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JINCTOK-BKJIAJTBIII — MHGOPMA IIVEF TBHIATH A A = 0007

Tumoren®
0,05 % kpem 115l HAPY/KHOT'O TIPMM eHEeHM S

JlelicTByIOIEe BEMIECTRO: alb(a-riIyTaMuI-TpUniropas

e [lepen npuMeHeHUEM TpenapaTa MOJHOCTHIO MPOYUTANTE JIMCTOK-BKJIA/IBIII, TOCKOJIBKY B
HEM COJIepoKaTcsi BaykHbIe 11 Bac cBe/leHUsI.

e Beerjia npuMeHsiTe mpenapaT B TOUHOCTH ¢ JIMCTKOM-BKJIQ/IBINIEM HJIU PeKOMEHJAIlUsAMHU
Jieualiero Bpaya, Wid paboTHHUKA aliTEKH.

o CoxpaHuTe JUCTOK-BKJIAJIBINI. Bo3moskHo, BaM moTpeSyeTcss IpoYuTaTh €ro enie pas.

e Eciin BaM HYKHBI TOTIOJIHUTEJIBHBIC CBEJICHUS WIIH PEKOMEH/IAINH, 00paTUTeCh K pabOTHUKY
anTeKH.

e Ecin y Bac Bo3HUKIIM Kakue-TH00 HexKeNIaTeIbHbIe peakIMu, OOpaTUTECh K JieUalleMy Bpady
Wi paboTHUKY anTekd. J[aHHAs peKOMEHJAIHs pacTipOCTPAHISTCSl Ha JIIOObIe BO3MOJYKHBIC
HeXKeJIaTeJIbHbIe peakiid, B TOM UHCJIE Ha He I[EepPeUMCIeHHbIE B  pasjeie
4 nucTKa-BKJIA/ABINIA.

e Eciin cocrositHMe He yiydInaeTcs WiIM OHO yxyamaercs, depe3 20 gHel, Bam ciemyer
0o0paTUThLCS K Bpauy.

Copaep:xaHue JTMCTKA-BKJIAIBINIA

Yto u3 cebs MpEACTABJEICT IIpeIIapart THMOFCH®, U U1 9€T0 €TI0 IMIPpUMCHSITOT.

O 4eM clleTyeT 3HaTh Tlepe/l IPUMeHEHHEM npernapara Tumoren®.,

I[Ipumenenune npenapaTta Tumoren®.

Bo3MmoskHBIC HeKeIaTeIbHbIE PCaKIuH.

Xpanenne npemnapata Tumoren®.

&S U kW N =

CoaepmnMoe VYIIAKOBKH H IIPOUYHUC CBCICHHU.

1. UYTO U3 CEBS ITPEACTABJISIET IIPEIIAPAT TUMOT'EH®, U JIVISI UYET'O EI'O
INPUMEHAIOT

[pemapar Tumoren®

COJICPKHUT JeHCTBYIONIEe BEIECTBO alb(a-TayTaMII-TpUNTOdaH |
OTHOCHUTCSI K MMMYHOCTHMYJIUPYIOIUM CPEICTBaM.
IToxazaHus K NpUMeHeHHIO

Tumoreu®

IIOKa3aH K IIPUMEHEHHUIO B COCTaBe KOMILJICKCHOM TepalvH:
- aTOMUYECKOTO JePMATHUTA, B T.U. OCJIOKHEHHOTO BTOPUUHOMN OakTepHaibHOM HH(peEKIHEH,
- XpOHHUYECKOH dK3eMbI (MICTHHHON U MHKPOOHOH);

- XpOHUYECKOH MHUOJSPMUH, B T.4. XpoHUUeCKoH quddy3HOH cTpenToaepMu;



COOTBETCTBYE T ‘33‘_‘?'{ Ii:q — EPTHOMY OTYETY

ot 13.02.2023 N2 2693

(MOCNEOOBATENEHOCTE 0001
- MEXaHUYECKHUX, TCPMUUYESCKUX U XUMHUUYESCKUX TPABM KO‘)QH‘LI‘X’ "E(‘)‘J ENBHOCTE 0001)

Ecnu ynyumenue He HacTynuiIo Wik Bel uyBcTByeTe yxyameHnue yepes 20 qHel, HeoOX0AUMO

oOpaTHUTHCS K Bpauy.

2. OYEM CJIEAYET 3HATH HEPEJI IPUMEHEHUEM IIPEITAPATA TUMOT'EH®
IIpoTuBONOKA3aHMA

He npunumaiite npenapat Tumoren™

, ecim y Bac anmeprust Ha anbda-rryTaMuI-Tpuntodad Wiu
7100bIe IpyTHUe KOMIOHEHTHI Npenapata (IepeunucieHHbIe B pa3/iene 6 JINCTKA-BKIIA/bINIA).
Oco0ble yKazaHUs U MePbI P eI0CTOPOKHOCTH

Ilepen mpuMeHeHHeM IpenapaTa TuMoreH® MpPOKOHCYJIBLTHPYHTECH ¢ JI€UAIIMM BPAdoM HIIH
paGotHukoMm anteku. CraenyeT uzberaTh MomajaHus Ipemapara B Ija3a, poT W Ha Jpyrue
causucThie obomouku. llpu ciiydaliHOM TMOMaJlaHUU TpenapaTta Ha CIHU3HCThIE 00OJIOUKH,
HEO0OXOJUMO MPOMBIThH HX BOJIOH.

Jipyrue npenapatel 1 npenapart Tumoren®

CooOmiute jevameMy Bpady WM paOOTHHUKY anTeKd o TOM, 4To Bbl mpumeHsieTe, HEJaBHO
IPUMEHSUIA WA MOJKETE HauaTh IPUMEHATh KaKue-Iu00 Apyrue npenapatbl.

[Ipu jeueHUH aTOMMUYSCKOTO JepMATHTA TUMOTEHOM YMEHBbIIaeTcs MOTpeOHOCTh (CHHMIKASTCS
KpaTHOCTh TIpHeMa W JIO3bI, BIUIOTH JIO IMOJIHOM OTMEHbI) B NPUMEHCHHH AHTHTHCTAMUHHBIX
MPeTapaToB U TOMHYSCKUX TITIOKOKOPTHKOCTSPOHUJIOB.

BepemMeHHOCTH M IpyIHOE BCKapMJIMBaHIe

Ecnu Bpl GepeMeHHBI WIH KOpPMHTE TPYAbIO, AyMaeTe, 4To 3a0epeMeHeNH, WM IUIAHUpYeTe
OepeMeHHOCTDh, Iepe]l HadaJloM MPUMEHEHMs Mpenapara MPOKOHCYJIbTUPYHTECH ¢ JiCUaIlHM

BpauoM MM paGoTHHKOM anTek. IIpumenenue npemaparta Tumoren™

B IICpUOa 6epeMeHHOCTH u
IpyYAHOTO BCKApMJIIHBAHHA IIPOTHUBOIIOKA3aHO.
anaB.ﬂe}me TPAHCIIOPTHBIMH CpEeACTBAMH U paﬁoTa ¢ MeXaHM3MaMM

Tumoren®

HE BJIMSET HA CIMIOCOOHOCTH YIPABJATH TPAHCHIOPTHBIMH CPEJICTBAMH W 3aHHMATHCA
JPYTUMH TIOTEHITHAILHO OIACHBIMH BHJIAMH JEATSIHHOCTH, TpPeOVIOIMUMHU TOBBINICHHON
KOHI[CHTpaIlu{ BHUMAaHUS u OBICTPOTHI MICUXOMOTOPHBIX peaxiui.
Ilpenapat Tumoren® comepKUT CIIMPT CTeaAPHJIOBBIH, CIIMPT LETHIOBBI

Ipenapat TumoreH™ coep:KUT CITUPT CTEAPUIIOBBIH, CIIUPT I THIIOBLIH, KOTOpPhIE MOTYT BBI3BATh

MECTHbIE KOJXKHbIS peaKIUH (HallpuMep, KOHTAKTHBIM JepMAaTHUT).
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IIpenmapar Tumoren® CONEPAUT (NOCH Eﬂ&%ﬁ%ﬁ%ﬂo&?ﬁgg&ban

T POTTIIIIA PATHIPOKCHOEH30aT

®

IIpenmapat TumoreH™ CcOIEpKUT MeTWINAPArUAPOKCUOSH30aT, MPOIMIIIAPArH/IpOoKCUOEeH30aT,

KOTOPBIC MOT'YT BBI3BATH AJUICPTHUCCKUC pCaKIITUH (B TOM YHCIJIC, OTCpoquHLIC).

3. IPUMEHEHHE IIPEIIAPATA TUMOT'EH®
Beerna mnpumeHsiiiTe npernapaT B IIOJHOM COOTBETCTBHM € JIMCTKOM-BKJIQ/BIIIEM WM C
peKOMEeH/JallUsAMH  Jledaliero Bpada, paboTHMka anTekd. Ilpu mMosBIeHUHM COMHEHHH
IIOCOBETYHTECH ¢ JIeUal[UM BpadoM WK paOOTHUKOM ANTeKH.
Pexomenayemas 103a
Pexomengyemas cyrouHasi jo3a — 2 r kpeMa (1 Mr TumoreHa). Ilosoca kpema u3 TyObI JuaMeTpoM
5 MM JuMHOM 4 cM uMeeT Macey 1 T.
IIyTh u (MM) cMoco0 BBeIeHU s
Hapyxwno. IIpenapar HaHOCAT TOHKUM CJIOeM Ha MopakéHHoe MecTo 1-2 pasza B CyTKH (YyIpoM
w/nm BedepoMm). Ilocie HaHeceHUs KpeMa MOpaKEHHOE MECTO He CJIe/yeT 3aKphIBaTh MOBSI3KOM.
IIpopo/LKUTe IBHOCTH Tepanuu
ITpoAoIKUTEIPHOCT Kypea — /IO CTUXAHUSI MECTHBIX IPOSIBJICHHUH 3a0oseBanus1. MakcuMaibHast
IIPOJIOJDKUTEIBHOCTD Kypca — 20 CyTOK.
Ecom BbI npuMenium nipenapata Tumoren® 6oubine, YeM €J1€10BaI0
Ciyuau nepe/103UpOBKH He OIIUCAHbI. DKCIEPUMEHTAILHO JOKa3aHO, YTO TUMOTeH He TOKCHYSH
B JI03aX, IIPEBBIIMIAIOIIHUX TEPANEBTHUECKYIO JJ03Y B THICSUH Pas.
IIpy HanWuMM BOIPOCOB IO NPHUMEHEHHUIO IIpenapara oOpaTUTeCh K JedalleMy Bpady HJIN

pabOTHUKY aNTeKH.

4. BO3GMOZKHBIE HEKEJIATEJIBHBIE PEAKITNH
ITono6HO BceM JEeKapCcTBEHHBIM IIpenapaTraM IIperapaT MOXKET BBI3bIBATh HEKeJIaTeJIbHbIE
peaKkIuy, OJHAKO OHH BO3HUKAIOT HE Y BCEX.
IIpu npuMeHeHuH npenapara TuMoren™ B peJKHX CITydasX BO3MOKHBI a/UIEPTHUESCKHE PEaKIIHH
Ha BCIIOMOTaTeJIbHbIE BEIECTBA.
Coo01ieHNe 0 HelkeIATe/IbHBIX PeaKIMAX
Ecnu y Bac Bo3HHKaIOT Kakue-IM00 HexKeslaTesIbHbIE PEaKIHH, IPOKOHCYJIBTUPYHUTECH € BpauyoM

nin paﬁoTHHKOM AIITCKH. I[aHHaJI PEKOMEHAAUA PACIIPOCTPAHACTCA HA JII00bIE BO3MOJKHBIE

HCIKCJIATCIIBHBIC PCaKIIUH, B TOM YHCIIC Ha HE IMCPCUUCIICHHLBIC B JIMCTKC-BKJIA/JBIIIC. Bru1 Taxoke



COOTBETCTBYE T ‘33‘_‘?'{ Ii:q — EPTHOMY OTYETY

ot 13.02.2023 N2 2693

MOIKETC COO6I[[I/ITL O HCKCJIATCIIBHBIX PCaKIUAX Haﬁpﬁ}i§}lE-;':2§@T§MBﬁﬁkT Rﬁﬁ%&ﬁeﬂ»

(www.cytomed.ru, Ten.: 8 (800) 505-03-01, snextponHas noura: farmakonadzor@cytomed.ru).
Coo0masi 0 HeXKeJaTebHBIX peaklusX, Bpl momoraere NOJIYYHTh OOJBIIE CBEJICHHUH O

0e30IaCHOCTH nmpeiaparta.

5. XPAHEHUE ITPEIIAPATA TUMOTEH®
XpaHuTe Mpenapar B HeJOCTYITHOM JIJIA peO&HKa MecTe Tak, 9ToObI peGEHOK He MOT YBHIETH eTo.
He npumensiiite npenapat mocjie HCTEUSHUS CpOKa TOJHOCTH (CpoKa XpaHEHHUs), YKA3aHHOTO Ha
TyOe W KapToHHOM mauke mocye «['ogeH mo». JlaTol HCTeUeHHUS CpOKa TOTHOCTH SIBIISCTCS
MOCJICTHUH JISHb TAHHOTO MeCSIa.
Xpanuth npu temnepatype ot 2 °C go 8 °C.
He poiGpachiBaiiTe mpemapaT B KaHAJIM3AlHUIPO. Y TOUHHUTE y pabOTHUKA aNTeKH, Kak CleayeT

YTUIN3UPOBATh (YHHUTOXKATH) TIpeTapat, KOTOphIH OoJbIle He MOTpebyeTes. DTH Mephl MO3BOJIAT

3ATUTHTH OKPYKAIOIYIO CPEJTy.

6. CONEPKUMOE YIIAKOBKH U ITPOYHE CBEJIEHUA
IIpenapat Tumoren® comepxkuT
JIeHCTBYIONMM BEIECTBOM SIBJISIETCS atb(a-riryTaMui-Tpuntodan. B 100 r kpema cogepikutes
0,05 r anbda-rayramui-tpuntodana (B puae anbda-riiyraMuii-TpuntodaHa HaTpus).
[Ipounmu WHTpeHeHTAMHU (BCTIOMOTATSIbHBIMU BEIeCTBAMHU) SIBJISIIOTCS: MapaduH JKHIKHH,
BazesHH, nmorcop6aT-60 (MOJTHOKCHATHIICH copOuTaH MOHOCTeapaTa-60), IHIepoJ, copOuTaHa
cTeapar, CTEApWIOBBIH CHUPT, HETUIOBBIH CIHPT, AUITHICHIJIMKOJSL MOHOSTHIIOBBIA 3Hup,
MeTHJINAparupoKcudGeH30at (Humarvs, E218), KaMme/lb KCaHTAaHOBAs,
mponwinaparuipokcubdenzoat (Hunazoi, E216), Boja ouniieHHas.
Buenmmii Bug npenapara Tumoren® u comepkuMoe YIIAKOBKH
Kpem miis napyskaoro npumenenus 0,05 %. Benbriit unu OebIi ¢ jKeITOBATHIM OTTEHKOM KpeM.
ITo 20 r wim 30 T B TyOaxX aTIOMHHHEBBIX C KOHTPOJIEM TIEPBOTO BCKPBITHS (MeMOpaHOH) U
O6ymonom. Ilo oHo# TyOe BMecTe ¢ TUCTKOM-BKJIA/IBINIEM B TAUKe U3 KapTOHA.
JepkaTeIb perucTPallHOHHOIO YIOCTOBEPEeHUA H IPOU3BOIUTE b
AkmroHepHoe o0mecTBo  «MeauKo-OHOMIOTHYSCKUN HAYYHO-TIPOU3BOJICTBEHHBIH KOMILICKC
«Ilutome» (AO « MBHIIK «Ilutomeny).
Poccus, r. Cankt-IletepOypr, OpioBo-/leHucoBckuit mpocmekT, 1. 14, ctpoeHue 1.
Ten.: 8 (800) 505-03-01.

Anpec anextponHoM noutel: farmakonadzor@cytomed.ru
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3a moboi uHpopManuelt o npenapare, a TAakxKe B cnthgg BosFkHOBe T h\d&%ﬁﬁl %Q{éﬁye’r

oOpammaThes K JiepikaTelito peructpaiiuontoro yaocropepenus — AO « MBHIIK «I{utomen».

JIMcTOK-BRIATBII TIEpecMOTPeH



