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1. UME HA JIEKAPCTBEHUS ITPOAYKT 537‘77 3 g 09 -0k 2875

OxkcukonoH AkraBuc 10 mg TabaeTku ¢ yAbJKeHO 0CBOOOXK1aBaHe
Oxycodone Actavis 10 mg prolonged-release tablets

OxkcukoaoH AktaBuc 20 mg TabaeTKu ¢ yABIKEHO 0CBOOOXK/1aBaHe
Oxycodone Actavis 20 mg prolonged-release tablets

Okcuko10H AktaBuc 40 mg TabneTkH ¢ yAbIKEHO OCBOOOK/1aBaHe
Oxycodone Actavis 40 mg prolonged-release tablets

~ 2 KAYECTBEH U KOJIHHECTBEH CbCTAB

Oxkcuxooon Axkmaesuc 10 mg:
Bceaka tabnerka ¢ yabmkeHo ocBoOok/1aBaHe chabpika 10 mg OKCHKO0HOB XUAPOXJIOPUA
(oxycodone hydrochloride) cborBeTcTBalM Ha 9 mg OKCHKOAOH (0Xxycodone).

Oxcuxooon Axkmaeuc 20 mg:
Bcesika Tabnerka ¢ yabkeHO ocBoOmkAaBaHe chabpxka 20 mg OKCMKOAOHOB XHPOXJIOPH
(oxycodone hydrochloride) cboTBeTcTBaIIM Ha 18 Mg OKCHKOA0H (0Xycodone).

Oxkcuxkooon Axkmasuc 40 mg:
Beska Tabnerka ¢ yabmkeHo ocBoOokaBaHe cbabpka 40 mg OKCHKOAOHOB XUAPOXJIOPH]

(oxycodone hydrochloride) cborBeTcTBaLIM Ha 36 mg OKCHKO10H (oxycodone).

[IOMOILIIHO BE1IIECTBO C U3BECTHO J1€UCTBHE:

Okcuxooon Axkmaesuc 10 mg.
Bceska Tabnerka ¢ yabkeHO 0CBOOOXK1aBaHe Chabpika 63,2 mg J1akT03a MOHOXH/IpaT.

Oxcukooon Axkmasuc 20 mg:
Bceska tabnerka ¢ yab/KEHO 0CBOOOXKAaBaHe chabprka 31,6 mg 1akT03a MOHOXHU/IpAT.

Okcuxkooon Akmasuc 40 mg:
Besaka Tabnerka ¢ yabmkeHO 0cBOOOkK1aBaHe cbhabpka 31,6 mg 1akTro3a MOHOXH/IpAT.

3a MbJIHUS CITUCHK HA NMOMOILIHUTE BELIECTBA BHKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA
TabneTtka ¢ ybKeHO 0CBOOOXK1aBaHE.

Okcuxooon Akmaeuc 10 mg:
benn, kpbriau, IBOHHOM3NMbKHAIU TabneTku ¢ Adamersp 9 mm v Haanuc ,,OX 10™ or eanara crpaHa.

Oxcuxooon Axkmaeuc 20 mg: s
Po30BH, KpbIUIK, IBOHHOM3MbKHANMW TabeTKH ¢ AMameTsp 7 mm M Haanuce ,,OX 207 q<
CTpﬂHﬂ. :,."":f \g._
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Oxcuxooon Axmaeuc 40 mg:
KbnTH, Kperiay, NBOHHOU3ITEKHAIM TabneTku ¢ Auametrsp 7 mm W Haanuc ,,0X 40” or enHarta

CTpaHa.

4, KJIHMHUYHH JAHHH

4.1 TepaneBTHUYHH NOKA3AHHA
CunHa 60/1Ka, KOATO MOXE 11a €€ OBJAJIEE CaMO C ONTHOMIHH aHAINETHLM.
OKcHKOACH AKTaBUC € MOKa3aH MPU BL3PACTHH M IOHOWIYU Ha BB3PacT 12 u noseve roiHum.

4.2 Jlo3upoBKA H HAYHH HA NPHJIOKEHHE

J1o3npoBKa
Jlo3upoBKaTa 3aBUCH OT HHTEH3WTETa Ha OONKaTa M MHAMBHUAYANHATa YyBCTBUTE/IHOCT Ha MAaUUEHTa

KBbM JiedueHHeTOo. IIprunokumu ca cneasuTe 00IM nNpenopbKy 3a AO3HPOBKATA:

By3pacTHuy H 10HOWH HaR 12 roauHy

Hayanna 0o3a
OOHMKHOBEHO HauallHaTa [103a NPH HEJIEKYBaHHU C ONMHOHAHU NauMeHTH € 10 mg OKCHKOAOHOB

XHAPOXNOpUA npe3 12-4acoBH nHTepBaiv. Hakon nauMeHTH MOrar Aa ce NOBJIHAAT OT Ha4allHa [103a
5 mg, 3a 1a ce cBele A0 MHHHUMYM YECTOTaTa Ha HEKETAHHUTE peakLiu.

HHHHBHTHT'E, KOHUTO BCHE TIOJTyHaBaT OINMHOMAH, MOTI'aT Aa 3anoyvHart JICYCHUECTO € NO-BHCOKH 03K, KATO
C€ B3CMC NnOJ BHHMAHHE ONHATHT UM C MNPEIHIIHH JICHCHHAA C ONMHOHUOH.

3a AO03H, KOMTO HC Ca OCBLICCTBHMH € TC3W KOHLUCHTPALIHK, MOraT A4 €€ H3IMOJ3BaT H OpYyIrH
KOHUCHTpPAaLUHH.

Cnen neyeHue ¢ ApyYryd ONHOUIH, CE NPENOPBUYBA NMALMEHTHTE Aa 3aMOYHAT KOHCEPBATHBHO JICUCHHE C
Okcukonon AktaBuc ¢ 50-75% OoT U3yKcneHaTa 103a OKCHKOAOH, NOpaay HHAHBHAYANHYU paliiyus B
qyBCTBUTEJTHOCTTA KbM PalIH4HH OIMMUOHIH.

[Tpemunasarne om mopgun
[Ipy nauueHTH, KOMTO ca NpUEMAIIM NIEPOpaTHO MOP(HH NMPEaH Tepanus ¢ OKCUKOAOH, JHEBHATA 034

ce OMnpeAaeas Bb3 OCHOBA Ha CACAHOTO ChoTHoLeHHe: 10 mg nepopaneH OKCHKOXOH € EKBUBA/IEHTEH
Ha 20 mg nepopaneH MopduH. BapuabunHocrra MeXKAy NaLUMEHTHUTE W3HCKBA BCEKHM NAaLMEHT Aa Obae
BHMMAaTEIHO THTPHPAH A0 MOAXOAALIATA 1034, [IbPBOHAYAIHO MOXE J1a CE NPENnopbhyYa 1034, MO-HUCKA
OT €KBUBAJICHTHATA.

Adanmupane na oozama

Hsakou nauneHTH, koUTO NpHeMaTr OKCHKOAOH AKTaBHC M0 (PHKCHpaHa CXeMa, ce HYKJAadT OT
aHanreTviu ¢ 6bp30 0ceobOXKIaBaHE KAaTO CNICIIHA MEAMKALIUA, 32 KOHTPOJIMPAHE HA NPUCTBINHA
bonka. OKCHKOAOH AKTABHC HE € NMOKa3aH 3a JICYeHHE Ha OCTPa W/WIH NPUCTBITHA Doska.
EanokparHara 103a OT AOIMBIHUTEHOTO JiekapcTBo TpsOBa na 6bae 1/6 or ekBuBayicHTHa
aHalnreTHYHa JHeBHaA A03a Ha OKcHKOA0H AKTaBKc. YnoTpebara Ha JOIMbIHHTE/IHA MEAHKALLUS
noBeye OT ABa NbTH JHEBHO IIOKa3Ba, Y€ Jo3aTta Ha OKCHKOAOH AKTaBHC TpsOBa fa Obae MOBHLICHA.
JlozaTa He TpaGBa Aa ce KOpUrupa noO-4ecTo OT €AMH MbT Ha |-2 JHH AOKATO C€ NMOCTHIHE CTAOWIHO

NPpUIOKECHHE NBA ITbTH JHCBHO.

Cnen nosminasane Ha ao3arta ot 10 mg Ha 20 mg npe3 12-4acoBy UHTEpBaNU, aaanTUp,
TpabBa aa ce WIBBPILIBA HA CTBNKHK OT NPUOIMIHTENHO €1Ha TPETa OT AHECBHATA A034.
NOCTUTHE crieLy@HyHa 3a NaLUUeHTa 1038, KOSTO MPH NMPHJIOKEHUE JBA ITETH AHEBHO
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aJeKBaTHA aHANre3usd ¢ NOHOCHUMH HEXKENaHU PpeakKUHH H Bh3MOXKHO HaH-MallKo AONbJIHHTENHA
MEJMKALIHA AOKATO UMa HYXJa OT JieueHue Ha Oonkara.

PasnpeneneHneTo no paBHO (€HA M CbIA 032 CYTPUH H Bevep) No PHKCHpaHa CXeMa Ha 103HpaHe
(npe3 12 yaca) e mMOAXOAALIO NMPH NOBEYETO NALMEHTH. 32 HAKOHU MaLHEHTH MOXKe Ja OBb/e OT Nnossa

NI03KTE Na He ce pasnpeaensnt no pasHo. [To npuHuMn Tpabea aa ce u3bdepe Hai-HUCKaTa ePeKTHBHA
aHanreTv4yHa 103a. 3a jieuenne Ha O0JIKH NpU AoOpoKadecTBEeHH 3a001aBaHHA OOMKHOBEHO €
AocTaThdHa 103a ot 40 mg, HO ¥ MO-BUCOKM A03H MOTAT Ja ce OKaKaT HeoOxoauMH. TlanuenTH ¢

GonkH npH 310KaYeCTBEHH 3a009BaHKA MOXE Ja ce HYKAadT ot 1034 oT 80 ao 120 mg, kouto B
OTAEJHM cJTydaH Morat aa 6baaT nosHiuenn ao 400 mg. Ako ca HEOOXOAMMH OLLE NO-BUCOKH AO3H,
nosarta TpadBa 1a ce onpeaens HHIMBHIYAHO, KaTo ce baiaHcHpa eMKacHOCTTa ¢ IOHOCHMOCTTA H
PHCKa OT HEXE/TAHH PEaKLHH.

HEJ'IH Ha JICYCHHECTO U NPCYCTAHOBABAHC

[Ipenu 3anouBane Ha jeueHHe ¢ OKCHKOAOH AKTaBHC C nauyeHTa TpsaOBa na ce o0ChAM cTpaTerus 3a
J€YEHHE, BKIIOUYHTENTHO NMPOAB/DKMTETHOCT Ha ISHSHUETO H LIE/IM HA IeYeHHEeTO, KaKTO M CXeMa 3a
NpeyCcTaHOBABAHE Ha JICYEHHETO, B CHOTBETCTBHE ¢ PBKOBOJCTBATA 3a NeyeHue Ha bonka. [1o Bpeme
Ha Je4eHHeTO TpAOBa 1a c€ OCBLIECTBABA YECT KOHTAKT MEXAY JICKAps H MAUMEHTa, 33 Ja CC OUEHH
HY>KJ1aTa OT MPOAB/DKMTENHO IEYCHHE, Aa ce 0OMHUCIH NpEeyCTAHOBABAHE K 14 CE KOPHUIHPaAT JO3MTeE,
ako e HeoOxonuMo. Koraro aaneH naLMeHT Beue HAMA HYXa OT JIeYeHHe ¢ OKCHKOIOH, NMpenopbuBa
ce NOCTeNeHHO HAMANABAHE HAa 034aTa, 3a 21a ce NPeIOTBPaTAT CHMITTOMM Ha oTHeMaHe. [1pu nunca Ha
NoAXoAsMAll KOHTpo Ha Oonkara TpadBa na ce 0OMUCIH BB3MOXKHOCTTA 34 XMNEPANre3ud, TONEPaHC U
MPOTrpecHs Ha OCHOBHOTO 3ab0i1sBaHe (BXK. TOUKa 4.4).

1IpOIB/IDKUTEHOCT HA JEYEHHETO
OKCHKOAOH AKTaBHC He TpOBa Na ce nprHeMa No-abJirg, OTKOJAKOTO € HEOOXO0AHMO.

flaliMeHTH B cTapuecKa Bbh3pacT
[Tpu nauyeHTH B cTap4yecka Bb3pacT 0€3 KIMHHYHA M34Ba Ha HapyweHa 0b0peuna v/nnmm

YyepHOApoOHa QYHKUUA OOMKHOBEHO HE € HeODXOAHMA KOPEKLHI Ha A03aTa.

brOpeuHo uan 4yepHoapoOHO YBpeKAaHE
[1nasmeHaTa KOHLEHTPALIMA H& OKCHKOAOH € NO-BHCOKA MPH NALMEHTH ¢ YBpeaeHa 6b0peuna unu
yepHOApoOHa GYHKUHA B CpPaBHEHUE C Ta3H Ha NALIHEHTH ¢ HOpManHa OuOpeuHa H yepHOIpoOHa

(PYHKLMA.
I1punoxkeHHeTo Ha HauanHara goza Tpabsa na clieaBa KOHCEPBATHBEH NMOAXOA NMPH TE3H NALMEHTH,

[IpenoppuKTENHATA HAYAIHA 103a 33 Bb3pacTHH TpAOBa na 6bae Hamanena ¢ 50% (ranpumep obia
AHeBHa 103a oT 10 mg nepopayiHO NpU HENCKYBaHM Npeu ¢ ONMHOMAX MaLUMEHTH) K Ao3aTa TpabBa na
ce TUTPHPA 332 BCEKH OTAEJIEH MALMEHT A0 NOCTHraHe Ha aNeKBaTHO 00e300naBane crnopen
KJIMHU4YHATa KapTHHA.

pyri puckosH naluueHTH

PuckoBHTE NaLMEHTH, HAPHMep MaLHEHTH ¢ HICKO TEJIECHO TETIO WK OaBeH MeTabo/IM3bBM Ha
JIEKAPCTBEHUTE NPOAYKTH, TPAOBA B HAYANIOTO J1a MOMYYaBaT MOJIOBHHATA OT MPENOPbYUATEIHATA 1034,
aKo He ca JIEKyBaHM NpeaM ¢ onuouan. TUTpUpaHeTo Ha Jo3aTa TpAOBa Ja ce H3BbLPpILBA B
CHOTBETCTBHE ¢ MHAMBHAYATHATA KIMHUYHA CUTYyaLUA.

[leguaTpyyHa nomynauns
OKCHKOAOH He ce nNpenopbua 3a ynorpeba npu Acua Ha Bb3pacT noa 12 roavHu nopaau

HCAOCTATHYHO NAHHH 34 Oe3zonacHoOCT H E(le(ﬁCHDCT.

HaynH Ba NpRAOKEHHE
[lepopanno npunoxeHue |
OxcuxonoH AkraBuc TpAOBa Ja ce npuema Asa MbTH JHEBHO Ha 0a3a onpeneneHa pHKc

Ha JO3HpaHC.
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TabneTkHure ¢ YABDKEHO 0CBOOOKAABAHE MOTAT /12 C€ NPUEMAT ChC WK 0€3 XpaHa ¢ I0CTaThYHO
KOJHYecTBO TeuHOCT. OKCUKOAOH AKTaBMC TaOllETKH ¢ yAB/DKEHO ocBoOmKAaBaHe TpAOBa Aa ce
I'BJITAT LEHY, 0€3 Ja ce AbLBYAT.

OTHOCHO HHCTPYKLIMH 33 OTBapsAHE Ha 3alUTEHHTE OT A¢Lia OTUCTEPH, BIKTE ToYKa 6.6.

4.3 IIpoTuBOoNOKAaA3aAHHA

- CBpBXYYBCTBMUTEHOCT KbM AKTHUBHOTO BEWLECTBO WIH KbM HAKOE OT MOMOLIHHTE BELIIECTBA,
H30poeHHU B TOHKa 6.1

- Texka pecnupatopHa Aenpecus ¢ XUNOKCHA W/ HIN XHIEpKanHus

- Texka xpoHnuHa o6cTpykTHBHA Oenonpobna bonect

- Kop nynmonane

- Texka OpoHxHanHa acTMa

- [lapanuTHYEH HUICYyC |

- OcTbp KOpeM, 3a0aBEHO H3Npa3BaHEe Ha CTOMaxa.

OKCcHKOIOH HE TpAOBa Aa ¢e H3NON3BA B CUTYALMH, IPH KOMTO OMHOHIHTE Ca NPOTHBOIIOKA3aHH.
4.4 Chnennaany npeayHnpexXAeHHS H NPeANAZHH MEPKH NpH ynorTpeba

OxcHkojoH TpaOBa Ja ce npuiara ¢ NOBHALIEHO BHUMAHWE NMPH NalUHNEHTH

- ¢ TEXKKO YBpeAeHa AuXaTenHa (pyHKLIHA,

- ChC CbHHA alHed,

- npueMaiitd 6eH3zoanazenuam wiM Apyrd LIHC genpecalTH (BKNOYHTENHO aJIKOXOJ; BXK. IO~

| [ONY W Touka 4.5), |

- npHeMally MHXHOUTOPH Ha MOHOaMHHOOKcHAa3aTa (MAQ-sHXHOUTOPH, BXK. NO-A0/Y H
Touka 4.3),

- C JIEKAPCTBEHA TONIEPAHTHOCT, GH3NYECKa WM ICUXOIIOrHyuecka 3aBUCHMOCT (Pa3CTPOHCTRO,
CBBLP3aHo ¢ ynotpebara Ha ONMHOMAM; BXK. NO-ROMY),

- M3TOLLECHH NMALMeHTH WK MalHEHTH B CTapUecKa Bb3pacT,

- ¢ TpaBMa Ha riaata (opaay puckK OT MOBHILIEHO HHTPAKPAHHAIHO HaIAraHe),

- C XMIIOTOHHA,

- ¢ XHNOBOJIEMMNA, |

- ¢ eNWIENTHYHO 3a00NBaHe WM NPEeapa3nooKEHOCT KbM KOHBYJICHH,

- C MaHKpPEaTHT,

- ¢ OOCTPYKTHBHH M BL3MANHUTENIHH YpEBHH 3a0014BaHHA,

- C YBpeAeHa YepHOgpoOHa QyHKLHUA,

- c yBpeaeHa On0peyuHa QyHKLMA,

- C MHKCEIEM,

- C XHIIOTHPEOUAUIBM,

- ¢ Oonect Ha AnucoH (HanObOpeyHa HEAOCTaTBHHOCT),

- C MPOCTaTHa XxunepTpodus,

- C ANIKOXOJIH3BM,

- C TOKCHYHA MCHXO034a,

- ¢ ACAMPHYM TPEMEHC,

- ¢ KOHCTHIALIUA,

- cbC 3a00NABaHUA HA MUTBYHHUTE ITETHLLA, AUTYHH WIH YPETEPHH KOJHKH

Moxe na ce HanOxH peayLuupaHe Ha no3aTa.

[1py nosBa WK CHMHEHME 3a NApaIHTHUEH HIIEYC NMPUEMbT Ha OKCHKOJI0H Tp2OBa He3abaBHO Na ce
NpeKpaTH.

PecnuparopHa agenpecus
OCHOBHHUAT PUCK NPH NPEAO3UPAHE C OITHOUAH € PECITUpATOPHA ACTIPECHA H € HAH-B
BB3HHUKHE TIPH Bb3PACTHH WIH H3TOWECHH MALIHEHTH.
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[luxamennu napyuienus no epeme Ha CobH
OnyouauTe MOTAaT Ja NMPUYHHAT AMXATe/IHH HapyWEHUS 110 BPEME Ha CbH, BKIIOUYHTENHO

LieHTpaiHa cbHHA anHes (LICA) u xunokcemns no BpeMe Ha ChH. YnioTpedaTa Ha ONHOKWAH NOBHLIABA
pucka ot LICA no noso3zaBrcHM HauuH. [IpH nauueHTH, KOMTO B MOMeHTa cTpaaat ot LICA,
oOMHCIEeTe HaMaJIABaHe Ha o0ara Jo3a OMUOHIM.

Puck npu cenemcmeawia ynompeba Ha onuouou Kamo 6eH300Ua3enuHY Wi ROOOORU HA MAX
nexapcmea

EnHoBpemerHaTa ynotpeba Ha OMMOKAH, BKIIOYHTEIHO OKCHKOAOH H CEJaTHBH, KaTo
OeH30aMa3eNMHH WX NOACOHH Ha TAX JieKapCcTBa MOXE a N0BENe N0 Cenalns, pecnipaTopHa
IENpecHA, KOMa H CMBPT. |

[Topanu Te3H PUCKOBE €AHOBPEMEHHOTO NpEANHCBaHe C TE3H ceaaTHBH TpsAOBa aa Ob/e 3ana3eHo 3a
MatMeHTH, NPH KOUTO HAMA ANTEPHATHBHU Bb3MOXHOCTH 34 JIeueHHe.

AKO ce B3eMe pellieHHe 3a NpeAntcBaHe Ha OKCHKOIOH €HOBPEMEHHO ChC CEIaTHBH, Tpa0Ba 11a ce
M3M0J13Ba Hall-HUCKaTa e(heKTHBHA 1032 U NPOXKDKHTENHOCTTA Ha JIEYEHHETO TpaOBa 1a Obae
BL3MOXHO Hal-KpaTkKo.

[TauneHTHTe TpAGBa A2 OBLAAT BHUMATENHO NMPOC/IEAABAHH 33 NPH3HALH H CHMNITOMH Ha
pECTIMpaTOpHa JenpecHs U ceupate. BbB Bpb3Ka ¢ TOBa, C€ NPEnopbyBa HACTOATETHO Aa Ce
HHGOPMHpAT MALUEHTHTE W IPHXKELLHTE CE 3a TAX, 32 Ja ObAAT 3an03HATH C T€3U CHMITTOMH (BX.

TOuKa 4.5).

MAOH
OxcHKoI0H Tp=OBa fa ce npunara ¢ NOBHIIEHO BHUMAHMNE NPH NaLUHEHTH, npueMaiity MAO-

HHXHOHUTOPH WK KOMTO ca foy4yaBann MAO-HHXHOHTOPH Npes NpeaXoAHUTE ABE CEAMHLH (BX.
Touka 4.5).

PascTpoiicTBo, Ib/DKaII0 ce Ha ynioTpebara Ha OnUoKAH (310ynoTpedba B 3aBHCHMOCT)
Moxe Za ce pa3BHAT TONECPAHTHOCT U (BU3HYECKA WM NICUXHYHA 3aBHCHMOCT [IPH MHOTOKpPaTHO

NpHUI10XKEHHUEC Ha OMHOKIH, KATO OKCHKOAOH.

MuorokpaTtHaTa ynorpeba Ha OkcHKOI0H AKTaBUC MOXKE Ja JOBEIE OO Pa3CTPOHCTBO, ABJDKALIO CE
Ha ynorpe6arta Ha onmnouaM (Opioid Use Disorder, OUD). Ilo-Bucoka n03a » no-anira
NMPOABDKHTEAHOCT Ha JIEYEHHETO C ONHOK] MOXKE Na YBETHYAT pHcKa oT pa3suTHe Ha OUD.
3noynorpebara KN YMHILWICHATa HeNpaBwiHa ynotpeba Ha OKCHKOAOH AKTaBHC MOXE Jia I0BEJE 10
npefao3upaHe Wunn cMbpT. PucksT oT paseurre Ha OUD ce yBenvuaBa npH NaLMEeHTH ¢ JIKYHA WIH
daMiiHa anaMBe3a (Ha poauTenn Wik 6parda/cecTpH) 3a pascTpoHCTBO, AL/DKAINO Ce Ha ynoTpedara
Ha BellecTBa (BIJTICUHTEHO 310ynoTpeda ¢ ankoxon), NpU NalueHTH, NOHACTOALLEM H3NO3BallLH
TIOTIOHEBH MTPOAYKTH, WK NPH NMAUWEHTH ¢ TMYHA aHAMHE3a 3a APYTH NICHXMYHH pa3CcTpoiicTBa (Hanp.

TEXKKa JeNpecHs, TPEBOXHOCT U JIMUHOCTHH pa3CTPOHCTEA).

[pean 3arousaHe Ha neuveHue ¢ OKCUKOAOH AKTaBHC M N0 BPEME Ha JIEYEHHETO ¢ NauMeHTa Tpabsa
na 6baaT o0CHAEHH LISJIMTE HA JEUEHHETO H CXEMa 32 NpeycTaHoBaBaHe (Bx. Touka 4.2). [1peau 1 no
BpEME Ha JIeYeHHETO NMAaLUMEHTHT TPAOBa ChLIO Taka Aa ObAe UHPOPMHUPaH 32 PUCKOBETE H MPH3HALUTE
Ha OUD. [TaumeHTsT Tpadna na 6bae NnocbBETBaH Aa € CBLPKE ChC CBOsA JIEKap NpH NoABa HA TE3H
[PU3HALLH.

[Ipy maLMeHTHTE e ce H3HCKBa HaOIOAECHNE 3a TIPH3HALIM HA TNMOBEIeHHE, CBBP3aHO C NMOBHILIEHA
noTpeSHOCT OT JIEKAPCTBOTO (HamNp. THPCEHE HA HA4KH 3a NPEX/IEBPEMEHHO NMpUAOOHBaHE HA
nekapcTBoTo). ToBa BKJIIOYBA Nperiie] Ha ChITbTCTBALLIM ONTMOKMAH M NMCHXOAKTUBHH BELIECTBA (KaTo
6enszonmnazenunu). [1pu naimenTy ¢ npusHauu v cuMnroMd Ha OUD Tpsabea aa ce oOMucaH
KOHCYJITALKA ChC CIELMATUCT MO 3aBUCUMOCTH.

JlekapcTBEHA TOAEPAHTHOCT, (PH3MUecka 3aBHCUMOCT H aGCTHHEHIIUA
[1Ipu XxponnuyHa ynotpeba NaLMEeHTLT MOXKE 1a pa3BHE TONEPAHTHOCT KbM JIEKAPCTBOTO
HY»XJa€ NPOrPECHBHO OT BCE NMO-BHCOKH 034 33 NOJAABPXKAHE HA KOHTpoJa BbpXY 00
[MpoaLmxuTenHaTa ynorpeba Ha OKCHKOAOR MOXeE Aa AOBEAE 0 (PHU3HUECKA 3aBHCH
Bb3MOJKHO 118 HaCThNH CHHAPOM Ha OTHEMAHE NPH PA3KO CIIHpaHe Ha TepanuaTa. K

5
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BeU€e He ce HYXKAae OT JISYEHHE C OKCHKOOH € JKeNaTesIHO 103aTa Jia Ce [IOHHXaBa NoCTeneHHo, 3a 1a
ce MPEJOTBPATAT CUMIITOMHTE Ha OTHeMaHe. CHMIITOMMTE Ha OTHEMaHE MOXe Aa BKOYBaT
Mpo3sBaHe, MBUAPUA3a, TAKPHMALHA, PHHOpEs, TPEMOP, XHUIEPXHapo3a, 6e3n0K0ACTBO, B30y,
KOHBYJICHH, 6€3CBHHE H MHAJITHA.

XponunyHa 6onka npu nobpokauecTBeHH 3a00NIBaHHS
OnMHOUANTE HE Ca Tepanus OT MbPBa JIHHUA 32 XpPOHH4YHA 00/1Ka PH HEMANHTHEHH 320019BaAHUA KU HE

ce MPENopPbYBAT KATO €AHHCTBEHO JiedeHne. Onuonaure TpAdBa na ce H3MON3BaT KaTo YacT OT
LAJIOCTHA IPOorpaMa 3a JieyeHHe, BKIKOYBallla APYTrH JJEKApCTBEHH CPEACTBA M HAYUHH Ha JIeYeHHE.
[laumeHTHTE ¢ XpOHHUYHA (OJKa NPH He3NOKauecTBeHH 3abonaBaHus TpaOBa Ja ce HabmoaaBar 3a
NPU3HALIM Ha 3aBUCMMOCT HWJIM 3710ynoTpeba ¢ BEeCTRa.

Ankoxon .
EnHoBpeMeHHaTa yrnoTpeba Ha aNKOX0N H OKCUKOAOH MOXKE 14 YBEJIMYH HEXKEJIAHUTE PEAKLMH Ha

OKCHKOJOH;, HeOOX0IHUMO € 1a ce H30ATBa eIHOBpEMEHHA ynoTpebda.

3noynorpeba ¢ napeHTepaNHo NPWIOKEHKE Ha JICKAPCTBEH MPOAYKT (BEHO3HA HHDKEKLIMA)

B ciryuaii Ha 3noynoTpeba ¢ napeHTepaNHO MPHN0KEHUE (BEHO3HA HHXEKIIMA), TOMOLIHHTE BELIECTBA
Ha TabneTKaTa MoraT J1a AOBEAAT A0 HEKPO3a Ha JIOKANHaTa ThKaH, HHGEKLUYA, NOBHLIEH PHCK OT
€HJOKApAHT H YBPEXKIaHe Ha ChPACHHHTE KJanu, KoeTo Moxe Aa 6uae daraiHo, rpaHyIOMH Ha OGenus
Apo6 WIH APYTH CEPHO3HH, MOTEHUMANHO (aTaTHY CEOUTHA.

[MoTeHumanHo daTanHa 1033 Ha OKCHKOAOH

3a 1a He c€ HapYLUH KOHTPOIHPAHOTO 0CBOGOXK/1aBaHe Ha aKTHBHOTO BELIECTBO OT TabNeTKHTE,
TabneTKHTE ¢ YABDKEHO 0cBoOo K aaBaHe TpAOBa 1a ce MLJITAT LM H 1a He ¢ YyHAT, JbBYAT WK
HaTpotlasat. [IpnnoxeHHETO Ha CYyNeHH, CABBKAHH WK HATPOLLIEHH TabNETKH OKCHKOAOH ¢
KOHTPOJHpaHo ocBobokaaBaHe BOAH A0 6Bp30 ocBobokKAaBaHE H abcopOLUsA Ha MOTEHUHAITHO
¢haTanHa 1032 OKCUKOAOH (BX. To4ka 4.9).

Xunepaire3ng
B MHoro peaxks ciy4an, 0COO€HO NPH BUCOKH 03K, MOX€ Jia HaCTBITH XHNEPAIre3us, KOATO a He

MO3BOJIARA AOMBLJIHHUTENHO IOBULIABAHE HA 103aTa. Moke Ja ce HanoXH TOHWKaBaHe Ha J103aTa
OKCHKOZIOH HJIH NPEMHHABAHE KbM [Py ONTHOMA.

XHPYPruH1 NpOLEAYPH
OKCHKOIOH He C€ NpenophyBa 3a npeaonepaTiBHa ynorpeda Wik npes nupeute 12-24 yaca

CACNONCPAaTHBHO. B 3aBHCHMOCT OT BHJ1a U CTENMEHTA HA ONICPATHBHATA HaMeCa, HBGPHH&T&

aHeCTETHYHa npouneaypa, Apyro CelibTCTBALHO NEYCHHEC H HHAHBHAYAMTHOTO CbCTOAHHUE HA NALIHCHTA,
TOYHOTO BpEME 3a 3arno4yBaHE Ha cacaoneparuBHO JICUCHHE C OxcUKOogoH AKTaBHC 3aBHCH OT
BHHUMATEIHA O1leHKA Ha ChOTHOLICHHUETO PHCK-MT0A34 34 BCEKH OTAECJICH MALIHCHT.

KakTo BCHUKH OTHOMAHH NPOAYKTH, TaKa H TE3H ChALPIKALIH OKCHKOAOH TpAOBa N1a CE€ H3NMON3BAT C
NMOBHLLEHO BHHMAaHME Clie[ KOpeMHa ONepaLus, Thil KaTo 3a ONHOUIAWTE € H3BECTHO, Y€ HapylIaBaT
YpEBHHA MOTHJIMTET U He TpAOBa Ja ce H3MON3BaT JOKATO JIEKAPAT He Ce YBEpH, Y€ YepBaTa

({YHKUMOHHPAT HOPMAJTHO.

EngoxpHHHH edeKTH
OnuouauTe, KaTo OKCHKOJOH, MOTaT J1a OKAXAT BINAHUE BbPXY XHITOTAIAMO-XHITOPHIHO-

afpEeHATHMTE WIH roHaaHuTe oci. Hakom o1 npoMeHuTe, KOMTO MOTaT fa ce Habnroaaeart ca
NOBUILEHHE HA CEPYMHHA NPONAKTHH W NOHWKEHHE HA TUIA3MEHHA KOPTH30J1 H TECTOCTEPOH.
KruHUUHHTE CUMITTOMHM MOTaT A2 ca U3pa3 Ha Te3H XOPMOHAJTHH NPOMEHH.

XenarobuiHapHH HapyLEeHH
OKCHKOAOH MOXE Ja NpeAH3BUKA HApYLUeHHe Ha ¢YHKLMATA W CNa3bM Ha CHUHKTE
yBEJIHYaBa PHCKa OT MOABA HA CUMITTOMH OT CTPaHa Ha H#TbYHHTE MbTHILA H NaH
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TOBAa OKCHKOJOH TpsOBa aa ce npuiara ¢ MOBHIUEHO BHUMAHHUE NP MAaLMEHTH C NaHKPEATHT M
3a001ABAHUS HA XXJITHBHYHHUTE MTBTHLLA.

[lenuaTpyuHa nomynauns
OxkcukoaoH AKTAaBHC He Ce MpenopbyYea 3a yrnorpeba npH Jeua Ha Bp3pacT noAa 12 ronvHU nopajgu
HEZIOCTaThUYHO JaHHH 32 6e30MacHOCT H ePHKACHOCT.

[loMOIIIHH BELIECTRA
Jlakmo3za

[TaumeHTH ¢ peKH HACIECACTBEHH MpobieMH Ha HEMOHOCHMOCT KbM FaJIakTo3a, MbJIEH /1aKTa3eH
AcHUHT UM TIOKO30-TralakTo3Ha Manabcopbums, He TpabBa na npueMar ToBa NEKapCTRO.

4.5 BsanmoaeicTBHE ¢ APYIH JIEKAPCTBEHH NPOAYKTH H XPYrH (JOPMH HA BIaHMOACHCTBHE

EnHoBpeMeHHaTa ynoTpeta Ha celaTHBHH JIEKapCTBa KaTo O€H30/1Ha3eNUHK WIH CPOJHH JIEKApCTBa
3a€4HO ¢ ONHOKAH YBEITHYABA PHCKA OT CeAAaLMs, peclIipaToOpHa AENpPecus, KOMa U CMbPT Nopaau
aauTBHO notHckake Ha LIHC. J{lo3upoBkaTa H NpoABIXUTENHOCTTA Ha CBHITHTCTBALATa yNoTpeda
TpaOBa na ObaaT orpaHMueHH (BxkK. TouKa 4.4).

JlexapcrBaTa, kouto notuckar LIHC, BiutiouBat, HO HE ce OrpaHHYaBaT A0: APy ONMMOMIH,
raGanedTHHOWIN KaTo nmperabaiiH, aHKCHOJIMTHLM, XHITHOTHLM U ceJaTHBH (BKN. OCH30AMAa3ENHHN ),
AHTHIICHXOTHLH, aHTHAENPECAaHTH, (E€HOTHA3HHU, HEBPOJIENMTHLH, AHECTETHLIH, MYCKYJIHH
pellakCaHTH, @aHTUXUCTAMHUHU, AHTHEMETHIIMA H AJIKOXOJI.

ANKOXONLT MOXKE a 3aciiM dapMakoAHHAMHYHHWTE €PEKTH Ha OKCHKOAOH; HEOOXOAUMO € f1a ¢
H304rea efHOBpeMEHHa ynoTpeoa.

UzsectHo e, ue MAO-unxnbutopure B3aumoneicTear ¢ HapKOTHYHHTE aHanreTHUHd. MAO-
MHXHOUTOpHTE MpUUHHABAT Bb30yaa win notuckade Ha I{HC, cBbp3anrH ¢ xunepreH3IHBHA WIH
XUMOTEH3HBHA Kpu3a (BxkK. Touka 4.4). OKCHKO0H TpaOBa aa ce H3NOJI3Ba C NOBHIIEHO BHHMAaHHE NPH
NalHEHTH, Ha KOHTO ce npunarat MAQO-uHXHOHTOPH MM KOMTO ca noadyydaBand MAO-uHxubHuTOpH
Nnpe3 NoCJACIHUTE ABE CEAMMLIM (BXK. TOuKa 4.4).

CBITBTCTRALIOTO NPHIOKEHHE HA OKCHKOZIOH ChC CEPOTOHHHOBM CPEACTBA, KATO CEJIEKTHBEH
HHXHOWTOpP Ha 0OpaTHOTO 3axBallaHe Ha ceporoHuHa (SSRI) wnu cenekTHBeH HHXHOMUTOP Ha
o0paTHOTO 3axBalllaHe Ha cepoToHMH-HopaapeHanyH (SNRI) Moxe aa npeau3BHKa CEpOTOHHHOBA
TOKCHYHOCT. CHMIITOMHTE H2 CEPOTOHHHOBA TOKCHYHOCT MOXE Ja BKJIIOYBAT NIPOMEHH B [ICHXHYHHS
cratyc (Hanp. Br30yaa, XalloLMHaLHH, KOMa), BEreTaTHBHa HECTAOUNHOCT (Harp. TaXuMKapAMA,
nabWiIHO KPbBHO HANITAHE, XMNEPTEPMHUA ), HEPBHO-MYCKYJIHH HapylieHns (Hanp. xuneppeduexchs,
JIUNCa Ha KOOPAWHALIMA, PHTHAHROCT) W/HJIK CTOMALIHO-YPEBHH CUMITTOMH (Hanp. rajeHe, MoBpbollaHe,
nuapus ). OKCHKOAOH TpAOBa 1a ce U3Mo/3Ba C NOBHILIEHO BHUMAHME H MOXE Aa € HeoDXxoaumo
NOHM>KABaHe Ha A03aTa MPH MALMEHTH, KOHTO U3ITON3BAT TE3M JIEKAPCTBA.

JlexapCTBEHHUTE CPEACTBA ¢ AHTHXOJIMHEPTHUHH €PEKTH (HaIpP. aHTHIICHXOTHLH, TPHLIMKITHYHH
AHTHACTPECAHTH, AHTHXUCTAMUHH, AHTHEMETHLIH, MYCKYJTHH PENaKCaHTH, aHTHNAPKHHCOHOBH
IEKAPCTBEHH NMPOLYKTH MOTaT Aa 3aCHNIAT AHTHXONHHEPTHYHHUTE HEXENAaHH JIEKAPCTBEHH PEaKLIMH Ha
OKCHKOJIOH KATO 3anek, CyXoTa B ycTara WiH AHCPYHKLMSA B EKCKPEUMATA Ha YPHHA.

Okcukonou ce Metabonusupa rnaBHo ot CYP3 A4, ¢ npudoc ot CYP2D6. [JlericTeuaTa Ha Te3u
MeTaboNUTHH MbTHLIA MOraT Aa ObAAT HHXHOMPAHH WKW HHAYLIMPaHH OT Pa3iHYHH €1HOBPEMEHHO
NPUIOKEHH JICKAPCTBA WIH XPAaHUTEIIHH €JIEMEHTH, KOETO MOXKE 13 I0BEJE 10 NPOMAHA HA ____

AO3HPOBKATa HA OKCHKOAOH.

Uuxuburopure Ha CYP3 A4 kato MakponuaHu aHTUOMOTHLK (Hanp. K1apuTpoMu
# TETUTPOMULMHH), A30JI0BH aHTHMHKOTHUM (Hanp. KETOKOHa30J1, BOPHKOHA301,
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NO3aKoHa301), IpoTeazi HHXMOUTOPH (Hanp. GoLlenpeBUp, pUTOHABUDP, HHAKHABUP, HENGUHABUD H
CAKBHHABHUP), LUMETHIHH H COK OT rpeHndpyT MOrar Ja 10BeJaT A0 HAMANIEH KIHPBHC Ha
OKCHKOAOH, KOETO MOXKe Ja TIpeAU3BUKa MOBHUIIABAHE HA MJIA3MEHHTE KOHLUCHTPAIIMH HA OKCHKOZOH.
ETo 3a11(0 MOXe fia C€ HANIOXKH J03aTa Ha OKCHKOAOH Aa Obae CbOTBETHO KOPUTHpaHa.

[Mo-aony ca JaacHK HAKOU crieLMpHUHHA NPHUMEPH:

- Hrpakorason - MouleH CYP3A4 unxubutop, npunaran no 200 mg nepopanHo 3a neTt AHH, |
noeniuasa AUC Ha nepopanHus okcukoaoH. Cpeano, ctoiHocTTa Ha AUC e npubnusurenHo
2.4 nbTH NO-BHCOKA (Anana3oH 1,5-3,4).

- Bopukonazon - CYP3 A4 uuxuburop, npunaran no 200 mg ABa MbTHA AHEBHO 32 YETHPH AHH
(400 mg npunaraHy KaTo MLPBHTE ABE 1034) nosuuiasa AUC Ha nepopaiHUg OKCHKOIOH.
Cpeano, croitHocrra Ha AUC e npubnusurento 3,6 mbTv no-eucoka (a1anasoH 2,7-5,6).

- TenutpoMuuuH - CYP3 A4 nuxuburop, npunarasd no 800 ml tpu nbTH AHEBHO 3a MET OHM,
yeenuuaBa AUC Ha nepopanuug okcukoaoH. CpeaHo, croitHoctTa Ha AUC e no-BHcoKa OKono
1,8 me™4 (nnanason 1,3-2,3).

- Cok ot rpeiingpyT - CYP3 A4 unxubutop, npunarad no 200 mg nepopasHo 3a YETHPH IHH,
yBenanyara AUC Ha nepopanHusa okcuKkoaoH. CpeaHo, ctoiHocTtTa Ha AUC e no-BHCOKa ¢
npubnuzurento 1,7 aeTi (ananason 1,1-2,1).

HUuayktopure Ha CYP3 A4 kato HanpuMep pudamMnuiuuH, Kapbamazenud, QEHUTOUH H KBIT
KaHTApHOH MOraT Aa HHIYHUHMpaT MeTabonKH3Ma Ha OKCHMKOIOH H 4 NMOBHLIAT KIKPBHCA Ha OKCHKOOH,
KOETO MOJXKE [a J0Beae A0 HaMalleHHe B IU1a3MEeHUTE KOHLEHTPalUY Ha OKCHKOAOH. Moxe aa ce
HAJIOXKK J103aTa Ha OKCHKOAOH Aa O6bae ChOTBETHO KOpUrupaHa. [lo-gony ca naaeHH HIKOH
cneuHdUYHU NpUMeEpH:

- XXbaT kaHTapuoH — unaykrop Ha CYP3A4, npunaran no 300 mg Tpy nbTH AHEBHO 32
neTHaaeceT AHH, Hamansea AUC Ha nepopanHus oKCuxoaoH. CpeaHo, ctoiHoctTa Ha AUC e
npubnausuTenHo 50 % no-Hucka (ananazoH 37-57 %).

- Pudamnnuun - unaykrop Ha CYP3 A4, npunarad no 600 mg BeAHDLK AHEBHO 3a CEAEM JHM,
Hamanasa AUC Ha nepopanHusa okchkoaoH. CpenHo, croitHoctTa Ha AUC ¢ npubnnzurento
86 % no-Hucka.

JlexapcTBa, KOMTO HHXHOMpaT akTUBHOCTTa HA2 CYP2D6 KaTo HanpuMmep NapoKCceTHH, UTYOKCETHH M
XHWHHAWH, MOTAT [ia HAMAJIAT KIKPBHCA HA OKCHKOJOH, KOETO MOXKE J1a 10BEAE 10 MOBHIIEHH

Nn1a3MeHH KOHLUEHTPALKMH Ha OKCHKOAOH. Brnpekn T0Ba, € IHOBPEMEHHOTO NMPHIOKEHHE C
nHxubuTopu Ha CYP2D6 ¢ noBeno caMo A0 HE3HAUMTENCH e(PeKT BbPXY ETMMUHHPAHETO HA

OKCHKOJOH H HE OKa3Ba BIIHAHHE BbPXY (hapMakoAHHAMHYHHTE eeKTH Ha OKCUKOAOH.

EdekTbT Ha ApYrY peNeBaHTHH H30€H3UMHH HHXHOUTOPH BbpXYy meTaboau3Ma Ha OKCHKOIOH HE €
H3BecTeH. TpadBa na ce B3eMaT N0 BHUMAHHE NOTCHLUHATHUTE B3aUMOACHCTBHA.

HabaonaBaHu ca KTMHHYHO 3HAYUMU NTPOMEHHK B MEXIYHAPOAHOTO HOPMATH3HPAHO ChOTHOLUEHHE
(INR) B ABETE NOCOKH, AKO KyMAPHHOBH AHTHKOAI'YJIAHTH C€ MPUEMAT €JHOBPEMEHHO C OKCHKOIOH.

He ca npoBekaaHi Npoy4YBaHWA, KOUTO U3CIIEABAT ACHCTBHETO Ha OKCUKOOOH BbpXy CYP -
KaTAIH3UPaHUA MeTabOoNH3EM Ha APYTH JIEKApCTBa.

4.6 DeprTHaETET, OPEMEHHOCT H KhpMeHe

YnoTrpebara Ha TO3u NEeKapCcTBEH NpOAYKT TpsOBa 1a ce M30Area JOKOIKOTO € Bb3MOXKHO NpH
OpeMeHHH HJIH KbPMELLHY NALMEHTKH.

bpeMeHHOCT
HannyTe ot ynorpeba Ha OKCHKOAOH NnpH OpeMeHHHU KEHH, ca orpaHuyeHu. beberara,

MaHKH, NOJTy4aBald ONMHOHAHM Ipe3 NOCNeIHHUTE 3 A0 4 CEAMHLIM NpEaH PpaXkKaaHEToO,
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HabmonaBaHy 3a pecnupaTopHa Aenpecus. CUMNTOMH Ha OTHEMaHe MOraT Jia ce-HabnioaaBar rnpu
HOBOpoAeHH OebeTa OT MaiiiH, KOMTO ca Ha IeYeHHE C OKCHKOOH.

Kbpmene
OKCHKONOH MOXE 13 €€ EKCKPETHPAa B KbPMATa [TPH XOpa U Ja NPHUYHHH PECITHPATOPHA AENPECH NPH
KbpMaueTo. ETo 3alo okCHKOAOH He TpabBa aa ce U3MNon3Ba MpU KbpMELLU JKEHH.

QEepTUIUTET
HsMa HamHYHM 1aHHH 32 e)eKTa Ha OKCHKOAOH BBPXY (epTHauTeTa npu xopa. [Ipoyusanusra nipu
INLXOBE He NMOKa3BaT eeKTH BLpXY GepTUAHNTETA (BXK. TOUKA 5.3).

4.7 EdexTn BLpXy cnocobHocTTa 33 modupane 1 pabora ¢ MAINKHH

OKCHKOAOH MOJKE Aa NMOBJHAE CNOocOoOHOCTTA 3a odHpaHe W paboTa ¢ MALIHHM,
ToBa € ocobeHO BEPOSTHO B HAYAOTO Ha JIEHEHHETO C OKCHKOROH, C/IEA MOBULIABAHE HA A03aTa HWIH

CMSHA Ha NPOAYKTA U aKO OKCHKOJOH ¢e KOMOMHUpa ¢ ApYrH cpeacTsa, notuekamy LIHC.

Hama HeoOX0AUMOCT OT OrpaHHYEHHE NPHU NALMEHTH, CTaDUNH3HpaHH Ha KOHKpETHa 1034.
CneaoBaresHo, JeKapsaT TpAOBa fa pellld Jany NaluHeHTbT UMa MpaBo Aa modupa uiH 1a pabotH ¢
MALIHHH.

4.8 HexeJaHH JEeKAPCTBEHH PeaAKIHH

O6001eHue Ha npoduia 3a 6e301aCHOCT

Benencreue Ha GapMakoIOrHYHOTO MY AEHCTBHE OKCHKOJIOH MOXKE Ja IPHYHHH PeCclHpaTopHa
NenpecHs, MHO3a, OpOHXHAITHH CNa3MH M CNa3MHM Ha r1aJikaTa MyCKYJIaTypa, ¥ MOXe Na MOTHCHE
KalWTHYHMA pedriekc. |

Haii-uecTo ¢h0O01IABAHHTE HEXKETAHH PEeaKLIHM ca raaeHe (0coO0eHO B HA4YaNloTO Ha JIEUEHHETO)
3anekx.

PecnuparopHara aenpecHs € OCHOBHUAT PUCK BCIICACTBHE Ba MPEAO3HPaHE C ONTHOHIH H CE NPOABABa
Hait-4eCTO MpPH NaLMEHTH B CTAPYECKA Bb3PAacT WY MPH H3TOLIEHH nauHeHTH. ONHOUAKTE MOTaT 1a
NPeANU3BUKAT TeXKKa XHIMOTOHHSA MPHU YYBCTBHTEIHH HHAMBHAM.

CnHCHLK Ha HEXEeJaHWTe peakiliM B TabanueH BiJ
Hexxenanure cu0HTHA ca H30pOEHH NO CHCTEMHO-OPraHeH KJjac Y Mo 4ecToTa.

CHcTeMo- MHuoro YectH HeuectH Penxu MHoro C

OpraHHH YECTH (= 1/100 no (= 1/1 000 oo (= 1/10000 | penku HEH3BECTHA

Ki1acose (= 1/10) < 1/10) < 1/100) ao (< 1/10 000) | yecToTa (HE

- < 1/1 000) MOXeE Ja ce
| OMPEAEIIH OT

HANHYHHTE
JAaHHH)

Hndexunn u Xepnec

HHpecTanMu CHUMILIEKC

Hapyuiesus Ha JlumbaneHo-

KpbBTa H MaTHs

nAM$HaTa

CHCTEMA

HapyweHnna Ha CBpBbXYYBCTBHTE AHagunak-

MMYHHATA HOCT

CHCTEMA |

EHIOKpHHHH CuHIOpOM Ha
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HApYIlICHHS HealeKBaTHa
CeKpeLHs Ha
aHTHAHYPETHUCH
XOPMOH

HapyuieHnd Ha HamaneH Hexuaparaund [1opuiiex
MeTabonn3IMa H aneTur aneTuT
XpaHEHETO

[IcUXWIHH Besnokxolicteo, | Bbn3dyna, Arpecust
Hapy LIEHHA 00BpKaHOCT, aeKTHBHA
ACMPECHA, nabWIHOCT,
HEpPBHOCT, ey(OpHUHO
De3chHuE, HACTPOECHHE,
HeoOHYaliHA Hapy UIEHH
MHCAH BB3NPUHATHA
(Hanp.
XATFOLHHALIHH,
Jepeanu3anms),
MOHHKEHO
nubuno,
JIeKapCTBEHA
3aBHCHMOCT (BaXK.
Touka 4.4),

Hapymenns Ha | ChHIE- Tpemop, AMHeE3us, Xunepanre-
HepBHATA BOCT, NEeTaprus KOHBYJCHH IUA
CHCTEMA 3amasn- (ocobeHo npu
HOCT, Xopa ¢ SNMUnencus
[ naBo- HIH CKJIOHHOCT
bome KbM KOHBYJICHH),
MHIPEHA,
XHINEPTOHUA,
XHMOTOHMA,
HEBOJIEBH
MYCKYJTHM
ChKpPALLCHHS;
XHIOECTERUA,
HapylICHA
KOOPAHHALINA, ;
HapyileHHUd B
roBopa, CHHKOI,
napecTe3us,
NPOMEHEH BKYC

Hapyenmns Ha 3pHTENHH

OYHUTE | HapyLleHHA,
MHO03a, HapylleHa
JIAKPHMALIHA

Hapyiuieuud Ha XHnepaxKy3unc,
yXOTO H CBETOBRBPTEK

mabUpHHTA

CopaeuHu Taxukapaus;
HApyWEeHKHSA nannuTauxu (B
| KOHTEKCTA Ha
CHHIpOMa Ha
OTHEMaHe)

CbO0BH Bazoaunarauns XMNoToHMA,

HapyLICHUA OpTOCTATHY-
Ha

XHINNIOTOHHA
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PecnupaTopHH, HucnHes, PecnuparopHa CHHIOpOM Ha
MPBLIHH H OpoHxocnaisM | aenpecus, HEHTPAIHA
MEAHACTHHAN- AMChOHNA, CbHHA arnHes
HM HapyLUEHHS KallUTULIA;
(papHHIVT, PHHHT;
CTOoMaIHo- KoHcTe- KopemHa fl3Bn B yCTHaTa MeneHa,; 3b0eH
YpEBHH naus, Oonka; quapus; | KyXHHa; OLBETABAHE Kapuec
HApPYLLIEHWS MOBPBUIA | CYXOTa B TMHTHBUT; Ha 3bOHTE;
He,raaeHe | ycrara, CTOMATHT, KbBEHE OT
aMcnerncHa aucharis; BEHLIMTE
(naTyeHIIN,
€PYKTALiHA, HIEYC
Xenatobunnap- [loBumeHN Xonecrasa,
HH HapYIICHHA 4epHOApOOHH HTbYHH
€H3UMH KOJIUKH,
HapyLIeHa
GYHKLHA Ha
c(pHUHKTEpA
Ha Oddi
Hapymenns Ha | [Ipypuryc | KoxHH Cyxa koxa Yprukapua, | Excgonuar
KOXara u peakuuu/o0puB peakluy HaA | HBEH
HOAKOXKHATA XHUINEPXKUAPO3a (OTOYYBCTB | ACPMATHT
ThKaH UTERHOCT
Hapyumenns Ha HeoTnoxHu 3aJpbXKKa Ha Xemarypus
OpOpeunTe M MO3HBH 3a YPHHA
NUKOMHHTE ypHHUPAHE
[IbTHIIA
HapymeHns Ha EpexTuina AMeHopes
Bb3MPOU3BO- OAChYHKLMA,
AMTENHATA XHNOrOHAAH3bM
cHCTEMA Y
I'bpAaTa
oo AcCTeHus, Brpucane, [IpoMeHH B HeonaraneH
HapyLICHUSA U yMOpa a0CTHHEHTEH TETIOTO CHHIPOM Ha
e(peKkTH Ha CHHAPOM, Hoxa (moBHWEHO JIEKapCcTBEHA
MACTOTO Ha (nanp. 6onka B WiH a0CTUHEHLUA
NPUWIOXKEHHE [BPANTE); HaMaJeHo),
HEPA3INONOKEHHE, | LEAyauT
OTOK, NepHPepeH
OTOK,
TONEPAHTHOCT KbM
NEeKapCTBOTO,
Kaxaa.
HapaHsaBanus, HHUnaeHTHH
OTpaBAHHA H HapaHABAHUA
YCIAOWHEHHA,
Bb3HHKHAIH B
pe3ynTar Ha
MHTEPBEHLIMATA

Onuncanue Ha H3OpaHH HEXKENAHHW PEeaKlMK

Jexapcmeena zasucumocm
XponuyuHarta ynorpeba Ha OKCHUKOAOH AKTaBMC MOX€E a 0Be€ A0 JIEKAPCTBEHA 3aBUCUMOCT, HOPH B
TepaneBTUYHHU JO03H. PHCKBT OT NIEKapCTBEHA 3aBHCHMOCT MOJKE J1a BapyUpa B 3aBUCHMOCT OT
HHIHBHAYATHHTE PHCKOBH (PAKTOPH Ha NALMUEHTA, 103aTa H NIPOBJDKMTEIHOCTTA HA Jie
OnUoua (BXK. Touka 4.4).

CrobmaBaHe Ha NOAO3IUPAHH HeKeNlaHW peaKuuy
CHobmaBaHeTo Ha NOJ03HPaHH HeXeNaHH peaKLuH cle paspeliaBaHe 3a ynotpeba Hadi .-
NpOAYKT e BaxkHO. ToBa M03BONABa Aa MPOABIKH HabIIONEHHETO Ha ChOTHOLIEHHETO\IHRA/]

¥ \\ﬂ-{;

SE/HM313/001-008/IA/026G



NEKapCcTBEHUA NPOAYyKT. OT MEAULIMHCKHTE CMELMATHCTH CE H3HCKBA Jia ChoOLIABAT BCAKA
nOAO3MpaHa HeXenaHa peakuma upe3 M3nmeaHuTeNHa areH1u no jekapcereara, yi. . Jlamsu [ pyes”
No 8, 1303 Codus, ten: 02 8903417, yebeaiit: www.bda.bg.

4.9 Ilpenosupane

CHMMIITOMM
[Tpu npenosrpaHe Ha OKCUKOAOH ¢a HabaIooaBaHH MHO3a, PECIIHPAaTOpHa ACTIPECHs, ChbHIHBOCT,
HaMaJleH CKENeTHO-MYCKYJIEH TOHYC, TOHMKABAHE Ha KPBBHOTO HANAraHe H TOKCHYHa

equedanronarus.

B Texxku ciiyuad LHpKyNaTopeH Kojaarnc, CTynop, koma, bpaaukapans, HekapavoredeH 6enoapoben
OTOK, XMIIOTOHHMA H CMBPT; 310yNnoTpedaTta ¢ BACOKH A03HM ONMHOUIM KATO OKCHKOIOH MOXe aa Obae

¢aTanHa.

JletanuaTa 103a 3a BB3pacTHH (Oe3 pa3BHTHE HA TONECPAHTHOCT) € npubnu3urenHo 60-100 mg
nepopaHo.

Tepanus
Brumanuero TpadBa aa Obae HACOUEHO KbM OCHTYPABAHE Ha MPOXOAHMHU NIHXATEAHU ITbTHILA H
ACUCTHPAHO WIH KOHTPOJIMpaHO 00auIIBaHe.

B cnyu4aii Ha npeao3npaHe MOXKE na Obae NOKa3aHO HHTPABEHO3HO NPHJIOKEHHE HA OMHaTeH
auTaroHucT (Hanp. 0,4 - 2 mg MHTPaBeHO3HO HaOKCOH). IIpunoxkeHHeTo Ha EQHOKPATHH J103H TpAOBa
na Gbae NOBTOPEHO B 3aBUCHMOCT OT KJIMHHYHATa CHTYaLIUS NIpe3 HHTEepBay OT 2 10 3 MHHYTH.
Bb3moskHa € HHTpaBeHO3Ha HHY3HA Ha 2 mg HanoKcoH B 500 ml u3oToHHueH PUIHONOTHYEH
pasTBOp WM S % pa3TBOp Ha AekcTpo3a (croreercTBall Ha 0,004 mg nanokcon/ml). CkopocTtra Ha
nudy3uaTa TpaGBa Aa CHLOTBETCTBA HAa NpeAMLIHHTE OOTYC HHXKEKLIMM U OTTOBOPHT Ha NAllHEHTa.

Heobxonumo e aa ce B3eMe noa BHUMaHHe CTOMallHKA JaBax. Jla ce NOMHCAH 3a MpWiaraHe Ha
akTHBeH BbriieH (50 g 3a Bp3pacT, 10 - 15 g 3a neua) B pamkure Ha | yac, axo € OWUI0 NOrbAHATO
3HAUYUTENHO KOJIMUECTBO, MPH YCAOBHE, Y€ AMXATEHUTE MbTHIIA ObaT npeanaseHHy. Cnopea eaHo
NOTHYHO NPEANONOKEHHE, KECHOTO MPUIOKEHHE HA aKTUBEH BBIJIEH MOXKeE Ja 6B OT nossa 3a
MpenapaTuTe ¢ YIb/KeHO 0¢BoOoIKIaBaHe; JIMNICBAT QO0KA3aTeNCcTBa, 0bave, B MOAKpENna Ha TOBA
NPeANONOKEHHE.

3a yCKOpABaHE Ha NPEMHHABAHETO MOXKE a CE€ MU3MNOJ3Ba NOAXOAALL JIAKCATHB (HaMp. pa3TBop Ha
Oazara Ha JIEI).

[1pu HeobxoanmocT TpAOBa 1a ce npeanpHeMaT NoAbpKallll MEPKH (H3KYCTBEHO JHLIAHE,
OCHTYPABAHE Ha KMCJIOPO/, NPHJICKEHHE HA BA30MNPECOPH H HHY3HOHHA Tepanus) 3a JIeYeHHE Ha
CBHITLTCTBALLL HHPKYJIaTopeH WoK. [Tpu chpaeydeH apect WK CbpACYHH aPHTMHH MOXE 112 C€ rpunara
cbpaeueH Macax Wik aedhudbpunaumns. [pu HeOOGXOAUMOCT MOXE Z1a CE NMPUJIOKH ACHCTHPAHO
o6aMLIBaHe, KAKTO U MOAIbPXKAHE HA BOJHO-EJIEKTPOIMTHHA OaaHc.

5. ®APMAKOJIOIrHYHHU CBOMCTBA

5.1 ®apmaxkoIHHAMHYHH CBOHCTBA

dapmakoTepaneBTHyHa rpyna: [pupoany ankanouau Ha onuyma, ATC kon: NO2A A0S

MexaHHU3LM Ha JeHCTBHE
OKCHKOAOHBT HMa apHHHUTET KBbM Kara-, MIO- U ACATa-ONHOUIHHUTE PELENTOPH B MG
rpbOHauHHA MO3bK. Toil AelicTBa Ha Te3W pelieNTOPH KaTO ONHOUAEH arOHKCT €34
e¢ekT. TepaneBTUUHKAT €EKT € rNaBHO aHAITeTHYEH M CEAATHBEH. B cpaBHeHH =(
6bp30 0cBODOKAABAHE, NPUIAraH CAMOCTOATENHO WIH B KOMOHHALHA C ApYrH Cy§
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TabNETKHTE ¢ YARDKEHO OCBOOOKAABAHE OCUrypaBaT 00€3001aBaHe 32 3HAUMTEIHO NO-ABJILI IEPHOA
Oe3 yBenMuaBaHe Ha HEXE/NAHUTE peaKkLUH.

EnaoxkpHHHAa CHCTEMA
Bx. Touka 4.4.

CromalHO-YpeBHA CHCTEMA
Onuouaure MOraT Aa VHAYLHpAaT cnazbM Ha chuHkTepa Ha Oddi.

Hpyru dhapmakonorudiy eQexTH

[TpoyuBaHHA MH BHTPO M NPH XKMBOTHM NMOKA3BAT pa3IHYHH e(PEeKTH Ha MPUPOJHHTE ONHOUIH KaTO
MOpPHH BBPXY KOMIMOHEHTHTE HA UMYHHATa CHCTEMA; HE € U3BECTHA KIHHHYHATA 3HAYHMOCT Ha TE3H
HaxoakH. He e H3BeCTHO Aany OKCHKOAOH, NONTYCHHTETHYEH ONHOKA, HMa KMYHOJIOTHYHH e(PEKTH

noaodHo Ha MOpQHHA.

5.2 @PapMakoKHHEeTHYHH CBOHCTBA

Abcopbius

OrtHocuTenHata OHoHaNHUHOCT Ha OKcHKOZOH AKTaBHC TabNeTKH ¢ YABIKEHO OCBO0OOXKAaBaHE €
CpaBHHMMA C Ta3H Ha OKCHKOJIOH ¢ OBbp30 ocBOOOXKAaBaHe, KATO MAKCHMAITHU T1a3MEHH KOHUEHTPAUHUH
ce NOCTUraT NpubIU3MTENnHO 3 Yaca citeql IpHeMa Ha TabeTKH ¢ YABDKEHO OCBOOOXKIABaHE, B |
cpaBHeHHe ¢ 1 7o 1,5 yaca. MakcuManHUTe Mla3MeHd KOHLIEHTPALIMA B OCLUIALMHTE Ha
KOHLIEHTPALIHHTE Ha OKCHKOAOH Ha NTEKapCTBEHHUTE NPOAYKTH ¢ YAB/DKEHO H He3abaBHO
ocBoDOXKaaBaHE Ca CPAaBHUMH, KOraTO C€ NpHiara €AHa 4 Chllla AHEBHA 1033 NPe3 HHTEpPBANH oT 12 K
6 Yyaca CHLOTBETHO.

[Ipriem Ha Gorata Ha Ma3HMHH XpaHa Npeay NpyveMa Ha TabIETKHTE HE OKa3Ba BIHAHHE BbPXY
MaKCHMAaJIHAaTa KOHLUEHTPALHA WK CTENEHTa Ha abcopOLHA Ha OKCHKOAOH.

TabGnerkuTe He TpaAOBa Aa ce MauKar, pa3feNiaT WIH AbBYAT, ThH KaTO TOBAa BOAH A0 OBp30
ocBOOOkKIaBaHE HA OKCHKOAOH M abcopbupaHe HAa NOTEHUMATHO ¢aTanHa A03a OKCUKOAOH Nopaau
yBpeXKAaHe Ha CBOHCTBAaTA 33 YABRDKEHO OCBODOKIaBaHe.

Pasnpeneneuue
AOcomoTHaTa OMOHATMYHOCT Ha OKCHKOAOH € NPHOTH3HTENHO [B€ TPETH B CPABHEHHE C Ta3H IpH

MapeHTEepPAIHOTO NpunoxeHHe. B paBHoBecHO cheTosHME (steady state) 0OeMbT Ha pasnpeaesieHHE Ha
OKCHKOAOH € 2,6 I/kg; CBBP3BaHETO C IUTa3MEHHTE NPOTEUHY € B 38 - 45 %, eNHMHHAUHOHHUAT
oy XHBoT € 4 A0 6 yaca, a mnasMeHUAT kiupeHe € 0,8 I/min.

buorpaHcopMalns

OkcHKOa0H ce MeTabonn3upa B YepBaTa U YepHus Apod A0 HOPOKCHKOAOH M OKCHMOPGOH, KAKTO K A0
HAKONTKO rmokypoHuaHd koHorati. CYP3A4 u CYP2D6 BepoaTHo umar ydacte B 06pa3syBaHETO Ha
HOPOKCHKOAOH H OKCHMOP(OH chOTBETHO. OKCHMOP(OH NpHTEKABA aHANTETHYHA AKTHBHOCT, HO
NMPHCHCTBA B IUIa3MaTa B HUCKH KOHLICHTPaLtMH{ U HE JOTIPUHACA 33 (PapMaKOJIOTHUHOTO ACHCTBUE Ha

OKCHUKOOOH.

EnuMuHupane
OKCHKOOOH M HeroBHTe MeTabOoJIHTH ce EKCKpeTHpaT upe3 ypuHata u Ppeueca. OKCHKOIOH NpeMUHaRra

Nnpe3 ManeHTaTa M €€ OTKpdBa B KbpMarTa.
%
oy .:_ 'ﬂ‘\c‘]-

JluHeliHoCT/HENUHEHHOCT
TabneTkuTe ¢ yABMHKEHO 0CBOOOKNaBaHe ca OHOEKBHBAICHTHH J030NPONOpUMOHA
KOIM4eCTBOTO Ha abcopbHpanara akTHBHa cyOcTaHLMA, U ¢4 CPABHHMH MO OTHOLL
abcopbuus.

Crap4ecka Bb3pacT
13
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[InasMeHaTa KOHLUEHTPALMA Ha OKCHKOAOH MPH MaLMEHTH B CTapyecKa BL3pacT € ¢ 15% no-BHCOKa B
CpaBHEHHE C Ta3Hu NMPH MIAAH HHAHBHIM.

[Ton
YKeHHTe HMAT TU1a3MEHH KOHLEHTPALHH Ha OKCHKOIOH CpeaHo ¢ 25% No-BHCOKH OT MBbKeTe Ha Oasa

HOPHFHP&HD1ﬁﬂECHDTﬁTﬂO.FkiePBBBUﬂﬂlHquHH&TaSaTﬁBH[mBﬂHKa.

[NaunenTy ¢ 6x6peyHo yBpexkaaHe
IMaLKeHTH ¢ 1eKo, yMEPEHO H TeXKo ObOpeuHo yBpexaane nokasear 1,1-, 1,4- n 1,7-kpaTHo

yBENHYEHHE HA ILIa3MEHHTE KOHLEHTPaLUHH ChOTBETHO B CPABHEHHE C NALMEHTH C HOPMAJlHa
6b6peuna ¢pynxuma. Ilpu AUC ce nabmopasa noBuweHe cpeaHo 1,5-, 1,7- n 2,3-KpaTHO CbOTBETHO
B CPaBHEHHE C MALUHEHTH ¢ HopMmasHa 61nOpeuHa GyHkuus. ENTMMHUHAUMOHHHAT NONYKUBOT Ha
OKCHKOZIOH C€ yIBbJKaBa CbOTBETHO 1,5-, 1,2- U 1,4-KpaTHO B CpaBHEHME C MALIMEHTH C HOPMAITHA

6b6peuna GyHKUHUS.

[TauueHTH ¢ YepHOAPOOHO YBpEHKAAHE

[MaumeHTH ¢ 1eKO, YMEPEHO K TEXKO YepHOAPOOHO yBpekKaaHe niokasear 1,2-, 2,0- u 1,9-kpatHo
yBeJIHYEHHE Ha TUTa3MECHUTE KOHLIEHTPALMH ChOTBETHO B CPaBHEHHE € MALMEHTH C HOPMaJiHA
yepHoapoGHa ¢yHkums. [Ipu AUC ce Habmonasa NOBHINEHKE CpeRHO 1,4-, 3,2- U 3,2-KpaTHO
CbOTBETHO B CPABHECHHE C MAUMEHTH ¢ HOPMaAIHA YEPHOAPOOHa PyHKUHA. EMHMHHALIHOHHUAT
MOJYXHUBOT Ha OKCHKO/IOH ce yAb/kara cboTBeTHO 1,1-, 1,8- 1 1,8-KpaTHO B CpaBHEHKE C NALMEHTH C
HOpMaJlHa yepHOoApoOHa PYHKLHA.

5.3 IIpeaxTHHHYHH JaHHH 32 0€30NACHOCT

TepaToreHHoCT
OKCHKOZIOH HAMA e(PeKT BbpPXY PepTHIIHTETA H PAHHOTO EMOPHOHANHO Pa3BHTHE MPH MBXXKH H

’KEHCKH TUTBXOBE B 03K 10 8 mg/kg TenecHo Tero, u He Npean3BHKBa Man(opMalliM MpH IUTbXOBE B
no3u 1o 8 mg/kg v npH 3aiiun B 1031 125 mg/kg TenecHo Terno. Bee nak, npu 3aiuu, korato |
WHAHBKHAYANHHTE PETYCH Ca H3NON3BaHH 32 CTATHCTHYECKA OLIEHKA, ce HabNoaaBa A0303aBHCHMO
yBeJIH4YEHHE Ha MIPOMEHHUTE, CBBP3aHH C Pa3BUTHETO (N0-4YECTO NPH 27 npecakpaneH Npeuien ,
aonbiaHuTENeH YudT pebpa). Korato Te3un napameTpH ca OLIEHEHH CTATHCTHYECKH KATO € H3MONI3BaHO
LSANO0TO KOTWIO, c€ Hab/i04aBa no-4ecTo NpOMAHA caMo NpH 27 npecakpalieH NpeluieH 1 TO CaMo B
rpynata Ha 125 mg/kg — 1030BO HMBO, KOETO /1aBa TEXKH (GapMaKOTOKCHUHH eDEKTH NpH OpeMEHHH
’KHBOTHH,

B npoyuBaHe 3a NEpH- H MOCTHATAJIHOTO Pa3BUTHE Ha IUTBXOBE, MAPAMETPHTE 34 MAHYNHO TEJIECHO
TErJI0 K NPHEM Ha XpaHa ca NoKa3alH NMOHKEHHE NPH 1034 2 2 mg/Kg/NeH B CpaBHEHHE C
KOHTpOAHAaTa rpyna. TeaecHoTo Tero € 6o no-HUCKo NpH reHepaumsaTa F1 ot nibxosere ¢ Maikk B
rpynara Ha no3a 6 mg/kg/neH. He ce orGenssBar edekTH BBpXY MapaMeTPUTE HA (PU3HUECKO,
pedIEKCONOrHYHO H CEH30PHO Pa3BHTHE, HHTO BbPXY MOBEAEHYECKHTE H PENPOAYKTHBHH NOKA3aTENH
npH Maakute ot F1 (NOEL 3a mankure ot F1 € 2 mg/kg/neH Ha 6a3a eekTH Ha TEIECHOTO Tero,
nabmonasanu npu 6 mg/kg/nen). He ca HabnroaaBany epekTH BbpXy reHepaumnsaTa F2 npu kaksaTo
A2 € 1032 B pAMKHTE Ha NPOYYBAHETO.

KapuHHOr¢HHOCT
He ca nposeKJaHH ABITOCPOYHH NPOYYBAHHUA 33 KapLIHHOT€HHOCT.

MyTareHHOCT
PesaynratuTte OT Npoy4BaHUA HH BUTPO H HH BHBO COYAT, Y€ PHCKBT OT OKCHKOAOH MPH XOpa €
MUHHMAJIEH HIH H300L10 OTCHCTBA B CHCTEMHHTE KOHLIEHTPALUHMHK Ha OKCHKOAOH, KOMTO C€ JIOCTHraT

TEPAnCBTHYHO.
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6. PAPMAILEBTHYHH TAHHHU
6.1 CprchbK H3 TOMOIIHHTE BEHIECTBA

Aapo Ha TabaeTkaTa

JlakTo3a MOHOXMUpAT

Xunpomenosa

[Toeunon K30

CreapHHOBaA KMCENTHHA

MarHe3deB cTeapar

KonouaeH 6e€380eH CWIHLIMEB AHOKCH]

[lokpuTHe Ha TabneTkarta
10 mg:

TuranoB auoxcenp (E171)
XUnpoMenosa

Makporon 400
[Tonucopbar 80

20 mg:

[TonuBHBKUAOB ANKOXO0N
Turanos anokcua (E171)
Makporon 3350

Tank

YepaeH xene3eH okcHa (E172)

40 mg:

[IONMBHHUIIOB &IKOXOT
Turanos anokcua (E171)
Maxkporon 3350

Tank

XbaT xenezen okeua (E172)

6.2 HecpBMecTHMOCTH

Henpunoxxumo

6.3 Cpox Ba roRHOCT

3 roAWHHK

6.4 CnennajHn YCJIOBHSAl HA ChXpaHEeHHe

baucmepnu onaxkoexu:
Jla ce cexpansasa non 25°C.

HDPE onaxoexu:
10 mg: la ce chxpandaea noa 30°C.
20 mg, 40 mg: To3u NeKapcTBeH NPOAYKT HE H3UCKBA CMELIHAIIHK YCNOBHA Ha CbXPAaHEHHE.

6.5 Bua H cnALPKAHAE HA ONAKOBKATA

Bauctepuyn onakosku (PVC/AL/PET/xaptus), 3alilHTEHH OT A€lla.
BusoBe ONaKkoBKHU:

10 mg, 20 mg, 40 mg: 1, 20, 28, 30, 50, 56, 60, 98 u 100 TabaeTkn ¢ yaukeHO O
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Brincrephn onakoBky (PVC/AL) B KapTOHEHa KyTHA
Buaose ONaKkoOBKM: |

10 mg, 20 mg, 40 mg: 1, 20, 28, 30, 50, 56, 60, 98 u 100 TabneTku ¢ yAbIKEHO ocBODOKAaBaHeE

Bean, kperau, 3awureny ot aeua HDPE onakosku 3a Tabnetku ¢ PP kanauky.
Bupnose onakosku: 98 u 100 TabneTky ¢ yasmKeHo 0CBODOXKAABAHE |

He BcuukH BHAOBE ONMAKOBKH MoraT aa Obaar rycHaTH Ha nasapa.
6.6 CnenHa/JHH NpeaANA3HH MEPKH NpPH HIXBBPJISHE H paboTa
Hsama cneuyanHy H3UCKBaHKA l
Hucmpyxyuu 3a ynompeba na saugumenu om deya baucmepu.

1. He u36yTBaiite Tabnerkara AHPEKTHO HABLH

2. Otgenete eaHa 6aMCcTepHa KETKA OT JIEHTaTa, KaTo i OTKbCHETE No nepdopauusra
3. BHuMaTeHO OTaeNeTe 3a1HaTa 4acT, 3a Aa OTBOPHTE FHE30TO.

7. NPHUTEXATEJ HA PAJPEHIEHHETO 3A YIIOTPEBA

Teva B.V.
Swensweg 5 -
2031 GA Haarlem
Hunepnannus

8. HOMEP(A) HA PAZPEUIEBRMETO 3A YIIOTPEBA
10 mg - per. Ne 20140166

20 mg - per. Ne 201401638
40 mg - per. Ne 20140170

9. JATA HA TBPBO PAPELIABAHE/TIOAHOBABAHE HA PASPEHIEHHETO 3A
YIIOTPEBA

Jlata na nepeo paspewiasase: 05.06.2014 r.
IlaTta Ha nocneaHo noaHoessane: 19.09.2018 r.

10. JATA HA AKTYAJIHINPAHE HA TEKCTA

03.02.2025
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