NHCTpyKUMA K NpenapaTy Pacunnes
) (AnunckunpeH) tadn. 150 mr Ne28

Y3HaTb UeHy >>>

CocTtaB u popMa BbiNnyckKa

TabneTku, NOKpbITbIE NJEHOYHON 060/7104KON CBET/I0-PO30BOr0 LBETA, KPyrJble,
OBOSIKOBbINYKJbIE, C hackon, 6e3 puckmn, c Hagnedatkonm \\"IL\\\" Ha ogHon cTopoHe n \\\"NVR\\\" -
Ha Apyrou.

AKTUBHOE BeLecTBO: aJlInCKNpeHa remucpymapaTt 165.75 Mr, 4TO COOTBETCTBYET COAEPKAHMUIO
annckmpeHa 150 mr.

BcriomoraTtesibHble BellecTBa: Lenaono3a MUKPOKPUCTaNInyeckas, KpoCnoBUAOH, MOBUAOH,
MarHus cteapaT, KpeMHUA OUOKCUL KONNoOngHbIN 6e3BoaHbIN, TUTaHa gunokena (E171), xenesa
okcnpa KpacHbin (E172), xxenesa okcng vepHbin (E172), makporon (monmatuneHrnmkoss 4000),
TajibK, rmnpomMesnnosa (rMapoKCMNponnaAMeTUALEN0103a).

dapMmakosnormieckoe AencTeme

AHTUIMNEPTEH3NBHbIN NMpenapaT, CeNIEKTUBHbIN MHITMOUTOP peEHNHA HENENTUAHOW CTPYKTYPHI.
Cekpeuns peHnHa NoYkaMm U akTUBaLUNSA PEHUH-aHITMOTEH3UH-anbaocTepoHoBon cnctemol (PAAC)
NnponcxoamT Npu cHUxeHnn OLK n no4e4yHoro KpoBOTOKa No MexaHn3mMy obpaTHoOM cBSA3U. PeHuH
BO34EeNCTBYEeT Ha aHMMOTEH3NHOIeH, B pe3ysibTaTe 3Toro obpa3syeTcs HeaKTUBHbLIA AeKanenTug -
aHrnoTteHsmH | (ATI), koTopbIn ¢ nomoLlblo AMN® 1, YacTnyHo, 6e3 ero yvyactus, npeobpasyercs B
aKTMBHbLIN OKTanenTuna aHrnoteHsuH Il (ATII). ATII aBnseTca MOLWHBLIM Ba30OKOHCTPUKTOPOM,
CTUMYNIMPYET BbICBODOXKAEHNE KAaTEXO/TAMUHOB U3 MO3rOBOr0 CJ1051 HAAMOYEYHNKOB U
NPeCcUHanTUYECKNX HEPBHbIX OKOHYaHWN, @ TakK)Xe YCUIMBAET CEeKpeUnto anbhoCcTepoHa 1
peabcopbLmio NOHOB HAaTPUS, YTO, B KOHEYHOM MUTOre, BEAET K MoBbilLeHno ALl

OnnTenbHoe NoBbileHWe KOHUeHTpauun ATIlI ctumynnpyeT BbipaboTKy MeanaTopoB BOCNaNeHNS
n pnbposa, 4TO NPUBOJNT K NOPAKEHUO OPraHOB-MULLEHEN.

Mpwn noBbiweHN KOHUeHTpauun ATl B niaaMe KpoBM OTMEeYaeTCHd YMEeHbLIEeHNe cekpeumnu
PEHMHA N0 MexXaHWU3My oTpuuUaTesibHOM 0BbpaTHOW CBA3N.

Bce npenapaTbl, MHrMbuMpytowne PAAC (BKNOYas MHFIMBMTOPbLI peHWHA), MoAaBAAT
oTpuuaTeNbHYyO 06paTHYO CBA3b, MPUBOASA K KOMNEHCAaTOPHOMY MOBbILLEHNIO KOHLEHTpaunm
peHVHa B Nsa3Me KPoBU, YTO Npu nevyeHnn nHrnbuntopammn AN® v aHTaroHUCTamMm peLenTopos
aHrmoTeHsmHa |l NpUBOAUT K NOBbLILIEHWIO aKTUBHOCTU PeHMHA MNJia3Mbl, 04HAKO MNpu fevyeHnmn
aJIMCKNPEHOM 3¢hheKTbl OTpULLATENLHON 06paTHOM CBSA3M HENTPANN3YIOTCS, B pe3yJsibTaTe 4Yero
AKTUBHOCTb peHnHa naa3mbl (y 60sbHbIX C apTepuanbHOM rmnepTeHsnen B cpenHem Ha 50-80%),
AT | n AT Il cCHMXXaeTCca, Kak nNpu MOHOTepanun asInCKUPEHOM, Tak 1 Npu KoMObMHaLmun ero ¢
OPYrMMU rMNOTEH3NBHBLIMW NpenapaTaMu.

MoBbieHNe aKTUBHOCTU PEHUHA Na3Mbl KPOBUM HaMpPsIMyto CBSI3aHO C yBesIMYeHNeM pucka


https://sankt-peterburg.lux-farma.com/rasilez-150-tabl

CepAeYvyHO-CoOCYyANCTbIX 3aboNeBaHNn Kak y NaLNeHTOB C HOpMaibHbIM ALl, Tak 1y 60/1bHbIX
apTepuasbHON rMNepTeH3nen.

Y mauneHTOoB C apTepunasbHON rMnepTeH3nen npm NnpnMmeHeHnn npenapata Pacunes B go3e 150 n
300 Mr 1 pa3/cyT oTMe4YaeTCcsa 00303aBNCUMOE NMPOAOJIKUTENIbHOE CHUXKEHNE KaK
CUCTONINYECKOro, Tak N gnactonuyeckoro Al B TedeHumne 24 4, BKJOYasa paHHNE YTPEHHMe Yachl.
Mpu npmneme Pacunesa B gose 300 Mr/cyT OTHOLIEHWE OCTAaTOYHOroO AEeNCTBUA NpenapaTa K
MaKCMMalbHOMY WK LefneBoMy AN gnactonndeckoro ALl coctasnset 98%.

Yepes 2 Hegenn perynspHoro rnpnema npenaparta otMmedaeTca cCHMxKeHne Al Ha 85-90% ot
MaKCMMalbHOr O, FTMNOTEH3MBHbIN 3(PPEKT COXPaHAETCA Ha 4OCTUFHYTOM YPOBHE B Xo4e
anntensHoro (oo 1 roga) npuMeHeHus.

MNocne npekpalleHns nevyeHnsa npenapatom Pacunes HabnogaeTca nocTeneHHoe BO3BpaLleHne
Al K NICXOOHOMY YPOBHIO B Te4EHNE HECKONIbKUX Heaenb, 6e3 pa3BuTusa CMHOPOMa OTMEHbLI 1
MOBbILLIEHNA aKTUBHOCTWN PEHMHA MJla3Mbl KPOBU. Yepes 4 Hefenn ¢ MOMeHTa OTMEHbLI npenapaTa
Pacunes ypoBeHb ALl oCTaeTCs AOCTOBEPHO HUXKE B CpaBHEHUU C naauebo.

Mpu NnpuMeHeHUN NpenapaTa BnepBbie He HabnoaaeTcsa rMNOTEH3NBHON peakuumn (3ddekTa
rnepBon o3bl) N pedrekTopHoro yeenndyeHnsa YCC B 0TBET Ha Ba3oaumnaTauuio.

Mpn npuMeHeHun Pacnnesa B BUAe MOHOTEPANUM U B KOMBMHaLUK C BpyruMm
AQHTUrMNepTEeH3NBHbLIMU CpeacTBamMm YpesmepHoe cHuxeHne ALl Habnopaetca B 0.1% 1 1%
C/ly4aeB COOTBETCTBEHHO.

KoMbuHupoBaHHasa Tepanusa Pacnne3om ¢ nHrnbmntopamm AMN®, aHTaroHUCTamMmm peLenTopoB
aHrnoTeHsmHa ll , bnokaTopaMu MeaseHHbIX Kasbunesbix kaHanos (BMKK) n gnypetukamum
XOPOLUO NepeHOCUTCA NauneHTaMn 1 No3BoaseT OCTUYb AOMNOJHUTENIbHOM0 CHMXeHnA AL

YacToTa pa3BUTMA CyXOro Kawss 4OCTOBEPHO HUXKe Y BOSbHbIX, MOJyYaBLLNX KOMBMHaUNIO
Pacunnesa c nHrnbntopom Ard pammnpusioM rno CpaBHEHMIO C MOHOTepanuen pamunpuaom (1.8%
n 4.7% cooTBETCTBEHHO). MNpn NpuMeHeHUn NpenapaTa Pacnnes B kKombnHaunm ¢ BMKK
amaognnuHoM B fose 10 Mr CHM>XaeTcsa YacToTa nepugepruyeckmnx 0OTEKOB MO CPABHEHMUIO C
MOHOTepanuen amnoannmHom (2.1% n 11.4% cooTBETCTBEHHO).

MoHoTepanua PacnnesoM npu conyTCTBYOWEM CaXxapHOM AnabeTe no3sosisieT AoCTUraTh
athhekTrBHOro n 6esonacHoro cHmxeHma ALl. Y 60sbHbIX C CONYTCTBYOLWMM CaXapHbiM agnabeTom
npuMeHeHne npenapaTta Pacnnes B KOMBMHaUMM C paMuUnpusiomMm NpnBoanT K bonee Bbipa)>KeHHOMY
CHWXeHuto Al N0 CpaBHEHUIO C TAaKOBbIM Ha hOHE MOHOTEepanun KaxkabiM npernapaTtomM B
OTAEesNIbHOCTN.

Y 60NbHbIX C apTepuanbHON rMnepTeH3nen, OXKUPEHNEM N HEQOCTAaTOYHbIM KOHTposieM All Ha
oHe MOHOTEpanumM rmapoxXJa0pOTNaA3NaAOM OOMNOSIHUTENIbHOE Ha3HavYeHne npenapaTa Pacunes
obecneydmBaeT cHMXeHne All, conocTaBMmoe ¢ KoMbUHaunen rmapoxsaopoTnasnaa
npbecapTaHOM NaAnM aMa0ANMMHOM.

Bbipa>XeHHOCTb aHTUrMNepTeH3NBHOIo 3dpheKkTa npenaparta He 3aBUCUT OT BO3pacTa, Nnosa,
pacoBOW MPUHAANEXHOCTU U MHAEKCA MacChbl Tena.

Y naunmeHToB C UMeloLWeNCcsa (MNn B aHaMHe3e) apTepuanbHON FrMNepTEH3NEN 1



KOMMEHCNPOBAHHOM XPOHNYECKOW CepaeyHon HegocTaTo4HOCTbo (XCH) cTabunbHOro Te4yeHuns,
MoJsly4yaBLWMX CTaHAAPTHYIO Tepanuto B cBA3M € XCH (MHrmbutopamun AMN® nam aHTaroHnCTamMmum
peuenTopoB aHrmoTeH3mnHa ll, beTa-agpeHobnokaTopamm n ona TpeTn 60NbHbIX - aHTAaroHUCTaMm
anbA0oCTEPOHA), BKJIIOYEHNE B CTaHAAPTHYO Tepanuio npenapaTa Pacunes B no3e 150 mr/cyT
XOpPOLLO NePEHOCUTCA. YPOBEHbL MO3rOBOr0 HATPUNYPETMYECKOro NeNTUaAA CHMXKAeTCs Ha 25% B
rpynne naunmeHToB, Nosy4YaBlimnx Pacnnes no cpaBHeHUIO C rpynnon nnauebo.

Y mauneHToB C apTepnanbHON rmnepTeH3nen, caxapHoiM gnabetom 2 Tuna n HedponaTuen,
noJsly4yaBWMX No3apTaH B Ao3e 100 Mr 1 oNnTUMU3NUPOBAHHYIO aHTUINMEPTEH3UBHYIO
conyTcTByOLYO Tepanuio, nobaBneHne npenapaTta Pacnnes B Ao3e 300 Mr/cyT BedeT K
KJMHNYECKN 3HAYUMOMY CHUXKEHUIO COOTHOLLEHNSA anbbyMnH-KpeaTUHNH B MoYve Ha 20% no
CpaBHeHuUto ¢ nnauebo, T.e. ¢ 58 Mr/Mmosb 00 46 Mr/MmMob. MNMPOLEHT NAaUMEHTOB CO CHUXXEHUEM
COOTHOLWEHNA aNbbyMNH-KpeaTUHNH B MO4e MUHMUMYM Ha 50% no cpaBHEHWIO C NCXOOHbLIM
coctasnsieT 24.7% n 12.5% B rpynnax Pacune3a n nnauebo COOTBETCTBEHHO.

dapMaKOKMHETHUKA

BcacbiBaHue

lMocse npuemMa BHYTPb BpeMs LOCTUXKEHNSA Cmax aflMCKMpeHa B rnjasMe KpoBu coctasnsaeT 1-3 v,
abcontoTHaa 6MoAOCTYNHOCTL - 2.6%. OQHOBPEMEHHbIN NPUEM MULLN CHUXKaET Cmax n AUC
aJINCKNpPeEHa, O4HAKO 3TO He OKa3blBAaeT CYLLEeCTBEHHOI0O BJAINAHNSA Ha (papMaKOONHAMUKY
npenapaTa. [T03TOMy aJIMCKNPEH MOXXHO NMPUMEHATb HE3aBUCMMO OT NMpuema nuLLn.

YBenun4yeHune Cmax n AUC annckmpeHa nmeeT JIMHENHY0 3aBMCMMOCTb OT A03bl NpenapaTa B

MHTepBase oT 75 oo 600 mr.

Css aJINCKMUPEHa B rnJsiasMe KpoBu AOCTUTraeTCca Mexay 5 n 7 oHemM npu exegHeBHOM npuneme 1
pa3/CyT N 0OCTaeTCsA NOCTOAHHON NPU YBEINYEHUU HaYvYalbHOM A03bl B 2 pa3a.

PacnipeneneHune

Mocne npueMa BHYTPb aJIMCKNPEH PAaBHOMEPHO pacnpenenaeTcs B opraHmime. lNMocne B/B
BBEOEHUA CpeHUi Vd B PAaBHOBECHOM COCTOSIHMM COCTaBAseT 0KoJ0 135 51, 4TO CBMAETENbCTBYET
0 3HAYNTENIbHOM BHECOCYANCTOM pacrnpeaesieHnn annckupeHa. AnMMCKNpeH yMepeHHo
cBA3blBaeTCA ¢ 6enkamum nnasmbl Kposun (47- 51%), HE3aBUCMMO OT KOHLULEHTpauun.

MeTaboan3m v BbiBeaeHue

CpegHui T1 5 Q/INCKMpeHa cocTasnseT 40 4 (BapbupyeT OoT 34 0o 41 4).

/

BbiBOOUTCA rNaBHbIM 06pa3oM B HEM3MEHEHHOM Buae Yepes Kmwe4vHuk (91%). Okono 1.4%
MPUHATON BHYTPb A03bl MeTabonnsunpyeTtca ¢ ydactuem nsodepmerHta CYP3A4. MNMocne npuema
BHYTPb 0K0J10 0.6% anuckmpeHa BbIBOAUTCSA No4ykamu. locse B/B BBeAeHUSA CpeoHUN nna3sMeHHbIN
KIMPEHC COCTaBNseT 0KOM0 9 n/u.

(DapMaKOKVIHeTI/IKa B 0COBbIX KJIMHNYECKNX cJiydasx



Mpn NpUMEHEHNN aNNCKNPEHa Yy NauMeHTOB CTapLle 65 neT Koppekuun 0o3bl npenapaTa He
TpebyeTcs.

dapMaKOKNHETUKa aJInCKUpeHa n3y4vyeHa y nauneHToB C NoYe4yHOW HeLoCTaTOYHOCTbIO
pa3InyHOM cTeneHmn TsxxecTu. MNMokasatenn AUC un Cmax aJIMCKNpEHa y MauneHTOB C NOYEeYHOWN
HeJOoCTAaTOYHOCThLIO NoCsie OAQHOKPATHOIro NPUMEHeHNs 1 nocjie JOCTUKEeHUS CSS yBeJsINn4nBasnCh
B 0.8-2 pa3a B cpaBHeHUN CO 340pOBbIMU NuuamMn. O4HAKO KOppenaunm Mexxny BbllleyKa3aHHbIMU
N3MEHEHUSAMUN N CTENEHbIO HAapYLWEeHNA NoYe4YHOW PYHKLUN HE BbISBJIEHO.

dapMaKOKUHETUKA a/IMCKMPEHA CYLLLECTBEHHO HE N3MEHSAETCH Y NaUNeHTOB C IerKUMIN 1
YMEpPEHHbLIMN HapyLleHnaMn GyHKLnm nedvenn (5-9 6annos no wkane Yanna-reto).

Noka3aHua npenapaTta Pacunes

* apTepuasibHas runepTeHsus.

Pe>xuMm po3upoBaHUA

Pacuie3 MOXKHO NPUMEHATb He3aBUCUMO OT MpuemMa nuLmn, Kak B Ka4ecTse MOHOTepanun, Tak U B
KoMBunHaumm c OPYrMMNn aHTUrMnepTeH3nBHbIMN CpeacTBamMun.

PekomeHayemMas HadanbHasa no3a Pacunesa coctasnseT 150 mr 1 pas/cyT. PazButue
aHTUrMnepTeH3nBHOro apdekTa HabngaeTca Yepes 2 Hefenn Nocjie Havyala Tepanuu B Ao3e
150 mr 1 pa3/cyT. Npn HeaoCTaToO4YHOM KOHTposie ALl no3a npenapaTa MOXXeT ObiTb YBENMYEHA A0
300 mr 1 pas/cyT.

Y nauneHToB C HapyLleHNnaMn hbyHKLUN noYvek (Mpu ckopocTn KnybodkoBon punbTpaumnn > 30
MJ/MUH) 1 nedeHn (5-9 6annos no wkane Yanng-feto) oT Erkon 40 yMEPEHHON
CTeneHn Koppekuumn 0o3bl NpenapaTa He TpebyeTcs.

Y naumeHTOB CcTapLue 65 neT Koppekumnn fo3bl npenapaTta He TpebyeTcs.

MobouHoe pencreue

Be3onacHoCTb NpumeHeHns Pacunesa oueHnBanacbk 6onee 4yem y 7800 naumeHToB. YacToTa
HeXkeflaTeNbHbIX PeakLuin He Bbifla CBsi3aHa C MOJIOM, BO3paCTOM, MHAEKCOM MacChl Tefla uimn
pPacoBOW MPUHaANEXXHOCTbIO.

Mpu NpuMeHeHUN npenapaTa B Ao3e Ao 300 Mr obLias YacToTa HeXXenaTeNbHbIX peakuuii bbina
CXO[ZIHOV C TaKOBOW NpuK NCNosib30BaHUKM Nnauebo. HexxenaTtenbHble peakuun B LEesIoM bbinn
yMEpPEHHO Bbipa>keHbl, HOCUIN BPEMEHHbIN XapaKTep 1 peako TpeboBann nNpekpalleHns Tepanum
npenapaToM. Hanbonee YacTo Npu npumMeHeHnn Pacunesa y naumeHToB Habntoganacek gmapes.

Mpn NpMeHeHN NpenapaTa He 0TMEeYasoChb MOBbILWEHUS YaCcTOThbl Pa3BUTUSA CYXOro Kawns,
XapaKTepHOro onsa nHrnbmtopos AMNd. YacTtoTa pa3BMTUA CYXOro Kawwasa Ha poHe nevyeHuns
Pacnnesom (0.9%) 6bina cxogHoM € TakoBon npu npueme nnauebo (0.6%).

B xoae KNMHUYECKNX nccnenoBaHunin B rpynne Pacunesa 4acToTa Pa3BnNTNA



aHIMMOHEBPOTNYECKOro oTeKa Bblsla cXxoAHa C TakoBOW B rpynne naauebo nnm
rmapoxsopoTuasnaa.

OnpegeneHve 4acToTbl MOBOYHBIX peakunii, BEPOATHO CBA3aHHbLIX C MPUMEHEHNEM NpenapaTa:
o4eHb 4acTo (=1/10); yacTto (=1/100, <1/10); nHorga (=1/1000, <1/100), peako (=1/10 000,
<1/1000), Bkntovana oTaesbHble coobuleHns. B npenenax Ka)kaon rpynnbl MoboYHbie peakunm
npeacTaBfiieHbl B MOpsAAKe YMeHbLUeHUA 3HAa4YNMOCTN.

Co CTOPOHBbI nMLueBapMTeanOVI CNUCTEMBbI. HaCToO - ANapeA.
ﬂepmaTonoqueCKme peakunn: NHoraa - KoXXHas Cblilb.

Co CTOpPOHbI 1abopaTopHbIX NMOKa3zaTesien: peako - Ha oHe MOHOTepanun Habnaanocb
He3Ha4YNTENIbHOE CHMXXEHME KOHUEeHTpauum remornobuHa n remaTokpuTta (B cpenHem Ha 0.05
MMONb/N 1 0.16% COOTBETCTBEHHO), He TpeboBaBLlee OTMEHLI Jie4eHUs (CHUXXeHne
KOHLLEHTpauun remorsiobrHa 1 reMmaTokpuTa HabnlogaeTcs Tak)Ke Npy NPUMEHEHUN APYTMX
npenapaTtoB, BAuSOLWMX Ha PAAC, B 4aCTHOCTU MHIrMbmntopoB AlN® n aHTaroHNCTOB PeLENTOPOB
aHrnmoTeHsmHa ll), HeaHa4YNTENbHOE MOBbILLEHNE KOHUEHTPaUWN Kannsa B CbiBopoTKe Kposu (0.9%
B cpaBHeHUM ¢ 0.6% npu nprueme nnauebo).

He Habnoganochb KJAMHNYECKM 3HAa4YMMbIX U3MEeHEeHUn NokKa3aTenen obwero xonectepuHa, JIMNBI,
a TakXe TpUranuepuaoB, raoKo3bl UM MOYEBOW KMUC/IOTbl HATOLLAK.

Annieprmyeckmne peakumm: B OTAENbHbIX CNyYasix - aHT MOHEBPOTUYECKN OTEK.

npOTMBOﬂOKaBaHMH K TPUME@HEeHMIO

TSXKesble HapylweHnsa PyHKUNUM noYeK (CbIBOPOTOYHbIN KpeaTUHUH >150 MKMoAb/n ons
XKEHLWMNH 1 >177 MKMONb/N ANA MY>XHUH /NN CKOPOCTb Kayboykosonm chunbTpaummn < 30
MJI/MWUH);

® He(hpOTNYECKNIA CUHOPOM;

® peHOBaCKYyJIipHas rurnepTeH3us;

® perynsipHoe npoBefeHue npouenypbl remoanannia;

® HapyweHns MyHKUNUN NeYeHn Tsxkenon ctenenun (bonee 9 6annos no wkane Yanng-eto);
® NEeTCKUM 1 NoAPOCTKOBLIN BO3pacT Ao 18 neT;

NMoBbILLIEHHas YYBCTBUTEJIbHOCTb K KOMMOHEHTaM npenapaTa.

C 0CTOPOXXHOCTbIO CNlepgyeT Ha3HavyaTb NpenapaT NauMeHTam C OQHOCTOPOHHUM N
ABYCTOPOHHMM CTEHO30M MOYeYHbIX apTEPUA UM CTEHO30M apTepun eguHCTBEHHOM NOYKN,
caxapHbiM agnabeToM, cHMXKeHHbIM OLIK, runoHaTpuemmein, runepkaimeMmen nanm naymeHTam
nocsie TpaHCMAaHTaumMm noyYkn. besonacHocTb NpuMmeHeHnsa Pacmnesa y 60/bHbIX C ABYCTOPOHHUM
CTEHO30M MOYEeYHbIX apTEPU NN CTEHO30M apTepun eaNHCTBEHHOM NOYKN HE YCTaHOBJIEHA.

NMpuMmeHeHue npu 6epeMeHHOCTU U KOPMJIEHUM Tpyablo

HaHHbIX No 6e30nacHOCTM NpuMeHeHns Pacnnesa npmn 6epeMeHHOCTN HeLO0CTaTOYHO.
MpumeHeHne BO BpeMs bepeMeHHOCTN NpenapaToB, OKa3biBaloWMX NnpsaMoe BamsaHue Ha PAAC,
MOXXEeT BbI3blBaTb pPa3BUTME NaTONIOM MU NMaoLa U HOBOPOXKAEHHOr0, a Tak>Xe NMpuBoAnNTb K UX



rnbenun. Pacnnes, Kak n gpyrme cpencTtsa, okasbiBatoLwme npamoe sosgencteme Ha PAAC, He
cnenyeT NPUMEHATb Npy 6epeMeHHOCTM 1 Y XXEHLWMNH, NnaHupytowmx 6epeMeHHOCTb.

lMepepn Ha3zHavYeHMeM nNpenapaTos, Bansawwmx Ha PAAC, Bpady cnenyeTt NpouHGOPMMNPOBaTL
nauneHTOK OEeTOpPO4HOIro Bo3pacTa O BO3MOXXHOCTW NOTEHLMaIbHOro pucka aAnd niaoga npu
NPUMEHEHNN AaHHbIX IeKAPCTBEHHbIX CPeACTB Npn bepeMeHHOCTU. MNMpu HacTynaeHnn
bepemMeHHOCTHM B Nepuno nevyeHnsa Pacunesom npmnem npenapaTta clegyeTt HeMedJsIeHHO
npekpaTuTb.

Heun3BecTHO, BblAeNseTCs M aJINCKUPEH C rpyAHLIM MOJIOKOM Y YenoBeka. MNpu HeobxoammocTu
npoBefeHnn Tepanun B Nepuog NakTaunm cnenyeT NpekpaTuTb rpyAHOE BCKapMMBaHMe Ha
BpeMsl npuema npenapaTa.

NMpuMeHeHue Npyu HapyweHUAaX PYHKLUMN nevYeHmU

MpenapaT NPOTMBOMNOKAa3aH Npu HapyLIeHUAX MPYHKLMKN NevYeHn Tsxenonm ctenenun (bonee 9
6annos no wkane Yanna-feto).

Y mauneHToB C HapyLweHnaMmn hyHKUUKM nevyeHun (5-9 6annos no wkane Yanng-feto) ot nerkon oo
TSAXKESI0N CTeNeHn Koppekuun 4o3bl npenapaTa He TpebyeTcH.

NMpuMeHeHMe NpU HapyLleHUAX (PYHKLUM novyekK

MpenapaT NpOTMBOMNOKa3aH NpU TAXKENbIX HaPYLUEHUAX PYHKUUN NOYeK (CbIBOPOTOYHbIN
KpeaTUHNH >150 MKMOJb/N ANSA XKEHLWMNH N >177 MKMOJb/N A8 MYXYUH U/NIKN CKOPOCTb
knyboykoBon punbTpaumn < 30 MJI/MUH); HEPPOTUYECKOM CUHOPOME; PEHOBACKYISPHON
rmnepTeH3nmn; HeobxoAMMOCTUN perynsapHoOro NposBeaeHns npouenypbl remMoananmsa.

C OCTOPOXKHOCTLIO CNefyeT Ha3HavyaTb NpenapaT NauneHTam ¢ 0A4HOCTOPOHHUM N
JBYCTOPOHHMM CTEHO30M MOYeYHbIX apTEPUA NN CTEHO30M apTePUn eaUHCTBEHHOM MOYKN
(6e3onacHocTb Pacunesa He yCcTaHOBJIEHA), MaLUMEHTaM Nnoce TPaHCMIaHTaLUN NMOYKMN.

Y NauUneHTOB C HapyweHnaMn pyHKLUNK NoYeK (Mpu CKOpoCcTn KnybovkoBon hunbTpaunm bonee
30 MA/MUH) KOppeKuun 0o3bl NpenapaTa He TpebyeTcs.

NMpuMeHeHUue y aeTen

MockosbkKy 6e30nacHOCTb N 3hheKTBHOCTL Pacniesa y geten n noapoCcTKOB B Bo3pacTe Ao 18
JleT NoKa He yCTaHOBJIeHbl, NpenapaT He csieayeT NPUMEeHATb Y LaHHOW KaTeropum naymneHTos.

NpuMmeHeHuUe Y NO>XKUJMbIX NaUuUEHTOB

Y nauneHTOoB cTaplle 65 neT KoppekLun A03bl NpenapaTta He TpebyeTcs.

Ocobble yka3aHus

I PeKTUBHOCTbL N 6e30MacHOCTb MPUMEHEHNA NpenapaTa Pacnnes He yCTaHOBNEHLI: Y



NauMeHTOB C TAXKesIbIMU HapyLeHUAMN PYHKLMN NoYeK (CbIBOPOTOYHbIN KpeaTUHNH >150
MKMOJIb/T AN XXEHLWWH 1N >177 MKMOJb/A A8 MY>XYUH /NN CKOPOCTb Ki1y6o4KoBOM
punbTpaumn MmeHee 30 MA/MUH), C HEPPOTUYECKUM CUHOPOMOM, PEHOBACKYJIAPHOW runepTeH3ven
W Npu NpPoBeLeHUN perysisapHoOn npouenypbl reMognannsa, a Takxxe y nauymeHToB C HapyLleHUsamMmn
GyHKUMKM NneYveHn Taxenon cteneHn (bonee 9 6annos no wkane Yanna-foio).

Y 60/1bHbIX CaxapHbIM AnabeToM Ha hoHe Tepanmn aJMCKUPEHOM B KOMBMHaUNK C UHITMBUTOpOM
AlN® oTMeYanocb NoBbilWEHWE YacToThl rmnepkannemun (5.5%). NMpn npumeHeHnn Pacnnesa u
Apyrux npenapaTtos, Bavsowmnx Ha PAAC, y naumeHToB, CTpajatowmx caxapHbiM gnabetom,
Heob6XoAMMO perynsapHO KOHTPOAMPOBaTb /IEKTPOJINTHbLIN COCTaB Maa3Mbl KPOBU U (DYHKLIMIO
no4exk.

Mpuem NpenapaTa cnenyeT HEMeAIEHHO NPEKPaTUTb NPU NMPU3HaKax aasiepruyeckmux peakLumnn
(HanpuMep, NpY 3aTPYOAHEHUN ObIXaHUS WA TNO0TaHWS, OTeKax NMua, KOHeYHoCcTen, ryb, s3bika).

Ha ¢oHe Tepanuu Pacnnesom BO3MOXHO NOBbILLEHNE KOHLEHTPaUnn Kaausd, KpeaTuHMHa, a3oTa
MOYEBUHbI KPOBU, XapaKTepHoe 4N npenapaTos, Bamaowmx Ha PAAC.

B Havane nevyeHuns Pacmnesom y nauneHToB CO CHMXeHHbIM OLK n/unu runoHatpnemmen (B T.4.
Ha )OHEe BbICOKNX O03 ANYPETUKOB) BO3MOXKHA CMMNTOMaTUYECKasa apTepunaibHas rMnoTeH3uns.
Mepen npnMeHeHueM rpenapaTa cienyeT NPoBeCTU KOPPEeKLUMIo HapyLLeHWA BOAHO-CONTIEBOIr0
6anaHca. Y naumnmeHToB CO CHUXXeHHbIM OLK n/unn runoHatTpnemMmen neyeHme OosIKHO
MPOBOANTLCSA NOA TWATENbHbIM MEONUVMHCKUM HabaogeHneM.

Wcnosnb3oBaHue B negnatpum

MNockonbky Be3onacHOCTb N 3(pHeKTUBHOCTbL Pacnnesa y neTen n noapocTKos B Bo3pacTe A0 18
JleT NOoKa He yCTaHOBJIEHbl, NpenapaT He ciefyeT NPUMEHATb Y AlaHHOW KaTeropum nauMeHTos.

BnvsiHne Ha crnoCobHOCTb K BOXXAEHNIO @aBTOTPAHCIOPTa U yrpaB/ieHNI0 MexaH1u3Mamm

BnnsiHne Pacunesa Ha cnocobHOCTb K yNpaBaeHMto aBTOTPaHCNOPTOM 1 paboTe C MexaHn3MaMu
He M3y4anochb.

NMepenpo3npoBKa

NMetoTCa orpaHnYyeHHble faHHble MO Nepeno3npoBKe NpenapaTa.
CumnTombl: Hanbosiee BEPOSATHbLIN U OCHOBHOW CUMIMTOM - Bblpa>Xe€HHOE CHMXeHne ALl.

Jle4yeHune: NnpoBeAeHne NoaAepXMBaAOLLEN Tepanuu.

JleKapcTBeHHOe B3auMogeucTBume

BeposiTHOCTb B3auMOAeNCTBMS aJIMCKUPEHA C APYTMMUN IEKAaPCTBEHHbIMUM CPeACTBaMUN HU3KaS.

He 6b1/10 BbISIBIEHO KJIMHNYECKM 3HAYMMOr0 B3aMOAENCTBUSA aJIMCKMPEHa C aLleHOKYMapoJsioM,
aTeHOJ10/10M, LiefleKokcnboM, peHohunbpaTom, MMOrINTA30HOM, anlonypuHoJIoM, nsocopbuaa 5-
MOHOHUTPaTOM, npbecapTaHOM, AUTOKCUHOM, PaMUMNPUIIOM U TMAPOXJI0POTUASNAOM.



Mpu NpMMeHeHUN aINCKUPEHa C OAHUM N3 YKa3aHHbIX HMXXe NpenapaToB BO3MOXHO N3MEHEHNe
ero Cmax nnn AUC: BancapTaH (CHuxeHne Ha 28%), MeTPopMUH (CHM>XeHne Ha 28%), amnogunuH
(noBbliweHne Ha 29%), umMmeTnanH (nosBbieHne Ha 19%).

MoCKONbKY NMPY COBMECTHOM NPUMEHEHNN AaJIMCKUPEH HE OKa3blBaeT 3HA4YMMOro BAUSHUS Ha
hapMakKoOKNHETUKY aTopBacTaTWHA, BasicapTaHa, MeTOopMMHaA, aMmaogununHa, npu
O0HOBPEMEHHOM Ha3HAYeHUN U3MEHEHUS 003 Pacunesa nan BbllLeNepedncsieHHbIX NpenapaToB
He TpebyeTcs.

ANNCKUPEH He MHIrMbupyeT nsodhepmMmeHTbl cucTeMsl LuToxpoma P450 (CYP1A2, 2C8, 2C9, 2C19, 2
D6, 2E1 n CYP3A) n He nHayumpyet nsogpepmeHT CYP3A4. NOCKONbKY afIUCKNUPEH B
HEe3Ha4YNTeNIbHON CTerneHn MeTabonnsnpyeTcs Npm y4acTum n3oepmMeHToB CUCTEeMbl LUTOXPOMa
P450, KNnMHM4YeCcKn 3Ha4YMMoe BansaHue Pacnnesa Ha 6UMOLOCTYNHOCTb NpenapaToB, ABAAIOLLMNXCA
WHOYKTOPaMn v MHrmnbuTopamm n3oepMeHTOB CUCTEMbI LLUTOXpPOMa P450 nnu
MeTaboNM3NpyrLWMXCA C ero y4acTnem, MasioBeposTHO.

BzaunmogerictBue Ha ypoBHe P-ravkoripotenHa (Pgp), koanpyemoro reHamu MDR1/ Mdr 1a/ 1b.
MOCKONbKY B 3KCNEepMMeHTalbHbIX UCCefoBaHUAX BbIs1I0 YCTAaHOBJIEHO, YTO P-rankonpoTenH
(MeMbpaHHbIN NEePEHOCUYNK MONIEKYJT) UFPAeT BaXkHY0 poJib B perynsunmn abcopbumm un
pacnpenesneHus aaucknpeHa, BO3MOXHO N3MeHeHne hapMaKOKMHETUKKN nocaegHero npu
O0OHOBPEMEHHOM NPUMEHEHUM C BelecTBaMn, NHrinbupywwmnmm Pgp (B 3aBUCUMOCTU OT CTEMNEHN
NHrMbuposaHus). He ycTaHOBJIEHO 3HAYMMOro B3auMOLEeNCTBUA aIMCKMpeHa co cnabo nnn
YMEPEHHO aKTUBHbIMU Pgp-nHrmbuTopamun, TaKMMU, Kak aTeH010J1, AUTOKCUH, aMA0OAUMNVH U
LMMETUOVNH.

Mpn 04HOBPEMEHHOM MPUMEHEHUN C aKTUBHbLIM Pgp-nHrmbuntopom atopsactaTmHoMm (B fose 80
Mr/CyT) B paBHOBECHOM COCTOSIHMK OTMeYaeTcs nosbieHne AUC un Cmax annckmpeHa (go3a 300
Mr/cyT) Ha 50%.

Mpwn o4HOBPEMEHHOM MpuemMe akKTUBHOro Pgp-nHrmbutopa ketokoHasona (200 Mr) n anuckmpeHa
(300 Mr) HabnopaeTcs NoBblLLEHNE MAa3MEHHON KOHUEHTpauun nocnegHero (AUC n Cmax) Ha
80%. B aKcnepuMeHTabHbIX NCCNEeN0BaHNAX OQHOBPEMEHHbLIN NPUEM aIMCKNPEHa C
KeTOKOHa30J10M NPMBOANI K NoBbiLeHMo abcopbumnm nocnegHero n3 XKT 1 CHUXXEHUIO ero
BblBEOEHNS C XKeN4vblo. M3MeHeHMs naasMeHHON KOHLEeHTpaLumM aaucknpeHa B njasme npu
OQHOBPEMEHHOM NMPUMEHEHNN C KETOKOHA30/I0M UM aTOPBAaCcTaTUHOM OXKMAAKTCA B AManasoHe
KOHUEHTpauunmn, onpegensaembix Npu ysesnyeHnn 003bl aJIMCKUpeHa B 2 pasa. B KOHTponmpyeMmbix
KJIMHUYECKUX nccrenoBaHmax bblna npoaeMoHCcTpmpoBaHa 6e3onacHOCTbL npenapaTa B Ao3e 600
MI 1 YBENNYEHUSA MaKCMMaJlbHON peKoMeHLyeMon TepaneBTUYeCcKon Ao3bl B 2 pa3sa. MNpwu
NPUMEHEeHUN aNnCKUpeHa BMecTe C KETOKOHA30J1I0M UM aTOpBacTaTUHOM KOPPEKLUN [,03bl
alMcKnpeHa He TpebyeTcs.

Mpn NpMMEeHEHUN C TaKUM BbICOKO aKTMBHbIM Pgp-uHrnbuntopom, Kak umkaocrnopuH (200 n 600
MI), Y 300POBbIX /1ML, OTMEYasloCb yBENYEHMNE Cmax n AUC annckmpeHa (75 mr) B 2.5 n 5 pas
COOTBETCTBEHHO. B CBA3U C 3TUM He peKoMeHAyeTCa NpUMeHaTb Pacunes o4HOBPEMEHHO C
LLMKIOCMOPUHOM.

MNpn 0HOBPEMEHHOM MPUMEHEHUMN aNMCKUPEHa C PypPOCEMUAOM OTMeYaeTcs cHuxXeHne AUC n C

max dhypocemnpa Ha 28% n 49% cooTBETCTBEHHO. [JN4 NpenoTBpaLLeHNs BO3MOXKHON 3a4epXKKU



XNOKOCTWN NPU Ha3Ha4YeHUU aJuCKNpeHa BMecTe C (pypoceMnaoM B HavaJsie N B npouecce Jie4yeHns
HeobXx0aMMO KOPPEKTMPOBaTb 403y ypoceMMaa B 3aBUCUMOCTU OT KJIMHMNYECKOro 3ddhekTa.

Y4unTbIiBasa ONbIT MPUMEHEHUSA OPYrKuX NpenapaTos, Bausaowmx Ha PAAC, cnepyeT C
OCTOPOXXHOCTbIO HAa3Ha4YaTb aJINCKNPEH BMECTe C CONAMU Kanus, kanmncbeperatowmmm
AnypeTmkaMn, KaamncoaepXXawmmm 3aMeHnTenaMm NULLLEBON CONMN Un NtobbiMn gpyrumm
JNIeKapCTBEHHbIMM CpeacTBaMm, KOTOpPble CMOCOOHbI MOBbILWATh KOHUEHTPALNIO Ka/lns B KPOBMU.

YcnoBus XpaHeHuUnA

MpenapaT cneayeT XpPaHUTb B HEAOCTYMNHOM A1 AeTel MecTe npu TeMnepaType He Bbie 30°C.

CpoOK rogHOCTH

2 roga.

YcnoBusa peanusauum

MNMpenapaT oTNycKaeTcs No peuenTy.



