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KPATKA XAPAKTEPUCTHKA HA NMPOAYKTA



KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. UME HA JIEKAPCTBEHUSA MMTPOAYKT
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®IIAMEKCHH 20 mg TabeTkn | PUCTUNE Ha Npogyxma. TTpunowian
FLAMEXIN 20 mg tablets Com Poz. e pE PO O /L 36 |

L 205V 170w

2. KAYECTBEH U KOJIMYECTBEH CbCTAB’

Tabnerkn

Besika TabnieTka cbhaAbpKa:

MMPOKCHKAM 0eTa UMKIOAEKCTPUH (piroxicam beta — cvclodextrin) 191,2 mg, (€KBMBAJICHTCH Ha
nupokcukam 20 mg).

[ToMOILIIHO BELIECTBO C U3BECTHO JICUCTBUE: JIAKTO3a MOHOXMAPAT.
3a IbJIHUSA CITHCBK HA NMOMOILHMTE BEUIECTBA BUAKTE TOYKa 0.1,

3. JIEKAPCTBEHA ®OPMA

TaOnerka.

4. KIUHHUYHHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHSA

CUMIITOMATHYHO JICYEHHE HA OCTEoapTpo3a, PEeBMATOMACH apTPHUT, MW AJIKWJIO3HpALl CIIOHIAWIIMT.
[opaaun npoduna Ha 6ezonacHocT (BHK T. 4.2, 4.3 1 4.4) IMPOKCHKAM HE € CPEJICTBO HA MbPBH H300p
33 JICUEHHME HA TE3H CHCTOSHUS C HECTEpOMIHM rpoTuBoBb3nanuTenuu cpeacrsa (HCIIBCO).
PelieHueTo 3a npejinMcBaie Ha MMPOKCHUKaM TpsabdBa Jla ce OCHOBaBa Ha IPELCHKA HA MHMBHYaJIHHA

PHUCK 3a nalueHTa (BX. TOdkH 4.3 n4.4).

4.2 Jlo3upoBKa H HAYHH HA NMPHJIOKEHHE

Jo3upoBka

Taoaerku: | Tabnerka (20 mg) AHEBHO.

[IpeanucBaHeTO HAa NMHUPOKCHKaMm TpAOBa Jjla ce M3BbpLIBA OT JICKapU C OIHT B JHArHOCTHYHATa
[IpeLICHKa M JICYEHHE Ha MALMEHTHTE C Bb3NAJTHTEIIHH WK JIETEHEPAaTHBHH 3a00/IABaHU.
MakcuMmaliHaTa npernopbuBaHa JHeBHa Jj1o3a ¢ 20 mg.

Heskenanute edextd morat aa ObjaT HaMaJieHH 4Ype3 M3M0I3BaHe Ha MMHHUMalHA e(EeKTHBHA /1032
[PH HaH-KpaTKa NpOJAb/DKHTETHOCT Ha NpHJIoKeHHe, HeoOX0IMMa 3a OCBIIECTBIBAHE HA KOHTPOJI Ha
cuMnTomuTe Ha Oosectra. [lossata OoT JIGYEHHETO M MOHOCHMOCTTA KbM JIEKapCTBOTO TpsOBa Ja
ObaaT npepasrjiexkaaHu Ha Beeku 14 aHM. AKO ce NpeABHXKAA NMPOABIKHTEIHO JICHEHHUE, Ta3
npeueHka TpsAadBa 1a ObAe U3BbPILIBAHA N0-YECTO.

Mmaiiky npeaBua, 4e yrnorpedara Ha MHPOKCHKAM €€ CBbp3Ba C [OBHUIICH PHCK OT TracTpo-
WHTECTUHAJIHU YCJIOKHEHHA, TpAOBa BHUMATEIHO Jla ObAE MNpeleHsiBaHa HEOOXOJHMOCTTa OT
¢/IHOBPEMCHHO TPHJIOKCHHE Ha racTpo-lpOTEKTHBHH JICKapCcTBa (HANp. MH30IPOCTON  HIIH
HHXHOMTOPH HA MPOTOHHATA MOMIa), 0cOOEHO NpH NMAIHEHTH B CTapUCCKa Bb3pacT.

[leouampuuna nonyiayus
beszonacHocTra M €(MKACHOCTTA HA MMUPOKCHKAM UMKIO [-AE€KCTPHH IIpH Jeua BCE ouie He ¢
yCTaHOBEHa.

Cmapuecka év3pacm
[TatmenTHTE B CTApUECKa BH3pacT MOrar Jia MposiBAT Mo-jaolua NOHOCHMOCT KbM HEXKEIL
3aTOBA TE3HM MalMeHTH TpsaOBa ObaT BHUMATEIHO Habl0AaBaHH. KakTo 1pH OCTaH:



W3MCKBA MOBHIIEHO BHHMAHHME APH MAUHCHTH B CTAPYECKA Bb3PacT, 1PH KOWTO €A NO-BEPOUTHH
HapyileHUa B ObOpeuHaTa, YepHoApoOHaTa WK ChpAEYHATA GYHKIUHAL.

JlozWpoBKkaTa NpH NAalHEHTH B CTap4yecka Bb3pacT TpsOBa Aa ObAc onpenelieHa ¢ BHUMaHHE OT
neKaps, KOHTO Ja NpeUeHH Bb3MOXKHOCTTA 3a HAMaIBaHE HA NPENOPLYHMTEIHATA A03a.

HauuH Ha NpUIOKEHHE
Tabaerkd — 3a ga pazaenute Tabnetkarta, TpadBa Ja S NOCTAaBHTE Ha TMIOCKA NOBBPXHOCT ¢

AenuTensaTa 4epra Harope. Upes iek HATHCK ¢ Majiell T4 ce pa3jens Ha 2 €/JHAKBH MOJIOBHHKH.

4.3 TlpoTuBONOKAa3aHHSA

e (CBpPbX4YBCTBUTEJHOCT KbM aKTHBHOTO BELLECTBO HJIH KbM HAKOE OT MOMOLLHHTE BELLECTBA.

e AHaMHe3a 33 93Ba Ha racTpO-MHTECTHHANIHHA TPAKT, KbPBEHE WK Nepdopailius.

» [lauMeHTH ¢ aHaMHE3a 334 FacTPO-HHTCCTHHAIHH HapylIeHHs, KOHTO Ca MpEAPasnoOKCHH
KbM KbPBEHE, KATO Hanp. yiueposeH komur, Gonect Ha Crohn, racTpodHTECTHHaJICH
KapLUHHOM, JHBEPTHKYITHT.

e [lanuMeHTH C aKTUBHA NENTHYHA #3Ba, BL3TAIMTENHH TaCTPO-HHTECTHHATHH 3a00/IABaHHA MITH
racCTPOUHTECTHHANHO KbPBEHE.

o [lauueHTH ¢ racTPHT, AUCIENCHS, TEXKH HEPHOAPOOHH MK ObOpeunn 3abonsBaHus, CpeaHa
A0 TEXKa ChbpJAcYHa HEJOCTATHYHOCT, XHIIEPTOHMA, CEPHO3HI 3a00/IABaHHUA HA KPBBOHOCHATA
CHCTEMA WK XEMOpardyHa NHaTe3a.

e EnnospemenHa ynorpeba ¢ apyru HCIBC, skn. COX-2 cenextusiu HCIIBC, #
aLIETHJICANMIINIIOBA KHCEJIMHA B AHANTETHYHH 103H,

e EnHoBpeMeHHa ynoTpeda ¢ aHTUKOAryJIaHTH,

e AHaMmHe3a 33 NPEAXOOAHH CEPHO3ZHM ANEpruyHy JIEKApCTBEHH PEakllHH OT BCAKAKBLB THI,
ocobeHO KOMHM peakumu, xato erythema multiforme, cungpom Ha Stevens — Johnson,
TOKCHYHA €MMHAECPMATHA HEKPOJIH3a.

o [IpeaxonHH KOXHK peaklinH (6e3 3HaUEHHE Ha TexecTTa) KbM nupokcukaM, Apyru HCTIBC u
APYTH JIEKAPCTBA.

e JlokazaHa WIH npepnonaracMa OpeMEHHOCT, N0 BpPEME HA JaKkTalus H Dpd Xeua (BX To4vKa

4.6).
4.4 ChnennaaHH NPeaynpexKICHHA H NpeaAna3sHH MEpPKH MpH ynotTpeda

Hexxenanure edekTn Morar ga ce HamanuiT 4ype3 WU3MON3BAHE HA MHHMMAalHaTa €(CKTUBHA A032 34
Hal-KpaTKWga Nneprol OT BpeMe, HE0OX0AUM 3a OCBUICCTBABAHE KA KOHTPOJ BbPXY CHMIITOMHUTE.

KnuMHUYHATA M0732 M TOHOCHMOCT TPA0Ba 4 Ce NpepasriexaaT NepuoJAMdHO, KaTo JEYCHUETO TpADBa
He3a0aBHO Ja ce NPE¢YCTAHOBH fIPU MbPBA [POABA HA KOXHH PCaKLHH WM KJIMHHYHO 3HAYUMH racTpo-

HHTECTHHAJTHH CLOUTHA.
[Ipu mauueHTH B cTapyecka Bb3pacT CE€ MOBHINABA YECTOTATA Ha HEKENAHHMTE JICKapCTBEHH PEaKUHH

npu ynotpedara Ha HCIIBC, ocobeno kbpseHe  nepdopauns Ha CTOMALIHO-YPEBHUA TPAKT, KOHTO
Morar Jia ObaaT gatanHy (B, To4ka 4.2),

Facmpo-usmecmunaint epermu, puck om 2dcmpo-uHmecmUHQIHG 2364, KbpeeHe uau nepopayus
HCIIBC, BK/IIOYHTENHO NUPOKCHKAM, MOFaT 1a NPHYHHAT CEPHO3IHHU racTpPO-HHTECTHHAIHH ChOMTHA,
K4aTO KbpBEHE, 73Ba ¥ nepdopalHs Ha CTOMaxa, ThHKWTE HAH AcOenn YepBa, KOHTO MOraT ja 0baar ¢
dataien u3xoa. Te3u CEPHO3HM HEXKENAHK PEAKUMH MOraT Aa ce HabJoaBaT 110 BCAKO BPEME C HIN
Ge3 npeaAynpeaAdTEHE CUMIITOMH NpN NMauMeHTH, nekysaHn ¢ HCTIBC.

Kakto KkpaTkoTo, Taka K npoabixkuTentoto npunokenue Ha HCTIBC moxke na aoBene 10 MOBHILEH
PHCK OT CEPHO3HM HEKENAHU racTpO-UHTECTHHANHH peakuuH. JJaHHW OT 00CepBALIHOHKH NPOYUBaHHS
MoKasBaT, ye nogodHo Ha apyrute HCTIBC npunoxeHHeTo Ha NHPOKCHKaM MOKe Ja Oblie CBbP3aHo ¢
MOBUUICH PHCK OT CEPHO3HA racTPO-HHTECTHHAIHA TOKCHYHOCT.

[TauMeHTH ¢ MOBHIIEHHW PHUCKOBH (baKTOPH 3a CEPUO3HU HEXKEIAHW TacTpPO-UHTECTUHANHH PEaKUMH
TpsOBa Ja 6bAaT EKyBaHH C NMUPOKCHKAM Camo clief BHUMATENHa fpeleHka (8X. Touka 4.3. W no-
nOay).

Tpabsa na ce oOMHCY €BeHTYaNHA HeOOXOAMMOCT OT KOMOHHHPaHa Tepanus ¢ rggng
CPEACTBA (HATp. MU3OTIPOCTON HIH MHXHOATOPH Ha IPOTOHHATA OMNA, BX. TOY J.




Cepuosuit 2acmpo-uHmeCcmuRQInu YCI0MCHEHUS

Hoenmudpuyupane na puckosume nayuenmu

PHCKBT OT pa3BMTHE HA CEPHO3HHM racTPO-HHTECTHHAJIHH YCIIOKHCHHA Ce MOBMINABA C BB3pacTTa.
[TauMeHTH Ha Bb3pacT Haa 70 FOAHHM ca CBBLP3aHu ¢ MOBHLICH PUCK OT ychoHeHus. Tpsabsa na ce
H30RrBa MPUIIOKEHHUETO TIPH NMAUMEHTH Haa 80 roAHHH.

[TauxeHTH, NPUEMAINH €AHOBPEMEHHO MEPOPANHH KOPTHKOCTEPOHIH, CENEKTHBHH WHXHOHTOpH Ha
cepoToOHHHOBMA  pebnTeiik  (SSRI) uan  TpOMOOUMTHHW  aHTHArperaHTH, Kato  Hampumep
ALETHJICAIMLMNOBA KHCENMHA B HUCKH OO3M, C& U3MOKEHHU HA NMOBHUILIEH PHCK OT CEPHO3HH racrpo-
WHTECTHHATHH YCIOXHEHHS (BX. no-10ay W touka 4.5). Kakro npu ocrananute HCTIBC, npy Te3u
DHCKOBH IPYNHM OT HauMEHTH TpsOBa Aa ce MMa npeasua ynorpebara Ha NHPOKCHKaM B KOMOHHALUA C
racTPONPOTEKTHBHH CPEACTBA (HAIp. MHU30NPOCTON HIIH HHXHOHTOPH Ha MPOTOHHATA MOMNA).

[Tpy npunokeHHE Ha TNHPOKCHKAM C€ MPEnophyuBa TAUMECHTHTE H JICKApUTE 1a NpocncasBaTt
BHUMATENHO 33 TPU3HAUM # CHMNTOMH HA TACTPOHHTECTHHANHA YIUEpalus H/MIH KbpBEHE.
[Mauventure TpabGBa Aa OBAAT npeaynpexaasaHH Ja cboOUIABAT 3a [M0ABA HA BCEKH HOB HIH
HeoOWMuacH aBJOMHHAIEH CHMNITOM I10 BPEME Ha JIeYeHHE. AKO HMA CbMHEHHE 38 HallUMHUE Ha racTpo-
HHTECTHHANHO YCIOXKHEHHE N0 BpPEME Ha JeueHHeTo, MPHEMBT Ha NUPOKCHKAM Tpabsa na Owae
NpeycTaHOBEH He3a0aBHO # Ja ce 0OMHUCAH JONTBIHHTEIHA KITMHHYHA OLUEHKA H JICUCHHE.

CopOeyHo-cb008U U MOZBYHO-CBO0EH erexmi
TBil KaTO MPH NEUEHHE HA IALKEHTH C AHAMHE3a 32 XUNEPTOHHA W/ HITH ChpAEYHa HCAOCTATBYHOCT €

HECTEPOUIHUA NIPOTHBOBBL3NANUTENHN CPEACTBA ca Habo1aBany 3aAbpKKa Ha BO/Jla M OTOLIH, €
He0OX0AMMO 12 CE€ OCHTYPAT MOAXCARIIO0 MOHATOPUPAHE U KOHCYNTHpaHe, KJIMHHYHH NpOYyYBaHus u
eNnuIeMHUOOrMYHH JaHHU Nfokassar, ye ynorpebara Ha Hakon HCIIBC (ocobeHo BbB BUCOKH J03M H
MPH MPOIB/DKHTENHO JIeYeHHe) MOXKe Ja Obae CBbp3aHa C ICKO ITOBHLICH PHCK OT apTCPHAIHH
TpOMOOTHYHH CHOUTHA (HaMpPUMeEp MHOKapIeH MHPAPKT WM HHCYAT). HAma A0CTaThuHO AaHHH 34
H3KJIIOUBAHE Ha TAKBB PUCK NpH ynoTpeda Ha MHPOKCHKAM.

[MauMeHT ¢ HEKOHTPOJIMpaHa XUMEPTOHHMS, KOHIMECTUBHA CBPAEYHA HEAOCTATBYHOCT, YCTAHOBCHA
HCXEMHYHa KapaHonaTus, nepudepHa aprepuaita Gonect U /UnK MO3bYRO-CBA0Ba DoJiecT TpAbB2 /1a
6BAAT JICKYBAHH C MMPOKCHKAM CaMo ciejl BHMMmarenHa npeueHka. [Togobxa npeuenka TpaOBa aa ce
paBH MpeAH 3aMO4YBaHE HA NPOALIKHMTEIHO NEYEHHE MPH MAUHEHTH C PHCK 3@ ChpPACYHO-CHAOBH
3a00NABAHMA  (HAIPUMEP XHMEPTOHMS, XHNEPIMAMAEMHsA, 3axapeH auaber, TIOTIOHOMYILEHE).

Hayuenmu ¢ pynryuonainu 6vbpeunu Hapvuenus

Hma chobueHus 3a odpaTHMO TTOBHIICHHUC HA KPBBHATA YPES H KPEATHHHH.

Psaxo, HCTIBC ca /0KNaABAHKM KATO HPHUYUHA 33 HHTCPCTHLMANCH HCQPHT, TOMEPYJIOHEDPHUT.
Man{aapHa HEKpPo3a U HehPOTHHEH CUHApOM. Te MOTHCKAT CHHTE3a Ha OBLOPEUHHTE NPOCTANTAHARHH,
KOHTO Y4acTBaT B MOLALPKAHETO Ha ObOpeutaTa nephy3Hs OpH NALIMEHTH C HAMANeH 00eM Ha
KpbBTa H 6bOpeuting KpbBOTOK. [IpH TaknBa NAUKEHTH, MPHEMBT Hd HECTEPOUAHH NIPOTHBRO-
BL3AANNTENHHA CPEACTRA MOXKE J1a NpelH3BUKa U3ABeHa 0bOpeYHa HEAOCTATHYHOCT, KOATO
oOHKHOBEHO ¢ 00paTHMa M QYHKIHHTE C¢ BL3CTAHOBSBAT cae/ cnupade na nedennero ¢ HCTIBC,
KM MauMeHTUTE ¢ BUCOK PHCK 3@ TAKABA PEaKIIMA C€ NPHUYHUCARBAT T€3H C KOHIeCTHBHA ChpACHHA
HCAOCTATPYHOCT, ¢ LHPO34 HA YepHus Apo6, HEPPOTHUCH CHHAPOM # H3gBeHo D1vOpeuHO 3a00 19BaHE.
TakuBa naiwgteHTH TPAOBa Ja ObaaT BHUMATEIHO HabnoaaBanyu no BpeMce Ha neuenne ¢ HCTIBC.
[py nattiteHTH CHC 3HAYUTENRHA AEXW/IPATAINA CE HIHCKBA MOBHUICHO BIIHMAHHE NPH 3AITOYBAHE HA
NeYeHHE C NMHPOKCHKaM-[J-LUUKI0IEKCTPHH.

HupokcHKaM-B-BHKNOAEKCTPUH TPAOBA 14 CC H3HI0J384A ¢ TOBHILCHO BHHMAHKWE NPH NALKCHTH €

HC(ponaTHs.

Kooicnu peakyuu
HMa croOLieH A 33 XKMBOTO3acTPALIAaBallH KOMXHH peakLuu [py ynotpedara Ha MHPOKCHKAM,
BKJHOHHMTENHO JIEKAPCTBEHO-HHAYHHPAHA PEaKLMA Ha CBPBXYYBCTBHTENHOCT € CO3MHOPHUIIHA 1
cncteMHH edexti (DRESS cunapoM), cuiapom Ha Stevens-Johnson (SJS) v TOKCHYHA €NHASPMAITHA
Hekpoausa ( TEN).

[TauueHTHTe TpAOBa Na ObaatT npeaynpeacHy U HabIaBaHW BHUMATEMHO 3a NpH /
CUMNTOMHUTE 332 KOXHH peakLmy. Hail-BUCOK pHCK 3a 110ABa Ha CHHAPOM Ha Stevefs 5




TOKCHYHA eNUAepMaltHA HEKPONIH3a WMa NPE3 NLPBHTE CEAMHUM OT ICUEHHETO.
[Ipu HanHYHE Ha CHMITOMYM HIIM NTpK3HaLUH 3a Stevens — Johnson nau TOKCH4HA €NHAEPMATIHA
HEKPOJIK3a (HAMp. MPOTrPECHBEH KOXKEH OOPHB, YECTO C MEXYDH WITH JIE3HH MO THTaBH1IATA),

JIEYEHHETO ¢ ITHPOKCHKAM TpAOBa na ObLAE MPEKPATEHO.
Haii-no6puTe pe3yarary B nedeHUeTo Ha Stevens — Johnson x TokcHyHaTa enuaepMaTHa HEKPOITH3a

ce MoJIy4aBaT Npy paHHa AMarHOoCTHKA M He3aDaBHOTO NPEKPATABAHE HA HPHEMA HA BCAKO
HOAO3UPAHO NEKAPCTBO BeAHara. PaHHOTO NpekpaTABaHe € CBBP3aHO ¢ N0-100pa NporHosa.

AKO nipy ynorpefarta Ha MUPOKCHKAM, MAalMEHTHT € pa3Bun Stevens — Johnson 1 TOKCHYHATA
eMUAEPMAlIHA HEKPOJIH3a, NeKapCTBOTO HUKOIa He TpADBa ce npuiiara OTHOBO NPH TO3H MALUCHT.

MMa chobiictns 3a PUKCHpaHa AeKapcTBeHa epynLMs npy nHpokcykam. [Tupoxcukam e TpsaOBa Aa
ce fIpHJIara OTHOBO TPH MALKUEHTH ¢ aHaMHe3a 3a GHKCHpaHa NeKapCcTBEHA epYTiLKA, CBbP3aHa C
NUPOKCHKaM. Bb3MOXHO € Ja Bb3HMKHE KPbCTOCAHA PEAKTHBHOCT C IPYTH OKCHKaMH.

pveu
IMopanyu NOBNMABAHETO HA MeTab0NM3MA Ha apaxHIOHOBA KMCENMHA, NPU HAKOW MALMEHTH ¢ WIH C

MPEANCTIOZNIIMA KbM acTMa, NMHPOKCUKAM MOXeE Aa NMpPeau3BUKa OPOHXOCMHa3bM, aJICPTHYEH UIOK HUITH
APYTH ANEPrUYHY PEakLHH.

IMupokcukam, kakto octaranure HCINBC, namanssa TpoMOOLUMTHATA arperalMs H yAb/XKaBa BPEMCTO
Ha KbpBeHe; Ta3u edekTH TpadBa 1a ce B3EMAT NojA BHUMAHUE NPU MPOBEKFAHE HA KPBBHH TECTOBC U
NPH eXTHOBPEMEHHO ynoTpeda ¢ TpOMOOLIMTHH aHTHATPETAHTH.

[Tpu npunoxenueTo Ha HCIIBC ca nabnoaaBany HAKOH OYHH MPOMEHH, 3aTOBa NPH NPOABIXKHTEIHO

JIEYEHHE CE MPENOPbYBAT IEPUOXHUHH OHHH NPETICIM.
IIpenopbusa ce peAOBHO NpociieisdBaHe Ha HUBOTO Ha KPbBHATA 3aXap MPH MaUKUEHTH ¢ AMader, U
NpOTPOMOHHOBOTO BPEME NPH MallMEHTH, MPUEMAIllW €HOBPEMEHHO KYMaPHHOBH aHTHKOATY AAHTH.
[Ipy nauMeHTH ¢ HapyLUIeHa YepHOAPOoOHa hyHKUMS € HE0OXOIMMO NOBHILCHO BHHMaHHE, KaTo Ce
npenopbyBa MEPHOAMYHO NPOCIEIABAHE HA KIMHUYHUTE U 1abopaTopHH NoKa3aTenu, ocobeHo npu

MNpoOABIMHTENHO JICHCHHE.

TabneTkuTe CHABLPAKAT NaKTO3a MOHOXHIpAT. [TaLneHTH ¢ peaKH HacAECACTBEHN NpoOIeMH Ha
ranakTo3Ha HeMOHOCHMMOCT, MbJIEH NaKTa3eH AeHUHMT UM [NIHOKO30-ralakTo3Ha ManabcopOLma He
TpAOBa Na NPHEMAT TOBA JICKAPCTBO.

[TpaxbT 3a nepopaina ynorpeba cbaAbpiKa XaTo NOACTAAMTEN acapTaM, KOHTO € U3TCYHHK Ha
denunananuy. Toit MOXe 1a € Bpe/eH 3a MaUHEHTH ¢ PEHHITKETOHYPHA.

[Tpax®T 32 nepopasina ynorpeba cbabpxka copburon. ITauuenTd ¢ peaky HacIeACTBEHH NpodneMH Ha
HEMTOHOCUMOCT KbM BpYKTO3a HE TpadBa Na NpHeMaT ToBa JEKapCTBO.

4.5 BianmoaelcTBHe ¢ APYIH JeKAPCTBEHH NPOAYKTR H ApYrH (pOPMH Ha B3aHMOACeHCTBHE

Ayemuacaiuyiiosa KUCEAUHA UAU OPYU HECMEPOUOHYU NPOMUBOGHINAIUMENHU CPEOCMEd. Hsima
NOCTAaTBYHO JAHHM, KOMTO Aa JOKa3BaT, 4Y¢ €JHOBpEMEHHATa ynoTrpeba Ha NHPOKCHKaM C
alleTHICANIMUMANIOBA KuceauHa wu ¢ apyru HCTIBC, BKIKOYMTENHO W APYTH JieKapcTBEHH DOPMH Ha
MHPOKCHKaM, MMaT Mo-100bp edekT OoT caMOCTOATENHOTO MYy npunoxeHue. Kakto W npu Apyru
HCIIBC, Te3n kombuHalny TpabBa ga ce v30ArBar YW Nopaay TOBA, Y€ NOTCHUHWANBLT 3a HCKC/IAHH
REXKAPCTBEHM peaklMK ce NoBUIUaBa (BXK. Touka 4.4).

KnuHHYHM  HM3NUTBAaHME  [10KAa3BaT, 4Ye €JHOBpeMeHHara ynoTtpeba Ha TMHPOKCHKAM M
AlLeTHICAIMLIAJIOBE KHCEHHA MOHMKABAT MJ1a3MEHATA KOHLIEHTPALHA Ha MUpokcHkaM 1o okono 80%
OT 0OMuYaHHuTE CTOHHOCTH (BHXTE. T. 4.3).

Kopmuxocmepouou: NOBUILIEH PUCK OT raCTPOMHTECTHHAIHA A3Ba U KbPBEHE (BXK. TOUKa 4.4).

Anmuroaevaanmu: HCIIBC, BKIO4YHTENHO MOHPOKCHKAM, MOrar ja [oBHIUAT €
aHTMKOAryNaHTHTE, KaTo Hamp. BapdapuH. 3aToBa, eAHOBpeMcHHaTa ynorpeba Ha
aHTHKOATY/IaHTH KaTo Bapdaput TpaOBa Ja ce u3barea (Bxk. Touka 4.3).




TpoMmBOyumHI GHMUACPESAHMU U CETEKMUBHI UHXUOUMOPpU Ha 0BpamMHOMO noemare Ha CEPOMOHUH
(SSRI): ROBMILICH PHCK OT KbPBEHE B TaCTPO-HHTECTHHANIHNA TPAKT (8. TouKa 4.4).

TTuvpenuyu, ACE-unxubumopu u ancuomensun Il peyenmopru anmaconucmu: HCIIBC morar na
MOHMXAT e(PUKACHOCTTA HA AUYPETHLMTE H HA APYTd aHTUXHUIEPTEH3UBHHK 1€KapCTBa.

Jdexapcmea ¢ sucoxa cmenen na cévpigave ¢ niasmenume npomeuny: Ilopany BUCOKaTa CTENEH Ha
CBbp3Bale Ha MHUPOKCHKAM C TUIA3MEHHTE NPOTEUHH, MOXKE Aa CE 04AKBA KOHKYPCHTHO H3MCCTBAHE OT
APYr'M JieKapcTBa C BHCOKA CTENEH Ha CBLP3BAHE € MPOTCHHHTE. B TakuBa caydad ce Hanara
BHHMATE/HA NPELIEHKA OT JIEKapA ¢ LIe]1 KOPHIHpaHe Ha 103aTa NPH HeoOXOAUMOCT.

Jlumuii: EanospemennoTo npunarane Ha autad ¥ HCIHIBC Boau [0 moBHILaBaHE HA IUIA3MCHHTE
KOHL{EHTPAaLMW HA SJIMTUH.

Anmuayuou; €AHOBPEMEHHOTO TNPHUAOKEHNE Ha NMUPOKCHKaM-fB-UMKIOACKCTPHH H AHTHAUMAM HAMA
epeKT BbPXY IJIA3MECHUTE KOHUCHTPALKH HA THPOKCHKAM.

Cwpoeunu cauxo3uou (Oucoxcun uau ouzumoxcun): HCIIBC Morat ga Browar ChbpAeqHATa
HEMOCTATHYHOCT, Jd HAMaNsT CKOpPOCTTa Ha riomepynHata ¢untpanus (GFR) u na ysennuat
Ia3MEHUTEe HMBAa HA CbpIACYHHTE TIHKO3MAW. EgHOBpeMeHHata ynotpeba Ha MHPOKCHKaM-{-
LUKJIOZEKCTPHH € AWT'OKCHH KM AMTHTOKCHH HE BJIMAE BbPXY IA3MEHHTC KOHUCHTPALHWHK Ha TC3U

JEKAPCTBA WK Ha TIMPOKCHKAM.

Lumemuoun: TIpU €AHOBPEMEHHO MPUIOKEHHE C UMMETHIWH € HaOMOAaBaHO JICKO MOBHILIECHHE B
pe3opbumaTa Ha MHPOKCHKAM - TO3H €(EKT HE MOBAHABA 3HAYHMO CKOPOCTTAa Ha CIHMHHHMPAHE WU
BpEMETO Ha NOoAykuBOT. CnaboTo MoBHlLEHHE HA pe30pOUMATA HA MHPOKCHKaM HAMA KIIHHHYHA

SHAYHUMOCT.

Juypemuyu: HCTIBC Morar aa npydHAT 33JbPKKA HAa HATpPHH, KanMH MU TEYHOCTH M Morat 1a
NOBIHUAAT BbPXY HATPHYPETHUHOTO ACHCTBME HAa AMYPETHLMTE, TOBa TpAOBA Ja ce HMa NpPEABH IIPH
jlleyeHHe Ha MALUMEHTH ¢ HapyileHa ChpAeYHa (QYHKUMA HITH XHMINEPTOHHA, € LN Oa ce n3berte
€BEHTYATHOTO BJIOWIABAHE HAa TE€3H ChCTOSHHUA.

Lcrocnopun u maxkpoauMyc: BbIMOXEH € NOBUUIEH PHCK OT HEQPOTOKCHYHOCT MPH MNALMEHTH,
npuemaid eanospemeHHo HCTIBC v uHKNOCMOpHH UM TaKpOJIUMYC.

[TupokcHkaM MoOXe Ja HaManM eduKacHOCTTa Ha JHYPETHUM M BEPOSATHO HA HAKOH
aHTHUXHIEPTEH3UBHHU JiexapcTBa. [IpH enHOBPEMEHHO NpHEMaHe C KATHH-CHABbPKALILH JICKapCTBa WIIH
KATMH-CbXpaHABALLYM  JMYPETHLUHY  CBILECTBYBAa AONLJHWTENEH PHUCK OT TMOBHLIABaHE Ha

KOHLIEHTPALMHTE HA CEPYMHHR KanHi (XMNEPKATHCMHA).
Tpsabea na ce n30Area KOHCYMaLHATa Ha ATKOXOJ.

He ce npenopsuBa enHospemMeHHara yriotpeda Ha HCIIBC 4 XHHONOHOBH NPOH3BOJHM.

lNMupokcukam MOXe JAa HaMmMalln epUKacHOCTTA Ha MHTPAyTEPHHHHU YCTpOHCTBAa (BBTPEMATOYHH
CIIHpaiH).

4.6 @epruauTeT, OPEMEHHOCT H KBPMEHe

bpeMeHHoCT

B nurtepaTypaTa HAMa ONHCAHH TEPATOTEHHH €EKTH CICACTBHE NPHIOKEHHETO HA MHUPOKCHKAM-P-
IMKJIOAEKCTPHH BBPXY €KCIEPHUMEHTATIHH KUBOTHH. Burpeku ToBa, 0€30MaCHOCTTa MY MO BpEME Ha
OpPEMEHHOCT UJIM KbPMEHE IPH XKEHH BCE OLIE HE € YCTAHOBEHA.

HupokcHkaM MOTHCKA CHHTE3A ¥ OCBOOOXKIABAHETO Ha NPOCTArIaHAHHH, Ype3 00PaTHMO MF ’{l; o

Ha €H3HMMAa LHKIOOKCHIE€Ha3a — epeKT, CXOJAeH C TO3H NPH ApyTrH HECTEPOUIHH NPOTHHOBE -‘-niz‘u!

cpeactsa. IlpM eKCNEpUMEHTANHU KUBOTHH, TO3M e(ekT € CBbp3aH C MOBHIY gﬁ |
g2 SR




yabKaBaHe M 3a0aBgHe Ha PaXXAAHETO, ax0 NPHEMBT Ha JICKapCTBOTO MPOAL/DKH H B KbCHA
Gpemennoct. C ornen Ha u3sectHuTe edektd Ha HCIIBC BbpXy cbpaewHO-CBHAOBATA CHCTEMA HA
nmioga (PMCK OT 3aTBapAHe Ha AYKTYC apTepHo3yc), ynorpedarta npe3 MOCHCAHUA TPHMECTHD Ha
OGpemenHocTTa € npoTHBonokazaHa. HCHBC He TtpabBa aa c¢ M3N0aA3BaT Npe3 NMbPBUTE JBa
TPHMECTbPa OT OPEMEHHOCTTAa WY 0 BPEME HA PAXAAHETO, OCBEH AaKO MOTEHLMANHATA Mon3a 32
MnanyMeHTa NPEBHILABA NOTECHIIMATTHHUA PUCK 33 II0JA.

Ot 20-aTa ceAMHIA OT OPEMEHHOCTTA HATATHLK ynoTpedara Ha NHPOKCHKAM MOKE N4 NPHYHHH
OJIHTOXHAPAMHHOH, ABLIKAI ¢e HA hapymenne Ha 6b0pednaTa pynxkuus Ha geryca. ToBa Moxke
A2 ce NOABH CKOpPO c¢jel 3AN0YBAHE HA JleYeHHETO M OOHKHOBEHO € o0paTumMO npH
npexkparsaBane My. [1o BpeMe Ha nbpBUA W BTOpUS TPUMECTBHD Ha OPEMEHHOCTTA NMHPOKCHKAM HE
Tpa0Ba Ja ce npuiara, OCBEH ako € abCoNTHO HEOOX0AMMO. AKO MUPOKCHKAM CE€ H3IMOJI3BA OT KEHA,
KOSTO C€ OMUTBA 1a 3adeHe, UIK [0 BpEME Ha ITbPBHSR M BTOPHS TPUMECTLDP Ha DpEMEHHOCTTA, 103aTa
TpsOBa Ja c¢ NOAABPXKa Bb3IMOXHO Hal-HUCKA, a NPOABIIKHTCHAHOCTTA Ha JICYCHUETO — BB3IMOKHO

Hai-kparka. Ciex eKCno3MUUA HA NMHPOKCHKAM B NPOABLJIKEHHE HA HAKOJIKO AHH OT 20-ara
reCTAlMOHHA CeAMHUA HATATHK TpaOBa Aa ce OOMHCIH AHTEHATAJIHO MNpoOCIeInBaHe 3a
OJHTNOXHAPAMHHOH. YNoTpebaTa HA AMPOKCHKAEM TPAOBA 1A Ce NPeyCTAHOBH, AKO C¢ YCTAHOBH
O/IHFOXHAPAMHHOH.

[Ipes TpeTHs TpUMECTHP Ha OGPEMEHHOCTTA BCHYKH HHXHOHWTOPH Ha CHHTE3a HA NPOCTarlaHanH Morat

[a U3JI0XKAT IIJI01a Ha:

- KapANO-NYJIMOHANTHA TOKCHYHOCT (C MpexAeBpeMEHHO 3aTBapaHe Ha ductus artertosus v 6enoapodHa
XUNEPTOHHA);

- 0bOpeuna auchyHKUUA (BXK. mMo-rope);

MaiKaTa 4 HOBOPOJIEHOTO, B Kpas Ha OpeMEHHOCTTA, Ha!

- Bb3MOXKHO YABIKABAHE HA BPEMETO HAa KbpPBEHE, aHTHArperupaill e(pekT, KOUTO MOXE Aa CE NMpOABH
JOPY MPH MHOTO HHCKU JO3H;

- NHXHOUpaHe Ha KOHTPAKLMUTE Ha MaTKaTa, BOACLIO /10 3a0aBEHO WM YIBKEHO paxJaaHe.

CrneaoBaTEHO NHPOKCHKAM € NPOTHBOMOKA3aH (10 BPEME HA TPETHA TPUMECTHDP HAa OPEMEHHOCTTA
(BX. TOukH 4.3 1 5.3).

KbpMmene
YCTAaHOBEHO €, Y€ KOKLIGHTPALMATA Ha TTHPOKCHKAM B KbpMaTa € okono 1% 1o 3% or Tasu B KpbBHATa

nna3mMa Ha Maiikarta. [IpH JledeHue ¢ NPOIRBKHTENHOCT 40 52 AHK He ¢ Ha0MoAaBaHo KyMy/TMpaHe Ha
JIEKapCTBOTO B MAaW4MHOTO MIIKO, B cpaBHenue ¢ mnasmata. He ce npenopwusa ynotpebara Ha
MUPOKCHKAM-[-LIHKNOJAEKCTPHH NPH KBPMAa4KH, Thil KaTo KIHHHYHATa OE30MaCHOCT IPH HOBOPOAEHH
HE € YCTAHOBEHA.

QPepTUNUTET
[Tomo6HO Ha OCTAaHANMTE HHXHOUTOPH HA CHHTE3a HAa NPOCTATNAHIHHHTE, ynorpebara Ha MUpOKCHKaM

B-LMKNOAEKCTPHH, HE CE MpEnopb4YBa MPH KEHH, KOHTO NINAHHpAT OpEMEHHOCT. IIpHEMBT Ha
MUPOKCHKaM Tpa6Ba na ce MPEyCTAHOBH NMPH XKEHU C PENPOAYKTUBHHA NMPoOIeMH HIH MOATOXKCHU HA
TECTOBE 33 (PEPTHIIHUTET.

4.7 EdexTH BbpXy cnocofHocTTa 3a modHpane ¥ paboTa ¢ MAIHHH
[MupoKCHKaM-B-UMKIOAEKCTPHH MOKC 14 NPOMCHH BHUMAHHETO A0 TAKABA CTCNEH, YC WOQHPAHETO
MAH 12 HU3BLPLUIBAHCTO HA ACHHOCTH. KOMTO M3MCKBAT Obp3n peduiekcu (kato padoTa ¢ MalIKHHH),
MOraT 71a ObaaT 3acerHaTi. Thil KaTo BLB BPB3KA ¢ ynorpedara Ha NUPOKCHKAM HMa ChOOLWIECHHA 34
MOJYBAHE Ha OMHTE, 3aMbITNIEHO 3PEHWE WIM O4YHO [pa3HEHe, NalHeHTHTe TpaGsa Aa Obaar
npeaynpexKIaBaHH 3a IOBHIIEHO BHHMAHKE TIPH NPeANpHEMAHE HA TAKMBA JACHHOCTH; HE3ABHCHMO, Y¢
PYTHHHHTE ODTANIMONOTHUHHK APCIJICAM HE €4 NPEAOCTABHIIN JOKA3aTCACTBA 3a OYHH NPOMEHN. MPH
HAaJIM4YHe Ha CUMIITOMH TPADOBA J1a ce ApOBEK/IAT TAKHBA U3C/IC/1BAHUA.

4.8 Hexe1aHH JeKAPCTBEHH PEAKLHH
HesxxenaHHTe ieKkapCcTBEHU peakiuHu ca MpeACTaBeHH 110 CHCTCMa, OpraH, Knac U 4ec
YECTOTATA HAa TRXHATA [TOABA HEXKAIAHHUTE PeakUHi ce JEJIAT Ha MHOro yecTH (2 1/




u <1/10), vevectu ( 2 1/1,000 u <1/100), peaxn (21/10,000 < 1/1,000) u MHOro peakn (<1/10,000),

C HEM3BECTHA YecTOTa ( HE MOXE Aa Ce TIPELEHHU CIOpE/l HATHYHHTE JaHHH).

Cucremo-opraniu kinacose | Hexenaua aekapcreena HecroTa
peaxkuns
HapylueHus Ha KphBTa U AHECMHS, TPOMOOLHUTOICHRA, YecTu

numdHaTa cucTemMa

NEBKONEWHS, €O3MHOGHINS

ATLIACTHYHA AHEeMHA,
XeMOIUTHUYHA aHeMus

C HeuH3zBEeCTHA 4YeCcTOoTa

HapyuierHust HAa UMyHHATa
cHCTEMA

CepymHa Oonect, aHadpinakcus

C Hen3BEeCTHA 4ECTOTa

HapyuieHus Ha MeTabonniama u
XpaHeHETOo

AHOPEKCHA, XHTIEPrMTUKEMHS

Uectu

XHUNOrnuKeMua

HeuyecTH

3aApbXKa Ha TEYHOCTH

C HeH3BECTHA 4YecTOoTAa

[TcuxuuHHU HapylIEHHUS

Jlenpecus. HeoOMIAHHH
CBHHILA, XANOUHHALHH,
fe3ChHHE, CRCTOMHIE HA
00BPKAHOCT, IPOMEHH B
HaCTPOCHKETO, HEPBHOCT

C Heu3zBeCTHa 4HeCTOTA

Hapyiuenus Ha HepBHaTa
CHCTEMA

BucHe Ha cBAT, 1'N1aBOOOJIHC,
CBHJIHBOCT

YecTn

llapecTesns

C "HeHd3BecTHA YecToTa

AcernTHYeH MEHHHIHUT

C HeM3BeCTHa YeCcToTa

HapyuieHua Ha o4HTe

HesscHo BHXKAAHE

HeuecTH

[TosyBane Ha OUHTE, OUHO
ApazHEHe

C "eH3BeCcTHA YecToTa

HapyiueHus Ha yXoTO H
na0upHHTA

CBETOBBLPTEXK, IWYM B YIIHTE

YecTH

Y BpeACHKIAHC Ha CliyXa

C HeH3BECTHA YEeCcTOoTa

CobpaeyHH HapyLUCHHS

CbpricOueHe

HeuecTH

CbA0BH HapylUEHHUA

XHUNEPTOHHA, BACKYJIHT

C HeM3BECTHA 4ecTOTa

PecnvpaTopHH, PBAHH H
MEAKACTHHANHH HAPYIUEHHA

3anyx, OpoHxocnasem,
KpbLBOTCUECHHE OT HOCA

C HeM3BeCTHA 4ecTOTa

CTOMALTHO-YPEBHH HAPYIICHHA

KopemeH juckompopr, 00IKH B
Kopema, 3alek. Anapus, 0onkH
B eNHracTpHyMa, auckoMpopt
HIH DOJIKA. MCTEOPHIBM,

'3 ICHC, NOBPbIUAHC, HAPYILCHO
| XpaHOCMHJIaHe

LecTtH

CTOMAaTUT

HedectH

["acTpuT, CTOMALIHO
KbPBEHE, CTOMAIIHO-4PEBHA
neppopatms, MesleHa,
XeMaTeMe3a. NenTUYHa a3sa,
[IAHKPEATHT, CYXOTd B YCTATA

C HeH3BECTHA 4eCToTa

XenaroOniMapHy HapyIUeHHst

JKpaTeHHUA, XenaTHT

C Heu3BeCTHA yecToTa

Hapyienna Ha Koxara #
MOAKOKHATA THKAH

CBPBbXYYBCTBHUTENHOCT C
CO3NHO(HIUA U CUCTEMHH
edexTu (DRESS cunapom),
CUHAPOM Ha Stevens-Johnson
(SJS) u TokcHYHaA enuaepMaliHa
Hekposuza (TEN)

(BX. TOUKa 4.4)

Obpus, cHpOEX YecTH
JlexapcTBeHO-HHAYLHpaHa C HeHU3BECTHA YeCcToTa
peaKuus Ha

(1111 KCHpaHa JICK4ApCTBCHA

C HEn3BECTH?




CpyIiums (Bx. ToYKa 4.4)

Hapymenusa na 6n0peunre u HurepcTuiinaiieH HepHT, Penku
NMUKOYHUTE NbTHHIA nanuiapHa OnOpe4Ha HEKPO3a,
HePOTHUEH CHHAPOM.
OhOpCUHA HEAOCTATHYHOCT

[ymepynoHegpuT C Hex3BECTHA YECTOTA
O6uin HapyiueHus ¥ edhextd Ha | OTOK Yectu
MACTOTO HA NPHUJIOKEHHE Hepa3nonoxeHue C HEeH3BECTHA YECTOTa
Hicnensauuns [ToBHLIEHH TpaHCAMHHA3M, YectH

MOBUILABAHE HA TETJIOTO

HamaneHo Terno, noBUIICHA C Hen3BEeCTHA YECTOTa

ankanua ¢ocdarasa, nO3UTHBEH
pe3yaTaT 3a AHTHHYKJICAPHH
AHTHTEA, HAMANICH
XeMOrnoOuH, HaManeH
XEMATOKPHT

Bus spbika ¢ jgeucnre ¢ HCTIBC #Ma cvobuicHHd 3a OTOK, XMIEPTOHNA H ChP/ICHYHA HEA0CTATHHHOCT.
Tpadea Ja ce uMa NPEABKT BL3MOKHOCTTA 32 NPEAM3BHKBAHE Ha 3aCTOMHA ChP/IEYHA HEJOCTATHYHOCT
NPH NaUMeHTH B CTApuecka BL3PACT WJIM [OpPU TAKMBA C HApylleHa CbpaeyHa QYHKLHUA.
KAMHHYHK MPOYYBAHWS H CMIHACMHONONHYHM AAKHHK Ipecanonarar, e ynorpebara na nakon HCIIBC
(0cOBCHO BLB BHCOKH JA03M W UIPH NPOALIKHICIHO NPUIOKEHHE) MOKC /1a ObAC CBbP3aHa C JICKO
MOBHILEH DPUCK OT apTepyaiind TPoMOOTHYHH CLOMTHA (Hanpumep HUQapKT Ha MHOKapaa HIH
HHCYNT) (BX. TOuka 4.4).

C1obuiaBaHe HA MOJO3UPAHU HEXKETAHH PEAKLINH

Cpo0L1aBaHETO HA [TOJ03WPAHN HEXEIAHY PEaKLUU ClieA pa3peluasate 3a ynorpeda Ha JICKapCTBEHHS
npoayKT € BaxkHo. ToBa No3BousABa 1a NPOALMKH HAOMIOAEHHETO HA ChOTHOILCHHETO NOJI3a/PUCK 33
nekapcTBEHUs NMpoAyKT. OT MEAHLIMHCKHTE CTIELIHATHCTH CE€ H3KCKBA 1a CbOOIIaBaT BCAKa
NoJ03HpaHa HeXXeNlaHa peakius Ypes:

U3nbaduTEeIHA areHUMs 110 1eKapcTBaTa

yn. “Naman ['pyes”™ Neg

1303 Codus

Ten: +3598903417

yebcaiiT: www.bda.bg

4.9 Tlpepo3upane

B cnyuyan Ha npenosupaHe ¢ uaMexkCHH € NOKa3aHO NOAAbPXKAWO H CHMIITOMATHYHO JNEYCHHE;
MEpOPAnHOTO NPHIOKEHHE HA AKTUBEH BBIVIEH MOXe Aa Hamanu abcopbumata Ha MHUPOKCHKaM-{-
UMKIQACKCTPHH.

Bunpeku, uye jgocera HAMa OAHHH OT NPOBEXJAHHM [POYHBAHHA, C€ CMATA Y€ XEMOAHAIH3aTa €
Hee(eKTHBHA 33 €TMMHHHPAHETO HA [MMPOKCHKaM, ThH KaTO JIEKapCTBOTO CE CBbp3Ba BbB BHCOKA
CTEIICH C [LJIA3MEHUTE TIPOTEUHH.

5. ®APMAKOJOIHYHU CBOMCTBA

5.1 @apmakoaMHAMHYHH CBOHCTBA
Dapmakomepaneemuyna 2pyna: HecTepOHAHU NPOTUBOBL3NANUTE/IHN M aHTHPCBMATHYHH CPEACTBA

ATC: MOTA COl

[Mupoxcukam € wbpBUAT npeactasuten ot rpynara Ha HCIIBC — oxcukamu. [lonobHo Ha Apyri
HECTEPOWIHH IPOTHBOBB3NMAJUTENHM CPEACTBA, THPOKCHKAM TNpPOABABA TPOTHBOBB3MNAIHTENHO,
AHAJITETHYHO W aHTHNMUPETH4YHO AcicTaue. [IpoyuyBaHUATa NPH KHBOTHU N0OKA3BaT, YS-TTAPORTHNL

MOBNHABA KJCTbYHATA MHUIPALHA KbM Bb3NAIHTEIHOTO OrHHILE. MeEXaHHIMBEZHE AL CTEfe)
MAPOKCHKAM BKJIKOUBA HHXHOMpaH¢ Ha €H3MMA [MKJIOOKCHIeHasa H OF 101k

MpOCTarniaHIHHOBHA CHHTCS, 3a pa3fivKka OT HHAOMCTALHH, MHPOKCHKAM € OQY
=




MPOCTariIaHAHHOBHA CHHTE3. B npoyusane, nposefeHo ¢ 9 NalMEHTH C AKTHBEH PEBMATOMACH aPTPHT,
nupokcukam (20 mg/ meH B npoab/HKeHME Ha |5 AHH) 3HAUMTEIHO NOHHXKaBa (QYHKUHATAa Ha
nonumopdonyxiaeapuute (PMN) KneTku, npou3BoACTBO Ha CYNEPOKCHAHHM aHHOHU B TMEpHQepHATa
KPbB U CUHOBHAJIHATA TEYHOCT, KAKTO W KOHLeHTpauunaTa Ha PMN n PMN-Elastase B CHHOBHANHaTa
TeYHOCT. BAUAHHETO BBPXY akTUBHOCTTA Ha PMN BepoaTHO AONpUHACA 3a NPOTHBOBBINAIHMTEIHO
ACHCTBUE HA NIHPOKCHKAM.

@d.aMeKCHH ¢ HOoBa (POpMa HA NHPOKCHKAM, PU KOATO AKTUBHOTO BEWICCTBO €€ HaMHpa B KOMILIEKC
¢ 6eTa-UMKAOAEKCTPHH. beTa-UMKIOACKCTPHH € LIMKIHMYEH ONHTOo3axapHl, MOAYHEH NpH CH3HMHAa
XHAPONHM3a Ha HHwecTe. [Topaau cneuuguruHaTa CH XMMHYHA CTPYKTYpa, O6€Ta- LIHKNOAECKCTPHH MOXE
aa o0pa3yBa MHK/NY3HOHHH KOMIUIEKCH C PalIHMHU JIEKapCeTBa (“MOJIeKylTHa MHKamncynaauus”). Tosa
noa00pABa HAKOM TEXHH CBOHCTBA KaTO Pa3TBOPHMOCT, CTa0MIHOCT ¥ BHOHATHYHOCT.

[TupoxcukaM OeTa- UMKJIOACKCTPHH € MHOIMO I0o0pe pa3TBOPHM BBB BOJA W CHEA NEPOpPANHO
NPHIIOKEHHE ce pe3opOupa no-aobpe OT NMHPOKCHKAM.

[lonobpeHata pa3TBOPUMOCT BOAM A0 Obp30 yBEIH4EHHE HA NIAa3MEHUTE KOHLUCHTPaLMH Ha
MHPOKCHKAM H A0 NMOo-0Bp30 AOCTHraHe Ha MAKCHMalHWTE Mja3MeHH HHMBA, KOCTO KIHHHYHO C€
M3pa3gBa ¢ NOCTHraHe Ha no-0bP30 Hayano M [MO-BMCOK KHTCH3WTCT HAa AHANTETHYHHA U
NMPOTHBOBBL3NANUTEIICH EDEKT.

HsaMa npoMeHH B NMPOABIKHUTENIHOCTTA Ha ILUIA3MEHUS MONYXKHUBOT HA (DIAMEKCHH MO OTHOUICHUE HA
MUPOKCHKAM, KOETO MO3BONABA €HOKPATEH JHEBEH [TPHEM Ha JIEKapCTBOTO.

®apmMakoAHHAMHYHHTE U (PAPMAKOKHHCTHYHH CBOHCTBA HAa (PIaMEKCHH o MpaBAT MOAXOAALL 32
J€YeHHEe Ha MHOro OOJE3HCHH PEBMAaTHYHH W/ WIM BB3NAJIUTENHH 3a0019BaHUA, KOHTO CEPHO3HO
NOBIMABAT OOILOTO ChCTOSHHWE M HOPMANHATA AKTHBHOCT, B CIY4YaMTe KOraro ¢ HeoOXOAHMO Ja ce
NOCTUTHE OBbP3 U HHTEH3IUBEH TEPAMEBTHUEH S(EKT.

[IpH TecT ¢ HHAYUHPAH ¢ carrdgeenin OTOK Ha JATIHYKa HA €KCMEPHMEHTAITHO XHBOTHO, (PIIaMEKCHH
NPEAN3IBUKBA NO-0BP3 NMPOTHBOBbLINANUTENEH edeKT B CpaBHEHUE ¢ MHPOKCHKaM. B mbpBHTE 4acoBe
CIE/l NEPOPANHO npHiokeHHe, GnaMeKkcHH € 2-3 ThTH 10-aKTHBEH OT TTHPOKCHKaM.

AHanreTuyHara akTMBHOCT Ha MpaMeKCHH NPH TEPOPAJIHO NPUAGKEHHE, € OLEHABaHA Ype3
(EHHIXWHOH - MHAYUMpaAH “‘writhing tesf’ sbpXy mumkd. Ha 5-TaTa MUHYyTa cjic] NPHIOKEHHETO,
MAKCHMAaTHUAT UHXHOUTOpEeH edexT Ha dnamexcud e 99 %, cpasHeHo cbe 78 % 3a MUPOKCHKaM.
AKTHMBHOCTTa Ha ABETE BEILCCTBA OCTABa HENMPOMEHEHA ABA Yaca Cltell MPHIOXKCHUETO.

CTOMHOCTHTE HA TEpaneBTUYHUA HHACKC 32 OnaMeKCHB ¥ [MHPOKCHKAM ca H3YUCICHH upel
OTHOILUEHHETO Ha MPOTHBOBBL3MNAHTEIHHTE €PeKTH, OLIEHEHH 4pe3 TECT ¢ UHAYHHPAH C carrageenin
OTOK HAa flanuWvka Ha TUTbX, KbM €(ECKTUTE HA TacTPO-HHTECTHHAJHO [pa3HEeHE MpH CbOIxA
HKUBOTHHCKH BHA.

[ipy nepopanHo npunoxenue, OnamekCHH uMa 2,65 MbTH NO-BHCOK TEPANEBTHYEH HWHJICKC OT
nipokcukaMm. flogobpenara racTpo-HHTECTHHAIHA MOHOCUMOCT Ha PIaMEKCHH € AoKa3zaHa Npu Xopa
OT PE3YNTATHUTC MOJIYYEHH OT 3 JBOHHO-CJCNIHM KOHTPOIHPAHW KIHHHYHK fIPOYHMBAHHA, MPU KOKWTO
HAJTMYMETO Ha KPbLB BbB (PEKAIMMTE ce onpeaens no Meroga Ha °'Cr-06enf3aHyd €pHTPOLMTH.
[MpoABKMTENHOCTTa HA BCHYKHK ApoyuBaHus ¢ 28 aHW. KbM kpasd Ha 4-Ttata ceaMmuua, B ABE OT
NMPOYYBAHHATA € Ha0I0AaBAHO CTAaTUCTHYECKH 3HAYMMO NOHWKEHHE Ha NOoABAa HA KPbLB BLB
dexaTunuTe HA MauMeHTUTe, npuemany OnaMekCHH, a MpYU TPETOTO NPOYyuBaHE TOBa ce HadmojAaBa

KaTo TeHACHUHNA 0€3 CTATHCTHYCCKA 3HAUUMOCT.
B 1pyro npoyuyBaHe € cpaBHSBaHa CTOMAIUHATa TMOHOCHMMOCT Ha {MnaMeKCHH, OOHMKHOBCH

MUPOKCHUKAM, HHAOMETALUMH M nnaucho npH NepopanHo NpHIoKeHHe 3a 14 IHH;, OLEHABAHA €
MaKCHMaJlHaTa pasidka B croMawuua rnoreduuan (max GPD). ®namekcHH Moka3pa no-cnadu
eDEKTH BBPXY TO3MH MApPaMeTbp OT NMUPOKCHKaM W WHAOMETALMH, K&TO CBIUCCTBYBA NOJO0KHTEIHA
KOpENaLMa MCKAY MAKCUMA/IHATA pa3/IHKa B CTOMALIIHUA MOTEHLHAN U €HA0CKOICKATA OlICHKA.
(dnaMeKCHH NoKa3Ba Mo - ONAaronpHATHO CHLOTHOLUCHHE MEXAy (papMakOAWHAMHYHA AKTHBHOCT H
racTpoO-HHTECTHHAIIHA TOKCHYHOCT OT OOHKHOBEHHSA MHPOKCHKAM.

5.2 @apMaKkOKHHETHYHH CBOHCTBA
Cnen nepopaiHo npuioxeHue Ha OraMeKCHH ¢¢ pe3opOupa caMO aKTHBHOTO BEILECTBO MHPOKCHKAM,
a HE CaMMA KOMIUIEKC.
[IpoyuBaHHA BBLPXY 3ApaBU J0OPOBOJILM AOKA3BAT, Y€ MPH MEPOPAIHO MPHIOKEHHE HA
n031 (CHOTBETCTBALM Ha 20 mg MOHPOKCUKAM), MAKCHMANHW INJIa3MEHU KO




MAPOKCHKAM C€ JOCTHraT MHOro no-6sp3o ¢ ®aamexcuH (3a okono 30 - 60 min, cpasheno ¢ 2 h 3a
OOHKHOBEH MAPOKCUKAM).

CroliHocTHTe Ha Kel 1 BpeMeTo Ha nonyxuBsoT Ha PnaMEeKCHH HE €€ pa3NuyasBaT ChIICCTBCHO OT TE3H
Ha OOMKHOBEHHS TIMPOKCHKAM, 3alloTO KoMmniaekca ¢ O€Ta-UMKNOAEKCTPHH [IOBJINABA CaMo
pe3opOlIMOHHATA, & HE ETHMHHALMOHATAa KHHETHKA.

BrOpeyHaTa eKCKpelns Ha aKTHBHOTO BELIECTBO 33 BCUYKH JEKapCTBEHH GopMH Ha (D1aMeKcHH M 3a
0OMKHOBEHMS NTHPOKCHKaM e okono 10 % oT npunoxkeHara 103a, 3a nepuol ot 72 h.

Cnea nepopalHO NMPHAOKEHHC Ha KOMNJEKCA, HEMPOMEHEH OeTa-UMKIOACKCTPHH HE Ce OTKpDHMBA B
[U1a3MaTa UM B ypHHaTa. beta-unknoaekcTpun ce merabonusupa ot fakrepyaadata MEKpogiopa B
nebenoTo uepBo A0 IMHEApHU ASKCTPHHH, MAJITO3a  I1I0K03a.

5.3 IlpeaknHHUYHH AaHHH 33 De30naCHOCT

HexknuHMYHUTE NaHHH HE [OKa3BaT oCoOEH pPHCK 338 XOopa Ha 0a3zaTa HAa KOHBEHLHOHAJIHUTE
¢apMaKOJIOTHYHA MW3TNHTBAHUA 33 O€30NacHOCT, TOKCHYHOCT MNpH MHOTOKpPaTHO MNpHIarase,
reHOTOKCHYHOCT, KApPLUUHOTEHEH TMOTEHUMA, PENpPOAYKTHUBHA TOKCHYHOCT W TOKCHYHOCT 32
Pa3BHTHETO.

KakTo v npu ApyruTe HHXKOMTOPH HA NPOCTAriaHAYMHOBHS CHHTE3, NPUIIOKEH Npe3 OPEMEHHOCTTA
MPH XUBOTHH, MHPOKCHKAM NOBULLIABA HECTOTATA HA JHCTOUHKA M YAb/KaBaHE Ha PaXXZAHETO.
[Tpunaranero Ha HCHBC na OpeMeHHM NibXOBE, MOXKE 14 AOBCAC /0 KOHCTPHKUHA HA AYKTYC
apTepuo3yc npu naoaa. ['acTpo-1yoacHaIHATa TOKCHYHOCT C¢ YBENHYABA NPE3 NOCIEAHHA TPUMECTDD
Ha OpeMeHHOCTTa,

HeknMHHYEHUTE NPOYHBAHHA MOKA3BAT HAKOH €(PEKTH, KATO CTOMALUHO-4PEBHH JIE3HH H OBOpevHa
nanuiapHa HEKpo3a, NPH KU3N0N3BAHE Ha MAKCHMATHO 103a 0Kono 60 nbTH No-BHCOKA OT N03aTa,
((peABHACHA 33 XOopa.

Te3u edexrn ca HabNOJaBAHU NPH J03W, MHOTOKPATHO [IPEBHILIABALIM MPEANoIaracMara
MaKCHMMa/IHa eXCNO3UUHMA TIPH X0pa, 3aTOBA OT TE€3H PE3YNTATH HE MOXE Ja CE€ HATIpaBU
EKCTpanonaUus CbC 3HAYUMOCT 33 KIIMHHYHATA PAaKTHKA.

6. GOAPMALIEBTHYHHU JAHHU

6.1 CnuebK HA NOMOLIHHTE BelllecTBa
Tabnerku:
Chabpka OLIE; KPOCNOBOJOH, HATPUEB HHULUECTEH TIIHKOJAT, KOJIOHOEH Oe3B0AeH CHIIHIMH,

MpCHKCIAaTHHH3IHUPAHO HUIUCCTE, MAaIrHC3HUEB CTCADAT.

6.2 HecnBMEeCTHMOCTH
He ca u3BecTHH.

6.3 Cpox naroanocr
3 FOAHHH.
To3u cpoK € BanU/ICH (IpY NPaBUNHO ChbXPAHEHHE B HEOTBOPEHA ONaKOBKa.

6.4 CnenHalHH YCTOBHA HA CHXPAHEHHE
To3u nekapcTBEH NMPOAYKT HE U3HCKBA CRCLIMAIIHY YCIIOBUSA Ha ChbXPaHCHHE.

6.5 BHAH CbLABPKAHHE HA ONAKOBKATA
Tabaerkn - ITopBuuna onakoska: PVC/PVDC 6mucrepu, 3anedataun ¢ Al/PVDC. BropuuHa

OMaKoBKa: KapToHeHa Kytus ¢ 10 ninn 20 TabneTkw.
He BCHUKH BHIOBE ONAKOBKU MOrar Ja ObJaT NyCHATH HA nas3apa.

6.6 ChnennajHH npeANA3IHH MEPKH NPH HIXBBPJASAHE

Henznon3saHuar NMPpOoAYKT HIH OTNaABYHUTC MATCPHAJI® OT HCFO T[JHE’BH Aa CC H3IXBBPJIAT B
CHOTBCTCTBHC C MCCTHHTC H3HCKBAHHA. |

7. NMPUTEXATEJ HA PASPEILUEHHUETO 3A YIIOTPEBA




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

8. HOMEP(A) HA PA3PEIUEHUETO 3A YIIOTPEBA

Per. Ne 20000196 3a ®JTAMEKCHH 20 mg TabneTkn

9. JIATA HA MNBPBO PA3PELUABAHE/MIOAHOBABAHE HA PASPEUIEHHETO 3A
YNNOTPEBA

Jlata Ha MbpBO pa3pclUaBaHE:
06.06.2000

JlaTa Ha NOAHOBSBAaHE Ha Pa3pEIICHHETO 3a yroTpeoda:
12/10/2005
12/04/201 1

10. JATA HA AKTYAJIUBHPAHE HA TEKCTA

Qeapyapu, 2025




