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2. KAYECTBEH H KOJIMMECTBEH CHCTAB

Beaka duwiMupaHa tabnetka cbhabpxa 400 mg ubynpoden (eksupaneHTHO Ha 684 mg ubymnpoden
aH3uH (ibuprofen lysine)).

3a ImLJIHMA CNHMCHK Ha NMOMOILHHTE BelleCTBa BIOKTE TOuKa 6.1.

3. JIEKAPCTBEHA ®0OPMA

OunmupaHa TabneTka
bsana no nourtH 064ana, ¢ ¢opMa Ha Kancyna, ABOHHOM3IMbKHANA punmupana Tabnerka, rnaaka oT ABETE
CTpaHM ¢ pasMepH Ha aaporo 19 x 10 mm.

4. KJIAHWYHUA JAHHHA

4.1 TepaneBTHYIHH NOKA3AHHA

[ToxazaH 3a cMMITOMaTH4YHO 00JE€KYEHHE Ha JIeKa 0 yMepeHa 00J1Ka KaTo rnasobonne, MHrpeHa,
35000011, O0JIKH B MYCKYJIHTE, MEHCTPYaJIHM OonkH, peBMaTHuHa Honka, 6onka B repba, HEBpanrHd H
CHUMIITOMH Ha MPOCTYA2 H I'PHIL.

H3nonzea ce ¢blIo 38 CHMITTOMATHYHO JIeYeHHE Ha TEMNEPATYPa.

Pynanun 400 mg e noka3aH npH Bb3pacTHH.

4.2 [Io3RpOBKA H HAYHH HA OPHJIOKEHHE

Haii-nuckara edextHBHa mo3a TpaOBa ma Obae U3NON3BAaHA 3a BBIMOMKHO HAM-KDATKHUA TIEPHOI,
HeoDXOOHM 3a oDJleKuaBaHe Ha CHMITTOMHTE {BXXTE To4Ka 4.4).

O3HPDORBKA

Bv3pacmuu

Hauanuara go3a € 400 mg (1 Tabnerxa), cien Toga, ako € HeobX0aMMO, MOXKE 1a ¢ NMOBTOPU Ha BCEKH
6 yaca.

Jla He ce npeBHUIaBaMakcHManHara go3a ot 1200 mg (3 Tabnerkn) 3a 24 vaca.

lleduampuyna nonyrayus
Pynanux 400 mg He e nokasaH 3a Aena 4 IOHOIKM.

3a 1oHOWIH ¢ TenecHo Teryo Haja 40 kg (Han 12-roauinna Bb3pacTt) ce npenopvyea Pynanun 200 mg
(hunMHpaHn TabIeTKH.

AXO TO3H JIEKapCcTBeH MPOAYKT € HeoOXOJHM 3a noBede OT 3 OHM B Clydail Ha TeMneparypa WiH
MUIPEHa WIH MOBeYe OT 5 AHU 3a NeveHHe Ha OOJIKa UM aKOo CHMMIITOMMTE C€ BIIOLIAT, NalHEeHTLT

TpabBa na 6b4e NocLBETBaH Aa C€ NOCHBETRA C JieKap.

[larjieHTH B cTapyecka Bh3pacT
He ce Hanara cetu¢pMyHO aAanTUpaHe Ha 103aTa.

[TaumeHTty ¢ 666peuno/ yepHoApPoOHO yBpeKaaHE




TTpH NaLMEHTH C JIEKO 0 yMepeHO 6bOpeuHo unu 4epHOApoOHO yBpexxaaHe TpabBa Aa ce n3nonssa
Haii-HuckaTa e(eKTHBHA 1034 ¥ € HeoOX0AMMO BHUMaHHeE (33 MALUEHTH C TEXKO OBOpeUHo Uiy
yepHoapoOHo 3abonseaHe BUXKTE TOUKa 4.3).

Hauux Ha npunoxkKeHue
3a nepopaiHO NpUIOKERUE, 32 MPEANOYHTAHE CJIC XpaHEeHE, NMPHET ¢ Yawa Boja.

4.3 IIpoTHBONOKA3IAHUNA

CBpBXYYBCTBHTEITHOCT KbM 2aKTMBHOTO BEILECTBO WJIM KbM HAKOE OT NOMOLUHHUTC BELICCTRA,
n3bpoeHu B Touka 6.1.

AHaMHe3a 3a raCTPOHHTECTHHAJIHO KbpBeHe WIIH NiepdopaLus, CBbP3aHH ¢ NPEALLIECTBALLO JIEUEHHE C
HCIIBC.

AKTHBHA WM aHAMHE3a 3a PeKYpPEHTHA NeNnTHYHA A3Ba/ KPbBOMU3IIMUB (ABA MM MOBEYE OTACITHH
eMM304a Ha JI0Ka3aHa yJauepalus WK KbpBEHE).

[MaupeHTH C U3BECTHA aHAMHE3a 3a peakLMi Ha CBPBbXYYBCTBHTEJIHOCT (Harp. acTMa, OpoHXOoCNassbm,
PUHUT, aHTHOEIEM MM YPTHKApHs) B OTTOBOP Ha, aLETHACANTULMIOBA KHCETHHA HITH APYTH HCTIBC.
Texka yepHogpoOHa HEAOCTATBYHOCT.

Texxka 6bOpeuHa HEAOCTATHYHOCT.

Texka cepaeuHa HepocTaTbyHOCT (Kimac IV o NYHA).

HapyweHus B koarynauusara (Cb¢ CKJIOHHOCT KbM MNOBHUIEHO KbPBEHE), MO3bHEH KPbBOH3IIHB HIIH
ApYr aKTHB8eH KPBBOU3NHB.

Tesxka aexuparalHs (MPUYHHEHA OT NOBpPbLIAHE, AHAPUR UIH HEAOCTATBYEH NMPHEM Ha TEYHOCTH).
IMocneHure TpH Meceua oT OpeMeHHOCTTa.

4.4 CpenHaJHR NpeAynpexIeHHsd H NPeANa3HH MepPKH OpH ynorpeda

HesxenaHuTe peakuun Morat aa 6baaT CBEIEHH 0 MHHHMYM 4pe3 ynoTpebara Ha Hal-HUcKara
eeKTHBHA 1034 32 Bb3MOXKHO Hall-KpaTKHA NEPHOJ OT BpeMe, HeoOX0a1M 3a OBNIAJIBAHE HA
cuMnTomuTe (BHKTE Touka 4.2 n CtoMallHO-9peBHHU ¥ ChpaeyHO-ChI0BH PHCKOBE TO-A01Y).

HeobxoanMMO € BHEMaHWE NPH MALMEHTH C:
- TlaumeHTH c aHaMHe3a 3a XUMEPTOHUSA MJIH KOHIECTHBHA ChpAeYHa HEAOCTAThYHOCT;
- YcraHoBeHa HcxeMyuHa 60J1€CT Ha ChpLETO,

- [epudepna aprepuanta 60secT W/ UKW MO3BYHO-CHAOBA OOMIECT;
- VnueposeH KonuT, Honect Ha Kpoh;

- CucremeH eputemaroseH nynyc (CJIE) uny apyru aBTouMyHHH 3abonssaHus.

ChpAcYHO-CBAOBH W MO3IBYHO-CHJOBU EPEKTH
KnuHH4HUTE NpOyYBaHUA NoKa3zaear, ue ynotpebara Ha ubynpoded, ocobeHo Bbs BUCOKW A03K (2400
mg/ JHEBHO) MOe Na Obe CBbp3aHa ¢ KO NOBHIUIEH PHCK OT apTEPHATHH TPOMOOTHYHH CHOUTHS
(HanpuMep “HGAPKT Ha MUOKApAa U MHCYNT). KaTo Lo enuaeMHONIOTHHHUTE NPOYYBaHUA HE
npeAfonarar, ye HAckute ao3d uéynpodge (< 1200 mg/ AHeBHO) C€ CBLP3BAT TIOBHILEH PUCK OT
aprepuanHy TPOMOOTHYHH CHOHTHSA.

[TauHMeHTHTE ¢ HEKOHTPONIMPaHa XMIePTOHUA, KOHIECTHBHA ChpaeuHa HegocTarhyHOCT (NYHA II-
[1I), ycTaHoBeHa HCXeMHYHa GostecT Ha CbpLeTo, nepudepHa aprepHaiHa 60JeCT W/HAU MO3bUHO-
cbaoBa OonecT TpadBa Aa ObaaT NekyBaHH ¢ UOynNpodeH caMo Ciie/] BHUMATENHA NPELIEHKa, a
prcokuTe 1034 (2400 mg/ aneBHO) TpsibBa na ObaaT u3dArsaHu.

Heobxonuma € BHUMAaTeTHA NPELIeHKa NPedy 3anQuBaHe Ha NPOABIDKHTENHO NIEYEHHE NPH NALUCHTH
¢ PUCKOBH (paKkTOPH 3a CHPACUHO-CHAOBH CLOUTHS (HAMpP. XMNEPTOHHUA, XHNEPAUNHAEMHS, 3aXapeH
nuaber, TIOTIOHONYLIEHE), 0c06eHO, aKo ca HEOOXOAMMH BUCOKH 1034 ubynpoden (2400
JHEBHO).

[Ipy naumnenTH, NiekyBanu ¢ noynpodeH, ce cpobilaBa 3a cnyyau Ha CHHpoM Ha Kou
Ha Kounis ce onpeaenst KaTo BTOPUYHHA CbPASYHO-CBAOBH CUMIITOMH Ha anepruyHa
peakU1s Ha CBPbXYYBCTBUTENHOCT, CBbP3aHH C KOHCTPHKLMS Ha KOPOHAPHUTE apTep
MOTEHUHANHO BOAELA A0 MHOKapAEH HH(apPKT.
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Heobxoaumo e BHUMaHue (00ChaaaHe ¢ Nekap Wi (hapMaLeBT) NpeaH 3ano4YBaHe Ha JIEYEHHE NpH
MaleHTy C aHaAMHE3a 3a XUNEPTOHUS W/HIIK ChbpACYHA HEAOCTATHLYHOCT, Thil KaTO 3aABPIKAHE HA
TEUHOCTH Y €]1eM ca CHOOLLaBaHM BbE Bphika ¢ neueHune ¢ HCIIBC.

CTOMALIHO-YPEBHU €DEKTH

[Ipy manyeHTH B cTap4ecka BB3pacT € HATHLIE MTOBUILEeHA YeCTOTa HA HEXKEJIAHHTE peakUHH KbM
HCIIBC, ocobeHo cToMalHO-4peBHO KbPBEHE U neppopauns, KOUTo Morar aa 6baat gatannu
(BroKTe TOUKA 4.2).

CTOMaLHO-4peBHO KbpBEHE, A3Ba H nepdopaums, KOUTO MOraT Aa 6bpJar dhaTtanHy ca choOlaBaHH
npu Bcuku HCIIBC no Beako Bpeme oT neueHueTo, ¢be WK Ge3 NpeaynpeaUTENHH CUMITTOMH HITH
NpeixoHa aHaMHe3a 3a CEPUO3HH CTOMALIHO-YPEBHH CHOHTHSL.

PUCKBT OT CTOMALUIHO-UPEBHO KbPBEHE, A3Ba WU nepdopatms € No-BUCOK INpy NOBHILABAHE HA 103aTa
Ha HCIIBC, npu nauveHTH ¢ aHaMHe3a 3a 13Ba, 0COOEHO aKo € YCJIOXKHEeHa OT KbPBEHE HitH
nepdopauns (BMxTe TOYKa 4.3) U NPH NALMEHTH B CTAPYECKA BB3pacT. Te3H nauueHTH Tpabea na
3aMOYBaT JICUEHHUE C Hali-HUCKaTa BL3MOXKHa A03a. [1pu Te3u nauuenTu TpabBa na ce oOMHCH
KOMOHHHPARO JIeUeHHE C MPOTEKTUBHY areHTH (KaTO MU30NPOCTON AKX HHXUOUTOPH Ha NPOTOHHATA
MOMIA), KAKTO Y MPH MALUMEHTH, [PU KOUTO € HEOOXOIUM NPUEMBT HAa HUCKH J03H aLETH/ICANHLMIOBA
KYMCEJIMHA WK APYTH IEKapCTBa, KOUTO MOTaT Ja MOBULLAT CTOMALLIHO-UPEBHUA PUCK (BYIKTE MO-10N0Y
H TOUKa 4.5).

HeobxoauMo € BHHMaHHE NPH NMalUeHTH, KOUTO MPUEMAT CbBMECTHO JIEKApCTBa, KOMTO MOTaT Ja
MOBULIAT PUCKA OT A3Ba U KbPBEHE, KAaTO MEePOPAHU KOPTUKOCTEPOUIH, aHTHKOAryJIaHTH KaTo
BapdapHH, CENEKTUBHKM UHXUOHUTOPH Ha 00PATHOTO 3aXBallaHe HA CEPOTOHHHA HIH
aHTUTPOMOOTHUYHH Ar€eHTH KaTO aUETHIICATHLIHIIOBA KHCeNHHa (BHXKTE TOuKa 4.5).

[Ipyu nosiBa Ha CTOMALIHO-YPEBHO KbPBEHE WIH A3Ba TIPH MALUEHTH, KOUTO IMpUeMaT ubynpoden,
neyenvero TpAdBa Ja 6bae npeycTaHOBEHO.

HCITBC Tpatea na 0baaT npunaraiyd ¢ BHUIMaHUE NPU MTALUKEHTH C aHAMHE3a 3a CTOMALHO-UPEBHO
zabongaBase (YALEPO3eH KOMHT, 60ecT Ha KpOH), ThbH KaTO TAXHOTO CHCTOAHHE MOXeE Aa ce 0bocTpu
(BHXKTE TOUKa 4.8).

UepHoapoOuu edexry

YepuoapobHarta ¢pyHkUuMs Tpadsa na Obae BHUMATEHO NpocieAsBaHa npy NalHeHTH, JIEKyBaHH ¢
ubyrnpodeH, KOMTo crodliaBaT CUHMITOMHU, CbBMECTHMH C UEPHOAPOOHO yBpExkaaHe (aHOpeKCHd,
rajieHe, rnoBpbliaHe, bNITEHULA) H/UAU OTKIOHEHHUS B yepHoapobHaTa PyHKUUa (TpaHCaMUHa3H,
OunupyObuH, ankanda gocdaraza, rama-I'T).

[Ipu HanruHe Ha CTOMHOCTH NMO-BUCOKH OT 2 MBTH HAJ HOPMA/IHATA rOpHAa rpaHKUA Ha
TPaHCAMHHA3MTE, KOHIOrUpaH 6unupyObuH nnu ankanHa ¢gocdarasa, JeKapcTBEHUAT NPOAYKT TpaOBa
na 6vae cnpsaHd HezabapHO M TpadBa na ObAAT M3IBBPLICHH KW3CIEABAHNA 32 H3ACHABAHE Ha HAXOJKHUTE.
Tpabsa na ce u3baresa noBTOPHO 3ano4saHe Ha HOynpodeH.

buOpeunu edexru

B HauyanoTo Ha neyeHHeTo ubynpodeH, kakto M ocraHanure HCIIBC, tpabea na 6v0e npunarat ¢
BHHUMaHHE NPHU NMALHUEHTH CbC 3HAaUUMa AeXHapaTaLus.

Heo0xoauMo € BHUMaHKWe npH nauueHTH ¢ 610peuHo, CbpaeuHo uiu YepHoApoOHO yBpekaaHe, Thil
kaTo ObOpeuHaTa GyHKLHA MOKE Ja ce BAOLIH.

Texkn KoXKHH HexeaHu peakuuu (TKHP)
Texckn koxxHU HexkeNanu peakudu (TKHP), BxiounTenHo ekchonnaTuBeH AEpMaTHT, EpUTEMA
mynTudopMe, CHHAPOM Ha Stevens-Johnson, TOXCHYHA enMaepMaTHA HEKPOIK3a, U IEKapCTBEHA
peaKkUMs C €O3MHOPHUINA U CUCTEMHHU CUMNTOMH (CHHApoM DRESS) u ocTpa renepanusupata
ek3aHTeMaTo3Ha nycTyno3a (Ol Ell), kouTo MoraT ga 6bAaT :mUBOTOZaCTpalLaBALLM WK Aa JOBEAAT
A0 NeTajieH u3xXol, ce cbodllaBaT BbB Bpb3ka ¢ ynorpedarta Ha ubynpodeH (Bxk. paszaen
[loBeyeTo OT TE€3M peakKUMH HACTLIIBAT NPe3 NbPBUA Mecell.

[1pu nosira Ha NPU3HALM K CHMIITOMH, MOKA3aTE/IHU 38 TE€3W peaklnH, uoyipodeH
He3a0aBHO U Jla ce OOMUCTH ApYro neveHue (cnopel HeoOX0OHMOCTTA).

EdekTn Ha TpoMOOLMTHA arperayus




HoynpodeH, kakTo 1 ocradanute HCIIBC, moxe na unxubupa TpoMOOLIMTHA arperaiys H aa
yYOBJDKH BPEMETO HA KbpBEHE MPH 3JpaBH MaLHEHTH.

3pUTEIHA HAPYLIEHHS
B cnyvaii Ha 3pUTEIHUA HAPYLICHUA, KOUTO C€ MOABAT MO BPEME HA JIEHEHUETO ¢ HOYTIPOEH,

NIEKAPCTBEHUAT NPOAYKT TpAOBa 1a Obae cnpsaH HezabarHO u aa 6bAe W3BLPLICH NOAPOOEH
o¢TanMONOrHUYeH Mperies.

CHcTeMEH €pHTEMAaTO3€H JTYITYC
Tpabsa ga ObAe U3NON3BaH ¢ BHUMaHHUE MPH MaLMEHTH ChC CHCTEMEH €PHTEMATO3€EH JIYITYC U CMECEHO

3a00J19BaHe HA CbEAHHHATENIHATA THKAH, NOpagH NMOBHLICH PUCK OT aCeNTHUYEH MCHUHTUT (BUXKTE
Touka 4.8).

PecnimparopHn edekTH
bpoHXocnazpMBbT MOXKE [a NPELUIIMTHPA [TPH NAUUECHTH ChC CUMITTOMH Ha MJIH aHaMHE3a 3a

OpoHXHallHa aCTMa, XpOHHUYEH PHHHT, XpPOHHYECH CHHY3HT, Ha3aJIHH NOJIKTH B/ WM alICprH4HH
3a00J1ABaAHH.

Hpyry edextu

CoeMecTHara ynotpeba Ha ubynpoden ¢ apyru HCIIBC, BKNIIOYHMTENHO ceneKTUBHHY MHXUOKTOPH HA
LIHKJIOOKCHI'€Ha3a-2, TpabBsa na Ope u3bdareaHa nopaau roOTEHLMAN 3a AAHTHBHH e(EeKTH.

M&GKHE&HB Ha CUMIITOMUKTEC Ha ITOATCHKAINA HHQGEHH’I

No6ynpodeH Moxke 1a MacCKMpa CUMIITOMUTE HAa HH(PEKLMA, KOETO MOXKe Aa IoBele 10 3adaBeHo
3aMoYBaHe Ha NOoAXOoAAllLo NeveHHe |, NOpajH TOBa, BIOlIaBaHe Ha H3Xoaa oT HHQekuuaTa. Tosa e
Habmmogagano npH HakTepHanHa MHEBMOHMA, NMpHaoOHTa B 061IECTBOTO, ¥ HAKTEPUATHM YCIOKHEHHA
oT Bapmiiena. Koraro ubynpoden ce npunara npu remrieparypa v 3a odnekuasane Ha 60/1kaTa BB
BPB3Ka ¢ HHQEKIHMA ce NpenopbuBa npocneasapaHe Ha HHGekuMaTa. Ilpyu H3BBHOONHUYMHH YCIOBHS
NalHeHThT TPAOBA Ja ce MOCHBETBA C JIEKAP, AKO CHMIITTOMMTE NPOIBJIXKAT HJIH C€ BJIOLIAT.

[lo BpeMe He nevYeHUeTo He TpAOBa Ja Obae NpUeMaH aIKOXOIL.

4.5 Bianmoae#icTeHe ¢ Xpyrn JeKAPCTBEHH NPOAYKTH H APYrH (OPMH HA B3AHMOACHCTBHE

HUoynpodeH € npoTHBONOKA3aH B KOMOMHALINA C:

Mugamypmuo: Ilpu Bucoku ao3u HCIIBC cbinecTtByBa pUCK OT HaMajieHa €PHKaCHOCT Ha
MutaMypTHA.

Hoynpoden Tpabea aa ce uzbsarea B koMOUHALNA C:

Ayemuncanuyunosa xuceauna. CbBMECTHOTO NPWIOXKeHHE Ha HOYNpogeH U alleTHICAIHLMNIOBA
KHcenyHa 00uyaiiHo He ce npenopryBa. EkCnepuMeHTaIHH JaHHH MOKa3BaT, Yye HoympodeH Moxe
KOHKYPEHTHO 1a [TIOTHCHE edeKra Ha HUCKH AO03H aUeTUNCATHLIWIOBA KUCCIHHA BEPXY
TpoMOOLIMTHATA arperanusa, KOrato ce npuemMaT eHOBpeMeHHO. Brnpekn ue HMa HECUTYPHOCT [IpH
EKCTPANOJMPAHETO HA TE3W JAHHHU OT KIIMHUYHM CMy4aH, HE MOXE 14 ¢ H3KIIOYH BH3MOXHOCTTA
pedOBHHA, NPOABDKUTE/ICH NpHeM HA HOynpodeH Aa HaManyu KapAMONPOTEKTHBHHUA €(DEKT Ha HUCKH
034 aLEeTWICATHLHWNOBA KucenuHa. He ce ouakpa KIIMHHYHO 3HAYMM e€(eKT npH HEpeIoRHa ynorpeda
Ha noynpoden (BkTe TOuka 5.1).

pyeu HCIIBC: CpBMecTHara ynotpeba Ha ase wi noseye HCIIBC, BIIOYMTENHO CelleKTHBHH
MHXHOMTOPH Ha LIMKJTOOKCHIeHa3a-2, TpabBa na 6vae w3bAreaHa nopagu NOTeHLKA 32 AAUTHBHH
e eKTH.

H6ynpodeH Tpabea na ce npuiara ¢ BHHMaHHe B KOMOHHANNA C:
epopannu anmuxoazyranmu. HCIIBC morar na sacHiaT edexkra Ha aHTHKoAary

pap(apHH (BIOKTE TOYKA 4.4).




Hegpaxyuonuparnu xenapunu, xenapunu ¢ HUCKO MOREKYAHO me2n0o U NOOOOHU (6 nevebHu 003U wunu
npu nayuenmu 6 cmapuecka évzpacm). [1oBHILIEH PHCK OT KbpBeHe (000CTpAHE Ha
racTpoayoaeHanHara jJurasuia ot HCIIBC). Ako ChBMECTHO NpUIOXKEHHe He MOXe a ce H3berne, ce
npenophHea BHUMATENHO KIHHHYHO HabsoaeHne.

Aumuxunepmenzugnu nexapcmea (ACE unxubumopu, anzuomensun-II anmazonucmu, bema-
baoxepu): Puck ot octpa 6b0pedHa HEAOCTATBYHOCT IPH PUCKOBH MALIMEHTH (XOpa B CTapuecKa
BB3PacT, AeXHApaTalui, KOMOMHHpAHO NeYeHHe ¢ ZUYPETHLM, HapylieHa OB0peuna pyHKUmA), upes
HaMansaBaHe Ha rioMepynHata Guarpauds (HEXHOMpaHe Ha Ba30AWIATATOPHUTE MpOCTarjlaHAHHH,
nwmxkamu ce Ha HCIIBC). Te3u edexktn 06HKHOBEHO ca oOpaTUMH. OCBeH TOBa, HAMaNABaHE Ha
aHTUXHIIEPTeH3UBHUA edekT. [TaueHTHTE TpAOBa Aa OBAAT AASKBATHO XMAPATHPAHK H TpAOBa Ja ce
obmucan npocaeassaHe Ha ObpOpeuHaTa QyHKIHA cllel 3a104YBaHE Ha ChBMECTHO JICUCHHE, KAKTO H
NEPHOAMYHO CNE]l TOBA.

Huypemuyu: Puck ot octpa 6b0pedyHa HEAOCTATLYHOCT NMPH PUCKOBH MMALUHEHTH (BB3pacTHH W/ WIH
JNeXHUAPaTHPaHHU MALMEHTH) Upe3 HaMallaBaHe Ha IJioMepyJiHaTa girpaims (WHXHOHpaHe Ha
Ba3zoWIaTATOpHUTE npocTtarnaiaHy nopagu HCIIBC). Oceen ToBa, HaMangBaHe Ha
aHTHXHIIEpTeH3UBHHA edekT. [amenTure Tpabsa ma Obaar aneKkBaTHO XMAPaTHPAHHA H TpAOBa 1a ce
oOMuCIH nipocieasBaHe Ha OuOpeunara QyHKIINA cliel] 3aNOYBaHe Ha ChITLTCTBAINATA TEPANus H
IIEPHOIHYHO CNEA TOBA,

Kopmurxocmepouou: ChBMECTHOTO NPUIIOKEHHE HA KOPTHKOCTEPOHIH H ubynpoden Moxe na
[TOBHIITM PUCKa OT raCTpPO-HHTECTHHAJIHH A3BH WIH KbpPBEHE (BIKTE TouKa 4.4).

ITenmoxcughunun: TloBHIIEH PHCK OT KbPBEHE.

Axmumpomboyumnu azenmu u cenrekmuHu UKXuUOUmMopu na obpamromo 3axeauyane Ha CepomorURa
(CHO3C). CeBMecTHOTO nipuiiokeHHe Ha HCTIBC u aHTUTpOMOOLIMTHY areHTH WIH CeJIEKTHBHH
HHXHOUTOPH Ha 0OpATHOTO 3aXBalllaHe HA CEPOTOHUHA MOBUILIABA PUCKA OT CTOMAIUHO-YPEBHO
KbpPBEHE (BHXKTE TOUKa 4.4).

Hegepazupoxc: [1oBULIEH PHCK OT CTOMALIHO-YPEBHHU A3BH H KbPBEHE.

Cvpoeynu enuxozudu. HCIIBC morar na o6ocTpaT CEpASYHATE HEAOCTATBYHOCT, a HAMaNAT
rnoMepyJiHaTa GUITpaLH{A H a NOBULIAT IUIa3MEHUTE HHBA Ha IJTHKO3HAMTE.

Jumuii: U6ynpoden, kakro 1 octadanutre HCIIBC, He tpsabBa aa 6baar u3nom3sanu ¢ JIMTHHA. UMa
MOTeHIHAJI 3a MOBHIIABaHe Ha IUTa3MEHHMTE HHBA Ha JIMTHIA.

Memompexcam: U6ynpoden, kakto 1 octananute HCIIBC, ne Tpa6Ba aa 6baaT H3MOM3BaHHU ¢
MeToTpekcaT. UMa noTteHuMan 3a nosMillapaHe Ha IUIa3MeHHTe HUBA Ha METOTpEKCaT.

Ilemempexceo (NAaLMEHTH ¢ HUCKA A0 YMepeHa Op0pedna QyHKIMA, KPEATHHHHOB KIHPBHC MEXKIY 45

ml/min 1 80 ml/min): Puck oT nopuiieHa TokCHYHOCT Ha neMeTpexkcen (HaMalleH ObOpedeH KIUPBHC
ot HCIIBC).

Huxopanoun: TloBulIeH pHCK OT A3Ba H CTOMAIIHO-4YPEBHO KbPBEHE,
Luxnocnopun: CeBmectHoTO npuioxkeHde Ha HCIIBC u uiknocnopuH ¢b3aaBa noBUilIEH PUCK OT
HEPPOTOKCHYHOCT.

kato HCIIBC Morat na Hamanat epexra or MUDENpPUCTOH.

Taxponuvyc: CbemecTHUAT npueM Ha HCITIBC u TakponuMyc ¢b3aaBa NOBHLIEH PHC
HE(PPOTOKCHYHOCT.




3udoeyoun. IMa JOKA3aTENICTBA 32 NOBHLUEH PHCK OT XeMapTpo3a H xeMarom npu HIV (+)
XeMOQUIHLIM, KOHTO NOJYYABAT CbBMECTHO JIEYEHHE ChC 3HAOBYAKH M HOYTIpOdEH.

Xunononosu avkmubuomuyu. JJaHuure npy >xuBoTHH nokasear, ye HCIIBC moxxe ga noBHiM pucka
OT I'bPUYOBE, CBBP3aHU C XHHONMOBUTE aHTHOHOTULM. [IpH naunedTuTe, KoHTO NpHeMaT HCITIBC u
XHHOMOHH, MOXE 1a € HAJIHLIC MOBHILICH PUCK OT pa3BUMBaHE HA 'bPYOBE.

Kobumemunu6: IlopuiieH puck ot kbpBeHe. IlaneHTUTe TpabBa na ObaaT KiMHMYHO HabmozaBaHH.

Tenoghosup ouzonpoxcun: Puck oT noBHLICHa HEPPOTOKCHYHOCT Ha TEHO(OBHP, 0COOEHO NPH BUCOKH
J03H OT NPOTHBOBB3IIAJIMTETHOTO CPEACTBO WM NPH HAJIWYHE HA pUCKOBH (akTopH 3a 6b6peunHa
HeAOCTaThYHOCT, B cayuaii Ha kKOMOHHaLMA ce NMpenopsYBa npocieassaHe Ha 60peyHaTa QyHKLIHA.

Hoynpoden Moxke 1a B3aMMOAEHCTBA CBILO U CHC CECAHUTE JICKAPCTBRA:
-  XOonecTUpaMHH

- TurnonuauH

-  AMHHOTNTHKO3HAM

- I'mnaxo 6wnoba

- CYP2C9 nuxuburopu

- IlepopanHu aHTHAMA0ETHH NPOAYKTH (CYyNPOHUIYpes)

-  (DeHMTOHRH

- [Ipobeneunn unu cyndUHIMHPA3OH.

4.6 DeprujJHTET, OPEMEHHOCT H KbpPMEHE

bpeMeHHOCT

HuxubupareTo Ha npocTarmaHIHHOBUA CHHTE3 MOXe Jia MoBause HebnaronpHaTtHo OpeMeHHOCTA

W/ WK eMOPHOHANHOTO/PeTanHOTO pasBuTHE. JJaHHHTE OT ENMHAEMHOIOTHYHH NPOYYBAHKA NTOKA3BAT
NOBHLICH PHCK OT CIOHTaHeH abopT U ChpaevHH Maa(opMaliMi M racTPOCXH3UC ek IPUEM Ha
UHXMOUTOP HA NPOCTArNMAHAWHOBHSA CHHTE3 B pAHHHTE €TalK Ha OpeMeHHOCTTa. AGCOMOTHHAT PUCK
OT ChPACYHO-CHAOBH MaJipopMaLivH e nopuuueH ot 1% po npubmuzurenno 1,5%. Cuura ce, ve
PHMCKBT C€ MOBHIIABA C [TOBULLIABAHE Ha J1032Ta H NMPOAL/DKUTEIROCTTA Ha jiedeHHKe. [Ipu KHUBOTHH
NPHIOKEHUETO HA HHXUOUTOP Ha MPOCTAarNaHAMHOBHUA CHHTE3 BOAM OO NOBULICHA TIpe- U MOCT-
MMILTaHTallMOHHA 3aryba u eMopuo-geranHa cMbpTHOCT. B mombJIHEHHE, NNPH )KHBOTHH, HA KOUTO €
npuaarad HHXHOHTOp Ha NpocTarnaHAHHOBHA CHHTE3 M0 BpeMe Ha OpraHoreHesara e chobinasaHa u
NMOBHLICHA YECTOTA HA pazIKYHH MangopMaliMH, BKTIOUHTENHO ChPASYHO-CHAOBH.

Or 20-Ta cegMuua Ha OpeMEeHHOCTTA HaTaTek ynorpedaTta Ha ubynpodeH Moxe aa MpUUHHH
OJIMFOXMAPAMHHOH, TBJDKALLL CE HA HapylleHHe Ha 6bOpeunaTa PyHkuua Ha deryca. ToBa Moxke na ce
CJIYYH CKOpO CJie[l 3alI04BaHEe Ha JICUCHHETO U OOHKHOBEHO € 06paTHMO NpH IpeKpaTaBaHETO My. B
NONBJIHEHHE, HMA CHOOIIIEHHS 3a CTecHABaHe Ha ductus arteriosus cseq JIEeYeHHE Npe3 BTopus
TPUMECTBP, NOBEUETO OT KOMTO OT3BYUABAT Clie]l MpeKpaTaABaHe Ha aedeHueTo. [Topanu Topa,
ubynpodeH He TpaOBa na Obae nNpunaraH npe3 MbPBUS U BTOPHA TPUMECTBP Ha GpeMeHHOCTTa, OCBEH
aKO He € KAaTeropHuHo Heodxoaumo. Ako uOynpodeH ¢e U3Mmo3Ba OT XKEHH, KOWTO CE ONWUTBAT Ja
3aOpeMEHEAT WM NPE3 MbPBUA M BTOPHS TPUMECTBP OT OpeMeHHOCTTa, Ao3aTa TpAORa na Onae
BB3MOKHO Hali-HHCKa, a NPOABJDKHTENHOCTTA Ha JIEYEHHUE BB3MOKHO Hal-KpaTkKa.

AHTteHaTanHO HabmoAeHHe 3a OIMrOXUAPAMHHOH M CTECHABAHE HA AYKTYC apTepHo3yc TpiadBa na ce
oOMHCIIH cliel Hatarade Ha HoynpodeH B Npoab/DKEHHE Ha HAKOJIKO AHH oT 20-Ta recralijHoHHa
ceaMunia HataThk. M6ynpoden Tpabea na ce npekpaty, ako c¢ YCTAHOBH OJTHTMOXHAPAMHHOH WIH

CTECHABAHE Ha JYKTYC apTepHoO3ycC.

[Ipe3 TpeTus TpUMeECTBp OT OpEeMEHHOCTTa BCHYKH HHXHOKNTOPH HA NPOCTArjJaHIHHO
Ja H3JI0KAT Ha PHUCK:
- ¢eryca Ha PUCK OT:




- KapJHOMYJMOHAJIHA TOKCHMHOCT (TIPSXKACBPEMEHHO CTECHABaHE/ 3aTBApPAHE Ha AYKTYC
apTepro3yc 1 6enoapobHa XHIIEPTOHHA);
-  OpOpeuna AuchyHKLMA (BIDKTE NO-rope);
- MaiKara B Kpas Ha 6peMEeHHOCTTa H HOBOPOJEHOTO Ha PHCK OT:
-  BB3MOXKHO YAB/DKABAHE HA BPEMETO Ha KbPBEHE, AHTHArPEraHTEH €(PEKT, KOWTO MOXKE fia Ce
NOSBH JOPH H NMPU MHOTO HUCKH JAO3U;
- TMOTHCKaHE HA MATOYHHTE KOHTPAKLIUK, KOETO Aa J0oBeAe A0 3abaReHO WIH MPOABDKUTENHO
paXKzaHe.
CnenopaTenHo HOynpodeH € NpoTHBONOKA3aH 1Pe3 MIOCIIEHHS TPUMECTBP OT OpeMeRHOCTTA (BIDKTE
TOYKH 4.3 1 5.3).

KnpMmene
B orpaHMuyeHH H3NUTBaHKA HOYNpogdeH ce NposBABa B KbpMAaTa B MHOI'O HHCKH KOHLIEHTPAllHH U He

CC OYaKkBa 2a INOBJ/INAC HErAaTHBHO KbpMAaucToO.

DepPTUNIHTET

HMmMa qokaszarencria, 4ye JIEKapCTBEH NMPOAYKT, KOXTO HHXUOHpa LUKIOOKCUTreHa3aTa/
NPOCTArIAHAWHOBHA CHHTE3, MOXKE 1a YBpeau GepTUIHTETA NPHU KEHH KaTO NMOBIHUE BbPXY
opynauuaTa. EQekTsT € obpaTum ciien cnvpaHe Ha JICYEHHETO.

4.7 EdexTH BLPXY ciocoOBOCTTA 32 WodHpaAHe H padoTa ¢ MAINHHHA

PynanuH He NOBNKABA UM MOBIUABA NpeHeOpekUMO cOcOOHOCTTA 3a WwodupaHe H padora ¢
MaLUWHH.

4.8 HexeJann JeKapCTBEHH pPeaKNAH

CNHCBKBT Ha CACAHMUTE HEXETAHM PeaKLIMM € CBBP3aH ¢ TE3M, HANUTaHU NpH UdynpodeH, NpuiIokeH
B 1034 0e3 nekapcko npeanucanue (Makcumangro 1200 mg aHeBHO) 32 KpaThK nepuol. [lpy nevyenue
Ha XpOHHWYHH 3a00N1BaHKA 4 ABLArOCpOYHa ynorpeda MOrar aa ce npoaBAT AOITBJIHATEHH HeXelaH!
peaKkiUH.

KinHMYHUTE NPOYyYBaHUA U eNMAEMHONOTUYHUTE JAHHYU TIpeanoarar, ue ynorpedara Ha ubynpoden,
0c00eHO BbB BUCOKH JO3H (MO-rojIeMH WiH paBHH Ha 2400 mg gHeBHO), BepOATHO LI¢ OBb1¢ cBbp3aHa
C JIEKO MOBHIIEH PUCK OT apTepHaIHH TPOMOOTHYHH CBOKTHA (Hanp. MHOKApACH HHPApKT WIH
MHCYAT) (Bx. pasaen 4.4).

Hexenanure peakUpH, acouMHpaHy ¢ HOynpogeH ca NoCOYeHH No-A0Ty, KaTErOPH3UPaHH o
CHCTEMa, OpraH, Kinac u uyecrora. Yecrorara e aedpMHMpaHa KakTo cieasa: MHOTO YectH (=1/10), yecTn
(>1/100 no <1/10), newectn (=1/1 000 mo <1/100), peaxn (=1/10 000 mo <1/1 000), MHOrO peaku
(<1/10 000) u ¢ HeusBecTHA YeCTOTA (HEe MOXEe Aa Obe HANPaBeHA OLICHKA OT HAIMYHUTE NaHHHU). BB
BCAKA OT FPYIHTE N0 YECTOTA HEXENAHUTE peakiluH ca NOCOUEHH B HU3XOAALL pell N0 OTHOESHUE Ha
TAXHATA CEPHO3HOCT.

Haili-uecto HabmoaaBaHHTe HEXENAHH PEeakLMM ca OT CTOMAalLlIHO-YpeBeH Xapakrep. Hexxenanure
peakiuu Hal-4ecTo ca JO303aBUCHMH, MO-CIELUATTHO PUCKBT OT [1I09BA HA CTOMAIITHO-YPEBEH
KPBbBOM3JIMB, KOHTO 3aBHCH OT JO3HPOBKATa M NNPOABL/DKMTEIIHOCTTA Ha JICYECHHETO.

CrpannunuTe edeKkTH ca No-peaKH, KoraTo MaKkCUMatHaTa AHeBHa ao3a € 1200 mg.

Cucmema opzan xnac Yecmoma | Heocenana peaxyus

HapyuieHus Ha KpbRTa U TUM(HATA Muoro peakd | HapylieHna Ha xemonoesata

CHCTEMA

HapyiueHus Ha MMyHHAaTa CHCTEMa Heuectn CBpBbXYYBCTBHTEHOCT C YPTHKApHA K
NpypHTYC® AM

Muoro peakn | Texku peakuun Ha CBpbXJyBy
BIJTIOYMTETHO OTOK Ha JTHLIE
rbPJIOTO, AUCIHEA, TAXHKAP]
XHNMOTOHUA (aHadmiakcus, &




Cucmema op2an xaac Yecmoma Heoxcenana peaxyus
TEHBK LIOK)
HapylucHus Ha HEpBHATA CUCTEMa HeuecTn ["'napobonne
MHoro peaku | AcenTiueH MEHHMHIUT
C HeusBecTHa | 3aMasHOCT
4ECTOTa
Ounu HapyLUEHHA C HeusBecTHa | 3pUTEAHM HApPYLUEHUA
4eCTOTA
CbpaevuHH HapyLIEHHS C nensBectHa | ChpaedHa HEAOCTATHYHOCT U eleM’,
YECTOTA cunapom Ha Kounis
CbI0BH HapyLlEeHUs C neussectHa | Xunepronus’
YeCTOTa
Pecnupatophuy, rpbiHH o C HenzpecTHa | [loBHLIEHA PEAKTHBHOCT Ha
MEIHACTHHAIIHHK HAPYLUCHNS YEeCTOTA PECAMPATOPHHUA TPAKT, BKIIOYHTENHO C
acTMa, GpoHxOCNa3bM MU JUCTIHES
CToMAaLLIHO-YPEBHH HAPYLIEHUS HeuecTH Bosika B KopeMa, rajieHe W JUCNencus’
Penku Hnapus, paaryneHuns, 3anek

NOBpPbLIAHE

MHoro peaxu

[lenTuyHa #3Ba, CTOMALLIHO-YPEBHA
neppopaLms UK CTOMALLIHO-YPEBEH
KPBBOM3/IHB, MENIEHA U XemMaTeMesa®. Sasu
B yCTaTa W FacTpHT.

C HeH3BeCTHA

Ex3auepbauuns Ha konut v bonecT Ha

4ECTOTA KpoH’

UepuonpoObuu HapylueHus MHoro penku | YeproapobHo yBpeskaaHe
C Heu3BecTHa | XenaTuT, MOBULIEHW HUBA Ha
4ECTOTA TPAaHCAMHMHA3ZH

HapylieHus Ha koxXarta W noakoxHaTta | Heuectu KoxeH o6pup?

ThKaH MHoro peaku | Bynosuu peakunu?, Texkn koxHu

Hexeslanu peakuuu (TKHP)
(BKIIOYUTENHO epuTeMa MyaTHdopmMe,
ekchoNnaTHBEH AEPMATHUT, CHHAPOM Ha
Stevens-Johnson U TOKCHYHA enHaepMaliHa
HEKpOoJIH3a), KoXKHa HHbekna’

C HeHM3BeCTHA

OcTpa reHepann3vpaHa €K3aHTEeMaTO3Ha

4yecToTa myctynosa (OI'EI)
JlekapcTBeHa peakuus ¢ €O3HHOMHANA H
cucteMHH cUMNTOMH (DRESS cunapom)
Peakuiu Ha GOTOUYBCTBHTEAHOCT
Hapyenns Ha 6vbpenvre u Muoro peaky | Octpa 6b6peyHa HeaoCTaTLYHOCT®
MHKOYHHTE NBTHULA C HeussecTtHa | buOpeuna HEAOCTATHYHOCT, ONUTrypHUSA
YECTOTA
Hscneasanmns Muoro peaku | [loHrxeH xeMornoouH

"TpuMepHTE BKAKOUBAT aHEMHK, JIEBKOMNEHHS, TPOMOOLIMTONEHHSA, MAHUMTONEHHA W ArpaHyoLUTO3a.
[TupBu npH3HALM Ca BUCOKA TeMnepaTypa, O0JIKK B I'bpJIOTO, NOBLPXHOCTHH A3BU B YCTATA,
CHMNTOMH, HanoA0OABALLM MPHI, TEXKO U3TOILEHHUE, HEOOACHMMO KbPBEHE W MOJNy4YaBaHe HA CHHUHH.
’Peakuuu Ha CBPLXYYBCTBUTENHOCT: Te Morar J1a ce CheToAT B () HecneuHdUUHM anepruyHu
peakuyu ¥ aHapuiakcud, (0) peakTHBHOCT Ha PECTTHPATOPHMS TPAKT, BIJIIOYHTENHO acTMa, obocTpeHa
acTMma, OpoHxocnazbM U AMCIHES WiH (B) pa3IHUHU KOKHH pPeakLMH, BKIIIOYHTETHO NPYPHTYC,

YPTHKapus, NMypilypa, aHTHOEAEM U NO-PAAKO eKConMaTyBeH U Oyno3eH AepMaTHT, BKJTIOY
TOKCHYHA enHaepMaliHa Hekponausa, CungpoM Ha CTHBBHC-IDKOHCHH M epUTEMa MYNTH
*TIaTOreHHUAT MEXaHH3BM Ha OTKMOYEHHA OT JIEKAPCTBOTO aCENTHUEH MEHUHIHT COUH
HA CBPBXUYBCTBUTENHOCT (MOpaaH BpEMEHHATA BpBb3Ka C lpUeMa Ha NeKapcTBOTO H U3
CHMMTOMHMTE CJIe] NpeyCcTaHOBABAHE Ha NeueHuero). Cneasa aa ce otOenexH, 4e eaHH
Ha CHMITTOMH HA aCeNTHYEH MEHHHIUT (KaTO CKOBAHOCT BbB Bpara, rnaBobonue, rageH
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BHCOKa TEMIIEpaTypa WIK Ae30pHeHTaLM) ca HaOMIoZaBaHM 1O BpeMe Ha JIeUeHHEeTo ¢ ubynpodeH
MPH MALHCHTH ¢ MOMISKALIO aBTOMMYHHO 3a00/1BaHe (KaTO CHCTEMEH €PUTEMATO3CH JIYNYC H
cMeceHO 3a00/1sBaHE Ha CHCAMHHTEITHATA THKaH).

‘KJIMHHYHHATE W3NHTBAHHA M SITHACMHOIOTHYHHTE NPOYYBAHMA MOKA3BAT, ue yroTpebara Ha
noynpoden (ocobeHo BB BUCOKH J03H 0T 2400 mg qHEeBHO) H NPH ABJIFOCPOYHO JISUEHHE MOXKE J1a ce
aCOLIMHpa C JIEKO NMOBHIUIEH PUCK OT apTepHanHH TPOMOOTHYHH CHOMTHA (KaTO HHAPKT HA MUOKapIa
M MHCYNT) (BIDKTE TOYKA 4.4).

‘Haii-yecTo HaOMOAABAHNTE HEXKENAHM PEaKLiMM CA CTOMALIHO-YPEBHY NO MPUPOAA.

STTonakora daraiHu.

"Bixte Touka 4.4,

*0Ocobeno npH ALIrOCPOYHO NPHWIOKEHHE, BHB BPb3Ka C MOBEILIEHA CEpYMHA yped U efeM. Bkmousa
CBHLLO NMANWIAPHA HEKPO3a.

CroblllapaHe Ha NOAO3MPAHH HEXEaHH peaKLMK
Cpo01aBaHeTO Ha NOJO3HPAHH HEXKEIAHH PeakiHU CleA pa3peluaBaHe 3a ynotpeda Ha jieKapCcTBeHHA

MPOJAYKT € BaXKHO. ToBa MO3BOJISABA /ia NMPOJBL/DKH HabMoAEHHeTO Ha ChOTHOLIEHHETO M0J3a/ PHCK 3a
jAekapcTBeHa npoAykr. OT MeAHIMHCKHMTE CHelHaIMCTH C¢€ M3HCKBA JAa C¢pobmaBar BeAka
NMOJO3UpaHA HEXKENlaHa peakiusa Upes3 HallHOHATHATA cucrema 3a chofluaBane:

H3nsaHATENHA areHuua 1o JICKapcTBara

yi. ,,JamsaH ['pyes” Ne 8

1303 Codus

Ten.: +359 2 890 3417
yebcaiiT: www.bda.bg

4.9 Ilpeaoznpane

[Ipu BB3pacTHH edekThT A03a-0TTOBOP € NO-c/1a00 3abeneKUM OTKONKOTO NMPH ASLIA, PH KOHTO
npueMbT Ha noseue ot 400 mg/'kg MoXe Ja NPUYUHHA CUMITTOMH. TTOTYKHBOTET NpH Npeao3HpaHe €
1,5 — 3 yaca.

CHUMITTOMH

[ToBeueTo nanueHTH, NpUeaH KIMHUYHO 3HaUYUMH 1031 HCIIBC, pa3BuBaT He NoBeye 0T CUMITTOMM,
KOUTO BKITIOYBAT r'aficHe, MOBpBIIAHE, 3aMasHOCT, ChHIIMBOCT, XMITIOTOHUA, O0NKa B KOpeMa WiH No-
paako auapusa. TUHHHTYC, rnmaBoboHe U CTOMAIIHO-YPEBHO KBPBEHE ChIIO ca Bh3MOxHHU. [Ipu no-
TEXKO OTpaBiHe € HaOMoAaBaHa TOKCHYHOCT OT CTpaHa Ha LIEHTPaJIHaTa HEPBHA CUCTEMa, NMOHAKOra
Bb30yaa M le30pHeHTaAlMA UK KOMa.

[loHsxora nauMeHTHTE NOMY4aBaT repuoBe. IIpH TeXKo oTpaRsaHe MOXce Aa ¢e nposBH MeTaboJIHTHA
aipao3a 1 nporpombuHoBoTO Bpeme/ INR Moxe na Ovae yab/DkeHO, BEpOSTHO NOpaJH HAMECA BbB
GYHKUHHTE HA LHMPKYJIHpaLIMTe PakTOpPH Ha KPphBOCHCHpBAHETO. Morar a ce NpoaBAT TexKa
6b0peuHa HEAOCTATHUHOCT M YEPHOAPOOHO yBpexaaHe. IIpu acTMaTHLH € Bh3MOKHO 000OCTpiIHE Ha
acTMAaTa.

[IpoasmkuTeNnHAaTa YnoTpeba Ha MO-BUCOKH OT MPETOPLUYBAHHTE 103U HITH NPEIOo3HPAHETO MOXKe Aa
goseae 10 6u6peuna TybynHa auHn03a B XHNOKANTHEMHA.

OpnaggBaHe HA CUMITTOMMHTE
OernaggapaHeTo HA CUMITTOMHTE TPAOBa Aa OBA€ CHMIITOMATHYHO, NMTOAXbPIKALI0, BKITIOUHTEIHO

MOJAbPAAHE NPOXOAUMOCTTA HA IUXATEIHHTE MbTULIA, MPOC/IcASBaHE Ha ChPJACUHUTE H KH3HEHUTE
NnoKa3aTeS M ¥ TAXHOTO cTabuin3npane.

Tpabra na ce OOMHCIIH MPWIOKEHHETO Ha AaKTHBEH BBIJIEH 0 | Yac cies npHeM Ha MOTEHUHATHO
TOKCHYHA 103a. YecTHTe N MpOoABJDKHUTENHU MBpUOBE TpAOBa Aa 6BAAT NeKyBaHU C AHa3en
nopa3senam HHTpaBeHo3HO. [IpH acrMma ce npunarat 6poHXoaUNaTaToOpH.

5. @OAPMAKOJOI'MYHHU CBONUCTBA

5.1 ®@apMakoAHHAMHYHH CBOHCTBA




dapMakoTepaneBTUYHA rpyna; [[poTUBOBB3NAIUTEIIHH H ARTHAPHTMHYHH ITPOAYKTH, HECTEPOUIHH
npoaykty, JepuBatu Ha nponuoHoBara xucennHa, ATC xoa: MO1AEO].

Ho6ynpoden e HecteponaHo npotusopbananuTenHo cpeacteo (HCIIBC), xoero e nokasano
e(peKTHBHOCT 4pe3 HHxMbHupaHe Ha npocTarjiaHauHosus cuHTes. [lpu xopa udynpodpern Hamanssa
OonKaTa nNpH Bb3NATEHHE, OTOKA H BHCOKATa TeMreparypa. B nombinxenne, nbynpogen obparnmo

HHXHOKWpa TpOMOOLIMTHATA arperaums.

H6ynpodeH nu3nH e MU3uHOBaA coil Ha uOynipoden. Cnexn nepopanHo npuioxKeHne ubynpodeH NH3IUH
ce pasnaaa ao HOynpodeH KucenuHa ¥ TH3uH. JIMBHHEBT He NpUTekaBa GapMaKONOruiHa aKTUBHOCT.
ITopanu ToBa papMaKOIOrHUHHTE CBOACTBA HA UOYNPO(dEH IM3KH Ca CBLIMTE KaTO TE3H Ha
nOynpodeH KHCENHHA.

ExcnepyMeHTaNHHTE JaHHHU [IpeArnoarar, 4e HoynpogeH Moxe KOHKYPEHTHO Ja HHXHOupa edekra
Ha HUCKHTE J03H aLETWICANMIIJIOBA KHCEJIMHA BEPXY TPOMOOLIMTHATA arperalysa, KOrato ce npuiara
eqHoBpeMeHHO. Hakou papmakoauHaMHUHH NPOYUBaHUA NOKA3BAT, Y€ KOraTo €AMHUYHA 034
nbynpodeH 400 mg e npuera 8 yaca npeau WK B paMkuTe Ha 30 MUHYTH Cllefl aleTHICANTHIIMIIOBA
KHCETHHA ¢ He3abaBHO ocBoboxknaBaHe (81 mg) e HabnioagaraH NMoHWKEH edexT Ha
alleTHJICATMLIMIIOBATA KHCEAHHA BhpXY 00pa3yBaHeTO Ha TPOMOOKCAH MM arperauusara Ha
TpoMOOLMTHTE. BBIpeKkH, Ye UMa HECHTYPHOCT NPH EKCTpanonallds Ha Te3H AaHHU OT KTHHHYHH
CJTy4yaH, He MOoXKe a 6bae H3KIMI0YeHa Bh3MOKHOCTTA, Y€ NIPH peloBHA NPOABKTENHA ynoTpeba Ha
uOynpodeH Moke a ce HaMaJd KapJAHONPOTEKTHBHHUA €(PEeKT HA HUCKH J03H aLETHICATHLIWIORA
kuceauHa. He € Bp3MOXXHO Aa ce HaOmoAapa KNHHHYHO 3HAYHM €(EKT IPH HEPEOOBHA yTioTpeba Ha
noynpodeH (BuxKTe TOUKa 4.5).

5.2 DapMAKOKRHETHYHH CBOlCcTBa

Cnen mpunoxenue ubynpodeH T43HH ce pasfens Ha ubynpodeH u TU3UH. JIM3HBHOBAaTa COM Ha
nbynpodeH € no-pa3TBOpUMa BB BOAA OT KMcenHHaTa HOynpodeH, KOeTo Mo3eosifsa no-6bp3a
abcopbuus. dapMakokHHeTHKaTa Ha uOynpodeH e THHEeHHa PH TepaneBTHYHH O3H.

Abcopbums
Hoynpoden ce abcopbupa 6bp30 cnen npueM u ce pasnpenens 6bp30 B LANOTO TANO.
XpaHata 3a6aBs abcopbumara Ha uGynpodeH.

Pasnpenenenue

[Tpunoxennero Ha HOynpodeH He BOAW A0 HATPYNBaHHA. CBBP3BAHETO C IUTA3MEHHUTE NIPOTEUHH €
99%.

B cHuHoBHManHaTa Te3HOCT HOYNIpodeH 3ana3zBa CTaAOWITHH KOHUCHTPALIMH MEXIY BTOPHS ¥ OCMHA Yac
CNie/l NpHeM, KaTo CHHOBHanHaTa Cmax e npuOnU3UTENHO paBHa Ha €iHA TpeTa OT na3MeHata Cmax.
Cnen npunoxeHue Ha 400 mg ubynpodeH Ha BcekH 6 yaca npH OpeMEHHH XKEHH KOJIHYECTBOTO
ubynpodeH, KOeTo e OTKPHBa B KbpMaTa € no-Manko oT 1 mg 3a 24 vaca.

buotpaHchopmanus

Cnen uepHoapoOHM MeTaboNMU3BM (XMAPOIK3IHpaHE, KapOoKcUHpaHe, KOHIOTUpaHe) ubynpoden
HsAMa UHIyLHpal] eH3uMHTe edext. 90% oT Hero ce Merabonusupa noa dopMara Ha
¢dhapMaKoOJIOrHYHO HEAKTHBHH MeTaboIMTH.

EnuMUHHpaHE
EnuMHUHHUpaHETO € OCHOBHO upe3 ypuHarta (90%), Ho CBIIOo U npe3 ¥abuKkaTa. T npuKI -/

L
+Ta
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paMkuTe Ha 24 yaca B pazMep Ha 10% B HenpomMeHeHa popMa U 90% HeakTHBHH MeTaO@MyE ’7%

CBLIECTBO TIIOKOPOKOHIOTATH, &/ ol 2

EnuMHHALMOHHUAT NOMYKHBOT NMpPU 3APaBY HHAHBHAM W NpPU TakuBa ¢ 666peuHo U YeRid Aoty v--5" | <

3abonssatne e 1,8 10 3,5 uaca. 8\ colfnE |
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KuHernuHuTe napamMeTpy Ha ubynpodeH ca cabo NPOMEHEHH NMPH MAUUCHTH B CTAPHECKA BH3PACT,
npu GBOpeyHa HEAOCTATEYHOCT M TNPH YEPHOAPOOHA HENOCTATHYHOCT. HabmonaBaHure CMyILIEHUS HE
onpapaaBaT MPOMAHA Ha NJO3HPOBKATa.

[IpodyKToBO creudprIHN HapMaKOKHHETHYHH CBOHCTRA

BpemeTo 3a JOCTHraHe Ha TJIa3MEHH KOHLCHTpaLWH (Tmax) e CUITHO HaMasCHO 33 NPOAYKTH,
chAbpxaly UuGynpodeH AU3UH, B CPABHEHHE C CKBUBAJICHTHH NPOAYKTH, ChABPKALIH uoynpogdeH
KHCEeJTHHA.

MaKCHMAJTHATA CEPYMHA KOHLIEHTPAUKA Ce A0CTUTa NPUOIH3NTENHO 34 35 MMHYTH cnej nepopaieH
npuem. Clel eXHOKpaTeH NPHEM Ha TabneTka oT 200 mg, MaKCUMaJTHUTE CEPYMHH KOHLEHTPALKH
npu Bb3pacTHH ca 48,5 + 3.4 ng/mL 3a ubynpoden 3k, a Tmax e 0,58 vaca 3a ubynpodeH n13HH B
cpaHenHe ¢ 1,33 yaca 3a kucennHa HOynpogdeH.

5.3 IlpeaknvuHHYHH AaHHH 32 De30naCHOCT

Hsama HanuuHa JonbAHUTENHA HH(OpMalH, KOATO 13 HE € NOCo4EHa B OCTAHAIIMTE pa3iciii Ha
KparkaTa XapakTepHCTHKA Ha NPOAYKTa.

6. OAPMAIIEBTUYHU JAHHHA
6.1 Cnuchk HA IOMOUIHHTE BelleCTBa

Mukpoxkpucranta uenynosa PH102
KpocnosuaoH (tun A)

KonosuaoH (Plasdone S-630)
[Ipeuncren Tank

Marue3ues creapar

Hoxpumue
Onagpaii [1 6sano 85F18422:
[TonmHBUHUIOB ATKOXO0J1, HaCTHYHO XHAPOJIN3HpaH
Twuranos anokeun (E171)
Maxporon 4000
[IpeuncTeH TaiK
6.2 HechbBMECTHMOCTH
HenpunoxHmo.
6.3 Cpox na roaHocT
3 roauHy
6.4 CnenBajHy yYeJ0BUSH Ha ChbXpaHeHHE

To3u JIeKapCTBEH NPOAYKT HE H3UCKBA CrneuraiHi YCNOBUSA Ha CbXPaHCHHUC.

6.5 BpaH cuAbLpPAKaAHHE HA ONAKOBKATA

Henpospaunud PVC/PVDC/Alu 6aucTepyn, NOCTaBeHH B KYTHH, ChABpPKALLIHK 2,4, 6, 8 10, 12
TabNEeTKH. g%“w No

He BCHYKM BUAOBE OMAKOBKH MOraT Aa Obaar MmycHaTH B npoJaxoda.

6.6 CrnenMAJHH NpelNa3sHH MEPKH NPH H3XBBPJIAHE H padoTa
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H6ynpoden Moxke Aa MpeACTaBNABA PUCK 38 OKOJIHATA CPEAa.
Hensnon3BaHUAT NleKapcTBEH NPOIYKT WK OTIIAIbYHUTE MaTeEpHaNHU OT Hero TpsadBa Na ce U3XBLPIAT
B ChOTBETCTBHE C MECHHTE M3UCKBAHHS.

7. ITPUTEXATE)JI HA PASPEINIEHHUETO 3A YIIOTPEBA
Medochemie Ltd, 1-10 Constantinoupoleos Street, 3011 Limassol, Kurrsp
8. HOMEP(A) HA PAZPEINIEHHNETO 3A YIIOTPEBA

Per. Ne: 20200251

9. JAATA HA ITHPBO PAZPENIABAHE/ NIOJHOBABAHE HA PASPEIIIEHHETO 3A
YIIOTPEBA

Jarta Ha mbpBO paspeinasane:. 15 gzexkemepu 2020 r.
Jara Ha nocaeAHO NOAHOBABAHE:

10. JTATA HA AKTYAJIMZUPAHE HA TEKCTA
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