KPATKA XAPAKTEPUCTHUKA HA ITPOYKTA

[vansnhuTERA ATEHLUS MO NEKAPCTBATA

1. TEPropcKko HMe Ha JIEKADPCTEEHHS upongﬁ'ﬂ“o’“eﬂwe KbM pazpelierie 3a yHoTpesa
RECOXA 7.5 0610 0CH

RECOXA 15 Ne/Rara na K1 Moanue:
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7072.08. 0 7 ’
2. KoinvecTBeH M KaYeCTECH CHCTAB a

Jlexapemeeno eewecmso.

Recoxa 7.5: Meloxicam 7,5 mg BBB Beaka Tabnerxa.
Recoxa 15: Meloxicam 15 mg BB BesKka TabreTka.
Homownu eewgecmsa: BUK T. 6.1,

3. Jlexapcereena hopma

Tabmerku.

Bvuuten euo:

Recoxa 7.5: Cpetyo KeATH, KpBIIH, OUKOHBEKCHH TabreTkH, ¢ pacera H waMIosany “B”
¥ “18” oT efHaTa CIpaHa M ITafka 00parHa Crpana.

Recoxa 15: Ceetno xenTH, Kphrad, OUKoHBeKCHH TabNeTkHy, ¢ daceTa ¥ mamnoBanu “B”
u “19” oT emHaTa crTpaHa, cHIDATa Ha KOATO € W JeNWTeNHaTa 4epTa, ¥ Iianxa obparda
CTpaHa.

4, Knpaagan fagan

4.1. MMokazaunus

Meloxicam ¢ moKa3aH 3a CEMITTOMaTHUHO JIeUeHHE Ha DEBMaTH4BEX 3a00/I9BaHus, HANp.
OCTE0apTPO3a, PEBMATONICH apTPHT, AHKHJIO3HPAIL CIIOHTHIIHT.

4.2. lo3upoBKa B HaYHH HA YHOTPEeOA

Octeoaptpur: 7,5 mg mHeBHO. AKO € HeoOX0nuMo, 03aTa MOXKe 12 OBle yBelIMdeHa KO
15 mg nHEBHO.
Pesmaronzer apTput: 15 mg nueeno. Jozata Moxe aa Opae HamaneHa 1o 7,5 mg IHSBHO

B 38BHCHMOCT OT TEPANCBTHYHHA OTIOBOp.

AHKHIO3MpaN] COOHAWINT: 15 mg JHEBHO.
MaxcumManHaTa IpenopbiBana IHeBHa Jo3a Recoxa e 15 mg.

I_[ﬂna'ra JHCBHA 4034 TPHGBa Ja C¢ IIpHara KaTo eIuHevIHa 1034 BCIHBAK JTHEBHO.

nexapemeeny pearxyuu (6uoc m. 5.2.)




IIpenopryBanaTa AHEBHA 1033 32 IPOABIUKUTENHO JIEUEHHE HA PEBMATOMACH APTPHT H
AHKHIO3Hpa CHOHIMJIMT NpH NAIMEHTH B HalpefHala BE3pacT € 7,5 mg. Ilamuentn ¢
MOBHUICH PUCK OT HEXeNaHH JIeKapCTBEHH peaklWu Tpsbpa aa 3amouHar ¢ nosa 7,5 mg
IHEeBHO (BIK T. 4.4.).

Yepeoena 6vbpeuna gynrxyus (euoic m. 5.2.)

Ipx maupenTy ¢ Texxa 60peuHa HEAOCTATHUHOCT Ha ANaH3a, JHEBHATA 11033 HE TpAGBa
Ja Mmpesumiaga 7,5 mg.

IIpy marpeHTy ¢ JEKO XO CPeHHO TEXKO yBpexkIaHe Ha Onbpeunara dbyHKmES (Hamp.
MalCHTH ¢ KpeaTHHHHOB KIHPBHC ITO-BUCOK OT 25 ml/min), He € HeoOXOAHMMO HAMAIIBAHE
Ha mosara. Meloxicam e OpoTMBONOKa3aH 3a JeUeHHe Ha IAIMEHTH ¢ TeXKa 6nbpeuna
HEIOCTaTHYHOCT, KOHTO He Ca Ha Juanuza (Be MoraT Ja Objar IoAjiaraHd Ha JUali3d), BHK
T. 4.3,

Yepeoena vepnoopobna ynxyus (suoic m. 5.2,)

IIpy TIalMeHTH ¢ JISKO JI0 CPERHO TEXKO YBpexaaHe Ha YepHOAPOOHATa (PYHKIHS He €
HeoOx0MMO HaMalLiBaHe Ha mo3ata. Meloxicam e HPOTHRONIOKA3AH 33 JICUCHIE Ha TANHEHTH
¢ TEXKO YBpeXKAaHe Ha YepHoApoOHara GyHKIMI — BEXK T. 4.3,

Heya

Meloxicam He € NOKa3aH 3a JICYCHHE HA Jela o7 15 rojwHy, IopaiH ToRa, de
JO3HPOBKATA HPH JIEla BCE OlIe HE € YTOYHEHA.

Ha4un Ha npunoxenue: TaGnerkuTe Tpiabpa fa ce IpHEMAT ¢ BOAA HIIH Jpyra TEIHOCT, TI0
BpEMe Ha XpaHeHe. '

Hexxenauure NeKapcTBEHN PeakiUy MOraT Ja 65AaT HaMaleHH KaTo 34 KOHTPOJIHMpaHe Ha
CUMIITOMHETE C€ YIoTpeOsBa BB3MOKHO Haii-HHCKaTa eQeKTHBHA J032 34 BB3MOXKHO Hafi-
KpaThK CpoK OT BpeMe (BIKTe 1.4.4.).

4.3. HIpornponokasanua

JlexapcTBeHMST NPOIYKT He TpaGBa Aa Ce IpHUIAra HPH M3BECTHA CBPBXUYBCTBUTEIHOCT
KbM meloxicam HIH KM HAKOE OT MOMOIIHUTE BENISCTRA.

BrsMoxHa € KpbCTOCaHa peakuus CHOpAMO AmeTHICATHINIORA KUCESIMHA H IPYIH
JIEKApCTBCHH TNPOAYKIH OT TpyllaTa Ha HECTCPOMAHHTE NPOTHEOBB3NANMTECIHH CPENCTRA
(HCIIBC). Recoxa me Tpabna Ja ce Hpunara IpH NaOHEHTH, IPH KOHTO € HaGIIOZaBaHOo
PasBUTHETO Ha IPH3HAlld Ha 4cTMa, Ha3aiHY HOJNMIN, AHIHMOEAEM WM YPTHKAPHS CIeX
IPeARIIHO IPHIIOKEHHE Ha aleTrIcATMIIIoBa kucennaa win apyru HCIIBC.

JlexapcTBeHUAT NPOXYKT € IPOTHBOIIOKA3AH H IIPH CIEAHHTE CILYJak:

- 8HaMHE3a 32 CTOMAITHOYPEBHH KPHBOM3IHMEBY HAM mephopaiiuy, NPEHU3BHKAHH OT
ynortpebara Ha apyru HCIIBC; LD

~ AKTHBHA MTENTHYHA A3Ba/KPHBOH3IIUE;




- peKypeHTHA IeNTH4Ha 43Ba/ KPHBOM3IMB (JBa MIIH IOBEYE €NM307a Ha JOKasaHa 43Ba
WY KPHBOHU3IHB);

- MO3BYHO-CBAOBO KBPBEHE MU JPYTH HapyIICHUS, CBBP3aHH C KPBBOTCUCHHE,

- Texxka cppredsHa HeAOCTATEYHOCT

- TEXKA YepHOApoOHA BeA0CTATEIHOCT;

- Texkka OBOpedHa HeqOCTATFIHOCT 63 1a ce mpuiara janysa (He MoXe Ja Ce IPpHI0KH
JTHAH3a);

- Nena | ¥oHO0IH Ao 15 ronunn;

- TPETH TPUMECTED Ha OpeMEeHHOCTTa;

- TeXXKa ChPAEYHA HeTOCTaTEUHOCT.

4.4. CnenpajaHu NPOTHEOHOKAZAHWA M CHCIMANHN NPEIVIDEKICHAS 32 yIoTpeda

HexenaHuTe HEKApCTBEHH pPeakldy Morar na OpxaT HaMalIeHH Kato 3a KOHTPOJIMpaHe Ha
CHMITTOMHTE ce ynoTpeOsBa BB3MOKHO Hali-HHCKaTa c()eKTHBHA 1033 32 BBIMOMKHO HaH-
KpaTBEK CpOK OT BpeMme (BIKTe T. 4.2. B IO-IONY MOCOYCHHTE IacTpO-HHTECTHHATHH H
CHPJIEYHO-CHIORH PHCKOBE).

CBpIeuHo-CBIOBH ¥ MOZBUHO-CHAOBH edext: Heobxogmmo € Jga ce OCHTYpAT
TOIXOAAMO HAOMIOACHHAE H CHBET 34 MANMENTH ¢ aHAMHE3a 3a XHIIGPTOHHS W/HIH JIEKa X0
yMepeHa KOHTECTHBHA CHpAEYHA HEJOCTATHYHOCT, THH KaTo MMa choOIEeRHsa 33 OTOIH H
3aZpbXKKa Ha TeUHOCTH, CBBp3aHH ¢ negeHHero ¢ HCIIBC.

KnpueuHy IpoyyYBaHys ¥ eNHIeMHONOTHYHH JaHHY HOKa3BarT, 4e ynoTpebara Ha HAKOH
HCIIBC (ocobeHO BBB BHCOKH 03 ¥ IPH HPOABDKATENHO IPHIOXKEHHE) MOxe Aa Obie
CBEp3aHa ¢ JIEKO MOBHINEH PHCK OT aprepHanHu TpoMOOTHUHM chOuTHA (HanpuMep
MuokapaeH undapkT wu waeynt). Hmva IocTaTRuHo JaHHH, 34 3 Ce URKIIOYH TAaKER PHCK
nipu meloxicam.

[TammenTd ¢ HEKOHTPOJIHpAaHA XHIEPTOHHS, KOHTECTHBHA CBHPISYHA HEAOCTATBYHOCT,
YCTAHOBEHA HCXEMHYHA GOIECT Ha CEPLETO, 3aGoisBane Ha NEPH(EPHATE apTEPHHH H/HIA
MO3BYHO-CHEOBAa OONecT TpaOBa Ja ce JieKyear ¢ meloxicam caMo cjiell BHHUMATENHO
obmucisae. Taxosa oOMmucnaHe TpabGBa Ha ce HpaBH HMpelH 3al04BaHe Ha JBITOCPOYHO
JIeYeHne Ha HAHEeHTH ¢ PUCKOBY (HaKTopy 3a ChpAEUHO-ChEOBH CHOMTHA (Halp. XHUIIEPTOHUK,
XHUIEPIANAIEMH, 3aXaper miabeT, TIOTIOHOYIEHE)

Ha ce nz6arBa €AHOBPEMEHHOTO NprUIoxKere Ha Recoxa ¢ apyri HCIIBC, sxmounTenso
CelleKTHBHE MHXHOHTOPH Ha HUKIOOKCHIeHas3a-2 .

Hesxenanure eheKTH MOTAT Jia ¢& HAMalAT KaTo ce IpHiara MAHMMANHATA e(eKTHBHA

pa0niogaBa IO-BUCOKA WECTOTA HAa HEKENAHHMTE pPEaKIMyd KbM
FACTPOMHTECTHHAIIHO KEPBEHE ¥ Nepdopanmy, KorTo Morar ja Onnat da



TacTpomnrecTynamio Kepeepe, yiumepalda u mnepdopanmsa: [ acTpOMHTECTHHAIHO
KbPBeHe, yanepanus u nepdopaiis, KOATO MOTaT ga 65saaT GaTtaiuy, ca HabIoasay pu
Bordke HCTIBC no Besko BpeMe Ha JIeUSHHETO, C HH 63 MpeyIIpeTUTE AN CAMITOME HIIX
TEXK¥ FACTPOHHTECTHHANIHM CHEOUTHSA B aHAMHE3aTa.

PHCKBT OT racTpOMHTSCTHHANHO KBpBEHe, yiuepanus M Tepdopanns € MO-BHCOK ©
noprHuraBade Ha nosara pa HCIIBC, mpm nanweHTs ¢ g3Ba B aHaMHeE3ara, 0coOEHO aKo e
VCIION(HEHA OT KPHBOM3NMB WK nepdopanud (Brx T. 4.3.) ¥ IpH DalMeHTH B HAOpeAHANA
BB3pacT. Te3u maipeRTH TpAOBa 12 3aII0YHAT IeYCHEETO ¢ Hai-HHCKATa BH3MOMKH 034,

3a Te3u mamMeHTH TpAOBa Ja ce o0CHIE HeOoGXOAuMOCTTa OT KOMOHHHpAaHA TEPAlHS C
TIPOTEKTHEHH CPeNCTBa (HAIp. MH30IPOCTON MK HHXAGHTOPH HA IIPOTOHHATA IIOMIIa) KaKTo
® 32 MANUeHTH, H3BCKBAIM STHOBPEMEHHO HPUIOKEHAE HA HUCKA J03H aleTHICATHIHIORA
KHCEIMBA HNIH JAPYIH JICKapCTBEHH  HPOAYKTH, KOHTO MOrar Ja  IOBHIuar
racTPOHHTECTHHATHEA PHCK (BIXK T 4.5.). '

ITanvenTn ¢ aMaMHe3a2 32 CTOMAIIHOYPEBHA TOKCHYHOCT, OCOBEHO Koraro ca B
HanpefHana B3pacT, Tpa0Ba Ja chOOIIABAT 33 BCHUKH HeOOMUaliHM CTOMAINHK CHMIITOMHM
(ocobex0 racTpOHHTECTHHANHO KbPBEHE), 0c0OEHO B HAYATHHTE €TalH OT JICIEHUETO.

IlamenTyTe, IpHeMall¥ EIHOBPEMEHHO JIEKAPCTBEHH IIPOAYKTH, KOMTO MOTaT Ja
[IOBAMIAT PHCKA OT YIIEpals MIH XEPBEHE, TaKHBa KaT0 OpPANHHM KOPTHKOCTEPOMIH,
AHTHKOATYJIAHTH, KAaTO Bap(apuH, ceNeKTHBHM MHXuOuTOpM Ha OOpaTHOTO 3aXBalaHe Ha
CEPOTOHMH MM AHTUTPOMOOIMTHM CPENCTRa, KAaTo AlETHICATMIHIOBA KHUCENHHA (BYDK T.
4.5).

- Ilpm nosBara Ha TaCTPOUHTECTHHANHO KBPREHE MIH YINEPalldsi NPH TANHeHTH,
npHeMality Recoxa, ACUEHAETO TpaOBa Ja e IpeKpaT.

HCIIBC 7tpsbsa na ce mpunarar BHEMATelHO IpH TANMEHTH CBC CTOMAIOHOYPEBHO
3aboABaHe B agamHesarta (YILEpo3eH KONMHT, Golect Ha Crohn), Thil KaTO CHCTOSHHETO MY
MOJXe 7 c& BIOMRA (BHK T. 4.8, — He)KeNAHH JIeKAPCTBEHM PEakim).

HCIIBC umxubmpar cHaTesa Ha OBOpeynure IPOCTAIVIAHIWHE, KOHTO HMAarT
CIOMaraTelHa poid B HoAnbp:kaHeTo Ha OnOpeumara mepbysmus. HCIIBC wmorar na
IIpeAH3BUKAT AcKkoMiteHcanus Ha Opdpednara GyHKOUS NPH TAUMEHTH C IOHMUKEH KPBBEH
o6eM H TOHIDKEH KPBBOTOX B 0B6perte. OGHKHOBEHO (CIef IpeKpaTsBaHe NpHeMa Ha T3l
IIPONYKTH), moTHCHAaTaTa OBOpeduHa QyHKIHS Ce BL3CTAHOBIBA HANBIHO, KO CTOMHOCTHTE
IpeIH eYeHEETO. B TO3M cilydali pHCKOBH NAIHEHTH ca Te3W, KOHTO ¢a JeXAAPaTUPaHH, CEC
3aCTOMHA CBpAEYHa HEZOCTATBUHOCT, UEePHOAPOOHA Iupos3a, HehpOTHUEH CHHAPOM H
610peyuny 3abonaBaHus, NANHEHTH, JEKYBaHH C NUYPETHIM HIH CIEI YOJEMH XWpPYpTHYHH
HHTCPBCHIIMM, KOHTO HpeIW3BHKBAaT XHIIOBONeMEs, [Ipu Te3W NanHeHTH

OnOpeynata GyHKIUA TPAOBA BHUMATENHO 1A ¢ HafoJaBar 0T HauaIoTo
Psaaxo, HCTIBC mMoraT 7a HpeiusBuKaT HHTEPCTHHHANECH HedpHT,
HeKpo3a Ha 6p0pedHarTa ChPIIEBHHA HIH He(hPOTHYEH CHHAPOM.



Hosara ma Recoxa mpu manpmeHTH B Kpaiina ¢asa Ha OBOpedHa HENOCTATHYHOCT Ha
XeMoanu3a He TpsAOBa Ja mpeBHIIaga 7,5 mg.

Texku KOKHH peakmMy, HIKOM OT TAX (aTalHyu, BKIIOUHTEIHO cKC(OIHATHBCH
OCPMAaTHT, cHHApoM Ha Sfeven-Johnson ® 7TokcHYHA enWIepManHa HEKPONH3a ca
HabJIIONaBaHy MHOTO PSAKO BHB BPB3Ka ¢ mpunoxenmero Ha HCIIBC (Bmx T. 4.8.). Ipu
NAUUCHTH, KOWTO B HAYalOTO HA TepalMsia II0Ka3paT HOBHINEH DHCK 32 PasBHTHE Ha TC3H
PCaKluy, B IO-TOJBIMa 9acT OT CJIy4dauTe HAadallOTO Ha Peakifiira ¢ Ipe3 IEPBHS MeCell Ha
neqenuero. [Ipunoxenunero Ha Recoxa Tpa6Ba na ce TpeKpaTH IpH IIHPBATA [OSBA Ha KOMKEH
OOPYIB, MyKO3H¥ JIE3HH ¥UIH HIKAKBK APYTY NPH3HANY Ha CBPEXUYBCTBHTEIHOCT.

ITopobuo ma mosewero Apyrm HCIIBC e mafmozaBaHe caydaiiHo IOBHIIABAHE Ha
CEPYMHHUTE TPAHCAMHHA3H WM TIPOMSHA Ha JPYTH HapaMeTpH Ha YepHOAPOOHUTE (hYHKITHM.
Ilpu mo-ToJAMa YacT OT CIydauTe Te ca GHIH MAJKH ¥ IPEXOJHH TIOBAITSHIS HaX HOPMAJHAST
HHTEpBA HA OTOHHOCTHTE. AKO NpOMSHATA ¢ 3SHAYMTENHA MM IPONEIDKATENHA,
IPUIOXKeHHET0 Ha Recoxa Moxke Aa Opge mpexpareHo M Tpabsa Ja ce KOHTPOIMPAT
abHOpMATHUTE CTORHOCTH Ha YePHOAPOOHATE PO,

llpu nampents ¢ xmEAYHO cralWiHa dYepHOApoGHA UMpPo3a HE ¢ HeoOXOmEMO
ajanTHpase Ha 103ara.

Otcnabuany NageRTy AN TaKHBA ¢ 0-Cliaba GHu3HKa MOTAT Aa JEMOHCTPHPAT HO-ToTa
HOHOCHMOCT KBM NOTCHIMANHHTE HEXENAHH NEKapCTBCHH PeakIu| U Te TpsAOBa Xa 6njar
BHUMATETTHO NPOCHeIIBakH.

Kakto u npu apyrute HCIIBC, ¢ Heo6X0quMO TOBHINERO BHAMAaHME IIPH NCUSHAETO HA
MIAIIMECHTH B HanpeaHalla B63pacT, HPH KOUTO BEPOSATHOCTTZ 0T Oh0peuns, YepHOAPOOHH KR
ChpACYHH (QYHKIHOHAIHHE PAa3CTPORCTBE € TOBHIICHA.

Habmogasany ca 3agbpxaHe Ha HATPHH, Kaiuil ¥ BoJia, KAKTO M B3aMMHO IIOBIHBAHE C
HaTpuichXpanaBanus epexr Ha Iuyperwiure. V3HCKBA ce BHAMAHHE OpHM NAWEHTH C
aHaMHe3a 3a XWIEPTOHMA H/HAH CBPAEUHA HENOCTATHYHOCT, THH Karo BHB Bpb3Ka ¢
nprioxkenreTo Ha HCIIBC e mabmronasano 3a1bpiKane Ha TEIHOCTH M OTOL.

Meloxicam Moxe a Mackypa CHMITOMHTE Ha €AHOBPEMEHHO IIPOTHYAIIO HHDEKIHO3HO
3abomsBaHe.

Yrorpebara Ha meloxicam Moxe Ja YBpemu xeHcKara GepTHIHOCT U He ¢e NPeHophysa
IIpH JXCHH, KOHTO Ce ONHMTBAT fAa 3alpemeHesr. IIpH JXeHH, KOHTO HMAT IPOGIEME Che
3a0peMEHABAHETO MIH IPOREKIAT H3CIEABAHHMS 33 CICPHIHOCT, Tpiabea Ja ce ofcemm
CIHpaHe Ha JISUCHUETO ¢ meloxicam.

HauuenTs ¢ pefikn HacHeACTBEHN NPOGIeME Ha ralakTO3Ha HEIOHOCHMOCT, TAILTAHACKA
JIaKTA3Ha HEJIOCTATEYHOCT MK [IIOK030-rajlakTo3Ha ManaGcopOums He TpibBa Aa K3
TO3H HPOIYKT.




B cny4ali Ha He3aJ0BOTMTENCH TePalieBTHIeH e(eKT, PeNopEUBaHATa FHEBHA 7033 HE
TpabBa na ce mpepmmasa. AKO CHCTOSHHETO Ha MAalHeHTa He Ce IoA00pABa B IPONBILKEHHE
Ha HIKOJIKO JAHY, Tpa0Ba Ia ce IPEOleHH KIHHHYHATA HOJI3a OT JICICHHETO.

4.5. JlekapcTBeHH ¥ APYra BIANMOAEHCYBHA

- [pyru nexapcreenn mpomykTH ot rpynara xa HCIIBC, BKIIOYHTENHO CATHIANATY BBE
BHCOKH HO3M: COHOBPEMEHHOTO MPUIOXKECHHE HA IIOBeYe OT EHHO HECTEpPOHIHO
TIPOTHBOBB3NANHTENHO CpPEACTBO MOXKE Ja IOBHIK pHCKA OT TaCTPOHHTCCTHHAIHK
YIUEpaHy ¥ KbPBSHE, NOPa/i CHHEPTHYHOTO MM HeHcTBEe. ENHOBpeMEHHOTO NPUIIOKEHNE
Ha meloxicam u apyra HCIIBC e ce npenopsusa (Bux T. 4.4.),

- KoprakocTeponny: NOBHIIEH PHCK OT raCTPOMHTECTHHANHH YIIEPAldH HIM KEPBEHE
(Beox T. 4.4.).

- Amrturoarynanta: HCIIBC Mmorar za zacwisit edexTa Ha AHTMKOATYNAHIHIE KaToO
paphapnn (Bux T. 4.4.)

- AHTHTPOMOOLMTHY CPEACTBa H CeNEKTHBHH HHXHOWTOPH ¥a OOpaTHOTO 3aXBallaHe Ha
cepororus (SSRIs): moBuIIeH PECK OT FACTPOHHTECTHHANHO KEpBeHe (BHK T. 4.4.).

- OpailHE aHTHKOAryJaHTH, THKJIONHIMH, CHCTEMHO INPIIONEHWE HA XeTapwH,
TPOMOONHTHIHE CPEFCTBA: IOBMILIEH PHCK OT KhpBEHe, AKO He € BH3MOXKHO Ja ce H3berne
SMHOBPEMEHHOTO  IPHIOKEHHE HA Te3H JieKapCTBeHW MPOAYKTH, edeKTPT Ha
aHTHKOATYJIAHTUTE TPsAOBa Ia ce MOHHTOPHPA BHEMATEIHO.

- Jinrmii: HCIIBC npoBMINaBaT [m1a3sMeHOTO HHBO Ha JHTH. llpemophuBa ce
IIPOCICAABANE HA IUTa3MEHOTO HEBO Ha NHTHI IpH 3all0uBaHe Ha JSYEHHETO, IPH NIPOMIHa Ha
T03aTa ¥ IPY IIPEKBCBAHE Ha JiedeHueTo ¢ Recoxa.

- MetoTpercar: XeMarolIorHyHaTa TOKCHIHOCT Ha METOTpeKcaT MOXKe 12 ce IIOBHIIH IpH
emuospeMenHo mnpunoxenne ¢ HCIIBC. Ilopamm ToBa, XphBHata KaprHHa TpaOBa
BHHMATEIHO Ja ce mpociexsapa. He ce Iperopbysa eIHOBpEMEHHO npunoxkenne Ha HCIIBC
TIpH MaNMCHTH, JIEKYBaHH C BHCOKH JI03H MeToIpexcar (moeede or 15 mg/cemmuramo).
DapmakokHHeTHKaTa Ha MeroTpekcar (15mg/cenMHUyHO) He ce HOBNHABA 3HAYHTENHO IIPH
CIHOBPEMEHHO IPHNIOXKCHHE Ha meloxicam, Ho TpsadBa Aa ce uma mpeXeun, we HCIIBC
ITOBHIIABAT XEMATOJIOTHYHATA TOKCHIHOCT H2 METOTPEKCAT,

- Komrpauennua: ‘HCIIBC Morar ga maManar e(EKacHOCTT2 HA BETPEMATOYHHTE
CHCTEMH.

- Muypetunn: npmraragero Ha HCIIBC npy AeXWAPaTHpaHA IMANHEHTH & CBBLP3aHO
BBE3MOXHOCTTA 34 Da3BHTHE Ha ocTpa OBOpeyHa HeNOCTATEYHOCT. IlalMeHTHTE, JEKYBAHH
€HOBPEMEHHO ¢ TUYPSTANM Y JCKAPCTBSHES NpoayKT Recoxa, TpaldBa ga Obxal afeKBaTHO
xuppaTapadd 1 GrOpeynaTa am QYHKUHS 4a ce IPOCTIeIH pey 3alloYBaHe Ha '

- AOTHXWNEPTEHSHMBHH  CpencTsa  (mamp. Gera-Grmokepm, AQ
Ba3OIHIaTaToOpH, MOHYPETHIH): HaOIIofasaHo ¢ HaMaugBaHe Ha €



AHTHXHIICPTCHSUBHATE CPEICTBA IPH eAHOBpeMenHo nmprnarane ¢ HCIIBC, apokamo ce Ha
MHXuOHpaHe Ha CHHTE3a Ha IPOCTANIAHAUHHY, TIPHYHESBAIIE BA30MIATALIL.

- ACE-muxuuropm ¥ apruoTemsmH Il penemropmu awrarommerm: HCIIBC
(BKIIFOUMTENHO AaNCTHICANMIMIORA KHCENHHA B I03H > 3g/AEerB0) H adrHOTeH3HMHE I
PEUSTITOPHHATE aHTarOHUCTH B32UMHO yCHIIBAT e()eKTa CH Ha HaMalABaHe Ha TIIOMepyAapHaTa
rnrpamyst, KolTo Moxe Ja ce ycHmH, xorato 656peunara Gyuxums e yBpeaera. Koraro ce
HpHiIara pH NalHEeHTA B HalpeAHala Bb3pacT W/HIY JeXANpaTHPAHY HallASHTH, NeHCTRaMKE
JRPEKTHO BBPXY TIIOMepyNiapHara QuiITpals, Tasy KOMOHHANES MOXe 0 JOBEAe 10 OCTpa
656peuna HegocTaTbuHocy. [Ipenopsusa ce MOHHTOpHpaHe Ha GbGpeyHata (BYHKIMS IpH
3a1I04BaHe Ha JICYCHUETO, KaKTO M IOCTOSHHO XWApATHpaHe HA NALMEHTa. B AonbiHeHHE,
CAHOBPCMECHHOTO JICUCHHME MOXE Ja HaMaly amTuxunepreH3mBHusAT cdekt Ha ACE-
HHXHOUTOPHTE W aBHrHoTeH3HH Il pelenTOpHHTE aHTATOHHCTH M Ja NOBEAE OO YacTHYHA
saryba Ha eQexTEHBHOCTTa MM (IIOPaAH WHXHOMpAHETO Ha MpPOCTATNAHNHHHTE C
Ba30JHIATHPANT e(eKT).

~ XoJecTHpaMuH CEBp3Ba meloxicam B racTpOMHTECTHHANKHA TPaKT, KOSTO BOIH A0 TO-
6Bp30 enpMHEEApane Ha meloxicam.

- HepporokcHunocTTa Ha IEKNOCTIOpHHE MOXe na 6bae nopmmena oT HCIIBC mopamu
TexHU e(eKT BBpXy OBOpeuHHTe NPOCTATNAHAMHH. 1IpH E€HHOBPEMEHHO IIPHIOKEHHE,
680peunnTe QyRKuuY TpA6Ba Na GBAAT MOHHTOPHpAHH.

- XHMHOJNOHH: BH3MOKHO € NOBHMIIABAHE HA pHCKa OT IbpYose, xoraro HCIIBC ce
QPUIaTaT ¢ XHHOJOHH.

He ca rabmiozasany 3HagnMu GapMakOKHHETHIHE B3aAMOJIEHCTRHS TIPH €AHOBPEMERHO
IIpHIarame Ha MpernopruBaHyTe JO3H aHTHANMM, [MMETHARH H AUTOKCHH.

4.6. BpeMenHoCT H KLPMeRe

Bpemennoct
IToTHCKaHeTO Ha HPOCTArNAWJMOBATA CHHYE3d MOXKE Ia [LOBIHSIS HeONIAronpHATHO

OpeMEHHOCTTA H/MAM PasBUTHETO HA ruiofa. JaHHWTE OT eNMUIEMHONOFWYHEA HM3CIENBARML
NOKa3sBaT IIOBHINEH pHCK OT abopT H cepmevnn MarhopMarmy cinen ymorpebara Ha
AHXHOMTOPH Ha CHHTE3a Ha NPOCTarNaHIuHY Hpe3 paHHaTa GpeMeHHOCT. AGCOMOTHHAT PHCK
OT CBPASYHOCHAOBH Man(opMalliy ce IOBHINABA OT IIO-MAIKO To 1% HO NPHONUMTENHO
1,5%. CmsTa ce, ¥e PUCKET CC HOBHIIARA C MOBUINABAHE HA 103aT4 W TPOABIKUTENHOCTTA Ha
nevyenneto. [Ipd KUBOTHN IPHIOXEHHETO Ha HHXUGHTOPH HA CHHTE?a Ha IPOCTATIaHIHEH €
JIOBENC N0 IOBHINABAHE HA Oped- M TOCT-HMIUIAHTANMOHHHTE 3arybm H eMOpuoHamHaTa
CMBPTHOCT, B HonEB/HeHNe, NIOBHIIEHA YecTOTa Ha PasIMIHKM ManhOpMalliH, BKAIOYHTEAHO
CHPAEYHOCHAOBY, ¢ HallrofaBaHa NPH JKUBOTHH YIOJIy4YaBATH HMHXHOHTODH HA '

6pemennoctTa Recoxa ne Tpabea ma ce 1ipuiiara ocBeH OpH abCOMOTHA HEOGKE Y Jf”‘%jf




Recoxa ce u3nonzsa ot xeHH, KOHTO ce OIRTBAT fa 3abpeMeHeaT WiH II0 BpeMe Ha NEPBH X
BTOPH TPHMECTEP OT OPEMEHHOCTTA, HO3HPORKATA TpAOBA A2 65]1¢ BH3MOXKHEO Hali-HUCKATA U
IIPOABIDKHTEIIHOCTTA Ha JICYEHHETO BE3MOXKHO Half-KpaTKa.

Ilo BpeMe Ha TPeTHS TPHMECTHD Ha GPEMEHHOCTIA BCHYKM HMBXWOMTODH Ha CHHTe3a Ha
MpOCTarJIaHAMHE MOTaT Aa H3A0XKaT eMOpHOHa Ha:

- Kap(MOIyIMOHAPHA TOKCHYHOCT (¢ IIpeXxAeBpeMeHHO 3aTBapaae Ha ductus arteriosus u
IyAMOHApHA XUIIEPTOHHU);

- 650peuna AUCHYHKIAL, KOLTO MOXE [a TIPOrpecHpa JIo 6E6pedHa HeIOCTATHIHOCT ¢
OJIAFO-XHAPOAMHHO34;
1 MalKaTa i HOBOPOAEHOTO, B Kpad Ha GpeMeHHOCTTa, Ha:

- BB3MOXHO YIB/DKaBaHe Ha BPEMETO Ha KBPBEHE;

- TOTHCKaHe Ha XOHIPaKUUHTe Ha MAaTKara, NPEeIU3BHKBAINO 3aKLCHEHHE HITH
VABIDKaBaHe Ha PAKAAHETO.

ITopayu ToBa, meloxicam e aGCOMIOTHO NIPOTHBONMOKA3H HpPE3 TPETHA TPHUMECTEP OT
OpeMEeHHOCTTA,

Kopmene
HCTIBC npeMusaBar B MISKOTO Ha KLpMemuTe Maitke. Iopany ToBa He ce DpelophyBa

IIPHJIATAHETO HA IIPOAYKTA NPH KBPMEINH MaliKiy.

4.7. Edexrn BEpxy cmocobHocTTa 32 odupane 1 padora ¢ MAIREHHA
o TO3M MOMEHT HAIMa CHCIMAlH¥ H3CIEABAHMS 32 BIMSHHETO HA meloxicam BEBpXY

criocobHOCTTA 3a modupaHe W paoTa ¢ MANMHE. B3 OCHOBA HA (hapMaKoIHHAMITHAL
npodun n HabroKaBaHMTE HEXENAHH JIEKAPCTBEHH PeakiMy HE Ce OYaKpa MOBJHSBAHE Ha
Te3d crocobuocTH. llandeHTdATe, NIpH KOHTO Ce NOMBSBAT HAPYIUCHHA HA 3PEHHETO,
COMHOJNICHI(M% M JAPYTH DPa3CIPOMCTBA Ha NEHTpanHaTa HEPBHA CHCTEMa, CBBP3AHH ¢
ynorpefata Ha JeKapcTReHHst OPOZYKT Recoxa, He TpsGpa 12 HM3BLpUIBAT AEHHOCTH,
H3UCKBAIAY [JOBUIICHO BHHMaHHeE,

4.8. Heyxemany nexapcrBeHy peaknpn

Habmonasany ca clieHuTe BeXeNaHy IEKapCTEEHH PEaKiuy, TIPH KOMTO HE MOXE Jia ce
M3KIHOYH HAOBJHO BEPOATHA IIPUYHHHO-CICACTBEHA BpB3KAa C TIPHIOKCHUETO Ha
nexapcrBenus NpoaykT Recoxa. Tasw mrdopManms ¢ oT KNHHHYHE Ipoyusamus npu 3750
TTAlMEHTH, JIeKyBaHH ¢ OPAiHK JO3H| OT 7,5 Umi 15 mg nHeBHO, B Ta0JETKH WIH KAlCyid, 3a

TAXHOTO NPOosBIBaHE II0 CHEIHHS HAYWH: MHOrO decTd (= 1/10), uectu
Heyectd (= 1/1000, < 1/100), pexxs (> 1/10 000, < 1/1000); Muoro penxu (



Hapvinenus Ha XpLBOHOCHATA ¥ JIMM(MHE CHCTEMH

YecTm: aHeMuUS

Hewectn: mapymrenus B 6pos Ha KPHBHHATE €IIEMEHTH: JEBKOTICHHS; TPOMOOIMTOTCHHUS;
arpaHynonuTo3a*

Hapymenns Ha AMYHHATA cHCTEMA

Peny: aHahUNaKTHYHE/aHADUIAKTONHHE PeaKIuK

Ilcuxyuyny HapyIreHus

Penxu: NpPOMEHH B HACTPOSHHETO, HHCOMHUS U KOUIMAPH
Hapymenus Ha HEpBHATA cHCTEMA

YecTH: 3aMasgHOCT, IIaBo0oIHe

Hedect:  BepTHIrO, THEHTYC, COMHOTICHIH

Penxun: o0BpKaHoCcT

Hapymenrs 5a_ oKoTo

Penxu: HapyIICHHA Ha 3PSHUSTO, BKIIOUHTEIHO 3aMEBITICHO BHEIKAAHE
ChpIedny HapyIeHns

Hevyeetn: mannurtanmu, Chpaedsa HENOCTATBUHOCT

CrHOBY HapyIeHNns

Hegectu: xumeproH#s

Pecnyparopss, TpbAHE ¥ MENHACTHHATEN HAPYHICHHS

Penmxu: HaYay0 Ha aCTMATHYHHE IPHCTHIM NPH HAKOH TAUMCHTH C alleprad KbM
acnupyH uiH Apyry HCIIBC

CroMalnHo-9peBHH HapYITeHHs

Yecrn: MECNENCH, TaZileHe M MOBPHINaHe, KOpeMuH OONKH, KOHCTHIANH,
METEOPM3IEM, JTUAPHS

HeyecTd: racTpoOMHTECTHHAIHO KBpBeHe (MeJeHa, XeMaTeMEe3HC), ICTITHYIHMA J3BH,
€30(paruT, CTOMaTUT

Penxu: CTOMAINHO-YPEeBHH nepdopallny, TracTPHT, KOJIUT

Xenaro-0uHapHy HapyIIEHAS

Hedwectn: mpexonHo BIOMaBaHe Ha YepHOApoGHUTE MpobH (Hanp. HOBHINABaHS HA
TpaHCcaMIHAa3UTe WM OunupyouHa)

Penxu: XENaTAT

HapyigeHus Ha K0Xara ¥ HOOKOKHATA TEKAH

Yecru: IPYpUTYC, 0OpUB

Heuectn:  ypTHKapHs, 3a9epBsIBaHe ¥ OOPHB HO JMEETO U MHATA

Penxn: CHHAPOM Ha Stevens-Johnson i ToKcHYHa enuISpMaTHa HEKPOIH3a,

Ha (pOTOYYBCTBHTEIHOCT.




Hapymenns Ha 660pennTe U MHKOYHHTE HETHINA

‘HedecTH: TIPOMEHH B naboparopruTe NpobH 3a OUEHKA Ha GbOpeyHuTe QYRKIHEE
(Hamp. noBMIIaBAHE HA CTOMHOCTHTE Ha KPEaTHHUHA HIIH YPeaTa)

Pemxu: OBOpeyHa HEOCTATHYHOCT
O6uro u npyru HeKITacHOUIHUPaHH HApYINECHHS H JIOKATHH PEAKITHY CHel UPIITOXKSHIE
Yectu: OTOIIH

Haii-yecto mabmonaganuTe HeXenaHu CHOWTHA Ca TACTPOMHTECTHHATHM. lleNTHYHM
SI3BH, Hephopauys K TaCTPOMHTECTHHAIHE KPHBOH3/IMEH, TOHAKOTa (haTamiu, ocobeHo npy
IIANUCHTA B HaOpeNHaNa BB3pacT, MOrar Na ce Hoaesr (BmK T. 4.4.). Ianene, noeprmane,
Auapys, GuaTyneHnys, KOHCTHIIAUKY, RUCIEIICHI, KOpeMua GOJKa, MeeHa, ‘xemaTeMesnc,
YAUCPO3CH CTOMATHUT, BOIHABaHEe Ha KOMMT mim Goxect Ha Crohn (Bux 1. 4.4. Crennannu
TIPOTHBOIIOKA3AHHA M CHeOUalHH IIPeXyNpeXNeHHI 3a yHorpeba) ca IOKNAABAHH CIEH
npunoxenne. [lo-paaxo e HabmoIaBaK racTpPHT.

* Habmoxapann ca M30NMPaHH CIIydYad Ha arpaHyHONHTO3a IIPH IANFCHTH, JIEKYBAHM C
meloxicam U APyTH NOTECHIUANHO MHEIOTOKCHYHE JIEKAPCTBEHH NPOLYKTH.

Hexenannre nexapcTBeHH PeakUHK MOTAT Ia O5IAT HAMANEHH, aK0 KOHTPONEPABETo Ha
CHMIITOMHTE CE IIOCTHTA IPH BE3MOXKHO Hal-KpaTKOTPaiiHo Ieuenue,

4.9. IIpenozupane
IIpu npenosupane CHMITOMUTE Ca: JIETAPTHs, COMHONCHIS, Fa/IeHe, TOBpBIane, 60MKa

B emdracTpuyMa. Tesd cumnToMH OOGHKHOBEHO Ca OGpaTHMH Upe3 MOANBPKAIIC JEIeHHE.
BB3MOXHO € ma ce NOSBH FacTPOMHTECTHHAIHO KhpBeHE. TeXKa METOKCHKAIIAA MOXKE Aa
JOBERE IO XHUMNCPTOHHH, OCTpa OpOpeuHa HEZOCTATEYUHOCT, HepHOApoOHA MMChHYHKIMS,
3aTPYAHEHO JUINaHe, KOMa, IbpY0Be H KapaHoBacKyIapeH Kkonanc. Bee Bpe3Ka ¢ yroTpebara
za HCIIBC ca moxnaxsany 0 B aHaQUIAKTHIHE PEaKIHH.

B cnyuait Ha npegosupade TpsadBa fa ce MpeAPHEMAT CTAHAAPTHH MEPKH — CTOMAIIEA
IIPOMHBK& H TIOAZBPXKAIIO JIeYCHMe, ThH Karo He e H3BecIed aHThmoT. Kimmuanmye
H3CIICABAHHS Ca IIOKA3allH, Ye XOHeCTHPaMHH YCKOpABa eJJAMAHAPAHETO Ha meloxicam.

S. ©apMaKoJOTHIHM CBOHCTBA

S.1. PapMaKONHMAMEYHE CBOMCTBA
PapMaKOTepaneBTHYHA [PyIa:

HecTepornHO NPOTHBOBE3LANUTEIHO CPEACTRO
ATC xon: MO1AC06

Meloxicam e HecTepoumHO IPOTHROBE3NANMTENHO cpeactso (HCIIBC) d
(7 ot N
ek

OKCHKAMHTE C IPOTHBOBB3NMAIHTEIIHY, aHANTeTHYHY & AHTHIINPCTAYHH CBOH
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1IpoTHBOBB3NANHTENHOTO AEHCTBYE Ha meloxicam e MOKA3aHO IpH KIACHYECKH MOJEIH
Ha Bp3manuTesic npouec. Kaxro u mpu gpyrute HCIIBC, ToyHusT MeXaHH3EM Ha IeiCTBHE
¢ Heuspecrer. lma obaue, none exmn ofwy Haumy Ha AeicTBHe 3a Bemuxu HCIBC (B
meloxicam): IOTHCKaHe Ha OHOCHHTE3a Ha NpOCTANIAHAVHATE, MEOHaTOpE Ha
BB3NAIHUTENHES IIPOTIEC.

5.2, PapMaKoKUHETHYHYN CBONHCTRA

buonamrarHOCTTa Ha meloxicam ciex mepopanen npueM € cpeaHo 89%,

Csen emmmmunHa Jo3a meloxicam Tabmerxy, CpeiHa MakCHMalHa IUIa3MeHa
KOHIICHTpalus ce JocTura 3a 5-6 waca. Ilpm gosm or 7,5 mg # 15 mg, nnasMeHaTa
KOHIeHTpaIys ¢ IPOfOpIHOHAIHA Ha No3aTa: cpequo 0,4 xo 1,0 mg/l 3a 7,5 mg u 0,8 go 2,0
mg/l 3a 15 mg (Cmin 1 Cmax npu paBHOBecHO /steady state/ cxcTOMHHIE).

Meloxicam ce cBBp3sa B MHOrO roisMa CTEleH ¢ NHA3MCHHTE NPOTEHHH, IIABHO C
andoymux (99%).

Meloxicam ce MeTaGom3Hpa B roisIMa CTENeH, MIaBHO 9pe3 OKUC/ICHHe Ha IPUKAYCHHS
KbM  THa30JIMJIOBHS  INIPBCTEH  METWJIOR  pPajMKaL. I JIABHMAT  MeTabomuz, 5-
kapbokcuMenokcukam (60% oT Znosara), ce OKHCHAfBa N0 MEXIHMHEH NPOAYKT 5-
XHIPOKCHMETH MEJNOKCHKAM, KOHTO Ce OTHeNsi B Maimko komumdectBo (9% or mosara). B
HempoMmeHeHa hopMa ce emMuHApar 3% OT IpHETATA 03aTa.

IlonosuHata oT IpHeTaTa J03a CE eMMMMHEpPA 9pe3 YPHHATA, a APYraTa IOJIOBKHA - Ipes
(examure. Cpe/IHAIT eTHMUHAIKOHEH HOJYKUBOT ¢ OT HOpsTbKa Ha 20 uaca.

Mscnenpanms in vitro ca Joxasam, ue BaXHA pois MpE Merabommsmpamero uma CYP
2C9, ygactueto Ha CYP 3A4 e MEHUMATHO.

PapHOBecHO cheTonHHE (steady state) ca Joctrra mo 5 THA.

IltasmMeRuaT XIMpBHC € cpemHo 8 ml/min. Ilpm manWeRTH B HampemHAZa BBE3PacT
KIUPPHCHT € NoHmkeH. O0eMBT Ha paznpelellenie € HACBK, cpexno 11 1. MumuermyamnuTte
CTOMHOCTH BapHpaT OT mopsaarka Ha 30-40%. IIpu 60peyna HEZOCTATEYHOCT B TEPMUHAIHR
aza, obeMpT Ha pasnpenelleHHe ¢ MOBKLIEH M JHEBHATA 1034 He TpsOBa Ja Ipepnmasa 7,5
mg.

5.3. IIpenxanHAYHE JAHHH 32 0€30HACHOCT

Toxcuxomornunuar npodun Ha meloxicam, HaOMONABAaH IIPH  HPSAKIHHHIHH
n3cnenBarud € uAeHTHYeH ¢ 1031 Ha HCIBC: racTpowdTecTHHANHY YIHiepaliiy H SPO3UH,
Ob0peuna mamuaapHa HEKposa [IPH BHCOKY JO3H II0 BPEME Ha ITPOIBIDKATENHO IIPHIIOKEHHES

J034 HC ¢a TOKCHYEH, CBIIAaCHO H3CICABAHHATA IPH JKHBOTHH,

Mzcnerpanns Ha PENPORYKTHBHOCTTA Ca IIOKA3alH JNETANCH e(heKT BBPX)
AO3H MHOTO II0-BUCOKH OT KIMHHMYHO Ipuiaragute fo3u. Omucann ca GetoTo
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B Kpag Ha OpeMeHHOCTTa, XapaKIepHH 32 BCHYKH HHXHOHTODH Ha. CHHTEa Ha
ipocTarnanauad. He ca maMepeHH JOX03aTeNCTRA 3a HAKAKAB MyTarcHes edexr, KakTo in
Vivo, Taxa M in vitro. Ilpy DO3M, MHOrO [O-BHCOKH OT KIHHHYHO H3ION3BAHHUTE, HE €

HaﬁJHO,I{aBaH KaHOCPOTCHCH PHCK IIPH MHIUKH H INHX0BE.

6. DapManeETHIHN AAHHA

6.1. Cuucpk Ha NOMOIHUTE BemecTBa
Lactose monohydrate, Cellulose microcrystalline, Silica, colloidal anhydrous, Magnesium
stearate, Sodium citrate dihydrate, Crospovidone.

6.2. DHU3NKO-XHMHIHH HECHLBMECTHMOCTH

He ca ycranoserm.

6.3. Cpox wa romaoct

3 ronuan

6.4. Crienmajinu yenosns Ha ChEXpaHeHue

Ha ce coxpanssa mox 25°C.

6.5. launu 3a onaxoBraTa
Bructep ot Gamo, mempozpaamo PVC/PVDC/Al dommo, umdopManus 3a NaHHEHTa,
KapTOHEeHa KyTH.

Craepixanne ya 1 omakoska:
Recoxa 7.5: 10, 20, 30, 60 umu 100 Tabnerkn
Recoxa 15: 10, 20, 30, 60 una 100 tabreTkn

6.6. IlpenopnKu npu yooTpeda

3a nepopaisa ynorpeba.

7. ViMe m aapec Ha npuTeKRATENS HA Pa3peHICHHETO 32 VIIOTPEDA

Zentiva a.s.
U kabelovny 130, Dolni Mecholupy
Prague 10, Czech Republic

8. Perucrpanuonen No B perucrspa mo wi. 28 ot 3JIAXM
Recoxa 7.5 - 20060252
Recoxa 15 - 20060253
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9. _Jlata ma nbpeRo pazpemapaHe 3a ymoTpefa Ha JICKapCTBCHHS HPOAVKT

(moaHOBABAHE HA Pa3PEIIEHNET0)
29.05.2006 1.

Jlata Ha nocnenHA peaknug Ha rexera: 070313
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