KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

Victanyl
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1. UME HA JIEKAPCTBEHHUA ITPOAYKT

Victanyl 75 micrograms/h transdermal patch

Burxmanun 75 mukpozpama/vac mpancoepmanen naacmup

2. KOJIMNYECTBEH 1 KAYECTBEH CbHhCTAB

Buxmanuwt 75 muxpozpama/vac mpancoepmaner niacmup

Bcexy mactap ocsoboxaBa /5 MHKporpaMa (beHTaHu Ha yac. BeekH IL1acTHp ¢ NORBPXHOCT OT

22.5 cm” chabpika 12.375 Mg deHranu.

3a Mb/IeH CIUCEK Ha FIOMOLHMTE BelIECTRA, BHXK pazaena 6.1.
3. DOAPMAILEBTHYHA ©POPMA

TpancnepmaneH riacTup

IIpo3pavueH u Oe3LBETEH MIACTAP CHC CHH MMOCTOAHEH HAANMC Ha MOAALDKAIIOTO (POJIHO: “BHUKTAHHII
75 pg/uac®.

4. KINMHHYHH JAHHH

4.1 TepaneBTHUHH MOKAIAHHUN

[TpoAyKTHT € moKa3aH 3a ynotpeba Npy TeXKa XpoHu4Ha 607TKa, KOATO MOXKe Ja Obae Moaxoasaulo
KOHTPOJIMpaHa eJVHCTBEHO ¢ IIOMOIITA Ha OMHOHIHY 00e300198allH,

4.2 J03MpoBKA H HAYHH HA NPUJIOKEHHNE

Jo3upoBkarta € HHAUBUAY&THA W ¢e fa3upa Ha aHaMHe3aTa 3a ynoTpeda Ha OMHOH/IH OT MalUMeHTa,
KaTo ce B3eMa NpeABHA CIETHOTO:

b BBEIMOKHO Pa3BUTHC HA NMOHOCHMOCT,
® MOMEHTHO 00110 CbCTOAHHE, MEAHUIHHCKHA CTAaTyC Ha HALlMCHTA U
bt CTCIICH Ha TCHECT Had HAPYIUECHHATA,

HeoOxonuMara qo3a (peHTAHWA ¢ KOPHI'Mpa WHAMBWAYATHO U TpiaOBa na ce Omnpenaecns pesoBHO CeA
BCSKO MPIIOKEHHE.

ITvpaonavanno onpedensne Ha 003ama Npu RAYUEHMY, Yrompebasayu 3a nypeu o ONUOUOY
TLnacTupuTe ¢hC CKOPOCT Ha 0CBOGOKAaBaHe oT 12.5 MUKporpaMa/yac ca Ha pa3snosoxeHye H Tpa0Ba
Aa 6pAAaT UIIMON3BaHH 3a IBPBOHAYATHOTO Ao3upane. IIpH MHOro Bb3apacTHH MALMEHTH HE C€
MpenopbuBa 3af0YBAHETO HA JIeUeHHE ¢ Buxmanun, NOPAAy WIBECTHATA 3a Ta3W MpyIma MalHeHTH
MOBALLICHA YYBCTBUTENHOCT KM ONHOIHU MEIHKaMEHTH, B Te3un Ciryvau e xenatejIHO [1a C€ 3aIl04He
JievYeHHEe ¢ HECKH 03K OT He3abaBHO ocBodmKAaBallva ce MOPGUH W fa ce npeanuiue Buxmarniun
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1.  Onpenens ce KOJIHMYECTBOTO HA aHIaNeTHKA HeoOXOAUMO 3a 24 Haca,

2.  Tlomyuenara cyma Tpabea n1a 6noe MpepbpHATA B CHOTBETCTRALLMTE OPATHH A03H OT MOPQHH, KaTo
ce u3non3sa Tabmnua 1.

3. CbOTBETCTBALUIUTE A03H (PpeHTaHW T TPAORA A € ONPEeACIIAT KAKTO CJIe/IBa!

a) M3nos3Baiiky Tabmuua 2 3a NalpeHTH, KOMTO MMAT HY»KIa OT MPoMsAHAa Ha OnkoKaa (HHBOTO Ha
MpeH3YHCIABaHe HAa NEpopanHHa MOpPHH KBM TpaHCOSpManHMA (EeHTAMHI C€ paBHABA Ha
150:1)

b) 3a craGwiHyM naumeHTH 1 400pe MOHACSHO OMMAHO JleueHue Tpabpa fa ce u3noasea Tabnuua 3
(HUBOTO Ha TIPEH3YMCI/IABAHE HA MEPOPATHHA MOPPHH KbM TPAHCACPMANHHA (QEHTAHWI Ce
pasHsaABa Ha 100:1)

Tabauna 1: IIpupaBHHTEIHO RpeH3YHCAABAHE HA 00e300/1aBa1aTa ePEKTHBHOCT
BcHukn 0034, KOMTO ¢a NpencTapeHH B TabaMiara ca eKBHBaNIEHTHH Ha obeabosasaiivsa edekT Ha
10 Mg NnapeHTepanto IpHI0KEH MOPDUH.

ITpupaBHenn obe3aboapamu
KO3H (Mg)
AKTHBHO IapenTepanno | Opanno
| BeIIECTRO (A.M.)
MopduH 10 30-40
XHAPOMOPMOH 1.5 7.5
(OKCHMKOJOH 10-15 20-30
Meranou 10 20
JleBopgaHo 2 4
OKCUMOpPPUH | 10 (pekTauiHO)
Auamopdun 5 60
IleTnauH 75 -
Kongvn - 200
byrnpeHopgnH 0.4 0.8 (noge3uvHo)
KetobeMHaoH 10 - 20-30

Ta6auna 2: IlpenopbuTe/1HH IEPBOHAYATHHA J03H HA TpaHRcAepMalieH eHTAHMHT, Bb3 0CHOBA
HA AHEeBHH OPAJHH A03H MOPPUH (32 NALHMEHTH KOMTO HMAT HY»KIA OT CMEHIHEe Ha ONHON/1a)

Opanna go3a Ha Mopdun (Mg/24 yac) | TpgncaepMairHo ocBOGOKIaBaH (PEHTAHHIL
| (MHKEarEama}qac)
<44 12.5
45-134 25
135-224 50
225-314 75
315-404 100
405-494 125
495-584 150
585-674 175
673-764 200
765-854 225
855944 250
645-1034 275
1035-1124 | 300 |

Table 3: IlpenopbyuMTeHHW HaMAJHH A03M HA TpPaHcAEpMAJICH (PEHTAHH/I, Bb3 OCHOBA Ha
NHEBHUTE OPAJHH A03H MOpPdUH (3a NALHEHTH KOHTO ca CTaOWIHM M J00pe MOHACAT OIMHOWAHATA
Tepalvs)

Opanna noza MopdHH (Mg/24 yac)

TpaHcaepMaaHO OCBOOOXKAABAH .1
peHTaHWT (MHUKPOrpaMa/uagy”




150-209 75
210-269 100
270-329 125
330-389 150
390-449 175
450-509 200
510-569 225
570-629 250
] 630-689 275
690-749 300

Hueo Ha ocsoboxaapane Ha pentanna ot Hag 100 mpkporpama/dac Moxe aa Opae MOCTATHATO YPeE3
KOMOHMHHpaHe Ha HAKOJKO ILIacTHpa.

[TopBoHadanHaTa OIEHKA Ha MaxkcuManHus oOe3bomsmain edekT Ha Buxmanunr mpancoepmaine
naacmup He TpaGsa aa GbAe M3BLPIIBAHA NpPEAM ITACTHUpa Ja ¢ OHIT HOCEH B MPOABDKEHME Ha 24
yaca. ['oBa ce Hajlara B CJISACTBHE HA IMOCTENEHHOTO YBEJIMYAaBAHE HA CEPYMHHWTE KOHLIEHTPAUWK Ha
deHTAaHWU 1Ipe3 MbpPBUATE 24 yaca cleld NPUWIOKEHHETO Ha NNACTHPA.

[Tpe3 mepBUTe 12 uaca ciaed NMpeMHHABAHETO KbM ynorpeba Ha Buxmanur mpancoepMainer RAGCmup
NalenTHT MPOARDKABA Jla NMpuema npeaulecTeaius odesdongpall MPOJAYKT B NPEAHIIHATA 1033,
npe3 ciaenBaluTe 12 yaca To3u 06e30IABaLL MPOAYKT C€ NMPUIara B CbOTBECTCTBUEC ¢ HYXKIUTE.

CnpedensaHe HA d03ama u nodObpHCAa mepanivl

[InacTupsT TpaGBa Aa ce MOAMEHA Ha BeekH 72 vaca. JJosara TpabBa na ce onpedeis MHANBUIYaIHO
noKaTo ce NocTurne obesboaaam edexr. [IpyH nanMeHTH, KOHTO H3MHKTBAT ChILECTBEHO MIOHIKEHHE HA
obeszbonapalnus edekT B neproaa 48-72 dHaca Cnell NPUIOKEHHUETO, MOKE [1d C& HATOMH MOAMEHAHS
Ha eHTaHwi cnex 48-4 Jac,

[TnacTupure ¢ HMBO Ha ocBoOokaaBane OT 12.5 MMKporpama/yac ca Ha pasmnofiokeHHEe M ca
MOAXOAALIH 3a TWTpallMs Ha [03aTa B IMO-HHCKHA [030B AuanaioH. Axo o06e3DonsBaHeTo He €
JOCTATRYHO B Kpas Ha [bPBOHAYANHMA TepUOX, do3ata Moxe Ja Obae ymendyaBaHa cnel 3 OHH
JOKATO ¢eé MOCTUrHe enanus edekT 3a BCeKH nauueHT. JOMBJIHUTENHOTO yBEIHYaBaHE Ha NO3WUTE
OOMKHOBEHHO e H3BEpIUBA B CTBINKH OT 25 MHMKpOrpaMa/vac, BBIPEKH H¢ JONBIHHTCIHHTE
M3UCKBAHHMA 32 00€300/19BaHe H ChCTOAHHETO Ha Oonka Ha TauMeHTa TpAOBa ga OBJaT OTUETSHH.
[TauieHTHTE € BBRIMOKHO Ja W3HCKBAT TMEPHOAHYHO AOMTBIHHTENIHH J03H OT KpPaTKOCPO4YHO
AckcTBaiK 0be3bonsaBamu 3a npegoispare Ha Ooskara. JIOMEJTHHTENHH WIH anrTCPHATUBHH METOAH
Ha ofe3ConsBane, KAKTO ¥ AITEPHATHBHO NPUIOKEHKHe Ha onuonay TpadBa na ObaT OOMHCIEHH B
cayuadl, 4e Jnosata Ha Buxmawur wagsuiun 300 Muxporpama/dac. Bwmopexkn moaxoasiuius
obGezbonspaml edekT ca AOKIAABAHH aOCTMHEHTHH CHMIOTOMH TIpH NpPEeMHHABAHEC OT IBJITO
[IPOABIHKABALLO NeYeHHe ¢ MOPOHH KBM TpaHcaepManeH GeHTanwnn.

B cnyuyali Ha aOCTUHEHTH CHMIITOMM C€ MpEMophuYBa T€ Ja OBIAT JIEKYBAHM ¢ KPaTKO AEHCTBAL
MOp{hHH B HUCKH JTO3H.

IHpomsana uru npexpamasane Ha Ae4eHUEMO

AKO ce Hajara npekapaTsBaHe Ha JIYEHHETO ¢ INTACTUPUTE, BCIKO TOCIEARAIIO 3aMECTBAHE € APYTH
OMUOHIH TPSAOBA A CTABA MOCTENEHHO, KaTo €€ 3alovyBa C HUCKH J03H, KOMTO OAaBHO Ce yBeIHUBAT.
ToBa c¢ Hamara TbH Kare (EHTAHWIOBUTE HMBA CMAagaT NOCTENCHHHO CA¢A OTCTpaHABaHC HA
[1aCTHpa, KaTO 32 MOHMKEHHE Ha (eHTAHHIOBHTE CepyMHH KOHUEHTpauHu ¢ 50% ca HeoOXoauMH
noHe 17 vaca. Kato ofLuo npaBmwio € BB3OPHETO NpeKpaTABAHETO Ha ONMMOHIHOTO 00e3bosBaHe 12
oTaBa MOCTENEHHO, C 1eN Aa ce TIpeAOTBpaTH MosABaTa HA Aa0CTHHEHTHH CHMTIIOMH (raj¢He, JHapud,
Oe3NOKOHCTBO, H MyCKYJIeH TpeMop). Tabnnum 2 ¥ 3 He TpadBa 1a ¢e U3NOI3BAT NPH [IPEMUHABAHE OT
TpaHcAepMalieH (beHTaHWI KBM JedeHue ¢ MOp{HH. '

Memoo na npunoscenue
HenocpencTseHo cnei M3BaXJIAHETO OT OMaKOBKaTa M OTCTPaHsBaHE Ha
Buxmanun ce Hamara Ha HEOKOCMEHAa KO)XKHa MOBBPXHOCT B OpHaTa 4a
rps0, ropHa 4acT HA PBKaTa). 3a Oa OTCTPAHHTE KOCMHUTE HANOJ3BANUTE HO
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[Ipenu npHnoXeHHeTO, koskaTa TpaOea na ObIOe BHUMATENHO W3MHTA C HHCTa BoJa (6e3 MovncTBallH
penapary) U LATeTHO NoJAcYLIeHa. TpaHcaepMaTHUs IIJIACTHP Ciiefl TOBa C€ HAJjlara W3noi3BaHKy Jiek
HaTHCK ¢ JAJAHTa Ha pbKaTta 3a okono 10-30 cexynnu. KoxkHaTta NMOBBPXHOCT, HA KOATO C& MpWiIara
[UTACTHPBT, TPAOBa A2 HAMAa MHKPOCKOMMYHH H3IMEHEHMA (B T.4. AB/DKAIUK ce Ha oOabUBaHE HITH
U30pBCBAHE) H KOXKHO BB3NAJIICHUE,

TBi KaTO TpaHCASPMATHHUAT MIACTHP € Mpejrna3eH OT BhHIIEH BOAOYCTOMYMB CJIOH, TOM MOXE A1a Ce
HOCH CBIIO JOKATO ce B3eMa JYILl.

[longakora MoXKe 1a ce HaNOXU AOITBIHHUTEIHO IIPHIIENIBAHE HA TU1aCTHPA.

AKO ¢ H3BBPLIBA MPOrPECUBHO YBEIHYABAHE HA A03MTE, MOXKE J1a ¢€ CTHUIHE A0 NON0XEHHE, B KOETO
HeoDX0AHMaTa AKTHBHA KOXKHA MOBEPXHOCT [Xa HE MOXKE Ja CE€ YBE/IMYapa NnoBeue.

IIpooviswcumennocm na npuIOHCEeHUE

IInacTupeT TpabBa Oa ce cMeHA ciaen 72 4Haca. AKO B HHAMBHAYAJIHU ClIy4aH C€ Hajlara ro-paHHa
CMsAHA Ha IUIaCTHpa, TO T# He TpAOGBA Ja Ce OCHIIECTBABa NpPeaH Ma ¢a U3TEKIH 48 yaca, B IPOTHBEH
CJIydaii € BR3MONKHO 14 C€ TIOAYYM YBEJAHUEHHE Ha CPEAHHTE KOHLICHTpallMy Ha (EHTaHHII. 38 BCAKO
npunoxkeHne Ha ¢eHTaHwy TpAOBa Aa Obae H30HpaHa HOBAa KOXKHA TIOBRBPXHOCT, 1IpeaH Ja ce HamoXH
HOB TUIACTHP Ha MACTO H3IMOJI3BAaHO Npely TOBa, TpAOBa Ja ca M3MMHAIHM 7 JHH OT KAaKTO MpeIHHA
macTup € O oTcTpaHeH OT Toea MAcTO. O0e3bomaeammsaT ePekT MOXE Ia MMPOAB/DKH 3a H3BECTHO
BpemMe cjle OTCTPAHABAHETO HA TPACHIEPMATHHA IIACTHP.

AKO cnea OTCTpaHsBaHETO HAa INACTHpA OCTAHAT CIEAH OT HEro, Te TpadBa Ja Ce HIYNCTAT MpH
ynotpeta Ha oOWAHM KONMMECTRA BOAA U canyH. B mouncTBaHeTO He TpAOBa Aa C¢ M3MNOJI3BAa HUKAKEB
aJTKOXOJ1 HITH IPYTH pa3TBOPUTENIH, Thit KATO T€ MOTAT A4 PEMHHAT Mpe3 KOXKATa, NOpaaH edeKra Ha
racTHpa.

Heya
OMUTHT 3a MPIITOKEHHE Ha JAena 1o 12 roaMinHa Bp3pacT € orpaHuueH. Buxmanur TpAOBa Ja ce
M3ITON3BA MPH TasH rpyrna NauHeHTH.

IIpunoxcenue na no-6vb3IPACMHY RAYUEHMU
[To-BB3pacTHHTE ManueHTH TpA6Ba Aa 6baaT HabmoaaBaHH BHUMATENHO U fo3aTa 1a Oble HaManeHa,
AKO TOBRA ¢e Hanara (B paszgenn 4.4 u 5.2).

Ueproopobru u 6v6peunti yepexncoanun
[NauueHTH ¢ YepHOAPOOHH WK OBOpedHH yBpexaaHus TpadBa ga 6baaT HaOMOIABAHH BHUMATETHO,

H 103aTa Ja ¢& HaManH, akO TOBA € HEOOXOAUMO. (BHXK pa3zaen 4.4).
4.3 IlpoTuBONOKAa3AHHUA

- CBpPBXYYBCTBHTEIHOCT KbM aKTHBHOTO BEIIECTBO MJIH KbM HIKOH OT MOMOIIHHUTE BELIECTBA.

- Octpa WK cneaonepaTiBHa 60K, Thi KATO THTPHPAHETO HA 1034aTa HE € Bb3MOXKHO J1a ¢¢
M3BBPLUIM 3a KpaTKOCpOYHA ynoTpeda.

- Texxku yBpexxaaHHsA Ha LIGHTpAJIHATA HEPBHA CHCTEMA.

4.4 CneunanHo BHUMAHNE H TpeANa3sHH MePKH NpH ynorpeda

[TpomykThT TpaGBa na Ce HMIMON3BA CaMO KATO 4acT OT KoMOHHpaHo ofnekvaBaHe Ha Ooska, B
CIIy4YanTe KOTATO MAUMEHTA € MPaBHIHO NPESLEHSH MEAUIIMHCKH, COUHATHO U NMCHXOJOIHUECKH.

Jlewenue ¢ Buxmanur TpadBa [a c¢e 2ano4yBa caMO OT OINWUTHH KIWHUIIMCTH, 3armo3HaTH ¢
(papMaKOKHHETHKAaTa Ha TPAHCAEPMAIHHTE IUIACTHPH ¢ (EHTaHHJI, KAaKTO H € PHCKA OT TeXKa
XHUITOBEHTWIALIHA.

Crnen nposea Ha CepHOIHH CTPAHMUHH PEaKIMH, TTALMEHTa TpA0Ba na Obae HaOmoaBaH 3a 24 vaca cnen
OTCTPAHABAHETO HAa TPAHCACPMATHHAT TUIACTHP, (I0PaaM MPOALMKUTENHHSA TNOTYNKHBOT Ha tbemaﬂm
(BroK pa3zen 5.2.).




dbenTaHmn moxg dopMaTta Ha TpaHCAEPMANEH IJIACTHP, Clel OMpeAensHe Ha €(QUKACHOCTTA Ha
ONTUMAJIHATA 1033 HA CWIHHS OIIHOM.

TpaHcAepMaTHUAT IIACTHP HE TpaAGBa Aa Obae pA3aH, THH KATO HAMA HanM4Ha UHQOpPMAaLHA Mo
OTHOWIEHHWE Ha KAYeCTBOTO, eMUKACHOCTTa H 0€30MacHOCTTA IpH ynorpedara Ha TaKHBA Pa3lie€JIeHH
IIIACTHPM.

AKo ce Hanmara NpHJI0KEHHETO Ha NO-BUCOKH 1034 0T 500 Mg MOP(¢pHHOB-EKBUBAJIEHT, NPEIIOPEYBA C€
NpeoleHKa Ha OMUONIHATA TEPATIHAL.

Harii-vectara CTpaHH4Ha peaKilda el NPHICKEHHETO Ha o0HYajiHHUTe 03K € ChHIMBOCT, O0OBpKBaHe,
ragcHe, MOBpBINAHe M 3anek. [IppBUTE TakMBa CTpaHWYHH PEAKIIMU Ca MPEXOJHH H NMPHYHHATA 34
TAXHaTa TposABa TpAOBa Ja €€ H3CNENBa, aKO CHMITTOMHTE IPONBKAT. 3al€KBT, CICUHATHO, HE
MPeEMHHAaBa, aKO TPETUPAHETO NpoabLKH. Beudkn Te3sd edexTd mMorar na OBOAT O4YaKBaHHW, NMOpPaH
koeTo TpAOBa Ja OBAAT NpeABNACHH, 38 1a MOXKE J1a C& ONITUMU3HPA JIEYSHHETO UM, OCODEHO 3aMeKbT.
B MHOT0 OT ciy4auTe MOKe 1a Ce HaJIOMH KOPHTHPALIO JIeUeHne (B pazaen 4.8).

CwBMecTHaTa yrnotpeba ¢ OynpenopduH, HATOYPHH, WIH MEHTAa30LHH HE Ce MPEnophUuBa (BIDK CHLUO
pazzen 4.5),

IIpucmon Ha boaka
[IpoyuBaHMATa 1TOKA3BAT, 9€ BHIPEKH JeUeHHETO ¢ (PeHTaHWIOB IUIACTHP, [IOYTH BCHYKH NALKWEHTH C€
HY X AAST OT A00aBbUHO JIeueHHe ¢ MOleH 6Bp30 0cBOGOKAABALL ce MEMKaMEHT, 3a Ja ¢e OnoKupa
MpHCTHNA Ha DOJIKa.

HHoomuckane na dumuaremo

KakTo H NMpH BCHYKH MOLUHYE OITUOMAM, HAKOH MAUMCHTH MOTAT Xa NPOsBAT MOATHCKAHE HA AHLIAHETO
¢ Buxmanwi, KaTo nNauveHTHTe TpaOBa Aa ObaaT HaOaK0JaBaHH 3a [POSBA HA TO3M MNPH3HAK.
[TOATHCKAHETO Ha OUIIAHETO MOXKe Aa MPOOB/DKH M Clell OTCPaHABAHETO Ha MiacThpa. PHCKBT OT
HHUMICHTH ¢ MOATUCKAHE HA AUINAHCTO HApacTBa YCTIOPEJHO ¢ YBEIHYaBaHETO Ha [03aTa Ha
denTanmn. AKTHBHUTE BemecTsa Ha ITHC moraT fa BiolaT NOATHCKaHETO HA AULIAHETO (BHXK pa3faed
4.5). TIpH maiHeHTH ¢ Beue CHIUECTBYBAINO MOTHCKaHe Ha AMINaHeTo, deHTaHWN TpadBa jga ce
U3TOJI3BA IIPEANIA3IIMBO U B MO-HUCKHUTE JO3H.

Xponuyunu beaoopobru 3060126an

[Ipy mauMeHTH ¢ XpOHHYHH OOCTPYKTHBHH WM ApyrH OenoapobHu 3abonseaHus, (PeHTAHWT MOXKEe Ia
NPeAH3BHKA [TO-TEKKH CTPAHWYHH peakuHH, KaTo NpH TaKKWBa MALHEHTH OMHOHWIAHTE € BH3MOKHO Aa
HaMaNAT gUXaTeNHHUsa 006eM M Ja yBenHUAaT CHIIPOTHBIEHUETO Ha AUXATE/IHHTE MbTHLIA.

Hexapcmeena sagucumocm

BceneacrBue Ha MpOOBDKATENHA yroTpeba Ha ONMUOWIM € BBE3MOXHO Ja ¢C pasBHAT NMOHOCHMOCT,
NMCUXHYECKAa U (PHU3HYECKa 3aBHCHMOCT, HO TOBA € PSAKOCT IpPH JieueHue Ha OoJIKa NpeAH3BHKAHA OT
pa3BUTUETO Ha paK.

Veeauueno svmpeuepenno naisacane

Buxmanun mpancoepmaires nagcmup TpsadBa Aa ¢e M3Noa3sa ¢ MOBHUIIEHO BHUMAHHWE TIpH NallHEHTH,
KOHMTO MOKE [1a A YACTHYHO Bh3PHEMUHBH KbM BETPEUCPENTHUTE eheKTH HA 3aaabpxKaHeTo Ha CO; ,
KaTO MAUMEHTH C IPU3HALIH Ha MOBHIIEHO BLTPEUYEPEIHO HAIATAHE, HAPYIUEHO Ch3HAHNE WK KOMA,

Cwpoeunu 3ab60488GHUA
OnMUoMaANTEe MOXKe J1a MPEeJHIBUKAT XUIIOTEH3HA, 0cOBEHO NPU NauueHTd ¢ XHIososeMus. OcobeHo
BHUMaHUe TpAOBa na ce oObpHEe OpU JTEUEHHETO HA MAlMEHTH C XUMOTEH3WA W/HMH MMalMeHTH ©
xunosoneMus. PeHTaHWn Moxe jJa npeausuBka Opadukapaws. llopagw ToBa Buxmiawui
mpancoepmaner nagcmup He TpaOBa Ja ce Ipriara Ha MaldeHTH ¢ OpaaHapyT




Yepeoena wepnoopobna ghynxyun

deHTaHun ce MeTabOoNH3KMpa A0 HEAKTHBHH METa0OIHTH B YepHUA Ap0O, TopaJd KOETO MALHEHTH C
yepHOAPOOHH HapylleHHA i€ HMar 3abaseHa enuMugammd. [TaleHTH ¢ YepHOAPOOHW HAPYLIEHHA
TpabBa Aa Ob1aT HaOMOOABAHH BHIMATEIHO | JIO3UTE J1a C& HAMANIAT, aK0 TOBa € HEOOXOIHMO.

bvbpeynu Hapvuernia

[lo-mamko ot 10% or dentaHun ce eJMMHUHHpa HenpoMeHeH Mnpe3 ObOpeuMTe, W 3a pasnuka oT
MOpP(MHHA HE € U3RECTHO Ja Ce OTAENAT aKTHBHH MeTadonauTH npe3 6bLOpeuute. JaHHUTE NMONyYEeHH
CJIEA HWHTPABEHO3HO TMPWIOKEHWEe Ha (PEeHTAaHW Ha mnauMeHTH ¢ ObOpeuHa HeJOCTATBYHOCT
MOACKA3BAT, ue o0eMa Ha pasnpeaencHHe Ha PEHTARWI MOXKE 4a CE IPOMCHS BCASACTBRC Ha AWanH3a.
ToBa MOke Aa MOBNHAE CEPYMHHMTE KOHLEHTpalHH. AKO mnanHeHTd ¢ ObnOpedHa HeAOCTATBYHOCT
npHemMaT (eHTaHHJI TpaHCAEPMAaNHO, Te TpaOBa fAa ObJaT MHOrN0 BHHMATENIHO HaOmonaBaHH 34
PAIUTHE HA OPU3HAUK HA TOKCHYKOCT OT (BPEHTAHWM, ¥ ako ¢ HeoOxoawmo aoawte Tpadea da Obaar
HaMaJIeHH.

Hayuenmu ¢ mpecka

[TauyenTH, KOHTO pasBHBaT Tpecka, TpaOBa na ObaarT Ha0MIONaBaHH 33 CTPaHAYHH PpEakuHH OT
OMTHOHAMUTE, THhH KaTO 3HAYMUTENHOTO YBEJIWYABAHE HAa TEMeCHATA TeMIepaTypara MOXKe aa JOBeae 10
eBEHTYAJIHC YBEJIMYEHHE B HWBOTO Ha abcopOuuara Ha deHTaHMN. MACTOTO Ha IPUAOKEHHE HA
nnacTHpa He TpaOBa Ja Obae HajlaraHo Ha TOIUIMHE OT BBHIUHH H3TOYHHULM Ha TOTUTHHA, B T.4. CayHa.

Buv3pacmnu nayuenmu

JIaHHH OT M3CJIEIBAHE MPOBEICHO TIPH HHTPABEHO3HO MHXKEKTHPAHE C (PEHTAHUN NOKA3BAT, YeE T10-
BBIPACTHHUTE HALMECHTH MOKE Aa UMAT HaMalleH KIHBPBHC H YIBJDKEH TIOTYXXHBOT. OIIe MoBeye
BB3PaCcTHHTE NALMEHTH € BBE3MOXKHO A ¢4 N0-YYBCTBHTEIIHH KbM aKTMBHOTO BELIECTBO, B CPABHEHHE
C MO- MJTA/IMTE NMALMEHTH. BRIpexkH BCUYKO, H3CAEIBAHUATA MPOBEASHH ¢ TPAHCAEPMAJTHH TUIACTHPH €
(PeHTAHHU/I TIPH BB3PACTHH MALHCHTH, JEMOHCTPAPAT (hapMaKOKHHETHKA HA (PEHTAHHI, KOATO HE Ce
pa3IHyaBa 4yBCTBUTENHO OT TA3M IIPH MJIAIH NALMUEHTH, BBIIPEKH Y€ CEpYMHHTE KOHLEHTPALIHH Ca
MO-BHCOKH, 3aCTAPABAINN WIH KaXeKTHYHU nardeHTH TpadBa na Obaat nabmogaBaHi BHHMATENHO H
JO3HTE [1a CE HaMansAT, aK0 TOBA € HeoOXOaAMMO.

Heya
B crnencrave Ha orpaHUYeHUS OIMT NIPH Jela HA BB3pacT moj 12 roounM, Bukmanun TpAGBa 1a ce
MpHJiIara npy Tasd Bb3ipacTopa Ipyna caMo Ci€d BHHMATCIHA MIPELCHKA Ha MOI3UTE H PUCKOBETC OT

TaKkOBa JICUCHHE,

Kvprmerne
Toiil kKato QEHTAHWT Ce OTHSNA B KbPMATA, KbpPMEHeTO TpaOBa Aa Obae MPEKbCHATO Mpe3 BpeMe Ha
nedenne ¢ Buxmanun (BHK CBIIO pa3fel 4.6).

Ilayuenmu ¢ Mmuacmenn epaguc
Morar ga ce NOoABAT HeemMIeNTHYHH MUOKIOHHYHH peakuMd. Oco0eHHO BHHMaHHe TpsAdBa Ia ce
00pbINa, KOraTo ¢e JIEKYBAT NallMeHTH ¢ MHAaCTEHHA IpaBHMC.

Bzaumooeiicmeusn
KoMmOuHanmaTa ¢ 6apOutypoBa kucenMHa M HeliHUTE MpPOM3BOAHHW, OynpeHopdHH, HaMOydHH H
MICHTA30UHH, 10 MpUHLUN Tpa0ra fa Oble u3diareaHa (BrK pasget 4.5).

4.5 BaaumojaencTBHE ¢ APYrH JIEKAPCTBEHH NPOIYKTH H IPYrH B3aHMOAEHCTBHS

Tpabea na ce u3barea cbeMecTHaTa ynoTpeba ¢ apOUTYpOBa KMCENHHA W HEMHHTE IIPOU3BONHH, ThH
KaTO MOATHCKALUAT €heKT Ha (PEeHTaHU BLPXY AMIIAHETO MOXe Aa Oble YCUIIEH.

He ce mpenopsuBa c¢mBMecTHata ynoTtpeba ¢ OynpeHOpOHH, Handy 'HFIHHHMHBHWGHHH Te
MpOSABABAT BHCOK A(QWHHTET KBM ONHOMJHHMTE PpPELENTOPH € OT e 0 H
AKTUBHOCT, MOpagd KOETO T€ YaCTHUYHO aHTaroHM3upart obe3bodasaul ﬁiﬁlﬂ‘ ﬂ“ﬂ:‘f T
Aa peAU3BUKAT aOCTUHEHTHY CUMIITOMH [P OTTHOKIHO 3aBHCHMHA 114 A (mﬁu




CeweMecTHaTta ynoTpeda Ha apyru aenpecantd Ha LIHC moxe na npeau3BrKa AOMBIHUTHIICH
oATHCKall ePeKT M XHMIIOBEeHTHJIALIMA, XWIIOTEH3HA, a Taka ChLIO M OBIOOKA cefalus HIM KoMma.
Henpecanture Ha [THC ymoMeHaTH no-gosmmy Brito4Bar:

- OMHOKUAU

- AHKCHOJIHTULIM H TPAHKBWIAHTH

- XHUTTHOTHIH

- 001N aHECTETHIIN

- (heHOTHA3HMHH

- MHOPENaKCAHTH HA CKeJIeTHATA MYyCKynaTypa

- ceaUpallll AHTUXHCTAMUHH CPEACTBA

- AJIKOXOTHH HATTHTKY

[Topaau TOBa ChbBMECTHaTa ynoTpeba Ha BCEKH OT MO-FOpe CNOMEHATHTE JIEKAPCTBEHH MPOTYKTH U
aKTHBHH BELUECTBA H3HCKBA HaOMIOASHHE BBPXY NALHEHTA.

Jokntagsao €, ye MAQO-uHXHOMTOpHTE YBeNH4aBaT edekTa Ha HApKOTHYHMTE 00e300/1ABaLIN
CpencTBa, 0COOEHO MNPH NALKMEHTH CbC ChPIEYHA HeAoCTaThuHOCT. [Topany ToBa, GeHTaHMI He TPAORa
na ce Hanonazea 14 aHu cren mpHKMIOYBaHe Ha JedeHHeTo ¢ MAO - MEXHOUTOPH.

PeHTaHW! € BELIEeCTBO ¢ BUCOK KIWBPEHC H ¢& MeTaboiu3upa Obp30 U B 3HAYHTEIHA CTENEH, rMaBHO
or CYP3A4.

Hrpakonazon (MoieH CYP3A4 unxuburop) B no3a ot 200 mr/aed npueMaHa opajHO B TEHCHHUE Ha 4
JIHH He € ToKasall cepHo3eH edeKT BBpXY (DapMakOKHHETHKAaTa Ha HHTPABEHO3HO MPHIOMECHHA
¢deHTaHW1. BBIpekH BCHUKO ca HaOIOJaRaHU YBEJIMUEHH IUTA3MEHH KOHLEHTpalUH Npy €AHHHYHH
natyeHTH. OpaTHOTO NPUIOKEHHE HA pUTOHaBHp (equH OT Hai-mouHUTe CYP3A4 nHXHOUTOpH) ¢
HaMAaJIWIO KIWBPBHCA HAa HHTPABEHO3HO MPHITOKEHUA (PEHTAHWI ¢ JIBE TPETH, H € YIBOW/IO HETOBYA
nomyxusoT. ChBMecTHata ynorpefa na momud CYP3A4-unxuburopy (B T.4. PUTOHABHD) ¢
TpaHCAEPMATHO MpHIaraHusi (EHTAHWI MOMKE Ja JOBEJE A0 YBEIHUCHH IJIA3MEHH KOHLEHTPaUHH Ha
derrannn. ToBa MoKe M2 YBENIWYH WM YIBDKH KAKTO TepalleBTUYHHUTE €(PEeKTH, Taka ChLIO H
HEXENAHUTE PEAKLIHM, KOSTO MOXE Ja HOBeAE A0 TEeXKO MOATUCKaHE Ha AMILaHeTo. B Te3w clydyau
TpaGBa a ce MPEANpPHEMAT MMO-YCUICHH IPHXKH M BHMMaHue TpaOBa Ja ce OOBpHAT Ha MAalMEHTa.
KombunupaHata ynorpefa ¢ puroHasup wid Apyr moweH CYP3A4-ynxuburtop ¢ TpaHcaepMmaneH
(heHTAHUIT HE ce TIPernophkYBa, OCBEH B ClIYUaWTE KOTaTO MAaUMEeHTA € BHHMATEIHO HaO/Ir01aBaH.

4.6 BpeMeHHOCT H KbpMeHe

Be3onacHocTTa Ha (heHTAHMI MPE3 BpeMe Ha KbpMEHe He e NoTBbpLeHa. M3caensanuiara npoBexXIaHN
[IPH YKHBOTHH He TTOKAa3BaT PENPOOYKTHMBHA TOKCHYHOCT (BIK paszen S5.3). IloTeHuHalHHA pHCK 32
xopata He ¢ u3BecTed. DenraHun TpsAOBa Ha ce H3MOA3Ba Npe3 BpeMe Ha OPeMEHHOCTTA ¢AHHCTBEHO,
KOTaTO TOBA € HeH30eXKHO.

[Tpoab/DKUTENTHOTO TPETHpAHE Ipe3 BpeMe Ha OpEeMEHHOCTTa MOXKe Ja NpPeAH3BHMKa aOCTHHEHTHH
CHMMTOMH Y HOBOPOACHOTO. [IpenopbYHTEIHO € Oa HE €€ H3MOJI3Ba (PEHTAHHI OKOJIQ PaKIAHCTO H
M3paXKIaHeTO { BIIIHOYHTEITHO LE3apOBO CeUYeHHUE), Thid KaTO PpeHTaHWI IPEeMHHABA IJIALICHTATa B MOXe
Ja MpeAU3BUKA NOATHCKAHE HA AMIIAHETO MPH TIoAa HWIH Y HOBOPOAECHOTO.

dDeHTaHUN ce OTAENA ¢ KbpMaTta M MOXKE Ja NPEAM3BHKA celaurd W NMOITHCKAHC HA OHIUAHETO TNpH
kbpMeHHTe Oederta. [Topaau ToBa KbpMeHeTO TpADBA Ja ¢€ NPEYCTAHOBH IO BPEME Ha JISYCHHETO

M Hali-Majko 72 daca clie/l OTCTpaHsABaHe Ha acTupa Buxmanua. (BIDK ChiO pasaen 4.4).

4,7 BausiHde BLPXY cnocoOHOCTTA Ja ce modupa H padora ¢ MallHHH

Buxnianun vMa CHITHO BIIMSHHE BBPXY Crioco0HOCTTa A4 ce WwodHpa H Ia ce H3NoI3BaT MallvHH. Tosa
Tpabpa Ja ce ovakBa OCODEHHO B HA4aNOTO HA TPETHUPAHETO, KAKTO M MpPH BCAKAa MPOMAHA HA
JO3HPOBKATA WM BBB Bpb3Ka C ynoTpeda Ha ajJKOXOJ WY TPaHKBWIAHTH. JlalMEHTH, KOHTO ca
cTa0uiM3MpaHd Ha ONpeAcsieHH J03H, He € HAJIOKHUTENHO Ja OblaT orpal{ﬁg_@.g_&_@opaﬂu TOBA,
MaLMEHTUTE CIeABa [a ¢e KOHCYJATHPAT ¢ TEXHHA JIeKap OanH UM € pa3p
paboTAT ¢ MALUKHH.




4.8 Hexenann eyexty

CneqHHUTe YeCTOTH €& H3ITON3BAaHM 3a OIMKCAaHWE Ha [IOSBATA HAa HEKEIAHH peakiiHu:

Meoro uecto (21/10), Yecto (>1/100, <1/10), Heuecro (>1/1000, <1/100), Psaaxo (=1/10,000,
<1/1000), Muoro pagko (<1/10,000)

HEﬁ-CﬁpHDEHHHT HC/KCJI2QH Et'bﬁKT Ha q}EBHT aHN ¢ NOOTUCKAHETO HAa OHIIIaHETO.

Copoeuniu cCMytyenus
Heyvecto TaxuKapaus, BpaguKapous.
Panko: ApUTMUA.

Hapyuwena na nepenama cucmema

MHoro 4ecTo: rnaBoboJHe, 3aMaAsHOCT.

HeuvecTo: TPEMOP, MAPECTE3HA, PEYEBH CMYILIIEHHA.

MHoro psako: aTakcHs , NPHNATBIM (BKTIOYHTETHO KIIOHHYHH H PaHA Mall IIPHIALBLH).,

Ounu napyuenus
MHoro psaako: aMOnHonHA.

Huxamennu, 2pvOHU, U MeQUACTHUHATHY HADVUEHUA
HevecTo: MUCTIHES, XUNOBEHTHUALIMA.
MHoro paaKo: MOATHCHATO AWLUAHE, arHed.,

CmomaunoypesHy Hapyutens
MHoro 4ecTo: raacHe, NOBpPEillAHE, 3anek.

YHecro: KCEPOCTOMHA, IUCIENICHA.
Heuvecro: nHapH.
Psanxko: XBJIUAHE.

Msuoro panko: OO0le3HEH METCOPUIBM, HIEYC.

bvbpevnu 1 ypunapnu HapyuieHus
HeuecTo: 3aAhLpPIKAHE HA YpHHA.
MHoro pagko: Oofe3HeH MUKOUEH MeXyp, ONIUTYPHA.

Hapyutenwt ¢ xoxcama u ROOKOHCHAMG NBKAH

MHOTO uecTo: H3NOTIRaHE, CHpOeK.

Paako; KOXXHH PEaxilMM B MACTOTO HA TIPWIOKEHHE,

Heuecro: €K3aHTEMa, EPUTEMA.

ObpwBa, epureMara u cbpOeka OOMKHOBEHHO IPEMHHABAT B PaMKHTe Ha CAHH J€H Clel
OTCPaHABaRETO HA TUTaCTHPA.

Cvoogu HapyuieHus

Hevecrto: XHMEPTEH3INA, XMUIMOTEH3HA.
Paako: BA30HUTATALIMA.

Obuwpu napywerus

Psnako; OTTOK, YYBCTBO 3a CTY,

Cayryenus 6 UMYHHAmMAa Cucmema
MHoOro pAako: aHapuIaKCHs.

Hcuxuampuunu cmyujeHus

MHoro 4ecTo: CBHIUBOCT.

Hecro: celaums, HEPBHOCT, 3aryda Ha aneTur.

Heuecro: eyqopus, aMHe3Hs, Oe3ChHUE, XaTIOLKHAUHY, B30y aa.




MHoOTO pAaKo: HWNIO30PHH HWIEH, ChCTOAHHE HA BB30YOa, acTeHHs, [JenpecHs, Oe3INOKOHCTBO,
OOBPKBAHE, CEKCYATHH CMYLIECHH, a0CTHHEHTHH CHMITTOMM.

Hpyzu nedxicenanu epexmu

He ca u3BecTHH (He Morar lia O'5/1aT OLeHEHH Bh3 OCHORA Ha HAIWYHUTE HaHHHK): [IpoaninkuTe/IHaTa
ynotpeba Ha QeHTaHHN MOXKe J1la JO0BeAe [0 pa3BUTHE HAa T[OHOCHMOCT, TNICHXHYECKa H
MCHXOJI0TMMECKA 3aBUCHMOCT. Cell MpeMHHAaBaHE OT MPEeIXOAHO H3IMCBAHHA ONMHOMACH aHAITCTHK
KbM Buxmanun, WIM CJ€d pA3KO IIPEKpPATABAHE HA JICYEHHETO, MNAUHMEHTHTE MOraT [a pa3BuAT
ONMUOMJHM aOCTHHEHTH CHMIOTOMH (HAIpUMep: rajeHe, MOBpbBIUIAHE, AHapHi, OC3MOKOHMCTBO, H
YL3HEHE).

4.9 Ilpeno3upane

Cumnmomu

CUMIITOMHTE Ha T1peao3npaHe ¢ (eHTaHuA C€ SABIBAT KAaTO TNPOABIKEHHE HA HETOBHTE
($papMakoAOrHUHH €(EeKTH, B T.4, JeTapruA, KoMa, NOATHCKaHe Ha IHIIAHETO, ¢ YeHHCTOYKCOBO
JHIAHEe H/MITH uHaHo3a. Apyrv cUMNTOMM MOxe Oa ObaaT XHIIOTEPMHA, MOHMKEH MYCKY/€H TOHYCT,
Opagvkapiusa, xunoteHzusa. [IpM3HALUM HAa TOKCHYHOCT ca OBNOOKa cedauMs, aTakcud, MHO3a,
KOHBYJICHH, ¥ NOATHCKAHE Ha JMIIAHETO, KOSTO € U INIaBHHAT CHMITTOM.

Jeuenue

3a npeoJoNABaHEe Ha MOATHCKAHETO Ha JMIIAHeTO TpAOBa Aa ObaaT npednpHeTH He3adaBHU MEpKH,
BITIOUBAIY OTCTPAHABAHE HA TUIACTHPA, U MCHXHUECKO WIH C/AOBECHO CTHUMYJIHPaHE Ha TMallMuCHTA.
Tesnw peficTBUAa Morar Aa OBHAT MOC/AECABAHH OT MMPWIOKEHHETO HA CICLUHQHUYHH ONHOKAHH
AHTArOHHUCTH KaTO HaIQKCOH,

3a BB3PACTHH ce MpENnopbyBa MHTPABEHO3HO NPHIOKEHHE HAa HauainHa posa oT (.4-2 Mr HallOKCOH
XUIPOXJIOpHI. AKO C€ Hajtara ¢blaTa 032 MOXKe 12 ce MOBTaps Ha BCeKH 2-3 MUHYTH, WId 1a ce
fpunara KaTto Mpoab/KHTeNHa HHOY3UA KaTo 2 Mr B 500 M pa3TBOp 3a HMIDKEKIIMM HZ HaTpHEB
xtopun 0.9% mr/ma (0.9 %) wium pasteop Ha rmoko3a SO mr/mi (5 %). CkopocTTa Ha uHdy3us TpaOBa
na Opae HarnaceHa B CBHOTBETCTBHE ¢ NpeallecTBailaTta O0Iyc g03a 4 HAMBHIYAJIHAaTa pPeaklMA Ha
DalMeHTa. AKO KHTPaBEHO3HOTO MPHIIOKEHHE HE € BRIMOXKHO, HRIOKCOH XHAPOXJIOPHA MOXE 1a ¢
IIPHJIOXKH H HHTPAMYCKYJIHO HMITH MOAKOKHO. (el HHTPaMyCKYJTHOTO HJIH NOAKOHCHOTO NPHIIOKEHUE
€eKTa e HacTend 0-0aBHO, B CpPABHEHHE ¢ TO3H CJI€4 HWHTPABEHO3HO IIPHIIOKEHHE
HHTpaMyCKyIHOTO MpHAOKEHHE UIE AOBEAC AC NO-YABILKEH €(QEKT B CPAaBHEHHE ¢ MHTPABEHO3HOTO
npunoxenue. 1 [0OTHCHATOTO NUIIAaHe B pe3ynTaTr OT NpedO3HPaHe € BRIMOXKHO Ja Ce 3aQbpiKH Io-
OBJITO OT eeKTa Ha OMTHOMAHWA aHTAMOHHCT. ITpOTHBONEHCTBHETO HA HAPKOTHUYHHA €(PEKT MOXE 12
IOBERE 10 H3OCTpAHE Ha 0Oonkara u OcBoDoXKIaBade HAa KaTEXOMAMUHH. AKQ CBCTOAHHETO Ha
MalyeHTa Hajlara, ¢ HeoOXOAUMO Ja ce TIOJTOXAT IPYKH B MHTE3MBHOTO OTHAENeHHEe Ha OONHHLATA.
AKO Cce TIPOABH TEXKKA WIH NMPOIBbIKMTE/IHA XUINIOTEH3KA, TPpL0Ba 0a C€ OTUeTE €BEHTYATHOTO HATTHYHE
Ha XMNOBOJIEMHA, KaTO Ha TOBA CHCTOAHME TPAOBA Ja ce IPOTHBOACHCTBA ¢ MOAXOAAINA MAPCHTEpalHa
dhrynzHa Teparus.

5. ®APMAKOJOIHYHH CBOHCTBA

3.1 PapMaKOAHHAMHYHAU CBOHCTBA

(DapMmakoTepaneBTU4HA rpyna: onHouad;, CeHUINMHUNePUAXNHOBH POU3BOIHH
ATC kon: N02ABOQO3

DeHTaHWI € ONMHOMEH AHAINeTHK, KOHTO B3auMojeiicTBa NMpeluMHO ¢ U-pellenTopHTe, HeroBure
NPAHLMIOHH TEpaneBTHYHH edeKTH ca obezbonaBaHe W celauma. CepyMHHTE KOHLEHTpAaUHH Ha
(beHTaHH/I, KOUTO MNPEeIU3BHKBAT MHUHHMaiIeH o00e30oasrall epeKT TpH OMHOUAHO HE3IaBHCHMH
nauveHTH Bapupar Mexay 0.3—1.5 ng/ml B cnyuau, 4e CepyMHHTE HUBa H%EJ(B’b prAE. ng/ml, ce
yBEJIAYaBa Y€CTOTA Ha CpelllaHe Ha CTPAHUYHUTE €(EeKTH. 7 N Wi \"“"x
Kakro Hal-HMCKaTa e(QEKTMBHA KOHLICHTpAaUMsd Ha (PEHTaHW,
MPeAU3BAKBALUN CTPAHHYHH peaKuMH HapacTBaT ¢ PA3BHTHETO M YBEJ
TeHaeHLunATa 3a pa3sBUTHE Ha IOHOCUMOCT BapHpa 3HAYUTENHO B 3aBHC
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3.2 DapMaKOKHHETHYHH ¢CBONCTBRA

denTannn ce abcopOupa B MpoABIXEHHME Ha 72 wyaca cnel TNPWIOKEHWETO Ha Buxmarnul
mparcoepmaner naacmiyp. brarogapeHue Ha NOMMMEpHAaTa OCHOBA HA TIACTHPA W IIPOHYKBAHETO Ha
(DEHTAHUIT Ipe3 KOKHHUTE CI0EBE, HUBOTO HA OCBOOMKAABaHE 0CTaBa CPaBHHTENHO IIOCTOAHHO.,

Abcopbyus

Cnen IBEPBOTO NPHJIOXKEHNE HA Penmanin mpancoepmalen nAGCmup, CepYMHHTE KOHLEHTpallMd Ha
(PEHTAHHIJI HAPACTBAT I[IOCTENEHHO, KaTO ¢e crabmmusupar Mexay 12 m 24 waca, M oOCTaBar
CPaBHHUTEIIHO IIOCTOSHHH 3a OCTaThKa OT 72 YacOBUA MEPHO] HA NMPHIOKEHHUE. [JOCTHIaHATE CEPYMHH
KOHLIEHTPANUH Ha (DeHTAHWIT 3aBUCAT OT pa3Mepa Ha M30panus (PeHTaHWIOB TPAHCASPMANICH ITACTHD.
[Ipu BCHYKM CITyvau CNeJ BTOPOTO NPHIIOKEHHE 3a 72 4acOB NMEPHON, C€ JOCTHrA CTAOHIHA CepyMHA
KOHLIEHTpallMs, KOATO C€ MOAABPXKA Mpe3 BpeMe Ha MOCHEABAINMTE MPHIOKEHHA Ha INACTHP CBC
CBILHS pa3Mep,

Paznpeodenenue
HweoTO Ha ¢BBp3BaHe Ha eHTAHWI C MNAa3MEHUTE NPOTeHHH € 84 %.

buompancihopmayus
@eHTaHua ce Mertabonu3kpa OCHOBHO B depHuf Apof upe: CYP3A4. OcHopruAT MeTaboaur,
HOPQPEHTAHHT € HEAKTHBEH.

Enumunayus

Koraro neuenneto ¢ PeHTaHW TpaHCAepMalieH TUIACTHpP C€ NIPEKbCHE, COPYMHHTE KOHLIEHTpalUHy Ha
deHTaHW CMAAAT MOCTETNEHHO, KaTO NOHIKEeHHETO ¢ okono 50% ce ocwluecTrspa 3a 13-22 vaca npu
BB3PACTHH, U CHOTBETHO 3a 22-25 yaca npu aeua. I[IpoasmkurenHata abcopOums Ha (EHTaHHIT OT
KOXKAaT& OONpHHACH 3a TO-0aBHO TIOHIDKEHHME B CEPYMHMTE KOHLIEHTpalLlMM, B CpaBeHHe C TOBa
HaOMI0AaBaHO /€] HHTPaBeHO3Ha HHAY3HA.

IMpubnusurenHo 75 % or deHTaHW ce eTAMHUHHMPA C YPHHATA, TMABHO KATO METAbONHTH ¢ MO-MANKO OT
[0% kaTo HenmpoMeHeH MeaMkaMeHT. Okoso 9% oT 103aTa ce OTKpHBA BBB (ereca, [VIaBHO Nox opMaTta
Ha MeTabOJIUTH.

DApMAKOKUHEMUKA NPU CREYUATHU 2DVI

[To-BE3pacTHHTE H 3acIabHAIM MALMEHTH € BB3MOXHO Aa MMAT HAMAIEH KITHBPBEHC Ha (DEHTAHMII, KOCTO
na Aosene 10 YAB/DKEH KpaeH MOTyKABOT. [Ipy mammeHTH ¢ ObOpedHH MM 4epHOAPOOHH YRpEKIAHUA
KIMBPBEHCET Ha (EHTAHWT MOXe na OBAe NPOMEHEH MOpaid IMPOMEHH B HHBATA HA IUNA3MCHUTE
NMpOTEHHH 1 METAOOUTHHS KJIMBPERHC, KOETO JOBeXIa A0 YBEINYaBaHe Ha CePYMHHTe KOHUEHTPaLMH.

5.3 IlpeakTMHHYHA JTanHH 34 Ge30n0acHOCT

JlaHHW NONyYeHH OT NPeRKIMHUUHUTE M3C/IeABAHMS HE Pa3KpHBAT CHELHATHH PHCKOBE 3a XOpara,
KaTo 3aKmioucHusTa ce OaspaT Ha oOuyaliHuTe (hapMakoIOTMUYHH MpoyYBaHWA 3a O€30MacHOCT,
XPOHHYHA TOKCHYHOCT ¥ MEHOTOKCHYUHOCT.

HUscneBanus MpH XHBOTHYH MOKA3BAT MOHKKEHA [UIONOBUTOCT H YBEMUYEHA CMBPTHOCT NIPH QeTYCH

Ha IUTbX. BROPEKH TOBa TEpaTOreHeH edekT He € 01N HabmoaasaH.
[TpoasmxuTeNHH pacaeABaHMS 38 KApLUHOHTeHHOCT He ca NPOBEKIaHH.

6. DPAPMAIE®THYHH JAHHHU

6.1 CnHcbK HA NOMOIHHTE BelIecTRA
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Oceoboxcoaeauia HOBLPXHOCH
[Honuernnen-repedranat (CHWIMKOHH3NPAH).

6.2 HecbBMeCTHMOCTH
He ca H3pecTHH.

6. IIpoABL/DKETEIHOCT HA ChXPaHeHHe

18 Meceua

6.4 CneuHajaHH YCJOBUA HA ChLXPaHEHHE

Jla ce cpxpaHsBa IIpH TeMieparypa rog 25°C.
6.5 EcTecTBO H CHADPXKAHHE HA ONAKOBKATA

Bceku TpaHcaepMalieH MacTHP € [TaKeTHpaH B oTAeNHo nakerye. O6GBUBHOTO (POJIHO € CBCTAaBEHO OT
CIERHNTE choeBe, H30POeHH OTBLH HaBLTpe: o6puBHA KpadT xapTui, noiveTuneHoBo (PomHo ¢ HUCKA
[UTBTHOCT, AMYMHEHEBO Qonno, CypiHr

OnakoBka ChAbpKaIa 3 TpaHCASpMAIHH FUTACTHPA
OnakoBka CeAbPKaNIA 4 TpaHCAEPMANHH TUIACTHPa
(OnakoBka CpAbPIKAILILA 5 TPAHCIAEPMATHY IUTACTUPA
OrmakoBka chAbPHaIa 8 TPaHCASPMATHH IUIaCTHPA
OnakoBKa ¢babpxaiua 10 TpaHcaepMaIHK NIIacTHPA
OnakoBka cbabpskaiia 16 TpaHcaepManuy mIacTupa
OnakoBka cpabpXkaina 20 TpaHCAepMaliHU [U1acTHPA

BB3MOXKHO € HAKOH pasMepy Ha ONAKOBKHUTE Aa He ObaaT NponaBaHH.

6.6 ConenHanHH MepKH 33 YHHRINOKABAHE

Bucoxu koauuecTBa (QEHTAHWI OCTaBAT B TPAHCASPMAJIHUTE [UIACTHPH JOPH W Ciel TAXHATa
yirotpeba. Vpunensaiiata NOBbPXHOCT Ha HINO/I3BaAHKHTE TPAHCAEPMAITHH NIAacTHpH TpAGBa fa OBae
MperbHATa HABBTPE W IUACTHpa Aa ObJe YHHINOXKEH, HITH KOTaTo € BB3MOXXHO BbPHAT OOpAaTHO B
anTekata. BeeKH HEHM3IMOM3IBAH JIEKAPCTBCH NpoAyKT Tpabsa ma Obple YVHHMINOKCH WIHM BBPHAT B
arirexara.

7 IHIIPHUTEXKXATEJI HA PASPEHNIMTEJIHOTO 3A YIIOTPEDBA

Actavis Group ehf.,
Reykjavikurvegur 76-78, 220 IS Hafnarfjordur
Hcnanaus

8. HOMEP HA PASPEHINTEJIHOTO 3A YIIOTPEBA
Ne DE/H/0635/003/E/001

20080129/18.07.2008

9. JATA HA MTBPBOTO PASPEHIUTEJIHO/TIOJHOBABAHE HA PA3PENIATE/THOTO
18.07.2008

10. AATA HA ITPEPA3TIJIEXKIAHE HA TEKCTA

Cenremepu 2008




