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KPATKA XAPAKTEPUCTHKA HA ITIPOAYKTA

1. HME HA JJEKAPCTBEHHSA MPOAYKT
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®JIAMEKCHH 20 mg raGirerin /3OBAHATERHA ATEHUWA N0 JIEKAPCTBATA

E
FLAMEXIN 20 mg tablets L}fpd’??ﬁd XapAKTEOUCIUKE W8 POOZYKME - IPUAOKEHUS 1

!
PJIAMEKCHH 20 mg npax 3a nepopaJieH pa3rsop E Kowt Pee. iz ... 20000, {3(3‘ D
E

FLAMEXIN 20 mg powder for oral solution

2. KAYECTBEH H KOJIHYUECTBEH CLCTAB ? IHEDEIE M rrvsservssesscrsossivsssss Sl Bise i tragaeseess |

Tabnerxu

Besika Tabnerka cpappika:

NMHPOKCHKAM Oera UMKIOAESKCTIPHH (piroxicam beta — cyclodextrin) 191.2 mg, (exBuBaneHTeH Ha
NUPOKCHKaM 20 mg).

Hpax 3a nepopanen pazreop

Beaxo caibe ¢ mpax chabpka:

nUpoKCHKam Oera UMKIONEKCTPHH (piroxicam beta — cyclodextrin) 191.2 mg, (exBuBAleHTEH Ha
nHpoKcHKaM 20 mg).

3a OBHHA CIHMCHK HA MMOMOUIHMTE BELIeCTBa BHXKTE TOUKa 6. 1.

3. JEKAPCTBEHA ®OPMA

Tabnerke, npax 3a nepopaliHo NPHIOKEHHE.

4. KIMHUYHHU JAHHU

4.1 TepaneBTHUNN NOKA3ZAHHIA

CHMITOMATHYHO JIeYEHHE HA OCTEOAPTpPO3a, PEBMATOMAEH APTPUT, WIIH AJIKUJTO3HPALY CIIOHJHIIMT,
Ilopanu mpodmna Ha Ge3onacHocT (Bux T. 4.2, 4.3 u 4.4) MHUPOKCHKAM He € CPEACTBO HA IIbPBH H300p
3 ICYCHHE HA TE3H CBCTOAHHUS C HECTEPOUAHM NpOTHBOBB3NAINTENHH cpeactea ( HCIIBC).
Pemenvero 3a npeanucBane Ha NUpOKCUKaM Tpa0Ba 1a ce OCHOBABA Ha IPELISHKa Ha HHAUBHIYAJIHHAS
pHCK 3a nauMeHTa (BHX T. 4.3 1 4.4)

4.2 [o3HpoBKa H HAYMH HA IPHJIOKEHHE
Ho3UpoBKa

Tabaerku 1 camera: 1 Tabnerka win | catue ¢ npax 3a mepopasied pazrsop (20 mg) AHEBHO.
[IpeanuceaneTo Ha NUPOKCHKAM TpaGBa Aa Ce M3BLPIIBA OT NEKAPH C OMMT B JHATHOCTHYHATA
NPELCHKA ¥ JICUCHHE Ha MalMEHTUTE ¢ BL3NANIMTEHN WK JEreHEPaTUBHH 3a00n9BaHHS.
MakciManHara nperiopsyUBaHa IHEBHA 1034 € 20 mg.

Hexenanure edekty Morar na ObOaT HamaneHu Ype3 M3MON3BAHE HA MUHHUMATHA ¢(eKTUBHA 1033
[IPH HaH-KpaTKa MpOABIKHTEIHOCT HA NPHIOKEHHE, HEOOXOAMMA 3a OCHIUECTBABAHE Ha KOHTpON Ha
cumMnTomMuTe Ha Oonecrra. [lonsara or jeueHHETO W MOHOCHMOCTTAa KBbM JIEKAPCTBOTO TpsibBa Aa
Obaar npepasriexaaHd Ha BCeKH 14 gHH. AKO Ce NPeABHKAA NMPOABIKHTENHO CYEHHE, Ta3u
npeLeHka Tpadea na 6nae H3BLPIIBAHA MO-YECTO. e
HMmalike npegsua, ue ynoTpebara HA NMPOKCHKAM C€ CBBP3Ba C nmoB
FaCTPOUHTECTHHANIHH YCIIOSKHEHHSA, TpAOBA BHHMATENHO ga OBAE NpeLcHsBaHa BN
COHOBPEMCHHO TPUNIOKEHHE Ha racTpO-NPOTEKTHBHHM JIEKapeTBa  (Harp.
MHXHOUTOPH HA NPOTOHHATA NOMIA), OCOGEHO MPH MALMEHTH B HANPEIHANA Bb3

Hleduampuyuna nonynayus



be30NacHOCTIa ¥ e(HKaCHOCTTAa Ha MHPOKCHKAM LMKIO [-ACKCTPHH MpH Ae€ua BCe OllEe HE €
YCTaHOBEHa.

Cmapuecka avapacm

[NanueHTyTe B CTapyecka BH3PacT MOTAT A IIPOABAT MO-/IOMA OHOCHMOCT KbM HEKETaHHTe eeKTH,
3aTOBa Te3H MaUMEHTH TpAbBa ObaaT BHUMaTenHO HabmonasaHu. Kakto npn octanamure HCTIBJL, ce
HSHCKBA TIOBHLICHO BHMMaHM® MPH MALMEHTH B CTAPYECKa BB3PACT, NPH KOHTO Ca MO-BEpPOMTHH
HapyiieHus B OrOpeuHarta, yepHoapoOHaTa WK ChpAeyHaTa QyHKUHA.

Jl03MpOBKATA MPH NMALMEHTH B CTAPUYECKA Bb3PACT TpabBa ga Obae onpelesneHa ¢ BHHMAHHE OT
JIeKaps, KOHTO Na NPEeLIEHH Bb3MONHOCTTA 32 HAMAJISBAHE HA MPENOPbUMTENHATA 1034,

HauuH Ha npunokeHHe

Tabnerkn — 3a na paspennre Tabnerkara, TpaGea 4a s OCTABMTE HA IUIOCKA [IOBEPXHOCT ¢
ACTATENHATA YepTa Harope. Ypes aek HaTUCK ¢ najien T4 ¢e pasens Ha 2 eAHAKBH NMOTOBHHKH.

IIpax 3a nepopasen pasreop - Upes oTBapsHe Ha MUIHKYETO MO AMHHMATA “HONOBMH n03a” ce
nofy4asa n03a ot 10 mg. Upes oTsapaHe no nuHusTa “usia 1o3a” ce nony4aea nosa ot 20 mg,

4.3 TIIporuBonokazanus

*  CBpPBXUYBCTBUTEHOCT KbM AKTHBHOTO BEIIECTREO MM KBM HAKOE OT NOMOLLHUTE BELLECTBA.

* AHaMHe3a 33 A3Ba Ha FACTPOHHTECTHHANHHA TPAKT, KbPBEHE WM nepdopanu.

* [llaumenTH ¢ aHaMHe3a 3a FACTPOMHTECTHHANHH HAPYILEHHS, KOHUTO Ca [PEAPa3NoNOKEeHH KbM
KBPBCHE, KaTO Hanp. yJUEpPO3cH KOMuT, Oonect Ha Crosn, racCTpOMHTECTHHANIEH KAPLUMHOM,
AHBEPTHKYITHUT.

* [laumenTH ¢ akTHBHA MeNTHYHA A3Ba, BB3MNATHTETHH raCTpOMHTECTHHANIHY 3a00naBaHHA WK
racTPOMHTECTHHAIHO KBPBEHE.

e [laumeHTH ¢ racTpur, AUcnencus, TEXKH 4epHOAPOoOHH KK 6bOpeuny 3abonssanus, cpeana
RO TEKKA CbPACIHA HEAOCTATHHHOCT, XUIEPTOHKS, CEPHO3HH 3a00NABaAHNA HA KPBBOHOCHATA
CHCTEMAa MJTH XEMOparu4Ha Juaresa.

* EnHoBpemenna ymortpeba ¢ apyru HCIIBC, Bkin. COX-2 ceneKTUBHH HCIIBC, u
aUSTUICATHUHIIOBA KUCEINHA B aHAJITETUYHHA HO3H.

¢ EaHoBpeMeHHa ynoTpeba ¢ aHTHKOAryJIaHTH.

AHamHe3a 3a MPEAXOAHHW CePHO3HM ANEPTUYHH JIEKAPCTEBEHM peakuudyd OT BCAKAKBB THI,
0COOEHO KOXKHH peakUH, KaTo erythema multiforme, cuHppoM Ha Stevens — Johnson,
TOKCHYHA €NHACPMATIHA HEKPOIH3A.

¢ llpenxonnn koxHu peakunu (Ge3 3HaueHHe HA TEXKECTTA) KbM nupoxcHkaM, apyri HCIIBC u

JPYTY NeKapCcTRa.

* Jlokasana unu npeanonaraema GpeMEHHOCT, MO BpeMe Ha JaKTaLuud npy geua (Bxre T.
4.6).

44 Coennannmn npeaynpexaeHus U NpeanazHA MEPKH IpH ynorpebda

HexenaHure eekTn Morar 1a ce HaMaisT upes H3NOA3BAHE HA MMHMMAJHATA eekTHBHa 1032 3a
HaH-KpaTKUA NEPHOA OT BpeMe, HeOGXOMNM 3a OCBHUIECTBABAHE HA KOHTPOJ BBPXY CHMITTOMHTE.
KnuHHYHATA Mon3a M MOHOCHMMOCT TpaGea pa ce pepasriekaaT [MePHOAHYHO, KATO JIEYSHUETO
TpAOBa He3abaBHO Na ce NPeyCTAHOBH MPH MLPBA (POABA HA KOXKHH PEAKLIMM WK KITHHHUHO 3HAYHMH
FACTPOHHTECTUHANHU CHOHTHA.

IIpy nmauvenTn B cTapuecka BE3pacT ce MOBHILABE YECTOTATA Ha HEXKEJIaHUTE JIEKapCTBEHU peaKiiH
npu ynorpebara Ha HCTIBC, ocofeno xbpsene u nepdopauus Ha CTOMAIITHO-YPEBHHA TPAKT, KOMTO

ekl
et

Morart ja 6vaar daranuu (Buxre T. 4.2). I

Lacmpounmecmunaniu egexmu, puck om 2acmpo-unmecmuHaINa 4364, KbpBe
HCIIBC, BrouHTeTHO MUPOKCHKAM, MOFAT fa MPUYUHST CEPHO3HH TracTpo T uﬁanuukcm
KaTo KbpBEHe, i3Ba M NepOpaitua Ha CTOMAxa, ThHKUTE WK Aebenu uepea, Kow iMG]"ﬂTﬂaﬁ'Eﬂ
hatanen u3xoa. Te3w CEpHO3HH HEXENaHH peakudH MOrar Ja ce Habnloaasa {f% B{’“‘“l}peme
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Kakrto kparxoto, Taka H nponsmkuTenHoTo Mpunoxkedne va HCIIBC moske fa moBene A0 TOBHILEH
PHCK OT CEPUO3HH HEXEJIaHH raCTPOMHTECTHHANHH PeakuuH. JJaHHH oT 06cepRaUMOHHE NPOYYBAHHS
MOka3BaT, 4e nofooHo Ha apyrure HCIIBC npunosxkeHHeTo Ha NUPOKCHKAM MOXE na Ohae CBBP3aHO
C MOBHIIEH PHCK OT CEPHO3HA FaCTPOUHTECTHHANHA TOKCHYHOCT.

[latgenTd ¢ MOBHLIGHH PHCKOBH (AKTOPH 3a CEPHO3HM HEKE/AHH raCTPOMHTECTHHANHH peakiyy
TpsiObBa ma Owaar JIEKyBaHU ¢ MMHPOKCHKAM CaMO Cle[ BHHMATE/NHA npeueHka (Biokre 1. 4.3. u no-
J0ITY), -

Tpsbea na ce oOMHCAH €BEHTYaNHAa HEOOXOAMMOCT OT KOMOMHHPAHA TEpanus ¢ racTpo-NpoOTeKTUBHH
CPeACTBa (HaMp. MU3OTIPOCTON MNK HHXMOHTOPH Ha MPOTOHHATA MOMIIA, BUKTE T. 4.2)

Cepuosnu 2acmpourmecmunainu YeaoiCHeRus

Hoermugruyupane na pucxosume nayuenmu

PUCKLT OT pasBUTHE HA CEPHO3HH raCTPOMHTECTHHAIHA YCIIOXKHEHHA ce TNOBHIUABA C BH3PACTTA.
Ilaumentu Ha BB3apacT Hax 70 rovHH ca CBBP3aHM C MOBHILUEH pUCK OT yCimoxxHenms. Tpabsa na ce
H30ArBa NPUNOKESHUETO NPH NaLKHeHTH Ha 80 roaHHN.

ITaumenTH, NpHEMamH €IHOBPEMEHHO MEPOPAIIHH KOPTHKOCTEPOMIH, CEJEKTHBHH MHXHUOHWTOPH Ha
CCPOTOHHHOBHS pebnTerK (SSRI) niu TpOMGOUMTHH aHTHATPEraHTH, KaTO HATP. ALETHICATHLHIOBA
KHCEMHA B HHCKH 1O3W, Ca M3JIOKEHW Ha MOBMILEH DUCK OT CEPHO3HM rACTPOMHTECTHHAMHH
YCNOXKHERHA (BHXKTE MO-A0My H T. 4.5). Kakro npu octananute HCIIBC, NPKX T€3X PUCKOBH IPYIH OT
MAUMEHTH TpadBa fa ce MMa npedBdn  ymorpebata Ha [UMDOKCHKAM B  KOMGHHALMA
raCTPONPOTEKTHBHY CPEACTBA (HANP. MM3OMPOCTON WIH HHXMGUTOPH HA TIPOTOHHATA MOMIIA).

[Ipy npunokeHHe HA NHMPOKCHKAM CE MPENOpbYBA NAUMEHTUTE U NeKapure aa TPpOCHeasBaT
BHUMATE/IHO 33 MNpW3HAUM M CUMINTOMH HA TracTPOMHTECTHHANHA YJUEPALMS WHIH KbpBEHE.
INaupenture Tpsbea ga Gbaar npeaynpexaaHM Aa cLOGABAT 3a NOABA HA BCEKH HOB HUIH
HeoOH4aeH abOMUHANEH CHMIITOM 110 BPEME Ha JICYeHHE, AKO MMA CEMHEHHE 32 HAIHYNE HA racTpo-
HHTCCTHHAIHO YCNIOMHEHHE MO BPEME HA JIGYEHHETO, NPUEMBT HA IHPOKCHKAM TpsabBa na Owne
NPEYCTaHOBEH He3abaBHO M Ja Ce 0OMUCIH AOMBJIHUTENHA KIIHHUYHA OLIEHKA H JIEHEeHHe.

Copoeuno-cvoosu u mozvuno-cvoo6u ederxmu

T®H KaTo MpH JleueHne Ha NALMEHTH C aHAMHE3a 33 XHIIEPTOHUS W/ WIH CBPACYHA HEROCTATHYHOCT C
HECTCPOHAHH NPOTHBOBB3NANIMTENIHK CPEACTRA ca HAOMIOAaBaHH 3aBPKKA Ha BOAA H OTOLM, €
HeOOXOMUMO fa Ce OCHIYPAT NOJXOASALLO MOH WTOPHpaHe W KOHCYNTHpaHe. KNMHUYHKM npoy4BaHus H
CIIHACMUONOIHYHN AaHHY nokasear, Ye ynorpedara Ha HaKOH HCIIBC (oco6eHo BbB BHCOKH N03H H
TIPH NPOABIKHUTEITHO IeHeHHE) MoXe 1a Obe CBBP3ana C NEeKO NOBUIIEH PHCK OT apTepPHANHH
TpOMOOTHURY ¢BOUTHS (HaNpUMeEp MHOKApACH WH(pAPKT WK HHCYNT). HaMa 10CTaTEuYHO AaHHH 33
H3KJTIOYBAHE HA TAKBB PHCK NPH ynoTpeda Ha MHPOKCUKAM.

IlauMenTH ¢ HEKOHTpPONHPAaHA XHIEPTOHHS, KOHI'€CTHBHA ChpPJEYHA HEAOCTATHYHOCT, YCTAHOBEHa
HCXEMH'YHA KapAHOnaTys, nepHQepHa aprepruanHa 6onect u /MIH MO3b4YHO-ChI0BA Goect Tpabea aa
OBAAT NeKyBaHM C MMPOKCHKAM CaMO CI€A BHHMATENHA npeuexka. [lonobua npeuenxa Tpa6ea ga ce
NpaBK MpEIH 3aMO4BaHE HA MPOALIDKHTENHO JICHEHME NPpU MALMEHTH C PUCK 33 CHPAEYHO-ChAOBH
3abongpanHud  (Hanp. XMUNEPTOHMS, XHNEpAUNHASMHA, 3axaped auabeT, TIOTIOHOMYHISHE).

{layuenmu ¢ Gynxyuonannu 6v6pevnu napymernus

Mwma cpobiuenns 3a o6paTuMo NOBHILEHHE Ha KPBBHATA YPes U KPEATHHHH.

Panko, HCIIBJI ca noknajBal karo npuuMHa 32 HHTEPCTHLHANIEH HE(PHT, FJIOMEPYJIOHEPPHT,
Marn1iapHa HEKPo3a W HeppOTHUEH CHHAPOM. Te NOATUCKAT CHHTE3a HA OBOPEUHHTE
POCTarnaHavHH, KONTO y4acTBaT B NOAABPXaHeTo Ha 6bOpeuHara nepdysus npu NAUACHTH € ..
HamaneH obeM Ha KpeBTa M 6bOpeunis kpbeoTok. [IpH TakiBa naLUeHTH, MPHEMET H TORSNAH I
HPOTUBOBLIMATHTE/IHY IEKAPCTBA MOME 1a NpeaHu3BHKa U3sBeHa ObOpeuHa HeROCT: '
00MKHOBEHO OTLIYMsIBA cieA cniupane Ha seveHnero ¢ HCIIBC. Kbm naunenture & YLLK, PHCK 32, %
TaKasa peakuMA C¢ NPHIHCIABAT TE3U C KOHMECTHBHA ChpAEYHA HEAOCTATBYHOCT, ({ LAP03a Ha HepHHs | 2!
Apod, HePpOTHHEH CHHAPOM H M3sBeHO GBOpetHO 3a6onaBane. Takusa NaLHEHTH a0ga 1a 6ngaT, ==/
BHUMATEIHO HalIr0aaBaly o Bpeme Ha Jtevenne ¢ HCTIBC, AN S S
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JICHEHHE C NHPOKCHKAM-P-UHKIOACKCTPHH.
[1npokcukam-f-unKonekcTpHH TpAGBa Aa ce M3MOMA3Ba ¢ NOBHUIEHO BHUMAHHE TIPH NAIUEHTH ¢
Hedponarus.

Koxcnu peaxyuu

CepHO3HM HeXceNlaHH JeKapCTBEHM pEaK[MM, HAKOW OT KOWTO (aranHy, BKI. excdoNMaTHBeH
[EPMaTHT, CHHAPOM Ha Stevens — Johnson W TOKCHUHA €NUIEPMANIHA HEKPOJIH3a ¢a AOKIAJBAHH
MHOIO PAAKO BEB BpPb3Ka ¢ ynorpebara na HCIIBC.

[lausenryre Tpadea aa GbaaT NpeynpeaeHd W HaGIIONABAHM BHHMATE/IHO 3a [PH3HALHTE H
CHMITOMHUTE 338 KOXKHM peakuuu. Hai-sHcok puck 3a MogBa Ha CHHAPOM Ha Stevens — Johmson win
TOKCHYHA €NUAEPMAIHA HEKPOJTH3a UMa MMPE3 ITbPBUTE CeAMMLIH OT JIEYEHHETO.

Ilpu Hammupe Ha CHMIITOMH MM NPU3HALM 32 Sfevens — Johnson win TOKCHUYHA enuepmanHa
HEKPOK3a (Hamp. NpOrpecHBeH KOxkeH o0pHB, YeCTO ¢ MEXYPH WM JIC3HH 110 JUraBULAaTa),
NEYCHUETO C NHpOKCHKaM Tpabra fa Obae npekpaTeHo.

Ha#-nobpure pesysiratu B neueHHeTo Ha Stevens — Johnson v TOKCHYHATA EMUAEPMAIIHA HEKPOTH3a
CE nony4asar IpY paHHa AHArHOCTHKA W He3abaBHOTO NpeKkpaTiABaHe Ha MPHEMA HA BCAKO
IOO3UPAHO JICKAPCTBO BeAHAra. PaHHOTO rnpexparsBaHe € CBBP3aHO ¢ MO-100pa NMporHosa.

AKO NpH ynorpebaTa Ha NMPOKCHKaM, MAUMEHTHT € pa3Bun Stevens — Johnsom W TOKCHUHATA
CHUACPMATHE HeKPOMH3R, IEKapPCTBOTO HUKOTa HE TpADRBa ce Npuiara OTHOBO NPH TO3H NALHEHT,

Hpyau
Ilopanu noenuseanero Ha MeTaboNH3Ma Ha apaXMIOHOBA KMCENHHA, MPH HSAKOH MALMEHTH ¢/ WM C

NPEAUCTIO3MUHA KBM ACTMa, THPOKCHKAM MOXe Ja MPEH3BHKA DPOHXOCNAIBM, alepruyeH WOK WK
JPYIy aJIEPrHYHH peaKkLHH,

ITupokcukam, kaxro ocranaaute HCIIBC, namanssa TpoMGOUMTHATA arperaus W yAb/DKABa
BPEMETO Ha KbPBCHE; Task eQekTH Tpabpa Aa ce B3eMAT 0] BHHMaHHE [PH NMPOBEXIaHE HA KPHBHH
TECTOBE H MPU €NHOBPEMEHHO yrioTpeba ¢ TPOMOOLIMTHY aHTHATPETaHTH.

I1pu npunoxennero na HCTIBC ca Habnionasann HAKOW OYHHM IPOMEHH, 3aTOBA MPH MPOABIKATEIHO
JICHECHWE Ce MPENopBUBAT NNEPHOAUYHN OUHH NpErneau.

IIpenopbusa ce penoBHO fpocieAsbaHe HA HUBOTO HA KPBBHATA 3aXap NMPH NaLHEHTH ¢ auaber, u
NPOTPOMOHHOBOTO BpeMe MPH NALMEHTH, NIPHEMALLH SAHOBPEMEHHO KYMAPHHOBH aHTHKOAIY/IaHTH.
[lpu nauuenTH ¢ HapylleHa YepHOAPoOHA PYHKUMA € HeoGXOAMMO MOBHLIEHO BHUMAHHKE, KATO Ce
MpenoperHBa MEPHOAHYHO NPOC/ICAABAHE HA KIMHUYHHUTE U 1a00paToOpHH NOoKa3aTenu, ocobGeHo npy
NPOABJDKUTEITHO JIeYSHHE,

Tabnetkure CBABLPHKAT NakTO3a MOHOXHAPAT. [1alMEHTH ¢ peKM HACICACTBEHU NPOGIeMH Ha
ralakKToO3Ha HEIICHOCHMOCT, Lapp naktasen aepuuyT WK FTIOKO30-rafiakTosHa Manabeopbums He
TpA0Ba Ja NpHUEeMaT ToBa JIEKapCTBO.,

[lpax®T 32 nepopanna ynorpe6a cbabpKa KaTo NOACNAAXTES acTapTaM, KOHTO € H3TOYHHK Ha
dernnananun. To# Moxe na e BpeJieH 3a NAUMEHTH ¢ PEHHIIKSTOHYPHS.

[Ipax®T 32 nepopanna ynorpeba cbabpka copburon. [ammenTH ¢ peKu HacAeACTBEHH NpobieMH Ha
HEMOHOCHMOCT KM (PYKTO3a He Tpa6Ba Aa NprUeMar ToBa JEKApPCTBO.

4.5 BsaumoneiicTBHE ¢ APYry IeKapCTBEHH NPOAYKTH H APYrH JOPMH HR B3aHMoeHCTBHE

Ayemuncaruyuiosa KuCeauna unu Opyzu HecmepoUOHU nponusoswLINARUMENHYU Cped

MHPOKCHKaM, MUMaT Mo-I00Bp €(EeKT OT CAMOCTOATENHOTO MY NPHIOKEHHE.
HCIIBC, Tesn kombunauun TpabBa ga ce W36ArsaT M nopaaM ToBa, Y€ NOTEH
NEKAPCTBEHH PEaKLMH C& NOBKILABRA {BHXKTE T. 4.4).



KiIMHMYHE  W3NUTBaHMS NOKa3BaT, ye €OHOBPEMEHHaTa ymoTpeba Ha NHPOKCHKAM H

ARCTWICATHLAIOBA KHCENIMHA NOHMUKABAT IJa3MEHATA KOHLIGHTPAaLMA Ha MHPOKCHKaM a0 oxono 80%
OT 00HualiHHTE CTOHHOCTH (BIDKTE. T. 4.3).

Kopmuxocmepoudu: NOBHILIEH PUCK OT TaCTPOMHTECTHHAHA 3B H KbPBeHe (BUxkTe T, 4.4),

Anmuxoazynanmu: HCIIBC, BKIOYATENTHO MHPOKCHKAM, MOraT 4 TMOBHINAT eexkTHTE Ha
AHTHAKOATy/IAHTWTE, KaToO Hanp. BapdapuH. 3aroa, enqHOBpeMeHHaTa ynoTpe6a HAa MHPOKCHKAM C
aHTUKOAryNlaHTH KaTo BapdapuH Tpa6Ba na ce uzbarsa (Buxte 1. 4.3).

1pomBOY UMK AHMUAZPE2AHMY Y CENCKMUGHY UHXUBUMOPU HA 0BPATIHOMO NoeMane Ha CEPOMOHUH
(SSRI): NOBMIIEH PUCK OT KbPBEHE B MACTPOMHTEC THHAIHHS TpaxT (BwKTe T. 4.4).

Huypemuyu, ACE-unxubumopu u anzuomenzun 1l peyenmopuu anmazonucmu; HCIIBC morar na
MOHMXKAT ePUKACHOCTTA Ha IHYPETHLIMTE W Ha APYrd AHTHXHNEPTEHIUBHU NIEKAPCTBA.

Jlexapcmea ¢ sucoka cmenen na cebpzeane ¢ niazmenume npomeuny. [1opaay BUCOKATa CTeneH Ha
CBBP3BAHC HAa NHMPOKCHUKAM C [UIA3MEHHTE MPOTEHHH, MOXKe Ja Ce Ma Cé OYaKBa KOHKYPEHTHO
H3IMECTBAHE OT APYTH JIEKapCTBa C BHCOKA CTENEH Ha CRBP3BaHE C MPOTEHHUTE. B Takusa ciaydawm ce
Hajlara BHUMAaTC/IHA MPELICHKA OT JIEKapa ¢ Les KOPUrHpaHe Ha J03aTa NMPH HeoGXoaHMOoCT.

Jlumui: EnnospemenHoto npuwnarane va nuthii ¥ HCIIBC Boam [0 NOBHIIABAHE HA TUIA3MEHHTE
KOHLIEHTPALMX HA NUTHH.

AHmuayudu: €AHOBPEMEHHOTO NPHIOKEHHE HA MUPOKCHKAM-B-LHKNOAEKCTPHH M aHTHALMAM HSIMA
eeKT BBPXy NJIa3sMEHHTE KOHLEHTPALIMH Ha MHPOKCHKAM,

Copdeunu enuxosudu (Ouzoxcun wmu Ouzumoxcun): HCIIBC MOraT na BIOWAT ChpIACYHATA
HCAOCTATEYHOCT, Aa HAMATAT CKOPOCTTa Ha rnomepyinHara ¢uarpaums (GFR) w ga ysenwuar
[UIa3MCHWTE HHUBAa HA CBHPACHHHMTE TIIMKO3MAM. ExHoBpemeHHaTa ynorpefa Ha NHPOKCHKaM-P-
LHHKIOACKCTPHH C AMTOKCHH WM AHTWTOKCHH HE BJIMAE BBPXY IUIA3MEHWTE KOHLIGHTPAIIHH HA Te3M
NCKAPCTBA WITH HA MHPOKCHKAM,

Lumemuoun: [lpy eXHOBpEMEHHO MPHIOKEHHE ¢ LMMETHAMH € HAGMIONABAHO JIEKO MOBHMILCHHE B
Pe30pOLHATa HAa NUPOKCHKAM - TO3H eeKT He MOBAHABA 3HAYHMO CKOPOCTTA Ha EIIUMHHUPAHE WK

BpPEMETO Ha MOJyKMBOT. CnaboTo MOBHINEHWEe Ha pe30opOuMATA HA MHPOKCHKAM HAMA KAWHWYHA
3HAYHMOCT,

Huypemuyu: HCIIBC Morar fa DpHUMHAT 3afbp»KKa HA HATPHiL, KAJMH M TEUHOCTH M MOTAT Aa
NOBTHAAT BHPXY HATPHYPETHYHOTO ACHCTBHE Ha AHYPETHLHTE; TOBAa TpaOBa ma ce HMa NpEABHI NPH
ICYCHHE HA MAUMEHTH ¢ HapylleHa CbpacdHa (QYHKUHS WK XHNEPTOHHA, ¢ Len A3 ¢e u3iberde
CBEHTYATHOTO BJOLIABAHE HA TE3U CLCTOAHHA.

Huxrocnopun u maxpoaumyc. Bb3MOXKEH € MOBMIUEH PUCK OT HePOTOKCHUHOCT MPH NALKMEHTH,
npueMauiy eaHospeMeHHO HCIIBC 1 uMKIOCIOpHH WItH TakponiuMyc.

IlnpokcukaM Moxe na Hamand eduKAacHOCTTa Ha JUYPeTHLM M BEPOATHO Ha HAKOH
AHTHXHIOCPTEH3UBHH NekapcTea. [Ipu eaHOBpeMEHHO NMpHeMaHe ¢ KaTHIi-ChbpXKalluy JIEKapeTBa WK
KaMHMA-CEXPaHABALLNW  AWYPETHUM  CbLUECTBYBA [ONBAHWTENAEH PHUCK OT MOBMILABAHE HA
KOHLIEHTPALMHUTE Ha CePYMHMS KalHil (XunepkanveMus),

TpabBa aa ce H36ArBa KOHCYMALIMATA HA ATKOXO.

He ce npenopbuBa eqHorpeMennaTa ynotpeba Ha HCTTBC v XHHONIOHOBH NPOH3BOIH

IInpokcHkam Moxe 1a HaMand ehHKACHOCTTA HA MHTPAYTEPHHH YCTPOHCTBA (BBTPEMATY
CITHPAJIN ), 1 &

4.6 DepruanTer, GpeMEHHOCT H KbPMeHe W e




QepTRINTET
[lonobro Ha ocTananuTe MHXHOUTOPH HAa CHNTE3a HAa NPOCTArNAHAMHHUTE, YIOTpe5aTa HA IHPOKCUKAM

P-UMKIIONEKCTPHH, HE CE MPENopbHBa MPH XEHH, KOUTO MuaHUpaT GpemeHHocT. [IpueMET Ha
NHPOKCHKaM TpAGBA a Ce NPEYCTAHOBH MPU SKEHH ¢ PETIPOAYKTUBHH NpoOaeMH HiTH NOAJI0KESHH Ha
TECTOBE 3a QepTHIHTET.

bpeMeHHOCT

B nnTepaTypata HaMa ONHCAHH TePaToreHHH eeKTH CNEACTBHE NPHICKEHAETO HA MAPOKCHKaM-[3-
UUKIOACKCTPUH BEPXY CKCTICPUMEHTANIHY XKUBOTHH, Bhipekd Tosa, HezonacHocTTa My 110 BpeME Ha
OpeMEHHOCT WITH KbPMEHE NPH JKEHH BCE OUIE HE € YCTAHOBEHaA.

[TnpoxcrKaM moTHcKka CHHTE3a H OCBOGOKAABAHETO HA IPOCTArAHAKHH, Hpe3 05paTUMO
HHXHOHpaHe Ha €H3MMa LIMKJIOOKCHTeHa3a — eheKT, CXOCH ¢ TOIM [PU IPYTH HECTePONAHY
MPOTHBOBL3NANHUTENHK CpencTsa. [IpH ekcnepuMeHTaTHU JKUBOTHH, TO3H €PEKT € CBBP3aH ¢
MOBHMLICHA Y€CTOTA Ha YAb/DKaBaHe H 3a0aBAHe HA paXKAAHETO, aKO NPUEMbT Ha IEKapCTBOTO
IPOAB/DKHU U B KbCHa 6pemeHHOCT. C ornen xa u3secthnte eextn Ha HCTIBC BLPXY chpAeHHO-
ChAOBATa CHCTEMA Ha IJIOAA (PHCK OT 3aTBAapAHe Ha AYKTYC apTepuosyc), ynorpedara rnpes
MOCICAHUA TPUMECTBP Ha OpeMenHocTTa e nporueonokaszana. HCITBC ue Tpatea ga ce u3noa3ear
[pe3 ITbPBHUTE BA TPHMECTbPA OT OPEMEHHOCTTA WM 10 BPEME Ha PAXIaHETO, OCBEH AKO
NOTeHLKAIHATA NON3a 32 NALMEHTa NPEBHIIABA NOTSHLHAIHHS PHCK 3a NJI0AA.

Kupmere

YcraHOBEHO €, 4e KOHUESHTPAlMATZ Ha NMHPOKCHKAM B KbpMaTa € okomo 1% a0 3% OT Tasu B
KpbBHaTa MiasmMa Ha Mailkara. lIpy newenue ¢ npoabmKUTENHOCT A0 52 gHM He e nabmonasano
KyMYNHpaHE Ha JIEKapCTBOTO B MAHYHMHOTO MJISIKO, B cpaBHeHHMe ¢ nyasmara. He ce npenoprnuBa
ynotpebara Ha NUPOKCHKaM-P-UMKNOAEKCTPHH NPH KbPMAUKH, Thil KATO KIWHWYHATA GE30MACHOCT
NpH HOBOPOLEHH HE € YCTaHOBEeHA.

4.7 Edext BbpXy cnocoSHOCTTA 32 wodupane u paGora c MAMIHHHA
ITupokcHkaM-B-UMKNOAEKCTPHH MOKE [a MPOMEHH BHMMAaHUETO A0 TaKaBa CTENeH, de WOo(HPaHETO
WK A2 M3BDLPLIBAHETO Ha AEHHOCTH, KOWTO HM3KHCKBaT Obp3u pednekcH (karo paboTa ¢ MamHHM),
Morat aa Obaar 3acersartu. Thi KaTo BbB Bpb3Kka ¢ ynotpebarta HA MUPOKCHKAM MMa ChOGLIEHHA 3a
NOAYBaHE Ha OYWTE, 3AMBLINIEHO 3pPEHHE WM OYHO Jpa3HeHe, nauvenrure Tpsbepa na Opaar
NpeAYNpexIaBaHy 3a NOBHLICHO BHUMAaHHE NPH NPeANpHEMaHe Ha TAKHBA JeHHOCTY; HE3aBUCHMO, Ye
PYTHHHHTE OQITANIMONOIHUHY NPErAEAY HE CA NPSAOCTABKMAM NOKA3ATENCTBA 32 OMHH [IPOMEHH, NPH
HUTMYHE HA CHMITOME TPAOB2 1a ce NPOBEXAAT TAKHUBA H3C/ICABAHHA.

4.8 Hexenanum nekapcTBeHH peaKIHH

Hexenanute nexapcTseHH peakunu ca npeAcTaBeHH MO CHCTEMA, OpPraH, Kiac U yectora. Criopen
4€CTOTaTa HA TAXHATA MOABA HEXANAHHTE PEAKIIHU C€ ACTAT Ha MHOTO uecTH ( 2 1/10), vectn (21/100
u <1/10), seuectn ( = 1/1,000 u <1/100), peaxu (=1/10,000 < 1/1,000) n MHoro peaku (<1/10,000),
C HEM3BECTHA YECTOTA ( HE MOXE J1a CE TIPELISHH Cropel HATMYHUTE JAHHH).

Crcremo-oprannu knacope | Hewenana nexapersena YecToTa
peaKInsA

Hapymenus na kpeeTa ¥ AHEMHA, TPOMOOUHTOIEHMUS, 4ECTH

AuM@HaTa CHCTeMa NE€BKONEHHA, €03HHOPHIN
AIUTACTHYHA aHEMMUS, C HeM3BeCTHA ¥EeCTOTA
XEMOJIUTHUHA aHEMUS

Hapyiuenusa Ha uMynHata Cepymua bonect, anapunakcua | C HeM3BeCTHA YecK

crcTeMa

Hapywmerus na merabonuama i | AHOPEKCHA, XUNIEPTIHKEMHS YecTH |

XPAHEHETO XHnornukemMus Hevectu AR
3aApBAKKA HA TSIHOCTH C HenssecTHa ueCTOTR- " Hi T




IIcuxuynu HapylleHWs

Henpecus, HeoOuuatinm
CHHMILE, XATIOLIMHALIMH,
De3cEHHE, CHCTOSHHUE HA
0OBbpKaHOCT, NpOMEHH B
HACTPOEHHUETO, HEPBHOCT

C HeusBecTHA 4ecToTa

Hapyimenus Ha HepeHara
CHCTEMA

Buene Ha cBaT, riasoSonye;
CBHHAMBOCT

YecTH

[lapecTeans

C HeM3BEeCTHA 4ecToTa

Hapyinenus ua ouure

HescHo BixnaHe

Heuectu

[TloayBaHe Ha ouuTe, OYHO
Apa3HEHE

C HeusgecTHA 4ecToTa

Hapyiienns na yxoto u CBeTOBBPTEX, IIYM B YLIHTE YecTu
nabMpuHTa YBpenexnaHe Ha cllyxa C HensBecTHa 4ecTOTA
Chbpieunn HapymeHus Copuebuene HeyecTu

CbIO0BH HapylueHHs

XHNEPTOHKSA, BACKYJIHT

C Heu3ReCTHA 4YecToTa

PecnupatopHu, rpeAHH U
MEAHACTHHAIHH HApYIIEHHA

3aayx, OpOHXOCNa3bM,
KPbBOTEYEHHE OT HOCA

C HeH3BeCTHA YeCToTa

CToMaIlHO-YPEBHH HapYIlIEeHHA

Kopemen auckomdopr, 601KHY B
KOpeMa, 3anek, juapHa, O0IKH
B €[IHraCcTpHyMa, ZUCKOMMOpT
UM B0IIKa, METEOPUIBM,
raneHe, NOBPbLUIAHE, HAPYLIEHO
XpaHOCMUNaHE

YecTH

Cromarur

HeuecTu

['acTpur, cTomaiHo
KbpPBEHE, CTOMALUIHO-4YPEBHA
nepdopauma, MeseHa,
XEMaTeMesa, NenTHYHa 3Ba,
MaHKPEaTHT, CYXOTa B yCcTaTa

C Heu3BeCTHA YeCTOoTa

XenatoOH/IMapHu HapyeHUs

Xenrenuua, xenatur

C HeHnzBecTHA YecToTa

Hapymienns s1a kosxata u
AOAKOXKHATA THKAH

O6pue, cepbex

YectH

Tewmky KOKHU HeKeNaHH
peakiu iy (Genesu): chLobLeHns
3a CUHAPOM HA CTHBBHC-
JPkoHCBH (SJS) ¥ TokcHYHa

€MHAepMaiHa HEKPOIH3a
(TEN) (Bixre T. 4.4)

MHOro penkH

Hapyuwenus na 6u6peunTe H
MHMKOYHUTE MMbTHIIA

Hurepcruumanch uedpur,
nanuiapHa 6s0peuHa Hekpo3a,
HEe(PPOTHYEH CHHIPOM,
OBOpeyHa HegocTaTEUHOCT

Penxu

[ nymepynonedpur C HeH3BECTHa YE€CTOTA
Obum HapyweHus u edextd Ha | OTOK YecTn
MACTOTO Ha NPHIOKEHHE Hepaznonoxenue C Hen3BecTHa YecToTa

HUacnensanus

[TorrwieHH TpancaMUHA3Y,
MOBHILABAHE Ha TErJIOTO

Yect

Hamane#o terno, nosuiueHa
ankanua ¢gocdarasa, no3uTHBEH
PE3YNITAT 32 AHTHHYKNEaPHH
aHTHTENA, HAMAJICH
xeMorj00HH, HamMaJieH
XEMaTOKPHT

C HeHM3BeCTHA YeCTOoTa

BB Bpn3ka ¢ neuecHue ¢ HCTIBC uma chobuienns 3a 0ToOK, XHIEpTOHUS U cr.pne%& o
HeloCcTaTeYHOCT. TpsabBa na ce MMa mpenBH. BB3MOKHOCTTA 38 NPEAN3BHKBAHE HA sac’roHHa
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CBPACHHA HEAOCTATEYHOCT MPH NALMEHTH B CTAPYECKA BBL3PACT UM NPH TAKMBA C HAPYLIEHA
chpacyHa dyHKLUS.

KJIMHHYEY NpOoyYBAHUSA W eNTUAEMHONOIHYHH JaHHH npeanosarar, ue ynorpebara Ha Hakou HCITBC
(0COOEHO BB BUCOKM [O3H H TIPH MIPOTBIKHTENHO MPUJIOKEHHE) MOe Ja Obe CBBP3aHa ¢ JieKo
[TOBHIIEH PHCK OT apTePHATHH TPOMOOTHYHM CBOMTHA (Hamp. HH(apKT HAa MHOKApAa WK UHCYIIT)
(BipKTE T. 4.4).

Crofmasane Ha HOAO3UPAHK HEXKENAHH peaKLnH

ChobuiaBaneTo Ha moao3WpaHu HeKeNaHH peakuuH CleA paspeluaBane 3a ynorpeba Ha nekapcTBEHUA
NpOayKT ¢ BaxkHO. ToBa No3BONABA 1@ IPOABINKHY HAGMIOAEHUETO HA CHOTHOLIEHUETO nonsa/puck 3a
TEKAPCTBEHNA OPOAYKT. OT MEAHLIMHCKUTE CIEUHMANHCTH C€ U3UCKBA a ChOBIIaRaT BCSKa
[I0A03Mpana HeXKe/laHa peaKluA Ype3 HaLMOHAIHA CUCTEMA 3a ChoGIaBaHe:

M3nbiHMTENHA areHLMsd o IeKapcTBaTa yn. «Hamsan ["pyes» Ne8

1303 Codus

Ten: +3598903417

Yebeaitr: www.bda.bg

4.9 IIpeposzupane

B cnyyau Ha npeposupane ¢ ®OnamexcHH e nokazamo MOALBEPXKAIO H CHMITOMATHYHO JIEYEHME,
ICPOPANMHOTO NPHIIOKEHUE HA AKTUBCH BDBITIGH MOXKE Aa HaManu abcopOuusTa Ha NHPOKCHKAM-f-
LHKJIOIEKCTPHH.

Boripeks, 4e nocera HaMa A2HHM OT MpPOBEXAAHM NpOoy4YBaHUA, C€ CMATA Y€ XeMOoAManW3aTa e
Hee(PeKTHBHA 33 ENMMWUHMPAHETO HA NMHPOKCHKAM, Thil KaTo NeKapCTBOTO C€ CBbpP3Ba BBB BHCOKA
CTEMEH ¢ MIa3MEHUTE [IPOTEHHH.

5.  @APMAKOJOI'HYHH CBOWCTBA

5.1 DapmakoaHHAMHYHH CBOHCTRA
Papmaxomepanesmuuna zpyna: Hecreponanu MPOTHBOBB3NANHTETHH H AHTHPEBMATHYHH CPEACTBA
ATC: MO1A C01

[lupokcnkam e mbpeHsT npeacTasuTen oT rpynata Ha HCIIBC - okcukamu. [TonoGHo Ha apyru
HECTCPOMAHY  MPOTHBOBBLINAJIMTENHH CPEACTBA, THPOKCHKAM TIPOSBABA MPOTUROBB3NATHTENHO,
aHAIITCTHYHO U aHTUNWPETH4HO AckcTeue. TlpoyuBanKsta npu xMBOTHM NoOKasBart, ue NMHPOKCHKAM
NOB/HABA KIETBYHATA MHUrpaUMs KbM Bb3MANHTETHOTO OrHULIE, MexXaHW3MEBT Ha JeicTBHe Ha
MHPOKCHKAM BKMIOYBZ MHXHOMpaHEe Ha €H3WMa UMKJIOOKCHTeHA3a W OTTAM [OTHCKAHE Ha
NPOCTAarIaHAMHOBHA CHHTE3. 3a pa3jiMKa OT MHJAOMETALMH, NHPOKCHKaM € 00paTHM HHXMOGHTOP Ha
IpOCTarmaHNMHOBMAA CHHTe3. B mnpoyuraHe, mposencHo ¢ 9 nmauueHTH ¢ AKTHBEH PEeBMATOUREH
APTPHT, HPOKCHKaM (20 mg/ aeH B npoab/okeHue Ha |5 AHM) 3HAYMTENHO MOHHXKABa $yHKUMATa Ha
nonnmopgonykneapaute (PMN) KieTKH, NPOU3BOACTBO Ha CYNEPOKCHIHU aHHOHU B nepugepHaTa
KPbB H CHHOBHA/IHATA T€YHOCT, KAKTO H KOHUEHTpauuaTa Ha PMN u PMN-Elastase B CHHOBHAJIHATA
TeHHOCT. BriusHHeTo BbpXy akTHBHOCTTa Ha PMN BeposATHO pompHuacs 3a NPOTHBOBB3NATIUTETHO
AEHCTBHE Ha MHPOKCHKAM.

Pramexcus € HOBa (popMa Ha UPOKCHKAM, NPH KOATO aKTHBHOTO BELIECTBO Ce HaMHpa B KOMIUIEKC
¢ OeTa-UMKAOAEKCTPHH. DeTa-UMKJIOAEKCTPHH € LMKIHYEH ORMro3axapui, MOAYYCH INpPU E€H3MMHA
XMAPOIH3a HA HUWeECTE. [lopany cneuntdHuHaTa cM XMMHYHA CTPYKTYpa, GeTa- LUHKJTOJEKCTPHH MOXKe
Aa 00pa3yBa MHKITY3UOHHH KOMIUIEKCH C PasiHYyHH nexapcTea (“MosiekyniHa HHKancynaugs?)=-T.
[I0I00PABA HAKOM TEXHM CBOACTBA KATO PA3TBOPUMOCT, CTAGHIHOCT H GHOHAIHYHOCT. WA g N
[Tupokcuxam Geta- umknoaekcTpun € MHoro aoGpe pasTBOpPHM BBB BOMA M gﬂgﬂné’ppp Q.
NpHIOKEHHE ce pe3opOupa no-x106pe OT NMUPOKCHKaM. E:‘ e 2
llonoGpenara pasTeopuMocT BoAM A0 OBP30 YBeNHUEHHE Ha [LIa3MEHHTE lfoﬁu fl’l‘pa].l]leHal; - |
MMPOKCHKAM M A0 MO-0BP30 NOCTHraHE HA MAKCHMAIHMTE IUIA3MEHH HHBA, KOGTO: KJIHHH‘EIHGC&/ ¥ |
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M3passea C MNOCTHraHe Ha nNo-6Bp30 Havano0 M MO0-BHCOK HHTEH3HTET HAa AHAINCTUYHUA H
NPOTHBOBB3NAJIHTENSH €(PEKT.

Hama npoMeHH B NpOABIHKHTETHOCTTA HA IUIA3MEHHA NOJYXHUBOT HAa DIaMeKCHH N0 OTHOLICHUE HA
NMPOKCHKAM, KOETO MO2BOJIABA €AHOKpAaTEeH AHEBEH MPHEM Ha JIEKAPCTBOTO.

(apMakoJAHHAMHYHHTE U QapMaKOKHHETHUHK cBolcTBa Ha DnaMexcwn TO NPaBiT NOZXOAfl] 32
JICUeHHe Ha MHOro OONE3HCHH PEBMATHUHH W/ WIH BB3NAIMTENHR 3a00/IAB3HHA, KOMTO CEPHO3HO
MOBJIMABAT OOLOTO CBCTOAHHE W HOPMAHATA AKTUBHOCT, B CIYYaHTE KOrato € HeoOXOmHMO JAa ce
NOCTHTHE ObP3 U MHTEH3KMBEH TEPaNeBTHYEH e(EKT.

[Ipu TecT ¢ MHAYUHpaH C carrageenin OTOK Ha ANHYKA HAa €KCMIEPHMEHTAIHO SKHBOTHO, (PnaMeKkcHH
NpEAU3BUKBA MO-OBp3 MPOTHBOBLINAIMTENCH eeKT B CpaBHEHHE ¢ MHpOKcHKaM. B nepeuTe yacose
CJIEA NEPOpaNHO MPHJIOKEHHNE, DNAMEKCHH € 2-3 IIbTH MO-aKTHBEH OT MHPOKCHKAM.

AHANTeTMYHATA AKTHBHOCT Ha (naMeKCHH MNpH NepOpanHO TMPHIOKEHHE, € OLECHABAHA HPe3
(peHUNXMHOH - HHAYUHpaH “writhing test” Bbpxy muuikd. Ha 5-Tata MHHYTa Cliea MpUIIOKEHHETO,
MaKCHMAJIHHAT WHXHOWTOpeH edekT Ha Dnamexcun e 99 %, cpaBHeHo c¢ve 78 % 3a MMpOKCHKAM.
AKTHBHOCTTA Ha [IBETE BEIECTBA OCTaBa HEMPOMEHEHA Ba 4aca CIIE/ NPHIIOKEHHETO,

CTOWHOCTHTE Ha TEpaneBTHHHHA HHAEKC 32 (DIaMeKCHH W NHPOKCHKaM C& W3YHCISHH upes
OTHOIIEHUETO HA MPOTUBOEB3NAIHTEIHHTE e(EKTH, OLEHEHH Ype3 TECT ¢ HHAYLMPaH ¢ carrageenin
OTOK Ha fNanv4ka Ha [UIbX, KbM €(EKTHTE Ha racTpPO-UHTECTHHANHO [pa3sHEHE IpPH CHILHA
YXHBOTHHCKH BHJ.

IIpu nepopanno npunoxenue, PnamexcHH uma 2.65 NMBTH TO-BUCOK TEPaNEBTHYEH HMHAEKC OT
nupokcHkaM. Ilogobpenara racTpo-uHTecTHHaNHA MOHOCHUMOCT Ha DaMeKCHH € JoKa3aHa MpH Xopa
OT PE3Y/ITATHTE MOJYME€HH OT 3 ABOHHO-CIENU KOHTPOIUPAHH KIIMHHYHH NIPOYYBAHMSA, MPH KOUTO
HaIMYMETO HAa KPbB BBB (leKanuuTe Ceé ompelens no meroga Ha  Cr-Gensd3aHu €PUTPOLIUATH.
[IpoabmknTenHOCTTa HA BCHYKM npoyusaHus ¢ 28 guu. KbM kpas Ha 4-Tata ceaMHLa, B JaBE OT
OpOYYBAHMATA € HADMOAABAHO CTATHCTUHECKW 3HAUMMO TMOHMWXEHME Ha TOoABa Ha KPbB BLB
(pekauHTE HA NAUMEHTHTE, npHemand (PNaMEeKCHH, a MpU TPETOTO NpOoydYBaHeé TOBa ¢e Habmionasa
KaTO TeHACHUMSA 6€3 CTaTUCTHYECKA 3HAUMMOCT.

B apyro npoyusaHe € cpaBHABaHa CTOMAilHATA TNOHOCHMOCT Ha (DnaMekcHH, OOMKHOBEH
MYPOKCHKEM, WHAOMETAUMH H Mnauebo MpH nepopasHo NPUIOKEHHE 3a 14 AHW; omeHdBaHa ¢
MaKkCHMallHaTa pasfivka B croMamHusa noreHuuan (max GPD). ®dnamekcuH nokasea mno-cnadbu
e(beKTH BLPXY TO3ZH NApPaMETHP OT NUPOKCHKAM H HHIOMETALMH, KATO CbhLUECTBYBA MOIOKHUTENHA
KOpeNiauua MEKAY MaKCHMAa/IHATA pa3/iuka B CTOMALLHHA NOTEHUHAN H €HAOCKOIICKATA OLICHKA.
dnaMeKCHH [OKa3Ba N0 - ONaronpusATHO ChOTHOWEHHE MEXKAY (apMaKOJHHAMMYHA AKTHBHOCT #
racCTPOMHTECTHHAIHE TOKCHYHOCT OT 0OOHKHOBEHHS MUPOKCHKAM,

5.2 ®PapmakoKHHETHYHH CBOHCTBA

Cnex nepopanso npunoxkeHre Ha OnaMexcHH ce pe3opbupa caMo aKTHMBHOTO BELUECTBO MHPOKCHKAM,
a HE CaMUs KOMITJIEKC.

[IpoyuBaHus BbpXY 3ApaBH JODPOBOALM NOKA3BAT, Y€ NPU NEPOPAITHO MPUIOKECHHE HA EKBUBAJICHTHH
no3M  (cporteBercTrald Ha 20 mg nNUPOKCHKAM), MAKCHMAIHM MNAa3MEHM KOHUGHTpALMW Ha
IMUPOKCHKAM Ce AOCTUraT MHOro no-6mpzo ¢ ®namexcun (3a okono 30 - 60 min, ¢pasHeHo ¢ 2 h 3a
OOUKHOBEH NMHPOKCHKAM).

CronHOCTHTE Ha Ke/ 1 BpeMeTo Ha MONyKXHBOT Ha (DaMeKCHH He Ce pa3/iMuaBat ChLIECTBEHO OT Te3H
HA ODUKHOBEHMS [MHMPOKCHKAM, 3alI0TO KOMIUIeKca ¢ OeTa-UMKIOASKCTPHH MOBJIHSBA CaMoO
Pe30pOUMOHHATA, & HE SNUMUAHAUMOHATA KUHETUKA.

brOpeuHaTa exckperus Ha aKTHBHOTO BELLECTBO 33 BCHUKKM JieKapcTBeHH (opmu Ha DIaMEeKCHH H 3a
ODHKHOBEHHs MUPOKCcHKaM e okono 10 % oT npunokenara qo03a, 3a nepuo ot 72 h.

Cnen mepopanHo NpHIOKEHHE HA KOMILUIEKCA, HempoMeHeH OeTa-UHKJIOAEKCTPUH He Ce OTKpHBA B
a3Mara Wik B ypHHaTa. beta-UMKnoaekcTpun ce meTadonmsHpa oT bakrepuanHaTa MHKpodiopa B
A€0EIOTO uepBO 20 NUHEAPHH OEKCTPHHM, MANTO34a H [JIIOKO34.

5.3 IlpeaxnmHHYHM JAHHH 32 Oe3omacHoCT
Hexnuupunure panHy He nokaseat ocobeH pHCK 3a xopa Ha 6azar
QapMaKONOrdYHN H3MUTBAHHA 34 Ge30MacHOCT, TOKCHYHOCT MpH &mo OI{paTHO np_
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FeHOTOKCHYHOCT, KApUWHOIE€HEH MOTEHLHAJ, PerpoAYKTHBHA TOKCHYHOCT W TOKCHYHOCT 3a
Pa3BUTHETO.

KakTo 4 npu Apyrute HHXHOHTOPH Ha NPOCTArNAHAHHOBHS CHHTE3, NPHIIOKEH Npe3 GpeMeHHOCTTA
NMPH )KMBOTHH, MUPOKCHKAM MOBHILIABA YECTOTATA HA AMCTOLMA M YABJDKABAHE HA PaXKJaHETO.
IIpunaranero Ha HCIIBC na GpeMeHHH nirbXoBe, MOKE Ja J0BEE 0 KOHCTPHKIHMA HA AYKTYC
apTeproO3yC NMpH rioga. I acTpo-nIyoaeHanHaTa TOKCHYHOCT C€ YBeTMUYABA NPe3 MOCeIHH TPHMECTHP
Ha OpeMeHHoCTTa.

HekIHHHYHHTE NPOYYBaHH MIOKA3BAT HAKOU e()eKTH, KATO CTOMAIIHO-UPEBHH J1€3UH H 61OpeuHa
nanwuiapHa HEKpo3a, MPH H3M0A3BaHe HA MAKCHMANTHO A03a oko1o 60 mbTH NO-BHCOKA OT A034aTa,
NpeBHICHA 3a XOopa.

Te3n edexrr ca HabnrogaBaHK MpH 034, MHOTOKPATHO NPEBHINEBALIM NPEANOIaraeMara
MAaKCHMaJTHa €KCIO3HIINA MPH XOPa, 3aTOBa OT TE3HW Pe3yJITaTH He MOXKe [1a Ce HAlpaBH
SKCTpanoJjanms ¢bC 3HaUMMOCT 3a KIMHAYHATA NPaKTHKA.

6. DAPMAIRREBTUYHH JAHHHA

6.1 Cuouchbk Ha NOMOIIHNTE BELIECTBA

Tabnerku: naxroza, KpOCHNOBOJAOH, HATPHEB HHUIECTEH IJIMKOJIAT, KOJOHAEH Oe3BOACH CHIMLIMH,
NpexeJJATHHH3HPAHO HHIIECTE, MarHe3HeB CTeapar.

IIpax 3a mepopajen pa3TBOp: cOpOMTON, LUMTPYCOB apoMaT, acnapTaM, KOJOWAeH O6e3BOAeH
CHJIMLIMH,

6.2 HecbBMecTuMOCTH
He ca u3BecTHM.

6.3 Cpok Ha roaHocr
3 ronMHHU.
Tosu cpok e BasMAEH NPH IPABWIIHO ChXPAHEHHE B HEOTBOPEHA OMaKOBKa.

6.4 Cnennanny ycJIOBHAI HA ChXpaHEHHe
To3H nekapcTBeH NPOAYKT HE U3HCKEBA CNIELHATHY YC/IOBHA Ha ChXPaHEeHHE.

6.5 launu 3a omaxoBkKaTa

Tabnerkn - IIbpeuuna onakoBka: PVC/PVDC  Gnucrepw, 3aneuatanu ¢ Al/PVDC. Bropuuna
OIIAKOBKa: KAPTOHEHA KyTHA ¢ 10 win 20 tabnerkH.

Cawe - [TbpBHYHA ONaKoBKa: TEPMHUYHO CIIOSHM CALIETA OT XaPTHA/ATyMHHHA/TIOIHETHICH ¢ HHCKA
TUTBTHOCT, C pa3fe/IMTeNHA JIHHKA MO cpenara. BropuyHa onakoBka: kaproHeHa KytHa ¢ 10 win 20
callera ¢ pasgesMresHa JHHHA,

He BCHUKH BUIOBE OMMaKOBKM MOraT fa GBJIaT MycHATH B npoaaxsa.

6.6 CheunanHH NpeANa3Hu MEepKH NPH H3XBLPJASHE

Heusnonssanuar npooykT HWAM OTNAAbYHHTE MATEPHANIA OT HEro TpabBa [Ja Ce H3XBBPIAT B
ChOTBETCTBHE C MECTHUTE H3UCKBAHHS.

7. TIPUTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

Chiesi Pharmaceuticals GmbH, Gonzagagasse 16/16, 1010 Vienna, Asctpus

8. HOMEP(A) HA PABPEHIEHHETO 3A YIIOTPEBA
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9. JATA HAIIOJHOBSABAHE HA PA3PEIIEHUETO 3A YIIOTPE
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10. JATA HA AKTYAJINIAPAHE HA TEKCTA
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