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1. HME HA JIEKAPCTBEHMHS ITPOAYKT

JUKJIOMNPAM 75 mg/20 mg TBLPAM KANCYIH ¢ U3MEHEHO LY
DICLOPRAM 75 mg/20 mg modified-release capsules, hard

2. KAYECTBEH H KOJIMMECTBEH CbCTAB

Besaxa TBbpAa karicyJia ¢ U3MeHeHO ocBO0MKAaBaHe ChAbPKA 75 mg quinodeHak HaTpuid (25 mg
KaTo CTOMAUIHO-YCTOHYMBH NeIeTH U 50 mg KaTo neaeTH ¢ yab/KkeHo ocroboxaasane) M 20 mg
OMETIPa30Ji (CTOMALLHO-YCTOHUYMBHU TICNETH).

HomouiHo(1) retecTBo{a) ¢ HIRECTHO aclcTaHE:
[TpoaykTeT cbabpxa 1,0 mg nponuaeHrINKON/KaricyJia.

3a NBAHKA CNUCHK HA MOMOILIHWTE BeLIIECTRA BHXKTE TOUKA 6. 1.

3. JIEKAPCTBEHA ®OPMA

Tebpaa Kancyna ¢ K3MEHEHO 0CBODOKIaBaHE.

TebpAa kenaTHHOBA Kancyna ¢ pasmep 1, ¢ po30Ba HeNPoO3payuHa ropHa YAcT W XKBJTA HETIPO3PAaUHAa
JOJTHA YacT, [IbIHA C O€MU 00 CBETIAOKBITH NENETH.

4. KUHHHYHU TAHHH

4.1 TepaneBTHYHH OKAZAHHA

JAAUKJIOITPAM 75 mg/20 mg TBbpAM Kancyau ¢ U3MEHEHo 0cBOBOKNABaHE Ca TOKA3aHH 3a
CUMITOMATHYHO €HECHHE HA PEBMATONIEH apTPHT, OCTEOAPTPHUT U AHKUIIO3UPAN] CIIOHAWUIHNT JIpH
NAUHEHTH, KOUTO €A C PUCK OT pa3suTHe Ha cBbp3aHl ¢ HCIIBC racTpuTHY 52BU W/ WM AyoaeHaHK
S3BH,

4.2 M0o3MPOBKA H HAYHH HA MPUJIOKECHHE

[lo3vposka

Br3pacTHH

Jlo3aTa e eiHa kancyna gHeBHO (AMKIodeHak 75 mg/omenpazon 20 mg).

AKO CHMINTOMUTE HE C€ MOBAKUABAT OT J03a BEAHDBK JIHEBHO, TEPANECBTUUHHUAT pexkum Tpadsa na ce
MPOMEHH, KATO CE€ MPEeMHUHE KbM SAHH MY (1I0BEHE aNTEPHATHBHY JIEKAPCTBEHH NPOAYKTH.
[MaukenTute He Tpabea na npuemar noeede ot enHa kancyna JUKJIOINPAM aveBHo, THi KaTo TOBA
Hie JoBeae 0 MPEKOMEPHA EKCIIO3UMUMA HA OMETTPa3o.

Heskenanure nexapcTBEHH peakUHy MOTaT Aa 6bAaT HAMAIEHH, KAaTO 32 KOHTPONHpaHe Ha

CHMIITOMHTE ¢€ YNOTpebABa Bb3MOXKHO Hal-HUCKATA e(DEKTUBHA 1032 338 BH3MOXHO Hal-KpaT
Nepyuoa OT Bpeme (BiK. To4uKa 4.4.).

JleueHneTo Npoab/HKaBa 10 NOCTUraHe HA MHAHBUAYATHUTE TEPANCBTUYHM LIENH, KAT
pepasrnexaa Ha paBHOMEPHU UHTEPBAJIM M TPSOBa Aa Ce TPeKpaTH, ako nuncea 6na
pe3yvar.



Hauny Ha npunoxkenune
HHUKJIOITPAM 75 mg/20 mg TBbpau kancy/H ¢ M3MEHEHO 0CBOOOK TaBaHe TPAOBA A4 ¢e I'bJTaT Ue/H
¢ MHOTO TEYHOCT.

3a npeanouutane JIMKJIOITPAM 75 mg/20 mg TBbpAM Kancyiu ¢ u3MeHeHo ocBobOXAaBaHe na ce
NpUeMaT ¢ XpaHa.

CreuHanaHu nonyaanmu

Hanyuernmu ¢ 0vOpeuno vépedicoane

M3BecTHO €, e AMKNO(EHAK ce EKCKpeTHpa B 3HAYHUTENMHA CTeNeH OT ObOpeUHTe, NOpaiH KOeTo
PUCKBLT OT TOKCHYHK peakunu kbM JJUKJIOTIPAM 75 mg/20 mg TBbPAH KANCYAN ¢ M3MEHEHO
ocBoboKJasaHe MOsKe aa Obae No-roaam Npv NAUUEHTH ¢ HapylleHa OnopeuHa ¢gyHkuuns. [pu
MaLUEHTH C Nleko 10 yMepeHo 6u0pevHo yBpexaane JUKIIOIPAM 75 mg/20 mg TBbpau Kancyau ¢
H3MEHEHO OcBODOMAaBaHe TpaOBa Aa ce M3MOJ3BAT BHUMATENHO U ObOpeuHaTa GyHKUMA TpaOBa 1a ce
HaOI0JaBa peaoBHO.

JHUKJIOITPAM 75 mg/20 mg TBbpan KancyJsu ¢ H3AMEHEHO OCBOBOKIABAHE ca NPOTHBOMOKA3AHH NPH
MaLMEHTH ¢ TEKKO OBOpeUuHo yrpexaaHe (Bxk. Touka 4.3 1 4.4).

Hayuenmu ¢ vepnodpobrHo yepexcoane

[Ipn naunenTu ¢ nexo 10 ymepero depuoapoOHo yepexxknane JJUKJIOIIPAM 75 mg/20 mg Tebpau
KaICyJiu ¢ U3MEHEHO 0cBODOXKAaBaHe TPAOBa /1a Ce U3MON3BAT BHUMATETHO U HEPHOAPOOHaTA
byukuug TpaOea aa ce HabmoaaBa peaoOBHO.

HUKJIOITPAM 75 mg/20 mg TBLpAM Kancysii ¢ H3MEHEHO 0CBOGOXKAaBAHE Ca MPOTHBOMOKA3AHH [1PH
MaLUEeHTH ¢ TEXKKO YePHOIPOOHO YRpexkaaHe (Bx. Touku 4.3 u 4.4).

Hayuenmu 6 cmapuecka ev3pacm (> 63 zoounu)

[TaureHTHTE B ¢Tapuecka Bb3pacT €a ¢ MOBUIUEH PUCK OT CEPHO3HU NOCAEAHLH OT HEXKENAHUTE
NEKapCTBEHHU peaklHK. AKO ce cHHUTa, Ye € HeoOxoaumo usnosizeaHero Ha HCIIBC, Tpadea aa ce
H3IMO3Ba Haif-HUCKATa eEKTUBHA 1034 32 Bb3MOJKHO Hali-KpaTKus nepuoa ot speMe. [TalneHTsT

Tpa0Ba J1a ce NpocieAaBa BHUMAaTEITHO 32 FACTPO-HHTECTHHANCH KPbBOUINKUB M0 BPEME HA NEYEHHETO
¢ HCIIBC (Bx. Touku 4.4 u 5.2).

{eouampuuna nonyiayua (< 18 co0unu)

AUKJIOITPAM 75 mg/20 mg TebpAH KancynH ¢ ©3MeHeHO OCBOGOKIABAHE HE Ca NPEMOPBhUHTENHH
3a yrorpeba npH Aeua, nopaau JIMNCATa Ha AaHHH 32 0e30NacHOCTTa H ehMKACHOCTTA NP Ta3u
MonyJjaLms.

4.3 TIporHBONOKA3AHHA

CBpBbX4YBCTBUTENIHOCT KbM AKTHUBHHUTE BELLECTBA, CYOCTUTYHPAHUTE OEH3IUMHAAZ0H HIH KbM HIKOE
OT MOMOLUHHWTE BEUIECTBA, W30POSHU B TO4YKa 6. 1.

[IpeaxonHu peakuuu Ha CBPBXUYBCTBUTENHOCT (KAaTO HAMPUMEP acTMa, YPTHKAPHS, AHTHOENEM HITH
PHHUT) B OTrOBOP Ha Mbynpoden, acaupur unu apyru HCUIBC,

Texka uepHoapobHa. GbOpeHHa WK ChPACHHA HEAOCTATLYHOCT (BXK, TouKa 4.4).
[1o BpeMe Ha NocAeAHUA TPUMECTBP Ha OpeMEHHOCTTA (BXK. TOUka 4.6).
AKTUBHU WK aHAMHE3a 32 MOBTAPALULK CE NENTUYHH A3BU/KPHBOMIIUBY (iBA WK NOBEYE OTIASIHM

eMU1304a Ha A0Ka3aHo nepPopupaHe UK KbpBEHE).

AHaMHe3a 3a racTPOMHTECTHHANEH KPBbBOW3IHB WM Nepdopanus, CBbP3aHu € Npeax
HCTIBC.

Omenpa3zon, nogodHo Ha APpYTd HHXMOWTOPH Ha npoToHHaTa nomna (UITIT), ve T
H3M101288 €AHOBPEMEHHO ¢ HENpHUHABKP (BK. TOuKa 4.5).



YcTaHoBeHa 3acToHHa cbpaedHa HeaocTatbuHoeT (NYHA [1-IV), Hexemuuna Sosnect Ha ebpueTo,
nepudpepHo apTepHanHo 3adongaBaHe W/ UMK MO3bYHO-CBAOBO 3a00ABaHE.

44 CnenHa/JIHH NpeayNnpexkIeHHA H NpeANa3HN MEPKH NPH YHoTpeda

Auknodenak (HCTIBC)

{Ipu 6écuuru nayuenmii

Hexenanute JieKapcTBEHH PpeaklMu MOrat a ObJaT HaMaleHH, KaTo 3a KOHTPONHPaHE Ha
CUMNITOMUTE ce ynoTpedsea Hal-HHCKaTa edeKTHBHA /1032 32 Bb3IMOXKHO Hali-KpaThK AEpHO] OT
BpeMe (BxK. To4Ka 4.2, ¥ raCTPOUHTECTUHANHH €(PEKTH U CHPASHHO-CHAOBH PHCKOBE MO-AOJY ).

Kakto npu apyru HCIIBC, anepruuHu peakuuu, BKIKOUHTENHO aHAPUNAKTHYHW aHAPHITAKTONAHH
PeaKLHH, MOXKE CHILO A3 Bb3HHKHAT B PEAKH CAYUYAH U NPH JHKIOPEHAK, 63 NpeaxoaHa eKCMO3HLIHS
Ha IEKapCTBOTO.

PeakunnTe Ha CBPBXUHYBCTBUTEIHOCT MOXKE CHILILO TaKa Aa MPOrPECHpPaT IO CHHAPOM Ha Kounis -
CEPHO3HA aNlepruyuHa peaxkuus, KOATO MOoxKe Aa 1oBeAe A0 HHPapKT Ha Muokapaa. CUMOTOMHTE Ha
TAKUBA peaKLUUM MOXKE Ja BKJIIOHBAT OONKa B IbpAMTE, KOATO BL3HHKBA BbLB BPb3Ka ¢ anepryuHa
peakuus KbM avkiodeHax.

JAUKJOIPAM 75 mg/20 mg TBbpAM KafCcyln ¢ H3MEHEHO OcBOOOXKIaBaHe MOrar 4a MacKkupar
MPU3IHALIMTE H CUMOTOMHUTE HA MHPEKUMA MOpaad $papMakOAUHAMHYHHTE CH CBONMCTBA.

Ennospemetnunat npuem Ha TUKIJIOIMTPAM 75 mg/20 mg TRBpAM Kancyau ¢ H3MEHEHO
ocsoboxxnarane ¢ HCIIBC, BKIIOUMTENHO CENEKTUBHH HHXUOHTOPH HA UMKIOOKCHTIeHasa-2, TpabBa
Aa ce U30Area Nopaau JMINCaTa Ha J0Ka3aTesicTBa 3a CUHEPrUUHH TOJI3H U NOTEHUHANa 3a
JOMBIHUTEIIHY HEXEMAHU JICKAPCTBEHM peakuvM (BXK. TOUka 4.5).

[Tayuenmu 6 cmapuecka 8v3pacm

CtriacHo 0a30BHTE MEAMIIMHCKH OCHOBAHHS € HEOOXOAUMO NOBHHIEHO BHHMaHHe. Heskenanure
nekapereend peakumy keM HCTIBC ca no-uecto cpewiaHu npu Xopa B ¢Tapuecka Bb3pacT, 0coOeHo
raCTPOMHTECTUHANEH KPBBOU3IKUB U Nepdopauui, KOUTO MOHAKOra MOTaT aa ca (patajiHu (BK. TOUKa
4.2). [Tpu no-aeAHKaTHH MAUXCHTH B CTAPUECKA BB3PACT H MPH TAKUBA C HHCKO TENECHO TErNIO0 Ce
NperopbuBa Ja ce M3M013Ba Hall-HHUCKaTa eeKTHBHA 03,

Pecnupamopru Hapyuierus

[lpu nauneHTH ¢ aCcTMa, CE30HEH AJIEPruueH PUHHT, MOAYBaHE HA HAa3aJiHATa THraBHLIA (HanpuMep
HA3AHMW NONKWNK), XPOHU4HA 00CTpyKTHBHA OenoapobHa 6onecT Wik XPOHHIHH MHDEKLIMMA HA
AMXATETHUTE MBbTHLLE (OCOOEHO aKo Ca CBbP3aHU CbC CUMIITOMU, NOKOOHU Ha ANEPTrHYEH PUHHUT),
peakuuute kbM HCIIBC, xato saowaeaHe Ha acTMa (T.Hap. HEMOHOCHUMOCT KbM aHANMeTHLH/
aHaNreTHUHa acTMa), OTOK Ha KBHHKe WK ypTHKapus, ca HaOAKAaBAHHN NO-UECTO B CPABHEHHE C
Apyrute nayueHTy. [lopaay Toea NMpH Te3n NALMEHTH ca NPENOPBUYNTENHH CMIELHATIHH Npeana3Hu
MEPKH (FOTOBHOCT 3a CrieLHa nomotl). ToBa ¢bilo Taka ce OTHACA W 3a NAUUEHTH, 38 KOWUTO €
NOTBBPAEHO, UE Ca ANIEPrHUHUA KBM ApYrH cYOCTAHUNK, MaHHDECTUPAHY B MUHATNIOTO C KOMXKHM
peaKkuMu, NPYpPUTYC UK YPTHKAapHs.

Copoeuno-cwdosu, HvOpeH i YepHOOPOGHU HAPYUICH

lauveHnTure ¢ puckoBH (HaKTOPH 3a CLPACHHO-CHAOBH CHOUTUA (KATO HANPUMEDP XMUNEPTOHMA,
XHIEPIUNUACMHUA, 3aXapeH avaleT, TIOTIOHONYWEeHe) TpaOBa Aa ObaaT nekyBaHu ¢ AMKIodeHak
€AHHCTBEHO /el BHUMATEIHO OOMUCAsHE.

TBH KaTO ChPAECHHO-CBAOBHTE PHCKOBE, CBBbP3RAHH C AWKNO(eHAK, MOXKE Aa ce yBenuvar

Bb3MOXKHO Hai-KpaTkug nepuon ot Bpeme. Hyxxaata Ha mauueHTa OT odnekyaBaHe
OTrOBOPBLT Ha TepanuaTa TpaOBa Aa Ce OUESHSABAT NEPHOHUHO.




Heo0x01MMO € CTPUKTHO MeIHMUMHCKO HA0NI0AeHHE MPH NPEMUCRAHE HA AUKNO(EHAK HA MALUEHTY
C HapyuweHa yepHoApoOHa GpyHKLMSA, Thil KATO ChCTOAHHETO UM MOJKE 14 C€ BJIOLLMH,

Kakro u nipu apyrd HCIBC, neuenueto ¢ AnKIodeHaK MOXKE 1A Ce CBLPKE ¢ MOBHLIABAHE HA
CTOMHOCTHTE HA €1HH WIH NOBEYEe YePHOAPOOHH eH3UMHU. [1pH ApOaBIKHUTENHO NeUEHHE C
NHKNO(pEHAK Ce NPENnOPbYBA KaTO NpearnasHa MApKa N1a ¢€ U3BLPLLBA PEIOBHO MOHMTOPHPAHE Ha
YepHOApOoOHATA PYHKLMA. AKO OTKNOHEHHATA B 4EPHOAPOOHHTE )y HKLMOHAIHH TECTOBE MPOAB/KAT
WK C€ BJIOUIAT, AKO C€ Pa3sBHAT KIHHHYHH NMPH3HAUHW U CHMIITOMH Ha YepHOAPOOHO 3adonsiBaHe WM
aKO BB3HUKHAT JPYFH NPOSABH (HAMP. €O3MHOP MU, OOPHUB), NpHeMBbT Ha AMKNO]eHaKk TpAGBa aa ce
npeycraHoBU. Moxe na ce pazeve xenatut 0e3 npoapoMasiHi cuMnTomu. [ToBHILIEHO BHUMAHHE €
HEOOXOAUMO NMPH MALUEHTH C HepHOAPOOHA NopdupHsA, ThH KATO MOXeE Aa C€ OTKIIIOUM MPHCTBIL.

Tsii kaTo ca noxiaaBaHy 3aabpKaHe HA TEUHOCTH U OTOK, CBbp3aHu ¢ TepankaTa ¢ HCIIBC,
BKIFOUHTENIHO AHKNO(PEHAK, OCOOEHO BHUMAaHKE € HEOOXOAHMMO NpPH NALMEHTH C YBPEACHA CHPACHHA
WK OBpOpeYHa PYHKLMSA, AHAMHE?a 338 XUMEPTOHHS, MALHEHTH B CTAPYECKA BL3PACT, MALHEHTH,
NOANOKEHH HA CbBMECTHO NIEYEHHE ¢ JHYPETHUM HIIH JIEKAPCTBEHH NMPOIAYKTH, KOMUTO MOrar
CBLIECTBEHO Aa MNOBUKAT ObOpeuHaTa QYHKUMSA, KAKTO W NPH MALMEHTH CbC 3HAYUTETHO HAMATIABAHE
Ha eKCTpaueTyIapHusa 00eM, HE3aBHCHMO OT NPHHHHATA, HANPpUMeEp NPEAH HNH CE FOIEMH
XHPYPrHYeCKH HHTEPBEHLIMK (BXK. TOUKa 4.3). B Te3u ciy4aun KaTo npeanasHa Mapka rpu ynotpebara
HA TMKI0(PEHAK Ce MPenopbUBa npociieasBane Ha ObOpeuHata QyHkuUnA. CNUPAHETO HA TepanusaTa
OOMKHOBEHO € MOCIEABAHO OT Bb3CTAHOBARAHE HA H3XOAHOTO ChCTOSHHE.

IIpuemanero Ha HCIIBC moxe aa npyuMHH 1030-3aRHCMMO HAMAJISBAHE HAa 00pa3yBaHETO Ha
MPOCTArNaHAWHH U Na yckopu ObOpetHa HenocTaTb4HOCT. [laumenTute ¢ Hall-ronam puck ot
nogo0Ha peaxuys ¢a Te3M ¢ HapyweHa Ob0peyHa (PYHKLUA, ChPAECUYHO HAPYLIEHHE, YepHOAPOOHA
AHCPYHKUHSA, NPHEMALIiMTE AMYPETULIA M TE3U B cTapyecka Bb3pacT. [1pu Tesu nauneuTu tpadsa aa ce
HaOntopasa 0vOpeuHaTa ¢hpyHKUMA (BXK. TOUKa 4.3).

Copoeuno-cv0o6t it MO3b4HO-CO06YU COOUMUA

HeobxonuMo € fa ce OcUrypar noaxoaalo HabmoaeHHE M CbBETH 3a MTALMEHTH ¢ aHAMHE3a 34
XUMEPTOHMSA W/MIH NIEKA 10 YMEPEHa 3aCTOHHA ChpAeUYHA HETOCTATBYHOCT, ThH KAaTO UMa ChoOIIEHHS
3a 3aQbPKaHE HA TEUHOCTH M OTOLH, CBBp3aHu ¢ neuenueto ¢ HCIIBC.

KAHHUYHH H3MUTBAHHS M €ENHIEMHONOrMYHU JaHHH NMOKA3BAT, 4e ynorpedara Ha AUKIOpEeHaK,
0coOeHOo BbB BHCOKA 1032 (150 mg AHEBHO) M MpU MPOABLLKUTENHO NPUNOKEHHE, MOXKE Aa Obje
CBBP3aHa ¢ JIEKO MOBHULLIEH PHCK OT apTEPHANHH TPOMOOTHUHH CLOUTHA (KaTO HANpUMeEp, MUOKapIeH
HH}APKT MU HHCYNT).

IlaiHeHTH ¢ HEKOHTPONUPAHA XHTIEPTOHKS, 3aCTOHHA ChbpAEYHA HEAOCTATLYHOCT, YCTAHOBEHA
HCXEMHUHA DONECT HA CHPLETO, 3a00JsBaHE HA NEPH(PEPHUTE apTEPUM H/HIN MOIBMHO-CHAOBA 0ONeCT
TpabBa aa ce NeKyBaT ¢ AMKAo(EeHaK caMo ¢riel BHUMaTenHo oomucnsare. [NogobHa 3apwnboueHa
OueHKa TpsOBa 1a Ce MpaBH U NPEAU 3aTIOUBAHE HA JBJATOCPOUHO NICUEHUE HA TIAIIUEHTHU ¢ PUCKOBH
paxTOpH 3a CHPACUHO-CBHAORK CHOUTHSA (KATO HAMPUMED, XUTIEPTOHUA, XHIEPIIUITHASMHS, 3aXapeH
AHabeT, TIOTIOHONYLIEHe).

Facmpounmecnumnainu eghexnmu

[1pu Benuku HCTIBC ca nokaaaBanu peakusd KaTo raCTpOMHTECTHHATHH KPbBOH3AHBH, A3BH HIH
nepdopatru, KOMTO MOraT Aa ca (haTaHM, N0 BCAKO BPEME HA JIEYEHHUETO, CbC WK Ge3
NpeALECTBALIM NPEAYNPEAUTEIHA CUMITOMH HIH HAJIMUME HA QaHAMHE3A 34 CCPUO3HN
racTPOMHTECTHHAIHH CHOMTHS.

PucksT OT nosBaTa Ha racTPOMHTECTHHAIIEH KPBHBOW3IHB, A3Ba WK nepdopalius e / Wﬂ y
npremaHe Ha no-sHCokK 103 oT HCTIBC, npu nauueHTy ¢ aHamHe3a 3a A3BM, O

YCAOXKHEHHMS, BKIIIOUBALIN KPBLBOWIIMB WM nephopauns (BxK. Touxa 4.3) 1 npH TR
CTapuecka Bb3pacT. Takuea nauyeHTH TpA0Ba Aa 3anouHaT JEUEHHETO ¢ Hak-H
J03a.




HaupeHTrTe ¢ aHaMHE33 3a raCTPOHHTECTHHAIHA TOKCHYHOCT, OCODEHO aKO €a B CTAPYECKA BLIPACT,
TpaORa 2a cHOOWABRAT 32 BCUUKH HEOOMHMAHHM CTOMALUHH CUMNTOMK (Hal-BeUe raCTPOHHTECTHHAIHM
KPBBOWTHBH), 0COOECHO B HAYAIHUTE €TAMUW Ha JIEYEHHETO.

HeobxoanMo e NoBHLLEHO BHUMaHKE, aKO MAaLUEeHTHTE NPHEMAT € HOBPEMEHHO JIEKAPCTBEHH
NPOAYKTH, KOUTO MOraT Ja YBEJHYAT PUCKA OT 43BU U KPLBOHTHBH, KATO HAMPHMED MEPOPATHHU
KOPTHKOCTEPOHIH, AHTUKOATYNAHTH KaToO BapdapkH, CENeKTUBHH MHXHOUTOPH Ha 0OpaTHOTO
3aXBaLLAHE HA CEPOTOHHHA WK AHTH-TPOMOOTHUHH BELUECTBA, KATO aCMTHPHH (BK. TouKa 4.5).

AKO C€ NOsBH FACTPOHHTECTHANIEH KPBBOW3NUB NPH nauneHTH, Konto npuemar JJUKJIOTIPAM 75
mg/20 mg TBLPAK Karcynu ¢ H3MEHEHO OCBOOMKIaBaHe, IeUeHHeTo TPsOBa Jla ce NpeKpaTH.

HCTIBC rpabBa aa ce npruemat ¢ NOBUMLIEHO BHUMAHHUE NPH NALMEHTH ¢ aHAMHE3a 3a

racTPOMHTECTHHAHO 3a00ssBane (YaUepo3eH KOJIUT, BonecT Ha Kpok), ThH KaTO TE€3U ChCTOAHMA
MOTaT J1a € RNOLIAT (BXK. To4Ka 4.8).

HCIBC, BKTIOYHTERHO AHKTO(EHAK, MOKe A& €& CBBP3aHH C YBEAH1YEH PHCK OT H3THYAHE OT
CTOMALIHO-4YPEeBHA aHacToMo3a. [lpenopbusa ¢ce BHUMATENHO MEAHLIMHCKO HAONIOAEHHE U NOBULLEHO
BHUMaHHE NpPH ynoTpedaTa HA AMKIO(]EHAK ClieN CTOMAIIHO-YPEBHA XHPYPrUHYHA HHTEPBEHLIMA.

Cucmeven epumemamosen JYnyC Wit CMECeH0 CheOUHUMETHOMBKAHHO 3000 IA6aHE
[1pn nauueHTUTE Che cUcTeMeH epuTemaToseH aynyc (CJIE) nau cmeceHo CheIMHUTENHOTHKAHHO
3a00NsBaHEe MOXKE Ja UMA YBEJIMYEH PHCK OT aceNTHYEH MEHWHIMT (BXK. TouKa 4.8).

Hepwamoaoeuuny egexniu

[1pu newenue ¢ HCITBC mHOro psaaxo ca JoKNaaBaHU cepUO3HM KOXHH PeaKLUH, HAKOU ¢ (aTaneH
Kpan, BKIOYUTENHO €KC(POTHATHUBEH JEPMATHT, CUHAPOM Ha CTUBBHC-/[PKOHCHH M TOKCUUYHA
enHAepManta Hekpoausa (Bxk. Touka 4.8). Marnexna, ye Hali-BUCOKMAT PUCK OT TAKHBA PEAKLUMH € B
HAYAJIOTO HA JIEYEHUETO: B NOBEUYETO CAYUAH TE3M PCakunu ce HabMAapaT nNpes MbPBUA MeCel] OT
neuenueto. [1puemuT Ha JIMKJIOIIPAM 75 mg/20 mg TebpaM Kancy/u ¢ H3MEHEHO 0CBODOKIaBaHE

TpadBa Aa Ce NPEeKpaTH NpH AbPBUTE NPHU3HALM HA KOKHHU OOPUBM, MYKO3HH JIE3UH WIH APYIH
CUMIITOMH Ha PEaKLUHMH HA CBPBXUYBCTBUTENHOCT.

Kencku chepmuaumem
[Tpnemanero na JUKJIOITPAM 75 mg/20 mg Tebpay Kancyau ¢ H3MeHEHO OCBOOOXKAaBaHE MOXKeE Ja
HAPYLIM KEHCKWA QEePTHAMTET U HE C€ MPEMOPHLYBA NPH KEHU, KOUTO CE€ ONMTBAT Ja 3abpeMeHenT.

[1py JKEHHU, KOUTO UMAT TPYAHOCTH CbC 3aYEBAHETO MJTH KOMTO €A MOAMIOKEHH Ha U3CTEABAHE 34

Gesnnoaue, Tpsabsa aa ce obMucau npekparasaHe Ha aeueHueTo ¢ JIMKJIOTTPAM 75 mg/20 mg
TBBPAU KANCYJIH ¢ U3MEHEHO OCBODOKAABAHE.

Xevamoaozuinu ehexmu.
Kakro apyrn HCUIBC, JJUKJIOIPAM 75 mg/20 mg TBbpAU Kancyau ¢ M3MEHEHO OCBODOKIABAHE
MOXKE 0OpaTHUMO A3 NOTHCHE TPOMOOUMTHATA arperaums,

Omenpazon

B npyCBCTBHETO Ha ajlapMUpaLLd CUMITTOMHU (Hanp. 3HAUKTENIHA HeNpeAHaMepeHa 3aryba Ha Terno,
PELUMAMBHPALLO MOBPBIIAHE, AUChArds, XeMaTEMESA WK MEJIEHA) H KOraTo Ce MoA03MPa WK €
NI0KA3aHa CTOMALLIHA A3Ba, TPAOBA a C€ MIKITIOUM 3MOKAUECTBEHO HOBOOOpa3yBaHHE, Thil KaTo
JIGUEHHETO MOKE 1a 00NEKYH CUMNTOMMUTE W Aa 3a0aBH NOCTABAHETO HA AHArHO3A.

He ce npenopbuBa eHOBPEMEHHOTO NMPHIOKEHHE HA aTa3aHABHD ¢ MHXHOUTOPH Ha )
noMna (Bx. Touka 4.5). AKO ce NMpeueHH, e He MOXeE Ja ce H30erHe eaHoBpeMeHHM O NIAOKE “’-:_‘-} ,

aTa3aHaBUpP C MHXUOUTOP HA MPOTOHHATA NOMNa, NpU KOMOHHALWH ¢ noﬂnmaﬁa 2y
atazanaBHp 10 400 mg cee 100 mg puroHaBUp ce npenopbYBa CTPUKTEH KAWUHHKER |
Ha BUPYCHHs TOBAp), N03aTa HAa OMENpa3oj He TpadBa aa HaaBWwWaBa 20 mg.




Omenpason, KaKTo BCHUKH JIEKAPCTRA, NOTHCKALLK KUCENHMHHATA CEKPELIKsA, MOXKE Aa npeln3BHKa
HaMalAaBaHEe Ha pe30opOuusaTa Ha BUTamuH B12 (unanokobanamMuH) nopany Xuro- WiKH axJ0pXHIPUs.
Topa Tpabpa na ce UMa npeaBHA NPH NALMEHTH C HAMAIEHW PE3EPBH HIIH C PUCKOBH (haKTOPH 3a
HamManeHa pe3opOuMs Ha BUTaMUH B12, kouTo ca Ha ABITOCPOUHO fICUEHHE.

Owmenpazon e uuxubdurop Ha CYP2C19. [1pu 3anousade U npekpaTABAHE HA IEYEHHETO C OMENMPA3ON
TpaOBa Ja ce MMa MNPeIBHA BEPOATHOCTTA OT B3aHMOCHCTBHA ¢ TeKapcTBa, MeTa0OIH3HPAHH OT
CYP2C19. HabnonaBano e B3auMOnieHcTBHE MeX Ay KNOMKUAOTPeN U OMENpa3on (Bx. Touka 4.5).
KnyHuyHaTa 3Ha4MMOCT HA TOBA BlauMoAeHCTBHe He e AcHa, KaTo npeanazna Mapka
€AHOBPEMEHHUAT MPUEM Ha OMENPA30T K KNonHaorpen Tpadea ga ce u3darea.

Texka XHITOMArHe3HEMHA € NOKNaABaHA APH NALKUEHTH, JICKYBAHU ¢ MHXHOWTOPH Ha MPOTOHHATA
nomna (MIII1), kato omenpason, B NpoALIKEHUE HAW-MANKO Ha TPH MECELA, a B MOBEYETO CNYYaH 3a
€1Ha roaxHa. Morat Aa ¢ No4BAT CepHO3HU NPOSBHA HA XHIOMATHE3HEMHS, KaTO HATIPUMEDP YMODA,
TETAHUA, AS/TUPHYM, KOHBYJICHH, 3AMAaAHOCT M KAMEPHH ApUTMHH, HO T€ MOFaT Ja 3amnoyHaT
HeO4aKBaHo U aa Obaar nponycHatu. [1pu Hali-3acerHaTHTe NAUMEHTH XHMIOMArHE3UEMHA CE €
nomodpHiIa cne/l 3aMECTUTETHA TEpanus ¢ MarHe3uil u rpekpartaeane Ha npuema Ha HIIT. TIpu
MALMEHTH, 32 KOMTO C€ 04aKBd [a ObAaT Ha NMPOJB/DKMTENHO I@USHHE HAH KOHTO Npuemar
MHXMOUTOPHK Ha NPOTOHHATA NOMIA C JUFOKCUH WK JEKAPCTBEHH MPOAYKTH, KOMTO MOraT 14
NPHYHHAT XUMTOMarHe3sneMus (Hanpumep AMypPeTHIN), MEAHLMHCKUTE CNSLIMANIKCTH CeBa 2
OOMHCIAT U3MEpPBAHE HA HUBATA Ha MarHe3uih npead 3anoyBake Ha fneuehue ¢ MUII w nepnoanuHo no
BPEME HA JICUCHHUETO.

MHXHOUTOpPH Ha NMPOTOHHATA MOMIMAa, 0COOEHO aKO e M3MON3BaT BbB BUCOKH 03U U 32 MO-ABITO BpeMe
(> 1 roauna), moxe c1abo Aa yBenMMaT pucka ot ¢paxrypa Ha TazobeApeHaTa cTaBa, KUTKATa H
rpbOHauHHs CTHO, MPeAHMHO P XOpa B CTAPYECKA Bb3PACT WIH B MPUCHLCTBUETO HA JPYTH
MOTBLPAEHH pUckoBU dakTopu. HaGnropareHu npoydyBaHus Mokas3Bart, e HHXHOUTOPUTE Ha
MPOTOHHATA [IOMIIA MOraT Ja YBeau4yaT odluua puck ot ¢ppaxtypa ¢ 10-40 %. Yacr ot ToBa
YBENTUUYEHHE MOXKE Na Ce AB/IKH HA APYrK pUCKOBU QakTopH. [TauMeHTH ¢ NOBUILEH PUCK OT
0CTEONOPO3a TPa0Ba 1a MOMYyYaBAT IPUKH B CHOTBETCTBHE C AKTYAIHHTE KAHHHUHH PLKOBOJCTBA U
TpabBa 1a MOAABIKAT aleKBATSH NPHEM Ha BHTaMuH D 1 Kanuuii.

bwopeuno yapescoane

HabmonaraH e ocTbp TyOynouHTepeTiumaned Hedput (TIN) npu naumenTy, npueMatiy omMenpason,
KOMTO MO2K€E Ja Bb3HUKHE MO BCAKO BpEME B XOAA HA TEpANHA ¢ OMENpPa3on (Bx. Touka 4.8). Ocrpust
TyOynouHTepcTHUHANEH HepUT MOXKE Aa nporpecupa 1o ObOpevHa HEAOCTATHHHOCT.

[TpuembT Ha omenpaszon TpabBa 4a ce NpeyCTaAaHOBH NpU ckMHeHUE 3a TIN v TpabBa 1a ce 3ano4He
CBOEBPEMEHHO NOAXOAAINO JIEUEHHE,

Cybarymen kooxcen aynyc epumemamodec (SCLE)

MuxubuTtopuTe HAa NPOTOHHATA NMOMIIA ¢a CBbLP3AHU ¢ MHOrO peaku cny4dan Ha SCLE. Axo ce nosear
NI€3UH, 0COOEHO B YHACTBUM OT KOXKATA, HITOKEHHU HA CITBHYEBU JTBUH, H AKO TE CA CHAPOBOAEHU €
OONKK B CTAaBUTE, NALMEHTHT TPAOBA HE3a0ABHO 1A NOTHPCH MEAMLMHCKA NOMOLLY H MeHLIMHCKMAT
CREUMATHCT CEABA Aa obmucau cnupane Ha npuema Ha JJUKJIOIIPAM 75 mg/20 mg Tebpan
KANCYH ¢ n3MeHeHO ocBoboxkaaBare. SCLE, HacTbnua ¢iie NpeAXOAHO NeYeHHE ¢ MHXUOUTOP Ha
POTOHHATA NMOMMNA, MOKe 1a yseauuu pucka oT SCLE npu ynotpeba Ha npyru MHXMOWTOPH Ha
MPOTOHHATA NOMIA.

JleueHHETO ¢ MHXHOMTOPH HA NMPOTOHHATA NOMMNA MOXeE A4 J0BEAE 10 JIEKO NOBHULIABAHE HA PHUCKA OT

NHQEKUMH HA FTACTPOMHTECTHHANHMS TPAKT, HANp. TAKMBA, PUUHHEeHH OT Salmonella w Campylobacter
(BXK. TOUKa 5.1). '
KakTo Mpu BCAKO ABArOCPOUHO JICUSHHUE, 0cODEHO aKko NMPOALILKABA HAaJ | FOAHHA,
TpaOBa A4 ca NoA PeAOBEH KOHTPOM.

Ilogruasane na 1abopamoprume pesy.imani:
[loBHLIEHOTO HUBO Ha XpomorpaHuH A (CgA) Moke Ja NOBMHUAE Ha W3C/IeIBAHH
HEBPOEHNOKPHHHHM TYMOPH. 3a Na ce U30ErHe ToRa B3aUMOISHCTBHE, NEUCHUETO




- la €€ cnpe HAR-MAanKo 3a 5 aHu npeau onpeaenauneto Ha CgA (8x. Touka 5.1). Ako HuBata Ha CgA o
racTpHHa He Ca C¢ BH3CTAHOBUIIMN B Pe(EPEHTHHTE CH TPaHUUM CNE HAYARHOTO OnpeaeNaHe.,
W3MEPBaHETO TPA0Ba 13 Obae noBTOpeHO 14 AHU e cnUpaHe Ha NeYeHUETO ¢ HHXHOUTOP Ha
(IPOTOHHATA NMOMI1a.

IIpoodyrnIem cvOBPIICa RPONUACHSTUKOT W HAMPULL
IpoaykrsT cuabpka 1,0 mg nponuaeHrnHKon Ha Kancyna.

ToBa nexapcTBo ¢baBp:KA No-Manko 0T 1| mmol Hatprit (23 mg) na Kancyna., T.e. MOKe 12 ce Kaxe, 4e
MPakTUHECKH HE CbALPKA HATPUH.

4.5 BianMoneiicTBHE ¢ APYTH JeKAPCTBEHH NPOAYKTH K APYrH (popMu HA B3aHMOeHCTBAE

HQuxnogenax (HCIMBC)

pyeu anaieeminyy, 6KUOYUMETHO CETCKMUBHU UHXUOUMOPU HA YUKI0-OKCUHPEHA3a-2;
EnHoBpeMeHHOTO npuiiokenue Ha ase wiu nioreve HCTIBC (Biounrtento acnupul) Tpabsa ja ce
W30Area, Thil KaTO TOBA MOXKE /12 YBEAMUYHN PUCKA OT HEXKEJTAHH JIEKAPCTBEHH peakuuH (B, Touka 4.4).

Huyvpemutiy w anmi-xunepmernziuen cpeocnmea: Moxe na ce Habmoaasa HaManeHo AeHCTBHME Ha
AUYPETULIMTE H AaHTH-XHNEPTEHINBHHTE cpeacTra. KoMOnHauuaTa TpaOBa Na ce npHema ¢ NOBULLEHO
BHHMaHHE U TpAOBa Aa CE€ MpOc/eAaBa KPbBHOTO HA/ATAHE HA MALMEHTHTE, 0OcOOEHO Ha TE3H B
crapyecka Bb3pacT. [aunenture Tpadea na 6paaT azekBaTHO XUAPATHPAHY M GBEOPEUHATA UM
¢yHkuns Aa ObAe MOHUTOPUPAHA CJIEN 3aM0YBAHE HA €AHOBPEMEHHOTO MPHIIOKEHHE W NIEPHOAUUHO
CIIE/l TOBA, OCOOCHO 3a NAUMEHTH, KOUTO npueMaT AuypeTHuH U ACE-uHXuOUTOPH, Nopaay NoByuIeH
PHCK OT HE(PPOTOKCHUHOCT.

JHypeTuuHTe MOraT aa ysenuuat pucka ot HegpoTokcnyHocT Ha HCTIBC. EnHoBpemeHHOTO
NEUCHHE ¢ KANMN-CbXPaHABALLY JIEKAPCTBEHHU NMPOAYKTH MOXKE Ja CE ACOLMKPA C MOBUILEHU CEPYMHH
KOHUEHTpaUWH Ha KanKHH, NOpagd KOETO € HeoOXOAUMO HeCTO NPOC/IeAtBaHE HA CTOHHOCTHTE MY.

Huzorcun: Bp3moxHO € na ce Habnro4aBa NOBUINABAHE HA MIAZMEHUTE KOHLIEHTPALWUW HA JUFOKCHH,
IOPaal KOETO € NPENOPBLUHUTENHO MOHHTOPHPAHE HA CEPYMHUTE HUBA HA JTMTOKCHH,

Cwpoeunu cauxozuou: HCTIBC morat aa Biowat cobpaeyHaTa HeNOCTATEYHOCT, Aa HAMAJIAT CTENEHTa
Ha CioMepynHa GuaTpauda v 1a YBeJIMYAT M1a3MEHHTE HHBA HA FIIHKO3HAM.

JTuminit: Bb3MOKHO € 1a ce HabNoaaBa NOHWKEHA €MUMHHALIMA HA JIMTUI U € [IPEMOPBUHTENHO
MOHHTOPHPAHETO HA CEPYMHUTE HHBA HA NMUTHI.

Memompexcam: Tlpenopvusa ce NOBUILEHO BHUMAHUE TPH €IHOBPEMEHHO Npunmkenue va HCIIBC
W METOTPEKCAT B paMKkHTe Ha 24 vaca.

Juknodenak moxe na uuxubupa tyOynapuus 6u0peuen KIUPLHC Ha METOTPEKCAT U NO TO3H HAYMH
Aa MOBHILK HUBATA HA METOTPEKCAT, KOETO 1A JOBENE N0 TOKCHYHOCT.

Huxrocnopun: Y8eNN4EH PUCK OT HEPPOTOKCHUHOCTTA, MOPAAH KOeTo AukiodeHak TpaOBa aa ce
npunara B 1034, rno-HUCKH OT T€3U, KOUTO Ouxa OUIM N3NOA3BAHM NPH NALMEHTH, KOWTO HE npvemar
UHKJTOCTIOPHH,

Mudhenpucmon: HCIIBC ne Tpadea ga 6bvnaT npunaranu B npoas/nkeHne Ha 8 — 12 nHu caen
[PUIOKEHUE HE MUENPUCTOH, Thil KATO MOTAT 12 HAMANAT HEFOBOTO AeHCTBHE.

Kopmuxocmepouou: YBenvueH pUCK OT FaCTPOUHTECTHHAITHY A3BH WIH KPbBOW3NHBY (BK. TOUKA
4.4).

Anmuroacyaaumu u anmumpoyooyumui cpeocmaa: [lpenopbyuBa ce NOBHLIEHO B
€ THOBPEMEHHOTO PHACKEHHE MOXKE Aa NOBUIH PUCKA OT KbpBEHE (B, TOUKA
KITHHUYHWTE U3CNE/IBAHNA HE NOKA3BaT, ve AMKI0deHaK NOBIUNABA NENCTBUETO H
MMa CHOOLLEHHS 32 NOBULLIEH PUCK OT KbPBEHE MPH MAUMEHTH, KOMTO NOJIy4aBar;

\_.,



AuknodeHak ¥ aHTukoarynanTy. 1o Tasu npuuuMHa ce NpenopbuBa BHUMATETHO HAGAI0AeH e HA
TaKWBA NALIHEHTH.

Xunoaonosu aumuouomuyy. JaHHuTe oT Npoy4uBaHUd NpH KUBOTHU nokaszsat, ye HCTIBC morar na
YBEJIHYAT PUCKA OT MbPYOBE, CBBP3aHHU ¢ XHHONOHOBHU aHTUOMOTHUM. [IpH NALIMEHTH, IPHEMALLIH
HCTIBC y XMHONOHK. MOKE 2 MMa VBEJIUYEH PUCK OT TIOSBA HA I'bPYORE.

Cerexmusrny unxubumopu na 00pamuomo 3ax6aujane wa cepomonura (SSRIs): YeeauueH puck ot
FACTPOHHTECTHHANHU KPLBOU3THEH (BK. TOUKA 4.4).

Taxpoiuvyc: BeposaTHOCT 32 yBeAHUEH PUCK OT HedipoTokcnuHocT, korato HCTIBC ce npuemar ¢
TAKPOJUMYC.

Judogyoun: YBEMUYCH PHCK OT XEMAaTOA0THUHE TOKCHYHOCT, korato HCTIBC ce npuemar cue
3MA0BYAHH. MMa naHuK 3a yBenu4eH pUCK OT XeMapTposa v xematom npu HIV(+) xemodunuum,
KOMTO NPUEMAT €AHOBPEMEHHO 3HAOBYAHH U HOynpodeH.

Denvmorin: 11penopbUnTeNnHO € MOHHTOPHUPAHETO Ha MNA3MEHUTE KOHLIEHTPALIMH Ha (EeHUTOUH,
nopany HEOYAKBAHO YBENMHYABAHE HA HUBATA HA (PEHMTOUH.

Koiecmunoa u xorecmupaviun: Te3n neKapcTBEHH MPOAYKTH MOraT Ja NPEAH3BHKAT 3abaBiaHe WU
HamansBaHe Ha adcopOuuATa, Mopaay KOETOo € MPENOPbYHTENHO MPHEMAHETO HA JHKIOPEHAK 14 €
HaW-MaJIKO €1MH 4ac NPEAN HAH 4 10 6 yaca cled NPUIIoKEHHE Ha KONECTHITON/XOJIECTHPaMHUH,

Mownu CYP2C9 unxubumopu: TlpemopbyBa C& NOBHIICHO BHUMAHUE [IPH €IHOBPEMEHHO
npeanuceane Ha AMkaogerak ¢ MowtHu CY P2C9 unxudurtopu (kato cynpuHNUpasox 1
BOPHKOHA30/1), KOETO MOKE Ja NOBE/E A0 3HAUYUTENHO YBETNYeHHE Ha MaKCUMANHUTE TUIa3MEeHU
KOHUECHTPAUMHK K eKCMO3UUKHATA Ha AUKI0QEHAK, TOPaRH HHXHOUpAHE HA HEFOBHA METabOMNIbM.

Aumuouabemuu sexapecmeenu npodyrmu: KIMHUUHUTE W3MUTBAHKS OKA3BAT, Y€ TUKIO(PEHAK MOKE
Aa ¢e NpHEMa 3a€AHO ¢ NEPOPpanHy aHTUANAOETHM NeKapCTBEHM IPOAYKTH 0e3 1a NMOBAHABA TEXHUS
KNMHU4eH edext. B Xxona Ha neueHue ¢ amknodenak, obaue, ce cbobiuasa 3a H30IUpaHu ¢lyyau
KAKTO Ha XMNOTIAHKEMHUHH H XUIIEPTIMKEMUYHH €DEKTH, Hanaratu NPOMAHA HA J03aTa Ha
aHTMAHADETHHUTE JIGKAPCTBEHY NPOIYKTH MO BpeMe Ha neuyeHMe ¢ auknodenak, I1o tazu npuymua,
Kato npeanasHa MApKa ¢e NpenopbLUBa Npoc/eAaBaHe Ha HUBOTO HA KPbBHATA TAIOKO3a MO BpeMe Ha
ChBMECTHA TEPanuA.

Owmenpaszon

Bnivsaxune Ha oMenpason Bbpxy GapMakoKMHETHKATA HA JPYId AKTHBHH BEIIECTBA

Axmuenu seutecmeq ¢ pH-saguciva pesopbius
[ToHWxKeHATA CTOMALIHA KUCEJIMHHOCT MO BPEME HA JICUYEHHETO C OMENPA30 MOKE 112 TOBHILIK WY
MOHWkHU pesopdumnaTta Ha cyberanumnu ¢ pH-3apucuma ctomaluta pesopouus.

Headunasup, amasanasup:
[lnasmenunTe HHUBA HA HENPUHABUD K ATA3aHABUP CE NOHWKABAT MPH eAHOBPEMEHHO TIPUII0KEHUE C
omenpason.

EanogpemeHHOTO NpUNOKEHHE HA OMENPasoa ¢ HenbHABHP € NPOTHBONOKA3aHo (BiK. Touka 4.3).
EaHoBpeMeHHOTO NpHOKeHHe ¢ oMmenpason (40 mg BeIHbK AHEBHO) HAMATIABA CpeIHATA
eKCNO3MLNA Ha HeNduHaBup ¢ npudansuTenHo 40 %, a cpegHata eKCnoO3uLKMA HA hapMako
aKTUBHUA My MeTabonuT M8 — ¢ npubnn3urento 75-90 %. BianmMoneilcTBHETO MOXE
uHxubupare Ha CYP2C19.

feciie

EaHoBpeMeHHOTO NpHIIOkKEHHE HA OMENPA30l ¢ ATA3aHABUD HE Ce NMPenopbyRa (Bx.
3ApaBi A0OPOBOLM €IHOBPEMEHHOTO MPUTOKEHNHE Ha oMenpazon (40 mg Beanbx
arazanasup 300 mg/puronasup 100 mg Boau no noHuxkaeane cbe 75 % Ha ekcnosu
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atazaHaeup. [loBuinasaHeTo Ha no3aTa Ha atasaHaBup 10 400 mg He komneHcupa edekTa Ha
OMEMNPa30N 8bPXY EKCMO3HUWATA Ha arasaHasup. [Ipu 3apaBu 106poBoaLH €AHOBPEMEHHOTO
IPHJTOKEHME HA oMenpason (20 mg eAHOKPAaTHO AHEeBHO) W atazaHaeup 400 mg/puronaeup 100 mg
BOMM 10 NOHWKaBaHe ¢ MpuonusuTenHo 30 % Ha excno3uLMATA HA AaTA3aAHABHD B CPABHEHHUE ¢ NMPUEMA
Ha atazaHaBup 300 mg/putonasup 100 mg BeaHbx AHEBHO.

Hueorcun:;

{1pu 3xpasi 10OpOBOILH ¢AHOBPEMEHHUAT ApHEM Ha oMenpason (20 mg AHERHO) M AUrOKCHH BOAM
A0 YBETUHMABAHE Ha OHOHANMUHOCTTA Ha AUrOKCHH ¢ 10 %. Paaxo ce choluiasa AWroKCHHOBa
TOKCHYHOCT. Bbnpeku ToBa, KOTaTo OMeNpazon ce Npuiara BbB BUCOKH JA03H HA BL3PACTHH NMAUNEHTH,
TpAGBa na ce NOAXOM A ¢ NOBUINEHO BHUMaHKE. B Te3M c1yuau TepaneBTUYHHKAT NeKapcTBEH
MOHUTOPUHT HA JUFOKCHH TPAOBa Ja € NO-HHTEH3HBEH.

Kronuoocpen:

B KpbCTOCaHO KIMHHUHO npoyuBane knonuaorpen (300 mg Hatosapsaia no3a, focjiensaHa ot

75 mg/QHEBHO) € MpHNaras cCaMoCTOATENHO WK ¢ omenpason (80 mg no ¢uinoTo BpeMe ¢
KJOAUWAOrPeEN) B npoabbkeHte Ha 5 aHU. Tlpu e1HOBpeMeHEH rnpyeM Ha KJIOMUIOrPEN M OMENPaz ol
€KCIMO3HUMATA HA AKTUBHHA MeTaboIUT Ha Knonuaorpen ce noHmwkara ¢ 46 % (aeu 1) u ¢ 42 % (nen
5). [Ipy enHOBpEMEHEH NPUEM HA KIIOMUACFPEN W OMENPA30I CPEAHOTO HHXHOUpaHe Ha
TpomOOoLuTHaTa arperauns (MTA) ce noHkasa ¢ 47 % (Ha 24-us vac) u ¢ 30 % (nen S). dpyro
MpoyuBaHe NOKa3Ba, 4e NPUEMBT HA KNOMKAOTPEN H OMENPA30/ NO Pa3zuUuHO BpeMe He
NpeaoTBPaTaABa pa3BUTHETO HA B3AUMOJEHCTBHE, KOETO BEPOSATHO CE AbIKH Ha HHXHOHpAIHa edeKT
Ha oMenpason no otHowenHe Ha CYP2C 19, Ot obcepBalMOHHH W KNMHUYHH NPOYYBAHUA UMA
HEEAHO3HAUYHH NO OTHOLIEHHE HA 3HAYUMMTE CHPACYHO-CHAOBH WHLUMIEHTH JaHHH 3a TOBA
(hapMaKOKMHETHHHO/ PapMaKoZMHAMUYHO B3auMoaeiicTare. Kato npeanasna Mapxa,
€AHOBPEMEHHOTO NPHIIONEHHE HA OMENPA30I M KIONMUIOrPEN HE ce fpernopbyBa (BxK. Touka 4.4).

Hpyewu akmuernit gertjechea.

AbcopbumsaTa Ha MO3aKOHA30J1, €PAOTHHKMO, KETOKOHA30: W UTPAKOHA30J HAMAIABA 3HAUMTENHO H 1O
TO3H HAYHH MOXE Na C€ HAPYLIW KIIMHKUYHATa UM edukacHoeT. Tpadea na ce w3dsarea
SAHOBPEMEHHOTO NPHAONKEHNE € NO3AKOHA30J H €PIOTHHUD.

Arxmueiu seygecmeaa, koumo ce Memadoauzupam om CYP2C19:

_Owmenpason uaxudupa B ymepena creneH CYP2C19 - ocHOBHUAT €H3KM, KOiiTe ro MeTabou3upa.
[fopaau Tora MeTabonu3nMpaHeTO HA NPUEMAHH C HEr0 AKTHBHK BEILECTBA, KOMTO CBUIO CE
MmetaGonusupar ot CYP2CI19, moske aa ce noTvcHe H CHCTEMHATA EKCMO3ULMS HA TE3M BELECTRA A4
ce ygenuud. Ilpumepu 3a Takusa nekapcTeeH NpoayKTu ca R-eapdpapyuH u Apyru aHTarOHUCTH Ha
BuraMuH K, uunocrazon, auazenam u peHUTOUH.

Lhocmazon:
Owmenpasos, fnpuiaran npu 3apasyd 100poBOILM B KPbCTOCAHO NpoyyBaHe B Ao3a 40 mg, nosHlLaBa
C_  nAUCHa unnocrtason cboteTHo ¢ 18 % u 26 %, a Ha enH OT aKTHBHHTE My MeTabonutu —

‘max

cHOTBEeTHO ¢ 29 % ¥ 69 %,

Dexumoun:

o Bpeme Ha NBPBUTE NBE CEAMHUH CNIER 3aMOUBAHE HA TEUEHHE C OMENPA30N CE NPenopbLyBa
KOHTPO/1 Ha MIa3MEHATa KOHLEHTpaLKd Ha PEHUTOWH K, aKO €€ NPaBRH KOPEKUUS Ha J03aTa Ha
(PEHUTOMH, ClIe/I Kpas Ha JICYEHHUETO C OMENPA30S NIA3MEHATA KOHUEHTPALHS Ha BeHHTOMH TpaOBa na
C¢ npociiean OTHOBO M A03aTa MY Ja Ce KOPUrupa A0NbAHUTEHO.

Heu3pecTeh MEXaHM3IBM

Caretinastp:

EnHORpeMeHHOTO NpMIIOKEHUE HA OMENPa30Jl H CAKBHHABUD/ PHTOHABUP BOAH
nasMeHaTa KOHLEHTPaLUKa Ha CAakBHHABUP ¢ A0 NpubnuszurenHo 70 %, kato np
NAUMEHTH TOBA € CBBP3aHO ¢ 100pa MOHOCUMOCT.




Tarpouuvyc:

Mma cpobuieHns, 4e eAHOBPEMEHHUAT MPUEM C OMENPA30/ NOBHIIABA CEPYMHHTE HHBA HA
Takpoaumyc. Heobxonmm e no-MHTeH3MBEH MOHUTOPHHT HA HUBATA Ha TAKPOAUMYC, KATO TpabBea na
ce cneau u ObOpedHarTa pyHKUMS (KPeaTUHHHOB KIHPBHC), @ aK0 € HeOoDX0IUMO, 103aTa Ha
TapKpoaumyc TpabBa aa ce Kopurupa.

Memompercam:

Mma cpobiuenns, ye eTHOBPEMEHHHUAT NPUEM ¢ MHXHOUTOPH Ha NPOTOHHATA oMNa NOBHILIABA HYBATA
Ha METOTPEKCAT NPY HAKOW NauHeHTH. [1pu npuemaHe Ha BUCOKHM A03W METOTPEKCAT, MOXKE 14 €
He00X0AMMO OOMHUCIIIHE HA BPEMEHHO NMPEKPATABAHE Ha JIEUEHHETO C OMETIPA3OI.

Biavndauuve Ha Apyry aKTUBHM BELIECTBA BLPXY PAapMaKOKHHETHKATA HA OMENPA30

Huxubumopu na CYP2C 19 w/iuru CYP3A4

Tw#t kaTo omenpason ce meTabonunsupa ot CYP2C19 n CYP3 A4, akTUBHY BELIECTBA, 38 KOUTO €
uasecTHO, Ye HHXHOUpatT CYP2CI9 unu CYP3A4 (kaTo KNapuTpOMHUUKH M BOPUKOHA30 ), MOMaT aa
NnpeH3BUKAT MOBUIABAHE HA CEPYMHHUTE HHBA Ha OMENPA30N 4pe3 NOTUCKAHE Ha MeTaboIu3Ma My.
EAHOBPEMEHHUAT NpUEM € BOPUKOHA30JT YBENHYARA EKCMNO3ZHLKHATA KbM OMENPA30Jl [OBEUE OT /1Ba
MbTH. [1oHeke BUCOKHTE N03H OMenpas3on ¢e noHacaT Ao0pe, KaTo UANO HE Ce Hanara KopeKIH|s Ha
no3arta My. Bee nak npu nauneHTH ¢ TeXKKO YepHOAPOOHO YBpeKIaHe, KAKTO U KO € NOKAa3aHo
MPOALKHTEIHO NeYeHne, TpAORa na ce WMa NPEABHI KOPEKLHA Ha J03aTa.

Huoyxmopu wa CYP2CI19 wiuiu CYP3IAS:

_AKTHBHMTE BELLECTEA, 32 KOUTO € U3BECTHO, Ye ca MHAYKTOpH Ha CYP2C 19 vinu CYP3A4 unu v va
ABATa €H3UMa (KaTo pUGaMNULKMH K XKbBJIT KAHTAPHUOH), MOTAT Ja NpeIM3BHKAT MOHMKABAHE HA
CEPYMHMUTE HUBA HA OMENPA30n 4pe3 yeKopaBaHe Ha MeTaloH3Ma My.

4.6 Depruaurer, peMEHHOCT H KBEPMEHE

Huknodenak

bpewennocm:

HMuxubnpaHeTo Ha npocTariaHAWHOBNS CUHTE3 MOXKe 4a UMA HEraTHBHO BJIMSHUE BhpXY
OpeMEHROCTTa WK pa3BUTHeTO Ha emGpyroHa/detyca. JJanHu oT enuaeMHONOrHYHY TIPOYUBaHUS
MOKa3BaT YBEAHUEH PHCK OT MOMATAHE, KAKTO H OT CbPACHHHA MaNpOpMaUMH H TaCTPOCXH3KC ¢S]
MPHIOXKEHHE HA MHXHONTOP Ha MPOCTArNaHAMHOBUSA CHHTE3 NPe3 paHHATA OPEeMEHHOCT.
AOCONKOTHUAT PHCK 3a ChPASYHO-CBAOBH ManGopMauuu € Ouil yeeauueH oT no~Manko ot 1 % ao
npubanznrenno 1,5 %. Ilpuema ce, Ye pucKkbT ce yBeIHuasa ¢ YBEIMYABAHETO Ha J03aTA U
NPOAL/HKUTENHOCTTA HA JIEUEHHETO. [1pH KHBOTHH NPHITOKEHHETO HA HHXHOUTOPH Ha
MPOCTarNaHAWHOBUSA CUHTE3 BOJAW A0 YBENHYEH Opo#l 3arybu Ha nnona npeau Y chen
HMINAHTHUPAHETO, KAKTO W A0 cMBPT Ha eMOpuoHa/deTyca.

B nonbaHeHre UMa I0KAAAH W 38 YBeSIKueH Opokt ciiyuan Ha pasiuqun MatgopManiy, BKIIOYHTENHO
CBHPACHHOCHA0BHN MANDOPMALMK, NPY XXUBOTHH, KOUTO €A NOJAYUYABATH HHXHOMTOP HA
NpocTarnaHanHOBHA CUHTER 110 Bpeme Ha dazara Ha opraHorese3ara,

Ot 20-ata ceamuua ot OpeMeHHOCTTa HaTaTLK ynoTpebata Ha JAUKIOITPAM 75 mg/20 mg tebpau
KancyJsiu ¢ H3IMEHEHO OCBOOOKIABAHE MOKE /1d MPUUKHHH ONHIOXMAPAMHIHOH, AhJKAUL Ce Ha
hapyluenne Ha 6s0peuHaTa PpynkuMa Ha peTyca. ToBa MoXKe Na ce NMOSBH CKOPO CJe/l 3anouBaHe Ha
JIeYEHHETO U OOMKHOBEHO € 00paTUMO NpH npekpaTaBaye My, B nomsnHeHune, uma cbobilieHHs 3a
CTECHABaAHE HA ductus arteriosus cnej Je4eHUe npes BTOPHA TPHMECTBP, TOBEUYETO OT KOMUTO
OT3BYy4aBar c/ej rpexkparsasane Ha JedeHueTo. [lopaau ToBa, npes NbpBus U BTOPHUA TPUMECTLD HA
OpemeHHocTTa JIMKJIOTIPAM 75 mg/20 mg T8bpay Kancyaun ¢ HIMEHEHO GCBOO0NK GBI TRRAS
Aa ce npunara, ocseH ako ¢ abcomorno neodbxonumo. Ako JJUKJIOTNTPAM 75 mg/ 4 / ;
Kancy.M ¢ H3IMEHEHO 0cBOD0XKAABAHE €€ U3MOJI3BA OT XKEHA, KOATO Ce ONWUTRA Ja

HaH~HUCKA, 8 MPOABKHUTENHOCTTA HA NIEUEHHETO ~ BBIMOXKHO Hai- KpaTka. Cneje
AUKNO(PEeHAK/OMENPA30JI B MPOABILKEHHE HA HAKOAKO AHK OT 20-aT1a recTaunoHH



TpaOBa 4a ce 0OMUCIIM AHTEHATANTHO NPOC/EAABAHE 33 ONUFOXHAPAMHHOHN U CTECHABAHE Ha ductus
arteriosus. YnorpeSara na JJUKJIOITIPAM 75 mg/20 mg T8bppau Kancynu ¢ H3MEHEHO
0cBOOOKAaBaHe TPAOBa Aa ce NPEYCTaHOBH, aKO C& YCTAHOBH OIMrOXHIPAMHMOH HIlY CTECHIBAHE HA
ductus arteriosus.

[Ipes TpeTHs TpuMeCTLP HA OpEeMEHHOCTTA, BCUUKH MHXUWOUTOPH HA CHHTE3a HA NPOCTATNAHAMH
MOraT [a U310KaT ANOoJa Ha:

J KapAHONy/JIMOHAapHa TOKCHYHOCT (¢ NPeXAeBPEMEHHO CTeCHABaHe/3aTBapsHe Ha ductus
arteriosus U 0emoApodHa XUNEPTOHUA );
. OvOpeura AMchyHKUHA (BX. O-rope);

MalKaTa i HOBOPOJEHOTO B Kpas Ha OpeMeHHOCTTA, Ha:

. BH3MOXKHO YAB/XKABAHE BPEMETO HA KbpBEHE, aHTHArperupaul epekT, KOUTO MOXe na ce
NPOSBH AOPU AIPH MHOTO HUCKY A03M;
J HHXMOMpaHe Ha KOHTPAKLMWUTE HA MATKaTa. BOAELIO N0 3a0aBEHO WM VABIKEHO PAKIAHE,

Cnenposatenno JIUKJIOIIPAM 75 mg/20 mg TBBbpAM KANCYJIN ¢ UBMEHEHO OCBODOKIABAHE €
NPOTHROMNOKA3aH 10 BPEME HA TPETHS TPUMECTBP OT OpemeHHocTTa (BXK. TOUukU 4.3 1 3.3).

Kvpuene:
CornacHo orpannyuenus Opoi npoyusaHus, npoeeneHu go MmomenTa, HCTIBC npemMunasat 8 Majiiu

KONMH4ECTBA B KbpMmaTa. AKo ¢ Bh3mokHO, HCTIBC Tpa68a aa ce n3barear npu KepMeHe.

Depmiciiimen:
Buwkre Touka 4.4,

Omernpaszon

bpevennocm.

Pe3ynTtaTuTe OT TPH NpOCTIEKTHBHU eNUAEMHONOTHYHH Npoy4Banus (Haa | 000 cayuas Ha
€KCTIO3HLLMA ) NOKA3BAT, Y€ OMEMPA30N HAMA HEXeNaHH ePeKTH BLPXY OPEeMEHHOCTTA WM 3APABETO HA
deTyca/HOBOPOACHOTO AeTe. OMENPa30s MOXKE Aa e U3TOM3BA N0 BpeMe Ha OpeMeHHOCT.

Kvpuene:
OMernpason ¢e EKCKPETHPA B KbpPMAaTa, HO NIPY NPUJIOKEHHETO MY B TEPANEBTUYHHTE 103U HE ce
OYaKBAa 14 OKaKe BIIUSHHE BLPXY JAETETO.

4.7 Ecbemn.m.pxy cnocodHoCTTA 32 WmodHpaHe H padoTa ¢ MAMTHHH

Cnen npdemaneto Ha HCIIBC ca Bb3MOKHU HexenaHu peakumi, KaTo HanpuMep 3amaiBaHe,
CBHAHUBOCT, YMOPa M 3PHUTENHH HAPYLWIEHUS, CBETORBPTEK WAV APYTH HAPYIIIeHHA HA LEHTpanHaTa
HepBHa cHUcTeMa, 3aMaiiBaHE W 3PUTENHH HAPYLUCHKUS MOTAT J1a CE NOABAT W Crel PHEM Ha
oMenpason (Bx. Touka 4.8). Axo ¢a 3aC€rHaTH OT TaKMBA, AUHEHTUTE He Tpadpa Ja wodupar unu na
pabOoTAT ¢ MALLIMHH.

4.8 HekeaaHn JeRAPCTBEHH PeaAKLHH
uknodenax

AKO Ce NOsBAT CEPHO3HU HeKeNaHW nexapcTBeHn peakuwu, ynorpebata Ha JIMKJIOMMPAM 75 mg/20
Mg TEBPAU KarcysiH ¢ W3IMEHEHO OCBOOMKAaBaHe TpaOBa Ja ce NPEKpPaTH.

Haii-uecto HadMmoaaBaHUTe HENKETAHH PEAKLHH €A CTOMAUHO-YPEBHH NO XAPAKTED.
HexenaHuTe nekapcTBeHN peakLny ¢ AUKIIOMEHAK OT KIUHUYHW NPOYHBAHUA U €N
JaHHH ca 00001edu B TabauuaTta no-aony.
Cnenara TEpMHHONOrHA € M3NON3BAHA, 33 1A ¢e KNacuBULMpaT Cnopes YeCTOTAT
peaKLum: \



MHoro dectu (=1/10)

Yectu >1/100 no <1/10)

Heyectu (=1/1 000 no <1/100)

Peakn (=1/10 000 a0 <1/1 000)

MHoro peaku (<1/10 000)

C HeusBecTHA YecToTa (OT HAJTMHHUTE JAHHMW HE MOJKe Aa ObJie HANPaBeHa OLEHKA)

MedDRA Hexenann JeKapcTBeRY PEAKNHHA YecToTa
Cucremo-opraten kac
HapyiiteHus Ha kpbBTa H JleBkoneHys, HEYTPONEHYA, MHOro penxu
nMM(pHaTa CHCcTeMa TpOMOOLIUTONEHUS, XeMOJINTUYHA

aHEMHUA, aIACTHYHA aHEMKA,

arpaHyaoUuTO3a
HapyweHus Ha UMyHHaTa HecneuupuuHmn aneprudtu peakuuu, Penkw
CHCTeMa aHaA(PUNAKTOHAHMU peaKkLHH (BKIIOUHTETHO

XMMOTOHKUA U WIOK) W aHADHIAKCHC.

PeakTUBHOCT HA AMXATENHNUTE NMBETHLILA,
BKJIFOUBALLIA ACTMA, BOLUABAHE HA acTMA,
OpOoHXOCNa3bM WNH AUCOHES.

AHrHoEeM, AHTHOHEBPOTHYEH €l1EM Muoro peaku
( BRIOUMTETHO NOAYBAHE Ha JIMLETO).
Henxyyusu HapyweHus Jlenpecus, nezopueHTauus, 6e3cuHue, MHoro peaku

pasapa3HUTENHOCT, NCUXOTHYHH
PEAKLHHK, KOLUMAPH.

HapyilueHua Ha nepBHata cucteMa | I nasofonue, 3amafisaue. Yectu
CBLHIHMBOCT. Penxu
Hapyuenne Ha namMeTTa, napecresus, MHoro penku

acentuieH MeHHHMUT (ocobeno npu
MAUHCHTH CBC ChIECTRYBALLH
ABTOMMYHHHU pa3cTPOHCTBA, KaTO
HANpUMep JIYIYC EPUTEMATO3YC, CMECEHO
3a0onsaBaHe HA CHEIUHUTENHATA ThKAH)
CbC CUMIITOMM KATO CXBAHAT BPaT,
rnaro0onve, raaeHe, NOBPbLUAHE, TPECKa
UNY ae3opueHTtaiing. OObpKBaHe,
XaJMOUYHALMH, OTNAARANOCT, YMOpa H
CBHHIMBOCT, HAPYUICHHS HA BKYCa,
TpeMOop, FLPYOBE, TPEBOKHOCT, MO3ZBYHO-
CBhAOB HHLUKACHT.

Hapywenus Ha ouure Hapyuienus Ha 3peHueTo (3aMbraeHo MHoOro peaxu
BOKJAHE), AVTIIONKSA, ONTHUECH HERPUT.
HapylueHus Ha yXOTO U CBETORBPTEXK. YecTH
nabupunTa HapyulieHye Ha ciiyxa, THHUTYC MHoro peaku
CobpacdHy HAPYLICHUS Eaem. Penku
XUMePTOHKA, BACKYAUT, NAHIHTALUNH, MHoro penxy
Oosika 8 MbPAKTE, ChPACHHA
HEAOCTATLYHOCT.
Cunapom Ha Kounis. C HeHzBECTHA
4ECTOTA
Cva0BH HAPYLIEHHS JIeKO yBe/IMYEH PUCK OT apTepHasHM Muoro peaku
TPOMOOTHUHY CHOUTHA (Hanpumep, —
MUOKapAeH UHGAPKT MM UHCYAT).
PecnupaTtopHu, rpbaHd U AcTMa (BKJIFOYUTENHO JUCHEA) b N\
MEQHACTUHANHH HapYLUSHUS ITHEBMOHMT. i




MedDRA Hexe aHH IeKAPCTBEHH peaKuHH | Hecrora
CHeTeMO-OpraHen Kiac

CToMallHO-YpeBHU HAPYLIEHHS 'anene, nospbinade, avapud, aucnencus, | Yecru
KopeMHa O0JKa, (pnaTyneHuus,
aHOPEKCHS.

[acTpur, xemaremesnc, Kepeasa avapws, | Peaku
MeNeHa, CTOMALIHO~YPEBHA A3Ba (ChC HITH
0e3 KppBeHe UnKu nepopaLms ), MEMTUSHH
A3BH, nepdopaura UAN CTOMALIHO-UPEBEH
KPBBOM3IUB, IOHAKOrA C (araieH Kpa,
0COOEHO NPH NALMEHTH B CTApYecKa
BB3PACT.

Biioibagade Ha yUEpO3eH KOJHT HIK Muoro peaxu
Oonect Ha KpoH, KOHCTHNALLHA,
YNLUEPO3EeH CTOMATHT, [JIOCHT,
e3odiareaHu HapyuieHus, auadparMo-
10A00HM YPEBHH CTPYKTYPH, MaHKPEaTHT.

Hexemuued Koaur C HeuspecTHa
YECTOoTa
XenaroOMauapHH HapyUIeHHS Yeenv4asaHe H4 HUBATA HA Yectu
TPaHCAMHHAZHUTE
Kvarenuua, abHopmHa YepHoapoGHa Penku
(PYHKUMA, XeNATHT (B H30AUPAHH CJyHau
| — QYTMUHAHTEH)
Yeproapobua Hekposa, HepHoapobHa MHore peaxu
HEAOCTATHUHOCT.
Hapyvuenusa na koxkara u Obpus. Yectn
MOAKOKHATA ThKaH Yprxapus. Penku
HyBCTBHTENHOCT KbM CBETJIMHA, KOMHH Muoro peaxn

o0pusu, OYNo3HK peakusit Ha KoxKara,
eK3eMa, CpUTEMa MyNITHPOPME, CHHAPOM
Ha CTuBbHC-/KOHCBH, TOKCHYIHA
€MHACPMATHE HEKPOAH3a (CHHAPOM HA
Jlaftei1), Koconaa, ekconUaTHBEH
AepMaTdT, nypnypa, anepruyna nypnypa,

NpYpHTYC
Hapywuenus Ha 6s6petivTe ¢ Hedporoxcnunoct B pa3nuuny popm, Msoro peaku
NMUKOYHUTE MNbTHLUIA BIJTHOUMTEMHO HHTEPCTHIMANEH HepMT,

nporeHnypua, 6s0Opevna nanuaapHa
HeKpo3a, He(hpOTHYEH CHHAPOM, OCTPa
OBbOpeuHa HeAOCTATBYHOCT, MTHKOYHY
AHOMAaNMMY (Hanp. XemaTtypus).

L

Hanuure oT KAHHHUHN ¥ eNUAEMHONIOTHYHY NPOYYBAHNS ITOCIEA0BATENHO COHAT KbM MOBHLUEH PUCK
OT aprepHaiHH TpoMOOTHUHHM cbONTHA (KaTO HANpUMEp MUOKapAeH UH(PAPKT UKW WHCYIIT), CBBLP3aHU
C H3M0/3BAHETO Ha AHKIDQeHak, ocoBeHo Npy BUcoka A03a (150 mg AHEBHO) U NPU NPOIbIKHTETHO
neuenne (Bx. Touka 4.3 u 4.4).

Omenpason

Hai-uecTuTe neskesiann peakuuu (npy 1-10 % o1 nauunenture) ca rnasobonue, 60iika B KQ
KOHCTHNAUMWA, AMapni, GaaTyneHLMs 1 raaene/oBphiLaHe.

HM30poeHnTe No-10ny HEKENAHH NEKAPCTBEHH PEaKLIHH €A YCTAHOBEHU WM NOJO3HD
KITUHAYHHTE POYYBAHU 338 OMEIPA30 M N0 BPEME HA MOCT-MAPKETHHTOBHA NEPHO/L
He € YCTAHOREHO a e J030-3aBucuMa. U30poeHnTe no-1ony HexkenaHW peakumH ca



cnopea vectotara U cucTemo-opratet knac (COK). KareropuuTe no Yectora ce aeduHunpar cnopen
cneaHaTa KOHBeHUMA; MHOro uecTH (>1/10), yectu (Z1/100 go <1/10). newectu (>1/1000 a0 <1/100),
peaku (=1/10 600 a0 <1/1 000}, muoro peaxn (<1/10 000). ¢ Hen3BecTHA uecToTa (OT HANMMYHUTE
AAHHU HE MOXE [Aa Ob1¢ HanpaBeHa OLUEHKA).

UPEBHA KaHAHA032

MedDRA Heskenand NeKapcTBeHH peakmny YecToTa
Cucremo~-oprasneH Knac
HapyiueHusa Ha xpbeTa v auMdraTta | JIepkoneHus, TpomGouMTOneH1s Penku
CUCTEMA ATpaHyJIOLHTO3a, MAHUHTONECHHS MHoro peaku
HapyiueHus Ha UMYHHaTa cucTema | PeaklMM Ha CBPbXUYBCTBUTENHOCT, Hanp. | Peaku
dedpunureT, aHrnoeneM H
aHaHIAKTUYHH peaKiMU/LIOK
Hapywenusa na metabonnima u XHIIOHATPHEMHA Penku
XPaHEeHETO XUnoMarHe3uemus, Texxkara C HewnsgecTHa
XUMOMArHEIUEMUA MOXKE Aa KOBEAE A0 HECTOTa
XHOOKATLHEMHA.
[TcuxXHUuHY HAPYWESHHS bescthue HeuecTn
TpeROKHOCT, O0BbPKBaHe, JenpecHs Penku
ATpeCUBHOCT, XaN0LUHHALHN MHoro peaku
Hapyutenns Ha nepenata cuctema | ['nasobonue Yectu
3amaiiBaHe, NapecTe3ny, ChbHIUBOCT Heuectn
Hapyuieuyvia na Bryca Penky
HapyweHus Ha ouure 3aMBFNEHO 3PEHHE Penku
HapyuweHnus Ha yXoto U nabuprHTa | CBETOBRBpTEX Heuectu
PecnvpaTopHu, rpbaHA K bpouxocnaysm Penku
MEAMACTHHAIIHH HapyuIEHUs
CTOMaLIHO-UpEeBHH HAPYIEHWNSA bonku B KOopema, KOHCTHNALMA, avapus, | Yectu
(paatyneHuMs, raaeHe/ mospullaHe,
MOAMITH HA ABHOTO (PyHAYyCa) HA CTOMAXA
(A0OpPOKAUECTBEHU )
Cyxota B ycTara, CTOMaTHT, CTOMAaLlHO- Penky

MuyKpocKkonnYeH KONUT

C Heu3BeCTHA

4ecToTa
XenaroOuaHapHHu HapylLEHUS [ToBuuUIaBaHe HA HUBATA HA HeuecTtu
YePHOAPOOHHTE EHIUMMH
XernaTuT ¢b< WK 0€3 XKbJITEHHLIA Penxu

UepHoapoOHa HE1OCTATLUHOCT,
eHUeanonaTus NpH MALUEHTH Cbe
ChILECTBYBaLIO YepHOoApoOHO 3a00a%BaHe

MHoOro peaku

HapyweHns na xoxara u
MOAKOMXHATA THKAH

JiepMaTuT, npypuTyc, 00pHB, YPTHKAPHS

HedyecTu

AJIONEUMSA, YYBCTBUTETHOCT KbM
CRET/IMHA

Penku

Eputrema myntudopme, cHHIpoM Ha
CtubHC-LKOHCHH, TOKCUMUHA
enuuepmanHa Hekponusa (TEH)

MHoOro peaku

CybaxyTeH KOXKEH JIYIyC epuTemaroiec
(BK. TOUKa 4.4).

C HeusBeCcTHA

HECTOTA

HapyweHus Ha MyCKyIHO-
CKE/IETHATA CUCTEMA H
CheIMHHUTENHATA ThKaH

DOpaktypa Ha TazobdeapeHara cTasa.,
KUTKATa Wik rpbOHAYHUA CTBAO

Heuectu

ApTpajirni, MUANT UK

Myckynna craboct

Hapywienus Ha 6u0peuuTe
NHKOYHUTE MBTULIA

TybynounTepcTumaneH Hedput (¢
BBH3MOXKHA fiporpecus a0 0u0peuna
HEJI0CTATbYHOCT)




MedDRA Hexenanu JekapeTBeHH peakunu YectoTa
CHCTeMO-0prafes Kjiac

HapyieHus Ha ['uHekomacTHa MHuoro penxu
BB3MPON3IBOANTENHATA CACTEMA U

rbpaara

O6ulu HapyWwieHHs H €PEeKTH Ha Hepaznonoxenne, nepudepHn oTouH Heuectn
MACTOTO HA MPHIOKEHHE [1OBHIUEHO H3NOTABaHe | Penku

Crobulasane Ha NOAO3UPAHU HEKEIAHH PeaKLMH

C10011aBaAHETO HA NOJOIMPAHM HEXKENAHN PECaKUMK cllell pa3pellaBaHe 3a ynoTpeda Ha nekapcTBEHKS
NPOAYKT € Ba:KHO. ToBa no3BoNgBa 4a NPOIALDKU HAGIOACHHETO HA CHOTHOLLIEHUETO MOA3a/PUCK 34
NAEKAPCTBEHUA MPOIYKT. OT MEAMUHHCKHUTE CNELUMANUCTH C& U3HCKBA J1a ¢bOoOIABaT BCAKA
IOAO3UPAHA HEXKENAHA peakids Upe3

H3nbnaHuTeNHA areHuMa 1o Aekapereara
yu. ,.Jaman I'pyes™ Ne 8

1303 Codus

Ten.: +359 2 8903417

yvebcaiiT: www.bda.bg

4.9 Iipeaozupane

dnknodeHak

Crvinmomui:

CvMnToOMUTE BKJIOUBAT rylaBobonye, raieHe, NOBPHLUAHE, eNUracTpU4Ha GONKa, CTOMAUIHO-YpPEeBeH
KPLBOUINNB, PANKO NHAPHS, N€30PHEHTALHSA, Bb30YIMMOCT, KOMA, CHHAMBOCT, 3aMasHOCT, THHUTYC,
npUazaHe ¥ NOHAKOra ropyose. B cayyal Ha 3HAYHMO OTPABAHE € Bb3MOXKHO AAa HACTLIAT ocTpa
ObOpedHa HEAOCTATHRUYHOCT H HEPHOAPOOHO YBPEKAaHE.

Jeuente:

JleueHueTo Ha ocTpoTo oTpassane ¢ HCTIBC ce uspaszasa rmasHo B MoAAbpKALLM MEPKH H
CUMITTOMATHUYHO NeYeHHe. Moxke aa ce oOMUCAY NPUIOKEHHUE HA aKTHBEH BHIVIEH B PAMKHTE Ha SAHH
4ac ¢aea NOrnbUaHe Ha NOTCHUHANMHO TOKCHUHO KOMHYECTBO, ANTEPHATHRHO MPH BL3PACTHU MOXE
a4 ce 0OMUCIY CTOMAINHA NPOMMWBKA B PAMKHTE HA eIHH 4ac c/ie/l NOTbIaHE HA NOTEHLUATHO
JKUBOTO3aCTPALIABAIA 1034,

Tpa0Ba Aa ce rapanTupa A00po ypHHUpaHE,

Heobxoaumo ¢ cTpukTHO Hadntonenue Ha Ovlpeunara u yepHoapobHaTa GyHKUNS.
[launenture Tpadra aa ObAAT HADMIONABAHH B NIPOALHKEHWE Ha MOHe 4 Yaca e/l ornbaHe Ha
NOTEHUHANHO TOKCHUHH KOIIMYECTBA.

HecTute Wk Npoab/KUTENHY IhpUyoBe TPAOBa Aa ce TPETHPAT ¢ AHa3enaM KWHTPABEHO3HO.,

Moske na ca nokasanu Apyru MepKH Cnope] CbCTOSHUETO HA nauuenTa. Cneunanin Mepku, KaTo
Hanpumep dopcupada auypesa, AHanusa Hian xeMonephysus, € BeposTHO 1a He NOATIOMOrHAT
enumuHupareTo Ha HCTIBC, T kaTo cTenedTa Ha TAXHOTO IPOTEHHOBO CBb{3BAHE € BUCOKA U
METadDOAN3ZMBT UM € CKCTEHINBEH.

[loanbpkaluy MEPKU U CUMOTOMATHYHO JIGUEHHE CE MPHIATAT NPY YCIIOKHEHHS KaT
010peyHa Hel0CTATLUHOCT, MbPUOBE, CTOMALHO-UPEBHH HAPYLIEHHS W NOTHCKAH

Omenpason




Hanuuuna € orpankuena Hudopmauns 3a epexTHTe Ha NPELO3UPAHETO HA OMeNpas3os npu xopa. B
JIMTEpATYpaTa ca onucasn 2031 20 560 mg, karo uma 1 e IMHHUYHH CHOCILEHHS 33 € {HOKPATHH
nepopanyu fo34 10 2 400 mg omenpason (120 nbTi NO-BUCOKH OT NPENOPLUNTENHATA KNIUHUYHA
no3a). Jloknansauu ca raneHe, noBpbulaHe, 3aMaiigade, DOAKK B KOpeMa, AHapHs H [1aBodbosue.
Cb110 Taka B OTAE/IHM CJly4an Ca ONMUCAHKW anaTus, AenpecHs U o0bpKBaHe.

OnucaHnTe CUMNTOMH Ca NPEXOAHHU M HAMA CHOOLIEHHS 32 CEPUO3HU nocaencTsus. C NoBUILIABAHE HA

1034Ta CKOPOCTTA HAa e/IMMUHALIMA OCTaBA HEMPOMEHEeHa (KMHETHKA OT MLPBH NOpsabk). AKO ce
Hanara aeueHue, To TPAOBa Na € CUMITTOMATUYHO,

5.  @GAPMAKOJOINMYHU CBOMCTBA
5.1 dapMakogHHAMHYHM CBOHCTBA

QDapmMakoTeparnesTH4HA TPyna: NPOW3BOAHM Ha OUETHATA KUCEIMHA M CPOIHH BELLIECTBA
ATC kon: MO1TABSS (aurnodeHak, kxomOMHaLUH)

Juknodenak

JnKiogenax e HecTepPOMAHO CpelICTBO ¢ M3Pa3eHH aHANCEeTUYHH/TIPOTUBOBL3NANUTENHY cBoiicTRa. To
MOTUCKA MPOCTArRAHAMHOBUA CHHTES (LMKTOOKCHIEHA32).

Omenpasos

MexaHu3bM Ha aeHCTBHE

Owmeunpa3zos1 — paleMyyHa cMEC OT JIBa eHAHTHOMEPA, PelyLMpPa CTOMALINATA KHCENUHHA CEKPELIUST
NOCPeCTBOM W3IKNOUUTETHO CIEUM(PHYHO HACOYECH MeXaHU3bM. Toill e cneunduded uHXHOMTOD Ha
NPOTOHHATA NOMMNA B MAPUETANHUTE KNIETKN. Tol € Obp30aeHCTBALL Y OCUTYPABA KOHTPOJ upes
oOpaTMO HHXMOKPaHe HA CTOMALUHATA KUCEJIMHHA CEKPELIMS NPH €NHOKPATEH NPUEM AHEBHO.
Omenpazon e cnaba ocHOBA, KATO C& KOHUEHTPUPA W NPEBPLLIA B AKTUBHA (HOPMA B CHITHO
KHCCAHHHUTE YCNOBHS B HHTPALETYJIAPHUTE KAHANUKYIH HA NAPUETATHUTE KIIETKH, KbALTO

MHXHOUpa eHzuma H" K™ -AT®-a3a — kucenunnara nomna. Tosu e(peKT BbPXY MOCNEAHUS €Tall OT
00pazyBaHETO Ha CTOMAUIHATA KHCEJIMHA € A0303aBUCHM U OCUTYPABA BHCOKO e(peKTUBHO
MHXxMOupaHe KakTo Ha Oa3ajiHATa, TaKa U HA CTHMYJMPAHATA KMCEIMHHA CEKpeLUs — 63 3HAYEHUE OT
TOBA KaKBa € CTUMYyJlaumsTa.

dapMaKoaAHHAMHYHH CBOHCTBA
Bendku Habogasasd dapMakognHaMiuyHi ePeKTy Morar Jia ce o0ACcHAT ¢ edexTa HA OMEenpas3o
BbPXY KHCENWHHATA CEKPELIMA.

Edyexm evpxy cmovauinama xuceaunna cexpes

[epopaiuuaT npHeM Ha OMENpPa3oN BEAHBXK AHEBHO OCHIYPABA Ghp30 K eheKTUBHO UHXHOUpaHE HA
JAHEBHATA K HOWHATA KHCETMHHA CEKPELUA, KATO MAaKCUMaNHUAT ePeKT Ce NOCTHra B paMKUTE Ha 4
AHH CREM Ha4yanoTo Ha JeveHneTo. [Ipu npuem Ha omenpason 20 mg oT NauMeHTH ¢ AYOAEHAIHA S3Ba
CE YCTAHOBABA CPEAHO NOHWXABAHE Ha 24-uacoBaTta cTOMAallIHA KUCENUHHOCT ¢ noHe 80 %, karto
NOHWXKEHATA KUCENHHHOCT CE 3315bpJKa, 4 CPEAHOTO MNOHWIKEHHUE HA TTHKOBATA KHCENMHHA CeKPELINS
Cien CTUMYTaUHUA ¢ neHraracTpuH 24 vyaca cien npuema e ¢ okoso 70 %.

[1pu nauvenTu ¢ ayoaeHasiHa f3Ba nepopaiHUAT NpueM Ha omenpason 20 mg Boay a0 1o
Ha ctoMawnoTo pH >3 3a cpeano 17 waca B AeHOHOU{HETO.

Karto nocnencteue OT NOHMKEHATA KUCETMHHA CEKPELIMA H CTOMAUIHA KUCETHHH
racrpoezodareanta peduiykcHa 0osecT oMenpa3on peayuHpa/HOPMATHIUPA KHC
XPaHOMPOBOAA J0303aBUCHUMO.,



MHXUOUMpPAHETO Ha KUCETMHHATA CEKPELHA TOKA3BE 3aBHCUMOCT OT MUIOWTA 101 KPHBATA Ha
niasMedaTa konueHTpauns (AUC) na oMmenpasos. a He OT AEHCTRUTENHATA 1A3MEHA KOHLEHTPaLHs
B Ta5eH MOMEHT.

Ilo BpemMe Ha neugHUE ¢ OMENpPason He ca HabnoJasaHu cay4au Ha TaxHpHIAKCHA.

Hpyeu edhexmu, cevpanit ¢ URXUOUPAHEMO HA KUCETIHHAMA CeKpeyus

HMa cvobiiienne 3a leko AOBHILABAHE HA YECTOTATA HA PAa3BUTHE HAa CTOMAUIHYN TIAHAYAAPHH KHCTH
NO BPEME HA ABATOCPOUHO JIeUeHHKe. Te3x NPOMEHH, KOUTO & GHIHOIOrHUHO NOCACACTBME OT
H3Pa3eHOTO HHXMOWPAHE HA KMCENHHHATA CEKPeLins, ¢a J00POKAUECTBEHY U U3TJIEkK1aT O0paTUMH.

lloHuxkeHaTa CTOMALIHA KHCETMHHOCT, NOCTUIHATA NO KaKbBTO H 44 € HAaUHH — BKMOUMTENHO M 4pe3
HHXHOUTOPH Ha NPOTOHHATA NOMIIA, BOAY /10 MNOBUIIABAHE HA DAKTEPUATIHOTO YUC/IO HA HOPMANHO
OTKPURAIUM C€ B CTOMAILHO-YPEBHUS TPAKT OaxTepuu. JleueHneTo ¢ HaManasalun KMCeNMHHOCTTA
NEKaPCYBEHU CPEACTBA MOKE J1a A0OBEAE JI0 JIEKO NOBKILIABAHE HA PUCKA OT Pa3gUTHE HA CTOMALLHG-
YpeBHH UHPEKUHUH, KaTo HaNpHMEP Takusa, npuuuHeny ot Salmonella v Campylobacter.

1o Bpeme Ha nevyenMe ¢ AaHTHCEKPETOPHU JIEKAPCTBEHU NPOAYKTU FACTPHHA B CEPYMA CE NOBHKLLIARA B
OTIOBOP HA NOHHKEHATA KHCEKHHA CEKpelta. B pe3ynTaT Ha HaManeHaTa CTOMaliHA KUCEAHHHOCT
ce nosyinasa U HUBOTO Ha CgA. TToBHIIEeHOTO HMBO Ha CgA MOXe Ja MOoB/HAe Ha H3C/AEABAHHUATA 3a
HEBPOCHAOKPHHHH TymMOpH. HanuudnTe ny0MKyBaHN JaHHKH MOKA3BRAT, Y€ NPUNATaHeTo Ha
HHXHOMTOPH Ha NPOTOHHATa NOMNA TPAOBA Aa Ce NPEYCTAHOBH MENKAY 5 AHK N 2 ceaAMMLIY fIpeny
usmepbare na CgA. Tosa ce npaBu ¢ uen Hupata Ha CgA, KOUTO MOraT J1a ¢a NbAIUBO NOBKILIEHH
cnen nevuenne ¢ UIII, na ce sv3cranosat a0 pedepeHTHHTE CH PPAHULK.

Hpu HAKOH NauneHTH (KaKTO Jeua, Taka U Bb3PACTHHU) NO BPEMe HA NPOIBLIKUTENHO ISUSHHKE ©
OMenpa3soi ca HaboAaBaHK yBear4deH Opoii Ha ECL kieTku, BeposTHO CEBDP3aHY € NOBULIEHUTE
CEPYMHH HUBA HA racTpHH. CuKTa ce, He Te3n JaHHU HE €a OT KNIMHUUYHO IHAUSHHE,

5.2 ®PapMaKOKHMHETHYHH CBOHCTBA

Huknodenak

Huwiodgenak Harpuii ce abcopOupa Obp20 0T cTOMaXa U € 00eKT Ha METa0ONKH3MA [IPH MLPBOTO
nMpeMuHaBane. TepanepTHYHN NNa3MeHy KOHUEHTPALIMK Ca AOCTUIAT NPUGIU3NTENHO NOOBUH YAC
cllell puema Ha auKknogeHak. CBbp3BaHETO HA aKTHRHOTO BEMIECTBO ¢ npotennute e 99,7 %, a
TUI23MEHMAT NONYAKHBOT BHB (azara Ha TEPMUHANHOTO eNMMHHUpane ¢ | — 2 yaca.

[pubnnzurenno 60 % ot npuerara a03a ce exckperupa npes 6x0penute noa Gopmara Ha
MeTabonuTh 1 no-masiko ot 1 % - B HenpomeHeHa dopma. OcTaHanaTa HaCT OT A034TA CE EKCKPETHPA
Ype3 HIIbUKaTa B MeTabonuzMpaHa dopma.

Cnen ObP30TO NPEMUHABAHE MPE3 CTOMAXA, KOMIOHEHTHT Ha CTOMAIIHO-YCTORYMBMTE TIENIETH OT
JAUKI0(]EeHaK ocurypsiBa Obp3a HANMUHOCT HA aKTUBHATA ChCTABKA B KPbBooOpatueHueTo. [lenerure ¢
Y ABIKEHO OCBOOMK AaBaHe Npean3BHKaT 3a0aReHO 0cBOOOKNABAHE HA AKTUBHOTO BElIECTRO, KOETO
03HA4YaBa, 4¢ €1Ha AHEBHA 1032 OOUWKHOBEHO € A0CTAThHHA.

Owmenpason

Abecopbuun

Omernpazon n oMenpazon MardHes3ni ca HecTabuaHU B KUCENa Cpefia v Nopaau Tosa OePOpaiHo ce
NpUIAraT Kato 0OBMTH EHTEPATHI [PAHYIH B KanCyn uny Tabnetkun. AGcopOumaTa Ha oMenpason €
Obp3a, KaTO NUKOBATA [U1A3MEHA KOHLIGHTPAUMA ce NocTHra npudausurendo -2 naca cnegl RUENA.
Owmenpa3son ce abcopbupa B TLHKOTO YEPRO, KATO MbJHATA My abcopOi1us 0GUKHOBE P {eMA AP
yaca. [TpuemsT My ¢ XpaHa He Ce oTpasaea BbpXy GuonasnunoctTa. CUCTEMHATA YY) V |
(GHOHANUYHOCT) CNEA eIHOKPATEH Nepopane NpUeM Ha omenpason e npubansuyfadRya0, 2k ac:
HEKOIKOKPATEH MPHEM BEAHBIK AHEBHO DMOHANIMYHOCTTA C€ NOBUILABA 10 OKONG(6RE FEASIAn Y.

» v
w

Panpedeienue




(IpuBUARMAT 0Oem Ha paznpereneHue npu 3apask 206poeonum e npudansurenno 0,3 Ikg tenecto
Terno. Cpbp3BaHeTO HAa OMENPA30/ C NAAIMEHUTE NpoTeUunu € 97 %.

buompancopyugyus

Omenpa3lon ce MeTabonu3upa W3LAI0 OT cHeTeMaTa Ha uuroxpom P450 (CYP). OcHosnara uacT ot
MeTabONHINPAHETO MY 3aBUCH OT nonuMopdHo-excnpecupanus CYP2C19, otrosoped 3a
00pa3yBaHETO HA XMAPOKCHOMENPA30/1, KOHTO € OCHOBHMAT MuiazmeH MeTabonut. OcTaHanaTta vacT ot
MeTabONM3BPAHETO MY 3aBHCH OT Apyra cneunduuna nzodopma, CYP3A4, otrosopta 3a
0OpasyBaHeTO Ha omernpason cyndgoH. Karo cneacrsyue oT BHCOKYS aMHUTET HA OMENPA3ON KbM
CYP2C19 cpiuecTByBa BH3MOKHOCT 34 KOHKYPEHTHO WHXUOUPaHe W MeTabOMUTHH TEKaPCTBENH
B3aUMOJEHCTBUA ¢ Apyru cybctpatu Ha CYP2C19. Brnopexu ToBa, nopany HUCKUS ahHHKTET KbM
CYP3A4 omenpason He nokassa roTeHuUMan 3a uHxubupane Ha MetaGoiu3Ma Ha 2pyrH CybeTpary Ha
CYP3A4. B nonwiiHexne oMenpason HIMa HHXHOUPALIO AeHCTBYE BLPXY OCHOBHHTE €HIUMH OT
cuctemara Ha CYP.

Ipnonyanrenno npu 3 % oT xopara ot eeponenaHara (Kaskaskara) noaysauus 1 15-20 % ot xopata
OT a3MaTCKATA MOMYJIalus IHICBa PyHKUMOoNanHO akTusen elsum CYP2C19 u te ca 1.Hap. ,.0aBHu
meTabonmsatopu™. Ipu TakuBa 1Mua METAOONUIHPAHETO HA OMENPA30N BEPOATHO CE KATATHIHPA
riaeio oT CYP3A4. Criea muorokparen nipuem Ha oMenpazon 20 mg seanumk qHeBHO cpeatara AUC
npH 6aBHH MeTabonuzatopu e npubansutento 5 Ao 10 NbTH NO-rofAMa, OTKOAKOTO NMPH Xopara ¢
¢yukuponanHo aktusen CYP2CHY (6vp3u merabonmsaropy). CpeaHata niasmena KOHUEHTPaLMA
CB110 € NO-BHCOKA — OKONO 3 10 5 mbTU. Tean nanHu, obave, HAMAT OTHOUICHHE KEM JOIMPOBKATA HA
OMenpazof.

Exuvurnupane

[lnasmMeHHUAT eNUMHUHALIMOHEH NIOYKHUBOT Ha OMENPA301 O0UKHOBEHO € 110-KPaThK OT €1H Yac,
KAKTO Ciief €AHOKpaTeH Nepopanet npuem, TaxKa u ¢jlel MHOTOKPATEH TIPUEM BeIHBK AHEBHO. [Tpw
IPUEM BEAHDBK THEBHO OMENPA30A C€ ENMMUHHPA HAITBAKO OT MAA3MaTa MEX Ry npHeMuTe He3
TeHACHUuA 3a kKymynupade. [outn 80 % ot go3ata nepopanHo npueT oMenpason ce eKCKpeTHpa Kato
MEeTa0OJIMTH B YPUHATA, 3 OCTAHANATA YacT — B U3NPAKHEHHATA, [JIABHO B PE3YNTAT HA EKCKPELMS B
KIIHYKATA.

[lpu Muorokpaten npuem AUC Ha omenpa3zon ce ypennuasa. [ToBHLIABAHETO € A03033BHCHMO U BOH
A0 HeMMHEeWHA 3aBUCUMOCT no3a - AUC npu mHorokpares npreM. TasH 3aBHCHMOCT OT BPEMETO U
A034Ta C€ AbJ/DKK Ha MOHKXKABaHe HA METaDONHU3IMA TIPU MTBPRBOTO NPEMUHABAHE U CUCTEMHUSA
KNUPBHC, NPHUHMHEHH BepOaTHO OT nuxudupareTo Ha CYP2C 19 ot omenpazon w/unn metabGonuture
My (Hafp. OT ¢yndon). He € ycTaHOBEHO HIKOH OT MeTabONNTUTE Aa OKA3Bd BIHAHUE BLDPXY
CTOMALUHATA KUCENUHHA CeKpeLs.

Cneyuainu nonyiayut

Hapyuena wepuoopodna dpynryus

pu nauuenTr ¢ HapyuieHa YyepHoapedHa pyHKUKS MeTabONM3IMBT HA OMENPA30N € HAPYLUIEH, KOETO
BoaK A0 nosuasane Ha AUC. [lpn npuem seanbic THEBHO OMENMPR30N He NOKA3BA TEHICHLIMA KbM
KyMYyaupaHe.

Hapyuena Gvopeuna hyuryus
Ilpy nauuenTh ¢ HapylweHa 6uopeyHa dyHKUS GapMaKOKMHETHKATA Ha OMENDPA30J, BKIAKUYUTENHO
CHCTEMHATA OHOHANMUHOCT ¥ CKOPOCTTA HA ENMMHHKPAHE, OCTABAT HENPOMEHEHH.

Hayuenniu & cinaprecrka ev3pacm
Ipu naureHTH B cTapuecka Bu3pacT (75-79 roausn) ckopocTra Ha MeTabonnsmupa
NMEeKO HamaseHa.

5.3 [Hpeaxkannuuyun JaHuy 33 6e30MACHOCT

Hukaodhenax




Hama fipe IIIHHWYHA ZaHHK, KOUTO Ja €A OT 3HaUeHHe 3a hexapd, KOUTO a Ca B AOMbAHEHHE KbM
BEYE BKJKOUEHOTO B ApyrH To4ku Ha KXTI.

Omenpason

[Ipy npoyuBanna HA NPUEM HA OMETPA30] NPE3 UENHA XKHUBOT Ha INTBLXOBE ca HadN01aBaHu
xunepnnazun Ha ECL ctomalny KIeTKY M pa3BUTHE HA KAPUMHOMAHYU TYMOPH. Tes# npoMeHH ca
pe3ynTar OT NPOALLKNTEIHATA XUITEPraCTPUHEMUA B PE3YITAT HAa HHXHMOUPAHETO HA KMCENMHHATA
cekpeuns. CX0AHH PE3YATATH Ca NOJIyYEHH U ciell NPUNoxeHye Ha H2-peuentopun auTaroHKCTH,

HHXHOUTOPH Ha NPOTOHHATA OMNA ¥ YacTHYHA (yHAeKkTOMUA. CleaoBATETHO TE3H NPOMEHH He ¢a
pe3ynTaT 0T AMPEKTEH e)eKT, OKA3BaH OT KOATO U jia € OTACNHA aKTHBHA ChCTABKA.

6. PAPMAHEBTUYHM TAHHU
6.1 CuHcbk HA NOMOIIHETE BeIIeCTBA

CrabprkaHue HA KaNCyJsIuTe:

MAKPOKPRCTAIHA LEeNYN03a

nosuaoH K- 25

CHAULIHEB IUOKCHI, KOonaeH de3soneH

CBNOJIMMEP HA METAKPUIOBA KHCENWHa-eTruakpunart (1:1), Tun A, HeyTpasusupa ¢ (6 mol %)
HATPHUEB XUIPOKCHI

MPONUNEHIHKO/]

AMOHHWEB METAKpWiar, CLNoauMep THI A

aMOHKHeB METaKpURaT, ¢pnoJuMep THN b

MaHUTON

Marye3nes KapboHar, TeHbK

xuapokeunponunuenynosa (75-150 mPas / 5 % pazreop)

HATPYES Naypuicyspar

XHnpomenosa (bmPas)

CHAOJIMMED Ha METAKPWIOBA KUCeArHa ~ eTdaaxkpunar (1:1), 30 % ancnepeus (Cyxo BewlecTso)
rnosncopbar 80

TPUETHIIOB LUTpaT

TAJIK

OO6BMBKA Ha Kafncy/dre:
tiTanoe auokena (E 171)
eJiezeH okeu, uepsen (B 172)
KeneseH okeua, kuiat (E 172)
YKEeNaTHH

6.2 HecnBMecTUMOCTH
Henpuaomxumo.

6.3 Cpox na roasoct

HDPE 6ytunka: 4 ronsnn
Baucrep: 4 roanuu

Cpox Ba roanocT cj1el NbPBOTO OTBAPSHE
HDPE oyrunka: 1 mMecen

6.4 CpoeunalHu yc.10BUA HA ChbXPAHEHHE

HDPE 6ymunxa/bnuctep: Ha ne ce chxpangsa Hag 30°C.




HDPE 6yrunka: Cbxpanasaite ONaKoBKaTa MIbTHO 3aTBOPEHA, 32 13 CE NPEANA3N OT Bnara,

6.5 Buauv chabpKaAMAe HA ONAKOBKATA

byTunka o1 mosveTuiies ¢ Bucoka mrstHocT (HDPE), ¢ nosnnponuieHoBa Kanayuka Ha BHHT CbC
331 MTA CPEILLY OTBapsiHe, C BrpajcH CyunTel.

Opurvnandyg onakosku o1 30 TBLPAK KanCyay ¢ U3MEHEHO 0CBOOMKIaBaHE.

oPA-anymuuuii-PVC / anymunues dancrep
OpurvHanay onakosku ot [0, 20, 30, 50, 60, 100 Tebpau Kancyiin ¢ H3IMEHEHO OCBODOXKAaBAHE.

He BCHuKM BU0BE onakoBky MoraTt aa ObJar nycHati B rnpoaaxba.
6.6 Cneunaaun npeanauy MEPKH NPH UIXBLPJRHE

Hama crneupanyy H3IUCKBAHUSA.

7.  HNPHTEXATEJ HA PASPEIHIEHUETO 3A YIHOTPEBA

Bausch Health Ireland Limited
3013 Lake Drive

Citywest Business Campus
Dublin 24, D24PPT3
Mpnanaus

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEEBA
Per. No: 20140294

9.  JATA HA IIbPBO PABPEINABAHE/MOMHOBABAHE HA PASPEITEHUETO 3A
YHOTPERA

Jata Ha mupeo paspetuasade: 02.10.2014
Jlata Ha nocneano nonnosaeaue: 07.08.2019

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA 04/2023




