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Victanyl 25 micrograms/h transdermal patch
Buxmanun 25 muxpozpama/vac mpancoepmanen naacmip

2. KOMHYECTBEH H KAYECTBEH CbCTAB

Buxmanun 25 muxpozpama/nac mpancoepManes naacmup

Beexy wactnp ocBoboxkaasa 25 MUKpOrpaMa GEeHTAHWT Ha Yac. BCEKH RUIACTHP ¢ NOBBPXHOCT OT
7.5 cm’ ceampika 4.125 Mg BeRTaHH.

3a ITENEH CIIMCEK HAa NOMOLIHNATE BEIIeCTRa, BIDK pa3nen 6.1.

3. PAPMAINEBTUYHA &OPMA

TpancaepManes acTup

[Ipo3payden u Oe3nBeTeH MIACTHP CbC CHH [IOCTORHEH HAAMHC HA MOAABPKAOTO (POITHC: “BUKTAHHA
25 pg/yac™.

4. KIHAHHYHY JAHHN

4.1 TepaneBTHYHE NOKA3aNAN

ITpooyxTeT e moka3ad 3a ynotpeda npu TeXKa XpoHWYHA OOIKa, KOATO MOXE Aa OBIe rnoaxXoasulo
KOHTPOJIXpaHa ¢IWHCTBEHO ¢ TIOMOLNTA HA OMHOWAHHK 06€300/19BaLy.

4.2 lo3upoBKAa H HAYMHH HA NPHJIOKEHHE

HosupoBkata € MHAMBMIYanHa 4 ce fajupa Ha anaMHe3aTa 3a yrnoTpeda Ha onHoWaAn OT NalHENTa,
KaTO ¢¢ BICMa NMPEABMI CIETHOTO!

. BB3MOXKHO Pa3BHTHE Ha MOHOCHMOCT,
. MOMEHTHO O0IIO CHCTOAHHE, MEAULIMHCKH CT4TYC Ha NauHeHTa H
o CTeNEH Ha TEXKeCT Ha HAPYINEeRHUATA.

HeobxonyuMata f03a (peHTAHAN € KOPHTHpa MHAMBHAYATHO H TpA0OBa Oa C€ OmMpeAeid peXOBHO Clien
BCAKO TPHIOKEHHE.,

ITvpsonauanno onpedenane Ha 0o3ama npu nayuenmu, ynompebaeauu 3a Nbpeu NoMm OHUOUOU
[InacTupuTe CBC CKOPOCT Ha OCBOOOXKAaBaHe OT 12.5 MMKporpaMa/yac ¢a Ha pasnofoxeHue 4 Tpadsa
fa OBAAT M3MON3BAHY 3a ILPBOHAYATHOTO Ao3MpaHe. [Ipy MHOTO BB3pacTHK MALIMEHTH He Ce
MpeNnophYBa 3aNnQYBAHETO HA JEYECHUE C Buxmanwr, MOPAAN U3BECTHATA 34 TA3K rpyna NanveHTn
TIOBHILIEHa MYBCTBUTEHOCT KbM OITHOAHH MeAHKaMeHTH. B Te3H ciryvan e xelaTenHo Aa ce 3amoyHe
JIEYEHHE ¢ HUCKH A03H 0T He3ab0aBHO 0¢cBODOK apallinA c¢ MOPQHH H JIa ce Npe ¢ Buxmanuwr
cliesl OTpe/ieNisiHe Ha ONTHUMANHATA /103a.

[Ipemunasarie xom Opyeu onuoudnu obezborreauyu
[Ipn npemMuHaBase OT NEpPOPaTHH HAM NMapCHTEPATHO NPHIATaHH O
[TbPBOHAYAITHOTO A030B0 HHBO TPA0Ba 112 Ce Onpenesns, KaxTo ¢neasa:



1.  Omnpenens ce KOIMYECTBOTO Ha AHJIAreTHKA HEOOXOMUMO 3a 24 daca.

2.  Tlomyuenata cyma Tpatea aa 6b/la ce cpxpanaBa npH remmepatypa noa 25°C.

[i¢ IPEBbPHATA B CHOTBETCTBALLUTE OPATEK 031 OT MOpdHH, KaTo ce h3nospa Tabmmia 1.
3.  CeotBercTBaldTe J03H (eHTaHMI TPAOBa A2 C& ONPEAEIT XaKTO CICABA!
a) naronseaitkyd Tabmuua 2 3a nalHEHTH, KONTO MAT Hy»Ia OT NPOMAHAa Ha OnKonHAa (HHBOTO Ha
APEH3YHCIABAHE HE MepOopatHud MOPPHH KbM TpaHcAepMalHMA (EHTAHW Ce PABHABA Ha
150:1)
b) 3a crabunuy nalesTH 1 Kobpe MOHACIHO OrMMIHO NeycHne TpaORa Aa ce Manon3Ba Tabnnua 3
(HMBOTO Ha MNPEHIMMCIARAHE HA NEpPOpanHHd MOpPPWH KBM TPAHCAEPMATHUA (ECHTAHHA Ce
pastana Ha 100:1)

Tabauua 1: IlpupasuuTenHo npensunciaasane gHa obesGongpamara epeKTHBHOCT
BeHuky 1034, KOMTO ca NpeACTaBeHM B TabAMIATa ¢a eKBUBAICHTHH Ha 00e3bonasamusa edeKkT Ha

10 Mg napeHTEpaIHO NPHIIOKEH MOPOUH.

IlpupasHeny obe3bonnsanin
_ ao03u (Mg)
AKTHBHO Ilapentepanno | Opanno
_BelecTBo (n.m.)
Mopdun 10 30-40
XuapomopdoH 1.5 | 7.5 _
OKcUKoa0H 10-15 20-30
MeTtaoH 10 20 _
Jesopdanon | 2 [ 4
OKCUMOpP(IHH 1 10 (pekranHo)
aMOpdHH 5 _ | 60
[Tervaun 75 -
Konenu . _ 200 |
Bynpenopgun 0.4 0.8 _gnoﬂeanHoL"
Kerobemuaon 10 20-30

Tabaroa 2: IlpentopuaaTe/IRA NLDBOHAYMANNN Q030 HA TPAHCAEpMAJIeH PEHTARNI, B3 OCHOBA
HA ARCBRA OPATHY 03N MOPPHH (32 MALKESHTH KOWTO UMAT Hy»Ia OT CMEHAHE Ha OITMOH/Ia)

Opanua q03a Ha MopduH (Mg/24 yac) | TpancaepManHO 0CBODOKIABAH (PEHTAHHI
| | (MUKporpama/uac)
< 44 | 12.3 -]
45-134 . 235
135-224 30
225-314 75 _
315-404 100
__ 405-494 _ 125 L
495-584 150 |
385-674 175
| 675-764 . 200 _
765-8354 225
855-944 B 250
945-1034 275
1035-1124 300

Table 3: llpenopbunTennn HavaaHP J03H HA TpaHCAepMaJied (EHTAHH], Bhi OCHOBA HA
AACBHATE OPAJIHA 403 MopduA (38 MALUMEHTH KOWTO ca cTabWaHH H moOpe MOHACAT OMMOHAHATS

Teparn)

OpatHa fo3a Mopdun (Mg/24 yac)

< 60
60-89

12.5

25
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B 90-149 ~ 50 B
150-209 75 __
210-269 100 B ]
270-329 125

~_ 330-389 150 B
390-449 175 _
450-509 200 -
510-569 225 _
570-629 250
] 630-689 275 ~

690-749 300

Huso Ha ocBofoxaaBaHe Ha deHTaHHN oT Hax 100 MEKporpama/tac Moxke Aa ObIe NOCTHTHATO Ype3
KOMOMHHpPaHe Ha HAKOIKO ILIaCTHpA.

[lepBoHauanHaTa ouneHka Ha MakcHMaigHMA o0e30onaBan] edekt Ha Buxmanwi mpancoepmanes
naacmup He TpadBa na Oble M3BBPIIBAHA MpPEAH [UIacTHpa Oa € OUn HoceH B MpONB/DKeHHE Ha 24
yaca. [oBa ce Hajlara B CIeACTBHE Ha MOCTSNEHHOTO YBEAMYABAHE HA CEPYMHHTE KOHUCHTPALHH Ha
(eHTaHKUN Mpe3 MbpBUTE 24 Yaca cied MPUICKEHHETO HA MJIACTHPA.

[Ipe3s mepBuTE 12 Yaca cliel MpeMHHABAHETO KM ynorpeba Ha Buxmanun mpancoepmaien nAacmup
NauUEHTHT Npodb/kaBa 18 MpHeMa npeaiiecTealiug obezbongpanl MpoAyKT B NpegHIIHaTa 003a;
npes caensalure 12 yaca Toan obezbonapainl npoayKT ce NIpuara B CbOTBETCTBHE ¢ HYKIUTE.

Onpedengre na 003ama u noOGvLPICAA MePaAns

[TnacTupsT TpabOea Aa ce nogMeHA Ha BceKH 72 vaca. Jlosara Tpadea 1a ce onpenens HHAMBHAYATHO
N0KaTo ce MocTHrHe 00e3bonsam edekT. [IpH mauyeHTH, KOHTO M3NUTBAT CHILIECTBEHO NMOHIKCHHE Ha
ob0e3bonaBaiua edekT B nepuona 48-72 yaca cnel NpWIOKEHHETO, MOJKE Ja C€ HAJI0XKH NOAMEHAHE
Ha peHTaHWI cnen 48-1 Jac.

[InacTupure ¢ HHBO Ha OCBoDOXKZaBaHe OT 12.5 MHKporpamMa/uac ca Ha pasNONOKCHHE H ca
MOAXOMAINM 3a THTpPaLMA HAa A03aTa B NO-HACKHMA NI030B OHana3oH. Ako o0e30onspaHETO He €
NOCTATBYHO B Xpasd HA MBPBOHAUANHUS MEpHO, 103aTa Moxe na Obae ypenuuyapaHa crefl 3 OHM
JOOKATO ¢€ MOCTHIHE >KENTaHMA e(eKT 3a BCEKH MalMeHT. JONMBIHHMTENHOTO YBEIMYABAHE HAa JOIHTC
OOMKHOBEHHO C€ M3BBPIIBA B CTENKA OT 25 MHMKporpaMa/dac, BBIpPEKH Y€ IONBIHWTENHHTE
M3UCKBaHKA 3a obesbonaBaHe W CHCTOAHMETO Ha GOMKa Ha manueHTa Tpabsa Aa OBAAT OTHETSHH.
[laLvedTHTE € BB3MOKHO 18 HM3NUCKBAT MEPHOAWYHO AONBIHHTEHH IO3H OT KpPaTKOCPOHHO
neicTalny obesbonsapalln 3a npenofdpaHe Ha Oonakara. JOMBIHWTENHH HIH aJTEPHATUBHH METOAH
Ha 06e3bonaBane, KakTo M aNTEPHATHUBHO MPHIOKEHHE HA OMMOUAM TpAGra Aa ObAaT OOMHCIEHHU B
ciyyai, ue¢ poszara Ha DBuxmanun nansawn 300 Muxporpama/yac. BBOpeKH MOAXOMALIWA
obe3bonapail edexT ca AoKTanBaHM aOCTHHEHTHHW CHMIITTOMM NpH TIpeMHHaBaHe OT OBJro
NpOabIDKABALIO JIEYeHHE C MOPOHWH KbM TPaHCAEpPMAICH (PEHTAHMI.

B cmyuaii Ha aGCTHHEHTH CHMITTOMH ce TIperopbyBa Te Oa ObJAT JIEKyBaHM ¢ KPaTKO ACHCTBALL
MOP(HH B HUCKH JO3M.

lpomana unu npexpamagane na nevenuemo
AKO ce Hanara npekapaTtapaHe Ha JIEYSHHETO C IU1aCTUPUTE, BCAKC MOCIEABALIO 38MECTBAHE ¢ APYTH
onyouaH TpAORa Aa CTaBa NMOCTENEeHHO, KATO CE 3amo4yea ¢ HUCKM J03H, KOUTO DaBHO C€ YBCAUYBAT.
Tora ce Hamara T KaTo (EHTAHWIOBHTE HMBA CHajgaT IOCTENEHHHO Cled OTCTpaHABaHe Ha
IacTHpa, KaTo 3a MOHWKEHHE HAa (peHTaHWJIOBHTE CEPYMHH KOHLeHTpalMM ¢ 50% ca HeoOxoauMu
noHe 17 yaca. Kato ofwo npaBriio € BB3NPHETO NMpPEeKpaTABAHETO Ha OMHOUAHOTO 00e30014BaHe na
CTapa MOCTEMNEHHO, ¢ Lell 1a ce TIpeAoTBpaTH nospata Ha aOCTHHEHTHH CHMTIIOMH (raleHe, AHApHI,
0e3noKOHACTBO, U MYCKYJ/IeH TpeMop). Tabnuum 2 u 3 ne Tpabsa 1a ¢ce U3NOA3BAT NPH NPEMUHABAHE OT
TPaHCASPMAICH (PCHTAHWT KBM JICHSHHE ¢ MOP(PHH.

Memood na npunoosicenue




HenmocpeACTBEHO cliel M3BAKAAHETO OT OTIAKOBKATa M OTCTpaHABaHe Ha ocBolo)Knamallara HBHLA,
Buxmanui ce Hajara Ha HEOKOCMEHA KOMHa MOBBPXHOCT B TOPHATa 4HacT HA TANOTO (MphdeH Koul,
rpb0, FOpHa 4acT Ha pbKaTa). 3a A3 OTCTPAHHUTE KOCMUTE M3NON3BANTE HOMHULIH, 4 HE CAMODPBCHAYKA.
[Ipenu npunoKeHHeTo, KoXkaTa TpaAGsa Aa ObAC BHUMATEIHO U3MKTA ¢ YMCTa BOAa (0€3 MOYHCTBAILH
npenapary) U LaTeNIHO [oAcyeHa. TpaHcaepMalHHA TIaCTHP Ce] TOBa Ce Halara H3foa3BaiKh 1ex
HATUCK ¢ ANaHTa Ha pbKata 3a okono 10-30 cexynau. KokHaTa NMOBBPXHOCT, HAa KOATO C€ IIpHiara
MUIACTHPBT, TpAOBa [a HAMA MHKPOCKONHMYHH H3IMEHeHHMs (B T.M. Ob/DKAIM c¢ Ha OO/IB4BAHE WM
H30OPBCBaHE) M KOXHO Bb3MNATICHHUE.

Teil KaTo TpaHCASPMATHUAT IVTACTHP € MPEeAna3’eH OT BHHINEH BOJAOYCTOMYHB CIIOH, TOH MOXE Ja e
HOCH CBILO JOKATO C€ B3eMa JyLI.

[ToHsakora Moxe fa ¢ce HAMOXKU AONBIHATEIHO NPHIENBAHE HA IIACTHpA.

AKO C€ H3BBPIIBA NPOrPEeCUBHO YBETHUABAHE HA AO3IUTE, MOXKE @ C€ CTUTHE A0 MOJI0MEeHHUe, B KOSTO
He0OXOoHMaTa aKTHBHA KOXKHA MTOBLPXHOCT Aa HE MOJKE Ja C¢ YBeIHYaBa Mopeye.

Ilpoovasxcumennocm na npunoscerue

[InacTupsT TpaOBa Na ce cMeHA ciel 72 4yaca. AKO B UHIMBHAYATIHH CIy4YaH ¢€ HaJjlara Mo-paHHa
CMAHA Ha IUIacTHpa, TO T4 He TpsAOba 2 ce ochbllecTBABA Mpeau Aa ca u3Tekau 48 vaca, B MPoTHBEH
cnydali e BEIMOXKHO Ja ce IMOMYyYH YBETHYCHHE Ha CPEeNHHTS KOHUEHTPALUN Ha (eHTaHWT. 38 BCAKO
npunoXkeHre Ha ¢peHTaswI Tpadea 1a Oble M30HpaHa HOBA KOXKHA OBBPXHOCT. [Ipeay Oa ce HaNOKH
HOB fUTaCTHP Ha MACTO M3[ION3BaHO Ipeau TOBa, TPAOBA Aa ca M3MHHANM 7 IHH OT KaKTO MpeaHud
rnactip € 6un orcTpaHeH oT ToBa MacTo. Obe3bonaBammar eQexT MOXKe 1a NMPOAB/LKRA 38 HIBCCTHO
BpEME CleJl OTCTPAHABAHETO Ha TPACHASPMAIIHUA TUTACTHP.

AKO cnel OTCTPaHABAHETO Ha MIACTHpa OCTAHAT CASAM OT HEro, Te TpAdRa Oa C€ W3IUMCTAT MpH
ynotpeda Ha o0WIHW KOTHYECTBA BOJa M canmyH. B o4ucTBaHeTo He TpsibBa Aa ce W3NON3Ba HIHKAKLB
aTIKOXO/1 WIH OpYTH Pa3sTBOPHTENH, Thil KaTO Te MOTAT Ja NIPeMHHAT [pe3 Koxkarta, nopald edexra Ha
IacTUpa.

Heya
OnuTHT 32 MPUIOKEHHE Ha Aelia MOA 12 roauuIHa B3pacT € orpaHu4eH. Buxkmanun TpsaOBa fa ce
U3M0/13BA MPH Ta3M IPYNA MALMEHTH.

Hpunoxcenue na no-ev3pacmuu nayueHmu
ITo-pB3pacTHUTE NALMEdTH TpAOBa Aa OBIaT HAOMOJaBAHH BHUMATEIHO U K03aTa Aa Obie HaMalleHa,
aKo TOBA ce Hamara (Brok pasieiiv 4.4 n 5.2).

Yepnodpobru u 6vbpeyny yspedcoarnun
[TanueHTH ¢ yepHopoOHM WK OBEOpeUHH YBpeXKaaHHA TpaOBa na OpaaT HabnroaBaHH BHUMATENHO,
M 103aTa 14 ¢€ HaMa!li, ako TORa € HeoOxoaumo. (Brx pasaen 4.4).

4.3 IlporuBonokalaHus

-  CBpBXYYBCTBHTEHOCT KbM aKTHRHOTO BEUIECTRO HITH KBM HAKOHW OT NOMOLIHHTE BElIECTRA.

- Ocrpa WM cneaonepatueHa Oonka, T KaTO TUTPHPAHETO HA N03aTa HE € Bb3MOMHO JIa C€
H3BBPILM 34 KpaTKOCPOUHa ynotpeba.

-~ TexKy yBpexIaHHA Ha LIEHTPAIHATA HEPBHA CHCTEMA.

4.4 CneunansHo BHUMAKKE U HPEANAIHY MEPKH NpHU ynoTpeda

[MpoaykrsT TpaGBa Aa ce W3INOM3Ba caMoO KaTo 4acT oT komOHupaHo ofnexk4yapaHe Ha Qonka, B
CIYJauTe KOraTo NayeHTa € MpaBwIHO NMPEeLSHEH MeIUIHHCKY, COLIMATHO U MCHXOMOTHUYECKH.

Jeuenue ¢ Buwmanun TpadRa Oa c¢e 3anoysa c¢aMo OT ONWUTHM KJIMHHLIHCTH, 3AMO3HATH C

XHITOBEHTHIALIMA.
Crnen nposiea Ha CEPHO3HH CTPaHWYHN peaKii, areHTa Tpadea 1a QExS HaOmaasar yaca clen
OTCTDAHABAHETO HA TPAHCIEPMAIHMAT YUIACTUP, MOPAamH Ipo Coiy il oa Ty

(BIDK paazen 5.2.).



ITpu xpouuuna 60nKa, KOATO He € NPHIHHEHa OT pax, ¢ BE3MOXKHO [a C€ MPEeAnoyeTe 3anouBaneTo Ha
neueHue ¢ HezabaBHO OcBOOOKRaBallH ce CWIHH onuouiH (B T.U. MOPOHH) M A ce Npeanue
deutanun non ¢opMara Ha TpaHCASpMalleH IUVIaCTHp, Clel OMNpele/iiHe Ha e(dHKAacHOCTT2 Ha
ONTUMAJIHATA 4034 Ha CHJTHHA OMHONI.

TpancaepManHUAT MmiacTHp He TpabBa Xa Obae pg3aH, Thi KATO HIMA HANMYHA MHQOPMAaUHA NO
OTHOLLEHWE Ha KauecTBOTO, edHKacHOCTTa H GesonacrocTTa nNpH ynorpebara Ha TakyBa pa3feneHH
MJIaCTHPH.

AKoO ce Hanara NpHuiIoKEHHETO Ha MO-BUCOKH A03K oT 500 Mg Mop¢HHOB-CKBHBATICHT, NNPENOPHYBA C&
fpPEOLEHKA HA ONIHOWIHATA Teparus.

Haii-yecTara cTpaHHYHA peakUMa Cliell NPIWIMKEHUETO HA 0OHYaiHATE A03H € CRHIMBOCT, 0OBDKBaHe,
rajeHe, nospeilaHe W 3anek. [IepBUTe TaKMBa CTpPaHWYHHU PEeaklLHH ca NMPEXORHH M NPMYHHATE 33
TAXHATA NposiBa TpAOBa Aa ce M3CNEABA, aKO CHMITTOMUTE NPOABAKAT. JaleKbT, CNEUHATHO, HE
NpeMWHAaBa, aKO TPETUPAHeTO NMPOALKH. BecHuky Tesw edekTd Morar ga OnJaT OvaKBaHH, NOpazH
KoeTo TpabBa ga 6hOaT npeABMACHH, 32 Aa MOXKE [a Ce ONMTHMH3IHPa JeYEHHETO HM, 0COOEHO 3aNEKBT.
B MHOTO OT CiTy4anTe MOXKe Ja ¢¢ HATOKM KOPHTHpALLo NedeHHe (BHIK pa3aen 4.8).

CueMmecTHaTa ynotpeda ¢ ynpeHopdus, HANGyPpun, WM TIEHTA30LUKH He Ce MpenophYBa (BN CBILO
pazgen 4.5).

ITpucmyn na boara
IIpoyuBaHusTa TOKA3IBAT, Y€ RBENPEKH JEUEHUETO ¢ HEHTAHUNIOB TNACTHP, MOYTH BCHYKH MALMEHTH Ce
HY»AaaT oT n06appuHO NeueHne ¢ MoteH Obp30 ocBOOOKIABAL C& MEIUKAMEHT, 3a Ja ce Omokupa
NpUCTHNA Ha Donka.

Ioomuckane na owuaremo

KakTo 1 npH BCUUYKHA MOLIHM ONMMOKAY, HAKOU MALMEHTH MOTaT Aa MPOABAT NOATHCKAHE HA JUIAHETO
¢ Buxmanunr, xato maumeHTHTe TpAOBa na Obaar HaOmoJaBaHH 3a MPOABA HA TO3H MPH3IHAK.
IToaTyCKaHETO Ha AMIUAHETO MOXKE Ja NPOABLLKK H clel OTCPaHABAHETO Ha TuiacTHpa. PHCKBT OT
MHUHIEHTH ¢ TNOATHCKAHE HA AMIIAHETO HApacTBA YCMOPEOHO ¢ YBEMHMYABAHETO HA J03aTa HA
enTanun. Axtusiure Beuectsa Ha I[HC Morar aa paownar nogTUcKaHeTo Ha JUIIAaHETO (BIK pazlen
4.5). Ilpy DauWeHTH ¢ Beue CHILIECTBYBALIO MOTHCKAHE HA AWIUAHeTO, QeHTaHMn TpaGBa na ce
M3110/13Ba NPEeANATUBO M B IO-HUCKHATE JIO3M.

Xpornwunu 6eaoopobuu 3a6oaseanun

Ilpy¥ nanmeHTH c XpOHMMHM OOCTPYKTHBHU WIH ApyrH Oenonpobun 3abonapaHng, deHTaHIT MOXE
NPpEeAUIBHKA NO-TEXKHY CTPAHMYHM peaklUUH, KaTo NpH TakHBa NaLWeHTH ONHOMAWTE € Bh3MOXKHO Aa
HaMaJIAT JyXxaTes1Hus offeM M 13 YBEIWYAT CHIIPOTHRIIEHHETO Ha ANXATETHUTE MbTHILA.

Hexapcmeaena sasucumocm

BeneacTsue Ha NpoapDKMTENHA yRnoTpeba Ha OMHMOMAM € BBIMOXKHO Ja C€ Pa3BHAT MOHOCHMOCT,
TCHXHYECKa H PH3HYECKA 3aBHCHMOCT, HO TOBA € PALKOCT IPH eUCHHE Ha Oo/ka TIPeAH3BHKaHA OT
pasBHTHETO HA paK.

Veenuueno evmpevepenno naiszane

Buxmanur mpancoepmaren nracmup Tpabpa ga ce HINOA3BA ¢ NOBULISHO BHHMAHHE IIPH MALMEHTH,
KOUTO MOXKeE JIa ¢a HaCTHIHO BB3NPHEMYHBH KbM BhTpedepenHnTe edekTH Ha 3aaabpxaHero Ha CO;, ,
KaTO DallHCHTH ¢ NMPH3HALH Ha NOBUIIEHO BHTPEYEPENHO HANATaHe, HapyUIeHO Ch3HAHME HIW KOMA.

Cypoeuny 36078600 UA
OnwouguTe MOXe A4 NPeIH3BHKAT XHIOTEHIHA, OCODEHO NpHM NalMedTH ¢ xunoeoieMns. OcobeHo
BHMMAaHHE TpA0Ba aa ce OOBpHE NpH JIEHEHHETO HA NALUMEHTH C XHIOTEH3Uf:
XHMoBOTeMHA. (DeHTaHWa MoRKe Ja [nOpeJds3HBKa Dpanukapans.
mpancoepmasier naacmup He TpAOBa Za € npwiara Ha nauneHTH ¢ 6pan




Yepedena uepnoopobra gyuxyun

QenTadmw ce MeTabonu3upa 40 HeakTUBHH MmeTabonuTH B YyepHHs Opod, mopaad KOeTo MailHeHTH ¢
uepHONPOOHN HAPYIIECHHA 1l HMAT 3a0apeHa eauMuHalmd. IlanvieHTH ¢ YepHOAPOOHM HapYILICHHA
TpaGBa Aa 6BAAT HAGMIOAaBAHKH BHUMATEIHO H JO3WTE Aa C& HAMAIAT, aKO TOBa € HEOOXOAMMO.

bvbpeynu napywenus

[To-manko ot 10% OT eHTAHHI Ce eMUMUHNPA HEMPOMEHER npe3 ObOpeuMre, M 3a paznuka OT
MOP(HHA HE € W3BECTHO Na Ce OTACIAT aKTHBHH MeTabonuty nipes 6bvbpeunTe. JaHHHUTE NOTYUCHH
CNi¢], HHTPABEHO3HO TPWIOKEHHe Ha (QeHTAHWT Ha nanHdeHTH ¢ ObbdpeuHa HeEZOCTATBYHOCT
NoACKa3saT, 4e obema Ha pasnpeaeneHne Ha QEHTAHIT MOXKE A8 C& NMPOMEHA BCIEICTRHE Ha AHAIH3A,
ToBa MoXe Da MOBIWAE CEPYMHHMTE KOHUEHTpAaUMH. AKO MaudeHTH ¢ 0bOpedHa HeaoCTATBYHOCT
npueMaT ¢QeHTaHHI TpaHcaepMaino, Te Tpabsa Aa 6BAAT MHOIO BHUMATENHO HabaronapaHu 32
PA3MTHE Ha MPU3IHALMA Ha TOKCHMKOCT OT (EHTaHMN, M ako e HeoOxoaumo xosure Tpabsa ma Owpaar
HaMaJleHH.

Hlayuenmu ¢ mpecka

[TaiMeHTH, KOMTO pPAa3BUBAT Tpecka, TpaOBa Oa ObaaT HaOMOAABAHH 33 CTPAHHYHH DEAKUMHM OT
ONTHOMIWTE, THH KATO 3HAYUTEHOTO YBEJHYABAHE HA Te/leCHATa TEMMEPATYpAaTa MOXKe & 20BCAC 1O
CBEHTYA/IHO YBENHYCHHE B HHBOTO Ha abcopbumara HA deHTaHWn. MACTOTO Ha TNpHIOKEHHE Ha
acTupa He TpaAdpa aa Ob1e WanaraHo Ha TOIUIMHA OT RBRIIHK H3TOUHMLIM HA TOILTHHA, B T.4. C8YHA,

Bu3pacmnu nayuenmu

JlaHHH OT W3cneaBaHe MPOBEACHO MPH HHTPABEHO3HO MHDKEKTHPaHE ¢ PeHTAaHWT IOKa3BaT, 4e Mmo-
BB3PACTHHTE MALMEHTH MOKE 1a UMAT HAMAJIeH KIUBPHHC U YARDKEH DOy XKHBOT, Olle MoBeye
BBIPACTHUTE NALHEHTH € Bh3MOXHO Ja ¢a MO-YYBCTBUTCTHNA KEM aKTHBHOTO BCIISCTRO, B CPaBHEHHE
C MO~ MIIARMTE NAaLMEHTH. BBIpekyd BCHUKO, HAC/TeRAHMATA NPOBEACHH ¢ TPAHCASPMATHH TLTACTHPH C
(eHTaHWI NPU BE3PACTHH NALKEHTH, AEMOHCTPHpAT QapMaKOKMHETHKA Ha eHTaHuN, KOATO HE Ce
paziu4asa YyYBCTBUTEIHO OT Ta3W [Py MNaAM MAUHEHTH, BENPEKH Y€ CCPYMHUTE KOHUEHTPALMH Ca
NO-BHCOKH. 3acTapaBallli WK KAXeKTHYHH MauyeHTH TpAOBa aa 6baaT wabaronapaHi BHHMATETHO M
NO3HTE Aa C€ HAMAJIAT, aK0 TORA € HeoOX0aAMMO.

Heya

B cnencteue Ha orpaHMYeHHs OMUT MpH Aela Ha BB3pacT noA 12 roaunu, Buxmasun Tpabea aa ce
NpWiara Ipy Ta3y BH3PacToBa Cpymna camo ciiel BHHMaTellHa TpeLieHka Ha TOBUTE U PUCKOBETE OT
TakOBa JICYECHHE.

Kvpuene
THi karo ¢peHTaHWI ce OTAENA B KbpPMaTa, KbpMeHeTo TpaOBa na Obae NMPEeKLCHATO Npe3 BpeMe Ha
aAedeHue ¢ Buxmanur (BHXK CBUIO pasaen 4.6).

Hlayuenmu ¢ muacmenus 2paguc
Morar ga ce TIOSBAT HEeCIUIENTHYHH MUOKIOHMYHH peakuuu. OcobeHHO BHMMaHue Tpabpa ga ce
0o0OpBILa, KOraTo Ce JIEKYBAT NaLeHTH ¢ MHACTEHHA TPaBuC.

Bzaumooeiticmaun
KomGunaumaTra ¢ GapbuTypoBa kucendHa M HeliHMTe Npou3BoaHy, OynpeHopduH, HanOypHH H
NEeHTa30UWHH, N0 OpuHUUn Tpadsa na Opae uabareana (B paizen 4.5).

4.5 Bianmoae#icTBHE ¢ APYTA JEKAPCTBEHA NPOAYKTH K APYFH B3ARMOACHCTBHA

Tpabea zaa ce H3bATBa cbBMecTHATa ynoTpeda ¢ 6apOuTypoBa KHUCelIMHAa 1 HEWHHTE NMPOH3BOJRH, ThH
KaTo MOATHCKAIIHAT eeKT Ra PEHTAHMI BBPXY AKRIIAHETO MOxKe 1a O6bjae yc _

He ce npenopmuBa cbBMecTHaTa ynorpeba ¢ OynpeHopbwun, HAIOY() {.
NPOABABAT BHUCOK adUHHTET KbM ONHOMIHHTE DELENTOPH ¢ OTHOCHTEIA




AKTHBHOCT, IOPAIN KOETO T€ YaCTHYHO aHTAroHM3upar o6ezbongsaummd edekr Ha GeHTaHHI U MOraT
113 [Ipedu3BUKAT aOCTHHEHTHH CHMITTOMHM IPH OTTHOUIHO 38BHCHMHU MALIMEHTH (BIDK CBINO pasfen 4.4).

CeBmecTHaTta ynotpefa Ha ApyrdH gempecantH Ha LIHC Moxe 1na npeAusBHKAa OOMBJHHTHIICH
moATHCKAIL edeKT M XUIIOBEHTWIAIMS, XHIIOTEH3MA, a TAKa CHINO M ABJIOOKA CelaLud HIH KOMA.
Henpecanrure Ha 1HHC ynoMeHaTH no-A0J0y BKIKOYBAT:

- ONMHOHAH

- AHKCHOMUTHLH H TPAHKBWIAHTH

- XHTTHOTHUIH

- 001 aHEeCTEeTHIIH

- heHOTHA3HHH

- MHOpPENAaKCaHTH Ha CKENeTHATa MYCKYJIaTypa

- ceaMpalui aHTUXHCTaMHHHK CpeaCTRa

- ANNKOXONMHH HAITMTKH

[lopanyu ToBa ceBMeCTHATA YHOTpeda Ha BCEKH OT IQ-rOpe CIIOMEHaTHTE JIEKAPCTREHH NMPOIAYKTH M
aKTHBHH BeleCTBa HIHCKBA HAOMIONEHHE BBPXY NAllMEHTA.

Hoxnagpgano e, ue MAO-uaxuburopure ypenuuaBaT edexra Ha HapkoTH4YHMTE obezbonApamim
cpeacTBa, ocobeHO NPK NALMEHTH ¢hC ChpeUHa HesocTaThuHocT. [lopaau Toa, heHTanun He TpAORa
na ce uinonssa 14 aHK cnex NpuKkmouBade Ha nedeHneTo ¢ MAQO - HHXHUOKTOPH.

DeHTaHnI € BEINECTBO ¢ BUCOK KIIHBPBHC M ¢ MeTabonuinpa 65p30 U B 3HAYHTETHA CTEIEH, ITaBHO
ot CYP3AA4,

Hrpakonazon (MomeH CYP3A4 unxuburop) B no3a or 200 Mr/neH npuemaHa opanHo B TeHEeHHE Ha 4
OHH HEe € MOoKa3al CepHo3eH edeKT BBpXy (¢QapMakOKHHETHKATa Ha WHTPaBEHOIHO IPUIOMKEHHA
¢denTaHnI. Bphnpekd BCHUKO ca HAONMIOOABAHH YBENWYCHH [TNAa3MEHH KOHUEHTPAIHM NpH ¢IHHHYHH
naupeHTn. OQPaATHOTO HPHICKEHME HA PUTOHABHP (eauH oT Haii-MowHwTe CYP3IA4 nuxubutopy) e
HaMaJIuO KJIWBPBHCA HA MHTPABEHO3HO NMPHIOKECHUA QEeHTaHWn C ABE TPeTH, H € YABOWIO HEroBHA
noyxHBoT. CbaMectHata ynorpeba nHa momue CYP3A4-puxubutopy (B T.4. PHTOHABHp) ¢
TPaHCASPMAJTHO TIpUIAranus GEHTAHWI MOKe Ja J0Bede A0 YBEWYCHH UIA3MEHH KOHLCHTpaUHH Ha
denTanun. ToBa MOXKEe [a YBeIWUH MIM YABLKH KAKTO TEpANCBTHUYHHUTE €(PeKTH, Taka ChLUO H
HEXe/IAHUTEe PeaKkiHH, KOSTO MOXKe J2a JA0BeAe A0 TeXKO MOATHCKAHE Ha AHLIAHETO. B Te3H ciay4au
TpabBa 1a ce NpeAnpHeMaT NMO-YCHIEHH TPIXKH H BHEMaHHe TpAOpa ga c¢ 0ObpHAT Ha MalMeHTa.
KombOuuipanara yrorpeba ¢ puronasup win apyr mouweH CYP3A4-nHXUOWTOP ¢ TpaHCAEpMaseH
peHTaHHI He Ce NMPENopbYBa, OCBEH B CITyHaHTe KOraTo NMalHeHTa € BHUMATENHO Ha0bmoaaeaH.

4.6 DpeMEHHOCT N KbpMene

besonacHOCTTa Ha QeHTaHW [Tpe3 BpeMe HA KbPMEHE HE € NOTBLPAcHA. M3caeapaHHATa NPOBEXNaHN
NpH KHBOTHK HE MOKA3BAT PEIIPOAYKTHBHA TOKCHYHOCT (BIDK paszgen 5.3). IloTeHUMaNHUA PHCK 3a
XopaTa He ¢ H3BecTeH. PeHTauwI TpAOBa Ia ce M3MON3Ba Npe3 BpeMe Ha OPeMEHHOCTTA €QUHCTBEHO,
KOraTo TORA € HeH30exHo,

[TpoABbIKMTEIHOTO TPETHpaHe Npe3 BpeMe Ha OpeMeHHOCTTa MOXe Ja NpeAM3BHka aOCTHHEHTHH
CHMITTOMH Y HOBOpoaeHOTO. [IpenopbyYHTENIHO € Ja He ¢ H3Moa3Ba PEHTAHWT OKOJIO PKIAHETO H
W3paKIaHeTO (BKIFOYHTEHO Le3apoBo ce4eHHe), Thid KaTo GeHTaHWI NMpeMHHAaBa TUTaUeHTaTa H MOMKe
Aa Npeav3BMKa NOATUCKAHE Ha AUINAHETO MPH IUIOAa WIH Y HOBOPOJAEHOTO.

MDeHTalHWI ce OTAENA C KpPMaTa B MOXKE Ja NpeIu3ByKa ceJauMa M MOATHCKAHE HA AWLIAHCTO [pH
kbpMenuTe 6edera. [Topann ToBa KEpMeHeTo TpAOBA Na CE NPEYCTAHOBH NO BpeMe Ha JIEUSHHETO

M Hal-Manko 72 4Jaca clie OTCTpaHsABaHe Ha TTACTHpA Buxmanwr. {(BHX CBUIO paszaen 4.4).

4.7 Bhausune BbpXY cOocofHOCTTA Ja ce WopHPA ¥ padoTa ¢ MAWIHHY

T ORI DBRATMGLUIMHH, Tosa
{KR TR

L) MHH& Ha
A, WOHUTO CAa

Buxmanun iMa CUNHO BIUAHHE BBPXY CMOCOOHOCTTA Aa ce mogHpa U 1a /
Tpa6Ba Ja ce Odakea OCOOEHHO B HavyalloTO Ha TpeTHPaHeTO, KaKT¢
A03MpPOBKATa WIK BBB Bpb3Ka ¢ ynoTpeba Ha alkoxosl WIM TpaH 4
CTaOWIN3HPaHH HA OMNpeAeSieHH AO3H, He ¢ HaJOKHTeNnHo Ja Obps
MauHeHTHTe CNeRBa A8 C€ KOHCY/JATHPAT ¢ TEXHHA JeKap Jall UM e
paboTaAT ¢ MaLIHHA,




4.8  Hexenanu edexrn

CrieAHHTE YECTOTH ca M3NON3BAHM 3a OMHMCAaHHE HA NOABATA HAa HEXETAHH PEaKLIH:

Msuoro wecto (>1/10), Yeeto (=1/100, <1/10), Hewecto (=1/1000, <1/100), Pagxo (>1/10,000,
<1/1000), MHoro pagko (<1/10,000)

Hail-ceprHO3HIAT HeXeNaH eeKT Ha (PEHTaHHI € NOATUCKAHETO HA JULIAHETO.

CopOevyHU cCMyujerus
Heuecro TaxuKapaus, Opagukapans.
Paako: ApHTMHA.

Hapywernun na nepgnama cucmema

MHoro decTo: TIaBoOoaHE, 3aMagHOCT.

HeuecTo: TPEMOP, NapecTe3ns, peueBH CMYINEHHS.

MHOro pagKo: aTakchsd , IPMNAZELM (BKIOUHTENHO KIOHHYHKA H FpaHd Ml MPHIIALBLH).

Cunu napyuienus
MHoro pagko: aMOIHOTIHA.

Luxamennu, 2pvORU, 14 MEOUACMURANRU HapYWeHUA
HeuecTo: AUCITHES, XWITOBEHTHIALIHS.
MHoOro paaKko: NOATHCHATO JHLIAHE, aTiHeA.

CHIOMAUHOYDESHI HAPYIUEH A
MHoro yecTO: rajcHe, NOBpPEILIAHE, 3al¢cK.

YHecto: KCepOCTOMUSA, AUCTIETICHA.
Heuecro: AHapHs.
Panxo: XbJILAHE.

MHoro psigko: GonesHeH METEOPHIBM, HIIEYC,

bwbpeunu u ypunapriu napyuenus
Heuecrto: 3a0bPPKAHE Ha YPHHA.
MHoro paako: O0ne3HEH NHKOYEH MEXYD, OJTHIYPHSA.

Hapywuenus 8 koscama u ROOKONCHamMA MyvKaK

MHOro 4ecTo: H3INOTABaHE, CEPOCK,

Paako: KOXKHH peaKiliH B MACTOTO Ha IPHIIOKEHME,

Heuecro: eK3aHTEMAa, EPUTEMA.

Obpuea, epuremMata H CbplOexka OOHKHOBEHHO MpeMMHABAT B PAMKMTE Ha €IMH I€H C/eA
OTCPaHABAHETO HA IUTACTHPA.

Cv008u HapyuteHun
Heuvecro: XUIIEPTEHINA, XHITOTESH3HA,
Panxo: Ba3oIuIaTaLM,

Obuwiu napytuerun
Panxo: OTTOK, UYBCTBO 33 CTYI.

CMyyyenus 6 WMYRHGIMA cucmema
MHoro pagko: axnadpHnakcHa.

Hcwxuvnu emynyenus
MHOro decto: ChbHIHBOCT.




YecTo! cenauua, HEPBHOCT, 3aryda Ha aneTHT.

Heuecro: ey(opus, aMHe3us, Ge3ckHUe, XaNOUMHaUUK, B30y a.

MHoOro paaKo: WIO30PHH HAeH, CbeTodHMe Ha BB30yna, acrennd, nenpecus, OeanokofcCTeo,
00BpKBaHe, CEKCYAIHH CMYLICHUA, aDCTUHEHTHH CUMITTOMH,

Hpyeu neacenanu eghexmu

He ca nw3aBecTHn (He mMorar Aa OBAAT OLCHEHU BBh3 OCHOBA Ha HanWvHUTE JaHHM): [IpoabmknTenHara
ynorpeba Ha eHTaHHT MONE [Aa J0Bede 10 pPAa3BHTHE HA [ICHOCHMOCT, JICHXHYecKa |
MCHXOIOrMYecka 3aBHCUMOCT. Cliel MpeMHHABAHE OT MPEAXOAHO HU3MMCBAHHA OMHOHACH AHAJITETHK
KbM Buxmanun, WA clied PA3KO NPEKPaTABAHE HA JICYEHHETO, MALMEHTHTEe MOraT Ja pa3BHUAT
OMHOHAHM abCTHHEHTH CHMITOMH (HanpHMep: raieHe, MOBpbIUAHe, Auaprs, Oe3noKoHCTBO, H
IL3HEHE).

4.9 IIpencanpane

Cumnmontu

CAaMOTOMMTE Ha TpelNo3WpaHe ¢ QEHTAHWT Ce ABABAT Kare MNpodb/DKeHHe Ha HEroBHTE
dapMakonOruiHM ¢(beKTH, B T.M. JIETaprusd, KOMa, MOATHCKAHE Ha JHUIIAHETO, ¢ HEHHCTOYKCOBO
AnIlaHe A/Wik uMano3a, Jpyru CBMIOTOMHA MOXe Ja OBLat XMIoTepMus, NOHHXKEH MYCKYJIEH TOHYC,
Opamukapaua, XWNoTeH3ud. [IpH3HAUH Ha TOKCHYHOCT Ca AbI0oKa cejallMd, aTakcus, MHO3a,
KOHBYJICHH, H MOATHCKAHE HA AHLIAHETO, KOETO € H INTABHUAT CHMITTOM.

Jleveniie

3a npeononaBaHe Ha NOATHCKAHETO Ha AnmaneTo TpAdBa Aa ObIAT npeanpueTH HelabaBHM MEPKH,
BKIKOYBAIOKM OTCTPaHABAHE Ha IU1aCTHPA, M [CHXHYECKO HIM CJIOBECHO CTHMYIHPaAHE Ha IAUHEHTA.
Tesnm npedicTeus Morar aa OBJAT NOCAEABAHH OT NPHIQKSHHETO HA CHCLHU(QHYHK ONHOMIAHM
AHTATOHHUCTH KaTO HANOKCOH.

3a BB3PACTHH C€& NpPENopbhYRa MHTPABEHO3HO NpHIKEHHe Ha HauanHa Ao38 oT 0.4-2 Mr HalnokCOH
XMIPOXJIOPHI. AKO c€ Hajlara chllara J03a MOXe Ja ce TOBTaps Ha BCEKH 2-3 MHHYTH, HJIH Ja ce
Npuiara Kato npoawbkurenHa WHpysus karo 2 mr B 500 Mi pasTBop 38 HHXKEKUHH Ha HATPHEB
xnopua 0.9% mr/mn (0.9 %) wnn pasteop Ha rmoko3sa 50 mr/ma (5 %). CxopocTra Ha HHgy3nd Tpadsa
na Obe HarnaceHa B ChHOTBETCTBHME ¢ IpeAllecTBalLaTa Oonyc 0032 U HOAWBHIYallHATa peakidA Ha
[MatyeHTa. AKO UHTPABEHO3HOTO TPHIOXKEHHE HE € BBRIMOXKHO, HATOKCOH XHIPOXJIOPHI MOXKe Ja ce
TIPWIOXNH W HHTPAMYCKYTHO WIH MOAKOXKHO. Cliefl HHTpaMYCKYJTHOTO WIH MOAKOXKHOTO NMPHI0KEHUE
edpexra Ime HACTBHIIM 1M0-0aBHO, B CpaBHEHME C TO3M CJiell HMHTPABEHO3HO [MPHIOKEHHE
HuTpaMycKyNHOTO NPHIOKEHAE e JOBeae A0 No-yAbDKkeH ePekT B CpaBHEHHE ¢ HHTPaBEHO3HOTO
npwioxkeHue. [IoATHCHATOTO AMINAHE B Pe3yJITAT OT MpEeAO3HpaHe € BB3MOMKHO Ja ¢€ 3aJBpPXKH mno-
ABATO OT eeKTa Ha ONMUOMAHHA aHTArOHHCT. [IpoTHBOAEGHCTBHETO Ha HADKOTHYHHA eeKT MOXe Aa
noBelle N0 M3OCTpsiHe Ha Oonkara ¥ ocBobDokJaBaHe HAa KaTeXolNaMHHH. AKO CBCTOAHHETO HA
NAlMeHTa Hanara, ¢ HeoGXOAMMO JIa ¢e TIOJIOKAT TPHXH B WHTEIHBHOTO OTAENCHUE Ha Go/HMLATA.
AKO ce NPOABH TEXKE WIM NPOIB/DKHTEIHA XUNOTEH3HA, TPAOBA 14 Cé OTHYETE €BCHTYATHOTO HajlHvMe
HA XHIOBOJEMHS, KATO HAa TOBA CHLCTOAHME TPAORA Aa ce MPOTUBOACHCTRA ¢ MOAXOAAILA TAPEHTEPAHA

(MITyUIHA TEPaIns.
5. DAPMAKOJIOTHYHY CBOMCTBA

5.1 DapMaKoAHHAMHYHHE CBOHCTEA

dapmakoTepaneBTHYHA rpyna: ONMUOHAN; PeHWITHNEPHAMHOBH ITPOM3BOAHH
ATC kon: NOZABO3

DeHTaHUN ¢ ONMOHAEH AHANTETHK, KOHTO B3auMomelcTBa NpeauMHO ¢ p-peucnropute. Herosute
MIPHHLUMITHY TepaneBTHYHH eexTu ca obezbonapaHe W cenmanmd. Cepy MPHATE KRHOEREpauMH Ha
GEeHTAHWI, KOMTO TPeIM3BHKBAT MHHHMaleH oGesbonapamn edekr npgH pRMonAH0CHEIRBHCHMH
nmauueHTy Bapupar Mexay 0.3-1.5 ng/ml B ciayvau, ye cepyMHUTE H T

YBEJIMYABA YEeCTOTa Ha CpellaHe HAa CTPAHHYHUTE eQEKTH,

d
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Kakto Hali-HucKaTa ecdeKTHBHA KOHUCHTpPauus Ha ¢EHTaHWI, Taka ¥ KOHUCHTpaUMUTe
NMpeAH3BUKBALH CTPAHHYHH PEaKUHM HapacCTBAT ¢ PAa3BMTHETO H YBEIHYABAHETO Ha MOHOCHMOCTTA.
TennenATa 3a pasBUTHE HA IOHOCHMOCT BapHpa 3HAMHTE/THO B 3aBHCUMOCT OT MAalMEHTa.

3.2 DapMaKOKHHETHYIHNA CBOHCTRA

Mdentanun c¢e abcopOHpa B NpoaABDKEHHE Ha 72 uwaca ciel NPWIOKEHHETO HA Buxkmanun
mpancoepmanen niacmup, biarogapeHye Ha NMOJUMEPHATA OCHOBA HA IUIACTHPA H MPOHHKBAHETO Ha
dheHTaHWI NP3 KOKHUTE CJIOEBE, HUBOTO Ha OCBOOOXKIABAHE OCTABA CPABHHTEIHO MOCTOAHHO.

Abcopbyus

Ciaen nbupBOTO NPUIOKCSHHE HA Penmaniun mpancoepmaién naacmup, CepyMHHTE KOHLICHTPALMH Ha
(PeHTaHH HApPAcTBaT MOCTEMEHHO, Kato ce cralbunuanpar Mexay 12 W 24 waca, H 0OCTaBaT
CPaBHHTETHO [TOCTOAHHH 34 OCTATHKA OT 72 YacOBHA NEepHOA Ha NpuioxkeHne. JocTUranuTe cepyMHH
KOHLIEHTpallHH Ha (eHTAHHJI 3aBHCAT OT pasMepa Ha M30paHusA EeHTaHWIOB TPAHCASPMANCH TUIACTHD.
IIpn BCcHMKM CITydaM €€l BTOPOTO NMPHIOKEHHE 32 72 4acOB NEPHOA, ce AOCTHTa CTadWwIHA CepyMHa
KOHLISHTpaumA, KOATO ¢€ NMOAABPKA Tpe3 BpPeME Ha MOCIACOBALIWTE NPWIOKEHMA HA TUIACTHP CBC
CBILHA paIMep.

Paznpedenenue
HupoTo Ha cBBp3BaHe Ha (PeHTAHWI ¢ [VIaZMEHUTE MPOTeMHH € 84 %o.

buomparncgopmayun
QeHTanmwt ce MerabonamaHpa ocHoBHo B uepHMa Apo0 upes CYP3A4. OcHopHMAT MeTabonur,
HOp(EHTaHHJ1 € HEAKTHBEH,

Enrumunayun

Koraro neuennero ¢ QeHTaHWN TpaHCaepMATEH TIACTHP C€ NMPEKBCHE, CePYMHNTE KOHLICHTPALWH Ha
(eHTaHMI cnadaT NOCTeNeHHO, KaTO NOHIKEHHETO ¢ okono 50% ce ochilecTrana 3a 13-22 yaca npH
BB3PACTHH, H CHOTBETHO 3a 22-25 yaca npH geua. [Ipoasmpxurentara abcopOuma Ha GeHTAHHN OT
KOXXaTa AOMPHHACH 3a NO-0aBHO MOHWKEHWE B CEpyMHUTE KOHUEHTpaUuHH, B CpaBeHHE ¢ TOBa
HaOJrOAaBaHo Clle]] MHTPaBEHO3HA HHY3UA.

[Mpubnusurendo 75 % oT peHTaHHN ce enNMMHHHPA C YpHHATAa, TIaBHO KaTo METaboMHMTH ¢ MO-MajkKo OT
10% kaTo HerpoMeHeH MeamKkameHT, Oxono 9% oT no3ara ce OTKpHBA BBB (peLieca, TJIaBHO NOA hopMaTa
Ha MeTabOJIHTH.

DapMaxoxuHemuxa npu CNeYUAIRU pynu

[To-BB3pacTHHTE W 3acnaGHANH NALMEHTH € Bb3MOMKHO g MMAT HaMaleH KIIHbPBHC Ha (PEHTAHHMII, KOETO
Na JoBene N0 YARDKEH KpaeH MOmyHBOT. [IpH naimesTH ¢ O60peuny win YepHOAPOOHH YBpeXKIaHHA
KIMBPBHCBT HA (EHTaHWT MOXe Oa Obne IPOMEHEH Mopald NMPOMEHH B HHBaTa Ha ILNa3MECHHTE
NMPOTEHHH H METabOIMTHUS KIWBPBHC, KOSTO A0BEXKIA A0 YBEIHYaBaHEe HA CEPYMHHUTE KOHLCHTPALHH.

3.3 IlpeaKTHHHYHH JAHHH 32 6e300aCHOCT

JlaHHH TONYYEeHH OT NpeAKIMHUYHHWTE H3C/ASABAHUA HE Pa3KpHBAT CHOELUATHH PUCKOBE 38 XOpara,
KaTO 3aKIIOUEHUATa ce¢ Gasupar Ha obOHuaiiHuTe (hapMaKOJOTHYHM Npoy4BaHHA 3a Oe30MacHOCT,
XPOHHYHA TOKCUMHOCT M FeHOTOKCHYHOCT.

Hacnensanus Npu sKWBOTHA TIOKA3BAT NOHMKEHA TUIOOBUTOCT M YBEJIMUEHa CMBPTHOCT NpH eTycu
Ha IUTBX. BeIIpekH TOBa TepaTOreHeH edext He € Oun HabmoaaBaH.

[IpoasoxuTenHY H3CTEeABAHUA 32 KAPLIMOHTEHHOCT He ca NPOBEMAaHH.

6. DPAPMAILE®THYHHA JAHHM
6.1 CopchK HA NOMOIIIHUTE BellleCTBA

3anensawy caov
[lonuakpunat




Hoxpusawy cnote
[Tonunponunenoso Gouo
CyHBO MPHHTEPHO MACTHIIO

Oceoboxcoasauya NoBsPXHOCH
[TommeTnneH-repedranar (CHIHKOHH3HPaH).

6.2 HechBMeCTHMOCTH

He ca waBecTHH,

6.3 IIpoabTKATENTHOCT HA ChXPAHEHHE

18 Mecela

6.4 Chnenna/IHu yCJIOBHS HA ChbXPanEHME

Ha ce cpXxpaHiaBa nMpy TeMrneparypa nog 25°C.
6.5 EcTecTBO M ChALPHKAHAE A2 ONAKOBKATA

Beekn TpancaepManeH TacTHp € TaKeTHPaH B OTaeaHO makerye. OGBMBHOTO QOIHO € ChCTAaBEHO OT
crnelHuTe ¢JI0eBe, H36poeHH OTBBH HaBbTpe: o6HBHA KpadT xapTus, NONHEeTHISHOBO ONMO ¢ HUCKA
[UTETHOCT, ATYMHHHEBO ¢onno, CypJnH

OmnaxkorKka chABbpIKaALIA 3 TpaHCASPMATHM IL1aCTHPA
OnakoBka cpaAbpkama 4 TpaHCASPMATHM FUTACTHPA
OmnakoBka chABPXKALLA 5 TPAHCASPMAIHH ILTIACTHPA
Onakopka ¢CeabPKALIA 8 TPAHCACPMATHH NLTACTHPA
OnakoBka ¢ceABpxkatua 10 TpaHcaepMaIHU TUIacTHpa
Onaxkoska chabpkalua 16 TpaHcaepMaHu r1acTUpa
OnakoBka ceappxamia 20 TpaHCIEPMATHH IU1aCTHPA

B1.3MOXHO € HAKOH pa3sMepH Ha ONTAaKOBKUTE Aa He ObaaT MpoaaBaHH.
6.6 Cnenna/lHH MEpPKH 32 YHHINOKABARE

Bucokur KonMuyecTBa (DEHTAHWI OCTABAT B TPAHCASPMANHMTE MAACTUpH OOPH W ClER TAXHATA
ynotpeba. [IpwiensamaTa NOBEPXHOCT Ha H3NO3BAHATE TPAHCAEPMATHH I1acTHpH Tps6Ba na Owvxe
MperbHATA HABLTPE M IUlacTHpa Aa Oble YHMIIMKEH, WIM KOTATO € Bb3MOXKHO BbpHaT 00paTHO B
anTexkata. BceKd HEH3IION3BaH JIEKapCTBeH INPOOYKT TpaOBa Ja ObAc YHHIIOKCH HIH BBPHAT B
aITTeKaTa.

7 TIPHTEXKATEJI HA PASPEIIUTEJTHOTO 3A YIIOTPEBA

Actavis Group ehf,,

Reykjavikurvegur 76-78, 220 IS Hafnarfjordur
HUcnanousa

8. HOMEP HA PAZPEIIHUTE/IHOTO 3A YIIOTPEBA
Ne DE/H/0635/001/E/001
20080127/18.07.2008

9. IJATA HA ITBPBOTO PA3ZPEIIUTEJIHOTIOAHOBABAHE
18.07.2008

10. JATA HA IIPEPAIIVIEKIAHE HA TEKCTA
Cerrrempu 2008



