KPATKA XAPAKTEPUCTHUKA HA ITPOIXYKTA
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1. HMME HA JEKAPCTBEHUSI [IPOAYKT 21059 Joh 601

®enonexc 12,5 mg punmupanu TabneTku
Fenodex 12.5 mg film-coated tablets
denonekc 25 mg GUIMHUpPaHU TaOJIETKH
Fenodex 25 mg film-coated tablets

2. KAYECTBEH A KOJIMYECTBEH CbCTAB

Bceska punmupana Tabnerka cbabpka gekckerornpodeH 12,5 mg wiu 25 mg (kato aekckeronpodeH
tpoMeTamol) (dexketoprofen trometamol).
3a MBJIHKUA CIMTUCHK HA MOMOLIHUTE BELLECTBA BUXKTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

deHoneke 12,5 mg dunmupaHu TabNeTKH ca XKbJTH, KPBIJIH, ABOHHOU3IMBKHAIH TaOJIETKH C
AWaMeTsp 7 mm.

®enonexc 25 mg punmupanu tabseTku ca 6enu, Kpbriu, IBOMHOU3IIbKHAIK Ta0JNETKH, C IeJIUTE/IHA
yepTa ¥ penedHo o3Hauenue ,,MC* ¢ auamersp 10 mm.

Tabnerkara oT 25 mg Moxe na Obae pasjie/ieHa Ha paBHHU 103H.
4. KJIMHUYHHU JAHHHU
4.1 TepaneBTHYHH NOKA3ZAHHUSA

CUMNTOMaTUYHO JIEYEHHUE Ha JIeKa 10 ymepeHa 00Jika, HalpuMep CKeJleTHO-MYCKYJIHaTa 00JKa,
aucMeHopes, 3000011.
DeHoeKC € MOKa3aH 3a JieYeHHe Ha Bb3PacTHH.

4.2 [1o3upoBKA H HAYHH HA NPHJIOKEHHE

EDGH POBKa

Bw3pacmnu

Criopen eCTeCTBOTO M TEKECTTa Ha OoJIKaTa, npenopbyMTenHarTa 103a oOUKHOBEHO € 12,5 mg Ha
BcekH 4-6 yaca uiu 25 mg Ha BcekH 8 yaca. OOwiara n1HeBHa n03a He TpAOBa Aa HaaBMLLAaBa 75 mg,
Hexxenanure peakuuu morar aa Obaar cBeJeHH 40 MUHAUMYM 4Ype3 M3MO0I3BaHe Ha Hal-HUCKaTa
e(peKTHBHA 1034 3a HaW-KpaTKHsA nepuos, HeoOX0UM 3a KOHTPOJIMPAHE HAa CUMINTOMMTE (B, TOUKA
4.4).

JlekckeTonpodeH He e npeaHa3sHa4yeH 3a NPOABDKUTENHA yrnoTpeba u neyeHHeTo Tpabea na 6bae
OrpaHHY€HO 10 CHMNTOMATHYHUS NEPHO.

[layuenmu 6 cmapuecka év3pacm
[1pu nauueHTH B CTapyecka Bb3pacT ce NpernopbyBa TEPanUaTa Ja ce 3arno4yHe B A0JHHA Kpai Ha
A030Bus Auana3oH (50 mg obwa qHesHa no3a). Jlozara Mmoxke na Obae yBeanyeHa 10 npe
3a ofLuara nomynauMs camo ciel ycTaHoBsBaHe Ha no0Opa o61ia moHOCHMOCT.

Yeprnoopobmo yepesicoane
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[MammenTHTE C 1CKa 10 YMEPEHA YEPHOAPOOHA HEIOCTATBYHOCT TPsAOBA Ja 3aMOYHAT TEPamus C
namasiean 1031 (50 mg obma qHeBHa 103a) U Aa ObJaT BHUMATETHO HabmoaaBaHH. JIekckeTonpogeH
HEe TpsAOBA Aa CC M3MOI3BA MPH MALMEHTH C TEKKA YCPHOAPOOHA HEAOCTATHYHOCT.

bvbpeuno yepecoare ]
[TspBoHauanHaTa A03a TpsAOBa Aa Obae HamaneHa 10 50 mg oOma AHEBHA A03a MPH MALMEHTH C JIEKO
HapymecHa Ob0peuna GyHkums (kpeaTHHHHOB KIHPBHE 60 - 89 ml/min) (Bx. Touka 4.4).
Nekcxeronpoden He TpaOBa Aa ce M3MON3BA TIPH MALMEHTH C YMEPEHa 0 TeXKa Ob0pevHa
HCAOCTATHUHOCT (KPECATHHHHOB KIMPBHC <59 ml/min) (Bxk. Touka 4.3).

[leouampuyna nonyiayus
Jlexckerompoden He ¢ mpoy«4BaH npu aeua u oHowH. [lopaau ToBa 6e30nacHOCTTA H €PUKACHOCTTA

MpH JACila 1 FOHOLLK HE Ca YCTAHOBEHH M NMPOAYKTHT HE TPAOBA Ja CE U3MMO/I3BA MPH ACL@ U IOHOLIH,

Hauus Ha ripu/I0KCHHE

TaGnerkara TpsdBa Aa ObA€ NOrbaHATA C JOCTATHYHO KOJHMYECTBO TEYHOCT (HAMPUMEpP €AHA Yaina
BOJA). EAHOBPEMCEHHEOTO MPHIOKEHHE C XpaHa 3a0aBsi CKOpoCTTa Ha abcopOLMs HA IEKapCTBOTO (BIXK.
pasacn Papmakokunemu4nu ceoticmea), NOpaan KOETO B CIy4ai Ha 0cTpa 0oJika ce mpenopr4Ba
MpUIAradeTo Aa ¢ node 30 MUHYTH NPEAX XPaHEHC.

4.3 Ilporusonoxkasanus .

JexckeronpodeH He TpsOBa aa ce npuiiara B CICAHHTE CIy4aH.

- CBPBXUYBCTBHTEIHOCT KbM AKTHBHOTO BeweCcTBO, kbM KkoeTo H Aa € Apyro HCITIBC unn xbMm Hakoe
OT NMOMGLIHHUTC BCLUECTBA, H30pOoeHH B TOUKa 6. 1.

- [TaumenTH, npu KOUTO BCLICCTBA ¢ MOAOOHO ACHCTBHE (HATTPUMEP aLCTHIICATHLIMIOBA KHCCIIMHA HITH
apyru HCTIBC) npeaussukBaT acTMaTHUHH MIPUCTHIM, OPOHXOCNA3bM, OCTBP PHHHUT WM NMPHIHHABAT
Ha3a,THU TOJIUITH, VPTUKAPHS WJIH aHTHOHEBPOTHYCH CACM.

- UsBectan Goroasepruanm M (POTOTOKCHYHH PEAKLIMH IO BPEME Ha JICYCHHE C KETONMPOQEH Kl
pubpaiu.

- [MawgenTy ¢ aHaMHE34a 32 CTOMAIIHO-YPEBHO KbPBEHE UM nepdopanus, CBbP3aHH C MPEIUIIHA
teparnusg ¢ HCTIBC.

- [TatmenTr ¢ akTHBHA NCNTUYHA A3Ba/ CTOMALIHO-YPECBCH KPbBOHU3/IMB HJIM HIKAKBA aHAMHE3a 3a
CTOMAILHO-YPCEHO KbPBCHEC, A3Ba WM nepdopanms.

- [ampeHTn ¢ XPOHUYHA AUCTICTICUSL.

- [TatpeHTH, KOUTO UMAT APYrH AKTUBHH KPBBOM3/IMBH HJIH HAPYLICHHUS, CBbP3aHH C KbPBCHE.
- INawpcuT ¢ OonecT Ha KpoH MM yJIuepo3€H KOIHT.

- [larenT ¢ 1eika CbpACUHA HEAOCTATHYHOCT.

- TlaumcsHTr ¢ yMepeHa /10 Texka Ob0peuHa HEAOCTATBYHOCT (KPEATHHHHOB KIMPBHC <59 ml/ min).

- NMauucHTH cbe cHTHO yBpeacHa YepHoapoOHa GpyHkums (ouenka Ha Child-Pugh 10 - 15).

- INammerTy ¢ XeMopariyHa Auares3a i Apyrd HapyLEeHHsT Ha KoaryJjanuara.

- [MamumenTr ¢ TeKKa aexuaparanus (MpUYUHECHA OT NMOBPBINAHE, AHAPHS HIIH HEAOCTAaThYCH MPHEM Ha
TCYHOCTH ).

- [Tpes rperus TpuMecTsp HA OPEMEHHOCTTA M MEPHOAA HA KbPMEHE (Bxk. Touka 4.6).

4.4 Cpopeunajind npeAynpexxaeHus U Npeana3’Hu MepKH npH ynorpebda

[Ipunaradre BHUMATEIHO MPH NALMCHTH C aHAMHE3a 32 aJICPruy4HH ChbCTOSHHAL.
Tpsabsa aa ce nsdsarsa ynorpedara Ha ackckeronpoden cbe cenbrerBamu Apyru HCTIBC,
BKJIFOUHTC/IHO CCJICKTHBHU MHXHOUTOPH HA LIMKIIOOKCHICHa3a-2.

Hexenanure ¢pextr Morar aa ObaaT CBEACHU 10 MUHHMYM, KaTO 3a KOHTPOJIUPAHE HA
C€ M3I10/i3Bd Hal~-HUCKaTa CPCKTUBHA /1032 32 Bb3MOXKHO HAW-KPAThK NEPHOJ OT BpEME
4.2, u Cmomauno-upeeen u CbpoeyHo-cb008 PUck 1o-a0iy).

Cromainio-upcena 0€30MnacHoCT




CTOMAIHO-UPECBHO KbPBEHE, VIILEpaLus K nepdopaius, KOUTo MoraT aa Obaar garaaHu ca
cpobmenn npu senukk HCTIBC mo Besko BpeMe Ha JEUEHHETO, ChC WK O€3 PEAYNPEAUTEIHHA
CHMMTOMH MJIH NMPEAXO0AHA AHAMHE3a 32 CCPHO3HH CTOMAUIHO-YpeBHH CbOUTHA. [1pH nosBa Ha
CTOMALTHO-UPEBHO KbPBEHE WM YIICpaALMs TIPH TTALMCHTH, MOTy4aBally ACKCKETOMPOdeEH,
JICUCHUETO TPSOBA 1A CC NPEKPATH. .
PHCKBT OT CTOMAIIHO-UPEBHO KbPBEHE, A3Ba WK nepdopaius € no-BUCOK ¢ YBEIHYABAHE HA AO3HUTE
na HCTIBC, npu naumcHTH ¢ AaHAMHE3a 32 A3Ba, 0COOCHO aKO € YCI0KHCHA ¢ KPbBOH3IHB HITH
nepdoparmst (B25. ToUKa 4.3) M NPH MALKMCHTH B CTAPYECKa BB3PaCT.

[MauucHTHTE B HANPEAHAIA Bh3PACT UMAT NMOBUIICHA YecToTa Ha HEXxenaHu peakuud kbM HCTIBC,
0COOCHO CTOMAIIHO-UYPEBHO KbpPBEHE U nepdopanus, kouto Morar ga Opaar ¢artanaau (Bx. Touka 4.2).
Tezn nawmenT TpsOBa 1A 3aMOYHAT JICYCHUE C HAM-HUCKATa HATMYHA 103a.

Kaxro npu senuxu HCTIBC, TpsabBa xa ce Thpcu aHaMHE3a 3a €30(aruT, raCTpuT ¥/ WM NENTHYHA
3BA. 32 12 CC OCHTYPH TAXHOTO ITBJIHO U3JICKYBAHE MPECAN 3aMOYBAHC HA JICYCHHUE C JEKCKETONPO(EH.
[TaiwehTiTe Che CTOMALIHO-YPEBHY CHMITTOMH MJIM aHAMHE3a 32 CTOMALIHO-YPEBHHU 3a001sBaHUA
Tpsbaa ja ObAaT NPOCACIBAHM 32 XPAHOCMHIIATETHH HAPYLICHHS, OCOOCHO 32 CTOMALIHO-YPCBHO
KbPBCHC.

HCIIBC tps6sa aa ce npuaaraT BHUMATEIHO HA MALMCHTH C aHAMHE3a 34 CTOMAIIHO-YPEBHA 001CCT
(yaueposed koant, doaect Ha KpoH), Thit KaTO TAXHOTO ChCTOSHHE MOXKE JIa CE€ H30CTPH (BXK. TOYKA
438).

KomGuuupanara repanus ¢ MPOTEKTHBHH CPEACTBA (HANp. MU30MPOCTO/T WM HHXHOUTOpH Ha *
NPOTOHHATA [OMIIA) TPAOBA Aa ¢ OOMHUCIIN 3a TE3H MALMCHTH, KAKTO M 32 MALIMEHTH, KOUTO CC
HYKAAAT OT ChIThbTCTBALLO JICUCHHUE C HUCKA 1032 aLETHIICAIMLHIOBA KHCETMHA HITH APYTH JICKapCTBa,
KOMTO MOrar Aa NOBMILAT CTOMALIHO-YPEBHUS PUCK (BXK. MO-A0ay M TOYKa 4.5).

[MaupcHTy ¢ aHAaMHE3a 32 CTOMAIIHO-YPEBHA TOKCHYHOCT, OCOOEHO KOraTo ca B HarpeaHa a Bb3pacT,
TpaOBa Aa chOOLABAT 332 HCOOMUAWHN KOPEMHH CUMIITOMH (OCODEHO CTOMAIIHO-YPEBHO KbPBEHE),
OCOOCHO B HAMWIHMATES CTany HA JICUCHHUC.

[IpernoprsuBa ¢ MOBUILICHO BHUMAHHE ITPH NMALMCHTH, KOMTO MPHEMAT ChbBMECTHO JICKAPCTBA, KOHTO
OMXa MOTJIH Ja yBCAHYAT PUCKA OT YILEPALHs HIH KbPBEHE, KaTO NEPOPATHH KOPTHKOCTEPOH/IH,
AHTHKOATYJIAHTH KaTo BapapHuH, CEICKTHBHH HHXHOHUTOPH Ha OOPaTHOTO 3aXBalllaHE Ha CEPOTOHHHA
MK QHTUTPOMOOLIMTHH CPEACTBA, KATO ALICTHICATULMIOBA KHCEIHHA (BXK. TOYKA 4.5).

brOpecuna O¢30nacHoCT

[Npenopeuea Ce NOBULICHO BHUMAHUE NPH NMALMEHTH € YBpexkAaHe Ha 0bOpeunnuTe GyHkuuH. [1pu
team nauncaTi ynotpedara na HCIIBC moxe aa noBejae A0 BiowmaBaHe HA ObOpeuHaTa pyHKLus,
3aU6PKAHE Ha TCUHOCTH ¥ 0TOK. [IpenoppuBa ce MOBHIICHO BHUMAHUE H MPH MALMCHTH HA
ANYPCTAYHA TCpAlvs K TAaKUBA, KOUTO OMXa MOTJIH Ja Pa3BHAT XHIIOBOJIEMHS, ThH KaTO
CBIICCTBYBA MOBUIICH PHCK OT HEPPOTOKCHYHOCT.

[To Bpeme Ba ncHcHACTO TPSOBA 1A CE OCHTYPH AJCKBATCH MPHEM HA TEYHOCTH, 3a Ja C€ MPEeAOTBpaTH
ACXUApATALMA M CBCHTYAJIHO CBBP3aHa NOBHLICHA ObOPEYHA TOKCHYHOCT.

Kakro iipu Bepuky HCHIBC, Toi MOXke 1a MOBHLIHM MJIA3MCHUTE HUBA HA A30TEH KapbaMua u
kpeaTmins. Kakro nmpyu Apyru vHXHOMTOPH HA CHHTE3a HA MPOCTArjaHAuH, TOH MOXeE Aa Obaec
cBbp3at ¢ nebaaronpuarau ehexru Bppxy ObOpeuHaTa CHCTEMA, KOCTO MOXKE Aa JAOBEAE A0
FIOMEP yJICH He(ppUT, HHTCPCTHIHAICH HedpuT, ObOpeuHa namunapHa HeKpo3a, He(ppoTHIcH
CHHAPOM 11 ocTpa ObOpCHHA HEAOCTATBEYHOCT.

[TanmentuTe B cTap4ccka Bb3pacT € MO-BEPOsITHO Ja CTPAAAT OT HapyumeHa ObOpeuHa QyHKuus (BXK.
TOYKA &4.2).
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[TaimenTyTe B crapyuccka Bb3pacT € MO-BEPOATHO Ja CTPaAaT OT HapylIcHa yepHOAPOOHA PYHKLMA
(Bx. TOuka 4.2).

CbpaecuHO-Ch0Ba H MO3BbYHO-ChA0BA OE30MaCcHOCT

Heo6X0 MO € MOAX0AAMI0 MPOCICASIBAHE H ChBETH MPH MALHCHTH C AaHAMHE3A 3 XUMEPTOHHS W/ HIH
IeKa 10 VMEpEeHa chpacuHa HeaoctaTbuHoCT. Heobxoaumo € 0c00€HO BHHMAHHE NMPH MALIMEHTH C
AHAMHC3a 32 CBP/ACUHO 3a001BaHE, MO-CNELHAIHO MPH MALMCHTH C MPEAICCTBAIH CHMITTOMH Ha
ChPACUHA HEAOCTATHYHOCT, NMOPA/AM NOBHULICHHUS PUCK OT M05BA HAa ChpACYHA HEJOCTATHYHOCT, ThH
KaTo c¢ ChOBIIABA 32 3abPIKAHE HA TCYHOCTH M OTOK BB Bpb3Ka ¢ Tepanusata ¢ HCTIBC.
Kauununure npoyuBaHus ¥ CNUACMHUOIOTMYHHTE JAHHH NPEAIONarar, Y¢ U3rnoja3BaHeTO Ha HAKOH
HCTIBC {(0co6eso rnpy BUCOKHM 03U U NPH ABJITOCPOYHO JICUCHUE) MOXKE Ja ObAE CBBP3AHO C JICKO
MOBMILCH PHCK OT apTepramTHu TpoMOOTHYHH CHOHTHS (HANPUMEDP MHOKAPACH MH(APKT UM HHCYIT).
Hsivia 10¢TaThyHG JAHHIL 32 Ja C€ H3K/II0YH TaKbB PHCK 32 ACKCKETONMPOPEH.

Creao2areiHo., NALMCHTH ¢ HCKOHTPOIMPAHA XUIICPTOHHUSI, 3aCTOMHA Chp/ACYHA HEAOCTATbYHOCT,
YCTAHOBCHA HCXeMMUHA S01eCT Ha chpueTo, nepudepHa apTepuanHa 601ecT 1/ MM MO3BbYHO-CHAO0BA
GostceT TpAGBA d CC JICKY BAT ¢ ACKCKETONPOgEH camMo CJ1¢] BHUMATENHA OlcHKA. (CbLiaTa OLUCHKA
TPsIOBA Aa CC HAIPABH NPEAM 3AMOYBAHE HA ABJITOCPOUHO JICUCHHUE HA MALMCHTH C PUCKOBH (akTopu
32 CBPACTHO-Ch,(0BH 3aC01sBaHus (HAIP. XHIIEPTOHHSA, XHICPIMITHACMHS, 3aXapeH AUaleT,
THOTHOHOIIVIICHL ).

CrobLucHil Ca C/ryuas Ha cHHApoM Ha Kounis npH NauMeHTH, IEKYBaHH C ACKCKETONPOQEH.
Cusapovbt Ha llounis ce onpeaens KaTo CbpACYHO-CHAOBH CHMIITOMH, BTOPHYHH Ha aJICpruvHa
pEAKLIMs HJiK PCAKIIHA HA CBPBXYYBCTBUTEIHOCT, CBBP3aHa ChC CBUBAHEC HA KOPOHAPHHUTE apTCPHH H
MNOTCHLMAIHO BOACLUA A0 MUOKAPACH MH(APKT.

Benuku teceacikrusan HCTIBC morar aa maxubupar arperauusTa Ha TPOMOOLIMTHTE U Ja yABb/DKAT
BPEMETO Ha KbPBCHC 1pes MHXMOMpaHe Ha cHHTE3a Ha npocraraanauH. CieaoBaTenHo, He ce
npenopsUasa yiorpedara Ha ACKCKETONPO(EH NPy NALMEHTH, KOUTO IMOJIy4aBaT Apyra TepanHs, KOATo
MPEUH Ha XeMOocTas3aTta, xato BapdapHH WIH APYTH KYMapHHH HIIH XENapuHH (BX. TOYKa 4.5).
[MawpenTuic B Crapuccka Bb3pacT € MO-BEPOArTO Aa CTPAJAT OT HAPYLICHA ChPACYHO-ChA0BA
bysxuma (BxK. Touka 4.2).

KoKHH peakiyh

Ceprosiu KOAKHH PCAKLHH, HIKOH OT TAX (aTalHH, BKIIOYUTEIHO CKC(POIHATHBCH ACPMATHT,
curapon Ha Ciupbic-//KOHCHH M TOKCHYHA SITHACPMATHA HEKPOIH3a €€ ChOOIABAT MHOTO PSAKO
BbB spLika ¢ ynorpedara na HCTIBC (Bxk. Touka 4.8). M3rnexkaa, 4e mauueHTHTE Ca U3JI0KCHH Ha
HaI-BHCOK PHCK OT TC3H PCAKIIHH B HAYAJIOTO HA TCpANMATa, HAYAJIOTO HA PCAKLIMATA CC NMPOsABABA B
IMO-rO/SIMATA YACT OT CIVYAUTC B PAMKHUTE Ha ITbPBUS MEcel OT aedeHueTo. Jleuenuero tpsabdsa aa ce
NPCKPATH [IPH [1bPBATA MOSBA HA KOXKEH OOPHB, JIC3UU HA JIMFABHIUTE HIIK APYTH MPU3HALK HA
CBPbXYYBCTBHTCIIHOCT,

Mack#pase Ha CHMITTOMMTC HAQ NMOAICKAIM HHPEKLHH

Tlekeke ronpodeH MOKE 1a MACKHPa CHMIITOMHTE HAa HH(CKLHS, KOETO MOXE Ja JOBeAE A0 3aDaBEeHO
3aMOYBAHC HA [OAXOAALL0 JICUCHHUE U N0 TO3H HAYMH A0 BJIOIIABAHE HA M3X0Ja HA HH(pekuaTa. Tosa
e HaO o arano npy BakTEpHaIHA MHEBMOHHMS, NPUA0OUTA B 00IIECTBOTO, H DAKTEpHUATHU
yenosneryvg o1 sapuuena. Koraro Tosa nekapcrso ce npuiara 3a o0nekyaBaHe Ha O0/IKkaTa BbB
Bpb3Ka ¢ HH(pEKUMs, ce npenopbyBa HabmoacHUE HA nH(pekuuaTa. B H3BbHOOMHHYHH YCIOBHA
nanueE LT TPsOBA J1a CC KOHCYJITHPA € JICKap, aKO CUMITTOMMTE MPOABJKABAT HITH CE BJIOLIABAT.

[To msk roucHNe BApHULIECIATA MOXKE A4 A0BEAC A0 CEPHUO3HH KOXKHH U MEKOTbKAHH HH(EKLIMO3HU
yCaOARCHEA. JL0 MOMEHTA HE MOXKE aa ce u3kaoun aonpuHacsmarta poas Ha HCTIBC 3a
BIIOLIALAACTO Ha Tesd nH(ekuuu. [Topaau ToBa € NpEenopbYUTENHO Aa ce U30ArBa yn
ACKCKETONPOMPCH B CIy4al Ha BapHuena.

Hpyra undopmaiius

HeoOxo,1M0 ¢ 0COOCHO BHUMAHHUE MPH TALMEHTH C:
- BPOACHO HAPYy WICHMe Ha MeTabonu3Ma Ha nopdUpHH (HarnpuMep ocTpa NpeKbcBalua
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- ICXHAPATALIMS
- JUPCKTHO C.JIC/1 1o/sMa orncpaulu.,

AKO JIeKapsIT MPELCHN. ¢ MPOAB/DKHTCIHATA TCPanus ¢ AEKCKETONpodeH € HeoOXoauma,
yepHoaApoOHaTa 1 GrOpcuHaTa QYHKIMS ¥ KPbBHATA KApTHHA TPAOBa Ja ObAAT PEAOBHO
MPOBCPABAHH.

Teskkn OCTPH PCAKLMK Ha CBPbXYYBCTBUTEIHOCT (HanmpHMep aHa(HIAKTHYEH OK) ca Hab/M01aBaHH
B MHOTO peaku ciyuau. Jleuennero Tpsbsa aa ce npekpaTH NMpH MbPBUTE NPH3HALM HA TEXKKH
pEAKLMi 1Hd CBP bXyBCTBUTEIHOCT C/IE/ MPHEM Ha JACKCKETONpPo(deH. B 3aBUCHMOCT OT CHMIITOMHUTE,
BCH4KY MCAHLIMHCKM HCOOX0AMMH NPOLEAYpH TPsOBa Aa ObaaT U3BBPLICHH OT CbOTBCTHHUTE
MEAULFHCKH CIICIHAIUCTH.

[aiwicri u1e ¢ acTMa, KOMOMHHpPaHa ¢ XPOHHYEH PHHHUT, XPOHHUYCH CHHY3HUT H/ HIIH Ha3ajHa
MOMMNO3A. HMAT MO-BUCOK PUCK OT asieprus kbM auetniacanuuunosa kuceauna v/ wan HCTIBC or
OCTaHa 1aTa “dact o1 naccacHueTo. Ilpuaarasero Ha TO3H JIEKAPCTBEH NPOAYKT MOXKE J1a NMPUYHHU
OPHCTEINN HA A4CTMa Wi OPOHXOCHa3bM, 0OCODEHO MpH JIHLA, ATCPTHYHHA KbM aLCTHIICATMLIMIOBA
kuceaiaa dan HCTIBC (k. Touka 4.3).

Jlexcexeronpopen TpsOBa ga ce mpuiara ¢ BHUMaHHE HA MALMCHTH, CTPAJAIIH OT XEMOMOCTHYHH
HaPYLICH s, CHOTCMOH CPUTEMATO3CH JIYIYC CHIM CMECEHA ChACHUTETHO-ThKAHHA 00JIECT.

[leamaipuuna 1oy aanms
bezonacuara yiorpeda 11pu Acua ¥ FOHOLIM HE € YCTaHOBCHA.

[

Tosa jckapciBO Cb,bpska mo-Maako or | mmol Harpuii (23 mg) Ha punmmpana TabneTka, T.€. MOXe
JA CC Kaske, U NPAKiTUUCCKA HC ChABPIKA HATPUH.

4.5 DBsaumoaeucTBEE ¢ APYTrH JIEKAPCTBEHH NMPOAYKTH H APYrH (POPMH HA B3aHMO/JEHCTBHE

CraeaHuTe B3aMMOJACHCTBHS CC OTHACAT 32 HECTCPOHAHHMTE NMPOTHBOBB3NAIMUTEIHH CPEACTBA
(HCIIBC) xa1o wsno. |

KoMOuHaumm, KOUTO HE CC NPEnopbLUBAT
- Jipyeu HCTIBC, skmoqumenno eucoku 003u canuyunamu (23 g/ 0ex): MPUIAraHETO HA HAKOJIKO
HCIIBU 3acano MOKE Ad YBEJIHYH PHCKA OT CTOMAIIHO-YPEBHH A3BH H KbPBECHE, YPE3 CHHEPTrUYEeH
eexr.

- Anmuroacyranmu. HCIIBC morar aa 3acuiar epexra Ha aHTHKOAryJIaHTHTE, KaTo BapdapuH (Bx.
TOUKa 4 4), Mopajau BUCOKOTO CBBP3BAHE HA MJIA3MEHUTE MPOTCHHHU C ACKCKECTONMPO(PEH H
HHXAOHpaneTo Ha (ydKuusTa HA TPOMOOLMTHTE H YBPEKAAHETO HA CTOMALIHO-YPEBHATA JIMTaBHLIA.
AKk0 KomOuHALMATA HE MOZE Ja Obae n3dberHara, TpsadBa Ja ce MPOBEXJa BHUMATEIHO KIMHUYHO
HaOIIOACHKC W TTPOCICAABAHE HA JA0OPATOPHUTE CTOMHOCTH. :

- Xenapunu: nOBUIICH PUCK OT KPbBOM3IMB (MOpaand HHXHOUpaHE HA TpOMOOLMTHATA (DYHKLUS U
YBPEASAHC HA CTOMAHO-IPEBHATA JUrasuua). Ako KoMOHMHaLMsITa HE MOXKE Aa Objae u3bernara,
TpsOBa a CC NPOBLK/AA BHUMATEIHO KIIMHHYHO HAOMIOACHUE U MpocieaAsBaHe Ha 1abopaTopHHUTe
CTOMHOCTH.

- Kopmiuxocmepoudu. nMa riOBHLICH PUCK OT CTOMAITHO-YPEBHA S3Ba WM KbpPBEHE (BX. TO4ka 4.4).

- Jlumudi (onucan ¢ wikoako HCIHBC): HCTIBC noBuinasaT HUBaTa Ha JIMTHH B KPbBTA, KOUTO MOrat
Ja AOCTVITHAT TOKCHYHN CTOHHOCTH (HaMasieHa ObOpeuHa ekckpeuns Ha mutuil). CreaoBaTenHo, TO3U
MapamMer b Tpad6L 44 CC POCICasIBa NO BPEME HA 3arouBaHe, aJalTUPAHE U TIPEKPATABAHE HA
JEUCHUETO C JCKCKETOIPOQEH.
- Memomperxcam. usnonsean npu eucoku 0osu 15 mg/ ceomuya unu nogeye: NOBULICHA
XEMATO 100 MHHA TOKCHYHOCT HA MCTOTPEKCAT YPE3 MOHHKABAHEC HA ObOPEUHHA MY KU
NPOTHBOEDIIMLIHTC/IHE CPCACTBA KATO LSO,

- Xuoanmounu w Cyaposamuoun; TOKCHYHUTE S(PEKTH HA TC3H BELIECTBA MOrar Aa Oba




KomOuHaimy., KOMTO U3HCKBAT MPEANA3HH MCPKH

- Jluypemuyu, ACE unxubumopu, anmubaxmepuaniu GMUHO2IUKO3UOU U aHeuomen3un 1l peyenmopHu
anmazonucmu:. Jlexckeronpod)eH MOXKE 12 HaMaTH €(PEKTa Ha AMYPETHLHMTEC H AHTHXHUIICPTCH3UBHUTC
nekapersa. [lpu HIKOM NALMEHTH ¢ KOMITpoMeTHpaHa ObOpeuHa pyHKUus (HAmp. ACXUAPATHPAHH
MANMCHTH WK NALMCHTH B CTAPYECKA BBH3PAcT ¢ HapyueHa ObOpeuHa QyHKLHSA) ChbBMECTHOTO
MPUIOKCHHE HA CPEACTBA, KOUTO MHXHOMpaT umkiookcureHasata 1 ACE uHXHOUTOPH, aHTHOTCH3HH
[ pcuciroptn AHTAroHHCTH WM AHTHOAKTEPHAIHA AMHHOITHKO3HAH, MOXE Aa AOBEAC A0 IO-
HATATBILIHO BJAOLIABAHC Ha ObOpeuHaTa GyHKUH, KOETO OOMKHOBEHO € oOpaTtumo. B ciydai Ha
KOMOHMHHPAHO NMPSANMCEAHC HA ACKCKCTONMPOMEH U AMYPETHK € OT ChLICCTBEHO 3HAYCHHE Aa €€
rapanTHpa, 4¢ (ALMCHTHT ¢ aJCKBATHO XHAPATHPaH M J1a ce Habmoaasa ObOpeyHaTa QyHKLMS B

Ha4a 1010 HA JCUCHHETO (BxK. Touka 4.4 CnieuuaaHy NpeaynpexKACHU U CICLHAIHU NPEANa3HH
MCPKH i1pH yrnioTpeoa).

- Memompekeam, usnoisean npu HUCKU 003U, NO-MAnko om 15 mg/ ceOmuya: MOBHLICHA
XEMATO/ IO HYHA TOKCHHOCT HA METOTPEKCAT KATO LSJIO MPH HaMaasiBaHE HA ObOPEUYHHS My KIHPBHC
OT NPO1BCBB3NA TSN cpeacTBa. CeaAMUYHO MPOCICAIBaHE HA KPbBHATA KAPTHHA MPE3 MbPBUTE
ceAMMLI OT KOMOMAHpanoTo 1eueHue. Ilo-akTHBHO HAOII0ACHUE NMPH HATHYHE HA JAOPH JIEKO
HapywcHa ObOpeHHa (PYHKIMS, KAKTO H MPH Bb3PACTHH XOpa.

- [lenmorcuchinrivir; TOBALICH PUCK OT KbpBeHe. [10-akTHBHO KIIMHHYHO HaOMIOAEHHE M MO-4€CTO

M3C/ICABAKHC HA BPCMCTO 32 KbPBCHE.
- 31006 voun: pucKk OT HOBHLICHA TOKCHYHOCT BbPXY CPHUTPOLIMTHATA PEAULIA YPE3 ACHCTBHE BBPXY
PETHKY.ICLGTHTC ¢ Bb3HMKBAHE HA TEXKKA aHeMHs ¢aHa ceamuua caea 3anousane Ha HCTIBC.
Usc.icapasic na wbAHATA KPbBHA KAPTHHA U OpOs HA PETHKYJIOLMTHTE €HA J0 ABC CEAMMIIM CIIC
sanousaue Ha Jcucuuae ¢ HCIIBC.

- Cyadhoiaypernu nekapemea: HCITBC morar fa yBeIu4aT XUNorJukeMHuHHs ¢PEKT Ha
CYAQOHIIYPCHHATC JICKAPCTBA YPE3 H3MECTBAHE OT MCCTATA HA CBBP3BAHEC C MJIA3MCHUTC NIPOTCHHH.
KoMOunaumi, KoMTO 1psOBa a2 C€ HMAT NPEABUA

- Bema-caokepu: acucnnero ¢ HCTIBC mMoke 1a HaMaIn aHTUXUNEPTEH3UBHHUS HM €(EKT Ype3
MHXUOHPAHC HU CHHTE3a HA MPOCTarjJaHIuHH,

- Huxaocnopuit i makpoiumyc: HCtprTGKCHIIHDCTTa moxke ja ce 3acuau ot HCTIBC 4pe3 MCAHHPAH
OT npocTaranuanTe cpexr Brpxy 0s0penure. [lo Bpeme Ha kOMOMHHPaAHOTO EUEHHE TPsOBa Ja ce
u3ciacaBa ObOpeuHaTa yHKLHSL.

- Tpomocuniniji: NOBULICH PHCK OT KbPBCHE.

- Aumumponiboyumiie ¢peocmea u CenekmueHu UHXubumopu Ha 06pamHomo 3axeauyane Ha
cepomoitind (SSKIs). NOBUIIEH PUCK OT CTOMAIIHO-YPCBHO KbPBEHE (BXK. TOuka 4.4).

- [f/;mir;wn:::J. T SMCHATC KOHLICHTPALIHH Ha ,E[eI{CRE:TDHDDd)cH MOoraT aa €€ nmoBHuaT, TOBa
B3aHMOCACHCTBIC MO /4 CC AB/IKH HA HHXUOMTOPEH MEXaHU3BM Ha MACTOTO Ha ObOpeuHa TyOy1Ha
CEKPCLLIY 1 HA MIIOKYPOHOBATA KOHIOTALMS U H3UCKBA KOPUTMPAHE HA J03aTa HAa ACKCKETONPO(EH.

- Copocna cnurosuou. HCTIBC Morar Aa moBHIIAT MJ1a3MEHaTa KOHUCHTPALMS HA IITHKO3UUTE.

- Mudperipucmon . CbuiccTBYBA TCOPCTHUCH PUCK OT MPOMsiHA B ¢EKTUBHOCTTA HA MHU(EPUCTOH OT
MEXHON TOPHTC HA NPOCTArIalAMH CHHTeTa3a,. OrpaHMYCHH JaHHU MOKA3BaT, Y€ CbBMECTHOTO
npitozxciine Ha HOUBC B AeHs Ha MPUIOKEHUETO HA MPOCTArJaHIHH HE OKa3Ba HEOIAronpusTHO
BIMAHMC BbPXY CPYCKTHTC HA MA(ECITPHUCTOH MITH MPOCTArJaHAWH BBPXY Y3PIBAHETO HA IIMHMKATa Ha
MATKATA Mk KOHTPAKTAHTSTa HA MATKATA H HC HAMAISIBA KJIMHHYHATA €UKACHOCT Ha
MCAHLIMHCKOTO NPCKbCBAHE HA OPEMEHHOCTTA.

- XUHOIOHOGN anmubuomiYyi, OTUTHT MPH )KMBOTHH MOKA3Ba, Y€ BUCOKHUTE A03H XHHOJIOHH B
KOMOmaanm ¢ HOLIBU vmorar aa yBean4yar pucka OT pa3BUTHE HA I'bPYOBE.

- Tenogosup. Lanospemernnoro npuaoxkenue ¢ HCIIBC moxe aa nosuinm nia3MeHus a3oTeH
KapCamiuy i Kpearnuui, osOpeunara GyHkuust TpsaOBa aa e ClIeaM, 3a Ja ¢€ KOHTPOIHPAT Bb3MOXKHH
CHHCPI'v MM ChekTi Bepxy ObOpeuHaTa GpyHKIHS.

- Jledhepasupore. Banospemennara ynorpeda ¢ HCIIBC moxe aa yseauuu pucka ot €To
YPCBHA TOKCH Y HOCT. FICOOX0AMMO ¢ BHUMATEIHO KIMHUYHO HAOIIOAECHHE, KOraTo A¢
NPHIATG CAHOBPCMEHAO ¢ TE3H BEUIECTBA.

ANCVICTPUKCC, 0PN KOSTO TPAOBA a2 ¢€ BHUMABA, KOraTo ¢¢ npuJ/ara rno-BUcoKa
Ipy namncnri ¢ acko 10 ymepeHo Ob0peyHo yBpexaaHe (KpeaTHHHHOB KIUPBHC 4
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Tpsa6Ba 1a ce nizdsarsa npuaokenuero Ha HCIIBC aBa auwm npeau u ABa AHHU CIICA MPHIAraHETO Ha
MEMCTPCKCE,

4.6 @epruauter, O PEMEHHOCT H KbpPMEHe

bpemcHHOCT

Muxu6rpanero Ha CHHIC:A HA NPOCTArIAHAWH MOXKE Aa MOBIMIC HEOIAronpUsATHO Ha OPEMEHHOCTTA
u/ v Ha emOopuo/ perannoTo passutue. JJaHHUTE OT CTHACMHONOTHYHUTE MPOYYBAHHUA MOPaXXaaT
OMAaCCHMS 32 MOBHULICH PUCK OT CIIOHTAHCH abOpT M ChpACYHA Maa(popMaLHsa H FaCTPOCXU3HC CIICA
YIIOTPEOA Ha HHXHONTOP HA NPOCTArjIaAMHOBHS CHHTE3 NMPH paHHa OPeMEHHOCT. AOCOIOTHUAT PHUCK
OT ChPACYHO-CH10Ba MaaopMaLMs € VBEIHYEH OT no-mManko ot 1% ao npubmusurenno 1,5%. Cuura
CE. HE PHCKDBT CC VBEIMYABA ¢ YBEIHYABAHE HA J03aTa M MPOABIKHTEIHOCTTA Ha TepanusaTa. [1pu
KHUBOTHH ¢ OKASAHO, S¢ NMPUJIAraHETO HA HHXHOUTOP HA NMPOCTArjaHAHHOBHA CHHTE3 BOAH 10
YBCAHHICHH IPC- W NOCTHMILIAHTALMOHHH 3aryou u eMOpuoderanen neranurer. B qombaHeHue, npu
NPHAOACHHS HA MEXHOHTOPH HA CHHTE3a HA MPOCTArJaHAHWHH MPH )KHBOTHU MO BPEME Ha
OpranorcHesaTa ¢ ChoOICHA NMOBHIICHA YECTOTA HA PasIMUYHH Maa(pOpMaLMH, BKIIOYHTEIIHO
chpacuso-chiaesd. HezasncuMo ot ToBa, Mpoy4BaHUs NPH )KHBOTHH € JIEKCKETONPOPEH HE ca
MOKA3.111 PSIPOAVKTHBHEA TOKCHYHOCT (BXK. ToYKa 5.3).

Or 20-v0 cepMuna Ha CpeVEHHOCTTAa HATATBK, YHOTpeOaTa Ha JCKCKETONPO(EH MOXKE Ja MPUIHHH
OAMIOX A/ (PavilioH B PesyJITaT Ha HapyLeHHe Ha ObOpeuHaTa pyHkuus Ha geryca. ToBa Moxe aa

CC CAY1 CROPO C.1C1 3CI10YBAHE HA JICYCHHETO H OOMKHOBECHO € 00paTHMO NPH MPEKPATABAHETO

my. B acobasciie, nva ¢s001meHus 3a cTecHaBaHe Ha ductus arteriosus ciae JI€YCHUE NPe3 BTOPHS
TPHAMECT P, MNOECHCTO OT KOHTO OT3BYYABAT CIC] MpeKpaTaBaHe Ha geueHueTo. [lopaau ToBa,no
BPCMC Hil 1Top 308 K BTOPHS TPUMECTBP OT OpEMEHHOCTTA JAeKckeTonpodeH He TpsAOBa aa ce JaBa,
OCBCH ako HE ¢ &UCOII0THO HCODX0AMMO.

AKO AcKerCTOnpo(CH CC M3I103Ba OT KEHA, KOIATO CE ONMUTBA Ja 3a0peMEHEE UM MPE3 MbPBHS U
BTOPU (pHMCCTLP 0T OpeMCHHOCTTA, A03aTa TPSOBa Ja CC MOALbPKA Bb3MOXKHO HAW-HHUCKA U

PO bl AT/ IM0CTTa Ha JICICHUE BB3MOXKHO Hai-kpaTka. Ciea ekecno3uuus Ha JEKCKETOnpodeH B
NPOABINCHEL =4 HAKONKO AHM oT 20-Ta recTallHOHHA CEAMMIA HAaTaThK TPAOBa Ja ce oOMHCIH
AHTCHATOIHO TTDOCICASBAHE 32 OJIMTOXMAPAMHHOH U CTCCHsIBaHEe Ha ductus arteriosus.
Jexckeronpogen 1padea 22 ¢ NPeyCTaHOBH, aKO €€ YCTAHOBH OJIMIOXHAPAMHHUOH HJIH CTCCHABAHE HA
ductus aricriosus

[To spesic va 1poins TpAMCCTHP OT OPEMEHHOCTTa BCHYKH HHXHOMTOPH Ha MpoCTariaHIHHOBHS
CHHTE3 MOAKC A2 HIJI0KAT
-  IJICAa HAa:
O AP A0 IMONUIEG TOKCHYHOCT (TIPEXKACBPEMEHHO CTCCHIBAHE/ 3aTBapsAHE HA AYKTYC
aprepuosyc u 0enoapobHa XUNEepTOHHS),
O OpOpeuna aucdyHkuus (BX no-rope);

- MaMkata M ILIOA4 B Kpast HA OPEMEHHOCTTA Ha:
O Bbh3MOMKHO VAb/IKABAHC HA BPEMETO HA KBPBCHE, AHTHArperaTeH €eKT, KOUTO MOXKE Ja Ce
HOAB K A0PH Pk MHOIO HHCKH O03H, .
O HUTHCKAHC HA MATOYHHTE KOHTPAKIIMH, KOCTO BOAM A0 3a0aBCHO HIIH YABIKECHO PaXKJaHe,
Creaoratenino ACkCkeTolpodCH € MPOTHBOMOKA3aH MO BPEME HA TPETHS TPUMECTBP HA OpEMEHHOCTTA
(BHKTC TOUKH 4.53. 1 5.3).

Kbpmcero
He ¢ ns3secino jgarin LeKCKeTonpodeH ce EKCKpeTHpa B KbpMara.,
DeHoaCKE ¢ IPUTUBCITOKA3AH 10 BPEME HA KbPMCHE (BXK. TOuKa 4.3).

Depriuier

Kaxro ripu apvrure HCHBC, ynorpebara Ha ackckeronpod)eH MOXxe Aa BaowH ¢e
KCHUTC (1 HC CC niPeriopbyBa NPH XKEHU, KOUTO C¢ onuTBaT Aa 3a4veHar. I Ipu xxeHu, k
3ATPY, AL HEA CBC JAUCBAHCTO WM €A MOATOKCHH Ha U3CACABAHE 3a Oe3rioaue, Tps
OOMUCHI HTDC YL TAHOBIBAHE HA JICYCHUETO ¢ ACKCKETONPOGCH.




4.7

JexckeronpodcH MOKE /1a MPHYUHH HEKEIAHH PEAKLHH KATO 3aMasiHOCT, 3PHTE/IHH HAPYLICHHUS HITH

EdexTn Bopxy cnocofHocTTa 3a odupane H paboTa ¢ MALLHHH

CHHJIMBOCT H MOKE J1a MOBIMAC BbPXY CrocoOHOCTTA 3a modHpane 1 padora ¢ MALIKHH,

4.8 Hexenanu JeKapCTBEHH peaKkUHH

CpoBImAaBAHUTE HEXKCTAHH ChOUTHS ca MOHE BEPOATHO CBBP3aHH C ACKCKETONPO(PEH B KIHHHYHHUTE
MPOYHBAHHS. KAKTO 1 HCXCIAHUTE PEAKIMK, J0KIaABAHH CIICA MyCKAHETO Ha Na3apa Ha
ACKCKCTUnpoden ca npeiCTaBeHd B Tabimua no-101y, NOAPEACHH Mo CHCTCMHO-OPraHHa
KAacH(pHKaLmsi M 1o MeCToTA.

MEOQUACTHIUHAIHU
HAPYVIUIECH 1S

B et

Cromatd HO-
YPDCBHIL HAPVULEHUS |

- TaacHe ["acTpur, 3anek, | [lenTHuHa s138Ba,
W/ viu CyXOTa B KPbBOU3JIUB OT
[MOBPBLUAHE, | yCTaTa, MCNTHYHA A3Ba
KOpECMHA (¢aaryneHuMs HJIM nepgopauus

e .

Cucmemo-opeainu | "ecmu Heuecmu Peoxu Mnuoco peoxu/ - C
KIACOGE (>1/100 0o | (=1/1 000 oo (>1/10 000 oo Eounuunu cvobwenus | neuzeecmua
< 1/10) < 1/100) <1/1 000) (<1/10 000) yecmoma
| (om
HanuyHume
| OaHHU He
| MOdice 0a
b6wv0e
Hanpaeena
SR oyenra)
Hapywenus na Heyrponenus,
KPBEMa U TPOMOOLIUTONCHHA
aumhrama
cucmema -
Hapyuenus na Orok Ha napuHkca | AHaQHIAKTHYHA
UMYHHOINA peakums,
CUCMEN BKJIKOYUTCIHO
St o il oI aHa()UIAKTHYEH LIOK
Hapyuwenus na | AHOpeEKCHs
MemaOo3Ma i
Apaheteme L
Tcuxuyni bescbhue,
HAPYULCHUS TPEBOMHOCT
Hapyuiernus na [ naBoGonme, [lepecresus,
HePGHUN 3aMastHOCT., CHHKOII
cucmema B COMHOJICHTHOCT
Hapvienus na 3aMBIJICHO 3pEHHE
oqume
Hapyiuenus na Bepruro TunuTyC
YXCmio i
Jabupunma
Copoeyinii CupuecdueHe Taxukapaus Cunapom
| HAPYULEH U - Ha Kounis
(vooCH 3auepBsBaHe Xuneproxus Xunorouuss
HAPYUCHUS s,
Pecnupamopmuit, bpaaunues bponxocnassm,
ePHOHI 1 JHCITHES




———

Cucmemo-opeannu | Heemu Hevecmu Peoku Mnoeo peoxu/ L
KIACOEC (>1/100 oo | (=1/1 000 oo (=1/10 000 oo Eounuunu cvobwenus | Heuzgecmua
[/10) < 1/100) <1/1 000) (<1/10 000) yecmoma
(om
HAIUYHUmMe
OaHHU He
Moxce oa
bvoe
HanpaeeHda
OYeHKQ)
- Gosika, Ha NENTHYHA A3Ba
| AMapHs, (BxK. TOuKa 4.4)
AHUCTICIICHS
Xenamoounuapnu XenaroueayaapHo *
| HapywieHus YBPECKAAHEC
Hapyvuienus na O6puB Vprukapus, akae, | CHHAPOM Ha ®duxcupaH
KOAHCama u MOBHILCHO CtuBbHC-/XKOHCBH, ICKApCTBCH
ROOKOMCHAMA M3NOTABAHC TOKCHYHA oOpuB
MuKdn CrMUACPpMaJIHA
HEKpOJIH3a (CHHAPOM
Ha Jlaibn),
AHTMOCAEM, OTOK Ha
JIMLICTO, PCAKLIMH Ha
(OTOUYBCTBUTEIHOCT,
) [MPYPHTYC
Hapyvwenus na boaku B repba
MYCKYAHO-
CKenemHama
cucmema u
CHeOUHUmMeIHama .
muKaH
Hapyuenus na Ocrtpa 6b0peuna | Hedpur nam
Ovopeyume u HCAOCTATBYHOCT, | HE(PPOTHYEH CHHAPOM
NUKOYHUME MOJTHYPHS
ol
Hapyuienus na MeHcTpyaiiHu
penpoovkmusHamad HAPYLUCHHA,
cucmena u | HApYLICHHS Ha
chpoditic [pocrarara

QoOwgu Hapyuienus
U eqherimit na
MACHORO N
RPUIOICEHUEC

YMopa, 6oika,

aCTCHMAL,
purop, odua
c1abocT

[lepudepen orok

Hicaeoeans

OTKJIOHEHHUE B
4ePHOAPOOHHUTE
b YHKILMOHATHA
npodH

e—— o= = e = = e - —— o —

Cmomauino-ypeenu: Haii-uecto Haba101aBAHUTE HEKEIAHN PEAKIIMU €A CTOMALIHO-YpeBHH. MOXe na

ce HaO/iroasaT nenTHYHA g38a, nepdopalids UM CTOMALTHO-YPEBHO KbPBCHE, MOHAKOLA PATAIIE

ocoOECHO NP Xopa B crapuccka Bb3pact (Bxk. Touka 4.4). Ciaca npUIoKCHHE ca C'bo -
NoBpbINAHES, Auapus, (PAaTyJICHUMS, 3aNeK, AUCICTICH, KOpeMHa 00Ka, ME/ICHa,
YIALEPO3CH CTOMATHT, 000CTpsiHe HAa KOaMT U 6onect Ha Kpon (Bx. Touka 4.4). TG

Habmoasad ractput. CLoOmaBaHu ca OTOK, XHUIIEPTOHMSI U CbPACYHA HEAOCTATH rﬁ ilﬁ B! -"=,._;-- 7
yrnorpeCara na HCTIBC. c‘:} “E-‘%"‘*;wﬁﬁ?
e N e
* e -
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Kaxro npu apyru HCITIBC, morar aa ce nosBAT CACAHHUTE HEXKCIAHH PEAKIMH aCCNTHYCH MCHHHTHT,
KOMTO C¢ NMPOSBABA MPCAHUMHO MPH MALKUECHTH CbC CHCTCMCH CPUTEMATO3EH TYIyC HIIH CMECCHO
3a00/1BaHE HA CHCAMHUTC/IHATA THKAH, XEMATOJIOMHYHHM peakuuu (Imyprypa, anjiacTHyHa U
XEMOIMTHYHA AHEMHSL H 110-PSIAKO arpaHyIOUUTO3a 1 KOCTHO-MO3bYHA XMIIOILIA3Ms).

Byno3um peakuus, BKAIOUHTEIHO CHHApoM Ha CTHBBHC-/DKOHCHH M TOKCHYHA CMTUACPMATTHA
HCKP O/ 3d (MHOIO PsIAKO).

K immp srme npoyyaBaHus U eNMACMHOIOTHYHHTE JAHHH MPEANOIarar, 4€ ynorpebdara Ha HIKOH
HCIIRC (ccobeHo BbB BHCOKH A03HM U MPH MPOALIKHUTEIIHO JICUCHHE) MOXE Ja € CBbP3aHa C JICKO
MOBHILCH PHCK OT apTEPHATHH TPOMOOTHYHH CbOMTHS (HANPUMEP MHOKApACH HH(PAPKT KK HHCYJIT)
(Bx. Touka 4.4).

Croobmasane Ha 10A03HPAHN HEXKETAHU PEaKLMU
CroCIIABAHCTO HA MO103MPAHN HEXKEIAHM PEAKLIMH CIC/ paspeliaBaHe 3a ynorpeba Ha JIeKapCTBCHUS
NPOAYAT = BaXHC. TOBA 1O3BOIABA Ja NPOABIKHA HAOMIOACHHETO HA CHOTHOUICHHETO MMON3a/ PHCK 34
nekapersenus npoaykT. 0T MCAMUMHCKHTE CIICHHATHCTH CC H3UCKBA 12 ChOOIIABAT BCAKA MOA03UPAHA
HEKC1411a Peakiivs 94pes HALMOHAIHATA CUCTEMA 32 ChOOLIaBaHe:

M3ibaHuTeada arcHuMs 1o JeKaperaaTa

yn.  Javisu I'pye” Ne 8

1303 Cogoax

Ten.: +359 2 890 34 17

1
-

yebcaiir: vwww.bda.bg

4.9 Tipcaolupane

CumntoMuTe 11py npeiosupane He ca u3BectHH. [1ogoOHM nekapCcTBEHU NMPOAYKTH MPCAH3BUKBAT
CTOMALLHO-4PEEHM (OBPBIIAHE, AHOPEKCHS, KOpeMHa 00JIKa) U HEBPOJOTHYHH (CBHJIMBOCT,
CBCTOBHPTCK, AC30PHCHTALIMS, TJIABOOOINE) HAPYLICHHS,

[Mpw coiy sacii 10 HPCKOMEPEH MPHEM ClIeHa Aa C€ 3aro4YHe He3a0aBHO CHMIITOMATHYHO JICUCHHUE
CropE,/1 KIMHUYHOTO ChCTOSHUE HA MarnkeHTa. AKO ¢a NPHETH noseye oT 5 mg/ kg OT Bb3pacTeH HIIH
JACTC B pAMKATC HA CAMH Hac TpsaOBa Ja €€ NMPHII0KH AKTHBCH BBIJICH.

Jlexcxeronpoded TpoMeTaMosl MOXKE Aa €€ CJIEMHHHpPA YPe3 AHAIH3A.

5.  ®APMAKOJOI'MYHU CBOMCTBA
5.1 @apmakoiHHAMHYHH CBOHCTBA

dapyakorcpacsTrtda rpyna: [IporuBoBb3naMTC,IHM M AHTHPEBMATHYHH NMPOAYKTH, [lponuonosa
kuceansa v npoussoanu. ATC kox: MOTAELT.

JICKCKECTONMPOMECH TPOMETAMOIT € TPOMETAMHHOBA COJ HA S-(+)-2-(3-0eH30Ma(EeHHT) MPONHOHOBA
KUCC/IHd JCKapCTECH HPOAYKT ¢ 00¢3001sBaII0, MPOTHBOBB3NAIUTEIHO H aHTHITHPETHYHO
JCHCTBHC, KOUTO NMPHHAAICKH KbM IpynaTa Ha HECTEPOUAHUTE MPOTHBOBB3MAIHTEIHH JICKAPCTBA
(MO1LALE). .

MexaHu3hM Ha ACHCTBUC

" 8
MexannamsT Ha ACHCTBHC HA HECTCPOMAHMUTE NPOTHBOBB3MATHTEIHH CPEACTBA € CBBPFAR O\ /) 2
HAMA A BAHAC HA CHETCSA 1 NPOCTArTIAHAMH Ype3 HHXMOMPaHE Ha LMKIoOKCHreHasapR. I§0-erenms étz'o\
€ HAAMLEC MHXUOMPAHC HA NMPCBPBIIAHCTO HA apaxHAOHOBA KHCC/IMHA B LIMKIMYHH ¢AAOTICPQ """fw 3\ O\
VT .~ Y . - AL e e v
PGG2 1 2GH2. kouto ob6pasysar npocrarnananau PGEL, PGE2, PGF2a u PGD2|fa w0 AA ;'J?\ > \
e " e T lil; e 52 :
npoctaiktd PGI2 n tpombokcann (TxA2 u TxB2). OcBeH ToBa, MHXUOUPAHETO HAE |\ MH."‘*“”* oy
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MPOCTArIAHANHOBHA CHHTE3 MOXKE Ja MOBJIHAC HA APYT'H MEAHATOPH HA BB3MNAJICHHCTO, KATO KHHHHH,
MPHYMHBAHKH HHANPCKTCH S(EKT, KOWTO 10MbJIBA AUPCKTHOTO ACHCTBHE.

dapmaxoarHaMHIHH COCKTH
[py npovasauus MPY KUBOTHA M XOP2 € J0KA3aHO, Y€ AEKCKETONPOpEH HHXHOMPA aKTHBHOCTTA Ha
COX-1 u COX-2.

Kiunnuna ¢haracHocT 1 0¢300acHOCT

KauHuaHHTE TPOYUYBAHNS BBPXY Pa3IMYHH OOTKOBH MO/JCIH NMOKAa3BaT €(PEKTHBHA QHAITETHYHA
AKTUBHOCT HA JCKCKETONPOQEH TpoMeTaMoa. B HAKOM npoy4YBaHHs HAYAJIOTO HA aHAJINCTHYHOTO
aekcTEIC ¢ 20 MHHVTH CIICH TPUIOKCHHE. AHAITCTHYHUSAT eEKT € ¢ MPOABIKUTEIHOC OT 4 10 6
qaca.

[leamarpauHa OOy 1ALk
Hexckerorpod e HE ¢ [POYUEH NPH ACHA U FOHOLIH.

5.2 DapMakOKHHETHIHH CBOHCTBA

Abcopbums

Cac nepopanio NpuioACHuE Ha AekckeronpodeH Tpomeramon npH xopa, Cmax ce gocrura Ha 30-
TaTa MHHY T4 (8 aHanason ot 15 g0 60 MunyTH).

[pu cvBmecTro npuaokenne ¢ xpana, AUC He ce npomens, Bbnpeku ue Cmax Ha JekckeronpodeH
HaMalsBa ¥ CROPOCTTA ha pe3opOrms ce 3a0aBst (yBeIHYaBa ce tmax).

Pasripe,ienicHue

Bpesicio Ha nonyxueoT 88 (asata Ha pasnpeacICHHE U HA ETMMUHHPAHE HA JCKCKETONPOQCH 1 ¢
chorBCIHO .35 qaca a 1,65 yaca. KakTo nipu ApyrH JCKapcTBa ¢ BHCOKA CTEICH HA CBBP3BAHE C
MAA3MCITe MPOTeHHN (Y9%), 06eMbT My Ha pasnpeacacHue uma cpeana croinoct noa 0,25 1/ kg.
[Mpu dapvakOKHHCTHYH POYYBAHUS C MHOTOKPATHO MPHIOKEHUE HE Ca HAOMIOAABAHH PA3/THKH B
AUC caea nocaeaHOTo NPHICKEHHE M CJIe €AHOKPATHA 103a, KOETO MOKa3Ba, Y€ HAMA KyMYJIMPAHE
Ha JICKA[CTBOTO.

buorpanchopmativis U CIIMMHUHHAPAHC

Crea nuMIaraHe Ha ACKeKeTonpodeH TpoMETaMolT B YpHHATA CE OTACHSA caMO S-(+) CHAaHTHOMEDBT,
KOCTO ACMOHCTPHPA, U¢ 1IPpH Xopa He ce kouBepTHpa B R-(-) eHanTHOMEP. OCHOBHUSAT ITHT HA
SAMMHHKEPAKE Ba ACKCKCTONPO(dEH ¢ NOCPEACTBO INTIOKYPOHOBA KOHIOralHs, MOCACABAHA OT
eKCKpei ks ripes OpbpeumTe.

NekekeronpaoheH TPOMCTaMO/1 MOKa3Ba JHHEHHA (DapMaKOKHHETHKA C/IEA TIepopaiHa 1034, ©
AO20YCTOHYKBO YBCINICHUE MO BPEME HA CHCTCMHA CKCIO3HIHS.

JIMHCHHOCT/ HEJIMHCHHOCT
1

Bpuikal i) (papMakoknseTika-hapMakoAMHaAMHUKa

Habmonasa ce Bpb3Kka MexkAy Ao3a 1 otroBop npu 12,5 mg u 25 mg B rpadukara BpeMe-eQeKT, KaTo
NPCHEHINGICTBOTO HA ,103aTa OT 25 mg ¢ Mo-CKOPO pe3y./ITaT OT YAB/KCHA NMPOAB/DKHTETHOCT Ha
ACHCTELC, OTKOAKOTO OT VBCAMYABAHE HA MUKOBUs aHanreTuueH edekr. [lpeanonara ce ninaro B
AHAJNCTHY HATA AKTHEHOCT HAa ACKCKEeTONpod)eH TpoMeTamMo:n npu ao3a ot 25 mg. Ilpu maimenTy,
JCKYBAHK ¢ ACKCKCTOMPO(CH TPOMETAMO!T, BPEMETO 32 HACTHIBAHE HA 0DIECKYCHUE H3IIEXK A MO~
Kparso

5.5 lipcakiiknK4Hi JaHHHE 32 0e30nmacHoOCT

Hewamuauaare JanaBn 6¢ nokassaT cnecurguyucH pyuCcK 3a Xopa Bb3 OCHOBAaBa Ha KO
MPOYUBLHIS 28 OC30MACHOCT, FECHOTOKCHYHOCT M uMyHO(papMmakosorus. [Iposeaex
XPOHi1Hd TOKCHYHOCT 1PH MUIIKM 1 MAHMYHH Ca MOKA3aJId HUBO HA JIMIICA HA HE
(No Obscrved Adverse Etfect Level (NOAEL)) npu 1031 ABa nbTH NMO-BHCOKH OT
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MPEHopLUMTe IHA 103a npu Xopa. OCHOBHUTE HEOXC/IAHN PCAKIIMH, HaO104aBaHMA NTPU MAKMYHH MPH
BHCOKH J03H Ca KPbB B H3MPAKHCHUATA, HAMAJICHO TEJCCHOTO TCIJIO0, a MPH HaH-BHCOKaTa 1034 -
croMatHo-upesHy cposun. Tesu edexrn ce HAbMIOAABAT MPH CKCIIO3ULIKS OT 14 no 18 mpTH HAA
MAKCHMAIHATA NPECNOPBUYMTEIHA 032 IPH X0pa.

Hsma npoyuBasns BbPXY »KUBOTHH 32 KAHLIEPOTCHCH MOTCHLIMAIL.

KaxTo ¢ yCTaHOBCHO 3a 111 (papMaKoIOrHyCH Kaac Ha HCIIBC, aekckeronpodeH Moxe aAa

MpCAH 3BHKA NPOMCHN B cMOpHO-(eTanHaTa NpeKUBICMOCT MPH KHBOTHHCKH MOACIH, KaKTO KOCBCHO
YpC3 CTOMALTHO-UPCBHA TOKCHYHOCT NP OPEMEHHH )KMBOTHH, TaKa H AMPCKTHO B PA3BUTHCTO Ha
naodda.

6. ODAPMALIEBTUYHUAU TIAHHU
6.1 Cunchi Ha (IOMOLUHHTE BeLUeCcTBA

Muxkpoxkpuctaina ueiyiaosa PH101

Muxkpokpucrasisa ueaynosa PH102

Hatpues sHILCCICH MIMKOIAT (THIT A)

LlapeBrnuHO HHLICCTC

[Cnuuepoaos gacreapar (Tua 1)

Onaapait 6510, 03G280003 (Makporos, THTAHOB AUOKCHA, TIPOIMHIICHITHKO, XMIPOMEN03a)
HCwir wmenesen oxcka (camo 3a 12,5mg)

6.2 HecbBMeCTHMOCTH

Henpunomnmo

6.3 CpuK HATOLHOCT

3 TOIAH A

6.4 (ncuia/IHH YCJIOBHS HA CbXPaHEHHe

Ila He co onpadsea zax 30°C. Jla ce chxpaHsBa B OPHrHHAIHATA OMAKOBKA, 3a Ja C€ MPCANAsH OT
CBETJIMHA M BJIAra.,

6.5 Bpau cbabpKaHve HA ONAKOBKATA

denoacke 12,5 mg u 25 mg dpuamupanu TabaCTKH €a ONAKOBaHHU B OIMCTEPH OT NMOTHBHHUIIXTIOPHI
(PVC/r'y DO )/ aiy munkid, CbAbpaKaLlH 10 TabneTKH.

12,5mg. 10, 20, 30, 40, 50 nau 500 Tabnerky.
25mg: «. 1C, 20, 30, 50 nan 500 TabneTku.

He Bcivii BUAORES OMAKOBKH MOrar Aa 6’1:;[21’1‘ NyCHATH Ha rasapa.
6.6 {( neunaaHd npesnasHd MEPKH MpPH H3XBbPJIsIHE

Hensno ssado i Iekape 1seH MPOAYKT MM OTNAXbYHHTE MATCPHAIH OT HETO TpsiOBa Ja
B ChOTBCTCTBMC C MCCTHUTC H3MCKBAHHSA.

PV EKATE HA PASPELHEHUETO 3A YINIOTPEBA

Medocheniic i, 1-10 Konstantinoupoleos Str., 3011 Limassol, Kumrsp
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8. HOMEP(A) HA PA3ZPELILEHUETO 3A YIIOTPEBA .

12,5 mg
Per. Ne: 20220015

23 mg
Per. Ne: 20220016

9, JIATA HA IIbPBO PA3PEILIABAHE/ TIOJHOBSABAHE HA PA3PEILIIEHUETO 3A
YIIOTPEBA

Jlata ra nbpso paspeasate: 14 anyapu 2022 .

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

11/2025
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