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1. HMEHAJIEKAPCTBEHHHIIPO,I[YKT 2.0

Tpudac 10 mg/2 ml nHXeKLHOHEH pa3TBOP g ) e
Trifas 10 mg/2 ml solution for injection R
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2. KAYECTBEH H KOJMUYECTBEH CHCTAB

Beaka amnyna or 2 ml siokexunones pareop ceibpka 10,631 mg Topacemun narpuit (torasemide

sodium), eksuBasieHTeH Ha 10 mg TopaceMup (torasemide).
3a THITHUE CIHCHK HAa MOMOILHHTE BellleCTBa, BUKTe Touka 6.1.

3. JEKAPCTBEHA ©®OPMA

HHXexuHoHEeH pa3TBOp
bucTbp, Oe3uBeTEeH HHXKEKITHOHEH PA3TBOP 334 HHTPABEHO3HA HHDKEKIHA

pH Ha Tpudac 10 mg/2 ml: 8,5 no 9,5
4, EKJNHHUYHU JAHHHA

4.1 TepanesTHYHY NOKA3AHMSA

JleueHHe Ha CHPACYHH OTOLM H/WNH H3MHMBH, NIPHYHHEHH OT CHpACYHA HEAOCTAaTHYHOCT, aKo Ce
H3HCKBA HHTPAaBEHO3HO Jevenue (Hanp. OenogpobeH OTOK, NPHYHHEH OT OCTpa CbplevHA

HEAOCTATHEYHOCT ).

Tpudac 10 mg/2 ml e nokasan 3a BBL3PaCTHH.

4.2  Jo3HpoBKA H HAYHH HA NPHJIOKEHHE

EDSHEOBR&

Jleyenuero Tpsabea aa 3anouHe ¢ eAHOKpaTHA fo3a oT 2 m] Tpudac 10 mg/2 mi (ekBHBaNEHTHH HA

10 mg Topacemun) nHesno. B cnyuail va megocraTbueH edexT, Ta3u f03a MOXKE a ¢& YBenH4H 10 4 mi
Tpudac 10 mg/2 ml (exBuBaneHTHH Ha 20 mg TopaceMH) AHEBHO, MPHIOKECHHA KATO €HOKPaTHA 0034,

AKO e(eKTbT € BCE OLE€ HEAOCTATHYEH, BPEMEHHHO (3a He MOBEYE OT 3 AHH) MOXE Ja C& OMNHTa
JeqeHue, Kato ce u3non3sar ao 8 ml Tpudac 10 mg/2 ml (ekBuBanewTHn Ha 40 mg TOpaceMHU) AHEBHO.

Ocmvp 6enoopoben omox

IIpn octep OenoapobeH OTOK, JeUSHHETO TpAOBA Ja 3amoO4yHe ¢ WHTPABEHO3HO NMPHJIOKECHHE Ha
eaHoKpaTHa Ho3a oT 4 ml Tpudac 10 mg/2 ml (exkBuBaneHTHH Ha 20 mg TopaceMHA). B 3aBHCHMOCT OT
ycnexa Ha JICUEHHETO TasH 0033 MOXKe Ja ce NOBTOpH Npe3 HHTepBanu ot 30 Mnﬂymg g

100 mg Topacemnn).



Heouampuuna nonyrayus

BezonacHocTTa ¥ eduxacHoctra Ha Tpudac 10 mg/2 ml npu Aena u IOHOLWH Ha BBH3pacT mox 18
roIMHH HE € ycTaHoBeHa. ETO 3a1i0 TopaceMHA He TpAOBa Ja ce ynorpedsBa NpH Jelia H IOHOLUH Ha
BB3pacT nmox 18 roauuu (Bx. T. 4.4).

Cmapuecxa ev3pacm
He ce Hanara nmpoMgHaTa B A03aTa B cTapyecka Bb3pacT. HaMma obaue nocTaThyHO MpOy4BaHuA,

CpaBHSBaUIH NALUEHTH B CTapUYECKa Bb3PACT C MO-MIIagH.

Uepnoopobra nedocmamuvunocm
JleueHueTo TpAGBa Aa ce NMPOBEKAA ¢ BHHMAHHE NpPH MALMEHTH ¢ YepHOAPOOHA HEAOCTATHUHOCT,
Thii KaTO MOXKe Aa C€ YBENHYAT ILIa3MEHHTE HHBA Ha TOpaceMup {BX. T. 5.2).

HavuH Ha NpHIOKEHHE

Tpudac 10 mg/2 ml ce nmpuiaara HHTpaBeHO3HO. MHXEKLIHOHHMAT pa3TBOp TpsAOBa Aa ce mpuiara
0aBHO HHTPABSHO3HO,

Jla ce uHKeKTHpAT caMo OHCTpH pa3TBOpH!

Ja He ce npuaara HHTpaapTepHaANHO!

HuCTpyKUHSA 33 OTBAPAHE HA aMIIYAXTE ¢ O3HAYSHO € TOUKA MICTO 33 CUYNBAHEC!
He e HeoOx0auMO Aa ce pexe ¢ Hoxue!

O6bpHeTe aMmyJiaTa ¢ Toukara ksM Bac. OcraBere pasTBOPET Aa CJie3€ QT LIMiiKaTa KbM JAONHATA
yacT KaTO JeKO NOYYKBAare WM pasknauiare amnynara. Cuynere LIHHKATa Ha aMmynaTa ¢ JABMHOKCHUE

HaJ QY.

Tpudac 10 mg/2 mil ne TpabBa na ce npuiara 3a€AHO ¢ APYTH JIEKAPCTBA B €4Ha HHKEKIHA HIIH
nHQY3HUA,

B cnyuaii Ha MpOABKUTENHO NEYEHHE, HHTPABEHO3HOTO NPHIOKEHHE TPAOBA PaHO A3 C¢ 3aMEHH ¢
IEPOPAIHO.

Topacemuz He TpabBa Aa ce NpuJara HHTPaBeHO3HO 3a MoBeYe OT eAHA CeAMHIIA.

4.3 IIporHBOROKA3ZAHHSA

— CBPBXYYBCTBHTEIHOCT KbM AKTHBHOTO BeHIECTBO TOpPAceMMA, CyIpaHHIypeHHH NPOXYKTH
MJTH HAKOE OT MoMounuTe Bemectsa Ha Tpudac 10 mg/2 mi, n36poenu B T. 6.1;

— OBOpedHa HEAOCTATBYHOCT C aHYPHS;

—  YepHOAPOOHA KOMA UM APCKOMA;

—  XMNIOTOHHS;

—  XHUMOBOJEMHS;

—  XMIIOHATPHEMHSA, XHITOKANTHEMHA;

—~ 3HAYWTENHH CMYIREHHA 0NpPH YPUHHpaHeTO (Hamp. NpPHYHMHEHH OT XHNEpnaasHs Ha
npocTarara);

— KbpMeHe (Bx. T. 4.6).




44  Cnennanxad NpegynpexacHusd H NpeINa3HA MEPKH NpH ynoTpeda

ToH KaTo 3acera JMICBA JOCTATHYEH TEpaNeBTHYEH ONHT, TOpaceMH] TpsOBa Jia ce H3MON3Ba C
NOBHIIEHO BHHMAHKE B CIIydaii Ha:

—  nojarpa;

— copAeuHH apuT™Mui {Hanp. SA 610k, Il wmm III ¢Tenen AV 6iox),

—  [ATOJIOTHYHH NPOMEHH B aJIKUTHO-KHCENTHHHOTO PaBHOBECHE;

~  eAHOBPEMEHHO JIEYeHHE ¢ IHTHH, AMHHOrMHKOZHAH UM UShaNOCIIOPHHE,

— nAaToNOrv4YEHM MPOMEHH B KpbBHATa KapruHa (T.e. TPOMOOUMTONCHHA HAH aHEMHA MpH
nauHeHTy 0e3 OpOpeyHa HEAOCTATHYHOCT);

— On0peuHa HeAOCTATHYHOCT (PYHKIUA, NPHIHHEHA OT HEPPOTOKCHYHH BELIECCTBA;

— Jiela ¥ IOHOIIH Ha Bbh3pacT nox 18 roaunn.

INpunoxennero Ha Tpudac 10 mg/2 ml Moke Aa AOBEAE A0 MONOXKHTENHH PE3yNATATH NPH AOMHHT-
TECTOBE.

He e Bp3MOKHO Aa ce MpeABUAN edeKTa BBPXY 3Apasero npH 3noynorpeba ¢ Tpudac 10 mg/2 ml 3a
IDOTHHT LEH; HE MOTaT Ja CE& M3KII0YAT PHCKOBE 3a 3APABETO.

4.5 BzanMopeiiCTBHEe ¢ ApyrM  JIeKADCTBEHH TNIPOAYKTH H JApYrH ¢opMH Ha
B3aMMOdeHCTBHE

Tpabea ga ce UMAT NPEABHI CNESAHHUTE JICKAPCTBEHH B3aHMOJSHCTBHS:

Topacemup, 3acunBa ACHCTBHETO Ha Jipyrd IEKapCTBEHHM MPOAYKTH, MOHWXKABAIOH KPBBHOTO
Hayarane, ocobeto Ha ACE-HRxuburopure. Ako TpsabBa ga ce nmpunoxkar ACE-HHxuOHTOpH, KaTo
HOMBJIHEHHE WX He3a0aBHO CNEl NEeYEHHE ¢ TOpaceMuy|, TOBA MOXKE Ja A0BEAS A0 CHIHO CHaZaHe Ha
KPBBHOTQ HANISITAHE.

IIpequ3BHKaHOTO OT TOPACEMHZ ITOHWXABAHE Ha KaJms, MOXE JAa JOBEAC A0 3a4eCTABAHE H
3aCHUJIBAHEe Ha HS)KENAHKWTE PeakllH TIpH €JHOBPEMEHHO NMPHJIOKEHHE HA JHTHTANHCOBH NpenaparH.

Topacemup Moxe na MOHWKH edeKTa Ha AHTHAHAOCTHITE JIEKAPCTBA.

[TpoGeHeny H HECTEPOMIHHTE NPOTHBOBLINAJHTENHH JiekapcTBa (Hanp., HHAOMCTALHH,
allCTHJICAITHIMIIOBA KUCEHHA) MOXKE ia IIOTHCHAT AUYPETHYHOTO AEHCTBHE H MOHWXKABALIHA KPbBHOTO
Hansrane eekT Ha TOpaceMHA.

B cnyvaii Ha IeUeHHE C BHCOXH J03H CANHLMIATH, TOPaceMHA MOXE Ja 3aCHIH TOKCHYHHSA €deKT
BbpPXY LIEHTpaNHaTa HEPBHA CHCTEMA.

OcoGeHo B cayyali Ha NeueHUe C BUCOKH A03H, TOPaceMH MOXE Ja 3aCHiH CICAHHTE HEXKETaHH
edekTd: 0To- M HeDPOTOKCHUHATE edeKTH Ha AMHHOINMHKO3HIHHTE aHTHOMOTHIH (Hamp. KAHAMHLMH,
TeHTAMHLMH, TOOpaMHUHWH), HA TPOH3BOAHHUTE Ha IJIATHHATA HTOCTATHIH, KaKTO # HE(PPOTOKCHUHHTE
e(exTd Ha 1edanoCnopHHHTE.

TopacemMua MOXe ChINO AA 3aCHNH ASHCTBHETO HA TEOQUNHHA, KAKTO H MYCKYNOpENaKCHPAUIHS
eexT Ha Kypape-noA00OHUTE IEKAPCTECHH NPOAYKTH.

JlakcaTUBHTE, a CHINO H MHHEpano- M IIIOKOKOPTHKOMJH MO)Ke Aa 3aCHiAT 3ary0ara Ha Kamwuh,
npefu3BHKAHA OT TOpaceMHU/.

EQHOBPEMEHHOTO NIEUYEHHUE C TOPACEMKI H NHTHH MOXE Aa JOBEJAC A0 YBENHYaBaHE HA CEPYMHHTE
KOHUCHTpAUMHU Ha JIHTHA H Taka Ja NPeAH3BHUKA 3aCHABaHE HA ACHCTBHETO H HEXC/IAHWTE PEAKIHH Ha
NUTHA. o

Topacemnn Moxe 3 NOHHWXM BA3OKOHCTPHKTOPHOTO JcHCTBHE Ha Karexonquﬁﬂaigb

aAPEHANHH, HOPaAPCHAIHH ). ’*J. ??
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bpeMeRHOCT

Jlanuu 3a ynotpefara Ha TopaceMu 0T OpeMEeHHH JXKeHH JIRNCBAT HIH Ca OrpaHHYEHH.
IlpoyuBaHHsTa C XKHBOTHH NOKA3BaT PEeNpoAyKTHBHA TOKCHYHOCT. [IpH eKchepuMEHTasHH MOJENH ¢
XHBOTHH TOpaceMuJ NpeMHHaBa npe3 naaneHtara (k. T. 5.3). Ero 3amo Tpudgac 10 mg/2 ml He ce
TPENnopbUBa NpH OpeMEHHOCT.

HO HaTpynBaHeTO HAa ACCTATHYHO [A3HHH, TOPAceMHJ, MOXKE [a ¢ W3MON3Ba NO BpeMe HA
OpeMEHHOCT caMO npy ACHO OnpeaciieHa HeoOXoauMOcT. B Te3n cayuau Tpabsa aa ce H3NoN3Ba CaMo
Hail-HHCKaTa ePEKTHBHA J103a.

JUYPEeTHIINTE He C2 NOAXOAALIM 32 PYTUHHO NEYEHHE Ha XWNEPTOHHA M OTOUM NO BpEME Ha
OpeMEHHOCT, 3aL0TO MOFaT Ja HapyHiaT nepdys3HsTa Ha MIaueHTaTa M N0 TO3H Ha4YHH 1A HAPYIHAT H
BBTPeyTPOOHOTO pa3BHTHE. AKO Cé Hajara NPHIOKEHHETO Ha TopaceMHA 3a chpAeyHa ¥ OnOpeyHa
HEROCTATBYHOCT NPH OPEMEHHH XEHH, CNCKTPOJIHTUTE H XEMATOKPHTBT, KAKTO U PACTEXKBT Ha IJIOAa
TpsA0Ba CTPHKTHO A2 C& NPOCNEeRABAT.

KBpMeHe

Hama nanbu 3a npeMHUHaBaHe Ha TOpaceMn]] B MAMMHHOTO MJISIKO TIPH XOPa ¥JIM XHBOTHR. He Moxke
A3 C€ HU3KMOYH PHCK 33 HOBOPOAEHOTO/KbpMaueTo. ETO 3au10 NPHIOKEHHETO HA TOPACEMH/ MO BpEMe
Ha KbPMCHE € MMPOTHBONOKAa3aHO (BXK. T. 4.3). Ako ynotpebara 1o BpeMe Ha KbpMEHE € HAJNOKHTEIHA,
KBEPMEHETO TpAOBa A4 € NPEeYCTAaHOBH.

DepTHIHTET

He ca mpoBexaanH npoy4yBaHHs 34 €(EKTa Ha TOpaceMHMJ BHPXY (PepTHIHTETa NPH XOpa. Hpﬂ
NPOYYBAHUSA C XKHBOTHH He ce HabmoAaBaT ePeKTH Ha TOPaCEMK] BEPXY epTUNHTETA.

4.7 Edexr BLpxy cnocobnocrra 3a modupane n patora ¢ MalIHHH

Hake ¥ npH npasHiHa ynorpefa TopaceMHZ MOXE Aa NOBNHAE PEAKTHBHOCTTA AO TaKaBa CTENEH,
Ye Za C€ 3acerHaT CnocOOHOCTHTE 3a aKTUBHO YYAaCTHE B JBIDKCHHETO MO MBbTHILATA HWIH paboTa C
MalIMHH HuH pabota Oe3 crabunana onopa Ha kpakara. ToBa ce oTHaca 0co6€HO NpH 3allOUBaHE Ha
JICUCHHCTO, YBENWYaBaHe Ha HO03aTd HJIH B CHy4YaHuTE HA 3aMAHAR Ha JACKApCTBEHH NPOAYKTH HIH
33MI0YBAHE HA CHITBTCTBALID NEYSHHME, KAKTO U MPH CHHOBPEMEHEH NPHEM ¢ 2lKOXOL.

48 Hexenanu nexapcTBeHH peaKlHH

Ilpu newenne ¢ Tpudac 10 mg/2 ml Morar Ja ce NOSBAT CASIHATE HEXKEIAHH PeaKiiH, CIOMEHATH

no-AoJy.
3a KNacH(PUKaLHA Ha YECTOTATA CE H3MOJI3BA CEAHATA CXeMa:

Mnoro wectu: >1/10

YecTn: >1/100 o <1/10
HeuecTu: >1/1 000 xo <1/100
Peakn: >1/10 000 mo <1/1 000
Mmuoro peaxu: <1/10 000

HeHnsBecTHA MeCcTOTA: HE MOTCAT Ja Ce OLIEHAT OT HANHYHHUTE JAHHH




HapviineHus Ha KpLBTA H TUMOHATA CHCTEMA
Mrnozo pedxy: HamaneH O6poii TPOMOOLUTH, EPUTPOUUTH U/HAN NEBKOUNTH.

HapylueHns Ha UMYHHATa CUCTEMA
Mruozo pedru: anepruduy peakiui (Hanp. cbpbex, eKksanTeM, GPoTOUYBCTBHTENHOCT), TEXKKH KOXKHH

peaKkunu.

[Ipy HHTPaBEHO3HO NMPHJIOKEHHE MOXe Ja Bh3HMKHAT OCTPH, NOTEHLHANHO XHBOTO3aCTPAIIABAIIH
PeaKI[HH Ha CBPhXUYBCTBUTENHOCT (aHA(HMIAKTHYEH LIOK), KOUTO H3UCKBAT NOAXOAAIH CMEIIHH MEPKH
(Bx. T. 4.9).

Hapyiuenng Ha Meraboan3Ma ¥ XpaHEHETO
Yecmu: BROlIaBaHe Ha MerabonMTHA auWao3a, MYCKYJIHH KpaMnd (ocobeHo B HauajnoTO Ha

JIeYEHHETO), yBeINYeHa KOHUEHTPAUHA Ha MAKOYHATA KHCEJNHHA H IJI0KO3aTa B KPbBTA, KAKTO H Ha
JTUNHAATE B KPBBTA (TPHIIMLIEPHAH, XONEeCTepos), XHnokanueMus (B cbueTaHe ¢ amera, GegHa Ha
Kajui, MPpH MOBpPBIUAHE, AHAPHA, CACH H3MON3BAHEC HA BUCOKH J03H JNAaKCATHBH, KAKTO H NIPH NALUEHTH
¢ XpOHHYHA YepHOAPOOHa AHCHYHKIMA).

B 3aBRCHMOCT OT [03aT2 M NPOABIXKKTCIHOCTTA HA JIEHEHHETO MOTaT Ja C€ NPpOABAT HapyHICHHS
BbB BOJHO-CJCKTPONHTHHA GanaHc, 0c00eH0 XHNOBOJCMHUSA, XHITOKAIHEMHS H/HIH XHIIOHATPHEMHAHA.

C1o0BM HapyilieH)s
Muozo pedxu: B pesyiTaT OT XEMOKOHUEHTpAlHATa MOTaT aa ce npospar TpomboemOoaHuHH

YCIIO)KHEHHS, CHCTOSIHHS HA OOBpPKBAHE, KAKTO M CBhPACYHH ¥ UECHTPAJIHH LHPKYJATOPHH HapyIICHHS
{ BKIIIOYUTEIHO ChPACYHA U MO3ZbYHA Uexemus). ToBa MOXKE A AOBEAEC HANMpHMEP O apHTMHMH, aHTHHA
NEeKTOPHC, OCTHP MUOKApPACH HHMAPKT HIH CHHKOII.

CToMAalIHO-4PEBHU HAPYIUSHUS

Yecmu: CTOMAUIHO-YpPEBHH HApYIIeHHA (Hamp, JHICA HA aneTHT, CTOMaliHa OOJIKa, raficHe,
MOBPBHIUIAHE, AHAPHS, 3aMeK), OCOOSHO B HAYAJIIOTO HA JIEUCHHETO.

Mrnozo pedxu TAHKpPEATHT.

Xenato-OUIHapHY HADYIUCHHSA
Yecmu: NOBHLICHH HHBA Ha OnpedeneHH YepHoaApoOHH eHauMH (raMa-I T) B KPBBTa.

Hapyumienus Ha Ob0peunTe M NUKOYHUTE MBTHINA
Heyecmu: ypelHMeHH HHBA HAQ KPeaTUHUH U ypes B KPbBTa.

IMpu nanMenTd C HapylLIeHMs HpH ypHHHpaHe (Hanp. MOpPai¥ XHIEpIIa3Hd Ha IpOCT4TaTa),
OBHILIEHOTO oOpa3yBaHe Ha YpHHA MOXe A3 A0BeIe AC PETCHUMA HA YPHHAa H JO NpEpasTAraHe Ha

- MIHKOYHHA MEXYP.

O6wH HapywieHus H edeKTH Ha MACTOTO Ha MPHJIOXKEHHE
Yecmu: rnaBobonue, 3aMasHocT, yMopa, claboct (0co0eHO B HAYANOTO HA NCUESHHETO).
Hevecmu: kcepOCTOMHA, IAPECTE3HA.

Mnozo pedxu: HapylleHHs B 3peHHETO, LIYM B YLIHTE, 3aryba Ha CiyX.

Jabelexncxu

[Tpu HpOABIKUTENRO JieueHNe TPiAOBa peAOBHO Aa CE NpOCNeasBa enemponumnﬂ
CEPYMHHA KaNHH.




Ha onpenenenn nutTepBann TpabBa Ja c€ npocaedsBaT H HHBATA Ha IJIIOKO3ara, NHKOYHATA
KHCENHHA, KpeATHHHHA H NTUNUIMTE.

Toit kaTo MOXE Aa ¢€ OYaKBa MOBHLWICHHE HA KpbBHATA 3aXap Ce MpenopbyBa BHHMATCICH KOHTPOI
Ha BBITIEXHAPATHHA MeTA00IH3EM NIPH MALMEHTH C JIATeHTEH WM MaHU(ECTEH AHa0eT.

KpbBHMTE KNETKH (SPHTPOLIMTH, JIEBKOLUMTH, TPOMOOLHMTH) Cbunlo TpAOBa jAa Ce NpOCIECASBAT
PETYAApHO.

OcofeHo B HAYAJNOTO HA NIEYEHHETO H B CTapyecka BB3pacT, Tpabea jJa ce o0bpHE BHHMAHHC Ha
BCEKH NPU3HAK 34 3aryda Ha eNCKTPOJHTH H XEMOKOHLICHTPAllHsL.

CrpoflliaBaHe Ha MOXO3HPAHH HEXENAHH peaKiliiy
CooblaBaHeTo Ha NOAO3MpaHM HEXKeNaHH peaklUHMH CleJ paspeliaBaHe 3a ynotpeba Ha

NMEKapCTBEHUA NPOAYKT € BaxKHO. ToBa MO3BOMABA Ja NMPOABIDKH HAOMFOACHHETO HA CHOTHOLICHHETO
ON3a/pHCK 33 JIeKapcTBeHHS TpoaykT. OT MeAMIHHCKUTE CIEUAaJMCTH C€ W3HCKBa A4 ChoOllaBaT

BCSKa NoJAO3HpaHA HCXCIaHA PEAKLUHA Ype3 HAllHOHalHa CHCTCMA 3a ChOOLLABAHE:

HanbaHuTenHa ar¢HHMs no JeKkapcTBaTa
yi. . Jlamsu TCpyes” No 8
1303 Codus

Ten.: +35928903417
yebcaliT: www.bda.bg

4.9  Iipegosupane

CHMOTOMH Ha HHTOKCHKALIMA

He e u3BectHa cneuupuyHa KapTHHA HA MHTOKCHKauMda. [IpenosupaHero Moxe A3 NPHYHHU
MHTEH3MBHA [HMYype3a, BKIIOYMTENHO M PHCK OT 3ary6a Ha TEYHOCTH M ENEeKTPONMTH, MOHAKOra
COMHOJNIEHTHOCT, CHHAPOM Ha OGBPKBAaHE, CHMIITOMATHYHA XHIIOTOHHs, LUMPKYJATOPEH KONANC WIH
CTOMAILHO-YPEBHH CHMITTOMH. |

JleyeHHe HA HHTOKCHKALIMATA
CneuudHueH aHTHIOT He € u3BecTeH. 1Io npuHIn CHMNTOMUTE HAa MHTOKCHKALHMA H34€3BaT KaTo

ce HaMaJi¥ JO3aTa WM C€ CTpe NEYCHHeTO W eAHOBPEMEHHO C TOBa CE H3BbPIIHN CyOCTHTyHpaHe Ha
TEUHOCTUTE H JIEKTPOSUTHTE (HEOOXOAHMO € Aa ce H3CIeABAT).

TopaceMua He ce nuaNn3apa H nopagH TOBa XeMOAHAIH3ATa HE YECIHYABA €THMHHALHATA.
Jleuenue npu xunogoremua: 00EMO3aMECTHTENTHA TEPANHA.

Jeyenue npu xunoxaruemus: CYOCTUTYHPALLO JIEUCHHE C KaJIHH,

Hevenue npu yupxyramopen xonanc: AaHTHIIOKOBO NMOJNIOXKEHHE, ako € HeOOX0AHMO — aHTHIIOKOBO
JCYECHHE.

Creturu meprxu npu anaguaakmuien Wox TR
[Ipn nosiBa Ha IBPBHTE CHMNTOMH (HAMp. KOXKHH PEaKUMH, KaTo ypmxapﬁwﬁgﬁﬂﬁﬁ@ﬁm
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— OCBEH CTAHLAPTHHUTE CNEIIHH MPOUEAYPH, MOCTABETE MAUMCHTA B JICTHANO MOJOXKEHHE C
MOBAWCHATH KpaKa, NOYMCTETE AUXATEIHATE ITbTHINA H 00aHmBaliTe ¢ KHCAOPOA;

— axko € HeoOXOAUMO ce MnpeanpHeMaT OOIMBJHHUTENHH CNElIHH MepKH (BKIIOUMTENHO
NIPHIIOXKEHHE HA aZipeHanuH, 00eMO3aMecTHTENHA TepanH, MNIIOKOKOPTHKOKHAH ).

5. GOAPMAKOJOIHYHH CBOHCTBA

S.1 PapMaxoAHHAMHYHH cBolicTBa

dapMakoTepaneBTHUHA Tpyna: OpUMKOBH AMYPETHIIH
ATC xox: CO3CA04

MexaHH3bM Ha ASHCTBHE
Topacemua mnputTexaba canypeTHueH edexT, KOHTO ce OCHOBaBa Ha Mor#ckaHe Ha OpOpedHara

peabcopbLua Ha HATPHIT B XIOp B ACLISHACHTHOTO pamMo Ha OpuMkaTa Ha XeHne.

PapMakoAHHAMHYHH €PEKTH

Ilpu xopa, auypeTHYHHAT €eKT Cnell HHTPABEHO3HO H NEPOpaliHO NPHIOKEeHHEe Obp30 AOCTHra
CBOS MaKCHUMYM MNpe3 NbPBHA 4ac U CbOTBETHO 2. W 3. 4ac ¥ npoAabokasa fo 12 yaca. Ilpu 3apasu
MHIHBHJIM € HalbniofaBaHO 3aCHJIBaHE Ha JHypes3aTa, NMPOMOPUHOHAJHO HA JIOrapHTbMa HAa Z03aTa
(“BHCOKO-TaBaHHA akTHBHOCT”, *“high-celiling activity™), npm xo3u B pamkure Ha 5-100 mg. 3acunBane
Ha AHYpe3aTa MOXe ChLIQ Aa €€ NMOJYYH M B ¢Iyuvad, KOrarQ ApYrd AHYPETHUH Be4e Ha OKa3paT
JAOCTaThYHO JeHCTBHEe (HanpHMEp THa3MAM HOM  JAclicTBalquTe B AHCTANHATE TYOynH
KanHHCHXpaHABAlLlK ), HAaNp. NPH MALHEHTH C YBpeAcHa O10peuna PpyHKI 4.

Beneacrae Ha Te3d CBOHCTBA, TopaceMMA BOOM A0 MOOMAM3auua Ha orouure. B cnyvaii na
ChpI€YHA HEAOCTATHYHOCT, TOpaceMul moaodpaBa CHMIITOMATHKATA, KaTo noaobpasa u MuokapAHarTa
(PYHKUHA IOCPECTBOM NOHHXKABAHE HA MPeA- H CICAHATOBAPBAHETO.

5.2 PapMaAKOKHHESTHYHM CBoHcTBa

ADcopbums ¥ pa3npeneseHue

[Tosede ot 99% oT TopaceMup ce CBEP3BAT C MIA3MEHUTE NpoTeHHH, MeTaGonutute M1, M3 # M5
Ce CBLP3BAT CHbOTBETHO B 86%, 95% n 97%. Habmonasannar obeM Ha pasnpenenetue (V) e 16 1.

buoTtpancdopmanns

Ilpu xopara Topacemupn ce Merabonuzupa Ao TpH Merabomura M1, M3 w MS. Hama pannu 3a
ChILECTBYBAaHETO HAa Apyru Metabonutn. MeraGommrure M1 1 M5 ce nonydapar upes NMOCTENEHHO
OKCHRHpAaHE Ha METH/IOBATA rpyna Ha PEeHUIOBHA MPBbCTEH A0 KapOOKCHIIHA KHCeHHA, a MeTaboMUThT
M3 4pe3 XUAPOKCHARpaHE HA NPBLCTEHA.

Merabonuture M2 1 M4 , KOHTO ce OTKpHMBAT B H3NUTBAHHA NPH KHBOTHH, HE C¢ OTKPHBAT NIPH
Xopara.

EnuMunupane




[Ipn 3apaBM MHIMBHAH TEPMUHAJIHOTO BpeMe HAa NONYKMUBOT (t12) Ha TOpaceMHI H HEroBHTE
MeTaGoauTH ¢ 3-4 vyaca. OBIMAT KIHPBHC HA TOpaceMUA € OT nopsaska Ha 40 ml/min, 6B6peununT
KIHPBHC € npubausutento 10 ml/min.

ITpu 3apaBy WHZUBHAHW, mprOnu3utenHo 80% ot mpHIOKEHATa 034 CE€ OTKpHBA B YPHHaTa HoA
¢opmaTa Ha TopaceMHA B MeTabOIUTHTE MY B CIIEAHOTO CPEAHO NPOLEHTHO ChABPXKAHHE: TOpaceMHAX -
npubnusntento 24%, mMerabonut M1 - npubnusurenso 12%, merabonut M3 - npubamzutento 3%,
meTaGoaut M5 - npuGnuzutento 41%. OcHoBHEAT MeTaGoONUT M5 He npHTeXKaBa AHYPETHUCH €EKT;
npuGnu3uTenHo obwo 10% or dpapmakokuHeTHUHES edexT ce ABDKH HA aKTHBHHTE MeTrabonutd M1 n

M3.

ITpu 66peyHa HEAOCTATHYHOCT, OOILHAT KIHPELHC B BPEMETO HA NONY-CTHMHHHpPaHE HA TOPACEMHN
OCTaBaT HEIPOMEHEHEHH, BPEMETO Ha MoJiyeTHMHHMpaHe Ha M3 u M5 ce ynwikasa. BenpekH 1oBa
(dapMakoAMHAMHYHHAT NPOQHA OCTaBa HENPOMECHEH, BpPEMETO Ha [ACHCTBHE HE Ce NOBIMABA OT
creneHTa Ha ObOpeYHaTa HEHOCTAaTBYHOCT. TopaceMHA H HEroBHUTe MeTA0OAMTH ce H3mMb4YBaT B
HE3HAYHTEIHA CTEeNeH Ype3 XeMOAHAH3A HIH XEMO(DHIITPALHA,

Ilpyn nauMeHTH C HapylieHa 4YepHoApoOHA (PYHKUMA HIH CHPACYHA HEAOCTAaTHYHOCT, BPECMETO Ha
nojay-eIMMHHHpaHe Ha TopaceMui H MeTabonnta MS € neko YABIDKEHO, & KOAH4eCTBaTa Ha
BCIIECTBATA, UINBLYCHH C YPHHATa, OTTOBAapAT HA TE€3H IIPH 3paBH Xopa.

CnenoBaTenHo HEe MOXeE 1a C€ OYaKBa KYMYJIRPAHE HA TOpaceMU]] H HErOBHTE METa00IHTH.

JINHEHHOCT

Topacemua u HerosuTe MeTabONHTH C¢ XapaKTEPH3HPAT ¢ A030-3aBHCHMA JIHHEHHA KHHETHKA, T.C.
MaKCHMAJIHaTa CEpyMHA KOHLIGHTpAIMA H MAOUIMTE MOA KPUBMTS H3 CEpYMHHTE HHBA HApacTBAaT
NPONOPIHOHANHO C YBEJIIHYABAHETO HA 203aTa.

53 IpeakaHauTHH JTAHHH 3a Ge3o0macHOCT

ExcneprMeHTHTE ¢ JXHBOTHH 3a (QapMakonorHfi Ha 0e30MacHOCTTa, XpOHHYHA TOKCHYHOCT,
MYTAreHHOCT H KaHLUECPOTeHHOCT He AaBaT AAHHM 33 TIO-BHCOK PHCK NPH NPHIOXKEHHE Y Xopa.

B npoy4BaHusa 32 penpoAyKTHBHA TOKCHYHOCT, HAMZ JAaHHH 33 TEPATOreéHHH e(eKkTH Y MIbXOBE.
HezaBucHMO OT TOBa, MPH BHUCOKH 03H ¥ OpeMeHHH 3afilin W IIBXOBe C€ HabMOZaBaT TOKCHYHH
epekTH 3a nnoga W Maiixara. JIpH mabxoBe ¢ OWIO BB3IMOXKHO NEMOHCTpHpaHe HA NpeMHHABaHE Ha
TOpaceMHA npes nualenrara. He ce nabmogasar egektH BbpXy depTHIHTETA.

6. PAPMAILEBTHNYHHU JAHHH
6.1 CnucbK H2 MOMOIIIHATE BellecTBAa

Hatpies xuapoxcun
TpoMeramon
Maxkporon 400
Boaa 3a HHXexIHH
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6.3 Cpokx HA rogHOCT
d FORMHH.
Or mukpoOuonornuHa racaHa touka, Tpugac 10 mg/2 ml Tpabea na ce w3non3sa BeAHAra ek

THPBO OTBApsiHE. AKO HE Ce M3NON3Ba BeAHAra, OTTOBOPEH 3a NPOABIDKHUTENHOCTTa M YCIOBHATA HA
CLXpaHcHNe npean ynorpeda ¢ 103y, kolito ro ynorpedasa.

6.4 Cnennajan ycJI0BHSI HA ChXPaHeHHe

Ha ce cpxpanssa nog 25°C.

6.5 Bup n coAbLpKAHAE HA ONIAKOBKATA

AMnyiH 2 ml OT Ipo3pavyHO CTHKIIO
OpurdHanuu ONakoBKH ¢ 5 UNH 25 amnyay (¢ 2 ml).

He BCcHUKH BHIOBE OMAKOBKY MOraT Ja ObAaT MyCcHATH B npoaaxkoOa.

6.6 CneunaiHu NpeANa3sHH MepKH NPR H3XBLPJASHE

HuxkekTHpaiiTe caMo QucTpH pasTeopu!
Wznon3ealite HHXEKUMOHHUAT Pa3TBOp BEAHAra cyael mbpao oTeapsaHe. OCTaHAmoTO KOMHYECTBO Ce
H3XBBPIIA.

Heusnon3saHuAT NEKapCTBEH NPOAYKT HIH OTNAZBbYHHTE MATepHalH OT Hero TpsadBa ga ce
H3XBBPJAT B CbOTBETCTBHE C MECTHUTE H3HCKBAHHA

7. IMPHATEXATEJ HA PAZPEHIEHHUETO 3A YIIOTPEBA
Menarini International Operations Luxembourg S.A.

1, Avenue de la Gare
L-1611 JIrokcembypr

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

20020611

9, JATA HA IIBPBO PA3ZPEIIABAHE/IIOJHOBSABAHE HA PA3PEHIEHHMETO
3A YIIOTPEBA

Narta Ha nbpBO paspewasane: 23.07.2002 r.
Hata Ha nocieano noaHoBsABaHe: 13.03.2008 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

Asryct, 2015 .




