L R

UHCTPYKIUSI o el k-
1O MEJUIIMHCKOMY NIPUMEHEHMHIO IIPEITAPATA
HUDEKAP® XJI (napopmanus s NaUUEeHTOB)

HA3BAHME JIEKAPCTBEHHOTI'O ITPEITAPATA :
HUDEKAPI® XJI 30 mr, 60 Mr 1.0 -05- 2073 653
Ta6eTKH, OKPHITHIE IIIEHOYHOH 060I0YKOM, ¢ KOHTPOITHPYEMBIM BHICBOOOKICHACM.

MEXJIYHAPOJHOE HEIATEHTOBAHHOE HAUMEHOBAHHE
HUOEJUITNH/NIFEDIPINE

®OPMA BBIITYCKA
TabeTKH, IOKPHITHIE IIIEHOYHON 000JIOUKOM, C KOHTPOIHPYEMBIM BHICBOOOXKICHHEM.

OIIMCAHUE
30 Mr: oT 6JeJHO-KOPHYHEBATO-)KENTOrO 0 OJIEAHO-KOPUYHEBATO-OPAaH)XEBOr0 [IBETA KPYIJIBIC
JBOSIKOBBIIYKJIbIE TOKPBITBIE ILIEHOYHON 000s04Koi Tabmetkn mo 30 Mr C BBUIABIECHHOH
paamucelo “NDP 30” Ha oxHo# cTtopoHe. J[OIMyCKarOTCs HEPOBHOCTH M IIEPOXOBATOCTH
MIOBEPXHOCTH.
60 Mr: oT 0JIeJTHO-KOPHYHEBATO-XKEITOr0 10 OJ1€IHO-KOPHYHEBATO-OPAHKEBOTO [[BETA KPYTIJIbIE
JIBOSIKOBBITYKJIbIE TOKPBITHIE IUIEHOYHOM 060504Koif TabneTku mo 60 Mr ¢ BbLIaBICHHOH
Haamuceio “NDP 60” ma omHoii cTtopoHe. JlomyckarOTCs HEPOBHOCTH H IIEPOXOBATOCTH
MOBEPXHOCTH.

COCTAB

Kaxnas Tabnerka, MOKpHITas IUIEHOYHOM 0OOJIOYKOM, C KOHTPOJIUPYEMBIM BBICBOOOXKICHHEM
conepxut 30 mr wiu 60 Mr HudeaUIUHA.

Bcnomozamenvnvie eewyecmsa

Aopo: moBUAOH, NAypwicyibdaT HATpHUs, THIPOMEILIO3a, Jymunpecc® (cmech J1aKTO3bI
MOHOTH/IpaTa, MOBHAOHA U KPOCIIOBH/IOHA), TAIbK, MarHHs cTeapar.

Oébonouka: ¢dranar THIIPOMEJIO3BI, TPUITHILUTPAT, THIIPOMEILI03a,
THPOKCHIPONMILEIUTION03a, MousTHIeHrukons 400, Tanbk, TuTana quokeun (E171), oxcun
xenesa xentorit (E172).

OAPMAKOTEPAIIEBTUYECKAS I'PYIIIIA
CenleKTHBHBIE 0JIOKATOPHI KAJIbIIMEBBIX KAHAJIOB C MPEHUMYINECTBEHHBIM BIIMSHMEM Ha COCY/IBL,
npousBoausie auruaponupuaraa. Kog ATX: CO8CAOS.

®APMAKOJIOTMYECKHUE CBOMCTBA

dapMakoaIHHAMHKA

Hudeaunun — 6110KkaTop KaablUeBBIX KaHATOB 1,4-muruaponupuaiHoBoro Tuna. OH 3aMeseT
TPAHCIIOPT HOHOB KaJIbIMs Yepe3 MeJIEHHbIE KalbIIHeBbIE KaHAIBI BHYTPh KiIeToK. Hubemmnun
NEUCTBYeT TpEeXIEe BCEro Ha IJIaJKOMBIIIEYHbIE KIETKM KOpPOHApHBIX apTepuii M Ha
nepudepuyecKre COCYIbl, B pe3yJIbTAaTe YEro COCYIbl pacHIUpSIOTCsS. B TepaneBTHYECKHX 033X
HUGEIUIUH IPAKTHYECKU HE OKa3bIBAeT MPSIMOTO BO3IEHCTBHS Ha MHOKApI.

CHkas rNIaJKOMBIIICYHbIA TOHYC, HU(QEIUIUH pacliupseT B OCHOBHOM KpPYIHBIE KOPOHAPHBIE
apTepuu, BCIIEACTBHE YEro yIydInaercs KpoBocHabxkenue cepaua. CHmkaercs nepadepudeckoe
COIIPOTUBJICHUE U apTepHATbHOE JaBIICHHE.

B Havane Tepamuu MOXeT HaOMONAThCs pedIEKTOPHOE YBEIHYEHHE YacCTOThI CEPACYHBIX
COKpallleHH# u cepaedHoro BhIOpoca. OJHAKO 3TO YBEIMYEHHE HENOCTAaTOYHO, YTOObI
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KOMTIEHCHPOBATh paciiMpenne cocysos! Hpn miutensHol Tepanuy M3HAYATBHOE TOBHIIICHHE
cepledHoro BEIOPOCa MOCTENEHHO BO3BPAIIAETCS K HCXOHOM BETHYHHE.

JleTH 1 MOAPOCTKH

Mubopmanus 06 3QGeKTUBHOCTH pasIMdHbIX J€KapCTBEHHBIX (OpPM ¥ I03UPOBOK HUGEHITHHA
B JICUEHHH OCTPOM ¥ XPOHHYECKOH apTepHalbHOW THIEPTEH3WH B CPABHCHHH C JPYrHMH
AHTHTHIIEPTEH3MBHBIMH  TIpelapaTaMu  OrPaHMYEHa.  AHTUTHIIEPTEH3MBHbIE — d(QEKTHI
HudenunuEa GbLIM J0Ka3aHbI, OJHAKO PEKOMEH[AlMH MO JO03UPOBAHMIO HE pa3pabOTaHEI, a
JI0JITOCPOYHas G€30MacHOCTh M BIMSHHE Ha CEPAEYHO-COCYIUCTYIO CHCTEMY HE HCCJIEOBAHBL

JlexapcTBeHHbIE HOPMBI JUIsl IETEH OTCY TCTBYIOT.

®apMaKOKHHETHKA

Hudeaunus 6bICTPO U MPAKTHYECKH TOTHOCTBIO BCACHIBAETCS TOCIE NpUeMa BHYTPb (> 90 %).
BHOOCTYIHOCTh COCTABNISAET IpHMEPHO 86 Y.

3a CuST NPOJOHTHPOBAHHOTO BBICBOGOXKIEHHMs aKktuBHOro Bemectsa Hudexapn XIJI
obecreunBaeT MOCTENEHHOE M KOHTPOJIMPOBAaHHOE IIOBBIIIEHHE IUIA3MEHHOM KOHUCHTPALMH
HU(E/MIMHEA C BBIXOIOM Ha IUIATO IIPUMEPHO Yepe3 6 4acoB mociie npueMa nepBoii 103kl [locie
TpremMa Mocye Iy FOIKX 103 C MHTEPBATIOM B 24 Yaca ia3MeHHast KOHLIEHTPAIlUs 0IEPKABAETCS
HA YPOBHE ILIaTO C MHHUMAIBHBIMH KOJIEOaHUSIMH.

Cesi3piBaHMe HU(eIunMHA ¢ GeTKaMH ITa3Mbl 3aBUCHUT OT KOHIICHTPALMU U BAPBUPYET B IPEJETIax
92-98 %. V man@eHTOB ¢ HApyIIEeHHOW (yHKIMeld MOYeK MM MEeYeHH CBA3bIBAHUE C Oenkamu
MOXET YMEHBIIAThCA.

Hudenunus B 3HAYUTENBHOM CTENIEHH METabOMM3UpPYETCs B e4eHH. MeTaboMnThl HeaKTHBHBI 1
xopo1o pacTBopumsl B Bozie. OT 60 % 110 80 % 0351 BLIBOAUTCSA € MOUOH. B MOYe HEH3MEHEHHbIH
Hu(eTUITHE 06HAPYKUBACTCS TOTBKO B CIIEIOBBIX KommyecTBax. OCTabHas 4acTh HU(eaunuHa
BBIBOAUTCS C KaloM B (opMe MeTabOoIUTOB, BEPOATHO, B PE3YJIbTATE BBIBEACHHUS C HKEIUYBIO.
[losToMy Ha (papMaKOKWHETHKY HHGEIMIIMHA CTENEeHb HapyIeHHs (YHKIHH NMOYCK BIMACT
HECYIIECTBEHHO.

IIp¥ HOPMATBHOK QYHKIMH [IEYEHH W MOYEK MEPHO TOTYBbIBEACHHS HU(EIUIHHA U3 TUIA3MBI
KPOBH COCTaBJISET OT 2 JI0 5 YacoB.

Bonpnas yacTh HUGEAUTHHA BBIIEIAETCS C MOYOH.

Hudeunue NpakTHYECKU He BRIBOIUTCS ITEMOIMAIA30M U T€MOCOPOLHeH.

Hapywenue ¢pynxyuu novex

dapMaKOKHHETHKa He oramdaercs. CrefoBaTeNbHO, MpH HApylICHHH (QYHKIHH NMOYEK HET
HEOOXOIMMOCTH B KOPPEKIIMH 0361 IIpenapara. '

Hapywenue ¢pynxyuu nevenu

[lepuo N0y BBIBEICHHUS IPENapaTa 3Ha4MTEebHO YBETMIMBACTCS, @ OOLIMi KIIMPEHC CHUKAETCA.
V NauMeHToB C LHPPO30M TedYeHH coo0anm 06 yBEeNTHYEHHH MEPHO/A MOJyBbIBEACHUS 10 7
4acoB.

INOKA3AHMUS K IPUMEHEHHIO
JleueHue SCCEHIIMANIBLHOM (TIEPBUYHOM) apTepHaIbHON THIIEPTEH3UH.

IMPOTHUBOIIOKA3AHUA
e IloBbINEHHAS YyBCTBHTEIBHOCTh K aKTHBHOMY BEINECTBY (M K IPYyrHM IpenaparaMm H3
KJ1acca JUTHIPONMPUINHOB) HIIH K IPYTUM KOMIIOHCHTaM Ipenapara;
CepIeYHO-COCY AUCTAS HEAOCTATOYHOCTS (IIOK);
HecTaOMJIbHBIC TapaMeTPhbl FEMOIMHAMHUKH,
BBIP2XKECHHBIN a0pTaJIbHBIA CTEHO3;
HecTaOMIbHAS CTEHOKApAHUS,;
HeJJaBHO IIepeHeceH bl (He Goiee Mecsa Ha3al) OCTPhId HHGAPKT MUOKapAa;
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e TabjeTku ¢ KOHTponupyembiM BbicBoOOxaeHHeM Hudexkapn XJI Henb3s Ha3HavaTh
COBMECTHO ¢ pH(AMIMIMHOM, TaK KaKk OH SBIAeTCd (DEPMEHTHBIM HMHIYKTOPOM, B
pe3yibTaTe dYero KOHIEHTpauus HUQeIuNuHa B IUIA3Me KPOBH HE JOCTHIHET
TepaneBTHYECKOro YpoBHs (cM. pasjen «B3aumonedcTBrie ¢ IPyTrHMH JICKapCTBEHHBIMU
CpEeCTBaMH ¥ IPYTHE BH/IbI B3aUMOJIEHCTBHSA»);

e GepeMeHHOCTh cpoKoM 10 20 HeZelnb U B IIEPUOJ IPYHOTO BCKapMIIMBaHUsI (CM. pasien
«DepTUIBLHOCTD, 6EPEMEHHOCTH U KOPMIIEHHE IPYIBIO»);

e [IlIpenapaT He cleayeT Ha3HAYaTh MALMEHTaM C pe3epBYapHOH HieocToMoi 110 Koky u
10CJIe TPOKTIKTOMHUH;

e Jlerckwmii Bo3pact 10 18 ner.

OCOBBIE YKA3AHUS U MEPBI IPEJOCTOPOXHOCTH

0co060 TIATeIbHOE MEAULIMHCKOE Ha0mmoieHne TpeOyeTcs B CIEAYIOMUX CITyYasX:

- TshKeJIasi THIIOTEH3HUs (CHCTOIMYECKOE apTepHalbHOE JaBleHne Menee 90 MM pr. CT.);

- IEKOMIIEHCHPOBaHHasl CepeYHas HEJOCTATOYHOCTh;

- 3]I0KQYEeCTBEHHAs apTepHabHas TMIEPTEH3US ¥ THIIOBOJIEMHS y IAlIMEHTOB, HAXOIAIMUXCS Ha
nuanuse (MOXeT HaOJI0JaThCsl 3HAYMTENbHOE CHIKEHHE apTePHANIBHOTO JABJICHHS BCICNICTBHE
pacIIMpPEeHHUs COCYI0B);

- 6epeMEHHOCTb.

V NaIMEeHTOB CO 3HAYUTEIIHHBIM CYKEHHEM eIy JOUHO-KHIIEeYHOro TpakTa npenapar Hudekapn
XJ1 cnemyeT UCHoib30BaTh C OCTOPOXKHOCTHIO, TaK Kak 000J104Ka TabIETKH HE paccachlBaeTCs U
MO€T BbI3BaTh OOCTPYKTHBHBIE CUMIITOMBL. B O4YeHb PeJIKHX CTydasX MOTYT 0Opa30BbIBATHCS
6e30aphl, KOTOPBIE JOJDKHBI OBITh yIaJI€Hbl XUPYPrUYECKUM My TEM.

B OTAEIbHBIX CIIydasx COOOIIAIOCh O Pa3BHTHU OOCTPYKTHBHBIX CHMIITOMOB y IAI[HEHTOB, HE
HMEIOIIMX XKeJIyJ0YHO-KUIIEYHbIX HapyIICHHH B aHAMHE3e.

[lpy npomoIKaloMmeiicsi HECKONbKO JHeH juapee (Hanmpumep, mnpu OGomesun Kposa,
BOCIIAIMTENBHBIX 3a00JI€BaHUSAX KMIIEYHUKA) MOXXET IPOMCXOAMTh HEMOJIHOE BCAChIBAHUE
JEHCTBYIONMIETO BEWIECTBA, MOCKONBKY B 3TOM CilydYae JIEKaPCTBEHHOE CPEICTBO HAXOAMTCS B
KeJTy IOUHO-KHIIEYHOM TPaKTe CIMIIKOM MajO0 BPEMCHH.

[1p¥i BHIIOTHEHHH PEHTTEHOIOTMYECKOTO HCCIIEIOBAHHS C KOHTPACTHBIMHU BELIECTBAMU 0007104Ka
tabnerox Hudexapn XJI 30/60 Mr MOXeET CTaTh BUAUMOM B XKEITyJIOYHO-KHMIIEIYHOM TPAKTE Ha
PEHTTEHOBCKOM HM300p@XEHHHM M SBIATHCA NPUYHHON JIOXKHONOJNOKUTENBHBIX PE3yJIbTaTOB
(HarpuMep, fedeKTOB 3aI0NHEHHS, HHTEPIPETUPYEMBIX KaK IIOJIAIIB).

[laiuenTaM ¢ JIETKHM, YMEPEHHBIM WM TSDKEIBIM HapyIIeHHeM (QYHKUMH [CYCHH MOXET
MOTpe6oBaTLCS TIIATENBHOE HAOIIOEHHE U CHIKEHHE J103b1. DapMaKOKHHETHKA HU(eIUIUHA Y
TAIMEHTOB ¢ TSHKEIbIM HapyIIeHHeM QyHKIMH IeYeHH He H3ydanack, mostomy y Hux Hudexapn
XJI HCHONB3YIOT C OCTOPOXHOCTBIO (Taioke cM. «JIo3pl H  CmocoOd NpHMEHEHHSA» H
«DapMaKOKHHETHKAY). 7

O npUMeHEeHHH y IPYTHX 0COOBIX IPYIII MAMEHTOB CM. «JI03b1 1 CIOCOO NPUMEHEHHS.

Hudemunun merabonusupyercs nsopepmentom CYP3A4. O npuMeHeHHH C JIEKapCTBEHHBIMA
BelLIECTBAMH, BIUSIONIMMH Ha 3TOT pepMeHT, cM. « BzaumozeicTBrE C PYTUMH JIEKapCTBEHHBIMH
CpE/ICTBAMH ¥ APYTHE BHIbI B3aUMOJICHCTBUSY.

O mnpUMeHEHHH BO BpeMs OepeMEeHHOCTH cM. «DepTHIBHOCTh, GEPEMEHHOCTh M KOPMIICHHE
IpYJBIO».
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Hnpopmayust 0 HeKOMOPLIX 6CNOMO2AMENbHBIX 6eUjeCMBaxX

Hudexapn XJI comepxur nakrody. IlaumenraMm ¢ TakuMH pPEIKO BCTPEYAROIIMMUCS
HAaCJIeZICTBEHHBIMH HapyIEHUSIMHU, KaK HEMEPEHOCHMOCTD TaJlakTO3bl, HEIOCTATOYHOCTD JIaKTa3bl
M CHHIPOM MaibaGCOpOLUHU [TIIOKO3BI-TlIaKTO3bl, HE CIe/yeT IPUHIMATh JaHHBIH penapar.

®EPTUJIBHOCTb, BEPEMEHHOCTH U KOPMJIEHHME I'PY/IbIO

@epTHIBLHOCTD

[Ipy MOBTOPHBIX HeEyjAadaX SKCTPAKOPIOPATLHOIO OIUIOJOTBOPEHHS H OTCYTCTBHH JPYTHX
0OBIACHEHNH BO3MOXKHOH IIPMYMHOM MOXeT okaszaTkcss npueM Hudexapna XJI, mockoibky
6JI0KATOPBI KANBIMEBBIX KaHAIOB (B T.4. HU(DEIUIHH) HapyIIAlOT (YHKIHIO CIIEPMaTO30HIOB,
BBI3BIBAs B HX I'OJIOBKE 0OpaTUMBble OMOXUMHUYECKHE H3MECHEHHUSL.

bepemeHHOCTD

Hudexapn XJI mporuBonokasan Ha cpoke 10 20-i Henen OepeMEeHHOCTH.

Hudexapn XJI He creqyeT NPUMEHATh BO BpeMs OEpEMEHHOCTH, KpOME CIydaeB, Koraa
HCIIOJIB30BaHUE JAHHOTO Iperapara sSBIsSeTcs HEOOXOAUMBIM BBUY KIMHUYECKOTO COCTOSHMSA
nanuenTki. Hudexapn XJI ciexyeT Ha3HayaTh TONBKO JKEHIIMHAM C TSDKENOH apTepHalbHOU
runepTeHsuei npu HedGHEKTUBHOCTH CTAHIAPTHON TEpaIuH.

Ha OCHOBaHHHM JOCTYIIHOM HH(POPMAIUH HEb3s HCKIIOYHTh OTPUIIATEIbHOE BIIMSHUE NIpenapara
Ha IJI0J] KJIK HOBOPOXKIAEHHOTO.

[Ipy NpUMEHEHHH B Ka4eCTBE TOKOIMTHYECKOTO CPEJICTBA BO BpeMsi GepeMEHHOCTH HaOmonamm
OCTpBIH OTEK JETKHX, OCOOEHHO MPH MHOTOILIONHOH GepeMeHHOCTH (OepeMEeHHOCTh IBYMS M
Gojiee IUIOJAMHM), OpM BHYTPUBEHHOM BBEJIECHMHM IIpemapata M (WIK) COIYTCTBYIOIIEM
MCIIOJIb30BaHUH arOHUCTOB OeTa2-aJipeHOPELENTOPOB.

Kopmiienune rpyanio

Hudexapn XJI Henb3s npuHEMaTth B NEPHOJA  TPYJHOTO  BCKAapMIMBaHHA  (CM.
«IIpoTHBONOKa3aHus). HubeaMIuH NPOHUKAET B rpyIHOE MOJIOKO. KoHIeHTpauus HubeaunuHa
B IPYJHOM MOJIOKE TPAaKTHYECKH aHAJOTHYHA TAKOBOH B IJIa3M€ KPOBH Y MaTEPH.

BJUSIHUE HA CITIOCOBHOCTD YIIPABJISITHD TPAHCIIOPTHBIMHU CPEJICTBAMMU
U PABOTATH C MEXAHU3MAMM

JleueHue JaHHBIM TIpenapaToM TpebyeT peryJsipHOro MeIuIUHCKoro Habmonenus. Benencraue
pa3/MYHBIX MHIUBUAYATbHBIX PEAKIHMi Ha IpernapaT MOXET HapyIlaThCs CKOPOCTh PEaKIUH H,
CJIe/I0BaTENbHO, CIIOCOGHOCTH YIIPaBJIATh TPAHCIIOPTHBIMH CPEACTBAMU U 6€30macHo paboTaTh C
Mmexanu3Mami. OCOOEHHO BBICOKA BEPOSTHOCTH Pa3sBUTHs DPEaKlMii B Hayajle TEpaluH, NpU
yBEJIMYEHHH JI035] IIPEeapara, IIpyd CMEHeE Npenapara i IpH COIy TCTBYIOLIEM IIPUEME aIKOTOJISL.

10361 U CITOCOB ITPUMEHEHUAA
[lo3bl

PexoMmenoBanHas n03a: 1 Tabnerka Hupexapna XJI 30 mr 1 pa3 B cyTku (cooTBeTCTBYET 30 MI
Hudenunuua 1 pa3 B CyTKH). ‘

IIp HEOGXOIMMOCTH 103y MOYHO TTOBBICHTH 10 MakcumaibHo 1 Tabnetku Hudexapa XJI 60 mMr
1 pas B cyTku win 10 2 tabuerok Hudexapn XJI 30 mr 1 pa3 B cyTku (COOTBETCTBYET 60 mr
audeaunuHa 1 pas B CyTKH).

ComyTcTByIolllee TPUMEHEHHE C JICKAPCTBEHHBIMH CpPEICTBAMH, WHTHOMPYIOMMMH HIH
unymupytomumu CYP3A4, Moxer moTpe6oBaTh KOPPEKIMH [103bI HU(EUIHHA MM 0TKa3a OT
ero mpuMeHeHus BooOme (cM. «B3auMozedcTBHE ¢ IPYTHMH JIEKAPCTBEHHBIMU CPEICTBAMH U
JpyTHe BUIbI B3aUMOJEHCTBUA»).

Oco0ble rpynIbl NalMEeHTOB
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Jlemu u noOpocmxku: Tpenapar He PEKOMEHyeTCs UL JledeHus eTeil U MOAPOCTKOB Miazme 18
JIeT.

Tooxcunvie nayuenmyt (> 65 1em): KOPPEKIHs 035l HE TPEOYETCH.

Iayuenmol ¢ HapywieHuem GYHKYUU neveHu

TlamMeHTaM C JIETKHM, YMEPEHHBIM WJIM TSDKCIBIM HapyIIeHHeM (YHKIMH NEYCHA MOXET
I0TPe6GOBaThCA TIATENbHOE HAOIIONEHH)E U CHIDKEHUE 1103bl. DapMaKOKHHETHK uudenunuHa y
MAIHEHTOB C TSHKENbIM HapylIeHHeM QyHKIMH MedeHd He u3ydanach. Kak npasuiio, HaqaibHOH
¥ moamepKuBaromel 1030# seusercs 1 Tabnerka Hudexapa XJI 30 mr 1 pa3 B CyTKH
(cootBercTByeT 30 Mr HuGeaunuHa 1 pa3 B CyTKH).

Iayuenmol ¢ Hapywenuem QyHKyuu noyex: KOPPEKIHS 0361 HE TPEOyeTCAL.

Cnoco6 npuMeHeHHUs

Jnst npuema BHYTpb.

[IpuHUMATH HE3ABUCHMO OT NPUEMA IHIIH, € JJOCTATOYHBIM KOJIHYECTBOM JKHIAKOCTH (Hampumep,
CO CTaKaHOM BOJIbI), IPEANOYTHTEIBHO B OJTHO U TO )K€ BpeMs CyTOK.

JlaHHble TaOJIETKU HENB35 KEBATh WIK pa3IaMbIBaTh.

IIpenapar HeJb3si IPUHUMATH C TPERTIPPYTOBBIM COKOM.

[TpoI0KUTENBHOCTD TPUEMa ONpeIeNIseT JeYalliii Bpay.

B ciyuae mpomycka IpHeMa 03kl IIPUMHTE €€, KaKk TOJbKO cMoxere. Jlamee mpopospkante
IPUHMMATH TIpenapar B 06BIYHOE 1 IpHeMa BpeMst. Mex Ity IpHeMOM TOCTIEIHEH U Clie/ly oIeH
J1036l JIOJDKHO NpoiTH He MeHee 12 4. He npuHmMailite NBOHHYIO 103y Ui KOMIICHCAUMH
nponyienHoi. Ecu y Bac ectb cOMHEHHUS, TIPOKOHCYIBTUPYUTECH B BPAUOM.

IIOBOYHOE JEUCTBHUE

YacToTa BO3HHKHOBEHMS HEXEJaTeIbHBIX peaklUii Ha Npenaparbl, B COCTaB KOTOPBIX BXOJIUT
HU(EIUMIIMH, PE3IOMUPOBaHa B Tabiuie HUXKE. B Kaxmoi KaTeropuu 4acTOThl HEXKEIATEIbHBIC
peakIy IPeACTaBICHbI B IOPAAKE CHIXKEHMS UX TSHKCCTH.

[lo yacTOTe BOHUKHOBEHHUS HEXeENaTeIbHbIE PEAKIMHA PACIPEIEISIOTCS CIeTyomuM o6pasom:
oueHp 4acTele (> 1/10), gacteie (> 1/100 u < 1/10), neyactbie (> 1/1000 u <1/100), peakue
(>1/10 000 u <1/1000), ouenr peakue (< 1/10000), gacToTa HEU3BECTHA (HEBO3MOXKHO
OIpe/IeTUTh Ha OCHOBE UMEIOIIUXCS JAHHBIX).

PIL Nifecard XL_30 60 mg_SPC Adalat LA 02_2017 RUS (CIS) 11.10.2019_tt+N60 13.3.23 clean
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Knacc  cucremsl | OueHb JacThble Yactele Heuacteie Penkue OueHnb penkue Yacrora
OpraHoB (mo HEU3BECTHA
MedDRA)
Hapymenus co Jlelikonenus
CTOPOHbI KPOBH Anemus ArpaHynonuTo3
U TpombouuTonenu
JuMdpaTudeckoi s
CHCTEMBI TpombonuTonenu
yeckasi mypnypa
Hapymenus co Annepruyeckas Kpanusauna AHadunakTuueck
CTOPOHBI peakuus ue/
HMMYHHO# Anneprudeckuit aHa(UIaKTOUHBI
CHCTEMBI oTek/ € peaKIyu
AQHTMOHEBPOTUYEC
KHH OTEK
(Bkirouass ~ OTEK
ropranu')
3yn
DK3aHTEMA
Hapymenuss co ['unepriukemus
CTOPOHBI 00MeHa
BeIIeCTB u
NHTAHHSA '
Ilcuxuyeckne TpeBoxHOE
HApymIeHHA paccTpoiicTBO
PaccTpoiicTBa cHa
Hapymenuss co | ['onoBHast 60116 I'onoBokpyxenune | Murpesn ['unecre3us
CTOPOHBI Bectubynsproe Tpemop
HEPBHOMH royioBokpyxenue | [lap-/muzecresus
CHCTEeMBbI CnabocTh
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ConnuBocTh/ycTa
J0CTh

HepBo3HocTh
Hapymenuss co Hapymenus Bons B rimazax
CTOPOHBI OpraHa 3peHus
3peHust
Hapymenuss co [TanpnuTanuun Taxukapaus Wudapkr
CTOPOHBI cepaua bone B rpynHOi MHOKap/ia’
KJIETKE
(cTeHOKapnus®)
Hapymenuss co |Orek (B T. 4. | Basoaumaraums AprepuanpHas
CTOPOHBI nepudepuyeckuii) | (Hamp., IPUIUBBI) | TUIIOTEH3HS
COCY0B Cunkona
Hapymenuns co KpoBoTreuenue u3 Otexk erkux’
CTOPOHBI HOCa
AbIXaTeIbHOH 3aJ105)K€HHOCTh
CHCTEMBI, Hoca
OpraHoB JucnHod
TPYAHOH KJIETKH
H Cpel0CTEHH S
Hapymenus co 3amnop bonb B | ['unepnna3zus besoap
CTOPOHBI TommuoTta XKEITyI09HO- JIeCEH HMucdarus
HKeJTy J09HO- KHUIIEYHOM TpaKTe | AHOPEKCHS Kuieynas
KHIIEYHOI 0 u 6ok B )xuBoTEe | UyBCTBO HEMPOXOJUMOCTh
TPaKTa Hucnencus HIEPEIIOJIHEHUS Kumeynas s3Ba
Mereopusm OTtpbDKKa PBota
CyxocCTb BO pTY D30¢darut
Hapymenus co Bpemennoe XKentyxa
CTOPOHBI MEYEeHH MOBBILICHUE
" YPOBHSI
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JKeJT4eBbIBO/IAIN ¢dbepMeHTOB
HX IMyTeH IEYEHHU
Hapymenuss co OpurtpoMenanrus, | JpureMa Amneprudeckas OkchonuaruBHbii | Toxcuueckuit
CTOPOHBI KOXKH H 0COOEHHO B (hOTOUYBCTBUTEND | IEPMATUT SMHAEPMATIbHBIN
MOAKOKHbIX Hayasle Je4YeHUs HOCTh HEKpOJIHU3
TKaHel [TornuBoCTH [Tanpniupyemas
Iyprypa

Hapymenuss co Mpeiueynsle
CTOPOHBI CIa3Mbl Aptpanrus
CKeJIETHO- Ortex cycTaBoB
MBI e4H O | Mpuanrus
COeJMHHUTEIbHOH
TKAHH
Hapymenus co [Tonuypus
CTOPOHBI TOYeEK Huzypus
" [Ipu  moyeuHOM
MOY€eBBbIBOASAIIH HEIO0CTaTOYHOCTH
X myTeH BO3MOJXXHO

BPEMEHHOE

yXyIUIEHUE

(GYHKIIMH TTOYEK
Hapymennss co DpeKTUIbHAas ['mHexoMacTus,
CTOPOHBI nucyHKITHS obpatumas mocie
MOJOBbIX OTMEHBI
OpraHoB " Hu(penunuHa
MOJIOYHOM
KeJie3bl
Obmue [Tnoxoe Hecnenuduuecka
HApYIIeHHA  H CaMOYyBCTBHE s 60116

03106
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peaKlluu B MECTE
BBCACHHUSA

L MOJXXET IIPUBECTU K COCTOSHHUIO, YTPOXKAIOIICMY KM3HH.

2 Pem(o, 0COOEHHO B Hayajie JICUYCHUs, MOT'yT BO3HHKATh IIPUCTYIIBI CTEHOKAPIHH, 100 Xxe MOTYT YCHUJIUBATbBC] 9aCTOTa U JJIMTEIIBHOCTDh IIPUCTYIIOB
CTEHOKapJIyH, a TAKXKE yBEININUBATbCA CTECNCHD €€ THKCCTH.

Coo61many 0 eIMHAYHBIX ClIydasx HHGpapKTa MUOKapAa.
3 Criyuan HabIONATMCH TP IPUMEHEHAH NPENapaTa B Ka4eCTBE TOKOJIMTHYECKOrO CPEICTBA BO BPeMsi OEPEMEHHOCTH.
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V MaIlHeHTOB CO 3JI0KAYECTBEHHOM MIEPTEH3HEH U FMIIOBOJIEMHUEH, HAXOAAIMXCS HA THATH3E,
110 IPHYHMHE PACIIUPEHHUs COCYI0B MOXKET IPOM30HTH 3HAYMTENBHOE CHIDKeHHE AJl.

Coobuenue 0 HedlcenamebHblX peaKyusx

BaxHo co00mAare O IOJ03PEBAaEMbIX HEXENATeAbHBIX peEaKIMAX I0Cie pPEerucTpanuu
JIEKapCTBEHHOTO MpernapaTa ¢ Heblo 00ecreYeHnsi HeNPEPhIBHOIO MOHUTOPHHTA COOTHOLIECHHS
«I10J1b3a - PHCK».

MeauuMHCKAM ~ pabOTHMKaM  peKOMEHAyeTcs cool0marb O JHOOBIX — [OA03peBacMBIX
HeXeNaTelbHBIX peakUHsX JIEKapCTBEHHOIO IIpenapara dYepe3 HAIHOHAIBHYIO CHCTEMY
COOOIIEHHUS O HeXKENaTEeIbHbIX PEAKIHAX.

MNEPEJO3UPOBKA

Ipu TsOKENON HHTOKCHKAIMK HU(EUITMHOM BO3MOXXHBI CIIEAYIOIIHE CHMIITOMBI:

MajiecHie apTepUalbHOTO MaBICHHS, HApyIIEHME CO3HAaHHWs BIUIOTH [0 KOMBI, HapyIICHHs
CEpAEUYHOTO PUTMA 110 THILy TAXMUKApAHH MM GpaMKapIuy, THIEPIIMKEMHs, METa00TIMIeCKHi
alM03, TUIIOKCHS, KapIHOT€HHBIHN IIOK C OTEKOM JIETKHX.

OCHOBHO# 3aa4ell JI€YEHHs] MHTOKCHKAIIMK SBJISETCS BBIBEJICHUE NEMCTBYIOLICTO BEIIECTBA U
JIOCTHIKEHHE CTaOMIIN3alMi TEMOMHAMUKH.

[loka3aHO TIIATEIbHOE NPOMBIBAHME JKENYAKa, HOPH HEOOXOAUMOCTH B KOMOWHAUMU C
IIPOMBIBAHMEM TOHKOTO KHINeuHHKa. [Ipd NpUMEHEHHH CIIAOUTENBHBIX CPENCTB CIETyeT
YUHTHIBATH TO, YTO MOX JCHCTBHEM OJ0OKaTOPOB KAIbLMEBBIX KaHATIOB IPOMCXOJUT YTHETEHHE
MYCKYJIaTypbl KHIIIEYHHKA BILIOTh 10 aTOHHH KUIICYHHUKA.

Hubequnue He BHIBOAMTCS NPH TEMOAMANN3E, MO3TOMY TeMOAMAIN3 HEd(PGHEKTHUBEH, HO
PEKOMEH/Ty€TCsI HCIIONIB30BaTh IIasMadepes.

Hapymenus cepAeyHoro puT™a II0 THITy OpaauKap/uH Jie4aT CUMITOMaTHYECKH aTPOIMHOM H
(anu) OGeTa-CHMIATOMMMETHKAMH; YIPOXKAIOLUIME JKM3HM CiTyyad Opagukapaud TpeOyroT
OCTAaHOBKHM BPEMEHHOT'O KapIUOCTHMYJIATOPA.

ApTepuaIbHYIO THIIOTEH3HIO IIPH KapIHOr€HHOM LIOKE U apTepHaIbHON Ba30AUIATalMH CIIEMYET
neunTh npenapatamu Kanbiust (10-20 M 10 % pacTBopa Kayblus [IIFOKOHATA B/B MEUICHHO, IIPH
HEOOXO0MMOCTH BBEJEHHME MOXKHO MOBTOPUTH). EC/IM NpH NpUMEHEHHH Mpenapara Kajublus He
yianoch  [I0OCTHYb  HeoOXomauMoro  mosbimeHds — AJl,  JOMOJHHUTENBHO — Ha3HAYAOT
COCYIOCYKMBAIOIHE CHMIIATOMHUMETHKH, TaKHe Kak JONMamuH (IO 25 MKI Ha KI' Macchl Teja B
MUHYTY), 100yTaMuH (10 15 MKI Ha KT Macchl Tea B MHHYTY) 60 HOpaJpeHaIMH, SIHHEPPUH
Wi HopanuHedpuH. Jl03a 3THX JEKApPCTBEHHBIX CPEICTB ONPEIENSCTCS HCKIIOYMTENIBHO II0
JOCTUTHYTOMY 3 dexTy.

U3-3a OMAaCHOCTH MEPErpy3KH Cep/a AOMOIHATEIBHYIO XKUIKOCTh MM 00beM3aMeCTHTENbHBIC
PacTBOPBI ClIEyeT BBOAUTH C OCTOPOKHOCTBIO M MO]] KOHTPOJIEM FeMOIMHAMHUKH.

B3AUMOJEVUCTBUE C JPYI'MMH JIEKAPCTBEHHBIMU CPEIACTBAMH H
JPYTUE BUbI B3BAUMOJIEHCTBUSA

JlexapCTBEHHBIE CPECTBA, BO3JCUCTBYOIIME HA HUDEIUIIUH

MertaGonu3M HEEIUIUHA OCylecTBiseTcs nocpenctom uzopepmenta CYP3A4 B neyenu u
CaM3UCTON 000Nn0uKe Kumeynuka. COIyTCTBYIOLIMM MPHEM C BEINECTBAMH, HHTMOUPYIOUIUMH
FUIM MHAYIMPYIONIMMHE TaHHBIA 130(EpPMEHT, MOXET MOBIHATH Ha META00/IM3M HUAGDEIMITHHA IPH
TIEpPBOM TIPOXOXKICHHH Yepe3 MeyeHb (MU NEPOPATLHOM [IPAEME) HITH €0 KIIHPEHC.

Jlexapcmeennwie cpeocmea, uneubupyiouue CYP3A4

I[Ipu comyTcTBYIOIIEM NPUMEHEHHH HHQENIUNUHA C NEePEYUCIICHHBIMHM HHXE JIEHCTBYIOIUMHU
BelleCTBAMH, SBISTFOIIAMHUCS CIa0BIMM UM yMEPEHHBIMA HHTHOUTOPAaMH JaHHOTO H30(epMenTa,
BO3MO>KHO TOBBILIEHHE KOHIIEHTPAIIMKA HU(EIUITHHA B ILJIa3Me:
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- MaKpOJIMIHbIe AHTHOHOTHKH (HAMNp., JPUTPOMHUIMH), KPOME a3UTPOMHUIINHA, KOTOPBIA HE
uurubupyer CYP3A4;

- uarubuTopsl nporeassi BUY (manp., puToHaBHp);

- 230JIbHBbIE IPOTHBOrPHOKOBbIE NPeNapaThbl (HAMNp., KETOKOHA30J1);

- piryoKceTHH;

- He(pa3010H;

- KOMOMHAIHMS XHHYIPUCTHHA U AaJ¢onpHcTHHA;

- BAJILNPOEBasi KHCJI0TA;

- HIMMETH/IHH;

- TPHIMKJ/IHYECKHEe AHTHAENPECCAHThI, BA30HJIATATOPbI;

- HU3anpHUa.

IIpu MX CONMYTCTBYIOLIEM NPUMEHEHHH C HH(EIMIHHOM CIIEIyeT KOHTPoiMpoBarTe AJl U npu
HEeoOXOMMOCTH KOPPEKTUPOBATH 103y HU(eaUIHHA.

Jlexapcmeennvie cpedcmea, unoyyupyrowue CYP3A4

Pudammuuun (cunbHbli nHIyKTOp CYP3A4)

3HAUMTEIFHO CHIDKAeT OHomocTynHOCTs W 3ddexTuBHOCTs HHpemunuua. ComyTCTBYHOLIEE
npuMeHeHne HupeaunuHa ¢ pudaMINIEHOM IPOTHBONOKAa3aHO (cM. «IIpoTHBONIOKA3aHHA).

IpoTuBodnMIenTHYeCKHe cpeacTBa, HHAynupyomue CYP3A4, Takue Kak (eHHTOHH,
KapbamasenuH H ¢peHodapOuTAI

IIpu comyTCTBYIOIIEM IPUMEHEHNH (EHUTOMHA ¢ HU(ETUITMHOM CHIXACTCS OMOAOCTYTHOCTD U
3¢ peKTHBHOCTL HU(DEUIMHA, T0ITOMY KOHTPOIMPYIOT KIMHMYECKHH OTBET Ha HU(EeIUNHH U
TIpH HEOOXOAMMOCTH yBEIHYHBAIOT 03y HUbenunuua. Eciu 103y HUbenUnMHA YBEIHIHIA U3~
3a CONYTCTBYIOIIETO MPUMEHEHHS ¢ HEHUTOMHOM, TO P OTMEHE (PeHUTOUHA 103y HUDeUIIHA
IpA HEOOXOAUMOCTH CHHXKAIOT.

IIpu ComyTCTBYIONIEM IIPUMEHEHNH HE(EeUMHIHA ¢ KapOaMa3enuHOM U peHoOapOuTaIoM Helb3s
HCKIIOYATh BO3MOXKHOCTh  CHIDKEHHMs  IUIa3MEHHOM  KOHIGHTpaluM HUdeIunuHa  H,
CJIEZI0BATENLHO, €r0 ) HEKTUBHOCTH.

Biusaye audeunuHa Ha IpYrue JeKapCTBEHHBIE CPEJICTBA

AHTHrHIepTeH3HBHbIE NPENapaThl

Hudeaunua MOXeT yCHIUBATh THIIOTEH3UBHBIH 3QQEKT COMy TCTBYIOIUMX aHTUTHIIEPTEH3UBHbIX
CPEICTB, TaKUX KaK [UypeTHKH, Gera-anpeHobsokaTopsl, WHruOuTopsl AIID, aHTaroHHCTHI
penentopos anrvorersuna Il (ATi-noaruna), apyrue OJIOKAaTOphbl KajlbLHEBBIX KaHAIOB,
6I10KaTOpHI anbda-aapeHoperentopos, HHruduTopel G135, anbda-meTungona.

Bera-aapeHo6/10KaTophI

IIpu COMyTCTBYIOIIEM NPUMEHEHWH C HU(EIUIHMHOM 3a COCTOSHMEM IAalMeHTa TpedyeTcs
TIIATENbHOE HAONIOAEHHE, IIOCKOJBKY B €IUHUYHBIX ClIydasx ycCyryOnsiachk cepiaedyHas
HEJIOCTaTOYHOCTb.

JInrokcuH

Hueaunun MoXKeT CHU3UTh KIIMPEHC IMTOKCHHA M, CJIEI0BATENIBHO, YBEIMYHUTH €0 IUIa3MEHHYIO
KOHIIEHTpalui0. B KayecTBe Mephbl MPEIOCTOPOXKHOCTH HEOOXOOUMO CIIEIUTH 33 MOSBICHHEM
NPU3HAKOB MEPEJO3MPOBKH JUTOKCHHA M IPH HEOOXONMMOCTH CHH3HTH J03y IJIHMKO3MZAA B
3aBHCHUMOCTH OT €r0 IUIa3MEHHON KOHIIEHTPALIUH.

Teodunaun
Hueaunun MOXXET MOBBIIATh YPOBHH T€O(HIUTAHA B KPOBH.
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BunkpucTHH
Hudenunun yMeHbIIaeT BEIBEICHHE BUHKPUCTHHA M TAKUM 00pa3oM yCHIIMBACT HEXXeIaTeIbHbIE

p€aKuuy Ha HETO. CJICI[y €T paCCMOTPETh CHAXXEHUE N03bl BHHKPDHCTHHA.

Iedanocnopunnl
[Ipu CcoOmyTCTBYIOEM MpPMMEHEHHH IedanocnopunoB (Hamp., nedukcuma) W HupeaunuHa
TIOBBIIIAIOTCS [UIa3MEHHBIE KOHIEHTPALMHU LEe(PaToCIIOPHHOB.

XHHHIHH

B OTAENBHBIX CIydYasX MOpPH COIYTCTBYIOIIEM IPHMEHEHHH HHUQEIMIUHA C XHHUAIMHOM
HAOIOIAIOCh CHIDKEHHE, a T0CJIe OTMEHBI HU(eAUnuHa — 3aMETHOE YBEJIMYEHHE TIa3MEHHOTO
ypoBHs XMHUAUHA. [IpH conmy TCTBYIOIEM IPUMEHEHHUH I OTMEHE HU(peTUTHHA PEKOMEH Ty eTCs
KOHTPOJIMPOBATh YPOBEHb XMHHUJ/IMHA B IUIa3Me KPOBU M IIPH HEOOXOTUMOCTH KOPPUTHPOBAaTh
103y XuHHAMHA. ECiu K MpoBOAMMON Tepanuy HUQEIHITHHOM J00aBNIIeTC XUHUONH, CIETYET
perynsipao koHTponupoBath AJl. IIpu HeobxoaumocTH 103y HU(eIUNIHA YMEHBIIAIOT.

Takpojmumyc

Takponumyc metaGonmsupyercs nocpenctBoM uzopepmenta CYP3A4. Tlpu comyTcTByiomeM
NpUMeHeHHH Hu(EIUIIHA H TAKPOIUMYCa MOTYT IOBBIIIATECS YPOBHU TaKPOIMMYyCa B ILJIa3Me.
PekoMeHIy€eTCsl peryyiipHO KOHTPOJIMPOBATh IJIa3MEHHYHO KOHIICHTPALMIO TaKpOJIUMYyCa U IpH
HEO0OXOIUMOCTH CHU3HTD €r0 J03Y.

B3auMonedcTBHE C MHUUIEBBIMU IPOAYKTAMH M HAITUTKAMH

I'peiingpyToBhIii COK

I'peitndpyToBbiii cox uHrubupyer msopepment CYP3A4, B pesymprare 4ero IjasMEHHBIC
KOHIIEHTpAIMK HU(EIUITIHA MOTYT TOBBIIIATHCS, & €r0 IEUCTBUE — MPOULATHCS U yCHIUBATHCS.
IIpu perynspHOM YIOTpeOJICHHH Ipedn@pyTOBOro Coka NaHHbIA 3PHEKT MOXKET COXPaHATHCA
elre B Te4eHHeE 3 CYTOK MOCIIE eT0 MOCIEIHEr0 yNoTPeOIeHHU.

Bo Bpems neuenus Hudexapaom XJI cenyer uzberats ynoTpebaeHus B ALy rpednpyToB Uil
rpeingpyToBOro coxa.

Jlpyrue BBl B3aUMOAEHCTBUS
Hudenunus MOXET IPUBOIUTE K JIOXKHOMY YBEIHYCHUIO CHEKTPO(POTOMETPUIECKUX 3HAUYECHUHI
BaHWIMJIMHMHIAIBHOM KUCIOTHI B MOYE, HE OKa3biBas BIMsHUA Ha mokazarenu BOXKX.

YCJIOBUSI XPAHEHUSA
XpaHuTh B HeJOCTYIHOM /IJIfl IeTeil MecTe.
XpaHHUTH B OPUTHHAIGHOM yIIaKOBKE IIPH TemmnepaType He Bbiute 25 °C.

CPOK I'OJHOCTH
VYka3aH Ha yTIaKOBKe€.
He npuHMMATH 110 HCTEUYEHHH CPOKA FOTHOCTH, YKA3aHHOTO Ha yNaKOBKe.

YCJIOBUS OTITYCKA
OtmyckaeTcs 10 peLenTy.

YIIAKOBKA

ITo 10 TabneTok B 6iucTepe.

30 mr: 1o 2, 3 uiu 6 GIMCTEPOB BMECTE C HHCTPYKIHEH 0 TPUMEHEHHIO B KAPTOHHOM Madvke.
60 Mr: 1o 2 iy 3 G1ucTepa BMECTE ¢ MHCTPYKIHEH 0 TPUMEHEHHIO B KAPTOHHOH MavKe.
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BJIAJIEJIELl PETUCTPAIIMOHHOI'O YAOCTOBEPEHHUA U ITPOU3BOIUTEJIb
Jlex 1. 1., Beposmkosa 57, JIro6sna, ClioBeHHs — KOMITAHHS TPYTIIIBI «CaHzmo3»

IMNEPECMOTP TEKCTA
Mapr 2023 1.

[IpeTeH3un NoTpeOUTENEN HAIPABIATE B MECTHOE OT/eNeHue Komnanun «Canno3» mmbo Ha
afpec 2J1. IOYTHIL: drugsafety.cis@novartis.com
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