KPATKA XAPAKTEPHCTHKA HA IMIPOTYKTA

1. UIME HA JIEKAPCTBEHHUA ITPOAYKT
MEJIOKCUKAM JAHCOH 15 mg/1,5 m]l uiokekuuoHeH pasTBOp
MELOXICAM DANHSON 15 mg/1,5 ml solution for injection

2. KAYECTBEH H KOJIMYECTBEH CBCTAB

Beska ammyna ¢ 1,5 ml MHKeKLIMOHEH pa3TBOp ChIbPKa AKTHBHO BEIIECTBO MENIOKCUKAM (meloxicame)
15 mg.

3a MbJIHHUA CIIMCBK HA MOMOLIHUTE BeLEeCTBA, BUWKTe TouKa 6. 1.

3. JEKAPCTBEHA ®OPMA N3IbJIHUTENHA ATEHLMR N0 NEKAPCTBATA
KDAMKE XSPAKIMAPUGITILKA Ha NPOGYXTIM - [IpuAOKeHUe 1
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4. KIMHUYHHU JAHHHU
4.1. TepaneBTHYHH NOKAIAHHSA

KPHTKOCPD'-IHO CUMITTOMATHHHO JICYCHUC HA OCTPH exzauepﬁaunu Ha pCBMATOHACH 4pTPHT H
aHKHJAC3Uupall CITOHAHWIHT, KOIraTo ynomeﬁa'm Ha 1I€poOpandd H PpEKTalH#A NMPpOOYKTH HE € Bb3MOXKHaA.

Menokcukam JJAHCOH ¢ nokasaH npu Bb3pacTHH.

4.2. J1o3MpPOBKAa H HAYHH HA MPHJIOKEHHE

Ho3uporka

[To 15 mg nenboKO MHTPAMYCKYJIHO MPHICKEHHAE BEAHBXK AHEBHO.

HA HE CE IIPEBULLIABA J1O3ATA OT 15 mg/nHesHo.

JleueHueTo OOMKHOBEHO € OIPpAHHUEHO A0 €AHA MIDKEKLAA B HAYAJOTO HAa JICUCHHMETO, ¢ MAaKCHMallHa
NPOXLIDKUTETHOCT Ha NMPIIOKEHHUETO 2 10 3 IHU NpH ocoDeHHU CiTyyau (HarpuMep, korato ynotpebara Ha
NEPOPATHHU Y peKTAHK NPOAYKTH HE € BL3MOXHA).

Hexxenanure eKapcTBEHH peakildd MoraT aa Obar HaMaleHH Karo 3a KOHTPOJIMPAHE HA CHMITTIOMMTE CE
NPWIara Bb3MOKHO Hal-HUCKATA eheKTYBHA 71033 32 BE3MOXKHO Hai-KpaTbk NEpHOL OT BpeMe (BK. To4ka 4.4).
Hyxxaure Ha naitMeHTa oT 00/1€KHABAHE HA CUMITTOMMTE W HETOBUAT OTTOBOP HA NEYe

ObaaT nmpeoLeHABaHH MEPHOAUYHO,

Cne RONYJT

Hayuennmi e cmapuecka 8u3pacht U RAUUCHINY C NOSIRUEH DUCK 0T HEJICENArH U DeaKyti (¢



[1pu naieHTUTE B CTAPHECKA BB3PACT NPETIOPBYNTENIHATA 1034 € 7,5 mg AHeBHO. [IpH MatMeHTH ¢ NOBULLIEH PHCK
OT HeXeJIaHM pedKiMM JleYeHHETO TpsOBa a Oble 3ano4HaTo ¢ 1o03a ot 7,5 mg aHesHo (1/2 aMmyaa ot 15 mg)
(B:k. TouKa 4.4).

TTavperimiu ¢ 6ubpenro yepesicoare (8xc. mouxa 5.2)

Ipy naipenTH ¢ 6EOpedHO YBpeKAaHE, KOMTO €a MOAIOKEHH Ha XEMOZHAITH3A, 034Ta He 'i'pnﬁﬂa 1a NpeBUILLIABA
7,5 mg muepHo (1/2 ammyna ot 15 mg). He ce u3uckea HaManaBaHe Ha 103aTa MpH MALMEHTH C JIEKO 10 YMEPEHO

6b0peuHo yBpesKnaHe (HanpuMmep, NpH NMAUMeHTH ¢ KPEATHHUHOB KIIMPBHC Hajl 25 ml/ min). 3a neucHre Ha
NALMEHTH ¢ TeXKa OLOpeyYHa HEROCTATBHHOCT, KOMTO He NMOAEKAT Ha IHau3a, BHOKTE TOYKA 4.3.

Tlaverimu ¢ veprodpobHO yepedicoare (6xc. moyuxa 3.2)

He ce u3KcKkBa HAMATIABAHE HA I03aTa NPH MALMEHTH C JIEKO 10 YMEPEHO YepHOAPoOHO YBpeXKIaHE. 33 JieUeHHe
Ha MAlMEHTH C TEXKO YePHOAPOOHO YBpEKAaHE, BIDKTE TOUKa 4.3.

[Teduampuna norynan.

Menokeuxam JJAHCOH 15 mg/1,5 ml HibkeKIoHeH pasTBOp € MPOTHBONOKA3AH NPH AeLa H FOHOLIM 1o, 18-
roAMILIHA Bb3pacT (BX. Touka 4.3).

HauyH HA NPUIOKEHHE

MHTpaMyCKyJTHA MEDKEKLHSL.

HipkexupnTe TpSOBa [1a Ce MPaBsT B CTPOTNO aCENTTHYHH YCJIOBHA H A CE MOCTABAT BbB BLHILHATA YaCT HA NOPHHUSA
BBHILEH KBAPaHT HA CEJATMIIETO, TWIOOKO B MycKyna ¥ OaBHO. [ Ipu noBropeHue Ha MpKeKupsITa ce NpenopbLysa
71 ce pelyBaT ABETe CTpaHu Ha ceaammieTo. [Ipem HipkeKTHpaHeTo € BAKHO Aa e aciUpHpa, 3a 212 C€ NMOTRLPIU,
Yye UINIAaTa He € NoNajHAIa B ChA,

B cmyuaii Ha cuTHa 60UTKa MNP HIDKEKLMATA, HIKSKTHPAHETO TpsOBa [1a ce MpeyCTAHOBU HezabaBHO.

AKO NalMeHTHT € ChC CMEHEHA THZOGBIQZBHH CTaB4a, MIDKCKINATA TpﬂﬁBﬂ Aad CC NNOCTABA B IMPOTHUBOTIONOHHATA CTPpdHA
Ha CCIATHUICTO.

4.3. IIpoTHBONIOKAZAHHSA

To3u neKkapcTBEH NPOAYKT € MPOTHBONOKA3aH B CNIEAHUTE CYYaH:

* CBPBXYYBCTBHTEIHOCT KbM AKTHBHOTO BELIECTBO WM HAKOE OT ITOMOILIHMTE BEULECTBA,
MIOCOYEHH B TOUKA 6;

. npe3 TpeTHs TPUMECTBP OT OpeMeHHOCTTa (BXK. TOUKa 4.6);

o NpY Jela M KHOLY 1o | 8-roauiHa Bb3pacT;

. CBPBXYYBCTBUTEJIHOCT KbM AKTHUBHH MONEKYNM CcbC cXxoaHo neicteue, karo HCIIBC u

aueTHicanHuunosa xkucenuHa. Menoxcukam JAHCOH #e TpaOBa aa ce npwunara npu NauMeHTH, KOUTO
ca pa3BWJIH aCTMATHYHW CUMMNTOMH, HAa3aIHU MOMWIH, AHTHOHEBPOTHYEH e4eM HIIH YPTHKapHA cliel
NIPHEM Ha alleTHICATUIWIOBa KucenruHa win apyru HCIIBC,

° aHaMHe3a 3a CTOMALIHO-4YPEBHO KbPBEHE WM nepdopalns, CBLp3aHu ¢ PeaXOJHO JIEYCHHE C
HCIIBC;

. AKTMBHA WM aHaMHe3a 3a pelMJMBUpalla NMENTHYHA A3Ba/ KPBbBOH3IIHMB

OTJENIHH €MU304a Ha J0Ka3aHH A3Ba UM KBPBEHE);

° raCTPOMHTECTHHAIIHO KbpPBEHE, aHaAMHE3a 3a MO3bYEH KPBBOHM3JIHB HII

KPBbBOCHCHPBAHETO;

. TEXKO yBpeAaaHe Ha yepHoapoOHaTa (pyHKLUS;

* Texkka 6b0peyvHa HeAOCTaTEYHOCT, HEMOAJIOKEHA HA NHAITH3A;



. TEXKa ChpAeYyHa HENOCTATHYHOCT;
. HapyLLeHHs Ha KPbBOCBCHPBAHETO WIH aHTHKOAryJIaHTHA Tepanus (TPOTHBOMOKA3aHUETO €
CBBP3aHO ¢ UHTPAMYCKYJIHHA HAYKWH Ha MPUN0KEHHE).

4.4. CnenuaHH npeaynpekAeHHA H NPeXNA3HE MEPKH NpH ynorpeba

HexenaHuTe NeKapCcTBEHH PEaKLIMK MOrar na 6s1aT HaMalleH’ KaTo 3a KOHTPOJIMPAHE Ha CUMITTOMMTE
ce IMpWiara Bb3MOXKHO Hali-HHCKaTa e(eKTHBHA 032 33 Bb3MOXXHO Hal-KpaThK NEPHO OT BpeMe (BXK.
Touka 4.2 W NMOCOYEHHMTE MO-JO0NY TacTPOMHTECTHHANIHH, KapAHOBACKYJIAapHH H MO3bYHO-CHAOBH

PUCKOBE).

[IpenopbuMTenHata MakcHMalHa AHEBHA 1033 He TpsAbBa na ObAe NpeBUIliaBaHA B CAy4Yal Ha
HEIOCTATBYEH TEpanesTHHEH edeKT, KakTo He TpADBA na ce BIio4Ba kbM Tepanusra Apyro HCIIBC,
TB# KAaTO TOBA MOXE Ja NMOBHMINM TOKCHYHOCTTA, a4 TEPaNEBTUYHUTE MPEOIUMCTBA HE ca HOKa3aHHU.
CobBmecTHaTta ynorpeba Ha menokcukam ¢ apyru HCIIBC, BKIIOUHTENTHO LIMKIOOKCHIeHasa-2
CENIEKTUBHU HHXHOMTOPH TpAOBa aa ce u3bAarea,

Menokcukam JJAHCOH He ¢ nogxonsn 3a obiiexkyaBaHe Ha CMMITTOMMTE NPH MallMEHTH, HYAJaelllu
ce oT obnekuyeHre Ha octpa bonka. KnuHuuHaTa nonsa oT nedyeHweTo TpgOBRa Aa ce MPEOCMHCIIH NpH

JIUTICA Ha HO,I[DﬁpEHHE Cjied HAKOIKO AHH.

HPGI[H 34II0YBAHE HA JICYEHNE ¢ MEJOKCHKAM € HeoO0X0JUMO AapocijcadBaHe 3a aHaAMHC3a 3a ESOq)ﬂl"PIT,
racTpur ¥/ WIH NenTH4yHa A3Ba, C LEA Xa C€ OCUTI'YPH TAXHOTO NOBAHO H3JCKYBaHE Npeaid JEHEHHETO.
Heobxonumo e PYTHHHO IPOCICAABAHE 34 IMTOABA Ha pELIHAHBH ITPH NALIHCHTH, JCKYBAHH C MCJTOKCHKaM

W C aHaMHe3a 3a TakyBa pa3CTPOMCTRA.
T'acmpo-unmecmunannu epexmu

IIpu ynorpeba na HCIIBC ca qoknanBaHM racTpOMHTECTHHAIHO KbPBEHE, A3BU U nepdopalHHi, KOUTO
MOXXe Jia ca (aTallHH, N0 BCIAKO BPEME Ha JIeYEHHETO, ¢ WM 0e3 Hanuyuero Ha npeaynpexaaBallii
CHMITOMH WM NpeaMLIHA aHaMHE3a 33 CePHO3HM NACTPOUHTECTHHAIHHY CHOHTHA,

I1pu nauMeHTH ¢ aHaMHe3a 3a A3Ba, 0COOEHO aKo € YCIIOKHEHA OT KPbBOM3IIMBH WIH nepdopaums (Bx.
TOYKa 4.3), KAKTO ¥ [IpH NaLHEHTH B CTapyecKa Bb3pacT, pPHCKBT OT FT4CTPOHHTECTUHAIIHO KbPBEHE, A3BU
Wi nepdopauns ce ypenudasa ¢ nosuiasaHero Ha po3ata HCIIBC. [1pu Te3n nmauueHTH IEUEHHETO
TpabBa na O6bAc 3ano4YBaHO ¢ HaW-HHCKaTa Bb3MOXHA no3a. Ilpu Te3n mauueHTH, KakKTo U NpH
MalUeHTUTE, IIPH KOUTO C€ U3HMCKBA CHhBMECTEH NpHeM HA HUCKH JI03U aCITMPWH WM IPYTH JIEKApCTRa,
KOMTO MOTaT Aa NOBMLIAT FACTPOMHTECTUHAIHMA PHCK, MOXeE a ce oOMHCIUM KoMOHHMpaHa Tepanus
ChC 3aLMTHH AreHTH (HanpuMep, MA3ONMPOCTON WIH HHXHOMTOPH Ha NMPOTOHHATA FIOMIIA) (BXK. N0-A00Y

U ToukKa 4.5).

[TauiyeHTHTE ¢ aHAMHE3a 33 raCTPOUHTECTUHANHA TOKCUYHOCT, 0COOEHO aKo ¢a B CTap4yecka Bb3pacT,
TpsAbBa Na JOKNIagBaT BCUHMKH HeoOWuaiiHu aOAOMHHANHK CUMITOMH {(0CO0EHO raCTPOHHTECTHHAIIHO
KbpBEHE) Hall-Be4e B HAYATHUTE €TaITH Ha JIeYeHHETO.

H3uckBa ce BHHMaHHe MNpH NN4alUHCHTH, KOUTO INPpHEMAT CBEBMCCTHO JICKAPCTBA, KOMTO MOrIatT Ja nOBHUIAaT
PHCKA OT A3BH WIH KBPBCHEC, KATO XCINIApHH, IMpHarad 3a cCaMOCTOATC/IHO NICUCHHUE HITKM B rE€pHaTpHUATa,

AHTHKOATY/IaHTH KaTto Bap(apuH WIH JPYrH HECTEPOMIHM TMNPOTHBOBL3MAIMUTEIHH JIEKapCTBa,
BKJIFOUMTEJIHO aLETHWICATULMIIOBA KUCEIMHA, MPHEMaHa B TIPOTHBOBBINANIMTEIHU A03H (>

WK > 3 g AHeBHO) (BXK. TOUKa 4.5).

KoraTto npy nauueHTH, JeKyBaHH ¢ MENOKCHKAM C€ NMOABH raCTPOMHTECTHHAIH
JEYEHHETO TpAORA a CE NPEeyCTaHOBH,




HCIIBC Tpabea ma ce npunarat ¢ BHUMaHME NpPH NALMEHTH C aHaMHe3a 3a racTpOMHTECTHHATHO
sabongsaHe (ylepo3eH KoauT, bonect Ha KpoH), Thil KaTO TE3H ChCTOAHUA MOraT ga ce 0boCcTpAT (BIK.
Touxka 4.8).

Kapouosacxynrapru u Mo3vyHo-cvoosu eghpexmu

HeobxooquMo € na ce OCHrypaT noAXoAsilo HabMOAeHUE U CHhBET 3a [IalMEeHTH ¢ aHaMHe3a 3a
XHITEPTOHUA W WA JIeKa 1O yMepeHa KOHIECTHMBHA ChpAeYHA HENOCTATHYHOCT, TbH KaTo MNpH
ynorpebara Ha HCIIBC ca noxnaasanu 3aabpxxaHe Ha TEYHOCTH H OTOLIH. -

[Tpean v ocobeHO B HAYATOTO Ha JIGUEHHETO C MEAOKCHKAM CE MpEenopbyBa KIMHHYHO CAEIEHE Ha
KPBBHOTO HAJIATAHE NPH MALMEHTH, HITTOXEHH Ha PHCK.

KiiHuYHHTE NpoyYBaHHA W eNUIEMHOIOTMMHUTE TAaHHHY TOKa3BarT, 4ye ynorpedara Ha rakou HCIIBC,
BIJIIOUHTENHO H MEJIOKCHKAM (0cOo0€HO BbB BUCOKH 03U H NPH NNPOABIKUTEHO NPUIIOKEHHE ), MOXKE
aa 65sJ1e CBhp3aHa C JIEKO MOBHIIIEH PHCK OT apTEPHAIHK TpoMmboTHHHU ceOUTHS (Hanpumep, uHdpapkT
Ha MHOKapja HJIM uHcyaT). HaMa RoCTaTBYHO HAaNWMHHM JAHHH, 3a 1a C€ H3KIIOYM TaKbB PUCK [PH
METTOKCHKAM.

[Tau¥eHTH C HEKOHTPOJIMUpPAHA XMIEPTOHMS, KOHMeCTHBHA ChpPAEYHA HEAOCTATBYHOCT, JAOKa3aHa
UcxeMHyHa GonecT Ha chpLUeTo, nepudepHa apTepHanHa dosect W/ WIM MO3BYHO-CBIOBO 3a00NsBaHe
Tpabpa 1a OBAAT JIEKYBaHH C MENOKCHKaM camo criell BHUMaTelnHa mpeucHka. [lomobHa npeuenka
TpsaOBa J1a Ce HAaMpaBy U NMPe/H 3aro4YBaHE Ha IBJITOCPOUHHO JICUEHHE NPH NALMEHTH C PUCKOBH GaKTOPH
33 ChpIEYHO-CBOOBO 3abonsBaHe (HanmpUMep XHNEPTOHUA, XUMEPIHNKAEMHA, 3axapeH auaber,

TIOTIOHOIYLLIEHE).

Kooicriu pearapiiu

Ilpu ynotpebara Ha MENOKCHKAM ¢a MOKIAABAHM KMBOTO3aCTpalllaBalll KOXHM peakiMu (CUHApOM Ha
CtuBbHC-JDKOHCHH H TOKCHMHA eMMIacpManHa Hexkponuza). [Taumuenrure tpsibea aa 611aT NOCHBETBAHM 34
NPOSBHTE H CUMITTOMHUTE U Ja 0bAaT npocneassaHu OTOIN30 3a KOXKHH peakUMH. PUCKBLT OT nmossa Ha

CvuapoM Ha CTUBBHC-JDKOHCHH WIH TOKCHYHA enuaepMaiHa HeKpOJH3a € Hal-BHCOK Ipe3 IibpBHUTe
CeOMULIH OT JICUEHHUETO.

AKO ce MOABAT CHMIITOMH Ha Te3H 3abonasaHus (HanpuMep Nporpecupal koxxeH 0OpHB, 4ecTo ¢ 00pa3yBaHe
Ha MEXYPH WIM MYKO3HH JIE3UH ), TEUEHHETO € MENIOKCHKAM TpsiOBa 1a 6bae NpeycTaHOBEHO.

Haii-noOpu pesysratu npH ornaaseaHeTo Ha CHHAapoMa Ha CTuBbHC-/DKOHCHH M TOKCHYHATA enMAcpManHa
HEKPOIH3a C€ NOCTHUIaT ¢ paHHAa JWarHOCTHKA M He3abaBHO MPEYCTAHOBABAHE HA JIEYEHUETO C JIEKAPCTBATA,
3a KOUTO C€ IORO3Mpa, Y€ Ca OTKIIOYHIM peakuMAaTa. PAaHHOTO INpeyCTAHOBABAHE Ha JIEYEHHETO €

CBBP3aHO ¢ No-go0pa MporHosa.

AKO NaleHTET € Pa3sBi/1 HAKOE OT Te3H ChCTOSHMA 110 BpeMe Ha JieYeHHe ¢ MENOKCHKAM, He TpAOBa a My ce
npuaara MeIOKCHKaM B ObaelLue.

Mma crobienns 3a cnydyau Ha puKkcHpaHa nekapcrena epynuus (fixed drug eruption, FDE) npu npuem
Ha MEJOKCHKaM.

MenokcikaM He TpAOGBa na ce npunara OTHOBO NpPH MAllMEHTH ¢ aHamHe3a 3a FDE, cebp3ana c
MENOKCHKaM. Bb3MOXHO € 1a Bb3HUKHE KPbCTOCAHA PEAKTHBHOCT C ApYTrH OKCUKaMA.

Ilapamempu na veprodpobua u 6vbpeuna gyrnxyus

Kakto u npu nosevetro HCIIBC, nonskora ca aoknaaeaHHA MOBHIIEHM HUB
NMOBULLIEH cepyMeH OUITUPYOHH WITH ApYry napaMeTpH Ha YepHoApoOHaTa QYKHLL
HHMBA Ha CepyMeH KpeaTHHHH H ypes B KpbBTa W APYTH HapyLUeHHA NpH aabopa



IIOBEYETO CAY4YaH TOBa ca OMIIH HE3HAYMTEIHHM U NPEXOAHH MOBUIIEHHA HAJ HOPMAJIHHUTE CTOHHOCTH.
AKO HSKOA OT T€3d aHOMAJIHUHM € CBIUECTBEHa MWW TNpPOABIDKUTENHA, jedyeHuero ¢ Menokcukam
JTAHCOH 1psa6ea na 6bae npeycranoBeHO W TpsiOBa Aa ce NpoBenaT ChOTBETHHTE H3C/IeIBaHHA.

Dyuxyuonartia bvOpeuHa HedoCIMANTLYHOCH

HCIIBC, upe3 nnxubupaHe Ha chaopaswypaBaiius edekr Ha 6uOpeynuTe npocrarnaHaIuHy, MOXe J1a
npeaU3BUKaT (YHKUMOHATHA ObOpeuHa HENOCTAaTLYHOCT Hpe3 HamalsiBaHe Ha TIJloMepynHaTa
dbunTpauus. Tazu HexkenaHa peaKUWsa € J0303aBHCHMa B HauanoTo Ha IeYeHHETO U MTPH MOBHINABAHE
Ha [o3aTa ce MpenopbyBa BHHUMATEJIHO NpociieisBaHe Ha auype3ara U ObOpeuHata QyHKUHS NpH
MALMEHTH ChC CIIETHUTE PUCKOBHU (PaKTOPH:

. [laupeHTH B cTapyecka Bb3pacT

. [TaryeHTH, KOUTO NpHEMAT ChBMECTHO JiekapcTBa KaTo ACE mHXMOUTOpU, aHrHOTEH3WH-I]
AHTarOHWCTH, CapTaHU, IUYPETULM (BK. TOUKA 4.5 B3aMMOOeHCTBHE C APYIrH JIEKAPCTBEHH NPOIYKTH H
APYTrH (hOpPMHU Ha B3aUMOAEHCTBUE)

XHUNoBOJNEMHUA (HE3ABUCHMO OT NTPHYHHATA)

JacToiHa CbpAeyHa HELOCTATHbYHOCT

bbOpeyHa HeaOCTATHEHHOCT

HegpoTHuen curapoM

JlymmycHa HedponaTus

Texkka depHompobHa nucyHKumA (cepyMmeH anOyMHH <25 g/1 wau pesynrar no Child-Pugh

>10)

B peaku cayuanm ynorpebata Ha HCIIBC Moxe na npHYMHM HHTepcTHLMANEH Hedpur,
rioMepynoHedpuT, OrOpeuHa MeaynapHa HEeKpO3a WIH HE(PPOTHYEH CHHIAPOM.

Jlo3aTa MeNOKCHKAM NpH MAUWEHTH B KpaceH cTanuii Ha 6s0peyHa HEJOCTATBYHOCT Ha XEMOAHAIIH3a He
TpaOBa na npesniuasa 7,5 mg. He ce n3nckpa HaMansBaHe Ha 103aTa MpH NALUMEHTH C JIEKO J0 YMEpPEHo
OBOpeuHO yBpexkaaHe (TpH MalHeHTH C KpeaTHHWHOB KAHPBHC Had 25 ml/min).

Hampuu, xanuii u 3a0vpacare Ha 600a

[Tpu ynorpeba Ha HCIIBC e Bb3mMOxHa HHAYKIIAA Ha HATPHH, KUK H 3a1bpXKaHE HA BOJA, KAKTO H
HHTEpdEpPEHIIUA ¢ HATPHYPUTHYHUA edeKT Ha AuypeTHUUTE. B nombiHeHHe Moxke na ce nossyd W
NOHH)KABaHe HA AHTHXHUMNEPTEH3UBHUA €(EKT HA aHTUXUNEPTEHIUBHUTE JIeKapcTBa (BXK. TouKa 4.5).
CnenoBaTeHO NMPHU MOJATIMEBH NTALIMEHTH MOTAT 12 C€ NMOABAT €l1eM, HEAOCTATbYHOCT HJTH XHITEPTOHNA
WIH Te3H ChCTOoAHHA Oa ce 3aabibouar. [lopaay ToBa e HEOOXOAHMMO KJIMHHYHO IIpOCIIEAsSBaHE Ha

NMaLHeHTUTE B PUCK (BXK. TOUKA 4.2 ¥ TOUKa 4.)
Xunepxanuemus

XunepKamMeMusTra MOXKe 11a Ob/1e TOBMSHA OT JUA0ET WK CHBMECTHO JIEUEHHE C JIEKAPCTBA, 38 KOUTO € M3BECTHO,
ye MOBHINABAT KanHeMusaTa (Bx. Touka 4.5). Ilpw TaxwBa cimyuyam Tpsbpa Ja ce U3BLPLUBA PEROBHO
NpociieIBIHE Ha HUBATA Ha KaJlHH.

Lpyzu npedynpescoenus u npeonazHu Mepxu

HexenaHure peakiMM 4YeCTO €€ MOHACAT MO-TEXKO OT MALMEHTH B CTapyecKa BBH3PAacT, HEMOLLHH WIH
cJ1abM NalMEHTH, KOUTO NOpany Ta3u NpuuHHa TpsadBa na 6bAaT BHUMATENHO nmpocsieasBaHd. Kakro U nipu
ocraHamure HCIIBC ce usuckea ocobeHO BHMMAHHME IMPU MALMEHTH B CTapyecka B’h:?.pa d_KOHUTO
6n0peuHaTa, YepHoApoOHaTa M ChpAevHaTa (PyHKUMHM vecTo ca yBpelaeHH. Ilpn naml KB
Bb3pacT c¢e¢ HabmopaBa IO-BMCOKA 4YeCTOTA HA HEXKEIAHHTE pEakiMH  KbM V& |
racTPOMHTECTHHATHO KbpBeHE M nepdopaliys, KOWTO MOTarT fa ca gaTanHu (BxK. Toukas. ¥

)
MenokcukaM, Kakto U ocranandre HCIIBC, Moxe na mackupa CHMITTOMHTE Ha|{Bemg &
WHGEKLUMO3HO 3adongBaHe. S\ &

BN




Kakro 1 npu ocrasamure HCTIBC, npunaratin MHTpaMyCKYJTHO, Ha MACTOTO Ha MIDKEKTUPAHE MOraT 1a Ce NOSBAT
abcLiecH ¥ HeKpo3a. YnoTpebaTa Ha MeJIOKCHKaM, KaKTO H Ha BCAKO JPYro JIEKapCcTBO, 38 KOETO € H3BECTHO,
ye MHXHOMpa LIMKIOOKCHIeHa3aTa/ MPOCTAITIAHANHOBUA CHHTE3, MOXE 12 HapylH (PEpTWIMTETA U HE ce
MPernopbYBa NMPH KEHW, KOUTO Ce ONUTBAT a 3a4yeHaT. I1pH xeHuTe, KOUTO UMaT 3aTpyIHEHHA 13 3a0peMeHesT,
WITH KOUTO €A NOLIOKEHH HA H3CIIeBAHKSA 3a CTEPH/IMTET, NPEYCTAHOBABAHE Ha JISHEHHETO C MEJTOKCHKaM TpsadBa

na ob1ae OOMHCIIEHO.

4.5. BzaamogelicTBEE ¢ APYrH JeKapcTBeHH NPOAYKTH H APYrH GOpMA HA B3aHMOAEHCTBHE ‘

[ IpoyuBaHH4 3a R3AUMOAECHCTBUATA Ca MPOBEKIAHH CaMO IMPH BE3PacTHH.

OapMaKOIMHAMWYHH B3aUMONCHCTBHUS:

lpyeu necmepouonu npomusogvznarumentu cpedocmea (HCIIBC) u ayemurcaruywrosa xuceauna 2>
3g/0He6HO:!

CBBMECTHOTO MpHiaokeHHe (BK. Touka 4.4) ¢ ApYyrH HECTEPOMAHH MNPOTHBOBBIMAIUTEIIHU CPEACTRA,
BKJTHOUMTENTHO ALETWICATHLIWIOBA KHCETHHA, MPHEMaHa B MPOTUBOBBINAIMTENHH | g Ha 1033 MK = 3 g
JTHEBHO) He ce npenopbrysa (BxkK. Touka 4.4).

Kopnnucocmepoudu (nanpumep 2moKOKopmuxouon)

ConBMecTHaTa ynm'peﬁa ¢ KOPTHKOCTCPOUJIH H3HUCKBa BHMMAaHHE, NOpair NOBHUIICH PHCK OT KBPBCHC MIH
NACTPOMHTECTHHAITHH A3BH.

Aunnaoazynanni u Xenapur, NPUEMAaHY 8 2ePUuaImpuAma unu 8 nevebHu oo3u

Hanuue € cBLUECTBEHO TMOBHILEH PHCK OT KbpPBEHE, Ype3 HHXMOMpaHe Ha TpOMOOLMTHaTa QYHKLMA H
yBpe:KIaHe Ha racTpoyoneHamHara iuraevia. HCTIBC Morart aa 3acunsr edekra Ha aHTUKOAryJIaHTHTE Kato
BapdapuH (BX. Touka 4.4). CeBMecTHoTO npwiokeHHe Ha HCIIBC v aHTHKOarynaHti WM Xenapvi npH
NalMeHTH B CTapuecKka Bb3pacT WIH B eueOHa 103a He ce NPENnopbuBa (BXK. Touka 4.4).

B ocrananuTe ciryyan Ha npMeM Ha XeNapHH ¢e W3HCKBA BHHMAHHUE TOpaay MOBHILIEH PUCK OT KbPBEHE.

BuuMatenHo npocneasBaHe Ha NMPOTPOMOMHOBOTO BpEME € HEODXOIMMO, aKO CBBMECTHOTO NMPHIOKEHHE He
MOXKe aa ce u3berxe.

Tpombommunagu u aHmenpoMbOYLINHY JeKapCmeq

[ToBuilleH pUCK OT KbpBeHe, 4Ype3 HMHXMOMpaHe Ha TpoMOOLMTHaTa OYHKIMA M YBpeXIaHe Ha
FracTpOAYONCHAIHATA MMMAaBULIA.

CenexnusHu wixutnanopu Ha obpamHomo 3axeayare Ha cepomonura (SSRIs)
[ToBurILIEH PHCK OT raCTPOHHTECTUHATHO KBPBEHE.
wypennygu, ACE wocbumopu u Anzuomensun-1II anmaeonucmu

HCIIBC Morar aa HamansT edexra Ha JUYPETHLIMTE W IpYTHTe aHTUXUTISPTEH3UBHH JtekapeTsa. [1pu Hsikou
nauMeHTH ¢ yBpeacHa 610peuna GyHkuMa (HanpuMep, AeXWIPaTUPaHH NaLUEeHTH WY NALMEHTH B CTAPYECKA
BL3pAcCT ¢ yBpeaeHa 6nopeyHa GyHKIMA) CbBMeCTHOTO NpiioxkeHye Ha ACE uaxuburop nunu aHryore

.
I1 penenTOpHH AHTANOHHMCTH W AreHTH, KOUTO HMHXMOMpAT LIMKIOOKCHTEHa3aTa MOXKE A u/ ﬁ
Y. 1 el T hU LK

NOITBLITHUTENTHO BJIowaBaHe Ha OnOpeunHata (QYHKUMS, BKTIOYMTENIHO BBL3MOXHA
HEZIOCTAaTLYHOCT, KOUTO 0bMKHOBeHO ¢a obpatumu. Ilopaau Tazy nNpuuMHA KOMOMHE ol s 21
npunara ¢ BHHMaHue, ocoOeHO NpH MaLMEHTH B cTapuecka Bu3pacT. [laumeHTrre TpaOpa e
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XHIPaTAPaHH U TpAOBa 1a ce OOMHCIIH OITLIIHHUTENHO MpocyiensBaHe Ha OpOpeurara (yHKLMs NPy 3aM04BaHe
HA CHBMECTHO AeUYE€HHE M NEPHOAWYHO ClIe TOBA (BXK. CHLIO TOYKA 4.4).

Jpyeu coimocamepmen3usHu azeHntu (exmouumenro bema-onoxepyy

Kakro mpy MHXHOUTOpUTE HA AHTMOTEH3H KOHBEPTHPALLIMA €3HHM M aHMMOTeH3MH-I] aHTaroHHUCTHYE, MoKe 1A O TIOSBH

HAMASIBAHE HA aHTHXMINEpTerRUMBHMA edexT Ha bera-Ornokepure (nopaaw WHXUOMpaHe Ha NpocTarjaHiHHH C
Ba30JIUNIaTHUBEH S(PEKT).

Kampumespuriosu unxubumopu (Hanpumep yurxioCROPUH, MAaKpORUMYC):

HedpoTOKCHYHOCTTa HA KAILMHEBPHHOBUTE WHXHOMTOpHM Moxe aa ce ysenuuud oT HCIIBC upes
OBOpeuyHuTe nNpOCTArNaHAWHOBH MeauupaHd edext. Korato ce npunarat B Heobxogumo
npocnenspaHe Ha Op6peynaTa PyHKLMs, 0cOOEHO NPH NALUEHTH B CTapyecKa Bh3PAcT.

Bvmpemamounu cpeocmea.

Hoknaapano e, ye HCIIBC nHamansBar epukacHOCTTa Ha BBTPEMAaTOUHHTE cpeacTBa. Hamaneuara
edukacnoct Ha BeTpemarounuTe cpeactsa or HCIIBC e cwhoOuiapana, Ho MMa HeoOXOAMMOCT OT

AOMBJIHAUTCITHO TIOTBBPAKIACHHAC.

(PapMakokHHeTHHY B3arMonelcTBus: Edex Ha MenokcHkaM BbpXY ¢apMaKoKUHEeTVKaTa Ha JpVIY JIEKapCTBa

Jhumnai:

Crobinasaro e, ye HCIIBC nopumapar nnazMeHure HUBA HAa JJUTHH B KpBBTA (NOpaiu HaMajleHaTa
ObOpeuHa ekCKpelMA Ha JIMTHH), KOWTO MOraT ja QOCTUTHAT TOKCHYHU CTOMHOCTH. CBBMECTHOTO

npunoxkenue Ha JUTHH U HCIIBC He ce npenopbuBa (BxK. Touka 4.4). AKO TakoBa NPHNIOXKEHHE €
HeoOXOAUMO, TJIa3MEHHTE KOHUEHTPALIMK HA JIMTHIH TpAOBa aa ObaaT npocieAIBaH BHUMATEHO NPH
3ar04BaHE Ha JICUSHUETO, AJaNTUPaHE Ha 103aTa U NPEYCTAHOBABAHE HA NIEYEHHUETO C MEJIOKCHKAM.

Memompexcam:

HCIIBC morar na HamangaTt TyOyiHaTa CEKpEeLUs Ha METOTPEKCAT M N0 TO3M HAuMH Ja IOBUILAT
nnasMeHuTe My KoHueHTpauud. [lopaau Tasu nmpu4uHa, NpH NaUMEHTH, JEKYBaHH C BUCOKH RO3M
MeToTpekcar (noseye ot 15 mg cegMU4Ho), cbBMecTHaTa ynotpeba Ha HCTIBC He ce npenopbusa (Bx.

To4Ka 4.4).

Puckst ot B3aumogeicteue Mexay HCIIBC u merorpekcar TpsabBa ga O6bae obMucned U npu
NaUuMeHTH, KOUTO NPHEMAT HUCKa A03a METOTpeKcat, ocoOeHO npu nauMeHTH ¢ yBpeaeHa 6nbpeuna

dyHkuua. Korato ce nmpunaraT CbBMECTHO € HeoOXoauMo npocneisBade Ha Opos KPbBHH KIETKH H
O016peuHata ¢yHKIMA. CneLManHyU TNpeanasHH MEpKH ca HeodXoauMH B Ciy4yad Ha CBBMECTHO

MPUWJICKCHHUE Ha METOTPCKCAT H HCIIBC B MpoaAbBIDKCHHEC Ha TPpH [NOCACACBATCIIHHA JHH, MNNOpaadn pHCK
OT TOKCHYHOCT, CBBP3aH € INOBHLICHHUTEC IJIa3MCHHA HHEBA Ha MCTOTPCKCAT.

Brnpekun ue papmakokuHeTHKaTa Ha MeToTpekcar (15 mg ceAMHUYHO) He € MOBAHAHA CBIIECTBEHO OT
CbBMECTHaTa ynorpeba ¢ MeJOKCHKaM, TpsabBa 1a ce OTHeETe, Y€ XeMATONOrH4YHaTa TOKCHYHOCT Ha
MeTOTpeKcaT Moxe na Obae nosuena ot neuenne ¢ HCIIBC (Bxk. no-rope) (Bxk. Toka 4.8).

(DapMHKOKHHBTH‘-]HH B3aUMOJEUCTRHA: _E(l)EI{TH Hd JIDYI'H JCKADCTRA BBPX APMaKOKHHETHKATA Ha
MECJIOKCHKAaM

Xonecmupavu.

XonecTHpaMHHBLT YCKOPABa €IMMHHHPAaHETO Ha MENOKCHKAM HpEe3 NPEKbCBAHE HA K _

IMpKynanma. To3u edexkT NpUUMHABa NOBHIIABAHE HAa KiMpeHca Ha ¢ 30% SN C

nonyxueotra ¢ 13 £ 3 yaca. Toa B3auMoaeicTBHE € OT KIMHHWYHO 3HAYEHHE }ﬁ AL PO TR
3 A 2 ¥
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KJIMHHUYHO 3Ha4YMMH (GapMaKOKHHETHYHH B3aWMOICHMCTBHA IO OTHOUIEHHE Ha CBBMECTHOTO
NPUIIOKEHUE Ha aHTHALMIAH, LUMETHANH H JUTOKCHH. |

4.6. PepTUAHTET, OPpeMEHHOCT H KbpMEHE

bpeMeHHOCT

MHxibupaHeTo Ha NPOCTarNaHIWHOBHA CHHTE3 MOXKE HEXKENaHO Ja NoBiuse OpeMeHHOCTTa W/ WM
eMOpHo/deTanHoTO pasBuTHe. laHHUTE OT enuaeMHONOrHYHH HNPOYUBAHMA NMOKA3BaT MOBHILEH PUCK
OT CTIOHTAHEH abopT U chpAeyHM MaidopMalMu U FacTpoxH3a cliiel yrnorpebaTta Ha MHXHOMTOPH Ha
NpOCTArTaHOMHOBUA CHHTE3 B PaHHUTE CTaauM Ha OpeMeHHOCTTa. AOCONIOTHHUAT PHCK OT
CHPASYHOCHAOBU MandopMaLUH Ce NOBHILABA C NO-Malko oT 1%, 10 okono 1.5%. [Ipeanonara ce, ue
PUCKBT C€ NMOBMILIABA C 103aTA U MPOAB/DKUTEIHOCTTA HA JICYEHHE.,

[IpunaraneTo Ha HHXHOUTOPH HA NPOCTATNIAHAWHOBHSA CHHTE3 MPH JXMBOTHH MOKA3BA MOBHILIEHHE HA
fMpe- U NOCTHUAALMOHHUTE 3arybu M emOpHodeTanHa cMBpTHOCT. B AombiHeHMe, NpH KHBOTHH,
NeKyBaHH ¢ HHXHOWUTOPH Ha NpocTarnadIMHOBHSA CHHTE3 N0 BPEME Ha OpPraHOreHe34ara, € HabmonasaHa
MOBHIIEHA YECTOTa Ha pa3iIMuHU MalGopMaLiK, BKIIOYUTENHO ChpPACHHOCHIOBH.

Ot 20-ata ceaMulla oT OpeMEHHOCTTa HaTaTbK ynotpedara Ha MENOKCHKAM MOXE Ja IpUUUHH
ONMIOXKWAPAMHHOH, AB/DKAIl Ce€ Ha HapyweHue Ha 6bOpeynaTa pyHKUMA Ha PeTyca. ToBa MOXKe Aa ce
MOSBH CKOpPO CleJ 3alo4YBaHE HA JIEYEHHETO M OOMKHOBEHO € o0paTMMO NpH npekpaTtdBaHe my. B
JIOMBbIHEHHE, MMa ChOOILIEHHA 3a CTeCHABaHE HA ductus arteriosus chej JICYUECHUE MNpeE3 BTOpHMA
TPUMECTDBP, NOBEYETO OT KOUTO OT3BYYaBAaT cliell NpeKpaTiBaHe Ha JiedeHHETo. CeaoBaTeIHO, OCBEH
axo He € JokaszaHo HeobxoauMmo, ynorpedara Ha MENOKCHKAM Mpe3 MbPBHA M BTOPHA TPHMECTLP Ha
ODpemeHHOCTTa TpaAOBa Ha ce M30ArBa. AKO MEJOKCHKaM C€ NPHEMa OT JKEHH, KOWTO CE€ ONMWTBAT Aa
3aYEHaT WM Npe3 II'LPBHUS W BTOPUA TPUMMECThP OT OpeMeHHOCTTa, MpHeMaHara Jo3a TpsabBa na Obae
BE3MOJKHO Hai-HHCKA, @ NMPOAB/DKHTEIIHOCTTA Ha JIEYeHHE Bb3MOMKHO Hal-kpaTka. Cnes excnosuuus
Ha MEJOKCHKaM B MPOAB/DKEHHE HA HAKOJKO JHM OT 20-ata recrallyoHHa ceIMHLIA HAaTaTeK TpaOBa na
ce 0OMHC/IM aHTeHAaTaJIHO NPOCAEOABaHE 3a ONMHUIOXMAPAMHHUOH M CTECHABAHE Ha ducius arteriosus.
Ynorpebara Ha MejloKcHKaM TpsAOBa Aa ce MpeyCTAHOBH, aKO C€ YCTAHOBH OJIMMOXWIPaMHHOH MITH

CTeCHsABaHe Ha ductus arteriosus.

[1pe3 TpeTHs TpUMECTLD OT 6PEMEHHOCTTa BCHYKH HHXMOWTOPH Ha NMPOCTariaHAWHOBUSA CHHTE3 MOTar
Aa NpUUHHAT Ha deTyca:

. KApAHO-ITYIMOHAJIHA TOKCHYHOCT (HpEJK,IleBpEMEHHO CTGCHHE&HE/’BHTBEPHHG Ha ductus

arteriosus v ITyJIMOHANIHA XUTIEPTOHHA );

. HapyimieHa ObOpeyHa QYHKUMA, KOATO MOXE Ja nporpecupa a0 6n0pedHa HEAOCTATBYHOCT C
OJIMFOXHAPOAMHHMO32 HAa MaiKaTa M I104a B Kpasd Ha OpeMEHHOCTTa (BXK. 110-Tope);

. BPb3MOXKHO YAB/DKaBaHE HAa BPEMETO Ha KbpBEHE, aHTHarperaluOHEH €heKT, KOWTO MOXKe aa ce
NPOABH AOPH NPHA MHOTO HUCKH TO3H;

. WHXNOMpaHe Ha MAaTOYHUTE KOHTPAKIHHK, KOETO Ja JoBedc A0 3adaBAHe WM YIb/DKABaHE Ha

pPaXKJAHETO.
CnepoBaTenHO MeEJIOKCHKAM € NMpPOTHBOMNOKa3aH Mpe3 TPETHA TPUMECTBP OT OpEMEHHOCTTA (BHXKTE

Touka 4.3).

KbpmeHe

MenokcHkaMm ce ekckpeTHpa B kbpMara. [Tonzara ot jieyeHHETO 3a Malikara ¥ nNom3
KbPMEHETO TPAOBa Aa C& OLEHAT CNPAMO Bb3MOKHHTE HEXKEeNlaHHU peakLyH IIPH JeT

DepTHUIUTET
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AKO MEIOKCHUKAM Ce npuaara npy KEHH, KOUTO CC ONUTBAT Ja 3da4Y€HAT, [03aTa Tpﬂﬁﬂﬂ Ad 6'1:)16
Bb3MOKHO Hal-HHCKA, a NMPpOABLIDKHTETHOCTTA Ha JICYCHHC Bb3MOXHO HaH-KpETKa

4.7. EdexkTH BHpPXY CHOCOOHOCTTA 32 WIo¢pHEpane H paGoTa ¢ MALIMHE

He ca nporexxnaHH npoy4BaHHA BBPXY cnocoOHOcTTa 32 odupaHe U padorta ¢ MawHHU. Bunpeku

TOBa, B3 OCHOBA HA (hapMaKOJHMHAMHYHHAA NPODUT H TOK/IABAHHTE HEXKENAHH JIEKAPCTBEHH PeaKLivH,

€ MajJKO BEPOATHO MEJOKCHKAaM Jla MOBAMAE CNOCOOHOCTTA 3a wodupaHe M paboTa ¢ MalIMHH.
HezaprcuMO OT TOBa, aKO €€ NMOABAT 3PUTEJHM HApPYLIEHU WIM 3aMasgHOCT, BEPTHIO WIIM JPYIu

HApYLIEHHUS HA LIEHTpAJHaTa HEPBHA CHCTEMa, Ce MpenopbhyRa WOPHPAHETO KU padoTaTa ¢ MALUKHH Aa

ce u3oArea.

4.8. Hexxenanu 1eKapCTBEHH peakiiHH

O06mo onucanue

KAHHUYHUTE NPOYUYBAHHA H ENUIEMHOJIOTHYHUTE RaHHH TTOKa3BaT, 4ye ynorpedara Ha HskoM HCIIBC
(ocobeHO BBB BUCOKH J03M M 3a NPOABLKHTENIEH NEpHOoL OT BPEME) MOXe Aa Cé acoUuupa C JIeKo
MOBUILEH PUCK OT apTePHAIHK TPOMOOTHYHM cbOUTHA (HanpUMep UH(PaPKT Ha MHOKapAa WIH HHCYIIT)
(Bx. TOuKa 4.4).

Bse Bpb3Ka ¢ neveHne ¢ HCIIBC ca noknageasdu OTOK, XMNEPTOHUA M ChpJeYHA HEOOCTATRYHOCT.

Hait-yecto HabnonaBaHUTE HEXCEJTAaHW peakLUH MO NpUPOJa ca racTpOUHTECTUHAIHU. Morar na ce
NMOABAT MENTUYHH A3BH, Nepopaums HIH raCTpOMHTECTHHANHO KbPBEHE, NOHAKOra ¢araiHHu, ocobeHo
NpH MALMEHTH B cTapyecka Bb3pacT (Bx. Touka 4.4). Cnen ynorpeba na HCIIBC ca poknaasanu
rajcHe, rMospuilaHe, AHapHA, METCOPHU3BM, 3arlek, Aucnencus, OONKHA B KopeMa, MEJICHa, XeMaTeMesa,
YJILEPO3EH cTOMATHUT, 000cTpeH KonuT U Gonect Ha KpoH (Bxk. Touka 4.4). [lo-pagko e Habmonasan
racTpHuT.

YecTtoTaTta Ha HEXENAHUTE JIEKAPCTBEHU pEaKLMH, NOCOYEHH MO-A0Jy, & OCHOBABA HA CHOTBETHUTE
MOABM Ha [OKIAaZABAHW HEXEJAHW peakilud B paMKHUTE Ha 27 KIHHHYHH [POYyYBaHHA C
TIPOAB/DKUTENHOCT Ha JeyeHWero rnoHe 14 aHM. HHdopMmaumaTa ce OCHOBaRa Ha KIMHUYHHU
Npoy4YBaHHA, BKmousali 15 197 naumenTa, nekyBaHu ¢ nNEpopaiHy JHEBHM 103M OT 7,5 mg win 15 mg
MEJIOKCHKaM TabNeTKM UK KANCyau 3a Iepuoa A0 eAHa roauHa.

BxiioueHH ca HexXeNlaHH JIEKAPCTBEHH PeaklMH OT CbobI1eH s, oNy4YeHH BbB BpB3Ka ¢ ynorpebara Ha
NpoAYyKTa Ha Nnaszapa.

Hexenanure JEKAPCTBCHHU PCAKLHH Ca NMMOAPEACHH 110 4ECTOTA C'bOﬁpBBHO ciacaHaTa macudmxaunﬂ:

- mMHoro yectH (>1/10);

- yectu (1/100 no <1/10);

- "Heuectd (>1/1 000 o <1/100);

_ penxs (1/10 000 no <1/1 000);

. MHoTO peaku (<1/10 000);

- C HEH3BECTHA YeCTOTa (4ECTOTaTa He MOXe J1a Ob/le YCTAaHOBEHA OT HATMUHUTE JaHHMU ).

Tadauna Ha HeXKeJAHHTE JEKAPCTBEHH PeaKUHY

HapyiiieH)d Ha KPbBTa M THM@HAaTa CHCTEMA
HeuecTu: AHeMus

Penku: Hapymienus B KpbBHaTa KapTHHa (BKIIOUHTENHO B AHMDEPEHLHMATIHOTO O
KPBBHH KJIETKH), IEBKONEHUS, TPOMOOLMTONEHUS
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MHOro pAIKo ¢a AOKIAABaHH CY4ay Ha arpaHyJoLHTO3].

Hapyirenus Ha HMYHHATa CHCTEMA
HeuecTn: ANepryuHy peakiyy, pa3iHyHiA OT aHapMNaAKTUHHHU H anac]mna}c'rouuﬂu peaKkLvH
C HeH3BecTHa yecToTa: AHadUNaKTHYEH ILIOK, aHa(QUIAKTUYHHW aHA(QHUNAKTOUAHH PEaKLMH

[TcMXHWYHH HADYIUECHHS
Penxu: IlpoMaHa B HACTPOEHHETO, KOLUMAPH
C Heun3BecTHa decToTa: OOBPKAHOCT, A€30PHEHTALMA - : i

HapyieHHs Ha HEpPBHATA CHCTEMA
YectH: ['nasodbonue
HeuectH: 3aMasaHOCT, CBHIIUBOCT

QuHuU HapyLieHUd
Penxu: 3puTeNHH HApYLUEHHS, BRIIKOYWTEIHO 3aMBITIEHO 3PEHHE; KOHIOHKTHBUT

HapyuieHus Ha YXOTO ¥ Ja0UpHUHTa
HeuectH: Bepruro

Penxu: TUHHTYC

ChplaeyHH HapyIUeHUd
Penxuy: Ilannutauum

B1B Bpb3Kka ¢ neueHue ¢ HCIIBC e crobiiapana cepacyHa HEAOCTATHYHOCT.

CbI0OBH Ha gHUA
Heuectn: [ToBHilIeHO KPBBHO HastdAraHe (BX. Touka 4.4), 3aUeppsABaHe

PecnupaTopHU. FpbAHU U MEOWACTHHAIIHM HAPYLIEHUS
Penku: AcTMa NpH NauMeHTH ¢ aneprud KbM acnupud win apyru HCIIBC

[‘acTpoUHTECTHHANHY HAapYIIEHUS]

MHoro decTi: Jlucrencus, raaeHe, MOBphUIaHe, OONKH B KOPEMA, 3aMeK, METEOPU3bM, AHAPHS
Hedecrn: OxynTeH HIH MakKpOCKOIMHYMEH TacTPOMHTECTHHANCH KPBLBOW3AMB, CTOMATHT, TacTpHT,
OpHrBaHe

Penxn: Konur, racTpoayoaeHanHa 438a, €30Qarur

MHoro penku: I'acTpOMHTECTHHANIHA Nepdopalms

['acTPOMHTECTHHAIHUAT KPBLBOM3JHWB, A3BM WIM nepdopauys NOHAKora Morar ga ObaaTr TeXKH U
MOTEHLHATHO (aTanHu, 0COOEHO NP MallUEHTH B CTapyecKa BB3pacT (BX. TouKa 4.4).

XenatobunuapHu HapyHIEHU S
Heuectn: YBpeaeHa uepHoapoOHa pyHkumMa (HanpuMep MOBUILIEHH TpaHCAMHHAa3H WK OMIUPYOHH)

MHoro peaku: XenaTtur

HapvyiueHus Ha ko)kaTa ¥ DOAKOXHATa ThKaH
HeuecTu: AHrvoenem, rpypuryc, oOpus
Penku: Yprrkapua, cHHApOM Ha CTHBBbHC-/DKOHCHH M TOKCHYHA enuiepMallHa HEKpOn3a (BXK. TOHKa
4.).

Mtuoro peaxu: bynoseH nepMatur, eputeMa Myntudopme;

C Heu3BecTHa yecToTa: Peakuuu Ha GOTOMYBCTBUTENHOCT, (PUKCHpAHA JIEKapPCTBEHA
Touka 4.4).

Hapviuenusa Ha 0L0peunTe U YpUHAPHUS TPAKT
Heuectu: 3anbppxaHe Ha HaTpuil ¥ Boja, xMnepkanueMus (Bx. Touka 4.4 M Touka

H3cieznpannsTa Ha 6L0peuHaTa PyHkUUA (MOBUIIEH CEPYMEH KpEaTUHHH U/ WUITH ype

~ . Sy . —y



. " [
*******
- - =

Mhoro peaky: Octpa 6v0pedyHa HEAOCTATBYHOCT, B YACTHOCT NPH NanueHTH ¢ (akTopm (BX. TOYKa
4.4). o

O61y HapymeHus H edeKTH Ha MACTOTO Ha NIPHIOKEHHE
YecTh: ob6pa3yBaHe Ha HHOUNTPAT Ha MACTOTO HA HHXEKTUpaHe, Ho/1ka Ha MACTOTO Ha HHXKEKTHPaHe
HeuecTu: eneM, BKIIOUHMTENHO €1€M HA JOJTHHUTE KPaiHHLH.

I’IHQDEMHQHH, XapaKTepH3Inpama HHITHBHIAVAIHH _CCPDHOSHH H/ HJAH 4YeCcTH HexXeJaHH
JEKADCTBEHH DEAKITHHA

[Ipy MalKMEHTH, JEKYBAHH ¢ MEJJOKCHKAM W/IH APYTH MOTEHLHANHO MUEJOTOKCHYHH JIEKapCTBa, MHOTO
PAAKO e cboOd1agana arpaHynounTo3a (Bx. Todka 4.5).

Hexxenanu peakumu, KOMTO BCE OlUlE He ca HabmoaaBaHu TMpH JIEKapCTBEHUS NMPOAYKT, HO 33 KOHUTO
obL10 ce npueMa, 4e ca OTHOCHMH KBM IAPYTHTE NPOAYKTH OT KJjlaca.

brOpeuHo yBpexiaHe, KOETO MOXe 1a MMA 3a pe3yTar ocTpa Os0peyHa HeAOCTATBYHOCT: JOKIIAABAHH
ca MHOTO peIKH CTyYyad Ha RHTepCTHLUHANECH HEPPUT, ocTpa TyOyIHa HEKpo3a, HePPOTHUEH CHHAPOM
M ManuiapHa HeKpo3a (BXK. Touka 4.4).

Crobinapane Ha NONO3IUPAHY HexXeNaHH peakliiK
CpobulaBaHEeTO Ha MONO3HPAHHU HEXKENaHHU peaKLUH cliell pa3pellaBaHe 3a ynorpeba Ha leKapCcTBEHHA

NPOAYKT € BakHO. TOBa MO3BOJABA Ja NPOABLIDKY HabMOAEHHETO HA CHOTHOIIEHHETO T0JI3a/PHCK 34
JeKapcTBeHusa NpoayKT. OT MeEAULIMHCKUTE CNIELMANTACTH C€ N3UCKBA a chobluaBaT Bcaka nogo3HpaHa
HesKelaHa peakilya Ype3 HallMOHaNHaTa CUCTEMA 3a ChoDIIiaBaHeE:

M3neaHudTENHA areHUMA 110 JISKapcTBaTa

yi. ,,JJamaH I'pyes” Ne 8

1303 Codus

bunrapus

Ten.: +359 2 8903417

yebcalT: www.bda.bg

4.9. Ilpenosnpane

Cumntomure cnea octpo npenosupase ¢ HCIIBC obukHOBEeHO ca orpaHvdYeHM [0 JeTapros,
CBH/IMBOCT, raJicHe, TNOBpbINAHE M enuracrpaiHa Oonka, KOMTO B oDLIMA ciaydyalt ca oOpaTHMU ¢
NOAABPAKALLO JevyeHrne. Moxke Ja ce MogBH CTOMAalIHO-YpeBHO KbpeeHe. TexXKoTo npeno3upaHe MOXe
Aa UMa 3a pe3yNTarT XMNEepTOHHsA, ocTpa OBLOpeyna HenOCTaTHLYHOCT, HepHOApPOOHA AHCHYHKIHA,
pecriipaTOpHa AeNpecUd, KOMa, I'bpUYOBE, KApIUOBACKYJIapeH KoJlanic U cbpacueH apecT. [lo BpeMe Ha
neyenne ¢ HCITIBC ca aoknaaBahy aHagUNAKTOMAHM peakiiiH, KOMTO MOFaT fa ce MOABAT U NpH
[peao3upaHe.

Cnen npenosmpane ¢ HCIIBC naumenture Tpabea aa 6bAaT NOANOKEHM HA CHUMNTOMAaTHYHO H
NOJABPIKALLO JIEYEHHE,

[To BpeMe Ha KIIMHHYHHTE U3NHTBaHHA € HabM0AaBaHO MOBHILIEHO €THMHHHPAHE Ha MENIOKCHKAM cltel
NEPOPATICH NMPUEM Ha XOJIECTUPAMUH (4 g TPH ITETH JIHEBHO).

5. PAPMAKOJIOTHYHHA CROMCTBA

35.1. ®apmMaxkoaaHAMARYHH CBOHCTBA
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dapmakoTepaneBTH4Ha rpyna: HecTepouaHM NMPOTHBOBBL3NAJIMTENHN CPEACTBA U AHTHPEBMATHYHH
MPOAYKTH, OKCHKaMH |

ATC kop: MO1ACO06

MexaHH3BM Ha JeHCTBHE

Menokcukam € HecTEPOUIHO NPOTUROBB3INANUTENHO cpeacTso (HCIIBC) or rpynata Ha OKCHKaMuTe,
KOETO UMA NMPOTHBOBB3MNAIUTE/IHU, AaHAJITETHYHH B AHTHITUPETHYHH CBOHCTBA.

[IpoTHBOBB3NMaNUTENHATA AKTHBHOCT HA MeEJIOKCHKaM € Jl0Ka3aHa NpU CTaHJApTHH MOJeNnd Ha
Bbananenue. Kakro U npu ocraHanute HCIIBC, HeroBusT ToueH MEXaHH3bM Ha JECHCTBHE OCTaBa
Heu3BecTeH. BBNpekd TOB3, MMa MOHe eauH 0Ol HauWH Ha gelicTBMe Ha Bcuuku HCTIBC
(BIUTIOYMTENHO MEJIOKCHKAM): HWHXHMOWpaHe Ha OMOCHHTE3a HaA MpOCTarjaHAMHUTE, W3BECTHH

MEIHUATOPH Ha BH3NAIECHHETO.

5.2. PapMaKOKHHETHINH CBOHCTBA
Abcopbuus

MenokcukaM ce abcopbupa M3LIO Cliel HHTPAMYCKY/IHA UHDKEKLMA. 3a cpaBHEHME, cliell NepOpajtHO
npunokeHre GHoHanuyHocTra € npubnusurenno 89%. He ce usuckea aganTUpaHe Ha [o3aTa MpH
NpeMHHABaHE OT NapeHTepanHO KbM NepopaiHo NpwiokeHue. Crnea MHTpaMyCKYJTHO NMPIIoKEHHe Ha 1034
oT 15 mg nukoBHUTE IUIa3MEHKH KOHLIEHTpaLMH ¢a okono 1,6-1,8ug/ml U e ce nocturat B paMkuTe Ha 60
MHHYTH.

Pasnpenenenue

MenoxcHkam ¢e CBBP3Ba B MHOTO To/1IMa CTEMEH ¢ IUIa3MEHUTE MPOTEHHH, OCHOBHO ¢ aidyMHUH (99%).
MenokcHkaM MPOHHKBA B CHHOBHAJIHATa TEYHOCT, KBAETO [aBa KOHUEHTPAUWMH MNpHONIHIUTENHO
HAOoJIOBHHA OT TE3H B IU1A3Mara.

ObeMbT Ha pasnpeneneHue e HUCHK, cpeano 11L. MuausuayanuuTe Bapuaumu ca npudnuzurenso 30% -
40%.

buotpaHcdopMauus

MenokcHkaM ce MeTaboNM3Knpa MHTEH3UBHO B uepHHUa Apod. B ypHHaTa ce oTKpuBaT 4YeTHPH pazIH4HH
MeTabo/INTa, BCUYKM OT KOHMTO (QapMaKkOJOrMHYHO HeaKTUBHH. OcCHOBHHUAT Mertabonur 5'-
KapOoKCcHMeNokcHKaM (choTBeTcTBall Ha 60% ot no3ara) ce dopMupa ype3 OKMCIIEHHE Ha MEXXIMHHMS
METaBONUT 5'-XHAPOKCHMETHIIMENIOKCHKAM, KOMTO C€ EKCKPETHpa B M0-MaJiKa CTETEH (ChOTBECTBAllA
Ha 9% ot no3arta). [IpoBeaeHuTe In vitro mpoy4eaHua npeanonaraT, ye CYP2C9 urpae paxua pond B
TO3U MetabonuTeH nbvT ¢ MMHUManeH npuHoc Ha CYP3A4, [lo Bcaka BepoATHOCT MepoKcHAA3HAaTa
aKTHBHOCT € M3TOYHMKBLT Ha JpPYrure ABa MeTaboIMTa, KOHMTO ChOTBeTCTBAT Ha 16% u 4% or
NpUIoKeHaTa /103a.

EJUMUHHpaHe

MenoKkcuKkaM ce enMMMHHpa OCHOBHO noa dopmata Ha MeTabonWTH, HanoONOBMHA B YPHHATA H
HafnoJIOBHHA B M3npakHeHuATa. [lo-Manko ot 5% oT AHEBHaTa [03a Ce eKCKpETHpa HEMPOMEHEHA B
W3TPAXKHEHUATA, @ B YPHHATA C€ OTKPHBAT CaMO CJIENH OT HENPOMEHEHO KOJIMYECTRO. —

0
CpeaHusaT elMMUHALMOHEH NONYXKHUBOT € npubnuzurenno 20 yaca. OdwmsT é%
cpeano 8 ml/ min. 5'3 '
"

JInHetiHoCT/HeNUHEAHOCT




MenokcrHkaM NeMOHCTpHpa JHHeHHAa (papMaKOKMHETHKA B TepaneBTHYEH J030B JMana3oH 7,5 mg 1o
15 mg cnen nepopanHo UIY HHTPAMYCKYIHO MPWIOCKEHHE.

CnenuduyHu nonyaauvu

Yepuoapobua/ 6u0peuna HeaocTaTtbuHOCT: HUTO YepHOapOoOHAaTa, HMTO NekaTa 10 yMepeHa 6b0peuna
HEJOCTATHYHOCT HMMAT cepHolzeH edekT BbpXY (papMaxkOKHMHETHKaTa Ha Mesokcukam. [Ipu Texka
0BOpeyHa HEeJOCTATBHHOCT MOBHILEHWE B 00EMa Ha paspeliesieHHEe MOXKE Aa Z0BEIe A0 MO-BUCOKH
KOHLICHTPAllKK Ha HECBBP3aH MEJIOKCHKaM. B To3u ciyuaii He TpadBa na ce npesHinaBa 103aTa OT 7,5
mg AHeBHO (BX. TOYKa 4.2).

HHHHEHTH B CTAPYECKd BB3PACT. CPEHHHHT [NasMCH KNMUPBbHC B paBHOBCCHO CbCTOAHHUC INPH ITALKEHTH
B CTapyecKa Bb3pacT € MaJKO IMO-HUCBK OT TO3H, NOKJIaABAH INPH HO-MJIaJIH NMAaLlHCHTH.

S.3. lIpeaknaHuvHH JAHHH 32 0€30MACHOCT

HaMa npeakaHHIYHKH AaHHH, KOMTO C€ CUMTAT 3HAaYMMHM MO OTHOLLEeHWE Ha KIMHW4YHaTa 0e30MmacHoCT
OCBEH TE€3H, NTOCOYEHH B JIPYrUTe pa3aein Ha KpaTkaTa XapakTepucTrHka Ha NMpOayKTa.

6. DPAPMAINEBTYHU JAHHH

6.1. CnHcbK HA NOMOLXHHTE BEIeCTRA
Hatpues xnopun

[ munun

MernymMuH

ITonokcamep 188

I'nukodypon

Hatpues xuapokcua (3a kopekuus Ha pH)

Boaa 3a HHXeK1IHM

6.2. HecLBMECTHMOCTH

He ca 13BecTHH

6.3. Cpok na roaHocT

3 rOJAUHU.

6.4. Cnenuannu yc10BHA HA ChXpPAHEeHHE
Ha ce cvxpansea 1o 25°C, B opyruHajHaTa KapTOHEHA OMAKOBKA.

Ha He ce 3aMpa3ssa.
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,I[El Ce€ ChbXpaHsABa Ha MCCTA HEJOCTBITHH 34 L€La.

6.5. Bua H cbAbPKAHHE HA ONAKOBKATA

Menokcukam JJAHCOH 15 mg/1,5 ml umxkekiinoHeH pa3TBOp € MOCTAaBeH B aMITyH OT Oe3lBETHO
CTBKJIO, THH I, ¢ BMecTUMOCT 2 ml 1 TOYKa 3a oTyynease. 3, 5 1 10 6pos amnynH ce NocTaBAT B BiucTep
o1 PVC ¢onuo. Beeku OaucTep, NpuApY»KeH ¢ JTHCTOBKA 33 NMALMEHTA C€ MTOCTaBA B KAPTOHEHA KYTHA.

6.6. CnennanHH NpeANA3IHH MepPKH NPH H3IXBLpAAHe H paboTa

Hsma cnenuaimHKB H3MCKBAHUA.

7. IPUTEXATEJ HA PAZPEILIEHHUETO 3A YIIOTPEBA

JAHCOH-bI' OO
yi. Orent [Taucumit Ne 26
2400 rp. Panomup

brnarapus
Ten.: 02 451 93 Q0
e-mail: office@danhson.com

8. HOMEP(A) HA PAZPEIIIEHHUETO 3A YIIOTPEBA

Per. Ne 20200127

0. JATA HA IIBPBO PA3ZPEIIABAHE/TIOJHOBABAHE HA PA3ZPEIIEHUETO 3A
YIIOTPEBA

Hara Ha mbpBO paspetuapaHe: 28.07.2020
Jlata Ha mocnegHO NOAHOBABAHE:

10. HATA HA AKTYAJINIUPAHE HA TEKCTA

02/2025




