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OBILAS XAPAKTEPUCTHKA JIEKAPCTBEHITO

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITIAPATA

Bunnexinumn, 50 mr, TabiaeTKH.

2. KAUECTBEHHBI 1 KOJTUYECTBEHHBI COCTAB

JelicTByrol€€ BEUIECTBO: BUILAATJIMIITHH.

Kaxxnas tabnerka comepxut 50 Mr BUIAarIunTHHA.

BcnomorarenbHbie BelllecTBa, HaJUYME KOTOPBIX HAJAO YUYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: jlaktosa (cM. pasuen 4.4.).

[TonHbll epeyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEJICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TalOeTku.
Kpyribie TBOSKOBBITYKIIBIE TA0JIETKH OT O€JI0T0 IO CBETIIO-KEIITOrO IBETA.

4. KIMHUYECKHUE JAHHBIE
4.1. Tloxka3aHusi K NpUMeHEeHHUI0

JlexapcTBeHHBIN NpenapaT Bunjgeknun nokasad K IpUMEHEHUIO IIPU caxapHOM Aualere 2 Tura

y B3pOCIIBIX MMALUEHTOB (B COYETAHUU C AUETOTepanuel 1 GU3nIeCKUMH yIpaKkHEHUSMH):

e B KauecTBe MOHOTEpanuu B ciydae He3()(PEKTHBHOCTH JUETOTepanuu U (HPU3HYECKHX
yIOpaXHEHWH Yy TANMEeHTOB C HAJIMYMEM NPOTHBONOKA3aHMH K  MPUMEHEHHIO/
HEMEepeHOCUMOCTH MET(POPMHHA WU B ciiydae HeA(PPEKTUBHOCTH METPOPMHUHA;

e B KOMOMHaIMM ¢ MEeTGOPMUHOM B KauecTBE Ha4aJIbHOM MEJUKAMEHTO3HOM Tepanuu Ipu
HEIOCTaTOYHOH 3(pPEKTUBHOCTH AUETOTEPANTUHU U (PUZNIECKUX YIPAKHEHU,

® B COCTaBe JIBYXKOMIIOHEHTHOW KOMOMHHMPOBAHHOW Tepamuu: ¢ METPOPMHHOM WU
TUA30JUIMHANOHOM, WM C HMHCYJMHOM B ciydyae He3(p(EeKTHUBHOCTH JHETOTEepamnuH,
($u3NYECKUX YIPaKHEHUI 1 MOHOTEpANK 3TUMU MpenapaTaMu;

e B COCTaB€ JIBYXKOMIIOHEHTHOW KOMOMHHMpPOBAaHHOW Tepalud C  I[POU3BOJHBIMU
CyJIb(OHMIMOUEBUHBI Yy MAIMEHTOB C HEIOCTaTOYHBIM KOHTPOJEM TIJHKEMHM Ha (oHE
MaKCHMaJIbHO MEPEHOCUMOMN J103bl TPOU3BOJHOTO CYIb()OHWIMOUYEBUHBI WM MPU HATUYUU
IPOTHBOINOKA3aHUN K MPUMEHEHNIO/ HEMEPEHOCUMOCTH MET(GOPMHUHA;

e B cocTaBe TPOWHOW KOMOMHMPOBAHHOW Tepaluu: B KOMOMHALMM C HPOU3BOJHBIMU
Cyab()OHWIMOYEBUHBl U METPOPMUHOM, Yy TAIMEHTOB, paHEE IOJIY4aBIIUX TEPaAIUIO
IPOM3BOJIHBIMU  CYJIb(OHUIMOYEBUHB M METGOPMUHOM Ha (QOHE AMETOTEepanuu |
(bu3NYECKUX YIPaKHEHUH, U HE JOCTUTIINX aJJeKBaTHOTO KOHTPOJIS TIIUKEMUU;

e B cOCTaBeé TpPOMHONW KOMOMHMpPOBAaHHOM Tepanuu: B KOMOMHALMU C WHCYJIUHOM H
MeTGOPMUHOM, Yy TMAallMeHTOB, paHee IMOJy4yaBIIUX HHCYJIMH B CTaOWIBHOH J103€ U
MeTGopMHUH Ha QoHe aueToTepanuu H (U3NYECKUX YIPAKHEHWH, M HE JOCTUTIINX
aJIeKBaTHOT'O KOHTPOJIS TIIMKEMUU.

4.2.  PexuM J103HPOBAHMS M CIIOCOD MPUMEHEHHUS

Pexxum f103upoBanus
Ho3y mnpemnapata Bungeknun criemxyeT mnoaduparh HHAWBUAYAIHRHO B 3aBUCUMOCTH OT
3¢ (HEeKTUBHOCTH M TEPEHOCUMOCTH.

Pexomennyemas nosa mpenapara Bunnpexknun 50 mr 1 wnm 2 pasa B cyTkH. MakcumainbHas
cyTouHas fo03a cocrasiser 100 mr.

Pexomenryemas j103a mpemnapara B MOHOTEpAaMH WIM B COCTaBe KOMOMHUPOBAHHOM Teparuu ¢
MeTHOPMUHOM, THAZ0JIUIUHANOHOM WM MHCYIMHOM (B KOMOMHAIIMN ¢ METQPOPMUHOM UIU 0e3
MeThopMuHa), coctaBiser S0 mr win 100 Mr B CyTKH.
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PexoMennyemas no3a npemnapara Bunaeknumn B [cOCTaBe 'EEBI%HMBE6J}E/BBJEEAHJET$DH&%H C

npernapaTamu Cyib(pOHUIMOUEBUHBI cocTaBisieT 50 mr 1 pa3 B cyTku yrpoM. B 3Toit momynsiuu
nanueHToB 3¢dexkTuBHOCTh npemnapata Bumaexknun B mo3e 100 Mr B cyTku Obuta CXOJHOU C
TakoBOM B 103¢ 50 MI' B CyTKH.

PexomenioBanHas f03a npenapara Busiiekiaun B coctaBe TPOWHOM KOMOMHUPOBAHHON TEpaITUH
(BUIAArIMOTUH + MPOMU3BOJHBIE CYIb(OHMUIMOUYEBUHBI + MeT(hopMuH) cocrapiser 100 mr B
CYTKH.

Ecan LEJIN TNIMKEMHUYCCKOI'O KOHTPOJIA HC AOCTUIHYTBI Ha (bOHe MMPUMCHCHU A MaKCHUMaJIbHOM
cyrouHoi nmo3bl 100 Mr, cieayer paccMOTPeTh BO3MOXHOCTb JOOaBlIEHHs K Tepanuu
npenapaToM Buinexnun Apyrux TUIOTIMKEMUYECKHX IpenapaToB, TaKUX, KaK MET(HOPMHH,
IPOM3BOJIHBIE CYJIb()OHMIMOUYEBUHBI, THA30JUANHINOHB! WM UHCYJIUH.

Oco0blIe rpyniibl HalMEHTOB

Tlayuenmui nosicunoeo eospacma

VY MmanueHTOB MOXKUIIOTO BO3pacTa He TPeOyeTcs KOPPEKIHs pPekMMa JTO3UPOBaHUs IMpernapara
Bunnexmumn.

THayuenmoi ¢ Hapywenuem hyHKyuu novex

VY mnanueHTOB ¢ HapylieHHeM (YHKIUU TOYeK JIETKOH cTeneHH (CKOPOCTh KIyOOUKOBOM
dunsrpamun (CK®) > 60 mn/mun/1,73 M%) u cpexneii crenenu ¢ CK® 50 — 60 mn/mun/1,73 M2
He TpeOyeTcss KOppeKLIHMH peXuma TO03UpOBaHUs Mpemnapara. Y MalMEeHTOB C HapylIeHHEM
(ynxmun mouex cpenneii crenenn ¢ CK® 30 — 50 mn/mun/1,73 M? u Txenoii crenenn (CK®
<30 mu/mur/1,73 M?), BKTIOYAs TEPMUHAIBHYIO CTaNIO XpOHUUECKoii Gonesnn nodek (XBIT), y
NAIMEeHTOB, HAXOMSIIUXCS HAa TeMOAMAIM3€ WIM MPOXOMSIMX IPOLUEAYPY TE€MOIUAIIN3a,
mpemnapar cieayeT npuMeHsTh B 103e 50 mr 1 pa3 B cyTku.

eTH
[Tpumenenue npenapata y gereii 10 18 net npotuBomnokazaHo. IPpPeKTUBHOCTh U O€30MaCHOCTh
npernapara B JaHHOW BO3paCTHOM I'PYIIIE HE YCTaHOBJICHA.

Crioco6 nmpuMeHeHus

Jo3y 50 mr/cyt cnengyer npuHuMarh 1 pa3 B 1eHb yTpoM, 103y 100 Mr/cyT cienyer neiauTh Ha 2
npuema — 1o 50 Mr yrpom u BedepoM. B cityuae npomycka npuema npenapara cieayeT IpUHATh
IPOMYIIEHHYI0 103y Kak MOXKHO ckopee. [Ipu sToM cremyer m3berath NpUHSTHS YIABOSCHHOM
J103bI B OIH JICHb.

IIpenapar Bunpexknun npuHUMaOT BHYTPb HE3aBUCUMO OT IIPHEMa IHILH.

4.3. TIIporuBomoKa3aHusi

e ['unepyyBCTBUTEIBHOCTb K BUJIIAIVIUIITUHY WU K JIIOOBIM BCIIOMOTaTEIbHBIM BELIECTBAM,
TepEYHCIICHHBIM B pazjene 6.1.;

e  (Caxapwnsrii muabet 1 Tuma;

e OcTpblii WM XPOHUYECKUN METAOOTUYECKUN anu103 (BKIIOYas AHabeTUUeCKUu KeToalu 103
B COYETaHMM C KOMOM wnm ©Oe3 TakoBoi). JlnabeTrmueckuit Keroanuao3 JOJKEH
KOPPEKTUPOBAThCSI UHCYJIMHOTepanueil. JlakraTaumios3 (B TOM 4ucie U B aHaMHE3e);

e Hapymenuss QyHKOIMM TIeUYeHW, BKJIIOYAs TAIMEHTOB C TOBBIIIEHHOH aKTUBHOCTHIO
«IIEYEHOYHBIX» (bepMeHTOB (amaHnHaMUHOTpaHChEpasbl (AJIT) WIH
acnaptaramuHoTpanchepassl (ACT) B 3 u Oosee pa3 BbIlle BEPXHEW TPaHUIBI HOPMBI,
(3xBI'H);

e  Xponuueckas cepaeuynas HegoctarouHocts (XCH) IV ¢ynkmumonansnoro kinacca (OK) mo
dyHKuMOHANBHON  Kmaccupukamuu  Hpro-Mopkckoif  KapaHONOrHYeckoif  accolparuu
(NYHA) (BBHIy OTCYTCTBHSI JaHHBIX KJIMHHYECKUX MCCIEIOBAHUNA O TPUMEHEHUH
BIWJIIATJIUITAHA Y 9TOW TPYIIITBHI AIIHEHTOB).
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4.4, OcoOble ykazaHus M Mepbl IIPEIOCTOP MHOCTﬁme}'HBﬂMF: i

Oco0bple yKa3aHusd

B MOKIMHHYECKMX HCCICAOBAaHHMIX IMPH NPUMEHEHHH B J03aX, B 200 pa3 IpeBBIMIAOIINX
pPEKOMEH/IyeMbIe [T YelI0BeKa, MpernapaT He BbI3bIBAI HApYIIEHUH (pepTHILHOCTH.

[Tpr HEOOXOIUMOCTH WHCYJIMHOTEPAIIUU BHIAATIAITHH MPUMEHSIOT TOJIBKO B KOMOHHAILIUU C
uHCynuHOM. [IpenapaT mpoTuBONOKa3aH y MAallMEHTOB C CaXapHbIM auadeToM | Tuma wid Juist
JIeYEeHHs JUa0ETHUECKOr0 KETOAIM03a.

CepaeyHas HEIOCTaTOYHOCTh

[TockonbKy naHHblE O HOpuUMEHEeHWM BuigarunTuHa y mnanueHtoB ¢ XCH III ®K mo
knaccupukanmn NYHA orpanwueHbl W HE TO3BOJIIOT CJHENaTh OKOHYATEIBHBIA BBHIBO/I,
PEKOMEHYETCSI C OCTOPOKHOCTHIO MPUMEHATHh BUJIJATVIMITUH Y TAIUCHTOB JaHHON KaTErOpUH.
He pekomennyercs mnpuMeHenue BwiaarnunTuHa y mnamueHtoB ¢ XCH IV ®©K mno
kinaccupukanmu NYHA, BBUIYy OTCYTCTBUS JIaHHBIX KIWHUYECKHX HCCICIOBAaHUUA O
MPUMEHEHUU BUJIJATJIUIITUHA Y TAIUEHTOB 3TOU IPYIIIHI.

Hapymenus @yHkimy noyex

ITockonbKy OIBIT MPUMEHEHMS BWIJAIVIMITUHA Y MAlUEHTOB ¢ TepMuHanbHOW craguenn XbII,
HaxXOJAIIMXCS Ha TIEeMOJMAIN3€ WIM MPOXOAAIIUX NPOUEAypy TIeMOAMaln3a, OIPaHUYEH,
Ipenapar peKOMEHIyeTCsl IPUMEHATh ¢ OCTOPOKHOCTBIO Y IAHHOW KaTerOpPUH MaIllMEHTOB.

Hapymenus GpyHKIMM neyeHn

ITockonbKy B pegkux cCily4asx IpU NPUMEHEHMM BWIJAIVIMNTHHA OTMEYAJIOCH IOBBILICHUE
aKTUBHOCTH aMuHOTpaHc(hepa3 (Kak mpaBwio, 0e3 KIMHUYECKUX NpOsBIEHUil), nepex
IIPUMEHEHUEM BWIJAIVIAIITHHA, a TaK)K€ M PEryjlsipHO B XOJ€ IEpPBOr0 roja NPUMEHEHUS
npenapata (1 pa3 B 3 Mecsla), peKOMEHAYETCs OIpeleNaTh OMOXMMHUYECKUE I10Ka3aTesln
¢yHkuu nedeHu. [Ipu BbIABIEHUM NOBBILIEHUS AKTUBHOCTH aMUHOTpaHCc(epas Cleayer
IIPOBECTU NOBTOPHOE UCCIIEJOBAHME C LIEIbIO MOATBEPIKACHUS PE3yJbTaTa, a 3aTEM PETYISIPHO
IPOBOJUTH OTpe/ieieHre ONOXUMHUECKUX TIOKa3areneld (yHKIUU TeUSHH 0 X HOPMAaIH3allHH.
Ecnu npessitenne aktuBHoctd ACT umu AJIT B 3 nnm 6onee pa3 Boime BI'H noarsepxieHo
ITOBTOPHBIM HCCJIEA0BAHUEM, MPENAPAT PEKOMEHAYETCS OTMEHUTb.

[lpr pa3BUTHM KEATYXW WIM JAPYIMX NPU3HAKOB HapyIIeHUs (QYHKLIMU TEeYeHH Ha (QoHe
IIPUMEHEHNs BWIJATJIMIITHHA TEPANUIO IPEnapaToM ClIeAyeT HEMEUIEHHO IpekpaTuTh. [locie
HOpMaJIM3aIiK MoKa3aTeae QyHKIMY eUYeHH JIeueHUe MPernapaToM BO30OHOBIIATE HEIb34.

I'mmiornukemMus

W3BecTHO, 4YTO mpemaparbl CyAb(QOHWIMOYEBHMHBI MOTYT TMPOBOLIMPOBATH Pa3BUTHE
runoriukeMuu. CylecTByeT pUCK Pa3BUTHUS TUIOTJIMKEMUN TIPH OJHOBPEMEHHOM MPUMEHEHUHN
BUJIATJIMIITHHA C TpernaparaMd  Cylb(QOHUIMOYEBUHBL. [Ipu HEOOXOAMMOCTH CcledyeT
paccMOTpPETh BO3MOXKHOCTh CHIDKEHHUS JIO3bl MpEnapaToB CyJb(QOHHIMOYEBUHBI C IEIBIO
MHUHUMHU3UPOBATH PUCK PA3BUTHUS TUIIOTIIMKEMUU.

OcCTpbIi TaHKPEATUT

[IpuMeHeHre BUIAATIUNTHHA CBSI3aHO C PUCKOM pa3BUTUA OCTPOro mnaHkpearura. Ciemyer
MporH(GOPMHUPOBATH TAIMEHTA O CHUMIITOMAaX, XapaKTEPHBIX MJIs OCTporo maHkpeatuta. [lpum
MOJIO3PEHUH Ha OCTPBIM MaHKpEaTUT Mpernapar cleAyeT OTMEHUTh. He ciemyeT BO30OHOBISATH
Tepanuio, €CJIM OCTPHIN MAHKPEaTUT ObLT MOATBEPKIACH. Y MAIMEHTOB C OCTPHIM IMMAHKPEATUTOM
B aHaMHEe3€ NPUMEHATh BUIJATJIUIITAH CIEAYET C OCTOPOKHOCTHIO.

BcnomorareibHBIE BENECTBA

Jlakmo3sa

[TatmeHTaM C peAaKo BCTPEYAOUIEHCS HACIEICTBEHHOM HENEPEHOCUMOCThIO TalaKTO3bl,
neUIUTOM JaKTa3bl JIOMAped WM TIIOKO30-TATaKTO3HOW ManbaOcopOIueil He cleayer
IIPUHUMATH JTOT IIperapar.
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yeTaApATAME = H - IDVIHE “BUIBI

B3auMOAeliCTBUA

BI/IJ'II[al"J'II/IHTI/IH 06naz[aeT HHU3KHM IIOTCHIHAJIOM JICKAPCTBECHHOI'O B3aHMOﬂCﬁCTBHﬂ.

[TockoNbKY BHIJATTUOTHH HE sBIseTCs cyoctparom (epmentoB muroxpoma P450 (CYP), a
TaK)Ke HE MHTUOMPYET M HE MHIYUUPYET 3TH (DepMEHTHI, B3aUMOJCHCTBHE BWIJATIMIITUHA C
JICKapCTBEHHBIMU IIperapaTaMu, KOTOpbIE SIBISIIOTCS CyOCTpaTaMu, HWHTHMOMTOpaMu WU
unaykropamu P450 (CYP), manoBepositho. [Ipy 0qHOBpeMEHHOM MPUMEHEHHH BHJIATJIMITHH
TakkKe HE BIHAET HAa CKOPOCTh MeTaboyi3Ma NpernaparoB, SBIAIOIIUXCS cyOcTpataMu
depmentoB: CYP1A2, CYP2CS8, CYP2C9, CYP2C19, CYP2D6, CYP2E1 u CYP3A4/5.

Kiuaudeckn 3HAYMMOTO B3aWMOJICHCTBHS BWINATIUNTHHA C TperaparaMy, Hambosee 4acTo
ucnoip3yemMbiMu Tipu siedeHun CJI 2 tuna (raubeHkiIaMuaoM, MHOTTIMTa30HOM, MET(HOPMUHOM)
Wi  00NaaIMKUMH  Y3KUM TEPANeBTUYECCKUM JHAMa30HOM (aMJIOJUIIMHOM, JUTOKCHHOM,
paMHIPUIIOM, CUMBAaCTaTUHOM, BaJicapTaHOM, Bap(apruHOM) HE YCTaHOBJICHO.

TI/IaSI/II[bI, TIFOKOKOPTHUKOCTCPOUABI, IpeIiaparTbl TOPMOHOB IHHTOBHHHOﬁ KEJIC3hbI,
CUMIIATOMUMCTUKN MOTYT CHHXXAThb THIIOTJIMKEMHWYCCKOC I[GI\/JICTBI/IG BUJAarjivmiTiHa, KakKk H
APYrux nepopajibHbIX HpOTI/IBOI[I/Ia6eTI/I‘leCKI/IX nperapaToB.

YacToTa pa3BUTHUSA aHTMOHEBPOTUYECKOI'O OTEeKa OblIa BbILIE IPU OAHOBPEMEHHOM NPUMEHEHUH
BIWIJIATJIMIITHHA ¢ MHTHOMTOpaMH aHTHOTeH3MHNpeBpamiaoomero gepmenra (AIlD), mpu sTom
Obula CXOOHOM C TakoBOM B KOHTpPOJbHOM rTpynme. B  OosblmimHcTBE — cilyuaeB
AQHTMOHEBPOTUYECKUN OTEK OBLI CpPEeJHEH CTENEHW TSHKECTH M Pa3peIancs CaMOCTOSTEIHHO B
X0/J1€ IPOAOJKEHUS TEPANINU BUJIIATJIAIITUHOM.

4.6. DepTUIBHOCTDH, 0€PEMEHHOCTH H JAKTAIMS

bepemeHHOCTD

JlocTaTOYHBIX JaHHBIX MO MPUMEHEHHWIO BUJIATJIMITHHA y OEpEMEHHBIX HET, B CBS3M C UeM
mpernapaTr IpOTHUBOIOKA3aH BO BpeMsi OCPEMEHHOCTH. B TOKIMHHYECKUX MCCICAOBAHUSX ObLIa
BBISIBJICHA PEMPOAYKTUBHAS TOKCUYHOCTH MPHU MPUMEHEHUH B BBICOKUX J103aX, NOTEHIIUATbHBIN
PHCK JUTS YeJIOBEKa HEM3BECTEH.

Jlakranus

BungarnmunTiH MPOTHBOIIOKA3aH B MEPUOJ TPYJAHOTO BCKapMIITMBAHUS, TIOCKOJIBKY HEH3BECTHO,
MIPOHUKAET JIM BUIAATIIMIITAH B TPYIHOE MOJIOKO Y YETIOBEKa.

4.7. BuusiHHe Ha CNIOCOOHOCTH YNPABJAATH TPAHCIIOPTHBIMHM CPeJICTBAMH U padoTaTrh ¢
MeXaHu3MaMHu

WccnenoBanust BAMSHUS BWIJArJMITHHA HA CHOCOOHOCTh YHPAaBIATh TPAaHCHOPTHBIMU
CpeJICTBaMHU WM padoTaTh ¢ MEXaHU3MaMH He MPOBOIWINCH. [Ipu pa3BUTUU T'OJIOBOKPYKEHUS
Ha (oHEe NpUMEHEHHs I[pernapara MNalMEeHTaM He CJeayeT YIPaBJIATh TPaHCHOPTHBIMU
CpeJCTBaMU WK paboTaTh C MEXaHU3MaMH.

4.8. HexeaaTeabHble peakuu

Pestome npoduiis 6e3onacHoCTH

[Tpr mpuMEeHEeHNH BUIIIATTTUNITAHHA B MOHOTEPAITHY WJIM B KOMOWHAIIMY C JPYTHMH IIperiapaTaMu
OOJBIIMHCTBO HEXKETATENbHBIX PEAKIM ObLTH ClIad0 BBIPAYKEHBI, UMEIIN BPEMEHHBIA XapakTep
U He TpeOOBaM OTMEHBI Tepamuu. Koppensmuu MexIy 4acTOTONH HEKENaTeIbHBIX pPeaKIni
(HP) wu BoO3pacToM, TMOJOM, OSTHHYECKOW MPHHAJICKHOCTHIO, MPOJOKUTEIBHOCTHIO
MPUMEHEHHUS WM PEKUMOM JIO3UPOBAHMSI HE BBISBIICHO.

YacroTa pa3BUTHS aHTHOHEBPOTUYECKOTO OTEKa Ha (DOHE Tepanuu BUJIIATJIMIITHHOM COCTABIISIIA
>1/10000, <1/1000 (rpamammsi «penko») u OblIa CXOTHOW ¢ TAaKOBOMW B KOHTPOJBHOW TpYIIIIE.
Haubonee yacTo ciydyan aHTHOHEBPOTUUYECKOTO OTE€KAa OTMEYATUCh P MPUMEHEHHH Tpernapara
B KOMOMHAmMM C WHTHOMTOpaMH aHTHOTEH3WHIIpeBpamtaroniero ¢epmenta (AIlD). B
OOJNBIIMHCTBE CIIy4aeB aHTHOHEBPOTUYECKUH OTEK OBLI CpelHed CTeMeHH TAKECTH U
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Ha ¢one Tepanuu BUIAArTUOTHHOM PEAKO OTMEYAINCh HAPYIIEHUS (GYHKINU TIeUCHH (BKmoqa;I
renatut) OECCUMOTOMHOTO Te4yeHHs. B OOJIbIIMHCTBE Ciy4yaeB JaHHbIE HapyLIECHUS U
OTKJIOHEHUS TOKa3aTeNe (yHKIMU TEYEHH OT HOPMBI Pa3pelIIUCh CaMOCTOATEIbHO 0e3
OCIIO’)KHEHUH T0Cle MpeKpalleHus Tepanuu npenapatoM. [lpu npuMeHeHUU BUIJAriUNTHHA B
no3e 50 mr 1 wim 2 pa3a B CyTKM 4acTOTa YBEIMUYCHHSI aKTUBHOCTH «I1€YEHOYHBIX» ()epMEHTOB
(AJIT mnn ACT >3xBI'H) cocrasmsina 0,2 % u 0,3 % coorBercTBeHHO (110 cpaBHeHuio ¢ 0,2 % B
KOHTPOJILHON TpynIe). YBeTUYeHUE aKTHBHOCTHU «IIE€YCHOYHBIX» (PEPMEHTOB B OOJBLIMHCTBE
ciydaeB ObUIO OECCHMIITOMHBIM, HE MPOTPECCUPOBAIIO U HE COMPOBOXKAATIOCH XOJIECTa30M WU
JKEINTYXOM.

HP crpynmupoBaHbl B COOTBETCTBUU ¢ Kiaccudukanueir opraHoB u cucreM opraHoB MedDRA.
B mpepemax kaxaoW rpynmsl OpraHoB M cucrem opraHoB HP mnepeuuncnensl B mopsake
YMEHbILIEHUSI YaCTOThl BCTpEUYaeMOCTU. B mpezgenax Ka)kIoW TPYIIbl YacTOThl BCTPEYAEMOCTH
HP yka3aHbl B IOpsAJIKE YMEHBIICHHUS TSKECTH.

JI1s OLIEHKH 4YacTOThl BCTPEYAEMOCTH HEXeNaTeIbHBIX PEeaKUil MCHOJIb30BAINUCH CIEIYIOIINE
Kputepuu: o4deHb dacto (>1/10), gacro (=1/100, no <1/10), mewacto (=1/1000, o <1/100),
peako (>1/10000, mo <1/1000), ouenr peako (<1/10000), yacTora Hen3BecTHA (Ha OCHOBAaHHUH
UMEIOLINXCS JaHHBIX OLEHUTh HEBO3MOXKHO).

[Tpyu npuUMEeHEeHNH BUJIAATIUNTHHA B MOHOTEPANIUU

[Tpu npumeHeHnn BuiarmunTrHA B 103¢ 100 Mr B CyTKM 4acTOTa OTMEHBI TEPAIH B CBSI3U C
pa3BuUTHEM HexenaTenbHbIX peakiuii (0,3 %) Obuia He BhIle TakoBOU B rpymme miaredo (0,6 %)
uiu npemnapara cpaaenus (0,5 %).

Ha ¢one ™monorepanuu BuimarmuntuHoM B 1o3¢ 100 Mr B CyTKM 4YacToTa pa3BUTHS
TUTIOTJIMKEMUU 0€3 yBEJIMYEHUsI CTENEeHH TsDKeCTH cocrosinusa coctaBmsia 0,4 %, dto
COIOCTaBUMO C IpenapaToM cpaBHeHus u iamedo (0,2 %).

Macca Tena He U3MEHSJIach 10 CPABHEHUIO C MUCXOTHOW B KIMHUYECKHUX HCCIICIOBAHHSIX, KOTIA
BuiaaruntaH 100 Mr B cyTKM mpuMeHsUIM B KadectBe MoHoTepanuu (-0,3 xr u -1,3 kr B
rpynnax BUJIAATIMIITHHA U IJ1a1e00 COOTBETCTBEHHO).

Hngpexyuu u uneasuu
Ouenb penko: NH(EKINHY BEPXHUX AbIXaTEIbHBIX MMyTeH, Ha30()apUHTUT

Hapywenus memabonuzma u numanus
HeuacTo: rumnorimkemMus

Hapywenus co cmoponvl nepsHoti cucmembl
Yacro: roJIoBOKpyKeHue
Heuacro: ronoBHas 60716

Hapywenus co cmoponwl cocyoos
Heuacto: nepudepuyeckue oreku

Kenyoouno-kuuieunvie HapyuleHus
Heuacro: 3amop

Hapywenus co cmoponul mbiueunotl, ckeiemHotl u cOeOUHUMeNbHOU MKAHU
Heuacro: aprpanrus

HonrocpquHe KIIMHUYCCKUE HCCICAOBAHUA IMMPOAOJIKUTCIBHOCTBIO 10 2 JIeT HE BBISBUIIHN
KaKHX-TH00 JOIIOJITHUTCIIbHBIX OTKJIOHEHUI HpO(I)I/IJBI 0C30IMaCHOCTH HIIN HEMIPCABUACHHBIX
PHUCKOB IIPU MPUMCHCHHUHU BUJIJArJIMIITUHA B MOHOTCPAIIUH.

IIpu npuMeHeHnn BumarnuoTHa B 103€ 100 Mr B CYTKM B KOMOMHAIINY ¢ METHOPMUHOM

[Tpu nmpumenenuun BuigaraunTuHa B no3e 100 mr/cytr B koMOMHAIUMM ¢ MET(GOPMHHOM WU
wianebo B COYETaHMH € MET(HOPMUHOM CIydyaeB OTMEHBI TEepalld B CBSI3U C pPa3BUTHEM
HEXENATeNbHBIX PEaKIUi HE OTMEYaJoCh.



COOTBETCTEBYET JKCNEPTHOMY OTYETY
ot 17.06.2025 4y

IIpy nmpumenenuun BungariauntTuHa B aoze 100 _mr B é%n?%ﬁﬂ%H&{w T_d)ltl)ﬁk/ll‘PI'IHOM

TUIIOTIIMKEMHs oTMedanack B 1 % cinyyaeB (B rpymme ruanebo + merdpopmun — Hedacto (0,4
%)). B rpynne mnpuMeHeHMs BWIAANIMOTHHA HE HAOIIOAAIOCh pa3BUTUS TUIOTJIMKEMUU
TSYKEJIOU CTEIICHH.

Macca Tena He M3MEHAIACh MO CPAaBHEHUIO C UCXOAHOM B KIMHUYECKHUX HCCIIEAOBAHUIX NPHU
npuMeHeHnr KomOuHarmu Buinarauntusa 100 mr B cytku u Metdopmuna (+ 0,2 kr u - 1,0 kr B
rpynnax BUJIJArIMITHHA U I1J1a11€00 COOTBETCTBEHHO).

Hapywenusa memabonuzma u numanus
Yacro: runoraukeMust

Hapywenus co cmoponvl HepeHoll cucmembl
Yacro: Tpemop, royioBHasi 60J1b, TOJIOBOKPYKEHHE
Heuacro: noBslillIeHHAs] YTOMIISIEMOCTD

JKenyoouno-Kuueunvie HapyuleHus
Yacro: TomHoTa

Jlonrocpoysbsle KIMHUYECKHUE HCCIEAOBAHUSA NPOJOJDKUTEIBHOCTBIO O 2 JIET HE BBIIBUIN
KaKUX-THOO JIOTIOJTHUTENBHBIX OTKJIOHEHHHA MpoQmiIs Oe30MacHOCTH WM HENpeIBUICHHBIX
PHUCKOB IIPY IPUMEHEHNH BUJIAATIUIITHUHA B KOMOUHAIIMY C MET(HOPMUHOM.

W3yueHne mpuMeHEHUs: KOMOWHAIMHM BWJIAATIHMITAHA M MeT(QOpMHHA B KayecTBE CTApTOBOU
Tepanuy MpU caxapHoOM Auadere 2 TUIA He BbISIBHIO OTKJIOHEHUH mpo¢uiis 6e300acHOCTH WK
HEIPEABUIECHHBIX PUCKOB.

[Ipy nmpuMeHeHUHM BHIAAraunThHA B go3¢ 50 MI B CYTKH B KOMOMHAIIMH C IIPOMU3BOAHBIMU

CYJIb()OHUJIMOUYEBUHBI

[Tpyr mpuMeHeHHH BWIINATIUNTHHA B 03¢ 50 MI/CyT B KOMOMHAIIMU C TIMMEMUPUIOM YacTOTa
OTMEHBI TEpaluu B CBSA3M C DPA3BUTHEM HEXeNaTeldbHbIX peakuui cocraBmsia 0,6 % (mo
cpaBueHuio ¢ 0 % B rpyrne rmuMenupu + mianebo).

YacTtoTa pa3BUTHs THUIOITMKEMHH y NAllMEHTOB, MOIYYaBIINX BUJIJATJIUOTHH B 03¢ 50 Mmr/cyt
BMECTE C rauMenupuiom, coctaBmwia 1,2 % (mo cpaBuenuto ¢ 0,6 % B rpymnme muarnedo +
raMenupua). B rpynme  mpuMeHeHMs — BWIAIVIMOTMHA HE  HaAOMIOAaloch  Pa3BUTHSA
TUIOTJIMKEMUH TSKEJION CTETIEHH.

Macca Tena He U3MEHAIACH IO CPABHEHMIO C UCXOAHON B KIMHUYECKHUX MCCIIENOBAHUAX, KOIIa
BUJIIATJIMIITHH B 03¢ 50 Mr oJuH pa3 B cyTKu Jo0apisuiu K rumenupuay (- 0,1 kr u - 0,4 xr B
rpymnnax BUJIAArIMOTHHA U [11a11€00 COOTBETCTBEHHO).

Hngpexyuu u uneazuu
OueHb peako: Ha30(papUHTUT

Hapywenus memabonusma u numanus
YacTo: runoraInKeMust

Hapywenus co cmoponvl nepenoti cucmembl
Yacro: Tpemop, rosioBHasi 00J1b, TOJIOBOKPYKEHUE, ACTEHUS

Kenyoouno-Kuueynvie HapyuleHus
Heuacro: 3amop

[Tpy npuMEHEHNH BUIAArIUOTHHA B J1o3¢ 100 MI B CYTKM B KOMOMHAIIUN ¢ THA30IUAUHIAOHOM
[Ipu mpumenenun BwimarmunTHHa B 103¢ 100 mr/cyt + THa3oMMAMHIWOH W IUianebo +
THA30JIMIUHINOH CITy4yaeB OTMEHBI TEPAIllUU B CBSI3U C PA3BUTHEM HEKENATENbHBIX PEaKUUid He
OTMEUAJIOCh.

[Tpu mpuMeHeHUM BumaraunTuHa B qo3e 100 Mr/cyt + MHOMIMTA30H OTMEYAIOCh Pa3BUTHE
runornukemun B 0,6 % ciydaes, a y HallMeHTOB, MOIyYaBIIKX Ijanedo + nuorinurasoH — B 1,9
% cnydaeB. B rpynmne nmpuMeHeHHs BUIIATJIUNTHHA HE HAOIIOAAOCh PA3BUTHUS THUIIOKIMKEMUT
TSKEJIOM CTCIICHH.
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NHUOTJIMTa30HY a0COMIOTHOE YBETMUYEHUE MAcChl Tella B rpymme Iuianedo u Buwinarauntuaa 100
MTI B CYTKHM COCTaBWJIO 1,4 1 2,7 KT COOTBETCTBEHHO.

[Tpu nobaBnenun BuiaparnaunTuHa B 03¢ 100 Mr B CyTKM K MHOTJIHMTa30HY B 103€ 45 Mr/cyt
4yacToTa pa3BUTHs nepudepruuecKux oTeKoB coctapisiia 7 % (mo cpaBHeHuto ¢ 2,5 % Ha ¢oHe
MOHOTEPANNUN TUOTIIUTA30HOM).

Hapywenus memabonuzma u numanus
Yacro: yBenuueHHe Macchl Tena
Heuacro: runornukemust

Hapywenus co cmoponvl HepeHoll cucmembl
Heuacro: ronoBHas 60:1b, acTeHUS

Hapywenus co cmoponul cocyoos
Yacro: nepudeprueckue 0TeKu

[Ipu npyMEHEHNH BUINATIUIOTHHA B q03€ 50 Mr 2 pasa B CYTKM B KOMOWHAIIMY C MHCYJIMHOM (C
MeT(HOPMHHOM WM 0€3 HErO)

[Tpu nmpuMeHeHNH MpenapaTa B KOMOWHAIIUN C HHCYJIMHOM (B KOMOMHAIMH ¢ METPOPMUHOM HITU
0e3 MerdopMHHA) YacTOTa OTMEHBI Tepamuu BcieacTBue pasutus HP Obuta paBna 0,3 % B
TpyINIe Teparuy BIIIATIUIITHHOM, B TPYIIIE IIANE00 CIIy9aeB OTMEHBI TepaIllii He ObLIO.

[Tpu npuMeHeHnHn npenapaTa B KOMOMHAIIMK C MHCYJIHMHOM (B KOMOWHAIMK ¢ MET(HOPMUHOM HITH
6e3 MeT(hopMuHa) HE OTMEYAJIOCh YBEJIMUEHUS PUCKA Pa3BUTHS TMIIOTJIMKEMUH IO CPABHEHUIO €
KoMOuHauuen muanedo + wuHcynuH (14 % B rpynne BuwigarnuntuHa u 16,4 % B rpymme
wiane6o). Y 2 nanMeHToB B IpyHle BWIJATIUNTHHA Uy 6 HalMEeHTOB B Ipymme Iulanedo
pa3BUIIACH TUIIOTIIMKEMUS TSHKEJIOH CTETICHN.

Ha MoMeHT 3aBeplieHHUsl MCCIE0BaHUs IpenapaT HE OKa3blBaJl BIMSHHUSA HA CPEAHIOI Maccy
Tena (macca Tena ysenuuwiack Ha + 0,6 Kr MO CpaBHEHHIO C HCXOJHOM B TpyIe
BIWJIJIATJIMIITHHA, @ B TPYIIIE [1a11e00 0cTalach HEM3MEHHOM ).

Hapywenus memabonusma u numanus
YacTo: runoranKeMust

Hapywenus co cmoponul nepéHoti cucmemvl
Yacro: ronoBHas 6011b, 03HO0

Kenyoouno-kuueynvie HapyuleHus
Yacro: TonrHOTa, racTpod3odareanbHbIi pedIrrokce
Heuwacro: nuapes, mereopusm

[Tpy npuMeHeHUH BUJAraunTUHa B o3¢ 50 Mr 2 pa3a B JieHb B KOMOMHALIMU C NpenaparaMu
CyJIb(HOHWIMOYEBUHBI U METHOPMHUHOM.

CnydaeB OTMeHBI IIpemnapara, cBszaHHbIX ¢ HP B rpymnme koMOMHMpOBaHHOW Tepanuu
BUJIATJIMIITUHOM, METGOPMUHOM U TJIMMENHUPUIOM, OTMEYeHO He Obuto. B rpynme
KOMOMHUPOBaHHON Tepanuu Iuianed6o, MeTPOPMHUHOM U TIIMMENHPHUIOM YacTOTa OTMEHBI
npemnapara, cBa3anHoi ¢ HP, cocrasuia 0,6 %.

['unornukeMus: oTMevanach 4acto B oOeux rpymmax (5,1 % B rpymnmne KOMOMHHUPOBAHHOM
Tepanuyu BUJIATJIMIITUHOM, MeTGOpMUHOM U Tiaumenupugom u 1,9 % B rpymme
KOMOMHUPOBaHHOM Tepanuu Iutanebo, MeTGOpMHHOM U TiauMenupuiaom). B rpymme
BUJIIATJIMIITHHA OTMEUYEH OJMH 3IU30/ TUIOTIIMKEMHUH TSXKEION CTETIeHH.

Ha MoMeHT 3aBepIlieHus UCClIe0OBAaHMS 3HAYMMOTr'0 BIMSHUS HAa MacCy Teja BBIBICHO HE OBLIO
(+ 0,6 kr B rpymnne BugAarmunTuHa u - 0,1 xr B rpynme mianebo).

Hapywenusa memabonuzma u numarnus
YacTo: TUIIOTIIMKEMUS
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Hapywenus co cmoponul HepgHoli cucmemol

YacTto: rojIoBOKpYKEHHE, TPEMOP

Hapywenus co cmoponsl Kodtcu u noOOKOINCHbIX MKAHell
Yacro: runeprugpos

Obwue peakyuu 6 mecme 66e0eHUs
Yacro: acreHus

ITocTperucrpallMiOHHbIC UCCIEI0OBAHUS

Bo BpeMs npoBeaeHMsI NOCTPETUCTPALIMOHHBIX UCCIIEI0OBaHUM ObLIM BbISBIEHHI ciaeayromue HP
(MMOCKOJIBKY COOOIIEHUS MOJyYeHbI B JOOPOBOJIBHOM MOPSAIKE OT HOMYJISAMY HEONPEAEICHHOTO
pasmepa, JIOCTOBEpPHO ONPEACIHTh YACTOTY pa3BuTua JaHHblx HP He mnpencraBusercs
BO3MOYHBIM, B CBS3H C U€M OHH KJIACCU(PHUIMPOBAHBI KaK «4aCTOTA HEU3BECTHAN).

)KeﬂydquO-Kumequle Hapyuierus: 4aCToTa HCU3BECTHA — ITIaHKPEATHUT.

Hapywenus co cmopoHnbl neyenu u iHcenuegulo0auwux nymeil: 4acToTa HEU3BECTHA — FEHaTUT
(pa3peuIMBIIUIICS CaMOCTOATENBHO MOCIE OTMEHBI JIGKAPCTBEHHOTO IIpernapaTa), MOBBIIICHUE
AKTUBHOCTH «II€YEHOUHBIX» (PEpMEHTOB (pa3peliuBLIeeCs CaMOCTOSTEIbHO I0CIE OTMEHbI
JICKApCTBEHHOTO Tperapara), XOJCIUCTHT.

Hapywenus co cmoponvl xodxcu u noOKOJNCHbIX mKaHell: 4aCTOTa HEU3BECTHA — KpAlWBHUIIA,
skconraTuBHoe U Oyle3HOE MOPaKEHUs KOXKH, BKIIOUas OYJIe3HbIH MeMQpUTOn, KOXKHBIN
BaCKYJIUT.

Hapymeﬂuﬂ CO CmMOpPOHbL Mlee'{HOLVl, CKelemHOU U COCOUHUMENbHOU MKAHU: YacToTa
HCU3BCCTHA — MUAJIT'UA.

Co001IeHNs 0 TTOA03PEBAEMBIX HEYKEJIATSIILHBIX PEAKITHIX

BaxHo coo0mare 0 MOA03peBaeMbIX HEXKENaTeNbHBIX pEeakIUsaX IOCle PerucTpanuu
JICKApCTBEHHOTO Tperapara ¢ HeNbl0 00eCTIeYeHrs] HEPEPIBHOIO MOHUTOPHUHTA COOTHOIICHHS
«I0Jb3a — PHUCK» JIEKAPCTBEHHOTO mpemnapara. MeauiMHCKUM pabOTHUKAM pPEeKOMEHAYEeTCs
co001aTh O JIIOOBIX MOJ03PEBAEMBIX HEXKENATENIbHBIX PEAKIUAX JEKapCTBEHHOTO Ipernapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOILEHUS O HEeXKEJIaTeNIbHBIX PeakIHsIX IrocyJapcTB — YICHOB
EBpazuiickoro 3KOHOMHUYECKOT0 CO03a.

Poccuiickas ®enepanus

®denepanbHas cnyx0a Mo Haa30py B chepe 3paBOOXpaHEHUS.

Anpec: 109012, r. MockBa, CraBsiHCKasi Tuiomianp, a.4, crp. 1.

Temedon: +7 800 550 99 03

DnekrponHas modra: pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMAIIMOHHO-TEIEKOMMYHHUKAIIIOHHOM CeTH «HTEpHETY!
https://www.roszdravnadzor.gov.ru.

4.9. Ilepeno3mpoBka

CumMnToMbI

BunparnunTiH X0poIIo MepeHOCUTCs PU MPUMEHEHUH B J103€ 70 200 Mr/cyT.

[Tpu npumenenuun npenapara B 1o3e 400 Mr/cyt Moryt HaOIr0AaThCsl 60Ib B MBIIIIAX, PEIKO —
JETKME W TPaH3UTOPHBIE MApPECTE3UM, JMXOPAAKa, OTEKM M TPAH3UTOPHOE IOBBIIIEHUE
akTUBHOCTH Junasbl (Biie BI'H B 2 paza). [Ipu yBenmuenun no3sl BuiparimuntuHa o 600
MI/CYyT BO3MOXKHO Da3BHUTHE OTEKOB KOHEYHOCTEH, CONMPOBOXKIAIOIIMXCS MapecTe3us MU U
MOBBIIIEHHEM aKTUBHOCTH KpeaTuH(pocpokuHaspl, C-peakTHBHOro Oellka W MHOIVIOOMHA,
aktuBHOCTH ACT. Bce cuMnTOMBI Mepeo3UpOBKH M M3MEHEHHs Ja00opaTOpHBIX MOKazaTesei
oOpaTuMBbl TIOcye MpeKpalleHus MPUMEHEeHUs ITpernapara.

Jleuenue
BriBennenne mpemapara U3 opraHu3ma ¢ MOMOINBIO Juain3a MaloBeposTHO. OIHAKO OCHOBHOM
ruaponu3Heil Metabonut BunarnuntuHa (LAY 151) Moxker ObITh yiaieH u3 opraHu3ma myTeM
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reMoIraIn3a.

5. ®APMAKOJIOT'TYECKUE CBOVICTBA

5.1. ®dapmakoanHaAMHYecKHe CBOHCTBa

dapmakoTrepaneBTHUeCKass  Ipymdma:  CpeAcTBa s JIEUYEHMs]  caxapHOro  auabera;
TUIIOTTIMKEMHYECKUE CPEJICTBA, KPOME WHCYJIMHOB; WHTMOMTOpPHI JWNENTUIMINCITHIA3HI-4
(ATIII1-4).

Koxg ATX: A10BHO02

MexaHu3M J1eHCTBUS

BunparnuntuH, — npeactaBuTeNb  Kjacca  CTUMYJSTOPOB — OCTPOBKOBOTO  ammapara
MOJDKEIYIOYHOM  KeNe3bl,  SIBJISETCd  MOIIHBIM M CEJIEKTUBHBIM  HMHTHOUTOPOM
munentuauinentuaasbi-4 (AI11-4), ynydmaronmm rimkeMradecKuid KOHTpois. HrubupoBanue
Buiparmuntaaom JIII1-4 npuBogut k yBenuueHHI0 0a3albHOTO U MOCTIPAHAUATBHOIO
SHJOTEHHOTO YpPOBHA HMHKPETHHOBBIX TopmoHOB [TIII-1 (rmrokaronomonoOHsiid nentun 1) u
["UIT (raroK0303aBUCUMBIA WHCYJIMHOTPOITHBINA MTOJIMIICTITHI).

DapmakoruHaMuIecKe P HEKThI

ITpu npumenennn BwigaraunTuHa B no3e 50 — 100 Mr B CyTkM y MHAalMEHTOB C CaxapHbIM
munabderom 2 tuma (CJ] 2 Tuma) otmeuaercs ymydiieHue (QyHKIUHM [-KIETOK IOIKEITYI0YHON
xene3pl. CTeneHp ynyuiieHuss (QyHKIMM [-KIETOK 3aBUCUT OT CTEHEHM MX HCXOAHOrO
noBpexaeHus; Tak y aun 6e3 C/1 2 tuna (¢ HOpMaJIbHON KOHUEHTpaluell III0KO3bl B IUIa3Me
KPOBM) BWIJATJUNTUH HE CTUMYJUPYET CEKPELUI0 MHCYJIMHA U HE CHW)KAaeT KOHLIEHTPALUIO
[JIFOKO3BI.

[ToBbimas KOHLEHTPALUIO 9H/IOT€HHOT O I'TIII-1, BUJIIATJIMIITHH YBEIINYUBACT
YYBCTBUTEJIBHOCTh O-KJIETOK K TJIIOKO3€, YTO IMPUBOAUT K YJIYUHIEHHIO TJIFOKO303aBUCHUMOMN
PEryJIILIMK CEKpeLUH IroKarona. CHUKEHHE MOBBIIIEHHON KOHIIEHTPALMK [JIFOKaroHa BO BpeMs
e/lbl, B CBOIO OY€pE/ib, BHI3HIBAET YMEHBIIIEHUE HHCYJIUHOPE3UCTEHTHOCTH.

VYBenu4yeHne COOTHOUIEHHUS WHCYJIUH/TJIIOKaroH Ha ()OHE TUIEepPrIUKEMHH, OO0YCIIOBIEHHOE
nosbiieHreM KoHueHTpauuu ['TIII-1 u I'MII, BbI3bIBaeT ymMeHbIIEHHE NPOAYKLHU TIIFOKO3BI
NIEYECHBIO KaK BO BPEMs, TaK U MOCJIE IPUEMA ITHIIH, YTO IPUBOJUT K CHIKEHUIO KOHLEHTPALUU
[JIIOKO3bI B IJIa3M€ KPOBH.

Kpome Toro, Ha (hoHEe NpUMEHEHUs BWIJATJIMITHHA OTMEYAeTCsl CHUXKEHHE KOHIEHTpaluu
JUNUIOB B IUIa3ME€ KpOBU IIOCIE MpUeMa MHIIU, OJHAKO 3TOT 3(p(EeKT He CBSA3aH C €ro
neiictreuem Ha [TIHI-1 wmm TUIl wu  ynydmenueM (yHKIMHM OCTPOBKOBBIX  KIIETOK
MOJKEITYIOYHOM KEJE3bI.

N3BectHO, 4yro mnoBbiueHue KoHueHTpauuu [TIII-1 Moxer npuBOOUTH K 3aMEAJIEHUIO
OTIOPO’KHEHUS JKeIyJIKa, OAHAKO Ha (hOHE MPUMEHEHHS BIWJIIArIUITHHA MOA00HOTO ¢ deKTa He
HaOro1aeTcs.

[Tpu npumeHeHun BuigaraunTuHa y 5795 namuentoB ¢ CJ[ 2 tuma B TeueHue 52 Henenb B
MOHOTEpanuyu WIM B KOMOMHALMU C MET(GOPMHUHOM, MPOU3BOAHBIMU CYJIb(OHUIMOUYEBUHBI,
TUA30JIMIUHANOHOM WM WHCYJIMHOM OTMEYajoCh JOCTOBEPHOE JJIUTEIbHOE CHIKEHUE
KOHIIEHTPALUH IIHKUpoBaHHOTO remMorioonHa (HbAlc) u riaoko3bl KpOBH HATOIIAK.

[Tpu npuMeHeHN KOMOWHAIIMY BUJIATJIUIITHHA U MEeTGOPMHUHA B KaueCTBE HAYaJIbHOM Tepanuu
y nanueHtoB ¢ CJI 2 Tuna B TedeHHe 24 HEAenb OTMEYANIOCh [10303aBUCMMOE CHM)KEHUE
koHUeHTpauuu HbAlc B cpaBHeHMHM ¢ MOHOTepanmueld JaHHBIMHU mpenaparamu. Crydan
Pa3BUTHSI THIIOTIIMKEMHUH ObUTM MUHUMAJIBHBI B 00€UX TpyIax TepanuH.

[Ipu npumenenun BuaaraunTuHa B 03¢ 50 mMr 1 pa3 B Cyrku B TedeHUe 6 MecAleB y
narenToB ¢ CJl 2 Tuma ¢ HapylmeHUsMH (QYHKUIUHU MOYEK CpeHEed (CKOPOCTh KIyOOYKOBOM
dunpTparmu (CK®) >30, <50 mo/mun/1,73 M) wm tsxenoit (CK® < 30 mu/vmn/1,73 M?)
CTETIEHU OTMEYaIOCh KIMHUYECKH 3HAUMMOe CHIbKeHHe KoHueHTpauu HbAlc mo cpaBHeHuo ¢
rw1ane0o.

[lpu npumeHeHuu BwiIIaraunTuHa B jgo3e 50 mMr 2 pa3a B CyTKM B KoMmMOuHamuu c/6e3
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MeTdopmMuHa U HHCYIUMHOM (cpemuss no3a 41 EZl/cyT) ngvll%‘vae%oE@BE%%éJo*‘éﬁﬁv‘feHHe

nokazarenst HbAlc na 0,77 % ot ucxomgHoro cpeaHero 3HaueHus 8,8 % CO CTaTHCTUYECKU
JIOCTOBEpHOM pasHwmiei ¢ mianedo 0,72 %. Yactora rumorjuKeMud B TPYIINE BHIJATJIAIITHHA
CpaBHMMa C TaKOBOM B rpymme mianedo. [Ipu npuMenenun BunaarnuntuHa B go3e 50 mr 2 pasa
B CYTKM B KOMOWHanuu ¢ MetdhopmuHoM (> 1500 mr/cyrt) u rmumenupuaom (= 4 mr/cyt) ObLIO
MOKa3aHO CTAaTHCTUYECKH 3HaunMoe cHibkeHue ypoBHs HbAlc na 0,76 % oT mcxomHoro
cpennero 3HaueHus 8,8 %.

52. dapMakoKMHeTHYeCKHe CBOIiCTBA

AOGcopouus
[Ipy mpreme BHYTph HATONIAK BWJIJATJIMITHH OBICTPO BCACBIBACTCS, a €r0 MaKCHMajibHas

KOHLEeHTpauuss B IuiasMe KpoBH (Cmax) HocTturaercss depe3 1,75 waca mocne npuema. Ilpu
OJTHOBPEMEHHOM IIpUeME€ ¢ MHIIeH CKOpocTh al0copOLMu BWIAMIMITHHA CHHUXKAEeTCA
HE3HAYMTENILHO: OTMeYaeTcs yMeHbIleHne Cmax Ha 19 % u yBemuenne BpeMEHHU €€ JOCTHKEHHS
70 2,5 yacoB. OJiHaKO MpUeM IUIIM HE OKa3bIBAeT BJIMSHUS HA CTENEeHb a0COopOLUU U IIIOLIa/lb
101 KpUBOM «koHIeHTpanus — BpeMs» (AUC).

Bunnarnuntun ObICTpoO BcachIBaeTcs, a €ro abcotoTHasi OMOJO0CTYIHOCTh OCIIE IpUeMa BHYTPb
coctaBisieT 85 %. Cmax 1 AUC B TepaneBTHUYECKOM JIMania30He /103 YBEIUUYMBAIOTCS MPUMEPHO
IPONOPLHUOHATIBHO J103€.

Pacnpenencuue

CrerneHb CBS3bIBaHHS BIJIIATIUIITHHA C OCIKaMHU T1a3Mbl KpoBH Hu3Kas (9,3 %). Bunparnuntus
pacmpenensieTcsi paBHOMEPHO MEXIy IUIa3MOM KpPOBM M JpHUTpouuTamu. PacmpeneneHue
BIWJIZATJIMIITHHA TIPOUCXO/IUT, IPEANIOIOKHUTEIBLHO, SKCTPABACKYIISIPHO, 00BEM paclpeie/ieHHs B
PaBHOBECHOM COCTOSIHUU 10CJI€ BHYTpUBEHHOI 0 BBeeHUs (Vss) cocTaiusieT 71 1.

buotpancdopmarus

OCHOBHBIM TTyTE€M BBIBEJICHHs BHWIAATIMITHHA SIBIsieTCs OwoTpaHcopmanusa. B opranmzme
yenmoBeka 69 % J103pl  BWIATJIMNTHHA mojaBepraercs Ouorpanchopmanuu. OCHOBHOU
merabomut — LAY151 (57 % mo3bl) (apMaKkoJIOTHUECKH HEAKTHBEH U SIBJISCTCS MPOJAYKTOM
THJIpOoIM3a IUMaHo-KoMmoHeHTa. Oxono 4% 103bl Ipemapara IMOJBEPraercsi aMUAHOMY
THIIPOJTH3Y.

B noknuHMYeCKUX MCCleoBaHUAX oTMedaeTcs nosiokutensHoe BiausHue JII11-4 Ha rugponus
BWIIATTIUNITAHA. BunparmunTua Metabonmusupyercss 06e3 ydacTusi M30()epMEHTOB ITUTOXpOMA
P450. Bunnarnuntun He siBisieTcst cyocrtparom nzopepmento P450 (CYP), ne unrubupyer u
He UHAYLHpYeT n3odepmeHTs! uToxpoma P450.

DJIMMUHALNS
[Tocne mpuema npenapara BHYTpb OK0JIO 85 % /03Bl BbIBOAUTCS moukamu U 15 % — uepes

KuIeyHUK. [lodedyHass SKCKpelns HEW3MEHEHHOrO BHIJArIMNTHHA cocraBiser 23 %. Ilpm
BHYTPUBEHHOM BBEJCHMM CPEIHUN MEpHOJ| TMOJIYBBIBEAECHMS JIOCTMraeT 2 4YacoB, OOIIui
IUTa3MEHHBIH KJIMPEHC M TOYEYHBIM KIMPEHC BMJIArNIMOTHHA cocTaBisiioT 41 n/a m 13 n/4
cootBercTBeHHO. Ilepuon mnomyswiBeneHust (Ti2) mocie mpuema BHYTPb COCTaBISIET OKOJIO
3 4acoB, HE3aBUCUMO OT JI03bI.

IloyeyHas HETOCTATOYHOCTh

VY manueHToB ¢ HapylleHHeM (YHKLIUHU MOYEK JIETKOW, cpenHeill mian Tspkenol crenenn AUC
BWIJATJIMIITUHA YBEJIMYUBAJIACh 10 CPABHEHHUIO CO 370pPOBBIMH q00poBosbiamu B 1,4, 1,7 u 2
pa3a coorBercTBeHHO. AUC merabonuta LAY151 yBenuuuBamace B 1,6, 3,2, u 7,3 paza, a
merabonuta BQS867 - B 1,4, 2,7, u 7,3 paza y ManMeHTOB C HapylieHHEM (DYHKITUU TOYEK
JIETKOM, CpEAHEN U TSHKENIOW CTENEHH COOTBETCTBEHHO. OrpaHMYEHHBIE TAHHBIE y MAIMEHTOB C
TEPMHUHAJIBHOM CTaJueldl XPOHUYECKOW OOJIE3HM IMOYEeK YKa3blBalOT Ha TO, YTO IOKa3aTelu
JTAHHOM TPYNIBI CXOXXM C TAaKOBBIMU Yy MAIlMEHTOB C HapylleHHeM (DYHKIUHM MOYEK TsKeIou
crenenu. Konuentpauus merabonura LAY 151 y nmanuenToB ¢ tepmuHanbHOM cragueit XbII
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yBEJIMUMBaIach B 2 — 3 pasza MO CPaBHEHUIO ¢ KOHHGHQD%IIJI'%?IELJI/@#& Eapvm'e‘HneM

(YHKLIUU MTOYEK TSKETON CTEIICHH.

[lpy mnpuMeHeHuMH mnpemapara y MAIMEHTOB C HapyleHHEeM (YHKIMH TIOYEK MOXKET
noTpe0OBaTHCS KOPPEKILIHUS TO3bI.

BriBenienne BUIAArTUNTHHA TIPH TEMOAMAIN3E OTpaHUYeHO (depe3 4 yaca 1mocie OJHOKPATHOTO
npuema coctasisieT 3 % MpH JUIMTELHOCTH NMpoueaypsl 6osee 3 — 4 yacos).

IleueHOYHAs HEOCTATOYHOCTh

VY nanueHTOB ¢ HapyuieHHeM (YHKIMW TEeYeHH JIETKON M cpenHeil cremeHu TspkectH (6 — 9
6amioB nmo mkane Yainga-IIpio) mocie OAHOKPATHOrO NPUMEHEHUsS Ipernapara OTMEYaeTcs
cHIDKeHHe OmonoctynHocTd BuigarauntuHa Ha 20 % u 8 % COOTBETCTBEHHO. Y NAIMEHTOB C
HapymieHueM GyHKIMH TedeHu Tspkenor creneHu (10 — 12 GammoB mo mkane Yaiina-ITsto)
OMOJOCTYIHOCTh BWJIJAIJIMNTHHA MOBbILAeTC Ha 22 %. YBEIMYEHHE WIM YMEHbILIECHUE
MaKCHUMaJIbHONH OHMOJOCTYIHOCTH BWJIJAriMNTUHA, He mnpesblmaromee 30 %, He sBisgercs
KJIMHUYECKH 3HAYMMBIM. KOppensuu Mexay CTeTIeHbIO TSHXKECTH HapyIIeHUH (GyHKINU NeYeHU
1 OMOJIOCTYITHOCTBIO IIpenapaTa He BbISBIICHO.

JInia noxuIoro Bo3pacra

Y 310pOBBIX MOKHMIIBIX JItojaei (> 70 ner) obmiee BozaeiicTBue BuaarauntuHa (100 mr oqun pas
B CYTKHM) YBEIWYUBaJIOCh Ha 32 %, NpU ATOM MHKOBasg KOHIIEHTpAIMs B IUIa3Me KpPOBHU
yBenuuuBaiach Ha 18 % 1Mo cpaBHEHHMIO ¢ MOJIOABIMU 370poBbIMU JtoAbMHU (18 — 40 ner). Tem
HE MEHEee, 3TM M3MEHEHHs HE CUMTAIOTCS KIMHUYECKH 3HaunmMbiMH. WHrmOmposanume JI1I1-4
BUJIJATJIMIITUHOM HE 3aBHCHUT OT BO3pacTa IMalMeHTa B MPEAENIaxX UCCIEJOBAaHHBIX BO3PACTHBIX

TPYIIL
€T’

dapMaKOKMHETHYECKHUE 0COOEHHOCTH BUJIAATIIUMIITHHA Y IETEH U MOJPOCTKOB Mulaaiie 18 et ne
YCTaHOBJICHBI.

6. ®PAPMALIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeJIbHbBIX BElIECTB
[EJUTI0N03a MUKPOKPUCTAIITYECKAsT

JIaKTO3a Oe3BOIHAS

KapOOKCHUMETUIIKpaxMai HaTpus

MarHus creapar

6.2. HecoBMecTuMOCTH
He npumenumo.

6.3. Cpox roaHocTH (CpoK XpaHeHHs )
2 rona.

6.4. Ocobble MepbI MPEIOCTOPOKHOCTH NMPH XPAHEHUH
XpaHuThb 1pu TeMIiepatype He Boime 25 °C.

6.5. XapakTep U coaep:KaHHe NEPBUYHOI YIIAKOBKH

[To 7 wmu 10 Tabnerok B KOHTYPHYIO SYEWKOBYIO YHNAKOBKY (OiucTep) W3 IUIEHKH
MOJIMBUHUJIXJIOPUIHON U (POTBTU ATFOMUHHEBOM.

ITo 2, 3, 4, 6 unu 9 GIUCTEPOB BMECTE C TUCTKOM-BKJIQIBIIIIEM B TTAYKY U3 KapTOHA.

[To 14, 20, 21, 28, 30, 40, 42, 60, 63 wiu 90 TabreTOK B IUIACTUKOBYIO OaHKy W3
nonmdITUIeHTepedTamaTa, YKYNOPEHHYIO HAaBHHYMBAIOMIEHCS TUTACTHKOBOM KPBIIKOW U3
MOJIMATUIIEHA BBICOKOW IJIOTHOCTH M HU3KOTO JIaBJIEHUSI C KOHTPOJIEM MEpBOro BCKpbiTHsA. Ha
0aHKy HAKJIEWBAIOT ATUKETKY W3 OyMarn THUCYEH WM JTUKETOYHOW, WM CaMOKJIESAITYHOCS
TUKETKY.
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ITo 1 baHke BMeCTeE C ITMCTKOM-BKJIAIBIIIEM B I1¢

6.6. OcoGble Mepbl TNPEIOCTOPOKHOCTH TNPH YHUYTOKEHHH MCIIOJIH30BAHHOIO
JIEKAPCTBEHHOT'0 MpenapaTa Wiu O0TX010B, MOJYYEeHHbIX MOC/ie MPUMEHEeHUs npenapara, u
Apyrue MaHHITYJISINHH € IPEeNapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPALHUOHHOI'O YAOCTOBEPEHUASA

Poccuiickas @enepanus

000 «9OnBancn Dapmar»

308010, benropoackas 00J1., MyHUITMTIATBHBIN paiioH benropoackwmii, r.m. mocenok CeBepHBIH,
nrt. CeBepHblii, yi. bepe3onas, 31. 5.

Ten.: +7 (4722) 20 23 19

Anpec snekTponHo# nouthl: factory@atcl.ru

7.1. IlpencraBuTe b AeprKaTe/Isl PETHCTPAIMOHHOIO YA0CTOBEPEHUSI

[IpereH3uu noTpeduTeNel HANPaBIAATh 110 a/IPECY:

Poccuiickas ®@enepanus

000 «DnBancy ®apmar

308010, benropozackast 00J1., MyHUITUNIAIBHBIN paiioH benropojackuii, r.n. nmocenok CeBepHbIH,
nrt. CeBepHblil, yin. bepesonas, 31. 5.

Tem.: +7 (4722) 2023 19

Anpec aneKTpoHHOU NouThI: factory(@atcl.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. IATA NEPBUYHOW PETMCTPAIIMM (IIOATBEPXJIEHWS PETHUCTPAIIAM,
NEPEPEI'UCTPAIIUN)
[aTa nepBoii perucTpanum:

10. JATA NIEPECMOTPA TEKCTA

OOmiasi  XapakTepUCTHKa  JIGKAPCTBEHHOTO  Mpemapara  BWIieKium — JOCTylHAa  Ha
UH(OPMAIIMOHHOM mopTane EBpa3suiickoro 3KOHOMHYECKOrO COKo3a B HH(MOPMAIMOHHO-
KOMMYHUKaIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/.
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