COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 18.03.2026 N= 5477

OBIIASI XAPAKTEPUCTHKA JEKAPCTBEHHOTO TIPERAPATA "

1. HAMMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

AHTHTPUIIITUH-MAaKCUMYM, HA0Op Kamcyil.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

HelictByroniue Bewectsa: [lapaneramon;
AckopOuHoBas kuciota + Kanenus mmtokonart + Jloparaguu + Pumantanun + Pyto3us

AHTUTPUOIHNH-MAKCUMYM, Karncyisl 11

HetictByroniee BemectBo: [Tapameramort.
Kaxnas kancyna I1 conepxxut: 360 mr napareramora.

BerecTBa, Hamm4Me KOTOPBIX HA/IO YYUTHIBATH B COCTaBE JICKAPCTBEHHOIO Mpenapara: JJakTo3a (CM.
pasnen 4.4).

AHTUTPUOIIMH-MaKCUMYM, Karcyiabl P

JleiicTBytomue BemiecTBa: AckopOmHOBas kucinora + Kanpmums nirokonat + Jloparaama +
Pumanrtanun + Pyro3un.

Kaxnas xancyma P comepxut: 300 Mr ackopOuHOBOM KuciOThl, 100 Mr Kaiblusl TIIIOKOHATa
MoHoTHApara, 50 Mr puMaHTaguHa THApoxyopuaa, 20 Mr pyTo3uaa Tpuruapara (B mepecyere Ha
pyTo3un), 3 Mr jopaTajuHa.

BemecTBa, HaMuue KOTOPBIX HAJIO YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO Ipernapara: KpachuTeNb
nyHuoBbIif 4R (E124) (cm. paznen 4.4).

[TonHbIi IEpeueHb BCIIOMOTaTEIbHBIX BEIIECTB MPUBE/IEH B pazzeine 6.1.

3. JEKAPCTBEHHAS ®OPMA

Habop xancyi.

AHTUTPUOIIMH-MaKCUMYM, Kancyisl 11

Teepasie sxenarunoBbie Ne 0 cunero nBera. ComepKUMOe Karcyll — CMECh MOPOIITKa U/UITU TPaHyI
Oemoro uinu Oenoro ¢ KpemMoBaThIM, WJIM PO30BATHIM OTTEHKOM IIBEeTa. [ paHyNbl HeMpaBWIbHOMN
(dbopMBI pa3HOro pasmepa, JOMYCKAETCS HAIWYUE KOMKOB, KOTOpPBIE pacCMajaloTcsl MPHU JIETKOM
Ha)XaTUU CTEKJITHHOM MaJIOUKOM.

AHTUTPUNIINH-MAaKCUMYM, Karcyibl P

Tsepnebie sxenatuHoBbIe Ne 0 kpacHOro 1Beta. Conep:KMuMoe Karcya — CMeCh OPOIIKA /UM TPaHy
KEJITOTO C 3€JICHOBATHIM OTTEHKOM W Oenoro I1Bera. [paHyinbl HEmpaBUIBHOW (OPMBI pa3HOTO
pa3Mepa, I0NyCKaeTcs HaJIu4he KOMKOB, KOTOPbIE PACHaJaroTCsl MPH JIETKOM HA)KaTUU CTEKJISTHHOMU
HaJIOUYKOU.
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4. KINHUYECKUE JAHHBIE (NOCNEOCBATENEHOCTE 0002)

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

4.1. IlokazaHusl K NIPUMEHEHHUIO

[Ipennapar AHTUTPUIIIIMH-MAKCUMYM I10Ka3aH K IPUMEHEHUIO Y B3pOCIbIX B Bo3pacTe oT 18 et

Jleyenue rpumnmna tumna A, CUMITOMAaTHYECKOE JICUEHUE «IIPOCTYIHBIX» 3a00JIeBaHUMU, TpUIINA U
OCTPBIX peCHUpaTopHbIX BUPYCHBIX uUHOeknuii (OPBU), compoBOoXmAOMUXCS MOBBIIICHHON
TEMIEPaTypoii, 03HOOOM, 3aJI0KEHHOCTHIO HOCA, OONbIO B ropiie, OOISIMHU B CycTaBax M MBIIIIAX,
TOJIOBHOM 0OJIBIO.

4.2. Pe:xuM 103MPOBaHUS U CIIOCO0 NPUMeEHEHHU s

PexuM J103upoBaHus

[Tpunumate no 1 kancyne I1 cunero npera u 1 xarcyne P kpacHoro nBeta (pa3oBas 103a) 2—3 pasa
B JIeHb nociie enbl. IHTepBasl Mexay nmpruemamu npemnapata — 4—6 yacoB. Kypc tepanuu 3—5 queit 1o
MCYE3HOBEHUS CHMITOMOB 3a0oieBaHus. [Ipemapar AHTUTpUNNHMH-MAaKCUMyM HE CIEIyeT
IIPUHUMATH OoJiee 5 THEN.

cTn

bezonacHocTh M 3P (PEeKTUBHOCTh MPHUMEHEHHS MpernapaTta AHTHUTPHUIIIMH-MAKCUMYM Y JIeTeH u
IIOAPOCTKOB B BO3pacTe 10 18 yeT Ha JaHHBII MOMEHT HE YCTaHOBJIEHBI. JlaHHBIE OTCYTCTBYIOT.

Croocob nnpruMeHeHus

BnyTtps.

[Ipenapar AHTUIPUIIIMH-MAaKCHUMYM, KallCylbl, NPUHUMAIOT IE€POPAJIbHO, IOCJIE €/Ibl, 3aluBas

BOJIOM.

4.3. IIpoTuBOMOKA3aHUS

e [UNEepuyBCTBUTENBHOCTh K JIEHCTBYIOIIMM BEIIECTBAM WM K JIIOOOMY W3 BCIIOMOIaTEJIbHBIX
BELIECTB, IEPEUNCIICHHBIX B pa3zene 6.1;

® 3PO3MBHO-A3BEHHbIE MOpakeHUs kemynouHo-kumeqnoro Tpakra (OKKT) B daze obocTpenus;

® KEIY/I0YHO-KHILIEYHbIE KPOBOTEUECHHUS,;

e reMo(uIus;

® TeMOpparnyecKuil 1uares;

® TUNONPOTPOMOUHEMHUS;

e TOpTaJibHAas TMIEPTEH3US;

e aputaMuHO3 K;

® TI04YEYHAs HEJOCTATOYHOCTD;

e OepeMEeHHOCTbh, NEPU O] TPYAHOIO BCKapMIIMBaHUs (cM. paszaen 4.6);

e 3a00NeBaHMA LIMTOBHJIHOW KeJe3bl, OCTphle 3a00leBaHUS TIOYEK, IMeUYeHH (OCTpBHI
JIOMEpYIOHE(PPHUT, OCTPHIN MHUETOHEPPUT, OCTPHIM TenaTuT), MO0 000CTPEHUE XPOHUYECKUX
3a00JeBaHui TaHHBIX OPTAaHOB);

L4 XpOHI/IquKI/Iﬁ AJIKOI'OJIN3M;

® TUIEpKAIbLIMEMUs,  BBIP@KEHHas  TUNEpPKaJIbLUypusi,  He(ppOypoIuTHa3,  CapKOUIO3,
OJTHOBPEMEHHBIN MTPUEM CEPJIEUHBIX ITTMKO3UI0B (PUCK BOZHUKHOBEHUS apUTMU);
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¢ (DECHMIIKETOHYpHS.

4.4. OcoOble yKka3aHusl 1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOXKHOCTBIO

ONHOBpEeMEHHBII WM B TEYCHHE MPEAIISCTBYIOIIMX 2 HeAelb I[pPUEeM HHTHOUTOPOB
MOHOAMHHOOKCH/Ia3bl, TPUIUKINYECKUX aAHTUJICTIPECCAHTOB; TMPU OJHOBPEMEHHOM IIpHEME
[pernaparoB, CHOCOOHBIX OTPHUIATEIBHO BIUATH Ha [E4YeHb (HAMpUMeEp, HHIYKTOPOB
MUKPOCOMAJIBHBIX (epMeHTOB medeHu). CreayeT coOMoaarh OCTOPOXKHOCTh TPU  JICUCHUHU
MAlUEHTOB C pEUUAMBHBIM OOpa30BaHMEM YpaTHBIX KaMHEH B IMOYKax; IPOrpecCUpyIOLIre
37I0Ka4eCTBEHHBIE 3a00JIeBaHUT; OpOHXHABbHAS aCTMA.

Oco0ble YKa3aHus

OrpanuyeHre MPUMEHEHHSI TIPU SIUJICTICUU, LepeOpaIbHOM aTepocKiIepo3e, caxapHoMm auadere,
neduuTe  mIOK030-6-hochaTaeruaporeHasbl, IreMOXpoMaro3e,  CHACPOOIACTHOW  aHEMHH,
TaJlaCCEMUHU, THUIICPOKCAITYpPHUH, OYEeYHOKaMEHHOU 6OH63HI/I, Acryujparaiguu, SJICKTPOJIUTHBIX
HapyIICHHUSIX (PUCK Pa3BUTHS TUIIEPKAIBIUEMHUH ), THapee, CHHAPOME MaibaOCOPOIUH, KaIbIIHEBOM
HepoyponuTHase (B aHaMHE3€), THIIePKAIbIUYPHH.

[Tokunple MalMEeHThl C  apTepHalibHOM  rumepreH3ueld  (TOBBINIAETCS  PHUCK  Pa3BUTHSA
reMOppParuuecKoro HHCYJIbTa 3a CUeT BXOASIIETO B COCTAaB Mpernapara puMaHTauHa).

JIuTenbHOCTh IPUMEHEHUsS — He Ooee 5 THeH.
He npumeHATh 1pu HAMMYUKM METACTAa3UPYIOIIUX OMYXOJeH.
Heo0xoaumo mpoBOIUTE JTA00pATOPHBIN KOHTPOJIB ITOKa3aTeliel KPOBH.

.]II/II_[aM, CKIIOHHBIM K yr[OTpe6J'ICHI/II-O 9TaHOJIa, CJIeAyeT MO0 Haydalla JICUCHUA IIpcraparomMm
IMPOKOHCYJIBTUPOBATBCA C BpadvoOM, IIOCKOJIbKY IapancTaMoll MOXKCT OKa3aTb IMOBPCKIAAIOMICC
HeﬁCTBHC Ha IICYCHb.

BcnomorarenbHbIE BEIIECTBA

Jlaxmo3sa

JlaHHBIN JIEKapCTBEHHBIN MpeErapar He CIeAyeT NPUHMMATh MAalHUEHTAM C PEIKO BCTpEYarolIencs
HACJIEICTBEHHOW HENEPEHOCUMOCTBIO TaJIAKTO3bl, JIAKTA3HOM HENOCTATOYHOCTBIO WM IIIFOKO30-
TaJIaKTO3HOM MasibaOCopOIIHEH.

Kpacumenv nynyoswiii 4R (E124)

MoeT BI3BIBATh AJUICPTUICCKUC PCAKIINH.

4.5. BzaumoneiictBue ¢ JAPYyrUMH JIeKAPCTBEHHBIMH TMipenapaTaMM ¥ Jpyrue BHJbI
B3aUMOJAEeMCTBUA

[Tapanieramon

CHmxkaer d3(PPEKTHBHOCTh  YPHKO3YPUUICCKUX  JIGKAPCTBEHHBIX  cpeAcTB.  CoIyTCTBYyIOIIEEe
MpPUMEHEHHUE TapaleraMolia B BBICOKMX J103aX TMOBBIMAET J(PPEKT aHTHUKOATYISHTHBIX
JICKapCTBEHHBIX CPeACTB. MHIYKTOPBI MHKPOCOMAIIEHOTO OKHCJICHWsS B TiedeHH ((eHuTomH,
OapOutypatel, pudamnunuH, (HeHuI0yTa30H, TPULIHUKIUYECKHE AHTHACTIPECCAHTHI), JTAaHON U
TeIIaTOTOKCHYHBIC JICKAPCTBEHHBIC CPEJICTBA YBEIUYHMBAIOT TPOMYKIUIO THIAPOKCHINPOBAHHBIX
AKTUBHBIX META0OIUTOB, YTO 00YCIOBIUBAET BOBMOKHOCTh PA3BUTHUS TSKEJIBIX MHTOKCUKAIIMM Jaske
pu  HEOONBIION mepeno3upoBke. I[Ipy OIMHOBPEMEHHOM IPUMEHEHHH C METOKIIONPAMHUIIOM
BO3MOXKHO YBEJIMYEHHWE CKOPOCTH BCAChlBaHUs TMapareramona. JIuTenbHOE HCIONb30BaHUE
OapOutypaTtoB cHWkKaeT Ad(dexkTuBHOCT, mapaineramona. HWHTHOUTOPHI MHKPOCOMAJIBHOTO
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OKHUCJICHUA CHUXKAIOT PUCK I'CIIATOTOKCHYCCKOI'O I[GflCTBPIH.

AckopOnHOBas KUCI0Ta

[ToBpIIa€T KOHIIEHTPALMIO B KPOBH OCH3WJINEHULWIIMHA. YIIy4IIAaeT BCAChIBAHUE B KUIICYHUKE
IpenaparoB jkejie3a (IIepeBOIUT TPEXBAJIEHTHOE KEJI€30 B JBYXBAJIEHTHOE); MOXET IOBBIIIATH
BBIBEJICHHE JKeJIe3a NPU OIHOBPEMEHHOM NPUMEHEHUHU C J1e(hepOKCAMHHOM. YBEIWYHBACT PUCK
pa3BUTHSL KPUCTALIIYPUM MU JICYEHUH CAIMLIUIATAMU U CyIb(paHnIaMUIaMU KOPOTKOTO JelcTBuS,
3aMeUISIET BBIBEACHHME IIOYKAMU KHCIIOT, YBEIMYMBAET BBIBEICHUE JIEKAPCTBEHHBIX CPEICTB,
UMEIOIIUX IIETOYHYI0 peakiuio (B TOM uucie ankaaouJoB). CHU)KAaeT KOHIEHTPALHI0 B KPOBU
MEpOpPaTBbHBIX KOHTpAlenTuBoB. [IoBbImaeT o0mMid KIMPEHC 3TaHONa, KOTOPBIM B CBOIO OYEpe]b
CHIKaeT KOHLEHTPAIUI0 aCKOPOMHOBON KUCIIOTHI B opranusme. [Ipu oHOBpeMEHHOM NPUMEHEHUH
YMEHBIIIA€T XPOHOTPOIHOE JEHCTBHE H3OMpeHa nHa. bapOuTyparsl M NPUMHIOH IOBBIIIAIOT
BbIBEJICHUE ACKOPOMHOBOM KHCJIOTBI € MOYOH. VYMEHbLIAeT TepaneBTHUYECKoe JelcTBUe
AHTUTICUXOTHYECKUX JIEKAPCTBEHHBIX CPEACTB (HEHPOJIENTUKOB) — IMPOU3BOIHBIX (PEHOTHA3MHA,
KaHaJIbLIEBYIO peabcopOIuio aMmperaMiuHa U TPULUKINYECKUX aHTUETIPECCAHTOB.

PumanTagmu

Yeunuaer Bo3Oyxnaomuid 3pdext kodenna. [{uMeTHANH CHHMKAET KIMPEHC PUMAHTaIWHA Ha
18 %.

Jloparagun
Nurubutopert CYP3A4 u CYP2D6 yBemMUUBaIOT KOHIICHTPAIIMIO JIOPATaIuHA B KPOBH.

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTDh M JTAKTALHA

bepemeHHOCTB
Ces3 MeXIy YIoTpeOlieHHeM mapaleraMmoiia U BPOXKACHHBIMH Je(hEeKTaMH, BBIKUABIIIEM WU
H€6JIaFOHpI/I$[THI>IMI/I ucxogamMu i MaTepI/I HJINA 1J104a HE BBISIBIICHO.

ACKOp6I/IHOBa$I KHCJIOTa ITPOHHUKACT YCPE3 HHaHeHTapHHI‘/‘I 6apbep. CnenyeT HUMCETb B BUAY, YTO IIJIOA
MOXCET aJaliTUPOBATbCAd K BBICOKUM J103aM aCKOp6HHOBOﬁ KHCJIOTBI, KOTOpPYIO IIPHUHHUMACT
6epeMeHHa;1 JKCHIIWHA, U 3aTEM Y HOBOPOXJICHHOI'O BO3MOKHO Pa3BUTUC CUHAPOMAa OTMCHBI.

Kanpuuii npoHukaer uepe3 mianeHTapHblii Oapwpep. [IpuMeHeHHMe DIIOKOHAaTa KaJbLus IpU
0epeMEHHOCTH BO3MOXKHO TOJIBKO MO/ CTPOTMM KOHTPOJIEM ChIBOPOTOYHON KOHIIEHTPALUK KaJblLus,
TaK KaK TMIIEpKaJblHEeMHs OTPULIATENIBHO BIUSAET Ha IUJIO.

be3onacHocTh MNPUMCHCHUA JIOpaTaJluHa BO BpEMsI 6epeMeHHOCTI/I HC YCTAHOBJICHA.

AJIEeKBaTHBIX M XOPOIIO KOHTPOJIMPYEMBIX HCCIEIOBAaHMM pHUMaHTaJuHa NpU OEPEeMEHHOCTH Yy
YeJI0BEKa HE MPOBOAUIIOCE.

JlaHHbBIE O IPUMEHEHUH PYTO3H1a IPU OEPEMEHHOCTH OTPaHUYEHBI, PyTO3U/]I HE CIIETyeT MPUMEHSATh
B TEUEHHE MEPBBIX TPEX MECSIEB OEPEMEHHOCTH.

[IpumeHenne mpenapara AHTHTPUNIIMH-MAKCHMYM IpH OEPEMEHHOCTH MPOTHUBOIIOKAa3aHO (CM.
pasnen 4.3).

Jlakranms

[Taparieramon BbIeNSETCs C TPYIHBIM MOJIOKOM, HO B KIIMHUYECKH HE3HAYMMOM KOJIMYECTBE MpPU
MPUMEHEHUN B PEKOMEHIOBAaHHBIX J[03aX.

ACKOp6I/IHOBa${ KHCJIOTAa IPOHUKACT B I'PyAHOC MOJIOKO.

KaJ'II)III/II\/’I mnmonagact B I'pyaHOEC MOJIOKO. HpI/IMeHeHI/Ie [JIFOKOHATa KajJblUsg B HOEPHUOL TPYAHOI'O
BCKapMJIMBAaHUA BO3MOXXHO TOJIBKO IO CTPOI'M KOHTPOJIEM CLIBOpOTO‘-IHOfI KOHIICHTpAalU KaJlbIus,
TaK KaK rHICPKaJIbIUEMUA OTPULATCIBbHO BIIUACT HA pe6eHKa.
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MPUMEHEHUH CJIEYET PEIIUTh BOIPOC O MPEKPAIICHUN IPYAHOTO BCKapMIIUBAHHUSL.

AJleKBaTHBIX M XOpOILIO KOHTPOJIMPYEMBIX HCCIEIOBAaHUM pHUMaHTaJMHA IpU TPYIHOM
BCKapMJIMBAHUU y 4YeJIOBEKa HE NPOBOAMIIOCH. B ucciienoBaHMAX Ha JKUBOTHBIX PHUMaHTAIUH
IIPOHUKAJ B IPYJHOE MOJIOKO.

JlaHHbBIE O IPUMEHEHUU PYTO3U/a MPU KOPMIICHUU TPYIbIO OrPaHUYEHBI.

[Ipumenenue mnpenapata AHTUTPUNNHH-MAKCUMYM B TIEPUOI TPYAHOIO BCKApMIIMBAHUS
MIPOTHUBOIIOKa3aHO (CM. pas3zen 4.3).

DepTHILHOCTD

Pe3ynprarsl JOKITMHUYECKOTO UCCIIEIOBAaHMS PENPOAYKTUBHON (DYHKIIUU, KOTOPOE MPOBOIUIOCH HA
KpbICax ¢ MPUMEHEHUEM TIpernapara B J03aX, MPEBBIIIAININX MAKCUMAJIBHYIO CYyTOUHYIO B 5,9 u 59
paz — 211 u 2110 mr/kr (Mo cymMMe IEHCTBYIOIINX BEIIECTB), HE MPOAEMOHCTPUPOBAIIN HAPYIICHUS
(GepTUIBLHOCTH UM TOKCHYHOCTH.

HaHHbIC O BJIMSJIHHH Ha (bepTI/IJIbHOCTL Yy 9CJIOBCKA OTCYTCTBYHOT.

4.7. BiusiHHe HAa CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeACTBAMHM M padoTaTth ¢
MeXaHU3MaMu

C y4eToM BO3MOXKHOTO Pa3BHTHsI OOOYHBIX YPQPEKTOB (TOTOBOKPYKEHUE, COHIMBOCTH) B TIEPHOJ]
JIeUeHUs] HE PEKOMEHJIYETCsl YNpaBiATh TPAHCIOPTHBIMM CPEACTBAMHU U 3aHUMAThCS JAPYTHMMHU
BUJIAMU JIEATEIILHOCTH, TPEOYIOIMMH MOBBIIIEHHON KOHLIEHTPAllMY BHUMAaHUS U BBICOKOI CKOPOCTH
IICUXOMOTOPHBIX PEAKLIUH.

4.8. HexesaTeibHbIE peakuu

Bo3MokHBIE HEXENATEIbHBIE TOOOYHEIE pC€aKuu yKa3aHbl B COOTBECTCTBUHU C BXOAAIIMMHA B COCTAaB
Iperapara AHTI/Il"pI/IHHI/IH-MaKCI/IMYM KOMIIOHCHTaMH.

Pe3roMe HexenaTeabHbIX peaKIui

HexenarenbHble Je€KapCTBEHHbIE pEAKLIUN NPUBEIECHBI B COOTBETCTBUHU C KilacCU(UKaIMel OpraHoB
u cucreM MedDRA wu mnepeuncinensl mo yactore. YacToTa BCTPEYAaEMOCTH OIpenenseTcss B
COOTBETCTBHM C Kiaccuukanueid BcemMupHOW opraHuzalnuy 3ApaBOOXPAaHEHUS CIEAYIOLUIUM
o0pazom:

ouyeHb yacto (> 1/10);

gacto (> 1/100, Ho < 1/10);

Hevacto (> 1/1000, vo < 1/100);

penko (> 1/10000, Ho < 1/1000);

oueHb penko (< 1/10000);

9acTOTa HeM3BECTHA (HA OCHOBAHUH MMEIOIINXCS JTAaHHBIX OIEHUTh HEBO3MOXKHO).

Hapywenus co cmopomnsi Kposu u iumgpamuueckoi cucmemsl. A3BMEHEHHS TTOKa3aTeliei KpOBH.
Hapywenus co cmoponbt uMMyHHOU cucmembl: aHAPUIAKTHUECKUHN IIOK.

Hapywenus memabonruszma u numarnus: TANEPTIIMKEMUS], OTCYTCTBHE aIETHTA.

Ilcuxuueckue Hapyuienus. TIOBBIIIEHHAs BO30OYIUMOCTb.

HapymeHuﬂ co CNOPOHbL H€p6HOIZ cucmemasl. COHJINBOCTB, TpEMOp, TUIICPKUHEC3M,
TOJIOBOKPYZKCHUE, TOJIOBHAA 00JIb.
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HapymeHuﬂ CO CNOPOHbL COCydOG.‘ (IIPUIIUBBD> KPOBH|K JIUILY.

Hapywenus co cmoponvl iceny0ouHo-KumeyHo2o mpakma: TOPAKEHHE CIM3HCTOW O00O0JOYKH
KeImyldKa W JIBEHAAMATUTICPCTHON KHWIIKW, JHUCIENCUS, B3IYyTHE >XKUBOTAa (METEOPH3M), TOHOC
(mmnapes).

Hapywenus co cmoponvl xoocu u nookoxcnvlx mraneu: cunapoM CruBeHca — [[oHCOHa,
TOKCHYECKHHM SMHaAepMaibHbId Hekponu3 (cuHapom Jlaliemna) W OCTPBIA TeHEpaIU30BaHHBINA
AK3aHTEMATO3HBIN MYCTYJI€3, AaHTMOHEBPOTUUECKUN OTEK, KOXKHAs ChIMb, 3y, KpallMBHUIIA.

Hapywenus co cmoponsi nouex u Mouesvbigo0awux nymeti: yMepeHHas MOJUTAKUYPHS, TIIIOKO3ypHS.
Obwue napyuenus u peakyuu 6 mecme 66e0eHusl. CyXOCTh CIM3UCTON 00OIOUYKH BO PTY.

HexenarenpHble  DEAKIMK, BBUIBJIEHHBIE B XOAE€ IOCTPETMCTPALIMOHHBIX  MCCICIOBAHUU
0€e30I1aCHOCTH

B xozme npumeHeHus npenapara AHTUTPUIIIMH-MAKCUMYM OBUTH OMKMCAHBI CIIy4ad BO3ZHUKHOBEHUS
AHTHOHEBPOTHYECKOTO OTEKa, MPEI0OMOPOYHOTO COCTOSHUS, JTMXOPAT0UHOTO COCTOSHUS, CHHKCHHSI
apTEpUAIBHOTO JABJICHUS, KPAlMBHHIIBI, KOXXHOTO 3y/a, SPUTEMbI, PACCTPOWCTBA Ciiyxa, 0OiaM B
ropie.

COO6H.[€HI/IC O ITOAO3PECBACMBIX HCXKCIIATCIbHBIX PCAKIIHUAX

BaxHo coo0mars O TOA03pEBAEMBIX HEXKEIATENIBHBIX PEAKUUAX I0CIE  PErucTpaluu
JIEKApCTBEHHOr'0 Ipenapara ¢ Lelblo 00ecreyeHus] HeNpepbIBHOIO MOHMTOPMHIA COOTHOULICHUS
«I10JIb3a — PUCK» JIEKApCTBEHHOro Ipenapara. MeIUIUMHCKUM paOOTHHUKAM PEKOMEHAYETCS
co00I1aTh O JHOOBIX MMO03PEBAEMBIX HEXKEJIATENbHBIX PEAKIUAX JEKAPCTBEHHOTO Mperapara yepes
HAllMOHAJIbHBIE CHCTEMbBI COOOIIEHHS O HEXKEIAaTelIbHBIX pPEaKUUsAX TOCYIapCTB — YJICHOB
EBpa3suiickoro 3KOHOMUYECKOIO CO03a.

Poccuiickas @edepayus

@enepanbHas ciayx0a 1mo Haa30py B cdepe 3apaBoOXpaHEHHS

Anpec: 109012, r. Mocksa, CnaBsiHcKasi riiomaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnexkTpoHHas nmourta: pharm@roszdravnadzor.gov.ru

wim Npr@roszdravnadzor.gov.ru

Caiit B H($OPMaLMOHHO-TEIEKOMMYyHUKAIIMOHHOM ceTu «MHTEpHETY:!
https://www.roszdravnadzor.gov.ru

4.9. llepeno3upoBka

CHUMIITOMBI

B Teuenue nepBbix 24 4 nocine npuema — OJI€HOCTh KOXKHBIX ITOKPOBOB, TOIIHOTA, AUApesi, pBOTA,
00Jb B 3MUTAcTpalIbHON 001AaCTH; HApyLIEHHEe MEeTaboIN3Ma [TFOKO3bl, META0OINYECKUH annua03 (B
T. 4. JIAKTOAlM/103), THUIOKAJIMEMUs, TaXUKapAus, apuTMus, ToJoBHas 0oib, 00OCTpeHHe
CONYTCTBYIOIIMX XPOHUYECKHX 3aboseBaHuil. CHUMOTOMBI HapylmleHUs (YHKIUH TEYEHH MOTYT
nosiBUTbCA 4epe3 12—-48 u mocne nepeno3upoBku. llpu Tsokenol mnepeno3supoBKe — NEYEHOYHAs!
HEJIOCTaTOYHOCTH C MIPOrpecCcUpyolie sHIedanonarueil, koma; octpas HouedyHasi HeA0CTaTOYHOCTh
C TyOYyJSIpHBIM HEKPO30M (B TOM YHCJIE PU OTCYTCTBUHU TSHKEJIOTO MOPAXKEHUS IEYCHHU ).

ITopor nepeno3upoBKU MOXKET ObITh CHUXKEH Y MOKHIIBIX NAIlMEHTOB, Y HAllMeHTOB, MPUHUMAIOIIUX
olpenesieHHble Tpernaparbl (HampuMmep, HHIYKTOPbl MHUKPOCOMAbHBIX (EPMEHTOB IE€UYEHN),
AJIKOTOJIb WIH CTPAJAIOLIUX UCTOLIEHUEM.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

Bsenenune nonaropos SH-rpymnn u npeaiecTBEHHUKOB CHHTE3a IIIyTaTHOHA — METHOHHHA B TCUCHHE
894 mocine nepeno3UpOBKU U aleTWINUCTEMHAa — B TeueHue 8§ 4. IIpombiBaHue xemynka,
cumIroMarnyeckast Tepanusa. Heo6xomumMocTs B IPOBEJCHUU JIONOIHUTEIBHBIX TEPANEBTUUECKUX
MEpPOIPUATUHN (HalIbHElIIee BBEIEHUE METHOHMHA, allETWILIUCTENHA) ONPEEIISIETCS B 3aBUCUMOCTU
OT KOHLIEHTPALMHY 1apaleTaMolia B KpOBH, a TAKXKE OT BPEMEHH, MPOLIEALIETrO IOCIE €ro puema.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoaMHaMHYecKHe CBOIiCTBA

dapmakoTepaneBTUYECKasl TPYIMIa: Mpermaparbl, NPUMEHSIEMbIE TpPH Kallle © MPOCTYIHBIX
3a00JIeBaHUsAX; IPYTHE MIPenapaThl, IPUMEHSEMbIC ITPH MPOCTYIHBIX 3a00ICBAHMSIX.
Kox ATX: RO5X.

MexaHu3M JSHCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/Ie 3d)(beKTBI

KomOuHMpOBaHHBIH npenapar, oOnanaer IIPOTUBOBUPYCHBIM, UHTEP(PEPOHOTEHHBIM,
KAPOIOHMKAIOIUM, 00€300IMBAIOIIUM, aHTUTUCTAMUHHBIM M QHTUONIPOTEKTOPHBIM JeHCTBUEM.

Iapayemamon obnagaetr 00e300IMBAIOIIMM U JKapOTIOHMKAIOIINM JICHCTBUEM.

Ackopbunoeasi Kucioma y4acTBYeT B PETYJSIIIUU OKUCIIHTEIbHO-BOCCTAHOBUTEIBHBIX MPOIIECCOB,
CIIOCOOCTBYET HOPMAJIBHOW MPOHUIIAEMOCTH KAIMILISPOB, CBEPTHIBAEMOCTH KPOBHU, pEereHepaIuu
TKaHEH, UrpaeT MOJOXKHUTEIbHYIO POJIb B PAa3BUTUM UMMYHHBIX PEaKIUH OpraHW3Ma, BOCIOJIHSET
nedurut putamuaa C.

Kanvyus emoxonam, ¥ak WCTOYHHK HOHOB KaJbIHMs, NPEIOTBPAIIACT PA3BUTHE IOBBIIICHHOM
MIPOHUIIAEMOCTH ¥ JIOMKOCTH COCYJIOB, 00yCIIaBIMBAIOIINX TEMOPPArHIEeCKUE ITPOIIECCHI ITPH TPHUIIIIE
1 OCTpoil pecniupaTopHoit BupycHoit nadekiuu (OPBU), oka3piBaeT aHTHAIIEprUYeCcKOe NeiCTBIE
(MexaHu3M HesICEeH).

Pumanmaoun obnanaer npoTHBOBUPYCHON aKTUBHOCTHIO B OTHOILLICHUHU BUpYca rpumna A. biokupys
M:-kaHanel BUpyca rpunmna A, HapylaeT ero CocoOOHOCTh MPOHUKATh B KJIETKH U BBICBOOOXK/IATh
PUOOHYKIICONPOTEU, HHTUOMPYS TEM CaMbIM BaKHEHIIYI0 CTauI0 perUIMKalui BHUPYCOB.
Nunyuupyer BelpabOTKy MHTEphEepoHOB anb(a u ramma. Ilpu rpumme, BbI3BaHHOM BHpycoM B,
PUMAaHTAINH OKa3bIBAET aHTUTOKCUYECKOE AECHCTBHE.

Pymosuo sSBIsieTcsl aHTHONPOTEKTOPOM. YMEHBIIAET MPOHUIIAEMOCTh KaIlMJUIIPOB, OTEYHOCTh H
BOCHAJIICHUE, YKPEIUIIeT COCYIUCTYIO CTEHKY. TOpPMO3UT arperainmi ¥ YyBEITUYHBAET CTENEHb
nedopMaI 3pUTPOIIUTOB.

Jlopamaoun — 6nokatop Hi-rucTaMUHOBBIX PELENTOpPOB, MPEAYIPEXKIaeT pa3BUTHE OTEKa TKaHeEH,
CBSI3aHHOT'O C BHICBOOOXEHUEM I'MCTAMUHA.

5.2. ®apmakoKHHEeTHYECKHE CBOHCTBA

[Tapanieramon

AO0cop0buus — Beicokast. CBs3b ¢ 6enkamu miaa3mbl — 15 %. [Iponukaer yepes rematosHIepanTndecKkui
6aprep. Merabonu3upyeTcs B [IEYEHU 110 TPEM OCHOBHBIM IYTSAM: KOHBIOTAIUS C IIIIOKYPOHUIAMH,
KOHBIOTAIUS C CylTb(araMu, OKHCICHHE MUKPOCOMAIbHBIMU (hepMeHTaMH TedeHu. B mocnennem
ciydyae o00Opa3yroTcsl TOKCHYHBIE IPOMEKYTOYHBIE METa0OIHUThI, KOTOpbIE BIIOCIIEICTBUHI
KOHBIOTUPYIOT C INIyTaTUOHOM, a 3aT€M C LIUCTEMHOM M MEPKANTYpOBOH KHUCIOTOH. OCHOBHBIMU
m3oepmentamu riuroxpoma P450 nis marHOoro mytu Metadonusma sBistirotcest uzopepment CYP2E]
(mpeumytectBeHHO), CYP1A2 u CYP3A4 (BropoctenenHas poins). [Ipu nedurnure nyraruona stu
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MeTa0OIUTHl MOT'YT BBI3BIBaTh MOBPEXKIACHUE U HEKPP3 reHaT%gﬁgEﬂgfﬁ)ﬁgg@hﬂgﬁ&:hﬁgﬁh

MeTabomr3Ma SBISIOTCS THIPOKCHITUPOBAHKE JI0 3-THAPOKCUTIAPAIIETAMOJIA U METOKCHIIUPOBAHUE JI0
3-MeTOKCH-TIapaneTaMosia, KOTOpPhIE BIOCICACTBHM KOHBIOTHPYIOT C DIIOKYPOHHIAMH HIU
cynbdaramMu. Y B3pOCIbIX TpeoliiafaeT NIIOKypoHHpoBaHHE. KOHBIOTUPOBAHHBIE METaOOIHTHI
napaimeramona (DTIOKYPOHUIBI, Cyab(haThl M KOHBIOTAThI C TIYTATHOHOM) OONQJar0T HU3KON
(bapmMakoIIorn4eckoil (B TOM YHCIIE TOKCHYECKOW) aKTUBHOCTHIO. BBIBOAMTCS MOYKaMH B BHIIE
MeTa0O0IUTOB, TPEUMYIIECTBEHHO KOHBIOTATOB, TOJIBKO 3 % B HEM3MEHEHHOM BHJE. Y MOXKHIIBIX
MAIMEHTOB CHIDKACTCS KIMPEHC Mperapara U YBeJIMYUBACTCSI IIEPHOJL TTOTYBbIBEICHHUS.

MaxkcumanbHas KoHIEeHTpaus (Cmax) IapaneTamMmona B I1a3Me KpOBH JOCTUTaeTCs IPU IPUMEHEHUN
karicyn vepe3 1,2 £0,72 4 u coctaBnser 5,01 + 1,70 mxr/min, nepuon nonyseiBeaenus (T12) paBeH
3,04 £ 1,01 u.

ACKOD6I/IHOB35I KHCJIOTa

AbGcopOupyeTcs B KENTyIOUHO-KUIIEYHOM TpakTe (MpEeuMyIIEeCTBEHHO B Tollei kuiike). CBsa3b ¢
Oenkamu mia3Mel — 25 %. 3a0oneBaHus )Keayl104HO-KHIIIEYHOTO TPaKTa (s13BeHHas 00JIe3Hb JKeITyaKa
1 12-miepCTHON KUINIKH, 3aII0p WIN AUApes, TNIUCTHAS MHBA3HA, JIIMOIN03), YIOTPEOICHHE CBEXUX
(PYKTOBBIX U OBOIIHBIX COKOB, IIEIOYHOTO MUThS YMEHBIIAIOT BCACHIBAHUE aCKOPOMHOBON KUCIOTHI
B KkuileyHuke. KoHLeHTpauss ackopOMHOBOM KHUCJIOTBI B IIIa3M€ B HOpPME COCTAaBIISET
npuoausutenbHo 10—20 Mr/mur. Bpemss MakcuManbHOM KOHIIGHTPAllUM B TUIa3ME KPOBH TIOCIIE
npueMa BHYTph — 4 4. JIerko mpoHHKaeT B JICWKOLWTHI, TPOMOOLMUTHI, a 3aTeM — BO BCE TKAaHU;
HauOONbIIas KOHIEHTPALUsA JOCTUTAeTCsl B OKENE3UCTHIX OpraHax, JIEHKOLWUTax, IEYeHU U
XpyCTaJluKe IJla3a; IpOHUKaeT uepe3 IuianeHTy. KoHueHTpanuss ackopOMHOBOM KHUCIIOTHI B
JEHKOIUTAX U TPOMOOIUTAX BhIIIE, YEM B SPUTPOLUTAX U B Tuia3me. [Ipu 1euinuTHBIX COCTOSIHUIX
KOHLIEHTpalUsl B JIEHMKOLMTaX CHUXKAeTcd IOo31Hee M 0ojiee MEIUIEHHO M paccMaTpUBAaeTCs Kak
TY4YIIMA KpUTEpUH OLEHKH Jaeduumra, YeM KOHILEHTpalus B MmiasMe. Mertabonusupyercs
MIPEUMYIIECTBEHHO B TEYCHU B JI€30KCHACKOPOMHOBYIO M JIajiee B IIABENIEBOYKCYCHYIO KUCIIOTY H
ackopOar-2-cynbdar. BeiBoguTCs moukamu, 4epe3 KUIIEYHHUK, C ITOTOM B HEM3MEHEHHOM BUJE U B
Buae MerabomutoB. Kypenue m ymorpebieHHE 3TaHONA YCKOPSIOT paspylIeHHEe acKOpOMHOBOH
KHCTIOTHI (TIpeBpallleHHe B HEAaKTUBHBIE METa0OJUTHI), PE3KO CHIDKas 3amachl B OpraHU3Me.
BriBOoauTCS ipu remonuanuse.

Kanplys mirokoHar

[pubnu3uTenbHO |/5—!/3 9acTh mepopasbHO BBEICHHOTO KAJIbIHS TIIFOKOHATA BCACHIBACTCS B TOHKOM
KHIIKE; 3TOT MPOLECC 3aBUCUT OT MPHUCYTCTBUS 3prokansiudepona, pH, ocobeHHOCTEH nueTsl U
HaJau4uus (pakTopoB, CIOCOOHBIX CBA3BIBATH MOHBI KaiblHs. AOCOPOILIMS HOHOB KaJbIUsl BO3pacTaeT
IpU ero AegUIUTEe U UCTIONB30BaHUU TUEThI CO CHU)KEHHBIM COZIepKaHUEM MOHOB Kayblus. OKoso
20 % BBIBOAUTCS MOYKAMHU, OCTAJIbHOE KOINYECTBO (80 %) — KMILIEUHUKOM.

PumanTtaaux

[Tocnie mpuema BHYTpb HOYTH MOJTHOCTBIO BCACBIBAETCS B KHUIIEYHHKE. AOCOpOLMS — MeIJIeHHasl.
CBs3b ¢ Oenkamu miaa3mbl — okoio 40 %. O0wvem pacnpenenenus —17-25 n/kr. Konnenrpauus B
HOocoBOM cekpeTe Ha 50 % Beimie, yeMm mia3MeHHas. Mertabonusupyercss B nedeHu. bomee 90 %
BBIBO/IUTCS [TOYKaMHU B TeUEHHE 72 4, B OCHOBHOM B BHJIe METaOOIUTOB, 15 % B HEM3MEHEHHOM BUJIE.
[Ipy XpoHMUYECKON TOYEUHON HEAOCTATOYHOCTH IIEPHUOJ MTOIYBBIBEICHUS YBEIIMUNBAETCS B 2 pasza. Y
JUL] C IOYEYHOM HEAOCTATOYHOCTBIO M Yy JIMII IOXKWJIOIO BO3pacTa MOXET HaKalUIMBaTbCs B
TOKCHMUYECKHX KOHLEHTPALMSIX, €ClId J03a HE KOPPEKTUPYETCS MPONOPLHUOHAIBHO YMEHBIICHUIO
KIIMpEHCAa KpeaTMHWHA. lemonuann3 OKas3blBa€T HE3HAYUTEIbHOE [JEHCTBHE Ha KIMPEHC
pUMaHTaIMHA.

Cmax PMMaHTaJuHa B IJJa3M€ KPOBM JIOCTHIaeTCs MPU NPUMEHEHUM Karicyn depe3 4,53 +£2,52u n
cocraisieT 68,2 + 26,6 ur/mi, T2 — 30,51 £9,83 4.



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 18.03.2026 N= 5477

(NMOCNEOOBATENEHOCTE 0002)

Pyrosun

Bpewmst MmakcruManbHON KOHIIEHTPALUM B IIJIa3Me KPOBU MOCE mprueMa BHYTpb — 1-9 4. BeiBoguTcs
IIPEUMYILIECTBEHHO C JKEIUbIO U B MEHbIIIEH CTENEHH MoukaMu. T12— 10-25 u.

Jloparanun

BBICTpO 1 ONMHOCTBIO BCACHIBAETCA B JKEIYJOYHO-KUILIEUHOM TpakTe. MakcumaibHash KOHLEHTpaLus
y NOXUIIBIX JitoAieit Bo3pacTtaeT Ha 50 %. CBsa3b ¢ Oenkamu maazmel — 97 %. Metabonusupyercs B
MEYeHH ¢ O00pa3oBaHHWEM AaKTHBHOTO METa0OoNHuTa JIeCKapOOITOKCHIIOpATaguHa TPH Y4aCTUH
m3odepmentoB 1uroxpoma CYP3A4 um B menbmerd cremenn CYP2D6. He mponmkaer uepes
remMaTodHIIehanTuIecKkuii 6aprep. BIBOAUTCS MOYKAMU U C KETYbi0. Y TAIUEHTOB C XPOHUYECKON
MOYEYHOM HEJOCTATOYHOCTHIO U MPH MPOBEIEHUHU TeMoauain3a hapMaKOKMHETHKA PAKTUYECKU HE
MEHSETCSl.

Cumax JTOpaTaJiiHa B TUIa3Me KPOBH JtocTuraetcs uepes 2,92 + 1,31 u u coctasnser 2,36 + 1,53 Hr/m,
Ti2paBen 12,36 + 6,84 u.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA
6.1. IlepeyeHb BcIoMoOraTeIbHbIX BelIECTB

AHTUTPUOIIMH-MaKCUMYM, Kancyisl 11

Kpaxman npexxenaTuHU3npOBaHHBIN
JlakT03b1 MOHOTHIPAT

Maruus creapar

Kpemuust nuokcu; KoJaouIHbIi

Kancyna meepoas srcenamunosas

Kenatun

Tutana auoxeun (E171)

Kpacutens cunuit narentoBannsiii V (E131)

AHTUTPUNIINH-MAaKCUMYM, Karcyiel P

Marnus creapar

Kpaxwman kaprodenbHbIit

Kancyna meepoas scenamunosas:
Kemarun

Kpacutens xenesa okcua xentsiii (E172)
Tutana auoxcun (E171)

Kpacurens nynunossiit 4R (E124)

Kpacutens xenesa okcua kpacHsiit (E172)
6.2. HecoBmecTUMOCTH

He nmpumenumo.
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6.3. Cpok rogHocTH (CPOK XpaHeHMusl)

2 rona.
6.4. OcoOble MepbI MPEIOCTOPOKHOCTH MPU XPAHEHUH
XpaHUTh B 3alIMIIIEHHOM OT CBE€Ta MECTe IpHu Temmneparype He Boiie 25 °C.

6.5. XapakTep u coaep:kaHue YNIAaKOBKH

Kancynsi 11

10 xamncyn nmomemarT B KOHTYPHYIO SIMEHKOBYIO YIAKOBKY M3 IJICHKH IOJMBHUHUIXJIOPUAHON U
(bonbru aNTtOMUHUEBOM.

Kancynbr P

10 Kamcya MOMEIIalT B KOHTYPHYIO SYCHKOBYIO YIAKOBKY W3 IUICHKH MOJMBUHUIXJIOPUIHOW U
(hoNBru aTFOMUHUEBOM.

2 KOHTYpHbIE SUEHKOBbIE yNakoBKHM (onHa ¢ karncynamu Il cuHero mBera, Bropas c¢ karcyiamu P
KpacHOro I[B€Ta) BMECTE C MHCTPYKLMEH MO MEIWLHUHCKOMY NPUMEHEHHUIO (JINCTKOM-BKJIAIBILIEM )
IIOMEILAIOT B IIAYKy U3 KapTOHA.

6.6. Oco0Oble Mepbl MPETOCTOPOKHOCTH NMPH YTHIU3ANUU MCIOJIb30BAHHOIO JIEKAPCTBEHHOI 0
npenapara wjiM OTXOA0B, MOJYYEHHBIX MOCJIe NMPUMEHEHHMs JIEKAPCTBEHHOr0 Mpenapara u
Apyrue MaHUIYJISLHUHU ¢ NPenapaTom

Het ocobbix TpeboBaHMil K yTHIIH3AIHH.

7. AEP/KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU A

Poccuiickas ®@edepayus

00O «AnBuJlab»

141307, MockoBckas obnacts, T. Ceprues [locan, yn. dectuBanbHas, 1. 10
Ten.: +7 (495) 956-29-30

7.1. IlpeacTaBuTeJIb AEpKATE/IsI PETHCTPALMOHHOIO YA0CTOBEPEHUSI

[Iperen3un morpeduTtenel HaMpaBIsATh MO aJAPECy:

Poccuiickas ®@edepayus

00O «AunBuJlad»

141307, MockoBckast obnacts, r. Ceprues Ilocan, yi. @ectuBanbhas, 1. 10
Ten.: +7 (495) 956-29-30

OnektpoHHas noura: pharmacovigilance@sotex.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

10



COOTBETCTBYET ZKCNEPTHOMY OTUETY

_ T i
oT 15.03.2026 Nz 5477

9. KATETOPHS OTITYCKA JEKAPCTBEHHOT'O IPENAPATA - EATENEHOCTE 0002)

JlexapcTBeHHBIH NpenapaT OTHOCUTCS K KAaTErOpUH OTIycKa 0e3 pelenTa.

OO01mas xapakTepUCTHKA JIEKAPCTBEHHOTO Mpenapara AHTUTPUIIITUH-MAKCUMYM JIOCTYITHA B €TMHOM
peecTpe 3aperucTpUpPOBaHHBIX JIEKAPCTBEHHBIX CPEACTB EBpaznuiickoro sKOHOMHUYECKOTO COI03a U Ha
odunHraTEHOM caiite YIIOJIHOMOYEHHOTO opraHa (axcnepTHOM OpraHu3aLINH )
https://lIk.regmed.ru/Register/EAEU _SmPC.
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