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OBIIASI XAPAKTEPUCTHUKA JEKAPCTBEHHOTO TIPEAAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

HunakanprieT-AMEJIAPT, 30 mr, TabseTKH, MOKPHITHIC IIJICHOYHON 000JI0UKOI
HuuakanerieT-AMEJIAPT, 60 Mr, TaONeTKH, MOKPBITHIC MIICHOYHONH 000JI0YKON
HunakanerieT-AMEJIAPT, 90 mr, TabeTKu, MOKPHITHIC IJICHOYHON 000JI0UKOM

2. KAMECTBEHHBIN U KOJIMUECTBEHHBIN COCTAB

JlelicTByIO1IEE BEIIECTBO: IMHAKAJIBIIET

IunakanprerT-AMEJIAPT, 30 Mr, TaOJETKH, HOKPLITHIE IJIEHOYHOH 000JI0YKOH

Kaxxnas tabnerka comepxut 33,06 M MHAKaIbIETa THAPOXJIOpHAA (B IepecueTe Ha IIMHAKAJIBIIET -
30,0 mr).

IunakanpneT-AMEJIAPT, 60 Mr, TaOJ€TKH, OKPLITHIE INIEHOYHON 000JI0YKOM
Kaxxnas Tabnerka conepxut 66,12 Mr nuHakanbleTa rupoxJiopuaa (B nepecuere Ha IHHAKAIBIET -
60,0 mr).

InnakanpneT-AMEJIAPT, 90 Mr, TaOJIETKH, HOKPBITHIE IVICHOYHON 000JI0YKOH

Kaxxnas tabnerka comepxut 99,18 Mr nuHakanblieTa rupoxJiopuaa (B mepecuere Ha IMHAKAJIBIET -
90,0 mr).

BemecTBa, HaMuue KOTOPHIX HAJIO0 YIUTHIBATh B COCTABE JICKAPCTBEHHOTO Tperapara: HaTpuid (CM.
pasznen 4.4.).

[TonHbIi NTepeueHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHASA ®OPMA

Tabnerku, MOKPHITHIE IIEHOUHOM 0007104KOMH

HunakanpiieT- AMEJIAPT, 30 mr, 60 M, 90 Mr, TabJIETKH, ITOKPBITHIE INIEHOYHONH 000JI04YKOI
Kpyribie 1BOSKOBBINTYKIIbIE TAOIETKH, TOKPHITHIE MIIEHOYHOW 000JI0UKOM Gestoro 1Bera.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zaHusi K NPUMEHEHHUIO

[unakaneieT-AMEJIAPT noka3aH kK NpUMEHEHHIO Y B3pOCIIBIX B BO3pacTe OT 18 jeT.

Bropuusblii runepnaparupeos

Jleuenue BrOopuuyHoro runepmaparupeo3a (I'TIT) ¢ TepMuHanbHOM cTajguel MoyeyHOU
Henoctarounoctu (TCIIH), maxonsmuxcs Ha nuanuze. [{unakanener-AMEJIAPT moxer Takke
Ha3HAyaThCs B COCTaBe KOMOMHHMPOBAHHOW TEpamuH, BKIIOYAIOLIEH Mpernaparbl, CBA3bIBAIOIINE
¢docdarsl u/unu ButamMuH D cooTBeTcTBEHHO (CM. paszzaen 5.1).

KapruHoMa napaimuToBUAHBIX JKEJIE3 W IEPBUYHBIN THIIEPIAPATUPEO3

CHMIXeHHEe BBIPA)KEHHOCTH TMITEPKAJIbLIIEMHH Y TTAI[UEHTOB C:

- KapLMHOMOM NapalluTOBUIHBIX KEIE3;

-neppuuHbIM [TIT, mpm KOTOpOM ImOKa3aHa NApPaTUPEOMAIKTOMHMS II0 PE3yIabTaraM OLECHKH
KOHIIEHTpAIlMM KaJbLUsl B CHIBOPOTKE KPOBH (COIIACHO COOTBETCTBYIOIIMM PEKOMEHJALUAM I10
JICUEHUIO), HO €€ BBIIIOJIHEHUE HE ONPABIAHO KIIMHUYECKHU HJIM IPOTHUBOMOKA3aHO.
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(MOCNEQOBATENEHOCTE 0003)

4.2. Pe:kuM 103MPOBAHUS M CIIOCO0 MPUMEHEHUS

Pexxum no3upoBanus

Bmopuunwiii cunepnapamupeos

Pexomenyemas HauasbHas 1o3a - 30 Mr olMH pa3 B JI€Hb.

TutpoBanue 10361 npenapara [{unakanbuer-AMEJIAPT cienyer npoBoauTh Kaxkabie 2-4 Heeau 10
MakcuManbHOM 103bl 180 Mr (ogMH pa3 B CyTKH), IPU KOTOPOM y MAallMEHTOB, HAXOJAIIMXCS Ha
JUaan3e, JOCTUTaeTC s IeJieBasi KOHIeHTpalus maparupeongHoro ropmona (I1TT) B auanazone 150-
300 nr/ma (15,9-31,8 nmon/n), onpenensemMasi Mo ypOBHIO HHTAKTHOTO MapaTUPEOUHOTO TOPMOHA
(uIITT). Onpenenenue ypoBus [ITT noymkHO MpOBOIUTHCS HE paHbIe, 4eM 4epe3 12 yacoB mocie
npuema npenapara unakansuer-AMEJIAPT.  Cnenyer npuaepXuBaTbCs —COBPEMEHHBIX
PEKOMEH Ialu .

VYposens [ITI cnenyer onpenensts yepes 1-4 Henenu nocie Hayajga TEPAMUKU WIH KOPPEKIUU JT03bI
npenapara [Hunakaneuet-AMEJIAPT. IIpu npueme noaiepKuBaromend 103bl, MOHUTOPUHT YPOBHS
IITI" nomxken npoBoauThes npuMepHo 1 pas B 1-3 mecsana. s onpenenenust yposHs [ITI moxHO
ucrnonb3oBarh conaepkanue UllTI niau 6monnTrakTHOTO IITIT (6MITTI); Tepanus MUHAKAIBIIETOM HE
MeHsieT cooTHomeHust Mexay ullTT u OullTT.

Koppexuyus 0o3vl 6 3aeucumocmu om KoHyenmpayuu Kaipyus 8 CbleOPOmKe Kposu

[Tepen mpuemom mepBoit no3bl npemapara [{unakansiieT-AMEJIAPT HeoOxomumo yOemuTcs, 9To
CKOPPEKTHPOBAHHAs KOHLIEHTPALUs KaJbIMsl B CHIBOPOTKE KPOBU HAaXOJUTCS Ha YpOBHE HIDKHEH
IpaHulbl 1Mana3oHa HOPMaJIbHBIX 3HAUEHUH WK Bblie (cM. pasaen 4.4). Jlnana3oH HOpMaJlbHbBIX
3HAUYEHUI KOHIIEHTPALUHU KaJIbLUs MOXKET Pa3InyarhCsi B 3aBUCUMOCTH OT METOJIOB, UCIOJIb3YEeMbIX
B JIOKJIbHOM J1TabopaTropuu.

Bo Bpems TuTpoBaHHS 103bl HEOOXOAMMO YacTO MPOBOAMTH MOHHUTOPUHT YPOBHS KallbLUi B
CBIBOPOTKE KpPOBH, B TOM YHCIIe yepe3 | He[ento mocie Havajga Tepanud WIM KOPPEKIUU O3B
npernapara [{unakaneiieT-AMEJIAPT. Tlocne moctuxeHus moaaep>KUBaroel A03b6I HEOOXOAMMA
OIICHKA KOHIIEHTPAIIMHU KaJIbIUS B CBIBOPOTKE KPOBH MPUOIU3UTENBHO 1 pa3 B mecsil. [Ipu cHbkeHnn
CKOPPEKTHUPOBAHHON KOHIIEHTPAIIMHM KaJbIUsl B CBIBOPOTKE KpoBU Hmke 8,4 mr/an (2,1 mMmonb/i)
W/WIY pa3BUTUU KIIMHUYECKUX MPOSIBICHUIN TUTIOKATIBIIMEMUH PEKOMEHTYETCS CIIEAYIOIIee JICUCHHE:

CKoppeKTHPOBaHHASI  KOHIEHTPAIUs
KAJbIHA B CHIBOPOTKE KPOBH WU
HAJMYHe KJIAMHUYECKUX TMPOsiBJIeHUH
THNOKAJIbIIMEeMUH

< 8,4 mr/nn (2,1 mmonb/nt), HO > 7,5 mr/an | Docdar-cBs3pIBatOmUe IMpenaparbl Ha  OCHOBE
(1,9 Mmmonb/n), wnKu HaNMMYKMe KIMHAYECKHUX | Kalblidd, BUTaMMHAa D w/uimm  Koppekuus
MPOSIBJICHUI TUITOKATBIIUEMHH KOHIIGHTpAIlMM Kalbllusi B JHAJM3HOM pPacTBOpPE
MOTYT MIPUMEHSTHCS JUTSI ITOBBIIIICHUS
KOHIIGHTpAIlMM Kallbllu B CHIBOPOTKE KPOBH,
COTJIACHO PENICHMIO JICUAITeTo Bpaya.

< 8,4 mr/an (2,1 mmons/n), HO > 7,5 mr/mn | CHU3UTH  JTO3UPOBKY WM OTMEHUTh Ipernapar
(1,9 mmomnb/nm), wnmm croiikue cumnToMbl | [uHakaneneT-AMEJIAPT.

TUTIOKAJIBITMEMUH, HECMOTPSI Ha IOIBITKH
MOBBICUTh  KOHIIGHTPAIIMIO KalbIUs B
CBIBOPOTKE KPOBH

Pexomenganuu

< 7,5 mr/an (1,9 mmons/n) wimm croiikue | Cnenyer IIPEKPATUTh IIpUeEM npenapara
CHMIITOMBI TUIOKAIBIIMEMUN u | lunakanerieT- AMEJIAPT o JOCTHIKCHUS
HEBO3MOXKHOCTH IIOBBILIEHHS JO3UPOBKM | KOHLIEHTPALUU KalblMsl B CBIBOPOTKE KPOBH
BUTaMuHa D 8,0mr/an (2,0 wMMOIB/M) W/WMAM  pa3perieHus

CHMIITOMOB I'MITOKAJIBIITMCMHH. Bo306H0BICHME
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CKOpPPEKTHPOBAHHAS  KOHIIEHTPALHUS I LATERVEAT ke
KaJIbIUsi B CHIBOPOTKE KPOBH HJIH
Pexomenaanuu

HAJIMIUEC KIHNHHYCCKHUX l'[pOHB.]'[eHI/Iﬁ
THIOKAJbIINEMHH

tepanuu npenaparom unakansuer-AMEIAPT
MPOU3BOAMUTCS B J03€, CHWIKCHHOW Ha OIHY
CTYIICHb.

Ilepexod ¢ smenkanvyemuoa Ha YUHAKAILYEMm

[Iepexon ¢ aTenKanplEeTH/Ia Ha IMHAKAIBIET U COOTBETCTBYIOIIUI IEPHOJ] BBIMBIBAHUS Y MALIMEHTOB
He u3ydanu. Jleuenne npenaparom [unakaneuet-AME/IAPT y manueHToB, paHee MOJy4YaBIIMX
STENKAIBIETH], MOKHO HAUMHATh TOJIBKO MOCJIEC MPOBEICHUS KAK MUHUMYM TPEX MOCJIEI10BaATEIbHBIX
CEaHCOB TIeMOJHalii3a C H3MEpPEHHUEM YPOBHS CHIBOPOTOUHOro Kanbliug. Ilepen HazHaueHuem
npernapara [{unakanpiierT-AMEJIAPT HeoOxomumo yOenuThCs, YTO KOHIICHTPAIUS CHIBOPOTOYHOTO
KaJIbIUsl HAXOJAUTCS B TMAia30He HOPMAJIbHBIX 3HaYeHUI (M. pa3zaensl 4.4. u 4.8.).

Kapyunoma napawumosuonuix srcenes u nepsuunblii 2unepnapamupeos

Pexomennyemas HauanbHas no3a npenapara [{unakanbuer-AMEJIAPT - 30 mr, kpaTHOCTB IIpuema:
nBa paza B cyTku. TurpoBanue no3bl npenapara llunakaneuer-AMEJIAPT crnenyer mpoBoauTh
Kaxaple 2-4 Helenu, yBeIMYUBas 03y Ipenapara cienyromum odpazom: 30 Mr aBa pa3a B CYTKU;
60 Mr nBa pasa B cyTku; 90 mr n1Ba pa3za B cyTKd U 90 Mr TpW WJIM YEThIpE pa3a B CYTKH IO Mepe
HE0OXOUMOCTH JJIsi CHIDKEHUSI KOHIICHTPAIIUU KallbIUsl B CHIBOPOTKE KPOBU JI0 BEPXHETO Mperesia
HOPMaJbHOIO JMana3oHa MWW HWkKe. MakcuMalibHas J103a, IPUMEHSBILASCSA B XOJ€ KIMHHUYECKUX
HCCIeI0BaHMM, cocTaBisiia 90 Mr mpu KpaTHOCTU IIPUEMaA YEThIPE pa3a B CYTKH.

KonnenTtpanuio Kajibliyisi B CBIBOPOTKE KPOBH CIIEAYET OMpPENEsaTh depe3 | Hememnto mocie Hayaia
Tepanuu Wiau Koppekuuu no3el npenapara [unakansuer-AMEJIAPT. C Toro moMeHra, koraa
YCTAHOBJIEHA TMOAACPKHUBAIOIIAS 1032, KOHUEHTPALMS ChIBOPOTOYHOIO KajbLMS JIOJDKHA
onpenensaThes Kaxable 2-3 mecsua. [locne TuTpoBaHus 10 MAKCUMaJIbHOM /103bl, CIIEAYET IPOBOAUTD
MEPUOANYECKUN MOHUTOPHUHI KOHUEHTPALMM KaJdbLHS B CHIBOPOTKE KpoBH. Ecnu kinmHHuYeCcKH
3HAUMMOE CHW)KEHUE KOHLEHTpPALlMM KaJlblUs B CHIBOPOTKE KPOBU HE JIOCTUIacTCs Ha
MOAJCP/KUBAIOIICH [103€, CJEAYeT pPEIINTh BOMPOC O TMPEKpPAlIeHUH TEpanuyd Mpernaparom
HuuakansreT-AMEJIAPT (cM. paznen 5.1.).

Oco0BIe TPYITIEI MAIIMEHTOB
THayuenmor noscunozo so3pacma
Pexxum 103MpOBaHUs aHAIOTHYEH PEXKUMY JO3UPOBAHUS JIJIST B3POCIIBIX.

Tlayuenmoi ¢ neyenouHol HEOOCMAMOYHOCHBIO

VY nanueHToB C IMEYEHOUHOM HENOCTAaTOYHOCThIO HE TpeOyeTcss KOPpPEeKLUMS HadalbHOM J103bI.
IIpenmapar I{unakansuer-AMEJIAPT cnenyer HasHauaTb C  OCTOPOXKHOCTBIO IAllUEHTaM C
MIEYEHOYHOM HEJ0CTAaTOUHOCTBIO CPEAHEN U TSKENoM creneHu TskecTd. HeoOXxoqumo TiarenbHoe
KJIMHUYECKOe HAOJI0/IeHNe MaIeHTa B MepHoJl Moa0opa 1036l (TUTPOBAHUS) U TPU MPOIAOIDKEHUN
Tepanuu (cM. pa3aens 4.4. u 5.2.).

eTu
[{uHakanbleT HE MTOKa3aH JJIsl IPUMEHEHUS Y JETEH.

bezonacnocts u 3dpdextuBHOCTs nnakaneuer-AMEJIAPT y nereit B Bozpacte no 18 ner He
YCTaHOBJEHBI. [laHHBIE OTCYTCTBYIOT.

Crocob npuMeHeHust
BryTps.

TabneTkn HEOOXOOMMO MPUHUMATH LEJIUKOM, HE pa3kKeBbIBas, HE pa3jaMbIBas M HE pa3feisis uX.
[Ipenapar [unakansuer-AMEJIAPT pekomenyeTcs npuHUMaTh BO BpeMs €[Ibl MJIM BCKOPE MOCIIe
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LMHAKAJIbIIETa YBEIMYMBACTCS [IPU IIPUEME Mpernapara ¢ nuieu (cM. pazzaen 5.2.).
4.3. [IporuBonoKa3aHus

e [ UNepuyBCTBUTEIBLHOCTh K ILMHAKAIBIETY WIM K JIIOOOMY M3 BCIIOMOTaTEJIbHBIX BEIIECTB,
MEepEYUCIIEHHBIX B paznene 6.1.
e ['unokanbimeMus (cM. pazzaensl 4.2 u 4.4).

4.4. OcoOble yKka3aHMs M Mepbl PeJ0CTOPOKHOCTH NPU NPHUMeHEeHHH

ChIBOPOTOYHBIN KAJIbITUN

VY B3pOCHBIX U JETCH, MPUHUMABIINX [[UHAKAIBIICT, ObLTH 3apErUCTPUPOBAHBI YIPOKAIOIIUE KUZHU
SIBIICHUSL U CIIy4al CMEPTH, CBA3aHHbBIE C TUMOKaIbIeMuel. [IposiBieHus runokaibliMeMUu MOTYT
BKJIFOYATh TIAPECTE3MH, MUAJITUH, CIIA3Mbl, TETAHHUIO U CyIopord. CHIDKEHHE KOHIIEHTPAINN KaJIbIIHS
B CBIBOPOTKE KPOBU MOXKET TaKxke yanuHATh uHTepBai QT u, Kak cleacTBUe, MPUBOIUTH K PA3BUTHUIO
KEITYIOYKOBBIX apUTMHUI Ha (DOHE TMIOKAIBIIUEMHUH. Y TAIMCHTOB, MPHHUMABIINX ITUHAKAJIBIICT,
ObUTH 3aperuCTPUPOBAHBI Cay4yau YIIMHeHus uHTepBana QT u pa3BUTHA KETyAOYKOBBIX apUTMUN
(cm. pazgen 4.8). Cnexnyer coOmionaTh OCTOPOKHOCTh MPH JICUCHUHM NAIMEHTOB C JAPYTUMHU
dakropamu pucka ymiuHenus uHTepBana QT, Hampumep, y MalMEHTOB C JAMArHOCTHUPOBAHHBIM
BPOXJICHHBIM CHUHAPOMOM yaiauHeHHoro wuHTepBasa QT wiaM y ManMeHTOB, MPUHUMAIOIIUX
JIEKapCTBEHHBIE MpenapaThl, KOTOPbIE, IO UMEIOLIUMCS TaHHBIM, YAIUHAIOT uHTepBan QT.

Tak Kak IUHAKATIBIET TOHWKACT KOHIIEHTPALMUIO KAJIBIUS B CHIBOPOTKE KPOBH, HEOOXOIMMO
NPOBOIUTH TIIATEIFHBII MOHUTOPUHI MAIMEHTOB B OTHOIICHUHM PAa3BUTHA TUIOKAIBIHEMUH
(cm. paznen 4.2). KoHueHTpauuoo Kanblids B ChIBOPOTKE KPOBU CJEIYET ONPEIENATh B TEUEHUE
1 HenenM mocye Havaa Teparuy Wik KOPPEKIUH 036l IUHAKAIBLETA.

Bspocnvie nayuenmol

JleyeHune IMHAKAIBLIETOM HE CJeIyeT BO3OOHOBJATH y MAllMEHTOB C KOHIICHTpalMed KaJbIus B
CBIBOPOTKE KPOBH (C TIONIPABKOW Ha albOyMWH) HIDKE HY)KHEW TPaHUIIBI HOPMAJIHHOTO JHAra3oHa.
Cpenu manuentoB ¢ XbII, Haxomsammxcs Ha Auain3e U MPUHUMAIOIIUX I[UHAKANBIIET, PUMEPHO
30 % manueHTOB MMENTU KaKk MHHHMYM OJHOKPATHO KOHIIEHTPAIUIO KAJIBIHS B CBIBOPOTKE KPOBHU
menee 7,5 mr/an (1,9 mmonb/i).

Tayuenmui ¢ xponuueckuil 6onesnvio novexk (XbI1), ne nonyuarowue ouanusz

[{uHakambIeT HE TTOKa3aH B3POCHBIM NanueHTam ¢ auarHo3oM XbII, He HaxoasmMMCes Ha AUAU3e.
[IpenBapuTensHbIC HCCISTOBAHUS TTOKA3aJIH, YTO Y TAIUEHTOB ¢ quarno3oM XbI1, He Haxomsmuxcs
Ha JMalii3e, BO3pacTaeT PUCK Pa3BUTHS TUIOKAIBIIMEMUH (KOHIIEHTPALIMS CBIBOPOTOYHOTO KaIbIUs
< 8,4 mr/n [2,1 MMOIB/1T]) IO CpaBHEHUIO C MAIIHEHTAMU Ha JUAJIH3€, YTO MOXKET ObITh O0YCIIOBIEHO
0osiee HU3KUM YPOBHEM HayaTbHOW KOHIEHTPAIUU KaJIbIUs W/UIU HATUYHEM OCTAaTOYHON (QYHKIIMH
TTOYEK.

Cynoporu
VY TaruMeHToB, MOJTYYaBIIMX ITUHAKAIBIET, PETUCTPHUPOBAIUCEH CIIYYad CYIOPOKHBIX IPUTIAIKOB

(cM. pazzen 4.8). 3HAYUTENbHOE CHUKEHUE KOHIIEHTPALUU KaJbIUs B CBIBOPOTKE KPOBH NMPUBOIUIIO
K CHUKEHHIO CyNOpOXXHOro mopora. [loaromy HeoOXonuM TIIATeNbHBIA KOHTPOJIb KOHIIEHTPAIUH
KaJbllUg B CHIBOPOTKE KPOBU Yy MALMEHTOB, MOJYYAIONIMX IUHAKAIBIET, OCOOCHHO HMEIOIINX
CYIOPOXKHBIE pacCTPOICTBA B aHAMHE3E.

I'mnoTeHs3us U/niK yxXyaieHne TeUeHHUs cep/IeuHON HeI0CTaTOYHOCTH

VY nanueHToB ¢ HapylieHneM (YHKIMH CepAlla perucTpUpOBAIUCH CIIydyad THIOTEH3UU W/WIH
YXYIIIEHUS TEUEHHUs] CeplAeYyHOW HEJOCTAaTOYHOCTH, y KOTOPBIX HE Mora OBITh IOJHOCTBIO
WCKJIIOYE€HA IPUYMHHO-CIIEICTBEHHAS CBSI3b C IPUMEHEHHEM I[MHAKaJIbLIETa U KOTOPbIE MOTYT OBITh
00yCIIOBJIEHBI CHYKEHHEM KOHIICHTPALUU KaJIbIUs B CBIBOPOTKE KpOBH (cM. paszen 4.8).
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MOCNEOCBL
CoueTaHHOE IPUMEHEHHE C APYTUMU JIEKAPCTBEHHEI cpez[CTpaMn NEOOE

CrenyeT ¢ OCTOPOXKHOCTBIO NMPUMEHSAThH [IMHAKAIBLET y MAIlMEHTOB, NOJIYYAIOLINX JTIO0bIE Jpyrue
JIEKapCTBEHHBIE CPEIICTBA, KOTOPHIE TOCTOBEPHO CHMKAIOT KOHLIEHTPALMIO KAJIbLUSA B CHIBOPOTKE
kpoBu. Heo0xo1uM TIaTenbHbIi KOHTPOJIb KOHIEHTPALUU KaJlblHs B CBIBOPOTKE KPOBH (CM. pa3zaein
4.5).

HaHI/IeHTbI, Mnojaydyaromue HOUHAKaJIbOCT, HCE MOOJDKHBI II0JIYy4YaTb OTCIKAJIBUCTHUA, IIOCKOJIBKY
OJHOBPEMCHHOC INIPUMCHCHHE OTHUX ABYX IIp€IaparoB MOXKET MNPHUBOAWUTHE K PA3BUTHIO TSOKEIION
TUIIOKAJIbIIUCMHUU.

Oo6uwme
IIpu nocrossHHOM noxpasneHuu yposHs IITI B 1,5 paza Huke ypoBHSI BEpXHEH I'paHULBI HOPMBI 110

pesynbraram anainuza ullTT, MmoxeT pa3BuThcsa aguHaMuueckas 6o1e3up koctr. Eciu yposens [1TT
CHU3HUTCS HUKE PEKOMEHJYEMOTO JMara3oHa y MalUeHTOB, MOJYYAIOMIMX IIMHAKAIBIET, CIEIYET
CHU3UTH 03y LIMHAKAJbIETa U/UIIM BUTaMUHa D, UM peKkpaTuTh TEParuio.

YpOBEHB TECTOCTEPOHA

VYpoBeHb TeCTOCTEpOHA YacTO OBbIBa€T HIKE HOPMBI Yy MAIlMEHTOB C TEPMHHAIBHOM CTaguei
noyeuyHoil HenocrtarouHoctu (TCIIH). JlaHHblE KIMHMYECKOTO HCCIEIOBAaHUS, BKJIIOYABILErO
B3pocibix manuentoB ¢ TCIIH, u Haxondmmxcss Ha AUanu3e, MoKa3aid, YTO YPOBEHb CBOOOIHOTO
TECTOCTEepOHa CHUXajcs B cpenueM Ha 31,3 % y manueHToB, MPUHUMAIOIINX [IWHAKAIBIIECT, U Ha
16,3 % y mamueHToB B rpymme Miamnedo uyepe3 6 mecseB mocie Hayana Tepanuu. OTKpbITas
npoieHHas (pa3a TaHHOTO UCCIIEIOBAHMUS HE TT0Ka3aia JaTbHEHIIEr0 CHIKEHHSI YPOBHS CBOOOTHOTO
1 O0IIEero TECTOCTEPOHA y MAIMEHTOB 3a 3- JIETHU MepHOJ JeueHUs [IMHaKanblieToM. KnuHudeckas
3HAYMMOCTb CHM)KEHUSI YPOBHS CHIBOPOTOUHOT'O TECTOCTEPOHA HE YCTAHOBJICHA.

[leuenouHas HEAOCTATOYHOCTh

[TockoynbKy KOHIIEHTpalUsl IIMHAKajdblleTa B IUIa3M€ KPOBM Yy TAIMEHTOB C IEYCHOYHOU
HEJOCTAaTOYHOCTBIO CpeaHel M Tshkeynon creneHu (mo kimaccudukanuu Yaina-I1e10) Moker ObITh
BhIIIE B 2-4 pa3a, y TaKUX MAIMEHTOB IIMHAKAIBIET CJIEIYET MPUMEHITh C OCTOPOKHOCTBIO, U BO
BpeMS JIeUeHUS HeOOXOIUM TIATeNIbHBII MOHUTOPHHT (cM. pa3aenst 4.2 u 5.2).

BcnomorarenbHbie BeleCcTBa

Hampuu

JlaHHBIN JTeKapCTBEHHBIN Tpenapar couepkuT Menee 1 Mmoib (23 Mr) HaTpus Ha pa3oByIO J03Y, TO
€CTb, 110 CYTH, «HE COIEPKUT HATPUSI».

4.5. B3aumojeiicTBue ¢ [JpPYrMMHU JIeKAPCTBEHHBIMH TMpenapartamMM ¥ Jpyrue BUAbI
B3anMOAeHCTBUA

.HeKaDCTBCHHI)IG IIpernaparbl, JOCTOBECPHO CHUKAIOMIMEC KOHIICHTPAIINKO KAJIBIINA B CBIBOPOTKE KPOBU
OnHOBpeMEeHHOE MPUMEHEHHUE [TMHAKAIbIETa C JPYTUMHU JICKAPCTBEHHBIMU TperaparaMu, KOTOPhIe
AOCTOBEPHO CHHXXAIOT KOHICHTPAIMIO KaJbOWSA B CBIBOPOTKE KPOBHU, MOXKCT IIOBBICUTH PUCK
pa3BUTUS TUHOKAIbIMeMuN (cM. paznen 4.4). IlanuenTsl, monydaronme UHAKANIbIET, He JOJKHBI
MOJTY4aTh dTEIKAIbIETU T (cM. pasaen 4.4).

BiusiHue Apyrux geKapCcTBEHHBIX IPENaparoB HAa IMHAKAIBIET

[unakanprier yactuano Metabommsupyercs u3zopepmerToM CYP3A4. OmHOBpeMEHHBINM TpHEM
200 Mr keTokoHa3osa JBa pa3a B AeHb (MomHbli nuHruoutop CYP3A4) npuBoaml K MOBBILICHUIO
KOHIIGHTpAIlMM I[MHAKaJlblleTa MpUMEepHO B 2 pa3za. MoxeT noTpeOoBaThCs KOPPEKLUs I03bI
LMHAKAJbIIETA, €CIM MalUEHT, MOIYYaonui UHAKAIbLIET, HAYMHACT WM NPEKPAILaeT TEeparuio
MOIIHBIM HHTHOUTOpPOM (HampuMep, KETOKOHA30J, MTPAaKOHA30J, TEIUTPOMHUIMH, BOPUKOHA30,
PUTOHABHP) WIM UHAYKTOPOM (HarpuMep, pudaMmuiut) 3Toro pepMeHTa.

JlaHHble, TOTy4YEHHbIE TPU IPOBEACHUN KCTIEPUMEHTOB i1 Vitro, yKa3bIBalOT Ha TO, YTO IUHAKAJIBIIET
gacTUyHO MeTabonmusupyercs uszopepmentom CYPIA2. Kypenue crumynupyer akTUBHOCTb
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Hekypsmux. Dpdexkr uarndbutopoB CYPIA2 (manpumep, ¢iyBokcamuH, HUNPO(IOKCAIIMH) Ha
IJ1a3MEHHbIE KOHIEHTPALlMU [IMHAKableTa He u3ydaics. Moxer norpeboBarbcst KOPPEKIUS 103bl,
€CIM BO BpEMsl TEpaluy IMHAKAJIBLETOM I[AlMEHT HAaYMHAET WM IPEKpAlaeT KypeHue, Wi
HaYMHACT WY MIPEKpaIiaeT OJHOBPEMEHHBIN MTpUeM MOIIHBIX HHTHOuTOpoB CYP1A2.

Kanvyus xapbonam
OnHOBpeMEHHOE MPUMEHEHHE Kajbllus KapOoHara (omHOKpaTHas go3a 1500 mr) He H3MEHSI0
(apMaKOKWHETHKY [IMHAKAJIbIIETA.

Cesgenamep
OpnoBpemeHHoe npumeHeHue cerenamepa (2400 Mr Tpu pasza B JieHb) HE OKa3bIBAJIO BIMSIHUS Ha
(hapMaKOKMHETHKY LIMHAKAJIbIETA.

Ilanmonpa3zon
OnHoBpeMeHHOE TMpHUMEeHeHHe maHTonpasona (80 Mr oauH pa3 B JIeHb) HE M3MEHSIIO
(hapMaKOKWHETHKY ITMHAKAJIBIETA.

BiusHue nuHakanplieTa Ha Apyrue JeKapCTBEHHbIE TPenaparhl

Jlexapcmeennvle npenapamsi, memadonusupyrowuecs usopepmenmom P450 2D6 (CYP2D6)
[unakanpieT sBasercs MomHbIM HHruoOuTOpoM CYP2D6. MoeT nmotpe6oBaThCsi KOPPEKIHS 103
OJTHOBPEMEHHO TMPUMEHSAEMBIX JIEKAPCTBEHHBIX CPEACTB, B OCOOCHHOCTH UCIOJb3YEMbIX B
WHIUBUAYAIBHON TUTPYEeMOW J03€ U OONaJaIIuX Y3KHUM TEPareBTUYECKUM HHJIEKCOM,
npeuMyIiecTBeHHO MeTtabommsupyrommxcss CYP2D6  (manpumep, ¢uexkaunua, mpomnadeHoH,
METOIPOJION, Ie3UNPAMUH, HOPTPUITHIINH, KIOMHUIIPAMUH ).

Jezunpamun

OnnoBpeMeHHBIN TpueM 703bl 90 Mr IMHaKajabplieTa OAWH pa3 B JiIeHb ¢ 50 Mr ne3unpaMuHa,
TPUIMKINYECKOTO aHTHICTIPECCAHTa, MPEUMYIIECTBEHHO MeTadbommsupytomerocs CYP2D6,
3HAYUTENHFHO TOBBINIAT YPOBEHb ASKCHO3UIMH ne3unpamuHa (3,6 paza) (90 % moBepuTenbHBIN
untepsan 3,0; 4,4) y naiiueHToB ¢ akTUBHBIM MeTaboiausmoM CYP2D6.

Lexcmpomemopgan

MHorokparHelii pueM nuHakainblera B qo3e 50 mr yeennuuBan AUC pexkcrpomeropdana mpu
npueme B go3e 30 mr (merabonusupyemoro npeumymiectBeHHO CYP2D6), B 11 pa3 y ObICTpbIX
MeTtabonmzaropoB CYP2D6.

Bapgapun

MHOroKkpaTHelii TEepopajbHBId NpHUEM IMHAKaIblieTa HE BIUSUI Ha (QapMakOKMHETHKY WU
¢dapmakonuHamMMKy BapdapuHa (M3MEpsUICh NPOTPOMOMHOBOE BpEMs M aKTMBHOCTH (pakTopa
cBepThiBaHus kpoBu VII).

OtcyrcTBUE BIMSHHS IIMHaKanblieTa Ha (hapmakokuHeTUKy R- u S- BapdapuHa u orcyrcTBHE
ayTOMHAYKIIMH (DEPMEHTOB Y MAIIMEHTOB MTOCJIE MHOTOKPATHOTO IIpHeMa Ipernapara yka3blBaeT Ha TO,
yTO0 HUHaKanbleT He sBiseTcss uHAYKTopoM CYP3A4, CYP1A2 unn CYP2C9 y uenoseka.

Muoasonam

OnHOoBpeMeHHOE TpHMEHeHue IHakanbiera (90 Mr) W mepopalibHOrO Mmujaazonama (2 Mmr),
cyocrpara CYP3A4 u CYP3AS, He Bamsusio Ha (apMakOKMHETHKY MHJa3oilaMa. JTH JaHHbIE
yKa3bIBaIOT HAa TO, YTO IIMHAKAJIBIET HE BIUsAET Ha (PApMAKOKMHETHUKY KIacca JIeKapCTBEHHBIX
npenaparoB, Metabommupyromuxcsi CYP3A4 wu  CYP3AS, Takux Kak  HEKOTOpHIC
MMMYHOJIETIPECCAHTBI, BKIIIOUAsl IUKJIOCTIOPUH U TAKPOJIUMYC.

4.6. PepTUIBLHOCTDH, 0EPEMEHHOCTD U JIAKTALMS

bepemeHHOCTD
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HKCIEPUMEHTaX Ha XKMBOTHBIX HE OBUIO BBISBICHO MPSMOTO OTPHILATEIHLHOTO BO3JEHCTBHS Ha
TeueHHe OepeMEHHOCTH, POLOB WJIM IOCTHaTalibHOEe pa3BuTue. He ObUIO Takke BBIABICHO HHU
SMOPHOTOKCHYECKOTO, HA TEPATOT€HHOT0 JACHCTBHSI B XO/I€ SKCIIEPUMEHTOB Ha OEPEMEHHBIX CaMKax
KPBIC U KPOJIMKOB, 3@ UCKIIIOYEHUEM CHUXKCHMS MAacChl Teja IIOLOB Y KPBIC IPHU UCIOJIb30BAHUU
TOKCHYECKHX 103 y OepeMeHHbIX caMoK. [Ipym OepeMEeHHOCTH IMHAKaJbLET CIEAYeT MPHUMEHSTh
TOJIBKO B T€X CIIy4asix, €CJIM IMOTECHIMAJIBbHAS 110JIb3a ONPAaBAbIBACT IOTCHIIMAIBHBIM PUCK IS ILI0JA.

JlakTanms
Jlo Hacrosiiero BpeMEHHM HE W3y4Y€Ha BO3MOXKHOCTh MPOHHUKHOBEHHS ITMHAKAJbIIETa B TPYIHOE

MOJIOKO. [{MHaKanbueT BBIBOAUTCS C IPYIHBIM MOJIOKOM KOPMSILUX KpPBIC, IIPH 3TOM OTMEYAETCA
BBICOKOE€ COOTHOLICHME KOHLIEHTPALIMM B MOJIOKE K KOHILIEHTpauuu B mazMe. Ilocie tmarenpHoOM
OLIEHKM COOTHOIICHHSI PHCK/TIONbB3a, CIEAYeT MPHHATH pPEUICHHE O MPEeKpPalleHud TPYIHOTO
BCKapMJIMBaHHs WX [IPUEMa [IUHAKAJIBLIETA.

DepTIILHOCTD
Knunuyeckue naHHble 10 BIMSHUIO [UHAKajdblleTa Ha (EpPTUIBHOCTh OTCYTCTBYIOT. B
IKCIIEPUMEHTAX HA KUBOTHBIX U3MEHEHUH (epTUIIHPHOCTH HE YCTAHOBJIICHO.

4.7. Biusinue Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CpeACTBAMH M pPadorarb C
MeXaHU3MaMHU.

VY manueHToB, MOMYYaBIINX I[IMHAKAIIBLET, PErHCTPUPOBAIKCH CIy4al TOJIOBOKPYKEHHUS U CYIOpOT,
KOTOpBIE CITOCOOHBI OKa3bIBaTh CEPbE3HOE BIHUSHHE HAa CIOCOOHOCTH YMPABIATH TPAHCHOPTHBIMU
CpeICTBaMH WU paboTaTh ¢ MeXxaHu3MaMu (cM. paszaen 4.4).

4.8. HexennateibHbIe peaKkuMu.

Pesrome npoduis 6e3omacHOCTH

Bmopuuneiii  cunepnapamupeos,  kapyumoma — napawumosuOHuIX — dcene3 U NePEUUHBIIL
aunepnapamupeos

CormacHO HWMECIOIIMMCST JIaHHBIM Y  Tal[ACHTOB, TOJYYAIONIMX I[MHAKaJbIleT B IuIamnebo-
KOHTPOJIUPYEMBIX  HMCCJCIOBAHUSAX W  HEKOHTPOJMPYEMBIX  HCCICIOBAaHUAX,  Haubosee
PacipoCTpaHCHHBIMU HEKEIATCIIbHBIMU PCAKIUAMHA 6I)IJ'II/I TOOIHOTAa M PpPBOTA. Y 6OJ'II)HII/IHCTBa
MAIMEHTOB TOIIHOTA U PBOTA OBUIH JIETKOM WJIM CPEHEH CTENEHH TSHXKECTH M HOCHIIM MPEXOISIIHNA
xapaktep. [IpyanHamMu OTMEHBI Tepamuu BCIIEICTBUE HEXenareabHbIX 3((EKTOB ObUIH, TIIABHBIM
00pa3oMm, TOIIHOTA U PBOTA.

TabnuuHOE pe3roMe HeKeTATEeNbHBIX PEaKINi

Jlasee mepeyrcieHbl HEKeNaTelbHbIe PEaKIHH, KOTOpbIe MO pe3ylbTaTaM aHain3a MPUYHHHO-
CIIC/ICTBEHHOM CBSI3M Ha OCHOBE YOEIUTEIBHBIX JOKA3aTeIbCTB ObLIM PACIIEHEHBI KaK, 10 MEHBIIIEH
Mepe, BO3MOKHO CBSI3aHHBIE C TepamWedl IMHAKAIbIIETOM B IUIAe00-KOHTPOIHPYEMBIX
HCCICOOBAHUAX WU HEKOHTPOJIUPYEMBIX HCCICAOBAHUAX, C UCIIOJIB30BAHUEM CHe)IYIOHIeﬁ Tpaganuu
4acTOTh: OueHb 4acto (>1/10); gacto (>1/100, HO <1/10); Hewacto (>1/1000, HO <1/100); pemxo
(>1/10 000, o <1/1000); ouensr peaxo (<1/10 000) mnm dYactoTa HEW3BECTHa (Ha OCHOBAaHUU
HUMEIOIIMXCS TAHHBIX OICHUTh HEBO3MOYKHO).

CucreMHO-OpraHHblii Kjace Yacrora HexenareJbHas peakuus
Hapymenuss co  cTOpoHBI Yacro* Peakuyy runepuayBCTBUTEIBHOCTH
VIMMYHHOH CHUCTEMBI

Hapymenust merabonusma u Yacto AHOpEKCHsl, CHIKEHHUE alleTUuTa
NIUTaHUs
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CHCTeMHO-OpTaHHbIH Kiace Yacrora Heateharenpnas peaxnus -~ - " 3)
Hapymenuss co  cTopoHbI Yacto CynopoxxHblie npUnaaKu™*,
HEPBHOW CUCTEMBI TOJIOBOKPYKCHME, IapecTe3us, TI'OJIOBHAs
6011b
Hapymenust co croponsl | Heusectno* | Vxymienue TEYECHUS CepIeYHOU
cepaua HEJIOCTaTOYHOCTU™*, yNJIMHEeHne MHTepBaia
QT wum xemymouxoBast apuTMus Ha (¢oHE
TUIIOKAJIbIIAEMUN * *
Hapymenus co  cTOpoHBI Yacto l'unorenzus
COCYIIOB
Hapymenus co  cTOpOHBI Yacto WNudexnus BepXHUX ABIXaTEIbHBIX IMYTEH,
JbIXaTeIbHON CUCTEMBI, JUCITHO?, KallleIb
OpraHOB TPYJHOM KIETKH U
CPENOCTEHHUS

Hapymenuss co croponsl | Ouenb yacto | TomHoTa, pBoTa
KEITyAOYHO-KUIIEYHOTO

TpakTa Yacto Hucniencusi, quapesi, 00 B )KUBOTE, OOJIU B
SMUTacTPUH, 3a10P

Hapymenuss co  CTOpOHBI Yacto KoxHbIe BBICHITIAHHS

KOKH ¥ TTOJIKOYKHBIX TKaHEH

Hapymenuss co  CTOpOHBI Yacto Muarusi, MbIIIEYHBIE CIIa3Mbl, 00JIb B CITMHE

MBIIICYHOM, KOCTHOM u

COCIMHUTEIIbHOM TKaHH

Oo6mue HapPYIICHUS u Yacro AcTeHus

pEaKIiK B MECTE BBEIACHUS

JlaboparopHbie u Yacto lumokanprmemus**, TUTIEPKATTUEMUS,

WHCTPYMEHTAJIbHbIE TaHHBIC CHID)KEHHE KOHIIEHTPAIIMH TECTOCTEPOHA

** - cMm. pazgen 4.4.
* - cM.pazzmen

Onucanue OT/IeAbHBIX HEXKEJIATeNbHbIX PeaKuil

Peaxyuu cunepuyecmeumenvrnocmu

[Ipy mnpuMeHeHMM UUHAKalblleTa B PYTMHHOM TpPaKkTUKEe ObUIM  BBISBICHBl  pEaKlUu
TUIIEPYYBCTBUTEIBHOCTH, BKJIIOYAIONIUE AHTMOHEBPOTUYECKUH OTEK M KpanuBHULY. Yacrtora
Pa3BUTHS OTJENIBHBIX PEaKIUil, BKIIOYasi aHTHOHEBPOTUUECKUM OTEK U KPAITMBHUILY, HE MOXKET OBIThH
OLICHEHA HAa OCHOBAHWM UMEIOLIUXCS TaHHBIX.

T'unomensus u/unu yxyouieHue medenusi cepoedHou HedOCMamoyHOCmu

Y ManMeHToB C CEpPACYHOM HEJOCTAaTOYHOCTHIO, NPUHMMABIIMX IIMHAKAIBLET, B XOIe
MOCTPETUCTPAIIIOHHOTO HAOMIONCHNsT 32 0€30MacHOCThIO, PETHCTPUPOBAIICH OTIENBHBIC CITydan
UIMOCUHKPA3HUUECKHEe THUIMOTEH3UH W/WIM YXYAIICHWE TEUeHUs CEepJAeYHON HEeI0CTaTOYHOCTH,
9JacToTa Pa3BUTHS JAHHBIX CITydacB HE MOXKET OBITh OIlEHEHA HA OCHOBAHWH MMCIOIUXCS JTaHHBIX.

Yonunenue unmepsana QT u dcenyooukosvie apummuy Kaxk c1edcmeue cUnoKaibyuemMun

[Ipy nmpuMeHEeHHH LMHAKalblleTa B PYTMHHOW MpakTUKe ObUIM BBIABIEHBI Clydyau YIJIMHEHUS
untepBana QT u >KeTyIOYKOBOH apUTMHM, BO3HHUKIINE BCIEACTBUE THIOKAIBIIMEMHUH, OTHAKO
qaCToTa pa3sBUTUA TaKUX HapymeHI/Iﬁ HE MOXCET 6BITI) OLCHCHA HAa OCHOBAHUU UMCIOIIINXCA JaHHBIX
(cMm. paznmen 4.4).

eTu
[{uHakanblleT HE TNOKa3aH K MPUMEHEHHUIO B TMEIUaTPUYECKOM NpakTUke. B KIMHUYeckoM
WCCTIEIOBAHUH C YYaCTHEM JIeTeH OBLI 3apeTHCTPUPOBAH JICTATBHBIN MCXOM y TAIMEHTA C THKEION
TUIIOKAIbI[UEMUEH.
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Coo011eHne 0 MOA03PEBACMbBIX HEeKEIATSIbHBIX PEAKIIHMIX \ nocn E":l'l"" BATENBHOCTE 0003 !

BaxxHo coobmare O IOH03PEBACMBIX HEKENATENBHBIX PEAKIMAX II0CJIe  PErHCTpaluu
JIEKApCTBEHHOI0 IIpenapara ¢ Lelbio 00ecHneueHHs] HEeNpepbIBHOIO MOHMTOPUHIA COOTHOLIEHHUS
«T0JIB3a - PUCK» JIEKAPCTBEHHOTO Mpenapara. MeAUIUHCKUM pabOTHHUKAM PEKOMEHTyeTCsl COO0IIaTh
0 JIOOBIX TIOI03PEBAEMBIX HEKENATENbHBIX PEaKLUUsAX JIEKAPCTBEHHOIO IIpernapara 4depes
HAIlMOHAJIBHBIE CHUCTEMBbl COOOLICHHS O HEXEJaTeNbHBIX pEeaKIUsIX TOCylIapcTB - YICHOB
EBpa3uiickoro 3KOHOMHUYECKOTO COH03a.

Poccuiickas ®enepanus

OenepanbHas ciryx0a Mo HaA30py B cepe 3ApaBOOXpaHEHUS.

Anpec: 109012, . Mocksa, CiiaBstHCKast IJ101ajib, 1. 4, cTp. 1.

Tenedon: +7 800 550 99 03

DnexTpoHHas nmoura: pharm@roszdravnadzor.gov.ru

Caiit B WH()OPMAIIMOHHO-TEJICKOMMYHUKAIITMOHHON cetn «HTEepHET:!
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CuUMITOMBI
J1o3b1, TUTpOBaHHBIC 10 300 MI OJIMH pa3 B JICHb, HA3HAYAIM B3POCIBIM MAllMEHTAM, HAXOISIIAMCS
Ha JUajan3e, IpU 3TOM HEKEaTeNIbHbBIX SIBJICHUI HE OTMEYaIOCh.

Hepe,I[OSI/IpOBKa MUHAKaJIbIICTOM MOKCT IIPUBCCTU K I'MITIOKAJIbIIUCMHU.

Jleuenune

B cnyuae mepemo3upoBKH Y MAIMEHTOB CIEAYEeT KOHTPOJIUPOBATH KOHIIEHTPALMIO KaJbIHs, IJIS
CBOEBPEMEHHOTO BBIABICHUS THUMOKaIbMeMUU. CreayeT MpOBOIUTH CUMNTOMATHYECKYI0 U
MOJACPKUBAIONIYIO Tepanuio. [I0CKONbKy CTeneHb CBA3BbIBAHUS LIMHAKAJIbIETa ¢ OEIKaMH BBICOKas,
TeMOJIUAIIN3 TIPH NIEPEI03UPOBKE HE IPHEKTHBEH.

5. DPAPMAKOJIOT'MYECKHUE CBOMCTBA
5.1. ®apmakoaMHAMHYeCKHEe CBOMCTBA

dapmakoTepaneBTU4YeCcKas rpymnmna: CpEICTBa, peryaupyromme o0MeH KaJIbLUS;
aHTUIapaTUPEOUIHbIE CPEJICTBA; APYrHe aHTUIIAPaTUPEOUTHBIE CPEICTBA.

Koxg ATX: HOSBXO01

Mexaun3M JIEUCTBHS

Kanbuuil-uyBCTBUTENBHBIE PELENTOPBI, HAXONAIIMECS HAa IOBEPXHOCTH IIABHBIX KJIETOK
MApPAIIATOBUAHON >KEJE3bl, SBIISIIOTCS OCHOBHBIMH PETYISATOPAMH CEKPELUU MapaTUpPEOUTHOTO
ropmoHa (IITT). I[lunakaneier o6namaeT KaabIUMHUMETHUYECKHM JCWCTBHUEM, HEMOCPEACTBEHHO
cHmwxkaromuM ypoBeHb [ITT, moBeIas 4yBCTBUTEIHHOCTh JAHHOTO PELENTOPA K BHEKJIETOUHOMY
kanpuuio. CHkenue koHueHtpauuu [T compoBokgaeTcs CHUMKEHUEM CONEp KaHUsl KajdblUs B
CBIBOPOTKE KPOBH.

CHuxenue ypoBHs IITI koppenupyeT ¢ KOHLIEHTpalMel HUHAKaIbIETa.

ITocne AOCTHIKCHUSA PABHOBCCHOI'0 COCTOSHUSA KOHLCHTPALUA KaJIbIHUA B CBIBOPOTKE OCTACTCA Ha
MMOCTOAHHOM YPOBHC B TCUCHHEC BCCTO MHTCPBAJIa MCXKIY IIPUCMAMU IIpCriapara.

Bropuunblil THIIEpIIapaTupeos

Bspocnvie nayuenmeot

TpI/I KIIMHUYECKUX HCCIICOOBAHUA HpO)IOJ'DKI/ITCJ'H)HOCTI)IO IIECTh MCECCALCB (}1BOI7IHBI€ CJICIIBIC,
1ae00-KOHTPOIMPYEMbIe)  BKIIOYAIM MAlMEHTOB C TEPMHUHAIBHOW CTaguell MOYedHOU
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Henoctarounoctu (TCITH), Haxomsmuecs: Ha TUATU3E, C Hexégrponlrpf;]émdu dJUpFIOfr BTOPUYHOTO

runeprnaparupeo3a (1136 manumentoB). [lemorpaduyeckne W HCXOIHBIE XapaKTEPUCTHUKH OBLIN
TUMUYHBIMU JIJIS TOMYJISILUY MTALIUEHTOB ¢ BTOpUYHbIM Turnepnapatrupeo3oM (I'TIT), naxoasmuxes Ha
nuanuse. CpeHre HaYalIbHbIE TTOKA3aTeNN KOHIEHTPAIIMU UHTAKTHOTO MapaTUPEeOrJHOTO TOPMOHA
(ulIITT) B TpexX KIMHUYECKHUX HUCCIENOBaHMIX cocTaBisuin 733 u 683 nir/min (77,8 u 72,4 mMouib/in) B
rpynmnax MHaKalIbleTa U 11amnedo COOTBETCTBEHHO, 66 % MaleHToB NpUHIUMa Il BUTaMuH D niepen
BKIJIIOYEHHEM B uccienoBanue, U > 90 % mpuHUMAaIH JIeKapCTBEHHBIE MpenapaThl, CBSI3bIBAIOIINE
docdarel. YV ManuMeHTOB, MPHUHUMAIONIUX [HWHAKAIBIET, OTMEYAIOCh 3HAYUTEIHHOE CHIKCHHE
ypoBHs ullTI, kaneuus u pocdopa B CBIBOPOTKE, KanbIui-hochopHoro npoussenenus (Ca x P) mo
CPaBHEHHMIO C MAalMEHTaMU B TpyHIe IJanedo, KOTOphIE MOJMydald CTAaHIAPTHYIO TEpanuio, H
pe3ynbTaThl OBLIM COMOCTAaBUMBI BO BCEX TPEX HCCIENOBAaHUAX. B KaXKIOM U3 3THX HCCIIEIOBaHUN
MepBUYHAS KOHEUHAs TouKa (1osst marueHToB ¢ ypoBHeM ulITT < 250 nr/mi (< 26,5 nMoinb/)) Obl1a
nocturayra y 41 %, 46 % u 35 % nauueHToB, Moy4arouux [UHAKAIbLET, B cpaBHEHUHU € 4 %, 7 %
1 6 % manueHToB, nonydaromux mianeto. [IpumepHo 60 % nanueHToB, MOTYYarONUX [IMHAKAIBIIET,
nocturn camkenus ypoBHs UIITI > 30 % wu nansbIi ddexT HabIogaNCs M0 BCEMY CIEKTPY
ucxonusix ypoBHeil ullTI. Cpennee cHuxeHre cbIBOPOTOUHBIX YpoBHeH Ca x P, kanbius u pocdopa,
cocrasisuio 14 %, 7 % u 8 %, COOTBETCTBEHHO.

Cumxenne konuentpauuu ullTI u Ca x P noanepxuBasioch Ha IPOTsSKEHUU 12 MecsleB Tepanuu.
Hunakanser cHmkan ypoenb ulITI, xameius u ¢pocdopa u Ca x P, He3aBUCHMO OT HAYaJIbHOTO
ypoBHs ullTl" wnmu Ca x P, pexuma auanuza (NEpUTOHEANbHBIH AHANU3 1O CPAaBHEHUIO C
reMOJINAJIN30M), IPOIOJKUTEILHOCTH IMaIN3a, U OT TOrO, IPUMEHSJICS UM HET BUTaMuH D.

Camwxenne ypoBHs [ITI accoummpoBanoch ¢ HE3HAYUTENBHBIM CHUKEHHEM YPOBHS MapKepoB
KOCTHOrO MeTabonu3ma (cnenuduyeckod KOCTHOM IenoyHod ¢Qocdaraszpl, N-Tenonentuaos,
OOHOBIJICHHS KOCTHOH TKaHHM M KOCTHOTO (uOpo3a). [Ipu mpoBeqeHnn peTpoCHeKTHBHOTO aHaIn3a
IIyjla JaHHBIX, C06paHHI>IX mo utoraM 6 U 12-MecsTUHBIX KIMHUYECKUX PICCJIGI[OB&HI/Iﬁ, C IIOMOIIBIO
merona Kammana-Meiiepa, moka3zarenn KOCTHBIX IIEPEIOMOB M ITAPaTHPEONIPKTOMUN OBUIN HUKE B
IpyNIe UHAKAIBILETA 10 CPABHEHUIO C KOHTPOJIBHOU IPYIIIION.

[IpenBapuTenbHble UCCIEIOBAHUS B OTHOIIEHUH MALlMEHTOB, CTPAIAIOLINX XPOHUYECKOH 00JI€3HBIO
noyek (XBII) u BropuyHbIM runeprnaparupeo3oM, He HaXOASIIUXCS Ha JUalli3e, YKa3blBaloT Ha TO,
YTO LIMHAKaJIbLEeT cHUKa ypoBeHb [ITI TouHO Takke, Kak y MallMeHTOB ¢ IMarH030M TEPMUHAIBHON
ctaauu noueuHoit Hepoctarounoctu (TCITH) u Bropuunom I'TIT, Haxonsmuxcst Ha auanuze. OHAKO
JUI TIAI[MeHTOB B NPEAMAIM3HONW CTaJMM MOYEYHON HEJOCTaTOYHOCTH HE ObUIM YCTaHOBIIEHBI
3¢ deKTUBHOCTD, 0€30aCHOCTh, ONTUMAJIbHBIE TO3UPOBKH U II€JIeBble 3HAYEHUs Tepanuu. /[aHHbIe
HCCIIE0BAHMs MOKa3aiu, 4ro y nanueHToB ¢ XbII, He Haxondmmxcs Ha AMANU3€ U MOJMy4YaroLUX
LMHAKAJbIET, CYIIECTBYEeT OONbIIMNH PpPUCK pa3BUTHUA THUIOKAJIBIUEMHH 110 CpPAaBHEHHUIO C
HaxXOIALIMMUCS Ha TUAIN3€ MalMEeHTaMH ¢ TEPMUHAJIBHOM CTaAue MOYEYHON HEIOCTaTOYHOCTH,
MOJIyYaAIOLMMHU  I[[UHAKAJIbLIET, YTO MOXET ObITh OO0yCIIOBI€HO O0ojiee HHU3KOW HavyaJbHOU
KOHLIEHTpAIMeN KalbliKs U/UIK OCTaTOYHON (PYHKIIMEH MoYeK.

UccnenoBanne EVOLVE (Evaluation Of Cinacalcet Therapy to Lower Cardiovascular Events —
OLICHKAa Tepanmuu IUHAKAIBIIETOM JMJi CHIDKEHUS 4YacTOThl CEPACYHO-COCYIUCTBIX COOBITHIN)
MPEJCTaBIsuI0  co00M  paHJIOMH3UPOBAHHOE JBOWHOE CJENOoe KIMHUYECKOE HCCIEOBaHUE,
OLIEHUBAIOIIIEE CHIDKEHHE PUCKa OOIIed CMEPTHOCTH M CEp/IeYHO-COCYIUCTBIX OCIIOKHEHMH MpU
MIPUMEHEHNUH [IMHAKAJIbLIeTa [0 CpaBHEHHUIO ¢ myanedo y 3883 manuenTos ¢ BropuunbM ['TIT u XbBII,
HaXOIAIIMXCs Ha auanuse. McciaenoBaHue He HOCTUIVIO MEPBUYHOMN IENH — MPOJEMOHCTPHPOBATH
CHIDKEHHE pPHUCKa OOIIel CMEPTHOCTH WJIM CEepAEYHO-COCYIHCTBIX COOBITHH, BKIItOYash MHQapKT
MHOKap/a, TOCMUTATN3AIUIO TI0 TOBOAY HECTAOUIILHOM CTEHOKAPANUHU, CEPACYHYIO HE0CTaTOYHOCTh
unu 3aboneBanuii nepudepuyeckux cocyaon (OP 0,93; 95 % AU: 0,85, 1,02; p = 0,112). Ilocne
MOMPaBKM Ha HCXOJIHBIE XapaKTePUCTHKU BO BTOpUYHOM aHamuze, OP mns mepBuyHOU
KOMOMHHPOBAHHON KOHEYHOM Touku coctasuio 0,88; 95 % JIU: 0,79, 0,97.

KaDHI/IHOMa NapanuTOBUIHBIX JKeJIe3 U MEPBUYHLIN TMIEpIapaTupeos.
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OCNEOOBATENEHOCTE 0003
B omnom uccnenoBanuu 46 B3poCibIX MarMeHToB (29— ¢ Kapﬁlljlﬂomgn%a TATOBUIHEIX JKEITE3. U

17 — ¢ nepBuunbM I'TIT u TspKenol runepkaabIUEMHUEN, Y KOTOPbIX MapaTUPEOUISKTOMHUS HE Aajia
pe3ybTaToOB UM ObUIa MPOTUBONOKA3aHAa) MOMyYall IUHAKAJIBIET 10 3 JeT (B cpenHeM — 328 aHeit
JUTSI TIALIMEHTOB C KapLIMHOMOM MapaniuTOBUAHBIX kKene3, u 347 THel — JIsl MallueHTOB C EPBUYHBIM
I'TIT). Hurakaneier npumensiics B go3ax ot 30 mr (2 paza B cytku) 10 90 mr (4 pa3a B CYTKH).
[TepBMYHOI KOHEYHOM TOUKOM B IAHHOM MCCJIEA0BAHUH SBISJIOCh CHUKEHUE KOHLEHTPALIMU KaJIbLHS
B CBIBOPOTKE KpoBH > 1 mr/mi (> 0,25 mmonb/i). YV marueHToB ¢ KapIMHOMOM IMapaIiuTOBHIHBIX
JKeJie3 CPeAHss KOHIICHTPAIUs KalblUs B CBIBOPOTKE KPOBH CHUKanach ¢ 14,1 mr/mi no 12,4 mr/an
(c 3,5 mmoaw/a 1o 3,1 MMoIb/iT), B TO BpeMs Kak y nanueHToB ¢ nepBuvHbIM [ TIT koHUeHTpanus
KaJIbIUs B CBIBOPOTKE KPOBU CHUXkanack ¢ 12,7 mr/mn no 10,4 mr/mn (¢ 3,2 MMoutb/1t 10 2,6 MMOJTB/IT).
VY 18 u3 29 nauuenTos (62 %) ¢ kKapuMHOMOM MapalUTOBUIHBIX kele3 U 15 u3 17 nanuentos (88 %)
¢ nepBuvHbBIM ['TIT 7OCTUTHYTO CHUKEHHE KOHIIEHTPAIIMY KAJIBIHS B CBIBOPOTKE KPOBU Ha > 1 Mr/mi
(> 0,25 mmomb/m).

B mnane0o-KoOHTpOIMpyeMOoe HCCIIEIOBAHUE MPOAOJDKUTEIBHOCTRI0 28 Helenb ObLIO BKIFOYEHO
67 B3poCIbIX NAMEeHTOB ¢ epBuyHbIM [ TIT, KOTOpBIE COOTBETCTBOBAIM KPUTEPUSIM IS IIPOBEICHUS
MapaTUPEOUIIKTOMUU HA OCHOBAHMHM CKOPPEKTHPOBAHHOW OOINECH KOHIICHTPAIIMM KAIbLUS B
CBIBOpPOTKE KpoBH > 11,3 mr/mn (2,82 mmomw/n), Ho < 12,5 mr/mn (3,12 MMOIB/iT), KOTOPBIM, OJTHAKO,
JAHHOE BMEIIATEIHLCTBO HE OBLIO BBINMONHEHO. HawanmpHas mo3a muHakambiera coctaBisuia 30 mr
2 pa3a B CYTKH, M €€ THTPOBAJIH JUIs MOJICPKaHKsI HOPMAIILHOTO JHMAana30oHa CKOPPEKTHPOBAHHOU
oOmIe KOHIIEHTPAIlMM KaJbIHS B CHIBOPOTKE KPOBH. 3HAYUTEIBHOE YHCIO TAI[UCHTOB,
MPUHUMAIOIINX [IMHAKAIBILET, JOCTHIIU OOIIYI0 KOHIEHTPAIMIO KajbIlMsi B CHIBOPOTKE KPOBU
< 10,3 mr/m (2,57 MMOITB/T) ¥ CHIDKEHHE OOIIeH KOHIICHTPAIIUHM KaJbIUS B CBIBOPOTKE KPOBH HA
> 1 mr/an (0,25 MMOB/1T) O CpaBHEHHUIO C MallMEHTaMU, NMpUHUMarmuMu Iuianebo (75,8 % mo
cpaBHenuto ¢ 0 % u 84,8 % 1no cpaBHeHHIO ¢ 5,9 %, COOTBETCTBEHHO).

5.2. ®apMakoKMHeTHYeCKHE CBOMCTBA

AbcopObims
[Tocne nepopanbpHOTO MpremMa MakcuManbHasi KOHIEHTPAIUs (Cmax) IUHAKATBIIETA B TJ1a3Me KPOBH

JOCTUTACTCSI MIPUMEPHO depe3 2-6 4. AOCONIOTHAs OMOJOCTYITHOCTh IMHAKAJbIETa MPU IIpHEMe
HATOIIIAK, yCTAHOBJIICHHAs Ha OCHOBAaHHWHM CpPAaBHEHUS pE3YJAbTATOB PA3JIUYHBIX HCCIEIOBAHUMA,
coctasisieT npumepHo 20-25 %. [Ipu nmpueme 1uHaKagbleTa BMECTE C MUIIEH, €r0 OMOIOCTYITHOCTD
yBenuuuBaetcst npuMepHo Ha 50-80 %. IlomoOHOe MOBBIIIEHHE KOHIIEHTpAIMM IIMHAKAJblIeTa B
TU1a3Me KpOBU HAOIIOAAI0Ch HE3aBUCHMO OT COJIEPYKAHUS KHpa B MHUIIIE.

ITpu nosupoBkax ceeiie 200 mMr HaOmonaeTcs HachllleHHe abcopOLMU, BEPOSITHO, BCIEIACTBHE
IIJIOXOW PAaCTBOPUMOCTH.

Pacnipenenenue

OTtmeuaeTcst BBICOKMIM 00beM pacnipeneneHus (npudausurenbHo 1000 TuTpoB), 4TO yKas3blBaeT Ha
IIMPOKOE pacrpeneneHue B TKaHax. [{unakanbuer nmpumepHo Ha 97 % cBsi3piBaeTcsl ¢ OeskaMu
IJ1a3MBbl U pacipesiesieTcsl B MUHUMAaJIbHOM KOJMYECTBE B SPUTPOIUTAX.

Ilocne BcacblBaHUSI CHW)KEHHE KOHLIEHTpAallMM LIMHAKajbleTa IMPOMCXOAMT B 2 JTama ¢
[IEPBOHAYAJIbHBIM MEPHOAOM ITOJIIYBBIBEACHUS NPUMEPHO 6 4YacOB M OKOHYATENIbHBIM IEPHUOJOM
nonysbiBefieHUs: oT 30 no 40 yacoB. PaBHOBECHOE COCTOSIHME KOHIIEHTpPALMM IMHAaKaJblETa
JIOCTUTAETCS] B T€UEHUE 7 THEH C MUHUMAIbHON KyMymsinue. PapMakOKMHETUYECKHE MTapaMeTPhI
LIMHAKAJIBLIETa HE U3MEHSIOTCS CO BPEMEHEM.

buorpancdopmanus

[unakaneuer Metabonusupyercss rpynmnoit gpepmenrto, npeumymiectBeHHo CYP3A4 u CYP1A2
(poib CYP1A2 He Oblia moATBepkK/I€HA KIMHUYECKUMHU MeToaaMu). OCHOBHbBIE IUPKYIUPYIOLINE
METa0OJIUTHl HEAKTHUBHBI.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

OJTHAKO, NpU KOHLEHTPALHUAX, IOCTUTAIOLIUXCA B KIMHUYECKHX YCIOBHUSAX, LUHAKAIbLET HE
nonasisieT akTuBHOCTH Apyrux ¢epmernToB CYP, B Tu. CYP1A2, CYP2CS, CYP2C9, CYP2C19 u
CYP3A4, u taxxe He apnsercs uaaykropoM CYP1A2, CYP2C19 u CYP3A4.

DJIMMUHALINS
[Tocre BBemeHUs 3M0POBBIM JOOPOBOJIBIIAM MEUYCHOW PaJIMOM30TOMHBIM METOAOM JO3BI 75 MT,

[MHAKAJbIET TMOABEpPrajics OBICTPOMY U 3HAYUTEILHOMY OKHCIUTEIBHOMY METabonu3My ¢
nocjenyrled KoHbloranueid. BreiBeeHue pagnMoOaKTUBHOCTH MPOUCXOAUIIO B OCHOBHOM MyTEM
BbIBE/ICHUS MeTa0oauTOB noukamu. [IpumepHo 80 % BBoAMMON 10361 OOHAPYXKUBAIOCH B MOYE U
15 % B xane.

JIMHeiHOCTE/HEMMHENHOCTD
VBenuuenue 1iomanau mnojx KpuBod «koHueHTpauus-BpeMs» (AUC) u Cpax LHMHAKaNbIETa
MPOUCXOAUT MPAKTUUECKU JIUHEHHO B Auanas3one ao3uposanus oT 30 - 180 mr oguH pa3 B JI€Hb.

dapmakoKHHETHYECKasA-(hapMaKoIUHAMUYECKas 3aBUCHMOCTb

Bckope mocne BBeieHUs IMHAKajblieTa, ypoBeHb maparupeoujHoro ropmona (IITT) naumnaer
MTOHMKATHCS; IPH TOM MAaKCUMaJIbHOE CHUKEHHE IPOUCXOJUT IPUMEPHO uepe3 2 - 6 yacoB mocie
BBEJCHUS, YTO COOTBETCTBYET Cmax LMHaKanbueTa. [locie 3Toro KoHIEHTpauus LUHaKalbleTa
HAuMHAeT CHWXarbcsl, a ypoBeHb [ITI" moBbimaercs B TeueHue 12 yacoB mocie BBEJEHUS 103bl, U
3arem cymnpeccus IITIT coxpansercs npuMepHO Ha OJHOM M TOM K€ YPOBHE JO KOHIIa CyTOYHOI'O
HMHTEpBaja Ipu pexume no3upoBanus 1 pa3 B neHb. Konnenrtpamus [ITIT B xinmHHuyeckux
UCCJIEOBAHMAX LIUHAKAJIBLIETa U3MEPSIIACh B KOHIIE NHTEPBAJIa JO3UPOBAHHUS.

IToueuHast HEQOCTATOYHOCThH

dapMaKOKMHETUYECKUI MPO(UIb HUHAKAIBIETa Y MAIMEHTOB C IMOYEYHOH HEIOCTaTOYHOCTHIO
JIETKOW, CpeaHeNd U TSDKENOW CTeNeHW, M TAIMEeHTOB, HAXOMASIIUXCS Ha TeMOAMANIU3E WJIIN
MEPUTOHCATPHOM JHAJN3€, COMOCTaBUM C (PapMakKOKMHETHMYECKUM TpodHiIeM 310pOBBIX
T0OpPOBOJIBIIEB.

IleyeHOYHAs! HEAOCTATOYHOCTD

[TeyeHouHast HENOCTATOYHOCTH JIETKOM CTEMEHU TSKECTH HE OKa3blBaeT 3aMETHOTO BIIMSHUS Ha
(bapMakOKWHETHKY IMHaKajibleTa. [lo cpaBHEHHIO ¢ TPYyMION ¢ HOpMATbHOU (YHKIMEH TEUeHH,
cpennue nokazaren AUC nuHakanblieTa OblId IPUMEPHO B 2 pa3a BbILIE B TPYIIIE C YMEPEHHBIMU
HapyleHusIMHU (QYHKIIUU TMEYeHH, U TpUMEpHO B 4 pa3a BHIIIE MPU MEUEHOYHONW HEAOCTAaTOYHOCTH
TsoKeIou crenenn. CpeTHui Tepuo/] OMYBBIBEICHHS ITUHAKAJIBIIETA Y MAIUEHTOB C YMEPEHHOW U
TSYKEJIOW CTENEHBI0 MEYEHOUYHOM HEJOCTAaTOYHOCTHIO, YBEIMUYMBAETCS COOTBETCTBEHHO Ha 33 % u
70 %. IleueHouHas HeTOCTAaTOYHOCTEL HE BIMSET HA CTENEHDL CBI3LIBAHUS LIMHAKAJILIIETA C OCJIKAMHU.
[TockoapKy moa00p 103 MPOBOAUTCS HA OCHOBAHUU MapaMeTpoB dPPEKTUBHOCTH U O€30MaCHOCTH,
JUTSL TIAIMEHTOB C TIEYCHOYHOW HEIOCTATOYHOCTHIO HE TPEOyeTCs MPOBOAUTH JOMOTHUTEIHHYIO
KOPPEKIUIO 1036l (cM. paznensl 4.2 u 4.4).

JIniia moKuJIoro Bo3pacra
B ¢dapmakokuHeTHKe IIMHAKAIbIIETa HE OTMEUEHO KIMHUYECKH 3HAUMMBIX Pa3IUYHi, CBI3aHHBIX C
BO3PAcTOM MAI[MEHTOB.

Tlon

Kinupenc munakanpiiera MOKeT OBITh HHXKE Y JKEHIWH, 4eM y MYX4uH. [lockonpky moadop 103
MIPOBOJIUTCS WHIWBUIYaTbHO, HE TpeOyeTcs MPOBOAWTH JOMOTHUTEIHLHYI) KOPPEKIUIO TT03bI B
3aBHCHMOCTH OT IT0JIa HaIllueHTa.

Kypenue
KimmpeHnc nuHakanenera BblI€ Yy KypWIBIIMKOB, 4eM Yy Hekypsmmx. [lo Bceil BUAMMOCTH, 3TO

o0ycroBeHO MHAyKUuel wmerabonusma, mpoxoasmiero npu ydactun CYP1A2. Ecium mamuest
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MOXET UBMCHHUTBHCA U MOXCT HOTpGGOBaTBCSI KOPPCKLUUs JO3bI.

eTu

dapMaKOKMHETUKY LIMHAKabLeTa u3ydanu y 12 nereit (6-17 net) ¢ XBII, Haxondumxcs Ha Auanuse,
rocJjie OMHOKpaTHoro nepopainbHoro npuema 15 mr. Cpennne 3HaueHUss AUC 1 Cmax (23,5 (quana3zon
ot 7,22 no 77,2) urxu/min u 7,26 (nuanason ot 1,80 no 17,4) Hr/mi1, COOTBETCTBEHHO) HAXOWIIUCH B
npeaenax npubnusuteabHo 30 % cpennux 3Ha4eHHH AUC u Cmax, HaOMIOMABIIMXCSA B OIHOM
MCCIIEIOBAHUN Y 3/I0OPOBBIX B3POCIBIX JOOPOBOJIBLEB MOCIE OJHOKPATHOTO MEPOPATIHHOTO MpHEeMa
npenapara 30 mr npemnapara (33,6 (nuanazon ot 4,75 1o 66,9) Hrxuac/ma u 5,42 (aumama3os ot 1,41
no 12,7) Hr/mi, COOTBETCTBEHHO). BBuAY OrpaHMUYEHHBIX JAHHBIX y JEeTed HE HCKIIIOYAeTCs
MOTEHUUAJIbHO OoJiee BBIPAKEHHAs SKCIO3UIUS OMPEAENIEHHOM J103bl IMHAKaJIbLeTa y JeTei
MJIaIIEr0 BO3pacTa C MEHBIIEW Maccoll Telna IO CPaBHEHUIO C JETbMHU CTapllIero BO3pacTa,
UMEIOIUMH O0JIbIITYI0 Maccy Tena. PapMakOKMHETHKA MOBTOPHBIX /103 y JAETei He U3ydyanach.

5.3. lanHble JOKJIHUHUYECKOH 0e30MacHOCTH.

[lyHakanpLeT He OKa3bIBaJl TEPAaTOreHHOro 3((eKTa y KPOIUKOB NPU HCIOIH30BAHHU B 033X,
cootBercTBytomux 0,4 % (u3 pacuera 3nadyeHuid AUC) makcMMalnbHOM 03Bl Ipernapara mpHu
npuMeHeHnn y uenoBeka npu BropuyHoM [TIT (180 mr/cyrkm). Ilpemapar He mnposBisuI
TepaToreHHOW aKTUBHOCTH Y KPBIC B J03aX, MpeBblanomux B 4,4 pa3a (u3 pacuera 3HaueHuid AUC)
MaKCUMaJIbHYIO 703y IMperapara npu NpuMeHeHun y denoBeka npu BropuanoM [TIT. [Ipemapar He
OKa3bIBaJI BIUSHUS Ha (EpTHIBHOCTH CaMIIOB M CAaMOK IPH 3KCIO3WIMU B J03ax 10 4 pas,
NPEBBIIIAIOIINX 03y Ipenapara y denoBeka 180 mr/cyTku (3HaueHHs O€30MacHOrO auana3oHa B
HEOOJIBIIION MOMYIISIIMY TTAlMEHTOB, TOJTYYaBIIMX IPernapaT B MaKCUMAaJIbHON KIMHHYECKOH 03¢
360 Mr/cyTkH, COCTaBWIM ObI TPUOIM3UTEILHO TTOJIOBUHY TIPUBECHHBIX BBIIIE 3HAYCHUH ).

VY O6epeMeHHBIX KPBIC PETUCTPUPOBATIOCH HE3HAYUTEIHHOE CHIDKEHHE MAacChl Tejla M MOTpeOIeHuUs
MWLM TIPU UCTIONB30BAaHUU MpenapaTa B MaKCUMaJibHOH 103€. CHI>KEHHE MacChl Tea MII0JI0B TaKKe
OTMEYAJIOCh MpPH HUCHOJIb30BAaHUM IIpernapara y caMOK B J103aX, BBI3BIBAIOIIUX TSKEIYIO
TUMOKANBIMEMUIO. BbII0 moKa3aHo, 4TO LMHAKAIbIET MPOHUKAN uepe3 IMIIAlleHTapHbIN Oapbep y
KpOJIUKOB.

He ObL10 BBISBIEHO HU T'€HOTOKCHYECKOTO, HM KAaHLEPOT€HHOIro MOTEeHLMana IuHakaibleTa. o
JAaHHBIM TOKCHKOJIOTMUECKHMX HCCIEeIOBaHUM Oe30IMacHbI Mana3oH SBJISETCS J0CTAaTOYHO Y3KUM,
MIOCKOJIBKY B MCCJIEJOBAHUSAX Ha IKMBOTHBIX OTPaHUYMBAIONIUM JI03y (akTopoM Obuia
rUnokanpiuemMus. Pa3zBurre karapakThl U IOMYTHEHUE XpycTaauKa HaOMI0AAIUCh IIPU POBEAECHUN
TOKCUKOJIOTUYECKUX U KaHLEPOICHHBIX UCCIEAOBAHUI Ha I'PbI3yHAaX ¢ MHOTOKPATHBIM BBEICHUEM
103. OJHaKo Takue SBJIECHUS HE HAOIIOJAINCh B UCCIIEOBAaHUAX Ha co0akax Win 00e3bsHaX, UM B
XOJIe KIMHUYECKUX HCCIENOBAaHUHN, IJie MPOBOAMJIICS MOHHUTOPHHI B OTHOILIEHMH OOpa3oBaHUS
KarapakTbl. M3BECTHO, 4YTO y TpBI3yHOB KarapakTa MOXET BO3HHMKarb Kak CIEJICTBHE
TUIIOKAJIbIUEMUN.

B uccnenosanusix in vitro 3uadenust 1Cso 1151 Tpancnioprepa ceporoHrHa U Karp kaHasaoB Obl1u B 7 1
12 pa3 BbIlIE, COOTBETCTBEHHO, 10 CPAaBHEHUIO €O 3HaueHueM ECso U1l KanbIMii-4yBCTBUTEIBLHOTO
pEOCIITOpa B TEX KE YCIOBUAX OKCIICPUMCHTA. Knmandeckass 3HAYMMOCTE DTOTO (i)eHOMeHa HE
W3BECTHA, OJHAKO TMOTECHIMAlbHAS CHOCOOHOCTh IIMHAKANbIleTa BO3ACHCTBOBAaTH HA OTHU
JOIIOJTHUTCJIBHBIC MUIIICHU HE MOXET OBITH MTOJHOCTBIO UCKIIFOUYEHA.

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1. [lepeyeHb BCIOMOraTeJibHbIX BellleCTB.

S npo TabiueTku
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l'unpono3a HU3KO3aMeIeHHAs

COOTBETCTBYET 3K

CMEPTHOMY OTYETY

(MOCNENOBATENLHOCTE 0003)

KpemHust nuoKkcu KOJIIIOU AHBII
Maruus creapar

[Inenounas o6osouka Onanpaii ® AMB 11 Genbrit 88A 180040
[TomBuaunoBsIA criupT (E1203)

Tansk (ES53b)

Turana nuokeun (E171),

['munepuna monokamnpuiokanpar (tui 1)

Harpus naypuncynsdar

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok roqHocTH (CPOK XpaHeHHus )

2 rona.

6.4. OcoOble MepbI IPEIOCTOPOKHOCTH NIPH XPAHEHUH
[Ipu Temneparype He Boie 25 °C.

6.5. XapakTep M conep:kaHue YIaKOBKH

ITo 14 wnu 28 Tabnerok B OaHKY U3 MOJMATUIICHA BBICOKON IUIOTHOCTU C 3aBUHYMBAIOIIMMUCS
KPBIIIKAMH U3 TIOJUIIPONIICHA C OCYIIUTEIeM WM 0e3 HEero, ¢ 3aluTol OT AeTel wim 0e3 Hee, ¢

KOHTPOJIEM IICPBOI'O BCKPBLITUA WA 0e3 Hero.

Ha xaxxnyro 6aHKy HaKJIE€UBaIOT 3TUKETKY U3 OyMaru 3TUKETOUYHOM MJIM CAMOKJIESIIYIOCS ATUKETKY.

ITo 1 Ganke BMecTe ¢ JIMCTKOM-BKJIAABIIIEM ITOMCIIAIOT B ITAYKY U3 KapTOHA.

6.6. OcoOble Mepbl MPETOCTOPOKHOCTH NMPH YTUIN3AUUH MCHOJIb30BAHHOIO JEKAPCTBEHHOTO
npenapara WM OTXOIOB, MOJY4YeHHbIX MOCJ€e NMPUMEHEHHs JeKapCTBEHHOr0 mpemnapara, u

Apyrue MaAaHHUIYJISIUH C IPenapaTrom

Oco6ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

Poccuiickas ®enepanus

000 «-AMEJIAPT»

109316, r. MockBa, Bonrorpaackuii npocnekT, 1. 42, k. 24, atax 2, kom. 11.1;
ten./gaxc: + 7 (495) 741-46-65

Anpec anexkrpoHHoM moutsl: info@amedart.ru

7.1. IlpencraBuresib  Aep:KaTess
npenapara Ha Teppuropuu Cor3sa

PEruCTpalfioOHHOrO0 YaoCToBEpECHUSA

[IpereH3nn moTpeOUTEIICH HATPABIATH 1O aJIPECy:

Poccuiickas ®enepanus

000 «<-AMEJIAPT»

109316, r. MockBa, Bonrorpaackuii npocnexT, 1. 42, k. 24, atax 2, kom. 11.1;
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COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 29.01.2026 Ne 1485

Tex: +7 (495) 741-46-65 (NOCNEQOBATENBHOCTL 0003)

Anpec s1exkTpoHHOI mouThl: info@amedart.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

9. KATEI'OPUA OTIIYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEHHBII MTpenapaT OTHOCUTCS K KaTErOpUHU OTITyCKa MO PELETITY.

OOmiass  xapakTepucCTHKa JIEKAPCTBEHHOrO Ipemapara JOCTymHa B  €QUHOM  peecTpe
3apEeTUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB EBpa3uiickoro 3KOHOMHYECKOTO COI03a U Ha

ouIIMaIEHOM caiirte YIOTHOMOYEHHOT'O opraHa (aKcriepTHOM OpraHU3AIIHH )
https://Ik.regmed.ru/Register/EAEU_SmPC.
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