KPATKA XAPAKTEPUCTHUKA HA ITPOJYKTA

1. IME HA JIEKAPCTBEHUS TPOAYKT
MEJIOKCHKAM JAHCOH 15 mg/1,5 ml urpkeKiMOHEH pa3TBOP
MELOXICAM DANHSON 15 mg/1,5 ml solution for injection

2. KAYECTBEH H KOJIMYECTBEH CbCTAB

Besxka ammyna ¢ 1,5 ml HEDKEeKIHOHEH Pa3sTBOpP ChAbPKa aKTHBHO BEIIIECTBO MeJIOKCHKAM (meloxicame)
15 mg.

3a ITBIIHHSA CIIHCBK HA TTOMOLIHHTE BELIECTBA, BIDKTE TOUKa 6.1.

3. IEKAPCTBEHA SPOPNA | M3NLIHATENHA ATEHUMA N0 NEKAPCTBATA

HHKeKIMOHEH Pa3TBOP ( (pamxa xapakmepuctmuka Ha npogyxma - [lpusoxenue 1
HOO
TIpospadeH KBIT PasTBOP Che 3eEHHKAB OTTEHDK. KoM Pez. Ne .. ../% ........... /X_;i ........................
| Pagpewerue Ne
somme- 646 7,17 1 100
4. KIMHWYHA JAHHA OGOBDOHIE M ... Loreserersreeseeseese

4.1. TepaneBTHYHH NOKA3aHHSA

KpaTkocpoyHO CHMOTOMATHYHO JeueHHe Ha OCTpH ek3alepballil Ha pPeBMAaTOMAEH apTIpUT M
AHKWJIO3UPALY CIIOHAUIHT, KOraTto ynorpefara Ha NepopajHi KM PEKTAHH IPOSYKTH HE € BE3MOXKHA.
Menoxkcukam JJAHCOH e nokazas TipH BB3pacTHH.

4.2, lo3MpoBKA H HAYHH HA NPHJI0KEHHE

Jlo3npoBka

ITo 15 mg 1B16GOKO HHTPaMYCKYJ/IHO NPHWIMKEHHE BEIHBK JAHEBHO.
JTA HE CE TIPEBUHIABA JTIO3ATA OT 15 mg/nHeBHo.

Jleuenuero OGMKHOBEHO € OrpaHMYEHO 10 €IHA WIDKEKIMsS B HA4YaJoTO Ha JIEUEHHeTo, ¢ MaKCHMallHa
MPOIBIDKUTENTHOCT Ha FIPUIIOKEHHMETO 2 10 3 IHH NpH 0cobeHH cilydau (HalpuMep, Korato ynorpedara Ha
NepOpaITHH ¥ PEKTATHH MTPOTYKTH HE € Bb3MONKHA).

HexxenaHirre ekapcTBeHH. peakial Morar jJa ObJarT HaMaieHH KaTo 332 KOHTPOJIMPaHe Ha CHMITTOMHTE Ce
TIpHiara BE3MOYKHO Hali-HucKaTa eheKTHBHA 033 32 BE3MOXKHO Hal-KpaTbK IIepHOJ OT BpeMe (BK. Touka 4.4).

6naat peoNECHIBaHU NICPHOTUYHO.

CrielaITHI TIOMYTIALTAN

HCIWEHI’I’IZI 6 CINAPYecKd 8u3pacin U NAYUEHNTY C ROBLUAUEH PUCK O HEXHCENARY PEaryUU ( (3




INpy nauyieHTUTE B CTApUECKa BB3PACT TIpeMOpBUMTENHATA 4032 € 7,5 mg aHesHO. IIpy NalMeHTH ¢ NOBUILIEH PUCK
OT HeYKeITAHH PEaKIMH JIEYEHHETO TPsAOBa Jia Gb/ie 3aIO4HATO C /1033 OT 7,5 mg mHepHo (1/2 ammyna ot 15 mg)
(Bx. TOuKa 4.4).

Tenpenmu c 6vOpeuro yepexcoane (8oic. mouxa 3.2)

TIpy nanpierTu ¢ 6E0PEUHO YBPEXKIaHe, KOHTO Ca HOIJI0MKEHH Ha XeMOIHAIIH3a, 103aTa He TpsiOBa /1a NpeRHInaBa
7,5 mg maerno (1/2 ammyma ot 15 mg). He ce u3ncka HaMansBaHe Ha 03aTa IIPH ALMEHTH C JIEKO 0 YMEPEHO
61OpeuHo yBpexxaane (Hampumep, TIPH TIAIMEHTH C KPeaTHHHHOB KIMPBHE Han 25 ml/ min). 3a nevenve Ha
TALMEHTH C TeKKa GBOPeHHa HEOCTATEYHOCT, KOHTO He TIOUIeXKAaT Ha THATN3a, BIKTe Touka 4.3.

Tayuenmu ¢ yeproopotuo yepesicoane (8. moyka 3.2)

He ce u3ncksa HaMassiBate Ha [03aTa NPH MALMEHTH ¢ JIEKO JI0 YMepeHO YepHOAPOOHO yBpexKIaHe. 3a IeUeHHe
Ha NAIMEHTH ¢ TeKKO YepHOIPOoOHO yBpeXKiaHe, BIKTe Touka 4.3.

Heduampuuna nomynayus:

Menoxcrkam JJAHCOH 15 mg/1,5 m] MKeKIHOHEH pa3TBOp € TPOTHBOTIOKA3AH IIpU JELA W FOHOLLM 1oz 18-
TOJIIIHA BB3PACT (BK. ToUKa 4.3).

HauvH Ha npriosxeHne

HHTpaMycKy/IHa HEDKEKL.

HMipxexupmre TpsaOBa 1a ce IpaBsT B CIPOIO acelTUUHH YC/IOBHS U JIA CE TIOCTABAT BBB BHHILHATA YACT HAa TOPHUs
BBHHIIIEH KBAJIPAHT Ha CeNANHILIETO, TRIOOKO B MycKyrna H 6asHo. [Ipu nopTopeHHe Ha MEDKEKLIHATA & NPENOpEYBa
Jia ce pelyBaT IBeTe CTpaH! Ha cenamiero. [Tpem HIKeKTHpaHeTo € BayKHO Ja Ce aclIMpHpa, 33 14 Ce IIOTBBPIH,
Ye HIiiaTa He € MONaaHATA B ChII.

B ciyuaii Ha crmHa 60ITKa TTPH HUHKEKLMATA, MHDKEKTHPAHETO TpsibBa nace MPEyCTAHOBH HE3a0aBHO.

AKO TIAIMEHTHT € ChC CMEHEHA Ta306611peHa CTaBa, HIDKCKIIMATA TpH6Ba Ja ce 110CTaB B IIPOTUBOIICIIOKHATA CTPpaHa
Ha CCOAMIICTO,

4.3. IlpoTuBonokazaHus

To3m nexapcTBeH NPOAYKT € POTHUBOIIOKA3aH B CIEAHUTE CIydaH:

e CBPBXYYBCTBUTEIHOCT KbM AaKTHBHOTO BELIECTBO MM HAKOE OT IIOMOLIHMTE BEILECTBA,
[IOCOYEHH B TOUKA 6;

o " TIpe3 TpeTHs TPUMECThP OT OpeMeHHoCTTa (BXK. TouKa 4.6);

e [P Aena ¥ roHoWH nox 18-roauiuna ge3pacr;

. CBPBXUYBCTBUTETHOCT KBM aKTHBHM MOJIEKYJTH cbC cxomHo feficteue, kato HCIIBC n

aleTHIcamuInosa kucenvna. Menokcukam JIAHCOH ve TpaOBa na ce npunara npy lauueHTH, KOUTO
ca pa3BHJIM aCTMAaTHYHH CHMIITOMM, HA3aJIHH IIOIIWIM, AHTHOHEBPOTUYEH €lIEM WIIH YPTHKAPHA Cliel
NpHeM Ha aleTHICanULIIoBa kucenuna wiy npyru HCIIBC;

° aHaMHe3a 3a CTOMAILHO-YPEBHO KbPBEHE WM nepdopalus, CBbP3aHH C IPEAXOHO JEYEHHE C
HCIIBC;

. aKTHBHA WM aHaMHe3a 3a pPelHJMBHMpalla TMeNTHYHA 53Ba/ KPBBOH3IMB (ABAa WIW _IIOBEYe
OTZE/HH €nM30/1a Ha JOKa3aHHU 13Ba MK KbPBEHE);
o TACTPOMHTECTHHAITHO KbpBEHe, aHaMHe3a 3a MO3BYeH KPBBOM3IIHB HIH IpY
KPbBOCHCHPBaHETO; /
. TEXKO YBpEKIaHe Ha YepHoApoOHaTa GyHKIMS;

° TexkKa ObOpeyHa HeloCTaThYHOCT, HETIOUIOKEeHa Ha IMaln3a;
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. TeKKa ChpJeYHA HEIOCTATHYHOCT;
. HAapyLIEHUSd Ha KPbBOCHCUPBAHETO WJIM AHTHKOAryJIaHTHA Tepanus (IPOTHBOIOKA3aHUETO €
CBBP3aHO C MHTPAMYCKYJIHHS HAUHH Ha NPUJIOKEHHE).

4.4. CnenuaJHH NpeAyNpeXAeHAN H NPeANa3Hi MepKH NPH ynorpeda

Hesxenanure jiekapcTBeHH peakLuy Morat Aa ObIaT HaMajaeHd KaTo 33 KOHTPOJIMPaHe Ha CHMITTOMHTE
ce Mpuiiara Bb3MOXHO Hali-HHCKaTa e)eKTHBHA 1032 32 B3MOXHO HAM-KPATHK MEPHOJ OT Bpeme (BiK.
Touka 4.2 ¥ HOCOYEHHTE I10-J0NY TACTPOHHTECTHHAIHH, KAPIAHOBACKYNAPHH M MO3BUHO-ChIOBH
PHCKOBE).

IlpenoppunrenHata MakCHMalHa IHEBHA [03a He TpsaOBa Aa Obae MpeBMINaBaHa B ciaydail Ha
HEJOCTaThYCH TepaleBTHYCH edeKT, KAKTO He TpIOBa a ce BKIoYBA KbM TepanusaTa apyro HCIIBC,
TbH KaTo TOBa MOXE [1a MOBHIIM TOKCHYHOCTTA, @ TCPANCBTHYHUTE MPEAMMCTBA HE ca JIOKa3aHH.
CoBMecTHata ynorpeba Ha Menokcukam ¢ apyru HCIIBC, BkIouMTenHO LMKIOOKCHreHasza-2
ceJIEKTMBHH MHXHOHUTOPH TpsOBa 1a ce u3bsraa.

Menokcukam JAHCOH He e momxoasn 3a obiekyaBaHe HA CHMIITOMUTE NIPH TMALMEHTH, Hy:KAaellu
ce ot obsiekueHue Ha ocTpa 6onka. KnuHHuHaTa nossa oT jJedeHHeTo TpsAOBa 1a ce NpeoCMHUCITH NpH
JIUITICA Ha TIOROOpeHue criefl HAKONKO JTHH.

Ilpenu 3anouBaHe Ha JeveHHE ¢ MEJIOKCHKaM € HeoOXOIMMO TpoceisiBaHe 3a aHaMHe3a 3a €30(arur,
TacTpUT M/ WM MeNTUYHA 5I3Ba, C I/ Ja C€ OCHI'YPH TAXHOTO I'BJIHO H3JIEKyBaHe IpeIH JICUCHHETO.
Heo6xonumo e pyTHHHO npocienaBaHe 3a MosBa Ha PeLUIHBY IPH NALHEHTH, JTeKyBaHH C MEIOKCHKaM
¥ C aHaMHe3a 3a TaKMBa pa3cTPONHCTBa.

Tacmpo-unmecmunainu egpexmu

ITpu ynorpe6a na HCTIBC ca goxsianBaHH racTpOMHTECTHHAIHO KbpBEHE, S3BH U Nepdopaniy, KOUTO
MOXKe 1a ca (aTajHH, 10 BCAKO BpeMe Ha JIeUeHHeTO, ¢ WIH 6e3 HATHUHeTO Ha MpeAynpekIaBalin
CHUMIITOMH HJTH NIPEJHIIIHA AHAMHE3a 338 CEPUO3HHU FaCTPOMHTECTHHAIHYU CHOHTHSL.

IIpn naiueHTH ¢ aHaMHe3a 3a A3Ba, 0COOEHO ako € YCJIKHEHA OT KPhBOMBIINBHY WIH nepdopanus (B,
To4Ka 4.3), KAKTO H IIPH NAI[HSHTH B CTapYeCKa Bh3PACT, PUCKBT OT TaCTPOMHTECTHHAITHO KbpPBEHE, A3BH
WM niepdopaums ce yBelm4apa ¢ nopuirapaneto Ha gozata HCIIBC. Ipu Te3u malldeHTH JIeueHHETo
TpabBa na Oble 3amo4BaHO ¢ HaH-HHMCKaTa BB3MOXHA 103a. IIpH Te3W MalMeHTH, KakTo W IpH
MAIHEHTUTE, TIPU KOUTO CE H3MCKBA CHBMECTEH TIpHEM Ha HUCKH JIO3M aCIUPHH HIH IPYTH JIeKapcTra,
KOMTO MOraT Ja MOBHILIAT raCTPOMHTECTHHATHUA PHCK, MOXe Jia ce OOMHCITH KOMOWHHpaHa TeparHs
ChC 3alUTHH areHTH (HanpuMep, MH30IPOCTON WIK HHXUOUTOPH Ha POTOHHATA ToMIIa) (BK. TIO-IONY
u Touka 4.5).

ITanuenTHTe ¢ aHaMHe3a 33 racTpoMHTECTHHAIIHA TOKCUYHOCT, ocofeHo ako ca B CTap4ecKa BB3pacT,
Tpﬂ6Ba Ja DOKJIaABaT BCHYKH HeoOHUaiHu abJOMHUHANHN CHMIITOMH (OCO6€HO raCTPOUHTECTHHAIHO
K’preHe) Hakl-Be4e B HAYAJHHUTE €Taly Ha JISYEHHUETO.

V3ucKBa ce BHUMaHKE NPH MALIMEHTH, KOUTO TIPAEMAT CHBMECTHO JIEKAPCTBA, KOMTO MOTAT J1a IIOBUILIAT
PHCKA OT 43BHM WIH KLPBEHE, KATO XEAPHMH, IPAJIATaH 33 CAMOCTOSTENHO JI€YEHHEe UM B TePUATPUATA,
AHTMKOATYJIAHTH KaTo BaphapuH WM JIPYrH HECTEPOMIHU IPOTHBOBB3MAIMTENHH JIEKAPCTBA,
BKIIFOYHMTENHO aLETHICATUIMIOBA KUCENHHA, TPUEMaHa B TIPOTHBOBB3MATUTENHH 103K (> | g Ha 03a
unu > 3 g jiHeBHO) (BK. Touka 4.5). e

Koraro npu naupeHTy, JeKyBaHHM ¢ MEJOKCHUKAM Ce IOABH FaCTPOMHTECTHHAIHO
JievyeHHeTo TpsOBa /ia ce peyCTaHOBH.
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HCIIBC tps6ea ga ce mpujaraT ¢ BHUMaHAe NMpH MAlMEHTH ¢ aHaMHe3a 3a racTPOWHTECTHHAIHO
3abomnsBaHe (yiileposeH koauT, bonect Ha KpoH), ThH KaTo Te3U ChCTOSHUA MOTAaT Aa ce 060CTpAT (BK.
TO4Ka 4.8).

Kapouosackyrapnu u mo3vuno-cv008u egpexnu

HeoOxoauMo e na ce OCHTYpAT NMOIXOASIIO HaOJFOAEHHWE M CHBET 3a MALMEHTH C aHaMHe3a 3a
XUINEePTOHHS W WM JieKa 10 yMepeHa KOHTeCTHUBHA CBhpAEYHA HEAOCTATBYHOCT, ThH KaTo MpH
ynorpebara Ha HCIBC ca moksianBanu 3agbppkaHe Ha TEUHOCTH W OTOLH. '

Ipenn u 0cobeHO B HAYANOTO HA JIEUEHHETO C METOKCHKAM Ce MpernopbhuBa KIMHAYHO CIEACHE Ha
KPBBHOTO HaJiTaHe TMpH NalMEHTH, H310KEHH Ha PUCK.

KiiuHuyHuTe IpoyYBaHMs U €MMACMHUOJIOTHYHHTE JAHHH MIOKa3Bar, 4e yrorpedara Ha Hakon HCIIBC,
BKJTFOUHTETHO M METOKCHKaM (0cobeHO BHB BUCOKH JI03M H NPU HPOIBIDKUTEHO TIPHIIOKEHHE), MOXKE
na ObJie CBbp3aHa ¢ JIeKO MOBHLIEH PHCK OT apTepUaIHU TPOMOOTHYHM CHONTHS (HarpHMep, HHGAapKT
Ha MHOKapnaa WiH WHCyaT). Hama nocraThyHO HAMHMYHM NaHHH, 32 Aa C& M3KIIOUM TaKbB PHCK IIPH
MEJIOKCHKAM.

TManmeHTH ¢ HEKOHTPOJIMPAHA XMIIEPTOHMS, KOHTECTMBHA CBpJEeYHAa HEeNOCTaThYHOCT, [OKAa3aHa
rcxeMH4Ha HoJlecT Ha chplLeTo, nepudepHa aprepuaina 6oyectT ¥/ WM MO3BYHO-CBHIOBO 3a00sABaHE
TpabBa na ObIar JEKyBaHH C MEJTIOKCHKaM caMo cllell BHHMaTeslHa mpeleHka. [lono6Ha npelieHka
TpsAOBa [a Ce HANPABH M MPEAHM 3aI0YBAHE Ha ABJITOCPOYHO JIEUCHHE TIPH TIALIHEHTH C PUCKOBH (aKTOpH
32 CBHPIEYHO-CHAOBO 3a00jsBaHe (HATIpUMep XHIEPTOHUS, XUISPJIUMUICMUA, 3aXapeH uaderT,
TIOTIOHOITYHIEHE).

Kootcnu pearyuu

Ipu ynoTpebata Ha MEJIOKCMKAM ca JAOKIAIBAHM JKMBOTO3ACTpalliaBally koxHU peakipw (CHHOpOM Ha
CrupHc-JHKOHCHH M TOKCHYHA eTUiepMaTHa Hekponisa). [lamuentyre Tpsabea aa ObaaT NOCHBETBAaHU 33
MPOSIBUTE M CHMIITOMMTE M Jia OBJaT mpociieIBaHy OTONHM30 32 KOXKHH peakLMy. PHCKBT OT mosBa Ha
Cunapom Ha CTUBBHC-/[PKOHCHH WM TOKCHYHA €NHWACPMallHa HEKPOJIN3a € Hal-BHCOK Npe3 MIbPBUTE
CeIMMLH OT JIEYESHHETO.

AXO ce TIOSBST CHMITTOMH Ha Te3H 3a00IsBaHus (HarprUMep MporpecHpart KoxeH 0OpHB, 4ecTo ¢ obpasyBaHe
Ha MEXYPH WA MYKO3HH JIC3HH ), JIEYEHHETO C MEJIOKCHKAM Tp0Ba 1a Ob/1€ IPEyCTaHOBEHO.

Haii-nobpu pesynraté npy ornaziseasero Ha CuHapoMa Ha CTHBBHC-/KOHCEH M TOKCHUHATa eIuIepMaita
HEKPOJIM3a ce MOCTHTAT C PaHHa AWarHOCTHKA U He3a0aBHO NPeyCTAHOBSBAHE HA JICYEHHUETO C JIEKapCTRATa,
3a KOWTO C€ M0J[03Mpa, Ye ca OTKIIOUHIIM peakiuAaTa. PAaHHOTO MpeycTaHOBABAaHE Ha JEYEHHETO €
CBBP3aHO C Mo-100pa Mporsosa.

AKO TIaIMeHThT PasBUI HAKOC OT TE3U CHCTOAHMA 110 BPpEME Ha JICUEHHE C MEJJIOKCHKaM, HE TpSI6Ba oa My ce
npuiara MeJIOKCHKaM B GLIICIIIC.

Hma crobinenns 3a ciydau Ha hukcrpaHa JekaperseHa epynuus (fixed drug eruption, FDE) npu npuem
Ha MEJIOKCHKAaM.

MesokcukaMm He TpsAOBa Ja ce NpHiiara OTHOBO TIpU NallMeHTH ¢ aHamHe3a 3a FDE, cBbpzaHa ¢
MeJIOKCHKaM. Bh3MO2KHO € /1a BE3HMKHE KPBCTOCAHA PEAKTUBHOCT C IPYIH OKCHKAMM.

Hapamempu na yepnodpobua u 6vbpeuna ynxyua

Kakro u mpu moeeuero HCIIBC, nonsxora ca moxkiaAgBaHM INOBUUIEHH HHB
MOBUILICH cepyMeH OMmUpyOHH WK IPYTH NIapaMeTpH Ha YepHoApoOHaTa QyKHIM
HHBa Ha CEpYMEH KpeaTHHHMH U ypes B KPBBTa U JPYTHd HapyIleHHs IpH naboparo
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TIOBEYETO CIIydYad TOBa ca OWIM HEe3HAYHMTENIHH H IIPEXOHH NOBHIIEHHUS HaJl HOPMAJIHUTE CTOHHOCTH.
AKO HAKOS OT Te3d AHOMATHM € CBIECTBEHAa WIIH TNPOABIDKHTENHA, JIYEHHETO ¢ Melokcukam
JAHCOH Tpsi6sa na 6b1e nipeycTaHOBEHO ¥ Tp:AOBa Ja ce MpoBeaT ChOTBETHUTE U3CIIEIBAHHA.

DynxyuonanHa 6vopeyHa HedOCIAaNBLYHOCH!

HCIIBC, upe3 nuxubGupaHe Ha ChAOpa3MIUpABAILN edeKT Ha OBOpeuHnTe MpocTarJaHaMHK, MOKE 1a
npeaussMKar (QyHKIMOHaTHa OBOpeYHa HEeZOCTaThYHOCT 4Ype3 HaMajdBaHe Ha IJIOMEpyJTHATa
¢untpanug. Tasu HexxellaHA peakLds € J0303aBHCHMa B HavasoTo Ha JE€YEHMETO U TIPH MOBULIABAHE
Ha [03aTa Ce MpernopbyYBa BHHMATENHO MpOCTe/sBaHe Ha auypesata H OnOpeunara GyHKUMS TpU
MALHEHTH CBC CJICIHUTE PHCKOBH (paKTOPH:

° TTaneHTH B CTapyecka Bb3pacT

| IMareHTH, KOUTO NpHEMaT ChbBMECTHO JiekapcTBa kato ACE uHxubutopH, aHruoreHsun-I1
AQHTArOHHMCTH, CApTaHH, THYPETUIM (BXK. TouKa 4.5 BzanMoaecTBIE ¢ Ipyru JIEKAPCTBEHH NMPOYKTH H
IpYrH (JOpMH Ha B3aHMOJCHCTBHE)

Xunoponemus (He3aBUCHMO OT IPUIHHATA)

3acroiiHa chpaeyvHa HEAOCTATHHYHOCT

brbpeyuHa HeOOCTATBYHOCT

Hedpornaen cunapom

JlynycHa HedponaTus

Tesxxa yeproapobHa auchyHkuus (cepymen anbymun <25 g/1 uny pesynrar no Child-Pugh
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B pemku cmyuau ynotpebara na HCIIBC Moke 1a NPHYMHH HHTEpCTHIManeH Hedpur,
riaoMepyiaoHedput, Gr0peyna MeryapHa HEKPO3a WIH HedpOTHYEH CHHIPOM.

Jlo3aTa MeNOKCHKAaM TIPH MAlMEHTH B KpaeH cTauii Ha 6p0petHa HeA0CTaTbYHOCT HA XeMO/JHA 1132 He
Tps6Ba na nperuiara 7,5 mg. He ce u3uckea HamaisiBaHe Ha J103aTa IIPH TALHEHTH C JIEKO JI0 YMEPEHO
6B6peuno yBpexkaaHe (IpH MalMeHTH ¢ KPeaTHHHHOB KITHPBHC Hag 25 ml/min).

Hampuii, kanuii u 3a0vparcane na 600a

IMpu ymotpeba Ha HCIIBC e pp3MoxKHa HHAYKLMA Ha HATPHH, KaJui U 3aabpikaHe HA BOAA, KAKTO U
uHTepdepeHnus ¢ HATPUYPUTHYHHA e(eKT Ha AMypeTHLuTe. B JTonbiHeHMe MOXe Ja Ce MOABH H
NOHWKABAHE Ha AHTUXHITEPTEH3HBHHA €(EeKT Ha aHTHXUIIEPTEH3MBHUTE JieKapcTBa (BiK. Todka 4.5).
CrienioBaTeTHO TIPH NOAATIMBH NMAlUEHTH MOTAT [a C€ ITOABAT eeM, HEOCTATBUHOCT HIIH XMIMEPTOHHA
WIIH TE3W CBhCTOSHMA Aa ce 3aabiabouar. [Topagy ToBa e HEOOXOAUMO KIMHMYHO IIPOCHEAABAHE Ha
nalHeHTHTe B pHcK (Bx. Touka 4.2 ¥ Touka 4.)

Xunepranuemus

XurnepkarmieMHsTTa Moke 1 ObJie NOBIHSHA OT J1a0eT WK ChbBMECTHO JIEYEHHE C JIEKAPCTBA, 32 KOMTO € H3BECTHO,
ye TIOBMINABAT Kandemusra (Bk. Touka 4.5). Ilpu TakuBa ciydan TpabBa Ia ce M3BLPLIBA PEHOBHO
npociieJBsIHE HAa HUBaTa Ha KajauH.

Jpyzu npedynpesicoenua u npeonasHu Mepky

Hesxenanure peakilH 4ecTO c€ MOHACAT TMO-TEXKKO OT INALMEHTH B CTapyecKa Bb3PacT, HEMOLIHH HITH
c1a6M MAlMeHTH, KOMTO NOpajy Ta3u IIpyU4KHa TpsOBa a ObaaT BHUMATETHO npocnenasany. Kaxro u npu
ocraHamre HCIIBC ce m3uckea ocobeHO BHMMaHHE MpH NALMEHTH B CTAPUYECKA BB3PAacT, NPU_KOUTO

Bh3pacT ce HaQiroaRa TO-BHCOKA YeCTOTA Ha HEKEJIAHMTE DpeakiMd KbM
racTPOUHTECTHHAITHO KbpBeHe U NepopaLiHsi, KOMTO MOTaT J1a ca (haTalHH (BXK. TOUKa

MenokcukaM, kakto W octaHanure HCIIBC, Moxxe na Mackupa CHMITTOMHTE Ha
nHbeKUHO3HO 3a00IsIBaHe.
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Kakro u rpu octanasmre HCIIBC, nprnaraHy MHHTpaMyCKyITHO, Ha MACTOTO HA HEDKEKTHPaHe MOTaT J1a ¢e MOSBAT
abcriecH U Hekpoza. YnotpebaTa Ha MEJIOKCHKaM, KaKTO M Ha BCSIKO JIPYTO JIEKAPCTRO, 3a KOETO € H3BECTHO,
ye MHXMOMpa IMKJIOOKCHTeHa3aTa/ TIPOCTATIAHIMHOBHS CHHTE3, MOXKE Jla HapyLIM (epTHIMTETa M He ce
NperopbyBa NMPH KeHH, KOUTO Ce OIMTBAT Aa 3aueHar. [ Tpu sxeHuTe, KOMTO AMaT 3aTpy/THEHHS 1a 3a0peMEHesT,
WIH KOMTO ¢a MOJVIOKEHH Ha M3CTIE/IBAHMS 32 CTEPHITUTET, NPEYCTAHOBABAHE HA JIEYSHHETO C MEJIOKCHKaM TpsioBa
Jia ObJie OOMMCIIEHO. .

4.5, BzauMoaeiicTBHE ¢ IPYTH JeKapCTBeHH MPOAYKTH H ApYrd ¢opMH HA B3aUMOeHCTBHE
TMpoyuBaHs 3a B3AUMOZIEHCTBIATA Ca MPOBEAIAHM CaMO IPH BE3PACTHH.
DapMakoNHHAMUYHA B3aUMOJIEHCTBHS.

Upyeu necmepoudnu npomugosvanaiumennu cpeocmea (HCIIBC) u ayemuncaruyulosq Kuceauna =
3g/Onesno:

CbBMecTHOTO TIpwiokeHHe (B. Touka 4.4) ¢ APYTM HECTCPOHAHHM NPOTHBOBL3IMAIMTE/IHH CPEICTRA,
BKJTFOUMTEITHO AlETWICATMIIAIOBA KUCEIMHA, NPHeMaHa B IIPOTHBOBB3NATIMTENHA 1 g Ha 1032 Mnu > 3 g
JHEBHO) He ce mpernopbuea (Bk. Touka 4.4).

Kopmuxocmepouou (Hampumep 2HOKOKODIUKOUOY)

CrBMecTHATA y1'10Tp86a C KOPTHKOCTCPOHIM HM3HCKBA BHMMAHKEC, NIOpPaIN TIOBHINCH PHUCK OT KbpPBCHC WJIH
racCTpOMHTECTHHAJIHU A3BH.

AHMUKOC2YIAHII U XENAPUH, NPUEMAHU 8 2eDUGIIPUSIING Wit 8 1e4eOH 003U

Hanuile € CBHIUECTBEHO NOBHIEH PUCK OT KbpBEHe, upe3 MHXHOMpaHe Ha TpoMOOLMTHAaTa (QyHKIMSA W
yBpesK/IaHe Ha ractpotyoneHanHara tarasuna. HCIIBC Morat aa 3aciist edekTa Ha aHTHKOATyJIaHTHTe KaTo
papthapyn (B, Touka 4.4). CeemectHoTO npwioxkenne Ha HCTIBC H aHTHKOAry/JaHTH MM XENapuH NpH
MALMEHTH B CTAPUYECKA BH3PACT HITH B JiedeOHa J103a He ce NpenopbyBa (BxK. Touka 4.4).

B octananuTe ciTydau Ha TIPHEM Ha XeTIapyuH ce M3UCKBA BHUMAHHKE I0PaJy NOBUIHEH PHCK OT KbPBEHE.

BruMaTesHO npociiefisiBaHe Ha MPOTPOMOHHOBOTO BpeMe € HeoOXOMHMO, aKO ChBMECTHOTO IPUTIOKEHHE HE
MO3Ke N1a ce u3berye.

Tpomborumuny v aHIEmpOMOOYUNTHU NEKAPCHISA

[ToBuileH pPUCK OT KbpBeHe, upe3 HHXMOMpaHe Ha TpPOMOOIMTHATA (YHKUHA M YBPOXKJaHe Ha
racTpo/yoJ/ieHajIHaTa JIMTaBHIIA.

CenexmugHu UHXUOUINOPU HA 0OPamHOMO 3axeauare Ha cepomonuna (SSRIS)
IToBHIIIeH PHCK OT TaCTPOUHTECTHAIHO KbpBEHE.
Juwypennngy, ACE unxubumopu u Anzvomenzun-II anmazonuchiu

HCTIBC morar na HaManaT edekTa Ha JHyPeTHIITE U APYTUTe aHTHXMIIEPTEH3UBHH JIcKapcTea. [IpH Hakou
MALMEHTH ¢ yBpeaeHa Ob0peuHa hyHKumns (HanpuMep, IexXuapaTypaHy NAaUeHTH WK MALMEHTH B CTAPYECKa
BBL3pAcT ¢ yBpelieHa 6u0peuna hyHKIHS) chBMecTHOTO npruioxkeHue Ha ACE MHXHOUTOp WM aHTHOTEH3HMH-
[T penerrTopHH aHTarOHUCTH M areHTH, KOMTO MHXUOHpaT HUIJIOOKCUIeHAa3aTa MOJKE 1A MM




XUIPaTHPaHH ¥ TPAOBA Aa ce 0OMUCIIN DOITBIIHHTEIHO NpociessaHe Ha ObOpeunaTa (QyHKIMA IpH 3aN04BaHe
HA CBBMECTHO JIEYEeHHE ¥ TIEPHUOIMYHO CJ1e/t TOBA (BiK. CHIIO TOUKa 4.4).

Jpyeu aunuoamepmenzusHy aeeHn (erirouumento bema-onoxepu)

Kakro mipyt HHXHOUTOPHTE Ha aHTHOTEH3MH KOHBEPTHPALIHS €3HHM 1 aHTHOTEH3HH-II aHTaroHKCTHTE, MOXE 1A Ce TIOABH
HAMATIBAHE HA aHIVXWIepTesrBHuS eexr Ha Oera-Onokepure (TTopaiit MHXHOMpaHe Ha IMPOCTarjaHAMHH C
Ba30JIHIATHBEH e(eKT).

Kanyurespurosu urxubumopu (Hanpumep yuKIoCnOpUH, Makpoumyc).

HedhpoTokcHYHOCTTAa HA KAJILNHHEBPUHOBUTE HHXHOMTOpU Moke na ce ypenuuu oT HCIIBC upes
ObOpeuHHTE TNPOCTATNaHAWHOBH MeauHpand edextn. Korato ce npwraraT B HeoOX0muMO
npocneasBane Ha ObOpeyHaTa GyHKUM, OCOOCHO [IPU MAaLUEHTH B CTapUecKa BR3pacT.

Bvmpemamounu cpedcmsa:

Hoxnaasano e, ve¢ HCIIBC namansaBat edukacHOCTTa Ha BBTPEMAaTOUYHHTE cpeAacTBa. Hamareunara
edukacHocT Ha BBTpemarounute cpenctea or HCIIBC e cpobmapana, HO MMa HEOOXOAMMOCT OT
JIOITBJIHUTETHO TIOTBBPAKIEHHUE.

(Da[QMaKOKHHe'[W{HI/I B%mogeﬁcmm: bl |}CKT‘PI Ha MEITOKCUKAM BBbPXY @apMaKoxymermcaTa Ha JpYyTH JICKapCTBa

Jlumi:

Crobmagano e, ve HCTIBC noeuinaBaT mia3MeHHTe HHBa Ha JIUTHI B KpbBTa (IIopaiu HaMajieHaTa
6BOpeyHa eKCKpelusl Ha JIMTHH), KOWTO MOIaT a JOCTUIHAT TOKCHYHM CTOWHOCTH. CBBMECTHOTO
npunoxenre Ha yuthii 1 HCIIBC He ce npenopbuBa (Bxk. Todka 4.4). AKo TakoBa IIPHIOIKEHHE €
HeoOXOMUMO, MIa3MEHHTE KOHLEHTPALMK Ha JUTHH TpiaOBa ja 6b1aT NPOoCHEAIBAHA BHUMATEIHO MPU
3aMoyBaHe Ha JIeYeHHeTO, afanTHpaHe Ha 103aTa H IPEyCTaHOBABAaHE Ha JIEYEHHETO ¢ MEJIOKCHKAM.

Memompexcam:

HCIIBC morar na namanst TyOyiaHaTa cekpellMs Ha METOTPEKCaT M IO TO3H HA4YMH Ja MOBHINAT
Tia3zMeHHTe My KoHueHTpauuH. llopanu Tasy mpuumHA, NpU NALMEHTH, JIEKYRAHH ¢ BHCOKHM J03W
MeToTpekcar (roseye ot 15 mg ceqmuuHo), chBMecTHaTa ynorpeba Ha HCIIBC ne ce npenopbuba (BX.
Touka 4.4).

PucksT ot B3aumopeiicteue Mexxnmy HCIIBC u Mmerorpexcar TpsabBa ja Obae oOMMCIEH H NpH
NaUMEHTH, KOWTO NMPHEMAT HHCKA JI03a METOTpeKcaT, 0cOGeHO NpH TAIHEeHTH ¢ yBpeaeHa OBOpeuna
¢yukims. Korato ce mpunaratr ¢hbBMECTHO € HeOoOXOIMMO NpociiefsABaHe Ha Opos KPbBHH KIETKU H
ObOpeynara ¢ynxunsa. CrieLManHM NpeANa3sHA MEpKH ca HEoOXOAMMM B Clydall Ha CBBMECTHO
npusoxkenue Ha metoTpekcaT 1 HCIIBC B npoasmkeHHe Ha TpH MOCIENOBATE/IHH JHH, TIOpaJH PHCK
OT TOKCHYHOCT, CBBP3aH C NOBUIICHUTE TUIa3MEHU HUBA HA METOTPEKCAT.

Brenpeku ye GapMakoKdHeTHKaTa Ha MeToTpekcar (15 mg ceAMHYHO) He € NOBJIUAHA CHUIECTBEHO OT
ChBMeCTHaTa yrotpeba ¢ MelmoKcHKaM, TpiaOBa Ja ce OT4YeTe, Ye XEMAaToJIOTMYHATa TOKCHYHOCT Ha
MeTOTpeKcar Moxke j1a 6bae nosuiiesa ot jedenne ¢ HCIIBC (k. mo-rope) (x. Touka 4.8).

DapMaKOKHHETUYHH B3aUMO/IEHCTBUS: EEbGKTI/I Ha APVYIH JeKapCTBa BHEPXY @a[}MaKOKI/IHeTI/IKaTa Ha

MEJIOKCHKaM

Xonecrmupanium:

XoJecTHpaMHHBT YCKOPSIBA CTHMHHHUPAHETO Ha MEJTOKCHKAM 4pe3 IPEKbCBAHE H
upkynanusa. Tosu edekT mpuuUMHsABA IIOBMIABaHe Ha KiIMpbHca Ha ¢ 50
nonyxurota ¢ 13 £ 3 uaca. Toa B3auMOJEHCTBHE € OT KIMHHMYHO 3Ha4YeH

OdPHES
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KIHHHYHO 3Ha4YHUMH Q)apMaKOKl/IHGTI/I'-IHI/I B3aHMOJCHCTBHUS MO OTHOLIEHUE Ha CBBMECTHOTO
TIpHJIOKEHHE HA aHTHALUAH, TIMMECTHIHWH W JUTIOKCHH.

4.6. @epTHANTET, OpeMEeHHOCT H KbPMEHe

BpemenHocT

NuxubupaHeTo HA TIPOCTATTAHIMHOBHS CHHTE3 MOXKE HEKEJIaHO Ja IOBIHge OpeMeHHOCTTa W/ WM
eMOpuo/deTanHoTo pasBuTHe. JaHHuTe OT eNMASMHOJIOTUYHH NIPOYYBAaHHA MOKA3BAT NOBHUIEH PHCK
OT crioHTaHeH abopT U chpleyHn MaldOpMallK U racTpOXW3a ciie]] yrnorpebara Ha HHXHOUTOPH Ha
NpOCTArNIAHAMHOBUS CHHTE3 B paHHHTE CTaJHM Ha OpeMeHHOCTTa. AOCONIOTHHAT PHCK OT
CHPAEYHOCHI0BH MaJipOpMAIIUH Ce TTOBHUINABA ¢ MO-MaJko otf 1%, no okono 1.5%. IIpeanonara ce, e
PHCKBT ce MOBHINABA C /103aTa K IPOAB/DKHTE/IHOCTTa Ha JIEYEeHHe.

Ipunaranero Ha UHXUOUTOPH HA MPOCTAIrNIAHJMHOBUS CHHTE3 IIPH XKMBOTHHM NIOKa3Ba TOBHILIEHHE Ha
npe- ¥ MOCTHHIALMOHHHUTE 3aryOm-u eMOprodeTaTHa cMBPTHOCT. B 1onbiHeHHe, NpH >KUBOTHY,
JIEKYBaHHU ¢ MHXHOHTOPU Ha MPOCTAarJIaHAWHOBHS CHHTE3 10 BpeMe Ha OpraHoreHesara, € HabmoapaHa
NOBHILIEHA YeCTOTa Ha Pa3MiHU MandopMalMy, BKIIOYHTEIHO ChPAEYHOCHI0BH.

Ot 20-ata ceamMua oT OpeMEHHOCTTa HaTaThK ynoTpedaTa Ha MEJOKCHMKAM MOXKE J1a TPHYHHH
OJIMTOXHM/IPAMHHOH, TbJDKALL Ce Ha HapylueHHe Ha ObpOpedHara pyHxupsa Ha deTyca. Tosa Moxke 1a ce
HOSIBH CKOPO CJIe]| 3allo4YBaHe Ha JICYeHHWeTO W OOWKHOBEHO € oOpaTUMO IpU HpeKparsdBaHe My. B
JOTBIHEHHe, UMa CBHOOIIEHHS 3a CTecHABaHe Ha ductus arferiosus ciel JIEUCHHE TIpe3 BTOPMS
TPUMECTBP, TIOBEYETO OT KOUTO OT3BYYABAT CJIe] NpexpaTsBaHe Ha JeueHueTo. Cael0oBaTeNHO, OCBEH
aKo He e JI0Ka3aHO HeoOxomumo, ynorpebaTa Ha MEJTOKCHKAM IIpe3 IIbPBUSA H BTOPUS TPUMECTHP Ha
OpeMeHHOCTTa TPsAOBa a ce M30aTBa. AKO MEIOKCHKaM ce IIpHeMa OT »KE€HH, KOMUTO C€ OIMTBAT Ja
3aueHaT WIK [pe3 IIbPBHA M BTOPHS TPUMECTEP OT GpeMEeHHOCTTa, IpHeMaHaTa 1o3a TpsibBa na onne
BB3MOXKHO Hali-HHCKa, a NIPOIB/DKUTEITHOCTTA Ha JISUSHHE BBb3MOMKHO Haki-kpaTka. Cliell eKCIIO3ULIHA
Ha MeJIOKCHKaM B MPOABJDKEHHE Ha HAKOJKO JAHH OT 20-aTa recTaliuOHHA CeIMMLA HATAThK TpsAOBa 1a
ce OOMHCIIM aHTEHATAJHO NpOCieNsBaHe 3a OJIMMOXUIPAMHHOH M CTECHABAHE Ha ductus arteriosus.
Vnorpebara Ha MENOKCHKaM TpsAbBa a ce MPeyCTaHOBH, aKO C€ YCTAHOBH OJMIOXHIPAMHHMOH HIIK
CTecHsABaHe Ha ductus arteriosus.

[1pe3 TpeTHsa TpUMeCTHD OT OpeMEHHOCTTa BCUUKH HHXUOUTOPH Ba NPOCTAIJIAHXMHOBUS CHHTE3 MOraT
Ja MPUYHHAT Ha ¢eryca:

. KapaHO-ITyJIMOHAJIHA TOKCHYHOCT (TIpEKIEBPEMEHHO CTECHsBaHe/3aTBapsiHe Ha ductus
arteriosus v yJIMOHANHA XUNEPTOHUA);

. HapylueHa GbOpedHa GyHKLHSA, KOATO MOXKe Jia Iporpecupa a0 6p0peuHa HeTOCTaThYHOCT ¢
OJIUTOXMJIPOAMHHO03a Ha MaliKkaTa ¥ IO B Kpast Ha GpeMeHHOCTTa (BXK. [I0-rope);

. BBH3MOXKHO yIbJDKABaHe Ha BPEMETO Ha KbpPBEHe, aHTHarperaljioHeH eeKT, KOHTO Moxe Ja ce
HPOABH JOPH MPU MHOTO HHUCKH JO3M;

. WHXHOHpaHe Ha MAaTOYHHTE KOHTpPAaKIMH, KOETO Ja JoBele A0 3a0aBsiHe WIN yAb/DKaBaHe Ha
pa’kaaHeTo. ~

CnepoBaTeTHO MEJOKCHKAM € TIPOTHBOTIOKA3aH Tpe3 TPEeTHS TPUMECThP OT OpeMEeHHOCTTa (BWKTE
Touka 4.3).

Kspmene

Menokcukam ce CKCKPETHUpa B KbpMara. IToszaTa oT JeUueHUETO 3a Maiikara W TIon3aT

®epTunurer
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AKO MEJIOKCHKaM Cce HpHnafa TNpH KEHHU, KOHTO C€ OMHTBAT Aa 3da4C€HaT, 1034aTa Tpf[6Ba aa 613)16
BB3MOXKHO Haﬁ-HHCKa, a TPOAB/KUTETHOCTTA HA JIEYEHHE BB3MOXKHO Haﬁ-KpaTKa.

4.7. EdexTH BbpXy cnocodHOCTTA 32 modHpaHe H padoTa ¢ MAIIHHH

He ca mpoBexxaHu npoyuyraHHus BBEPXY CMOCOOHOCTTA 3a wrodHpane W paboTta ¢ MaluMHH. Bhrpexn
TOBA, B3 OCHOBA Ha (hapMakoJUHAMUYHUA PO M U IOKJIaIBaHUTE HEeXKENIaHH JIEKapCTBEHH PeaKiyH,
€ MaJiKkO BEpPOATHO MEJOKCHKaM Jia TIOBJHse CIocOOHOCTTAa 3a ImodHpaHe W paboTa ¢ MallHMHH.
HeSaBI/ICI/IMO OT TOBa, aKOo C€ IOABAT 3PpUTEIIHH HapyHIeHI/I I 3aMasiHoOCT, BCpTPil“O HIIK npym
HApYLIEHMA Ha LIEHTpaJHaTa HEPBHA CHCTEMA, Ce Mpernopbusa modupaneTo u paborara ¢ MalllHU Aa
ce u3bgrea.

4.8. Hesxesianu JiekapcTBEHH peaKHH

O06uro onucanne

KmuHHYHITE MPOYYBAHHA H ETTUAEMHOJIOTHUHNTE JaHHH NTOKa3Bar, ye ynorpebara Ha Hakon HCIIBC
(ocobGeHO BHB BHCOKH JO3W U 3a MPOJBDKUTENCH MEpPHoI OT BpeMe) MOXKeE Ia Ce acOIHHpa ¢ JIEKO
TIOBMIIIEH PUCK OT apTepHATHH TPOMOOTHUHM CHOUTHA (HanpuMep MH(APKT Ha MHOKapAa Wi UHCYIIT)
(Bx. Touka 4.4),

Bre Bpb3ka ¢ gedenune ¢ HCIIBC ca noxnanBaHu OTOK, XMIIEPTOHUS U CHPIAEYHA HEXOCTATHYHOCT.

Haii-yecto HaOnronapaHWTe HEXKeNTaHW peakUuu [0 NpHpona ca racrpouHrecTHHanHd. Morat aa ce
TIOSABSAT TIENITHYUHH SI3BH, TepdOpaliist HIIH TaCTPOWHTECTHHAITHO KbPBEHE, IIOHsKOra (aTtaiHy, ocobeHo
[P NalMeHTH B crapyecka Bb3pacT (Bx. Touka 4.4). Cnen ynortpeba Ha HCIIBC ca moxnagsaHu
rajieHe, MOBPBIIaHe, TUAPHA, METEOPH3BM, 3aMleK, JUCTIETICUs, DOJIKK B KOpeMa, MeJleHa, XeMaTeMesa,
VIIepO3€H CTOMATHT, 00ocTpeH KoauT U Gosect Ha KpoH (Bx. Touka 4.4). ITo-paaxo e HabmonaBan
TACTPHT.

YecToTaTa Ha HeXeJlaHHTE JIEKAPCTBEHH PEeaKLHH, NOCOYSHH NO-I0JIy, C& OCHOBABA HA CHOTBETHUTE
MOSABY HAa JIOKJAaJBaHM HeKeNaHW peaklMH B paMkuTe Ha 27 KIMHHYHH [pPOYYBaHHA €
MPOABIDKUTETHOCT HAa JedeHueTo nouwe 14 and. WHdopMammsara ce OCHOBaBa Ha KIMHUYHH
NpoyYBaHHM, BIUTIOUBAINH 15 197 naruenTa, TeKyBaHH ¢ MepopaTHH THEBHH 103K OT 7,5 mg uiu 15 mg
MENTOKCHKaM TabIIeTKU HITH KarlCyJH 3a IepHoa A0 €JHa FOAKHA.

BKJTIOUCHH ca HeXXENaHH JIEKAPCTBEHH PeaKIM| OT ChOOIIIeHHS, TOy4eHH BBB BPb3Ka ¢ ynorpebara Ha
TPONYKTa Ha Ha3apa.

Heskenanure jiekapcTBEHH peakIMi ca MOAPEICHH MO YecToTa ChoOpa3HO clienHaTa KiacHbHKaLKs:

- MHoro 4dectd (>1/10);

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

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

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

- MHOTO peaxu (<1/10 000);

- C HEM3BECTHA YecToTa (decToTara He MoXe Aa ObJe yCTaHOBEHA OT HAJTMYHHUTE NaHHH).

Taﬁ.nnga HA HEKEJAHHTE JEKADCTBCHH PeaKIHH

Hapyienus Ha KpbBTa B UMb HATA CHCTEMA

Heuectn: AneMus

Penxu: HapyweHnus B KpbBHaTa KapTHHA (BKIIOYHTEITHO B JiM(epeHLIHaIH
KPBHBHH KIIETKH), JIEBKOTIEHHS, TPOMOOLIUTOIIEH

»2



Mmoro PAOKO ca JOKJIaABaHK CIIyYaHd Ha arpaHyJIoLMTO34a.

Hapyinenus Ha nMyHHATA cUcTeMa
Hevectu: AneprudHu peakivy, pa3iiiyHy OT aHaQWIaAKTHUYHH H aHAHUIAKTOUAHN peaKuHu
C HemusBecTHa yectoTa: AHaMIaKTHUEH IOK, aHadHNaKTHYHH/ aHa(hUIAKTOUIHU peaKkun

Ilcuxuunu HapyIeHus
Penxu: IlpoMsaHa B HaCTpOEHUETO, KOIIMAPH

C HeusBecTHa YectoTa: OOBLPKAHOCT, AE30PUEHTALIUA

Hapymmenns na HepeHaTa cucTeMa
Yectu: ['nasobosue
Heuectr: 3amMasHOCT, CBHIHBOCT

OuHU HapVIIEHHS
Penxu: 3purentuu HapyuieHHs, BKITIOYHTENHO 3aMBINIEHO 3peHMe; KOHIOHKTHBUT

Hapyienus Ha yxX0To ¥ JabUpHHTA
Heuectu: Bepruro
Penxu: TunnTyC

CepreyHH HapyllieHns
Pexu: [Mannurammu

Bss BpB2Ka ¢ nevenrie ¢ HCIIBC e crobinarana cbpasiHa HEOOCTATBUHOCT.

Cb10BH HapYIIEHUS
Heuectu: ITorumeno kxprBHO Hamsrane (Bx. Touka 4.4), 3auepriaBaHe

PecnupaTopHH. TpEIHA U MEIMACTUHATTHY HAPYIIIEHUS
Penxu: AcTMa Npu MalMeHTH ¢ aneprus KeM acvpuH wik npyru HCTIBC

l'acTpOWHTeCTHHATHY HAPYILEHUS

Mpmuoro vectn: Jucnencus, raneHe, noBpellanHe, OOJNKA B KOpeMa, 3allek, METeOPH3BM, THapud
Heuect: OKynTeH HWITH MaKpPOCKOIHYEH TACTPOMHTECTHHANIEH KPBBOW3IMB, CTOMAaTHT, TacTPHT,
OpHWTBaHe

Penxu: Konur, ractponyonenanna s3sa, esodarur

Mpmuoro pexxu: IactpornTecTrHanna nepdopaius

['acTpoHMHTECTHHATHUAT KPBHBOMJHE, A3BH WM nepdopallds NMOHAKOTa MOTaT Ja ObJaT TeXKH U
TOTEHIHAIHO (PaTaTHU, 0COOEHO MPU MAIlMEHTH B cTapuecka Bh3pacT (BK. Touka 4.4).

XenatobunuapHy HApYIIEHUS
Heuectu: Yepenena uepronpobHa GyHKIHS (HanmpuMep MOBHILEHH TPaHCAMHHA3H UITH OMIHpYOUH)

Mpmuoro peaku: Xenatur

Hapymienus Ha KoxaTta ¥ NOJKOKHATA THKaH

Heuectn: Aaruoenem, ripypuryc, oGpus

Penxu: Yprukapus, cnaapom Ha CTuBbHC-/PKOHCHH U TOKCHYHA eNHIepManHa HeKpolusa (BxK. TOUKa
4.).

Muoro peaku: bynozen nepMartur, epurema MynTHdopMe;

C neuszBecTHa yectoTa: Peakuuu Ha OTOUYBCTBUTENHOCT, (PHKCHpaHa JIEKapCTBEHa
Touka 4.4).

Hapyienns Ha 6p0perinre ¥ YpHHAPHHSA TPAKT
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Mroro penxu: OcTpa 6bOpedHa HEJOCTATEUHOCT, B YACTHOCT TPH MAlMEHTH ¢ GaKTopu (BXK. TOYKa
4.4). '

OO Hapyienus ¥ eeKTH Ha MACTOTO Ha NPUIIOKEHUE
Yecru: obpasyBaHe Ha MHOWITpPAT Ha MACTOTO Ha MIDKEKTHpaHe, 60JIKa Ha MACTOTO Ha UHKCKTHPaHe
HeuecTn: enem, BKIIOYUTEIHO €M Ha JOMTHHTE KPaHHHLIH. .

. I/IHQOEMRHI'H{, XapaKTepH3upama HHINBHAYVAIHH CEePHO3HH B/ _HJH__MeCTH _HeXeJaHH

JEKAPCTBCHH PCAKIIHHA

Ipu naiueHTH, TeKyBaHU ¢ MEJIOKCHKAM WIH JPYTH NMOTEHIMAIHO MMEIOTOKCHYHH JIEKapCcTBa, MHOTO
PAIKO € choDIIaBaHa arpaHyJIOLMTO3a (BX. ToUKa 4.5).

Hexenanu peakiiii, KOUTO BCE OIIE HE Ca Ha0I01aBaHu IIpH JICKAPCTBECHHMA TPOAYKT, HO 3a KOHUTO
06110 ce MpyueMa, 4é ¢a OTHOCHMH KbM JAPYTUTE NPOAYKTH OT Kjaca.

BBOpeuHo yBpekaaHe, KOETO MOXe 1a HMa 3a Pe3yJITaT ocTpa Ob0peuHa HeIOCTATEYHOCT: AOKIIaIBaHH
ca MHOTO PeJIKH ClIy4ay Ha MHTEPCTHULHANICH HePUT, ocTpa TyOy/iHa HEKpo3a, HeGPOTHIEH CHHIPOM
U IanuiapHa Hekposa (Bx. Touka 4.4).

Cro611aBaHe Ha OI03HPAHU HEXKEIaHH PeaKiiy
C1Ho6IIABAaHETO Ha NTOO3MPAHH HEXKETAHH PeaKiMK clie]] pa3pellapaHe 3a yrorpeba Ha NeKapCTBEHHS

TIPOAYKT € BaxkHo. ToBa Mmo3BoNsBA 2 MPOXBILKH HAGIIOAEHHETO Ha CHOTHOIIEHHETO M0J132/PUCK 3a
JeKapeTBeHHs POAYKT. OT MEIHLMHCKHUTE CIISLHATMCTH Ce M3HCKBa 1a ChoOIIaBaT BCAKA I0103HpaHa
HeXKeNaHa peaKlus uype3 HAIlMOHAIHATA CHCTeMa 3a ChoOluaBane:

WanbnHHUTENHA areHuusA 110 JieKapcTBaTa

yi. ,,Jamsan I'pyes” Ne 8

1303 Codus

brarapus

ten.: +359 2 8903417

yebcalit: www.bda.bg

4.9. llpego3upane

Cumnromure cien octpo npemosupade ¢ HCIIBC of6ukHOBEHO ca OrpasM4eHM JIO JICTAprHd,
CBHIIHBOCT, T'ajleHe, NOBPBIIAHe W ermuracTpajiHa OoJiKa, KOWTO B o0musa ciyuadl ca obpatumu ¢
NOTBPIKALLLO JiedyeHHe. Moxe J1a ce MOSBH CTOMAINHO-YPEBHO KbPBEHE. TeXKOTO NpeJosupaHe MoXe
Aa UMa 3a pe3yNTal XWIEPTOHMs, ocTpa OBOpedHa HENOCTATHYHOCT, YepHOAPOOHA AMCQYHKLMA,
pecnupaTopHa Aenpecus, KOMa, [bPUYoBe, KapAHOBAcKyJIapeH Koyanc | cbpiedeH apect. I1o Bpeme Ha
neuenrie ¢ HCIIBC ca noknajpand aHaQuIakTOWAHU PEAKLMH, KOMTO MOraT Ja Ce MOSBST U TPH
Hpelo3HupaHe.

Crnen npenosupane ¢ HCIIBC nauwentute TpsbBa na 6bIaT MOMJIOKEHM HA CHMIITOMAaTHYHO H
MOANBPIKALLO JIEHEHHE.

ITo BpeMe Ha KJIMHUYHUTE U3IUTBAHKS € HabJI01aBaHO MOBHINEHO EMHMHHHPAHE HA MEJIOKCHKAM ClIe]
NepopajieH MpUeM Ha XOJIECTHPaMKH (4 g TPH IbTH AHEBHO).

5. PAPMAKOJIOIHTYHA CBOMCTBA

5.1. ®apmakoAHHAMHYHH CBOHCTBA
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®apmakoTeparneBTUIHA Tpyna: HecrepouaHH NMPOTHBOBBIMAIMTENHH CPEJACTBA U aHTUPEBMAaTUYHU
IPOAYKTH, OKCHKAMU

ATC kox: MO1ACO06

Mexanu3sM Ha felicTBHE

MernokcukaM e HecTepoHIHO NpoTUBOBB3NaTHTenHo cpeAacTBo (HCIIBC) ot rpynara Ha OKCHKaMHTE,
KOETO ¥Ma IPOTHBOBBL3NAINTENHHY, aHAJINE€THYHY 1 aHTHIIHPETHYHH CBOHCTBA.

IlpoTurORE3MATUTENIHATA AKTUBHOCT Ha MEIOKCHKAaM € JOKa3aHa TpH CTaHJapTHH MOJEIH Ha
Be3nanenne. Kakro u npu ocrananute HCIIBC, HeroruaT ToueH MeXaHU3BbM Ha JEHCTBHE OCTaBa
Hey3BecTeH. BBIpeKH ToBa, WMa IIOHE €IMH OOl HauMH Ha Jelictue Ha Bemuku HCIIBC
(BITIOUMTETHO MENTOKCHKAM): HHXuWOWpaHe Ha OHOCHMHTe3a HA TNPOCTArNIAHIMHHTE, W3BECTHH
MeHATOPH Ha BH3IANEHHETO.

5.2. @apMakOKHHETHYHH CBOHCTBA

Abcopbuns

Menoxkcukam ce abcopGupa M3LIO Clle]l MHTPaMyCKyJIHa HIDKEKIHA. 3a CpaBHEHHeE, Cliell epopanHo
npwioxkenue OuoHamuyHocTra e npubmmsurenHo 89%. He ce m3uckBa ajganTtupaHe Ha jJosaTa IpH
NIpeMHHaBaHe OT NAapEHTEPATHO KbM NIepopaiHO NpHnoxkenue. Ciiel MHTPaMyCKYJIHO NPHIIOKEHHE Ha 11032
oT 15 mg nNUKOBUTE MNIa3MEHM KOHLIEHTpaLmu ca okono 1,6-1,8pug/ml u Te ce nocturar B paMkuTte Ha 60

MHHYTH.

Pasnpenenenue

MenokcrkaM ce CBBp3Ba B MHOTO TOJISIMA CTETIeH ¢ IUIa3MeHUTe TIPOTCHHM, OCHOBHO ¢ anbyMHH (99%).
Menokcukam IPOHMKBA B CHHOBMANHATa TEYHOCT, KBIETO JaBa KOHLEHTpALUMKM MpUOJM3HATEHO
HATIONIOBMHA OT TE3H B Ia3Mara.

O0eMBT Ha pazTpe/iesieHHe € HHCHK, cpenHo 11L. UamupuayamauTe BapHaiiiy ca npubnusurento 30% -
40%.

Buorpancdopmanms

Menokcukam ce MeTaboIM3upa MHTEH3UBHO B YepHUs ipod. B yprHaTa ce OTKpUBAT YCTUPH Pa3NHYHHA
MeTabonuTa, BCHYKH OT KOWTO (hapMakodOTHUHO HeakTHBHH. OCHOBHMAT MmeTtabosiutr 5'-
kapOokcuMenokcrkaM (crorBercTBall Ha 60% oT no3ara) ce GopMIEpa Upe3 OKHCIIEHHe Ha MEXIAHHHNS
MeTabONHT 5'-XHUAPOKCHMETHIIMENIOKCHKAM, KOHTO € eKCKPeTHpa B MO-Mallka cTeneH (ChOTBeCcTBaIla
Ha 9% ot nozara). [IpoBenenure in vitro npoyusanus npeaonarat, ge CYP2C9 urpae BakHa pons B
TO3M MeTaboNHuTeH MbT ¢ MUHHManeH npuHoc Ha CYP3A4. TTo Bcaka BEpOSTHOCT TepOKCHIA3HATA
aKTUBHOCT € HU3TOYHUKBT Ha Jpyrure aBa Merabonura, KOMTO cboTBeTcTBaT Ha 16% u 4% or
MPHIOKEHATA 033,

Enumunnpane

MenokcukaM ce elIHMHHEpa OCHOBHO Io ¢opmara Ha MeraboJMTH, HAllOJIOBMHA B ypuUHaTa H

Cpeauusar eIMMHHALMOHEH MOMYKUBOT e npubnusutenHo 20 gaca. OOwmar
cpenro 8 ml/ min.

JluueiiHOCT/HETUHERHOCT




572 "‘.‘?@’iﬁ?@ﬁgﬁg ‘

MenokcukaM AeMOHCTpHpa JIHHeliHa japMakOKMHETHKa B TepalleBTHYeH J030B AuanasoH 7,5 mg 1o
15 mg cre MepopaHO HITH HHTPaMYCKYJTHO TIPHIIOKEHHE.

CretndHYHH TOMyIalAu

YephonpobHa/ 6s0peuna HenoctarpyHOCT: HUTO YepHOApPOOHATA, HUTO JleKaTa JI0 yMepeHa Ob0peuna
HEIOCTaThYHOCT MMAT cepro3eH edekT BHpXY (apMakoKMHETHKaTa Ha MeslokcHkaM. Ilpm Texxa
6BOpeuHa HeZOCTATHUHOCT MOBHINEHHe B 00eMa Ha pazmpesielieHHe MOoKe J1a JO0BeAe 0 MO-BHCOKH
KOHIIGHTpalluM Ha HEeCBBbP3aH MeJOKCHKaM. B To3u ciyuaii e TpsOBa na ce npeBHINABa 103aT1a OT 7,5
mg THEeBHO (BXkK. Touka 4.2). '

HagI/IeHTH B CTAp4YCCKa Bb3PacCT: CpenHmrr TU1a3MEH KIIHPBHC B pABHOBECHO CHCTOSAHMEC ITPH TAlIMEHTH
B CTap4eCKa Bb3pacT € MAJIKO MO-HHUCHK OT TO3H, AOKJIaABaH IIpH IO-MJladH ITAITMCHTH.

5.3. llpeaxkTHHAYHH JAHHH 32 6€30MACHOCT

Hsma MNpEeaKTHHUYHH JaHHH, KOUTO C€ CUHTAT 3HAUMMH IO OTHOLUCHHC Ha KIIMHUYHATaA 6630HaQHOCT
OCBECH TE3H, INIOCOYCHH B APYTrHTC pa3iaciii Ha KpaTKaTa XapakKTepHUCTUKa Ha IIPOAYKTA.

6. PAPMAIIEBTUYHU JAHHU
6.1. CiuchbK HA NOMONIHHTE BElecTBa
Hatpues xnopun

| 670007031

MernymMuH

Ionokcamep 188
Imuakodypon
Batpues xunpokcu (3a kopekims Ha pH)

Bopna 3a nrxkeknun

6.2. HecbBmMecTHMOCTH

He ca n3BecTHH

6.3. Cpok Ha roanoct

3 rouHH.

6.4. Cnientna AU ycjI0BHst HA cChXPaHeHHe
Ma ce cpxpanapa nox 25°C, B opHrvHanHaTa KapTOHEHa OIIaKOBKa.

Ha ne ce 3ampasssa.
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IIa C€ ChXpaHABa Ha MECTa HEAOCTHIIHH 3a A€Ua.

6.5. Bua u cbabpKaHHe HA ONIAKOBKATA

Menokcukam JJAHCOH 15 mg/1,5 ml umkeKMOHEeH pa3TBOP € MOCTaBEH B aMITyJH OT Oe3lBETHO
CTBKJIO, TvIl I, ¢ BMecTHMOcCT 2 m! ¥ Touka 3a oTuynBane. 3, 5 u 10 6pos amnysniu ce nocTaBsT B 6iucTep
oT PVC ¢onmo. Beexu 6increp, npuapysKeH ¢ JIMCTOBKA 3a MalHieHTa ce [0CTaBd B KapTOHeHa KYTHS.

6.6. CneuuaJIHH NpeJNa3HH MePKH NPH H3IXBBPJisiHe H padoTa

HsMa creltHaany U3HCKBaHHA.

7. HPUTEXKATEJI HA PASPEHIEHHETO 3A YIIOTPEBA

JAHCOH-BI' OO

yn. Oren [Hancwuii Ne 26
2400 rp. Pagomup
Bwarapus

Ten.: 02 451 93 00

e-mail: office@danhson.com

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

Per. Ne 20200127

9. JATA HA IIBPBO PA3SPEITABAHE/TIOMHOBSBAHE HA PA3SPEIIEHUETO 3A
YIIOTPEBA

Jata Ha mepBO paspemasane: 28.07.2020
Jara Ha nocyieaHo 1OAHOBSIBaHE:

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

02/2025
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