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1. UME HA JIEKAPCTBEHHWA IMMPOAYKT
Cy6ctuton 200 mg kancyim ¢ yabiKeHo ocBobok1aBae
Substitol 200 mg prolonged-release capsules

2. KAYECTBEH U KOJIMMECTBEH CbCTAB

Besika kancyna ebabpika:
200 mg mopdunos cyndar (morphine sulphate), ekusanerten Ha 150 mg mopdun Gasza

3a MbJAHUA CMIUCBK HA MOMOLLHHTE BELeCTBa, BUKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

benu 10 Genesnukasy neneTH ¢ yabKeHo 0cBOOOK 1aBale B TBLP/A KeNaTHHOBA KarcyJia:
200 mg: pexamBokadsasu kancyau, pasmep 0, ¢ naanue MS OD 200

4. KJIMHUYHH JIAHHH
4.1 TepaneBTHYHN NOKAZAHUS
3a nepopanna samecTHTENHA Tepalius (NOIbPKALLA TEPANNS) IIPH NANHEHTH, ¢ HAPKOTHYHA 3ABHCHMOCT.

INpu onpeaensive na nokasanusita 3a ynorpeda (M360p Ha 3amMecTBallus 1eKapcTBEeH POAYKT), TpsiOBa Jia
¢¢c cnaspaT ycnosusta Ha Hapenbara 3a napkotuunp seulecta u Hapeabara 3a npoabmkutenso
oby4eHne npu nposexiane Ha nepopainna cyGerutyuns. Ilo tasm npuunna, CyGeruton TpabBa na ce
H3M0A3BA CAMO TIPH OTCBHCTBHE HA TOJEPAHTHOCT KbM JIPYIHM JICKAPCTBEHH MPOAYKTH, H3MOM3BAHK 3a
3aMECTHTENIHA Tepanus,

ﬂepopa.rmom 3aMECTHTEITHO JIEUCHHE NPH NALHEHTH ¢ C HAPKOTHYHA 3aBUCHMOCT TpHGBa Ja Ce NpoBeiKia B
YCJIOBHA HA a/ICKBATCH MEHLIHHCKH KOH TPOJI H B pAMKHTEC Ha saabiboueHa [ICHXOCOHanHa nporpama.

4.2 lo3npoBKa M HAYHH HA NPHIOKECHHE

2!0'31'] pOBKa

I_IHCBHaTa N03a ce onpeaena UHAMBHIYAIHO M 1'p51653 Jd €e TNpHeMa BCJIHBXK JIHEBHO KaTo CIIHOKpaTHa
n03a.

Tpsabsa na ce cnassar yciosusta Ha Hapeafara 3a HApKOTHUYHN BELLECTRA O OTHOLICHHE ynorpedarta Ha
MophuH.

Buspacmuu

OOuKHOBEHO HauanHata n03a e eana 120 mg Kancyjna €IMH IThbT JIHEBHO, B
WHAHBHAYalHaTa aHaMHe3a Ha naunenTa. TpsaGsa na ce cnassat cneudalHnTe YCIOBHSA H
HApKOTHUHM BELLIECTBA 110 OTHOIICHWE Ha ynotpedata na Mopdun (Hanp. 3a neuenue H




20-roauvwHa  Bb3pacT). 3a noscve MHGOPMAUNS OTHOCHO JIO3MPOBKATA, BHXKTE MO-10Ny pasaen
»3aN0o4BaHe Ha neueHue”.

Hayuenmu & nanpeonaia ev3pacm (Mg 65 1 Rogexe 200U )
HsaAma naHHH 32 ynoTpeba Ha NekapcTBEHKA IPOIYKT [IPH IIdUHCHTH B HANPEAHANa Bb3PACT.

llpn HeobxoauMOCT OT W3NON3BAHE HA JIEKAPCTBEHWS NPOAYKT TpabBa 1a Ce NpPEUeHH AOKONKO
NALMEHTHTE B HANPENHAA BL3PACT # TE3M C BAOWeEHO OOINO ChCTOSAHME, OMXa MOTAM Na NpPOABST
fl0-ro1iMa 4yBCTBUTENHOCT KbM MOphHH. [To Tazn npuunHa ce npenopbysa NOBHUWEHO BHHMAHWE NpH
THTpUpaHe Ha 103aTa.

Tayuenmu ¢ yapeoena dvOpeyna w/uitu veprodpoting gyuryus
[penopbusa ce npu nauueHTH ¢ yrpeaeHa 0b0petHa u/minu yepHoapodna GyHKUKA 1a Ce HAMATH 103aTa.

Heya u onouu
He ce npenopyusa ynotpebara va Cy6etuTon npy geua n onoiun noj |8-rofmiuna Bb3pacT.

3anousane Ha aeuenuemo

Bb3 ocHOBa Ha NaHHWTE OT HENCrANHOTO H3NOA3BAHE HA HAPKOTHUM, € OINpeJeNeHa JHEBHA 103a OT
120 mg, ¢ ornen w3bareaHe Ha MOTEHUMANHKS PHCK OT npeio3upake, Tpadea na ce uma npeABHA BCAKA
BB3MOXKHOCT 32 HANM4YHE HA MPHMECH B HEJETafHHsA HAPKOTHK (KAKTO CTEMEH HAa YHCTOTA HA XEPOHHa
npuaoHUT Ha yauuara).

Tpabsa na ce oTuete n 3ary6aTa Ha HAPKOTHUHA TONEPAHTHOCT, KOSTO MOXE 12 Ce MISBH Clel HAKOTKO
AHK,

ﬂHeBHHTe JO3H Tpnﬁaa Aa C€ MOBUAWABAT MNOCTENEHHO, HO BOCTHIAHE HA KIHHHMYHA 1034 HEOGXOII,HMEI 3a
W30ArBaHe Ha CHMIITOMHTE OTHEMAaHe WAAH TIOTHCKAHE Ha HApKXOTHYHHSA TrJ1af. ObukHoBeHO ca
HeoBX0nuMH 1-2 ceAMUILM 3a OnpeaensHe HA ONTHMATHA [iHEBHA 1034,

Ilodowpxcano reverue
HHeBHaTa f03a 3aBHCH OT NOCTABEHATA HH/AMBHAYATHA TEPANCRTHUYHA LEA 1 TEXECTTA Ha 3a001ABAHETO.

Obuvaiinata AHEBHA 1033 NPH NAUMEHTH CbC CTAGHANIMPAHO YMCTBEHO M TCHXHMUECKO CHCTOSHHE €
obukHoBeHo Mexay 300 u 600 mg, kosTo MOKe Aa c¢ yBeawdyu g0 600-800 mg, B cioyvaii Ha
HEeOOXOAMMOCT OT a1eKBaTHA CYBCTHTYLUMA WK NPH HAPKOTHYCH FNajl (;.xepouHora Giiokaaa™).

B penxn cnyuau Moxe 14 cc HANOKM H3TOAIBAHE HA JHEBHA A03a oT 800 10 | 200 mg.
He tpafsa aa ce npesuwasar axesHn aosu or 1 200 mg. Tpabea BuHarm 1a ce uMma npeasua
Bb3MONKHOCTTA 32 LENEHACOUCHO OTKIIOHABAHE HA NIEKaPCTBEHNS NPOAYKT KbM APYTH NHUA.

IIpesmunasane om aeuenue ¢ Memadon kem mepunug cve Cydcmumon

ObnuaiinoTo areBHO choTHOwweHKe € 1:6 10 |:8. T.e. THEBHA 11033 HA METANOHOB XHApoxnopua ot 60 mg
CLOTBETCTBA Ha AHEBHA J03a o7 360-480 mg Cybetuton. [peMUHABAHETO OT NCUEHHETO C EAMHUS KbM
Tepanusa € APYrHa NpOAYKT MOXE [a C€ OCLLIECTBH OT €IHHHR 3a ciie/iBauiug AcH. Bh3MOXHO € na ce
HAJIOKHK MOCTENCHHO TUTPHPAHE Ha 103aTa, 33 1A Ce AOCTMrHE ONTMMAlHA [HEBHA 1034, HANp. B
3aBHCHMOCT OT HHAMBMAYANHUTC KOTEOAHHS HA HAPKOTHUHNS TOMEpaHC W GHOHANMUHOCTTA. Mpu

OTHHTaHE Ha MOTEHUHANHUTE HEXENaHN peakilny, He TpAdBa na ce NMPEBHIIARA CLOTHOLICHHE HA AO3HTE
1:8.

fIpemunasane om aevenue ¢ Hynpenopdhun korr mepanus cwe CyvHemumet
Hsma naTpynan KIHHWYEH ONUT MOTBLPAEH OT KIHHUYHH POy 4BAHHKS.




Ipenunasane om sexenue ¢ Opyau MOpHUIOsH JeKapemseliy npooykmiy kex mepanust cue Cvocmumon
He e Bb3MOXHO rapanTupaHe Ha OHOCKBHBAIEHTHOCTTA HA Pa3NUUHHTE MOPHHUHOBH JIEKAPCTBEHH
NPOAYKTH C yOb/DKEHO OCBOOOKAaBaHe. [To Tasn npuunHa, Tpsbea aa ce noaYeprae, Ye npy nauueHTHUTe,
Npy KOUTO e orpejie/ieHa ¢PeKTHBHATA 103a, HE MOXE 1d CC NPEMHHABA HA TEPanuA ¢ Jpyr NPoaykT 6e3
J1a ce NPOBEe HOBO THTPHPAHE HA j103aTa U KJIMHYYHA NpeLeHKa.

Hamanseane na 0o3ama u npexvceane na 1e4enuemo

Ho3zara TpabBa na ce HamanaBa NOCTENEHHO, aKO € NEeOOXOAMMO, B NPONBLIKEHME HA MECEUM, NpH
00pbluane Ha 0CODEHO BHUMAHUE It POCEIABANE N0 OTHOWEHHE HA AOMBAHUTEACH NpUEM (M3CAenBaHE
Ha npobu Ha ypHHATa).

Paszkoto npeycranoeasane Ha npueMa Ha CyGCTHTON BOAM 40 NOSBA Ha CHMITOMH Ha OTHEMane M
HaMajsaBaHe HA HApKOTHUHHA TONepaHc B Hali-kpaTku cpokoe. [Ipy npuem Ha npoaykTa npes Abaru
NEPHOAH OT BPEME € BB3IMOKHO 18 MMA TOPEAAHTHOCT CAMO KbM BHCOKM HAPKOTHYHM 103u. [lo Tasu
NPUYKHA, NALHeHTLT TPAOBa Na ObAE ACHO H TOYHO WH(OPMHPAH OTHOCHO HAEPKOTHYHHSA TONEpaHc H
PHCKA OT PEIHAHB, BKIFOYHTENHO A 32 TIPHEM Ha JIETANIHA CBPBLXA03A,

Hauuy Ha npunoxenue

Kancynute Tpabea na ce mpuemart npes ycTaTa BEIHBK AHCBHO KATO AHOKPATHA 1032 HA HHTEPBAAU OT
24 yaca. Kancyaure TpsabBsa na ce NOrMbIIAT LETH HIH APYra Bb3MOKHOCT 32 TPUIOKEHHE € PaITBAPSHE
Ha CbABPKAHHETO HA KANCYJIATA B 4alUA CTYAEHA BOAA NPE/H IPHEMA.

Cycnexsnsra TpabBa 4a ce NPHIOTBA HEMOCPEACTBEHO Npean YNnoTpeba, Thil KaTo B NPOTHBEH cTyyail we
ce M3Ty0H MEXaHNIMBT HA Y IBbIDKEHO 0CBOOMKIaBAHE 1 1LE Ce Ch3a/e PHCK 3a TIAlHEHTA.

Jexapsat TpaGBa 1a yBe/IOMH NAUMENTHTE, Ye NCPOPAJINHAT TIPHEM € CAHHCTBEHHS TPHICKHM H
OezonaceH HAYHH HA NPHIOKEHHE HA TOIM .1EKAPCTBEH NPOAYKT, KAKTO H TOYHO W SCHO 13 I'H
NpeIynpeaH 3a eBeHTYA IHNTE PHCKOBE OT NHTOKCHKALUMA (BK. Touka 4.4)

Karncynure v TAXHOTO chibpxKanie ne TpAOBA Aa ce CAbBKBAT HITH CMAYKBAT, KAKTO M [ HE ce paspexiaT
WiIH MHKEKTHPAT, TbH KaTo B TakbB cay4ad OHXa MOTIH 3 Bb3HHKHAT TEKKH HEXENaHW PeakuWu ¢
NOTEHUHANHO aTaneH U3XOA UK JOKANHH NOCAEACTBHS {BK. Touka 4.4).

Tpabpa 1a ce OcHIypH npHem Ha IHEBHATA 034 NoJA HAG.NIOZEHHE (wamp. B anTekarta), B
croTBeTcTBHE ¢ [lpaBuaaTa 3a wapkoruuny nekapersenn npoayktT. Hakaluenns ca BbIMOXKHH
€aMO0 MPH CIa3BaHE HA NOC/ICAHATEe BepcuH Ha [1paBniiaTa 33 HADKOTHYHH JICKADCTBEHH NPOIYKTH
€ Onpe/eeHN 3a0eIeKKH N0 0THOMIEHHE HA CcTIeUnHYHHTE YCIOBHA NPy ynoTpe6aTa Ha Mopdun ¢
YALJKEHO 0cB0o6OX1aBaHE,

Lleayn Ha AeueHKETO M NpeyCTaHoBsiBAHE HA ynoTpedaTa

MNpean 3anousane na nevewne cbe CyGernron, ¢ manuenta TpsGea na ce 06CHAN CcTpaTerus 3a lieyeHHe,
BKIIOYBAIIA TNPOABIDKUTENHOCT M LEMM HA JICYECHHETO, KAKTO M NNAH 3@ Kpam Ha JNEUCHHETO, B
CLOTHETCTBHE C HacokuTe 3a ynpaenewve na Oonkata. [o speme Ha feuyehuerto TpabGsa Aa Wma yect
KOHTAKT MKy /JICKapd ¥ NAUMEHTA, 3a 1a ce OUEHH HCOOXOAHMOCTTA OT NPOALIKABAHE HA JICYEHHETO,
Aa ce OOMHUCITH MPEyCTaHOBABAHE HA JIEYEHHETO W 114 CE KOPUIHPAT 03UTE, ako e Heobxomumo. KoraTo
NALMEHTBT BEYE HE Ce Hy}kaae oT neueHne cve CyGeTHTon, MoXe 1a € NpenopbYUTEeNHO 103aTa Aa Ce
NOHKWXaBa MOCTENCHHO, 34 Aa Ce NPeJOTBPATAT CUMNITOMHTE Ha ornemade. Tpu nunca Ha agexsaten
KOHTpON Ha Oonkata, TpAGBA Aa CC HMa NPEABHA BHLIMOXHOCTTA 34 XHNEPANTe3rsa, TONEPAHTHOCT M
NpOrpeckHs Ha OCHOBHOTO 3abonapade (Bx. Touka 4.4),

IpOALAKHTENHOCT HA IEYEHHETO
[IpOXbMKHTEAHOCTTA HA IeUEHUETO ce onpetens B 3aBUCHMOCT OT AOCTHIAHe
TepanesTHyHH Lenn. CyfeTuTon He TpadBa 1a ce H3N0M3RA NO-ABATO OT HEoBXOAUMOTO.




4.3 TMIpoTuBONOKA3aAHNA

¢ CBpBbXYYBCTBHTENHOCT KbM AKTHBHOTO BCLUECTBO HIM KbM HAKOE OT MOMOLLHMTE BELIECTBA,
H36poeHH B TouKa 6.1

TekKa XpOHHYHA oBcTpyKTUBHA Benoapobra donect:

TexKa OpoHXHANHA acTMa,

TEXKA PECNHPATOPHA JENPECHS ¢ XHITOKCHA H/UIIH XUNEPKanHua;

NapanuTHUYCH HIEyC

4.4 Cniennanuyn npeaynpesxaeHus H NPeRa3Hd MEPKH IPH ynoTpeta

Mopdun TpaGsa fa ce MPHAAra ¢ LOBULIEHO BHHMAHHE NPH 1TAIHCHTH Che:

TEKKO yBpeaeHa Oenoapobna PpyHkums;

pecnuparopHa Jenpecus,

KOp nyamonane (6enozpobHo chpue);

CLHHA anHes;

€JHOBpeMEHHa ynoTpeda ¢ nekapctba. kKouTo nosnussat LIHC;

MAO unxubutopH (BX. Touka 4.5);

MOHOCHMOCT, (PHIHUCCKA 3ABHCHMOCT ¥ CHHAPOM Ha oTHeMaHe (Bx. .PaicTpoiicTro, Abakawo ce Ha

yriorpebara Ha ONHOWAR" FO-/10NY ),

® MCHXHYHA 3aBHCHMOCT (aANKUMA). aHamie3a sa siaoynotpeda ¢ ankoXon W nekapersa (BX.
»Pa3CTPOMCTBO, ABMKALLO CE HA YNOTpedaTa Ha ONHOMAN™ NO-100Y );

® YEPErNHA TPaBMa, BLTPEHEPENIIH AE€3WH WIH IOBHUIEHO BLTPEUCPEITHO HANATAHE, HAMANlEHO HABO HA

ChIHAHHE C HEWIACHEH NPOUIXO:

XHNOTOHHUA € XHMTOBIEMHS,

3a00NABAHHA HA KIBLYHUTE THLTHLLA;

TIAHKPEeaTHT;

TEWKO yBpeaeHa GuOpedna Gy HKUuA,

TEHKO YBPEACHA uepHOApoOHA PYHKLNA;

KOHCTHNALUA.
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Ipy enHoepemenHata ynorpeGa Ha ankoxon M CyOCTHTON, HeXenaHuTe eleKTH Ha TO3M NeKaApCTBEH
TIPOAYXT MOXKE Aa ce yBeinuat. EnnoBpemennara um ynotpeGa tpsdea na ce nibarsa.

Ocmuvp zpuoen cundpox (OFC) npu nayuenmi cx¢ cuprosudno-remvyig Goaccem (CKB)

Hopann sb3moxkna Bpw3ka mexay OFC u ynotpebara na mopduin npu naupentn che CKB, NeKyBaHu ¢
MOPGHH MO BPEME Ha Ba30-OK/JY3MBHA KPH3a, BHUMATEIHOTO HABMOAEHHC 3a cUMITOMH Ha OIC e
HANOMKHTENHO.

Haabubpeuna HegoctarbyHOCT

OHHOHRHHTC aHanreTHud MOrart aa peaHiBHKAT OGDaTH Ma Han61,6peqHa HEXOCTATBYHOCT, KOATO
H3HUCKBa Haﬁmouenue H OpHiarane Ha FMKKOKONTHKOKHAHA 3aMECTUTENHA Tepanusg. CHMHTOMHTC Ha
HanOBOPeUHa HEAOCTATBYHOCT MOraT /12 BKOYBAT HaNp. raieHe, nospblUake, 3aryda Ha aneTHT, ymopa,
cnabocT, 3amaiBaHe UK HUCKO KPbBHO HaNAraHe,

ToHmkeHHe Ha HHBATA HA TIOJOBHTE XOPMOHH H NOBULLIEHHC HA NPOJAAKTIIHA

,H'I)J]FOCPOH HAaTa ynmpeﬁa Ha OMHOHAHH @HANTCTHLM MOWe J1a OL1e CBEp3aHa ¢ NOHHWIKEHHe HA HHBATA Ha
MONOBHTE XOPMOHH H MNOBHIUEHHE HAa MponakTHHa. CUMNTOMHTE BKAOYBAT HaMaleHO .I'IHGHIIO,
HMTIOTEHTHOCT HJIH aMEHOPE.

OcobeHu puckose NPH NAUHEHTH HA 3aMECTHUTEIHO JICUeHHe
OCHOBHHAT PHCK [TPH TPCAO3UPAHC HA ONHOWAHHTE AHAJIMEeTHUM ¢ peCnupaTepHaTa el




JuxateNHy HADYLIGHHSA N0 BPEME HA ChH

Onuongute MOraT a NPHUMHAT JAMXATENHW HAPYLIEHUS 110 BPEME HA ChH, BKIIOUHTENHO UEHTpaliHa
cbHHa anHes (1ICA) n xunokcemus no Bpeme Ha chH. Ynotpebara Ha onHonad yeeanyasa pucxa ot LICA
no 10303aBHCUM uauuH. [lpy nauuenTute, npu kouto ce vabmonasa LICA, cnensa na ce oGMHCAH
HaMasisBaHe Ha oDilaTa n03a ONHOW/IH,

Texkn koxHu Hexenanu peakuuu (TKHP)

BbB Bpb3ka ¢ NeveHHeTo ¢ MOphUH ce CLODILABA 32 OCTPA I'EHEPAITHIHPAHA €K3AHTEMATO3HA NYCTYI03a
(AGEP), xoato moxe na 6bAe HMBOTO3ACTPALIABALLA WIH ¢ NeTaneH W3Xod. [loBeueTo OT Te3u peaxuu
€a HACTBLNUMH B PaMKHTE Ha NbpBHTe 10 AHW oT nevenunero. [launenTuTe ciensa na 6baaT wHOPMHpaHH
32 MPHIHALNTE H cHMNTOMUTE HAa AGEP v aa 6bJaT cLBETBAHK 12 NOTHLPCAT MENHUMHCKA NOMOLL, aKo
NONyYaT T&KHEA CHMITOMH,

AKO ce noaeaT NPA3HALK H CHMITTOMH, TOKA3BalK TE€3M KOXKHH pPeakuMHy, MOp(t)l‘lH'bT TpﬂGBa Obae
ITpeYCTAHOBEH 1 Aa ce oOmucan aJITCPHaTHBHO JICYCHHE.

XenatofunvapHu HapylueHus

MopdHrHbT MoXe na noBeae A0 HapylleHa GyHKUHS W cnazbM Ha cunktepa Ha Oddi, koeTo noswimasa
MHTPAOUIIHAPHOTO HANATAHE U YBENHYABA PUCKA OT T105BA HA CUMITTOMU OT CTPaHa Ha KTbURHTE ILTHILA
W NaHKpeaTyT.

Puck npu cbnbTCTBaUIA YMOTpeOa Ha ceaaTHBHH JICKAPCTBA, KaTo GEH30AMA3ENUHE WK [TOJOGHH Ha TAX
nekapcTea:

CbobTeTBawaTa ynotpeba Ha MOPMHH U CeNaTHBHH NEKAPCTBA KATO GEH3IOAMATENMHE MAW TIOJ0GHH Ha
TAX NIEKAPCTBA MOXKE /(A J0BEAE 10 CEAHPAHE, PECIHPATOPHA ACTPCCHS, KOMA U CMLPT.

[lopaau Te3n puckose NPEANMCBAHETO HA TEIM CENATHHHY [ICKAPCTBA KATO ChIBTCTBALLO TIPHIOKEHHE
TpAb8a fa Obie 3aMa3eHo 33 NAKCHTH, 2a KOUTO HE € Bh3MOKHO aNTEPHATHBHO NeveHne. AKO Ce BICMe
PCLUICHHE TO3H NCKApPCTBEH NMPOIYKT Aa €€ NPEANUCBA KATO CLNBTCTBALLO [PHIMKEHHE CBC CENATHBHH
nekapeTea, Tpsabea na ce M3MoN3Ba Hali-HACKaTa eCKTHBHA 1032 M NPOALMKUTEAHOCTTA Ha ICHEHHETO 12
Oble BBIMOKHO Haii-kpaTka. Mopdmi Tpabsa 4a ce Mpuiara ¢ NOBUIIEHO BHHMaHHe NPy NaiMeHTH
npuemaiuy [HHC penpecanth (sux Touka 4.5).

Maunentute Tpabpa na GbaaT BHUMATENHO NPOCAEASBAHN 33 TIPHIHALK H CHMNTOMH Ha pecnuparopHa
Aenpecus ¥ ceaupate. B Tasy Bpb3Ka CHIIHO CC TIPENOPbYBA NAUMEHTHTE M FPIKELNTE Ce 3a TSX THLA Ad
6bat MHPOPMHUPaHH 32 TE3IH CHMIITOMH {BX. Touka 4.5).

Tlpunaraiite B Hamamenn J03M W ¢ Hali-rouAMO BHUMAHHE TNPU NAIMEHTH, KOMTO Cce feKysar
E/HOBPEMEHHO € APYI'M HAPKOTHUHW CPEACTBA. YCHOKOUTENHN W TPULHKNHYHH aHTHAENPECAHTH, KAKTO H
¢ MAO-HHXHOHTOPM (B, CbILO Taka TOuKA 4.2)

MAQO nuxubutopu

Mopgun Tpsbsa na ce npuaara ¢ BHUMAHME NPH NALUMEHTIL. KOHTO npuemat MAQO uuxnubutopu uam
KOUTO ¢a NpUEeMAati B paMKHTE Ha APEIXOHHTE JIBC CEAMMIIM.

[Nepopaixa Tepanus ¢ aHTHTPOMGOLMTHI HHXUOUTOPH Ha P2Y 12
Ilpes nbpeust eH OT €AHOBPEMEHHOTO JEYEHHE HHxuGuTopH Ha P2Y12 n mopdun e nabnionasana
HamaneHa epUKaCHOCT Ha JICUSHHUETO ¢ HHXHOUTOP Ha P2Y 12 (Bxk. Touka 4.5).

¢ Ilpn ynotpeba Ha mMopduH chluecTByBa mMOTeHUHan 3a 3aoynotpeba, noaobed HA Apyrv CHAHM
OMUONIHH aroHHCTH, u Tol TpaGBa na ce WHUIOIIBA CbC CIEUMATHO BHHMAHHE np Hh \
aHaMHea 3a 3n10ynoTpeba ¢ AKOXoN 1K NeKapeTBa. 7&““ 6, N
CyGernron Tpafea ga ObAe npunarad ¢ o0coBeHO BHHMAHHE NMPH  NALMEHT
3moymoTpeba C anKoXON MIH  JIeKapcTBa. 3noynorpebata ¢ mnepopanun ¢

Nz oo



NapeHTepalHo, MOKE A4 N0BEAE A0 CEPHOBHHM HEKENAHH peakuvd, B TOBA 4UCHo U (aTanHu
10CNeACTBHA.

e TlauwenterT TpaGBa na Oviae npenynpeaeH. He ynorpebaTa HAa AJIKOX0, HEJNETAJHIHPAHH
HAPKOTHYHH BEWECTBA, IPYFH JIENPECAHTH HA UEHTPAIHATA HepBHA cHcTeMa (Hanp.
Gen3oaHa3eNHHU MJIH XHITHOTHIIM) WM JAPYTH 3aMeCTBALLH ATEHTH, MOXC A3 JI0BEAE 10 CMBPT
HOpAAH CHHpAHE Ha AMINAHETO, B PE3yNTAT HA MOTHCKAHE Ha JMXATENNHS NpoLEC.

e [lo BpeMme Ha 3amecTHTEnHaTa Tepanus € HeoOXOJHMO MNPOBEKAAHE PEJOBHM HM3ICHEABAHMS HA
YpHUHATa (BKJl. KAYECTBEHH TECTOBE), 3@ HANMYKMC Ha HapOUTYpaTH, METAKBANOH M OEH30AUAENTHHH,
KaKTO ¥ 3a KOKaMH H aMETAMHHKU M TEXHHTE MeTalONNTH: BHXK CbILO TaKa NPHJIOKHM BAPHAHT Ha
Ilpasunara 3a HAPKOTHUHHU MPOAYKTH,

e [Ipu u3non3saHe Ha BHCOKH AHEBHH A03H (Hanp. 800 mg) TpaGea. NpH HEODXOAMMOCT. 14 ce cheam
MHOrO BHUMATENHO 32 NOABA HA COMATUUHE W IICHXHYHY HPOABH.

* [lpH neuenne ¢ NO-BHCOKH A03H TPAGBA 13 €€ WIKIIIOYH Bb3MOKHOCTTA 3a OTKJIOHABAHE HA 4acT OT
Ac3aTa (Hanp. MOCPEACTBOM CTPOT KOHTPON MO OTHOWICHWE [IPCANHCBAHETO Ha JIEKAPCTBEHHS
NpOAYKT) — B TasW Hacoka TpsDBa na ce CNas3BaT CNCUMANHHTC M3MCKBAHWA Ha [lpasuwaara 3a
HAPKOTHYHH MPOAYKTH MO OTHOILIEHHE Ha MOPPKA,

e MophHHBT MOXE 12 NOHWNH NPAra Ha NPHIIATLUMTE NPH NALHEHTH C ENHACNCHS,

e OcobeHo npn BHCOKH J03H, MOXE X3 ce MNOABH XHNEPAIreIus, KOATO HE ce NOBJMABA OT
DOMBIHATENHO YBENHYaBaHe Ha Ao3aTta MopduHoB cyndar. Moxe f1a ce HanoXH HaMmanspaHe Ha
A03aTa Ha MOPgHHOBHA CyNdAT MK CMIHA HA ONHOKHA.

* [launenTy, Ha KOMTO MM NPEACTOH OMEPALLIA JIOKAT0 ca Ha JiedeHue cue CyBeTuTon (B 3aBHCUMOCT
OT BHMAAQ Ha MPHIOKCHATA XHDPYPrHYHA W JAHECTC3NOJIONMYHA npoueaypa), Tpsbea Aa Obaar
BHUMATEIHO MPOCNCICHW B NOCT-ONEparvBHaTa daza (Hanp. 3a pa3sBUTHE Ha PECNMPATOpHA
Ienpecus), NOpPaH XapaKTEPHCTHKATA Ha YABNKEHO 0CBOOOKAABAHE HA MOP(HH.

¢ OnHOMIMTE MOraT a NOBIMAAT XHIOTANAMO-XHNO(U3IN0-HANELOpeuHaTa MIIM -TOHAAHATA OCH.
Hskor BHAMMM TNDOMEHH BKIIOMBAT YBEMMYCHHE HA CEPYMHMS NPONAKTHH W HaManenue Ha
NNA3MEHHTE KOPTH302 H TeCTOCTEPOH. Te3n XOPMOHAAK NPOMEHH MoraT ja ce MaHH(ECTHpaT C
KNHHUYHH CHMIITOMH.

* Pudamnuumnn Moxe /12 HaMann INA3MERNTS KOHLEHTPAUHH Ha MOPDHMH. AHAAMETHUHNAT edekT Ha
mopuHa Tpsbea na ce vabuionaBa  103uTe MOPdHH Na Ce KOPHIMPaT N0 BPEME K ClIEd NeyYeHHe ¢
pHdaMIHLHH.

PascrpolicTso, apaxamo ce na ynorpebara Ha onuouay (410ynotpeda i 3aBUCHMOCT)
TIpn MHOrOKpaTHO MPHAMKEHHE HA OITUOKAN KaTo nanpumep CyBCTHTON MOXe J1a ce Pa3BHAT TONIEPAHC W
hH3HYecKa UMY NCHXHYECKA 3aBUCHMOCT.

MHorokparHaTa ynotpeda Ha MOpGUH MOXKe A 10Be/1e J10 pa3cTPOiicTBO, Ib/NKALLO Ce Ha ynorpebara Ha
onnonan (Opioid Use Disorder, OUD). 1lo-Bucokata 1032 M N0-AbAraTa NPOALIDKHTENHOCT Ha
JCHEHHETO ¢ ORMHMOMA MOXE 13 yBeNMuatT pucka oT passHtHe Ha OUD. 3noynortpebaTta cbe wim
YMHITIEHaTa HenpaBuiiHa ynotpefa Ha TO3M NEKapcTBeH NPONYKT MOwe [a LOBeae N0 MpefosMpane
u/vau eMBPT. PUCKBT OT passiTue ha OUD ce yBennuasa npi MauHenTH € THYHA WK thamunHa aHamHesa
(Ha poavtens uaum Opars/cecTpu) 3a pascTpoHcTBO, ALJKAIO CE HA ynotpebata Ha BeulecTsa
(BKMOUKTENHO 30yMOTpeda ¢ ankoxos), NPH JiMUA. FOHACTOSILEM W3NOMIBALIM TIOTIOHEBH APOAYKTH
MM MTPH MALMEHTH € JIMYHA aHAMHE32 34 JIPYI'H NICHXHYHH pascTpolcTBa (Hanp. Texka genpecws,
TPEBOKHOCT W IHMHOCTHH pazcTpoiicTea).

Ilpeayn 3anousane Ha neueniie cbe CyGCTHTON W MO BpeMe Ha JiCYEHMETO C NAlMEeHTA TpabBa aa ce
OOCBIAT UeNUTe HA NEYEHHETO W CXEMA 33 NIPEYCTAHOBABAHE HA NEUCHHETO (BXK. Tovka 4.2). [Tpeau u no
BpEME Ha JIEHEHUETO NauHeHTT Tpsbsa Aa 6bae mHdOpMUpan K 3a puckoBeTe U NpH3KauuTe Ha OUD,
AKO Ce NosBAT TAKHBA MPU3HALM. NALMCHTHTE TPSOBA /ia GbAAT NOCHBETBAHW N3 Ce CBBPKAL BOS
AN
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[Maunentute Tpsabsa na Obaar HabnioOAABAHM 3a NPH3HALLM HE NOBCACHHE., CBBPIAHO ChC 3aCHNEHO
TbpPCEHE Ha JeKapeTBOTO {Hanp. TbpceHe Ha nekaps 3a N0-paHHO HINHMCBaHe Ha fJekapcTeoto). Tosa
BKNIOYBA YCTAHOBSIBAHE HAa CbLNBTCTBAINA ynoTpefa Ha ONHOMJAM M NCHXOAKTUBHM NEKApCTBA (KaTo
Oensonuasenuin). IIpu naunenTH ¢ npu3Halu u cumnmomi Ha OUD tpasGea na ce ofMuenu koHcy nTaums
ChC CHELMATUCT MO 3aBHCHMOCTH.

M310138aH€TO Ha ONHOMAHH AHANTETULM MOXe 1a Obie CBLP3aHO ¢ PAR3BUTHETO HA (M3MUECcKa W/UIH
[ICHXHYECKA 3aBHCHMOCT H/H  TOJEPAHTHOCT. PHCKBT ce  yBenW4aBa ¢ yBeNHUABAHETO HA
MPOABMIKHTENHOCTTA HA BPEMETO Ha ynotpeba M ¢ NpUaaraHeTo Ha NO-BMCOKM J103H HA JIEKAPCTBOTO.
CamnroMuTe MOFaT aa 6bAT CBEAEHK 10 MHHHMYM YPe3 KOPEKIHA Ha JI03aTa WK NeKApCTBEHATa dopMa
Y NOCTEMECHHO MPEYCTAHOBABAHE HA MPHEeMa Ha MopuH. 3a oT/IeHnTe CUMIITOMH BHXKTE Touka 4.8.

Puckoge ot 3noynorpeba

TpsaGea na ce WMaT NpeaBHA PHCKOBETE 3a 310YNOTPeGa ¢ MPHUIOKEHHETO HA NEKAPCTBEHHS MPOAYKT
(Hanp. BEHO3HO HHKEKTUPAHE Ha PA3TBOPEHA KArlcya OT CTpana na nalkenTa).

Karicynnte niu chabpxandero uM Tpabea a ce MOrTblaT UeAH W He Tpssa Aa ce YynsT, qbBUAT,
Pa3TBapAT MM Pa3TPOLUABAT, Thii KATO CALBKBAHETO MK PA3TPOILABAHETO HA MOP(UHOBH NENETH BOAN
A0 9bp30 ocBoGOMK AaBaKe H abcopbuua Ha notenimanHo daranna 103a mopduu (Bx. Touka 4.9).
JlekapcTBEHHAT IPOAYKT He Ce NPEnopbyRa 3a NPEONEpaTHEHO NPUAOKEHHE HIH TIpE3 MbpBHTE 24 uaca
CNIEN OTIEpalHA.

* CMDBPT NOPaaH CIHPaHe Ha AHWLIAHETO Npy MHOro Gbp3a abecopbuns.

® PCAKUHAW Ha CBPBLXUYYBCTBUTETHOCT (TOHMKABAHE HA NepH(EPHOTO KPHLBHO HANATAHE, KOSTO BOAM A0
UMPKY AaTOPEH LIOK)

® JOKanHW peakuyy kato rpombodnedut, abeuec Ha MACTOTO HA NPUACKEHHE

® CHCTEMHH peakUHH kaTo TpomBoeMBoau3bM nporpecupaill o Genoapobia emGonus; GakTepHemus,
BKJI. CENCHC W eHIOKAPAHT

¢ OT/IaraHHA HAa HEOPraHHYHH NOMOLIHI BELIECTBA B PETUKYJIO-SHAOTEHATA CHCTEMA, KOHTO BOAAT A0
BB3HMKBAHE HA MpaHy oMU OT YYKIM Tena

EBeHTYaNHH NOCTEICTBUA TPU MHOIOKPATHO HITPABEHO3HO MIKEKTUDAHE HA ChABDKAILH TAIK CMECH

(HAMp. Pa3TBOPEHO ChABPAKAHUE HA KAMCYNaTa)

¢ OenosipobHa TankoBa rpaHy/oMato3a ¢ MpOrpecHpania JAHRCNHE, BKA. 0enoapobHa XHMEepToHUs M
JIETameH UIXoA

* OTIaraHus Ha TANK B O4UTC C OMHH YBPOKAAHHA BCNEACTBHE MUKPOSMBONH 3bM, HEOBaCKYAapH3aLHa
M HaCTHYHO OTJIENBAHE HA PETHHATA; 0T6/3aHH Ca U ClyyaH Ha Makyjapua Gpnubposa che 3aryda Ha
3pEHHETO

¢ XPOHHYHH BBINAIMTENHH 3a00N9BAHHS Ha Yyephus 1pof u GLopeuunTe

Bonku u/nnu chabTeTBAL HADYLIEHHS IO RPEME HA 3AMECTHTEAHATA Tepanus

®  AHANTETHYHUAT ePEeKT HA MOPGHHH MONKE A3 3aMBIIH CHMITOMUTC Ha CBEHTYANHH ChMbICTBALIN
zabonssanus. [lpun HeoBXxoaUMOCT, nalMeHTHTE TpsibRa na ObAAT npeaynpeAcHH 3a noaoGHa
Bb3MOKHOCT H AAE€KBATHO Hab oNaBaHH,

* B wHakou cnyuam cec comatmunm 3aBonssanus e HeoGXOAMMO HPHAAraHe Ha JONBIHUTENHH
4HANMETHYHH TIPOAYKTH 3a OBNAJAABAHE HAa DOJIKATA (BBIMMKHO © a Ce HANOKM NleyeHHe B
CHELHAIH3HPAHO OT/IC/ICHHE ).

e [lpuembT Ha CyBCTHTON, KaKTO M Ha APYrHTe MOPGUHOBH NEKapCTREHH MpoaykTH, Tpabea na ce
MpEYCTAHOBH 24 4aca PeAU NPORCHAAHE HA XUPYPrHUHATA MHTEPBEHIIUS NPy NANKEHTH, NPH KOUTO
Tpa0Ba na Cce NpOREAE XOPAOTOMMA WAM ApYra onepauds 3a obnekdyasade Ha 6
ONCpaunsTa, 103aTa HA TO3H IEKAPCTBEH NPOJYKT TpAdBa 1a ce THTpHpa.

4.5 BzaumoseiicTene ¢ apyrn JIEKADCTBCHH NPOJXYKTH U APYTH (DOPMH Ha B3aUMos




Cenatueup nekapersa karo Gen3omasenuiy 1 noao0HH 13 TAX AeKapeTsa:

CounvbTerBalata yrnorpeda Ha OMHOKAN ChE CETATHRHH JIEKAPCTBA KaTO GEH30AMAICITHHN HAN NION0OKN Ha
TAX JEKAPCTBA NOBUILABA PHCKA OT CEJIMPaHe, PECNUPATOpHA ACNPECHS, KOMA U CMBPT NOPaAH AAHTHBHHA
nenpecnsed edekr pbpxy LIHC. [losata 4 npoabmkuTennocTTa npu chnbTeTBalia ynotpeba Tpabsa aa
Ohaar orpaHduenn (Bx. Touka 4.4).

MopdHubT TpAGBa Ja ce M3NO0IIBA C NOBHIWEHO BHUMAHME NPH NAUMECHTH, KOWTO €1HOBPEMEHHO
MONYYABAT JPYrH MOTHCKALUW UEHTPANHATA HEPRHA CHCTEMA BEILECTBA Kato, HO 0e3 Aa ce orpaHu4apar
A0: NPYTH OMHOWAM, rabaneHTHHOUAH, KaTO ralancHTHH WKl nperabaiuy, aHKCHONHTHLM, XHITHOTHLHY H
CEJaTHBH (BKMIOUHTEIHO GEH3OANAIENHHH), AHTHNCHXOTHIH, APYTH YCMOKOHTEHH, aHTHAHNPECAHTH,
o0ulH aHecTeTHUM (BKMOuMTERAHO OapOHTypatn), deHOTHA3HHH, M AAKOXON. AKO Te3H JIeKapcTea ce
MpHEMAT B KOMOHHALNA ¢ oGnyaiinuTe 1030 MOPGHH, MOraT Ja Bh3HHKHAT eleKTH HA BlauMonchcTBHE,
BOJELLM AC PECNHpaToOpPHa JeNnpeciis, XUNOTOHUSA, ALAGOKA cenauns iy Koma.

KombunauuaTa ¢ 6eH30AHA3ENMHH CHILO TAKA NOTEHUHPA IIOTHCKAHETO Ha AMXATEeNHHs BEHTBP ¢ PHCK
OT cnupaHe Ha adwadero. Ilo rasu npuuuna, OenzoanazenyHu Tpabea na 6LAaT AOMBIAHMTENHO
HazHAaYaBaHW CAMO NPH CTPOTH NOKa3aHus, a Nof00Ha koMOHHaLMa Tpabea aa ce n30ArBa NP MALHEHTH,
[PY KOMTO € HARWLE PHCK OT 3n0ynoTpeda (Bx. Touxa 4.4).

HeobxoauM € NpOALJDKATENEH KOHTPOJ OTHOCHO Heslera.tHa yitoTpeba na Gen3ondascnuun.

JlexapcTBeHHTE  NPOAYKTH €  AHTHXOJHMEPrHuYHO JcHcTBRE  (Hanp.  ncuxodapMauesTHiM,
AHTUXHCTAMHHOBY NPENApaTH, NEKApCTBEHHW NPOLYKTH 3a neyenue Ha [lapkuHcoHora Gonect), Ouxa
MOTJIA 12 TOTEHUHPAT aHTHXOJHHEPTHYHUTE CTPAHHYHH eleKTH Ha HAPKOTHLMTE (Hanp. 3anek, CyXoTta B
yCTara, MUKUHOHHH CMYILIEHHA).

MopduH He Tpabsa 1a ce NpHeMa eAHOBPEMEHHO C MOHOAMHHOKCHAA3HY HHXHOHTOpH (MAOM) unu B
PaMKHTE HA ABE CEAMHLUM CIIEA NPEYCTAHOBABAHETO HA JICUEHHE C TAKMBA. BhimMoxHa € N0aBa Ha XKUBOTO-
3aCTPAILABAIIH NIEKAPCTBEHH B3aHMOOTHOLIEHKHA [0 OTHOLLIEHHE Ha UEHTPANHATA HepBHA CHCTEMA,
AUXaTe HaTa U UMPKyNaTopHa By HKUK K,

KomMOuHHpann onuoMaHM aroHucTH/aHTaronnet (uanp. Gynpenopdun, Hanbydus, neHTas’ouun) He
TpAOBA A ce IPUNAraT Ha NAUHEHFH, JeKYBAHH ¢ YHCTH OITMOHHHY arOHUCTH.

IIHMETHI.IHH noTHcka MeTaboNH3mMa Ha Mop(buua.

Pudamnnuua vuayuupa CYP3A4 8 uepuua 1poB, Kato no To3d HauMH yeenxyaBa MetaGonusMa Ha
MOphUH, Koeud M MeTaloH. [f0 To3M HaunH edeKTHT Ha Te3M OMWHOMANW C& HAMANNBA WIH Ce
NpOTHBOAEHCTEA.

Habntonasa ce 3abaBena W HavaneHa CKCHO3HLWS HA Nepopania aHTHTPOMOOLMTHA Tepanust c
HHXHORTOP Ha P2Y12 npu nauMest ¢ OCThp KOPOHAPEH CHHAPOM, fekyBanM ¢ Mopduu. Tosa
B3aUMOACHCTBHE MOXe Aa Oble CBHPIAHO ¢ HAMANEH CTOMANIHO-UPEBEH MOTHIMTET M Ja Ce NPHAAra 3a
Apyrh onuouau. KIIMHHYHOTO 3HAUGHHE © HEHIBECTHO. HO AAHHKTE M0KAIBAT MOTEHUHANA 33 HAMANieHa
epukacHOCT Ha uuxWGHTOpa Ha P2Y12 Mpu nauneHTH. KOMTO MpHEMAT EAHOBPEMEHHO MOpPBWH W
HHXHOUTOp Ha P2YIQ2 (Bx. Touka 4.4). Tlpu nauueHt#t € OCTbP KOPOHAPEH CHHAPOM, TIPH KOMTO
MOPGHHBT He MOXKe Aa Obje 3aabpwan u 6bp30To nHxHOBUpatie Ha P2Y 12 ce cunTa 3a peIaBaLLO, MOXKe
7l ce MOMUCITY 33 H3NON3BAHETO Ka napenTepaneH HHXubHTOp Ha P2Y 12,

EJIHOB]JCMEHHOTO [IPHNOKCHHE HAa MDdeHH " AHTHXHNEPTEH3UBHHU JICKapCTBA MO

XHMOTEH3UBHHTE ceKTH Ha BHTHXHNEPTCH3IHRHW CPEICTRA MM JPYrd NeKapcTs
eexTH,
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Tobil kKaTo HAMA AaHHH OTHACHALIM CE 3a €AHOBPEMCHHO NPHIMKCHHE HA MOpC’pHH C PHTOHABHp, a TO3H
NpoOaYKT HHAYUHPpA qepnonpoﬁ}im'e CHIHMH, KOHTO YHacTBaT B MNMOKYPOHH3ELUHATA HA MOpCI)HHa, nopaau
KOCTO € Bb3MOMHO MOHHXABAHE HA 11AA3MEHNTE KOHUCHTPALUWMHK HA NOCIeAHHA.

4.6 PepTHINTET, DPEMEHHOCT H KbpMEHE

Depmunumem
[lpoyuBanHaTa NpH XUBOTHH NOKa3BaT, 4e MOphUH MOKe 1a naMaiau (epTrnntera (BX. Touka 5.3
»IIPEAKIHEHY Y faHnH 32 OezonacHoeT").

Bpesennocm

llo nipuHUKMN, IpY OPEMEHRH MOKE A C& NPOBENK/A 3aMECTHTENHA TePANHA CAMO B CNIELIHAIHK ClyYaH u
npu onpeaeneHn obcrosrenctaa. Tpadea naa ce cnassar crennanHute yciosud Ha HapeigGara 3a
HapKOTHYHH BEWECTBA N0 OTHOWICHKE ynoTpebaTa Ha MophHH.

lNpunaraHeTo Ha TO3M NEKAPCTBCH NMPOAYKT TPSOBA N0 BLIMOKHOCT Ja c¢ M30ArBa nNo Bpeme Ha
OpeMEHHOCT M KbpPMEHE.

HoBopoaeHuHTe, YHUTO MaliKK ca N0y 4aBaid OMHOHAHH aHANTETHILM N0 BpeMe Ha GpeMeHHOCTTa, Tpabpa
Aa ce HaOMOIABAT 3a NPH3HALM HA CHHAPOM Ha OTHeMaHe (AbeTHHCHUMS ) pH HOBOpOAeHOTO. JleueHuero
MOXE 12 BKJTIOUBA ONMHOMAHO H NIOIABPKALLO NEUEHHE.

Tfopaau omacHOCTTa OT MOTHEKAHE HA THIUANETO HA HOBOPOJCHOTO, HE CE APENOPHLYBA HINOAIBaHE
Ha NPoAyKra no Bpeme Ha paxane. [lo speme Ha GpeMeHHOCTTA e BL3IMOKHO NPEINHCBAHE HA
MOphHH, camo B ciay4qai, 4Ye HNOTEHUHANHHTC HOJI3H KATErOPHYHO NPEBMINABAT €BEHTYATHHTE
PHCKOBe IO OTHOLIEHHE HA HEePOKEHOTO JeTe,

MopdunbT Moxe na yABHRH WA CBKPaTH paaaneTo. /leuata pogeHH oT Mailki NPHEMANH HAPKOTHLH
MO BpEeME Ha 6pCMCHHOC1"Ta, Tpﬂﬁlia IHO BPEME HA PAKIAHCTO 14 G'b,[laT BHHMATEIHO CAENCHH 334 NPOABH
Ha MOTHCKAHE HA AHILAHETO WM HA CUMNTOMH HA OTHCMAHE H NPH HEOOXOAMMOCT Ja CE IIPHIOKHU
cneunduyeH aHTaATOHHCT Ha ONHAaTa.

Kvpuene

MophuHBT npemunasa B MaiiuuHoTO MnKo. T1o0 BpeMe Ha KbPMCHE He ce nperiophupa ynotpeGata Ha
Cybcruton.

4.7 EdexTH BLpXY cnocofHocTTa 3a modupane u paboTa ¢ MANIHHK

MopdunbT Moie na NpoMEHM B 3HAUMTENHA crenen cnocoGHOCTMTE 3a wodupaHe unu pabota ¢
MAlIMHH. AKO €& 3aCeTHaTH BB3MPHEMUHBOCTTA M PEAKLIMUTE HA NALUHEHTHTE, Te He TpsGBa ja wodupar
MK 2 paboTaT ¢ MatHHN.

4.8 HexxenaHu ekapeTBeHM peakuuu

B 3asucumocT ot u3nonisanara 140734, MOpClpl/IH'bT NPeAH3BHKBE TTOTHCKAHE HAa NHILAHETO M CeaHpaHe,
W3Pa3CHH B pa3fiMiuHa CTENEH. OT JICKA yMOpPa 10 CHLHAHBOCT.

Hali-uecto orleasspanuTe HekeNaHU JICKAPCTBEHH PLaKIUMKH Ha Mop(bnua BK/IFOYBAT 3alckK W rageHe.
3anexsT TpﬂﬁBa Aa €€ TpeTHPa npodmnamwmo C HINOMN3BAHE HA NAKCATHBHH CpeacTBa. lapeHeTo K
MOBPBIIAHETO MOXE A CE KOHTPOIHPAT C AHTHEMCTHILH.

[TosBara Ma HexenaHu JICKAPCTBEHN PeakuHH 3aBHCH OT TOJNEPAHTHOCTTE HA N
HapKOTHLH. OGHKHOBEHO, TE€ CC UBABABAT MNO-YECTO APH NALMCHTH, KOUTO HE CA CBH
Ha OMHATU.



Hewenaunte JEKApPCTBCHU  pEaKIiINH H'!ﬁpOCHH no-401y ca Knacmbuuupaﬂu no TEneCHa CHCTeMa
CbOTBETHO HA TAXHATa YyecToTa. YecToTaTa Ha Hexenaune JCKAPCTBCHH peaKLMH ce onpenens, KaTo:

MHoro decti (> 1/10 0T Neky BAHKTE NALHEHTH)

Yectn ( >1/100 10 <1/10 0T ACKYBAHKATE NALHEHTH)

Hevectu(>1/1 000 no < 1/100 0T fekyBaHHTE NAIHEHTH )

Peaxu (>1/10 000 no < 1/1 000 oT JleKyBaHHTE NAUHEHTH )

Muoro peaxu (<1/10 000 oT nekyBaHHTE NAUMEHTH)

C HenssecTHa 4ecTOTa (OT HANMMHUTE JAHHH HE MOKeE jla Ob/1e HAITPABEHA OLIEHKA).

HapymeHHS HA HMYHHATA CHCTEMA
Heuectu: CBPBXUYBCTBHTERHOCT
C nen3BecTHa uecToTa:  aHAQMNAKTHYHM PEAKLNH, aHAUNAKTOWIHY PEAKUMH

TlcuxH4unM HApYLICHHSA

Yectu: 00BpKaHOCT, 03ChHKUE, HAPYLLCHHA HA CbHA

Heuectu: Bb30YAd. XaNOUWHALMHM. HAPYLIEHHSs HA  MHCIOBHHS  NpOLEC,
IPOMEHH B HACTPOSHHETO

C HensBeCTHa YecToTa:  3ABHCHMOCT

HapylieHHS HA HepBHATA CHCTEMA

YecTu: FAMaAHOCT, raarcbonne. HEBOJIEBH MYCKYJIHH KOHTPAKUHHK,
COMHOJIEHTHOCT

Heuectn: I'HPYOBE, XHNEPTOHNUA, MAPECTEIHH. CHHKOIL.

MHoro peakn: MHOKIOHYC,

C Heu3BecTHa YecToTa:  anoAWHMs. Xunepanresus (Bx. Touka 4.4), xunepxuaposa

Hapyuienus Ha ounte

Heuectu: HaPYLUCHNS HA 3PEHHETO

Mtoro peaku: TPEMEPENe HA OYHTE, 3aMBIASHO 3PCHHUE, ABOIHO BHXKAAHE
C HeH3BECTHA YEeCTOTA: MHORA

Hapyuenns Ha yxoro n 1abupunra
HeuecTn: CBETORLPTEXK

ChpaedHn Hapylienns

Heuectn KAHHUUYHO  3H4YHMO MOHHXABAHE HA KPbBHOTO HAINTAHE W
ChpAeHHaTa YeCTOTa, DANMUTAUKY, 0611a ciabocT nporpeckpaiua 1o
3ary0a Ha Cb3HAHME M CHPAEUHA HETOCTATBYHOCT.

ConoBn HapyweHnn
Heuecru: XHNOTOHIA, 3a4EPBABAHE HA NHUETO

PecniHpaTopny, rpbANE M MeIHACTHHAAHN HADYWICHHS

Heuectn: BenoppoGen oTok, pecnupatopia aenpecus, GpoHNOCNazLM
MHoro peaku: IHCTIHEA
C HEU3BECTHA YECTOTA: HaManeHa Kauwiuvua, CHUHAPOM Ha LIEHTPalHa CbHHA anHes

CroMaluHo-4UpeBHE HapymIeHHs!

Muoro yectn: rajeHe, 3anek

YecTu: KOpEMHa OONKa, AHOPEKCHS, CYXOTA B YCTAT4. NOBPbLLIAHE
Heuectn: HIICYC, MPOMAHA Ha BKYCA. AHCHENCHA




C HeH3BECTHA YeCTOTA: NaHKpeaTHT

XenaTo-0HInapHA Hapyllenus

Heuecru: NOBHILARAHE HA YEPHOAPOOHHTE EH3HMH

C Hew3secTHa vecToTa:  Goaka B 001ACTTA HA XKIBUHHA MeXyp, cnatbM Ha CQHUHKTEpa Ha
Oddi

HapyuwieHHS HA KOXKATA H OAKOKHATA ThKaH

YecTu: H3NOTsABaHe, OOPHB

Hevecru: ypTHKapua

C HewspecTHa 4eCcTOTa:  OCTpa reHepanu3Iupana exsaHTemMarosna nycryiosa (AGEP)

Hapymenns Ha MycKyJIHO-CKeTeTHATA CHCTEMA H CheTHRHTE/IHATA ThKAH
MHoro peaxu: MYCKY 1N CTIATMHE, MYCKYAHA PUTEIHOCT

Hapymwrennn na 6L0pennTe v NHKOMHATE ML THING
Heuectu: 3A0bPIKAHE HA YPHHATA

Hapywenus Ha BbINPOH3IBOAHTCAHATA CHCTEMA H [bpUATa
C HeW3BECTHA YECTOTA: aMEHOpEst, HAMAAEHO NHBHAO. epekTHaN AHChYHKLHA

O6wH HapyweHNd # eeKTH HA MACTOTO Ha NPHIIGKEHHE
Yectu: aCTEeHMS, YyMOpa, HEpA3IOAMKEHHC. ChpleX
HeuecTu: nepudepHu oTOUM

C HeW3BeCTHA YECTOTA: TOHOCUMOCT  KBM  JICKAPCTBOTO, CHH/APOM Ha OTHEMaHe Ha
fekapeTsoTo  (aGCTHHCHIMA).  CHHAPOM  HA  OTHEMaHe Tnpu
HOBOPOACHD

Onucanne Ha M30PaHU HEKCNAHM pPeaKLH

Jexapemeena sasucumocm u cundpom Ha omneyane (aicnuneHyus)

MHorokpatiata ynotpeda Ha CyGeTHTON MOXe Aa A0BEAE 10 JIEKApCTBEHA HaBHCHMOCT, HODH M TipH
TEPaneBTHYHH 103W. PHCKBT OT JIGKApCTBEHA 3aBHCHMOCT MOXE Aa BapUpa B 3aBUCHMOCT OT

MHIHBHAYANTHHTE PHCKOBH (JAKTOPH HA NAUKMEHTA, 103aTa H NPOIBLIHKHTEIHOCTTA HAa ONUONHATA TEPATTHA
(Bx. TOuKa 4.4),

Ynorpebata Ha ONHOM/AHM AHANTETULH MOXC A4 Obue CRLPIAHO C Pa3BHTHE HA (u3Mvecka W/wim
TNICHXHYECKA 3aBUCHMOCT WIIH TOJEPAHTHOCT. AOCTHHCHTEN CHHIPOM MOWE Aa Ce TPEAH3BHKA MPH
BHC3aMHO CNUPAHE HA NPHIIGKEHHETO HA ONHOMIN HAI AKO C& NPHAOKAT ONHOMIHM AHTAFOHHUCTH, WM
MOHAKOTA MOKE JIa HACTBNH Mexly npueMuTe. OTHOCHO NeucHreTo, BHXTE TOYKA 4.4,

DHIHONOrHYUHKWTE CHMITOMH Ha OTHEMAHE BKIIOYBAT: OONKH B  TSROTO, TPEMOP., CHHAPOM Ha
HECMOKOHHHTE Kpaka, 1Hapus, ab1oMHHAIRY KOMHKH, I'ajlCHe, I'pldl'lOl'lOllOﬁHM CHMOTOMM, TAXHKAPAHA H
MHApHa3a. IcuxuununTe CHMNTOMH BKAKOYBAT ,'IHC(bOpHHHO HACTPROCHHC, TPEBOXHOCT H
pPa3ipasHHUTENRHOCT. an JICKAPCTBEHA 3aBHCHMOCT HECTO ¢ HAJlHLE H ,.CHITHO KeJladue 3a HEKapCTBOTO“.

Crobinasakie Ha TOLO3MPAHH HEXECNAHY DEAKLIMM
Cro0LaBaHeTo Ha MO03MPAHA HEXCNAHM PeaklUuu cilci paspellasaie 3a ynorpeba Ha NeKapcTBEHHA
MpOAYKT € Bakno. ToBa NO3BONABA A2 NPOJLIDKH HAOMIOACHHETO HA ChOTHOLIEHHETO
AEKAPCTBEHHA MPOAYKT. OT MEAHUMHCKHTE CIIELMANMCTH Ce U3UCKBA Ja Cbobuiasar
HEMENAHA peakuys Ypes HalMOoHAIHA CHETEMA 33 ChOBLIUBANC:
H3nbaHKTENHA areHuMs N0 nekapeTBaTa




¥y, Jaman 'pyes™ Ne 8
1303 Codua

Ten.: +35 928903417
yeOcaiT: www.bda.bg

4.9 Hpegozupane

Cumnmomu

Itpusnaunre Ha ocTpo npesiosdpatie ¢ MOpdNH ca pecnupaTopHa JCTPecHs, ChHAKBOCT, 321b60YaBaLIA
ce [0 CTYMOp WM KOMA, acnHPauHOHHA THEBMOHHS, TOUKOBHAHH 3€HUUHM, pabAHOMHOIIM3A,
nporpecipaiia 10 O6blpeyHo yBpexaaHe, CKENEGHTO-MyckynHa caaboct, Gpaaukapids, KMNOTEH3Us W
cMBPT. CMBPT MOXKE 12 BACTBNH NOPAAH JMXATENHA HE10CTATBYHOCT.

Oco0eHo BakHO € fa C¢ MoAdLPHKA CMNOHTAHHO AHINAHE, YUCTHTE ONHOMAHM AHTAFOHHCTH ca
cneunduuHH aHTHIOTH NMPH CHMIITOMHU Ha ONHOMAHO npeaosupare. [Ipw neobxoaumocT Tpsibea na ce
NpeAnpreMar Apyr1 NOATbPKAILN MEPKH,

PazuynsaneTo Ha KancyJlaTa i NpHeMa Ha HellHOTO ChbPiKalHE, KOETO € C YABMKEHO ocBoboXK1aBaHe W
HeHHOTO HHXEKTHPAHE, NPEAN3IBHKBA Hes3abaBHO 0cBOBOKNaBaHe HA MOP(HUHA, KOETO MOXE 1A IOBEE 10
tharanHo npeno3uparie.

[pu npenosupane ¢ MophuH e HabAKNABAHA TOKCHYHA AeBKkoeHIedhaIONaTHS.

Jleyenne
Tpabea na ce 0O6bpHE NpeNM BCHUKO BHHMAHWE HA AMXATCAHMTE MTbTHILA HA TIALMEHTA - MOHUTOpHpaHe
Ha JHLUAHETO, HIIH MPOBEHIIAHE HA KOMAHIHO JHILaHe.

[Tokasana e cTomallHa MPOMHUBRA, NPOBCACHA A0 4 vaca cien NpHEMa Ha NREKAPCTBEHHA NPOAYKT ¢
YIBIDKEHO ocBofOXKAABAHE ¢ Orfi€ 1 orerpatgaBane na ||ea6c0pﬁupanmo KOJFHYCCTBO.

HUCTHTE OfMATHH GHTArOHHCTH Ca CHCUMPHUHHTE AHTUAOTH Cpelly edheKTHTE HA HAPKOTHHHOTO
npenosupaue. [1pn HeoOXxoaMMOCT. TpabBa aa ce NpUOKaT APYrH HOMLILPKAILH MEPONPHSITHS.

B cnyuaii Ha Texko npeaosnpade ce npuaaraT WHTpaseHo3no (.8 mg HaNoOKCOH. Ip# HeoGxoaumocT
n03aTa ce [OBTApA Mpe3 HHTEPBanW OT 2-3 MHHYTH WITH Ce Npuiara nocpencTsoM HHyus va 2 mg B 500
ml gu3nonoruuen cepym ni 5% fekcrposa (0.004 mg/ml),

Ilpu no-nexm cayyan wa npegozupane ce npuiarar HirpascHono 0,2 mg HANOKCOH, Cled KOETO ce
ananuupar no 0,1 mg Ha BCeky 2 MUHYTH, JOKATO € HEOOXOAUMO.

Ho3uposkata Ha oNHATHHA AHTArOHKCT A2 eaAnHKuna 103a ¢ 0.01 mg/kg TenecHo Tero.

bbp3nnata Ha HuysuaTa TpaGBa ja Hbiae choOpatena ¢ HPHAKEHUTE NPSTIICCTBALHTE OonycHHW no3u u
B ChbOTBETCTHHE C NOBNHABAHETO HA NAaLHEHTA.

Tbit KaToO NPOALMKHTETHOCTTA HAa eeKTA HA HAJIGKCOH € CPABHHTENHO KpaTKa, NauHeHTbT
TpsbBa 1a Gbae BHHMATEHO HAG.1101aBay 10 BLICTANOBYBAHE Ha CMOHTAHHOTO AMINAHE. Ilpn
NO-HATATHINHOTO JIEHEHHE HA 1IPE/IO3HPAHETO TPAGBA Ja ce MMa NMPEABHI, e OT KANCYJHTe ce
oTaeas MmopduH 1o 24 yaca.

Hanokcon ue tpaGea na ce npuaara npu OTCHCTBHE HA KAHHHYHO 3HAYUMM MPH3HAUH HA NOTHCKaHE Ha
AHLWIAHETO W LMpKYhauMata nOpaau npeposupade ¢ mopduH. Hanokcow Tpsatea € '

BHUMATE/IHO NPH XOPa, 33 KOUTO € H3BECTHO WM CE IPeIIoAara. ue ¢ Hanuue Guiny '
MOPGHH. B Te3u cnyuau BHE3aNHOTO WiM MBAHO HCYTPANH3NPaHe HA HAPKOTHYH
YCKOPH MOABATA HA OCTBP CHHAPOM HA OTHEMAHC.




5. ®APMAKOJIOTHYHH CBOWCTBA
5.1 @apMaxoAHHAMHYHH CBOiCTBA
dapmakorepanesTiyna rpyna: Hlpwpoanu onuesn ankaionan. ATC ko NO2ZAA 01

Mexanu3bM Ha neiicTBue

MopduibT € OnHoHAeH aroHUCT 0e3 aHTArOHHCTHUYHO AciicTeue, Toi AciHCTBA HA ONHATHHUTE PELENTOPH
8 LIHC, ocofieHo no oTHoWweHNE Ha {-peLenTopuTe ¥ B NO-MANKa CTENeH N0 OTHOWIEHHE K-PELEnTOPHTE.
Cunta ce, 4e P-peuUenTOPUTEe MCAMHPAT CYNPACHMHAINATA AHANIE3IUA, MOTHCKAKETO HA AMILAHETO W
eyQopHuaTa, a x-peuenTopuTe IpbOHAYHO-MOIBYHATA aHa/relus, MHO3aTa M CCHATHUBHHUA  edekT.
MopdHubT 1CHCTBA AMPEKTHO BLPXY HEPBHHA CILTHT B YPCBHATA CTEHA H NPHYUHABA KOHCTHNALMS.

Ilpu 3aMecTHTeNHa Tepanus, T.e. NPH PEAOBHO NpUnarabe Ha MOPGUH ¢ KOHTPOJIIMPAHO OCBOGOXKaBaHe,
CE HaManABa HYXIATa HA HAPKO3ABHCHMHTE OT HEACTAAHM ONMATH, KOCTO WMA NOJOKHTENEH edekT no
OTHOLUEHWE HA HAapYILEHHTC HEPBHO-CHAOKPHHHH (BYHKIIUH,

He ca npoeempaHy KIHHUUMHM U3CACABAHMS BbPXY HaMASBAHETO HA 103aTa M MOCTENEHHOTO
NPeyCcTaHOBABAHE HA 3AMECTHTENHATA Tepalina ¢ue CybeTHTo.

dapMakoIHHAMHYHY eheKTH

Heumparma HEPSHA CUCmeMd

TIpUHUMIHKAT edekT ¢ TepaneBTHHHO 3Ha4eHHe Ha MopdMHa ca auanre3usTa v ceaupaHeTo {Hanp.
CbHAHBOCT H aHKCHOJI]d'}a).

MOpCl)HH'bT NOTHCKA AHLWAHCTO NOCPEUACTRBOM NHUPEKTHO JlCﬁCTIlHﬁ BbpXY /IHXATCAHHA UCHTHP B MO3BKA.

MopdHHBT TOTHCKA KAILNHYHHA PedUieke NOCPEACTBOM AWPCKTeH eeKT BLPXY KALTHUYHHA LEHThp B
meaynata. [IpoTHBOKAUINHYHMAT ediekT MOMKEe Ba Ce NposEM [P J03W NO-HHCKH OT TEH, KOWTO
0OMKHOBEHO ca HEDOXOAMMH 1a TIOCTHIAHE HA aHanreThueH edeKT.

Mop(huHBT MoOAe Aa NpeH3BHKA MHO3A, JOPH NPH NbIHA TbMHMHA. TOUKOBHMAHMTE 3EHHIM ca
CBMJETENCTBO 34 NPEA03HUPAHE, HO HE Ca NAaTOTHOMOHHMYUHU (HaNp. oaobeH edekt MoXe aa ce Habmoaaka
npy nesnn Ha Baponesus MoOCT OT XeMoparHyen wiv Hexemuden npouwsxon). Tlpuw cewpsava ¢
npeno3vpate XUMNOKCHs, MOXe NIO-4eCTo 1a ¢& 0Thenciky H3paseHa MUAPHA3A, OTKONKOTO MHO3A,

Tacmpounmecmunaien mpakm u 1adka MyCRIIamypu

MopduubT npeanssuKkBa HaMansBaHE HA MOTHIMTETA W (OBMLIABAHE HA TOHYCa HA TAajkaTa
MYCKYyJlaTypa Ha CTOMaxa H /[BaHA1¢CCTONPLCTHHRA. XPanOCMIIAHETO B ThHKWTe uepka e 3abaseHo u
GpoAT Ha NpOnyICHMBHHUTE KOHTPAKLKMU € HamaneH, BposT Ha [PONy/NCHBHUTE NEPUCTANTHUHH BLIHH B
Ae6GenoTO YEePBO € HAMAICH, 4 TOHYCLT NOBUILCH 10 CTCNEH HA CNAThM, KOETO BOJH 10 3aneK.

o npuHukn, MOPMUHBLT NOBKULIABA TOHYCA HA raakaTa Myckynatypa, ocobeHo Ha couHkTepa Ha
TACTPOMHTECTHHAITHHA TPAKT M AIbUHHTE NbTHWA. Mop(UHLT MO¥e A3 npeaniBHKa CNa3sM Ha
cunkTepa Ha Onu, KOETO A2 NOBCAC NOBHLIABAHC 112 HHTPAOKIMAPHOTO HANsTAHE.

Cupdeuno-celoea cucmema

MopdunbT MoXe N2 npean3Brka ocBoGOMKAaBANE HA XHCTAMMN, ¢ HiIH Oe3 nepudepHa BazoaunaTaums.

EBEHTYaIHWTe NPOABH HA XHCTAMIIHOBO OcROGOKIABAHE. ¢ HNn Ge3 nepudepHa BA3OAHAATALIUS, MOXE Aa
el T

BKJIIOYBAT ChpOEX. 3a4epBABAHE HA KOXKATA HA JIMUCTO, 3a4ePBABAHE HA OUMT )AWWM

OPTOCTATHYHA XHTIOTOHHA. =)

23 Pt

Enooxpunna cucmema



Bk Touxa 4.4.

Lpyeu gpapmaronocunnu epexmu

Ilpu mpoBeaeHn in vitro v NpH ONHTHW KHBOTHH NPOYUBAHHSA, €4 YCTAHOBEHH PA3MURK edeKTH Ha
ONHOKAKTE OT ECTECTBEH MPOH3X0, KaTo Mopdmiia. no oTHOIEHHE Ha HMYHHaTa cucTeMa. KnHHHYKOTO
3Ha4YeHne obaue e HeM3BeCTHO.

5.2, DapMaKOKMHETHIHI CBOHCTRA

Abcopbyus

MopduubT ce abecopGupa Gbp30 OT Karicy THTe i NPeThpisBa u3paseH first-pass edext. OTHOCUTENHATA
GHOHATMYHOCT CIe/l OpasieH NPHEM Ha MOPHHH e 0koAo 32% (27-36%). AGcopbuusTa Ha MOPHHHA OT
TO3H JIEKAPCTBEH NPOAYKT €€ TOBJMARA B 3HAUMTENHA CTeNCH OT XpaHarta. BLpXoBM nnasmMeHH Husa
OOMKHOBEHO Ce 10CTHraT 3a OkoJIO 2-6 uaca ¢jIeA NEpopanio MPHUICKHHHE KATO CE MOATBPHAT
eEKTHBHI NNA3MEHH KOHIIEHTPAUMK 32 Ueaus 24 yacos HNTEPBAT HA A03MpaHe. BHOHATWYHOCTTA €
NbJIHA B CPABHEHHE C Ta3H NPU CKBUBAICHTHA 034 NEPOPAICH pasTBop ¢ HezabaBHo ocBoboX1aBaHe UK
MopuH TableTKH C YABMKCHO 0CBOGOK AaBaHe,

Pasnpeoeneiue

DapMakoKkHHeTHKaTa Ha MOP(MHA ¢ JIMHEApHA B ILKUPOK AMANa3oH OT j03MpoBkH. CBbp3BaHeTO Ha
MopdHua ¢ niasMenuTe 1poTenHd e okono 30%. pasnpeaeneHdeTo B ThkanuTe € HHcko (Vd e
npubimmsnrenno 3 I/kg). MophunbT npemrnasa npes nnauestapHata 6apuepa v B MAHUHHOTO MISKO.

buompancghopmayust Tnasrara MeTaGoiMTHAa TpachopMauls ¢ FIOKYPOHWAMPAHE 0 MOpdhuH-3-
TAOKYPOHHA (0kono 60%) u 8 no-manka cTencH 1o MopdhuH-6-raokyporni (okono 30%). Mopduu-6-
FIOKYPOHW AGMOHCTPHPA aroHNCTHYeH edekT ClpaMo ONHOHAHUTE PelenTopH, NOKaTo MOpduH-3-
TIHOKYPOHMI €€ CBbp3Ba 3apaso ¢ TAX. [lmasmennre nusa (npeucHenn ¢ AUC) na mopduu-3-
FIOKYPOHKA €2 0KOM0 8 4acTH, a Ha MOPQHR-G-rmoKyporna npubauzutento 1.5 vactn ot Mopduna.
MopduubT chuto ce meTabonusnpa B 6u0peuire u upesnata Mykosa.

Enuwvunupane

[Tony’HBOTHT HA ENUMHHALIMSA HA BEHO3HO HHACKTHPaHNS MophuHOB cyndat e 1,7-4,5 vaca. KpheHuTe
HHBA Clie]l IEPOPAIHO TIPHIOKEHNE Ha MOPDHH HaMaNsBaT ¢ (BUPTYAJIEH) NONYKHBOT OT okono 16 £ 5
yaca (npu npuera no3a ot 400 mg Cybeturon, cnen 24 vaca KPbBHUTE HUBA Ha MOP(HHA ZOCTUrAT HUBO
oT okoJo 60 ng/ml).

Okono 90% ot Mopduua ce usnbusa noa Gopma Ha MetaGonTi (MOPHRH-3-rMOKyPOHHA H MOPHHH-6-
FTOKYPOHHI), NPEAUMHO npe3 GBOPEIHTE H CAMO MHHMMANHO KOMHUYECTRO € MKITbYKATA.

5.3 llpeaknuHuunn aanun 3a GezonacHocr

I'eHOTOKCHYHOCT
He ca npoBexaaHy perynatopay npoy4saHus 3a OLEHKa HA MYTareHHHS NOTEHLWaN Ha MOphHH.

B nurepatypin nyGaukaunu. Mopgun e Guil OLCHEH KATO MYTAr€HHEH in vitro yBeauuasaiiku JIHK
pparmentauusTa B uosewkH T-kaeTkn. Mopdun e Gun noKnaaBaH KaTo MyTareHeH B in vivo
MUKPOHYKI€ApEH aHAIIA3 NPH MHLIKH M NOIMTHBEH 3a WHAYKLMATA HA XPOMO30OMHH aepaudn B
CNEPMATHANTE HA MHILKK 1 B MULIMTE AUMBOLMTH, MeXaHHCTHYECKH 1IPOYUBAHUA NPEANONAraT, Ye in
Vivo KNacTOreHHWTE eekTH Ha MopdMH. ChOGLIABAHM (DI MHWKW MOTaT ia ObIAT CELP3AHM C
YBEIMYCHHTE HHBA HA TMIIOKOKOPTHKOWAMW, NPHYHHABAHM OT MOpGHH B TO3M GHoIOTMuYeH Bua. B
MPOTHBOBEC HA NONOKHTENHHTE HAXOAKH, in Vitro 11POYUBAHHS ONMCAHU B THTEPATY 10116

4€¢ MOP(HHA HE NPUYHHABA XPOMO3OMHH abepalifi B YOBEWIKM NEBKOLUTH #
Jletanydu MyTauMu npu Drosophila.




KanueporeHioct
He ca nposexxaaHH perynaTtopHu 11poyyBakHa MIPK HHBOTHH 3id OLEHKA HA KAPLUMHOTEHHUS OTEHLHAN HA
MOpPhHH.

PenpoayKTUBHA TOKCHYHOCT

B npoyusaHe, onucaso B JIHTEpaTypaTa, XKEHCKH MHUIUKH, NEKYBaHH MHTpanepuToHeanHo ¢ ao 15
mg/kg/nen MopuH npean uudroceane, no 30 mg/kg/nen no speme Ha GpemerHocTTa ¥ A0 40 mg/kg/new
ClIel PAXKIAAHETO, €A MOKA3aIW NOHHKEH QEPTHANTET HA MAHKHUTE M yBenHueH 6poif Ha MLPTBOPOAEHHTE,
H HAMAJICH pa3TexX., CUMINTOMH Ha MOp(I)HHOBO OTHEMAHC H [TOATHCKaHE HA NPON3BOACTBOTO HA ClicpMa B
KHMBOTO NMOTOMCTBO.

[1p1 MBHKKH TIBXORE Ce cbOOUIABa 3a HAMaNEH (PEPTUIIMTET U XPOMO3OMHO Y BPEXK/IAHE HA FAMETHTE

6. DAPMALIEBTHYHU JAHHH
6.1 CnHcbK HA NOMOILHHTE BeLeCTBA
XHAPOreHHpaHO pacTHTENHO Macno, Makporon 6000, Tank, MaI'He3nes cTeapar,
Kancynu: xenatis (chbabpKaw HaTpHeB noaeuna cyadar) H OIBETHTCAN:

¢ 3a 200 mg: kenesen okcug yepen u kbAT (E 172), Tutanos awokenn (E 171).
IlevaTapcko MacTHAO: WeENaK. Kesesen okena depen (E 172), nponunen raukon.
6.2 HechBMecTHMOCTH
Cycriensus oT neneTuTe ¢ yabmieHo ocBoboN 1aBake TPsOBa 1a ce NPHIOTBS CaMO B CTYJEHA BOAA.
6.3 Cpok ua rognoct
24 meceua
6.4 CneunanHn ye/IOBHA H3 chXpaHenHe
Ma ce cbxpaussa npu Temueparypa noa 25°C.

6.5 lannw 32 onakoBKaTa

PVC/PVDC 6nuctepu B KapTOHEHA KyTHA.
Cuabpkanue: 28 w 30 kancynu

BL3IMOXKHO € 1a He ce MpeAnaraT BCHYKK TONEMHHH HA ONAKOBKATA.
6.6 CneunaaHu npeanasHi MEPKH TIPH WIXBLIMHE W paGoTa
Ja ce chxpaHsBa Ha MSCTO, HEAOCTBLNHO 33 1eLa.

Hen3nons3saHuaT NponykT Wil OTRAALYHHTE MATepHany TpSGBAa 1a ce WIXBLPAAT B ChOTBETCTBHME C
MECTHHTE H3NCKBaHH$.

7. NPHTEXKATEJI HA PA3SPEIUEHHUETO 3A YIIOTPEBA

Mundipharma Gesellschaft m.b.H.
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1100 Wien
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9. JATA HA ITBbPBO PA3SPEIUABAHE /MOIHOBSBAHE
Harta Ha nbpeo pazpetuapane: 11 wonn 20031,

Jara na nocnenHo noanosssanc: |6 despyapy 2009 r,

10. JATA HA AKTYAJIHU3UPAHE HA TEKCTA




