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1. HMME HA JIEKAPCTBEHUS MIPOAYKT

Paspewenue Ne

s 69 A6L~79 14-Ui- 104
OkcHian 20 mg TAGNETKH C YTLIKEHO OCBOGOKAABAHE |0 /M oot e
Okcuias 40 mg TaGIeTKH C Y II'BJDKEHO OCBOGOMKIaBAHE ".QQE?EH“E N eeeeeeeeeitinain, ._;..../ .......................... ssnens
Oxkcunan 80 mg Tabnerku ¢ yab/bkeHO 0cBOOOMX1aBaHe

Oxylan 20 mg prolonged-release tablets

Oxylan 40 mg prolonged-release tablets

Oxylan 80 mg prolonged-release tablets

2. KAYECTBEH " KOJIMYECTBEH CBHCTAB

Oxcunan 20 mg mabaemxu c yovaxceno oceoboxcoasare
Enva punmMupana tabneTka ¢ yab/DKEHO 0cBOGOXABaHEe Chabpika 20 mg OKCHKOJOHOB XHAPOXJIOPH
(Oxycodone hydrochloride), exBuBanenren Ha 17,93 mg OkCHKOIOH.

IlomowuHo BelecTBo ¢ u3BecTHO aeiictaue: Coes neuutux 0,105 mg B eHa TabyieTKa

Oxkcunan 40 mg mabnemxu c yovarceno oceoboyucoasarne
Enna ¢punmupana tabnerka ¢ yabikeHo 0cBOOOKIaBaHe cbAbpka 40 mg OKCMKOAOHOB XMAPOXJIOPUA
(Oxycodone hydrochloride), exBuBanenten na 35,86 mg okcHkOIOH.

INomouiHo BewecTBo ¢ u3BecTHO aelicteue: Coes euutun 0,210 m g B €1Ha TabJieTka

Okcunan 80 mg mabnemxu ¢ yovarxceno oceoboxcoasane
Enna ¢punmupana tabnerka ¢ yawmmkeHo ocBo60x1aBaHe ChABpka 80 mg OKCHKOAOHOB XUAPOXJIOPH/L
(Oxycodone hydrochloride), exsuBanenten na 71,72 Mg OKCHKOJIOH

[TomoluHO BewecTso ¢ u3BecTHO aelicteue: Coes newwtun 0,525 mg B €Ha TabJieTka
3a MbJIHUSA CITIUCHK HA MOMOLLIHUTE BELLIECTBA, BWXKTE TOYKA 6. |

3. JEKAPCTBEHA ®OPMA

DuiIMHpaHH TabNEeTKH ¢ YABIHKEHO 0CBOGOMKIaBaAHE

Okcunan 20 mg mabaemxu ¢ yovaxiceno oceoboxcoasane
bieaopo3oBu, Kpbriu, ABOWHO U3MbKHAIH (¢unMupaHu TabneTku.
Juamersp: 5,1 mm

Jlebenuua: 3.8 mm

Oxcunan 40 mg mabnemxu ¢ yovaxicerno oceoboxycoagane
bexoBu, Kpbriu, ABOMHO U3MbKHAJIH (pUnMUpaHu TabNeTKu.
HuameTsp: 7,1 mm

Hebenuna: 4,7 mm

Oxcunan 80 mg mabnemxu c yovaxiceno oceoboxcoasane
bienosenenu, Kpbriu, BOHHO U3MBKHAIH ¢unMupanu Tabnerkw.
Huamersp: 11,1 mm

JleGenuna: 4,7 mm




4. KJIAHAYHH TAHHH

4.1. TepaneBTHYHH NOKA3aAHHUA
OkcuiiaH € nokasaH 3a JieueHHe Ha CHJTHa 60J1Ka, KOSTO MOXe Ja Ob/ie MOBJIMAHA B 10CTaThYHa CTEMNeH
€IMHCTBEHO C OMUOUIHH aHAJITETHLH, TIPH Bb3PAaCTHH U IOHOLIH (Ha U Haj 12 roauuHm).

4.2 Jlo3MpoBKAa H HAYHH HA NPHJIOKEHHE

o3upoBka

JlozaTa 3aBuCH OT cunata Ha GonkaTa M HMHAMBHMIYaJHATA YYBCTBMTEJIHOCT HA MALMEHTA KbM
JICYEHHUETO.

3a 1034, KOMTO HE Ca OCBHUIECTBUMH C Ta3H KOHLIEHTPALMA, Ca HATHYHH JIEKApCTBEHH MPOAYKTH C

JAPYTA KOHUEHTpPAaLUH.

[IpenopbuBar ce ceaAHUTE OCHOBHH MPHHLMITH HA 03MPOBKA:
Bb3pacTHu 1 WHOIIH HA 12 rogMHHA H NoBeye

Tumpupane u pezynupane na dozama

ObuualiHaTa HavanHa 103a 3a MAaLMEHTH, KOMTO 10 MOMEHTa He ca NEKyBaHW ¢ onuatu, € 10 mg
OKCHKOZIOHOB XHIPOXJIOpHA, MpHIOXKeH npe3 12 yaca. [lpu Hakoun GOMHU MOXKE Na ce MOCTUrHe
TE€paneBTUYEH e(eKT OT MpuaraHe Ha HayajlHa 103a OT 5 mg, 3a /1a ce CBeJIE 10 MHHHMYM NOsABAaTa Ha
HEXENaHHu eeKTH.

[1lpu nauueHTH, KOUTO Beue ca TPETHPAHH C ONMUATH, JICYEHHETO MOXKE J1a 3aMo4YHe C MO-BUCOKH J03H,
K4aTo C€ MMa MpEeABHI ONWTA UM OT MpHJIaraHe Ha NMpeaLlecTBally TEPANUU ¢ OMHOW/IM.

IIpemunaearne om mopghun Kom oxcuxooon

MHauBHAyanHuTe BapHaLlid M3WCKBAT MPH BCEKH MALMEHT 103aTa BHUMATEIHO Ja ce TUTpUpa 1o
noaxoasiiaTa no3a. B HauanoTo Ha npoMsHaTa ce NMpenopbLYBa MO-HHCKA OT EKBMBAJIEHTHATA /1034,
[laumenTH, KouTo nNpeau ToBa ca GUIM Ha MEPOPATHO JICUEHHE C MopduH, TpsabBa na ce nekysart c

AHEBHA 11033, Oa3upaHa Ha C/IeJHOTO ChbOoTHOLIEHHe: 10 mg NepopajieH OKCUKOLOH € €KBUBAJIEHTEH HA
20 mg nepopajieH MOP(HH.

[lopaan MHAMBHOYaNHU pa3vuMs B YYBCTBHTENHOCTTA KbM Pa3jIi4HH ONMHOUIH, NPENOPBYHUTEIHO €
MAaUMCHTHTE N4 3aMOYHAT KOHCEPBATUBHO JieueHHe ¢ OKcHaH TabNeTKH ¢ yAbIKEHO 0CBOGOMK1aBaHE
CJICA ICYCHHE C IPYTH ONMUOUH, C 50-75 % oT kanKy/IMpaHaTa 103a OKCHKOJIOH.

Cnen yBenuyasane Ha nosara ot 10 Ha 20 mg, MPUETH Ha BCEKHW 12 yaca, TUTpUpaAHETO Ha A03aTa
TpsAOBa 1a ce U3BBPLIBA MOCTENEHHO C OKOJIO €aHA TpeTa OT AHEeBHaTa no3a. llenra e onpenensiHe Ha
cneuupuYHa 103a 3a MaLHeHTa, KOATO NpH ABYKPATHO OHEBHO MPHIIOKEHHUE TMO3BOJIABA aJI€KBATHO
00€e300s19BaHe NPH HAJIMYME HA OHOCHMH HEXETaHH e(peKTH U U3MOJI3BaHE HA BB3MOMKHO HaM-MaJIKoO

AOMBIIHUTENIHO MOMOWHO 00€300/14BalIO JieueHHe, 3a HEOOXOAMMOTO Bpeme OT npujaraHe Ha
aHaJIreTUYHA Teparus.

[Ipy noBeueTo MaUMEHTH € AOCTATBLYHO MpWIAraHe Ha €JHAKBHM IO3M HA JIEKapCTBEHHUS MPOAYKT Ha
Bcekd 12 4yaca no ¢ukcupaHa cxema (eaHa W chblia 103a CyTpUH W Beuyep). Ilpu Hsakou GonHu e
BBE3MOXKHO MOCTHraHe Ha NOo-100bp e(EeKT NpU HEPAaBHOMEPHO pasnpenessHe Ha no3ute. [1o MPUHLIMII,
TpAbBa na ce u3bGMpa Haii-HMCKaTa e(eKTHBHA AHAIreTHYHA 103a. 3a JleYeHWe Ha_OonkKu npw
n00pokayecTBeHH 3a00/sBaHUs OGUKHOBEHO € AO0CTaThuHa 103a oT 40 Mg, BEH HONBHCT ,uoan
MoOraT Aa ce okaxaT HeoOxoaumu. IlauneHTH ¢ 6okl npu 30kauecTBeHH 326 OSOIBE
HY>KAaAT oT 103M ot 80 1o 120 mg, kouTO B OTAEHH Clly4yad Morar aa obaé
AKO ca HEOOXOIUMH OLLE NMO-BUCOKH [03M, 103aTa TpsAdBa na ce onpene

Oanancupa epuKacHOCTTa C MOHOCHMMOCTTA U PHCKa OT HexXeJlaHH e(eKTH.




[lpy Hsaxkon naumeHTH, KOMTO mnpueMar OkcuiiaH TaONeTKH C YAB/DKEHO OCBOOOXJaBaHE MO
ofnpenesieHa cXeMa, € HeoOOXOAUMMO M3MOJI3BaHE HA aHANreTHLU ¢ OBp30 0cBOOOXIaBaHE C OrJie] Ha
OBJlafisiBaHe Ha Oosika M3BbH KOHTpPoJ. OkcuiaH TabNEeTKH ¢ YIBIDKEHO OCBOOOXIaBaHE HE ca
MOKa3aHH 3a OBJIaJABaHE Ha OoCTpa Oosika W/uiaK O0nKa U3BbH KOHTpO. EqHOKpaTHaTa M3Mos3BaHa B
T€3H Cllyyau 103a He TpAOBa na Obae nmo-Bucoka oT 1/6 oT npuiaraHata o6e30o0/saBala qHEBHA 1034
Ha OkcunaH TabjleTKH ¢ YAB/DKEHO ocBoOOknaBaHe. M3mosn3BaHeTo Ha JIEKapcTBOTO ¢ OBp30
ocBoOOXKaaBaHe MoOBeYe OT JiBa IMbTH AHEBHO € [MoKasaresa, 4ye ao3ata Ha OKcujaH TabneTku ¢
YyAB/KEHO 0cBOOOXKAaBaHe TpAOBa aa ce nosuiuM. JlozaTa He TpsAOBa Aa ce TUTPUpA MO-YECTO OT €AMH
MbT Ha 1-2 1HM, 10 onpefesisHe Ha CTaOMJIHO ABYKPATHO JHEBHO MPHJIOMKEHHUE.

HAYHUH HA ITPHJIIOXEHHUE

[lepopanna ynorpeba.

Tabnetkure ¢ yawbmkeHo ocBoOoO)knaBaHe TpAOBa /a ce MpUemMaT LEIH ¢ JOCTaThbYHO KOJIMUYECTBO
TE€YHOCT.

Te He TpsOBa na ce AbBYAT, YYNAT WK CTPUBAT.

Tabnetkure ¢ yab/pkeHO OcBOOOXAaBaHe MOXKE Jla C€ MPHUEMAT 0 BPEME Ha WJIM HE3aBMCHUMO OT
XpaHEHUATA.

HBJ]H HA JICYCHHECTO H NPEYyCTAHOBABAHE

[Ipenu 3anouBaHe Ha neyeHue ¢ OkcunaH TablieTkM ¢ yIDKEHO OCBOOOXIaBaHe ¢ NnayyeHTa TpsadBa aa
ce o0ChaAM cTparerus 3a JIEYEHHE, BKJIIOYHMTENIHO NPOAB/DKHTENHOCT Ha JIEYEHHMETO M LE/IM Ha
JICYEHHETO, KAKTO M CXEMA 32 MPEYCTaHOBABAHE Ha JICYEHHETO, B ChOTBETCTBHE C PbKOBOJICTBATA 34
neyeHue Ha Oonka. [lo Bpeme Ha JieueHHeTo TpaOBa /1a ce OCHIIECTBABA YECT KOHTAKT MEXLY

JIeKaps M NMaLMEeHTa, 3a J1a CE OLEHHU HY)KJaTa OT MPOABb/DKHUTENIHO JICYEHHE, Na ce OOMHCIH
MpeyCTaHOBABAHE M J1a C€ KOPUIrUupar J03uTe, ako € HeoOxoaumo. KoraTo 1aaeH nauueHT Beye

HAMa HY>KZa OT JIEYEHHUE C OKCHUKO/IOH, MPENopbYBa ce NocTeneHHO HaMaJisBaHe Ha 03aTa, 34

J1a Ce MpeOTBPATAT CHMIITOMH Ha oTHeMaHe. [Ipu nunca Ha noaxoasi KOHTPOJ1 Ha OosKara

TpsOBa 1a ce OOMMCIIM Bb3MOXKHOCTTA 3a XHNepaire3us, TOJEPaHC U MPOrPeCHs Ha OCHOBHOTO
3a00/15BaHe (BXK. Touka 4.4).

IIpoABLIKHTEJIHOCT HA JIEYEeHHETO

OkcuiiaH TabNeTKH C yAB/DKEHO ocBOOOKIaBaHe He TPAOBa Aa Ce MpUeMaT Mo-ABJIro, OTKOJKOTO €
HE0OXO0IMMO.

Cneyuannu nonynayuu

IlanueHTH B cTapyecka Bb3pacT
OOMKHOBEHO, MNpPH MALMEHTH B HanpeaHalla Bb3pacT, 0e3 KIMHWYHKM JIaHHH 3a  HapyllieHa
yepHoApoOHa u/unu 6bOpeuHa GpyHKILMS, HE Ce Hajlara TUTpUpaHe Ha /103aTa.

ITanueHnTH ¢ yBpeaena 0b0peuHa HiH YepHOAPOoOHA PYHKIHA
Havyannara Tepanus TpsaOBa ja ce mpuiara BHUMaTeJHO NMpH TakuBa nauveHTH. [IpenopbunTenHara
MbpBOHAYaJIHA 1034 MPH Bb3pacTHU TpaOBa na 6wae HamaneHa ¢ 50% (Hanp. ToTajHa qHEBHA 71034 OT
10 mg npyv mauMeHTH, HENEKyBaHM [0 MOMEHTa ¢ onuaTtu). JlekapcTBOTO ce THTpUpa NpPH BCEKH
OT/I€JIEH MALMEHT, 3a 1a C€ MOCTHUIHE 33/10BOJIMTENIHO HaMaslsiBaHe Ha OoJikaTta choOpa3eHo ¢ Heropara
KJIMHHYHA cuTyauds. CneaoBaTelHO € Bb3MOXHO, HaW-HMCKara eaHokpaTHa no3a ot 10 mg,
npenopbuyada B KXII, na He e noaxoasua karo HayanHa ao3a. B Te3u ciayyan mMorke aa ce v3nos3sa
Okcusad TabJIETKH ¢ YABHKEHO OCBOOOX1aBaHe OT 5 mg. :

JIpyru puCcKOBH NMaNHEHTH
[Ipy nauMEHTH ¢ HUCKO TEJIECHO Terjo WM CbC 3a0aBeH JIeKAapCTBEH MET
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€AHOKpaTHa 103a oT 10 mg, npenopruana B KXI1, na He e nmoaxoasiuia kaTto HauyajiHa 103a. B Te3w
CJly4au Moxe Nia ce u3non3pa OKCHIaH TablIeTKH ¢ yAB/DKEHO 0CBOOOKAaBaHE OT 5 mg.

Ileouampuuna nonyrayun
Onuoauture TpsabBa fa ce npuiarat camo NMpH TOYHO OMNpPEaEC/ICHU NMOKa3aHUs U J1a C€ MPeaAnUcBaT OT
CIMCLIHATHCT C OITHUT B JICYEHUETO Ha CHJIHA OOJIKA MpH Jelia, KaTo ce OLeHSBAT BHUMATEIHO MOJI3UTE U

PUCKOBETE.

dena noa 12 rogunmu
Bce owe He ca ycraHoBeHu Ge3onacHocTTa M edukacHOCTTa Ha OKCHIAH TaGaeTKH C YIBJIKEHO

ocBoOOXkAaBaHe npu aeua noa 12 rogunu. Hama HaMYHM 1aHHM.

4.3

IlporuBonokazanus

CBPBXYYBCTBHUTEHOCT KbM OKCHKOAOH, COfi, QBCTBLUH WIIM KbM HAKOE OT MOMOLIHHUTE BEIIECTBA,
U30pOeHU B T. 6.1

OKCHKOIOH He TpsA6Ba J1a Ce U3M0J13Ba B CUTYALIMH, B KOUTO OMHATHUTE Ca [MPOTUBOIOKA3aHH:

4.4

TE€XKa peCcnHpaTopHa eNpecus ¢ XMIMOKCUS W/WITH XUTIepKaTHUS
MOBHIIIEHO HUBO HA BBIVIEPOJIECH JUOKCH/I B KPHBTA

TeXKKa XpOHHYHA 00CTpyKTUBHA OenoapobHa Gosect

KOp IMyJIMOHaJIe

TeXXKa OpOHXHaJIHa acTMa

NnapajiuTHYEH Ueyc

OCTBP KOpeM, 3a0aBeHO U3Mpa3BaHe Ha CTOMAaxa

Cnennajnn npexynpexienus u npeqnazun MEpKH NpH ynorpeba

JIexapcmeenuam npodykm mpabea oa ce npuiaza ¢ nOBUUIEHO 6HUMAHUe Npu.

@

MalKHEHTH B CTapYeCKa Bb3PacT UIIH U3TOLLEHHU GOJTHH,

TAlMCHTH C TEXKKO yBpexaaHe Ha Oennre npobose, yepHoapoGHaTa MK ObOpeyHa pyHKLMH,
CHH/POM Ha LEHTpaJIHa ChbHHA arHes,

MUKCEIEM, XUITOTHPEOUIUIBM,

CBMIBTCTBALLA YNOTpeda Ha CPeACTBa, MOTUCKALIM LIEHTPAIHATA HCpBHa CHCTeMa (BXK. MO-40NY M
TOuYKa 4.5),

Oonect Ha AMCOH (apeHOKOpTHKAJIHA HE10CTaTbYHOCT),

OOJIHM C TOKCHYHA MCHUX03a (Hanp. BcnencTeue ynorpeba Ha aJIKoXxoJ1),
XMNEPTPO(HUs Ha MpocTaTHATA *Jle3a,

aNIKOXOJIU3bM,

H3BECTHA 3aBUCUMOCT KbM OTNMUOUIH,

JICKapCTBEHA 3aBUCHMOCT, 3/10yNnoTpeda ¢ lekapcTBa HilM aKoXoll,
NEJIMPUYM TPEMEHC,

HapaH;iBaHE Ha riaBarta, MOBUILEHO BbTPEUYEPENHO HAJIAraHe,
HapyuUICHO Ch3HaHHE MO0 HEM3BECTHA NMPHYHUHA,

XHIOTOHHS,

XHUIIOBOJIEMMUS,

CIHICHTHYHO HApYLICHHE WK NPEAPA3NOIoXKeHHe KbM KOHBYJICHH,
[MaHKPEaTHT,

3a00J19BaHUs HAa HUTHYHUTE MbTHLIA, )XJTbYHA WK ObOpeyHa KouKa,
OOCTPYKTHBHM MM MH(EKLIHO3HHM MHTECTHHAIHMN 3a0onsaBaHus,
LIMPKYJIATOPHH HapyLIEHHS,

MALMEHTH, KOUTO npuemat MAO nHXMGUTOpPH (BXK. MO-10MTY K TOUKa 4.5).




[lpy nosBa Ha WJIM CbMHEHHE 3a MAPAJHTHYEH HJIEYC, JICUEHHMETO C OKCHKOIOH TpsAOBa 1a ce
MpeycTaHOBHU He3a0aBHO.

Pecnupamopna oenpecun

[loTUCKAHETO HAa AMLLAHETO MPEACTaB/IABA HAM-3HAYMTE/IHUAT PUCK NMPH NpUJaraHe Ha NPEKOMEpPHH
KOJIMYEeCTBAa Onuatd, TpsAbOBa na ce npocneasBa auxarenHara yHkuus. OcobeHO BHUMaHHUE ce
MU3UCKBA MPH NALMEHTUTE, HW3OpPOEHH MNOo-rope, Thi KAaTO Te€ MOXE Ja Ca MMO-YYBCTBUTEIHH KBbM
pecnupaTopHa Jernpecus.

Huxamennu napyuienus no épeme Ha CoH

Onvouaure Morar Ja NPUYHHAT AUXAaTe/IHM HAPYLUEHUS M0 BPEME Ha CbH, BKJIIKOYMTETHO

neHTpajiiHa cbHHa anHes (LICA) u xunokcemus no Bpeme Ha CbH. Ynorpebara Ha ONMOUAM MOBUILIABA
pucka or LICA no po3o3aBucuMm HaudH. Ilpu nauueHTH, kouto B MoMeHTa ctpanatr ot LICA,
obMHCIeTe HaMaiaBaHe Ha 00LaTa 103a ONMHOU/IH.

Puck npu eonoepemenna ynompeba Ha ceoamueHu Jekapcmea, Kamo 0OeH3o0uazenunu unu
nOOOOHU HA MAX 1EKAPCMEEHU RPOOYKMU

EnnoBpemenHara ynorpeba Ha OKcuiaH TabNeTKH € YABIHKEHO OCBOOOXKIAaBaHEe CbC CEOATHUBHM
JeKapcTBa, Kato OeH30aHa3enuHN WIK NOJOOHH Ha TAX JIEKApCTBEHHU MPOAYKTH, MOXE Ja JIoBelie 10
celalus, pecndpaTopHa jaenpecus, koma ¥ cMbpT. [lopaau Te3u puckoBe, ceaTHUBHU JIEKAPCTBEHH
MPOAYKTH TpsOBa a ce MpeanucBaT caMO Ha MaLMEeHTH, NMPH KOUTO HEe ¢a Bb3MOXKHH aJITEPHATHBHH
Tepanuu. AKO ce B3eMe pelueHue aa ce npeanuue OkcunaH TableTKH ¢ Yb/DKEHO 0CBOOOXAaBaHe
€IHOBPEMEHHO CbC CEJAaTUBHHU JIEKAPCTBEHU MNPOAYKTH, TpsabBa 1Oa ce M3MoJ3Ba HaW-HUCKaTa
e(deKTUBHA 1032 U NMPOAb/DKUTEIHOCTTA Ha JieueHHe TpsAOBa Ja € Bb3MOXKHO Hai-Maika.

[TauuenTure TpaOBa na Obaar mpocieasBaHd BHUMATEHO 3a MOSBAa HA NMPU3HALM M CUMIITOMH Ha
pecnupaTropHa Jernpecus W ceaalius.

BbB Bpb3Ka € TOBa c€ MpenopbYBa HACTOATENIHO, MALMEHTUTE M XOpaTa, KOMTO Ce IPHXKAT 3a TAX, Ja
ObaaT OCBEIOMEHHM 3a T€3U CUMNTOMH (BXK. TOouka 4.5).

Haobvbpeuna nedocmanroynocm

OnuMoMIHUTE aHaNreTHUM MMOHAKOra Morat Ja NpUYMHAT oOpaTtuMa HaaOLOpeuHa HENOCTaThYHOCT,
W3MCKBallla NPOCJIeAsBaHE U 3aMECTUTEJIHA Tepanus C MIIOKOKOPTHKOMAW. CHUMITOMHUTE Ha OCTpaTa
WM XpOHH4YHA HaaObOpeyHa HeOCTaThYHOCT MOXKE J1a BKJIKOYBAT HArp. ocTpa abjoMuHanHa 6oJika,

rajieHe ¥ NOBpbLLUAHE, HUCKO KPBbBHO HAJISiraHe, MpeKajieHO U3pa3eHa YMOPSIEMOCT, HaMaJleH areTHT H
3aryba Ha TerJio.

MAO unxubumopu

OKCUKOJIOH TpAOBa aa ce npujiara BHUMATENHO MPH NauuMeHTH, npuemaiii MAO HHXHOMTOPH, WIH
KOUTO ca Ouam nekyBaHi ¢ MAO uHXUOUTOpPH Npe3 nociaeIHUTE ABE CEAMHILH.

Tabnerkure OkcunaH ¢ yaAbDKEHO OCBOOOXKIaBaHE KMAT IMbPBHYEH MOTEHLHAJ 3a 3aBUCHMOCT.

[IpoabmxuTenHara ynorpedba Ha tabnerkure OKcunaH ¢ yab/KeHO OCBOOOXKIaBaHE MOXKE [1a JOBEME
no ¢usuuecka 3aBucHMMOCT. [Ipu BHe3anHO mNpekpaTsBaHe Ha TepanusaTa MOXe Ja ce Habmonasa
CHHAPOM Ha oTHemaHe. [lpenopbuuTenHO €, KOraTo MaUMEHTBHT BeY€ HAMA HYXKIAa OT Tepanus ¢
OKCHKOJIOH, 103aTa Jla C€ HaMaJIu MOCTEINEeHHO 3a Ja ce U30erHaT CHMNTOMHM Ha OTHEMaHe.
CumMnTOMHTE Ha OTHEMaHe MOrar Aa BKJIIOYBAT MpO3fABaHE, MUApHA3a, JIAKPUMALMA, PHHOpES,
TPEMOPH, XUITEPXHAPO3a, TPEBOKHOCT, Bb30yaa, KOHBYJICHH, O€3ChbHHE U MHAJITHSL.

Xunepanze3un

MHoro psaako moxe aa ce HabaoaaBa Xunepanre3us, KOSITO HE Ce TMOBJIMABA
J03aTa OKCHKOJOH, 0COOEHO MpH rojieMu A03H. B TakuBa cnyyam Moxe /a ce H
n03aTta Wi MIpEMUHABaHEe KbM Teparnus ¢ JApyr onuar. |

Pazcmpoiicmeo, ovdicauio ce Ha ynompebama na onuouou (3noynompeba u



Moxe na ce pa3sBHAT TOJEPAHTHOCT U (pu3HUecka W/WIM NCHXWYHA 3aBUCUMOCT TMPH MHOIOKPaTHO
NPUJIOKEHUE Ha ONMUOUJIU, KATO OKCHUKO/IOH.

MHorokpatHaTta ynorpeda Ha OkcuiaH TableTKH ¢ YAb/IKEHO OCBOOOKIaBaHe MOXKE Aa A0Bede 10
pa3cTpOMCTBO, AbKallo ce Ha ynorpebara Ha onuvouan (Opioid Use Disorder, OUD). ITo-Bucoka
1032 U NMO-rojsiMa MpOAB/DKMTESTHOCT Ha JICYEHUETO C OMUOMA MOXKE /1a YBEJIMYAT PUCKA OT pa3BUTHE
Ha OUD. 3noynorpebara wim ymuuuieHaTa HenpaBuiHa ynotpeda Ha OkcuiiaH TabJIeTKH ¢ YABIDKEHO
OCBODOXJaBaHe MOXe Ja J0BeJe N0 MNpeno3upaHe W/uian cMbpT. PucksT oT passutue Ha OUD ce
yBe/iH4YaBa MpH NALMEHTH C JIMYHA WIM (QaMWiIHa aHaMHe3a (Ha poAMTENIM MU Opars/cecTpH) 3a
pa3CTPOMCTBO, AB/DKALLO Ce€ Ha yrnorpedara Ha BellecTBa (BKJIKOYHMTENHO 310ynoTpeda ¢ ajikoxo),
NpH MaUKWEHTH, NMOHACTOALUEM H3MOJI3BAIUM TIOTIOHEBH MNPOAYKTH, WIM NpPH MaLMEHTH C JIMYHA
aHaMHe3a 3a JIpyru NCHXWYHH pa3CTPOMCTBa (Hamp. Te)KKa AErNpecHs, TPEBOXHOCT W JIMYHOCTHH
pa3CcTpOHCTBA).

[Ipean 3anousane Ha nedeHue ¢ OkcuiaH TabNeTKH ¢ yABDKEHO OCBOOOXIABaHE W MO BPEME Ha
JeYeHUeTo, € mnaudeHra TpsAOBa na Obaar oOCBAEHH LIEJIUTE Ha JIEYEHHETO M CXeMa 3a
npeycraHoBsBaHe (BX. Touyka 4.2). [Ipeau u no Bpeme Ha eueHHETO, NMALMEHTHLT TPAOBA CBLLO TaKa
na 6bae uHbopMupaH 3a puckoBete U npusHauute Ha OUD. IMauuentsT Tpsa6Ba n1a 6bae NOCHBETBAH
J1a Ce CBbPIKE CbC CBOs JIEKap MpH MosABa HA T€3HW NMPU3HALIH.

[Ipy nauMeHTHTE LUE C€ M3MCKBA Hab/OAEHHMe 3a MPU3HALIM Ha MOBEJEHHE, CBbP3aHO C MOBHILEHA
MOTPEOHOCT OT JIEKapCTBOTO (Hamp. TbpceHe Ha HA4YMH 3a TPEXKIEBPEMEHHO NpPUAOOMBAHE Ha
JiekapcTBOTO). ToBa BK/IKOYBA YCTAaHOBABAHE HA  Ha CBHIBTCTBALA yrnoTpeba Ha OMUOMAM M
CUXOAKTUBHHU BelleCTBa (KaTo OeHzoauasenuHu). [Ipu naumeHTH ¢ npusHaum ¥ cumnroMud Ha OUD
TpsOBa na ce OOMMUCIIM KOHCYJITALHA ChC CMELIUAIUCT MO 3aBUCUMOCTH.

3noynompeba c napeHmepanHo RPUIOICEHUE
3noynorpedarta ¢ nepopajsiHu JeKapcTBeHH (OPMH, NMPUIOKEHH MapeHTePaTHO, MOXKeE 1a J0BEE [0
CEPHO3HH MOCIEACTBHSA, BKJIKOUYUTETHO CMBPT. |

|
Tabnerkure ¢ yabmkeHo ocBobox1aBaHe TpsOBa a ce MOMTBILIAT LM M [a He ce YyMAT, CTPUBAT,
WK AbBYaT. [IpUeMBT Ha CYYNEHH, CTPUTH WIIM CABBKAHM TaGJETKH C YABIKEHO OCBOGOXKIaBaHE

BOIH 10 Obp30 oTAensHe W abcopOums HA MOTEHUMATHO CMBPTOHOCHA J03a OKCHKOZOH (BX. TOYKA
4.9).

Xupypzuunu unmepeenHyuu

Tl karo omuaTWTe MNOHWXKABAT YpEBHaTa MOTOPUKA, TabneTkure OKCHIAH C  YABIDKEHO
ocBoOOX/aBaHe He TpsAOBa na ObAaT NpuIaraHu clie] KOPEMHH ONEpaLMH MpeaH JeKapsaT [a ce e
yBEpHJI, Y€ 4peBHaTa (QyHKUMs € HopMmanusupaHa. He ce npenopbuBa ynortpebata Ha Tabnerku
Oxkcunal ¢ ynbmkeHo ocsoboxaaBaHe 12 1o 24 yaca npeau WM clie[, XUPYpPrudHu npoueaypu. B
3aBHCHMOCT OT BHJa M CTEMNEeHTa Ha XHPYpruyHara rnpoueaypa, u3bpaHHs METOA Ha aHecTe3wd,
CBMBTCTBALUMTE [APYrH MEAMKAMEHTH M HWHOWBHMAYAJIHMA CTaTyC Ha MalMeHTa, BPEMETO 3a
NOCTONEpPaTUBHO NpHiaraHe Ha TabnetkuTe OKCHIaH ¢ yABIDKEHO OCBOOOXKIaBaHe TpsabBa na ce
Omnpeae)is Ciel BHUMaTe/lHa MPeLeHKa Ha 110/13aTa U PUCKa BbB BCEKH OT/IENIEH CITyyai.

AKO € NMOKa3aHO JOMbIIHUTENHO JIeYeHHe ¢ OKCHKOJOH, 403aTa TpsabBa fa Obje aganTHpaHa CIpAMO
HOBHUTE NMOCTONEPAaTUBHU U3UCKBAHUS.

CneunanHo BHHMaHue TpsaGBa na ce OOBbpHE, KOraTo OKCHKOMOH C€ M3MO/N3Ba MPHU NAalHEHTH
noaJiarallld c€ Ha 4peBHH onepauuu. [loctonepaTiBHOTO NpHIOKEHHE HA OMMOMAM CE MPENOPbYBA
CaMo B CJly4YauTe, B KOUTO YpeBHAaTa PYyHKILIMS € HAITBJIHO Bb3CTAHOBEHA.

[lpenoneparuBHata 6Ge3onacHocT Ha Tabnerkure OKCHIAH C YIABIDKEHO OCBOOOMKIABAHE HE e
YCTaHOBEHA M CJIE10BATE/IHO NpeioNiepaTHBHATA YNoTpeba He € MpenopbYHTEHA.

Onuonaure Morar ja MOBIMAAT XHIIOTAIaMO-XHNOMH30-aAPEHATHATA WIIH ¥
roHaaHara ocu. Moxe na ce HabnogaBaT NMOBMILIEHHW CTOMHOCTH HA IR
NOHHXKEHH CTOMHOCTH Ha MJIa3MEHHUTE KOPTH30JI M TeCTOCTEPOH. Tezn xopmdy
C€ NPOABAT C KJIMHUYHHU CUMITTOMM.



ITayuenmu c mescko 4epHoopobHO yepexcoane
[laupeHTHTE ¢ TEXKO YepHOAPOOHO yBpexaaHe TpsAOBa na ObJaT BHUMATEIHO HabJIIOAaBaHH.

Xenamobunuapru HapyweHun

OKCHKOAOH MOXe J1a Npe3BHKa HapylleHHe Ha QyHKuMsATa M cna3bM Ha chuHkrepa Ha Oddi, koeto
MOBHILIABA MHTPAOMJIMADHOTO HANAraHe M yBeJWuYaBa pUCKa OT MOfABAa HA CHMMITOMH OT CTpPaHa Ha
HITBYHUTE NbTHILA W naHkpeaTuT. llopanu ToBa OokcHMkOAOH TpsbGBa Aa ce mpuaara ¢ MOBHLIEHO
BHMMAHHE MPH MALMEHTH C MaHKpeaTUT U 3a00JIIBaHHUA Ha XITBYHUTE THTHULLA.

Ankoxon

[Ipu enHoBpemenHa ynorpeba Ha OKCHIIaH M aJIKOXOJ HEXeNaHUTE peakLMi Ha OKCHIaH MOXe J1a ce
yBenuuar. EnHoBpeMeHHaTa UM ynorpeba TpsabBa na ce usbarea. Oxcunan TpsaOBa aa ce npuiara
H3KJIFOYHTETHO BHUMATEJIHO MPHU NMALMEHTH C aHAMHE3a 3a 3/10ynoTpeda ¢ anKoXoJl ¥ JIEKapCTBa.

Honunz npedynpexcoenue
Ynorpebara Ha OKculaH MOXKe 1a J0BeIe 110 MOJIOKHTEIHH NPOOH MPH JOMHMHT KOHTPOI.
Ynompebama na Oxkcunan kamo cpedcmeo 3a donunz modice da 6v0e onacna 3a 30pagemo.

Heua

OxcunaH TabJeTKU C yIb/keHO 0cBOOOJK/1aBaHe HE € MPOyYBaH MpH Jeua noa 12-roauiuxa Bb3pacT.
bezonacHocTTa M eukacHocTTa Ha OKCHMIaH TabJIETKH ¢ YIB/DKEHO OCBOGOXKIABAHE HE Ca TOKA3aHM
MpH Ta3u nomynauus. Ynorpebara Ha Okcunan TabNeTkH ¢ YABDKEHO 0CBOGOMIaBaHe MPH Aela Mo
12-roauiuHa Bb3pacT He € NpenopbYMTENHA.

Hatpuii
ToBa nekapctBo cwhabpxka mo-manko or 1 mmol Harpuii (23 mg) BbLB BCsAka TabyieTka, T.e.
MPAKTHYECKH HE ChAbpPKa HATPHH.

4.5 BsaumopeiicTBHe ¢ APYIrH JIeKAPCTBEHH NPOAYKTH H APYIrH (POPMH HA B3aHMOJEHCTBHE

AJIKO0XO0.J1

AJIKOXOTBT MOXeE J1a YCHIIH papMaKkoqMHaMHUHUTE edekTH Ha OKCHIaH. EnnoBpemenHaTa ynorpeba
TpsOBa 11a ce u30srea.

CpeacTrBa, NOTHCKAIH HEHTPAJIHATA HEPBHA CHCTEMA

[Toruckawmsar epexr Bbpxy LIHC moxe na ce ycunu [MPH CBITBTCTBALA TEPAITHs C JIEKApCTBa,
nosausaBawy LIHC, kaTo cenaTMBHM MeMKaMEHTH, XHITHOTHLIM, AaHTHIICUXOTHLIH, AHECTETHLIH,
(heHOTHA3UHH, HEBPOJIENTHLIH, AHTHIENPECAHTH, MYCKYJIHH peJlakCaHTH, aHTUXHCTAMHHOBH
JICKApCTBCHH CPEACTBA, AaHTHEMETHLIM W IPYTH OMHOMIH, KOUTO MOXKE J1a YCHJIAT HEXETaHHUTE
JICKApCTBEHH pE€aKLHH, MO-CNELMATHO NMMOTUCKAHETO HA JMIIAHETO.

ChIbTCTBALIOTO MPHIOKEHHE HA OKCHKOMOH ChC CEPOTOHHHOBH JIEKAPCTBEHH NPOAYKTH, KaTo
CEJIEKTMBHH HMHXHOMTOPH Ha oOpaTHOTO 3axBawaHe Ha cepoToHMHa (SSRI) WM cenexTHBHH
MHXHOMTOPH Ha 0OpaTHOTO 3axBalllaHe Ha CEPOTOHHH-HOPAAPEHATHH (SNRI), moxxe na npeausBuka
CEPOTOHHHOBA TOKCUYHOCT. CHMITTOMMTE Ha CEPOTOHHHOBA TOKCHYHOCT MOKE 14 BKTIOYBAT MPOMEHH
B TNCUXWYHUA cTatyc (Hamp. BB30yja, XaMlOLUMHALMM, KOMa), aBTOHOMHA HECTaOMIHOCT (Hanp.
TaXMKapAus, NaOWIHO KPBBHO HaJlsiraHe, XWIEPTEPMHs), HEPBHOMYCKYJIHH HapyLueHus (Hamnp.
XUneppepeKcus, 1nca Ha KOOPAWHALMA, PUTHIAHOCT) W/HIH CTOMALUHO-YPEBHH CUMIITOMH (Hamp.
rajieHe, NoBpbuLIaHe, aAMapus). OKCUKOAOH TpAOBa a C€ M3MO0J3Ba ¢ MOBUILECHO BH OXe Ja

CenaTHBHH JIeKapCTBEHH NMPOAYKTH, KATO GeH30AHA3ENMHH HJIH MOI0
NPOAYKTH



EnHoBpeMeHHaTa ynoTrpeba Ha ONWOMAM CBC CEJAATHBHHM JIEKAPCTBEHHW TMPOAYKTH, KAaTO
OeH30/1Ma3enHU WIKM NoAOOHHM Ha TAX JIEKAPCTBEHW TMPOAYKTH, MOBMIIABA PHUCKAa OT ceaalms,
pecrnupaTopHa A€npecHsa, KoMa M CMBPT nopaaud aautuBHuAa notuckaul [IHC edexr. Jlo3ara u
NPOABJDKMTEIHOCTTA Ha €IHOBPEMEHHOTO NieyeHHe TpAOBa na 6baar HamaneHu (Bx. T. 4.4).

AHTHXO/IHHEPTHYHHTE JIEKAPCTBEHH MNPOAYKTH (HAamp. AaHTUINCHUXOTHULIH, AHTHXUCTAMHUHOBH
JICKapCTBEHH CPEACTBA, aHTUEMETHIIH, AHTHITADKMHCOHOBH JIEKAPCTBEHU NMPOAYKTH) MOXKE A YCHJIAT
AHTUXOJIMHEPrHYHHTE HEXeTaHH €(EKTH Ha OKCHKOJOH (KaTO KOHCTHMMALMSA, CyXOTa B ycTara WM
MUKLIMOHHU CMYILIIEHHUSA ).

HumeTHaAHH MOXE Aa NOTHCHE METa00JIM3Ma HA OKCHKOOH.

MonoamunookcuaasHute (MAQO) HHXHOHTOPH B3aUMOEHCTBAT ¢ ONMUOMIHHUTE aHAJINeTHLIK, KaTo
BOAAT 10 BB30YkaaHe unM notuckane Ha LIHC ¢ xunep- win XMNoTeH3MBHH KpU3M (BXk. Touka 4.4).
OKCHKOZIOH TpsA0Ba /1a ce U3Mnon3Ba Npeanas3IuBo MpU MalKWEHTH, KOUTO npuemat MAO UHXHUOUTOPH
HJIH TaKHBa, KOMTO ca npueMand MAQO WHXHOUTOpH npe3 nocnenHuTe JBe ceaMULUM (BXK. T. 4.4).

Ot0ens3zaHu ca KIMHMYHO 3HaYMMHM MPOMEHM W B JBETE HanpasieHus Ha INR NpH CBBMECTHA
ynorpeba Ha KyMapHHOBH AHTHKOAI'YJIAHTH C OKCHKO/IOH.

BzanmoaedcrBus, cebp3ann ¢ CYP cucremara

OxkcukonoH ce merabonusupa rnasHo or CYP3Ad, ¢ npunoc or CYP2D6. JleiicTBHeTo Ha Te3m
METa0OJIMTHH MbTHIIA MOXeE Ja ObJe MHXMOMPAHO WM MHIYLMPAaHO OT pa3iH4HM JIEKapCTBEHH
[MPOAYKTH MPUI0KECHH 3a€AHO C OKCUKOJOH WU XPAHHUTETHHU E€JIEMEHTH.

!

Huxuburopu na CYP3A4 kato MakponuaHu autu6uoTHuM (Hamp. KJIJApDHTPOMHULIM, EPUTPOMHLIUH H
TEIMTPOMHLNH), a30/IHH TMPOTHBOrbOMYHM (HAmp. KETOKOHa30Jl, BOPUKOHA30J, HTPAKOHA30/ M
MOCAaKOHAa301), NpoTea3sHH WHXUOMTOPH (Hanp. GocenpeBuUp, PUTOHABUP, WHAHHABHD, HEeJIQUHABUD U
CAKBHHABHMD), LUMMETMAMH M COK OT rpeiindpyT Moratr Aa HamMansT KIMPbHCA HAa OKCHKOJOR
JIOB&XAHKH 10 MOBHUIEHA IUIa3MEHA KOHLEHTPALMs Ha OKCHKONOH. ClieoBaTe/lHO, MOXe na ce
HAJIOXKH CbOTBETHOTO KOPUrHpaHe Ha /103aTa OKCHKOIOH.

Hsakou cneunduyunu npumepu:
e HUrpakonaszon, mowen CYP3A4 unxubutop npunaran B no3a 200 mg MepopaiHO 3a MeT JHH

nouwaBa AUC Ha OKCHKOAOH, npueMaH mnepopanHo. CpenHocratuctuuecku, AUC e
MPHOJU3UTETHO 2.4 bTH No-BUcoK (1.5-3.4).

* Bopukonason, CYP3A4 unaxuburop, npunaran B a03a 200 mg 2Ba MbTH JHEBHO 3a YETHPH [IHH

(mbpBH aBe no3u or 400 mg), noBuwaBa AUC Ha OKCHKOIOH MpUeMaH TMepopaTHO.
CpenHocratuctuuecku, AUC e npubausurento 3.6 mbTH rno-BUCOK (2.7-5.6)

* Tenurpomuumnn, CYP3A4 unxuburop, npunaran B no3a 800 mg MEPOPAIHO 3a YETHPU AHM
nosumaBa AUC Ha OKCHMKONOH npuemaH nepopanHo. CpeaHocratuctvueckn, AUC e
npubnusuresnHo 1.8 mbTu no-Bucok (1.3-2.3).

e Cok ot rpeingpyr, CYP3A4 unxuburop, npueman B noza 200 ml TPH N'BTH JHEBHO 3a MNET

aHy, nopuinaBa AUC Ha OKCMKONOH npuemaH nepopaiHo. CpenHocratuctuuecku AUC e
npudausurenno 1.7 bt no-sucok (1.1.-2.1).

CYP3A4 aktuBaropu kato pudaMnuuuH, kapGamasenuH, GEHHTOMH U HBIT KaHTapUQH Morar aa
aKTHBMpaT MeTaboJI3Ma HAa OKCHKOJOH M Ja [OBEAAT [0 MOBHILUEH KIUPHHC HE-
MOX€ J1a TOBEAE N0 NMOHWKEHHE Ha IUla3MeHaTa KOHUEHTpaLMs Ha OKCHUKOIOH
A03aTa OKCUKOJOH J1a C€ KOpUrupa.

Hsakou cneuuduynu npumepu:



o JKwvar kanrapuoH, CYP3A4 akrtusatop, mpuemadH B no3a 300 mg TpM mMbTH JHEBHO 3a
neTHaaeceT AHHU, HamangBa AUC Ha OKCUKOIIOH npueMaH nepopajiHo. CpeaHOCTaTHCTHYECKH,
AUC e npubausurenno 50% no-uucwvk (37-57%).

e Pudamnuumn, CYP3A4 akrusatop, npuemaH B 103a 600 mg BeQHBK JHEBHO 3a CEAEM AHM
HaMmansiBa AUC Ha okcukogoH npueMaH nepopainHo. CpeaHocratuctuyeckn, AUC e
npubausuTenHo 86% no-HUCHK.

AKTHUBHHUTE CyOCTaHLMH, KOUTO ca CYP2D6 uHXMOUTOPH, KATO MAPOKCETHH U XMHUMH, MOTaT Ja
AOBEJAT 10 HaMaJleH KJIMPBHC HAa OKCUKOIOH. B pesynrar, Morar 1a ce nosyyar yBeJMUYeHH
KOHLIEHTPaLlUH Ha OKCHKOJIOH B Jla3Mara.

4.6 ®eprHanTeT, OPEMEHHOCT H KBPMEHe

Ynorpebara Ha TO3M JleKapCTBEH NPOAYKT TpAGBa [a ce M30ArBa, KOJNKOTO € BB3MOXKHO, MpH
OpeMEeHHH HUJIU KbPMauKH.

bpemennocr

JlaHHuTe 3a ynorpeba Ha OKCHKOAOH NMpU GpeMEeHHH KeHH ca orpaHuuyeHu. bebera, YMKTO Maiiku ca
ynoTpeOsiBaiM onuatd 3 10 4 ceAMMUM MpeAd paxkaaHe, TpabBa na Obaar HabmomaBaHd 3a
pecnupaTopHa aenpecHs. [Ipy HOBOPOAEHH, YHHTO MaiKH ca MOMJIOKEHH Ha JIEYEHHE C OKCHUKOJIOH,
MOrar Ja c€ NnosiBAT CUMINTOMH Ha OTHEMAaHE

Knpmene

OKCHKOZIOH MOXE 1a NMPOHMKHE B KbpMaTa M [a MPHUYWHHM CeNalUs W pecrMpaTopHa Aernpecus y
kbpmaueTo. CiieJoBaTeIHO, OKCHKO/IOH He TpAGBa Ja ce Mnpuara 1o BpeMe Ha KbPMEHe.

'

4.7 EdexTn BbpXy cnocobHocTTa 32 modupane n paGora ¢ MAHHH

OKCHKOIOH MOXeE 1a 3acerHe cnocoOHOCTTa 3a oMHpaHe WK pabota ¢ MawunHH. ToBa e ocobeHo
BEPOATHO MpH 3ano4BaHE Ha JICYEHHE C OKCHKO/OH, CJie]l MOBUILABAHE HA [03aTa WM NMPOMEHH B
TeépanusiTa, W TpH €IHOBPEMEHHO TNpHJaraHe Ha OKCHKONOH C ajKOXOJ WM JAPYrH CPencTRa,
noruckawu LIHC.

[Ipy npoBexaaHe Ha MOCTOSHHO JieYEHUE He Ce Hajlara oouia 3a0paHa 3a ynpapjieHHE Ha MOTOPHO
MPEBO3HO CPEACTBO. JleKyBaluusaT jiekap TpsOBa Aa MpeLeHABa HHAMBUAYAIHO BCEKH OT/ENEH CIIyy4aid.

4.8 Hexenanu JieKapCTBEHH pPeaKkHH

OKCHKOIOH MOXe 1a NpeAWsBHKA MOTHCKAHE Ha AMLIAHETO, MMO3a, OpoHXOCNa3bM W Crna3Md Ha
rlaakarta MyCcKyaTypa, KakTo W MOTHCKaHe Ha KaUUTHYHHS pedliekc.

Hak-yecTo cboOliaBaHMTe HeXeNaHW JIEKapCTBEHH peakuMH ca rageHe (ocoOEHO B HAYAJIOTO Ha
JICYCHHUETO) H KOHCTUNALHUA.

PecnupatopHara fenpecus € riaBHaTa ONAacHOCT MPH MPEeO3MPaHE HA OMMOMIHMTE H Ce nposiBaBa

IPEAMMHO TpH BB3PACTHH HWJIK HW3TOLUEHH MAUMEHTH. ONUOOUAMTE MOraT Na NPUYMHAT TEXKKA
XUIMOTOHUSA MPU NPEAPA3NOJOKEHU NALMEHTH.

[o-nony ca u36poeHH HexenaHUTe JIEKAPCTBEHH PEAKLIMH, 32 KOMTO Hal-MaIKOT oJjlara, 4e
Ca CBbP3aHH C JICYEHHUETO, B 3aBUCHMOCT OT CHCTEMO-OPraHHHUA KJ1ac M aGcol

BbB Beska rpyna HexenaHuTe peakuMu ca M3GPOEHHM B HM3XOSALL pex,
CEPHO3HOCT.

HYecroTHTe ca onpenenenu karo:



MHuoro gecTn >1/10

YecrH >1/100 no <1/10
HeuecTHn >1/1 000 oo <1/100
Peaku >1/10 000 no <1/1 000
MHuoro peakn <1/10 000

C Hen3BeCTHA Y€CTOTA OT HAJIMYHUTE JJAHHU HE MOXKE /1a Ob/ie HanpaBeHa OLEHKa

MHudeKuuu 1 napa3uTHy 3a00/15BaHuUS
Penku: Xepnec cuMIiekc

Hapyiienus Ha KpbBTa U AIMMdHaTa cUcTEMA
Penku: numdaneHonarus

HapylieHUss Ha UMYHHaTa CUCTEMA
HeuecTu: CBpbXUyBCTBUTEITHOCT
C Heu3BecTHa 4yecToTa: aHapUIaKTHYHA peaKLus

HapyiieHus Ha eHIJOKpUHHATa cCUCTEeMa
HeuecTu: CHHAPOM Ha HeaJeKBaTHa CeKpeLs Ha aHTHIHYPETHYHHUSA XOPMOH

HapyiieHus Ha MeTaboiu3mMa U XpaHEHETO
YecTn: HaMasisiBaHe Ha aneTura

Heuectu: nexunparauus

Penku: noBuilieH aneTyr

I lcuXWYHH HapylLeHHUs

HecTn: TpeBOXHOCT, oObpKBaHe, Aenpecus, HamaneHa AKTHBHOCT, Ge3NOKOHCTBO, NCUXOMOTOPHA
XHMIEPAKTUBHOCT, O€3ChHUE, HEPBHOCT, HApyIaBaHe HA MUCJIOBHUSA TIPOLIEC

Heuectn: Bb30yaa, emMouuoHanna nabunHoct, eydopus, aucdopus, HapyLUIEHUS Ha BB3NPUATHATA
(Hamp. XajllOUMHALUMH, NEeNepCoHAIM3alMsA), MOHMKEHO JIMOUIO, JICKapCTBEHa 3aBUCUMOCT (BX. T.
4.4).

C HeH3BeCTHa 4ecToTa: arpecus

HapyiuieHus Ha HepBHATa cUcTeMa

MHOro 4eCTH: ChHIMBOCT, CeJalius, 3aMasHOCT, I1aBO0OJHE
Yecrtu: Tpemop, neraprus
HeuecTu: amHe3us, ropyose (0co6€HO NpU NAaLMEHTH C €NUIENCHS WK MPH NALHEHTH CbC CKJIOHHOCT

KbM KOHBYJICHH), HApYIL€HA KOHLIEHTPALUs, MUIPEHA, NOBHLIEH MYCKYJIEH TOHYC, XHIOECTE3u4,

HEBOJIHH MYyCKYJIHH CbKPALIEHHS, HapyLLIeHA KOOPIAMHALIMA, HAPYLIEHHUs! HAa FOBOPA, CHHKOI,
rnapecre3us, AUcreys3us

C HeW3BeCTHa 4YecToTa: Xunepaire3us

HapylueHus Ha ouure
HeuecTu: 3puTenHu HapyieHus, Muo3a

HapyiieHus Ha yXoTo u 1aGupuHTa
HedecTu: HapyweHus Ha ciyxa, BepTHro

ChbpaeyHu HapyuLIeHHUs
Heuectu: nannuraunu (BB Bpb3Ka ChC CHHAPOMA Ha OTHEMaHe), CyNpaBeHTPHKYJ1apHa

Cba0BH HapYLIIEHUS
HeuecTu: Bazoaunarauus

PenKu: XMNOTeH3Ms, OPTOCTATHYHA XUITOTEH3HS

PecniMpaTopHu, rpbIHM U METMACTHHATHM HapyulIeHHUs
Yectu: nucnHes, 6ponxocnazsm



HeuecTH: pecnuparopHa aenpecus, yCHJieHa KallldLia
C HEeM3BECTHA YECTOTa: CHHAPOM Ha LICHTpaJIHA CbHHA alHes

CTOoMalllHO-YPEBHU HapyUICHUS

MHOro 4eCcTH: KOHCTUNALMA, rafieHe, MOBPbIIAHE

YecTtn: cyxora B ycrara, B pPEAKH CJIy4ad CBIIPOBOAEHA C JKaXKJa W 3aTPYJHEHHA B TI'bJITAHETO,
KopeMHa 0oJika, AMapus, AUCNENCHS

HedecTu: aucdarus, pa3sa3BsaBaHe Ha yCTaTa, TMHTUBUT, CTOMATHT, (p/IaTyJICHLIMs, OPUTrBaHe, UIIEYC
Penku: MeneHa, KbpBeHe OT BEHLIUTE, HApYLUEHUs Ha 3bOUTE

C Heu3BeCTHA YecTOTa: 3b0€H KapHec

XenaroOuauapHyu HapyLIEHUS
HeyecTu: noBHiuaBaHe HA CTOMHOCTHTE HA YEPHOAPOOHUTE €H3UMH
C Heu3BEeCTHa YeCTOTa: X0JIeCTa3a, XKIbYHHU KOJIMKH, HapyLleHa (pyHkuusa Ha chuHkTepa Ha Oddi

HapyuieHus Ha Ko)aTa M MOJAKOXKHATa ThKaH

MHOro 4yectu: cbrpoex

YecTu: KOXeH 0OpUB, XUnepxuaposa

HeuecTH: cyxora Ha Koxkara

Peaku: yprukapus, NposiBM Ha Xeprec CUMMILIEKC, NMOBUILIEHA (POTOYYBCTBUTETHOCT

Hapyiuenus Ha 6b0pelTe ¥ NUKOYHUTE MbTHLIA

HeuecTH: AW3ypUsi, MUKLUMOHHU CMYLIEHUS (PETEHLIMS HA ypPUHATA, HO CBLLIO TaKa U Y€CTH MO3MBH 3a
ypPHUHHUPaHE)

Penku: 3aapbxkka Ha ypuHa, XeMaTypus

HapyuieHus Ha Bb3NPOM3BOAMTENHATA CUCTEMA U I'bpJlaTa
HeuecTH: noHWXEeHO TUOHI0, epeKTHIHA AUCYHKLIUSA, XMITOTOHAW3bM
C Heu3BeCTHa YecToTa: aMeHopes

OO01M HapylIeHUS H ePeKTH Ha MACTOTO Ha MPHJIOKEHHE

YecTH: acTeHus, yMOpPSIEMOCT

Heuectu: BrpHcane, oOLo HepasnoyioxkeHue, Oosika (Hamp. B I'pbAHUS KOLI), OTOLH, nepudepHH
OTOLH, (PU3HUYECKA 3aBUCUMOCT CbC CHMIITOMH Ha OTHEMAHE, TOJIEPAHC, XKaX/1a

Penku: MpoOMEHH B TENECHOTO TEIIO (MOBUIIABAHE WM HAMAJISBAHE), LIETYIUT

C HEeU3BECTHA YECTOTA: JIEKAPCTBEHO O0YCIIOBEH CHHAPOM Ha OTHEMAHE NMPH HOBOPOJIEHH JeLia.

HapaHsBaHus, OTPaBIHHUA U YCIOXHEHHUS B pe3yJITaT HA HHTEPBEHLIMH
HeuecTu: HapaHssBaHUA NMPU UHLIUJAEHTH

Onucanue Ha H3ﬁEHHH HCKECJIAHH JICKADCTBEHH DEAKIIHH

Jlexapcmeena 3agucumocm
XpoHuuHata ynotpeba Ha OxcunaH TabjieTku ¢ yAb/DKEHO OCBOOOXKIaBaHE MOXKE Aa AoBeae 10
JIEKapCTBEHA 3aBUCHUMOCT, JIOPH B TEPaneBTHYHM 103U. PUCKBT OT NekapcTBeHa 3aBUCHMOCT MOXKE J1a

Bapipa B 3aBMCHUMOCT OT MHIMBMAYAJIHUTE PUCKOBH (aKTOpHM Ha MNauMeHTa, [J03ata H
MPOAB/DKHTETHOCTTA HA JICYEHHUETO ¢ onuouj (Bx. Touka 4.4).

lleanarpuyna nonyJjauus .
Hecrorarara, BUABT M TEKECTTTAa HAa HEXKEJIAHUTE JIEKAPCTBEHHW PEaKLIMM TMPH HOHO

FOJMHH) HU3IJIEXK1a Ca CXOAHHU C TE€3U MPU Bb3PacTHH (BXK. ToYka 5.1).
Cro0maBaHe Ha NOJ03HPAHH JIEKAPCTBEHH PeaKIHH

Cpo01aBaHeTo Ha NOJO3MPAHU HEXKEJIAaHW PeakLHH CJie]] paspellaBaHe 3a yrio
NPOAYKT € BaxkHO. ToBa no3BoJisiBa a c€ NMPOABIKHA HAOIIOOEHHETO HA CHO
3a JIEKapCTBEHUsA MNPOAYKT. OT MEAMUMHCKHTE CNELHAIMUCTH C€ M3MCKB




MOAO3UpaHa HEeXeJlaHa peaklMs 4pe3 HallMOHajlHaTa cucTema 3a cbodbaBaHe B H3nbaHuTenHa
areHuus no Jjekapcreara yi./lamsaH I'pyes’’Ne 8, 1303 Codwmusa, Ten.: +35928903417, yeOcaiir:
www.bda.bg

4.9 Ilpenxo3upane

Cumnromu

Octpo npeao3upaHe ¢ OKCHKOAOH MOXE J1a C€ MPOSBH C MHO3MC, PECTTUPATOPHA JENpPECHs, ChHIIH-
BOCT, KOSATO MOX€ Aa AOBeAe A0 CTYMNOp, WIM KOMa, XMNOTOHHUS, CHJIHO NMOHWKAaBaHE Ha KPBBHOTO
HajisiraHe M CMBPT. [1pU TEXKKH ciiydau Morar Ja HaCThIAT LMPKYJaTOpeH Konanc, Opagukapays v He-
KapauoreHeH OenoapobeH OTOK; 3710ynoTpedaTa CbC CWIHW OMMUATH, KaTO OKCHMKOJOH BbB BHMCOKH
034 MOXE€ Jda uMa JeraieH u3xold. HabnionaBaHa € TOKCHMYHa JieBKOeHLedaionaTus TnpH
MpeA03UpPaHe HA OKCUKOIOH.

Jleuenne

OcHOBHO BHMMaHHWE TpsAOBa na ce OObpHE Ha OCUrypsBaHe Ha CBOOOOHM AWXATEJIHM ITBTHIIA M
3ano4YBaHe Ha MOMOLIHO WJIH KOHTPOJHUPAHO JMIIAHE.

CneuvduyeH aHTUAOT 3a JIeYEHHE Ha Mpe03UpaHe € ONMUOUIHHUAT aHTaroHUCT HalokcoH (0.4-2 mg
MHTPaBeHO3HO). B 3aBUCHMOCT OT KJIMHHMYHATa KapTWHaA, Jo3aTa TpsAOBa na ce moBraps npe3 2-3
MHHYTH. Moxe na ce HanpaBM WHTpaBeHO3Ha UH(]Y3us Ha 2 mg HaiokcoH B 500 ml pa3rBop Ha
HatpueB xJyiopua 9 mg/ml (0,9%) wnu pasreop Ha rmoko3a 50 mg/ml (5%) (cworBercraiy Ha 0,004
mg/ml HajokcoH). Ckopoctra Ha HMH(Qy3usra TpsOBa na Obae cboOpaseHa ¢ mpe/llecTBallaTa
€HOKpaTHa [03a U C MOBJIMSABAHETO Ha MalMeHTa.

Moxe na ce MMa MpeaBUA CTOMallHa npoMuBKa. [Ipe3 mbpBHUs eMH Yac MOXe Aa ce mpeanpUeme
npunaraHe Ha akTHBeH BbIIEH (50 g npu Bb3pacTHH, 10-15 g npu neua), ako € NPHETO 3HAYUTEHO
KOJIHYECTBO, B PAMKHTE Ha €MH 4ac, 3a OCUrypsABaHe Ha cBOOOJHM AUXATETHHU MbTULLA. Moxe aa ce

MPpEUEHH, Y€ KbCHOTO MPHJIOKEHHE HAa AaKTHUBEH BBIJIEH € OT I0J13a MpyU Npeao3upaHe C NMpPOAYKTH C
YADBIDKCHO DCEOGOH{I{&BHHE, HO 3a TOB4 HAMA NO0Ka3aTCJ/ICTRA.

YCKOpsBaHETO Ha Macaka ¢ MpusiaraHe Ha Moaxo/sll JaKCaTUBEH NPOAYKT (Hamp. pa3TBOp Ha OCHOBA
Ha PEG) cbi11o Taka Moxe 1a Obe oT noJisa.

[Ipy HeoOXxoauMOCT, 3a oOBNaAsBaHe Ha CbHIBTCTBALUMA LMPKYJATOPeH Konanc TpaGea na ce
npeanpueMar CbOTBETHHUTE MOJAbpPXKALIM MEPKH (B TOBAa YMCJIO anapaTHO AMIIAaHe, MOAABAaHE Ha
KHCJIOPOA, NMpHjiaraHe Ha Ba30MNpeCcOpH M BJIMBAHHA Ha Te4HOCTH). [Ipu cbpaeyeH apect UM apUTMHH
MOJKE [1a C€ HAJIOXKH ChbpJeyYeH Macax Wi aepubpunaums. [Ipu HeoOXxoaUMOCT MOXe Aa ce W3noJi3Ba
anapatrHo JMlIaHe, KaKTO U MOAABPMKAHETO HA BOAHOTO U €JIEKTPOJIMTHO PABHOBECHE.

5. PAPMAKOJIOT'HYHHA CBOUCTBA

5.1 dapmakoaHHAMHYHH CBOHCTBA

dapMakoTepaneBTHYHa rpyna: AHaNreTUlU; ondouaHu; [IpupoaHH ankanouam Ha onuyMa
ATC koa: NO2AAOS

OkcHKOZIOH MMa aUHMTET KbM Kamna-, MIO- U JIe/ITa- OMHOMIHMTE PELIENTOPH B MO3bKA M MpbOHAYHMS

MO3bK. TOHM neicTBa BBPXy T€3W pPELENTOPH KAaTO OMHEB ArOHUCT 0e3 aHTarOHMCTHYEH edexT.
TepaneBTHYHOTO My nelcTBHE € rnaBHO 06e30015BalO U celaTHBHO. B cpaBHEHHE ¢ OKCHKOMOH ¢

——

OBp30 OCBOOOKAaBaAHE, MPUIOXKEH CAMOCTOATETHO WIH B KOMOMHALIUS C IPYry BeLes

Oe3 yBenMyaBaHe Ha HEXKEJTAHUTE PEAKLIUH.

[leanaTpyuyHa nonynauus




KaTto uano, 1aHHuTe 3a 6€30NacHOCT OT KIIMHWYHHUTE, (hapMaKkogHHAMHUYHHTE U (DapMaKOKMHETHYHHTE
U3MUTBAHUS HAa OKCHUKO/OH IOKa3BaT, Y€ OKCUKOI0H UMa 100pa MOHOCUMOCT B leJHaTpUyHaTa
nonyjauus, ¢ MUHUMAJIHU HEXKEJIaHU peakUUH, 3acaraly nNpeauMHO racTpo-MHTECTHHAIHATA U
HepBHaTa CHCTEMH. BCHUKHM NOK/IaBaHHU HEXETAHH JIEKAPCTBEHH peaKLIMK ChOTBETCTBAT Ha
U3BECTHUSA MPodui Ha 0€30MacCHOCT Ha OKCUKOAOH, KAKTO M Ha IPYI'M CPaBHUMH MOILIIHH ONHOUIH
(BK. TouKa 4.8 HexenaHu TI€KapCTBEHHU PEAKLIMK).

He ca HalMYHKU JaHHU OT KJIMHWYHKW M3MUTBAHUA NMPH NPOAbJDKUTENHA yrioTpeba npu aeua ot 12 to 18
FOAUHH.

5.2 ®dapmMakoKHHETHYHHM CBOHCTBA

AOcopOuus

OtHocuTenHaTa OMOHAJIMYHOCT HA OKCHUKOIOH C YOBJDKEHO OCBOOOXKIaBaHE € CpaBHMMA C Ta3M Ha
OKCHKOJOH ¢ Obp30 0CcBOOOMXAaBaHE C NOCTUraHe HA MAKCUMAJTHM NJIa3MEHW KOHLIEHTPALMH OKOJIO 3
yaca cJieJl MpMeMa Ha TaOJIeTKMTE C yAB/DKEHO ocBOoOOXKJaBaHe B cpaBHeHHe ¢ | mo 1,5 yaca npwu
NPpOAYKT ¢ OBbp30 ocBoOOXnaBaHe. BbpXxoBHUTE TMJa3MEHH KOHLEHTpaLMH W kosiebaHMATa B
KOHLIEHTPALIMUTE Ha OKCHKOIOH OT JOPMHTE C YIAB/DKEHO U OBP30 0CBOOOXK1aBaHe Ca CPaBHUMH MpPH
MpujiaraHe Ha €JHaKBa JHEBHA [103a Ha UHTepBaJl CbOTBETHO 12 U 6 yaca.

[Ipuemanero Ha 6borara Ha Ma3HUHHM XpaHa Mpeau NnpueMa Ha TabJIeTKUTE He MOB/IMABA MaKCHMaTHaTa
KOHLIEHTPALIUA UJIM CTENeHTa Ha abcopOLKsa Ha OKCHMKOJIOH.

Tabnertkure ¢ yabmkeHo ocBoOOM(1aBaHe He TpAOBa Ja Ce CTPUBAT, pa3AesaT WM AbBYAT, Thil KaTo
TOBa BOAM N0 OBP30 OCBOOOXKIABAHE HAa OKCHMKOMOH BCJIEACTBHE HapylllaBaHE Ha CBOMCTBAaTa Ha
YABJDKEHOTO OCBOOOXK1aBaHE.

Pasnpenenienue .

AbGconoTHaTa OMOHATHYHOCT HA OKCHKOJOH € MPHOIM3UTENHO [IBe TPETH B CPaBHEHHE C Ta3H MpPH
MapeHTepaiHO NpHIokKeHHe. IIpy paBHOBECHH NIa3MeHH KOHLIEHTPALIMK CTENEHTa Ha pas3fnpeaecieHHe
Ha OKCHKOAOH € 10 2,6 I/kg; cebp3BaHeTro ¢ niazmenuTe nporeMHu 1o 38-45%; eTUMHHALIMOHHUAT
Moay>XHUBOT € OT 4 10 6 yaca, a r1a3MeHuAT KiupbHC 10 0,8 I/min. EnMMHHAUMOHHUAT MOJY>KHUBOT Ha
OKCHKOZOH € 4-5 yaca, KaTO paBHOBECHO CbCTOSIHUE CE€ MOCTHra 3a OKOJIO €MH €H.

buorpancdpopmanus

OKCHKOZIOH ce MeTaboM31pa B YepBaTa U YepHUs Jpod 10 HOPOKCHKOJOH H OKCHMOP(OH, KAKTO U 10
HAKOJIKO TIJIIOKYpPOHHpPaHH KoHworata mnocpeacrsoM P450 wuroxpomHara cucrema. UH BHTpO
M3CJIeiBAHHUS TMOKa3BaT, Y€ [MPUIAraHeTOo Ha CHMETHIMH B TEpareBTHYHH J03UW BEpPOSTHO HsMa
KIMHHYHO 3HA4YuM e(eKT 3a oO0pa3yBaHETO Ha HOpPOKCHIOH. IIpu Xxopa € ycTaHOBEHO, Y€ XWHHIUH
HamaJisBa OOpa3yBaHETO Ha OKCMMOP(QHH, 10KAaTO (hapMaKOAWHAMHYHHTE CBOMCTBA HAa OKCHKOIOH
OCTaBaT HEMPOMEHEHH B 3HAYMTE/IHA CTeneH. MeTaboJIMTUTE UMAT HE3HAYUTEJIEH MPUHOC KbM OOLIMS
(apmakoauHamMuueH edexr.

EnumMunupane

OKCHKOOH M HErOBHTE META0OJMTH C€ EKCKpeTUpaT ¢ YpuUHaTa W usnpaxHeHusaTa. OKCHKOIOH
NpeMUHaBa Mnpe3 MialueHTara U ¢ce OTKpMBa B MAHYHHOTO MJISKO.

JInHeHHOCT/HeJIHHEHHOCT

[Ipu TabneTkUTe OKCHMKOAOH C YAB/DKEHO OCBOOOXKAaBaHe, B 103a oT 5 mg 1o 80 mg, e HabnoaaBaHa
JIMHEHHOCT Ha Mjia3MeHaTa KOHUEHTpaLMs MO OTHOLIEHWE Ha CKOPOCTTA U CTENEeHTa Ha abcopOLus.

5.3. Ilpeaxk/HHHYHM JaHHH 3a Oe3o0macHOCT
Hsama nocraTb4HO JaHHM MO OTHOLLIEHHE Ha penpoayKLUHMOHHATa TOKCHYHOCT H
HaJIMYHU CBEJEHHS OTHOCHO (epTUiuTeTa M MNMOCTHaTajHUTE edeKTH BCien
u3jlaraHe Ha MeaukamMeHTa. OKCUKOAOH HE NMpeaAu3BUKBA MajipOopMaLIMH TMpH
1,5 1o 2,5 nbTH Mo-BHCOKH OT JHEBHA 103a npH xopa ot 160 mg/kg Ha ocHOBa



6. OAPMAIEBTUYHHU JAHHHA
6.1 CnHcbK HA NOMOLIHHMTE BelulecTBa

Okcunan 20 mg mabaemxu ¢ yovaxceHO 0C800031c0asane
CrhpueBrHa Ha TabJieTkara

Konupon SR (momu (BuHMnauerat), nosuaoH (K = 22,5-32.4), natpueB naypuicyndar, CHIULIMER
AHOKCH])

MHUKpOKpHUCTAIHA LIENyJ103a

CunMuMeB THOKCHA, KOJIOUIeH 0e3BojIeH

Marue3ueB creapar, pacTHTEJIEH

[lokpuTHe Ha TabaeTkara :

[lonu (BMHMNOB aIKOX0J1)

Tank (E 553b)

TuranoB auokcun (E 171)

Makporon 3350

JleuntuH (cos) (E 322)

XKenesen oxcun, xwar (E172)

XKenezen okcun, yepeH (E 172)

Kenesen okcun, uepsen (E 172)

Oxcunan 40 mg mabnemxu c yovaxceno oceoborcoasane
CobpuesrHa Ha TabneTkaTa

Konupon SR (nonu (Buuunauerar), nosuaon (K = 22,5-32.4), HaTpHEB JlaypHuJCyadar, CHIIHLIHEB
IIUOKCH])

MukpokpucTanHa uenyso3a

CHIIMLIMEB THOKCH], KOJIOUIEH 6e3BOIeH

MarHe3ueB cTeapar, paCTUTESIEH

[lokpuTHe Ha TabseTkara :

[Tonu (BMHWNOB ankoxo)

Tank (E 553b)

Turanos nuokcun (E 171)

Makporon 3350

Jleuntun (con) (E 322)
Kenesen okcun, xwiar (E172)
KeneseH okcun, yeped (E 172)
Kenesen okcun, yepsen (E 172)

Okcunan 80 mg mabnemxu ¢ yovaxceno oceoboxcoasane
CobpueBuHa Ha TabseTkaTa

Konuaon SR (nonu (Bununauerar), nosuaon (K = 22,5-32,4), HarpueB naypuiacyndar, CHIHLMER
JAHUOKCH )

MHUKpOKpHUCTaJIHA LENyI103a

CunuumeB qHOKCHA, KOJIOMIEH Oe3BOaEH
MaruesueB creapar, pacTUTEJIeH
[lokpuTre Ha TabneTkara

[Tonu (BUHMNOB ankoxon)

Tank (E 553b)

Turanos aquokcua (E 171)

Makporon 3350

JleuuTtuH (cosn) (E 322)




KenezeHn okcua, kit (E172)
XKeneszeH okcup, yepeH (E 172)
HMuaurokapMuH anymuHues nak, (E 132)

6.2 HecbBMecTHMOCTH
Henpunoxumo

6.3 Cpok Ha rogHocT
3 roavuHHU

6.4 CrneunajiJHH yCJIOBHA 32 CbXPaHEHHE
Ha ce cbxpansa noa 25° C.

6.5 BuauchabpxaHue HA ONMAKOBKATA

PVC/PVdC/anymunueBu Onucrepu, ceabpxkaiu 7, 10, 14, 20, 28, 30, 50, 56, 60, 72, 98 u 100
TaOJIETKH.

6.6 Chnennajnu npeAnasHH MepKH NPH H3XBbPJisAHE H pabdoTa
Hsama cneumanHu H3HMCKBaHMA.

7. HNPUTEXATEJI HA PASPEIHLIEHHUETO 3A YIIOTPEBA

G. L. Pharma GmbH
Schlossplatz 1, A - 8502 Lannach
ABCTpHuH

8. HOMEP(A) HA PASPEINIEHHETO 3A YIIOTPEFA

20100388, 20100389, 20100390

9. JATA HA ITbPBO PABPEHIABAHE/NNIOJHOBSIBAHE HA PA3PEINIEHUETO 3A
YIIOTPEBA

Hara Ha nbpBO pa3peinasane: 16.06.2010
Jlara Ha nocneaHo noaHossiBane: 04.08.2014

10. JATA HA AKTYAJIM3BUPAHE HA TEKCTA suyapu/2024




