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1HO MEJUITTHCKOMY ITPUMEHEHHIO JTEKAPCTBEHHOTI'O IIPEITIAPATA

Bummarmvmrun Memucopo

PerncrpaimioHHbI HOMep:
Toprosoe HaumeHoBaHue: Buinarmunmua Menucopo
MexkyHapoaHOe HellaTeHTOBAHHOe HAUMeHOBAHMe: BUJIIATJIUIITHH

JlexapcTBenHas dopma: TabreTKH

Cocras

CocTaB Ha OTHY TA0/IeTKY:

Heticmsyrowee eeuyecmeo: prigarunTaa 50,0 Mr

Benomoecamenvhvie 6eugecmea;  JAKTO3bl MOHOTHPAT, LEJUIIOJIO3a MHUKPOKPHCTALIMYECKAS
(tum 102), kapGOKCUMETHIIKpaXMall HATPHSI, MarHUs cTeapar

Onucanue: Kpyrible IIOCKOMMIMHAPHUSCKUES TaOIeTKH OesIoro WM MouTH Oesoro IBeTa ¢

(packoli ¢ IByX CTOPOH.

(I)apMaKOTepal'[eBTl/l‘-IeCKaﬂ rpymma: THUIOITIMKEMHYCCKOS CpCACTBO I IICPOPaJIbHOTO

IPUMEHEHMUSL, TUIICITHIWINICITHA3bI-4 HHTHOUTOP.
Kox ATX: A10BHO2

dapmakooruiecKue cBoiicTea

MexaHmsM JeiicTBUA

BungaravnTuH npeicTaBuTeNb Klacca CTUMYJISITOPOB OCTPOBKOBOTO allIapaTa IO/ Ky J09HON
JKeJIe3bl, CeJIeKTUBHO HHTHOMpyeT (epMmeHT aunentumuinentuaasy-4 (JIII1-4). Beictpoe u
nmotHoe uHruOupoBanue akTHBHOCTH JII111-4 (>90%) BbI3BIBacT MOBHINICHUE KaK Oa3alibHOM, TakK
U CTUMYJIUPOBAHHOM NMPUEMOM IHUIIH CEKPEIUH TTtokaroHonogobHoro nenrtuaa 1 tuma (I'TII-1)
U TJIFOKO303aBUCUMOT0 HMHCyJIMHOTponHOTO mosmrnentuaa (I'UII) w3 kumednuka B CUCTEMHBIN
KpPOBOTOK B TCUSHHUE BCETO JHS.

ITopbimass konuentpauuto ITII-1 w T'UIl, BuigaraunTuH  BBI3BIBAST  ITOBHINICHHE
YYBCTBUTEJILHOCTH B-KJIETOK IMO/KEITYJOUHOM JKeJe3bl K III0K03€, YTO IMPUBOAUT K YIIyUINICHHIO
[JIFOKO303aBUCHMOM CEKpEeIlUU HHCYJIMHA.

PdapmakoMHAMHKA

IIpn npumenenun BuigarauntTuHa B Jo3e 50-100 Mr B CyTKM y MallUEHTOB € CaxapHBIM
nuabetom 2 tuna (CJ] 2 Tuma) oTMedaercsd yiaydmieHHe QYHKIHH B-KISTOK MOJKETYTOUYHOU

keqespl. CTeneHb YIy4lICHUA (l)yHKI_[I/II/I B-K.]'IeTOK 3aBHCHUT OT CTCIICHH HX HCXOJHOIO
1
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noBpexkAeHus, Tak v Jmi 6e3 CJl (¢ HopmambHol KOHHQ%M%: PhidkoIE B firage '11116131/1)

BWIJIATJIUNITHH HE CTUMYJIUPYET CEKPEIMIO HHCYJIMHA U He CHUIKAeT KOHI[CHTPAITHIO TJIFOKO3BI.
Iloprimasn KOHIIEHTPAI[UIO SHAOTSHHOTO I'TITI-1, BWIJTATJTUIITHH YBEJIMYABACT
YyBCTBUTEIBLHOCTh O-KJIETOK K IJIFOKO3€, YTO MPUBOJUT K VIYUIICHHIO TJIFOKO303aBUCUMOMN
PETYJISIIUU CeKPEIUHU TtoKkaroHa. CHIDKEHUE MOBBINIEHHOW KOHIIEHTPAITUH TJIFOKaroHa BO BpeMs
€/Ibl, B CBOIO OUepe/ib, BHI3BIBACT YMEHBIIICHUE HHCYJIMHOPE3UCTEHTHOCTH.

YBenuueHHe COOTHONICHHS] WHCYJIHH/TJIIOKAroH Ha (¢oOHe THIEPTIHKEeMHH, 0O0YCIOBICHHOS
nopblmenreM KoHreHTpanuu [TIII-1 u I'UIL, BeI3bIBaeT yMeHbIIEHHE NPOAYKIMH TJIFOKO3bI
MEUYSHBI0, KaK BO BpeMsi, TaK U MOCJIe TIPUEMa MHIIH, YTO MPUBOIUT K CHIIKCHHUIO KOHIICHTPAIIUH
[JIFOKO3BI B IJIa3Me KPOBH.

Kpome TOro, Ha (oHe mnpuUMEHEHHUS BWIJIATJIUNTHHA OTMEYAeTCS] CHUIKEHHME KOHICHTpAIlUU
JUMHIOB B IUJIa3Me KPOBH TIOCJEe TpHeMa WHIMH, OJHAKO 5TOT »pQeKT He CBsA3aH C €ro
nevicteuemM Ha ITIII-1 wm THUIl w yioyumenueM QYHKIHH OCTPOBKOBBIX  KJIETOK
MO/ KEITY TOUHOH JKeJIe3bl.

HzpecTtHO, uTO mnoBbimeHue KoHueHTpanuu [TIII-1 mokeT NpUBOJMTL K 3aMeUICHUIO
OTIOPOKHEHHUS JKeJTy/IKa, OJHAKO Ha (hoHEe MPUMEHEHHS BIJIJIAlJIMIITHHA 110100HOTO 3 dekTa He
HaOII00ae TCSL.

[Ipn npumenenun BuwigaraunTuHa y 5795 manuentor ¢ CJ[ 2 Tuma B TedeHue 52 Hellesb B
MOHOTEpPANUA WM B KOMOWHAIIMH C METGOPMHHOM, TPOU3ZBOIHBIMH CYJIb(OHHIMOUYSBHHBI,
THA30JIUUHIAOHOM, WIH HMHCYJUHOM OTMEUAJOCh JOCTOBEPHOE [UTUTEILHOE CHUIXKCHUE
KOHI[CHTPAIIMH TIUKHpOBaHHOTO reMoriobuna (HbAlc) u riiroko3bl KpOBH HATOIIAK.

[Ipu npuMeHeHUH KOMOWHAITUHA BIWIAATJIUNITHHA U MeTGOPMHUHA B KaUueCTBE HAYAJILHOU Tepanmuu
y nanueHToB ¢ CJ[ 2 Ttuma B TeueHue 24 HeJeNb OTMEUYAIOCHh J0303aBUCHUMOE CHH)KCHUE
koHIeHTpaniud HbAlc B cpaBHeHMH ¢ MOHOTepamueid JaHHBIMH mpenapatamu. Ciydan
PA3BUTHUS THIOTIUKEMHAH ObLTH MHHHMAJIbHBI B OOCHX IPYIINax TepalHH.

[Ipu npumeHeHun BuigarjunTuHa B go3e 50 mr 1 pa3 B CyTKHM B TeUeHHE 6 MeECALEB VY
nanueHToB ¢ CJI 2 Tuma ¢ HapymeHueM (QYHKIUH TOUYSK CpeJHeH (CKOpOoCTh KIyOOUKOBOM
unsrpamm (CK®) > 30, <50 mu/mun/1,73 M%) mim tsokesnod (CKO < 30 mr/mun/1,73 M?)
CTEIICHH OTMEUAJIOCh KIIMHHYECKH 3HAUMMOE CHUKeHHe KoHIeHTpammu HbAlc mo cpapHeHHIO ©
miaeo.

IIpn mpuMeHeHWH BWIIAIIUNTHHA B go3e 50 mr 2 pasa B CyTKH B KoMOHWHaImu c¢/06e3
mMeTdopmunom(a) U uHCYIMHOM(a) (cpenuss mo3a 41 EJl/cyt) Oblio MpoieMOHCTPHUPOBAHO
cHmwkeHne mokazarens HbAlc nHa 0,77% oT wucxomaHoro cpegHero 3HaueHus 8,8% co
CTATUCTUYESCKH JIOCTOBEpHOU pasHmilel ¢ mianedo 0,72%. YacToTa TUNOTIMKEMHH B TPYIIIE

BHWJLJArJIMIITHHA CpaBHUMaA C© TaKOBOH B rpyIIie nnaue60. HpH IIPpUMCHCHHUHU BHJIJAITIAIITHHA B
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CNEPTHOMY OTYETY

(>4 mr/cyT) ObUIO TOKA3aHO CTATHCTHYECKU 3HAUMMOe cHmkeHue ypoeHsi HbAle Ha 0,76% ot
HCXOJHOTO cpeiHero 3HaueHHus 8,8%.

dapMakoKUHeTHKA

Beacwvisanue

IIpu mpueme BHYTph HATONIAK BHJIJIAIJIMIITHH OBICTPO BCAChIBACTCsA, a €0 MaKCHMaIbHAas
KOHIIeHTpaluus B IUiazMe KpoBH (Cmax) docTuraercs depes 1,75 waca mocine npuema. llpum
OJIHOBPEMEHHOM TIpHeMe ¢ TMHIeH CcKopocTh abcopOlMKM BWIIATJIMITHHA CHHIKASTCS
HE3HAUUTEJILHO: OTMeUaeTCsl yMeHbIIEHUE Cmax Ha 19% U yBeIUUCHHE BPEMEHHU €€ JIOCTHUKCHUS
10 2,5 gacop. OHaKO TIpUEM MHIUA HE OKa3bIBAST BJIMSHHUS Ha CTEMeHb aOCOpOIMU U IO A/Ib
IoJ| KpUBOM «KoHIeHTpauusi-BpeMs» (AUC).

Buigarmuntia ObICTpO BCachIBaeTCs, a €ro abCoIF0oTHAs OHOTOCTYITHOCTD HOCIe IpUeMa BHYTPD
coctaBisieT 85%. Cmax 1 AUC B TepaneBTHUECKOM JHANa30HE J03 YBEJIUYHBAIOTCS IPUMEPHO
MPOTIOPIUOHATBHO JI03€.

Pacnpedenenue

CteneHb CBSI3BIBAHUS BUJIIATIUIITHHA ¢ OSIKAMHU TU1a3Mbl KpoBU HU3Kas (9,3%). Bumnarmuntua
pacmpeenaeTcss paBHOMEPHO MEKIY IUIa3MOM KpOBH M DpHUTpoIUTaMu. PacmpenenieHue
BUIArTUNTHHA IPOUCXOTUT, TPEANOIOKUTEIHHO, SKCTPABACKYJIIAPHO, 00beM pacTpe/ie/ieHUs B
PABHOBECHOM COCTOSIHUH IOCIIe BHYTPUBEHHOTO BBeIeHUsI (Vss) cocTapiisieT 71 1.

Memabonusm

OCHOBHBIM IyTEM BBIBEJICHUS BWIJATJUNTHHA sBJsIeTCa OHoTpaHcopmarus. B opranmsme
yegoBeka 69% J0o3bl mpemapata mojaBepraeTcs OuorpaHcopmanmu. OCHOBHOH MeTabOJIUT
LAY151 (57% pno3pl) ¢apMaKkoJOTHUSCKH HEAKTHBEH M SIBJBSICTCS TMPOJYKTOM THAPOJIH3A
nuaHokoMnoHeHTa. Okoso 4% 03b1 Npenapata Mo/ IBEpraeTess aMUHOMY TH/IPOJIUZY.

B fpoxkiMHHYECKUX HCCIICOBAHUAX OTMeudaeTes mojoxkutesabHoe BiausHue [I1I1-4 na ruaponmus
BWIJIATJIMNITHHA. Buimarmuntud metabonuzupyeTes: 6e3 ydacTusi u30(epMEHTOB IUTOXpoMa
P450. Bunnarmuntul He spisgercs: cyderpaTtom uzodepmentor P450 (CYP), ne unrubupyer u
HE HHAYITUPYET H3odepMeHThI IuTOoXpoMa P450.

Buiseoenue

[locne mpuema mpemnapata BHYTph OKoOJIO 85% J103bl BBIBOJAMTCA MoukamMu u 15% — depes
kunieyHuKk. lloueuHass Skckpenyss HEM3MEHEHHOIO BHJIIAIIUNTHHA cocTasisieT 23%. Ilpum
BHYTPUBCHHOM BBEJCHHH CpSJIHHH T[EpHOJ| IOJYBBIBEJCHUSI JOCTUTAaeT 2 dYacoB, oOmui
IUTa3MEHHBIA KJIUPEHC U MOYEUHBIM KJIMPEHC BWIAATIUNTHHA cocTaBiLitoT 41 w/a u 13 /4
coorBeTcTBeHHO. llepmon mosryesiBefeHusa (Ti2) mocie mpuema BHYTPh COCTaBIISIET OKOJIO

3 YaCoB, HC3aBUCHUMO OT A03bI.
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THOMY OTYETY

ITon, uanexe Macesl Tena (MMT) u sTHHYeCKass IPUHAUICIKHOCTh HE OKas3bIBAIOT BJIMSIHUS HA
(hapMaKOKUHETUKY BUJIJATJIUIITHHA.

ITeuenounas nedocmamouHocmy

Y mnanueHTOB ¢ HapymeHHeM (QYHKIIUM TeUeHHW JIETKOM M cpeAHel cTemeHed TSKECTH
(6-9 Gaymor no mkaiie Yalna-11s10) mocsie OMHOKPATHOTO NMPUMEHEHHU TMperapaTa OTMEUaeTCs
CHUKCHHE OHOJOCTYNMHOCTH BWariunTuHa Ha 20% u 8% COOTBETCTBEHHO. Y TAIMEHTOB C
HapylieHHeM (QYHKIHHA TedeHH Tspkenmod crtemenu (10-12 Gammor mo mkane Yadnma-Ilvio)
OMOIOCTYITHOCTh BWIAMJIMNTHHA TOBBIMAeTCA Ha 22%. YBelIWUYeHHE WIH YMEHBIICHUE
MaKCUMaJIbHOW OWONOCTYNHOCTH BWJIJATJIMITHHA, He mpesbimaromee 30%, He sBisieTcs
KJIMHUYECKH 3HAUMMBIM. Koppessiiuu MeKay CTeNeHbIO TSIKECTH HapylIeHUH (PYHKITUN MeUeHU
U OMOAOCTYITHOCTRIO IperapaTa He BBISIBJICHO.

Ioueunas neoocmamouHocms

VY manueHToB ¢ HapymeHHeM (QYHKIMHM MOuYeK JeTKOH, cpelHel wim Tsokenoi cremeHu AUC
BUJIIATJTUNTHHA YBEJIMYHBATACH 10 CPaBHEHHUIO CO 3J0POBBIMH JoOpoBoibilamu B 1.4, 1,7 u
2 paza cootBeTcTBeHHO. AUC metabonmuta LAY 151 ypenuuuBanacek B 1,6, 3,2, u 7,3 paza, a
meTabonuta BQS867 — B 1,4, 2,7, u 7,3 paza y NaiueHTOB ¢ HapylleHHEeM (YHKIHHU MOYEK
JISTKOM, Cpe/IHeH U TSKEJIOU CTeleHeH COOTBETCTBeHHO. OrpaHHUSHHBIC JaHHbIC Y HNAI[USHTOB €
TePMHUHAJILHOM cTajuelt xpoHudeckoi Gosesnu mouek (XBII) ykaspiBatoT Ha TO, UTO MOKa3aTe N
JAHHOM TPYNIBI CXOKH ¢ TAKOBBIMH y TIAIIMEHTOB ¢ HapylieHHeM (YHKIHH MOYSK TSIKETOH
creneHn. Konnentpanus metabommra LAY 151 y manueHToB ¢ TepMuHalIbHOM craguei XbBII
yBeJIMYHUBajJach B 2-3 paza IO CpaBHEHHMIO ¢ KOHLIEHTpALMeH y MAIUeHTOB ¢ HapyLIeHHUEM
(PYHKIIMU TOUYCSK TSDKEJION CTENCHH.

[Ipn mnpuMeHeHWH TpemapaTta y TMANHEHTOB ¢ HapymieHHeM (QYHKIUH TOYeK MOKET
OTpeGORATHCS KOPPEKITUS O3BL.

BriBeienre BIIIATJIMIITHHA TIPU TeMOJIHAIIM3E OTpaHUUYSHO (4Yepes 4 yaca mocjie OJTHOKPATHOTO
npueMa cocTaBysieT 3% Mpu JUTMTEILHOCTH IIpolieIyphl 6oiee 3-4 qacop).

IIpumenenue y nayuenmoe 6 ozpacme =65 nem

MakcumMaibHOE yBeJIMUSHHE OHOTOCTYITHOCTH mpemnapaTta Ha 32% (yBenuueHHe Cmax Ha 18%) y
HanueHToR crapme 70 JeT He SBJIsieTCs KIMHUYSCKH 3HAUUMBIM U HE BIIUsACT HA UHTUOHUpOBaHUe
JIIITI-4.

Hemu

GapMakOKHHETHUSCKHE 0COOCHHOCTH BIIJIATJIUNITHHA Y JIETEH U MOAPOCTKOB Miajdiie 18 yieT He

YCTAHOBJICHBIL.

Ilokazanusa K IMpUMEHECHUTIO
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B Ka4eCTBE MOHOTEpAlUU B Ciydae Hed(PPSKTUBHOCTH JHETOTEPANUU U (PU3HUSCKUX
VIPaOKHEHUH y HAallMEHTOB ¢ MPOTUBONOKA3aHUEM K NPUMEHEHHUIO MeThOpMHUHA WU B
ciydae Hen(PeKTUBHOCTH MeT(HOPMHUHA;

B KOMOHMHAIUHU ¢ MeT(QOPMHUHOM B KauecTBe HavaJIbHOM Me/IMKaMEHTO3HOH Tepanuu MpH
HEJTOCTaTOUHON (P PEeKTHBHOCTH TUETOTEPANIUU U (PU3UISCKUX YIPAKHEHUH,

B COCTaBe JIBYXKOMIOHEHTHOH KOMOMHHPOBAHHOM Tepamuu ¢ MeTHOPMUHOM,
IIPOU3BO/IHBIMHU CYJIb(POHUIMOUESBUHBI, THA3OJIUIUHIUOHOM HJIH ¢ HHCYJIHUHOM B CIIydae
Hed(hpekTUBHOCTH UeTOTepanuy, (PU3HUYSCKUX YIPAKHCHUH W MOHOTEPANUU STHMH
IpenapaTamu;

B COCTaBe TpPOMHON KOMOMHHMPOBAHHOM Tepamuu: B KOMOMHAIIMM C HPOU3BOJHBIMHU
CyJb(OHUIMOUEBUHBI U MET(GPOPMHUHOM, y MALUEHTOB, paHee IOJYYaBIIMX TEpaluio
IPOU3BOIHBIMU CYJIL(OHUIMOYCBUHBI U MeTHOpPMHHOM Ha OHE JUETOTepallH H
(URHYECKUX YIIPAKHEHUH U HEe JIOCTUTTITUX KOHTPOJISI [NIMKEMUH;

B COCTaBe TpOHHOH KOMOWHHUPOBAHHOM Tepanuu: B KOMOMHAIIMM € HMHCYJIHHOM U
MeT(OPMHUHOM, Yy HAI[UEHTOB, paHee MOJyYaBIIUX HMHCYJIMH U MeThOpMHUH Ha ¢oHe
JueToTepanui U (UINUYSCKUX VIPAKHEHUH U HE JOCTUTTIHX aJeKBATHOTO KOHTPOJIS

TJIMKCMHH.

Hp OTHBOIIOKRAa3aHUA

['unepdayBCTBUTEIHLHOCT K BUIIATJIMIITUHY | JIFOOBIM JIPYTHM KOMIIOHSHTAM TMpernapara.
Penko BeTpeuaromasicss HacleJICTBEHHAs HEMEPEeHOCHMOCTh TallaKTO3bl, JAeQHITUT
JIAKTa3bl JJOTIAPEH WK TJIFOKO30-TaJIAKTO3HAST MAThaOCOpOITHSL.

BepemeHHOCTD (B CBA3U ¢ HEJIOCTATKOM COOTBETCTBYIONIUX JAHHBIX).

I'pyanoe BckapMiMBaHUE (B CBA3U C HEJTOCTATKOM COOTBETCTBYIONIUX JIAHHBIX ).

CJ1 1 tuma.

OcTpblii WM XPOHWUYESCKUH MeTaOOJIMUSCKUH anuao3 (BKIOYas JuabeTHUYeCKUN
KEeTOAIlU/I03 B COUYCTAHHH C KOMOH WiIH Oe3 TakoBOH). J[MaGeTHUeCKHMM KeToaluao3
JIOJDKEH KOPPEeKTUpPOBaThCs HMHCyJIMHOTepanmueu. JlakToarumoz (B TOM 4dHCIE B
aHaMHE3e).

Hapymenusi (QyHKIIUU T€USHHU, BKJIIOUYAs MAIIHCHTOB C TMOBBIMICHHOW AaKTUBHOCTHIO
IIeYSHOYHBIX» (depmeHTOB (amanuHAMUHOTpaHChEpasbl (AJIT) WJIH
acraptatamuHoTpancdepassl (ACT) B 3 u Oosiee pa3 BbIllle BEPXHEH I'PAHHIBI HOPMBI

(3xBTH).
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10 QyHKIHOHATbHON Kiaccudukaruu Hpio-Mopkekol Kap/IHOIOTHUecKoH accoIUaIiu
(NYHA) (BBUIy OTCYTCTBUSI JAHHBIX KIMHMYESCKHUX HCCICAOBAHUM O TPUMEHEHUH
BWIJJATJIMIITHHA Y 3TOU TPYIIIBI MAIUSHTOR).

o Jletckuii Bospact ngo 18 et (pddexTuBHOCT W Oe30MacHOCTH IIpemapara He

YCTAHOBJICHBI).

C oCcTOpPOKHOCTHIO

PexoMeHayeTcsi ¢ OCTOPOXKHOCTBIO TPUMEHITH Mpenapar Bummarountad Menaucops vy
MAIMEHTOB ¢ OCTPHIM AHKPEATUTOM B aHAMHe3e.

[TockonbKy ONBIT MPUMEHEHHs] BUJAATJIMITHHA Y MAIUCHTOB ¢ TepMHUHAJIBHOM craguedt XbBII,
HAXOJAIUXCA Ha TEeMOJUAIM3E WIM MPOXOSNUX TPOISAYpY TIeMOJHaIN3a, OTPaHHUYEH,
npenapaT peKOMeH/1yeTCsl IPUMEHSATH ¢ OCTOPOKHOCTBIO Y JaHHOM KaTerOpUU NAI[UEHTOB.
[Tockonbky MgaHHBIE O NpUMEHEHWH BWiAariunTHHa y mnanueHtoB ¢ XCH III ®K mo
kiaccupukanuu NYHA orpaHwueHbl U He TMO3BOJSIIOT CJIelaTh OKOHYATENBHBIH BBIBO/,

PEKOMEHIAYETCA C OCTOPOKHOCTLIO IIPUMCHATH BUJIAATTIUIITUH Y ITAITUCHTOB JaHHOU KaTeropuu.

IIpumeHeHMe IPU GepeMEHHOCTH U B TIePHO/I TPYTHOT0 BCKAPMJIMBAHUS

bepeMeHHOCTD

JIOCTaTOUHBIX JTAaHHBIX IO TMPUMEHEHHUIO BHJIIATJIUNTHHA Y OSpeMEHHBIX HET, B CBSI3H C UeM
npenapaT MpOTUBOIIOKA3aH BO BpeMs OepeMeHHOCTH.

Ilepuo/1 rpy/IHOTO BCKapMJIMBAHUS

BunparnunTus npoTHBONIOKa3aH B MEPUOJ TPYAHOTO BCKApMJIMBAHHUS, MMOCKOJIbKY HEU3BECTHO,
MPOHUKACT JIU BIIJATIUIITAH B TPYTHOE MOJIOKO Y USJIOBEKA.

DepTIILHOCTE

B JokiIMHHYECKHMX HCCIISOBAHUSX Oblla BLISBJICHA PEIpOAYKTHBHAA TOKCHYHOCTL IIpH

IIPUMEHCHHUHU B BBICOKHX JI03aX, HOTGHHH&HBHLII\:I PHUCK AT YCJIOBEKA HCU3BECTCH.

Cnioco6 npyMeHeHUs U T03bI

Jlo3y npemapata Bungarmuntua Meaucop6 ciieyeT moa0upaTh HHIHBH/IYAJILHO B 3aBUCUMOCTH
oT 5 (PEeKTHBHOCTH U TIEPEHOCHMOCTH.

Bspocnvie

Pexomennyemast noza mpemapata Bwimarmuntuan Meaucop6 50 mr 1 wimm 2 paza B JCHb.
MakcumanbHas CyTO4YHas /103a npenapara cocrajsier 100 mr.

Jlozy 50 mr/cyT caenyeT npuHUMAThL 1 pa3 B AeHb yTpoM, Jo3y 100 Mr/cyT cieayeT MeJuTh Ha

2 mpuema — mo 50 Mr yTpoM M BedepoM. B ciiyuae mpomycka mpuemMa Impemnapara ciaeayeT
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OPHUHATH TPOMYNICHHYIO JI03y KaKk MOXKHO CHOpee. HB};‘ gfmaﬁﬁg@jﬁé%gﬁéﬁ:’ QI;QIHITI/IH

YJABOSHHOM J103bI B OJIMH JICHb.

[Ipenapar Bungarnuntun Meaucop6 npuHUMAIOT BHYTPh HE3aBUCUMO OT IIpUeMa THIIH.
Pexomenayemas qo3a mpemapaTa B MOHOTEPAITHH WU B COCTaBe KOMOWHUPOBAHHOM TEpaIluH C
MET(HOPMHUHOM, THAZOJHUIUHIUOHOM WIH HHCYJIHHOM (B KOMOHWHAITHH ¢ MeT(OpMUHOM MK Oe3
MeTdopmuna), coctapsier S0 mr wiu 100 Mr B CyTKH.

Pexomenayemas Joza mpemapara Buwigarmuntaa  MeaucopG B cocTaBe  JBOMHOMU
KOMOMHHPOBAHHOW Tepaluu ¢ MpenapaTtaMu CyJIb(OHHIMOUSBHHBI cocTapiseT 50 mr 1 pa3 B
CyTKH yTpoMm. B »To#l momyssiuu marueHToB »((PEeKTUBHOCTh TpenapaTta BUIIarjiunTaH
Memucop6 B qo3e 100 Mr B cyTKH ObLiTa CXOJTHOU ¢ TAKOBOU B 03¢ 50 MI' B CYTKH.
Pexomennopannasi Jgo3a mnpenapata BungarnmuntaH Meaucopd B cocTaBe  TpOMHOH
KOMOWHHMpPOBAHHOH Tepamud (BHIATJIUOTHH -+ TMPOU3BOJHBIC CYJIb(QOHUIMOUYCBUHBI +
MeTdopMuH) coctapisieT 100 Mr B CyTKH.

Ecnu 1mienm TIMKeMHUYECKOTO KOHTPOJSL HEe JOCTUTHYTHI Ha (poHE MpUMEHSHHS MaKCHMAJIbHOM
cyTouHoi mo3bl 100 Mr, ciegyer paccMOTpeTh BO3MOMKHOCTh JO0aBJICHHS K Tepalud
npenapatoM BuimarmunTua Menucopd Npyrux THMNOTIMKEMHUYSCKUX TPEeNapaToB, TAKHX, Kak
MET(OPMHUH, IPOU3BOTHBIE CYJIH(POHUIMOUCBUHBI, THA3OJIUIUHIAOH UJIU HHCYJIHH.

Oco6ble TpVIIILI TAIIHEHTOB

Hayuenmul ¢ HapyuieHuamu QyHKyuu novex
V manueHTOB ¢ HapylmieHHeM (YHKIMH Iouek Jierkoi cremenu (CK® > 60 mia/mun/1,73 M%) u
cpenneit crermenu ¢ CK® 50-60 mu/mun/1,73 M* He TpeGyeTess KOPPEKIHUS pesKHMa JO3HPOBAHMS
mpemapaTta. Y T[AllMEHTOB ¢ HapylleHHeM QYHKIHH modyek cpenaHedt cremenu ¢ CKO®
30-50 ww/mur/1,73 M? B TOKEIOM CTemeHH (CK® <30 wur/mun/1,73 MZ), BKJIIOYAsT
TepMHHAJIbHYIO cTaguio XbBII y nmanueHToB, HaXOAAMMUXCA Ha TeMOJHAIN3E MM IIPOXOSAIIHNX
IIpoLeAYpY FeMOJUaAIN3a, IIperapaT ceayeT IPUMEeHATh B 1o3e 50 Mr 1 pa3 B cyTKH.
IIpumenenue y nayuenmoe 6 6ozpacme = 65 nem
VY manueHToB MOXKWJIOTO BO3pacTa He TpeOyeTcsl KOppeKIUs pekKUMa JI03UPOBAHMUs IpernapaTta
Bunnarmuntua Menucopd.

eTH
ITockombKy ombiTa MpUMEHEeHMs NpenapaTa Bungarmuntun Menucopl y eTel M IOJpOoCTKOB
Miajame 18 et HeT, He peKOMEHyeTcs IPUMEHATh IIpenapaT y MallueHTOB JaHHOW KaTeropHH

(cMm. pazmen «IIpoTuponokazaHus»).

ITodounoe neiicTBHE
[Ipu npuMeHESHUH BIIJTATJTANITAHA B MOHOTSPAITHH HJIH B KOMOHWHAIIMU C JIPYTHMH TIperapaTaMu

OONBIIMHCTBO HeKeNaTebHbIX peakiuii (HP) Opitu cmaGo BeIpaKeHBI, WMETH BpeMEHHBIN
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THOMY OTYETY

ot 20.11.2022 N2 27807

XapakTep U He TpeGOBaH OTMEHBI TEpAIHH. Koppemﬁgi;' MR- et oToR TIP-1 %6‘3})%&01\4,

[IOJIOM, STHUYECKOW TNPUHAICIKHOCTHIO, MPOJAOJDKUTEIBHOCTHIO NMPUMEHEHUS WM PEKUMOM
JTO3UPOBAHUS HE BBISIBJICHO.

YacToTa pa3BUTHS aHTHOHEBPOTHUSCKOTO OTeKa Ha (DOHE Tepallii BUIAATIMIITHHOM COCTaBJIUIA
>1/10000, <1/1000 (rpamanus «peako») u Obljla CXOJHOM ¢ TAaKOBOM B KOHTPOJIBHOW TpyIIIE.
HauGonee yacTo ciydyad aHTHOHEBPOTUUYECKOTO OTeKAa OTMEUAIMCH IIpU IPUMEHEHUH TIpernapara
B KOMOHWHAIIMH ¢ WHTHOMTOpaMH aHTHOTEH3HWHIIpeBpamaionero dgepmenta. B OConbmMHCTBE
CIy4acB AHTHOHEBPOTHUSCKHHM OTeK OBUT CpeHeH CTeNeHH TSDKECTH U paspemaics
CaMOCTOSITSJILHO B X0/Ie TPOIOJDKCHUS TepalK BUJIATTUITITHHOM.

Ha ¢one Tepanuu BUITATIUNTHHOM PEIKO OTMEYAIUCh HapyIIeHUs (DYHKIMH MeUeHHU (BKIIOUAs
renaTuT) OSCCUMIITOMHOTO TeueHHs. B OoOJIBIMUHCTBE CiydaeR JaHHbIe HapyIICHUS U
OTKJIOHSHHUSI TOKazaTeled (YHKIMH TEUeHH OT HOPMBbI PaspeIlWINCh CaMOCTOSTebHO Oe3
OCJIOXKHEHUW TOCJIe NpeKpalleHUs] Tepaluu IpenapaTtoM. Ilpu npumeHeHWH BHIIJATJIMIITHHA B
mo3e 50 mr 1 uinm 2 pasa B CYTKH YacTOTa YBEIHYCHHS aKTHBHOCTH «IIeUSHOUHBIX» (PePMEHTOB
(AJIT wm ACT =3xBI'H) cocrapisuia 0,2% wiu 0,3% cooTBeTcTBeHHO (110 cpaBHeHHIO ¢ 0,2%
B KOHTPOJIBHOM IpyIIe). YBeJIUdeHHe aKTUBHOCTH «II€YSHOYHBIX» (DepPMEHTOB B OOJIBITUHCTBE
ciaydaeB ObLJI0 OSCCHMIITOMHBIM, HE MPOTPECCHUPOBATIO M HE COMPOBOMKIAIOCH XOJECTA30M WK
JKENTYXOM.

HP pacnpenenenbl mo cucteMHo-opranbiM kjlaccam (COK). B mpenenax kaskaod rpymiibl
OpraHoB U cucteMm opranoB HP nepeunciieHbl B Mopsiike YMEHbIISHUS YaCTOThHI BCTPEUAEMOCTH.
B mpenenmax kaxkqod rpymmbl 4acToThl BeTpedaeMocTH HP ykasaHbl B mopsiike yMEHBIISHUS
TSDKECTH.

JIs1 onteHKU yacToThI BeTpeuaeMocTd HP ncnonp3oBaiuch clieyionue KpUTepUn: 0OYeHb 4acTo
(=21/10), gacto (=1/100, <I/10), meuacto (=1/1000, <1/100), peaxo (=1/10000, <1/1000), oueHb
peako (=1/10000), wacToTa Heu3BecTHA (MOCKOJIBKY COOOI[EHHUSI MOJIY4YeHbI B JOOPOBOJIHLHOM
MOPSIIKE OT MOMYJISIIMKA HEOTIPEISIICHHOTO pa3Mepa, JOCTOBEPHO ONPEISTUTh YaCTOTY Pa3sBUTHS
naHHbIx HP He mpeacTaBisieTcs BO3MOXKHBIM, B CBSI3BM € UeM OHHM KJIACCHU(HUITUPOBAHBI KaK
4acTOTa HEU3BECTHA).

IIpu npUMeHEHWH BIWIIALIMIITHHA B MOHOTEpAIUH

IIpn npumeHeHNH BHIJArIUNTHHA B Jo3¢ 100 MI B CYTKM 4acTOTa OTMEHBI TepalllH B CBSI3U C
pazputueM HP (0,3%) Opla He BbIie TakoBoil B rpymme miane6o (0,6%) wuim mpemaparta
cpasHeHus (0,5%).

Ha ¢one ™MoHoTepamuu BWIAArIMOTHHOM B Jo3e 100 Mr B CYTKH dYacToTa pa3BUTHUS
TUNOITIMKeMHH ©Oe3 YBEJIHMYEHHUS CTeNeHH TSDKECTH cocTosiHMs cocTaBisuia  0,4%, 9to

COTIOCTABUMO C IpenapaToM cpapHeHHs U miainebo (0,2%).



COOTBETCTBYET 3KCMEPTHOMY OTYETY

Ne 27807

™~y ' r—
Macca Tesra He U3MEHSUIACh IO CPaBHEHHUIO C XO):[Hoﬁ 'ﬂ%’cﬁﬁkﬁt& %%Emnlﬂﬂﬁx' 'Ecérj:[a

ot 30 11,_..._.'_'

puigaraunTaH 100 Mr B CyTKM TpUMEHsUIH B KadecTBe MoHoTepanuu (-0.3 kr u -1,3 xr B
rpyIax BUWIATJIUNITAHA U T1a11e60 COOTBETCTBEHHO).

Hugpexyun u uneasun: 0O4eHb peIKO - HHPESKIIMH BEPXHUX JIBIXaTSIbHBIX TyTeH, Ha30(apUHTHT.
Hapyuwienus memabonusma u numanus: HEYacTo - TUIOTJIMKSMHUSL

Hapywenus co cmoponst HepeHOU cucmembpi: 4acTo - TOJIOBOKPY)KCHHUE, HEYacTO - IOJIOBHAS
60JIb.

Hapyuienus co cmoporst cocyoos: HeUacTo - epudepudeckie oTeKH.

KenyoouHno-xuuieuHvle Hapyuienus. HeUacTo - 3aIop.

Hapywenus co cmopoHvl MulUieyHOUl, CKenemHol U COCOUHUMENLHOU MKAHU! HEYacTo -
apTpaJIrusi.

JlonrocpouHble KJIMHHYECKHE MCCIIEOBAHUS MPOJIOJDKUTEILHOCTRIO O 2 JIET He BBIABHIU
KaKUX-TU00 JOMOJIHUTEIBHBIX OTKJIOHEHHH Mpoduisi OGe30MacHOCTH WIH HEeINpeIBHISHHBIX
PUCKOB MpU IPUMEHEHUU BIWIATJINITHHA B MOHOTEPAIIHH.

IIpu npuMeHSHUH BIUIATIUNTHHA B J103¢ 100 MT B CYTKH B KOMOMHAIIUU ¢ MeTQOPMHHOM

IIpyn npumeHeHMH BWArJunTHHa B jJo3ze 100 Mr/cyr B koMOMHAIMM ¢ MeT(OPMHUHOM HWIIH
w1anebo B coyeTaHUU ¢ MeT(POPMHHOM CJIydaeB OTMEHBI Tepalluy B CBsI3U ¢ pazpurueM HP ne
OTMEYAJIOCh.

IIpn npumeHeHHH BWIIamIMNTHHA B Jo3e 100 Mr B CyTKM B KOMOWHAIIMH ¢ METHOPMUHOM
THIIOTJIMKeMHEsSI oTMedatach B 1 % ciyuaep (B rpymme mianebo + metdopmun Hedacto (0,4%)).
B rpynmne mpumMeHeHHS BIIJATJIUNTHHA HEe HaONIONATOCh PA3BUTHS THIIOTJIUKEMHUH TKEIOU
CTEIICHH.

Macca Tena He M3MEHSJIACh II0 CPABHEHHUIO ¢ MCXO/JHOW B KJIMHMYECKHX HCCIIC/IOBAHMSIX IpHU
npuUMeHeHHH KoMOuHanuu Bwigarauntiuaa 100 mr B cyTku ¥ MeTdopmuna (+0,2 xr u -1,0 xr B
rpynnax BWIIATJIUIITHHA U TUIAe60 COOTBETCTBEHHO).

Hapywenus memabonusma u numanus. 9acTo - THMOTJIMKSMUSL

Hapywenus co cmoporst HepeHOU CUCHEMbL! YacTO - TPEMOP, TOJI0BHAs 00JIb, TOJIOBOKPYKEHHUE,
HEYacTO - NOBBIMICHHAS] YTOMIIIEMOCTb.

Kenyoouno-xuuieuHvle HapyuieHus: 9acTo - TONTHOTA.

Jlonrocpounble KJIMHMYECKHE HCCIIEOBAHUS IPOJIOJDKUTEILHOCTRIO IO 2 JIET He BBIABHIU
KaKUX-THO0 JOMOJIHUTSIIBHBIX OTKIIOHEHHH Mpoduis OGe30MacHOCTH WM HeMpeIBHISHHBIX
PHUCKOB IIpU IPUMEHEHUH BUJIATJIMIITHHA B KOMOUHAITUH ¢ MeT(OPMHUHOM.

UsyueHne npuMeHeHUs] KOMOMHAIIMH BWIJATJIMITHHA U MeTGOpMHHA B KaYeCTBE CTapTOBOU
tepanuu 1ipu CJ[ 2 He BBISIBWIO OTKJIOHSHHHM NMpoduisi 6e30NMacHOCTH WM HENpeABUICHHBIX

PHUCKOB.



COOTBETCTBYET SKCMNEPTHOMY OTHETY

ot 20.11.2022 N2 27807

§ ~ T 'h'r':'.:'. - 'i T L ONN1)}
[IpyH npuMeHEHHH BWIIATIHOTHHA B J1o3e B0 Mr/c l‘—'B'-—]MGH‘HaEﬁIQt@LﬁpE sﬁOHI]ULIMH

CVJIb(hOHHIMOUYE BHHEI

[Ipu mpuMeHeHUH BWIIarMNTHHA B 03¢ 50 Mr/cyT B KOMOMHAIIMH C TJIMMEIHUPHUIOM YacToTa
OTMEHBI Tepanuu B cBsi3u ¢ pazsutueM HP cocrtapisuia 0,6% (mo cpaBaenuto ¢ 0% B rpyimre
TJIMMEITUPHT + TUTane6o).

YacTtoTa pa3BUTHS TUIOTJIMKEMHUH TAITACHTOB, TOJYYAaBIIMX BHJIAATJIUNTAHA B q03¢ S0 Mr/cyT
BMeCTe ¢ TJIMMETHpHAOM, cocTaBmia 1,2% (mo cpaBHenuto ¢ 0,6% B rpymme mianebo +
IUMENUpHI). B rpynme mnpuMeHeHHWs BWIIATIMITHHA He HaOIIOAaloch pa3sBUTHSA
THIIOTJINKEMHH TSDKEJIOH CTEIICHH.

Macca Tesa He U3MEHSUIACH 110 CPABHEHHUIO ¢ UCXOJHOHU B KIMHHUYESCKUX HCCIISTOBAHMSIX, KOT/1a
BWIJIATJIMIITHH B 03¢ 50 Mr oJuH pa3 B cyTKH AoOapisuiu K riumenupuay (-0,1 kr u -0,4 xr B
TpyIIax BWIATIUITAHA U T1a1ie00 COOTBETCTBEHHO).

Hugpexyun v uneazuu. 0OUSHDb PEJIKO - HA30(apUHTHUT.

Hapyuienus memabonusma u numanus: 4acTo - TUTOTIIHKSMHUSL.

Hapyuienus co cmoponst HepsHOU Ccmembl: 4acTo - TPEMOp, TOJIOBOKPYKEHHE, TOJIOBHAS 00JIb,
aCTCHHSL.

JKenyoouno-xumieuHvle Hapyuienus. HeUacTo - 3a1op.

[Ipu npuMeHESHHH BIJTATJIUNTHHA B JTo3e 100 Mr B CYTKH B KOMOWHAITUH ¢ THA3OJWIHHIHOHOM
[Ipu mpumMeHeHMH BWIarIHOTHHA B Jo3e 100 Mr/cyr + THa3OMWIMHAHOH M Iuilanebo +
THA30JIUUH/IUOH CIIYUaeB OTMEHBI TEPAINH B CBsI3H ¢ pasButueM HP He oTMedanocs.

IIpu npumeHenun BUAaraunTUHa B o3¢ 100 Mr B CyTKH + MUOTJIUTA30H OTMEUYAIOCh PA3BUTHE
runoraukeMuu B 0,6% ciydaes, a y MalfUeHTOB, MOJIyYaBNIUX TUlanebo + MHOTIUTa30H - B 1,9%
ciaydaeB. B rpymnme mpuMEHEeHHS BWIANIHNTHHA He HAOIIONAIOCh PA3BUTHA THIOTJIUKSMHUHU
TSDKSJION CTeTIeHH.

B wuccrieopaHuu NpUMEHEHHS BWIJAATJMNTHHA B KadecTBE JOTOJHHUTECIBHOM Tepamuu K
MUOTJIUTA30HY alOCOJIIOTHOE YBEJIMUSHHE MAacchl Tejla B Tpymme Iianebo ¥ BUIIATJIMIITHHA
100 mr B cyTku cocTtaBwiio 1,4 u 2,7 KT COOTBETCTBEHHO.

[Ipu noGasnenun BWAaraunTHHA B jJo3e 100 Mr B CYTKH K NMHOTJIMTAa30HY B Jo3e 45 Mr/cyT
4acToTa Pa3BHTHS MepupPEpUUSCKUX OTEKOB cocTapiisuia 7% (mmo cpaBHeHHIO ¢ 2,5% Ha doHe
MOHOTEpAIUH MTHOTJIUTA30HOM).

Hapyuienus memabonusma u numauus: 4YacTo - YBeIMUYSHHE MAacChl Tejla, HeYacTo -
THIIOTIINKEMHSL

Hapywenus co cmoponst HepeHoli cucmemsl. HEUACTO - TOJIOBHAS 00JIb, aCTSHHUSL.

Hapyuienus co cmoponst cocyoos: 4acto - nepudepudeckue 0TeKu.
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COOTBETCTBYET 3K(
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IIpu npuMeHeHMH BHJImArjaunTHHA B Jo3e 50 MT 2 paza 'ﬂj&ﬁ]ﬁﬁl&)@dﬁ;g%% HL— : TPI‘%[})M (c

CMIEPTHOMY OTYETY

MeThOpMUHOM MM Oe3 Hero)

IIpu npumMeHeHNH NpeniapaTa B KOMOWHAIIUY ¢ HHCYJIMHOM (B KOMOMHAITNH ¢ MeTHOPMUHOM HUJTH
6e3 MeT(opMHHA) YACTOTA OTMEHBI TePAIIMH BCJIS/ICTBHE PA3BUTHUS MOGOUHBIX 3 deKkToB Oblia
pasHa 0,3% B rpylne Tepaluy BUIJATJIUITHHOM, B IpYIIe IIanebo ciydyaeB OTMEHBI Tepaluu
He OBLIIO.

[Tpu npuMeHeHNUH NpenapaTa B KOMOWHAIMY ¢ HHCYJIHHOM (B KOMOMHAITUM ¢ MeT(POPMUHOM HIIH
6e3 MeT(hopMHHA) HE OTMEYAJIOCH YBEJIMUCHHUS PUCKA PA3BUTHUS THIIOTIIMKEMHUH IO CPABHEHHUIO ©
koMOuHanuen mianebo + uHcyiauH (14% B rpynme BWITarjuntuHa U 16,4% B rpynme
wianeto). Y 2 mauuMeHTOB B IpyIlle BWIJAIJMOTHHA U y 6 MAllMEHTOB B Ipymme Ianedo
pa3BUJIACH TUITOTIIUKEMUS TSDKEJIOW CTEIICHHU.

Ha MOMeHT 3aBepIIeHHs HCCJISJIOBAHMsI IIpelapaT He OKa3bIBaJI BJIMSHHUS HA CPEJHIOID Maccy
TeJa (Macca TeJla yBeJInuuiIack Ha +0,6 KT 110 CpaBHEHUIO ¢ HCXOJAHOM B IPYIIIE BHJIAIJIMIITHHA,
a B Ipymne mwianedo ocTajach HEU3MEHHOR).

Hapyuwenus memabonusma u numanus: 9acTo - TUIOTITHKSMHUSL

Hapyuienus co cmoponst HepeHOll cucmemyl.! 9acTo - TOJI0BHasA 60JIb, 03HOO.
Kenyoouno-xuuieunvie HapywieHus: 4YacTo - TOIIHOTAa, TIacTpos3odareaabHbli peduioke;
HEYacTo - AHapesl, METEOPH3M.

H[ZI’I MPUMCHCHHUHY BWIAATIJIUIITHHA B JT03¢€ 50 mr JABa pa3a B JICHL B KOM6I/IHa!!I/IH C nperaparaMyu

CVJIb(OHHIMOUYEBHHLL H Me’I‘(bODMPIHOM

CiyyaeB oTMeHBI mpemnapara, cBs3aHHbIX ¢ HP B rpymnme koMOMHHUpOBaHHOM Tepamuu
BUWJIAATIUNTUHOM, MeTGOPMHUHOM W TIJIUMENHPUAOM, OTMeueHo He Obuto. B rpymme
KOMOMHHpPOBAHHOW Tepanuu IUiane6o, MeTGOPMHHOM U TJIMMENHPHIOM YacTOTa OTMEHBI
npemnapara, ceszanHol ¢ HP, coctasuia 0,6%.

['umornukeMust oTMedajlach 4YacTo B oOeux rpymmax (5,1% B rpymnmne KOMOHWHHpPOBAHHOH
Tepallid  BWIIATJUOTHHOM, MeTQOpMHHOM W muMmenupuaom u  1,9% B rpynme
KOMOWHHMpPOBAHHOM Tepanuu Iutanebo, MeTGopMHHOM U riauMenupujaom). B rpymme
BWJIJIATJIMIITHHA OTMEUYEH OJIUH SIIA30/] THIIOTJIMKEMHH TSKEJION CTEIIeHH.

Ha MoMeHT 3aBepUIeHHS] UCCIISIOBAHMS 3HAUUMOTO BJIUSHUSI HA MaccCy TeJjla BBISIBICHO HE OBLIO
(+0,6 xr B rpymme puwiarunTHHA B -0,1 KT B rpymme miainedo).

Hapyuienus memabonusma u numanus. 4acTo - THIOTIHKSMHUSL.

Hapywenus co cmoponst HepéHOIl cucmempi. 9acTo - TOJOBOKPYIKSHHUE, TPEMOP.

Hapywenus co cmoporsl KO24CU U NOOKOJICHBIX MKAHEll: YacTO - THIISPTUHAPO3.

Obwue HapyueHus 1 peaxyuy 6 Mecme 66e0eHs. 9acTo - aCTSHHSL.

IlocTperucTpallnOHHLIE HCCISTIOBAHMS
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COOTBETCTBYET 3K(

N Ale YTONT

NOCTOERORATE NRHOCTR 0001
Bo Bpemsi mpoBefeHHS MOCTPETHCTPAIIHOHHBIK HCCMHS]‘;&HQE%BIEH-'&iﬁEﬁgﬁthnelm'fﬂ)iuHe

[NEPTHOMY OTHETY

moGoYHbIe peaKkIUu (MOCKOJIbKY COOOMEHUS TOJYYeHbI B JIOOpOBOJBLHOM TMOpSIKE OT
MOMYJISIITAN HEOPEISICHHOTO pa3Mepa, JOCTOBEPHO OTPE/ICIUTh YacTOTY Pa3BUTHA JaHHbIX HP
HE TMPEJICTABISICTCS BO3MOJKHBIM, B CBS3HM C YeM OHH KJIACCHPHUIUPOBAHBI KaK «d4acToTa
HEHU3BECTHAY).

JKenyoouHo-kuuieyHvie HapyuieHus: 49acToTa HeU3BECTHA - TAHKPEaTHT.

Hapyuienus co cmopoHsl nedenu U Jcentesuleo0auux nymeil: 9acToTa HEHM3BECTHA - TeMaTUT
(pa3pemuBIIUHACS CAMOCTOSITENILHO TIOCJIE OTMEHBI JISKAPCTBEHHOTO Mpernapara), MOBbIMCHHE
AKTHBHOCTH «IICUCHOYHBIX» (PEPMEHTOB (pa3pellUBIICeCs CaMOCTOATEIBHO TIOCIHEe OTMEHBI
JICKapCTBEHHOTO TIperapaTra).

Hapyuienus co cmoponbl KOHCU 1 NOOKOJICHBIX MKAHes! JacToTa HEM3BECTHA - KPAIHMBHHIIA,
skchoauaTuBHOE U OYIIC3HOE MOPAKSHUS KOXKH, BKITFoUasi OYIIC3HBIN eM(Uron/I.

Hapyuienus co cmopoHbl MbIMEUHOU, CKeNemHol U COCOUHUMENLHOI MKAHU: YacToTa

HCHU3BCCTHA - MHAJITHSI.

Ilepeno3upoBka

Cumnromsl

BuigaraunTiH Xopolno MepeHOCUTCS TIPU IPUMEHEHUH B 1o3e 10 200 Mr/cyT.

IIpn npumenenuu npemnapata B go3e 400 Mr/cyT MoxeT HaOIIOAaThCs OOJIb B MBIMIIAX, PEAKO
JIeTKUEe M TPAH3UTOPHBIC TAPECTE3UH, JUXOPaJIKa, OTEKH W TPAH3UTOPHOE TOBHINMICHUE
akTuBHOCTH Junazel (Beimie BI'H B 2 paza). llpuw yBenuueHuw A03bl BHIJIJAIJIUIITHHA JI0
600 MI/cyT BOZMOXKHO Pa3BUTHE OTEKOB KOHCUHOCTEH, CONPOBOMKIAIONIUXCS MAPECTE3USIMU H
MOBBINICHUEM aKTUBHOCTH KpeaTuHpochokuHaspl, C-peakTUBHOro Oejka W MHOIJIOOMHA,
aktupHOCTH ACT. Bee cCHUMNTOMBI MEpeO3UPOBKH U W3MEHEHHUs JIaOOpaTOpHBIX MOKazaTesieH
oOpaTHMBI TTOCTIe TIpeKpaIleHUsI IPUMEHEHHUS TIperapaTta.

Jleuenue

BriBesienue npemnapaTta U3 opraHusMa ¢ MOMOIIBIO JHATH3a MAJIOBEPOATHO. OJHAKO OCHOBHOM
THIpOJH3HBIN MeTaboauT BruarmunTiHa (LAY 151) MoskeT ObITh YaIeH U3 OpraHU3Ma MyTeM

reMoJuajinsa.

BzaumopeiicTBHe ¢ APYTHMH JIeKaPCTBEHHBIMH CpeJIcTBAMM

BunnariunTtus o61ajaeT HU3KUM IIOTSHIMAIOM JISKapCTBEHHOTO B3aUMOICHCTBHS.

ITockosbKy BHIJATJIUOTHH He sBIIseTcsl cyOcTpaToM (pepmenToB nuroxpoma P450 (CYP), a
TAKXKe He MHTUOMpYeT M He MHIYLHUPYeT 5TH (PepMeHTHI, B3aUMOJCHCTBHE BHWJIJAIJIMIITHHA C
JICKapCTBCHHBIMM  IIpelapaTaMH, KOTOpble SIBJLIIOTCA CyOcTpaTaMu, HHIHOMTOpaMH WIJIH

unaykropamu P450 (CYP), manosepositHo. [Ipu oqHOBpeMeHHOM NPUMEHEHUH BWJIIATIUIITHH
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Takke He BIHMSIET Ha CKOPOCTh MeTaboimBma np@ﬁ%&@'&%ﬁ;}%m%%&‘: Ey’Gg;f;'é!faMH

depmentoB: CYP1A2, CYP2CS8, CYP2C9, CYP2C19, CYP2D6, CYP2E1 u CYP3A4/5.
KimHudecku 3HAYMMOIO B3aMMOACHCTBHS BWIJAIJIMNTHHA € IpenapaTaMy, HauOojiee YacTo
UCTIONIb3YeMbIMH TIpH JiedeHUH CJI 2 (TuGeHKIaMHUIOM, MHOTIUTA30HOM, METQOPMHHOM) HITH
o0JaaloIMMH  Y3KMM  TepaleBTUYeCKUM  JUANa30HOM  (aMJIOAMIIMHOM, JUTOKCHHOM,
PaMMIIPHIIOM, CHMBACTaTHHOM, BaJicapTaHOM, Bap(apHHOM) He YCTaHOBJICHO.

Trazuapl,  [VIIOKOKOPTUKOCTEPOHU/BI,  IIpemapaThl  TOPMOHOB  IUTOBUJHOH  JKeJIe3bl,
CUMIIATOMMMETUKH MOTYT CHHW)KAaTh THIIOIJIMKEeMHUYECKOe JIeHCTBHE BWIJLIAIVIMITHHA, KaK H
JPYTUX NepOpaJIbHBIX IPOTUBOIUA0CTHUSCKUX MIPENIapaToB.

YacToTa pa3BUTHSI AHTHOHEBPOTUYECKOTO OTeKa ObLiIa BhIIIE IIPU OJHOBPEMEHHOM IIPUMEHEHUHU
BUWIJAIJIMITHHA ¢ MHTUOMTOpaMHM AaHTHOTEH3HHIIpEBpalaonmero (gepMmeHta, IpH 5ToM Oblia
CXOJIHOM ¢ TaKOBOW B KOHTPOJIbHOH rpymme. B GoibIIMHCTBE CiIydaeB aHTMOHEBPOTHUECKMH
oTeK ObUI cpeJHEeH CTENeHU TSDKECTH U paspellaicsl caMOCTOSITEIBHO B XOJAe IPOJOJDKEHUS

TEepalliu BUJIJarJIMIITHHOM.

Oco0ble ykazaHu s

B MOKIMHHUYECKMX HCCICIOBAHMSIX TPH TMPUMEHEHMH B Jo3aX, B 200 pa3 mpeBhIMAIONUX
peKOMEH TyeMble JIJIS UeJIOBeKa, Ipenapat He BhI3bIBAJ HAPYIISHUH (PepTHILHOCTH.

IIpn HeoOXOUMOCTH WHCYJIUHOTEPAINH BUJIATJIUIITHH TMPUMEHSIOT TOJHKO B KOMOMHAIIMH C
uncynmHoM. [IpemapaT npoTuBonokazan y manueHToB ¢ CJI 1 wiu s ieueHust Tuabe THUSCKOTO
KeTOaIH/103a.

Cepoeunas HeOOCMAmoOUHOCHb

[Tockonbky [gaHHBIE O NpUMEHEeHMH BuigarmnTaHa y namueHtoB ¢ XCH III ®OK mo
kiaccudukanuu NYHA (cm. Tabmuiyy 1, mpuBeeHHYIO HHXKE) OTPAaHUYCHBI M HE MO3BOJISIFOT
cJieaTh OKOHYATEIIbHBIN BBIBOJ, PEKOMEHIYETCSI ¢ OCTOPOIKHOCTHIO IIPUMEHSITh BUJIAATIIUIITHH
y TAIUEHTOB JAHHOUW KaTeTOpHH.

He pexomenayercss npuMeHeHHe BHIgarauntaHa y mnammeHtoB ¢ XCH IV OK 1no
kiaccupukanuu NYHA, BBUIY OTCYTCTBHSL JaHHBIX KIMHUYECKHUX MCCICOBAHUH O

MIPUMCHCHHH BUJIJAIJIMIITHHA Y IIAITUCHTOB 5TOH I'pPYIIIIBL.

Tadommia 1 Helo-Hopkcekas kiaccupuraiusa GpyHKIIHOHATIHHOTO COCTOSTHHS TAIMEHTOR ¢

XCH (8 momuduxainm), NYHA, 1964

(DYHKLII/IOHaJ'IBHHﬁ OrpaHquHHe Q)Hanecxoﬁ AKTHBHOCTH U KIIMHHYCCKHC TIPOSABJICHUS

kitacc OK

I OK OrpannueHud B pusznueckol akTUBHOCTH HeT. OObIuHasA uUzHUecKas

HarpyskKa HC BBI3BIBACT BBIPAXKCHHOI'O YTOMJICHHUA, CH&GOCTI/I, OJbIIN KN
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WIH cepIleONeHHUS.

II OK YMepeHHoe orpaHHUCHHE (PH3NUSCKOH aKTHBHOCTH. B TMOKoe Kakue-
60 MATOJIOTHYECKUE CUMIITOMBI OTCYTCTBYIOT. OObIuHAs puznueckas
Harpy3Ka BBI3BIBACT ¢J1a00CTh, YTOMIISIEMOCTh, cepAIeOueHHUE, OBINIKY

H Op. CHMIITOMBI.

III ®K BripaskeHHOe orpaHMueHHe (DHU3NUSCKOW AaKTHBHOCTH. boJibHOMU
KOM(pOPTHO UyBCTBYET ce0s TOJIBKO B COCTOSIHUHU MOKOS, HO MaJleHine
duznueckue  HATPY3KH MPHUBOAAT K  TOSIBIICHHIO  cIabOCTH,

cep/iieOueHUsI, OJTBIIIKH U T.II.

IV ®K HeBo3MOKHOCTE BBHITIONIHITh KaKHe-JTHOO HArpy3kd Oe3 TMOSBIICHHS
nuckoMdopTa.
CHUMIOTOMBI CEp/IeUHOM HEJOCTATOYHOCTH MMEIOTCS B IOKOE H

YCUIIUBAIOTCS P 000U (PU3HIeCKOl Harpy3Ke.

Hapyuienus gpyuxynuu neuenu

ITockosibKy B peIKUX cCiydasx NpU MPUMEHEHMM BWIJATJIUINTHHA OTMEUYAJIOCh IOBBINICHUE
AKTUBHOCTH aMUHOTpaHChepas (kKak TmpaBwio, O3 KIMHHYSCKHUX TNPOSIBICHHUH), Tepes
OpUMEHEHHEM BIUIIATIHMNTHHA, a TaK XK€ U PEeryjsipHO B XOJ¢ IEepBOro roja NpUMEHEHHUs
npenapata (1 paz B 3 Mecsma), peKOMEHJIYETCS ONpEIessiTh OMOXMMHUYECKHE TOKa3aTeln
¢yukuun medeHW. [IpH BBISIBJICHHH TOBBIMICHUS AaKTHBHOCTH aMHUHOTpaHc(hepas cieayeT
MIPOBECTH MOBTOPHOE HCCICTOBAHHE C IEJIBIO MOITBEPIKICHUS Pe3yJIbTaTa, a 3aTeM PeTYJISIpHO
IIPOBOAUTH OIpe/ieIeHHe OHOXUMUUESCKUX MToKazaTesied (pyHKIINM MeUeHH /10 UX HOpMaJIU3alliu.
Ecnu npeppimenne aktuHOCTH ACT mwnu AJIT B 3 wim Gonee pas peime BI'H moateepskaeHo
MOBTOPHBIM HUCCIISIOBAHUEM, TIpeTiapaT peKOMEHIYETCSI OTMEHHUTh.

[Ipu pasRUTHH KeATYXH WM JIPYTUX TMPU3HAKOB HapylmieHWs (QYHKIMHA TeYeHH Ha (oHe
MPUMEHEHHS BUJIATJIMIITHHA TEPAITHIO MPEerapaToM CIIeAyeT HeMEJICHHO MpekpaTuTh. [locre
HOPMATH3AIHH TIOKa3aTesicl PYHKITUH MTeUSHH JICUCHUE TIPerapaToM Bo30OHOBIISITh HETB3SL
lunoznuxemus

HsBecTHO, uTO mpemapathl  CYJb()OHUIMOYECBHHBI MOTYT TIPOBOIIMPOBATH  Pa3BUTHE
runoriukeMun. CymecTByeT pUCK pPa3BUTHS THIIOTJIMKEMUH NIPU OJHOBPEMEHHOM IPUMEHEHUH
BWIJAJTUNTHHA C TpernapataMd  CyJbQOHUIMOYeBHHBI. llpu HeoOXOTUMOCTH CIeIyeT
pPaccMOTPeTh BO3MOMKHOCTh CHHIKCHHS JIO3bl TIpemnapaToB CyJIb(QOHUIMOYECBHHBI C IIEJIBIO
MUHUMH3UPOBATH PUCK PA3BUTHS TUITOTJIMKEMUH.

Ocmpuiil naHkpeamum
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MOCNENORATENLHOCTR 801!
HpHMeHeHHe BHJIJATJIMNITHHA CBA3AHO C PHCKOM p%gﬁ&‘hﬁ—]gébtﬁ‘ojﬁﬂlf( ’a’ a. '"I('Elﬂ&l,i[yeT

[NEPTHOMY OTHETY

mpouHPOPMUPOBATh MAIUEHTA O CHUMIITOMAX, XapaKTepHBIX JJIA OCTpOro maHkpeatuta. [lpu
MOJIO3PSHHH Ha OCTPhIH MAHKPEaTHT BWIIAMIMITHH CJeIyeT OTMeHUTh. He cremyer
BO30OHOBIISATh TEPANHIO BUJIATTHIITHHOM, €CITH OCTPHIH MAaHKPEaTHT ObUT TOATBEpIKICH. Y
HNAIUeHTOR C OCTPHIM TAHKPEAaTUTOM B aHAMHE3e MPUMEHSATh BWIJATJIUOTHH CIEAYeT C

OCTOPOKHOCTLIO.

Bmismimie Ha CIocoGHOCTE YIpaBJATH TPAHCIIOPTHLIMHU CpeIcTBaMi, MeXaHU3MaMH

HCCII@IIOB&HI/IH BJIMSIHHUS  BHJLJAITIMIITHHA Ha CIIOCOOHOCTD YIOpaBJBITh  TPaHCIIOPTHBIMH
CcpeacTBaMu HJIM pa60TaTb ¢ MCXaHHU3MaMH HE IMPOBOIHUJIUCE. HpH PAa3BHTHH T'OJIOBOKPYIKCHUA
Ha (I)OHG IIPUMCHCHHUA IIpCliapaTa IMallUCHTaAM HE CJICAYCT VYIIPABIIATE TpaHCIIOPTHBIMHAH

CpeaACTBaMHu WA pa60TaTb ¢ MCXaHHU3MaMH.

dopma BbIIyCKaA

TabneTku 50 mr.

I[lo 7, 10 wm 14 Tabnerok B KOHTYPHYIO SUCHKOBYIO VIAKOBKY U3 IUIEHKH
MOJIMBUHUIXIIOPUAHON U (OJIBTH ATIOMUHUCBOM MeUaTHOM JTAKUPOBAHHOH.

ITo 10, 14, 20, 28, 30, 50, 56, 60, 90, 100, 112 wm 120 TabaeToK B OaHKH TMOJUMEpPHBIC I
JICKApCTBEHHBIX CPEACTB (B KOMIUIGKTE C KpBIMIKAMH) U3 TOJHATWICHA, WM B OaHKHU
MOJIUMEpPHBIE U3 TOJMATUJICHA WIH TOJMIPONWICHA ¢ BUHTOBOH TOPJIOBHHONW M KpBINIKOH
HABHHUYMBAEMOM W3 TOJIMATHIICHA ISl BUTAMUHOB U JISKAPCTBEHHBIX CPECTB.

Kaxxmyro Ganky wmm 1, 2, 3, 4, 5, 6, 7, 8, 9 wim 10 KOHTYpHBIX YITAKOBOK BMECTE C HHCTPYKITUSH

Mo MSJUIIUHCKOMY IIPUMCHCHHUIO IMMOMCIIAIOT B ITIAYKY KapTOHHYIO.

Y ciioBuA XpaHeHUs
IIpu Temmnepatype He Boime 30°C.

XPpaHHUTh B HETOCTYITHOM JIJISI JISTSH MecTe.

Cpok rogHocT
3 rona.

He IMMPUMCHATH IO HCTCUCHUHU CPpOKaA I'OJTHOCTH.

YceaoBus OTITYCKa

OTIyCKaroT 1O PeTenTy.

IIpouzBoaMTE IH:
AxnnoHepHoe obtmecTBo «Menucopo»
Opuanueckuii aapec: 614042, [lepmckuid kpai
15



Baanesenr pervcTpalitHioHHOTO

COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 30.11.2022 N= 27807

Mepns(JRGAEAHATENHOCTS 0001)

AJZpec MecTa OCYIEeCTBIICHUS IPOU3BOJCTBA!
Ilepmckuii kpait, r. llepms, yiu. Ilpuganbhas,

371. 16

yaocToBepeHust/OpraHmsani s, TPUHUMAIOIIAS

TpeTeH3HH MOTPeOUTe el :

AxnuonepHoe obmecTBo «Meaucopo»
IOpuanuecknii agpec: 614042, [lepmckuit kpai,
r. Ilepms, yi. ['anbniepuna, 1. 6

Ten/dakc: (342) 259-41-41

E-mail: info{@medisorb.ru

www.medisorb.ru
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