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Hucrpykuun
N0 MeAHIHHCKOMY NPHMEHEHHIO NIpenapaTa
HPE3UCTA™ (PREZISTA
-PerncTpaniHoOHHEIH HOMep -
Toprosoe Ha3Banue npenapata — [IPESUCTA®

Memyﬂaponuoe HENATCHTOBAHHOC HA3BaHHE — ﬂapyHaBnp

Jlexkapcreennas ¢popma — TabneTky, NOKPHITHIE IICHOYHOH 000JI0YKOM.

Cocras
- B 1 TaGneTke comepKuTCs:
AxmusHoe sewecmeo:
HMapynasup 75 mr (cootsetcTByeT 81,31 Mr JapyHaBHpa 3TaHOJaTa).
HMapynasup 150 Mr (cooTBeTcTBYET 162,62 M JapyHaBHpa 3TaHONIATa).
Bcnomozamensuvie sewjecmesa:
[TIPOCOJIB SMCC HD90 (B coctaB BXOIAT NEILTION033 MHMKPOKPHCTALTHYECKAS,
KPEMHUS JIMOKCHA KOJLIOMJHBIH Ge3BOJHEI), KPOCIOBHJIOH, KPEMHHA  JMOKCHJ
KOJUTOUAHKIH Ge3BOXHEIN, MarHus CTeapar. '
Obonouka:
kpacurens Onanpaii II 6emsiit 85F18422 (B cocTaB BXOAAT YaCTHYHO FMAPOIH3OBAHHEIH
CIIMPT NOJIMBUHKMIIOBEIH, Makporon 3350, Turana auoxcun (E171), Tanbk).
Onncanne
TaGnerkn 75 Mr: Genkle, KancyloBHIHEE TableTKH, NOKPHITHIE IIEHOYHOH 0GONOYKOI,
€ rPaBHPOBKOA Ha OJHOH H3 CTOPOH «75», a Ha apyro# — « TMC». Ha uznome Tabnerku
Genoro WM oyt 6en0ro 1UBETA.
] Tabaerxu 150 Mr: Genble, oBanbHEIE TaGNETKH, NMOKPHIThIE IUIEHOYHOH 06omouKoil, ¢
-~ rpannpomcoi& Ha OMIHO# M3 cTopoH «150», a Ha apyroit — « TMC». Ha n3nome rabnetkn

g 0enora WM o4t OEIoro IBeTa.

PapmaxoTepaneBTHYECKas rpynna — npotusosupycroe (BUU) cpeactro.
Kox ATX - JOSAEL0Q

DapmMakoJOrAYecKHe CBOHCTBA

dapmaxodounamuxa

Mexanusm oeiicmeusn

‘JlapyHaBup ABJIACTCA HHIHOMTOPOM NMMCPH3AlMH H KaTAIMTHIECKOH aKTHBHOCTH
npoTeaskl BHpyca HMMyHonaehHiMTa denoseka 1-ro Tuma (BHY-1). Ilpenapar
© M30HMpaTeNbHO  MHruOMpyeT —pacmeniesue - nomumporesos  Gag-Pol BUY B -
HHQHLUHMPOBAHHLIX BHpyCaMHM KJIETKax, NpeJoTBpamias obpasoBaHue nomoueﬂm.m

BHPYCHBIX YacTHIL.
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JlapyHaBHp NpOYHO CBA3KIBaeIcs ¢ mporeasoii BUU-1 (KD 4.5 x 1072 MOJIB/ ).
JapyHaBHp yCTOMYHB K MYTalHAM, BBI3EIBAIONIMM PE3HCTEHTHOCTH K HMHTHOHMTOpaM
nporeassl. JlapyHaBup He MHrHOMpYeT HHM OOHY M3 13 MCCIEHOBAaHHBIX KJIETOYHBIX
poTeas YeoBeka.

Dapmakokunemuxa
®dapMaKOKHHETHYECKHE CBOMCTBA JapyHaBHpa, MPUMEHSBLIETOCS B KOMOHMHAIMH C
PHTOHABHPOM, H3y4YaiM y 3H0pOBBIX A0OpoBombieB H y BHWY-uH}pHIMpPOBaHHBIX
naimeHToB. KoHUEHTpauuH JapyHaBHpa B IUlasMe OBUIM BhIIE Y MAlHEHTOB,
nubuimposanHex BUY-1, yeM y 340poBbIX mofell. 10 pasiiMaue MOXHO OOBICHHTHL
Oonee BBICOKMMH KOHIEHTpaUHsMH aibal-KHCIOro TIMKONPOTEMHA Y NaHeHTOB,
nHOHUIMpoBaHHBEIX BUU-1, 1 mo3ToMy GosbInme KOJMYECTBA JaPYHABHPA CBA3LIBAIOTCA C
aj1b(hal -KHCITBIM TTHKOTIPOTEHHOM IUIa3Mbl.

, JapyHaBup MeTaboNMM3HPYETCS- B OCHOBHOM n30(1)epMCHTaMn CYP3A4. Pm‘OHaBHp

-~ uHrubupyer usodepmentel CYP3A4 neueHu M, TeM caMbiM, CYIIECTBEHHO IOBBILIAET
KOHIEHTPAIHIO AapyHaBHpa B IUIa3Me.
AGcopOumsa
ITocne mpuema BHYTph AapyHaBHp OHICTpPO abGCOpOHpYETCs B JKEIYIOYHO-KHIIEYHOM
TpakTe. MakcumanbHas KOHUEHTpalus JapyHaBApa B IUIA3ME B NPHUCYTCTBHH HH3KOM
J03BI PUTOHABHPA AOCTHraeTcsa uepes 2,5 — 4,0 4. AGcomoTHas 6MOXOCTYITHOCTh OJHOM
A03b1 JapyHasupa (600 Mr) npu npHeMe BHYTPh COCTaBHIa OKOJIO 37% W yBEJIHYHIIACK
npumMepHo 10 82% B mpucyrcTBuM puToHaBupa (100 Mr mBa pasa B cyTtkm). O6mmit
dapmakokuHeTHIECKHH 3({EeKT pPHUTOHABHpa COCTOSI MNPHUMEPHO B 14-KpaTHOM
YBEMIEHHH KOHIICHTPALMH JapyHaBHpa B IUIa3Me TOCIE OJHOTO IpHeMa BHYTph 600 mr
NapyHaBupa B KOMOHHanuH ¢ puToHaBHpoM (100 Mr g8a pasa B CYTKH).
[Ipu mpueMe HAaTOAK OTHOCHTENbHAA GHOAOCTYTHOCTL JapyHaBHpa B npncchmpm
HHU3KOH 03I PDHTOHaBHpa Oblla Ha 30% HIDKE, 9eM IIPH MpHEME BO BpeMs €hHI
Cnenona’renwo tabnerku ITIPE3UCTA® nyxHo MMPHHHUMATh BMECTE C PHTOHABHPOM BO
BpeMs ebl. XapaKTep MHINH HE B Ha KOHLEHTPaLHH uapyHaBupa B IUTa3Me.
Pacnipenienienve
Oxomo 95% napyHaBupa CBA3RIBACTCA C 6emca1sm rmazMH npenmyuxecme}mo c ansgal-

-~ ° KHCJIBIM IIHKOTIPOTEHHOM.

—- Mertabonusm

B skcnepuMeHTax in vitro Ha MHKpOCOMax II€YEHH 9eloBeKa OBLIO MOKa3aHO, YTO
NApYHABHD  MONBEPracTCi INPEHMYINECTBEHHO  OKMCIMTENBHOMY ~ MeTabommusMy.
JlapyHaBAp MHTEHCHBHO MeTabonM3MpyeTcs B MEYCHH CHCTEMOI ITOXpOMa P450,
NOYTH HCKIIOYHTENBHO n3o¢epmemom CYP3A4. Hccnenoranne, B KOTOPOM 340POBBIE
AO6POBONBIGI  MpHHMMamH ' 'C-IapyHaBHp, [OKA3alo, 49IO . GONBNIAS  9acTk
PagMOaKTHBHOCTH B IUIa3Me mocne ofHoro mpuema 400 mr papynasupa W 100 mr
PHTOHaBHpa TIPHXOMWIACh HAa J[OMI0 HEH3MEHEHHOTO JapyHasHMpa. VY 4eJIoBeka
MACHTHQHUUAPOBAHO, MO MEHbIICH Mepe, 3 OKHCIMTENBHBIX METaboIMTIa JapyHABHDPA;
aKTHBHOCTB BCEX ITHX MeTab0oMMTOB B OTHOLICHHH aukoro Tuna BUY cocrasisina menee
1/10 ot akTHBHOCTH CaMOro AapyHaBHpa.
Brisenenne ) ;
Tocne onxokparHoro mpuema 400 mr Hc. -napyHasupa u 100 mr pn'ronaanpa OKOJIO
79,5% u 13,9% PaZIMOAKTHBHOCTH OOHAPYKHBANOCH B Kalle M MOte cootsercTerHo. Ha
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OO HEU3MEHEHHOrO IapyHaBHpa MpHIIOCh 0kono 41,2% u 7,7% paavoakTHBHOCTH B
KaJIe H MOY€ COOTBETCTBEHHO. KOHEUHBIH EPHOJ MOTyBHIBEJCHHA JapyHAaBHPa COCTaBHII
okono 15 4 npu ero npueme B komOuHaiuu ¢ prroHaBHpoM. Kimpenc gapyHasHpa nocie
BHYTpHBEHHOTO BBeAeHus 150 mr cocrasmn 32,8 1/u (6e3 puroHasupa) H 5,91 n/u B
TIPHCYTCTBHH HU3KOM 10361 PUTOHABHPA.
Ocobrle rpynms

JHemu

dapMaKOKHHETHKA JapyHaBHpa B Komﬁunamm C PHTOHAaBHPOM Yy JE€TEH B BO3pacTe
ot 6 10 18 jleT M Maccoif HE MeHee 20 KI' cpaBHUMa C (apMaKOKHHETHKOH y B3POCIBIX
MalUEHTOB, MOJy4aronuX HPEBI/ICTA /putonaBup 600/ 100 MF 2 pa3a B CyTKH.
Hooicunvie nayuenmer

IonynaumoHHBIH (bapmaxomuemqecmﬁ aHam3 y BUY-uHQHUMPOBAHHBIX MALHEHTOB
[I0Ka3aJl OTCYTCTBHE 3HAYHMBIX pa3HIMHd (apMaKOKHHETHYECKHX IapaMeTpoB
-AapyHaBHpa B Bo3pacTHo#1 rpynme 18 — 75 et (B 9TOT aHanu3 Obut BKTIOYeHs! 12 BIY-

-~ HHOUMIHPOBAHHKIX ITAHUEHTOB B BO3pacTe 65 JeT u crapmie).

Ionoguvie paznuyusn

IMomynsaunroHHbIH GapMaKOKHHETHYECKHH aHAIN3 BBIABHI HECKONBKO 6osee BBHICOKHE
(16,8%) xounenTpauum napyHaBupa y BUY-unduuMpoBaHHEIX XeHIHH, yem y BHU-
HHQUITHPOBAHHBIX MYK4MH. JlaHHOe pa3nuyie He ABIAETCS KIHHHIECKH 3HAYHMBIM.
Iayuenmer ¢ napywenuamu Qynkyuu nouex

Pe3synbTaThl HCCIENOBaHMS C WCIOIb30BaHHEM ‘C-JapyHaBHpa B KOMOMHAIMH C -
PHTOHABHPDOM IIOKa3zanmd, 4Yro oOkono 7,7% 1npHHATOH 103B  JapyHaBHpa
9KCKPETHPOBAJIOCH C MOYOH B HEH3MEHCHHOM BHAE. Y MAalHEHTOB C HAapyMIECHHAMH
¢yHKuMH noYek (apMaKOKMHETHKY AapyHABHpa HE H3YYalH, HO MOIYJILMOHHEIH
(GapMaKOKHHETHYECCKHH  aHaMH3 mMoKa3al OTCYTCTBHE 3HAYHMOIO  M3MEHCHHA
(apMaKOKHHETHYECKHX NapaMeTpoB JapyHaBHpa Yy TalLMEHTOB C YMEDEHHO
BHIP@KEHHBIMA HapyNICHUAMH (YHKIMH Mo4eK (KJIMPEHC CHIBODOTOYHOTO KPEaTHHHMHA
30-60 Mmn/muH, n = 20).

Hayuenmul ¢ napywenuamu @ynkyuu nevenu

- lapynaBHp MeTabommM3uMpyeTcs H BBIBOAMTCA IIPEHMYMIECTBEHHO MEYCHBIO. B

) HMCCIIEOBAHNH C . IPHMEHEHHEM HecKoMskHX 103 ITPE3MCTA®. B xomGuuammm c
~ ' pu'ronannpom (600/100 MI‘) IBa pasa B JIeHb 6wlo MOKA3aHO, YTO CTAOWIbHEIE

anUIII—HBIO n=8) u yMCpeHHHM Hapymenncm (i)}’HKIIHH ne4eHH (Imacc B no lIamm
IMeio, n =8) ObUIM CpPaBHHMBI C TAKOBRIMH NapaMeTpaMH y 3A0poBbiX Jmu. JDddexr
TAXKEIOTO HAPYIICHHS (PYHKIHH TIeYeHH Ha (PapMAKOKHHETHKY IapYHABHPA HE H3y4alCs.

Iokasanns K IPHMEHEHHIO

Jledenue BUY-nndeximu y B3pOCHBIX U AcTeH B Bospacre ot 6 ner m ¢ Maccoit Tena
20 xr u Oonee, paHee MONYYABIIMX AHTHPETPOBHPYCHYIO TEpanmMio (B KOMOMHANLHA C
HHM3KOH 0304 PHTOHABHpA U APYTHMH aHTHPETPOBKPYCHBIMH NPEIIapaTaMH).

TIpoTHBONOKA3AHHAS
o TUNEPYYBCTBHTENBHOCTE K JAPYHABHDY WIH K moGomy BCTIOMOTATE/TLHOMY
Bemecmy, BXOJSIIEMY B COCTaB NPeTIapaTa.
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e OaHOBPEMEHHBIH NPHEM C NpENapaTaMH, KIHPEHC KOTOPBIX IPEHMYLIECTBEHHO
onpenemiercs n3opepmenTroM CYP3A4, u nosellieHHE KOHLEHTPAlMH KOTOPBIX
B IUTa3Me COMPSDKEHO ¢ BOZHHKHOBEHHEM CEPHE3HBIX H/HIIH YTPOXAIOMIMX JKHU3HH
no6oyHkIX 3¢ dexToB (y3kuit TepaneBTHYeCKHi quanasoH). K Takum npenaparam
OTHOCATCA acTEeMH301, alb(y303HH, cHIfeHadui (B Clydac NPHMEHECHMS A
TEpamMy JIETOYHOH apTepHalibHOM TIHMIEPTEH3HH), TepdeHaAuH, MHIa305aM,
TpHa3ojiaM, [H3anpHA, TNHMO3HA, TIPENapaThl, COACPKAIIHE AITKaJIOHIb!
CHOpPBIHBH (IPTOTAMUH, AWIHIAPOIPrOTAMHUH, 3PTOMETPHH M METHWIIPIOMETPHH)
(cM. Takke pasgen «BzaumoneHCTBUS € JPYTHMM  JIEKaDCTBEHHBIMH
CPEICTBaMM»). ' ' '

‘e OngHOBpEMEHHBI TMpHEM C IpeNapaTaMM 3Bepo0Os  IpPOILIPABICHHOTO,
pudaMvHOM, KOMOHMHAIMEH JIONMMHABHUD/PHTOHABHp (CM. TakkKe pasien
«B3anMopneicTBUA C APYTMMH JIEKAPCTBEHHBIMH CPEJICTBAMID?).

- e [leuenounas HemocraTouHocTs (K1ace C no Yaitng-Ils0).
~ e Jlerckuit Bo3pact g0 6 jer. '

C 0CTOpPOXKHOCTBLIO

— YV nanMeHToB ¢ HapyHICHHSMH (yHKIMH nedeHH (kimaccel A U B mo
Yaiina-Ilsi0) .

— Y manuMeHToB ¢ a/uiepruei K cynbQOHaAMUAAM.

— 'V nauMeHToB B Bo3pacTe cTapme 65 Jer.

— Ilpy OOHOBpPEMEHHOM TIDHEME JICKADCTBEHHBIX CPEACTB, BBHICOKO
CBS3BIBAIOINMXCA C aiib(al-KHCIBIM TIIHKOIIPOTCHHOM.

— V DanMeHToB ¢ XPOHWYECKHMH TeMaTHTaMH (B T.4. C XPOHHYECKHM
BHpYcHbIM renatutoM B u C).

— Y nauueHToB ¢ reModummeit.

IIpuMenenne nNpu 6epeMeHHOCTH M JIAKTANHHA
IToHOUEHHBIX . MCCIICAOBAHUH JapyHaBupa Y OepeMEHHBIX KEHHIHH HE HPOBOJWIOCH.
HccnenoBaHms Ha KHBOTHBIX HC BRLABHIH Y JaPYHABHPA TOKCHUECKOH aKTHBHOCTH MIIH
- HEraTHBHOTO BJIMSHHA Ha penponyxmnyio GyHKIMIO. H PEPTHILHOCTB. . :
~ Kom6unaumo npemapartoB [TPE3UCTA®/puronasup MoxHo HasmauaTs OepeMEeHHBIM
JKECHIMHAM TOJBKO B TEX CIy4adX, KOTAA OKHAAaeMas MOib3a €€ NMPHMEHEHHA A
Oymymieit MaTepH NEPEBENIMBAET MOTCHIHABHEIH PHCK JUIA TUTOJA.
HeusBecTHO, ciocoGeH M JapyHaBHp NPOHHKAaTh B TPYAHOE MOJIOKO. I/Iccnenona}mx Ha
KpHICaX IIOKa3alM, YTO MNpEnapar NPOHHKAET B MOJIOKO. YYMTBHIBas BO3MOXHOCTH
nepeaagn BUY ¢ rpyaHEIM MOJIOKOM, & TAKKE PHCK CEPhE3HRIX MOOOYHEIX 3¢ PeKToB Y
TPYAHBIX JeTeif, CBf3aHHRIA ¢ BO3AEHCTBHEM Ha HHX napyHaBKpa, BHUY-
WHQUMIMPOBAHHBIC JKCHITHHBI, mOdyualomme mnpemapat IIPE3UCTA®, nomxus
BO3/IEPIKHBATHCA OT TPYAHOTO BCKAPMITHBAHHSA.

Cnoco0 nprMeneHnst H 103b1 :

Buytps. Ilpenapar IIPE3UCTA® Bcerna crefyeT HasHauaTh B KOMOMHAIMH C HH3KOH
JI030# PHTOHABHDA B KauecTBE. CPEACTBA, YIYUUIAIOWIETO ero (papMaKOKMHETHUECKHE
XapaKTEPUCTHKH, a Takke B KOMOMHaMM C HAPYTMMH aHTHPETPOBHPYCHBIMH
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npenaparaMi. BO3MOXHOCTh HAa3HAYEHUS PUTOHABHpA JODKHA OBITH paccMOTpEHa A0
Hayana Tepaniu HPE3HCTA®/pnTOHaBnp

Ilocne Havana Tepanuu MPE3MCTA® naumenTs! He TODKHEI H3MEHATH MIIH IPEKPaIIaTh
Tepanuio 6e3 KOHCYJILTALMH C JIEYaIM BPaIoM.

B3pociibie NauHMeHThL:
Hosuposku 75 Mr u 150 mr paspaboTaHsl A NPHMEHEHHA B JETCKOM NpakTHKe. Y

B3POCIBIX JUIS JOCTIDKEHHS TEpaneBTHYECKHX 03 JaHHHEIE JO3MPOBKH TpeOyIOT MpHeMa
6onbImoro xonM4yecTBa TabJIETOK, YTO ¢ OAHOM CTOPOHBI 3aTPYMHIET HX IPOTJIaThIBAHHE,
C ApYrod — MOXKET BEI3BAaTh JLICPIUYECKHE PEAKIHH H3-3a MOBHIICHHOrO MOCTYMICHUA
BCIIOMOTATENbHEIX BEIIECTB, COJACpXKalMXcs B TabneTkax, MO3TOMYy OHHM IOJDKHEI
TIPUMEHSATHCSA TOJIBKO IIPH HEAOCTYITHOCTH APYTHX JO3HPOBOK.

Ilayuenmul, panee nonyuaswue unzubumops npomeassl ,

-~ Pexomennyemas nosa npenapara IIPE3UCTA™ cocrasnser 600 Mr 2 pasa B CyTKH B
kxomOuHaimu co 100 Mr putoHaBHpa 2 pasa B CyTKH; KOMOHHAIHIO TPHHMMAIOT BO BpeMA
enbl. THI nUOM He BIHAET Ha abcopOLMIO AapyHAaBHpA.

JUi1 nDamueHToB, paHee MOAY4YaBIIMX MHTHOMTOPBI MNpOTEas’bl, PEKOMEHOYETCs
MPOBENCHHE NFCHOTHITMIECKHX aHATH30B.

Hetu:

Hayuenmot om 6 0o 18 nem, panee nonyuaemue aHmMupempoSUpYCHYIO mepaniro
Pexomenyemas no3a [IPESHCTA® /puToHaBHp A AeTelt oT 6 fo 18 et m Maccoit Tena
He MeHee 2() KT 3aBHCHT OT MacCH Tena (CM. TabJMIly HMKE€) M He JOJDKHA IPEBHIIATh
pexomermyemy}o 103y ist B3pocibix nauuentos (600/100 mr 2 pasa B cyTku). Tabnetku
HPE3I/ICTA JOJDKHB! IPHHAMATHCA C PUTOHABHPOM 2 pa3a B CyTKH BO BpeMs eAbl. Tun
IMHMIIM HE BIMET Ha abcopOuuio JapyHasypa.

PexoMenayemasn 103a Tabiaerok IIPE3ACTA® M PHTOHABHPA /IS NAHEHTOB 0T 6
) o 18 xer, panee TOJIYIABIIAX AHTHPETPOBHPYCHYIO TePANHIo
N . ' Macca TeJsa (kr) %osa
— > 200 x—<30Kr 375 Nﬁmvnabﬂpa 2
pasa B CyTKH
1> 30 kr—< 40 kr ' 450 mr ITPE3UCTA®/60 Mr PHMTOHaBHpa 2
pasa B CYTKH
> 40 kT | 600 mr IIPE3UCTA®/100 mr pHTOHaBHpa 2
' e ' pasa B CYTKH :

B cmy4ae mporycka H03bI MPE3UCTA® wum PHTOHAaBHpa B TE€YCHHE 6 4acoB mnociue
OOBIYHOrO BPEMEHH NIpHEMA, COEAyET NPHHATH HasHaucHHyo o3y ITPE3UCT. A® w/mm
PHUTOHAaBMpa Kak MOXHO ckopee. B ciydae, ecnm mociie OORMHOrO BPEMEHHM TIpHEMa
npenapara npouuio Gonee 6 4acoB, PEKOMEHTYETCS NPHACPKHUBATHCA YCTAHOBIEHHOM
CXeMHl IIpHeMa Npenapara. Jlannbie PEKOMEHJAINM OCHOBaHE! Ha 15-4acoBoM meproze
TIONYBHIBEICHUS JApYHABHpPA B NPHUCYTCTBHH PHTOHABHpa H ycranonnenﬂom pexnmMe
TIpHEMa Iperiapara depe3 Kakasie 12 gacos. .
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Hayuenmv! ¢ napywenusmu yHkyuu nevenu:

Y NauMeHTOB C JIETKAM MM YMEPECHHBIM HapylIeHMEM (PYHKIMH NMEYEHH KOPPEKLHH
J03bl HE TpeGyerc:ﬂ Hudopmanus 1o NPUMEHEHHIO KOMOWHHMPOBAaHHOH Tepanvu
IMPE3UCTA /pmouaBnp IPH TSDKENIBIX HAapyNICHHWAX QYHKIMM TEYEHH OTCYTCTBYET;
CJICNOBATENIbHO, JaTh CHELM(HYECKHE PEKOMEHJAIMM M0 JO3HPOBAaHHIO  HE
MIPEJCTABIACTCSA BOSMOMXKHBIM.

Hayuenmv ¢ napywenusmu ynkyuu noyex.

Y panmMeHTOB ¢ HapymIeHUSMH (YHKIHH IOYeK W3MEHEHHE 103 B I(OMGHHaIII{H
IIPE3I/ICTA®/pm0HaBnp He TpeOyercs.

IoGo4noe neiicTeHe

Hau6onee gacteiMu no6ounsiMu 3¢ dexramu (> 2%) cpeaueit win TsoKenou crenerH (2 u

Oonee cremeHW) SABILIIOTCA Juapes, THIEPTPHITHMLUEPUAEMHS, Chillb, TOLIHOTA,

THIEpXOJICCTEPHHEMHA U TONOBHas Gonb. HaubGonee gacTeiMu nmoGogHEMH 3¢ dexTamu
~ ' TsDKENOH creneHH (3-4 CTeNneHw) ABIAIOTCA yBENHYEHHE aKTMBHOCTH «HEYEHOYHBIX» H

‘ NAHKPEaTHIECKUX (PEPMEHTOB.
2,6% nauveHTOB NPEKPAaTWIH Teparmuio B CBA3M C BO3ZHMKHOBEHMEM NOOOYHBIX
s dexToB.

Hndopmaims o noGounslx s¢dexrax y B3pocHbIX MALMEHTOB, paHee P
aHTHPETPOBHPYCHYIO TepaIuio, npH-npuMererHn 600/100 mr IPE3UCTA®/putonasup
2 paza B CyTKH NPHBEJICHA HYDKE.

HexenarenpHple nobGouynbie 3¢dekTsl CrpyNNHpOBaHb MO OpraHaM M 4acToTe
nosiBieHUs. YactoTy onpepesim Kak: oueHb dacto > 10%, sacto - 1-10%, HewacTo -
0,1-1%.

Co cmoponsl cucmemsi KpOBemMEoPeHUA U IUMPAMULECKOT CUCMEMDL:
Heuacto: TpoMOonWTONMeHHsA, HEHTPONECHMA, aHEMMsA, YBEIWYCHHE KOJMYECTBA
303nn0¢m03, JeHKONeHHus : :

A ' Co cmopomu cepdeuno—cocyducmt)u cucmempl:

6pa;[m<apzmx TaXHKap/ws, OMyICHHE cepzmeﬁnemm NOBEIEHHE apTepnammro
JABJICHHSA, «IIPHIMBLI KPOBH

Co cmoponui opzaro8 Osixanus:
Heuacro: ofpinIka, Kalenb, HOCOBOE KPOBOTEUCHHE, PHHOPES, TIEPIICHHE B ropiie

Co cmopoubl cucmembvl RUWLECAPERUA:

Ouens vacTo: nquapes

Yacto: TOmHOTA, pBOTa, 6OM B 0OIMacTH mmora NOBLILICHHE AKTHBHOCTH aMHJIA3H,
AVCTICTICHS, B3AyTHE XHBOTA, METEOPH3M

Hewacto: NaHKpeaTHT, FacTPHT, KedyAOYHO-IHINEBOAHEI pedIOKC, CTOMATHT, B T.4.
adrro:mbm KpoBaBas pBOTa, CyXOCTb BO PTY, macxombopT B o6nactu KT, 3anop;
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YBEJIMYEHHE AKTUBHOCTH JIMITA3bl, OTPEDKKA, HAPYIIEHWE YyBCTBUTEALHOCTH POTOBOH
[TOJIOCTH, XEHJINT, CYXOCTh I'y0, HAJIET Ha A3bIKE

Co cmoponsl zenamobunuaproit cucmemsi:

Yacro: . YBEJIMUEHHE aKTMBHOCTH alaHMHaAMHHOTPaHC(epasbl "
acriapraTaMHHOTpaHCdepasbl

HegacTo: remaTHT, B T.4. IUTOJNMTHYECKUI, CTEHO3 MEYCHOYHOH apTEpHH,
renaToMEraIns, YBEJIMYEHHE aKTHBHOCTH TPAHCAMHHAa3bl, IIenoyHo#i ¢ocdarasml,
raMMariyTaMiITpaHcepaskl, yBeJIMdeHHe Co/lepXKaHuA ONTHpyOHHa B KPOBH

Co cmopoHnsl HepeHoii cucmemsl:

YacTo: ronoBHas 601b, nepudeprieckas HeHpOIIaTHs, TOJIOBOKPYKEHHE

HeuacTto: o6MOpOK, CyZOpOrH, amaTtHs, IapecTe3us, IMIIECTE3Us, areB3usi, JUCTEB3H4,
HapylleHHe KOHLICHTpAllMd BHHMAHWs, HApyILICHHE NaMATH, COHIMBOCTb, HapyHmICHHE
¢a3 cHa o '

Hcuxuueckue napywenus:

Yacro: 6eccoHHHLIA

HeuacTo: penpeccus, CIlyTaHHOCTh CO3HAHHA, [1€30pHEHTalMsA, OECIIOKOHCTBO, Nepenaisl
HAaCTPOEHMS, HApYIICHHA CHA, HEOObIYHBIE CHOBHMJCHHMS, KOUIMAPHBLIE CHOBH/ICHMA,
CHIDKEHHE THOHa0 : -

Co cmopoHbl MOUEEHIOCTUMENBROU CUCEMDBL:

Heyacto: modeuHas HEJOCTATOMHOCTh (B T.4. OCTpas), HedpOIMTHA3, yBEIHYCHHE
KOHLIEHTpalMy = KPEaTHHHHA, CHIDKCHWE KIHpDEHCa KpEaTHHHHA, HNPOTECHHYpHS,
OUIHpyOUHYpHS, TU3YPHS, HOKTYPHS, NOJUIAKHYPHS

Co cmoponui opzana 3penus:
HedgacTo: cHIKEHNE YeTKOCTH 3pEHHA, KOHBIOHKTHBAJIFHAA THIIEPEMHA, CYXOCTb IJ1a3

Co cmoponst opzana cnyxa:
Heuacro: BepTHTo

Co cmopoHbl UMMYHHROU CUCmeEMBbI:
HegacTo: CHHAPOM HMMYHHOH PEaKTHBaLHH

Co cmoponbt IHOOKPURHOT CUCMEMbI:
. HeuacTo: THIIOTMDEO3, YyBEIMYEHWE BHIPAGOTKM = CTHMYIHPYIOMMX TOPMOHOB
IUTOBHAHOM XKEIE3hI :

Co cmoponsl Kodcu U MAZKUX MKane: ,

Yacto: cwib (B T.4. MakKy/e3Has, MakyJonamnyJje3Had, Namyle3Had, SPHTEMATO3Has H
3yasdinas), 3y o ‘

‘Hewacto:  reHepammsoBaHHas ChINb, JCPMATHT, B T.4. AUICPrHYCCKHH, OTEK IMIa,
KPallUBHALA, JK3€Ma, IPHTEMA, IMIEPrHApPO3, HOYHAs MOTIMBOCTH, AJNONCIHA, AKHE,
ceGOppeiHBIi JEPMATHT, CyXOCTh KOXKH, M3MEHEHHE MHTMEHTAIHHA HOTTeH
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BrisBI€HO B MMOCTMapKECTHHIOBOM IIEPUOAC: TOKCHYCCKHH 3HHlICpMaJIBHbIﬁ HEKpPOJIN3

Co cmoponbl KOCMHO-MbIUEYHON CHCIMEMbL U COCOURUMENILHOT MKARN:

HeyacTo: MuMalTHd, MBIIEYHBIE CMasMel, ClabOCTb MBINI, apTPHT, apTPaIrug,
PUTMAHOCTh MBI, TYTONOABHKHOCTH CYCTAaBOB, GonH B 'KOHEYHOCTAX, OCTEONOPO3,
yBEJINYEHHE aKTHBHOCTH KpeaTHHHH(POCHOKWHAZEI

BRHIABIEHO B TOCTMApKETHHIOBOM TIEPHOZE: OCTEOHEKPO3

Co cmiopoHbl penpodyKmugHOU cucmemsvl U MOSOYRbIX dicenle3:
Heuacro: spekTriibHas JUCYHKIMSA, THHEKOMACTHA

Memabonuueckue napyuienua u HapyuieHUR RUMAHUA:

Yacro: numoguctpodus (B T.4. Jmmoruneptpodus, IMHogaucTpodus, mmoa’rpodmx)
THIICPTPHIIMIIEPHAEMHUS, THIIEPXOICCTEPOIEMHS, THIIEPIIUITHAEMHUA

Heuacro: caxapHei amalerT, mojarpa, aHOPEKCHs, CHHDKEHHME aIlIETHTa, YMEHBINCHHE
Macchl Tella, YBEJIMYECHHE MACChl TeJla, THIICPIIIHKEMHS, PE3UCTEHTHOCTh K HHCYJIHHY,
CHIDKEHHE KOHIIEHTPAIHH JIUTIONPOTEHHOB BBICOKOH IIOTHOCTH, ITOBBIICHHE aNIETHTA,
TOJIMIHIICHSA, NTOBBIIEHNE AKTUBHOCTH JIAKTATETHAPOT€HA3El KPOBH

Hapywenun obuiezo xapakmepa:

YacTo: acTeHus, ycTanocTb

Heuacro: moBbIIEHHE TeMIepaTypsl Tena, 0om B o6NacTH IpyjaH, HEpUEpHYECKHE
OTEKH, YyBCTBO HEIOMOTaHM#, O3HOO, OLIYIIEHHE Xapa, pa3sApaXHTECILHOCTh, 0o,
MaTOJNIOTHYECKAsA CyXOCTh KOKH

IIpouue napywenun:
Heuacro: npocToii repnec

YacToTa, THII ¥ CTENIEHb TOKECTH N0G0UHBIX NedcTauil ipu npumenenun [IPE3UCT A® y
AETEH K NOAPOCTKOB CPAaBHAMBI C TAKOBBLIMH Y. B3pOCIIBIX ITALIHCHTOB.

y Bﬂq‘nud)mponam{m MAIMEHTOB KOMOHHUpOBaHHAA an’mpﬂponupycnaa Tepanus
MOXET  COIMPOBOXJAATbCA  NEpEpacnpelielicHHEM  JKHPOBOH TKaHH  OpraHH3Ma
(jmnopmcTpodumeit). ITo mepepacmpefe/ieHHe BKIIOYACT YTpaTy nepHEpHIecKoll H
NMIIEBOH TIOXKOKHO-KHPOBOH TKaHH, YBEIMICHHE KOIMYECTBa HHTPaabOMHHAILHOTO H
BHCLEPATPHOTO JXHMpa, THNEPTPOOHIO MOJOYHBIX JKElne3 M CKOIUICHHE XHpa B
AOpPCOLEPBHKANBHOM 06nacTH (06pa3oBaHHe XKHPOBOro rop6a).

KoMGHHHpOBaHHAs aHTHPETPOBHPYCHAA TEPANTHA MOXET TAKKE BHIIBIBATH CICAYIOMHE
MeTaboJMYecKe HApYIICHUS: THOCPTPHITIHLEPHACMHUIO, THIIEPXONECTEPHHEMHIO,

HHCYJMHOBYIO PE3HCTEHTHOCTD, THIIEPTIMKEMHIO H THNIEP/IAKTATEMHIO.

Y BHUY-HGHIMPOBAHHEIX MNANHCHTOB C TOKEILIM mmyuone(pmmmm B TICPHOA
'HaYaNbHOH KOMOGHHMPOBAHHOH < aHTHPETPOBHDYCHOH TepallHM MOIYT BO3HHKATh
BOCHAIHTENbHEIE PEAKIMH Ha GECCHMITTOMHBIE WIH OCTATOYHBIC ONNOPTYHHCTHICCKHE

HHGEKIMH.
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Y nanueHToB, MNOJNy9aBUIMX HWHIHOHTOPBI MpOTeassl, OCOOCHHO B KOMOHMHAIMH C
HEHYKICO3WAHBIMA HHruOuTOpamMH O0OpaTHOH TpPaHCKPHNTa3hkl, MOXET IOBBULATHCH
aKTHBHOCTb KpeaTHH(POCHOKMHA3B!, BOSHHKATh MHO3HT H, PEIIKO, pabJOMHONINS.

BUY-uudUIMpOBaHHbIE IAIMEHTH ¢ CONYTCTBYIONIei undekimeil BUpycoM renatura B
u/unu BUpycoM renatura C ‘

Y BUY-nupHIHpOBaHHEIX NALMEHTOB C COMYTCTBYIOMIEH MHEKIHEH BHPYCOM remaTuTa
B wwm remaruta C nevenue komGuHammedr [IPE3UCTA®/putonasmp He
conpoBokjaercas Oonee BBHICOKOH 4acToTOM  MOOG04YHBIX 3(QGEKTOB M HM3MEHEHHH
naGopaTopHBIX mokasatenei (mo cpasHeHnio ¢ BHU-MHQHUUMPOBAHHEIMM NALMCHTAMH’
0e3 rematuta B wmwm renarura C). @apMakoKMHeTHKA JapyHaBHpa W PHUTOHABHpa y
NaUMEeHTOB C COMYTCTBYIOIMMH uHGpekuusmn renatuta B w/mimm C 6ba cxomna ¢
TAKOBOH y mamueHToB ¢ MoHOoMHGexuueli BHY, 3a HCKIMOYEHHMEM NOBBINICHHA
aKTHBHOCTH ()€PMEHTOB I1€YCHH. :

HepenosnpoBka

CeegeHua o0 ocrpod mepeno3dpoBKe IIPH IIPHEME IIpernapara MPE3UCTA® &
KOMOHMHAIIMM C DPHUTOHABMPOM Yy JHOJAeH OrpaHMYeHhL. 3J0pOBbIE HOOPOBOMBIEI
NPHUHUMAIH OXHOKPATHO A0 3200 Mr napyHaBHpa B BHAC pacTBopa M a0 1600 mMr B Buae
tabnerox [TPE3UCTA® B koMGuuaimu ¢ pPITOHaBH‘pOM NPH 3TOM HeOJaronpuATHRIX
3¢¢$eKTOB HE OTMEYCHO. -
Crneunduyeckuit aHTHIOT Hen3BecTeH. [IpH epeJo3HPOBKeE ClIeAyeT MPOBOJUTH OONIyIo
HNOMIEPXKHUBAIOLIY) TEPAlMI0O C MOHHTOPHMPOBAHHEM OCHOBHBIX (DPH3MOJIOTHYECKHX
nokaszateneil. J{IA BBIBENCHUSM HEBCOCABIIETOCS INpenapaTa I0Ka3aHO IPOMBIBaHHE
KeIyaKa WIHM OYMCTHTENbHas Kiu3Ma. MoXeT MpHMEHATbCA aKTHBHPOBaHHBIH YTOJb.
JlapyHaBHp IPEHMYIIECTBEHHO CBS3HIBACTCA C OENKaMM IUIa3MBl, TO3TOMY 3HAYHMOE
yAATIEHHE aKTWBHOI CyOCTAHIMM METOLOM JIHA/IH3a MATTOBEPOATHO. '

B3anMopjelicrBae ¢ APYTAMH JIEKapCTBEHHBIMH CPEACTBAMH
JlapyHaBup ¥ DHTOHaBHp SABIMIOTCH HMHTHOMTOpamm m3odepmenta CYP3A4.
. OmHOBpeMEHHOE TIPAMEHEHHE KOMGHHAUMM ITPE3UCTA®/puronaBup u mpenaparos,
H Ko*ropme Me'ra6onn3apymrcn npemaymemeﬂﬂo Haod)epmeHTOM CYP3A4 MOJXKET

o9epe/h, MOXET OHITh NPHIMHOM ycmlemm WIM TPOJIOHTHPOBAHKS TEPANIEBTHIECKOro
addexTa, a TakKe MPUIVHOHN NOABNECHNUA NOGOUHBIX 3P deKTOoB.

KomOuHaimio HPEBI/ICTA®/pm'0HaBHp HE CICAyeT NPHMEHATL OJHOBPEMEHHO C
npenaparaMy, KIHPEHC KOTOPHIX BO MHOroM ompeznemtercs usopepmenTtoM CYP3A4 u
NOBHINICHHBIE KOHIEHTPAIMH KOTOPHIX ‘B IUIa3ME. MOTYT BHI3HIBATh CEPbE3HBIC H/HIIA
YIPOXaIONMe XI3HU MoOo4HEIE 3G deKTH (Y3KHI TepaneBTHIECKHH nuanasoH). K takum
TIpenapaTtaM OTHOCATCA aMHONAapOH, OenpHuMi, XMHHIMH, CHCTEMHBIH IIMIXOKaHH,
acTeMM30J1, ambdy303uH, cunaeHadu (B Cliydac NMPHUMEHEHMA U1 TEPAIMM JIETOIHOH
aprepHalbHONl THNEPTCH3WH), TepdCHAIHH, NEPOPAIBHBIA MHIA30JIaM, TPHA30IaM,
LM3aNPHJ, TIPHMO3MI, CEPTHHAON, CHMBACTAaTHH, JIOBACTATHH H ANKAJIOHIL! CTIODLIHBH
(HanpuMep, SProTaMuH, JUTHAPOIPTOTAMHUH, SPrOMETPHH ¥ METHIIPrOMETPHH).
Pudaminie SBISETCA MOIHEIM HHIYKTOPOM H30(QEPMCHTOB LHTOXPOMA CYP450.
Kom6nnammio I'IPESPICTA®/pm'0HaBHp HENB3%  [IPUMEHATH o,zmonpemelmo c
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pudaMIMIMHOM, TIOCKOJBKY B TaKMX CHydasX MOXET 3HaYMMO CHHXKAaThCA
KOHIEHTpauus JapyHaBupa B iuiasme. CleCTBHEM 3TOro MoxkeT ObITh yTpaTa
TeparneBTHIECKOro sddekra npenapara [IPE3UCTA®.

KomOmnauuo IIPE3UCTA®/putoHaBHp Hemb3s TPHMEHATH ONHOBPEMEHHO €
TNpenapaTaMH, COAEPXKANIMMM 3KCTPakT 3Bepo6os mnpoasipsasienHoro (Hypericum
perforatum), Tak Kak 3TO MOX€T COMPOBOXAAThCSA 3HAYMMBIM CHIDKEHHEM KOHIIEHTDALHH
JAapyHaBMpa B IUIa3Me, BCJICACTBHE 4YEro MOXET Hc4e3aTh TepaneBTHUecKuit 3ddekxr
npenapara TIPE3UCTA®.

Perc'omenday‘uu no OaHOSQ&MeHHOM y NPUMEHEHUIO C ngzwwu AHmMuUpPEMpPOBUPYCHBIMY

npenapamamu
Hyxkneo3uonvie/nykieomuonsie unzubumopsl 06pamuo mpaHcKpunmasul

JIuoanosun '

KomGuramms [TPESUCTA®/prronasup (600/100 mMr 2 pasa B J€Hb) OJHOBPEMEHHO C
~ JIMIAHO3HHOM MOXKET IIPUMEHATHCA 63 KOPPEKIUH AO3BI. ‘

Tak KaK IHJaHO3MH PEKOMEHAYETCS MPHMEHATh HATOLIAK, €r0 MOXKHO NMPUHMMATE 32 1 1

0 WIH 4epe3 2 9 mocie npHemMa KoMOHHaIHu MPE3UCTA®/ puToHaBup, KOTOpYIO

MPHUHHMAKOT BO BpEMS €/IbL.

Tenogosup
Pe3ysbraTel MCCHEJOBAHWA B3aUMONCHCTBHA MEXKAYy TeHO(OBHpoM (TeHOodOBHpa
musorpokcui (ymapar 300 Mr B cyTkH) M KoMmOmHauHeH napyHaBHp/puToHaBup (300
Mr/100 Mr asa pa3a B CYTKHM) MOKa3ajM, YTO KOHIICHTpAalMsi TEHO(OBHMpa B ILIa3Me
yBenuguiack Ha 22%. OT0 HM3MEHEHHE HE fABIACTCH KIMHHYECKH 3HauMMeiM. Ilpu
OJHOBPEMECHHOM TIPHMEHEHHH TeHO(OBHpA H AapyHaBHpa MOYCYHAs IKCKpenMs oboxx
NpenapaToB HE W3MEHWIaCh. TEHO(GOBAP HE OKa3bBal 3HAYHMOrO BIHMSHHA Ha
KOHIIEHTPAlMIO JapyHaBdpa B IulasMe. IIpy  OZHOBPEMEHHOM IPHMEHEHHH
HPE3I/IC’I‘A®/pmonaBHp H TeHOo(OBHpPa KOPPEKIHH K03 HE Tpebyercs.
Hpyzaue nyxneo3udnsvle unzubumopst 06pamnoit mpanckpunmasst
Jpyrue Hykneo3uaHsle HHTHOMTOpEl 0OpaTHOH - TpaHCKpHNTasel  (3HIOBYIMH,
. 3amuTabMH, 3MTPMIMTAOWH, CTAaBYJHMH, JIAMHBYJAMH H a0akaBHp) INHMHHHPYIOTCSA
~ : NPEHMYLIECTBEHHO © TOYKAMH, H II03TOMY BEPOSTHOCTH MX B3aHMONCHCTBHA C

a 0 sOvarla B I3
-

s O = 23533 < J J t 3

Henyxneozuonwle unzubumopel 06pammoti mpaHcKpunmasbol

Ompasupun ' o

IIpn w3ydeHUH B3aMMOACHCTBUA KOMOHHALAH [IPE3UCTA®/puronasup (600/100 mr 2

pasa B CyTKM) H OTpaBHpWHa OblIO OOHapyXeHO YMCHBHICHHE KOHIECHTPAI[HH

aTpaBupuHA Ha 37% ¥ He OOHApYXKEHO CYHIECTBCHHBIX M3MCHCHHH KOHLCHTDALHH
mapyHasupa. Ommako koMGumais ITPE3HCTA®/putoHaBMp MOMXET OIHOBpEMEHHO

HasHa4gaTbes ¢ 200 Mr 3TpaBHpHHa 2 pa3a B CYTKH 6€3 H3MEHEHHS O3k,

Dgpasupens ‘ _

BeUI0O  mpOBEJICHO  HCCIEJOBAHME  B3aMUMONEHCTBHA  MeXay  KoMmOuHauuei
AapyHaBup/puToHaBHp (300 Mr/100 Mr Ba pasa B CyTKH) ¥ dasupeH3oM (600 Mr ofvH
pa3s B cyTku). B npucyTcTBHM 3(aBHpeH3a HabMIONAIOCE CHIKEHHE KOHIEHTpauMy
napyHasupa B riasme Ha 13%. C apyroit CTOpOHE, KOHLIEHTpAlKA B M1a3Me HdaBHpeH3a

 yemwamnack Ha 21% TpH €ro ONHOBDEMCHHOM INpHMEHEHMH ¢ KoMOuHammei
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napyHaBnp/pmonaBnp 3T0 B3aUMOAEHCTBHE HE SAB/UIETCA KJIWHHYCCKH 3HAYHMEIM, H
nosromy ITIPE3UCTA®/puronarup 1 3(baBHpeH3 MOXHO MPHMEHSTH OJTHOBPEMEHHO Ge3
KOPPEKLUH 103 NIPENapaTos.

Hesupanun

.Pesynbrarh HCCIIEI0BAHUSA B3aHMOJICHCTBHA MEXAY KoMmOuHaImei
napyHasup/puToHaBup (400 mr/100 Mr mBa pasa B CyTKH) M HeBHpanuuoM (200 Mr jBa
pasa B CyTKHM) NOKa3ajM, YTO KOHLEHTpAlMH B IUIa3Me JapyHaBHpa HE 3aBHCENH OT
TIPUCYTCTBHs HeBHpanuHa. BMecte ¢ TeM, IpH OXHOBPEMEHHOM IPHMEHECHHH C
KOMOMHaUHMe#  JapyHaBUpP/PHTOHABHp  KOHLEHTpAlMd  HEBHpalMHA B IUIasMe
yBesmumiack Ha 27% (IO CPaBHEHHIO C KOHTPONEM). DTO B3aUMOJAEHCTBHE CUYMTAETCH
KIMHAYECKH HE3HAYMMBIM, M II03TOMYy KOMOHMHALWIO JapyHaBHUD/PUTOHABHD H
HEBHPaNHH MOXHO IPHUMEHATH OXHOBPEMEHHO €3 H3MEHEHMA HX J103.

- Hnzubumopul npomeassl
-~ Pumonasup
B nesmom adpdext ynyumenus GpapMakOKHHETHKH AapyHaBHpa PHTOHABHPOM IIPOSABHICS
B TOM, YTO KOHLIEHTPALMM NapyHaBHpa B IUIa3Me YBEIWYWINCh MPHMEPHO B 14 pa3 mocne
npHeMa OofHON J03b AapyHaBHpa (600 Mr) # 100 Mr puroHaBMpa JBa pa3a B CYTKH.
CnegoBarensHo, Ipenapar [IPE3UCTA® HeoGXoaMMO NPUMEHATH B KOMOMHAIMH C
HH3KOH 1030 pUTOHABHpaA.
Kombunayus-nonunasup/pumonasup - :
PesynbraTh HCCICXOBAaHIA B3aMMOJICHCTBHA MEXIy KOMOHHaIHEH
napyHasup/puronasup (1200mr/100 mMr aBa pasa B cyTkd) Wi 1200 Mr napyHasupa 6e3
pUTOHaBHpa M KOMOMHaumel nonuHaBup/pHToHaBHp (400 Mr/100 Mr aBa pasa B CyTKH
und 533mr/133,3Mr aBa pasa B CYTKH) MOKa3ald, 9T0 B NPHCYTCTBHM KOMOHHAIHMM
JIONMHABAP/PHTOHABUD KOHLEHTPAlMs JapyHaBHpa B IUIa3Me yMeHbIuMach Ha 40%. He
PEKOMEHAYETCA TPHMEHATh KOMOHHALMIO JIONMHHABUD/PHTOHABHD OIHOBPEMEHHO C
xombunanueit [IPE3UCTA®/ PUTOHABHD.
Cakeunasup
Hccnenosanne B3auMozeHCcTBHA NapyHaBupa (400 mMr nBa pasa B CyTKH), CAKBHHABHpa
. (1000 Mr nBa pasa B CYTKH) H PHTOHaBHpA (100 Mr nBa pasa B CyTKM) NOKa3ajlo, 9TO
A ' KomerTpalmx napyuaanpa B IUIa3ME ynenwmnacs Ha 26% B npncchmym caxsunaanpa

KOHIIEHTpALMI0 CaKBHHABHpa B IUIa3Me. He PEKOMEHIYETCA NMPUMEHATh CaKBUHABHD
OIHOBPEMEHHO C IpenapaToM TTPE3UCTA® mesaBucumMo ot NpUMEHEHHS HeOONbINOH
JOTIONTHATEFHOH N03b1 PHTOHABHPA.
Amasanasup '
HccnenoBanne B3aMMOJCHCTBHA. MeXIy KoMOuHaimed# = napyHasup/putoHaBup (400
mr/100 Mr nBa pasa B cyTkd) H arazaHaBupoM (300 Mr oaHMH pa3 B CyTKH) IOKa3alo
OTCYTCTBHE 3HAYMMOTO H3MCHEHHA KOHICHTPAIMi apyHAaBAPA H aTa3aHaBHDA B TUIa3Me
TIPH AX OJHOBPEMEHHOM MPUMEHEHMH. ATa3aHABHP MOKHO IPHMEHATH OXHOBPEMEHHO C

~ koMOuHanmei JapyHaBHP/PUTOHABHD.
Hnounasup
B mccriefoBaHWH B3aMMOJEHCTBHA MexXAy KomOuHaumed napyHasup/puToHasup (400
mr/100 Mr aBa pasa B CyTKH) U HHAMHaBHPOM (800 Mr fBa pasa B CYTKH) KOHUECHTPALHA -
JapyHaBHpa B IUIa3Me YBEIHMYWIAch Ha 24% B PHCYTCTBHH mumnampa H PHTOHABHDa;
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B TNPHCYTCTBHH KOMOWHAMM JapyHaBHP/PUTOHABHD KOHIEHTpAllMs B [UIa3Me
mmpmannpa noBeicliack Ha 23%. Ilpu nmpuMeHeHMH B cOYeTaHHM C KOMOHMHanuei
ITPE3UCTA /pn'ronaaup JI03y MHOWHABHpA y MAUMEHTOB, KOTOPHIE IUIOXO NEPEHOCAT
€ro, MOXKHO CHIKaTh ¢ 800 Mr 1a pa3sa B CyTkH 10 600 Mr 1Ba pasa B CyTKH.
- Apyaue unzubumopet npomeasvi
JI0 HAacTOSINEroO BPEMEHH HEe M3YYald B3aUMONCHCTBME MeEXAy KoMOHMHamei
IPESUCTA®/purtoHaBdp ¥ WHTMOHTOPAMM NpOTEa3s! IOMMMO  JIONHHABHDA,
CaKBHHABHMpa, aTa3aHaBHMpa W WHAWHABHPA, M I03TOMYy HE IICPEYHCIICHHBIE 37ECh
HHTHOUTOPEI MpoTeas3bl He PEKOMEHIYETCH NPHMEHATE O/IHOBPEMEHHO C KOM6HHaIJ,PICH
JapyHaBUD/PUTOHABHP.
" Aumazonucmer peyenmopoeé CCRS
TIpu 0JHOBpPEMEHHOM NpHMcHeHHK kKomGuHauwm [TPE3UCTA®/puronasup MapaBHpOK
JIOJDKEH HasHadaThes B Jo3e 150 mr 2 pasa B cytku. B uccieqoBanuH B3aumonaeicTBua -
: MEXAy KoMmOmHaimeit napyHasup/puToHaBup (600 mr/100 Mr nBa pa3a B CyTKH) M-
~ MapaBupokoM (150 mr 2 pasza B cyrku) AUC mapaBupoka yBermauBaiack A0 305%.
By MapaBHpoKa Ha KOHLESHTPAIMIO JapyHAaBHPA/PHTOHABUPA HE OTMEYAJIOCh.

PexoMengauun 110 ofHOBpeMeHHOMY NPUMEHEHHIO ¢ NPENapaTaMH APYrHx KIaccoB
AHTHapHTMHYECKHE CpencTBa (OempHanI, CHCTEMHBIN NMAOKANH, XHHHIWH, aMHOAPOH,
dunexannu, nponadeHOH)
Kom6unanms HPE3I/ICTA~®/pHT0HaBnp MOXKET YBC/IIMYMBATL KOHILEHTpPAaUMH B
CBIBOPOTKE OenmpuawiIa, JHMAOKAaWHA, XHHHAWHA, AaMHONApOHAa, (QUIEKaHHHAA H
nponagerHoHa. IIpm  OXHOBpeMEHHOM TIPHMEHEHHMHM YKa3aHHOH KOMOMHAUHH H
MEPEYHCICHHBIX aHTHAPHTMHYECKHX CPEJICTB PEKOMEHAYETCA COOM0aTh OCTOPOKHOCTD |
H, 110 BO3MOXXHOCTH, IPOBOAHTH MOHHTOPHHT KOHIICHTPALU 3THX CPEACTB B IUTA3ME.
JHuzoxcun

" Bo Bcex mccnenoBanusix no BanMogeiictsuio IIPESUCTA®/putonasnp (600/100 mr 2
pasa B JICHb) M OJHOKpaTHOH qo3bl JurokcuHa (0,4 Mr) 6pUIO MOKa3aHO yBEIHYEHHE
KOHEYHOH KOHLEHTPALMH JHIOKCHHA B TU1a3Me Ha 77%. PeKOMEHAYeTCs IEpBOHAYATEHO
Ha3Ha9aTh MUHMMANLHYIO 103y INTOKCHHA M M3MEPATH €TO KOHIEHTPALHIO B CHIBOPOTKE
KPOBH Ul MOJYYEHHS XKENaeMOro KIHHHIECKOro 3¢4)ex'ra npH O.IIHOBpeMeHHOM
HA3Ha4YEHHH C HPE3I/ICTA®/pKTOHaBHp

Kom6unanus r[PE3HCTA®/pm0HaBnp MOXET BJHMATH Ha KOHIEHTpalMH Bapdapuxa B
wiasdme. IIpH opHOBpeMEHHOM TNpHMEHEHHM BapdapuHa H 23TOH KOMOMHaIHMH
PEKOMEHAYETCH TPOBOAWTE MOHHTOPHHI  MEXIYHapOAHOIO  HOPMATH30BAHHOIO
OTHOIICHHA. ' ' ‘
. IIpotuBocyaopoxHEle npenapatkl (GheHobapOuran, peHUTOUH H kapbaMasenun :
®denobapburan M QEHHTOMH SBIMIOTCA HHAYKTOpPaMHM W30(E€PMEHTOB IATOXpOMa
€YP450. KombGunaumro ‘TIPE3UCTA®/putonaBHp He peKOMEHIyeTCA MPUMEHATE B
COYETAHHH C YKa3aHHEIMH IIPENApaTaMH, MOCKONBKY 3TO MOXET BHI3BIBaTh 3HAYHMOE
~ CHIDKCHHE KOHLEHTDALMH [apPyHAaBHpA B IUIA3Me H, CIENOBATENBHO, YMEHBIICHHE €0
TepaneBTHIecKoro dpdekra. ’ ‘
HccnenoBanne B3auMONEHCTBHS ~MEKAY ~KOMOMHALHEH HPE3I/ICTA®/meHaBnp "
~ (600/100 mr 2 pasa B cyTku) u kap6amasenuroM (200 Mr 2 pa3a B CYTKH) NOKa3aJI0, 9T0
~KOHII€HTpaKHﬂ JapyHaBHpa B TakOM Ciydae He H3MEHSETCA, B TO npeym Kak
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KOHLIEHTpauuss pHUTOHaBHpa yMeHbIaeTca Ha 49%. KOHIICHTpaIIPDI KapbamazenuHa
yBemmuuBaeTcs Ha 45%. Vamenenns noss aaa [IPESUCTA® /pmonamg) He Tpebyercs.
Ilpu HeoOxomumoctn opHoBpeMeHHoro HaszHaueHusa [IPE3VCTA"/putoHaBup H
kapbamasenuHa, MNAalHMEHT [O/DKEH HAXOAMThCA WOJ MNOCTOSHHBIM HaGmoneHHeM
MEIUIMHCKOTO TIEPCOHANa B CBASH C BO3MOXHOCTBIO BO3HHKHOBEHHS noﬁotmmx'
ahdeKkToB mnpHMeHeHHMs KapOamasenmuHa. JIOJDKHBEI H3MEPATHCA  KOHIEHTpAHM
kapbamasenuHa, H €ro JO03bl JOMKHH KOPPDEKTHPOBATbCA B COOTBETCTBHH C
KIMHUYECKMMH TpOsABICHHAMH. TaxuM oOpaszoM, n03bl kapOamaszenuHa MOTYT OBITh
yMEHbIIeHB! Ha 25-50% npu COBMECTHOM NPHMEHEHHH C HPE3I/ICTA®/pnT0HaBHp
AHTHIENpECCaHTHI (TPa30/10H, Ae3HNPaMUH)
CoBMecTHOE [IpHMEHEHHE IIPEBI/ICTA®/pm0HaBHpa C TPa3oHOHOM H AC3UIIPAMHHOM
MOKET NPHUBECTU K YBEIMYCHHIO KOHLICHTPAIIHHM TPa30Jl0Ha M JE3HIIPaMKHA B IUIa3Me.
OTO 'MOXXET BBHI3BaTh Takve NOGOYHEIE 3(G(EKTH, KaK TOITHOTA, TONOBOKPYKEHHE,
CHIDKCHHE apTEpPHANILHOTO JaBIICHUs, 0OMopok. B cnyqae HEOOXOMMOCTH COBMECTHOTO
~ IIpAMEHEHN yKa3aHHbIX npenapartoB U [IPESVCTA /pnTonaBnpa cnexyer cobmonars
OCTOPOXXHOCTb M PaCCMOTPETh BO3MOXKHOCTh NPHMECHCHHA MEHBIINX 03 TpPa3ofOHA H
JIe3HITPaMHHA.
benzonnasenuHpl (MHU1a30/1aM IAPEHTEPANBHO)
CoBMecTHOE INpUMEHEHHE I'H’E3I/ICTA®/pm0HaBHpa C TMAapeHTEPAIbHO BBOJAHUMBIM
MH1230J1aMOM MOJKET NMPHBECTH K YBEIWUCHHMIO KOHIEHTPALMH MHIa3ojaMa B ILUIa3Me.
Ilpy coBMECTHOM NPHMEHEHHH CJIEAYEF IPOBOAWTh TINATENHHBIN KIMHHISCKHI
MOHMTOPDHHT M [PHHHMAaTh CPOYHBIE MEPHl B CJIy4ae YTHETCHHSA HBIXaHHS WIH
MTMTeNbHOR  cenammy.  Crlefiyer  pacCMOTPETh  BO3MOXKHOCTB — CHIDKEHHS  JIO3HI
MHJIa30]1aMa, 0COGEHHO B CITydae JUTHTEILHON TEPaIHH.
IIpnmeneHune T[PEBI/ICTA®/pm"0HaBnpa c HEPOPATLHBIM MHa301aMOM
TIPOTHBOTIOKA3aHO. ‘
HeiiponenTvky (pHCHIEpHIOH, THOPH3AHH) ) v
IIpy COBMECTHOM NpPHMEHEHWHM HEHPOJICNTHKOB C HPE3HCTA®/pHTOHaBHp0M HX
KOHIICHTpallMH B IUIa3ME MOTYT YBEIMIHBAThCHA, BCIECACTBHE YETO MPH COBMECTHOM
INPUMEHEHHH CIIEAYET CHYDKATH 0351 HEHPOJIENTHKOB.

A~ : Hpﬂ COBMECTHOM npmuenermn Kommmma c HPE3HCTA®/pm0}xaBnp0M MOXET

W3MEHEHHA NO3Bl KONXWIMHA. s Teparmuu o6oc1pcmm NOAArpHl JUIS TAIMEHTOB,
monygalommx  koMbunawpno ITIPE3UCTA®/puronasmp, peKOMEeHayeMas  H03a
konxuumHa coctasmaer 0,6 mr (1 Ta6nema) u 0,3 mr (2 'ra6ne'n<n) gepes 1 wac. Kype
JICYCHUA CIENyeT IOBTOPHTh HE paHbIDe, YeM ueped 3 aHs. {19 npoduiakTHKu
o0oCTpeHHii s MALMEHTOB, MoMyyalommx Kom6uHammro ITPE3HCTA®/prronasmp,
PEKOMEHAyeMas 71032 KOIMXHUMHA cocTaBipieT 0,3 Mr KaKIbIf JeHs WK 9epe3 AcHb. Jis
TEpanvy CEMEHHOH CpEIH3EMHOMODCKOH JHMXOpaaK¥ IS NAaOWeHTOB, MOMYYAIOMMX
KoMOUHammio IIPESHCTA®/pmonaBnp, MakCHMaJIbHAas J032 KOIXHMIHHAa JA0JDKHA
cocrasnars 0,6 Mr omua pa3 B aesp (wm 0,3 Mr nBa pasa B aeHp). Ilaumentam co’
CHIDKEHHOMH Q)ymamen TMOYEK UM TIEIEHH He CNEAYeT Ha3HAa4aTh KONXHUMH TIpH
COBMECTHOM IPHMEHEHHH € HPE3I/ICTA®/meHaBnp0M.

BJIOI(&TOQH ((MC&!CHHBIX» KanblMEBRIX KaHAJIOB
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KonuenTtpaimu B ruasMe 6J0KaTOpOB «MEIJICHHBIX» KANBIHEBBIX KaHANOB (Hanpumep,
¢denopvnuna, HUeIUNUHA, HUKApAUITHHA) MOTYT NOBLIMATLCA TIPH ¥IX O/IHOBPEMEHHOM
npUMeHeRHH ¢ KoMOuuaumedn IIPE3UCTA®/puronasnp. B  Takux curTyaumsx
He00X0AMMO BHHMATEIBHO CIEANTH 38 COCTOSTHHEM MallUEHTOB.
~ Kuaj 0 H ‘ .
HccrnenoBanne B3aMMOJEHCTBHS  MeXXy KoMOMHauMed mapyHasup/puroHaBup (400
mr/100 Mr aBa pasa B CyTKH) M KIapuTpoMHIHHOM (500 Mr 1Ba pasa B CyTKH) IOKa3aJ1o,
9TO KOHIIEHTpalMsd KIApMTPOMHIUMHA B IUIa3Me yBeJM4YHBanach Ha 57%, Toraa Kak
" KOHLICHTpAlLlHA AapyHaBHpa OCTaBajach 0€3 M3MEHEHHMH. Y NMAalHEHTOB ¢ HapyIICHUSIMH
‘byHKIHH TOYEK peKOMeH)IyeTCX CHIDKATB 03y Rﬂapmpommnna
JexcameTa3oH
JlexcameTa3oH NIpH NOCTYIUICHHH B KpOBOTOK HMHAyLMpyeT uzodepmeHT CYP3A4 B
[I€YEHH, YTO BEJET K YMEHBIIEHHIO KOHLEHTPAILMH B IUIAa3Me JapyHaBUpPa. JTO MOXET
 TIPHBOIMTH K CHIJKEHHIO €ro TepaneBTHdeckoro 3¢dexra. Pekomenayercs cobmonaTs
~ " OCTOPOXXHOCTb IPH OJJHOBPEMECHHOM NIPUMCHEHHH JICKCAMETAa30Ha H JapyHaBHpa.
bosenran
IIpy onHOBpEMEHHOM MpUMEHEHHH 003€HTaHa H KOMOWHALMH HPE3HCTA®/pHTOHaBHp
MOXET yBEJIM4MBAThCA KOHLEHTpalus 6o3eHTaHa B muiasMe. [laiuenTtaM, nomydaronmm
kom6unammo [TIPE3UCTA®/putonasup B Teuenne MunnMyM 10 1Hei, pekoMeHAyeTcs
HavyaJibHas f103a 0o3eHTaHa 62,5 Mr KakIbli A€Hb WIH 9epe3 ACHb B 3aBHCHMOCTH OT
WHIWBHIYATbHON mepeHocHMOCTH. Jlg manueHToB, NpHHMMaOmmx 0o3eHTaH H
Ha4YMHAIONMX TEParuio HPE3I/ICTA®/panaBup, pexomeﬁ,uyeTcx OTMEHHUTH 003eHTaH
1o Kpaiineif Mepe 3a 36 gacoB 10 Havana Tepanun ITIPESUCTA® /puToHaBup. MHHHMYM
yepes 10 mueit mocie Hadana Tepamun [IPE3UCTA®/putonasup Ciiefyer MPOLOIKHTE
npueMm Go3eHTaHa B no3e 62,5 Mr Kaxiblil JeHb WIH 4Yepe3 ACHb B 3aBHCHMOCTH OT
HHIMBHYQIEHOH IEPEHOCHMOCTH.
DIy THKa30H, OYXECOHHI
IMpun OJfHHOBDEMEHHOM NPHMEHEHHH HMHTATIHONHOTO (IyTHKA30HA M KOMOHHALMH
ITPE3VICTA®/pyutonaBup koHLEHTpalus GIYTHKA30HA B IUIA3ME MOXKET YBEJIMYHBATHCH.
AHanorndHoe B3aHMOJCHCTBHE MOXET -HaOMONaThCA MNpH NPHMEHEHMA APYTHX
. KOPTHKOCTEpOMIOB, Meraboimsupyembix  uszodepmentom = CYP3A4, nampmmep
A~ ' 6ynecomma I_l"enecooﬁpasﬂo upxmeun’rs npenapam amrrepnamnﬂme dmyrm(asony, HE -

ngnapam M3 TPYIIIEI CTATHHOB

B MeraGonu3Me CTaTHHOB, TaKMX KaK CHMBACTATHH, pO3YBaCTHH M JIOBACTATHH,
6omeuryio ponp urpaer nsodpepment CYP3A4, nosToMy HX KOHUEHTpALMH B ILIa3Me
MOTYT CYINECTBEHHO YBEIMIHBATHCS NMPH OAHOBPEMEHHOM NPHMEHEHHH C KOMOMHAaNMeH
IIPE3PICTA®/pm'0HaBnp IloBrleHABIE KOHIICHTPAUHH CTaTHHOB MOTYT BHI3HIBaTh
MHOMaTHIO, BKMOYas pabaoMHOM3. VY4YHTHIBag CKa3aHHOE, HE pPEKOMEHIYETCH
npuMeHsaTh komOuHammio ITPE3UCTA ®/pUTOHABHD ONHOBPEMEHHO C JIOBaCTATHHOM,
PO3YBAaCTHHOM HIIM CHMBAaCTATHHOM.

HccnenoBanue B3auMOAeCTBAA Mexdy aTopsacTatiHOM (10 Mr omuu pas B CYTKH) ¥
xoMOuHammel fapyHasup/puTorasap (300 Mr/100 Mr 1Ba pasa B CYTKH) [0KAa3aJ0, 9T0 B
3TOH CHTYalMH KOHLEHTPAuMs aTOPBACTATHHA B IUIa3Me ObUIa yvilb Ha 15% ke, 4eM
NpH MOHOTEPaN{H aTOPBACTATHHOM (40 Mr ommu pa3 B cytkm). Ilpu HeoGXomuMoCTH
OZIHOBPEMEHHOIO NPHMEHEHHsA ATOPBACTATHHA H KOMOMHAIIHM JapyHABHD/DHTOHABHD
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pEKOMEH/IyeTCs HAYMHATh C 03B! atopBacTaTHHa 10 Mr oauH pa3 B cyTku. [lanee MOXHO
MTOCTENIEHHO MOBBIUIATH /03y aTOPBACTaTHHA, OPHEHTUPYACH Ha KIMHHYECKUH 3QdeKT
TEpaIHH.
Komb6unaims napyHasup/puronasup (600 mr/100 Mr npa pasa B CyTKH) TOBEIIIajia
'KOHUEHTPALMIO IPABACTaTHHA B ILIa3MeE MOCIIE IIPHEMa OJHOM 03B 3rdro npenapara (40
Mr) npuMepHo Ha 80%, HO TONBKO Yy uacTH mnanueHToB. [Ipm HeoOxoauMocTH
COBMECTHOIO NPHUMEHEHHUs IIpaBacTaTHHAa H IIPE3I/ICTA®/pm"0HaBup peKOMEHAyeTcs
HAYWHATL MPHEM MPABACTaTHHA ¢ MHHMUMAJBHEIX BO3MOXHBIX JI03 M YBEJIMUUBATh O3Bl
JI0 TIOABICHUA KIMHIYECKOTO 3(1)(1)61('1‘21 KOHTPOJHMpYS npo;nmerme MO6OYHBIX 3(pq)em‘013
npernapara.
biokarops! H>-rucTaMHHOBEIX DELIENTOPOB M HHTHOUTOPE! NPOTOHHOH (1OMITBI
IlpnMenenne omenpasona (20 Mr oauH pa3 B CyTkH) WM panuTHaAnHA (150 Mr aBa pasa B
CYTKH) OQTHOBPEMEHHO ¢ KoMOMHaumeH napyHaBup/puToHasup (400 mr/100 mMr nBa pasa
. B CYTKH) HE OKa3hIBAJIO BJIHSHHUA Ha KOHueHTpaumo JapyHaBHpa B IUIa3Me. Y4HTHIBas
~ 9TH JaHHbIe, KoMOuHanuio [TPESUCTA /pmonannp MOJKHO NPHUMEHATE OJHOBPEMEHHO
¢ Onokaropamu H,-penentopoB U WHrHOMTOpaMH NPOTOHHOH noMmbl 6€3 W3MEHEHHA
J03b1 IIOOOro U3 YKa3aHHEBIX MPENapaToB.
Huransiponnble 6eTa-aqpeHOMAMETHKH (CalnMeTepost)
OnHOBpEMEHHOE MPUMEHEHHE CaJIMETEPOIa 1 KOMOHHALIUN HPE3I’ICTA®/pHTOHaBHp HE
PEKOMEHAYETCA, T.K. MOXKET YBEIHUHBATHCA PUCK BOZHHKHOBCHHA NOGOYHBIX 3 dekToB
caJIMETePOJia CO CTOPOHKI CEPACTHO-COCYAHCTOH CHCTEMEL, B T.4. YAIIMHEHHE HHTEpBaIa
QT, yyamenHoe cepiieOueHHE H CHHYCOBAst TAXHKapHA.
HMMMyHozenpeccaHThl (UKITOCIIOPHH, TAKPOIMMYC, CHPOJIMMYC)
KoHueHTpaumy B 1iasMe LMKIOCIOPHHA, TAKPOIMMYCa H CHPOJIMMYC2 MOTYT BO3pacTaTh
B Cciy4ae oPPUMCHEHME  OTHX NPENAPaTOB  OHOBPEMEHHO ¢ KoMOHuHaueH
MPE3UCTA® /putoHaBup. B 3THX CHTyauMsX pEKOMEHIYeTCS KOHTPOIHMPOBATh
KOHI{CHTPAIMIO HMMYHO/ICTIPECCHBHBIX CPEZCTB B ILIa3MeE.
KerokoHa30J1, HTPaKOHA30J U BOPHKOHA301
KerokoHa3os1, MTpakoHa30Jl H BOPHMKOHA30J] SABIAIOTCA MOIMHEIMH HHIHOHMTOpaMH
m3opepmenta CYP3A4, a Ttakke ero cybGcrparamu. - CHCTEMHOE NpPHMEHEHHE
- KeTokonasona, 'MTDaKOHA301a M BOPHKOHa30Ma OHOBPEMEHHO C KOMOHMHaLHeH
~ 'HPE3I/ICTA /pn'ronasup MOXET HpHBOIlHTL K TTOBBIILIEHHIO ICOHHCHTpaIIPIH ,napynaanpa

IUIa3Me KETOKOHA30J7a WIM WTPaKOHa3ona. JTo Gamo nomepxcneno ACCIICIOBaHHEM
B3aMMOJIEHCTBAA MeX]ly KeTokoHaszosoM (200 mr aBa pasa B CYTKH) M KOMOHMHauuei
~ mapyHaBup/puToHaBup (400 mr/100 Mr mBa pasa B CyTKH), B KOTOPOM KOHICHTPAaLHH
KETOKOHa30/la H NapyHaBHpa TOBRICKIMCE Ha 212% u 42% coorserctenHo. Ilpu
HEOOXOIHMOCTH NPHMEHEHHA KOMOMHALMM . JapyHABHD/PHTOHABHD ORHOBPEMEHHO C
KETOKOHA30JI0M HIIH MTPaKOHA30JI0M CyTOYHas [03a MOCHEAHUX HE HO/DKHA NPEBHIMIATh
200 mr. KoHueHTpanuy BOPHKOHA3071a B TUIa3M€ MOTYT CHHXKATBCH TPH COBMECTHOM
NPUMEHEHMH C JapyHaBUPOM/PHTOHaBHpOM. BOPHKOHA301 HE CleAyeT HPHMEHATH
OJIHOBPEMEHHO C JapyHaBHPOM/PHTOHABMPOM, OJHOBPEMEHHOE NPHMEHEHHE BO3MOXHO
TONLKO B TOM CIlydae, el NOTEHUHANbHAid NONb3a OT nppmeﬂenna BOPHKOHa301a
_TIPEBHIMIAET nmemmanmmn PHCK.

Kiorpumason
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BsauMojielicteie  komOunaimn IIPESUCTA®/puTonaBMp ¢  KIOTpHMAas’onoM He
u3y4anock. [Ipu ofHOBpEMEHHOM NPHMEHEHNH KIOTPHMA30J1a M JapyHaBHpa, H HHU3KHX
D03 PUTOHABHPA MOXET HAaOMOAThCA YBEIMICHHE KOHICHTPALWH AapyHABHpA B ILIA3MeE.
Ilpu onHOBpeMenHOM mnpuMeHeHnn KomOunammu IIPESUCTA /pmonannp "
KIOTpUMA30Jia  CielyeT CoOMofaTh OCTOPOXKHOCTE M NPOBOAMTH KJIIMHHYECKHH

MOHHTODPHHT.
bera-aapeHo610kaTOpE! (METONPOION, THMOIOI)
CoBMecTHOE MpYMEHECHHE 6eTa-apeH00I0KaTOpOB H KOMOHHaIMH

TIPE3UCTA®/puToHaBHp MOMKET NPHBECTH K YBEIWUECHHIO KOHIEHTpAamMH Oera-

" agpeHoGnokaropos. IIpu o OAHOBDEMEHHOM NPHUMEHEHMH YKa3aHHBIX IIpenapaToB W
xoMGuuaiku [IPESUCTA® /pUTOHABUp cleyeT cOOmI0AaTh OCTOPOKHOCTE H NPOBOJMTE
TIIATEIbHEN KIMHHIECKUH MOHHTOPHHT, TAIOKE MOXET NOTpeGOBaThECA CHIDKEHHE JI03BI
6eTa-aapeHo6II0KaTOpOB.

Merggou -

~ B mccnenoBanun BuusHus koMGuHamun [IPESUCTA®/putonasup (600/ 100 Mr 2 pa3a B

JieHb) Ha CTaOHIBHYIO MNONNEPKHBAIOINYIO TEPAllMIO METANOHOM, OBUIO MOKa3aHo
ymeHbeHHe Ha 16% xoHuentparuu R-merajona B mmasme. Ha ocHoBanum
(apMakOKHHETHMYECKHX H KIMHHYECKMX pPE3yJIbTaTOB, KOPPEKLHH N03bl METAJ0HA BO
BpeMs Hayalla Tepanuu I[PEBI/ICTA®/pm0HaBnp He Tpebyerca. OnHaKo peKOMeHyeTCs
NMPOBOAWTh  KIMHHYECKMH MOHMTOPHHI, TaK KaK Yy HEKOTOPHIX [MalMEHTOB
TIOJUIEPIKUBAIOIIAS Tepanys TpeOyeT KOpPEKIHAH. :

BynpenopdbHH/HAIOKCOH
PesynbTaTel HCCIIENOBaHMA B3aMMONEHCTBHA KOMOHMHAILIHH TIPE3UCTA®/putonasup c
OynpeHOpHHHOM/HAJIOKCOHOM MPOAEMOHCTPHPOBAIH OTCYTCTBHE BITHAHUSA

[TPE3VICTA®/puToHaBMpa Ha KOHIEHTpALMIO OyNMpeHOpGHWHA NPH MX COBMECTHOM
npuMeHennn.  KoHmenTpamma — akTmBHoro — MeraGomura  Oynpenopduna -
HopGynpeHopd¥Ha yBemmumwiack Ha 46%. Koppemmx 03l OympeHopduHa He
tpeboBatack. Ilpu cosmectHom npueme ITPE3UCTA ®/putonaBupa u GympeHopduHa
PEKOMEHIYETCS IPOBOAMTD TIHATEIbHBIH KIHHNYECKHH MOHHTOPHHT.
DcTporeH-cofiepkamue IepopagbHble KOHTPAlENTHBHBIE CPEACTBA
- Pesymprarhl  HCCIENOBaHMS MO B3aMMOJEHCTBHIO  MeXTy  KoMOuHammei
~ HPE3PICTA®prr0HaBnp (600/ 100 mr 2 pa3a B nem:) H ammmacmannonom H -

3mnnn301pa,1mona H Hopamcrepona CHIDKAETCA COOTBETCTBEHHO Ha 44% H 14%
CnemoBarenbHO, PEKOMEHAYETCH HCNOJb30BaTh AJbTCPHATHBHAIE HETOPMOHAILHBIC
METOABI KOHTPaLETILHH.

Wuruburops dochomuacrepassl 5-ro tuna (GID-5)

ITpu mepanuu apexmwlbyou oucynrxyuu :
B onHOM M3 MCCNENOBaHHHN H3YyHanH KOHLEHTPaUHH cnmleﬂacbmra noce npHeMa ozmon
no3el 3toro mpenapata (100 mr), ‘a Takke mocne mpueMa 25 Mr cHigeHadwHiIa
O/JHOBPEMEHHO € KOMOHMHaumei napyHasup/putonaBap (400 mr/100 mr gBa pasa B
_cyrkn). KonueHTpanmu cunneHaQHiIa OKa3amHCh CXONHBIMM B 00€HX CHTyamuax.
Caenyer coGmoaate OCTOPOXHOCTE NPH OXHOBDEMCHHOM MPHMECHCHHH 'MHTHGHTOPOB
O35 TEpanuM = JPEKTWIBHOH  JUCHYHKIMH H KOMOHHAIMH
rIPEBHCIA®/pKr0HaBnp Ilpn  HeoOXONMMOCTH  MPHMEHEHHA MPE3UCTA® =
PHTOHABHpA OJHOBPEMEHHO C CHIJACHADHIOM, BapicHaQwIOM WIH TajasadHiIoM
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pa3soBas o3a cuijeHaduIa HE OJDKHA NMpEBRIIATh 25 Mr B TeueHHe 48 9, pasosas 103a
BapaeHaduiIa He A0JoKkHA ObITH Oonee 2,5 Mr B Teyenue 72 4, a pa3oBas Jo3a Tafanadmia
He JOMKHa npeBbimiath 10 Mr B Teuenue 72 4.
IIpu mepanuu ne2ounou apmepuanbHot 2unepmen3uu
besonachas u sddekTHBHAs 103a CHIeHAdMIA [ TEPanuy JEroYHOH apTepHATBHOR
THIEPTEH3NH He YCTaHOBJEeHa. CyllecTByeT MOBBILICHHBIA PHCK Pa3sBUTHS MOOOYHBIX
abdexToB cunaeHaduna (BKMOUYas HapyIICHHE 3pEHHA, CHIKEHHE apTEpaHibHOIO
IaBICHWA, IMPOJIOHTHPOBAaHHYI0 Jpekuuio u  obmopoku). Takum  obpasom,
OIHOBPEMEHHOE NPHMEHEHHE KOMOHHALHHU MTPE3UCTA®/putonasup n cuineHaduia
[IPH Tepanwuy JIETOYHOH apTepHANbHOH T'MNEPTEH3HH NMpPOTHUBOMOKa3aHO. [ima Tepanuu
JIETOYHOH apTepHATBHOM mngpx‘eﬂmn TafIaQHIOM NPH OTHOBPEMEHHOM HPHMEHEHHH
¢ xombunanuei I[TIPE3UCTA ™ /puronasup Tpe6yc'rcx H3MEHEHHe 103 Tamanapmuna. [
NAIMEHTOoB, nonydvaomyux kombuHaumio [TIPE3UCTA /pmonamap B T€4EHHE MHHUMYM
~ OJHOW HeAeNM, HadajbHas J103a Tanajaduwia JOJDKHA cocTaBuATs 20 Mr 1 pas B AeHb ¢
~ ' BO3MOXHBIM yBenumdeHHeM g0 40 mr 1 pas B JeHb Ha OCHOBaHMH HHIMBHAYAJILHOH
nepeHocuMocTt. s NALMEHTOB, MOTyqaoiX TaganaduI ¥ HAYMHAIOWMX TEpalHIo
xomGurammeit TIPE3UCTA® /pUTOHABHp, CIEIyeT OTMEHHTHb Ta,uanatpxm 1o KpaiHel
Mepe 3a 24 uaca 0 Hauana TepanHu KoMGunanueit [IPE3ICTA®/putonasup u cienyer
usberartsp OIHOBPEMEHHOTO MpPHMEHEHNY Tafanagpuia B TEUYCHHE Havyajla TEpalHH
koMGunammeri TTPESUCTA® /pmonannp Yepez 1 Hedemo moclie Hayajga TepalHiH
xoMGunammedt [TPE3UCTA®/putonasup creayer Bo3oGHOBHTH TpHeM Tananaduiaa B
nosze 20wMr 1 pa3 B A€Hbp C BO3MOXHBIM yBenmueHuem a0 40 mMr 1 pa3 B JgeHb Ha
OCHOBaHHMH mmymn,uyanmou TIEPEHOCHMOCTH.
Pudabyrun
Pudabytun ssiiercs cy6c1'pa'r0M uzodepmentoB 1MToXxpoma CYP450. B wm3yyenunu
B3auMogeiicTeus [TPE3NCTA®/puronasup (600/100 mr 2 pasa B cyTkH) u pudabyTuna
(150 Mr gepes jneHsp) HabGMONANOCH YBENHUCHHE KOHueH'xpamm napyHaBHpa Ha 57%.
OcHoBhIBasiICb Ha Tmipodmie 6e30macHOCTH TIPE3ACTA® /pUTOHABHD, YBEIHYCHHE
KOHUEHTPAlMA apyHaBHpa B IPHCYTCTBHY pudabyrnHa He TpeOyeT KOppEeKIHH 036l
nns [TPESACTA/puronasnp. M3ydeHre B3aMMOACHCTBHA II0KAa3alio CONOCTaBHMBEIC
) KOHLEHTPaLMH TIPH npmene}mn 300 mr pudpaGyruna 1 pa3 s CYTKH H 150 mr g9epes neHb
,.'\ B KOMGPIH&II,HH ¢ TIPE3HCTA® /pmonamp (600/ 100 MI‘ 2 pa3a B cynm) a TaKkKe

HA3HAYCHHHN TAKOH Kouﬁnnamm NANNEHTaM 1pe6ye’rcx ymcmmerme JI03b1 pn(baﬁymna
Ha 75% ot oOemmHO# 0361 300 Mr B CyTKH H NOBRIIEHHEIH KOHTPOIb HOGOYHBIX

a¢pdexToB pudabyTHna.
CenleKkTHBHEIC HHTHOUTODEL 00pPaTHOrO 3aXBaTa CEpOTOHMHA

HccnenoBanue B3aHMOJCHCTBHA MEXAY NMapokceTHHOM (20 Mr oAHH pa3 B CYTKH) HIH
ceprpamHoM (50 Mr oxwH pa3s B cyTkH) H koMOnnanuei ITPE3UCTA"/puronasup (400
mr/100 Mr mBa pasa B CyTKH) MOKa3all0, YTO KOHLEHTPalMs [apyHaBHpA B IUIa3ME He
3aBHCENla OT NPHCYTCTBHMA CEPTPATMHA WIM NapokceTHa. C ApYyroil CTOPOHBI, B
HOPUCYTCTBHHM  KOMOHHaIMH HPE3HCTA®/pH'1‘0HaBHp KOHLEHTpallnH B IUIa3Me
CepTpalMHa W MapOoKCeTHHa CHU3WMCH HA 49 u 39% coorsercTBenHo. B T€X caydasx,
" KOTa CENEeKTHBHBIC WHIHOMTOPH | oﬁpamom 3aXBaTa CEPOTOHWHA NPHXOIMTCH
MPUMEHATD OJHOBPEMEHHO - C ITIPE3UCTA® u PHTOHABHPOM, HEOOXOMMMO TMATETEHO
noa6GHparh O3y STHX WHIHOMTODOB HAa OCHOBAHWH KIHHWYCCKOH OLCHKH
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aHTHAETpeccHBHOrO 3¢ dekTa. ITomMiMo 3TOrO, Y MAUMEHTOB, MOTYYalONHX CTAOHILHYIO
AO3y CEPTpANMHA WM MAPOKCETHHA, KOTOPLIX HAMMHAIOT JEe4uTh KOMOHMHaIWEH
IMPE3UCTA /pmoaamp, HeO0OXOOMMO BHHMATEIBHO KOHTPOIHMPOBATH BBIPAXKCHHOCTH
OCHOBHOTO 3¢ deKTa aHTHAETIPECCAHTA.

Oco0ble yKazanus
[TanmenTor  HeoOxomumo  NpoMHGOPMHPOBATE O  TOM, 4YTO  COBPEMEHHBIC
aHTHPETPOBUPYCHEIE NPENAPATE He n3neunBaioT BUU-undekipo ¥ He MpefoTBpamiaoT
nepegady  BUWY. [Ilammenram cuenyer PasbACHHTE HEO0X0IUMOCTh co6mo,ue}mx
COOTBETCTBYIOIIHNX MEP NPEHOCTOPOKHOCTH.
Toxwrsle NaHeHTH: HHPOPMALHA O JIedeHNH KOMOMHaMeH ITPE3UCTA® /puronaBup
MAIMEHTOB B Bo3pacte 65 1eT H cTaplie BeCbMa OrpaHHYEHa, neoﬁxozmmo cobmonaTs
OCTOPOKHOCTD NPH JICYCHHH TaKHUX NAaLMECHTOB MPENapaToM MPE3UCTA®, nockomsky y
, HHUX 4allle BCTpedaeTcs AUCHYHKIHA NEYCHH W OHH Yalle CTpajaloT COMYTCTBYIOMMMH
~ 3a00s1eBaHUSIMH JIM6O0 MOIY4al0OT COMYTCTBYIOLLYIO TEPAITHIO.
Ab6comoTtHast GHOJJOCTYIIHOCTD TocCiie pa3oBoro npHema 600 Mr aapyHasupa COCTaBHIIA
npumepHo 37% W yBemuuwiack mpuMepHO g0 82% mociie TpHeMa AapyHaBHpa B
koMOuHaiuH co 100 Mr puToHaBupa aBa pa3a B cyTkH. CymMMapHEi addexT yrydmenns
($apMaKOKHHETUKH [apyHABHpPa PUTOHABHPOM BRIPa3HICA NPHMEPHO B 14-KpaTHOM
yBEJINUEHUH KOHIIEHTpAlMH JapyHaBHpa B ILUIa3M€ IOCIE NpPHEMa OAHOM NO3BI ITOrO
npenapara (600 mr) B komOuHauuy co 100 Mr puTOHAaBHpa JBa pa3a- B CyTKH. Takum
o6pasom, mpenapar [IPE3UCTA® ueo6xomuMo NMpUHMMATH TONBKO B KOMOHHAIMH C
HU3KOH J030H PHTOHABHDA.
[ToBhIIICHHE YKA3aHHOM AO3BI PHTOHAaBHpA HE MPHBOAMT K 3HAYMMOMY YBEIHYECHHIO
KOHLEHTPALMH JapyHaBHpa B IUIa3Me, U NMOITOMY [03y PHTOHABHPA HE PEKOMEHIYETCA
TIOBBIIIATh.

Koxnuble peaKimu TSKENOH CTeneHy
Y 0,4% nauMeHTOB NpH NpHEMe MPE3UCTA® 65 3a()HKCHPOBaHbI KOXKHEIE PEaKLHH

TSDKENOH CTENEHH, KOTOPHIE MOTYT CONMPOBOXIATLCH JIMXOPAAKOH HM/HIH YBEIMICHUEM
 aKTHBHOCTH TpaHcaMuHa3 nedenu. CunapoM CruBeHca-/DkoHcoHa ObLT 3aMKCHpOBaH
~ ) pem(o (<0, 1%) B nocrmapxe’mm‘onom NEepHoe TOKCHYECKHIH 31'IHlIepMaJII:HHR

"MJIM CHMIITOMOB KOXHBIX PEaKIMH THKEJIOH CTeNCHH (cmm, TSKETIOTO TEYECHHA WIH
CBIIlb, COMPOBOXIAEMas JIMXOPAAKOH, 0OmMMM HeAOMOTaHHeM, OOMAMH B MBINIIAX HIIK
CyCTaBax, BOJIBIPAMH, MIOPAKEHUIAMH POTOBOH I10JIOCTH, KOHbIOHKTHBHTOM, T€NIaTHTOM
/M 303uHOQWIHEH) npneM npenapara IIPESI/ICTA® HEOOXOMMMO HEMEAJICHHO
ApEKpaTHTh. .

Cuirms (Bcex BHIOB) HaGmonanachk y 10, 3% TIALHEHTOB, npmmma!onmx I'IPEB‘I/ICTA®
Cuillb B OCHOBHOM ObUTa JIETKOH WM YMEPEHHOH M 4acTo Habmojarach B TEHEHHe
MEPBBIX YETHIPEX HEAEHD JICUCHUS H YMEHbIIANACH NPH npo,uomxe}mn Teparmuu. B 0, 5%
CITy4aeB Chllb OblIa MpHIHHOH oTMeHbl KomOunanun [TIPE3UCTA /pm*ouannp

JlapyHaBHp ' CONECPXKHT Cymb)OHAMMIHYIO  TDYIIHY. Ha3nauenne MPE3UCTA®
HAIMEHTaM ¢ aJuIeprueil Ha Cyib(OHAMA/BI JOIDKHO MPOH3BOTHTECA € OCTOPOXHOCTEIO.
B KIMHHYECKMX HCCIECNOBaHHAX IPE3UCT A%/putonasup -CTeNICHb M JacTOTa
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BO3HHKHOBEHHS CHINH OBLIN OJMHAKOBH! Y MAIHEHTOB C alulepruei Ha cyiIbGhOoHaMH/BI B
anaMmHese U 0e3 Hee.

[lanMeHTRI ¢ CONMYTCTBYIOIMMHE 3200/1eBaHUAMU
- Iayuenmoi ¢ 3a60nesanusmu nevenu

JlaHHbIE 1O MNPHMEHEHMIO HPE3I/ICTA®/pPITOHaBHp y TAUMEeHTOB C TWKENIBIM
HapyIleHueM QYHKLMH EYCHH OTCYTCTBYIOT.OCHOBBIBAACH Ha JAHHEIX, 9TO CTaOMIBHEIE
($apMaKOKHHETHYECKHE MapaMeTphl NPH NPHMEHCHHH [IapyHaBHpa Yy JMI C JIETKHM H
yMEPEHHEIM HapylIeHueM (YHKIIMH NeYEHH CPaBHHMBI € apaMETPaMH Y 3I0POBEIX JIHIL,
KOPPEKIMH J03bl NAIMEHTaM C JIETKUM H YMEPEHHBIM HapyIIeHHeM ({yHKIINHM IIEYEHH He
Tpebyercs.

TI'enamomoxcuunocmeo
[pn npuMeHeHWH KOMOMHAIMH [IPE3UCTA®/putoHaBup HaGMIOHACTCA FemaTHT,
~ " BBI3BaHHBIH MPUMEHEHHEM JICKapCTBEHHBIX MNpENapaToB (HANMPHMED, OCTPHIA IENATHT,
IMTOJHTHYCCKUH rernartut). [enmatur ﬂaﬁmonancx y 0,5% mnanpeHToB, NOIYYalOIUX
koMOuHHpoBaHHyl0 Tepamuio ITIPE3VCTA /pmonaBHp VY nanpeHTOB ¢ HapyLICHUAMH
(YHKIHHM TeYeHH, B T.4. C XPOHMYECKHM aKTHBHbIM renatitoM B mmu C, umeercs
TIOBBILIEHHBIH PHCK Pa3BHTHS TAKEIBIX MOOOYHBIX 3(PPEKTOB CO CTOPOHEI EYECHH.
Heo6xoauMo npoBOAMTE MOHMTODHHT COOTBETCTBYIOIIHMX na6opampm.1x rokasarenei
nepen HasHadeHneM komOuHHpoBaHHOH Tepamuu ITPE3UCTA ® /puTOHaBMp M BO BpeMi
neyenns. Clemyer pacCMOTpeTb BO3MOXKHOCTH KOHTPOJA YBE/IHYCHHA aKTHBHOCTH
ACT/AJIT y nanMeHTOB ¢ XPOHMYECKHM IellaTHTOM, HMPPO3OM MM Y HNALMEHTOB, Y
KOTOPBIX HaOmronanach MOBRIMIEHHAs aKTHBHOCTEL TPAaHCAMHHA3 NEPE] HAYaIOM TEPaIH
H, OCOOCHHO, B TEYEHHME IMECPBHIX HECKOJIBKHX MECAICB KOMOMHMPOBAHHOH Tepamnuu
HPEBI/ICTA®/pm0HaBHp
B ciryuae oGHAapyXeHHS HapymieHHH (QYHKLMH TeYeHH WIH YXYALICHHS MX TSKECTH (B
T.9. KIMHUYECKH 3HAYMMOE YBEIHYCHHE aKTUBHOCTH IIE€YCHOYHBIX» (PEPMEHTOB H/HIH
TaKHX CHMITTOMOB, KaK yCTaJIOCTh, aHOPEKCHS, TOITHOTA, XKEATYXa, MO4Ya TEMHOIO L[BETA,
00JIe3HEHHOCTh NpPH HajbllallMM [EYCHH, renaromeramm) CIeAyeT paccMOTpETh
BO3MOXHOCTB npepbmamu HJTH OTMEHBI TePaIiy HPEBI/ICTA /pmoxasnp

— ~——~—ﬂazfuenmu—&3&69ﬂeeanuﬂmkneuek
[Mo4kH MTparoT HE3HAYUTENBHYIO POIh B KIIMPEHCE JapyHAaBHPa, H MMO3TOMY y MAlHEHTOB
¢ 3a0osieBaHMAMH MoYeK OOIMiA KIMpeHC JapyHaBHpa HNpPAKTHYECKH HE YMEHbBHIACTCH.
JlapyHaBHD H PHTOHABHD 0071aa10T BEICOKOH CTENEHbIO CBA3LIBaHUA C O€/IKaMH TUIa3MBI,
M TI03TOMY TeMOIMAITH3 WIH NEPHTOHEATBHBIN a3 HE HIPaloT cymecmemlou poym B
BRIBE/ICHHH 3THX NPENapaToB U3 OpraHH3Ma. :

Bonvubie cemopunueii

Umerotcs coobumienns 06 YCHICHHH KPOBOTEHYCHMH, BKIIIOYAS CHOHTAHHBIE KOXHEIE
reMaTOMBl M TeMapIpo3, y HalMeHTOB C remopwmedl THma A u B, nedeHHmx
MHTMOATOpaMH  TIPOTEa3Hl. HekoTopele M3 3THX NAalMEHTOB nonyqaum ‘daxTop
ceepTaiBaHuA kpoBd VIIL -Bonee uem B NOJIOBHHE OITHCAaHHBIX CNy9aeB: JICYCHHE
HHTHOMTOpaMH IpPOTEa3kbl npo;tomxanocx, 6e3 nepepuBa WIH BO300HOBIIOCH HOCHE
' BPEMEHHOH TPHOCTAHOBKM. DBBUIO BBICKa3aHO TpPEANONOXECHHE O MPHIHHHO-
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CJIEACTBEHHOM CBA3W MEXIY JICYCHHEM MHIUOHTOpaMH TMIpOTeaskl H YCHIICHHEM
KPOBOTEUEHHs Y OONBHEIX reMoGIINEH, 0HAKO MEXaHH3M TaKOH cnx:m HE YCTaHOBJICH.
BoneHbix reModuimei, momygarommx kombunauio ITIPE3UCTA ® /puTonaBup, cremyer
porH(pOPMHPOBATE O BO3MOKHOCTH YCHIICHHS KPOBOTEUCHHH.

Mmmeprimkemus
VY nauMeHToB, MONYHAIOIMX AHTUPETPOBHPYCHYHO TCpalMio, BKIIIOYasd HHIHOHTOPEI

MpOTeassl, OTIMCAHbI BIIEPBLIE BBIABICHHEIE CIIyYal CaxapHOro juabera, runeprinKeMHs
WIH yXyJUIEHUE TeYeHHs yXKe CYIIeCTBYIONIEro caxapHoro muabera. Y HEKOTOPBIX M3
JTHX NANUEHTOB THIEPIIMKeMHs ObUIa TSDKENOH ¥ B psale CiIyYaeB CONPOBOXAAIACH
KeToauuno3oM. Y MHOTMX MalHEHTOB HMMENH MECTO COIyTCTBYIOIHME 3aboneBaHms,
HEKOTOpPHlE M3 KOTOPHIX TpeGOBaIM JICUCHHs IpEenapaTaMH, CrHoCOGCTBYIOMIMMAH
Pa3BHTHIO CaxapHOTO AHa0eTa WM IHIEPIIMKEMHH. '

—~ Hepepacnpenenenye xupa H METab0IHIECKHE HAPYHICHAS
KoMOuHupOBaHHas aHTHPETPOBHpPYCHAsd Tepamus MOXeT BbBbBatk y BHY-

MHOUIMPOBAHHBIX MAIMEHTOB IIEpEpacIpefeIcHAe )XKHPOBOH TKaHH (JIMOAKUCTPODHIO).
B HacTosiiee BpeMA HET JAHHBIX 00 OTAAJICHHBIX MOCJIEJCTBHAX JTOTO SBICHHA, a €T0
MEXAaHM3M BO MHOIOM HE siceH. BhICKa3zaHa THMIOTE3a O CBA3H MEXKAY BHCUEPAIBHBIM
JIMTIOMAaTo30M M MHTHOMTOpaMHM TpOTeasbl, a TakkKe MexXAy JHImoatpopuer u
HYKJICO3HIHLIMM MHTHOMTOpaMH 0oOpaTHOH TpaHCKpHNTasel. I[IOBBUINIEHHBIH pHCK
BO3HHKHOBEHHUA JTMIOAMUCTPOGMH CBA3aH C TAKUMH (aKTOpaMH, KakK MOXKHIION BO3PacT, a
TaKkkKe C JUIMTENBHOM  Tepamued  aHTHPETPOBUDYCHBIMH  NpemaparaMH
CONMYTCTRYIONIMMH  €#f  MeTaboNM4YecKMMH  HapymieHHAMH. [IpH  KIMHMYECKHX
obcnenopanmax BUU-uHGHIMPOBAHHEIX NALMEHTOB, HOIYyYalOMIMX aHTHPETPOBHPYCHBIC
npemaparts, HeoOXoAWMO oOpaiaTh BHHMaHME Ha  (QU3MYECKHE  TNPH3HAKH
nepepacnpesieieHus xKupa. PEeKOMEHIyeTCs H3MEpSATh COJIEPAHHME CHIBOPOTOYHEIX
JMIIAZOB M TIJIOKO3El KPOBH Harom@ak. Hapymenus mMOMAHOro wmerabomuiMa
He00XOMMO JIEYHTH COOTBETCTBYIOHIMMM TPENapaTaMy.

' CuHIpOM 10H peakTHB
A y BI/I‘I—nH(bnm«IposaHme NaLHEeHTOB c TAKEJBIM anyﬂone(pmmmM B Hawaie

BOCHATHTEBHOR peakUMH oOpraHu3Ma Ha 6eccxmm‘oumc WA  OCTaTOYIHEIE
ONMOPTYHHCTHIECKHE HHQEKUHH, 9TO MOXET NPHBECTH K CEPHE3HBIM KIHHWYCCKHM
OCIIOXXHEHHSAM IWIH YXYJAMEHHI0 CHMITOMATHKH. OOBIMHO TakHE PeaKIHH HaGMI0NaloTCA
B TEPBHE HEACTH WIM MECAIL NPAMEHEHHA KOMOMHHMPOBAaHHOH aHTHDETPOBHDYCHOM
Tepanud. B Ka4yecTBe NPUMEPOB MOXHO MPHMBECTH LHTOMETAJOBHPYCHHIH PETHHMT,
reHEpaNM30BaHHBIE W/WIM MECTHhIC MHKOOAaKTepHaibHEE WHOEKUMHA H MHEBMOHHIO,
'BEI3BAHHYI0 Pneumocystis carinii. Heob6xomuMo ONpeAensTs TDKECTh JHOOBIX
CHMITOMOB BOCNAJIEHHS ¥ IPOBOAMTH COOTBETCTBYIOINYIO TEPAIHIO. ’

OTtMeuanncs cnytxan oc*reonexposa 0CcOOCHHO Yy naxmem*os c o6menpmxmm!
(bal(’l‘Op&MK pucka, BHU undexmmell Ha mno3AHEH CTAa{MH HIHM HAXOMANMXCH Ha
© JVIATEJILHOA KOM6HHHPOBaHHOK aHTHPETPOBHPYCHOH Tepamuy. JacToTa OCTEOHEKpO3a
HEH3BECTHA.
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BzanmojieiicTBHE ¢ IPYTUMH JIEKADCTBCHHBIMM IIpenapaTaMy

JlapyHaBHp M PHTOHABHp SBJAIOTCA MHTHOMTOpaMH Haod)epmema CYP3A4.
OnHoBpemenHoe npuMeHeHne KkombOuHammu ITIPE3UCTA ®/puToHaBHp M JADYTHX
IpenapaToB, KOTOphIe MeTabOMM3MPYIOTCS MpeuMyIIecTBeHHO H3ogepmenTom CYP3A4,
MOXET NPHUBOJMTh K [OBBIICHMIO KOHLECHTPAlMH TAaKHX MpEnapaToB B IUIasMme,
BCIEACTBHE YEr0 MOTYT YCHIMBATHCA WIH YUTHHATBCA HX TEPaNeBTHYECKHE H NOGOYHBIE
3¢ deKxTh.

Iapynasup Merabommsupyercs mn3odepmentoM CYP3A4. OpHoBpeMeHHBIH mpueM
NpenaparoB, HMHAYLUMPYHOIMX akTHBHOCTE CYP3A4, MOXeT yBENWYATH KIHPEHC
JlApYHABHpa, B pE3yNbTaTe 4ero YMEHBIIMTCA KOHLEHTPAlMs AapyHaBuWpa B IUIa3Me.
OnHoBpeMEHHBIH TpueM apyHaBHpa ¢ MHTHOMTOpamMu CYP3A4 MOXeT yMEHBIINTH
KIMPEHC JapYHABHDA, B PE3YNLTATE HEro yBEHHHTCH KOHLIEHTpALHA ,uapyHaBnpa B
TUIa3Me.

—~ BuuisiHue Ha ciocOOHOCTD K YIPABICHHUIO aBTOMOOHIEM M IBHXYIIMMHCS MEXaHW3MaMH.

HccnenoBanuii 0 BIMAHWM TIPAMEHEHHS KOMOHHALHH TIPE3UCTA®/putonasnp Ha
CNOCOOHOCTP K YNPaBICHHIO aBTOMOOMIEM M JABIDKYIIMMHCA MEXaHM3Mamu He
npoBoawnocs. OHHAKO NPH PAaCCMOTPEHHM CHOCOOHOCTH MNAlMEHTa K YIPABICHHIO
aBTOMOOWJIEM M ABHKYLIMMHCS MEXaHW3MAaMH, CICAYET YYHUTHIBATh TOJIOBOKPYXKCHHE,
OTMEYaeMO€ Y- HEKOTOPHIX MAlMEHTOB, TNONYYAlONMX TEpamul0  KOMOWHanMeH
TIPE3UICTA®/putonaBup.

®opMa BBINYCKa
TabneTkH, MOKPHITHIE IUIEHOYHOH 060109k0# 75 mr, 150 mr.

75 mr: o 480 TabneTok BO (MakOH M3 NONMITHIEHA BBLICOKOW ILIOTHOCTH, 3aKpHITHIH
ATIOMHHHEBOH IIEHKOMH, ¢ MONMIPOMIICHOBOH KPHILKO#, 3alIMIICHHOR OT CIIy4aifHOro
OTKPBIBaHHA JAETHMU.

150 mr: no 240 TabneToK BO (QNAKOH M3 NMONMITHIEHA BBICOKOH IUIOTHOCTH, 3aKPhITHIH
. AIIOMHHHEBOH IUICHKOH, C MOJMIPOMHICHOBOH KPHILIKOH, 3AIIMIEHHOR OT CIIyJaiHOro
—~ OTKpPBIBAHHA JETHMH.

Kaxnpiii ¢akoH BMeCTe C uﬂcrpymmeu [0 MEIHIMHCKOMY npumeﬂenmo MOMEIIAIOT B
KapTOHHYIO MAa4Ky.

Cpok roxHocTn
2 roaa. He ucnonms30BaTth MO OKOHYAHWH CPOKA FOAHOCTH.
YcioBns XpaneHHs

Xpaunurs npy Temneparype He Bame 30°C.
- XpaHHTH B HEOCTYNHOM JUIA JeTEH MeCTe.

Ycj10BHS 0TOYCKA H3 aNTEK
ITo penenty.
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Ilpon3BoauTennb

ITpon3BOCTBO TOTOBOH JIEKAPCTBEHHOH HOPMBI:

Succen-Opro JIJIC, 00778 Creiit Poya, 933 xm 0,1 Meiimu Bapa, I'ypa6o, ITyspro-Puko
(ClIA)

BTopHuHas ynakoBKa H BHITYCKAIOUWN KOHTPONb:

Succen-Cunar C.n.A., Kononso-MoHnuese, Munas, yia. M. byonaporru, 1.23, Uranus

Baapenen PErHCTPANHOHHOIO YIOCTOBEPEHHS, OPraHH3a LS, IPHHHMAIOLIAS
NpeTeH3HH

000 «JIxoHcoH & JIxoHcon», Poccus, 121614, Mocksa, yn. Kpeutarckas, 17/2
KoHnTakTHbIe TeNeOHbI:

Ten.: (495) 755-83-57

daxkc: (495) 755-83-58
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