KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA

1. UME HA JIEAPCTBEHMUA ITPOAYKT

denranonop 100 mukporpama cyOMHrBaIHA TabJIETKH

Fentadolor 100 micrograms sublingual tablets

2. KOJIMYECTBEH U KAYECTBEH CbCTAB

Bcska cybnunreaina tabjieTka chabpiKa:
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100 mukporpama peHranun (fentanyl) (KkaTo LHTpPAT)

3a MbJIHUS CITUCHK Ha MOMOIIHUTE BEILIECTBA BHXKTE TOoYka 6.1.

3. JIEKAPCTBEHA ®OPMA
CyG6nuHreanHa tabnerka

100 Mukporpama cyonmMHrBasiHa tabnerka e 6s1a, kpbria Tabjierka, ¢ pasmep 6 mm

4. KJ/IMHHWUYHU JAHHH

4.1 TepaneBTHYHH NOKA3ZAHHSA

OgnajasBade Ha npoOuBHA 00JKa NMPU Bb3PAaCTHHU NALMEHTH HA ONTMOM/IHA Teparnus 3a XpOHUYHA
pakoBa 6oska. [Ipo6uBHaTa 6ojika € KpaTKOTpaiHO 00OCTPsIHE HA HHA4Y€ KOHTPOJIMpaHa (OHOBA
XpOHUYHA OOJIKa.

4.2 Jlo3MpoOBKAa H HAYHH HA NPHJIOKEHHE

denTanonop TpsadBa na Obe npuaarad caMo Npy NalMeHTH, 32 KOUTO Ce CYMUTA, 4Ye UMaT MOHOCHMOCT
KbM OMHUOMIHOTO JIeYEHHE 3a NMPOAb/DKUTENIHA pakoBa 0Oosika. Moxe [1a ce cuMTa, Y€ MalMeHTHTE
MMaT MOHOCHMOCT KbM OITMOM/IM, aKO nprueMat Ha-Mayiko 60 mg MopdHH nepopaiHO JHEBHO, HaH-
MaJIKO 25 MMKporpamMa TpaHcaepmasieH heHTaHW1 Ha Yac, Hai-Maiiko 30 mg OKCHKOJIOH JHEBHO, HaM-
Manko 8 mg xuapoMophHH NEpPOpaHO JHEBHO WIIM €JHaKBO 00€300.1s1Balla 103a OT ApYT ONHOM/L B
NpoJIb/DKEHUE Ha CEAMHLIA HITH TO-IBJIrO,

HauyuH Ha NpUI0KEHHE

denTanonop cybnMHrBanHu TabaeTku TpaOBa Ja ce npuiiara AMPEKTHO MOJI €31Ka, B Hail-1b10okaTa
yact. ®enTanosop cyOaMHrBaiHu TabsieTky He TpsAOBa 11a ce MorIbILAT, a 1a Ce€ OCTaBAT J1a ce
pa3TBOPAT HAIBJIHO B CyO/IMHrBa/IHaTa KyXHHa, 6e3 1a ce abBuar wiM cMmyuar. [laumenture Tpsadsa na
ObaaT MOCHBETBAHM A HE A1aT WM MUAT HULLO A0 IbJIHOTO pa3TBapsiHE Ha CyO/IMHIBasiHaTa
TabJsieTKa.

[Ipu natMeHTH CbC CyXOTa B yCTaTa MOXKE J1a C€ M3M0J13Ba BO/1a 3a HAaB/IAXXHABAHE HA yCTHATA
JTAraByLIa Npeau npueMa Ha OeHTa1010p.

QUBH POBKA

Tumpupane na oozama
[lenra Ha TUTpUpaHe Ha A03aTa € [a ce Onpee/IH ONTHMAaTHaTa MoUIbp Kalla 103a




POAB/DKUTENHO JIeUeHHe Ha eNU3011Te Ha MpoOuBHa Ooska. Tasu onTtumaHa 1032 Ou ciensaio aa
OCHMI'YpH a/IeKkBaTHO 00e300151BaHe NpH NMPHEMJIMBO HUBO HA HEXKEJIAHHTE PEAKLIHH.

OnTuMasiHata ao3a @enranonop TpabBa ce onpenes Ype3 yBejadyaBailo TUHTpUpaHe, HHAWBHIYATHO
3a BCEKM nauueHT. BbB (hazara Ha TUTpUpaHe Ha [03aTa MOrar Ja ce M3Mo/a3BaT HAKOJIKO 103HPOBKH.
[TspBOHAuaTHATA W3MO3BaHa 103a DenTanonop Tps6sa na 6bae 100 MUKporpama, KaTo ¢€ NOBHILABA
NpH HEOOXOAUMOCT B PAMKUTE Ha HAJIMYHHTE KOHLIEHTPALIMHM HAa AKTUBHO BEILECTBO.

[TaumeHTHTE TpsAOBA 1a ce HAaOMOAABAT BHUMATEIHO 10 MOCTUIaHe Ha ONTHMaJIHa 1103a.

[IpeMHHaBaHETO OT APYTH (HEHTAHUII-ChAbPKALLK POLYKTH KbM (DEHTA0JIOP HE TpsiOBa J1a cTaBa B
choTHOWEHUe 1:1 mopaau paznuunuTe NpodHrar Ha abcopOLmMs. AKO MAMEHTUTE CMEHAT IpyT
heHTaHWI-ChABPXKALL IPOAYKT, € HEOOXOAMMO HOBO TUTPHpaHe Ha f03aTa Ha PEHTan010p.

[IpenopbuBa ce CIEAHHUAT 1030B PEXKHM NMPH TUTPHPAHETO, BHIIPEKH Y€ BbB BCHYKH CITy4aH JICKapsT
TpaGBa Jla B3eMe Mpe/BU/L KIIMHAYHATA HYJ)K/1a Ha MalMeHTa, Bb3pacTra My U ChITbTCTBALLMTE
3a00/19BaHUA.

Bcuuky naupeHTy TpA6Ba 1a 3aroyHar Tepanus ¢ efHa cyoiunraanta tabsnerka ot 100 Mukporpama.
AKO He ce MoJy4H aJeKBaTHO 00e300/1s1BaHe B paMKHTe Ha 15-30 MUHYTH C/ie/l MPUEMAHETO Ha €/1Ha
cy6nuHrBaIHa TabseTka, MoXe Ja ce MPUI0XKH JIOIbIHUTE/HA (BTOpa) CyOnMHIrBaHa TabseTKa oT
100 Mukporpama. AKO He ce MOJIy4H aJieKBaTHO 00e30oaBaHe B paMKuTe Ha 15-30 MUHYTH clie/L
NnpyMeMaHe Ha IbpBaTa /103a, TpsAGBa a ce OOMHUCIIM yBeIM4aBaHe Ha 7103aTa ChC Clie/BaliaTa Hajlu4iHa
TabneTHa opma ¢ MO-rosIMO KOJTMHECTBO HA aKTHBHOTO BEILECTBO MPH CJIEABALIMS €MU30/1 HA
npobuBHa Oonka (BHXKTE Urypara no-aoiy).

[ToBuIIIaBAHETO HA J03aTa TpAOBa a NMPOAB/KM Ha CTBHIIKH, JOKATO C€ NMOCTUIHE a[IEKBATHO
06e360J19BaHe C TIOHOCUMH HEXKeJIaHU peaklMu. KoJIM4ecTBOTO Ha aKTHBHOTO BELLECTBO IpH
NOMBbIHUTENHATA (BTOpa) cyOauHrBaiHa tabierka Tps6Bsa na ce yenmuasa ¢be 100 go 200
MHKpOrpama np 7034 ot 400 Mukporpama u no-pucoku. Tosa e nokaszaHo B cxemara no-aoiy. He
TpsiGBa J1a ce Mpuarar rnoseue OT jBe (2) TabaeTKH 3a eJIMH enu30/] Ha npoduBHa Oosika no Bpeme Ha
¢ha3zata Ha TUTPHUpPAHE.




[TPOIIEC HA TUTPUPAHE HA ®EHTAJIOJIOP

Hauaaua 103a
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H3nonseaiiTe Ta3M 1034 32
cJIeABAIIHTE ¢NH30H RA
npobnBHA H0/1Ka

l

He
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BiemeTe BTOpa Taberka
(Bx. Tabnuuara 3a onpeac/IfHE Ha
KOHLIEHTpaLMATa Ha BTopaTa TadjieTKa)

IIpn cieaBamud enA30N HA NpoOABHA

Goaka nnpBaTa Tabaerka Aa Obae cbe
CJIEABAMIATA NO-BHCOKA KOHICHTPAILHA

ek I —

KonuuecTBO HA aKTHBHOTO BEILECTBO
(MHKporpama) B ITbpBata cybauHraansa rabnerka
NpH enu301 Ha npobuBHa Dosnka

KonHuyecTBO Ha aKTHBHOTO BELLECTBO
(MHKporpama) B DOITBJIHUTENHATA (BTOpA)
cyOnuHrBanHa Tadnerka, Koaro ce pzeMa 15-30
MHHYTH CjieJl mbpBaTa TabaeTka, ako €
HeODXO0IUMO

100 100
200 100
300 100
400 200
600 200
800 -

AKO ce mocTurHe ajJieKBaTHO o0e300nABaHe npH [10-BUCOKA J03a, HO HEXEIAHUTE PEAKIIMH CE¢ CMATAT
3a HETIPUEMITMBH, MOXE Ja C€ MPHI0KU MEX/HHHA 033 (KaTo ce H3noJ3Ba CyOnMHrBaiHa TabeTka
ot 100 MuUKporpaMa, KOraTo ¢ YMECTHO).

ITo BpeMe Ha THTPHPAHETO NALHEHTHTE MOTAT Aa OBAAT HHCTPYKTUPAKH Aa npuiarat A03Upo
Tps6Ba Na ce npHeMaT €IHOBPEMEHHO MOBEYE OT YETHPH (4) TaOJCTKH.

EduxacHocTTa M Ge3onacHOCTTa Ha 1031 Hax 800 MuKporpaMa He ca OLEHEHH B
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NpOy4BaHMA ITPH NALIHECHTH.

3a ga ce cBeae A0 MMHHUMYM PHCKBT OT HEXKEIaHU peaKLMH, CBbpP3aHH C OMTHOMAHMTE M 33 J1a Ce
onpenesy NoaxXoAALATa A03a, € 3aABJLDKMTENHO B [IPOLECa HA THTPUpPaHe NalMeHTHTE 1a ce
HaOI0KaBaT BHUMATEIHO OT MEAHLIMHCKH CIICHMATHCTH.

ITo BpeMe Ha TUTPUPAHETO NMALMEHTHTE TPsOBa Ja H34aKaT Hal-MaJIKo 2 Yaca NpeAu 1a JIEKyBatT ApyT
enu3oj Ha npodbusHa 6onka ¢ DeHTanonop.

ITodowporcaya mepanus

Cnen KaTo ¢e YCTaHOBH MOAXOOALLATA 1033, KOATO MOXKE [1a € NOBEYE OT €AHa tablieTka, MauHeHTHTE
TpAOBa Aa MPOOB/KAT a NpUEeMAaT TasH 1032 U TpaOBa Aa orpaHM4aT NpyeMa 10 MakKCUMAaJIHO YETHPH
no3n PeHTagoNop Ha JeH.

[To Bpeme Ha MOAIBPXKAIIMA IEPHOA NALIKEHTUTE TPAOBa 18 H34aKaT HaH-MaJIKo 2 Haca Npeay Aa
JNIeKyBaT ApYT enu304 Ha npobusHa onka ¢ PeHTanonop.

IToemopno adanmupane na oozama

Axo noenusBaHeTo {00e300ngBaHe WM HeXENAHH peaki[Mi) IpK THTpUpaHara A03a QeHranonop ce
MPOMEHH 3HAMUTENTHO, MOXKe 1a € HeoOX0/IMMO ajanTUpaHe Ha 103aTa, 3a la ce rapaHTHpa
NoAABPKaHETO Ha ONTUMAJIHA J034a.

AKO NanMeHTHT MMA NOBeYe OT YETHPH enu3oaa Ha npoduBHa O0/IKa Ha [ieH 3a NEPHOA MOBEUE OT
YeTHPH NOCIEAOBATEIHHN OHH, TOraBa TpAOBa Ja Ce HampaBH NPEOLICHKa Ha 103aTa Ha ONHOH/AA ¢
ABArOTpaiiHo AefCTBHE, H3TION3BAH 3a NPOABL/DKHTENHA O0Ka. AKO C€ CMEHH OTTMOHABT C
BJArOTPaiiHoO AEHCTBHE WK J03aTa Ha OMHOMAA ¢ ABJIrOTPaiHoO AcicTRME, TPADBA 1a Ce HAMpaBH
npeoLieHKa Ha Jo3ara DPeHTafonop U Aa ce HalpaBH MOBTOPHO THTPHpAHE, Thil KaTo € HeobXoauMo fia
CE rapaHTHpa, Y€ MNalMeHTHbT € Ha ONTHMAJTHA J1034.

3aABJDKHTENHO € BCAKO MOBTOPHO THTPHPaHe HA J03aTa Ha BCEKH aHa/IFeTHK Ja ce HabmoaaBsa oT
MEIHULIHHCKH CTICLIMATHCT.

[1py nunica Ha afeKkBaTeH KOHTpoJ Ha GonkaTa TpAaORa a ce B3eMe NMpeJBU BE3MOXHOCTTA 32
XUTEpaare3us, TONEPAHC U MPOrpecHs Ha NojulexauoTo 3abonasane (BX. Touka 4.4).

IIpooviicumennocm u yeau Ha aevenuemo

[Npeau 3anoueane Ha neuenue ¢ GeHragonop, Tpabpa Na ce chriacysa cTpaTerys 3a J€4CHHE 3ae/IHO ©
MAaLKEHTA, BKIIOYBAILA MPOAB/DKHTENHOCT U LISJIM Ha JICYCHHETO, KAKTO H TUIAH 34 Kpad Ha JICYEHHETO,
B CHOTBETCTBHE C HACOKHMTE 3a yrpasiieHHe Ha 6onkaTa. [Io BpeMe Ha neueHHeTo TpaOBa 1a HMa YECTH
KOHTAaKTH MEXIyY JIeKapa M MALMEHTa, 3a a ce NPeLIeHN HeOOXO0AMMOCTTa OT NMPOAB/KABaHE Ha
NEYEHUETO, Ja ce OOMHCIIH NpeKpaTABaHE Ha JICYCHHETO H 1a C€ KOPUTHpaT JO3HUTE, aKO €
HeoOxoauMo. [Ipu nunca Ha aziekBaTeH KOHTpoa Ha Ooinkara TpaOBa Ja ce MMa NPeaBHA
Bb3MOJKHOCTTA 34 XHIIEPAJIre3Ks, TOJIEPaHC U NMPOrpecHa Ha OCHOBHOTO 3abossiBaHe (BXkK. Touka 4.4).
DdenTagonop He TpAGBa Aa ce U3MOA3BA 3a MO-ABITO BPEME OT HEOOXOAHMOTO.

IIpexpamneane na mepanuama

Jleuenuero ¢ Denragonop TpAOBa Aa ce npekpaTH HezabaBHO, aKo MALIHEHTHT BEYE HE MOIy4aBa
enu301H Ha npo6uBHa Gonka. Jleuenneto Ha nepcucTHpalnara gorosa 6onka Tpabea na o6vae
NPOABJDKEHO, KAKTO € IPEANUCaHo.

AKO ce Hanara NpeKkpaTABaHe Ha BCAKAKBA ONMUOMIHA TepalHs, NaLKMeHTLT TpAGBa fAa ce mpocieau
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beszonacHOCTTa H ¢UKACHOCTTA.

Cmapuecka gb3pacm
KbM THTpHpaHeTO Ha no3ara TpAOBa Ja ce NoAX0KAA ¢ 0c00€HO BHUIMaHHe H MALHEHTHTE Aa Ce

HabMOAaBaT BHUMATEHO 3a NMPH3HALK Ha TOKCHYHOCT Ha peHTaHun (BXK. Touka 4.4).

Bvbpeuno u uepHoopobro yepesicoane

[MauneHtuTe ¢ AuchHyHKUMS Ha 6u0peurTe WK yepHus Apob Tpabea na ce HabMOAaBaT BHUMATEHO
33 IPU3HALM Ha TOKCMYHOCT Ha ()eHTaHMII 0 BpeMe Ha ¢asara Ha TUTpUpaHe HAa PeHTanonop (BXK.
TOUKA 4.4).

4.3 IIporHBONOKAa3aHHA

CBPBXUYBCTBHTENTHOCT KBM aKTHBHOTO BELLECTBO HIIH KbM HAKOE OT [IOMOUIHHTE BEILECTBA,
u36poeHHn B TOUKA 6.1.

[MauuenTy 6e3 NoAIbpXKala ONMHOUAHA TEpaMus, ThbH KaTO HMa MOBHILEH PUCK OT pecriMpaTopHa
NENpecUs.

Texka pecniUpaTopHa AETpecHs WK TEXKH 00CTPYKTHBHH Oes1oapobHu 3a00s1BaHu.
[TammeHTH, NeKyBaHH ¢ JIEKApCTBEHH NPOAYKTH, ChABPXKAIIHM HATPUEB OKCHOAT,

JleyeHHe Ha ocTpa Gojika, KOATO He € MpoOHBHA OoJIKa.
4,4 CuoennajHH OPEeAyNpexIeHAN H CHENHAJTHE NPeANAIHH MEPKH PR ynoTpeda

[Topaau pHUCKOBETE, BKIKOUHTENHO daTancH H3X0/, CBhpP3aHU ChC CTyHaHHA €KCRO3ULMA, HENPAaBWIHA
ynotpeba H 3n10ynorpeda, nallHeHTHTE U JIMLIATa, KOMTO Ce TPUKAT 3a TAX, TpabBa Aa ObJar
[MOCHBECTBAHH Ja chxpaHasaT DeHranonop Ha D€30MacHO H CHIYPHO MACTO, HEAOCTBITHO 34 JIPYTH,
ocoOpeHo feua.

[Topaay NOTEHLMANTHO CEPHO3HHTE HEXEAHH PEAKIIMH, KOWTO MOraT a Bb3HHKHAT, KOraTo ce
[Iprjiara oruoHIHA Tepanus kaTo (PeHTa0/10p, NalMEHTHTE H XOpaTa, KOUTO Ce IPHKaT 3a TAX,
TpaGBa Aa 6BAAT HAITEITHO OCBEAOMEHH KOJIKO € BaXKHO (DEeHTaaonop Aa ce pueMa NpaBHIHO H KaKBH
NefcTBHA f1a NNPEANPHEMAT, aKO C€ MOABAT CUMIITOMH Ha NMpeao3HpaHe.

[Ipeau 3anouBaxe Ha Tepanus ¢ PEHTAROIOP € BAXKHO Ja ¢e CTabWIM3Mpa IeYeHHETO Ha NaLMeHTa ¢
ONHOKJ ¢ ABITOTPaiHO AeHCTBHE 32 KOHTPOIHPaHE Ha HETOBAaTa NPOIBL/LKHTENHA OOKa.

TonepaHc_H pa3cTpONCTBO, CBBLP3aHO ¢ ynoTpefara Ha ONHOUAH (310yroTpeba U 3aBHCHMOCT)
TonepaHc 4 pH3MUecKa WK NCUXUYECKA 3aBUCHMOCT MOXKE 1a ¢¢ pa3sBue NMpU MHOTOKpaTHO
NpWiaraHe Ha OMMOMIH KaTo (eHTaHHUI.

MHuorokpartHata ynorpeda Ha deHTanonop Moxe Aa J0BeAe A0 pa3CTPOHCTBa, CBbP3aHH C
ynorpebara na onmouaH (Opioid Use Disorder, OUD). Ilo-BHcoka no3a 1 no-npogb/DKUTENTHA
ynotpe6a Ha JieueHHe ¢ OIIHOKAN MOKe Ja MOBHUIK PHCKa oT pa3suTue Ha QUD. 3noynotpebara niu
yMHMHELIEHATa 310ynoTpeba ¢ MDeHTanonop Moxe Ja AoBee A0 NPeJO3HPaHe HW/HUIH CMBPT. PHCKBT OT
paseuTHe Ha OUD ce noBHiaBa Npy NAUMEHTH € JIMYHA WIH PaMITHA aHaAMHe3a (POAUTENTH HIH
6paTa ¥ CeCTPH) 3a HapyLIeHHs, CBbP3aHH ¢ ynoTpeba Ha BelleCTRa (BKIIIOUHTE/IHO pasCTPOHCTBO,

JTMYHOCTTA).




[Tpeau 3anouBaHe U MO BpeMe Ha JIEYEHUETO ¢ PEHTAN0M0D, LIEJIUTE Ha ICYCHHETO H IU1aHa 32
ApeKkpaTaBaHe TpsO8a Na ObAaT CHIMIACYBAHH C NalMeHTa (BX. Touka 4.2). Ilpenw u no BpeMe Ha
JledeHHETO NaLMEHTHLT TpAGBa Aa 6bae HHGOPMHUpPaH M 32 PUCKOBeTE U npusHauuTe Ha OUD,
[Maumenrute TpaOBa Aa 6bAAT NOCHBETBAHH 4a CE€ CBBPXKAT ChC CBOA JIEKAP, aKO TE3H NPU3HALM Ce
MOABAT.

[TaueHTHTE LLIE C€ HYKAAAT OT NpOCIEAABaHe 3a NPH3HALIM Ha TOBEACHHE, CBBP3aHO C HACOUYCHO
THPCEHE HA JIEKAPCTBOTO (Hanp. TBbPAE PaHHH HCKaHMs 33 MOBTOpHA A03a). TOBa BKIKOYBA NMPETJIE/
Ha CBITHTCTBAILO JIEYCHUE HA ONMUOUAH C NICUXOAKTHBHH JICKapCTBa (KaTo 6€H30AMa3€eNMHH). 3a
naLMeHTH ¢ Ipu3Hauu ¥ cuMnromu Ha OUD TpabBa aa ce 0OOMHCIIH KOHCYTALMA ChC CIELMANHKCT MO
HapKOMAHUH.

PecnuparopHa nenpecus

KakTo npy BCHUKHM ONMHOMAH, KMa PHCK OT KIIHHHYHO 3HAYMMO MOTHCKAHE HA AULIAHETO, CRBP3aHO C
yrorpebara Ha Oenranonop. Heobxoaumo e ocobeHo BHUMAaHHE, KOraTo ¢€ TUTPHMpPA 1103aTa Ha
deHTanoNop NpM NALMEHTH ¢ XPOHHYHA 00cTpyKTHBHA 6enoapobna Gonect uau npyru GonecTHu
CBCTOAHMSA, MPEAPA3NONArallH M'd KbM MOTHCKAHE HA JUITaHeTO (HAMp. MHACTEHWA PABUC), MOPAH
PHCK OT MO-HATATHIIHO MOTHCKAHE HA AMINAHETO, KOETO MOXKE [1a J0BEAE 10 AUXaTesHa
HEAOCTATBYHOCT.

[ToBHLIEHO BETPEHECPENHO HAIRTAHE

denragonop TpaOBa Aa ce Npuiara ¢ M3KIMOYUTETHO BHUMAHHE NPH NallHeHTH, KOUTO MoraT 4a OBAAT
0cO6EHO YYBCTBHTEIHH KbM HHTPaKpaHHATHUTE e(PEKTH Ha XUNEPKANHUA, KATO HanpUMep NpH
NalMEHTH ¢ JaHHH 34 IOBUILIEHO HHTPaKpaHHUANHO HaNAraHe, HapylleHo Cb3HaHHe, KOMa WX
MO3bYHH TYMOPH. Ynorpebara Ha ONMOKAH MOXE Ja 3aMBIIH KIHHHYHATA KaPTHHA MPY AlMeHTH C
TpaBMH Ha riaBara. B TakbB cityuaii Tpa6Ba fa ce M3MON3BAT ONHOHUIH, CAMO aKO € a0COMIOTHO

HJIQXKHUTEITHO,

Xunepanreius

KaxTo u npu Apyry ONHOKIH, B CTy4ai Ha HeJlocTaTkYeH KOHTPO/ Ha OonkarTa B OTTOBOp Ha
MOBHILEHA 1032 HEHTAHHA CyONUHrBATHH TabeTKH, TPAOBa [a ce B3eMe NpeBH/ Bb3MOXCHOCTTA 3
HHAYLMpaHa OT ONHOMIAH Xunepanresua. Moxe aa Obae mokazaHo MOHIKABaHE HA A03aTa (peHTaHW
WU NMPEKPATABAHE HA JICYEHUETO ¢ PEHTAHW, WIH KOPUIHpaHe Ha JIEYCHHETO.

CoupaeyHo 3abongasaHe
denTaHW MOXE Aa NMpean3BHKa Opanukapaus. PeHranun TpaOBa na ce H3No/3Ba ¢ MOBHIICHO
BHUMaHUE TIPH TIALMEeHTH ¢ OpaaHapUTMHM B MHUHAJIOTO HJIH NIPH MaUHEHTH C BE€YE ChLUECTBYBAIIH

OpaaHapHTMHA.

ITaljMeHTH B cTApYECcKa Bh3PACT, KAXCKTHYHA WIM HEMOIIHA NOMYIAalns
JTaHHUTE OT U3NMTBAHHA C HHTPABEHO3HO MPHIOKEHHE HA (PEHTAHMIT MMOKA3BAT, Y€ MPH Bb3PaCTHUTE

MalMeRTH KIHPBLHCHT MOXKE [a € HaMaJIeH K J1a UMa M0-IbABE NIOTY)XUBOT H T€3H NALMEHTH Aa ca Mo-
4YBCTBHTEIHH KbM 8KTHBHOTO BELLECTBO, OTKOJIKOTO NMo-MAaavTe. Bs3pacTHUTE MaLMEHTH,
OTC/IaOHAIMTE WIH HEMOILHH NMalMeHTH TpAbsa aa ce HabnoaasaT BHUMATEIHO 3a MPHU3HALM Ha
TOKCHYHOCT Ha (PeHTAHH/ H [103aTa Ja ce HaMaJlH, aKo € HeoOXoaHMo.

Hapyiuenyue Ha yepHonpobHara unu 6s6peuHata GyHkIMA
denragonop TpaGBa Aa ce NpHIara ¢ BHUMaHHe IIPH NALMEHTH C YepHOApoOHa WK 0B0peuHa

nucdyHKIMS, 0coDeHO Mo BpeMe Ha ¢a3ata Ha THTpUpaHe. YnoTpebara Ha CyOJMHIBATHH TaOJIETKH
NpPU MALIMEHTH ¢ YepHOAPOOHO Wik OBOpeuHo yBpexKaaHe MOXKE Aa YBenH4H OHOHATHYHOCTTA Ha
$EeHTaHKT ¥ J1a HAMATH CHCTEMHHA My KIIMPBHC, KOETO O4 MOTJIO Ia I0BEAE AO HATPYIBaHe U
MOBHMILEHH H YIBJDKEHH OIMMOHIHM €(eKTH.

XUnosojeMus H XHIOTOHUSA
TpaGpa na ce BHUMAaBa MPH JICYEHUE HA NALKEHTH C XHIOBOJIEMUA H XUIIOTOHMS.




Ynorpeba npy NalMeHTH ¢ paHH B YCTaTa HIH MYKO3HTH

He ca nposeKaaHy B3NUTBaHHA Ha (peHTaHWI CYyOIHHrBanHM TabNeTKH NpH NAUMEeHTH C PaHH B
yCTaTa WIH MYKO3UT. [IpH TakHBa NalMeHTH MOXKE Aa ChIIECTBYBA PHCK OT NOBUIIIEHa CHCTEMHA
EKCMO3MIMA Ha JIEKAPCTBOTO H 34TOBA C€ MNPenopbyBa ACMBIHUTETHO BHHMAHHE NIPY THTPHPAHETO Ha

AO03aTa.

OTHeMaHe

He Tps6ra 1a HMa 3abeneuMy peakiK MPH NPEYCTaHOBABAHE HA NTEUEHHETO ¢ QCHTAHM
CyONHHrBaNHM TabneTkH, HO Bb3MOXKHHTE CHMITTOMH Ha OTHEMaHE Ca TPEBOXKHOCT, TPEMOp,
M3TIOTABAHE, OJ€AHOCT, raJICHE U MIOBPBLUAHE,

JluxaTeIHH HADYILICHHA [0 BPEME Ha ChH
OnuouauTe MOKE [a NPHUMHAT CBBP3aHH ChC ChHA HAPYLICHHs HA JHIIAHETO, BKIIOYHTEHO

LieHTpaTHa ¢bHHa anHes (LICA) u xunokceMus Mo BpeMe Ha ChH. Ynorpe0baTa Ha onHOUAHN yBend4ana
pucka ot LICA no nozozaBucum Hauus. ITpu naument ¢ LHICA obmucnere Hamansasare Ha obiara
1032 OITHOHIH.

CepOTOHMHOB CHHAPOM

[IpenopbuBa ¢ MOBUILIEHO BHUMaHUe, Korato ¢heHTaHm1 CyOMHrBaHK TableTky ce npuara
e IHOBPEMEHHO C JICKAPCTBEHM NMPOAYKTH, KOUTO MOBJIUABAT CEPOTOHUHEPrUYHHUTE
HEBPOTPAHCMHUTEPHU CHCTEMM.

Pa3BHTHETO Ha MOTEHLUHANCH XXKHBOTO3aCcTpalllaBalll CEpOTOHHHOB CHHIAPOM, MOXKE J1a C€ NMOSBH MpH
eIHOBpEMEHHATa ynoTpeba Ha CEpOTOHMHEPTHYHH JIEKAPCTBEHH MTPOAYKTH KATO CeNIEKTHBHY
HHXHOMTOpH Ha 00paTHOTO 3axBamane Ha cepoToHHH (SSRIS) u HHXHOGHTOPH HA OOPATHOTO
saxpamane Ha cepotoHuH (SNRIS), ¢ JiekapCTBEHH MPOAYKTH, KOMTO HapyluaBaT MeTabon13mMa Ha
CepPOTOHMHA { BKIHOYMTENIHO MHXUOHUTOPH Ha MOHO-aMHHO-0KcHaasa [MAQO-umxuburopn}). Tosa
MOJKE [1a CTaHe IPH NPUIoKEeHHEe Ha IIPEnoppyYMUTeHaTa 1034,

CepoTOHHHOB CHHAPOM MOXKE Ja BKTIOYBA [IPOMEHH B ICUXMYHOTO CHCTOSHME (Hanp. BE30yaa,
XaJIIOLMHALIAM, KOMAa), BETETATHBHA HECTAOWIHOCT (Hamnp. TaxuKapAud, HeCTaOWIHO KPbBHO HAJIATAHE,
XHIepTepMHs ), HEBPOMYCKYJTHH HapyLlIeHHs (Hanp. XUneppedaeKCcHs, HapylLiieHa KOOpAHHALMS,
PHrHAHOCT), W/WiIK FaCTPOMHTECTHHAIHY CUMITTOMH (HATp. rajieHe, MOBPLLUAHE, AHapuUs ).

[Ipu cbMHEHHE 3@ CEPOTOHHHOB CHHAPOM JedeHHeTo ¢ MenTanonop Tpadsa na Oble NpeyCTaHOBEHO.

PHCK 0T eJHOBpeMeHHa ynoTpeba Ha ceJaTHBHHM JIEKAPCTBEHY NPOTYKTH KaTo OE€H30AHA3ETIHHMI UITH
CPOIOHM IEKAPCTBEHH NMPONYKTH

ExnHoBpeMeHHata ynorpeba Ha MeHTafonop U CeAaTHBHH JICKapCTBCHH NMPOIYKTH KaTo
OeH30qua3eNMHH WITH CPOAHH JIEKAPCTBEHH MPOIYKTH MOX€E Ja A0Bee A0 CeJaliui, pecriipaTopHa
nenpecys, koMa U cMbpT. [lopanu Te3n puckose, eTHOBPEMEHHOTO MNPEANHCBaHE C TAKUBA CEAATHBHU
JICKAPCTBEHH NMPONYKTH TPAOBa Aa ce 3aMasy 3a MallMeHTH, 38 KOWTO He Ca Bb3MOXKHH AIITCPHATHBHM
BBE3IMOIKHOCTH 34 JICYEeHHE. AKO ce B3eMe pellieHUe Aa ¢ npeanuiue OeHTagonop eXTHOBPEMEHHO ChC
ceJJaTUBHHU JIEKAPCTBEHH NPOAYKTH, TpaOBa Ja ce H3non3Ba Hal-HUCKaTa €PEKTHBHA 1034 U
NpOABLLKMTENHOCTTA Ha IeueHHeTo TpadBa na Obae Bb3MOKHO HaH-KpaTKa.

[TaneHTHTE TPAOBA Oa OBAAT BHUMATENHO MPOCIEAABAHH 3a MIPH3HALIM H CHMITTOMH Ha
pecnMpaTopHa AernpecHs ¥ cefauusa. BbB Bpb3ka ¢ TOBa, HACTOATENIHO Ce NpENnopb4Ba Aa ¢
HHGOPMHPAT MALMEHTHTE H XOpaTa, KOWTO Ce IPHXKAT 3a THX, 33 1a OBJ1aT 3a03HATH C TE3H
CHMIITOMM {BX. TOUKa 4.5).

DeHTaa0a0p CHABPXKA HATPHH
To3n neKkapcTBeH MNMPOAYKT ChABPXKa no-manko or 1 mmol narpui (23 mg) H
TabeTKa, T.€. MOXKE JIa CE KaXKe, Y€ Ha MPaKTHKa He ChAbpiKa HATPHIA.




4.5 BsaumoaeficTBHE ¢ APYrH JIEKAPCTBEHH NPOAYKTH H Apyrd GopMH HA B3aAHMO/eHCTBHE

CuObTCTBALIATA YrioTpeba Ha JIEKAPCTBEHH MPOLYKTH, ChABPKAIUH HATPUEB OKCHOAT B (eHTaHHI, ¢
NPOTHBONOKA3aHO (BXK. Touka 4.3). JleueHHeTo ¢ HATPHEB okcHOaT TpadBa na ce npeycraHoBH npeay
3aMouBaHe Ha JIEYEHHETO ¢ PeHTanoNnop.

Menrannn ce metabonusupa upes CYP3A4. AKTHBHH BEIECTBA, KOWTO HHXHOHpAT aKTHBHOCTTA Ha
CYP3A4 kaTo MAKPONMAHM AHTHOHOTHUM (HAmp. €PUTPOMHLIMH), a30JIHH NPOTUBOIBOMYHHU CPEACTBA
(Hanp. KETOKOHA30/, MTPAKOHA30JT) WIH HAKOH NPOTEa3HH HHXUOUTOPH (HAND. PHTOHABHP) MOXeE /1A
yBeIM4aT OHOHATMYHOCTTA Ha HEHTAHHA KAaTO HAMAJIABAT CHCTEMHHUA KIHPBHC, NOTCHUHATHO
3aCHIBAMKH WM YIL/Dkapaiiku onnonanuTe edekrn. M3BecTHO €, ue COKBT OT rpefindpyT ChILO
uaxubupa CYP3A4. ENHOBpEMEHHOTO NMPUIOKEHHE CbC CPEICTBA, KOWTO HHAYLIMpPAT AKTHBHOCTTA HA
CYP3 A4, kato aHTUMHKOGaKTepHanHH (Hanp. pudamnuH, prdabyTHH), AHTHKOHBYJICAHTH (Hanp.
kap6amasenuH, GeHHTOouH U GeHobapouTan), GHIKOBHM NPOLYKTH (HaIp. KbIT KaHTapHOH, Hypericum
perforatum), Moxe Ja HaManmu eukacHocTTa Ha penraHiwl. Huaykropure Ha CYP3 A4 ynpaxkHasaT
eeKTa CH B 3aBHCHMOCT OT BPEMETO H MaKCHMAIHHAT UM e(eKT MOXKe Jla e NPOABY HaH-MaJIKO

2 ceIMHLIM cel BeBexaaneto. M obpaTtHoTo, pH npekparaBaHe Ha HHAyKuuAaTa Ha CYP3A4.
e(eKTHT MOKe Ja Hamaliee ciejl Hal-Manko 2 ceamuuy. [launeHTHTe, nomyvasailin (PeHTAHWI, KOMTO
CIIMpaT TepanuATa WK HaMaNdBaT 103aTa Ha uHAykTropu Ha CYP3A4, Morar Aa ca B NOBHLICH PHCK
OT MOBMILIEHA AKTHBHOCT WM TOKCHMYHOCT OT CTpaHa Ha (enranmwi. Cnenorare/Ho, PeHTaHW TpOBa
a ce MpWara ¢ NOBHIIEHO BHMMAHWE NMPH MAUMEHTH, B CITy4ad Ha €JTHOBPEMEHHO MPHJTOXKEHHE C
MHXUOUTOPH W/HIH HHAYKTOpH Ha CYP3 A4,

EnnoBpeMeHHaTa ynoTpeGa ¢ Apyr AeNpEecaHTH Ha LIEHTPpaTHaTa HepBHa CUCTEMA, KaTO HarnpuMep
JIpyrH IPOM3BOAHM Ha MOP(hMHA (aHANFETHLIM ¥ AHTHTYCHBH), OOIIH aHECTETHLM, rabaneHTHHOWH
(rabaneHTHH M nperabainH), nepudepHH MHOPETAKCAHTH, CCTATHBHH aHTHACTIPECAHTH, CEAaTHBHM
H1 aHTHXHCTaMUHK, GapOUTYpaTH, aHKCHOJMUTHLH (T.€. O€H30/IHa3eNTHHK), XUITHOTHYHH CPEACTBA,
AHTHICUXOTHYHH CPEACTBA, KIOHHIHH M CPOAHM BELleCTBa MOJKe 1a JOBEHAT [0 3aCH/ICHH e()eKTH Ha
notuckade Ha 1[HC, MoBH1LEH pUCK OT cefalms, peClUpaTopHa Aenpecus, XUIIOTOHHS, KOMa H CMBPT
nopaaM aautHeeH aenpecuseH edext pppxy LIHC. [losara v Npoab/DKHTENHOCTTA TIPH
CBHITBTCTBAILATA ynoTpeba TpaOBa Aa 6baaT orpaHHueHH (BX. ToUKA 4.4).

AKOXOTBT 3aCWIBA CEAaTHBHHA ¢eKT Ha aHAJITeTHUMTE, IPOM3BOAHK HA MOP(DHHA U 3aTOBA HE Ce
NpenopbYBa €AHOBPEMEHHO npuaarate ¢ MeHTanoop Ha ajIkOXOIHH HAMTUTKA WM JIEKapCTBEHH
NMPOAYKTH, ChAbPKALUM ANKOXO.

MDeHTanONOp HE ce NpenopbYBa 3a ynoTpeda NpH MalMEHTH, KOWTO Ca NPHEMalH
MOHOaMHUHOOKcHAa3HH (MAQ) MHXHOHTOPH B npeauecTBauluTe 14 QHH, ThH KaTo HMa CHOOWIECHHS 3
TEXKO U Henpeackazyemo noreHuuparne or MAO #HXMOMTOPH NpH ONHOKIHUTE aHAJINETHLIH.

He ce npenopb4Ba eHOBpeMeHHaTa yoTpeOa Ha NapLHMAaNHU ONIKOKIHH AarOHUCTH/AaHTarOHHCTH
(anp. 6ynpeHopduH, HanGyduH, neHTasouuH). Te UMAT BUCOK aQMHUTET KbM OMTHOHIHHTE
pELIENITOPH ¢ OTHOCHTETHO HUCKA MIPHCHINA AKTHBHOCT U MOPaaH TOBa YaCTHYHO aHTarOHU3UpaT
obesfonapaiums eexT Ha PEeHTaHIT U MOTaT 1a HHAYLHPAT CHHAPOM Ha OTHEMaHE MpH MNalHeHTH,
3aBUCHMH OT ONIHOHH.

CepOTOHHHEPrUMHH JIEKAPCTBEHH MPOAYKTH

EnxHOBpeMEHHOTO NPHIOKEHHE HA (PEHTaHHI CbC CEPOTOHMHEPTHYEH ACKaPCTBEH MPOAYKT KaTo
ceNeKTHBeH UHXUOHTOP Ha 00paTHOTO 3aXBallaHe Ha cepoToHHHA (SSRI) M HHXMOMTOP Ha
o6paTHOTO 3axBalllaHe Ha cepoTOHHH HopenuHedprH (SNRI) win UHXHOUTOP Ha MOHO-BMHHO-

NOTEHHHANHO XKHUBOTO3aCTpallaBalllO CbCTOAHHC.

4.6 DepruanTer, OpEMEHHOCT H KbpMeEHE




bpeMeHHOCT
Be3onacHocTTa Ha (heHTaHW! Npy OpeMeHHOCT He € ycTaHoBeHa. PeHTaHW TpabBa aa ce H3MoJI3Ba Mo
BpeMe Ha OpeMEHHOCT, CaMO aKo € KaTeropu4HO HeOOXO0AHM.

[TpoABDKUTEIHOTO JIeUeHHE N0 BpeMe Ha OPEeMEHHOCT MOXe N1a 10BeIe 10 CUMITTOMH Ha OTHEMaHE
MpU HOBOPOJAEHOTO JAETE.

denTannn He TpAGBA 1a ce H3MOMI3Ba N0 BpeMe Ha JOPOIOBUA NIEPUO/ H PAKIAHETO (BIUTIOUUTENHO C
LE3apOBO CEUEHHE), Thit KaTO TOM MHHABA Mpe3 IUTaleHTaTa i MOXe 1a MPHYKHH NMOTHCKAHE Ha
AHINAHETO NMpH ¢eTyca Wik HOBOPOACHOTO.

Kbnpmene

deHTannI NpeMHUHABa B KbpMaTa M MOKE 1 NIPE/IM3BHKA CEAAlMs Y peCrMpaTopHa JETpecHi NpH
kbpMaueTaTa. PeHTaHun He TpAGBa Aa ce MpwIara Npd KbpMavku M KbpMeHETO TpsAOBa a ce
BL3CTAHOBH HAl-MaJIKO 5 AHM cliel [OCASAHOTO NMPHUIOKEHHE Ha (PEeHTaHWIL.

OepTUIHTET
[IpoyuBaHHs MPH XHUBOTHH IOKA3BAT PENPOTYKTHBHA TOKCHUHOCT ¢ HapylUeH GepTHIMTET Npy
wisxose (BXK. Touka 5.3). [ToTeHUHATHUAT PHUCK 32 X0OpaTa € HEU3BECTEH.

4.7 EdexTr pupxy cnocofHOCTTA 32 Modupane H padora ¢ MAIIHEA

He ca nposexxaaHu npoy4BaHus ¢ peHTaHH CyOIHHIBaJIHM TaDJETKH 33 eeKTUTE BBPXY
criocoOHOCTTA 3a modupaHe U paboTa ¢ MalIMHH.

Brnpek# ToBa, OMTMOMAHMTE aHANTETHLM YBPEXKIAT NCHXHYECKATa WK (PHU3MYECKaTa CIOCOOHOCT,
Heo6X0arMa 3a H3TBEITHEHHETO Ha NOTEHLIMATHO ONAacHH JEHHOCTH KaTo Wodrpane Had pabora ¢
mamuHH. [TauuerTHre Tpabea Aa 6bAAT CHBETBAHH Ja HE OGHPAT WM pabOTAT ¢ MAILIMHH, aKO
M3MWTBAT 3aMassHOCT WIH CBHJIMBOCT, 3aMBITIEHO WK JBOHHO BIDKAAHE, TOKATO NMPUEMAT
GenTanonop.

4.8 HexelaHn JeKapcTBEHH PeaknHH

TunHuHKTE HEXKETAHH JIEKAPCTBEHH peaKLHK NIPK ONUOKANTE TPAOBa 1a ce O4aKBar Mpu
deHTafONOp; MMa TEHACHLMA T€ 1a HAMAIABAT N0 HHTEH3UTET [IPH MPOIL/DKMTENHA ynoTpeba. Haii-
CEPHO3HMTE BH3MOXHH JICKAPCTBEHH PEAKLIMM, CBBP3aHH C ONHOMAMTE, Ca peCITHPaTOpHa NCTIpECHA
(KOATO MOXE /1 peAN3BUKA CIIHpaHe HA JHIIAHETO), XMITOTOHHA U ILIOK.

KiinauuHMTe Npoy4BaHus Ha GeHTaHwn cyOnuHreaniu TabaeTKH ca MpeAHa3HaYeHH Aa OLICHAT
Ge30macHOCTTa M e(PHKACHOCTTA MPH MaLMeHTH ¢ Npo6MBHA pakoBa 00JIKa; BCHUKH MALHEHTH ca
NPUEMANTH €HOBPEMEHHO ONTHONIH, KaTo MOP(HH ¢ YAB/DKEHO OCBOOOXKJaBaHe, OKCHKOMIOH C
yABDKEHO 0CBOOOXKAaBAHE HIIH TPAHCAEPMAaTHO NPHIOKEH QeHTaHWI, BbB Bpb3Ka C IEpCHCTHpalla
6onxa. ETO 3a10 € HEBB3MOXKHO C KATETOPHUYHOCT [a C€ pa3srpaHU4aT peaKLIMUTE CaMo MPH PEeHTAHMII
CcyONHHrBaJIHK TabJIETKH.

Hait-yecto HAOMOJABAHUTE HEXENAHH PeaKiy NpH GeHTaHwI cyOIUHTBaIHA TAOIEeTKH BKTIOYBAT
THIIAYHH HEKENAaHH PeaKkiMH Ha OMTHOMAMTE KaTo rajieHe, 3aMekK, CLHIHBOCT U rMaBodonue.

Tabnuuso 06o01IECHHE HA HEXETAHWTE peakuuy npy GeHTaHUI CYOTUHIBANHM TaONeTKH W/IIHN APYTH

JIEKAPCTBEHH NPOAYKTH, ChABbPKALIM PeHTaHWUN
CeAHMTE HEXKENIAHH JIEKAPCTBEHH PEaKLMH Ca ChOOILEHH NMpH heHTaHWT CYOIHHIBANHH Tab

H/AaA APYTH GEeHTAHAI-CHALPKAIH JIEKAPCTBEHH NPOAYKTH I10 BpEME HA KIIMHHYH
U TIOCTMApKEeTHHroB onuT. Te ca H36poeHH no-goJy crnopel CHCTEMO-OpraHeH Kiac y
yect 21/10; yectn 21/100 no <1/10; Heuectn 21/1 000 no <1/100; ¢ HenssecTHa Yec
HAJTMYHUTE JaHHH He Moxe 1a Obae HanpaseHa OLeHKa)). [1pH BCsako rpynupaHe B 3
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YECTOTATa, HEXKEJAHHUTE PEAKLIMKM Cce H3OpOoARAT B HU3XOAAL peA 110 OTHOHIEHHEe Ha CEPHO3HOCTTA.

HAPYIICHHS

CueTremo-opranen Hexenana peaxinHd N0 4€CcToTa
KJIAC
Mnoro yvectn |(YecrH HeuecTH C Hen3BeCTHA
21/10 >1/100 no <1/10 | 21/1 000 a0 <1/100 9€CTOTA (OT
HAJIHYIHHTE JaHHH
He MOXe na Onae
HANpaBeHA
OIEHKA)
Hapymenus 5a CBpBXYYBCTBUTETHOCT
HMYHHATA
CHCTEMA
Hapymenus Ha AHOpEKCHA
MEeTA00,/IH3MH B HamaneH anetur
XpaHeHeTo
Ilenxuynn Henpecus XanouHaHUuuA
HAPYIUE¢HHSA [lapaHos JlekapcTeeHa
CuCTOSHHE Ha 3aBUCUMOCT
00BpPKAHOCT (mpucTpactaBaHe)*
HezopueHTauus *
[IpoMeHU B JlekapcTBeHa
NCUXHYHOTO 3ioynorpeda
CBCTOAHUE Henup
TpeBoxHOCT
EydopnuHo
HacTpOeHHE
Hucdopus
EMouuoHana
nabKUnHOCT
Hapyiuena
KOHLICHTpalus
bescbHue
Hapymennd Ha 3aMagHOCT AMHe3ns Kousyncuu
HepBEATA ['nasobonue [Tapocmus [ToTHCHATO HUBO
CHCTEMA CoMHoneHTHOCT | Jlucrey3us Ha Cb3HAHHE
Tpemop 3aryba Ha
Jleraprus CB3HAHHE
XHIMOecTe3UA
Hapyumenus Ha ChHSA
HapyilieHus Ha 3aMbIJIEHO 3peHue
OYHTE
Crpaeunn Taxuxapaus
HapymeHHns bpaaukapaus
ConaoBn XHUNOTOHHA
HApYIIeHHY
Pecnapartopsn, JucnHes OpodapuHreanHa PecnimparopHa
rpoiHH H Honka neTpecus
MEIHACTHHAIHH CrtaraHe Ha repaoTo




BL3IHHKHAIH B
Pe3yJTaT HA
HETepBeRIHH

CHcTemo-opraneH Hexenana peaknns N0 4eCTOTA
KJIAC
MuBoro secty | Uecrn HeuecTH C Hen3BecTHA
>1/10 21/100 xo <1/10 | 21/1 000 a0 <1/100 “eCcToTAa (0T
HAJIHYHHETE JAHHH
He MOXe 1a Obae
HANPABEHA
OLIEHKA)
Cromanino- I"'apene CtomaTur A3Ba B ycTara [TogyT e3uk
JpeBHH [ToBpbLIaHE SI3Ba Ha BEHLMTE Huapus
HApYIIeHHS 3amnexK S3Ba Ha YCTHHTE
Cyxora B ycrata | HapyieHo usnpaspaHe
Ha CTOMAaxa
bosnka B Kopema
Iincnencud
HuckoM@opT B
CTOMaxa
HapyuieHne Ha e3nka
A¢To3eH cTOMaTHUT
Hapymenus Ha Xunepxuaposa |KoxHa ne3ns Yprukapus
KOXATA H Obpue
NOAKOKHATA AnepruyieH cbpbex
THKAH Coepbex
HowHo u3notasaHe
ITopuineHa CKNOHHOCT
KbM KpPBBOHACAaHE
Hapymenus na Aprpanrusa
MYCKYJ/THO- MyCKYNIHO-CKEIETHA
CKeJIeTRATA CKOBaHOCT
CHCTEMA H CKOBaHOCT Ha CTaBHTE
CheAHHHTE/THATA
ThKAH
Hapymenna HA EpekTnHa
BL3NPOH3IBOIHTET AAchyHKLUA
HATA CHCTEMA H
rbLpaaTa
O6mn YMmopa CHHIpPOM Ha OTHEMaHe | 3aUepBABaHE H
HAPDYI¢HHA H Ha JIEKapcTBOTO* rOpeUId BBJIHH
edeKTH HA AcTteHud IMepndepen oTok
MACTOTO HA Hepaznonoxexue [Tupexcus
NpHJICKECHHE CHHApPOM HA
HEOHATAJIHO
OTHEMAaHeE
JlekapcTBeH
TonepaHc**
Hapanspannd, Cny4a#tHo [Tanane
OTpaBAHHA H npeao3vupaHe
YCJI0KHEHH A,

¥ CHMIITOMH Ha OIMHMOMIHO OTHEMAHE XaTO raacHe, MoBpbHIIAHE, JHAPHA, TPECBOXHOC

TPEMOpP M H3MOTABaHE ca HabmonaBaHH ¢ TP@HCMYKO3€H HeHTaHW
** pusxre Touka OnucaHue Ha N30paHu NEKapCTBEHH PEAKLHH




Onucanme Ha H30paHH JIEKAPCTBEHHU PEaKLIMH

TonepaHe
TonepaHc MOXke [1a BE3HUKHE NP MHOTOKPAaTHa ynoTpeoa.

JlekapcTBEHA 3aBUCHMOCT
MHorokparHaTa ynotpeba Ha QeHTagoop MOXKe Ja JOBEJE A0 JIEKapCTBCHA 3aBUCHMOCT, JOPH NPH

TeparieBTHYHH [O3U. PHUCKBT OT JleKapCcTBeHa 3aBHCHMOCT MOXE 1@ Bapupa B 3aBHCHMOCT OT
KMHAMBUAYAJIHHTE pPHCKOBH (akTOpM Ha TMalMEHTa, [OO3HPOBKATA M TNPOAL/DKHMTE/IHOCTTA Ha
ONMUOKIHOTO JieueHue (BX. Touka 4.4).

C1ob1asaHe Ha NOAO3HPAHU HeXKeJlaHH PEaKIHu
Cho6ILaBaHeTo HA MOJ03UPAHN HEXEIaHH PeakLiuy clell paspelllapaHe Ha yroTpeda Ha JIeKapCTBeHHA

NpOaYKT € BaxxHo. Toea No3BONABA 14 NPOABDKH HaOMONEHHETO Ha CHOTHOLIEHHETO MOM3a/pHUCK 3a
NeKapcTBEHUA NMPoayKT. OT MEAUIMHCKUTE CMIELIMANHCTH Ce M3HUCKBA Aa ChoOIIABAT BCAKA
MOAO3MpaHa HeXKe/aHA peakLKd upe3 HallHOHAJIHA CHCTeMa 3a cholilaBaHe KbM H3mbiHuTeIHATA
areHIus 10 JIEKapcTBaTa, y. ,,Jlaman [pyes”, Ne 8, 1303 Codus, Ten.: +359 2 890 34 17, yebGcaii:
www.bda.bg.

4.9 Ilpenosnpane

CUMITOMH M NIPU3HALM

CHMITTOMMTE Ha NpeAc3HpaHe Ha (PeHTaHW Ca MPOADKEHHE Ha (PapMaKOJIOTHUHHTE My JCHCTBUA,
KATO Hal-CCPHO3HHAT e(eKT € peCIIHpaToOpHa AETIPpECHA, KOETO MOXe J1a IOBEIE 10 CNIHpaHe Ha
nuianero. Habmonaeanu ca ciayvad Ha aumade tan Cheyne Stokes npu npenosupade Ha ¢peHTaHm,
MO-CrieLIMAIHO MPH NALMEHTH ¢ aHAMHE3a 32 CbhpAeYHa HENOCTATBYHOCT. M3BeCTHH Ca W Cirydau Ha
koMma. TokcuyHa neBkoeHUedanonaTHa € HabogaBaHa M NPH Npeao3HpaHe ¢ PeHTaHM.

OpaaasBaHe

He3a0aBHOTO OBlasBaHe Ha NMPEIO3HPAHETO HA ONUONIU BKJIIOYBA OTCTPAHABAHE HA OCTAHAIMTE
Denranonop cybnMHTrBaTHM TaGNETKH OT ycrarta, GH3MKANHO U BepOaHO CTUMYJIHpaHE Ha MaLMeHTa
M OlleHKa Ha HUBOTO Ha Cb3HaHHe. Tpabpa ga ce OCHIYpH H NMOAOBPXKA MPOXOAUMOCTTA HA
auxarenHuTe mbTHIa. IIpy HeobxoauMocT TpaAbBa fia ce NocTaBH OpodapUHIreaIHO YCTPOHCTBO U
eHI0TpaxeaHa TpbOa, Aa ce Jane KHC/IOPO M J1a Ce 3anouHe MexaHn4YHa BEHTHIIALUA, aKo ¢
Heobxoaumo. TpaOBa 1a ce nomabpKa aZIeKBATHA TE/IECHA TEMIMEPATypa U Ja ce nMpinaraT TeYHOCTH
napeHTepaIHO.

3a leyeHne Ha CIyYaiiHO npeJo3upaHe [IPH JIMLA, KOUTO HE Ca JIEKYBaHH C OITMOMAHM, TPAOBa Ja ce
M3M0JI3Ba HATOKCOH MJIH APYT ONMMOMAEH aHTarOHUCT MPH KIHHAYHH HHMKALKMH U B CbOTBETCTBHE C
KpaTkaTa XapaKTE€pHCTHKa Ha MIPOAYKTA Ha Te3M IEKapCTBEHU NPoAYKTH. Moxe na e HeoOXoauMo
MHOTOKPaTHO NpHIaraHe Ha ONHOH/EH AHTArOHHKCT, aKO € HANMKLE YAB/DKECHA NPOABIDKHTEIHOCT Ha
pecnyipaTopHa ACTPECHA.

Tpa6Ba na ce BHUMaBa NpH ynoTpedara Ha HATOKCOH WIH ApYrH ONMHOMIHH aHTarOHHCTH NpH
NICYEHHUETO Ha NMPEAO3UPAHETO NPU NAUMEHTH, NOAXLPIKAHH C ONIMOHIH, [TOPaJU PUCK OT OCTBP
CHUHAPOM Ha OTHEMAaHe.

[lpu mosiBa Ha TEXKA WM NMPOABDKUTENIHA XHIIOTOHHKA, TPAOBA 113 Ce NMPELIEHH Bb3MOXKHOCTTA 32
XHTMOBOJIEMHA U ChCTOAHUETO J1a C€ OBJlajiee ¢ MOAXOAALLO NAPEHTEPAIHO JICYEHHE C TEHHOCT.




5. ®APMAKOJIOI'HMYHHU CBOUCTBA

5.1 ®apmakoaHHAMHYHH CBOHCTBA

dapMakoTepaneBTH4Ha rpymna: Asaiaretuuu; Onuonan; GeHunnunepuIMHOBH npou3BoaHu. ATC
koa: NO2ABO3

MexaHU3bM Ha AeHcTBHE U PapMakoaAMHAMUYHU €PEKTH

MdeHTaHWIT € MOLLEH P-ONMHOM/IEH aHAJITETHK C OBbp30 Ha4asI0 Ha 00€300/11BaHETO U KpaTKa
MPOABL/DKUTENHOCT Ha JelicTBueTo. DeHTanua e npuodinsutenHo 100 mbTH Mo-CHJIEH aHAITETHK OT
MopduHa. Bropuunure edekt Ha GeHTaHWI BbPXY LieHTpaiHaTa HepBHa cuctema (LIHC),
pecrMpaTopHaTa ¥ raCTPOMHTECTHHAIHATA PyHKLMS Ca THITHYHHM 32 ONMOM/IHHTE aHAJITETHIIM H Ce
cyuTar 3a eeKTH Ha TO3HM Kiac. Te BKJIOYBAT pecnupaTopHa Aenpecus, Opaaukapaus, XMnoTepmMus
KOHCTHIALMA, MHO3a, (pu3ruecKa 3aBUCUMOCT U ey(QopHs.

O6e360nsBamMTe ehekTH Ha (PEHTaHWJI ca CBbP3aHU C HUBOTO HAa aKTHBHOTO BEILLIECTBO B KPbBTA;
MHHUMaTHUTE e(EeKTUBHU aHAJIFETHYHH CEPYMHH KOHLIEHTPALIMK HAa (EHTaHHII NIPH MaLMeHTH,
HeJIeKYBaHH ¢ ONTMOM/IH, Bapupat mexay 0,3-1,2 ng/ml, nokaro Husara B kpbBTa 10-20 ng/ml
peAM3BHUKBAT XHPYprudecKka aHecTe3us M IbJDOOKO MOTHCKaHe Ha IMILIAHETO.

KnunuyHa edukacHOCT ¥ 6€30MacHOCT

[Ipu NaLMeHTH ¢ XPOHHYHA pakoBa 6oJika Ha CTAOMTHHM MOIbPIKAILM J03W ONIMOMAM ce Habo/aBa
CTATUCTHYECKH 3HAYMMO TO-TOJIAMO HaMaJIsBaHe Ha cuiiata Ha OonkaTa ¢ peHTaHu/ CYyOIMHIBATTHH
TabNeTKH B cpaBHEHHE ¢ Mu1aue6o, 3amoyBamo ot 10 MUHYTH ciiell npuiaraHeTo (Bx. ¢purypa 1 mo-

101y), ChC 3HAYMTEJTHO MO-MaJIKa HEOOXOAMMOCT OT peaHUMAallMOHHA aHAIreTUYHA Teparus.

Queypa 1 Pasnuxa 6 cpednama cuia Ha 601xkama om usxooHomo nueo (= SE) 3a penmanu
cybaunzeainu mabiemuy, 8 cpasHenue ¢ niayeoo (usmepena no 0-10 Jlukepmosa ckana)
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BezonacHocTTa M edHKacHOCTTa Ha peHTaHUN cyONHHIBAIHHM TAOJIETKH ca OLICHCHH NPH NaLHeHTH,
MpUEMAILIH JIEKAPCTBEHUS MPOMYKT NMPH NOABATA HA €NMHU30[ Ha NpoOuBHA Oonka. YnoTpebara Ha
dberTaHun cyOAHHIBATHH TaONETKH 3a IPEAOTBpATABAHE HA MPEACKA3yeMH eMH30M Ha O0JIKa He €
H3CIeaABaHa B KIIMHHYHH U3NUTBAHUA.

@deHTaHW, KAKTO BCHUKHM arOHHCTH Ha |L-OMHMOMIHUA peLieTop, MpEAU3BHKBA 3aBHCHMA OT A03aTa
pecnupaTopHa Aenpecus. To3n pUCK € N0-BHCOK MPH JIHLIA, KOMUTO HE Ca JICKYBaHH C ONHOU/IH,
OTKOJIKOTO MPH MAalHEHTH, KOKUTO M3MMTBAT CHWJIHA OOJIKa WIH NOTy4yaBaT XpOHUYHA ONTHOHIHA
Tepanyd. JIBArocpoOUHOTO JIEUEeHHE € OTTHOHAN OOHKHOBEHO BOAH [0 PAa3BUTHE HA TOMAEPAHC KbM
BTOPUYHHTE UM €QEKTH.

JlokaTo ONMUOHAWTE MO MPUHIIMI NOBHILABAT TOHYCH Ha IJ1a/lkaTa MYyCKyJIaTypa Ha MHKOYHHTE
MbTHILE, KpaHHUAT e(eKT e pa3iuyueH, KaTo Npy HAKOH CJIy4aH Ce MoJlyvaBa No3WBH 32 ypHHUPAHE, a
Npu APYTH — 3aTPYAHEHHA [IPH YPHHHPAHE.

OnuoHaMTE NOBHIIABAT TOHYCA M HAMAJIABAT MPOITYJICHBHATE KOHTPAKLIMM Ha IIAJKaTa MyCKyIaTypa
Ha racCTPOMHTECTHHAHUSA TPAKT, KOETO BOAM JI0 YAB/DKABaHE HA BPEMETO 3a MPEMHHABAHE 1pe3
raCTPOMHTECTHHATHMSA TPAKT, HA KOETO MOXKe Ja C¢ AB/DKU eeKTa Ha KOHCTHNALMS Ha peHTaHMHII.

OnuoKauUTe MOTAT A NOBJIKAAT OCUTE XMIIOTAIAMYC-XHITIO(QH3a-HaA0BOpeyHa X1e3a HITH
xMnoTtaiaMyc-xunoguisa-ronagid. Haxkon HabmonaBaHi NpOMEHH BKJIIOYBAT NMOBHILICHHUE Ha CEPYMHHA
MPOMAKTHH M MOHIKEHHA Ha TUIa3MEHHA KOPTH30 H TECTOCTEPOH. B pe3ynTar OT Te3H XOpMOHAIHH
H3MEHEHHS MOraT Jia Ce NMPOABAT KIIMHUYHY MIPH3HALHA H CHMITTOMM.

5.2 DapMakoKHHETHYHHA CBOHCTBA

MdeHTAHWI € CWIHO JIUNOMHUIHO aKTHBHO BEILIECTBO, KoeTo ce abcopSupa MHOTO OBp30 Nnpe3
NUraBULIATA HA YCTaTa M Mo-0aBHO Mpe3 raCTPOHHTECTHHANHMA TPakT. [IpH nepopanHo npuaoxkeHue
(heHTaHU IPEeTHPIIABA U3pa3eH YepHOApoOEH M HHTECTHHANEH €PEKT HA MbPBO NMPEeMHHaBaHe.

Abcopbums

MdenTanoaop € 6pp30 pasTBOpUMa cybauHreanHa tabnerka. brpsara abcopbuma Ha dpeHTaHun
HacTbnba 6130 30 MUHYTH ciiea nmpuwiaradHe Ha ®eHragonop. A6conoTHaTa GHOHATHYHOCT Ha
deHTanoNOp € U3UKCIeHa Ha 54 %. CpeqHHUTe MAKCHMATHK T1a3MEHH KOHLEHTPAlMH Ha (PeHTaHU
papupar ot 0,2 a0 1,3 ng/ml (cnen npunarade va 100 no 800 pg Menragonop U ¢e AOCTUraT B
pamMkuTe Ha 22,5 a0 240 MHHYTH.

PasnpejeneHue
Oxkono 80-85% oT ¢peHTaHM Ce CRBP3BA OT IUIA3MEHHTE TIPOTEHHH, NIPEAMMHO G 1 -rMHKONMPOTEHH H B

[o-MaJika creneH anbymud 1 aunonporenH, O0eMbT Ha pa3npeeacHHe Ha (PeHTAaHWT B CTALIHOHApHO
cbeTossHHE e okoo 3-6 kg,

buotpaHchopMaLH

denTaHun ce Metabonuanpa riaasHo upe3 CYP3A4 no onpeaesnen b6poit papMakoIOrHiHO HCAKTHBHH
MeTabOoINTH, BKIIIOYHTENHO HopdeHTaHWwl. B pamkure Ha 72 vaca ciel MHTPaBEHO3HOTO MPUIOKEHHE
Ha GeHTaHun okoNo 75% OT J03aTa ce eKCKpeTHpa 4Ype3 YpHHaTa, [NIaBHO KaTO METabOIIHTH, C I10-
malixo ot 10% HenpoMeHeHO aKTHBHO BellecTBO. Okono 9% ot no3ara ce oTaens B H3NpaXHEHHATa,
rJIaBHO KaTo MeTabonuTy.
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ETUMHUHHPaHE
ToranHUST asMeH KIHpBHC Ha ¢eHTaHun e okono 0,5 Vh/kg.

Cnen npunoxeHne Ha DeHTaA0I0p, OCHOBHUAT €IHMHHALMOHEH TTOJTY>KHBOT Ha (PEHTAHUI € OKONO 7
yaca (BapHpa Mexay 3-12,5 yaca) M TEpMMHATHHAT MTOTYXMBOT € oKkoJo 20 yaca (Bapupa Mexay 11,5-
25 4aca).

JInHEeMHOCT/HEIHHEHHOCT

TokasaHo e, ye (papMakokHHeTHKaTa Ha DEeHTA00p € NPONOpLUMOHAIHA HA N03aTa B HHTEpRaja OT
100 go 800 pg. dapMakOKHHETHYHHTE NPOYUBaHMA M10Ka3BaT, Y€ TabNETKH 32 MHOTOKpaTHO
NpHIOKEHHE ca GHOSKBUBANEHTHH Ha €/AHOKPATHO NPUNaraii TabieTku B €eKBUBANIEHTHA JO3HPOBKA.

brOpeuHo/yepHOApOOHO yBpeXkaHe
Vepenenata yepHoapobHa uiu 616pedna ¢yHKIMA MOXE [1a A0BEAe A0 MNOBHILIABAHE HA CEpyMHATA

KOHLICHTpaLMs. Br3pacTHH NalMeHTH, KAXCKTHYHUY WIH 00110 YBPEAECHH MAaLlMEHTH MOTaT Aa HMAaT
HaMaJjieH KJIHPBHC Ha (PEHTaHW, KOETO MOXe Jia A0BEde 1O NO-AbJIBI TEPMHUHAIIEH MTOTYKHBOT Ha
BelliecTBO (BX. TOUkH 4.2 1 4.4).

5.3 IlpeaknHBAYHH JaAHH 32 0€30HACHOCT

JaHHUTE 32 ieKapcTBeHa 0€30MacHOCT M TOKCHYHOCT NPH MHOTOKPATHO MpHIIaraHe He MOKa3paT
ocofeH pUCK 3a XOpaTa, KOWTO f1a He € pa3rielaH B APYIHTe TOUKH Ha HacTosmara KXII.
M3nMTBaHUATA MPH KMBOTHY TOKA3BAT HaMaJleH GEPTIUTHTET H yBEIHYEHAa CMBPTHOCT MPH QETYCH Ha
rexose. TeparoreHHH edekTH obaue He ca I0OKa3aHH.

H3anureaHeTo 33 MyTareHHOCT NpH OaKTepyH M IpU3ayuH € Jalo OTpHUATENHH pe3yaraTi. Kakro
NpyTHTe ONMOMAH, GEHTAHKIT MOKa3Ba MyTarcHHH eeKTH in vitro Npy KIETKH Ha 6o3aiHuLy.
MyTareHeH pHCK NPH TEpaneBTHYHATA yHoTpeba H3rexaa Malko BEpPOsSTeH, Thii KaTo edekrure ca
MoMy4YaBaHH caMo NPH MHOTO BUCOKH KOHLIEHTPALIHH.

[TpoyuBaHMsaTa 38 KAPLIMHOIEHHOCT (26-CEAMHYHO KOXKHO AITEPHATHBHO OHONOTHUHO H3CNeABaHE
npu Tg.AC TpaHCreHHH MHLUKH; ABETOJHILIHO MTPOYYBaHE Ha MOAKOXKHA KApLIMHOT€HHOCT NpH
MIbX0Be) ¢ PEHTAHIWI HE pa3KPHBAT HAXOAKH, MOKA3ATETHH 32 OHKOr¢HEeH NMoTeHMan. OueHKaTa Ha
IpEnapaTuTe OT MOIBK OT MPOYHYBAHETO 32 KAPUMHONEHHOCT NMPH ILUTHXOBE MOKa3Ba JIE3WH B MO3bKa Ha
WHUBOTHH, HA KOUTO Ca MPWIOKEHH BUCOKH J031 PeHTanun uutpar. He € H3BeCTHO JOKOJNKO TE3H
HAXOAKH UMAaT 3HaY€HHE U TIPH XOpaTa.

6. GAPMAIEBTUYHH JAHHU

6.1 Cnuchk HA IOMOMHATE BeMIeCTRA

Mauuron (E421)
MukpokpucTanHa LeTyo3a
KonouaeH CHIMLUEB JUHOKCU
KpockapMenosa HaTpHH
MarHe3HeB cTeapar

6.2 HeChbBMeCTEMOCTH

Henpunoxumo.




6.3 Cpoxk Ha roanoct

3 roauuu

6.4 Cneunannu ycJI0BHA 38 CbXpaHeHHe
Ha ce cvxpanspa nop 25°C.

,ﬂﬂ CC CbXpaHABA B OpHI'MHANHATA ONAaKOBKa, 3a Aa C€ npeana3ud oT Baara.

6.5 Bua n cbabpxanne Ha ONAKOBKATA

Cybauxrsannure Tabnetku ce npeanarat 8 nepdopupaHu e1H0A030BH GaucTepy
(PA/AL/PVC//AL/PET), 3aluMtexn oT oTBapsHe OT Aeua, ONAaKOBAHY B KAPTOHEHA ONAKOBKA.

BuagoBe onakoBKH:
10x 1 v30x | TabneTkw

He Bcuuky BHAOBE ONakoBky morat Aa ObaaT nycHaTd B npoaaxba.
6.6 Cuennaann npeanasHu MepKH NPH H3XBbPAsSHE

Ornanbunyte Matepuanu TpaGea na ce u3xBbpaT GesonacHo. [lauMeHTHTE/XOpaTa, KOWTO Ce rpHxkaT
3a TAX TpaOBa aa 0baaT CHBETBAHW Aa BPbLUAT HEH3NON3BAHWA NPOAYKT B anNTeKaTa, KbAETO TOH e
Obae W3XBLPIIEH B CHOTBETCTBHE C HALUMOHAJHWUTE M MECTHMTE W3MCKBAHHWA. HewsnonipanusT
NIEKAapCTBEH NPOAYKT WA OTNAABYHHTE MAaTEPHAIIK OT HEro TPAOBa 1a Ce U3XBBPIAT B CLOTBETCTBHE C
MECTHUTE W3UCKBAHUS.

7. IIPUTEXATEJI HA PASPEIHLIEHHUETO 3A YIIOTPEBA
Sandoz d.d.

Verovikova ulica 57

1000 Ljubljana

CnoBeHuUA

8. HOMEP(A) HA PA3SPEIHEHHUETO 3A YIIOTPEEA

G®euragonop 100 meg Per. Ne 20210260

9. JATA HA ITbPBO PA3PEIHABAHE/MOAHOBSIBAHE HA PA3PEILEHUETO 3A
YIIOTPEBA

Hata Ha nbpBo pa3pewasane: 30.08.2021




JlaTa Ha nNocneaHO NOAHOBABAHE:

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

09/2024




