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WHCTPYKITAS
11O MEJIUITMHCKOMY ITPUMEHEHHMIO JIEKAPCTBEHHOI'O
[IPEIIAPATA
Tanbuopa® CP
Galnora® SR

Perucrtpanuonnbiii Homep:
Toprosoe nanmenopanne: [ampropa™ CP
MeskayHApoHOE HENATEHTOBAHHOE HANMEHOBAHHE: TAJAHTAMUH

JIEKapCTBEHHaﬂ q)opma: KallCyJIbl ¢ MMPOJIOHTHPOBaAHHbIM BI)ICBOGO}K}IGHI/IGM

Cocras

1 xamcyna ¢ MPOJIOHTHPOBAHHBIM BBICBOOOKICHUEM 8 MI/16 MI/24 MI COACPKUT:
leticmsyouee  eewgecmeo: ramantammHa THApoOpomua 10,25 mr/20,50 mr/30,75 mr,
SKBHBAJICHTHO TalaHTaMHuHY 8 Mr/16 mMr/24 mr

Benomozamenvrvie  eewjecmea:  THIPOMEIUIO3a, HATpPHS Jlaypuicyiabdar, Kapbdomep,
METHJIMETAKPHJIATA, TPHMETHJIAMMOHHOSTHJIIMETAKpHJIATA XJIOPHJAa W  STHJIAKpHIIATA
comostumep [2 : 0,1 : 1], runmposiosa, Maraus cTeapat, TajlbK

Cocmas nycmuix JHCenamuHosulx Kancyiu:

Kopnyc xancynvi: tatana auokeuna (E171), skenaTuH, KpacHTENlb JKEJ€3a OKCHJ KpacHBIH
(E172) (xpome kameyn 8 Mr), KpacuTeib xkese3a okeua skentbid (E172) (kpome kamncyit § mr)
Kpouneuxa xancyneir. KpacHTeNb >Kene3a okceujJ kpacHbii (E172) (xpome kameyn 8 mr),
KpacHuTeNb Jkeie3a okeuy skentei (E172) (xpome xameyn 8 mr), tutaHa guokcuy (E171),
JKEJIATHH

Cocmag weprusi: MEIUIAK, STaHOJ OC3BOAHBIN*, H30mponanor*, Gy TaHOT*, MPONHIICHTITHKOIb,
aMMHaK BOJHBIH* ¥, KpacHTeNb jkerne3a okeu 1 uepHbid (E172), kamus ruapokcua, Boga*
*DTanos Oe3BOIHBIH, H30MPOIAHOJII, GYTaHOJ, BOJA SIBJSFOTCS JICTYYHMH KOMIIOHCHTAMH H HE
COXPAaHSIIOTCS B KaIcyJle.

*%* AMMHAK BOJHBIH HCIIOJIB3YETCS TOJNBKO JUISI KOppekTHpoBkH pH — mnpucyTeTByeT B

KOJIHYCCTBaxX HHIKE IIpeaciia 06Hapy>K€HHSI.

Onucanne

Kancyner 8 me:
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Teepasie xenatunoBbic Kameyubl Ne 2. Kopmyc u Kkpsllieyka Kamcyiel Oenoro isera. Ha
KpBINIICUKE HAaHCCEHA YEpHHJAaMH uepHoro IBetra Haamueb G8. CojaepikuMoe KalCyiIbl:
oBaJIbHAs TaOJICTKA-SAPO OEIIOro IBETA.

Kancyner 16 me:

TBepapic skenaTuHOBbIe Kamncyiabl Ne 1. Kopmyc u Kpblmieuka Kancyisl po3oBoro Iseta. Ha
KpBIIICYKE HaHECEHA YEPHUIAMHU YepHOTro IiBeTa Haanueh (G16. Coaep:KMMOE KalcyJibl: JIBE
OBaJIbHBIC TAOJICTKH-5/[pa OSJI0rO IBETA.

Kancynor 24 me:

Teepasie sxenatunoBBIC Kamcyisl Ne Ocl. Koprye u KphIlieuka KaIncyssl OpaHKEBO-PO30BOTO
neera. Ha kpplllieuke HaHECEHa YEpHUIIAMH depHOro meera Hajgmuch (G24. Copaepixumoe

KaIlCyJIbl: TPH OBAaJIBHBIC T36HCTKI/I-$IZ[pa Oenoro IBETA.

<I)apmaKOTepaneBTuqecxaﬂ rpyumna: ASMCHI[HH CPCACTBO JICUCHHA

Kon ATX: NO6DA0O4

dapmakoIoruyecKue cBolcTBa

Dapmaxoounamnuxa

lamantamMuu (TpEeTHYHBIH aJKaJOHA) — CCEJCKTUBHBIH, KOHKYPEHTHBIH H OOpaTHMBIH
HHTHOUTOP AalCTHJIXOMUHICTepa3bl. Kpome »5TOro, rajaHTAMHH YCHJIHBAEeT JICHCTBHE
al[eTHIIXOJIHHA Ha HHKOTHHOBBIC PEIENTOPBI, BEPOSATHO, 3a CUET CBI3BIBAHHI C
aJUIOCTEPUYESCKUM  Y4YacTKOM  pelentopa. braromapd — HOBBINICHHIO  aKTHBHOCTH
XOJUHEPTHUCCKOH CHCTEMBI, MOJKET YIYYIIATHCS KOTHHTHBHAS (DYHKIHS Y IAIlHEHTOB ©
JeMEHIMEH anbUre iMEpOBCKOrO THIIA.

Dapmaroxunemura

["amanTaMHH — 3TO OCHOBHOE COCAUHEHHE ¢ OJHOM KOHCTaHTOM aucconuanuu (pKa 8,2).
Ob6nanaet cnaboit munmoduIIBHOCTBIO ¢ Koddduiuentom pacnpeaeneuus (LogP) mexmy H-
okTaHOJIOM U OydepubiM pactBopoM (pH 12), paBubim 1,09. PactBopumocts B Boge (pH 6)
coctapiger 31 mr/mut. lamantamun uMeeT 3 XupajdbHBIX IHeHTpa. S, R, S-xodurypanus
SIBIICTCS €CTECTBCHHOH (IPHPOJHOMN). I alaHTAMHH YaCTHYHO META0OTH3HPYSTCS © TIOMOIIBIO
PA3THYHBIX ITHTOXPOMOB, B 0cHOBHOM, H3odepmenToB CYP2D6 u CYP3A4. HexoTopsie u3
MeTaOOIHTOB, 0OPa3yIONIHXCs B MPOIEcce JeTPaalliy raJaHTaMHHA, aKTHBHBI B YCJIOBHSAX 71
Vitro, HO HE HMEIOT CYIIECTBEHHOTO 3HAUCHHUS B YCIIOBHUSX i1 VIVO.

Beacwvieanue

AbcomoTHasg OHOJOCTYMHOCTh TajlaHTAMHHA NIPH NPHEME BHYTPb Bbicokas — 88,5 £+ 5.4 %.

IlokazaTenu mmomanu moA KpuBOH «koHUEHTpanus-Bpems» (AUC24y) H MHHHUMAJIBbHOH
2
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KOHICHTPAHH (Cmin) B IUTa3Me KPOBH AHAJOTHYHBI TAKOBBIM IIPH IpHEME 2 pa3a B CYTKH
raJlaH TaMHHAa HEMEUICHHOT'O BRICBOOOKIeHH 1. MakcuManbHast KOHIEHTPAIHS (Cmax) B TJIa3Me
KpoBu JocTtHraeTess 4deped 4,4 uaca. Cpa TaJaHTaAMHHA C©  IIPOJIOHTHPOBAHHBIM
BBICBOOOIKACHHEM Ha 24 % HH)KE, YeM IOCJIc IpHEMa TaJaHTaAMHHA C© HEMCEIJICHHBIM
BbIcBOOOXKACHHEM. [IpueM mumy He oKa3pIBaeT cymecTBeHHOTO BiusaHUS Ha AUC, mpu sTOM
BBI3BIBAcT YBEIHUCHHEC Cmax MpUMEepHO Ha 12 % u yyHHEHUE BpeMEHH JOCTHUKEHHUSA Cmax
(TCmax) mpumepHO Ha 30 MUHYT. OJHAKO 3TH H3MCHCHHS HE HMEIOT KIIMHHYCCKOIO 3HAUCHHUSL.
Pacnpeoenenue

Cpennuii 06beM pacnpenenenus (Vd) cocraBmier 175 1. CreneHb CBS3bIBaHUSA ¢ OeIKaMH
IJIa3MBbI KPOBH HU3Kasg U cocTaBipieT 18 %o.

Memabonuzm

HceneoBanusi B YCIOBHAX 11 Vitro NMOKAa3alH, YTO OCHOBHBIMH H30(CPMEHTAMH CHCTEMBI
muToxpoma P450, yuacTByromumH B OGHOTpaHC(OpMAalUH TrajJaHTAMHHA, SIBIITFOTCS
uzopepmentel CYP2D6 u CYP3A4. Uzodpepment CYP2D6 yuactByer B oOpasopanuu O-
neoMmeTHiTananTaMuua, a uszopepmeHT CYP3A4 — N-okcua-raJlaHTaMHHA. OKCKPEIUS
PaZHOAKTHBHOH JO3BI IIOYKAMH H UYEPE3 KHUIICUHHK HE OTIMYACTCS Yy IAIUEHTOB ¢
«METICHHBIM» H «OBICTPBIM» META00TH3MOM (HHU3KOH U BBHICOKOH aKTHBHOCTBIO H30(epPMCHTA
CYP2D6, coorBeTcTBeHHO). B mIasMe KpOBH TMAIHEHTOB ¢ «OBICTPHIM» H «MEIJICHHBIM)
MeTaGOTU3MOM OCHOBHYIO YacTh PAaJHOAKTHBHBIX BCIICCTB COCTABJISIOT HEH3MCHCHHBIH
raJaHTaMHH H €ro IOKypoHH[. Ilocie OJNHOKpaTHOTO NMpHEMa TallaHTaMHHA HH OJUH H3
aKTHBHBIX McTaOOJIMTOB rajgaHTaMHHa (HopramantamuH, O-gecMeTmiaragaHtTamMuH u O-
JECMETHTHOPTAJAHTAMHH) HE ONPEJC/BIICS B HCKOHBIOTHPOBAHHOM (popMe B IJIa3Me KPOBH
MAIHCHTOB ¢ «OBICTPBIM» H «MEJUICHHBIM» MeTabomm3MoM. Hopramantamus Gbut 0GHApY:KEH
B IUTa3Me KpPOBH MANHCHTOB MOCJE /UIHTEIBHOTO IpHEMa IMpemapata, MPH 3TOM €ro
KOHI[CHTpanus coctapisiia He 6onee 10 % or KoHneHTpanuu raantaMuHa. MecieqoBanus B
YCIIOBMSIX /11 Vitro CBHACTEIBCTBYIOT 00 OUCHb HU3KOH CIIOCOOHOCTH OCHOBHBIX H30(hEePMEHTOB
cucTeMbl HTOXpoMa P450 yenoBeka HHTHOHPOBAThH TaJIAHTAMUH.

Beigeoenue

BriBeceHHE TrajaHTAMHHA HOCHT OWSKCIOHCHIHAIBHBIH Xapaktep. KoHEUHBIH mepHOX
nomyBeiBeaeHus (TY2) y 310poBBIX H0OpoBOmBIEB cocTaBisieT §-10 yacos. Ilo pesympraTam
H3YYCHHS TajJaHTaMHHA C HEMENJICHHBIM  BBICBOOOJKJCHHEM B  NONMY/BIHOHHBIX
HCCJICIOBAHUAX KJIHPEHC IPU INPHEME TajlaHTAMHHA BHYTPh B LEJICBOH IONMYJIIIHH, KaK
MPaBHJIO, COCTABISIET OKOIO 200 MII/MHH ¢ MEKHH JUBHIYAIbHOH BapuabenbHOCThIO 30 %o.
Uepes 7 pgHelt mocie OAHOKpaTHOro mnpuema BHYTph 4 mr 3H-ramantamuua 90-97 %

paI[HO&KTHBHOﬁ JAO03bI BBIBOJUTCS IMOYKaAMH B BHJC HCH3MCHCHHOTI'O TraJJaHTaMHHa H 2,2-6,3 %
3
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— uepe3 kuiieyHHK. [lociie BHYTpHBEHHOrO BBeJEHHMS M IpueMa BHYTpb 18-22 % no3sl
SKCKPETHPOBAJIOCH B BHJAEC HECH3MEHEHHOIO TajlaHTAMHHA IIOYKaAMH B TeucHHE 24 4acoB.
Iloueunsrit kupene cocTaBuia 65 Mi/MuH (20-25 % o01mero miIa3zMeHHOTO KITHPEHCa).
QapMakOKHHETHKA JIMHEHHA B JHAIa30HE 03 OT 8 Mr 10 24 Mr npu nmpHeme 1 pa3 B CYTKH ¥
HalUEHTOB IOXKHUJIOTO BO3PAcTa H MOJIOBIX HAlUEHTOB.

DapmakoruHeMUKa y 0codbIx Zpynn RAUeHmos

Pe3ynpTaThl KIMHHYECKMX HCCJICJJOBAHHH MOKa3ajJd, 4YTO Yy MAIHCHTOB ¢ OOJIC3HBIO
AnpireiMepa KOHIICHTpallMs TajJlaHTaMMHa B IUlasMe KpoBH Ha 30-40 % BbIme, yeM ¥y
MOJIOABIX  3M0pOBBIX JMI. OCHOBBIBaCh Ha AaHaJIW3€ JAHHBIX IOMYIHOHHOH
(hapMaKOKHHE THKH, KIIHPEHC Y >KeHIIHH Ha 20 % HIKE [0 CPaBHEHHIO ¢ My)XuHHaMu. Kiupeno
raJlaHTaMHHA Y MAHEHTOB ¢ «MEICHHBIM» MeTabomu3mMoM u3opepmernta CYP2D6 na 25 %
HHOKE 110 CPABHECHHIO ¢ MAI[HCHTAMH ¢ «OBICTPHIM» METaOO0IM3MOM, IIPH 5TOM OHMO/JAIBHOCTD
B NONY/MIIHH He HabmogaeTed. Takum oOpasoM, MeTaboJIHYECKHH cTaTyc TAIHEHTa HE
CUHTAETCS KIIMHHYCCKH 3HAUHMBIM B OOIIEH UHCIIEHHOCTH HACETICHHUSL.

Hapyuenue ¢ynxyuu nevenu: y TAHCHTOB ¢ HApYHICHHEM (DYHKI[HH TICUCHH JICTKOH CTENICHH
(5-6 Gamnos mo mkane Yaitnn-I1bi0) apMakoKHHETHUECKHE MTApAMETPHI TaJaHTAMHHA OBUIH
CXOJHBI ¢ TAKOBBIMH Yy 3JIOPOBBIX JIEOJCH. Y NMAaHEHTOB ¢ HAPYHICHHEM (DYHKIHH NECYCHH
cpeauci crenenu (7-9 Gamwror mo mikane Yadng-1Iero) AUC uw T2 ranantamuna ObLaH
HOBBINICHBI IpUMEPHO Ha 30 %o.

Hapyuwenue @pyrxyuu novex: y NalHEHTOB ¢ OOJIC3HBIO ANBITEHMepa U HapyIIeHHEM (PYHKI[HH
noyek (kmmupenc kpeatuHuHa [KK] > 9 Mi/MHH) KOppEeKIHH J03BI HE TpeOyeTesl.
DapMaKOKUHEMULECKO-PapMaKo OUHAMULECKAS 83AUMOCEAZ

B kpynubix uccnenoBanusax I ¢aser ¢ pexxumoM qo3upoBaHus rajantamua 12 mr u 16 mr
2 pa3a B CYTKH HE HaOJIFO1aJI0Ch BUAHMOH KOPPESIIHH MEXK/Y CPSTHUMH KOHIICHTPAIHSIMH B
IUTa3Me KPOBH H MOKa3aTeIIMH 5P (PEKTHBHOCTH (H3MEHEHHSI 1O IIKAJIC OICHKH KOTHHTHBHBIX
dyukiuii npu G6onesnu Ambrreiimepa (ADAS-cog/11) U miKaje ONEHKH COCTOSHHS TMAITHCHTA
Ha OCHOBaHHWH BIICYATIICHHH Bpaua U yXakuBaromux 3a nanqueHtamu Jmi (CIBIC-plus) na 6-m
MecsIe TePaIuH).

KoHIeHTpanuH B IJIa3Me KPOBH Y MAIIHEHTOB ¢ OOMOPOKAaMH OBLITH B TOM 3KS JHAIIa30HE, YTO
U Y JPYTUX NMAaIHEHTOB, IPHHUMAIOIIMX TY K€ J03y. BO3HHKHOBEHHE TOIHOTHI KOPPEIHPYET

¢ 6oIee BBICOKHM ITHKOM KOHIICHTpalHH B IVIa3MC KPOBH.

Ilokazanusa K NpHMEeHEeHHIO
CHMIITOMATHYECKOS JICUCHHE JACMCHIITHH aHbHFeﬁMepOBCKOI‘O THIIA JIESTKOH H cpez[Heﬁ

TAKCCTH.
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IIpoTuBONOKA3aHUA

['Mnep4yBCTBUTEILHOCT K TajlaHTAMMHA TUAPOOPOMMIY WHWIM JAPYTUM KOMIIOHEHTaM
npenapaTa, HapylieHUs (YHKIUH TeUYeHH TsDKeJIoW cTeneHH (Oosiee 9 GajuloB Mo IMIKase
Yaiina-11p10), Hapymenust pyHkiuu nmouek tspreson crenenu (KK menee 9 Mim/Mun), qeTekuit

BO3pacT /10 18 sieT (HeA0CTaTOUHO JaHHBIX 10 3()(PeKTUBHOCTH U Oe30MaCHOCTH).

C ocTopokHOCTHIO

Cungpom crmaboctu cunycoporo yzma (CCCY), B 1. u. Opaaukapjusi, HapylIeHHUS
CYIPABEHTPUKYJIIPHOH IPOBOJUMOCTH, MEpPHOJ IOCJE OCTporo HuHpapkTra MHOKap/a,
TUIepKAJMEMHUs], THUIOKAJIHEeMHUsl, aTpUOBEHTpUKYJLIpHass Onokaga II-III  creneHwu,
HecTaOWIIbHASL CTEHOKAp/Us, XpOHHYecKas cepjaeuHas HemgoctatouHocTh (XCH) II-IV
(dYHKIIHOHATILHOTO Kilacca 1o kiaccupukanuu NYHA, BnepBble BbISIBICHHAs] MepliaTe/IbHAs
ApUTMHSL, OJHOBPEMEHHOE IPUMEHEHHMe ¢ IpelapaTaMH, CIOCOOCTBYIONUMH CHH)KESHHUIO
qacTOThI cepieunbix cokpameHuit (UCC) (murokcun, GeTa-aipeHOOIOKATOPHI), CeIATUBHBIMH
Cpe/ICTBaMH, PTAHOJIOM, apTepHaJIbHAS TUIIEPTEHRUs, STIWICTICHS, sI3BEHHAsI OOJIC3HB JKeITyKa
U JBEHAJLATHIIEPCTHON KHINKH B aHaMHe3e, OJIHOBPEMEHHOE IIPMMEHEHHE HEeCTEPOUIHBIX
IPOTUBOBOCTIATMTEIBHBIX MpenapaTor (HIIBII), oGcTpyKius xKeIy109HO-KUIIEUHOTO TPAKTa
(KKT), coctosame mociie Xupypruueckoro smemaresibersa Ha opradax JKKT u Ha MoueBOoM
nmy3bpIpe, OOCTPYKIMSA MOYEBBIBOJAMUX IyTeH, OponxuanbHas actMa (BA), xpoHuueckas
obcTpykTuBHasg Gonesup Jerkux (XOBJI), octpeie uHpeKIMOHHbIE 3a00JICBaHHS JIETKHUX,

06]]1215{ AHCCTC3 M.

IIpyiMeHeHue TIpU GepeMEeHHOCTH U B TIEPHO/I TPY/IHOT0 BCKAPMIMBAHUSA

FBepemennocmo

HeT xiMHUYECKHUX JaHHBIX O NMPUMEHEHUH TrajlaHTaMUHa v OepeMeHHbIX. Mccneqopanus Ha
JKUBOTHBIX BBISIBUJIM PETIPOTYKTUBHYIO TOKCHIHOCTh. CliejyeT cobiioaTh OCTOPOKHOCTE TIPH
npuMeHeHHH TipenapaTa ['anpHopa® CP y GepeMeHHBIX SKeHIIUH.

1lepuoo epyonozo eckapmrusarus

Het naHHBIX 0 BBIJCJICHUH TAJIAHTAMHMHA ¢ TPY/IHBIM MOJI0oKoM. He mpoBoWInuCh KIMHUYECKHE
UCCJICJIOBAHMS Y JKCHIUH, KOPMSIMIUX TPYAbIO, MOATOMY HE PEKOMEHIYeTCS! MPUMEHEHHE

npenapara ['agsropa® CP B MepHo IPy/IHOTO BCKAPMITHBAHHSL.

Criocod NMPpUMEHECHUH W 10351
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BayTps, 1 pa3 B cyTkH (YTpOM), IIPEANOUTHTEIIEHO BO BpeMd NpueMa nuiny. Kancyiy cienyer
NPOTJIOTUTH LETHKOM, 3amuBas HEOOIbIIUM KOJHYECTBOM JKHAKOcTH. Karmeynsl He cieayet
pPazKECBbIBATH HJIH Pa3/IaMBIBATh.

ITarueHTHI, KOTOPBIE UCHIBITBIBAIOT TPYAHOCTH MIPHU IVIOTAHHH, MOTYT H3BJIEYb COACPIKHMOE H3

KAIlCYJIbl, NMPOIVIOTHTh €r0 IEIHKOM H 3amuTh BoJOH. CoJepKHMMOE KaICyJbl HE CJIEAYET

Pa3KEBBIBATH HJIH Pa3/IaMbIBATh.

Hauanvras 003a cOCTABIKIET § MI' B CYTKH B TeUcHUE 4-X HEJEIIb.

Hloooeporcusarougas 0o3a cocTapisgeT 16 MI B CYTKH B TEUEHHE HE McHEE 4-X HE/ICTTb.

e CreayeT perysipHO KOHTPOJIHUPOBATh COCTOSIHHE MAIIHEHTA B TCUCHHE 3-X MECSIEB OT
Hayaja Tepanun. B fanpHeHIeM perysipHo oneHUBalOT 5P PeKTUBHOCTD IIpenapaTa u
COCTOSIHHE TAIlHEHTA B COOTBETCTBHH ¢ KIHHHYECKHMH PEKOMCH/AIUSIMH.

Iloaaep KUBAOIIYIO TEPAIHIO MOKHO IIPOJOIDKATh JO0 TeX IOp, MOKAa COXPaHAETCS

TepaneBTHUECCKUH 5P PeKT U MpH XOpoIeH NepeHOCHMOCTH Tepanuu. [Ipu oTcyTeTBHE

TepaneBTHUYECKOro >((PeKTa HIIH IUIOXOH MEPEHOCHMOCTH TEPAIHH IPEIapar CJICAyeT

OTMCHHTb.

e HavanbHag moajiepskHBaromas go3a cocTaBsieT 16 mr B coyTkd. IlanueHTH JOIKHBI
OPUHHUMATH 3TY 03y HE MeHee 4-X HEETb.

e Bompoc 0 MOBBIICHHH TOJACPKUBAIONICH M03BI 0 MaKCHMAJIbHO PEKOMEHAYEMOH
24 Mr B CYTKH CJICJlyeT pelllaTh HA OCHOBAHHHM aHajH3a KINHHYCCKOW CHTYaI[HH,
TepaneBTHUYECCKOH H(PPEKTHBHOCTH U MEPCHOCHMOCTH MPOBOJIHMON TCPATIHH.

e FEcsiu mOBBIMICHUE JA03bI IO 24 MT' B CYTKH HE IPHBOJIUT K MOBBIMICHHUIO 3((EKTUBHOCTH
JICUECHUST HITH COMPOBOMKIACTCS YXY/AIICHUEM MEPEHOCHMOCTH, BO3MOKHO CHHUIKCHHUE
JO3BI JI0 16 MI' B CYTKH.

e Ilpu BHe3amHOM TNpPEKpPAIlCHUH JICUCHHUS (HANpUMeEp, TMepea XHUPYPrHUSCKUM

BMEIIATEIHCTBOM) CHHPOM KOTMEHBI» HE PA3BHBACTOSL.

Ilepexoo om mepanuu 2anaHmaMuHa 8 MabiemKax ¢ HeMeONeHHbIM Bblc80O0JNCOeHUeM HA

mepanuio npenapamonm Ianvropa® CP e xancynax ¢ nponoH2uposantsiM 6bice060ACOeHUEM

IIpu mepexo/ie ¢ ralaHTaMHHA B TAGJICTKAX ¢ HEME [JICHHBIM BBICBOOOKICHUEM, TP HHHMAESMBIX

2 pasza B CYTKH, Ha TepalH{io IpenapaToM FaanOpa® CP B kamcynax ¢ NpOJOHTHPOBAHHBIM

BBICBOOOXKACHHEM, IIPHHUMAaeMbIX 1 pa3 B CYTKH, CYTOYHas J03a JIOJDKHA OCTaThes

HeusMeHHOH. [lamueHTy crleAyeT MNPHHATH TOCIACAHIOKD TaOIeTKY ¢ HEMEIICHHBIM

BBICBOOOJKACHHEM BEUYCPOM H Ha CJCAYIONIMH J€Hb, YTPOM HauyaThb IpHEM IIpenapaTa

Tanbropa® CP 1 pas B cyTKH.
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B cayuae mepephiBa B MpHEME Mpemapata B TEUCHHE HECKOJIBKHUX JHEH CIICAYCT IMPHHITH
HauaJdbHYyIO J03y Tpenaparta IampHopa® CP M 3aTeM NMOBBINIATH JO3Y 110 YKA3aHHOH BHIIIE
CXEME JIO TPEIKHEH TONICPIKUBAIOIIEH JIO3BL.

Ocobuie zpynnst nayuenmos

Hapyuienue gpynxyuu neveru

Y DanueHTOB ¢ HapyHICHHEM (YHKIUH IICYCHH CPEJHECH M TSDKEIOH CTCNCHH W/HWIH ©
HapyIIcHHEM (PYHKIHH MOYEK CPEeJHEH M TSDKESJIOH CTCNEHH KOHICHTPAIUs TajJaHTAMHHA B
IU1a3Me KPOBH MOJKET HOBBIIIATHCS.

VY manMeHTOB ¢ HApYIICHHEM (DYHKIHH NIEYCHH CPEAHEH CTCIMIEHH PEKOMEH [yeMas HaualbHas
no3a — 8 mr 1 pa3 B CYTKH 4epe3 JI€Hb, IPSATOYTHTESIILHO YTPOM, B TEUCHUE OJHOH Heaenu. B
JaIbHEHINEM JIO3Y MOBBIMAIOT 10 8 MI' B CYTKH B TeUeHHE 4-X HEJe/ib. Y TAKUX IMAIlHCHTOB
CYTOUHAd JI03a HE JODKHA NMPEBHIMIATH 16 MT.

Y manueHTOB ¢ HapymICHHEM (YHKIHH TCUCHH JICTKOH CTCNECHH KOPPEKIHH O3Bl HE
TpelyeTos.

Hapywenue ¢yrxyuu novex

VY manuentoB ¢ KK 6onee 9 Mi/MHH KOPPEKIHH O3Bl HE TPeOyeTCHL.

Kombunuposannas mepanus

Ilpu OJHOBpEMEHHOM TPHMEHECHHH MOIIHBIX HHTHOUTOpoB u3odepmenToB CYP2D6 wmm
CYP3A4 mokeT MOTpeGOBaThCS CHHMKEHHE J03bl Tpemapata ambropa® CP (cM. pasjen

<(B3aHMO,Z{Cf[CTBHe C JAPYIHMH JICKapCTBCHHBIMH CpC,Z[GTBaMI/I»).

IloGounoe geiicTBHe
HauGonee yacThIMH HeKelaTeIbHBIMH S(pdekTaMu OBUIH TOIIHOTA H PBOTa. B OCHOBHOM
HEHKEJIATCIIBHBIC SBJIICHHS OBUIM SHHU30JHUYESCKHMH, HaAOMOJadHch NpH Noabope O3B

raJlaHTaMHHA W TNPOJOJDKAIHCh B  OOJBIIMHCTBE CIIy4acB MEHee HeAehd. B 5THX
00CTOATEIBCTBAX ENICCOOOPa3HO MPHMEHSIThH NPOTHBOPBOTHBIE CPEJACTBA H OOCCICUHTH
aJICKBaTHOC MOTPEOJICHUE JKHIKOCTH.
YacToTa M XapaKTep HEXKEIATEIbHBIX ABJICHUH NIPH IPUMCHECHUH TaJJAaHTAMHHA B BH/JIC KallcyJl
¢ MPOJIOHTHPOBAHHBIM BHICBOOOXKICHHEM | pa3 B CYTKH COMOCTABUMBI ¢ TAKOBBIMH IIPH NPHEME
TaGIETOK ¢ HEMEUICHHBIM BBICBOGOKIACHUEM.
Knaccudukamuss 4acToThl pa3BHTHS NOOOYHBIX 5(P(PEKTOB, peKOMeHyeMas BoeeMupHO#
opranusainuei 3papooxpaneHus (BO3):

>1/10
or > 1/100 mo <1/10

or > 1/1000 mo < 1/100

OUYCHDb YacToO

HacTo

HSYHaCcTO




pPEeAKO

OUYCHb PCAKO

HacTOTa HCU3BCCTHA

COOTBETCTBYET 3K(
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ot > 1/10000 no < 1/1000
< 1/10000

HE MOKET OBITH OIICHCHA HAa OCHOBC UMCIOIUXC JaHHBIX.

Knaccudpu- YacrtoTa
Kanus no | O4yeHb YacTo Yacto HeuacTto Peaxo OueHb peako
MedDRA
Hapyuenua co | - = T'umiepuyBeteu | - =
CHIOPOHDL TEIBHOCTh
UMMYHHOU
CUCmembl
Hapyuenua co | - CHIDKEHIE O0e3BoKUBaH | - -
CHOpOHDL armieTHTa, ue (B peAKHX
obmena AHOPEKCHS CIIyyasx
seugecms u TIPUBOJAILEE K
UM AHUA PAa3BUTHIO
TIOYEYHOHI
HEJIOCTaTOYHO
CTH)
Hapywenusa - TammorpHaim | 3pUTeNIbHbIE - -
HCUXUKU U, Jenpeccus | TaJUTOLHHALIN

(04EHB PeKO C

H, CJIIYXOBBIC

CYHIIHJIOM) TaJUTIOL[MHALHA
M,  arpeccus,
KUTALHA
Hapyuenus co | - OOMOpOK, TTapectesus, - ObocTpeHue
CHIOPOHBL TOJIOBOKPY3KEH | U3BpAIlicHHE TEUCHHUSA
HepeHOIl ue,  TpeMop, | BKyca, 001e3HU
cucmemvl TOJIOBHAS TUIIEPCOMHI, IlapkuHcoHa,
00JIb, cyoporu™, CYJIOpOTH
COHJIUBOCTH, 1IepeOpPOBACcKyY
3aTOPMOKEHH | JISIPHBIE
OCTb, 3a00JICBaHU,
OEcCcOHHHIIA, TIPEXO0/IAIIiee
TUXOpajKa HapyILeHHE
KpoBooOpariie
HUA
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HIIEMHYECKOT
0 THUIIa
Hapyutenus co - Heuetkocthb -
CHOpOHDL 3PUTEJIBHOTO
opeaHa 3peHus BOCIIPHATHSA
Hapyuenus co - ITTym B yimax -
CHOPOHDL
opeana cayxa u
nabupuHmmLe
Hapyuenus
Hapyuenus co bpamgukapaua | Cynpasentpuk | ITomHas
CHOPOHbL yJIpHag aTPHOBEHTPHK
cepoya HKCTPACUCTON | yiIapHas
i, OJI0KaJ1a
aTPHUOBEHTPHK
yIIspHas
OJyokana
I creneHm,
CHHYCOBag
OpaMKap/us,
OILYIL[EHHE
cepaIcOneHUS
, ApPUTMUSL,
OCTPBIH
HH(papKT
MHOKapAa,
HILEMHYECKast
00J1e3Hb
cepana,
TaxHKap UL
Hapyuenus co AprepuanbHasg | ApTepuaibHas | -
CHOPOHDL THITEPTEH3HS THITOTEH3H,
cocyooe OIIYTIEHUE
TIPUIMBOBY
KPOBH K KOXE
JHLA
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Hapyutenus co | Prota, TommHota | boimb B | Ilo3piBBI  Ha | - Jlucgarus,
CHOpOHDL JKuBoTe, O0Jb | PBOTY JKETTy TOUHO-
24CeYOOUHO- B BEpPXHEN KHUILICYHBIC
Kuitie Ho2o YacTH KHUBOTA, KPOBOTEYEHU
mpaxma Juaped,
JUHCTIETICHS,
UYYBCTBO
JuckoMpopTa
B JKETYIKE,
YYBCTBO
JuckomMbopTa
B KHUBOTE
Hapyuenus co | - - - T'ematur -
CHOPOHDL
neven U
JiCeneeuleo-
oawux nymeii
Hapyuenus co | - Tumepruapos | - KoxuHag cpmis, | -
CMOpPOHbBL CHHJPOM
Koo#CU u CrupeHca-
NOOKOAHCHDIX JI:KOHCOHa,
mKaHet OCTPBIHI
TEHEPaI30Ba
HHBI
HK3aHTEMAaTOo3
HBIA MMyCTYJIE3,
MyJIbTHGOPMH
ag spureMa
Hapyuenus co | - Cniazmbl MermieuHas - -
CHOPOHDL MBIIII] ¢J1a00CTH
CKeNeMHO-
MbLleyHow U
COeOUHU-
MeNbHO
MKaHU
Obwue - IloppimieHHas | - - -
paccmpoticm- VCTaJIOCTh,
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éa U acTeHU,
Hapyuienus 6 HEIOMOTaHHE,

Mecme cnabocTh

66e0eHUs

Jabopamop- - CHIDKEeHIE TlopbImticHNE - -
Hble u Macchl Tela AKTHBHOCTH

UHCHPYMEH- <@TE€UEHOYHBIX

manvHbie » (pepMEHTOR B

oanmwle a3Me KpoBU

Tpasmvi, - Ilanenue, - - -
UHMOKCUKA- TPaBMaTH3M

yuu u

OCNOMNCHEHUS

MAHUNYTAYULL

>k]:[OTCHI_II'{aJ'IbHO XOJIHHOMHMCTHYCCKHUC IIpCiapaThbl MOTYT BBI3BIBATh CYJOPOTH.

IlepenosupoBka

Cumnmomvi: BO3MONKHO, CHMIITOMBI NMEPESAO3ZHPOBKH TaJaHTAMHHOM IIOJOOHBI CHMIITOMAaM
MEPEAO3UPOBKH JPYTHMH XOTHHOMHMETHKaMH. OOBIYHO OTMEYAIOTCSI H3MEHCHHUS CO CTOPOHBI
ICHTPAJILHOH HEPBHOHN CHCTEMBL, APACHMIIATHYCCKOH HEPBHOH CHCTEMBI H HEHPOMBIIIICYHBIX
CHHAIICOB. BO3MOIKHBI MBIIICUHAS ¢JIA00CTh HIH (PACIHKYIISIIHH, a TAKXKE HEKOTOPBIC HITH BCC
CHMIITOMBI XOJIHHEPTHYECKOTO KpH3a: BBIPAXKCHHAS TOIIHOTA, PBOTA, cracTHYecKas GOJb B
JKMBOTE, IIOBBIINICHHOE CJIFOHOOT/AEICHHE, CJIC30TCUCHHE, HEJCPIKAaHME MOYH M Kaja,
MOBBIIICHHOE MOTOOT/ICIICHUE, OpauKap/Hsl, CHH)KCHHE apTepHaIbHOTO JaBJICHUS, KOJUTAIC H
CYJOpOTH. BhIpaxkeHHass MBIIICUHasl ¢1a00CTh B COYCTAHHH C THIIEPCCKPELHEH CIIH3HCTOMH
000JI0YKH Tpaxed H OPOHXOCTa3MOM MOTYT MPHBECTH K YIPOKAIOIIEMY KH3HH HApPYIICHHIO
MPOXOJUMOCTH AbIXaTEIbHBIX TyTCH.

B moctperncTpallHOHHOM HAOIOJCHHH 3apPETHCTPHPOBAHBI COOOIMICHHS O MOJIUMOpP(HOH
(ABYHANpaBJICHHOH) BEPETCHOOOPA3HOH IKEJIYMOUKOBOH TaxXHKapJHH THIA IHPYST»,
yumaennu uHTepBana QT, Gpaaukapauu, sKeIyJOUKOBOH TaXHKApIHH ¢ KPaTKOBPEMEHHOM
NOTepeH CO3HAHHUS NPH HENpEHAMEPSCHHOM MEPETO3UPOBKE rajJaHTaMHHa. B 0THOM H3 3THX
CIIy4acB MAIMCHT 3a OJIHH JCHB IPUHSII BHYTPD 32 MI' TaJJaHTAMHHA.

JONIOTHUTEILHO ONMUCAHBI JBa CJIyyasl CcIy4yaHHOTO NPHMCHCHMS TajlaHTaMHHa B J03¢ 32 Mr
(TOmIHOTA, PBOTA H CYXOCTh CJIH3HCTOH OOGOJOYKH IOJOCTH pTa; TONIHOTA, PBOTA H
3arpyauHHas 0oib) M OJUH ciiyuyail B f03¢ 40 Mr (pBOTa) © MOJHBIM BBI3JIOPOBJICHUEM. Y

OJHOTO TAalHCHTa ¢ TaJUIOIHHAIHAMH B AaHaMHC3C¢ B TCHUCHHC IPCABIAYIIHX JABYX JICT
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(koTopoMy OBUIO Ha3HaueHO 24 Mr B CYTKH) IpPH HENPEJHAMEPCHHOM IPHMEHCHHH
rajJjaHTaMHHa B Jo3e 24 Mr 2 pa3a B CYTKHM B TeueHHE 34 nHEH pa3BHIIMCH TaJUTIOIUHAIUH,
TpeOYIONIHE TOCIHTAIH3AIMH. Y JPYroro maiueHta (KOTOpoMy OBLIO Ha3zHaueHO 16 Mr B
CYTKHM rajJlaHTaMHHAa, pacTBOpa Ul IPHEMAa BHYTPB) YEPE3 Yac MOCJIe CIy4aHHOrO IPHMECHECHHUS
rajaaTamMuHa B jo3¢ 160 mr (40 M1 pacTBOpa Ui IpUEMa BHYTPb) Pa3BHIIMCH MOBBIIICHHOE
MOTOOT/IC/ICHHE, PBOTa, OpaJUKap/AHs H COCTOAHHE, OIH3KOEe K OOMOPOKY, UTO HOTpebOBajIo
roCHHUTaIM3aUuy HalueHTa. CHMIITOMBI IIEPEJO3UPOBKH HCUE3IH B TeUCHHE 24 4acoB.

Jlewenue: cHUMITOMATHYECKasg Tepanusa. B TOKEJBIX cilydadx B KauecTBE AaHTHIOTA

HEOOXOHMMO BHYTPHBCHHO BBECTH aTponuH B jgo3e 0,5-1,0 mr, ganee 103y moaOHparoT ¢

YUCTOM COCTOAHHU S IMallHCHTA.

BzaunmopeiicTBHe ¢ IPYruMH JJeKapCTBEHHBIMH CpeJcTBaAMH

DapmaroedunamuuecKkoe 63aumodeiicmene

OJHOBpEMEHHOE IIPUMCHEHHE C IPYTHMH XOMUHOMUMEMULECKUMU NPenapamamut (amMbeHoHUs
XNIOPUO, OOHeNe3Us, HeoC MUMUHA MeMUNCYTbPam, MUPUOOCMULMUHA OPOMUO, PUBACTHUSMUH
WU MUAOKAPIUH CUCEMHO20 Oelichéus) IPOTUBOIIOKA3aHO.

lN'ananTaMuH gBJISIeTCd AHTATOHHCTOM AHTHXOJIMHEPIHUYECKHX INpemnaparoB. lIpu BHe3amHOH
OTMCHE AHTHXOJHHEPTHUYECCKOTO IpenapaTa, HaNpHMEp, amMponuHd, BO3MOKHO YCHIICHHE
s¢ekTa ranaHTAMHHA.

Kak ®w mpu J5edeHHH JPYTHMH XOJHHOMHMETHYCCKHMH  CPEJCTBAMH, BO3MOKHO
(hapMaKko THHAMHYCCKOE B3aHMOJCHCTBUHE C Hpenapamamil, CHocoOCMEYIOuUMU CHUIICEHUIO
YCC (ouzoxcun, 6ema-aopeHoOIOKamopul), HeKOMOopuiMi OIOKAMOPAMYU « MEONEHHBIX Y
ranvyuesvix xananos (BMKK) u amuooaporom.

Crnegyer coOmoOJaTh OCTOPOIKHOCTh TPH OJHOBPEMCHHOM TIPUMEHEHHH Mpenapamos,
KOmopbie UMerom HOMEeHYUATLHYI0 803MONCHOCHb 8bL3bI8AMN NONUMOPQHYIO HCENYOOUKOBYIO
MAaxuxkapouro muna «nupy>my». B Takux ciyyasx HeoOXOJMMO IMPOBOJHUTH JICUCHHE MOJ
KOHTpOJIeM siiekTpokapauorpammsl (OKI).

I"amanTaMuH, SBISIOMUACS XOTHHOMHMETHKOM, MOKET YCHJIUTh OJIOKA Ty HEPBHO-MBIIIEUYHOH
nepefadyl JEMOoPU3YIONETO THIa (MHOPEIAKCAIlHIO), BBI3BAHHYIO obuyeli anecmesuell (IIpH
NPHMCHCHHH B KaUSCTBE Mepughepuieckozo MUopeirakcanma cykeamemonus), 0cOOEHHO TPH
HEJOCTATOUHOCTH NCEBIOXOIHHACTEPA3HL.

lanaHTaMHH YCHIIHBACT JICHCTBHE OenONAPUSYIOUJUX MUOPENAKCAHMO8, 0CIIA0IIeT ASHCTBHE
HeOenonApuUsyIouux MUoOpenaxcanmos, SBIBIETesl cladbIM aHTATOHHCTOM MOp@uUHA W €ro
CTPYKTYPHBIX aHAJIOTOB B OTHOIICHHH YTHETAIOIETO JCHCTBHS Ha JAbIXaTEIIbHBIH IIEHTP.

YcunupaeT ﬂeﬁCTBHC DMAHONA U CeOAMUBHBLX JEKAPCMBEHHBIX NPpenapamaoes.
12




COOTBETCTBYET SKCNEPTHOMY OTYETY

ot 17.01.2023 N= 5399
(MOCNEOOBATENEHOCTL 0003)
BoccTanaBiMBacT HEPBHO-MBIIIICYH IO MPOBOJIHUMOCTh, GIIOKHPOBAHHYIO

HeOenonApUsYIOWUMU MUOPENAKCAHMaMU (MyOOKypapuH u op. ).

M-xonunobnoxamoper (amponux u Op.) YOTPaHSIOT NMEpHPSPUHUCCKHE MYCKapHHONMOJTOOHBIE

shpexTs

YCTpaHSIIOT HUKOTHHOTIOAOOHBIE 5(p(eKTh rajaTaMuHa.

raJlaHTaMHHA, HeOeNoNAPUIVIoOuUe MUOPENAKCAHMbL U 2AHETUODIOKAMOPLL
D apmaroxuremuecKkoe 63aumodericmene

BriBeieHHE TallaHTaMHHA TPOHCXOJAHT IyTEM METaOOIMUECKHX PEaKIHH M BHIBECHHS
MOYKaMH. PHCK pa3sBUTHSA KIMHHUYCCKH 3HAUUMOTO (PapMaKOKHHETHYECKOTO B3aHMOJICHCOTBHS
HU3KUH. OJHAKO B OTACIBHBIX CIYYAsX KIHHUUYSCKH 3HAYUMOE B3aUMO/ICHCTBHE BO3MOIKHO.
Ilpuem numu 3ameUIIeT BCACHIBAHHC TAJaHTAMHHA, IPH STOM HE BIHAET Ha CTCICHBb
BcachiBanus. IIpenapar [ampropa® CP pekoMeHyeTcs NPHHHMATL BO BPEMs €/Ibl, YTOOHI
YMEHBIIUTH BO3MOKHBIC XOTHHEPTHUECKHE MOOOUHBIE S(P(PEeKTHL.

/Jlpyeue npenapamel, 6auaronuiie Ha MEMaboIUIM 2ATAHMAMUHA

IIpu OTHOBPEMECHHOM NPHMECHEHHH C MAPOKCEMUHOM (MOUHULLE UH2UOUMOP u30ghepMeHmda
CYP2D6) Ui ¢ KemOoKOHA3010M U IPUMPOMUYUHOM (uHeubumopsr uzogepmernma CYP3A4)
MOBBIIIACTCS] OHOAOCTYIMHOCTH TasaHTamuHa (Benmunta AUC) npumepHo Ha 40 % wmm 30 % u
12 % cooTtBeTcTBeHHO. [l0ATOMY B Hauase ICUCHUS MOUHBIMU UHSUOUMOP aAMU U30hepMeHma
CYP2D6 (Hanpumep, XUHUOUHOM, NAPOKCEMUHOM WL (DAYOKCEMUHOM) UM UHSUDUIMOPAaMU
usogpepmernma CYP3A4 (nanpumep, KemMOKOHA30MOM UMU PUMOHABUPOM) BO3MOIKHO
YBEJIMYCHHUE YACTOTHI Pa3BUTHS XOJHHEPIHUCCKHUX HEXKEIIATENIBHBIX PEaKIUH — IJIaBHBIM
06pa3oM, TOIIHOTHI H PBOTHL B 5THX ciiyyasx 1eecoo0pa3sHO CHHXKEHHE ITOICPKHBAFOIICH
10361 mpenapata [anpropa® CP (eu. pasjgen «Cnoco6 IpUMEHEHHS H TO35D»).
OnHOBpeMEHHOE NPUMEHEHUE anmazoHucma peyenmopos N-memun-D-acnapmama (NMDA)
memanmuna B 1o3¢ 10 Mr 1 pas B cyTku B TeucHHe 2 gHeH, a 3ateM 10 mr 2 pasa B CyTKHU B
TeueHue 12 qHeH He BIMSI Ha (PAPMAKOKHHCTHKY TaJlAaHTAMHHA B PABHOBECHOM COCTOSTHHH
nocJie mpHemMa 16 Mr raJaHTaMHHA B BHJIC KaIlCyJI ¢ IPOJOHTHPOBAHHBIM BBHICBOOOKICHHEM
1 pa3 B CyTKH.

Bruanue zananmamuna Ha Memadou3m opyux 1eKapcme eHHbIX Cpeocme

lananTaMHH B TepameBTHYCCKHX Jo03aX (24 MI' B CYTKH) HE BIHSI Ha (hapMAKOKHHETHKY
OU2OKCUHA, TIPH STOM HE HCKIFOUaeTes (hapMaKOJHHAMHYECKOE B3aHMOICHCOTBHE.
lanaHTaMHH B TCpaleBTHYECCKHX JI03ax (24 MT B CYTKH) TaKKe HE BJIHSIT Ha (papMaKOKUHETHKY
sapghapuna ¥ yIITHHSHHE TIPOTPOMOHHOBOTO BPEMEHH.

YyTO TajJJAaHTAaMHH oOjamaer ciaboi

HCCHGI[OB&HI/ISI B YCJIOBHIX n vitro IMoKasajiu,

I/IHFI/IGI/IPYI“OIJ.[CI‘;I CIOCOOHOCTPIO B  OTHOIICHHH OCHOBHBIX woqbepmenmoe CUCmeMbsl

yumoxpoma P450.
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Oco0ble yKkazaHus

[Ipenapat Faﬂbﬂopa® CP noxkazal JUid Je4eHUsl JeMEHIIMU JIbI[Ie IMEPOBCKOTO THIIA JISTKOM
U cpefHel TsokecTH. DPPEeKTHBHOCTh NPUMEHEHHUS TaJlaHTAMHMHA Y MAIUEHTOB ¢ JIPYTUMH
TAMAMH JIGMEHIIUH W JAPYTUMH pacCTpOMCTBaMM TNaMATH He YCTaHOBJIeHA. Takke He
YCTAHOBJICHO TOJIOJKUTEJILHOTO BJIMSIHUS NIPUMEHEHHUS TajJaHTaMUHA (B TeUeHHUE 2-X JIeT) Ha
3aMe/UIeHHe KOTHUTHUBHBIX HApYIICHUH U 3aMe/IUICHHE Mepexo/ia B KIIMHUYESCKH BHIPAKEHHYIO
JIEMEHITUIO Y MAlIUEHTOB ¢ CHHAPOMOM «MATKOr'0» KOTHUTUBHOI'O CHIDKEHHUSI («MATKHE» THIIbI
HAPYIICHUS TAMSTH, He COOTBETCTBYIOIINE KPUTSPUSIM JISMEHITUHU ajIbIITeMMEPOBCKOTO THIIA).
CMepTHOCTh B TpYVIINE TajlaHTaMUHA ObLIa 3HAYMTENLHO BHINIe, YeM B Tpylme Iutanebo,
14/1026 (1,4 %) manmweHTOB, TMOJyYaBMHX TadanTamuH, u 3/1022 (0,3 %) mnarmeHTOB,
MOJTyJaBMuUX TuTaneGo. [IpuuuHbl JeTaqbHBIX UCXOM0B ObUTH pasiuyHbl. OKOJIO TOJOBHHBI
CJIydaeB JIeTAJIbHBIX HCXOJOB B TpYIIeE TajJlaHTAMHHA ObBUIM B pe3ylbTaTe pazIudHbIX
COCY/IUCTBHIX TPUUYUH (MH(PAPKT MHOKap/Ja, HWHCYJIBT W BHE3alHasl CMEpTh). 3HAUMMOCTH
IIOJIYYeHHBIX JIAHHBIX JUI JICUSHHWS IIAIMEHTOB ¢ JEMEHIMEeH aJIbIIeUMepOBCKOrO THIIA
HemsBecTHa. [lmaneGo-koHTponupyeMble  HCCIEMOBAHHUS  MAIUCHTOB ¢  JISMCHITUCH
aJIbITeMIMepOBCKOTO THIIA NPOBOJUIIMCH TOJIBKO B TSUSHHH 6 MecCsIeB. B 5TUX HccleJOBaHUAX
CMEPTHOCTH B TPYIINE ralaHTAMUHA HE YBEJIMUHUBAJIACH.

Jleuenue npenapatom I'anmsHopa® CP J0KHO IPOBOAUTHCS TONBKO MO/ KOHTPOJIEM Bpaya
HaOJTIOJICHUEM CO CTOPOHBI UeJIoBeKa, 00SCIeYMBAIOMIETO YXO/] 3a TAIIUSHTOM.

Taoicenvie HapyuleHUs CO CHOPOHBL KOUCU

Y NalMeHToB, TMOJMYYAOIHUX JICUeHHE TaJlaHTAMHHOM, ObLIH 3apeTUCTPHPOBAHBI TSDKEIIbIS
HAPYIISHUS CO CTOPOHBI K03kH (cuHipoM CTHuBeHCA-/[XKOHCOHA U OCTPBIN T'eHepaIM30BAHHBIN
SK3aHTEMATO3HBIH mycTysied) (oM. pasgen «lloGounoe geiicTBue»). PexomeHmyeTcs
IpouH(GOPMUPOBATH MAIIMEHTOR O TIPU3HAKAX TSHKEJILIX HAPYIICHUH CO CTOPOHBI KOJKH H O TOM,
9TO MPHU HEPBOM IMOSIBJICHUH KOMXKHOM CHITTH HeoOX0IUMO MPEKpaTUTh MPUMEHEHHE TipernapaTa
["apHOpa® CP.

Y mamueHToB ¢ Oonie3HBI0  AublreliMepa CHMKaeTcsa Macca Tena.  JleueHue
XOJIMHOMUMETHUYECKUMH CPE/ICTBAMH, BKJIIOYAsl TaJaHTAMHUH, COIPOBOXKIACTCS CHHMKEHHUEM
MAacchl TeJia, TO3TOMY BO BpeMsl TepalliH CjieyeT KOHTPOJMPOBAThH STOT IMOKA3aTENb.

Kak 1 IpyTHe XOJHHOMHMETHUECKHE Cpe/IcTRa, penapar ['amsropa® CP clie/lyeT NpUMEHATSH
OCTOPOIKHO TIPH CIISIYIOMUX 32001 BaHUSK

Sabonesanus cepoeuHo-coCYOUCON CUCeMbl

Benenacteue  (papMakosiorHUeckoro JACHCTBUA — XOJMHOMUMETHUSCKHE CpEJICTBA MOTYT

BBI3BIBATh BaroToHWYeckue 3dpdextsl (B ToM uucie OpaJuKkapAHIO U BCE THIBI OJIOKAIbI
14
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aTPUOBEHTPHKYJLIPHOIO y371a). ClleyeT IPUMEHATE ¢ OCTOPOXKHOCTBIO Y HanueHToB ¢ CCCY
U JPYTHMH HapYIICHHAMH CYIPABEHTPHKYIAPHOH IPOBOJUMOCTH, INPH OJHOBPEMECHHOM
TCpallHH ¢ JICKAPCTBCHHBIMH IpenaparaMu, cHuKapomuMd YCC (aurokcwH u Oeta-

aJpeHOGIOKATOPEl), M Y MAIHCHTOB ¢ HApPYHICHHSMH 3JIEKTPOJHTHOTO OOMCEHa
(THIEpKATHEMHs, THIOKAJIHEMHS), B IEPHOJ] IOCJIE INEPEHECCHHOIO OCTPOro HHpapKTa
MHOKapJa, IpH BICPBbIC BBIABICHHOH MEpLUATC/IbHOH apUTMHHM, Yy TAllHEHTOB ¢
aTPHOBEHTPHUKYBIpHOH Onokanoii II-1II cremenu, HecTabumpHOH creHOoKapaued umu XCH,
ocobenno III-1V ¢pyHKIHOHATBHOTO Ki1acca Mo Kaccupukanuu NYHA.

Ha ¢oHe Tepanuu JeMEeHIHMH ajblredMepoBCKOro Tuma TpemapatoMm Iampropa® CP
VBEIMYHBACTCS PUCK PAa3BHTHS HEIKEIATEIBHBIX PEAKIHH CO CTOPOHBI CEPICUHO-COCY JHCTOH
CHCTEMBIL.

Hmeroress coobmenuss o6 yamuHeHuu wuHTepBada QTc y manueHTOB, NPHMCHSIOIIMX
TEPalleBTHYECKUE O3Bl  HHTHOMTOPOB  XOJIMHACTEpasbl  (AOHENME3WJ, TaJlaHTAMMH,
PHBACTHTMHH), M O CJIy4YasiX >KCJIYAOYKOBOM TAaxXHKapJUH THIIA <«IIHPYST» BCJIEACTBHE
NEPESIO3HPOBKH. B ¢BSA3H ¢ BTHM, HHIHOHTOPHI XOJMHHICTEPA3bl (OHEME3HJI, TajJaHTAMHH,
PHBACTHTMHH) CJIEYET IIPUMEHITH ¢ OCTOPOIKHOCTHIO Y NAHEHTOB ¢ YAJTHHEHHEM HHTEPBAJIa
QTe¢, y manueHTOB, MOIYYarONIHX JICUCHHUE IIPENapaTaMHy, BIUHAIOMUMHY Ha uHTepBai QTec, uwim
y TAaNHEHTOB ¢ paHee CYINCCTBOBABIIMMH HAPYIICHHSIMH CEpPACYHOTO pPHTMA HIIH
SJIEKTPOTHTHBIMH HAPYILICHHSIMH.

Sabonesanus nuujesapumenvHol CucmeMol

Y NalMEHTOB ¢ HOBBIIEHHBIM PHCKOM Pa3BHTHSI SPO3HUBHO-A3BeHHBIX mHopaxeHud KKT
(HampuMep, si3BeHHAasT OOJIC3HD JKETy/Ka U 12-mepeTHOH KUIIKK B aHaMHe3e, Tepamnus HIIBIT)
HEOOXO/JHMO KOHTPOJIHPOBATH COCTOSIHHE ¢ IICIbIO PAHHETO BBISBJICHHS COOTBETCTBYIOIHX
NaTONOTHYECKUX cuMITOoMOB. Ilpenapar Ianbnopa® CP He pekOMeHAyeTcs NPHMEHATH Y
nanueHToB ¢ obcTpykuued JKKT mwim mocne HemaBHO NMEPEHECEHHOTO XHPYPTHYECKOTO
BMmemaTeabeTBa Ha JKKT.

Sabonesarnua HepeHOI cucmeMbl

IIpuMmeHEHHE XOTHHOMHMETHYECKHX CPEICTB MOJKET BBI3BIBATh CYJOpOoru. ClieiyeT HOMHHUTH,
4YTO CYJOPOKHAS aKTHBHOCTH MOJKET OBITH NPOSBICHHEM caMoi Gose3HH AnbnreimMepa. B
PEAKHX CIy4asX YCHJICHHE XOJIMHEPTHYECKOTO TOHYCA MOJKET BBI3BIBATh YXY ALICHHE TCUCHHUS
Gonesnu IlapkuncoHa.

VY NanMeHTOB ¢ JIEMEHI[HEH aIbIIe¢HMEPOBCKOTO THIIA, MPUMCHSIONUX raJlaHTaMUH, HEYAcTO
OTMEYAJIH PAa3BHTHE LepeOpOBAacKY/BIPHBIX COOBITHH. DTO cJeAyeT YUYHTHIBATH IIpH
Ha3HAUCHHUH TaJJaHTaMHHA MAIHCHTaM ¢ IlepeOpOBacKy JIPHOH MATOJIOTHEH.

3abonesanus OvixamenbHOU CUCHeMbl
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IIpenapat Fanbnopa® CP ciieiyeT Ha3HAYATH ¢ OCTOPOKHOCTBIO MAIMEHTAM C TShKETOH BA,
XOBJI, ocTpbIMH HH(PESKITHOHHBIME 3a00ICBAHHSIMH JIETKUX (HAIPUMED, THEBMOHHUCH ).
Sabonesarus nouex 1 MO4eavI800AUUX Nymeli

IIpenapar Tampropa® CP He pekoMEHIyeTcsi NMPHMEHSTh Yy TNAIHEHTOB ¢ OGCTPYKIHEH
MOYEBBIBOJSIIUX IIYTEH, HEJABHO NMEPEHECIIHX XHUPYPIHIECKOE BMEIIATE/ILCTBO HA MOYEBOM
y3bIpeE.

Obuas anecmesus

["aaHTaMUH, SBSIONHHCS XOTHHOMHME THKOM, MOKET YCHIIHTH GJIOKay HEPBHO-MBIIICUHOH
HepeJaud JCHOBIPU3YIONIETO THIIa (MHOPETIAKCAIHIO), BBI3BAHHYIO OOICH aHecTe3HEeH (IpH
IPUMEHEHHH B KauecTBE IMEPH(PECPUUECKOIO MHOPEIAKCAHTA CYKCAMETOHHS), OCOOCHHO IPH
HEJOCTATOYHOCTH IICEBIOXOIHHACTEPA3HIL.

IIpu BHE3AITHOM NIPEKPAICHHHY JICYCHHS (HAIIPUMED, IIEPE/ XHPYPTHUYECCKHM BMEIIATEIbC TBOM )

CHHJPOM «OTMCHBD> HC Pa3BHBacTCA.

BiangHue Ha ¢cnioco0HOCTh YHIPpaBJATH TPAHCIIOPTHBIMH CpeAcTBaMM, MeXaHH3MaMH

HpenapaT FaHbHOpa® CP, KakK H JpYIruc XOJIHHOMHMCTHYCCKHC CPCACTBA, MOXKCT BBI3BIBATH
COHJIHBOCTh H TOJJIOBOKPYXCHHC, KOTOPBIC HCITaTHBHO OTpaXXarOTCiA Ha YIIPpaBJICHHH
TPaAHCIIOPTHBIMH CpCACTBAMH, MCXaHHU3IMaMH, OCOOCHHO B IICPBBIC HCJCIIM IIOCJIC Ha4dalia

JICHCHUSI.

®opma BbIMyCKA

Kancysmsl ¢ IpoOHTHPOBaHHBIM BRICBOOOKICHHEM, 8 MT, 16 Mr, 24 Mr.

ITo 7 xamcyn, 10 xamcyn wam 14 kamcyn B OimeTepe W3 KOMOHMHHPOBAHHOTO MaTepHala
I[IBX/TISTIBX u amoMUHUEBOH (POITBTH.

ITo 1, 4, 8 wym 12 GiueTepoB o 7 Kancysi, Wik mo 3, 6 uiu 9 Gnuctepos mo 10 Kancysi, WM
1o 2, 4 wim 6 6iueTepos 1o 14 KareyJ1 IOMEIAIOT B MTaYKy KapTOHHYIO BMECTE ¢ HHCTPYKIHEH

IO MPHMCHCHHIO.

YcaoBusa XxpaHeHHs
IIpu TemnepaType He Bbiie 25 °C, B OpUTHHAIIBHOMN yIIaKOBKE.

XpaHHTb B HCAOCTYITHOM JJIA JIETEH MECTE.

Cpok roJHOCTH
2 To1a 6 MECSIEB.

He IIPpHMCHATSD IIperiapar Mmoo HCTCYCHUHH CpOKa rOJHOCTH.
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YciaoBusa oTmycka

OTmycKaloT 1o penenty.
HaumveHoBaHHe I0OpHIMYECKOTO JIMIIA, HA HMSA KOTOPOr0 BBIJAHO pPerucTpaLOHHOe
YAOCTOBepeHMe, ajpec

AO «KPKA, n.1., HoBo mecto», [lImapbemka necra 6, 8501 HoBo mecTo, CiroBeHus

IIpousBouTE L

AO «KPKA, 1.1., Horo mectoy, IlImapbenika mecta 6, 8501 Hoeo mecto, CroBeHus

HauMeHoBaHMe M aJipec OpraHM3alM, MPUHUMAIOIIEI MpeTeH3 U o TpeduTe e
000 «KPKA-PYC»,143500, Mockosckas 061, r. Uctpa, yi. Mockosckast, a. 50
Ten.: +7 (495) 994 70 70, daxc: +7 (495) 994 70 78

[IpencraBuTens pupmbl Tamkxosuu T. B.
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