KPATKA XAPAKTEPUCTHKA HA ITPOJAYKTA

1. HME HA JIEKAPCTBEHUS ITPOAYKT e

JIOJIOPEH 200 mg dunmupanu TabneTku , @ XapaKmegUr muxa Ha npogyxma  TpuAGWenIe T
DOLOREN 200 mg film-coated tablets ’ LD LIS (7/ j,_}’ {

JOJIOPEH 400 mg ¢punmupadu tabnetku ; , " #
DOLOREN 400 mg film-coated tablets _5 76, 7-& 13- 02 202”

2. KAYECTBEH U KOJIMYECTBEH CHCTAB

Beska Tabnerka JJOJIOPEH 200 mg chabpika 200 mg ubynpoden (ibuprofen)
Bcaka Tabnerka JJOJIOPEH 400 mg cvabprka 400 mg ubynpoden (ibuprofen).

IloMoluHm BelecTBa:
Besxa Tabnerka JJIOJIOPEH 200 mg chabpika 8 mg JiakTo3a MOHOXMAPAT.
Beska Tabnerka JOJIOPEH 400 mg cpabpska 16 mg naxTo3a MOHOXHOpAT.

3a IreJHHSA CIIHUCHK HAa MOMOLIHHUTE BELUECTBA, BXK. TOYKa 6.1.

3. JEKAPCTBEHA ®OPMA
®unmupana tabnerka

JOJIOPEH 200 mg ca 6enu, Kpbrii, ABOHHO-U3NbKHAIH (QHIMHpaHH TaONeTKH.
JOJIOPEH 400 mg ca 6enn, NpoABIroBaTH, ABOHHO-M3MbKHATH GUIMHPAHH TaOIEeTKH.

4. K/IMHWYHHU JAHHU
4.1 TepaneBTHYHH NOKA3AHHA

HbynpodeH e nokasaH 3a jiedeHue Ha:

o Jlexa no ymepena 6oska, Harp. rJ1aBofoJsiue, BKIIOUHTETHO MUTPEHO3HO 1aBoGoske, 3660601,
PEBMATHYHH M MYCKYJIHHU 60J1KH, JTyMOO-cakpaiHi G0JKH, HEBPAITHsl, TbPBHYHA JUCMEHOPES
o DeOpWIHH CHCTOSIHUS, CHMIITOMH Ha IPHIT M MPOCTYAa

4.2 Jlo3HpOBKA H HAYHH HA MPHJI0XKEHHE

EO3HQOBKaZ

Bmb3pacTHu u aeua Haj 12 roauuu (ronomu): 200-400 mg kato eHOKpaTHA AHEBHA 1034 3-4 MBbTH
JAHEBHO Npe3 uHTepsan oT 4 10 6 yaca, kaTo He TpsAbBa na ce MpeBUlIaBa MaKCUMaIHATA THEBHA 11034
ot 1200 mg.

ITpx HEO6XOAMMOCT OT MpPHEM Ha JIEKAPCTBEHUs MPOAYKT 32 MOBeve OT 3 IHU MM BJIOLIABAHE Ha
ChCTOSIHHETO, MALMEHTBT TPAOBA 1a ce KOHCYJITHpA C JieKap.

Hauun Ha npunosxenne:

[lepopanHo mpunoXkeHHe U caMo 3a KpaTKOBPeMeHHa ynotpeba.

e Te B
& . s,
He)KeﬂaHHTe IIeKapCTBeHl/I peaKLll’lH Morart ga ce CBeI[aT a0 MHHHMyM aKO c€ H3No, @. aﬂw 'aTau

caMmnToMure (Bx. Touka 4.4).



Ieouampuuna nonynayus
AKO 1pH OHOLIM € HEOOXOAMMO JISYEHHETO Jla C€ NPOB/KM MOBEYE OT 3 HH WM CHMNTOMUTE ce
BiIOLIAT, TpaOBa Na ce HanpaBy KOHCYNITAlUHMsA ¢ JieKap.

Hayuenmu ¢ cmapuecka eb3pacm

IMpu nauMeHTH B CTap4ecka Bb3pacT He € HeobXolMMa NpoMsHA Ha 103aTa.

HCTIBC TpsbBa 1a ce npuiarar ¢ NOBULIEHO BHUMaHUE MPH MALIMEHTUTE B CTapHeCKa Bb3PacT, KOUTO
ca No-CKJIOHHH KbM HeXeJTaHHW JJeKapCTBEHH PEaKLMH U NPU KOWTO HMa MOBUILEH PUCK OT
MOTEHUHMATHO (aTasieH CTOMALIHO-4peBEH KPbBOM3UB, yiuepalus Wi nepdopauus (Bx. Touka 4.4).
Axko e Heooxonumo Jieuenue ¢ HCIIBC, TpsdBa na ce u3nons3sa Hall-HUCKATa 7032 B MPOAB/KEHHE Ha
Hali-KpaTKKA Nepyuojl, HEOOXOAUM 3a OBNaAsABaHe Ha cumnTomuTe. Jledenunero TpabBa na ce noanara
PE/IOBHO Ha TIPEOLIEHKA U a G'bie MPeyCTaHOBEHO, ako He ce HabonaBa NoaoOpeHKe UK HACTBIN
HEMOHOCUMOCT KbM JIEKApCTBOTO.

Vepeoena 6vopeuna pynxyus
Ipy NaLKEHTH C JIEKO 10 YMEpEHO yBpeacHa Ob0petHa GyHkuua qo3aTa Tpabea na 6bae Bb3MOXKHO
Hal-HMCKA W g CC priara 3a Bb3MOXKHO Hal-KpaTkus nepuoa, HeoOxoaum 3a OBlaAsBaHC Ha

CHMITOMUTE, KaTO ChLUIEBPEMEHHO € HEOOXOMUMO fia ce creay 3a ObbpeunaTa GyHKUus (BXK. TOUYKA
4.3)

Vepedena ueprnodpotua ynkyus

TIpy MALMEHTH ¢ JIEKO 4O YMEPEHO yBpe/ieHa YepHOApoOHa QyHKLHA a03aTa Tpabsa na 6bae
BB3MOXKHO Hail-HHCKA M [1a Ce NPUIIara 3a Bb3MOXHO Hali-KpaTKus nepuos, HeoOXOAUM 32 OBNajisaBaHe
HA CHMITOMMUTE, KaTO ChIIEBPEMEHHO € HEOBXOAMMO a Ce Cile[iy 3a uepHoApoOHaTa QyHKIKS (BXK.
Touka 4.3)

4.3 IlpornBonmokasaHus

H6ynpodeH e NpoTUBOINOKAa3aH [IPH NAaLMEHTH ChC:

- CBPBXUYBCTBUTEIIHOCT KbM aKTHBHOTO BELIECTBO MM KbM HAKOE OT MOMOLUHHTE BELIECTBA;

- MpEeAYILHY PEeaKLM Ha CBPBXUYBCTBHUTEIHOCT (HAIP. aCTMa, YPTUKAPUS, aHTHOeAEeM Ml
PUHMT) KbM aleTHICATHLIMIOBA KicenuHa unv apyru HCIIBC;

- aHaMHe3a Ha CTOMALIHO-UPEBEH KPhBOM3IUB UK nepdopaLys, CBbp3aHa ¢ NpeIriiHa Tepanus
¢ HCIIBC;

- aKTHBHA WM HEOT/IABHA MPeKapaHa MeNTHYHA 1382 WKW FAaCTPOMHTECTUHANIHA XeMoparus (ABa
HJIHM NOBEYE M3ABEHH eNU30/1a Ha 0Ka3aHa yIILepaLHs HiH KbPBEHE),

- TEXKKa YepHOAPOOHA WITH Te)kka ObOpeyHa HEOCTaTBUHOCT;

- TeXKa Cbp/IEYHA HEJOCTATHYHOCT WIIH KOPOHApHa HONECT Ha ChPLETO;

- TpeTy TPUMECTBP OT GpeMeHHOCTTa (BXK. TouKa 4.6);

- 3HAUMTEHA JeXHapaTtauus (MpUYMHEeHa OT NOBPBLIAHE, IUAPHA WK HEAOCTAThYEH PUEM Ha
TEYHOCTH),

- 1iepeOpOBacKyJIapHU MM APYTH aKTHBHHM KPbBOU3JIHBHY,

- HEU3SCHEHH CMYLIECHHUS B X€MOIOE3aTa;

- aetia nofd 12 roauuiHa Be3pacT 6€3 IeKapcKo NpeIucaHHe

4.4 Crnenua/J sy UpeAyNpeKIeHUN H NPeANa3HH MEPKH NpH ynorpeba

EaxospeMeHHata ynotpeba na uGynpoden ¢ HCTIBC, BKIIOUHTENHO CENEKTUBHY MHXMOMTOPH Ha
LMKITOOKCUreHasa-2, TpAbBa Aa ce u3Gsrsa nopaayu Bb3MOXKHH aJUTHBHH €DEKTH.

Hesxenanwre IeKapcTBEHU peakliyy MOrar Aa ce CBeJaT 10 MUHUMYM, aKo ce U3
eeKTUBHA 032 B NPOIABL/LKEHHE HA Bb3MOXKHO Haii-KpaThK CPOK, Heobxonum 3
cumnTomute (B Touka 4.2). [lalMeHTHTE, IeKyBaHH MPOABIDKUTENHO BpeMme C |
M3CJIE/IBAT PEAOBHO 3a NOSBATa HA HEXKEJIAHH PEAKLUH.



Hbynpoden ce npunara camo ciell OLEHKa Ha CbOTHOLIEHHETO MOJ3a-PUCK B CIICAHUTE CyYau:

- cucTemet nynyc epuremaronec (SLE) unu cMeceHO Che IMHUTENHO-TbKaHHO 3a00sBaHe —
MOBULIEH PUCK OT aCENTHYEeH MEHUHIUT (B Touka 4.8 HexenaHu iekapCTBEHH peakLiuy)

- BPOZAEHO HapylleHHe Ha MeTabou3Ma Ha NopdHpHH (HAIp. OCTpa HHTEPMUTEHTHA NOPOHPUSA);

- Npe3 MbPBH U BTOPH TPUMECTHP OT OPEMEHHOCTTa;

- KbpMEHE.

Heobxonumo e cieuuaiHo BHUMaHHe B ClIeJHUTE Clly4au:

- racTPOMHTECTHHAIHH 3a00IABaHUs, B TOBA YUC/IO XPOHUYHH BBH3MATUTEIHY HHTECTUHATIHU
3abonsiBaHus (yILEpO3eH KOHT, bonect Ha Kpon);

- CbpaedHa HEIOCTATbYHOCT M XUIIePTEH3HS,;

- HamasieHa ObOpeuHa QyHKLus

- yBpeAeHa YepHO1poOHa DYHKIHS;

- HapylleHa KoaryJ/ialuus Ha KpbBTa;

- aJlepruM, CeHHa XpeMa, XpOHUYeH OTOK Ha HOCHATa JIMraBUlIa, aicHOUIM, XPOHHYHA
obcTpykTrBHA OenoapobHa GonecT Uy OpoHXUaIHA aCTMa;

- BeJHara cjiefi CEpHo3Ha XHpYpruiHa HHTEpBEHLIUS.

T'acmpounmecmunanno xepseene, yayepayus u nepgopayus

3a racTpOMHTECTHHATHO KBhPREHE, YIIIepalys W nephopaliis ¢ Bh3MoXeH (aTaneH uixoz ce
cbobmara npu ynotpeba Ha Bcuuku HCIIBC mo Besiko BpeMe Ha JIe4eHHEeTO, Che HiIH Oe3
[peAyNpeAUTEIHH CHMIITOMH WIIM aHAMHE3a 32 CEPUO3HU raCTPOMHTECTUHAITHA HHLIWECHTH B
MHHAJIOTO.

PUCKBT OT racTpOMHTECTHHATIHO KbpBeHe, yJllepalids Uiy nepdopauus ce 3acuiBa IpY YBeJIHYaBaHe
nozutre Ha HCIIBC npu nauyeHTH ¢ aHaMHe3a 3a si3BeHa 001ecT, 0COOEHO aKo € ChNPOBOAEHA OT
YCIIOXKHEHHUs KaTo XeMoparus win nepdopaiius (Bx. Touka 4.3), KaKTO ¥ NpH NaUHeHTH B cTapUecka
BB3pacT. TakuBa nayueHTH TPAOBA Ja 3aI04HAT JISUSHHUETO C Haki-HUcKaTa HAJTMYHA J03a.

3a koMOUHUpaHa Tepanus ChC 3alMTHH CPeCTBA (HAMpP. MU3OMPOCTOJ HIIH MHXHOUTOPH HAa IPOTOHHA
nomra) TpsAdBa 1a ce MOMHUCIIN KaKTO MPH T€3H MALMEHTH, TAKA U [PU MALUEHTH, KOUTO NOIyyaBaT
€AHOBPEMEHHO aLETHICATULIMIOBA KUCENHHA B HUCKH JO3H HIIM JIpYTH JIEKapcTBa, KOWTO MOrat Ja
3aCUJIST raCTPOMHTECTUHAIHUS PUCK (BIDK MO-N0JTy Touka 4.5).

[TauMeHTHTE ¢ aHaMHe3a 3a raCTPOUHTECTHHAIIHA TOKCHYHOCT, 0COOEHO aKo ca B HanpeaHasa Bb3pacT,
TpAbOBa na crOOLIABAT 32 BCHUKHM HEOOUYaHH KOPEMHH CHMITOMH (110-CIELMAHO 32
racTPOMHTECTHHAJIHO KbPBEHE), 0COOEHO B HAUAITHUTE CTAJUHU HA JIEYEHHUETO.

Heo6xonumo € NOBUILIEHO BHUMAaHUE IIPH MALKUEHTH, KOUTO Ce JIeKyBaT €JHOBPEMEHHO C JIEKApCTBa,
KOWTO MOTAaT [a MOBULUAT PHCKa OT yJILepaLus WId KbpPBEHE - IEPOPAIHH KOPTUKOCTEPOUIH,
AHTHKOAryJIaHTH KaTo Bap(hapuH WK XeNapuH, CeIEeKTUBHM HHXHUOUTOPH Ha 00paTHHS 3aXBaT Ha
CEpOTOHHHA MJIM aHTUTPOMOOLIMTHH CPEACTBA KATO aLETWICATULIMIOBA KUCEIHHA (B TouKa 4.5).
AKO HAaCTBIK raCTPOMHTECTHHAIHO KbpPBEHE WIIK yNLiepaLys NPy NaLHeHTH, IEKyBaHH ¢ HOynpodeH,
JiedeHUeTo TpsadBa na Obe MpeyCcTaHOBEHO.

HectepouaHuTe NpoTHBOBB3NAJIMTEIHY CPEACTBA TPSOBA 1a ce puJlarar ¢ NOBULLEHO BHUMAaHHE MPH
NaMEeHTH ¢ aHAMHE3a 3a FaCTPOUHTECTHHAHO 3aboisiBaHe (yJILepaTHBEH KONUT, 6onectra Ha Kpow),
THH KaTo CHCTOSHHETO UM MOJKe Ja ce 060cTpH (Bx Touka 4.8).

Hayuenmu 6 cmapuecka ew3pacm:
[NauueHTuTe B HanpeJHaia BB3pacT MO-4ECTO NOMyYaBaT HeXxenaHu peakunu cebp3anu ¢ HCIIBC,
0c00EHO raCTPOUHTECTHHAIHO KbpBeHE U nepdopauys ¢ Bb3MOXKEH (GaTaleH u3Xo[ (B)K TOUKEL

Cwpoeyrnocwvoosu u yepebposackynapHu egpexmu

10 yMepeHa 3aCTOHHa ChpAeUuHa HEAOCTaTbYHOCT, ThiH KaTo ce chobiaBaT uiyqa
TEYHOCTH U OTOK BbB Bpb3ka ¢ Tepanus ¢ HCIIBC.



EnuaemMuonornyHy JaHHW NOKasBar, ye ynorpedara Ha ubynpodeH, 0cobeHO BbB BACOKH J03U
(2400 mg aHeBHO) U 3a MPOABIIKUTENIEH NMEPHOA MOXKE Aa € CBbP3aHa C JIEKO NOBULIEH PUCK OT
apTepHanHyd TPOMOOTHYHH CHOUTHS KaTo HHGAPKT Ha MHOKapaa unu uHeynr. Karo usno,
€MH/ICMHOTOTHYHUTE MPOYYBAaHUA HE MOKAa3BaT, ye ubynpodeH B HUCKU 1034 (Hanp. < 1200mg
UHEBHO) Ce CBbP3Ba C NOBHUILEH PUCK OT apTepUallHi TPOMOOTHUYHH CLOUTHS, 0OcODEHO MHGApKT Ha
MuoKapza.

[MaumenTy ¢ HeoBnaasHA XUNEPTOHMUS, 3aCTOMHA CbpAEHHA HENOCTATBUHOCT, MOTBbPAEHA HCXEMHYHA
Oonect Ha cbpLeTo, nepudepHa aprepranya 6onect uw/unu uepebposackynapHa 6osnect Tpsabea na
6baaT nexyBaHu ¢ ubynpodeH camo cies BHUMaTeHa NpelieHka. TakaBa npeleHka TpAOBa fa ce
HanpaBy ¥ NPeAU HAYaJloTO Ha ABLArOCPOUHO JieUeHHe Ha NAUKUEeHTH ¢ PUCKOBH (akTopu 3a
KapA1OBacKynapHU CbOUTHS (HaMp. XUIIEPTOHUS, 3aXapeH AUadeT U MmylleHe).

Cny4an Ha cunapom Ha Kounis ca Aok1aaBaHy npy NaLMeHTH, JiekyBaHH ¢ ubynpodeH. CHHAPOMBT
Ha Kounis ce neduHupa kato cbpAeYHOCHA0BH CUMIITOMH B pe3yJITAT Ha alepruyHa peakLus Uiy
peakiLus Ha CBPbXUYyBCTBUTEIHOCT, CBbpP3aHa ¢ KOHCTPUKLHSA HA KOPOHAPHUTE apTepUu U
MOTEHLHAIHO BOZeLa A0 HildapKT 11a MHOKapAa.

Teoscxu kostcnu nexcenanu peakyuu (SCAR)

‘T'exxkH Ko>KHH Hexxenanu peakuuy (SCAR), B Toa uncio ekcdonyaTHBEH ASPMATHT, epuTeMa
myntudopme, cuHapom Ha Stevens-Johnson (SJS), Tokcuuna enuaepmanua Hekposiuza (TEN),
JeKapcTBeHa peakuus ¢ cosuHodunus u cucteMHu cumromu (DRESS cungpom) u octpa
TeHEPATHIUPAHA ek3anTeMHa mycTynosa (AGEP), kouto Moxe Aa ca >KHBOTO3aCTPALUARALLM HITH ©
JieTajieH U3X0/, ca JOKJIaJBaHH BbB Bpb3Ka ¢ ynotpedara Ha ubynpoden (Bx Touka 4.8). [ToseueTo ot
TE3U peaKlivii Bb3HUKBAT B PAMKHTE Ha IbPBUs Mecell.

Ilpu nosiBa Ha NpH3HAUKM K CHMNTOMM, NIPENOArallly MosiBaTa Ha Te3H peakiyu, ubynpodeH Tpsdsa
na 6bae He3abaBHO CNIPSH M [a ce OOMHUCIIM AJITEPHATHBHO JieYeHue (crnopa HeoOX0AUMOCTTa).

Egexm evpxy 6v6peyume

Hbynpoden moxxe na npeAu3BUKa 3aabpiKaHe Ha HATPHM, Kajauii ¥ TEUHOCTH MPU NALUEeHTH, KOWTO He
ca cTpaJajli B MUHAJIOTO OT O6bOpevHNM HapyLUIEeHHs, MOopaly HeroBus edekt Bbpxy ObOpeuHara
nepdysus. Tosa Moxe Aa NPHUMHU OTOK MM J@)Ke Aa A0BENe N0 ChpleuHa HEAOCTATBYHOCT HITH
XHMMEPTOHHS MPH NALKMEHTH C TaKOBa NMpPeApa3NoiIOKEeHHE.

Kakro v npu npyrure HCIIBC, npoxb/kUTENHOTO NpUiokKeHHe Ha uOynpodeH npH KUBOTHH BOAH
1o 6b6peyHa nanunapHa HeKpo3a U Apyry NaToJOPMYHU MPOMEHH, CBbp3aHu ¢ 6r0peuute. [Ipu xopa
ce cboOI1aBa 33 OCTbp HHTEPCTHLIMATIEH HEDPHUT C XeMaTypHsl, NPOTEHHYPHs U NMOHsKOra XehpoTHyeH
cuaapoM. Habnionasanu ca ciryyan Ha 60pedHa TOKCHYHOCT MPH MAaLMEeHTH, PU KOUTO
[NpOCTarJIaHIWHUTE UIpasT KOMIIEHCATOPHA poJis 32 NoAAbpkaHe Ha OnOpeunara nepdysus. Ilpu Tesu
nauuenTy npunaradero Ha HCIIBC moxe na noeene 1o 40303aBMCHUMO HamalieHO obpa3yBaHe Ha
NpOCTarjJaHIuHH 1 Ha BTOPO MACTO, B OBOpeuHHs KPBBOTOK, KOETO MOXKE [a IpeJU3BHKA SBHA
6pOpeyHa nexomneHcalys. [lalieHTUTE ¢ HAM-roJIsIM PHCK OT TakaBa peakuus ca Te3u C HapyuleHa
6b6pedHa (yHKIMSA, ChpAEYHAa HEJOCTATbYHOCT, HAPYLIEHa YepHOAPOOHA (yHKIMS, MALIHEHTH
npuemaiy auypetdud 1 ACE nHXuOUTOpH W malueHTy B HanpeaHana Bs3pact. Ciaen KaTo
aeuenreto ¢ HCIIBC 6bae npeycraHoBeHO, MaLMEHTHTE CE€ BPBILAT KbM CHCTOSHUETO CH OT Mpeau
JIEYEHHUETO.

CobiuecTBYBa puck 0T 6B0peyHO yBpeXkaaHe NpH IOHOIIN C AeXUApaTaLHs.

Mackupane na cumnmomume Ha nodnexcawyume uHperyuu

Hbynpoden moxke 1a Mackupa CUMITOMUTE Ha HHEKLKS, KOETO MOXKE 1a JOBe/e
3aMouBaHe Ha MMOJXOSLIO JIEYEHHE U MO TO3W HA4MH A2 BJIOLIM W3XoJa OT HHpek
HabJironaBa npu 6akTepyUaiHa MHEBMOHMUS, MPUAOOUTA B 0OLIECTBOTO, KAKTO
ycnoxHeHHUd Ha Bapuuena. Korato ubynpocden ce npunara 3a jieyeHde Ha MOBY;
UK 3a obriekuaBaHe Ha 6oskaTa BbB BpB3Ka C HHGEKLM, ce npenopbusa Habn s B &
uHpekumsTa. [Ipy 13BbHOONHUYHH YCIIOBHS NaLWEHTHT TPAOBa Na ce K{JHL)’J'[THREILB nexap. aho e
CUMITOMMTE NEPCUCTHPAT HJIK CE BJIOLIABAT. # o
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Jpyeu npeonasnu mepxu

Bb3MOKHO € npenn3BuKBaHe Ha GPOHXOCNA3bM, YPTHKAPHSL UM aHTHOEAEM TIPU MALMEHTH,
CTpajialllkd OT WJIK C aHAMHEe3a 32 OPOHXHATTHA aCTMa, XPOHUYEH PUHMT, CUHY3HT, [OJIMIU B HOCA,
a/IeHOM/IN HIIH aJIepTiH.

[1py OBIroCpoUHO NeueHne ¢ BUCOKH JO3M aHANTeTHLM MOXKE [a HACTBIIM IIaBOGOME, KOETO He
TpabBa J1a ce NieKyBa C BUCOKH 031 OT JIEKAPCTBEHHS NpoayKT. OGO B3€TO, O6MYaHHUAT NPUEM Ha
aHaNreTULIM, 0COOEHO Ha KOMOMHHPAH MPHEM HA aHANTETHYHU CYOCTaHUMK, MOXE 12 NPEAr3BUKA
MOCTOSHHO yBpex1aHe Ha 6bOperinTe i puck oT GbOpeuHa HEAOCTATHYHOCT (AHArETUYHA
HedponaTus).

I1o Bpeme Ha neyeHue ¢ uOynpodeH ca HabNOIABAHM CTyYan CbC CUMOTOMH Ha aCENTHYEH
MEHHHTHT, KaTO CXBalllaHe Ha Bpara, rasobomnue, rajeHe, NoBpbiiaHe, GeOpunuTeT uiu
A€30pUEHTAIMA [PH MALMEHTH ChC CHLUECTBYBALUY ABTOMMYHHH HAPYLIEHHS (CHCTEMEH JIYTTyC
€pUTEMATO/IEC, CMECEHA ThbKaHHO-ChEMHHUTENHA OONECT).

Hma orpannuen 6poii AoKa3aTenCTBa, Y€ IEKAPCTBA, KOMTO 3abPKAaT CUHTE3A Ha
LIMKJIOOKCUIr€Ha3aTa/IpocTariaiAMHUTE, MOTaT a NIPUUMIAT YBpPeXaaHe Ha hepTHinTeTa npy
JKCHUTE 4pe3 Bb3JCHCTBYE BbPXY OBYJIaLMATA. ToBa € 00paTUMO MPH NMPEKbCBAHE HA JIEYEHHETO.

H6ynpoden Moske BpeMEHHO 1a MHHXHOHpa TPOMOOLMTHATA arperanus v /1a yIb/DKH BPeMETO Ha
KbpBeHe. ETO 3a1110, NALIMEHTUTE C HAPYIIEHHUS B KOATYJIALUATA WM 11a JIeYEHHE ¢ aHTHKOAryJaHTH
TpsOBa BHMMAaTeNHO Ja 6baaT HabjroaaBaniu.

[1pn npoanmxuTenno neyeHne ¢ ubynpodeH ¢ HeOGXOAMMO PEIOBHO MOHUTOPHPAHE HA
uepHOApoOHaTa W 6BOpeyHaTa GyHKUNH, KAKTO U HAa KPBBHATA KAPTHUHA, OCOBEHO NpH
BHCOKODHCKOBH MALIUEHTH.

Tpabpa na ¢ n36area KOHCyMaLKATa Ha AJIKOXOJ, Thil KATO TOM 3aCHIIBA CTPAHMUHHTE epEeKTH Ha
HCIIBC, ocobeno korato ce yBpexaa raCTpOMHTECTHHAIHKSA TPAKT WM LIEHTPAHATA HEPBHA
cHUcTeMa.

IaunenTtute Ha uOynpodeH Tpsa6sa na crOOIIABAT HA JEKAPS U JIEYEHHETO J1a 6'bjIe IPEKPATEHO, AKO
3a6enexar NPU3HALM W CUMIITOMH Ha FaCTPOUHTECTHHAIHA YIILIEPALIMS HITH KbPBEHE, 3aMbIIIEHO
BIDKZIAHE WJIH PYTM CHMITOMH, CBBP3aHU C OUMTE, KOXKEH OOpUB, MOBHUILIABAHE HA TENECHOTO TEIJIO
HIU efIeM.

HauunenTy ¢ peiky HacneaCTBEHU NPo6JieMH Ha ranakTo3Ha HENOHOCUMOCT, Lapp-nakraseH neduuur
HJIH IJIIOKO30-TalakTo3Ha ManabcopOuus He O¥MBa 1a npuemMaT TOBa JIEKAPCTBO.

Jlonope cbabpka HATPHH
Tosa nexkapctBo chabprka no-manko ot 1 mmol Hatpuii (23 mg) Ha TaGneTka, T.€. IPAKTHYECKH HE
CbAbpXa HATpHH.

4.5 BsaumopeiicTBHe c IPYTH JeKAPCTBEHH NPOAYKTH H APYTH (OPMH HA B3aUMOJeicTBHE

Eonospesmennama ynompeoa na uoynpohen i crednume euiecmed mpaosa oda ce uzoneed:

Ayemuncanuyunosa kucenura, 0OCBEH ako HUCKa /1033 aleTUIICATMLIMIOBA KYCelrHa (noa 75 mg
IHEBHO) € Ouna npeAnucada oT JieKap, Thil KaTo TOBA MOJXKeE JIa MOBHMLUN PUCKA OT HEWKETAHH peaxunu
(Bx Touka 4.3 [IpoTusonokasaHus). EkcnepuMeHTanHu qaHHU nokasear, 4e Hoyrp eﬂ;&%ﬁ@ﬁpa\
edeKTa Ha aleTHICATTMUMIIOBATA KUCEMHA BbPXY TPOMGOUMTHATA arperauus I t@%ﬁp&aﬁlﬁi@:ﬁ\
ynotpeba. OrpaHu4eHuTe NaHHH 00ave, U HECUTYPHATa eKCTPano/ialMis Ha [a g}'c \d‘m N \\
KJIMHUYHA CHTYauHs [OKa3BaT, 4€ HE MOraT Aa ce MPaBsAT TBbPAX 3aKIIOUEHH m? cHoO! i);?ﬁbBHdTa < \:
ynotpeba Ha uOynpodeH 1 HAMA KIHHAYHO 3Ha4uM eeKT NpH cBOOOAHATA Y 0m¢0a'r|a Moyrrpgtbeﬂ
(Bx Touka 5.1).




Hpyau necmepouonu npomusogvsnanumennu cpeocmsa: B pesynrar Ha CHHepruiHH edexTy,
€IHOBPEMEHHOTO MPUJIAraHe Ha HAKOJKO HECTEPOHIHH NPOTHBOBB3NATUTEIHH CPEICTBA MOXKE a
NOBUIUH PUCKA OT FraCTPOMHTECTHHANIHY S13BU U KPbBOU3NUBH. [10 Ta3u npuurMHa eIHOBPEMEHHOTO
npunoxenue Ha ubynpoden ¢ gpyru HCIIBC Tpsabea na ce u3bsrea (Bx Touka 4.4).

Anmuxoazynanmu.: HectepouiHiTe NPOTHBOBBL3MANUTENIHN CPEACTBA MOraT J1a 3acunsT edekra Ha
AHTHKOAryJaHTHTE KaTo BappapuH WK xenapuH (Bx Touka 4.4). B ciyuaii Ha eqHOBpEMEHHO
MPHIIOKEHHE Ce NPENOPbUBa 1a C€ MOHUTOPHUPA ChCTOSHUETO HA KOAryalus.

Tuxnonuoun.
Hecteponanute npoTHBOBB3NAIMTENIHH CPEACTBA He TPAOBA 1a ce KOMOMHUPAT C TUKNOMUARH
[Opaayu PUCK OT aANTHBEH edEeKT NpU HHXUOKUpaHe Ha TPOMOOLIMTHATA (PYHKIKS.

Memompexcam: HCIIBC 6nokupar TyGynapHaTa CeKpeLusi Ha METOTPEKCAT U MOraT 11a HaCThITAT
HAKOM MeTabOJTMTHH B3aUMOJIEHCTBHS B PE3YJITAT HA HAMAJICHUS KIIMPBHC HA METOTPEKCaT.
ITpunoxxenuero Ha ubynpodeH 24 yaca npeau WiK clef NpuiaraHe Ha METOTPEKCAT MOXKE J1a JOBENE
J0 MOBHLIEHA KOHLIEHTPaUHsl Ha METOTPEKCAT U [IO 3aCHJIBaHe Ha TOKCUUHUTE My edekTu. ETo 3aimo
TpAOBa na ce n30srea eqHoBpemerHara ynorpeba Ha HCTTBC u mMeToTpekcaT BbR BUCOKH 103H.
Ocgen ToBa, TpabBa a ce B3eMe MO BHUMaHHE MOTCHUMAIHHS PUCK OT B3aUMOJEUCTBUE C HUCKU
J1031 METOTpeKcar, 0coOSHO MU NMalMeHTH ¢ yBpeaeHa 6b0peuna dyHkuus. [Ipu koMOMHHpaHO
nedenye TpAdBa ga ce mounToprpa 6LOpedHaTa GyHKUHS.

Hoynpoden mpadsa da ce npungea ¢ BHUMAanUe 8 KOMOUNQUUSL ChC CACONUME BLUCCINGUL.

Moxnobemuo: 3acunsa ebexra Ha HOYNpodeH.

Denumoun, aumuii: EnHospemenHoTo npuioxeHue Ha Ubynpoden ¢ deHnTouH uin nutuesu
JIEKapCTBEHH MPOAYKTH MOXKE [a NOBUILIM CEpyMHaTa KOHUEeHTpalus Ha nocaeanure. Heobxonumo e
Aa Ce CJIEUM CepYMHUTd KOHLEHTPALIMS HA JIMTUH U Ce MPEeNnopbyBa a Ce CISAN HUBOTO Ha CepyMHaTa
KOHLEHTpaLHUs Ha (hEeHUTOWH.

Crvpoeunu 2nuxozuou: HCTIBC morar na o60cTpsaT chbpAe4HATa HEAOCTATHYHOCT, Aa noHwxkat GFR u
J1a TOBHMILAT [Ia3MEHAaTa KOHLUCHTPALMs Ha CbpACYHUTE [TOKo3uaM. [IpernopbuBa ce MOHUTOpHpaHe
Ha CEepYMHHUS AUTOKCHH.

Luypemuyu u anmuxunepmensusnu cpeocmea: Juyperauure u ACE-unxuburopure morar na
NOBULIAT HE()POTOKCHYHOCTTA HA HECTEPOHIHMTE NPOTHBOBb3NManuTenHu cpeactea. HCIIBC morar
Ja HamasaT edeKTa Ha AUYPETHLMTE U aHTUXUIIEPTEeH3UBHUTE CpeAcTRa, BKounTenHo ACE-
uHxubutopu u 6era-6nokepu. [pu naireHTy ¢ HamaneHa GpOpeuna GpyHKIMs (Hamp. AeXUApPaTHPaHU
NAaLMEHTH WY NTAUKMEHTH B HallpeqHa1a Bb3pacT ¢ HaMasieHa 6bOpeyHa QyHKLHS) €AHOBPEMEHHOTO
npunoxeHre Ha ACE-HHXUOUTOP U aHTarOHHCT HA aHTHOTeH3MH II ¢ IeKapCTBEeH MPOAYKT —
HHXUOMTOpP Ha LIMKIOOKCHIeHa3a MOXKe 1a IOBee A0 MO-HaTaThIUHO yBpexaaHe Ha 6bOpeuHara
dbyHKUMS U crie ToBa 10 ocTpa 6b0peuHa HemocTarbuHOCT. ToBa 06uKHOBEHO € oGpaTumo. ETo 3ato
Tpsi0Ba Aa ce BHUMaBa ¢ TaKMBa KOMOMHALIUM, OCOOEHO MPH NALMEHTH B HANpeAHAIA Bh3PACT.
[Mauuenture TpAOBa fa ce MHCTPYKTHUPAT Aa IOEMAT JOCTATHYHO TEUHOCTH U CTOMHOCTUTE Ha
6pbOpeunara GyHKuMs TpAOBa PEIOBHO Aa Ce CIEAAT BeAHAra Clie]] HayaloTo Ha KOMOWHUpaHaTa
Tepamnusl.

EnnoepemenHoTo npunoxende Ha MOynpodeHn u kanuii-cbxpansiBaiiy quypetuud i ACE-
MHXHOUTOPU MOXKE Aa JoBene A0 xunepkanremus. HeoGxoaumMo e BHUMATEHO 1a C€ MOHMTOPHpA
HHUBOTO Ha KaJIUM.

Kanmonpun: JlaHHH OT Npoy4BaHUs NOKa3BaT, ue uoynpodeH nporueojeiicT
KanTOMPHJ 3a MOBHLIEHA EKCKPELMs Ha HaTpUH.



Cenexmuenu unxubumopi Ha oopamnua 3axeam Ha cepomonura (SSRI): TloBuieH puck ot
racTPOHHTECTUHAIIHO KbPBEHE (B Touka 4.4).

Lluxknocnopun.: PuckeT oT OEOPEUHD YRPEKAAHE, TPUUMHEHO OT 1IUKIINCIOPWH, C& 3aCUITRA OT
enHoBpeMeHHOTO npuiarave Ha Hikou HCTIBC. To3u edexr He Moxke aa ce H3KOUH U 33
KOMOWHALMATA OT LIMKJIOCTOPHH U HOYnpodeH.

Xonecmupamun: EAHOBPEMEHHOTO JIEUSHUE C XOJIECTUPAMUH U HOYNpodeH BOAM [0 yab/KEHA U
HamasieHa (25%) abcopbuust Ha ubynpodeH. JlekapcTBeHHTE MPOAYKTH TPAOBa 1a Ce Npuiarar npe3
MHTEpBaJl OT Hal-MaJIkO e1H Yac.

Taxpoaumyc: TloBuLIeH PUCK OT HEHPOTOKCHUHOCT.

3udosyoun: iMa 1aHHH 3a MOBUILEH PUCK OT XeMapTpo3a u xemaToM npu HIV-nonoxurentu
XeMO(HIMLH, KOMTO ca Ha KOMOMIMPAIIO Je'leHHe CBC 3MI0BYAHH 1 6ynpodeH. [Ipu
cAHOoBpeMEHHara yuorpeba na 3uposyaud u HCTIBC moxe na ce HabGnonasa noBuUmie!l pUCK OT
XeMaToTOKCHYHOCT. | lpenoppuBa ce u3cneapaHe Ha KpbBTa |-2 ceAMHLM ClE HAYAIOTO Ha
€HOBPEMEHHOTO IMPUJIOKEHHE.

Pumonasup: Moxe na nosuiid ninazmenurte konueHrpauuu va HCIIBC.

Mugpenpucmon: Axo HCTIBC ce npunarat 8-12 nHu ciiel NpHIoKeHHEeTO Ha MU(BENPHCTOH, TE MOTaT
Ja HaMaiaT ediekra Ha MUGENPHUCTOH.

Ipobeneyuo wiu cyrgpunnupazon: Moxe na 3adaBu enuMuHupaHeTo Ha ubynpodeH. Hamanssa ce
YPHKO3YPHUHOTO JEHCTBUE HA TE€3U BELLECTBA.

Xunononosu anmubuomuyu: Ilaunentu, kouro npuemar HCIIBC 1 XxMHOIOHH ca U3JI0JKEHHM Ha
HOBHIIEH PHUCK OT KOHBYJICHH.

Cyngonunypeinu cpeocmea: HCIIBC morar na noByiiaT XMNOrJTMKeMU4HUs epeKT Ha
cyndouunypeiinite cpeactsa. [Ipy eTHOBPEMEHHOTO MPUIOXKEHHE ce PENOPbYBaA Aa Ce
MOHHUTOPHUpPAT HUBATA HA KPbBHATA 3axap.

Kopmuxocmepouou: TloBuLleH pUck OT raCTPOMHTECTHHAIHA YJILEPALIM HIH KbPBEHE (BXK TOUKA
4.4).

Anmumpomboyumnu azpezanmu (Hanp. kionuoozpen u muxionuoun): Ilopumaear pucka ot
FaCTPOMHTECTUHAJIHO KbpBeHe (BX Touka 4.4).

Anxoxon, bucgpocponamu u oxkcnenmugunun (nenmoxcugunurn): Morat na npeau3BUKaT
racCTPOMHTECTHHAIIHA He)KeNaHH JIeKapCTBEHU PEaKLIMK U PUCK OT KbPBEHE H YJILEpaLys.

baxnogen: TlopvieHa TOKCUHHOCT Ha HaiutodeH.

4.6 @epTHHTET, OPpEeMEHHOCT H KbpPMEHE

bpemennocm
BiiokMpaHeTo Ha MpocTarjiaHAMHOBHMS CHHTE3 MOXKE 1a UMa HexkenaH edekT BbpXy O SHHOCTTA M/

U eMOpuoHanHoTo/heTanHo pa3BuTHe. JJaHHHU OT €NMMAEMHONOrMYHH NPOYyYBa
MOBUILIEH PUCK OT CMOHTAaHEH abOPT, CHLIO Taka ChPAEUHH Man(opMaUru U ragi
ynotpe6a Ha HHXUGUTOP HA POCTArTAAMHOBUS CHHTE3 B HAYANIOTO Ha GpeMet{Her; a,aﬂw
pHCK OT ChpAeUHOCHAOBA MaJihopMaLHs ce 3aCHIIBa OT NO-Manko ot 1% o ll_%{ﬂnfi‘m‘fl 0 3
PUCKBT ce yBenuuaBa ¢ J03MPOBKATA U NPOABLIDKMTENHOCTTA Ha JledeHKHeTo. [[PA KUBOTHI » /& =y
MPHI0KEHHETO HA MHXMOUTOP Ha NpOCTArTaHAMHOBUS CHHTE3 BOAM 10 3ary0d Aa iiofanpenn v cnea
UMMIaHTaumMs ¥ emopuo/deranna cMbpTHOCT. OCBEH TOBa ce ChoOLIABa 3a Hap\QQTﬁa'i]t Opoii Ha.~

fvferiime s X0V
e e

= 7

o




pasnuuHu MandopmMaLiy, BKJHOUMTENHO U ChPACHYHO-CHAOBU NMPH )KUBOTHH, HA KOUTO € Npuiarat
MHXHOWTOp Ha MpOCTarNaHIUHOBHS CHHTE3 [0 BPEMe Ha OpraHoreHesa.

Vnorpebara Ha ubynpoden cnen apaaecerata ceaMuLa OT GPEMEHHOCTTA MOXeE a MPUYUHU
OJIMTOXMAPAMHHOH B pE3YJITaT OT yBpexaaHe Ha Ob0peunara gynkuus. Tora Moxke fa ce ciydu
CKOPO cJie[] 3aMoyYBaHe Ha JIEYEHHETO B OOMKHOBEHO € 00paTHMO ciieAa npekpaTsBaHeTo My. B
NOMbJIHEHHE, MMa IOKJIA[BAHU ClTyYay Ha CTECHEHUE Ha ductus arteriosus cnef JieueHue npes Bropus
TPUMECTBP, NOBEYETO OT KOUTO Ca Ce Bb3CTAHOBUIIM Clie]] MpeKpaTsaBaHe Ha JIEYEHHETO.
CnenoBaresHo, npe3 MbPBOTO U BTOPOTO TpUMecedre OT OpeMeHHOCTTa, OynpodeH He Tps6Ba aa ce
npuiara, OCBEH Mpu ICHU MEAULMHCKH NoKa3aHus. Ako ubynpodeH ce U3nona3ea OT KeHa, KOSTO Cce
onuTBa Aa 3abpeMeHee Wik Mpe3 MbPBOTO H BTOPOTO TpHUMeceure Ha GpeMeHHOCTTa, A03MpoBKaTa
TpsA0Ba ga Obae Bb3MOXKHO Haii-HKUCKA, & MPOABIDKMTEHOCTTA Ha JIEYEHHETO - Bb3MOXKHO Hali-KpaTKa.
Tpsabsa na ce 0OMUCIH MOHNTOPHHT Ha MJIOAA 33 OIMTOXUIPAMHHUOH U CTECHEHHWE Ha ductus
arteriosus cinell ekCrno3uLya Ha HOyrpodeH B MPOOBKEHUE HA HIAKOJIKO AHM Clie]l ABajeceTa
recrauldonHa ceamuua. [lpuemsbT Ha ubynpodex Tpsa6ra na 6bae NpekpareH, ako ce HabaoAaBaT
OJIMTOXHPAMHHOH HIIU CTECHEHHE Ha ductus arteriosus.

Ilpe3s TpeTust TpuMeCTbp Ha GpeMEHHOCTTa BCHUKH HHXHOMTOPH Ha NPOCTarJaHAHHOBUS CHHTE3

MOrarT Ja W3/10)kaT IJI0Ja Ha CJIE[IHATE PHCKOBE:

- KapIuO-IyJIMOHapHa TOKCUYHOCT (MpeKAeBPEMEHHO CTeCHEHUE/3aTBapsiHe Ha ductus arteriosus
¥ MyJIMOHApHa XUIIEPTOHHS);

- yBpexxaaHe Ha 6b0peuHaTa QyHKUMS, KOETO MOXe fa nmporpecupa Ao 6b0peuHa
HEJOCTATBYHOCT ¢ OJIMFOXHAPAMHKOH (BXK. MMO-rope),

0 MOHKOTA H [IOBOPOACIIOTO B Kpad 1o HpCMCHHOCTTA, Ha PHCK OT:

- BB3MOXKHO YABJDKABAHE Ha BPEMETO Ha KbPBCHC — aHTHArpCraHTCH cCKT, KOHTO MOXKC /1a
HACTBIIH AaXXe NPH MHOTO HUCKY JI03M;

- 6J0KMpaHe Ha KOHTPAKLHHUTE Ha MaTKaTa, KOETO BOOH 10 3a0aBEHO HITH YIBJDKEHO paskaaHe.

CnenoarenHo ubynpodeH e MpOTHBONOKA3aH 10 BPEME Ha NMOCIEHUS TPUMECTbP Ha OpeMeHHOCTTA.

Kvpmene

Hb6ynpodeH ce oTaens B KbpMaTa, HO MPU TEPANIEBTHYHH 03H 10 BPEME HAa KPATKOCPOUHO JICUEHHE
PHCKBT OT eeKT BbpXy KbPMaueTo U3IJIeKAa MaJIKO BepOsTEH. AKO BCe NaK € MpeAnUcaHo Mo-
OpOIbLJDKMTENHO JieueHue, TpAOBa Aa ce MOMHUCIIX 32 pAHHOTO OTOHBaHe Ha KbpMaveTo.

Depmunumem

Vnotpebata na U6ynpoden Mosxke aa yBpenu $epTWiINTETa U 3aTOBA HE Ce MpenopbyBa MpU JKEHH,
KOMTO Ce ONUTBAT Aa 3a4eHar. [Ipu sxeHu, KOUTo UMaT npobJIeMH ChC 3a4eBAHETO UJIH Ce U3CNeIBaT
3a 6e3nsonue, TpAOBa Na ce NOMKCIIH 3a PeyCTAHOBsBAaHE NpremMa Ha WoynpodeH.

4.7 EdexTn Bbpxy cnocodnocrTa 32 modupane H paboTa ¢ MAIIHHH

O6uxHoBeHO HOynpodeH He noBnUsBa cnocobHOCTTa 3a odupaHe u pabota ¢ Malinau. U Bee nak,
TBH KaTO B roJIEMH 034 MOTaT [a ce HaboJaBar HeXXeJlaHH peaKLK KaTo yMopa, ChHJIMBOCT,
CBETOBBPTEX (32 HEro ce ChoOIIaBa YECTO) M 3PUTENTHH CMYILEHHs (HEUeCTO), B OTAC/IHH CIIy4Yau Te
MOraT Ja MOBIHSAT cNocOOHOCTTa 3a modupane U pabora ¢ MamuHU. To3u edekT ce 3acunpa OT
€IHOBPEMEHHATA KOHCYMALIUs Ha aJIKOXOJ1.

4.8 Hexenann JIeKapcTBEHH PeaKIUU
Haii-uecture Hexxenanun nekapcreenn peakuuu (HJIP) ca racTpoMHTECTHHAIHUTE CMY LIICHHS.

Habntonagar ce: nentuuHa s3Ba, nephopauus Wi raCTpOMHTECTHHAIIHO KbpPBEHE, noHsKora ¢
dataneH u3xoa U 0cobeHo NMpU NaLMEeHTH B HAaNpeaHaa Bb3pacT (BK. Touka 4.4). Hma

XeMaTeMe3a, yILEepaTHBEH CTOMATUT, 000cTpeH konuT i Gosiect Ha KpoH (Bx. T
HedecTa peakLus ce Habllloaaea racTpur.

HJIP ca B nosevero ciy'an no3osasucumu. Ocobeilo pHCKLT OT FaCTpOHIITeLTl“IQ‘:II(O Jchhel__l_t:




JlaHHH OT KITMHMYHM U €NMAEMHOJIOTUYHH W3MIUTBAHUS NOKa3BaT, Ye ynorpedara Ha ubynpodeH,
ocobeHo B rosiemu 1031 (2400 mg JHEBHO) U NMPU MPOABIDKHTENHO JIEYEHHE, CE CBbP3BA C NEKO
MOBMLIEH PUCK OT apTepUaIHK TpOMOOTHUUHH chOUTHS (HAIpP. MUOKapaeH HHGAPKT WK MHCYT) (BXK.
Touka 4.4).

BB Bpb3Ka € JICHEHHETO ¢ HECTEPOUAHH MPOTHBOBBINAIUTE/IHH CPEACTBA UMA c1;o6u1e1—m51 3a €JIEM,
XHUINEPTOHHUA U CbpACUHA HCAOCTATBbHYHOCT.

HJIP ne ca To/ikoBa uecTH Npyu MakcumaiHa gosa 1200 mg qHesHo.

Hexenanute peakuyu ca noapeeHu Mo 4ecToTa, Cropes ClieiHaTa KOHBEHLMA: MHOro uectH (>1/10);
yectH (>1/100 mo <1/10); newectn (>1/1000 no <1/100); penxu (>1/10000 go <1/1000); mHOrO penku
(<1/10000) prroumTenHO OTAETHM CHOOLWEHUS. [IpU BCSAKO MPYNHpaHE B 3aBUCHMOCT OT YECTOTaTa
HEX€eJIAHUTE JISKAPCTBEHH PEaKLIK ce U30pOsBaT B HU3XOMALL Peji 10 OTHOLIEHHE Ha TAXHATA
CEpPHO3HOCT.

JlaGopaTopHu H3cienBaHUSA

Penku: ITosuieHW HUBA Ha 30T B KpbBHATA ypesi, Ha CEPYMIIUTE TPaliCAMUHA3H H
ankanHata Gocdalrasa, HOHHAKEHN CTURHOCIH HA XeMOLJIOOUH U XEMATOKPUT,
fnokupaHe Ha TPOMOOLIMTHATA arperauus, yAb/KEHO BpeMe Ha KbpBEHE,
11aMaelIo 1IHBO 118 CCPYMHHS KaJTLIHE, TIOBHMILICHIC Ha CCpyMHATa
KOHUEHTpAaLMsl Ha MHKOUHATA KUCEIHHA.

Chbpaednu HapyuieHns

MHoro penku: [Nannuraumy, cbhbpaeuHa HENOCTATEYHOCT, MUOKAPAEH HH(APKT, OCTHD
Benoapobex enem, enem

C HeusBecTHa Cunppowm Ha Kounis

JECTOTA!

Hapyumennsi Ha KpbBTA H JuM(HATA CHCTEMA

MpHoro peakm: AHeMus, IEBKONEHHs, TPOMOOLIMTONIEHHS, MAHLUTONEHHS], arpaHyJIOLUTO3A.
ITbpBHTE CUMITTOMH WM MPU3HALIM MOTAT a BKJIOYBAT; (PeOPHIIHK CHCTOSHM,
BB3NAJCHHUE HA MBPJIOTO, NOBBPXHOCTHU H3BU B yCTHAIA KyXHHA,
TPUNIONOAOOHH CHMIITOMH, T€XKKA YMOPa, KbPBEHE OT HOCA W KOXKATA.

Hapynienns Ha HepBHATA CHCTEMA

Yecru: I'naBobomnue, CbLHIUBOCT, CBETOBBPTEXK, yMOpa, aXKUTALMs, 3aMaiiBaHe,
6e3cpHHe, pa3IPasHUTETHOCT

MHoro penku: AcenTu4eH MEHHHIHT

OuHH HApymIeHUs

Heuecru: 3pUTenHu CMYIIEHHs

Penku: ToxcuuHa amOGauonaTus

Hapyuienns HA YXOTO H JIAOHPHHTA

Msuoro penku: Tunuryc

Pecnnparopsn, rpbAHH H METHACTHHAJIHA HAPYWEHHS

C HeusBecTHa Punur, 6poHxocnaznm

4ecToTa:

CToManiHo-4peBHM HAPYIIEHHS

MHoro uecTtH: CromMallHy KMCETWHU, AUCIIETNICHS, KopeMHa 0oJiKa, rajeHe
tdhnaTyneHLUs, AMApHs, KOHCTUIIALIHA

Yecru: [acTpOMHTECTUHAIHU 3B, NOHAKOra C KbPBEHE U Me
4.4), ckpyTa KpbBO3aryba, KoaTo MOXe /1a I0Beae A0
XemaTreMesa, yNLepaTUuBeH CTOMATHT, KOMUT, 0DOCTp \-Iéf:—*l-l I'EPBBH
HEMPOXOAUMOCT, YC/AOKHEHUS OT AUBEPTUKYJIH Ha A€




(nepdopaums, buctyna)

HeuecTu: I"acTpur

MHoro penku: E3o¢arut, naHKpeaTuT, HHTECTUHAIHU CTPUKTYPH (4PEBHHU CTECHEHHSI)

Hapymennsi Ha 6b0peHTEe H NHKOYHHTE MbTHIA

HeuecTu: Enem, ocobeHo npu nauyeHTH ¢ apTepyaliHa XUNepToHHus unu 6u6peuHa
HEl0CTaTbYHOCT, HEDPOTHUEH CHHIAPOM, HHTEPCTULIMATIEH HEQPUT, KOHTO
moxke na 6bae cebp3ad ¢ ObOpeyHa HeAOCTAThYHOCT.

MHoro peaku: bbbpeyHa nanunapHa Hekpo3a Npu NpoAbJuKUTENHA ynoTpeba (BK. Touka 4.4)
Hapymenns Ha Ko:kaTa H OJKOXKHATA ThKAH

HeuecTn: DotoceHcHOUIH3aLMS

Mmuoro penku: Texxxu koxHU Hexxenanu peakuuu (SCAR) (BrtounTtenno epurema

myntidopme, ekchoauaTHBEH JepMaTHT, CHHAPOM Ha Stevens-Johnson u
TOKCHYHA eNHIepMaliHa HEKPOJIn3a)

C HeusBecTHa JlexapcTeena peakuus ¢ eo3nHodunus U cucreMuu cumnromu (DRESS
YyecToTa CHUHIIPOM)
Octpa reHepaiM3upana exzaHTeMaro3Ha nyctyiosa (AGEP)

CbpoBu HapylmieHus

MHoro peiku; XuneproHus

HapymeHnns Ha HMYHHATa CHCTEMA

[TeuecTu: Peaxuuu 11a CBpLXYYBCTBHTENIOCT - YPTHKAPHA, ChpOesK, MypIypa u
€K3aHTEMa, KAKTO 1 aCTMaTHYHHU NMPHCTHIM (IOHIKOra ¢ XMIIOTOHHS)

Penxu: CuHapOM Ha JIyIycC epUTeMaToec

MHoro penxu: Texxkn peakLuy Ha cBPBX4yBCTBUTENHOCT. CUMIITOMUTE MOraT Aa BKJIOYBAT:

JIMLCB OTOK, HaObOBaHe Ha €3HKa, BbTPEIIHO JIApUHI€a1HO HaOBOBaHE ChC
CBUBAHE Ha NUXATCJHHUTEC NbTULLA, AUCIIHES, TAXUKApAMs, [IOHWXXABAHE Ha
KPBBHOTO HAUATI'AHC A0 TOYKATA Ha XXKMBOTO3acTpalaBall WoK.

XenaTo-6HJIHAPHH HAPYHIEHHS

C "HeuzBecTHA Hapyena sepronpodua ¢dyHKIHs, YepHOAPOOHA HEAOCTATHLUHOCT, XENATHT U
4ecToTa: JKBITCHHLIA

TIcHXHYHH HAPYIIEHHUA

Penku: ‘ Jlenpecus, oObpkBaHe, XaTIOUMHALMH

CnoOuiaBaHe Ha MOJO3WPAHK HEXKEIAHH PeakliiH

CpobliapaHeTo Ha NOJO3UPaHU HEXENaHU peaKlliy cliell pa3peluaBaHe 3a ynorpeda Ha JieKapcTBEeHUs
NpoOyKT € BakHO. ToBa Mo3BOJIsBA Ja IPOABDKY HabNOAEHUETO Ha CHOTHOLLIEHHETO MOJI3a/PUCK 32
JieKapcTBeHus MpoaykT. OT MEAHLMHCKHUTE CTIELHAlIMCTH C€ U3UCKBA a choOLIaBaT Beika
NoJ03MpaHa HeXKeaHUu peaklus kbM: U3nbnaHuTeHa areHuus 1o iekapeTeara, yi. ,,JlamsH ['pyes”
Ne 8, 1303 Codus, Ten.: +35928903417, yebealiT: www.bda.bg.

4.9 Ilpenosupane

Ioraswanero Ha noeede oT 400 mg/kg oT neua Moxke na ce MposBU upe3 pazauyHu cumnromu. [Ipu
Bb3PAaCTHH peaKLMUTE Ha [IPEeN03UpaHe He ca Taka U3pazeHu. [lepuoabT Ha MOMyKHBOT NpU
npenosupane e 1,5-3 yaca.

Ipu cepro3Ho oTpaBsiHe MOXKe ja HACTbNY METAOONUTHA alM034.

Cumnmomu
CHUMNTOMUTE Ha TIPeJO3MPaHe BKJIIOUBAT raaeHe, MOBPbILAHE, GOJNKH B EMUrac \«néﬁi“%iig
auapus. Bb3MOXKHO € 1a HACTBIAT THHUTYC, laBobonune, 3aMaiiBaHe, CBETOR®, E@i\(
raCTPOMHTECTHHAIIHO KbpBeHe. [Ipu Mo-Cepro3HO OTpaBsHe ce Habnonasa T cﬁll BAIHC. 0\
Ce M3pasaBa B CHHIMBOCT, NOHAKOra BL30Y1a U 1e30pHeHTaLMs WM koma. [IoHARdra naijuek :yjl@j =1
u3rnagar B KoHByJicuu. [Ipu nelia Moxe 1a ce HabI0JaBa MUHOKJIOHYC ¢ KpaMﬂ uﬂRH_,—te 4o3Ho” ¢, |
OTPaBsHE MOXKE [1a HACTBIKW META0ONMTHA alMI03a U MPOTPOMOHHOBOTO BPEME! Mq.fhe ﬂa ce ym;nmn




BEPOSATHO MOPajaN ACHCTBUETO H ALIMPKYJIMPALMTE KPBBOChCHpPBaLIM (akTopu. BeamorxHu ca octpa
6b6peyHa HEAOCTATBYHOCT, YEPHOAPOOHO YBPEXKAAHE, XHITOTOHMS, MOTUCKAHE HA AHULIAHETO U
uxanosa. Ipu actMatuumTe € Bb3MOXKHO 00OCTpPSHE HA acTMara.

Jleuenue

JleueHneTo € noaABLPIKAILO U CUMITTOMATHYHO, KATO BKJIKOUBA NOAXBLPKAHETO HA YUCTH AUXATENHHU
MbTHLLA H MOHUTOPUPaHE Ha ChPJEYHMTE M XKM3HEHH NMOKa3aTesll A0 CTAOUIH3MPaHEe Ha MalMEeHTa.
IIpenopbusa ce NPOMHMBKA HA CTOMAXa HITH MEPOPATHO MPHIOXKEHKE HA AKTHBEH BBIJIEH B CPOK OT 1
yac, ako MauleHTsT € npuen noseqe ot 400 mg/kg Tenecto teryio. Ako UGynpodeH Beue e
abcopbupan e HeO6X0AMMO NpUaraHe Ha ATKATHU CyOCTAHLMM, 32 1 CE YCKOPH €KCKPELIMATA Ha
KHceNnHHUs uOynpodeH B ypuHata. [Ipy HallHuKe HA YECTH UK NPOIBIKMTENHY KOHBY/ICHH, Te
TpAOBa /1a Ce IEKYBAT C MHTPABEHO3HO MPUIIOXKEH [Ma3enam uiu nopasenam. B ciyuaii Ha actma ga ce
usnonssar 6pouxonunararopu. He chiiectByBa crielpduyen aHTHAOT.

5.  ®APMAKOJIOIrHYHU CBOHCTBA
5.1 ®apmakogHHAMHYHH CBOHCTBA

®apmakoTepaneBTHYHa rPymna: HECTEPOMAHH NPOTUBOBB3NATUTENHY U AHTUPEBMATUYHH JIEKAPCTBEHH
NpPOAYKTH, NPOU3BOAHU HA MPOMMOHOBATA KMCEJIMHA
ATC kon: MOTAEO1

UbynpodeH e HecTePOHIHO NPOTHBOBBL3MANMTE/HO CPEACTBO, KOETO MPUTEXKABA AHAITETHYHO,
IPOTHUBOBB3INATUTENIHO U AHTHUNHPETHIHO JeficTBe. JKUBOTHHCKM MOZAEH 3a 60JIKa W Bb3NajeHue
nokasear, ue ubynpoden eexTHBHO HHXHOKpA CHHTe3a Ha npocTarianauuuTe. [Ipu xopa,
ubynpoden obnexyasa GonkaTa, NPUYHHEHA OT Bb3NATEHHE WM CBBHP3aHA C HErO, OTOK U MOBHILEHA
Temnepatypa. Uoynpoden uma HHXMOGUTOPEH edekT BbPXY NPOCTArNaHIHHOBHS CHHTE3 KATO
MHXMOKMpa aKTUBHOCTTA Ha LMKJIoOKcHreHasaTa. OcBeH Toa u6ynpodeH umMa UHXHOUTOpell edekT
BbpXy ADP (ameHosun audocdar) win konareH-CTuMyaMpaHa TpOMOOLUTHA arperauys.

ExcnepumeHTanHu qaHHM nokasBart, ue nbynpoden Moxe na 61okupa edekTa Ha aCTIUPUH B HUCKU
A034 BbPXY TPOMOOLMTHATA arperalys, KOraTo ce IpHjarat eqHOBpeEMeHHO. B enHo npoyusane, npu
KOETO eJHOKpaTHa 1032 ubynpogeH 400 mg e npuioxena 8 yaca npeau uin 30 MUHYTH clief
NpHJlaraHe Ha aueTUICATMUMIIOBA KUCEIUHa ¢ He3abaBHO ocBoboxknaBaHe (81 mg), ce Habmonasa
HamasleH eeKT Ha aLeTHICANIMIMIIOBATA KUCETHHA BbPXY 00pasyBaHeTo Ha TPOMOOKCAH UITH
TpoMOoLMTHA arperauns. OrpaHHueHUTe JaHHH U HECUTYPHOCTTa OTHOCHO €KCTPanoaLysITa Ha
JQHHH €X ViVO KbM KIMHUYHA CHTyallsl TIOKa3BaT, Ye He MOTaT [1a Ce NPaBAT TBbPAM 3aKTIOUeHHs 34
penosHarta ynotpeba Ha uGynpodeH 1 4e KIMHUYHO 3HAYHM e(EKT € MANKO BEPOATEH MpH
ceobozHaTa ynorpeba Ha uOynpodeH.

HUbynpoden nHxnubupa npoctariiaHANHOBHS CHHTE3 B MATKATA, ¢ KOETO HAMANABA OTITyCKAHETO Ha
MaTKaTa U aKTUBHOTO HaJlsiraHe, MEpHOJUYHHTE KOHTPAKLUMHK HA MaTKaTa M KOJIMYECTBOTO
NpPOCTArNaHMHU, KOMTO ce 0cBODOXKAaBaT B KpbBoOOpalieHueto. C Te3u MPOMEHH ce 00ICHABA
obiekyaBaHeTo Ha MCHCTpyasHuTe Gonku. M6ynpoden 6i1okupa 6b6peuHus npocTarnananHOB
CHHTE3, KOUTO MOXe Jla AoBee 10 6BOpeuHa HeNOCTATbYHOCT, 3aAbPXKAHE HA TEYHOCTH M ChpAEYHA
HEOCTAaThYHOCT NPYU PHCKOBH MallMeHTH (BXK. To4ka 4.3).

[IpocrarnanauHuTe ca CBbLP3aHHU C OBYJIALMSTA U 3aTOBA YNOTPE6AaTa Ha JIEKAPCTBEHH TTPOAYKTH,
4.4,4.6 n5.3).

5.2 ®dapmakoKHHeTHYHH CBOHCTBA

Abcopbyusa: = ;
Ho6ynpogen ce abcopbupa 6p30 OT racTPOUHTECTHHANIHKSA TPAKT, MaKCHMATHMTE CEpY MHp-+ +
KOHLEHTPALIMK ce N0CTHraT 45 MUHYTH CIIeA IPHUEM Ha riiaaHo v 1-2 yaca npu nprew einen xpaxa.
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Pasnpedenenue:
HU6ynpodeH ce pasnpenens 6bp30 B ue/ius opraiuzbm. CBLP3BAHETO ¢ MIA3MEHHTE POTEHHH €
okoo 99 %,

Memaboauzvm:
HU6ynpoden ce meTabonusupa B uepHus Apob (XMIPOKCHIHpaHe, KapGOKCHIHpaHe).

Excrxpeyus:
ENMMUHALMOHHUAT MONYKMBOT € NpubIU3UTEHO 2,5 Yaca NpH 34paBy UHAUBUAKN. DapMaKOIOrHYHO

HEaKTHBHUTE METAbONITH Ce eKckpeTHpaT ocHoBHO (90 %) npes 6bOpeLMTE, HO ChILO H MPe3
AUTbUKATA.

5.3 Ilpeaxiuuu4YHH JaHHH 32 GezomacHocT

Toit kaTo ubynpoden e nobpe NO3HAT M LIMPOKO M3NON3BaH, MPEIKTHHHYHNTE JAHHH 6E30MacHOCT ca
JOKYyMEITHPaHHM.

Cy6xpoHu4HaTa ¥ XPOHMYHATA TOKCHYHOCT Ha HOYNPOMCH ¢ MOKa3aHa MaBHO B MPOYYRAINA C
JKMBOTHH KaTO YBPEX/laHe HAa XPAHOCMUIIATENHUS TPAKT U A3BH.

Tectosere in vitro u in vivo He NMoKa3BaT KIIMHUYHO 3HAYUMHM MPU3HALIK HA MyTareHeH MOTelLHaN Ha
uhynpoceH.

He ca nabmonaBaHu kapLIHHOTeHHH e(DEKTH MPH MULIKH U THXOBE,

HBynpodcn nHxubUpa oBynauMaTa Ipy 3alLiM M YBPEKAA UMILIAH UM 1A 1IPY PASIUYHU
AKUBOTHHCKH BH/IORE (3aHLIKM, MILXOBE W MHIIKH). | [pH penpoAyKTHBHH TECTORE, MPOBEIEIIH C
IUTbXOBE W 3aiim, ubynpoden npemunasa npes niaiexrara. Korato ce M3non3saT TOKCHYHH 3a
Malikara 103H, o-4ecTo ce HabmoaasaT MandopMaln (T.e. BEHTPHKYJIapeH cenTaneH aehexr).

6. PAPMAINLIEBTHYHHA JAHHHA
6.1 Cuncbk HA IOMOIHH BellleCTBA

Aopo na matnemxama
Miukpokpucraina 1emysnosa (E460)
JlakTo3a MOHOXHApaT

Kpockapmenosa natpuii

KosmouneH cunuuues nyuokeun, 6e3BoaeH
ITonuBHHHUI NUPOTUIAOH

Hapepuuno HuiuecTe

Harpues naypun cyndar

Marue3sues creapat (E572)

Dunmoso noxpumue
XUAPOKCUNTPOTHI LIETY1032
Xunpomenosa (3 cps) (E464)
Ionuerunen rimkon 400
Xunpowmenosa (6¢cps) (E464)
Turanos nuokcua (E171)

6.2 HecnbBMecTHMOCTH
Henpunosxumo.

6.3 Cpok Ha rogHocT

3 roguHu
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6.4 CrnenHa/jHH yC/IOBHSI HA CbXpPaHEeHHe

Ha ce chxpansea npu Temneparypa noa 25° C.

6.5 BuaH chbabpkaHHe HA ONAKOBKATA

PVC/Al 6nucrepu

OnakoBku:

JOJIOPEH 200 mg dpunmupanu taGaetku - 10 unum 20 Tabnetku.
HOJIOPEH 400 mg punmupanu taGnetku - 12 vnu 24 Tabnetku.
He Bcuuku BuaoBe onakoBky Morat Ja 6baaT yCHATH Ha Masapa.

6.6 Cneunannu npeanasHu MEPKH IPH H3XBbLPJIsiHE H paboTa

Hsama crielipanuu n3uckeanus.

7. IMPUTEXKATLEJL HA PASPEHIEHUETO 3A YIIOTPEBA
EKO®APM I'PVIT A

ya. Atanac [{yxos Ne29, cr. 3,

1407 Codus, Brarapus

ten.: (02) 906 90 70
daxce: (02) 906 90 71

8. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

HOJIOPEH 200 mg ¢unvupanu Tabnerku — Per. Homep 20120534

HOJIOPEH 400 mg ¢punmupanu tabnetrkun — Per. Homep 20120535

9. JATA HA ITBPBO PA3SPEINABAHE/TIOJHOBSBAHE HA PA3SPEIIEHHUETO 3A
YIIOTPEBA

[lara va nbpBo pazpeuabade: 09.11.2012 r.
Hara Ha noqHOBsIBaHE Ha pa3pelieHHeTo 3a ynorpeba: 07.11.2017 r.

10. TATA HA AKTYAJIM3UPAHE HA TEKCTA

12/2023




