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1. HAMUMEHOBAHMUE JIEKAPCTBEHHOTI'O ITPEIIAPAT & COTJAACOEARY
Avmionapor, 200 r, TeGiteri. e S

Mprkas Munucreperea siapasooxpanenus
Pecnybnuxu Ben

2. KAUECTBEHHBII I KOJIMYECTBEHHBIA COCTAR or . 85, 2% 2227 47/
eticmsyioujee gewjecmgo: aMuOJapOHa THAPOXIIOPHUI.

Onna tabnetka comepxut 200 Mr aMuo1apoHa ruIpoXJIOpH/Ia.

TToJHBIH CIIMCOK BCIIOMOTATEIbHBIX BEIECTB CM. B pasziene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Tabnerku GeI0ro WK MOYTH OEJIOro LBETA, IIOCKOLMINHAPHYECKHE, C HaCKOH M PUCKOM.
Pucka Ha TabneTke npeaHa3Ha4YeHa [Jisl AEJIEHHs Ha IBE€ PaBHBIE 110 JO3MPOBKE IMOJIOBHUHBL.

4. KIMHUYECKHUE JAHHBIE

4.1. lloka3aHusi K NPHMEHEHUIO

JleyeHue cieayeT HAYMHATH W KOHTPOJIMPOBATH TOJBKO B YCJIOBHAX CTalMOHApa HIIH IOX

HaOmomeHueM crnenuanucta. [Ipemapar AmuoZapoH TOKa3zaH Ml JIEYEHUS TSOKENBIX

HApYIIEHHH PUTMA U TOJIBKO B TOM CIly4ae, €CIM APYTrHe METOMbI JeueHUsI He 3Q(EKTUBHEI HITH

HE MOT'YT OBITh UCIIOJIH30BAHBbI.

— Taxuaputmum, cBsI3aHHEBIE ¢ cuHApoMoM Bonbda-Ilapkuncona-VYaiirta.

— Tpeneranue mpencepawii W MepuaTeIbHAas APUTMHUS [PH HEBO3MOXKHOCTH IPUMEHEHHs
NPYTHX MPEenapaTos.

— Tlapokcu3aMabHbIe TAXHAPUTMUHU BCEX BHUOB, B TOM YHCJIE€ HA/DKEIYIOUYKOBBIE, Y3II0BLIE U
XKETYIOYKOBBIE TaXUKAPIUH, GUOPUIUIAIUS JKETYJOYKOB TP HEBO3MOXXHOCTU IIPHUMEHEHUSA
NPYTHX MPEnapaToB.

— IlpodumakTrka »kexy10YKOBBIX APUTMHHI y MAIIHEHTOB C BLICOKAM PUCKOM Iocje nH(apKTa
MHOKapa WIA Yy MAlMEeHTOB C KIMHUYECKUMH IIpU3HAKaMH 3aCTOMHOM CepaeYHOMH
HEJOCTaTOYHOCTH W/umu ¢pakiueii BpIOpoca JeBoro sxemymouka meHee 40 %, ‘KOTOpBIE
MOJTYy4aroT COOTBETCTBYIOIIEE JICUEHHE CEepACYHOM HEeIOCTATOYHOCTH, BKIIOUAIOIIEE
uHruouTOpsl AII®. HeoOXoaumMo HCIONB30BaTh MUHHMAIBHYIO 3((GEKTHBHYIO H03Y,
JeYeHHe ClefyeT HaYMHAaTh ¥ KOHTPOJIMPOBATH TOJBKO B YCJIOBUSIX CTallMOHApa MIHM TOJ
HaOJIOJICHUEM CIIEeLHAITHCTA.

4.2. Pesxum 103UpOBAHHSA U CIIOCO0 MPUMEHEHHS

Pesxxum go3upoBanus

B3apociibie

OcobeHHO BaXXHO WCIMOJIB30BATh MHUHHMAIbHYIO 3G¢ekTHBHYI0 103y. Bo Bcex ciydasx
HEeOOXOMMO OLICHHBATh HMHIMBUAYAIBHYIO PEaKkIMIO MalueHTa Ha sedeHue. Kak mpaBumio,
3 PEKTUBHBIM SIBISETCS CIEAYIOIIAN PEXHM J03MPOBAHHUSI.

Haepyzounas 0oza

Jleuenue cinenyer HauuHaTh ¢ 7036l 200 Mr 3 pa3a B JeHb U MPOAOIKATH B TEUEHUE | HEIENH.
3aTeM B TeueHWe CIIeAYIOIeH Hemend mpenapar cieaveT npuauMmarth B 1o3e 200 Mr 2 pasa B
J€Hb.
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Iocne HawanbHOro Meprosa m03y ciexyer ymeHsimuTh 10 200 MI/CYT HilH MEHBIIE, €CTI-3T0
nenecooOpasHo. B pemkux clydasX ITalMeHTy MOXeT IOTpeGOBaThCs 0oJiee BBICOKAS
noAxepkuBaiomas  no3a. IloanepXuBaroulyio 103y CIeAyeT peryispHO TepecMaTpHBaTh,

0CO0€eHHO ecnu oHa npesbinaet 200 Mr/cyT.
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Harpy3zounas n03a

Jlnst OBICTPOrO IOCTHIKEHHSI afeKBATHOTO YpOBHS Tpelapara B TKAHSX HEOOXOIMMa BBICOKAS
J03a.

[NonnepxuBaromas 103a

Cnvmkom BEICOKas J03a BO  BpeMs TOJUICPIKUBAIOLICH TEpauu MOXET TNPHBECTH K
HEKCJIATCIbHRIM - EAKIHSAM, KOTODBIE, KaK CYMTAETCS, CBSA3AHBI C BBICOKHM YPOBHEM
amMHoJlapOHa U €ro MeTaboJIMTOB B TKAHSIX.

AMHOZIapOH MPOYHO CBS3BIBAETCS ¢ GETKAMH ILIA3MBL IIEPUO]] MOJIYBBIBEAECHUS COCTABISET B
cpennem 50 nuedt (nmanason 20-100 ameit). [Tostomy IIpU KOPPEKIUH JO3BI IJISl JOCTHXKEHUS
HOBOH DaBHOBECHOH KOHUEHTPAalMM [OKHO NPOMTH HOCTATOYHO GONBIIOE KONHYECTRO
BPEMEHH. Y TMalUEHTOB C DHCKOM BO3HHKHOBEHHS MOTEHIHATBHO JIETATBHBIX ApUTMUEL
JUIMTENLHBIA [IEPHOJ| TIOTYBBIBEACHHUS SIBISETCS EHHOH 3alUTOM, Tak Kak IPOIYCK IpHeMa
OTACIBHBIX 7103 HE OKA3bIBACT CYIIECTBEHHOTO BIUSHHS Ha OOLIMI TepaneBTHIeCKHil 3 pekT.

Oco0eHHO BaXKHO MCIIOIB30BATH MUHUMAIbHYIO 3(G(EKTHBHYIO 103y, a Takke pPeryJspHO
KOHTPOJIMPOBATE COCTOSHME MAIUCHTA HA MPEAMET BBISBJIEHHS MPH3HAKOB CIMIIKOM OOJIBIIOlN
03bl aMMOIAPOHA, B 3TOM CITy4ae 03y HEOOXOIUMO KOPPEKTHPOBATS.

Cruorcernue 0o3vi/ommena npenapama

Ilo Mepe ymeHbuIeHHs KOHIEHTparUu Iperapata B TKAHAX HEXKelarTelbHble DeaKiuu
MOCTENECHHO HmcyesaroT. [locnme mpekpamienus npuema [IperapaTa OCTATOYHOE KOJIHYECTBO
aAMHOJIapOHa, KOTOPBIA CBSI3aH C TKAHSIMH, MOXKET 3alMTHTh MAlHEHTA HA CPOK 10 MecsIa.
OZnHaKo cremyeT yYUTHIBAT BEPOSTHOCTE Pa3BUTHUS B 3TOT MIEPHOJL PELIUANBA APUTMHUH.

JHemu
Beszonacnocte u addexTuBHOCTS aMHOIapoHa y JeTel He yCTaHOBJIEeHBL VMerommecss B
HaCTOsIICE BpEMs JaHHBIE ONUCaHBI B paszgenax 5.1 u 5.2.

Iayuenmur noxcunozo sospacma

Kax 1 1151 Bcex mauuenToB, BaYKHO HCIOIB30BaThH MHHHUMAIIbHYIO 3 (PEKTUBHYIO 1103y. XOTS HET
AIOKA3aTE/ILCTB, HTO 71032 B STOH TPYNNe NAUMEHTOB O/DKHA OTIMYATECS OT OOBIYHOM, B
CIIyqasx, €ciii MCIOJB3YETCs CIUIIKOM BBICOKAs 03, TAKHE MAlMEHTBI MOTYT UMETh Oolee
BBICOKMH PHCK pasBHTHS OGpaTnKapIin o HApYWeHIH [POBOAMMOCTH. Ocodoe BHUMAHHE
CIICAYET yACNSTE MOHUTOPUHTY ()YHKIMHM IIMTOBUIHOM Kene3bl (cM. pasmesns 4.3, 4.4 u 4.8).

Crnocod npumenenus
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4.3. IIpoTuBONIOKA3aAHUS

— Cunycosas OGpanukapaus U CHHOATpHalbHas GJoKama cepaua. Y MAlUMEHTOB C TKETBIMHU
HapyUIEHUSIMH MpOBOAMMOCTH (AB-O/0Kajza BBICOKOH CTEMEHH, [BYXIy4KOBasl MM
TpEeXIy4koBas Onokana) i 3a00NEBaHUSIMH CHHYCOBOTO y3&ia IpenapaT AMHOIApoH
MO’KHO IPHMEHSITh TOJIBKO B COUYETAHMHU C HCKYCCTBEHHBIM BOJAMUTENIEM PUTMA.

— Hapymenus QyHKIUH IUTOBHIHOMN JKETIE3E], B TOM YHCIIE B aHAMHESE.,

— TloBbllienHas 4yBCTBUTENIBHOCTD K Oy, aMUOJAPOHY MM JIFOOOMY M3 BCIIOMOTATETBHBIX
BEILECTB, NIEPEUNCIICHHBIX B pasfene 6.1. Onna tabnetka 200 Mr COAEPXKUT IPUMEPHO 75 M
Hona.

— OnHoBpeMeHHOE MpUMEHEHHE Ipenapata AMHONApOH C MpernapaTam, KOTOpbIE MOTYT
BBI3BATH JKCITYI0UKOBYIO TaXHKapAHIO THIA «IHPY3T» (forsade de pointes) (cm. pasaen 4.5).

— bBepemennoCTh, 32 HCKITIOUCHHEM CITy4YaeB KpaiHel HEOOXOMMOCTH (cM. paznen 4.6).

— Jlakranus (cM. pasgen 4.6).

4.4. Ocobble ykazaHusi H MePbI IPEIOCTOPOKHOCTH TPH HPHMEHEHHH

[TarenTel ¢ penKuMH HACNENCTBEHHBIMH 3a6ONEBAHMAMH HENEPEHOCHMOCTH raaKTOo3Bl,
neduuuToM nakTassl Jlanma, rOK030-ralakTo3HOH MamkabcopOLUuel He JOMKHEI IPUHUMATH
9TOT JIEKAPCTBEHHBIH IIpernapar.

Hemu

besomacHocTe u 3ddexTHBHOCTE ammOmApOHA y feTeil He YCTAHOBJIEHHI. [Toatomy ero
HCTIOJIb30BAHHE y IETEeH HE PEKOMEHIYETCH.

Hapywienus co cmoponwt cepoya (cm. pasoen 4.8)

IIpuMeHeHre CITMITKOM BBICOKHX 7103 NPENapara MOKET NIPUBECTH K Pa3sBUTHIO BBIPA)KEHHOM
OpamuKapiuM M HapyIIEeHHsM IIPOBOIMMOCTH C MOSBIEHHEM UIMOBEHTPHUKYIJIIPHOTO PUTMA,
OCOOEHHO y MAlMEHTOB MOKUIOrO BO3PACTA MM TIPH OIHOBPEMEHHOM IIPHEME C TperapaTaMu
HaNepCTAHKU. B 5TUX clydasx mpemapaT AMHOIAPOH CleIyeT OTMEHHTD. ITpu HeobxomumocTH,
MOJKHO HAa3Ha4YUTh 0O€Ta-aJpeHOCTUMYNATOPHI MM TIIIOKAroH. M3-3a JUTMTENIBHOTO nepuoaa
TIOJTYBBIBCAICHHS aMHUO/IAPOHA B CITyYasX TSOKEJIOH U CUMITOMATHYECKOH OpaIuKapauH CleayeT
PacCMOTPETH BOIPOC 00 YCTAHOBKE UCKYCCTBEHHOTO BOAUTENS PHTMA.

®apmakoIoruyeckoe NeiCTBHE aMHOIAPOHA IIPEANOJaraeT BO3HHKHOBEHHE H3MEHEHMH Ha
OKT: ynnmunenune wuntepsana QT (CBA3aHO C JUIMTEIBHOM peTosgpy3anmen), BO3MOXKHO
noseienne 3youoB U wu nedopMHpOBaHHBIX 3y6mOB T:; 3TH HM3MEHEHHS He SBISIOTCS
NpH3HAKaMHU TOKCHYECKOTO IeHCTBUS Mpemnapara.

VY NauueHToB MOXKUIOro BO3pacTa MOXET 3aME€THO CHMIKATHCS YacToTa CEPICUYHBIX COKpPALLECHUIH
(HCCO).

B cityuae BosnuknoBenus arpuoBenTpukyspHoit 6roxanst I1 wim 111 ctenenm, CUHOATPHAIbHOM
OJIOKA/IBI MM IBYXTTY4KOBas OJIOKAIbl [IPHEM TIPerapara cIeayeT MPEKPATUTE.
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COO0WANoCh O Cy4YasX BO3HHUKHOBEHHS HOBBIX BWIOB HApYUICHHH pUTMa, yYCyrybieHHu
MMEBIIMXCA paHee HApyIICHUl PUTMa, HHOT/IA CO CMEPTENBHBIM HCXOZIOM. BakHo (Ho c103Kio)
OTIMYUTL OTCYTCTBHE S((EKTHBHOCTH Tpenapata OT €ro MpPOAPUTMHUECKOTo 5(deKTa,

HE3aBUCUMO OT TOTO, CBSA3AHO JIM 3TO C YXYOUICHUEM COCTOSIHUSA cepauna. HpOﬂpHTMH’ICCKHC

COTJACOBAHO
PABOOXPAHEHUSA
WJIAPYCH
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3(G}eKThI 0OBIYHO BO3HUKAIOT MPHU AEHCTBHM axTopos, yanuusromux unreppan QT, Takux Kak
TPHEM  HEKOTOPBIX JICKAPCTBEHHBIX MPEIApATOB M/WIH ONEKTPOIUTHBIE HAPYIIEHHS (CM.
pasnenst 4.5 u 4.8). HecmoTps Ha ynnuHeHHe unrepsana QT, ammonapon mposiiser HU3KYIO
AKTHBHOCTDL B OTHOILICHUH IPOBONMPOBAHHS JKEYI0UKOBOH TAXUKAPMH THITA (ITHPYIT.

Taocenas bpaduxapous u 6aoxkada cepoya

[Ipy omHOBpeMeHHOM mNpHUMeHeHUH aMuoZiapoHa ¢ coocOyBUpoM HabIIOfATUCh CiTydau
TSDKEJIOH, MOTEHIHATBHO YIPOXKAIOMIEH XU3HN Opanukapauu u GI0Kas! cepma.

Bpanukapnus o6GbrdHO pa3sBuBaiace B TeueHHe HECKOJIbKMX 4YacoB WM JHEH mocie Hayana
Jiedennd mpoTue Bupyca rematuta C (HCV), Ho HaGmromamucs u Gonee mosmHmue ciaydau, B
OCHOBHOM, B T€YEHUE 2 HEJIEID.

AMHOZIapOH MOJKHO IIPUMEHSTH Y TALHEHTOB, TOTy4alomKX copocOyBHp, TONBKO €CH Ipyrue
AHTHAPUTMHYECKHE NPENapaThl IPOTHBONIOKA3AHBI HJIH HE TIEPEHOCSTCA.

Ecnu npumeneHne amuonapona cuurtaercs HEOOXOIUMBIM, PEKOMEH/YETCS B TCYEHHE IIEPBBIX
48 4 ONHOBPEMEHHOTO NPHMEHEHUS MPOBOIHTE MOHHTOPHHT pabOThI CEp/Ia B CTAMOHAPHBIX
YCIOBHSAX, TIOC/IE HETO CIEAYET ©KESAHEBHO POBOIUTH aMOyIaTOPHBIH WK camokoHTposie YCC
B T€YEHHE, 10 KpalHEN Mepe, NMEPBLIX 2 HE/IENb JTEYCHHUSL.

B cBasu ¢ mmmTensHBIM mepuomoMm TIOTYBBIBEICHUS aMMOJapOHa y MAlUMEHTOB, KOTOpPbIE
PEKPaTHIIA TIPHEM aMUOJIapOHA B TEYCHHE MOCTEIHUX HECKONBKIX MECSIEB U JOKHBI HAYATE
JICYCHHE, BKIOYaroIIee cohocOyBUp, TAKKe CIIEAYET IPOBOLHTH MOHHUTOPHHT paboThI cep/na.
Beex mnamuenTtoB, momydarormux AMHMOZIApOH B KoMOMHauuu ¢ codocOyBupom, crexyer
NMPEAYNPEKRAATH O CAMITOMAX OpalMKapauy U GIOKAIBI CepaIla 1 PeKOMEHI0BATH B clly4yae ux
BOSHHKHOBEHHMS HEMEIUICHHO 00pallaThCst 38 MEAUIIHHCKON MTOMOIIIO.

Hapywenus co cmoponwl nezxux (cm. pasoen 4.8)

BosuuknoBeHue npu npueme aMHOZlapoHa OABIIIKY HIIM HETPOAYKTHBHOIO KAIILIS MOXKET OBITE
CBA3AHO C JICTOYHOH TOKCHYHOCTBIO —IIperaparta  (THIepYyBCTBUTENbHDII ITHEBMOHHUT,
AIIbBEOTISIPHBIN / MHTEPCTUUHAILHBIA THEBMOHUT HITH $ubpos, mreBput, 06IMTEPUPYIOLIHiL
HEBMOHHT C OpraHU3yIOMEHCs MHeBMOHHUEH). CHMIITOMBI MOTYT BKITIOUATB OJIBIIKY (KOTOpas
MOJKET OBITh TSKEJIOH U HECOOTBETCTBYOIIE TEKYIIEMY COCTOSIHHIO CEplIa), HEMPOyKTHBHBI
Kaleslb W yXy[qUIeHHe OOLIEro COCTOSHMS 340POBbS (YCTATOCT, NOTeps Beca U JIMXOpaKa).
Hauyano o0prau0 MeanenHoe, HO MoskeT OBICTPO MporpecckpoBaTh. BoabIIHHCTRBO Ciy4aeB ObLIO
3apeTUCTPUPOBAHO NpPU [UIMTEIBHOH TEpamuy, HO HEKOTOpble M3 HUX HAOJIIONATHCE BCKOpe
[I0CTIE Havasia JIeYeHHUs.

Crenyer paccmoTpeTs LeJIeCO00Pa3sHOCTh MPONOIKEHUS JIEYEHUS aMHOIAPOHOM, TIOCKOJIBKY
MHTEPCTULHAIBHBIH THEBMOHUT, Kak MPaBUJIO, OOPATUM MpH paHHeii OTMeHe amMHOIapoHa.
Crenyer TmarebHO 06¢1€10BATH NALIEHTOB 11, NpI HCOOXOHMOCTH, HCPEe] HAYATOM Teparliui
MPOBECTH PEHTIEHOrpauio OPraHoB rPyAHON KieTku. Bo Bpems neuenus. eciu NOJ03peBaeTCs
TOKCUYECKOE JEHCTBHE aMHOJapOHa Ha JIEeTrKHe. PEHTTeHOTpauio CIeayeT MOBTOPUTH M
MPOBECTH HCCIeI0BAHUE (DYHKUMHU JTETKUX. MO BO3MOKHOCTH BKITIOUAS ompeneneHue Tpauchep-
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3aCTOs B JIETOYHBIX BeHaX. Jlerounas TOKCHYHOCTB IIPH paHHEH OTMEHE Teparuy aMUOapPOHOM
00bIYHO OOpaTHMa, ¢ WM Oe3 Tepamuu KOPTHUKOCTepouaaMu. KITMHHYECKHe CHMIITOMBI YacTo
MCYE3AIOT B TEHCHHUC HECKOJBKHX HEJENb C INOCIEAYIOIMM Oojlee MEUICHHBIM yJjlydIleHHeM
PEHTIEHOJIOTHYECKHUX TIoKasaTesied U QyHKUUHU JileTkuX. TeM He MeHee, COCTOSHHUE HEKOTOPBIX

(axropa. HauanbHble peHTreHOIOTHYECKUE U3MEHEHUS ObIBAE

MAHEHTOB MOXKET yXyIIUIHTHCS, HECMOTPS Ha MPEKpalleHUe IIPUeMa Mpenapara.

B o4eHb peikux Ciy4asx HaONIONANHMCH TSDKENble OCIOXHEHHS CO CTOPOHBI [BIXATETBHOI
CHCTEMBI, HHOTJA C JIETATBHBIM HCXOAOM (OCTPBIH pECIHpPATOPHBIN UCTpecc-CHHAPOM
B3POCIIBIX), 0OBIMHO Cpa3y MOCIIe XUPYPrHUECKOTO BMEIIATEIbCTBA. DTH OCIOKHEHHS BO3MOKHO
CBS3aHbI C BEICOKOH KOHI[EHTpALUEH KUCIIOPOa.

I'unepmupeos (cm. pasoenvi 4.4 u 4.8)

Bo BpeMmst jileueHus aMMOaPOHOM HJIH B TEUEHHE HECKOJIBKHX MECSIIEB MOCIIE ero IIpeKpaIeHus
MOXET BO3HUKHYTB IHITEpTUPE03. I[oBBIIEHHAs HACTOPOXKEHHOCTD JAOJIXKHA OBITH B OTHOIIEHHH
TaKuX CHUMIITOMOB KaK MOTEps MacChl Teja, acTeHHs, OECcHOKOMCTBO, yvamieHHe myIibca,
BO3HMKHOBEHHME apUTMHH, CTCHOKApJHs, 3aCTOMHAs Cep/edHas HEeIOCTaTOYHOCThb. J{HArHO3
OATBEPXKAACTCS NPH BBIABICHUH CHIDKCHHS B ChIBOPOTKe KpoBH ypoBHs TTT, usmepsiemoro
BBICOKOUYBCTBUTEIBHBIM MeToA0M (BUTTI'), moBenmenus yposus T3 u cHmwkenust orsera TTT
Ha BBCJCHHC TUPEOTPONMH-PUIM3HHI-TOPMOH (TPT). Takxke moxer ObITh 0GHApYIKEHO
NOBBIIEHHE YPOBHS peBepcuBHoro T3 (rT3).

B ciyuae BBIAB/ICHNS THIIEPTHPEO3a TEPAIHIO aAMUOLAPOHOM CIIEyeT MPeKPATHTb. B TsKembIX
ciydqasX ¢ KIMHHYECKMMM IPOSBICHHSMH THPEOTOKCHKO3a, KOTOPblE MHOTAA MOTYT
NPEeNCTABIATE YIPO3y UL )KU3HHU, TPeOYeTCsl HEOTIOKHAS MeJUIIMHCKAs TOMOIIb. KInHHYeckoe
yJIy4dIleHHe OOBMMHO HACTyHaeT B TEYEHHE HECKOIBKMX MecsieB. KimHudeckoe yIy4lLlIeHHE
NPE/IIECTBYET HOPMAJIM3ALUHU TIOKa3aTesel QyHKIMY IMUTOBUIHOM JKee3bl.

B cnyuasx Tsokenoi runep@yHKIMH UIMTOBHIHOM yKeNe3bl [Ulsl IeUeH s HCTIOIb30BATHCE KYpCBI
AHTUTHPCOM/IHEIX MPENAPATOB; BHAYATIE MOTYT MOTPeGOBAThCS GOMIBITHE 103bl. DTH MpernapaTkl
HE BCErJa MOTyT ObITh d(Q(QEKTHBHBIMH, B T€UEHHE HECKOJBKHUX HEIEb MOKET NMOTPeGOBaThCS
COMYyTCTBYIOWIAsA TEpanys BBICOKMMHU [03aMU KOPTHKOCTEPOHIOB (HAlpUMep, MPEeIHH30JOH B
no3e 1 mr/xr).

Hapywenus co cmoponvl nevenu (cm. pazoen 4.8)

B navane mpuema amMHOIapOHA M PETYIAPHO BO BPEMs JICYEHMS PEKOMEHIYeTCs IIPOBOIUTh
TIIATeIbHBIH MOHUTODUHI TIOKa3aTened (GyHKUMH IedeHH (YpOBEHb TpaHcamuHa3). [lpu
NEpOPATIbHOM NMPHEME aMHOJAPOHA MM €0 BHYTPUBEHHOM BBEICHHH B T€UEHHE MepBBIX 24 U
MOTYT BO3HHMKaTb OCTpbIE (BKIIOUYAs TsKEIYIO TeNaTOLE/UTIONAPHYI0 HETOCTATOUHOCTh HIIH
HapyueHus! GYHKUMK TIEYEHH, HHOT/IA C JIETATBHBIM MCXOIOM) MIIH XPOHHUYECKHE HapYIIEHHUs CO
CTOPOHBI 1e4eHu. [105ToMy Npy NpeBBILIEHUH YPOBHSA TpaHCcaMHHA3 Gojee ueM B 3 pasa BeIle
HOPMBI JI03y aMHOJapoHa CJIEAyeT YMEHBLIMTh WM TPEKpaTUTh JiedeHHe. KIHHHYecKue U
OMOJIOTHYECKUE TMPU3HAKM XPOHMYECKHX HAPYLIEHHH CO CTOPOHBI II€YEHH, BBI3BAHHBIX
NE€POPaJIbHBIM IIPHEMOM aMHOAApPOHA, MOTYT OBITh JIETKUMHU (YBEJIMYEHHE TIEUCHH, MOBBIIICHUE
AKTUBHOCTH TpaHCAMIHA3 B 5 pa3 BLILWIE HOPMBI) 11 OOPATHMBIMH [10CIE OTMEHBI, OJHAKO
COO0MIAJIOCh U O JETATBHBIX CIydasx.

[Ipy rUCTONOrMYECKOM HCCIEIOBAHHH MOTYT HAOMIOAAThCS M3MEHeHHs, HAMOMUHAIOLIHE
MCEBI0ATKOTrOJIbHBIH TeIaTHT, MOTYT OBITh IPYTHe N3MEHEHHS, BKJIIOUast IIHPPO3 MEUeHH.

I
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[IC4CHE NIpH OZIHOBPEMCHHOM IIPHEME C ATKOroJieM, BO BpeMs NpHeMa Iperapata AMHOapoH
MAlMEHTaM PEKOMEH/IyeTCs OTPAaHUYUTh YIIOTPeOIEHHE alKOT OIS

Hapywienus co cmoponwl nepsnoii u mviueunoii cucmen (cm. pasoen 4.8)

AMHOJIapOH MOKET BBI3BATH IIEPH(EPHUECKYIO CEHCOMOTOPHYIO HEBPOTIATHIO U/HIIA MUOTIATHIO.
Oba >TH COCTOSHHS MOTYT GBITH TSKEIBIMH, XOTS BBI3JIOPOBJICHHE OOBIYHO HAOIIONAeTCs B
TCUCHUE HECKONBKHX MECALEB IOCIE OTMEHBI amuonapoHa. MHOIIa BOCCTAHOBICHHE MOKET
OBITH HETIOJIHEBIM.

Ogmanvmonozuveckue cumnmonmu: (cm. pasoen 4.8)

B ciiyuae BOSHMKHOBEHHS HEUETKOCTM MM CHHSKEHHS 3PEHUS CIIETyeT HEMEIECHHO MPOBECTH
MOJTHOE  O(TANTEMOJIOTHYECKOe O00CIIe[OBAHMUE, BKIIOYAs MCCIIC/IOBAHAE TJIA3HOTO JHA. [lpu
HEBPOIIATHH W/MJIM HEBPUTE 3PUTETHHOTO HEpBa MpernapaT HEOOXOIUMO OTMEHHTH, TAK Kak
BOSMOJHO pasBUTHE CJIENOTHL. PeKOMEHIyeTcst MpOBOMUTE €XeromHsbii o TambMooruyecKkuit
OCMOTP, NAXkKe €CIIM HEUETKOCTh MITM CHIKEHHE 3PEHHS OTCYTCTBYET.

Taoicenvie kooicnwie pearyuu

Ilpn mpumenenun amuonapona MOTYT BOSHHKHYTb YTPOXAIOIIME JKU3HH WIA (aTaIbHble
KOXHBIE peakuuu B Buae cunapoma CruBeHca-J[KOHCOHA, TOKCHYECKOTO SMHUIEPMATIEHOTO
HeKponmsa (cM. pasmen 4.8). [IpuM MOSBNEHHH CHMITOMOB TaKUX peakuui (Hampumep,
IPOrPECCHpYIOLIas KOXKHAs ChIllb, YACTO ¢ BONABIPIMU HITH MIOpaYKEHUEM CITH3UCTBIX 000JI0YeK)
JICYCHHE aMHOAPOHOM CIIeNyeT HEMEUIEHHO MIPEKPATHTD.

Jlexapcmeennwle 63aumodeiicmeus (cm. paszoen 4.5)

He pexomennyercst onmoBpemennoe IPHMCHCHHE aMHOIapOHa CO CIIEYIOMIMMH TIpenapaTamu:
OeTa-010KaTopEI, OOKaTOpBl  KaNbIMEBBIX KaHanos, cHwxaromue YCC  (Bepamamu,
AUITHA3eM), CTUMYJIHMPYIOIIHE  ClAaGUTENbHEIE Ipenaparel, KOTOPblE MOTYT BBI3BaTh
TUIIOKAITHEMHUIO.

AMHOIapOH MOXET BBI3BIBATD CCPLE3HBIC HEXENaTeIbHbIE PEAKIMH CO CTOPOHEI [J1a3, cepana,
JICTKHX, T€YCHHU, IIMTOBHIHOM >KENe3bl, KOKH U Nepu(pepuvecKoif HEPBHOH CHCTEMEI (cm.
paszen 4.8). TlockonbKy 5TH peaxiuu MOTYT OBITh OTCPOYEHHBIMH, IALUEHTHI, NOJTyYaroIue
AJUTEIBHYIO TEPanuio, AOJDKHBI HAXOAUTHCS MO TINATEbHBIM HaOmoznenueM. Ilockombky
HEKCIATeIbHbIE PEaKUUH OOBIYHO  SBJISIOTCS N0303aBUCUMBIMHU, CIIElYeT HA3HAYATb
MHHMMAJIBHYIO 3¢ deKTHBHYyIO MOIEP)KUBAIOIIYIO [103Y.

[lanuenTtoB cnemyer HPOMHCTPYKTHPOBATb, YTO B MEPHOX JIEYEHHS HEOOXOMUMO H3GErath
NpeObIBaHKUS HA COJHIIE M UCIOJB30BATH MEPEI 110 3AIIATE OT CONHEYHOTO CBETA, MOCKOIBKY
MAlNEHTDI, TPHHAMAIOIIHE IpenapaT AMHOZAPOH, MOTYT CTaTh YPE3MEPHO YYBCTBUTEILHBIMHU K
COJIHEYHOMY CBeTy. [IOBBINIEHHAs YyBCTBUTEIBLHOCTD MOKET COXPaHATBhCSA IaXe B TEYEHHe
HECKOJILKUX MECALCB M0C/Ie NPEKpAIeHUs IpHeMa Ipernapara AmuonapoH. B GonbiuncTBe
CTYIACR CHMTITOMBI OTPAHHINBAIOTCS MOKATLIBAHICM, AUKCHHCM U JPUTEMOH KOKH B 00JlacTh
BO3NCHCTBHS CONHIA, HO MOTYT HAOMIONATBCS M TSHKENTBIE (oToTOKCHUYECKHE peakimu ¢
0bpazoBaHHeM BOJLIBIPEt (CM. paznen 4.8).
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TpaHcamuHa3 (cM. pazaen 4.4) u OKI'.

[Tockonbky amuomapoH MOXKET NMPUBOAUTH K THIOTHPEO3Y WIH THIEPTHPEO3Y, OCOGEHHO
MAalHEHTOB C 3a00JIeBaHUSIMU ILIMTOBUMIHOM dKele3sl B aHaMHe3e, NEpe]l HayaloM IpHeMa
aMHOJlapOHa CJIEyeT MPOBECTH KIMHUYECKOE OOCNEeJOBAHHE W OHpeNenduTh yposeHs BulTT.
Takoe obcnenosanue Takxe cledyeT IPOBOJUTH BO BPEMsl JIEYEHHs KaXble 6 MECSIEB, W B
TEUCHHE HECKOJIBKUX MECSLEB IOC/IE MPEKPAIEHHUs IpHeMa IpenapaTa. ITO 0COOEHHO BayKHO
A7d  MAalMEHTOB MOXHIOrO BO3pacTa. Y MAlMEHTOB, HMEIOIMX [OBBILIEHHBIA pHCK
BO3HMKHOBEHUS JUCOYHKUUM IIMTOBUIHOM JKENe3bl, PEKOMEHIYETCsS PETYJSPHO IPOBOIUTH
oueHKy cocTostHus. [Ipu momospennn Ha Hapymenue (GYHKIMH IUTOBUIHOM JKeNe3sl CIEmyeT
onpenenuTs ypoBeHb BUlTT B chIBOpOTKE.

IIpu pnuTensHOM NpHEMe aHTHAPUTMHUYECKHX MPENapaTOB COOOMAIOCh O CIydasX YBETUYeHUs
4acTOThl BO3HUKHOBEHHS (YUOPUIUIALUY JKETYTOYKOB /UM YBEIMYEHHS [I0POra BO30YKICHHS
MCKYCCTBEHHOT'O BOJMTEIISI PUTMA MIIH MMIUIAHTHPOBAHHOTO KapAHOBepTepa-nedubpuiisaTopa,
4TO MOXXET OTPHUATEIBHO MOBIUATh Ha 3((MEKTHBHOCTH PabOTHI 3TUX YCTPOMCTB. B cBs3m ¢
5THM TIIepe]] HayalloM ¥ BO BpeMs JI€UEHHs aMHOJAPOHOM PEKOMEHIYETCS MEPHOIMYECKH
NpOBEPSTH pabOTy UCIONB3YEMOTO YCTPOUCTBA.

Hapywenus co cmoponwer wyumosuoHoll siceneswt (cum. pazoen 4.8)

AMHOJIAPOH  CONEPKUT MO M IOSTOMY MOXET HapyIlaTh 3axBaT paJHOAaKTHBHOIO iHoja
IIUTOBUIHOW JKeye30¥. TeM He MeHee, pe3yiabTaThbl TeCTOB (YHKIMH IIMTOBHIHON JKee3bl
(cBobonmsbit T3, cBoGoansiit T4, BaTTI') MOryT MHTEpIpeTHPOBATECS. AMHOIAPOH HHIHOHPYeET
nepuepuueckoe npespamenue TupokcuHa (T4) B tpuitogtuponun (T3) u Moxer BBI3BIBATh
HEKOTOpble OHOXHMHYECKHE M3MEHEHHs Y TAUeHTOB C KIMHWYECKH OSyTHPEOHIHBIM
cocTosiHHeM  (IOBBIMICHWE YypOBHS cBoOGoaHOro T4 B CHIBOPOTKE = KpoBM Ha (hoHe
HE3HAYUTETbHOTO CHIDKCHHS WK 1K€ HOPMAIIbHOTO ypoBHS cBoboaHOro T3). B Takux cmydasx
IpeKpalleHye JEeYEeHUsl aMHOIapOHOM He TpeOyeTcs.

[Ipy mosBIEHWH CIEMYIOMMX CHMITOMOB CIEQYeT 3all0[03pPUTh THIIOTUPEO3: YBETHUCHHUE
MacChl Teja, HENePEHOCHMOCTh XONOZa, CHI)KEHHAs aKTHBHOCTB, BBIPAXKEHHAs OpaluKapius.
Jlnarnos moATBEP)KAAETCs MOBBIIEHHEM YPOBHS BUTTI B CHIBOPOTKE M MOBBLIIEHHEM OTBETA
TTI" na BBeneHHME THPEOTPONUH-pUIH3UHT-ropMoHa (TPT'). MoskeT HaOmMIODaThes CHHIKEHHE
ypouss T3 u T4. BoccraHoBneHue QyHKIMH IMTOBUAHON JKeNe3bl TO HOPMBI OOBIYHO
MPOUCXOANT B TEYEHHE 3 MECALEB IMOCJIE NpPEKpalleHHs JedYeHHs. B ONACHBIX [/ JKM3HU
CIy4JasX MOXHO IPOJOJUKHTH TEPAIHIO aMHOJapOHOM B COYETAHHU C MPUEMOM L-THpOKCHHA.
Jlo3y L-Tupokcuna moaduparoT B 3aBUCUMOCTH OT ypoBHsS TTT .

Anecmesus (e pazoeavr 4.5 1 4.8)
[lepenn XUpYprU4ecKUM BMEWIATENBCTBOM CleNyeT HH(OPMHUPOBATH AHECTE3HOJIOra, YTO
MalUMeHT MPUHUMAET aMHOIaPOH.
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TPaHCIUIAHTATA.
IlepBuynas muchyHKuus TpaHCIIaHTATA IPENCTABIAET COOOH OMacHoe sl KU3HH OCIIOKHEHHE
TPaHCIIAHTAMH CePALA, KOTOPOE NPOSBIAETCS HApyIUeHHeM (yHKIHHA JIEBOTO, IIPaBOTO HJIU
000HX KETYN0YKOB, BOHHKAIOLIAS B TEUCHHE IEPBBIX 24 4 110C/IE TPAHCIUIAHTALMH, TIPH 3TOM
HE yCTaHoBleHa npyras mnpuuuHa (cM. paspmen 4.8). Tsokenas NEpBUYHAS JUCHYHKIHS
TpaHCIUIaHTaTa MOXET OBITH HEOOPATHMO]].

[TarmenTam, KOTOpble HAXOAATCS B JIHCTE OXMIAHUS HA TPaHCIIIAHTALUIO CEP/INA, CENYET KaK
MOXHO paHbllle [0 TpaHCIJIAHTALMHM PACCMOTPETh BO3MOXHOCTB HCIIOJb3OBAHMS JPYTOro
AHTHAPUTMUYECKOTO TIperapaTa.

4.5. BzaumopeiictBue ¢ apyrumm JIEKADCTBEHHBLIMH MPENapaTaMH W JPYrHe BH/IbI
B3aHMOJeHCTBUA
HekoTopele w3 mauGomee BaxHBIX JICKApCTBEHHBIX MPENapaToB, B3aUMOJCHCTBYIOIHX ¢
AMHOJAPOHOM:  Bap(apuH, MHTOKCHH, (EHHTOMH u JApyrue TMpenaparel, YUIHHSIOLUIHE
uHTepBai QT.
* JleKapcTBeHHBIE IpemapaThl. KOTODHIE MOYT BBI3BATH JKETYIOYKOBYIO TaXMKADIWIO THUIA
KIHAPYIT» WK YATUHSIOT uHTepBas QT
o IIpenapamwl, komopwie mozym ewi36amp ICENYO0UKOBYI0 MAXUKAPOUIO Muna «nupysmpy
Kom6unupoBanuas tepamus co CIIENYIOINMH TIpeTiapaTaMH, KOTOpBIE MOTYT BBI3BATEH
KEITYNOIKOBYIO TaXMKAPHIO TUIIA ITHPYIT», IPOTHBOMIOKA3aHA (cM. pazmen 4.3):
— AHTHapUTMHYECKHEe IIpernapaThl Kiacca la, Takhe Kak XUHUIIUH, INIpOKauHAMU]I,
AU30IHUpaMui, OEerpuIuI;

— AHTHApUTMHYECKHUE Ipenapatel knacca I1I, Takue kak COTaJI0N1, OPETHITHYM;

— JICKApCTBEHHBIC [pPENapaTel, HE OTHOCSAIUMECS K TpYyIIIe AHTHAPUTMUYECKHIX
TPENapaToB, TaKWe Kak: BHHKAMHH, HEKOTODbIE HEHPONENTUKY, LM3anpHL,
SPATPOMHLIMH [UIsl BHYTPHBEHHOTO BBEJICHHS, KO-TPHMOKCA301T HITH NEHTAMUIUH (IpU
TApeHTEPANbHOM BBEJCHHH), TaK KaK CYIIECTBYET MOBBIIICHHBIN PHCK pa3BHTHS
TOTCHIHMATEHO CMEPTENbHOM JKENyN0YKOBO TAXHKAPAUH THIIA «ITHPYITY;

— HCKOTOpBIE HEHPONENTUKH, TaKHE KaK XJIOPIPOMA3HH, THOpUIa3uH, ¢uydenasun,
MMO3H L, TalonepuI0I, aMUCYTbITHPH/ ¥ CEPTHHIOL;

— JIMTHH W TPUUHMKITUYECKHE aHTHACHPECCAHTHI, TAKHE KAK JOKCENHUH, MampOTHIIHH,
AMHUTPHUIITUIINH;

— HCKOTOpbIC AHTHIMCTAMHHHBIE IIPENApaThl, TaKHe Kak TepbeHanuH, acTeMu3ol,
MH30JIaCTHH;

~ TPOTHBOMANAPUAHBIE MpENapaTel, TakWe KaK XWUHHH, Me(IIOXHH, XJIOPOXHH,
rajnopaHTpuH.

o Jlekapcmeennvie npenapamer, Komopete yorunsiom unmepeanr QT
OnHoBpeMeHHOE MpUMEHEHMe AMHOJIAPOHA C JIEKAPCTBEHHBIMU TIperapaTaMu. VITHHSIONIHNMH
uHTEpBat Q1, 10/KHO OBITH OCHOBAHO Ha THIATEMBHON OLEHKE BOIMOYKHOMN IOJIb3bl U PHCKA 15
K@KIOTO MalMeHTA, MOCKONBKY MOMKET YBETHUYHTBCS PUCK Pa3sBUTHS apUTMHUM THIA CITHPYIT»
(eM. paszen 4.4), npu HeOGXOIMMOCTH TaKOi TCpary y MauMeHTOB CJeayeT KOHTPOIMpPOBAThH
uaTepBat QT.
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Crnenyer nsberath mpuMeHeH s JTOPXMHOJNOHOB Y MALHEHTOB O

e JlexapcTBeHHEBIE npenapatel,  3aMmemiiwomme  YCC  unu BBI3BIBAIOMIHNE  HAPYIICHHS

aBTOMAaTU3Ma WK IIPOBOAMMOCTH
He pexomennyercs onHoBpeMeHHBIH TpHem aMHUOZIapOHa CO CIIEYIOUIMMH JIEKAPCTBEHHBIMU
npenaparamu: 0eTa-610KkaTopel B HEKOTOpble MHTHOHTOPbI KATHIMEBBIX KAHAIOB (nunruasem,
BEpANaMuil); BO3MOXHO YCHIIEHHE OTPHIATENHHOIO XPOHOTPOIHOTO 3¢ deKTa U 3ameIeHue
IIPOBOJIUMOCTH.

e JlekapcTBeHHBIE IpenapaTel, KOTOPEIE MOT'YT BBEI3BAThH TAIMTOKAJTHEMHU KO
He PEKOMEHOYETCSA OHHOBpCMCHHI:Iﬁ IIpAEM aMuoOJapoHa cO CIICAYIOMUMH JICKapCTBEHHBIMH
npenapaTaMu:

— crnabuTenpHbIE CpeacCTBa, CTHMYITADVYIOILIIHE NEepUCTAIBTHKY KUIIEYHHUKA, KOTOpbIC
MOT'YT BBI3BaThb TI'HMIOKAIMEMHIO, 3TO YBEIIUYUBACT PHUCK Pa3BUTHA aApUTMHHU THIIA

IIHPYITY.

Crenyer cobmonars 0CTOpOXHOCTb TpH PUMEHCHHH CJIEYIOIIHX JIEKAPCTBEHHbIX MPENAapaToB
B COYETaHMH C IPENapaToM AMHOIAPOH:

~ AMYPETHKH, BBI3BIBAIOLINE THIIOKATMEMHIO (B MOHOTEPAIHH UJTH B KOMOUHAIHH);

~ CHCTEMHBIC KOPTHKOCTEPOUIBI (TIIFOKO-, MUHEPATIO-), TeTPAKO3aKTH I,

— amdorepunus B (BHyTpuBEHHO).

Heobxomumo mpoBoguts MPO(HIAKTHKY THIOKATHEMHH (U KOPPEKTHPOBaTh €€ B Cllyyae
BO3HUKHOBEHHs). ClielyeT KOHTPOJIUPOBAThH untepsan QT. B cmywae passutus sxenynoukosoii
TaxvKapluk THIA «IIHPYIT» HE CNEyeT Ha3Ha4yaTh aHTHAPHTMHUYECKHE npenaparsl (crnemyer
Ha4aTh KapIMOCTUMYJIALMIO KEITyI0UKOB; BOBMOXKHO BHYTPUBEHHOE BBENEHHE COJEil MarHus).

e  OOGmras anectes3us (cum. pasnensl 4.4 u 4.8)

Cnenyer coGmopmats OCTOPOXXHOCTb Yy TAlUEHTOB, NPUHUMAIOLIHNX aMHOJIapOH, KOTOPBIM
[IPOBOJUTCSL OOIIAsi aHEeCTe3Us WU OKCUICHOTEpaNMsi B BBICOKHX 103aX. Y TaKHX MAlUEHTOB
coolmanock o crygasx Pa3sBUTHSA TOTCHUHMAIBHO TSIKENBIX OCJIOXHEHMUI: Opanukapaus
(pe3ucTeHTHAs K aTpomHUHY), apTepHalibHask TUMIOTEH3Hsl, HAPYIIEHHE TIPOBOAUMOCTH, CHUKEHHE
CepAEYHOro BhIOpOCa.

B ouenp penxux ciayuasx HaGmonammchk TSKETIBIC OCJIOXKHEHHsI CO CTOPOHBI [ABIXATelbHON
CHUCTEMBI, HHOTAA C JETAIbHBIM HCXOIOM (OCTpRIif  pecniupaTopHBIii JUCTPECC-CHHIPOM
B3POCJIBIX), 0OBIYHO Cpa3sy mocie XHPYPrUv€CKOro BMEIIaTeNbCTBA. DTH OCIOKHEHHMS BOIMOIKHO
CBSI3aHBI C BBICOKOH KOHIIEHTpaIHel KHCIIOpO/a.

Bansinne avuonapoua na apyrue nexapcrsennbie npenaparsl

AMHO/IaDOH H/WIM €ro MeTaboJuT Aesstunamuonapon uHruOupyor CYP1Al, CYPIA2.
CYP3A4, CYP2C9. CYP2D6 u P-rmukonporenn u moryT yBenmumsats KOHUEHTPALIHIO
JICKAPCTBEHHBIX MPENapaToB, ABIAIOUIMXCS UX CYOCTpaTaMHy.
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HaOJIFOIaThCs B TEYCHUE HECKOJILKUX MECSIIER MOCIE [IPEKPALICHAS TIPHEM A aMAOapOHa:

e JlekapcTBEHHEBIE [penaparhl. ABISIOUIMECS CyOCcTpaTaMu P-I‘J'II/IKOHDOTCI/IHa

AMHOJIapOH  SIBJISIETCS. MHTHOMTOpOM P-rimkompotenna. Oxwupmaercs, uTo OJTHOBPEMEHHOE

NPUMEHEHHE amMHMOJapoHa ¢ cybcTpatamu P-rimkonporenHa mpuBeneT K yBelTHUYEHHIO HX

KOHLIEHTPAI{H.

— Cepoeunvie 2nuxosudw (npenapamei HanepcmsHKu)
Moryr  pa3BuThCs = HapymeHHS — aBTOMAaTH3Ma (BblpaxeHHass — Opamukapaus) wu
aTPHOBCHTPHKYJIAPHOH MPOBOAMMOCTH (CHHEprudHOe neicTBHe). Kpome TOro, BO3MONHO
TTOBBILICHAEC KOHLUCHTPALMK IMTOKCHHA B ILIA3ME 32 CUET CHIKEHHMS KIIMPEHCA JUTOKCHHA.
IIpn oxHOBpeMEHHOM NpHEMe aMHOIAPOHA ¢ AUTOKCHHOM crnenyeT KoHTposmpoBath DK u
YPOBCHB TUTOKCHHA B IIa3Me, & TaK)K€ MOHHUTOPHUPOBATH COCTOSHUE MALMEHTA HA IIPEAMET
BBISBJICHUS CHMIITOMOB OTpABJICHHS HamepcTsHKoi. Moxer motpeGoBarses KOppEeKIus
J03BI IPENapaToB HAIEPCTIHKH.

- Jabuzampan
Crenyer cobmonars 0CTOPOKHOCTB MpH OTHOBPEMEHHOM [PUMEHEHHH aMHOJApOHA C
NabUraTpaHOM BCJIEACTBAE DUCKA pa3BHTHSA KpoBoTeueHus. MoxeT mnoTpeGoBaThes
KOppeKUus 1036l JaOUraTpaHa.

 JlekapcTBeHHBIE Ipenaparkl. spistowmuecs cyberpatami CYP2C9
AMHOZapOH TIOBBIIAET KOHIEHTPALHIO cyberpatoB CYP2C9, Takmx kak BapbapuH uIn
benuToMH, 3a cueT HHrMOMpPOBAHHUS nutoxpoma P450 2C9.

—  Bapgapun
Ilpu onHoBpemenHoM mpueme ammomapona c Bap(QapuHOM MOXET YCHIIMTECS IEHCTBHE
BaphapuHa M YBETHYHTECS DHCK KpOBOTedeHHs. HeoOGX0TuMo Yaiie KOHTPOJHUPOBATh
ypoBeHb mpotpombuna (MHO) u koppekTHpoBaTh 103bI NEPOPANIBHBIX AHTUKOATYJISIHTOB
KaK BO BpeMsl JICUECHUSI aMHOJAPOHOM, TaK U TIOCIE NPEKPAIIEHHUS €r0 IPUeMa.

- Qenumoun )
OnHOBpeMeHHBIN pHeM (eHUTOHHA C AMHOJaPOHOM MOJKET MPHBECTH K INePef03MpOBKe
(eHUTOMHA C pasBHTHEM HEBPOJIOIHYECKHX CHMITOMOB. CrenyeT mpoBOANTE MOHHUTOPHHT
COCTOSHHSA MALMCHTA W NIPH IEPBbIX NPU3HAKAX EPET03HPOBKA CHH3HUTE 103y (heHUTOHHA;
CJICYET OMPEAeIIATE YPOBEHb )EHUTOMHA B ILJIa3Me.

e JlexapcTBEHHBIE ITpenapaTshl. sBistomuecs cyoctparamu CYP2D6

- @uexaunuo
AMHOJApOH YBENMYHBAET KOHIEHTPALIHIO (rexanHnIa B miasme myrtem HHTUOUPOBaHMS
uutoxpoma CYP2D6. [Tostomy o3y diekanauia CIIeAyeT KOPPEKTHPOBATb.

* JlekapcTBeHHBIE MpenapaThl. SBASIOUTHECS cybctparamu CYP3A4

[Ipn onHOBpemeHHOM NpUMeHEHHU aMHOZapoHa. sBjsitomerocs uHruouropom CYP3A4. co
CJIENYIOIMMH TNpenapaTaMu MOKET HAOMIOAATHCS MOBLILIEHUE UX KOHLEHTpALUHU B IJIa3Me, 4To
MOKET MIPUBECTH K BO3MOYKHOMY YBEINYEHUIO UX TOKCHUHOCTH.

= Luraocnopun
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) ITpuxas Mumun
OI[HOBpCMeHHBIﬁ IIpue€M aMuoJgapoHa ¢ OUKJIOCIIOPHHOM MOoKE

HUKJIOCIIOPpUHA B IIJIa3Me, H606XOHI/IMa KOPPEKIIHUA 03Bl HUKIIOCIIOPHHA.

—  @eumanun
OnHOBpeMeHHBIH  npueM  amuozapoHa ¢ (EHTAHWIOM  MOJKET YyCHUIIUBATh
apmakosnoruyeckue 3¢ hexTsl GeHTaHNIIa U MOBBIIATE PHCK €0 TOKCHYHOCTH.
—  Cmamunol
[Ipu onHOBpeMeHHOM NPHUMEHEHHH AMHOJApOHA CO CTATHHAMH, METAO0IH3UPYEMBIMU
CYP3A4, TakumMM Kak CHMBACTAaTHH, aTOpPBACTATHH M JIOBACTaTHH, YBEIUYUBAETCS DPUCK
TOKCHYECKOTO NEHCTBHSA HAa MBIMLBI (B TOM uucle paGaomuonmmusa). OXHOBPEMEHHO c
aMHOZapOHOM PEKOMEH/Ty€TCS HCIOJIB30BATh CTATHHEL, He MeTabomusupytommecst CYP3A4.
— [Hpyaue npenapamvl, memabonuzupyowuecs CYP3A4
JIunokaun,  cuponmumyc,  TakponmMmyc, — cuiAeHadMI,  MHUZa3oNaM, TpHazoJiam,
JUTHIPOIPrOTaMUH, IprOTAMHUH, KOJIXHUIIMH.

BiusiHue Jpyrux iekapeTBeHHbIX NPENapaToB HA AMHOAAPOH
Wuruburopsr CYP3A4 u unru6butopsr CYP2C8 MoryT mHrH6HPOBATE MeTaboTH3M aMHOlapoHa
M YBEJIMYMUBATH €TI0 BO3ACHCTBHE.

Bo Bpems seyeHHs aMMOIAapOHOM pEKOMEHIyeTcsl u3beraTh IpHeMa unrudutopos CYP3A4
(HampuMep, rperIhpyTOBOro COKa M HEKOTOPHIX JIEKAPCTBEHHBIX TPEIIapaToB).

Hpyrue BzaumoseiicTBus (cM. pasaen 4.4)

OnHOBpeMEHHBIH TpHeM aMHOZapoHa ¢ codocOYBHPOM MOXKET NPUBECTH K TSDKEOH
CUMIITOMATUYECKOH Opanukapauu.

Ecnu  onHoBpeMeHHOro mpueMa u30eXaTh HEBO3MOKHO, PEKOMEHIYETCA MOHUTOPHHT
CepIEeYHOM NeATENBHOCTH (CM. pasznen 4.4).

4.6. ®epTHIBLHOCTD, 0€PEMEHHOCTD U JAKTAIUS

bepemeHHOCTH

Benencreue BIMsHMS aMHOJApOHAa HAa IIUTOBHAHYIO JKele3y ILIOAA IpUEM IIpernapara
IPOTHBOIOKA3aH BO BPeMs OEPEMEHHOCTH, 3a MCKITIOYEHHEM OCOOBIX, PEIKUX CITyUYaes.

Benenctue ITMTENEHOTO NIEPHO/A TIOTYBBIBEACHHS aMHOAPOHA CIIEAYET PACCMOTPETh BOIIPOC
O TMPEKpalleHHd MpHeMa Ipenapara [0 IUIAHEPYeMOro 3ayaTHsd, HYXHO OLEHHTH
MOTEHIMAJIBHBIM  PHCK pPa3BUTHs OJKU3HEYTPOXKAIOIIMX AapUTMUI M  CONOCTABUTH ero c
HEU3BECTHBIM PUCKOM JUIsl TUIOJA.

['pyIHOE BCKapMJIMBaHUE
AMHUOZApPOH B 3HAYUTEIHLHOM KOJIMUECTBE BBIIEISETCS C TPYAHBIM MOJIOKOM, II03TOMY TpHEM
npernapara B Iepruo/i KOPMIIEHHS IPYAbIO MPOTHBOIMOKA3aH.

4.7. Bansinne Ha cioco0HOCTD YUPaBJsiTh TPAHCHOPTHBIMH cpeacrBaMHu H p‘:lﬁOTaTb C
MEXaHU3MaMH

OTC}’TCTByIOT J0KaszaTejbCTBa TOTO, 4YTO AMHOIapoH yXyauaeT CMOCOOHOCTH YIIpPaBJIISTh
TPAHCTIOPTHBIMH CPEACTBAMHU UJIU pa6OTaTb C MEXaHW3MaMH,

11
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4.8. He:xenaTesibHbIE peaKIHK | i" ki el

Mndopmanus o HeXeNaTenbHBIX PeaKIUsIX H30KeHa B COOTBETCTBHH C CHCTEMHO-OpPTraHHOM
KIacCH(UKalMed M YacTOTOH BCTPEUaEMOCTH. Kareropun wactoter: ouens wacto (>1/ 10),
gacto (=1/100, no <1/10), mewacto (>1/1000, Ho <1/100), peaxo (>1/10000, Ho <1/1000),
o4eHb penxo (<1/10000), yactota HewsBecTHa (McxXons M3 MMEIOIUXCS JIAHHBIX, 4acToTy
BO3HUKHOBEHHUS! OIPE/IEIUTH HEBO3MOIKHO).

Hapyienus co CTOPOHBI KPOBHU M TUM(DATHUYECKO CUCTEMBL
Ouyensw pQOKO.' I'CMOJINTUYECKAsL aHEMHU S, alllIaCTHYECKas aHEMUsl, TpOMGOHI/ITOHCHHH.

Hacmoma neussecmna: ueitporenus, arpaHyJIOIHTO3.

Hapyiienus co cTopoHB! HMMYHHOM CHCTEMBbI
Yacmoma neuseecmua: aHTMOHEBPOTHYECKHH oTek (oTek KBuHKe), aHadumakTHueckas/

aHa(pUIaKTOUIHAS PEaKLUsl, BKIIIOYAs LIOK.

OHIOKPUHHBIE HAPYIIEHUS (CM. pasnen 4.4)
HYacmo: runoTupeos, THICPTHPEO3, HHOT/IA C JIETAIBHBIM UCXOIOM.

Ouenwb peoko: CHHIPOM HeaeKBaTHOM CEKPEUMH aHTHUYPETHYECKOTO TOPMOHA.

HaDVI.HeHHSI MeTaboau3Ma u MUTAaHHUS
HYacmoma Heuszeecmna. CHUKEHHUE alllleTUTA.

[lcuxuyeckue HAPYIIIEHUS
Yacmo. cuwxenue muGHIO.

Yacmoma Helzeecmua: CIIyTaHHOCThb CO3HaHHﬂ/ﬂCHHpHﬁ, FaJITIOITUHALIU .

HaDVIlIeHI/ISI CO CTOPOHBI HEPBHOM CHUCTEMBI
Yacmo: SKCTpanupaMu THbIH TpEMOpD, KOTOprﬁ IIOCJIE€ CHUIXKEHUST NO3bI UJIU OTMEHBI [Ipe€napara

OOBIYHO PErpeccHpyeT, HOUHbIe KOIIMapkl, HapyIIEeHUs CHA.

Heuacmo: nepudepmnyeckas CEHCOMOTOpHAS HEUPOTIATUS H/HIH MUOMATHUS, OOBIIHO obpatumas
Tocye OTMEHBI Npernapara (cM. pasaen 4.4).

Ouenv pedro: Mo3KeukoBas aTakcus, KOTOpast 0OBIYHO PErpecCHpyeT MOCIE CHHKEHHS 0351
MK OTMEHBI IIpenapaTa, 100poKadecTBEeHHAs BHYTPHYCPENHAsA TUIEPTEH3HUs (TICEBIOOMYXOIb
TOJIOBHOT'O MO3ra), F0JIOBHAs GOk, TOJTOBOKPYIKEHHeE.

Yacmoma HeuzeecmHa. [NAapKUHCOHHU3M, nmapocmus.

Hapvinenus co CTOPOHBI OpraHa 3peHus
Ouenv wacmo: MHKPOOTJIOXKEHUS Ha pPOroBuIIE, 00BIYHO OTrpaHHUYEHBI 00JIACTHIO IIOZ 3pa4ykoM U

BBIABJIAKOTCST TOJIBKO IIPpH OCMOTpPE C IOMOIIBID meneBod sammnel. OHu MOTYT BBI3BIBATh
ITOSIBIIEHUE SIPKUX OKpalIeHHBIX KPYTOB BOKpPYI' UCTOYHHKOB CBETa HJI1 HEYETKOCTH 3p€HUS.
MHKpOOTHO)KCHI/ISI Ha POTOBHIIE COCTOST M3 CJIOKHBIX JIMIIUOIHBIX KOMITIOHEHTOB U 06p8.TI/IMbI
[IOCIIe TpeKpameHus nevyeHus. Ouu CUHUTAIOTCH _TO6POKH‘I€CTBGHHBI\TH H He TpCG}'IOT

NPEKPAIICHHs IPHeMa aMHOJapOHa.
Quenv peowo: Heliponatus/HeBpuT SPUTCJIBHOTO HEPBA. KOTOPBIH MOKET MPOrPECCHPOBATH 110
CJIRTIOTHI (CM. pa3zen 4.4).
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Hapymenus co CTOPOHBEI cepala
Yacmo: 6panm<apmm, KaK ITpaBUJIO, YMEPEHHAs U 10303aBUCUMA.

Heuacmo: BO3HUKHOBEHHE WM YXy/IIEHHE APUTMHH, MHOTAA C MOCJIENYIOER OCTAaHOBKOMN
cepaua (cm. pasgensl 4.4 u 4.5.), napylrenus NPOBOAMMOCTH (CHHOATpUATbHAS OJI0Kaza,
aTPUOBEHTPUKYIIAPHAs OJI0Kana pasIH4HOiM cTerenu) (CM. paszen 4.4).

Ouenv pedxo: BBIpaXeHHas OpaJMKApIHs WM OCTAHOBKA CHHYCOBOr0 y3ia (y HalHEeHTOB C
AUCHYHKIMEH CHHYCOBOTO y3I1a H/YMIIH y HALUEHTOB MOXKUIOTO BO3pacTa).

HYacmoma neuseecmua: TaxuKkapus THIIA KITHPYITH.

HapyineHus co cTOpPOHBI cOCYIOB
Ouenb pedro: BacKyJIHT.

Hapymienus co CTOpOHEI JIbIXaTe1bHOM CHCTEMBL. OpraHos TDYAHOW KIIETKU U CPEIOCTEHUSI
Yacmo: JIeTOYHAas TOKCHYHOCTH (runep4yBCTBUTETBHBII ITHEBMOHHT,

aJIbBEOJISIPHBIN / MHTEPCTHIHAILHBIA [THEBMOHUT WITH (ubpos, mmeBpHuT, OGIUTEPHPYIOMIKIL
[THEBMOHHT C OpraHU3yIOLIEHCs MHEBMOHUEH), MHOTA BILIOTH IO CMEPTEIBHOTO HCX0ma (em.
pasznen 4.4).

Ouenb peoro: GPOHXOCHA3M y MALMEHTOB C TSOKENIOl ABIXaTeIbHOM HEN0CTaTOYHOCTBIO,
OCOOCHHO y MAlMEHTOB € aCTMOM, OCTpBIii PECIIMPAaTOPHBIH AMCTPECC-CHHAPOM B3DOCIIBIX,
MHOTNAa C JICTAEHBIM HCXOJOM, 4Yallle BCErO BO3HHKAET cpasy IOCIeE XHPYPrUYECKOTO
BMEILIATENBCTBA (BOSMOXKHO CBSA3aH C BBICOKO# KOHIIEHTpamueit KHciopona) (cM. paszenst 4.4 u
4.5).

HYacmoma neussecmua: nerodHoe KPOBOTEYEHHe.

JKeny04HO-KUIEYHEIE HAPYIIEHHUS

Quenb yacmo: TOMHOTA, PBOTA, HAPYLIEHHE BKYCa, OOBIYHO BO3HMKAIOT B HAYasle JeYeHHs Ty
Harpy304HOH [103€ M UCYE3a0T [IPH CHUYKEHHH JI03bL.

Yacmo: 3amop.

Heuacmo: cyxocTs BO pry.

Yacmoma Heu3zeecmHa: HaHeraTI/IT/OCTpBH?I ITaHKpEaTur.

Hapy1iieHuns co cTOpoHbI [IeYenH 1 sKkerIeBBIBOIIIX Ty Tt (cM. pasnen 4.4)
Ouenv wacmo.: W30JIMPOBAHHOE U OOBIYHO yMepeHHoe (B 1,5-3 pasa Bblille HOPMBI) IOBBIIICHIE

YPOBHI TpaHCaAMHUHA3 B CHIBOPOTKE KPOBH, HA0MIONACTCS B Hauae Teparui. Moxer BEPHYTBCS K
HOpMe€ IIPY CHHIKEHMH 03Bl HIIH a)Ke CIIOHTaHHO.

Hacmo: ocTpble HapyIIeHUs (YHKIUU IEYEHH C BHICOKHM YPOBHEM TPAaHCAMHHAa3 B CBIBOPOTKE
KPOBH H/MJIM JKENTYXOH, BKIIOYas [IEICHOYHYI0 HENOCTATOYHOCTb, HHOTAA BIUIOTH 10O
JIETaJIbHOTO UCXO/1a.

Ouenv peoko: XpoHHYecKHe 3a60JEBAHUS TEYeHH (TICE€BI0ANIKOTOJIBHBIH TenaTuT, LUPpPO3),
MHOT/A C JIETAJIbHBIM HCXOIOM.

Hapvinenns co cToponbl KoK i MOIKOKHDIX TKaHeL
Ouens vacmo: GoTOCEHCHOMM3AIMS (cm. paszen 4.4).
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Hacmo: ceposatas HIM ronyGOBaTas NHIMeHTAIHA KOXH! HA CBULY: _,]Q@‘@'_)Q'gl"l_l"{:o’\""{fm&i“‘m?n
ATHTE/IPHOM JICYCHHM B BBICOKOH CYTOYHOM J103€; MOCIE MpEeKPAleHUs TeUeHIS TTHrMenTaMIs
MEJUIEHHO UCcYe3aeT. JK3eMa.
Ouenv pedxo: spuTeMa NP NPOBEIEHHH IyYeBOit TEpaluy, Chlllb Ha KOX€ (KaK IpaBMIIO,
Hecrenupuyeckas), 5KCHOINATUBHBIH TePMATHT, aONEIHS.
Hacmoma weuseecmna: KpanMBHHLE, TSKENblE KOYKHBIC peaKkiMy, HHOTJA C JIETaJbHbIM
HCXOZIOM, BKJIFOYast TOKCHYECKMH SNHIEPMaNbHBIN Hekpomus/cuuapom CTuBeHca-J[KOHCOHa,
Oy/UIe3HBIH NEPMATHT ¥ JIEKAPCTBEHHAS PEAKIIHS C 903MHO(GMINEH U CHCTEMHBIMU CHMIITOMAMH
(DRESS-cunapom).

Hapy1neHus co cTOpOHBI MBILIEYHO#H, CKENETHOH M COSTHHATENLHOMN TKAHY
Yacmoma neuseecmna: BOM4aHOUHOTIONOOHEII CHHPOM.

Hapyiienus co cTOpoHBI penpoayKTHBHOI CHUCTEMBI B MOJIOYHBIX JKeJle3
Ouensb peoxo: SMUIHAUMOOPXHUT, UMIIOTEHITHUS.

O6LIIHC HapYINEHWUS U PEAKIHU B MECTE BBEICHHS
Yacmoma HeuseecmHa.: TpaHyJIeMa, B TOM YUCJIe IpaHyJieMa KOCTHOI'O MO3ra.

JIaGoparopHble U HHCTPYMEHTaIBHBIE NAHHBIE
Ouenv pedKo: TIOBBILIEHHE YPOBHS KPEATHHHHA B CBIBOPOTKE.

TpaBMBL. HHTOKCHKAIINHU M OCIOKHEHHUS IPOIIEaVD
Yacmoma neussecmua: NEpBUYHAs TUC(YHKIMS TPaHCITAHTATA TTOCIIE TPAHCIIAHTALMH Cep/la

(cM. pazmen 4.4).

Coo01enus o I10103PE€BAEMbIX HEXKEJIATEJIbHBIX PCAKIIHAX

Baxxno COO6H_IaTL O TIOHO3PE€BAEMBIX HEXKEJaTEJIbHBIX pe€aKuusax TIIocie PErucTpanuu
JICKapCTBEHHOT'O Ipernapara ¢ Heiabk odecrieyeHus HEIIPEPBIBHOT'O MOHHUTOPHHI'A COOTHOIIEHUS
«TI0JIB3a-pHCK» JIEKApCTBEHHOTO [Iperapara. MCHHHHﬁbKHM pa6OTHHKaM PEKOMEHIyEeTCs
coobmaTe o IIOAO3PEBACMBIX HEXEIATEIbHBIX PCaKUusaX JIEKapCTBEHHOTIO IIperaparta qepes3

HAIIHOHAILHBIC ~ CHCTEMbI  COOOIICHHUS O HEXENAaTeNbHBIX peaKLUsX rOCYIapCTB-4YIEHOB
EBpasuiickoro sxoHoMm4eckoro corosa.

Pecniy6uka Benapyce

220037, MuHck, Tosapummecknii nep., 2a

PVII «LleHTp 9KcnepTH3 U HenbITaHui B 3[IPaBOOXPaHEHHH »

Tenedon otnena papmakonamzopa: +375 (17) 242-00-29; daxc: +375 (17) 242-00-29

On. noura: repl@rceth.by, rceth@rceth.by

https://www.rceth.by

4.9. Ilepenosuporka

JlaHHBIX 06 OCTpO# Mepeno3upoBKe aMHOIapOHOM Mao. CooBLanoch o HECKOJIBKUX CITyqasx
PasBUTHSA CHHYCOBOH OpajuKapauu, GJIOKA/b cepana, MPHCTYIIOB JKeTy04KOBON TaXHKap/IuH,
TAXHKApZIMH THIIA «ITUPYIT», HEIOCTATOYHOCTH KPOBOOOPAIIIEH S H MOPAKEHHUS TIeUeH,
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B ClIydae€ nepeao3upOBKHU JICYECHHUE NOJIKHO OBITH CI/IMHTOMaTI/I‘ICCKI/IM’,”—BKHOHGHHCHH@K O6H.ICM§'
non;[epxcHBa}omeMy JICHCHUIO [JIsI YMEHBIIECHUSI BCACBIBAHUS MOYKHO IPUMEHSTH HpOMLIBaHI/Ie
XKEITyaKa. HaHI/IeHT JIOJDKEH HAXOOUTHCA IO Ha6J'IIOI[CHI/ICM, IIpA BOBHUKHOBEHUHU 6pal1141<ap)11/m

MOXXHO HCIIOJIB30BaTh GeTa-anpeHocmmynﬂTopr WJIN TTIFOKaroH.

Taxoke MOTYT pasBUTHCS NMPUCTYIBI JKETyT0UKOBOM TaXUKapAud, KOTOPbIE MOTYT CIHOHTAHHO
PaspemuThCa. YunThiBast (apMakoKHHETHYECKHH MPOdub aMHOJIapOHa, PEKOMEHyeTCs
HAJIeKAIUN 1 JUTHTENEHBIA MOHUTOPHMHT COCTOSHMUS MAIMEHTa, 0OCOOEHHO, Gynkuuu cepaua.
Hu amuonapoH, Hu ero MeTaboIMTEI He YIaIsIOTC BO BpeMsI IHaTn3a.

5. PAPMAKOJIOTUYECKUE CBOMCTBA

5.1. ®apmakoaguHaMuYecKHe CBOICTBA

®apmakoTepaneBTHYECKAs TIpynna: Ilpemapatst mns  neuenust 3aGoneBanwuii cepaua.
AHTHApPUTMHUYECKHE Tpernaparthl, kinace [11.

Kox ATX: C01BDO1.

AMHOIApOH  3aMEUISIET NPOBOAMMOCTH B CHHOATPHAIIBHOM  y3Jle, TIpelCepIusX u
ATPUOBCHTPUKYIISPHOM y31I€ M YBEIHYIHBAET pedpakTepHEIH IepHox Ha npeacepaHoM, AB-
Y3IIOBOM H 3KETYNOYKOBOM YPOBHE, HO HE H3MEHSET BHYTDPHYKENyJOYKOBYIO TIPOBOAUMOCTb.
Taxke 3ameIseT MPOBOAMMOCT H  YIUTHHSET pedpakTepHbIil MEpHON OMONHUTETBHBIX
IPeICePAHO-XKETYTOUYKOBBIX ITyTEH.

AMHOZIAPOH 00NIafaeT aHTHAPEHEPrHYECKHM NeiiCTRBHEM (HEKOHKYDEHTHO GJIOKHPYET - u B-

ApCHEPIUICCKUE peHenTopsl). WHrubupyer Meraboinueckde M OHOXHMUYECKHE a3 derTs
+ ot

KaTexoJlaMHHOB Ha cepaue, uHrubupyet Na /K -ATdasy.

AMHOIAPOH OKa3bIBAET AHTHHMIIEMHUYECKOE K IeMOIMHAMUYECKOE JeHCTBUE. YMepeHHo
CHIDKaeT Mepu(epuveckoe COMPOTHBICHHE cocyno u ymenburaer YCC, 4yro mpuBomuT K
CHIDKCHUIO- TOTPEOJICHHs] MHOKApAOM KHCIOpPOzxa. Y BeTHdHBaeT KOPOHAPHBIH - KPOBOTOK
BCJICACTBHE IIPAMOrO JEHCTBHS Ha IMANKyI0 MYCKyIaTypy aprepuit Muokapza. Ilomnepxusaer
CEpACYHBIN BBIOPOC 3a CUET CHMIKEHUS MABJIECHHS B aopTe U Mepu(pEPHUYECKOr0 COMPOTHBIICHHUS
COCY/IOB.

Onunodakropueni anamms (EMIAT) mokasan, uto y HaUMeHTOB C apuTMHMEH H (pakiueit
BbIOpoca meHee 30 %, MPHHUMAOIMX Oeta-6110KaTOpBl, ¢ HCXOMHOM MOBBIMeHHOH YCC pu
JICHCHUH aMHOZAPOHOM CHHIKAETCSI CMEPTHOCTB OT BCEX IIPHYMH.

KoHTponupyemeix nccinenopanuit ¢ yuacTveM neteli me IPOBOIUIIOCE. B onmyOGnukoBanHBIX
MCCIIENIOBAHMUSAX 0e30MacHOCTh aMHOJApOHA OlEeHHMBANACK y 1118 pereit ¢ pasnuunbivu
ApUTMHSMH. B KIMHHUECKUX HCClenoBaHMAX C YHacCTHEM JIETEH MCIIONB30BATKCH CIEAYIONIHE
JIO3BI:

ipu npuete 6rympo: Harpysounaa osa: 10-20 wmr/kr/cyt B Teuchue 7-10 ameid (Mitu
500 mr/v’/eyt P pacueTe Ha IUIOWAAb IOBEPXHOCTH Teja); MOANePKUBAIOMAs 103a:
MUHUManbHas 3G (eKTUBHAS 1034, B 3aBUCHMOCTH OT MHIVBHIYalIbHON peakuuu 5-10 mr/kr/cyt
(nm 250 MI"/MZ/C}/T [P pacyeTe Ha TIOLIAb [TOBEPXHOCTH Tena);

._.
n
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npu 6HYMpPUGEHHOM 66e0eHuu. Harpy3ouHas no3a: 5 Mr/kr B Tedenue oT 20 MMH g0 2 u;
noanepxkuparomas fo3a: 10-15 Mr/kr/ cyT B TeueHME OT HECKONBKHX YacoB O HECKOIBKHX

JIHEH.
IIpu HEOOXOIMMOCTH NEpOpalIbHAs TEPAIHS MOXKET ObITh HayaTa ¢ 0OBIMHOM HArPY30YHOM J03bL.
{ COTJACORAHO
5.2. ®apmakoKuHeTHYECKHE CBOMCTBA { MUHUCTEPCTBOM 3[pA PAHEHILS
: PECITYBJIUKU B !
] Ch
A6C0p6lﬂlﬂ { Tpuxaa M,”'”“ TePCTB2 3APABOOXPAHEeH I

ITocne nmpuemMa BHYTph BCACHIBAaHHE MEIUICHHOE Bapua6éﬂm%ﬁﬁm;w;¥.ﬁﬁﬁﬂgﬁggmno
50 %, OHO MOXET YyMIMHATECA W3-32 HAIMYHS SHTEPOrelaTHYECKOro mwkima. I[locre
ONIHOKPAaTHOTO MpHEMA IHKOBAs KOHLUEHTpalUs B IUIa3Me [OCTHraercs dvepes 3-7 .
Tepanestuueckuit 3pdext oObraHo HaOMOKAeTCS Yepe3 | Hememro (OT HECKONBKUX AHEH 10
2 Henens B 3aBHCHMOCTH OT HArpy304HOM mo3sl). B cBmu BBILICYKa3aHHBIMH
XapaKTePHUCTHKAaMH [UIst OBICTPOTO NOCTHIKEHUS B TKAHSIX YPOBHS, HEOOXOMUMOTO [UIS OKA3aHHS
TEPaNeBTHICCKOro 3 heKTa, CleTyeT HCMONIb30BaTh HATPY30YHbIE [O3bL.

Pacnpeoenenue

AMHO/IAPOH HUMeeT GONbLIol 06BEM pacHpeselleHus, OTHAKO OH BAPbUPYeTCs WHUBU/YAIBHO,
TIOCKOJIbKY aKTHBHO HAKallIMBACTCS B Pa3/MYHBIX TKAHAX (XKHPOBAs TKAHb, OPTaHBI C BBICOKO
nepgysueii, Takue Kak NEYeHb, JETKHE M Cele3eHKa). AMHOIAPOH CHJIBHO CBS3BIBACTCH C
benxamu (>95 %).

Buompancghopmayus

Amuonapon Metabomusupyetcs npeumyuectsenno CYP3 A4, a taxxe CYP2CS.

AMHOJIaPOH U €ro MeTaboJHUT [E33TUIIAMHOIAPOH in Vilro unrubupyror CYP1A1, CYPI1A2,
CYP2C9, CYP2C19, CYP2D6, CYP3A4, CYP2A6, CYP2B6 u CYP2CS. AMHOIAPOH U
AC3ITUIIAMHOZAPOH TAaKKE MOTYT MHIMOMPOBATH HEKOTOpPhle TPAHCIIOPTEPHI, HATpHMeEp, P-
[TMKOIIPOTEHH H MEPEHOCYMK OpraHuydeckux kKaTtHoHoB (OCT2) (B oxHOM HCClieOBaHHU
OTMEYaJIOCk YBEJIIMYCHUE KOHLEHTpalMH KpeaTuHuHa (cybcrpar OCT2) ma 1,1 %. JlanHbIE
HMCCJIE/IOBAHHUH in vivo CONepKaT HH(POPMAIHIO O B3aHMOIEHCTBHAX AMHONAPOHA C cybcTparamu
CYP3A4, CYP2C9, CYP2D6 u P-rimmkonpoTenHa.

OCHOBHBIM MeTabOIUTOM aMHOIAPOHA ABIISETCS NE33TUIIAMHUOIApOH.

Buvigeoenue

AMHOJapOH MMEET JUTMTENBHBIH TIEPUOJ TIOTYBBIBEICHHS CO 3HAUUTEIbHOMN UHIUBUIYAITBHOM
BapraOenbHOCThIO (20-100 mueif). B mepsbie nuu Tepanuu NPOUCXOIUT HAKOIUIEHHE TpernapaTa
IIPAKTHUIECKH BO BCEX TKAHSIX OPTaHU3Ma, OCOOEHHO B )HPOBOM.

BbiBesieHne HauMHaeTCs uUepe3 HECKONBKO JHel, a paBHOBecHAs KOHLIEHTpALUsl B IIJIa3Me
AOCTUTACTCs 9EPe3 OIMH MIIM HECKONBKO MECSNEB B 3aBHCHMMOCTM OT WHIHBHIYATIBHBIX
0COOEHHOCTEH MalueHTa.

BbiBesieHne uepes MOYKM MHHHMAJIBHOE; BBIBEJEHHE TPOMCXOIMT B OCHOBHOM C JKENUBIO H
bexamusiMu.

[locne npexpareHus JieyeHHs: aMMOIaPOHOM BBIBEICHUE IIPOJIOKAETCS. B TEUEHUE HECKOJIBKHUX
MECAIeB: CTeIVET YUHTBIBATL COXpaHEHHe (GapMaKoHHAMIUCCKOro dpdekra ot 10 gHeil 10
1 Mecsua.
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5.3. laHHbIe JOKJIHHHUYECKOI 0€30MaCHOCTH

B 2-netHem ucciiefoBaHuH KaHIIEPOTEHHOCTH Ha KphICax aMHOJIapoH y 000MX IMOJIOB BBI3BIBAJI
YBEJIMYEHUE KOIMYECTBA (DOJUIMKYIAPHBIX OITyXOJeH IIMTOBHIHON JKeNe3bl (afeHOM W/Wim
KapIIMHOM) NPH KJIMHUYECKH 3HAYMMOM BO3ICHCTBUH. ITockonbKy pe3ynbpTaThl MyTareHHOCTH
ObUIH OTPUUATENBHBIMH, UL 3TOTO THIA MHIYKI[HH OMYXOJIA Ipe/JiaraeTcsl SIMUTeHHBIH, a He
TCHOTOKCHUYIECKUH MEXaHW3M. VY Mblllell KaplHHOMBI He HaBMIOJANCh, HO HabTIONANach
/10303aBUCUMasl THIEPILIa3ust (OJUTHKYIOB IMUTOBUIHOM KeIe3bl. JTH 3(BEKTH cO CTOPOHBI
ITMTOBHIHON JKEJE3bl Y KPHIC M MBILIEH, CKOPEE BCEro, CBS3AHBI C BIUSHHEM amMHoJapoHa Ha
CHHTE3 W/WJIM BEICBOOOYKICHHE TOPMOHOB IIUTOBHAHOM HKeJe3bl. SHATUMOCTE STHX JAHHBIX JUIS
4eJI0BEKa HEBBICOKAs.

6. PAPMAIIEBTUYECKHE CBOVICTBA
6.1. Ilepevens BcnomMoraTeIbHbIX BEMIECTB
JlakTo3a MOHOTH/IPAT.

KaprodenbHbrii kpaxma.

IToBumoH.

Kanp1us creapar.

6.2. HecoBmecTumMoOCTD
He npumenmmo.

6.3. Cpox rogHocTH (CpOK XpaHeHHs)
3 rona.

6.4. OcoGb1e MepbI IPENOCTOPOKHOCTH NPH XpPaHeHUH

XpaHUTb B OPUTHHATIBHON yrakoBke (KOHTYpHAs sueifkoBas YTIAKOBKA B Ma4Ke KapTOHHOM) [UIA
3allUTel OT CBETa W BJIATM NPH TeMmmeparype He Bhime 25 °C. XpaHHTH B HEIOCTYITHOM JIJIsl
JIETEN MecTe.

6.5. XapakTep n cogepkanue mepBHIHOI YNAaKOBKH
10 TabneTox B KOHTYpHOU S4eifKOBOH YIIAKOBKE M3 ILICHKH TOJIMBUHHJIXJIOPHIHON U (OJIBIH
AJTFIOMHHUEBOM.

3 WM 6 KOHTYPHBIX SYEHKOBBIX YIIAKOBOK BMECTE C JHCTKOM-BKIIAIBIIIEM MOMEINAIOT B MAYKy
13 kaprona (Nel0x3, Ne10x6).

6.6. Ocobble  Mepbl  HPEIOCTOPOIKHOCTH Opd  YHHYTOXKEHHH  HCIO0JIb30BAHHOIO
JICKAPCTBEHHOr0  mpenapara WM OTXO0B, MOJYYeHHbIX TOCJAe  IIPHMEHEHHS
JIEKAPCTBEHHOT0 Npenapara, H Apyrue MAaHUIYJISLHH ¢ IPenapaTom

Ocobrle TpeGoBaHHs OTCYTCTBYIOT.

6.7. YcJI0BHS OTIYCKA U3 ANTEK
[To peuenty.
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7. IEP)KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMS

OTKpBITOE aKIIHOHEPHOE 001ECTBO «BOPHCOBCKUI 3aBOI METUIIMHCKUX MIPENapaToB)

Pecniy6iuka Benapyce, 222518, Munckas 0611, 1. bopucos, yn. Yanaesa, 64

e-mail: market@borimed.com

ten/ake: +375 (177) 735612, 731156

7.1. lIpeacTaBuTe/ b JAepPKATeNIsi PErHCTPAIMOHHOIO YAOCTOBEPEHHS HA TEPPHTOPHH

Coroza

[IpereH3un noTpeduTeNne HanpapIsSTh 0 aJpecy:

OTKpBITOE aKIMOHEepHOe 001ecTBO «boprucoBcKuil 3aBo MEIUIIMHCKUX IIPENapaToOB»

Pecny6iuka benapycse, 222518, Munckas 0611., . bopucos, yn. Uanaesa, 64

e-mail: market@borimed.com

tes/pake: +375 (177) 735612, 731156

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
Pecnybiika Benapycs Ne 23/02/1302

9. IATA TIEPBUYHOM PEIMCTPAIIMM (IIOATBEPXKJAEHUSI PETUMCTPAILIUU,
INEPEPET'UCTPAIIUN)

Jlata nepBu4HOM peructpanuu: 29 mas 2005 r.

Jlata mocieaHero noAaTBepxkaeHus peructpanuu: 06 uromns 2020 r.

10. JATA IIEPECMOTPA TEKCTA
02.03.2023

OO61mas xapakTepHCTHKA JIEKAPCTBEHHOrO Ipernapara AMHOAAPOH JOCTYIHA Ha O(UIHAIbHOM

caiiTe yMOJHOMOYEHHOTO OpraHa rocyJapcTBa B HH(GOPMAIMOHHO-KOMMYHHUKAIIMOHHOH CETH
«uTepuer» www.rceth.by.

18



