KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. THProBcKO HMeE Ha JeKAPCTECHHSA IIPOIVKT
RECOXA 7.5
RECOXA 15

2. KoJiagecTBeH M KQYeCTBEH ChLCTAB

Jlexapcmeeno gewgecmeo:

Recoxa 7.5: Meloxicam 7,5 mg BEB Besika Tabnerxa.

Recoxa 15: Meloxicam 15 mg BB Begka Tabnerka.

IHomownu eewgecmsa: B T. 6.1.

3. JlekapcTBena dopMa
TabneTrn.

Bumen guo:

WUHRCTEPCTEO HA SLHPABEONASBAHETO

paspetisaie 32 ynovpeda ke
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Recoxa 7.5: CpeTno xbiTH, KpBIIH, ORKOHBEKCHE Tabnerky, ¢ dacera H mamnoBasy “B”

¥ “18” oT efgHara cTpaHa ¥ I'liajgxa o0paTHa cTpaHa.

Recoxa 15: CpeTno XbITH, KPBIIM, OHKOHBEKCHH TaONETKH, ¢ (aceTa | aMIoBagn “B”
H “19” oT exggara cTpasa, CBHINATA HA KOSTO € M JENHTENHATa yepTa, ¥ THagka obpaTHa

cTpasa.

4, Knuauaus pauay

4.1. Hoxazanug

Meloxicam € mOKa3aH 3a CHMITOMATHYHO JIeYeHHe Ha peBMaTHUHH 3a00/IBaHMsd, HaNp.

0CTE0apTpo3a, PEBMATOH/IEH apTPUT, aHKUIIO3Upan] CHOBJHIINT.

4.2. HosupoBKa H HAYHH HA YIIOTPeda

OcteoaptpuT: 7,5 mg AHEBHO. AKO ¢ HeoOXOIHMO, H03aTa MOoXe A2 Objie YBEeJIHUYECHA 10

15 mg gEeRHO.

Pesmaronzes apTput: 15 mg nuesHo. Jlo3ata Moxke Aa 65 HaManeHa o 7,5 mg OHEBHO

B 32BHCHMOCT OT TEpallCBTHYHHAL OTTOBOP.

ABKuno3upalt CIOHAMIKT: 15 mg XHEBHO.

MaxkcamanuaTa IpenopbuBada JHeBHA Ho3a Recoxa e 15 mg.

Llsiata nueBHA 11033 TPAOBa Aa ce IIpHara KaTo CAMHKYHA 1033 BEAHBK MHEBHO.

pdrrrmn ey
Hauuenmu 8 Hanpeamwa gu3pacm u naz;ue/f;_nﬁr"tq, J;LQEW\?H PUCK Om HEJNCEAanu
. ndafry

nexapcmeeny pearyuu (8uxc m. 5.2.)
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IIpenopsusanara JHEBHA 703a 32 MPONBIDKUTENHO NiedeHHe Ha peBMaTOMACH apTpUT K
2HKHJIO3Hpaill COOHIMIMT IIPH IalMeHTH B HampedHana Be3pacT € 7,5 mg. Ilamuentu c
TIOBHINEH DHCK OT HEXENaHM JIEKapCTBEHH peakiimu TpsOBa Ja 3amoudaT ¢ mosa 7,5 mg
FHEBHO (BWK T. 4.4.).

Yepeoena 6wbpeuna ¢ynxyus (suoc m. 5.2.)

IIpu nanuenTy ¢ Texka ObOpeYHA HENOCTATHYHOCT HA AHANH34, JHEBHATA 1034 HE TpsOBa
Jla ipesuiiasa 7,5 mg,.

Hpr Tan@eHTH © JIeKO JO CPENHO TEXKO yBpeskaane Ha OnOpednara ¢ymxuws (Hamp.
MAI[HEHTH ¢ KPeaTHHUHOB KIMPBHC NO-BHCOK OT 25 mi/min), He ¢ HeoOXoAUMO HaMalisiBaHe
Ha pmosara. Meloxicam € NpOTHBONIOKAa3aH 3a JiedeHHe Ha HaMeHTH C¢ Texka OnOpeuna
HEZIOCTaThYHOCT, KOHTO He ca Ha Auanu3a (He Morar Ja OhaaT mojyiaradyl Ha JAMAin3a), BRK
T. 4.3.

Yepedena ueprnodpobra dynxyus (euxc m. 5.2.)

IIpu mammeHTH ¢ JEKO IO CPEeIHO TEXKO yBpeXJaue Ha YepHoApoOHara GyHKIMA HE e
HeoOxomMMO HaMalgRaHe Ha Jo3ata. Meloxicam e NpOTHEOIOKa3aH 3a JICYeHye Ha TIalieHTH
C TEXKO YBpexaane Ha yepHoapobHaTa GYHKIHNI — BIXK T. 4.3.

Heya

Meloxicam He e noOKasaH 3¢ JICUCHHE Ha Jera IoZ 15 rojuHH, Iopald ToBa, 4e
JO3APOBKATA IIPH JACHA BCE OLIE HE € YTOYHEeHa.

Haunn Ha npunoxenye: Tabnerxure TpabBa fa ce NpueMar ¢ BOJa Wik Jpyra TEYHOCT, II0

BpeMe Ha XpaHeHe.

KaxTo BeHuYKM  JeKapcTBEHH IIPOAYKTH OT TIpymata Ha  HECTEpOHIHHTE
npoTHBOBE3NANETENHE cpencTea (HCIIBC) Tpabea pa ce mpunara B Hali-HHMCKara Hos3a 3a
BB3MOMKHO Hal-KpaTKO BpEME.

4.3. Hpornsonoxazanus

JlexapcTReHHAT NPOAYKT He TpAOBa Ja ce Hpuiara NpH M3BECTHA CBPBXIYBCTBHTEIHOCT
K6M meloxicam HIH KBM HAKOE OT IIOMOINHHUTE BEINECTBA.

Be3moxna e KpBCTOCAHA PEaKiMs CIpSMO AaneTHICANHIAIOBE KHCENHWHA H JpYrd
JIEKapCTBEHH HpPOXYKTH OT TIpyINara Ha HECTEPOHAHHTE HPOTHBOBE3NANMTEIHH CPEHCTBa
(HCIIBC). Recoxa He Tps0pa xa ce npwmiara Npy IaO@eHTH, OpH KOHTO € HalOmonaBaHo
Pa3sBHTHETO Ha NpH3HAE Ha acTMa, HasalHH IIONHHAH, aHTHOSASM HIIH YPTHKapHA CHCH
TPEJTHITHO IPHIIOKEHHE Ha AleTHICATHIMIOBa KicenuHa mik apyra HCIIBC.

JlexapcTBEHHAT OPOAYKT € MPOTHBOIIOKA3aH H IIPH CACAHATE CIIydJau:

- agaMHe3a 3a CTOMAIUHOYPEBHHM KPBHBOM3IHMBYE HIH IepdopallHH, NpEeHU3BHKAHH OT
ynotpebara va apyru HCIIBC;

- aKTHBHA JEeNTHYHA 53Ba/KPHBOH3IIHE;
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- pexypeHTHa HENTHYHA s3Ba/ KPHBOM3IHB (N(Ba MK TIOBeYe €MMH30/a HA J0Ka3aHa A3Ba
HNH KPHBOH3IIEB);

- MO3B4HO-CBA0B0 KBEPBEHES HIH APYIH HaDYIICHHUA, CBBP3aHM ¢ KPBBOTCUCHHE,
- TCHKKAa qepHo,upOEiHa HEOOCTAaTB4YHOCT,

- Texxa 6p0pevna HegocTarbyHOCT 0€3 Na ce npuara fuanusa (He MOXe Ja ce IIPIIIOKE
IHANN32);

~ Ilella ¥ IOHOIIH 70 15 romuHu;
- TPETH TPHMECTEP Ha OpeMeHHOCTTA;
- TeXKa ChplieuHa HEHOCTATHYHOCT.

4.4. CriennajgHu NPOTHBONOKA3ZANHAA H CHENHATHH NPEAVOPERICHH 33 vnorpeﬁa

Ha ce u364rBa eHOBPEMEHHOTO IPHIIOXKeHHe Ha Recoxa ¢ apyra HCIIBC, BluroauTenso
CENEKTHREA MHXHOHTOPH Ha IHKIOOKCHIeHAa3a-2 .

Hesxenanurte eexTs Morar zia ce HaManaT KaTo ce Npuiara MUHMManHara e)eKTHBHA
J103a 33 BE3MOXKHO Hal-KpaTKo BpeMe, HeOOXO0IHMO 32 KOHTPOI Ha CHMITTOMHETE.

IlamenTs B HampemHama Be3pacy: llpw DarWeHTHTe B HaUupejHana BB3PacT ce
HabMrofpaBa MO-BHCOKA 4YecToTa Ha Hexenanpre peakmun kM HCHBC, ocobeno
racTPOMHTECTHHAIHO KBPBEHE ¥ Mep(opanyy, KOUTO MOTaT Aa Opjar daraney (B T. 4.2.).

I'acTpouHTECTHHANHO KBpBeHe, yanepalns u lepdopainua: | acTpOHHTECTHHANHO
KBpBeHe, yluepanus 1 nepdopanws, KOATO Morar na 6saar daramuy, ca HabmonaBany IpH
seraxy HCTIBC 1o Besako BpeMe Ha legeHHeTO, ¢ Hid 6e3 peRynpenuTelHE CHMITOMH HIH
TEKKH TaCTPOMHTECTHHAIHY CHONTHSA B aHAMHE3aTa.

PyCKsT OT racTpOHHTECTHHANHO KBpBEHE, YOllepallis M nepdopanus € I0-BHCOK ¢
TIOBUINaBaHE Ha J03aTa Ha HﬂHBC, IpH WAaNHSHTH C $3Ba B aHaMHe3aTa, 0CoOEHO aKo e
YCHOXHEHa OT KpHBOM3NUB wim nephoparprs (Bux 1. 4.3.) ¥ UpH NalUeHTH B HaupeAHAana
BB3pacT. Te3n nanueHTH TpsAOBa Xa 3aI0oYHaT HEICHHETO ¢ Half-HucKaTa B3MOIKHA 1034,

3a Te3H manHeHTH TpAdBa ja ce 00CHIH HeoOXOAMMOCTTA OT KOMOHHHpaHa Tepallug ¢
DPOTECKTHBHH CpecTBa (Hamp. MU30NIPOCTON MK HHXHOHTOPH HA IPOTOHHATA MOMIIA) KaKTOo
¥ 33 MAMHCHTH, H3HCKBAINH €HOBPESMEHHO NPUTIOKEHNE Ha HUCKH JO3H aleTHIICAIMIIII0BA
KHCEIHHa HIH JpYyrH  JIeKapcTBEHH  HPONYKTH, KOHTO MOTaT Jia  IIOBHINAT
TaCTPOMHTECTHHANHUA pACK (BHXK T 4.5.).

ITanmeHTH c aHaMHe3a 3a CTOMAIHOYPEBHA TOKCHUYHOCT, OCODEHO KOIar0 ¢a B
HampefHala BE3pacT, TpAOBa Ja cHOOMaBaT 3a BCHYKHM HeoOMJaiiHy CTOMAINHH CHMOTOMM
(ocobeHo racTPOHHTECTHHAIHO KBEPBEHE), 0COGEHO B HaYallHuTE €Ty OT JICUCHHETO.

IMammenTTe, NpHEMAI ENHOBPEMEHHO JIEKapCTBEHW IPOAYKTH, KOHTO MOTaT na
IIOBHINAT PHCKA OT YIHEpanmus HIH KBPBeHE, TaKHBa KaTO OpajHy KOPTHKOCTEPOHIH,

o T
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CEPOTOHNH HWIM aHTHTPOMOONMTHH CpPEACTBA, KaTo ALCTHICANHMIMIOBA KHCENHHA (BHXK T.
45).

Ilpm mosgBara Ha TACTPOMHTECTHHANHO KBpPRBEHE WM YIIEpamps NpH NamueHTH,
IIpHeManin Recoxa, TedeHHero TpsaOBa Ja ce IPEKPaTH.

HCIIBC tpafea nma ce mpumarar BHHMATENHO NPH TAlHEHTH ChC CTOMAITHOYPEBHO
3abosBane B apaMHesara (yimeposeH kKomut, 6onect Ha Crohn), THH KAaTO CBCTOSHMETO MY
MOJKE Jia C€ BIIOINHK (BHK T. 4.8. — HeKeNAHM JIeKapCTREHH PEaKIuH).

HCIIBC ypmxubupar cpHTe3a Ha OBOpeuHHTe NPOCTATMAHNWHE, KOUTO HMAaT
cnoMaraTelHa polil B MoanspykaHeto Ha OnOpeumara nepdysms. HCIIBC morar ma
TPEAU3BHEKAT JEKOMIEHCaMs Ha 6p0peynara QyHKUIHS DpH DALMEHTH ¢ HOHMKEH KPHBeH
obeM ¥ MOHIKXEH KPBBOTOK B O0B0penuTe. OGHKHOBEHO (Clen NpeKparsBade IpHeMa Ha Te3H
IIPOJYKTH), IOTHCHATaTa OLOpeuHa (QYHKUHMS ce BB3CTAHOBSBA HAUBJIHO, O CTOHHOCTHTE
Ipeny neveHuero. B To3M cnydali pECKOBH NaHHEHTH ¢a Te3H, KOMTO Ca NeXHAPATHPAHH, CBC
3aCTOMHA ChpJAEYHA HEHOCTATHYHOCT, YEpHOZpOOHA 1Mpo3a, HehPOTHYECH CHHIPOM M
650peynn 3a00NsBanus, NANHEHTH, NEKYBAHH C JUHYPCTHIM I Clej] TOJeMH XHDYPrHYHH
HHETePBEHIAA, KOHUTO MNpPEAM3BHKBAT XHIOBoAeMHsA. lIpH Te3u npaumeRTH MHYypesata H
Orbpeynara dyrkius Tpa0Ba BHUMATCIHO Aa ¢ HaOMOAaBaT 0T HAYANOTO Ha JICUCHHETO.

Psagxo, HCIIBC mMorar ga npeiM3BHKaT HHTEPCTHIMAICH HE(QpPHT, IOMEpYIOHE(PHT,
Hexpo3a Ha 6p0peuHaTa cEplieBHHA HAH He)pOTAYEH CHHAPOM.

Hosata Ha Recoxa Npw manueRTH B KpaiiHa ¢dasa Ha OnOpedHa HeZOCTATHYHOCT Ha
XeMOApaTH3a He TpsAOBa Jia DpepuInasa 7,5 mg.

Texxkn KOXHA peaKIHM, HSKOM OT TiX (haraiH{, BKIIOYHTENHO ecKc(oIHaTHBEH
IEepMaTHT, CHHEpOM Ha Steven-Johnson = TOKCHYHa enmaepManHa HEKpONH3a ca
HabmioHaBamy MHOTO PAAKO BBEB BpB3Ka ¢ mpmiokennero na HCIIBC (smk 1. 4.8.). Ilpn
HalMeHTH, KONTO B HAYaJlOTO Ha TepalHsaTa NOKa3BaT IIOBUINEH PHCK 32 Pa3sBHTHE HA TE3H
peakiuy, B 0-TONSIMA YacT OT CAyYaHTe HajdaloTO Ha PEAKHHATA € Ipe3 MBPBHI MECEH Ha
nedeHneTo. [Ipunoxennero na Recoxa Tpsbpa a ce IpeKpaTi IIpH IEpBaTa [HoABa Ha KOXeH
0OpHB, MyKO3HH JIE3HH HIH HAKAKBH APYTH IPH3HALA Ha CBPLXYYBCTBUTEIIHOCT.

Ilonoono na moeeuwero apyra HCIIBC e mabmomaBamo cnywaliHo IOBHINABaHE Ha
CEpYMHHTE TPaHCaMHHA3H HIIM NPOMAHA HA APYTH [apaMeTpy Ha 4epHOApoOHUTE QYHKIHHA.
Hpu no-romsamMa gacr OT cliy4anTe Te ca OHIM MallKd ¥ IPEXOIHH IOBHILEHHS HaZl HOPMATHHS
WyYepBal HAa CTOHHOCTHTS. AKO IpoMsAHaTa € 3HauuTeNHa MMM HOpOIBIDKHTENIHa,
nprioXkeHueTo Ha Recoxa Moxke Jla Onje IpekpaTeHo U TpsadBa Aa Ce KOHTPOJHpaT
abHopManHUTE CTOHHOCTH Ha 4epHOAPOOHUTE 1Hpodu.

Ilpn narpeHTH ¢ XIMEAYHO crafuaHa deproppobHa mHuposa He € HeoOXOomHMo
afanTHpaHe Ha HO3aTa.
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OrcrabHam HaUpeHTH AIH Takuea ¢ no-cnada Gpu3nKa MOTarT Aa AEMOHCTPHPAT [0-JIoINa
TOHOCHMOCT XbM IOTEHHRANHMTE HEKENAHH JEKapCTBEHM peaknuu U Te TpabBa Aa OpHar
BHHEMATEIHO NpocieIdBaHu.

Kaxro u npu npyrute HCIIBC, e Heo6X0AMMO HOBHIICHO BHAMAHHE TIPH JIEUCHHETO HA
DAIMeHTH B HAapexHalla BB3pacT, IIPH KOUTO BEPOATHOCTTA OT GBOpeyny, yepHOApOoOHE Wi
CHPIEYHH (PYHKITMOHANHY Pa3cTPOHCTBa € IOBHINEHA.

Habnropapany ca 3agbpicaHe Ha HATPHH, KalANd U BOJA, KAKTO ¥ B3aUMHO IOBIIHSBAHE C
HaTpuHCHXpaHsBalMA edeKT Ha auyperurmre. Msnckea ce BHEMAaHHe IPH NAIHEHTH C
aHaMHE3a 33 XHIEPTOHMs W/WIM CBHpAEYHa HEHOCTATHYHOCT, THH Karo BBEB BpB3Ka ©
npunoxxenuero Ha HCIIBC e gabmonasano 3agspikase Ha TEYHOCTH M OTOIH.

Meloxicam moxe Ja MaCKHpa CUMITOMETE HA €OHOBPEMEHHO IPOTHYANIO HHPEKIMO3HO
3aboJsiBane.

YrorpebaTa Ha meloxicam Moxxe Aa YBpeZIH JKeHckaTa (epTHIHOCT B He ce HPEenophyBa
OpH JKEHH, KOMTC CE& ONHTBAT JAa 3abpemenesar. IIpu >xeHH, KOMTO KMaT XpoOIEMH CBC
3a0peMeHsABaHEeT0 WM HPOREXNAT MH3CIEABAHUSY 3a CTEpPUIHOCT, TpAGBa Za ce oOCHIH
CHHpaHe Ha JedeHueTo ¢ meloxicam.

HanuenTts ¢ peAkH HacHeACTBEHY NpoOlieMy Ha rajaKkTo3Ha HEIOHOCHMOCT, allaHzCcKa
JaKTa3Ha HEAOCTATEYHOCT MM IIIIOK030-TalaKTo3Ha ManabcopOnus He TpsaOBa Ja H3NON3BaT
TO3H IPOJYKT.

B ciywaii Ha He3amOBONHTENEH TepaHeBTHICH eQEKT, IpeHopbUBaHara AHCBHA 7032 HE
TpabBa Ja ce IMpeBHIIaBa. AKO CHCTOSHWETO Ha [AlHEHTa HE e NOA0OpsEa B HPONBILKEHHS

Ha HAKOIKO OHH, TpSIﬁBa Ha CE IIPCOLICHH KITHHHYHATA 11034 OT JICYCHHUCTO.

4.5. JlekapcTBeHM H ADYIM B3aUMONCHCTBHSA

- Mpyru nexapcreeny NpoxykTy oF rpynara Ha HCIIBC, BKIIOUATENHO CaNHIUAATH BbB
BHCOKH [HO3H: €JHOBPEMEHHOTO [PUNIOXKEHHEC HA poBede OT eOHO HECTEPOHIHO
IPOTHBOBE3NANMTENHO CPEACYBO MOXe Ja IIOBHIIM pHCKa OT TIacTPOMHTECTHHANHU
yinepanii ¥ KEpPBEHe, TOpaji CHHEPIHYHOTO MM NelcTare. ENHOBPEMEHHOTO MIPHIOKEHHE
Ha meloxicam u apyru HCIIBC ge ce npenopsusa (BX T. 4.4.).

- KopTukocTeponan: NOBHIIECH PHCK OT TacTpOHHTECTHHANHH YIIEpalHy MIIH KbLPBEHE
(3mx T. 4.4.).

- AmmmaxoarynantH: HCIIBC morar ma sacuimiar edekra Ha aHTHKOATyNAHTUTE KarTo
BapdapuH (Bix T. 4.4.)

- AHTRTPOMOOIHTHYE CPEACTBA B CENIEKTHBHU MHXHOHTOPH Ha 00paTHOTO 3axBailaHe Ha
cepoToHEH (SSRIS): DOBHIIEH PHCK OT FACTPORHTECTHHEATHO KBpBeHE {BHK T. 4.4.).

- Opamuu aHTHKOATYNaHTH, THKIONHAHUH, CHCTEMHO IPIJIOKCHAE Ha Xelapui,
TPOMOONHTUYHY CPEICTBA: MOBHIICH PHCK OT KBpBEHE, AKO gﬁ@ﬁm&oﬁ‘g& na ce usGerHe
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CMHOBPEMEHHOTO NPHNOXKEHHE HAa TEe3H JIEKapCTBEHM HPOAYKTH, e(dexTsT Ha
aHTHKOAryJaHTHTE TpsOBa Ka ce MOHUTOPHPA BHUMATEHHO.

- Jarpit: HCIIBC moBHurasBar InasMeHOTO HHBO Ha muTuii, Ilpenopnusa ce
TIPOCHASAABAHE Ha INIA3MEHOTO HHBO HA NUTHH IIPH 3all0YBaHe Ha JICYEHHETO, IIPH POMIHA Ha
J103aTa ¥ IpH NpeKsCBaHe Ha JICUCHHETO ¢ Recoxa.

- MeToTpexcar: xemaTONOrH4HaTa TOKCHIHOCT Ha METOTPEKCAT MOXE Ja Ce IIOBHUIIH IpH
expoppemenso mponoxkenne ¢ HCIIBC. Ilopagu ToBa, xpeBHAaTa KapTuaa TpAdBa
BHHMaTENHO Aa ce Opocienssa. He ce npenoprusa exnospeMenHo npunoxenre na HCIIBC
IpH TAHCHTH, JEKYBaHX ¢ BHCOKM JO3H Merorpekcar (noBede oT 15 mg/ceqMudHo).
dapvakoKHHeTHKaTa Ha MeTorpexcar (l5mg/cenMuuno) He ce NORNMABA 3HAYMTENHO IpPH
CHHOBPEMEHHO NpmioxeHHe Ha meloxicam, o TpsbBa ma ce mMa mpememy, ye HCIIBC
TIOBHINABAT XEMaTOJNOTHYHATA TOKCHYHOCT HA METOTPEKCAT.

- Konrpanemuua: HCIIBC morar nma Hamanar eduxacHOCTTa Ha BBTPEMATOYHHATE
CHCTEMH.

- Juypernnm: nprnarasero Ha HCIIBC npe nexunpaTHpald TNaOWesTH € CBBP3AHO C©
BB3MOXHOCTTA 3a pa3BHTHE Ha ocTpa OsOpeuyHa HemocrarhyHocT. llanueHTHTE, NMEKYBaHH
€QHOBPEMEHHO ¢ AHYPETHIIH H JIEKapcTBeHUS IIPoAyKT Recoxa, Tpabsa fja OLAAT aleKBaTHO
XHApaTHpaHH 1 OBOpedHaTa HM QYHKIHS Aa ¢ IPOCHeH IPEHH 3al0YBaHe Ha JISYSHHETO.

- AwnTuxuneprem3wBHH  cpefcTRa (Hamp. Oera-Omoxepu, ACE-umxuburopw,
BazOAUNATATODY, JHYPCTHIM): HabloZapaHO € HaMalgBa#e Ha e(UKacHOCTTA Ha
AHTHXHOCPTEH3UBHETE CPEJCTRA NpH exanoBpeMento npuwiarase ¢ HCIIBC, mpipkamnio ce Ha
upxubupaye Ha cHHTE3a Ha IPOCTATTIANLAAY, IPHYHHABANTA BA30TUIATALL.

- ACE-upxuOutopm u anrmoremzue Il pememropru amrtarommcri: HCIIBC
(BKIIIOUUTENHO ANCTHICATHINIOBA KHCENHHA B 103 > 3g/mEeBHO) u aHrmotemsuu I
PELENTOPHAUTE aHTAarOHMCTH B3aHMHO YCHIBAT ¢(eKTa CH Ha HaMallIBaHe Ha IToMepynapHata
¢dunTpanuA, KOHTO MOXe Ha ce yCHiH, Koraro OnOpeunara ¢byHKiHA € yEpeaena. Korato ce
TIpHJIAra MIPH HanyeHTH B HaNpefHana Bb3pacT W/ HIIH ASXUApaTHpaty HanHeHTH, IeHCTBAHKE
JHMPEeKTHO BEPXY ITIoMepylapHata GHITpanys, Tasy KOMOHHAIMA MOXE JO JOBEAE O OCTpa
6p6peuna HemocTaThuHOCT. [Ipenopruysa ce MoHMTOpHpaHe Ha On0Opedmara (QYHKIHA IpH
3aII0YBAHE Ha NEYEHHETO, KAKTO M MOCTOSHHO XHApaTHpaHe Ha IlandeHTa. B IONbIHeHMS,
S[HOBPEMEHHOTO JIEYEHHE MOXE /2 HAMAId AHTHXUNepTeH3HBHUAT edekr Ha ACE-
HHXHOATOpUTEe ¥ aHIHOTeH3MH II peHenTopHHTE ZBHTATOHWCTH M Ja JOBeAc AO Y4CTHYHA
3aryba Ha edexTHBHOCTIAa MM (Umopam® HHXHOMpPAHETO Ha IIPOCTATVIAHAWHHTE C
BazoguIaTHpanm eeKr).

- XonecTHpaMyH CBBp3Ba meloxicam B racTpOMHTECTHHAIHHSA TPaKT, KOETO BOAM JI0 IO-

OBp30 enuMuHEEpaHe Ha meloxicam. i
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- HedpoTOKcHYHOCTTa Ha HEKNOCHOPHH MOXxe na 6nge mosuinena ot HCIIBC nopaxm
TeXHHA €(eKT BBPXY OBOpeYHHTe npocrariaHfuHi. [IpH €IHOBPEMCHHO HpPUIIOKCHHE,
050peunuTe QyBEKIME TpsOBa fa 6BIaT MOHHTODHPAHH.

- XWHONOHH: BB3MOXKHO € IOBHINABaHE HA pHcKa oT repuose, xoraro HCIIBC ce
IPHIIAraT ¢ XWHOMOHH.

He ca pabmrofaBaHy 3HaYAMH (hapMaKOKMHETHYHE B3aHMOICHCTBHS NPH SIHOBPEMEHHO
IIpHNIarase Ha NpenophuBaHuTe NO3H aHTHAIMAH, IHMETHIUH ¥ JUTOKCHH.

4.6. BpeMenHocT ¥ KEpMEHe

bpemeHHocT
TTotHckaseTo Ha IpoCTarTaHAHOBATA CHHTE3a MOXE Ja NOBHUsge HeONarompHATHO

6peMeHH00TTa H/MAH pa3sBUTHETO Ha minofa. JlaHHWTE OT CIHAECMHOIOFMYHH HM3CIEIBaHMSA
UOKa3BaT [OBMINEH DHCK OT abopT H CepAeYHHM MampopMmallud cuel ynorpebara Ha
PHXHOKTOpPH HA CHETE32 Ha [POCTaTIaHAHHH IIpe3 paHHata OpeMeHHOCT. AOCOMOTHHAT PHCK
OT CEPAEYHOCHAOBH ManopMalliH ce IIOBHIIaBa OT Io-Manko 1o 1% X0 NMpHOIM3HTENHO
1,5%. Custa ce, ye pHCKBT ce MOBHNIABA ¢ MIOBMUIABAHE HA J03aTa H NPOXBIKHTENHOCTIA Ha
nedennero. IIpH #UBOTHH NPHIOKEHAETO HA HHXHOWTOPH HA CHNTE3a HA NPOCTATIaHAHHHA €
JZOBEJIO JO HOBHIIABaHE Ha Ipell- M IOCT-AMINIAHTAIMOEHHTE 3ary0u ¥ eMOpHOmamHaTa
CMEPTHOCT. B JONENHEHrE, HOBHINGHA ¥eCTOTa Ha PasTHYHM MandOpMariy, BKIIOTATEIHO
CHPHACUYHOCHJOBH, € HabmozaBaHa NpH JXHBOTHH IIOJNYJYaBalH HHXMOWTOPH Ha CHHTE3a Ha
IpocTarJaHdHEM B IIEpHOAA Ha opraHoreHesa. [Io BpemMe Ha NspBUM M BTOPH TPHMMECTH[ Ha
GpemennocTTa Recoxa He TpadBa Ja ce Ipuiiara OCBeH IPH a0COIOTH2 HEOOXOAHUMOCT. AKO
Recoxa ce H3MON3BA OT MKEHH, KOHTO Ce& ONUTBAT Ja 3a0peMeHedT HilH O BPEME Ha HBPBH M
BTOPH TPHMECTED OT OpeMeHHOCTTa, NO3UpOBKaTa TpsiOBa na Obe BB3MOXKHO Hal-HHCKATa H
IPOIBIDKUTEIHOCTTA Ha JISYEHHETO BE3MOIKHO Hali-KpaTKa.

Ilo BpeMe Ha TpeTus TPHMECTHEP Ha OPEMEHHOCTTA BCHYKE MHXHOHMTOPHM HA CHHTE32 Ha
IpocTarIas/(MHE MOYAT J1a H3JIoXKaT eMOpHoHa Ha:

- KapHHOMyIMOHApHA TOKCHYHOCT (C NpeKAeBpeMeHHo 3aTRapsue ka ductus arteriosus i
TMyJIMOHapHa XUIIEPTOHH);

- OB6peyna aucdyuKnma, KoSTo MOXE JAa IporpecHpa o O0bOpedHa HEZOCTaThYHOCT C
OJIATO-XU(POAMHHO32;
¥ MaiikaTa ¥ HOBOPOZEHOTO, B Kpasg Ha OpeMeHHOCTTa, Ha:

- BB3MOXKHO yIBIDKaBaHe Ha BPEMETO Ha KbPBEHE;

- TOTHCKAaHe HAa KOHTpAaKIHWTEe Ha MaTkaTa, NPeU3BHKBALIO 3aKbCHEHHE HIH
YABIDKaBaHE HAa PAXAAHETO.

ITopaga ToBa, meloxicam e aOCONIOTHO NPOTHBONOKA3aH IpPE3 TPETHS TPHUMECTBD OT
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KspMmene
HCIIBC npeMuBaBaT B MIIKOTO Ha KbPMEIDHUTE Maiiku. [opamu TORA HE CE NPENOPBLYBa

IIpUAarageTo Ha MPOAYKTA IIPH KEPMELH MaiKy.

4.7. Edexin BLDXY crioco0H0CTTa 32 Iodupane n pafora ¢ MamHEn

Zo T03M MOMEHT HAMa CICHHANBM M3CACABAHHA 3a BNHSHHETo HA meloxicam BEDXY
cimocoGHoCTTa 32 mogupane U paboTa ¢ MamAHH. B3 OCHOBa Ha (hapMaxoAMHAMUYHHA
npodun m HablONaBaHHTE HEXENAHH JICKAPCTBEHH PEakilMi He ce ouakBa IOBIHABAHE HA
Te3u cnocobnocty. IlampenTHTe, LpM KOMTO Ce MOABSBAT HADYIIEHHS HA 3PEHMETO,
COMHOJNEHIIHS ¥ JAPYTH pascTpOACTBA Ha IEHTpaNHATA HEpBHA CHCTEMa, CBLP3aHH ¢
ynorpebara Ha JeKapcTBeHHMA HpPOZYKT Recoxa, me Tpabpa Aa H3BBPIIBAT AEHHOCTH,
H3HCKBAITY JIOBUNIEHO BHHMAaHKE,

4.8. Hexeranu JeKapcTBeHH Peakiuu

Habmonaeany ca crnefHNTe HexXeNaHA JIEKapCTBEHM PEAKIHH, IIPH KOUTO HE MOJKe Ja ce
H3KIIOYH HambJIHO BEpPOATHA MNPWYMHHO-CHENCTBEHA BPBH3KA C NPWIOKCHACTO HA
JeKapcTBeHNA NpoAyKT Recoxa. Tasy mEdopManma e or xiupy4sy mpoydysasug npd 3750
[IaHUEHTH, JICKYBaHH C OPalIHH J03H 0T 7,5 wm 15 mg AHeBHO, B TaONETKH WIH KallCylH, 32
neprox oT BpeMe 1o 18 Meceua (cpepnara IpojsIUXKATENIHOCT Ha IpHIoxenuero ¢ 127 mgaw).

Hexenanure JIeKapCTBEHM DPeaKiiii Ca pasfelieHd B 3aBHCHMOCT OT YeCTOTara Ha
TAXHOTO YNPOABABAHE 110 CAESHHMA Ha9WH: MHOro uecr (= 1/10), wectu (= 1/100, < 1/10),
HegectH (= 1/1000, < 1/100), pemxs (= 1/10 000, < 1/1000); Muoro peaxa (< 1/10 000).

HapyineHus Ha KpHBOHOCHATA M JIUMGpHA CHCTEMH

Hectn: aneMus

Hegectr: mapyimenns B 6post Ha KPEBHHETE €JIEMEHTH: JICBKONICHHS; TPOMOOIIHTOICHHS;
arpagynonurosa®

Hapymenus Ha EMyHHATa CHCTEMA

Penxn: aHa(UNaKTHYHA/aHa)AIAKTOMTHE PEaKIHY

HMcuxuasy gapyineHus

Penxn: HIPOMEHM B HACTPOCHHETO, HHCOMHHMS H KOIIMapH
HapyineHus 5a HepBHATA CHCTEMA

Yectu: 3aMasgHOCT, THaBobOIHe

Heuecrs: BEpTHTO, THHHTYC, COMHOICHIIKS

Penxn: o0BpKagoCT

HapymeHns Ha okoTo

Pengsa: HapYLICHH HA 3PEHHETO, BKIIOUHTENHO 3aMEITICHO BIDKIAHE
/

CrpaedyHy HapyIIeHys Pt NEHL 5 ,,0?\\\

Hegectn: manmmuraliuy, CHPASYHA HELOCTATEYHOCT



CnioBY HapyInenns

Heuwectn: XHNECPTOHNA
PGCHI/IDaTODHIfI, TDBEABN H MCIHacCTHHANHH HapVIIECHH

Penxu: HaYaI0 Ha aCTMATHYHH IPUCTHIM NP HAKOH HAHACHTH C aJieprid KbM
acnupuH uinz gpyru HCIIBC

CroMamuo-9peBHy HApYNICHHS

Yectn: JHCIICTICHS, TaJIeHe H NOBPBINaHe, KOPEMHH GOJIKH, KOHCTHNALES,
METEOPHU3LM, NHAPUSA

Hegect: raCTpOMHTECTHHAIHO KbpBeHE (MEEHA, XeMATEME3HC), ICIITHIHA S3BH,
e30aruT, CroMaTeT

Pemxu: CTOMAIUHO-YPEBHH Nephopaun, raCTpaT, KOIHAT

Xenaro-OHIMapEy HapyINeHHS

Hewectr: npexo[HO BHONIABAHE HA YEPHOAPOOHUTE NpobH (Harp, IOBHIIABAHE HA -
TpaHCaMyHAa3HTe WM OnnupyOHHa)

Penxn: XeHaTUT

Hapyimenns Ha KOXaTa ¥ HONKOKHATA THKAH

Yecru: TIPYPHTYC, 00pUB

Heuectn: ypTuxapus, 3auepBsBaHe ¥ 0GpHB [0 JHIETO M HIAATA

Penxu: CHHJIpOM Ha Stevens-Johnson M TOKCHYHA EIHACPMATHA HEKPOII32,
a"ruoezieM, 0ysro30-nonoOHy peakuuu Karo erythema multiforme, pexius Ha
$OTOYYBCTBRTENHOCT.

Hapvmenus na OE0penvte ¥ NHKOYHATE IHTHINA

Heuectn: mpoMeHH B naGopaTopHHATE IPOGH 32 OmeHKa Ha 6E6peuHuTe GyHKINA
(vanp. noBHIDaBaHe HA CTOHHOCTUTE HA KPEATHHHAHA HIIH YPESTA)

Penxu: 0B0peuna HeXOCTATHYHOCT

O6io ¥ apyry HeKnacHMIHPaHA HAPYINEHHS | JOKATHH PEakiUy Cle IPATIOKEHHAE

YecTH: OTOH

Hali-yecto HabIONABAHHTE HEXENAHH CHOWTHA Ca TACTPOHHIECTHHAMHH. IlenTHYHU
A3BH, IIepGOopali Wik racTPOHHTECTHHATHE KPbBOU3IHBH, TIOHAKOra (aranuu, ocobeHo npu
DANHCHTH B HAIpeAHata BB3pacT, MoraT jAa ce Iogear (Buwx T. 4.4.). I'aneHe, noBpBINaHe,
Iuapust, (raTyaeHIMs, KOHCTHNALMS, NUCIENCHs, KopeMHa 60ika, MeleHa, XeMaTeMe3HC,
YIIEPO3€H CTOMATHT, BIOMIaBaHe Ha KOMUT wim Gonect Ha Crohn (Bmx 1. 4.4. Crienwanag
MPOTHBOIIOKA3AHNA M CHElHaNHU HpefynpexieHds 3a ynorpeba) ca NOKNaIBaHH Chen
npunoxenne. [lo-psaxo e HabMONaBaH TaCTPUT.

* HaGnromaBanu ca H30JApaHM CIyYad Ha arpaHy/JoOLATO3a IIPH HALHUEHTH, JIEKYBaHH C
meloxicam ¥ JpYyTH HOTEHIHAIHO MHETOTOKCHYHN nexapcmeg;qgom.
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4.9. lIpenozupane

Ilpu mpeno3upane CHMITOMHETE Ca: JICTapIHs, COMHOICHHHS, TajleHe, NOBphIane, 6omKa
B enuractpuyMa. Tesw cuMOTOMH OOHKHOBEHO ca OOpaTHMH 4pe3 OMIBPIKAINO JiedeHHE.
Br3aMoxHO € fa ce HOSBH TaCTPOMHTECTHHANHO KhpeeHe., Texka MHTOKCHKAIMS MOXE Ha
HOBEAE N0 XHNEPTOHHS, OCTpa OBOpeYHa HEFOCTATHYHOCT, YEpHOApOOHa auchyHKIHS,
3aTPYRHEHO JHIIaHe, KOMA, I'6pY0oRe M KapAuoBacKyJIapeH Konamnc, BeB BpB3ka ¢ yrorpedara
ra HCIIBC ca noxyiazBaHy CHINO W ana(puilaK THYHA PCAKITHH.

B cnyuaif na npegosupare TpAGBa Na ce TIPEANpPHEMAT CTAHAPTHH MEPKH — CTOMAIIHA
IPOMHBKA H HOANBPIKAING JISYCHHE, ThH Kar0 He € H3BEeCTeH aHTHAOT. KIMHHYHHTE
H3CJIENBAHMS Ca ITOKA3aH, Y& XONEeCTHPaMHH YCKOpsBa enpMunipageTo Ha meloxicam.

5. @dapMaKoJOrHIHN CBOHCTBRA

5.1. @apMakoNHHAMHYEH CBOMCTBA

PapMaKoTepaneBTHYIHA TPYIia;

Hecreponano NpOTHBOBE3MANHTENHO CPEACTEO

ATC xor: MO1ACO06

Meloxicam € HecTepoRIHO HBpPOTHBOBE3HamMTeNHo cpencree (HCIIBC) or rpymata Ha

OKCHKaMUTE C NPOTHUBOBL3IIANNTENIHY, aHANTeTHYHHA U aHTHIIAPETHIHE CBOICTRA.
IIporrBsoRE3InamMTENHOTO JelicrBre Ha meloxicam e AOKa3aHO IpH KIACHYECKH MOZEH
Ha BB3manuTeneH nponec. Kaxro u npu apyrure HCIIBC, TounuaT Mexauu3bM Ha JeiicTBue
¢ HeuspecTeH. Vima obaue, noHe efwH oOH[ HauHH Ha felictere 3a Bewaxd HCIIBC (Brim.
meloxicam): HOTHCKaHe Ha OHOCHHTE3a H4 IPOCTATNAHAMHHTE, MEIHMATOPH HA

BBEINANMHTCITHHAA IIPOTIEC.

5.2. @apMaKoKHHETHYHN CBOMCTRA

buonanyysocTTa Ha meloxicam clex yiepopaieH IIpHeM e cpeaHo 89%.

Cnex emummyna gosa meloxicam Tabnerky, cpexHa MakCHMalHa IDIa3MeHa
KOHIIEHTpamus ce Joctura 3a 5-6 daca. Ilpm mosm or 7,5 mg m 15 mg, mnasmesara
KOHUCHTPAUH € IPONOpLHOHAIHA Ha Josarta: cpeaHo 0,4 mo 1,0 mg/l 3a 7,5 mg » 0,8 mo 2,0
mg/l 3a 15 mg (Cmin 7 Cmax IpH paBHOBeCHO /steady state/ cueTosHEE).

Meloxicam ce cBBp3a B MHOTO roiaMa CTCIEH C IUIa3MEHHTE IIPOTEHHH, TNABHO C
anbymus (99%).

Meloxicam ce MeTabonu3Bpa B roAMa CTelleH, INIABHO Ypes OKHCICHHE Ha IPHKaueHHS
KBM  THA3OJNMIOBMS IIPhCTEH  METHNOB  pammkan. Inasmasr  Merabommt,  5-
KapboxcuMenokchkaM (60% ot mosara), ce OKHCIABA OO MEXAHHEH MPONYKT 5-
XHAPOKCUMMETHI MEIOKCHKaM, KOHTO ce OT[eds B Maluko Kojmdecteo (9% oT moszata). B
HelpoMeHena (opMa ce eMIMBEREpPAT 3% 0T IpHeTaTa ,uos'a'ra/
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IMonopunara OT IpHeTaTa 032 ¢ eMHMHAHADA Ype3 YPHHATA, a JApyraTa IONOBHHA - Upes
dbexammure. CpenEUAT eHUMHHANVONEH TOYKEBOT € OT ITOpsABKa Ba 20 Jaca.

WNacnensanus in vitro ca Jokasanm, Ye Ba)kKHa poisi OpH Merabomuszmpanero uma CYP
2C9, yuactrero na CYP 3A4 e MUHHMANHO.

PagnosecHo cbeTosHuE (steady state) ca mocTara fo 5 qHH.

Hnasmenusar xiMpbHC € cpenHo 8 ml/min. Ilpy HauWeHTH B HampeiHana BE3PacT
KIINPHHCHT € HoHmkeH. O6eMbT Ha pasnpenenenue € HUChK, cpenHo 11 1. Meausunyanmnure
CTOMHOCTH Bapypart oT nopaaska Ha 30-40%. IIpu 666peyna HeFOCTaTHIHOCT B TEPMUHATHA
¢aza, 06eMBT Ha pasNpeelcHHE € NIOBKINIEH ¥ NHEBHATA 1033 He TpstOBa Jia peBuuaBa 7,5
mg.

5.3. Ilpeakannu<aH TARHNE 33 0€300aCHOCT

Toxcukonoruaauar mnpodmn wHa meloxicam, HaOWONaBaH OpH  NPSNKIHHAYHK
u3cnensasys e uneHTHYeH ¢ 1031 Ha HCTIBC: ractponmrecrunanHy yHCpallHH H €pO3HH,
GB6peyta manuiapHa HeKposa IpH BHCOKA HO3M IO BpeMe HAa NPOIBIKATCTHO TIPHIOKEHHE
YIDH JiBa JKHBOTHHCKH BHAA. Jfosm oT 3 o 10 OBTH NO-BHCOKH OT KIHHHYHO IIPHIATAHHTE
TI03K HE Ca TOKCAYHY, CHIIACHO M3CIENBAHHSTA IPH XHBOTHH.

Wscnexpanus Ha pempOmyKTHBHOCTIA €A IIOKasany JNeraned edexT BEPXY eMOpHOHa B
037 MHOIO IIO-BHCOKH OT KIMHKYHO ripunaragute fos3u. Onncany ca QeToTokcHIHE edeKTH
B Kpagd Ha OpeMeHHOCTTa, XapakTepHH 3a BCHYKM HHXMOMTOpH Ha CHHTE3a Ha
IpOCTarJIaH HH. He ca HAMEPEHH JIOK03aTeNCTBa 32 HAKaKaB MyrareHeH ¢(eKT, KakTo in
vivo, Taka H in vitro. IIpH n03M, MHOrO TO-BHCOKH OT KIHHHYHO H3LON3BAHUTE, HE €

HaﬁﬂIOﬂaBaH KannmeporcHeH pyCK MpH MUINKH M IHIHXO0BE.

6. @apManeBTHYHH AABHA

6.1. Cnuchbk HA HOMOHIHATE BEIIECTBA

Lactose monohydrate, Cellulose microcrystalline, Silica, colloidal anhydrous, Magnesium
stearate, Sodium citrate dihydrate, Crospovidone.

0.2. OM3HKO-XHMHAYHI HeCHLBMCCTHMOCTH

He ca ycTasHOBeHH.

6.3. Cpox ua roanuocr

3 roauau

6.4. CHensalyuy veJI0BHA BA ChXDAHEHHe

Ja ce cexpanasa nog 25°C.
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6.5. Jlanny 33 OHAKOBKATA

Bmuctep ot Osno, HempospauHo PVC/PVDC/Al donmo, madopmanus 3a TanHeHTa,
KaproHeHa KyTH.

Crabprxanue Ha 1 omakoska:

Recoxa 7.5: 10 mmu 20 TabneTxn

Recoxa 15: 10 wm 20 TabneTkn

6.6. lIpenopbKn npu vnorpeda

3a nepopanmsa ynorpeda.

7. Hste i anpec Ha OPUTERATENA HA DazDeIIeHHeTo 32 YIIOTpeha

Zentiva a.s.
Prague, Czech Republic

8. Perucrpanmosen Ne B perucrispa no wi. 28 or 3JJAXM

9. Jara Ba HLpBO_paspemigpane 33 ynorpefa HA JIeKADCTBEHHS NPOIAVKT
(HogHOBABAHE Ha PA3PEINEHHETO)

JaTa Ha nocnenHa penakius Ha Texcrta: 060418
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