KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. HWME HA JIEKAPCTBEHHUS ITPOAYKT

Oxcunan 20 mg TabneTku ¢ yab/KeHO OCBODOK/1aBaHe NANBNHUTENHA ATEHUWSA NO [IEKAPCTRAT
Okcunan 40 mg TabneTku ¢ yAB/DKEHO 0CBOOOK/1aBaHe KDamKa xapaKmepucmuKa Ha npogyxma . Fotmemer:, |
OxkcunaH 80 mg TabneTku ¢ yab/IKEHO OCBOOOXKAaBaHe O -

Oxylan 20 mg prolonged-release tablets AbM Fee. IV
Oxylan 40 mg prolonged-release tablets \atire

Oxylan 80 mg prolonged-release tablets samaump- 9551 ~53 31 -07- 2025
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2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Okcunan 20 mg mabaemxu ¢ yovaxiceHo 0ce000xcoasane
Enna ¢puimupana tablieTka ¢ yIb/DKEHO O0cBOOOXABaHe chabpka 20 mg OKCUKOAOHOB XHIAPOXJIOPH/L
(Oxycodone hydrochloride), ekBuBasienTen Ha 17,93 mg OKCHKOIOH.

[ lomo1iHO BewecTBO ¢ U3BecTHO AercTBUe: CoeB JeuuTHH 0,105 mg B eaHa Tabnerka

Oxcunan 40 mg maobremxu ¢ yOv1xuceHo 0Ce000xcoasane
Enna ¢puimupana tabneTka ¢ yab/DKEHO 0cBOOOkKAaBaHe ChaAbpika 40 mg OKCUKOAOHOB XHAPOXJIOPHL
(Oxycodone hydrochloride), ekBuBanenrex Ha 35,86 mg OKCHKOIOH.

[ lomo111HO BewiecTBO ¢ U3BeCTHO AercTBUE: CoeB euuTHH 0,210 mg B enHa Tabnerka

Okcunan 80 mg mabnremxu ¢ yovasuceHo 0ce000xcoasamne
Enna ¢punmupana tabnetka ¢ yab/DkeHO ocBoOOkaaBaHe cbabpka 80 mg OKCHKOAOHOB XHAPOXJIOPH]L
(Oxycodone hydrochloride), ekBuBasieHTeH Ha 71,72 mg OKCHMKOJIOH

[lomorHO BewecTBO ¢ u3BecTHO aercTBue: CoeB neuutuH 0,525 mg B enHa tabyeTka

3a MbJIHKA CITMCHK HAa MOMOILHUTE BELIIECTBA, BUXKTE TOYKA 6. ]

3. JIEKAPCTBEHA ®OPMA

duimupaHu TabJIETKH C YABDKEHO OCBOO0XK/1aBaHe

Okcunan 20 mg mabaemxu ¢ yovixiceHo 0ce000xcoasane
bne1opo30BH, KpBIiH, ABOWHO H3MTBKHAIK (PUIMHUPAHH TaOJIETKH.
Huametsp: 5,1 mm

JleOenuna: 3,8 mm

Okcunan 40 mg mabnemxu ¢ yovaxuceHo 0ceoboxcoasane
bexxoBH, KpbIiK, ABOWHO M3MBbKHAIH (PUIMHpPAHH TaOIETKH.
Jluametsp: 7,1 mm

Jlebenuna: 4,7 mm

Okcunan 80 mg madaemku ¢ yoviIdHceHO 0C6000XCOUBaANHE
bnenosenenu, kpbrim, ABOHHO U3MbKHAIM (DHUIMHpAHU TaOJIETKH.
Junametsp: 11,1 mm

Jlebenunua: 4,7 mm




4. KJINHHYHHU JTAHHH

4.1. TepaneBTHYHH HOKAIAHHA
OkculaH € NoKa3aH 3a JieueHHe Ha cuiHa Hoka, KoaTo Moxe aa Ob4e MoBIMsIHA B AOCTATHYHA CTEleH

€AUHCTBEHO ¢ OMMOMIHH aHAITETULIM, IPH BBL3PACTHU M IOHOLIM (Ha U HaA 12 roaMHu),

4.2 o3upoBka H HAYHH HA NPHJIOKEHHE

QDBHQGBKEI

Ho3ara 3aBMCH OT cuiara Ha OonkaTta M HEAMBHIAYAJTHATA UYYBCTBHTENHOCT Ha NallHEHTa XbM
JIeYEHHETO.
3a n03H, KOHTO HE Ca OCBIIECTBHMH C Ta3H KOHUCHTpALHA, Ca HAIMYHM JICKAPCTBEHH NPOXYKTH ¢

APYTrH KOHLICHTpAallnuH.
HPGHOPB'-IBB.T CC CJICAHHUTC OCHOBHH MNPHHIAIIA HA AO3HPOBKA:

Bo3pacTiH H 00HOA HA 12 ronHHNA H MoBeYe

Tumpupane u pezynuparie Ha dozama
ObuuaiiHaTa Ha4ajiHa J03a 3a MAlMEHTH, KOMTO A0 MOMEHTa He ca JIeKYBaHHM ¢ onuaTH, € 10 mg

OKCHKOIOHOB XMIAPOXNOpHA, NMpwioxeH npe3 12 vaca. [Ipu Hakou GONHM MOXe [a Ce INMOCTHIHE
TEpancBTHYCH €(QEKT OT NpHilaraHe Ha HavyajiHa [03a OT 5 mg, 3a Aa ce CBeAe 10 MHHMMYM I10ABaTa Ha

HEXEJIaHU €(PEKTH.

[Ipu nanpeHTH, KOUTO BEYe ca TPETHPAHU ¢ ONMHATH, JICYCHHETO MOXE Ja 3ar09HE C MO-BHCOKHU JI03H,
KaTo ¢€ UMa NPEABHA OIHTA UM OT MpHIaraHe Ha npeaiieCTBAINH TEPAIIHH C OTIMOM/IM.

Ipemunagare om mopghun KoM OKCUKOOOH

HNHaMBHAYATHHTE BapHALMKM HM3MCKBAT IIPpH BCEKH TNAUMEHT A03aTa BHUMATENHO [a ce TUTpHpa OO
noaxonduiara go3a. B HauanoTo Ha mpoMsHAaTa ce MpenopbyBa MO-HHCKA OT €KBHBAJICHTHATA X034.
[TaureHTH, KOHTO Npedu TOBa ca OHJIM Ha MEPOPAIHO JedeHHe ¢ MopduH, TpAOBa Aa ce NEeKyBaT C
DHEBHA 103a, Da3supaHa Ha ClIeAHOTO ¢hOTHOMEHHE: 10 mg nepopaneH OKCHKOOOH € eKBUBAJICHTEH Ha

2() mg nepopalicH MOp(pHH.

Ilopaay MHOMBHOYAJIHH Pa3jIM4yMsi B YYBCTBHUTEIIHOCTTA KbM PA3IMYHH OITHOHAM, MPENOPHUYMTENHO €
NMALMEHTHTE 14 3aM04YHAT KOHCEepBATUBHO JeveHne ¢ OKcuiaH TableTKH ¢ YAB/DKEHO 0CBOOOXKIaBaHe
CIAeq ICYEHHE C APYTH OMMHOUIH, € 50-75 % OT KankynHpaHaTa 10332 OKCHKOJOH.

Cnen ysennuaBaHe Ha jJosara oT 10 Ha 20 mg, npuern Ha BcekH 12 vaca, THTpHpaHeTO Ha A03ara
TpA0Ba Aa ¢ H3BBPLIBA [TOCTENEHHO C OKOJIO €IHA TpeTa OT JHEBHATa A03a. Llenra e onpeaensHe Ha
crierMdHYHa 1034 32 MallMeHTa, KOATO MPH ABYKPATHO AHEBHO MPHIOKSHHE IO3BOMABA aJEKBATHO
0be306ondBaHe NpH HATMYKHE HA MOHOCHMH HEXXeNaHH ePEeKTH W M3NOJ3BaHe Ha B3MOIKHO Hal-MaJIKoO
AOMBJHHTENHO TIOMOWIHO 00e300naBalo jeyeHHe, 3a HEOOXOAMMOTO BpEMe OT MpHIdraHe Ha
aHanTreTH4YHa Teparnus.

I1pu nosevero nauMeHTH € NOCTATHYHO MpWIAraHe HAa €THAKBHM JO3H HA JICKAPCTBEHMA NMPOIYKT Ha
BcekH 12 uaca no QukcHpaHa cxema (eaHa M cblua 1033 CYTPHH M Beuep). IIpH Haxou GonHM e
BB3MOYKHO IMOCTUraHe Ha No-I00Bp eexT MpH HepaBHOMEPHO pasnpeaensHe Ha ao3uTe. [1o npuHLMM,
TpabBa na ce M30Mpa HaH-HMCKATa €(EKTHBHA AHANrETHYHA [03a. 3a JieYeHHe Ha GONKM TpH
nobpoxadecTsenn 3aboiisBanKs OOMKHOBEHO € JocTarbuHa Ho3a or 40 mg, Ho M [10-BHCOKH O3H
MOTaT fa ce oKaaT Heobxoaumi. [lanmenTH ¢ GONKH NpH 3JI0KAYECTBEHH 3a00NaBaHUA |
Hynast ot o34 oT 80 10 120 mg, kouTO B OTAEIHM CJIyyau MOTaT na 6BJaT MOBHILIE
AKO ca He0OXoAHMH Ollle MO-BUCOKM NO3H, Jo3aTa Tpabea Ja ce onpelens MHAMB
OanaHcHpa epHKACHOCTTA C MOHOCHMOCTTA H PHCKA OT HEXEJAaHH eeKTH.

e




[Ipy HAKOM nalMeHTH, KOMTO npHeMarT OKCWiIaH TaONeTKH ¢ YOB/IDKEHO OCBODOXKIABaHE IO
OlpeAesieHa cXxeMa, € HeoOX0AHMO H3MON3BAHE Ha AHANTETHIN ¢ 6BP30 0CBOGOXKIaBaHE C Orle] Ha
OBJlafsiBaHe Ha OoJika M3BBH KOHTpon. OkcwiaH TaGlleTKH ¢ YABDKEHO OCBOOOKIAaBaHE He ca
NOKAa3aHM 34 OBJlAAMBaHe Ha ocTpa 6oska W/HM 6onKa U3BBH KOHTPOJ. EMHOKpaTHATA M3MO/3BaHA B
TE3K CJTy4aH 103a He TpAOBa fa O6pae no-Bucoka ot 1/6 ot mpriaraHara obe3bonaBaina JHEBHA 1034
Ha OxcunaH TabjieTke ¢ yABIDKeHO ocBoboxkaaBaHe. M3non3BaHeTo Ha JIEKAPCTBOTO ¢ OBP30
ocBoOON(IABAHE MOBeYe OT ABA NMBTH OHEBHO € MOKa3saTen, 4e go3ara Ha OKcwiaH TabneTku ¢
yABKEHO ocBobOKaaBaHe Tpabpa na ce noBuwM. Jlozata He TpsOBa Ja ce TUTPHpPa MO-YECTO OT €IHH
mbT Ha 1-2 aHM, Ao onpenensHe Ha cTabWIHO IBYKPAaTHO JHEBHO MPHIOKEHHE.

HAYYH HA ITPHJIOXEHHUE

IMepopanna ynorpeba.

Tabnetkure ¢ yawpkeHo ocBofoxknaBaHe TpAOBa Ja ce MpHEMAaTr LIENH ¢ AOCTATBLYHO KOJIHYECTBO
TEYHOCT.

Te ne Tpsabpa 1a ce TbBYAT, YYIIAT UK CTPHUBAT.

TabneTkure ¢ yABRDKEHO OCBOBOKAaBaHEe MOXE Ja Ce IPUEMAT MO BpeME Ha MIH HE3aBUCHMO OT
XpaHeHHATA.

Ile.ml HA JICYCHAECTO H NPEYCTAHOBABAHE

I[Ipenu 3anouBaHe Ha neyeHHe ¢ OKCHAAH TabETKH ¢ yIRDKEHO 0cBoOOXKIaBaHe ¢ MaLMeHTa Tpsa6Ba Aa
ce OOCBOM CTpaTerusA 3a JICYEHHE, BKIIOMHTENHO MNPOXB/DKMTENHOCT HA JICYEHUWETO K LeIM Ha
JICYEHHETO, KAKTO M CXEeMA 33 [IPEYCTAHOBABAHE Ha JICYEHHETO, B ChOTBETCTBHE C PHKOBOJACTBATA 32
neyeHue Ha bosnka. I1o Bpeme Ha leueHneTo TpAGBa 1a Ce OCHLIECTBABA YECT KOHTAKT MEXTY

JI€Kaps ¥ NMalHeHTa, 3a Ja Ce OLICHH HY>K/aTa OT NPOAB/DKUTEHO JIEYEHHE, Ia ce OOMUCH
[IpeyCTaHOBIBAHE H Aa C€ KOPHIHPAT A03UTE, ako € HeoOxoaumMo. KoraTo aafeH nauyeHT peue

HAMA Hy»KOa OT JIEYEHHE C OKCHUKOIOH, NPENoOpbYBa CE MNOCTENEHHO HAMAIIBAHE HA A034Ta, 34

la ce MpeAOTBPATAT CHMITTOMH Ha OTHeMaHe. IIpH nunca Ha noaXoAAL KOHTPOJI Ha H0/KaTa

TpsOBa 1a ce OOMMCIIH BE3MOXKHOCTTA 32 XHIICPAJIre3us, TOJIEPAHC H MPOTPEcHs Ha OCHOBHOTO
3abosBaHe (BxK. Touka 4.4).

IpoaB/IKHTESIHOCT HA JIeYeHHETO
OxcunaH TabNeTKH ¢ YAWDKEHO ocBOOOKIaBaHe He TPAOBa Na ce MPHEMAT MO-IBJIr0, OTKOJKOTO €
HeOOXOAUMO.

Cneyuannu nonynayuu

I[IanneHTH B cCTApYecKa BB3pACT
OOHKHOBEHO, MpPH TMALUMEHTH B HalpelHala BB3pacT, Ge3 KIMHHYHM J4HHHM 38  HapylleHa
yepHoapobHa W/unu 6u6peunHa QyHKUMA, He ¢e Hanara THTpMpaHe Ha 703aTa.

IauuenTH ¢ yBpeaena Onbpeuna uan uepaoapodbna pyaxuns

HauanHata repanus Tpa0Ba fa ¢ npHiara BHUMATENHO NpH TakvBa naiuenTH. [Ipenoprurtentara
MbPBOHAYAMNHA 1032 MPH Bb3pacTHH TpAOBa Aa Obae HamaneHa ¢ 50% (Hanp. ToTanHa AHEBHA 032 OT
10 mg npu MaLMEeHTH, HENeKyBaHH IO MOMEHTa C OnHaru). JIEKapcTBOTO Ce THTPHUpA NPH BCEKH
OTZCJIEH MALMEHT, 32 a C€ NIOCTUTHE 3aI0BOJIMTE/IHO HaMansBaHe Ha 6onkara ¢ro0pa3eHo ¢ Herosara
KIMHMYHA cuTyauda. CrnefoBaTelHO € BB3MOXKHO, Hal-HHCKara €XHOKpaTHa gosa or 10 mg,
npenopbsuada B KXII, na He e noaxoasua kato HavanHa go3a. B Te3u caydyam Moxe Ja ce W3MoJI3Ba
OkcHnan TabyIETKH ¢ YABDKEHO OcBOOOXKaBaHeE OT 5 mg.
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eqHOKpaTHa n103a oT 10 mg, npenopryada B KXII, na He e noaxoniia kaTto HavandHa 2o3a. B TesH
cJaydad MOKe J1a ce u3nonspa OKcutaH TabneTKH ¢ YIB/DKEHO 0CBOOOKAaBaHe OT 5 mg.

Heduampuuna nonyrayun
OmuoautHTe TpaOBa Ja ce NpuiaraT caMo NpU TOYHO ONpeAeeHy NOKa3aHHd M Ja ce MpeANucBar oT

CHIELMATMCT C OIHT B JIEYEHHUETO Ha CHIHA HONKa NpU AeLa, KaTO ¢€ OLICHABAT BHUMATENHO MOJ3HTE U
PUCKOBETE.

Heua nox 12 ronuuu
Bce oine He ca ycTaHOBeHM Oe3onacHOCTTa M epUKacHOCTTa HA OkcwiaH TalJeTKH ¢ YIBDKEHO

ocBoboOXKIaBaHe Opu Aela noa 12 rogusy. HaMa HanW4HH JaHHH.

4.3 IlpornBOnNOKA3ZARHSA

¢ CBPBXUYYBCTBHTCIIHOCT KBM OKCHKOJOH, CO4, Cb'bCTLI.IH HJIH KbM HAKOE OT INOMOIIHUTC BCINCCTRA,

HU30poeHU B T. 6.1
OKCHKOAOH He TpAOBa Na ce U3MOJ3Ba B CUTYALIMH, B KOUTO OMUATHUTE ¢a MPOTHBONOKA3aHM:

TEXKA PECIIHPATOPHA ASIPECHA ¢ XMIIOKCHA W/ WITHM XHIIEPKAIHHA
MOBHUILICHO HHBO HA BBITIEPOIEH JUOKCHI B KPBBTA

TexKa XpOHH4YHA 0O6cTpykruBHA BenorpobHa Gonect

KOp ITyJIMOHANE

Te)KKa OpoHXHanHa acTMa

NapaJIMTHYCH WIEYC

OCTBP KOpeM, 3abaBeHO M3Npa3BaHe Ha CTOMaxa

4.4 Chnennajsu npexynpexicHHR H NPeANa3ZHH MePKH NpH ynorpeba

JTexapcmeenunm npooykm mpabea 0a ce HpUnA2a ¢ NOBUULIEHO SHUMARUE NPU:
® [ALIMEHTH B CTap4yecKa BL3pacT UM W3TOLLEHH OONTHHU,
¢ MAlMEHTH C TEXKKO yBpeKaaHe Ha Oenure ApoboBe, uepHOApoOHATa HiTH OBOpedHa QYHKIMY,
® CHHJIPOM Ha LICHTpAJIHA CHHHA arHes,
® MHKCEAEM, XHIIOTUPCOHIHIEM,
¢ CBITFTCTBALUA yNoTpeba Ha cpencTBa, MOTUCKAIM LIEHTPATHATA HEPBHA cUcTeMa (BXK. MO-JOY U
Touka 4.5),

Oonect Ha ANMCOH (aApPeHOKOPTHKAIIHA HEIOCTATEYHOCT),

OO0JIHM ¢ TOKCHYHA NICUX03a (Hanp. BCIEICTBHE yoTpeda Ha ankoxon),
XMIIEPTPO(PHA HA MPOCTATHATA XKJIE34,

ATKOXOJIN3BM,

H3BECTHA 3aBHCHMOCT KbM OITHOHIH,

NeKapcTBEHAa 3aBUCHMOCT, 3JI0YIIOTpeda ¢ JlekapCcTBa MIIH AJTKOXOJI,
NETUPHYM TPEMEHC,

HapaHjABaHE Ha rNaBaTa, MOBHIIECHO BbTPEUCPENHO HAJISraHe,
HapyLI€HO Ch3HAHME N0 HEM3BECTHA NPHYHHA,

XHUIOTOHHS,

XUMOBOJIEMHA,

CIAIENITUYHO HAPYINEHHUE WIH NPENpa3noioKeHUe KbM KOHBY/ICHH,
NaHKpeaTHT,

3a00JsBaHM HAa ¥JTEYHHTE TBTULIA, dUThYHA WIH ObOpedHa KOoJHKa,
OOCTPYKTHBHH WIH HHOEKLUHO3HH HHTECTHHAITHH 3a001aBanH4,

® [IUPKYJIATOPHH HApPYILEHMUA,

¢ MNalMeHTH, KOHTO NpueMaT MAQ uaxuburopu (BXK. No-A0TY H TOUKa 4.5).




IIpn nossa Ha HIH CEMHEHME 32 NAPAJIHTHYEH HJIEYC, JICYCHHETO C OKCHKOOOH TpaAOBa na ce
npeycTaHoBH He3abaBHoO.

Pecnupamopra oenpecusn
[loTHCKaHeTO Ha OUINAHETO MpeACTaB/IABa Hal-3HAYMTETHMAT PHCK NPHU MpHIAraHe Ha IIPEKOMEPHU

KOJIMYECTBa ONMAaTH, TpadBa ga ce mpociaeasBa guxarTenHara ¢yHkuma. OcobeHo BHHMAaHuE ce
M3HCKBA NIPH MAlMEHTHTE, W30pOCHH NO-rope, ThH KaTo Te MOXE [a C¢a NO-YYBCTBHTEIHH KBM
peCITHpaTOpHa JeIpecHs.

Huxamentnu HapyuieHun no epeme Ha Coi

Onuouanre MOraT Aa NpUYHHAT JUXATE/THY HapYLUEHHS 1O BPEME Ha ChH, BKIIHOUMTETHO

lieHTpanHa cbHHa anHes (LICA) ¥ xunokceMud 1o BpeMe Ha CbH. Ynorpebara Ha olTHOMAH MOBHILIABA
pucka or LICA mo noszosaBucuM HauuH. IIpw naupeHTH, KOMTO B MOMeHTa cTpaaar ot LICA,
obMucneTe HaManaBaHe Ha o01ara A03a ONMHOWAM.

Puck npu eonoepemenna ynompeba na ceoamuenu Jjexapcmea, Kamo OenH3oduazenunu uiu
nooobru Ha MAX NeKapcmeeHu npooyKmu

EnnospeMeHHaTta ynorpeba Ha OKcwiaH TabNeTKH C YOBIDKEHO OCBOOOKZABaHE CBHC CEAATHBHM
JIEKapcTBa, KaTo OeH30HazeNMUHU WIH NoAoOHM Ha TAX JIEKAPpCTBEHH NMPOAYKTH, MOXE Aa JOBeAe 10
celauMs, pecrnMpaTopHa JenpecHd, koMa M cMbpT. [lopanu T€3H pHCKOBe, CENaTUBHH JIEKAPCTBEHH
MpOAYKTH TpsAOBa Aa Ce MPEANMCBAT CaMO Ha MALMEHTH, MPH KOUTO HE ¢a BF3MOXKHHU aITepHATHBHH
Tepanud. AKO C€ B3eéMe pelleHHe aa ce npeanuine OkcunaH TableTKH ¢ YABDKEHO 0cBoOOXKAaBaHe
eJHOBPEMEHHO CBC CEOAaTHBHHM JIEKApCTBEHM IIPOAYKTH, TpAOBa Ja Cce H3MON3Ba Hakl-HUCKaTa
e(pEKTHBHA 1032 U NPOAB/DKMTEIHOCTTA HA JieWeHUE TpAOBa Ja € Bh3IMOXHO Hak-MaKa.

[TauuenTure TpadBa na OBOAT NpociendaBaHH BHUMATEIHO 3a TOSBA HA NPHM3HALIM M CHMITTOMH Ha
pecnupaTOpHa JerpecHd U ceaums.

Bbe BpE3Ka ¢ TOBa C€ NPENopB»YBA HACTOATE/IHO, MALMEHTHTE H XOpaTa, KOHTO CE IPIDKAT 33 TAX, Ja
ObJaT OCBEAOMEHH 3a Te€3H CUMITTOMHM (BX. TOouka 4.5).

Haobrvopeuna nedocmanmunocm

ONHOHAHHTE AHAINETHUM IOHAKOra MOTaT Aa NPHYMHAT oOpaTuma HaaOwbpeuHa HeAOCTaTBYHOCT,
M3HCKBAllla NMPOCIEAABAHE U 3aMECTUTENIHA TepanHs ¢ IVIOKOKOPTHKOUAH. CHMITOMHUTE Ha OCTpara
WIH XpOHHYHa HaAOBOpeyYHa HeJOCTATHhYHOCT MOXE Ja BKJIIOYBAT Hanp. ocTpa abJoMHHaiHa Goka,
rajicHe ¥ NMOBPBIUAHE, HUCKO KPBBHO HAJIATAHE, APEKAIEHO U3pa3eHa YMOPAEMOCT, HAMAJIEH aTleTHT W

3ary0a Ha Tero.

MAO unxubumopu
OkcHKOZIOH TPAOBa Aa ce npwiara BHUMATENHO NPH NAaLHeHTH, npueMaind MAO HHXHOKTOpPH, WIH
KOUTO ca OWwiM ntekyBaHu ¢ MA O HHXHOHUTOPH nIpe3 NOCIEAHUTE ABE CEAMULIM.

Tabnerkure OkcWiaH ¢ yIRKEHO OCBOOOKAABAHE HMAT ITBPBHYEH MOTEHIIMAI 33 3aBHCHMOCT.

ITpoasmxutenHata ynorpeda Ha tabnetkure OKCHIAH ¢ YIBDKEHO OCBOOOKIABaHEe MOKE [a HOBeAe
no ¢H3MUYecKa 3aBHCHMMOCT. [lpu BHe3anmHO npekparsBaHe Ha TepanMaTa MOXe Aa ce Habmonapa
CHHAPOM Ha OTHeMaHe. lIpenopbuMTenHO €, KOTaTO MauMEHTHT Bede€ HAMAa HYXAa OT TEpalHs
OKCHKOJIOH, [03aTa Ja Cceé HaMaJIk MOCTENEHHO 33 aa ¢e n30erHaT CHMIITOMH Ha OTHEMAHE.,
CHMOTOMHTE Ha OTHEMAaHE MOTaT Ja BKIIOYBAT IMpPO3FBAHE, MHAPUA3a, JAKpHMAllus, pHHOpeS,
TPEMOPH, XHIIEPXUAPO3a, TPEBOXHOCT, Bb30yZla, KOHBYIICHH, 0e3CchHHE M MHAJITUA.

Xunepanzesun
MHoro paako Moxe aa ce HabnoAaBa XWnepanire3us, KOATO HE C¢ MOBJIHABA OT YBEIHYAB
103aTa OKCHKOAOH, OCODEHO MpH ronemMHu A03H. B TakuBa ciryyau Moxke J1a ce HAIIOXKH H
J03aTa WIH NpEMHHABAHE KBM TEpanMs ¢ IpyT OrMar.

Pazcmpoiicmeo, Ovidrcauo ce na ynompebama na onuoudu (31oynompeba u 3aeuc ;




Moxe na ce pasBUST TOJEPAHTHOCT M QH3UYECKa W/HIM NICHXUYHA 3aBHCUMOCT IPH MHOTOKPATHO
MPHIOAKEHHE Ha OITHOHIM, KATO OKCHKOMAOH.

MHuorokpaTtHaTa ynoTpeda Ha OxcwiaH TabfleTKH ¢ YARDKEHO OCBOOOXKIABaHE MOXE [1a JOBEIAE IO
pa3cTpOMCTBO, ObJDKALIO ce HAa ynorpebara Ha onuouau (Opioid Use Disorder, OUD). ITo-sucoka
10332 H NO-rofsAMa NPOIB/DKHTENIHOCT Ha JIYEHHETO ¢ ONMMOKA MOKE Ja YBEJIMYAT PHCKA OT Pa3BHTHE
Ha OUD. 3noynotpebara Wiy yMHuilneHaTa HenpaswiHa ynoTtpeba Ha OxcwiaH TableTku ¢ YIBDKEHO
OCBOOOXKIABAHE MOXE Ja JoBeje JO Npexo3rpaHe WIIH cMBLPT. PHCKBT oT passutHe Ha OUD ce
yBeluHvaBa MpH NalMCHTH C JIMYHA WIH (aMHIHA aHamMHe3a (Ha pPOJUTENH WIM Opard/cecTpH) 3a
pa3CTPOMCTRO, ABDKAINO Ce HAa ynorpebaTa Ha BeulecTBa (BIUTIOUHTENHO 3JI0YNIOTpeda ¢ aaKoxos),
NpH MAUHEHTH, MOHACTOSIIEM H3NOA3BAlMA TIOTIOHEBM HNPOLYKTH, MAH MPH TMNAlHEHTH ¢ JIM4YHA
aHAMHE3a 3a JIPYTH NCHXMYHHM DPa3CTPOMCTBA (HAmp. TEXKa ACNPECHA, TPEBOXXHOCT H JIMYHOCTHHM
pa3cTpomcTBa).

[Ipenu sanoyeaHe Ha neueHHe ¢ OkcunaH TabJIeTKH ¢ YAB/DKEHO 0OCBOOOXKAABaHE W MO BPEME Ha
JIEYEHUETO, C nauueHTra TpsOBa ga ObaaT oOCHAEHM LENHTE Ha JIEUYCHHETO M CcXeMma 3a
npeycratosasaHe (Bxk. Touka 4.2). Ilpeau u no BpeMe Ha JleueHHETO, NAUMEHTHT TPAOBA CHIIO Taka
na 0pae uHGOPMHpaH 3a pHckoBeTe U npusHauure Ha OUD. ITauuenTsT TpabBa na 6vae nochBeTBaH
Ja ce CBBPXKE CBC CBOA JICKAp MPH [I0ABA HAa TE3H NPH3HALIH.

[Ipn mauMeHTUTE 1IE C€ M3KUCKBA HaONIOACHME 3a MPH3HALM Ha IMOBEACHHE, CBhP3aHO C NOBHLUCHA
NOTPEOHOCT OT JISKApCTBOTO (Hanp. ThpCEHE Ha HA4YMH 33 NPEXIEeBpPEeMEHHO IIpHI0OMBaHE Ha
JeKapcTBOTO). ToBa BKMHYBA YCTAaHOBABAaHE HAa HA CBIBTCTBANA ynoTpe6a Ha OMHOHAM M
MCHXOAKTHBHH BellecTBa (KaTto OeHzoauazenuHM). [Ipu nauMeHTH ¢ npusHauy ¥ cuMnToMa Ha OUD
TpsOBa Aa ce 0OMHUCIH KOHCYATALIMA ChC CINELMATHCT NO 3aBHCHMOCTH.

3noynompeba ¢ napeHmepaIRo RPUROICEHUE
3noynorpebara ¢ nepopasHu neKapcTBeHH GOPMH, NMPUIOXKEHH NAPEHTEPATHO, MOXKE Ja JOBeAe IO
CEPHO3HH MOCNIEACTBUA, BKIIOUYHTENIHO CMEBPT.

Tabnetkure ¢ yasiokeHo ocsofoxaasane Tpabpa Na ce MOMMTBILAT LiEMH H [a He Ce YYIAT, CTPUBAT,
WM AbBYAT. IIpHeMBT Ha CUYNEHW, CTPUTH WIH CABBKAHM TAbJIeTKH ¢ YIBDKEHO OCBODOYKIaBaHe
Boa 10 Obp30 oTAensHe H aGcopOLMA Ha [OTEHUMATTHO CMBPTOHOCHA 032 OKCHKOAOH (BXK. TOMKA
4.9).

XupypzuuHu urmepeeniuu

IbiA KaTO OMMATHTE NOHWKABAT upeBHaTa MOTOpHKa, TabneTkure OKCWIAH € YIBIDKEHO
ocBoboxnasaHe He TpAOBa Aa ObAaT npunaraHu ciej KOPEMHH ONEPALIHH MpPEAM JIEKapsAT Ja ce €
yBepHul, ue uYpeBHATa (PyHKIHA ¢ HOopMaau3dpaHa. He ce mpenopwnusa ynorpeGara Ha Tabrnerkw
Oxcuial ¢ yas/bkeHo ocsoboxaaBane 12 mo 24 Haca mpeau Wi Cled XHPypry4HHM NpouenypH. B
3aBUCHMOCT OT BH/JAa H CTENEHTa HA XUpYpru4dHara mnpoueaypa, H30paHHs METOJ Ha aHECTe3HA,
CBIIBTCTBALLUTE APYrH MEAMKAMEHTH M HHIUBHAYANHHS CTaTyc Ha [allMeHTa, BpEMETO 3a
MOCTOTICPaTHBHO MpHjarahe Ha TabneTkure OKCHIAH ¢ YABRDKEHO ocBoGokaaBane TpiaGBa Oa ce
Onpenens Ciea BHUMATETHA MPELECHKa Ha TOI3aTa M PUCKA BbB BCEKM OTAENEH Cayyail.

AKO € MOKa3aHO AOITBIHUTENHO JIeYEHHE ¢ OKCHKOIOH, A03aTa TpiAGBa Na Gnae ajanTupaHa CrIpsAaMo
HOBUTE NOCTONCPATHBHH H3HCKBAHHA.

CneupanHo BHUMaHHe TpaGea ma ce oOBpHE, KOTATO OKCHKONOH C€ M3MOJM3Ba NPH MALMEHTH
MnojUlaralii ¢€ Ha YpeBHH onepauuu. [1ocTonepaTHBHOTO NPHIIOKEHHUE HA ONMHOWAM C€ MpPENnoppYBa
CaMO B CJTyHauTe, B KOHTO YpeBHATa (PYHKLMA € HAITEIHO BE3CTAHOBEHA.

[IpenoneparuBHata 6esonacHocT Ha TaGnerkure OKCHIaH ¢ YABDKEHO OCBOBOXKIABAHE HE €
YCTaHOBEHA U CJICAOBATENHO MpeAoNepaTHBHATA YIIOTpeba He € MpenophYHTENHA.

roHagHata ocH. Moxe aa ce Habmonaear MOBMIEHN CTOHHOCTH Ha IUIA3MEHHS MPO X751 T
v “

[TOHHXKCHH CTORHOCTH Ha IUIa3MEHMTE KOPTH30J1 H TecTOCTEpOoH. Te3H XOPMOHATHH Ipo
CE MPOABAT C KITHHHYHH CHMITTOMH. /
f




HHayuenmu c mexicko weproopobno yepeacoane
[TaneHTHTE C TEXKO YepHOAPOOHO yBpexaaHe TpaOBa fa 6baaT BHUMATEIHO HAOMIOJaBaHHu.

Xenamobunuapriu Rapyuienun

OKCHKOJIOH MOXKe [a NMPeU3BHUKA HapYLICHHE Ha PYHKUMATA U cna3sM Ha chuHkTepa Ha Oddi, koeto
yBEJIMYaBa PUCKA OT NOABAa HA CMMITTOMHM OT CTpaHa Ha >KTbYHHTE ITBTHINA M MaHKpeaTUT. [lopanu
TOBa OKCHKOJOH TpAOBa Na ce mpmwiara ¢ MOBHIICHO BHMMAaHUE MPU MALMEHTH ¢ MAHKPEATHT M
3abonaBaHusa Ha XTBYHHUTE ITETHLLA.

Ankoxon

[Ipu eqHoBpeMeHHa ynoTpeba Ha OKCHIaH M AITKOXOJI HeXxenaHuTe peakuuyd Ha OKCUTaH MOXKe Jia ¢e
yBennuar. EnHoBpemeHHaTa MM ynioTpeba TpsabBa aa ce n3barea. OxcunaH TpadBa na ce mpwiara
H3KJITIOYMTEIHO BHUMATEJHO ITPH MALIMEHTH ¢ aHAMHE3a 33 3N0ynoTpeda ¢ aIkOXOM U JISKapCTBa.

Honunz npedynpexcoenue
Ynotpebara Ha OKCHIaH MOXKE Aa AOBeIE AO MOJOKHUTENHH NMPOoOH NpH JONHHT KOHTPOJI.
Ynompebama na OKkcunan Kamo cpedocmeo 3a OORUNZ2 Moice 0a bvoe onacHa 3a 30pasemo.

Heua
Oxkcuitad TableTk ¢ yABIKEHO ocBobOXKAaBaHE HE € NMpOYYBaH IpH Jeua noa 12-roauilnHa Bb3pacT.

besonacHocTTa M epukacHOCTTA Ha OKCUiaH TabJleTKH ¢ YABRDKEHO 0CcBOOOKAaBaHe HE ¢a AOKA3aHH
MpH Ta3u nomyaauud. Ynorpebara Ha OkcunaH TabneTkH ¢ YARDKEHO 0cBOO0XKAaBaHE NPH AcLA MO
1 2-roAMIIHA BB3PACT HE € IPENOPbYHUTEIHA.

Harpuii
ToBa nexapcTBO ChIBp)XKAa Mo-Manko oT 1| mmol Hatpuii (23 mg) BBEB BcAka Tabnerka, T.e.

NPAKTHUYECKHM HEe ChbABPIKa HATPUH.

4.5 DBiauMoJeHCTBHE C APYIH JIEKAPCTBEHH NPOAYKTH H ApYrH GopMH Ha B3aHMOJeHCTBHE

ANKOX0N
ANKOXONBT MOXKe Ja YCWIH papMakoauHaMudHHTe edekxtd Ha Oxcuwnan. EnHoBpeMeHHaTa ynorpeba
TpaOBa aa ce u3bArea.

CpeAcTBA, MOTHCKANIH LIEHTPAJHATA HEPBHE CACTEMA

[Toruckamuar edext pppXy HHIHC Moxe na ce ycunu npu CuITETCTBALI TEPAIKA C JIEKApCTBa,
nopmusaeamy [{HC, karo ceqatMBHU MeAMKAMEHTH, XHITHOTHLIM, AHTUIICHXOTHLHM, AaHSCTETHLIH,
¢eHOTUa3UHHM, HEBPOJIEIITULIM, AHTUAETIPECAHTH, MYCKYJIHH PEIaKCaHTH, aHTHXHCTAMHHOBH
NEKapCTBEHH CPECACTBA, AHTHEMETHLH H APYTH OMTHOMIH, KOUTO MOXKE JIa YCHJIAT HEXKEIaHHTE
JIEKapCTBEHHU pPEaKUUH, O-CMEeLHANHO NOTUCKAHETO HA AMILAHETO.

CBITBTCTBALIOTO NPHIIOKEHHE HA OKCHKOLOH CHC CEPOTOHHHOBH JIEKAPCTBEHH NPOJAYKTH, K4TO
CEJICKTUBHM MHXMOMTOpM Ha oOpaTHOTO 3axeamiaHe Ha ceporonuHa (SSRI) unu cenexTHBHH
HMHXUOUTOPH Ha oOpaTHOTO 3axBallaHe Ha cepoToHMH-HopazpeHanuH (SNRI), Moxe aa npenussuka
CEepPOTOHMHOBA TOKCHYHOCT. CUMITTOMHUTE Ha CEPOTOHUHOBA TOKCHYHOCT MOXKeE J]a BKIIOYBAT IIPOMEHH
B ICHXMYHMA cTaTyc (Hanp. Bb30ynda, XamoOUMHALMHM, KOMa), aBTOHOMHAa HectaGwiHocT (Hanp.
TaXuKapiui, Na0WITHO KPBBHO HalAraHe, XUNeEpTepMHs), HEPBHOMYCKYJHH HapylleHHA (Hanp.
XuneppedekcHs, JUNCA Ha KOOPAWHALMA, PHIHAHOCT) W/HIM CTOMAIIHO-YPEBHH CHMITTOMH (HAIIp.
raacHe, MoBpblaHe, AMapus). OKCHKONOH TpAOBa a ce M3NoI3Ba ¢ MOBHIIEHO BHUMAaHHE
e HeoOXO0MMO HAMAJIABAHE Ha J03aTa [TPH MAaLMEHTH, KOUTO H3IIOM3BAT TE3H JIEKAPCTBEH

CeJaTHBHH JICKAPCTBEHH NPOJYKTH, KATO OeH301HA3ENHHE H/IH noAoOHH Ha TH
NpOAYKTH




EnHoBpeMeHHaTa yrnoTpeba Ha ONMMOMAM CBC CCOATHBHH JIEKAPCTBEHH MNPOAYKTH, KaTo
OcHzOMHa3eNMHH WIH nofodHH Ha TAX NEKAPCTBCHH NPOAYKTH, NOBHINABA PHCKAa OT CeJalld,
pecrupatopHa ZAeNpecHs, KOMa H CMBPT nopaau aauTueHUs notuckail [[THC edexr. JJozara u
[IPOOB/DKUTENHOCTTA Ha €IHOBPEMEHHOTO JIeYeHHE TpAOBa na ObAaT HaMmaneHH (BX. T. 4.4).

AHTHXO/IMHEPIrHYHHTE JIEKADCTBEHH MNPOAYKTH (HamNp. AaHTHNCHXOTHLM, AHTHXMCTAMHHOBH
JICKAPCTBCHH CPEICTBA, AHTUEMETHLIH, AHTUNIAPKKHHCOHOBH JICKAPCTBEHH MPOAYKTH) MOXKE Oa YCHIAT
AHTHXOJIMHCPrHYHHTE HEXENaHH €(eKTH Ha OKCHKOAOH (KaTO KOHCTHHALMA, CYXOTa B yCTaTa WM
MUKLMOHHM CMYLICHHA ).

HuMeTRARH MOXKE Ja TOTUCHE MeTabOoNMH3Ma Ha OKCUKOOH.

MonoamuuookcHAa3IHETe (MAQO) uaxuOuTOpE B3aMMOJEHCTRAT ¢ ONMMOUAHMTE AHAINETHLH, KATO
BOAAT 10 BB30yxAaHe wiM notHckaHe Ha [THC c xunep- wis XMNOTEH3HBHH KPH3H (BX. TouKa 4.4).
OKCHKOAOH TpAOBa [a ce U3MOoNM3Ba NPeANa3HBO MpPH MalUeHTH, KOUTO npueMaT MAQO HHXMOUTOPH
MJTH TaKHBa, KOHUTO ca npueMaii MAQ HHXHWOHTOPH Npe3 nocyieIHHTe ABe CeOMHLH (BXK. T. 4.4).

Ot0ens3aHy ca KIMHAYHO 3HaYMMH NMPOMEHH H B JBETe HampabfieHus Ha INR npH chBMecTHa
ynorpeda Ha KYMAPDHHOBH AHTHKOATYJIAHTH C OKCUKOIOH.

B3anmoaeiicTeag, cBhp3ani ¢ CYP cacremara

OkcukonoH ce merabonusupa rnaBHo ot CYP3A4, ¢ npuHoc or CYP2D6. [elicTBHeTo Ha Te3u
METabOIMTHH IBTHIIA MOXE Aa ObJe HMHXMOMpPaHO WIH MHAYLMPAHO OT pasiiM4HM JIEKAPCTBEHH
MPOXYKTH MPHJIOKEHH 3a€HO C OKCHUKOIOH WIH XPAHUTE/IHH €JIEMEHTH.

Muxuburopu Ha CYP3A4 kaTo MakponHIHH aHTHOMOTHUM (Hanp. KNApHTPOMMIH, EPHTPOMHLMH M
TENWTPOMHUMH), a30JHM NPOTHBOTBOMYHM (HANp. KETOKOHA30Jl, BOPHKOHA30J, HTPAaKOHA30] M
MOCaKOHA30]1), MPOTea3sHH HHXHOWTOPH (Hanp. 6OCENpPEBHP, PHTOHABHP, MHAHHABHD, HEIMHHABUP H
CaKBHHABHP), LHMMETHAMH M COK OT rpedndpyT Morar Ja HaMansST KJIMPBLHCA HA OKCHKOIOH
OOBEXIAWKH A0 MOBMILECHA IUIa3MEHA KOHLIEHTpAlMd HAa OKCHKOAOH. CleloBaTeIHO, MOXKE Ia ce
HaJI0XKH CHOTBETHOTO KOPHUIMpaHe Ha J03aTa OKCHKOLOH.

Hakou cneurduaHu npuMepu:
¢ Hrpakonason, momed CYP3A4 uuxuburop npinarad B n1o3a 200 mg nepopayiHo 3a net AHH
noguitasa AUC Ha oxcHKoAoH, npHeMmaH nepopanHo. CpeaHocratHcTudecku, AUC e
npubin3nTenHo 2.4 meTH mo-Bucok (1.5-3.4).

* Bopukonason, CYP3A4 wixuburop, npuiarad B fo3a 200 mg ABa ITbTH AHEBHO 32 YETHPH AHH
(mbpBH sBe no3u or 400 mg), nopumaBa AUC Ha OKCHKOZOH IPUEMAaH MEPOPAITHO.
CpenHocraructHyecku, AUC e npu6iuzureniHo 3.6 meTH no-Bucok (2.7-5.6)

* Temurpomuimy, CYP3A4 uuxuburop, npwiarad B no3a 800 mg nmepopanHo 3a YeTHPH IHH
nopuiasa AUC Ha OxkCHKONOH npueMaH nepopanHo. CpeaHoctatuctHueckd, AUC e
npudbausurenyo 1.8 meTu no-pucox (1.3-2.3).

o Cok ot rpefingpyt, CYP3A4 unxuburop, npreman B nosa 200 ml TpH ITETH JHEBHO 3a meT
nHY, nopumasa AUC Ha oKCHkoAOH mpueMaH nepopaiHo. CpeanocraructHuecku AUC e
npubmusurenHo 1.7 meTH no-sucok (1.1.-2.1).

CYP3A4 axrtuparop kato pHdaMnuuMH, kapbamasernyH, GEHHTOHH H JKBJIT KAHTAPHOH MOraT Aa
aKTMBHpAaT MeTabONM3Ma HA OKCHKOZOH H Ja AOBeNaT IO MOBHUIEH KIHPHHC HA OKCHKOIOH
MOJKEe 712 JOBEAC N0 MOHIDKEHHE Ha IUla3MeHaTa KOHLGHTPAIMSA Ha OKCHKOQOH. Moxe Jia
N03aTa OKCHKOAOH Jia C€ KOpUrupa.

Hsxou cnieunduynn npumepu:




e Xobar kauwtapuoH, CYP3A4 aktumarop, npuemMan B ao3a 300 mg rTpy mbTH OHEBHO 3a
rerHaaeceT nqHM, HamanaBa AUC Ha OKCHKOZOH NMPHEMaH NMepopanHo. CpeaHOCTaTHCTHUYECKH,
AUC ¢ npubmuzurenHo 50% no-HucuK (37-57%).

e Pudamnuuun, CYP3A4 akrusatop, nmpueMaH B go3a 600 mg BeqHBK OHEBHO 32 CEHNEM JHM
Hamansiea AUC Ha OKCHKOAOH NpHeMmaH nepopanHo. CpenHocratuctudeckd, AUC e
npubnu3uTENHO 86% MO-HUCHK.

AkTHBHHTe cyOcTamumu, KOHTO ca CYP2D6 HHxubHTOpH, KaTO NMAPOKCETHH W XHHMAWH, MOTAaT J1a
JOBeAaT 0O HAMAJICH KJIMPEHC Ha OKCHKOOOH. B pe3yarar, MOrar Aa ¢e noydaT YBE/IMYCHH
KOHLEHTPpAaLUM Ha OKCHUKOJOH B IUIa3Mara.

4.6 QeprranTeT, OpEMEeHHOCT H KbpMeHe

YnorpebaTta Ha TO3H JICKApCTBEH NPOOYKT TpsaOBa na ce u3bArea, KOJIKOTO € BB3MOXHO, IIPH
SpeMEHHHU HITH KBPMAUKH.

BpemennocTt

JlaHHuTE 3a ynotpeda Ha OKCHKOAOH NMpH OpeMEHHH JKeHH ca orpaHH4eHH. bebGera, uuuTo maiiky ca
ynoTpeOABaid onmuatH 3 no 4 ceaMHUM npeaH paxpaHe, TpaOpa na Owaar HaOmonaBahH 3a
pecniiparopHa aenpecus. Ilpy HOBOpOASHH, YHMTO MaMKH C€a MOJIOKEHH HA JICHEHHE C OKCHKOJOH,
MOTAT 14 C€ MOABAT CHMITTOMM Ha OTHEMaHe

Knpmene
OKCHKOJOH MOX€ Aa NPOHMKHE B KbpMaTa H Jla NPMYMHH CelalMsd H pecnHpaTOpHa Aenpecus y
kbpMaueTo. CrienoBaTeNHO, OKCHKOAOH He TpAOBa a ¢e mpuiiara rno BpeMe Ha KbpMEHe.

4.7 Ed¢eKTH BbpXY cocoOHOCTTA 3a MoPHPaHe H padoTa ¢ MAIIHAH

OKCHKOAOH MOXK€ Ja 3acerse criocoOHoCTTa 32 modHpane wiH pabora ¢ MammHKu. ToBa € ocobeHo
BEpPOATHO MNPH 3aMOYBAaHE HA JCYCHHE ¢ OKCHKOAOH, CII€I MOBHIIABAHE HA 03aTa HWIH MMPOMECHM B
TepanuaTa, A Tpd €OHOBPEMEHHO MpHIaraHeé Ha OKCHKOZOH C AIKOXOJ WIH JPYrH CpeIcTBa,
noruckawy LHHC.

[1pn npoBexxaaHe HAa MOCTOAHHO JICHEHHE HE c€ Hajara ofuia 3abpaHa 3a ynpaBleHHe Ha MOTOPHO
[PEeBO3HO CpeACTBO. JleKyBalquaT ekap TpAOBa Ja npeueHaBa HHAMBUIYATHO BCEKH OTAEIIeH CiIyvaii.

4.8 HexeJaHH JEKAPCTBEHH peaKnHH
OKCHKONIOH MOXE [Oa Mpeu3BUK2 NOTHUCKAHE HA AMUIAHETO, MHO03a, OpOHXOCNAa3bM H CNAa3MH Ha
rragkaTa MyCKyJIaTypa, KakTo M ITOTUCKaHe Ha KalUTHYHUA pediiekc.

Haii-uecTo CcHOOLUABAHHTE HEXKENAHH JICKAPCTBEHH peakilud ¢a rageHe (ocobeHo B HauaaoTo Ha
JICYEHHUETO) M KOHCTHITALHA.

PecniupaTopHaTa JelNpecHs € rjlaBHAaTa OMAacHOCT MpPpH Npeao3dpaHe HA ONHOHAWTE W C€ MpogBaBa
MPEAMMHO ITIPH BBL3PACTHH WIHM H3TOUIEHH NauMeHTU. OnHOAHAHTE MOraT Aa MNPHYHHAT TeXKa
XHIIOTOHHKA TIPH NPEeaPasnoioKeHH MalHeHTH.

[lo-nony ca H30POCHH HEXKEJIAHUTE JICKAPCTBEHH PEaKkLIMK, 32 KOUTO Hal-MaJIKOTO ce MpeAnosara, 4ye
Ca CBBbpP3aHH C JICYEHHETO, B 3aBUCUMOCT OT CHCTEMO-OpraHHHA KJ1ac K abCOMIOTHATa YeCTOoTA.

BB BCAKa rpymna HEXeENaHHUTE peakiMH ca H30pOeHH B HH3XOHALl peld, B 3aBHCHMOCT
CEPHO3HOCT.

YecToTHUTE ca ONpeacieHH KaTo:




MHOro 4ecTH >1/10

YeceTn >1/100 mo <1/10
HevecTH >1/1 000 go <1/100
Peaxkn >1/10 000 no <1/1 000
MHOro pejxkH <1/10 000

C HeH3BECTHA 4€CTOTAa OT HAJIMYHHUTE JAHHHU He MOXe a Ob/ie HampaBeHa OLCHKA

HMuapeKUME ¥ nNapa3uTHU 3abo1aBaHHs
Penku: Xepnec CUMILISKC

Hapyiuenus Ha KpbBTa M JHMOHATE CHCTEMA

Penku: numdpaneHonarus

HapyiieHns Ha HMYHHATa CHCTEMA
HeuecTu: CBpLXIYBCTBHTETHOCT

C Heu3BecTHa YeCcTOTa: aHAPHIAKTHYHA PEAKIMA

Hapyumienus Ha €HAOKPUHHATA CUCTEMA
HeuecTH: CHHAPOM HA HealeKBaTHA CEKpeLMa Ha aHTUAMYPETHYHHSA XOPMOH

Hapyiienus Ha MeTabonu3mMa B XpaHeHeTo

YecTH: HaMansiBaHE Ha aNleTHTAa

HeuecTd: nexuaparanus
Penku: NOBHUICH aneTUT

IlcuXu4HH HapyINEHUS

YecTu: TPEBOXKHOCT, OOBPKBaHe, AENPECHA, HaMajleHa AKTHBHOCT, 0e3nokoHCTBO, NCHXOMOTOPHA
XHIIEpPaKTHBHOCT, O€3ChHHE, HEPBHOCT, HapylllaBaHE Ha MHCJIOBHHS TPOLIEC

HedecTu: BB30yOda, eMOLUMOHaIHa JIAOWIHOCT, eydopus, Aucopus, HapyLIeHHs HA BBL3IPHATHATA
(Hanp. XamoONMHAIMM, AENEePCOHANU3AILMA), MOHIDKEHO MHOMNO, JIEKAPCTBEHA 3aBUCHMMOCT (BX. T.
4.4).

C HeH3BeCTHA YeCcTOoTa: arpecus

HapyilieHHs Ha HEPBHATA CHCTEMA

MHOro 4ecTH: ChbHIHBOCT, CeIalus, 3aMasHOCT, IT1aBoboIuMe

YecTu: TpeMop, Jetaprus

Heuecty: aMHe3H4, rbpuoBe (ocobeHO NpH MaLMEHTH C eIWIeNICHA HITH MPY HALMEHTH ChC CKIIOHHOCT
KbM KOHBYJICHH), HADYUICHA KOHILICHTPALHA, MUTPEHA, IOBHIIEH MYCKYJIEH TOHYC, XHIOECTE3HA,
HEBOJIHH MYCKYJIHH CBKPAII€HHs, HapyllleHa KOOpAHHALKs, HApYILIEHHs Ha roBOpa, CHHKOI,
[IapecTe3ns, JUCTEY3US

C HEH3BECTHA YECTOTA: XMITEPAJITE3nA

HapyiiieHHd Ha OYHTe
HeuecTH: 3puTEIHN HApYLIEHHA, MHO3a

HapymeHnnd Ha yXoTo H n1abHpHHTA
HeuecTH: HapyleHHa Ha CTyXa, BEPTUrO

ChbpaeyHd HapyLIeHHS
HeuecTu: mannurauysy (BB Bph3Ka ChC CHHIPOMA Ha OTHEMaHE), CyTIPaBEHTPHKYIApHA TAXHKAPAHUS

CbI0BH HapYIIIEHHUS
HevecT: sazonqunaTauus

Pelkn: XUNMOTEH3HA, OPTOCTATHYHA XUITOTCH3UA

PecnvpaTopHy, rpbIHNA ¥ MEAWACTHHAIHH HAPYIICHHS
YecTu: aucnHes, 6poHXocnassm




HeuecTH: pecnMpaTOpHa AENpecHd, YCHICHA KalllTMLIA
C HeH3BeCcTHA YeCTOTa: CHHAPOM Ha LieHTpallHa ChHHA alHes

CToOMAlIHO-YPEBHH HADYIICHUS

MHoOro 4ecTH: KOHCTHMAIMA, FaficHe, IOBPBILIAHE

YecTH: cyXOTa B yCTaTa, B peIKM ClIy4yaH CBHIPOBOACHA € XaKIA M 3aTPyLHEHHS B I'BITAHETO,
KopeMHa Oonka, IHapus, TUCIECIICHA

HeuecTH: mucdarus, paza3piBaHe Ha YCTATa, THHIUBHMT, CTOMATHT, (QJIaTyJI€HUMA, OPHI'BaHE, KIEYC
Penxu: MesieHa, KbpBEHE OT BEHLIMTE, HApYIIeHHS Ha 3b0uTe

C HeM3BECTHA Y€CTOTA: 3LOCH Kapuec

XenmaTobunuapHy HapyLUIEHHS
HeuecTH: moBHIIIaBaHE HA CTOHHOCTHTE Ha YCPHOAPOOHHUTE €H3IUMH

C Hen3BECTHA YECTOTA: XOJIecTa3a, *IIHYHH KOJIMKH, HapylleHa yHKuwma Ha chuHKTepa Ha Oddi

HapyineHud Ha KOXaTa U IIOAKOMXKHATA ThKaH

MHoro uectH: cspbex

YecTH: koxeH oOpuB, Xxurnepxuaposza

HedecTHn: cyxoTa Ha KoXarta

Penxu: yprukapus, MpoABH Ha XepIieC CHMILIEKC, NOBHIIIEHA GOTOMYBCTBHTEIIHOCT

HaE!I]lCHHH Ha 61’:696@!@ H ITAKOYHHUTE ITHTHILA

HeuecTn: nu3ypusd, MUKIMOHHH CMYLICHHS (PETCHLIMA Ha YPUHATA, HO CHLIO Taka U YECTH IMO3HBH 34
YPHUHHPAHE)
Penku: 3aapeXKKa Ha YpUHA, XeMaTypus

HapviieHus Ha BB3MIPOM3BOAMTEIHATA CHCTEMA U I'bpAaTa
HeuecTH: MOHIDKEHO NTHOHIO, €PEKTHIHA AUC(YHKIMA, XUTIOTOHAINIBM

C HeHM3BECTHA YECTOTA: aMeHoped

OO61M HapyLeHus ¥ edekTH Ha MACTOTO Ha MMPHIIOKEHHE

YecTH: acTeHHs, YMOPAEMOCT

Heuectu: BTpHcane, o0wo HepasnonoxeHwe, OONIka (HAINp. B TPbAHUA KOLI), OTOLM, NepUdPepHH
OTOLH, (PH3HUECKA 3aBUCHMOCT CHC CHMITTOMH Ha OTHEMAaHe, TONepaHC, axkKaa

Penku: MpOMEHH B TEJIECHOTO TEINIO (IIOBHIIABAHE MM HAMAIIABAHE), LICTTYJIHT

C Heu3BECTHA YECTOTA: JIEKAPCTBEHO 00YyCIIOBEH CHHAPOM Ha OTHeMaHe NPH HOBOPOIEHM JelLa.

HapaHspaHus, OTPABAHWSA U YCAOKHEHHS B Pe3YITAT HA HHTEPBEHIIUY
HeuecTn: HapaHABaHUA TIPH MHIMACHTH

Onncanue H3 A30PAHE HEKENAHH JICKAPCTBEHH PEAKIHA

Jlexapcmeena 3aeucumocm

XponuyHata ynorpeba Ha OkcwnadH Tabnerku ¢ yabDkeHO ocBODOXK/aBaHE MOXKE A4 JOBENE [0
NleKapcTBEHA 3aBUCHMOCT, JOPH B TEPaNEeBTUYHH O03H. PHCKBT OT leKapcTBEHa 3aBHCHMOCT MOXE A4
Bapypa B 3aBHCHMOCT OT MHAMBHAYANHHTE PHCKOBH (aAKTOpH Ha MNalMeHTa, [o03aTa H
NPOOBDKHTETHOCTTA HA JISYSHHETO ¢ ONHOH (BX. Touka 4.4).

[lenyaTpyyHa NOMyNALHS
YecTorarara, BUABT U TEKECTTTA HA HEXEIAHHTE JICKAPCTBEHH peaKUMM INpH OHOLH (oT |

FOAMHM) H3ITICKIA Ca CXOXHH € T€3H MPH BBL3PACTHH (BXK. Touka 5.1).
Crofmapane Ha NOAOZHPAHN JICKAPCTBEHH PEAKIHH

Cpob1uiaBaHeTO Ha NMOJO3MPAHH HEXENaHH peaKLMK CIel padpellaBaHe 3a ynorpeda
MPOAYKT € BakHO. ToBa no3BoNfABa ha ¢€ MPOIB/DKH HAbMOOEHHETO HA CHOTHOLIEH
33 JIeKapcTBeHUS MNPOAyKT. OT MEAMLMHCKHMTE CNELHMalMCTH Cé M3MCKBA fa Ch




NOJO3MpaHa HeXellaHa peakiMa 4Ype3 HAUMOHAIIHATA CHCTeMa 3a cboOlmapaHe B HambiaHuTEnHa
ar¢HUMUs Mo nekapcrBata yi.,JlamsaH ['pyes’’Ne 8, 1303 Codwis, Ten.: +35928903417, yeGcaiir:
www.bda.bg

4.9 Ilpenozupane

CHMNTOMH

Octpo npenoszupane ¢ OKCHKOAOH MOXE Ja C€ MPOSBH ¢ MHO3HMC, PECIUPATOPHA JIENpEeCcHd, ChHIIH-
BOCT, KOSITO MOX€ Ja JOBEIE AO CTYNOp, WIH KOMA, XUIOTOHUSA, CWIHO NMOHIKaBaHe Ha KPBBHOTO
HaIAraHe ¥ CMbPT. IIpH TeXXKH ciTyuaH MOraT Ja HacTBIAT LUPKYJIATOPEH KoJanc, Opaqukapaus U He-
KapAuoreHeH GenoapobeH oToK; nmoynorpedaTa CbC CHIHH ONMATH, KATO OKCHKOAOH BBB BHUCOKH
A03H MOXe jAa uMa netaleH u3xod. HaOmonasaHa € TOKCHMYHA JieBKOeHLedanonaTus mpH
npeao3HpaHe HA OKCHKOAOH.

Jleuenue

OcHOBHO BHHUMaHHe TpabBa ga ce oObpHe HAa OCHrypsBaHe Ha CBOOOJHH AMXATENHH ITHTHLIA H
3all04YBaHE Ha MOMOLUHO WIH KOHTPOJHPAHO AMLIAHE.

CrneunduueH aHTHAOT 3a JIEYCHHE Ha Ipeo3upaHe € ONHOUIHHAT aHTAroHHCT HanokcoH (0.4-2 mg
MHTPABEHO3HO). B 3aBHCHMOCT OT K/IMHHMYHATA KapTWHa, no3ata TpaOBa na ce noBrapsa mpe3 2-3
MHHYTH. MoXe na ce HanpaBd UHTpaBeHO3Ha WHGY3MA HAa 2 mg HanokcoH B 500 ml pasrsop Ha
HaTpueB xiopun Y mg/ml (0,9%) wnu pastBop Ha rimoko3a 50 mg/ml (5%) (cvorBeTcTBam Ha 0,004
mg/m] HasokcoH). CkopocTra Ha uH(Qy3muaATa TpsaOBa jJa Obae cbOOpaseHa ¢ MpeAlIeCTBAlLATA
€QHOKpAaTHA 4034 M C NTIOBIHABAHETO Ha MalMeHTA.

Moxe na ¢e ¥Ma npeaBHA CTOMauwiRa mpomHBKa. [Ipe3 mbpBHA enuH Hac MOXe na ce TpeanpHeMe
MpwiaraHe Ha akTHBeH BbIvieH (50 g npu Bu3pacTHH, 10-15 g npu aeua), ako € NpHETO 3HAYHUTETHO
KOJTMYECTBO, B PAMKHTE Ha €JUH 4ac, 3a OCHTYpSBaHE Ha CBOOOOHM AWXATEIHH MBbTHINA. Moxe Oa ce
npeLeHH, Y€ KbCHOTO MPHIOXKEHHE HA aKTHBEH BBIVIEH € OT MOJI3a MPH NpeAo3UpaHe ¢ MPOXYKTH ¢
yAB/BKEHO 0CBOOOXKAaBaHe, HO 33 TOBa HAMA JI0Ka3aTeJICTBA.

YCKOpABAHETO Ha acaxa ¢ NpHaraHe Ha MOOXOAALI] 1aKCaTHBEH MPOAYKT (Hanp. pa3TBOp Ha OCHOBa
Ha PEG) cpino Taka Moxke na 6pa€ oT nosa.

[Ipn HeoOxoaMMoCT, 3a OBJAJMBAHE HA CBIBTCTBAILMA LMPKYJIAaTOpeH KoJjanc TpsbBa na ce
NMpeaANnpHEMaT CHOTBETHHTE MOAABPXKALIH MEPKH (B TOBA YHCJIO amapaTHO AMIUAHE, TMOJABAHE HAa
KHCNIOpOA, NPUIaraHe Ha Ba3oNpeCOPH H BIMBAHHA HAa TEYHOCTH). [IpH ChbpAEUYCH apecT WK apUTMHH
MOJXE J]a C€ HANOXH ChpAedeH Macak wiu aepubpunauud. [Tpyn HeoOxoouMOCT MOXKe 3 ce U3Non3Ba
anapaTHO AMIIAHE, KAKTO H MOAIBPKAHETO Ha BOAHOTO H €JICKTPOJIMTHO PABHOBECHE.

5. DPAPMAKOJOIHYHU CBOMCTBA

5.1 <PapMakoIHHAMHYHH CBONCTBA
DapMaKkoTepaneBTHYHA rpyna: AHaJIreTHUH; omuMoMaHH; [IpupoaHu ankaloHaH Ha onMyMa
ATC xoa: NO2AAQS

OKCHKOAOH MMa aQHHHUTET KbM Kara-, MIO- H JEJITa- OMHOUAHHUTE PELENTOPH B MO3BKA M IPHOHAYHHS
Mo3bK. ToH neHCTBA BBPXy Te3H pELIENTOPM KAaTO ONMHEB ATOHHCT 0e3 AHTATOHHCTHYEH e(eKT.
TepaneBTHYHOTO My HOeHcTBHE € rIaBHO 06e360sBalO M celAaTHBHO. B CpaBHEHHE C OKCHKOIOH C
Obp30 0cBOOOKAaBaHE, MPHIIOKEH CAMOCTOSTEITHO WIH B KOMOHHALMSA C IPYrH BEILECTBA, TaOIETKHTE
C YABIDKEHO OCBOOOXKIABaHE OCHIYpABAaT 00e300/I1BaHE 32 3HAUMTENHO MO-TBIBI NEPHO
Oe3 yBe/M4YaBaHE HA HEXENAHUTE PEaKIvH.

[leaAMaTpuUyHa OIyJIaLHs




Kato usano, naHHuTe 3a 6€30MacHOCT OT KIMHUYHHATE, PapMaKOAMHAMHYHHTE U (apMaKOKHHETHYHHTE
H3MUTBAHKA HA OKCHKOIOH MOKA3BAaT, Y& OKCHKOAOH MMa no6pa NOHOCHUMOCT B NEAHATPpHYHATA
MOMyJiailks, ¢ MUHUMAITHH HEXEJTAHH PEAKLIWH, 3aCATalllH NPeIHMHO racTpO-HHTECTHHAIHATA K
HEPBRHATA CUCTEMH. BCHUKH JOKIAJBAHM HEXEJIAaHH JIEKAPCTBEHH pPeakliMi CHOTBETCTRAT Ha
H3BECTHHA NMPOPUI Ha O€30MacHOCT HA OKCHKOAOH, KAKTO U Ha IPYTH CPABHMMH MOIIHH ONMHOHAH
(BK. TouKka 4.8 HexenaHu teKapCcTBCHH peakLMH).

He ca HanuyHU NavHHK OT KIHHHYHH W3NHTBAHHA [IPH NPOAB/DKHTENHA yrioTpeba npu aeua ot 12 to 18
FOIMHH.

5.2 @apMaAKOKHHEeTHYHH CBOHCTBA

Abcopbuns

OtHocuTenHaTa OMOHAIMYHOCT HA OKCHKOJOH C YABDKEHO OCBOOOXKIABaHE € CPaBHHMA ¢ Ta3H Ha
OKCHKOJOH ¢ OBp30 0CBOOOXKIABaHE ¢ NOCTUraHE¢ HA MAKCHMAJIHM ILUIa3MEHH KOHLIEHTpPALHH OKO0JIO 3
yaca cjeq npueMa Ha TabieTkuTe ¢ yaImDKeHO ocBoOoxaaBaHe B cpaBHeHMe ¢ 1 mo 1,5 yaca mpu
npoaykrT ¢ Onp30c ocBobokaaBaHe. BBpXOBHUTE I[UIa3sMeHH KOHLEHTpalMHM H KojebaHuATa B
KOHLICHTPALIMMTE Ha OKCHKOZOH OT (POPMHTE C YABDKEHO H OBp30 0CBOOOXKaBaHE Ca CPABHHMH IMTPH
NpHJIaraHe Ha €QHAKBA JHEBHA 1034 Ha UHTEPBall CHLOTBETHO 12 1 6 yaca.

[IpuemaneTo Ha Gorata Ha Ma3HHHH XpaHa NPeAd NPHEMa Ha TaONeTKUTe He MOBIMABA MAKCHMAJTHATA

KOHLICHTPALM1s WIM CTETNICHTa Ha abcopOuMsa Ha OKCHKOOH.

TaGnerkure ¢ yaABIDKEHO OcBOOOXKAaBaHe He TpAOBa Aa ce CTPUBAT, pasAeNAT HIH AbBYAT, Thil KaTo
TOBa BOAM OO0 OBp30 OocBODOXIaBaHe Ha OKCHKOJAOH BCJIEACTBHE HapylllaBaHe Ha CBOMCTBaTa Ha
yIBIDKeHOTO ocBODOXKNaBaHe.

Pasnpenenenue

AbcomoTHaTa GHOHATHYHOCT Ha OKCHUKOAOH € MPUOIH3NTEIHO ABE TPETH B CPaBHECHHE C Ta3H MMpH
NapeHTepaIHO NpuiIokeHHe. 1Ipy paBHOBECHH ILIA3MEHM KOHLIEHTPALIMH CTENEHTa Ha pasnpe/ieNicHHe
Ha OKCHKOZOH € 10 2,6 I/kg; cBBbp3BaHeTO ¢ MAa3MeHHTE NPoTedHH a0 38-45%; eIMMHHAIMOHHHAT
MOTYKHUBOT € 0T 4 10 6 Yaca, a IU1asMeHHAT KMpbHC 40 0,8 Vmin. EnNMMUHALHOHHHAT MOMY>XHBOT Ha
OKCHKOZIOH € 4-5 yaca, KaTO PaBHOBECHO ChCTOAHHE Ce MOCTHTa 34 OKOJIO €IHH JEH.

broTpanchopmauns

OKCHKOAOH ¢€ MeTabonH3Hpa B HepBaTa M YepHHA Opo0 A0 HOPOKCHMKOAOH H OKCHMOPQOH, KAKTO H 10
HAKOJIKO TIMIOKYPOHHpaHH KoHiorara nocpencrsoM P450 uuroxpomaara cucrema. U BHTIpO
M3CJICABAHMA TIOKa3BaT, Y€ MNPHJIAraHeTo Ha CHMETHAMH B TEPANEBTHYHHM [03H BEPOATHO HAMA
IJIMHHYHO 3HauHM edekT 3a 00pa3yBaHEeTO Ha HOPOKCHAOH. IIpH Xopa € ycTaHOBEHO, Y€ XMHHIHH
HamaldaBa ofpasyBaHeTo Ha OKCHMOpdHH, JOKATO (hapMaKOIHHAMUYHHTE CBOMCTBa Ha OKCHKOIOH
OCTaBaT HCMMPOMCHEHH B 3HAYHTEIHA cTeneH. MeTaboIUTUTEe HMAT HE3HAYMTENIEH IPHHOC KbM 001mus
¢papMaKkoAHHAMMUYEH €EeKT.

EnumMaHHpaHe

OKCHKOROH M HErOBHUTE META0ONHTH Ce eKCKPEeTHPAT ¢ ypHHATA M M3MpaKHEeHUATa. OKCHKOIOH
NpeMHHARBA NPe3 [UIALCHTATa U C€ OTKpHBa B MAHYHHOTO MIIIKO.

JIuHeHHOCT/HEeTHHEHHOCT

[Ipy TabneTknTe OKCHMKOROH C YAB/DKEHO 0CBOGOXKAaBaHe, B 403a OT 5 mg no 80 mg, e HabmonaeaHa
JINHEHHOCT Ha IU1a3MeHaTa KOHLEHTPALMSA 110 OTHOLIEHHE Ha CKOPOCTTa M CTENeHTa Ha abcopOius.

5.3. IIpeaxnunnunu JaHHH 34 Oe3omacHoOCT
Hsma noCTaTBYHO NAHHH 10 OTHOLIEHHE HA PENPOAYKIMOHHATA TOKCHYHOCT H2 OKCHKO
HaJTWYHH CBEIeHHS OTHOCHO (PEPTHIHTETa U TOCTHATATHHUTE e(PeKTH BC/IEACTBUE W
H3JlaraHe Ha MenukaMeHTa. OKCMKOAOH He NpeIH3BUKBA MaN(OPMALIHH NMPH ILTHXOBE
1,5 no 2,5 nbTH NMO-BHCOKH OT JHEBHA 103a MpH Xopa oT 160 mg/kg na ocHoBa mg/kg
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He ca NPOBCKAAHH ITPOAB/DKHTCIIHU MPOYUBAHHS 33 OLICHKA HA KaAPLIMHOTE€HHHA MOT




6. OAPMAIIEBTHYHH TAHHHA
6.1 ChnHcbK HA NOMOIIHHTE BemeCTRA

Oxcunan 20 mg mabaemxu ¢ yovceno oceoboicoasane

CepleBuHa Ha Tadnerkara

Komunon SR (monmu (BuHWwianertar), noeugoH (K = 22,5-32,4), natpuer naypmicyidar, CHNHLHER
AHOKCHA)

MUKpOKpUCTATHA LENYJI03a

CHIHLHEB OUOKCHA, KOJIoHAEH Oe3BoaeH

Marbe3neB ¢Teapar, pacTUTe/leH

[ lokpuTHe Ha TabneTkara :

ITonu (BHHUMIOB AJIKOXO0N)

Tanx (E 553b)

TuranoB nuokcun (E 171)
Maxporon 3350

JewsThH (cos) (E 322)
Kenesen oxcu, xuiat (E172)
XeneseH okcux, uyepeH (E 172)
XKenezeH okcull, yepseH (E 172)

Oxcunan 40 mg mabremxu ¢ yov1yiceno oceobodxcoasane

CoplesuHa Ha Tabnerkara
Komunon SR (nonu (Bmunnanerat), noBuaoH (K = 22,5-32 4), HaTpues naypuncyidar, CWIHLHCR

DHOKCHI)

MukpokpHcTanHa ueilyio3a
CunuumMeB IHOKCUA, KOITOKIEH De3BoaeH
MarHe3ueB cTeapart, pacTHTE/IEH
[Toxpurue Ha TabrneTkaTa :

[Tonu (BUHMITOB aJIKOXOJ)

Tank (E 553b)

Turanos anokcua (E 171)
Maxkporon 3350

Jlenrua (con) (E 322)

Kenesen oxkcug, xwiat (E172)
Xenesen oxkcua, uepeH (E 172)
KeneazeH okcug, yepsed (E 172)

Oxcunan 80 mg mabremxu c yovadicero oceoborcoasane
CopueruHa Ha Tabnerkara

Konupon SR (mosn (BuHunanerar), nosugon (K = 22,5-32,4), HaTpHes naypwicyidar, CHITHLIHEB
JUOKCHI)

MuUkpoKpucTaiHa UHETYJI034

Cunyuyes AHOKCHA, KonouaeH 6e3poeH
MarnesueB creapar, paCTHTENECH
[ToxkpuTue Ha Tabyerkara

[Tonu (BUHKWIOB ANKOXO0N)

Tank (E 553Db)

Turanos auokcua (E 171)

Makporon 3350

JletutuH (con) (E 322)




KenezeH okcua, xeat (E172)
KeneszeH okcua, uyepeH (E 172)
HMuaurokapMuH anyMmuHues nak, (E 132)

6.2 HecnhBMECTHMOCTH
Henpunoxumo

6.3 Cpok Ha roguocTt
3 roaAuHHU

6.4 Cpennannu yCIOBHSA 33 CHXPAHCHHE
Ia ce cpxpanasa nox 25° C.

6.5 BHIO K CHALPXKAHAE HA ONAKOBKATA
PVC/PVdC/anymuHueBu Oaucreps, chabpxawu 7, 10, 14, 20, 28, 30, 50, 56, 60, 72, 98 u 100

TabeTKH.

6.6 CuoenmaaHu NpeAna3Al MEPKH NPH H3IXBLPJaaRe H paboTa
HsaMa crieunaaHiA H3UCKBaHMA.

7. IIPATEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA
G. L. Pharma GmbH

Schlossplatz 1, A - 8502 Lannach

ABCTpH

8. HOMEP(A) HA PA3PEHIEHHUETO 3A YIIOTPEBA
20100388, 20100389, 20100390

9.  JAATA HA ITBPBO PA3PEINABAHE/TIIOAHOBABAHE HA PAZPEHIEHUETO 3A
YIIOTPEBA

Jlata Ha mepBO paspemasane: 16.06.2010
JlaTa Ha nocaeaHo noaHoespaHe: 04.08.2014

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA derpyapu/2025




