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{. WME HA JEKAPCTBEHUSI IPOAYKT | PATCEL A

Hako(en 75 mg/3 ml HIKEKUMOHEH pasTBOp TR 0092 1900 08

Naklofen 75 mg/3 ml solution for injection

2. KAYECTBEH U KOJIMMUCTBEH CbCTAB

| ml OT MHIKEKLIMOHHUS Pa3TBOP ChAbPXKA 25 Mg AMKIO(PEeHaK HaTPHH (diclofenac sodium), Bcaka
ammyJia Cbabpka 3 ml MHKEKUMOHEH pa3TBOP.

[ToMowHO(K) BELECTBO(a) ¢ U3BECTHO JICHCTBHE:

- 6en3uaoB ankoxon: 120 mg/3 ml pasrsop

- narpuii: 0, 29736 mmol/3 ml pazreop

- narpues metabucyndar: 3 mg/3 ml pa3reop
- nponuiaeHraukon: 630mg/3ml paszrsop

3a MbJIHUS CMUMCHK HA MOMOLLHUTE BELIECTBA, BUKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA

MHKeKLMOHEH pa3TBOp: OMCTBP, OE3LUBETEH 10 JIEKO XKbJT PasTBOP.

4. KJIMHHUYHHU JAHHH
4.1 TepaneBTHYHH NOKA3ZAHHA

3a feyeHHe Ha:

- PUCTBIM Ha Bb3MATUTEHN W IEr€HEPaTHBHH (POPMH HA CTABHH 3a00J11BaHUA, pEBMATOH/IEH
APTPUT, KOBEHW/IEH XPOHUUYEH apTPHUT, aHKWJIO3MPALLl CTIOHIHJIMT, OCTCOAPTPHT H
CMOHAMIATPO3a, 6ONe3HEHN CHHAPOMH Ha rpbOHAYHHS CTHIIO,

- noJarpo3Ha KpHsa,

- 60JIe3HEHH U Bb3MATHUTETHN ChCTOSHUA B THHEKOJIOTUATA (MbPBHYHA IHCMEHOPER ),

- ObOpeuHa M #KIJIb4HA KOJIMKA,

- NOCT-TpPaBMaTH4HA U MOCT-0ONnepaTHBHa 00/IKa,

- TEXKKH MPUCTBITH HA MUIPEHA.

4.2 Jlo3HpoBKAa H HAYHH HA NMPHJIO)KEHHE

Jlo3upoBKa

[1pu cunna Gonka, | amnyna ce npujara MyCKyJIHO BE/IHBK WK /1Ba MbTH JHCBHO. Konkoro e
BB3MOIKHO M0-CKOPO, JIEUEHHETO TPAGBA 1a MPOAB/KHK C APYTrH (POPMH HA JIEKAPCTBEHHSA MPOAYKT
(CTOMALLIHO-YCTOHUYHBH TabneTKH, TabJNETKH C Yb/DKEHO OCBOOOK1aBaHE, Cy MO3UTOPHUH).

Ha nauueHTUTe ¢ 0bOpEeYHH KOJIMKH MOXKE J1a C€ NMPHIJI0KH BTOPA HHKEKLIUA CACL HHTEpBAJl OT 30
MHHYTH.

HeskenaHuTe eKapcTBEHH peaklMk Morar a Obaar CBe€HH 10 MHHHUMYM 4pe3 M3M0JI3BaHE Ha Hau-
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Haknoden HHKEKLIHOHEH Pa3TBOP HE € MOAXOIALL 33 NPHOKEHHE NIPH Iela H IOHOLIM noj 18-
roAULIHa Bb3PacT.

HauuH Ha npyunokKeHUe

HUHTpamMyCKy1HO NPUITOKEHHE.

He ce npenopbuisa HaknodeH HHXEKLUMOHEH pa3TBOp Aa C€ CMECBA C APYTH NEKAPCTBEHH NPOAYKTH B
enHa CNpPHHLOBKA.

4.3 IlpornBonoka3zaHns

- HM3BecTHA CBPBXUYYBCTBUTENHOCT KbM 8KTHBHATa CyOCTaHUMA, HATPUEB METADHUCYSIQPHT WIH KbM
HAKOM OT NOMOLLHHTE BEILECTBA H30pOoeHHU B TOUKA 6.1, KbM CANULIMIIATH H APYTH HECTEPOUAHH
MPOTHBOBBL3NATHTENHH JICKAPCTBEHH MPOAYKTH.

- AXTUBHA CTOMALLIHA WY YPEBHA 93Ba, KbPBEHE HUIH NepopaLtHs.

- AHaMHe3a Ha raCTPOHHTECTHHANIHO KbPBEHE, WK nepdopalli, CBbP3aHH C MPEAMILIHA Tepanus
¢ HCTNBC. AKTHBHA, WJIX HATUYHA B AHAMHE3ATa, MOBTAPALLA Ce MeNTHYHA A3Ba/XeMOparuu
(IBa MAM MOBEYE OTAENHH €NMH30Aa Ha JOKAa3aHa Y/LEepaLs UiH KbPBEHE).

- MO3bYHOCHA0BO KK APYTO KbpPBEHE, XHPYPrHHHH ONEPALHH C BHCOK PHCK OT KbpBEHE.

- HeussacHeHn NpoOMEHH B KPbBHATa KapTHHA, HAPYLLIEHO KPbLBOCHCHPBAHE.

- EAHOBPEMEHHO NPHIIOKEHHE C AHTHKOATYNaHTH (Hanp. XeMNapHH).

. Texka uepHoapobHa unu 6b0peuHa HEAOCTATBYHOCT.

- YcTaHOBeHa 3acToiiHa chpaeuHa HeaoctarbuHocT (NYHA II-1V), nexemnuna bonect Ha
cwpLeTo, nepudepHo apTepuanHo 3a6onspaHe W/ HIH MO3BYHOCHAOB2 DOJIECT.

- XUnoBoneMHs, AeXHapaTaLMs.

- KakxTo apyru HecTepouaHu npotusoebananutentu nekapersa (HCIIBC) nuinodenak € CbiLo
TaKa MPOTHBOMOKA3aH NPU NAHUEHTH, NPY KOUTO NPUCTHITHTE HA ACTMA,yPTHKAPHS WIH OCTBP
DUHHMT Ce€ NPOBOKHPAT OT W3NOJI3BAHETO Ha aueTuacanduunosa kucennHa uiu HCTIBC.

- UkeKUMOHKHAT pa3TBOp He TpaOBa na ce npunara npu Aeua K loHouw« noa 18 roguinxa
Bb3pPacT.

- [MocneaHUaT TpUMECTBP HA OpeMeHHoCTTa.

4.4 ChneunajHH NpelyNpPeXIAeHAN H NPeINAIHH MEPKHK NIpH ynoTpeda

O0mnu
Hexxenanure nekapcTBEHH peakluu MOraT Aa Obaat HaMalneHH, KaTo 33 KOHTPOJHpaHE Ha

CUMITTOMUTE C€ YNnoTpedaBa Bb3MOXKHO Haili-HUCKaTa ePEeKTHBHA 1032 32 Bb3MOXKHO Hal- KpaThbk CPOK
OT BpeMe (BHKTE TOUKA 4.2. U NO-A0Y NOCOYEHHTE CTOMALUHO-YPEBHH K ChPAEYHOCHAOBH PUCKOBE).

Tpabsa aa ce W364rea eAHOBPEMEHHOTO NPHIOKEHHE Ha ArKIodeHak cbe cuctemun HCTIBC,
BKJTIOYUTEHO CENEKTHBHH HHXHOHUTOPH Ha LHMIUIOOKCHIeHasa 2 MopaaH JIMNCaTa Ha AOKA3aTe/ICTE],
CBUACTENCTBALIH 32 CHHEPTrHuHa NON3a U NOPAIAH Bb3MOXKHOCTTA OT JOIThJIHHTE/THH HEXKEJIaHH
peakLyH.

OcobeHo BHUMaHue € HE0OXOAMMO NPH NAaLKMEHTU B CTAPYECKa BL3PacCT, NpHEMalllH OCHOBHH
nekapcrseHy rpynu. [IpH Te3u naLMeHTH, KAKTO H MPH NAUHEHTHTE C HUCKO TENIECHO Tero, ce
npenopbuBa ynorpeba Ha HaH-HHCKaTa ePEKTHBHA A03a.

HCIIBC, sxiitounTento aHknodeHak, MOXE 1a ¢a CBbP3aHH ¢ YBEJIHYECH PHCK OT U3THYAHE OT
CTOMALLHO-YpEeBHAa aHacTOMO34a. [IpenopbUBa ce BHUMATENHO MEAHUHHCKO HAOJIOJEHHE H MOBHILEHO
BHHMaHWe NpH ynoTpebara Ha AMKIOPEeHaK C/IE] CTOMAUIHO-4YPEBHA XUPYPIrHYHA HHTEPBE

KakTo npu Bcuuky octanany HCTIBC, B peaku ciyuad MOrar aa HacTbNAT aiepruyfi
BKIIOUMTENHO aHapHIaKTHYUHW/ aHAUNAKTOUAHH peakLiHH, NPH AHKI0DEHaK, nops( Py P {" Sl
PEAXOAHA EKCNO3HLIMA KbM JIEKAPCTBEHHUA NPoAyKT. PEakUMUTE Ha CBPbXUYBCTBHTEIHY TAOR v

CBiLIO TAKA [1a NPOrPeCHpaT A0 CHHAPOM Ha Kounis — ceprHo3Ha anepruyHa peakLha; Rog el
goseae 10 MHQapkT Ha MHokapaa. CHMNTOMHTE Ha TaKMBa PEaKLHK MOXE 1a BKA B



FbPANTE, KOSTO Bb3HUKBA BbB BPb3Ka C aNlEpruvHa peakuns KbM AHKIodeHakK.

[Mogo6Ho Ha octananuTe HCIIBC, nopaay hapMakoAHHAMHUHHTE CH CBOMCTBA AMKNO(MEHAK MOXKE A
3aMacK1pa NPU3HALKUTE U CHMITOMHTE HA HHQEKLHH.

HatpuepuaTt metabucyadur, Bu3all B ChCTaBa HA MHKEKLMOHHUAT pa3TBOP, ChLUO MOXKE A2 A0BSAC
10 MOABATA HA HIOAHPAHH CTyUan Ha TEXKH CBPHXUYYBCTBUTEIHH PEAKLHH U OPOHXOCMA3 M.

ke KUMOHHUAT pa3TBop He GWBa 4a ce JaBa Ha HOBOpOAeHH U GebeTa, poAEHH NMPEKAESBPEMEHHO.

MUHCTPYKLIMMTE 32 MYCKYJIHA KHXXEKUMs TPAGBa 1a ce Cna3saT CTPUKTHO, 3a Aa ce N30erHaT HexenaHu
DEaKLUKH Ha MACTOTO Ha MHKEKTHPAHE, KOWTO MOTAT Aa 0BENAT A0 MYCKYJIHA ¢1abocCT, MyCKyHa
napanu3sa, xunecresus, embolia cutis medicamentosa (cunapom Ha Niculau) 1 Hekpo3a Ha MACTOTO Ha
HHXXEeKTHPaHE.

PeakuuH Ha MSCTOTO HA HHXKEKTHPAaHeE

C1obLIeHH ca peakLiii Ha MACTOTO Ha HHXKEKTHPAHE CNel HHTPamMyCKyTHO MPHIOKEHHE Ha
[MKN0(hEHAK, BKTIOUMTENHO HEKPO3a Ha MACTOTO Ha HHXEKTHpaHe W emGonus cutis medicamentosa,
M3BECTHA CHLIO KaTO cHHApoM Ha Hukonay (ocoGeHo cnell HHUHIEHTHO NOAKOXKHO npuitoxkeHue). llo
BPEME Ha WHTPaMYCKYJHOTO MPUIOKEHHE Ha AHKnodeHak Tpabea na ce cbobpasn u3bop Ha
NOLXOAALLA MrAa U [a Ce CNia3Ba TEXHUKATA HA HHKEKTHpaHe (BX. Touka 4.2).

CromMmamHO-4peBHH ¢PEKTH

[Mpu Bcuuxy HCTIBC, BKMOYUTENHO H MPH JHKIOdEHAK, ca Cb0O1IaBaHU CiTy4ad HAa KbPBECHE OT
CTOMALLHO-YPEBHHA TPAKT, 138H WIH nepdopaLs, KOUTO MOraT Aa 6baT paTatHi U MOraT 1a
HACTBIIST HA BCEKH €Tal OT JIEUEHHETO, ¢ WaK 6e3 npeaynpeauTesTHH CHMIITOMH WK JaHHH 33
aHAMHE3a 3a CEPHO3HH CTOMALUIHO-YPEBHH HHUMAEHTH. [10CIeACTBHATA Ca MO-TEKKH NPH NALMEHTH B
CTapuecKa Bb3pacT. AKO NpH NaLMEHTH, JeKYBaHH ¢ AUKJIOPEHAK, HACTBIH KbPBEHE OT CTOMAILHO-
YpeBHMA TPAKT UK ce oDpasyBa %383, IPHEMA HA JIEKAPCTBOTO TPAOBA A ce MpeyCTAHOBH.

Kakro npu Bcnuku HCITIBC, BkIOUMTENHO AMKNO(EHAK, C& Hanara CTpor MEIHUHMHCKH KOHTPON U €
HeOOX0AUMO CEUHATHO BHUMAaHHE, KOraTo AMKNO(QEHAK ce NMPeaANnHCBa HA NALHUCHTKH CbC CUMITTOMM,
yKa3Balll¥ CTOMAIIHO-4YPEBHY HAPYLICHHUSA WIH ¢ aHAMHECTHYHH IAHHH, NPEANonaraliy 1382 Ha
CTOMaxa WM 4yepBaTa, KbpeHe Win nepdopauus (Bx. Touka 4.8). Prcka 3a KbpBEHE OT CTOMALIHO-
YpPEBHUA TPAKT € MO-BUCOK NMpH noka4paHe Ha po3ata Ha HCIIBC u npu nauneHTy ¢ aHamHe3a 3a
93B3, 0COOEHO aKO € YCO0KHEHA C KbPBEHE WK nepdopaum.

[Tpu naLMeHTH B CTAPYECKA BB3PACT MMA NO-TONAM PUCK OT MO-4YECTA MOABA HA HEXENAHH PCAKLIMH NPH
nevenue ¢ HCTBC, ocobeHo Ha KbPBEHE OT CTOMALUHO-UYPEBHUS TPAKT HIH nepdopaLHi, KOUTO MOrar
na 6vaar daranHy.

3a HaMaNSBaHE HA PUCKA OT TOKCMYHOCT 33 CTOMALIHO-YPEBHHUA TPAKT NMPH NALMEHTH C aHAMHE3a 32
A3Ba, 0COOEHO aKO € YCAOXKHEHA C KbPBEHE UNK nepdopaliva H NPH NALIKEHTH B CTap4eCKa Bb3pacT,
neveHMeTo TpAGBa Aa ce 3anoyuBa M NOAIbPXKA ¢ Haf-MankaTa edekTHBHA 103a.

[TpH Te3W MALMEHTH, @ CHLUO U NPH NALKEHTH, KMaLIY €1HOBPEMEHHA HYXKAA OT JICKApCTBa
ChAbPXKALKM HUCKH JO3H aLETUICANULIIOBA KHCETHHA (ASA)/acnupuH WaK ApYry NpoOAYKTH, 32
KOHTO € Bb3MOXHO J1a YBEIHYAT PUCKA 3a CTOMAILHO-YPEBHHSA TPAKT, TpADBA Aa Ce HMa B NMPEABH/L
koMOHMHHMpaHa Tepanus ¢ NPOTEKTHBHU MPOAYKTH (Hanp. HHXHOUTOPH Ha NPOTOHHATA MOMITA HIIH
MU30NPOCTON).

[MTauneHTH ¢ aHaMHe3a 332 TOKCHYHH MPOSABH OT CTPaHa Ha CTOMALIHO-YPeBHUSA Tpa
MaUuveHTH B CTAP4ECKA Bb3PACT, Tpslﬁaa aa ¢cboOLaBar 3a BCHYKH HeoOHYalHH CH



KaTO CUCTEMHH KOPTHMKOCTEPOHAM, aHTHKOAryJaHTH, aHTH-TPOMOOTHYHH NMPOLYKTH W CEEKTHBHH
HHXUOMTOPH Ha 0OPATHOTO 3aXBalIAHE HA CEPOTOHHHA (BXK. TOYKA 4.5).

HeobxoauM € CTpOr MEAULIMHCKH KOHTPOA H BHUMAHHE NPH NALKEHTH C YALUEPO3€H KOMHT WIIH
6onect Ha KpoH, Thil KATO CbCTOAHUETO UM MOXKE J1a C€ BJIOLIH (BXK. To4Ka 4.8).

YepuoapoOHH ePpeKTH
Heo6xoauM € cTpor MEIHLMHCKH KOHTPOJ, KOraTo c€ NpeAnncBa AMKNO(PEeHaK Ha NALMEHTH C
yBpeeHa YepHoApoOHa PyHKLHA, ThH KATO ChCTOAHHUETO HM MOXKE Aa C€ BJIOLLI.

KakTto # npu apyrute HCIIBC, BiiitounTENHO AMKIOMEHAK, MOTaT Aa ¢€ NOBULLIAT CTOHHOCTHTE Ha
eAuH UM NoBeye uepHOoIpoOHH eH3uMy. KaTo npeanasHa MapKa rnpu NMpOAb/KUTENHO NIEHEHHE C
auisiodenak e HeoOXOAUMO NEPUOAUYHO Ja CE CJIEAU YepHOapobHaTa PyHKUHA. AKO CTOMHOCTHTE Ha
YepHOAPOOHHTE MOKA3aTENH MPOAb/KaBaT na 6bAaT U3BBH HOPMATa MITH CE NMOKaYBaT B [O-rofiAmMa
cTerNeH, aKO CE MOABAT MPH3HALM WJIM CHMITTOMU HA 4epHOAPOoOHO 3a00/1s1BaHE WIIK KO HACTBIAT
apyru npossu (Hanp. eo3uHodUnA, 06pHB), NPHICKEHHETO Ha IUKI0deHaK TpIOBa aa ce
npeycTaHoBH. XenaTuT MOKE Ja HACTBNM MpH ynorpebara Ha AWKIO(penak 1 Oe3 NpoApOMaHH
CHMIITOMH.

[ToBuieHO BHUMaHHE € HEOOX0AMMO MpH yrnioTpeba Ha AUKIO(EHAK OT NALMEHTH ¢ Y€PHOAPOOHA
nopdupus, nNopaau Bb3MOKHOCTTA TOH 1a OTKIIOHMH NPHCTHI HA 3a001ABaAHETO.

bouopeunH ePpexTH

Toil kKaTO ca AOKIA/ABAHH CJIYUaHd HA 3aIbPKaHEe HA TEYHOCTH H OTOLM IO BPEME HA JISYEHHE C
HCIIBC, BKIIOUMTENHO TUKI0GDEHAK, € HEOOX0AUMO 0CODEHO BHUMaHHE NP MALMEHTH C YBPEAeHa
chbpleuHa win Ob0peuHa pyHKUHUS, C aHAMHE3a 3a XMIIEPTOHUA, MALMeHTH B CTap4ecKa Bb3pacT,
ALUEHTH, eHOBPEMEHHO NpUeMalllid AHYPETHUM HIIH JIEKAPCTBEHH NPOAYKTH, KOUTO MOraT
CEPHO3HO Aa NoBAUAAT 6bOpeuHaTa GpyHKUHA, KAKTO H NPH NALMEHTUTE CbC CHLUECTBEHO HAMA/IIBAHE
Ha eKCcTpaLeTyaapHus o0eM, HE3aBUCHMO OT MIPUUKHATA, HAMP. MPEaU U cel rojJeMH XHpYpPruiHu
MHTEpBEHIMH (BX. Touka 4.3). B Tezu ciiyyay, KaTo npeanasHa Mapka npH ynotpeda Ha JuKiodeHak
ce mpenopbYBa npocieasaeane Ha 6uOpeunaTa dyskuus. CUMpaHeTo Ha TepanusTa OOUKHOBEHO CO
ocjieaBa OT Bb3CTaHOBABAHE HA U3XOAHOTO ChCTOAHHE.

KoxnuH epexTH

MHOTrO0 psaKO BbB BPb3Ka ¢ ynotpedaTa Ha IMKIO(EHaK ¢ ¢hOOLIABAT CCPUO3HH KOXKHH PEaKLHH,
HSIKOW OT KOWTO JICTAIHH, BKIIIOYHTETHO eKcOnHaTHBEH AEPMATUT, CHHAPOM Ha Stevens-Johnson
TOKCHYHA €MHAEPMATHA HEKPONH3a U reHepannsrpad 6yno3eH QUKCHpas eKapCcTeeH OOpUB (BX.
Touka 4.8). [TauueHTHTE U3rnekKaa ca U3TOKEHU HA HAH-BHCOK PHCK OT TE3M PCAKLIMH Ha PaHEH eTan
MO BPEME Ha JIEUEHHETO, KATO HACTHMBAHETO Ha PEAKLMATA ¢€ HabMoAaBa B NOBEUYETO Cllyyau B
PAMKHTE Ha TbPBUA Mecel OT neueHHeTo. [Ipunoxennero Ha Haknogeu Tpabea na bbae
NPeycTaHOBEHO NPH MbpBaTa NoABa HAa KOXXEH OOpHB, MYKO3HM NIE3WH WIH BCAKAKBH APYTH NPHU3HALIK
H3 CBPbXUYYBCTBUTEITHOCT.

JuxnodeHak MOXe 12 Ce H3MOJI3Ba CaMO MPH TEXKKH CITy4YaH W ¢ NMOBMLICHO BHMMaHHWE MPH N2LHEHTH
¢ HHAYyUHpYeMa nopdHpuUs, CHCTEMEH JIYITyC €pHTEMATO3YC M APYrd CMECCHH KOJIareHO3H.

CbpAeuHOCHA0BH B MO3LYHOCHLIOBH ¢(PEKTH
HeofX0aHMO € Aa ce OCUrypaT NoAXOoAALLO HAONIOAEHHE M ChBET 32 MALMEHTH C aHAMHE3a 33
XMIIEPTOHNSA H/HIN JIEKA A0 yMEpeHa KOHMECTHBHA ChpleuHa HEAOCTaTbYHOCT, THH KaTo uMa
CBODILIEHHS 32 OTOLM M 3a[]pbXKA HA TEYHOCTH, cBbp3aHy ¢ aeueHneto ¢ HCIIBC. '

KiuHH4HKTE NpOYy4YBaHUA U €MUAEMHOIOTHYHHTE JAHHHW NOCNEAOBATENIHO COYAT, |
apTEPUATHH TPOMOOTHHYHH CbOUTHSA (HAanp. MHOKapAEH HHGAPKT UK yaap), ¢ P
Ha auknogeHak, ocodbeHo BbB BUCOKH 103H (150 mg AHEBHO) H MPOABIKHUTEN b ety
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[TauMEHTHTE CbC 3HAYUTENHY PUCKOBH (PAKTOPH 3a CbPAEYHOCHAOBH CHOHTHSA (HANp. XHUNEPTOHU4,
XUNEepAHIUIEMHs, 3axapeH anabert, TIOTIoHOMyLIeHe) TPA0Ba Aa ce IeKyBaT C AMKIOPEHAK Camo citell
BHAMATEJTHA MpeLeHKa.

T KaTO CbPAEYHOCBLAOBUAT PHCK MPU AHKIIOPEHAK MOXKE Aa HapacHe ¢ A03aTa H
NPOABKHMTENHOCTTA HA €KCNO3HLIMATA, TPAOBa Aa ce npunara Hal-HUCKAaTa eeKTHBHA JHEBHA 1032
33 BL3IMOMHO Haii-KpaTkus nepvol oT epeme. [Teproanuno TpadBa ha ce M3BBLPLIBA NPEOLICHKA HA
HeoOXOAMMOCTTA Ha NauHeHTa oT obnexyapaHe HA CHMIITOMHUTE H HA OTrOBOpa KbM TCpanuAara.

[MaunenTtuTe Tpabea Aa ObaaT 6AMTENHHM 32 NPU3HALIA H CHMITTOMM HA CEPHO3HH aTePOTPOMOOTHYHH
cbOHUTHA (Hanp. rpbaHa 60sKa, HEJOCTHN Ha Bb3AYyX, ¢1aboCT, HEACEH roBOP), KOUTO MOTaT Ja
Bb3HMKHAT BHE3anHo. B ciyuail Ha noaoGHo cvbutue, nauwenTure Tpa6sa Ja ObaaT HHCTPYKTHPAHH
N1a NOTHPCAT Jiekap He3abaBHoO.

XeMaToI0rH4HH ePeKTH

[Ipu npoasmkHTenHa ynoTpeba Ha anknodeHak, kakto npH octaHanute HCIIBC, e npenopbuutento
pelOBHO [a Ce NMpocieasBa KPbBHATA KAPTHHA.

Kakto ocraHanute HCIIBC, auknogeHak Moxe BpeMEHHO 4a MOTHCHE arperauyaTa Ha
TpomboruTuTe. [TaluyeHTHTE ¢ HapyLeHUs B KpbBOCHCHpBaHETO Tpsbea na 6baaT Habmogasanku
BHUMATEJTHO.

[MoBuiLEHO BHHUMAHHE CE€ M3WCKBA MPH MaLHEHTH C ENWNENCHA H TAKHBA, KOHTO CE€ JIEKYBAT ¢
aHTUKOAryJIaHTH Wiy GHOPHHONHUTHLIM.

CohobTCTBARINA ACTMA

[Ip¥ NaLMEHTUTE C aCTMA, B CPABHEHHE C APYTHTE NALMEHTH, ca NO-YECTH CC30HHUTE AJIEPrHYHH
PHHMTH, OTOKBT HA HOCHATA JINraBuua (T.HAP. HOCHU MOJTHIH), XPOHHYHH OOCTPYKTHBHH 0en0ApoOHH
3a00IABAHMS HAH XPOHHYHH WH(EKLIKHM Ha AUXATEITHHUTE NBTHLLA (0COBEHO, aKO Ca CBBLP3aHH CbC
CHMITTOMHU, NoaoOHW Ha anepriuueH puHHT), peakunu cnpaMo HCIIBC karo ex3auepfaums Ha actmata
(T. HAp. HEMOHOCHMOCT KbM aHANFETULM/ aHANTeTHYHA acTMA), OTOK Ha KBHHKE WY YPTHKapHS.
[Topaau TOBa NpH Te3H NALIMEHTH ca HEOOXOAMMH CNELMANTHH NPEANa3HH MEPKH (FOTOBHOCT 3a
crewrHa nomour). ToBa ce 0THACA ChLIO TAKa M 33 NALMEHTH ANEPrHuHH KbM ApYrH CYOCTaHUMH
(Hanp. KOXHH peaKuuH, CbpOekK UK YPTHKApPHA). |

[Ipn uHDEKLNOIHH 3a00N1BaHUA NMPOTHBORB3MANUTEIHHAT H AHTHNHPETHHHHUAT epekT Ha
nuknodeHak TpaOBa Aa ce B3eMa NpeaBU A, Thil KATO MOXKE Ja 3aMacKrupa CMMIITOMUTE Ha TE3H
3abonasaHus.

Creyuairno npedynpedcoenue OMHOCHO ROMOWHUME Bewjecmea

Tosa nekapcteo chabpxka 120 mg GeH3MI0B 2NKOXO0/ BbB BCAKA 1033, beH3HIOBUAT AMKOXO0/ MOXeE Aa
NPUYUHH AlepriyHH peakLinH.

lonemu KomuuecTBa OEH3WIOB ANKOX0J1 MOraT Aa Ce HATPYMNAaT B OpraHM3mMa H MOXKe Aa NPUYHHAT
HEKeNaHa peakuus (HapeueHa ,MeTaboNHTHA aungo3a™). M3uckea ¢e cneuranHo BHHMaHHUE Mpu
6peMEeHHOCT U KbPMEHE W MpH NauueHTH cbe 3abonssate Ha 6BOpeumTe WK YepHHA apo0.

ToBa nekapcTBO Chabpka no-mManko ot | mmol HatpHii (23 mg) Ha 1034, T.€. MOXeE A Ce Kaxe, 4e
MPaKTHYECKH HE ChbAbPXKa HATPHH.

Tosa nekapcTso cbabpka MeTabucyndpur. MerabucynduTsT B peaKH CITyHan MOXe Ja MPUHUHH
TEXKH PEaKLMH HA CBPbXUYBCTBUTEAHOCT H OPOHXOCIIA3BM.

Tosa nekapcTBO cbabpxka 630 mg nponuIeHrMHKOI BbB BCAKA 034,

4.5 BsasmoaelcTBHS ¢ APYrH JIeKAPCTBeHH NPOAYKTH H APYrH HopMH Ha B3aUMOJeHCTBHA

U36pocHuTe No-A0/y B3aHMOAEHCTBUA BKIOUBAT HabNioAaBaHUTE NPY AUKNOPEH;

yCTOWUHBH TabJeTKH /WM ApYry JekapcTBEHH GOPMH Ha IWKIO(PEeHaK. v
b o,

-
Prooer

JIATHH: NpHY €AHOBPEMEHHO NPUNOIKEHHE C THUTUH, AHKNOPEHAK MOXKE Na NOBHILLIK:
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KOHLEHTpaLUuH Ha TuTHA. [IpenopbuBa ce npocneasBaHe Ha CEPYMHUTE HHBA HA JIUTHAL.

JMroKcHH: NMpH €AHOBPEMEHHO NPHI0KEHUE AUKNOPEHAK MOXKE Aa NOBHLUIY NJIASMEHHTE
KOHUEHTpaLWH Ha aurokcuHa. [lpenopsusa ce npocneassaHe HA CEPYMHHTE HHBA HA AUTOKCHHA.

JIAypeTHIH H AHRTHXHNEpPTeH3HBHHA JekapeTsa: Kakto npu octananute HCTIBC, enHoBpemMeHHOTO
NPUNOKEHHE HA AMKIODEHAK C ANYPETHLIM HIH AHTHXHIIEPTEHIUBHK NekapeTa (Hanp. 6eTa-binokepH,
HHXHOHTOPH Ha aHrMOTEH3MH-KoHBepTHpawus en3uM (ACE-uHXHONTOPH) MOXe Aa Hamanu
aHTHXHNepTeH3MBHUAT uM edekT. [Topanu ToBa, Tasu koMOHHaLM TpAOBa a ce npuUnara ¢ 0CoOeHo
BHUMaHHE W MAaLUMEHTHTE, Haii-Beue TE3H B CTAPYECKa Bb3pacT, NEpHoAHYHO Tpadea aa ce
NPOCAEAABAT CTOHHOCTUTE Ha apTePUANTHOTO CH Hanarade. [lopaau NOBHILEHHA PUCK OT
He(GPOTOKCHUHOCT NauueHTUTe TpaOBa Aa 6baar nobpe XHapaTHpaHu, H 1a UM Obae npocieasBaHa
6b6peuHaTa GyHKUMA NPU 3anousaHe HA KOMOHHKHpaHO NeueHHe ¢ anypetuun U ACE nHxuburop,
KAKTO M NepUOAMYHO cnea Toa, ChbIBTCTBALIOTO IEYEHHE ¢ KRNHH-CHbXpaHABALLHN NE€KAPCTBEHH
NPOJYKTH MOXKE Ia Ce aCOLIMMpa C NOBHLIEHH CEPYMHH KOHUEHTPAUKHH Ha KalKsl, NOPaAH KOETO €
HeO0OXOAHMO 4ECTO MOHHTOPUPAHE Ha CTOMHOCTUTE MY (BXK. TouKa 4.4.).

JlexapcTBa NPUUHHABAINH XHUEpKAJHeMus: EAHOBPEMEHHOTO NPUIOKEHHE C KaJTHH-
CBLXPaHABALLM JHYPETULIH, LHKIOCMOPHH, TAKPOTHMYC HITH TPDUMETONIPUM MOXe Aa Obe CBbP3aHO ¢
NMOBULIEHH CEPYMHH HUBA HA KAJIMH, KOUTO CNEaBa Aa Ce NPOCICAIBAT HECTO.

Jpyre HCTIBC u xopTHKOCTEPOBAH: ENHOBPEMEHHOTO NMPUIOKEHHE HA UKIO(PEHAK C ApYyTH
cucreMHd HCITIBC nan KOpTHKOCTEPOHAHM MOXKE 12 MOBHIIH YECTOTAaTa HA HEXKCTAHHTE CTOMALLHO-
YpEeBHH JIEKAPCTBEHH PEaKLMH (BXK. To4Ka 4.4).

ARTHKOArYJAHTH H AHTH-TPOMGOTHUHH JIeKapCTBeHH NpoayKTA: HeoO0X0AWMO € noBHMIIEHO
BHHUMAHHWE MpPH €AHOBPEMEHHATAa UM ynoTpeba, Thii KaTO MOXE 1a C& NOBULUH PHUCKA OT KbPBEHE (BXK.
Touka 4.4). Bunpek, ue KITIHHUYHHTE NMPOYYBAHUA HE COYAT, Ye AUKIOPEHAK NOBNUABA AEHCTBHETO
HA @HTHKOAryJIAHTUTE, HMa €JHHUYHH CHOOLIEHHA 32 MOBHILEH PUCK OT KbPBEHE NPH MALKCHTH,
NpHEMALLH eAHOBPEMEHHO ANKIIodEeHaK K aHTHKoarynaHTH. [lopaaun ToBa ce npenopbYBa CTPUKTHO
NMPOCNEASBAHE HA TE3H MMALMEHTH.

CeJleKTHBHH HHXHOHTOPH Ha 06paTHOTO 3axBamane Ha cepoTonnna (SSRIs): EaqHoBpeMeHHOTO
npuioxkenue Ha cucremur HCIIBC, BkntountenHo auknodeHak, H SSRIs moxke aa yBenn4uu pucka ot
KbPBEHE OT CTOMALIIHO-YPEBHUS TPAKT (BXK. Touka 4.4).

AHTHARAGETHH JekapcTBenH npoaAyKTH: KNHHWYHKTE NpoyyBaHHa NOKa3Bar, Y€ AUKI0deHaK
MOXE 14 Ce NpPUIara eAHOBPEMEHHO C MEPOPATHH AHTHANAOETHHU NeKapCcTBa, Oe3 1a NOBNHMABA TEXHUA
KIHHUYeH edekT. B Xxoaa Ha fieuenue ¢ AukiodeHak, obaue, ce cbobLiasa 3a H30AHPaHH Ciy4an Ha
XHUIOMJIMKEMHSA Y XUMEPrIMKEMHS, Hanaraiy NpoOMEHH B 103aTa Ha aHTUAHAOETHHTE NPOAYKTH. BbB
BpPb3Ka ¢ TOBA, KATO NMpeAna3Ha Mapka, ce Npenopuysa HabMoaeHNe Ha HUBATA HAa KPBBHATA 3axap Mo
BpEME Ha €THOBPEMEHHO NPHJICKEHHE HA ABETE JIEKAPCTBa,

IpoGeneuna: JlekapcTBarta, ChAbpKALLK NPOBEHELM, MOFAT 12 3a0aBAT EKCKPELMATA Ha
AUKNOQEHAK,

MeTorpexcat: JluknodeHak Moxe aa uuxubHpa TyOynapHua 0b0peden KIMPbHC Ha METOTPEKCAT,
KAaTO TaKa MOBHLIABA HHBATA Ha MeToTpeKkcaT. [IoBUILIEHO BHHMaHHE € HEOOXOAMMO NPH NPHIOKEHHE
Ha HCIIBC, sriounTenHo AuKiodeHak, B CPOK NO-MATBK OT 24 yaca npeam Uit el NeYeHHe ¢
METOTPEKCAT, MOPaaN Bb3MOXKHOCTTA 32 MOBHLIABAHE Ha M1a3MeHaTa KOHUEHTpauHs Ha
H YBEIHMYABAHE HA TOKCHYHOCTTA MY.

uxnocnopan: Kaxro ocraHanure HCIIBC, aukniodenak Moxke a NOBHUIH Hed
UMKIOCNOPHH NOpaaM NoBjauABaHe Ha 6x6peunnTe npocraraananyy. Ilopanu to



XHHOJ0HOBH aHTHOaKTepHaaHn JekapeTsa: CrobluaBa ce 3a U301HPaHH CyYaH Ha rbpHOBE,
KOMTO MOXKe Aa ObAaT NPeAU3BHKAHH OT €JHOBPEMEHHOTO NPHIOKEHHE HA XHHONOHA H HCIIBC.

®enntonn: [Ipenopbusa ce MOHUTOPHPAHE N1A3MEHATA KOHUEHTPALKA HA (PEHHTOUH 1P
efHOBpeMeHHaTa My ynotpeba ¢ ankiodeHak, nopaay 04aKBaHO yBEJHYEHHE HA CKIMO3NLUNATA Ha
(PEHUTOUH.

KosecTHNOJ B Xo/lecTHpaMun: Te3H BelecTsa MOXe 1a Npeau3BHKaT 3abaBsHe HIH HAMANABAHE HA
ycBOSBaHETO Ha AuKiodeHak. [lopaau Tosa ce npenopbyBa NPUIOKEHHE HA AnKnodeHak Hail-Manko
e/IMH uac MpeaH WK 4 1o 6 yaca crieA NPHIAraHe Ha KONECTUNON/X0NECTHPAMHH.

Momuan CYP2C9 suxubnropu: [Ipenopbusa c€ NOBUILIECHO BHUMAHHE NPH €IHOBPCMEHHATA
yriotpe6a Ha auknodenak u CYP2CY nnxubutopu (KaTo CyPHHNHPA3OH H BOPHUKOHA30JT), KOETO
MOJKE 112 JOBEAE [0 3HAYUTENHO YBEHUEHHE B NUKA HA NJIA3MEHUTE KOHUCHTPAUHH H €KCIO3HLHATE
Ha AMKNO(MEHAK MOPaaH MHXHGHpPaHE Ha HETOBUS METadONHU3bM.

4.6 PeprTHIAHTET, OPEMEHHOCT H KhPMEHE

bpemennocT

UuxubupaHeTo Ha APOCTArAaHAMHOBUA CHHTE3 MOXE Aa OKaXkKe HeONaronpUATHO BIMAHHE BHPXY
6peMEeHHOCTTA W/ WM Pa3BHTHETO HA eMOpHOHA WK M101a. JTaHHH OT €NMHAEMHONIOFrHYHHU NMPOYYBAHHA
MOKA3BaT NOBMILEH PHCK OT COHTAaHEH a6opT, ChpACUHH ManQopMaLyi U FaCTPOCXHU3HC ClEA
ynorpebara Ha HHXHOMTOPH Ha NPOCTAarNaHAHHOBHUA CHHTES B HA1ATOTO Ha OpeMEHHOCTTA.
ABCONIOTHHAT PHCKBT OT CHPACUHOCHAOBH MandopMaunH ce nosuiuasa ot >1%, o NpHONUIUTETHO
1,5%.

CmsTa ce, Ye PHCKBT C€ YBE/IHYaBa C YBE/NIWUaBaHe Ha 103aTa H MPOABLKHUTENHOCTTA Ha NEYCHUETO,
[Tpu KUBOTHM, MPHIOKEHHETO HA HHXHOMTOPH HA NPOCTArNaHAMHOBUA CHHTE3 MOXKE [ia 10BCAC 110
yBEHYEHA MPE/- ¥ TOCT-HMILIAHTAUMOHHA 3ary6a u eMOpHO-(eTanHa CMbPTHOCT.

B nonbiHenue ce choOiasa 3a ypenyueH 6poit paznuuii Mandopmanny, BKIIOYHTENHO ChbPACHHOCHI0BH,
NPH XUBOTHH, TPETHPAHHU C HHXHOMTOP HA NPOCTArJIAHAMHOBHS CHHTE3 MO BPEME Ha OPraHOrcHE3aTa. Ot
20-ata ceMuLA OT OpeMEHHOCTTa HATATLK yroTpebaTa Ha ANKIO(eHak MOXeE 18 NPHYHHH
OMrOXMAPAMHUOH, TbJIKALL ce Ha HapylueHHe Ha ObOpeurara (hyHKUHA Ha ¢eTyca. Tosa MOXe 1a ce
NOABH CKODO CJIEA 3aMO4BAHE HA JIEYEHHETO H OOMKHOBEHO € 00PaTHMO NPH MPEKPATABAHE MY . B
NOMbIHEHHE, MMA CLODLIEHHS 3a CTECHABAHE HA ductus arteriosus CNeA NEYEHHE NPE3 BTOPUA TPUMECTDLD,
[OBEYETO OT KOWTO ca Gunu obpaTumu clien npekparasaHe Ha neyeHueTo. [1o Tasu npuiuHa, au KnodeHak
He TpabBa Aa ce pueMa Npes FbPBUA H BTOPHA TPUMECTLP OT OPEMEHHOCTTA, OCBEH KO HE € KpaifHo
Heobxoanumo. B cnyuaii, ue auxnodeHak ce mpuema OT XKeHa, KOATO Ce ONKHTBA Aa 3a0peMEHee HITH Mo
BpEME Ha ILPBUS M BTOPUSA TPHMECTBP OT GpemMeHHOCTTa, TpAOBA 1a ce npuiara Bb3MONKHO Hali- HUCKATA
n03a 3a Hali-kpaTbk neprol. Cnes eKCno3HUMa Ha IMKIOPEHAK B MPOIBJDKEHHE HA HAKONIKO AHHK OT 20-
aTa recTallMOHHA CEAMMLA HAaTaTbK TpAOBa Aa ce OOMHCIIH aHTEHATANTHO MPOCiE€AABAHE 3a
OJIMrOXHAPaMHHOH. YnoTpebaTa Ha AnKaodeHak Tpsdsa Aa c€ NpeyCTaHOBH, aKO CC yCTaHORH
OJIUFOXHIAPAMHHOH.

IMo BpeMe Ha TPETUA TPUMECTHP Ha OPEMEHHOCTTA, BCHYKH HHXHOHTOPH Ha NPOCTariaHAHHOBHS

CHUHTE3 MOraT J1a H3JI0XKAaT FUT0/A Ha:

- ChPACUHO-MYIMOHAPHA TOKCHUHOCT (MPEXNEBPEMEHHO CTECHEHHE/3aTBAPAHE Ha ductus
arteriosus v dbenoapobHa XMNepToOHHU);

- 6b6peuna aucdyHKUMA, KOATO MOXKE Ja nporpecupa B 610petila HEAOCTaTLYHOCT C
ONUrOXMAPAMHHOH (BXK. MO-TOpe).

MoraT [ia H3/105KaT MaiKkaTa ¥ 3apoJMLLIa B Kpas Ha OpeMeHHOCTTa Ha:

- BH3MOAHO YABLJDKABAHE HA BPEMETO HA KbpBEHE M ChCHPBAHE, KOWTO MOXKE 1A C
H IPH MHOrO HHCKH [03H; '

- HHXHOHPaHe HAa MATOMHUTE KOHTPAKLIMH, KOETO BOAM N0 3aDaBEHO WK MpOL ¥t -
pasKiaHc. L

CnenoBatenHo ynotpebara Ha AnkiodeHaK 10 BpEME Ha TPETUS TPUMECTDBP OT Gpemed
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NpOTHUBONOKA3aHa

Knpmene
Karto u apyru HCIIBC, auknodenak, npeMyHaBa B KbpMaTa B MaJTKH KOJHHECTBA. [Mopaau ToBa
nukiodenax, He TpaOBa na ce npyueMa no BpeMe Ha KbpPMEHE, 3a a Ce H30erHaT HeXxeNaHuTe

JIEKAPCTBCHH pE€aKLHH 3d KbpMaycTO.

DepTHANTET

Kakro u apyrure HCIIBC, npuioxeHHeTo Ha AUKAO(EHAK, MOXKE [1a YBPEAH JKEHCKHU pepTHANTET U
He Ce MPenopbyBa NPH KEHW, KOUTO NPABAT ONUTH A2 3a0peMeHEAT. [1pH KEeHU, KOUTO UMaT
TPYJHOCTH NpH 3a6peMeHIBAHETO MM CE H3CAEABAT 3a 6e3Mmoaue, TpabBa aa ce 00chLaM
npekpaTaBaHe Ha ynotpebara Ha AMKNOQEHAK.

4.7. Bansiune BbPXY cnoco0HOCTTA 32 modupane  padoTa ¢ MALTHHH

[MauHEHTH, KOHTO HMAT 3PUTENHH HApYLUEHUs, UYBCTBAT 3aMasHOCT, CBETOBLPTEX, ChbHAHWBOCT HIIH
JPYTH HapylIeHNs Ha LICHTPAHATA HEPBHA CUCTEMA, IOKATO NpHeMaT auknodeHak, Tpadsa ja ce
BBL3ABLPIKAT OT WodHUpaHe HAH padoTa ¢ MaLLIWHA.

4.8 HexenaHn JJeKAPCTBEHH PEAKIIHH

Hexxenanute peakuuu ca NOAPESASHH COPEA YECTOTATa, KATO HAH-YECTHTE Ca Ha MTbPBO MACTO, H €
H3MOA3BaHa CNEAHATA Bh3NpHETa KnacHpHKaLIUA: YECTH (>1/100, < 1/10), neuectu (>1/1 000,
<1/100), peaxn (>1/10 000, <1/t 000), MHOrO peakH (<1/10 000), ¢ Hen3BECTHA YECTOTA: HE MOXKE Aa
ce NpeABHAYW OT HATHYHHUTE AAHHH.

U36poeHHTE MO-[0y HEXENaHH JIEKAPCTBEHH eeKTH, BKIIOMBAT TE3U CHOOLIABAHN KAKTO MpH
KpaTKOCPOUHA, TaKa W NPH NPOABL/KHTENHA ynoTpeDa.
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| Hapyuienus Ha KPL-BOROCHA H THM(pHA cHCTEMA

——Lr

| T i
MHoro peaxu ' TpoMGOLMTONEHHUS, IEBKONEHUA, aHEMHS ( BIUTIOUMTETHO XEMOTUTHYHA H |

|annacTM4Ha aHEMHA), arpaHyJIOLMTO3a.
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| Hapymienusn Ha HMYHHATA CHCTEMA

_ _ _ -

Peaku CBpbX4yBCTBHTEIHOCT, aHA(HUNAKTHYHH U aHA(HIAKTOHAHH PEaKLIHH

7 (BKIIOUMTENHO OPOHXOCNa3bM, aHTHOEAEM, XHITOTEH3US H 1LIOK)

' MHoro penxu ' AHFPHOHEBPOTHYEH OTOK (BIUTIOUMTEHO NMLEB OTOK), MPYPHTYC,
ypTHKapHs.

TlcHXHATPpHYHH HAPYHICHHSA
i,__ — . - —— T -

MHoOro peaku ' lezopueHTauMs, AenpecHs, Ge3ChHHE, YMOpa, HOWHH KOLIMApH,
| Pa3Apa3HUTENHOCT, NCUXOTHYHH HAPYLLIEHH.
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HapymeHnns HAa HEPBHATA CHCTEMA

YecTH I'naBobonue, 3aMagHOCT.

Penky CbHAUBOCT, yMOpa.

MHoro peaku [lapecTe3nH, HAPYLIEHHA HA MaMeTTa, MbPYOBE, TPEBOKHOCT, TPEMOP,

Hewun3ssecTHH ACENTHYESH MEHHHTHT, BKYCOBH HapyLUEHHA, MO3bYHOCHA0B HHUHAEHT.
O6bpKBaHe, XaTIOLWHALKH, O€3MOKOHCTBO.
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'HapyuieHHs HA OYHTe
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' Hapywietue ua 3peHHETO, 3aMBIIICHO BIBKAAHE, [HT

MHoro peaxku
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| Hapyuwenus HAa YXOTO H JaOHPHHTA
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YecTH
MHoOro peaku

3aMagHOCT.
THHHTYC, HAPYLLUEHHA HA CyXa.

ChpaeiHH HAPYIIEHHSR

Peaku
MHOro peaku

C HeW3IBECTHA YecToTa

Cw:lonu Hapymeﬂml

—-~

Muoro peaxu

.,_

3anbprkaHe HA TEYHOCTH H OTOK.
[TannuTauus, rpbaHa 601ka, CbpAeYHa HEAOCTAThYHOCT, MHOKAPICH
HH)APKT.

Cunapom Ha Kounis

:Xunepmuuﬂ XHIOTOHHS, BACKYJIHT.

Pecnnpampﬂu, rPLAHY H MeaHACTHHAHH Hapymennﬂ

—_——_——— [ ———— Y

Penxku
Muoro peaky
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YecTH
Penku

. Mmuoro peaxu

C HEeW3BEeCTHA 4eCTOTa \ HexeMHUYeH KOUT

Cmmamﬂo-qpenﬂu napymenml 1
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Acma (BKNIOYHKTENHO 3a8yX).
I nHEBMGHHT
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TaneHe, NOBPbLAHE, AHAPHA, UCTIETNCHS, KOPEMHA 6cmxa cbnmyneﬁuua
;auopexcuﬂ

[acTpuT, KbpPBEHE OT CTOMALIHO-YPEBHUS TPAKT, XEMaTeMesa, MeeHa,
 kbpBaBa QHAPHA, CTOMALLIHA WY YPEBHA #3Ba C WIH 6e3 KbpBEHE WK
nepgopauus. .
Konut (BK. XeMOparnuieH KOJMHT ¥ exzauepbauny Ha yUEepO3CH KOIHT !
“win 6onect Ha Crohn), 3anek, CTOMATHT (BKN. YJILIEPO3EH CTOMATHT), '
FOCHT, HAPYLIEHHS Ha XPAHONPOBOJA, AWArhparmo- NOACGHH 4peBHH

 CTPUKTYPH, MAHKPEATHT. |
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Xena'ruﬁmmapnﬂ HapyIeHHs

; YecTH
- Penku
- Mmuoro peakH

Hapymeﬂnn Ha KOXATA H NOJKOKHATA ThKAH

; ‘-lec'm

I

Penku
‘MHoro peaku
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- YBenuueHHe CTOMHOCTHTE HA TPAHCAMHHA3HTE.

JKbTeHHUA, ACHMITOMATHYEH XEMIATUT, OCTBP XEMaTHT, XPOHHHCH
| aKTUBEH XENaTHT, XONeCTasa.

| DyNIMHHAHTEH XENaTUT, YepHOApOGHa Hekposa, yepHoapoGHa
: HEOCTATBUHOCT.
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'C HeHn3BEeCTHa YecToTa
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| MHOFO peaxy
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. Yprukapus.
Byn03HH epynLMy, eK3eMa, EpUTEM, EPUTEMA MYJITHPOPME, CHHADOM HA |
 Stevens-Johnson, TOKCHYHA eNWaEPManHa HEKPOIH3a (CHHAPOM Ha |
Lyell), exchonuarupeH nepMaTHT, KOCOMA/, PEaKLHH Ha |
?cbamqyac*rnmenuoc*r nypnypa, ajlepruuHa nypnypa, cbpoex.

| ' duKkcupaH JiekapcTBeH o6puB, reHepanusupad OynoseH PUKCHpaH
| neKapcTBeH oﬁpl«m

—_ ——

 BuOpeuHa HeaoCTaTBYHOCT, ocTpa ObOpeUHa HEOCTAaTbYHOCT,
XEMATYPHS, NPOTEUHYPHS, HePPO3EH CHHAPOM, HHTEPCTHLIHANEH
HedpuT, HnOpevHa NanuapHa Hekposa.
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O0mu HApYMIEHHA H ecpemn HA MACTOTO Ha NPRIOKEHRE
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| Peaxunn Ha MACTOTO Ha NPHAOKEHHE, 00JIKa HAa MACTOTO rS
NPHIIOKEHHHE, MHAYPAUNS Ha MACTOTO HA NPHIOKEHHE., | o3
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Peaku JlpazHeHe Ha MACTOTO HA ANJTHKALIMA,
OTok.
C »enssecTHa yectota  Embolia cutis medicamentosa (cuHapom Ha Hukonay)

HudexTHpaHe H 3apasBaHe

MHoro peaku HudexumoseH abeuec Ha MACTOTO Ha HHIKEKTHPAHE.
C Heu3BecTHa uectorta  Hekpo3a Ha MACTOTO HA UHKEKTHPAHE.

JTaHHHTE OT KNMHHYHHTE MPOYUYBaHHA U EMTUAEMHOJOTHYHUTE JAHHHW €IHAKBO CO4AT KbM MOBHILCH
PUCK OT apTepHanHu TpoMBOTHUHH CbOHUTHA (HAaNpUMEp MHOKApACH HH(apKT WUIH UHCYJIT), CBbP3aHH
¢ ynorpebara Ha qukiodeHak, ocobeHo npu Bucoka no3a (150 mg aAHEBHO) M NPH NPOABIUKHTENHO
nevenue (Bxk. Touka 4.3 v 4.4 [Iporusonokasanus v CneunanHy NpeIynpeKACHUSA U NPEANa3HH
MEpPKH NMpH ynotpeda).

AKO ce MOABAT TEXKKH HEKENAHH pEAKLIMK, NeveHHeTo TpabBa na Obe CnpsaHo.

CoobuiasaHe Ha NoA03HPAHN HEXKENAHH PeaKLIWH

Cbo6LIABAHETO HA NMOJO3HPAHYU HEXKEIAHW PEaKLMK Cllell pa3peliasaHe 3a ynoTpeda Ha nekapcTBeHHs
NPOAYKT € BakHo. TOBa NO3BO/ISBA Aa NPOABIKH HAGNIONEHHETO Ha CHOTHOLUEHHETO M013a/PHCK 32
NeKapcTBeHHA NpoaykT. OT MEAWLIMHCKHUTE CNIELIMANHUCTH €€ W3MCKBA J1a ChoOLIABAT BCAKA
NOJO3MpaHa HEXENlaHa peaKLMs Ype3

HanbaHHUTEIHA areHUMA No JeKapCcTRarTa

yn. ,,Jlamax I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiT: www.bda.bg

4.9 Ilpenosupane

CaMmntTomMH

Hsama THNMYHA KIIMHHYHA KapTHHA, aCOLMHpPaHa ¢ Npeno3ypaHe Ha auknogdenax. llpenosnpaxero
MOXKE [1a MPEAH3BHKA CHMITTOMH K4TO: MOBPbLIAHE, CTOMALIHO-YPEBHO KbPBEHE, NHAPHA, 3AMasHOCT,
THHUTYC WIH IbpuoBe. B ciyyail Ha 3Ha4MMO OTpaBAHE € BL3MOXHO Ja HaCTBIST ocTpa ObbpeuHa
HeAOCTATLYHOCT H YEPHOAPOOHO yBpeKIaHE.

[Ipeanpuemane HA MEPKH

Jleuenuero Ha octpoto oTpassHe ¢ HCTIBC, BrttounTeNHO AUKNO(EHAK, BKAIOYBA MNTABHO
NOAABPHKALUN MEPKH M CUMITTOMATHYHO JleYeHHe. 32 YCNIOKHEHUA KaTO XHMOTOHHA, Ob0peyHa
HEeJOCTATHYHOCT, FbpYOBE, CTOMAILHO-YPEBHH HAPYLIEHHS U MOTHCKAHE HA AUIIAHETO CE NPHIIAraT
NOAABPKALIY MEPKH H CHMITTOMATHYHO JICUEHHE.

Manko BEPOATHO € CNeLMaHK MEPKH KaTo (hOpCcHpaHa AHype3a, AHAIU3A WK XemonepdysHa na
nMOMOorHar 3a enuMuHHupatre Ha HCIIBC, BkniounTeNHO AMKNo(eHaK, Thid KaTO CTENEHTA Ha TAXHOTO
CBBLP3BAHE ¢ MPOTEHHHUTE € BUCOKA U METADOIH3MBT UM € EKCTEH3HBCEH.

5. @®APMAKOJIOTHYHH CBOHCTBA
5.1 <®PapmMaxoiHHAMHYHH CBOHCTBA

dapmakoTepanesTu4Ha rpyna: IIpoTHBOBL3NANKUTENHH W aHTHPEBRMATHYHH NPOLYKTH,
NPOH3BOIHH HA OLIETHATA KHCENKHHA W CBbP3aHH ¢ Tax sewecTsa, ATC xoa: MO1ABOY.




NPOTHBOBB3ANATHTEIHO M AHTUNHPETHYHO AEHCTBHE. TON MNOTHCKA AKTUBHOCTTA HA €H3HMA
LMKTOOKCHUIEHa3a, B PE3YJITAT HAa KOETO ce MHXUOMpa CHHTE3a HA NPOCTArIAHAWHH.

JloknaaBaHo €, Y€ Mo BPpEME Ha JieueHHEe ¢ IUKN0¢EHAK C€ HaMANIABA HHBOTO Ha MPOCTAraHAMHHTE B
ypHHATA, B CTOMALLHATA JIMTABKLIA H CHHOBHA/IHATA T€4YHOCT.

dapMakoaHHaAMU4HH edexTH

JnknodeHak HaTpUii KMa aHAINeTHYHO, MPOTHBOBB3NANUTEAHO H AHTHIHPETHYHO AEHCTBHE.
Toii ce U3N03Ba 32 NEYEHHE HA BCHYKH BHA0BE PEBMATHYHH 3a00n8aHHa H 3a oDnekyaBaHe Ha
palIMi4HH BHAOBE DOJIKH.

5.2 PDapMAKOKHHETHYHH CBOHCTBA

Pasznpeaenenue
[Tpy MycKyNHO NMPHIOKEHHE IUKIO(PEHAK NOCTHIE THKOBY CEPYMHH KOHUEHTPALUH 32 NOJOBUH 10

eauH 4ac. 99% ot AuKNo(dEHaK ce CBBP3Ba C MNa3MEHHTE NPOTEUHH, IMABHO ¢ anOyMHHHTE.
JuknodeHak ce pasnpocTpaHssa Obp30 B CAHOBHANIHATA TEYHOCT, KbAeTo aoctura 60-70% or HrBara
Ha cepyMHaTa KoHueHTpauus. Cnen 3 a0 6 yaca CHHOBHANMHATA KOHUEHTPALMs HA aKTHBHOTO
BELUECTBO U HETOBHUTE METAGO/IHTH € MO-BHCOKA OT CepyMHUTE HUBa. JluinodeHak ce eKcKpeTHpa no-
6aBHO OT CMHOBHAAHATA TEUHOCT, OTKOJKOTO OT IU1a3Mara.

buorpancdhopmauus ¥ ETHMHHHDAaHE
BHONOrHYHMAT NONYXUBOT Ha AuKnodenak e 1 no 2 yaca. [Ipu neko yspeaeHa 6ubpeuna u

yepHoapoOHa hyHKUUS TOH HE CE MPOMEHS.

JuxnoheHak NOYTH HAMBLJIHO ce MeTaboNH3Kpa B YEPHHS Ap0oD, OCHOBHO Ype3 XMAPOKCUIIUPAHE U
metokcHnupane. [pubnuznurenno 70% ot auknodeHak ce eKCKpeTHpa npe3 ypuHara noa popmara Ha
dapmaxonoryuHo HeakTHBHU MeTaboHTH. Camo 1% OT nekapcTBEHWA NPOAYKT C€ eKCKpeTypa B
HenpomeHeHa Gopma. OcTaHanuTe MeTaboNUTH C€ EKCKPETHPAT Mpe3 HTb4KaTa H PeKanTnuTe.

[TauMeHTH B CTAp4ECKa BH3pacT
[Tpu nauMeHTH B CTapuecka Bb3pacT He ce Habnioaasar 3HaYHTENHH NpomMenn B abcopouusTa,

paznpeneneHueTo, MeTabonn3Ma H EKCKPETHPAHETO.
5.3 IIpeaknHHHYHH NAHHH 32 0€30MACHOCT

Pe3ynTaTtuTe OT NPOYYBAHHATA HA OCTPATa TOKCUYHOCT MOKA3BAT OTHOCUTENHO BUCOKA TOKCHYHOCT Ha
AMKI0(EHAK i NEPOPANHO, HHTPANEPHTOHEATHO, HHTPABEHO3HO WIIH NMOJKOMHO MPUIOKEHHE Ha
onuTHY xUBOTHH. CtoliHocTuTe Ha LDso ca 6unu noa 500 mg/kg 3a noseuero BUAOBE: 3a MULLIKH
(116-530 mg/kg), nabxose (52-240 mg/kg), 3aiiun (>100-157 mg/kg) n kyqera (42-59 mg/kg).
Croiinocture Ha LDso npu mMaitmynu ca 3200 mg auknodeHak HaTpHil Ha KHJIOrpaM TesleCHO Terno.
[I1bX0BETE U KYUETAaTa H3rNExAa ¢a NMo-4yBCTBUTENHH KbM TOKCHHHOTO AEHCTBHE HA AUKIO(EHAK OT
APYTUTE BUAOBE.

[poabAKUTENHOTO NEPOPATTHO MPHIIOKEHHE Ha AUIUIODEHAK HHAYLIMPA TOKCHYHH €(EKTH OT CTpaHa
Ha CTOMALLHO-YPEBHHA TPAKT U YepHUA Apob npu rIbXOBE, TPETHPaHH ¢ 2034 10 16 mg/kg nHesHo.
Hanpotus, npy MaiiMyHHTE MaKaKyc pe3yc CTOMalHO-4PEBHH JIE3HH CE CHOOLABAT CaMO MPH Hak-
BHCOKHMTE NPHIOXKEHH N03H, T.€. 75 mg/kg AHesHO B MpoabIKeHHe Ha 6 Meceua. BuaoBuTe pa3ivkH B
TOKCHYHOCTTA M3IJIEXKAA Ca CBBLP3aHH € pasfiHuHUTE METaOONUTHH MBTHLLA HA IEKApeTBOTO. Tpabea
Aa ce noaueprae, ye MeTabONWTHATE NbTHLIA HA AUKIO(EHAK NPH YOBEKA H MAHMYHUTE MaKakyc
pe3yc ca noaobHu.

PenpoayKkTHBHHUTE H3C/EABAHHA HE NOKA3BAT AAHHH 3a TEPATONCHHOCT NPH MHUWIKH, IUTbXOBE H 3aHLH
HO J1EKApCTBOTO MOXKE Ja Npean3BHKA MaiiuMHa 1 deTasHa TOKCHYHOCT B 1031 10 20 mg/kg AL
MHxu6upaHeTo Ha CHHTE3aTa Ha MPOCTArJIaHAMHHTE, Ib/KALILO CE HA ANKNOPEHAK, MOXKG/NR

l . \Ey

reCTalloOHHHMA 11EpHOA. /
i v gl
JInknodeHak He e MHAYLMPAI MyTareHHOCT M He € NOKa3aN KaHUEPOTeHHH ehekTH. | = [ 53]
. ’ - pe T b WS e s
In vitro W in vivo u3cnenBaHus NOKA3BaT, Y€ NEKAPCTBOTO MOXE a NPeAn3BHKA GOTOTOKCHYHOCT ¥

--..I 0

- \ I:.‘;“ ud .
[ - \ '.-.,L- ]
.




6. OAPMALLEBTHYHHA JAHHH
6.1 ChnuchbK HA NIOMOUWHHATE BellleCTBA
OeH3HUIOB aTKOXOJ

nponunenravkon (E1520)

Hatpues metabucyndur (E223)

HaTtpveB xuapokcua (E524)

BOAA 3a HHXKEKLUH

6.2. HechLBMECTHMOCTH

He ce npenopbusa cMecBaHeTo Ha HaknodeH MHKEKLUHOHEH pa3TBOP € APYIH IeKapcTBa B CbllaTa
CIIPHHLIOBKA.

6.3 Cpox na rogHocr
3 roAWHH
6.4 ChneuHanHH NPERNA3HH MEPKH NPH ChXpPAHEHHE

Ila ce chxpaHsea noa 25°C.
Jla ce chXpaHsaBa B OpMIrHHANHATA OMAKOBKa, 32 Ja CE€ NpeanasH OT CBETIHHA.

6.5 Bua H cbhAbLpPAXAHHE HA ONAKOBKATA

Amnyna (Esponeiicka ®apmakones Tun | cTbk10): 5 aMmnynu oT 3 ml MHKEKUHOHEH pasTBop B
KYTHS.

6.6 CneuHalHy ppeANa3HH MepPKH HPH HIXBbpanHe H paboTa
Hama cneuuanHu H3UCKBAHHSA 3a H3XBbPASHE.

Heusnon3saHHAT NEKAPCTBEH MPOAYKT HWIIH OTNaAbYHHTE MATEPHANH OT HEMO TPAOBA 12 C€ W3XBLPIIAT
B CbOTBETCTBHE C MECTHHTE H3HUCKBAHHA.

7. TIPUTEXATEJ HA PABPEHIEHUETO 3A YIIOTPEBA

KRKA, d.d., Novo mesto, Smarje3ka cesta 6, 8501 Novo mesto, CnoBeHHs

8. HOMEP(A) HA PASPEUHIEHHMETO 3A YIIOTPEDBA

Per. Ne 20030384

9. JATA HA ITBPBO PA3PEIIEHHUE 3A YIIOTPEBA / HOJHOBSBAHE HA
PASPEHIEHHETO 3A YIIOTPEBA

ITata Ha nbpBO paspelnaBaxe: 26.05.2003
Hara Ha nocneaHo noasosasane: 11.11.2008

10. AATA HA AKTYAJIM3UPAHE HA TEKCTA
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[Moxpobha HHpOpMAaLHMs 32 TO3H JIEKAPCTBEH NMPOIYKT € Npe/locTaBeHa Ha yeOcaiiTa Ha M3nbaHuTe Ha
Arenuus no Jlexkapcrsara (MAJT) http://www.bda.bg.




