KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

1. HME HA JEKAPCTBEHMS IPOAYKT P o3 ;

Moganuc 7,5 mg Tabnerku
Movalis 7.5 mg tablets

2. KAYECTBEH 4 KOJIHMECTBEH ChCTAB

Bcaka Tabnerka cpabpka 7,5 mg MenokcHkaM (meloxicam)

IHoMmolnHH BeluecTsa: 1akrosa 23,5 mg
3a UBIHHA CIHMCHK HA NOMOIIHHTE BEIECTBA BHXTE Touka 6.1.

3. JEKAPCTBEHA ®OPMA

Tabnerka

CReTNOKBJITH, KPBIJIM YYTIELIH ce TaONeTKM, OT €JHATA CTPaHa M3ITbKHANIA CBC CKOCEHH prboBe H
OTIIEYATaHO JIOr0 Ha KOMIAHHATA, 4 OT APYTaTa CTpaHa ¢ JeJUTeNHA YepTa OT ABeTe CTPaHH Ha KOATO
¢ ozHayeHo 59D/59D. HenurenHara yepTa € caMo 32 Ja CrIOMOrHE pa3uyNBaHETO, ¢ LEJ IO ~JIECHO
NONTBIIAHE B HE pa3fie/id HA PABHH 03H.

4. KIAHHYHH JAHHH

4.1 TepaneBTHUHH DOKAAHHSA

- KpaTkocpo4HO CUMITTOMATHYHO JIeYCHHUE Ha O0OCTPAHKA Ha OCTE0apTpo3a.
- IBarocpouHo CHMIITOMATHYHO JIeYeHUE HA PEBMATOMICH apTPUT MAH AHKHIO3HPALI CIIOHANIHT.

4.2 [0o34poBKA H HAYHH HA NPHJICKEHHE
IlepopanHo pHIOKEHHE.

O6uara n1HeBHa A03a TpaOBa Aa ce npHeMa €AHOKPATHO, C BOAA HIIHM ApYyra TEYHOCT, M0 BpeMe HA
xpaHeHe. Hexxenanure peakumu Morat Aa ObIaT HaMalieHH KaTo 32 KOHTPOJIMpaHe Ha CHMITTOMHTE ce
ynorpedara B3MOKHO Hali-HUCKaTa e(eKTHBHA 11034, 32 BE3IMOIKHO HaH-KpaThK CPOK OT BpeMe
(Bxk.TOuka 4.4). Hy:;kaure Ha NallHEHTHTE OT CHMITTOMATHYHO JICUSHUE H TEPAIICBTHYHHA OTTOBOP
TpaAOBa Aa ce OLEHABAT MEPHOAHYHO, 0CO0EHO MPH NALMEHTH ¢ OCTEOAPTPMT.

- O0ocTpanua Ha ocreoaprposa: 7,5 mg AHeBHO (enHa Tabnerka 7,5 mg)
Axo e HeoOXOmHMO, TMPH JIMIICa Ha NOAOOpeHHEe nosaTa Moxe HJa 6bae moBHImeHa o 15 mg
IHeBHO (aBe TabneTkH 7,5mg)

- PemaToMneH apTpHT, aHKINO3Mpall CIOHAWAUT: 15 mg nHeBHO (aBe Tabnerku 7,5 mg)

(BXK. CBIIO TOYKA ,,CHICLMATTHA TIONMYMALHH’ [I0-A071Y)
B 3aBHCHMOCT OT TEpPNERTHYHHA OTTOBOP, J03aTa MoXke aa Obje HamManeHa 10 1,2
Tabnerka 7,5 mg) 7

JA HE CE IIPEBHUIIIABA TO3ATA OT 15 MG JHEBHO




CrienHanHy nonyiaiyH

Hayuenmu 8 cmapuecka 8b3pacm u RAYUEHMU C ROGUUIER PUCK OM HEXNCEAAHU PeaKyuy (6. mouxa
3.2).

Hpenoprusanara no3a 3a ABITMOCPOYHO JICYEHHE HA PEBMATOMCH APTPHT H AaHKHI03Mpalll
CTIOHZWIHT MPH NMALMEHTH B CTApYECKa Bb3pacT ¢ 7,5 mg nHeBHO. IlalMeHTH ¢ MOBHIICH PHCK OT
HeXeTaHH peaklu TpaOBa a 3amovBar JeueHue cue 7,5 mg aHeBHO (Bk. Touka 4.4).

Evb6peuno yspeocoarne (8xc. mouxa 5.2.)

[Ipn nuanu3spany NAIMSHTH C TeXXKa OB0peuHa HeocTaTBMHOCT, A03aTa HEe TpAOBa Ja NMpeBHINaBa
7.5 mg nuerHo. [Ipy MALMEHTH ¢ JIEKO A0 YMEpEHO OnOpeuHO yBpexaaHe HE C€ Hanara HaMajIaBaHe
Ha 103aTa (T.e NALMEHTH C KPEATHHMHOB KNHPHLHC HaA 25 ml/min). (3a naumenTy ¢ Texko 6s0peuno
yBpexkaaHe, 0e3 nHanu3a BIDKTE TOUKa 4.3)

Ueprodpobuo yepexcoare (8iic. mouka 3.2.)
He ce Hanara HaMajiiBaHe Ha AO3aTa NPpH NALHEHTH C JIEKO J0 YMEPEHO 4epHOApobHO yBpexaaHe. (3a

NALHEHTH C TEXKKO YEPHOAPOOHO yBpexkaaHe, BUKTe To4Ka 4.3)

Heya u ronoutu
Movalis 7,5 mg e npoTHBONOKA3aH NpPH el H IOHOMH noj 16 rogunu (B, Touka 4.3).

Tosn nexkapcTBEH NPOAYKT CHIICCTBYBA H B IPYTH KOHLGHTPAIHH, KOHTO MoKe I ¢a NO-NMOAXOAAINH.
4.3 IlporrBonokazaHHf
Tosu nekapcreeH NpoaAyKT € NMPOTHBONOKA3aH B CICAHUTE CUTYaLlH:

- Tpern TpuMecTsp Ha OpemMeHHOCTTa (BXK. TOUKa 4.6 ,, BpEMEHHOCT H KbpMEHE™);

- Jena v 1on01mH nog 16 rogunm;

- CBPBXYYBCTBHTEIHOCT KBM MENOKCHKAM HJIH HAKOE OT NOMOLIHHTE BEeLIECTBa, H3OpoeHH B
To4Ka 6.1, MK CBPEXYYBCTBHTENHOCT KBM BEIRECTBA ¢ NOACOHO NeiicTBHE, HANP. HECTEPOHIHH
npotuBorb3nanurenau cpeacrea (HCIIBC), aneTuncanmuninopa kucenuHa. Movalis He TpsOBa
na ObAe rpunaraH NMpH NalMEHTH ¢ B3ABSHH CHMITTOMH Ha acTMa, Ha3aJIHH MNOJHIIN, AHTHOSIEM
WIH YPTHKAPHA, CJie] MPUEM Ha aLeTHICAIMIIMIORA KucenuHa win apyrd HCIIBC;

-  ABaMHe3za 3a racTpO-MHTECTHMHAIHO KbpPBEHEe WIH nepdopald, CBbp3aHH ¢ NPEAMIIHO JCUCHHS
¢ HCIIBC;

-  AKTHBHA MJIH aHaMHE3a 33 MOBTApAIA Ce IMEeNTHYHA A3Ba/XeMoparus (ABa Win 1oBeye OTRETHH
eMH30/a ¢ I0Ka3aHa A3BA KUIH KBPBCHE),

- CunHo Hapy1leHa yepHOAPOOHA QPYHKIIMA;

-  Texka 6B6peyHa HEAOCTATHYHOCT 0€3 AHANN3A;

-  lacTpo-MHTECTHHAIHO KbpPBEHE, AHAMHE3A 38 MOZBYHO-CHOBO KBPBEHE WIIH JAPYTH HapyIOeHH,
CBBP3aHH ¢ KbPBEHE;

- Texka cepaeuHa HEAOCTATHYHOCT.

4.4 CoennajHp npeaynpexicHas B NPeANa3HA MepPKH IPH ynorpeda
HexenaHHuTe peakuun MoraT Aa ObAaT HAMAJICHH, KaTo 38 KOHTPOJIHUPAHE Ha CHMITOMHTE CE

yrnorpebaBa B3MOKHO Hali-HHCKaTa e(peKTHBHA /1034, 32 BE3MOMKHO Hal-KpaTbhK CPOK OT BpeMe
(mK.TOUYKA 4.4 ¥ raCTPO-MHTECTHHAIHH ¥ CHPACYHO-CHAOBH PUCKOBE HO-HOMY).

IMpenoprYBaHaTa MAKCHMAIHA HEBHA 1034 He Tpa6GBa Ja ce MPEeBUINaBa B cuyJaii
TepaneBTH4cH edekT U He TPAGBa aa ce obaea aoneaHuTenHo HCTIBC xbM neye)
TOBa MOJXE A3 TOBHIIM TOKCHYHOCTTA, JOKATO TEPANIEBTHYHO [PSCHMYIIECTBO HE € AGH
ExsoBpeMeHHaTa ynorpeba Ha MenokcukaM ¢ HCTIBC, BKAKOYHTENHO IMKIIOOKCHIEH
CEJICKTUBHH MHXHOHTOPH, TpaOBa Aa ce u3dsrea. ARG



MenokcukaM He € nogxoAdin 3a JJeUeHHETO Ha NMAaLHEeHTH, HyKIaelH ce oT o0/ieK4eHne Ha ocTpa
o0nKa.

Knunuunara monsa or nedeHreTo T908a Aa ce NPeOCMHUCIH IIPH JIHNcaTa Ha MoAoOpeHHe clieh
HAKOJIKO JIHH.

[Ipn anamHe3a 3a e30(ardT, raCTPUT H/HITH TaCTPO-HHTECTHHAJIHA s13Ba TpAOBA 1a ce OCHIYPH
TAXHOTO HAITBJIHO M3JIEKYBAHE MPEH 3aN04BaHe Ha AcYCHHAE ¢ MelloKcHKaM. [lepuognyno Tpsabsa na
Ce CEIM 33 BLIMOKHO Bb300HORIBANE NPY NALMEeHTH, JEKYBAHN ¢ MEJOKCHUKAM, MMallu noaobHa
aHAMHeE3a.

TF'acmpo-unmecmunannu epexmu

Kakro n npu apyrure HCIIBC, ractpo-uarectunanso (I'H) kspsene, 1382 WM nepgopanis, KOUTO
MoO3ke aa ca (paTanHHi, MOraT a ¢e TIPOSBAT BEB BCEKH MOMEHT OT JIEYEHHETO, C WIH He3
NpeayNpeaHTEeIHA CHMIITOMH, WIH NPEALISCTBALLO CEPHO3HO racTpO-HHTECTHHATHO HApYIUICHHE.

PBCKBT OT racTpO-HHTECTHHANIHO KEPBEHE, 4382 WIH Nepgopaliis ce NOBHIIABA C YBEIIHYBAHE HA
nozara Ha HCIIBC, npu naieHTH ¢ anaMHe3a 3a 4384, 0COEHO ako e yC/I0KHEHa OT XeMOoparus Wi
nephopaid (BX. To4Ka 4.3), KAKTO M NPH I10-BB3PACTHA NALMEHTH. Te3n NALIMCHTH TPABa Aa
3aN0YHAT JICUSHHS ¢ Hall-HUCKATa BE3MOXKHA 1033, EAROBPEMEHHO JICYCHIE © NMPEANIa3HH CPeacTRa
(Hamp. MM30MPOCTON WM MHXHOMTOPH Ha TPOTOHHATA MOMAa) TpAOBa fa ce 0OMHCIIH npH NoJoOHH
NaUMEeHTH, KAKTO H NPH NALMEHTH, HY>KAZCLIH C€ OT SAHOBPEMEHHO JICUYEHHE ¢ HHCKH XO03H
ALETHICATHIIIORA KHCEJIMHA, MK APYTH JIEKapcTBa, C BEPOSTHOCT A [OBHIIAT
racTPOHHTECTHHANHKA pUCK (BK. H To4Ka 4.5 no-aoiy).

IMauxeHTH ¢ aHAMHE32 32 TaCTPO-HHTECTHHAIHA TOKCHYHOCT, 0COOEHO NalMEeHTH B CTPYECKa BB3PAacT,
TpaOBa Aa ¢hoOIIaBaT 3a BCAKAKBH HeoOU4aliHn abmoMuHATHE cuMIToMH (no-cnieuranyo I'H
KBEpBeHe), 0co0eHo B HayanHaTa (a3a Ha JICUCHHETO.

IloBHIIIEHO BHUMAHKHE CE NPENOPHYBA MPH NALKHEHTH, €AHOBPEMEHHO MPHEMALITH JICKApCTBA, KOHTO
MOraT 1a YBEIHUAT PHCKA OT A3Ba WK KBPBEHE, KATO XeNapHH 32 TEPaneBTHYHO JICUCHHE WIN
NpUIArad B repHaTpHATa, AHTHKOATYJIAHTH KaTo Bap(hapHH, WK APYTH HECTCPOHHH
NPOTHROBB3MANHTENHH CPEACTRA, BKIIOYHTENHO H ALIeTIWICATHIMIOBA KHCEIHHA, TPHEMaHA B A03H
NpOTHE BE3ManeHue (> 1g Karo eAHOKpaTeH MpHeM WiH > 3g, karo o612 qHeBHa £03a) (BK. TOUKA
4.5).

IIpu nosgpa Ha raCTPOMHTECTHHAJIHO KbpBEHE WU s3Ba MPH MALHMEHTH, IpHEMAaIlH MEKTOKCHKaM
neveHueTo Tpadea na 6bae cnpaHO.

HCIIBC 1ps6Ba na ce qasaT BHHMATe/IHO Ha MalMeHTH ¢ aHaMHe3a 3a I'H 3abonspanus ( ynueposcH
KOJIHT, Gonect Ha Kpon), Thif KaTo BB3NaIeHUETO NPH TE3H CHCTOAHHA MOXKE /1a C& aKTUBHPA (BX.
TOYKA 4.8 — HeKENAHU PEAKITHU).

Copoeuno-cv00eu u MO3v4ROCHO08U eheKkmil:
Heob6xonuMo € aa ce OCHTYpAT NOAXOAA0 HadmoaeHHe H CHBET 3a MALHEHTH ¢ aHaMHE3a 3a
XUIEPTOHUA W/WITH JieKa J0 YMePeHa 3acToHA ChpaeuHa HEAOCTATHYHOCT, THH KaTo NMa ChOOIIeHH
33 OTOLIH H 33AbPKaHe Ha TEYHOCTH, CBBLp3aHH ¢ nedeHunero ¢ HCIIBC.

Ilpenopryra ce KTHHHYHO HaOMoAeHNe HA KPBBHOTO HAJIATaHe NIPH NauMeHTH B PUCK, MpeaH
NeYeHHETO U 0COOEHO MpH 3aMOYBaHe Ha JEYEHHE ¢ MEJTOKCHKaM.

L

K/THHUYHE IPOYUBaHHs ¥ eNUEEMHONOTHYHH AAHHH NOKA3BAT, Ye ynorpedara Ha Hmc@ji’

(ocofeHO BB BHCOKH J03K M TIPH NPOIBIKHTEITHO NPUIOKEHUE) MOXe Aa Obae CB’bPB JEET o

MOBHINEH PHCK OT aPTEPHATHM TPOMOOTHUHH ChOMTHS (HATPHMED MHOKAPICH Hucbafmr lfum oy aTY !
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IlampeHTH ¢ HEKOHTPOJMpaHa XHIISPTOHHA, 3ACTOMHA CHPACYHA HEAOCTATHYHOCT, YCTAHOBEHA
HCXeMH9Ha OOJIECT Ha ChPLIETO, 3a00aBaHe Ha nepu)epHATE apTEPHH H/WITH MO3BYHO-CHIOBA
GonecT Tpsa6Ba Aa ce JEeKYBAT ¢ MEJIOKCHKAM CaMo CJiejl BHEMATETHO oOMHCILIHe. Takosa oOMucaHe
TpaGBa a ce NpaBy Npeay 3aMouBaHe Ha IBATOCPOYHO JIEUSHHUE Ha TTAIMECHTH C PHCKOBH (akTopH 3a
ChPACYHO-CBAOBH CHOMTHSA (HANP. XHIIEPTOHUA, XHIICPIHMMAESMHAA, 3aXapeH AHabeT,
TIOTIOHOIMYILIEHE ).

Koxcnu peaxyuu

Crob1maga ce 3a »KHBOTO3aCTpallaBallH KOJKHA peakijii KaTo CHHAPOM Ha Stevens-Johnson (SJS) u
TOKCHYHa enuaepManHa Hekpomiza (TEN) npn ynotpeba Ha menokcukaM. Heobxonumo e
HaUHEeHTHTE Aa OBbAaT NpeaynpeieHH 3a MPH3HALNTE H CHMATOMHTE M BHMMATeIHO HabaoAaBarH 3a
MOABATA HA TAKHBA KOXKHH peakiui. PUCKBT OT 1105Ba Ha CHHAPOM Ha Stevens-Johnson HITH TOKCHYHA
eNMMIEPMANTHA HEKPOJIH3a € Hal-BHCOK Npe3 ITbPBUTE CEAMHIIH OT JICYCHHETO. AKO ca HAJHIIE
CHMIITOMM WM MPH3HALIM HA TOKCHUHA €NMUJAEpMAlIHA HEKPOJIH3a WiTH CHHIPOM Ha Stevens-Johnson
(Hamp. nmporpecHpaill KoxxeH oOpHB, 4eCTO ¢ MEXYPH WIH MYKO3HH JIE3HH), TEYEHHETO ¢ MEJIOKCHKAM
TpaGBa j1a ce npeycranosu, Haii-noGpu pe3ynTaTi B OBIaJABaHETO Ha CHHIPOM Ha Stevens-Johnson
H TOKCHYHA eMHAEPMAIHA HEKPOTH3a Ca HATKIIE NPH PAHHOTO AHATHOCTHIMpaHe U He3abaBHO
NpeKpaTABaHe Ha BCAKO NOZO3HPAHO JIEKApCTBO. PaHHOTO ClIHpaHe Ha NeYS€HHETO € CBBP3aHo ¢ 1Oo-
noOpa nporyo3a. AKo NAIHEHTHT pasBHe cUHAPoM Ha Stevens-Johnson HIH TOKCHYHaA €MHICPMAIIHA
HEKpOJIH3a 110 BpeMe Ha NpHeMa Ha MEJIOKCHKaM, TO3H JIeKapCTBEH NPOAYKT He TpsaOBa Aa ce npuwiara
OTHOBO Ha TO3H NAailHEeHT.

Hapamempu na ueprnodpobua u v6peuna QyHxKyun

Kakro npu nosevero HCIIBC, paako ca cpobmaBany noBHINCHH HHBa Ha CEPYMHHTE TpaHCaAMUHA3H,
NMOBHINABAHE HA CepyMeH OWIMPYOHMH HIIH IPYTH NapaMeTpH Ha depHoApoOHaTa QyHKUHS, KaKTO M
yBEJIHUABAHE HA CEpPYMHHS KPEaTHHMH, W a30Ta OT ypesta B KpbBTa, H Apyrd naboparopHH
Hapymehna. B noeedero cimydyan ToBa ¢a OmiM HE3HAYHTE/IHH M MPEXOAHH MNOBHINCHHA HaI

HOPMAJIHUTE CTOHHOCTH. AKO MPOMEHHTE Ca 3HAYMTENIHH HIH [TOCTOSHHH, JIEYEHHETO ¢ MEJIOKCHKAM
TpaOBa Aa ObAe NMPEeKBCHATO H Aa ObJaT NPOBEACHH ChOTBETHHTE W3CACABAHHA.

Dynryuonaina ovdpeyna HedocmamvUHocm

IMocpencrsoM HHXHOMpaHe Ha BazoAWIaTHpalHA edexT Ha 666peunnTe npocrarnananiy, HCIIBC
MOrar Ja NpeAu3BHKAT QyHKIHOHANHa OB0peYHa HeIOCTATHYHOCT Ype3 HAMAIIABAHE Ha
rnoMepyHara purrpauna. To3x Hexenan eQeKT € 030-3aBHCHM. B HauanoTo Ha JieueHHeTO HITH
CNell yBeJIHYABAHE HA 1034Ta Ce MpenophyuBa BHUMATEIHO MOHUTOPHpaHe HAa Auypesata H
610peunaTa PYHKINN NpY NAUMEHTH CbC CIEIHUTE PACKOBH (DaKTOPK:

¢ [lamueHTH B CTapyecKa Bb3pacT

¢ CEmETCTBAMIO JIeueHHe C eKapcerBa, Karo ACE uHXHOUTOPH, aHrHoTeH3uH 11 aHTaroHHCTH,
caprany, IuypeTHiM (BXK. To4ka 4.4, BiaumonelcTBHe ¢ APYrH JeKapCTBEHH NMPOAYKTH H
ApYrA GOpMH Ha B3aHMOICHCTBHE)

¢ XHnoponeMus (¢ paxiMYeH MPOU3XOA)

¢ 3acroiiHa Chpac4YHa AEHHOCT

® bLOpeyuHa HEAOCTATEYHOCT

¢ HedporHueH cHHAPOM

e JlymycHa Hedponarus

¢ Texxa uepHOApoOHa AnchyHkuua (cepyMeH anbymuH <25 g/l unu Child-Pugh score >10)

B peaxn cinyvau HCITBC morat aa npyMHHAT HHTEPCTULHAJIEH HEDPHT, rnouepynoneq)pm
OuOpeuna MeXynapHa HEKpo32 HIIH HePOTHYEH CHHAPOM.

Ho3aTa METOKCHKAM NpH MaLMEeHTH ¢ KpaeH cTaauii Ha 6uOpeuna Hﬁ,[lOCT&'I'B‘IHOE?{& Afion

xemoauanusa, He TpaGra na Hanpuimaea 7,5 mg. Ilpu nandeHTH ¢ eko A0 CpeHO UHO THO
HapyIHEHHE HE Ce Hajlara HaMaJIsiBaHe Ha 103aTa (Hanp. NaLMeHTH ¢ K‘peaTHHHHC#B;“
ot 25 ml/min). R



3advposcane na Hampuii, Kaaui u 8004.

Ilpn npunoxenne Ha HCTIBC e BB3MOXKHO BE3HHKBAHE HA 3aJIPBLKKA HA HATPHI, KaNHWH U BOJA,
KaKTO H B3auMOAEHCTBHE ¢ HaTpUypeTU4HUA edeKkT Ha auypeTHImTe. OCBEH TOBA, MOXKE /la CC ITOABH
HOHHKaBaHEe HA AHTHXHMINEPTEH3HBHNA e(QeKT Ha aHTUXHINepTeH3UBHUTE JickapcTia. I1pH nogaTnuex
MalUeHTH BEPOATHHS PE3YATAT € 3aawibodaBate HIH o6OCTpAHE HA CHPACYHA HEAOCTATHYHOCT,
XHNEPTOHHS WIH lEM. 3a PHCKOBH NALMEHTH C€ NMPENophYBa KIHHHYHO MOHHTOPHPAHE (BXK. TOUKH

4.2 u 4.3).

Xunepranuemun

XunepkanieMuATa MOXe J1a ce 0aronpusTCTBa Mpy 60JTHU OT JuabeT WM IMpH CHIPOBOXKAAINA
Tepanus, BOJEINA A0 NOBMIICHH HHBA Ha Kayuii (BxK. Touka 4.5). B rakuBa cyuaun Tpabea 1a ce
H3BBPIHBA PEAOBHO MOHHTOPHPAHC HA HUBATA Ha KallHi.

Jpyzu npedynpexcoeHuR u npeonasnu Mepru

[TaupeHTH B cTapuecka BH3pacT, CJ1abH WM HEMOIIHH NALMEHTH, OOHMKHOBEHO [TOHACAT HEKENIaHH
TIEKapCTBEHH Peakly NO-TPyAHO H Takuea Goyuu Tpabea aa 6paar BHHMaTenHO HAOMIOAABAHH.
Kakro u npu apyrare HCIIBC, nexapcTBeHHAT npoayKT TpAOBa Aa ce npuiara BHHMATETHO MPU
MalMEeHTH B HalpeAHANIA Bb3PacT, 33 KOUTO CHILECTBYBA IO-TOIAMa BEPOSTHOCT Aa CTpaAar oT
HapyweHHA B 0p0peunara, yepHoapoOHa MM cepaeuHa ¢yHKIMA.[IpH naneHTHTE B CTapuecKa
BB3pACT HeKeNaHHTe nexapersenH peakiui Ha HCITB Morar aa 6saar no-yecrn, ocobeHo ractpo-
HHTECTHHAJIHO KBPBEHe H nepopaliyd, KOUTO Morar Aa 6paaT daranau (Bxk.Touka 4.2).

Menokcukam, kakto U apyrure HCIIBC, moxke ga Mackupa CHMIITOMHTE Ha BEMe CBILESCTBYBALIO
HHpexo3Ho 3a00n4Bane.

Ynorpebata Ha MEJTOKCHKAM, MOXKE A3 HAPYLIH KEHCKHA (PEpTHIMTET H HE ce MPernopbyBa MpH KEHH,
KOHTO MPABAT ONMTH Aa 3adeHar. [Io Ta3H npyuYnHa Npu JKEHUTES, KOUTO HMAT 3aTpyAHCHHA 1a
3a0peMeHEAT WM NIPOBEXIAT H3CJICHBAHHA 3a CTEPIIHTET TpAOBA Jia ce npeKpaTH ynoTpedarta Ha
MeJlIoKCHKaM (B, TOYKa 4.6).

Movalis Tabnerku 7,5 mg ChaBpAKAT NakTo3a. [TlaunenTUTe ¢ PEOKHTE HACASACTBEHHU NIPOONISMH KATO
rajlakTo3Ha HEMOHOCHMOCT, Lapp-nakra3zHa HeAOCTATHYHOCT HIIH FIIIOKO3SHO-TANIaKTO3€H CHHIAPOM Ha
ManabcopOiHa He TpaGBa Aa NpreMaT TO3H JICKAPCTBSH NPOAYKT.

4.5 BiaamoaelicTBHE ¢ APYIH JieKapcTBeHH HPOAYKTH H APYrd GOPMHE HR BIaHMOEHCTBHE

HanuTBanua 3a B3aHMOACACTBHIA Ca MPOBEXAAHH CAMO IIPH Bh3PAacTHH.

OpaMKOAWHAMAYHH B3aWMONEHCTBMS

Hpyau necmepoudnu npomueosvananumennu cpedcmea (HCIIBC) u ayemuncanuyunoea xuceiuna =
3g/d:

€ JHOBPEMEHHOTO Npunarane (Bx. Touka 4.4) ¢ Apyrd HECTEPOHIHH NMPOTHBOBBINAIMTEIIHH CPEACTRA,
BITIOYMTENHO aLlCTUICATHIWIOBE KMCEeIHHA, TIPHIATaHa B JO3H NMpoTHB BeanaieHue ((> 1g karo
eIHOKpATeH NPHEM WK > 3g, KaTo 00ira JHEBHA JI03a) HE ¢¢ Nnpenopuusa.

Kopmuxocmepouou( nanp. 2noKoKepmuKoudu):
EnHoBpemMeHHATa ynioTpefa ¢ KOPTHKOCTEPOHAH H3HCKBA BHHMAHHE NOPAAH NOBHIIEH PHCK OT
KBPBEHE WIH TaCTPOHHTECTHHAIIHA A3BA.

Anmuxoazyranmu wiu Xenapus 6 003u NPURAZAHY 8 2EPUAMPURINA Wil RPU MEPanesm?
ChlIecTBYBa NOBHIIEH PHCK OT KbPBEHE, NOpajil IOTHCKAHE Ha PYHKIIHHTE Ha Tpomﬁb CW S
YBPEKIaHE Ha JTHraBULAaTa Ha cToMaxa M apaHaneceronpscTuka. HCIIBC morat na mtm .f_;f,,
e()€KTHTE Ha AHTUKOATYJIAHTH, Karo Bapdapun (BX. Touxa 4.4). EnnospemeHHoTO r[pml;)' LB : 2




HCIIBC ¢ anTHKOarynauTh WM B J03H, NPAIAaraHi B repHaTpUsaTa, WiH [IPH TepancBTHYHH A03H He
ce MpenopbyBa (BX. Touka 4.4).

B ocraBauiuTe cny4yau Ha ynorpeda ¢ XxemapHH € HeoOXoAUMO BHUMaHKe, OpPaaH MOPHINEH PUCK OT
KEpBeHE. AKo He Moxe Ja 6bae u30erHaTo €THOBPEMEHHOTO MPEANHCBAHE HA TAKHBA JIEKaPCTBEHH
NPOAYKTH, € HEOOXO0AHMO BHHMATEIHO MOHHTOPHpaHe Ha €(PeKTHTE HA aHTUKOAryJIaHTHTE.

Tpombonumuyu u aumumpombomuuny 1ekapemea.
IMoBHINBH pHCK OT KbpBeHE, ITOpaaH TOTHCKaHe HA ¢yHKLUMITE Ha TPOMOOLHTHTE H YBpeXKiaHe Ha
JIMraBHIIATa HA CTOMAaXa M JBaHAECeTONPBCTHHKA.

Cenexmuenu unxubumopu na obpamnomo 3axsawane na cepomonuna (SSRIs):
[ToBHILIEH PHCK OT FaCTPO-HHTECTHHATHO KBPBEHE.

Huypemuyu, ACE- unxubumopu u anzuometizun-1I peyenmopnu anmazonucmu.

HCIIBC Morar ga NOHHXKAT ¢PEeKTa HA JUYPETHIHTE W APYTHTS aHTHXHITCPTEH3UBHH JIEKapPCTBEHH
npoXyKTH. [Ipy HIKOH NALHEHTH ¢ KOMIIpOMETHpaHa Op0peyuHa pyHKUHA (HaNp. AeXHAPaTHPAHH
NALMEHTH HIH NALEeHTH B CTap4ecKa BB3pacT ¢ KoMnpoMeTHpaHa 650peyuHa dyHKIMA)
eaHoBpeMenHaTa yrnoTpeba ¢ ACE- HHXHMOMTOPH WM aHTHOTSH3HH-II pelenTOpHH AHTAarOHHUCTH H
Cpe/ICTBa, KOHTO HHXUOHMPAT IIUKOJIOOKCHI€HA3aTa MOXKE [1a A0BeAe 10 AOMBIHHTEIHO BJIOIIABAHE HA
OBOpevHaTa QyHKIHA, BKIIOYHTENHO € Bh3MOXKHa ocTpa 650pedHa HEOCTATLYHOCT, KOATO
0OHKHOBeHO € oOpatmMa. [lopaan ToBa, npH €AHOBPEMEHHOTO NpeANMCBaKe TpAOBa Na ¢ BHHMABa,
ocobeHO TIPH ManMeHTH B cTap4ecka Be3pact. IlaimenTute TpadOBa na 64T aneKBaTHO XHAPATHPAHH
¥ Aa c€ OOMMCIIH MOHHUTOpHpaHE Ha TaxHaTa OBOpedHa GyHKIMA ciiel] 3aN0YBaHe HAa CHITBTCTBALOTO
NieYeHHe, H TOBa J1a MPOIB/DKH Aa C€ H3BBPIBA MEPHOOAWYHO (BxK. ToukKa 4.4).

Hpyeu aumuxunepmenzusnyu cpeocmea (nanp. dema-6aokepu):
KakTo H 3a NocleAHHTE, MOXKE Aa HACTHIM NNOHICKaBaHe Ha edekra Ha Oeta-Onokepute ( nopaau
HHXHOHpaHe Ha NPOCTarIaHAUHHTE, MPHYUHABAIINA Ba30AHIATALIHS).

Huxubumopu na xanyunespun (Hanp. YUKAOCNOPUR, MAKPORUMYC):

HCIIBC morat aa 6aaronpuarcTeat He()pOTOKCHYHOCTTA HA MHXHOHTOPHTE Ha KAMUHHEBPHH Ype3
MeaUaTopHHuTe cH edekTH BEpXY O60peunuTe nmpocrarnangnHi. [lo BpeMe Ha KOMOHHHPAHOTO
neyeHue TpsOBa na ce usmepsa OBLOpeuHara ¢pynxkuua. [IpenoppyuBa ce BHUMATETHO MOHHTOPHpaHe
Ha ObOpeuyHara QyHKIHsA, 0cOOEHO NP NALMEHTH B CTApYECKa BB3pacT.

Humpaymepunnu uzoerus.
Crobmasano e, ue HCIIBC nonmkagat eekTa Ha MHTPAYTEPHHHHTE CPEICTEA, HO € HeoOXoauMo
MOHATATHLIIHO MOTEBPKAABaHE,

(DapMHI{Ol{HHETHl]HH BBH.HMGQEﬁCTBHH: GQEI{T Ha MCJIOKCHKAM BLDXY Qapuaxomnema'ra Ha APYTH

JICKApPCTRA.

Jumuii:
Crobuiapaso e, ye HCIIBC noBHINaBaT JMTHEBUTE THIa3MeHH HuBa (1opagd HaManeHaTa 6u0peyna
EKCKpELMATa Ha JIMTHIT), KOMTO MOTAaT Ja AOCTHIHAT TOKCHYHH CTOHHOCTH. He ce npernopnusa
enHospeMeHHara ynorpeba Ha auThil ¢ HCIIBC (B:k. Touka 4.4). Ako Takapa koMOHHaIHA €
HAJIOXKHTENHa, TpaOBa BHMMATENIHO Ja 0bAaT MOHHTOPHPAHH JIHTUECBHTE IU1a3MEHH KOHLICHTpAIHH
NP 2ANOYBaHE HA NEYCHUETO ¢ MENOKCHKAM, TIPH ONPENeAsHe Ha JO3UPOBKATA My ¥ IIpH
NpeyCTAHOBABAHE Ha JICUCHHETO C CKAPCTBEHHS NPOAYKT.

Memompexcam: m;f Hu;;;r?‘
HCIIBC morat aa namanar TyOysiHaTa cexpeilis Ha METOTPEKCAT Y [0 TO3H HaYHH ﬁ poﬁg,a
nnasMeHara My koHueHTpauus. [fopany Tasn npHdHHA MPH NALWEHTH HA BHCOKH m M
(nazn 15 mg ceAMHYHO) HE Ce MPENOPHYBA €AHOBPEMEHHOTO MPHJIaraHe ¢ HCI'IBC{ . TOMKA 4.
Tpa6ea Aa ce uma npeaABUA pucka ot B3aumoaeticrene mexxay HCIIBC n MeToTpeKcRT. H Hpn
MAIMCHTH HA HACKHM 031 METOTPEKCAT, ocOOEHO MPH Te3U ¢ HApYIIEHA 6'56peqna (byHKI.lPIH F
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clryvaii, ye € HeoOXo MO KOMOHHHPaHO JieYeHne, TpAOBa Ja ce mpociaedaBaT Opos Ha KPHBHHTE
KneTkH H 6p0peunara ¢yuxkuma. OcobeHo BHUMaHHE ce H3HCKBa B cimy4ad ue HCIIBC u MeToTpekcar
ca [IPHETH B PAMKHTE Ha 3 IHH KaTO B TO3M CIIy4ai Ia3MEHUTE HHBA Ha METOTPEKCAT MOTAT Jia ce
NOBHILAT H JIa NPHYMHAT [10-BHCOKA TOKCHMHOCT. Bhnpexu de papMaKOKMHETHKATAa HA METOTPEKCar
(15 mg ceaAMHYHO) He CE MOBIHABA 3HAUHMMO OT €AHOBPEMEHHOTO JIEUEHHE ¢ MENOKCHKAM, TpsOBa na
ce MMa NpeIBH]I, Ye XeMaToJIOrHYHaTa TOKCHYHOCT Ha METOTPEKCaT MOXeE Ja ¢ 3aCHIH OT JICUEHHETO
¢ HCIIBC (Bx. mo-rope). (Bx. Touxa 4.8)

DapMaKOKHHETHYHH B3aBMOAECHACTBUA: e(EKT Ha K JICKAPCTBA Bb ApMaKOKHHECTHRATA Ha
METOKCHKAM

Xonecmupamun

XONeCTHPAMHHBT YCKOPABA ENTMMHHUPAHETO Ha MEJIOKCHKAM 4pe3 NMPEeKBCBaHe Ha
€HTEPOXENAaTANHATA UPKYNALIHA, TAKA Y€ KIMPBHCA HAa MENMOKCHKaM ce nosumasa ¢ 50 % u BpeMero
Ha nomy>kuBOT HaMansaBa a¢ 13+3 yaca. ToBa B3aomMoaAeiicCTHE HMa KNIHHHYHA 3HAYHMOCT.

He ca oTKpHTH KIMHHYHO 3HAYHMH (dapMaKOKHHETHYHH JIEKAPCTBEHH B3aHMOICHCTBHA 110
OTHOILLCHHE Ha €AHOBPEeMEHHATa ynorpeba ¢ aHTHAUMAM, LHUMETHLMH H JHMOKCHH.

4.6 @PeprHaHTET, PEMEHBOCT H KbPMEHE

bpemMennocT

HHxuOHIMsITa Ha NPOCTATNAHIHHOBHA CHHTE3 MOXE HEXKENaHO Ja MOBIHAe OpeMEHHOCTTa H/HITH
eMOpHodeTatHOTO pasBUTHE. JJaHHH OT SMHAECMHONOTHYHH NPOYYBAHHA MPEATIONaraT MOBHINCH PHCK
OT CIIOHTAHEH abopT H oT chpAcHHM Mai(OpMAaLHH H racTpPocXM3a ciel ynorpebara Ha HHXHOHTOPH
Ha NpOCTaraHAHHEOBHA CHHTE3 B paHHA OpeMEHHOCT. AOCOIIOTHHAT PHCK OT ChpACYHO-CBAOBH
MapopMaIiK € IOBHILICH OT mo-Manko oT 1% ao npubmusurento 1,5%. Cuwra ce, ye pHcKa ¢
IIOBHIIABA ¢ R03aTa M NPOABDKHTENHOCTTA Ha neyeHHero. [Ipunaranero Ha MHXHOUTOPH HA
NPOCTANIAHAHHOBHS CHHTE3 NPH )KHBOTHH BOJM 10 NOBHIIABAHE HA Ipe- H NOCTHHAAIHOHHHTE
3aryom 1 emOpHodeTanHa cMBPTHOCT. B aommwiHeHne ce chodlnasa nOBUILICHA YeCTOTa Ha PasiAdHH
MangopMaLMH, BKIIIOYHTENHO ChPACYHO-CBIAOBH, MPH XXHBOTHH, HA KOHTO €A MPHIOKEHH
MHXHOMTOPH Ha MPOCTarjaHAHHOBHUA CHHTE3 IO BpEeME Ha OpraHOTeHe3aTa.

MenxocukaM He TpabBa Aa ce TpeanMcBa Mo BpeMe Ha ITbPBHA B BTOPHA TPHMECThD Ha
GpeMEHHOCTTA, OCBEH ak0 TOBa He € aGCONIOTHO HeoGX0AHMO. AKO MENOKOCHKaM ce ynoTpebsasa ot
JKEHa, KONTO Ce ONMTBA /1a 3a4CHE WX N0 BpeMe Ha TLPBHA WA BTOpHS TPHMECTHP Ha OPEMEHHOCTTA,
TpAOBa Na ce W3N0JI3Ba Hal-HUCKATAa BB3MOXKHA 1034, 33 BE3IMOMKHO Hal-KpaThbK NEPHOA OT BpEME.

[To BpeMe Ha TPeTHA TPHMECTEP Ha OpeMeHHOCTTAa BCHUKH HHXHOHTOPH Ha IPOCTarnaHAHHOBHS
CHHTE3 MOTaT J1a PHYHHAT
Ha deTyca:
- KQPAMO-TYJIMOHAIHA TOKCHYHOCT (¢ MPEKACBPEMCHHO 3aTBapaHE Ha AYKTYC apTepHO3YC H
NYJIMOHAJTHA XHTIEPTOHHA);
- 6BOpeuna AHChYHKIHA, KOATO MOJXKe Jia mpepacTHe B 6u0pevHa HeAOCTATHYHOCT C OJIHIO-
XH/IPOAMHHO3A.
Ha maiikaTa d [U10Aa B Kpad Ha OpeMeHHOCTTA:
- BB3MOXHO YABKABAHE Ha BPEMETO HA KBPBSHE, AHTHArPEraHTeH eekT, KOHTO MOKE Na ce MOABH
JOPH [IPH MHOT'O HHUCKH JIO3H;

- HHXHOMpaHe Ha MATOYHUTE KOHTPAKIMH, KOETO Aa JOBeA€E N0 3abapsHe Wi yaIb/KapaHe Ha
paKaaHeTo.

o —— Ty Ty,
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[Topanyu ToBa, MENIOKCHKAM € IIPOTHBOIOKA3AH IO BPpeME Ha TPETHS TPUMECTHD Ha

Kspmene g
Uzpectro e, ue HCIIBC npeMiHapaT B KEpMATa, BBIPEKH Y€ HIMA TAKLB OITAT b Moya]’ oy Pan
npuqHHa yrnorpebaTa My He ce NpenopbYBa NPH KEPMAaUuKH.
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KnpMene
UspecTHO ¢, ve HCIIBC npeMHHAaBaT B KbpMAaTa, BHIIPEKH 4Ye HAMA TakbB oMt ¢ Movalis. Ilo TasH
NpHYHHA yNoTpedaTa My He ce NpenopbYBa IPH KbPMAdKH.

PepTHIARTET

Yoorpebara Ha MENTIOKCHKAM, KAKTO H Ha KOETO H 2 € APYTo JEKAapCTEO, 332 KOETO € H3BECTHO, Ye
HMHXHOMpa LHKI0OOKCHIeHa3aTa/ IPOCTarIaiHHOBHA CHHTE3, MOJXKE Ja HAPYILIH KEHCKHS QepTHIHTET
W HE C€ NPENOPHYBA NIPU MEHU, KOMTO NPABAT ONUTH fa 3a4eHaT. [lo Ta3u NpyUuKHa NpPH KEHUTE,
KOMTO MMAT 3aTpyAHEHH: Ja 3a0peMeHenT WK TIPOBEXIAT H3CIeABaHH 3a CTEPHIHTET TpaOBa Aa ce
0OMHCIIU NpeKpaTaBaHe ynoTpedaTa Ha MeJIOKCHKaMm,

4.7 EdexkTn BbPXY cIOc00HOCTTA 32 mOpHpaHe H padoTa ¢ MAIREH

He ca npoBexxzaHH Nnpoy4yBaHHs Ha eeKTa BBpXY cnocoOHoCTTa 32 1ropupaHe 1 paboTa ¢ MaIIHHH.
Brnpexu ToBa, Ha 0azara Ha (papMaKOAMHAMIMHUA OpOQHA H CHOOMABAHHTE HEXKEIAHM pEaKLiHH, 1o-
BEPOATHO € MEJIOKCHKAM 12 HAMA HHKAKBO HJIM J1a OKa3Ba HE3HAYMTENHO BIHSHUC PEPXY TE3H
cnocofHocTy., Benpeku ToRa, MAUMEHTH NPY KOHTO Ce MOABKT 3PUTEIIHN HAPYICHNS, BRIIFOUNTENHO
3aMBIVICHO BIDKAAHE, CBETOBBPTEK, CBHIHBOCT, 3aMAAHOCT HIH APpYTH ONJIAKBaHMA OT CTPAaHA Ha
IIEHTPAJIHATA HEPBHA CHCTEMA, TPAORBA Aa ce BB3IABPKAT OT IodupaHe ¥ pabota ¢ MalIUHM.

4.8 Hexenand JeKAPCTBeHH PeAKIAA
a) Obwo onucanue

KnMHAYHH NpoyuBaHHMA H eNHASMHOJIOTHYHN JaHHK [IOKA3BaT, ye ynoTpedara Ha Hakou HCIIBC
{0c00eHO BBB BUCOKH A03H Y NPH NPOALIDKUTENHO NPHACKEHUE) MOXE Ja Ce CBBPKE C IEKO
NOBMIICH PUCK OT APTEPHATIHH TPOMOOTHUYHM CHLOUTHA (HATIPHMEP MHOKAPICH HH(APKT WIH HHCYIT)
(Bk. T. 4.4.).

Hma crobmeHna 3a OTOLH, XHIEPTOHHA K CHpAEYHA HEAOCTATBhYHOCT, CBBP3aHM ¢ yrorpebaTa Ha -
HCIIBC.

Haii-uecro HabmoaaBaHHTe HEKENAHH PEAKLIAH Ca OT CTPAHA HA racTPO-HHTECTHHAHATA CHCTEMA.
Morar aa ce nogBAT NenTHYHA A3Ba, Nepdopalis WIH raCTpO-HHTECTHHAJIHO KbpPBCHE, KOHTO
NOHAKOra ca datanHu, 0codeHO NPY NAIMEHTH B CTapdecka Bu3pact (BXK. T. 4.4.). Cnexn ynorpeba ca
CHODLIABAHM rajieHe, IOBPbUAHE, JHAPHSA, METEOPH3bM, KOHCTHIIALIMA, Jucnencus, Oonka B croMaxa,
MEJICHA, XeMaTeME3a, YJIepO3eH CTOMATHT, 000CTpAHe Ha KonMT H 6osect Ha KpoH (BXK. Touka 4.4. -
CrieLHaIHM NIpeIYNPEXASHHA H Opeana3sHH MEpKH IpH ynotpeba) . C mo-Majika yecrora €
Ha0OmOaaBaH TacTpHT.

Texkn kKoxxHH nexenaHy peakumu (SCARs): noxinansand ca Stevens-Johnson (SJS) u TokcHuHa
enuaepManHa Hekponnsa (TEN), (Bxk. T. 4.4).

YecroTara Ha HaOmMoOgaBaHUTE HEXKENAHN ACKAPCTECHH peakilii NOCOYSHM NO-Aoay ce 0a3upa na
CHOTBETHATA MPOARA HA CHOOINABAHNTE HEsKENAHH PEaKMH OT 27 KNMHWYHM H3NNTBaHHA C
NPOABDKHATEITHOCT Ha JISYEHHETO - Hail-manko 14 gan. MadgopManusTa ce OCHOBABA HA KIHHUYHH
H3NUTBAHHUA, BKIIOYBAIH 15 197 nalumeHTH, KOUTO ca TIPHEMAaIH JHEBHH 103H oT 7,5 WK 15 mg
MENIOKCHKaM TabJIeTKH WK KaflCyJIH 3a epHo [0 eHa TOJUHA.

BrmodeHu ca HesKeJlaHH JIEKapCTBHH peaKIUHH, MOABWIM CE B pe3ylTaT Ha ChoOueHns TOMYHCHH BB

BpBb3Ka ¢ ynorpe0ara Ha MpOAYyKTa OT nasapa.

Hexxenanure peakinu ca KnacHQHIHpaHH CIIOpe] YeCTOTaTa, H3MON3BauKH Clie
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MHOTO yecTd (>1/10), wectu (>1/100 no <1f10) HeuecTH (=1/1 000 o < 1!100) 1%

thne HaMpaBeHa OLICHKA).



Penxu: npoMeHH B 6pos Ha KPBHBHHTE KIETKH (BKIIOMHTENHO B AH(epeHImanHoTo OpoeHe Ha Oenmre
KPBBHH KJIETKH), JIEBKONEHHA H TPOMOOIMTONCHHA

Cp0o010aBaHl ca MHOTO PEAKH CIyYal Ha arpaHyaoLMTo3a ( BX. TOUKa 8)

HapynieHus Ha HMYHHATa CHCTEMA
HedecTH: anepriuHy peakiiH, pasIHYHH OT aHAQHIAKTHYHA- WIH aHAQHIIKTOMAHM PEaKLMH.
C Heu3BeCTHA YecTOoTA: aHAMHIAKTUYHH PEaKIUH WM aHaPWIKTOHIHH PEAKIUH

JIcHXHYHH HApYIICHAS
Penku: U3ME@HEHHE HA HACTPOSHHETO, ChHYBAHE HA KOIIMAPH

C HEeH3BECTHA YECTOTA: TYBCTBO Ha OOBPKAHOCT, N€30pHEHTALHA

HapyineHud Ha HepepHATa CHCTEMA
YecTn: riapodonue
HeuecTH: 3aMatiBaHe, CBHIHBOCT

3pHTEIHA HapYILICHUS
Penky: HapyIIEHUs B 3PEHUETO, BKITIOYNTENHO 3aMBIJICHO 3peHHE; KOHIOHKTHBHT

HapyuieHnus Ha cJIVXOBHS anapar
HeuecTH: cBeTOBBpTEK
Penxn: OyueHe B yuIHTe

ChaeyHd HapYIIEeHHS
Penkn: cupuebnuene

Cro0iiapaHa € CEpACYHA HENOCTATEYHOCT, BBB Bpb3Ka ¢ neuenne ¢ HCIIBC.

CpA0BH HADYINIEHHA
HedecTH: NOBRINEHO KPBBHO HAMATaHe ( BK. ToUKa 4.4), 3auepBsBaHe

PecnipaTopHH, TOPAKAIHH H MEAHACTHHAIIHW H eHUs
Peakn: noABa HA ACTMA NIPH HHAMBHAM, ajiepruvHH KbM actiMpuH win apyru HCIIBC.

['acTpOMHTECTHHAJIHH HapYILICHU:

MHOTO YecTH: CTOMAIIHO-9PEBHH HEKECIAHH CHOMTHI KaTo [ayio (BKIIOUBAIM AMUCIICICHS, FaJeHe,
NOBphIaHe, croMamHa 60/1Ka, KOHCTATIALAA, METCOPH3bM, AHAPHA)

HevectH: OKYJTHA WIH MaKpPOCKCIICKA racTpo-HHTECTHHAJIHAE XeMOparis, CTOMaTHT, TACTPHT,
OPHIrBaHe

Peaxu: KOJINT, TACTpO-AYOASHATIHA 93Ba, e30darwur

MHOro peZiku: racTpo-HHTECTHHAIIHA nepdopanms

C HeMIBecTHA YeCTOTA: NAHKPEaTHT

I"acTpo-HHTECTHHANHO KBPBEHE, A3Ba WIH Nepdopaiys € BH3MOXKHO YIOHAKOra ja 6baaT TeXKH H
MOTeHNHANHO daTaiHi, 0COOSHO NPH NALMEHTH B CTAapYecKa BB3PACT (BXK. Touxa 4.4).

XenaroOHIMapHH HAPYIIEHHA
HeuecTi: HapyllerHe Ha uepHoApoOHaTa HyHKIMA (Hanp.MOBUINCHH HHBA HA 'Ipaﬂcammasm u

OunnpyOHH)
MHoro pefiki: XenaTHT 1 .;-:—_3“ e

HapyiueHHs Ha KOXKaTa M NOAKOXKHUTE ThKAHH
HeuecTn: aHrHoeaem, npypHryc, 0OpHB =N
Penxu: canipoM Ha CtuBBsHC-I[KOHCHH, TOKCHYHA SMTMACPMATHA HEKPONIM3a, y]:rrmcapm

Mmuoro penkn: 6yno3eH qepMaTHT, MyITH(HOPMEHA epHTEMa
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C Hen3BeCTHa YeCTOTA: peaKUMH Ha (OTOYYBCTBHTEIHOCT

br6peyny ¥ NUKOYONONIOBH HAPYIIEHHA
HeuecTH: 3aapbKKa Ha HaTpHil H BOJa, XHNIEpKaIHeMus (Bx. ToUKa 4.4 CneuuaiHH Npeaynpe:KaecHH

H MpeANa3HHA MepKH TIpH ynotpeta) abHOpMHM napaMeTpH Ha 6B6peunaTa dyHK1MA (HOBHIOEH
CepyMEH KpeaTHHHH W/WIH CepyMHa ypes)

MHoro peakn: octpa 0b0peyuHa HeAOCTATHYHOCT, OCOOCHO NPH NALHEHTH C PUCKOBH (PaKTOPH ( BK.
Touka 4.4)

OO0y HapyleHus ¥ YCIOBHA Ha MACTOTO Ha NpUIaraHe
HeuecTi: eaeM, BKIIOYHTENHO €IeM Ha JONHHTE KPaHHHLH

8} Hupopmanun xapaxmepusupauia onpeoenetu Cepuony Wi ¥ecmo noseReauiy ce
HeMNCe/Ianu peaKkijuu

MHoro penkH cyyau Ha arpaHyJIOHTO3a ¢a CHOOIaBaHH NMpPH NAlHEHTH, JEKYBAHA C MEJIOKCHKAM H
JAPYTH NOTEHIHANIHA MHEJIOTOKCHYHH J1eKapcTBa {BX.Touka 4.3).

2) Hesrcenanu pearyu, Koumo He ca Rab100aeanu eve 6pu3Ka ¢ npooyKma, HO KOUumo Kamo UARo
Ca npuemiu 0a ce cCébP38aM C OpYZu CHEOUHEHUR OM MO3U KAdc

Cro6maBaHo e opraHHo OB0peuHo yBpeskAaHe, BOAeLIo A0 ocTpa 6b0pedyHa HeIOCTATEYHOCT: MHOFO
PeAKH CIy4aH HA HHTECTHLIMANEH He(pPHT, ocTpa TyOY/IHA HEKPO3a, He(PPOTHYIEH CHHAPOM H
NaIKNapHa HEKPOo3a(BxK.ToUKa 4.4).

Crob1apane Ha NOAO3MPAHNA HEKEJAHH PEaKiAH

CrpobiaBaHeTo Ha MOJO3HPAHH HEXKeNaHH PEaKIHH Cesy paspemaBaHe 33 ynoTpeda Ha NeKapcTBeHUS
NPOAYKT € BakHO. TOBa MO3BOJIABA A3 NPOABIDKH HaGMIOAEHHETO Ha CHOTHOLLICHHETO TON3a/PHCK 3a
JIEKApCTBEHHS NPOAYKT. OT MEOMITHHCKHTE CTICLMANTMCTH Ce M3UCKBA Aa ChOOINABAT BCAKA
NOJO3HPaHa HEXEIaHA peaKiyia upes:

H3nsnHHETENHA areHIHA 110 JIEKapCTBaT2

yi. ,,JAaman I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

4.9 IIpenozapane

CumrrroMute Ha ocTpo npeposupane ¢ HCIIB ofuknoBeno ce orpanuyaBaTt 40 NETaprisi, CHIUIKBOCT,
rajicHe, MOBPBUIaHE H €MUracTpaiHa 6oJika, KOUTO B MOBEYETO Cy4YaH ca oOpaTHMH NpH
CBOTBETHHTE MepKH. MoXe Na ce NosBH racTpO-HHTECTHHAIHO KbpBeHe. TexXKOoTO OTpaBaHe MOXE J1a
NpeaU3BHKA XHIIEPTEH3HA, 0cTpa 0B0peHa HEAOCTATEYHOCT, YePHONPOOHA AUCHYHKITHA,
pecriMpaTopHa ACNpecHs, KOMa, KOHBYJICHH, ChPAEYHO-CBJ0B KOJIATC H chpaeyeH apecT. [1pu
tepaneBTHiHO normeiaHe Ha HCIIBC ca cbobmasaHu anadHNIakKTOHMIHH peakLMi, KOTO MOXe Jia ce
NOABAT M ClIeR NpeAO30paHe.

B cnyuaif wa npenozupane, nangpeHTHTE TPAOBa Aa ObAaT NOANOKEHHM HA CUMITTOMATHYHO JICUYCHHE H
Aa OBNAT NPHIOKEHH HAKOM o0umo nogkpensium MepkH. B wimHMuyHO u3nuTBaHHe ¢ Ouio
YCTAHOBEHO, Y€ NepopanHa no3a oT 4 g XONecTHpaMHMH, NPHEMaHA TPH IThTH JHEBHO, YCKOPABa
ENMMMHHHPAHETO HA MEJIOKCHUKAM.

5. ®APMAKOJOIHYHH CBOMCTBA - TP
5.1 ddapMaxoAHHAMHYHHE CBOHCTBA

DapMmakoTepanesTH4Ha rpyna: HecteponiHO NPOTHBOBE3NAIMTE/IHO CPEXCTRO, OKCHI{aM ;.
\'1 '!..-t .:\ 1
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ATC kox: MO1ACO06
Menoxcukam e HecTepouaHo nporHBopb3nanuTenHo cpeacTso /HCIIBC/ or knaca Ha oKcHKaMHTe,
KO€TO HMa NPOTHBOBB3NAIMTENHH, AHAITCTHYHH K AHTHNHPECTHYHH CBOHCTBA.

IIpoTHBOBB3INANHTEIHATA AKTHBHOCT HA MEJTOKCHKAM € JOKA3aHAa MPH KIaCH4EeCKH MOACITH Ha
sb3naneHde. Kaxro v npu apyrurte HCIIBC TouHMAT MexaHM3BM Ha ACHCTBHE OCTaBa HEH3BECTEH.
Brnpeky ToBa chIECTBYBA MOHE €JHH 001l HaYHH Ha aeficTBHe, xapakTepeH 3a Bewuki HCIIBC
(BKMOYHTENHO MEIOKCHKAM): HHXHOHpaHe Ha OHOCHHTE3aTa Ha NPOCTArNaHAWHH - H3BECTHH
MEHATOPH Ha BB3NAIICHHETO.

5.2 @PapMakoKHHETHIHMW CBOHCTBA

Abcopbums

MenokcHkaM ce abcopObrpa 1o0pe OT racTpoO-MHTECTHHAITHHA TPAKT, KOSTO peduIeKTHpa KATO BUCOKA
a6comoTHa GHoHanw4aHOCT 0T 90% cnen nepopanHo npuioxKeHHe (kancyau). TabneTkure,
NEepOopalIHATA CYCIICH3HA H KancyuTe ca 6HOEKBHBATIEHTHH.

(Cnex npunaraHe Ha eAHHUYHA 2034 MEJIOKCHKAM, CPEAHUTE MAKCHMAJIHH ILTA3MEHH KOHLIEHTpaLUHH
¢€ JOCTHraT B paMKHMTE Ha 2 [aca 3a CYCIEH3UATA U 5-6 yaca 3a TRbpauTe nepopanau Gopmu
(rabneTxu H Karcyam).

[Ip1 npunaraHe Ha MHOTOKPATHH A03H, steady-state ¢ nocTurHar 3a 3 10 5 AHM. JJ03MPaHETO BEAHBK
JAHEBHO JOBEXK/A 10 CPEIHHM I[UTa3MEHH KOHLEHTPAlHH Ha J1EKapCTBOTO C OTHOCHTENHO No-cinabo
oTKIOHeHME Ha P/T KoHeHTpanun B nopaaska ot 0,4-1,0 ug/ml 3a ao3u 7,5 mg u 0,8-2,0 pg/ml 3a
a034 15 mg, pecriekTHBHO (choTBeTHO Cmin 1 Cmax npwu steady state).

Cpeanvre MaKCHMaJTHH TUIA3MEHH KOHLSHTpaLMu 1pH steady state ce mocTurar B paMKuTe Ha 5 50 6
Jaca 32 TabNeTKuTe, KalcyJMTe H NepopanHaTa Cycnensna, pecnektueao. CrenedTa Ha abcopbupane
Ha MEJIOKCHKAM CJIeH MIEPOPATHO NPHIOKEHHE, He Ce IIPOMEHA MPH CAHOBPEMEHHO IPHEMAHE Ha

XpaHa WM ynoTpebara Ha HCOPraHUYHHA AHTHALHIH.

Paznpenencuue
MenoKCHKaM ce CRBP3Ba MHOI0 3APAaBO C IUVIa3MEHHTE MPOTEHHH, OCHOBHO ¢ anbymus (99%).

MeJIoKCHKAaM IPOHMKBA A00pe B CHHOBHATHATA TEYHOCT, 3a JIa A3/l KOHLICHTpaLHi NPROIH3NTENHO
IOJIOBUHATA OT TE€3H B [1A3MaTa.
O6eMET Ha pasnpeaeNieHAE € MarbK, T.€. NpubamsuTento 11 L cien HHTpaMyCKyIHO. FUIH

HHTPABEHO3HO NPHIOKEHHE H OKA3Ra HHAMBHAYAIHN OTKIOHEHHS OT nopaaska Ha 7-20 %. O6eMbT
Ha pasnpeZelieHHe CIS NPUEM Ha MHOTOKPATHH OpaJIHM J03H Menokcukam (7.5 1o 15 mg) e oxono

16 L ¢ koeduimmeHTH Ha OTKIOHEeHNe, Bapupainy o1 11 no 32%.

buorparchopMaLus

MenoKcHKaM NpeTHPIAEa eKCTEH3MBHA YepHOAPobHa O1oTpaHchopMaLgs.

B ypHHaTa ce OTKpHBAT HETHPH pazIHiHH METalOMKTa HA MEJIOKCHKAM, BCHUKH OT KOHTO Ca
dapMakogHHAMHYHO HeaKTHBHH.OCHOBHMAT MeTabonuT, 5°-kapbokcuMenokcukaM (60 % ot nosara),
ce o6pa3yBa MOCPEACTBOM OKHCJICHHE Ha MEXIHHHHA META0ONHUT 5°-XHAPOKCHMETHIIMENIOKCHKAM,
KOHTO CBILO C& EKCKPETHPA, HO B TIO-HUCKA cTeneH (9 % ot mosata). [IpoBeneHMTe HH BUTPO
Hpoy4BaHHA TpeAnosarat, ue CYP 2C9 urpae BakHa pomis B TO3H META00NHTEH ITBT, ¢ MEHHMAJICH
npuHOC 0T CYP 3A4 u3oeH3uM. BepoaTHO OT MEPOKCHAAZHATA AKTUBHOCT Ha NMALTHEHTA 3aBUCAT
JApPYIrMTe Ba METabOJINTA, KOHTO NPSACTARIABAT ChOTBETHO 16 % 1 4 % or npunoxkeHara nosa.

EnumMuHKpaHe
MenokcukaM ce eKCKpeTHpa OcHOBHO mof opMaTra Ha MeTaboNNTH, KOHUTO c€ OTKpHBAT B €AHAKBa
cTeneH B ypuHaTta W (pekanuure. Ilo-mManko ot 5 % or AHeBHaTa 71032 CE€ €KCKPET) et HeHa

BBB JEKATHUTE M CaMO CIIEAM OT HEMPOMEHEHO KOMYSCTBO C& EKCKPETHPAT B YPH#
CpeHusT eMMMHHALMOHEH NOMYKMBOT BapHpa MexKkIy 13 1 25 vaca cinex opaJ}'H@fﬁ”

HHTPaBEHOSHO NpiokeHHe. OBIIMAT MIasMeH KIHPLHC € okono 7-12 mLinmd/cyell xnak
Pl R L AN,
A03H, MPHIOKEHH OPATHO, HHTPABEHO3HO WJIH PEKTATHO. 1 { Vo iny ey
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JluneitHocT/HeIMHEHHOCT
Menokchkam nmokasea auHeiiHa (papMaKOKHHECTHKA B TePaneBTHYHMA AO30B JMANa3oH oT 7,5 mg A0
15 mg ciien nepopaTHO UIH HHTPAMYyCKYJIHO TTPHIOKEeHHE.

Coenpansyi nonynaiiM

Hayuenmu c ueprodpobua/bvbpeuna nedocmamvynocm

dapMaKOKHHETHKATA Ha MEJIOKCHKAM He ce MOBJIHABA CHUIECTBEHO HUTO OT YepHOApoOHA, HUTO OT
NIeKa 10 yMepeHO Texxka 6n0peuHa HexocTaTbeHOCT. TTaliMeHTH ¢ YMEpeHO Teskko 6r0peyHo
YBpEXKAaHE ca MMAJIH 3HAYMTEHO NO-BUCOK 0DIN JIEKapcTBeH KIHPBHC. HaManeHo cebp3asase ¢
OenTbuMTe ce HaOMoAaRa MPU NaNKeHTH ¢ TepMuHania OuOpeuna yepena. [lpu Tepmunanna
ObpOpeuHa HeIOCTATHUYHOCT, MOBHIIABAHETO HA 00eMa Ha paznpeeISHIAE MOXKe J1a JOBEAE 10 110~
BHCOKA KOHIICHTpAIlHA Ha cBOOOAEH MeIOKCHKAM H IO Ta3H NpHYKMHA He TpAOBa Aa ce HaABHLIABa
IHeBHATA J03a OT 7,5 mg.

HHayuenmu ¢ cmapyecka svapacm

[lamenTHTe B CcTapyecka BB3pACT OT MBKKH IO INPOABABRAT MNOAOCOHH (papMaKOKHHETHYHM
napaMeTpH, B CPABHEHHE ¢ Te3H NPH MJIaJH MBXKH MHAABHIOH. [[anMeHTHTE B CTapUecKka BB3pacT OT
JKeHCKH 1101 ¢a nokasaiaH 1mo-BHCOKH AUC-CTOHHOCTH M HO-ABABI €MHMHHAIHOHEH MONY>KHBOT B
CPaBHEHHE ¢ TE3M IIPH M1 NMAHHEHTH OT ABAaTAa MOJA. |

CpeanusaT nna’MeH KIMpLHC TNpH steady state mpM nmanMeHTH B HaMpeAHana BL3pacT € MaJKo Io-
HHCEK OT TO3H, KOHTO ce ¢h00MIara IMpH No-MJIAJNHTE [TALHEHTH.,

5.3 IlpeAxNHHAYHEN AANHHE 32 6e30macHOCT

B npenxnuHptHE WM3MTBAHWAA NPH TOBTApAIlM ¢€ BHCOKM JI03M, PR OBa >XMBOTHHCKH BHAA, €
YCTAHOBEHO, Y€ TOKCHKOJOTHYHHMAT TNMpodw HA MENOKCHKAM € HAEHTHYEH ¢ TO3H Ha IPYTHTE
HCIIBC: racTpOMHTECTHHAIHH 43BM H €pO3HH, Ob0peUHa NanuaapHa HeKpo3a.

PenpoayKTHBHH NPOYYBaHHA € NEPOPAIHH JO3H IIPH ILTHX0BE [TOKA3BaT HaManasaHe Ha 6pod Ha
OBYNALMATE H HHXHOHPAHETO Ha HHAANUATA M eMOPHOTOKCHYHHE edekTH (MOBHINEHa pe3opOima) npy
TOKCHYHH 3a MaiKkaTa 7o30BH HEBA OT 1 mg/kg win no-eHcokH. M3nureaHus 3a TOKCHMHOCTTA BBPXY
BE3MPOH3BOACTBOTO Ha TLTEXOBE W 3aiilll He MOKA3BaT TepaTOreHHOCT ;10 NepopaiHy 1034 or 4 mg/kg

npu wrsxoee H 80 mg/kg npu 3aiim.

HacnenpasiTe ZO30BH HHBa HAABHINARAT KIHHHYHATa A03a (7,5-15 mg) ¢ koepurment ot 10 1o 5
IBTH, H3YKCIeH 38 mg/kg ot 6a3zoraTa Ao3a (pH YoBeK ¢ TenecHo Terno 75 kg). deToTOKCHIHHAT
edeKT B kpas Ha GpeMEeHHOCTTa, H3pa3eH MPH BCHYKH HHXHOMTOPH Ha NPOCTArIaHAMHOBHAA CHHTES €
onucaH. He ca oTKpuT NaHHH 3a MyTareHeH eQekT in vitro, HUTO in vivo. HaMa oTkpHT
KapLMHOPeHEH PHCK MPH ILTEX0BE H MUILIKH IPH A03H 3HAYMTENHO HAABHINABAINH KIHHHYHHTE.

6. GAPMAIEBTHYHH JAHHWN
6.1 CpoHchK HA IOMOIMHATE BEIECTBA

Hatpues 1prrpaT JUXKHAPAT, TAKTO3a MOHOXHM/IPAT, MUKPOKPHCTAIHA 1ie/1y103a, NoBHAOH K25,
De3BONEH, KOJIOMZEH CHIMIHER JHOKCH]I, KPOCIIOBHIOH, MarHe3HeB cTeapar.

6.2 HechbBMECTHMOCTH
Henpunoxumo.
6.3 Cpox na roaroct

3 roauun
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64 Coenna/iHH YCJI0BHA HA ChXpaHeHHe

Hsama cnenmants yenoBrs Ha CBXPaHCHKE.
Jla ce cpxpaHABa B OpHIrHHAJIHATa ONAKOBKA, 3a J1a ¢e NPEArasH OT Bjara.

6.5 IanHH 32 OMAKOBKATA

Anymunuesd /PVC/PVDC/onuctepn B KapToHeHM KyTHH, cbhabxamu 10 1 20 TabneTkn.
He BcHUYKM BHAOBE OIMAKOBKH MOraT Aa ObJaT NMyCHAaTH B IPOAAXKOa.

6.6 Choenmajun OpexUA3IXA MEPKE OpH HIXBLPAUNE

HsaMa cnenyagy U3HCKBaHHY.

7. TIPATEXATEJ HA PA3PEIIEHUETO 3A YIIOTPEBA
Boehringer Ingelheim International GmbH

Binger Str. 173
D-55216 Ingelheim am Rhein

I'epmanns

8. HOMEP(A) HA PASPEIIIEHHUETO 3A YIIOTPEBA
9600237

9. HAATA HA ITHPBO PA3PEIHABAHE/IMIOAHOBABAHE HA PASPEILIEHUETO 3A
YIIOTPEBA

Hata ra mepBo paspewmapane: 01.10.1996
Jlara Ha nocnenHo noaHoeseaHe: 06.04.2007

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

07/ 2017
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