KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

Victanyl

BuxTannia MAN
OOOBPEHO!

DATA... %15 0. 0F

{. WME HA JIEKAPCTBEHHS HPOAVKT

Victanyl 100 micrograms/h fransdermal patch
Burmanuna 100 murxpozpama/nac mpancoepmManes nNaacmup

2. KOJMWYECTBEH H KAUECTBEH CbCTAB

Buxmanun 100 muxpoepama/vac mpancoepmanes RAGCIUY

Beexu ruiactup ocsoboxnasa 100 mrkporpaMa (eHTaHun Ha Hac. Beeky MIacTHp C MOBBPXHOCT OT

30 cm? chappica 16.5 Mg peHTaHMII.

3a BJICH CIIMCHK Ha MOMONIHHUTE BELIECTBa, BIDK pa3den 6.1,

3. ®APMAIEBTHYHA ®OPMA

TpancaepmaneH IacTup

[Tpo3payeH M Ge3lBeTeH IIACTHP ¢hC CHH MOCTOSHEH HAMITAC HA TMOAXBPALOTO (POIHO: “BUKTAHHIL

100 pg/uac®.

4. KJHAHUYHUA JAHHH
4.1 TepaneBTHYHH NOKAIAHHN

[MpoAyKTbLT € MoKazaH 3a ynotpeGa npH TexKa XpoHH4Ha OOJiKa, KOATO MOXE Aa Obae moaxoaaulo
KOHTPOJIMPAHA €AMHCTREHO ¢ TIOMOUITA Ha ONMHOUAHH 06€300/19BaIlIH,

4.2 Jo3upoBxa n HAYHH HA NPUIOKEHHE

TMosnpoBkaTa ¢ MHANBAIyaNHa u ce 0a3Hpa Ha aHaMHe3aTa 3a ynoTpela Ha OMMOMAM OT MALKEHTA,
KaTo ¢e BieMa MPEABUI CIEIHOTO:

. BE3MOXKHO Pa3BUTHE HA MOHOCHMOCT,
J MOMEHTHO 0010 CHLCTOAHHE, MEAHIIHHCKH CTAaTYC HA MAIMEHTA H
. CTElIEH HA TEXKECT Ha HAPYIISHHATR.

HeoGxoaumara fo3a deHTaHW] ce KOPHIHpa MEAMBHIYATHO W TpsbBa na ce ONpeaend peAoBHO CaeA
BCAKO MPUHIIOKEHUE.

[Tepeonauanio onpedensne Ha 003aMA NP NAYUEHNIY, YROMPebAsayu 3a NoPEU oMt ONUOUOU
[L1acTHPUTE CBC CKOPOCT Ha 0cBOCOKAaBane o1 12,5 MHUKporpaMa/«ac ¢a Ha pasnoNoKeHue H TpsbBa
Na 6BAAT W3NON3BAHHM 34 MEPBOHAMATHOTO Ao3upaHe. [IpH MHOro Bb3pacTHH MALMEHTH HE €€
[IpernopbyBa 3aMOYBAHETO HA JIGUEHHUE ¢ Buxmanun, NOPAAN H3BECTHATA 32 Ta3H rpyna NaieHTH

TIOBUINEHA YYBCTBHTEIHOCT KbM ONMOAHK MeIMKaMeHTH. B Te3H CTyvaH € )KENaTe/iHO Aa €€ 3aN0YHE
IeYEHME ¢ HUCKH J03H OT He3abaBHO 0cBO0OXKABAIINA ce MOPGOHH M 1A Ce peAnHLIE. Buxmarnun

[
S,

T

ciex onpeae/sHe Ha OITTMMATHATA A03a.

Ilpemunasaie Kvm opyzu onuouonu obezbonreaiyu
[Tpx npemMHHaBaHe OT NEPOpPanHU HIH MapSHTCPATHO MPUNATaHH CTIHOMAM
[TLPBOHAYAIHOTO A030BO HHBO TpsOBA Ia ce oMpenens, KakTo CEIBA.




1.  Onpenens ce KOIUUYECTBOTO HA aHJIareTHKa Heobxoaumo 3a 24 Haca.
[TosydeHaTa cyma TpaGea na e pesbpHATa B CHOTBETCTRALHATE CPIHH 03H OT MOP(HH, KATO
ce U3non3ea Tabmuua 1. ~
3.  CrpoTsercTBalngTe 034 QeHTaHW TPAOBa a ce ONpenesaT KaKTO CAe/IBa;
2) M3nonsBaiiku Tabiuna 2 3a MALUKEHTH, KOWTO HMAT Hy>kAa OT NpOMsHa Ha oruonna (HIBOTO Ha
NPEM3YHCIIABANE HA MEPOPATHHMS MOP(HH KbM TPAHCACPMATHHA (EHTAHUI CE PaBHABA HA
150:1)
b) 3a CTAaGWIHK MALMEHTH 4 A0Ope MOHACIHO OMUAHO JIeYeHHe TPA0Ba /A Ce M3NON3Ba Tabnuua 3
(HMBOTO Ha NPEM3UMCIABAHE HA MEPOPATHUMS MOPGUH KbM TPAHCACPMATHMA (PEHTAHHI Ce
paBHaBa Ha 100:1)

Ta6anua 1: Hpapasuntenno npensuncassane Ha obesboansamara eGeKTHBHOCT
BeH4KM 103M, KOWTO ca [PEeACTaBeHH B Tabnulara ca eKBMBAJeHTHH Ha obesbonspalliyd e)eKT Ha
10 Mg TapeHTepaTHO NPUIIOKEH MOPHHH.

IIpupasHenn obe3foIABaAMIK
no3n (Mg)
AKTHBHO Ilapenrepanno | Opaiano
BELIECTBO | (M.M.)
MopduH 10 30-40
XuapoMopdhoH 1.5 7.5
OKCHKOJIOH 10-15 20-30
MetagoH 10 20
Jlesopdano 2 4
OxcuMopduH I 10 (pekranHo)
Huamopdun 3 60
Hetnanu 75 -
KogenH - 200
bynpenopdus 0.4 0.8 (moae3uyHo)
Keto6eMHOOH 10 20-30

Ta6auna 2: HpenopbunteHA IHPBOHAYAIHHA J03H HA TPAKRCAEPMATIEH deHTAHUI, BB3 OCHOBA
Ha AHEBHH OPAJTHH J03H MOp(pHH (32 MAUSHTH KOWTO UMAT HyXJa 0T CMCHAHC Ha OTTMOUIA)

Opanra no3a Ha MopduH (Mg/24 vac) \ TpaucaepmainHo oceoboRaaBaH deHTaHHN
(MHKEﬂrEama/ 4ac) |
< 44 12.5
45-134 25
135-224 50
225-314 75
315-404 100
405-494 125
495-584 150
585-674 175
675-764 200
765-854 225
8535-944 250
945-1034 275
1035-1124 300

Table 3: IlpenopbunTenun HaYAJHH AO3H HA TPaHcIepMaieH ¢EHTaHHJ, Bb3 OCHOBA Ha

QHEBHHTE OPAJIHH A03M Mopdus (32 NALMEHTH KOMTO ca CTabHIHH M [0Ope TMOHACAT OTMOWAHATA

Teparns)
Opanna go3a MopguH (Mg/24 qac)

TpaHcaepMaIHo ocBobOXKAaBA
heHTaHw1 (MHKPOrpaMa/Jac)

<60 12.5
60-89 25
90-149 50




150-209 75

210-269 100
270-329 125
330-389 150
390-449 175
450-509 200
310-569 225
570-629 250
630-689 275
690-749 300

Hueo Ha oceoboxaaBane Ha dentaHwi oT Hax 100 muxporpama/zac Mode 12 OBIE TOCTHIHATO YPe3
KOMOUH#paHEe Ha HAKOMKO IacTHpa,

[TepBoHAuaHaTa olleHKA Ha MakcuMmanHusa obe3bonsapaly ebexr Ha Buxmanui MpaHcoepManeH
nracmup He TpaGsa Aa 6bAc H3BBLPLUBAHA MPEAH TIACTHPa Aa © 01l HOCeH B NPOOB/DKEHHE Ha 24
yaca. TOBa c€ Hanara B CJIEICTBHE Ha MOCTENEHHOTO YBEJKYaBaHe Ha CepyMHHTC KOHUCHTpAaUKWH Ha
cenTaHWN TIpe3 NbPBUTE 24 Haca ciel NPUIOKEHUETO Ha ILTaCTHPA.

Tpes mupBHTe 12 yaca cien npeMHHABAHETO KbM yroTpeda Ha Buxmanun mparcoepmanen niacmup
NaHeHThT NPOAR/IKAaBa Ja MpHeMa lpeawecTBawnds ofe3bongsaml NMPOAYKT B NIpeIMIIHATa J103d;
fipe3 ciaeasalupTe 12 yaca To3n 06e3bonasall MpoIyKT ¢ MpUIara B CbOTBETCTEBHE C HYHAWTE.

Onpedenane Ha 003ama u nOGOBPICALYA MEPATIUA

[InacTupsT TpaGea na ce MOOMEHA Ha Beekd 72 yaca. JlozaTa Tpabea na ce onpeness HHINBHAYANHO
J0KATO ce rocTHTrHe obeabonsaur edekT. IIpy mauHeHTH, KOMTO HITHTBAT CHIUECTBEHO MOHMKOHHE HA
obe3bonapaniua edekt B neproaa 48-72 yaca clnej NPHIOKEHACTO, MOXKE Ad C& HAIOXKH NOAMCHAHC
Ha eHTaHWI cnea 48-4 4ac.

I[InacTMpMTe C HHMBO Ha OcBoBoxiaBane oT 12.5 MHKporpama/qac ca Ha pAasIlONOXEHHE W Ca
MOMXOMALIM 33 THTPALMA HA 03aTa B [O-HUCKMS N030B InanasoH. Akc obe3dongsaHeTo HE €
NOCTATBYHO B Kpas HA ITbPBOHAYANIHMA MEpHOf, A03aTa MOXke 3 OBAe ysenuyaBaHa cne 3 MM
IOKATO ¢€ MOCTUrHE KeNMaHus edeKT 3a BCEKH HalWeHT. JIONMbIHHTENIHOTO yBETHYABAHE HA NO3UTE
OOHKHOBEHHO €€ H3BBPIIBA B CTBIKA OT 25 MHKpOrpama/uac, BBOPCKM Y€ OOMBIHUTEIHUTE
H3WCKBAHUA 3a 00e3bojsBaHe M CHCTOAHKMETO Ha OONKa Ha TAUHeHTa TpaGBa jaa OBAAT OTYETEHH.
[TalMEHTHTE € BBHIMOXKHO [Jl@ HIHMCKBAT MEPUOAMYHO AONBJIHHTEIHA IO3H OT KpaTKOCPOHHO
peficTBaiy 06e300NABAIIH 32 NpeXoIIBaHe Ha Oonkard. JOITBAHHTETHE WIH &TTepHATHBHA MCTOAH
Ha obe3fonABaHe, KAKTO W aNTEPHATHBHO TPUNIOXKEHHE Ha OMUoHaM TpabBa a 6bXaT OOMUCICHH B
cnyuaii, 4Ye posata Ha Buxmanunr wagpuum 300 mukporpama/dac. BenpekH noAXOAALIMA
ofe3bonapain ehekT ca AOKIAABAHH AOCTHHEHTHHM CHMIITOMM TIPH MNpeMHHaBaHE OF NBITO
MPOAB/DKABALIO JIEUEHHE ¢ MOPOUH KbM TPAHCAepMATIEH (heHTAHIT.

B cnyuaif Ha aGCTHHEHTH CHMITOMHM C€ OpPENOpBYBa Te fa OBAAT JieKyBaHH C KPaTKO AEHCTBAIY
MOpP(QHH B HHCKH A03H.

IIpomsana unu npexpamasane Ha 1e4eHuemno
AKO ce HaJIara nipekapaTsBaHe Ha JIEUSHUETO C IUIACTHPUTE, BCAKO TMOCNEABAlN0 3aMCCTBAHE C IPYTH
OTHOMZMN TPAGBa Ja CTaBa IOCTENEHHO, KATO Ce 3aIT04Ba ¢ HACKH JO3H, KOHTO DaBHO ce yBEJIHYBAT.
Topa ce Hamara TBH KaTO ¢eHTAHWNOBHTE HHBA CMANAT IOCTEINCHHHO CJICN OTCTPAaHABAHC Ha
IIaCTHPA, KATO 3a MOHIDKEHHe Ha (PeHTAHWIOBHTE CePYMHH KOHLUeHTparxu ¢ 50% ca HeoOXOMMMK
none |7 yaca. Karo o6MIo npaBuiIo € BH3NPHETO TNPeKPATABAHETO HAa OMHOMAHOTO 00e3bonsaBane Na
CTABA NOCTEINSHHO, ¢ LieN Aa ce MPEAOTBPaTH IosABaTa Ha a0CTHHEHTHH CHMTNOMM (rajgeHe, auapus,
6e3n0KOHICTBO, W MycKyJieH TpeMop). Tabnuuy 2 v 3 He TpaOBa Aa ¢ M3i103BAT NIPH DPEMHHABAHE OT
TpaHcAepMaleH (PeHTaHWNT KbM JICUeHHE ¢ MOpJHH, e
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Memoo na npunoocenue
HenocpencTBeHo cnen H3BaAXKRAHETO OT OTNAKOBKATA M OTCTPAaHABAHE
Buxmarun ce Hanara Ha HEOKOCMEHa KOXKHa MOBBPXHOCT B MOpHATA 4

rps6, ropHa YacT Ha peKara). 3a fa OTCTPaHHUTE KOCMHTE M3NONI3BaiTe H



[Tpeny NpHIMKEHHETO, KoXaTa TprbBa ga 654¢ BHHMATC/IHO H3MHTA C YHCTA BONA (Ge3 moMHCTBALUM
IpenapaTH) 1 WATENHO NoACYIneHa. TpaHcepManHus INacTp Cliell TOBA Ce Hajlara M3MO3BAaHKH JICK
HaTHCK C JJIAHTA Ha pbxarta 3a okono 10-30 cexynau. KoxHaTa NOBBPXHOCT, Ha KOATO Ce NpHiara
NaCTUPET, TPA0Ba Ja HAMA MHKPOCKOIHYHH H3MEHEHHs (B T.4. AB/DKALIX ¢ Ha oONBYBaHE WITH
H30PBCBAHE) H KOXKHO BB3NAJICHHUE.

Twit KaTO TPAHCASPMATHMAT TIACTHD © MPEeAna3eH OT BbHIIeH BOAOYCTORUMB CIOH, TOH MOXKE Ja C€
HOCH CBLIO AQKATO C€ B3eMa RAYLI. |

[ToHsaxora Moske Ja ce HaJIOXH HOITBHITHUTENTHO MprjIeBaHe Ha INacTHpa.

AKO ce H3BBpIIBa MPOrPECHBHO YBE/THYABAHE HA JO3UTE, MOXKE Ja C€ CTHUTHE 10 IMONIOKEHHE, B KOCTO
HeoOXOoAUMATa aKTHBHA KOKHA NOBBPXHOCT Ja HE MOXKE ja C€ YBe/THYABA IIOBCYE.

IpodvadcumenHocm Ha RPUIOANCEHUE

[TnactupsT Tpabpa Aa ce cMend ciaex 72 yaca. AKO B MHOAMBUIYaNHM Ciyvad Ce Hanara ro-panHa
cMAHA HA TUIACTHpA, TO TA He TpAOBa Ia ¢e OChIIECTBABA MpEAX Na ¢a HITCKIH 48 4yaca, B IIpOTHBEH
cnyyaii € BB3MONKHO Ha C€ NOIMy4yH YBEeIIHUCHHE HA CPeAHHUTE KOHLICHTPALMH Ha dbeHTaHUI. 32 BCAKO
npunoAceHHe Ha peHranwi Tpabpa na 6bpne H30HpaHa HOBA KOXKHA TIOBBPXHOCT. [Tpeaun na ce HAJIOXM
HOB YUTACTHpP HA MSACTO M3NON3BAHO Tpels TORa, TpAOBa na ca M3MUHATH 7 AHH OT KaKTO MPCAHHA
rwiacTHp € G oTcTpaHeH of ToBa Macto. O6esbonapauiuar egekT MOXe 2 MPOAB/DKHE 33 H3BECTHO
BpeMe crneld OTCTpaHIBaHeTO Ha TPaCHOePMAIHHA TUIacTHP. |

AKO cnell OTCTPaHARAHETO Ha IUTACTHpa OCTAHAT CNENW OT Hero, Te TpAbBa fla c€ M3YHCTAT MPH
yroTpe6a Ha OOTHE KOJIHYECTBA BOAA K callyH. B mouxcreaneTo He TpAOBA [ €& U3MOJI3RA HHKAKEE
AJKOX0N WIH JIPYTH PasTBOPHTENH, Thil KaTO TE MOTAT Aa MpeMHHAT I1Pe3 KoXaTa, Mopau edexTa Ha
rtacTupa.

lenyn
OnuThT 3a NPWIOKEHHE HA ASIA NOA 12 TOJMIITHA Bb3pacT © OrPaHW4eH. Buxmariur TpsbBa fa ce
W3MOJI3BA [IPH Ta3H I'pyna ManueHTH.

Ilpunoxcerue Ha RO-8b3PACTNHY NAYUCHINY
[To-Bu3pacTHHTe NaupeHTH TpAGBa na Gbaat HabnoAaBaHKW BHHMATE/IHO i A03aT4 Ja Obae HaMaleHa,
aKO ToBa ce Hasiara (BrK pasnenu 4.4 1 5.2).

Yeprodpobuu u 6vbpeury yapenucoaHus
TTaumeHTH ¢ YepHOAPOOHH Win 650peyunr yBpexianus Tpadsa Na 6b0aT HabNOapand BHHMATE/IHO,
K 103aTa A3 ¢ HAMAJIH, aKko ToBa € HeobxoanMo. (BHx pazaen 4.4).

4.3 IlporuBOonoKkazaHHA

- CBpBXYYBCTBHTEIHOCT KM aKTHBHOTO BELECTBO WIIM KbM HAKOH OT MOMOLIHMTE BEIIECTBA.

- Octpa KM creaoneparuBHa 6onka, ThH KaTo THTPHPAHETO Ha 103aTa He & BB3IMOKHO 71a €6
H3IBBPILHY 33 KPaTKOCpOUHa ynorpeba.

- TexkH yBpeXAaHUA Ha LICHTPA/THATA HEPBHA CHCTEMA.

4.4 CneuvaiHo BHUMAHMe H NPEeANa3HH MepKH npH ynorpeda

MpomykTeT TpAGRAa na ce WAnNON3BA CAMO KATO HacT OT KOMOHMpaHo obnexkvyaraHe Ha Oonka, B
cTyvYauTe KOraTo MauMeHTa € MpaByIHO NPELCHEH METHLIHHCKH, COLHANHO H NCHXOJIOTHHCCKH.

Jleueune ¢ Buxmagnun TpaOBa Ha ce 3amnoyBa CaMO OT ONWTHH KIAHMHHUMCTY, 3AMO3HATH ©
¢apMakOKHHETHKATd HA TPaHCAEPMATHHTE [UIaCTHPH ¢ (EHTaHHA, KakTo M ¢ pHUCKA OT TEKKa
XHITOBEHTHUNALIKA.

Criet posiBa HA CEPHO3HM CTpaHMYHA peakiH, TaiuenTa Tpsdsa aa Sbae HaOMoOAaBaH 3a 24 waca cnell
OTCTPAHABAHETO HA TPAHCACPMATHHAT [U1aCTHP, NOpaay MPONBDKHTENHAA NOTYKHBOT Ha QEHTAHWN
(BiDK pasmen 5.2.). ,,f:“' Y

Tlpy xpoHH4Ha 00Ka, KOATO HE € NPUYHHEHA OT PaK, € BL3MOMXKHO 14 C¢
JeucHHe ¢ He3afaBHO OCBOOOXKIABAIUM C€ CHIHW ONHOMIH (B T.4.



dentanms mon ¢opMaTa Ha TPAaHCAEPMAICH ILACTHp, CJCQ OfpejesdHe Ha ePuUKacHOCTTE Ha
ONTHMAJTHATA 034 Ha CHIEHA ONMHOUA.

TpaHcaepMalHMAT mnacTHp He TpsOpa xa OpOe ps3ad, THA KaTo HWIMa HAMMHHA HHpOpMaLlUa 1o
OTHOIWIEHHE HAa KaYeCTBOTO, e(PHKACHOCTTA M Ge30MacHOCTTa NMpH YNoTpeOaTa Ha TAKWBA pas/e/ieHH
TUTACTHPH.

AKO ce Hajlara NPUIMKEHHETO Ha MOo-BUCOKH 203K oT 500 Mg MOPPHHOB-CKBHBAJICHT, MPETIOPBTBA LT
[peoLieHKa Ha OITMOMIHATA TeParms.

Hait-uecTaTa CTPAHHYHA peaxklps cllel MPHIOKEHHETO Ha 0OHYaKHNUTE NO3H € CHRIHBOCT, oOBbpKBaHe,
rajiese, HOBPBUIAHE U 3anek. IIBPBUTE TAKMBA CTPAHMYHH PeaklMM €4 MPEXOAHH M MpUHMHATd 34
TSXHATA NPoABRa TpAGBa Ja Ce HM3CJENBA, aKO CHMITTOMMTE NPOABIDKAT. JanekbT, CICUHATHO, HE
MPEMKHHABA, AKO TPETHPAHETO NPONB/KA. BCHUKH Te3n €(eKTH Morat na 6pOaT OYaKBaHH, NOPAIK
koeTo TpsibBa fa ObOAT NpeBHACHH, 32 a MOXE [Ia C¢ OIITUMH3HPA NEUCHUETO HM, 0cOBEHO 3aIEKBT.
B MHOTO 0T CAYHAHTE MOXE [1a Ce HAIOXKH KOPHIMPALIO JieueHue (Bik paszen 4.3).

CeBMecTHaTa yrioTpeba ¢ OynpeHopduH, HaNGyduH, HIH MEHTa30HKH HE Ce NPENopbHBa (BYDK CBHLIO
pasgen 4.5).

IIpucrmvn Ha 6oaKa
TIpoyuBaHHATa MOKA3BAT, Ue BHIPEKH JISHEHUETO ¢ QEHTAHWIIOB TUIACTHP, TIOYTH BCUHKH NALMEHTH CC
HyaaT oT 106aBBUHO JieyeHKe ¢ MolieH 6hp30 0CBODOXKAABAIL C& MEAUKAMEHT, 3a Jia C& 6s10KHpa
MPUCTHA Ha OONKa.

IToOmuckarne Na ouuianerno

KaKTo H [pH BCHYKHM MOLUNHM OIMMOMAH, HAKOU NALMEHTH MOTAT 12 MPOSBAT MOATHCKAHE HA AWLIAHETO
¢ Buxmanun, kKato nauvedTuTe Tpabsa na ObmaT HabmronasaHW 3a MPOABA HA TOIM MNpU3HAK.
[ToaTHCKAHETO Ha AMIAHETO MOMKE A4 MPOABILKM W Chef OTCPaHABAHETO Ha IacTHpa. PMCKBT OT
WHIOMAEHTH ¢ TONTACKAHE HA [AWIIAHETO HApacTBa YCMOPEAHO ¢ YBENMYABAaHETO HA [03aTa HA
dbenTanun. AxTHeHHTe BeluecTa Ha [THC morat aa BromaT NOATHCKAHETO Ha IHIIAHETO (BIK pa3gen
4.5). Ilpy MallMeHTH C Beue CHIIECTBYBAWIO IMOTHCKAHC HA AHINAHCTO, ¢peHTanun TpsadBa pa ce
M3M0J13Ba TIPEANazAuBC W B O-HUCKHTE TO3H.

Xponuunu 6enoopobru 3660126QHUA

[Tp¥ NaLMEHTH ¢ XPOHHYHK OOCTPYKTHBHH WIH ApPYIH Genoapobuu 3aBonABanMs, PEeHTAHI MOXE 1A
[IPeAV3BHKA MO-TEXKH CTPAHMYHH PEAKIHH, KATO MPH TAKHMBA NMAUHEHTH OMMOHANTE & BH3MOXKHO N3
HaMaJIfaT JuxXaTeaHyus obeM W Ja YBEIIHYAT ChIIPOTHUBICHHETO Ha AMXaTETHUTE IbTHILA.

Jexapcmaena sagucumocm

Benencrene Ha MPONB/DKMTENHA yrnoTpeda Ha ONHOMIM € BE3MOXHO Ja ¢e pasBuiT MOHOCHMOCT,
[CHXHYecKa ¥ (PH3NYecKa 3aBHCHMOCT, HO TOBA € PAZKOCT NpH JiedeHHe Ha OONKa npeAu3BHKaHa OT
pa3sBHTHETO HA Pak.

Veaenuueno evmpeuepennio nanszane

Buxmarun mpancoepmanes naacmup Tpabba Ia ce WINON3RA C NOBMIIEHO BHUMAHKWE TipH MalBeHTH,
KOMTO MOE 1a ¢4 YACTHHYHO BB3NPUEMUYMBH KbM BBTPEUEPENHATE ePEKTH Ha 3ATbPHKAHETO HA CO,,
KATO MALMEHTH ¢ TIPH3HAIM HA TTOBMIIEHO BRHTPEUEPENHO HaATaHe, HApYIUEHO Ch3HAHNE HIH KOMa.

Cuwpdeunu 3aborasanun
ONUOHIHTE MOXKE A TIPEAHIBUKAT XHIIOTCH3HA, OCOGEHO MPH NALMEHTH ¢ XunoBosemus. OcobeHo
BHUMAHHEe TpAGBA Ja ce Oo6bpHE MPH JIGYSHUETO Ha NALMEHTH C XWIIOTEH3WS W/WIH MALMEHTH ¢

xunosofniemus. (DeHTaHWn Moxke za Tpeamsuska Opagmkapaud. [lo aﬂﬁwma‘q? Burmantui
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Vapeodena uepnoopobHa dyrxyus

deHTaHM c& METAOOIM3HPa A0 HEAKTUBHM MeTaGonuTi B uepHus Apod, nopaid KOETO MALHEHTH C
YepHOAPOOHH HapylieHus e uMat 3a0aBeHa eMUMHHALNA. [lalHEHTH C yepHOAPOOHH HapyIIeHH:
Tpa6Ba na 651aT HaOMORaBAHM BHHMATE/IHO H JO3UTS 1a Ce HAMAIIAT, aKO TOBA € HeoHXOouMo.

bvbpeunu napyenus

[To-Manko o 10% OT (GEHTAHW! ce elWMAHHPA HEMpPOMEHeH mpe3 Owbpennte, M 32 pasiuka o1
MOP(HHA HE € M3BECTHO JA C€ OTACMAT aKTHBHH MeTabOoNHTH Npes 6p0peunTe, JlaHHHUTE MOJTy4eHH
CNeA HHTPaBeHO3HO NpunoxkeHwe Ha (QeHTaHWd Ha MNalHeHTH ¢ 6hOpeuHa HEHOCTATbYHOCT
MoAcKa3BaT, 4e ofema Ha pasipeenerse Ha heHTaHWn MOXE 1A ¢¢ IIPOMEHA BCNCACTBHE Ha Aantia.
ToBa MOe f1a MOBNHAE CepyMHMTE KOHUEHTpaunu. Ako naupeHTH ¢ 650peyna HEAO0CTaTBHHOCT
npreMaT (EeHTaHWN TpaHcAepManiHo, Te Tpsbsa Aa 0BAaT MHOrO BHHUMATENHO HaOmoRaraHd 3a
DA3HTHE HA MPM3HALM HA TOKCHYKOCT OT ()EHTAHI, U 8KO © HeobxoanmMo ao3ute Tpabea aa 6bAat
HAMAasIeHU.

Iayuenmu ¢ mpecxa

[TaliHeHTH, KOMTO pasBMBAT Tpecka, TpsOBa Ja ObpaT HaGmiogaBaHW 33 CTPAHHYHH peaknud OT
OMMOWIIHTE, ThH KATO IHAYMTENHOTO YRENMYaBaHe HA TEJECHATa TeMIepaTypaTa MOKE 1a IOBEAC RO
GBEHTYAIHO YBE/IMMEHHE B HUBOTO Ha abcopbiuara Ha QeHTaHWI. MdacToTO Ha MPRIOKSHHE Ha
ruTacTipa He TpAGBa fa 6blie U3araHo Ha TOMIKMHA OT BHHLIHH H3TOYHHLH Ha TONUIMHA, B T.4. CayHa.

Bv3pacmuu nayuenmu

J(aHHH OT U3CTEABAHE MPOBEAEHO IPH MHTPABEHO3HO MHXKEKTUPAHE ¢ (PEHTAHWI NI0Ka3sat, ue no-
BB3PACTHUTE [TALIMEHTH MOXKE [1a UMAT HAMAJICH KAMBPBHC H YABDKCH NONYHHBOT. O1ile nogeue
BE3PACTHHTE [TALMEHTH € BB3MOXHO Jla €2 IO-JyBCTBUTENIHH KBM aKTUBHOTO BEUICCTRO, B CPABHEHHC
¢ 110- MJJAHTE NALMEHTH. BRIIpeKH BCHUKO, U3CTISABAHUATA NPOBEACHH ¢ TPAHCACPMATIHH IUTACTHPH ¢
(heHTaHWN NPY Bb3PACTHY MALMEHTH, JEMOHCTPHPAT (PapMAKOKMHETHKA Ha ¢eHTaHUIT, KOATO HE CE
pa3Nuy4aBa YyBCTBUTENHO OT TA3M NPH MAa/H NALMEeHTH, BEIPEKH Y€ CEPYMHHTE KOHLEHTpallii ca
HO-BUCOKH. 3ACTAPABAUIM WIH KaXeKTHYHH NauHeHTh TpaGpa aa Obaat HabnoaBaHy BHUMATEIHO U
IO3YTE JIa Ce HAMAJAT, aKk0d TOBa € HEOOXOIMMO.

Lena
B cjleficTBHE Ha OMPaHWYERHA OMUT NpH Jelia Ha BL3PAcT NOA 12 TOMUHH, Bukinanu! TpaOBa da ce
fpusara Npy Tasd Bb3PAcTOBa TPYIa camo Criell BHUMATENHA NPEUSHKa Ha MOA3NTE ¥ PUCKOBETE OT

Taxkopa NCUCHHC.

Kvpmene
Tl KaTo (eHTAHWN ce OTAeNs B KbpMara, KbPMEHETO TpAGBa ia Obe MPEKBCHATO MPE3 BpeMe Ha
nevenne ¢ Buxmanun (BYK chIIO pazen 4.6).

ITayuenwmu ¢ MUACTHEHUR 2PAGUC
Morar na ce NOSBAT HEeSHMWISHTHMHM MHOWIOHHuHH peakum. Ocobento BHuMaHHe TpAOBa Aa ce
oBprila, KOraTo ce JIeKyBaT NalMeHTH ¢ MUACTEHHS rPaBHC.

Bzaumodeticmeaun
Kombunanusra ¢ GapOuTypoBa KHcelHHA M HEHHUTE MPOHIBOIAHM, 6ynpesopduH, HanbypuH w
MEeHTA30LMH, TI0 NpuHIMN TpabBa a2 6bae n3bArsana (BIDK pasaen 4.5).

4.5 BiaumoneiicTBue ¢ APYrA JEKaPCTBENA NPOXYKTH W APYTrH BIANMOICHCTBASA

Tpabsa na ce n3barea chpMecTHaTa ynoTpeba ¢ GapbuTyposa KucelnHa i HEAHKRTE TIPOUIBOAHM, THH
KATO TIOATUCKALMSAT ehekT Ha (DeHTAHWI BhpXY AWILAHETO MOXE Aa 0bae yCHIeH.

He ce mpenopbnuBa cbsMmecTHata ymotpeba ¢ 6ynpeHop(um, HanGyGuH . ﬁfg%%wyﬂ Te
[IPOABABAT BUCOK AQUHUTET KBbM OITHOMAHWTE PELENTOpPH C OTHOC HUTKA-. Ehiicka
AKTHBHOCT, TIOPAAK KOETO T€ YACTHYHO aHTaroHH3Mpar 00e300MABAIMA € $FIT. '
4 Opeau3BUKAT a0CTHHEHTHY CHMIITOMH PH OHHOHAHO 3aBHCHMM NaNH




CueMecTHata yrnorpeba Ha apyru fAenpecanTd Ha [[HC moxe na mpeaussika JOITBIHUTIIEH
noaTHckawl ehekT ¥ XMMOBEHTHIALMA, XHIIOTEH3HA, & TaKa ChUIo W ABnboKa Cenauus Wik koma.
Nenpecantiure Ha [THC ynoMeHaTH mo-goity BKIIIOUBAT:

- ONMMOMAM

- AHKCHOJIMTHIN W TPaHKBHIIAHTH

- XHITEOTHIH

- 06K aHeCTETHIIH

- {eHOTHASHHY

- MHOpeJIaKCAHTH Ha CKEJIETHATA MYCKYaTypa

- ceQUpALH aHTUXHCTAMHHH CPEICTRA

- aJIKOXOJTHH HAITMTKH

[Topaxy TOBa CHBMECTHaTa YNoTpeba Ha BCEKM OT IQ-rope CHOMCHATUTE JICKApCTBOHH MPOLYKTH H
aKTHBHH BEIIeCTBA U3UCKBA HAOMIOIeHEe BBPXY MallieHTA.

Noknansano e, e MAO-uHXuOHTOpPHTE YBREMMUaBaT ePekTa HA HAPKOTHHHHTE obe30oaBaiH
Cpe/icTBa, 0COGEHO NPH NAaLMEHTH Che ChplletHa HeAocTaThHHOCT. Tlopaay ToBa, heHTAHWN He TpAOBa
na ce amonska 14 HU clel IpuiiodBaHe Ha neyeHueTo ¢ MAQ - HHXHOUTOPH.

DeHTaHII € BEleCTBO ¢ BHCOK KTHBPBHC H ce MeTabonuappa OBp30 H B 3HAWHTE/HA CTCIICH, [JIaBHO
ot CYP3A4.

WUrpakonasosn (MomeH CYP3A4 uHxubuTOp) B A032 OT 200 MI/ned MpHeMasa OpaHO B TeqeHHe Ha 4
HH He € 1oKa3al Cepro3eH e(hexT BepXy (GapMaKOKHHETHKATA Ha WHTPABEHO3HO MPHIOKCHHA
¢renTaHm1. Bprpeky BCHUKO ca HaOMIOABaHH YBENHYEHH TUIa3MEeHH KOHLCHTPAUHH TP eINHHYHH
nairerTy. OpaiHOTO NPWIOKEHYe Ha PHTOHABMP (SMH OT HaH-MOLMHHTE CYP3A4 uHXUOHTOPH) €
HAMATHIIO KIMBPHHCA HAa MHTPABEHOIHO NMPHAOKEeHHs (GeHTaHW1 ¢ JBe TPETH, M € YABOWIO HETrOBUA
nomyxueoT. ChBMecTHaTa ymorpeba Ha MOWHM CYP3A4-prxubutopy (B T.4. PHTOHABHp) C
TPaHCAEPMAIIHO NIPHNaraHus QeHTaHWN MOXE N2 A0BeAC N0 YBCIMHCHH 1a3MEHH KOHLUEHTPaLMHy Ha
derTanun. ToBa MOXe Ja YBENHYH WIM YABJDKH KAKTO TEPaNeBTHHHHMTC edexTH, Taka CBIUO M
HEMENIAHUTE PEAKIUM, KOSTO MOXE fa HOBEAE N0 TEXKO IOATHCKAHe Ha JHUIIAHCTO. B Te3n ciyuaH
Tpa6pa Na ce MpeAnpHeMaT MO-yCUNEHH IPHXH H BHUMaHHC TpafBa ma ce oOBpHAT HA MALIMCHTA.
KomGunmpanata ynorpeba ¢ pUTOHaBUp WM APYT MOLICH CYP3A4-uuxudurop ¢ TpaHcaepManeH
(heHTAHIT HE ce TpPeTiopsYBa, OCBEH B CAYYaHTE KOraTo allHeHTa ¢ BRHMATENHO HaOmoaapa.

4.6 BpeMeHHOCT H KbMeHe

BesonackHocTTa Ha heHTaHUA NIpe3 BpeMe Ha KbpMeHe HE € TIOTBBPIACHA. W3cneparnsaTa NpoBeAaHH
[IPH XKHBOTHH He NOKA3BaT PernpOAyKTHBHA TOKCHYHOCT (Biok pazpesn 5.3). TloTeHUnaNHUA PHCK 34
xopaTa He € n3BecTeH. DeHTaHKn TPAOBa [ia C& U3I0/3Ba TIpe3 BpeMe Hd 6peMeRHOCTTa EAMHCTBEHO,
KOraTo TOBA & HeH30ewKHO.

[TpOaBJOKMTENHOTO TPeTHpaHe Mpe3 BpeMe HA 6peMeHHOCTTa MOXe Ja IpeAn3BHka aOCTHHEHTHH
CUMITTOMH ¥ HOBOPOAeHOTO. [Ipenopp4HMTeNIHO € Aa HE ¢ M3MOJ3Ba GeHTaHIT OKONIO PaKAAHETO M
M3PANCAAHETO (BKITIOUMTENTHO LI€3aPOBO Ce4eHHE), ThH KaTO ()eHTaHII TIpeMHUHABA MTNALEHTATA 1 MOKE
Ra TIPEJIH3BHKA IOJTHCKAHE Ha NWINAHETO NPH THIoAA WK Y HOBOPOACHOTO.

deHTaHWT e OTASNA ¢ KBPMAaTa ¥ MOXke Ja Npefn3BHka Celauys W NOJTHCKAHE HA JHUUIAHETO npH
kbpmennTe Gebera. [Topanu ToBa KEpMEHETO TPAGBA 3 ce TIPEYCTAHOBH N0 BPEME Ha JIEYEeHHETO

U Hali-Manko 72 yaca ciieZ OTCTpaHsBaHe Ha IUTacTHpa Buxmanuwr. (BWXK CBHILO pA3aes 4.4).

4.7 Bausiume BbPXY cnocofHoCTTa Aa ce modupa 1 patoTa ¢ MAIMHK

Buxmonut MMa CWIHO BiIMSHME BPBPXY CrIoco0HOCTTa A4 ce odupa ¥ Aa ¢e N3MO0I38aT MaliInku, Tona
rpsi6Ba A ce OuakBa OCOGEHHO B HAYAIOTO HA TPETHPAHETO, KAKTO W MPH BCiAKA MpoMAHa Ha
[O3UPOBKATA WIH BBE Bph3Ka ¢ ynoTpeda Ha ajixoXosn WM TPAHKBHIIAHTH. [TalMeHTH, KOHTO Ca
CTaBWIH3MpaHy Ha OMpENeNeHM 03K, He ¢ HaJIOKATENHO 12 OBAaT orpaHHtabatit-+IQpalr TORA,
NALMEHTHTE ClIeBa A& ¢€ KOHCYJNTHPAT ¢ TeXHMA JeKap anu uM e pa:speug?q): 1% O UPEE WK 14
paloTAT ¢ MalINHK. R T s N
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4.8 He:xeaanH ehekTH

CrenHATe YeCTOTH Ca WAMOJI3BAHH 32 OIIMCAHHE HA NOABATA Ha HEXKEIAHH PCaKIHN.

Muoro yecto (>1/10), Yecto (=1/100, <1/10), Hevecto (=1/1000, <1/100), Psaxo (=1/10,000,
<1/1000), Muoro panxo (<1/10,000)

Haii-cepHO3HMAT HeKeNaH edeKT Ha PeHTaHWT € MOATHCKAHETO HA NMINAHETO.

Copoeunu cCMyeHns
Heuecto TaxuKapans, Opaguxapams.
Paako: APHUTMHA.

Hapyuienus Ha HEPEHAMA CUCTHEMA

Muoro uecto: raapobonue, 3aMasHOCT.

Heuecto: TPEMOP, IAPECTe3HA, PEIEBH CMYLICHHS.

MHOTr0 pSAKO: 4TAKCHSA , TIPHMAABUM (BKIIOUMUTENTHO KITOHHHHH H TpaH Mal npunagbuu).

Ounit napyuienus
Muoro pagko: aMOITHOIHA.

Huxamennu, 2poOHY, U MEOUACTUHAIHU HODYWLEHUA
HeuecTo: NUCITHEs, XUMMOBSHTUIIAIMA,
MEoro pgaxo: NONTHCHATO OWlIaHe, arlHes..

CmomauiHo4pesHu HOPYUeHUA
MHoro decTo: raneHe, MOBPBINAHE, 3aMeK.

Hecro: KCepOCTOMHUA, NHCTIETICH.
HeuecTo: AHAPHUSL.
Panko: XBJILIAHE.

MHoro paaxo. 0one3HeH METEOPHIBM, HIIEYC.

Bvbpeyunu u ypunapru HapyuieHun
Heuecro: AaabpPIKAHE Ha YpUHA.
MHoro paako: Oone3neH MHKOYEH MEXYp, QNI pHA.

Hapywenua 8 Kodcama u ROOKOJICHAMa MvKaH
MHOro 4ecTG: H3NOTABaHeE, CHPOEXK.

Panxo: KOXXHH PeaKilMM B MACTOTO Ha MPUIOKECHHE.
HeuecTto:! €K32HTEeMAa, EPUTEMA.

O6pupa, cpuTemata M cbpbeka OOHMKHOBEHHO TPEMMHABAT B PpaMKMTC Ha CAHH ACH cnen
OTCpaHABaHETO Ha IUIAcTHpa.

Crv006u HapYEHISE

HeuecTo: XMIIEPTEHIUA, XUMOTEH3UA.
Psanko: BaZOAHAaTALIHA.

Obwyu rapyuieHus

Psiaxo:; OTTOK, WyBCTBO 38 CTYA.

CMyujerus 8 UMyHHama cucmemda
MHoro paaio: aHa(pWIaKCHs.

Heuxuampuunyu cmyujenus

MHOro uecTo: CHHIHBOCT.

HecTo: ceaaiya, HePBHOCT, 3aryda Ha aneTHT.

Heuecto: eyQopHs, aMHE3HA, Oe3cbHHe, XATFOUMHALIAN, ph3byna




MHOTO PAOKO: HIIO30PHH HAEH, CBCTOsHHE Ha BB30yJga, acTeHHd, ACMPECH4, 6e3moKONCTBO,
o0BLpKBaHe, CEeKCYATHY CMYIIeHHs, aOCTUHEHTHH CHMIITOMH.

Lpyzu Heocenanu eghexmu

He ca m3BecTHM (HE MOraT a 6BIAT OLEHEHH BH3 OCHOBA HA HAMWYHHTE AaHHK): IIpoAbmKUTeNHATA
yrnotpeGa Ha (GQeHTaHWI MoXke Ja JoBefe /[0 pa3BHTHe Ha TOHOCHMOCT, MCHXHHUCCKa H
NCHXOJOruuecka 3asucumoct. Criel mpeMUHaBaHE OT MPEAXOAHO M3MHCBAHHA OMAOWUACH AHAITCTHR
KbM Burxmarun, WA¥ Clied pA3KO MpEKpaTsABaHe HAa ACHEHHETO, TNALMEHTHTE MOTAT [1a PasBhAT
ONMUOMAHN abCTMHEHTH CHMNTOMH (HaMpuMep: rageHe, MOBpbIUaHE, AHapHd, Oe3rmoKOUCTBO, H
3B3HCHE). |

4.9 IIpego3npaHe

Cumnmonmu

CHUMITOMHTE Ha MNpPEXO3HpaHe ¢ (EHTaHWw! C¢€ 4BABAT KaTe [POABKCHHE Ha HETOBATC
(GapMaKoNIOTHYHH €(peKTH, B T.4. JIETAPrHA, KOMA, [IOATHCKAHE Ha IOUIIAHETO, C JeHHCTOYKCOBO
OULIaHe WY UHaHo3a. J\pyrH CHMITTOMH Moske [a OBIAT XUMNOoTepMUA, NMOHHKEH MYCKYJICH TOHYC,
Opagukapaus, XunoreHsHs. [Ipu3HauUW Ha TOKCHHHOCT Ca Isnboka cepaund, aTakcHd, Muo03a,
KOHBYJICHY, H [IOJATHCKaHE Ha AMLIAHETO, KOETO € U ITABHHAT CUMITTOM.

feuenue

3a npeomonseaHe Ha TIOATHCKAHETO HAa OHILAaHETO TpAOBa da OBAAT NpeANpHETH He3a0aBHW MEpPKH,
BKJTIOYBALIM OTCTPAHSIBAHE HA TIIACTHPA, M NCUXMUYECKO WIH CHOBECHO CTMMYNHpaHe Ha NMALHeHTA.
Tesn nelicTBus MOTaT Na ObOAT NOCICABAHM OT NPWIOKEHHUETO Ha Creny@QHYHHM ONWOHIHH
ANTATOHUCTH KaTO HAJIOKCOH.

3a BBE3PACTHH C€ [IPEophYBa HHTPABCHOZHO IPH/IOPKEHHE Ha HAYAJIHA 1033 OT 0.4-2 Mr HaJJOKCOH
XHAPOXJIOpH. AKO Ce Hajiara ChIaTa J103a MOXKe Ja C€ IOBTaps Ha BCEKH 2-3 MHHYTH, WIH J1a c€
OpHAara KaTo MpOABDKATenHa MHQY3Hs karo 2 mr B 500 My pasTBOp 32 MIKEKLHW HA HATPHCB
xinopur 0.9% mr/mi (0.9 %) wnu pasteop Ha ritoko3a 50 mr/mi (5 %). CkopocTTa Ha uH(y3us TpsOBa
1a 6BIOe HarjaceHa B ChOTBETCTBHE C MpeAiIectTBamiata 0oqyc Mo3a ¥ HAWBMAYAJIHATA pEaKuHdA Ha
naupeHTa. AKO WHTPAaBEHO3HOTO MPWIOKEHHE HE € Bb3MOXKHO, HANIOKCOH XHAPOXNOPHUI MOXE fia CC
MPHACKH H HHTPAMYCKYAHO WiH noAxoxHo, Clea MHTPaMyCKYNHOTO MIIH TIOJKOXHOTO TIPHTOKCHHC
epekTa m(e HACTBNH 1N0-0aBHO, B CpaBHEHHe C TO3H CJed HHTPaBeHO3HO MPHIOKEHHC
MHTpaMycKy/IHOTO IMPHIGkeHWe e JoBeAe X0 NO-YABDKEH eeKT B CPABHCHHE ¢ HHTPaBCHOIHOTO
pHIokerue, [TOITHCHATOTO AMIIAHE B PE3Yy/ITAT OT NMPEAO3HPAHE € BBE3IMOXNKHO Ja C¢ 3albpaH T10-
IBATO OT edekra Ha OMHOMAHUA aHTATOHUCT. [IpoTHBOAEGHCTBHAETO HA HAPKOTHIHHA edhexT MOMe 0a
JOBEJE [0 MIOCTPAHE Ha Oosikata M ocBOOOMIABAHE HA KATEXOMAMHMHH. AKO CBCTOAHHETO Ha
nanMeNTa Hanara, € HeoGXOmMMO a ¢e NOJIOKAT IPHKM B MHTE3HWBHOTO OTHEeleHHE Ha OONHHLATA.
AKO ce MPOosBH TEXKA WIH IpOIB/DKUTENHA XHTIOTEHIHA, TPAOBA fa ¢C OTHETE EBEHTYANHOTO HATWHHE
Ha XMMOBOJIEMHS, KATO HA TOBA ChCTOSHWE TpAOBa [a ce NPOTHBOACKHCTBA C MOAXOAAIlA NapEHTEPAIHA

QIYHOHA Tepanui.

5. GOAPMAKOJJOI'NMYHU CBOHCTBA
5.1 GapmakonnBAMUYHH CBOHCTBA

dapMaKoTepaneBTHYHA Ipyna: onMoUIH; DeHnnunepHIHHOBH NPOH3BOAHN
ATC xox: N02ABO3

MeHTaHm € ONMMOMIEH aHANIETHK, KOMTO B2aMMONEHCTBA NpeNUMHO ¢ W-penienrropure. Heroeure
OPHHLMITHY TeparieBTHYHu edekTH ca obesfonasane M cemauusd. CEpyMHMTE KOHLICHTPAlMM Ha
deHTaHMN, KOWTO ITIPEAM3IBMKBAT MHHHManeH ofe30onsiBaml edeKkT NpH OMHOWUAHO HEIABHCHMH
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by Tl "'-'..r
yBEJINYABA YeCTOTA Ha CpelllaHe Ha CTPAHHYHHTE e(PEeKTH. St N
Kakto Haii-HMCKaTa edeKTMBHA KOHUEGHTPALHA HA QEHTaHWI, TIKEL M XGHIICH

=

IpeJM3BHKBALIM CTPAHHYHM PEaKMK HapacTBaT ¢ Pa3BHTHETO U YBENHY gﬂ&ﬂﬁ?mc:u
RGN ORI S

TeHOeHUMsTa 32 PA3BHTHE HA TIOHOCHMOCT BAPHPA 3HAYHTEIHO B 3aBHCHM atnerTa;
’%?-r.‘n‘* g




5.2 PapMaKOKHHETHUHH CBOHCTBA

QeHTaHu ce aboopbupa B NPOARKEHHE Ha 72 daca cie[ TPHIOKEHHETO Ha Buxmanun
mparcOepmaner nracmup, brarogapeude Ha MOMMMEpHATa OCHOBA Ha MAACTHPa U NMPOHMKBAHETO Ha
dheHTaHIT TIP3 KOWHUTE CN0eBE, HUBOTO Ha OCBOOOKAaBaHe OCTABA CPABHUTENIHO NOCTORHKO.

Abcopbyusn

Cnen mepBOTO NPpWIOKEHUe Ha Penmanun mpancoepmanen naacmup, CEPyMHHTC KORLSHTPaLHRA Ha
(beHTaHHN HApacTBAT MOCTENEHHO, KaTo ce cralwmsupar Mexay 12 u 24 vaca, U OCTaRar
CPaBHHTE/THO TIOCTOAHHH 34 OCTATBKA OT 72 YaCOBHSA NMEPHOJ Ha IPHIIOXKCHHe. JIOCTHraHuTe CCpyMHH
KOHLIEHTpallMA Ra PERTAHH 3aBHCAT OT pa3Mepa Ha W3bpaHusd (EHTaHWNOB TPAHCASPMAJIEH [THACTHP.
[Tpn BCHYKH cITydas Clen BTOPOTO NPHIIOKEHHE 38 72 4acoB NEPHOJ, C¢ AOCTUIA crabunHa cepyMHa
KOHLIGHTPALHA, KOATO Ce MOANBPXKA Ipe3 BpeMe Ha MOC/IeABAlMTEe NPHIMKEHHA HA IMACTHP CbC
CHLIUS pa3Mep.

Pasznpeoenenue
Husoro Ha cBLp3Bale Ha QEHTAHWI C IUIA3MCHHTE NPOTEHHH € 84 %o,

Buompancgopmayus
GenraHwt ce Merabonusupa OCHOBHO B uephmMa po6 upes CYP3A4. OcHOBHHAT MeTabosHT,
HOp(PEHTAHWI & HERKTHBEH.

LaumMunayua

Korato neuvennero ¢ GedraHu TpaHCAepMaIER AACTHP ce NIPEKBCHE, CEPYMHHTE KOHLICHTpAlluK Ha
deHTaHWIT clapaTr IIOCTENIEHHO, KaTO NOHMXEHUETO ¢ OKONo 50% ce ochilecTRABA 3a 13-22 yaca npu
BB3pacTHY, H CHOTBETHO 3a 22-25 4aca npH fAeua. [IpoasmkuTenHata aGcopOuna Ha (EHTaHHT OT
KOJKaTa JOMpPHHAcH 3a 0-0aBHO [OHMIKEHHE B CEpyMHHMTEe KOHUEHTPALWH, B CpaBeHHE € TOBA4
HaOIO[aBAHO CIIEN HHTPABEHO3HA UHAY3UA.

ITpHGIH3uTeaHO 75 % OT (JeHTAHW Ce eJIAMHHUPA C YPHHATA, MABHO KATO MeTa0OIHTH C M0-MAJIKO OT
10% KaTo HenpoMeHeH MeaukamenT. Okosio 9% oT Ho3aTa Ce OTKPHBA BHE (e1ieca, FABHO oA dopmata
Ha MeTa00JIUTH.

DapmaKoOXUNEMUKd NPY CREYUATHY 2DYNU

IMTo-BB3pacTHMTE M 3acnabHAMIN MALHEHTH € Bh3MOXKHO [1a MMAT HaManeH KIMbPBHC Ha heHTaHH, KOETO
na IoBelle A0 YARDKEH KpaeH MOMY»KUBOT. I1pH natmeHTd ¢ 6b0peduny win YSPHOAPOOHH YBpeXXAaHHs
KITWBPBHCHT Ha QeHtanwn Moxe fa OBJe IPOMEHEH MOpany IPOMEHH B HUBATa HA TIA3MEHHTE
MPOTEMHH H MeTAGONHMTHHA KITMBPEHC, KOSTO A0BEMIA 10 YBEIHYABAHE HA COPYMHUTC KOHLCHTPALMH.

5.3  Ilpeak/JHHHYHH JaHHH 33 0€30MacHOCT

JlaHHM TONydeHH OT NMPeAKTHHHYHUTE H3CACABAHHA He pa3KpWBaT CNELHAJIHW PUCKOBE 3a XOpata,
KATO RaKTIONEHMSTA ce GasHpaT Ha obuwaitHuTe (apMaKosOTMYHHM MpOy4BaHMA 3a 0€30MacHOCT,
XPOHHYHA TOKCHYHOCT KU MeHOTOKCHUHOCT.

UszcnexBanHUs TIPH XKMBOTHH MOKA3BAT TTOHUXKEHA NJIOACBHTOCT M YBEMUYE€HA CMBPTHOCT ITPH deTycH
Ha [LUTBX. Bepekd TOBa TepaToreHeH edexT He ¢ 6wt HabroaaraH.

[TpoanbKvTeiBH HICieaBaLuA 32 KAPIIMOHTEHHOCT HE C2a TPOBEKNAHH.

6. OAPMAIIE®THNYHH JAHHH
6.1 CnACEHK HA NOMOLIHHATE BeIeCTBA

3aneneaiy cioi
Ilonnakpunat

IHoxpusawy croi
HonunponuineHopo GonHo
CHHBO [IPUHTEPHO MACTHIO




Ocgoboacdasauia noSvLPXHOCH
Honnernnen-repedranar (CHNIHKOHH3HPAH).

6.2 HechbBMECTHMOCTH

He ca u3BeCTHH.

6.3 HpoabrureTHOCT Ha CHXPAHEHUE

18 mecelza

0.4 CoenuanHH yc10BHS HA ChbXPAHEHHE

Ha ce chxpansba npu Temnepartypa o 25°C.
6.5 EcTecTBO M CLABPKAHHE HA OITAKOBKATA

Bcexu TpaHCHepMalieH IUIACTHp € MAaKeTHpaH B OTAeNHO nakeT4e. OGBHBHOTO QONHO € CHCTABEHO OT
cJIeIHHTE ClOeBe, MAGpOeHH OTBbH HapbTpe: 06BHBHA KpadT xapThi, OJHETHIEHOBO (PONHO C HHUCKA
ILUTBTHOCT, aTyMuHHeBO Qonno, CypiuH

OnakoBka CBARPXKALEA 3 TPAHCASPMAaNHH ILTacTUpa
OnakoBKka ¢bOppKalna 4 TpaHCAEPMATTHH MJ1acTUpa
Ornakopka ChIBPIKALIA 5 TpaHCACPMATHH IU1aCTHPA
OnaxoBKa cBAbPXKALNA § TpaHCAEpMaNHH I11acTHPA
Onaxkopka chaeprxania 10 TpancaepmMantim nacTHpa
Onakoska cbpppkaiia 16 TpaHCcaepMaTHU IACTHPA
OnakoBka ¢chabpaaila 20 TpaHcAepMaiHU MACcTHPa

BB3aMOKHO € HAKOH pa3MEpPH Ha OMAKOBKHTE Ja HE ObAar npoJaBaHH.

6.6 CnenwaiAan MEPKH 33 YHEINOXABAHE

Bucok# kosvdecTBa ()eHTaHWI OCTaBAT B TpaHCASpMAaJHUTE JNACTHPH AOPH H CIICR TAXHATa
ynorpeba. [TpunenpamiaTa NOBEPXHOCT Ha M3MON3BAHHTE TPAHCASPMATHHA NIACTHPH TPAbra na 6vae
[IPerbHATa HABBTPE M I1aCTHpa Za Oble YHMUIOKEH, HIH KOTaTO € BB3MOXXHO BBPHAT OOpAaTHO B
anTexata. BCeKM HEM3ON3BaH NEKapCTBCH NpOAyKT Tpabea Aa OBAC YHUILOXKEH WIH BBPHAT B
anTeKara,

7 IPHTEXATEJ HA PASPEHIUTEJHOTO 3A YIIOTPEBA

Actavis Group ehf,,
Reykjavikurvegur 76-78, 220 IS Hafnarfjordur
Henanaua

8. HOMEP HA PA3PEHIUTEJIHOTO 3A YIIOTPEBA
Ne DE/H/0635/004/E/001
20080130/18.07.2008

9. TTATA HA ITBPBOTO PA3PEIINTEJIHO/TIOJHOBABAHE HA PA3PEIHHTE/THOTO
18.07.2008

10. JATA HA TIPEPAIINIIEXKAAHE HA TERCTA

Cerrremppn 2008




