KPATKA XAPAKTEPUCTHKA HA IIPOJAYKTA
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[Iperabus 75 mg TBHPAH Kancyu  Dgodpatiig Ar el .

Pregabin 75 mg capsules, hard

2. KAYECTBEH H KONMHYECTBEH CBhCTAB

BeAka TBBpAa Kancyia ceabpka 75 mg nperabanun (pregabalin).
IIoMOMIHY BEIECTRBA C H3IBECTHO NCHCTBNE:

Beska TBspaa kancyna csaspxa oo 17,8 mg 6e3soaHa naKTosa.

3a TBJIHUA CMHCHK Ha MOMOILHHTE BEHIECTBA, BUXKTE TOYKA 6.1,

3. JIEKAPCTBEHA ®OPMA

Tewpaa kancyna.

TeBpaAY KeNaTHHOBH KamncylH pazMep ,,4° ¢ HEMPO3pauHO OpaHKER0 Kanaye ¥ OA7I0 TANO, IRIHA ¢ 041
npax, ¢ HAAIHC OT YEPHO MAacTIIIO ,,75% BBPXY TAJIOTO.

4, K/IHHHAYHU JAHHH

4.1 TepaneBTHYHU NOKAZAHUS

Hepponatudaua §oaka
IIperabuH e NMokasad 3a jeueHHe Ha nepHpepHa H HeHTpaHa HEBPONAaTHIHA OOIKA NPH BB3PACTHH.

Enunencus
IIperabuH e nokasan karo AoGaRbYHO JEUCHHE IIPH BE3PACTHH ¢ IAPLIMAIHH NPHCTHIIHN ¢ HIH 6€3

BTOPWYHA M'eHEPATH3AHA.

["eHepanu3upaHO TPEBOKHO pPasCTPOHCTRO

IIperaGun € noKa3zaHaH 3a JICYEHHE HA TeHEPATH3HPAHO TPEBOXKHO pascTpoiicTBo (I'TP) npu Bb3pacTHA.

4.2 JI03HPOBKA K HAYMH HA NPHIOKEHHE

Ho3upoBka
Ho3oBuaT uHTEpBAT € OT 150 n0 600 mg Ha neH, pasnpe/ICICHH B BA MITH TPH NpHEMA.

Hesponamuuna bonka

JledeHuero ¢ nperabaanH Moxe Ja 3ano4He ¢ A03a oT 150 mg Ha jeH, pa3AeeHH Ha JABa WIH TPH IPHEMa.
B 3aBHCHMOCT OT MEAMBHAYAIHHSA TEPAIIEBTHYEH OTrOBOP Ha [TallHEHTA H IIOHOCHMOCTTA, J103aTa MOXE Ja
OBJ¢ yBenuuena qo 300 mg Ha aen cneq uHTEPBad oT 3 A0 7 JHH, 2 NpH HeoOX0AMMOCT 40 MAKCHMAIHA
A03a oT 600 mg AHEBHO clIed JONMBIHATENEH 7-AHEBEH HHTEPBAX.

Enunencua
Jleuennero ¢ nperabanun MoOXe Jla 3an04HE ¢ 1032 oT 150 mg Ha aen, pasacacHu

.....



B 3aBHCHMOCT OT HHAMBHAYATHHUA TepaNeBTHYEH OTT'0BOP Ha MAIHEHTa H MOHOCHMOCTTA, 103aTa MOXE J1a
6n1¢ yrenmdeHa 10 300 mg Ha AeH cnex 1 ceamuna. Makcumansata fo3a ot 600 mg Ha JeH Moxke Jaa
ObJ¢ JOCTUTHATA CJIe]l OIE €Ha MOMBJHATETHA CEAMULIA.

I'enepanuzuparo mpeeodicho pazcmpoticmeo
HozoBusT uaTepean € ot 150 go 600 mg na aeH, pa3npe/aeaeHd B ABa WIH TPH IPHEMA.
HeobxoquMOCTTa OT JIeucHHe TpaOBa Ja Obe npeneHaBata peloBHO.

JleyeHHeTo ¢ mperadayiMH Moxke [a 3amovHe ¢ Jo3a oT 150 mg Ha aeH. B 3aBHCHMOCT OT HRAHBUAYATTHHA
TEPANCBTHYEH OTrOBOP HA MallHEHTA M MOHOCHMOCTTA, JHEBHATA 033 MoXe fa Obae yBenuueHa go 300
mg - cned 1 cenMuua. Cnes eaHa JOMBITHUTEHA CEIMHIA 103aTa Moxe 1a Obe yBemraeHa 1o 450 mg Ha
neH. MakcuMannara 103a oT 600 mg Ha feH MoXke Aa ObJie JOCTHrHaTa CJIEA Ollle €/1Ha JONBIHHTEIHA
CCAMHMIIA.

[IpexparaBaHe Ha JICYEHUETO
B croTBETCTBHE C HACTOALIATA KIIHHUYHA [IPAKTHKA, aKO JICYCHHETO ¢ fIperabaniy TpadBa aa Obae

IPCKPATCHO CC IIPENOPHhYBA TOBA Ad CTAHE IIOCTCIICHHO B PaMKHMTC H4 MUHHMYM 1 cCAMMIIa (B)K. TOMKH
4.4u4.8).

CrieliHaniy nonyJaiuy

Tayuenmu c 6v6peuno yepescoane

[Iperabainn ce eIMMHHEPa OT CHCTEMHATA HHPKYJIAUA TaBHO upe3 6rOpetHa eKCKpel s B HEIPOMEHEH
BH. TBH KaTo KIHPBHCHT Ha Iperabani € NpaBonponopliORalCH Ha KPEaTHHHHOBHA KIMPBHC (BXK.
TOYKA 3.2), HAMAIABAHETO Ha 103aTa [IPH [TALMCHTH ¢ HapyuicHa 6u6pedHa pyHkuua TpadBa na opae
HHAHBHAYAIH3HPAHO B CBOTBETCTBHUE ¢ KpeaTHHHHOBHA KIMPBHC {CLcr), kakTo e mocoueHo B Tabnuna 1,
KaTo Ce mpHiaara cieaHara gopmyna:

1,23 x { 140-pB3pacT (rogunn)) x terio {kg)
CLer{ml/min d = ( —comemmmme e } { x 0,85 3a xxeHn)

CepyMER KpeaTHHMH (pumol/1)

IIperaGanu ce oTcTpanara epeKTHBHO OT MNa3MaTa upes xemoauanuia (50% ot nekapcrBoro 3a 4 vaca).
IIpn manmenTy Ha XeMoAHaIH3a THEBHATA 034 NperadanuH Tpadpa Aa Onae aJanTHpaHa B 3aBUCUMOCT
oT 6B0peunara GyHKIMA. B nomsnHeHMe KBM JHEBHATA 103a HEMOCPEIACTBEHO ciell BCAKa 4-4acoBa
XeMOoAHaNIn3a TpAOBa Ja ce MpHUeMe AOITLIHNTENHA A03a (Bx. Tabmuua 1).

Tabnuua 1 AnantupaHe Ha 103aTa Ha nperabanun B 3aBHCHMOCT 0T 6B0pedHaTa GyHKIMs

KpeaTHHOB KnHpBHC (O6ma qHerHa N03a HA nperabanuy * PexxuM Ha go3upane
(CL) (ml/min)
Hauanna no3a MakcHManHa xo3a
(mg/nen) (mg/neH)
> 60 150 600 AT v TT1/]
>30 - <60 75 300 JUIA vnu TILJ
>135- <30 25-50 150 EnHokpaTHO AHEBHO WM
<15 25 75 EnHokpaTHO JIHEB
JoTBIHUTENHA 034 HENOCPEACTBEHO CIe] XeMoaHanus3a ( mg)
25 100 Enuokparna gfsa




TI1/1 — PazneneHu B Tpu npHema

HAILA — Pa3sgeneHH B 1Ba mpreMa

* Ob1ara nHerHA 1033 {(Mg/NeH) TpAOBa Aa ObJe pasfencHa, KAKTO € YKa3aHO B PeXKUMa Ha J03HpaHe, 3a
Ja ce moJydar mg/no3a

* IoNbHUTENHATA /103a € EAHOKpaTHa

Hayuenmu ¢ vepnodpobro vepesoane
Ilpu maumnenTH ¢ YepHOAPOOHO YBpEXKaHe He € HeoOX0AHMa IPOMAHA Ha JA03aTa (B, TO4Ka 5.2).

lHeduampuuna nonynayus
bezonacHocTTa U epexrusHOCTTA HaA [Iperabun nipu aeua nog 12 - rogHinHa BB3pacT B oHomH {12 -18 -
POAUIIHA BH3PacT) HE ca YCTAHOBEHH. JIMIICBAT JaHHM.

Hayuenmu 6 cmapuecka ev3pacm (nao 65 zo0unu)
[pu nanuenTy B CTapueccka BL3PAcT MOXKE Ja C& HAIOKK HAMATARaHE Ha J03aTa Ha nperabanuy nopagu
HamasieHa 0b0pedna QyHkiws (Bx. , [lanHenTy ¢ HapymeHa On0peuna dynkiua“).

Hauwnn Ha npunoxeHue
[Iperabun Moxe 72 ce IpHeMa ¢ HIH 0e3 XpaHa.
[Iperabun € camo 3a MEPOPATHO MMPHITOKEHHE.

4.3 TIpoTnRONOKA3AHHSA

CBpBX4YBCTBUTETHOCT KBEM NPEradaiiH HIH KbM HAKOE OT TIOMOLTHUTE BEUIECCTBA, H3DPOEHH B TO4Ka 6. 1.

4.4 CneuHanHsa NpeIynpexIAeHHS U NpeINazHu MepKu npn ynorpeba

Hayuenmu c ouatem

B choTBeTCTBHE ¢ HACTOAIATA KIKHKYHA IPAaKTHKA NPH HAKOH NalHeHTH ¢ AxuabeT, KOMTO HaJAaraTt Ha
TErJIo, IpY JICUEHHE ¢ IIperabdanud € HeoOX0IHMO aJaNTHpaHe Ha aHTHAHA0eTHYHATE JICKAPCTBEHH
IPOAYKTH.

Pearxyuu na cepvxuyscmeumentiocm

OT NoCTMApKETUHIOBHA OMHT HMA CHOOHICHHA 33 PeaKliMi Ha CBPBXUYBCTBHTEIHOCT, BKITIOYHTEIHO
CJIy4ad Ha aHrHoeeM. AKO BE3HHKHAT CHMIITOMH Ha aHTHOEIEM, KaTo [I0YBAaHE Ha JIMIIETO OKOJIO
ycTara HIIH Ha TOPHHTES JAMXATENHH [THTHINA, JISYCHHETO ¢ nperabanyy Tp26Ba 1a O0b/1¢ NPEKPATEHO
He3abaBHoO.

3avausarne, CoHAUSOC, 3a2y0a HA Cb3HANHUE, OOBLPKEANHE U VMCIIBEHO VEPEHCOaNE

JleweHuero ¢ nperabanuy e HUI0 CREP3aHO ChC 3aMaHBaHE M CHHIMBOCT, KOHTO OMXa MOTVIM Ja YBEJTHYAT
4€CTOTaTa Ha CITy4alHO HapaHABaHE (NaflaHe) IIpH MAlMEHNTH B CTapUecKa Bhipact, MMa 1
MOCTMAPKETHHTORM CROOLICHHS 33 3aryba Ha CB3HAHHE, COBPKBAHE U YMCTBEHO YBPEXKIAHE.
CnenoBarenHo, NalMEHTUTE TPAOBA 1a OBJIAT NOCEEETBaHH a3 Ob/aT ¢ IOBUIIEHO BHUMAHHE, J0KaTO HE
€€ 3aI03HANAT C NOTEHIHANHHUTE €PEKTH OT IEKAPCTBEHHA MPOAYKT.

Egexmu cevp3anu cve 3penuemo
IIpy KOHTPONHpaHK U3MUTBAHKA, IO-TOIAMA YACT OT NALHEHTHTE JICKYBaHH ¢ nperabany
33 3aMBIJIEHO 3PEHHE B CPAaBHEHHE ¢ TAUHEHTHTE JIEKYBaHH ¢ Tanebo, KOETO € OT3B
CIIYYaH IIpH MPOXLIDKUTEIHO npuinarade. Ilpy KIMHUHETE NpoyyuBaHUA, KBAETO C
O(TaIMOIOTHYHY M3CISIBAHHA, YECTOTATA Ha 3PHTENHATA OCTPOT2 H IIPOMEHH B




roJAMa Npy MAlHEHTHTE JICKYBaHH ¢ MperaballuH, OTKONKOTO NPH MalHeHTHTS JIEKYBAHH C IUIaleto (BK.
To4ka 5.1}).

OT nocTMapKEeTHHI OB ONHT CHIIO C& CHOOIIABAT HEXKEITAHHU PEAKIIMH 110 OTHOIIICHHE Ha 3PEHHETO,
BKJIHOYHUTEIIHO 3ary0a Ha 3peHne, 3aMEIISBaHe Ha 3peHHETO HIH JIPYTH IPOMEHH B 3pHTEIHATA OCTPOTA,
MHOI'O OT KOHUTO ca OwH npexoann. CIHMpaneTo Ha nperaballnH MOXE Ja AOBEJe 0 OT3BYYaBaHE HITH
HOZOOPABAHE HA TE3H 3PUTEIHH CHMIITOMH,

Bvbpeuna nedocmamvynocm

Cpobmasat ce cmydan Ha O0bOpeuna HETOCTATEYHOCT.

Ipu HAKOH cTy4ad IPEKpaTABAHETO Ha JEHEHHETO ¢ nperabaluH rmoxka3era o0paTHMOCTTa Ha Te3H
HEXKEJIaHH JICKAPCTREHH PEAKIIHM.

Cnupaue RPMEUO Hd ChRWIMCHEdU aHmienuIenmMmudHi 1eKapcmed

ChIIECTBYBAT HEJOCTATHYHO AAHHH 34 CIMPAHETO Ha IPpHEMa Ha CBbIBTCTBALIM AHTHENMIENI THYHH
JIEKAPCTRA CJie] IOCTUTaHE Ha KOHTPOJI HA IIPUCTBITHTE C nperadalnH Kate AobaBpyHa Tepanus, 3a Ja ce
IPEMHHE HA MOHOTEpANHA ¢ nperabanuy,

Cumnmomu Ha omuemane

HadmogaBanu ca cHMIITOMM Ha OTHEMaHe IPH HAKOH MALIMEHTH ¢l CMHPaHe Ha KPaTKOCPOYHO H
OBIATOCPOYHO JiedeHHe ¢ perabaiun. CrenHuTe chOHTHA ca OHIM clioMeHaTH: 6e3chHUE, r1aBoboine,
rajieHe, TPeBOXKHOCT, JHapHA, TPHNOIOZ00HH CUMIITOMH, HEPBHOCT, AelpecHs, O0NKa, KOHBYIICHH,
XHIepXnapo3a u 3amaiisane. [lannenTure TpabdBa ga OBJaT HEGOPMHPaHH 32 TOBA MPH 3aI0YBAHE Ha
JICICHHUETO.

KOHBYHCHH, BKIIOYHMTCAHO CITHACITHYUCH CTATYC H I'CHEPAIIM3UPAaHH TOHHUYHO-KIIOHHYTHH MEPUYOBE MOXKE
JAd HACTBIAT IO BPCME Ha JICUCHHCTO C HperaﬁaﬂHH HIIA CKOPO CJICA HECI'OBOTO IIPCKPATABAHE.

JIuricBar 1aHHH 3a Y€CTOTAaTa H TEXeCTTa Ha CHMIITOMHTE Ha OTHEMAHE B 3aBUCAMOCT OT

IIPOJB/DKHTETHOCTTA Ha ynorpeba U 103aTa Ha NperaGaliH OpH NpeKpaTABaHETO Ha ABJITOCPOYHO
JE9IEeHHE,

Jacmouna cvpOeyna JetiHoCm

Hammige ca nocTMapKeTHHTOBH CBODIICHHA 33 34CTOHHA ChP/ICYHA HEAOCTATHYHOCT MPH HAKOH ITALIHEHTH
noxyvasailH nperabanun. Tezu peakinu ce HaOMOIABAT NPEAUMHQ NPH NAIMEHTH B CTAPYECKA BB3PACT
ChC ChbPACYHO-CBAOBH YBRPEKIAHUA 110 BpEME Ha JIeUeHUE HA HeBpomaTha ¢ nperabanu. [Iperabanun
TpA0Ba /la ce H3I1013Ba ¢ BHUMaHHUE TIPH Te3u nanueHTH. [IpeycTanorasaHeTo Ha nNperabainy MOXe Ja
JOBEAE 10 OT3BYYABaHE HA PEAKIIHATA,

Jlenwenue na yenmpanna Hegponamua 60IKA € pe3yimam Ha ZDbOHAYHO-MO3bYNG MPABMA

[Ipu neyeHHeTo Ha LeHTpaIHa HEBpoNaTHa OoJika B pe3yiTaT Ha rppOHauHO MO3BYHA TpaBMa ¢ Oxna
YBEJIHMEHA Y€CTOTA HA HEXETAHHUTE PEaKI[MH KaTo [IAI¢ ¥ Ha HEXCIAHHTE PEaKUHH CBBP3aHH €
[EHTPAIHATa HEPBHA CUCTEMA H OCOOCHO CHHIIMBOCTTA. TOBA MOXKE J1a ¢¢ OOSICHH C aTHTHBHHA CQICKT,
JBJDXAII] CE€ Ha ChOBTCTBAIIUTE JIEKAPCTBEHH IIPOAYKTH (HAIP. AHTH-CIIACTUYHH areHTH) HeOOX0qMMH 3a
JICYCHHC Ha TOBA CbCTosHME. ToBa TpAbBa 1a ce HMa nMpeaBH[, KOraTo nperabairvd ce NPEAIIHCBA 32 TORA
CBCTOSAHHE.

Cyuyuona udeauusi u nogedeHue
IIpu nauumedTH, IEKyBaHH ¢ aHTHemIICHTHYHY NIekapeTBa (AEJD) o paznu4ay moxasaHus ca
cHO0IaBaHl CYHIIMAHA HACAITHA M NoBeeHne. MeTa-anaig3 Ha paHIOMH3HpanH, I1anedo
KOHTpOJIHpaHy upoydsanus Ha AEJI ¢hnio moka3pa MarbsK, HO IIOBHIIEH PUCK OT CY
nopeaeHue. MexaHH3MBT Ha TO3H PHCK HE € H3BECTEH H CHIECTBYBANMTE JAHHH
BBH3MOKHOCTTA 38 MOBHIIEH PUCK TIPH NMperabaing. /
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3aTOBa MalUeHTHTEe TpsAOBa Aa OBJAT NpOCIeAsBaHH 3a IIPU3HALM HA CYHIMIHA UACAUKA H HOBEACHHE H
TpADBa 7a ce MpeAnpHeEMe ChOTBETHOTO JeuenHe. [laiMenTaTe (M XopaTa, KOUTO C€ TPIDKAT 3a THX)
TpsOBa Aa OBAAT NOCKLBETBAHU Ja HOTHPCAT JIEKAPCKH CBBET B CYYal, Y€ ¢C MOARAT NPU3HALH Ha
CYMLUM/IHA HACALHA U TOBCICHHE.

Hamanena @EHEHHR HAa OOIHUSA SACIPA-UNIMECMURAIER MPAKn

HMa mocrMapkeTHHIOBH CHOOIIEHH 32 CHOUTHA CEBP3aHH ¢ HaMaleHa QYHKIIHA HA IQJHUA racTpo-
MHTCCTHHANEH TPAKT (HaIIp. HEOPOXOJHMOCT Ha YepBaTa, apaluTHIEH HICYC, 3aIl¢K) KOoraTo nperabaiuy
¢ IIPHEMaH 3aeHO C JIEKAPCTBA, KOHTO MOXKeE J1a IPEAHU3BHKAT KOHCTHITAIHA — HAIIpPAMEP OMMHOWIHH
aHanreTUn. Korato nperadamH U OIHOKIM 111 C& H3MOM3BAT B KOMOHHAIHA, TpAOBA 14 ce B3eMar
NpeABH MEPKH 33 IPCAOTBPATABAHE HA KOHCTUIIAIMATA {0COOCHO ITPH JKEHH M MallHEHTH B CTapYeCcKa
BB3pacT).

Bvamoxcrnocm 3a zr0vnompeba

Crobuiasan ca ciryyam Ha 3noynorpeda. HeobxoamMo e MoBHIIEHO BHHMAHKE NPH MALHCHTH C
aHAMHE34 3a 37I0YNOoTpeda ¢ BCIICCTBA H NALHEHTUTE TPAOBa Aa ObaaT Had/II02aBaHH 32 CHMIITOMM Ha
310ynoTpeda ¢ perabannH.

Enyeparonamun
CpoDmiaBasH ca cily9ad Ha eHUe(PaNONATHS PSIHMHO IPH TAMHECHTH ¢ HOISKAlH 3a60J1MBaHHA, KOUTO
MOTAaT /13 YCKOPAT Pa3sBUTHETO Ha eHIle(haloIaTHS.

Henonocumocm xom raxmoza

IIperabuH cbabpixa Ge3poana nakrosa . IlanHeHTH ¢ peikyn HacneACTBEHH NMPOOASMH Ha TaTaKTO3Ha
HETIOHOCUMOCT, Lapp nakTo3eH AedhUIUT HIH MIFOKO30-TAIaKTO3HE MaTabcopbIHs He TpsAOBa 1a IpHeMaT
TOBA JICKAPCTBO.

4.5 BiaumoaelcTBHe ¢ APYIH JeKAPCTREHH NIPOAYKTH H APYrd ¢OpMH HA B3IAHMOEHCTBHE

Trit kaTo nperabanuy ce ekCkpeTHpa MPeAHMHO B HEIPOMEHEH BHJ] B YpHHATa, MeTabonH3Hpa ce
NPEHEOPEKEMO MANIKO IIPH X0pa {< 2% 0T A03aTa C€ YCTAHOBABA B YPHHATA NoA opMara Ha
METa0ONINTH), HE HHXHOMPA IeKApCTBEHHA MeTaGoNMN3EM i1 Vifro K He ¢¢ CEBD3BA C IIa3MeHHTe 6enThiny,
MAJIKO BEPOATHO € TOH Ja NPeAM3BHKBA WIH /12 y4acTBa BLB (JapMAKOKHHETHYHH B3aHMOICHCTBHA,

In vive npoyyeanus u nonvaayuonen hapmaxoKunemuen ananus

ChOTBETHO, in vivo Npoy4YBaHWA HE ca HAOMIOJABAHHM KIHHHYHO 3HAYHMH (apMaKOKHHETHYHH
B3aHMOJCHCTBHA Mexk Iy nperabanut H GeHUTOHH, KapbaMa3enuH, BAMIPOSBa KHCEHHA, IAMOTPHIHH,
rabaneHTHH, Jopa3enaM, OCKHKOIOH MK eTadon. ITonyranioHed (hapMaKOKHHETHUEH aHAIH3 IT0KA3Ba,
Y€ NCPOPATHHTE aHTHAMAOETHYHN CPE/ICTBA, JHYPETUIINTE, HHCYIWH, (heHOOapOuTal, THaradbuH u
TONHPAMAaT HAMAT KIHHMYHO 3HAYHM ¢(PEKT BBPXY KIHPBHCA Ha IperadajinH.

Hepopaanu xkonmpayenmuenu cpedcma, HOPEMUCINEPOH WITW eMUHIL] eCMPAOUOT

EAHOBPEMEHHOTO NMPUIIOXKECHHE HA NPErabaiiH H IEPOPATHATE KOHTPALCITHBHMY CPEACTEA -
HOPETUCTEPOH H/HIIH eTHHHI €CTPAAHOJ He NOBIUsABA GapMAKOKHHETHKATA MPH CTALAOHAPHO CHCTOSHHE
Ha HATO €AHO OT TE3H BCILIECTBA.

Emawnon, ropazenam, oxcukoooH
[Tperabanun Moxe Aa 3acuau eeKTHTE HA eTaHON M jJopazenam. B koHTpomupan
MpOYYBAHHA MHOTCKPaTHH NEPOPATHH AO3H NperadbanuH, NpUIoKEeHH eTHOBPE

o
JIopasenaM HIIH €TaHOM, HE BOJAT N0 KIMHHYHO 3HAYHMH ¢(EeKTH BBPXY ,unmauﬂrg
(i}
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OT NoCTMAapKEeTHHIOBHA OITHT HMa CHOOIIEHHA 3a JUXATCITHZ HENOCTATHYHOCT M KOMA MPH NTalHEHTH
IpHeMalli nperadaiid ¥ ApyTH JekapceTBeRH npoayktd noaruckany 1JTHC. INperaGanuH BepOsITHO HMa
aTMTHBHO JIEHCTBHE BBPXY HAPYIICHUATA HA ITO3HABATE/IHATA M ABUTATCIHATA (PYHKLUWH, MPUYHHECHH OT
OKCHKO/OH.

Bsaumodetcmsusa u nayuermu 8 cmapuecka 8b3pacm
He ca npoeexxzgann cnielddHyHY NpoyYBaHiua 3a HapMakoJHHAMHYHH B3aHMOACHCTBHS IIpH 100POBOJILM
B CTap4eCKa Bb3pacT. [JpoyuBaHHs 3a B3aHMOJECHCTRHA €A MPOBEACHH CaMO MPH Bb3PaCTHH.

4.6 PepTUIMTET, OpeMEHHOCT H KbpMeHE

Kenu ¢ demepoden nomenyuan /Konmpauenyus npu Mviice u weeHu
TBH xaTo BB3MOXHMA PHCK IIPH XOpa € HEU3BECTEH, IIPH KEHH ¢ ACTCPO/IcH NoTeHIMAan Tpabea jaa ce
H3M0/I3Ba €PEKTHRHA KOHTPALIEMIIMA,

bpemennocm

Hsama gocrarbuno ganu# 3a ynortpedara Ha nmperaGaluH npH OpeMeHHH.

[IpoyuBaHuATa IIpH XKHBOTHH Ca IIOKA3QJIH PENPOAYKTHBHA TOKCHYHOCT (BXK.Touka 5.3). IoTeHnmamuuar
PHCK IIPH XOpa € HCH3BECTEH.

[Iperabun He TpabBa Aa ce U3MOA3Ba IO BpeMe Ha OpeMeHHOCT, OCBEH B CTydaii Ha KaTeropH4Ha
HeoOXOAMMOCT (aKo Mmos3aTa 3a MalKaTa KaTeropuIHo HAAXEBP/A MOTEHIIHATHHS PHCK 32 (eryca).

Kopmene

He e ycTanoBeHO Aanu nperabajivH ce eKCKpeTHpa B KbpMaTta, TOH obade ce YCTAHOBABa B MAHIMHOTO
MJIAKO MpPH MIHX0BE. ToBa € JOCTATEYHO OCHOBAHHE 33 ]2 HE Ce MpEeNnopb4Ba KbPMCEHE 10 BpEMeE Ha
JNEYCHHE ¢ perabaiTuH,

Depmunumem
Hsma KIHHHYHHA JaHHHK 33 epeKTHTE Ha NperaCaiiy BEpXY KEHCKHA HepTHIHTET.

B xmMHHYHH npoy4BaHHA, 33 OLeHKa edekTa Ha mperabajlii BEpXY MOABIMKHOCTTA HA CIEPMaTO30HIUTE,
POBEJACHH CHC 3APAaBH MbXKE JOOPOBOILH EKCIIOHHPaHH ¢ NTperafaruH npu ao3a oT 600 mg/ml anesHo,
32 IEPHOZ OT 3 Mecena, HE Ca YCTaHOREHH ¢eKTH BEPXY MOABHXHOCTTA Ha CTIIEPMATO30HANTE.

lIpoyueane 3a pepTenurer IpY KEHCKY IUTHX0OBE II0KA3Ba HEXKENaHH epeKTH BHpXY PEIPOAYKTHRHOCTTA.
Ipoyusanms 3a peprrymTeT IIPH MBKKH IUTBXOBE TIOKA3Ba HEXENaHH ePEKTH BBPXY PEIPOAYKTHBHOCTTA
H pa3BUTHETO. KIMMHHYHATA 3HAYMMOCT HA T€3W HAXOJMKH € HEH3BeCTHA (BX. ToUKa 5.3).

4.7 E¢ekTH BppXy cnocofHOCTTA 32 odhUpaHe U padoTa ¢ MAITHHH

Ilperabun mMoxe 1a NOBIMAC B MaKa 0 YMEpPEHa CTENCH CNOCcCOOHOCTTA 32 ogHpaHe H paboTta ¢
MamHvHA. [Iperabus e BE3MOKHO 12 IPUUMHH 3aMafgHOCT H/WIH CBHIMBOCT, KOETO MOXE Ja NOBJINAE
cnoco0HOCTTa 3a WodHpane wiK pabora ¢ MamuHH. Ha nanuenTHTe ce npenoppyBa ja HE odupar, aa
He paboTAT ChC CIIOKHU MAITHHU WM 3 YHACcTBAT B APYTH IIOTEHIHANIHO PUCKORH JCHHOCTH, TOKATO Ce
pazdepe JaTH TO3H IEKApCTBEH IIPOAYKT 3aciATa TAXHATA COcoOHOCT a H3BBPIIBAT TE3H JACHHOCTH.

4.8 HexenaHH JIeKApCTBCHH PeaKIHH
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KinHuusara mporpama Ha nperabanuH ¢ BrIOMBana Haa 8900 mampeHTH, KOMTO ¢a H3MOMN3BATIH
aperabanyH, Haj 5600 o1 KOUTe ca B3eH Y4acTHe B JIBOHHO-CIICIH NIIAe00 KOHTPOIMpPaHH NPOYUBAHHUA.
Hait-gecTo cp0OmMaBaHKTe HEXENAHH PECAKIIMH ca OHIM 3aMAsHOCT U CBHIHBOCT.

Hexenanure peaknyy oOMKHOBEHO ca OMIH JIEKH 10 yMepeHH 110 cuila. YecToTaTa Ha MPEKbCBAHE Ha
ACYEHHETO MOPa/iH HEXENAHN PEAKIMH 33 BCHUKH KOHTPOJIMPAHH [IPOy4YBaHHd € Ouna 12% mnpH nauueHTH
MOTy4YaRallll IperadaiHH U 5% IpH NALHEHTH NoNyYaraiy Iiancbo. Hal-4ecTHTe HEXKENaHH peakiiuy,
JAOBEIIN IO NPEKBCBAHE HA JIGYSHHUETO B IPYIIM JIEKYBAHH ¢ nperabaiuH ca OMIM 3aMasdHOCT U CHHIHBOCT.

B nonnara THGJIHI_'[EI ca H36p0l31-]]‘1 [10 KJIACOBEC H YCCTOTA BCHYKH HCHKCIIAHH JICKAPCTBCHH DCAKIINH, KOHTO
Ca HACTBITHIIH C 9CCTOTA, IIO-roJIAMa OT HJIEII.[EGU H IIPH NOBCYC OT €U H IIAIHCHT,
H3non3eana e KJIB.CHCI)HKEI.I.IHH Ha HEXENAHNTC JICKAPCTBCHH PCAKIMH MO HCCTOTAa B CUCTEMHO-OpPIdHHHA

Knacore 110 MedDRA koHseHIHATA.

Mmnoro gectd (>1/10), yectn (>1/100 po <1/10), neuecru (=1/1000 no <1/100), peaxu (=1/10 000 no
<1/1000), maoro peaku {<1/10 000), ¢ Hen3BecTHa YecToTa (0T HANMYHATE JAaHHH HE MOXKE Z1a OBb/Ie

HANPABEHA OLIEHKA).

BB BCAKO IpyNHpaHe M0 YecTOTa HEXeTaHuTe eeKTH Ca NpeICTaBEeHH B HH3XO0AIN pe/l IT0 OTHOIUEHHE

CEPHO3HOCTTA,

M30poeHHTe HeXKeITaHU PEAKIIHH MOTAT A3 O0BAaT CREP3aHH H ¢ NOIEXKAIOTO 3a00NaBaHe W/HIU
CBIIBTCTBAIIH JICKAPCTREHU TPOAYKIH.

[Ipn nevyenueTo Ha HeHTpaTHa HEBpONIaTHA 0OJKA B pe3yJITaT Ha IphOHa1HO-MO3EYHA TPaBMa € Ouna
YBEIHYEHA YECTOTATA HA HEXEJIAaHHTE PeaKkLiHK KaTo IUI0, HeXKeTaHuTe peakiuu ot crpada Ha [{HC
0C00EHO CHHIMBOCTTA (BXK.TOUKA 4.4).

JIOMEMHHUTENMHUTE PeakUH, CHOOLIEHH OT MOCTMAPKETHHIOBHA OTIHT ¢& BKIIOYEHH KATO: ,,C HEH3BECTHA
qecToTa™ Ha ltalic B CIHUCBKA O-I0ITY.

CHCTEeMHO-0PraHeH Kiac

HexenaHn JeKapecTBCHH PeAKIHH

Hhrdexunu n undecranun

Heyectn Hazogapunarur
Hapymenns Ha KpLBTa H

JIHMGHATA CHCTEMA

Peaxu Heyrponenus

HapyuwieHus HAa HMYHHATA
CHCTEMA

C HeM3BeCTHA 4ecTOoTa

CBpBXUYECIBUMENTHOCN, AHZUOCOeM, ANEPIUYHA PEAKYUA

Hapymenusa Ha MeTaGormzMa u

XpaHeHeTo

YecrH 3acMIBAHE Ha alleTHTAa

Heuectn AHOPEKCHA, XUIOTTTHKEMHS

IIcMXHYHH HApYIIEeRHA A

Hectn Eydopuuno HacTpoenre, 0ObpKaHOCT, PA3APAZHUTENHOCT,
HaMaleHo 1M0KAo, 1e30pHEHTaLHA, Oe3¢HHIE

Heuectn Xamonpgaips, NaHu9ecka aTaka, 0e3MoKoUCTEO, Bh30YyIa,

Peaxu

AETIPCCH A, ITOTHCKAIO HACTPOCHHE, [IPOMCHH B HACTPOCHHCTO,
ACNICpCONAJIN3A0NA, TPYAHO HaMHpaHe Ha AyMH, 11aT




C HeM3BeCcTHA 9eCTOTa

Azpecus

HapyuieHHa HA HepBHATA
CHCTEMA
MHoro uecTH

YecTH

HeuecTH

Peaxu

{ HeH3BeCTHA YeCcTOTa

3aMadHOCT, CHHITMBOCT

ATaKCHA, HApyILUEeHA KOOpAWHALES, TPEMOD, AH3apTPHA,
HapylueHHUs Ha [IaMETTa, HApyIIcHHA Ha BEMMAHHETO, [IapCCTC3HA,
CeLUpaHe, HAPYILICHO PABHOBECHE, JIETAPTHA, IMaBO0OIIHE

CHHKoOI, CTYnIOp, MMOKNIOHYC, TIOBHILIEHA ICHXOMOTOPHA
aKTUBHOCT, ar¢3us, JUCKHHE3NA, 33aMasHOCT IIPH H3IIPABAHE,
MHTEHIIMOHCH TPEMOp, HUCTArkM, KOTHHTHBHO Pa3CcTPOMCTBO,
TOBOPHO HAPYIICHUE, XHIIOPEMIICKCHS, XHUITOECTE3Hs, aMHE3HA,
XHOEPECTE3HA, YYBCTBO Ha MapeHe

XMIIOKHHE3HA, NapOCMHA, qucrpadud

3azyba Ha Cv3HAHUE, YMCMBEHO YEPENCOaHe, KOHEYACUU, 00140
HEPAZRON0INCEHUE

Hapymienus aa ouyHTe
Yecrr

HeuecTH

Penxu

C BeH3BeCTHA YecToTa

3aMETEHO 3PCHNE, TUILTOINHA

3pUTENHO HAPYILICHHE, OTOK Ha OYHTE, JedeKT B 3pHTENHOTO IToe,
IIOHHKEHA 3pUTENHA OCTPOTa, OONKH B CHHTE, aCTEHOIHA, CYXOTa B
OYHTE, MOBHILICHA JTAKPHMAITUA

3aryba Ha nepugepHO 3peHue, OCIHIOINCHS, HAPYIISHO 3PUTENHO
BB3IIPHATHE 3a AbIO0UMHA, POTONCHA, APAa3HEHE B OUHTE,
MU/IpHa3a, CTpabu3bsM, MOBUINEHA APKOCT Ha 0OpasuTe

3azyba na 3penue, kepamum

Hapymenns Ha yxoro B
JaOupHUHTA
YecrH

HedecTn

CBETOBBpPTEX

XUMEepaKy3uc

CopaeuHM napyieHnsn
Heuectu

Penxu

C HeM3BeCTHa YeCToTa

Taxukapans, aTpHOBCHTpHKYNapeH 0110k I cTenen

CHnycoBa TaxHKapausA, CHHycoBa OpaJHKapAui, CHHYCOBA
ApPUTMMUS

unmepeana




CoLAoBH HApYIIEHHSA
Hevyectnt

Peaxu

3aucpBABaKE, rOpPeIiM BBJIAHH, XHIIOTOHUSA, XHIIEPTOHHS

Cryaens kpaliHUIY

PecnupaTopHuy, rpsJAHH H
MeJIHACTHHAJIHH HAPYIICHHAS
Heuectn

Penxu

C Heu3BeCTHA YECTOTA

Jncnenus, cyxora B Hoca

EHHCTEKCHC, CTATaHC B I'bPNOTO, KAIUNMHIA, HA3ANHA KOHT'CCTHA,
PHHHT, XbpPKaHE

benodpoben omok

CroMamHo-YpeBHH
HAPYINECHHS
YecTu

HeyecTn

Peaxu

C HeM3BEeCTHA 4eCcTOoTAa

[ToBpsInaHe, cyxoTa B yCTaTa, 3amek, paaryJleHIUs

[Toaysane Ha KopeMa, racTpo-e3odareaneH peduIyke, MOBHIIEHO
CIIOHOOTACAAHE, XUIIOSCTEH3NA HA YCTHATa KyXHHA

ACIIUT, MaHKPEATHT, ANChAarud, rageHe

llodyeane na ezuxa, duapus, zadeune

Hapymienusi Ra KoKaTa H
MOAKOKHATA THLKAH
Heuectu

Penxn

{C HeM3BECTHA YECTOTA

IlanmynoseH oOpHB, XHOEPXHAPO3A
YpTukapus, CTyJacHa IOT

Cunodpom na Stevens Johnson, cepbesxc

Hapynienuss Ha MyYCKYJ1HO-
CKeJIETHATA CACTEMA H
CheIUHHTE/IHATA THKAH
Heuectn

Penxu

MyCKyIHH HOTpeNBaHus, MOAYBAHE HA CTABUTE, MYCKY/IHU
KPamiu, MUAIFHA, apTpanrud, 00IkH B repha, O0NKH B KpaHHIK,
MYCKYJIHa CKOBaHOCT

PEﬁ,ﬂUMHOHHBH, HEPBHKAICH CIIATLM, OOJIKH BBB BpaTa

Hapyuniennn Ha 6b0penure u
IIHKOYHHTE N'BETHLHIA
Heuectn

Penku

C HeM3BeCTHZ YeCTOTa

WHKoHTHHEHIIMA Ha YpHUHATA, JU3YPUA
brOpeuna HEAOCTATEYHOCT, ONHATYPUSL

Pemernyua na ypunama

Hapyuwenus Ha
BBE3NPOU3IBOIATEIHATA CHCTEMA
H I'bpAaTa

Yect

Epextunta quce yHxuus




Heuectn 3abapeHa eaKynanysa, ceKcyanHa mucyHKuuA

Penku AMeHoOpes, cexpelldd OT rbpaaTa, O0IKH B I'bpAaTa, IUCMEHODES,
YIOJIE€MABAHE HA I'EPAUTE

C HeM3BecTHA YECTOTA Tunexomacmus

O0mu napymenus u edexTn
HA MSICTOTO HA NPHJIOKEHHE
YecTH Hapymiena noxonka, 9yBCTBO 3a OIMHAHCHHE, YMOPAEMOCT,
nepHEPHH OTOLH, eJleM

Heuecru Ilagane, cTaraHe B rbPAMTE, ACTCHHA, XKAKIA, 60/IKa, He0OOHIalHHO
yCelaHe, CTyAeHH TphOKH

Peaxu ['eHepanM3KpaH OTOK, MUPEKCHA

C HEH3BECTHA 1ECTOTa Omoxk Ha nuyemo

H3ciaenpanna

YecTH YERenu4aBaHe Ha TEroTo

Heuecrn IloBnmeRrne Ha KpeaTHHKH QocOKHHA3aTa B KPEBTA, IOBHILICHHE

Ha aTaHHH aMHHOTpaHcepas3aTa, IOBHILICHHE HAa aclapTaT
aMHHOTpaHctepazaTa, HaMajeHne Ha Opos Ha TpOMOOLIUTHTE

Penxn IloBuineHNEe HA KPBBHATA 3aXap, NOHMKEHHE Ha KaJIHA B KPBBTA4,
IIOHHKEHHUE HA OpOsA HA JICRKOIIUTHTE, IIOBULIECHHE Ha KPCATHHHHA

B KPBBT4, 3aryda Ha TENECHO TETJIO

IIpu HAKOH MALMEHTH ca HAOIIOIaBaHH CUMIITOMHM Ha OTHEMAHE Chel CMHUPaHe Ha KPATKOCPOYHO U
ABITOCPOYHO JeYeHHE ¢ Nperabanud. CIOMEHATH ca CASIHUTE PEaKLHH: Oe3CBHAE, IMaB00OIHE, Ta/IeHE,
TPEBOXKHOCT, THAPHA, I'PHIICH CUHAPOM, KOHBYJICUH, HEPBHOCT, JACTIpecH, DOJIKa, XUNEPXHAPO3a U
3aManBaHe. [lanMenture TpadBa 1a 6paaT HHPOPMHpaAHH 32 TOBA IIPH 3aIIOYBAHE HA JICYSHHETO.

JIMnicBaT JaHHHU 3a YECTOTATA U TEXKECTTAa Ha CHMIITOMUTE Ha OTHEMAHE, B 3aBUCHMOCT OT
MPpOABIDKUTETHOCTTA Ha ynorpeba H 1o3ara Ha nperaﬁanHH, [IpH IpeKpaTsBane Ha JBATOCPOYHO JICYCHHE
¢ Mperadaiun,

Crofimagane Ha IIOHO3HPAHU HEXEIIAHH peaKIiH

Cro0IaBaHeTo Ha NOJO3HPAHH HEXENAHH PEaKIMH CIIe paspelnaBane 3a ynorpefa Ha JIEKapCTBEHHA
NPOAYKT € BXHO. ToBa No3BONABA la IPOXBIIKH HaOII0JeHHETC Ha ChOTHOIICHUETO MON3a/PHCK 34
NEKAPCTBEHUA NMPOAYKT. Hexenanure peakiiuu Moxe aa O60aT chobIneHH AupeKTHO Ha M3nsnHHTeTHA
arcHuus 1o nexkapcreara (MAJ]):

yn. JamsH I'pyee 8, Codua 1303
Teln. +3359 2 8903417
en. nota: bda@bda.bg

yebcaitT: www.bda. bg




4.9 IIpenozupane
[Ipu ipenosupase a0 15 g HAMa CHOONICHHS 3a HEOYAKBAHH HEXKEIIAHH JIEKAPCTBEHH PEaKIINH.
Hail-uecTo crobIIaBaHHTE HEXENAHH JIEKAPCTBEHH PEAKIHM OT IOCTMApKETHHIOBUS ONUT, Habni0 aBanu

[IpH NIPEIO3NpPaHe Ha fperabaliH ¢a BKIIOUBAIH CLHJIHBOCT, CHCTOAHHE Ha 0OBLpKBaHe, BB30YIa H
Oe3nMOKOHCTRO,

JIeueHHeTo NpH Npeno3yupane Ha nperabamHy TpaOBa Aa BKIOYBA OOIH MOTHPKAIlM MEPKH H
€BEHTYAIHO XEMOJHANH3A NIpHU Hyx A (Bx.Touka 4.2 Tabnuma 1).

5. ®APMAKOJIOTUYHHU CBOHUCTBA

3.1 @apMakoIHHaAMH4YHM CBOHCTBA

PDapMakoTepan¢BTHYHA rpyna: AHTHCITHICIITHYHHA CPEICTRA, IPYTH aHTHEMUICIITHIHH CPEACTBA
ATC xoa: NO3AX16

AKTHBHOTO BEHNIECTBO NperadaivH € aHaMOT Ha raMa-aMHHoMacaeHaTa KucennHa ((S) -3-(aMrHOMETHIT)-
5-METHUNXEKCAHOEBA KHCCITHHA).

MexaHR3EeM Ha JICHCTRHE

IIperabanuy ce cBBP3Ba ¢ JONBIHHTENHATA cyDeaHHIIa (02- & OeNTHK) Ha BONTAXK — 3ABUCHMHTE
KaILHMEBH KaHAIH B LIEHTPATHATa HEPBHA CHCTEMA,

KiiuHyu4eH onuT

HepponaTHa 6aaka

EdexTuBHOCTTA € fOKAa33aHa B H3NMTBAHUATA IIpH JHa0eTHA HEBPONATHA, NOCTXEPIIeTHYHA HEBPAIIUA H
IpOHAYHO-MO3BYHA TpaBMa. EeKTHBHOCTTA HE € NpoyyeHa IpH IPYTH MOAENU Ha HEBponaTHa OoKa.
IIperabanun e nmpoyueH B 10 KOHTpOMMpPaHH KIMHUYHH H3MATBAHUA ¢ MPOABLDKHTEIHOCT 10 13 ceaMHum
¢ apykparen AHered npuem (I11) 1 1o 8 cenMunn ¢ tpukparer gHesed npuem (TIIA).

Kato ngno, 6ezonacuocrTta v eheKTHRHOCTTA IpH cxeMuTe Ha npuiaarane ¢ J11J] 1 TII/I ca 6unH cxomHH.

B KIMHHYHHTE OpOYUYBAHHA C IPOABIDKUTEAHOCT 10 12 ceAMMIIH KaKTO 3a nepudepHa, Taka U 3a
LIEHTpalHa HEBPOIIATHYHA Donka, oTcnabBane Ha Gonkara ¢ Ouno HabmoJAaBaHO 10 Kpad Ha ITbpBaTa
CeOMHLIA ¥ CE € 3ana3H/I0 Npe3 el NCpHO)T Ha JICYeHHE.

B XOHTpoaMpaHu KIHHHYHY IPOYYBAHUS NIPH NEepUdepHa HEBpOTaTHa fonka 35% oT mauMeHTHTe
nexkyBaHH ¢ nperabanud u 18% oT manmeHTHTE Ha MAanedo ca uMamu mogodpenue ¢ 50% Ha TOUKOBUA
pesynrar 3a oneHxa Ha Sonkara. Cpea nauueHTHTe 663 IPOABH HA CHHIHBOCT TaK0Ba NOA0OpEHHE € OHIIO
HabmonasaHo npu 33% OT NeKyeanuTe ¢ nperabanuy v npu 18% or naupeHTHTe Ha auedo. [Ipu
MALHEHTH C IPOSBH HA CHHJIMBOCT TEPAIEBTHIHHUAT OTTOBOP e Oun 48% B rpynara ¢ nperadanud 4 16% B
I1aueOo-rpymnara.

pesysITaT 3a OLICHKA Ha OoJIKaTa.

Enuaencus




QOH'LJIHHTeJIHa TCpallHAg

IIperabannn e npoydeH B 3 KOHTPONHpaHH KITHHHYHM H3THTBAHHUA ¢ IIPOIBIDKUTENHOCT 12 ceaMULIM MpH
apykparen (JI11} wu tpuxpares (TIIJ]) aneBen npuem. Kato uano, 6€30macHocTTa H €pEKTHRHOCTTA
IpH cxeMHTe Ha npyunarade ¢ 111 u TI1 ca 6umu cxoxHw.

Hamasienne Ha decToTaTa Ha NpucThIMTe € OHII0 HabmogaBaHo JI0 Kpasd Ha IBPBATa CEAMHIIA.

MonoTepanusa (HOBO/TMATHOCTHIIMDAHY [TALIUSHTH )

[IperabaiiH € IpoyYeH MpH eAHO KOHTPOITHPAHO KJIHHHYHO IIPOYYBAHE ¢ MPOMLIDKHTENHOCT 56
CeXMHIH, C MPUIOKEHHE ABYKpaTHO AHeBHO (BID). IlperaGanuH He € Nokazall 10-MalKka €peKTHBHOCT
CNPSAMO JIAMOTPHIHH I10 OTHOIIGHKE Ha KpaiiHaTa Touka — 6 Mecena 6e3 npucThmi. [Iperabanyn u
JNaMOTPHUTHH Ca CPaBHHEMH MO OTHOILIEHHE Ha 0e30MacHoCT ¥ aodpa NOHOCHMOCT.

I'eHepaaH3IApPaHo TPEBOKHO Pa3CTPOICTBO

IIperaGanyy e npoy4eH B 6 KOHTPOAMPAHH KIHHUYHH H3IHTBAHUA C NPOABLIKHTEMHOCT 8 CEAMMLM U
€OHO JBJIFOCPOYHO IPOYYBAHE 3a IIPEBCHUHA HA PELMANB ¢ ABOHHO-CIIANA (Pa3a Ha NPCBCHUHNA Ha
PEIHAKBA ¢ IPOABIDKMTEIIHOCT OT 6 Mecela.

ObnekuyaBane Ha cumMntoMuTe Ha I'TP, n3Mepero upes Ckanara Ha XaMHITOH 3a OLIEHKA Ha
TpeBoXxHocTTa (HAM-A) e 610 HabmoaBaHO 0 Kpas Ha ITkpBaTa CeMUIIA.

B KOHTpOIMpaHH KIMHHYHH H3NHTBaHUA (4-8 ceMHIIH NpoaAbKUTENHOCT) 52% OT NaMEHTHTE,
JeKyBaH# ¢ mperabanud U 38% ot maruenTHTe HAa NIanedo ca nMany nene 50% nopodpenne B o0uMs
pesyarat o HAM-A oT H3X0/IHOTO HHBO AC KpailHaTa TOYKa.

ITpH xoHTpoMMpaHyu OPOYYBAHHSA, HIO-TONAMA YacT OT ITAIMCHTHTE JEKYBaHH ¢ IIperabanun ¢a ChoOIHIH
3a 3aMBTJICHO 3PEHHEC B CPABHEHHE NAIMEATHTE JCKYBAHH ¢ IIaledo0, KOETo € OT3RYYATIO B IIOBEYETO
CaydYad TpH NpoabIKUTENHO Ipunarade. [IposeaeHu ca odTanMonoruusy uicneaBadud (BKIOUHTENIHO
W3CJIEABAHC HA 3PUTEIHATA OCTPOTA, CTAaHAAPTHO U3CIEABAHS HA 3PHTEIIHOTO MOAE H PasIIHpeH
(pyHAOCKONCKHU TIperien) npu nopeye ot 3 600 nanmueHTH B paMKHTE Ha KOHTPOJIMPaHH KIHHHYHY
npoy4yBaHus. IIpy T€3M MalMEeHTH 3pUTEAHATA OCTPOTA € HaMajieHa NpH 6,5% oT NaHEHTHTE JIEKYBAHH C
nperabanus U npu 4,8% or naumeHTUTe NEKYBauH ¢ manebo. IIpoMeHy B 3pHTENHOTO [T0JI€ ca
ycTaHOBeHH npu 12,4% oT nexyBauuTe ¢ riperadanuH 1 opH 11,7% 0T n1ekyBaHHTe ¢ I1ALCO0 NAI[HECHTH.
PyHIOCKOICKH IPOMEHH ca Habmogaerauu npu 1,7% ot nexkypaHute ¢ nperabanui i npH 1,2% ot
NEKYBAHHTE C Ianedo narMeHTH.

5.2 ®apMaKOKHHETHYHM CBOHCTBA

Cranvonapaute dhapMaKOKHHCTHYHH NIOKA3ATEAH Ha IperabandH ca CXOAHH IPH 3IpaBH J0OPOROILH,
MALHEHTH ¢ SMHICNICHS NOIYYaBANIM AHTHENICIITHYHH JICKapCcTBa M HAlHEHTH ¢ XPOHHYHA bonka.

Abcopbins

[Iperabanun ce pezopbupa 6Lp30 NpH NPHIIGKEHHE HA TIATHO ¢ [MHKOBH IUIA3MEHH KOHIICHTpaIMH,
HaCTBNBALUM B PaMKHTE HA €JHH Yac KaKTO CJIe]] €IHOKPATHO TaKa H CJIe/| MHOTOKpPATHO IIPHIIaraHe.
TlepopanHarta OHOHAMTHYHOCT Ha nperadayIMKE ce oyaksa fa € >90% u e HezapucuMa ot gosata.Cren
MHOTOKPATHO NPHIaraHe CTALIMOHAPHO CHCTOAHHE CE JOCTHra B paMKHTE Ha 24 no 48 gaca.

Ckopoctra Ha pe3opOuHs Ha nmperaGajliH HaMagBa MPH NPHEM € XpaHa, KOeTo BOAH
Crmax € 0kon0 25-30% u 3a6aBaHe Ha tmax 10 npubmizuTento 2,5 waca. [puemsT H

Pasnipenencuue




[IpeqIMHHAYHE TPOYYBAHKA MOKA3BaT, Ye IIperabanyH MpeMHHaBa IIpe3 KpbBHO-MO3bYHATa OapHEpa Ha
MHIIKH, IITEX0BE H MaHMyHH. JloKa3aHo €, ye nperabaniH [IpeMUHaBa pes IaleHTaTa npy IIbX0BE H
Ce€ OTKPXBA B MNAKOTO Ha KbpMenm misxose. 11pn xopa npusraana obeM Ha pasnpe/eneHne Ha
nperabanvH CIeq nepopaiaHo npunokenue e npubnusurenso 0,56 Vkg . [lperabanun ce cabp3ba ¢
MIa3MEHUTE DEeJITHIM.

BuorpanchopMainis

MeTabonHu3MET Ha [Tperabaiie OpH xopa € npeHebpeskrMo ManbsK. Cltell IpHEM Ha J103a paIHOaKTHBHO
Oems3an nperabanud, mpubausuremo 98% oT paJHOAKTHBHOTO BEMIECTBO, YCTAHOBEHO B YPHHATA, €
HEPOMEHCH IpeTabaiun. N-MeTHIHMpaHHAT OepHBAT Ha NperalaliH, OCHOBHHAT METa0OIHT Ha
nperabaiuH, OTKPHT B YpHHaTaA, cheTaBagBa 0,9% oT osara. B npeIKTHHHYIHH MpOYYBAHKHA HE Ca
YCTAHOBEHH JaHHH 3a palleMalUA Ha S— aHaHTHOMepa Ha nperabalnH J0 HeroBHA R- eHaHTHOMED.

EnsmuHHpaHe

Ilperabanny ¢c€ eNMMIHHpa OT CUCTEMHOTO KPBEBOOOPHIICHHE IJIaBHO Ype3 ObOpedHa exckpelLHs B
HENPOMEHEH BHJ, CpENHHAT €JIMMHMHAIMOHEH IONYKHBOT Ha nperadamus ¢ 6,3 gaca. [lnazMenuaT u
OBOpUHNA KTHPBHC Ha Nperabanid ¢ca IPaBONPONOPUHOHAIHH Ha KPEATHHHHOBHA KITHPBHC (BX. TOUKA

5.2 HapynieHna 010peuHa QyHKIHA).
Ilpu manseHTH ¢ HamaneHa Ob0peYHa GYHKINA HIH Ha XEMOJHAIH3a € HeoOX01MMO aaNTHPAHE Ha

nozara (Bxk. Touka 4.2, Tadnuua 1).

JIMHEHHOCT/ HETMHECHHOCT

DapMakOKHHETHYHHTE [OKA3aTeIX HA TIperabanyy ca JUHEHHH B PAMKHUTE Ha TIPENOPhYHTEIHAA
AHCBCH J030B HHTepBan. BapuabunHocTTa Ha (hapMaKOKHHETHKATA Ha NIperadanuH MexKIy HHIUBHIHTE €
manxka (<20%). ®apMaKOKMHETHKATA IPH MHOTOKPATHO IIPHIIAraHe Moxe Jia 6b/1¢ npeasyacHa OT
NAHHHTE ITPH €THOKPATHA f03a, CleAoBaTeNHO, HE € HEOOX0AUMO PYTHHHO MOHHTOPHpPAHE Ha
IUTa3MEHUTE KOHUEHTPAIMH Ha nperabaiuH.

(DapMakoKHHETHKa NPY CHEIHATIHY IPYNIH MalIHEHTH

Ilon

KJIMHU4HHTE NPOYYBaHHUS OKA3BAT, Y€ MOJNBT HE OKA3Ba KAHHHYHO 3HAYHMO BIHAHHE BBPXY ILTASMEHHTE
KOHILICHTpAalMHU Ha Nperadaiuy.

bnOpeuHo yBpexaane

KnupsHCBT Ha niperabanuy € NpaponoplMOHANIEH HA KPEaTHHMHOBHA KTHPBHC. OCBEH TOBa nperaGanuu
CE OTCTpaHABa eEKTHBHO OT IJTa3MaTa Ype3 XeMoanaan3a (cie 4-4acoBO XEMOAHANIM3HO JICHEHHE
NIa3MEHKMTE KOHIICHTPAMH Ha nperaGalivH ce MOHMKABaT ¢ npuoanusuteaHo 50%). Tei karo
OBLOPEYHOTO ENTMMHHHPAHE € TAABHHA BT HA CAMMHHUPAHE, NPH NAlMSHTH ¢ HapylieHa 6L0pedHa
GyHKIMA € HEOOXO0AHMO HAMAIIARAHE HA A03AT4, a CIICH XEeMOJHAIH3a € HEOOXOMHM AOIBJIHHTENIEH NPUHEM
(Bx. Touka 4.2 Tabmuua 1).

YepaoapobHo yBpexkIaHe

He ca npopexaann cnenpanuy apMakOKHHETHYHH OPOYHBAHHA IPH NAI[HCHTY
yeproapodHa Gyuxuus. Tri xaro nperafannn He OpeThpIABa 3HAYUM METadP] q«:%‘m rce-ckdigac

NpeAHMHO B HCIPOMEHEH BHA B YpUHAT4, HAPYIICHATa YepHOApoOHa ([)}!HKHH@-[?/EH"IWGBHH
MPOMEHA 3HAYHUMO NIA3MEHUTE KOHLCHTPALIMK Ha NperadamH. , ariee T



[TanyenTH B cTapyecka BB3pacT (Haj 65 roauHu)

ChINecTBYBa TCHACHUMA 33 HAMAISABAHE Ha KIHPBHCA Ha nperabanny ¢ HapacTBaHe Ha Bp3pacTTa. ToBa
HaMaJeHHE Ha MEPOPANHHUA KIMPBHC Ha Iperabanmy ChOTBETCTBA Ha NOHMKCHHETO Ha KIMPBHCA Ha
KpeaTHHHHA, CBhP3AHO ¢ HaNpeABaHe Ha BB3pacTTa, IIpu nalHeHTH ¢ BB3pacTOBO 00YCIOBEHO
HapyuicHHe Ha ObpOpeunata GpyHKIMA MOXE Ja ce HANOKH HaMaldBaHe Ha J03aTa Ha nperadanuH (Bx,
Touka 4.2 Tabmuma 1).

5.3 IlpeakIMHAYHH JaHHM 32 0e30MaCHOCT

B xoHBEHIIHOHAIHH (apMaKOJOrHYHH TIPOYYBAHHA 3a 6€30MAaCHOCT MIPH )KHBOTHH Mperabanui e moxasan
J06Gpa IOHOCHMOCT B 103H CHOTBETCTBALIM Ha KIKHHYHO IIPHIIAraHATE. B NpoyYBaHHA 3@ TOKCHYHOCT €
MHOT'OKPATHO MPHNAraHe, IPOBSACHM IPH ILTBXOBE H MAaHMYHM, ca O1ax HabMoaaBaHH €(PEKTH BBPXY
[THC, BXIICYHTENHO XUIOAKTHBHOCT, XUMEPAKTHBHOCT H aTakCHA, Cell IPOIbIKHTEIHA CKCIIO3HITHA Ha
nperabanyH, CbOTBETCTBAIA HA KCIIO3HIUS Ha Iperabaniy =5 [rbTH MO-ro/IIMa OT CpeHaTa
EKCIO3HIHA NIPH X0pa, NMPH MaKCUMAanHATa ONpenopkuBaHa KIHHMYHA 1034, ¢€ HabmaaBa [OBUIIEHA
4eCTOTa Ha aTpo(dua Ha peTHHATa, oOnYaliHo HabmIo1aBaHa MpU MTEX0BE AIOHHOCH B CTapyecka Bb3pacT.

IIperabanuH He € TePaTOreHeH NPH MHLIKH, IUTHX0BE H 3aiiH. PeranHa TOKCHYHOCT MPH MITEXOBE H
3aHIIH € HACTBHIIUNA CaMO [IPH eKCIO3HIHH HAXBBP/ANIH 3HAYHTENHO TE3H IIPH XOpa.

B npeHaTanHH/NOCTHATAIHH NIPOYYBAHUA 38 TOKCHYHOCT NMperabalHH € J0BE A0 NosBa Ha TOKCHYHN
e(EeKTH BbPXY Pa3sBUTHETO HA [TOKOJIEHHETO IIPH ILTEXOBE CIEZ CKCIIOSHIIMH >2 ITbTH [0-TOJEMH OT
MaKCHMAaTHATA MPEIOphUBaHA SKCIO3HIIHA TPH XOPA.

Habnogasany ca HexenaHn eGekTH BBpXy QePTHIHTETa IPH MBXKKH H JKEHCKH ILTBXOBE CaMo TpH
CKCTIOSHUHH HaAXBhPAUIH AOCTATHYHO TEpANeBTHUHATa eKeno3uua. Hexxenanure eeKTH BBPXY
MBXKHTE PENPOYKTHBHU OPraHH H NapaMeTPHTE Ha crniepMara ¢a OuIH oOpaTHMH H ¢a HACTBIIHIIH CaMo
PY €KCMO3HIMK HAAXBBPIIMIIM AOCTATHYHO TEPalleBTHYHATA EKCIIO3HLIHA MK ¢a OMIIM CBBP3aHU ChC
CIIOHTAHHH ACTCHCPAaTHBHH I[TPOLCCH B MBAXKKHUTE PCITPOAYKTHBEHHA OPraHH Ha INIBEXA. HOpﬁI{H TOBa CC
CYMTA, e ePEKTHTE UMAT MAJIKa HJIM HAMAT KIMHHYHA 3HAYUMOCT.

[Iperabanvii He € TeHOTOKCHYEH Bb3 OCHOBA HA PE3YIITATH OT CEPHA iA VIIro B in vivo TIPOYIBAHI.

[Ipy MILXOBE H MUILIKH ca OHIIH IIPOBEACHH JIBYTOAMIIHY NPOYYBRAHHUA ¢ MperadainuH 3a KapIHHOTEHHOCT.
llpy nnbxoBe He ca HaOMOJaBaHH TYMOPH CIIe/l CKCITO3HIIHK 10 24 TbTH MO-TOJEMH OT CPEIHATA
CKCTO3MLHA TIPH XOpa IPH MAKCHMATHATA NPEeNopbYATEITHA KTHHUYHE 1032 oT 600 mg/nen.

[Ipu MumKH He ¢ 61ta HabI0JaRaHa MOBMIIEHA YECTOTA HA TYMOPHTE IIPH €KCIIO3MLMH, NOA0OHH Ha
CpelHaTa CKCIIO3HUMA IIPH XOPa, HO NIPH II0-BHCOKHM E€KCIIO3HIHH € Onila HaOII0JapaHa NOBHILCHA Y€CTOTa
Ha XeMaHTHOCapKoM. HereHOTOKCHYHUAT MEXaHU3BM Ha HHAYIIHPAHOTO OT nperabamud obpazyBaHe Ha
TYMOPH NPH MHIIKK BKIKOYBA IPOMEHH B TPOMOOUMTHTE H NPONHPEpalna Ha CHEOTEIHN KICTKH. Takusa
TPOMOOLIMTHH IIPOMEHU He ca OMIH YCTAHOBEHH TIPH ILTHXOBE HIIH MIPH XOpa Bb3 OCHOBA Ha
KPaTKOCPOYHH H OTpaHMYEeHH JABITOCPOYHH KAMHHYHY KIHHHYHH JaHHH, JIMIICBAT AOKa3aTencTBa
NpEANOIaraliid pHck MpH Xopa.

IIpn MiaaM ITEXOBE BUAOBETE TOKCHYHOCT HE €€ PasiMuaBaT KauecTBEHO OT Te3H, HaGmio aBaHu npH
3penu mIeXose. Mnaaure miexose, odave, ca NO-1yBCTBUTEAHHM. [IpH TepaneBTHYHH €KCIIO3ZHLHH ca
OunM ycraHoBeHM KiMHMYHYE 1poaed oT [THC karo XMIEepakTHBHOCT H CKBPIIAHE ChC 3H0H H H3BECTHH
IPOMEHH B pacTeika (MpeXoIHO MOTHCKaHe Ha HAaJlJaBaHeToO Ha TErmo). Ec])

€KCIO3HIHUA IIPU >2 IILTH NO-TONAMA OT TCPANEBTHYHATA SKCITO3HII
EKCTO3UIMA TO3M edeKT HE ¢¢ Ha0a01aBa.
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6. PAPMAUEBTHYHH JAHHU
6.1 CnHcLK Ha NOMOIHHUTE BellecTBAa

KarcynHo cpappKuMo
bespoana nakroza
LlapepnyHo BumiecTe
Tank

KOJ]OH,I[EH 6SBBOJIEH CHIIHNHCE AHOKCH

CBCTaB Ha Kancynara
XKenarnH

Turanos auoxcua (E 171)
IIpeuncrena rona

Yepren xenesen oxcug (E172)

6.2 HecuBMecTHMOCTH

He e npHinoxumo.

6.3 Cpok na rognocr

3 roauHA

6.4 CHenHaqHu yOIOBHS HA ChbXpPaHEHHe
Jla ce cpxpaHspa npu Temneparypa mox 25 C.
Ha ce ¢hbXpaHABa Ha MACTO, HEAOCTHIIHO 3a JELa.

I[a CC ChXPAHABA B OPHIHHAIIHATA OMNAKOBKA.

He nanonsealite ToBa NEKAPCTBO CNEA CPOKA HA TOAHOCT, 0TOCNA3aH BEPXY KapTOHECHATA OTIaKOBKA.
CpoKBT Ha FOAHOCT OTrOBaps Ha MOCHEAHAS IEH OT IIOCOYEHHA MECELL.

He H3XBBPIsHTE IeKapcTBaTa B KAHANMH3ALMATA HIIA B KOHTEHHEpa 3a JOMAIIHH OTIIAABLIH.
[lonmuraiiTe Bamna gapManesT Kak Aa H3XBBPIATE JeKapCTBaTa, KOMTO Bede He U3NOoa3BarTe. Te3u MepKH

oic CIIOMOrHAaT 3a OIla3sBaHe Ha OKONHAaTa Cpena.

6.5 BuaR chaBpXkaHHE Ha ONAKOBKATA

Henpospauen PVC/ PE/PVDC anymuaner 0nuctep chabpxamy 14 6pos xancyim.
Buaoge onnakoBky:
OnakoBka ¢ 14 kancyiu, ceaspxaina 1 énucrep.

OnakoBka ¢ 56 kancymu, cbappxKala 4 dnucrepa.

6.6 CroennaaHy npexna3HH MepKH NPH H3IXBLP/IAHE

HensnonsBaHusT JeKapeTBEH NPOAYKT HIH OTHATBYHHTE MATCPHATIH OT HET
ChOTBE€TCTBHE C MECTHMTE M3HCKBAHUA,



7. IIPHTEXATEJI HA PASPEILIEHHETO 3A YIIOTPEBA

HOBEJI ®APMA EQO]I

yi1. OKonoBphCTEH BT Ne 36
Codus 1415, brirapus

tel. +359 2 962 62 80

fax. +359 2 962 90 36

e-mail: info@nobelpharma.bg

8. HOMEP HA PAZPEIIEHHUETO 3A YIIOTPEGA
Per. Ne 20160056
9. JATA HA ITBPBO PASPEILIABAHE

Hara Ha nepBo paspemwapare:; 12.02.2016 r,
Jara Ha nogHoBABaHe: 29.01.2021 r.

10. JATA HA AKTYAJILZUPAHE HA TEKCTA
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