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UMILIIUKOP®

Perucrpaunonubiii Homep:

Toprosoe nanmenosanue: Umniankop®

I'pynnuposounoe Hanmenosanue: Mpabpaun + Metornposon
Jlekapersennast popma: TabieTKu, NOKPHITHIE MIEHOYHON 0007104KO#H

CocraB:

Jlo3upoBka S Mr + 25 Mr: o/Ha TabjieTKa, MOKpbITast MJIeHOYHON 000104KOMU, COACPKHT:

deiicmeyiouyue ceujecmea: WBadpajuHa ruAPoXnopua 5,39 Mr (coorBeTcTBYET 5 MF uBabpaimHa
OCHOBaHMsI) U METOMPOJIOJA TapTpaT 25 Mr;

6cnomozamenvivie  Gewjecmea;  LEIUTON0O3a  MUKpOKpHcTamueckas 71,37 wMr,  Kpaxmai
NpeKeNaTMHU3UPOBAHHBIH (KyKypy3Hbiil) 48 Mr, MajbTOAEKCTPUH 8 Mr, Marhus creapar 1,6 mr,
KPEeMHMS JIMOKCH/T KOJIOW/HBIH Ge3BoaHbIi 0,64 Mmr;

Ob6onouxa: ravuepon 0,241920 mr, runpomesiosa 4,021248 mr, makporoJ 6000 0,256768 Mr, maruusi
creapar 0,241920 mr, tTutana auokena 0,774144 mr.

Jlo3upoBka 7.5 Mr + 25 mr: ojiHa TabeTka, MoKpbITas MieHOYHOH 000J04YKO#H, COACPIKHT:
deticmeyiowue éewjecmea: wBabpaauna ruapoxiopua 8,085 mr (coorserctByet 7,5 Mr HBaOpaanha
OCHOBaHMs) M METOTPOJIOJIA TapTpaT 235 MT;

ecnomozamenvible  gewjecmea;  LE/UTON03a  MHKpOKpUCTainMueckas 68,675  wmr,  Kpaxmai
npeskeNaTMHU3UPOBAHHbIA (KyKypy3Hblil) 48 Mr, MajbTOJAEKCTPUH 8 M, MarHus creapar 1,6 mr,
KPEMHHMS JIMOKCH/T KOJIIOUWHBIH Ge3BoaHbId 0,64 Mr;

Ob6onouka: ranuepon 0,241920 mr, runpomesiosa 4,021248 mr, makporoJ 6000 0,256768 mr, maruus
creapar 0,241920 mr, Tutana auokena 0,774144 mr.

JloszupoBka 5 Mr + 50 Mr: oHa Tabierka, NoKpbITas MJIeHOYHOH 00010UKOM, COJICPIKHUT:

deticmeyiowue eewjecmea: nBabpajMHa rUAPOXJopu 5,39 Mr (COOTBETCTBYET 5 mr uBabpajuHa
OCHOBaHMs) U MeTorposiosa TapTpat 50 mr;




gcnomozamenvHble  6eujecmea;  LE/UNON03a  MHUKpOKpUcTaMueckas 97,25 mr,  Kpaxmai
MpekeIaTHHU3MPOBAHHBIH (KyKypy3HbIi) 72 MT, MajbTOJACKCTPHH 12 Mr, mMarHus creapar 2,4 mr,
KPEeMHMS JIMOKCH L KOJUTOMHbIH 6e3Boanbii 0,96 mr;

O6orouka: rmvuepos 0,36288 mr, runpomenosa 6,031872 mr, makporon 6000 0,385152 mr, Mmaruust
creapar 0,36288 mr, Tutana auokena 1,161216 mr.

Jlo3upoBka 7.5 mr + 50 mr: oiHa TabieTka, MoKpbITas MieHOYHOH 000J0UKOM, CONAEPIKHT:

Oeiicmeyiowjue éeuyecmea: wsabpaanna ruapoxaopua 8,085 mr (cootserctyer 7,5 Mr uBabpanHa
OCHOBaHMs) U MeTonpoJoa Taptpar 50 mr;

gcnomozamenvuvle  6ewjecmea;  LEUTON03a  MMKpOKpUCTaumyeckas 94,555 Mr,  Kpaxmai
npeKeNaTHHU3UPOBAHHBIN (KYKypy3HBIi) 72 Mr, ManbToJeKCTpuH 12 Mr, mMarhus creapat 2,4 wr,
KpEMHHsI JIMOKCH/T KOJUTOM/HBIH Ge3Boaubii 0,96 Mr;

O6onouka: rmvuepon 0,36288 mr, runpomenosa 6,031872 mr, makporon 6000 0,385152 mr, Martus
creapar 0,36288 mr, Turana auokeua 1,161216 mr.

Onucanue

Tabremxu 5 me + 25 me

Kpyrible, BOSKOBBIMYK/ble TaOJETKH, MOKPBITbIE [IEHOUHOH 000s104KOH, Oenoro upera, ¢
RS
2 << o
rpaBUPOBKAMH Ha OJJHON CTOPOHE — , Ha Jipyroit — uudpa 1.

Tabnemxu 7,5 me + 25 me

HpOIlOJ'll‘OBaTb]e, llBOﬂKOBblﬂyKﬂblC Ta6J'l€TKP|, MOKPBLITbIE [JIEHOYHOM O60ﬂ0'~lKOﬁ, oenoro mBera, €
HS
- N7 .
rpaBMPOBKAMH Ha OJIHOM CTOPOHE — , Ha Jpyroi —mdpa 3.

Tabremrxu 5 me + 50 me

Kpyrible, JBOSKOBBIMYK/Ibe TaONETKH, MNOKPBIThIC MJICHOUHON 000J04KOM, Oenoro Bera, ¢
¥
" < "
rpaBUPOBKAMH Ha OIHOMH CTOPOHE — , Ha Jpyroii — uudpa 2.

Tabnemrxu 7,5 me + 50 m2

[IpososiroBateie, ABOSIKOBBIMYKJIble TaONETKH, MOKPHITHIE MIEHOYHO#H 000J10uKO#, Oenoro HBera, ¢
RS
s < V
rpaBUPOBKAMH Ha OJIHOM CTOPOHE — , Ha Jipyroii — uudpa 4.

dapmakoTepaneBTHYECKAasi FPynna

Bera-aapeHo6iokaTopsl, Apyrue KOMOMHALIMH.




Koa ATX: CO7FX05.

DapMakoJOorHiecKue cBoHcTBa

dapmMakoAMHAMHKA

Mexanuszm oeucmeus

Heabpaoun

MBabpanuMn — npenapar, 3aMe/UISIONIMIA PUTM Cep/lla, MEXaHU3M JCHCTBHA KOTOPOro
3aKJII0YAETCS B CEJNIEKTUBHOM M crielu(puyeckoM MHruOMpoBaHMM [f KaHAJIOB CHMHYCOBOroO y3ia,
KOHTPOJIMPYIOIIMX ~CIIOHTAHHYIO JIMACTOJIMYECKYIO  JICTIONISIPU3ALMIO B CHHYCOBOM  y3jie H
peryupylomux yactoty cepiednpix cokpamiennit (UYCC). MabpaanH OKasblBaeT CENEKTMBHOE
BO3/ICHICTBME HA CHMHYCOBBIM Yy3el, He BIMAA Ha BpeMs [pOBEACHUA HMIYJIbCOB 110
BHYTPHIIPEICEP/AHBIM, MPEICEPAHO-KETY0YKOBBIM M BHYTPHUIKEITYI0UKOBBIM MPOBOALILMM TyTAM,
a TaKKe HAa COKPATUTENbHYIO CMIOCOOHOCTh MUOKAp/a M PEronspu3aluio Jkeiy104KoB. MBabpaauH
TaKk’kKe MOXKET B3aUMOJIEHCTBOBATH ¢ [ KaHAJaMU CETYATKHM 11a3a, CXOJHBIMHU ¢ [f KaHanaMH cep/ia.
OHM y4yacTBYIOT B BO3HMKHOBEHHH BPEMEHHOTO M3MEHEHHs CHCTEMBbI 3pUTEJILHOIO BOCIIPHATHS 32
CYeT M3MEHEHWs peakKlMM CeTYaTKM Ha spKHEe CBETOBblE CTMMYJbl. [lpH mpoBoLMpYIOUIMX
obcToATeNbCTBAaX (Hanpumep, ObICTpas cMeHa APKOCTH B 00]acTH 3pUTENBLHOIO MOJIsA) YacTHIHOE
uHruGupoBanue I KaHaloB MBAOpaJMHOM BbI3bIBACT (DEHOMEH HW3MEHEHHs CBETOBOCHPHATHSA
(hocden). Jlns pocdenos xapakrepHo mpexozsiiee yCHIeHHe APKOCTH B OrpaHMYEHHOI 001acTH

3pUTeNBLHOrO 1oJst (eM. pasaen «[ToboyHoe aeicTBUEY).

Memonponon

MeTonponon - KapAMOCEeJIeKTHBHbIA Giokartop, OGiokupylomuii  f1-aapeHoperenTopsbl
(pacnosio)KeHHble MPEMMYLIECTBEHHO B CEpAlE) B J103aX 3HAYHTE]IbHO MEHBLIMX, Y€M J03bl,
Tpebyiotmecs s 6J10KMpoBaHUs B2-aAPeHOPELIENTOPOB (JI0KaTU30BaHHbIe, IaBHBIM 00pasoM, B
nepudepuuecknx cocyaax u Gponxax). Mertonposon He obnaaaeT MeMOpaHOCTaOUIN3UPYIOLICH 1

BHYTpPEHHEH CHMMaToMUMeTHYecKoi akTHBHOCTHIO (BCA).

Dapmakoounamuyeckue ceoucmea

Heabpaoun




OcHOBHOM  (hapMaKoIOrHyeckoit 0COOEHHOCThIO MBaOpaJnHa  ABIAETCA crnocoOHOCTh
7I0303aBUCHMOr0 CHI)KEHHs uacToThl cepaedyHbix cokpauienni (YCC). Ananu3 3aBUCMMOCTH
penrunbbl cHwkenus YCC ot 10361 nipenapara npoBOAMICS MPH MOCTENEHHOM YBEJIUYCHHUHN J103bl
uBabpaiHa 10 20 Mr iBa pasza B CyTKH W BbISBUJI TCHCHLMIO K IOCTHIKCHHIO sddekra «naTo», 4To
CHIXKAeT PUCK pa3BuTHs BbipaxeHnHoit Opamukapamn (UCC wmenee 40 y/mun) (Cm. paszzaen

«ITobouHoe necTBUEY).

[Ipu Ha3zHaueHHH Npernapara B PEKOMEH/YEMbIX /103aX CTENEHb CHUKCHHS YCC cocraBiser
npumepHo 10 y/MUH B 1IOKOE 1 NpH (PU3HYECKOI HAarpy3Ke. B pesysnbTarte cHukaeTcs pabora cep/ua

U YMCHBILIACTCH ﬂOTpe6HOCTb MHUOKap/ia B KUCJIOPO/IE.

MBaGpa/ it He BIMACT HA BHYTPHUCEPACUHYIO POBOINMOCTD, COKPATHTEIIbHYIO CIOCOOHOCTD
MHOKapJa (He OKa3biBaeT OTPHLATENbHBIH MHOTPOMHBIA 3(deKT) M npouecc penoaspusaliu
JKETYJI0YKOB cep/lia. B KJIMHMUYECKHX 91eKTPO(YHU3MOIOTHYECKHX HCCIIEN0BAHMAX HBAOpaIMH He
OKa3blBaJl BJMAHMA Ha BpEMs MPOBEJACHUA HMITYJILCOB [0 MPeICepAHO-KETy104KOBbIM HIIH

BHYTPHIKEJTYI0UKOBBIM MIPOBO/ISILILMM TyTSIM, @ TAKiKe Ha CKOppeKTHpoBaHHbie nHTepBaibi QT.

YV nauueHToB ¢ aucyHKUMEH J1eBOro xkenayaouka (ppakuus BbIOpoca JeBOro xkejy/ouka

(PBJIXK) 30-45%) 6bi10 nokaszaHo, 4to uBadpaanH He Baus Ha PBJDK.

Memonponon

MeTonposion yMeHbLuaeT uin 6J10KUpYyeT AEHCTBUE KaTeX0IaMUHOB Ha CEp/ILIe, YTO NPUBOANT
k cuwkennto YCC, CcOKpaTUMOCTH MHOKapaa M cepieuHoro BbiOpoca. Ou  obnanaer
AHTUIMIEPTEH3MBHBIM JICHCTBUEM KaK B TMOJIOKEHMH CTOs, TaK W JIeXKa, a TaKKe MpersTcTByeT

noasemy AJl npu pu3HUECKO# Harpyske.

Knunuueckasn sppekmuenocmos u 6€30nacHocmo

Heabpaoun

AHTHaHIMHATIbHASA M aHTUMIIeMHYecKas 3G dekTuBHOCTL MBabpaauHa Oblia U3y4yeHa B X0/1e
S Mccne10BaHMii (TPU M3 KOTOPBIX MPOBOMIMCH B CPABHEHHH C M1a1e00 U 110 0JIHOMY — B CPABHEHHH

C aTEHOJIOJIOM U aMJIOJIMITMHOM) Y MAllMEHTOB CO CTaOMIILHOM XPOHUYECKOI CTEHOKapAHEH.

VCeTaHOBJEHO, 4TO UBaOpa/IMH B J103e 5 MI' 2 pa3a B CYTKM yJlydllall IOKa3aTe/ M Harpy304HbIX
npo6 yxe uepe3 3-4 Henenu Tepanuu. IPPeKTHBHOCTH Obla NOATBEPKACHA U JUIS [103bI 7,5 MT 2
pa3a B CyTKH. B uacTHOCTH, 10NOTHUTENbHBIH ) DEKT npu yBeTMYeHHH JI03bI C 5 J10 7,5 Mr 2 paza B

CYTKH Obl YCTAQHOBJIEH B CpPaBHUTEJIbLHOM HCCJIC/IOBAHUH C aTCHOJIOJIOM. BpCMﬂ BBITIOJIHCHUA




du3Mueckoif HArpy3Kn YBEJIMUYMIOCH TPUMEPHO Ha | MHMHYTY uepes | mecsill MPUMEHEHMS
upabpajuHa B 103€ 5 Mr 2 pasa B CyTKH, IPH 3TOM M0CJIE JONONHUTENLHOTO 3-X Mecs4HOro Kypca
npuema uBabpajnHa B 03¢ 7,5 Mr 2 pasza B CyTKH BHYTpb OTMEHCH JalbHEeHIIMHA TIPUPOCT HTOrO
mokasarensi Ha 25 cekyHJI. AHTHAHTMHAJbHas M AHTHMIIEMHYECKas aKTHUBHOCTb uBabpaMHa
MOATBEPIKAANACh W 1A NAalMEHTOB B BospacTe 65 jieT u ctapie. I(deKTuBHOCTb uBabpauHa 1npu
NMPUMEHEHHH B 103aX 5 Mr M 7,5 Mr 2 pa3a B CyTKH OTMeuajach B OTHOLICHHH BCEX nokasareJiei
Harpy304HbIX Npo6 (00Lwas MpoJI0HKUTENLHOCTE PU3NIECKOH HArPY3KH, BPEMs /10 THMHUTHPYIOLLETO
MPUCTYNa CTEHOKApAMH, BPEMs JI0 Hayaja pasBUTHs MPUCTYNa CTEHOKApAUH W BPEMA J10 pasBHTHA
penpeccun cermenta ST Ha 1 MM), a TaKke CONPOBOXK/ANACH YMEHBLICHHEM HaCTOThI pa3BUTHS
NpUCTYNOB cTeHoKapauu npumepho Ha 70 %. Ilpumenenne uBabpajuHa 2 pasa B CYTKH

06eCneunBasio NMOCTOSHHYIO TepaneBTHYeCKyo 3 (EeKTUBHOCTD B TeYeHHe 24 4acoB.

[Tpuem uBabpaauHa naMeHTaMH, NMPUHUMAIOLIMMHU aTEHOJION B /103¢ 50 mr 1 pa3 B CyTKH,
noKasas JA0MOJHUTEIbHYIO 3G EKTHBHOCTD B OTHOLLIEHHH BCEX MOKa3aTelIeH Harpy304HbIX npob Ha

criazie ero papMaKoNIorHuecKoii akTMBHOCTH (epes 12 yacos nociie npuema BHyTpb).

MBabpaaun Ha cnaje (papMakoIOrHueckoil akTMBHOCTH (uepes 12 yacoB nocie rnpuema
BHYTpb) He OKa3asl A0TO0IHUTEILHOr0 Y deKTa npu 100aBICHHH K aMJIOIMITUHY B 103€ 10 Mr B CyTKH
, B TO BpeMs KaK Ha MaKCMMyMe aKTHBHOCTH nBabpanH (uepes 3 - 4 yaca rocjie npuema BHYTpb) €ro

nononHuTenbHas 3GpHeKTUBHOCTL OblIa 0Ka3aHa.

Mpabpanuu Ha cnaje (apmakoIorudyeckoi akTMBHOCTH (uepe3 12 daco nocie npuema
BHYTpPb) B TeYeHHe 6-HEIebHOrO JIeYeHUs TPOJEMOHCTPUPOBAJ CTATHCTHYECKH 3HAYHMYIO
JOTONHUTENbHYIO dQ(EKTUBHOCT B JOCTHKEHWM OTBETa Ha JiedeHHe (OMNpelessemMoro Kak
CHIKEHHE IPUCTYTIOB CTEHOKAP/IMH, 110 MEHBILICH Mepe /10 3 B HEJeO 1 / WM YBETHYCHHE BPEMEHH
10 pasutus jenpeccun cermenta ST na 1 MM 1o kpaiiHeit mepe Ha 60 cex BO BpeMsi Harpy304HoM
npo6bl Ha GeroBoil 10poKKe) MpH 100aBICHUK K aMJIO/IMITMHY B JI03€ 5 MI' OJIMH pa3 B CYTKH WJIH K
nudeaununy B ao3e 30 mr oaumu pas B cyTku He Obu1o nokasano yiy4iieHus nokasaresei
3 deKTMBHOCTH MBaOpajHHa, OLEHUBAEMOH MO JOCTHKEHHIO BTOPHUYHBIX KOHEYHBIX TOYCK MpH
BBINOJIHEHUM HArpy304HbIX Mpo0, Ha crajae TepaneBTHYECKOH aKTHBHOCTH, B TO JKE Bpems:
>dpekTHBHOCTD ObljIa MOKa3aHa Ha MaKCMMyMe aKTMBHOCTH (3- 4 yaca nocsie npuema uBabpa/inHa

BHYTPb).

B uccienoBanusx KiMHuueckoit s¢ddektuBHocTH mpenapara d¢dekThl MBaOpaaMHa

[OJIHOCTBIO COXPAHAJIUCH Ha TPOTAKCHHH 3-X ¥ 4-X MeCSYHBIX NEPpHOJI0OB JICHEHHA. Bo BpeEMs




NeyeHns IPU3HAKK Pa3BUTHS TOJNEPAHTHOCTH (CHIKEHUS SPPEKTHBHOCTH) OTCYTCTBOBAIH, a TIOC/IE
MpeKpalleHusi  JIeYeHHs  CHHApPOMA  «OTMEHB»  HE  0TME4aloCh. AHTHAHTUHAJIbHBIE M
anTuuieMuueckue >ddektsl MBabpaauHa OblIM CBA3aHbI ¢ 10303aBUCHMBIM CHHKCHHEM YCC, a
TAKKE €O 3HAYMTENBHBIM yMeHbllieHueM pabouero npousseaenus (YCC > cuctonmyeckoe
apTepuabHOe JaBlieHNe), Kak B NOKOE, TaK U MpH GU3NYECKOH HarpysKe. Bimsinue Ha rokasareiu
aprepuasbHoro nasienus (AJ) n obuiee nepudepnueckoe COCYAHCTOE CONPOTHBICHHE (OI1CC)

OBIJIO HE3HAYUTEJIbHBIM U KIIMHUYECKH HE3HAYHUMBIM.

Veroituusoe ypexenune YCC Obl10 0TMEUEHO Y NMALMEHTOB, NPUHAMAIOLINX 1BaOpa/InH Kak
MHHUMYM B Teuehne | roja. Biausuus Ha yrieBo/AHbIi OOMEH W JTHIH/HbIH npouib MpH 3TOM HE

Ha0J110,/1aJ10Ch.

V nauMeHToB C caxapHbiM auabetom mokasatend d(eKTMBHOCTH M 0e30macHOCTH

uBa6pam4Ha OBIJIM CXOAHBIMHU C TAKOBBIMH B o01en NMomnyJisiluK NauueHTOB.

B wuccnenosanuu y nauuentoB ¢ MBC 0e3  KIMHMYECKMX MpPOsBIICHHH cep/IevyHoM
nenocrarounoctn (PBJIK Gosiee 40%) Ha GoHe noiepXKUBAOLIEH Tepanuu, Tepanus uBabpaIMHOM
B /103aX BbILIIE PEKOMEH0BAHHBIX (HayasbHas J03a 7,5 Mr jBa pasa B JIeHb (5 MI /1Ba pasa B JICHb,
npu Bo3pacTe crapuie 75 jiet), KotTopas 3atem TMTpoBaiack 10 10 mr sa pasa B JIeHb), HEe OKasaja
CYIIECTBEHHOTO BIWSHUSA HA NEPBUUHYIO KOMOHHUPOBAHHYIO KOHEYHYIO TOUKY (cMepTb BCIIE/ICTBHE
Cep/IeYHO-COCYIMCTOH MPHYMHBI WM pasBUTHE He(aTaibHOro uHdapkra muokapaa). Yacrora
pa3BuTHs OpajMKapauy B rPyIIne NaluueHToB, nojyvaBiimx usabpaauH, cocrasuna 17,9%, B rpymnne
nnaue6o — 2,1%. 7,1% naumMeHToB B X0/J€ MCC/IE/I0BaHUs NMPUHUMAIN BepanaMui, AWITHA3EM HIH

MolHble HHrHOuTOpH! H30depmenta CYP3A4.

V nalMeHToB co creHokapameii kiacca Il wan Beime no knaccudukaunn Kanajackoro
Kapauonornueckoro o6iectsa Obijlo BbISABJIEHO HEOO/IBIIOE CTATUCTUYECKH 3HAYUMOC YBEIUUCHHUC
yMca cJlyyaes nepBUYHON KOMOMHUPOBAHHON KOHEYHOH TOUKH NMPH NPUMEHEHNH uBaOpa/inHa, 4ero
He HabII0JAN0Ch B MOArPYINE BCEX MALMEHTOB CO cTeHoKapaued (knacc I u Bbime). B nanHom
MCCIe10BaHMM GbLIa MCTIOBb30BaHa GoJlee BLICOKAs, 110 CPAaBHEHHMIO € 0JI00PEHHOM, 1033, YTO TEM HE

MeHee He 00bACHSEeT MOJIYYCHHBIX pe3yJIbTAaTOB.

B WcclieloBaHUM € Y4acTHEM TAlMEHTOB €O CTaOMIIBLHON CTeHOKapauen H achyHKuUMeH
neBoro xkenyaouka (OBJDK menee 40 %), 86,9 % KoTOpbIX noay4aiu Oera-a/ipeHOOI0KaTOPbI, HE
BBISBJICHO PA3/IMUMil MEK/Ly rPYIIaMK NalMeHTOB, IPMHUMABLIMX HBAOPa/IMH HA (oHe cTaHAapTHOM

TEparnuu, U niauebo, 1no cmeapuoﬁ 4acToTe JIeTaJIbHBIX HMCXO0J0B OT CEpACYHO-COCYAMUCTBHIX




3a00/1eBaHMIl, TOCMIMTANM3ALMK 10 MOBOAY OCTPOro MH(papKTa MHOKap/a, roCrMTanIU3aLMUK 10
MOBOJY BO3HWUKHOBEHHS HOBbIX C/Iy4yaeB CepJe4HON HE0CTaTOYHOCTH WM YCHICHUA CHMITOMOB
TeyeHns XpOoHUUECKoil cepaeunoil Hepoctarounoctu (XCH). ¥V mauuentos ¢ CHUMITOMATHYECKOM
cTeHOKap/Meil He ObUIO BbISIBJICHO 3HAYMTE/BHBIX PA3MUMid 110 4acToTe BO3HHKHOBCHHA CMEPTH
BCJIEJCTBHE CEP/IEYHO-COCYJAMCTONH MPUUMHBI  WIIM  TOCIHMTANM3AlMK  BCJICACTBUE  PasBUTHA
HedaTanbHOro MHGApKTa MHOKApJa WM CEpJICUHOi HEJ0CTATOUHOCTH (4acTOTa BOSHUKHOBCHHUSA -

12,0% B rpynne usabpaanta u 15,5% B rpynne niaue6o, COOTBETCTBEHHO).

Memonponon

V NaiMeHToB ¢ UIIEMHUYECKON O0JIE3HbIO cep/ilia METOMPOJION CHWKACT YacTOTy M THKECTD
SMM30/I0B MIIEMMM M TMOBBILIAET TONEPAHTHOCTh K (PM3MUECKMM HArpyskam. VYKasaHHbIe
nonoxkuTeabHble dPPEKTHl METONpOIoaa, BO3MOKHO, OOYCIOBICHBI CHHKEHHEM noTpedHOCTH

MHOKap/ia B Kucjopoje B pesyinbrare cHiukenns YCC n cokpatiMOCTH MHOKap/a.

Ipumenenue y demeii u nOOpoOCmKo8

[Npumenenue npenapata Umnumukop® y JeTeii M 104poCTKOB B BO3pacTe /10 18 ner

HEJ0CTATOYHO M3ydeHo (cM. pasjes «DapMaKOKMHETHKAY).
DapmakoKuHemuKa

CKkopocTh M cTeneHb abcopOumnn uBabpaanHa U METONPOIOIA MPH NpUeMe BHYTPh B COCTABE
npenaparta Umniankop® cyliecTBeHHO HE OTIHYAIOTCS OT COOTBETCTBYHOLIMX 3HAYEHUH CKOPOCTH U

CTEINCHH 36C0p6lll/lld B Ciiy4yasx, Korja oba npenapara npuMeHATCs 10 OTACJILHOCTH.

Heabpaoun

B ¢m3monornueckux ycaoBusx nBabpaaun ObICTPO BBICBOOOKIACTCA U3 TabIeTKu U XOpoLIo
pacTBopsiercsi B Boje (pacrBopumocth Gosee 10 mr/mu). MBabpaauu mnpeactasiser coboii S-
SHAHTHOMEP, C OTCYTCTBMEM GMOKOHBEPCHHM M0 JaHHBIM HCCie0BaHWA in vivo. OCHOBHBIM

AKTUBHBIM METaO0IMTOM ripenapata spiasercss N-AecMeTHIMPOBAaHHOE NPOU3BO/IHOE HBaOpaaMHa.
Beacwvisanue u buooocmynnocmeo
[Tocne npuéma BHYTpb MBaOpajvH OBICTPO M MPAKTHYECKH MOJHOCTBIO BCACHIBACTCA B
KeJyI04HO-KHIIIeYHOM TpakTe. MakcuMasbHas KOHLUEHTpalus B 11J1a3Me KpOBH (C,,.x) AocTuraeTcs

npuMepHo uepes | yac mocie npuéMa BHYTpb HaTowwak. AGCOmoTHAs OMO/I0CTYIHOCTbL TabJIETOK,
MOKPBITHIX MJIEHOYHOM 060J104KO#, COCTaBSET NPUOIU3UTENILHO 40%, uto 06ycnoneHo 3dpdexrom

«MepBOro NMpoOXOXKACHHUA» 4YEpPEe3 KULIEYHHUK H NMEYCHD.




[lpueM MUIIM yBeAWuMBAaET BpeMms abCOpOLMH MPUOIH3HTEIBHO Ha | yac W yBeJIHYMBaET
skenozumio ¢ 20% mo 30%. Jlns  ymeHblueHMs BapvabeNbHOCTH OKCIO3WIMM - Mpenapar
PEKOMEH/IyeTCs IPUHMMATh OJIHOBPEMEHHO € NPUEMOM THIIH (CM. pasjen «Cnocod npuMeHeHUs u

JI03bI»).

Pacnpeoenenue

Cesasb ¢ Genkamu iasmbl KpoBu coctasisier npumepHo 70%. OGbem pacnpeieeHus y

MaLMeHTOB B PABHOBECHOM COCTOSIHUM — okosio 100 . C - 1pH AIMTEILHOM NpHeMe B 103¢ 5 Mmr2

pasa B CyTku coctasisier 22 Hr/mi (koapuuuent sapuaunn, CV = 29%). Cpennssi paBHOBeCHast

KOHLIEHTpalMs B niasme kposu cocrapiseT 10 nr/mn (CV=38%).
Memabonusm

MpabpaauH B 3HAYMTEJILHON CTENeHH MeTaboJIN3MpYyeTCs B NEYCHH W KHULICYHHKE MYyTCM
OKMCJEHMS C© yuacTHeM TolbKo Wzodepmenta umroxpoma P450 3A4 (CYP3A4). OcHoBHbIM
AKTUBHBIM MeTabonuToM sBisercs N-gecMeTHIMpoBaHHoe npoussoaHoe upaGpaauna (S 18982),
nonst kotoporo coctabiser 40% OT BBeJSHHOH 10361 MBaGpaanHa. MeTabonn3m 5TOro akTMBHOTO
MeraGosnTa MBabpagMHa Takke MPOUCXOAMT rnpu ydactun usodepmenta CYP3A4. WUeabpaaun
061a1aeT He3HaYNTeNbHBIM cpocTBOM K n3odepmenty CYP3A4, He HHAYLUMPYET U HE UHruoUupyer
ero W, BCJEACTBUE ITOr0, HE OKA3bIBACT BIAMAHMA HAa METabOJIM3M MIIM KOHLEHTPALMIO CyOCTpaToB
msopepmenta CYP3A4 B nnasme kposu. HaoGopoT, mpuMEHEHHE MOILHBIX MHIMOUTOPOB MU
unaykropos usopepmenta CYP3A4, MoXKeT CONMpOBOKIAATECA 3HAYMTE/NLHBIM  H3MEHCHHEM
KOHLEHTpalMK MBaOpaaunHa B [uiasMe KpoBu (cMm. pasjen «BsanmoneiictBue ¢ Apyrumu

JIEKapCTBEHHBIMU CPEICTBAMMY).
Buvieeoenue
[lepuon nonyseisenenus (T,,) uBabpajiuHa 13 M1a3Mbl KDOBH COCTABJISET B CPEIHEM 2 yaca

(70-75% nowmanu moj kpuBoil «konuexTpaums-pems», AUC), a sdpdpexrushbiii T, , — 11 yacos.

O6uwmit kmpeHe coctapiser npumepHo 400 MJ/MHUH, NOYEYHBIH KIUPEHC — 70 ma/muH. BeiBenenue
MeTaboJIMTOB TPOMCXOUT C OJMHAKOBOW CKOPOCTHIO 4epe3 MOYKH M KHIICHHHK. Oxono 4%

l'lpMHﬂTOﬁ J103bl BLIBOJAMUTCA MMOYKAMU B HEU3MEHHOM BH/IC.

Jlunetinocmu/HeauneuHocmyb hapmMakoOKUHemuKu

dapMaKOKHHETHKa nBabpajiHa TuHeiiHa B iManasone 103 ot 0,5 10 24 mr.




Ocobwble 2pynnvl NAYUEHMOE8

Haz;uenmbz noacuno2o eopacma

®apmakokunernyeckue rnokasarenn (AUC u C ) CyleCTBEHHO HE pasIHyatoTes B rpyniax

max

natmeHToB 65 JeT W cTapiue, 75 jeT W cTapiue, U B OOLIeH MOMYIALMK NALKEHTOB (CM. pasjer

«Cnocob npUMeHEeHHUs U 103b1»).
Hapywenue ¢pynrkyuu novex

Bausiine cHiskenns gynkuuu nouek (knupenc kpearnnuna, KK, ot 15 10 60 ma/mun) Ha
KUHETHKY MBabpajMHa MUHHUMaJIbHO, TaK KakK JIMLIbL OKOJIO 20% wuBabpajMHa ¥ €ro aKTHBHOIO

meTaboauta S 18982 BbIBOAMTCA Noukamu (cM. pasjesn «Crnocob NpUMEHEHUs U 103b1»).
Hapywenue ¢hynkyuu nevenu

V NalMEHTOB ¢ NMeYeHOYHOM HeJ0CTaTOUHOCTBIO JIEFKOM cTerneHu TskecTH (10 7 6anios no
wkane Yaitna-ITeto) AUC cBoboaHoro upabpaauHa v €ro akTHBHOTO metaboaura Ha 20% Oounblue,
yeM y NAUMEHTOB C HOpMaibHOH (yHKuMed nedenn. JlauHble O NpUMEHEHHH WBabpaauHa y
MalMeHToB ¢ ymepeHHoii (7-9 Gamios no mkane Yaina-Tleio) neyeHOUHOH HELOCTATOYHOCTBIO
orpaHMueHbl M He MO3BOJAIOT CIeNaTh BBIBOJA 00 0COOEHHOCTAX (apMakOKMHETHKM mpenapara y
J@HHOH FPYTITbI NALMEHTOB. JlaHHble O IPHMEHEHNH HBAOpa/IHa Y NALUEHTOB C TAKEIO0H (10 6annos
u 6osee no mwkane Yaitna-I1610) neyeHouHOM HEJA0CTaTOYHOCTBIO Ha JIAHHBIA MOMEHT OTCYTCTBYIOT

(cm. pasaensl «lIpoTusonokasanus» n «Cnocod NPUMEHEHHs U 103b1»).
B3aumocesizb Mesicoy (papmMakokunemuyeckumu u papmakoOuHamuvecKumMu ce0Ucmeamu

AHaiu3 B3aUMOCBS3M  Mekay (apMaKOKMHETHYECKHUMH M (papMakoAMHAMHYECKMMH
CBOWCTBAMM T03BOJIUI YCTaHOBHUTE, uTo cHrkeHne YCC HaX0AUTCsS B NMPAMO# MPONOPUHOHAIBHOM
3aBUCHMOCTH OT YBEMUEHHS KOHIIEHTpauuu nBabpaiHa u ero aktusHoro mertabonura S 18982 B
MaasMe KpoBH MpHM npueme B 103ax 10 15-20 mr 2 pasa B seb. [Tpu Oosiee BLICOKMX 103aX npenapara
3aMe/lIeHHe CEpJIEYHOr0 pUTMa He MMEeT MpOINOPLUMOHAILHOH 3aBUCUMOCTH OT KOHUEHTPALHH
uBabpajMHa B MJIa3Me KPOBM M XapaKTEPU3YeTCs TEHJICHUMEH K JOCTHKEHHIO «IiaTo». Bhicokue
KOHLIEHTPAlMK MBaOpaJMHA, KOTOPBIX MOXKHO J0CTHYb MPH KOMOMHALMK Npernapata ¢ MOUHbIMH
unruouropamu uzopepmenta CYP3A4, MoryT NpuBOJIMTH K BHIPAKEHHOMY CHWIKCHHIO YCC. Ilpu
COBMECTHOM NpPUMEHEHUH C yMepeHHbIMU HHrHbuTopamu nzodepmenta CYP3A4 s1oT puck HuKe
(cm. pasaensl «[IpoTuBonokasanusy, «B3aumoaeicTeue ¢ ApyruMH JIEKapCTBEHHBIMH CPECTBAMMY

1 «Ocobble yKa3aHus»).




Memonponon

Beacwisanue u pacnpeoenenue

[Tocne rnpuemMa BHYTPb METOMNpPOJIOT TMOJHOCTBIO BCACbIBAETCS M3 KEJIYJ0YHO-KHIIEYHOI'O

tpakta. C__ B 1jia3Me KpOBH JIOCTMIaeTCs 4epes 1,5-2 yaca noce rnpuema.

M3-3a s¢dekra «IepBoro MpOXoxkJAeHUA» uepe3 MeueHb OHON0CTYNHOCTh COCTABIACT
npumepHo 50 % NpH OAHOKPaTHOM npueme BHYTPb. OJHOBPEMEHHbIH MpHEM MHILK NOBLILIACT
6HOA0CTYMHOCTH NpUOIM3KTENbHO Ha 30-40 %. CBs3b ¢ OeikaMu M1asMbl KPOBH — HE3HAUHTE/ILHASA

(5-10%).
Memabonuzm

MeTOﬂpOIlOJ'I MeTa60ﬂM3pr€TCﬂ B MEYEHU NMYTEM OKHCIICHHA. TpH U3BECTHBIX OCHOBHBLIX

MeTabosITa METONPOI0JIa He HMEIOT 3HaUNMOi GeTa-0J10KMpyIoLIei aKTHBHOCTH.

B meTabonn3me npenapara OCHOBHOE, HO HE €/IMHCTBEHHOE y4acTHe NpUHUMAeT 130(epMEeHT
CYP2D6. Benenctsue noaumopdusma rena usopepmenta CYP2D6, ckopocth Mertabonmnsma
METONpOJIONia y MAalMEHTOB MPOSBISET MEXKWH/MBHIYalbHYIO BapHAOEIbHOCT. V nauueHToB ¢
HU3KOH CKOpocThio MeTabonnsma (7-8%) oOHapyxkuBaloT Gonee BBICOKYIO KOHLCHTPALHIO
METOMNpOJIOJIa B M1a3Me KPOBH U 6ojiee MeIEHHOE €ro BbIBE/ICHHE 110 CPABHEHUIO C MALMEHTaMH ¢

BBICOKOM CKOPOCTBIO MeTaboIM3Ma.
Buigeoenue

KoHleHTpauus rocie npuemMa BHYTPb B Ila3Me€ KPOBH TOCTOSHHAa M BOCIPOM3BOJMMA
MH/IMBUJIyallbHO Yy MAlMEHTOB, TEM HE MEHee, Gonee 95 % metonpojona M ero MeraboJMTOB
BBIBOJIMTCS Uepe3 MOYKH, B HCW3MEHHOM BHJIE — 0KOJIO 5 %o, B OTAE/BHBIX CllyyasX — 110 30 %. [lepuon

nonyssiseaenns (T, ,) coctapaser okono 3,5 uaca (or 1 po 9 wacos). [lnasmeHHBIH KIMpEHC

cocTapiseT npubIN3UTeNbLHO 11/MUH.

Ocobwie epynnvl nayueHmos

Hauuenmbz nooJicun020 eospacma

dapmakokunetnueckue nokasatean (AUC n Cp,y) CYUIECTBEHHO HE pasinyaiores y

nalMeHToB moxkuioro (65 et u crapiue) 1 6osiee MOJIOAOTO BO3pacTa.

Hapywenue ¢pynkyuu nevenu
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[ToBbitaeTcsi GHOAOCTYMHOCTH METOMPOJIOJIA H CHHIKACTCS CKOPOCTh €0 BhIBEACHHA.
Ipumenenue npu GepemeHHOCMU U 8 NepUOO 2PYOHO20 6CKAPMIUCAHUA

MeTonposos  MpoHMKaeT —uepes  IUlaleHTapHblil  Oapbep. Cpeatee  COOTHOLLIEHHE

KOHLEHTpALUK METOMpPOJIoJia B MyNnoBUHE U KPOBU MaTCpH cocrasser |.

MCTOHpOﬂOﬂ MPOHUKAET B rPy/AHOC MOJIOKO. Komlempauuﬂ METOMpPOJI0Ja B rpyIHOM MOJIOKE

MOJkeT B 3,7 pa3 npeBblllaTh €ro0 KOHUEHTPALMIO B KPOBH MaTepH.
IMoka3anust K npUMeHEHHI0

CuMIitoMaTU4ecKoe JieYeHue cTaOUIBLHOM CTEHOKapJuMu y B3pOCIJbIX namMeHToB ¢
HOpMaJIbHbIM ~ CHHYCOBBLIM pUTMOM,  COCTOSIHHC KOTOpBbIX  aJ€KBATHO KOHTPOJIMPOBAJIOCH

MPUMEHEHHUEM KOMOMHALIMH MOHOTIIpenapaToB nBaGpanMHa M METOIPOJIoJIa B TEX KE 103aX.

IIporuBonokasanus

e [loBbIICHHAs YYBCTBUTENLHOCTb K MBAOpajMHy, METONpPOJIONy (M ApYrum mnperaparam
rpynmbl GeTa-aApeHo6I0KaTOPOB BBHLY BO3MOKHOM MEPEeKPeCTHOM YYBCTBUTEJILHOCTH), @ TAKIKE K

BCIIOMOTraTe/IbHBIM BEIECTBaM, BXO/AIIMM B COCTAB Ipenapara;

e BhipaxkeHHas WM cMMIITOMaTHYecKas OpajnKapaun (cM. pasjien «Cnocob npumeHeHus M

JI03bI»);
e KapnoreHHbl# 10K,

e Octphlii MHpApKT MHOKapa WM TOJ03pEHHE Ha OCTpbIi uHpapKT MHOKap/a,
OCNOKHEHHBII  BBIPAKEHHON OpajuKkapaueil, aTpHOBEHTPHKYIAPHOM Oonokanon | creneHw,
aprepuasbHOM TUMOTEeH3Uel (CHCTOIMYECKOe apTeprHabHOE aBJICHHC (AJ1) menee 100 mm pr.cT.)

W/ WM TSOKEJION cep/IeuHON HEI0CTaTOUHOCTbIO;
e CunapoMm c1abocTH CHHYCOBOTO y3J1a (BKIIIOYas, CHHOATpHAIbHYIO Onokany);
e AtpuoeHTpuKyisipHas 61okana Il u I11 crenenn;

e Tskenas aprepuasibhas runotensus (AJl menee 90/50 MM pr.cT.) MM CHMIITOMATHYECKAs

apTepuvajbHas rurnoTeH3HA,

e HecrabuiabHas Uiu ocTpas cepaedHas HEJ10CTATOYHOCTB,




e V nalMeHTOB, MEPMOJMYECKH MOJY4alOUMX KpaTKOBpeMeHHOe JedyeHue Oera-

A/IPEHOMHUMETHKAMH

o [lauMeHTbl, 3aBUCHMBIE OT KapAMOCTHUMYJsTOpa (y KOTOPBIX CEpACYHbIH pPUTM

obecreunBaeTcst TOJBKO MOCTOSHHON KapAMOCTUMYJIsLIMEN);

e HecrabuibHas CTEHOKap/Ius,

Tsxenoe 3aboneBanue nepupepruyecKux cocyios;

Heneuenas peoxpomMoLUTOMA;

Tsokenast neyeHoYHas HEJIOCTATOYHOCTD

MeTtaboinyecKuit alua03;

e OJIHOBpEMEHHOE MPUMEHEHHE C MOLIHBIMUH HHruOuTOpamu H3odepmentos CYP3A4,
TAKMMH KaKk MpOTMBOTPUOKOBBIE CPEACTBA TPYMIlbl  a30/10B  (KETOKOHA30J, HWTPaKOHa301),
aHTUOMOTHKM  TPYIIbl  MAaKpOJIMAOB (KIAPUTPOMMLIMH, OSPUTPOMHULIMH JUISL  TIpHEMa  BHYTPb,
JUKO3AMHIIMH, TEJIMTPOMMIIMH), MHruOutopamu BHY nporeasbl (HenduHaBup, pUTOHABHp) M
HedazonoHoM (cM. paszzennbl «PapmMakoKMHETHKa» U «B3anmoeicTBrE € ApYrMMH JIEKapCTBEHHBIMH

npenapatammu»).

e O/IHOBpEMEHHOE TPUMEHEHHWE C BeparnamMuiIoOM WM JIMITHA3eMOM, TIOCKOJIbKY OHH
OTHOCATCS K yMepeHHbIM uHruouTopam uzodepmenta CYP3A4 u 061a1al0T CIOCOOHOCTBIO CHHXKATD

YCC (cMm. pasaen «B3anmozeicTBre ¢ APYrMMH JIEKAPCTBEHHBIMHU NPenapaTtaMm).

® BepeMCHHOCTb, rpyJHOE BCKapMJIMBAHWEC WU TPUMEHEHHE KCHIIHHAMU C COXpaHCHHbIM
JETOPO/IHBIM TMOTEHLIMAIOM, HE MCIOJIB3YIOUIMMH HAJCKHBIE METO/bI KOHTpauenuuu (CM. pasaci

((anMeHCHMC Ipu 6€pCMCHHOCTH U B MEPUO IPYAHOTO BCKapMﬂMBaHMﬂ)));

e Bospact 10 18 net (3¢ dekTHBHOCTL U GE30M1aCHOCTh NPUMEHEHHS B JIAHHON BO3PAaCTHOM

rpyrnrne He u3yvanach).

C 0CTOPOXKHOCTBLIO
Y nayuenmoe c:

YMEPEHHO Bblpa)KeHHOFl Me4YeHOYHOM HEJIOCTATOYHOCTHIO (MCHCC 9 6ansoB No wkKajne

Yaiina-I1b10); aprepuanbHOM TMIOTEH3UEH JIETKOH M CpeHEH CTENEeHHM TAKECTH; BPOKACHHBIM
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yanuHenneM uutepBana QT uaM  OJHOBPEMEHHO MNPUHMMAIOLIMX JIEKAPCTBEHHbIC CPE/CTBA,
yumnsiomue uutepsan  QT; crenokapameii IlpuHumerana; OpOHXHaNbHOM —acTMOH MM
XPOHMUECKOH 00CTPYKTHBHOM GOJIE3HBIO JIETKMX; aTPUOBEHTPUKYIAPHOH Onokanoit 1 crenenu; ¢
HAPYUICHUAMM PUTMa Cepilla; MHCYJIBTOM; TSKEIbIM HapylueHneM (yHKimu nouex (KiupeHe
KpeaTMHMHAa MeHee 15 MI/MMH); apTepuanbHOii  rUNepTeH3Mel; XPOHUYECKOH cep/IevHOi
HEeI0CTATOYHOCTBIO; OBCTPYKTMBHON GOJIE3HBIO JIEKHX; CaXapHBIM JMabeToM, 0COOEHHO MpH
O/IHOBPEMEHHOM TMPUMEHEHWH MHCYJIMHA WM MEpOpalbHbIX CaXapoOCHWKAIOUIMX MpernapaTos;
MCOpUa3’oM; THPEOTOKCHKO30M; TUIMEHTHOH JIereHepalneil CeTyaTku; TAKEIbIMH peakLHAMH
PUTIEPYYBCTBUTEILHOCTH B @HAMHE3€ U MOJTydaBLIMX J€CEHCHOUITM3UPYIOLILYIO TEPANHIO, MOKUIOro

Bo3pacrta (crapiue 65 net) (cM. paszen «Ocobble yKazaHus»).

Ipu: XCH u uHapyleHusix BHYTPHKETYI0UKOBOH npoBoauMoctu (Ookana jeBod Wi
npaBoii HoXkKM nyuka ['uca) u xkesnyaoukosoit anccunxponun; XCH IV dyHkumnonansHoro kiacca
no knaccupukaunn NYHA (Hbto-Mopkckoit KapiMOJIOrHYecKoii acCoLMallii); OJHOBPEMEHHOM
MPUMEHEHMM aMHMOJIapPOHA MIIM MOLIHBIX aHTHAPUTMHUECKUX Npenaparos | kiacca; oblieM Hapkose

(cm. pazaen «Ocobble yKazaHus»).

ﬂpenynpemneuuﬂ B OTHOLIEHWH OJHOBPEMEHHOTO MNnpuema ¢ JpyruMH JICKapCTBEHHbLIMH

npenapataMi ykasaHsl B pazjelne «B3aumoaeHcTBre ¢ IpYyrUMH JIEKapCTBEHHBIMHU NpenapaTtamm.
IIpumenenne npu 6GepeMeHHOCTH H B IEPHO I'PYAHOT0 BCKAaPMJIHBAHHS
bepemennocmo

JlekapcTBenublit npenapat Mmmmkop® npoTHBonokasaH npu GepeMEHHOCTH, YYHTbiBas

UMEIOLIMECS JaHHBIC /11 €0 KOMIIOHEHTOB (CM. pasaci ((”pOTMBOHOKa3aHMﬂ>>).

B HacTosMii MOMEHT MMEETCs HeJ0CTaTOYHOE KOJMYECTBO JIAHHBIX O TMPUMEHEHHH
uabpaiuHa Bo BpeMs GepeMeHHOCTH. B uccneoBaHusAX Ha JKMBOTHBIX Obisia MPOIGMOHCTPUPOBAHA
PENpOJIyKTHBHAS TOKCMYHOCTb, BBISBICHO 3MOPHOTOKCHYECKOE W  TEpaToreHHoe JeHcTBHE
uBaGpanuna. IToTeHIManbHbIl PUCK Y YesloBeKa He YCTAHOBIICH, MO3TOMY NpUMeHeHHe HBabpanHa

BO BpeMsi O6€peMEHHOCTH NPOTHBOINOKA3aHO.

JlaHHbple 0 NPUMEHEHMM METOMpOJIoa BO BpeMsi OEPEMEHHOCTH OrpaHHyYeHbl (H3BECTHO O
meHee uyem 300 ciydasx 3aBeplIMBLIMXCS OepemeHHocTei). Pesyibrarel uccnenoBaHuit Ha
)KUBOTHBIX HE JIEMOHCTPHPYIOT TIpsSIMOM WM KOCBEHHOW PEnpoyKTHBHOH TOKCHYHOCTH
MeTOnponoia. MeTonposnon BO3MOKHO Ha3HayaTh OEpPeMEHHBIM TOJbKO B Ciydae KpaiiHei

HEO0OXO0IMMOCTH. BCTa-aﬂpCHOGHOKaTOpr CHWIKAIOT KpPOBOTOK Yepe3 IUIalEHTY, HYTO MOXKET
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MOBBLIATL PHUCK TMPEKAEBPEMEHHBIX POJOB, BBIKW/bINIA W BHYTPUYTPOOHO#H rubenu moja.
B03MO03KHO TaKkKe MosiBJieHHe psijia HexenaTelbHbIX YPPEKTOB Y 110/1a K HOBOPOK/IEHHOTO, BKJIIOYast
FUIOJIMKEMHUIO, Opaaukapanio, cHibkenne AJl U HapylieHus AbIXaHus. PUCK cepaeyHO-/ero4HbIX
OCJI0’KHEHMII BbILIE B MOCTHATANLHOM nepuozie. [Ipumenenne npenapara Bo Bpems OepeMEHHOCTH
JIOJDKHO COMPOBOXKAATHCS MMOCTOSHHBLIM KOHTPOJIEM 3a COCTOSHMEM I1J10/Ia, @ TaK)Ke B TEYeHHe

HECKOJIbKMX JIHE# nociie posos.
Ilepuoo 2pyonozo eckapmaueanus

[Tpumenenne nekapcTBeHHoro npenapara Umninkop® B nepuoji rpyiHoro BCKapMiMBaHHs
nporuBonokazaHo (cM. pasaen «llporuBonokaszanus»). B uccnenoBaHusX Ha  KUBOTHBIX
oOHapy’keHo, 4YTO HBaOpaJMH BBIACISETCS C TPYAHBIM MoOJOKOM. B ciyuae HeoOXoaumocTw
npuMeHeHns uBabpaauHa, rpy/HOE BCKapMIMBAHHWE J0JDKHO OBITH MPEKPAlIEHO W J0JKEH ObITh
BBIOpaH /pyroii crnoco® BckapMinBaHus pebeHka. MeTonpoJsos HakanjiuBaeTcsi B rpyJHOM MOJIOKE

B KOJIMYECTBE, B 3 pa3a MpeBbILIaloIEeM KOHUEHTPALMIO B [171a3Me KPOBH MaTepHu.
DepmunvrHocme

KnuHuyeckue naHHbie 0 BIUAHUA rnpenapara ”MHHMKOP® Ha CrocoOHOCTh K JACTOPOIKACHHUIO

HE MOJIYHYECHBI.

B JIOKJIMHUYECKUX MCCIICIOBAHUAX HE YCTAHOBJICHO BJIUSIHUE uBa6pa;1MHa 1 METOIPOJIOJIa Ha

(GepTHIILHOCTD )KUBOTHBIX.
Kenwgunvr ¢ coxpanennvim penpooykmueHbiM NOMeHYuaIoMm

KeHmuHel ¢ COXpPaHECHHBIM PENPOAYKTHBHBIM [OTEHILIHAJIOM JIOJDKHBI  HCIOJIL30BATh

HaJIeXKHbIE METO/IbI KOHTpALIEIIMK BO BpeMsi npuema npenapara (cM. pasaen «lIpotuBonokasanus»).
Cnocob npuMeHeHust H 103bl

Umnaukop® ciieryet npuHuMath BHYTph 1o | Tabietke 2 pa3a B CyTKH, YTPOM U BE4EPOM, BO
BpeMsi €/1bl, 3aM1Basi 10CTATOYHbIM KOJMYECTBOM JKHAKOCTH. KOHLIEHTpallMs METONPOJIOA B [1/1a3Me
KPOBH MOBBILIIAETCS MPH OJIHOBPEMEHHOM MpUeMe ¢ nuiiei (cM. pazaen «PapMakoKMHETHKa»). DTOT
(daKT J0JDKEH yYUTBIBATHCA MPH JICYEHUH MALMEHTOB, KOTOPBIE MPUHUMAJIM METONPOJIOJ HATOIAK

rnepe Ha3HAYCHUEM JIEKAPCTBCHHOI'O MperapaTa HMHJ]MKOP®.

JlekapcTBennbiii npenapar Mmnaukop® HazHauyaloT TONBKO MAlMEHTaM, KOTOpBIE YiKe

NPpHHUMAKOT HBa6paLll/lH H METOIPOJIOJT B ONITHMAJIbHBIX J103aX.
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[Tpy HEOOXOAMMOCTH KOPPEKLIMIO 103bI ClIe/lyeT MPOBOAUTHL MOHOIpEnapaTaM1 nBabpaanHa

H METOIpPOJIoJIA.

Pelenre 06 M3MEHEHHH PEXUMa J03UPOBAHUS PEKOMEH/YeTCs IPUHMUMATh HAa OCHOBaHUH
psiaa obcnenoBanuit, Brmovatommnx nokaszarean YCC, DKIT wam  pesynprarel  24-yacoBoro
XOJTEPOBCKOr0 MOHMTOPHPOBaHMS, @ TAaKKe MPH YCIOBHM CTAOMIBLHOrO rpHeMa MalueHTOM

ONTUMAJILHOM 103kl METOTPOJIOJIA U UBAOpaAMHA.

Ecnu He Habmonaercs YMEHBIICHUA CUMIITOMOB CTECHOKApJAHWH B TCHCHHUH 3 MecsleB nocle

Hauasa JeyeHus, nedeHue Umniankopom® ciesyer npekpaTurh.

Ecau B neproa nedyenus YCC B nokoe cHikaercss Huke 50 yJ/MUH MM y nauuveHTa
pa3BUBAIOTCS CUMIMTOMBI, XapakTepHble i Opaavkapauu (roJOBOKpYKEHHE, TOBbILICHHAs
YTOMJISIEMOCTD WK cHIkeHne AJ]), 103y npenapara HeOOXOAMMO YMEHBILIHUTD, OCYLIECTBIsAsA 10100p
HOBOI J103b1 /LIS [IPENapaToB Ha OCHOBE MOHOKOMITIOHEHTOB, YTOOBI 00ECIIEUNTh IPUEM ONITUMAJILHOM
n03bl Metonposiona. [locne cHuKEHMs 103bI MOHOKOMIIOHEHTOB HMBaOpajuMHa W METOINpPOJIOJIA
HeoOxoaumo koHTposiupoBate YCC (cM. pazaen «Ocobble ykazauusi»). Jledenue 101KHO OBITH
OTMEHEHO, eCJii, HecMOTpsi Ha cHKeHue 103bl, YCC ocraercs HHxke 50 yJ/MHH WM COXpaHAIOTCS

CUMNTOMBI OpauKapuH.
[Ipu noueunoit Heoocmamovnocmu

[TareHTam ¢ nMoyeyHoM HeJI0CTaTOUHOCTBIO [pHU BEJIMYHUHE KIIMPEHCA KpEaTHHHWHA BbILLEC 15

MJI/MHH He TpebyeTcs W3MEeHEeHHs J103bl JIeKapcTBEHHOTo npenapara Umrimkop®.

[Ipu CHMKEHMH KIMpeHca KpeaTHHHWHA HWKe |5 MJI/MHH NMpUMEHSTH npenapar cieayeT ¢

OCTOPOKHOCTBIO.
”pll NeYeHOYHOU HeOOCMAMOYHOCMU

[Ipenapar Umminkop® MOXKHO MPUMEHSTL y NALMEHTOB C MEYEHOYHON HEJ0CTATOUHOCTHIO

JIErKOM CTENEHU TAKECTH.

Creyet cob/101aTh OCTOPOKHOCTD MPH NpUMeHeHuH npenapara Umminkop® y nauueHTos ¢

NMEeYEHOYHOM HEeJOCTATOYHOCThIO cpeﬂHeﬁ CTCICHH TAKCCTH.

[laieHram ¢ Me4YeHOYHOM HEJOCTATOYHOCTBHIO TSXKEIOH CTENEeHU TIAXKECTH rnpenapar

npoTuBonokasaH (cM. pazaen «®apmakokuHeTHka» u «IIpoTuBonokazaHus»).

Hauueumbz noosHcun020 6o3pacma
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V nauMeHToB B BO3pacTe crapiie 65 ner npumensTts npenapar Mmmimkop® crenyer c

OCTOPOIKHOCTBIO (CM. paszzien «C 0CTOPOIKHOCTBIO?).
IIpumenenue y oemeit u noOpocmros

YddexTuBHOCT M GE30MaCHOCTbL NPUMEHEHHs JieKapcTBeHHoro npenapara Mmnukop® y

JeTeil U MoAPOCTKOB B Bo3pacte /10 |8 et He ycTaHOB/IEHA (HET aHHBIX).

IloGouHoe aeiicTBUe

[Tpodmab GezonacHocTH sekapcTBeHHOro npenapara Mmrinkop® ocHOBaH Ha M3BECTHBIX

I'IpOd)l/UUlX 0€e30MacHOCTH KaXJ10ro U3 ero ﬂeﬁCTBlelllMX BE€ILIECTB M0 OT/JICJILHOCTH.

U3 uexenatenbHbiX JekapcTBeHHbIX peakuuit (HJIP) Ha done npumenenus upabpaauHa
HauboJIee YacTO OTMEYAIUCh: U3MeHeHUs cBeToBocTpusaThs (pocdennl) u Opaankapaus. Dtu HJIP

HOCHJIM J10303aBUCHUMBIN XapakTep OBIJIK CBSI3aHbI C MEXAHU3MOM JIEHCTBUS rpenapara.

HauGosnee uacteivu HJIP BO Bpemsi JeueHHs MeTOnpososiom Obiau: Opaaukapaus,
«KOILLIMapHbie» CHOBHJECHMS, TOJIOBHas ©00Jib, COHJIMBOCTb, OECCOHHMUA, TOJOBOKpPYKEHHE,
cepalebuermne, oprocTaTHyeckas rurnoTeH3us, MoxXoJ04aHne KOHeYHOCTeMH, 6oe3Hb PeliHo, oiblliKa
npu (uU3MUecKOil Harpyske, TOIIHOTA, 3anop, auapes, OOAM B KMBOTE, PBOTA, MOBBILICHHAS

YTOMJIAEMOCTD, HAPpYLIEHHE mou 0.

B Ta6auue 1 npencrasnena nudopmanus o HJIP, kotopeie Oblin 0OTMEUEHBI IPU IPUMEHEHHH
uBabpa/iMHa U METOMpOJIoa Mo OTAEIbHOCTH, M KiaccupuuupoBaHHbIX cornacHo MedDRA. [lus

0003HaYE€HUs YaCTOThI UCIOJIb30BAHA ciaeayrwiuas KﬂaCCM(bMKaLIl/IﬂI

OueHb yacro: > 1/10
Yacro: or= 1/100 no <1/10
Heuacto ot 2 1/1000 po <1/100
Penko or= 1/10000 o <1/1000
OueHb peako <1/10000
YacTora He yTouHeHa (He MOKeT ObITh YCTAHOBJIEHA M0 UMEIOLIMMCS JaHHBIM).
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Tabauna 1. HexkenareibHble peakuuu, Ha01101aBiHecsi NPH NPHMeHEHHH

HBaﬁpaﬂHHallMeTOHPOHOHa

Opranbl u cucTemsbl HexenareabHas peakuust Yacrtora
OpraHoB (1Mo TePMHUHOJIOIHH NBabpaann MeTronpoJion
(no repmunogorun | MedDRA)
MedDRA)
Hapyuenus co cTopoHbs! | 303MHO(HIINSA HE4acTo -
KpOBH "
nuMaTHUECKOH TPOMOOLIMTOIIEHHS - pe/iko
CHCTEMBI nefKoneHus - OYEHb PEJIKO
Hapyuienusi co cTopoHsl | obocTpeHue ncopuasa - HeyacTo
MMMYHHOH CHCTEMBI
HapyiieHusi co CTOpOHBI | TMIIEpYpUKEMHS HE4acTo -
oOMeHa  BElIeCTB M | TUMOrJIMKEeMHUs - He4acTo
MUTaHUsA
HapyieHus ncuxmku Aenpeccust - HE4acTo
HOYHbBIE KOLIMaphbl, - 4acTo
MaToJI0rMYECKUe CHOBUIEHHS
MOBbILLIEHHAs BO30YMMOCTh - peaKo
TpeBora - PEKO
CIYTaHHOCTh CO3HAHUS - HE4acTo
raJulloLMHALIMK - HE4acTo
JernepcoHanu3alms - OUEHb PEAKO
Hapyiuenus co ctopoHsl | rojosHas 6071b 4acTo 4acTo
HEPBHOMN CUCTEMBI aMHe3us - OYEHb PEJIKO
3ame/UIeHue CKOpOCTH - HEYacTo
MCUXMYECKHUX U IBUTATENIbHBIX
peakuui, IOHUMaHUs
COHJIMBOCTD - 4acTo
OGeccoHHuLA - 4acTo
rOJIOBOKPY/KEHHE 4acTo 4acTo
SMU30/1bl OTEPH CO3HAHUS HeyacTo* peaKo
napecTe3us - HEYacTo
CTYNnop - HE4acTo
Hapyuienus co ctopons! | M3meHeHus cBeToBOCHPUATHS OYeHb YacTo -
opraHa 3peHus (pocennr)
HEYETKOCTb 3pEHHUA 4acTo -
HapylleHHe 3peHus HeuacTo* peako

KcepoTanbMus - 0YeHb PEeJIKO
CHH/IPOM «CYXOTO IJjia3a» - HeYacTo
pasjipakeHHe KOHBIOHKTHBbI - HEYacTo

rias

17




CHHUIKEHHUE TIPOAYKIHH CJIE3bI

peko

JIUTLJIONTHUSA

HeuacTo*

KOHBHOHKTHBUT

pesiko

Hapyuienus co cTopoHbI
opraHa ciyxa "
NnabUpPUHTHBIE
HapyLIeHuUs

CHUCTEMHOE TOJIOBOKpPYKEHHE
(BepTHIO)

HE4YacTo

LIyM B yliax

peKo

HapyllleHHe cilyXa, CHUKEHHE
ciyxa

O4Y€Hb PEIAKO

ryxoTa

O4YCHb pEAKO

Hapyuienus co cTOpoHBI
cepaua

Opaaukapaus

4acTo

4acTo

aTPUOBEHTPUKYISipHAs
onokana I crenenn (Ha DKI
yuinHenue uHrepsaia PQ)

4acTo

aTPUOBEHTPUKYISIpHAs
onokaja | crenenu

HEYacTo

KEITY10YKOBBIC
IKCTPACHUCTOJIbI

4acTo

OLILYIEHHE cep/iieOHeHHs

HEYacTo

4acTo

CyNpaBeHTPUKYJISPHbIE
9KCTPACHCTOJIbI

HEYacTo

Gbubpuisums npeacepani

4acTo

aTPUOBEHTPUKYISIpHAs
onokana Il crenenu

OYeHb PEJIKO

aTPUOBEHTPUKYISIpHAas
onokana Il crenenu

O4Y€Hb PEIKO

CHH/POM cnabocTu
CHUHYCOBOIO y31a

OYeHb pPeJIKO

cepieyHas HeJOCTATOYHOCTb

HEYacTo

KapﬂMOFeHHblﬁ HIOK

HEYacTo

yyallleHHe M yTsDKeJeHHue
MPUCTYINOB Yy MalMEHTOB CO
CTEHOKapAuen

O4Y€Hb PEAKO

HapylIeH!s puT™Ma cepua - peIKo

HapylieH1ue  MpOBOJUMOCTH - pesiko

MHOKap/a

00J1b B IPYJAHOM KJIeTKE - HEYacTo
Hapyiienus co cTopoHsl | HeKoHTpoaupyemoe AJ| 4acTo -
COCY/10B

aprepualibHas TUIIOTEH3Us HeyacTo* -

(BO3MOXHO, 0OyC/IOBJIEHHAs

Opaaukapaueit)

opTocTaTuyeckas rMnoTeH3us - 4acTo

(c oOMOpoKamm)

oLy LIEHHE MOX0JI0IaHMS - 4acTo

KOHEYHOCTEeH

6ose3nb Peitno - 4acTo

cyxasi raHrpeHa (y nauueHToB
C TSKEIbIMM HapyLIEHUAMH

OYeHb PeIKO
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COCY/IOB  KOHEYHOCTEH /10
HayaJa JieueHHs )

nepemMekaloLlascs XpoMora - HE4acTo
cHukenue AJl - HEeyacTo
Hapyiuenus co CTOpOHbI | OJibllIKA HE4acTo -
JIbIXaTeNIbHON CUCTEMBI, | OpoHXocna3m (B TOM 4YHUCIE Y - HE4acTo
OpraHoB rPYAHOH | MALMEHTOB, HE  HUMEIOILMX
KJIETKH U CPEIOCTEHHUs | yKa3aHHii Ha
OpoHX000CTPYKTUBHBIH
CHHJIPOM B aHaAMHe3e)
PUHUT - peako
o/ibllIKa  Mpu  GU3MYECKOH - 4acTo
Harpyske
Hapy1ienus co CTOpOHBI | TOLIHOTA HEeyacTo 4acTo
KeJTyJI0YHO-KHILEUHOro | 3amnop HEYacTo 4acTo
TpakTa auapest HEYyacTo 4acTo
001 B )KUBOTE Heyacto* 4acTo
pBOTa - 4acTo
CYXOCTb CIIM3UCTONH 00004KH - peaKo
MOJIOCTH pTa
JINCTEB3USI - peiKo
peTponepuToHeanbHblH - OYEHb Pe/IKO
$ubpos
Hapyienus co CTOpOHBI | renaTur - OYEHb PEJIKO
nevyeHu M | OTKJIOHEHHUS nokasaresnei - peaKo
)KETUEBBIBOIALIIUX (YHKLMHU NeYeHH
nyTei HapyleHus: pyHKLMHU NeyeHn - peJKo
Hapyuienust co CTOpOHBI | aHTMOHEBPOTHUYECKH OTEK Heyacto* -
KOXHM M TOJKOXHBIX | KOXHAst ChbIlb HevacTo* HEYacTo
TKaHe#H JUCTpOoUUECKHE HM3MEHEHHUs - HEYacTo
KOXH
MOKPACHEHHE KOXKH peako* -
KOXHbIN 3y peako* -
KparuBHHULA peako* HEYacTo
rUnepruapos - HEYacTo
ajioneuus - peaKo
peakiuu - OYeHb PeaKO
(horoceHcHOMIU3aLUH
ncopuas, KOJKHbBIE - He4yacTo
NcopHuasono100Hble
BBICBITIAHUSI
HapyiieHusi co CTOpOHBI | MBILLIEUHBIE CT1a3Mbl HEeYyacTo peiKo
CKEJIETHO-MBILICYHON W | apTparus - OUYEHb PE/KO
COGIMHHUTE/ILHOM TKaHU | MbllleuHas c1abocTh - peako
MBbILIEYHbIE CY0POTH - HE4acTo
acTeHust  (BO3MOJHO,  Kak HevyacTo* -

cie/IcTBUE OpaiMKap/iuH)
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e = = 9

OO61Ke paccTpoiicTBa M | MOBBILLIEHHAA YTOMJISEMOCTD Heyacto™* OYEHb YacTo
HapylieHuss B MecTe | obuiee HeZloMOraHue penko* -
BBE/ICHUS (BO3MOXKHO, Kak ClIe/JICTBHE
Opaaukap/ium)
OTEKH - HEYacTo
yBEJIMYEHHME MAcChl TeJla - HEYacTo
JlaBopatopHble ¥ | MOBbILIEHWE KpeaTUHWHA B HE4acTo -
MHCTPYMEHTaJIbHbIE rja3Me KpoBH
JlaHHblE yuinHenue untepana QT na HE4acTo -
OKI
MOBbILLIEHUE aKTMBHOCTH - pesiko
«TMEYEHOUHBIX» TPAaHCAMHMHA3
Hapyiuenus co CTOpoHsl | 10J10Bast - peaxo
pernpoaiyKTHBHOM AUCGYHKLMA/UMIIOTEHLIUS
CUCTEMBbl M MOJIOYHBIX | HapylieHHe JTMOUI0 - 4acTo
Kenes bonesus Ilefiponn - OYEHb PEJIKO

* YactoTa n000YHBIX 3()EKTOB A5 CHOHTAHHBIX COOOLIEHHH pacCYUTaHa Mo JaHHBIM KIMHHYECKNX

uccle0BaHui

OTaesibHBIE HEXKeNaTe/IbHbIC peaKLUU

Hzmenenue ceemosocnpusimus (pocghennr) otrmeyanock y 14,5% nauueHToB U ONUCHIBAJIOCH
KaK Npexojsiiee M3MeHeHHe APKOCTH B OrpaHUYeHHON 30He 3puTenbHOro nons. Kak mpasuio,
noo0HbIEe SBIEHUS MPOBOLMPOBAINCH PE3KUM H3MEHEHWEM MHTEHCHMBHOCTH OcBelleHus. Takke
MOIYT BO3HMKaTh (poceHbl, KOTOpble MMEIOT BMJI apeojia, pacnajaHus 3pUTe/IbHOM KapTUHKK Ha
OT/Ie/IbHBIE YacTH (CTPOOOCKONMYECKUH U Kaleijockonnyeckuil 3G dexTsl), nposBasTLCS B BUJIE
APKMX LIBETOBbIX BCIIBILIEK MJIM MHOXXECTBEHHBIX M300paxeHuii (nepcucreHums ceryarku). Kak
MpaBUIO, CHMITOMBI TOSBIAIOTCS B TEYEHHE TMEPBLIX 2 MECsLEB JICYCHUS W BIOCICJCTBHH
NoBTOPAIOTCA. BblpakeHHOCTh (ocdeHoB 00bYHO cnabas Wi ymepeHHas. Bce cHMOTOMBI
MpeKpallaIuch BO BpeMs WIIH 10CTIe 3aBepLIeHHs JleueHus, npuyeM y 77,5% nauueHToB CUMITOMbI
ucuesanu B nepuojl siedenns. Menee 1% nauneHToOB OblIM BBIHYK/IEHBI H3MEHUTH PEXKUM JIHS MITH

MPEKPATUTD JICUCHUE TpenapaTom B CBA3U € BOSHUKHOBCHHUEM Y HUX ¢OC¢GHOB.

bpaouxapous nabmonanack y 3,3% nalMeHTOB, B OCHOBHOM B TEYEHHE MEPBBIX 2-3 MECALIEB

neuenns. Y 0,5% nauneHnTtoB otMeyanach BbipaxkenHas opaaukapaus ¢ YCC 40 ya/mun v menee.

[1o JaHHBIM KIMHMYECKOTO MCCeN0BaHus Gubpurisiyus npedcepouti Habmoaanack y 5,3 %
nalMeHToB, IPUHUMaBLIMX WBabpaauH, o cpaBHeHuio ¢ 3,8 % B rpynne niaueto. CoriacHo aHanusy

00be/IMHEHHbBIX JIJAHHBIX KIIMHUYECKUX UCCIeIOBAHUM C NepHo10M HaOJII0/IeHUsl HE MeHee 3 MECALIEB,
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¢ yuyactem Gosee yem 40000 naumenrtos, gubpumisums npeacepauii Habmonanace y 4,86 %

MalMeHTOB, MPUHUMAIOIMX HBaOpaiuH, B cpaBHeHUH ¢ 4,08 % B KOHTPOJILHBIX rpyrnnax.

Ilepeno3nposka
O ciyyasx nepeao3upoBKH JIEKAPCTBEHHOTO Mpernapara Umnankop® He coobuanocs.
Cumnmombt nepedo3upo6Ku.

Ceazannvie ¢ u6abpaduHom CUMITOMbBI  MEPEJO3UPOBKKM  MOTYT  BKJIOYATh

BBIPAKEHHYIO W MPOJIOJKUTENbHYIO OpauKapuio.

Cesszannvie ¢ memonponorom. Moxer HabI0AaTbCA BbIpaKeHHOE CHMKeHHe AJl,
cuHycoBas  OpajuKapaus, aTPUOBEHTPHMKyJspHas OJoKaza, cepjevyHas  HEJL0CTaTOYHOCTb,
Kap/IMOreHHbIH 10K, OCTAaHOBKA cep/ilia, OpoHXOCnasM, CliyTaHHOE CO3HaHUe, KoMa, TOLIHOTA, pBOTa,
IIMAHO3 KOXKHBIX TOKPOBOB M CIM3MUCTBIX 0Oosouek. CHMOTOMBI MOy Hapactath IpH
OJIHOBPEMEHHOM YMOTpeOICHUH ANKOroJis, MpUEeMe aHTHIMNEPTEH3UBHBIX MPENapaToB, XUHHUIANH

coJepIKalllMX JIeKapCTBEHHBIX MPenapaToB, a Takke 6apOMTYpaToB.

CHMMNTOMBI T1EPEI03UPOBKU MOTYT MOSBATLCA Yepe3 20 MUHYT (B NepHO/L /10 2 4acoB) rocie

npuema rnpernapara.
Jlevenue

[Tomumo 06umx Mep (MpoMbIBaHKE XKey/Ka, KOTOpOe MPOBOJUTCS B TeUeHHE 4 4acoB rociie
npuema npernapara u B ciiydyae TsSKeJIoi MHHTOKCHKALIMK, M IPUEM aKTUBMPOBAHHOTO YTJisl), MAlHEHTbI
JIOJIKHBI HAXOJMTHCSA MOJA HAOMIOJCHHEM B OT/E/NCHMHW WHTEHCHBHON Tepanuu, rje MpoBOAMUTCS

KOppEKLHA )KM3HECHHO BaXKHbIX nokasaresiei, eciu He00X0IUMO.

B ciyuae BblpakeHHOW OpaaMkapaAud MokasaHa cuMnTomarvueckas Tepanus. llpu
OpasMKapMM ¢ HapylUIeHMeM TeMOAMHAMHKH TPOBOJAMTCS BHYTPMBEHHOE BBeleHHE [-
aJPeHOMUMETHKOB, Hampumep u3onpeHaauHa. [lpu  HEOOXOAMMOCTH MOXKET TMPOBOAMTBLCA
MMIUIAHTALMs BPEMEHHOTO HMCKYCCTBEHHOro BojauTens putma. [loTeHuManbHbIMH AQHTHA0TOM
MeTornposiona siBisiercss atpornui (B jao3e 0,5-2 Mr BHYTPUBEHHO), €r0 BBEJCHHIO TMpPEALICCTBYET
BHYTpMBEHHOE BBeleHue riatokaroHa (1-5 mr, Ho ne Oosiee 10 mr). JlonojaHUTENEHO BO3MOXKHO
BBEJICHUE CHUMIIATOMHMETHKOB B JI03aX, PacCUMTaHHBLIX HAa Maccy Tejla MNalMeHTa W C y4eToM
)KenaeMoro KiumHudeckoro s dekra (106yramun, aapeHanuH). Moxer norpeboBarbes NpUMEHEHHE

J03, NMPEBbIIAOLIINX TEPANEBTHYCCKHE.
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an Cy/10porax peKOMeH/yeTcsi MEAJICHHOE BHYTPUBEHHOE BBE/ICHUC Juascriama.

B3aumojeiicrBue ¢ JAPYIHMH JIEKAPCTBEHHBIMH CPEACTBAMH

B uccnenoBaHusx 1o U3ydeHHIo B3aUMOACHCTBUS MEXK1y MBaOpaJIMHOM M METOMPOJIOJIOM Y
30pOBBIX J100pPOBOJILIEB HE YCTAHOBIEHO B3aMMHOTO BIMAHMA Ha S(PPeKTbl KaKA0ro us
neiicTByrommx Bewects. Hioke npejcraBieHa MH(oOpMalMs O BO3MOKHOM B3aMMOACHCTBHH C

JPYIUMHU JIEKAPCTBEHHBIMHU TperapaTaMHu.

IlpomueonoKkazanus K 0OHOBPEMEHHOMY RPUMEHEHUIO

Ceazannvie ¢ u6abpaouHom

O/HOBpEMEHHOE TNpUMeHeHHe HBabpaJuHa ¢ MOIUIHBIMM HMHrHOMTOpaMH H30(pepmMeHTa
CYP3A4, TakuMu Kak NpoOTHBOrPHOKOBBIE CPE/ICTBA IPYIIBI a30J10B (KETOKOHA30J1, HTPAKOHA30.1),
QHTUOMOTHKM TPYNIbl  MAaKpOJIMAOB (KJAPUTPOMULIMH, ODPUTPOMHULIMH JUISL TIpUEMa  BHYTPb,
JUKO3aMHUIIMH, TEIMTPOMHULIMH), WHruOuTopbl BUY-nporeassl (nenduuaBup, puUTOHABHP) W
Heaszo0H, nporuBornokazaHo (cm. paszgen «llporuBonokasanus»). MoluHbie HWHIHOMTOPBI
uzodpepmenta CYP3A4 — kerokonaszon (200 mr 1 pa3 B cyTkH) MiH JukozamuumH (o 1 r 2 pasa B

CYTKH) MOBBILIAIOT CPe/IHKE KOHLEHTpaLMK HBabpa/iuHa B njaasme Kposu B 7-8 pas.
CBsi3aHHbIE C METOIPOJIOJIOM

OJHOBpEeMEHHOE KpaTKOBpeMEHHOe JieueHue Oera-aJpeHOMUMETHKAMH C METOIPOJIOJIOM

MpOTHBOINOKa3aHo (cM. pasaen «[IpoTuBonokasanus»).
CeazarHvle ¢ UBAODPAOUHOM U MEMONPO10J10M

Vmepennble uHruoutopsl nsodepmenra CYP3A4: coBmectHoe npumenenye nBabpajnHa u
JIMITHA3EMa WM Bepanamiusia (Cpe/IcTBa, ypexaroline cepiedHblit pUT™) y 3/10pOBbIX 100pOBOJILLEB
M MalMeHToB conpoBoxaanoch yeenuueHuem AUC upabpaauna B 2-3 pasa v J0MOJHUTENIbHBIM
cumkenrem YCC Ha 5 ya/mun. JlaHHoe coueTaHue rpenapaToB MPOTHMBOIOKA3aHO (CM. pasjel

«[TpoTHBONOKa3aHUA»).

Briokatopbl «Me/UIeHHBIX» KalbliMeBbIX KaHanoB (BMKK), Takue Kak Bepanamui Min
JIMITHA3eM, TPH BHYTPUBEHHOM BBEACHMM MOTYT YCHJIMTh THMIOTEH3MBHOE JeiicTBHe Oera-
azpeHoOokatopoB, ycyryonsas Bausuue Ha YCC, aTpvOBEHTPUKYJISPHYIO MPOBOAMMOCTL H

COKPaTHTEJIbHYIO CMOCOOHOCTh MHOKapaa. Bo3MOKHO ycuiieHHe OTpULIATE/IbHBIX MHOTPOIMHOIO H
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xpoHoTpornHoro s¢dekroB. B cBi3M ¢ ITHM, B Tnepuoa nedeHus Oera-aapeHoOIOKaTOpAMH

sHyTpuBeHHOe BBeaeHne BMKK, npotuBonokasano (cm. paszaen «[IporuBonokasanus»).

HexicenamenvHoie couemanun 1eKapcmeeHblxX cpedcme

Ceazannvle ¢ u6adpaouHom
. Jlekapcmeennvie cpedcmea, yonunstouyue unmepean QT

- AHTHapUTMHYeCKHe CcpejcTBa, YanuHsiowmne unteppan QT (manpumep, XWHHWJIMH,

Jau3onupamul, Genpuani, cotanosl, HOYTHIUI, aMHOIapOH)

- JlekapcTBeHHble cpeicTBa, yuMHstoue uHtepBan  QT, He oTHOcswmmMecs K
AHTHApPUTMUYECKUM CpeicTBaM (Harnpumep, MMMO3M, 3MIPA3UIOH, CEPTHHION, Me(IIOXHH,

ranoq)ampym, INEHTAMU/IUH, LU3AlpUl, SpUTPOMULIMH [IJII BHYTPUBEHHOI'O BBCHCHMﬂ).

Cne,uyeT uszberarhb O/IHOBPEMECHHOI'O MPUMEHEHMUSA HBa6p811HHa N YKa3aHHBIX JICKAPCTBEHHBIX
CpeACTB, MOCKOJIbKY CHHIKEHHE YCC moxeT BbI3BaTh JOINOJHUTEILHOE YAJIMHEHUE UHTEpBaja QT
an HEOOXO/JIMMOCTH  COBMECTHOIO  HA3HAYEHHUsl DTUX npenaparos  ciaeAyet THIATEIbHO

KoHTpoauposath nokaszarenu DKI (cM. pazaen «Ocobble ykazaHus»).

. I'peiingppymoswiii cox: Ha GpoHe npuema rpeindpyToBoro coka 0TMeHasoCh MOBbILEHHE
KOHLIEHTpalMK uBabpaanHa B KpoBU B 2 pa3a. B mepuosa tepanuu npenapatom 1o BO3MOXKHOCTH

cneayet uzberath ynorpebiaeHus rpeindpyToBoro coka.
Ceazannvie c Memonponoiom
[TpumeHenue cieayrommux KOMOMHALMI C METOIPOJIOIOM CIIE/LYEeT UCKIIKOYATh:

bapbumypampi: TpU  OJHOBPEMEHHOM TMpUMeHeHuH (deHobapbuTana J10Ka3aHo, 4YTO
OapOUTypaThl 3HAYUTEJILHO YCHJIMBAIOT MeTabOJIM3M METOMNpOJIoia 3a cYeT MHAYKLUMH (epMmeHTa.
CHwKeHHe T[11a3MEHHOH KOHLEHTPALMU METOINpoJIoja M, KakK CIEeJICTBUE, YMEHbLIEHHE €ro
TepaneBTHYECKOro JeicTBus (Oojiee aKTHUBHBIN MeyeHOYHBIH MeTaboau3M) oTmeuvand Ha (oue

npumeHeHus peHodbapOuTana.
I'unomenzuenvie cpeocmea yenmpanoho2o oeucmeus (HanpuMep, KJIOHHU/WH)

Bo3moykeH 3HaUYMTENbHBIA 110/ 1beM AH IpH BHE3aMHOU OTMEHE fpenapaToB HEHTPAJIbHOIO
neicteus. He CJICAYET PE3KO [MpeKpalarb IMPpHEM THUIIOTEH3UBHBIX IpernapaTtoB LEHTPajlbHOIo
nercTBus. BHe3anHas oTMeHa Takux rnpenaparos, 0c0OEHHO ec/ii OHa npeauecTsoBajia OTMEHE Oera-

anpeHo6n0KaT0pa, MOXKET MOBBICUTH PUCK «CHH/IpOMA OTMEHLI».
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OIHOBpEMEHHbIH MPUEM KIOHUIMHA U HECeJIeKTUBHBIX OeTa-a/ipeH00JI0KaTOpOB, BO3MOKHO,
M CeNeKTMBHBIX 0eTa-apeH00J0KAaTOPOB, MOBLILAIOT PUCK «CHHApOMA OTMeHbD». B ciayuae
O/IHOBPEMEHHOTIO MpHeMa KJIOHW/MHA, €ro MpUEM CJIe/lyeT NMPOJOJIKUTDL €llle HEKOTOpOe Bpems B

ciyyae oTMeHbl OeTa-aapeHobiokaropa.

Anmuapummuyveckue npenapamul I kracca (Hanpumep, XMHUAMH, TOKAMHU/L, TIPOKaUHAMKL,

aiiMavH, aMMOapOH, (IIEKauHU/L M JIU30TTHPaMK]L).

bema-aopenobnokamopyl  MOTYT  YCHIMTb  OTPULIATEJbHOE  WMHOTPONHOE  JEHCTBHE
AHTHAPUTMUYECKUX [IPernapaToB M YBEJIWYUTb BPEMs BHYTPHIIPEACEPAHON MPOBOAMMOCTH. Y
MalMeHToB ¢ JUCRYHKIMEH CHMHYCOBOrO y3ja OJHOBPEMEHHBIH NpUEM C aMHOJapOHOM MOXKET
COMPOBOXK/IATHCS YCUICHHEM 3JeKTpo-(husnonornyeckux >pQPekToB, ¢ pa3BuTuem OpaauKap/IuH,
ON0Kajbl CHHYCOBOTO y3Jla W aTpPUOBEHTPHKYJsipHOW Onokazael. Ilepuoa nosyBbiBeIeHHs
aMHO/IapOHa — OYeHb JUTENbHBIH (0K0s10 50 /AHEi), NodTOMY 1MocCe €ro OTMEHBI B3aHMOJIEHCTBHE
MpenaparoB MOXKET MPOSBUTLCA KIMHUYECKH CIYCTA [POJOJIKUTENbHBIH [EPHOL BPEMEHH.
AHTHapUTMHYECKHe npenapaThbl | kiacca, Takne Kak XMHU/WH, TOKAUHKU]L, NPOKAaMHAMM]L, aliMaJInH,
aMHo/IapoH, (JIeKaMHUA W AM30MUpaMU, MOTeHUMpYyloT aeicTBue Mmetonponona Ha YCC u

aTPUOBEHTPHUKYJISPHYIO MPOBOAUMOCTD.

ConyTcrBylouiee IpHMeHeHHe € 0CTOPOKHOCTBIO

Ceazannoe ¢ ueabpaounom

- He ranuiicbepezaiowjue ouypemuxu (TUa3uaHble U METIEBbIE JUYPETUKH): THIIOKATHEMHU
MOJKET MOBBICUTb PUCK pa3BUTHs apuUTMHiA. B cBs3u ¢ Tem, yTo MBabpaauH crnocoOeH BbI3bIBATH
OpaaMKap/uio, coueTaHue IMIOKaJMeMHUH M OpaavKapAMK MOXKET Mpe/pacrosiaratb K pa3sBUTHIO
TSDKEJIbIX HapyLIEHUI pUTMa cep/ilia, 0COOEHHO Y MalMeHTOB C CHHAPOMOM Y/UIMHEHHOTO HHTEpBaJa
QT, He3aBMCHMO OT TOro, sIBJISETCS JIM yaauHeHue unteppana QT BpoKIEHHBIM WM CIEJCTBUEM

BO3/ICHCTBUS JICKApCTBEHHBIX IMperapaTos.

- Ymepennvie uneubumopwt uzogpepmenma CYP3A4: npumeHenne upabpaanHa B KOMOMHALMKU
C TMPOYHUMH yMepeHHbIMH HHruOMTOpamu u3zodepmenta CYP3A4 (nanpumep, (iyKoHa30J10M)
BO3MOXKHO MPH Ha3HAYEHUH MUHUMAJIbHBIX 1103 WBabpa/iuHa, 2,5 Mr 2 pasa B CyTKH, TEM NalLUEHTaM,

y kotopbix YCC B nokoe cocrasiser 6osee 70 ya/mun, noa koutpoaem YCC.

- Hnoykmopur uzogpepmenma CYP3A4: (Hanpumep, Takue Kak pudamnuumnt, 6apouTyparsl,
denuTouH M 3Bepoboil NMPOABIPABICHHBIH) MPU COBMECTHOM TNPHUMEHEHHH MOTYT TPHBECTH K

CHHIKCHHIO KOHUECHTpalUHWH B KPOBH WU aKTUBHOCTH uBa6pa11nHa U ﬂOTpe6OBaTb YBEJIUYEHHA J103bl
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uBabpaauna. [Ipu coBmecTHoM mnpuMeHeHun upabpaauua 10 mr 2 pasa B CYTKH M Mpenaparos,
cosepKalMx 3Bepoboil  MpobIpsBIEHHbIN, ObI0  O0TMedeHO JaBykpaTHoe cHikenne AUC
uBabpaauna. He crnemyet npuMeHsTb mpenaparbl, cojepaiiue 38epo0oii npoabIpsABIeHHbIA, Ha

(oHe Tepanuu uBabpaMHOM.
Ceazannvie c Memonpononiom

Metonposion sBasercs cyberpatom uzodpepmerta CYP2D6 uuroxpoma P 450. Beecrsa,
MHAYLHPYIOLIME U UHIMOUpYIOlHEe (PEPMEHTBI, MOI'YT M3MEHATh KOHLEHTPALMIO METOMNpOJosa B

niaa3Me KpoBH.
- Pugpamnuyun cHWKaeT KOHLEHTPALIMIO METONPOJI0JIa B 11J1a3Me KPOBH.

- Humemuoun, npenapamei, codepicawue >manon, 2uOparasun MOTYT TOBbILIATH
KOHLIEHTPALIMIO METONpoJiosia B [JasMe KpoBH. MeTonposnosn mnojsepraercs MeTaboausmy
MPEUMYIIECTBEHHO B TMEYeHH, HO He Tosibko, ¢ ydactuem uzodepmenta CYP2D6 (cMm. pasaen

«DapMaKOKMHETHKAY).

- Jekapcmeennvie  npenapamvl, uneubupylowue uzogpepmenm CYP2D6, nanpumep
cenexmuenble uHaUOUMOpsL 06PamMHO20 3axeama cepomoHuHa, TakKne Kak napoKceTuH, GpayoKceTHH
M CepTpainH, a Takke AU(GeHrnapaMiuH, F’HAPOKCUXJIOPOXHH, LIeNeKOKCHO, TepOrHaduH, npenaparsl
rpynnel  HEWpOJENTHYECKMX  CPEACTB  (Hampumep,  XJIOPNPOMasuH,  TPUQIYNIpOMa3HH,
XJIOPMPOTUKCEH) W, BO3MOXKHO, MponadeHoH, MOryT MOBbILIATH KOHIEHTPALMIO METOMpoJiosia B

nj1asme KpoBH.

- Uurubupyroumii a¢pdext usodepmenta CYP2D6 Takxe oTMeUeH y amuooapona u Xunuouna

(aHTHApUTMHUYECKUX NPEnapaToB).

MeTornpoJion MOJKET CHHIKATh BbIBEJICHUE JPYIUX JIEKAPCTBEHHBIX Mpenaparos (Hanpumep,

JIMJI0OKauHa).

Y MalMeHTOB, TNPHUHUMAKOLIUX GeTa-anpeH06n0KaTopbl, UHTaJIIIUOHHbBIE AaHECTCTHUKH

YCHIMBAIOT OpanKap/uio.

Moxer ﬂO’I’pe6OBaTbCﬂ CHHWIXKEHHE 103kl METOIIPOJIOJIa B Cllyyae Havajia rnpuema rnperaparonB

CICAYIOLUX I'pyIiIt:

- Humpampi - B CBSI3M C PUCKOM YCHJICHUS TUITOTEH3UBHOTO 2 deKTa METONpOJI0ia;
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- Cepdeunvie 2nuko3uovl (Oucokcum) — TPH OJHOBPEMEHHOM Tnpueme ¢ Oera-
apeHo0I0KaTopaMu MOTYT 3aMe/UIATh CKOPOCTh aTPUOBEHTPUKYIISIPHOTO MPOBEICHUS U BbI3bIBATD

Opaaukapamio;

- Bema-aopenobiokamopul  (nanpumep, — 2nasuble  Kanau) U uHeubumopu
monoamunookcuoazvl (MAQO) — pekoOMeHAYeTCs TIIATEIbHbIM KOHTPOJIb COCTOSIHUS MALMEHTOB, TaK
Kak NpH 0JIHOBPEMEHHOM rpreme ¢ OeTa-azpeHo610KkaTopaMi NOBBIIAETCS PUCK OpajMKapauu 1

YCHUJICHHUSA THITOTEH3UBHOTO JIEUCTBUS.

- Aopenanun: ecnm, npu onpejie/ieHHbIX 00CTOATENLCTBAX, MALUEHTaM, MoJIydarouuM Oera-
a/ipeHobI0KaTOpbl, HEOOXOAMMO BBEJEHHME aJPEHAIMHA, HAL0 YUYMTHIBATh, YTO TMNOTEH3UBHbIH
3QdeKT 3HAYMTELHO MEHEee BbIPaKEeH Yy KapJAMOCEJeKTUBHBIX OeTa-ajpeH00/I0KaTopoB , YeM y

HECCJICKTHBHBIX.

= Hapacu\mamo.wu,wemuku: OﬂHOBpCMCHIIbIﬁ [pHUEM NnapacuMIaToMMMETHKOB MOKET

BBI3BATH JUIMTEJIbHYIO OpauKap/uio.

- Hecmepouonwvie npomueogocnanumenvhvie npenapamot (HIIBII): 0 1HOBpeMEHHBIN
npuem HIIBII, Hampumep, HMHIOMETALMHA, MOXET CHHU3UTb AHTHIMIIEPTEH3UBHOE JIEHCTBHE

METOIpOJI0Ja.
= anyﬂun U nepopaiibHovle caxapocHuldcaroujue npenapamaol

Meronposiosi  MOXKET  yCHIMTh  THINOrjaukeMuueckuit  sdpdext  mepopanbHbIX
caxapoCHWKAIOIIMX MPEenapaTtoB W MPUBECTH K MACKMPOBKE CHMITOMOB IMIIOrJIMKEMHH. Moxer

ﬂOTpe6OBaTbCﬂ U3MEHCHHE J103bl MEPOPAJIbHBIX CaXapOCHWIKAKLIUX MPErapaToB.

KomMOuHANMH JIEKAPCTBEHHbIX NPENapaToB, KOTOPbl€ HY’KHO IPHHUMATHL BO BHUMaHHE:

Cesazannvie ¢ ueabpaounom

[TokazaHo OTCYTCTBME KJIMHMYECKH 3HAYMMOTO BIMSHUA Ha (apMaKOIAMHAMMKY H
(dapmakoKMHETHUKY uBaOpaauHa NpH OJHOBPEMEHHOM TMPUMEHEHHH CJIEYIOLIMX TPEnapaToB:
MHrHOMTOPOB MPOTOHHOM MOMIIBI (OMeNpas3ol, JaHconpason), cuaaeHadpuin, uuruduropos I'MI'-KoA
peaykrasbl (CMMBACTaTHH), MPOM3BOJAHBIX JauruaponupuauHoBoro psaga BMKK  (amnoaunum,
NaUMAUNKUH), AurokcuHa v Bapdapuua. Ilokazano, yto MBabOpaJuH HE OKa3bIBAET KIMHUYECKH
3HAUUMOTO BIMSHMA Ha (PapMaKOKMHETHKY CUMBACTaTHHA, AaMJIOJMIIMHA, JlaUM/MIIMHA, Ha
bapmakoauHaMUKy W (apMakOKMHETHKY JMroKcuHa, BapdapuHa, M Ha (HapMaKoJAMHAMMKY

aLEeTUICAJIMLIMJIOBON KUCIIOTHI.
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B KIMHMYECKHX HCCIeI0OBAHMAX HE OTMEUYeHO M3MeHeHus npoduis 6e30nacHOCTH TpH
npuMeHeHUH uBabpaanHa c: MHruOMTOpaMM aHruoTeH3uHnpespauaoliero ¢epmenta (AIlD),
aHTaroHMcTaMu  peuentopoB  aHruorensuHa I,  Oera-agpeHoO0KaTOpamu, AMYpPETHKAMH,
AQHTarOHUCTaAMK  AJIBJOCTEPOHA, HUTPATaMM  KOPOTKOrO W MPOJIOHTMPOBAHHOIO  JICHCTBHSA,
unruburopamu  ['MI'-KoA  penykrasbl, ¢ubpatamu, HMHrUOMTOpaMM  MPOTOHHOM  MOMIIbI,
TUMOTrTMKEMHYECKMMHU CPe/ICTBAMM Ul IPUEMa BHYTPb, aLIETHICATULIMIIOBOH KUCIIOTOM M JIPYTUMH

aHTHarperaHTamu.

Lumoxpom P450344 (uzoghpepmenm CYP3A4): uBaGpaauH metaboausupyercs B
nedyeHu ¢ yuactueMm uszodepmenra CYP3A4 u spnsercs oueHb caabbIM MHTHOMTOPOM JIAHHOTO
uutoxpoma. MBabpaauH He OKa3bIBaeT CYLIECTBEHHOTO BIMAHHMS HA METa00JIM3M U KOHLUEHTPALMIO B
nia3mMe KpoBHM JAPYrux cyOCTpaToB (MOIIHBIX, YMEPEHHBIX M c1abbiXx HHrMOMTOPOB) M30depmeHTa
CYP3A4. B 10 xe Bpemsi, UHruOMTOpbl U MHAYKTOpBI M30odepmenta CYP3A4 moryT BeTynath BO
B3aMMO/IeHCTBHE ¢ MBAOpaIMHOM M OKa3bIBaTh KIMHUYECKH 3HAYMMOE BIMSHUE HA €ro MeTab0M3M
1 (papmakokuHeTHyeckue cBoicTBa. bblio ycraHosieHo, yro uHruouTopel uzopepmenta CYP3A4
MOBBILLIAIOT, @ UHAYKTOPBI H30pepmenTa CYP3 A4 ymeHblIaloT KOHUEHTpaLMIO nBabpajnHa B rjazme
kpoBH. [ToBbllIeHHE KOHUEHTpaLMK UBaOpaaMHa B 1J1a3Me KPOBU MOJKET YBEJIMUUBATH PUCK PAa3BUTHS

BbIpakeHHOMW Opaaukapauu (cm. pazaen «Ocolble yKazaHusm»).

CeazanHole ¢ memonpoiojiom

- OIHOBpEMEHHBIN TIPUEM MPUYUKIUYECKUX AHMUOCNPECCAHMOE U HeUPOIeNnMUKOSE
MOJKET COMPOBOXKAATbCA YCHJIEHHWEM AaHTUTUMEpPTeH3UBHOrO 3(ddeKTa M MOBBILIEHHEM pHCKa

OpPTOCTATHYECKOW TMMOTEH3UH (aAUTUBHBIH 2P DeEKT).

- OpaHoBpeMeHHOE TpUMEHeHHe Me(ioxuHa MOXKET CONPOBOKAATBCS PUCKOM

pa3BUTHA TsxkKeI0N Opaanukapauu (aIMTUBHBIA P eKT).

- I1pu oiHOBpEMEHHOM 6HympusenHom 66edenuu Ounupuoamo.ia BO3MOKHO yCUIIEHHE

aHTUTUINIEPTEH3UBHOTO 3P dekTa.

- Anogpa-adpenobrokamopwi, npuMeHsieMble B yposioruu (anby303uH, A0KCA3031H,
Npa303uH, TPaM3yJ03MH, T€Pa303uH), MOTYT YCHJIMBAaTh FMMNOTEH3MBHOE JCHCTBHE METOMNpOJIOJIA U

[MOBBIIATH PUCK OpTOCTaTHqCCKOﬁ F'MITIOTCH3HH.

- Opeomamun (NpU COBMECTHOM MPHEME — BO3MOIKHO YCUJIEHHE BA30KOHCTPUKLIUK).
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- Kypapenooobnvie muopenaxcanmul (yCHIeHHE HEHPOMBbILLIEUHOH OJI0Ka/IbI).

- ®Onoxmaghenun (Gera-aapeHOOIO0KATOPLI MOTYT NPENATCTBOBATH KOMIIEHCATOPHOM
peakiMy €O CTOPOHbI CEpPAEYHO-COCYAUCTON CHUCTEMbI, ACCOLMMPOBAHHOW C apTepHalibHOM

TUIOTEH3UEN MM LIOKOM, KOTOPBII MOXKET pa3BUThCs Ha done daokradenunna).

= Anmauu()bz — NpHU OJIHOBPEMEHHOM MPUEME OTMEYEHO MOBLIILIEHHE KOHUCHTPpAIUK

METOIMpOJI0JIa B MJ1a3Me KPOBH.
Y 0oemeu
Cenazannoe ¢ ueabpaounom

WccnenoBanusi B3auMo 1€ HCTBUS U3y4alii TOJILKO Y B3pOCJIbIX.

Ocobbie ykazanusi
Hauueumbz C YMEPEHHO (Kbl[)aJICEHHOﬁ neyeHoYHoU HeOoCmamoyHOCMbIO

[Ipy yMepeHHO BBIpaKEHHOW MEYEHOYHOH HEJ0CTaTOYHOCTH (MeHee 9 GanjoB Mo wikane
Yaiina-Ilpio) Tepanuio JjiekapcTBeHHbIM npenapatom  Mmminkop®  creayer mnpoBoauTh ¢

OCTOPOKHOCTBIO.

Heoocmamoyunocme nonoscumenvhiozo s¢ghgpexma 6 omuoutenuu KIUHUYECKUX UCXO0006 Y

nayueHmoe co cmabuibHoU cmeHokapouetl

[lpumenenne Mmnaukopa® noka3aHo TOJILKO B KayecTBE CHMIITOMATHYECKOH Teparuu
cTabMJILHON CTEHOKAp/MM, MOCKOJIbKY MBaOpaJMH HE OKa3blBaeT MOJIOKHUTEIbLHOrO 3ddexra Ha
YacTOTY Cep/IeYHO-COCYAMCTBIX COOBITHI (Hanpumep, MH(APKT MUOKap/1a MM CMEPTh BCJIEJICTBUE

CepJIeYHO-COCYIMCTBIX MPHUYMH) Y MALIMEHTOB CO CTEHOKapaAueH (cM. pasjen «DapmakoMHAMHUKA).
Koumpons 4CC

YuutbiBas 3HauuTenbHylo BapuabenbHocth YCC B Teuenue cytok, onpezaenenne YCC B
MOKOE Y MNalMEeHTOB, NMPUHUMAIOLMX WMBAaOpaAvH, MpPU MPUHATHU PELICHHUs O KOPPEKLMH [03bI
JI0JDKHO OBbITh BBITIOJIHEHO OJIHAM M3 YKa3aHHbIX criocoboB: cepuiinoe usmepenne YCC, DKI nnm 24-
yacoBoe amOynaropHoe mouutopupoBanue DKI'. Takoe ompenenenue A0/KHO OBITH TaKKe
nposeeHo K nauneHtam ¢ Huskoit YCC, B yactHocTH, ecim YCC onyckaercs ke 50 ya./MuH, uiu

MpH CHHXKEHUH 103kl (cM. pazaen «Crnocod npuMeHeHHs U 103b1»).
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Hapywenus cepoeunozo pumma

MBabpaann HeaddekTHBeH s NeyeHus MIM Npo(UIAKTUKM apUTMHUH M, BEPOATHO, €ro
3G PeKTUBHOCTL CHMKaeTCsi Ha (OHE pa3BUTHA TaXMAPUTMHMM (Hanpumep, MKeayJ0YKOBOH WIIH
HaJUKey104K0BOM Taxukapaum). [Tostomy, npenapar Umnankop® He pekoMeHayeTes nalueHTam ¢
GubpuIsLMei npeIcepInii WK IPyrUMHA THITAMU APUTMHIA, CBS3aHHBIMU € PYHKLIMEH CUHYCOBOTO

y3na.

YV nauueHToB, NPUHUMAIOIIMX HMBaOpajMH, MOBbILIEH PHUCK pa3BUTUS  GUOPHIIALNK
npeacepani (cm. pasaen «lloGounoe aeiicteue»). GubpuIALMA NpeAcepaAnii yalle BCTpeyaiach
CpeaM MNalMeHTOB, KOTOpPbIE OJHOBPEMEHHO ¢ MBAOpaAMHOM TMPUHUMAIKW aMHOJAPOH  WIIK
aHTHapuTMHUeckue npenapathsl | knacca. Ha pone npumenenus npenapara Ummkop® Heo6xo1umo
peryiaspHoe KJIMHHYecKoe HalJtoJieHHe 3a MalMeHTaMu A1 CBOEBPEMEHHOrO  BbISABJICHMS
Gubpunnsuuu npeacepamii (NapokCU3ManbHON WM 1MOCTOAHHOM). [IpU KIMHMYECKHUX NOKa3aHUsAX
(Hanpumep,  yXyJIlIEHHE Te4YeHUs CTeHOKap/MH, [OsIBIEHHE OlLyLeHUA cepaueOneHus,
HEperyJsspHOCTb CEpPAECYHOr0 puUTMa) B MeToAbl KoHTposs cieayer Biiouats DKI'. Ilaumenron
crneayer npouHPOPMHUPOBATL O NMPU3HAKAX M CHUMITOMAaX (GUOPUINSALMU Npejcepanit, a B ciyyae
NOsABJICHUS MNOJOOHBIX CHMITOMOB HYKHO PEKOMEH/0BaThb HEMEUIEHHO 00paTHTbCA K CBOEMY
nevaulemy Bpauy. Ecnu B nepuoa neueHus Bo3HuKNIa GUOpHINSLMS NpeACep/nii, COOTHOLIEHHE
07KM/1a€MOM T10J1b3bI K BO3MOKHOMY PUCKY MPH AaJIbHENIIEM TPUMEHEHUU nBabpaarHa J0KHO ObITh

ele pa3 TuareabHbIM 00pa3oM MpoaHaaIu3upoOBaHoO.

[Taumentel ¢ XCH u HapylueHUsAMHM BHYTPHIKEIY10YKOBOM NMPOBOAMMOCTH (O10Kaa J1eBOW
WJIK T1IpaBOM HOXKKM nydka ['Mca) M KenyaouyKOBOH AMCCUHXPOHMEH JI0JIKHBI HAXOAMTHCA MO

NPUCTAILHBIM KOHTPOJIEM.
[Ipumenenue y nayuenmoe ¢ nuzkou 4CC

[Ipumenenne Mmnaukopa npotuBonokasaHo, eciau Ao Havana tepanun YCC B nokoe

cocrapiseT MmeHee 70 ya/MuH.

Ecnn Ha doue tepanuu npenapatom Mmminkop® nabmopaercs croiikoe cumkenune YCC B
nokoe mexee 50 y1I/MUH, WK y NalUEHTa BO3HUKAIOT CUMIITOMbI, CBA3aHHbIE ¢ OpajiMKapaneii (Takue
KaK rojioBOKpYKEHHE, MOBBILICHHAs YTOMJISEMOCTh MKW apTepHalibHas MMIOTEH3HsA), HEOOX0AUMO
YMEHBUIWTB /103y Mpernapara, nepeiis Ha NMpUeM MpernapaTtoB Ha OCHOBE MOHOKOMIIOHEHTOB, /10
JIOCTHKEHHs ONTUMAJIbHON 103kl METOTPOJIOA, HIH OTMEHUTD JieueHHe (cM «Crnocod npuMeHeHHs

U J103b1»).
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Kombunupoeannoe npumenenue ¢ 6rokamopamu «meoneHHbx» kanvyueevix kananos (bMKK)

[Tpumenenne npenapara comectHo ¢ BMKK, chmxkaroummn YCC, TaknuMu Kak Beparamul
WM JIMIITHA3EM, IPOTHBOIOKa3aHo (M. pazzen «C 0cTOpokKHOCTBIO», «B3anMoeiicTBie ¢ Ipyrumu

JIEKapCTBEHHBIMH CPEACTBAMMY).

He 61710 oTMeueHo u3menenue npodusis 6e30nacHOCTH NpU KOMOMHUPOBAHHOM MPUMEHEHUH
uBabpaauna ¢ uurpatamu ¥ BMKK - npou3sBoaHBIMH JMIHAPONUPUAMHOBOTO psijia, TAKUMH Kak
amoaunui. He ycrtaHoBieHO A0MOAHUTENbHOH 3¢dexkTHBHOCTH WBaOpaJuHa NPH COBMECTHOM

npumeHenun ¢ auruaponupuanHoBbiMu BMKK (em. pazjen «®@apmakoimHaMHKay).
Xponuveckas cepoeunas HeooOCmamo4yHocmn

B nepuon nasnauenus npenapara Mmnankop® cocrosuue naumentos, crpagaomux XCH,
N0MKHO ObiTh cTabuiabHeiM. Y naumentoB ¢ XCH IV ®K (pyHKuMOHaNbHBIA Kjacc) Mo
knaccudukaun NYHA npenapat Umninkop® pekoMeHayeTes MPUMEHATh ¢ OCTOPOKHOCTHIO, TaK

Kak JIaHHbIe O IPUMEHEHUH npenapara y AaHHO| rpyniibl NalMEHTOB OrPaHUYCHbI.
Hucynem

He pekomenayeTtcs HasHauath npenapat Ummninkop® cpasy rnociie nepeHeceHHOro HHCYJIbTa,

T.K. JaHHBIE M0 MPUMEHEHHUIO Mpernapara y 3THX NalMeHTOB OTCYTCTBYIOT.
Ampuosenmpurxynapuasn 6aroxaoa (AV) I cmenenu

Y naumentos ¢ AV 610kan0ii | cTenenu Tepanuio nekapcTBeHHbIM npenapatoM Mmmiukop®

CJIe1yeT MPOBOUTH C OCTOPOKHOCTDIO.
Tsincenvie HapyueHus YyHKYuU novex (KIupenc kpeamununa mexee 15 ma/mun)

Cneayer cobnojarh OCTOPOKHOCTH NPU  [PUMEHEHHMH JIEKAPCTBEHHOIO Mpernapara

Wmnnkop® y nauneHToB ¢ TSKe0i MoYeuHOH Hel0CTaTOYHOCTBIO.
Dynkyuu 3pumenvHo20 60CHPUAMUA

Meabpaaun Bauser Ha (yHKUMIO ceTyaTku rnasa (cm. pasaen «®apmakoauHamukar). B
HacTosilee BpeMs He ObLIO BBISIBJIEHO TOKCHYECKOTo BO3/eHCTBUA MBabpa/JvHa Ha CETYaTKy rjasa
Mpu JUIMTENLHOM NpuUMeHeHUuU. [Ipy BO3HMKHOBEHMM HEOKMJIAHHBIX HAPYIIEHWI 3PUTENIbHBIX
GyHKUMIE He0OX0IMMO paccMOTPeTh BOMPOC O MPEKpallleHuH NpUeMa JIEKapCTBEHHOTO Tperapara
Umnmkop®. TlaumentaM ¢ NMUrMEHTHOM JereHepauueil cetyatku (retinitis pigmentosa) npenapar

ClielyeT MPUHUMATE C OCTOPOIKHOCTBIO (cM. pasjien «C 0CTOPOKHOCTBION).
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Ommena mepanuu

Henb3s pe3ko oTMeHsTh Gera-aapeHo010KaTophbl, 0COOEHHO y MAaLMEHTOB C HIIEMHYECKOH
Gonesnblo cepiaua. Ilpekpaiienve npuema nekapcTBeHHoro mpenaparta Mmmankop®  107mkHO
COMPOBOKAATHCS OJJHOBPEMEHHBLIM NIPUEMOM METOIPOJI0JIa B BH/1€ MOHOKOMITIOHEHTHOTO Npernapara
B ONTMMajbHOM s mauueHTta jose. [lpuem wuBabpaanHa MOXKHO NpeKpaTuTh pe3ko. Jlo3y
METOMNpOoJIoJa CJieAyeT CHHKATh TOCTENEeHHO, JKelarelbHO, B TEYEHWE He MeHee 2 He/elb,
O/IHOBPEMEHHO HauyWHas 3aMECTHTEbHYIO Tepanuio, eciv HeoOxoaumo. B ciyyae nosiBieHus y

narMeHTa JIoObIX CUMITTOMOB, CHUXKEHHE J103bl I0JKHO ObITh 60JI€€ MOCTENEHHBIM.
Apmepuanvnas cunomenzus

M3-3a HEJIOCTATOYHOrO KOJMYECTBA KIMHHUYECKMX JaHHBIX MpPUMEHeHUs uBadpaauHa y
MalMEeHTOB C apTepHasIbHOI FUNOTeH3Hell erkoii u cpeaneii crenenu Tshkectn Umnukop® caeayer
Ha3HAYaTh C OCTOPOKHOCTBIO ATUM nauuentam. Mmnaukop® mnpoTHBONokasaH npu TsKeNOi
aprepuaibHOil runoteHsuu (cucrosmyeckoe AJl menee 90 mm pr.cT. M anactonmyeckoe AJl menee

50 mm pr.cT.) (cM. pazzaen «[IpoTuBonokasaHus»).
Dubpunnsiyus npedcepouil — cepoeynvle apummuu

He nokazaHo mOBbILIEHWE PUCKA Pa3BUTHUS BbIPAXKEHHOH (Tskenoi) OpaaMkapauu Ipu
BOCCTAHOBJICHHH CMHYCOBOTO pUTMa nociie (apMaKoJOrMyeckoi KapJAMOBEPCHM Yy MNAlMEHTOB,
npuHUMatolMx uabpaau. Tem He MeHee, M3-3a OTCYTCTBMS JOCTAaTOYHBIX JAHHBIX, IMJIAHOBYIO
3JIEKTPUUECKYIO KapJHOBEPCHIO CIIEAYeT MpPOBOAUTHL HE paHee, ueM uepes 24 yaca mnocie npuema

NoCJeAHEN J103bl U Ba6pa11H Ha.

Ipumenenue y nayuenmos ¢ 8pONCOEHHbIM CUHOPOMOM YOrunenno2o unmepsara QT unu y

nayuenmoe, NPUHUMAarnwux npenapamat, yd.fzumuou;ue unmepean QT

Mmiaukop® He crie/lyeT Ha3HA4YaTh MPH BPOXKIAECHHOM cHHapoMe yutnHeHHoro QT, a takxke B
KomMOMHALMKU ¢ mpenapatamu, yuidHstomumu uHtepan QT (cm. paspen «BsaumojeiicTeue ¢
APYTMMH  JIEKapCTBEHHBIMM cpeicTBamu»). [lpn  HeoOX0AMMOCTH TakoW Tepanuu clieiyer
obecneyuTh MOCTOSHHbIH KapJAHOMOHUTOPUHT (cM. pasjen «OcoOble yKa3aHus»). YMEHbIICHHE
YUCC, Bbi3BaHHOE MBAOpaAMHOM, MOXKET ycyryouTh yuinHenue uarepsana QT, uto, B cBOIO ouepe/ib,
MOXKET CIYXKHUTb TYCKOBbIM (DaKTOPOM TSKENIbIX HapylIEHWH pUTMa cepilia, B TOM YHCIe

KeJyI0YKOBON TaXUKapAHHU THMA KITUPYITY.
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Ipumenenue y nayuenmog ¢ apmepuanbHoll 2unepmensueit, Komopvim mpebyemes usmerHeHue

anm ueunepmemuenoﬁ mepanuu

MmeloTes JaHHble O TOM, 4YTO B TMepuoj Jiedenus uabpaauHom y 7,1 % naumeHToB
OTMEYaJIuCh MK30/1bl NoBbIeHUs AJ] B cpaBHernu ¢ 6,1 % nauueHTamMu NpuHUMaBLIMMK 11aledo.
DTH 3MU30/1bl HADJII01aJTMCh, KaK NPABUIIO, BCKOPE MOCJIe M3MEHEHHs! aHTUIMIIEPTEH3UBHOM TEparvu,
HOCHJIM KPAaTKOBPEMEHHBIH XapakTep U He OKa3bIBa/IM 3HAUMMOTO BIMAHHUSA Ha [eHCTBHE HBaOpaMHa.
V naumMeHToB ¢ XpOHHUECKOM Cep/IeYHON HeI0CTaTOUHOCTBIO, MOIyYatolMX WBabpaauH, U3MEHEHHE

Teparnuu J0JHKHO COMPOBOXKIATLCS PeryaspHbIM KoHTposiem A/l

Ipumenenue y nayuenmos ¢ bponxuansviou acmmott u XObJI (xponuveckoi ob6cmpykmugnou

601e3HbIO 1€2KUX)

HCCMOTpﬂ Ha TO, YTO METOIPOJIOJ ABIACTCA KapAHOCCIIEKTHBHBIM 6eTa-a11peH06n0KaTop0M,

€ro cjie/lyeT MPUMEHSThH C OCTOPOIKHOCTBIO Y MalMeHTOB ¢ OpoHxuanbHoi actmMoi 1 XObJI.

[Ipy HEOOXOAMMOCTH ClieJlyeT Ha3HayaTh OpOHXOAMJIATHPYIOLIME CPEICTBA, KOTOpbIE
u30MpaTeIbHO CTUMYJIUPYIOT GeTa-2-ajipeHopelenTopbl, Harpumep, TepOyranun. Ecin npenaparel
rpynnbl  CeNeKTUBHBIX OeTa-2-aIpeHOMUMETHKOB  Y)KE€ TPUMEHSIOTCS, MOXET MoTpedoBaThCs

YBEJIMYEHHE UX JI03bI.
Tsorcenvie nopasicenus nepugepuveckux cocyoos

V naumeHToB ¢ nopaxeHusMu nepudepudeckux aprepuit (6onesnb uau cunapom Peiino,
apTepUUT MM XpOHHYecKHe 3ab0JieBaHUs COCYJOB HWKHHUX KOHEUHOCTEiH) npumeHeHue Oera-
apeHo0I0KaTOPOB MOXKET YXYAIIUTh TeueHue 3abosieBanus. B Takux ciyvasx cjieayer OTMEHMTh
npenapatr Ummmukop® M noao0pare MHAMBHAYaIbHbIE [03bI MOHOKOMIOHEHTHBIX Mpernaparos.
[IpeanouTuTeibHO  Ha3HAYe€HUE KapAMOCENEKTUBHBIX OeTa-aapeH00J0KaTOpOB ¢ 4aCTHYHOM

ArOHUCTHUYECKON aKTUBHOCTBIO, OJIHAKO, U UX MPUMEHSATH CJIEYET C OCTOPOKHOCTHIO.
Deoxpomoyumoma

[pu noaATBEPkAEHHOM WIIH MPENoNaraeMoM AnarHose GeoxXpoMOLMTOMbI IPUMEHATH OeTa-

azipeHob10KaTophl cieayer B KomOuHaumu ¢ anba-aapeHobiokaropamu.
Ilayuenmoi ¢ caxapnuvim ouabemom

Umnikop® crielyeT npUMEHsTh ¢ OCTOPOXKHOCTBIO Y MAlMEHTOB C caxapHbIM AuabeToMm,
ocobeHHO Ha (hoHE MHCYIMHOTEpANMH WM JICYEHUH TNepopabHbIMU THIOTIUKEMHUYECKUMH

npenapatamu. [TauneHTOB HEOOX0AUMO MpeayNnpexaaTh O TOM, YTO OeTa-aApeHo610KaTOpbl MOTYT
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CKpbIBaTb (MaCKMPOBaTb) HEKOTOPBIC CHMIITOMbI I'MIIOTJIMKEMHH, B TOM YHCJIC, TAXUKAPHIO. B 1o xe
BpEMs, TaKHE CUMIITOMBI, KaK COHJINBOCTb H NMOTJIUBOCTb HE 00s3aTesIbHO MOTryT YMEHbLIIATBLCH, a

MOBBILIEHHASA MOTIMBOCTb MOXKET [aXKe YCHIUTHCS.
Cmenokapous I[lpunymemana

[Ipumenenune Geta-aapeHOOIOKATOPOB MOKET YBEJIMYHUTH MPOJOJIKUTEIBHOCTE M YacTOTY

npuctynoB  creHokapauu  [lpuHumerana.  IlpumeHeHne — KapaAMOCENEKTHBHBIX — Oeraj-
a/ipeHo6I0KaTOPOB BO3MOJKHO B Cllyyae MUHUMAJIbHBIX W aCCOLIMMPOBAHHBIX (popM 3a001eBaHUsA U
TOJILKO B COYETAHUU C Ba30/AUIATATOPAMM.

llcopuas

[Ipumenenue Oera-apeHOOIOKATOPOB MOKET BbI3BaTh OOOCTPEHHME TEUEHMs TMCOpHa3a.
[laumentam ¢ ncopuasoM MM MMEIOLMM TCOpPHa3 B aHamHese Oera-aJpeHO0JIOKaToOpbl MOXKHO

Ha3Ha4yaTh TOJILKO MOCJE TIIATEILHON OLEHKH COOTHOLIEHHS MOJb3bl H PUCKOB.
Tupeomoxcukos
CUMNTOMBI THPEOTOKCHKO3a MOTYT MaCKMPOBAThCs MpH npueme 6eTa-apeHo010KaTopoB.
Obwas anecme3sus

JlnurensHoe neyenue Gera-apeHobI0KaTOpaMH, Kak MPaBUII0, HE 0JIKHO OTMEHATBLCA Nepe/t
MpoBeCHUEM XUPYpruueckoro BMelnaresbctBa. CHIKEHHas crocoOHOCTL MHOKap/a OTBEYaTh Ha
aIPeHEPrUYECKyI0O CTUMYJISALMIO MOXET TMOBBIIATH PUCK OCIOXKHEHHMH OOlIel aHecTe3uu M
XHUPYpPruyeckux Manunyasuuit. Bpaya-anecresnonora HeoOX0AMMO MpeayNpenuTh O MPOBOJAUMOM
neuennu. Ecim ormena Gera-OGiokaropa Bce Taku HeoOXOoaAMMa, MpUEM Mperapara MpeKpaiaioT
nocreneHHo. IloaHocThio npuem npenapara aoipkeH ObITh mpekpatleH 3a 48 vacoB 10 oOuiei

aHECTE3UH.
Y nayuenmos nosicunozo 6ospacma (cmapwe 65 rem)

HeobxoauMo TiaTesbHO KOHTPOJIMPOBATh KJIMHHYECKOE COCTOSIHUE MOXKMIIBIX MAlMEHTOB,
nockoabKy upesmepHoe cHuwkenue AJl uam YCC MokeT npuBeCTH K HEAOCTaTOYHOMY

KPOBOCHA0KEHHIO JKU3HEHHO BaXKHbIX OPraHOB B MEpUO/L ieueHus Geta-ajipeHobaoKkaTopamu.
Annepeuveckue peakyuu

& OCTOPOXKHOCTBIO CJICAYET NMPUMEHATHL Tperapar y MnaiuuMeHToB, MUMCHIIHUX B aHaAaMHE3EC

YKasaHHue€ Ha TAXKEIbIE aJuIeprudyeCcKkue peaxkiuu, a TakKke Yy [MNalueHTOB, TMOJydarouiux
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JIECEHCHOMIIM3UPYIOLILYIO TEpanuio, T.K. CYLIECTBYeT pUCK Oonee TsKeNbIX aHa(UIaKTUYECKHX

peaxkuui.

MeTornposiol MOKET MOBBIIATH YYyBCTBHUTEILHOCTL K aljlepreHaM M YCHIMBATh TSXKECThb
aHaurakTMYecKMX  peakuuiil. BBesenue ajpeHanuHa  MauMeHTaM, nojydalouum - Oera-
azipeHo0JI0KaTOpBl, He BCerja COMPOBOXKAACTCS IKENAeMbIM TEparneBTHYECKUM JIEHCTBHEM (CM.

«B3aumojieiicTBrE ¢ ApYrUMHU JIEKapCTBEHHBIMH TpenapaTtamMmu»).
Y cnopmemenos

CrneyeT npuHUMATL BO BHUMAHUE BO3MOJKHOCTH TMOJYYEHHUS MOJIOKHUTEIbHBIX PE3YJIbTaTOB
JIOTMHI-TECTA Y CIIOPTCMEHOB NMPH NPUMEHEHHUH JIeKapcTBEHHOTO npenaparta Mmrinkop®, KoTopbiii

COACPIKUT METOIIPOJIOIL.

Bausinue Ha cnocoOHOCTH yupapJeHusi TPaHCHOPTHBIMH CpeJACTBAMH H  JPYIrHMH

MEXaHH3MaMH

Wmerotmecs B OTHOLIEHUH MOHOKOMIIOHEHTOB JlaHHbIE npeanojiararoT BO3MOXKHOE BJIMSAHHUEC
JICKaApCTBCHHOTIO Ipernapara “MHHMKOPQ; Ha CcrocoOHOCTh ynpapJI€HHUA TPAHCITOPTHBIMHU CPEACTBAMH

H pa60Ty C MEXaHU3MaMH.

MBabpaauH MOXeT oKa3biBaTh HEOJIAroNpUATHOE BIMAHUE HA CNOCOOHOCTH K YNPaBJICHHUIO
aBromoOuieM. [laumeHToB crneayer npeaynpeautb O TOM, YTO HBaOpajJMH MOJKET BbI3bIBATH
npexo/siiee U3MEHeHHe SPKOCTH B OrpaHUYEHHOH 30HE 3PUTEIBLHOrO MoJis (B OCHOBHOM, B BHJE
dochenon). DeHoMEH HM3MEHEHHOrO CBETOBOIO BOCHPHUATHS MOXKET MPOBOLMPOBATBCS PE3KHM
M3MEHEHMEM MHTEHCUBHOCTH OCBELIeHHUS, 0COOEHHO MpH Mnoe3/ikax B HouHoe BpeMs. MBaOpaaun He
Biusier Ha paboty ¢ Mmexanusmamu. B mocrperucrpaumoHHoMm nepuoje ObliM COOOLIEHUS O
3aTPYAHEHUAX BOJKIACHHUS aBTOMOOMIIS M3-32 CUMIITOMOB CO CTOPOHBI OpraHa 3peHus Ha poHe npuema

uBabpaiuHa.

MCTOﬂpOHOH OKa3blBaeT BJIMSIHUE HA CMIOCOOHOCTD yhnpaBJICHHUsA TPAHCIIOPTHBIMHU CPEACTBAM U
U pa60Ty ¢ mexanuzmamu. [laumeHTton CIeAyeT MnpeaynpeinTe O BO3MOXHBIX HEXKEIATCJIbHbIX
CUMIITOMAx (TaKVlX KakK roJjioBHas 60ﬂb, rOJIOBOKPYXKCHHUEC, TOBBILICHHAas yTOMﬂﬂeMOCTb). KpOMC
TOro, 5TH KIIMHUYCCKHUE CUMITTOMbBI MOI'YT YCHJIMBATHCA Ha (I)OHe MprueMa aJikoroJyst i U3MCHCHHs

TEparimu. an MOABJICHHWH BBILICTICPCYHUCIICHHBIX CUMIITOMOB NMalUEHTaM CJICAYET BO3AEPKATHCA OT
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BBITIOJIHEHUA BUJI0B JACATCIBHOCTH, TpeGymex KOHUEHTpalui BHUMAHHUA W BbICOKOM CKOpPOCTH

MCHXOMOTOPHBIX peaKunﬁ .

®opma BbINYyCKa

TabneTku, NOKpbITIE IICHOYHOM 060104KOM, 5 Mr + 25 mr, 7,5 mMr + 25 mr, 5 mr + 50 mr,

7,5 mr + 50 mr. [To 14 Tabnerok B 6aucrep (IIBX/An). Io 1, 2, 4 u 6 6aucTepoB ¢ MHCTPYKLUMEH 110

MEJHULIMHCKOMY NMPHUMEHEHUIO B MAYKy KapTOHHYIO.

VYeaoBusi xpanenust

[Ipu remneparype He Bbie 30 °C.

XpaHHTb B HEAOCTYITHOM JUJIsA JIETEN MecTe.

Cpok roaHocTu

2 roaa

He IMPUMEHATB MO HCTECYCHHUH CPOKaA MOTHOCTH.

YeaoBusi ornycka

OTtnyckaroT no peuenty.

IOpHIlH‘ICCKOC JIMI0, HA HMSI KOTOPOI0 BBIIAHO PErHCTPALIHOHHOE Y10CTOBEPEHHE

«Jlaboparopumu Cepsbe», Ppanuus

50, yn. Kapno, 92284 Ciopen Cenekc, @panums

IlpousBoauTenn

«Jlaboparopumn Cepsbe Unaactpu», @panums

905, wocce Capan, 45520 Xuaun, @panums.

ITo Bcem Bonpocam obpamartses B IlpeacraBurenscrso AO «JlabopaTtopun Cepsbe»




115054, Poccus, r. Mockga, [1aBeneuxas nn. a.2, crp. 3

Ten.: (495) 937-0700, dakc: (495) 937-0701

Crapumii cnequaaucr

IO perucrpaluy JIeKapCTBeHHBIX CPEACTB
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