KPATKA XAPAKTEPUCTHKA HA TIPOJIYKTA

1.  HUME HA JIEKAPCTBEHMUS ITPOJAYKT N3TTLJIHHTENHA ATEHUMS NO MKAPCTBATA
UBYIIPOM GOPTE 400 mg ¢ 6 : oozr/zr
mg (UIMHPaHH Ta0JIETKH | 6:9 0 K /
[BUPROM FORTE 400 mg film-coated tablets blolas it ’13 L "} Z?-j Stotsmseschasees
p IDOWeHUS
ISR 031 BT o e e : N'gﬂz _g ‘,-y 07 Dt 023
- Kt BG/MA/MP - . ’é A
IBUPROM REGULAR 200 mg fi lm-coated tablets Ogobperiss ijt’a m‘rg:m:..

2. KAYECTBEH A KOJIMYECTBEH CHhCTAB

I unmupana tabnerka chabpxa 400 mg ubynpoden (ibuprofen).

3a MBJIHUSA CIIMCHK HA NMOMOLHUTE BELLEeCTBA BUIKTE TouKka 6.1

3. JIEKAPCTBEHA ®OPMA

Ounmupana tabnerka

ABYIIPOM ®OPTE 400 mg duimupany tabierks
Benu 710 mo4uTH Oenu nponmror;am IBOHHOM3ITBKHAJIH ¢punmupany Tabnerku ( 18 mm x 8 mm ) ¢
JIEKO MOJIMpaHa MoBbPXHOCT.

. .-,’ ﬁ PE\, r;‘ II}.' },J:vi:-ve JEEHF v;v; .
Benn 10 nouty Geny ﬂpDﬂ'bHFOBaTH ,[[BOHHOHBI‘ILKH&J]H puamupanu Tabnetku (15 mm x 6 mm) ¢
JICKO Mo/MpaHa MoBbPXHOCT M ¢ rpaBupaH Haanuc “RR” ot exnara crpana.

4. K/IMHUYHHU JAHHU
4.1 TepaneBTHYHHM NOKA3ZAHHUS

Jlexu no ymepenu 6osiku ¢ paznuueH npousxoa:

- rnaBodosue, HarnpuMep MHUrpeHa,

— nymbocakpanHa 6oJika,

- 3b0Ha 00JIKa, HANMpPUMep cliell eKCTPaKIMs Ha 350,
~ HEeBpaJrus,

- MHaITHs U OCTeoapTUKyJapHa 6oika,

- JIMCMEeHOopes.

[loBuiuena Temneparypa npu rpumn ¥ HaCTHHKA.

UBYIIPOM ®OPTE/PEI'YJIAP e nokasas [MPH BH3PACTHU W FOHOIIM HaJl 12 FOIMHU M C T
Terso > 40 kg.




4.2 Jlo3HpOBKa H HAYHH HA NPHJIOKEHHE

[MpoaykTsT TpAGBA /1a € NNpHEMa NMepopaHO 33 KPaTKO BpeMe
HexxenauuTe peakiMi MOTaT /1a ce CBEJaT I0 MUHUMYM, KaTo Ce M3II0/I3Ba HaH-HUCKaTa e(eKTHBHA
11032 32 Hal-KpaTKus neproz, HeoO6XoauM 3a obJieKyaBaHe Ha CHMITTOMHTE (BK. TouKa 4.4).

BKa
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Bb3pacTHH H I0HOWIM Haa 12 roauny ¥ ¢ TeecHa maca > 40 kg: 1 tabnietka Ha Beeku 4 yaca.
‘Tabaerkure TpsOBa aa ce npuemar ¢ Boza. [la He ce usnonspar noseye ot 3 Tabnerku (1200 mg
noynpodeH) AHEBHO.

Bb3pacTHU ¥ IOHOIIK Hal 12 roanHH U C Tenec

Ha Maca > 40 kg: 1 wnu 2 TabneTku Ha Bceku 4-6 yaca.
Ta6nerkure TpaGBa na ce npuemar ¢ Boaa. Jla He ce u3nonssar noseye ot 6 Tabnerku (1200 mg
uOynpodeH) AHEBHO.

B ciyuaii Ha yepHOAPOGHO My OGbOpeyHO yBpexkaaHe 103uTe TpsidBa fa ce ananTupar
WHHUBHYAJTHO.

ﬂega M FOHOLIH

ToBa IeKapcTBO HE € MOKa3aHo 3a JeLia Ha Bb3pacT MoA 12 rofuHH.

[launeHTH B cTapyecka Bb3pacT
[TanmeHTH B cTapyecKa Bb3pacT: HE C€ W3MCKBA NMPOMsHA Ha J103aTa.

AKO e He0OXOAMMO TO3H JIEKAPCTBEH MPOJYKT J1a Ce NMpueMa 1oseye OT 3 AHH WK CHMIITOMUTE Ce
BjolIaT, TpAOBa a ce HarnpaBu KOHCYJITALMUA C JIeKap.

4.3 IIpornBonokKa3aHus

JlekapCTBEHUAT MPOAYKT € MPOTHBOINOKA3AH MPH CJISHUTE NaLMeHTH:

— ChC CBPBXYYBCTBUTETHOCT KbM HOYNpPO(eH Wik KbM HAKOE OT MOMOIIHHKTE BELLECTBA,
n3GpoeHH B Touka 6.1, M KbM JPyrH HeCTepOHAHH npoTuBoBb3nanuresnu cpeactsa (HCIIBC),

- C TIPEMILIHM MPOSBH HA aJlepruyHa CBPbXUYYBCTBUTEIHOCT (Hanpumep ypTHKapus, PUHHT,
aHruoeeM MM OpoHXHMaIHa acTMa) CJIe/ MPHEM Ha aLeTH/ICAJTMIIMIIOBA KHCEIHHA WK IpYTH
HecTepouaHHM npoTHBOBB3NnanuTenHu cpeacrsa (HCIIBC), |

o= C aKTUBHA CTOMAIIIHA A3Ba UJIM C aHaMHeE3a 3a CTOMalllHa A3Ba W/WIM s13Ba HA

JIBAHA/1ECETONPBCTHUKA, UJIH KPbBOU3/IUB ([1Ba MJIK MOBEYE OTUETIMBY €MH30/1a Ha JI0Ka3aHa
yJLepanus Wiu KbpBeHe),

- ¢ aHaMHe3a 3a CTOMALIHO-UYPEBHO KbpBeHe WK nepdopaiiis BbB Bpb3Ka ¢ MperIliHa Tepanus ¢
HCIIBC (Bx. Touka 4.4),

- ¢ TeXKKA YepHOAPOOHA HEAOCTATHYHOCT, TEKKA OBOpeUHa HeLOCTATEYHOCT WIIH TEXKKA
cppeuna HepoctarbuHocT (knac IV no NYHA) (x. Touka 4.4),

- B M1OCJIEIHMS TPUMECTBP Ha OpeMeHHoCTTa (BXK. TOuKa 4.6).
- C XeMoparuyHa juaresa.

4.4 CrnenuajHu npeaynpeKaeHns H NpeaAnasHu MepKH npH ynorpebda

-"-'F‘

TpsGea na ce BHMMaBa npu ynorpeda Ha JIeKapCTBEHHs MPOAYKT NPH MALMEHTH CbC: _~~
- cuctemen nynyc epuremaroznec (CJIE) u cMeceHa CheIMHUTEIHOThKAHHA 605%;5.,_1

/O e
~ CTOMAIIHO-YpEBHU 3a00JIIBAHUSA M XPOHMYHO BB3MAJUTEIHO 3a00JIsIBaHe Ha AepBaTa
e~ i
(ynueposeH koaut, 6onect Ha Crohn), (EX
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- OBOpevHO yBpexaaHe,
— 4epHOAPOOHO yBpEKaAaHe,
— nedeKkTH B KpbBOChcupBaHeTo (MOynpodeH Mojke 1a ybJDKH BPEMETO @ KbpPBEHE).

Hesxenanure peaky Morar ia ce CBeJar 10 MHHHMYM, KaTO CE U3I10/13Ba Hali-HUCKaTa eeKTHBHA
1034 32 Hal-KpaTKUs NepHoJl, HeoOXOAMMO 3a KOHTpoMpaHe Ha cumnromuTe (BxK. CH
CHPAEYHOCHOBH PUCKOBE MO-A0ITY).

[MaupeHTH B CTapyecka Bh3pacT: PUCKBT OT He)XeNTaHHU PeaKiHH Ha JIEKapCTBEHHs MIPOLYKT, 0COOEHO
CTOMALIHO-YPEBHO KbpBEHE U nepdopaLius, KOUTO MOXKE J1a €a C JIETaIeH W3XO/ (BXK. To4Ka 4.2) npH
XOpa B cTapyecka Bb3pacT, € MO-BUCOK OTKOJIKOTO INMpPH MO-MJIaJIH NMaLHEHTH.

JluxaTtenHa cucrema: Moske /1a ce MosiBM BHe3aneH OpOHXOCNasbM MNpH MaLKHEHTH, CTPaJallli OT UK C
npeavIIHa aHaMHe3a 3a OpOHXHAJTHA aCTMa WITH aJlepruyHo 3abo/saBaHe.

Hpyru HCl'IBC CrIbTeTBALIATa YNIOTpeGaTa Ha IeKapCTBEHHs NPOYKT UBYIIPO
OPTE/PEI'VJIAP ¢ HecTepOHIHH MPOTHBOBB3NAIMTETHH CPE/CTBA, BkTounTenHO COX-2
HHxnﬁuTopH Tpﬂﬁsa na ce u3bdarsa (Bxk. Touka 4.5).

SLE u cMeceHa CheIMHUTETHOTbKaHHa Oonect: CUCTEMEH JIYITyC epHTEMATO/IEC H CMECeHa
ChEeAMHUTETHOTbKAHHA 60IECT, MOPaH MOBUIIEHHS PUCK OT aCeNTHYEH MEHUHTHT (BXK. TOYKa 4.8).

Edpext BLPXY CTOMALIHO-YPEBHNS TPAKT: Tpsi6Ba 1a ce BHuMaBa, korato UBYITPON
OOPTE/PEI'YJIAP ce npunara npy nauuMeHTH ¢ aHAMHe3a 3a CTOMALLIHO- qpeBHo 3aﬁonﬂBaHe W
XPOHHYHO BB3MATMTENHO 3a60MsBaHe a yepsara (yJsuepo3eH konur, bonect Ha Crohn), Thi KaTO TE3H
3a00/1ABaHHA MOXKe J1a ce 00ocTpAT (BXK. TouKa 4.8).

Mma pUCK OT CTOMAIIIHO-YPEeBEeH KPBbBOU3IMB, YiIlepalys WK neppopaius, KOHTO MOXKe Jia ca
JIETAJIHA ¥ KOUTO He TpsiOBa HeMpeMeHHO Ja ca NpeALIeCTBAHM OT Npey npexaaBalld CAMNTOMHU HITH
MO3KE /1a Bb3HUKHAT IPH MaLMeHTH, KOUTO ca UMaJIM TaKMBa MpeaynpexaaBaiid CHMIITOMM.

PUCKBT OT CTOMALIHO-YPEBHO KbpPBEHE, YJILUepaLus WiH rnepgopawuus € rmo-BMCOK IpH MOBHILIABAHE HA
nosute Ha HCTIBC npu nauuyeHTH ¢ aHaMHe3a 3a A3Ba, 0COOEHO aKo € YCJI0KHEHA C KPbBOM3JIMB HITH
nepdopauus (Bx. Touka 4.3), KAKTO W NPU XOpa B CTaAp4YeCKa Bb3pacT,

[TaumeHTH ¢ aHaMHe3a 3a CTOMALHO-4YPeBHO 3a0os1siBaHe, 0COOEHO B CTapuecka Bb3pacT, TpsAOBa 1a
ObaT uHGOpMHUPaHH, Ye TPAOBA a yBeIOMIBAT TEXHUs JIeKap 3a BCAKAKBH HEOOHYaHHH CHMITTOMH,
CBBP3aHU C XpaHOCMUJIATEIHATa cHcTeMa (0CO0EHO KbPBEHE), MO-CNEIMATHO B HAYAJIHUS MEePHOA Ha
TepanuaTa. Te3u nauueHTH TpsaOBa 1a U3MOA3BAT Hail-HUCKATAa €(PEKTHBHA 1034 HA JIEKApPCTBEHHS
[MPOAYKT 3a Bb3MOKHO HaH-KPaTKO BpeMe.

[IpernopbuBa ce a ce BHUMaBa MpHU NaLMEeHTH, M0J1y4aBallld ChITbTCTBALLM JIEKapCTBa, KOUTO MOraT Aa
MOBUIIAT PUCKA OT CTOMAIHO-YPEBHU HApPYyIUEHHs, YJILUEPALUs WK KbPBEHE, KATO KOPTHKOCTEPOU/IH
WJIM AHTHKOAryJIaHTH KaTo Bap(apuH, CeNeKTUBHM MHXUOUTOPU HA 0OpaTHOTO 3axBalllaHe Ha
CEPOTOHMHA MJIM AaHTUTPOMOOTHYHH CPEJCTBA KAaTO alleTHICAIMLIAIOBA KHCEIHHA (BXK. TO4Ka 4.5)

[Ipy BE3HMKBaHE HAa CTOMAILHO-YPEBHO KbPBEHE UJIW YJILIEpaLys NP MalMEeHTH, N0/IyYaBalily
JIeKapCTBEHUs MPOYKT, JIeYeHUEeTo TpAOBa 1a ce cripe.

CbpaeuHO-CHA0BH U MO3BUHOCHA0BH edektu: M3uckBa ce na ce BHMMaRa (Aa ce 00CHIHM C JIgKap WiH
(apmauesT) npeau 3anoyBaHe Ha JIEYEHHUE MPH MALMEHTH ¢ aHAMHE3a 3a XUIIePTOHHS %ﬁ?‘t:b’bpneq Ha |
HeJOCTATHYHOCT, Thil KATO UMa ChOOLUEHHUS 3a 3a1bP)KaHe HA TEUHOCTH, XMIEPTOHHS HEAEM BHB. R
Bpb3ka ¢ Tepanus ¢ HCIIBC. &/ |
T | | "=.: a}
KivHu4HKMTE Npoy4YBaHHUs MOKa3BaT, Yye ynorpebara Ha uGynpodeH, 0coOeHO BbB BHCbKH nosm B | X ]
(2400 mg/neH) Moxke 1a € CBRbp3aHa C JICKO MOBUIIABaHE HA PUCKA OT apTepHAIHH Tpoluﬁo*rmﬂu -/
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cbOUTHS (HarpuMep MH(pAPKT Ha MUOKapAa WK HHCYJIT). KaTo 110 enuaeMHOIOrHYHUTE
MpOy4BaHUsA HE MOKa3BaT BPbh3Ka MEXKIy npveMa Ha HOyrnpodeH B HUCKH N03H (T.e. < 1200 mg/neH) u
[IOBHUILIABAHE HA PUCKA OT apTepHaIHK TpoMOoeMOoIuYHH CHOUTHS.

[TaumeHTH C HEKOHTPOJIMpaHa XUITEPTOHHS, 3acToiHa chpaeyHa HegoctaTbuHoCT (II-111 mo NYHA),
yCTaHOBEHA UcXeMHU4Ha OonecT Ha chpueTo, nepudepHa aprepraliHa 60JIECT W/HIH MO3BYHOCHIOBO
3abonsBaHe TpsAOBa 1a 6baaT NeKyBaHU ¢ HOynpodeH camo cliel BHUMaTe/IHA MPELIEHKa H /1a Ce
u30srear Bucokure 103u (2400 mg/nen).

TpsabBa 1a ce U3BBLPLIBA BHUMATEITHA MPELICHKA U MPEIH 3aM0YBaHe Ha JAJIrOCPOYHO JICUEHHE Ha
MallMeHTH C PUCKOBH (DAKTOPH 3a CHbPACYHOCHAOBH CHOMTHSA (HANIPUMEpP XHUIEPTOHUS,
XUNEpIHITUAEMHS, 3aXapeH AHadeT, TIOTIOHOMYIIEHE), 0cO0EHO ako € HeoOX0UM NPHEM Ha
uOynpodeH BpB BUCOKHU 1031 (2400 mg/nen).

Edektn Bbpxy 6b0peLTe U MHKOYHHTE IHTHILA: BsOpeyHOTO yBpeKaaHe MOKE IOMBJIHUTEIHO J1a Ce
BJIOLIM (BK. TOYKH 4.3 U 4.8). EnHoBpeMeHHaTa, AbirocpoyHa ynorpeta Ha pa3iu4yH{ aHAIreTHLIH
MOXKe J1a 1oBe/ie 0 yBpexaaHe Ha ObOpenuTe ¢ puck oT 660peyHa HEAOCTATBYHOCT (AHAJITETHYHA
HedponaTus).

Ynorpebara Ha JIeKapCTBOTO NMPH AEXHAPATHPAHH MALMEHTH - AeLa M IOHOLIM, OBHUINABA PHUCKA OT
Ob0peuHo yBpexaaHe.

Cepro3HH KOXKHH PEaKLIMH, HAKOU OT KOMTO JICTATHH, BKJIFOYHUTEIHO eKC(OTHATUBEH AEPMATHT,
CHMH/POM Ha Stevens-Johnson u TokcH4Ha enuaepMaiHa HEKpPOJTH3a, ce ChOOLIABAT PAIKO BB BPb3Ka
¢ ynotpebara Ha HCTIBC (k. Touka 4.8). [TaunenTuTe M3rnexna ca H3JI0KEHH Ha Hail-BUCOK PUCK
OT Te3M Peakly Ha paHeH eTall 110 BpEMe Ha JIEYEHUETO, KaTO HACTBIBAHETO HA PEAKLIUATA Ce
HabJ01aBa B M0BEYETO Cllyyau B PAMKHMTE Ha ITPBHS Mecel oT JieyenrneTo. Chobiasa ce 3a octpa
reHepajau3upaHa ek3aHreMaTosHa myctyiosa (OI'EIl) BbB Bpb3ka ¢ NpOAYKTH, ChIABPIKAIIHU
noynpogeH. MUoynpoden Tpabpa 1a ce npekpaTu NpH MbpBATa MosBa HA MPU3HALKM U CHMITOMH Ha
T€XKKH KOXKHHU PEaKLHH KaTo 00pHB 10 KOKaTa, JIE3UH Ha JIMraBULaTa Wik JpYyr NMPH3HaK Ha
CBPBbX4YYBCTBHTETHOCT.

YBpeneH GepTUnuTeT npH xkenure: MiMa naHHu, ye nekapcrsa, KOUTO HHXHOMPAT LIMKIOOKCHIeHA3aTa
(mpocTarnaHAMHOBATAa CUHTE3a) MOTAT Jia MPUUMHAT YBPEXKAAHE HA IKEHCKUS (DEPTHIIUTET Ype3
BB3EHCTBHE BLPXY OBYJIALIMATA.

Tosa e oOpaTMo Npu cnupaHe Ha JICYEHHUETO.

MackupaHe Ha CHMITOMUTE Ha MOJJICKAIH HHOEKIHH

UBYITPOM ®OPTE/PEI'YJIAP moxe na Mackupa CUMITOMMTE Ha HH(BEKLHS, KOETO MOXKeE J1a
JIOBEAE /10 3aKbCHSJIO 3aM04BaHe Ha MOAXOAALIO JIEYEHHE, a OT TaM M BJIOLIABaHE HA U3X0/Ja OT
uHekuusTa. Toa e HabmonaBaHo npu GakTepuanta TTHEBMOHHS, Il H,IlOﬁHTa B 00LECTBOTO, H
OakTepHasiHM YC/I0/KHEHH Ha Bapuuena. Korato [1PC PTE/PEI'YJIAP ce npunara npu

ABYIIPOM ®OPTE/PELYJIAI
MOBULLUEHA TEMIIEpaTypa UM 3a obJieKkyaBaHe Ha OOJIKUTE BbB Bp‘bBKa c PIHCIJEKLIHSI ce nmpenopbyBa
npocneasBane Ha nHpekuusTa. [py H3BBHOOTHUYHO JIeUeHHe NalMeHTHTe TpAOBA Ja ce KOHCYJITHpPAT
C JIeKap, ako CUMIITOMHMTE NMPOABJKABAT HJIM C€ BJIOLIAT.

4.5 BsaumoaelcTBHe ¢ APYrH JIeKAPCTBEHH MPOAYKTH U APYrd GOPMH HA B3aHMOIeiCTBHE

Ynorpebara Ha ubynpodeH Tpsbea ja ce u3bsrsa B KOMOMHALINS C: =

- ALETH/ICAIULIMIIOBA KHCEIHHA - 0OOMKHOBEHO HE Ce MPEenopbyBa Nopaau nosumey&fa pHCKk OT
HE)KEJIaHU PeaKLMK, OCBEH aKo ynoTpebara Ha HUCKH 103 aLETHIICAIULIMIIOBA &
(HeHaaABHILABALLK 75 Mg JHEBHO) HE € MpenopbyaHa oT Jiekap (BK. Touka 4.4
eAHOBpeMeHHarTa ynorpedba Ha uOynpodeH U alueTHICATHLMIOBA KUCEJIMHA O m{‘ﬂc}BeHo He &

[pernopbUNUTEIHA MOPa/IM NMOBULIEHHUS PUCK OT HEXKEJIAaHHW PeaKLUH. El{cnepﬂmeﬂ'l:anﬂme JIaHHN
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NoKaspar, 4e MPH CBIBTCTBALL [pUeM HOYNpoQPeH Moxke KOHKYPEHTHO Ja MOTHCKA edekTa Ha
HUCKH A03H AUETWICANUUIMAIOBA KUCEITMHA MO OTHOLUEHHEe Ha TpoMOOLMTHATA arperanus.
Brrpeku ue MMa HESCHOTH OTHOCHO SKCTPAIIOIMPAHETO HA TE3H AAHHH KbM KIMHAYHKAAL
CNTy4ai, HE MOXE Ja C& H3KII0UYH Bb3MOXHOCTTA PEAOBHATA ABJINOCPOUHA VIIOTpeba Ha
ubynpoden Ia HAMANSBA KAPAKOMPOTEKTUBHHA edeKT HA AUECTHICATUIMIOBA KUCEIHHA B
HUCKH f1034. CMATA Ce, 4€ HAMa TOJIAMA BePOSTHOCT obuyaiiHara yrioTpeba Ha ubynpoded na
A0BEJE J0 KIMHRYHO 3HAYUM edekT (BX. TouKa 5.1),

Hpyrin HCIIBC, BxmrounTenHo cenekTHBEA HHXUOHMTOPH Ha MKNOOKcUreHasa-2. Tpadpa na ce
n30Area cenpTCTBaNA yoTpeba Ha are nnu nosede HCIIBC, Toif kaTe TOBA MOKE Ja MOBHIIH
PUCKa OT HEXKEJIAHW peakluH {BxK. Touka 4.4).

Hbynpoden Tpabpa ia ce npunara ¢ noBUILEHO BHHMaHHE B KOMOHHALMSA ChC CIIEIHUTE JIEKAPCTBA:

——y

AHTHXHNIePTEH3UBHH cpencTsa (ACE waxubutopu v anrvotensud [l-peuentopuu Grokepu) H
auypetnuy: HCIIBC morart na Hamanar edexrure na te3u Jekapersa. [Ipy HIKOU MALHMEHTH ©
KoMmpomeTHpaHa 0b0peuna GyHKuUs (HanpuMep AeXHAPaTHPaHU NAUHEHTH WIM HALHMEeRTH B
CTapHecKa BB3PacT ¢ KOMIpOMeTHpaHa 6b0pedHa QyHKIIMS } SAHOBPEMEHHOTO MPUITOMKEHHE HA
WHXHUOUTOPH HA AHMMOTCH3MH-KOHBEPTHPALUUS €H3UM (angiotensin-converting enzyme, ACE)
WIIH aHrMoTeH3HH 1I-aHTaroHUCTH M CPeacTBa, KOMTO HHXMOKPAT LIHKJIOOKCHTeHA3aTa, MOXe 14
ZIOBE/le 10 NOMBIHUTENHO BlowiaBane a Op0peuHaTa byHKUUSA, BRITIOUHTEIHO BB3MOMHA OCTPa
0BOpevHa HEAOCTATHLYAOCT, KOSTO 00HKHOBEHO ¢ 0Gpartiuma. Tean B3aumoneiicTBHs TpsA6BRa 1A
C€ UMAT NPEIBUA NPU TALHEHTH, NpueMaiy KOKCHOH cenbreTBawo ¢ ACE uuxubutopn wnu
aHTWOTEH3UH H-anTaronncTh, 3aToBa KOMOMHANMATA TPIORA 12 c€ NPHUNAra ¢ NOBHIUEHO
BHHUMaHHe, 0OCOOEHO NIPH X0Opa B CTapUecKa Bh3PacT.

[launenture Tpsabea aa ObAAT AOCTATLYHO XHAPATUPAHM M TPAOBA J1a & OOMHUCITH

- Ipoclienasane Ha OROPEeUHATa QYHKLUMA Clie/l 3aN0UYBaHE Ha ChITBTCTBALIO JEUEHHE U

HePHOAHYHO CJIeA ToBA. JldypeTuinTe Morar 1a NOBHINAT PHCKA OT HEPPOTOKCUYHOCT Ha
HCTIBC.

AHTUTPOMOOLMTHH CPEICTBA M CEIEKTHBHU MHXHUOUTOPHU HA 0OpaTHOTO 3axXBalljaHe Ha
cepoTonuHa (selective serotonin reuptake inhibitors, SSRI):

[loBHMIIEH PUCK OT CTOMAIIHO-UPEBHO KbpBeHe (B, TOuka 4.4)

Copaeqnn raukosuan: HCTIBC morat ia BAOIIAT ChpleuHaTa HeA0CTATbYHOCT, 13 HAMAJTAT
CKOpOCTTa Ha rnomepyninHarta puiarpandsa (CI'd) U aa ysenuuar miasMeHuTe H1IBa Ha
[ITAKO3U]TUTE. |

AnTHkoarynanTi: HenocraTbunure knnnuuHu nannu npeanonarar, ue HCIIBC moxe na
3aCHAAT €PEKTUTE HA AHTHKOATYIAHTHUTE, KaTo BaphapuH (aueHoKyMapo) (Bxk. To4Ka 4.4)
JInTUH 1 MeToTpekcar: MMa naHHU 3a BE3MOMCHO YBETUUYEHHE HA TUIA3MEHHTE HUBA Ha JIUTUH U
METOTPEKCAT; CePpyMHUTE HUBA Ha JUTHI TpsA0Ba 1a ce KOHTPONHpaT.

Linksiocnopun: HosuiueH pHck 0T HEBPOTOKCHUYHOCT.

Mudenpueron: HCIIBC He TpsOea aa ce npunaraT B npogbhxedue Ha 8-12 mnHu cien
MPUIKEHHETO Ha MUGMETIPUCTOH, ThH KaTo HaMaiaBsat edexra Ha MU(ENPHCTOH.
Taxkponumyc: Bb3MoxkeH € NoBULIEH PUCK OT HE(PPOTOKCHUHOCT NpH nipunoxkenue Ha HCTIBC
C TAKPOIUMYC.

3vnoryaun: [loBuileH PUCK OT XEMATONOrMYHA TOKCHUHOCT Nipy npunokerue Ha HCIIBC ¢be
3UAO0BYAMH. FIMa fRaHHH 32 NOBHILEH PHCK OT XeMapTposa 1 xeMatoMm npH HIV (+) nauuenT ¢
XeMOGhHIHsI, N0JyUaBall¥ CHBMECTHO JleyeHye ChC 3ua0BYANH 1 ubynpoden. ImMa couwo Taka
JaHHH 32 yABIKEHO BPEME Ha KbPBEHE M1PH NMAUKMEHTH, NOIYHaBALIHd ChBMECTHO JICUEHHE ChC
3UJ0BYAUH U HOyripodeH;

XMHOIOHOBY aHTHOHOTHIH: J[aHHMTE OT NPOYUBAHUS NIPH KMBOTHHU TNIokazeaT, ue HCIIBC
MOTaT 13 NOBRIIAT PHCKA OT KOHBY/ICHH NPH NPUJIOHKEHHE C XHHOAOHOBH aHTHOHOTHLIA.
Hanueurn, npuemaim HCTIBC v XxuHOOHM, MOJKE Jia A ¢ IOBHIIEH PUCK OT parmu’me Ha
KOHBYJICHU. X

Koprukocteponau: Habnronapau € NOBUILEH PUCK OT CTOMALIHO-YPEBHO l{'}apBEHe (Bax.

TOUKE 4). ;" oy
| o



4.6 @epruanTeT, OPpEeMEHHOCT H KbPMEHE

bpemMeHHOCT:

Muxubupaneto Ha npoctariananHOBaTa CHHTE3a MOKE J1a UMa HeONIAronpUsTHO 8B3ACHCTEBHE BBPXY
OpemMeHHOCTTA U/MnK eMOprnodeTanHoTO paszsuThe. JaHHHTE OT SMUASMHOAOT HYHATE NPOYYBAHHSA
npe/oNiaraT NOBULIEH PHCK OT CIIOHTaHeR abopT U OT copAeuHa MandopMauysa U FacTPOLLY3a Cle/]
yrnoTpeta Ha HHXHOUTOP HAa NPOCTarTaHAMHOBATA CHHTE3a B paHHHY eTan Ha OpeMeHHOCTTA.
ABCONOTHHAT PHEK OT CHPASYHOCBAOBA MAT(POPMAIKS €& TIOBULIABA OT NO-MaNko ot 1 % Jo
npubmusurenso 1,5 %, Ouakpa ce pUCKEBT J1a Ce MOBUIABA C MOBUIIABAHE HA JO3aTA U
MPOABMKUTENTHOCTTA Ha TepanusaTa. [IpoyyBaHusTa npy >KKBOTHH NOKA3BAT, Y€ NMPHIOKEHHETO HA
HHXUOMTOP HA NPOCTATIaHAWHOBATA CHHTES3a BOAH 10 YBEJHYESHA NPe- W MOCTUMILUTAHTALHMOHHA
saryba u emOpuoderanen setanureT. OCBeH TOBA MMa CHOOLUEHHU 32 PA3NHYHU MaT(OPMATIHH,
BKJIIQUMTEITHO CBPACYHOCHAOBH, NPH NPOYYBAHHA MPH JKHBOTHU, HA KOUTO € NpUIaral HHXuOUTOp Ha
MpocTarnaHAHOBaTa CHHTERA O BPEME HA Mepyo/Ia Ha OpraHoreHe3ara.

Ot 20-ara ceamulia ot OpemMeHHOCTTa HATATEK yoTpebata Ha ubynpoden MoXxe 1a NpHYHHY
ONMHIOXKAPAMHHOH, AB/DKAI Ce Ha HapyeHue Ha OLOpeynaTa ¢pyHxuus Ha peTyca. Tosa Moxke aa ce
IOABY CKOPO CJIEA 3aII0UBAHE HA JIEYCHNETO ¥ 0OUKHOBEHO € 00paTHUMO IPH MPEeKpaTIBAHETO My.
JloknaasaHu ca Cllydad Ha cTecHABaHe Ha ductus arteriosus cren jicdeHne BB BTOPUS TPHMECTED,
MOBEYETO OT KOUTO CE& BH3CTAHOBNBAT CJIEH [IPEKPaTABAaHE Ha JieueHnero, 1o Bpeme Ha ILPBUA U
BTOPUA TPHMECTEP Ha OpemeHHocTTa HOyNpodeH He TpsOBa Jia ce Mpunara, OCBeH ako e abCoNTHO
Heobxonumo. Ako OYNpodeH ce H3NoN3Ba OT XKeHa, KOATO Ce OMUTRA [ 3aU€He, WK TI0 BpeMe Ha
MbPBUA ¥ BTOPUS TPHMECTBD Ha OpeMeHHOCTT], fo3aTa TPAORa Ja ce MOAALPKA BE3MOKHO Hali-
HHUCKa, 4 NPOALKUTENTHOCTTA Ha JICHEHHETO —— Bb3MO)KHO HaK-KpaTka. Cled eKCNno3Hida Ha
nOynpodeH B npOAB/IDKEHNE HA HAKOJIKO AHHM OT 20-aTa recTaHoHHa CeAMMIIA HATATEK TpibBa aa ce
- OOMMCITY AHTCHATAIHO MPOC/ICAsABAHE 38 OIMTOXHAPAMHHOH U CTECHABAHE Ha ductus arteriosus.
Ynorpedara Ha nOynpoden Tpadsa 1a ce NpeycTAHOBY, aKO Ce YCTAHOBY ONTHIOXUAPAMHHOH HITH
crecHgBane Ha ductus arteriosus.

Ilpes tpeTus TPUMECTBP HA Gpemefmoc'rra BCHYKH HHXMﬁHTOpH HAa CUHTE3a Ha NpocTarjauauH Morat
Aa U3J0KaT niioga Ha: | |

—~ KapAHONYIMOHATHA TOKCHUHOCT (C NMPEKACBpeMEeHHO CTecHABaHe/3aTBapsaHe Ha ductus
arteriosus 1 0OenonpodHa XunepToHus ),
- ObOpeuna muchyHKIMA (BX. TIO-Tope);

MaiKara ¥ HOBOPOACHOTO, B Kpas Ha OpeMeHHOCTTa, Ha:

- BB3MOXKHO YAB/DKABAHE HA BPEMETO HA KbPBEHE, aHTHarperﬂpaLu edreKT, KOHTO MOE fa ce
NMPOSABU NMPH MHOIC HHCKH O34,

—~ MHXHOWPAHE Ba KOHTPaKLUMHTEe Ha MATKAaTa, BOAELIO JI0 3a0aBeHO MM YABIKEHO PAKAaHe.

CrenoBarenHo uGynpoden e npoTHBONOKA3aH M0 BpeMe Ha TPETHUS TPUMECTLp Ha GpeMeHHOCTTA (BK.
Touku 4.3 1 3.3).

Kspmene;

MHOro0poKHHuTe NPoy4Banisa NoKassar, 4e Hoynpoden u Herosure MeTaboMMTH IPEMUHABAT B
KbpMata B MHOro Manku kKonunuectea (0,0008 % ot npumoxkeraTa qo3a). ThH KaTO NOHACTOALIEM
HAMa ChOOLIEHHs 32 BPEAHM edeKTH HA NEKAPCTBEHUA MPOAYKT BEPXY HOBOPOASHHTE, HE Ce Hanara
NPeKbCBAHE HA KbPMEHETO 10 BPEME HA KPATKOCPOUHO IeYeHUe ¢ HOynpoded npu
(IPENOPBUHTETHHTE AO3H.

-

e

PDepTUnuTeT;

WMa nansu, ye nekapcTea, KOMTO MHXMOMpAT LUK/IOOKCUIeHA3ATA (npocmrnauﬂm}onm:a CHHTE3a)
MOXKE fid TPUHHHAT yBpekaane Ha EHCKUS (GePTUIIMTET Upe3 BE3ACHCTBHE BBPXY OBYJIALUATA. ToBa
e o0paTuMO Crieq clivpaHe Ha nedenueTo. BrakTe Touka 4.4 OTHOCHO KEHC KU d)epmnme"r



4.7 EdexTn Bopxy cnocodnocTra 3a modupane 1 paGora ¢ MANMMEH

He ce ovaksar c/iefl MPHUIOIKEHHE Ha NIPETIOPBYMTEIIHH 03U M ONPEACIEHa (IPOXBIKHTEIHOCT Ha
JIEUECHUETO. o

4.8 Hexkenann nekapcTBeHM peakunn

[lo-nony ca fa/ieHn HEKENARHTE peakiyH, CEBp3anu ¢ Heynpoden, IPH AO3UTE, [IPU KOUTO CE
oTnycka Oe3 siekapeko npennucande (Makeumym 1200 mg/nen), 3a KpaTko BpeMe. [Ipwn neyeHue Ha
XPOHHIHH 3200I1BAHUS MOXKE A BB3HUKHAT JOMBJIHHTE/THU HEKETAHH PeaKLIfK.

Hexxenanure peakumu, c8bp3aHy ¢ ynorpebara Ha noynpogen, ca JaaeHH No-A0Ny, H3GPOoeHH Mo
CHCTEMO-OpTaHeH Kiac u uecTora. YecToTure ca onpenesieHy Karo:

MHuoro uectu: > 1/10

Yectu: ot > 1/100 no < 1/10

Heueern: ot > 1/1 000 no < 1/100 Penxu: ot > 1/10 000 no < 1/1 000

Mwuoro pegkun: < 1/10 000

C HeM3BeCTHA YecTOTa {(OT HANTMYHKTE NAHHH He MOKe 113 6bae HAIpaBeHa OLEeHKa)

B1B BCAKA rpyna N0 4eCTOTa HEXENNAHMTE PEaKLMK ¢A H3GPOSHH B HU3X OIS pen No OTHOIIEHKE Ha
TAXHATA CEPHO3HOCT,

Hafi-uecTo choblaBannTe HEXENAHW PeaKLUy 3aCaraT CTOMAlUHO-YPEBHUA TpakT. Hexkenanure
prakiii ¢a MpeAnMHO N03032BUCUMM; PUCKBT OT BE3HMKBAHE HA CTOMALIHO-UPEBHO KbPBEHE 3aBHCH
MO-KOHKPETHO OT 00XBATA HA A03MUTE H NPOABIDKUTEIHOCTTA HA JICHEHHETO.

Hexxenanntre peakumu He ca TONKOBA HECTH NPH yNnoTpeba Ha MAKCHMANHATA THEBHA aosza 1200 mg.
KyinnyuHuTe npoyuBanus nokasear, ue ynorpeGara Ha noynpoden, 0cobeHo BLB BUCOKH 03U

(2400 mg/aen) Moxe aa € CBbP3aHa C IEKO MOBUIIABAHE HA PHCKa OT apTepuaiHy TPOMOOTHIHH
CBOMTHS (HAMpUMEP MH(APKT HA MHOKAPIA MK HHCYAT) (B, TOuKa 4.4).

Cucremo-opranes knac YecroTa Hexenana peakuus
HapymeHus ua xpsBTa 1 MHuoro peaxu XeMaTOMOETUYHH HapyLIeHNs {aHeMus,
MHEM(pHATA cMCTeMA JICBKOTIEHHA, TPOMOOUUTONEHHA,

(NAHUMTONEHH, ArpaHyIOLUTO34).
IIbpBHTE CHMITTOMH C4; [TOBHIIEHA
TCMIIEPATYPa, BL3NAJICHO I'hpIIO,
MMOBBPXHOCTCH YJILICPO3€H CTOMATUT,
rPUNONOAOGHH CHMIITOMH, YMOpa,
HEOOACHUMO KBbPBCHE M KPBBOHACAIAHE
(meTexuu, nypiypa H KbpBeHe OT HOCA).

Hapymenns ua uMmynnara HedecTu Peakuuute a CBPBXYYBCTBHTEIHOCT
CHCTEMA: ' BKJIIOUBAT':
YpTUKapus ¥ ripypuryc.
Muoro peaku Texkn peaktii HA CBPBXYYBCTBHTCIHOCT.

CHMNTOMMTE MOTAT A2 BKIIOYBAT:
NOAYBAHE Ha JIULETO, €3HKA H TAPHHKCA,
JIMCTTHES, TaXHKAP/KS, XUITOTOHAS
(anadunakcus, aHTHOEIEM HTH TEXBK

'
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|C nensBectHa uectoTa [MHbeKUMH Ha IMXATENHATE MHTULLA,
HAIPUMEP aCTMa, COOCTPAHE HA aCTMA,
POHXOCNAZLM, AHCTIHES.

TlcuxHYiM HAPYIICHNS Penku [TcuxOTHYHY Pa3CTPONCTBA, HENIPECHS,
~ BescbHUEe, BB30YA
HapyiueHns Ha HepBHATA HeuecTn I napoboaue 5
cucTeMa Penxy ICBETOBBPTEK
MHoro peaxu ACENTHYEH MEHUHIUT
HapyweHust Ha yX0T0 4 Peaku Tuupryc
Ta0MPUHTA
Copaeuny HADYIWEHHA MHOro penkh Crpaeysa HeAOCTATBYHOCT U €4eM
CbAoBRH HAPYIICHHS MHoro peaxu XUNEpTOHUA
CToMaIHO-YPEBHH Heuectu Kopemua 6onka, rageHe, JHCHENCHS
HapymeHHS | Penxu r[(ﬂapuﬂ, Mmoayeaue Ha Kopema, 3anek,
MOBPBINAHE, TACTPHUT.
| MHoro penku [TenTu4na #3Ba, nepoOpaLUI U1

CTOMALIHO-UPEBHO KBPBEHE, MEJICHA,
emaremMesa (MoHAKOra netanHu, ocobeuu

MpH XOpa B CTapyecKa Bb3pacT),
NUepo3eH CTOMATHUT.

OGocTpsite Ha konut u 6onect Ha Crohn
(Bx. TOUKa 4.4).

XeaaroGumapuy HapymeHun IMHoro peaku YepHopoOHH Hapyu1eHHs B
Hapyuieaus Ha K0xarTa u HeugcTu PasiiuyuHy KOKHH OOpHBH
MOAKOKHATA THKAR MHoro peaxu Morat 13 Bb3HHUKHAT TeKKH QOpMH Ha

KOMKHW peaKiy KaTo Oyno3Hu peakiuy,
BKJIKOYHTENHO CHHAPOM Ha Sfevens-
Johnson, MyJTHQOPMEH SPUTEM H
TOKCHYHA €NHAEPMATIHA HEKPOJIH3a.

(C HensBeCTHA ¥eCTOTa JIeKapCcTBEHa peakuys ¢ eo3MHODMIHA U
icuctemuy cumnromi (DRESS cunapom),
OCTpa reHepanusupalHa eK3aHTeMaTo3Ha
nycrynosa (O EIl), peakini Ha

B (bOTOMYBCTBHTEIHOCT
Hapymennn Ha Os0penure 1 MHoro peaky lOr.:Tpa 6b0peuHa HeOCTaTBLYHOCT,
NHKOYHUTE IHTHINA nanuiapHa HeKpo3a, ocobero npu

[BATOCPOUHA YOOTpeba, cBhP3aHa ¢
yBEAMUEHa Yped B cepyMa H M,
XUNEPHATPUEMUA (3a0bPIKaHE HA HATpHL),
HAMAICHO OTAE/IAHE HA YPHHA |

OO0mu napymennus v edektn  [Penxu PasnpazHurenHoct, ymopa
HA MACTOTO HA NPWJIOKEHHE o
P.lmmnnm*emm nicaeaBawun  IMHOTO penku [TonnxeHn HHBa Ha xeMormoOHuHA

Onucadue Ha W30paHy HeXKeNaHyu peakumm

'Uma crobulenss 3a HexenaHu peakliuy ciel jeduetne ¢ ubynpoden. Te Moxe na Bkarousar (a)
Hecneuu(dUYHY ATEPTHYHU peakuyd U aHadunakcus, (0) HapylieH|s Ha JUXATETHUTE TBTHIIA,
BIJIHOYBALM ACTMA, BJOLIEHA acTMAa, OPOHXOCNA3bM, AUCITHEA WId (B) CBBP3aHM KOXHU HAPYLIEHHS,
BKJIOYBAIUM PA3IHYHU BUNOBE OOPUBH, NIPYPUTYC, YPTHKAPHS, ITyprypa, aHrHOeAeM U [10-HecTo
exciponnarTuBHa 1 ByN03HA 1ePMaTo3a (BKIIHOUHTENHO TOKCUYHA enyiepmaiHa HEKpMHiSﬂ CUHAPOM
Ha Stevens-Johnson n myntudopmen eputem). ol



2 [TaTOreHEeTHYHUAT MEXaHU3bM HA JIEKAPCTBEHO UHAYIMPAHUA ACeNTHYEH MEHHHTHT He € H3ACHEH
HANBAHO. BCe NAaK HANWYHWTE JAHHK 33 aCeNTHYEH MEHHHTUT, CBBp3at ¢ npunoxkenue Ha HCTIBC,
HACOYBAT KbM PEaKlMa Ha CBPLXYYBCTBHTEITHOCT {[IOpaay BpeMera Bpb3Ka ¢ NpHeMa Ha JIEKapeTBOTO
M H3UYE3BAHE HA CHMIITOMHMTE Ciied MIPeKpaTaBaHe na npuema). 11py nauyeHTH ¢hC ChLIECTBYBAILO
ABTOMMYHHO 3a60naBane (HanpUMep JIyIyC epUTeMaTo/Iec, CMEeCEHa ChbeIMHUTEHOTEKaHHA GonecT)
nMa cro0uIeHds 3a €QMHUYHY ClTy4aH Ha CHMNTOMU Ha aCeNTHYCH MCHUHIHT, KATO CKOBAHOCT BHB
BpaTa, raeobonue, rageHe, MOBphIillate, NOBUIIEHA TEMIIEPATYpa K 00LPKAHOCT 110 BpeMe Ha
aeuenyeTo ¢ ubynpoden .

CrobuiaBate Ha oAQ3UPaHH HEKENaHH PeakL Uy

C1o0IaBaHeTo HA NOA03NPAHY HEeXKENAH PeakliMu ¢iie] pa3pelllapaHe 3a yrorpeda Ha TeKapCTBeHHA
NPOAYKT & BaXkHO. TOBA MO3BOMABA Aa MPOABLILKH HAONIOIEHHETO HA CHOTHOLIEHHETO MOM3a/PUCK 3a
nexapcTeeHna npoaykT. OT MeIHUMHCKHTE CNEeLMATHCTH Ce H3UCKBA Aa crobulaBar BCIka
NOAO3MpaHa HEXKEaHA peaKklysa upes

MansnuutenHara areHuus mo Jjiekapereara

yi. JdamsH ['pyes” Ne 8, 1303 Codmns,

Ten.: +359 2 8903417,

yeGeaitT: www. bda.bg;

4.9 Ilpenosupane

[IpunoxceHUeTo Ha eIMHUYHA no3a, no-ronsma oT 400 mg/kg, npu nena Moxe 12 NPUYIMHHE CHMIITOME
Ha npego3upane. [1py Bp3pacTHU ePEKTHT B OTIOBOP Ha J03aTa € HE TONKOBA ACHO OYCPTAaH.
[Tony>XMBOTHT NpK Npeno3upane e 1,5 1o 3 yaca.

CumnroMy

[loBeueTo NALUWEHTH, JICKYBAHH ¢ KTHHHYRO npunoxumu 1o3u HCIIBC ,Moxe na umar: ragexe,
NOBPBUIAHE, EMHIACTPaTIHA DoKa WK No-paaKo auapua. Moxe na Bb3HMKHAT M THHHTYC,
rinaBobonue ¥ CTOMAITHO-YPERHO KbpBeHE. B cliyuai Ha TEKKO OTpaBsHe, MOWKE 1a Ce BE3HUKHE
MeTaboNMTHA allnao3a u NpoTpoMOnHoBROTO Bpeme (INR) moxe na ce yBeauuu. I1pu no-ceprosHo
oTpaBsHe ce HabntoAaBa TOKCMUYHOCT BbPXY LIEHTPANHaTa HEPBHA CUCTEMA, C TIPOABH KATO CHHIMBOCT,
NOHIKOra Bs30yAa ¥ AE30PHEHTALMA Uil KoMa. Moske f1a BB3HMKHAT CEAHUTE CUMIITOMU: OCTPa

OpOpeuna HeOCTATBYHOCT WK YepHOAPOOHO yBpexkaade. [Ipu acTMaTHIK € BBIMOKHO 000CTpAHE HA
ACTMAaTa.

Jleuenue

Hama crnietyduuen antuaoT. JIGUSHHUETO € CHMITTOMaTUYHO B HoARbpKauto. Jlexapar Moxke 1a
Hapenu A4 ce Halpapu CroManida npoMueka. ChpaeunaTa PyHKUMs TPsSOBa 1a ce npocneassa H
JKU3IHEHUTE Hokazateny Tpabsa pa ¢e KOHTPOaMpaT, Jokaro ce crabunusupar. Tpabea na ce oOmucau
MPUICKEHHE HA aKTHBEH BBIJIEH, aKO NALMEHTERT € NPUET B paMKHTe Ha 1 14ac Cnen npeao3npaseTo.
Axo aosata nbynpogen Beue € abcopbupana, Ha TalMEHTa MOTAT Aa NPHIIOKAT ANKAITHH BELECTBA, 32
na moxe nOynpodeH Ja ce eKCKpeTHpa B ypyHarTa.

B cnyuali Ha 4eCTH ¥ TIPONBJDKHATETHN KOHBYJICHH TPAOBA Aa C& MPHIIOXKHU MHTPABEHO3HO ANa3enaM
unn nopazenam. Ha nauventu ¢ actma TpsaOBa fa ce Jaaat OpoHXOoaunaTaTopu.

5.  ®APMAKOJIOI'MYHHU CBOMCTBA

5.1 @apMaKoAHHAMHYHM CBOHCTBA

e
e

P

(PapmaxoTepaneBTHHHA CPYIIa: NPOTHBOBE3NAIUTENHN H aHTHPEBMATHYHH HE:HapCTEﬂ HpOHSBDﬂHH Ha

nponuonopa kucenuna, ATC xkon: M 01 AE 01,
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Hbynpoden e npou3BOAHO a MPONMHOHOBA KHCENKHA C AHANTETUYHH, npOTHBDB'bananuTenHH M

AHTHANPeTHYHH cBoiicTea. UGynpodeH e HecTepOMAHO NPOTHROBBL3NATUTENHO Gpe,ﬂ.CTBD (HCI‘IBC)?
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KOETO NposBsiBa ePUKaCHOCTTa CH, KaTO MHXMOUpa rnpocTarinaHauHoBaTa cuHTe3a. OCBEH TOBa
ubynpoden obparumo HHXuOUpa TpomMOOLIMTHATA arperawus.

JlokaszaHo e, 4ye aHAJINreTHYHOTO M aHTUIIMPETHYHOTO AeHCTBHE HAa HOynpodeH 3arousa cien
30 MUHYTH.

ExcnepMMeHTaTHUTE JaHHH MOKa3BaT, 4e NMpU €JHOBPEMEHEH npueM HOynpodeH Moke KOHKYPEHTHO
na noTucka ed)eKTa Ha HUCKU 103 aUEeTHIICATMLIMIIOBA KUCEIMHA 0 OTHOIIEHHEe Ha TpoMOOLMTHATa
arperauus. Hakou ¢apMakoguHaMHYHU NMPOYUYBAHMUS MOKA3BaT, Y€ KOraTo ce NpueMar eAMHUYHH J03H
ubynpoden 400 mg 1o 8 4. npeau wiau 30 MUH. ciea NpUeM Ha aLETUICAIMLMIIOBA KHCETHHA ¢
HEMoCpeCTBEHOTO ocBoOOKAaBaHe (81 mg), ce oTcnabBa edexTa o OTHOLUEHHE HAa 0Opa3yBaHETO Ha
TpoMOOKCcaH WK TpoMOoIMTHATA arperauus. Bernpeku ye uma HEICHOTH OTHOCHO €KCTPanoJIMpaHeTo
Ha Te3 JaHHW KbM KIMHHYHMS Cydaii, He MOJXKe 1a Ce M3KJIIOUH BE3MOXKHOCTTA PEeZIOBHATA
ABArocpouHa ynorpeda Ha uOynpodeH na HaMansaBa KapAMONPOTEKTHBHUS e(eKT Ha |
AUETWICATMLMAIOBA KUCEJIMHA B HUCKH J1031. CMsATa ce, Ye HAMa rosisMa BeposATHOCT oOuyaiiHaTa
ynorpeba Ha uOyrnpodeH aa 1oBeae 10 KIMHUYHO 3Ha4uM edekT (Bxk. Touka 4,5).

5.2 ®dapMakOKHHETHYHH CBOHCTBA

H6ynpoden ce abcopbupa 6Bp30 OT CTOMAIIHO-UPEBHMUS TPAKT CJIe]l NPUIIOKEHHE H OBP30 ce
pasnpejens B LieJIMS Oprauu3bM. MakcumanHa KOHLIEHTpaLMs B cepyMa ce noctura 1 10 2 yaca ciej
npuiokenue. Te3u BpeMeHa MOXKe J1a BApUpaT MPH pa3JIMYHHUTE JIEKapCTBEHH (POPMH.

_EH_[IO}I(l]ﬂpM&KOKHHG’[Bt{EgTI'lpDXllBaHe MPOBEJEHO NpH 57 3/ipaBu J00POBOJILIM, CPaBHABALILO
WUBYIIPOM ®OPTE/PEIYJIAP ¢ pedepenten npemapar (ubynpoden 400 mg GUIMHUpaHH
Taﬁnemn), Noka3Ba GHOEKBHBAIEHTHOCT Ha BaTa pernapara rno OTHOLUEHUE Ha MaKCUMaJIHaTa
rrasmMeHa koHueHrpauus (C max), BpeMeTo 10 I0CTUraHe Ha MaKCHMAaJTHA TUIa3MeHa KOHLIEHTpaLHs
(T max) u ruowira noa kpueara KoHueHTpauus-speme (AUC).

[IpoyuBaHeTo rnokassa, ye U3BMEPUMH TIJIA3MEHH HHBA Ha HﬁynROQJeH (l 82 d: 0,76 ng/ml) ce

HaOJtoaBaT 5 MUHYTH cine npunokeHreTo Ha UBYI] HnasmeHaTa

% a\ @@»P " o r ‘
KOHLI&HTP&LI.HH Ha uﬁynpocbeu, onpezneneHa 10 u 15 min cien MpUEM Ha IPOM

(D‘Bﬁ F ‘* A1 f‘i: A
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Ubynpoden ce merabonuszupa B yepHus Jpod 10 ABa OCHOBHU HEAKTHBHH METabO0/IMTa, KOWTO B
HEeKyMyJiMpainara uM opma ce ekckpetupar upe3 6b0peuure ¢ uOynpodeH B HENPOMEHEH BHJI.

brOpeuHaTa ekckpenus e Obp3a U MbiHa.
[TonyxuBoTsT Ha HOynpodeH e npubauszurenHo 2 yaca.

He ce nabnonaBar 3Hau¥Mu pas3jiMyuus 1o OTHOLIEHHUE a papMaKOKMHETHYHHS POQUIT IPU XOpa B
cTap4ecka Bb3pacT.

5.3 IlpeakjMHHYHH JaHHH 32 0e30MACHOCT

M3nuTBaHMs BHPXY KMBOTHH MOKA3BaT TOKCH4EH e(eKT Ha UGYNpodeH BbPXy CTOMALIHO-UPEBHHS
TPaKT (JIE3UU U YJILEPALIUH). |

MbynpodeH He noka3Ba HUTO MyTareHeH eeKT, HUTO KaHLeporeHeH edeKT in vitro npu
M3MHWTBAHUATA BBPXY IUIbXOBE MU MUUIKH. EKCrIEpUMEHTaTHUTE NMpOy4BaHUs NMOKa3BaT, ye uobynpodex
NnpeMuBaHa rnpes3 rulaueHTara, HO HMa JIaHHH 3a TepaToreHeH edexT.

6. ®APMAIIEBTUYHHW JAHHU

6.1 CoucbK HA NOMOLIHHTE BellecTBa
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MukpokpHucTaiHa LenyJio3a

LlapeBHYHO HHUIIECTE

Hwuiuecre, npesxenaTHHU3UPAHO
XHUAPOreHHpPaHO PaCTUTETHO MaCJIO
KpocroBuaon (tumn A)

Tank

CHJIMLIMEB JHOKCH/, KOJIOKMAEH O€3BO/IEH;

lokpumue: |

Onanpaii 6510 65F280000 (monmBunmnos ankoxon (E 1203), makporon 3350 (E 1521), TuTaHoB
nuokeun (E 171), rank (E 553b), kanueBo-anyMHUHHEB CHIMKAT W THTAHOB JIHOKCHL (E 171)),
KapHayOCKH BOCHK.

MHI{pOKpHCTﬂﬂHa ueﬂynosa

[lapeBH4HO HuULIECTE

Huiecre, npeskenaTHHU3HPAHO
XUAPOreHHpaHO PACTHTETHO MacC0
KpocnosumoHn (Tum A) |

Tank

CunuumeB IHOKCHI, KOJIOUIEH 6e3BoeH;
IHokpumue:

Onapnpaii 6s10 65F280000 (nonueuuuios ankoxosn (E 1203), makporon 3350 (E 1521), TuTaHoB

auokeua (E 171), Tank (E 553b), kanueBo-ayMUHHEB CHIIMKAT U THTAHOB JMOKCH (E 171)),
KapHayOCKH BOCHK.

6.2 HecbBmecTHMOCTH

Henpunoxxumo

6.3 Cpoxk ua roaguocr

3 roaAUHH

6.4 CnennajHu ycJIOBHS HA ChXPaHEHHE

To3u nexapcTBeH MPOYKT HE U3UCKBA CTICLMAIHM YCIOBHS Ha ChXPaHEHHE.

6.5 Buau chabpkaHHe HA ONAKOBKATA

banctepu or PVC/PVDC/anymununeBo ¢onuo, B kKapToHeHa KyTHS.

Buonerosu Oytuiiku 70 ml or nosMeTHuneH ¢ BUCOKa MIbTHOCT (HDPE) c BuosieroBa kanauka Ha BUHT .
OT MHOT'OCJIOCH IMOJMETHIIEH C BUCOKA IUILTHOCT, B KAPTOHEHA KYTHS.

OM PEI ce npenﬂara B 6J'IHCTEPH B OMNAKOBKH OT 2.4.6,8 10,20,3 )aﬁﬁé’rxn.
6.6 Cneunaanu npeanasHH MepPKH NPH H3XBbPJsIHE H paboTa
Henpunoxxumo . \\ "f.;;,-_
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7. IIPHUTEXXATEJI HA PASPEIIIEHUETO 3A YIIOTPEBA

US Pharmacia Sp. z o.0.
ul. Zigbicka 40, 50-507 Wroclaw, ITomua

8. HOMEP HA PA3PEHIEHUETO 3A YIIOTPEEA

9. JATA HA ITBPBO PA3PEIIABAHE/IIOTHOBSIBAHE HA PA3PEIIEHUETO 3A

YIIOTPEBA

Jlara Ha MbpPBO pa3pernaBaHe:

10. JATA HA OJOBPEHUE HJIX YACTHYHO AKTYAJIM3UPAHE HA TEKCTA HA

KPATKATA XAPAKTEPUCTHUKA HA ITPOAYKTA

02/2023
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