COOTBETCTEBYET ZKCNEPTHOMY OTUETY
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IO MEJUIIMHCKOMY NPUMEHEHUIO JJEKAPCTBEHHOI'O IIPEITAPATA

Buaaaraunrun Meaucop0

Perucrpanuonnbliii Homep: JII1-Ne(001516)-(PT"-RU)
Toprosoe HaumeHoBanue: Bungarnmunruan Menucop6
MexayHapoaHoe HeATEeHTOBAHHOE HAUMEHOBAHMe: BUJIATIUIITHH

JlekapcTBeHHas ¢opma: TabieTKU

Cocras

CocraB Ha 0IHY Ta0JIETKY:

leiicmeyowee sewjecmeo: puigarauntad 50,0 mr

Bcnomozamenvhvle 6ewjecmea:  1aKTO3bl MOHOTUIPAT, LEJUIIOI03a MHUKPOKPUCTAILIIMYECKAS
(tun 102), kapOOKCUMETUIIKpaxMai HaTpusl, MarHus creapat

Onucanue: Kpyribie MIoCKOUMIMHAPUYECKHE TaOJleTKH OeIoro WM MOYTH Oeloro IBera C

dackoii ¢ IByX CTOPOH.

(I)apMaKOTepaneBaneCKaﬂ rpymma: TrHUIOTIMKEMHUYCCKOC CpEeACTBO A TEPOpaIbHOTO

PUMEHEHHUS, AUMENTU NN THAa3bI-4 HHTHOUTOP.
Kox ATX: A10BHO02

DapMaKoJIOrHYecKue CBOMCTBA

MexaHu3m aelicTBUA

BuwnparnunTuH, — npeacraBuUTeNb  Kjacca  CTUMYJSITOPOB — OCTPOBKOBOTO  ammapara
NO/UKETYAOYHOM  JKenme3bl,  SBJISIETCS  MOIIHBIM M CEJIEKTUBHBIM  MHTHOUTOPOM
nunentaauinentuaasei-4 (JAI11-4), ynydimaomum TIMKeMAYEeCKUi KOHTPOosb. MHrnoupoBanme
Bunparmuntuaom JIII1-4 npuBoguT K yBeNMYEeHHIO Oa3aJbHOIO U MOCTIPaHIUAIbHOIO
SH/IOT€HHOT'O YPOBHSI MHKPETHHOBBIX TOPMOHOB TIitokaroHomnono6noro nenrtuga 1 (I'TII-1) u
TJIF0K0303aBUCUMOI0 MHCYIMHOTponHoro nonunentuaa (I'UII).

®apMakOAHHAMHKA

IIpn npumenenun BwigarmnTuHa B go3e 50-100 Mr B CyTKM y MAaIlMEHTOB C CaxapHBIM
muaberom 2 tuna (CJ] 2 tuma) otmedaercss yayuiieHHe (QYyHKUUU B-KIETOK MOJKEITYA0YHON
xene3pl. CTeneHb yaydileHus (YHKIMHM [-KIETOK 3aBUCUT OT CTEHNeHH MX HCXOJHOTO
noBpexJaeHus; Tak y jun 6e3 CJ| 2 Tuma (¢ HOpMaJbHON KOHIIEHTpalUell TII0KO3bl B IJIa3Me
KpPOBHM) BWJIJAIVIUITUH HE CTUMYJIUPYET CEKPEIUI0 MHCYJIMHA U HE CHI)KAeT KOHLEHTPALHUIO

TJIFOKO3BI.
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YYBCTBUTEIBHOCTh O-KJIETOK K IJIFOKO3€, YTO MPUBOIUT K YIYYIIEHUIO TJIHOKO303aBHCHUMOM
pEryJIiLiuy CeKpeluu riarokarona. CHUKEHUE MOBBIIIEHHON KOHLIEHTPALUK [JIIOKaroHa BO BpeMs
€Zlbl, B CBOIO 04€pE/lb, BHI3BIBACT YMEHBIICHUE HHCYJIUHOPE3UCTEHTHOCTH.

VBenn4yeHne COOTHOLICHUS MHCYJIMH/TJIIOKAroH Ha (OHE THIEPIiIMKeMHUH, OOYCIOBIECHHOE
nosbiieHeM KoHueHTpauuu ITIII-1 u I'MII, BbI3pIBaeT yMeEHbLIEHUE MPOAYKLHUHU TIIIOKO3bI
IIEYEHBIO KaK BO BPEMs, TaK U IOCJIE IpHUEMa MU, YTO IPUBOAUT K CHIXKEHUIO KOHLIEHTPALUU
[JIFOKO3BI B IIJIa3M€ KPOBH.

Kpome Toro, Ha (hoHe NpUMEHEHHs BWIJAIJIMITHHA OTMEYAaeTCs CHUXKEHUE KOHLIEHTPALUU
JUMKAJOB B TUIa3ME KPOBU IOCIE TMpHEMa MHIIH, OJHAKO 3TOT 3((deKT He cBs3aH C €ero
neiicteuem Ha [THI-1 wmm TUIl wu  yaydmenwem (QyHKIUH OCTPOBKOBBIX — KIIETOK
MOJKEITYJOYHOM KEIIE3bI.

N3BectHO, uyro mnoBbiueHue KoHueHTtpauuu [TIII-1 Moxer npuBOAMTH K 3aMENICHUIO
OTIOPOKHEHUS JKEITyIKa, OHAKO Ha ()OHE MPUMEHEHHs BUIIATIUNTHHA ogo0HoTr0 3ddekTa He
Ha0Jr01aeTCsl.

[Ipu nmpumenenun BwigariuntuHa y 5795 nanuentoB ¢ CJI 2 Tuma B TedyeHue 52 Henenb B
MOHOTEpaNnuyu WIM B KOMOMHAUUU C MET(HOPMUHOM, HMPOM3BOIHBIMU CYIb(OHUIMOUEBUHBI,
TUA30JIMIUHANOHOM, WJIM HWHCYJIMHOM OTMEYaJOCh JOCTOBEPHOE JUIMTEIBHOE CHU)KEHUE
KOHIICHTPALUH TIIMKUPOBaHHOTO reMorioouna (HbAlc) u riaroko3sl KpOBH HATOINAK.

[Tpu npuMeHeHUH KOMOMHAIIMM BUJIAANIMOTHHA U MET(hOpMUHA B Ka4eCTBE HayalbHOM Tepanuu
y nanueHtoB ¢ CJl 2 Tuma B TedyeHHe 24 Henenb OTMEYAIOCh [0303aBUCUMOE CHI)KEHHE
koHueHTpauuu HbAlc B cpaBHeHMHM ¢ MoOHOTepanueil AaHHbIMU mpenapatamu. Ciydau
Pa3BUTHSI TUIIOTJIMKEMHUH ObLIIM MUHUMAaJIbHBI B 00€UX TPYIax TepanuH.

IIpu npumeHenun BunparimntuHa B o3¢ 50 Mr 1 pa3 B CyTku B TeueHHE 6 MECSLEB Yy
narvenToB ¢ CJl 2 tuna ¢ HapyuieHueM (yHKIUHM MOYeK cpeaHel (CKOpOCTh KIyOOYKOBOM
dunsrpanmn (CK®) > 30, <50 mu/mun/1,73 M%) win wsoxenoit (CK® < 30 mu/mun/1,73 M%)
CTENEeHH OTMEYAJIOCh KIIMHUYECKH 3HAYUMOE CHIDKeHUEe KoHleHTpauuu HbAlc no cpaBHeHuto ¢
iane6o.

[lpu npumeHeHuu BuwinaraunTuHa B jgo3e 50 mMr 2 paza B CyTKM B KoMOMHaiuu c/6e3
Merdhopmunom(a) u uHCynuHOM(a) (cpemusisa moza 41 EJl/cyt) ObUTt0 MpOAEMOHCTPUPOBAHO
camwkenne mokazarens HDAlc ma 0,77% ot wucxommoro cpeanero 3HaueHus 8,8% co
CTaTUCTHUYECKH JTOCTOBEpHOW pasHuuel c mianedo 0,72%. Yactora TMIOrIMKEMUN B TpYIIe
BIWIJIATJIMIITHHA CpAaBHUMA C TaKOBOW B rpymnme ruiane6o. [Ipyn npuMeHeHnn BUIIIATIUNTHHA B

no3e 50 mr 2 pasa B CyTKM B KoMOMHauuu ¢ MeTdpopMuHoM (=1500 mr/cyT) u rimuMenupuaoMm
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(>4 Mr/cyT) OBIIO IOKa3aHO CTATHCTUYECKU 3HAUMMOE 'a{';{écel%'%ﬁgrglmlﬁgl'c fra 0U16% or

HCXOJHOI0 CpeHero 3HadeHus 8,8%.

DapMaKOKHHETHKA

Bcacvisanue

[Ipy mpueme BHYTPb HATOILAK BWJIJAIJIMITUH OBICTPO BCAChIBACTCA, a €ro MaKCHUMallbHas
KOHIIEHTpausa B 1mia3mMe KpoBU (Cpax) Hocturaercs udepe3 1,75 waca mocne mpuema. [lpu
OTHOBPEMEHHOM TMIpHEME C TMHIIeH CKOpocTh albcopOLMM BHIAATIMOTHHA CHUXKAETCS
HE3HAUUTENIbHO: OTMeUaeTcsi yMeHblIeHUEe Chax Ha 19% U yBenmueHne BpeMeH! ee TOCTUKEHUS
70 2,5 yacoB. OJiHaKO MpUeM IUILM HE OKa3bIBAeT BJIMSHUS HA CTENEHb aOCOPOLUY U IJIOLIAb
o2 KpuBoil «koHueHTpauusa-spems» (AUC).

BunparnunTus OBICTPO BCachIBaeTcs, a €ro abcooTHas OMOI0CTYITHOCTh TOCIIE IpUeMa BHYTPhb
coctaBisieT 85%. Chpax 1 AUC B TepaneBTHUUECKOM JAMana3zoHe 03 YBEIUYHMBAIOTCS IPUMEPHO
IPONOPLHUOHATIBHO J103€.

Pacnpeoenenue

Crenenp CBSI3bIBaHUS BUIIJATIMIITHHA ¢ OenKaMu 11a3Mbl KpoBu HU3Kas (9,3%). Bunnarmuntun
pacripesiesiseTcsi paBHOMEPHO MEXAy IJa3sMOW KpOBHM W spurpouutramu. Pacnpeznenenue
BIJIJIATJIMIITHHA IPOUCXOUT, IPEANOI0KHUTENBHO, SKCTPABACKYIISIPHO, 00BEM pacupeaeeHus B
PaBHOBECHOM COCTOSIHUU M0CJI€ BHYTPUBEHHOT0 BBesieHus (Vss) coctasisieT 71 1.

Memabonuzm

OCHOBHBIM ITyTe€M BBIBEJCHMs BWIJANIMOTHHA sBJIseTcs OvoTpaHcpopmauus. B opranuzme
yenoBeka 69% 103bl mpenapaTta mnojBepraercs OuorpaHchopmaruu. OCHOBHOW MeTabOIMUT
LAY151 (57% no3el) ¢apMakoJOTHYECKH HEAKTUBEH M SBISETCS MPOIYKTOM THUIPOIM3a
1rano-kommoHeHTa. Okoso 4% 10361 Ipenapara moJaBepracTcsi aMuIHOMY THAPOIIH3Y.

B noknuHMYecKUX MCCleoBaHUAX oTMeuaeTcs nosioxkutensHoe BiausHue JII1-4 Ha ruaponus
BWIJIATUNTHHA. Bunparmuntun merabonusupyercss 0e3 ydacTus HM30(EpMEHTOB IIMTOXpoMa
P450. Bunparnmuntae He sBisercs cyoctparom u3odepmentoB P450 (CYP), ne unrubupyer u
He UHAYLHpYeET n3odepmMeHTs! uToxpoma P450.

Buigeoenue

[Tocne mpuema mpemnapaTa BHYTpPh OKoJIO 85% 03Bl BbIBOAMTCA Houkamu U 15% — yepes
kumeyHuk. [louedynast sKckpelus HEM3MEHEHHOro BWIIAriunTuHa cocrasiseT 23%. [lpu
BHYTPUBEHHOM BBEJCHMM CPEIHUN MEpHOJ| TMOIYBBIBEACHHSI JIOCTMTaeT 2 4YacoB, OOIIMiA
IUTa3MEHHBIA KJIMPEHC M TOYEYHBIM KIMPEHC BUJIArMOTHHA cocTaBisitoT 41 n/u u 13 n/u
coorBercTBeHHO. Ilepnon momyswiBenenus (Tip) mocne mpueMa BHYTPh COCTaBISIET OKOJIO
3 gacoB, HE3aBUCHUMO OT JIO3HI.

CDapmaKOKuHemuKa 6 0cobbIX Cydasx
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VY mnauueHTOB ¢ HapyuleHHeM (QYHKUUU TIEYCHHM JIETKOM M CpeaHeW CTemeHell TsKecTu
(6-9 6amnoB no mkane Yaina-I1s10) mocie ogHOKPATHOTO NPUMEHEHHS Tperapara 0TMEYaeTCs
CHIDKeHHe OmomoctymHocTH BuwmarmunTuHa Ha 20% u 8% COOTBETCTBEHHO. Y TAIMEHTOB C
HapymieHueM (YHKIUU TedeHn Tsokeno cremeHu (10-12 6amnoB mo mikame Yaina-ITsio)
OMOJOCTYIHOCTh BWJIJAIVIMIITUHA MOBbIMAaeTcss Ha 22%. VYBeIMYEeHHWE WIM YMEHbIIECHUE
MaKCUMaJIbHOW OWMOMOCTYITHOCTH BWIJATVIMIITHHA, HEe mpeBbimatomiee 30%, He sBIsSeTCS
KIIMHUYECKH 3HaYMMbIM. Koppemnsaiuu Mex1y CTeNeHbl0 TSKECTH HapylleHud pyHKIUN MTeYeHH
1 OMOJOCTYIMHOCTBIO Iperapara He BBISABIICHO.

Ioueunasn nedocmamoynocmuo

VY manuweHToB ¢ HapylieHHeM (DYHKIMM TOYeK JIETKOH, cpemned wimm Tsokenou creneHn AUC
BUJIIATJIMIITHHA YBEJIMYUBANIACh 1O CPaBHEHHUIO CO 3A0POBBIMHU AoOpoBosbilamu B 1,4, 1,7 u
2 paza coorBerctBeHHO. AUC metabonuta LAY 151 yBenuuuBanace B 1,6, 3,2, u 7,3 pa3a, a
metabommura BQS867 — B 1,4, 2,7, u 7,3 pa3a y NaIlMeHTOB C HapyIICHHEM (YHKIIUU MMOYCK
JIETKOM, CpelHel U TSKeNIOoN CTereHel COOTBETCTBEHHO. OrpaHUYEHHbIE JaHHbIE Y MMallUEHTOB C
TePMHUHAIILHOM cTagueit xponudeckon 6one3nu nouek (XbII) yka3piBaroT Ha TO, UTO MOKa3aTeNu
JAHHOW TPYMIBI CXOXHU C TAKOBBIMU Yy TAIIMEHTOB C HapylleHHeM (YHKUIUU MOYEK THKEIOoN
crenenu. Konuentpauusa merabonura LAY151 y nanuenTtoB ¢ tepmuHanbHOM craauein XBII
yBeJIMYUBajach B 2-3 pa3a IO CPaBHEHHUIO C KOHIIEHTpAlMEeW y MalMeHTOB C HapylIEHUEM
(GYHKIMY MOYEK TSHKETIONW CTETeHH.

[lpy npumMeHeHHMM Tmpemapara y NAIMEHTOB C HapylmleHHeM (QYHKIHMU TOYEeK MOXKET
MOTpeOOBATHCS KOPPEKIIMS 1036I.

BoiBenenune BUNAArIMNTHHA IPU TEMOIMAIN3€ OTpaHUYEHO (depe3 4 yaca 1ocie 0JJHOKPATHOTO
npuema coctasisieT 3% MpH JUIUTEIBHOCTH MpoLeaypbl Oojee 3-4 4acoB).

Ilpumenenue y nayuenmos  so3pacme >65 iem

VY 310poBBIX MOKIIBIX JItojeH (> 70 net) obmiee Bo3aeiicTBue Bungarauntuaa (100 mr ogun pas
B CyTKHM) YyBelIMuuBajgocb Ha 32 %, Npu 3TOM NUKOBas KOHLEHTpalus B IJIa3Me KPOBU
yBenuuMBaiach Ha 18 % mo cpaBHEHMIO C MOJIOJBIMU 3/10poBbIMH M0/1bMU (18-40 net). Tem He
MEHEe O5TH H3MEHEHMsI HE CUUTAIOTCA KIMHUYECKH 3HauyuMbIMH. MHrubuposanue JII1I1-4
BUJIIATJIMIITHHOM HE 3aBUCHUT OT BO3pacTa IMalMeHTa B IMpejaesax MCCIeT0BaHHBIX BO3PACTHBIX
rpym.

Jemu

dapmMakOKHMHETHYECKHE 0COOEHHOCTH BUJIATTIMOTHHA y JeTel U MOAPOCTKOB Miiaame 18 ner He

YCTaHOBJIEHBI.

Iloka3zaHus K NIPUMEHEHHIO
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e B KauyecTBE MOHOTEpanuu B ciaydae HEdP(HEKTUBHOCTH MUETOTEPANUH U (HUIUICCKUX
YIPa)KHEHU N y [alUEHTOB c HaJIM4uEeM IIPOTUBOINIOKA3aHUN K
NPUMEHEHHUIO/HETIEPEHOCUMOCTH  METGOpMHHA WJIM B  ciay4ae HedPPEKTUBHOCTH
MeT(hopMHUHa;

® B KOMOHMHAIUHU C MET(hOPMHUHOM B Ka4eCTBE HAYAIbHON MEIMKaMEHTO3HOW TEPaIruu MpH
HE10CTaTOYHOM 3(PPEeKTUBHOCTU AUETOTEPAIUH U PUZUUECKUX YIIPAKHEHUI;

® B COCTaBe JIBYXKOMIIOHEHTHOH KOMOMHHPOBAHHOW Tepamuu: C MeT(HOPMUHOM HIIH
TUA30JUINHAMOHOM, WIM C UHCYJIMHOM B ciyyae HeI((EKTUBHOCTH AMETOTEpaIluy,
(bu3nUecKnX ynpaKHEHUH 1 MOHOTEpAINNU 3TUMHU IIpenapaTaMu;

® B COCTaBe€ JIBYXKOMIIOHEHTHOM KOMOMHHMpPOBAHHOM Tepamuu ¢ IPOU3BOIAHBIMU
CyIb(OHMUIMOYEBUHBI Y TMAMEHTOB C HEJIOCTATOYHBIM KOHTPOJIEM TJIMKEMUU Ha (OHE
MaKCHMaJbHO MEPEHOCUMOW J03bl IPOU3ZBOJHOIO CYJb()OHMUIMOYEBHHBI WIH IPU
HaJIMYUY IPOTHUBOINOKA3aHUHN K IPUMEHEHUIO/HENEPEHOCUMOCTH METPOPMHHA;

® B COCTaBe TPOWHON KOMOMHHPOBAHHOM Tepanmuu: B KOMOMHALMM C IPOU3BOJHBIMU
CyIb(OHUIMOUYEBUHBl U MET(HPOPMUHOM, y MALMEHTOB, paHee IOJyYaBIIUX TEPAIUIO
IPOM3BOJHBIMU CYJIb(OHUIMOYEBUHBI M MeT(GOpPMHHOM Ha (OHE IUETOTepanuu U
(GuU3NYECKUX YIPAKHEHUHN U HE JOCTUTIINX aJ€KBATHOTO KOHTPOJIS TJIMKEMUU;

e B cOCTaBe TPONHHONH KOMOWHUPOBAaHHON Tepamuu: B KOMOMHALMU C HMHCYJIMHOM U
MEeTGOPMHUHOM, y NAIMEHTOB, paHEEe IOJYYaBIIMX HHCYJUH B CTaOWIBHOW /03¢ |
MeThopMUH Ha (oHE AMeTOTepanuu U (U3MUECKUX YNPAKHEHWH, U HE JOCTUTIIUX

aZICKBATHOI'O KOHTPOJIA TNIMKEMHHU.

IIpoTuBonoka3zanus

e [unepuyyBCTBUTENHHOCTH K BHJIJATTUNTHHY U TIOOBIM APYTUM KOMIIOHEHTaM Ipernapara.

e Penko BecTpedaromiasicss HACIEICTBEHHAs HEMEPEHOCUMOCTh TajaKTO3bl, JACPHUIUT
JIAKTa3bl JIOMapei WK TIIF0K030-TallaKTO3Has! MallbaOCOpOIIHsL.

e bepeMeHHOCTH (B CBSI3H C HEAOCTATKOM COOTBETCTBYIOIINX JAHHBIX).

e ['pynHoe BckapMJIMBaHUE (B CBSI3HM C HEIOCTATKOM COOTBETCTBYIOIIMX JAHHBIX).

e CJI 1 tumna.

e OcTpplii WIM XPOHUYECKHH META0OMWYECKH arnuao3 (BKIOYAsS JUAO0CTHYECKUIN
KETOAIllU/103 B COYETAHHUM C KOMOW WM 0Oe3 TakoBoW). J[maGeTwyeckuii KeToarujao3
JOJKEH KOPPEKTUPOBAThCA HHCYNIHHOTepanuel. Jlakratanmumo3 (B TOM YHCIE B

aHaMHe3e).
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e Hapymenuss ¢yHKIMM TEYEHH, BKIIOHast Halfi@l;{%g EQ%%JM%'J&&%‘MO

IIEYCHOYHBIX» dhepMeHTOB (araHmHAMUHOTpPAHCEPA3BI (AJIT) WIIH
acriapraramuHoTpancdepasbl (ACT) B 3 u Oosee pa3 Bbllle BepXHEH I'paHHUIBI HOPMBI
(3xBI'H).

e Xponuueckas cepaeunas HemoctarodHocTh (XCH) IV dbynkumonansHoro kiacca (®K)
1o (yHKIIMOHATBHOU KJIacCU(UKAIINH wa-ﬁopKCKoﬁ KapHOJIOTMYECKON aCcCOLMAaLU
(NYHA) (BBHDy OTCYTCTBHS [aHHBIX KJIMHUYECKHUX MCCICIOBAHUNH O MPUMCHEHUU
BUJIIATJIMIITHHA Y 3TOW TPYMIIbI HAIlIEHTOB).

o Jlerckuit Bo3pact no 18 ner (9ddexTuBHOCTF M 0Oe€30macHOCTH Mpemapara He

YCTaHOBJICHBI).

C 0CTOPOKHOCTHIO

Crenyer ¢ OCTOPOKHOCTBIO MPUMEHSATH mnpernapar Buimarmuntun Meaucop0 y mamueHTOB ¢
OCTPBIM IAHKPEATUTOM B AaHAMHE3E.

[TockonbKy ONBIT MPUMEHEHMS] BWIIIATIMITUHA Y MAllMEHTOB ¢ TepMuHanbHOU cTaguent XbII,
HaxOoJAIIMXCA Ha TIeMOAMAIN3€ WIA HPOXOASIIUX MPOUEAYypY TIeMOANAIN3a, OrPAHHUYEH,
Mpernapar peKOMEHAYETCS IPUMEHSATh C OCTOPOKHOCTBIO Y JAHHOW KaTErOpUH MalMeHTOB.
[Tockonpky pnaHHble O mpuMeHeHMHM BuigarmuntuHa y mnanueHtToB ¢ XCH I ®K mo
knaccupukauun NYHA orpaHnuueHsl U HE MO3BOJISIOT ClelaThb OKOHYATEIbHBIH BBIBOI,

PEKOMEHAYECTCA C OCTOPOKHOCTBIO IPUMCHATH BUIAATIIMIITUH Yy TAITUCHTOB HaHHOﬁ KaTCroOpHHu.

IIpumeHeHne nNpu 6epeMEHHOCTH U B IEPHO/ TPYAHOT0 BCKAPMJIMBAHUSA

bepemeHHOCTD

JlocTaTOUHBIX JaHHBIX MO MPUMEHEHHIO BUIIATIMITHHA Y OEpEMEHHBIX HET, B CBSA3H C YeM
mpernapar NpOTUBOIOKAa3aH BO BpeMsi OEpeMEHHOCTH.

[lepuoa rpyIHOrO BCKapMIMBAHUS

BI/IJ'II[aFJ'II/IHTI/IH IMPOTHUBOIIOKA3aH B MCPUOJ I'PyAHOTO BCKAPpMIIMBAHUA, ITOCKOJIBKY HCU3BECTHO,
IMPOHUKACT JIM BUJIJATJIMIITUH B I'PYJHOC MOJIOKO y 4Y€JIOBCKaA.

DepTUabHOCTD

B HoxkIMHMYECKMX HCCIEI0BaHMAX OblIa BBHISBIICHA PECIPOAYKTUBHAA TOKCUYHOCTL IIpU

IMPUMCHCHHWHA B BBICOKHX 034X, HOTeHI_[PIaJIBHBIﬁ PHUCK I 4€JIOBEKA HCU3BCCTCH.

Cnocod npuMeHeHHsl U 103bl
o3y npenapara Bunnarnuntua Menucop6 crneayeT moaoupaTh HHAWBUIYaTbHO B 3aBUCUMOCTHU
0T 3((pEeKTUBHOCTH U IEPEHOCUMOCTH.

Bspocnvie
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PekoMeHayemas 103a Inpenapata Bunmaraumjus Mehﬂ&fs@ B i IE M @ SR :is':":;ffbﬂb.

MakcumanbHas cyTouHas A03a npenapara coctasisier 100 mr.

Hozy 50 mr/cyT cnexyer npuHUMaTh 1 pas B AeHb yTpoMm, 103y 100 Mr/cyT crneayer neiauTh Ha
2 npuema — no 50 Mr yrpoM u BeuepoMm. B ciydae mpomycka npuema mpemnapara clenyer
NPUHATH MPOMYIICHHYIO 03y Kak MOXHO ckopee. [Ipu »ToM crienyer uzberatb NPUHATHS
YZIBOEHHOM J103bl B O/IUH JI€Hb.

[Tpenapat Bungarmuntun Meaucopd NpUHUMAIOT BHYTPh HE3aBUCHMO OT MPHEMa ITHIIH.
Pekomenayemas no3a nmpernapata B MOHOTEpANUU WM B COCTaBe KOMOMHUPOBAHHON TEpaIuu C
MeT(HOPMUHOM, THA3OJIUINHINOHOM WM MHCYJIUHOM (B KOMOMHAIMK ¢ MET(HOPMUHOM MIIK O€3
MeThopmuHa), coctaBisieT S0 mr uiu 100 Mr B CyTKH.

Pexomennyemass mo3a mpemapata Bungarmuntua  MeamcopO B cocTaBe  JIBOMHOU
KOMOMHHMPOBAaHHOW Tepamuu ¢ mpenaparaMmu cyib(OHUIMOUYEBUHBI cocTaBiseT 50 mr 1 pa3 B
CyTKH yTpoM. B »Toli momynsuuu mnanueHToB 3(Q¢EeKTUBHOCTh Npenapara Bungarnuntux
Menucop6 B 1o3e 100 Mr B CyTKH ObLTa CXOJAHOU C TaKOBOM B J103€¢ 50 MI' B CyTKH.
PekomennmoBannass go3a mpenapara BwimarmuntuH Menucopd B cocTaBe  TPOMHOM
KOMOMHHMpPOBAaHHOW Tepanuu (BWIJATVIMITAH + TPOU3BOJHBIE CYIb()OHHUIMOYEBUHBI +
meThopMmuH) coctanisier 100 Mr B CyTKH.

Ecnu nmenu raMKeMHYecKoro KOHTPOJSL HE JOCTUTHYTHI Ha ()OHE NMPUMEHEHHUS MaKCHMallbHOU
cyrouHot ma03el 100 wmr, cregyer paccMOTPETh BO3MOXKHOCTh J00OaBlIEHHUS K Tepanuu
npenapatoM Bunparnmuntun Meaucop® Opyrux TUMOTIMKEMHUYECKUX IMpernapaToB, TaKUX, Kak
MeTHOPMUH, TPOU3BOIHBIE CYITb(POHUIMOUEBUHBI, THA30JIUIUHANOH WM HHCYITUH.

Oco0ble TPVIIIBI TAIMEHTOB

Tayuenmul ¢ napywenusamu hyHKyuu nouex

VY marnueHToB ¢ HapymeHueM (yHKIuU nouek jerkoi crenenu (CK® > 60 mun/mun/1,73 M2) u
cpeaneit crenenu ¢ CK® 50-60 mn/mun/1,73 M He TpeOyeTcst KOpPEKLUs peKknuMa J103UPOBAHUS
npenapara. Y TalMEHTOB ¢ HapymieHneM GyHKIUM modyek cpeaHed cremenn ¢ CKO®
30-50 wmu/mun/1,73 M? u mwkemoit cremenn (CK® <30 m/mun/1,73 M%), Brmouas
TepMUuHaNIBbHYI0 cTaauio XbII y manueHToB, HaXOASIMXCA HA FeMOAMAIN3€ WM MPOXOASIINX
npoleypy reMoinanu3a, mpenapat ciaeyeT IpuMeHsTh B 03e 50 Mr 1 pa3 B CyTKH.

Tayuenmul nodxcunoco 6o3pacma

VY nmanueHToB MOXKUIIOTO BO3pacTa He TpeOyeTcsl KOPPEKIHs pekuMa J03WPOBAaHMsS Mperapara
Bungarnuntua Meaucop0.

CTH
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mitajauie 18 et HeT, He PeKOMEHYeTCsl IPUMEHATh IIpenapar y NalueHTOB JaHHOW KaTeropuu

(cm. paznen «[IpoTuBONOKA3aHUSY).

ITo0ouyHOE nelicTBUE

[Ipn npuMeHeHNN BUIAATTIUIITHHA B MOHOTEPAIMY WIIM B KOMOMHAIIMY C IPYTUMHU IpenapaTaMu
OONBIIMHCTBO HexenarenbHbIX peakiuii (HP) Obimm cmabo BbIpaKeHBI, MMETU BpPEMEHHBIN
XapakTep U He TpeboBanu oTMeHbl Tepanuu. Koppensuun mexnay dactoroii HP u Bo3pacrom,
H0JIOM, ATHUYECKOW NPHHAIIICKHOCTHIO, MPOJODKUTEIBHOCTRIO MPUMEHEHUS WM PEXHMOM
JI03UPOBAHNS HE BBISBICHO.

YacroTra pa3BUTHS aHTHOHEBPOTUYECKOTO OTeKa Ha (poHE Teparnuu BUIIIATIUIITHHOM COCTaBIIsLIa
>1/10000, <I/1000 (rpamammsi «peako») M OblIa CXOAHOH C TaKOBOH B KOHTPOJBHOM TpyIIIIE.
HawnGornee gacTo ciy4an aHTHOHEBPOTHUECKOTO OTEKa OTMEYAINCh TIPH IPUMEHEHUH TIperapaTa
B KOMOHMHAIlMM C MHTMOMTOpaMH aHTHOTEH3WHIIpeBpamamomero ¢epmenta. B OonpmmHCTBE
CIIy4aeB aHTHOHEBPOTHYECKH OTEK OBbUI CpemHEed CTelNeHHW TSHKECTH U pa3peralcs
CaMOCTOSITENIFHO B XOZ€ MPOJIOIDKEHHS TEPAITH BUJIIATTUITHHOM.

Ha ¢one Tepanuu BUIAATIUITHHOM PEIKO OTMEYAINCH HAPYIICHUs QYHKIIMH MTeYeHH (BKIIOYast
rernaTut) OECCHUMITOMHOTO TEUeHHs. B OONBIIMHCTBE CilydyaeB JaHHBIE HApyLOICHUS W
OTKJIOHEHUS TOKa3aTelel (yHKIMM TEYEHH OT HOPMBI Pa3peIIMIUCh CaMOCTOATENBHO 0e3
OCJIOKHEHHUH TOCTIe MPEKpalleHusi Tepanuy npemnaparom. [lpu npuMeHeHHn BWIIATIUNTHHA B
no3e 50 mr 1 win 2 pa3a B CyTKH 4acTOTa YBEIMUYEHHsI aKTUBHOCTH «I1€YEHOUHBIX» ()epMEHTOB
(AJIT wmu ACT >3xBI'H) cocraBnsna 0,2% wunu 0,3% cooTBercTBeHHO (110 cpaBHeHHIO ¢ 0,2%
B KOHTPOJIBbHOMH rpymre). YBelIndeHne akTUBHOCTH «I1€Y€HOUYHBIX» (EPMEHTOB B OOJIBIIMHCTBE
cilyyaeB ObUIO OECCUMIITOMHBIM, HE NMPOTPECCHPOBATIO U HE COMPOBOXKAATIOCH XOJIECTa30M HIIU
JKENTYXOM.

HP pacnpenenensr no cucremHo-opraneiM kiaccam (COK). B mpenenax kaxxaod rpymmbsl
opraHoB u cuctem opraHoB HP nepeuncnens! B mopsijike yMEHbIIEHUS 4YaCTOThl BCTPEYaEMOCTH.
B mpenenax kaxmol rpymnmsl 4acToThl BeTpedaemocTd HP ykasaHbl B mopsiike yMEHBIIEHUS
TSKECTH.

J7ist OTleHKH 9acTOThI BcTpeuaeMocTi HP mcrnonp30Baimch crnenyromune KpUTeprul: 04eHb 4acTo
(>1/10), wacto (>1/100, <I/10), newacto (>1/1000, <I/100), penko (>1/10000, <I/1000), oueHn
penko (<1/10000), yacTota HeM3BeCTHA (ITOCKOJIBbKY COOOIIEHHUS MOJIY4YeHbI B JTOOPOBOJIHLHOM
MOPS/IKE OT MOMYJISIIMHA HEOTPEIEICHHOTO pa3Mepa, JOCTOBEPHO OIPENIEIUTh YaCTOTY PAa3BUTHUS
naHHbIX HP He mpencraBiseTcsi BOZMOXKHBIM, B CBSI3M C Ye€M OHHM KJIACCH(PHIIMPOBAHBI Kak
4acTOTa HEU3BECTHA).

IIpu npuMEHEHUH BHJIJIATIUITHHA B MOHOTEpAIIMHU
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pazsutueM HP (0,3%) Obima He BbImIe TakoBoi B rpymme mianebo (0,6%) uam mpenapara
cpaBuenus (0,5%).

Ha ¢one ™monorepanuu BunmarmuntuHoM B o3¢ 100 Mr B CyTKM dYacToTa pa3BUTHUS
TUINOIIMKEMUH 0Oe3 YBEJIMYEHHUS CTENEeHU TSHKeCTH cocTosiHusi cocraBimsuia  0,4%, dro
COIMOCTaBUMO C TIpenapaToM cpaBaeHus u miamnebo (0,2%).

Macca Tena He U3MEHSIACh MO CPABHEHHUIO C UCXOJIHON B KJIMHUYECKUX MCCIEIOBAHUAX, KOT/IA
BuwigarauntuH 100 Mr B CyTKM mpuUMEHsUIM B kadecTtBe MoHotepanuu (-0,3 kr u -1,3 kr B
rpynnax BUJIAATIUITHHA U 1a1e00 COOTBETCTBEHHO).

Hnghexyuu u unsazuu’: 09€Hb PeKO - MHPEKIINN BEPXHUX ABIXATEIBHBIX MMyTeH, Ha30(hapuHTHUT.
Hapywenusa memabonuzma u numanus: HEYaCTO - TUTIOTJINKEMHUSL.

Hapywenusa co cmoponvl HepsHOU cucmembl: 4acTO - TOJOBOKPYKEHHE; HEYACTO - TOJIOBHAs
0071b.

Hapywenus co cmopoHbl cocy0os: HE9acTo - epruQepruiecKnue OTeKH.

Kenyoouno-kuuieunvie napyueHus : He4acTo - 3a1op.

Hapywenus co cmopousbl mbluieunol, CKelemHOU U COeOUHUMENbHOU mMKAaHU: HEe4acTo -
apTpairus.

Jonrocpounble KIMHUYECKHE MCCICIOBAHUS MPOJOJDKUTEILHOCTRIO O 2 JIET HE BBISIBWIN
KaKuX-TH0O0 JOMOJHUTEIBHBIX OTKJIOHEHWH Tpoduias OC30MacHOCTH WM HEMPEIBHICHHBIX
PHUCKOB MpY IPUMEHEHUHU BUJIIATJIUIITHHA B MOHOTEPAITHH.

[Ipu npuMEHEHNY BUIAArIUITHHA B 03¢ 100 MI' B CYTKH B KOMOWHAIINH C Mer)ODMI/IHOM

[Tpu nmpumenenun BuigaraunTuHa B Ao3e 100 Mr/cyt B KOMOMHAIMM ¢ MET(HOPMHUHOM HIIU
m1anedo B coueTaHUU ¢ MET(GOPMHUHOM CITydyaeB OTMEHBI Tepamnuu B cBsi3u ¢ pazsurueM HP ne
OTMEYaJIOCh.

[Tpy mpuMeHeHMM BUIAArIMOTHHA B 03¢ 100 Mr B cyTku B KOMOMHAIMM ¢ METHOPMHHOM
THITOTJIMKEMHs oTMedaiach B 1 % ciyuaeB (B rpymme 1uiane6o + mergopmun Hedacto (0,4%)).
B rpynne npumMeHeHus BWIJArJIUMNTHHA HE HAOMIOAAIOCh Pa3BUTHS TMIOTVIMKEMHMH TSDKETION
CTETIECHH.

Macca Tena He M3MEHSIACh IO CPABHEHMIO C MCXOAHOW B KIMHMYECKUX HCCIIEIOBAaHUAX IIPU
npuMeHeHnn komOuHanuu BuigarnunTiuaa 100 mr B cytku u Metdopmuna (+0,2 xr u -1,0 xr B
rpynnax BUJIAATIMITHHA U J1a1e00 COOTBETCTBEHHO).

Hapywenusa memabonuzma u numarnus.: 94acTo - TUIIOTJINKEMHUS.

Hapywenus co cmoporbl HepsHOIL cucmembl. 4acTo - TPEMOP, TOJIOBHAs 00JIb, TOJIOBOKPY>KEHHE;
HEYAacTO - OBBIIIEHHAS] YTOMJISIEMOCTb.

Kenyoouno-kuuieunvie napyuieHus: 9acTo - TOIHOTA.
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KaKuX-TH00 JOMOJHUTENBHBIX OTKJIOHEHWH mpoduis Oe30MacHOCTH WM HEeMpeIBUICHHBIX
PHUCKOB MPY TPUMEHEHUHU BIWIIATJIUNITUHA B KOMOWHAIIUU ¢ MET(DOPMHUHOM.

W3ydyeHre npuMeHEeHUs KOMOWHAIMKM BWIJArVIMITHHA U MET(GOpPMHHA B KauecTBE CTapTOBOI
tepanun npu CJ| 2 Tuma HE BBIABWIO OTKJIOHCHHH mpoduiiss O€30MacHOCTH MM
HEMpPEABUICHHBIX PUCKOB.

HDI/I OPUMCHCHUHN BWJIAAIJIMIITHHA B J03€ 50 MI‘/CVT B KOM6I/IHaHI/II/I C NIpPOU3BOAHBIMH

CVJ'IB(bOHI/IJ'IMOLICBI/IHBI

[Tpu npuMeHeHNH BUIIAraunTHHA B 03¢ 50 Mr/cyT B KOMOMHAIMU C TIMMENUPUIOM 4YacTOTa
OTMEHBI Tepanuu B cBA3M ¢ pazsutueM HP cocrasisna 0,6% (mmo cpaBHenuto ¢ 0% B rpymme
TIIAMETUPH + 11a11e0o).

YacroTra pa3BUTHS THIOTIMKEMHUH MAIMEHTOB, MOJYYaBIIMX BHIJArIUOTHH B 103¢ 50 mr/cyt
BMECTE C MIHMMenupuaoM, cocrasmna 1,2% (mo cpaBuenuto ¢ 0,6% B rpymnme miuanebo +
mmMenvpua). B rpymnme  npuMeHeHWs  BWIArJIUNTHHA HE  HAOMIOJANIOCh  Pa3BUTHSA
TUTIOTJIMKEMHH TSHKEJION CTETICHHU.

Macca Tena He U3MEHSIACh IO CPABHEHHIO C UCXOAHON B KIIMHUYECKUX MCCIETOBAHMIX, KOT/Ia
BUJIIAMJIMITHH B 03¢ 50 Mr ouH pa3 B cyTku AoOaBmsiin K rmumenupuny (-0,1 kr u -0,4 xr B
rpynnax BUJIAAMIMIITHHA U IJ1a1e00 COOTBETCTBEHHO).

HUngpexyuu u unéasuu: 09€Hb pEAKO - HA30(PaPUHTUT.

Hapywenusa memabonuzma u numarnus’ 4acto - TUIOTJIMKEMHUS.

Hapywenus co cmopoHul HepaHOll cucmempl. 4acTo - TPEMOP, TOJIOBHAsI 00Jb, TOJIOBOKPYKEHUE,
aCTEeHMSL.

Kenyoouno-kuuieunvie napyueHus : He4acTo - 3amop.

[Ipyu npuMEHEHNY BUAAATIUITHHA B 03¢ 100 MI' B CYTKH B KOMOMHAIIMK ¢ THA30JUINHIMOHOM

[Tpu npumeHeHnun BwinaraunTuHa B jpo3e 100 mr/cyr + THA30MUMAMHAMOH M Iianebo +
THUA30JIMIMHANOH CIIy4aeB OTMEHBI Tepanuu B cBs3U ¢ pa3ButueM HP He otmeuanocs.

[Tpu npuMeHeHun BUAAArIUNTUHA B 103€¢ 100 Mr B CyTKH + MHOMIMTAa30H OTMEYAJIOCh Pa3BUTHE
runoraukemun B 0,6% ciryyaeB, a y MalMeHToB, MOTy4YaBUIMX IU1anedo + MuoriaurasoH, - B 1,9%
ciyyaeB. B rpynmne mpumeHeHus BWIAAINIMOTHHA HE HAONIOJAIOCh PA3BUTHUS TMIIOTIMKEMUU
TSYKEJION CTETICHH.

B wuccienoBanum npHMEHEHHUs BWJIJArJUNOTHHA B KadyecTBE JIOMOJHUTENBHOM Tepanmuu K
NUOTJIMTa30Hy a0COMIOTHOE YBEJIMYEHHE Macchl Teja B Tpymne Imianedo W BHIAANIMIOTHHA

100 mr B cyTku coctaBuiio 1,4 u 2,7 KT COOTBETCTBEHHO.
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4acToTa pa3BUTHs Nepupeprudeckux OTEKOB cocTaBisuia 7% (mo cpaBHeHHIO ¢ 2,5% Ha QoHe
MOHOTEpAINUU MTHOTIUTA30HOM).

Hapywenus memabonusma u numauvua. 9acTO - YBEIWYEHHE MAacChl TeNla; HEYacTo -
THITOTJINKEMHSL.

Hapywenus co cmoponbl HepeHOUl cucmeMpl: HEYacTO - TOJI0BHAsE O0JIb, ACTCHUS.

Hapywenus co cmoponwsl cocy0og: 4acTo - nepudepudecknue OTeKH.

[Ipy npuMEHEHHH BUJIIATJIMIITHHA B o3¢ 50 Mr 2 pa3a B CYTKH B KOMOMHAIIMH C HHCYJIIMHOM (C

MeThHOPMHUHOM WK 0€3 HEro)

[Tpu npuMeHeHNH MpenapaTa B KOMOWHAIIUY C HHCYJIMHOM (B KOMOMHAIMH ¢ METPOPMUHOM UITU
0e3 MmerdopMHHA) YacTOTa OTMEHBI Tepamuu BeienctBue paszputus HP Obuta paBna 0,3% B
rpyIIe Tepanuy BUIIATIUIITHHOM, B TPYIINE IUIanedo caydyaeB OTMEHBI TEPAIuU He ObLIO.

[Tpu npuMeHeHnH penapara B KOMOWHAIIMK C HHCYJIMHOM (B KOMOWHAIMK ¢ MET(HOPMHUHOM HITH
0e3 MeT(hopMHHA) HE OTMEYAIIOCH YBEIIMUCHHSI PUCKA PAa3BUTHS THIIOTJIMKEMHUH 110 CPABHEHHUIO C
KoMOuHanuel miamnedo + uacynuH (14% B rpynmne BunarmntaHa U 16,4% B rpymie miamne6o).
VY 2 panueHToB B TpylIe BWIJATTUOTHHA W Y 6 MAallMEHTOB B rpynne mianebo pa3BUiach
THITOTJIMKEMHS TSKETION CTETICHH.

Ha mMoMeHT 3aBepIieHUs UCCIICOBAHMSI MpEnapaT HE OKa3bIBal BIUSHUS HA CPEIHIOI Maccy
Tena (Macca Tena yBenudmiach Ha +0,6 KT o CpaBHEHUIO C UCXOJAHOM B IPYIIE BIWIJATJIUIITHHA,
a B rpyrire mwianedo ocTagach HEU3MEHHOM ).

Hapywenus memabonuzma u numanus: 4acTo - TUIIOTIIUKEMHUSL.

Hapywenus co cmopoHbl HepeHOUL cucmempl. 9acTo - TOJIOBHAs 00JIb, 03HOO.
JKenyoouno-kuweynvle HapywieHus. 4YacTo - TOIIHOTA, TacTpol3odareanbHbI pedirokc;
HEYacTo - Auapesi, METEOPHU3M.

[Ipn nprMEeHEHNH BUIAATIUIITHHA B 103¢ 50 MT jiBa pa3a B ACHb B KOMOHMHAIINH C npéaaparamMm

CYIbMDOHMIMOYEBHUHBI 1 METHOPMHUHOM

CnyyaeB OTMeHBl mpemnapaTa, cBa3aHHbIX ¢ HP B rpynme KoMOMHUMpPOBaHHOHN Tepanuu
BIWIJIATJIMIITUHOM, MET(GOPMMHOM U TNIMMENMPHUIOM, OTMeueHo He Obuio. B rpymme
KOMOMHUPOBaHHON Tepanuu Iuianedo, METGOPMUHOM U TNIMMENHPHUIOM YacTOTa OTMEHBI
npemnapara, cBa3anHoi ¢ HP, cocrasuina 0,6%.

['unornukemust oTMmedanach 4yacto B oOeux rpynmax (5,1% B Tpynme KOMOWHHPOBAHHOW
Tepanuy BWIAAMIMOTHHOM, MeETGOPMMHOM U riaumenupuaoMm u  1,9% B rpymme
KOMOMHUPOBaHHOM Tepanuu Iutanebo, MeTGOpMHHOM U TIuMenupuiaom). B rpymme

BUWJIIJArJIUIITHHA OTMEYEH OJUH 31130/ T'MIIOTTIMKEMHUN TSDKEJION CTEIICHH.
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(+0,6 xr B rpynmne BuigariauntuHa u -0,1 Kr B rpynmne miane6o).

Hapywenusa memaboauzma u numanus: 9acTo - TUIIOTJINKEMHUS.

Hapywenus co cmopoHbl nepeHoli cucmempl. 4acTo - TOJIOBOKPYKEHHUE, TPEMOP.
Hapywenus co cmoponbl Kodicu u nOOKOMCHBIX MKAHEl. YaCTO - THUIIEPrUIpO3.
Obwue napywienus u peakyuu 8 mecme 66e0eHUs: 4acTO - ACTCHUS.

HOCTDGI‘I/ICTD&I.[I/IOHHBIC UCCIaCcaO0BaHUA

Bo Bpems npoBeneHUs MOCTPETUCTPALIMOHHBIX UCCIIEIOBAaHUN ObUIH BBISBIICHBI cienyomue HP
(TIOCKOJIbKY COOOIIEHUS MOJIYYEHbI B I0OPOBOJILHOM MOPSAIKE OT MOMYJISIUU HEONPEAeIEHHOTO
pasmepa, JOCTOBEpPHO ONPEACIIMTh YacTOTy pa3BuTus JAaHHbIx HP He mnpencrasnsercs
BO3MOXKHBIM, B CBSI3U C U€M OHH KJIACCU(PHUIIUPOBAHBI KaK «4aCTOTa HEM3BECTHAY).
Kemyoouno-kuuieunvie HapyuieHus  4acTOTa HEU3BECTHA - TAHKPEATHT.

HapymeHuﬂ CO CMOpPOHbL nevyerHu u cheﬂ’{€8b1600}ll/l4ux nymeﬁ: qaCcTOTa HECU3BCCTHA - I'CIIaTUT
(pa3pelmmBIIMICS CAMOCTOSITEILHO TOCIIE OTMEHBI JICKAPCTBEHHOTO Ipernapara), MOBBIIICHHE
AKTUBHOCTH «IICYCHOYHBIX» (EPMECHTOB (pa3pelinBIIEeCs CaMOCTOSATEIBHO TIOCIE OTMEHBI
JIEKapCTBEHHOT'O IIpernapara).

HapymeHuﬂ CO CNMOPOHbL KOJMCU U NOOKOJICHBIX MKaHell: 4acTOTa HEU3BECTHA - KpaliliBHHUIIA,
sKc(oNMAaTUBHOE W OYyJUIE3HOE MOPAXKEHUS KOXKU, BKIFOUYas OYJUIC3HBIM MeM(UTrona, KOKHBINA
BACKYJUT.

HapymeHuﬂ CO CMmMOpPOHbL Mblu/lellHOI:i, cKenemmnol U COeOUHUMENbHOU MKAHU. YacToTa

HCHU3BCCTHA - MUAJITUA.

Ilepeno3supoBka

CumMnToMbl

Bunarnuntus Xopomo nepeHoCUTCs pH MpUMeHeHUH B 103e 10 200 mMr/cyT.

[Tpu mpumenenun npenapata B o3¢ 400 mr/cyt moxer HaOar0AaThCs 00JIb B MBIIIIAX, PEAKO
JETKUe M TPAH3UTOpPHBIE MApECTEe3UH, JMXOPaaKa, OTEKM M TPAH3UTOPHOE IIOBBIILICHUE
akTuBHOCTH Jmnasbl (Bbime BI'H B 2 paza). Ilpu yBenuueHuM 1036l BWIJATJIUOTHHA [0
600 Mr/cyT BO3MOXHO pa3BUTHE OTEKOB KOHEYHOCTEH, COIPOBOKIAIOIIUXCS MApecTe3us MU U
MOBBIIIEHUEM AaKTHUBHOCTH KpeaTuHpochokuHassl, C-peakTHMBHOTO Oeilka M MHOIJIOOMHA,
aktuBHOCTH ACT. Bece cuMNTOMBI Mepeio3upOBKH U U3MEHEHUs J1abOpaTOPHBIX IMOKa3aTeseit

o0paTuMBbl TIOcye MpeKpalleHns IPUMEHEHUs IIpernapara.
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COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 16.10.2024 Nz :
Tewere (NOCNENOBATENBHOCTL

BriBenenue npenapara U3 opraHuzMa ¢ NOMOULIbIO AMaln3a MajioBeposiTHO. OIHAKO OCHOBHOM
rUIpOIU3HBIN MeTabonut BuiaaraunTuaa (LAY 151) MoxkeT ObITh yaaneH U3 OpraHu3Ma ImyTeM

reMoauainsa.

B3aumopneiicTBHe ¢ APYTMMH JIEKAPCTBEHHBIMH CPEACTBAMH

BunparnmunTus o01agaeT HU3KUM MOTEHIMAIOM JIEKAPCTBEHHOTO B3aUMOICHCTBUSI.

[TockonbKy BHIIATTUNTHH HE sBIsETCS cybcrtpatoM ¢epmentoB nuroxpoma P450 (CYP), a
TaKXe He MHTUOMpYeT M He MHIYLUUpPYET 3TH (PEpMEHTHI, B3aUMOJEHCTBUE BHIIATIMUIITHHA C
JIEKapCTBEHHBIMM IIperapaTtaMH, KOTOpbIE SBISIOTCA CyOcTpaTaMH, HWHTHOMTOpaMH WM
unaykropamu P450 (CYP), manosepositHO. [Ipy 0JHOBpeMEHHOM NPUMEHEHUM BUJIAIVIUIITUH
TaKK€ HE BIIMAET Ha CKOpOCTb MeTaldojM3Ma MpenaparoB, SBISAIOIIUXCS cyOcTparaMu
depmentoB: CYP1A2, CYP2CS8, CYP2C9, CYP2C19, CYP2D6, CYP2E1 u CYP3A4/5.
KnuHuyeckn 3HaYMMOro B3aMMOJCHCTBUS BWIIJAIJIMIITUHA C IIperaparamu, HauOolsiee 4acTo
ucnojp3yemMbiMu nipu siedeHuu CJ1 2 tuna (rambeHKIaMuI0M, TUOTJINTa30HOM, METPOPMUHOM)
WIA O0JQJAIONMMH  y3KHUM TEpAreBTUYECKUM JIHANa3oHoOM (aMJIOJUIHHOM, JIUTOKCHHOM,
pPaMHUIIPUIIOM, CUMBAaCTaTHUHOM, BaJlcapTaHOM, Bap(hapHHOM) HE YCTaHOBJIEHO.

Tuasuapl, IIIOKOKOPTUKOCTEPOMJBI,  Ipenaparbl TIOPMOHOB  INUTOBUIHOM  JKEJE3bl,
CUMIATOMUMETUKH MOIYT CHMKaTh TMIIOINIMKEMUYECKOE JEWCTBUE BUJATNIMIITHHA, KaK U
JPYTUX MepOpaTbHBIX MPOTUBOANA0ETUIECKHX MPETIapaToB.

YacToTa pa3BUTHSA aHTHOHEBPOTUYECKOTO OTeKa Oblila BBILIE IPU OAHOBPEMEHHOM MPUMEHEHUU
BIWIJIATJIMIITHHA C MHTUOMTOpAaMH aHTMOTEH3HHIIpEBpallaioniero (epMeHTa, Mpu 3ToOM Obuia
CXOJHOW C TaKOBOH B KOHTPOJBHOW rpymne. B OoibmMHCTBE ciay4yaeB aHIMOHEBPOTUYECKUI
OTEeK OBLI CpelHEW CTENEHU TSHKECTH U pa3pelialicss caMOCTOATEIbHO B XOJ/€ MPOJOJIKEHUS

TCpaliiv BUILAATTIUIITUHOM.

OcoO0ble ykazanus

B noxnuHHUYECKHX HCCIENOBaHMSIX NpU IpUMEHEeHUH B Jo03ax, B 200 pa3 mpeBbIIIArOMIMX
peKoMeHAyeMbIE JJIs YeJIOBEKa, IIperapar He BbI3bIBaJl HApYIIEHUH (DepTHIILHOCTH.

[Tpr HEOOXOIMMOCTH MHCYJIMHOTEPANUU BUIAATTUOTUH MPUMEHSIOT TOJBKO B KOMOMHAIMM C
uHcynuHoM. [IpenapaT npotuBonokasan y nauueHToB ¢ CJ{ 1 nnm asis iedeHus A1abeTndeckoro
KEToaIu1103a.

Cepoeynas nedocmamo4Hocms

[Tockonpky naHHBIE O NpUMEHEHHMH BuiaraunTuHa y namueHtoB ¢ XCH III ®K no
knaccupukanun NYHA orpanuueHsl W HE MO3BOJSIOT CHENaTh OKOHYATEIbHBIH BBIBOJ,

PEKOMEHAYETCA C OCTOPOKHOCTBIO IPUMEHATH BUJIAATITIUIITHH Y TIAIUCHTOB HaHHOﬁ KaTCropuu.
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COOTBETCTEYET ZKCNEPTHOMY OTYETY
ot 16.10.2024 N2 22659 N
He pekomenayercs mnpUMEHEHHE BUJAATIMITHHA W'ﬂai}llge; o 1= %A C v 1@le) o

kinaccupukanun  NYHA, BBUAYy OTCYTCTBUSL JaHHBIX KJIMHHUYECKUX HCCIECAOBAaHUN O

MMPUMCHCHUHN BUJIAAITIUIITHHA Y TAIUCHTOB 9TOM IpyIIbIL.

Hapywenus ¢pynkyuu nevenu

ITockonbKky B pegkux ciydasx HpU NPUMEHEHHHM BWIJATVIUIITHHA OTMEYAJIOCh IOBBILICHUE
AaKTUBHOCTH aMuHOTpaHc(epa3 (Kak mpaBwio, 0e3 KIMHUYECKUX TPOSBICHHIA), Tepen
IIPUMEHEHUEM BWIJAIVIMIITHHA, & TaK)K€ M PEryjlsipHO B XOJA€ IEpPBOr0 roja IPUMEHEHUs
npernapata (1 pa3 B 3 Mecsma), peKOMEHIYeTCs OMNPENeNaTh OMOXUMHYECKHE I0Ka3aTeIn
¢byukun nedeHu. [Ipu BbIABIEHUU TOBBINICHHUS AKTUBHOCTH aMHHOTpaHcdepas ciemyeT
IIPOBECTU IIOBTOPHOE HCCIIENOBAHKE C LIEJIBbIO MOATBEPKICHUS pe3yiIbTaTa, a 3aTeM PEryJIspHO
IIPOBOJIUTH ONpEACTICHIEe OMOXUMUYECKUX TTOKa3aTeNell (yHKINHU TIEYSeHH IO UX HOPMaJIU3alliu.
Ecnu npessitnenne aktuBHOCTH ACT unu AJIT B 3 unm Oonee pa3 Boitie BI'H moarepxkaeHo
MIOBTOPHBIM HCCJIEI0BAHUEM, IIPENapaT peKOMEHAYETCS OTMEHUTb.

[Ipr pa3BUTHM KEITYXW WIM JPYIHMX MPU3HAKOB HapylleHWs (QYHKIUW TeYeHH Ha (OHE
IIPUMEHEHNs BWIJATVIMIITHHA TEPAIMIO IPEenaparoM ClIeqyeT HEMEUIEHHO Ipekpatuth. [locie
HOpMAaJTH3aIUH MoKa3areneil GyHKINY eYeHH JIeYeHHUEe PernapaToM BO30OHOBIIATH HENb3SL.
Tunoanuxemus

W3BecTHO, 4TO TpenapaTsl  CyAb(OHUIMOYEBHHBI MOTYT IPOBOLIMPOBATH  Pa3BUTHE
runornukemMun. CylecTByeT pUCK pa3BUTHS TMIIOTJIMKEMUN MPU OJHOBPEMEHHOM IIPUMEHEHUU
BUJIATJIMIITHHA C TpenaparamMud  cylb(oHuIMoueBUHBL. [Ipn  HEOOXOAMMOCTH  clieqyeT
paccMOTpeTh BO3MOKHOCTh CHMKEHMS JI03bl IMpenapaToB CyJIb(OHUIMOUYEBUHBI C IEJIbIO
MUHHUMH3UPOBATH PUCK PA3BUTHUS TUTIOTIUKEMUH.

Ocmpeulii nankpeamum

[IpuMeHeHre BWIJATIMOTHHA CBSI3aHO C PUCKOM pa3BUTUA OCTpPOro mnaHkpearuta. Cremyer
npornH(OPMUPOBATh MAIMEHTa O CHUMITOMAaxX, XapaKTepHBIX A OCTporo maHkpearuta. [Ipum
MOJO3PEHUM HAa OCTPBIM IAaHKPEAaTUT BUJAATJIUMITHH ClIeAyeT OTMEHHTb. He crnenyer
BO300HOBJISATh TEPANHUIO BUJIIATJIMIITUHOM, €CIM OCTPbI MaHKPEaTUT ObUI MOATBEPXKACH. Y
MalMEeHTOB C OCTPbIM MAaHKPEATUTOM B aHAMHE3€ MPUMEHATh BWIJATIUOTUHH CIEAYyeT C
OCTOPOKHOCTBIO.

BcnoMorarenpHble BEIECTBA

[Ipenapar Bunpgarnmuntun Menucopb comepXHUT jgakTo3bl MoHoruzapat. [lanuentam c penko
BCTpEYaIolIeiics HACIEeICTBEHHON HEMEepeHOCUMOCTbIO TajakTo3bl, Je(UIIUTOM JAKTa3bl
Jonapei MM TIIIOKO30-TAlaKTO3HOW ManbabcopOuuel He clieAyeT NMPUHUMATh 3TOT Ipernapar

(cM. pazaen «[IpoTHBOMOKA3aAHHS).
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ot 16.10.2024 N= 22653

BiiusiHHe HA CIIOCOOHOCTD YIPABJISATHL TPAHCIH DPTHLIMN ChefTRANH, MexHishamt. - /o)

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

HccnenoBanust BAMSHUS BWIJATIMITHHA HA CHOCOOHOCTh YHPABJIATH TPAHCIIOPTHBIMHU
CpeAcTBaMHU WM pabOTaTh C MEXaHU3MaMHU HE MPOBOAMIKCH. [Ipy pa3BUTHH TOJTOBOKpPYKEHHS
Ha (oHE NpUMEHEHHUs IMpernapara MNalUeHTaM He CIEAyeT YOPaBIsATh TPAHCIOPTHBIMU

cp€acTBaMu U1 pa6OTaTB C ME€XaHHu3MaMU.

dopMa BbINIYCKa

Tabnetku 50 wmr.

I[To 7, 10 wmm 14 TabseTrok B KOHTYPHYI SYCHKOBYH) YIAKOBKY U3 IUIEHKH
MOJIMBUHWJIXJIOPUAHON WU MOJMBUHUIXJIOPUAHON/TIOIMBUHUINACHXJIOPUIHON U QOJbIU
AJTIOMUHHUEBOM NI€YaTHOM JTaKUPOBAHHOM.

ITo 10, 14, 20, 28, 30, 50, 56, 60, 90, 100, 112 wmm 120 TabneTok B OAHKH MOJIMMEPHBIC IS
JICKaPCTBEHHBIX CPEICTB (B KOMIUIEKTE C KpBINIKAMH) W3 TMOJMATUJICHA, WIM B OaHKU
MOJIMMEPHBIE M3 MOJIMATUIIEHA WM MOJIMIPONWIEHA C BHUHTOBOM TOPJIOBUHOM M KpPBILIKOH
HAaBUHYMBAEMOM U3 TIOJIMATUIICHA JIJII BATAMUHOB U JICKAPCTBEHHBIX CPE/CTB.

Kaxnyro 6anky wim 1, 2, 3,4, 5, 6,7, 8, 9 miu 10 KOHTYpHBIX SYCHKOBBIX YIAKOBOK BMECTE C

HHCTPYKHHCﬁ 110 MEAUITUHCKOMY IIPUMCHCHHUIO ITOMCIIAIOT B MTAYKYy KaAPTOHHYIO.

YciaoBus xpanenust
ITpu Temneparype He Boie 30°C.

XpaHUTb B HETOCTYITHOM JUIsl IETEH MECTE.

Cpoxk rognocTu
3 roxa.

He MNPUMCEHATH MO UCTCUCHUHN CPpOKa rOAHOCTH.

YcaoBust ornycka

OTnyckaroT 1o penenty.

IIpousBoauTenb:

Axk1uoHepHoe obmiectBo «Meaucopo»

IOpunnaecknii anpec: 614101, [Mepmckuii kpaid, T.0. [lepmckuii, T. [lepms, yi. [lpuvansHas,
n.1b, k. 1

Anpec MecTa OCYyILIECTBIEHHS IPOU3BOJICTBA!

[Tepmckwuii kpait, r.0. [lepmckuid, T. I[lepmb, yin. [lpuyanshas, a. 16, k. 3

Baanesienr perucTpanuoHHoOro yaocroBepeHusi/Opranu3anusi, NPUHUMAKOIIAS NPeTeH3Un
noTpeduTeIeH:
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AxmmoHepHoe obmectBo «Menucopo»

COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 16.10.2024 N= 22653
(NMOCNEOOBATENEHOCTE 0006)

KOpuanueckwnii anpec: 614101, ITepmckuii kpaif, r.0. [lepmckuid, r. [lepmsb, yiu. [IpuyansHas,

n.1b, k. 1
Ten/dbakc: +7 (342) 259-41-41

E-mail: info@medisorb.ru

www.medisorb.ru

16



mailto:info@medisorb.ru
http://www.medisorb.ru/

