COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 27.05.2024 N2 10305

OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEHAOGFO TIPEAAPATA "00T)

1. HAHMMEHOBAHMUE JEKAPCTBEHHOI'O IIPEITAPATA
Tumonon Penesai, 0,25 %, xariu ria3Hele.

Tumouon Penesai, 0,5 %, karu riasHele.

2.  KAYECTBEHHBIN U KOJIMYECTBEHHBI COCTAB
JlelicTByIOIIIee BEIIECTBO: TUMOJIOJA Majeart.

Tumonon Penesan, 0,25 %, kamiu riasHble

Kax b1t M1 COIEPIKUT 2,5 Mr TEMOJIT0J1a (B BHE TUMOJIOIA MaJjieaTa).

Tumonoin Penesan, 0,5 %, karuiu riiasHele

Kaxxap1ii M1 cogepKUT 5 MI TUMOJI0J1a (B BUJI€ TUMOJIOJNIA MAJIeaTa).
BcromorarenbHbIe BeliecTBa, HAIMYHE KOTOPHIX HAJ0 YYHTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
npenapara: OeH3aIKOHUS XJIopu (cM. pazzaen 4.4.).

ITonnprit MEpCHUCHL BCIIOMOT'aTCIIbHBIX BCUICCTB IPUBEACH B pa3JCiIic 6.1.

3. JJEKAPCTBEHHAS ®OPMA
Karuu rnasgele.

Hp03paqHa;1 66CHBCTH3$I HJIM CJICTKA OKpalllCHHAas ) XUJIKOCTb.

4. KIIMHUYECKHUE JAHHBIE

4.1. Tloxa3aHusl K NPUMEHEHUIO

[penapat Tumonon PereBan mokaszaH K MpUMEHEHHIO y B3POCIBIX U AETeH B Bo3pacte oT 0 Jer.
o [ToBeIIIIEHHOE BHYTpUIJIAa3HOE JaBlieHHWE (O(TaTbMOTHIIEPTEH3HS), OTKPHITOYTOJIbHAS
rJIayKoMa, IJ1aykoMa Ha a)aku4ecKoM IJ1a3y U JIpyrue BUAbl BTOPUYHOM IJIayKOMBI;

o B KauecTBE BCIOMOTaTeNIbHOIO JIEKAPCTBEHHOI'O CPEJICTBA: 3aKPHITOYTOJbHAs TIIIayKoMa
(B KOMOMHAIMM € MHOTHUKAaMH), BpOXJIEHHas TriaykoMa (mpu HEI(P(EKTUBHOCTH JIPYTHX
TEPANEeBTHUECKUX MEPOTIPUSITHIA).

4.2. Pe:xxum 103UPOBAHMS M CIIOCO0 MPUMEHEHUsI

PexxuM o3upoBaHus

B3pocibIM 3akanbiBaroT B KOHBIOHKTHBAIBHBIN Meok 110 1 karuie 0,25 % pacTtBopa 2 pa3a B A€Hb,
pu HEeIOCTaTouHOH 3¢ dekTuBHOCTH — 10 1 Kame 0,5 % pactBopa 2 pasza B AeHb. KOHTpOIH
BHYTPUIJIA3HOTO JJABJICHUS OCYIECTBIIAETCS CIYCTS 4 HeAEIH M0cie Hayaa Tepanuu, MOCKOIbKY

JeUCcTBUE TUMOJIONA Ha BHYTPHUIJIA3HOC OABJICHUC MOXKCT HAYATHCA CIIYCTA HCCKOJIbKO HEICJIb.
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[lepepriB B JieUeHMM WM W3MEHEHHUE IO3UPOBKHU w@ﬂ%ﬁ%%%@é@# Jrest Tomikb o

MIPEANMCAHUIO JIEHaIlEero Bpaya.
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CoriacHoO OrpaHHYEHHBIM JIaHHBIM, THUMOJOJ MOXKET OBITb PEKOMEHAOBAH MJII CHUKCHUS
BHYTPHUTJIA3HOTO JaBJCHUS NpU HWHGAHTUILHON W IOBEHWJIBHOW BPOXKICHHOW TJIayKOME B
MpeIoNepallMOHHOM MEPUOIC WU B ciiydae Hed(PPEKTUBHOCTH MPOBEACHHOTO XUPYPTHUECKOTO
neuenus. Ilepen mnpuMeHeHHMeM TMpemapaTa HEOOXOAMMO TIIATEIBHO OICHHTh PHUCKU U
MpeuMyIlecTBa MPUMEHEHUS TUMOJIOJA B MEIUATPUUECKON MOMYJISIUU MyTEM TIIATEIbHOIO
cOopa aHaMHe3a B OTHOIIICHUHM CUCTEMHBIX HapyIlIeHud. B citydae, eciu 1mosb3a mpeBbIIaeT PUCK,
PEKOMEHYETCS MCIO0JIb30BaTh THUMOJION B MAaKCUMAJIbHO HHU3KOW JOCTYNMHOW KOHIEHTpALUHU
no 1 kamne 1 pa3 B neHsb. [Ipu HEMOCTaTOYHOM KOHTPOJIE BHYTPUIIIA3HOTO AABJICHUS HEOOXOAMMO
nepelTH Ha MPUMEHEHUE 2 pa3a B JEHb 10 | Karie ¢ MHTePBAJIOM MEXKIy MHCTHIUIAIUIMU 12 4.
Heo6xoauM KOHTPOJIB TJIa3HBIX M CHCTEMHBIX HEXKENATENbHBIX PEaKiuid B TeueHue 1—2 JacoB
MoCJIe TIEPBOM MHCTHIUIALIMHM, OCOOCHHO Y HOBOPOXKJICHHBIX W JETeH 10 3 JIeT, B CBS3U C
BO3MOXKHOCTBIO Pa3BUTHS alHO? | JAbixaHus no Tumy YeiH-Crokca. Heobxonumo npeaynpeautsb
ponauTeneil pedeHKa, MOMYJaIoIero JeUeHHE TUMOJIONIOM, YTO TIpernapar HeoOX0ANMO OTMEHHTD
B CJIy4yae pa3BUTHUA y peOCHKA HEXKENATeIbHBIX PEAKIIMl CO CTOPOHBI JIbIXaTEeIbHON CHCTEMBI, B
YaCTHOCTH KAl U YNXaHHUS.

Cooco0 OPUMCHCHUA

[Ipu cnaBIMBaHMEM HOCOCTIE3HOTO KaHalla WM 3aKPhITHUH BEK Ha 2 MUHYTHI CHCTeMHasi abcopOrus
CHUXAETCS. DTO MOXKET CIOCOOCTBOBATh CHMIYKEHUIO CHUCTEMHBIX HEXKENaTeIbHBIX peakiuil u
MTOBEIIIICHUIO MECTHO aKTUBHOCTH.

[Tpu mepexojie ¢ Tepanuu OgHUM OeTa-aapeHO0I0KATOPOM Ha TEPAMHIO IPYTUM MperapaToM U3
rpynnbl 6era-apeHO0I0KATOPOB PEKOMEHAYETCSl 3aBEPIIUThH IOJHBIN JeHb TEepamuu paHee
MPUMEHSBIIMMCS THUIIOTEH3UBHBIM AareHTOM, a Ha CIEAYIOUIUMH JI€Hb HayaThb WHCTWUISLIMA
tumosona 0,25 % B KaxAbli Mopa)keHHBIN Ta3 no 1 karmie 2 pas3a B AeHb. [Ipu oTcyTcTBUM
aJICKBaTHOTO OTBETa Ha TEpaIHIo, /1032 MOXXET ObITh yBenudeHa no 1 kammm 0,5 % pactBopa
THMOJIO0JIa B KaXK]IbIi OPAXXEHHBIH r1a3 2 pas3a B JACHb.

IIpu mnepexone Ha Tepanuil0 TUNOTEH3WBHBIM MpenapaToM W3 JIpyrod TpyIIbl, KpoMe
OeTa-apeHo0JI0KaTOPOB, MPOJAOJDKAIOT HWHCTWULIIMM paHee Ha3HAYEHHOTO IMpermapara ¢
nobaBneHreM MHCTWILISAIUN ogHol karum 0,25 % pacTBopa TUMOIONA B KaXKIbIM MOpaKEHHBIN
a3 2 pasa B JeHb. Ha cienyromuii 1eHb IpOU3BOAUTCS OTMEHA paHee MPUMEHSEMOr0 JICUEHUs
Y MIPOAOJIKAETCS TEPANUs THMOJIOIOM.

Heo6xoammo cHIMaTh KOHTAKTHBIC JIMH3BI TIEpe/] MPUMEHEHHEM TIpernapara U yCTaHABINBATh UX

CHOBA HC paHEE, UCM HUCpEe3 15 MHUHYT NOCJIC MHCTUIJIALUU IIperapara.
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Ilopaook pabomel c mwoOUK - KaneaibHUU

( [MoBepHyTb Haxatb Ha 't Hapasutb

1 OTKPbITb TIOBUK-KanenbHULYy 1 3aKpbITb

6 é %

1.  IloBepHyTb KjamaH U OTKPBITh TEOOUK-KaNeJIbHULY (HEO0X0AUMO yOEeIUThCsI, UTO PacTBOP

HAXOJIUTCS B HU)KHEH YaCTH TIOOMK-KAIleIbHHUIIBI).

2.  Haxartp Ha TIOOMK-KamnenbHUIly U 3aKaraTh HEOOXOAMMOE KOIMYECTBO Mpernapara B riasza
(rnaz).

3. HanaButh Ha Ki1amaH v 3aKpHITh TFOOMK-KAMEIBHUILY MTOCIIE KaXI0W MPOIIETYPHI.

Ilopsadox padomuvl c mwOUK - KaneabHUYel ¢ 6UHMOBOTL 20P/I0BUHON:

[okpyTutb
BUHTOBYO KPBILLKY
[0 ynopa

1.  JIokpyTUTh BUHTOBYIO KPBIIIKY TIOOMK-KaIeIbHUIIBI 10 YIIOpA.

\/ N/ \/
OcTtpue npokonet OTKpbITh Haxarb Ha [noTHo 3akpbITh
THOBMK-KanenbHULYy TIOBUK-KanenbHuLYy TIOGVK-KanemnbHULYy BUHTOBY!O KPbILLKY

2. Ocrpue, HaxoJsIeeCs MO KPBIIIKON, IPOKOJIET BEPXYIIKY THOOUK-KaIeIbHUIIBL.

3. OTkpeITh  TIOOMK-KamelbHUIy, OCTOPOKHO, HE Kacasch MajbllaMd  BEPXYIIKH
TIOOMK-KaIlEILHHUIIBI.

4. Haxatp Ha TIOOMK-KaneIbHUILY, 3aQHUKCUPOBAB MEXIy OOJNBIIUM U yKazaTelbHBIM
najblaMHi OJHOW PyKH. 3aKamaTh HEOOXOJMMOE KOJIMYECTBO Ipernapara B KOHBIOHKTHBAIBHBIN
MeIok riia3a. Heo6xomaumo n30eraTth KOHTAaKTOB BEPXYIIKHM OTKPBITOW TIOOHMK-KAaleIbHHIBI C
MIOBEPXHOCTHIO TJ1a3a H PyKaMHu.

5.  Ilocne ncnonp30BaHus INIOTHO 3aKPHITh BAHTOBYIO KPBIILIKY 10 YaCOBOI CTpEJIKE.

4.3. TIpoTruBomoka3zaHus

'unepuyBCTBUTENFHOCTE K THUMOJIONY WIM K JIIOOOMYy €3 BCIOMOTAaTEIbHBIX BEIIECTB,
NEPEYUCIICHHBIX B pazzene 6.1., OpoHxuanbHas acTMa (B T.4. B aHAMHE3€), TSHKENas XpoOHUYecKas
0o0CTpyKTUBHAsI 0OJIE3Hb JIETKUX, CUHYCOBasi OpaauKapaus, aTpUOBEHTPUKYJsipHas Onokana |l
win |l cremenn 06e3 KapaAMOCTUMYJISTOPA, KAapAMOTEHHBIH IIOK, JI€KOMIIEHCHPOBAHHAs
XpOHMYECKast CeplieyHass HeIOCTaTOYHOCTh, CHHIPOM CcIabOCTH  CHHYCOBOTO  Yy3Ia,
CHHOaTpHaJIbHAs OJI0Kaa.

4.4. Oco0ble ykazaHus M1 Mepbl MPEeIO0CTOPOKHOCTH NMPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

ApTrepuanbHas TUNOTEH3US, aTPOPHUUECKUI pPUHUT, JETOYHAS HEAOCTATOYHOCTH, TsDKEIas
1IepeOpOBACKYIISIpHAasl HEAOCTATOYHOCTh, CaXapHbI Oua0eT, T'MIIOIIMKEMHs, THPEOTOKCHKO3,

MMACTEHHMs, OJHOBPEMEHHOE Ha3HAYECHHUE APYTUX OeTa-aJpeH0OJI0KaTOpOB, (EOXpOMOIMTOMA,
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HapylIeHue nepudepuyeckoro KpoBooopaieHus (B TOM&HMEEKORE%';)', ]A-ﬁ'()r eiebkas

cep/euHas HeIOCTaTOYHOCTh B CTAMH KOMIIEHCAIIUH, OEPEMEHHOCTD.

C OCTOpPOXKHOCTHIO TPUMEHATH OJHOBPEMEHHO C THIOTEH3UBHBIMH JIEKapCTBEHHBIMU
CpelncTBaMu, JApyruMH  OeTa-aJipeHOONIOKaTOpaMH, HHCYJIMHOM WJIH  TepOpaIbHBIMU
THUITOTJTMKEMUYCCKUMU JIEKapCTBCHHBIMH CpeicTBamu, TIFOKOKOPTUKOCTEPOUTHBIMH,
TICUXOAKTUBHBIMHU JICKAPCTBEHHBIMHU CPEJICTBAMH, a TAKXE IMperapaTaMu, JEUCTBHE KOTOPBIX
CBSI3aHO C YCUJICHUEM BBIJICJICHUS a/IpEHAINHA.

Oco0ble yKa3aHus

Kak u pgpyrue odranbmonoruueckue JeKapCTBEHHbIE IpernapaThl, TUMOJION IMOJBEpraercs
cucteMHoi abcopOuuu. [Ipu MecTHOM mpUMeHeHUH OeTa-aapeHOOI0KATOPOB MOTYT BO3HUKATH
T€ K€ HEeXelaTellbHble PeaklMH, YTO M IPU MX CHUCTEMHOM MNpUMEHEHHH. HacToTa pa3BUTHUSA
CHCTEMHBIX HE)KEJIATEeNIbHBIX SBJICHUNA NMPU NPUMEHEHUN O€Ta-aApeHO0IIOKATOPOB I MECTHOTO
IPUMEHEHHUS B O(DTaIbMOJIOTUM HHXE, YeM T[pUd MNPUMEHEHHU [EpPOpPaIbHBIX (QOpM
Oera-agpeHoOIokaTopoB. Mepbl MO CHI)KEHHIO CHUCTEMHOM abcopOuuu IpecTaBiIeHb
B pazzaene 4.2.

Hapywenus co cmoponwl cepoya

HeoOxonumocts  mpoBelneHust  Tepanuu  OeTa-aJpeHOOJIOKaTopaMud Yy — HAIMEHTOB
C CEepIeYHO-COCYAMCTHIMH 3a00JeBaHUSIMU (cepleuHas HeJOCTaTOYHOCTb, CTEHOKapIus
[TpunnMeTana) JomKHA OBITH TIIATEIHHO OLIEHEHA C PACCMOTPEHHEM BO3MOXXHOCTH MPUMEHEHUS
IpenapaToB APYrux GpapmMakoTepaneBTHUIecKux rpymni. Heo0xoauMo ocyImecTBiIsTs MOHUTOPUHT
COCTOSHUSI TAllMEHTOB C CEPJEYHO-COCYAUCTHIMU 3a00JI€BaHUSIMH JUIsl CBOEBPEMEHHOIO
BBISIBJICHUS. CHMIITOMOB YXYJIIEHUS TEYEHHs yKa3aHHbIX 3a00JleBaHUM W Pa3BUTHSA
HEeXeNaTelbHbIX peakuuid. B CBA3M ¢ OTpUIIaTEIbHBIM BIMSIHUEM HA BPEMS MTPOBEACHUS CIEAYET
C  OCTOPOXHOCTBbIO TPHUMEHATh OeTa-aJpeHOOJOKaTOpsl B  TepalmuM  MAIMEeHTOB ¢
aTPUOBEHTPUKYJIISIPHOH 010Ka 10 cTeneHu. TedeHne cepedHOi HeJJ0OCTaATOYHOCTH JIOJKHO OBITh
CKOMIICEHCUPOBAHO 0 Hayaja Tepamuu THUMOJIOJNIOM. [lalMeHThl ¢ TSDKETbIMU CeplIeYHBIMU
3a00JIeBaHUAMHU JIOJDKHBI HaXOAMTHCA TOJ THIATETbHBIM HAOJIIOCHHEM MJIi CBOEBPEMEHHOIO
BBISIBJICHUSI CEPIEUHON HEOCTATOUHOCTH C KOHTPOJIEM YAaCTOTHI CEPAEYHBIX COKPAILIEHUI.
Hapywenus co cmoponwl cocyoos

Crnenyer coOr0aTh OCTOPOKHOCTH TIPH Ha3HAYeHWUW OeTa-aJpeHOO0JOKATOPOB TMaIlMEeHTaM
C TSDKENBIMU HapylIeHUsIMH Tepudepudeckoro KpoBooOpaiieHus (Tsokenbie (GopMbl 0OJIE3HU
Pelino u cungpoma PeitHo).

Hapywenus co cmoponul opeanog ovixanus

Hmerorcss cooOIieHuss O HapyLIEHUSIX CO CTOPOHBI OpPraHOB [IbIXaHUs, BKJIIOYas CMEpPTh

oT OpoHXOCNa3Ma y MalUeHTOB ¢ OpOHXMAIbHOM acTMOM, NMPH HPUMEHEHHH HEKOTOPBIX
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OeTa-apeH00I0KATOPOB ISl MECTHOTO IIPUMEHEHUS B d&an ?J%ﬁlorﬁm TIEM he tiidiona

MY OTUETY

JIOJDKHO OCYHIECTBIIATBCA € OCTOPOYKHOCTBIO NAallMEHTAMHM C XPOHUYECKOH OOCTPYKTHBHOM
00JIe3HBIO JIETKUX JIETKOM M CpelHEeH CTENeHU U TOJBKO B TOM Cilydae, €Clid Ipeironaraemas
10JIb3a MPEBBIIIAET BO3MOYKHBIM PHCK.

Tunoenuxkemus/caxapHulii ouabem

Crnenyer ¢ OCTOPOKHOCTBIO Ha3zHauaTh OeTa-aJpeHOOI0KaTOphl MAlMEHTaM CO CKJIOHHOCTBIO K
CHOHTAHHOM TUIOTJIMKEMUH WIM C JIaOMJIBHBIM TEUYEHHEM CaxapHOro 1uabdeTa B CBS3U CO
CHOCOOHOCTBIO OeTa-apeHO0IOKaTOPOB MAaCKHUPOBATh CHUMITOMBI OCTPOH THIIOTTTUKEMHH.
bera-anpeHo0I0KaTOpbl MOT'YT MAaCKHPOBATh CUMIITOMBI THPEOTOKCHKO3A.

3abonesanus pocosuybvl

Bera-anpeno010KkaToOphl UIsi MECTHOTO MPUMEHEHHUsI B O(TaIbMOJIOTUU MOTYT MPOBOLMPOBATH
pa3BuTHe cyxocTu Tria3. CleayeT ¢ OCTOPOKHOCTHIO Ha3HAYaTh TEPANHMIO IperaparaMu 3TOH
TPYTIIBI MAIUEHTaM C 3a00JI€BaHUSIMUA POTOBHIIBI.

Hpyeue 6ema-adperobrokamopwi

Bnusnue Ha  BHyTpurja3Hoe — JaBlieHME W M3BECTHbIE  MPOSBICHUS  OJIOKAJbI
OeTa-a[peHOPEEITOPOB MOTYT YCHJIMBAThCS y MAlMEHTOB, KOTOpPbIE IOJyYalOT THMOJION B
JIOTIOJIHEHWE K CUCTEMHOW Tepanuu Oera-afpeHoOsokaTopamu. OTBET Ha T'MIOTEH3UBHYIO
TEpanuil THUMOJIOJIOM Yy TaKWX MAIMEeHTOB JOJDKEH TINATeIbHO KOHTpojupoBatbes. He
pPEKOMEH/yeTCs COBMECTHOE Ha3HaueHHe JByX OeTa-aJpeHOOJIO0KaTOpOB JUIsl MECTHOIO
npuMeHeHus B opraiabmonorud. OTMeuyanoch pa3BUTUE BBICHITIAHUN W/WIM CHHIPOMA «CYyXOT0»
raza Ha QoHe Tepanuu Oera-aapeHoOnokaropamu. CooOmeHuss 00 SMU304aX pa3BUTHS
yKa3aHHBIX W3MEHEHHI eMHUYHBI, B OOJBIIMHCTBE CITydaeB HAOIOAIOCh 0OpaTHOE pa3BUTHE
CUMIITOMOB TIpu OTMEHe Tepanuu. HeoOxoauMo paccMOTpeTb BO3MOXKHOCTh IpPEKpalleHUs
NpUMEHEHHUs Mpernapara B ciaydyae OTCYTCTBHS IPYTMX MPUYMH JUIS PA3BUTHS BBILICYTOMSHYTHIX
cocrossHui. OTMEHA Tepanuu 6eTa-aApeH0OI0KaTOpaMH OCYIIECTBIISETCS TOCTETIEHHO.
Omcnotika cocyoucmoti 060104KU

OTMmeuanuch cilyyau pa3BUTHS OTCIOMKH COCYJMCTOM OOOJIOUKM y MAallMEHTOB, MOIYYaroIluX
TUIIOTEH3UBHYIO TEPAINIO, HANIPABJICHHYIO HA CHU)KEHUE BBIPAOOTKU BHYTPHUTIA3HON KUIKOCTH
(TMMOTIONI, aneTa3ojiaMKl) B MOCIEONEPAMOHHOM MEPHOAE XUPYPrHUECKUX BMEUIATEIbCTB 110
BOCCTaHOBJICHHIO OTTOKA BHYTPUTIIA3HON JKHAIKOCTH.

Humpaonepayuonnas anecmesus

Bera-anpenoOi10kaTopsl Ui MECTHOTO NPUMEHEHHUS B O(TaJIbMOJIOIMH MOTYT OJIOKHPOBATH
¢ ekt OeTa-aiPEHOMUMETHUKOB (HAMpUMeEp, aJpeHaNInHA). AHECTE3HOJIOT JOJDKCH OBITh
IPOMH(OPMUPOBAH O TOM, YTO MALUEHT MIPUHUMAET TUMOJIONI. THMOJIOI XOPOILIO NEPEHOCHIICS

nmanyueHTamMmn ¢C FHaYKOMOﬁ, KOTOPBIC IIPUMCHSAIOT OOBIYHBIE JKECTKHE KOHTAKTHBIE JIMH3BI.
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W3ydeHnst npuMeHEeHNs] TUMOJIOJA y MAl[UEHTOB, choﬁﬂ%tagggtﬁ&ﬂlg‘gﬁg fresst 113 dioro

Marepuana, KpoMme MOJUMETUIMETaKpuiaTa, HCIOJNb3yEMOro Uil NPOU3BOJCTBA KECTKHUX
KOHTaKTHBIX JIMH3, HE TIPOBOJUIOCH.

3axpeimoyzonvHasn naykoma

OCHOBHBIM MATOT€HETUYECKHUM AaCIIEKTOM JIEUCHHUS SaKpLITOYFOJILHOfI TJIAYKOMBI  ABJIACTCA
OTKpBITHE YyIJla MepenHed KaMmepbl. JTOT 3(PQeKT ocyliecTBIsSETCS NpU CYKEHHUU 3padyka C
IIPUMEHEHMEM MHUOTHUKA. THUMOJION HE OKa3bIBAET BIMSHUSA HA pa3Mep 3padka. B runoreH3suBHOM
TE€panuu 3aKPbITOYTOJIbHOM TJIayKOMbI IPUMEHEHHE THUMOJIOJNA BO3MOXHO TOJIBKO B COCTaBE
KOM6HHHpOBaHHOﬁ TEpaIrnuu ¢ MUOTHUKAMH. HaHI/IeHTI)I JOJI?KHBI OLITH npeaynpeKaCcHbl O TOM, 4YTO
B Cllydyae pa3BUTHS COOTBETCTBYIOIIEW MATOJOTMM (HANpUMEpP, TPAaBMAaTHUYECKUX MOPaKEHUH,
XUPYPTrUYECKUX BMEIIATENbCTB, MH(PEKIIMOHHBIX 3a00JIeBaHMIA OpraHa 3peHus) HE0OXOIUMO Kak
MOJKHO CKOpee OOpaTHThbCs K JiedamleMy Bpady JUIsl pEIICHHs BOIpoca O JIajbHEeHIeM
IMPUMCHCHUM IIpCriapaTta B HCIIOJIB3YCMOM IMAIMCHTOM B HACTOAIICC BPEMA KOHTGﬁHepe JJIsA
MHOTOKPAaTHOTO JIO3UPOBAHUs JIEKAPCTBEHHBIX IIPENapaTroB JJIsi MECTHOIO IPUMEHEHHS B
oprtameMoniorud.  Mmerorcss  cooOmieHuss O  pa3BUTUU  OaKTepUANBHOTO  KepaTHTa,
aCCOLMMPOBAHHOIO C NPUMEHEHUEM KOHTEWHEPOB JUISI MHOTOKPAaTHOI'O  JIO3UPOBAHHUS
JICKAPCTBCHHLIX IPpCapaToB AJIA MECTHOI'O IPUMCHCHU B Oq)TaJ'II)MOJ'IOFI/II/I.

benzankonus xnopuo

ben3zankoHus XJa0pu, BXOAAIINI B COCTaB IpernapaTa B KaueCTBE KOHCEPBAHTA, MOKET BbI3bIBATh
pasapaxenue ma3. [Ipu MIMTENTBHOM NPUMEHEHUM IIpernapara HalueHTaMUu C CUHIAPOMOM
«CyxXoro» r1jasza W CONYTCTBYIOIIMMH 3360H€BaHI/I$IMI/I pOroBulbl BO3MOXXHO Pa3BUTUC
TOYCUHOMN/SA3BEHHON TOKCHYECKOM KepaTomaTuu. Tpedyercs TIaTeabHOe HaOII0IeHne 3a
COCTOSIHEM POTOBHIIbI TAKHX MALIUEHTOB B X0JI€ T€PAITUU TUMOJIOJIOM.

Anagpunaxmuueckue peaxyuu

HpI/IMeHCHI/Ie TUMOJIOJJIAa IMalfuCHTaMH C aToIMEeN WIIH TSDKEJIBIMH TTaTOJIOTHUYECKUMU peakuuiaIMnu
Ha pa3IuvHbIC aJUIEPreHbl B aHAMHE3€ MOXKET CITPOBOIMPOBATH 00JIee TSIKEIbIE PEaKIIui B OTBET
Ha BBEJICHHE PA3IMYHBIX aJljiepreHoB. Takue marueHTsl MOTYT c1abo pearupoBaTh Ha BBEJICHUE
OOBIUHBIX 703 dSMTMHEGPUHA TSI KYTUPOBAHUS aHA(DUIAKTUIECKUX PEAKITHIA.

BcrnoMmorarennHble BENIECTBA

[Ipenapat Tumonion PeneBan conepkXuT OeH3aIKOHHUS XJOpHUI. BeH3ankoHMsS XJIOpUI MOXKET
paszpakaTh IJa3a U U3MEHSATH LIBET MATKUX KOHTAKTHBIX JHH3. M30eraiite KOHTaKTa ¢ MATKUMHU
KOHTaKTHBIMHM JIHMH3aMMH. Hepe,u NPUMCHCHUCM CHUMHUTC KOHTAKTHBIC JIMH3bI U HC PAaHCC, YCM
gyepe3 15 MUHYT, HAJICHBTE UX 00PATHO.

eTH

HGO6XO,Z[I/IMO npeaynpeanThb pOI[PITGJICﬁ pe6eHKa, MMoJIyqaromero JICUCHUEC THUMOJIOJIOM, 4YTO
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Kallli M 4YMXaHud. B CBA3M ¢ BO3MOMKHOCTBIO Pa3BUTHUA y peOeHKa HapyLIeHUH (yHKIUH
JIBIXaHUS, B TOM YHCJIE€ alHO03, HE0OX0IUMO COOJI0AaTh UCKIIOUUTEIbHYI0 OCTOPOKHOCTh MPU
NPUMEHEHUH TUMOJIOJA Y HOBOPOXKICHHBIX, MIIaJZICHILIEeB U JeTeld. [lpu npuMeHeHnn Tumosona y
HOBOPOXXJICHHBIX TpeOyeTCs MPUMEHEHHE TOPTATUBHOTO aITHOA-MOHHUTOPA.

4.5. B3aumojeiicTBHEe ¢ APYrMMH JIEKAPCTBEHHBIMH TMpenapaTtaMd M Jpyrue BHABI
B3aMMO/AEeHCTBUA

CoBMecTHOE TPUMEHEHHE THUMOJIONA C OJNHUHE(PPUHOM, NHIOKAPIHHOM, CHUCTEMHBIMU
Oera-ampeHoOI0KaToOpaMH TMPHUBOAUT K YCHJICHHIO THIIOTCH3MBHOTO JEHCTBHS ITOCIIEIHUX.
OpnHOBpeMEHHOE NPHUMEHEHHE C IVIa3HBIMHM KalUIIMH, COAEp)KALIMMU SHUHEPPUH MOXKET
NPUBECTH K MUJpHUA3y.

VYcunuBaer 1eHCTBUE MUOPEIAKCAHTOB U OOLIMX aHECTETUKOB (3a 48 4acoB mepes NpoBeIeHUEM
oOuieil aHecre3uu, B T.4. ¢ NMPUMEHEHHEM MEpUPEPUYECKUX MHOPEIAKCaHTOB, HEOOXOAUMO
IPEKPaTUTh IIPUEM IIpenapara).

BeTa-aI[DeHO6HOKaTODBI

VY manueHToB, MPUHUMAIOLINX OeTa-aApeHOOIOKATOPbl BHYTPh M THMOJION B JICKAPCTBEHHOM
dopMe KamM TJa3Hble, CIEAYeT KOHTPOJMPOBATh CHUCTEMHbIE W MECTHbIE peakluH,
o0ycIioBieHHbIe 0J0Ka/10i1 OeTa-aipeHOPEIenTOPOB.

[Ipon3BOAHEIC IUTHAPOTUPHANHA

[IpousBoHbIE IUTHAPONUPHUANHA, TaKkWe Kak HHU(EIUNUH, MOTYT MPHUBOJIUTH K Pa3BUTHIO
TUIMOTEH3WH, B TO BpeMs KaK BepamamMm W JWITHA3eM CIIOCOOCTBYIOT HAPYIICHHUIO
ATPUOBEHTPUKYJIIPHOTO  TPOBEACHUS W  Pa3BUTHIO  JICBOXKETYJAOYKOBOH  CEpIACYHOMU
HEJO0CTATOYHOCTHU MPU COBMECTHOM IPUMEHEHUH C 0eTa-aIpeHO0I0KaTOpaMHu.

biokaTopnl «MEJIEHHBIX) KadbIIMEBLIX KAHAIOB

BBuay noreHIMaNbHBIX HApYLICHUM aTPUOBEHTPUKYJIIPHOTO MPOBEACHUS, JIEBOXKEIYJOUKOBOU
HEJOCTAaTOYHOCTU U CHIDKeHHs AJl onHOBpeMeHHOe NpuMeHeHHe Oera-aapeH00JI0KaTopoB,
BKJIIOYask TUMOJION, U OJIOKAaTOPOB MEJUIEHHBIX KaJbLIMEBBIX KaHAJIOB (AJI IpuUeMa BHYTpPb WIN
BHYTPUBEHHOT'O BBEJICHUS) CJEIyeT OCYLIECTBISATh C OCTOPOXKHOCTBIO. Y TMAIMEeHTOB C
HapymeHneM (QYHKIUHU cep/iia 0JJHOBPEMEHHOE PUMEHEHNE yKa3aHHBIX TPYII MPErnapaToB HE
PEKOMEHTyEeTCHl.

CUMIATOIUTUKHA

[Ipu onHOBpEMEHHOM MpPHMEHEHUH OeTa-aJipeHOOIOKATOPOB U CHUMIIATOIUTHKOB, HAIPHMED,
pe3cprnrHa, 3a manueHTaMu CJICAYCT YCTAaHOBHUTH THIaTeJ'II:HBIfI KOHTPOJIb BBHUAY B3aMMHOTI'O
ycuineHus: ux 3¢dexron, cHmwxkeHuss AJl w/mnm BBIpaXEHHOW OpaguKapAuu, KOTOPHIE MOTYT

MMPUBCCTH K BEPTUT'0, CHHKOIIAJIbHOMY COCTOSAHUIO U HOCTypaHLHOﬁ THUIIOTCH3HH.
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CepsieyHbIe TIIMKO3UIEI

OnHOBpeMEHHOE NpUMEHEeHHE OeTa-aApeHOOJOKATOPOB U CEepACUYHBIX TJIMKO3MJOB MOXKET
IIPUBECTU K HAPYIIEHUIO aTPUOBEHTPUKYJIIPHOTO IIPOBEICHHUS.

Muaruburtopsl nzobepmenta CYP2D6

OnHOBpeMEHHOE TTPUMEHEHUE TUMOJIoJa ¢ nHruouTopamu uzopepmenta CYP2D6 (manmpumep,
XUHHUJIUH, CEJEKTUBHbIE WHTHMOUTOpPHI OOpaTHOrO 3axBaTa CEPOTOHMHA) MOXKET MPHUBECTH K
YCUJICHHIO ONloKazabl OeTa-aJipeHOpelenToOpoB (B TOM 4YHCIE YPEXKECHHIO pUTMa Cepila,
JIETIPECCHUN).

Kionuann

Bera-agpenobmokaTopsl A MpUeMa BHYTPb MOTYT YCYT'YOUTh «PUKOIIETHYIO» THIEPTEH3HUIO,
KOTOpas MOXET BO3HUKHYTh TIOCI€ OTMEHBbl KiIoHMAWHA. CBeneHuss 00 ycyryoiaeHun
«PUKONIICTHOM» TUTIEPTCH3UH Ha (JOHE MPUMEHEHHUS TUMOJIONA B JICKAPCTBEHHON (DopMe «Karum
TJIa3HbIE» OTCYTCTBYIOT.

Hefipombiiieynast Onokana, BbI3BaHHAs TyOOKYpapHMHOM, MOXKET OBITh yCHIIEHA JEWCTBHUEM
0eTa-agpeH00I0KaTOPOB.

4.6. @epTHIBHOCTH, 6€PEMEHHOCTH U JAKTALUSA

bepeMeHHOCTB

Hazanexariye v XopoIiio KOHTPOJIUPYyEMbIE UCCIIEIOBAHNS TPUMEHEHHUS TUMOJIO0JIa y OepeMEeHHBIX
JKEHIIUH He MPOBOIMINCH. TUMONON clenyeT MPUMEHSTh B IEPHO OEPEMEHHOCTH TOJBKO MpHU
HEBO3MOXKHOCTH TIPUMEHEHUS aTbTePHATUBHBIX METOJIOB JICUEHUS TiayKoMmbl. [lo pesynbpratam
SMUJACMHOJIOTHYCCKHX HCCJICJOBAHUN PHUCK BO3HUKHOBCHHS AHOMAIWH BHYTPHYTPOOHOTO
pa3BUTHUS HE OOHAPYKEH, OHAKO OeTa-aIpeHOOIOKATOPHI IPU MpHUeMe BHYTPb MOTYT 3aMeJIATh
BHYTpUYTpOOHOE pa3BUTHE IUI0JA. Y HOBOPOXKIEHHBIX MOTYT HAOMIOJAThCS Opaaukapus,
apTepualibHas TUTIOTEH3Us, AbIXaTelbHasT HEIOCTATOYHOCTh M TUTIOTJIMKEMUS TIPU NTPUMEHEHUN
npernaparta MaTepblo 10 poJoB. Eciu iedeHne mpoBOAMIOCH HETTOCPEICTBEHHO MEepel pOIaMH, TO
HOBOPOXKICHHBIE JTOJDKHBI HAXOAUTHCS O] TIIATENbHBIM HA0IO/IEHHEM B TEYEHHE HECKOJIbKHX
JTHEW mocie poxkIeHHsL.

JlakTanus

Tumool moctymaeT B rpy1HOe MOJIOKO. [Ipyn HE0OX0AMMOCTH IPUMEHEHHUS B TIEPHO/T JTAKTAIINN
CIelyeT MpepBaTh IPyAHOE BCKapMIIUBAHHUE.

4.7. BiausiHde HA CHOCOOHOCTH YNPABJATHL TPAHCHOPTHBIMH CpPeICTBAMH M PadoTaTh C
MeXaHU3MaMH

Bo3MmoxxHble HeXenaTeabHble pPEaKIMH, TaKue Kak TOJOBOKPY)KEHHE, HapyLIEHHUS 3pEHUs,

BKIIIOYAOMINEC U3MCHCHU A pe(i)paKI_II/II/I, JUTIIOIINIO, IITO3, SITU30AbI MMPEXOJAIICTO 3aTYMaHUBAHUA
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(100
3pEeHUs, @ TAKXKE YCTAJIIOCTh Y HEKOTOPBIX MAIlUGHTOB Mo'rl;JTORggB‘l—'ga

YOPaBISATh TPAHCIOPTHBIMU CPEICTBAMU U MEXAHU3MaMHU.
4.8. HexeaaTeabHble peaKkIUu

PesromMe HexxenaTeabHbIX PEeaKIUi

HexenarenpHple peakIMK, BO3HHUKINHAE IIOCIE TIPHEMa BHYTPh THMOJIONIA H  JPYTHX
Oera-a[peHO0I0KaTOPOB, MOTYT PACIIEHUBATHCS KaK MOTCHIIUAIBHBIC IOOOYHBIC PEaKIUN U JUIs
IpenapaToB TUMOJIOJA B JIEKAPCTBEHHOHN JOpME KaIUIX TTIa3HbIE.

Huoice nepeuucnensvt HedcenamenbHble peakyu, c8e0eHUss 0 KOMOPbIX ObliU NOLYYEHbl 8 X00e
KAUHUYECKUX —UCCILe008AHUNl U NPU  NOCMMAPKEMUHZ080M —HAOMOOEHUU NeKAPCMBEEHHbIX
npenapamos mumonoad 6 IeKapCmeeHHoU opme Kaniu 2iasHole.

YacroTa oneHuBaiach CIeAyrIUM 00pazoMm: odeHb yacto (>1/10); wacto (>1/100, HO <1/10);
HeyacTo (>1/1000, Ho <1/100); peako (>1/10000, Ho <1/1000); ouens penko (<1/10000); yacrora
HEU3BeCTHA (Ha OCHOBAHWY UMEIONINXCS JAHHBIX OICHUTH HEBO3MOXKHO).

HapymeHuﬂ CO CImMOpOHbl MMMVHHOIZ cucmembl

Yacrora HEHM3BECTHA: CHCTEMHAas KpacHas BOJYaHKA, CHCTEMHBIC aJUIEPrUYECKUE pPEaKlvH,
BKIIIOYass  aHa(WIAKCHIO, AHTMOHEBPOTUYECKHHA  OTEK, KpANWBHUIYY, MECTHYI WIH
TE€HEPAIIM30BAHHYIO ChIIlb, 3y I.

SHOOKDMHHble HapyuweruA

YacToTra HEW3BECTHA: CYOKIMHMYECKOE TEUYCHHME THUIOTIMKEMHH Y IAlMCHTOB C CaXapHbIM
nrabeToM (cM. moapaszaen «OcoOble YKa3aHus).

Hcuxuueckue napyuienus

Penxo: nenpeccus.
YacToTra Hen3BecTHA: OECCOHHMIA, MTOTEPS TaMSATH, KOIITMapHbIE CHOBUJICHHUS.

Hapywenus co cmoponbl H€D6H012 cucmenbl

Heuacto: ronoBHas 00Jb, TUCTEB3US.

Penko: umeMust rOJIOBHOTO MO3Ta, TOJIOBOKPYKEHHUE, MUTPEHBb.

YacTtoTa HeW3BECTHA: HapyIIEHHE MO3TOBOTO KpoBOoOpalieHus, OOMOpPOK, MapecTe3wH,
TOJIOBOKPY)KECHHUE, yCYTyOJICHHE TCUCHHsI MUACTCHUU Jravis.

Hapywenus co cmoponsl opeana 3perus

UYacro: 3arymaHuBaHME 3peHusi, O0JIb B Iia3ax, #OKeHHE U 3y] B Ia3ax, AMCKOM(OPT B riasy,
KOHBIOHKTUBAaJIbHAs! UHBEKIIHS.

Heuacro: Onedapur, ToueuHbIi KepaTUT, KepaTUT, KOHBbIOHKTUBHUT, UPUT, AUILUIONUS, 3PO3HI
pPOTOBUIIBI, Si3Ba POTOBUIIbI, CIE30TEYEHHE WM YMEHBIICHHUE CJIE300TACIEHUS, CBETOOOS3HbD,
OIIYILIEHUE «IIECKa» B IJ1a3aX, OTCK BEK, OTEK KOHBIOHKTHBBI, IITO3.

Penxo: YBCUT, IBOCHUC B I'JIa3aX, IMT'MCHTALIUA POTOBUILIBI, OpPUTEMA BCK.
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OueHb peKo: pa3BUTHE KaTbIU()UKAUN POTOBHIIBI npn'w;t;m}gﬂ';r&\h‘ gg%'ﬂ&'(ﬂgﬂl/ﬂdjﬁl s

¢ HanmmureM GocdaToB B COCTABE Karleb.

YacToTa HeM3BECTHA: CHUKEHHE YYBCTBUTEILHOCTH POTOBHUIIBI, OTCIONKA COCYAUCTON 0007I0YKH
B II0CJIEONIEPALIMOHHOM IEPUOJE XUPYPIMUECKUX BMELIATEILCTB IO BOCCTAHOBJIIEHHIO OTTOKA
BHYTPUIJIA3HON KUJKOCTH.

HapymeHuﬂ CO CmMOPOHbL Opcara ciyxa u ﬂa6upuHma

YacToTa HEHM3BECTHA: 3BOH B ymiax.

Hapywenus co cmoponbt cepdua

Heuacro: 6panukapausi.

Penko: uHdpapkT Muokapa.

YacTtoTa HEM3BECTHA: OCTAHOBKA CEp/lla, aTPUOBEHTPUKYJIISPHBIN OJOK, apuUTMHUS, y4allleHHOE
cepaneOueHne, 3aCToiHas cepieuHasi HeJJOCTaTOYHOCTb.

Hapywenus co cmoponbul COCV@O@

HeuacTo: runoronus.
Penko: cHIkeHME WM NOBBILIEHUE apTEPUAIBHOTO JABJICHHUS, IEPEMEXKAIOLIASICS XPOMOTA.
Yacrora HensBecTHa: peHOMEH PeiiHo.

Hapywenus co cmoponul ObIXAmMeNbHOU cucmemsl, oOpcaros ZDVOHOﬁ KlemKku u cpef)ocmeﬂu}z

Heuacro: npixarenbHast HEJOCTaTOUHOCTb, OJIBIIIKA, OPOHXMT.

Penxo:  Oponxocmasm  (IpeMMYIIECTBEHHO Yy  TAIlMEHTOB C  yX€  HMMEIOIIUMUCS
OpOHXOCTIACTUYECKUMHU COCTOSHUSIMHU), Kalllelb, 3aJ0KEHHOCTh HOCa, WH(MEKIMH BEPXHHUX
JIBIXaTeIbHBIX MyTeH.

JKenyoouno-xkuweunvie HapyueHus

Pe,I[KOZ JAUCTICTICUA, CYXOCTb CIIM3UCTOM 000JIOUKH MOJIOCTH pTa, 00JIH B JXKMBOTE.
YacToTa HEM3BECTHA: TOHNIHOTA, pBOTA, AUAPCA.

Hapywenus co cmoporsl kKodcu u NOOKOJNCHbIX MKAHEU

Penxo: otek nuia, spurema.
YacTtoTra HEW3BECTHA: TCOpHWA3 WM YXYJIIEHHWE TEUEHHUs IIcopuasa, JOKAIM30BAaHHAS ChIIb,
aJIOIIEIH.

Hapywenus co cmoporbl MbliieyHOU, CKeAeMHOU U COCOUHUMENbHOU MKAHU

YacToTa HeW3BECTHA: apTPOIaTHs, 00JIb B MBIIIIIAX.

Hapyuwenus co cmopombl noyex u MO'—!QGblGOaﬂM/H/DC nymetl

YacToTa HEM3BECTHA: PETPONEPUTOHEATLHBIN (PHOPO3.

Hapywenus co cmoponst penpodykmuenoﬁ cucmemsl U MOJIOYHbBLX JHcenes3

YacTtora HEM3BECTHA: CEKCyalbHasi MUCPYHKIMA (BKIIOYAss UMIIOTEHIIUIO), CHUKEHUE JIMOUIO,

6one3us Ileiponnu.
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06144116 HAapyuieruAa u peakuyuu 6 mecme 66eoeH

YacToTra HeM3BeCTHA: TOJIOBHAs 00JIb, ACTEHHUS/YCTaI0CTh, 00JIb B TPY/IH.
Huoice onucanvl nedcenamenvhvie peakyuu, Komopbie 803HUKAIU NOCNE NPUeMa MUMOL0AA Ul
opyeux bema-aopeHob10Kamopos HYympb.

Hapywenus co cmoponsl kposu u JzuMd)amuquKoﬁ cucmembwl

HetpombouuTonennyeckas mypnypa, TpoOMOOIIUTONIEHUYECKas! Iy pITypa, arpaHyJIOIHUTO3.

Hapywenus co cmoponbl MMMVHHO?:Z cucmenvl

OpureMaTo3Has ChIllb, JIMXOPAJKa, COIMPOBOXKIAMOIIAACS OOJBI0 B TOpJe, JapUHIOCHAa3M,
COITPOBOKIAFOIIUICS TUCTPECC-CHHIPOMOM.

3H()0KDMHHbl€ HAPYUWEHUA

FI/IHepFJII/IKeMI/IH, TUIIOTTIMKEMMUS.

Hcuxuueckue napyuienus

OOpaTtumMoe yrHeTeHHe MEHTAJIbHbIX (YHKLUUN, MpPOTrpecCHpyIOllee 10 KaTaTOHUHU, OCTPBIN
Oo0paTUMBIi CHHIPOM, XapaKTEpU3YIOIMICS HapylIEeHUEM OpUEHTAllMd BO BpPEMEHH U
IPOCTPAHCTBE, SMOLMOHAIBHON JIa0MJIBHOCTBIO, HEKOTOPHIM 3aTPyJHEHHEM BOCHPUATUS U
CHIDKEHHOM CTIOCOOHOCTBIO BBITIOHATH HEUPOIICUXUYECKHE TECTHI.

Hapywenus co cmoponsbl Hep8HOU CUCEMbl

BepTI/II‘O, CHM)KCHUC KOHLUCHTpAllM BHUMAaHUS.

Hapywenus co cmoponbl COCV@OG

YCYFY6J'ICHI/IC apTCpHaHBHOﬁ HEAOCTATOYHOCTH, Ba3oauJiaTalys.

Hapywenus co cmoponbt ObIXamenbHoU cucmemsl, opcaros ZDV()HOﬂ KlemkKku u cpedocmeHuﬂ

Xpunbl, OpoHXUaNbHAs 00CTPYKIIHSL.

Kenyoouno-kuweunvie napywenus

Kenynouno-kumiednast 0oyib, TemaToMeranausi, pBOTa, TPOMOO3 ME3EHTEPHUATBHBIX apPTEPHIA,
UIIEMHUYECKUN KOJIHUT.

HaDVWeHMﬂ CO CMmMOPOHbL KOIAHCU U NOOKONCHbIX MKAHEU

3y,H, pasapa)KCHUC KOKH, ITIOBBIMICHHAA TUTMCHTAIUS, ITIOTIIMBOCTD.

Hapyvwenus co cmoponvl MblieyHou, cKkeJlemHoU U COeOUHUMEIbHOU MKAHU

Aptpanrusi.

HaDVWeHMﬂ CO CmMOpPOHbL NOYEK U M01{66b1600}1u4ux nymeﬂ

3aTpyAHEHUE MOYEUCITYCKaHHS.

Obwue HapyuwieHus u peakyuy 8 mecme 66e0eHusl

bons B KOHCYHOCTAX, CHUKCHUC TOJICPAHTHOCTH K (bHSI/I‘IGCKOfI Harpyske, CHUKCHHUEC MacCChI TCJia.

COO6H.[€HI/IG O TOA03PEBACMBIX HEXKCJIATCIbHbBIX PCAKIINAX

Baxno COO6H_[8,TI> 0 IOAO3PCBACMBIX HEKCJIATCIIBHBIX PECAKIHAX ITOCIIC PETUCTpalU IIpeIiapara C
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LeNbl0  O0ecreueHus HENpPEepbIBHOTO  MOHY TOpHHrE{nl%G:OEQIE&%EEQ%};)‘; o 00 ':'aﬁCK»

JIEKapCTBEHHOTO TIpenapara. MeauiMHCKUM pa0OTHHUKAM PEKOMEHIYETCs] cOO0maTh O JI0OBIX
MI0JI03PEBACMBIX HEXKEIATEIBHBIX PEaKIUsIX JICKAPCTBEHHOTO Mperapara yepe3 HallMOHAIbHBIC
CUCTEMBl COOOIICHUST O HEXKENIATeNbHBIX PEaKIUsIX TOCyJapCcTB — YICHOB EBpasuiickoro

9KOHOMHYECKOT'O COIO3a.

Poccuiickas @enepanys

DenepanbHas ciryx0a 1o Haa3o0py B cdepe 3apaBooxpanenus (PoczapaBuaazop).

Anpec: 109012, r. MockBa, CraBstHCKasl Iiomaip, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

OnekTponHas noura: pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOpMAIIMOHHO-TEJICKOMMYHHUKALIMOHHON ceTH «HTepHET»:
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3dupoBka

Cumnromsl

HmeroTcst cooO1eHus 0 HelpeIHaMEePEHHO MepeI03UPOBKE TUMOJIONA ¢ PA3BUTHEM CHCTEMHBIX
peaKIyii, aHAJOTUYHBIX TAKOBBIM TIPH CHCTEMHOM NPUMEHEHHH OeTa-aJipeHOOJI0KaTOPOB:
TOJIOBOKpPY>KE€HHUE, TOJIOBHAsi 00jb, OJBIIIKA, OpajuKapaus, OpOHXOCHa3M, OCTAaHOBKA CEepla,
OCTpasi ceplieuHasi HeJIOCTATOYHOCTh, apTepUalibHas TUIIOTeH3Us (cM. pasnen 4.8.).

Jleyenue

Ilpu nepedosuposke Heobx00uMo npogedenue CiedyIouwuUx MeponpusmuLL:

1. [Ilpu ciyyailHOM mporiaTbIBaHUU — MIPOMBIBAHUE XKelryaka. OTMEUeHO, YTO TUMOJION TJI0XO
BBIBOAMTCS TP TUAIIN3E.

2. Ilpu pa3Butuu OpanukapIuu peKOMEHI0OBAaHO BHYTPHBEHHOE BBE/IEHUE aTpOIMHA Cyibdara
B 03¢ oT 0,25 10 2 Mr 1715t MHIy KK O10Ka61 Ouryskaarommero Hepsa. [Ipu croiikoit Opaaukapanu
NOKAa3aHO BBEJCHWE W3OMPEHATNHA C COONIOJIEHHEM OCTOpokHOCTH. [lpm pedpaxTepHOH
OpaauKapanuu CleAyeT pacCMOTPETh BOMPOC 00 YCTAaHOBKE UCKYCCTBEHHOI'O BOJUTENSI pUTMA.

3. [Ilpu aprepuanbHOil TUIIOTEH3UH PEKOMEHIyEeTCSl BBEIEHUE CUMIIATOMUMETHKOB, TaKUX Kak
JIOTIAaMUH, 100yTaMHH, HOpINUHE(PPUH, IPU OTCYTCTBUH (P (PeKTa — BBEJACHUE TITIOKaroHa.

4. IIpu OpoHxocna3me: U30IpPEeHATNHA THAPOXIOpUIa, BO3SMOKHO MPUMEHEHNE aMUHOPIIIIIHA.
5. Ilpu pa3BuTuUM OCTpOIl cepAeYHON HEIOCTaTOYHOCTH PEKOMEHIOBAHO HE3aMEIUTENIbHOE
BBEJICHUE TMIPENapaToB HAMEPCTSAHKA W JUYPETUKOB, a TakXKe KHUCIOpOJIOTepanus, Npu
HeA(P(EKTUBHOCTH — BHYTPHBCHHOE BBEACHHE aMHUHO(WUTMHA. 3aTeM, NMPH HEOOXOIUMOCTH,

BO3MOJKHO BBEJICHUE TIFOKaroHa (moka3ana ero 3(pQpeKTuBHOCTS ).

12



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 27.05.2024 N2 10305

6. Ilpu pa3BUTHH aTPUOBEHTPHUKYISIPHOW OJIOKAJIBI B%%jg 'iﬁp“eﬁfeﬁté‘%‘éﬁeﬁﬁ TokMano

BBCACHHNE U3OIPCHAIMHA THAPOXJIOpHUIAa NJIHW YCTAHOBKA UCKYCCTBCHHOI'O BOAUTEIIA pUTMA.

5.  ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®dapmakoauHaMH4YecKHe CBOiicTBa

dapmakoTepaneBTHUECKass ~ TIpyMIa:  CPeICTBa,  NPUMEHsSEMble B O(PTaIbMOJIOTHH;
MPOTUBOTIAYKOMHBIE MpenapaThl U MUOTUYECKUE CPEICTBA; OeTa-aApeHOO0I0KATOPEI.

Kon ATX: SO1EDO1

Mexauusm nericteus U hapMakoauHaMudecKue 3O PeKTol

Tumosnon sBnsierca HeceneKTUBHBIM (1 U P2-agpeHoOsiokatopoMm. He oOnanaer 3Haummoin
BHYTPEHHEN CUMIIATOMUMETUUYECKON, MMPSAMO YTHETAIOLENH MUOKap,l U MECTHOM aHECTE3UpYIoLen
(MeMOpaHOCTAOMIU3UPYIOIIEH) AaKTUBHOCTBIO. [IpM MECTHOM MPUMEHEHHMH THMOJIONA B
JIEKapCTBEHHOW (opMe Karulk TJa3HbIe CHIDKACTCS KaK TOBBINIEHHOE, TaK W HOPMAaIbHOE
BHYTpUIJIa3HOE JaBJICHUE 3a CYET YMEHbIICHUS OOpa3oBaHMsI BHYTPHUIJIA3HOM KUAKOCTH.
HeticTBue TUMOJIOJIA peanusyercs 3a cyeT o0paTumMoro CBSI3bIBAHUSA
¢ OeTa-aapeHOPENenTOpOM, YTO MPUBOIUT K MHTHOMPOBAHUIO €0 PEUENTOPHON (YHKIUU U
0s10Kaie OMOTOTUYECKON CTUMYJISIIIUN PELENITOPOB. B COOTBETCTBUY C YKAa3aHHBIM MEXaHHU3MOM
KOHKYPEHTHOTO aHTaroHW3Ma, MPOUCXOAMT OJOKala SHIOTEHHBIX M IK30T€HHBIX CTUMYJIOB,
BO3/ICHCTBYIOIINX Ha OeTa-aapeHopenentopbl. biokaga Oera-aapeHOPENENTOPOB MOXKET OBITH
KyIUpOBaHa MOCPEACTBOM IMOBBIIIEHUSI KOHIEHTPAIMU aroHUCTOB OeTa-aJipeHOPEIenTOPOB,
YTO MPHUBEAET K BOCCTAaHOBJEHUIO (YHKLMHU pELENTOpHOro ammapata. [leficTBue npenapara
nposiBigeTcs uepes 20 MUHYT MOCJIE 3aKallbIBAHUS B KOHbIOHKTUBAJIBHBIN MEIIOK. MakCHUMaIbHOE
CHI)KEHUE BHYTPUIJIA3HOTO JABJICHMS HACTyINaeT udepe3 |—2 yaca M COXpaHsSEeTCs B TEUEHUE
24 yacos.

B otnuune oT MUOTHKOB, TUMOJIOJN CHUKAET BHYTPUTIIA3HOE JIaBJICHUE, HE OKa3bIBasl BIUSIHUS HA
BEIIMYMHY 3payka W akkoMmojanuto. [Ipu mpuMeHeHn TUMOJI0JIa Y TIAIMEHTOB C KaTapaKTOW He
MPOUCXOIUT CHUKEHUS 3pEHUS, 0OYCIOBICHHOTO CY)KEHHEM 3padyka M MOMaJaHHEM CBETOBBIX
Jydeld Ha y4yacTKM NOMYTHEHHMs XpycTainuka. IIpu mepeBose NalMEHTOB C TUINOTEH3WBHOMU
Tepanuu MUOTUKAMH Ha TEPAHUI0 THUMOJOJIOM MOXKET BO3HUKHYTH HEOOXOJIUMOCTh KOPPEKIIUU
pedpakiuu, Tak Kak B OTCYTCTBHE T€pAlTMi MHOTHKAMHU MPOUCXOJNUT KYIMUPOBAHHWE CUMIITOMOB
CTUMYJISIIUU Tiepueprudeckux M-xoduHopenentopos. [Ipu mIuTenbHON Tepanuu TUMOJIOIOM
Yy HEKOTOPBIX MAIMEHTOB OTMEUEHO CHIDKEHUE TUTIOTEH3UBHOTO d(h(ekTa.

eTu
JlocTynHbBI OrpaHUYEHHbIE CBEACHUS 00 OMbITE MPUMEHEHHUs TUMOJIoia B KoHUeHTpauuu 0,25 %

u 0,5 % B pexume 1o 1 xarie 2 pas3a B I€Hb y JCTEH.
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B  naBoitHOM  cienmoM  paHAOMU3MPOBAHHOM KH};{&%M‘“T@E&S%LWH 00 %‘Hﬂa

MPOJIEMOHCTPUPOBaHa 3(P(HEKTUBHOCTh TUMOJIOJA MPU €r0 MPUMEHEHWH KOPOTKHM KypCOM B

TUIMOTEH3UBHOM Tepanui UH(PAHTUILHON U FOBEHWJIBHON (JOPM BpOXKIEHHOM ri1aykombl. Bo3pact

JIeTeH, y4acTBOBABIIMX B UCCIIEIOBAHUM, COCTABWII OT 12 qHel 10 5 JeT, Tepanuio THMOJIOIOM B

paMkax uccieaoBanus moaydust 71 maruent u3 105 BKIIFOUEHHBIX B UCCIEN0BAHUE, JJTUTEIBHOCTh

Tepanuu cCoCTaBuiIa 12 MecsIes.

5.2. ®dapmakokHHeTHYeCKHe CBOHCTBA

AOGcopbuus

[Tocne wHCTWLIALMK TJIa3HBIX Kamedb BO Bjare mnepeaHed KaMmephbl Tiia3a BpeMs JOCTHIKEHUS

MaKCUMaJbHOW KOHIIEHTpaluu — 1-2 4. AKTUBHOE BEIIECTBO MOMAAACT B CUCTEMHBIN KPOBOTOK

nyTéM abcopOLnu Yepe3 KOHBIOHKTUBY, CIIM3UCThIE 000JI0YKH HOCA U CIIE3HOTO TPAKTA.

DIUMHHALHS

[Ipenapat metabomsupyercs nzopepmenrom CYP2D6. BriBeeHue MeTab0IUTOB — IOYKAMH.
eTH

Y HOBOPOXXIEHHBIX KOHIIEHTpPAlMsl AaKTUBHOIO BEUIECTBA CYIIECTBEHHO MPEBBIIIAET €ro

MaKCUMaJIbHYI0 KOHIEHTPAIUIO B IJIA3ME B3POCIIbIX.

[ToBbITIIEHHOE BHYTpPHTIA3HOE JIABJICHUE SIBJISIETCS OCHOBHBIM (DAKTOPOM pHCKA B IMMATOTCHE3E

Pa3BUTHSI XapaKTEPHBIX JUIS TJIAYKOMBI TOPaKEHHUS 3pUTEIHLHOTO HEPBA U CY KEHHUS TPaHUIL TTOJIeH

3penusi. TOUHBIN MEXaHU3M CHI)KCHHS BHY TPUTIIA3HOTO JIaBJICHHSI, 00YCIOBICHHOTO TUMOJIOJIOM,

HeusBecTeH. CorylacHO JaHHBIM TOHOrpadguu U (IyopoMeTpHH, Yy UeJIOBeKa THUMOION TpHU

MECTHOM TPUMEHEHUU CHIDKACT BHYTPUIJIA3HOE JIaBIICHUE 3a CUYET YMEHBIICHHS 00pa3oBaHUs

BO)ISIHI/ICTOI)’I BJIard ¥ HEOOJILIIIOTO YBCIIUUCHUA €T0 OTTOKA.

6. ®APMAIEBTUYECKHE CBOMCTBA

6.1. Ilepeyenp BcmoMoraTejbHbIX BelIECTB

Hatpus runpodocdar nonexaruapat (Hatpust pocdat ABy3aMenieHHbINH 12-BoAHbIIN);
HaTpus auruapodocdar nuruapar (Hatpus hocdart oHO3aMEICHHBINA 2-BOTHBIN);
OCH3AIKOHUS XJIOPHU]T,

BOJIA JUISl UHBEKIIUMN.

6.2. HecoBmecTuMOCTH

He npumennmo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

3 roga.

[Tocne BCKpBITHS UCTIONB30BaTh B TeUeHHe 30 CyTOK.
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cpanengOCNENOBATENLHOCTS 0001)

6.4. Oco0ble Mepbl IPeI0CTOPOKHOCTH NPH

B opurnnanbHON ynakoBke (TIOOMK-KAaIeIbHUIIA B MTAYKE) MPU TeMIiepaType He Boie 25°C.

6.5. XapakTep u coaep:kaHHe MEPBUYHON YIAKOBKHU

ITo 1 mu1, 2 M1 B TFOOMK-KAIIEIbHHUIII ¢ KJalaHoM WM 110 5 M1, 10 mu1, 15 M1 B TFOOUK-KaIleIbHUIBI
C BUHTOBOH TOPJIOBUHOMW, U3TOTOBJICHHBIC M3 TIOJIMATUIICHA BEICOKOTO JTABJICHHUS.
TroOuK-KaneaIbHUIIbl ¢ BUHTOBOW TOPJIOBHHOW YKYTNOPUBAIOT KPBIIIKAMHA HABUHYMBACMBIMU M3
MOJIMATUIIEHA HU3KOTO JaBJICHHUS.

5, 10 TroOuk-kamenpHUI 0 1 M, 2 vt win 1 TrOOMK-KanenpHUIly mo 5 mi, 10 mi, 15 mu ¢
WHCTPYKIMEH TT0 MPUMEHEHHIO TTOMENIAIOT B TAYKy U3 KapTOHA JJIs MOTPEOUTEITHCKOM Taphl.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH  YHUYTOKEHHHM  WCMOJb30BAHHOIO
JIEKAPCTBEHHOT0  Mpenapara WJIM OTXO0JA0B, TOJYYEHHBIX T0cJe TNpPUMeHeHus
JIEKAPCTBEHHOT'0 NMpenapara, u Apyrue MaAaHUIYJISIIUM ¢ TPenapaTom

OcoOble TpeOoBaHUS OTCYTCTBYIOT.

7.  JEPXATEJb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Poccniickas @enepanus

AxkuuonepHoe obmiectBo «IIpousBoacTBenHas (apmareBTHueckast koMmnanuss OOHOBIECHUE
Opunnuecknii  anpec: 633621, Hoocubupckas o00m., Cy3yHckmii paiion, pi. Cy3yH,
yi. Komuccapa 3sTekoBa, 1. 18.

Temn./akc: 8 (800) 200-09-95.

7.1. TIpencraBUTeJ b JAep:KaTe/si pErHCTPAIHOHHOTO YI0CTOBEPEHUsI

TIpereH3un noTpedbuTENel HATPABIIITE IO AJIPECY:

Poccuiickas ®@enepanus

AxnmonepHoe obmiectBo «IIpousBoacTBeHHas (hapmareBTHUeCKass koMianuss OOHOBIECHUE)
630096, r. HoBocubupck, yi. Cranimonnasi, . 80,

e-mail: pretenzii@pfk-obnovlenie.ru

8.  HOMEP PETUCTPAIIMUOHHOI'O YAOCTOBEPEHUSA

9. JIATA MEPBUYHOW PETMCTPALIMU (IMMOATBEPXKJIEHWSI PETUCTPALINM,
MEPEPETACTPAILIMN)

JlaTa nepBUYHOMN pEruCTpanuu:
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10. JATA MEPECMOTPA TEKCTA (NOCNEOCBATENEHOCTE 00071)

OOmast xapakTepHCTUKa JIEKapCTBEHHOro mpemnapata Tumonon PeneBan poctynHa Ha
UHPOPMALIMOHHOM TIOpTaie EBpa3suiickoro HSKOHOMHYECKOTO COI03a B HH(pOpMaIMoOHHO-

KOMMYHHKaIMOHHOM cetu «uTepHe» https://eec.eaeunion.org/
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