Summary of Product Characteristics
KPATKA XAPAKTEPHICTHKA HA INTPOJAYKTA

1. HAMMEHOBAHHUE HA JIEKAPCTBEHIA ITIPOAYKT

O®TAH THMOJIOJI 5 mr/mn ounn Kankm , pastsop /ORTANREMALOE:Sumemikerectiops
solution

Kpamka xapakmepucmuka wa npadykma - lpunoxenue 1

— O
2. KAYECTBEH M KOJAYECTBEH CHCTAB ery. Mo AT WD

Trumolion mageat 6.84 Mr/mi eKBUBAJICHT HA THMOJOT 3 Mr/moo‘peuo &L 20497

3. JEKAPCTBEHA @OPMA
Ounn KanKH, pasTBop.
Bucrhp, GesnBeTeH pasTBop.

4. KJIMHIYBEHA OCOBEHOCTH
4.1. TepaneBTHYHH HOKAZAHNA

OTKpﬂTO'bl"bJIHa rjAaykona, HAMaJgBanHe HA NMOBHIICHO BHLTPEOYHO HAMAraHe, niayxkoMa cjien
onepanHd 33 KaTapakTa M BTOpHMYHZ IVIayRoMa IPH HAK0HM IanHeHnTH. l'[penapaTbT Moxe Aa 0pae
H3M0J3BAH IPH ACHCHUETO HA 3AKPHTOLIDIAHA INIAYKOMA CAMO 32€(HO ¢ MBOTHIM,

3a ynm‘peﬁa €aMoO ¢ NpeANMMCAHNE HA O(l)TaJ'IMOJIOI" HJIH KAaTO IIPOALJIKEHHE HA Tepanud 3al09HATa
OT TAKBEB CIIEHHA/IHCT.

4.2. Ilpunokenue u J03HPOBKA

Odran Tumoson 5 Mr/min: enna kanka 1-2 nbTR AREBHO B 3acerHaToro oxo. Ilpenoprysa ce na ce
3aN049He JeYeHreTro ¢ KoHHeHTpamas 2.5 Mr/ma (eana Kanka 1-2 IeTH AHEBHO).

AXO Tas| X033 He € JOCTATHYHA, BMECTO HER MOXKe Ja ce H3M0/I3BAa KOHIEeHTpanmms 5 Mr/mi (exaa
kanka 1-2 WsTH JHEBHO ).

EdexrsT Ha NMOHAKABAHE Ha HAJATAHETO MOKE Ja ¢¢ yRejwdIn vpes womOumupane ma Odran
THMoX0a ¢ APYr BHA AHFUIVIAYKOMHO JCKAPCTBO (MHOTHIH, ANPCHEPIAYHH ArOHHCTH HJIH
HAXAOHTOPH Ha Kap6oaHxuapasaTa). Koraro ce npeMHHABA 0T APYT RHTHIVIAYKOMEH NPOTYKT KbM
Odran TuMoJ10, MPEAUIIHAA TPOXYKT MOKe Aa Gbae cnpsas H3BEARLIK U Ja ce 3anoune ¢ Odran
THM0J10/I, KAKTO € ONKCAHO No-rope,

4.3, llporneonokasanus

HexomMneHCHPAHA HAN 0CTPA CHPAeYHA HEX0CTATHUHOCT, HIKOH ChbPASTHH PHTLMHH HapyIXeHHS,
Haii-JdecTo - BTOPaA WM TPeTa cTenen AV 6ok u OpapuKapxas.

Bpouxman#a acTMa, H3Pa3eHa CRIOHHOCT KbM OpOHXOCHAazbM HWIH XPOHHYHZ OfCTPYKTHBHA
Gestoapodua Homxect.

CBDPEXUYBCTBHTEIHOCT KEM THMOJIOJ MAIEAT MK GeH3a ICOHHEs XI0PHT,
4.4. CienMa/IHE Npeaynpe:XAeHus A COeHAIHE NPeIIasHi MepKH IpH ynoTpeda

Hpenu zanousane Ha JedeHHETO, TPAOBa Ja ce npelleHH 00LIHs 3PABeH CTaTyc Ha ManuenTa (BIK
nporugonoxasannsn). Toill KaTe orropopa Ha Oera-0JioKepATe MOMKe jAa Ce  NPOMERH,
NPenophLYATEeANe € BETPEOMHOTO HAJATaHe Ha HanpeHTa Ha ﬁ'b,[(e A3MEPEHO 2-4 CCAMMINH CJIC
HAYAI0TO M2 JedeHuero, Cuio Taka, OYHHA CTATYC Ha DalMeHTa TpadBa Ha ce INpeoleHSABa
PEJOBHO, 3amI0TO B HAKOH CJIY4an exigl, npn
NPONBLJEKATEIHA YoTpeha,
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TuamenobT, KaKTo M Apyrure Gera-0JOKepH, MOXKe N2 MACKMpPA CHMOTOMHTE HA BH3MOKHA

XHHOOUJIMKEMH CBBP3aHA € JICUCHHETO HA 3aXapen auader. HPH MAHCHTH ¢ MHaCTCHHA IpaBac e
OTIACAHO BJOMIABAHE HA 00INOTO CHLCTOSANE HPH H3NM0A3BAHE HA 0YYHHTE KAIKH THMOX0/1.

Ognure kankn Odran Tamonon cxaspxaT GeH3ANKOHNEB XA0PHA KATO KOHCEPBAHT, KOHTO Moke
Ja OpenaHunaTHpa B MEKHTe KOHTAKTHH Jieimu. KonTaxTaure JIeIoH TpﬂﬁBa Aa ¢¢ CBaNAT npean
HOCTABKETO Ma npenapara. Tpabsa na ce H3waka noHe 15 MuHYTH ciex npuaaraHe HAa 09HMTE
KanKH NPead Ja ¢e MOCTABAT OTHOBO KOHTAKTHHTE JICHINL '

Hpenapata Tpadea ja ce npuiara NPY HOBOPOJEHH M MAXKM [eld €aMO WO KOHTDO/IA HA
NexuaATLP-0dhTAIMOJOT,

4.5, JlekapcTBeHE ¥ APYrM B3anMOJeHCTBHSA

Ounnate wanku O¢ran Tumoson morar Ja ce H3MOABBAT 3Aa€XHO ¢ JPYTH AHTHCJIAYKOMHN
mexapersa. IlappenTnTe, KOMTO NapajeHO NOXYYABAT CHCTeMuM aida- mim Gera-Giaexepws,
Ka/IHAeBH AHYArOHHCTH, Pe3ePHHE, aHTHAPUTMHYHE CPEACTBA 0T rpyna I ( Hanp. KBHHHAMH) HIH
KIOAMHHH, TpalBa JXa ce M3CHENBAT 3a BBL3MOKHO 3acCHIBAHE HA HEKENAHHTE e(eKTo.
CorobrerBamo Jjgedenne ¢ GapOMTYpaTH, AHANTETHAUH HIN €Pro- AJKAJORAH MOXKE 12 3aCHIH
HeskenapuTe eheKTH 110 OTHONIEHHE HA HeHTPAJIHATA HEPBHA cHcTeMa.

Muxnbaropu ot suaa CYP2D6 karo reunuann o (UMETHINHE MOXe A2 YBeTHYAT KOHICHTPANHATS
Ha THMOJOJI B IIIA3MATa,

4.6. BpeMeHHOCT U KbpMeEHe

IIpoxyxThT He ce NpenopbuBa 3a ymorpeba mo Bpeme Ha OpeMeHmoCT M KbpMene, THMOIOABT
DpeMHHaBa Npe3 MAAHECHTATa H ¢¢ M3ABYUBAa B KppMaTa, IlpoaykrsT TpuBa Ha ce M3moasea ro
BpeMe Ha OpeMCHHOCT H KbPMEHE CAMO aKO NOTEHNHAJNHATA N0J33 3a MaitkaTa ompaBaaBa
MOTEHHYAIHHSA PHCK 33 NJI0JA HUIH KbPMaJeTo.

4.7. IlopansiBane HA BE3MOKHOCTATE 32 mopupaHe 1 padoTa ¢ MANIHMHEN

Hpn npasuiao rosupane, Ofran TumModoxsT Be IPeIU3BHKEA €1260CT HAH 3PUTENHN HADYICHUS
H H0pany TOBA HE NOBJHABA CHOCOOHOCTATE 32 YIPABJEHHE HA MOTOPHY NPEBO3HK cpexcTna, Toi,
obavie, MoKe {a MOHIKH KPHBHOTO HAJISAFAHE, KOETO NPH HAKOH DAaNMeHTH BOAY 10 0OTNANHANOCT I
samaiisane, IlanuenTsT Tpadea Xa 6bAe Npexynpees 3a TOBA NPH 32M0YBAHE HA JeICHAETO,

4.8. Hexxenann JIeKapcTBEHN peaKknuu

Ounnre kanxure Odrran Tumoson ce monacar qo6pe. Quucany ca crydan Ha 3aMbIIIEH0 BIGKIAHE.
Ilpu npoxbmiarenna ynmorpeda ce cbo0maBa 3a JucYHKIHMS HA CIb3HATA JKIE€32, TOTKOBHICH
KEPATUT H JIEKO HAMAJIABAHE HA KOPHeAJHaTa WyBeTBHTeaHOCT. YanueHTH ca Hoaysapaim
KOHIOHKTHBHTA H Oieaparn, OOHKHOBEHO Te3N CHMIOTOMH U39e3BAT IpH DPEYCTAHOBABANE HA

seennero. ClleHNTEe CAMITOMME €2 TEOPETHYHO BH3MONHNA NPH Je4eHATO ¢ TUMOION: 3PHTEAHH
Hapymienusd, 1BoiiHo BIDKIAHE U NT034, '

Crcremun nexesann eexru: o6ocTpsHe Ha CHPAEUHA HEAOCTATHLYHOCT, MPOMEHH B KDPHBHOTO
Hajsrade u Gpajurapinsi, KacnHes u Gponxocnmasma. OMHCAHM ¢a CHHIO racTPOHHTCCYHHATHE
CHMIITOMY ¥ BE3ACHCTBHS BHPXY UEHTPATHATA HEPBHA CHCTEMA, HO ACHA MPMYNHHA: BRI HE €
yeranosena, CLo6maBaT ce OTACIHM CIly4aM Ha IaBo6o/MMe, CyX0Ta B YCTATA, T ﬁv\‘éﬂ'éa&ziﬁ:{ﬁga\ e

e

H XHTCPTOHHSA, CHHKON, amomenyyst u Gonecr na Meiiponu. IMaumentu, cBph Hfé‘m,m\é\m,
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THMOJIOJ MaieaT, MOTAT Ja PasBeaAT of6pup ma yprakapus., ClleqHATe CACTEMHM HemeNann

edmem Ca TEOpPEeTHIHO BBEIMORKHH I BpPEME Ha JCHCANETO ¢ THMOXOI! RBACINABAHE HA

nepufepHoTO KpHBOOGpALIEHNE, ACTeHEE W eeKTH BBLPXY HEHTPANHATA HEPBHA CHCTeMa KATO
Aenpecus & 006PKRBaHE.

4.9. IIpenoznpane

Ho3aTa e efHa Kanka B 3aCerHaToTo oko 1-2 mepTH aEeBHo (cyTpwd m Begep). Upenosupanero
Tpadea Aa ce ma6arsa. [anoTe Koamecreo TuMoxo abcopdupano ot eHA 0padHo NpHeTa TabaeTa
THMoJ0n (10 Mr) ce paBHABA Ha KOAMYECTBOTO OT 0K0N0 30 ounm xamkm Odran Tumouaon ( 5
Mr/Mi), Ho opagH Gbp3aTa abcopOuHA Ha MeTHKAMEHTA Mpe3 0MHATA ¥ HOCHA JIMTABHIA, HAKOJIKO
Kank# MOrar na NpPEIHSBHKAT apuTMuyd, NPEeXoAH0 HaMajfBaHE Ha WYJICOBATA YecTOoTa,
HAMAJAABAHE HA KPHBHOTO HaXAraHe u Opopxocnasnm. CAMITOMHTE HA NPEJO3HPaHe ¢e JeKyBaT

CHMOTOMATAYHO ¢ AJPEHEPrHYHA ATOHUCTH: HANP. HIOUPEHANHH, NOGYTAMHH H eBeHTYAJHO
JONMAMHH.

5. ®APMAKOJIOTHYHA CBOVICTBA
5.1. dapmakoguHAMHYHHN CBOHCTBA

JlexapcrBeHaTa cheTaBka HA ounnTe Kankm OdTam Trmomon e L-mzomep ma TAMododa XaTo
MajeaTHa coj. THMOJOJ MaleaThT € HeceJeKTHABEH (eTa-aJpeHeprHYeH ANTATOHHCT, KOHTO ce
H3D0JI3Ba 332 HAMAIABAHE M3 KPLBHOTO ¥ BHTPEOYHOTO HANSATAHE, M B JICUEHMETO HA aHrHHA
NEeKTOpHC. L-TAMON0aLT HM2 MHOTO caXen aduaarer oM b-1 1 b-2 penenropure. EdexTsT Ha
HAMaJISBaHe Ha BbTpeounoro Hansarage sa Odram Thamonona ce FBIKH HA HAMANNBaHe HA
obpasyBaHero Ha BBTPeOYHAa Teunocr. JlokaiHo HPHIOKEH B OKOTO NPOXYKTHT HOCTHra A0
TAPLeTHHTE TBKAHH, DO-TOYHO — NHIHAPHOTO THIO0, KBAETO ce ofpalysa BbLTpeouHaTa
TedHocT. TMoONONBT HAMA 3HAYIUMO BB3JCHCTBHE BLPXY 0TTOKA Ha BhTpeounara teusocr. He ¢
H3BECTHO JAJIH HMA BB3JeHCTBHE BLPXY KPBLBOHOCHHTE ChAOBE B IpPENHHA 0YeH CErMEeHT, HO ©
HaMajsBaHe Ha BETPEOYHOTO HANATAHE ¢ ONHCAHO H HoaobpaBaHe Ha IHUPKYJIANMUATA B PETHHATA.
Toxo6ro xa Muoro ypyru dera-6ioxepn, THMOIOIBLT HMA TPOASLLKHTENEH NOCTPENENTOPeH edexT;
AJPEeHEePTHYHATE PENenTopH He MOraT jAa IpOBeXKIAT BB3ACHCTBHETO HA 3rOHHUCTH M cled
0cBOOOKAZBAHETO UM 0T THMOJOXA. THMOJ0A MajdeaThT HAMA COOCTBCHR CHMIATOMHMETHYHA
AaKTHBHOCT W 3HayMMa MeMOpano crabuisapama axrnsnocer, Odgran TUMONXONLT He mMOBIAHIBA
pazmepa Ha 3eHHUATA H akoMoganuaTa. Odran TumonomsT e ¢ pokazana edexTuBHOCT B
JEYCHHETO HA OTKPHTOBILANATA IJAYKOMa H OKyJapHara xunepremsusi. Toii moxe pa Gnae
M3T0/3BAN YCNeMEO NPA MHOTO (OpMM Ha BTOpHYHA riaykoMa. Odran THMOZOALT ce MOHACS
no0pe. Tol He NPEeIH3BUKEA JEKAPCTBEHA 33aBHCHAMOCT.

BepoaTHO nopagd MaJKATA 033, CHHIPOMAa HA OTHeMaHe, Ha0/JI0JaBaH UpPH CHCTEMHO
opeaaranate 6era-6roxepn, He ce HaG/0AaBa NpH cipaHe Ha Aegenuero ¢ Odran Tumoso.

ATC xon: SO1EDO1
5.2. (@apmMakoKMHETHYBH CBOICTBA

THMOIONET € MACTHO pasTBOpHMa cyGeranuma M 3aT0Ba e ¢ AoGpa pesopSums B okoro. Ipes
KOHIOHKTHBATA H HA33JHATA JHIaBHIA, KAKTO H NPe3 CTOMANMKNO YPEBHNA TPAKT, MEIHKAMEHTLT
IpeMAHABA B CHCTEMHOTO KpbBoodpamenue, HamasisaneTo Ha BHTPEOUHOTO HANACANE ¢ FbJIKM
Ha J0KajaHoTo aedicrbue. MakcamannpsT edeKT B 0KOTO ¢¢ moay4aBa Ha 3-4 wac cieq
NPHIIOKEHAETO MY, a NeHCYBHETO npoabKasa Ao 24 yaca, W

B oxoro THMOJOJBT €€ CBBP3Ba ¢ NOBLPXHOCTTA HA KJIETKHTE B MHOIO Th ﬁi@ EL ~B€\Q\
OUrMeHTHATE KJICTKH HA eH0TeNa Ha HpHea 1 Wpinapans n3pacthk. Toii ce e
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ype3 0TTOKA HA BHTPCOYHATA TEYHOCT. YCTAROBEHOTO BpeMe Ha NOJIyEIAMMHHPAHE 0T OYHHTE

THKAHH ¢ 8 gaca.

TumoloNsT ce Merabonn3upa B JepHNS APeD J0 HEAKTHBHE MeraloJHTH, KONTO ce M3NLIYBAT
ocHOBHO npes OnGpeuure. Cien opalieH NpHeM MeTAGOAMIMEBT IPH IDBPBOTO NPEMUUABAHE Ipe3
gepHHA Jpo6 e sHavunTeNeH, No 50%. CBbp3BaHeTO Che CepyMHNUTE NPOTEHHH € yMepeno (60%).
O0eMBT HA pasupedcicHEAe € cpefHO HAX 2 J/KT M cy0cTARUMATA MPEMUHABA KPbBHO-MO3BIHATA
dapuepa. H3BecTHOTO BpeMe Ha NodyeINMIENpPaHe OT IIA3MATA ¢ 0K0j10 4 uaca.

5.3.  XpenkamamcHN TaHHH 32 0e30NACHOCT

B Toxcuxonoruysu npoygsanns JLUI-50 npu epHOoKpaTHO mepopanxo Xo3HpaHe NPE MUNIKH €
oxo0 1.4 r/kr, Koero e noeege or 16 000 nbTH No-roAMa 0T ANEBHATA H032, KOATO YOBEK HOIYIaBa
npn Jevenne ¢ oannTe Kanxkn Odran Tumonon, Bucoxn wornenrpanmu ( 15 mr/mir) Tamono ca
MOCTABAHH JIOKAJNHO B HPOAbKEHHe Ha 3-12 mecena mpm 3afinm B Kydera. EOMHCTBEHHTE
Ha0I0XABAHH CHMIITOMH @pH T€3H HPOYYIBAHMS ¢a OMUIM 3aCHAEHO ChJAI00FNEJAHe, MMraHe H
KOHIOHKTHBA/JHA XeM033, KOMTO HAMANABAT CKOPO ciiel npuiioxennero. Ilpoyasanus, nposexern
BEPXY 3aMIM, (0OKA3BAT, Y€ THMONOIBT MOXKe NAa 3a0aBH NpolecHTe Ha O3APARNBAHE UpPH
KopHeaJIHu jie3ad. THUMO0JI0IBT ¢ ¢/1200 KanneporeneH Npu MHEOTO roemu Ao3u (Haa 100 mr/kr/nexn).
PHCKBT OT (eoxpomMonuTOMa 1 ATCHOKAPUMHOM HA MICYHATA 3JIe3a Y MIHX0BE C¢ yBeIIIana
cTaTHCTHYecKH 38a9rmo npu xo3a 300 —400 mr/kr/nen. IlpH Xopa npenopruBanaTa MaKCHMAaIHA
AHEBHA NepopaiHa No3a e okoe 1Mr/kr. Exma ouna kankxa Odran Tumesnon 0.5% cuanpxa oxono
0.2 mr TuMosos. He ca ycraHoBeHA MYTAr¢HHH K TepaTor €HHA CBOHCTBA HA THMOJI0JA AOPH NPH
roJjieMu 1o3n. Bee nak Toit Moxxe A2 330aBy pa3BUTHETO HA IJIONA.

6. PAPMANIEBTHYHA OCOBEHOCTH
6.1. Excuunuentu
Benzalkonium chloride 0.1 mg, sodium dihydrogen phosphate dihydrate, disodium phosphate
dodecahydrate, sodium hydroxide ( to pH 6.5-7.0), water for injections.
6.2. HechbBMecTHMOCTH
He ca m3secTan.
6.3. Cpoxk Ha roauocr
3 rogaan. CpoKBT Ha FoAHOCT Ha OTBOPeHNA urakon e 1 mecer,
6.4. ChoenmajHy H3HCKBAAWS 32 ChXPAHEHME
IIpu craiina Temueparypa (15-25°C).
6.5.  JlexapcreeHa (opMa H ONAROBKA
Tonuernnenoen daaxonu ¢ ryrarop (5 mm.)

6.6 MHcTpyKIMH 33 H3NOJI3BAHE H ynorpeba

TloppofHu AHCTPYKIMA 32 H3N0A3BAHE €2 JaJCHA B JINCTOBKATA.




7. IIPUTEXATEJ HA PASPEINIEHUETO 3A YIIOTPEBA
Santen Oy

Niittyhaankatu 20

33720 Tampere

FINLAND

8. PETUCTPAIIMOHEH HOMEP

469

9. IATA HA PAZPEIIEHHE 3A YIIOTPEBA/ TIOJHOBABAHE HA PA3ZPEIIEHUETO 3A
YIIOTPEBA

30 ronn 1985
10. JATA HA AKTYAJIMZAITVSI HA TEKCTA

4 goemspH, 1999




