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COOTBETCTBYET SKCNEPTHOMY OTUYETY

1O MEANIINMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O ITIPEITAPATA

Maenana®

PerncrpauuoHHbIi HOMeEp:

Toprosoe Haumenosanue: IInengun® (Plendil®)

Me:KAyHAPOAHOE HENATEHTOBAHHOE HANMEHOBAHMUE: (eOoAUNUH

JexapcTBennass ¢opma: TabGJeTKH C NPOJOHTUPOBAHHBLIM  BHICBOOOMKICHUEM,

MOKPBITHIC TNICHOYHON 000710YKOM

Cocras

Oona maonemka 2,5 me cooepycum:

Jlelicmsyrowee sewecmeo. penogunud — 2,5 Mr

Bcnomozcamenvhole sewjecmea: 20po: Tunpono3a (THIApOKCUNIpONuLesaono3a) — 10 mr,
runpoMesio3a (THAPOKCHUIpOMUIMeTHIIe/Lono3a) — 100 mMr, nakto3a Oe3BogHas —
28 mr, LEJIII0I03a MHUKPOKpPUCTAJLINYECKAS - 3 mr, MakporoJa
TIUIEpUITHAPOKCUcTeapar — 2,5 Mr, nponuiaramuiat — 0,06 Mr, HaTpus aJIOMOCHIUKAT —

47 mr, Hatpus creapuindymapatr — 3,9 Mr; nienHounHas 00010uyka: BOCK KapHayOCKHU

~ 0,1 mr, kpacutenp xenesza okcun xxenteid (E172) — 0,15 mr, runpomennosa — 4,9 wr,
makporos 6000 — 1,2 mr, tutana nuokcuxa (E171) — 0,7 wmr.

Oona maoaemka 5 mz cooeprcum:

Jeticmsyrowee sewecmao.: Genoaunud — 5 Mr

Bcnomozcamenvhvle sewjecmaa: 10po: TUNMPON03a (TUAPOKCUIIPOTUIIIENN0103a) — 10 M,
runpoMesio3a (THAPOKCHUIpOMUIMETHIIeono3a) — 100 mMr, nakto3a Oe3BogHas —
28 wmr, LEJUTI0J103a MUKPOKpPHUCTAIINYECKAs - 3 wmr, MakKporoJa
TIULIEpUITUAPOKCcUcTeapaT — 5 mr, nponuiramuiat — 0,06 Mr, HaTpusa aJTOMOCUIMKAT —

47 mr, Hatpus cTeapuidymapar — 4 MTI; nieHouyHas 0001ouKka: BOCK KapHayOCKHI

~ 0,1 Mr, kpacutenb xkeiae3za OKcuJ KpacHoBato-kopuuHeBbii (E172) — 0,03 mr,
Kpacutenb xkene3da okcuna xeatbid (E172) — 0,01 mMr, runpomernioza — 5 Mr, MakporoJ
6000 — 1,3 mr, Tutana nuokcun (E171) — 0,7 wmr.

Oona maonemka 10 mz cooeprycum:

Heticmsyrwuwee sewecmso: penonunuu — 10 mr

Bcnomozamenvhole sewjecmea: 20po: Tunpono3a (TuIApOKCUNIpONuiLesnono3a) — 10 mr,
runpomenio3a (THAPOKCUTPOMUIMETHIIeuTon03a) — 100 mr, makto3a Oe3BogHas —

28 mr, LEJIII0I03a MHUKPOKPHUCTAILINYECKAS - 3 mr, MakporoJa
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ravnepuiruapokcucreapat — 10 mr, nponu IFaJmaT':D%R)% ';: E{'ﬁ?&ﬂtﬁf;dME%ﬂrlJ;ﬁ'&éT —

47 mr, Hatpusa creapundymapatr — 4,2 MTr; nieHouHas 000404YKa: BOCK KapHayOCKHI
~ 0,1 Mmr, kpacuTelb Keleza OKcuUI KpacHoBaro-kopuuneBwii (E172) — 0,1 wmr,
Kpacutenb xene3a okcuna xeateid (E172) — 0,07 mMr, runpomeiosa — 5,3 Mr, MakporoJ

6000 — 1,3 mr, Tutana nuokcun (E171) — 0,6 mr.

Onucanme

Tabnetku 2.5 Mr: Kpyrijible ABOSIKOBBINYKJbIE TaOJETKH KEJITOTO I[BETa, MOKPHIThIE

MJICHOYHOUW 000JI0YKOI; C TPAaBUPOBKOW «A Ha OTHOU CTOPOHE M «2.5» — Ha APyroi
FL»

CTOpOHE.

Tabnerku S5 Mr: Kpyrible ABOSKOBBINYKJIBbIE TaOJNETKH PO30BOTO I[BETA, MOKPHITHIE
MJICHOYHOW 000JI0YKOM; C TpPaBUPOBKOH «A Ha OJHOU CTOPOHE M «5» — Ha Npyrou

Fm»y
CTOpPOHE.

Tabnetku 10 Mr: kpyribsle ABOSIKOBBINYKJbIe TaOJeTKH KpPacHO-KOPUYHEBOTO IIBETA,

HOKPBIThIE IJIEHOYHOH 00070YKOM; ¢ TpaBUPOBKON «A Ha oaHOH cTopoHe U «10» — Ha
FE»

JIpYyrou CTOpOHE.

dapmakoTepaneBTHYecKasi rpynmna: OJIOKAaTOPHI KaJbI[MEBBIX KAHAJIOB; CEICKTUBHbBIE
070KaTOpHl KaJbLIIUMEBHIX KaHAJIOB C MPEUMYILIECTBEHHBIM JEHCTBUEM Ha COCY.BbI;
NPOU3BOJHBIE JUTUIPOTUPUIUHA.

Kox ATX: CO8CA02

dapmakoJoru4ecKue CBOMCTBA

dapMaKoOAUHAMHUKA

denogunun (HHGHI[I/IJI®) — O;mokatop «MENJIEHHBIX» KalbI[UEBBIX KaHAJOB,
NpUMEHSAEMbIH JJIs JIeUeHUS apTepHaJbHON TUNEPTEH3UHN U CTAOUIIBHOM CTEHOKAPAUH.
@enoaunuH — MNPOU3BOJAHOE NUTHUIPONUPHUAMHA, MPEACTABIAET COOON paleMUUYECKYIO
cmech. OenoaunuH cHUXKaeT aprepuanbHoe aaBieHue (AJ]) 3a cuer cHMKeHUS 00IIETo
nepudepruuecKkoro COCyIuCTOTO COMPOTUBICHUS, OCOOEHHO B apTepuoax.
[IpoBoaguMOCT, U COKpaTHTENbHAas CHOCOOHOCTh TJAaAKON MYCKYyJIaTypbl COCYIOB

MOAABJIAIOTCA MYTEM BOSI[CI\/'ICTBI/IH Ha KaJIbIIMECBBIC KaHAJIbl KJICTOYHBIX MCM6paH.
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bnaronmapsi BBICOKOW CEJIEKTUBHOCTH B OT OIH@HI/IWFBT-HTHE%%VI%#%BI%HT&%PIIOH

dbeNoauNnuH B TEpameBTUUECKHUX J03aX HE OKa3bIBAET HETaTUBHOTO HMHOTPOIIHOTO
3¢ exTa Ha COKPATUMOCTb HMIM HPOBOIAMMOCTH MHOKapaa. demoaunuH pacciabiseT
rIaJKyl0 MYCKylaTypy AbixaTeiabHbiXx myTeil. [loka3zaHo, 4To ¢denoqunuH OKa3bIBaeT
HE3HAYUTEJIbHOE BO3JEHCTBHE HAa MOTOPHUKY JKEIyJOUYHO-KUIIeYHOro Ttpakta. Ilpu
IIUTENbHOM MPUMEHEHHU (DETONUNUH HE OKA3bIBaeT KIMHUYECKH 3HAYUMOTO 3 dexTa
Ha KOHIICHTPALHWIO JUIHUI0B B KPOBHU. Y MAIMEHTOB C CaXxapHBIM auabeToM 2 THIA NpH
NpUMEeHEeHUU (eroaunuHa B Te4eHue 6 MecsleB HE OTMEYEHO KJIMHUYECKH 3HAYUMOTO
s¢dexTa Ha MeTabonrUuecKkue mponecchl (raukupoBaHHbId remoriooud (HbAlc)).
denoaunuH MOXXHO TaKXe Ha3zHauaTh MAalMEHTaM CO CHWXKEHHOU (QYHKIIHEH JIEBOTO
KEIyJIoYKa, MOJNYydYalolluM CTaHAAPTHYI Tepanuio, W NalueHTaM ¢ OpOHXUAITbHOU
aCTMOM, caxapHBIM THUAa0ETOM, MOJATrPON UM THUIIEPIUTTHICMUECH.

AHTUTHHEPTEH3UBHBINA DD EKT

Cumxenue AJl npu  mnpueme  QenoaunuHa  oOYyCIOBIEHO  YMEHbIICHUEM
nepudepuIecKoro COCyIUCTOr0 CONMPOTUBIICHUS.

OenonunuH 3¢ PexTuBHO cHUKAET AJl y TanMeHTOB ¢ apTepUaTbHOM TUIIEPTEH3UEH KaK
B MOJIOKEHHUU «JI€XKa», TaK U B MOJOKEHUU «CUISI» U «CTOS», B COCTOSIHUU MOKOS U MPHU
¢usndeckoit Harpyske. I[lockonpky ¢ermogunuu He oka3piBaeT 3¢dekTa Ha TIaAKYIO
MYCKyJaTypy BE€H WM aJpEHEpPruuecKuid Ba30MOTOPHBIH KOHTPOJb, TO pa3BUTHE
OpPTOCTATUYECKON THUMOTEH3UM HE MPOUCXOAUT. B Hauane medeHus, B pe3yibTaTe
camxkenus AJl Ha ¢QoHe mnpuema deroaUNnuHA, MOXET HAOIIOJATHCS BPEMEHHOE
pedIeKkTopHOE YBEJIMUYECHUE 4YacTOThl cepaeunbix cokpameHuit (HCC) u cepmedHoro
BeiOpoca. VYBemumuenuro UYCC mpensTcTBYeT OJAHOBPEMEHHOE ¢  (PeloJUNHHOM
npuMeHeHue  Oera-aapeHoOmokaTtopoB. JledictBue  demonunuaa Ha Al wu
nepudepruueckoe  COCyIHCTOE€  CONPOTUBJIECHHUE  KOppEIUpyeT C  IJIa3MEHHOMU
KOHI[eHTpauuei ¢enonunuua. Ilpu paBHOBECHOM COCTOSSHMM KIMHUYECKHH 3¢ dekT
COXpaHseTcss MEXAy MNpPHUEeMOM J103, YTO BBIPAXAETCs B MOAAEPKAHUU CHUKEHHOTO
ypoBHs AJl B TeueHue 24 4acos.

Jleuenue GpenoaUNUHOM NPUBOJIUT K perpecCuu runepTpoduu JIeBoTo Kelyaouka.
QenogunuH o6yagaeT HATPUUYPETUUECKHUM M JHYpeTHYecKHUM »H(pQekTamMu Hu He
obnagaer kanuilypetrnueckum ds¢dexkrtom. Ilpu mnpueme ¢denoaunuHa CHHUXKAETCH
KaHaJIblleBasi peabcopOust HATPUS U BOJBI, YTO OOBSCHIET OTCYTCTBUE 3aJI€PKKH COJICH
U JKMJKOCTH B opranuime. @eloAuNNH CHUXAET COCYJUCTOE CONMPOTHUBIECHUE B MOYKAX
U ycuiaupaer nepdys3uio mnodek. PeroIUNUH HE OKa3blBaeT BIUSIHUS HA CKOPOCTh

KJIyOOUKOBOW (UIBTPAIMU M IKCKPELUHIO albOyMHUHA.
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aHTHMOTEeH3UHIIpeBpamawmero gepmenra (AIID), Geta-agpeHobI0KaTOpaMHU W/ UIU MPU
HEOOXOJAUMOCTH NHypEeTUKAMH, CHHXaeT nuactoinudeckoe AJ[ mo ypoBHs meHee 90 MM
pT. cT. y 93 % nmanueHToB.

YacToTra CepAeYHO-COCYAUCTHIX OCIOXHEHUHW y TMAaIMEHTOB C CaxXxapHbIM jauabeToMm 2
tuna (n=1501) 3HauutensHo Huxe (50%) B rpymnme MamueHTOB, Y KOTOPHIX YyAaloch
NOOUThCsI CHWXKEHUs nuactonuueckoro AJl mo ypoBHs < 80 mm pt. crt. (11,9/1000
MalMeHTo-JIET), MO CPaBHEHUIO C TPYyNmod, TJAe YpPOBEHb Juactoiumdeckoro AJl
coctaBysia < 90 mMm pt. cT. (24,4/1000 manmueHTO-JIET).

[IpuMeHeHHEe NUTUAPOTUPUIUHOBBIX OJIOKATOPOB «MEIJICHHBIX)» KAaIbIIMEBBIX KAHAJIOB B
KauyeCcTBE HadaJbHOUN Tepamuu ¢ MOCIEAYyIOIUM ao0aBieHrueM OeTa-aapeHo0JI0KaTOPOB,
npu HEOOXOOUMOCTH, HE BJUIET HAa MOKa3aTelb CMEPTHOCTU OT CEPAEYHO-COCYAUCTHIX
3a00eBaHUIl MO CpaBHEHHUIO CO CTAaHIApTHOW Tepamueid OeTa-aapeHOOIOKATOpaMHu
U/WIU TUYpETUKAMH.

Jlns nedeHus apTepualnbHON rumepreH3uM mpenapar IlneHaun® MoKeT MPUMEHAThCA B
KayecTBe MOHOTEpANHUu UM B KOMOMHAIUU C APYTUMHU THIOTEH3UBHBIMU MpenapaTamMu,
TaKUMU Kak 0eTa-aJApeH00I0KaTOPHl, IUYPETUKU HIH UHTHOUTOpHI AIID.

AdTunmemMuyeckuii 3bdexr

[Ipumenenue ¢penoaunuHa IPUBOIUT K YJIYUIIEHUIO KPOBOCHA0KEHUS MHUOKapaa 3a cUeT
OUIIaTallM KOPOHAPHBIX COCYJOB. YMEHbUICHHUE HAarpy3ku Ha cepjue oOecriedyuBaeTcs
32 CYET CHUIXEHUS NepuPepuueckoro COCYIAUCTOTO COMPOTUBICHUS (CHHKEHHS
HAarpy3KH, IIPEOJ0JEeBAEMON CEpAEYHONW MBIIIIENH), YTO NPUBOAUT K CHHKEHUIO
noTpeOHOCTH MHUOKapAa B Kuciopoge. DenoauNuH yCTpaHSeT cHa3M KOPOHapHBIX
COCYJOB.

QenoaunuH  yIy4yllaeT COKPATHTENbHYIO CIOCOOHOCTh W yMEHBIIAET YacTOTy
OPUCTYIIOB CTEHOKApAWU Y MALHMEHTOB CO CTAOMIBHOW CTEHOKapJIHued HampsokeHus. B
Hayalie Tepanmuu MoXeT HalOmogarbcs BpeMmeHHoe yBeaudenue UCC, kynupyemoe
Ha3zHa4YeHUEeM OeTa-aapeHoOsokaTopoB. Db EKT HACTyMmaeT yepes 2 yaca u COXpaHsIeTcs
B TeueHue 24 uacoB. [lna neueHus cTaOuIbHONH CTEHOKapAUU (ENOAUNUH MOXKET

NPUMEHATHCS B KOMOMHAMU ¢ OeTa-aApeHo0JI0KaTOpaMH UJIM B BUJI€ MOHOTEPAIHH.

DapMaKOKHHETHKA
AOGcopOuus
CucremHast 6MOAOCTYITHOCTh (peTOAUNMHA COCTaBIsIeT NpUMepHO 15 % U He 3aBUCHUT OT

npuemMa numu. OJHAKO CKOPOCTh abCcOpOIMH, HO HE €€ CTEeNeHb, MOXET MEHSAThCA B
4
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COOTBETCTBYET SKCNEPTHOMY OTUYETY

o0pa3zom, moBBIIIaeTCs NpuUMepHO Ha 65 %. MakcumanbHas KOHIIEHTpAIus B IJIa3Me
KPOBH JOCTUTraeTcs yepe3 3—5 4acos.

Pacopenenenue

[Ipenapat cBs3piBaeTcs ¢ Oenkamu miasmbl Ha 99 %. OO6beM pacnpeneiieHUs B
paBHOBeCHOM cocTosiHuM coctaBiusier 10 n/kr. Ilepuon mosyBBIBeAEHHUS COCTABISET
npuMepHo 25 uacoB, (aza miaTo JOCTHTaeTcs HpUMEpHO B TedyeHue S5 nHeil. He
KyMYJMPYET AaXXe IPH JUIMTEIbHOM MPUEME.

Bbuorpaucdhopmarus

QenoaunuH MeTabonM3upyeTcs B nedyeHu noxa aeiicrsuem uzopepmenta CYP3A4, Bce
UICHTU(QUIUPOBAHHBIE META0OJIUTHI He o00NamalT Ba3zoauiIaTUpyrIuM >S¢dexTom
(reMoIMHAMHUYECKON aKTHBHOCTHIO).

OOmuii miaa3MeHHBIH KJIUpEeHC B cpenHeMm coctaBiusieT 1200 mu/mMuH. YMEHBIICHHBIN
KJIUPEHC y MaIlMeHTOB MOXXHJIOTO BO3pacTa M y MAalMEHTOB CO CHUIKEHHOU (yHKIUEH
MEeYCHW NMPUBOIUT K YBEIMYCHUIO KOHIIEHTpauuu GemoaunuHa B miaa3me KpoBu. Bmecre
C T€M BO3pacTHOM MpU3HAK JHIIb YACTUYHO OOBSICHSAET MHAUBUIYAJIbHBbIE HU3MEHEHUS
MJa3MEHHOW KOHILEHTpauuu ¢eroaunmnHa.

DJIUMUHAIUSA

Oxomno 70 % oT mpUHATON O3Bl B BUJIE META0OIUTOB BBIBOJHUTCS MOYKAMHU, OCTaJIbHAas
4acTh BBIBOAUTCA yepe3 KuleyHuk. Menee 0,5 % BBIBOOUTCS NOYKAMU B HEU3MEHEHHOM
Buge. llpu HapymeHuum (QyHKUMM MOYEK IJIa3MEHHas KOHIEHTpauus (enogunuHa He
U3MEHSIETCS, HO HAONIoJaeTcss KyMYyJIAIUs HEAKTUBHBIX MeTabonmuTOB. DENOAUNUH HE

BBIBOJAUTCS IpU reMOJUAIN3C.

IToka3aHus K NPUMEHEHU IO

e AprepuanpHas THHEpPTEH3Us (B MOHOTEpanmuM MHJIM B KOMOMHAaNUU C JAPYTUMH
TUIIOTEH3UBHBIMU CPEACTBAMH, TaKMMH Kak OeTa-aJpeHo0J0KaTOPHl, ANYPETHKH
unu uHruoutopsr AIID).

e CralunpHass cTeHOKapaus (B MOHOTEpanuM WJIM B KoMmMOuMHanuum c¢ Oera-

aJpeHo0IoKaTOpamMu).

IIporuBonmoka3zanus
e [UnepuyyBCTBUTENBHOCTh K (ENOAUNUHY HIM K JTIOOOMY M3 BCIHOMOTAaTEIbHBIX
BEIIECTB, BXOAAIINX B COCTaB Ipenapara.

L4 Cep;[eqHa;I HEOOCTATOYHOCTHh B CTaAHU JCKOMIICHCAIIHUHU.
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(NOCMNENOBATENBHOCTS 0004)

e  OcTpblil HHPAPKT MUOKaAp/A.

e HecrabunpHas cTeHOKapaus.

e ['eMogMHaAMHUYECKH 3HAYUMBIM CTEHO3 KJIalaHOB Cepla.

e J[MHAMHYECKHU CTEHO3 BBIHOCSIIETO TPAKTa CEpALA.

e Bo3spact no 18 ner (3¢ pekTUBHOCTL 1 6€30MaCHOCTH HE YCTAHOBJICHBI).

e bepeMeHHOCTS.

e HemnepeHocHMMOCTh JIAKTO3bl, JAePUUUT JaKTa3bl MIM TJIIOKO30-TajlakTO3Had
ManbabcopOmus (mpemapar CoAepKUT JTaKTO3Y).

e [lepuox rpyaHOro BCKapMJIMBaHUs (B CBSA3M C HEIOCTATOYHBIM OMBITOM

NpUMEHEHUS ).

C 0CTOpPOKHOCTHK: AOPTANBHBI CTEHO3, MHUTPAIbHBIA CTEHO3, THIEpTpoduueckas
00CTpYKTUBHAs KapauoMmMuomnatus, 1abunbHocTh AJl, HapyuieHue (QyHKUUU MEYEHH,
TsDKeJash TOodYedYHass HEJO0CTaTOYHOCTh (KJIMpEeHC KpeaTnHuHa wMeHee 30 wmi/MuH),
cepJeyHas HEAOCTATOYHOCTH MOCIE OCTPOro MHpapKTa MHOKapia, MOXHUIOW BO3pacT,
OJHOBPEMEHHOE IPHUMEHEHUE C HUHTHOUTOpaMH UIH HMHIAYKTOpaMH H30pepMeHTa
CYP3A4. AprtepuainbHass TUNOTEH3HUs, KOTOpas y MNPEeAPACHOJIONKEHHBIX IMAIMEHTOB

MOJXKET BBI3bIBATh HIIECMHUIO MUOKapJa.

IIlpumeHnenue npu OepeMeHHOCTH H B EPUOJ TPYAHOI0 BCKaPpMJIMBAaHUS

bepeMeHHOCTE

B HacTosmee BpeMs HET JOCTaTOYHBIX JAHHBIX O NpUMeHeHMHU npenapata [lnenaun® y

OepemenHbIX. OCHOBBIBAsICh Ha MOJYYEHHBIX Y JKMBOTHBIX JaHHBIX O HApPyIICHUH
pasBuTus mimoAa, mnpemapaT Ilnenaun® He JOMKEH Ha3zHAadaThCd BO  BpeMs
O6epemeHHOCTU. biokaTopsl «MeMJIEHHBIX» KalbIMEBBIX KaHAJIOB MOTYT MHIHOMPOBATH
COKpallleHHsI MaTKd MpU NPEeXJEBPEMEHHBIX poJlaX, BMECTE€ C TEM HEJAOCTaTOYHO
JAHHBIX, TOATBEPXKAAOIMUX YBEJIMYECHHE NPOJODKUTEIBHOCTH (U3HOJIOTHUYECKUX
ponoB. Bo3Mo)xeH puHUCK pa3BUTHUS TUINOKCUM TIJI0Ja MPU HAIMYUM Yy MaTepu
apTepuaNbHON TUMNOTEH3UM U  yMEHbIIEHUs TnepPpy3un B  MaTKe 3a CUET
nepepacupeeseHus KpOBOTOKa U nepudepruyeckoil Ba3oauaaTalmu.

I[Iepuoa TpyAHOTO BCKAPMIIMBAHUS

denogunUH NPOHUKAET B TIpyaHoe Mouoko. Ilpu mnpueMe kopmAmend Marepbro
denmoaunuHa B TepameBTHUYECKUX J03aX JHUIIb HE3HAYUTEIbHOE KOJIWYECTBO Ipemapara

nomnajgaeT C TPyIHBIM MOJOKOM peOeHKy. HenocTtaTo4yHblii ONBIT NpPUMEHEHUS
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dbenonunuHa >KEHIIMHAMH B TIEPUOJ JIAKTAIUH ':Eé:l::hlll:zﬂ;}g ;:'e-ll_'EJBEHQI:BBEI%}/JI:(II%%HH

npenapara Ha JIeTed, HaXOJALIUXCSd Ha T'PYJHOM BCKapMJIMBAHWHU, B CBSI3M C 4YE€M HE

PCKOMCHAYCTCA HAa3HA4YaThb IpcCliapart HJIGH,Z[I/IJI®

KEHIIMHAM B mepuoj jaktauuu. llpu
HEOOXOMMMOCTH MPOJOJDKEHUS Tepamuu s JAOCTHIXKEHHUs KiIWHu4eckoro sddexra

CIelyeT pacCMOTPETh BOMPOC O MPEKpalleHUH I'PYIHOTO BCKapMIIUBaHUS.

Cnocod npuMeHeHUs U A03bI

BHyTpb, mpuHHUMaTh yTpOM, 3amuBas BOMO#. TableTKu HE OENUTh, HE IPOOUTH U HE
pa3keBbpIBaTh. TabJaeTKu MOXKHO MPUHUMATh HATOLIAK UM C HEOONBIINM KOJIUYECTBOM
N ¢ HU3KHUM COACPIKAHUCM JKHUPOB U YIJICBOILOB.

ADTGDHaHBHaH TUTICPTCH3UA

Jo3a momxHa monbuparhcs MHAWBHAyanbHO. HauanpHas go3a cocTaBiseT 5 Mr OJIWH
pa3 B cytku. OObIUYHAS TOAASPKUBAIOIIAS 1032 COCTABISET 5 MTI OJIMH pa3 B cyTku. [Ipu
He0OX0JAMMOCTH /1032 MOKET ObITh yBeJHYeHa, UIM K Tepanuu mpemapatom Ilnemmun®
MOXET OBITh J00aBIEHO ApPyroe THUIOTEH3WBHOE cpeacTBo (OeTa-agpeHoOI0KATOD,
nuypeTuk unu uHruoutop AIlID). Penko HazHawarT mpemapaTr B jmo3e Oosee 10 mr B

CyTKH. PekomeHayeMas MakcuMalibHas go3a — 10 Mr B CyTKH.

CrabuiipbHasg CTEHOKAp AU

Jlo3a nomkHa moAOUpaThCS UHAUBUYaTbHO. Heo0X0quMo HaYMHATH J€UEHUE C O3Bl 5
MI OJIMH pa3 B CYTKH, IPpH HEOOXOIMMOCTH yBeauduBas no3y no 10 mr oauH pa3 B

CyTKu. MOeT Ha3HaYaThCsl COBMECTHO ¢ OeTa-aapeHo0IoKkaTopamu.

Oco0ble IpYIIEI HAIUEHTOB

THoowcunvie nayuenmol

Jlis manmMeHTOB MOXKUIIOTO BO3pacTa peKOMEHJyeMash HadajibHas [103a COCTaBisieT 2,5
MT', OOBIYHO 3TOH 03Bl JOCTATOYHO.

Hapywenue ¢pynkyuu nouex

Hapymenune ¢yHKIUM MOYEK HE BIMSAET Ha KOHICHTPALMIO IMpernapara B IJia3Me KPOBH.
HeTr HEoOXOAMMOCTH KOPPEKTHPOBATH CXEMY JICUCHHS Y MAIMEHTOB C HapylICHHUEM
GYHKIIUM TIOYeK, OJIHAKO CIeAyeT CcoONI0JaTh OCTOPOXKHOCTh TMPH HAa3HAYCHUH
npemnapaTta MalMeHTaM C TsOKEJIOW MOYEYHOW HEJOCTAaTOYHOCThIO (cM. paznensl «C
OCTOPOXKHOCTBIO» U «Oco0ObIe yKa3zaHUN).

Hapywenue ¢pynkyuu neuenu
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V NalMeHTOB ¢ HapylleHueM QyHKIHH meueHu!| MURCT A6 AT o — HOBE G

KOHI[EHTpauuu (eJonuNuHa B IJIa3Me KPOBM, IMOITOMY OOBIYHO AOCTATOYHO AO3BI 2,5

MT (cM. pazznen «PapMaKOKMHETUKA).

€T

OnpIT npuMeHeHHs QeloUNUHA y JeTeil orpaHuYeH.

ITo0ounoe aeiicTBue

Pesrome mpod st 0e30MacHOCTH

K Haubonee yacTto BCcTpedaeMbiM MOOOYHBIM peaKIHsM IMpH MpHEME Mpenapara
IMnenaun® oTHOCHTCA M0303aBUCHMBIH >(P(EKT: OTeK IOABLKEK Jerkoii/cpenHei
CTENECHU TSIKECTH, 00YCIOBICHHBIM Ba30AUIATUPYIOUIUMHU CBOWCTBAMU (pemoaunuHa, mo
3TOW NPUYHUHE NPUMEPHO 2 % MaMEeHTOB OTKA3BIBAIOTCSA OT IpHeMa Mpenapara.

B navane Tepanuu uiau Npu yBEIWYEHUH J03bl MOTYT OTMeYaThCsl MOKpacHEHHUE JIHIA,
COMPOBOXKAAIONIEECs «IPUIMBAMH», TOJOBHAas O0o0Nb, ONIylIIeHUEe cepaledueHus,
TOJIOBOKpYXeHUEe M cinabocTh. OOBIYHO ITH pEaKIUU HOCSIT BPEMEHHBIH XapakTep U
MPOXOJISIT CAMOCTOSTEIbHO.

HNmeroTcss oTHnenbHBIE COOOMIEHHUS O HapyIIeHWH CHA, OJHAKO CBfA3b C MPHUEMOM
denoaunHa HE yCTAaHOBIICHA.

Coobmanocs 0 ciydasX THUMNEPIUIA3UM CIU3UCTON OOONOYKM S3bIKa M JECEH TOCHe
npueMa (eroquNuHa y MAlHEeHTOB C BBIPAXXCHHBIM THHTUBUTOM/MApPOAOHTUTOM. [lns
n30exaHuss JaHHOro moOouHOoro J3¢ddekrTa UM yMEHBIIECHUS €ro MPOSBICHUS
HEO0OXO0AUMO MPOBOAUTDH TIIATEIbHYIO TUTUEHY MOJIOCTH PTa.

Cuuraercs, 4TO THUNEPTIMKEMHs BO3HHMKAaeT Ha (OHE NpUeMa TPYNIbl OJIOKATOPOB
«MEUICHHBIX» KaJIbIMEBBIX KaHAlOB, OJHAakKo Ha QoHe mnpuema ¢eroqUNUHA
TUNEPrIUKEeMHs OTMeYallaCh TOJbKO B OTJEIbHBIX ClydasiX.

Pe3roMe HeXXellaTeNbHEIX pPeaKIUi

Huxe MNEepCUYUCIICHDBL HO60‘IHBI€ pcaKknuuu, OTMCUYCHHBIC B Xo4e KIMHUYCCKHUX
UCCIIEIOBAHUM W TPH TOCTMAapKETMHTOBOM mpuMeHeHuH. [loOouHBIEe peakuuu
KJIacCH(UIIMPOBAHBI IO YaCcTOTE pa3BUTHA W KJIaCcCy CHCTEMBI opraHoB. Yacrtora
pa3BUTHS MOOOYHBIX peakIMii MPUBEJEHA C HUCIOJb30BAHHEM CICAYIOUIUX YCIOBHBIX
o0o3HaueHuii: ouyeHb 4yacto (>1/10), gacro (>1/100, Ho <1/10), Hewacto (>1/1000, HO
<1/100), penxo (>1/10000, vo <1/1000), ouens penko (<1/10000).

DHOOKPUHHbIE HAPYULCHUS:

OueHb peKo — TUMEPTIUKEMUS
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Hapywenus co cmopoHnsl HepeHolU cucmembi

YacTto — royioBHast 60Jb; HEYACTO — T'OJIOBOKPYKEHHUE, TAPECTE3NU

Hapywenus co cmoponwl cepoya:

HeuacTo — Taxukapaus, oulylieHue cepaneoneHus

Hapywenus co cmopoHnsl cocyoos:

YacTo — NHOKpacHEHHE JHLA, «IPUIHUBB»; HEYACTO — BBIpAXXEHHOE CHMXKeHue A/,
CONPOBOXJAIONIeecs TaxXUKapAHeld, KOTOpas y YyBCTBUTEIbHBIX NALMEHTOB MOXET
BBI3BIBATh BO3ZHUKHOBEHHME MJIM y4alleHHE NPHUCTYNOB CTEHOKApAUH; PEAKO — OOMODOK;
OYE€Hb PEJKO — IKCTPACUCTONIHSA

Kenyoouno-xkuweunvle HapyueHus.

Heuacrto — TomnoTa, abgoMuHanbHas 00J1b; peIKO — pBOTA; OYEHb PEJIKO — TMIEpIlIa3us
CIU3UCTON 000JI0YKH A3bIKA U AECEH, THHTUBUT

Hapywenus co cmoponbl neueHu u Jcendesbl800Auux nymei.:

OuyeHb pelKO — MOBBIIIEHHE aKTUBHOCTHU «II€YEHOUYHBIX» ()EPMEHTOB B CHIBOPOTKE KPOBU
Hapywenus co cmoponsl KOJ#CU U NOOKOICHbIX MKAHEU:

HeuacTo — sKk3aHTEMa, KOXKHBIH 3yJ; peKO — KpallUBHUIA; OYEHb PEJKO — MOBBIIIEHHAS
(OTOUYBCTBUTENBHOCTD, JIEHKOIIMTOKIACTUYECKHUI BACKYIUT

Hapywenus co cmoponbl MbluleuHol, cKelemHOoU U COeOUHUMENbHOU MKAHU:

Penko — aprpanrus, Muanrus

Hapywenus co cmoponbl noyex u Moyegblo0AWuUx nymeiti:

OueHb pelKo — 4aCTOE MOYEHUCITyCKaHUe

Hapywenus co cmoponsl penpoOyKmugHoU cucmemsl U MOIOYHBLX JHCene3!

Penxo — uMnoTeHnus/cexcyanbHas TUCHYHKIIUS

Obwue nHapyuwieHus u peakyuu 6 mecme 66€0eHUs:

OueHb yacTo — nepudepuyeckue 0TEKH; HEeYacTO — YCTAJIOCTh; OUYEHb PEIKO — pEaKLHHu
NOBBIIIEHHONH YyBCTBUTEIbHOCTH, HA[PUMEpP, AaHTMOHEBPOTUYECKUI OTEK B BHJIE OTEKa

ry0 WU sA3bIKa, JTUXOPaJKa.

He ycTaHOBIE€HO NMPUYMHHO-CICACTBEHHOW CBS3U CIEAYIOMUX MOOOYHBIX 3(HHEKTOB ¢
NpUeMOM Tpenapara: HapyuwleHus cO CMOPOHbl KPOBU U JUMPAMUYECKOU CUCHEeMbl:
aHEeMUs; 9HOOKPUHHble HApYuieHus. TUHEKOMACTHUS, HAPYULEeHUS CO CMOPOHbI HEepPEHOl
cucmemul:  Jempeccus, OECCOHHHIIA, TPEBOXHBIE pPaccTPOCcTBa, HEPBO3HOCTH,
COHJIUBOCTD, Pa3APaKUTECIbHOCTD, HAPYUWEHUs CO CMOPOHbl OP2AHA 3PeHUs: 3PUTEIbHbBIE
paccTpoiicTBa; Hapywienus co CmMopoHvl cepoya: WHGMAPKT MHUOKapla, CTEHOKapAusd,

apUTMUSA, OKCTPACUCTONUSA; HApYWeHUus CcO CMOPOHbL  COCYO08. apTepuanibHas
9
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TUIIOTCH3UA, CHHKOIIC, Hapyuienusa co CMODOHblln(b'lI)DCA%}TI:)“aEEJggg}I’F:eIM l_jl I'lij.IDI%C.IZHOB

COOTBETCTBYET SKCNEPTHOMY OTUYETY

epyoHolU KiemKu u cpedocmeHnus: GApUHTUT, OMABINIKA, OPOHXUT, TPUIN, CHHYCHT,
HOCOBOE KPOBOTEUYCHHE; JHCeNYOOUYHO-KUUEeYHble HApYUleHus: auapes, CyXocTb BO PTY,
METCOPU3M; HAPYUIEHUS CO CHOPOHbL KOMCU U NOOKOJCHBIX MKAHel: dpUTeMa,
KPOBOTIOJTEKH, JICHKOIMTOKIACTUUCCKUH  BACKYJHT;, HApYWeEHUs CO  CHMOPOHbL
MblUEYHOU, CKelemHOoU U COeOUHUMEeNbHOU mMKAHU: apTpainrus, O00Jdb B CIHHE,
MBIIIEYHbIC 00JIM, MHANITHUsI, 0OJW B BEPXHHUX U HUKHHUX KOHCYHOCTSX; HAPVULEHUS CO
CMOPOHbBL NOYEeK U MOUeBbl80OAWUX nymel: TONUYPUs, TU3YPUS;, 00wue HaApyuleHus u

peakyuu 8 mecme 86edenus. 00Ib B IPyJU, OTEK JHUIlA, TPUNIONOI00HBINH CUHIPOM.

Ilepeno3upoBka

CUMOTOMBI

Toxcuunocms: 10 Mr demogunuHa y 2-X JIETHETO peOCHKa BBI3BAJO HE3HAYUTEIBHYIO
uHTOKCcHKanuio. 150-200 mr demnoaunuua y 17-tu netHero mamueHta u 250 Mr y
B3pOCJIOTO BBI3BAJO HHTOKCHUKALMWIO OT HE3HAYUTEIbHOM CTENEHU 10 YMEpPEHHOM.
BepostHo, ¢emoaunuH okxaszpiBaeT Oojee 3HaYMMBIA 3(ddeKkT Ha nepudepuueckoe
KpoBoOoOpamieHue, 4eM Ha cepile MO0 CPaBHEHUIO C APYTrMMHU IpemnapaTamMu JaHHOU
TEPaNeBTUUYECKON IPYIIIIHIL.

[Ipu nepeno3upoBKe CUMNTOMBI HHTOKCUKALIMU NMPOsABIAOTCA uepe3 12—16 yacoB nocie
npueMa mnpenapara, TsKelble CUMITOMBI MOTYT BO3HHUKATh M 4Ye€pe3 HECKOJbKO AHEH
nocie mnpueMa. MoOryT oTMmeuaTbCs CIEAyIOUMe CUMIOTOMBI: Opaaukapaus (MHOTrIa
TaxuKapaus), BbIpaXkeHHOe cHmxKeHue AJl, arpuoBeHTpuKkyaspHas Onokama [-III
CTENEHHU, XKEeJIYJA04YKOBas JKCTPACUCTOJHS, MPEACEPAHO-KEITyA0YKOBas AUCCOLMAIUS,
acuCTOoNHA, QUOPHUIIALUS KETYJOUYKOB; IrOJ0BHAs 00JIb, TOJOBOKPYKEHHUE, HAPYLICHUE
CO3HaHUA (WMJIM KOMa), CYIOPOTH; OJBINIKA, OTEK JIETKUX (HE CEpIACUYHBII) W amHo?d; y
B3pOCJIBIX BO3MOXHO pPa3BUTHE PECIHUPATOPHOTO AUCTPECC-CUHAPOMA; alHa03,
TUTMOKATUEMHs, TUIMEPrIUKEMHUS, BO3MOXXHO THIOKAJIbIUEMUs; TOKpPAaCHEHUE JHIIA,
CONMPOBOXAAIONIEECs  «IMPUIUBAMU», THUINOTEPMHUS; TOMHOTa © pBoTa. Ilpu
nepe03upoOBKe HAUOONBIIUN PUCK MPEACTABISAIOT CUMITOMBI CO CTOPOHBI CEPACYHO-
COCYAUCTOU CUCTEMBI.

Jleuenue

HazHaueHune akTUBHPOBAHHOTO YIUIS, B Cly4yae HEOOXOAMMOCTH IMPOMBIBAHHE KEIyIKa, B psilie

ciydae 3¢ (HEeKTHBHO Jake HA TIO3IHEH CTaJMd WHTOKCHKAIUH.

10
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BAXHO! Atponusn (0,25-0,5 Mr BHYTpUBEHHO (B/'lBI%[J-TH-l%ﬁ&gﬂkﬁ—l%ﬂ]—ﬁﬁ%fkgI,I[J'ISI

neTel) Jo/KeH ObITh  Ha3Ha4eH 10 MPOMBIBAaHUSA kKenynka (M3-3a  puUCKa
CTUMYyJIUpoOBaHus Oxyxnpatomero HepBa). Ciexyer ocymiecTBiaisTh KoHTpoib OKI,
KOPPEKIHIO KUCIOTHO-OCHOBHOTO COCTOSIHUSI U 3JIEKTPOJUTOB CHIBOPOTKU KPOBHU, MPHU
HEOOXOAMMOCTH 00ecHneuuTh NPOXOAUMOCTh [JbIXaTEJNbHBIX MYTEH M aJeKBaTHYIO
BCHTUJIAIUIO JICTKUX.

B cnyuae Opagukapauu u AV Omokansl HazHadath arponud 0,5—-1 Mr B/B B3pOCIBIM U
20-50 wmkr/kr persMm (mpu HEOOXOJAMMOCTH TIOBTOPATH BBEJCHHE), WJIUM BBOJIHUTH
n3zonpeHanud 0,05-0,1 Mxr/kr/muH. Ilpu ocTpoii MHTOKCHUKAIMU HA paHHEW CTaguu
MOXET MOHATO00UTHCA yCTAaHOBKA AIEKTPOKAPAHUOCTUMYIISITOpa. BeIpakeHHOE CHUXKEHUE
AJl cinenyeT KOppEeKTHPOBATh B/B BBEACHHUEM KHUJIKOCTH, B3POCIBIM B/B BBOJST PACTBOP
kanpuus riarokoHata (9 mr Ca/mir) 20-30 mMa B TedyeHHUE 5 MUHYT WIJIM B BUJE UH(PY3UU
(3—5 mr Ca/kr geTsam), mpu HEOOXOAMMOCTH MOBTOPSIOT BBEJICHHE B TOW ke mo3ze. [lpu
HEOOXOIUMOCTH HMH(PY3MOHHO BBOJAAT 3NUHePpUH (aapeHanuH) uiau gonamuH. Ilpu
OCTPO¥ MHTOKCHKAIIMUA MOXXHO Ha3Ha4aTh ITIOKAroH.

[Ipu ocraHoBKe cepAla BCJIEICTBUE  MEPEIO3UPOBKH  MOTYT  MMOHAJOOHUTHCS
peaHMMaIMOHHbIE MEPONPUITHUS B TEUEHUE HECKONbKUX yacoB. [Ipu cynoporax cienyer

Ha3Ha4vYaTb AHWa3cCmaM, a TaKKC NPOBOJUTH APYTOC CUMIITOMATUYCCKOC JICUCHUC.

B3auMoaelicTBHe ¢ APYTUMH JIEKAPCTBEHHBIMHU CPeJICTBAMH

®enonunun spasercsa cyocrparom uzodpepmenta CYP3A4 cuctemsl nmutoxpoma P450.
[Ipenapatsl, nHAynupytomue win uHrubupyromme nzopepment CYP3 A4, oka3biBaOT
3HAYUTEJIbHOE BIMSHNE HA KOHLEHTpaUuio (eNo uNruHa B IIJIa3Me KPOBH.

IIpenapaTel, HHOVIIHPVIOIME CUCTEMY IIUTOXpoMma P450

denutonH, kapbamaszenuH, perobapOouTan u pudaMnuIrH, a TAaK)KE HACTONKA 3BEpP00OOs
NPOJBIPSIBIICHHOTO YCUIUBAIOT MeTabonmu3M (emoaunuHa 3a c4eT UHIAYKIHU CUCTEMBI
nuroxpoma  P450. CoBmecTHOoe  mpuMeHeHHEe  (QEHHTOMHA, KapOamaszemnuHa,
dbenobapburtana u pudamMnuIuHA TPUBOJUT K CHHKCHHUIO 3HAUYCHHW ILIOMIAJU IO
kpuBoi koHueHtpauusi—spems (AUC) Ha 93 % u makcumanbHONl KOHUEHTPAUHU (Cmax)
denonunuua Ha 82 %. Craenyer u3beraTh COBMECTHOTO HAa3HAYCHHUS C HHAYKTOpPaAMHU
n3zodpepmenta CYP3A4.

[Ipenaparsl, HHTHOUPVIONIME cUCTEMY UTOXpoMa P450

[IpoTuBorpuOKoBBIE IpenapaThl, IPOU3BOJHBIE TPHUA30Ja U MMHAA30Ja (UTPAKOHA30I,
KETOKOHA30J), aHTHOMOTUKU-MAKPOJHUIALl (HAallpUMeEp, dPUTPOMHUIINH, KIAPUTPOMHULIMH)

U HMHruOMTOPH TpoTea3bl BHUpyca HMMYyHoaehuiura uyenoBeka (BUY) sBasroTcs
11



COOTBETCTEYET ZKCNEPTHOMY OTUYETY
ot 13.01.2024 N= 850
uaruoutopamu usodpepmenta CYP3A4. Tlpu COBMQH&JQ% iﬁJMEﬁ“—’ﬂﬁEaé&&%'ona

Cmax penogununa yBenuuupaercs B 8 pa3, AUC B 6 pa3. [Ipu coBMecTHOM Ha3zHAYCHHUU
sputpoMuIiuHa Cmax 1 AUC ¢enonunuua yBeruyuBaoTcsa NpulOIU3uTEabHO B 2,5 pasa.
Cnenyet n3zberaTb COBMECTHOTO Ha3HaUCHH (PeloAUNIUHA U HHTHOUTOPOB H30(epmMeHTa
CYP3A4.

Cox rpeiinppyra unrubupyer uzopepmeHt CYP3A4. Ilpumenenue ¢Qenoaununa c
rpedngpyToBeIM COKOM yBeIHMYUBACT Cmax U AUC demonunuua npubIU3UTENBHO B 2
pa3za. Cienyetr uzberaTb COBMECTHOI'O IPUMEHEHUS.

Lumemuoun: cOBMECTHOE MNpPUMEHEHHE LHMMETHAMHA U (eToAUNUHA NPUBOAUT K
yBenU4eHHIO Cmax 1 AUC ¢penogununa Ha 55 %.

Takpoaumyc. GeNIONUNNH MOXKET BBI3BIBATh YBEJIWUYECHUE KOHIICHTPAIUH TaKpOJIUMYyca B
njga3Me KpoBu. IIpM COBMECTHOM NPUMEHEHHUH PEKOMEHIYeTCs KOHTPOJIHUPOBATH
KOHI[EHTpPALMI0  TaKpoJuMyca B  CBIBOPOTKE KpPOBH, MOXKET MOTpeboBaThCs
KOPPEKTUPOBKA J103bl TAKPOJIUMYCA.

Luknocnopun. TpU COBMECTHOM Ha3HA4YeHHHU IUKIocnopuHa Hu QemoaunuHa Cmax
¢enonqununa ysenuuuBaerca Ha 150 %, AUC yBenmuuBaercs Ha 60 %. Opnnako,
BO3JeicTBUE (QenoaunuHa Ha (apMaKOKMHETHYECKHE I[I0Ka3aTeld LUKJIOCHOPUHA

MHWHHUMAJIBHO.

Oco0Oble yka3aHus

TpebyeTcs coOnaaTh 0COOYIH0 OCTOPOXKHOCTh TIPH  CIEAYIOIMHUX COCTOSHHUSX:
AOpTATBHBIM  CTEHO3, HapylleHWe  (QYHKIUH  TEYeHU, TsDKenas  MmoYeuHas
HEJOCTaTOYHOCTh  (KJIMpEeHC  KpeaTuHWHa  MeHee 30  mu/MuH),  cepacdyHas
HEJIO0CTAaTOYHOCTD MOCJIE OCTPOrOo MH(papKTa MUOKap/aa, MOKUION BO3pacT.

@denoaUNuH MOXET BBI3BAaTh 3HAYMMYI0 apTEepHANbHYI THIOTEH3HUIO C MOCIEAYIOIIUM
pa3BUTHEM TaxXHKapAUU. DTO MOXKET NPUBECTH K PA3BUTHI0O HIIEMHUU MHOKapaa y
NpEeaApacnoI0kKEeHHBIX MAllUEHTOB C TAXKEIbIM MOPaKEHUEM KOPOHAPHBIX apTepuil.
QenoaunuH MeTaboau3upyercs B MeYeHU. B cBsA3M ¢ 4eM y MalueHTOB ¢ HapyIIEHUEM
GYHKIIUM TEYEeHU MOYKHO OXHUJAaTh 00jiee BBICOKMX TEPANMEeBTHYECKUX KOHIICHTpAIU
denonunuHa U oTBeTa Ha JedeHue (cM. pasnen «Crnocod NpUMEHEHUS U 103bI»).
CoBMecTHOE TpUMEHEHHE TmpemnapaToB, uHayrupyommx uzohepmenr CYP3A4 cucremsl
nuroxpoma P450, mpuBOAWT K 3HAYMTEIILHOMY YMEHBIIEHHWIO KOHIICHTpanuu (eJoaulnHa B
1a3Me KPOBH M HEAOCTATOYHOMY TeparneBTudeckoMmy 3¢ ¢deKkTy oT mpuema Ipemnaparta (CM.
pasznen «B3aumoneilcTBUE ¢ ApYrMMH JIEKapCTBEHHBIMU cpencTtBaMu»). Crenyer uzberath

COBMECTHOI'O Ha3HAYCHMsI TAKUX IIPENapaToB.
12
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COBMECTHOE TIPUMEHEHHE NPENnapaToB, MHTU ppyronmk mzolepment | ey PIAA I HEd T «

3HAUUTEIHPHOMY YBEIHUYEHHUIO KOHIEHTpAlu (ENOAWIIHA B IIa3Me KPOBU, B CBSI3H C YEM
crnenyer n3berarb TaKMX KOMOMHAIIUN.

Crnenyer uzberaTh npHeMa Ipenapara ¢ rpeHNnppyTOBBIM COKOM H3-3a 3HAYUTEIBHOTO
YBEJIWYCHHS KOHICHTPAIIMU PEeJIOTMITMHA B TIJIa3Me KPOBH.

Coobmanock 0 cinydasix TUNEPIUIa3UU CIU3UCTON 000JIOUKH SI3bIKA U JIECEH y MallMeHTOB
C BBIpAXEHHBIM THUHTUBUTOM/MApOoAOHTHUTOM. /[y m30exaHWs HTaHHOTO MOOOYHOTO
3¢pdekTa MIM yMEHBIICHHS €ro MPOSBICHHSA HEOOXOIUMO TMPOBOJUTH TIIATEIBHYIO

TUTHEHY TMOJIOCTU PTa.

Biausinne Ha CcHOCOOHOCTH YNPABJAATH TPAHCHOPTHBIMHM CPeACTBAMH M JAPYTrHMH
MeXaHHu3MaMHu

[Ipm ynpaBieHWW TPAHCIOPTHBIMM CPEACTBAMH WJIH JPYTHUMH MEXaHHU3MaMH,
TpeOYIOMMUMH MOBBIIIEHHOTO BHUMAHHWS, CICAYET YYUTHIBATH BO3MOXKHOCTH Pa3BHUTHUS
rOJIOBOKpYKeHUs U cinabocTu Ha (OHE MpUeMa mpemnapara.

B Havane Tepanuum WAM B TEPUOJ yBEJIWYCHUS JO3bl TaIUEHTaM CJIeayeT
BO3JEPKUBATHCA OT 3aHATHHA OMACHOW NEATEIHLHOCTHIO, TPEOYIOIEeH KOHIEHTpaIuu

BHUMAaHUS U OBICTPOTHI ICUXOMOTOPHBIX PEaKLIHH.

®opma BbINIyCKA

TabneTku ¢ MPOJTOHTUPOBAHHBIM BBICBOOOXKICHUEM, TMTOKPBITHIEC TJIEHOYHON 000J0YKOM,
2,5 mr, 5 mr, 10 mr.

ITo 30 TabneTok BO (hy1akoHE U3 MOJHUAITHICHA BHICOKOW MIOTHOCTH C 3aBUHYUBAIOMICHCS
KPBIIKOW U3 TMOJUIPONUIICHA ¢ KOHTPOJIEM NEPBOTO BCKPBITHSA.

[To onHOMY (h1aKOHY C MHCTPYKIIMEH MO NTPUMEHEHHIO B KAPTOHHYIO MAYKy ¢ KOHTPOJIEM

MCPpBOT0 BCKPLITHUA.

YcaoBusi XxpaHeHus
Xpanuth npu Temnepatype He Boime 30 °C.

XpaHUTh B HEJJOCTYIMHOM JJIsl IE€TEH MecTe.

Cpok rognoctu

3 roaa. He MNPpUMCHATH IO UCTCUCHUU CpOKA TOJHOCTH.

13
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(NMOCNEOCBATENEHOCTE 0004)

YcaoBus ornycka

OTnyckawT Mo penenrty.

HaumeHoBaHue W 0OpuIHYecKUil ajpec aep:karejs (BJagejiblia) PerucTpauMoOHHOIO
y0CTOBepeHUs

Actpa3eneka Ab, SE-151 85 Cognepranse, [1IBenins

AstraZeneca AB, SE-151 85 Sodertalje, Sweden

IIpousBoauTenn

1. Actpa3eneka Ab, I'aprynaBaren, 151 85 Coaepranbe, llIBenus

AstraZeneca AB, Gartunavagen, 151 85 Sodertalje, Sweden

2. Acrpa3enexka ®apmackrotukan Ko. Jta, No. 2, Xyaurman Poyn, Bykcu, Manrcy,
Kurai

AstraZeneca Pharmaceutical Co. Ltd, No. 2, Huangshan Road, Wuxi, Jiangsu, China

dacoBmUK (MepBHYHAs YNAKOBKAa), YNAKOBIIMK (BTOpHYHas (MOTpedUTeIbLCKAsN)
YIAKOBKA) U BBITYCKANIUI KOHTPOJIb Ka4ecTBa
Actpa3eneka Ab, I'aprynaBaren, 151 85 Conepranse, llIBenus

AstraZeneca AB, Gartunavagen, 151 85 Sodertalje, Sweden

HanmenoBaHnmue, agpec opraHu3anuu, ynoJHOMOUYEHHOMH Jep:KaTejieM WIN BJIaje/ableM
PerucTpanMoOHHOr0 yI0CTOBEPEHHUS JIeKAPCTBEHHOI0 Mpenapara JJis MeJUIHHCKOT 0
NPUMEHEeHHs HA IPUHATHE NPEeTeH3Uii 0T MOTpeduTeIs:

00O Actpa3eneka @apMachblOTHKAI3
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ten. +7 (495) 7995699

dakc +7 (495) 7995698

[lnenaun — ToBapHBIN 3HAK, COOCTBEHHOCTh IPYNIbI KOMIIaHUNA AcTpa3eHeka
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