onnoBpemenHom npumeHeHun APAIl ¢ HIIBII Bo3MOXHO  yMeHbIIEHUE
aHTUTHUIIepTEeH3UBHOTO aercTBus. Kpome toro, onHoBpemenHoe npuMenenue APA II u HIIBII
MO>KEeT MPHUBOJUTH K IMOBBIIIEHHOMY PUCKY YXYJIIEHHUs (YHKIHU MOYEK U YBEIMYCHUIO YPOBHS
KaJIis B CBIBOPOTKE KPOBU. TakuM 00pazoM, peKOMEHI0OBaH KOHTPOJIb (DYHKIIUH IMOYEK B Hadase
JICYEHHUs], a TAK)KE JOCTATOYHAs I'MApaTalus NalueHTa.
Ilepenocuuxu
JlaHHBIE B yCIOBUSX in Vitro yKa3bpIBalOT Ha TO, YTO BaJICApTaH SIBJISIETCA CyOCcTpaToM iist OeTKOB-
nepeHocunkoB OATPIB1/OATPIB3 u MRP2. Knunuueckas 3Ha4uMOCTBh 3TOrO (pakrta He
YCTaHOBJICHA. CoBmMecTHOE  NpPUMEHEHHWE ¢  HMHruouropamu  OeiKa-IepeHOCUYHKa
OATP1B1/OATP1B3 (manpumep, pudammuiud, nukiocnopu) wim MRP2  (mampumep,
PUTOHABUP) MOKET YBEJIMYMBATh CUCTEMHYIO 3KCIO3UIIMIO BajicapTaHa. Heo0xoauMo nposBisTh
OCTOPOKHOCTh B Hayalle WM NpPU NPEKPALIEHUU COIMYTCTBYIOLIETO JIE€UYECHUS TaKUMHU
IpenapaTaMu.
[Ipyeoe
B wuccnenoBaHMsX JIEKapCTBEHHBIX B3aUMOJEHCTBUII C BajcapTaHOM He OBUIO BBISBIECHO
KJIMHAYECKH 3HAYMMBIX B3aMMOJICHCTBUI C BajCapTaHOM WM C JIIOOBIMH W3 CIEIYIOLINX
npernapaTroB: [HMMETUIWH, BapdapuH, QypoceMu]i, ITUTOKCHH, AaTE€HOJIOJN, WHIOMETAIUH,
THIPOXJIOPOTHA3H/I, AMIIOTUTINH, TIIMOCHKIIAMUI.

eTH
[Ipu apTepuanbHO TMNEPTEH3UU y JI€TEHd U MOAPOCTKOB C HAPYUIEHHUEM CO CTOPOHBI MOYEK
cleyeT CoONIoAaTh OCTOPOXKHOCTH MPH OJHOBPEMEHHOM MPHUMEHEHHH BaJicapTaHa W JAPYTHUX
npenaparon, KOTopble HHTHOUPYIOT PAAC, Tak Kak BO3MOXKHO MOBBIIICHUE COJCPKAHUS KaJIHsl B
CBIBOPOTKE KPOBH, YTO, B CBOIO OYepellb, TpeOyeT TIIATeILHOTrO KOHTPOJS (YHKIMH MOYEK H
CoJIep KaHMsl KaJausi B CBIBOPOTKE KPOBH.
HUnpanamun
Kombunayuu, npumenenue Komopuix ne peKomMeHo08aHo

Ipenapamul, codeporcawue aumul

Bo3M0xHO NOBBIIIICHHE COACPpKAHUA JIMTHUA B I1IJ1a3ME€ KPOBHU C IIPU3HAKaAMHU IEPEAO3UPOBKHU, KaK

npu 6eccosieBoil quere (yMEHbLICHUE BBIJICNEHUS JTUTHS ouykaMu). OHAKO, €ciu IPUMEHEHHE

8
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TMIYPCTIAKOB He00X0UMO, TpeOyeTCs TIIATEIbHBI MOHUTOPUHT YPOBHS JIMTHS B IJIa3Me KPOBH U
KOPPEKIUS T03bI.
Kombunayuu, mpebyrowue npedocmoposicrocmu

Jlexapcmeennvle npenapameol, CNnocoOHble BbL3bIBAND paseumue 7’[0]1LUVIOD¢H011 cheﬂV()OllKO@Oﬂ

maxuxap@uu muna «nupyasni), 6KJl04drom, HO He O2PpAHUYUBAaromci.

e aHTHapuUTMHuUecKue mnpemnapatel [A kmacca (Hampumep, XWHUAWH, TUAPOXWHUJIMH,
nuzonupamul, npokanHaMmun) u IC knacca (paexaunun);

e anTHapuTMudeckue npemapats [1I kiracca (Hanpumep, aMHuOIapOH, COTAION, AO0(EeTHITHI,
uOyTUINA, OpeTUINi, IPOHETAPOH);

® HEKOTOpbIE AHTUIICMXOTWYECKHE CpeACTBa: (PEHOTHA3HMHBI (HAIpUMeEp, XJIOPIPOMAa3uH,
[MaMeMa3uH, JIeBOMENpPOMasHH, THOpUAA3uH, Tpudiayonepasud, (aydenasun),
OcH3aMuIbl  (HAIpUMEpP, AMHCYJIBIPHUI, CYJbIUPHUA,  CYJBTONPHA,  THAIMPHI),
OyTHpoeHOHBI (HampUMep, IPONEPUAON, TaIONEPUIO0N), APYTHEe AHTHIICUXOTUYECCKHE
npenaparsl (Harpumep, TMMO3UI, CEPTUHION);

® AHTHJCTIPECCAHTHI: TPHULUKIUYECKAE aAHTHJICNPECCAHThI, CEJICKTUBHBIE WHTUOUTOPHI
o0paTHOT0 3aXBaTa CEpPOTOHUHA (IIMTATIONPAM, CIIUTAIIOTIPAM);

e aHTHOaKTEepHANbHBIE CPEACTBA: (PTOPXUHOJIOHBI (JIEBO(IIOKCAIIMH, MOKCU(DIOKCALUH,
cnapQuiokcauH, MUIPOQGIOKCAIINH); MAKpPOJUILl (IPUTPOMUIIMH TIPU BHYTPUBEHHOM
(B/B) BBemeHUM, a3UTPOMUIMH, KIAPUTPOMHIIMH, POKCUTPOMHIIMH, CIIUPAMHIIMH), KO-
TPHUMOKCA30JT;

® IPOTUBOTPHOKOBBIE CPEICTBA psAa a30JI0B (BOPHUKOHA30J, UTPAKOHA30J, KETOKOHA30I,
(baykoHazon);

® MPOTHBOMAISIPUHHBIC CpEACTBA (XUHUH, XJIOPOXUH, MeQUIOXWH, TajtodaHTpHH,
IyMe(aHTpUH);

® aHTHAHTHUHAIBHBIC CPENCTBA (PaHOIA3WH, OCTIPUIIII);

® [IPOTHUBOOMYXOJIEBBIC TIpenapaTl M HWMMYHOJCIPECCAHTHl (BaHICTAHUO, MBIIIbIKA
TPUOKCHUJ, OKCAIUIUIATHH, TAKPOJIUMYC, aHATPEIINN);

® TIPOTHUBOPBOTHBIE CPENICTBA (OHIAHCETPOH);

® CpEICTBa, BIMSAIOIIME HA MOTOPUKY IKEIYAOYHO-KUIIEYHOTO TpakTa (LU3ampH/,
JIOMTICPHIOH);

® AHTUTMCTAMHHHBIC CPENICTBA (aCTEMH30J, TepPEeHATNH, MU30JIACTHH);

e Jpyrue cpejacTBa: NEHTAMUIUH, TU(PEeMaHUI, BAHKAMHUH IIPU B/B BBEIEHUH, Ba30IIPECCHH,
TEPIUNPECCUH, KETaHCepuH, NpoOykois, mponodosa, ceBodaypaH, TEpPOIUIUH,

IMIIOCTA30JI, METaJIOH.
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TIOBGIMICHAbIA  PHUCK Pa3BUTHS JKETYJOYKOBBIX apUTMHN, B YaCTHOCTH, TOJIUMOPGHOM
KEITYIOUKOBOM TaXWKap UK TUTIA KITUPYIT» ((HaKTOp pHCKa — THIIOKAIUEMUST).

[lepen Ha3HaueHMEM KOMOMHHUPOBAHHOW Tepanmuy WHIAMAMUIOM W YKa3aHHBIMU BBIIIE
npenapataMy CJeIyeT MPOBECTH HUCCIEJOBAaHUE C LIENbI0 BBIBICHUS THUIOKAIMUEMHUHU U TPHU
HEOOXOJMMOCTH TPOBECTH Koppekiuio. Heo0XoauM KOHTPOJIb KIMHHUYECKOTO COCTOSIHHS
MalMeHTa, KOHTPOJb COJEpKaHHUA  DJIEKTPOJUTOB B  IUIa3ME€  KpPOBHM, IOKazaresei
anekTpokapauorpammsl (OKT).

Y DanueHToB C TUMOKAIMEMHEH HEOOXOJMMO MPHUMEHSTh Mpenaparbl, HE BbI3BIBAIOIINE
HOJUMOPQHYIO KEITYTOUYKOBYIO TAXUKAPJIUIO THUIA «ITHPYITH.

HIIBII (npu_cucmemnom npumeHnenuu), exuoyas _ceaekmusnvlie unzubumopsl LJOI-2, svicokue

0036l AUEeMUICATUYUA080U Kucaomul (> 3 2/cym)

B03MOXXHO CHUXEHHE aHTUTHIEPTEH3UBHOIO JeWcTBHUs uWHAanamuaa. CylecTByeT pHCK
pPa3BUTHSL OCTPOM MOYEUHOW HEJOCTATOYHOCTH Yy IMALMEHTOB C 00E3BOKMBAHHWEM BCIIE/ICTBHE
CHIDKEHHUSI KIIyOOoukoBO# ¢unbTpanmu. [lanmeHTaM HEOOXOIUMO KOMIIGHCHPOBATH MOTEPIO
KHUJIKOCTH U B Hayaje Teparuu TIIATEIbHO KOHTPOIUPOBATH (DYHKIIHIO MTOYEK.

HUneubumopor AIID

Hasnauenue unru6utopoB AIID ¢ uM3HAYambHO CHUKEHHBIM COJIEP)KAHMEM HATPHUs B KPOBH
COIIPOBOX/IAETCS PUCKOM BHE3AIHOW apTepUalibHON TUMOTEH3UU M (MIM) OCTPON MOYEYHOM
HEJI0OCTaTOYHOCTH (B YaCTHOCTH, y NAIIUEHTOB CO CTEHO30M IIOUEYHON apTepuH).
[lanmentaMm C aprepuanbHOM TUIEPTEH3UEH U, BO3MOXKHO, CHHKCHHBIM BCIEICTBUE
IPEALECTBYIOLIETO IPUMEHEHUS TUYPETHKOB COJEP>KaHUEM HATPHsl B KPOBU HEOOXOAUMO:
® [PEKPaTUTh NMPUEM IUYPETHKOB 3a 3 THS 10 Havaja jedeHus uHruouropom AllD. B
JalbHeiIeM, Ipu HeoOXOAMMOCTH, MOXKHO BO300OHOBHUTH IMPUEM HEKaJINHCOeperarouero
OUYPETUKA;
®  WJIM HAUYMHATh Tepanuio MHruouropom AlId ¢ HU3KMX 103 € TOCIETYIOIUM IOCTEIEHHBIM
MIOBBIIICHUEM J103bl B CIIydae HEOOXOAUMOCTH.
[Ipu xponnyeckoii cepaeunoit HenoctarouHocT (XCH) neuenne unruouropamu AllD cnenyet
HaUYMHATh C CaMbIX HHU3KUX [JO3 C BO3MOJHBIM IIPEABAPUTEIBHBIM CHUKCHHEM [I03
HeKanuiicoeperaroero AMypeTHKa.
Bo Bcex ciyudasx, B mepBble Henenu npuema MHruoutopoB AIID y nmanueHTOB HEOOXOIUMO
KOHTPOJIHMPOBATh (DYHKIUIO MOYEK (KOHIICHTPAIMIO KpEaTHHUHA B TJIa3Me KPOBH).

Jlpyeue npenapamoi, cnocobHvie 6bl3bl8Amb 2UNOKAAUCMUIO. aMd)omepuuuHB (6/6), 2NI0KO- U

MuHeDaJZOKODWIUKOuabZ (npu CUCMEMHOM npuMeHeHuu), mempakoaakmud, crabumenvtole

cpe()cmea, CIMUMYaupyroumue MomopuKky KutledHuka

YBenuueHue pucka pa3BUTHs THIIOKAIMEMHH (aAIUTUBHBIN 3 deKT).
10
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TTOCTOSIHHBIN KOHTPOJIb COJICpKaHUS KaJIus B TUIa3Me KPOBH U, IPU HEOOXOIUMOCTH,
ee koppekiusi. Ocoboe BHUMaHUE CIIEAYET YIENATh MalUeHTaM, OJTHOBPEMEHHO MOJyYaroNIHM
cepleyHble  TJIMKO3WABl. PeKoMeHayeTcs TpUMEHSATh  ClaOWUTeNbHBIE  CPElICTBa,  HE
CTUMYJUPYIOLIME MOTOPUKY KUIICUHUKA.

baxknoghen

OTMeyaeTcsl yCUIEHHE aHTUTUIEPTEH3UBHOTO IEHCTBHUS.

[TarimenTaM HEOOXOIMMO KOMIIEHCHPOBATH MOTEPIO KUIKOCTH M B Hayalle JICUCHHUS TIIATEIHHO
KOHTPOJIMPOBATh (PYHKIIUIO MOYEK.

Cepoeunvie 2auxo3uobl

I'mnokanuemust W (WIM) TUOOMArHUEMHUsT MOTYT MPOBOLMPOBATH YCHIEHHE TOKCHYECKHX
3¢ (}eKToB cepleUHbIX TIJHMKO3UJIO0B. llpm OJHOBpeMEHHOM MNPUMEHEHUH UWHAANaMuAa M|
CEpIICYHbIX TJIMKO3UJOB CIEAYeT KOHTPOJIMPOBATh COJECPKAHUE Kalusl MU MarhHus B KpOBH,
nokasarenu JKI u, nmpu HE0OX0IMMOCTH, KOPPEKTHPOBATH IPOBOJUMYIO TEPATTHIO.

KomMm6unamu, Tpedyromime 0co00ro BHUMaHUS

Annonypunon
OnHOBpEMEHHOE TPUMEHEHHWE C MHAANaMUJOM MOXKET TMOBBIIATh YacTOTY pEaKIHil
TUNEPUYYBCTBUTEILHOCTH Ha aJUIOMYPHUHOIL.

KomOunaimmu TDC6VIOH_II/I€ BHHMMAHMHA

Kanuticoepezarowue ouypemuxu (amunopuo, cnupoHoIAKMOH, mpuammepeH)
KomOuHupoBaHHass  Tepamusi HMHIANaMUAOM M KaiuuiicOeperaromumMu  JAHypeTUKaMU
1es1eco00pa3Ha y HEKOTOPBIX IMAIMEHTOB, OJHAKO IPU 3TOM HE HCKJIIOYAETCS BO3MOXKHOCTD
pa3BUTUS TUNOKAJIMEMUM WIM THIEpKaIueMUuu (0COOEHHO Yy TMAalUEeHTOB C MOYEeYHOH
HE/I0CTAaTOYHOCTHIO WM caxapHbIM JuadetoM). CienyeT KOHTPOJIUPOBATh COJIEPIKaHUE KaUs B
ia3Me kpoBH u nokasatenu OKI, u, npu He0OX0IUMOCTH, TEpecMaTPUBATh JICUEHHE.
Memdehopmun

[ToBblIeHHE pHCKa Pa3BUTUSA WHAYLUPOBAHHOTO MET(GOPMHUHOM JIAKTaT-allU103a B CBS3U C
BO3MOKHOCTBIO BO3HMKHOBEHHUS (YHKIIMOHAJIBHOM MOYEYHOW HEAOCTATOYHOCTH, CBA3aHHOM C
IPUEMOM JUYPETUKOB (0OCOOCHHO «IETIEBBIX» IUYypeTUKOB). He cienyer npumeHsaTs MeTopMuH
IpU KOHLIEHTPALMU KpeaTMHHWHA B IUIa3Me KpoBH BbIme 15 mr/in (135 MKMOIB/1) y MyX4UH U
12 mr/n (110 MKMOJIB/JT) Y )KSHIIHH.

Hooocodepaicawue konmpacmuvie npenapamoi

[Tpu Hanuuuu 06e3BOKUBAHMS, BBI3BAHHOTO JTNYPETUKAMHU, MOBBIIIAETCS PUCK Pa3BUTHSI OCTPOIt
MOYEYHON HEAOCTaTOYHOCTH, B YACTHOCTU TPH MPUMEHEHHH OOJIBIINX 103 HOZOCOoAepIKaInX
KOHTPACTHBIX IpenapaTroB; HEOOXOAUMO BOCIIOJHEHHE 00BbeMa >KHUIKOCTH IEpes BBEIACHUEM

HoacoIepKauero COeTUHEeHHUS.
11
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ATl Ccanmol, HeUpOIenMuKY

VYcunenue aHTUTUNIEPTEH3UBHOIO JIEHCTBUS U PUCKA Pa3BUTHUS OPTOCTATUYECKOM TMIIOTEH3UU
(ammuTUBHOE EWCTBHE).

Conu xanvyus

Puck pa3BuTus runepKkagbLUEMUN B PE3YJIbTATE YMEHBIIECHUS BEIBECHUS KaJbLUs IOUYKAMH.
Luxnocnopun, maxponumyc

Puck noBbllIeHNs] KOHIIEHTPALMK KpeaTHHUHA B IJ1a3Me KpPOBH 0€3 U3MEHEHHsI LIUPKYIUPYIOIINX
YPOBHEW LMKIIOCTIOPUHA, 1a)Ke MPU OTCYTCTBUU TMIIOHATPUEMHH, TUTIOBOJIEMUMU.
Kopmukxocmepouowl, memparxosaxmuo (cucmemuwlii cnocod npumereHus)

CHMXEeHHE aHTHUTUIICPTEH3UBHOTO JeiicTBUA (YAepKaHUE BOJIbI/HATPHSI BCISACTBUE IPUMEHEHHS
KOPTHKOCTEPOHJIOB).

4.6. ®epTUWIBHOCTH, 0€PEMEHHOCTH U JIAKTAIMS

bepeMeHHOCTh

[Ipemapar Banscakop MHJIA npoTtuBomnoka3aH npu 0€peMEeHHOCTH.

Bancapman

Kak u mns mroboro apyroro mpemapara, okasbiBawomiero BiusiHue Ha PAAC, mpuMeHeHue
BajicapTaHa MPOTHUBOIIOKA3aHO NpH OepeMEeHHOCTH. YuuThiBas Mexanu3Mm paeiictBus APA I,
HEJB3sl UCKIIOYUTh PHUCK JUIs iofa. M3BecTHo, uTo mpuMeHeHue uHruoutopoB AIID (kmacc
crenuUYHBIX JIEKapCTBEHHBIX cpencTB, AeictByromux Ha PAAC) Bo II u Il tpumecTpax
OEpeMEHHOCTH TPUBOAMUT K MOPAXKEHUI0O M TUOenu 1miofa. I[lo JaHHBIM PETPOCTIEKTHBHOTO
aHanu3a, npuMeHeHne MHruoutopoB AlID B I TpumecTpe OepeMEHHOCTH aCCOIUUPYETCS C
MOTEHLMAJIbHBIM PUCKOM BO3HMKHOBEHHUS MOPOKOB pa3BuTHs Iuioja. [Ipu HenmpeaHamepeHHOM
npueMe BajicapTaHa TpuU OEPEeMEHHOCTH OIMCAHBI Cllydad CaMONPOU3BOJBHOTO MPEPBIBAHUS
OEpEeMEHHOCTH, MAJIOBOIUSL U HAPYIICHUs (DYHKIIMH [TOYEK Y HOBOPOXKACHHBIX.

B cnyuae, eciiu GepeMEHHOCTh AMArHOCTHPOBAHA B MEPHOJ JICYCHHs BaJcapTaHOM, Iperapar
CJelyeT OTMEHUTh KaK MOYKHO paHbIIIE.

Knunuueckue acnexmoi

Mamepunckuil u (uiu) >moOpuodhemanvHbvlil PUCK, ACCOYUUPOBAHKBLIL C 3a00Ne8aAHUEM
ApTtepuanpHasi TUIEPTEH3Us! NpU OEPEMEHHOCTH YBEIMUYMBAET PUCK PA3BUTHUS NPEIKIAMIICUH,
reCTallMOHHOTO CaxapHOro auadera, MpeXJIeBPEMEHHBIX POJOB, a TaKXKe OCIOKHEHUIH B poaax
(Hampumep, HeOOXOIMMOCTh KecapeBa CeUeHHs, pa3BUTHE MOCICPOIOBOTO KpOBOTEeUYeHHs ). [Ipu
apTepHaIbHON THICPTEH3UN YBEIUUNBACTCS PHCK 3aJCPXKKH BHYTPUYTPOOHOTO Pa3BUTHS ILIOA
U BHYTPUYTPOOHO# rubenu 1mioja.

Puck co cmoponwsl nnooa/nosoposicoennozo
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MafoBoane y OepeMeHHBIX, MPUHUMAKOIMX Tpernapatsl, Biaustomue Ha PAAC, Bo 11 u III
TPUMECTPAX, MOXET NPUBOAMUTH K YXYIIICHWUIO (YHKIUU TMOYEK IUI0NA, YTO B pE3yabTaTe
NPUBOAMUT K aHYPUHM U MOYEYHON HEJOCTATOYHOCTH, TMIOIIA3UU JIETKUX IUI0Aa, JedopMaliiiu
CKeleTa IUIoJa, BKJIIOYAs THIOIUIA3MI0 KOCTEH yepemna, apTepUalbHON THMOTEH3UW U THOEeH
I10/a.

[Ipu HempennamepeHHOM mpueMe mpenapaToB, oTHocsammxcs k rpynne APAII, Bo Bpems
OEpeMEHHOCTH CIeAyeT pacCMOTPeTh BOMNPOC O HEOOXOAMMOCTH COOTBETCTBYIOLIETO
MOHUTOPUHTA COCTOSIHUSI ILJT0/1A.

HoBopox1eHHBIX, MaTepHu KOTOPBIX MOJTy4Yadu Tepamnuio npemnaparamu rpynmnsl APA 11, cienyer
TIIATEIhHO HAOIIOIaTh OTHOCUTEIBHO PA3BUTHUS apTEPUATHLHON TUITOTEH3HH.

[Ipn wu3yueHun >MOpHUOGETATHLHOTO Pa3BUTHS y MBIIICH, KPOJIMKOB M KpbIC HabOIO/IaIach
(ETOTOKCHYHOCTh, KOTOpasi acCOIMHPOBANIACh C MATEPHHCKOW TOKCHYHOCTBHIO Y KPBIC TpPHU
MPUMEHEHUH BajicapTaHa B CyTOYHOW n03e 600 MI/KT B CYTKH, YTO MPUOJM3UTENHbHO B 18 pa3
MPEBBIIIACT MAKCUMAIIBHYIO PEKOMEHIOBAaHHYIO CYTOYHYIO JI03Y JUIS YEIOBEKA U3 pacdera MI/KT
Macchl Tena (pacuer mpeanoiaraeT CyrouHyro 103y 320 Mr BHYTPS IS MAIIMEHTa ¢ MacCOU Tema
60 Kr), W KpOJMKOB MpH NPUMEHEHHH BajcapTaHa B CYTO4HOH no3e 10 wmr/kr, dro
npubnusurensHo B 0,6 pas MpeBbIlIaeT MaKCUMaJIbHYIO PEKOMEHIOBAHHYIO CYTOUHYIO JI03Y JUIS
YeloBeKa M3 pacdera MI/KT Macchl Tea (pacdeT mpeanojaraeT CyTouHyro 103y 320 Mr BHYTpPb
JUTSL TIaleHTa ¢ Maccoil tena 60 kxr). He oTMedeHO sBJIEHHI MAaTEPUHCKOW TOKCHYHOCTH HIIU
(ETOTOKCMYHOCTH TpPH MPUMEHEHUH Y MBIIIeH B CYTOYHBIX J03ax A0 600 wr/kr, dro
OpUOIHU3UTENBHO B 9 pa3 MpeBbIIaeT MAaKCUMAIbHYIO PEKOMEHI0BAHHYIO CYTOUYHYIO 03y JUIS
YelioBeKa M3 pacdera MI/KT Macchl Tea (pacder mpeamnoaraeT cyTouHyro 103y 320 Mr BHYTpPb
JUTsI TIAIIMEeHTa ¢ Maccoit Tena 60 kr).

Kak u mo6oii npyroit mpemnapar, okasbiBaromuii npsimoe neiicteue Ha PAAC, Bancapran He
cllelyeT MPUMEHSTh Y JKEHIIUH, JIaHupyomuXx 6epemeHHocTb. [1pu BeIOOpe mroboro npemnapara,
Bo3zeiicTBytomero Ha PAAC, Bpauy creayeT npoMH(QOPMHPOBATH MALMEHTKY C COXPAHEHHBIM
PEIPOAYKTUBHBIM MOTCHIHUAJIOM O BO3MOXHOM PHCKE HNPUMCHCHHUA IIpliapaTa BO BpPCMA
OCpEMEHHOCTH.

Hnoanamuo

B nHacTosmuMii MOMEHT HET 1OCTATOYHOIO KOJIMYECTBA JAAHHBIX O MPUMEHEHUU MHAANAMMIA BO
Bpemsi OepemeHHocTH (ommcano Menee 300 ciywaeB). JmuTenbHOE NMPUMEHEHHE THA3UIHBIX
muypetukoB B III TpumecTtpe OepeMEHHOCTH MOXKET BBI3BIBATH THUIIOBOJEMHIO y MaTepH M
CHHKEHUE MAaTOYHO-TUIAIICHTAPHBIM KPOBOTOK, YTO MOKET MPHUBECTH K (QeToIIaleHTapHOI

HIIEMHUHU U 3aJICPIKKE pa3sBUTHA I1J104.

13


ЛП ГП СОГЛАСОВАНО


J1M-Ne004101-IT1-BY . o A
COrMACOBAHO COOTBETCTBYET 3KCMEPTHOMY OTYETY
MVIHMCEEE%‘{/BE%AM/IKSVEE’/EJ@VC_\)S\;(ECHEHI/Iﬂ oT 14.03.2025 Nz 6912
MPUKAZOM OT 29.12.2025 Ne 1617 (MOCNEOOBATENEHOCTRE 0007)
MOCNEAOBATENIbHOCTL 0013

PE3YAETATEl MCCIICOBAHMI HA JKUBOTHBIX HE YKA3bIBAIOT HA MPSMOE MM KOCBEHHOE TOKCHUECKOE
BO3/ICHCTBHE HA PENPOAYKTUBHYIO (DYHKITHIO.

Jlakranus

[Ipenapara Banbcakop MH/IA npoTtuBonokasaH B HepUo rpyJHOTO BCKapMIIMBaHUS.
Bancapman

HewusBecTHO, MpoHUKAET U BaJcapTaH B IPYAHOE MOJOKO. B JOKIMHUYECKUX HCCIEIO0BAaHUAX
IIOKA3aHO, YTO BaJICAPTaH BBIAEIAETCS C MOJIOKOM JIAKTUPYIOIIMX KpbIc. [ [puMeHeHne Baicaprana
BO BpeMs I'PyJIHOTO BCKapMJIMBAHUS IPOTUBONOKA3AHO.

Hnoanamuo

JIaHHBIX O MPOHWKHOBEHUH WHAANAMUAA WIH €r0 METa0OJIUTOB B TPYTHOE MOJIOKO y YeJIOBEKa
HEJ0CTaTOYHO.

Y  pebenka, HaxoJsdmIeMCs Ha  TPYOJHOM  BCKApDMIIMBAHWH,  MOXET  Pa3BUTHCS
TUIEPYYBCTBUTEIBHOCTD K IPOU3BOIHBIM CYJIb(OHAMUAA U THIIOKaIMeMus. B cBs3u ¢ 3TUM, puck
JUTSI HOBOPOXKICHHBIX M (WJIM) IETEH TPyIHOTO BO3pACTa HE MOXKET OBITh UCKIIFOUEH.

Wupanamua OGIM30K K THA3UWAHBIM JIUypeTHKaM, NPUMEHEHHE KOTOPBIX B IEPHUOJ TI'PYIHOTO
BCKapMJIMBAaHUS BBI3bIBAET YMEHBUICHUE KOJIMYECTBA TPYJHOTO MOJIOKA WM JaXKe MOJaBJICHUE
JIaKTalUK.

DepTUIABHOCTD

Bancapman

OTCYTCTBYIOT JIaHHBIC O BIUSHHH BajcapTaHa Ha (hepTHIBHOCTH YenoBeka. [Ipu uccnenoBanuu
Ha )KMBOTHBIX HE HA0JII01aTI0Ch (P PEeKTOB BO3EHCTBUS BajicapTaHa Ha GePTHILHOCTD.
Hnoanamuo

HccnenoBanust penpoyKTUBHON TOKCHYHOCTH IMOKA3aJIl OTCYTCTBUE BIUSHUS HA (ePTHILHOCTh
CaMOK ¥ CaMIIOB KpBbIC.

[IpeanonoxxurenbHO, BIUSHUE HA PEPTUITHLHOCTD Y YEJIOBEKA OTCYTCTBYET.

4.7. BausiHue Ha CIOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMM CpeacTBaMH M padoTrarhb ¢
MeXaHH3MaMu

[Ipenapar Banscakop MHJIA B OTHENbHBIX Coy4yasiX MOKET BbI3bIBATh PA3JIMYHBIE PEaKUUU B
CBSI3U O CHIKEeHHEM A, B TOM 4HCIIe yTOMIISIEMOCTh, TOJIOBOKPYKEHHE HIJIM 0OMOPOK, 0COOEHHO
B Hauase JiedeHus. [Ipu yrpaBiieHUU TPaHCIIOPTHBIMU CPEICTBAMH WIIM pabOTe ¢ MEXaHU3MaMH
3TO CJIEIyeT YUYUTHIBATh, TaK KaK CIIOCOOHOCTH K YIIPABJICHHUIO TPAHCTIOPTHBIMU CPEICTBAMH WU
paboTe ¢ MeXxaHU3MaMU MOXKET OBITH HapyIIEHA.

4.8. He:kennaTteslbHbIe peakuuu

Pesrome npodmiis 6e3omacHoCTH

Bancapman
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KOHTPOJIMPYEMBIX KIIMHUYCCKHUX HCCICA0OBAHUAX BaJICapTaHa ¢ Y4aCTHEM B3POCIIBIX MMAIIMCHTOB

C apTepHalIbHOM TUIEPTeH3UEH 00IIasi YacTOTa BCTPEUAEMOCTH HEXEJNAaTeIbHBIX peaKilnii Oblia
COIIOCTaBMMa C TAKOBOW MpHY MPUMEHEHHUH TTare0o 1 coraacyercs ¢ (papmMakosorueii BajicapTana.
YacroTa BCTPEYAEMOCTH HEXKEJIATENbHBIX pPEaKUuid, MO-BUAUMOMY, HE CBs3aHa C J030M HWIH
MIPOAOIDKUTEIHLHOCTHIO JICUEHUS, TAKXKe OBbLIO MOKa3aHO OTCYTCTBHE €€ CBS3HU C MTOJIOM, BO3PACTOM
nnm pacoil. HexenartenbHbple peaklny, 3apETUCTPUPOBAHHBIE B KIMHUYECKUX UCCIEAOBAHUAX C
MPUMEHEHUEM BajicapTaHa B TOCTPETUCTPALIMOHHOM IIEpHOJIe, a Takke B J1a0OpaTOPHBIX
HCCIIETOBAaHUSX NPUBEACHBI HIKE B COOTBETCTBUH C KJIACCOM CHCTEM OPTaHOB.

Hnoanamuo

VY mnanumeHToB € MNpEeApacloiOKEHHOCTBIO K aJUNIEPrMYECKHM, ACTMATHUYECKUM pEaKIHUSIM M
MaKyJIOTIAMyJIE3HOH ChIIKM HAM0OJIee YaCTO PETUCTPUPYEMBIMH HEKENATEIbHBIMUA PEAKIIUSAMU IIPH
JIEYCHUM WHIANAMUJOM SBISIOTCS THUIIOKAJIMEMHUS, PEAKLUUU THUIEPYyBCTBUTEIBHOCTH, B
OCHOBHOM, KOKHbIE. BOJIBIIMHCTBO HEXKENATENbHBIX PEaKUUH, KACAIOMINXCA KIMHUYECKUX WU
71a00paTOPHBIX MOKA3aTEeNEH!, SIBISIOTCS J]0303aBUCUMBIMHU.

TabanuHoe pe3toMe HEXKENATENbHBIX PEaAKIINT

YacTtoTa BCTPEUaEeMOCTH OIpENeNiCHa CIEAYIIUM o0pa3oM: odeHb Yacto (= 1/10), gacro
(= 1/100, 1O < 1/10), Hewacto (= 1/1 000, wHo < 1/100), peaxo (= 1/10 000, o < 1/1 000), oueHb
peaxo (< 1/10000), gactora HewW3BecTHa (Ha OCHOBAaHWHM HMCIOIIMXCS JAHHBIX OIICHUTH
HEBO3MOXHO). HexenatenbHble peaklMu CrPYNIUAPOBaHbI B COOTBETCTBUU C TIOPSIKOM Ha

OCHOBaHHH CUCTEMHO-0pranHbIX KiaccoB (COK).

Bagcapran| HWapanamupg

COK He:xkesaTesibHbIC peaKuu
ArpaHynonutos — OueHb peaxko
Arnactudeckasi aHeMust - OueHb penko
'emonutuueckas anemust - OueHb peako
Hapyumienusi co cTOpoHbI
Jleitkonenus - OueHb peako
KPOBH U
Yacrora
JUM(paTHYeCKOoi Tpomboruronenus OueHb penko
HEU3BECTHA
CHCTEMBI
CHKeHHe ypoBHsI reMOrao01Ha B
Yacrorta
KpPOBH, CHI)KEHUE TeMaTOKPHTA, -
HEU3BECTHA

HEUTPONICHUS

Hapyumienusi co croponbl | ['nunepuyBcTBUTENBHOCTD, BKITIOYast | Yacrora

HMMYHHOI CHCTEMBI CBIBOPOTOYHYIO 0OJIE3Hb HEU3BECTHA
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Bancapran| Hupanamu
COK HeskenareabHble peakmun P A 1
YacroTa
AHTMOHEBPOTUYECKUI OTEK Ouensb peako
HEU3BECTHA
IN'unepxkanbuuemus - OueHb peako
INmmoxamuemust (cM. pazzaen 4.4.) — Yacro
YacroTa
lunonarpuemust (cMm. pasaen 4.4.) Heuacrto
Hapymenus HEU3BECTHA
MeTa0oau3Ma U nutaHus | [ unoxmnopemus - Penko
I'umoMarnuemus — Penxo
YacroTa
IN'mmepkanuemus —
HEW3BECTHA
IIoBbIlIEHHAS YTOMISEMOCTD Heuacrto Penxo
CucTeMHOE TOJIOBOKPYKEHHE
Heuacto |Penxo
Hapymenusi co cTopoHbI | (BEPTUTO)
HEPBHOI CHCTEMBI l'onoBHas 601b - Penko
ITapecresus - Penxo
O6mopok _ YacroTa
HEU3BECTHA
Muornus _ Yacrora
HEU3BECTHA
HedetkocTs 3peHus - Hacrora
HEN3BECTHA
Hapymenusi co cTOPOHbI | Hapymienue 3penmust _ Yacrora
HEU3BECTHA
opraHa 3peHust
OcTtpas 3aKpbITOYTroJibHAs YacTtoTa
B HCHU3BECTHA
riaykomMa
XOpHOHIATbHBII BBIITIOT - Yacrota
HEN3BECTHA
Aputrmust - Ouensb peako
[TonumopdHas xemynoukoBas
HapyumeHusi co CTOPOHBI
TaXUKAPAHS TUTIA «ITHPYITH Yacrora
cepana —
(MOTEeHUMAIBHO C JeTabHBIM HEU3BECTHA
ucxoqom) (cm. pazmensi 4.4. u 4.5.)
ApTtepuanbHas TUIOTEeH3Us - Ouensb peako
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IIOJIOCTH pTa

Bajacapran| HMupanmammu
COK HeskenareabHble peakmun P A 1

Hapyumenus co cTopoHbI Yacrora

Backynut _
COCy/10B HEW3BECTHA
HapyuieHust co CTOPOHBI
JBIXaTeJIbHON CHCTEMBI,

Kamrens Heuacto -
OPraHoOB I'PyAHOM
KJIETKH U CPeI0CTEeHHSI

PBota — Heuacro

TomHoTa — Penxo

3anop - Penko
KenynouHo-KHIIEYHbIE

CyXO0CTb CIM3UCTON 000JTOUKH
HapyLIeHUdA - Penxo

HapyuieHusi co CTOPOHBI

[TankpeaTut — OueHb peaKo
boub B )xuBOTE Heuacto -
Hapymenue dhyHkIum nedyenu,

BKJIIOYAs! MIOBBIIICHUE YacToTa

KOHIIEHTpaluuu ounupyonHa B HEU3BECTHA -

CBIBOPOTKE KPOBH

Hapymenue ¢pyHnkuuu neyenu

Ouensb peako

TKaHel

ne4eHHu u
JKeJTYeBbIBOISIINX B03MO0XHOCTh BOSHUKHOBEHUS Yacrora
. HEU3BECTHA
nyTei MIEYCHOYHOM dHIIe(aTONaTHH B
ciy4dae Me4YeHOYHON —
HEJ0CTaTOYHOCTH (CM. pa3zelibl
43.,4.4.)
['ematut _ Yacrora
HEU3BECTHA
Peakinu runepuyBCTBUTENHHOCTH - Yacto
[IaTHuCcTO-NIaNyNEe3Has ChIb - YacTto
Hapymenus co cropons! | [Typmypa - Heuacro
KOKHM ¥ MOJKOKHBIX Kpanusauna - Ouensb peako

Tokcuueckuil anuepManbHbIi

HEKPOJIH3

Ouens peako

Cungpom CruBeHca-J[>koHCOHa

Ouensb peako
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Bancapran| Hupanammn
COK HeskenareabHble peakmun P A 1
BosmMoxkHoe yxyameHue YacroTa
CYILIECTBYIOLIEN OCTPOU CHCTEMHOMN - HEHU3BECTHA
KpacHOM BOJYaHKHU
Peakuuu (oTOUYBCTBUTEIHLHOCTH Yacrora
(cm. paznmen 4.4.) HEW3BECTHA
Yacrtorta
bynnesnsiii nepmatut —
HEW3BECTHA
Yacrota
KoxHas ChlIb, KOXKHBIN 3y —
HEU3BECTHA
Yacrora YacrtoTta
Muanrus
HEU3BECTHA | HEHU3BECTHA
HapyuieHust co CTOPOHBI - Yacrora
Cna3M MBIIIIIT
MbIILIEYHOM, CKeJeTHOMH HEU3BECTHA
U COeTMHUTEIbHOI — Yacrora
Mprieynas c1abocTh
TKAHHU HEU3BECTHA
— Yacrora
Pabaomuonus
HEU3BECTHA
Yacrota
Hapyumenusi co croponsl | [loueunas HEAOCTATOUHOCTD Ouens penko
HEU3BECTHA
MoYeK H
[ToBbIIEHNE KOHLIEHTpAIITI Yacrora
MOY€BbIBOISIINX MyTeil —
KpEaTUHUHA B CBIBOPOTKE KPOBH HEU3BECTHA
HapyumeHusi co CTOPOHBI
penpoayKTUBHOM
OpekTuiibHas JUCHYHKITUSI - Heuacro
CHCTEMBbI U MOJIOYHBIX
KeJie3
Vanunenne nnrepana QT na OKI Yacrota
(cm. paznmensi 4.4.,4.5.) HEW3BECTHA
JlabopaTopHbie 1 IloBbIlIEHHE KOHLEHTPALUN YacroTa
HHCTPYMEHTAJIbHbIE JIIOKO3BI B KPOBU (cM. paszen 4.4.) HEU3BECTHA
JAaHHbIE [ToBbIIEHHE KOHLIEHTpAIMH Yacrora
MOYEBOW KHCIIOTHI B KDOBU — HEW3BECTHA
(cm. paznmen 4.4.)
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aJIcapTal HAANIAMH
COK He:kenareabHble peakimun P A e
[ToBbIIEHNE aKTUBHOCTH Yacrora
(epMEHTOB MEeYCHH B KPOBH HEU3BECTHA

Onucanue OTJACIbHBIX HEXKEIAaTSIbHbBIX PEAKIIUMA

B xone uccnenosanwmii 11 u 111 da3sl mo cpaBHenuo nuganamuaa B no3e 1,5 mr u 2,5 mr ananums

YPOBHS KaJIUs B TUIa3M€ KPOBH MOKA3al J10303aBUCUMBIH A (eKT nHaanammuma;

- uHAanamug, 1,5 Mr — cogep:kanue Kajiaus B 1maazme KpoBu < 3,4 MMouib/a otmedann y 10 %
MaIMEeHTOB, a MoKa3aTelb < 3,2 MMOJIB/TT — Y 4 % TalueHToB Yepe3 4—6 HeaeNb JICUCHHS.
[Tocne 12 Henenb JeYEeHUs CpeJIHEE CHIKEHHUE COJAEp)KaHWsl Kalusi B IUla3M€ KpPOBH
coctaBuiio 0,23 MMOJIB/II;

- WHJAnamMuz, 2,5 Mr — cojiep)KaHue Kainus B 1iazMe KpoBu < 3,4 MMoJIb/T oTMedanu y 25 %
MaIMeHTOB, a mokasarelb < 3,2 MMoib/1 —y 10 % manueHToB yepe3 4—6 HeIenb JICUCHHS.
Cnyctst 12 Henenb JIeUEHUS CpEIHEE CHIDKEHUE COJCp)KAHUS Kalius B IUIa3Me KpOBHU
coctaBuiio 0,41 MMOJB/I.

Coo011eH1e 0 M0JI03PEBAEMBIX HEXKEIATEIbHBIX PEAKIIAAX

Baxxno coo0mare 0 TMOAO3pEBAEMBIX HEXKENATeNbHBIX PEAKIUsIX T0CIe PETUCTPAluN
JICKApCTBEHHOTO Tperapara C Lelblo 00ecreueHus] HePEPhIBHOIO MOHUTOPUHIA COOTHOIIICHUS
«T0JIb3a — PHUCK» JIEKApCTBEHHOro mpernapara. MeauIuHCKUM pabOTHHKAM PEKOMEHIYEeTCs
coo0maTh 0 JHOBIX TMOJ03PEBAEMBIX HEXKEJIATEIILHBIX PEaKIUAX JICKAPCTBEHHOTO IMpernapara
Yyepe3 HAIMOHAIBHBIE CHCTEMBI COOOIIECHHS O HEXKENATeNbHBIX PEAKIUAX TOCYAAPCTB — UYJICHOB
EBpa3uiickoro 3k0HOMHUYECKOTO CO03a.

Poccuiickas @edepayus

109012, r. Mocksa, CnaBsiHcKas 11, 1. 4, cTp. |

®denepanpHas ciryx0a 1Mo Ham3opy B chepe 31paBoOXpaHCHUS

Ten.: +7 (800) 550 99 03

Anpec 371. moutsl: pharm@roszdravnadzor.gov.ru

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

Pecnybonuxa benapyco

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

PecriyObnukanckoe  yHuTapHoe npeanpusitue  «lleHTp dKcmepTM3 W WCIBITAHWA B
3/IpaBOOXPAHCHUI)

Tenedon otnena dpapmakonamzopa: +375 (17) 242 00 29

®axc: +375 (17) 242 00 29
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ATpec o, outhl: repl@rceth.by, reeth@rceth.by

Be6-caiit: www.rceth.by

Pecnybonuxa Kasaxcman

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

PI'TI na ITXB «HamuoHanbHBIN HEHTP 3KCHEPTU3BI JEKAPCTBEHHBIX CPEJACTB U MEAMIIMHCKUX
m3nenuiny Komurera MeOUIIMHCKOTO ¥ (apMaleBTHUYECKOTO KOHTpoiss MUHUCTEpPCTBA
3npaBooxpaHeHus Pecnyommku Kazaxcran

Temn.: +7 7172 235 135

Anpec a11. moutsl: farm@dari.kz

Be6-caiiT: www.ndda.kz

Pecnybonuxa Apmenus

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

«HayuHblif TEHTp SKCHEPTU3bl JIEKAPCTB MW MEIUIMHCKUX TEXHOJOTUH HMEHHM aKaJeMHKa
O. lNabpuensHa»

Ten.: +374 60 83 00 73

Anpec a11. moutsl: admin@pharm.am, vigilance@pharm.am, letters@pharm.am

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

Kuipevisckas Pecnybnuka

720044, Yyiickas obnacts, 1. bumkexk, yin. 3-s Jlunus, 1. 25

JlemapTaMeHT JIEKApPCTBEHHBIX CPEICTB U MEAMIIMHCKUX U3/ICTHIA

Ten.: +996 (312) 21 92 86

Anpec s11. moutsl: dlsmi@pharm.kg

Be06-caiiT: www.pharm.kg

4.9. IlepenosupoBka

CuMOTOMBI

Bancapman

[Tpu nepe03upoBKe BaJICApPTAHOM BO3MOXHO Pa3BUTHE BBIPAXKEHHOW apTepUAIbHOM TMIIOTEH3HUH,
KOTOpasi MOXKET MPUBECTH K CHIXKEHHUIO YPOBHS CO3HAHMSI, HAPYIICHUIO KPOBOOOpAaIeHHs U (TN )
IOKY.

Hnoanamuo

WNupamamMuy, kak ObBUIO YCTAaHOBJICHO, HE OKa3bIBa€T TOKCHUYECKOTO JIEHCTBHSI JaK€ B OYCHb
BBICOKHUX 7103aX (110 40 Mmr, T. €. B 16 pa3 NMpeBHIIAOIINX TEPAIEBTHYECKYIO 03y ).

[Ipu3Haku OCTPOTO OTpaBICHHs, B TIEPBYIO O4Yepelb, CBA3aHbl C HApPYIICHHEM BOJHO-
ANEKTPOJUTHOTO OanaHca (TUITOHATPUEMUS, TUITOKanreMus ). V3 KITMHUYECKUX CHMITTOMOB MOTYT

OTMCYATBCA TOHIHOTA, PBOTA, apTCpUaibHAsA THIOTCH3HA, CyAOpOIrd, BEPTUIO, COHJIIMBOCTD,
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CHYTANHOCTb CO3HAHWS, TIONUYpPUS WM OJUTYpHs, BIUIOTh 1O aHypuu (BCJIEACTBHE
TUTIOBOJIEMUN ).

Jleuenue

Bancapman

TepaneBTrueckre Mepbl 3aBHCAT OT BpPEMEHHM TpHeMa, TUIA U BBIPAKEHHOCTH CHMIITOMOB,
CTaOWIM3aIKs KPOBOOOpAIICHHSI HIMEET IMEPBOCTEIICHHOE 3HAYCHUE.

[Ipy BO3HMKHOBEHUHW AapTEPUAIBHON THUIIOTEH3WU CJIEIyeT VYJIOKHUTHh IallMeHTa Ha CIIHHY,
MIPUTIO/THSIB HOTH, TAKXKE CIIEAYET MPOBECTH KOPPEKIHIO 00beMa KPOBH.

Basicapran, no-BuagumMomy, He BBIBOJUTCS TIOCPEACTBOM I'€MOTHAITH3A.

Hnoanamuo

[lepBoHauanabHBIE MEpPHI MPEANOJaraloT OBICTPOE BBHIBEIIEHHWE IMPHUHSATOTO BHYTPh IIperapara
NyTeM MPOMBIBAaHUS >KelyJka W (WiIu) MpHeMa aKTHBUPOBAHHOTO YIJIA C MOCIEIyHOUIMM

BOCCTAQHOBJICHUEM BOJIHO-3JICKTPOJIUTHOI'O OajnaHca B YCIIOBUAX CTallMOHAapa.

5. ®APMAKOJIOTHYECKHWE CBOMCTBA
5.1. ®apmakoaMHaMHYeCKUE CBOICTBA
dapmakoTepaneBTHUECKasi TpPYIINa: CpPeACTBa, JEHCTBYIOLIME HAa PEHUH-aHTHMOTEH3MHOBYIO
CUCTEMY; aHTarOHUCTHI PEIENITOPOB aHTMoTeH3uHa II, KOMOMHAIIMY; AHTArOHUCTHI PEIETITOPOB
anruoteHsuHa Il u quyperuku
Kong ATX: C09DAO03

MexanusM aeiicTBUs

Bancapman

Bancapran — aktuBHbIi cneuuduueckuit APA 11, npennazHaueHHbId a5 npuema BHYTpb. OH
u3buparenbHo Onokupyer peunentopsl noaruna ATi, KoTopble OTBETCTBEHHbBI 3a 3(PQeKThI
anruorensusa II. CrneacrtBuem 6nokaabl perentopoB AT siBiseTcss MOBBIIICHUE IUIa3MEHHOM
KOHLIEHTpallMu aHruoreHsuHa II, KOTOpbII MOXET CTUMYJIUpPOBaTh HE3a0JOKHPOBAaHHbIE
peuentopsl ATs.

BascapTan He uMeeT CKOJIbKO-HUOY1b BBIPa’KEHHOH arOHUCTUYECKOM aKTUBHOCTH B OTHOLIEHUHT
peuentopoB ATi. CpoactBo BasicapTana k penentopam noaruna AT, mpumepro B 20 000 pa3
BbIlle, 4eM K peuenropam noaruna AT;. OTCyTCTBYIOT JaHHBIE O TOM, 4YTO BaJCapTaH
B3aMMOJICUCTBYET WM OJOKHpPYET ApyrMe TOpPMOHAIbHBIC PELEeNTOpbl WIM HMOHHBIE KaHabl,
MMEIOIIE BaXKHOE 3HAUEHHUE B PETYIALUN (QYHKINH cepliedHO-COCYIUCTOM CUCTEMBI.

Hnoanamuo
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TIAMAITAMIN,  sIBISICTCS  NTPOU3BOTHBIM  CYNb(OOHMIAMUAOB C WHIOJIBHBIM KOJbIOM. [lo
(hapMakoIOrHYeCKUM CBOMCTBAM OH OJIM30K K THA3UIHBIM JUYPETHKAM M JEHCTBYET IMyTeM
WHTHOUPOBaHUS peadCcopOIN HATPHUS B KOPTHKAIHHOM CErMEHTE METIu HedpoHa.

Nupanmamun yBenMYuBaeT BbIACICHUE MOYKAMH HATPUS U XJIOpa U, B MCHBILICH CTETIEHH, Kallus 1
MarHusi, YT0 COMPOBOKAAETCS YBEITHMUCHHEM JINype3a U aHTUTUTIIEPTEH3UBHBIM 2P PEKTOM.

dapmakoanaamMuyeckue dhheKTh

Bancapman
Bancapran ne unrubupyer AII® (taxke m3BecTeH kak kuHHMHA3a II), KOTOpBI mpeoOpasyeT
anruoteH3uH | B anrmorensud II u BbI3bIBaeT paspyiieHne OpaAMKHMHHMHA, YTO yMEHBIIAeT
BEPOSITHOCTh BOZHUKHOBEHHUSI KAllUIs MIPU MpUEME BasicapTaHa. B cpaBHUTENBbHBIX KIMHUYECKUX
HCCIIeIOBaHUAX BasicapTaHa ¢ uHruOuTtopom AIID wacroTa pa3BuUTHS CyXOoro Kamuisi Oblia
nocroBepHo Hmwke (p <0,05) y manMeHToB, MOJy4YyaBUIMX BaJCcapTaH, Y€M Yy MALMEHTOB,
noJry4aBIInuX Tepanuto uHruouropom AIID (2,6 % no cpaBHeHuro ¢ 7,9 % cooTBeTcTBEHHO). B
KJIMHUYECKOM MCCIIEOBAaHUM YacTOTa Pa3BUTHS CYyXOro Kaluld MPU MPUMEHEHUHU BajcapTaHa U
TUA3UIHOTO JUYPETUKA y MAlMEHTOB C CyXMM KaluleM Ha (OHE IMpelIIecTBYIOIIEH Tepanuu
uaruouropom AIID cocraBmina 19,5 % u 19,0 % COOTBETCTBEHHO IO CpaBHEHHIO ¢ 68,5 %
MaIMeHToB, noiay4yaBmux uaruourop AIID (p < 0,05).
Hnoanamuo
l'unoTen3uBHOE AelicTBUE MHAIAMU/IA, KaK U IPYTHX AUYPETHUECKUX CPEJICTB, 00YCIOBICHO:
e CHW)XCHHEM COKPATUTEIILHOW CIIOCOOHOCTH COCYIUCTBIX TJIaJKOMBIIICYHBIX KIETOK 3a
CYET U3MEHEHUs TPAHCMEMOPAHHBIX HOHHBIX TOKOB, IPEUMYIIECTBEHHO TOKA KaJbIIHs;
e crumymsnued cunreza npoctarnanguHa PGE2 u mpocranuknmmunaa PGI2, ob6nanatomiero
COCYZIOPACHIMPSAIONINM U aHTHATPETaHTHBIM JCHCTBUEM.

Kinanueckas s pekTuBHOCTS M 0€30aCHOCTD

Bancapman

[IpumeHeHune BajicapTaHa y MalMEHTOB C apTEePHAIbHON TMIEPTEH3UEH MPUBOIUT K CHHKCHHIO
apTEepPHAIBLHOTO JaBJICHUS 0€3 U3MEHEHUS YaCTOThI CEPJICYHBIX COKPAIICHUN.

Y GoNbIIMHCTBA MAMEHTOB MOCTE MPUEMa BHYTPh Pa30BOM O3Bl HAUaJI0 aHTUTUIIEPTEH3UBHOTO
s dexTa HabOIIOTAETCS B TeUeHME 2 4acoB, a MakCMMaibHOE CHIbKeHue AJl mocturaercs B
TeueHue 4-6 4yacoB u coxpausiercs Oonee 24 yacos. [Ipm mMOBTOpHOM NMpHUMEHEHUH Mpenapara
MaKCUMAJIBHOEC CHUXKCHUC AI[ HE 3aBUCHUMO OT HpPIHSITOf/i J03bI 00OBIYHO JOOCTUTaCTCA B TCUCHHUC
2—-4 Henenb W MOJICP)KUBACTCS HA IOCTUTHYTOM YPOBHE B X0/I€ JUIUTENbHON Tepanuu. B cinydae
OJHOBPEMEHHOTO MPHUMEHEHUs BaJcapTaHa C THAPOXJIOPOTHA3HIOM JIOCTUTACTCS JIOCTOBEPHOE

JIOIIOJTHUTENbHOE CHIbKeHNE AJl.
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PE3KOC TIPEKpalleHne ITpreMa BaJicapTaHa He COTPOBOKIACTCS 3HAYUTEILHBIM MOBBIIICHHEM A ]
WIN JIPYTUMU HEXENaTeNIbHBIMU pPEaKUUsMHU. Y MAlMEeHTOB C apTepUajbHOM TUIEpTEH3UEH,
caxapHbIM jauabeToMm 2 THMa W HedporaTthel, TPUHUMABIINX BajcapTaH B go3e 160-320 wmr,
O0TMEYaJIOCh 3HAUUTEIbHOE CHUKEHUE TpoTeunypuu (36—44 %).

Ilpumenenue nocie ocmpozo qu)amea MMOKCII?OCI y nayuenmos cmapuie 18 nem

[Ipu npumeHeHnn BajcapTaHa B TCUCHHE 2 JIET Y MAI[MEHTOB, KOTOPbIE HAYaJId €r0 MPUHUMATD B
neprof ot 12 94 1o 10 nHel mociie IEpeHeCEeHHOTo OCTPOro NHdapKTa MHOKap/a (OCI0KHEHHOTO
JICBOXKEITYIOYKOBOM HEIOCTaTOYHOCTHI0O M (WJIM) CHCTOJIMYECKOH AuC(yHKIHEH JeBOro
KEITyJI0uKa), CHUKAIIUCh MTOKa3aTeNIu 001ieil CMepTHOCTH, CepAeUHO-COCYIUCTON CMEPTHOCTH U
YBEJIIMYMBAIOCH BpEMs JIO TEPBOM TOCMUTAIM3ALMU 1O TOBOAY oOoctpenus TedeHuss XCH,
MOBTOPHOTO MH(papKTa MHOKapja, BHE3AIMTHONH OCTAHOBKH CepJlla U MHCYJIbTa (03 JIeTaabHOTOo
ucxona). [Ipoduns Ge3omacHOCTH BajicapTaHa y MalMEHTOB C OCTPBIM HH(ApPKTOM MHUOKapia
CXOJICH C TAKOBBIM IIPH JIPYTUX COCTOSHUSX.

XCH y nayuenmoes cmapuie 18 nem

[Tpu npuMmeHeHnn BasicapTaHa (B CpeiHel CyTOYHOM 103€ 254 MI) B TEUEHHE 2 JIET Y MAIlHeHTOB
¢ XCH II (62 %), III (36 %) u IV (2 %) dyHkHoOHaIBHOTO Kiiacca 1o kinaccudukanun NYHA ¢
¢dpakuueli BeIOpoca jeBoro xenyaouka Mmenee 40 % 1 BHyTPEHHUM JAUACTOIMYECKUM THAMETPOM
JIEBOrO KeJTynouka 6ostee 2,9 cM/M%, HOJyYaBIINX CTAHAAPTHYIO TEPAITHIO, BKIIK0Yas HHTHOUTOPEI
AIl® (93 %), nuyperuku (86 %), nurokcun (67 %) u Oera-aapeHobnokaTopsl (36 %),
O0TMEYaJIoCh JOCTOBEpPHOE CHIKeHHE (Ha 27,5 %) pucKa rocuTalIn3aluy 10 MOBOLy 000CTPEHHS
XCH.

VY mnauumeHToB, He NOdy4aBmMX WHTHOUTOpPH AlID, oTMedanoch 3HAYUTENBHOE CHIDKEHUE
nokazatens oOmeid cmeprHoctd (Ha 33 %), cepAeYHO-COCYAUCTOM CMEpPTHOCTH U
3aboneBaemoctH, cBs3anHOM ¢ XCH (Bpemsi 10 HaCTYIUIEHHUSI TMEPBOTO CEPIACUHO-COCYAUCTOTO
COOBITHS), KOTOPBIC OLICHUBAIKCH IO CJICIYIONIUM IOKA3aTeNIsIM: CMEPTh, BHE3aIHAsi CMEPTh C
NPOBEACHUEM pEaHMMAIlMH, TochmuTanu3anmus mno noBoxy oboctpenuss XCH, B/B BBenmeHue
WHOTPOIHBIX WU COCYJOPACIIUPSIOIINX TpenapaToB B TeueHue 4 wiu Ooyiee 4acoB 0e3
rocriutanu3anuu (Ha 44 %). B rpynne nanuenTos, nosnydaBmmx HHruoutopsl AIID (6e3 Gera-
aZpeHo0JIOKaTOpoB), Ha (PoHE JieueHUsl BajcapTaHOM HE HaAOJII0aIOCh CHUKEHUS TOKa3aTens
o0IIeil CMEPTHOCTH, OJTHAKO YMEHBIIAIHCH MMOKA3aTEeNN CEPASUYHO-COCYIUCTONH CMEPTHOCTH H
3a001eBaeMocTH, cBs3aHHoi ¢ XCH, Ha 18,3 %.

B nenom npumeHeHue BasicapTaHa IPUBOANUIIO K YMEHBIIICHUIO YHCIIa TOCTIUTAIN3ANNHN 110 TIOBOTY
XCH, 3amemienuto nporpeccupoanus XCH, ynmyumennto ¢pyHkimonansHoro kinacca XCH mo

knaccudpukanmmun NYHA, yBenwueHuto ¢pakuuu BeIOpOca JIEBOTO JKENyJOUYKa, a TaKxKe
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YMCHBOICHHWIO BBIPAXKXCHHOCTU IIPU3HAKOB W CHUMIITOMOB CGpI[C‘IHOfI HEAOCTATOYHOCTH U
YIYHHICHUIO Ka4€CTBA KU3HU 110 CPABHCHUIO C Hnaue60.

Ipumenenue v nayuenmos cmapuie 18 nem ¢ _apmepuaibHol _cunepmen3uei U HapyuleHuem

monaepanmuocmu K 2jiroKo3e

[Ipy mpuMeHeHMM BajicapTaHa ¥ M3MEHEHHH o0pa3a >KM3HH OTMEYalioCh CTAaTHUCTUYECKU
JIOCTOBEPHOE CHMKCHHE PHCKA Pa3BUTHUSI CaXapHOTO JuadeTa y JaHHOW KaTerOpHH IMAIlUeHTOB.
Bancapran He oka3plBajl BIUSHHUS Ha YacTOTY JIETAIbHBIX MCXOJOB B pe3yjibTaTe CEpleYHO-
COCYIHUCTBIX COOBITHH, MH(apKTa MHUOKap/Aa W WIIEMUYECKHX aTak Oe3 JIETATbHOTO MCXO0Ja, Ha
TOCMUTAIN3ALUYU 110 NPUYNHE CEPIEeYHON HEJOCTATOYHOCTH WJIM HECTaOMIIBHOM CTEHOKapIuH,
apTepuaibHOM PEeBaCKyJSIpU3allK, y TAUEHTOB C HAapYLIEHHEM TOJEPAaHTHOCTH K TIIIOKO3€ U
apTepralIbHON TUNIEPTEH3UEN, OTIIMYAIOIINXCS 110 BO3PACTY, MOy U PACOBOM MPUHAIIIEKHOCTHIO.

Hpumenenue y oemeii u noopocmkos om 6 0o 18 niem npu apmepuaibHou 2unepmen3uu

VYV nereit u monpocTkoB oT 6 A0 18 ;jer BajcapraH oOecreunMBaeT J0303aBUCUMOE, TUIaBHOE
camwkenue AJl. He3zaBucumo OT 03Bl BajlicapTaHa, MakKCHUMaibHOE CHWXeHHE AJl 0ObIYHO
JIOCTUIaeTCs B TEUEHHE 2 HEEIb U OJACPKUBAETCS HA JJOCTUTHYTOM YPOBHE B XO/€ JUINTEIbHON
Tepanuu.

Hnoanamuo

B xmmnnveckux uccnenosanusx Il u Il ¢a3 npu npuMeHeHUn WHIANaAMHUIa B MOHOTEpANUH B
J103aX, HE OKA3bIBAIOIIMX BHIPAKEHHOTO TUYPETUYECKOT0 d(pdeKTa, ObUT MPoIeMOHCTPUPOBaH 24-
YaCOBOW T'MIIOTCH3UBHBIN A (PEKT.

AHTHUTUNIEPTEH3UBHOE JIEHCTBUE MHIANAMHUAA CBSI3aHO C YJIYYIIEHHEM JJIACTHUYECKHUX CBOMCTB
KPYIHBIX apTepHii, YMEHBIICHUEM apTEPUOIIIPHOTO U OOIIETO Mepru(epruIeckoro COCyaucToro
conpoTuBieHus. MHIanaMu yMeHbIIaeT TUIepTpoHUIo JEBOTO JKETy109Ka.

B KpaTKOCpOUYHBIX, CPEHECPOUHBIX U JOITOCPOYHBIX UCCIIEIOBAHUSAX C YYaCTUEM IMALIMEHTOB C
apTepuaIbHON TUIIEpTEeH3HEeN ObUIO MTOKA3aHO, YTO UHIAlaMHU /L

- HE BJIMSAET Ha TIOKa3aTelH JHIHUIHOTO OOMEeHa (B TOM 4YHCIIE Ha KOHIIGHTPALHUIO
TPUTIUIEPHUIOB, XOJIECTEPUHA  JIUTIONPOTEMHOB HU3KOW IUIOTHOCTH W XOJIECTepUHA
JUIONPOTEHHOB BBICOKOM MJIOTHOCTH);

- HE BIUSET HA MOKAa3aTelu YIrJIeBOAHOTO OOMEHa, B TOM YHMCIIE y MAIMEHTOB C CaXapHBIM
nradeToMm.

Tuazuguaele W THA3UIONMOAOOHBIE TUYPETHKH TIPU OMPEISICHHOW J03€ NOCTUTAIOT IUIaTo
TepaneBTudeckoro 3¢pdekra, B TO BpeMs Kak yacToTa MOOOYHBIX 3()(eKToB mpomomkaeT
YBEJIMYMUBATHCS TIpU JAJbHEHIIeM TMOBBIIMIEHUH 03kl mpenapara. [loatomy He chemyer
YBEJIIMYMBATh 703y WHIAMaMHIA, €CIA TpPU TPUMEHEHHH PEKOMEHJOBAaHHOW J03bI HE OBLI

JOCTUTHYT TepaneBTUUECKUN IPPEKT.
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OKHHETHYECKHE CBOHCTBA

Bancapman

[Tocne mpuema mpenapata BHYTph MakcuMaibHas KOHLEHTpanus (Cmax) BaJicapTaHa B IJIa3Me
KpOBH AocTuraercsi B TeueHne 2—4 dacoB. Cpenuss abcomroTHas 6uompoctynHocTs 23 %. Ilpu
MPUMEHEHUU BajcapTaHa ¢ MUIIEH MIOMaab MOJA KpUBOW «KoHUeHTpauus-BpeMs» (AUC)
yMmeHbpmiaetcsi Ha 48 %, XO0Tsd, HauMHasg NPUMEPHO C §-ro yaca IOCJIE MNpHUEMa Mpernaparta,
KOHLIEHTpAIlMsl BaJicapTaHa B MJIa3Me KPOBH Kak B Clyyae MpUeMa €ro HATOIIAK, TaK U B cliydae
npueMa c nuiiei, oguHakoBble. YMmenbiienne AUC, Tem He MeHee, HE COIPOBOXKIACTCS
KJIIMHAYECKH 3HAYUMBIM CHIDKEHHEM TepareBTUYecKoro 3¢ ¢dekra, mo3ToMy BajcapTaH MOKHO
MPUHUMATh HE3aBUCUMO OT MIPUEMA MUILIH.

HUnoanamuo

buonocrynunocTs nnganamuaa — 93 %.

MakcumanbHas KoHIEeHTpauus B 1miaa3Me KpoBH (Tmax) mocTuraercs depe3d 1-2 waca mocie
MEepOPATBHOTO TpHeMa OJTHOKPATHOM JTO36I 2,5 MT.

Pacnopenenenue

Bancapman

O6bem pacnpenenenus (Vd) BajcapraHna B meproi paBHOBECHOT'O COCTOSHUS TIOCTIE B/B BBEICHUS
COCTaBJIsT OKOJIO 17 JIMTPOB, YTO YyKa3blBa€T HA OTCYTCTBUE BBIPAKEHHOTO paclpeaeiICHHS
BaJicapTaHa B TKaHsAX. BancapTaH B 3HaUMTEIbHON CTENEHM CBSI3bIBACTCS C OEIKaMH CHIBOPOTKH
kpoBu (94-97 %), npeuMyIECTBEHHO C aJTbOYyMUHAMH.

Hnoanamuo

Cesi3piBaHME WHAANAMUAa ¢ OelKaMu IUIa3Mbl KPOBH cocTaBisieT okoso 75 %. Ilepuon
MOJTyBBIBEZIeHUs U3 I1a3Mbl KpoBH (T%2) coctaBnsier oT 14 mo 24 yacoB (B cpennem 18 uacos).
[Tpu perynspHoM npueme mpernapara paBHOBECHas! KOHIICHTpAIlHsI HHIANIAMH/IA B TJIa3Me KPOBU
yBenuuyMBaeTca (M0 CpPaBHEHHMIO C OJHOKPATHBIM TNpueMoM). Bmecte ¢ TeMm, TOCTUTHYTOE
PaBHOBECHOE COCTOSIHME€ COXpaHSETCs B TEUEHHE JUIUTEILHOTO TIepUOJila BPEMEHH,
CBUJIETEIBCTBYS O TOM, YTO MOBTOPHBIM MpPHEM Ipernapara He COMPOBOXKIACTCS HAKOIUICHHEM
WH/aNaMua B OpraHu3Me.

Buorpanchopmarus

Bancapman

Bancapran He moaBepraercs BeIpakeHHOM OnoTpanchopmaryn (0koio 20 % mpUHATOW BHYTPh
JI03b1 OTIPENENsIeTCsS B BUIE METAa00NIUTOB). [ MAPOKCUIIBHBIN META0OIUT OMPEEUICS B IIa3Me
KpoBH B HU3KHX KoHIeHTpauusax (menee 10% ot AUC Bancaprana). JlaHHbI MeTabONUT

sBIsieTCs papMaKoJIOTUYECKH HEAKTUBHBIM.
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IMIHAT
Bancapman
Bancapran BeiBonuTcs nByx¢asHo: o-dasza ¢ nepruogoM noiyssiBeneHus (T%2q) menee 1 yaca u
B-taza ¢ T2 — okoso 9 yacoB. BancapTan BEIBOJUTCS B OCHOBHOM B HEU3MEHEHHOM BHUJIC Yepe3
kumiedyHuk (okono 83 %) u nmoukamu (okoso 13 %). [locne B/B BBeeHNS TIa3MEHHBINA KIHPEHC
BajicapTaHa COCTaBISIET OKOJIO 2 Ji/4, a moueuHbli kimpenc — 0,62 /4 (oxono 30 % ot obuiero
kiupenca). T cocraBmnser 6 4acos.

Hnoanamuo

NunanamMua BRIBOIUTCS B BHJIC HEAKTUBHBIX META0OJUTOB B OCHOBHOM moukamu (60—80 % ot
BBeJeHHON 103b1). He Oomee 5% wHmamamuga BBIBOJUTCS W3 OpPraHM3Ma C MOYOH B
HECH3MCHEHHOM BHJIC.

Ocobbie T'PYHOIIBI TAITMCHTOB

Bancapman

llayuenmul ¢ napyuienuem d?VHKT/IMU no4ex

Koppernsius Mexay GyHKIMEH MoYeK U CUCTEMHONW OMOAOCTYTHOCTBIO BaJICapTaHa OTCYTCTBYET.
VY nanuenToB ¢ HapymenueM (pyHknuu nodek 1 KK > 10 mi/MuH KOppeKIuu 0361 Ipenapara He
TpeOyercsi. B HacTosimee Bpemsi HET JaHHBIX O MNPUMEHEHHWH BajlcapTaHa y NAalMEeHTOB,
HAXOMAILINXCS Ha reMojuanuie. BancapTaH MMeeT BBICOKYIO CTENICHb CBS3BIBAHUS C OelKamu
IJ1a3Mbl KPOBH, ITIO3TOMY €0 BBIBEJICHUE MPU FEMOIUAIN3E MAIIOBEPOSITHO.

Hayuenmor ¢c XCH

VYV naHHOMN KaTeropuu NauueHTOB BpeMs NOCTHKEHUSA Cmax U T2 CXOAHBI C TAKOBBIMU Y 3/I0POBBIX
no6posonbleB. [losbimenne AUC U Cmax HOPSIMO NPOHNOPLUOHATBHO YBEIMYEHUIO 03Bl
npenapata (¢ 40 mr go 160 mr 2 paza). @akTop KyMynsmuu coctaBiseT B cpearem 1,7. [lpu
nprueMe BHYTPb KJIMPEHC BaJicapTaHa COCTAaBWII MPUOIM3UTENBHO 4,5 j1/4ac. Bo3pacTt manneHToB ¢
XCH He oka3bIBaJl BIUSHUS HA KJIIUPEHC BaJicapTaHa.

Tlayuenmoi 6 6o3pacme cmapuie 65 1em

Y HEKOTOpBIX MALMEHTOB B BO3pacTe cTrapiie 65 JeT cucTeMHas OMOJOCTYIHOCTh BajicapTaHa
BBIILIE TAKOBOM Y MALIUEHTOB MOJIOZOTO BO3pPAcTa, OJHAKO HE UMEET KIIMHUYECKOT0 3HAUYCHUSI.

Hayuenmesl ¢ napyuwenuem ¢Vm<uuu neyernu

VY manueHToB C JETKUM WM YMEPEHHBIM HapyIIeHHEM (DYHKITUH [TEYeHU OTMEYAETCs TIOBBIILICHUE
ouonoctynHoct (AUC) BasicapTaHa B J1Ba pa3a Mo CpaBHEHHIO CO 3JJ0POBBIMH JI0OPOBOJIbIIAMH.
Opnako He HaOmonmaercs koppessiiuu 3HadeHnid AUC BasicapTraHa co CTENEHBIO HAPYIICHHS
¢bynkuuu neyeHu. [IpuMeHeHue mpemapaTta y MalUEHTOB C TSHKEIBIM HapylleHUeM (YHKIHH
MEYCHU HE U3y4ajocCh.

Jlemu u noopocmku 6 eozpacme om 6 0o 18 nem
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PWapMaKOKH

00
LWL

TBETCTBYET 3KCIEFTHOMY OTHETY

ot 14.03.2025 N= 6912

(MOCNEOCBATENEHOCTE 0007)

€THUUYECKHE CBOICTBA BajiCapTaHa y I[€T€I>‘I " IMMOAPOCTKOB B BO3PACTC OT 6 a0 18 ner

HE OTIUYAIOTCS OT (hapMaKOKMHETUYECKUX CBOMCTB BaJicapTaHa y MalMeHToB cTapiie 18 jer.

HUnoanamuo

Hayuenmsl ¢ napyuwenuem (bVHKl/{uu noyexK

V nmamueHToB C IMIOYE€YHOM HEJOCTATOYHOCTHIO q)apMaKOKI/IHeTI/I‘ICCKI/IC CBOMCTBa MHJAaNaMua He

U3MCHAKOTCA.

6. ®PAPMAIEBTUYECKHE CBOMCTBA

6.1. Ilepeyenn BcoMoraresibHbIX BelleCTB

Banbcakop MHJIA. 80 mr + 1.5 mr, TabaeTku ¢ MOIU(DUIIMPOBAHHBIM BEICBOOOKIEHUEM

Lle/Ti0103a MUKPOKpHCTaIMUecKas '
KpocnoBuzaon, Tun A

Kpemunst ToKCH KOJITTOUTHBIN 0€3BOTHBII
Maruus creapat

ManHuuTON

IM'unpomeniosa, Tun 2208 (3550 mlla c)
Kap6omepsr, T 71

Kpacurens sxene3a okcup kpacusiit (E172)

! Momyckaercs ucnonw3obats THIbL 101, 102, 112, 200.

Banbcakop MHAA, 160 mr + 1.5 mr, TabueTku ¢ MOIU(ULIMPOBAHHBIM BEICBOOOKICHUEM

Lenmon03a MUKPOKpHCTAJINYeCcKas'
Kpocnosuaon, tTun A

KpeMHuus nuokcua KOJUTOUIHBIA O0€3BOTHBIN
Marunus creapat

ManHuTOI

Tunpomeniosa, Tun 2208 (3550 mlla ¢)
Kap6omepsr, Tum 71

Kpacurens xxene3a oxcup xentoiid (E172)

! Homyckaercst ucnionb3oBath tumnsl 101, 102, 112, 200.
6.2. HecoBMecTHMOCTH

Henpumenumo.

6.3. Cpok roqHocTH (CPOK XpaHEHUS)

2 roja.

6.4. OcoObie Mepbl NPEAOCTOPOKHOCTH NPHU XPAHEHUHU

XpaHUTh B OpUTHHAIBHOM yIakoBke (OyMcTepe) JUIst 3alUThl OT BJIard U CBETa.
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JICKapCTBCHHBIN Npenapar He TpeOyeT CrenraIbHbIX TEMIEPATypPHBIX YCIOBUM XpaHEHUs.

6.5. Xapakrep u coep:kaHue EPBUYHON YIIAKOBKH

[To 10 Tabmeroxk B Onuctepe #W3 KOMOWHHPOBAHHOTO MaTepuaja OPHEHTHUPOBAHHOTO
MOJTMAMH/1a/ATFOMHUHUS/ TIOJIMBUHIIIXJIOpUIA U (DOJIBIH aTFOMHUHHEBOM.

ITo 3, 6, 9 GnucTepoB B MaUKe KAPTOHHON BMECTE C TUCTKOM-BKJIAIBIIIIEM.

He Bce pa3Mepsl ynakoBOK MOTYT OBITH JOCTYITHBI JJIsl peaTH3allHH.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH NPH  YHMYTOXKEHHH HMCHOJIb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WIM OTX0J0B, MOJYYEHHBIX MoOcCJe TpPHMeHEeHHs
JIEKAPCTBEHHOI'0 Npenapara, i Apyrue MaHUNyJIsiMH ¢ penapaToM

Hert ocoObix TpeOOBaHMil K yTHIU3AIUY.

7. AEPXKATEJIb PETUCTPALIMOHHOI'O YOCTOBEPEHUSA
CroBeHus
AO «KPKA, n.1., HoBo mecto», IlImaprenika necta 6, 8501 Hoo mecto
Ten.: +386 7331 21 11
@akc: +386 7 332 15 37
Anpec a1. moutsl: info@krka.biz
7.1. llpencraBuTeIb AepKaTessi PerucTPAIHOHHOIO YI0CTOBEPEeHUs!

IIperen3uu norpedUTENEl HAIPaBIAThL OO aIPECY:

Poccuiickas @edepayus

000 «KPKA-PYC»

143500, MockoBckast 00u1., T. McTpa, yi1. MockoBckas, a. 50
Ten.: +7 (495) 994 70 70

@axkc: +7 (495) 994 70 78

Anpec s11. noutsl: krka-rus@krka.biz

Pecnybnuxa Benapyco

[IpencraButensctBo AkmuonepHoro obmectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecnybnuka CnoBenusi) B Pecriy6nuke benapycs

220114, r. Munck, yn. @unumonosa, a. 25T, oduc 315
Ten.: 8 740 740 92 30

®axkc: 8 740 740 92 30

Anpec a11. moutsl: info.by@krka.biz

Pecnybonuxa Kasaxcman

TOO «KPKA Kazaxcrtan»

050040, r. Anmatsl, Mukpopaiion KOKTEM-1, nom 15A, oduc 601
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Ten. +7727) 31108 09

Anpec a11. moutsr: info.kz@krka.biz

Pecnybonuxa Apmernus

[IpencraButenscTBo «Kpka, 1.1., HoBo Mecto» B PecriyOnnke ApmeHust

0001, r. EpeBan, yn. Hanbangss, 1. 106/1 («CAAT-HOBA» BUBHEC-LIEHTP), opuc 103
Ten.: +374 11 56 00 11

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

Kuvipevisckaa Pecnybnuka

IIpencraBurenbctBo AO «KPKA, ToBapHa 3apasui, 1.14., HoBo Mmecto» B Kbipreizcrane
720040, Yyiickast 06macTh, r. bumkek, OynbpBap DpkuHIUK, A. 71, 610Kk A

Ten.: +996 (312) 66 22 50

Anpec ai1. noutsl: info.kg@krka.biz

8. HOMEP PETMCTPAIIMOHHOI'O YOCTOBEPEHHS
JITI-Ne(004101)-(PT-RU)

9. JATA MEPBUYHOW PETMCTPALIUM (IIOATBEPKIEHUSI PETUCTPALIUM,
MEPEPETACTPALIN)

Jara nepBoii peructpanuu: 21 nexadbps 2023 r.

10. IATA IEPECMOTPA TEKCTA

OO6mrass xapakTepucTHKa JeKapcTBeHHoro mpemapata Bamscakop HWHJIIA noctymra Ha
uHPOpPMAIIMOHHOM TopTane EBpa3uiickoro SKOHOMHYECKOTO COr03a B HH(OPMALMOHHO-
KOMMYHHKaImoHHOU cetu «THTepHEeT» https://eec.eacunion.org.

29


ЛП ГП СОГЛАСОВАНО


