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1. HME HA JIEKAPCTBEHUSI TIPOAYKT FLAXR -9 05 13- 5
“Us- 2026

JIOJIOPEH 200 mg ¢puamupanu TadieTkH
DOLOREN 200 mg film-coated tablets

JIOJIOPEH 400 mg ¢hmamupanu tadneTk
DOLOREN 400 mg film-coated tablets
2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Besika Tabnerka JIOJIOPEH 200 mg cbabpka 200 mg ubynpoden (ibuprofen)
Bceaka tabnerka JIOJIOPEH 400 mg cbabvpka 400 mg ubynpoden (ibuprofen).

[lomMoLLIHK BellecTBa:
Bceska Tadnerka JIOJIOPEH 200 mg chabpxka 8 mg 1akTo3a MOHOXH/pAT.

Beska Tabnerka JJOJIOPEH 400 mg cbabpxka 16 mg nakro3a MOHOXHAPAT.

3a MbJIHUSA CIMUCHK HA MOMOILLHUTE BELIECTBA, BK. TOUka 6.1.

3. JIEKAPCTBEHA ®OPMA
duamupaHa rabnerka

JIOJIOPEH 200 mg ca 0enu, Kpbriu, ABOWHO-U3ITbKHAIW (QUIMHUPAHU TaDNETKH.
JIOJIOPEH 400 mg ca 6eau, npoab/iroBatH, ABOHHO-HU3MbKHAIH (DUIIMHUPAHH TAOJIETKH.

4. K/IMHHUYHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHSA

HOynpodeH e nokasaH 3a neyeHue Ha:

® Jleka 10 yMepeHa 0oJika, Hanp. rjaaBodosve, BKJIIOUYHUTETHO MUTPEHO3HO r1aBodosiue, 36000011,
pPEBMATHYHHU U MYCKYJIHU OOJKH, 1yMOO-CaKkpasHU O0JIKH, HEBpAJIrUs, TbPBHYHA TUCMEHOpES
8 MeOpUIIHU CHCTOSIHUA, CUMITTOMHU HA I'PMIT M MPOCTY A

4.2 J103HpPOBKA H HAYHH HA NPHJIOKEHHE

Jlo3upoBKa:

Bb3pacThu ¥ aeua Haa 12 roavnu (tonowu): 200-400 mg kaTto eqHOKpaTHa AHEBHA A03a 3-4 NbTH
JIHEBHO Mpe3 uHTepBas oT 4 10 6 yaca, Kato He TpAOBa Ja ce NpeBUilaBa MaKCMMaJlHaTa JHEBHA 103a
oT 1200 mg.

[Tpu HEOOXOAMMOCT OT NMPUEM Ha JIEKAPCTBEHUS MPOAYKT 3a MOBeYe OT 3 IHH WM BJIOLLIABAHE Ha

CbCTOSAHHUETO, MALMEHTHT TPAOBA /1a C€ KOHCYJITHpA C JIieKap. I TR
. & s
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HayuH Ha NpUJIOKEHHE:

[lepopaiHO NPHIIOIKEHHE K CAMO 3a KPaTKOBpPEMEHHA ynortpeoa.

HexxenaHuTe JIeKapCTBEHHU peakLMKM MOrar jia ce CBeAaT 10 MMHUMYM, ako C€ U3MOoJ13Ba HaW-HUCKATa
e(heKTHBHA /103a B MPOABLHKEHHE HA Bb3MOXKHO HAM-KpAaTbK CPOK, HEOOXO/UM 3a OBJ1a/ISBAHE HA
CUMNTOMHMTE (BXK. Touka 4.4).



Heduampuuna nonyaayus
AKO MpH IOHOLLH € HeOOXOAUMO NEUEHHETO Aa CE MPOABKH NOBEYE OT 3 AHU MW CUMITTOMHTE C€

BJIOILAT, TPSOBA Aa C€ HANMpaBKM KOHCYNTALUA C JieKap.

Hayuenmu 6 cmapuecka sv3pacm

[Tpu nauMeHTH B CTapHecKa Bbh3pacT He € HeoOXOAMMA NPOMSIHA HA 103aTa.

HCIIBC tpabea na ce npunarat ¢ NOBUHIIEHO BHUMAHUE MPH NAUUEHTHTE B CTapyecKa Bb3PacT, KOMTO
Ca MO-CKJIOHHH KbM HEXEAHHM JIEKAPCTBEHH pPeakLMH H NPy KOUTO HMa NOBHUIUEH PHUCK OT
MOTEHUHATHO (paTajieH CTOMALIHO-HPEBEH KPBbBOW3IINB, yiuepaurs wiu nepgopauns (Bx. Touxa 4.4).
Ako e HeoOxoaumo nevenne ¢ HCTIBC, Tpabea na ce u3noniea Ha-HMCKATa 1032 B NPOABDKEHHE HA
Hal-KpaTKUa nepuoa, HeoOX0AuM 3a OBnaAsBaHe Ha cHMIToMHUTe. Jleyennero Tpabea na ce noanara
peOBHO Ha NpeolieHKa U Aa Obae npeyCTaHOBEHO, ako He ce HabnoaaBa noaodpeHre HiH HacThIK
HEMOHOCHMOCT KbM JIEKAPCTBOTO.

Vepeoena bvbpeuna @yrxywi

[Ipu nauMeHTH C JIEKO A0 YMEPEHO yBpeaeHa Ob0peuna ¢yHkumua no3ara Tpadsa na 6bAe Bb3IMOXKHO
Hali-HMCKa M J1a Ce NpuUnara 3a Bb3MOXKHO Hali-KpaTkus nepuoa, HeodxXoauM 3a orlaasBaHe Ha
CHMIITOMHTE, KaTo ChILEBPEMEHHO € He0OX0AKBMO 1a ce ciienH 3a ObOpeunaTa hyHKUMS (BK. TOUKA

4.3)

Yapeoena wepnoopobua gynxyus

[Ipy nauMeHTH ¢ AeKo A0 YMEpPeHOo yBpeaeHa yepHoapoOHa GpyHKuMA Ao3aTa TpaOsa aa Obae
Bb3MOXKHO Hal-HHCKA W Ja Ce NMpWara 3a Bb3MOXHO Hal-KpaTKHUA nepuoa, HeoOXxoaum 3a OBnaasBaHe
HA CUMITTOMHUTE, KAaTO CHLIEBPEMEHHO € HEODXOAMMO Aa ¢e cneau 3a yepHoapobHara pyHkuma (BXK.
Touka 4.3)

4.3 IIpoTHBONOKA3AHAA

MOynpodeH € npoTHBONOKAa3aH NMPH NAUUEHTH CbC!

- CBPBbXUYBCTBHTEIHOCT KbM aKTHBHOTO BELLECTBO MJIM KbM HAKOE OT MOMOUIHHTE BELLECTBA;

- NpeaHIIHHA peakLdd Ha CBPbXUYYBCTBHTEAHOCT (HaNp. aCTMa, YPTHKAPHA, aHTMOCHOEM WM
PUHHT) KbM aueTUACATHLMNOBA kKMceauHa uiu apyru HCTIBC,;

- AHAMHE3a HA CTOMALIHO-YPEBEH KPbBOUANHB UITH niepdopaLii, CRbP3aHa ¢ NPeaULLIHA TepaAnus
¢ HCIIBC;

- AKTUBHA WJH HEOTAABHA MpeKapaHa NENTHYHA A3Ba WK raCTPOMHTECTHHANIHA Xemoparua (aBa
WJIM NOBEYEe M3SBEHH eNH30a HA JOoKa3aHa yauepalusa Wi KbpBEHe);

- TeXKKa YepHOApOOHA WU TexkKa 6B0peuHa HeAOCTATBYHOCT;

- TeXKKa ChpAe4Ha HEAOCTATbYHOCT WK KOpOHapHa 60J1eCT Ha CHPLETO;

- TPETH TPUMECTHP OT OpeMeHHOCTTa (BXK. Touka 4.6);

- 3HAMMTEHA aexuaparauus (NpUYHHEHa OT MOBPLLILUAHE, AUAPHA HIIH HEAOCTATbUYEH NPHEM Ha
TEYHOCTH );

- LepeOpoBacKy/JapHHY WM JPYTH aKTHBHH KPBBOH3J/IHBH;

- HEU3ACHEHU CMYLUEHHUA B XEMOTOE3aTa,

- aena noa 12 roaviiHa su3pact 0e3 1ekapcKo npeanucaHye

4.4 Choenda/iHH NpeaynpexKieHHa H NIPeANa3HA MEPKH NpH ynoTpeda

Eanospemernara ynorpeda Ha ubynpoden ¢ HCIIBC, skntouuTenHo cenekTuBHY MHXHOUTOPU HA
LUHKIOOKcUreHasa-2, Tpsabsa na ce u3baresa nopaau Bb3IMOXXHU aiMTUBHHU eeKTH.

bosiHKMTe OT acTMa TpabBa Aa c€ KOHCYJITHPAT C JI€Kap Npeay Aa npueMat ubynpodeH.

HexxenaHuTe nekapcTBEHU peakLMKy MOraT Ja ce CBEAAT A0 MHHUMYM, aKO C€ U3MoN3Ba
e(PEKTHBHA 1032 B MPOABLKCHUE HA Bb3MOXKHO HAaM-KPaTbK CPOK, HEOOXOAUM 33 OB
cumnromuTe (BXK Touka 4.2). [lauueHTHTe, NEKYBAHU NPOABIKUTETHO BpEME C HCHB

M3C/IEABAT PEAOBHO 3a NMOABATA HA HEXKENAHU PEaKLHM. |




HbynpodeH ce npunara caMo cfiel OLEHKA Ha CbOTHOWEHUETO MOJ3a-PHCK B CAEIHUTE CYYaHu:

- cucTeMeH nynyc epuremaroaec (SLE) unn cmeceHo cheaMHUTENHO-ThKaHHO 3abonsapaHe —
MOBHLIEH PHUCK OT aCENTHYEH MEHUHIUT (BX Touka 4.8 HexkenaHu nekapcTBEeHH peakLivH)

- BpOJIEHO HapylueHWe Ha MeTabo1u3Ma Ha MOpQHPHH (Hanp. OCTpa HHTEPMHTEHTHA NOPGUPHI);

- [pe3 MbPBH H BTOPH TPUMECTBLP OT OPEMEHHOCTTA;

- KbpMEHE.

HeobxoaumMo € cneuManHo BHUMaHHUE B CIEAHUTE CIIYUaH:

- raCTPOMHTECTHHATHH 3a009BaHHA, B TOBA YMC/IO XPOHUYHH Bb3NAJTUTETHH HHTECTUHAIHU
3abonsaBaHua (yJiLepo3eH KonuT, bonect Ha KpoH);

- ChpAeUYHA HEAOCTATBYHOCT H XMIICPTEH3HA;

- HaMaieHa 6nOpeyHa PyHKUUA

- yBpeAcHa YepHOIpoOHa (PYyHKLIMA;

- HapyLIeHa Koarynauus Ha KpbBTa;

- anepruu, CeHHa XpemMa, XpOHHYeH OTOK Ha HOCHAaTa NUraByLa, aJ€HOHH, XpPOHUYHA
obcTpykTHBHaA Oenoapobna donect win OpoHXHATHA acTMa;

- BeJHara cief cepHo3Ha XHpYpPruyHa HHTEPBEHLMA,

Facmpounmecmunaino Kvpeene, yiyepayua u nepgopayu

3a racTpOMHTECTHHAIHO KbpPBEHe, yiiLepaluna U nepdopaiids ¢ Bb3MOXEH daTancH U3Xoz ce
cpoOasa npu ynorpeda Ha scuuku HCTIBC no Bcako BpeMe Ha EYEHUETO, CbC UITH De3
npeaynpeaAHTETHH CUMITTOMH HJTH aHAMHE3a 32 CePUO3HHU FaCTPOMHTECTHHAIHH HHUEMAEHTH B
MHHAJTOTO.

PHCKBT OT raCTPOMHTECTHHAIHO KbPBEHE, YALSpauHa UiH nepdopaliys ce 3acu/iBa NMpy yBelUyapaHe
no3ute Ha HCIIBC npu nauuenTy ¢ aHaMHe3a 3a A3BeHa 001ecT, 0CODEHO aKo € CbIIPOBOIEHA OT
YCIOKHEHUA KATO XeMOoparus Win nepdopanus (BxK. Touka 4.3), KAKTO U NPH NALMEHTH B CTapuyecKa
Bb3pacT. TakuBa nauueHTy TpaOBa na 3anouHarT JIe4eHHeTO ¢ HAaW-HUCKATa HATHYHA J034.

3a koMOMHKUpaHa Tepanus ¢be 3alUHTHH CPEACTBA (HANMP. MU3ONPOCTON WK HHXUOUTOPH Ha NMPOTOHHA
nomrna) TpAOBa na ce MOMMCAK KAaKTO NMPH TE3W MALIHEHTH, TaKa H MPH NaLMEHTH, KOUTO NOJyYaBaT
€AHOBPEMEHHO aUeTUACANULWAOBA KHCEIMHA B HHCKH A03U WIH OPYrH NE€KapCTBa, KOUTO MOrat Ja
3aCHJIAT FACTPOUHTECTHHATHUAA PUCK (BHXK NMO-A01Y TOUKa 4.5).

[TaueHTHUTE C aHaMHe3a 3a FACTPOUHTCCTHHANTHA TOKCHYHOCT, 0ocoDEHO aKo ca B HANpeaH4lla Bb3pPacCT,

TpsibBa na choOluaBaT 32 BCHYKH HEOOHUaHHH KOPEMHY CHMIITOMH (MO-CNELManHO 32
raCTPOMHTECTHHATHO KBPBEHE), 0COOSHO B HAYATHUTE CTAAHH HA JICYEHHETO.

Heobx0aHMMO € NOBHLIEHO BHUMAHHE TPH NAaLIMEHTH, KOHUTO CE JIEKYBAT €JHOBPEMEHHO C JIEKapCTea,
KOWTO MOTaT [a MOBHULIAT PHUCKA OT YJUCPALHUA Hid KbPBEHE - NEPOPAIHH KOPTUKOCTEPOHIM,
AHTHKOAr'yJIaHTH KaTO BaphapuH WM XeNapHH, CENEKTUBHH HHXUOUTOPU HAa 0OpaTHUA 3aXBaT Ha
CEPOTOHHHA WM AHTHTPOMOOLIMTHH CpeCTBa KaTO aLeTHICATMLUUNIOBA KMCeInHa (Bk To4ka 4.5).
AKO HACTBIMH FACTPOMHTECTHHANHO KBPBEHE WITH YALEpaLMa NPU NALMEHTH, IEKYBAaHU ¢ HOYTIpOQEH,
NeuyeHHeTo TpabBa na Obae NpeycTaHOBEHO.

HecteponaHuTe NPOTHBORBINAIUTENIHU CpeacTBa TpaOBa Ja ce NMpuarar ¢ roBULIEHO BHUMaHHe npu
NalMEHTH C AaHAMHE3A 32 raCTPOMHTECTHHANHO 3a0osisiBaHe (yjuepaTuBeH KoauT, bonecrra Ha KpoH),
TbH KaTO CbCTOSHUETO UM MOXeE 1a ce 0bocTpy (B Touka 4.8).

Ilayuenmu 6 cmapuecka év3pacm:
[TauneHTHTe B HaNpeaHana Bb3PACT MO-YECTO MOJYUYABAT HEXENAHH peakurH cBbp3aHu ¢ HCIIBC,
0CODEHO raCTPOMHTECTUHAIHO KBPBEHE H Nepdopaums ¢ Bb3MOXKeH daTaneH U3xo (Bx Touka 4.2).

Cvpoeunocvoosu u yepebposackyaapru eexmu
HeobxoauMo € MOHMTOpHpAHE W KOHCYJIT2UMH 33 NAUMEHTH C aHAMHE3a 38 XUMNepT
10 YMEPEHA 3aCTOMHA ChpASeUHA HEAOCTATLYHOCT, Thi KaTo ce chob1uarar cny4a
TEUYHOCTH M OTOK BbB Bpb3ka ¢ Tepanus ¢ HCTIBC.




EnuaeMHoforMyHi AaHHH NokKasear, ye ynotpebara Ha ubynpodeH, 0cobeHO BbB BUCOKH A03H
(2400 mg nHeBHO) W 32 NPOABIKUTENCH NEPHO MOXKE Aa € CBbP3aHa C IEKO MOBULLIEH PUCK OT
aprepHaJHi TpoMOOTHYHH CBOUTHS KaTO MHGAPKT Ha MHOKapa WilH WHCYAT. KaTo usno,
eMUAEMHOSOMHYHUTE NPOYYBAHHA HE NOKA3BaT, Ye HOynpodeH B HUCKU 103U (Hanp. < 1200mg
IHEBHO) Ce CBbp3Ba C MOBHILEH PUCK OT apTEPHANHHA TPOMOOTHUUHHU CLOUTHA, 0COOEHO HHPAPKT Ha
MHOKapa.

[TaumneHTH ¢ HeOBAAAAHA XHMEPTOHHA, 3aCTOMHA ChpAeYHA HEAOCTATbYHOCT, MNOTBbPAEHE HCXEMUYHA
OoJiecT Ha cbpuUETO, NepudepHa apTepranHa donect u/unu uepedbposackynapna donecr Tpsadea aa
ObJar AeKkyBaHH ¢ HOynpodeH camo ciie] BHUMATENHA npeleHka. Takasa npeueHka TpadBa na ce
HaNnpaBy U Npeayd HAYATOTO Ha ABJATOCPOYHO JIeHEHHE HA MALMEHTH C PUCKOBHU (aAKTOpH 3a
KapAMOBACKYNapHH ChOUTHA (Hanp. XMNEPTOHUS, 3aXapeH JHadeT U NyuIieHe).

Cnyuau Ha cuHapom Ha Kounis ca JoknaaBaHHA NPH NALMEHTH, JieKyBaHu ¢ ubynpodeH. CUHAPOMBT
Ha Kounis ce nedprHupa KaTo ¢bpAeHHOCHAOBH CUMIITOMHU B PE3YNITAT HA AJIEPriuHa peakuus Uiu
PEAKLIHA HA CBPBXUYBCTBUTENHOCT, CBbP3aHa ¢ KOHCTPUKLIUA HA KOPOHAPHUTE apTepHH H
NOTEHUHATHO BOACLLA A0 HH(APKT HA MHOKAapa.

Tedcku koocnu nexceaanu peaxyuu (SCAR)

Texxu koxHu Hexenanu peakun (SCAR), B ToBa YHCIO EKCPOSUATHBEH NEPMATUT, EpUTEMA
mMyaTudopme, cuHapoM Ha Stevens-Johnson (SJS), Tokcuuna enupepmanta sekponusa (TEN),
NeKapCTBEHA peaklMs ¢ e03ruHOpUIUA U CHCTEMHH CUMTOMH (DRESS cunapom) u octpa
reHepaan3MpaHa ek3aHTeMHa nycryiosa (AGEP), kouTo Moxe na ca )XKUBOTO3aCTpallaBaUld UITH C
netajieH W3xXom, ¢a J0K/1aJBaHHM BbB Bpb3ka ¢ ynoTtpedara Ha ubynpoden (Bx Touka 4.8). [Ioseueto ot
Te3H peaklHH Bb3HHKBAT B PAMKMTE HA NbPBHA MECEL.

[lpu nosiea Ha NpU3HAUM H CHMIITOMH, NpeaNnoaraiuy NOSBaTa Ha T€3M peakunu, noynpoden Tpadsa
na 6vae HezabaBHO CripAH K Ja ce OOMHUCIIH AITEPHATUBHO JieyeHHe (cnopa HeodxoauMocTTa).

Edexm svpxy 6vOpeyume

HOynpoden Moxke na npeau3BHKa 3aAbP)KaHe HAa HATPHH, KanUi U TEYHOCTH NMpPH NALKEHTH, KOUTO He
ca CTpaJaii B MHHANoTO OT ObOpeuHU HapyLueHus, nopaau Herosusa edekt BbpXy 6nbpeunara
nepdysug. Tosa Moke Aa MPUUUHH OTOK MJTH JaXE 13 JOBEAE A0 ChPASUYHA HEAOCTATHYHOCT HiH
XMNEPTOHUSA MPH MAaLUEHTH ¢ TAKOBA NPEAPa3NONOKEHHE,

Kakro n npu apyrure HCIIBC, npoab/KMTENHOTO NpUAokeHHe HA HOynpodeH npH )KMBOTHH BOH
no 0uOpeyHa nanuapHa HEKpo3a 1 IpyrH NaTojIorHYHy MPOMEHH, CBbp3aHH ¢ ObOpeuwTe. Ilph xopa
ce ¢cboDlIaRa 32 OCTHP HHTEPCTHLHANIEH HEDPHT C XEMATYPHS, MPOTEUHYPHUA W NOHAKOra XedpoTHYEH
cunapoM. Habnogaeanu ca cnyyan Ha 6b0pedHa TOKCUYHOCT NPH MALUEHTH, TPH KOUTO
NpOCTarnaHAMHUTE HIPaaT KOMIMEHCATOPHA PoJif 3a nogabpxane Ha ObOpeuHaTa nepdyzus. [1pu Te3u
nauueHTH npuaarasetro Ha HCIIBC moxe aa aoseae 1o 40303aBUCHMO HaManeHo obpa3yBaHe Ha
NPOCTarniaHAHWHKU U Ha BTOPO MACTO, B ObOpeUHHA KPBBOTOK, KOSTO MOXKE N1a NPeAU3BHKA ABHA
O61OpeuHa aekomneHcauua. [laumeHTHTe ¢ HAKH-roNaM PUCK OT TaKaBa peakuUs ca TE3H C HapyllcHa
OBLOpeuHa GpyHKUHA, ChbpAEYHA HEAOCTATHYHOCT, HapyLlueHa YepHoApoOHa yHKUUS, MaLUeHTH
npueMalid AMypetiiiM U ACE nHxubutopr W nauMeHTH B HarlpeaHana Bb3pacT. Cliea kaTo
neuennero ¢ HCIIBC 6bae npeycTaHOBEHO, NALMEHTUTE ¢€ BPBILAT KbM CbCTOAHHETO CH OT MNPeIx
JIEYECHHETO.

CbllecTBYBa PHCK OT OBbOpeUHO YBpeXaaHe NpU KOHOLWHK ¢ AeXUApaTaLU.
Macxupane na cumnmomume na nooaexcawyume ungexyuu

HoynpodeH Moxxe na Mackupa CHMIOTOMHUTE HAa HHPEKLHA, KOETO MOXKE Aa NoBeae A0 3abapaHe Ha
3aMOYBAHEe HA MOAXOAALIO JIeYeHWe W 110 TO3W HAUKH [1a BAOLUH W3Xoaa oT HHekuuaTa. Tora ce

WM 3a oOnekyapaHe Ha OonkaTa BbB Bpb3ka ¢ HH(EKLIMSA, ¢c€ npenopbyBa Habmogeuns 1@
uHpekuuaTa. [Ipu H3BbHOONHHYHH YCAOBHA NALMEHTHT TPAORa 14 C€ KOHCYITHpPA C J#:fﬁ
CHMITTOMUTE MEPCHCTHPAT WK C€ BAOILABAT. Tk




Hpyeu npeonasnu mepxu

Bb3MOXKHO € nMpeanu3BHKBaHE HA OPOHXOCNAa3bM, YPTHKAPHSA WM AHMHOEAEM NPH NAaLHEHTH,
CTpajallH OT WK C aHaMHe3a 3a 6poHxHanHa acTMa, XpOHUYEH PHHHUT, CHHY3UT, NIOJMINH B HOCA,
aJlCHOUIH WM aiepruu,

[1py abArocpouHo JieueHHe C BHCOKH J03H aHANMETHLUM MOKE a HACTBLIY raBoDOIHe, KOETO HE
TpAOBA /1a ce NeKyBa C BHCOKH A03M OT JleKapcTaeHus npoayKT. O6wio B3eTo, 0OH4aiHUAT NpHEM Ha
AHANIMETHLIH, 0cO0eHO HA KOMOHHUPAH NPHEM HA AaHANTETHYHHU cyOCTaHLIMK, MOXE Na NpeIn3BHKA
MOCTOSHHO yBpeXaaHe Ha 6b0peuuTe U puck oT 6bOpeyHa HeaocTaTbYHOCT (aHAJIFETHYHA

Hedponarus).

[To Bpeme Ha neucHue ¢ ubynpodeH ca HabnloaaBaHH ciiyyad CbC CHMIITOMH Ha acenTHYCH
MEHUHIUT, KaTO CXBalllaHe Ha BpaTa, rnasodonue, raaeHe, nospuiiade, Gedpunurer unu
Ne30PHEHTALIMA NPH NALMEHTH ChC CHILECTBYBALIHY ABTOUMYHHH HapyLIeHHUa (CUCTEMEH J1ynyc
ePUTEMATOEC, CMECEHA ThKAHHO-ChEIMHHUTEIHA DOeCT).

Hma orpaHnyveH Opoi J0Ka3aTeACTBa, Y€ IEKAPCTBA, KOUTO 3aABPIKAT CHHTE3a Ha
LHKJIOOKCUI€HA3aTa/ IpoCcTarJaHAWHUTE, MOTAT 4a NMPUYHHAT YBpEXKAaHe Ha PepTHIIMTETA NpU
KEHUTE upe3 Bb3AEHCTBHE BbpXY OByauuATa. ToBa € 06paTUMO NPH NPEKLCBAHE HA IEHEHHUETO.

Hoynpoden Mmoxxe ppeMeHHO 1a HHXHOHpa TpoMOOLIMTHATA arperalid H Aa yObIXKH BPeMETO Ha
xbpBeHe. ETo 3al10, NaLMEHTUTE ¢ HAPYLIEHUS B KOArylaLuuaTa Wik Ha Ie4€HHe C aHTHKOAryAaHTH
TpAbGBa BHUMaTENHO 4a ObaaT HabnioaaBaHM.

[Tpy npoaABIKHTENHO NeueHue ¢ uOynpodeH € HeobX0AHMO peOBHO MOHHTOpPHpPAaHE Ha
yepHoapoOHara H 6bOpeyHaTa GyHKUHNH, KAKTO H HA KPLBHATA KapTHHa, 0COOEHO npH
BUCOKOPHMCKOBY MALUEHTH.

TpabBa aa ¢ H308rBa KOHCYMaLMATa Ha ATKOXON, Thii KATO TOH 3aCHiBa CTPAHHYHUTE €DEKTH Ha
HCIIBC, ocobeHo koraro ce yBpexaa raCTpOHHTECTHHAIHUA TPAKT KK LIEHTPANHATa HEPBHA
CHCTEMA.

[TauyenTure Ha nOynpodex Tpabea na cboOLLABAT HA NeKkaps U Je4YeHUETO Ja Obje NpeKkpaTeHo, ako
3a0enexaT npu3Hauy U CUMITOMM HA raCTPOUHTECTHUHATHA y/LEepaliis WK KbPBEHE, 3aMBIJIEHO
BHXK/1aHE WIH JIPYTH CHMITTOMH, CBBDP3aHH C OUKTE, KOXKEeH 00PUB, MOBULLIABAHE HA TENECHOTO TEMNO
WK efleM.

[lauuenTu ¢ PCAKH HACIACACTBCHHA I'IPDGIIGMH Ha rajlakToiHa HCITIOHOCHMOCT, Lapp-nawraseu ,ElEEI'.)HLlHT
HJIH TTTIOKO30-Ira1aKTO3HA MMHSCOpﬁuHH He OuBa na INPpHUEMAT TOBA JICKAPCTBO.

JonopeH cbabpika HATPUIA
Tosa nekapcTBO chabpka NO-Manko oT 1 mmol Hatpyid (23 mg) Ha Tabnerka, T.€. MIPAKTHUYECKM HE
CbAbpKa HATPHH.

4.5 B3anmoaeiicTBHe ¢ APYIH JEeKAPCTBEHH NPOAYKTH H APYrd GOpMHE Ha B3anmMoaeHcTBHE

Eonoepemennama ynompeba na ubynpodhen u creonume gewgecmsa mpabea oa ce uzbnzsa:

Ayemuacaruyunosa KuceauHa, OCBEH aKO HUCKA 1032 alETWICATMLMIIOBA KUCenrHa (noa 75 mg
NHeBHO) € Ouna npeAnHcaHa oOT JeKap, Thbi KaTO TOBA MOXKE Aa MOBHLLHK PHCKA OT HEXENaH
(B TouKa 4.3 [IpoTHBONOKa3aHud). EKcnepHMeHTan K JaHHHU MOKa3Bar, 4e ubynpode
e(eKTa HA ALETUWICAIULIMIOBATA KUCENIHHA BbPXY TPOMOOLUMTHATA arperauus fnpy €/
ynorpeba. OrpaHnueHuTe JaHHU obaue, U HECUTypHATA eKCTpanonauus Ha JaHHHUTE
K/IMHUYHA CUTYaLMs NOKAa3BaT, Y€ HE MOTAT /12 Ce MPaBAT TBbPAHU 3aKTIOUEHHS OTHOGHO: P ﬂo’BHa'l‘a :
ynotpeba Ha nbynpodeH ¥ HIMa KNIMHUYHO 3HA4HM edekT npu cBodoaHaTa ynorpe Hg Gynpotbeu

(B TOUKa 35.1).




Hpyau necmepouonu npomueogv3narumennu cpeocmsa: B pesynraT Ha CHHEPTHYHH €QEKTH,
€JHOBPEMEHHOTO NpHJIaraHe Ha HAKOJIKO HECTEPOUAHY NMPOTHBOBBL3INANUTENHH CPEACTBA MOXKE A2
MOBHLLIH PHCKA OT FaCTPOMHTECTUHAHH 938U U KPBbBOHU3IUBH. 110 Ta3n NpUYHHA €AHOBPEMEHHOTO
npunoxesue Ha udynpoden ¢ apyru HCIIBC tpsa6Ba na ce usbsaraa (8 Touka 4.4).

Armuxoazyaanmu: HecTeponaHuTe NPOTHBOBBL3NANMTEIHK CPEACTBA MOIaT Aa 3aCHIIAT edeKTa Ha
aHTHKOATYJIAHTHTE KaTo BapdapuH WIH XenapuH (B Touka 4.4). B ¢iryuail Ha €IHOBPEMEHHO
MPUIOKEHHE Ce NPernopbUBa Ja C€ MOHHUTOPHPA ChbCTOSHUETO Ha KoaryJialus.

TUKAONUOUN:
HecTeponaHuTe MpoTHBOBLINAIUTENIHU CpeaAcTBa He TpaOBa na ce KOMOMHUPAT C TUKJIONUAMH
MOPAAH PUCK OT AAUTHBEH e(eKT NpH HHXWOMpPaHe HAa TPOMOOLUTHATE PYHKUMA.

Memompexcam: HCIIBC Onokupar TyOynapHara cekpeuys Ha METOTPEKCAT M MOTraT 1a HaCThIAT
HIKOM MeTaOONUTHH B3aUMOACACTBHA B PE3yNTaT HA HAMAJICHHA KNUPBHC Ha METOTpEKCaT.
[Ipunoxenunero Ha ubynpoden 24 uaca npeam UM cnel NpUiaraHe Ha METOTPEKCAT MOXKeE a JOBEe
N0 MOBHIlLIEHA KOHLIEHTPALHA Ha METOTPEKCAT M 110 3aCH/IBAHE HA TOKCHYHUTE My edekTH. ETo 3a11o
TpadbBa aa ce u3bsrea eaHospemeHHara ynorpeda Ha HCIIBC n MeToTpekcaT BB BHCOKH JO3H.
OceeH TOBa, TpadBa Aa ce B3eMe noj BHUMAaHHUE NOTEHUHUATHHA PUCK OT B3aUMOAECACTBHE C HUCKH
NO3H METOTpeKCaT, 0co0eHO NpH NaLueHTH ¢ yepeaeHa 6u0peuna gpyrkuus. [Ipu xombuHnpano
neyeHue Tpadea aa ce monuropupa 6L0peuHara pyHKUMA.

Hoynpoten mpabea 0a ce npuiaza ¢ BHUMAHUE 8 KOMOUHAYWA CbC CACOHUME BeUiecmea.

Moxaobemuo: 3acunsa edexra Ha UOynpogeH.

Denumoun, rumuii; EqHoBpeMeHHOTO Npuioxerue Ha UoynpodeH ¢ PeHUTOUH MK TUTHEBH
NEKapCTBEHHU MPOAYKTH MOXE [a MOBULUK CEPYMHATa KOHLUEHTpaUus Ha nocneanute. Heobxoaumo e
Aa c¢ CIequ CepyMHAaTa KOHLEHTPALMA Ha JIMTHH U ce penopbuBa Ja ce CIeAW HUBOTO Ha CepyMHara
KOHLUEHTpauua Ha GEHUTOHH.

Covpoevnu cauxozuou: HCIIBC morar aa 000CTpaT cppacuHaTa HEAOCTATHYHOCT, Aa noHWwxkaT GFR u
Aa NOBHLLAT NJIa3MeHaTa KOHUEHTPaLMa Ha ChpACHHMTE rToko3uan. [IpenopbuBa ce MOHUTOpHUpaHe
HA CePYMHHUA AHIOKCHH.

Huypemuyu u anmuxunepmenzuenu cpeocmsea: Iuypernuure u ACE-unxubunropure morar na
MOBULLAT HEQPOTOKCUYHOCTTA HAa HECTEPOUAHUTE NPOTHBOBL3NanuTenAHH cpeacrtea. HCIIBC morar
Na HaManAT edeKTa Ha AUYPETULIMTE H AHTHXUNEPTEHIUBHHUTE CPeACTBA, BIIKOUUTENHO ACE-
HHXuOUTOpH 1 GeTa-OnokepH. [Ipy nauueHTH ¢ HamaneHa 6bpOpeuHa GyHKUUA (Hanp. AeXUApaTHPaHH
NauMeEHTH WK NAUMEHTH B HANMpeJHaNa Bb3pacT ¢ HamaneHa OnOpeuHa GpyHKLHA) €1HOBPEMEHHOTO
npuioxeHue Ha ACE-UHXUOUTOP W aHTAaroHUCT Ha aHrHOTEeH3KMH 1l ¢ nekapcTBeH NpooyKT —
KHXUOMTOP HA LIMKAOOKCHFEHA3a MOXe Ja J0BEAE 10 NMO-HATATBLLIHO YBpEXKAaHe Ha ObOpeyHaTa
$yHKLMA ¥ Cnel TOBa A0 ocTpa Ob0OpeyHa HegocTaTh4HOCT. Tosa 0OMKHOBEHO € 0bpaTumo. ETo 3au10
TpAOBa fa ce BHHMaBa C TakuBa KOMOMHALIMM, OCOOEHO NpH NaLMeHTH B HanpeaHala Bb3pacT.
[TlauuneHTUTE TpAOBA Aa C€ UHCTPYKTHPAT a MoeMar A0CTaTbYHO TEYHOCTH U CTOHHOCTUTE Ha
6bOpevHaTa pyHkuus TpAOBa peOBHO Aa ce CEAAT BeaHara ciell HayajloTo Ha KOMOMHUpaHaTa
Tepanus.

EnHoBpeMeHHOTO npuokeHne Ha UOynpodeH u kannit-cexpanasauiyd auypetuuu wid ACE-
MHXUOHTOPH MOXKe aa goeene Ao xunepkanuemua. HeobxoaumMo € BHUMATENHO Aa C€ MOHHUTOQ
HUBOTO Ha KAJIHH.

Kanmonpua: JaHHn OT npoy4BaHua Nokassart, 4e HdoynpodeH npoTuBoaeicTea Ha e
KanToMpua 3a MOBUNICHA EKCKPELIUS HAa HATPHI. |




Anvunozruxozuou: HCIIBC Morar na 3abaBaT enMMHHUpPAHETO HA aMUHOTJIMKO3UAW U MOraT aa
YBEAHYAT TAXHATA TOKCHYHOCT.

CeaexmugHu unxubumopu na oopamwua saxeam na cepomonuna (SSRI): TloBulieH puck ot
raCTPOMHTECTHHANHO KbpBeHe (BXK Touka 4.4 ),

Hurxrocnopun: PucksT oT 6b0peuHO yBpEXKOAHE, MPHUUUHEHO OT LKKNOCNIOPHH, C€ 3aCHIIBA OT
eaHoBpeMeHHOTO npunarade Ha Hakon HCIIBC. To3u edekT He Moxe na ce U3KITIoUM U 3a
KOMOMHALKATA OT UMKIOCNOPUH H HOYMpOgeH.

Xoaecmupamun: EJHOBPEMEHHOTO JICHEHHE C XONECTHPAMUH U HOYyNIpodeH BoaM N0 YAbIDKEHA Y
HamaneHa (25%) abcopOumns Ha ubynpoden. JlexapcTeenuTe npoaykTu TPsOBA Ja ce MpUaraT npes
WHTEPBAJ OT HAW-MANKO €AHWH 4ac.

Taxpoauvyc: TloeuilleH puck ot HE(POTOKCHUYHOCT.

3uoosyour: UMa naHHH 3a NMOBHMILEH PHCK OT XeMapTpo3a U xematoM npu HIV—nonoxurenyu
XeMOQHITHLM, KOUTO €2 Ha KOMOMHHPAHO NEYEHHUE ChC 3WAOBYAHH H HOYMpodeH. [1pn
eaHoBpeMeHHaTa ynorpeda Ha 3uaoByanH U HCTIBC mosxke na ce nabnioaasa nosuilieH pyck ot
XeMaToToKCHYHOCT. [Ipenopbusa ce nacieaBaHe Ha KpbBTa 1-2 ce AMUUHM Chel HAYANOTO Ha
€1HOBPEMEHHOTO TIPUIIOKEHHE.

Pumonaeup: Moxe aa nosuiuu nnasMeHuTe koHueHrpauud Ha HCIIBC,

Mughenpucmon: Axo HCTIBC ce npunarar 8-12 nHu cnea nprUnoXeHHeTo Ha MUGENPUCTOH, T€ MOTaT
Aa Hamanat edekra Ha MUGPENTPHUCTOH.

IIpoberneyuo wru cyngpunnupazon: Moxe pa 3abaBu enumMuHUpaHeTo Ha HoynpodgeH. Hamansaga ce
YPHUKO3YPHYHOTO AEHCTBUE Ha T€3# BELLECTBA.

Xunoaonosu aumudbuomuyu: aumentH, kouro npueMat HCIIBC v XHHONOHH ca H3NnokeHH Ha
MOBHILEH PUCK OT KOHBYJICHH.

Cyagponunypetinu cpeocmea; HCIIBC morart aa nosyluaTt XMiorjiMkeMUUHus edexT Ha
cynconunypeiinuate cpeactea. Ilpy eAHOBPEMEHHOTO NPUACKEHHE CE NPENOpPHUBA 1A Ce
MOHUTOPHpAT HHBATa Ha KpbBHATa 3axap.

Kopmuxocmepouou: T10BHIIEH PUCK OT raCTPOUHTECTHHANHA yIILIEPALMA HITH KbpBeHE (BXK TOYKA
4.4).

Axmumpomboyumnu azpezanmu (Hanp. Kronuoozpen u muaonuoun). [1oBMIIaBaT pucka ot
raCTPOMHTECTUHATHO KbpBeHe (B Touka 4.4).

Anxoxon, bucghocgponamu u oxcnenmugbuaun (nenmoxcughuiun): Morar na npead3BUKaT
raCTPOMHTECTHHAIHHY HEXeNaHH NEKAPCTBEHHU PEaKUHHU W PUCK OT KbPBEHE M YJILEpALIMA.

baxaogpen: IloBuineHa Tokcu4HOCT Ha HaknodeH.
4.6 DepTHanTeT, GPEeMEHHOCT H KhPMEHE

bpemennocm
BnoknpaHeTo Ha npocTarnaHIHHOBHA CUHTE3 MOXKE Ja UM HeXeNaH €ekT BbpXy OpeMeHHOo
unu emOproHanHoTo/deranHo pa3suTUe. JJaHHU OT ENUAEMUOIOTHYHH NPOYUBAHKA NOK
MOBULUEH PUCK OT CMOHTAaHEH abopT, ChLIO TaKa ChbpACHHKH MandopMaLMi U TacTpoLUH
ynotpeda Ha UHXHOHTOP Ha TPOCTarIaaHHOBUA CHHTE3 B HAYANOTO HAa OpeMeHHOCTTa




MPHUIOKEHUETO HA HHXUOXUTOP HA MpOCTAariiaHAKWHOBHUSA CHHTE3 BOIH A0 3aryda Ha nnoJa npeau v caen
WMILJaHTalusa U eMOpHo/(eranHa cMbpTHOCT. OCcBEH TOBA ce cboOLIaBa 3a HapacTBal Opoi Ha
pasnHYHH MangdopMailii, BKIOUYUTENHO W ChPASYHO-ChAOBH NPH XXUBOTHH, HA KOUTO € Npuiaran
HHXWOMTOP Ha NPOCTArIaHAWHOBHUSA CHHTE? 10 BpeME Ha OpraHoreHesa.

Ynotpe6ara Ha uOynpodeH cnep ABaAeceTaTa CeaAMHLA OT OPEMEHHOCTTA MOKE /1a NPUYUHY
OJIMFOXHAPAMHHOH B PE3Y/TaT OT YBpex/JaHe Ha ObOpeuHaTa ¢pyHKIHA. ToBa MOXE na ce CnyuH
CKOPO CJIell 3an104YBaHe Ha JIEYeHHEeTO U OOHKHOBEHO € ODOpaTUMO CNE NMPEKPATABAHETO My. B
AOMbNHEHUE, HMa AOKIaABAHU C1Yy4au HA CTECHEeHHWe Ha ductus arteriosus cnel A€4eHHE Npe3 BTOPHA
TPHUMECTDBP, NOBEUETO OT KOUTO Ca C€ Bb3CTAHOBUI/IH CIIEA IPEKPATABAHE Ha IEYEHUETO.
CneaoBaTenHo, npe3 MLPBOTO U BTOPOTO TPHMECEUHE OT OpeMeHHOCTTa, Hdynpoden ve Tpsabsa aa ce
npHaara, OCBEH MpH ACHK MEAHLMHCKH Noka3zaHua. Ako HOynpodeH ce H3INon3ea OT XeHa, KOATO ce
ONUTBA A3 3abpeMeHee WK Npe3 NbPBOTO H BTOPOTO TPUMECEHHE HA OpeMEeHHOCTTa, JO3HpOBKaTa
Tpabpa 1a ObAe BE3MOMHO HAH-HUCKA, @ MPOABKHTENHOCTTA Ha JIEUEHUETO - Bb3MOXKHO Hal-KpaTka.
Tpsbea xa ce 0O6MMUCNIH MOHMTOPHHT Ha 111044 32 OIMIOXMAPAMHHOH Y CTECHEHHE Ha ductus
arteriosus ciie/i eKCro3uuua Ha HoynpodeH B NpOAbLKEHHE HA HAKOJIKO [IHH Che] ABaJeceTa
recTalltoHHa ceamuua. [IpuembT Ha HOynpodeH TpsdOBa 1a ObAE npekpareH, ako ce Habnogaear
ONMIOXHAPAMHHOH U/TH CTECHeHHE Ha ductus arteriosus.

[Ipe3 TpeTa TpUMeCTLP HA OPEMEHHOCTTA BCHYKH HHXMOMTOPH HA NpOCTarjaHAHHOBHS CHHTES

MOraT [a M3J103KaT IU10a HA CACAHUTE PUCKORBE:

- KapAHO-ITYIMOHAPHA TOKCHUYHOCT (NpexXIeBpEMEHHO CTeCHeHWe/3aTBapsiHe Ha ductus arteriosus
H MYJIMOHapHa XUNEPTOHHUA ),

- yBpexaaHe Ha ObOpeuHara dyHKuMs, KOETO MOXe 1a nporpecupa a0 6ndpeuna
HEeJAOCTATBYHOCT ¢ ONUNOXHIAPAMHHOH (BX. MO-TOpe),

a MaiiKaTa U HOBOPOJEHOTO B Kpas Ha OpeMEHHOCTTA, Ha PUCK OT:

- Bb3MOXHO YAB/DKABAHE HA BPEMETO HA KbPBEHE — aHTMArperaHTeH edexT, KOHTO MOXKE J1a
HACTBINY JAKE MPU MHOTO HUCKH J03H;

- O/lOKHpaHe Ha KOHTPaKLIMUTE Ha MaTKaTa, KOeTO BOAH A0 3a0aBeHO WM YOBDKEHO paXKIaHe.

CnepoatenHo HOynpodeH e NpOTUBONOKA3aH MO BpeME Ha MOCAEAHHS TPUMECTLp Ha OpeMeHHOCTTA.

Kvpmene

HbOynpodeH ce oTaAc/A B KbpMaTa, HO MTPU TEPANEBTHYHH J03U MO BPEME Ha KPATKOCPOUHO JleHeHHE
PUCKET OT €EKT BbPXY KbpPMaueTO M3IIEKAa MATKO BEPOATCH. AKO BCE NAK € NPEANUCaHO Mo-
MPOABLJDKUTEHO JIeUeHHe, TpAOBa Ja C€ MOMUCIIH 32 PAaHHOTO OTOMBAHE HA KbPMAYETO.

Depmurumem

Ynorpebara Ha UOynpoden moxe aa yepean GepTUAMTETA U 3aTOBA HE CE NPENOPBLUYBA MPH XKEHH,
KOWTO C€ ONHTBAT Aa 3a4eHaT. [1pH XKeHH, KOWTO UMAT NPobIEMU ChC 3a4UEBAHETO UK CE€ U3CTICABAT
3a 6e3nnoame, TpadbBa Aa ce NOMUCU 3a IPEYCTAHOBABAHE NpUeMa Ha HOynpodeH.

4.7 EdexrTn BLpxy cnocobuocrTa 3a mopHpaHe B padora ¢ MAHIRHH

ObukHoBeHO HOynpodeH He nosiunsea cnocoOHOCTTA 3a WodHupaHe U padoTa ¢ Mautnku. M Bee nak,
ThLit KATO B FONIEMH A03H MOTaT Aa ce HabNoaaBaT HeXKeNaHu peakLHH KaTo yMopa, CbHJIMBOCT,
CBETOBBPTEXK (32 HETO ¢€ CbOOLIABA YECTO) H 3PUTENTHH CMYLLEHHUA (HEYECTO), B OTAENHH CITy4au Te
MOTaT Ja MOBJIHAAT CNOCOOHOCTTA 3a WodupaHe ¥ paboTa ¢ MaIHHK. TO3M eeKT ce 3acHiBa OT
¢HOBPEMEHHATA KOHCYMAaLIUS Ha ajAKOXOod.

4.8 HexenaHn TeKApPCTBEHH PEAKIHH

Hali-uecTtuTe HexkeNaHH nekapcrBeHH peakuudu (HJIP) ca racTpoMHTeCTUHAIHHTE CMYLLIEHHA.
Habnronaeat ce: nenruyHa A38a, nepdopalus WK raCTPOHHTECTHHAHO KbPBEHE, NOHAKOra
araneH u3xoa U ocoOCHO NMPH NAUMEHTH B HanpeaHata Bb3pacT (Bx. Touka 4.4). Uma ¢
rajeHe, rnOBpbLUaHe, AMapus, GuatyneHUHA, KOHCTHIIALMA, AUCIENCHSA, KopeMHa B0k
XE€MAaTEMEA, YIILIEpaTHBEH CTOMATHT, 00ocTpeH KoauT u bonect Ha Kpon (Bxk. Touka 42.
HeyecTa peakuus ce Habntogaea racTpHr.




HJIP ca B noseueTo ciy4an 10303aBUCHMHU. OCODEHO PHCKBT OT raCTPOHHTECTHHANIHO KbpPBEHE
3aBUCH OT J03UPOBKATa M MPOABLDKUTENHOCTTA Ha JIeYeHHeTO. 3a APYrH PHCKOBH (raKTopH BHX T. 4.4.

JlaHHU OT KJTHHHYHH H ENUAEMHONONHYHH W3NMUTBAHUA NMOKa3BaT, Y€ ynorpedbara Ha nbynpogen,
ocobeHo B ronemu no3u (2400 mg AHEBHO) H NPH MPOXLMKUTENHO JIEUEHHE, CE CBBHP3BA C JIEKO
NOBULUEH PHCK OT ApTepHAIHH TPOMOOTHYHH CHOUTHA (HANpP. MHOKAPAEH HHPAPKT HIH HHCYNT) (BXK.

Touka 4.4).

Bus BPb3Ka C ICHUCHUETO € HECTCPOHUIHH NPOTUBROBB3NAJIUTCAHU CPCICTBA HMA CbOOLIECHHA 32 CACM,
XHITCPTOHHA H ChpACHHA HEQOCTATBUHOCT.

HJIP He ca TonkoBa yecTH npu MakcumanHa no3a 1200 mg nHesHo.

HexenaHuTe peakLuH ca NOAPEACHH 10 YECTOTa, COPE CNEAHATA KOHBEHLMA: MHOrO yecTH (=1/10);
yectdH (>1/100 no <1/10); Hevwectn (=1/1000 no <1/100); peoku (=1/10000 no <1/1000); MHoro peaku
(<1/10000) BxitounTENHO OTACAHH CLOOLIEeHUA. [Tpu BCAko rpynupaHe B 3aBUCHMOCT OT 4eCTOTaTa
HEXEJAHUTE NEKAPCTREHH peakLMK ¢ce H3DposBaT B HA3XOAALL pel MO OTHOLLUEHHE Ha TAXHATA

CCPHO3HOCT.

Jlaboparopuu HicieaBaHANA

Peaku:

[ToBHiIEHH HHBA Ha a30T B KPbBHATA YpeA, HA CEPYMHUTE TPAHCAMHHA3H H
ankanHaTta Gocdarasa, MOHMKEHH CTOKHOCTH HA XEMOrTTOOHH M XeMAaTOKPHT,
OnoKHpaHe Ha TPOMOOLIMTHATA arperalys, YOL/DKEHO BpeME Ha KbpBEHE,
HaMaJleHO HUBO Ha CEPYMHMs KaJILMii, MOBHIIEHHE HA CEPYMHATa
KOHLIEHTpaLHg Ha MMKOYHATA KHCENHHA.

Coupaeynn napyuienns

MHoro peaky:

[TannuTtauuu, cbpae4yHa HEAOCTATBYHOCT, MHOKapAeH HH(APKT, OCTHP
benoapodben enem, e1eM

C Heu3BecTHa
4ecToTa:

Cungpom Ha Kounts

HapyileHHs A KPBLBTA H JJHMQHATA CHCTEMA

MHoro peaku:

AHeMHs, NEBKOTICHUA, TPDMGDI.I,HTDI'IEHHSI, NAHUHTOINCHHA, aIrpaHyJ101LHTO34.
n'prHTe CHUMITTOMH KJIH TNpH3HalLIH MOTI4T la BKJTHOYBAT, q)eﬁpHﬂHH CbCTOAHHA,
Bb3NAJNCHHE HA bpPA0OTO, NIOBbPXHOCTHH A3BH B YCTHATA KYXHHA,
FPHI'IOI'IG,[[OGHH CHMITOMH, TCKKA YMOP4A, KbpBCHC OT HOCA H KOXKaTAa.

HapymieHHs BHa HEPBHATA CHCTEMA

YecTu: ['naBobonue, CLHAMBOCT, CBETOBBLPTENK, YMOPA, AXXHTAUMSA, 3aMaiBaHeE,
Oe3chHHKE, pa3/iPa3HUTEHOCT

MHoro penkmu: AcenTHyeH MEHUHTUT

OunH HapYIUeHHA

HeuecTtu: 3pUTENHH CMYLIEHHA

Penxu: TokcHuHa aMOJIHOTIATHSA

Hapymenus HA yX0TO H JaOHPHHTA

Muoro peakn:

| Tunutyc

PecnHpaTOpHH, rPLAHH H MEAHACTHHAJIHH HAPYUICHHA

C Heun3BecTHA
yecToTa:

Punut, 6poHxocnaszbm

CToMAIINO-YpEeBHH HAPYUICHHA

MHoOro uecTtu:

CTOMALIHK KHUCETUHH, AUCIENCHA, KOpeMHa Oonka, rageHe,
@naTyIeHUMS, AHAPHs1, KOHCTHNALUS <

YecTH:

['acTpOMHTECTHHANHH A3BH, [IOHAKOra ¢ KbpBEHE H nepcbopam#la:(ﬁm, TO*{KEL

4.4), ckpHTa KpbBO3ary0a, KofsTO MOXKE 1a IOBEAE 10 aHeMus, MeJleHa, W, :;;._" !
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XeMarcMesa, YJUCPaTHBCH CTOMATHT, KOJIHT, DﬁDCTpHHe Ha YpCBHA
HEIMPOXOAHUMOCT, YCJINOKHCHHA OT ANBEPTHKYJIK HA nebenoto HEPBO

(neptopauns, pucryna)

Heuectn: ["acTpuT

MHoro peaku: E3odarur, NaHKpeaTHT, HHTECTHHAIHH CTPUKTYPH (YPEeBHH CTECHEHHA)
Hapyuienns ua 60pennTe H NHKOYHHTE NBbTHIIA

HeuecTu: Exem, ocobeHO Npy NauMeHTH ¢ apTepUaliHa XHIMEepTOHUS Wik ObOpeuHa

HEAOCTATHYHOCT, HE(PPOTHUYEH CHHAPOM, HHTEPCTHLHAIEH HEPPHUT, KOUTO
MOKe na ObJie CBbP3aH ¢ G’bﬁpeq Ha HEeJ0CTAThYHOCT.

MHoro peaku: bu6peuHa nanuaapHa HEKpoO3a Npy NpoAbKHTENHA ynoTpeda (8. Touka 4.4)
HapyilleHHA Ha KOKATA H NOJKOXKHATA THKaH

HeuecTn: doTocencudbunn3aLys

MHoro peaku: TexkKH KOXKHU HEKenaHy peakurk (SCAR) (BKMIOUHTENHO epUTEMA

MyaTU¢OpME, ekcoauaTured AEPMaTHT, CHHAPOM Ha Stevens-Johnson u
TOKCHYHA eNyaepMaiHa HeKpoJu3a)

C neussecTHa JlexapcTBeHa peakuus ¢ e03HHOdHANA U cHcTeMHH cumnToMu (DRESS

4ecToTa CHHAPOM)
OcTpa reHepaiH3HpaHa ek3aHTemaTo3Ha nyctyJsiosa (AGEP)

CowaoBn HAapYIICHHUA

MHOro peaKu: XHNEpTOHUS

HapymeHns #a HMYHHATA CHCTEMA

HeuecTn: Peakuuu Ha CBPBXUYBCTBUTENHOCT — ypTHKapui, Cbpbex, myprmypa y
€K3aHTEMa, KAKTO M aCTMaTHYHH NPHUCTHNH (MOHAKOra C XHNOTOHHA)

Penku: CHHIPOM Ha JIyNyC €pUTEMATONEC

MHOro peaku: TexkH peaxuMy Ha CBPbXYYBCTBUTENHOCT. CHMNTOMMTE MOFaT 1a BKJIKOYBAT:

JJAUCB OTOK, Hab1LOBaHE HA C3UKa, BbTPCLUHO JIAPHUHTICAJTHO HabbOBaHe CbC
CBHUBAHC Ha AUXATC/THHTC [IbTHIIE, AUCIHECA, TAXHKAPAHA, MOHHXKABaHE Ha
KPbBHOTO HaJIAraHEC 4O TOYKATA Ha XKHBOTO3aCTpdllaBalll HIOK.

Xenaro-ORIRAPHA RAPYIICHHASA

C Heu3BecTHa Hapyuwena yepHoapoOHa GyHKLMA, 4epHOAPOOHA HENOCTATBYHOCT, XENATHT U
4eCTOTa: KBJATEHHLIA

IICHXHYHH HAPYIIEHAA

Penku: JdenpecHa, o0bpkBaHe, XantOLUHHALHH

Corobuarane Ha NOAO3INPAHN HEXKENAHU PEAKIINY

CrobutaBaHeTo Ha NOAO3IMPAHN HEXKENAHU PEaKkLMUH cliell pa3pellaBaHe 3a ynorpeda Ha JieKapcTBEHHA
NPOAYKT € Ba)KHO. TORa M03BOJIABA Ja MPOABILKY HAONIOAEHHETO Ha CbOTHOWIEHUETO NOA3a/PUCK 34
NneKapcTBEHUS NpoAYKT. OT MEAHLHHCKHTE CTIELIMAIUCTH C€ H3HCKBA 12 ChoO11ABAT BCAKA

MOAO3HPAHA HEXKENTAHM peakuus KbM: MambnHuTenya areHuus no nexkapcereara, yi. ., Jlaman ['pyes”
Ne 8, 1303 Codus, Ten.: +35928903417, yebcaitr: www.bda.bg.

4.9 Ilpeno3npane

[Mornswanero Ha noseue o1 400 mg/kg oT fnena moxke na ce NPOABH 4pe3 pa3iMuHH cUMITOMH. [Tpu
Bb3PACTHH PCAKUIMHUTE HA NPEAO3UPAHE HE ¢a TaKa u3paseHu. [lepuoabT HA NOSYKHBOT NPH
npeao3upade ¢ 1,5-3 4aca.

[IpH cepHO3HO OTpaBsAHE MOXKeE Ja HACTbNY METaDONUTHA aLna03a.

Cumnmomu
CvMNTOMUTE HA NPEAO3MPAHE BKIIOUBAT raicHe, NOBpbIlaHe, O0AKH B eNHracTpuyma

Ce W3pa3fBa B ChHIMBOCT, MOHAKOTa BL30yAa U Ae3opHeHTauus uin koMa. [ToHakora ngledTure <.
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u3najar B KoHByacHHM. [1pu aeua Moxke na ce HabnoaaBa MHOKNOHYC ¢ KpaMnu. [1pu cepro3Ho
OTPaBsSHE MOXE 12 HACTBLNY MeTaboIUTHA aun103a ¥ NPOTPOMOHHOBOTO BPEME MOXKE [1a CE YBJIKH,
BEPOATHO NOPaM ACHCTBHETO H ALIMPKYNHPALLHTE KPbBOCBCHPBALLHN (akTOpH. Bb3MOXKHU ca ocTpa
ObOpeuHa HEAOCTATBYHOCT, YUEPHOAPOOHO yBpeKAAHE, XUMOTOHHA, NIOTUCKAHE HA AULUAHETO H
uuaHosa. [Ipy acTMaTMUMTE € Bb3MOKHO 0DOCTpsiHE HA acTMAaTa.

[IpoabnxuTenHaTta ynorpeda B 10-BUCOKH OT NPEMOPbUHTENHUATE N03M HIH NPEAO3HPAHE MOKE 13
aoeeae Ao 61x0peyHa TyOynHa auuao3a U XHINOKATHEMHSL.

Jleyenue

JleuenueTo € noaabpXKao 4 CHMOTOMATHYHO, KATO BKJIIOYBA MOAABPKAHETO HA YUCTH AUXATENHU
MbTHLLA H MOHHUTOPHPAHE HAa CbPAEYHHUTE U XHU3IHECHH MOKA3ATENH A0 CTabuiu3npaHe Ha NallMEHTA.
[Tpenopbusa ce NPOMUBKA HA CTOMAaxa WK NEPOPATTHO NPUIOKEHHE HA AKTHBEH BBIJIEH B CPOK OT |
yac, ako naiueHTHT e npuen noeede ot 400 mg/kg TenecHo ternio. Ako UbynpodeH Beue e
abcopbupaH € HeobxoauMO MpuUiIaraHe Ha ankaaHHi cybcTaHUMHM, 3a 14 €€ YCKOPU eKCKPELIATA Ha
KUCEeTHHHUA ubynpodeH B ypuHaTa. | [pU HaAHUHE HA YECTH HIIH MPOAB/DKUTENHA KOHBYJICHH, T
TpAOBA 1A Ce JIEKYBaT C HHTPABEHO3HO MPHIIOKEH AHA3enaM WiM JopasenaM. B cnyyait Ha acTMa aa ce
H3noJizeat OSpoHxoaunararopu. He chitiecTeyBa cneuudryeH aHTHAOT.

5. ®APMAKOJIOTMYHH CBOHCTBA
5.1 PapMaKOAHHAMHYHH CBOHCTBA

(dapmakoTepaneBTHYHA Ipyria; HECTEPOHAHH NPOTUBOBRB3NATHTEIIHH U AHTHPEBMATHYHH JIEKAPCTBEHH
MpOAYKTH, MPOK3BOAHH Ha NPOIIHOHOBATA KHCEJIMHA

ATC xon: MOTAEQO]

HOynpodeH € HECTEPOUIHO NPOTHROBBLIMAIUTENHO CPEeACTRO, KOETO MPUTEXABA AHAITETHYHO,
NPOTHROBBINAINTETHO M AHTHIHPETHYHO OeicTBHe. JXHBOTHHCKH MOAENH 338 OO/KA M BhL3NAJICHUE
NoKa3ear, 4e ubynpogeH epekTHBHO HHXHOHpA cHHTE3a Ha npocTtarnaHauHute. I[lpu xopa,
ubynpoden obnekuapa Gonkara, MPUYHHEHA OT Bb3NAISHHE WM CBbP3aHAa ¢ HEro, OTOK ¥ MOBHLIEHA
temnepatypa. Hoynpoden uma naxubutopeH edekt BbpXy npocTariaHJHHOBHSA CHHTE3 KaTO
MHXHOHpa aKTUBHOCTTA Ha UUKNoOKkcureHasara. OceeH ToBa uOynpodeH uMa uHXubUTOpeH edekr
Bbpxy ADP (aneHo3un audocdar) MM KonareH-cTUMyJjinpaHa TpoMOOLIMTHA arperanus.

ExcnepuMeHTanHHA JaHHM NOKa3BarT, 4e WoynpodeH moxe aa 0sokupa edekra Ha ACTTHPUH B HAUCKH
RO3H BbPXY TpomMOOUMTHATA arperauys, Korato ce npunarar eqHoBpeMeHHo. B €1Ho npoyuBaHe, npu
KOETO eJHOoKpaTHa no3a ubynpoden 400 mg e npwnoxkena 8 yaca npean v 30 MUHYTH cJiel
NpWiaraHe Ha aUeTHICATHLIMIOBA KHCENrHA ¢ He3abaBHO ocsoboxaasaHe (81 mg), ce Habmoaasa
HamMaleH e(EKT Ha aLETUICATULIMIIOBATA KUCE/IMHA BbpXY 00pazyBaHeTO Ha TPOMOOKCAH WK
TpoMOOUWTHA arperauus. OrpaHHUYeHUTE JaHHH U HECUTYPHOCTTA OTHOCHO €KCTPANONal|aTa Ha
AaHHH €X VIVO KbM KJIHHUYHA CHTYalHUa NTOKA3BaT, Y& He MOraT Ja C€ NPaBAT TBbPAM 3aKJIIOUEHHA 33
peaosHaTta ynotpeba Ha HOynpodeH U 4e KITHHUYHO 3HaYMM e(PEeKT € MaIKO BEPOATEH NpH
ceoboaHaTa ynoTpeda Ha ubynpoden.

MbynpodeH nHxubupa npoctariaHIMHOBRHA CHHTE3 B MaTKaTa, ¢ KOETO HamanaBa OTITyCKaHETO Ha
MAaTKaTa H aKTUBHOTO HANSATaHE, NEPHOAHYHUTE KOHTPAKLIMM Ha MaTKaTa H KOJTHYECTBOTO
NpocTariaHauHy, KOMTO c€ OCBOO0KAaBaT B KpbBoobpaleHHeTo. C Te3W NMpoMeHH ce oDACHABa
obnekyaBaHeTo Ha MeHCTpyanHuTe 6onku. Hoynpoden Snoknpa 6b0peunna npocTarnanAMHOB
CHHTE3, KOUTO MOXKe Aa Aoseae a0 6b0peuHa HEJOCTATLYHOCT, 3a0bPKAaHe Ha TeYHOCTH W ChpacyHa
HEeAOCTATBYHOCT NIPH PUCKOBHU NAUKEHTH (BX. Touka 4.3).

[IpocTarnaHaMHHUTE ca CBbP3aHY C OBYJIauMaTa M 3atoBa ynorpebara Ha nekapcTBeH

KOUTO ONOKMpaT npocTarjaHaHHOBHA CHUHTE3 MOraT [ia MOBAUAAT epTUInTeTa Ha
4.4,4.6 u5.3).
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5.2 PapmMakoKHHeTHUYHH CBOHCTBA

Abcopbyusn.
NoynpodeH ce abcopbupa 6bp30 OT raCTPOUMHTECTHHATHHA TPAKT, MAKCUMATHUTE CEPYMHH
KOHUECHTPaUWH C€ JOCTHraT 43 MHHYTH CI€ MPUEM Ha IMaaHo H 1-2 yaca 1ipu i1puem Caea xpaHa.

Paznpedenenue:
Hbynpoden ce paznpenens 0bp30 B Lienua opradvuzbm. CBbP3BAHETO C NNAIMEHUTE NPOTEHHU €
okono 99 %.

Memabonuzvm.
HOynpodeH ce merabonniupa B 4epHUa Apod (XUAPOKCHAMPAHE, KapOOKCHIHPaHE).

Exckpeyua.

ENAMMHHALMOHHKUSAT NOMYXHBOT € NpHOJIM3UTENHO 2,5 Yaca npH 34paBH HHAHUBYUAHK. DapMaKOJIOrHYHO
HEaKTHBHUTE MeTaDOIMTH ce exckpeTupaT ocHOBHO (90 %) npe3 OubpeuuTe, HO chLIO U Npe3
XIThUKATA.

3.3 IlpeakHHHYHH JAHHH 32 0e30MACHOCT

Toii karo bynpodeH e 1o6pe NO3HAT U LLUMPOKO U3NON3BAH, NPEAKITHHHYHHTE AaHHY 0e30MacHOCT ca
OOKYMEHTHPAHH.

CybxpoHH4HaTa U XPOHUYHATA TOKCHUYHOCT HA HOynpodeH € NMoKa3aHa IJ1aBHO B [IPOYUBAHHSA C
>KUBOTHH KaTO YBPEKAAHE HA XPAHOCMHUJIATCNIHUA TPAKT W A3BH.

TecToseTe in vitro 4 in vivo He NOKa3BaT KIIMHUYHO ZHAYMMM MPU3HALIM HA MYTAreHeH NoTeHLHan Ha
ndbynpodeH.

He ca HabmogaBaHy KapUUHOT€HHHU €(EKTH NIPH MULIKH H ILTbXOBE.

NoynpogeHn uHxubupa oBysiaLMATa NpH 3aiLM U YBPEKAa HMILIAHTAUKATA [TPH pa3/IHuHU
*KHBOTHHCKH BHAOBE (3aiiLM, riibXxoBe H MULLKH). [1pH penpoaykTHBHM TECTOBE, NMPOBEAEHH C
MILXOBE M 3ailuu, OynpodeH npeMuHaBa npe3 naauedTarta. Korato ce H3non3sat TOKCHYHH 32
MaiiKkara QO3H, N0-4eCcTo ce HabmoaaBaT mandopmMalium (T.€. BEHTPUKYIApeH cenTalied aedekr).

6. ®APMAIIEBTUMHU JAHHHA

6.1 ChnHcbk HA NOMOUIHH BelllecTBA

Hopo na mabnemxkama
MuxkpokpucTanHa ueaynosa (E460)
JlakTo3a MoHOXHApAT

Kpockapmestoza HaTpuid

Konouaed cunvuures auoxcua, 6e3soaeH
[loNWBHHW NHPOAUACH

LlapeBuunO HHLIeCTE

HaTtpuer naypun cyndgar

Marue3sues creapar (ES572)

Duimoso nokpumue
XHAPOKCHIIPONHN LIENYJ03a
Xunpomenosa (3 cps) (E464)
[Monueruned rnukon 400
Xunpomenosa (6cps) (E464)
Twutador guoxkcua (E171)

6.2 HecnBMeCTHMOCTH

Henpuinoxumo.




6.3 Cpok Ha rogHocT

3 roguHM

6.4 ChneuHAJIHH YC/IOBHS HA ChXPaHEHHE

Ia ce cbxpanasa npu TeMnepatypa noa 25° C.

6.5 Bua s chabpxkaHHe HA ONIAKOBKATA

PVC/Al 6ancrepn

Onaxosku:

JOJIOPEH 200 mg ¢uamupasn tabnetku - 10 naun 20 tabnetku.
JOJIOPEH 400 mg ¢punmupanu Tabnetku - 12 unu 24 tabnerkm.
He BcHuykH BUIOBE OMAKOBKH MOTaT Aa ObJAT MyCHATH Ha Nna3apa.

6.6 ChnexHANHH NpeANA3HH MEPKH MPH HIXBbLPJaAHE K paboTa

Hama cnenuanHu U3HMCKBAHUA.

7. TIPATEXATEJI HA PASPEIIIEHHETO 3A YIIOTPEBA

EKODAPM I'PVII A]]

yia. Aranac [lykos Ne29, er. 3,
1407 Codus, brnrapus

Ten.: (02) 906 90 70

dakc: (02) 906 90 71

8. HOMEP(A) HA PAJPEHIEHHUETO 3A YIIOTPEDBA

JOJIOPEH 200 mg ¢unmupanu tabnerku — Per. Homep 20120534
JOJIOPEH 400 mg dunmupanu Tadbnetku — Per. nomep 20120535

9. HJATA HA ITBPBO PAZPEHIABAHE/IIOJHOBABAHE HA PAZPEIHEHHUETO 3A
YIIOTPEDBA

JlaTta Ha mbpBo paspewmaeane:; 09.11.2012 r.
aTta Ha NogHOBABaHE Ha pa3peilneHHeTo 3a ynorpeda: 07.11.2017 r.

10. IATA HA AKTYAJINIUPAHE HA TEKCTA
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