COOTBETCTEYET 3K(
ot 27.01

OBILASI XAPAKTEPUCTHUKA JTEKAPCTBEHHOFG TIPEIT

1. HAUMEHOBAHUE JEKAPCTBEHHOI'O IIPEITAPATA
JTOP30KKO-C3, 20 mr/mi + 5 mMr/mi1, KaIruiu riia3Hbie

2. KAMECTBEHHBINA 1 KOJIMYECTBEHHBIA COCTAB

JelcTByromuye BemecTsa: J0p301aMul+TUMOIIOI.

1 M mpemnapata comepxut 20 Mr gop3oaamua (B BUAE TUAPOXJIOPHAA) U S MI TUMOJIOIA (B BUJIE
Majeara).

BcnoMoraTenpHble BEIECTBa, HAJIMYME KOTOPBIX HAJI0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOI'O
npemnapara: OeH3aIKoHUs Xjopus (cM. pazaen 4.4.).

[TonHBIH CIMCOK BCIIOMOTATENBHBIX BEIIECTB MPEICTaBleH B pa3zaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kanu rnasusle.
[Tpo3paunblii, OECIBETHBIN WIIM TOYTH OECIIBETHBIH, CIIETKa BSI3KUN PacTBOP.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

[Ipenapar JJOP30KKO-C3 noka3an kK NpUMEHEHHIO y B3pOCIIbIX B Bo3pacTe crapuie 18 ser.

Js1 meyeHust MOBBIICHHOTO BHYTpUTIIa3HOro nasiieHust (BI'/]) mpu oTKpBITOYTrONbHOM Ii1ayKoMe
U TICeBJ0AKC(HOIMATUBHON TIayKOMe MpU HEAOCTATOYHON A(P(EKTHUBHOCTH MOHOTEpAUH WU
O TaILMOTUIIEPTEH3UH IIPU HEIOCTATOYHOM OTBETE Ha JIeUeHHE OeTa-apeH00I0KaTOpaMHu.

4.2. Pe:xuM 103UPOBAHMSI M CIIOCO0 MPUMeEHEHHUsI
PesxuM J1o3upoBanus
ITo oxHoM Kamie 2 pa3a B CyTKH.
Oco0ble TpyMIIbI NAITUEHTOB.
Tayuenmsi noscunozo eospacma
Koppekuust 10361 He TpedyeTcs.
THayuenmoi ¢ HapyweHuem QyHKyuy nevenu u noyex
Koppekuust 10361 He TpedyeTcs.
eTH
[Tpenapar JJOP30KKO-C3 npoTuBomokasaH y AeTeil 1 TOAPOCTKOB B Bo3pacTe A0 18 merT.
Crioco6 nmpuMeHeHus
B KOHBIOHKTHBAJIBHBIN MEIIOK MOPAKEHHOTO T1a3a (Opa)KeHHBIX TJ1a3).
1. BBIMBITE pYKH.
2. OTKpbITh (uiakoH. Co0III0/1aTh OCTOPOKHOCTD, YTOOBI KOHUYHK J103aTOpa HE Kacalics riia3, KOXu
BOKPYT IJ1a3 WJIM BalllMX MaJbIIEB.
3. HakyionuTh rosioBy Ha3aj, nepeBepHyTh (IaKOH HaJ| TTIa30M.
4. OTTSHYTh HUXKHEE BEKO BHU3 M TOCMOTPETh HaBepX. [lepka u akKypaTHO cxkuMasi (priakoH Ha
€ro CIUTIOIIEHHBIX CTOPOHAaX 3aKalaTh OJHY KaIlJIl0 B MPOCTPAHCTBO MEX]Y HMKHUM BEKOM M
[J1a30M.
5. Jlns yMEHbBIIEHHS CHUCTEMHOW abcopOmuu C TMOCIEAYIOMHUM YMEHBIICHHEM CHCTEMHOTO
MoOOYHOTO JCHCTBUS U YBETUYCHHUS] MECTHON A (EKTUBHOCTH Tperapara 1mocie 3aKarbIBaHHUs
PEKOMEHIyeTCsl 3a)KaTh HOCOCIIE3HbIN KaHaJI MJIU 3aKPbITh BEKU HA 2 MUHYTHI.

6. [ToBTOpUTH AT 3-5 CO BTOPHIM IJ1a30M, €CJIM 3TO Ha3HAYEHO BPAvyOM.
7. HageTb KpBIIKY U TUIOTHO 3aKPbITh (DIaKoH.
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JIpyroy mpenapar ciaeayeT BBOAUTH ¢ MHTepBaioM He MeHee 10 munyt. [lanueHTtoB cnemyet
npeaynpeauTb O HCO6XOI[I/IMOCTI/I BBIMBITH PYKH ICPEA IPUMCHCHUECM U HC JOITYCKAaTh KOHTAKTa
¢dakoHa C r1a30M WIM OKPYXAIOUIMMH TKAHSIMH, MOCKOJIBKY 3TO MOXXET IMPHUBECTU K TPaBMe
riiasa.

[TarueHTOB  Takke cCleayeT MOpeaynpeAauTb, 4YTO MpPU  HENPaBWIBHOM MPUMEHEHUU
0(TaTbMONIOTUYECKHE PACTBOPHI MOTYT HOJBEPraThCs 3arps3HEHHUI0 OOBIYHBIMU OaKTEPUSMH,
KOTOphIE ~ MOTYT  BBI3bIBaTh  MHGEKUHWOHHbIE  3a0oneBanus  rha3.  [IpumeHeHue
KOHTaMUHUPOBAHHBIX TJIA3HBIX KallCJIb MOXCT IMPUBCCTHU K CCPLE3HOMY IHOBPCKIACHUIO I'JIa3 U
MOCIEAYIOLIEH MoTepe 3peHusl.

4.3. IIpoTuBONOKA3aHUS

— TMIEPYYBCTBUTEIBHOCTh K JAEHCTBYIOLIMM BELIECTBaM WM JIOOOMY M3 BCIOMOTraTelbHBIX
BEILIECTB, IEPEUHCIICHHBIX B pazzeine 6.1.;

— TMIEPPEAaKTUBHOCTD JBIXAaTEJIbHBIX IYTEeH, BKIItOYas OpOHXMalbHYIO acTMy (B TOM 4HCIE B
aHaMHE3€) WJTH TSHKEITYI0 XPOHHUYECKYIO0 OOCTPYKTHBHYIO OOJIE3Hb JIETKUX;

— CUHYycOBasi OpaauKapAus, CHUHAPOM ciIaboCTH CHHYCOBOIO Yy3ja, CHHOAaTpHajbHas OJoKaja,
aTpuoBeHTpuKyisipHas 6mokana l1-111 crenenn 6e3 kapauocTUMyATOpa, BEIpAKEHHAS CepAeTHas
HE/I0CTaTOYHOCTh, KAPJAUOTEHHBIH 1I0K;

— TsDKeJast oYeyHast HeIOCTaTOYHOCTh (KIMpeHe KpeatuHuHa < 30 MJ/MUH);

— TUIEPXJIOPEMUUECKUI alua03;

— IUCTPO(HUUECKUE MPOLECCHI B POTOBHUIIE;

— 0epeMEeHHOCTb U NePUOJ] TPYAHOTO BCKAPMIIMBAHUS.

4.4. OcoOble yka3aHusl U Mepbl NPeI0CTOPOKHOCTH TPH NPUMEHEHUH

AJneprust ¥ THIIEPYYBCTBHUTEILHOCTD

Kak u gpyrue odranbmonornueckue mpenaparsl AJii MECTHOTO MPUMEHEHHS, IIpenapaT MOXET
abcopOupoBaTbcs B CUCTEMHBIN KPOBOTOK. Jlop3oiaMuj COAEPKUT Cyab(HOHAMHUIHYIO TPYIIILY,
KOTOpasi TaKKe BCTpeyaeTcs B cyibpanmiamuaax. Takum oOpa3oM, Ipu MECTHOM MPUMEHEHUU
MOTYT BO3HUKAaTh TaKWe€ K€ THUIMBl MOOOYHBIX PEaKIUi, KOTOpbIE OBLTU OOHApPYKEHBI MPH
CHCTEMHOM BBEJICHHH CYJIb(aHUIAMHUOB, BKIIOYAs TaKUE TsDKENbIE PEaKIU, KaK CHUHAPOM
CruBeHca-/[>KOHCOHAa M TOKCHYECKHH 3MHIepMaibHbIil HeKpoau3. [Ipu mosBieHnH MpU3HAKOB
CEPBhE3HBIX MMMYHOJOTHUUECKUX PEAKIMNA WU THUIEPUYYBCTBUTEIHLHOCTH CJEAYET MPEKPaTUTh
MIPUMEHEHHUE 3TOTO Tpenapara.

[Ipu nmpuMeHEeHUN TIa3HBIX Kallesb, COJAEPKAIUX KOMOUHAIIMIO TOP30JIaMU/ia THAPOXIIOpHUIA U
TUMOJIOJIa Majeara, HabIIoJanuch MECTHbIe MOOOYHBIE peaklUd CO CTOPOHBI OpraHa 3peHUs,
MoJ00HBIE TEM, KOTOphIE HAONIOJAINCH TMPU NPUMEHEHHHM TJIa3HBIX Kameib I0p30JiaMujia
TUAPOXJIOPHUA.

Ecnn Takue peakuuu BO3HUKAIOT, CJIEAYET PAaCCMOTPETh BO3MOXKHOCTH MpPEKpalICHUs
MIpUMEHEHUS Tpernapara.

VY nanueHToB C aTomued WIM TSHKENbIMH aHA(UIAKTHYECKHMMH PEAKIUSIMU Ha pPa3InyHbIe
aJIepreHbl B aHaMHe3€, MPU JISYCHUH OeTa-aIpeH00I0KaTOpaMi BO3MOXKHO YCUJIEHHE OTBETa Ha
MOBTOPHBIA KOHTAKT C ajuIepreHaMu U CHUKEHUE OTBETAa Ha TEpaIui0 CTaHJAPTHBIMHU J03aMU
aJpeHaJIMHA, KOTOPHIE UCTIOJIB3YIOTCS TSI KYMTUPOBAHMS aHA(UIAKTUUECKIX PEAKITHMA.
HapymieHns co cTOpOHBI CepAeYHO-COCYAUCTON U JBIXaTCIbHON CHCTEMBI

Kak u npyrue MecTHble 0QTaIBMOIOTHYECKHE MIpemapaThl, TAMOJION XOpoIno abcopbupyercs B
CHCTEMHBII KPOBOTOK. Tumomon T MECTHOTO MIPUMEHEHUS, SIBJISTFOTITACST
Oeta-aapeHo0I0KATOPOM, MOXKET BBI3BIBATH TE€ K€ THUIIBI CEPJCYHO-COCYAUCTHIX, JETOYHBIX U
JIpyrux TOOOYHBIX peakluid, HAOIIOJAaeMbIX MpPU TNPUMEHEHHH OeTa-aIpeH00I0KaTOPOB
CUCTEMHOTO JeicTBHs. YacToTa CHCTEMHBIX MOOOYHBIX peakluid mocie o(TaabMOIOTHYECKOTO
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CHIDKEHHUIO CHCTEMHOM abcopOnm yka3aHsl B pazjaene 4.2.
Kapouonoeuueckue napyuenus

VY NanmueHToB ¢ CEepACYHO-COCYAMCTHIMU 3a00JICBAaHUSMH, TAKUMH KaK WIIEMHYEcKas 0OJIe3Hb
cepana, creHokapaus IlpuHiMerana, cepaedHas HEIOCTATOYHOCTh WM THIOTOHHS CIEAYeT
KPUTHYECKH OLICHUBATB 11€JI€CO00Pa3HOCTh IIPUMEHEHUS OeTa-aIpeHOOI0KATOPOB, B TOM CIIy4ae
JOJKHA OBITh PacCMOTpPEHa BO3MOXKHOCTHh MPUMEHEHHS JApyroro mpemnapara. [lanueHTsl C
CepACYHO-COCYTUCTHIMK 3a00JICBaHUSIMH B aHAMHE3€ JOJDKHBI HAaXOIHMTHCS MOJ TIIATEIbHBIM
Ha6JIIOI[eHI/IeM AJi1 CBOCBPCMCHHOI'O  BBIABJICHHA IIPHU3HAKOB YXYAUICHUA COCTOAHUA U
BO3HUKHOBEHUS TIOOOYHBIX PEaKIIUH.

M3-3a HEraTUBHOTO BJIMSHUS HA BPEMs MPOBEACHUS BO30YXKIEHUS MO BOJOKHAM MPOBOJSIIECH
CHCTEMBI Cepjla, MmanueHTaM ¢ Oyokamoit cepama | crenenn Oera-aapeHOOIOKATOPBI CIEAYET
Ha3HAYaTh C OCTOPOIKHOCTBIO.

Hapywenus co cmopoHbl cocyoucmoui cucmemul

[TarueHnTaM C TSHKENBIMH PacCTpoicTBaMH Tepudeprudeckoro KpoBooOpaiieHus (TaKUMU Kak
Tsokenbie (opmbl Oone3Hu PeitHo wim cuHapom PeifHo) mpenapaT clieayeT Ha3Ha4yaTh C
OCTOPOYKHOCTBIO.

HapyiiieHust co CTOPOHBI JbIXaTEIbHON CUCTEMBI

Coo0maioch 0 peakusix CO CTOPOHBI JIBIXaTeIbHOW CHUCTEMBI, B TOM YHCIIE C JICTATbHBIM
UCXOJIOM B pe3yJbTaTe OpOHXOCIHa3Ma, y MalieHTOB C aCTMOW MOCJe MPUMEHEHHSI HEKOTOPBIX
odTanbMoIOrHYecKux 0era-aapeHo0I0KaTOPOB.

[Ipenapar JJOP30KKO-C3 cnenyer npuMeHsATh C OCTOPOKHOCTHIO Y HALUEHTOB ¢ XPOHUUYECKOU
obctpykTuBHOU Oosie3Hbi0 Jerkux (XOBJI) nerkoit wim cpeaHeil CTeNneHu TAKECTH U TOJIbKO B
TOM cIy4ae, € MpeArnoaaraeMas mojb3a MPeBbIIaeT MOTEHIINATbHBIN PUCK.

Hapymenus QyHKkImy neyeHu

He mnpoBonunocs uccnenoBanuii npumenenus: npenapara JIOP30OKKO-C3 y naunueHtoB ¢
MEYECHOUYHON HEJ0CTATOYHOCTHIO, TOATOMY MpeTapaT y TaKUX MalMEHTOB JI0OJDKEH TPUMEHSATHCS C
OCTOPOKHOCTBIO.

JononnurenbHble 3¢ dekThl 010Ka/bl OeTa-aIpeHOPELENTOPOB

Tunoenuxemus, caxapmuwiii Ouabem

bera-anpeHo6iokaTopsl ciieayeT MPUHUMAaTh C OCTOPOXKHOCTBIO MAaIMEHTaM CO CIIOHTaHHOU
TUIOTIMKEMHEeH WM NalleHTaM C JaOuIbHBIM 1Ha0eTOM, MOCKOJIbKY OeTa-aapeH00I0KaTOphl
MOTYT MaCKHpPOBATh MPOSIBICHUS U CUMITOMBI OCTPOIl TUTIOTIIMKEMUH.

T'unepmupeos

bera-anpeHo6iokaTOpbl MOT'YT MAaCKMPOBATh HEKOTOPBIE KIMHUYECKHE TPU3HAKU TUIIEPTUPEO3a.
Peskas ormeHa neuenus 6era-apeHo0I0KaTOPaMH MOXKET BbI3BATh YCUJICHUE CUMITTOMATHKHU.
Hapymienust co CTOpOHbI POrOBUITBI

['ma3zHple KamiM, cojaepkalue OeTa-aApeHOOJOKaTOpbl, MOTYT BbI3BIBATH CYXOCTh TJas3.
[TanrenTam ¢ 3a0601€BaHUSMHI POTOBUIIBI JIEUEHHUE CIIEAYET MPOBOAUTE C OCTOPOKHOCTBIO.
IIpouee

JleueHne MALMEHTOB C OCTPHIM MPHUCTYIOM  3aKpbITOYrOJIbHOM TIJlaykoMbl — TpeOyer
JIOTIOJTHUTEIbHBIX ~JICYEOHBIX MEPONPHUATHI TOMHMO TPHUMEHEHHS OQPTaTbMOJIOTHUECKUX
THIIOTEH3UBHBIX CpeAcTB. [IpuMeHeHne KOMOMHUPOBAHHOIO Mpernapara y HalueHTOB ¢ OCTPhIM
MPUCTYIIOM 3aKPBITOYTOJIBHOW IIaYKOMOM HE U3y4aJIOCh.

Coobmanocs 06 oTeke poroBUII M HEOOPATUMOM JIEKOMIIEHCAIIMM POTOBHUIIBI PH TPUMEHEHUHT
JOP30JIaMH/JIa TTAIIMEHTAMH C PaHee MMEBITUMHUCS XPOHUIECKUMH PEIUINBUAPYIOIINMH 3PO3HSIMA
POTOBHUIIBI W/MIIA KOTOPHIM OBIJIO MPOBEACHO XUPYPrHUECKOE BMEIIATENHCTBO C HApyIICHHEM
LEJIOCTHOCTHU TJIa3HOro s0J10Ka. BeposTHOCTh pa3BUTHUSL OTE€KAa POrOBUIIBI TAK)KE MOBBIIIAETCS.
Crnenyer coOnogaTh Mepbl HPEAOCTOPOKHOCTH MPHU HA3HAUYEHUM Ipernapara 3THM TpyIiaM
MAIMEeHTOB.
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pacTBOpPOB O(PTATBMOJIOTHUECKUX TPENapaToB, CHIDKAIOIMIUX CEKPELUI0 BOJSHUCTOM BJaru
(Hampumep, THUMOJIOJIA, alleTa30jlaMUJla) TIOCHEe  XUPYPrUYECKHX  BMEHIATEeNIbCTB IO
BOCCTAHOBJICHHIO OTTOKA BHYTPUIIa3HOM KUAKOCTH.

Kak w npu npuMeHeHMH IPYruxX AaHTUTIAYKOMHBIX MPENapaTroB, y HEKOTOPBHIX MAlMEHTOB
OTMEYAJIOCh CHUKEHHE BOCHPUHUMYHMBOCTU K O(TaIbMOJIOTHYECKOH (opMe TUMOJIONA MajieaTa
nocyie MPOJOJDKUTENbHON Tepanuu. OJHAKO, B KIMHUYECKUX HCCIEAOBAHUSAX, B KOTOPBIX
HaOmoganock 164 manweHTa B TEYEHUE MO MEHBIIEH Mepe TpeX JIET, MOcCie MepBOHAYATIbHON
cTaOMUIIM3aluy CYIIECTBEHHOI'O Pa3inyus cpeaHux 3HaueHuit BI'Jl He oTmeuanocs.

AHecTe3us B XUPYPrUu

OdranpMoNOrHUecKue Mpemnaparbl, cojaepkamue Oera-0J0KaTopel, MOTYT
CUCTEMHOE JeiicTBUe OeTa-aJpeHOMUMETHKOB, HAlpUMeEp, aJpeHalnHa.
HE00X0IUMO MTPOUH(OPMHUPOBATH O TOM, YTO MAIKUEHT MOTYyIaeT TUMOJIOIN.
Tepanus 6era-aapeHoOI0KaTOPAMH MOXKET YCYI'yOUTh CUMITOMBI TSXKEIOH MUACTEHUH IPABHLC.
JlononauTenpHble 2OGEKTHEI MHTMOUPOBAHUS KapOOaHTHIPA3bI

OJIOKHPOBATH
AmnecTte3nosora

Movuexamennas 6onesno

Jleyenue nepopaibHBIMH HHTHOUTOPAMH KapOOaHTUIPA3bl CBA3AHO C PA3BUTHEM MOYCKAMEHHOMN
00JIe3HN BCJIEACTBUE HAPYIIEHUS KHUCIOTHO-IIEIIOYHOrO OajiaHca, OCOOCHHO y MAaIMEeHTOB C
KaMHSIMU TIOYEK B aHaMHe3e. HecMOTpst Ha TO, 4TO IpPH NPUMEHEHWH KOMOMHHPOBAHHOTO
mperapara Jop30JIaMu/ia THIPOXJIOPHIA M TUMOJIOJNIA MajieaTa HapyIICeHUH KUCIOTHO-IIEIOTHOTO
Oanmanca He HaOMIOJANIOCh, OBLIM pEAKUE COOOIICHHUS O CIy4asX MOYEKaMEHHOUW OoJe3HHU.
[Tockonpky mpemnapar JAOP30KKO-C3 conxepxuT MeCTHBI HHrUOMTOp KapOoaHTuapasbl,
KOTOpBI abcopOUpyeTcss B CUCTEMHBIM KPOBOTOK, y MAI[MEHTOB C KaMHSIMH MOYEBBIBOJSIINX
myTel B aHAMHE3€ MOXKET MOBBIIIATHCS PUCK PA3BUTHS MOYCKAMEHHOW O0JIC3HU IIPH IPUMEHEHUT
9TOTO JICKAPCTBEHHOTO IIpernapara.

ConyTcTBYIONIAS TEPAHNS

[IpuMeHeHHE TUIa3HBIX Kamlelb, COJACPXKAINIUX THMOJOJA MajieaT, IMalueHTaMH, YXKe
HOJTYYarOIUMK OeTa-aJpeH00I0KaTOPBI CHCTEMHOTO JICUCTBUS, MOXKET YCHINTh BiusHue Ha BI'J]
W/WIM U3BECTHBIC TIOOOUYHBIC A((HEKThl CHCTEeMHOM OJoKaabl Oera-aapeHopenentopos. Cienyer
BHUMATEJIbHO HAOJI0/IaTh 32 COCTOSIHMEM TaKUX MallMeHTOB. He pekoMeHayeTcs mpuMeHsTh JBa
MECTHBIX  Oera-ampeHoOnokaropa. He pexoMmeHayercs OJHOBpEMEHHOE TpPUMEHEHHE
JI0p30JIaMH/Ia THAPOXJIOPHIA M TEPOPaATbHBIX HHTHOMTOPOB KapOOaHTUaApa3bl (CM. paszaen 4.5.).

[IpekpaiiieHre JeyeHus

Kak u B ciyyae ¢ Oera-aqpeHOOIOKATOpaMH CHUCTEMHOTO JCHCTBHUSA, €CIU TpeOyeTcss OTMEHa
[JIA3HBIX Karejdb TUMOJIONA Yy MAIMEeHTOB C MIIEMHYECKOil OOJIe3HbIO cepla, JIeueHHe HYKHO
OTMEHSTb [TOCTETIEHHO.

BcnomorarenbHble BeECTBA

B cocraB mpemapaTa BXOAMT KOHCEPBAHT OEH3AJIKOHUS XJIOPUJ, KOTOPBIH MOKET BBI3BIBATH
pasapaxkenue riasza. [lepea npuMeHeHneM npenapara KOHTAKTHBIE JTMH3bI HEOOXOAUMO CHSTh U
BHOBb HaJIeTh MX HE paHee, yeM uepe3 15 MUHYT mocie 3aKanblBaHMs Ipenapara. beH3ankoHus
XJIOpUJ crioco0eH 00eclBeUnBaTh MATKHE KOHTAKTHBIE JIMH3BI.

Bo3MmoxHO pa3BuUTHE SI3BEHHOM TOKCHMYECKOW KepaTonaTHH/TOYEUHOM KepaTomaTuu Mpu
JUINTEIbHOM TPUMEHEHHM T[pernapara MalUeHTaMH C COMYTCTBYIOUIMMM 3a00JIeBaHUSIMU
POTOBMIIBI WM C CHUHAPOMOM «CYXOro» IJla3a B CBSI3M C HajJMYMeM B COCTaBe Ipernapara
OeH3amKOoHMA XJopuaa. TpeOyeTcs TIIATeNbHBIH KOHTPOJIb 32 COCTOSHHUEM POTOBHUIIBI TaKUX
MAIMEHTOB B XO/I€ JICYEHHUsI PEnapaToM.
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B3aHMO/1eiiCTBUA

Crennuueckrx UCCIIeIOBAaHUI B3aMMOICHCTBIS KOMOMHUPOBAHHOTO TIperapara, CoAepKaIiero
JIOp30JIaMHJIa TUIPOXJIOPU]] U TUMOJIONA Majieat, C IPYrUMH IpenaparaMu He IMPOBOIUIOCH.

B kxiIvHMYECKOM UCCIIeIOBaHMH KOMOWHWPOBAHHBIM Tpenapar NpUMEHsUICS 0e3 KaKuX-JIH0o
JICKapCTBEHHBIX B3aUMOJICUCTBUN OJHOBPEMEHHO CO CJEIYIOIIMMH IpenaparaMyd CUCTEMHOIO
neiictBus: uHrHOMTOpamMu AlID, aHTaroHUCTaMH KaJblUs, IUYPETHKAMH, HECTEPOUIHBIMU
MPOTUBOBOCTIATIUTENIbHBIMA  JICKAPCTBEHHBIMH CPEJICTBAMH, BKJIIOYAs alETHIICATHIHIOBYIO
KHCIIOTY ¥ TOPMOHBI (HAallpuMep, SCTPOTEH, HHCYJIHH, THPOKCHH ).

CymiecTByeT BO3MOXXHOCTh aQJJUTUBHBIX 3()(EKTOB, NPUBOAAIIMX K THUIOTEH3UU W/UIU
BBIPXCHHOW OpaJuKapuu, MPU MPUMEHEHUH O()TATBMOJIOTHYECKUX MPENnapaToB, COASPIKAIIIX
Oera-aapeHo0JIOKATOPbl, OJHOBPEMEHHO C TIPUEMOM BHYTPb MHTHOMTOPOB KaJlbIIUEBBIX
KaHaJbIleB, OeTa-aJpeHO0JIOKATOPOB,  MPOTUBOAPUTMUYECKUX  MpemapaToB  (BKItOYas
aMHUOJIapOH ), TTTUKO3UI0B HAIEPCTAHKH, TAPACUMIIATOMUMETHKOB, KCAHETUAMHA, HAPKOTUYECKHUX
CPEICTB M HHTUOMTOPOB MOHOAMUHOKCUAa3bl (MAO).

Coo0m1anock, yTo Mpu OJHOBpeMeHHOM npueme UHruoutopoB CYP2D6 (manmpumep, XUHHUIUH,
(bIyoKCeTHH, MAapOKCETHH) M THUMOJOJA Majieara MOXKET HaOII0JaThCAd YCHICEHHE CHUCTEMHOMN
OJs1o0KaIpl OeTa-aIPpeHOPELEeNITOPOB (HampuMep, OpaauKapIus, ACTPECCHs).

XoTs KOMOMHHPOBAHHBIN MTPENapaT Majio BIMSET WU COBCEM HE BIIHSCT Ha pa3Mep 3padka, BpeMs
OT BPEMEHH CO00IAI0Ch O MUAPHA3€e, BOSHUKAIOILIEM BCIIEACTBHE OJTHOBPEMEHHOTO PUMEHEHUS
OPTATEMOJIOTHYECKUX TPEIapaToB, COJEpKaIIUX OeTa-aapeHOO0I0KATOPhl, MW aJpEHAINHA
(anmHEDpHHA).

bera-anpeHOOI0KaTOPEl MOTYT YCHIIUBATh THIOTJIIMKEMHUYSCKUN APPEKT aHTHIHA0STUICCKIX
CPEJICTB.

bera-anpeHOOIOKATOPEl TSI TIEPOPATLHOTO MPUMEHEHHUS MOTYT YCYT'YOWTh apTepHAIbHYIO
TUIEPTOHHIO, KOTOPas MOKET ObITh BbI3BaHA OTMEHOW KIIOHUIWHA.

4.6. ®epTUIBLHOCTD, 0€PEMEHHOCTD M JIAKTALMSA

bepemeHHOCTD

[Tpumenenue mnpenapara JJOP3OKKO-C3 B0O3MOXHO TOJBKO B Clly4ae, €CIH OTCYTCTBYIOT
anbTepHATHUBHBIC BAPHAHTHI JICUCHHUS.

Hop3zonamuo

OTCYTCTBYIOT a/IeKBaTHbIC KIIMHUYECKUE TaHHbIE O TPUMEHEHUH Tpenapara npu 6epeMeHHOCTH.
VY KpOJIMKOB J0p30JIaMU]l BBI3bIBAJl TEPaTOT€HHbIM 3(@exT mnpu A03ax, TOKCHUYHBIX IS
OepeMEeHHBIX CaMOK.

Tumonon

AJIEKBAaTHBIX JTAHHBIX O MPUMEHEHUH THMOJOJa MaieaTa y OepeMeHHbBIX JKeHIIMH HeT. Ero He
clelyeT MPUMEHSTh BO BpeMsl OEPEMEHHOCTH 3a UCKIIOYEHHEM CIy4yaeB IBHOM HEOOXOJMMOCTH.
Mepsl 0 CHIKEHUIO CUCTEMHOM abcopOLuu yKa3zaHsbl B pazene 4.2.

ONUAEeMUOIOTHYECKHE UCCIIEIOBAHNS HE BBIIBIIIN MalTb(hOPMAIIHOHHBIX A(PPEKTOB, HO BBISIBIIIN
PHCK 3aJepKKd BHYTPUYTPOOHOrO pocTa Iuloila B clydae MEpopalbHOTO IpHeMa
OeTa-anpeHobmokaropoB. Kpome TOro, y HOBOPOXKJIEHHBIX ObLIM OOHAPYKEHBI OOBEKTUBHBIC U
CyOBEKTUBHBIE CHMITOMBI OJOKaAbl OeTa-aapeHOpelenTopoB (HampuMmep, OpaauKapaus,
THIOTCH3MsI,  PECIUPATOPHBIA  JWCTpECC W  THUMNOTJIUKEMHs) B cilIy4ae, Korja
6era-aapeHo0I0KaTOpbl MPUMEHSIIMCH 10 poloB. Eciam 3TOT mpenapar mpUMEHSJICS A0 POOB,
clelyeT THIaTeIbHO HAa0JI01aTh 32 COCTOSTHUEM HOBOPOXK/IEHHBIX B NIEPBBIE THU KU3HU.
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JlakTanus

Jop3zonamuo

HeusBectHO, 3KCKpeTUpyeTCs JIM JOP30JaMUJl B MATEPUHCKOE MOJIOKO. Y KPBIC, MOIYYaBIIUX
mpemnapar, coAepKalluidi Jop30oJiaMuja THUIPOXJIOPUI, B MEPHOJ JAaKTalluM, HabI0/1a10ch
CHI)KEHHE Beca Tella y TIOTOMCTBA.

Tumonon

bera-anpenobmokaTopsl SKCKPETUPYIOTCA B TpyaHOE MoJIOKO. OfHAKO, MpU TepaneBTUYECKOU
03¢ TUMOJIOJNIAa Majeara, MPUMEHSEMOro B BHJIE TJIa3HBIX Kallelb, MaJOBEPOATHO, YTOOBI B
TPYZHOM MOJIOKE TMOSBHJIOCH JOCTATOYHOE €ro KOJHMYECTBO, YTOOBI BBI3BATh KIMHHYECKUE
CUMITOMBI OJIOKaAbl OeTa-aJpeHOpPeLenTOpOB y MiIaJeHIla. Mephl 10 CHUXEHHIO CHCTEMHOMN
abcopOuuu yka3aHsl B pazaene 4.2.

Ecmu tpebyercs mpumenenue npemnapata JJOP30KKO-C3, rpynHoe BckapmiIMBaHUE CIETYET
MIPEKPATHUTb.

4.7. BiusiHde Ha CHOCOOHOCTH YNPABJSATH TPAHCINOPTHBIMU CpPeICTBAMH M PadoTaTrh ¢
MeXaHu3MaMu

HccnenoBanuii BIusSHUS Mpenapara Ha CHOCOOHOCTH K YIPaBIECHUIO TPAHCIOPTHBIM CPEJICTBOM U
pabote ¢ MexaHW3MaMHu He IPOBOJIMWINCH. TeM He MeHee, BO3MOXKHBIE TOOOYHBIC PEAKIIUU, TAKHE
KaK 3aTyMaHUBaHUE 3PEHHUS, MOTYT MOBIUATH HA CIOCOOHOCTh HEKOTOPHIX MAI[UEHTOB YIIPABIISThH
TPAHCIIOPTHBIM CPEACTBOM W/WIIH paboTaTh ¢ MEXaHU3MaMHU.

4.8. HexxesaTesIbHbIE PeaKIIHU

Pesrome npoduiis 6e3onacHOCTH

[IpemapaTr B 11€7I0M XOpOIIO MEPEHOCUTCA. B KIMHUYECKUX HCCIEAOBAHUAX MO MPUMEHEHUIO
KOMOWHUPOBAHHBIX TJa3HBIX Kallellb, COACPIKAIIMX JIOpP30JIaMHUIa THAPOXJIOPHI M THMOJIOJA
Maiear, HaOmroJaeMble TOOOYHBIE PEAKIMH COOTBETCTBOBAJIM paHEE COOOIIAEMBbIM IS
JOP30JIaMHJIa TUAPOXIIOPU U/WITH TUMOJIOJIA Majieara.

B xnuHnueckux wuccnenoBaHusx 1035 manueHTOB moiydaid KOMOMHHPOBAHHBIA Ipemnapar,
COJICpKAlIMi  TOp30JIaMKia THIPOXJIOpHI ¥ TUMoOJonia Manear. [lpubmmsurensno 2,4 %
MAIMEHTOB MPEKPaTUIIM JICYCHHE BCJIEICTBUE MECTHBIX MOOOYHBIX PEaKIUil CO CTOPOHBI IJIas3;
okoio 1,2 % TanueHTOB MPEKpPaTUIU JICYCHHE BCJICACTBHE MECTHBIX TMOOOYHBIX PEaKIUi,
BBI3BAHHBIX aJUlepTUed WM TUIMEPUYBCTBUTEIBHOCTHIO (HAMpUMeEp, BOCHAJICHHE BeKa U
KOHBIOHKTUBHT).

Kak u npyrue mecTHble 0()TaIbMOIOTHYECKUE CPENICTBA, TUMOIION BCACHIBACTCS B CHCTEMHBIN
KPOBOTOK. DTO MOXXET BbI3BAaTh HEXKeNaTesIbHbIe 3(PPEeKThl, aHAIOTUYHbIE HAOII0JAaEMbIM IIPU
NpUMEHEeHUH OeTa-aipeHO0I0KAaTOPOB A CHCTEMHOTO MpHUMEHEeHHs. YacToTa CHCTEMHBIX
MOOOYHBIX PEAKIUH TOCIe MECTHOTO IPUMEHEHHUST 0TAITBMOJIOTMYECKOT0 TIperapaTa HiKe, 9eM
MIPU CUCTEMHOM MPUMEHEHUHU.

TabnuyHOe pe3roMe HeXKeNaTeIbHBIX PeaKIHi

O crnenyromux HeXeNaTENbHBIX peakluaXx Ha KOMOMHHUPOBAHHBIM Npenapar, CoAep Kaiuit
JIOP30JIaMHJT M| TUMOJIOJ, MJTH Ha OJMH U3 €r0 KOMIIOHEHTOB COOOIIAIOCh BO BPEMsI KIIMHUYECKUX
WCCJICTOBAHHUM UITU B XO/I€ TOCTPETUCTPAIIIOHHOTO MPUMEHEHUSI.

UactoTa BO3MOXHBIX IOOOYHBIX pEaKIWW, TEPEUYNCICHHBIX HWXKE, ONpeNeNsaeTcs ¢
MCIIOJIb30BaHUEM CIISAYIONIEH KiIacCuPUKaIUu:

oueHb vacto (> 1/10), gwacro (> 1/100, Ho <1/10), Heuacto (> 1/1000, vo <1/100), peaxo (>
1/10000, Ho <1/1000), ouens peako (<1/10000), yactoTa Heu3BecTHA (HAa OCHOBAaHUH HMEIOIIIUXCS
JTAHHBIX OIEHUTH HEBO3MOXHO).
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CucreMHO-OpraHHblii Kjacc
(COK)

Yacrora ¥ BCTpEe4aeMoCTh

He:xkenarenbHble peakuuu

Hapymenust co ctopoHnsl
MMMYHHOH CUCTEMBI

Penxo

IIpu3HaKu U CUMIITOMBI
CHUCTEMHBIX AJUIEPTUYECKUX
peaKkuuid, BKIIrOYast
AHTMOHEBPOTUYECKUN OTEK,
KpanuBHUILY, 3y, ChIllb,
aHa(UIIAKCHIO.

Hapymenust co ctopoHnsl

Quenp 4acTo

KokeHne u nmoxkajibIBaHUE.

OPTaHOB I'PYIHON KJICTKH U
CpeOoCTeHHUS

oprasa 3peHust Yacro NHbeK1us KOHbIOHKTUBHI,
3aTyMaHHUBaHUE 3pEHUS,
ApO3Usl POTOBUIIBL, 3yl TJ1a3,
CJIE30TEYEHHE.
Hapymenust co ctopoHnsl Yacto Cunycur.
JIBIXaTEIbHON CUCTEMBI,
Penko Opplika, IpIXaTeabHas

HEJ0CTAaTOYHOCTh, PUHUT,
OpoHXOCITa3M.

KennynouHo-KueyHbie
HapyIICHUS

QueHp 4acTo

Hucres3us.

IIOYEK ¥ MOUYEBBIBOIALINX
nyTei

Hapymenust co ctopoHnsl Penxo KonTakTHbIil nepmaTuT,

KOKU U TTOJIKO’KHBIX TKaHEH CHUHIPOM
CruBenca-/[>xoHCOHa,
TOKCHUYECKHUH 3MUACPMATTHbII
HEKPOJIN3.

Hapymenust co ctoponsl Heuacro Yponutuas.

Hopszonamuoa cuopoxnopuo

CucremMHO-OpraHHblii Kjacc
(COK)

YacToTa 1 BCTPE4YaeMoCTh

HexesatenbHbIe peakunu

Hapymennss co  cropons! | Hacro I"osioBHast 0B *.
HEPBHOM CUCTEMBI Penxo ['onoBokpyxkenue*,
napecTe3us ™.
Hapymennst co  cropons! | Hacro Bocnanenue Beka*,
opraHa 3peHus pasapakeHue Beka™.
Heuacrto Upupoumknur*.
Penko Pasapaxkenue, BKirogast

nmokpacHeHue™®, 6op*,
o0pa3oBaHUE KOPOK Ha
BEKax*, MpexoIsIiast MUOTIUS
(koTopast pa3zpenniach rnociue
MIPEKPALEHUS TePAiH), OTEK
POTOBHUIIBI*, TUIIOTOHUS
riaza*, orciaolika
COCYAHMCTOM 000JIOUKH
(mocne XupypruuecKux
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CHCTEeMHO-OPraHHbIi KJIacc
(COK)

YacToTa M BETpedaeMocTh | - Hekenarcibabic peaKinm

BMEIIATEIILCTB 110
BOCCTAaHOBJICHHIO OTTOKA
BHYTPHIJIA3HON KUIKOCTH) ™.

YacrTora HEU3BeCTHA™ ™

OmryiieHrne HHOPOIHOTO Tea

B I'JIa3y.

Hapymenust co  croponsl | Yacrora Heu3BecTHa** VYyamenHoe cepauedueHue,

cepaua TaxUKapIusl.

Hapymwennss co  cropons! | Hactora HEM3BeCTHA I'uneprensusi.

COCYZIOB

Hapymwennss co  cropons! | Penko HocoBoe kpoBoTeueHue™.

JbIXaTEIIbHOM CUCTEMBI,

OPraHOB TPYIHOH KIETKH U YacToTa HemzBecTHA™* * Opplika.

CpeNOCTEHUs

XKenynouHo-kuie4Hoble Yacro TomHoTa*.

HApYLICHUS Penxo Paznpaxenue B rope,
CyXOCTb BO pTYy™*.

Hapymenuss co  croponsl | Penko Chimp*.

KOH U ITOJKOKHBIX TKaHEN

Oo6mue HapyIleHus u | Yacto Acrenusi/ycranocte*.

PCaKu B MCCTC BBCACHU S

Tumonona maneam

CucreMHO-OpraHHblii Kjacc
(COK)

YacToTa 1 BCTPE4YaeMoCTh

HexesaTebHbIe peakunu

Hapymenust co ctopoHnsl
MMMYHHOH CHUCTEMBI

Penxo

IIpu3HaKy U CUMIITOMBI
QJJIEPrU4eCKUX PeaKLuil,
BKJIFOYAst
AHTMOHEBPOTUYECKUN OTEK,
KpaIryuBHULLY,
JIOKaJIU30BAHHYIO U
TE€HEPAIN30BaHHYIO ChIIIb,

aHa(UIaKCHIO.
YacToTa HeuzBecTHa™™* 3ya.
Hapymenust merabonuzma u | Yacrora HensBecTHa™ ™ I'mnornukemust.
UTAHUS
[Icnxnueckne HapyuIeHUs Heuacto Henpeccus®.
Penxo becconnuna*, HouHble
KOIIMAaphl™, moTepst maMsaTu ™,
YacTtoTa HeuzBecTHa™™* ["amronuHayH.
Hapymenust co cTopoHsl Yacro I"onoBHas 6o0p*.
HEPBHOM CUCTEMBI Heuacro ['onoBokpyxkeHue™,
00MOpOK™ .
Penko [Tapectesus™, ycyryonenue

MPU3HAKOB U CUMIITOMOB
MHUACTCHHH TPABHUC,
CHIDKEHHE TUOHNI0*,
MHCYJIBT™, UIIEMHUS MO3Ta.
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CucremMHo-opranubiii kiace | UYacrora u BérpeyaeMocTs [ Hekelareipabié peakimu

(COK)

Hapymenust co ctoponsl Yacto [Ipy3HaKu U CUMITOMBI
opraHa 3peHus paszipakeHus TJia3, BKIovas
onedapur*, kepaTut*,
CHIKEHUE YYyBCTBUTEIHLHOCTH
POTOBHIIBI M CYXOCTh Iaz®.
Heuacto Hapywenus 3penus,
BKJIIOYasi U3MEHEHUS
pedpakuu (B HEKOTOPHIX
CIIyJasix u3-3a

OTMEHbI MUOTHYECKOHN
Tepanuun)*.

Penxo IIT03, qumionus, OTCIoMKa
COCYAMCTOM 000JI0UKH
(mocne Xupypruyeckux
BMEIIATEIHCTB 110
BOCCTAaHOBJICHUIO OTTOKA
BHYTPUTJIA3HOM KUJIKOCTH ) *
(cm. paznen 4.4).

YacroTa HensBecTHa™™* 3yx, ciae30TeueHue,
MOKpacHEHHE, TOMYTHEHHE
3peHus,

9PO3HST POTOBHIIBI.

Hapymenust co cTopoHsl Penxo 3BOH B ymax*.
opraHa ciyxa u
J1a0UPUHTHBIE HAPYIIEHUS

Hapymenust co ctopoHnbl Heuacrto bpanukapaus.

cepaua Penko bonsb B rpyau,
cepaiedneHue, oTex,
apuTMUsl, 3aCTOMHAS
ceplieYHas HEJOCTaTOUYHOCTb,
OCTaHOBKa cep/lia, 01o0kaaa
cepaua.

Yacrora Hen3BeCcTHA ATpHUOBEHTPUKYJIIpHAs
Onokaja, cepedHas
HEJ0CTaTOYHOCTb.

Hapy1enus co cTtopoHbl Penko ['unotoHus™, XpomoTa,
COCYJIOB cuHapom PeitHo*,
IIOXOJIOJaHUE KUCTEHN PyK U
HOT*.

Hapymienust co cTopoHsl Heuacro Opprimka*.
JIBIXaTEeNbHON CHCTEMBI,

OpTaHOB I'PYIHON KJICTKH U Penxo bponxocnasm
cpeocTeHus (MTPEUMYIIECTBEHHO Y
HAIMEHTOB C paHee

CYIIECTBOBABIIIUM
OpOHXOCTIACTUYECKUM
3a0oneBaHueM)*,
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CHCTEeMHO-OPraHHbIi KJIacc
(COK)

YacToTa M BETpedaeMocTh | - Hekenarcibabic peaKinm

KenynouHo-KueyHble
HapyIICHUSKOKHAS ChIIIb;

JIbIXaTeNIbHAS
HEJI0OCTaTOYHOCTb,
Karemnp*.
HeuyacTo Tommnora*, nucrencus®.
Penxo Hunapesi, cyxocThb BO pTy*.

Yacrora HeusBecTHa* *

bosn B :)kuBOTE, PBOTA.

Hapymenust co ctoponsl
KOYKH U ITOJKOKHBIX TKaHEH

Penxo

Anonenus™®,
ncoprazoo0pa3Hasi Chlllb WU

obocTpeHue ncoprasza*.
Kosxnast chImb.

Yacrora HeussecTHa**

Hapyienust co ctopoHbl Penko CucremHas KpacHast
MBIIIICYHOM, CKEJISTHON B BOJIYAHKA.
COEIMHUTEILHON TKaHU Yacrora Hen3BecTHA* * Muamnrus.

Hapymenust co ctoponst Penko
PENPOAYKTUBHON CUCTEMBI U

MOJIOYHBIX KECJIC3

bonesns [leiiponn™,
CHIDKEHHUE JTMOHJIO.
[TomoBast nucyHKIHS.

Yacrora HeusBecTHa* *

OO61ue HapyiieHus u Heuacto

PCaKu B MCCTC BBCICHH A

Acrenusi/ycranocts**

*Kak mokasajgo MOCTPErMCTpallMOHHOE HaONI0/IeHUe, YKa3aHHBIC BBIIIE TOOOYHBIC pPEaKIUuH
HaOJIIoAaMMCh TakKe HpU MPUMEHEHMM KOMOMHMPOBAHHOIO IIpernapara Jop30Jamuia
TUAPOXJIOPHUIA U TUMOJIOJIa MajieaTa.

** JlonoNHUTENbHBIE HEXeNaTeNbHble pPEaKUud ObUIM OTMEUYEHbl B CIIlydyae COBMECTHOIO
IPUMEHEHHUS C IVIa3HBIMU KaIUIIMHU, cojepxaliuMu Oera-aapeHoOnokaTtopsl. Takue nmoOoyHbIe
peakLMy MOTEHLUHUAIBbHO MOTYT BO3HUKaTh U npu npumeHenunu JJOP30KKO-C3.

Coo01IeHne 0 1Mo103pEeBaeMbIX HEXKEIATEIbHBIX PEAKIIHIAX

BaxHo coo0marb O T10J03pEBAEMBIX HEXKeNaTeIbHBIX pPEaKLUUsAX MOoCIe pPEerucTpanuu
JIEKapCTBEHHOI'0 Tperapara ¢ 1eJbi0 00ecredeHNs HeMPEephIBHOIO MOHUTOPHUHTA COOTHOIIECHUS
«T0JIb3a-PUCK» JIEKAPCTBEHHOI0 Ipenapata. MeAMLIUHCKUM pPAaOOTHUKAM pPEKOMEH]yeTCs
coo01aTe O JIIOOBIX MOJ03PEBAEMBIX HEXKENATEeNIbHBIX PEAKIUSAX JIEKapCTBEHHOrO Ipernapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOILEHHS O HEXKENaTeNbHBIX PEAaKLUAX TOCYJapCTB — YJICHOB
EBpazuiickoro 3KOHOMHYECKOTr0 CO03a.

Poccuiickas @enepanns

®denepanpHas cayx0a o Haa30py B cdepe 3apaBoOXpaHEHUS
Anpec: 109012, r. MockBa, CnaBsiHCKas TUIOMIa b, 1. 4, cTp. 1
Tenedon: +7 (800) 550-99-03

OnextpoHHas noyra: pharm@roszdravnadzor.gov.ru

CaiiT B "”HGOPMAITMOHHO-TEJIEKOMMYHUKAIIMOHHON ceTu «/HTepHeT»!
http://roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

OTCYTCTBYIOT JaHHBICE OTHOCHTEIHHO TICPEJO3MPOBKH Yy UYEJIOBEKa IPH CIYIalHOM HITH
peHaMEPEHHOM IMPOTIaTHIBAHIUH KOMOMHUPOBAHHOTO Mpemnapara, CoJepsKaiiero J0p30J1aMuaa
THIPOXJIOPHUI M TUMOJIOJIA MaJeaT.

CHUMIOTOMBI

Onucanpl ciaydyad HEYMBIIUICHHOW IEpEO3UPOBKM TJA3HBIX Karelb THUMOJOJia MajieaTa ¢

10
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OeTa-aipeHO0OIOKaTOPOB CUCTEMHOTO JIEHCTBHS, TAKUX KaK TOJIOBOKPY)KECHHE, TOJIOBHAsI 0O0JIb,
OJIbIIIIKA, OpaauKap us, OpoHXOCIa3M, OCTaHOBKa cep/ia. Hanbomnee 0xu1aeMbIMU CUMIITOMAMHU
Nepe03UPOBKH JA0p30JaMua TUAPOXIIOpUIA SBISIOTCS HapyIICHHE JEKTPOJUTHOro OanaHca,
pa3BUTHE aIN103a, M, BO3MOXHO, HAPYIIIEHUSI CO CTOPOHBI IICHTPAIBHON HEPBHOM CHCTEMBI.
JlocTynHa ToabKO orpaHrueHHasi HH(GOpMaIKs O Iepe03UPOBKE Y YeTIOBEKa IIPU CIIy4YalfHOM WU
OpeJHAMEPEHHOM TIpueMe Jaop3oiaMuaa Tuapoxiopuga. Coolmanoch O COHJIMBOCTH TPU
nepopaibHOM mpueme. [lpu MecTHOM mHpUMeHeHUH cooOUIaioch O CIEAYIOUIMX CHUMIITOMAXx:
TOIIHOTA, TOJIOBOKPY>KEHHUE, TOJIOBHAS 00JIb, YCTAIOCTh, HAPYIIICHUS CHA U aucharusi.

Jleuenue

JleueHue JOJI’KHO 6LITB CUMIITOMAaTNYCCKUM u MoAACPIKUBAIOIIIIM. HGO6XOI[I/IMO
KOHTPOJIMPOBATh YPOBEHb 3JIEKTPOJIUTOB B CHIBOPOTKE (B YACTHOCTH, KaJiusi) U ypoBeHb pH kpoBH.
HccnenoBanus moKa3aid, 9T0 TUMOJIOIA MaJieaT ¢ TPYAOM BBIBOJIUTCS C IIOMOIIBIO TUATH3A.

5. PAPMAKOJIOTHYECKHUE CBOVICTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOIicTBA

dapmakorepaneBTuueckas — rpynma:  CpexnctBa,  IpUMEHseMble B O(QTaIbMOJOIHH;
IIPOTUBOIJIAyKOMHBIE IpenapaThl W MHUOTHUKH, OeTa-aJpeHO0JIOKaToOpbl, KOMOMHAIMK C
THUMOJIOJIOM.

Kon ATX: SO1ED51
MexaHusm JieficTBus

JlexapctBennbiii npemapat JOP3OKKO-C3 conepkxuT [Ba JEHCTBYIOIIMX  BEILECTBA!
JIOp30JIaMUJ1a TUAPOXJIOPUA U TUMOJI0Ia MaseaT. Kakaplil U3 3TUX IByX KOMIIOHEHTOB CHUKAET
noBblieHHOe BI'J[ 3a cueT CHM)KEHMS CEKpEeLMM BOASHUCTOM BIIard, HO IIOCPEICTBOM Pa3HBIX
MEXaHU3MOB JIEUCTBUSI.

Jlop3onamMu/ia THAPOXIIOPHT SIBIISICTCS CHIIBHBIM CEIEKTUBHBIM HHTHOUTOPOM KapOoaHTuapasbl-|
(CA-Il) yenoseka. MarnbupoBanue kapOOAHTHUIPA3bl B IMJIMAPHBIX OTPOCTKAX TJ1a3a MPUBOIUT K
CHI)KEHMIO CEKPELIMH BOISIHUCTOM Biaru, MpearnoyiokKUTEIbHO 3a CUET yMEHbIIEHUS 00pa30BaHus
OnKapOOHATHBIX MOHOB, YTO B CBOIO Ouepe/lb MPUBOAMT K 3aMEIJICHHIO TPAHCIIOPTAa HATPUS U
KUJKOCTH.

Tumornona Manear sBIsS€TCS HECENEKTUBHBIM OeTa-aapeHo010kaTopoM. TOYHBIM MexaHu3M
JIEUCTBUS TUMOJIOJIa Majieara 1o cHuxkeHuto BI'Jl B HacTosimiee Bpemst 4eTKO HE YCTaHOBJIEH, XOTS
UCCIIEIOBaHMs C ()IITyOpECLIENHOM U TOHOTpauecKue UCCIeI0BaHNs MOKA3bIBAIOT, UTO JIeHCTBHE
MPEUMYIIECTBEHHO MOXET HMETh OTHOLIEHHE K CHMKEHUIO CEKpEIMH BOJSHUCTOW BIaru.
OnHako, B HEKOTOPBIX UCCIIEI0OBAHUAX HAOII0AaI0Ch HEOOIbIIOE YBETMUCHHE aKTUBAIIMK OTTOKA
BoAsiHMCTON Biaru. KoMOMHUpPOBaHHBIN 3(pQEeKT 3TUX ABYX AaKTUBHBIX BEIIECTB MPUBOAUT K
JIONIONTHUTENbHOMY CcHIkeHHto BI'Jl mo cpaBHeHuto ¢ 3(@dekrom KaxIoro BellecTna,
IMPUMEHSIEMOT0 OTJENBHO.

[Tocne MecTHOro mpuUMEHEHUs: KOMOMHUPOBAHHOrO mpenapara nosbimieHHoe BI'J[ cHukaercs
HE3aBHCUMO OT TOT'0, CBSI3aHO OHO € I1aykomMoi win HeT. [loBeimennoe BI'/] siBnsieTcst OCHOBHBIM
(akTOpOM pHCKa B NMaTOTeHe3€ MOBPEKICHNUS 3pUTEIBHOTO HEPBA U TI1ayKOMAaTO3HOTO CY)KEHUS
nosieit 3penust. [Ipenapar camxaer BI'J] 0e3 oOmux it MUHOTHYECKUX MPENapaToB MOOOYHBIX
JNENCTBUH, TAKUX KAaK HUKTAJIOMNHUS, ClIa3M aKKOMOJALIUU U CYKEHHE 3PayKOB.

dapmakoguHamMuueckue YO PEKTHI
Knunuuecxkue sghghexmui

Knununueckue vccnenoBanus Mpo10JKUTENBHOCTBIO A0 15 Mecs11eB IpOBOIUINCH AJIsi CPaBHEHUS
BJIMSIHUS KOMOMHHPOBAHHOTO Iperapara J0p30JaMua THAPOXJIOpUAa U THMOJIoNa Majeara Ha
cHmkenue BI'/] npu nmpumeHeHuu Ba pas3a B JIeHb (YTPOM U IEpea CHOM) C OJJHOBPEMEHHBIM U
paznenbHbIM npuMeHenueM 0,5 % tumonona u 2,0 % nop3onamuja y NaueHTOB € INIAYKOMOMU
wii  odranbMOrunepTeH3uen, s KOTOpPBIX MOJIXOJWIa KOMOMHMpPOBaHHAas Teparusl.
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MOHOTEpanus TUMOJIONOM Oblia He 3(PQPeKTHBHA. BOIBIIMHCTBO MAlMEHTOB 10 BKIKOYEHUS B
UCCIIEIOBaHME JICUMIINCh MECTHBIMHU OeTa-aipeHobmokaropamu. [1pu ananm3e KOMOMHHUPOBAHHBIX
uccienoBanuii 3¢ dexr Ha BI'J] npu npumMeHeHnn KOMOMHUPOBAHHOTI'O IIperapara JBa pasa B IeHb
ObL1 O0JIee BBIPAXKEH, YeM TUIIOTEH3UBHBIN 3 eKkT MoHOTEepanuu 2 % JI0p301aMUIOM TPH pas3a B
neub wi 0,5 % tumosnonom gaBa paza B AeHb. CHwkenne BI'Jl npu npumeHeHumn
KOMOMHMpPOBAaHHOI'O IIpernapara JAO0p30JIaMUIOM M THUMOJIOJIOM [Ba pa3a B [J€Hb ObLIO
9KBHUBAJEHTHO KOMOMHUPOBAHHOHN Tepamuu A0p30jaMuja IMIPOXJOPUAOM [JBa pa3a B JCHb U
TUMOJIOJNa MajieaToM J[Ba pa3a B JieHb. Takoi xe 3(QexT ObUT HMPOIEMOHCTPUPOBAH IPH
IPUMEHEHUH KOMOMHHPOBAHHOIO Ipernapara JBa pa3a B J€Hb NPU MU3MEPEHUM B pa3IMyHble
MOMEHTBl BPEMEHU B TEUEHHE CYTOK, U 3TOT APQPEKT COXpaAHSIICA NPH MPOJOJIKUTEIHHOM
IPUMEHEHHUU.
eTu

3-MECS/UHOE  KOHTPOJUPYEMOE HCCIIE[OBaHME OBbUIO IPOBEACHO C OCHOBHOM  IIEJIbIO
JOKYMEHTaIbHO  3aUKCHUpOBaTh Oe3omacHOCTh 2 %  O(TalIbMOJIOTHYECKOTO  pacTBOpa
J0p30J1aMKJIa THAPOXJIOpUIA y IeTei B Bo3pacte 10 6 net. B atom uccnenoBanuu 30 nanueHToB
B Bo3pacTte OT 2 10 6 JeT, y KOTOphIX HE yAaloch JocTUYb cHKeHus BIJl ¢ momouisio
MOHOTEpAIUU JOP30JaMHIOM HJIM TUMOJIOJIOM, ITOJIy4ald KOMOMHUPOBAHHBIN ITpenapar Ha JTare
OTKPBITOTO HccinenoBanusl. J(P(HEeKTUBHOCTh y STHX IMAIMEHTOB HE ObUla ycTaHOBJIEeHA. B sToi
HEeOO0JIBLION IpyIIe NaleHTOB KOMOMHUPOBAHHBIH MpenapaT Npu pexuMe J03UPOBaHUS JBa pa3a
B JIeHb OOBIYHO XOpOIIO IepeHocwics, 19 mnamueHToB 3aBepliwiu JjedeHue, 11 manueHToB
IPEKPATUIIN €ro BCIEJICTBUE XUPYPIrHUECKOr0 BMELIATEIbCTBA, CMEHbI TEPANUU WIH 10 JPYTUM
OpUYHHAM.

5.2. ®apMaKoKHHeTHYECKHE CBOHCTBA

Jlop3osaMuia TMAPOXIOPULTL

B ornuume oT mepopalibHBIX WHTHOUTOPOB KapOOAaHTHApPAa3bl MPU MECTHOM MPHUMEHEHUU
JI0p30JIaMHJIa TUAPOXJIOPU OKA3bIBAET JEHCTBHE HEMOCPEICTBEHHO B Ijla3y B CYLIECTBEHHO
0oJiee HU3KUX J1033aX, YTO MPUBOJUT K MEHBIIEMY CHCTEMHOMY BO3ACHUCTBUIO. B KIMHMYECKHX
uccienoBanusax oH yMmeHblmanm BI'JI Ge3 HapymieHMil KHCIOTHO-IIENIOYHOro OanaHca WU
U3MEHEHUH MoKa3aTesled NEeKTPOIUTOB, KOTOPhIE XapaKTEpHBI AJIs EPOpaIbHbIX HHTHOUTOPOB
KapOOaHT U Ipa3bl.

ITpy MECTHOM NPUMEHEHHUH A0P30JaMua THIPOXJIOPU] MTONAlaeT B CHCTEMHBIN KpOBOTOK. JlJist
OILICHKM MOTEHIMala CUCTEMHOI0 MHTMOMPOBaHUS KapOOaHTHIpa3bl MOCIE MECTHOTO BBEJIEHUS
U3MEpSUTH KOHIICHTPAIIMH JI0p30JIaMuIa U ero Merabonura B spurpouutax (RBC) u B mnasme, a
TaKkKe MHruOMpoBaHUE KapOoaHTHUIpa3bl B spurpouurtax. I[lpum UIMTENHHOM HNPUMEHEHUU
JIOp30JIaMHJT HAKAIIMBAETCSI B DJPUTPOLMTAX B PE3YJIbTATE€ CEIEKTUBHOIO CBS3BIBAaHUSA C
kapOoanrunpazou-11 (CA-Il), B To BpeMs kak B IJIa3Me€ COXPAHSIOTCS YPE3BBIYANHO HU3KHE
KOHIIGHTpalui CBOOOJHOrO jaop3oiamuia. [lopsonmamuy oOpasyer meraboinut N-Ae3sTui,
koTopslii nurudupyer CA-1l B MeHbIel cTeneHu, 4eM UCXOAHOE aKTUBHOE BEIIECTBO, HO TAK¥Ke
UHTuOMpyeT MeHee akTUBHBIA M3opepmeHT CA-l. MerabonuT Takke HaKalUIMBaeTCsl B
SPUTPOLIMTAX, TJ€ OH CBs3bIBaeTcad mnpeumyinectBeHHO ¢ KA-l. Jlop3onamua ymepeHHO
CBs3bIBaeTCs C Oenkamu Twia3Mbel  (mpubnausutensHo 33 %) W BBIBOAUTCS C  MOYOH
MPEUMYIIECTBEHHO B HEM3MEHEHHOM BHJE; METabOIMT Takke BbIBOAMTCA ¢ Mouoi. [locne
IIPEKPALLEHUS IPUMEHEHUS IIpenapara NPpOUCXOIUT HEIMHENHOE BBIMBIBAHME JOP30JIaMHJIa, YTO
CHayaja MPUBOAUT K OBICTPOMY CHM)KEHHIO KOHILIEHTPALIMU JOP30JIaMU/ia, [TOCIIe YeTo HAaCTyIaeT
MeIeHHas a3a BBIBEACHHUS C IEPHOAOM MOJIypacaia OKOJIO YEThIPEX MECSIIEB.

Korna nop3onamua BBOAMIM MEPOPANBbHO JUISI HMMHUTAMM MaKCHUMaJbHOTO CHUCTEMHOIO
BO3/JCICTBUS I1OCIIE JJIUTEIBHOTO MECTHOTO BBEJIEHUS, YCTOMYMBOE COCTOSIHME AOCTUIAJIOCh B
tedeHue 13 Henenb. B ycTONYMBOM COCTOSTHUY B IJ1a3Me MPAKTUYECKU OTCYTCTBOBAJ CBOOOHBIN
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CYIIECTBEHHBIM, YeM OXKHIAJIOCh IS HEOOXOJUMOTO (hapMaKOJIOTHYECKOTO BO3JCHCTBUS Ha
(GYHKITUIO ITOYEK WIIH JIbIXaHuEe. AHATOTHYHBIC (apMaKOKHHETUYECKUE PE3YIbTaThl HAOFO1aTICh
10CJIe TIPOJIOJDKUTEIIBHOTO MECTHOTO MPUMEHEHUS A0p30JaMua ruapoxiopuaa. Tem He MeHee,
Yy HEKOTOPBIX MOXKHIBIX MAIUEHTOB C MOYCYHONH HETOCTATOYHOCTHIO (YCTAHOBICHHBIA KIUPEHC
kpeatnanHa 30-60 MJI/MUH) ObUIM OTMEUYEHBI OOJe€ BBHICOKHME KOHIICHTPAIIUM METAaOOJIMTOB B
APUTPOLIUTAX, HO HUKAKUX 3HAYMMBIX PA3IMUUil B MHTHOUPOBAHUHU KapOOAHTHIPa3bl U HUKAKIX
KJIMHUYECKH 3HAYMMBIX CHCTEMHBIX MOO0UYHBIX 3(h(HhEeKTOB HE OBUIO CBS3aHO C ATHM HAIPSMYIO.
Tumosnona masear

KonieHTpanusi TuMoiiona B IJla3Me M3ydaiach y 6 IMalMeHTOB TPU MECTHOM IPUMEHEHUHU
IJIa3HBIX Kamenb TuMosona mManeara 0,5 % nBaxapl B 1eHb. CpeqHsis MUKOBas KOHIICHTPAIHS B
IUIa3Me T0CiIe YTPEHHETo MpuMeHeHust coctarisiia 0,46 Hr/mil, a mociie MPUMEHEHUST THEM OHa
cocrasisuia 0,35 Hr/mi.

6. PAPMAIIEBTUUECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHbIX BelIeCTB
OCH3aIIKOHUS XJIOPU]L

HATpUS LUTpPATa TUTUIPAT

TUATUILI03a (THAPOKCUITHIILEIIII0I03a)
MaHHUT (MaHHUTO)

1 M pactBOp HaTpus THAPOKCHIA

BOJIa JUI1 UHBEKIUU

6.2. HecoBmecTuMOCTH
He npumennmo.

6.3. Cpok roaHocTu (CpoK XpaHeHHs )
3 rona.
CpOK roJJTHOCTH TOCIIE BCKPBITUS (hIIaKOHA-KAIEIbHUIIBI — 28 CYTOK.

6.4. Oco0ble Mepbl NPEI0CTOPOKHOCTH NMPH XPAHEHUH
XpaHuTh B OPUTHHAIBHOH yrakoBke ((iakoH B mayke) npu Temmeparype Huke 30 °C.

6.5. XapakTep u cofep:kaHHe MEPBUYHOI YTAKOBKH

I[To 5 M1 TexkapCTBEHHOTO Mpenapara Bo (hJIaKOHbI-KAIEIbHULBI C KPbIIIKAMU HABUHYMBAEMBIMU.
Ha ¢naxonbl-kanenbHUIIBI HAKIEUBAIOT 3TUKETKH CaMOKJIESIIIIECS!.

1 unu 3 ¢nakoHa-KaneIbHUIBI BMECTE C IMCTKOM-BKJIA/IbIIIIEM [TOMEIIAIOT B MAUYKy KapTOHHYIO.

6.6. OcoOble  Mepbl  NPEIOCTOPOKHOCTH TNPH  YHHUUYTOKEHHH  HMCHOJIH30BAHHOTO
JIEKAPCTBEHHOr0  Ipenapara MJIM  OTXO0A0B, MOJYYEHHbIX IOCJe NpPUMEeHeHUst
JIEKApCTBEHHOI0 NMpenapara Wi padoTbl ¢ HUIM

Het oco6bIx TpeGoBaHUi K yTUIN3AIMH.

7. IEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSI

Poccus

HAO «Ceepnas 3Be371a»

KOpunnuecknii agpec:

111524, r. MockBa, BH.Tep.I MyHUIIMNANbHBIA OKpyT [lepoBo, yn. Dnekrpoanas, 1. 2, crp. 34,
momernt. 47/2

Ten/dakc: +7 (495) 137-80-22

DnekTpoHHas nmoyvra: electro@ns03.ru
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7.1. NIPEACTABUTEJb JEPKATEJISI PEFI/ICTPA@ii&b-ﬁﬁe%OTgﬂHﬁ‘bﬁﬂﬁﬁm

[IpeTeH3uM NOTPEOUTENEHN HANPABIITE 110 aJIPECY:

Poccus

HAO «Cesepnas 3Be31a»

Jlenunrpajackas — 001., MyHHOMNANbHBIA — pailon  JlomoHocoBckuii, c.n.  HusmHckoe,

tep. [IponsBoacTBeHHO-aqMUHUCTpaTUBHAs 30Ha Ky3Heusl, yin. Antekapckas, 31. 2, auT. E.

ten/dakc: +7 (812) 409-11-11
tenedon ropsyeit muann: +7 (800) 333-24-14
aneKTpoHHas rmoura: safety@ns03.ru

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
JITI-Ne(003475)-(PT-RU)

9. IATA TEPBUYHOM PEIMCTPAIIMM (IIOJATBEPXKJIEHHSI PETMCTPAIIAMH,
MNEPEPETUCTPAIIUN)
Jata nepoii peructpanuu: 23.10.2023 r.

10. JATA HEPECMOTPA TEKCTA

O6mass  xapakrtepuctuka JjekapctBeHHoro npemnapata JIOP30OKKO-C3 ngoctymHa Ha
UHPOPMALIMOHHOM TIOpTaie EBpa3suilckoro SKOHOMHYECKOTO COK3a B HWH(POPMAIMOHHO-
KOMMYHUKaIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/.
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