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1. UME HA JIEKAPCTBEHMUS ITPO/IYKT - ]
| BG/MA/MP - ...... 69; > { e UB 2025
Heononmnace 75 mg/30 mg uH(y3MOHEH pa3TBOp |Ogobperwe e ..., "
Neodolpasse 75 mg/30 mg solution for infusion e
2. KOJINMYECTBEH U KAYECTBEH CHCTAB
250 ml uHdyY3HOHEH pa3TBOP ChAbPIHKAT:
Jluxknodenak Hatpuii (Diclofenac sodium) 75 mg (eKBUBaAJICHTHHU Ha 69,6 mg AUKI0(EHaK H

5,4 mg HATPHH)
OpdenanpunoB uurpar (Orphenadrine citrate) 30 mg

Enexkrponutu B mmol/250 ml:
Na” npu6a. 47,5 (1,09 g)

[ loMOI1I1HO BELIIECTBO C U3BECTHO JEHUCTBHE:
Hatpui

3a IMbJIHUA CIMTUCHK HA MOMOLIHHUTE BELIECTBA BUXKTE TOUYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

Mudy3uoHeH pasTBop.
buctbp 1 O6e3uBeTeEH pa3TBOP.

Ocmonapuret: npubauzurenHo 303 mosm/I.

4. KJIUMHHUYHU JAHHHU
4.1. TepaneBTHYHH NOKaA3ZAHHA
Heononnace 75 mg/30 mg uHdy3MOHEH pa3TBOp € MoKa3aH MpU NMOCTONEPAaTUBHO JieYeHHe Ha DoJIKa.

Mma nokazaresicTBa, 4e OCTpa pajauKyjiapHa U BepreOporeHHa 00J1Ka U BB3IMaJIMTEIHH CbCTOSAHUS, a
ChLIO M ocTpa Ooska, CBbp3aHa C peBMaTHYHHU 3a00/1sBaHuUs, Ce MOBIMUABAT OT NeyeHue ¢ Heononmnace.

Camo noBULIEHAaTa TEMIIEpATYpa HE € MOKa3aHHUeE.

Heononnace 75 mg/30 mg uHdy31uOHEeH pa3TBOp € noKa3aH IMpH Bb3pacTHH (Haj 18 roguHn).

4.2. Jlo3HpOBKA H HAYHH HA NPHJIOKCHHE

Jlo3upoBKa

CneaHUTE yKa3aHUs C€ OTHACAT 3a Bb3pacTHH (Haza 18 rogunm):
e 00OukHOBeHO aHeBHaTa n03a € 250 ml undy3uoHeH pa3TBOp €JHOKPATHO.

e B M3KJIOYMUTEJIHM Clly4yau MorarT ja ObaaT HanpaBeHM ABe BAUBaHUs AHEeBHO no 250 ml Besko,
KaTo ce ch0Ir01aBa HHTEPBAJI OT HAaW-MaJIKO 8 yaca Mexy ABETE MPHIIOKEHHUS.
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HeskenaHure JiekapCTBEHHW peaklMK Morat Jia Ob/1aT CBE/IeHH /10 MUHMUMYM 4pe3 U3110J13BaHe Ha Hau-
HUCKaTa epeKTHBHA /1032 3a HAW-KpaTKUs NEPUO/1 OT BpeMe, HeOOXO0AMM 3a KOHTPOJIMpaHe Ha
cumnrTomuTe (BK. Touka 4.4 CnenyanHy npeaynpexiaeHus U npeanasii Mepku 1pu ynorpeoda).

Hayuenmu ¢ 6v0Opeuno yspescoarne

He ca npoBexxaaHu npoyuBaHus Ha Oe30nacHOCTTa U epUKACHOCTTA NPH NalUMeHTH ¢ ObOpeyHo
yepexaane. [Tauuenture TpaOBa 1a nosyyaBaTt Hal-HUCKaTa e(peKTUBHA 103a U ObOpeyHaTa PyHKLMS
TpsaOBa aa ce npocnaeasBa HenpekbeHaTo. Heoponnace 75 mg/30 mg uH(pY3MOHEH pa3TBOp €
MPOTHBOIIOKA3aH IMPH MaLHEHTH C TexkKOo ObOpeuHo yBpexaane (Bxk. Touku 4.3 u 4.4).

[Tayuenmu ¢ uepHoOpooOHO yepedicoare

He ca npoBexaanu npoyuBaHus Ha 0€301acHOCTTa U eUKacHOCTTA MPU MALMEHTH C YepHOAPOOHA
nuchyukuus. [ManuenTure TpsOBa na nony4vaBat Hai-HUCKaTa eEKTUBHA /1032 U YepHOApOoOHaTa
eH3uMHa QyHKUMs TpsaOBa Aa ce npocieassa BHUMarenHo. Heononnace 75 mg/30 mg ungy3uoneH

pPa3TBOP € NMPOTHBOMNOKAa3aH MPH MALMEHTH C TEKKO 4epHOAPOOHO yBpekaaHe (BxK. TOUKH 4.3 U 4.4).

Iayuenmu 6 cmapuecka ev3pacm (Ha eév3pacm 65 wiu NO-6wb3PACMHU)

He ca npoBexxaaHu npoy4yBaHMs MPH NMalMEHTH B CTapyecKa Bb3pacT (Ha Bb3pacT 65 WM Mo-
Bb3pacTHH). JloOpe U3BECTHO €, Yye XOopara B CTapyecKa Bb3pacT ca U3JI0’KEHH Ha MOBHUIIEH PUCK OT
CEPHO3HUTE TMOC/IEACTBUS Ha HEXKEJITAHUTE peaKLIMKM Ha HECTEPOUAHHUTE NMPOTHBOBBL3IMAJIMTE/IHH H
antupesmaTyHu ekapcTea (HCIIBC). Ako HCIIBC ce cuurar HeoOXoauMH, TpsOBa 1a ce U3IoJi3Ba
Hal-HUCKaTa 1032, 0COOEHO NMPH U3TOLLECHH MALMEHTH B CTapyecKa Bb3pacT U MaLMEHTH C
[MOJIHOPMEHO TerJio (Bxk. Touka 4.4).

[leouampuuna nonyaayus
Heononmace 75 mg/30 mg uH(y3HOHEH pa3TBOP € NMPOTUBOINOKA3aH 3a yrnorpeda npu Jieua M IOHOLLIH
no 18-roaniHa Bb3pacT (BkK. Touka 4.3).

HauuH Ha npuioxeHue

3a UHTPABEHO3HO MPHJIOKEHHE.
Heononnace 75 mg/30 mg uHdy3HOHEH pa3TBOP MOXKE J1a C€ MPHUJIOKHU B nepudepHa BeHa nopaju

HUCKHS My ocMoJjiapuTeT oT npubnusurenHo 303 mosmol/l.

Undysusta or 250 ml tpsOBa na ce BbBeae B Npoab/KEHUE HA nepuoa ot 1,5 1o 2 yaca.

[Ipoovidcumennocm Ha reyenue.

[TpoabkUTEIHOCTTA HA JIedeHHe TpsAOBa J1a ce cBele 10 MUMHUMYM 4pe3 U3M0JI3BaHe Ha HaW-HUCKaTa
e(peKTUBHA /103a 3a HAK-KPATKUA MEPUO/1 OT BpeMe, HeOOXOAMM 3a KOHTPOJIMpaHEe HAa CHUMITTOMHMTE H
MO MPUHLMII HEe TpAOBa Aa HAAXBBP/A 7 AHH.

4.3. IlporuBonokazaHus

e  (CBpPbXYYBCTBUTEJIHOCT KbM aKTUBHHMTE BELLECTBA WM KbM HAKOE OT MOMOLIHHTE BELIECTBA,
30poeHu B Touka 6.1.

e Kakro aApyru HecTepouaHu nporuBoBb3nanute/iHu cpeactea (HCIIBC), auknodenak e
MPOTHBOMOKA3aH CHIUO U IMPHU NAUMEHTH, NPH KOUTO aLETHIICAJIMIIMIOBA KHCEJIMHA WUJTH IPYTH
HCIIBC ca oTKJIFOYHJIM NMPHUCTBITH OT aCTMa, YPTHKAPHUS UJIH OCTbP PUHMT.

e AKTHBHA CTOMAlIIHA WM YPEBHA A3Ba, KbpBeHe UK nepdopauus.

e AHamHe3a 3a peUMAMUBHpalla NMenNTHYHA A3Ba/KPbBOM3IMB (J1Ba WK MOBEYE OTAE/THU €ITU30/IM Ha
JI0Ka3aHO pa3sa3BsiBaHE WU KbPBEHE).

e AHaMHe3a 3a CTOMAlIHO-YPEBHO KbpBEeHE WM nepdopaliys, CBbp3aHH C MpeJArLlHa Teparnus ¢
HCIIBC.

e XemaToJOrH4yHHU 3a00aBaHUs (HArp. HapyLIEeHUs Ha KpbBOOOpa3yBaHETO, YBPEXK/IaHE HA

KOCTHHS MO3bK, NopdHpHs, XeMOparu4yHa Jauaresa).
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e  MO3BbYHO-CHAOBO KbpPBEHE.

e  (CTpO TEKKO KbpPBEHE.

e  yCTaHOBEHa 3acToiHa cvpaeuHa HenoctaTb4HOCT (New York Heart Association, NYHA knac 11-
V), uicxemuuHa 00JieCT Ha CbpLIETO, neprdepHo apTepranHo 3abossiBaHe W/UIKM MO3bYHO-CH/10BA

OoJi1ecT.

Texko yepHoapoOHO MM ObOpeuHO yBpekaaHe (BxK. Touka 4.4).
Taxuapurmus.

[Tocneano tpumeceune Ha OpeMeHHOCTTa (BK. TOuKa 4.6).

Jlena u roHowu 10 18-roguiiHa Bb3pacr.

Myasthenia gravis, Oyn0dapHa napanusa.

OcTpa 3acTOMHa rjaykoma.

['acTpoMHTECTHHAJIHA CTEHO3A.

MerakoJioH, napajiMTHYEH HIIeYyC.

3a/ibprkaHe Ha ypHHaTa (aZleHOM Ha npocTaTtara, Xuneprpodgus Ha npocrarara, OOCTPYKLHS Ha
[IIMMKAaTa HA MUKOYHUS MEXYD).

Tpsbpa na ce umat npeasu1 OOLUMTE MPOTHUBOINOKA3aHUS 3a HH(Y3HOHHA Tepanus, Harp.
XHUIEepPXUIpaTHPaHe, 3aCTOMHA Chp/leYHa HEAOCTAThYHOCT, ObOpeUYHO yBpexkaaHe (OJUIypHs, aHypHs),
0enoipodeH WM MO3BbYEH OTOK.

4.4. CneunHa,IHM npeaynpexJieHHs H NpeAnazHd MEepPKH NpH ynorpeda

IIPE/IYIPEX/JIEHHA, CBbP3AHH C IHK/IIO@PEHAK

JKenure B MbpBOTO MJIM BTOPOTO TPUMECeUYHe Ha OpeMeHHOCTTa TpAOBA [1a ce rnpociieaAsBar
BHUMATEJIHO NMPH MPHJI0KEHHE Ha JUKI0(deHaK. YnoTpedaTa no Bpeme Ha KbpMEHE He ce MpenopbyBa
(B2kK. TOYKA 4.6).

EnnoBpemennara ynorpeba Ha auknoderak cue cucreMmin HCIIBC, BKIOUMTENIHO CEJIEKTHBHH
MHXHOMTOPH Ha LIMKJIOOKCHIeHa3a-2, TpsaOBa a1a ce u30sarea rnopa/iy JiMrnca Ha JaHHH, MoKa3Ballly
CUHEPrUYHM MOJI3K U NOTEHLIHA 3a JOMbJIHUTEIHU HeXKeJTaHH JIEKApCTBEHH pPeaKLIMH.,

Hexenanure nekapcTBEHH peakUMH Morar Ja ObaaTt CBeJIeHH 10 MUHUMYM 4pe3 U3I10JI3BaHe Ha Hau-
HUCKaTa e)eKTUBHA J103a 3a Hal-KpaTKHUs MepUol OT BpemMe, HEOOXO0AMM 3a KOHTPOJIMpaHe Ha
CUMNTOMHTE (BXK. TOYKA 4.2 ¥ CTOMALIHO-YPEBHHU H CHP/I€YHO-CH/IOBH PUCKOBE MO-101Y).

Cmomawno-upesen eghexm:

CToMallHO-YPEeBHO KbpPBEHE, pa3s3BiBaHe WIM nepdopalus, KOUTO Morar jaa Obaar garanHu, ce
cpobasar ¢ Bcuuku HCIIBC u Te MoraT na Bb3HMKHAT 110 BCAKO BpeMe Ha JIEYEHUETO, ChC WIIH 0e3
NnpeaynpeAnTe]IH CHMITOMH WJIM MHHAJIa aHAMHEe3a 3a CEPHO3HH CTOMAIIHO-YPEBHU CHOUTHA. Te
OOMKHOBEHO MMAT I10-CEPUO3HH IMOCJIEACTBHS MPH NMALMEHTHTE B CTapyecKa Bb3pacT.

EﬂHDBpEMEH HaTa KOHCYyMalHs Ha aJIKOXOJ1 MOXKE Jla 10BE€AC 10 MO-BUCOK PHUCK OT CTOMALIHO-YPCBHO
KbpPBCHC.

AKO Bb3HHUKHE CTOMAILIHO-YPEBHO KbPBEHE WJIM pa3sA3BiBaHE MPH MAaLMUEHTH, NoJTyYyaBaly
auknodeHak, neyeHueTo TpsOBa 1a ce rnpeyCcTaHOBH.

HCIIBC, BxmouydTeiHO AMKI0(EHaK, MoraT Ja ObaT CBbpP3aHH C MOBHUILIEH PUCK OT U3THYaHE Ha
CTOMAIIIHO-YpeBHa aHacTomo3a. [IpernopbruBa ce BHUMATEIHO MEJMLMHCKO HAOJIIOA€HHE U MOBHUILEHO
BHHUMaHHe NpH ynotpeda Ha AMKIO(EHaK cie/l CTOMAIIHO-YPEBHU ONEPaALIHH.

Kakro npu Bcuukn HCIIBC, Braro4YHTENIHO AUKIO(EHAK, HAJTOXKUTEITHO € BHUMATETHO ME/IULIMHCKO
Ha0mo1eHHe U ocoOeHa npeAnasIMBOCT, KOraTo AMKI0(EeHaK ce MpeAnucBa rMpH MauHeHTH ChbC
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CUMIITOMHM, MOKa3aTeJHH 3a cToMalHo-ypeBHH (CYH) HapyieHUst MM ¢ aHaMHe3a 3a CTOMAalllHO UITH
4YpPEBHO pa3s3BsiBaHe, KbpBeHe uiu nepgopauus (Bxk. Touka 4.8).

PucksbT o1 CY kbpBeHe, pa3sizBsiBaHe WiM nepdopaiius € no-BUCOK NpH MOBULLIABAHE HA 03UTE HA
HCITBC u npu naiideHTH ¢ aHamHe3a 3a s13Ba, 0COOEHO aKo € YCI0KHEHA C KPbBOU3JIHB HJIH
nepdoparms (Bxk. Touka 4.3), U IPU NALIMEHTH B CTapyecKa Bb3pacT.

JleyeHHeTO Ha Te€3M nalMeHTH TpaOBa J1a ce 3anoyBa ¢ Hal-HUCKaTa HaJiMvHa no3a. [lpu Te3u
nalMeHTH TpaOBa Ja ce Uma rpe/iBu/I KOMOMHHUpaHa Tepanus ChC 3alllMTHH Cpe/IcTBa (Harp.
MM30ITPOCTOJ1 HJIM MHXMOMTOPH HA NPOTOHHATA MOMIIA) (BK. M TOYKa 4.5 10-/10J1y), a ChIIO H MPH
MaLMEHTHTE, HYXK/IAelllU Ce OT €IHOBpEMEHHa ynorpeda Ha JIeKapCTBEHH NMPOAYKTH, ChIbpKallld
HUCKa J103a aleTviacanuiioBa kuceivHa (ACK)/acnupuH WM Apyru 1eKapcTBeHU NPOAYKTH, MPH
KOMTO MMa BEPOATHOCT OT MOBHULIEH CTOMALIHO-YpPEBEH PUCK (BXK. TOUYKa 4.5).

[TanmenTuTe ¢ aHamHe3a 3a CY TOKCHYHOCT, 0COOEHO NMallMEHTUTE B CTapuyecKa Bb3pacT, TpsOBa aa
choOLIABAT 32 BCUMUKH HEOOMYaliHU KOpeMHHU cUuMIITOMH (0ocobeHo CYH kbpBeHe), 0COOEHO B HAYaJI0TO
Ha TeparnusTa.

BHuMaHue ce npenopbyBa Npu naLydeHTH, Nojydyasalili eJHOBPEMEHHO JIeKapcTBa, KOMTO OMXa MOTJIH
J1a TIOBUIIIAT PUCKA OT pa3sA3BsiBaHE WJIM KbPBEHE, KATO NMEpPOpaIHH KOPTHKOCTEPOH/IH,
aHTHKOAryJIaHTH KaTo BapdapuH, CeJIeKTUBHH HHXUOMTOPH Ha 0OpaTHOTO 3aj1aBsiHE HA CEPOTOHUHA
WJIM aHTUTPOMOOTHYHH CpeJICTBA KATO aleTH/IcaTHLMIoOBa KUcesiiHa (ASS) (Bxk. Touka 4.5).

BuumarenHo nekapcko Habn0aeHHE U NPEANna3/IMBOCT ca HEOOXOAMMH ChLLO U TPH MALIMEHTHTE C
aHamHe3a 3a CY 3abonsBanug (yaueposeH KoauT uian 6onect Ha Crohn), ThH KaTO T€3U CHCTOSAHUS
MOTraT J1a ce 060ocTpsT (BXK. TOuka 4.8).

Iayuenmu ¢ cmapuecka ev3pacm

[TaruenTuTre B cTapuecka Bb3pact Ha Tepanus ¢ HCIIBC ca u3n0eHu Ha 1o-BUCOK PUCK OT
HE)KeJIaHH JIEKapCTBEHU peakiu, 0COOEHO CTOMAILIHO-YPEBHO KbPBEHE WIIM nepgopaLus, KOUTO
Morat zia ObJ1aT CbiIO U ¢ aTaneH U3XOo/.

Ot o01OMEeIMLIMHCKH ChOoOpaxkeHUsl TpsiOBa 1a ce BHMMAaBa CIIELIHAJTHO T1PH MaLMEHTHTE B CTapyecKa
Bb3pacT. [Ipu nauueHTUTe B CTapuecka Bb3pacT TpAOBA J1a ce UMa NpeIBH/ Hal-HUCKaTa e(PEKTHBHA
71032, 0COOEHO NMpH U3TOLIEHH DOJIHU M XOpa C MOJAHOPMEHO TerJio (BkK. To4Ka 4.2).

Copoeuno-cv006u U MO3bHHO-CHO06U eheKkmu
HeoOxoauMo e noaxoasulo npocie/isiBaHe U CbBETBaHE P MaLMEHTHTE C aHaMHe3a 3a XUIIEPTOHUS

W/WIM JIeKa 0 yMepeHa JeKOMINEeHCHpaHa ChpAeyHa HeIOCTaThbYHOCT, ThH KaTo ce choOlIaBa 3a
3a/IbpKaHe Ha TEYHOCTH U OTOK BbB Bpb3Ka ¢ Tepanusata ¢ HCIIBC.

[TaliMeHTHTE CBHC 3HAYUTE/IHH PUCKOBH (paKTOPH 3a Chp/ICUHO-CHAOBHU CHOUTHA (HAIp. XUIIEPTOHUS,
XHUMEPJUNUAEMHS, 3aXapeH AdadeT, TIOTIOHOMYLLIEHE ), HEKOHTPOJIMpaHa XUIIEPTOHUS,
JIEKOMIIEHCHpaHa ChpJieYHa HeJOCTAaTbYHOCT, AHArHOCTHLIMPAaHa HCXEeMHYHA 00J1eCT Ha ChPLETO,
nepudepHa aprponaTus U/ KK MO3bYHO-CHAOBO 3abonsBaHe TpsiOBa J1a ce JeKyBaT ¢ AUKIo(eHak
caMo cie] BHMMaTesHa npeteHka. [lonobHa npeueHka TpsioBa na Obae HarpaBeHa npeay 3arno4BaHe
Ha MPOAB/DKUTETHO JIEYEHHE MPH MALUEHTH C PUCKOBH (JAKTOPH 3a CbPACYHO-CHA0OBH CHOUTHS (Harp.
XMINEPTOHMS, XUIIEPIUITHIEMHUs, 3aXapeH quabeT U TIoTIoHomylIeHe). Thil KaTo ChbpACYHO-ChIOBUAT
PUCK TpH AUKJI0(eHaK MOKe /1a HapacHe C 103aTa U MPOJAb/DKUTEIHOCTTA HA €KCIO3ULMATA, TPAOBa
Ja ce rpuiara Hai-HUcKaTa e)eKTUBHA AHEBHA J103a 3a Bb3MOXKHO Hal-KpaTKHUs MEPHOJL OT BpEME.
[TeproanyHo TpsOBa Aa ce U3BBPILLBA MPEOLIEHKAa Ha HEOOXOAMMOCTTA Ha NalMeHTa OT 00JIeKYaBaHe
Ha CUMIITOMMUTE U Ha OTTOBOPA KbM TEpanusTa.

[TokazaHueTo 3a NapeHTEePaTHO MPUIJIOKEHHE NPH MALIMEHTH ChC CUCTOJMYHO KPBbBHO HajIAraHe 1o/
100 mm Hg unu HecTtabuiHa ChbpAEYHO-CHAOBA CUCTEMA (HAMNp. LIMPKYJIaTOPHA HEI0CTAThYHOCT,



Npean3BUKaHa OT Cbp/I€YEH NPUCTHI, MHOKECTBEHA TpaBMa, HavaJieH 1I0K) TpsOBa aa ce npeueHH
BHUMATEJTHO.

Koocnu eghexmu:

Muoro psiaiko BbB Bpb3ka ¢ yrnorpebara Ha HCIIBC ce choOLiaBar cepuo3Hu KOXKHH peakLiMu, HAKOH
OT KOMTO JIETAJIHH, BKJIFOYHUTEIHO eKChoaTUBEH AepMaTHT, CHHAPOM Ha Stevens-Johnson, TokCHYHa
enuaepMaiHa HeKpoJIM3a U reHepaiusupad 0ysio3eH GUKCHpaH JeKkapcTBeH 0OpHUB (BK. Touka 4.8).
[TatmeHTHTE M3IJIeXK/1a Ca U3J10KEHHU Ha HAaM-BUCOK PUCK OT I10s1Ba HA T€3W pEeakLMM Ha paHeH eTarl 1o
BpPEME Ha JIEYEHUETO, KaTO HACTBIBAHETO HA peakuusTa ce HadJIi0/1aBa B MOBEYETO CIyYau B PAMKHTE
Ha MbPBHSA Mecel] oT JieueHueTo. [Ipunoxenunero Ha quknogeHak TpsadOBa 1a Obae rnpeycraHoBEHO MpH
MbpBaTa MosiBa Ha KOXKeH OOPUB, MYKO3HH JIE3UH WU BCAKAKBH JIPYTH MPU3HALIMU Ha
CBPbX4YYBCTBUTEJTHOCT.

Yepnoopobnu eghexkmu:

Heob6xoauM0 € BHUMATEJIHO JIEKApCKO HAOI0AeHHe, KOraTo AMKI0(eHak ce npearnucea Ha NnauueHTH
C yBpeJieHa yepHoapoOHa (hyHKLMS, ThbH KaTO TAXHOTO ChCTOSSHHE MOXKE Jla ce€ 0OOOCTPH.

Kakto npu apyrure HCI1BC, BkatouuTeIHO AMKJIO(EeHaK, CTOHHOCTUTE Ha €/1MH WJIK 10BeYe
yepHOApOOHH €H3UMH Morar Ja ce nopuuar. [1o Bpeme Ha NpOABIKUTENHO JIeHeHHE C AUKIIO(EHAK €
MOKa3aHoO peJIOBHO TpociieasBaHe Ha yepHoapoOHaTa pyHKIMs KaTo npeanastHa Msapka. AKo
aOHOPMHHUTE YepHOAPOOHH PYHKLIMOHAJIHK TECTOBE MEPCUCTHUPAT WJIM CE BJIOLLIAT, AKO CE€ Pa3BUAT
KJIMHUYHU NMPU3HALM WK CUMITOMM, NMOKAa3aTeHHU 3a YepHOAPOOHO 3adoisiBaHe, WU AKO HACTBITAT
APYTH NMPosiBH (Hanp. eo3uHouiIns, oOpUB), MPUIIOKEHUETO HA AUKI0QeHaK TpsaOBa 1a ce
npeycraHoBH. [Ipu ynorpeba Ha auknodeHak Moxke 1a Bb3HHUKHE XernaTuT 0e3 rnpoipoMasiHu
CUMITTOMH.

XenaTuT MOXKe /1a HacTbhIM 0e3 NpoApOMaJIHH CUMITTOMM.

Heo0x01MM0 € BHUMaHHWE, KOrato AMKI0(eHaK ce U3I10J13Ba MpH MalUeHTH ¢ YepHOApoOHa
nop¢upHus, Thi KaTO TOH MOXKeE /1a OTKJIIOUYH IPUCTBII.

Covpoeuno-cvoosa cucmema, 6vopeyu, erekmpoaumen u 600eH bananc

Toii kaTo ce choOllaBa 3a 3aabpXKaHe Ha TEYHOCTH U OTOK BbB Bpb3ka ¢ Tepanus ¢ HCIIBC, ocobeno
BHMMaHHe € He0OXOAMMO NpH NalLMeHTUTE C YBpe/leHa ChpAeuHa Wi ObOpeyHa pyHkuMs, aHaMHe3a
32 XMINIEPTOHMSA, NMALIMEHTUTE B CTapyecKa Bb3pacT, MaLMEHTHTE, M10JyYaBallli eJHOBPEMEHHO JIEYCHHUE
C IMYPETHLIH WK APYIH JIEKAPCTBEHHU MPOAYKTH, KOUTO MOraT 3Ha4MTEJIHO Aa MOBaUAsAT ObOpeuHara
byukums (BxK. cbio “Chbp/IeYHO-CHAOBH H MO3bYHO-CHIOBO €PEKTH ).

Oco0eHo BHUMaHHe € HeOOXO0AMMO MPH MAaLUEHTHTE ChC 3HAYUTETHO U34YEpIIBaHE Ha
eKcTpaueyjapHusi o0eM Mo KakBaTo M Ja € npu4uHa (Hamnp. rnpeav Wi ciej roagMa oneparus)
MopaJy Bb3MOXKHH YCJIOKHEHHMSA C KbpBEHE, HapyLUEHUs Ha eJIEKTPOIIMTHTE U oOema. [1penopbusa ce
npocneasBaHe Ha ObOpeyHaTa QyHKLMSA KaTO Npeana3Ha MapKa, Korato IMKJIo(eHak ce H3noJi3Ba B
TaKMBa CJIyYaM.

[IpekbcBaHeTo Ha TepanusTa OOMKHOBEHO BOJM 10 BB3CTAHOBSABAHE HA ChCTOSHHUETO OT MPEH
JIeYeHHeE.

TpsabBa ocobeHo na ce BHUMaBA INPH NMALMEHTH C XMITEpHATPHEMHSL.

Xemamonozuunu ehpekmu:

Ynorpebara Ha qukiaodeHak ce npenopbyBa camMo 3a KpaTKOTpanHO JieyeHue. KakTo npu apyrure
HCIIBC, no Bpeme Ha Mpo/IbJDKMTENIHO JIeYeHHe ¢ JIUKJI0(EeHaK ce MperopbyBa npocieasBaHe Ha
KpbBHATa KapTHHA.

[TanuenTure ¢ nepekTH HA XeMocTaszaTa U ¢ TPOMOOLIMTONeHUs TpIOBa BHUMATEJTHO J1a ce MpocJieAsBaT
(Bxk. TOUuKa 4.3).

Kakto npyrure HCIIBC, auknogeHnak B no-BUCOKA 1032 MOXKE BPEMEHHO Jla HHXUOHUpaA €/IHO CTHIAJIO
Ha arperauuMsaTa Ha TPOMOOLIMTHTE.



[[enmpaana nepena cucmema:
CnienanHo BHUMaHue TpsaOBa j1a ce 00bpHE HAa MALMEHTUTE C IICUXUYHHU HApPYLLIEHHU, ENUIIENCHs H

Oonectra Ha [ lapkHHCOH (BXK. TOUKa 4.8).

Hanuuna acmma/cepovxuyscmeumeinocnvumMynna cucmema:

[Tpu naumeHTH ¢ acTMa, CE30HEH aJIEPruueH PUHMT, 10lyBaHE Ha Ha3aJHaTa JIirapulia (T.€. Ha3ajlHH
MOJIMIK), XpOHUYHA 00CTpYyKTUBHA OenoapodHa 00aecT WM XPOHHYHH HH(EKLIMK HA JIMXaTEe/IHUTE
MbTHLLA (0CODEHO aKO ca CBBP3aHU CbC CUMITTOMM, 110/100HH Ha aJlIepruye€H PpUHMT), peakLIMUTE KbM
HCIIBC karto ek3anepbaiuy Ha actMa (T. Hap. HEMOHOCUMOCT KbM aHAIreTHLIM/acTMAa, NpeIn3BHKaHa
OT aHaAJreTHLIM), OTOKBT HAa KBUHKE WK ypPTHKApHATA €A 10-4YE€CTH OTKOJIKOTO MPH JAPYTH MALHEHTH.
[Topanu ToBa, NpW TaKKUBA MALMEHTH CE NMPENOPHYBAT CrIELHAJIHH MTPEATNa3sHH MEPKH (FTOTOBHOCT 3a
crnielHa Hameca). ToBa Ba)KH ChIIO M 3a MALMEHTUTE, KOUTO Ca alepruyHu KbM JIPYrd BELLECTBA,
Hanp. NpyU KOXHU peakLMy, CbpOex UIIH YPTHKAPHSL.

[Tpenu 3anoyBaHeTo Ha HH(Y3UATA NALMEHTHTE TPAOBA 1a OBAT pa3NUTaHU CIELIHAIHO 3a PeaKLHH
Ha CBPBXYYBCTBUTETHOCT (HAIp. ajlepruyeH pUHUT), XpOHUYHHU 0es10Ap0oOHU HH(EeKLIMHK WK acTMa.

Kakto npu apyrure HCIIBC, anepruynu peakuuu, BKIKOUYMTETHO aHa(PHIAKTHYHH/aHAQHIaKTOUIHH
peakllii, MOraT J1a Bb3HMKHAT ChLIO U 0€3 npealecTpalla eKCno3uiMs Ha JIEKapCTBOTO.

PeakuuuTe Ha CBPbXUYBCTBUTEIIHOCT MOTIaT ChLIO /1a MPOrpecHpar A0 CHHApoM Ha Kounis, cepHo3Ha
ajlepriyHa peakius, KosSTo MOXe J1a JioBejie 10 UH(apKT Ha MHOKapaa. CUMNITOMHUTE Ha TaKUBA
peakilMd MOrarT Jia BKJIo4YBaT 00JIka B 'bpAMTE, Bb3HMKBALLlA BbB BPb3Ka C ajlepruyHa peakits KbM
AUKI0(EHAK.

[TatmenTure TpadBa na 6baaT MHPOPMHUpPAHH, Ye aKO pa3NO3HAAT HIKAKBa peakuus Ha
CBPBXYYBCTBUTEIHOCT, HAMp. OTOK Ha JIULIETO, 0e/10Apo0eH OTOK (JIapHHIealeH OTOK), THCITHES,
acTMa, TaxMKap/IMf, KOXKHU peaklHH (epUuTema, €eK3aHTeM, YPTHKApHs, CbpOekK) U/ UIIU MOHUMKABaHE Ha
KPbBHOTO HaJisraHe, Tepanusara TpsOBa J1a ce NpeycTaHOBH M He3a0aBHO /1a ce HalpaBy KOHCYJITaluUs

C Jiekap.

CrnieumasHO BHMMaHHe TpsAOBa a ce 00bpHe Ha NMALUMEHTH, CTPaJallll OT CUCTEMEH JIYITYC
epUTEMATO/IeC U CMeCceHH 3a00J1IBaHUs HA CheJIMHUTENIHaTa ThKaH. CUMIITOMH Ha acenTHYeH
MEHHMHIHT (CKOBAHOCT Ha Bpara, I1aBodosiMe, rajeHe, noppbliaHe, MNoBUIIEHA TeMIepaTypa U
Je30pHeHTalLis) ce ChoOIaBaT BbB BPb3Ka C T€3H MbPBUYHHU 3a00asBaHUs (BK. TOUKa 4.8).

AKo 1o BpeMe Ha npuiokeHueTo Ha Heogonnace 75 mg/30 mg uH(y3HOHEeH pa3TBOp ce chobuiaBar
TEXXKH CUMIITOMM Ha mapecte3ust WK 0osika, HHGy3uaTa TpsaOBa aa Obje rnpeycraHOBeHa.

Oowu:

Kakro apyrure HCIIBC, nopaau cBoute papMakoHHAMHYHH CBOMCTBA AUKIO(EHAK MOXeE aa
MAaCKHpa NpU3HALMTE U CUMIITOMHUTE Ha UH(eKLUs (Hanp. OoJKa).

[TauneHnTHTEe TPAOBA @ CE CBBLPXKAT CHC CBOSA JIeKap, ako CUMNTOMUTE (Hanp. 0osKka, Bb3najieHHe)
[MepCUCTUPAT WK ce OOOCTPAT — KaTO BJIOLLIABAHE HA OOLIOTO ChCTOSAHHE HIIH MOSBa HA MOBHILIEHA
Temrneparypa. TpsOBa na ce MMa npeaBH/1 NOKa3aHUe 3a AHTUMH(EKLIMO3HA/aHTUOMOTHYHA TEepaIus.

[ nasobonue, undyyupano om ananzemuyu

Vnorpebara He no npeaHa3Ha4YeHHE U MPOAbJIKUTENIHATA YynoTpeda Ha aHAJINeTULIM BbB BUCOKH JJO3H
MOJKe J1a MHAyLMpa rinapobosine, koeTo He TpsOBa J1a ce JIeKyBa ¢ MO-BUCOKH J103H Ha JIEKApCTBEHHS
npoaykrt. [TauueHture TpabBa na 6baAaT MHPOPMHUpPAHHU, KOraTo € HEOOXO0AUMO.

Ananeemuuna negpponamus




PYTHHHMSAT NPUEM Ha aHAJINeTHK, 0COOEHO KOMOMHAUMATA OT HAKOJIKO aHAJIFETHYHH BELIECTBA, MOXKE
J1a JIOBeJIe JIO TpaitHO yBpekaaHe Ha ObOpeuuTe, BKIKOYUTEIHO ¢ PUCK OT OBbOpevHa HEeJ0CTaThYHOCT.
[TatguenTuTe TpabBa ja ObjaT HHPOPMHUPAHH, KOraTo € HeOOXO0AUMO.

Jlabopamopnu usci1eoeanun:

B 3aBUCMMOCT OT NPOAB/DKMTETHOCTTA Ha TepanuaTa ¢ AMKI0(EeHaK, HACTOATEIHO C€ MpenopbyBa
[pocJie/isBaHe Ha cepyMHaTa HOHOrpaMa, aJikaJlHO-KMCEJIMHHOTO PaBHOBECHE, BOJIHMS DajlaHC U
AKTUBHOCTTA Ha 4epHOApOOHUTE €H3UMH, KaKTO M YepHoApoOHaTa u ObOpeuHara pyHKLMs, KpbBHATA

KapTHHA, KPbBHATA KOaryJjlauua U U3CJICABAHC 34 OKYJITHH KPBBOW3JIUBH.

AKO ce npuiiara eIHOBpeMEHHO C NMepopaHi aHTUAHA0ETHYHH cpe/cTBa, TPAOBA /1a ce KOHTpOJIMpaT
HMBaTa Ha KpbBHATa 3axap.

HuBara Ha kanus B cepyma TpsaOBa j1a ce npoc/iesiBaT BHUMATE/IHO, aKO Ce npuiarar KaJuu-
ChXpaHABaLUK AUYPETHLIH.

AKO MalMUEeHTBHT € JICKYBAH C AHTHKOAI'yJIaHTH, TpHﬁBﬂ Jda Cce IMpocjicsiBa KPbBHATA KOAl'yJldlLIHA.

3a 1ONBJHUTEIHU MPENOPbKUA BUXKTE TOYKA 4.5,

INTPEJIYIIPEK/IEHUA, CBbP3AHH C OPOEHA/IPHH
[TpoABJKHTETHOTO NPUIIOKEHHUE HA OpPeHapUH MOXKE J1a JOBE/E /10 PE3UCTEHTHOCT KBbM Teparusra.
Heononnace 75 mg/30 mg HH(Y3UOHEH pa3TBOP HE € MOKa3aH 3a MPOAB/DKHTEIHO JIeYEHHUE, MopaIH

TOBa TO3HW e(eKkT He MOxke /1a Obae OYaKBaH.

KpbBHOTO HaJiiraHe Ha XMIIOTOHHYHU MMAaUMEHTH TpAOBa J1a ce KOHTPOJIMpa cJiel UHTPABEHO3HOTO
HH)KEKTHPaHE W Npeau NalMeHThT a HalmyCHe J1e4eOHOTO 3aBEe/IEHHE.

Hudopmanus 0THOCHO NOMOILIHHTE BEIIECTBA C H3BECTHO JICHCTBHE:

To3u nekapcTBeH npoaykT cpabpxka okono 1 090 mg (1,09 g) HaTpuit Ha 1034, KOMTO ca
eKBUBAJICHTHH Ha nNpuOau3uTenHo 54,5 % ot npenopbuBaHus oT C30 MakCMMaJieH AHEBEH NMPHEM Ha
HaTpPUH.

MakcumasiHaTa JIHEBHA /103a OT TO3H NMPOoAYKT (chabpxka npubausurtenHo 2 180 mg HaTpuit) e
ekBUBaJIeHTHa Ha npuoau3uTenHo 109 % ot npenopwuBanus or C30 MakcuMalieH IHEBEH MPHEM Ha

HATPHH.

Cuwura ce, ye Heononnace 75 mg/30 mg uHdy3uOHEeH pa3TBOpP HMA BUCOKO ChbAbpP’KaHUE HA HATPHUH.
Toga TpabBa na ce Uma npeIBH/ CrieLHAJIHO TPH XOpa Ha JIHETa C HUCKO ChAbpXKaHHe Ha COJl.

4.5. B3aumoneiicTBHE ¢ APYrH JIEKAPCTBEHH NPOAYKTH H APYrd JOPMH HA B3aHMOJAEHCTBHE

CnegHuTe B3aUMOJAIEMCTBUS MOraT 3a Bb3HHKHAT:

B3AHMOJIEHCTBHA, CBbP3AHHU C AUKJIOPEHAK

KomOHHanHsA HA JHKJIO(EHAK C: Bb3MOKHH peakuHm:

Jpyru HCIIBC 3acuiBaHe Ha HeXKeJlaHUTe e(PEeKTH, OCODEHO
MOBHILIEH PUCK OT CTOMAIIHO-YPEBHO pa3si3BsiBaHe
WK KbpBeHe (BXK. Touka 4.4) (koMOHMHaLMsATa HE
ce MpenopbryBa).

ALETHWICAIMLIAJIOBA KMCEJIMHA OOpaTUMO NMOHWKEHHE HA CepyMHara
KOHLEHTpALUs C JOMBJIHUTEIEH PUCK OT
CTOMALLIHO-YPEBHO YBpeXKaaHe (KOMOMHALIMATA HE
ce NnpernopbLyBa).




AHTUTPOMOOLIUTHH CPEACTBA U
AHTUKOAryJIaHTH

[IpenopbuBa ce NOBULIEHO BHUMAHME, ThH KaTO
eIHOBPEMEHHOTO TMPHIIOKEHHE MOXKE /1A TTIOBHILIH
pUCKA OT KbpBeHeE (BiK. Touka 4.4). Bbnpeku ue
KJIMHUYHHUTE U3CJIC/IBAHUS HE MOKa3BaT, 4ye
nuKIo(heHaK NoBausBa AeHCTBUETO Ha
AHTUKOAT'yJIAHTUTE, UMa CHOOLIIEHHUS 3a MOBMILIEH
PUCK OT KPbBOM3JIMB IPH MALLUEHTH, KOUTO
MoJIy4aBaT €/IHOBPEMEHHO AHKJI0O(EHaK U
aHTUKoaryjaHTH. 1o Ta3u npuunHa ce
npenopbYBa BHUMATEIHO Ha0JIKO/IeHUEe HA TAKHUBA
NMaLHEHTH.

CbpAeYHH TJIMKO3UAM (HArp. AMIOKCHH)

[loBHIIEHHE HA KPBBHOTO HUBO HA INTHKO3HUTE —
npenopbyBa ce NOCTOSHEH KOHTPOJI HA
MJ1a3MEHUTE HUBA Ha INTHKO3HU/IUTE H KOPUTHpaHe
Ha /103aTa.

ACE-MHXHOHTOPH
AHruoreH3uH Il aHTaroHucTH

[ToHHKEHHEe HAa AaHTUXUIIEPTEH3UBHUS e(EKT
(mpenopbyBa c€ KOHTPOJ Ha KPbBHOTO HalAraHe);
[To-BUCOK pHCK OT HE()POTOKCHYHOCT MOpajIx
MHXUOMpAHETO HA LIMKJIOOKCHIeHas3aTa (ocTpa
ObOpeyvHa He10CTaTLYHOCT, OCOOEHO NPH
NE€XUAPATUPAHU MALMEHTH), KAKTO U I0-BHCOK
PUCK OT XUNEepKaiMeMus (npenopbypa c€ KOHTPOJI
Ha ObOpeyHaTa PyHKLMS U HA HUBOTO Ha KaJlu4,
HeOOXOAUMO € AOCTATHYHO XUAPaTHPAHE).

dypo3eMu] U Apyru OpUMKOBH JIHYPETHLIH
AHTHUXHNEPTEH3UBHH CPEJICTBA

[Tonn>keHHe Ha aHTUXUNEPTEH3UBHHUA e(PeKT
(mpenopbpYBa C€ KOHTPOJI HA KPbBHOTO HaJIAraHe).

Jlnyperuum

loHW)KEeHHe HAa aHTUXHUITePTeH3UBHHS eeKT
(HpEﬂUp’bHBa ce KOHTPOJI Ha KPbBHOTO HajAraHe);
[To-BHCOK PUCK OT HE()POTOKCHUYHOCT,
UHAYLMpaHa OT AukiIo¢eHak (nmpenopbysa ce
KOHTpOJ Ha ObOpeyHaTa HyHKLMA; HEOOXOAUMO €
NOCTATHYHO XHApaTHpaHe)

Kanui-cbxpaHsaBaliu A1y peTHLIH

[loBHIIEHA MOLIIHOCT, CBbP3aHa ¢ MOBHLLIEHHUTE
CepyMHH HMBA Ha Kajlusi, KOWTO MOpPaay TOBA
TpsiOBa Ja ce npoc/ie/iaBaT YecTo.

Koprukocrepouau

[loBuiieHre Ha yecroraTa Ha CTOMAIHO-YPEBHO
pa3sa3BABaHE WM KbpBEHE (BXK. TOYKa 4.4)

CenleKTUBHH HHXUOMTOPH Ha O0OpaTHOTO
noemaHe Ha ceporoHuHa (SSRIs)

[loBHILLIEH PUCK OT CTOMAILIHO-YPEBHO KbPBEHE
(BK. TOUKa 4.4).

budochonaru

KnMHUYHKTE NpOyYBaHHUS NMOKA3BaT MO-BUCOK
PUCK OT CTOMAUIHO-YPEBHO KbPBEHE WUJIU
BB3MOXKHOCT 3a OBOpeyHO yBpexaaHe (c
KJI0/IpDOHAT) — Mpenopb4Ba ce npoc/ie/isBaHe.

[lenrokcupunun [ToBMIIEH PUCK OT CTOMALIHO-YPEBHO KBbPBEHE

AJIKOXOJI (komOHHaumsATa TpsaOBa 1a ce u3dsArea)

LluknocnopuH [10-BUCOK PHCK OT CTOMALLIHO-YPEBHO YBPEKIAHE,
He(po- U XenaToTOKCHYHOCT (KOMOHHaLMATA
TpsaOBa aa ce u30area wiM aukiodeHak TpsadBa aa
ce MpuJiara B o-HUCKa J103a; NpenopbyBa ce
npocneasBaHe Ha yepHoapobHaTa U ObOpeyHara
GyHKUHSA).

Tpuamrepen bbOpeyHa HeaOCTaTHYHOCT

Takponumyc bbbpeuna HegocTaTbYHOCT (KOMOUHALIMATA

TpsiOBa J1a ce u30srea)
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MougHu uuxuouropu Ha CYP2C9 (Hanp.
CYA(UHNUPA30H U BOPUKOHA30J1)

3HAYMUTETHO MOBUILEHHE HA MJIa3MEHUTE HUBA Ha
AuKnogeHak 1nopajau UHXMHOMpaHeTo Ha HErOBMS
MeTabo0JIu3BM (IpernopbyBa ce HamaJiIeHUe Ha
no03arta Ha JUKJI0(eHaK U NpocieasiBaHe).

Moxko0emu

[ToBuiueH edexkt Ha aukiodeHak

Konectupamuu, Kosnecrunon

3abaBeHa WM HamalleHa pe3opOLus Ha
nuknodenak. JInknodgenak Tpsabsa 1a ce npuiara
1 yac npeau uiM 4-6 yaca cJie/1 IpUJaraHeTo Ha
T€3H BELLECTBA.

MeroTpekcar

JInknodenak moxke 1a HHXHOUpa TyOyJ1apHuUs
OBbOpeUeH KIUPBHHC Ha METOTPEKCAT, KaTO TaKa
MOBMILIABA HUBATA Ha MeToTpekcar. |Ipenopbusa
ce BiuMaHue, korato HCIIBC, BKJIIOYHTETHO
AUKJI0¢eHak, ce npuiaarat no-Majiko ot 24 yaca
Npe/r WIH Clie/l JICYEeHHE ¢ METOTPEKCaT, TbH KaTo
KPbBHUTE KOHLIEHTPALIMK HA METOTPEKcaT Morat
/1a cé MOBUILIAT U TOKCHYHOCTTA HAa TOBA BELECTBO
J1a Ce 3aCHJIM.

JluTui
(DeHUTOUH

[loBUlIEHHE HA TEXHUTE IUIA3MEHU KOHLIEHTpPaLIUH
— TMperopbYBa C€ HENMpPEeKbCHAT KOHTPOJI Ha
MJ1a3MEHUTE HUBA U KOPUI'HpaHE Ha Jl03aTa.

[lepopanHu aHTHAMAOETHYHH CPEJICTBA

Bb3moxHHM ca GuiyKTyalluu Ha KpbBHATA IJIFOKO3a
(nmpenopbyBa ce 3aCHJICHO MpOocJieAsiBaHe Ha
HUBOTO Ha KpbBHATA IJIKOKO034).

XHUHOJIOHH

KouBysicHH (KOMOMHaLIMsATaA HE CE MPErnopbyBa)

AHaNo03M4 Ha npocTarjaHaAuHUTE

B u3onupanu ciiydau ce cho0liaBa 3a MHOKap/iHa
HEKpO3a U aHaHJIAKTHYEH LIOK.

3UI0BY/IHH

[ToBUILIEH PUCK OT XEMATOJIOrHYHA TOKCHYHOCT

B3AHUMOJIEHCTBHA, CBBP3AHH C OPDEHA/IPHH

KomOnHanus Ha opdeHaANPHH C: Bb3MOKHH peakinHH:

AMaHTaJIuH 3acHiIeH aHTUXOJIMHEPrU4eH e(eKT

MAO-uHXHOHUTOpH

XHUHHUJUH

TpUUMKIHYHH aHTHAECIIPECAHTH

Jlesogona 3acHUJIEH aHTHITAPKHHCOHOB €(eKT

TpaHkBHJIM3aTOPH YckopeH MeTaboIu3bM — NMOHWXKEHH KPbBHH
HHBA Ha TPAHKBUJIU3ATOPHUTE

JlekcTponponokcudeH Tpemop, Ae30pHEHTALIUSA, TPEBOKHOCT

Tupokcun OpdeHaapuH Moxe aa MOBJIUIE U3MEPEHUTE
CTOMHOCTH Ha TUPOKCHH, KAKTO U THPEOUIHATA
GyHKUMSA (MOBHUILEHH TU1a3MEHU HUBA Ha
OeNThYHOCBBP3aHUS THPOKCHH).

XJ10prpoMas1H [1o-BHCOK PUCK OT XHIIOTEPMHS

4.6. DepruHianTeT, OPEMEHHOCT H KbPMEHeE

HHKIIODEHAK:

bpemennocm




MuxubupaHeTo Ha NnpocTarjaHAMHOBATa CHHTE3a MOJKE /1a MOBJIMsE HeOIaronpuaTHO OpeMEeHHOCTTa
W/ vnu eMOprodeTanHOTO pa3BuTHe. JlaHHUTE OT eNMAECMHOJIONHYHHTE NPOYYBaHUs Npe/inosarar
[MOBULLIEH PUCK OT CIIOHTaAHEH adopT M OT ChpAeYHa MalpopMaLMs U raCTPOCXHU3HC ciie]l yrorpeda Ha
WHXHMOUTOpP Ha npocTarjiaHJMHOBAaTa CHHTE3a 110 BpeMe Ha paHHa OpemenHocT. llpeanonara ce, ye
PUCKBT CE YBEJIMYaBa C yBeJIMYaBaHe Ha J103aTa U NMPOABLJDKUTEIHOCTTA HAa TepanuaTa. AOCOMIOTHUAT
PUCK OT ChpPAEHYHO-Cb/I0BA MajipopMalmsi ce yBe/iMuaea oT no-Majako ot 1% 10 npubau3uTenHo

1,5 %.

JlokazaHo e, 4e 1npH >KUBOTHH MPHIIOKEHHETO HA HHXUOHUTOP HaA MPOCTArjiaHMHOBAaTa CHHTE3a BO/IH
10 YBe/IMYaBaHe Ha Ipe- U MOCTUMIUIaHTallMOHHaTa 3ary0a u J1o emOpuogeraneH neranurer. OcseH
TOBa ce choOIIaBa 3a NMOBHMIIEHA YECTOTa Ha pa3/IMuHU MallpopMaLIMHK, BKIKOYMTEITHO Chp/I€YHO-
CbJOBH, MPH JKMBOTHH, HA KOMTO € MpUaraH MHXMOUTOP Ha NpocTarjiaHaMHoBaTa CHHTE3a B NepHo/ia
Ha opraHoreHesara.

Ot 20-aTa ceamuua ot OpeMeHHocTTa HaTaThk ynorpebara Ha Heononnace 75 mg/30 mg moxe 1a
[MPUYMUHU OJIMTOXHJIPAMHUOH, IbJXKALL] C€ Ha HapylueHue Ha ObOpeuHaTa yHkuMs Ha ¢eryca. Tosa
MOKE J1a Ce TIOSIBH CKOPO CJie/1 3aro4YBaHe Ha JIeYeHHETO U OOMKHOBEHO € 00paTUMO NpH
rpekpaTsiBaHe My. 3a TOBa, [10 BpPEME Ha ITbPBOTO U BTOPOTO TPUMECEYHE HA OpeMEHHOCTTA
Heononnace 75 mg/30 mg He TpsaOBa aa ce npuiara OCBEH Mpy KaTeropuyHa HeoOXoauMOCT. AKO
Heononnace 75 mg/30 mg ce u3no/3Ba oT JKeHa, KOSITO ¢e€ OIUTBA Jla 3adpemeHee, HIIH 110 BpeMe Ha
[MbPBOTO M BTOPOTO TpUMeceurue Ha OpemeHHocTTa, TpaOBa 1a ce NoyIbpKa Bb3MOXKHO HaH-HUCKaTa
71032 ¥ NPOAB/IKHTEIHOCTTA Ha JleyeHHe TpsOBa J1a € Bb3MOXKHO Hal-kpaTka. Cnejl eKCro3uuus Ha
Heononnace 75 mg/30 mg B npoaAb/KEHHE HA HAKOJKO JHU OT 20-aTa recTallMOHHa CE€IMHLIAa HAaTaThK
TpsaOBa 1a ce OOMMCIIM AaHTEHATATHO MPOC/eAsBaHe 3a OJIMTOXUAPAMHHUOH. YnorpedaTa Ha
Heononnace 75 mg/30 mg TpsOBa aa ce npeycTaHOBH, aKO C€ YCTAHOBU OJIMTOXH/IPAMHHUOH.

[To BpeMe Ha TPeTOTO TpUMeceure Ha OpeMEeHHOCTTa BCHYKH MHXHOMTOPH Ha MpocTarjiaHIMHOBaTa
CUHTE3a MOrar:
® J1a U3JIOXKAT IU10/1a HA CJIEJIHUTE PUCKOBE:
- KapJMO-IyJIMOHAa/IHA TOKCHYHOCT (NpexaeBpeMeHHO CBUBaHe/3aTBapsHe Ha ductus
arteriosus ¥ 6enoapoOHa XUNepTOHUs );
- ObOpeuHa auchyHKUMSA (BHXK MO-rope):
e Jla U3J10XKaT MalKaTa U HOBOPOJIEHOTO, B Kpas Ha OpeMEHHOCTTa, Ha CJIEAHUTE PUCKOBE:
- BB3MOXKHO YIb/DKaBaHe Ha BPEMETO Ha KbpPBEHE, aHTHarperaTeH e(hekt, KOMTO MoXe J1a
HACTbITK JOPH MTPU MHOTO HUCKH JI03H.
- MOTHUCKAaHE HAa MATOYHUTE KOHTPAKLIMH, BOAELIO /10 3a0aBsAHE UIIM YAbJDKABaHE Ha

paXkJ1aHeTo.

3aTtoBa Heononnace 75 mg/30 mg € npoTHBOMOKA3aH 110 BpEMe Ha TPETOTO TPHMECEUYHE Ha
OpeMeHHOCTTA (BHXKTE TOUYKH 4.3 1 5.3).

Kvpmene
Kakto npyrure HCIIBC, auknodenak npemuHaBa B KbpmaTa B MaJIKM KosinuecTBa. [Topaau Tosa,

nukinogdeHak He TpsAOBa a ce npuiiara 1o BpemMe Ha KbpMeHe.

Depmunumem

[IpocTarnaninHuTe UrpasT BaXkKHa poJis 3a OBYJlallMATa, HMIUIAHTALIMATA U BacKyJjlapu3alusaTa Ha
rnauenTara. [Togo6Ho Ha apyru HCIIBC, ynorpebara Ha AMKJI0)eHaK MOXKE /1a YBPEAH KEHCKHS
¢epTHAUTET U He ce NMpenopbYBa MPU KEHH, KOUTO ce ONMUTBAT Ja 3a0peMeHesT. [1pH xxeHHn, KouTo
MMaT 3aTpyAHEHH J1a 3a0peMeHesT UKW KOUTO ca MOAJ0KEHH Ha U3CiieiBaHUS 32 HHPEPTHUIIUTET,
TpsaOBa 1a ce MOMMUCIIM 3a NMPEYyCTAHOBABAHE Ha JMKIIO(EHAK.

OPOEHAIPHH:

bpemennocm
Hsma onuT wian onursT ¢ yriotpedara Ha opdeHaAPUHOB LIMTPAT 110 BpeEMe Ha MbPBOTO TPUMeECEUHe
Ha OpeMeHHOCTTa € orpaHuyeH. Hama onut ¢ ynorpebara Ha oppeHaApuHOB LMTpAT MO BpEME Ha
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BTOPOTO M TPETOTO TpUMeceure Ha OpemeHHocTTa. [1poyuBaHusaTa NPHU JKMBOTHH 1O OTHOLLIEHUE HA
pEeNnpoOAYKTHBHATA TOKCHYHOCT €A HeI0CTaThbYHHU. 1 10TeHIHaTHUAT PUCK 3a XOpaTa € HEU3BECTEeH.
[Topaau TOBa, opheHaapUHOBHUS LUTpAT TpAOBa Aa ce W3MoJI3Ba MO BpemMe Ha OPEMEHHOCT CaMO aKo

norcHuUaliHaTa noJjsa onpasadasa rnoTCHUHAIHHA PHCK.

Kvpmene
He e u3BecTHO naiu opdeHaJpuHOBHUS LIMTPAT C€ EKCKpPeTHpa B KbpMmara npu yoeeka. [lopaau Tosa,
opdeHaipHHOBUS LLUTpAT TpsOBa J1a ce U3I0J13Ba M0 BpEME Ha KbpMEHE caMO cJie/l BHUMaTe/1Ha

OllI€HKA Ha ChOTHOLLIEHHETO M0J13a/PUCK.
4.7. EdexTn Bbpxy cnocodHocTTA 32 IopHpane H padora ¢ MAIIHHH

Heonoanace 75 mg/30 mg undy3uoHeH pa3TBOp B yMepeHa CTEINeH MOoBIUsABa CocoOHOCTTA 3a
iogupare U pabora ¢ MaLLIMHH.

[TaumeHTHTE, KOUTO NMOJYYaT 3pUTEIIHU HAPYLIECHHUS, 3aMAAHOCT, CBETOBBPTEK, CHHIUBOCT HJIM JAPYTH
HapyLIEeHHUs Ha LIEHTpaJiHaTa HepBHA CUCTEMa, JlokaTo npuemar Heoznonmnace 75 mg/30 mg

HH()Y3HOHEH pa3TBOp, TPAOBA Aa ce Bb3AbpsKaT OT WodupaHe win padbora ¢ MaliMHHU. [lalnenTure
TpsaOBa na ObaaT CbOTBETHO HHPOPMHUPAHH, OCOOEHO 0 OTHOLLIEHHE Ha KOMOMHUPAHETO C aJIKOXOJI.

4.8. Hexenanu JieKapCTBEHH peaKIHH

OuneHkKara Ha He)KeJTaHUTE p€aKLHH C€ OCHOBABA HA CJICAHHUTC HCCTOTH.

Muoro yectu  (>1/10)

YecTH (>1/100, <1/10)
HeuecTu (>1/1 000, <1/100)
Penku (>1/10 000, <1/1 000)
Muoro peaku  (<1/10 000)

C Heu3BecTHaA 4ecToTa (0T HAJIMYHUTE JJaHHU He MOXKe J1a Ob/1e HarpaBeHa OLIeHKA)

HEXEJTAHU JIEKAPCTBEHH PEAKIUHH, CBBP3AHH C THK/IO®PEHAK

Haii-yecTo HabJ/110/1aBaHMTE HEXKEJIAHW peaKLMHU 3acAraT CToOMallHO-4peBHHUA TpakT. MMma ciyyaum Ha
MosiBa Ha NenTU4YHa A3Ba, nepgopauus Wik CTOMALIHO-YPEBHO KbpPBEHE, MOHAKOra ¢ atajieH U3XoJ,
0coOEHO NnpH NalMeHTH B cTapyecka Bb3pacT. OMMCaHH ca cilyyaH Ha rajieHe, noppblllaHe, AHapus,
METEOPHU3bM, 3anekK, JUcnencus, kKopemHa 6oJika, MeeHa, Xxematemesa, aTO3eH CTOMATHT, 000CTpSHE
Ha ChILIECTBYBAII YJILEepo3€eH KOJUT WM 6osect Ha Crohn cien npunoxkenue Ha HCIIBC (Bxk. TOuka
4.4). I'actput e Habar01aBaH Mo-pAaKo.

Crob1iaBa ce 3a OTOK, BACOKO KPBbBHO HajlAraHe U Chp/iedyHa HEAOCTAThbYHOCT BbB BPb3Ka C JIEUEHHE C
HCIIBC.

CrneHUTE HEX<eJIAaHHU JIEKAPCTBEHH peaKLMH BKJIIOYBAT ChOOLIEHUTE NMPU KPaTKOTpaiHa HITH
NpOAbL/DKUTENIHA yrnoTpeba Ha AuKiIodeHaK:

CHcTeMoO-OpraneH KJac Hexenana peakuus
YecToTa

ChpaeyHs HapylIeHHS
MHoOro peaku Coupuebuene, 00JIKa B I'bpaAMTEe, OTOK, ChpAeUYHa
HEJ0CTaTbYHOCT, MHOKap/ieH HH(apKT

C Heu3BECTHa 4YecToTa CunapoM Ha Kounis

Hapymennsi Ha KpbBTa H JIHM@HATA CHCTEMA
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Cucremo-oprames KJac
Yecr1oTa

Hexe1ana peakuus

MHoro peaku

Muxubupane Ha TpoMOOLIMTHATA arperaius, puck
OT KpbBOM3JIUB, TPOMOOLIMTONIEHHS, ITypI1ypa,
JIEBKOMNEHHS, NMAHLIMTONEHUS, arpaHyJIOLMTO3a,
aHeMHMs (BKJIFOYMTEIHO XEMOJIMTHYHA M
anjacTU4YHa aHEeMHUs ), NaHMHe1I0naTus,
e03HHODUIHS

Hapymenusi Ha HEPBHATA CHCTEMA

YecTH

[ naBoOoJsiMe, CBETOBBPTENK

Penkwu

3amMasiHOCT, CbHJIMBOCT, 0€31OKOWCTBO, BB30Y1a

MHOro peaku

CeH30pHHM HapyLIEHUS (BKIIOYUTETHO
napecTe3us ), NCUXUYHHU HapyLLIEHHUS,
N€30PHUEHTALIMS, KOHBYJICHH, TPEBOKHOCT,
TPEMOp, aCeNTHYEH MEHHUHIHUT, BKYCOBH
HapyLIEHHUs, HHCYJIT

Haumennﬂ HA OYHTE

MHOro peaku

3pUTEJIHK HApYLUEHMS (3aMBIJICHO 3pEHUE WU
JBOHWHO BHXK/IaHE)

Hapymenns Ha yX0TO H JIJAOMPHHTA

Penku

CBETOBBPTENK

MHoOro peaku

[IpexoiHH HapylIeHHUs Ha CyXa, LUYM B YIIUTE

PecnnupaTtopuu, rpbiHH H MEIHACTHHAJIHH HAPYIIECHHHA

Penku

AcTtMa (BKJIIOYMTEJTHO JIMCTIHES )

MHoro peaku

[ITHEBMOHHUT

CroMallHO-4YpeBHH HAPYIICHHSA

YecTu bonka B enuracTpuyma, JiMnca Ha aneTUT, rageHe,
MOBpbIIAHE, JUAPHUs, KOPEMHH CMa3MH,
AUCTICTICHUS, AHOPEKCHSI, METEOPH3BM,
¢uarysieHLMs

Penkwu ["acTpuT, cTOMalIHO-YpPEBEH KPbBOU3JIUB (CBIIO U

OKYJITEH), NMENTHYHA fA3Ba CbC WK 6e3 KbpBeHe
u/unu nepdopaums, xemaremMesa, MejieHa,
XeMoparuiHa Juapus

MHoro peaku

OnnakBaHMs B JOJTHATa 4YacT Ha Kopema (Hamp.
HecneMpUUeH XeMOoparuyeH KOJIMT U 000oCTpsiHe
Ha yJuepo3eH KoauT uiu donect Ha Crohn),
3arneK, CTOMaTHUT (BKJIIOYMUTEITHO YJILIEPO3€H
CTOMATHT), INTOCHT, e30(areajiHi JIe3uH, YpeBHH
CTPMKTYPH, MOJIOOHM Ha auMadparMa, NaHKpeaTuT

C Heu3BeCcTHa 4ecToTa

UcxeMUUYeH KOJIUT

Hapywenusi Ha 0b0peunTe H NHKOYHHTE IbTHINA

HeuecTH

3aabprKaHe Ha HATPUH W BoJia

MHoOro peaku

OcTpa Ob0peyHa HeJOCTATBLYHOCT, XeMaTypHs,
HHTEPCTULIHAJIEH HeppHUT, HePpOTHYEH CUHAPOM,
NpoTeMHypus, 0bOpeyHa nanuaapHa HeKpo3a

HaEyHlEHHH Ha KOXKATA H NIOAKOAKHATA ThbKAH

YecTH

OOpuB, €eK3aHTEM

Penku

Y pTHKapus
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CHcTEeMO-0OpraHeH KJac
YecroTa

Hexenana peakuus

MHOTro peiku

OOparuma anoneuus, OyJ103HH OOpPUBH, €K3ema,
EPUTPOJIEPMHUS, MYPITYPa (CHLLO U aJlepruyHa
nyprypa), cuHApom Ha Stevens-Johnson
(erythema exsudativum multiforme), cunapom Ha
Lyell (tokcHuHa enuaepmaiHa HeKpoJin3a),
eKkcOJIMATUBEH AICPMATHUT, peaKLi1s Ha
(OTOUYBCTBUTEIHOCT, CHpPOEK

C Heu3BeCTHA 4yecToTa

MdukcupaH nekapcTBeH 0OpUB, reHepaiu3upaH
Oys103eH PUKCHPAH JIEKapCTBEH OOpHB

Nudexunn n nudecranun

MHOro peaku

BnomasaHe Ha Bb3najeHHe, CBbP3aHoO C
UHpeKuMs (Hanp. pasBUTHE HA HEKPOTHU3Mpalll

dacuumr)

CbaoBH HapyumeHHs

MHoro peaku

XHUNEPTOHHS, BACKYJIHT

O6mu HapymeHHs H eeKTH HA MSICTOTO HA NPHJIOKEHHE

YectH bonka Ha MSICTOTO Ha HHXKEKTUpaHe, WH/1ypalus
Ha MSACTOTO HAa MH)KEKTUPaHe, Bb3NaJeHHe Ha
BeHaTa, TpoMbodnedur

Penku OTOK, HEKpO3a Ha MACTOTO Ha MHXKEKTHPaHe

MHoro penaku

Abcliec Ha MACTOTO Ha MHXKEKTHpaHe

HapymeHnHsi HA HMYHHATA CHCTeMa

Penku

CBpbX4YYBCTBUTEIHOCT, aHA(PHUJIAKTHYHH U
aHaUIAKTOMIHH CUCTEMHHU peaKLIMH,
BKJIFOYMTETHO XMUIMOTOHMS, LIOK U OpOHXO0CNa3bM

MHOro peaku

AHIMOHEBPOTHYEH OTOK (BKJIKOYUTEIIHO OTOK Ha
JIMLETO), OTOK HA €3WKa, BbTPELLIEH OTOK Ha
JTApUHKCA, BKIIIOYUTE/THO TpaxeaiHa CTeHO3a,
JIMCITHES

XenaToOHJIHAPHH HAPYIIEHHSs

YecTH

BpeMEHHG MoBHLIaBaHEC HA TPAHCAMHHA3HUTE

Penku

PaznuuyHu cTeneHu Ha 4epHOApPOOHO yBpeKaaHe,
XeMnaTuT CbC MM 0€3 UKTep

MHOro peiku

MDyJIMHHAHTEH XENATHUT, YePHOAPOOHA HEKpO3a,
OCTpPa YepHOIPOOHA HETOCTATHYHOCT

MHoOro peiku

HapyumeHHs Ha Bb3NPOH3BOJAHTEIHATA CHCTEMA H I'bPAATA

HUMIIOTEHTHOCT

[IcHXHYHH HApYIIEHHSA

MHoOro peaku

JlezopueHTaums, aenpecus, 0e3chHHE,
TPEBOXKHOCT, KOLLIMApH, pa3/ipa3HUTEIIHOCT,
NMCUXOTUYHU HAPYLICHHUS

JlaHHUTE OT KJIMHUYHHUTE NMPOYYBAHHUA H ENUAEMUOJIOTHYHHTE JaHHH €/HAKBO COYaT KbM IOBHILIECH
PUCK OT apTepHalHd TPOMOOTHUHHU CHOUTHS (HanpUMep MHOKap/eH HH(APKT WIH UHCYJIT), CBbP3aHH
¢ ynorpebaTta Ha qukiIodeHak, ocodeHo npu BUcoka j103a (150 mg qHEBHO) U NPH NPOJAB/DKHTEIIHO
nedyeHue (Bxk. Touka 4.3 v 4.4 IlporuBonokazanusa ¥ CneaaHy npeaynpexaeHus U npearnasHu

MEPKH TpH yriorpebda).

[TaumenTuTe TpsaOGBa na ObaaT HHPOPMHUpPaAHH 32 HEOOXOAUMOCTTA OT IPEYCTAHOBABAHE HA JIEYEHHETO
¢ JMKJI0(eHaK U 1a ce KOHCYJITUPAT ¢ Jiekap He3abaBHO, aKo ce IMOABAT CJIIEAHUTE CUMIITOMH HA

NMOTECHUHAJTHO CEPHO3HH HCKCJIAHH PCAKLIHH:
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Xemaremesa, MeJieHa UM XeMaTypusl
KOJKHHM peaKUHH KaTo 0OpUB WK ChpOex
3aTpy/IHEHHS B JIMILIAHETO, peCITUpaTOpeH
Ha rjaBara

NOKbJATSIBAHE HA KOXKATA UJIK OUMUTE

KbpBC€HEC OT HOCA, KOKCH KPbBOUW3JIMB

O0JIKa B I'bpP/JAMTE
3aMBbIJIEHO Ch3HAHHE

CTOMAUIHO pa3CTpDﬁCTBG. KUCEJIMHU U1K 00JIKa B cTOMAaXa

JAUCTPEC HUJIKM HCNOCTHI HAa Bb3J1yX, OTOK B obnacTra

CHJIHO M3TOLLIEHHE 3a€/IHO C JIMIICA Ha aneTuT
nepcucTupaia 00Jika B rbpJ10TO, paHH B YCTaTa, M3TOLLICGHUE WIIK MOBUILIEHA TeMIepaTypa

[10/1yBaHe Ha JIMLIETO, KpaKaTa M1 Xo/ausiara
HaMaJleHa €KCKpEeLHs Ha YPUHA 3a€/1HO C TEXKKO M3TOLIEHHE
CHUJIHO r1aBo0OIME HUJIH CKOBAHOCT Ha Bpara

HEKEJTAHUTE JIEKAPCTBEHH PEAKIIHH, CBbP3AHH C OPOEHAJ/[PHH

ca NpeJIMMHO CBBbP3aHH C NMapacUMNaTOJIMTHUHUS eeKT Ha opdeHanpuH.

CucreMo-opraiHeH KJjac
YectoTa

Hexe1ana peaknus

ChbpaedHHn HApyLICHHS

C HeMu3BeCTHa 4ecToTa

Taxukapaus, cbepuedbueHe

Hapymenus Ha HepBHATA CHCTEMA

YecTH

YMOpa, CBETOBBPTEK

HeuecTH

["naBobonue, MyCKyJieH TpeMop, AUcharus u
HapyLUE€HHs Ha peyTa, HapyLUEHHUS Ha MUCJIEHETO,
HapylLUEHHUs Ha arneTuTa U BKyca

C HeM3BeCTHA 4YecToTa

CnabocT, 3amMasiHOCT, 0€3MOKOHCTBO

Hapymenusi Ha o4HTE

YecTH

3pUTEIHH HapyIlIEHHUS

HeuecTH

boJika, cyxoTa B OYHTE

C Heu3BecTHa 4yecToTa

BpeMeHHH HapylIeHUsA HA aKOMOJALIUATA,

[MOBHUILLICHO OYHO HAJIAT'aHC

PecnupaTopHu, rppAHH H MEIHACTHHAJIHH HA

HICHHA

HeuecTH

Punut, 60n1Ka B repauTe

CroMamHO-4YpeBHH HAPYIIEHHSA

YecTH

['aneHe

HeuecTH

C}’XDTH B yCTATd, KOPCMHA GE}J'IKH., 3arckK, AHapmi

C Heu3BeCcTHA 4ecToTa

[loBpbluaHe, IUrca Ha aneTUuT

Hapymenns Ha O0b0pennTe H NHKOYHHATE LTHINA

HeuecTH 3aabp:KaHe Ha YpHHA, HHKOHTHHEHLIMS HA YpPHHa
Hapymenus Ha KOXKATA H NOJIK0XXHATA ThKAH
HeuecTH Ex3aHTem

C Heu3BecTHa yecToTa

[loHH>KeHa ceKkpelMs Ha MOTHHUTE XJIE3U
(akymy/MpaHe Ha TOrUiMHa!), 3auepBsiBaHe Ha

KOXKdTa

O6mu HapymeHHusi H ePEeKTH HA MACTOTO HA II

pPHJIOKEHHE

HeuecTH

Jluckompopr, ciiadocT B Kpakara

HapymeHnsi Ha Bb3NPOH3BO/IHTEIHATA CHCTEMA H I'bpPAATA

HeuyecTH

[lapeHe B renuTasiHaTa 00J1aCT MPH IKEHHUTE

IlcHXHYHH HAPYIUIEHHS
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CHcTemMo-opranen KJjaac Hexkenana peakuus

YecrToTa

HeuectH Eydopus, HepBHOCT, TPEBOKHOCT, HAPYILIEHHS
Ha CbHsA, OObPKBaHe, JIENpecHs, eMOLIMOHaIHA
NnabUAHOCT

CrobuiaBaHe Ha 10O103UPAHHU HEXKEJIAHU PEaKLIMU

CroOuaBaHeTo Ha 1oJI03UpaHH HEXKEJIaHW peaklivM cjlie/l pa3peluaBaHe 3a ynorpeda Ha JeKapCTBEHMS
NpOAYKT € BakHO. ToBa 1103BoJisBa J1a NpoAbKM HAOJIH0IGHUETO Ha ChOTHOLLIEHUETO 10J13a/PUCK 32
NeKapcTBeHHUs NPOAYKT. OT MEAULIMHCKUTE CNIELIMAJIMCTH CE U3UCKBA /1a ChOOLIAaBaT BCAKA
MoJI03MpaHa HexcenaHa peaklus Ype3 HallMOHaIHaTa CUCTeMa 3a ChoOlIaBaHe:

HM3nbiHMTEeIHA areHuMs 1o JieKkapcTBara
yia. Jlamsin I'pyeB Ne 8
1303 Codus

Ten.: +359 2 8903417
yeOcaiT: www.bda.bg

4.9. Ilpenosupane

CuMnromu

HUHKITOPEHAK:

Hsma TMnUYHa KIMHWYHA KapTHHA CJIea Npeao3MpaHe Ha AUKIO(EeHaK.

[Tpeno3upaneTo Moxe Aa NnpeaAr3BUKa CUMIITOMHM KaToO MOBPBLIAHE, CTOMAILIHO-YPEBEH KPbBOU3JIMUB,
IMapusi, CRBETOBbPTEX, LIYM B YILIMTE U cnia3Mu. B ciryyail Ha 3HAYMTEIIHO OTpaBsHe ¢a Bb3MOXKHH
ocTpa ObOpeyHa HeIOCTATBLYHOCT W YEPHOAPOOHO YBpeXk/1aHe, KAKTO W pecriupaTopHa JIernpecus U
[lMaHO3a.

OPOEHAJ[PHH:

[Ipu octpo npeno3upane Ha opdeHaapuH ce Hab/oaaBa cieiHaTa KapTHHA: ropella, cyxa Koxa,
M3MNOTABAHE, 3a4epBsBaHEe, CYX0Ta HA JIMIABULIMTE, MOBHLLIEHA YECTOTa Ha JULIAHE, pa3lUMPEHH
3eHULIM, HAPYILIEHHUsS Ha MOTHJIMTETA, MYCKYJIEH TPEMOP, aTaKCHs, TOHUYHH W KJIOHWYHH CMNa3MH,
XaJIOLMHALIMH, aHYpHS, Chbp/iedHa apUTMHA, ChbpAeYHa HEAOCTAaThbYHOCT, U3TOLEHHE, KoJarlc, 3aryba
Ha Cb3HAHHE U HapYyLIEHHUA Ha €JIEKTPOJIUTHHUS DanaHC U aJIKaIHO-KMCEJIMHHOTO PpaBHOBECHE.

Tepanus

HHUKITODPEHAK:

Hsama cneunduyeH aHTHAOT.

JleyeHHeTO Ha NPeI03UPAHETO C€ CHCTOM B CUMIITOMATHYHO JICYEHHUE U NMOAABPKALLA MEPKH,
BKJIKOUHMTEJTHO MPOC/IeAIBAHE HA XKU3HEHUTE NpU3HaUM. [loaabpkaliure MEpKH U CUMITTOMAaTUHYHOTO
neyeHue TpsAOBa Aa ce nmpuaraT MpU YCJI0KHEHHS KaTO XUIOTOHUS, ObOpeyHa He10CTaThbYHOCT,
CMna3MH, CTOMAlLIHO-YPEBHO HAPYLICHHUE U pECIIUpPATOPHA JICMPECHS.

CnenuaiHu MepKH KaTo hopcupaHa Juypesa, 1Maan3a Wik xemornep(ys3us BeposSITHO He ca OT 1oJi3a
3a estumuHupade Ha HCIIBC nopaau BUcOKaTa cTeneH Ha CBbp3BaHe C MPOTEHHUTE U €KCTEH3UBHUS
METa0O0JIU3bM.

OPOEHA/IPHH:
- dopcupaHa auypesa 3a yBelMyaBaHe Ha obema Ha ypuHaTta U MpOMMBKA Ha IMTUKOYHHUS MEXYP,
- [lepuroHeanHa aquannsa, XxeMoaManusa,
- [loabpkalin MepKH: HHTPaBEHO3HO XHJIpaTUPaHE U MEPKH 3a peryjiipaHe Ha
KpbBOOOpallleHUETO B 3aBUCUMOCT OT CUMITTOMMTE.
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I'lpu JICHCHHETO HAa AHTHXOJIHHEPIHYHOTO JIEUCTBHE, HHAYLUHPAHO OT [‘lpd)EHﬂ)_lpHH, MOZKE J1a CC UMa
npeaBU/l Teparnus ¢ GU30CTUTMHH,

5. ®OAPMAKOJIOI'MYHU CBOUCTBA

S.1. dapmakoJHHAMHYHH CBOHCTBA

(DHPMHHOTE[JHH&BTHHHH I'pyI1a. HPOTHB{)BL'}HMHTQHHH H AHTHPCBMATHYHH TIPOJAYKTH, HCCTCPOH/IHH:

Jluknodenak, kKomOMHAUMK
ATC kon: MO1ABS5S

Heononnace 75 mg/30 mg uHdy3MOHEH pa3TBOp NpeACcTaB/isBa KOMOMHALIMS OT aHAJINE€THYHO,
HECTEPOMIHO AHTUPEBMATHYHO CPeJICTBO (JMKI0(EeHaK) U BELECTBO 3a 00JIeK4aBaHe Ha CMa3MHUTE Ha
CKeJieTHaTa MycKyJiaTypa (opdeHaJipuH) M ce U3I0J13Ba 3a JIeYeHHe Ha ocTpa O0JIKa U Bb3NaJICHHUE.
Ta3u komOMHaLIMA aBa Bb3MOXKHOCT J1a C€ HAPYLLUH MOPOYHHUSA KPBI' OT OOJIKa U MYCKYJIHA
KOHTpakius (Kpbr Ha Oonkara). boskara, ceBbp3aHa cbC cnasMu, ce JIEKyBa ¢ MMOpPEJIaKCaHT, J0KaTo
Bb3IajieHHeTo 0e3 criacTHYHa KOMITOHEHTA Ce JIeKYBa ¢ aHAJINeTUYHOTO U aHTH(JIOTHCTHYHOTO
CPeJICTBO.

Juknodenak (0-[(2,6-auxsnopo¢eHus1)-aMuHO |-peHuniauerar), Mpou3BOAHO Ha (PEeHUIIOLIETHATA
KHCEJIMHA, € HECTEPOHIHO AHTHPEBMATHYHO CPEACTBO C aHAJINTETUYHH, aHTU(PJIOTUCTHYHHU H
AHTHUITUPETHYHHU CBOMCTBA. TOM €HCTBA IJ1aBHO Ype3 HHXMOUpaHEe Ha LIMKJIOOKCUIeHa3aTa U CHHTe3a
Ha npocTrarjaHauHuTe. B no-BUCOKM 1034 AUKIIO(EeHaK HamasisiBa CUHTE3aTa Ha NMPOAYKTHTE Ha
JTAMOOKCUT€HAa3HHUA ITbT (HAIp. JIEBKOTPUEHH) U € OOpaTUM HHXUOUTOP HA EKCIIEPUMEHTAJIHO
OTKJIKOYEHaTa arperauus Ha TpoMbouuTHTe.

OpdenaapuH (2-1UMETHIAMHHOCTH-2-METHUI-O€H3XUAPHUIIETEP) € BUCOKOE()EKTHBEH MHOPEJIAKCAHT,
KOMTO JIEHCTBA IOCPEJICTBOM LIEHTpaiHaTa HepBHa cucTtema. OpdeHapuH MOBJIUABA CAMO
[MaTOJIOrMHYHO NOBHUIIEHHS MYCKYJIEH TOHYC. bonkara, npeiM3BUKaHa OT Cra3MH Ha CKEJICTHUTE
MYCKYJIH, Ce NMOoBJIMsABa 0CO0EeHO 100pe oT neueHue ¢ opdeHaapud. OCBeH ToBa, oppeHaapUH UMa
[mapacMMMaTOJIUTUYHH, JIOKATHO aHEeCTe3Upally U c1abu aHTUXMCTAMUHOBH CBOMCTBRA.

S5.2. PapMaKOKHHETHYHH CBOHCTBA

JTHK/IO®PEHAK

Abcopbyus

Haii-BucokuTe nja3MeHd HUBa Ha AUKJIO(EHAK Ce JIOCTUraT HEMOCPEACTBEHO clie/l HH(y3HsTa.
Mudy3usara Ha auknodeHak BoAM 10 Obp30 Ha4aslo Ha eeKTa.

OcBeH TOBa, Nopaay UH(}Y3UATa ce U30IrBaT MAKCMMAaJTHH IJ1a3MEHH KOHLICHTPALIMH.

Cnen MHTpaBeHO3Ha HH(QY3HUA Ha 75 mg AuKnodeHak 3a nepyuo/l oT 2 yaca ce A0CTUra cpejiHa
MaKCHMaJIHa ru1a3MeHa CToHHOCT oT 1,9 Mukporpama/ml.

[Ina3zMeHaTa KOHUEHTpalUHMs € JIMHEMHO NMPONOpLIMOHAJIHA HA TIPUJIOXKEeHaTa J103a. 2 — 4 yaca ciell
HHQY3UsATa, MAKCUMAaJTHA KOHLEHTPALUKU C€ JOCTUIra B CHHOBHAIHATa TEYHOCT M C€ 3abpiKa Ha I10-
BHUCOKO HMBO (OTKOJIKOTO B IJla3Marta) B NpoAb/bKeHUe Ha 10 12 yaca.

Pasnpeoenenue u buompancgopmayus

CucreMHaTa OMOHATMYHOCT CJie/l HHTPABEHO3HO MPUIIOKEHUE € NMPHOIM3UTEHO ABOHHO MMO-TrojIsIMa
OT Ta3H CJe NepOpPaIHO WJIH PEKTAITHO NPHJIOKEHHE Ha ChlIlaTa 1034, 3al0TO NMPUOJIU3HTEITHO
MOJIOBUHATA OT AKTMBHOTO BELLECTBO ce MeTabosnm3upa (eekT Ha mMbpBO NPEeMHHABaHE) M0 BpeMe Ha
MbPBOTO NMPEMHHABAHE Mpe3 YepHHUs ApoO cJie] NepopaTHO WKW PEKTAJIHO MPHIIOKEHHE.

B TepaneBTHYHH 1034 AUKI0(EHAK ce CBBP3BA C NpoTeHHHUTE B 99,7% (rnasHo ¢ andyMuH).

Erumunupane
EnuMuHHpaHeTo OT CHHOBHAIHATA TEYHOCT € No-0aBHO (€JTMMHUHALIMOHEH MOJYKUBOT 3 — 6 yaca)
OTKOJIKOTO €JIMMUHUPAHETO OT Ila3mara (€JIMMHUHALIMOHEH MOIYKHUBOT | — 2 yaca).
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[ [pubauzuTento 60% ot npuaokKeHarta 103a ce eJIMMUHUpa 1pe3 O bOpelUTe KaTo YaCTHYHO
e(peKTUBHU MeTaboNIuTH, NoAa | % ce eITMMMHHUpA B HEITPOMEHEH BH/I, OCTaHalaTa 4yacT OT /Jlo3ara ce
eJIMMUHUpA Ype3 MeTabou3upaHe npes H#U1byKaTa U ¢ (peKajimmTe.

(dapMakOKMHEeTHKaTa Ha JIMKJIO(EHaK He € CBbp3aHa ¢ Bb3pacTra. AKO Ce Cria3par npenopbyaHuTe
MHTEPBAJIK HA JO3MpaHE, He Ce 0YaKBa KYMYJIUpPAHE M MPH NALMEHTUTE C YBpejaeHa ObOpeuHa uinu
yepHoApoOHA PYHKLIUA.

OPDPEHAIIPHH

Abcopbyus
Hali-BMCOKOTO 1J1a3MEHO HUBO C€ OTKPHUBA OLle 2 MHUHYTH Clle] HHTPABEHO3HO MPHIIOKEHHE.

Pasnpeoenenue u buompanc@opmayus
[IpoyuBaHusTa JoKa3Bar, 4e 0koyio 90% ot opdeHaapuH ce CBbp3Ba ¢ Mia3sMeHUTE NPOTEHHH.

Enumunupane
EnuMMHAUMOHHHUAT NOJY>XXHBOT Ha opdeHaapuH e 14 yaca. BeulecTtBoTo ce merabonusupa B rojisima

CTEINEH U Ce eJIMMUHMpA IM1aBHO npe3 ObLOpeumre.

S5.3. IlpeAKJIHHHYHH JaHHH 32 0e30MaCHOCT

Juknogenax

HexJMHUYHUTE JaHHHW HEe MOKa3BaT 0coOeH pUCK 3a Xopa Ha Da3zaTta Ha KOHBEHLIMOHAJTHUTE
¢apmakoJIOrM4HHU Npoy4BaHuUs 3a 6€30MacHOCT, TOKCUYHOCT IMPHU €IHOKPATHO U MHOT'OKPATHO
[IpHJjaraHe, F’eHOTOKCHYHOCT U KapLIMHOT€HEH MOTEHLHAaI.

HUma Nnpoy4YBaHHuA BbpXY pa3/iIH4HH BHAOBE X)KHBOTHH OTHOCHO XpPOHHYHATaA TOKCHYHOCT. B PAMKHTC Ha
TOKCHYHHUTC J103H Ca HﬂﬁﬂfﬂﬂﬂBﬂHH CaMO pa3s3BiABAHC HaA CY TPAKT H IIPOMCHH B KPbBHATA KAPTHHA.

Jluknodenak Hama edekT BbpXY (pepTHIIMTETa HA pOAUTENHUTE (IUTbXOBE) HIIM BBPXY Npe-, NepU- U
MOCTHATAJIHOTO pa3BUTHE Ha MankuTe. He ca OTKpuTH TepaToreHHH epeKTH NP MULLIKH, MTbXOBE H
3aily. B pazninyHu npoyyBaHus (JKUBOTHH) HE Ca HAMEPEHU MyTareHHHU e(heKTH HUTO in Vilro, HATO
in Vivo U CbII0 TaKa He € Ha0JIloaBaH KapUMHOIE€HEH MOTEeHLHUAJ MPU NMPOAb/DKHUTEIHH MPOYYBAHUS
Ha IMJIbXOBE€ U MHULIKH.

KoHueHTpauuu Ha QMKJI0(EHAK HATPUH, ITPHIIOKEH in vilro (3aellKU KJIETKH), CbOTBETCTBALLH Ha
KOHLIEHTPALUMHUTE, JJOCTUIHATH B YOBELLIKA IJ1a3Ma WM CHHOBHAJIHATA TEYHOCT, HE MOTHCKAT
OMOCHHTE3aTa Ha NPOTEOrTIMKAHUTE B XpYllsa.

Opdenanpux

[TpoyuBaHMsATa HA TOKCUYHOCTTA IPH MHOTOKPATHO MpHUJaraHe He OTrOBapsAT Ha CbBPEMEHHHUTE
CTaHAAPTH.

MHOroKpaTHOTO NMpHJIOKEHHE Ha KyueTa (nepopanHo a0 60 mg/kg TenecHo Terno B npoab/HKEHHE Ha
8 ceamuuu, nocneasaro ot a0 150 mg/kg renecHo Terno 3a 5 ceAMULM, BUHAru 5 JIHW/CEIMULIA) HE
nokaspa e()eKT BbpXYy TeJIECHOTO TErJl0, KpbBHAaTa KapTHHa U Ob0peyHara QyHKUHS.

Cnen nepopajiHo npujiokenre Ha 20 mg/Kg TesniecCHO Terjo npy Ky4yera B NpoAb/DKEHHE Ha 5 Mecela
Ce YCTAHOBSBA JIEBKOLIMTO3a, HO HE C€ OTKPUBAT XUCTOINATOJOTHYHH U3MEHEHUS B U3CJIC/IBAHUTE

OpraHM.

[Tpu M3BBpLIEHUTE NMPOYUYBAHUA HA OpdeHAAPUH in Vilro He ca OTKPUTH MYTareHH! e()eKTH HUTO
KJIMHUYHO 3HAYUM I€HOTOKCHUYEH MoTeHUHra1. He ca U3BECTHHU NpOyYBaHUsA, aHAJIM3UpaALLH

KapuUHHOI€HHHA MOTCHLHAJI.
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Mma pas3inyHy HEKJIMHUYHU TIPOYYBAHHUS HA PENpOJYKTUBHATA TOKCHYHOCT MPH MULLIKH, IJIbXOBE U
3aM1IM, KOUTO Ca HEIOCTAThYHH, a ChIIO TaKa ca M 3Jie JOKyMeHTUpaHu. Pesynrarure ca
HeyOeIMTE/THU, BLIIPEKH TOBA HE MOXKe Ja Ob/1e U3KII0YeH eMOPHOTOKCHYEH MOTEHLIHAIL.

6. OAPMAIEBTHUYHU TAHHHU
6.1. CnHcbK HA NOMOIIHHTE BellecTBa

ALETHILIUCTEUH
S0baveHa KMcenmHa
Harpueso-E/ITA
Hatpues xuJipokcua
Bona 3a MHKEKLHUHU

6.2. HechLBMECTHMOCTH

(CMecBaHeTo ¢ APYI'd JICKAPCTBCHH NMPOAYKTH MOXKE Jla CC U3BLPLIH CaMO dKO € U3CJIC/IBAHA
CbBMECTHMOCTTA.

To3u nekapcTBeH NPOAYKT HE TPsOBa Ja ce cMecBa ¢ APYIrH JIEKAPCTBEHHU NMPOAYKTH, ¢ H3KIIIOYEHHE Ha
MOCOYEHUTE B TOYKA 6.6.

6.3. Cpok na rogHocTt

Cpok Ha 200HOCM 8 OPUSUHANIHAMA ONAKOBKA.
| ronuHa

Cpox na 200HoCcm cied Nvpeo OMEAPSIHE HA ONAKOBKAMA:
Heononnace 75 mg/30 mg uH(y3HOHEH pa3TBOp TpsAOBa Aa ce U3M0JI3Ba Be/lHara cje/l MbpBOTO
OTBapsHe Ha onakoBkara. OCTaHAIUAT pa3TBOp TPAOBA J1a c€ U3XBBPJIH.

Cpoxk na 2cooHocm cined cmeceane ¢ Opyeu KOMROHEHMU.

Ot MuUKkpoOHOJIOrHYHA IJIeHa TOYKa NMPOAYKTHT TpsAOBa Aa ce U3I0J13Ba Be/iHara. AKO He ce U3I0JI3Ba
BeJHAra, BpEMETO U YCJIOBUATA HAa ChbXpaHEeHHE Npeau ynotpeda ca OTTOBOPHOCT HA NMOTPeOUTENS U
0OMKHOBEHO He TpsAOBa aa ca nose4e oT 24 yaca npH CTakHa TeMneparypa, OCBEH akO CMECBaHETO He
€ U3BBbPLUICHO NMPH KOHTPOJIMPAHH H BAJIMAUPAHH ACEINTHYHHU YCJIOBHS U CbBMECTHMOCTTA HA CMECHUTE €

rapaHTupaHa (Bx. Toyka 6.6.).
6.4. CneuHa/ilHH yCJIOBHSl HA CbXPAHEHHe

Jla He ce cpxpansaBa Haa 25°C.
CobxpaHsBaiiTe OyTHJIKaTa BbB BBHIIIHATA KAPTOHEHA OMAaKOBKa, 3a J1a ce Mpe/nas3y OT CBET/IMHA.

6.5. Buau chrabpKaHHE HA ONIAKOBKATA

Crbkiaena 6yruika ot 250 ml (Ph. Eur. Tun II) ¢ xanoreHOyTunora rymeHa 3anyluajika 4 amyMHHHUEBA
oOkarka.

Pasmep na onaxosxume: 1 x 250 ml; 5 x 250 ml; 10 x 250 ml.
He BcHukM BUOBE ONAKOBKHM MOraT jJia ObJaT MmycHaTH Ha nasapa.

6.6 CpoenHaJHH Npeanas’HH MEPKH NPH H3XBLPJIAHE H padoTa
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Cnea mbpBOTO OTBapsiHe HAa ONAKOBKATa, pa3TBOPBLT TPAOBA J1a ce u3noJi3Ba He3abaBHO.
Heusrnoa3BaHusT pa3TBOp, KAKTO M pa3TBOPBT, OCTaHal ciiejl MH(y3usTa, TpsOBa j1a ce U3XBbPIIAT.

Camo 3a eJIHOKpaTHa ynotpeoda.

TpsGea na ce uznon3pat camMmo OMCTPU U OE3UBETHHU Pa3TBOPH B ONAKOBKH C HEHapYI1lI€Ha LISAJIOCT.,
Axko Heononnace 75 mg/30 mg uHdy3uMOHEH pa3TBOP Ce CMECBA C JIPYI'H JIEKAPCTBEHHU MPOJIYKTH,
TpsAOBa J1a ce rapaHTUPAT acCeNTHYHH YCIOBMS, MOAXOAALILO CMECBAHE U J1a O0ObPHE CNELIMAIIHO
BHUMaHWE HA CbBMECTUMOCTTA.

Cmecu Ha Heononnace 75 mg/30 mg uH(Y3HMOHEH pa3TBOp C HANPUMEP JI€KCaMETa30H, IMPEJAHH30JI0H,
OMeIpa3oJl, JTWJ10KauH, PAHUTH/IMH, METOKJIONpPaMH/1 WIH €30MENpa3oJi ca U3C/e/IBaHHu 3a
CbBMECTUMOCT,

CBHbBMECTHUMOCTTA € BaJIMiHA CaAMO MPHU U3BECTHHU OIpe/Ie/IeHH CbOTHOLLIEHUSI Ha CMECBaHe.
Cneuuduuna uHGopMalms 3a T€3M CbOTHOLIEHUS! HA CMECBAHE Ce MPeIoCTaBs MpH NMOUCKBAHE OT

NMpUTEXKATEJIA HA Pa3pCLLICHUCTO 34 yﬂGTpﬂﬁﬂ.

CbBMecTUMOCTTa TpsiOBa 1@ Ob/1€ KOHTPOJIMpPaAHA HAN-MAJIKO BU3YaJIHO (BCE MakK ca Bb3MOXKHH
HEBUAHUMH XHUMHYHH, CbOTBETHO TEparneBTHYHH HECHBMECTHUMOCTH ).

Mudy3usara Ha cmecTa TpsOBa 1a NPUKIIIOYM B paMKHTE Ha 24 yaca.

Hewusznon3BaHUAT JIEKAPCTBCH IPOAYKT HJIH OTIAABYHHUTC MATCPpHAJIHU OT HCT'O Tpﬂﬁﬂﬂ Ad CC U3XBBPJIAT
B CbOTBETCTBHUE C MECCTHHTC U3HCKBAHHA.

1 INMPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

®pezennyc Kabu bvarapus EOO/]
yn. An. XKenjaos 1, et. 6, an. 37
1113 Codwus, bearapus

8. HOMEP(A) HA PAZPEIIEHHETO 3A YIIOTPEBA

PeructpauuoneHn Ne 20030045

9. JJATA HA ITbPBO PAZPEINIABAHE/INIOJHOBABAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

JlaTa Ha nbpBO pazpewaBane: 20.01.2003 r.
Jlata Ha nocneaHo nogHoaBaHe: 10.04.2009 r.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA
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