COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 12.05.2026 N= 5442

(NOCNEOOBATENEHOCTE 0001)

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

Tumomnon, 0,25%, xaniy ria3HeIe.

Tumomnon, 0,5%, kanau riazHele.

2. KAUECTBEHHBIN U1 KOJIUYECTBEHHBIN COCTAB

JelicTBytolee BENIECTBO: TUMOJIOA.

Tumonomn, 0.25 %, Katuiy r1a3Hbele

Kaxxnprit Mt cogepskut 2,5 Mr TumoJiona (B BHI€ TUMOJIOJIa MajieaTa).

Tumonon, 0.5 %, Kalui riia3gHple

Kax1prit Mt cofepkut 5 Mr TUMoJI0J1a (B BUIE TUMOJIOJIA MaJiearTa).

BcnomorarenbHbie BCIICCTBA, HAJTMYMEC KOTOPBIX HAAO YYHUTHIBATL B COCTABEC JICKAPCTBCHHOI'O
npenapara: OeH3aIKOHUS XJIopu (cM. pazaen 4.4.).
[TonHbIi epedeHb BCIIOMOTATENbHBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kamnu rimazusle.

[Tpo3paunast GecriBeTHas UJIM CJIeTKa OKpallleHHAas! )KUIKOCTb.

4. KINMHUYECKUE JAHHBIE
4.1. [loxka3zanusi K NPUMEHEHUIO

JlexapcTBeHHBIN IpenapaT THUMOJION INOKa3aH K IPUMEHEHMIO JUIs CHUKEHUS BHYTPUIVIA3HOTO
JIABJICHUS] Y B3POCIBIX M J€Ted C POXKACHUSA NpU O(PTAIbMOTMIEPTEH3UH, OTKPBITOYTOJbHOU
rJlayKoMe, IriiaykoMe a(akdueckoro riaza M IpYTUX BHJAX BPOXKIEHHON TIJIayKOMBI, B KauecTBE
JOTIOJIHUTEIIBHOTO CPEACTBA JJI CHIDKEHUS BHYTPHUIVIA3HOIO NABJICHHUS IIPU 3aKPBITOYrOJbHOU
riaykome (B KOMOWHAIIMK C MUOTHKAMH).

4.2. Pe:kum 103MPOBAHUSA U CIOCO0 NPUMEHEHM I

PexxuM 103upoBaHus

B3pocnvim HaznavaroT no 1 kame 0,25 % pacTBopa B KOHBIOHKTHUBAJIBHBIM MEIIOK MOPAKEHHOIO
rmaza (wim oboux rmaz) 1 — 2 pasa B cytku. [Ipu HemocraTouHOU 3(h(HEKTHBHOCTH TMPUMEHSIOT
0,5 % pactBop. [Ipn HOpManu3anMK BHYTPUIJIA3HOTO JABJIEHUS MOAJEPKUBArOIas 103a - 1 kams
0,25 % pactBopa | pa3 B eHb.

Ecnu BHyTpuriasHoe [aBieHHE MpPU PETYISIPHOM NPUMEHEHWU HE HOPMAIM3YeTCs, BO3MOXKHO
COBMECTHOE MPUMEHEHHE C APYTMMH IpenaparamMu, CHUKAIOIUMHU BHYTpUIia3Hoe naBiieHue. He
PEKOMEHAYETCS] COBMECTHOE MMPUMEHEHHE C APYTUMU MECTHBIMU -aJpeH00I0KaTOpaMHu.

Kak u npu npuMeHEeHUH TIOOBIX TJIa3HBIX Kamelb C IeNIbI0 CHUKEHHUS BO3MOXKHOTO CHCTEMHOTO
a¢ddexTa npenapara, cpazy IMociie 3aKanblBaHUs PEKOMEHIYETCS CJIerKa HaJaBUTh Ha HIKHIOIO
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

VI 3aKPBITh BEKU HA 2 MUHYTHI.

Oco0ble rpyInel NALKUEHTOB

Hauuenmbl NnOJ2HCUTIOC0 803pacma

HakomnieH OosbLION OMBIT NMPUMEHEHUS THMOJIONA y TALMEHTOB IMOXKHIIOTO Bo3pacTa. Pexum
JIO3UPOBAHUs, NPUBEICHHBIA BBIIIE, YYUTBHIBACT ONBIT IPUMEHEHUS IIpenapara y JIAL MOKHIOTO
BO3pacra.

CTH

CornacHO OrpaHUYEHHBIM JaHHBIM THMOJION PEKOMEHIYETCs MPUMEHATh Ul CHMKEHUS
BHYTPUIJIA3HOTO JaBJICHUA TpU HHPAHTUILHOW U IOBEHWJIBHOM BpPOXKIEHHOW TIiaykomMe B
IPEONEPAMOHHOM TEPUOJIE WM, B ciiydae Hed(p(PEeKTHUBHOCTH MPOBEAECHHOTO XHUPYPIUUYECKOTO
JICYECHUS, B IEPUOJ] O’KUJIAHUSI IPUHATHSL IPYTUX TEPATIEBTUYECKUX MED.

Ilepen mpumeHeHueMm mpenapaTa HEOOXOJMMO TINATENBHO OICHUTh PUCKH U MPEUMYLIECTBa
IPUMEHEHHs THMOJIONA y JIeTel MyTeM TINATeabHOro cOopa aHaMHe3a B OTHOLIEHMHM CHCTEMHBIX
HapyILIECHUN.

B cBf3M C HEZOCTaTOUYHOCTHIO JIAaHHBIX CIEHUAIbHBbIE PEKOMEHAALUU IO MPUMEHEHUIO
OTCYTCTBYIOT (CM. Takxe mojapaszien «DapMakOKMHETHYECKHUE CBOMCTBa»). Bmecre ¢ Tem, eciu
M0JIb3a NEPEBELINBACT PHUCK, PEKOMEHAYETCS MPUMEHSTh TUMOJIOJI B MUHUMAIbHON TOCTYMHOMN
KOHLIeHTpanuu 1o 1 karuie 1 pa3 B geHs. [Ipu HenocTaTOUHOM KOHTPOJIE BHYTPUTIIA3HOTO JIABJICHUS
703y OCTOPOKHO TMOBBIIIAIOT, MPH HEOOXOIMMOCTH 10 2 pa3 B JI€Hb C HHTEPBAIOM MEXIY
MHCTWUISIIUSAMU 12 yacoB (110 BO3MOKHOCTH).

bonee Toro, Heo6X0AMM CTPOTHIl KOHTPOJIb IIa3HBIX M CHUCTEMHBIX HEXKEJIaTeNbHBIX pEeakuuil B
TeyeHue 1-2 yacoB mocje mepBOod MHCTUIUISILIMM, & TAKXKE B TEUEHUE BCEro MPEAoIepaluoOHHOTO
nepuojaa, 0COOEHHOTO Y HOBOPOXKIECHHBIX M JeTei A0 3X JIET B CBSI3U C BO3MOXHOCTHIO OOOYHBIX
SIBJICHUH CO CTOPOHBI JbIXaTelIbHOW cucTeMbl. [lepepblB B JI€UEHUH WM U3MEHEHUE JO3UPOBKHU
npenapara OCyIIECTBIIAIOTCS TOJIBKO M0 MPEANUCAHUIO JIEYAIEro Bpaya.

Cnooco0 nnpuMeHeHus

MecTHO, B BUI€ HHCTUJUISALUN B KOHBIOHKTUBAIBHYIO MOJIOCTD.

C 1enbi0 OTrpaHWYEHUS TMOTEHUUATBHBIX HEXENAaTeNIbHBIX pPEaKUuid, CIeAyeT WHCTUIUTMPOBATH
TOJIKO OJIHY KaIlIio Mpernapara npu KaxxJa0oM ero NpuMeHEHUH.

Cuctemuyo abcopOmuio OeTa-aapeHO00JIOKAaTOPOB, MPHUMEHSIEMBIX MECTHO, MOXXHO CHH3UTH,
CHABIIMBas HOCOCHE3HBIN KaHal M HAaxOJsACh C 3aKpbITBIMU TJla3aMU B TEYEHHE KaK MOXHO
0o0JbIIeT0 BpeMeHHU (HarpuMep, 3-5 MUHYT) TOCIe HHCTUIUIALUH (CM. Takxke rojapasaeisl «Ocobbie
yKazaHus» U «DPapMaKOKHHETHIECKHUE CBONCTBAY).

[Ipu mepexone ¢ Tepanmuu IPYrHM MpermapaToM M3 TPYIIbl OeTa-aApeHoOI0KATOPOB Ha TEPAIUIO
TUMOJIOJIOM PEKOMEHAYETCSl 3aBEpIUUTh TIOJHBIA JIeHb Tepamuu paHee MPUMEHSBIINMCS
TUMIOTEH3UBHBIM [penapaToM, a Ha CIEAYIOIIMM JIeHb HayaTh WHCTWULSIUU TUMOJIONA B
koHLeHTpauuu 0,25 % B kaxAblii MOpakeHHBIN I1a3 1o 1 karuie 2 pa3a B aeHb. [Ipu orcyrcTBHM
JIOCTAaTOYHOTO THUIOTEH3UBHOrO 3((dekra pexumM HO3UpPOBAaHUS MOXKET OBITh H3MEHEH Ha
MHCTWUISIMU TUMOJIoJia B KoHIeHTpauuu 0,5 % mo 1 kamse B KaxIblii MOpaKeHHbIN r1a3 2 pasza B
JICHb.

[Ipu mepexone Ha Tepanui0 TUIOTEH3UBHBIM IpemaparoM Jpyrod rpymmsl (He Ha Oerta-
aapeHo0I0KATOPBI) MPOJOIDKAIOT WHCTHWIISIIUN paHee HAa3HAUYEHHOTO Mpernapara ¢ J00aBlieHHEeM
MHCTWUISIMU TUMOoJIoa B KoHIeHTpauuu 0,25 % mo 1 karuie B Kaxablii MOpaKeHHBIN TJ1a3 2 pa3a B
neHb. Ha cienyromuii IeHb OCYILIECTBIISETCS OTMEHA paHee MPUMEHSEMOIo JICUCHHUS U Teparus
MPOJOHKAETCS TUMOJIOIOM.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

Kamnenab. Bocnons30BaThCd KOHTAKTHBIMH JIMH3aMHM MOKHO CITYCTHA 15 MHHYT IIOCJIC 3aKallbIBaHU
Kariclib.

4.3. [IpoTuBONOKA3aAHUS

- T'unmep4yBCcTBUTENHHOCTh K THUMOJIONY WM K JIIOOOMY U3 BCIIOMOTATEIIbHBIX BEIIECTB,
MEepEUYUCIICHHBIX B pazzaene 6.1.;

- bBponxuanpHas acTMa WM JpyTHE TSKEIbIE XPOHUYECKUE OOCTPYKTUBHBIC 3a00JIeBaHUS
JBIXaTENbHBIX MMyTeH (B TOM YUCIIE B aHAMHE3E);

- CuHycoBas Opaaukapus;

- AtpuoBentpukyispHas 6mokana [I-1II crenenn 6e3 HCKYCCTBEHHOTO BOAUTENSI PUTMA;

- JlekoMneHCUpOBaHHAs XPOHUYECKAsl Cep/ieuHas HEI0CTaTOUHOCTh;

- Kapauorenuslii mok;

- Cunzapom c1aboCTH CHHYCOBOTO y3I1a;

- CuHoaTtpuasibHas OJ0Kaja.

4.4. OcoOble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUN

C 0CTOPOKHOCTBLIO

Y OONBHBIX C JIETOYHON HEIOCTATOYHOCTHIO, TSKEIOW IepeOpOBACKYIISIPHOM HEAOCTaTOYHOCTHIO,
XPOHUYECKOU CEPJIEYHOM HEOCTATOYHOCTHIO B CTAJIMU KOMIIEHCALIMH, apTEPUAIBHON THIIOTEH3HEMN,
caxapHbIM AUA0ETOM, THIOTIUKEMHEH, THPEOTOKCUKO30M, MUACTEHUEH, CHHIpOMOM PeiiHo, mpu
OJTHOBPEMEHHOM Ha3HAYEHUU JIPYTUX OeTa-aapeHO0I0KaTOPOB.

C 0c000ii OCTOPOKHOCTHIO Ha3HAYATh HOBOPOXKJACHHBIM M HEJIOHOIICHHBIM JIETSIM.

Oco0ble yKazaHus

Kak wm papyrme o¢rampMonorndyeckiue JeKapcTBEHHBIE IIperapaThl, THUMOJOJ IOJBEpraeTcs
CHCTEMHOI abcopOIuu.

[lpp mecTHOM mnpHMeHeHHH [3-aApeHOOJIOKATOPOB MOTYT BO3HHMKATh TE€ JKE€ HEKelaTelIbHbIe
PEaKIiy, 4TO U MPU UX CUCTEMHOM NPUMEHEHUH. YacToTa pa3BUTHs CUCTEMHBIX HEXeNlaTeIbHBIX
SIBJICHUI TPH IPIMEHEHNH OeTa-aipeHOOIOKaTOPOB TSI MECTHOTO MTPUMEHEHUS B O()TaIbMOIOTHH
HIDKE, YeM TpU IPUMEHEHHUH NMEepopalbHbIX (opM OeTa-aapeHo0I0KaTopoB. Mephl 10 CHUKEHUIO
CHUCTEMHOM abcopOIuu npeicTaBiIeHbl B pa3ene «Crnocod MpuMEeHEHUS U J03bI.

Hapywenus co cmoponwvl cepoya

HeobxomuMocTh TpoBeneHUsl Tepanuu OeTa-aApeHOOJIOKaToOpaMyd y TAIMEHTOB C CEPJEYHO-
COCYIUCTBIMH 3200JIeBaHUSIMHU (CepAeyHast HEAOCTaTOYHOCTh, cTeHOKapaus [IpuHiMeTana) nomkHa
OBITh TILATEIBHO OLEHEHAa C PAacCMOTPEHHEM BO3MOXXKHOCTH INPUMEHEHHUS IPenaparoB APYrux
dapmakoTepaneBTHUeCKUX rpynn. Heo6XoauMo oCcyIecTBIsATh MOHUTOPHHT COCTOSHUS ITALlUEHTOB
C CEpIEYHO-COCYAMCTBIMU 3a00JIEBaHUSIMHU JUIsI CBOEBPEMEHHOIO BBISBICHUS CHMIITOMOB
YXYIIICHUs] TEYCHUs YKa3aHHBIX 3a00JIeBaHUM M pa3BUTHs HEXeJaTelNbHbIX peakuuil. B cBs3u ¢
OTPHLIATENIbHBIM BIMSIHUEM Ha BpEeMs IPOBEAEHUS CIEAYET ¢ OCTOPOXKHOCTbIO NMPUMEHATH OeTa-
a/IpeHOOJIOKATOPBI B TEPANUU MALMEHTOB C aTPUOBEHTPHUKYIISIpHON Onokanoit I crenenn. Teuenue
CepACUHON HEJOCTaTOYHOCTH JOJKHO OBITh CKOMIIEHCHPOBAHO 10 Hayaja TE€PANUU THUMOJIOJIOM.
[ManeHTsl ¢ TSHKEIBIMH CEpIEUYHBIMU 3a00JICBaHUSMU JOJDKHBI HAaXOAUTHCS TOJ TIIATEIbHBIM
HaOJIIOZIGHUEM [UIl CBOEBPEMEHHOTO BBISBICHHS CEpJEUYHOW HEIOCTaTOYHOCTH C KOHTPOJIEM
4acTOThI CEPJICUHBIX COKPAILIEHUH.

Hapywenus co cmoponwl cocyoos

Crnemyer coOmIOIaTh OCTOPOKHOCTH MpPH HA3HAYCHHWH OeTa-apeHOOIOKATOPOB MAaIlMEHTaM C
TSOKETBIMHU HapyIICHUSIMU Tiepudepruyeckoro kpoBooOparieHus (Tsokenbie hopmbl Oose3Hu PeliHo
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u cu"apoma Pelino).

Hapywenus co cmoponul opeanog ovixanus

NmeroTcst cooOmieHuss 0 HapyLIIeHUAX CO CTOPOHBI OPIraHOB JbIXaHWs, BKJIIOYash CMEpPTh OT
OpoHxocma3Ma y TaIMeHTOB C OpPOHXWAIBHOM acTMOH, MpHU TPHUMEHEHWHW HEKOTOpPHIX OeTa-
aIpeHOOIOKATOPOB JIJIsI MECTHOT'O IIPUMEHEHUS B O TAIIbMOJIOTHH.

[TpuMeHeHre TUMOJI0JIa TOJIKHO OCYIIECTBIIATHCSA C OCTOPOKHOCTHIO MAllMEHTaMU C XPOHUYECKON
OOCTPYKTHBHOHN OOJIE3HBIO JIETKHX JIETKOW M CpeAHEW CTENeHH W TOJBKO B TOM Cllydae, €Cid
IpeJoiaraeMas roJib3a MpeBbIIaeT BO3MOXKHBIN PUCK.

T'unoznuxemus/caxapHuiii ouabem

Crnemyer ¢ OCTOPOKHOCTHIO Ha3zHauaTh OETa-aJipeHOOJIOKATOPHI MAIMEHTaM CO CKJIOHHOCTBIO K
CIIOHTAHHOM THUHIOTJIMKEMUU HWIH C J'Ia6I/IJ'H>HI>IM TCYCHUCM CaxapHOTO I[I/IaGGTa B CBA3U CO
CITOCOOHOCTBHI0 OeTa-apeH00I0KaTOPOB MACKUPOBATh CHUMITOMBI OCTPOM THUIOTIIMKeMUHU. beta-
aapeHo0JI0KATOPBI MOTYT MaCKHPOBATh CUMITTOMBI TUPEOTOKCHKO3a.

3abonesanus pocosuywl

Bera-anpeno0nokaTopsl UIs MECTHOTO MPHUMEHEHHS B OQPTaIbMOJIOIMH MOTYT IPOBOIMPOBATH
pasButHe cyxoctu ra3. CieayeT ¢ OCTOPOKHOCTBIO HA3HAYaThb TEPAIMIO IpenaparaMu dTOU
TPYMIIBI TAIUEHTaM C 3a00JICBaHUSIMUA POTOBUIIBI.

Jlpyeue bema-aopenobrokamopwi

BnusHue Ha  BHYTpUIVIa3HOE JIaBJICHHE W M3BECTHBIE MposABICHHs  Onokanel  Oera-
aIpeHOPELENITOPOB MOTYT YCHIMBATHCS Y HAMEHTOB, KOTOPHIC MOJYYalOT TUMOJION B JOIOTHEHHE
K CUCTEMHOH Tepanuu Oera-agpeHoOnokaTopamu. OTBET Ha TUIOTEH3UBHYIO TEPAMUIO THMOJIOIOM
y TaKMX MAIEHTOB JOJDKEH THIATEIIEHO KOHTPOINPOBATHCHL.

He pexomeHnayercss COBMECTHOE Ha3Ha4deHHE JABYX O€Ta-aJpeHOOJOKAaTOpOB JJsi MECTHOI'O
npuMeHeHus B odraneMonornu. OTMEHanoch pa3BUTHE BBICBIIAHWN W/WIM CHHIPOMA «CYXOTO)»
rinasa Ha ¢poHe Tepanuu Oera-aapeHoOokaTopamMu. CoolIeHus 00 3MKU30/1aX Pa3BUTHUS YKa3aHHbBIX
MU3MEHEHUH €AWHUYHBI, B OOJBIIMHCTBE CIy4aeB HaONIONAIOCh OOpaTHOE pa3BUTHE CHMITOMOB
npu oTrMeHe Tepanuu. Heo0XoauMo paccMOTpeTb BO3MOKHOCTh TPEKPALICHUS HPUMEHEHHUS
npernapara B Cilydae OTCYTCTBHS JIPYTHX NMPHYHMH JUIS PAa3BUTHS BBIICYHOMSHYTBIX COCTOSHHM.
OtmeHa Tepanuu 6era-aapeHo0I0KaToOpaMH OCYIIECTBIISIETCS TOCTENIEHHO.

Omcnotika cocyoucmoti 060104Ku

OTMmeyanuch Ciay4ad pa3BUTHS OTCIOMKH COCYAMCTOW OOOJOYKM y MAIMEHTOB, MOJIYYaIOLIHX
TUIMOTEH3UBHYIO TEpAINUIO, HAMPABICHHYI0 Ha CHIKEHUE BBIPAOOTKU BHYTPUIJIA3HOW >KUIKOCTH
(TMMOJION, aleTa30JaMHI) B IOCICONEPALMOHHOM IEPHOJAE ONepaluii Mo YIYYLIICHHIO OTTOKA
BHYTPUIJIA3HON KUJKOCTH.

HHmpaonepauummaﬂ anecmesus

bera-anpeHoOioKaTOpsl A1 MECTHOIO HPUMEHEHHMS B OQTAIbMOJIOIMH MOTYT OJOKHpPOBATH
ekt  OeTa-aIpeHOMUMETUKOB (HampuMep, aapeHaanHa). AHECTe3UOJIOT JOJKEH OBITh
IPOMH()OPMUPOBAH O TOM, YTO MALUEHT MPUHUMAET TUMOJIOJL.

TuMo0I XOpOIIO TEPEeHOCHJICS TAalMEHTaMH C TJIAYKOMOM, KOTOpbIe NPHUMEHSIOT OOBIYHBIC
JKECTKHE KOHTAKTHBIC JHMH3bL. M3ydeHus NpuMeHEeHUs TUMOJIONA Yy MALMEHTOB, HCIOJIB3YIOINX
KOHTAKTHBIE JIMH3Bl M3 MHOTO MarepHaja, KpoMe IMOJIMMETUIMETAKpUIIaTa, MCIOIb3yEMOIO s
IIPOU3BOJICTBA JKECTKUX KOHTAKTHBIX JIMH3, HE IPOBOJUIIOCH.

OCHOBHBIM NATOT€HETHMUYECKUM AaCHEKTOM JIEYEHMsI 3aKpBITOYIOJbHOM IJIAYKOMBI SIBIISIETCS
OTKpBITHE YyIyla MepeaHed Kamepbl. OTOT 3()(EeKT OCyIIeCTBISIETCs MPHU CY)KEHUH 3padka ¢
[IOMOILBI0 MUOTHKOB. THMOJION HE OKAa3bIBaeT BIMSHUA Ha pa3Mep 3padyka. B rumoreH3uBHOU
TEPaNUK 3aKPBITOYrOJbHOM TIJIAYKOMBI MPUMEHEHHE THMOJIOJa BO3MOXKHO TOJIBKO B COCTaBE
KOMOWHHUPOBAHHOH TEparuu ¢ MUOTUKAMHU.
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[aTojorTMy  (HampuMep, TPaBMATHYECKUX  IOPAKCHHWH, XHUPYPrUYeCKUX  BMELIATENBCTB,
UHQEKIIMOHHBIX 3a00JIeBaHUI OpraHa 3peHHs) HEOOXOIMMO KaK MOXKHO CKopee OOpaTHUThCs K
JeqanieMy Bpady Uil pelIeHUs] BOIIpoca O JaJbHEeWIIeM MPUMEHEHUH Tperapara B UCIOIb3YeMOM
NAalMeHTOM B HACTOsIIee BpeMs KOHTEWHEepe Ui MHOTOKPATHOTO JO3UPOBAHMS JIEKApCTBEHHBIX
IpernapaTroB IS MECTHOTO NPHUMEHEHUS B OQTaIbMOJOTHH. MMeroTcs cooOlmeHus o pa3BUTHH
0aKTepHaIbHOTO KEPaTUTa, aCCOLMUPOBAHHOTO C MPUMEHEHUEM KOHTEHHEPOB JJIi MHOTOKPAaTHOTO
JI03WPOBAHNS JICKAPCTBEHHBIX MIPENapaToB Uil MECTHOTO IPUMEHEHHS B O()TaTbMOJIOTHH.

Anagpunaxmuueckue peaxyuu

[IpumeneHne THMOIIOIIA MTAIIMEHTAMH C aTONUEH MM TSDKEJBIMHU MATOJIOTHYECKHMH PEaKLIUsIMH Ha
pa3MyHbIe aJUIEpTeHbl B aHaMHE3¢ MOXET CIPOBOLIMPOBATH OoJiee TSKENbIe peakMi B OTBET Ha
BBE/ICHHE PA3JIMYHBIX AJUIEPIeHOB. TakWe IMAlMeHThl MOTYT clabo pearupoBaTh Ha BBE/ICHHE
OOBIYHBIX 7103 SNHHE(YPUHA I KyTHPOBAaHUS aHA(UIAKTUIECKUX PeaKIuil.

BcnoMorarenbHEIC BEMIECTBA

[Ipenmapatr Tumomnon comepXUT OEH3ATKOHUS XJIOpUJ. beH3amKOHHS XJIOpUI MOXKET pa3Apa)karh
rinaza. M30eraiiTe KOHTakTa ¢ MSATKMMU KOHTaKTHBIMM JUH3aMu. llepen mpuMeHeHHeM CHUMHTE
KOHTAaKTHBIC JIMH3BI U HE paHee, yeM uepe3 15 MUHYT HaJIeHbTe UX 00paTHO.

B cBs3u ¢ HanmuuumeM B cOCTaBe Iperapara KOHCEpBaHTa OEH3AJIKOHHS XJIOPHAAa BO3MOXHO
pa3BUTHE TOYEYHOM WM SA3BEHHOM TOKCHYECKOW KEpaTONmaTUX NPHU JJIUTEIBHOM IMPUMEHECHUU
npenapara HaleHTaMHu C COMYTCTBYIOIIMMHU 3a00JI€BaHUSMU POTOBHIIBI U CHHAPOMOM «CYXOTO»
riasa. TpeOyercs TIaTenbHbIM KOHTPOIh COCTOSIHUSI POTOBUIIBI B TIEPUO/ JICUCHUS TTPETIapaTOM.

CTH

HeobGxomuMo mnpexynpeauts poauTeneil peOeHkKa, MOIYYarolero JIEYeHWE THUMOJIOIOM, YTO
npenapaTr HeoOX0JIMMO OTMEHUTH B Cllydae pa3BUTHs y peOeHKa MOOOYHBIX SBJICHHM, B YaCTHOCTU
Kallls ¥ YMXaHusi. B CBA3M C BO3MOXKHOCTBIO pa3BUTHs y peOCHKA HApyIIeHUH (PYHKIIUH IbIXaHUS,
B TOM YHCJIE allHOd, HEOOXOIUMO COOJII0/IaTh UCKIIOYUTENbHYIO OCTOPOKHOCTh MPU MPUMEHEHUN
TUMOJIOJIa Y HOBOPOXIEHHBIX, MJaacHueB u Jnereil. Ilpu mnpuMeHeHum TuMosona Yy
HOBOPOXKICHHBIX TPeOyeTCsl MPUMEHEHUE MOPTATUBHOTO alTHO3-MOHUTOPA.

4.5. B3aumopneiicTBHe C [JPYrHMH JIeKADCTBEHHbIMM IIpenaparaMM W [pyrue BH/bI
B3aNMOJAEHCTBUSA

CoBMecTHOE TPHMEHEHHE THMOJOJa C JSNUHeQPUHOM, NIIOKAPITHMHOM, CHUCTEMHBIMH OeTa-
azpeHo0J0KaTOpaMu MPUBOJUT K YCUJICHUIO TUIIOTEH3UBHOTO JIEHCTBUS MOCIIEIHUX.
OnHOBpEeMEHHOE MPUMEHEHHE C TTIa3HBIMH KAIUTSIMH, COACPKAIIUMU STTUHE(PUH, MOXKET PUBECTH
K MUJpUa3zy.

YcunuBaer AelicTBHE MHOPEIAKCAHTOB U OOIIMX aHECTETHKOB (3a 48 4acoB mepen MpOBEACHHEM
oOmeld aHecTe3W, B T.4. ¢ NPUMEHEHHEM TMepu(EPUIECKUX MHUOPETAKCAHTOB, HEOOXOIUMO
MPEKPATUTH TIPUEM TIperapara).

bema-aopenobnoxamopwi

VY nauueHToB, IPUHUMAIONINX OeTa-aJpeH00I0KaTOPl BHYTPh U TUMOJIOIN B JIEKAPCTBEHHOH Gopme
KaIUll TJIA3HBIE, CIIEAYeT KOHTPOJHMPOBAaTh CHUCTEMHBIE M MECTHBIC PEaKIHu, OOYyCIOBICHHBIC
O50kaoi 6era apeHOPELEHTOPOB.

IIpoussoomnwvie oueuoponupuoura

[IpousBoaHbIE AWTHIPONUPUANHA, TaKWe KaK HUQPEIWNUH, MOTYT HPUBOAUTH K Pa3BUTHUIO
THIOTCH3WH, B TO BpeMs Kak BepamaMmil | JWITHAa3eM CIOCOOCTBYIOT —HApYIICHHUIO
aTPUOBEHTPUKYJIIPHOIO IIPOBENCHUS U PA3BUTHUS JICBOKEIIYA0YKOBOM CEPACUYHON HEJOCTATOYHOCTH
MIPU COBMECTHOM MPUMEHEHHH ¢ OeTa-0JI0KaTopamu.
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E]ZOKGmOpbl «MeONeHHbIXY KaJIbYUeBeblX KAHAN06

BBuly MOTEHIMAIBbHBIX HapYIIEHUH aTPUOBEHTPHUKYJSPHOTO IPOBENEHUS, JIEBOKEIYI0UKOBON
HEIOCTaTOYHOCTH M CHWXKeHuss AJl onHOBpeMEHHOE TNpuUMEHEeHue OeTa-aapeHo0I0KaTOpPOB,
BKJIOYasi TUMOJION, U OJIOKATOPOB MEMJICHHBIX KaJbIUEBbIX KaHAJOB (IJi1 MpuUeMa BHYTPb WU
BHYTPUBEHHOI'O BBEJIEHHUS) CJIEAYET OCYIIECTBIATh C OCTOPOXXKHOCTBIO. Y TAalMEHTOB C
HapylleHneM (PYHKIHMH cepAlla OJHOBPEMEHHOE NMPUMEHEHHUE yKa3aHHBIX TPYII MpenapaTtoB He
peKoMeHAyeTCsl.

Cumnamonumuxu

[Ipu onHOBpEeMEHHOM NPUMEHEHUH OeTa-aApeHOOIOKaTOPOB W CHMIIATOJIMTHUKOB, HalpUMep,
pe3epnuHa, 3a MAIMEHTaMH CIEAYyeT YCTaHOBHUTH TINATEIbHBIH KOHTPOJIb BBUAY B3aUMHOTO
ycuneHus ux 3¢dexroB, cHmwxkeHnus AJl w/uiam BBIpaXKEHHON OpaauKapIuu, KOTOpPhIE MOTYT
IPUBECTH K BEPTUTO, CHHKOIIAIbHOMY COCTOSIHUIO U TIOCTYPAJIHON TUIIOTCH3HH.

Cepoeunbie enuKo3udbl

OpnHoBpeMEeHHOE MPUMEHEHHE OeTa-aApeH00I0KATOPOB U CEPACUHBIX MIMKO3UI0B MOKET PUBECTU
K HapyLIEHUIO aTPUOBEHTPUKYJIIPHOTO NTPOBEIEHUS.

Hneubumopwt uzogpepmenma CYP2D6

OnHOBpeMEHHOE TpPUMEHEHHE TUMoJiona ¢ uHruoutopamu usodepmenta CYP2D6 (nampumep,
XWHU/NH, CEJICKTHBHbIE WHTHOMTOPHI OOpaTHOrO 3axBaTa CEPOTOHMHA) MOXKET TPHBECTH K
YCUJICHHIO 0JIOKa/Ibl O€Ta-aIpeHOPELEITOPOB (B TOM YHCIIE YPEKEHUIO PUTMA Cep/lia, JCTPECCUN).

Knonuoun

Bera-anpenoOnokaTopsl Uis NpuUeMa BHYTPb MOTYT YCYIyOHTh «PHUKOLIETHYIO» THIIEPTEH3HIO,
KOTOpasi MOXXET BO3HHUKHYTh IIOCJIE OTMEHbl KIOHHMAWHA. CBenmeHus 00 ycyryOueHHH
«PUKOILIETHOI» TMIEPTEH3UN Ha (OHE NMPHUMEHEHUS TUMOJIOJAa B JICKAPCTBEHHOUW (hopMe «Karuiu
TJIa3HBIC» OTCYTCTBYIOT.

Heiipompleynas 610kajna, BbI3BaHHAS TYOOKYpapHHOM, MOXET OBITh yCcWJIeHa JeicTBHeM Oeta-
aZpeHOOIOKATOPOB.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTAUMS

bepemeHHOCTD

Hamexarie 1 XOpomio KOHTPOJIHPYEMbIE MCCIEIOBAHUS MPUMEHEHHsI TUMOJIONA Y OepPeMEHHBIX
JKEHIIUH HE MPOBOAWIUCH. THMONON cieayeT MPUMEHATh B MEPHOJ OEpEeMEHHOCTH TOJBKO MpPH
OTCYTCTBHH allbTEPHATUBHBIX METOMOB JjieueHUs. CBEICHHS O Croco0ax CHIDKEHHsS adcopOuuu
npeJcTaBieHsl B pasnene «Crnocod NpUMEHEHUs U 103bD».

I[lo pesynbraTaM 3OUAEMHUOJOTHYECKUX HMCCIEAOBAHUM PUCK BO3HUKHOBEHHUS aHOMAJIAN
BHYTPHYTPOOHOTO pa3BUTHS HE OOHAPYKEH, OJHAKO OeTa-aJpeHOOJIOKATOPHI MPHU MPUEME BHYTPb
MOTYT 3aMeJUIATh BHYTPUYTPOOHOE pa3BUTHE II0Ja. BO3MOXXKHO MpPUMEHEHHE TNpernapara mpu
OepeMeHHOCTH, €ClI OKUJaeMast 1oJjib3a JAJIs MaTepy MPEBBILIAET MOTEHIMATBHBIA PUCK AJIS IUI0AA.
Ecnu neyenue mpemnapaTroM HMPOBOIUIOCH HETOCPEACTBEHHO IMEpEe] podaMu, TO HOBOPOXKICHHBIC
JOJKHBl HAaXOAWUTHCA TOJ TUIATENbHBIM HAOMIOJIEHUEM B TEUYEHHE HECKOJIbKHMX JIHEH Mocie
pOXKIECHHUS.

JlakTamus

Tumonon mpoxoAuT depe3 IUIALCHTAPHBIM Oapbep M MOCTymaeT B TIpynHoe Moioko. Ilpu
HEOOXOIMMOCTH Ha3HAueHWsl Ipernapara B IEpPUOJA JIAKTallUM CIEAyeT IpepBaTh TIPyJHOE
BCKapMJIMBaHUE.
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MEXaHU3MaMH

JlekapCTBeHHBIM TMpenapaT OKa3bIBAeT BIMSHUE Ha CIIOCOOHOCTH YIPABIATH TPAaHCHIOPTHBIMU
cpenctBamMu M paboTaTh C MexaHM3MaMu. Ilocie TIpuMeHEHMsI TmperapaTta BO3MOXKHO
TOJIOBOKPY)KEHHME, AWIUIONUS, ITO3, a TaKK€ BPEMEHHOE CHIKEHHE YETKOCTH 3pPUTEIBHOTO
BOCIIPUSTHS, U IO €€ BOCCTAHOBJICHHSI HE PEKOMEHJIYETCSl YIPABIATh aBTOMOOMJIEM M 3aHUMATHCS
ACATCIbHOCTBIO, TPGGYIOH_IGI\/'I IIOBBIIIICHHOI'O BHHMAHHUA U BBICOKOﬁ CKOpOCTI/I HCI/IXOMOTOprIX
peaKuuii.

4.8. HexxennaTesibHbIE peaKIUU

Pe3roMe HexxenaTeabHbIX PEAKIINN

HexxenarenbHble peakuuu, BO3HHUKIIME TIOCiIe MpuéMa BHYTPh THUMOJOJa M JApyrux Oera-
aIpeHO0JIOKAaTOPOB, MOTYT paCLlEHUBAThCSl KaK MOTEHIMAJIbHbIC MOOOYHBIE pEaKIUM M Ui
IpenapaToB TUMOJIONA B JIEKAPCTBEHHOM (hOpMe Karliu Iia3HbIe.

Hescenamenvnvle peakuyuu, ceéed0eHus o0 KOMOPHLIX OblLlU NOAYYEHbl 8 X00€ KIUHUYECKUX
UCHBIMAHUIL U NpU  NOCHMAPKEMUHZ080M HAONI00eHUU JIeKAPCMEEHHbIX NPEnapamos
MuMOo01a 8 1eKAPCMEEHHOU hopme Kaniu 2na3Hule.

Yacrora moO0uHBIX 3((EKTOB, BBIABICHHBIX Kak B XOJA€ MCCIEJOBaHUH, TaKk U TIpH
MMOCTMApPKETHHIOBOM HAOJIOICHHUH, OLICHUBAJIACH CIICIYIOIIUM 00pa3oM: oueHb dacTo (>/10); yacto
(>1/100 mo 1<10); mewacto (1/1000 mo <1/100); peaxo (>1/10000 mo <1/1000); odeHb pemxo
(<1/10000), yacToTa HEM3BECTHA (HA OCHOBAHWY UMEIOIIMXCS TAHHBIX OIEHUTh HEBO3MOJKHO).

Co cmopoHbl UMMYHHOU cucmembl
YacToTa HEHW3BECTHA: CHCTEMHBIC QJUICPIHUYECKHE  pEaKkIUH, BKIOYas aHa(UIaKCHIO,
AHTHMOHEBPOTUYECKUH OTEK, KPAITMBHUILY, MECTHYIO WJIM T'€HEPATU30BAHHYIO CHIMb, 3Y/I.

DHOOKpUHHBLE HAPYWEHUS.
YacTtoTa HEH3BECTHA: CYGKJII/IHI/I‘IGCKOG TCYCHUC TUIOIIIMKECMHUHN Yy MAlUCHTOB C CaXapHbIM
nuabeTom (cM. pazaen «OcoOblie yKa3aHus).

Tcuxuueckue napyuwenus
Penxo: nenpeccus
qaCTOTa HCHU3BCCTHA.: 6GCCOHHI/II_[a, HOTepH IHaMsATH, KOH_IMapHI:IG CHOBUICHUSI.

Hapywenus co cmopoHbl HepsHOU cucmembl

Heuacro: rOJIOBHAS 001b, JTUCTEB3US (McKkaxkeHue BKYyCa).
Penko: UIIEMUS TOJIOBHOTO MO3ra, TOJIOBOKPY)KEHHUE, MUTPEHb.
UactoTa HeW3BeCTHA: HaApYIICHHE MO3TOBOTO KpPOBOOOpalieHUs, OOMOpPOK, IapecTe3uH,
TOJIOBOKPY)KEHUE, YCYT'YOJICHHE TCUCHHSI MUACTCHUU gravis.

Hapywenus co cmoponwl opeana 3penus

YacTo: 3aTyMaHUBaHHWE 3pEHHs, OO0JNb B TJa3aX, MOKEHHE W 3yI B Tja3ax, AUCKOMQOpPT B Tiaszy,
KOHBIOHKTUBAJIbHAA NHBCKIIUA.

Heuacto: OnedapuT, TOUEUHBIH KEpaTHT, KEPATUT, KOHBIOHKTUBUT, HPHUT, IHUIUIONUS, SPO3HUS
POTOBUIIBL, S3Ba POTOBUIIBI, CIE30TCUECHUE, CBETOOOS3HB, OIYIIICHUE «IIECKa» B TJla3ax, OTEK BEK,
OTEK KOHBIOHKTHBBI, IITO3.

PGI[KOI YBCUT, ABOCHUEC B rja3ax, IINTMEHTauA POroBHUIIbI, opuTrcMa BCK.
YacToTa HEM3BECTHA: CHUKCHHUE YyBCTBUTEILHOCTH POTOBHUIIBI, OTCIOWKA COCYAMCTOW 00OJIOUYKH B
[IOCJICONIEPALIUOHHOM IIEPUOJAE ONEPALMM 110 YIYy4YLUIEHUIO OTTOKAa BHYTPUIVIA3HOM >KUIKOCTH
(cm. paznmen «OcoObie yKazaHUs).

Hapywenus co cmoponul opeana cnyxa u rabupunma
YacroTa HEM3BECTHA: 3BOH B yIlIax.
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Hapywenus co cmoponwvl cepoya

HewacTo: Opagukapaus.

Penxo: nngapkr Muokapaa.

YacToTa HEM3BECTHA: OCTAaHOBKA CEpAla, ATPUOBEHTPHKYIAPHBIH OJOK, apuTMHS, YdYalleHHOE
cepaueOreHne, 3acToitHas cepaeyHast HeAOCTaTOYHOCTb.

Hapywenus co cmoponwl cocyoos

Heuacto: runotonus.

Penko: cHuXeHUE WM TOBBINIEHUE apTEPUAIBHOTO JaBJICHUS, IEPEMEXKAIOIIAsACS XpOMOTA.
Yacrora Hen3BecTHA: CUHAPOM PeliHo.

Hapywenus co cmoponvl OvbixamenvbHOU cucmemsl, Op2aHO8 2pPYOHOU KIeMmKU U CpedoCHeHuUs]
Heuwacro: apixarenpHasi HEIOCTATOYHOCTb, OJIBIIITKA, OPOHXUT.

Penxo:  Oponxocmasm  (HIpEeMMYIIECTBEHHO Yy  MAUMEHTOB € YyX€  HUMEIOIIUMUCS
OpOHXOCIACTMYECKUMHU COCTOSIHUSIMHU), Kallellb, 3aJI0)KEHHOCTh HOCa, WHQEKIHH BEPXHHUX
JbIXaTEJbHBIX ITyTEH.

Hapymenuﬂ CO CMOPOHbL mceﬂydouHO-KumeuHoeo mpaxkma

Heuacro:
Penxo: jgucnencus, CyxXoCTh CIM3HCTOM OOOJOYKM TOJOCTH pra, OOIM B  KHUBOTE.
YacroTra HeM3BeCTHA: TOIIHOTA, PBOTA, TUAPEs], PETPONIEPUTOHEATBHBIN (PUOPO3.

Hapywenus co cmopoHwvl Kodcu 1 NOOKOHCHBIX MKAHELl
Penxo: otek nuia, sapurema.

YacToTa HEW3BECTHA: IICOpUA3 WIM YXYIUIEHWE TEUYEHUs Icopuasa, JOKAJIM30BaHHAs ChIIlb,
aJIoNELH.

Hapywenus co cmopoHnvl MbluieyHot, KOCMHOU U COeOUHUMENbHOU MKAHU
YacToTa HEeM3BeCTHA: apTpoIaTHs, 00JIb B MBIIIIAX, CHCTEMHAsl KpacHasi BOJTYaHKA.

Hapywenus co cmopoHvl penpoO0yKmusHoU cucmembl U MOJIOYHBIX HCele3
YactoTra HEW3BECTHA: CEKCyalbHas TUCHYHKIMS (BKJIOYAs WMIIOTEHIMIO), CHIDKCHHE JHOHIIO,
6one3nb [leiiponn.

Obwue napyuwienus u peakyuu 6 mecme 66e0eHUs.
YacToTa HEU3BECTHA: aCTEHUS/yCTaIOCTh, O0Ib B TPYIH.

Hescenamenvnule nexkapcmeennvle peakyuu, 603HUKAGUINE NOCe NPUEMA MUMOIONA U OPY2UX
f-aopenobrokamopos eHympo

Hapywenuss co cmopoust kposu u aumgpamuyeckou cucmemvl. HETPOMOOIMTONIEHUYECKAsI
ypIypa, TPOMOOLIUTOIIEHUYECKas Iy pITypa, arpaHyI0LUuTO3.

Hapywenuss co cmopoubl  UMMYHHOU  cucmembl: SpUTEMaTO3Has  Chblllb, JINXOPAJKa,
COTPOBOMKAAOIIASCS OOJIBIO B TOPIIE, TAPUHTOCIIA3M, COMTPOBOKAAOIIUNCS AUCTPECC-CUHIPOMOM.

QHOOKpuHHble Hapyuiterus. TUIICPIIUKEMUS, THIIOTTITUKEMUS.

Icuxuueckue napywenus: oOpaTUMOE YTHETEHHWE MEHTANbHBIX (YHKIMH, TMPOTrpecCUpyroIlee 10
KaTaTOHMM; OCTPHIA OOpaTUMBII CHHAPOM, XapaKTEPU3YIOIIMICS HApyIIEHUEM OpUEHTAIMH BO
BPEMEHH ¥ TIPOCTPAHCTBE, OMOLMOHAIBHON JTaOMIBHOCTHIO, HEKOTOPHIM 3aTPYAHCHHEM
BOCTIPUATHS U CHI>KEHHOM CITOCOOHOCTHIO BBHIMOIHATH HEMPOTICHUXOJIOTUYECKUE TECTHI.

Hapywenus co cmoponvl HepeHoii cucmembl. BEPTUTO, CHIYKEHNE KOHLIEHTPAIlM BHUMAHMSL.
Hapywenus co cmoponwl cocyoos: ycyry0ieHue apTepuaibHOR HEAOCTATOYHOCTH, Ba30AUIaTaIIMS.

Hapywenua co cmopouvbi  OvixamenvHou — cucmemvl, OpeaHO8  2pPYOHOU  KIemKu U
cpedocmenusi; XPUIIbl, OpOHXUATIbHAS OOCTPYKITHS.
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TpoMO03 ME3EHTEPHATBHBIX apTEPUM, HIIIEMUYECKUNA KOJIUT.
Hapywenus co cmoponul neuenu u scenueplo0auux nymeli.: renaToMeranus.

Hapymenuﬂ CO CMOpPOHbL KOJHU U NOOKOJNCHLIX MKAHEL. 3yd, pasapaXKCHUEC KOXKH, IMOBBINICHHAA
MNUTMCHTAalusA, ITIOTIMBOCTD.

Hapywenus co cmoponvl mbluieuHou, KOCMHOU U COeOUHUMENbHOL MKAHU: apTPAITHsL.
Hapywenus co cmopoHvl nouex u Mouesvbl800sAuWux nymeil: 3aTpyAHEHNE MOUCUCITYCKAHHSL.

Obwue napywenus u peakyuu 6 mecme 66edeHus: 001b B KOHEUHOCTSX, CHU)KEHUE TOJIEPAHTHOCTH
K (PM3NYECKUM Harpy3kam, CHHXKCHHE MacChl Tela.

CooO1uieHne 0 MoJ03peBaEMbIX HEKeJIaTeNIbHBIX PeaKIUsIX

BaxHo coo0marh O TMOJ03PEBAaEMbIX HEKENATENBHBIX pEeakIHsIX IOCiIe PEerucTpanuu
JEKapCTBEHHOr0  Mpemapara ¢ LeJdbl0  00ecredyeHHsl  HEMPEpbIBHOTO  MOHUTOPUHTA
COOTHOIIIEHUSI «II0Jb3a — PHUCK» JIEKAPCTBEHHOrO0 Tpernapara. MEIUIMHCKUM pa0OTHUKAM
peKOMEeHAyeTCsl CcoOo0IIaTh O TOAO03PEBAEMBIX HEXKENATENbHBIX PEAKIUSAX JIEKapCTBEHHOTO
nmpenapara ucpes HalmTMOHAJIbHBIC CHCTCMBbI COO6H_I€HI/I}I (0] HEXKEIIAaTCIbHbBIX pCaknuiax
roCyIapcTB — 4J€HOB EBpa3uiickoro 5KOHOMHYECKOIO COK03a.

Poccuiickas @eoepayus

denepanbHas cinyx0a 1Mo Haa30py B chepe 31paBoOOXpaHEHUS

Anpec: 109012, r. Mocksa, CriaBsiHCKasl miiomaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnexTponHas noyra: pharm@roszdravnadzor.gov.ru unu npr@roszdravnadzor.gov.ru
Caiit B nHGOPMAIIMOHHO-TEJIEKOMMYHUKAIIMOHHOM ceTH «HTepHeT»:
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CHUMOTOMBI

Hmerorcst cooOuieHus: 0 HeMpeIHaMEepPeHHON Mepeo3UpOBKE TUMOJIOIa C Pa3BUTHEM CHCTEMHBIX
peakIyif, aHAJIOTWYHBIX TAKOBBIM IIPU CHUCTEMHOM NPUMEHEHHH OeTa-aJpeH00I0KaTOPOB:
TOJIOBOKPY)KEHHE, TOJIOBHAas 0OJb, OJBINIKA, OpaguKapiusi, OpOHXOCMa3M, OCTaHOBKa CEplla,
ocTpasi cepieuHasl HeJ0CTaTOYHOCTh, apTepHalibHasl TUIIOTEH3Us (cM. pa3zen 4.8).

JleueHue

[Ipu nepeno3upoBke HEOOXOAUMO MTPOBEACHUE CIEAYIOINUX MEPOIPUSATHI:

1. Ilpu ciaydailHOM TpPOrJaThIBAHUU — MPOMBIBAHHWE >Kelyaka. M3BECTHO, YTO THUMOJOJ IIJI0XO
BBIBOAMTCS TP IUAIIH3E.

2. llpu pa3Butuu OpaauKapAuM PeKOMEHIOBAHO BHYTPHMBEHHOE BBEJCHHE aTpOMHHA CyibdaTa B
noze 0,25 mo 2 mr ans uHAYKUUU Onokazsl Omyxatomero Hepsa. Ilpu croiikoii 6paaukapanu
MOKa3aHO BBEJCHHE H3OMNpPEHAINHA THAPOXJIOpPHAAa C COOJIIOJIEHUEM OCTOPOKHOCTH. Ilpu
pedpakrepHoil OpaguKapIuM CIenyeT PacCMOTPETh BOMPOC 00 yCTAaHOBKE HCKYCCTBEHHOTO
BOJIUTENIS pUTMA.

3. Ilpu aprepuanbHON THUNOTEH3WH PEKOMEHIYETCsl BBEIEHHE CHMIATOMHUMETHUKOB, TAKUX Kak
JOTIaMUH, 100yTaMiH, HOpANUHE(PUH, IPH OTCYTCTBUH A (PeKTa — BBEACHHUE TIIIOKAroHa.

4. Tlpm OpoHxocmazMe HCIIOJIB30BaTh H3OMpPEHATMHA THIPOXJIOPHI, BO3MOXHO BBEJCHHE
aMUHO(UIITMHA.

5. Ilpu pa3BUTUM OCTPOM CEPACYHOM HENOCTATOYHOCTH PEKOMEHIIOBAHO HE3aMEIUTEIbHOE
BBEJICHUE TMpPENaparoB HANEPCTSAHKH W JUYPETHKOB, a TaKXe KHUCIOPOAOTEpanus, MpH
Hed(PPEKTUBHOCTH — BHYTPUBEHHOE BBEJCHHWE aMMHOQWIUIMHA. 3aTeM, MPU HEO0OXOAWMOCTH,
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BO3MO>KHO BBEJICHUE IIIOKAroHa. (MOCHEOOBATENEHOCTE 00017)

6. Ilpu pa3BuTHH aTPUOBEHTPUKYJISIPHOW OJIOKAIbl BTOPOM WIJIM TPEThEH CTEMEHU IOKa3aHO
BBEJICHUE M30MPEHAINHA THIPOXJIOPH/IAa WM YCTAaHOBKA HCKYCCTBEHHOTO BOJIUTENS PUTMA.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

®apMakoTepaneBTUYECKAs rpynna: CpEJICTBA, IIPUMEHSIEMbIE B oransmonoruy;
IPOTUBOTIAYKOMHBIE ITpenapaThl U MUOTHUYECKUE CPEJCTBA; OeTa-aApeHO0I0KATOPHI.
Kon ATX: SOIEDO1

MexaHusM aeiictus U dhapMakoaruHaMudeckre YO hEKTHI

Tumonon sBiseTcs HeCeNeKTUBHBIM [ — U Pr-agpeHoOnokaTtopoM. He obOnmamaer 3Hauumon
BHYTPEHHEN CHUMIIATOMUMETHUYECKOM, MPSMO YrHETAIONIEH MUOKApJ U MECTHOW aHECTE3UPYIOLIEH
(MeMOpaHOCTaOMIM3UPYIONIEH ) AaKTUBHOCTBIO.

[Tpy MecTHOM NMPUMEHEHHH THMOJIOJIA B JIEKApPCTBEHHOH (opMme Karuld TJla3Hble CHMKAETCS Kak
MOBBIIIIEHHOE, TaK M HOPMaJbHOE BHYTPUIJIA3HOE JABJICHUE 33 CYET YMEHbIICHHS 0Opa3oBaHUs
BHYTPHUTJIA3HOW KUAKOCTH. JleficTBUEe THUMOJIOJA MajieaTa peaju3yeTcs 3a CYeT OOpaTHMOro
CBSI3bIBaHHUA C O€Ta-aApeHOPELEenTOpPOM, YTO NPUBOIUT K WHTHOMPOBAHUIO €0 PEIeNTOPHOU
¢byHKMM 1 Onokane OMONOrMYEcKON CTUMYISLUU pPelenTopoB. B COOTBETCTBUM € yKa3aHHBIM
MEXaHU3MOM KOHKYPEHTHOTO AaHTaroHW3Ma MpPOUCXOMUT OJIOKaaa SHAOTEHHBIX W 3K30TE€HHBIX
CTHUMYJIOB, BO3JIEHCTBYIOIIMX Ha OeTa-aapeHopenenTopsl. biokaga Oera-aipeHOPEIENTOPOB MOXKET
OBITh KyNHpOBaHA MOCPEICTBOM MOBBIIICHUS! KOHIIGHTPALMU arOHUCTOB OeTa-apeHOPeLenTopOB,
YTO MPUBEAET K BOCCTAHOBICHHUIO (YHKIIUU PELENTOPHOTO arapara.

HetictBue npemnapata mposiBisieTcss yepe3 20 MUHYT MOCje 3aKanblBaHUS B KOHBIOHKTUBAJIBHBIN
MEIIOK. MakCUMaJlbHOE CHWXEHHUE BHYTPHUIJIQ3HOTO JaBJIE€HUA HAcTymaer d4epe3 1-2 4daca u
COXpaHsieTcs B Te4eHHE 24 4acoB.

B oTinune oT MUOTHKOB, TUMOJIOJN CHUXKAeT BHYTPUIJIA3HOE JIaBlIEHUE, HE OKa3blBas BIUSHHUS Ha
BEJIMYMHY 3pauka M akkoMojauuto. [Ipm mpuMeHeHHH THMOJIOJIa MALMEHTaMH C KaTapaKTou He
MPOUCXOIUT CHMKEHHUSI 3peHHusi, OOYCIIOBICHHOIO CYKEHHEM 3padyka W IOMNaJaHueM CBETOBBIX
Jy4ell Ha y4yacTKU MOMYTHEHHMs XpycTanuka. [Ipu nepeBose nanueHToB ¢ TMIIOTEH3UBHON TEpanuu
MHOTHKaMH Ha TEPaIruio TUMOJIOJIOM MOXKET BO3HUKHYTh HEOOXOIMMOCTh KOPPEKIMU pedpakiuu,
TaK Kak B OTCYTCTBUE TEPANMM MHUOTHUKAMU MPOUCXOJUT KYNMUPOBAHUE CUMIITOMOB CTUMYIISLIMU
nepudepudeckux M-xolumHopeuenTopoB. Ilpu ATUTENbHON Tepanuu THUMOJOIOM Y HEKOTOPBIX
MAIMEHTOB OTMEUEHO CHUKEHHE TUTIOTEH3UBHOTO A (eKTa.

CTH

JlocTymHBI OrpaHUYCHHBIC CBEICHUSI 00 OMBITe MPUMEHEHUS TUMOoJoJa B KoHueHTpauuu 0,25 % u
0,5 % B pexume no 1 xamte 2 pas3a B 1eHb y JETEH.

B JIBOTHOM CIICTIOM PaHIOMU3UPOBAHHOM KIMHHYCCKOM HCCIICA0BAHUU ObLI1a
MIPOJIEMOHCTPUPOBaHa 3(PPEKTHBHOCTH THUMOJIOJNIA MPU €ro NMPUMEHEHHH KOPOTKHM KypCOM B
TUIIOTEH3UBHOH Tepanuu MH()AHTHUIEHONW U IOBEHUILHON ()OPM BPOXKIAECHHOU TTIayKOMBI.

Bospact nereil, y4acTBOBAaBIIMX B HMCCIEAOBAHMHM, COCTaBWI OT 12 mHEH no 5 Jner, Tepamnuio
THMOJIOJIOM B paMKax UccienoBaHus moiayuni 71 nmanueHnt u3 105 BKIIOYEHHBIX B MCCIIEIOBaHUE,
JUTUTENILHOCTh TEPAUU COCTaBMIA 12 MecsIeB.

5.2. apmakoknHeTHYECKHE CBOHCTBA

[Ipy MecTHOM NpUMEHEHUU TUMOJIONIa MajieaT OBICTPO MpOHMKaeT dyepe3 porosuiy. Ilocne
WHCTHUJIUIAIWUU TJIa3HBIX KalCjib MaKCHUMAJIbHAd KOHICHTpalusa THMOJIOJIA B BOI[HHHCTOﬁ BJIare
nepeHe KaMephl T1a3a JoCcTUraercs uepes 1-2 yaca.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 12.05.2026 N= 5442

80 % TuMoOI0Ja, MPUMEHSIEMOI0 B BHJIE TJIA3HBIX Kalelb, ﬁ&%ﬁalgg'gﬁbﬁgﬁ%ﬁl E%;)E&‘rg.rqu]))'reM

abcopO1uy Yepe3 cocyabl KOHPIOHKTUBBI, CITM3UCTON 000JIOYKH HOCA M CJIE3HOTO TPaKTa.
BBIBG,Z[GHI/IG MeTa6OJII/ITOB TUMOJI0JIa OCYHICCTBIIACTCA IMPCUMYIIICCTBCHHO IMOYKaMH.

CTH

CornacHo OrpaHMYEHHBIM JTaHHBIM, KOHIICHTpalWs THUMOJIOJNA B IUIa3Me y JAeTed, OCOOCHHO Yy
MJIaJIeHIIEB, nocie uHetwusinuu 0,25 % pactBopa npenapaTta 3Ha4UTENIBbHO MPEBBIIAET TAKOBBIE Y
B3pociibIxX nocie nHetuusinuu 0,5 % pactBopa npenapara.

6. PAPMAIIEBTUUYECKHUE CBOVICTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

OCH3AIKOHUSI XJIOPHU/T

HaTpus ruapodocdara goaekaruapar
HaTpus guruapodocdara TUruapaT
HaTpUs XJIOPUL

nuHatpus saerara quruapar (Tpumon b)
BOJa OYUHIIICHHAsA

6.2. HecoBMecTHMOCTH
Henpumenumo
6.3. Cpok roguocTu

Heescxpvimuiii ¢hraxon
2 roxa.
Ilocne nepgozo éckpvimus

®dakoH-KaleIbHUIlY OCIIE€ BCKPBITUS UCIIONIb30BaTh B TeueHue 20 CyTOK.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH XPAHEHUU

B 3amuménnom ot cBera Mecte mpH Temneparype He Boiie 25 °C.

6.5. Xapakrep ¥ coaepkaHue NePBUYHON YIIAKOBKHU

I[lo 5, 10 mn B crepwibHbIE TOTUMEpPHBIE (DIAKOHBI-KAMEIBHUIIBI, TE€PMETUYHO 3aKPBITHIC

MMOJIMMEPHBIMU HpO6KaMI/I-KaHeHBHI/IHaMI/I W KpbIIIKaMHW HABUHYUBACMBIMU.

[To 5, 10 mut B cTepuibHbBIE TTOJUMEPHBIE (hIIaKOHBI-KANEIbHUIIBI, U3TOTOBJICHHBIC 1O TEXHOJIOTHH
"blow-fill-seal" «BbIIYBaHUE-HATIOJHEHUE-TEPMETH3AIMS) M3 TOJUATUIEHA HHU3KOW IJIOTHOCTH
Boicokoro  nmaBienuss (LDPE), repmeTnyHO 3aKkphIThle  KPBIIIKAMH  HAaBUHYMBAEMBIMH,
M3TOTOBJIEHHBIMU U3 NIOJUATUIIEHA HU3KOTO 1aBJICHUSI.

Ha ¢nakoH-kaneapHUIy HAKJIEUBAIOT CAMOKJICSAIIYIOCS STUKETKY.

I[Io 1 momumepHoMmy (rIakoHy-KaleJbHUIE C HWHCTPYKIHEW MO MEAMIMHCKOMY NPUMEHEHUIO
MIOMEIIAIOT B NTaYKy U3 KapTOHA.

ITo 50 monmmepHBIX (DIaKOHOB-KANEIbHUI BMECT€ C PABHBIM KOJMYECTBOM WHCTPYKIMHA MO
MEIUIIUHCKOMY TIPUMEHCHHUIO, VKIAIBIBAIOT B KOPOOKM U3 KapTOHA KOpOOOYHOTrO (IIst
CTalMOHAPOB).
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COOTEBETCTEYET ZKCNEPTHOMY OTYETY
ot 1'-1'.:5 2026 “-J-'_E.'_LME N
Ha xopoOKy KapTOHHYIO WIH YITAKOBKY U3 TUICHKH H0HHBTP&%EB@%%%Q{%q}ll'é)lﬁTH_é.Il('!fIéll/ILIaIOT

STUKETKY U3 OyMaru nucyei.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH NPH  YHHUYTOKEHMH  HMCIHOJb30BAHHOIO
JIEKAPCTBEHHOI0 MpenapaTa Wi 0TX0J0B, MOJYYEeHHBIX MOcJ/ie MPUMEHEHHUs JIEKAPCTBEHHOT0
npenapara u Apyrue MAaHUNYJISIHHU ¢ TPenapaTom

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YIOCTOBEPEHMUSA

Poccuiickas @enepanus
000 «CnaBstHCKas alITeKay
601125, Bmagumupckas o671., [lerymunckuii paiioH, 1. Bonbrunckuit

7.1. IlpeacTaBuTeNb JEpsKATE/s] PETHCTPALNMOHHOIO YI0CTOBEPEHHA

[IpeTen3un moTpedbuTeNel HAPaBIATh MO aAPECy:

Poccniickas @enepanvs

00O «CrnapsHCKas anTeka»

601125, Bragumupckas o6un., [lerymmHackuii paiion, . Boasrunckuii
tei.: +7 (495) 510-60-95

8. HOMEP (HOMEPA) PETUCTPAHMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEHHBIH MpenapaT OTHOCUTCS K KaTErOpUH OTIYCKa MO PELenTy

10. IATA IEPECMOTPA TEKCTA

OOmast XapakTepUCTHKa JIEKAPCTBEHHOro TpemnapaTta l[lamaBepuHa THAPOXJIOPHUI IOCTYITHA B
€MHOM DPEeCTpe 3aperHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPENCTB EBpa3sMilcKOro 3KOHOMHYECKOTO
coro3a W Ha OQUIMATLHOM CalTe YIOJTHOMOYEHHOTO OpraHa (PKCIEPTHOW OpTraHU3aIlvH)
https://Ik.regmed.ru/Register/EAEU_SmPC
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	Дети
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	В двойном слепом рандомизированном клиническом исследовании была продемонстрирована эффективность тимолола при его применении коротким курсом в гипотензивной терапии инфантильной и ювенильной форм врожденной глаукомы.
	Возраст детей, участвовавших в исследовании, составил от 12 дней до 5 лет, терапию тимололом в рамках исследования получил 71 пациент из 105 включенных в исследование, длительность терапии составила 12 месяцев.

