KPATKA XAPAKTEPHCTHKA HA ITIPOIYKTA

WINLITHATENHA ATEHLMA NO NEKAPCTBATA
Kpamia Xapasnepuciuace Ha npogyxIng mmm 1

- HA JEKAPCTBEHIS IIPO ki Poe ... S0 AR IS/ /6
®enopexe 12,5 mg QpunMupanu tabnerkn Paspeuwserue Nr

Fenodex 12.5 mg film-coated tablets BG/MA/MP - 6"/ 9(7 G- ? 2 0 -03- 2023
Deronekc 25 Mg QUIMMPAHH TaBETRE | O ot e
Fenodex 25 mg film-coated tablets | Ogospsrug Ne ../..

2. KAYECTBEH H KOJIHMYECTBEH ChCTAB

Bceaxa ¢punmupana TabneTka craLpxka gekckeronpoden 12,5 mg win 25 mg {karo aexcketonpodes
tposmeramonn) (dexketoprofen trometamol).
3a MEIHHA CHHCHK HA TIOMOIIHHUTE BEIecTBa BHKTE Toqka 6.1.

3. JEKAPCTBEHA ®OPMA

®enonexke 12,5 mg puMHpanu TabNeTKH ca XKBJITH, KPBITH, IBOHHOH3ITBKHAIH TabNeTKH ¢
luaMeTsp 7 mm.

MeHoneke 25 mg GpraMmMpanu TabneTKH ca Oenu, KPBITIH, JBORHOM3IIBKHANH TaONeTKH, ¢ AeTHTENHa
yepTa M penedHo osHauerue ,,MC" ¢ guaMersp 10 mm.

Tabnerkara ot 25 mg Moxe na Obae pasueiieHa Ha paBHH HO3H.
4. KJIHHAYHH JTAHHHA
4.1 TepaneBTHYHH NOKA3aNHNA

CHMNITOMATHYHO JIEYeHHE Ha JIeKa 0 yMepeHa Golka, HallpuMep CKeleTHO-MycKytHaTa 6onka,
aUcMeHoped, 3660007.
{eHOEKE € IOKa3aH 32 ICYEHHE Ha BB3PAcTHH.

4.2 lo3HpOBKA H HAMHH HA NPUICKEHHE

O3MPOBKA
Buvapacmmu
Cnopen ecTecTBOTO M TexKecTra Ha GONKATA, NPEeNOPHUUTRITHATA A03a 0OMKHOBEHO ¢ 12,5 mg Ha
BcekH 4-6 uaca HITH 25 mg wa Bcekn § yaca. OBmara aHeRHa 103a He TpAOBa a HagBHinasa 75 mg.
Hexenanure peaktiup Morar na GpAaT CBeIeHH A0 MHHAMYM Upe3 H3MO0/3BaHe Ha Hail-BUCKaTa
eeKTHBHa Jo3a 3a Hali-KpaTKes NepHol, HeOOXO0IHM 3a KOHTPOJHPAHe Ha CHMITTOMHTE (BXK. TOUKa
4.4).
(deHofeke TabneTkH He ca npeHA3HAYCHH 33 IPOIBILKHTENHA ynoTpeba 1 neyennero TpsOsa fa 6bae
OrpaHH4YEHO A0 CUMITTOMATHYHHA MIEPHOA.

Hayuenmu e cmapuecka evspacm
I1py naumeHTH B cTapyecka BH3PACT CE MPENOPHYBA TEPANHATA 1a Ce 3aIOyHe B 0N
N030BHA THanazoH (50 mg obma nuesna nosa). osata Moxke na Obie yBeHIEHA
3a o01laTa Nonynauus camo cllejl yCraHosisaHe Ha o6pa obIa IOHOCHMOCT.

Yeproopobno yepesxcoane



ITauHeHTHTE ¢ JIEKO A0 YMepEHO HapyIlieHa YepHOApoOHa QyHKUMA TPAOEa Aa 3aN0vHAT TEpanus ¢
HamMaleHH 1034 (S0 mg ofma nHeBHa A03a) M Aa ObaaT BHUMaTenno Habmoaaeany, OeHonexc
TaGNEeTKH He TPAOBA 12 Ce H3NMON3BAT NIPH MALMEHTH ¢ TEXKO HapyllleHa YepHoapobHa dyHKaa.

Bwbpevnoc yspeswoane

ITspponavanHata nosa Tpabera na Oeae Hamaiena ao 50 mg oflla AHCBHA A03a NMPH NAUHEHTH C JIEKO
HapyweHa 6u6peusa QyHKIMA (KpeaTHHHHOB KIHpBHC 60 - 89 ml/min) (Bx. Touka 4.4). DeHogexc
TabneTkn He TpAOBa Ja ce H3MON3BAT NPH NIALMEHTH C YMepeHa 0 Texkka 660peuna aucdyHKns
(xpeaTHHHHOBR KTHPEHC <59 ml/min) (Bx. Touka 4.3).

ITeduampuuna nonyrayus
Hexckeronpoded He e npoyusan npu Aeua M 1oHowH. [Topanu ToBa 6e30MacHOCTTa H eMKAaCHOCTTA
TNpH Jela H FOHOWIH HE Ca YCTaHOBEHH M NMPOAYKTET He TPAGBa Jia ¢¢ M3MOJI3Ba NPK ASUA M FOHOINH.

HauuH Ha npunokeHHS
TaGnerkara TpaGea a 61ae NoreHaTa ¢ AOCTATHYHO KOTHYECTBO TEMHOCT (HANPHUMED €HA yalla

BoAa). EnHoBpeMeHHOTO npunoxenne ¢ xpana 3a0aBs ckopocTTa Ha aGcopOums Ha IeKapcTBOTO (BK.
pasnen Papmaxoxunemuyiu ceoticmed), IOpaaH KOETO B cnyqan Ha ocTpa GoJKa ce mpenope4sa -
ApHJIAraHeTo Aa € NoHe 30 MHUHYTH NPEAH XPaHEeHe.

4.3 IlIporuBonoxkaszanus

Denonexe TabneTky He TpAGBa Ja ce NPUAAraT B CIIEIHATE CITyvau:

- CBPBXUYYBCTBHTEITHOCT KbM AKTHBHOTO BEIIECTBO, KBM Koeto # Aa e apyro HCIIBC wiu xeMm Hakoe
OT MOMOLIHKTE BELIECTBA, H3OpoeHH B TouKa 6.1.

- [TanmenTH, npH KOMTO BeWIECTBA ¢ NOA00HO JecTBHe (HATIpHMEP ALICTHACAINIMIOBA KHCEIHHA HIH
apyru HCIIBC) npeuseUKBaT aCTMAaTHIHH [IPHCTHIM, OpOHXOCNA3EM, OCTBD PHHHT HIIHM NPHYHHEABAT
HA3AJIHH TIOHIH, YPTUKAPHA WM AHTHOHEBPOTHYCH €EM.

- MI3recTHM (roToanepruyHu uin HOTOTOKCHYHH Peakiiy 1O BpeMe Ha NeueHHe ¢ KeTONpodieH WiH
¢ubpary.

- TlanpeHTH ¢ aHAMHE3a 33 CTOMAINHO-YPEBHO KLpBeHe WK Nepdopaliiil, CBhp3aHH ¢ IpeauuIHa
tepamua ¢ HCIIBC.

- ITanmeHTH ¢ aKTHBHA MeNTHYHA 1388/ CTOMAIIHO-YPEBEH KPHBOMIIIHE WIH HAKAKBA aHaAMHe34a 33
CTOMAaIlIHO-YPEBHO KbPBeHe, A3ea WiH nepdoparms.

- [laneHTH © XpOHHYHA AUCTIENCHA.

- [lanpenTH, KOMTO HMAT APYTH AKTHBHH KPBHBOH3IHBH MJIH HapyIIEeHHA, CBEP3aHH C KEPBCHE.

- [TatmenTn ¢ Gonect Ha Kpon unm yaueposen KOMUT.

- [TanyeHTH ¢ TeXKa ChpAeYHA HEJOCTATHHHOCT.

- INammenTH ¢ yMepeHa fio Texka Gp0peuna aucdyHKLMA (KpeaTHHHHOB KIHPBHC <59 ml/ min).

- [TaneHTH CLC CHAHO yBpeneHa YepHoApoOHa pynkiwms (ouerka Ha Child-Pugh 10 - 13).

- [TanueHTH ¢ xeMOparHiHa IHaTesa 1 APYrd HapyUICHHA Ha KOaryiauusra.

- ITauyeHTH © TeXKKa AexuapaTanns (NpHUYKHHEHA OT NOBPLILAHE, IHAPHA HIIH HEAOCTATHYEH NIPHEM Ha
TE€YHOCTH).

- [Ipe3 TpeTHs TpUMeCTEP Ha GPeMEHHOCTTA M MepHOa Ha KbpMEHe (BXK. TOUKa 4.6).

4.4 CnengajiEH OpexynpeskJcHHA H IPEANAIHE MEPKH MPH ynoTpeda

[punaraiiTe BHHMATENHO NMPH MALHEHTH C AHAMHE3A 338 A1ePrHYHH ChCTOSHHA,
Tpatea ma ce u3bsarea ynorpebara Ha aekckeronpogdeH ck¢ chmbreTBay aApyru HCIIBC
BIJIIOUHTENIHO CENIEKTHBHKA KHXHOHTOPH HA LIHKJIQOKCHreHaza-2.
Hexenanute edekTH Morar Ja Gbaar cBeeHH 10 MHHHMYM, KaTo 32 KOHTPOXHP
ce H3no/3pa Hal-HHcKaTa eekTHRHA 1034 32 BF3MOMXKHO HAH-KPATHEK MEPHOM OT
4.2, n Cmomawurio-upeeen i Copieuno-cb008 puck No-Aomny).

CTtoMamuo-ypesHa GezonacHocT




CroMalIHO-4peBHO KbpBeHe, yIlepalus] WK repdopailid, KOUTo MoraT a ObAaT QaTajiHy ca
crobuenu npH Bewakd HCIIBC no Beako speMe Ha NIEIEHHETO, ChC HITH O€3 NpeAyNpeanTeTHA
CHMITOMH HJIM NPEeAXOAHA AHAMHE3A 34 CEPHO3HH CTOMAlIHO-4peBHU ch0MTHA. [1pH nossa Ha
CTOMALIHO-YPEBHO KBPBEHS HITH Y/ILIEpaLia [PH NAIKEHTH, N0JyJaBaiiy JekckeTonpodeH,
JedeHReTo TpadBa Aa ¢e MpeKpaTH.

PucKBT OT cTOMAIHO-YPEBHO KBPREHE, 438 WK nepdopalius € MO-BHCOK ¢ yBE/IHYaBaHe Ha JO3ATE
Ha HCTIBC, npu nanyeHTH ¢ aHaMHe3a 3a A3Ba, 0C00EHO KO ¢ YCIIOXKHEHA ¢ KPBBOM3/IME HIIH
nepdopatius (BK. Touka 4.3) W IPH DaLHEHTH B CTAPYECKa BB3PACT.

TlamMeHTHTE B HANPEAHATIA BBH3PACT HMAT MOBHILEHA YECTOTA Ha Hexxenanu peakuus kbM HCIIBC,
0co6eHO CTOMAIIHO-YPEBHO KbpBeHe M nepdopaius, KOUTO MoraT Aa Gbaar darannm (sxk. To9Ka 4.2).
Tesu naupenTyn TpabBa fa 3an0uHAT IeUeHHe ¢ Hafl-HYCKATA HATHYHA 1034,

Kakro npu Bcwaky HCTIBC, TpaGra f1a ce Thpeu aHaMHe3a 32 €30)arut, racTpHT W/ Wiy [NEIITHYHa
A3B4, 34 JIa C& OCHIYPH TAXHOTO ITBJIHO H3JIEKyBaHe MpeiH 3aI0YRaHe HA JICYEHHE C NEKCKETONPOGeH.
ManmeHTHTE CBC CTOMALTHO-YPEBHH CHMITOMH MM AHAMHE3a 38 CTOMAITHO-UPEBHH 3a001ABaHM A
TpsOBa Aa 6bAaT MpocIeAABaHHM 33 XPAHOCMHJIATENHE HAPYLICHHA, OCOOEHO 33 CTOMAIHO-YPEBHO
KBbpBeHe.

HCIIBC tpsfBa na ce npuiaraT BHUMATE/IHO HA MALHEHTH ¢ AHAMHE3A 33 CTOMAHO-IpeBHa fomnect
(ynueposeH konut, Gonect Ha KpoH), Thit KATO TAXHOTO CHCTOSHHE MOXKE Ja C€ H30CTPH (BXK. TOUKA
4.8).

KomOuHMpaHaTa TepamHa ¢ IPOTEKTHBHH CpeACTBa (HAIIP. MH3ONPOCTON HWITH MHXHOUTOPH Ha
[pOTOHHATA NOMIIA) TpAOBa 11a ce oGMHCIM 32 Te3H MANHEHTH, KAKTO H 33 NallMeHTH, KOHTO ¢e
HYXIa4T 0T ChITHTCTRALIO JCUEHHE ¢ HICKA X032 aLETHICATHLUMIOBA KHCE/IHHA HIH JAPYTH JeKapcTha,
KOMTG MOTarT Aa MOBHIIAT CTOMAIITHO-YpeBHUA PUCK (BXK. MTO-10)TY H TouKa 4.5).

[TanpeHTH ¢ aHAMHE3a 33 CTOMAWIHO-YPEBHA TOKCHYHOCT, 0cOGEHO KOraTo ca B HalpeaHala BE3PacT,
Tpabea na crobluaBaT 3a HeoOHHAlMHM KOpPeMHH CHMIITOMH (0CO0EHO CTOMAILIHO-4PEBHO KEPBEHE),
0coOEHO B HAYATHHTE ETAIH Ha JIeUcHHE,

[IpenoppyBa ce OBHUILIEHO BHUMAHKE TIPH HALMEHTH, KOMTO MPHEMAT CHBMECTHO JISKapCTBa, KOMTO
Grxa MOIIH Ja YBEJIHUAT PUCKA OT y/UepaLus WM KbPBEHE, KaTO NepOpanHiA KOPTHKOCTEPOH/H,
AHTHKOArYJAHTH KaTO BaphapHH, ceNleKTHBHH HHXHOHTOPH Ha 0OPaTHOTO 3aXBalllaHe HA CEPOTOHHHA
HITH aHTHTPOMOOLHTHHE CPEACTRA, KATO ALICTHICATHLIMIORA KHCeMuHa {BX. Touka 4.5).

Lubpesna Ge3omacuoct

[penoprusa ce NOBHLIEHO BHUMAHKME NPH NALHEHTH ¢ YBpexnaHe na 6s0peunnre gyHxuus, Ilpu
Te3n narmeHTH ynotpedara Ha HCITBC mosxe aa nosene A0 Baommasane Ha 6u0pednara QyHKUMA,
3afbpIKaHe Ha TEYHOCTH M OTOK. [Ipenopeusa ce MOBHIICHO BHUMaHHUE H IIPH MALHEHTH HA
IHypeTHYHA TEPANHA HIH TAKHBA, KOMUTO OMxa MOTTIH JIa pa3BHAT XMIOBOJIEMHS, ThH KaToO
CBILECTBYBA MOBHILICH PHCK OT HEPOTOKCHYHOCT.

ITo Bpeme Ra neveHHeTO TPAGBA da ce OCHIYPH 4eKBAaTEH MPHEM Ha TEYHOCTH, 32 Jla CE NPeNoTBpaTh
ACXHApaTAUMA H €BEHTYAIHO CBBP3aHa NOBHIIEHAa GBOpeuHa TOKCHYHOCT.

Kaxto npr secrukH HCIIBC, Toii Moske 8 NOBHIIH IU1a3MEHKTE HHBA HA A30TeH KapbaMHI H
kpeaTHUH. KakTo npu Apyry MEXuGKHTOpH Ha CHETE3a Ha MPOCTATNIAHAMH, TOi Moxke fa Onle
CBBP3aH ¢ HebmaronpuaTHN edekTu BppXy OBOpeunaTa CHCTEMa, KoeTo Moxe 1a A0BEAE A0
rioMepynaeH HeppHT, HHTepCTHIManeH HedpuT, GB0peyHa nanuIapHa HEKPo3a, HePPOTHHEH
CHHApPOM H ocTpa ObOpeuHa HeAOCTATHYHOCT.

[TanmeHTHTE B CTapuecKa BE3PAcT € N0-BEPOSTHO Aa CTPajaT OT HapymeHa Gbbpeuna QyHKumas (B.
Touka 4.2).

YepHoapobua Ge3onacHocT _

[penopbuba ce NOBHIIEHO BHUMAHKE NPH MALMEHTH C YBPeXKAaHe Ha YepHoApob
Kaxro npu apyru HCIIBC, Toii Moxe na NpiyY{HHA NPEXOHO JIEKO YBEJTHYEHHE Ha
4epHOAPOGHH ITAPAMETPH, a CBHLIO H 3HAYHTENHO yBennueHue Ha S-GOT u S-GPT.
CHOTBETHO YBEJIMYEHHE Ha TAKHBA NapaMeTpH, TepanmuaTa Tpabea na Geae npexpa
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[TaumeHTHTE B CTAPYECKA BB3PACT € NO-BEPOATHO J1a CTPAAAT OT HapylueHa depHoapobHa gynkums
(Bx. TOuKa 4.2),

CBpeyHo-chIoRa H MOZBYHO-CHIOBA Ge3011aCHOCT

Heo6X0AHMO © MoAXOAALIC MPOCNeAABaHe W ChEETH NIPH NAUMEeHTH C AHAMHE3A 32 XMIEPTOHHS W/ HITH
Neka 0 yMepeHa ChpAeuHa HeaocTaThurocT. HeobxoaumMo e ocobeHO BHHMAaHHE IPH MALMEHTH ¢
aHaMHe3a 3a ChpAe4HO 3a00/BaHe, 0-CHSHHAITHO [TPH NMALMEHTH ¢ NPeALIeCTBALH CHMIITOMH Ha
ChpAcYHa HEMOCTATHYHOCT, MOPAAH MOBHILCHHA PHCK OT IOABA HA ChP/CYHA HEJOCTATEYHOCT, THH
KaTo ce choblllaBa 3a 3aIbPiKaHe HA TEYHOCTH H OTOK BbB BpB3Ka ¢ Tepanuata ¢ HCTIBC.
KnuHH4HHTE TpoyYBaHHA H elTHIEMHONIOrHYHHTE JaHHH NPEANONAraT, 4¢ H3MON3BAHETO Ha HAKOH
HCIIBC (ocofeHo npu BHCOKH I03H K NPH ABJITOCPOYHO JIEUeHHE) MOXe Aa Obae CABP3aHO ¢ IEKO
MOBHLIEH PUCK OT APTEPHATIHA TPOMGOTHYHM CHOHTHS (HampuMep MHOKapeH HHOAPKT HIH HHCYIIT).
Hsama A0CTaThYHO NAHHH, 33 [a CE M3KIFOYH TAKBE PHCK 3a JeKcKeTonpoden.

CaenoBatenHo, MALHEeHT# ¢ HEKOHTPONHPAHA XUIIEPTOHHS, 3aCTOHHA CLp/IeYHa HEAOCTaTEYHOCT,
YCTaHOBEHA HCXeMHYHA GOecT Ha CHpLETO, nepudepHa apTepHaiHa OonecT W WIH MOIBYHO-CBI0BA
Gonect TpabBa Na ce eKyRaT ¢ JeKCKeTONMpodheH caMo cliel BHHMATENHA olleHKa. ChillaTa oleHKa
TpsGBa Ja ce HANpaBU NPeJH 3a104BaHe HA ILITOCPOYHO JiedeHHe Ha TALHEHTH ¢ PUCKOBM (PaKTOpH
33 ChPAEUHO-CBI0BM 3a00MABAHNS (HANP, XUTISPTOHHUS, XUIIEPIHMITHACMHSA, 3aXapeH Axaber,
TIOTIOHOMYLIEHE).

Beuaxn Hecenextupun HCTIBC Morat a HHXHGHpAT arperaiiaTa Ha TpoMOOIMTHTE M A YABDKAT
BPEMETO Ha KbpBeHe Ype3 HHXHOMpaHe Ha CHHTeza Ha rmpocTariasanH. CIeA0BaTelNHo, He ce
npenophuBa yrnorpebdarta Ha JeKCKeTONPOQEeH NpH MAaLMEHTH, KOHTO MOTy4YaBar Jpyra Tepanus, KOsTo
MpedH Ha XEMOCTa3aTa, KaTo BapdapHH WK APYTH KyMapHHH FIIH XenapHHH (BK. TouKa 4.5).
INaupeHTHTE B CTapUecKa BB3PACT € MO-BEPOATTO 1a CTPAAAT OT HAPYUICHA ChPASHHO-CBIOBA
yHxuuA (BXK. TOUKA 4.2).

KoKHH peakiiuu

CepHO3HH KOXHH PeakLHH, HAKOH OT TAX (aTalHu, BKIIOYHTETHO eKCPONHATHBEH ACPMATHT,
CHHApPOM Ha CTHBBHC-I[KOHCHH M TOKCHYHA €MTHASPMA/IHA HEKPOIK3a ce ChoOLIAaBaT MHOTO PAAKO
BBB Bpb3Ka ¢ ynotpebata Ha HCTIBC (k. Touka 4.8). H3rnexna, 4e naiMeHTHTE Ca H3NOXKEHH Ha
Hali-BHCOK PHCK OT TE3H PEAKLHH B HAYATOTO HA TepalHATa, HaganoTo Ha peaKLATa Ce NpoaBsidBa B
[no-rongMara 4acTt Ot CHIIY4YaHTE B paMKHTE Ha MePBHA MECeL, OT NnevueHBeTo. JleueHueTo ¢ (I)CHOJIBKC
Tpa6Ba Na ce NpeKpaTH IPH TBPBATa MOABA HA KOKEH OOPHB, JIE3HH Ha NHTABHITATE A JPYrH
NpH3HALH HA CBPBXYYBCTBHTETHOCT.

HE!! a HHQO[!M@H’[

Heobxomumo e ocoGeHO BHUMaHue NPy NAalHEHTH ¢

- BPOJISHO HapyiieHke Ha MeTabonu3Ma Ha opdupHH (HapHMep OCTpa NPEKbeBaLlia MophupHi);
- MeXHIpaTALs;

- IHPEKTHO cie] roNaMa OnepaiHs.

AKO JICKapAT npeleHy, Ye NPOIBIKUTEIHATA Tepanus ¢ AekcketonpodeH e HeobxoanMa,
uepHoApoOHaTa 1 6s0peyHaTa QYHKIMA H KPBBHATA KapTHHA TpAGBa Aa ObAAT PENOBHO
TIPOBEPABAHH.

TeXKH OCTpH peaKUUH HAa CBPbXYYBCTBHTENHOCT (HanpuMep aHaQUIaKTHHEH IIOK) ¢a HabnonaBaHH
B MHOTO penxi citydau. Jleuennero Tpabea na ce npekpaTH NPH ITbPBKTE MPH3HALM HA TEXKKH
peaKIMH Ha CBPbXYYBCTBHTEIHOCT cnef| npueM Ha PeHofekc, B 3aBHCHMOCT OT CHMITTOMHTE, BCHUKH
MEMUHHCKH HeoOxoauMu npoLeaype TpaOBa Ja ObaaT H3BbPIIEHH OT CHOTBETHUTE MEAMIIMHCKH
CIIeL{HATHCTH.

[NanpenTrTe ¢ acTMa, KOMOHHHPAHA ¢ XPOHWYEH PHHHT, XPOHHYEH CHHY3HT H/
TMOJIHII038, UMAT TIO-BHCOK PHCK OT /IePrHe KbM allCTHICATHIIHIOBA KHCEIHHA
OCTAHANIATA YaCT OT HaceneHneto. [IpunaraneTo Ha TO3H ICKAPCTBEH NPOAYKT M
TIPHCTHIM H4 aCTMA WK OpOoHX0CnazeM, 0co0eHO NpH JIHIA, ANSPTHYHH KBM ALl
kHcenuna win HCTIBC (Bxk. Touka 4.3).



To u3KMIOUEHHE BapHIIENIATa MOXKE /@ TOBEAE /10 CEPHO3HM KOXKHH M MEKOTBKAHH HHEKIMO3HH
ycnokeeHns. JIo MOMEHT2 He MOXe fia Ce H3kmoun Aonpuuacawara pons Ha HCIIBC 3a
BIOIIaBaHeTO Ha TesH uHdekuun. [Topaau ToBa € mpenopbuMTeNHo Aa ce u3bsrea ynorpefara Ha
®eHoneke B cy4ai Ha BApHLEA.

(DeHOAEKC TpﬂﬁBa Ja ce Npunara ¢ BHUMaHHWE HA MALHCHTH, CTpadalld OT XEMOTIOCTHMHHY HapYIICHM,
CHCTEMEH CPHTCMATO3CH JIYITYC CHITH CMCCCHA CBIACHHTCITHO-TRKAHHA bonecrt.

Kaxro apyrn HCTIBC, nexckeronpodeH Moxke Aa MACKHpA CHMITOMHTE HA HHGEKIHO3HH
3a0onaBaHMA.

Ilennarpudna nomynawms
BezonacHata ynotpe6a npH Aelia 4 IOHOLIH HE € YCTAHOBEHA.

Tosa nexapcTBo chaAbpxka no-Manko ot 1 mmol Hatpuii (23 mg) Ha ¢unmupaHa TabneTka, T.e. MOXe
Ja ce KaxKe, 4e MpakTHYESCKH HE ChABPKA HATPHIA.

4.5 BsaumogeiicTBHE ¢ APYTH JEKAPCTBeHH HPOAYKTH H APYTH (OPME HA B3aHMoJeficTBHE

CrnenauTe B3aAMO/IEHCTBHA C& OTHACAT 32 HECTEPOHIHHTE NPOTHBOBBL3TIANHTEIIHE CPECTBa
(HCIIBC) kato mano.

KomOuHainm, kKoMTo He ce NMpenopsYsar

- HApyeu HCIIBC, exmovumenro ucoxu 003U caruyuramy (>3 g/ Oen): NpAIaraHeTo Ha HAKOJIKO
HCIIBC 3aeamo Moxke A2 YBETHYH PHCKA OT CTOMAIIHO-YPEEHH A3BH M KbPBCHE, YPe3 CHHEPTHYEH
edexT.

- Aumuxoazynanwmu; HCIIBC morat aa 3acunst eexra Ha aHTHKOAry/1aHTHTe, KaTo BapdapuH (Bx.
TouKa 4.4), HopaaH BHCOKOTO CRBP3BAHC HA IUIA3MEeHHUTE MPOTEHHH ¢ AeKcKeTonpoden 1
HHXHOHpaHeTo Ha (DYHKUHATA HA TPOMGOLHMTHTE H YBPEKIAHETO HA CTOMAIHO-YPEBHATA JIHTABHLIA.
Axo xoMOHHanmATa He MOKe 1a Obae H3bernara, TpaGBa Aa ce MPOBEKAa BHHMATEIHO KITHHHYHO
HaOMmo/IeHHe H NIPOCeNABAHE HA NAGOPATOPHHTE CTORHOCTH.

- Xenapunu: IOBHIIEH PHCK OT KPHBOHNIHE (TIOpanH HHXHGHpaHe Ha TPOMOOUMTHATA QYHKIHA U
YBPEXKAaHE HA CTOMAINHO-IPEBHATA IMraBHLa). Ako koMOHHaLMATa He Moxe 1a Obae H3berHara,
TpAOBA Aa ce NPOBEKAa BHHMATENHO KIHHHYHO HabmoaeHHe U npocnesBane Ha 1aGopaTopHHTe
CTOHHOCTH.

- Kopmuxocmepoudu: iMa NOBHILIEH PHCK OT CTOMAUIHO-YPEBHA H3Ba HITH KBPBEHE (BK. Touxa 4.4).
- Jlumuii (onucan ¢ naxonxo HCIIBC): HCIIBC noeHinaBaT HHEaTa Ha THTHH B KPBBTA, KOHTO MOrat
Ja JOCTHIHAT TOKCHYHH CTOHHOCTH (HaManeHa Ob0peuHa eKCKpela Ha IMTHiA). CleJoBaTenHo, TO3H
napameThp TpabBa Ja ce mpocieAsana Mo BpeMe Ha 3aIlo4BaHe, afaNTHPaHe H IIPEKpaTABaHe Ha
JEYEHHETO ¢ AEKCKETONPOdEH.

- Memompexcam, usnonzeav npu eucoxu 0o3u 15 mg/ ceOMuya wiu noeeye: NOBAMIEHA
XeMaTOJIONHYHA TOKCHYHOCT Ha METOTPEKCAT 4pe3 IOHIKABaHe Ha 6p0peunna My KIHPBHC OT
NPOTHROBB3NATHMTEIHE CPeACTBA KaTo LIAIO.

- Xudanmounu u cyrghonamudu: TOKCHUHATE e(EKTH Ha TEIH BELIECTBA MOTAT Jia OBAT 3aCHIICHH.

KomOuHanuH, KOUTO W3HCKBAT NPENAIHH MEPKH
- Huypemuyu, ACE unxubumopu, anmubaxmepuanuy GMuHOIUKo3uou u anzuomensun I peyenmopru

anmazonticmu: JlekckeronpodeH Moxe fa HaMany edexTa Ha AHYPETHLIATE H AHTHXHITS
nexapctra. IIpu HAkou maHeHTH ¢ KOMNIpoMeTHpaHa 610peuna QyHKIma (Hanp. 1e
TIALUMEHTH HJIH Nal[MeHTH B CTAp4ecka Bb3pacT ¢ HapylueHa 6x0peyna GyHKUHA) CF
{IpHNIOKEHHAE Ha CPeACTBa, KOUTO HHXHOHpaT umkiookcurenasata H ACE uxxu0
II peuenrropHy aHTArOHUCTH WK aHTUOAKTEPHATHH AMHHOEIHKO3ZHIH, MOXKE Ja
HATATBILHO BJIOLIABaHe Ha 6BOpeuHaTa GbyHKIMY, kKOeTO OOUKHOBEHO & 00paThM
KOMOWHUPaHO NpeANUCBaHe Ha AeKckeTonpodieH H JUYPETHK € OT CHILECTBEHO 3 He
rapaHTHpa, Ye NALMEHTDT € AIEKBATHO XHAPATHPaH 1 1a ce nabmonapa 6s6peanara ¢y
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Ha4a0TO Ha JNedYeHHeTo (BK. Touka 4.4 CrielManHy NpeAyNpeXAcHAA H CIICLIHAIHH NPe/INa3Hy
MEpPKH MpH ynotpeba).

- Memompexcam, usnonzean npu nucku 0o3u, no-maixo om 15 mg/ cedmuya: NOBHIIEHA
XEMaTOJOTHYHA TOKCHIHOCT Ha METOTPEKCAT KAaTO LAJIO [IPH HaMa/sBaHe Ha GBOpeuHHA My KIHPbHHC
OT IIPOTHBOBBL3MAIHTENHH cpelicTBa. CenqMHYHO npocnesBate Ha KpbBHATA KAPTHHA [IPe3 MbPBHTE
CEIMHIM 0T KoMOHHKpaHOTO NedeHHe. [lo-akTHBHO HaboAeHHE PH HAJTHYHE HA IOPH JIeKo
HapyueHa Or0peuHa QyHKUHS, KaKTO H NPH BH3PacTHH XOpa.

- Henmoxcughunini: NOBAINEH PHCK OT KbpBeHe. 110-aKTHBHO KIHHWYHO HAOMONEHHE H MO-4ECTO
H3cle/IBaHE HA BPEMETO 34 KbPBEHE,

- 3udogyOun: pucK OT NOBHIIEHA TOKCHYHOCT BBPXY €PHTPOLMTHATA PEAMIA Ypes ACHCTBHE BEPXY
PETUKYIOUKTHTE ¢ Bh3HHKBAHE HA TEXKA aHEMHA e[Ha ceaMuua cnex 3anoysane Ha HCTIBC.
Hscnenpane Ha MbiHaTa KpbBHA KapTHHA ik OpOA Ha PETHKYNIOLMTHTE €IHA 10 ABE COAMHLH CIe],
3arnoyBaHe Ha eyenne ¢ HCTIBC.

- Cynchonunypeiinu sexapemea: HCTIBC Morat Aa YBE/IMMAT XMNOITIMKEMHTHHA eeKT Ha
cy/doHHypeiiHiTe TeKapcTBa upe3 U3MECTBAHE OT MECTATA HA CEBP3BAHE C IUIA3MEHHTE IIPOTCHHH.

KomGuBanuu, konto TpaQBa Aa ce MMaT NPEABHT
- Bema-bnoxepu: nedernero ¢ HCIIBC Moxke 12 HAMATH aHTHXHIEPTECHIHBHUA HM eeKT upes

MHXHOHpaHe Ha CHHTE3a HA NPOCTArIaHIHHH.

- Huxnocnopun u maxponumyc: HeppoTokcHUHOCTTA MOXe Na ce 3acimi or HCIIBC upes meaunpan
OT MpocTarnasanuHKuTe edekT BHpXy Oubpenute. [To Bpeme Ha KOMOHHHPaHOTO JiedeHHe TpabBa 1a ce
u3cneapa ObOpeunaTa QyHKIHA.

- Tpombonumuyu: NOBHIIEH PHCK OT KBPBEHE.

- Anmumpomboyumnu cpedcmea u cerexniusHY URXUDUMOPU HA 0DpamMHOmo 3axeauiane Ha .
cepomonuna (SSRIs): NOBHIIEH PHCK OT CTOMAIIHO-YPEBHO KbpBeHe (BXK. Touka 4.4).

- fIpobeneyud: Na3sMeHUTe KOHLIEHTPALWH Ha JeKCKeTonpodeH MOTaT 1a ¢e MOBHIIAT; TOBA
B3aMMOJEHCTBHE MOKE [a Ce AB/DKH Ha MHXMOMTOPEH MEXaHH3BM Ha MACTOTO Ha 610peuna TybynHa
CEKPeLHA H Ha NIIOKYPOHOBATa KOHIOTAIHA M H3UCKEQ KOPHTHPAHE Ha /03aTa Ha IeKCKeTonpodeH.

- Copoeunu 2nurxozucu: HCIIBC Morar Aa NOBHIIAT [1a3MeHATa KOHLIEHTpaLH HA [IMKO3HIUTE,

- Mughenpucmon: cBlIECTBYBA TEOPETHIEH PUCK OT MPOMAHA B e()eKTHBHOCTTA HA MU(EIIPHCTOH OT
HHXHOUTOPHTE Ha NpocTariaHiiH cHHTeTasa,. OrpaHHyeHd JaHHH [TOKA3BAT, Y€ ChBMECTHOTO
npunoxkerue Ha HCITBC B nens Ha PWIOKEHHETO HA NPOCTAMNAHAMH HE OKa3Ba HeGIaronpuaTHoO
BIIHAHHE BbpPXY ¢(PeKTHTE Ha MHENPHCTOH WIIH NIPOCTAMIAHAHH BBPXY Y3PABARHETO Ha 1MAKATa Ha
MATKATA WIH KOHTPaKTHJIMTETA HA MATKATa M HE HAMAMABA KIHHUYHATA e(PHKACHOCT Ha
MEAHLHHCKOTO NPEKECBaHe Ha OpeMeHHOCTTA.

- Xunononoeu anmubuomuyy: ONUTHT NPH KUBOTHH MIOKA3BA, ¢ BHCOKHTE JIO3H XHHOIIOHH B
kombunarma ¢ HCTIBC Morar ga yBenH4aT pHCKA OT pa3BHTHE Ha MBPUYOBE.

- Tenoghosup: Exnospementoro npunoxetne ¢ HCTIBC mMoxe Aa NOBUIIH NTa3MEHHA A30TEH
kapOaMHI H KpeaTunuH; 6n0peunara dyukuus Tpabea 1a ce cneqd, 3a 43 ¢¢ KOHTPOIMPAT Bh3MOKHH
CHHEPrHYHH edekra BrpXy ObOpeunara GyHKLuIA.

- Hegrepazuporc: Eanospemennara ynotpeta ¢ HCIIBC Moxke Aa yBeIHIH PHCKa OT CTOMAIIHO-
4peBHa TOKCHIHOCT. HeoGx0auMO e BHUMaTeTHO KIRHHYHO HAaGMoneHHe, Korato redepasupokc ce
MPHJIAra e{HOBPEMEHHO ¢ TE€3H BELIESCTRA,

- flemempexced: EqnopeMennara ynotpeba Ha HCIIBC Mosxke 1a HaManH excxpeuwrra Ha
neMeTpeKces], Nopaau koero TpAOBa Jla ce BHMMaBa, KOTaTo ¢e npriara no-pucoxa noza HCIIBC.
ITpu mauueHTH ¢ 1eKO A0 yMepeHO Gb0peuHo yBpexaaHe (KpeaTHHHHOR KIHPBHC 45 - 79 ml/ min)
TpabBa ga ce usbarea npwioxenneTo Ha HCTIBC aBa xHM npeaw v ABa AHH Ciel IPHIIAraHeTo Ha
MIEMETPEKCEN,

4.6 PepruauTeT, GPEMEHAOCT H KbpPMeHE

bpemennoct
HuxubHpaHero Ha CHHTE3a Ha MPOCTArNaHIHH MOXKE /13 NOBITAAE HeOnaronpHATHO Ha




OT ChPAEUHO-CHA0BA ManoOpMalHa € YBEIHUEH OT No-Majko oT 1% no npubnusurenso 1,5%. Cuunra
C€, 4€ PHCKELT C€ YBENHYaBa ¢ YBeIMYaBaHe Ha JI03aTa H MPOAB/UKHTEIHOCTTA Ha TepanusTa. [1pu
AHMBOTHHM € [TOKA3aHO, Y€ NMPHIaraHeTo Ha HHXHOUTOP HA NpOCTarianIHHOBHA CHHTE3 BOJH 10
YBEJTHUESHH {Ipe- H NOCTHMIVIAHTALIMOHHH 3ary0H H emOpHodeTancH meranater. B JoMbNHEHNHE, IPH
NPHIOKEHHE HA HHXHOWTOPH Ha CHHTE3a Ha MPOCTarJaHHHU NIPH KHBOTHH IO BPEME Ha
OpraHoreHe3aTa € cpobIneHa MOBHIICHA YeCTOTa Ha Pa3iiHYHH MAPOPMAalIHH, BKIIFOYHTETHO
ChpIeYHO-CHAOBH. HezaBHCHMO OT TOBa, IPOYHBaHHA MPH XHBOTHH C IEKCKeTOPo(eH He ca
MOKA34IH penpOAYKTHBHA TOKCHYHOCT (BX. TOUKa 5.3),

Ot 20-Ta ceaMuLa Ha OpeMEHHOCTTA HATATHK, yNoTpebara Ha JeKCKeTOnpodeH MOXKe Aa NIPHIHHH
ONHTOXHAPAMHHOH B PE3YIITAT Ha HapylIcHHe Ha 6b0peunata ¢ynkima Ha etyca. Tosa Moxe nia
e CITy4YH CKOpO CJIell 3alI04BAHE HA JIEYEHHETO K 00OHMKHOBEHO € 0OpaTHMO NpH MIPeKpaTsBaHeTO

My. B nonennense, nMa crobineHns 3a crecuseane Ha ductus arteriosus ciieq JIe4EHHE MPE3 BTOPHA
TPHMECTBP, IOBEUSTO OT KOHTO OT3IBYYABAT C/EA NPEKpaTaRaHe Ha JNevyenueto. [lopanu ToRa,no
BpeMe Ha ITBPBHA U BTOPHA TPHMECTHP 0T OpeMeHHOCTTa AekckeTonpodeH He TpaGpa Ra ce Jaka,
OCBEH aKO He € aBCOoMIOTHO HeoOX0aUMO.

AKO aexckeTonpodeH ce U3MoN3Ba OT KEHa, KOATO CE ONHTBA Ja 3abpeMeHee WIH Npe3 IbPBHA H
BTOPHA TPHMECTHP OT GpeMeHHOCTT], fAo3aTa TPAOERA [a ¢e MONBPKA BB3MOKHO HalH-HUCKA H
TPOIB/DKHTEHOCTTA Ha JIeUeHHe BE3MOXKHO Hal-kpaTka. Cle/l eKCIo3HIs Ha JEKCKETONpodeH B
NPOABLJDKEHHE HAa HAKOJIKO JHH OT 20-Ta recTauMOHHA CeIMMKIA HATATHK TPpAGBa a ce oOMHCIH
AHTEHATAITHO [TPOCTIENABAHE 33 OIMTOXHAPAMHHOH H cTecHsABaHe Ha ductus arteriosus.
HexckeTonpoden TpaGpa Na ce NpeyYCTaHOBH, aKO ¢& YCTAHOBH OJIMIOXHAPAMHHOH HITH CTECHABAHE Ha
ductus arteriosus.

ITo Bpeme Ha TpeTHs TPHMECTBP OT OPEMEHHOCTTAa BCHUKH HHXHGHTOPH Ha NPOCTATIAHAMHOBHA
CHHTE3 MOe J]a H3JIOXKaT
- mioJa Ha:
O  KApAWONY/IMOHAIHA TOKCHYHOCT (IIpesKIeBPeMEHHO CTECHABaHe/ 3aTBapAHE HA AYKTYC
apTepHo3yc H GenoapobHa XxunepToHu),
o 06BOpeuna AucHYHKUMA (BXK MO-TOPE);

- MaiKaTa W TU10/la B Kpad Ha GpPeMEeHHOCTTA Ha:
© Bb3MOKHO YAB/DKABAHE HA BPEMETO HA KbPBEHE, AHTHATPETaTeH e(eKT, KOHTO MOXe J1a ce
NOABH JOPH IPH MHOI'C HHCKH JO3H;
O MOTHCKAaHE HAa MAaTOYHHTE KOHTPAKIIMH, KOETO BOJH 0 3a0aBeHO HIIH YABKEHO paXIaHe;
CnenopatenHo neKckeTonpoteH e MPOTHBONOKA3aH N0 BPEMe Ha TpeTHs TPHMECTEp Ha OpeMeRHoCTTa
(BrcTe TOUKHK 4.3. H 5.3).

Kspmene
He e u3BecTHO AanH AEKCKETONPOGeH ¢& eKCKPETHPa B KbpMATa.

DeHoneKC € MPOTHBONOKA3aH 110 Bpeme Ha KbpMeHe {Bax. Touka 4.3).

Gepranurer
Kaxro npu apyrure HCIIBC, ynotpe6aTa Ha 1eKCKeTONPOgEH MOKe Aa BIOLIH (EPTHIRTETA NPH

XEHHTE H HE CE TIPENOPhYBA NPH KEHH, KOHTO Ce OMUTBAT Aa 3a4eHaT. [IpH jxkeHH, KOWTO MMaT
3aTPYAHCHHS ChC 3a4YEBAHETO HIIH ca MOJJIOXKEHH Ha Hicne/BaHe 3a Gesmnonue, Tpadsa na ce
OOMHCIEH [IpeyCTaHOBABAHE HA JIEYEHHETO C AEKCKETONpode .

4.7 Edexrn Bopxy cnocobuocTTa 3a modupane H padora ¢ MAIIHHH

deHonekc TalaeTKH MOraT Aa NPHYHHAT HEKCJIAHH PCAKLHH KaTO 3aMafHOCT, 3pHTCAH
HIH CBHJIHBOCT M MOTAT Ja MOBJIMAAT BbpXy crnocoOHOCTTA 3a wodHpane i paboTa ¢

48 Hexenaus JCKAPCTBeHH Peaknnu

CrobmaBannTe HexenaHH ChOMTHA ca OHe BepOSTHO CBBP3aHH ¢ AeKcKeTonpode



JeKckeTompodeH ca NpeAcTaBeHH B TabIMLA Mo-0NY, MOAPESACHH N0 CHCTEMHO-OPTaHHa
KIacH(HKAUMS W 10 4eCTOoTA.

Cucmemo-opeannu | Yecmu Hevecmu Peoru Muozo peoxw/
rAacoge (=1/100 oo (=1/1 000 oo (=1/10 000 o0 Edunuunu ceobugenusn
<i/10) <1/100) <l1/1 000) (<1/10 000}
Hapywenua na Heyrponenus,
Kpbema u TPOMOOLMTONEHHS
auMgmama
cucmema
Hapywenua na Otok Ha apHakca | AHaQWIaKTHYHA
umynnama peaKiug,
crcmema BKJIIOUHTE/HO
aHaIIaKTHYEH WOK
Hapywenus na AHopekcHs
Mmemabonuzma u
XpaneHemo
Icuxuynu Be3chHHE,
HADYWEHUR TPEBOXKHOCT
Hapywenus na InasoGonue, Mepecresus,
nepsHama 3aMasHOCT, CHHKOII
cucmema COMHOJIGHTHOCT
Hapywenua na 3aMBITIEHO 3peHHE
oyume
Hapywenun na Bepturo TaHHUTYC
yxomo u
Aabupunma
Cupoeunu Copuebuene Taxuxapaus
HADYWERUA
Crvoosu 3a4epsapaHe XHnepToHHus XHNOTOHHA
Hapyuwenrua
Pecnupamopnu, Bpanunnes Bponxocnassm,
ZpvonU U JHCITHed
MeQUACTURAIHY
HADYUIERUA
Cmomauo- T'apgene Tactpur, sanek, | [lentHyna f38a, TMankpeaTuT
YPegHN HAPYVUICHUA | WHIH CYX0Ta B KPBBOH3NIHB OT
MOBPBILAHE, | ycTara, MeNTHYHA 1383
KOpeMHa tnaryneRuus Wi nepdoparms
Gonka, HA MENTHYHA A3Ba
NHADHA, (8. Touka 4.4)
JHCTISTICHS
Xenamobunuapuu XenarouenynapHo
HapyuwierHus YBpeKAaHe
Hapyrwenua na O6pus Yprukapus, akde, | CHHAPOM Ha
Koxcama u TIOBHINEHO CrTHBBHC-/[KOHCBH,
nooKoJdcHama H3MOTHBaHEe TOKCHYHA
moKan enuaepMaliHa
HEKponH3a (CHHAPOM
Hapywienua na bonku B rep6a
MYCKYRHO-




Cucmemo-opeannu | Yecmu Hevecmu Peoxu Muozo peoxw/
KRacose =1/100 do (=1/1 000 oo (=1/10 000 0o Eounuunu coobuyenun
<1/10) <1/100) <i/1 000) (<1/10 000)
cKelemHamdad
cucmema u
coeduHumenHama
MbKaH
Hapywenus na Octpa 6v6peuna | Hedpur win
b6vOpeyume u HEAOCTATBYHOCT, | HedpoTHUEH CHHAPOM
nuKoYHUMe TIONTHYpHA
nuMUUA
Hapywenua na MencTpyanHu
penpodykmusnama HapyLIeHHH,
cucmema u HapylleHHA Ha
2upoama MpoCTaTaTa
Obwyu napywenun ¥YMopa, Oonka, | Ilepudepen oTok
u ehexmu na acTeHHs, pHTop,
MACMOMO Ha obma cnaboct
HPURONCERUE
Hzcnedsanun OrkioneHne B
yepHOApOOHHTE
dbyHKUMOHATIHH
npotu

Cmomawno-upeenu: Hali-uecto HaGmiogaBaHKUTe HEKENAHM PEAKLIHH Ca CTOMAWHO-YpeBHH. Moxe na
ce HabmoaaBaT NENTHYHA 1382, NepdOpaLtis Wik CTOMAIIHO-YPEBHO KbPBEHE, NMOHAKOra haTalHy,
ocoBeHO NPK X0pa B cTapyecka Bu3pacT (Bxk. Touka 4.4). Cien nprnoxeHde ca cxo0IIaBaHH rajieHe,
NOBphIiane, AHapHsA, GIaTYNEeHLHsA, 3aNeK, JUCTencHs, KopemHa bolka, MeNneHa, xemaTeMesa,
YJILlepO3€eH CTOMATHT, 000CTpAHE Ha KOaHuT H 6onect Ha Kpon (Bx. Touka 4.4), TTo-pangko e
HabnonasaH racTpT. CrofluaBany ca OTOK, XUNEPTOHHA H ChPAEYHA HEJOCTATHYHOCT, CBbP3aHa ¢
ynotpebara na HCTIBC.

Kakro npu apyru HCTIBC, morar aa ce NoSBST CleAHUTE HEXKENaHH PeaKlMH acenTHieH MeHHHTHT,
KOWTO C€ MPOABABA MPEAUMHO NMPH MALMEHTH ChC CHCTEMEH EPHTEMATO3EH JIYITYC HAH CMECEHO
3a00/1sBaHe HA CHEMHUTENHATA THKAH; XEMAaTONOrHYHH PeaKiuy {ypIypa, annacTHYHA H
XEMOJIMTHYHA AHEMHA H NO-PAAKO arPaHyJOLMTO3a H KOCTHO-MO3BYHA XHIIOMIAZHA).

Byfo3HH peakuy, BIIFOYHTENHO CHHAPOM HA CTHBBHC-J[KOHCHH H TOKCHYHA eMMAEpMaIHa
HEKpOJH3a (MHOTO PSsJIKO).

KSTHHHYHETE NpOY4BaHHS H SIHAEMUOIOrHYHHTE NaHHH NpeATIoNarar, Y€ ynorpeara Ha HAKOH
HCTIBC (ocoGeHo BB BHCOKH JO3M H TIPH TIPOXBDKHTEAHO JIEYEHHE) MOXKE Ja ¢ CBhP3aHa C JIEKO
TMIOBHIIEH PHCK OT apTePHATHH TPOMOOTHYHH CHOMTHA (HAIPHMEP MHOKAPASH HH(DAPKT HIH HHCYIIT)
(mx. Touka 4.4).

CrolaBane Ha MOI03MpPaHK HEXENAHN PEAKIUH

CoobiiaBaneTo Ha MONO3UPAHH HEXENAaHH peaKLy Clie]] paspellaBane 3a ynorpeba Ha JeKapcTBEHHA
NPOAYKT € BakHO. ToBa nossonApa fa NpoAsAKH HAOMIONCHHETO HAa CHOTHOLIGHUETO NOJ3a/ PHCK 34

HEXEJIAHA peakiiHs Ype3 HalHoHAITHATA CHCTeMa 32 cho0IaBaHe:
H3meiHATEHA areHLMs N0 JieKapcTBaTa

yi. ,Jamaa I'pyes” Ne §

1303 Copus

Ten.: +35%2 890 34 17

yebcaiiT: www.bda.bg
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4.9 Ilpexosupane

CHMITOMHTE NIpH NpeAo3upane He ca u3sectHy. [TonoGuu siekapcTBEHH NPOAYKTH IIPSAM3BHKBAT
CTOMAITHO-YPEBHH ([IOBPBINAHE, AHOPEKCHS, KOpeMHA O0NTKa) M HEBPOAOTHYHH (CHHIMBOCT,
CBETOBLPTENK, AC3OPHEHTALMA, MaBofoNle) HapyLIEHHS.

HpH CJIyvyacH HIH NPCKOMEPEH ITpHEM CJICAHA J1a CC 3al04YHe He3abaBHO CHMIITOMATHYHO JISUeHHe
crnope/ KIMHAYHOTO CLCTOSHHE HA MAUEEHTa. AKO ¢a IPUETH 11oBede oT 5 mg/ kg OT Bb3pacTeH HIH
NeTe B PAMKHTE Ha €IHH Yac TpadBa Aa e NPWIOKH AKTHBEH BBIVICH.

Hexckeronpod)eH TPOMETAMOI MOJKE 2 C& eJIEMHHHPA Upe3 THAITH3A.

5. ®APMAKOJOIHYHH CBOMCTBA
5.1 dPapmMakoaRHAMHAYHH CBOlicTBa

QapmakoTepaneBTHYHa rpyna: IIpoTHBOBB3MAMHTEHH H AHTHPEBMATHUYHH npoAykTH; [Iponnonosa
KMceHHa H npomseodsH, ATC kon: MO1AEL7.

JlekckeTONpOQeH TPOMETaMO € TPOMETAMHHOBA CoM Ha S-(+)-2-(3-GeHzomwndennsn) NponoHoBa
KHCEITHHA, JICKAPCTBEH MPOAYKT ¢ 06e360/11BaIM0, NPOTHBOBB3NATIHTETHO H AHTHITHPETHYHO
AEHCTBHE, KOHTO NPHHAYIEKH KbM I'PyIaTa Ha HECTEPOHIHHTE NIPOTHROBL3NATHTEHH JIEKAPCTBA
(MO1AE).

MexanuseM Ha AeiicTere
MexaHH3MBT Ha AEHCTBHE HA HECTEPOHAHWTE NPOTHBOBB3IAJIMTE/IHH CPEACTBA € CBbP3aH ¢

HamafgBaHe Ha CHHTE3A Ha MPOCTATIAHAMH Upe3 HHXHOHpaHe Ha LIMKNOOKCHTeHasara. [To-cnennanno
¢ HaMLE MHXMOHPaHe Ha IPEeBPBILAHETO HA APAXHIOHOBA KHCEJHHA B IHKIHIHH eHIONECPOKCHIH,
PGG2 u PGH2, xouto o6pasysar npocrarnanauau PGE1, PGE2, PGF2a u PGD2, a cbitio 0
npoctaunkaui PGI2 u tpombokcann (TxA2 u TxB2). OcseH ToBa, HHXHOHpaHeTO Ha
MpOCTArIAaHAHHOBHA CHHTE3 MOXKE J1a MOBJIHAE Ha IPYTH MEAHATOPH Ha Bh3NAJICHHETO, KaTo KHHHUHH,
NPH4EHABANKH HHAHPEKTCH edexT, KOHTO NONBIBA JUPEKTHOTO AHCTBHE.

®apMakoIMHAMHYHHN edeKTH

[Ipu npoydBaHHA MPH XXHBOTHH H XOPA € IOKA3aHO, Y€ JIeKCKeTonpodeH HHXHOHpa aKTHBHOCTTA Ha
COX-1u COX-2.

Knnnuyna epuracHocT H 6e30nacHocT

Knuanunute npoydBanus BepXy pasiHuHi GOIKOBH MOIETH NTOKA3BAT epeKTHBHA aHAITETHYHA
aKTHBHOCT Ha AEKCKeTonmpodeH TpOMETaMOIL. B HAKOH NMPOyYBaHHA HAYaJIOTO HA aHANTETHHHOTO
AeiicTere € 30 MHHYTH cliell NPUIOKEHHE. AHAITETHIHHAT €EKT € ¢ IPOABIDKHTENTHOC OT 4 10 6
yaca.

HeauaTpuyta nomynanus
Hexckeronpoden He e Npoy4eH npu fena ¥ IOHOMIH,

5.2 @apMaKOKHHETHYHH CBOHCTBA

Abcopbums
Cren nepopanHo NpUIokeHHe Ha AekckeTonpodeH TpoMeTamorn npH xopa, Cmax ce
TaT& MHHYTA (B AHANa3oH oT 15 Ao 60 MuHyTH).

IIpu ceBMeCTHO NpUoKeHHe ¢ XpaHa, AUC He ce nipoMeHs, BeIpekd ue Cmax H
HaMaJiBa U CKOPOCTTA Ha pe3opbuus ce 3abaea (yBennuasa ce tmax).

Pasnpenenenune
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Bpemeto Ha nomyxuBOT BEB (hazaTa Ha pasnpele/ieHUe H HA elTAMHANPAHE Ha ACKCKETONPOGeH Ji e
cvoteeTHO 0,35 "aca 1 1,65 4yaca. Kakro npu npyru iekapeTsa ¢ BACOKA CTeTIeH Ha CBBP3BAHE C
Ia3MeHNTE NPOoTeHHH (99%), 06GeMET My Ha pasnpeziencHHe UMa cpemHa croiidoct mog 0,25 1/ kg.
ITpu hapMaKOKHHETHHHH NPOYYBaHHA ¢ MHOTOKPATHO NPHIIOXKEHHE He ca HabnoaBany pasnuky B
AUC cnen nocneIHOTO NPHIOKEHHE M Clie]] eJHOKPATHA 1034, KOETO TOKa3Ba, Ye HAMA KyMYIIHDaHe
Ha JIeKapCTROTO.

bu copm; M eTAMHHHpaHe

Cnen nprnarade Ha JekckeTonpodeH TPOMETAMON B YPHHATA C€ OT/AENA caMo S-(+) eHaHTHOMEPET,
KOETO IEMOHCTPHPA, He FIPH XOpa He c¢ KOHBepTHpPa B R-(-) eHaHTHOMEP. OCHOBHUAT MET HA
eJTMMHHHPAHe Ha NeKCKEeTONpOgeH € MOCPeACTEO NTIOKYPOHORA KOHIOTALMA, MOCeIBaHa OT
eKcKpelka npe3 6u6pewiTe.

Jnneilinoct/nenHueliHOCT
Hexcketonpoder TpoMeTaMoI MoKa3ea JinHeiiHa (papMaKOKHHETHKA CIE MEpPoparHa A03a, ¢
J030YCTOHYHBO YBE/THICHHE [10 BPEMe HA CHCTEMHA €KCITO3HIIAS.

Bpw3ka(y) papMakokHHeTHKa-hapMakogHaMHKa

Habnopasa ce Bpe3Ka Mexay Ho3a 1 oTroBop npH 12,5 mg 1 25 mg B rpadmkarta Bpeme-edekT, KaTo
MPeBB3XOACTBOTO Ha J03aTa OT 25 Mg € N0-CKOPO PE3yJ/ITaT OT YARDKEHA HPOABKHTETHOCT Ha
AelicrBue, OTKONKOTO OT YBEJHYABAHE Ha NMHKOBHA aHanreTn4eH edekt. [Ipeanonara ce wiaro B
aHAITeTHYHATA AKTHBHOCT Ha JeKckeTonpodieH TpoMeTaMon pu ac3a ot 25 mg. [IpH naummenTy,
NIEKYBaHH ¢ IEKCKETONPO(heH TPOMETAMOJ, BPEMETO 3a HACTBIBAHE HA OO/ICKMEHHE H3IIEK/A N0-
KpaTKo.

5.3 Ilpeax/mHHYHH AaHHH 33 Ge3omacHOCT

HekuHHYHHTE JaHHT HE [TOKA3BAT crienndHYeH PHCK 32 XOpa Bb3 OCHOBaBa HA KOHBEHIHOHATHHTE
Npoy4BaHUA 33 0€30MacHOCT, FeHOTOKCHYHOCT H HMyHobapmakonorus. ITpoBeneHuTe H3CHCABAHHA 32
XPOHHYHA TOKCHYHOCT NIPH MHILKH H MalMYHH Ca [OKa3ald HHBO HA JIHICA HA HEXKETIAHH PeaKiHH
(No Observed Adverse Effect Level (NOAEL)) npu A03H JBa 'ETH N10-BACOKH OT MaKCHMAITHATA
NPETIOPBUHTENHA 1034 MPH Xopa. OCHOBHUTE HEKENaHH peaKunH, HabmoaaBaHy NpH MaliMyHH [IPH
BHCOKH JIO3H C2 KPBE B H3MPAXXHEHUATA, HAMAJISHO TEJIECHOTO Tero, a NPH Hal-BHCOKAaTa 1034 -
CTOMAIIHO-4peBHH epo3ud. Te3n edekTH ce HabmonaBaT MpH eKcNoHIKA oT 14 Ao 18 neTH Hax
MakCHMATHATZ NPENOPBMHUTEITHA 034 IPH XO0pa.

Hsama npoy4yBaHHs BbPXY )KHBOTHH 33 KAHIIEPOT€HEH MOTEHIMAL.

Kaxro e ycranoseHo 3a uenus dapmakonormaeH knac Ha HCIIBC, nexckeronpoder Moxe 1a
TIpeIH3BHKA MIPOMEHY B eMOpHO-(eTaNHATA MPEKKUBIEMOCT NIPH JKHBOTHHCKH MOJIEITH, KAKTO KOCBEHO
4pe3 CTOMALUHO-YPEBHA TOKCHYHOCT NPH OpeMeHHH JKHBOTHMU, TaKa ¥ JUPEKTHO B PA3BHTHETO HA
nioja.

6. PAPMAIEBTHYHH JAHHHA
6.1 CouchbKk Ha TOMOIHNHTE BeIleCTBA

Muxpokprcranna uemysnoza PH101
Muxpoxpxcransa uemynosa PH102
Hatpues HuniecTeH riukonar (Tum A)
LapepHyHo HHUIIECTE

I'nuueponos aucreapart (THM 1)
Onappaii 6an0, 03G280003 (Makporo:, THTAHOB JHOKCH, MPOMHIEHITTHKO, XHIIPO,
JKBorT KeneseH okeun (camo 3a 12,5mg)

6.2 HecreMecTEMOCTH
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Henpuno:xumo,

6.3 Cpox nma rogmoct

3 ropuHN

6.4 ChnenuajanH ycJIOBHA Ha ChbXpaHeHHE

Ha ne ce cpxpannBa Hag 30°C. Jla ce chxpaHABa B OPHTHHA/HATA ONAKOBKA, 33 Aa €& Npeanasd oT
CBETJIHHA M BlIATA.

6.5 Boau chILpXKAHEE HA ONAKOBKATA

Denonexe 12,5 mg 1 25 mg dunmupaHu TabieTkH ca OnakoBaHH B G/THCTEPH OT MONHBHHIITXJIOPHL
(PVC/PVDCYamymunuil, chaspxamu 10 Tabnerku.

12,5mg: 10, 20, 30, 40, 50 umm 500 Tabnerku.
25mg: 4, 10, 20, 30, 50 mnu 500 TabneTkn.

He BcHukn BuAOBE 0maKkoBKH Morar na 6baat MycHaTH Ha rna3apa.

6.6 Crenua/jHH NpeanA3HH MEPKH IPH E3XBLpJIgHE

HeusmonzaHuAT AeKapeTBEH NPOAYKT MM OTHAABLYHHTE MATEPHAJIH OT Hero Tpabsa 1a Ce U3XBBPIAT
B CBOTBETCTBHE C MECTHHTE M3UCKBAHHS.

7. TIPHTEXATEJI HA PABPENIEHUETO 3A YIIOTPEBA

Medochemie Ltd., 1-10 Constantinoupoleos Str., 3011 Limassol, Kunsp

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

12,5 mg

Per. Ne: 20220015
25 mg

Per. Ne: 20220016

9. JATA HA TbPBO PABPENIABAHE/ IOMHOBABAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

Jlata Ha mepRo paspemasane: 14 aHyapu 2022 1.
10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

01/2023
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