KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. HME HA JEKAPCTBEHMS ITPOJXYKT dsd 200 LS VL

denonexc 12,5 mg punmupanu TabieTku ?\9 FE 8 ‘“% 18 -12- 2075
Fenodex 12.5 mg film-coated tablets

®eHoaekc 25 mg puaMupaHu TablIeTKH
Fenodex 25 mg film-coated tablets

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Beska punMupaHa TabneTka cbabpaka aekckeronpoden 12,5 mg unu 25 mg (kato nekckeronpodeH
TpoMeTtaMod) (dexketoprofen trometamol).
3a MbJIHUA CMUCHK HA MOMOIIIHUTE BELLECTBA BUXKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA

®eHoaexe 12,5 mg punmupanu TabneTku ca XKbJITH, KPbIJIK, ABOHHOU3IMbKHAIU TaONETKH ¢
AaMeTsp 7 mm.

deHonekc 25 mg puaMupaHu TablieTku ca 0esH, KpbIIK, ABOHHOU3ITBKHAIU TableTKH, ¢ 1eJIMTe/IHA
yepra u penedHo o3Havyenue ,,MC* ¢ quamersp 10 mm.

Tabnerkara ot 25 mg Moxe na Obae pasjesieHa Ha paBHHU J103H.
4. KIMHUYHU JAHHHA
4.1 TepaneBTHYHH NOKA3AHHSA

CuUMNTOMaTUYHO JIEYEHHE Ha JIeKa 10 yMepeHa 001ka, HarmpyuMep CKeJIeTHO-MYCKYiHaTa 00J1ka,
AUCMEHOpes, 350000.1.
DeHoIeKC e MoKa3aH 3a JleYeHHe Ha Bb3PacTHH.

4.2 Jo3upoBKAa H HAYHH HA NPHJIOKEHHE

QUSHE(}BHH

Bwv3pacmnu

Criopea ecTecTBOTO M TexxecTra Ha OoJsiKara, nmpenopbyuTeNHaTa 103a 0OMKHOBEHO € 12,5 mg Ha
BCEKH 4-6 yaca wim 25 mg Ha BcekH 8 yaca. O0luara qHeBHa 103a He TpsAOBa Aa HajaBULIaBa 75 mg.
Hexcenanure peakuuu Morar aa ObaaT CBEAEHHU 10 MUHMMYM 4pe3 M3M0JI3BaHE HA Hai-HUCKaTa
e(eKTUBHA 103a 3a HAW-KPAaTKUA NMepHo, HEOOXOAHUM 3a KOHTPOJIMPAHE HA CUMITTOMMTE (BXK. TOUYKA
4.4).

DeHoaeKe TabNIETKHU HE ca NpeAHAa3HAYeHH 3a NPOAbJDKUTEIHA ynoTpeba U jeueHueTo TpsOBa aa obae
OrpaHU4Y€HO 10 CUMIITOMATUYHUSA NEPHOL.

Iayuenmu 6 cmapuecka v3pacm

[Ipu maumMeHTH B cTapyecka Bb3pacT ce NMpenopbyBa TepanusaTa aa ce 3arnoyHe B .HOHHHH K a
n030BHA auana3oH (50 mg obma aHeBHa n03a). Jlozara Moxke na Obae yBenuueHa Ji

3a o0laTa nonyjais camo cle/l yCTaHOBsiBaHe Ha 100pa o0111a mMoOHOCHMMOCT. ‘r‘-‘f s
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[TaleHTHTE C JIEKO IO YMEPEHO HapylueHa YepHoapoOHa dyHKuMA TpA6Ba na 3anO4YHAT Tepanus ¢
HamasieHH 1034 (50 mg obma nHeBHa A03a) K Aa ObaaT BHEMaTeNHO HabmoaaBaHu. MeHoaexe
TabeTKH He TpaOBa Aa ce U3MON3BAT MPH NMALMEHTH ¢ TEXKO HapyLIeHa YepHOAPOOHA PYHKLMS.

bvbpeuno yapescoane
[TepBoHauyanHaTa Ao3a TpabBa Aa 6bae HamaneHa o 50 mg obma aHeBHa 103a NPYU NALUEHTH C JIEKO

HapywieHa 6s0peuHa QyHKUMA (KpeaTHHHHOB KIHPBHC 60 - 89 ml/min} (Bx. Touka 4.4). OeHoaeke
TabneTKkH He TpsOBa Aa ce M3MON3BAT NMPH MNalMEHTH ¢ YMEpeHa 10 Texxkka Opbpeuna auchyHKUmA
(xpeaTHHMHOB KIHPBHC <59 ml/min) (Bx. Touka 4.3).

leduampuuna nonyaayus
HekckeronpodeH He € NpoyYBaH NpH Jeua H oHolK. [Topaau Tosa Oe3omnacHocTTa M ePUKacHOCTTA
NpU J€Lia 1 IOHOILH HE Ca YCTAHOBEHHU M MPOAYKTHT HE TPAOBa a ¢ M3MO/3Ba NpH JieLia U IOHOIIH,

HayuH Ha NIPUIOKEHHE
Tabnerkara Tps6Ba aa 6BA¢ NOreNHaTa ¢ AOCTATEYHO KOJUUYECTBO TEUHOCT (HAllpUMep €Ha Yalla

BoJa). EfHOBpeMEeHHOTO NPUIOKEHHE C XpaHa 3a0ara CKOpOCTTa Ha abcopbLysa Ha NeKapCTBOTO (BX.
pasnen @apmaxoxuremuvnu ceoticmaa), Nopajgy KOETO B CITy4ad Ha ocTpa 00Jka ce npenopuyea
NpWwiaraLHeTo aa € node 30 MUHYTH IpeaH XpaHEHE.

4.3 IIporHBOonOKa3aHHA

denoaexc TabneTku He TpAOBa Aa ce npuarar B CNEJHUTE CITYYaH:

- CBpBbXYYBCTBUTENIHOCT KbM aKTHBHOTO BELIECTBO, KbM KoeTO U Aa € Apyro HCIIBC unu kM Hakoe
OT MOMOILIHHTE BEIIECTBA, H30OpOoeHHn B Touka 6.1,

- [TaupeHTH, NPpU KOUTO BELIECTBa C MOAOOHO ACHCTBHE (HANPUMEP aLIETHICATIMUMIOBA KUCEITHHA HITH
apyru HCIIBC) npenu3BHKBAT aCTMATHYHH TIPHCTBIH, OPOHXOCNA3bM, OCThP PHHHT KIH NPUYHHABAT
HA3aJTHH NOJIMAR, YPTHKAPHA WIIH aHTHOHEBPOTHYEH EAEM.

- U3BecTHH doToaneprudHy UK POTOTOKCUYHM PEAKLIHM N0 BpeMe Ha NeUeHHe ¢ KeTonpodeH Win
¢nbpatu.

- [laupenTH ¢ aHaMHe3a 3a CTOMALIHO-YPEBHO KbPBEHE WK nepdopauns, CBbp3aHH ¢ NpearilHa
Tepanus ¢ HCIIBC,

- [1alMeHTH ¢ aKTHBHA NENTHYHA A3Ba/ CTOMALUHO-YPEBEH KPHBOU3/NKB HIIH HAKAKBA aHaAMHe3a 3a
CTOMallIHO-YPEBHO KbPBEHE, A3Ba HIIK nepgopauns.

- JlaltMeHTH ¢ XPOHHYHa AHCIICIICHA.
- Hal.lHeHTH, KOWTO UMAT JPYTH aKTHBHU KPBBOH3NIHWBH WIH HAPYIUCHNKA, CBBHP3dHH C KbPBCHC.

- [TanyenTH ¢ 6oJiecT Ha KpoH UNH yALIEPO3€H KOUT.

- [TatueHTH ¢ TeXKa ChpASYHA HEAOCTATHYHOCT.

- [TauneHTH ¢ yMepeHa 10 Texxka 6b0peuna nMcHyHKUMA (KpEaTHHHHOB KAMPBHC <59 ml/ min).

- [TauneHTH cBC CWIHO yBpeaeHa yepHoapobHa dpyHkuna (oueHka Ha Child-Pugh 10 - 15).

- [TauuenTH ¢ XeMOparuyHa AHaTe3a U ApYTrY HapylIeHHs Ha KoaryJaluAaTa.

- [1aumeHTH ¢ TexkKa Aexuaparauns (MPUYHHEHA OT MOBPbIIAHE, AHAPHA WIH HEAOCTATBHYEH NPUEM Ha
TEYHOCTH ).

- [Ipe3 Tpetns TpuMecTHp Ha OPEMEHHOCTTA U NIEPHOAA Ha KbPMEHE (BXK. TOUKa 4.6).

4.4 ChnenHajHH OpeAynpexAcHHS H NPEANAIHE MEPKH nNpH ynorpeba

[IpunaraiiTe BHUMATENHO IIPH NMALMEHTH C aHaAMHE3A 33 aAJIEPrHYHU CECTOAHUA.
Tpabsa na ce n3barea ynorpedara Ha aekckeronpodeH cbe chmpreTRaly Apyru HCIIBC,
BKJIFOYHTEAHO CEJICKTUBHU HHXUOKWTOPHU Ha LIMKIOOKCHIeHas3a-2.
Hexenanure edpexru Morar Ja 64T CBeI¢HH A0 MMHHMYM, KaTo 3a KOHTpOJIHpaHe
Ce W3MO/I3BA HAM-HUCKATa ePeKTHBHA 1034 3a Bb3MOXKHO Hal-KpaThK NepHo OT Bp

4.2, 1 Cmomauno-upesern 1 CopOeyHo-Cb006 PUck No-gony).
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CToMalIHO-YPEeBHO KbPEEHE, yilLepauus Ui nepdopauus, KOUTO Morar aa Obaar daTanHu ca
choO1eHH npy Bcuukd HCIIBC no Bcako BpeMe Ha IEYEHHETO, CbC WM 0€3 npeaynpeANTEITHH
CHMITTOMH WIH NPEeIX0AHA aHAMHE3a 32 CEPUO3HH CTOMAIIHO-4YpeBHHU chOuTHA. [IpH nossa Ha
CTOMALIHO-YPEBHO KbpPBEHE WIH yaLEpalus MpH MalHeHTH, Nolydyapally aeKckeronpoden,
nevyeHUueTo TpadBa Aa ce npeKparu.

PHCKBT OT CTOMAIIIHO-YPEBHO KbPBEHE, A3Ba WIH nepopaums € MO-BHCOK C YBEJIWYABAHE HAa AO3HUTE
Ha HCIIBC, npu nanueHTH ¢ aHaMHe3a 3a 13Ba, 0COOEHO aKo € YCIOKHEHA ¢ KPBBOH3JIMB WIH
nepdopaiug (BakK. Touka 4.3) ¥ 1IpH NaLHEHTH B CTapUuecka Bb3pacT.

[TaumMeHTHTE B HaNpeAHANA BL3pacT HMAT NOBULICHA YECTOTA Ha Hexkenanu peakimud ksM HCIIBC,
0C00EHO CTOMAIIIHO-YPEBHO KbpBEHE U Nnepdopais, KOUTO MoraT Aa ObaaT daranHu (BxK. Touka 4.2).
Te3n naupeHTH TPAOBA a 3aM0YHAT JICYEHHE ¢ HAH-HUCKATa HallHYHa A03a.

Kaxro npu seruxu HCIIBC, TpsbBa na ce Thpcu aHamMHe3a 3a e30(harut, raCTpuT W WM NENTHYHA
A3B4, 33 Aa C€ OCUI'YpH TAXHOTO {TBJIHO M3JICKYBAaHE NpeH 3alio4uBaHe Ha JeYeHHe ¢ JeKCKeTonpogdeH.
[laueHTUTE CHC CTOMALIHO-YPEBHH CUMITTOMH WIH aHAMHE3a 3a CTOMAIIHO-YPEBHM 3a00N1BaHuUS
TpaOBRa fa ObAaT NpocieasBaHH 3a XPaHOCMWIATEITHY HapyLIeHHs, 0CODEHO 3a CTOMALIHO-4PEBHO
KbpBEHE.

HCIIBC Tpabea aa ce npuiaraT BHUMATENHO HA NALUHMEHTH ¢ aHAMHE3A 32 CTOMALIHO-4YpeBHA Donect
(ynuepo3eH konut, Honect Ha KpoH), Thil KaTO TAXHOTO CBCTOAHKHE MOXKe Aia ce U30CTPH (BiK. TOUKA
4.8).

KomOunnpanara Tepanus ¢ NPOTEKTHBHY CPEACTBA (Hanp. MH30MPOCTON UK HHXUOUTOPH Ha
NPOTOHHaTa nommna) Tpadra ga ce OOMHUCITH 3a TE3H MALMEHTH, KAKTO H 3a NalHEHTH, KOUTO Ce
HY>KAaAT OT CHITHTCTBALLO JIEYEHHE ¢ HUCKA /1034 aLeTWICATHLIUIOBA KHCeTMHA WIM APYTH JeKapcTsa,
KOHTO MOTAT /4 MOBMILAT CTOMAIIHO-YPEBHUSA PHUCK {BX. MO-IOTY H To4Ka 4.5),

[TaieHTH C aHaMHe3a 3a CTOMAILHO-YPEBHA TOKCHYHOCT, 0COOEHO KOraTo ¢a B HanpeaHalia Bb3pacT,
Tpa0OBa Aa ceobiapar 3a HeoOHuaiiHH KOpeMHH CHMITTOMH (0C00€HO CTOMALIHO-4YPEBHO KbPBEHE),
0cOOEHO B HaYallHUTE €Talyu Ha JIeYEeHHE.

[IperiopnyBa ¢e NOBUIIEHO BHHMAHHKE NPH MalWEHTH, KOUTO NMPHEMAT ChbBMECTHO JIEKAPCTBA, KOUTO
Ouxa MO Ja yBEIMUAT PUCKA OT yJllepaluua WM KBPBEHE, KaTo NMepOPATHH KOPTHKOCTEPOUIH,
AHTHUKOAI'YJIAHTH KaTo BapdapHH, CENCKTUBHH HHXHOMTOPH Ha 06paTHOTO 3axBalllaHe Ha CEPOTOHHHA
HAH aHTHTPOMOOLMTHU CPEACTBA, KATO aUeTHICATHLIMIIOBA KHceNHHA (BXK. TOUKa 4.5),

br6peuHa Ge3omacHOCT
[Ipenoprupa ce NOBULIICHO BHUMaHME NTPU NALMEHTH ¢ YBpexkaaHe Ha Obbpeunure pyHkumu. [pu

Te3u nauueHTy ynorpebara Ha HCIIBC moxke aa noeeae Ao BiaoinasaHe Ha ObOpeuHaTa PyRKLMA,
3aXbpKaHe HAa TEUHOCTH M OTOK. [Ipenopbyba ce MOBHILIEHO BHUMaHKE U NIPHU NALUUEHTH Ha
OVMYPETHYHA TEPATIHA WIM TaKMBa, KOMTO OHXa MOTJIH Ja pa3BHAT XUNOBOJIEMHUS, Thil KaTO
CHLIHECTBYBa MOBHIUEH PHCK OT HEPPOTOKCUYHOCT.

Ilo BpeMe Ha nedeHHeTO TPAOBA Na ce OCUrypH aJleKBaTER NMPUEM Ha TEYHOCTH, 3a J1a CE€ NPEAOTBPATH
ACXMAPATALIMA H €BEHTYAIHO CBbp3aHa MoBULIcHa 6 p0peYHa TOKCHYHOCT.

Kakro npu Bcruku HCIIBC, Toit MoXe na nOBHILM M1a3MEHKTE HUBA H2 a30TeH kapOaMuz
KpeaTUHHH. KakTo npu Apyrd HHXUOMTOPH Ha CUHTE3a Ha MPOCTAMMAHIHH, TOH MOoxe 1a Obje
CBBp3aH ¢ HebnaronpuaTHy €pekTH BEpXY ObOpeyHaTa cCUCTEMa, KOETO MOXKE a TOBellE 10
rmoMepyieH HeppuT, HHTEPCTHLINAIEH HedpuT, OL0peyHa nanunapHa HeKpo3a, He(ppPOTHEH
CUHIPOM U ocTpa OBOpeUHa HeAOCTATBUYHOCT.

[TaumeHTuTe B CTapuecka Bb3PACT € NMO-BEPOATHO Ja CTPAJAT OT HapyueHa Ob0peyuHa QpyHKIHA (BXK.
TOuka 4.2).

YeproapobHa 6e30nacHOCT N;_HU.HH Mo
[TpenopbuBa ce NOBMILICHO BHUMAHHE MPH MALMEHTH ¢ YBPEXKAaHE HA YepHOApOoOHUTE Ak ’*’6;(;’
Kakrto npu apyru HCIIBC, Toi Moxke A2 NpUYKMHH NIPEXOAHO JIEKO YBeJIHUeHUe Ha HYKGR Jnﬁ%ﬁﬂj‘“; %
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[TaiueHTHTE B CTap4¥ecKa Bb3PACT € NO-BEPOSTHO Ja CTPAllaT OT HapylleHa YepHOAPoOHa QyHKUHA
(BX. TOUKa 4.2).

CrpaeuH0-CH10Ba H MO3BYHO-CBHAORAE D€30MacHOCT

HeobGxoauMo € noaxoaailo npocneasBaHe U ChbBETHU ITPU NALMEHTH ¢ aHAMHE3a 33 XUINEPTOHUS W UNH
JieKa 0 YMepeHa ChpAcUHa HeAoCTaThyHOCT. HeobxoauMo € ocobeHo BHUMaHUE NTPH NMaUKMEeHTH ¢
aHaMHe3a 3a ChpAe4HO 3ab0NABaHe, NO-CNCLMAIHO NP MALMEHTH C MpeAlIeCTBAlUld CHMIITOMH Ha
ChbpAeYHA HeAOCTATHYHOCT, NOpaAdH MOBHILIEHUA PUCK OT NMOABA HA CHPACYHA HEAOCTATHYHOCT, Thi
KaTo ce ¢hoOluasa 3a 3aabpaKaHe Ha TeYHOCTH U OTOK BbB Bpb3Ka ¢ Tepanuara ¢ HCIIBC.
KnHHUYHHTE NpoyuBaHUs H €TTHICMHAQIOTHUHUTE AJaHHH NPEAIIoJaraT, Y€ H3NnoJ3BaHeTo Ha HIKOH
HCIIBC {ocobeHo npH BHCOKH 034 H NPH THJITOCPOYHO JIEYEHHE) MOXe Aa 6bA¢ CBBP3aHO C JIEKO
NMOBHINEH PHCK OT apTepUATIHH TPOMOOTHYHH CLOUTHSA (HanpUMep MHOKapAeH HH(ApPKT WIH HHCYIT).
HsaMma nocTaTh4HO JaHHH, 32 1a ce H3KJIIOYH TaKbB PUCK 38 NEKCKEeTONpogeH.

CnenoBaTeNHO, NAUMEHTH ¢ HEKOHTPOJIMPaHa XUNEPTOHHA, 3aCTOHHA ChpAECYHAE HEAOCTATHYHOCT,
YCTAHOBEHA HCXeMUYHA OoecT Ha cbpLeTo, nepudepHa aprepHanta SonecT W WiH MO3bYHO-CHAOBA
bonect TpabBa Aa ce NEKYBAT ¢ AeKCKeTolpodeH caMo el BHUMATETHA olieHKa. CpliaTa OLieHKa
TpaOBa [a ce HalpaBH NPEeAM 3al04YBaHe Ha BJIFOCPOYHO JICUCHHUE HA MALMCHTH ¢ PUCKOBU (DaKTOpH
3a ChpPAEYHO-CHAOBH 3a00n1aBaHMs (HANp. XMIICPTOHUSA, XHIICPIMITMACMHUS, 3axapeH Auader,
TIOTIOHOITYIIEHE).

Bewuiky HecenexkTHeHYM HCIIBC Morar aa uHxubupat arperaumsta Ha TpOMOOLMTHTE M 1a YIb/DKAT
BPEMETO Ha KbPBEHE Upe3 HHXHOMpaHE Ha CHHTE3a Ha npocTariaiaul. CreaoBaTeiHo, He ce
npenopuysa ynorpebdara Ha ACKCKETONpodEH MPH NAUKUEHTH, KOUTO NMOJYyYaBaT Apyra Tepanus, KOATO
Nnpevr Ha XeMOCTa3aTa, KaTo BapapuH WK ApYrHM KyMapUHH WIH XernapuHM (BXK. Touka 4.5).
[TaupeHTHTE B CTapuecKa Bb3pacT € NMO-BepoArTO Aa CTPaJAT OT HapylLIe€Ha ChpASYHO-ChA0BA

dbyaxuHs (BX. TOYKa 4.2).

Cpo0lleHH ca cIydad Ha CHHIpOM Ha Kounis npy malMeHTH, IEKYBaHH ¢ JEKCKeTONPOdEH.
CunapomMsbT Ha Kounis ce onpeaens KaTo CbpAS4YHO-ChAOBH CHMIITTOMH, BTOPHYHH Ha alleprudHa
peakius Win peakiiMd Ha CBPBXYYBCTBUTEIHOCT, CRBbP3aHa CHC CBHBAHE HAa KOPOHAPHUTE apTEePUU U
NOTEeHLUUANHO BOAELIA 10 MUOKapAeH UH(apKT.

KOXHH peakiUu
CepHO3HH KOXKHM peaKilMM, HAKOH OT TAX (paTalHU, BKITIOYHTEIHO €KCPOTHATUBEH AEPMATHT,

cHHapoM Ha CTHRBHC-/XKOHCBHH U TOKCHYHA eNUAepMaiHa HEKpOJin3a ce ChoOIaBaT MHOTO PAJKO
BELB Bpb3ka ¢ ynorpedbara Ha HCIIBC (Bx. Touka 4.8). Harnexna, ye naluMEeHTHTE Ca HINI0KEHH Ha
Hali-BHCOK PHCK OT TE€3H peakuMy B HA4aJlOTO Ha TEpalMATa, HA4YAJIO0TO Ha peaklLuaTa ce NPOoABABa B
MO-roIAMAaTa 4acT OT CIY4auTEe B pAMKHUTE Ha ITbPBHA MeCeL OT JicueHHeTo. JleweHueTo ¢ DeHomekc
TpsOBa 21a Ce NMPEKPaTH MpH NbpBaTa NMOABa Ha KOXKEH OOPHUB, JIC3MH HA JIMTaBHLIUTE WIIH JPYTH
MPH3HALUHY HA CBPBXYYBCTBUTEIIHOCT.

Hpyra nndopmanms

HeoGxoanmo e ocodeHo BHUMaHHUE TIPH TTALMEHTH C:

- BPOACHO HapyuieHHe Ha MeTtabonusMa Ha nopdUprH (HanpUMep OCTpa NpeKbeBallia noppupus);
- IeXUpaTalM;

- IMPEKTHO ClIefl roJIiMa ONepaLHA.

AKO nekapsT NpeleHH, Ye NPoaAbDKHUTETHATA TepaNHs ¢ AEKCKeTONpodeH ¢ Heodxoauma,
yepHoapoOHaTa K 61LO6peuHaTa GyHKIMA U KPbBHATA KapTHHa TpAOBa Aa 6bAaT peaoBHO
MPOBEPABAHM,

TexKu ocTpH peakKLWH Ha CBPLXYYBCTBHTEIHOCT (HaNpHMEp aHaduNaKTHYEH LUOK) ca A% W JABAHY 0,%
B MHOI'O peIKH ciy4ad. JleueHuero TpabBa Aa ce npekpaTH MpH MbPBUTE NPU3HALIM HY
peaKi[HH Ha CBPbXYYBCTBHTEIIHOCT cliel rpueM Ha PeHoaeke. B 3aBucHMocCT OT cH i >
MEIMLIMHCKH HeOOXOIMMH MpoLeAypy Tpa6Ba fa 664aT M3BBPIIEHH OT CHOTBETHHTY ME}
CHELHANTKCTH.




[TaumeHTUTE ¢ acTMa, KOMOMHHpPaHa C XPOHHYEeH PHHHUT, XpPOHHYEH CUHY3UT W/ WIM Ha3allHa
OJIMII03a, UMAT TI0-BHCOK PHMCK OT aleprui KbM aleTwicanuuwiosa kucenuda W/ unu HCYIBC ot
oCTaHallaTa YacT OT HaceeHHeTo. [IpuiaraHero Ha TO3U IeKapCTBEH NPOAYKT MOXKE 14 IIPHYHHU
MPHCTHIM HA acTMa Wik OpoHxocna3zbM, 0cob0EHO NIpK JIMLA, alleprHYHH KbM alleTHICAHIWIOBa
kucennHa wix HCIIBC (Bxk. Touka 4.3).

[To M3KkMIOUEHHEe BapHULIENaTa MOXe Aa I0Bee A0 CEPHO3HH KOXXHH U MEKOTbKaHH HH(PEKIIHO3HA
yCIOXKHEHHA. J[o MOMEHTa HEe MOXKe J1a ce H3KMOo4K aonpuHacsamara pois Ha HCIIBC 3a
BJIOIIIAaBaHETO Ha Te3d HH(pekuuu. [lopanu ToBa e npenopbsYMTENHO Aa ce n3baresa ynorpebara Ha
(DeHoAeKe B ClIyvald Ha BapHLEsAa.

deHoaekc Tpabea a2 ce npwiara ¢ BHHMaHMe Ha NMALHUEHTH, CTPaZally OT XeMONOSTHYHH HapyllICHMHS,
CHCTEMEH ePUTEMATO3EH JIYITYC €M CMECEHa ChIEHUTENIHO-TbKaHHa foecT.

Kakro apyru HCIIBC, nekckeronpodeHn Moxe Ja MaCKHpa CHMIITOMMTE Ha HHEKLIMO3HH
3a001ABaHHA.

[leguaTpyyHa nomynaius
be3zonacHara ynoTpeba npH AeLa U IOHOLLM HE € YCTAHOBEHA.

Tosa nekapcTBO ChABPKA Mo-MaNko oT | mmol HaTpui (23 mg) Ha punMupaHa TabnerTka, T.e. MOXke
Ja Ce KaKe, e MPAKTUYECKH He ChABPKA HATPHUIA.

4.5 BianmoaeiicTBHE ¢ APYIH JIeKAPCTBEHE NPOXYKTH H APYrH QOopMH Ha B3AHMOAeHCTBRE

CneaHure B3auMoOeHCTBUA C€ OTHACAT 32 HECTEPOUIHUTE MPOTHROBBL3NAIUTEIHU CPEACTBA
(HCIIBC) kato uano.

KoMOMHaIIMH, KOUTO HE C€ NPENOPbYBAT
- Qpyeu HCIIBC, exmouumenno aucoxu 0o3u caruyuramu (>3 g/ Oex): NpUNAraHeTo Ha HAKOJKO

HCIIBC 3aegHo Moe a YBEJIMUH PUCKA OT CTOMALIHO-YPEBHH S3BU U KBPBEHE, UPE3 CHHEPIHYCH
edexT.

- Awmuxoazyaawmu; HCIIBC morar aa sacunat edexra Ha aHTUKOAryJaHTHTe, KaTo BapdapuH (BxK.
TOuKa 4.4), nOopaaAK BUCOKOTO CBbP3BaHe Ha [UTa3MEHUTE TPOTEUHH C JEKCKETOMPOQEH U

MHXHOHMpaHeTO HAa QYHKLMATA HA TPOMOOLIMTUTE U YBPEKAAHETO Ha CTOMAIIHO-YPEBHATA JIMTABHLA.
Ao KOMOHHalIHMATAa He MOXKe Aa Obae uiberdHara, TpsadOBa ga ce NPOBEXKAa BHUMATENHO KJIHHHYHO

HabmoaeHue K NpocieasBaHe Ha NabopaTOPHUTE CTOHHOCTH.
- Xenapunu: NOBHILEH PUCK OT KPBbBOM3IIUB (Nopaay HHXuOHpaHe HA TpoMOOLIMTHATA GYHKUMA H
YBpeXKAaHe Ha CTOMALIHO-YpEeBHATAa JIMraBulia). Ako koMmOuHaumMsaTa He Moxke aa Obae u3bersara,
TpAOBa Ja ¢& NpoBeX<Ia BHUMATENHO KIMHUYHO HabmoaeHUE U pocaeAsBaHe Ha 1adopaTopHUTE
CTOHHOCTH.

- Kopmuxocmepouodu: nMa NoBHILIEH PHCK OT CTOMAIUHO-YPEBHA A3Ba WM KbpBEHE (BXK. TOuUKa 4.4).

- JTumuiii (onucan ¢ uwaxoaxo HCIIBC): HCIIBC nosuiaBaT HHBaTa Ha JIMTHH B KPbBTa, KOMTO MOraT
Na AOCTHTHAT TOKCHYHH CTOHHOCTH {HamaneHa Ob0peyna ekckpeLus Ha nutuil). CneaoBaTeitHo, TO3H
napaMeTsp TpaOBa a ce NpocieaaBa Mo BpEME Ha 3ano4BaHe, afanTHpaHe H npeKkpaTsaBaHe Ha
JIeYEHHUETO ¢ AeKCKeTonpodeH.

- Memompexcam, uznonzearn npu sucoxu oo3u 15 mg/ ceOmuya uru noseye; NOBHLICHA
XeMaTOJIOTHYHa TOKCHYHOCT Ha METOTPEKCAT Ype3 MOHWKABaHE Ha OBOPEYHNA My KIHPBHC OT
MPOTHBOBB3TAMHTE/IHA CPEACTBA KaTo LU0,

- Xuoaxwmounu u cyagponamudu: TOKCHIHUTE €PeKTH Ha Te3U BELIEeCTBa Morar aa OuJar 3

KomGHBalluy, KOMTO U3UCKBAT Npeana3Hd MEpKH

- Huypemuyu, ACE unxubumopu, anmubaxmepuaniy AMUHO2AUKO3UOU U AHZUOTEH3U
anmazorucmu. JlekckeronpodeH Moxe Ja HaMallH eeKTa Ha AHYPETHUHTE U AHTHXH
nexapcTea. [1py HAKOH NAaLMEHTH ¢ KOMNpoMeTHpaHa 0b6peuHa pyHkuua (Hanp. ae
MALKMCHTH WIH NMAUMEHTH B CTApYecKa Bb3pacT ¢ HapylleHa 6b0peuna pyHkiua) chBMe
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NPHJIOKEHWE Ha CPEACTBA, KOMTO HHXHOUpaT uuknookcureHasata U ACE uax#OHTopH, aHTHOTEH3HH
11 peLlenmOpHK aHTArOHUCTH WIKH AHTHOAKTEpHAIHH AMHHOITHKO3HAH, MOXKE 21a OBeIE 1O IOo-
HATATDLIIHO BJIOLIABaHe Ha ObOpeuHara GpyHKLMA, KoeTo 0O6UKHOBEHO ¢ obparumo. B ciryyaii Ha
KOMOMHUPAHO MPEANUCBAHE Ha AEKCKETONPOGeH U JHYPETHK € OT ChIUECTBEHO 3HAUYCHHE Ja ce
rapaHTypa, Ye MalHEHTHT € aIeKBATHO XMPAaTHPaH M Aa ce Habmoaasa 6x0peynara pyHKuus B
Ha4YaJIOTO Ha JieyeHHeTo (Bx. Touka 4.4 CneuyanHy npeaynpexIeHUs U CeLUATHH Npeana3sHi
MepkH npH ynorpeba).

- Memompexcam, uznonzean npu Hucku 003u, no-manxko om 135 mg/ ceOmuya: nosuLIEHa
XEMAaTOJIOrHYHa TOKCHYHOCT Ha METOTPEKCAT KATo LIANIO MPH HaMalsBaHe Ha ObOpeuHHs My KIHPBHC
OT NPOTHBOBB3NAIHKTE/IHU cpeAcTBa. CEAMHYHO NPOCIERIBaHE HA KpbBHAaTa KAPTHHA TIPE3 ITbPBHTE
ceqMHLIM OT KOMOHMHUPaHOTO NeueHue, Ilo-akTHBHO HAOMOACHHE NPpH HAJIMYHE HA JOPH JIEKO
HapylieHa 6n0peuHa QyHKUMA, KAKTO B NPH BB3PacCTHU XOpa.

- Ilenmoxcugunun: NOBHILIEH PHCK OT KbpBeHe. [[0-akTHBHO KIMHHYHO HAOIIOACHHE H T10-YECTO
M3CNIeABAHE HA BPEMETO 3a KEPBEHE,

- 3u008yQun: pHUCK OT NOBULIECHA TOKCUMYHOCT BbPXY EPUTPOLIMTHATA PEAHLIA Ype3 ACHCTBHE BLPXY
PETHKYJIOLIMTHTE C P3HMKBAaHE HAa TEXKKa aHEMMSA eaHa ceaMuna ciej 3anousaHe Ha HCIIBC,
HicnenpaHe Ha MBJIHATA KPBBHA KapTHHA H OpOs HAa PETHKYJIOLIMTHTE €/IHA JIO ABE CEAMHLM Clel
3anouBaHe Ha JeueHue ¢ HCTIBC.

- Cyngponunypeiinu nexapcmea: HCIIBC morart na ysenuyaTt XUnorfiukeMUYHHs e(eKT Ha
cyNPOHHITYPEeHHHTE JICKapCTBa Ype3 HIMECTBAHE OT MECTATA Ha CBbP3BaHE C ITa3MEHHTE NPOTEHHH,

Kombunaiiny, kouTo TpadBa 1a ce HMaT npeaBMn
- Bema-6noxepu. nevenreto ¢ HCTIBC Moxe fa HaMany aHTUXMIIEPTEH3UBHHUA UM €(EKT upes
MHXUOMpaHe Ha CUHTE3a Ha NPOCTArTAaHAWHH.

- [fuxnrocnopun u maxpoaumyc: HeQpoTOKCHHHOCTTa MOXKe Aa ce 3acumu oT HCIIBC upe3 meauunpan
OT npocTarjaHaAuHuTE edekT BbpXy Ob0penuTe. ITo Bpeme Ha KOMOHHUPAHOTO NIeueHHe TpAOBa a ce
Hicneasa OE0peunaTa QyHKIHA.

- Tpomboaumuyu: NOBUILIEH PUCK OT KLPBEHE.

- Aumumpomboyumnu cpedcmea u CerexmusHu UHXubUmopu Ha obpamuomo 3axeawiane Ha
cepomoruna (SSRIs): NOBUIIIEH PUCK OT CTOMAIIIHO-YPEBHO KBPBEHE (BX. TOUKa 4.4).

- Ilpobeneyuo: nnazMeHUTE KOHIIEHTPALIMH HA AeKckeTonpogeH MOoraT 1a ce€ MOBULLAT; TOBA
B3aUMOIEHCTBHE MOXKE J1a C€ JhJDKH HA HHXMOHTOPEH MEXaHU3BM Ha MACTOTO Ha OB0OpeuHa TyOynHa
ceKpelids U Ha ITIOKYPOHOBATA KOHIOTALMA M H3UCKBA KOPUIHpaHe Ha J03aTa Ha AEKCKETONMpO(deH.

- Copoeunu 2nuxozudu: HCIIBC morart aa noBMILIAT IU1a3MEHATa KOHUEHTPAUHS HA IITHKO3UIHUTE.

- Muchenpucmon: CblIECTBYBA TEOPETHYEH PHCK OT NPOMAHA B €(PEKTHBHOCTTA Ha MU(ETIPUCTOH OT
HHXHOMTOPHTE HA NMPOCTarfIaHAMH CUHTETa3a,. OrpaHHYeHH NaHHH NOKa3parT, Y€ ChBMECTHOTO
npwiokexHre Ha HCIIBC B aeHs Ha npuaokKeHHETO HAa NPOCTArjlaHAHH He 0Ka3sa HeONaronpusTHO
BIIMSHHE BbPXY €QeKTHTE HA MHQENPHUCTOH WIH MPOCTArNaHAWH BbPXY y3pABaHETO Ha LiIMHKATa Ha
MAaTKaTa WM KOHTPAKTWJINTETAa Ha MaTKaTa W HE HAMaIsABa KIUHUYHATA eHKACHOCT Ha
MEJMLIMHCKOTO MPEKbCBAHE HA OpeMEHHOCTTA.

- Xunononoeu arpmubuomuyyu: ONIUTHT NPH )KUBOTHH MOKAa3Ba, Y€ BUCOKUTE AO3U XUHOJIOHH B
koMOuHauys ¢ HCTIBC morar aa yBend4yaT pHcka OT pa3BuTHE Ha rspuOBe.

- Tenogposup: EnnospemenHoto npunoxenue ¢ HCIIBC Moxke na noBUIIM IU1a3MEeHHA a30TeH
kapObamMun U KkpeatnHuH; OnOpeunara ¢pyHKUHA TpsaOBa Aa ce cneam, 3a Ja C€ KOHTPOJHPAT Bh3MOXKHH
CHHEpru4yHH edeKkTH BbpXy Ob6peuHara GpyHKLMA.

- Hegbepazupoxc. EnHoBpeMeHHara ynorpeba ¢ HCIIBC moxe na yeanum pucka 0T CTOMAIIHO-
ypeBHa TOKCHYHOCT. Heobxoaumo e BHUMaTenHO KNHHUYHO HabmoneHue, korato aedepa3upokc ce
npuiara e1HOBPEMEHHO ¢ TE3H BELUECTBA.

- ITemempexceo: EnnorpemenHara ynorpeda Ha HCIIBC mMoxke aa Hamanu ekckpeumsaTa Ha
MeMeTpeKcell, Nopaau KoeTo TpaOBa Ja ce BHUMaBa, KOraTo ¢e rpujiara no-Bucoka ao3a
[Ipy nauyeHTH ¢ Neko A0 yMepeHo OBOpedyHo yBpexkaaHe (KpeaTHHUHOB KIHPBHC 45 -
TpsaOBa Aa ce u3baresa npwioxenuero Ha HCIIBC apa nHu npenu W nBa quM cnea np
[eMeTpeKcen.

4.6 @epTuaHTET, OPpEMEHHOCT H KEpMeEHe




bpeMeHHOCT
HuxubupaHeTo Ha CHHTE3a Ha MPOCTArIaHAMH MOXKe Ja NOBAWAEe HeOnaronpuaTHO Ha OPpEeMEHHOCTTA

#/ WK Ha eMOpHo/ dbeTanHoTO pa3BUTHE. JaHHMTE OT eNUAEMHOJOTHYHHTE NMPOYYBAHHUSA NOPaXKIaT
onaceHHd 3a MOBHILIEH PHCK OT CMOHTaHEH abopT M chpAe4Ha ManGopMalHsa H FaCTPOCXH3HC Clel
ynoTpeba Ha HHXUOUTOP HA NPOCTArIAAMHOBUA CHHTE3 NPHU paHHa OPpEeMEHHOCT. AOCOMIOTHUAT PUCK
OT ChPACYHO-CHAOBA MaT(opMaLH e YBeJindeH OT no-Manko ot 1% no npubausurento 1,5%. Cuura
Ce, 4e PUCKBT Ce YBEJIMYaBa C YBEIMYABAHE HA 103aTa U NIPOABDKUTENHOCTTa Ha Tepanuara. [Ipu
’KHBOTHH € MOKa3aHO, Y€ NpHiaraHeTo Ha HHXUOUTOP Ha MPOCTarIaHAWHOBHSA CHHTE3 BOAH J0
yBeJIHYEHH MNpe- 1 NOCTUMIUIAHTALMOHHH 3arybu H emOproderaneH setanurer. B aombiHenue, npy
NPUNOKEHHe Ha HHXUOUTOPH Ha CUHTE3a Ha NPOCTAIVIARAWHH IIPH KUBOTHH MO BpeMe Ha
OpraHoreHesara € Cbo0LIEHa NOBULIEHA Y€CTOTa HA PAa3IMUHM MaI(OpPMALIMH, BKTIOUMTEITHO
CHPACYHO-CHAOBH. He3aBHCHMO OT TOBa, MpOy4YBaHMs TIPH XKUBOTHHM C JAeKcKeTonpodeH He ca
MOKA3ANH PENPOAYKTHBHA TOKCUYHOCT (BXK. TO4Ka 5.3).

Or 20-Ta ceqMHLA Ha OpeMEHHOCTTA HATATLK, ynioTpebaTa Ha ACKCKETONpogdeH MOXe j1a TIPUYHHH
OJTMTOXMAPAMHHOH B PE3YJ/ITaT Ha HapylueHHe Ha Ob0peyuHara GyHkumA Ha petyca. Toa MoXke 1a
ce CITYYH CKOpO CJie/l 3allouBaHe Ha JieHeHUETO U OOMKHOBEHO € 00paTHMO MpH NMpeKpaTABaHETo

My. B nonbnHeHne, HMa ch00LUEeHHS 3a cTecHABaHe Ha ductus arteriosus ciref] JICHEHHE NPE3 BTOPHA
TPHMECTBP, MMOBEYETO OT KOMTO OT3BYYABaT Clie] NpeKpaTaeaHe Ha jedenuero. [lopagy ToBa,no
BpeMe Ha ITEPBHA K BTOPHA TPUMECTHP OT OpeMEHHOCTTa AeKCKkeTonpodeH He TpaOBa Aa ce naba,
OCBeH aKo He € abconoTHO HeobX0aAuMO.

Axo nexkckeTonpodeH ¢ H3MOJI3Ba OT XKEHA, KOATO Ce ONUTBA Aa 3abpeMeHee MITH NMpeE3 ITbPBUA H
BTOPHA TPHMECTEp OT OpEeMEHHOCTTA, 103aTa TpAOBa Aa ce NoAabPxkKa Bb3MOXKHO HAH-HUCKA U
NPOAB/DKHTEIHOCTTA Ha JIeUeHUe Bb3MOKHO Hali-kpaTka. Cnel eKCO3HLIMA Ha AEKCKETONpOdeH B
NPOAB/DKEHHE HA HAKOJKO AHK oT 20-Ta recTaulMOHHa CEeMHLIA HATATHK TPAOBa Ja ce oOMHUCTH
aHTEeHATAJTHO NpocieAsBaHe 3a OJTMMOXHAPAMHHOH H CTeCHABaHe Ha ductus arteriosus.
Jiexckeronpoden TpaOBa 1a ce MpeyCTaHOBH, aKO CE€ YCTAHOBH OJIMTOXHAPAMHHOH HJIH CTECHABaHE HA

ductus arteriosus.

[TIo BpeMe Ha TpeTHA TPUMECTHP OT OpeMeHHOCTTa BCHYKH MHXHOHWTOPH Ha NpOCTarnaHIuHOBHA
CHHTE3 MOXE Ja HIJI0oXKaT
- IL10AA Ha:
O KapAKWOMYJIMOHAJTHA TOKCHYHOCT (IPEKACBPEMEHHO CTECHIBaHe/ 3aTBapAHE Ha JYKTYC
apTepuo3yc U bennoapobHa XHIEpPTOHUA );
o O1Opeuna qUCHYHKLHA (BxK II0-TOpE);

-  Ma#Kara ¥ IU1oaa B Kpasd Ha OpeMEeHHOCTTa Ha:
© BB3MOXKHO YAB/DKABAHE HA BPEMETO HA KbPBEHE, aHTHArperaTeH eeKT, KOHTO MOXe Aa ce
NOSBH JOPH MPH MHOIO HACKH AO3H;
O TIOTHCKaHE HA MATOYHUTE KOHTPAKLUHWH, KOSTO BOIM 110 3a0aBeHO WiH YABIDKEHO paXKIaHe;
CnenoBaTenHo AeKcKkeTonpodeH e NpOTHBONOKXAa3aH Mo BpEME Ha TPETHA TPHMeECThP Ha OpeMeHHOCTTa
(BrxTe TOUKM 4.3. H 5.3).

KbpMeHe
He ¢ n3BeCTHO Aa/IH AeKCKETONpodeH ce eKCKpeTHpa B KbpMara.
deHoaeKe € MPOTHBOMNOKA3aH MO BpeMe Ha KbpMeHe (Bx. TouKa 4.3).

MOepTUIUTET
Kakro npu apyrure HCIIBC, ynorpe6ara Ha aekckerornpoteHr Moxe Aa BIOLIH PpepTUITUTETa NPH

*KEHHUTE U HE CE MPENOPBLYBA NPH XKEHHU, KOUTO CE OTNIUTBAT Ja 3a4yeHart. [ IpH xkeHu, KoUuTo UMar
3aTPYAHEHHMA CHC 3aUE€BAHETO WIH ca MOMIOKEHH Ha 3ceABaHe 32 besnnonue, TpadBa na
OoOMMCIIH MPeyCTaHOBABAHE Ha IEYEHHETO C AEKCKETONPOdEH.

4.7 EdexTn BbpXy cnocofnoctTa 32 modupane n paboTa ¢ MANIAAA

deHoaexc TabJETKH MOTaT Ja IPHYHHAT HeXKeJIaHH PeaKUHH KaTo 3aMasHOCT, 3pUTEN
WJIH ChHIHBOCT M MOTAT J1a MOBJIMAAT BbPXY CMOCOOHOCTTA 32 WogHpaHe H padoTa ¢ M
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4.8 HexelanH JeKapCTBeHH PeaKIHH

Cpob1aBaHUTe HEXKENaHH CLOMTHI ca MOHE BEPOATHO CBBP3aHH ¢ AEKCKETONpodeH B KIMHHYHUTE
NPOYYBAHHA, KAKTO H HEXEIIAHHTE PEaKiMH, AOKIAJBAHH CJie] ITyCKAaHETO Ha rna3apa Ha
AeKckeTonpodeH ca NpeAcTaBeHH B Tabnuua mo-goiry, NoApeACHH NO CHCTEMHO-OpPraHHa
K1acHpHUKALH H 110 YeCTOTA.

Cucmemo-op2annu | Hecmu Hevecmu Peoxu Muozo peoxu/ C
Kxaacose (=1/10000 | (=1/1 000 oo (=1/10 000 oo Eounuunu cvobwenun | neuszgecmna
<l/10) <1/100) <l1/1 000) (<1/10 000) yecmoma
{om
HAAUYHUMe
OaHHU He
MooNce 0a
6v0e
HanpaseHa
OYEHKA)
Hapywenua na HeyTtponeHus,
Kpbema u TpoMOOLIUTONEHUS
aumM@rama
cucmema
Hapywenus na Orok Ha napunkca | AHadwiakTH4HA
UMYHHAMQ peakLus,
cucmema BKJTIOYHMTEITHO
aHa(HIIAKTHUEH LIOK
Hapywenun na AHopexkcus
Memabonuzma u
Xpanenemo
Hewxuunu bescrHHE,
HapYueHus TPEBOKHOCT
Hapywenusa na ['napobonue, [Tepecresns,
HepeHama 3aMastHOCT, CHHKOII
cucmema COMHOJICHTHOCT
Hapywenus na 3aMBITICHO 3pEHHE
ouume
Hapywenun na BepTturo TUHHUTYC
yxomo u
rabupunma
Covpoeynu CupuecbueHe Taxukapaus Cunapom
HAPYUWEHUA Ha Kounis
Cwdosu 3auepBABaHe XHUIMepToHUA XHNOTOHHA
HapYuieHus
Pecnupamopnu, bpaaumnues bpoHxocnasbmM,
CPYOHU U AUCNHes
MEOUACMUHANHY
Hapyuerus
Cmomaunro- ["aneHe ["acTpur, 3anek, | [lenTHuHa 13Ba, [lankpeaTur
4PEeBHU HAapYyuIeHUA | WHId CyXOTa B KPbBOU3JIUB OT
NOBPbIUAHE, | yCTaTa, NenTHYHAa A3Ba
KOpeMHa ¢naTyieHUus | WM nepdopauus
DoJiKa, Ha NMenTHYHA S3Ba
INApHA, (Bxk. TOUKA 4.4)
AHCTIENICHA
Xenamobunuapnu XenarouenynapHo
HapyweHus YBpeXaaHe




Cucmemo-opzannu | Yecmu Hevuecmu Peoxu Mnozo peoxu/ C
Kracoee (1710000 | (=1/1 000 0o (=1/10 000 oo Eounwunu cvobwyenun | neuzgecmna
<1/10) <1/100) <1/1 000) (<1/10 000) yecmoma
(om
HaruyHume
OaHHU He
Mooice 0a
b6voe
Hanpasena
oyerxa)
Hapywenua na O6pus Yprukapus, akHe, | CHHIpOM Ha DUKCHpaH
KooKama i MOBULICHO CtuRBHC-/[PKOHCEH, JIEKapCTBEH
ROOKOJICHAMA H3NO0TABaHe TOKCUYHA obpus
MbKaH enuacpManHa
HEKPOAN3a (CUHIPOM
Ha Jla¥sn),
aHrUOEOEM, OTOK Ha
NHLETO, PEaKUMH Ha
(OTOYYBCTBHTEJIHOCT,
NPYPHTYC
Hapywenua na bonxu B repba
MYCKYAHO-
cKenemnama
cucmema u
CheOUHUmMERHama
IMbKaH
Hapywenun na Octpa OOpeyna | Hedpur win
bvbpeyume u HEOOCTaTbYHOCT, | HEPPOTHUYEH CHHOPOM
nuxouHume NONHYPHS
nuvmua
Hapywenus na MeHcTpyansu
penpodyxmuenama HapyleHUs,
cucmema u HapylUIEeHUS Ha
2vpoama npocTarara
Obwu napywenus VYmMopa, 6onka, | [Tlepudepen orok
u egpexmu na ACTCHHA,
MACMOMO Ha purop, odia
| BDUROJICEHUE caboct
Hzcnedsanun OTKIOHEHHKE B
yepHoApoObHuTe
(pYHKIHOHANHH
IpOOH

Cmomawno-upesnu. Haii-uecTo HabnmonaBaHUTe HEKENAHU PEaKkLUK ¢a CTOMALIHO-YpeBHH. Mosxke na
ce HabmoaBaT NenTHYHa 1384, nepdopalysa WiM CTOMAIHHO-YPEBHO KbPBEHE, MTOHAKOra ¢artaiHu,
0ocobeHO NpH XOpa B cTapHecka Bb3pacT (Bik. Touka 4.4). Cnen npuwiokeHUe ca chr0o011aBaHH raicHE,
NOBpPBILAHE, AHApHA, PraTyJIeHLMA, 3aMeK, AUCeNCHA, KopeMHa 00JIka, MeNieHa, XeMaTeMe3a,
yILEPO3€EH CTOMATUT, 000CTpsAiHE HA KOIUT H BonecT Ha KpoH (Bxk. Touka 4.4). [To-panxo e
HaOnopaBaH racTput. Cro0LUaBaHH ca OTOK, XHIEPTOHUS U CBPACYHA HEAOCTATHYHOCT, CBHP3aHa ¢
ynorpedbara Ha HCIIBC.

Kakto npu gpyrn HCIIBC, Morat ga ce NOABAT CIICAHHTE HEXENIAHH PEAKLMH ace
KOHTO Ce NpOoABARA NPEAHMRO [IPH MALMEHTH CHC CHCTEMEH EPHTEMATO3€EH JIYITYC
3a00NaBaHe Ha CheAMHUTEIHATA ThKAH; XeMaTOJIOTHUYHH peakUMu (IypITypa, arac
XEMOJIMTHYHA AHEMHS U MO-PAAKO ArpaHyJIOLHMTO3a U KOCTHO-MO3bYHA XHITOIUIa3uUs



Byno3nu peakiyy, BKIIOYHTEIHO CHHAPOM Ha CTUBBHC-/DKOHCHH M TOKCHYHA €IHAEpMAaliHa
HEKpOJIH3a (MHOTO PAKO).

KnuHHYHHATE NPOYYBaHMA M €eNUAEMHOIOTHYHUATE JaHHH NPEANoarart, ue ynorpedbara Ha HAKOU
HCTIBC (ocobeHo BBE BHCOKH AO3H H MPH NPOABIKHTEAHO JICYECHHE) MOXKE [a € CBhp3aHa ¢ JIeKO
MOBHIICH PHCK OT apTEPHAITHH TPOMOOTHYHH crbuTUd (HanpuMep MHOKapAeH HHPAPKT WIH UHCYJIT)

(Bk. TOuKa 4.4).

CnobiaBane Ha IOA03HPAHH HEXKEJIAHU PEAKUMH
Cro61IaBaHeTo Ha NOAO3HPAHN HeXeJlaHH peakLWH Clell pa3peliaBaHe 38 ynorpeba Ha JjeKapCTBEeHHUH

MPOAYKT € BaXHO. TOBa MO3BOJABA Ja IPOAB/DKH HaONIOAEHUETO Ha CHOTHOLIIEHHETO MOJI3a/ PHCK 3a
JIeKapCTBeHHA NMpoayKT. OT MEAULIMHCKHUTE CTIELIMAJIUCTH CE H3KUCKBA a chOOILaBaT BCAKa IOA03UpaHa
HeXeJIaHa peakilia Ype3 HalHOHATHATA CHCTEMA 3a choOllaBaHe:

M3nenHHTETHA areHLMA 10 JIeKapcTBaTa

ya1. ,,JlamsaH ['pyeB” Ne 8

1303 Codns

Ten.: +359 2 890 34 17

yebcaiT: www.bda.bg

4.9 Ilpeno3zupane

CHMITTOMHTE [pH Npeao3upaHe He ¢a u3BecTHU. [1oa00OHHU NeKkapCTBEHH NPOAYKTY NPpeAU3BHKBAT
CTOMAIIIHO-YPEBHH (MMOBPBLIAHE, aHOPEKCHA, KOpeMHa 00JIKa) H HEBPOJIOTHYHH (CHHITHBOCT,
CBETOBBLPTEK, AC3I0PHEHTALMA, I'MaBo00IHe) HApYIOECHH.

[IpH cayyaeH WM NPeKOMEPEH NPHEM ClIeIHA Ja ce 3ano4vHe He3a0aBHO CUMITTOMATUYHO JICYEHHUE
crniopel KIHHWYHOTO ChCTOSHUE Ha MaljMeHTa. AKO ca NPUETH noseye ot 5 mg/ Kg oT Bb3pacTeH Wiu
lleTe B pAMKUTE Ha ¢HH Hac TpabBa [a ce NPWIoKH aKTHBEH BBIVIEH.

HekckeronpodeH TPOMETAMOJ MOXKE Aa C€ eNIeMHUHHpa Ype3 JHAIH3A.

5. ®OAPMAKOJOI'MTYHHU CBOUCTBA

5.1 ®dapmaxkoJEHAMHAYHA CBOHCTBA

dapmakoTepaneBTHUYHa rpyna: [IpoTHEOBB3NAIMTENHH U AHTHPEBMATHUYHH NPOAYKTH; [IponHoHoBa
KdcenuHa ¥ npoussoanu, ATC koa: MO1AE17.

JexkckeTonpodeH TpOMETaMoJ € TpPOMETaMHHOBa CoJl Ha S-(+)-2-(3-6eH3oundeHnn) rpornuoHoBa
KMCEIHMHA, JICKAPCTBEH NMPOAYKT ¢ 00e300/14Ba110, MPOTHBOBBINAIUTENHO H AHTUITHPETHYHO
IeHCTBHE, KOWTO NPUHALIEKH KbM IpyraTa Ha HECTEPOUIHKTE NMPOTHBOBB3NAIUTENIHH JIEKapCTBa

(MO1AE).

MexaHn3bM HA JCHCTBUE
MexaHH3MEBT Ha JeHCTBHE Ha HECTEPOUAHHTE MPOTHBORB3NAIMTEHH CPEACTBA € CBBP3aH C
HaMaliiBaHe Ha CHHTE3a Ha NPOCTarjaBauH ype3 HHXHOHpaHe Ha LIMKIOOKCHreHasara. [lo-cneunanHo
€ HaJlille MHXUOHpaHe Ha MpeBPbIIAHETO HA apaXHAOHOBA KMCE/IHHA B LHKIHYHH €HAONEPOKCHIH,
PGG2 u PGH2, xouto obpazysat npocrarnanauHu PGE1, PGE2, PGF2a u PGD2, a ¢wino
npoctauMknuH PGI2 u Tpombokcann (TxA2 u TxB2). OcBeH ToBa, HHXHOHpaHETO Ha
IPOCTArMaHAMHOBHA CHHTE3 MOXE Ja MOBNKAC HA APYTH MEAHATOPH Ha BBL3NAIECHUETO,
NPUYHHABAHKH HHAUPEKTEH €(peKT, KOHTO JOMBJIBA AUPEKTHOTO NEHCTBHE.

dapMakOAHHAMHYHH eﬂgm

[Ipx npoy4uBaHHS NMPH KUBOTHHU U XOpa € JOKA3aHO, Y€ AEKCKETONpOPeH HHXHONpa
COX-1 u COX-2.
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KnuHuuHa edHUkacHOCT ¥ He30nacHOCT

KnuHMuYHKATE NpOyYBaHHA BBPXY Pa’jIMMHHA OOJIKOBH MOJESITH NOKA3BaT ¢(peKTHBHA aHANIeTUYHA
aKTHBHOCT Ha JEKCKeTONnpodeH TpoMeTaMol. B HAKOH NpOYyYBaHHS HAYANOTO HA aHANMeTUYHOTO
netictere € 30 MUHYTH clteq] NPUIOKEHHE. AHANTETUUHHUAT e()eKT € C MPOABDKUTEIHOC 0T 4 10 6
Jaca.

[lennaTpyyHa nMomyjaanus
JekcketonpodeH HE € NPOYYEH MpY AeUa U IOHOLLH,

5.2 PapMaKOKHHETHYHH CBOHCTBA

Abcopbuus
Cnen nepopanHoO NpHiIOKeHHUe Ha AekcKeTonpodeH TpOMETaMoul NpH xopa, Cmax ce 1ocTHra Ha 30-

TaTa MUHYTa (B AHAna3oH ot 15 no 60 MuHyTH).
[Ipu ceBMecTHO npunoxenue ¢ xpaHa, AUC He ce npoMeHs, Bbnpeku ye Cmax Ha aekckeronpodeH
HaMaJIfBa H CKOpPOCTTa Ha pe3opbuus ce 3abaps (yBenHuapa ce tmax).

PasnpeneneHue

BpemeTo Ha nOSy’KUBOT BBB (pa3zaTa Ha pasnpeacNicHHE U Ha eJITMMUHHPaHE Ha JEeKCKETONPOQEH J €
croTBeTHO 0,35 yaca m 1,65 yaca. KakTo npu Opyrd nekapcTsa ¢ BUCOKA CTENEH Ha CBbP3BaHe C
[ia3MeHUTe nNpoTeuHH (99%), obemMsT My Ha pasnpeaeneHde UMa cpefHa ctoitHocT noa 0,25 1/ kg.
[Tpu papMakoOKHHETHUHM NPOYUBAHUA C MHOTOKPATHO NPHIOKEHHUE HE ca HaOmoAaBaHU Pa3ivKy B
AUC cnen nocneaHoTo MpHIOKEHHE H CJIE] €OHOKpATHA 033, KOETO 110KA3Ba, e HAMA KyMYlUpaHe

Ha JICKApCTBOTO.

buorpaHcdopMaling H EIHMKUHHPAHE

Cnen npuiaraHe Ha JeKCKeTonpodeH TPOMETaMOM B YPHHATA Ce OTAENA caMo S-(+) eHaHTHOMEDPHT,
KOETO AEMOHCTPHPA, H€ MPH Xopa He ce KOHBepTHpa B R~(-) eHaHTHOMED. OCHOBHHAT BT Ha
eTUMHHHpaHe Ha ACKCKETOMPOg)eH € MOCPEACTBO MIOKYPOHOBA KOHIOTALMA, NMOCAEABAHA OT

eKcKpelMa npe3 OubpeuuTe.

JInHeAHOCT/HENHHEHHOCT
IlexcxeronpogeH TPOMETaMON NOKa3Ba JUHEHHA (papMaKOKUHETHKA Cliell epopanHa 1034, ¢
OO30YCTOMYHBO YBEMHYECHUE O BpeMe HA CHCTEMHA €KCIO3HLIMA.

Bps3ka(n) dapMakoKHHETHKAa-QapMakoAUHAMHUKA

Habmonara ce Bpb3Ka MEXAY 10338 U OTTOBOP NpH 12,5 mg u 25 mg B rpadukaTa BpeMe-e(eKT, KaTo
NPEeBL3XOACTBOTO HA J03aTa OT 25 mg € NO-CKOPO Pe3yaTaT OT YABJLKEHa MPOABJIKHTETHOCT Ha
NeficTBHE, OTKOJIKOTO OT YBEIHYaBaHe HA MUKOBHUA ananretHueH edekr. Ilpeanonara ce nnaro B
aHAINETMYHATA aKTUBHOCT Ha ACKCKeTONnpogeH TpOMETaMos NpH Ao3a or 25 mg. IIpu naunenty,
JIEKYBaHM ¢ JEKCKeTOnpodeH TpOMEeTaMoJ1, BpEMETO 3a HACThIIBaHe HA ODNeKYeHHe H3riexaa fo-
KparKo.

53 IIpeaxknnHEHYHH JaHHH 3a OGe3omacHOCT

HexnnHMuHKTE DaHHU HE MOKa3BaT crieliMpUYEH PHCK 34 XOpa Bb3 OCHOBABA HA KOHBEHLUMOHANHHTE
Npoy4BaHus 3a 0€30MacHOCT, FeHOTOKCHYHOCT U HMYHO(apmMakojiorus. IlpoeeneHuTe H3cIeaBaHus 3a
XpOHHYHA TOKCHYHOCT NP MULLKY W MaHMYHH €a 1OKa3aJid HUBO Ha JIMIICA Ha HEXEJIaHH pEaKLMH
(No Observed Adverse Effect Level (NOAEL)) npu no3H ABa ITbTH NNO-BUCOXH OT MaKCHMAaJIHGTe
npenopbyuTeNHa A03a NpH Xopa. OCHOBHUTE HEXENaHHU peakLMH, HabmoaaBaky IPU MaHMYB

BUCOKH JIO3H Ca KPBB B H3NPAXXKHEHHATA, HAMANCHO TEIECHOTO TEINO, a MPH Hai-BHCO o2 Host
CTOMALIIHO-YPEBHH epO3HH. Te3u edexTH ce Habmoaasar npy excno3nuus ot 14 ao 13 g‘f i i

i
=
.

[r®-

MaKCHMAJTHATa NpenopbhbUYUTE/IHa A03a MPH Xopa. e
Hama npoyuBaHua BBPXY )KHBOTHHU 3a KAHLIEPOTeHEH MOTCHLUMAJ.

11




KakTo e ycraHoBeHO 3a Lienus ¢papmakonoruded wiac Ha HCIIBC, nekckeronpodeH Moxe Aa
MpeAH3BHKa MPOMEHH B eMOpHO-(EeTaNHATA NPEXUBICMOCT MPH KHBOTHHCKH MOJIEIIH, KAKTO KOCBEHO
ype3 CTOMAILIHO-YpPeBHa TOKCHYHOCT NpH OpEeMEHHH )XHBOTHH, TaKa H JUPEKTHO B Pa3BUTHETO Ha

roaa.

6. ©OAPMAIIEBTHYHH JAHHH
6.1 ChnAcBK HA NOMOINHHTE BelIeCTBA
Mukpoxpucranna uemynosa PH101
Mukpokpuctanna uenynosa PH102
Harpuer HuinecTeH raMkonar (tin A)
[{apeBHuHO HMLIECTE

[‘nuueponor aucreapat (Tun 1)

Onagpaii 6510, 03G280003 (Makporon, THTAHOB JUOKCHA, MPOMWIEHITHKOJ, XHIIPOMEI03a)
JKBaT keneseH oxkena (camo 3a 12,5mg)
6.2 HechbBMeCTHMOCTH

Henpuioxxumo.

6.3 Cpok BHa rognocT

3 roauHH

6.4 CnenualnH YCJIOBHS HA ChXPAHECHHE

Ha He ce cpxpaHsaea Hag 30°C. Jla ce cbxpaHiBa B OpMrUHAaNHATA ONAKOBKA, 3a Ja c€ MpeanasH OT
CBETJIHHA W BJIara.

6.5 BHa B CbALPKAHHE HA ONAKOBKATA

denonexc 12,5 mg u 25 mg duamupaHy TableTKH ca ONakKOBaHHU B OJIHCTEPH OT NONMBHHWIXJIOPUI
(PVC/PVDC)/anymunuid, ceabpxkainid 10 Tabnerkn.

12,5mg: 10, 20, 30, 40, 50 unu 500 Tabnerku.
25mg: 4, 10, 20, 30, 50 unu 500 Tabnerku.

He Bcuuky BUAOBE ONAKOBKM MoraT Aa 6bJaT myCHATH Ha nasapa.
6.6 Cuoenmansm npeanasHy MepKH NPH H3XBLPJISHE

Hen3non3saHHUAT JIEKAPCTBEH NPOAYKT WIH OTNaABYHUTE MAaTEPHAIIM OT HEro TpAOBa a ce H3XBBPJIAT
B CbOTBETCTBHE C MECTHHTE U3HCKBAHUA.

7. IIPATEXATEJ] HA PAZPEIIEHHETO 3A YIIOTPEBA

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

8. HOMEP(A) HA PASPELHIEHHUETO 3A YIIOTPEBA

12,5 mg
Per. Ne: 20220015
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23 mg
Per. Ne: 20220016

9. JATA HA ITBPBO PA3ZPEINIABAHE/ IIOJHOBJABAHE HA PASPENIEHHETO 3A
YIIOTPEBA

Jlata Ha mBpRO paspeinaBane: 14 suyapu 2022 r.
10. JIATA HA AKTYAJIMZIUPAHE HA TEKCTA

09/2025
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