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1. UIME HA JIEKAPCTBEHMSA ITPOIYKT BG/MA/MP - ,(ar/ / 06 -07- 203
MEJIOKCHKAM JC 15 mg/1,5 ml niwxekuuoHeH pmmé%gﬁpe IO v foserrrinns dsiireisen e,

MELOXICAM DS 15 mg/1,5 ml solution for injection

2. KAMECTBEH H KOJIMMECTBEH CHCTAB

Beska ammyna ¢ 1,5 ml HibKeKIIHOHEH pa3TBOP ChABPIKA aKTUBHO BELIECTBO MeIoKCHKaM (meloxicame)
15 mg.

3a MBbJHKMA CITHCHK HA MOMOIIHUTE BEIIECTRA, BHXKTE Touka 6.1,

3. JEKAPCTBEHA ®OPMA
HmkekuuoHen pasteop

Hpospaqeﬂ ZAKBJIT Pa3TBOP CBbC 3CIICHHKAE OTTCHBK.

4, KINHUYHHU TAHHHA

4.1. TepaneBTHYHE NOKAZAHHA

KpaTtkocpoyHO CHMIITOMATHYHO JleYeHHEe HAa OCTPH ck3alepbaumm Ha peBMaTOHICH apTpUT H
AHKUIIO3Wpall COOHAWINT, KOraTo ynorpedara Ha [epopailHH M PEKTAIHY IPOAYKTH HE € Bb3MOXKHA.
Menokcukam JIC e moka3aH ApH BE3pacTHH.

4.2. JIo3MpPOBKA B HAYHH HA OIPUJI0KEHHE
Q3MPOBKA
[1Io 15 mg nenbOKO MHTPaMYCKYJIHO NPWIMKEHUE BEIHEXK JHEBHO.

JA HE CE ITPEBUIITIABA TO3ATA OT 15 mg/nHeBHO.

JledeHHeTO0 OOMKHOBEHO € OIPaHMYEHO N0 e[Ha MHXKEKHMS B HAYaNoTO Ha JIeYeHHeTo, ¢ MaKCHMallHa
MPOTBL/DKHTE/IHOCT Ha MPWICXKEHUETO 2 10 3 AHM NMpH 0COO0EHH CITydau (HApUMep, Koraro yrnorpebara Ha
MIEPOPANTHH H PEKTAIHHY NIPOAYKTH HE € BE3MOXKHA).

HexenauHre JICKapCTBCHH Peaxkipy Morar Aa OBJaT HAMATeHH Karo 3a KOHTPOJIMPaHE Ha CHMITTOMMIE Ce
TprJIara BE3MOKHO Haki-HHUCKATA eheKTHBHA 033 32 BE3MOIKHO HAM-KPAThK MEPHOT OT BpeMe (BxK. Touka 4.4).
Hyxnure Ha nanyeHTa oT 00lieKuaBade HA CHMIITOMHTE M HETOBHAT OTTOBOD Ha JICUeHHeTo TpsAOBa ja
OBIaT NpeoLeHABAHHN NIEPUOTHYHO.

Coenprannu nonynaipin




[Ipu narpieHTHTE B CTapuecka BE3pacT IPENOpBYMTENHATA 1033 € 7,5 mg aneBHo. IIpH NAIHEHTH ¢ NOBMITIEH PHCK
OT HeKENIAHH PeaKiHy NedeHueTo Tpabea 1a OB/ie 3amovHATO © J03a oT 7,5 mg AHeBHo (1/2 ammyna ot 15 mg)
(BK. TO4Ka 4.4).

{Icapuermu ¢ oOpenno yapescoane (8xc. mouxa 5.2)

I1pH natmeHTH ¢ OBEOpEUHO YBpEKIAHE, KOHTO Ca TIOVIOKEHH HA XeMOTHATTH3, I03aTa He TpAOEa 12 HPCBHULLIABA
7,5 mg auesHo (1/2 aMmyna or 15 mg). He ce M3HCKBa HaMansBaHe Ha I03aTa [IPH NALMEHTH C JIEKO B0 YMEPEHO

680pedHO yBpekAaHe (HanpHMep, NMPH TIALMEHTH ¢ KPEATHHMHOB KIHMpBHC Hax 25 ml/ min), 3a neveHue Ha
NAIMEHTH ¢ TEXKA OBOpedHa HEIOCTATHYHOCT, KOHTO HE OJIesKaT Ha IAajin3a, BIKTS Touka 4.3.

TIanpuermu ¢ weproopobHo yepescoarie (8xc. mouxa 5.2)

He ce H3HCKBa HaMaJIIBaHe Ha J03aTa NPH MALIMEHTH ¢ JIEKO 10 YMEPEHO YePHOAPOOHO YBpEKIaHe. 34 JIEYeHHE
HA MALMEHTH ¢ TEXKO YePHOIPOOHO YBpeKIaHe, BHXKTE TOUKA 4.3.

Ieduampimna norynayus.

Menoxenkam JIC 15 mg/1,5 m] HipkekipmoHeH pa3TBop € MpOTHROTIOKA3aH IPH AL M FOHOLIH 1o, | 8-roAuinHa
BB3pacT (BxK. Touka 4.3).

HauwH Ha npunoxeHue

HurpaMycKyIHA HEDKEKTHA.

Hirpkexinre Tps0Ba J1a e TPaBAT B CTPOIO aceNTHYHH YCIIOBHSA H 1a C€ TIOCTABAT BB BRHILHATA YACT Ha TOPHHH
BBHINICH KBAJIPAHT Ha CEIAIMLLIETO, AWICOKO B MyCKysia H 0aBHO. [ [pH OBTOpeHME HA HIDKEKIMATA CE MPETNOpPBYBa

TIA C& PeTyBar ABSTE CpaHu Ha cefaHIneTo. TIpeH HIDKEKTHPAHETO € BaKHO A C& aCTIHPHpA, 3a J1a Ce NIOTBBPAH,
Ye HITIATA He € MONAaJHANIA B CEII.

B ciryyaii Ha cHTHAa G0NKa MpH MEDKEKIHATA, HEPKEKTHPAHETO TPSIOBA 113 ¢ MPSYCTAHOBH He3a0ARHO.

AKO IMAIHEHTET € CBC CMeHeHA Tazo0eipeHa CTaBa, HIDKEKIIMTa TpsiOBa /a ce TIOCTABS B IPOTHBONOJIOMKHATA CTPAHa
HA CEJATTHILETO.

4.3, llpoTRRONOKA3ANHA

Toan neKapCTBREH MTPOAYKT € MPOTHBONIOKA3aH B CAEHUTE CITyYau:

s CBPBXYYBCTBHTECIHOCT KBM aKTHBHOTO BEINECTBO HWIH HAKOE OT IOMOIIHUTE BEILECTBA,
ITOCOYEHH B TOUKA §;

. NMpe3 TPETHA TPUMECTHP OT OpeMEHHOCTTa (BXK. TouKa 4.6);

* MpH JICNa& W FOHOIIH roj 1 8-roAMIIIHA BB3PacT;

® CBPBXUYYBCTBHTENHOCT KbM AKTHBHH MOJIeKYJIH ¢be cxoano aeicteme, karo HCIIBC wu

alCTHICATHIMIOBA kKucenuHa. MenokcukaM JIC He Tpadea Ja ce mpunara nNpd MamueHTH, KOUTO ca
pPa3sBUIM aCTMATHYHH CHMIITOMH, HA3aJHUA IIONWIH, AHFHOHEBPOTHYCH €JeM WIH YPTHKapHi CJicH
NIPHCM Ha aleTHICAIMIIOBa kuceauna wiv apyru HCIIBC;

. aHaMHe3a 3a CTOMAIIHO-UPEBHO KLPBEHE MM Nepdopaliyi, CBBP3aHH C MPEAXOAHO JEYEHHE ¢
HCIIBC,;

. aKTHBHA WA aHAMHe3a 33 PCLMOMBHpAlIA MENTHYHA #3Ba/ KPHBOM3NWB (OBa HII

OTAENHM €NM30a Ha JOKA3aHH A3Ba WITH KLPBEHE); -g{;f;}ﬂq o

. FacTPOMHTECTHHAIHO KbpBEHE, aHAMHE3a 33 MO3BUEH KPHLBOMIIHMB WK Jpyrif/idf fﬁg,a\
KPBBOCHCUPBAHETO; ﬁfﬁﬁ? ™ p”‘ A\
. TEXKKO YBpexKJlaHe Ha uepHoApoGHaTa GyHKLM, fﬁj“* ~:,}L :

. Texka OE0peyHa HeIOCTATHYHOCT, HETIO/PIOKEHA Ha [IHAIIH3a; R




bt TCKKA ChEpPpACUYHA HETOCTATBYHOCT,

. HAPYIIEHHA HA KPLBOCHCHPBAHETO MM AHTHKOAT'YJIAHTHA Tepanus (IPOTHBOIOKA3AHHWETO €
CBBP3aHO ¢ MHTPAMYCKYJIHHA HAUHH Ha NMPHIOKEHHE).

4.4, Coennanny npexynpexIcHEd H NpeIna3aa MepKH OIPH ynoTpeba

HexenaHHTe NleKapcTBEHH peakuMH MoraT Aa ObaT HaMaJleH! KaTo 3a KOHTPO/IHPaHE Ha CHMITTOMMTE

ce MpHlara Bb3MOXXHO Hali-HUCKaTa epeKTHRHA 032 32 Bb3MOXKHO Hal-KpaThK IEPHO OT BpeMe (BiK.
TOuK2 4.2 M TOCOYEHWTE NO-TONY FACTPOMHTECTHHAIHH, KapAMOBACKYJIapHH H MO3LYHO-ChIOBH
PHCKOBE).

IlpenoprunuTenHaTa MakCHMalIHA AHEBHA 7032 He Tpadpa Ja OBjae NpeBHIIABaHA B Cloy4yad Ha
HEeIOCTATHYEH TEPAaneBTHYEH €(PEKT, KaKTO He TpAOBa Aa ce BKMouBa KbM TeparmsaTa Apyro HCIIBC,
TBH KaTO TOBa MOJXKE Ja MOBHMIUM TOKCHYHOCTTA, 4 TepaleBTHYHHUTE NpPEeIHMCTBa HE Ca JIOKA3aHH.
CeBmecTHara ynotpeba Ha MenokcukaMm ¢ apyru HCIIBC, BxmoUMTENHO LMIUIOOKCHreHasa-2
CENIEKTHBHM UHXUOUTOPH TpAORa J1a ce u3bAraa.

Menokeuxkam JIC He e moaxonsin 3a oflekyaBaHe Ha CHMIITOMHTE MpPH NALMECHTH, HY)KIAelu ce OT
obyiekueHue Ha ocTpa Sonka. KnMHUYHATA TIOJI3a OT JIeueHHEeTo TpAOBa 113 ce MPEeOCMHCIIH IPH JIMIICA

Ha IOAOOpEHUE Clie]l HAKOIKO JHH.

lpenu 3anouBane Ha JeueHHE C MEJIOKCHKAM € HeoOXOAMMO IIPOC/IeAsBaHe 338 aHAMHE3a 34 €30(aruT,
FacTpUT W/ WIH NENTHYHA A3Ba, C Led Ja C€ OCHTYPH TAXHOTO ITBJIHO M3JIEKYBaHE NpeaH JIEUCHUETO.
Heobxoaumo e pyTHHHO NpocieigBase 34 MOABA Ha PEIfIIUEH TPH MAIHEHTH, TCKYBAHH C MEJIOKCUKAM
H C aHAMHE3a 3a TAKUBA Pa3CTPOMCTBA.

Facmpo-unmecmunanmu egpexmu

[Ipu ynotpeba Ha HCIIBC ca jroknagsanm racTpOMHTECTHHATHO KBPBEHE, S3BU U MepdopaLiii, KOUTO
MOKE Aa ca (paTaJiHM, MO BCIKO BPEME Ha JICUEHHETO, ¢ HWIH 0e3 HAMHYHETO Ha IPEAYNPEKIABAIIN
CHMOTOMH HJIH NPEJHIIHA AHAMHE34 3a CEPUO3HH FACTPOMHTECTHHAIHH CHOWTHAL.

[Ip# manHeHTH ¢ aHAMHE3a 3a A3Ba, OCODEHO aKko € YCIOKHEHA OT KPBBOH3IIMBY MITH nepdopauus (Bx.
TOUYKA 4,3), KAKTO M [IPH NalHEHTH B ¢TapYecka Bb3pacT, PUCKBT OT raCTPOHHTECTHHANHO KbPBEHE, S3BU
HITH niepdopaliys ce ysBeaH4asa ¢ nopuinapaHeto Ha nozata HCIIBC. Tlpu Te3su mauMeHTH JieYenueTo
TpaOBa na 6BLae 3amouyBaHO ¢ Hall-HMCKATA BB3MOMKHA J03a. [Ipy Te3u nmaiMeHTH, KAKTO W TNpH
MALMEHTHTE, MPH KOHUTO C€ H3UCKBA ChbBMECTEH NTPHEM Ha HHCKHU O3 aClHUPHH HIIH APYTH JIEKapCTRa,
KOUTO MOrarT Jia TIOBHIHAT TacTPOMHTECCTHHANHHA PHCK, MOXKE /1a ce OOMHUCIIH KOMOHMHHpaHa Teparys
CBHC 3aIUMTHH areHTH (HaNpUMep, MH3OMIPOCTON HiIH HHXMOUTOPH HA TIPOTOHHATA NoMNa) (BK. 110-710/1y
H TOYKa 4.5).

[TalHeHTHTE ¢ aHaMHe3a 33 TaCTPOMHTECTHHAIIHA TOKCHYHOCT, 0COOEHO aKo ca B CTap4ecKa Bh3pacT,
TpA0Ba /1a AOKNAABAT BCHYKH HeoOHuYaliHH aOfOMHHANHA CHMITOMH (ocoﬁeﬁo racTPOHHTECTHHATHO
KBPBCHE) Hali-Beue B HAYAIHWTE €TANH Ha JIEUYCHHETO.

M3uckBa ce BHUMaHUE NPH NALKHEHTH, KOHTO TIPHEMAT CHBMECTHO JIEKApCTBa, KOWTO MOIAT J1a OBHINAT
PHCKa OT A3BH HJIK KbpBEHE, KaTO XeNnapHH, NPUaraH 3a CaMOCTOATENHO JCUEHHE HITH B ICPHATPHATA,
aHTHKOAryJiaHTH Karo Bap(apuH HIA APYTH HECTCPOHAHHM IIPOTHBOBB3NAIHTEIHH JICKapCTBa,
BKIIOYMTENHO ALETIWICANHMIIMIOBA KUCE/IMHA, IPHEMAHa B NIPOTHROBBL3MNANHTENHH 103K (> 1 g Ha goza
WIH > 3 g XHeBHO) (BkK. Touka 4.5). T

Korato npu nanyeHTH, 1eKyBaHU ¢ MEJIOKCHKAM C€ MOSBH TAaCTPOHHTECTUHAIIHO
JIe4EeHHETO TpAOBa Ja ce NIPEeyCTAHOBH.



HCIIBC Tps0Ba ga ce npuiarar ¢ BHHMaHHE TIPH IAIACHTH C aHAMHE3a 33 IaCTPOHHTECTHHANHO
3abonasane (ynuepozeH KoauT, bonect Ha KpoH), Thit KaTo Te3H CHCTOSHHS MOTAT Ja ce 00oCTpAT (BiK.
Touka 4.8).

Kapouoeackxyrapnu u Mo3wuno-cb008u eghexmu

HeobxonuMo € na ce ocurypsar NOAXOIAINO HAOMOASHHE H CHBET 33 MALMEHTH ¢ aHAMHE3a 32
XHNEPTOHHA W WM JieKa A0 YMEPEHa KOHIECTHBHA ChpIEYHA HENOCTATBYHOCT, ThH KATO [pPH

ynotpebara Ha HCIIBC ca noknaneanu 3agbpskaHe Ha TEYHOCTH H OTOLIH.

IIpean u ocobeHo B HaYaNOTO Ha JICHEHHETO C MEJIOKCHKAM Ce TIPENOpbYBa KIHHMYHO CIIC/ICHE Ha
KPBBHOTO HAIAFaHE NPH MAIHEHTH, HAIOKEHH Ha PHCK.

KinnuyHATE NpoyyBaHHA H €NMAEMHOJIOTHYHHATE AaHHH NMOKa3Bar, 4e ynorpebara Ha Hakon HCIIBC,
BKJTIOUHTEHO H MENOKCHKaM (OCOOEHO BEB BHCOKH J103H H TIPH MPOABIKHATEIHO NMPHIOKEHUE), MOKE
a3 Obe CBBP3aHa ¢ JIEKO TIOBHIIIEH PHCK OT apTePHATHH TPOMOOTHYHH ChOUTHA (HanpuMep, HHPApKT
Ha MHOKApAa Wik MHCYAT). HaMa AocTaThyHO HAJTHYHH JAaHHM, 32 J1a ¢ M3KIOUM TaKBB PUCK NpH
METOKCHKAM.

[{arHeNTH ¢ HEKOHTpOIMpaHa XWIEPTOHWHA, KOHI€CTHBHA ChpACUHA HENOCTAaTBYHOCT, [OKa3aHa
HCXeMHu4Ha foJlecT Ha CHpLETO, NepudepHa apTepranHa Golect W/ WIM MO3BYHO-CBAOBO 3a009Bane
TpAOBa 1a OBIAT NeKypaHH ¢ MeNOKCHKaM caMO cliell BHUMaTenHa rpeueHka. IlonobOna mpenenka
TpAOBA 12 C€ HANPABH U NIPEIH 3a[10YBAHE HA JBJITOCPOYHO JICYEHHE TIPH MALHEHTY ¢ PHCKOBH (PaKTOPH
32 CBbPAEYHO-CHAOBO 3a0oJiABaHe (HampyMep XHIIEPTOHHA, XHIEPIHIIHIAEMHA, 3axapeH auaber,
TIOTIOHOIYLUEHE ),

Koorcru pearsapaut

Ilpu ynotpedaTa Ha MEJIOKCHKAM ¢a JIOKIaJBaHH >KMBOTO3acTpaluaBaimyd KoykHM peakim (CuuapoMm Ha
CtuebHC-/PKOHCEH ¥ TOKCHYHA eNHaepMaTHa Hekpoinu3a). [laimenare Tpabea na Op1aT NOCEBETBAHH 33
NPOSBHTE W CHMIITOMHTE H Ja 6baaT Npocneassady oTONN30 3a KOXKHHU peakiyy. PUCKBT ot nosBa Ha
CunapoM Ha CTUBBHC-/[PKOHCHH UNTM TOKCHYHA eMMAEPMAalIHa HEKPOJIM3a ¢ HAl-BHCOK INpE3 IIBPBHTE
CeIMHLIM OT JIEYEHMETO,

AKO ce TIOABAT CHMITTOMH Ha Te3H 3a00/aBaHuA (HAIpHMEP MpOTpecHpall KoxkeH 0OpHE, tecTo ¢ 00pasyBaHe
HA MEXYPH WIH MYKO3HH JIE3HH), JIEYEHHETO ¢ MEJIOKCHKaM TpAOBa f1a Oblie NpeyCTaHOBEHO.

Haii-nobpy pesyrrmati npu ornanseasero sa Cemppoma Ha CTHREHC-/BKOHCEH M TOKCHYHATA CMHIEpMAaiHa
HEKPOJIH3a C€ IOCTHaT ¢ paHHa JWArHOCTHKA M He3a0aBHO MPEYCTAHOBABAHE HA JIEYCHHUETO C JIGKAapCTBAaTa,
33 KOMTC C€ MOAO3Mpa, 4Ye Ca OTKIIOYMIIM peakuuATa. PAHHOTO MpeyCTAHOBABAHE HA JIEUCHHETO ©
CBEP3aHO € M0-100pa MmporHosa.

AKO NALHMEHTET € Pa3sBHII HAKOE OT TE3M CECTOSHHA N0 BPEME HA JIEYEHUE C MEJIOKCHKAM, He TpAOBa 1a My ce
NpHIara MeJIOKCHKaM B OBbAaelle.

Hma cbobimerna 3a ciyyan Ha ¢puKcHpaHa tekapcTeena epyniua (fixed drug eruption, FDE) npw npuem
Ha MEJOKCHKaM.

Menokcukam He TpAGBa na ce mpMiara OTHOBO IMpH NalUHeHTH ¢ aHamHe3a 3a FDE, csbp3aHa
MEJIOKCHKaM. BE3MOKHO € 1a BE3HHKHE KPBhCTOCAHA PEAKTUBHOCT € APYTH OKCHKAMH.

Hapamempu na veprodpobra u 6ebpeuna ynxyua

Kakto u mpu moseueto HCIIBC, moHAkora ca mOKAaZBaHH MOBMINCHH HH :' ij [T ‘
NOBHILIEH cepyMeH OMIHPYOHH WM JIpyry TapaMeTpH Ha yepHoapoOHaTa GyKH p, 3&1{1‘0 HHBBif}LIIéHi«I ” H
HYBa Ha CEPYMEH KPEaTHHHH M yYped B KPBBTA H APYrH HapylieHHA npu nabopa hﬂ uacﬂeggaﬂnﬂ & /
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MOBEYETO CAYYaH TOBA ca OWIH HE3HAYHTEHH H MPEXOJAHH IOBHINEHHSA HaJl HOPMAIHUTE CTOHHOCTH.
AKC HAKOA OT T€3H aHOMAIHH € CBHINECTBEHA WM TMPOALIKHTENHa, AcueHHeTo ¢ MenokcHkam [IC
TpabBa Aa ObJe NpeycTaHOBEHO U TPAOBa Ja ¢E NPOBEIAT ChOTBETHHTE H3CICABAHH.

Dyuryuonamna 6GLOPeuRa HedoCmanTbyHocm

HCIIBC, 4pes naxubupane Ha cbaopasiiHpsapalius edekt Ha O6b0peuHrTe pocTarylaHAHHH, MOXKe /1a
Npeanu3BHKaT (PYHKIMOHATHA OBOpedyHa HEAOCTATHYHOCT 4Ype3 HaMaldBaHe Ha [IIOMEpYTHATa
¢uwrTpauug. Ta3su HeXkeNaHa peaklius € K0303aBHCHMa B HayajioTo Ha JIeyeHHeTO M NPH NOBHIIABAHE
Ha J03aTa ce NpernophuBa BHUMATENHO MpoOCieAsBaHe Ha guypesaTta W 6nOpeunara PyHKUMA IpH
MalWEHTH CBC CIIETHHTE PHCKOBH (aKTOPH:

o ITauneHTH B cCTapYecKa BE3pacT

o ITauueHTH, KOMTO HpHEMAT CHBMECTHO JieKapctea karo ACE uHxuburopH, aHrHoTeH3HH-11
aHTArOHHCTH, CApTaHM, AUYPeTHLH {BK. TouKka 4.5 B3anMoaeHCTBHE ¢ IpYTH JIEKAPCTBEHH NTPOAYKTH H
IPYrd GOpMH Ha B3aUMOJCHCTBHE)

XunososeMus (He3aBHCUMO OT [IPHUYMHATA)

3acToiiHa ¢hpAeUHa HEIOCTATHYHOCT

bubpedHa HepoCTATHHHOCT

HedpotuvieH cuaipom

JynycHa HegpomaTus

Texka uepHonpoOHa aucPyHKUHS (cepyMer andymun <25 g/1 wmm pesynrar no Child-Pugh

>10)

B penku cnyuau ynorpebara na HCIIBC Moxe [a NOpMYMHM HHTEpPCTHLHMalEH Hedpur,
rnomMepynonedpur, 6s06peuHa MeynapHa HeKpo3a WIH HEQPOTHYEH CHHAPOM.

Jo3aTa MeTOKCHKaM NMpH MAlMEHTH B KpaeH cTaauil Ha 666peyHa HemoCTATHHYHOCT Ha XEMOJTHAJIN3A HE

TpAOBa 1a npesuasa 7,5 mg. He ce M3HCKBa HaMaJIsBaHE Ha 103aTa MPH MALMEHTH ¢ JICKO 0 YMEPEHO
OB6peuHo yBpexaaHe (MPpH MALUEHTH ¢ KPEaTHHHHOB KIMPBHC Hax 25 ml/min).

Hampuii, kanuii u 2a0vporcane Ha 80da

Ilpu ynotpeba na HCIIBC ¢ pb3moxna MHAVKIMA HA HATPHI, KAJTHi U 3aTbpiKaHe Ha BOAA, KAKTO H
HHTepdEepeHLiHd C HATPHYPUTHYHHA edekT Ha AuypeTHUHTe. B gombiHeHMe MOke Ja ce NOSABY H
MOHWKABAHEe HA AHTUXMUIIEPTEH3IUBHHA ¢(EKT HA AaHTHXHIICPTEH3UBHHUTE JiekapcTBa (BX. Touka 4.5).
CreaoBaTenHO NMPH NOAATIHBY MALMEHTH MOTAT J1a C€ OARAT A€M, HEAOCTATEYHOCT WIHM XHIIEPTOHUA
HJIM T€3M CBECTOAHUA na ce 3aawenbouar. [lopagu Topa € HEOOXOAMMO KJIMHMYHO TPOCIEAsBaHE Ha
MALMEHTHTE B PUCK (BK. TOUKa 4.2 1 Touka 4.)

Xunepranuemu

XUNEPKATIHEMUATA MOYKe 12 ObJIe MORIMAHA OT THADET WIM CHBMECTHO JIEYCHHE C JICKAPCTBA, 33 KOHUTO € H3BECTHO,
Ye MOBMILABAT KajMeMHsaTa (BxX. Touka 4.5). IIpy TaxuBa cioyvad Tpadea J1a ce HM3BBpIIBA PEAOBHO
npocnefBiHe HA HUBATA HA KAJIHii.

Hpyzu npedynpesicoenusn u npednazuu mepru

Hesxenanure peakliMy 4ecTO ce MOHACAT TIO-TEKKO OT MALMEHTH B CTApPYECKa BH3PACT, HEMOUIHH HIH
C1a0M MMALMEHTH, KOMTO NMOPajy Ta3W NpUMMHA TPsiOBa Ja ObJAT BHHMATENHO Npocneaasati. Kakto ¥ npu
octaHamuTe HCTIBC ce usmckea ocobeHo BHHMaHME IPH MALMEHTH B CTApYECKA BLIPATE
OBOpeunara, depHoapoOHaTa M cChpaeuHaTa (YHKIMM YecTo ca yBpemeHH. IIpy 5

BR3pacT ¢ HabmomaBa T0-BMCOKA 4YECTOTA HA HOKEJIAHWIE peakiu I 4

Menokcrkam, kakto M octaHanmute HCIIBC, moke j1a Mackdpa CHMITTOMHTY 1% B‘e\&e ti?lﬂéernyﬂamo
HH(pEKIHMO3HO 3a00IaBaHe. ' Pl



Kakro 1 ipu ocrasamre HCTIBC, npiaranui HHTpaMyCcKyJTHO, HA MACTOTO Ha HEDKEKTHPAHE MOTAT [d Ce TOABAT
abcLiecH H HEKpOo34d. YTIoTpedaTa Ha MENIOKCHKAM, KAKTO H Ha BCAKO JIPYTO JIEKAPCTRO, 34 KOETO € H3BECTHO,
ye MHXHOMpa IMKIOOKCUIeHas3aTa/ npocTariaHJHHOBHA CHHTE3, MOXKe Jla HapylllH (epTIIHTETa U He C¢
NpenopbyBa MPH XKEHH, KOHTO Ce OTIMTBAT Ja 3a4eHar. [Ipu skeHUTe, KOHTO MMaT 3aTpyIHEHHA 1 3a0peMEHE T,
WITH KOHTO € MOZVIO/KEHH Ha M3CIeIBaHHS 32 CTEPHIHTET, PSYCTAHOBABAHE Ha JICYEHHETO C MEJIOKCHKAM TpAOBa
Aa Ob1e OOMHCIIEHO.

4.5. BzanMogeHCcTBAE ¢ APYTH JieKaApCcTBeHH NPOAYKTH H APYra (popMHu HA BIAHMOAeHCTBHE

[IpoyuBaHus 3a B3aHMOICHCTBUATA €A [TPOBEKIAHH CaMO [TPH Bh3PacTHH.

MaKO BIAMMOICHCTBHN:

Hpyeu necmepouonu npomugosvsnarumennu cpeocmea (HCIIBC) u ayemuicamuyunoea Kuceauna >
3g/oneano:

CHbBMECTHOTO MpUiToxkenre (Bk. Touka 4.4) ¢ APYrH HECTCPOMIHH IIPOTHROBLIMANMTENHH CPE/CTBA,
BIJIIOYHTEIIHO ALICTHICATHLIMIOBA KHCEIHHA, TIPHEMAHA B IIPOTHBOBB3MAMTENHH | g Ha 1032 MIH 2> 3 g
OHEBHO) HE C€ npenopbyBa (BK. Touka 4.4).

Kopmuxocmepoudu (Hanpumep 2moKokopniuxoudy)

CeBMecTHaTa yrnoTpeba ¢ KOPTHKOCTEPOHAM M3UCKBA BHHMAaHKE, MOPaJM TIOBUILIEH PHCK OT KbPBEHE WIH
racTpOMHTECTHHAIHH A3BH.

ARIUKOG2YIAHITU U XERQPUH, RPUEMAHY 6 2EPUAMPUIMQ Will 8 1ewebHu 003u

Hannie e chInecTBEHO MOBMIIEH PHCK OT KBpBEHE, Upe3 MHXMOMpaHe Ha TpoMOOUWTHATA (PYHKIMA W
yBpexiaHe Ha ractpoyoneHanHara murasHua. HCIIBC morar ma 3acHiaT edexra Ha aHTHKOACYNAHTHTE KATO
Bapdapun (BK. Touka 4.4). CeBMecTHoTO npHnoxkenue Ha HCTIBC u aHTHKOarynaHTH WIM XelapHH MpH
MAlHEHTH B CTapUecka Bb3PACcT HWITH B JieueOHa /1034 He ce npenopbyuBa (BX. Touka 4.4).

B ocTaHanute CJIyvad Ha HPHEM Ha XCIIapHH €€ H3HCKBA BHHMaHHE NOpPaJH MOBHIIEH PHCK OT KbPBCHC.

BHHMATETHO NPOIECIBAHE HA NPOTPOMOHHOBOTO BPEME € HEOOXOAMMO, aKO CHBMECTHOTO NPWIOKEHHE He
MOXKE J1a ce H30erHe.

Tpombomunmagu ¥ GHIMUMPOMOOWLINIHY AEKADCIMBA

IloprilicH pHCK OT KBPBEHE, UYpe3 MHXMOMpaHe Ha TpOMOOLMTHaTa (QYHKLHA M YBpPEXKIaHE Ha
racTpONYOJACHATHATA JIMTABHLIA.

Cenexnugru urocvbumopu na ooparmmomo 3axeaugcme Ha cepomonuna (SSRIs)
[oBHInIEH pHCK OT FACTPOMHTECTHHAIHO KEPEEHE.
uypennapu, ACE wocubumopu u Arnzuomensum-I arimazonucmuy

HCIIBC morart fia HaMansT eekra Ha qUypPETHLHTE M APYTHTE aHTHXMIIpTeH3HBHH NekapeTsa. [pu nsxon

TIALMEHTH ¢ YBpeieHa 0L0peyna QyHkopua (Hanpumep, AeXHAPaTUPaHH NALUEHTH WIH MALMEHTH B CTAPYeCKa
BE3pACT C yBpeneHa 0s0peuna PyHKing) creMecTHOTO NpHiiokeHue Ha ACE vrxuOHTOp MK

JOMBITHATENHO  BlIOIIARAHE HA OBOpedHATa (YHKUMA, BITIOYMTENHO BBIMOXKHA //QCTDA” b
HEIOCTATHYHOCT, KOMTO OOMKHOBeHO ca obpatimiu. [lopagu Tasd NpyuHHA KOMﬁHI—Ial.I{rIﬂﬁ'H/ pabii e ce
NpWiara ¢ BHUMaHue, 0coDEHO NMPH NMAMEHTH B cTapuecka Bb3pacT. [laupeHTuTe Ipﬂﬁ'na mca a,uemmia



XHMIPaTHPaHH | TPAOBa Na ce OOMUCITH AOITWIHHTETHO NpocicagBane Ha 6b0peunara PyHKLMSA NPy 3a1049BaHe
HA CHBMECTHC JICUCHHE H NIEPHOOWYHO clie/l TOBA (B3K. ChINO TouKa 4.4).

Hpyeu annapamepmensustu azennu (gromonumeHo bema-onoxepu)

Kaxro npit MHXHOMTOPHTE Ha AHTVIOTCHRIH KOHBEPTHPALIHS €3HHM H AHMMOTeHHHI] aHTaroHUCTHTE, MOME J1A 08 NOSBH

HAMATPIBAHE HA aHTHXHIRPTSHEHBHEA eekT Ha OcTa-GrokepuTe (mopans HHXMOMpaHe Ha NPOCTATTIAHAWHH C
Ba30IHIaTHRBEH eeKT).

Kampmespuroeu urocubOumopu (Hanpumep yukioCHnopur, maKpomyc):

HedpoTokCHYIHOCTTa Ha KallMHEBPHHOBHTE HHXHOWTOpH Moxe fAa ce yeenuyH oT HCIIBC upes
OBOpeYHHTE TNpOCTarnaHAMHOBH MeauupaHH edextd. Korato ce mnpunarat B HEOOXOIMMO
npocaeassanc Ha 6pOpedHaTa QyHKIHA, 0COOEHO NpPH NALMEHTH B CTApYeCcKa BB3Pact.

Bempemamounu cpedcmsa:

Hoxnaneauo e, ye HCIIBC Hamansear edukacHocTTa Ha BETpEMaTOYHHMTE cpeicTBa. Hamanenarta
e¢uKacHocT Ha BhTpemaTounuTe cpeiacrea oT HCIIBC e crobmapaHa, HO MMa HEOOXOAMMOCT OT
AOMBIHUTENHO NOTRBHPKICHHE.

DapMaKOKHHETHHHH B3aMMOAeHCTBHA: Edeki Ha MEIOKCHKAM BEPXY (PapMaKOKMHETHKATA HA JPYIH JIEKAPCTRA
Jhamuai;

CoobuiaBano ¢, ue HCIIBC noepmmasar nnasmeHuTe HHBa Ha JIMTHI B KpBBTa (IOpaj¥ HaMaJleHaTa
OBOpeuHa €KCKpelMs Ha JIMTHH), KOUTO MOTaT ja JOCTHIHAT TOKCHYHH CTOHHOCTH. CBBMECTHOTO
npunoxenue Ha JUTHIE 1 HCIIBC ne ce mpenopruBa (BK. Touka 4.4). AKO TakoBa NPHIICKEHHE €
HEOOXOAMMO, IUIA3MEHHTE KOHLISHTPALMK Ha JUTHIl TpAOBa 1a Obaart npocineAsBaHd BHUMATEIHO MPY
3aMo4BaHe Ha JICYECHHUETO, A/IANTHPaHE HA N034Ta H NPEYCTAHOBABAHE HA JIEYEHHUETO ¢ MEJIOKCHKAM.

Memompercam:

HCIIBC Morar na Hamanar TyOysiHaTa CEKpelds Ha METOTpEeKCcar H [0 TO3M HAa4yHH J1a TOBHILIAT
IJIa3MEHHTE MY KOHIEHTpallHH. Ilopaan Tazu npuuMHa, OpW NALKMEHTH, JEKYBAHH C BHCOKH O3M
METOTpeKcaT (1moseue oT 15 mg cenqvuuno), cbBMecTHaTa ynotpeda Ha HCTIBC He ce npenopbuba (BXK.
To4Ka 4.4).

PuckeT oT B3aumoneiicTeue Mexny HCIIBC u Merorpekcar TpaGea na Obae oOMHCIEH M NpH
IMALMECHTH, KOHTO NpHEMAaT HUCKA /1033 METOTpeKcar, 0coBeHo NMpH ManyeHTH ¢ yBpeaeHa OnOpeduHa
ynkuma. Koraro ce npunarat ¢bBMECTHO € HEOOXOIHUMO MpociesBaHe Ha Opost KPBBHU KJIETKH H
OnOpeunara dyHxkuMsa. CrneuHanHd npeana3Hd MepkH ca HeoOXOAHMMH B CJTydail Ha CHBMECTHO
npunoxenue Ha MetoTpekcaT 1 HCIIBC B npojbibkeHHe Ha TPH NMOCIEAOBATEIHH JIHH, TIOPaiu PUCK
OT TOKCHYHOCT, CBBbpP3aH C [IOBHIIIEHUTE UIA3MEHH HUBA HA METOTPEKCAT.

Bbnpekn ue papMakokuHETHKaTa Ha MeToTpekear (15 mg CeIMHUHO) He € [OBJIHAHA CHLIECTBEHO OT
CBBMECTHATa ynotpeda ¢ MEIOKCHKaM, TpiA0Ba /a c¢€ OTYETe, Y€ XeMaTOJOrHYHATA TOKCHYHOCT Ha
METOTpeKcaT Moxke aa Obae noBumena ot geuende ¢ HCTIBC (Bx. no-rope) (Bk. Touka 4.8).

DapMakOKMHETHYHH B3auMonekcTeua: EdekTy Ha Opyru nekapcTpa BEpXY (papMaKOKHHETHKATAa Ha

MEJIOKCHKaAM

Xonecmupariun:

XOJIECTHPAMHHBLT YCKOPABA ETUMHHHPAHETO Ha MENIOKCHKAM upe3 NPEKbCBAHE HAa €
IUpKyJanus. To3M edekT NpHUMHsBA NOBHINABaHE Ha KIUpbHca Ha ¢ 50%
nomyxuBota ¢ 13 = 3 wvaca. ToBa B3aUMOJIEHCTBHE € OT KIMHUYHO 3HAYEHHE.




KIHHHYHC 3HAQUHUMH cl)apmalcoic}me'rmmn BB&HMOHEﬁC’I‘B[‘[ﬂ ¢ OTHOIICHHE Ha CBBMECTHOTO
NPpHIOAKCHHAEC HA aHTHaLWAH, TUMETHIHH H MUTOKCHH.

4.6. PeprriATET, DPEMEHHOCT H KLPMEHE

bpeMeHHOoCT

HMHxubHpaHeTe Ha MpOCTarIaHAMHOBHS CHHTEZ MOXKE HEXEIaHC Aa HOBIMsAe GpPeMEeHHOCTTa W/ HIIH
eMOpHO/PeTannoTO pa3zBuTHe. J[aHHHTE OT €NMMAESMHONOTHYHH MPOYUBAHHS TOKA3BAT MOBUIIEH PHCK
OT CIIOHTAHEH abopT M chpleYHH MAThOpPMALMH H TacCTPOXH3a Clel ynorpebata Ha HHXMOUTOPH Ha
NMPOCTArNIAHAMHOBHA CHHTEZ B paHHHTE CTagdd Ha OpeMeHHOCTTa. AOCOMIOTHHAT PHCK OT
CBPACYHOCHA0BH MaihopMalliH ce TMOBHIIAaBa ¢ mo-Manko oT 1%, xo okono 1.5%. Ilpeanonara ce, ye
PHCKBT C€ [TOBHIIIABA C J03aTa H NPOAB/DKHTEIHOCTTA Ha JICUCHHE.

[IpunaraneTo Ha HHXUOHTOPU HA MPOCTATNMAHAWHOBHSA CHHTE3 TIPH JKMBOTHH NMOKAa3Ba MOBHIIEHHE HA
npe- U MOCTHHIALHOHHHTE 3arydu u emOpuoderanHa cMBbPTHOCT. B JOMBIIHEHME, HpW KMBOTHH,
JIEKYBAHH ¢ HHXHOUTOPH Ha NMPOCTArIAHAWHOBHS CHHTE3 TI0 BpeMe Ha OpraHoreHe3ata, € HabJronaBaHa
MOBUILECHA YECTOTA HA PAa3IHYHU MAIPOPMALIMH, BKITIOUHUTEIHO CHPACYHOCHIOBH.

Or 20-ata ceaMHIla OT OpEeMEHHOCTTa HATATBK YNOTpe0aTa Ha MENOKCHKaM MoOXKe A3 IPHYHHH
OJTATOXUJIPaMHHOH, ABJDKALL ¢€ Ha HapylleHue Ha On0OpeuHara pyHkuua Ha ¢eryca. Tosa Moxe na ce
NIOSBH CKOPO CJI€N 3allOYBaHE HA JIEUYEHMETO W OOMKHOBEHO ¢ oOpaTHMo NIpH npekparsBaHe My. B
NOIBJIHEHHE, MMa CBOOIEHUS 3a CTeCHABAHE Ha ductus arferiosus Clie]] JedeHHe Ipe3 BTopHA
TPHMECTBP, IIOBSUYETO OT KOUTC OT3BYYABAT CJICA [IpeKpaTsABaHe Ha Je4eHHeTo. (ClieIoBaTelIHO, OCBEH
aKo He € JI0Ka3aHOo HeoOdxoaumo, ynoTpebaTa HA MEJOKCHKAM Tpe3 ITHPBHA W BTOPHS TPHMECTLD Ha
OpemMeHHOCTTa TpAOBa Aa ce M30Arsa. AKO MEIOKCHKAM C€ MPHeMa OT XKeHH, KOWTO ce OIHMTBAT J1a
3a4eHAT WK [pe3 ObPBUSA M BTOPHA TPHMECTHP OT OpeMEHHOCTTa, IPUEMAHAaTa A03a TpaAOBa 1a Obae
BE3MOKHO HaH-HHCKA, a NPOIBDKHTETHOCTTA Ha JicUeHHe Bh3MOXKHO Habi-kpaTka. CieA eKCIO3HIkS
Ha MEJIOKCHKAaM B MPOAbDKeHHE Ha HAKOIKO OHH oT 20-aTa recTalloHHa CeNMHIA HATAaTHK TPAOBa Aa

ce 0OMHCIM aHTEHATAJIHO IpoClICAABAHEC 3a OJIHUIroXHiapaMHHOH H CTCCHABAHE HA ductus arteriosus.
Ynomeﬁara Ha MCJIOKCHKaM 'I'pHGBa Ad C€ TIPEYCTAHOBH, dKO €€ YCTAHOBH OJHTIOXHIAPAMHHOH HJIH

CTeCHABAHE Ha ductus arteriosus.

[Ipe3 TpeTHd TPUMECTEP OT OpeMEHHOCTTA BCHYKH HHXHOHTOPH Ha NPOCTArMAHAHHOBHS CHHTE3 MOTaT
Na NPUHMHHAT Ha deTyca:

. KapAHO-ITyJIMOHAIHA TOKCHYUHOCT (NpeXACBPEeMEHHO CTeCHsABaHE/3aTBapsHE Ha ductus
arteriosus U NMYJIMOHATHA XHUNIEPTOHHA );

. HapymieHa 0bOpeuna QyHKIMsA, KOATO MOXKE JIa Tporpecupa Ao 6B0pevHa HeAOCTATEYHOCT C
OJJTHFOXMAPOAMHHO3a Ha MaMKaTa W [N10Ja B Kpasd Ha OpeMeHHOCTTa (BXK. [10-FOpe);

. BB3MOXKHO YABIDKABAHE HAa BPEMETO HA KBPBEHE, AHTHArPETALHOHEH €(PEKT, KOHTO MOXKE J1a ce
NIPOSBK JOPH IIPY MHOTO HHCKH JIO3H;

. HHXUOWpaHE HA MATOYHHTE KOHTPAKLMH, KOETO Ja foBeAe A0 3abaBiHe WM yIb/DKABAHE Ha
PaKIAHETO.

CrenoBaTe/IHO MENOKCHKAaM € NMPOTHROIMOKAa3aH Mpe3 TPEeTHA TPHMECTHP OT OpeMEeHHOCTTa (BIDKTE
Touka 4.3).

Kspmene

MenokcikaM ce CKCKPETHpPa B KbpMAaTa. [lonzaTa oT nedeHueTo 3a MakKaTa U N0/13aTa Ha JETETO OT

OepTHaUTeT




AKO MEJIOKCHKaM ce Npujara MpH KEHH, KOHTO ce OHMTBAT Ja 3a4ycHaTt, Aozara Tpsabea aa Owae
BB3MOXKHO Hal-HHCKa, a NPOABKUTETHOCTTA Ha JIeUeHHe Bb3MO)KHO Hall-KpaTka.

4.7. EpeKTH BbPXy cHOCOOHOCTTA 32 o HpPaHe H paboTa ¢ MAIMHHA

He ca mpoBexnanu DpoyusaHus BbpXY crocofGHOCTTa 3a modupaHe H paboTta ¢ MamMHH. BBIpekn
TOB2, B3 OCHOBA Ha ({apMaKOXMHAMHYHHA NPodHI U ZOKIAABAHHTE HEXKEIAHH JICKAPCTBECHH PCAKIHH,
€ MaJKO BE€POATHO MENOKCHKaM Ja TOBJHAe crnocobHOCTTa 3a mogupaHe W paboTa ¢ MalIHHH.
He3aBHCHMO OT TOBa, akO Ce MOABAT 3PHUTENIHA HApYLICHH HJIH 3aMasHOCT, BEPTHIO WIH JPYTrH
HapyIeHHA Ha LICHTpaJIHaTa HEPBHA CHCTEMA, CE NpenophuBa IOQPHPaHETO M paboTaTa ¢ MalllHHHU [a
ce usdirea.

4.8. HexeslaHH J1eKapCTBEHH peaKIHH

0010 ONMCAHHE

KnuHUYHHTE Npoy4BaHyg H eNHASMUOJOTHYHHTE JaHHH MOKA3BaT, ue ynotpebara Ha Hakou HCIIBC
(ocobeHO BBLB BHCOKHM JIO3M H 32 NMPOAB/KHTENEH MEPHOJ OT BpEME) MOXKE Jia ce aACOLWHpa C JIEKO
NOBHILEH PHCK OT apTepHaTHM TpoMOoTHYHH cHOUTHA (HanpuMep HHGAPKT Ha MHOKApa WIH HHCYIIT)
(BxkK. TOuka 4.4).

B1B BpB3ka ¢ neueHue ¢ HCTIBC ca nokiaaBaH# OTOK, XHIEPTOHHS H CBPASYHA HEAOCTATHUHOCT.

Haii-uecTo HabmonaBanuTe HEXENAHHW PEaKIMH 0 MPHPOJA Ca TacTPOMHTECTHHANIHW. Morar aa ce
MOABST NEITTHYHH SI3BH, riepdopaiysa HIM FaCTPOMHTECTUHANHO KbPBEHE, MOHAKOra (paTUIHH, 0COOEHO
Npy¥ DAUMEHTH B cTapuecka Be3pacT (Bx. Touka 4.4). Cnen ynorpeba Ha HCIIBC ca noknanBaHm
rajicHe, NOBPBILAHE, THAPHA, METCOPHIBM, 3aMeK, TUCTENncH, OONKH B KOpeMa, MeJleHa,_ XeMaTeMe3a,
yJILEPO3eH CTOMATHT, 00ocTpeH Komut U Sonect Ha KpoH (Bk. Touka 4.4). ITo-paako ¢ Habmonaban

racTpur.

YecToTraTa Ha HeXxenaHWTe MEKAPCTBCHHW PEaKlHM, NOCOYEHH TO-AO0NY, CE OCHOBABA HA CBHOTBETHHTE
NOABA HA MOOKIANABAHH HEKENaHH PpeakKUdH B paMKHTe Ha 27 KIMHHYHM [pPOYYBaHMA C
MPOAB/DKHTETHOCT Ha JiedeHHeTo NoHe 14 nuu. HHAQoOpMauuATra ce OCHOBaBA Ha KIHHHYHH
NpoyvBaHHs, BKIrOUBaK 15 197 nauuenTa, IeKyBaHH ¢ IIEpOPaATHA JHCBHH 103U OT 7,5 mg HaH |5 mg
MEJIOKCHKaM TadJIeTKH WITH KallCyJIM 3a TIEpHO IO €IHA IoIHHA.

BKITIOUCHH Ca HeXKEJIaHH JIEKapCTBEHH PeakLMU OT CHOOLICHH, NTOTy4YeHH BEB Bpb3Ka ¢ YIoTpebara Ha
NPOAYKTa Ha Nasapa.

Hexenannre aexapcTReHH peakiiHH ca MOAPEACHH 0 YeCTOTa ChoOpa3Ho clieHaTa KilacH(HKaLA:

- MHOFO 4ecTH (>1/10);

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

- HeuecTd (>1/1 000 mo <1/100);

- peaxu (1/10 000 no <1/1 000);

_ MHOI0 penkH (<1/10 000); =TI

- C HEH3BECTHA YecTOTa (YeCTOTaTa He MOXKe 1a OBb/ie YCTaHOBEHA OT HAJIMMHUTE a .

Tab1H11a HA HEXKCTARATE JeKAPCTBEHH PEAKIHH

Hapynrenus sa KpeBTa M JuMdHATa cHCTEMA
HevecTn: AHEMUA




Penxu: Hapymmenns B KpbBHATa KapTHHa (BKIIOUHTENHO B JuepeHLManHOTO OpocHe Ha OendTe
KPEBHU KNETKH), JICBKOTIEHUS, TPOMOOLIUTONIEHHA
MHoro pAako ca AOKJIaJBaHU ClTydaH Ha arpaHyJIOLHMTO34.

Ha €HHWA Ha HMYHHATA CUCTEMA
HeyecT: AneprudHy peakuiu, paziMuHl OT aHaQHIaKTHYHH H aHaPHITAKTOHAHH peaKIuH
C HeusBecTHa yecToTa: AHa(HIAKTHYEH IIOK, AaHAPWIaKTHYHH/ aHaA(UIAKTOUHH PEaKLIHU

[IcMXHYHM HApYIIEeHUA
Penxu: [lpoMsaHa B HACTPOEHHETO, KOIIMapH

C HeusBecTHa yecToTa: OOBPKAHOCT, AE30PHEHTALIHNS

HapyiiieHus Ha HepBHATA CHCTEMA
YecTu: [ napoboue

HevecTH: 3aMagHOCT, CLEUIMBOCT

O4YHU HapyIIeHHd
Penxu: 3puTenHn HapylLeHHs, BKIIOUATENHO 3aMEITIEHO 3peHHe; KOHIOHKTHBHT

Hapyinenns Ha yXoto u 1adUpHHTA
Heuectn: BeprHro

Penxu: Tunutyc

CepaeyHy HapyIieHus
Penxu: [annmuraupu
B®B Bpb3ka ¢ eucHue ¢ HCIIBC e cpobuaBana cobpaedyHa HeJOCTaThYHOCT.

CBIOBH HAPYHIEHHA
Heuectu: IloBHitieHO KpBBHO Haliarane (B, Touka 4.4), 3auepBiaBaHe

PecnvpaTopHH. CPbAHW W MEAWACTHHATHH HAPYIIEHUA
Penkn: ActMa npu nauueHTH ¢ aneprus KbM acimipial wid apyru HCIIBC

I"'acTpOUHTECTHHATIHH HAPYINEHU

MHoro yectu: Jlucnencus, rageHe, NoBpblUaHe, 0ONKH B KOPEMA, 3aMeK, METCOPU3BM, JHAPHS
Heuectn: OkyaTeH HWIM MAaKpOCKONMMYEH TACTPOMHTECTHHANIEH KPBHBOM3JIMB, CTOMATHMT, TaCTPHT,
OpHTrBaHe

Penxu: Konut, ractpoayoieHanya 93ea, e3odarut

MHoro peaku: I'actpounTecTHHaNHA nepdopauus

['aCTpOMHTECTHHAIHHAT KPBHBOM3/IHB, A3BH WIH Nepdopalidd NOHAKOra Morar na ObJarT TEXKH H
MOTEHHUATHO (PaTaTHH, 0coOEHO IIPH MAlIHEHTH B CTapyecKa Bh3pacT (BiK. TO4Ka 4.4).

XenaTobHauapHH HapyIneHUs
Heuwectu: Yepenena yepHoapoOHa QyHKUHA (HANpHMep NOBHLICHH TPaHCAMHHA3H UM OMIHpYOHH)

MHoro peaku: XenaTur

HapyiieHus Ha Kokata ¥ HOJKOXKHATA ThKaH
Hevect: AHrnoenem, npypuryc, oOpHB

Penxn: Yprukapus, cuaapoM Ha CTHRBHC-/[KOHCHH H TOKCHYHA eNUAepMalnHa HEKpoJik3a (BXK. TOUKa
4.).

MHoro peakn: bynosen aepMarur, epureMa MyaTidopme;
C HeM3eecTHa decToTa: Peakimu Ha QOTOUYBCTBUTETHOCT, QHKCHpaHA JIEKapCTB
TouKa 4.4).

Hapyuienns na 686pelite U YpHHAPHHUS TPAKT




HeuecTH: 3anbpakaHe Ha HAaTpHH W BOJA, XMIEpKaIHeMHs (Bxk. Touka 4.4 ¥ Touka 4.3), aHOMaNHH B
H3CJ1eIBAaHMATA Ha 6H0peyuHaTa GYHKIMA ([TOBHILIEH CEPYMEH KPEaTHHHH U/ UITH ypes)

M=uoro peaku: Ocrpa 6B0peyna HENOCTATEYHOCT, B YACTHOCT MPH ALWEHTH ¢ (PakTOpH (BXK. TOYKA
4.4),

OOy HapyieHny W ebeKTH Ha MACTOTO Ha MPWICKEHHE
Yecn: obpasyBaHe Ha HHPWITpaT Ha MACTOTO HAa HHXKEKTHpaHe, O0NKa Ha MACTOTO Ha HHIKEKTHPaHe
HeuecTH: efieM, BKIIOUMUTENHO €1eM Ha JOIHUTE KPAHHHUILY.

HudopManns, XapakTeDH3IHDAINA BHIHBHIVAARH CEPDHO3ZHH B/ HJIH YeCTH HeXeJaHH
JEKADCTBEHH PeaKIRH

IIpu nanMeHTH, TeKyBaHH ¢ METOKCHKAM HJTH JAPYTH TMOTEHLHATHO MHUESIIOTOKCHUHH JIEKAPCTRA, MHOIO
PAIKO € CHOOIABAHA arpaHynoIMTO3a (BXK. ToUkKa 4.5).

HexenaHu peaknun, KOMTO BCe olle He ca HaOlironapaHH TPH JEKApCTBEHHS NMPOAYKT, HO 32 KOHTO
061110 Ce NpHeMa, Ye ca OTHOCHMH KbM OPYTHTE MPOIYKTH OT KJIaca.

B16peyHo yBpexkaaHe, KOSTO MOMKe J1a HMa 3a pesyirar ocTpa 650pedHa Hel0CTATHYHOCT: JOKNA/IBaHH
ca MHOT'O PeKM CIIy4ad Ha HHTEPCTHIIHAICH HedpuT, ocTpa TyOY/IHa HeKpo3a, HeQPOTHHEH CHHIPOM
H NalHIapHa Hekpola (BK. Touka 4.4).

CroblaBaHe Ha NONO3MPAHH HEXKEJAHH PEAKITHH

Cro0aBaHeTo Ha NMOJO3UPAHH HEXKETAHH PEaKIMH CJIe]l paspelagaHe 3a ynorpeda Ha nexapCTBeHHs
NPOAYKT € BaXKHO. TOBa MO3BOJABA A MPOABIKH HAOIIONCHHETO HA CHOTHOLIEHHETO MOMN3a/PUCK 3a
JIEKapCTBEHHA NPOOyKT. OT MEAHIMHCKUTE CNIELHAIMCTH Ce H3HCKBA Ja ChoOINaBaT BCAKA MOA03HpaHa
HEKe/laHa peaKuus Ype3 HallHOHAJIHATA CHCTEMA 3a ChoOIaBaHe:

HsmrenanTenHa areHiHs no Jekapcreara

vi1. ,,Jdamsau I'pyes” Ne §

1303 Codus

bbarapus

Ten.: +359 2 8903417

yebcaiit: www.bda.bg

4.9. IIpegoznpane

Cumrmromure ciefy octpo npepozupade ¢ HCIIBC oOHMKHOBEHO ¢a OTpaHMYEHH IO IeTaprus,
CBHJIMBOCT, TaJieHe, MOBPBIIAHE H eMHracTpadHa Oo0Jika, KOUTO B OOINWs CIydad ca OOpaTHMH ¢
MOAIBPAKAINO JeyeHHe. Moxe na ¢ce OABH CTOMANTHO-YPEBHO KbPBEHE. TEeXKKOTO Npeno3upaHe Moxe
Ja HMa 33 pe3yiTar XHIICPTOHHA, ocTpa OBOpeYHa HEOOCTATBYHOCT, 4epHOAPOOHa auChyHKIHA,
pecrUpaToOpHa JeNnpecHs, KoMa, FbpPYoRe, KapIHOBACKYJIapeH KOanc M cepaeyeH apect. [1o BpeMe Ha
nedeHue ¢ HCIIBC ca poknazaHH aHadHNaKTOMAHM peaKklMd, KOWTO MOraT Jla c€ MOABAT U MpH
[IPERO3HPAHE.

Cnen npenosupane ¢ HCIIBC nmaumeHTHTE TpsOBa na OBAAT NOMIOKEHH HA CHMITTOMaTHYHO H
NMOATBPKALIO JISUEHHUE,

ITo BpeMe Ha KNTMHUYHHTE H3MUTBAHUA ¢ HA0JI0aBaHO NMOBULICHO eTUMHUHHpaHe Ha
nepopasneH MPpUEeM Ha XoJaecTHpaMiH (4 g TpPH ITBTH AHEBHO).

5. PAPMAKOJOIHYHHU CBOUCTBA



3.1. PapmakogARAMHYIHE CBOHCTBA

PapMakoTepaneBTHYHa rpyna: HecrepomaHH NpOTHBOBB3MAIMTEIHH CpPelCTBA M AHTHPEBMATHUYHH
NPOJAYKTH, OKCHKAMM

ATC xon: MOL1ACO06

MexaHH3EM Ha J1eHCTBUIE

MenokcHkaM € HecTepoMHO poTHROBB3NaIMTeNHO ¢peacTso (HCIIBC) ot rpynata Ha OKCHKaMHTE,
KOeTO HMa IIPOTHBOBH3MAIUTEIIHH, AHAJITETUYHH H aHTHITUPETHYHHA CBOKCTBA.

lIpoTHBOBB3NANKTEIHATA AKTHBHOCT HA MEJIOKCHKAM € JI0KA3aHAa NpH CTaHAApTHH MOJIENH Ha
Be3najicHde. Kakro u npu ocranamure HCIIBC, HeroBHAT TOYEH MEXAHH3BM Ha JCHCTBHE OCTaBa
HEH3BECTEH. BbIlpeku TOBa, MMa MNoHe ¢aMH 0011 HauuH Ha Jaeilicteue Ha Beuuku HCIIBC
(BKIIOYHMTENNHO MENOKCHKaM): HMHxuOWpaHe Ha OHOCHHTe3a Ha MPOCTarIaHAWHHTE, H3BECTHH
MEIHATOPH Ha BH3NAJIEHHETO. |

5.2, PapMaKOKHHETHYHH CBOHCTBA

Abcopbuus

MenokcHkaM ce abcopbupa u3LsUIo criel HHTpaMycKyJTHA MIDKEKIMA. 3a CpaBHEHHeE, CJie/l IepopasiHo
npuwiokeHUe OuvoBamMuHOCTTa e npHOmusuTenHo 89%. He ce M3uCKBa ajammHpaHe Ha Ho3aTa MIpH
[PEMHHABAHE OT NMAPEHTEPATHO KbM NSPOPATHO NpHIoKeHNHE. Clle]] HHTpaMYyCKYJIHO NPHIOKEHHE Ha 1034
oT 15 mg MHUKOBHTE IUIa3MEHH KOHLEHTPaLHH ¢a okono 1,6-1,8ug/m1 u Te ce mocrHrar B paMkure Ha 60

MHHYTH.

Pasnpenenenue

MenokcHKam ce CBBp3Ba B MHOIO TOAAMa CTENEH C IUIa3MEHHTe MPOTEHHH, OCHOBHO ¢ anbyMHH (99%).
MenokcvkaM IMPOHHKBA B CHHOBHAIHATa TEUYHOCT, KLAETO [JABda KOHUCHTpALMM IPHOIH3UTEIHO
HAMOJIOBHHA OT TE3H B IIa3Mara.

Ob6eMbT Ha paznpeaeneHue € HUCBK, cpeito 11L. UupuBuyanture papuamyu ca npudausuresHo 30% -
40%.

buotpaHcopMalig

Menokcukam ce Metabonuzupa HHTEH3WBHO B YepHUA Apo0. B ypHHATA ce OTKPHBAT YETHPH PA3IHIHH
meTabonuTa, BCHMMKH OT KOHTO (PapMakoJIOTHYHO HeakTHBHA. OCHOBHUAT MeTabomuT J5'-
KapOOKCHMENOKCHKaM (croTBeTCTRANI HA 60% OT n03aTa) ce GopMHUpa Ype3 OKUCIIEHHE Ha MEXKTUHHHS
MeTaboMUT 5'-XUAPOKCHMETHIIMEIOKCHKAM, KOMTO C& eKCKPeTHpa B I10-MaJlka cTeneH (ChOTBECTBAallA
Ha 9% ot mosara). [Iposenenure in vitro nmpoyueaHus npeamnonarat, 4e CYP2C9 urpae BaxxHa poss B
TO3d MeTabonHTeH MbT ¢ MHHEManeH nmpuHoc Ha CYP3A4. Ilo Bcaka BepOATHOCT NEPOKCHAA3HATA
AKTUBHOCT € HM3TOYHHUKHT HAa JAPYTHTE ABa MeTabonHra, KOMTO choTBeTcTBaT Ha 16% wm 4% ot
MpHICKEHATa J1034.

EnvMuHupaHe

MenokCHKaM ce elMMHMHMpa OCHOBHO non ¢opmara Ha MeTaGONIMTH, HANONOBHHA B ypHMHATa H
HaMoOJIOBHHA B M3npaxHeHUATA. Ilo-Manko ot 5% OT aHeBHaTa R03a ¢€ SKCKPETHpa H

Cpenuuar enNMMHHAUMOHEH MOMYKHBOT € pHOausutenHo 20 gaca. Obmmsr
cpeno 8 ml/ min.



JInHelHOCT/HeTHHEHHOCT

—

MenokcHkaMm AeMOHCTpHpa JIMHeHHa apMakoKMHETHKA B TepaneBTHYEH A030B JHANA30H 7,5 mg A0
15 mg cnen mepopanHe WM HHTPAMYCKYIHO TIPHIOKEHHAE.

Cne HYHH TTONVIalHU

YepronpoOHa/ OhOpeuna HemocTaThunocT: HuTo yepHoapoOHaTa, HHTO JIeKaTa [0 ymepeHa 6p0peyHa
HEeJOCTATBYHOCT HMAT CepHO3¢H edeKT BBPXY (PapMakOKMHeTHKAaTa Ha MesokcHkaMm. IIpH Texka
Ob0peyHa HeAOCTAaTHYHOCT NOBHLICHHE B o0emMa Ha pasmpencicHHe MOXE JAa JOBEAC A0 NO-BHUCOKH
KOHLICHTpalli¥ HA HECBBP3aH MENIOKCHKAM. B To3H ciTydaii He TpaGBa fa ce NpeBHIIaBa J034aTa OT 7,5
mg JHEBHO (Bx. TOYKA 4.2).

TlanueHTH B cTapyecka Bp3pacT: CPpeqHUAT TU1a3MeH KIIMPBHC B PABHOBECHO CBCTOSHHE ITPH MALKUCHTH
B CTap4eCKa Bh3pacT € MAJIKO MO-HUCHK OT TO3M, AOKIIAABAH TPHU N0-MJ1aIH NalHeHTH.

5.3. IIpeAKNHHEHYHE ZaHHH 324 O6e30macHOCT

Hsma MpEAKTHHHUYHA JaHHH, KOHUTO ¢€ CUUTAT 3HAYUMH [0 OTHOLICHUES HA KIWHWYHATA Oe30MacHoCT
OCBCH TC3H, IIOCOYCHH B JPYIUTC pa3acin Ha KpaTl(ﬂTa XapakTepHCTHKA Ha IIPOAYKTA.

6. PAPMANEBTHYHHN JTAHHHA

6.1. CnaceK Ha NOMOLIHATE BEIIecTBA
Hatpues xiopup

Fvun

MernymMuH

ITonakcamep 188

["nukodypon

Harpues xuapokcun (3a kopekuns Ha pH)

Boaa 3a upkekiud

6.2. He¢chLBMeCTHMOCTH

He ca H3BeCcTHH

6.3. Cpox Ha roanocT

3 T'O/IUHH.

6.4. CienuaJIHA YCJIOBHS HA ChHXPaneHHe

[Ipu Temnepatypa mox 25°C, B OpHIrHHAJIHATA KAPTOHEHA OMAKOBKA.




Jla He ce 3aMpa3ssga.

I{a CE€ ChXpPaHABa Ha MECTA HCNOCTHITHH 34 ACLA.

6.5. Baa H cbabpkanEe HA OIAKOBKATA

Menokcukam JIC 15 mg/1,5 ml uHkeKLMOHEH pa3TBOP € NOCTaBEH B AMITYJIH OT O€3LBETHO CTHKIIO, THII
[, ¢ BMecTUMOCT 2 ml ¥ Touka 3a oryyneane. 10 6pos ammynan ce noctaesar B 6mucrep or PVC douno.
Bceexn 6nucrep (10 aMimymi), npuapyXeH ¢ TUCTOBKA 3a MALAEHTA CE TTOCTaBsl B KAPTOHEHA KyTHA.

6.6. CnenHa/IHH NpeAna3HHd MePKH NPH HIXBLPAAHE B padoTa

HaMa cneliMajTHH H3HCKBAaHUS.

7. HIPHTEXATEJ HA PASPEIIIEHHETO 3A YIIOTPEBA

HAHCOH-bI' OO/,

ya. Oren ITaucwuii Ne 26,
2400 rp. Papomup,
brarapus

ten.: 02 451 93 00,

e-mail: office@danhson.com

8. HOMEP(A) HA PA3PEIIIEHHETO 3A YIIOTPEBA

Per. Ne 20200127

9. JATA HA ITBPBO PA3ZPENIABAHE/TIOJHOBSIBAHE HA PA3ZPEHIEHHETO 3A
YHOTPEBA

Hara Ha nepBO paspelnarane: 28.07.2020

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

05/2023




