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KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA

1. UME HA JIEKAPCTBEHMUS IMTPOAYKT

KAOETHUH ®OPTE Tadnerku
CAFFETIN FORTE tablets

2. KAYECTBEH U KOJIMYECTBEH CbHCTAB

Besika Tabnerka cbabpaxa:

[lapaueramoun (paracetamol) 250 mg;
[ Iponudenason (propyphenazone) 210 mg;
Kodgeun (caffeine) 50 mg;
KoaeunoB docdar ceckBuxuapar (codeine phosphate sesquihydrate) 10 mg.

3a MbJIHUA CITUCHK Ha MOMOLLUHUTE BELIECTBA, BUIKTE TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA

* Tadbnerka.

Kaderun gopre ca Oenu, Kpbriu, rmiocku tabnerku ¢ pacerka. Tbprosckara Mapka Ha NMpoOU3BO/IMTES
AJkanona \&/ e orneyaraHa oT €/lHaTta cTpaHa, a umeto “Caffetin™ e orrnieuaraHo ot apyrara cTpaHa Ha

TadJ1IeTKara.

4. KUMHHUYHU JAHHU
4.1 TepaneBTHYHH NOKA3ZAHHA

Kacdernn oprte e nokaszaH 3a CUMNTOMAaTHYHO W KPATKOTPAHO JieueHHe Ha OOJIKH KaTo riaapobosue,
3000071, MMUIrpeHa, NocToNnepaTHBHA U NOCTTpaBMaTH4Ha 00JIKA, TUCMEHOPES, HEBPAITUs, HILIMAJITHUS,

MHUAJITUS.
Kadernn ¢opre e nokazaH npu naumeHTH Ha Bb3pacT Haj 12 roJIMHH 3a JIeYEeHHE Ha OCTPa YM

(CaMOCTOSITEJTHO).

4.2 Jl03MpPOBKA H HAYHH HA NPHJIOKEHHE



KadeTnH dopre ¢ KOMOMHHpPAH aHANr€THK, KOUTO TpAOBA Ja Ce M3NO0N3Ba, KOraTO € HEOOXOAUMO U He €
MpeaHa3zHauyeH 3a AbJATOCPOUHO JieueHue. [IpoabkuTeNnHOCTTA Ha JiedeHUeTo TpabRa 1a ce orpaHyyvasa ao 3
IHH H aKO He ce NOCTHTHe e(heKTUBHO 0bneKuaBaHe Ha OoJikaTa, NaUHEeHTHTE/O0rpHIKBALIUTE MY IMLA

TpaOBa ga ObAAaT NOCHBETBAHM A3 NOTHPCAT MHEHHETO Ha NeKap.

Ho3upoBka

Bwv3pacmnuu
EaMHU4YHATA 1032 € 1-2 TadneTku B 3aBUCMMOCT OT UHTEH3UBHOCTTA Ha Oonkarta. Jlo3zata Moxe aa ce

NOBTapA TpYU NbTH AHEeBHO. MakcuManHaTa AHEeBHA 1032 € 6 TablieTkH AHeBHO.

[leouampuuna nonynayus

Heua Ha Bb3pacT noa 12 roauHmu:

KadeTuH ¢opre € NpoTUBONOKA3aH NpH Aelia Ha Bb3pacT NoA 12 roauHU 3a CHMATOMATHYHO JE€UEHHE Ha
Oonka (Bxk. Touka 4.3).

Heua Ha sw3pacT Mexay 12 ao 18 roouHu

| TabaeTka ¢ Bb3MOXKHOCT A03aTa /1a ¢ NMOBTOPH A0 TPH MbTH AHEBHO.

Ynorpeba na Kadetnn dopre He € npenopbYMTENHA NPHU eua Ha Bb3pacT ot 12 no 18 ronuHM ¢ HapyleHa
AUxatenHa GyHKUHA 32 CHMITTOMATHYHO JieueHUe Ha Ooska (BXK. Touka 4.4).

Hauun Ha npuaogxkanue
[lepopanHo.

4.3 IIpornsonoxazanus

CBPBXYYBCTBUTEIHOCT KbM HAKOE OT AKTHBHWUTE BELIECTBA WJIM KbM HSKOE OT MOMOILUHMTE BELECTBA,
U30poeHHu B TOYyKka 6.1 .

Texxka 6LOpeuna u yepHOApOOHA HEOOCTATHUHOCT.

BpoaeHa riwoko30 6 docdataexuaporeHasHa HEAOCTATBYHOCT.

YepHoapobHa noppupms.

[1py mauMeHTH, 3a KOHTO € H3BECTHO, 4e ¢a CBPpbXOBp3H MeTabosu3aTopu no orHouexHne Ha CYP2D6

Ilpn BcHuky neamatpuyHu nauueHTH (Ha Bb3pacT 0-18 rogmHM), KOMTO Ce MOANAraT Ha TOH3HIEKTOMMA
W/ MMM aACHOMAEKTOMMS [0 TIOBOA HAa CHHAPOM Ha OGCTPYKTHBHA CHHHA amHes, Mopaad NMOBHILEH PHCK OT
Pa3sBUTHE HA CEPHUO3HH M MHUBOTO3ACTpallaBallld HEXEIAHM peaKuMH (BxK. ToUuka 4.4).

bpemMenHocT

[IpH xeHu B neproaa Ha KbpMeHe (BXK. Touka 4.6).

[1py aetia Ha BB3pacT noa 12 roauHy, 3a CUMNTOMATHYHO NeveHue Ha 6oNKa, Nopaad NOBHLIEH PHCK OT
Pa3BATHE Ha CEPHO3HH M XKMBOTO3ACTPaLIaBalld HEXENAHN PEaKLIMH.

4.4 CrhennajJHH NpeayNIpeKACHHAS H NPEANAIAH MEPKH NPH ynoTpeba

KoMOMHHUpaHWTE aHANTETHLIH HE Ca NOAXOAAIIH 3a NPOABIKHTENHO JIeYeHHE Ha 00IKa
Kadetun dopre He 6vBa ra npoawkapa noseue ot 3 AHU. [IpH Mo-4eCTO M MPOABILKY




HEOOXOAMMO J1a Ce NPOBEXKAA KOHTPON Ha KPBbEHATa KAPTHHA U Ha MOKa3aTeNHTe Ha 6B6peyHaTa 1
YepHOApOoOHaTa (PyHKLHA.

/la ce npunara c BHHMaHKE MPH NALMEHTH C $yHKuHoHaTHA 6B6peuHa Hiy HepHOAPOOHA HEMOCTATHYHOCT,
[1PH 3N10yNoTpeOsABallM C ATKOXON, KaKTO M [TPH NMALUEHTH ¢ XPOHWYHH GenonpobHH 3a6019BaHUS U acTMA.

CpobLueHu ca cydyan Ha MeTaboUTHa allnz03a € roisiMa aHHOHHA Mpa3HHHA (HAGMA), nwokama ce Ha
THPOTTYTAMHHOBA aLMA03a MPH NAIMEHTH C TEXKO 3a60/1BaHE KATO TEKKO 6s0peuHo yBpexxnane u cenciic,
HJIH TIDH MTALMCHTH C HEOXPaHBaHE WIH C APYTH H3TOYHHLM Ha NEGHLUT Ha rITYTATHOH (Harp. XpoHH4eH
AJIKOXOJTH3BM), KOMTO Ca JIEKYBAHH C NMapaLieTaMo B TEPANCBTHYHA 1032 38 NPOAL/DKHTESNCH IEPHO WITH
KOMOHHanus oT napaueramosn u (uTyKIioKcauMauH. AKO ce noxosvpa HAGMA nopanu nuporayramMunoBa
allHf03a, npenopsysa ce He3abaBHO NMpeKpaTsBaHe Ha MapaLeTaMoN U BHUMATEIHO Habmoaenue.
H3mepBanero Ha 5-oxcomponun B YpHHaTa MoxXxe aa Obae nofe3Ho 3a HAEHTH(HLIMpaHE Ha
THPOTTTYTAMHHOBA aUMI03a KATO OCHOBHA NpuyiHa 3a HAGMA NpH NaLMEHTH C MHOXKECTBO PUCKOBH
¢axTopu

HeobxoauMo e noBHIIEHO BHMMaHMe B CJIyuyaH Ha MMOHWXKEHA MOHOCHMOCT KbM AHANeTHLH,
CBPBXHYBCTBHTE/THOCT KbM JIPYTH aHAINETHUM (OMACHOCT OT MPOBOKHpaHe Ha aCTMATHYHH HPUCTBNH), a
TaKa CBILO H NPH A3BU M KPBBOUIIMBH HA CTOMALIHO-UPEBHHSA TPAaKT.

CriennanHo BHUMaHHe € HeoBX0IUMO TIPH NALMEHTH C KPBBHA NUCKPA3HA WK MONTHCKAHE HA KOCTHMS
MO3EK M CC TPENOPBYBA WATEIHO NIPOC/ICAABAHE HA XEMATONOrHYHITE napameTpH npu Tax. CrillecTsyBa
PHCK OT HEYTPONCHHA U arpaHyJIOUKMTO3a MABHO NOPaIH HATHYHETO Ha MPONHQEHA30H. AKO clep
nipriokeHneTo Ha KadeTnn dopre B3HMKHAT HikoM OT cnenHuTe PCaKUHK. HAaMATABAHE Ha IPaHYJIOLIUTHTE
B KPBBTA, NOBHIUEHA TEMINIEPATYpPA, Bb3MANCHO I'bPIIO, pa3a3BABAHHA MM abcuecH B ycTaTa, nepuaHanny
alcitecy, NpuiaraHeTo Ha JIEKapCTBOTO TpAOBa Ja ce npekncHe He3abaBHO. OMUCaHMTe HEXEIaHH
JICKapCTBCHH peakLMH OOMKHOBEHO ca ofpaTumu 10 1-2 cemmuim,

EnHoepemenHaTa koHCYMaLUs Ha a1Kox011 1o BpEME Ha npHeM Ha KadeTtuH ¢opre Tpabea na ce u3Gsarea.
Heobxoxumo e crienuanno sBuuManuye TPH NALMEHTH, KOHTO Ca TPEBOXXHU, Bb36YyAeHH, UMaT TPEMOD,
apTCpHaJIHA XHIIEPTOHHA WIH CTpanar ot 6e3cbHHe. JleueHHeTo Tps0Ba fa Ce NMPeKpaTH, ako Ce MOABAT
NanNTUTaLMK WM TaXMKapaHA.

Ilpu npoxemkuTenen npreM Moske na ce Pa3BHE 3aBUCHMOCT ¥ TOJIEPAHC KbM ChOBPKALIMA CE B HEI'O
KOZeHH.

CYP2D6 meTaboamsnm
KogeunsT ce metabonuaupa ot 4epHOApoOHUs eH3zum CYP2D6 no MOpGHH, HETOB AKTHBEH METABOIKT.
AKO ITAUMEHTBT HMa NEPHLNT MK ITbAHA IHIICA Ha TO3M CH3HM, HAMa 13 ObAe NMOCTUIHAT aNeKBaATEH
TepaneBTHueH edekt. OueHkuTe OKA3BaT, Y€ € Bb3MOXHO TaKbB AeDULMT A3 HUMaT oo 7% ot
CBPONICHMIIHATA NOMyaauia. AKO obaue MaUHEHTHT € eKCTEH3HBEH WK CBPBXOBP3 MeTabonuszatop
CBHUICCTBYBA MMOBULICH PHCK OT Pa3BHUTHE HA HEXKENAHH JIEKAPCTBEHH PE€AKLIMHK C ONMHOMAHA TOKCHYHOC
AOpH MpH 00M4alHO NpeAnMCBaHuTe 103K, Te3H NaHeHTH pasrpaxaaT Onp30 KOOEHH B MOp
BOIH IO T10-BHCOKH OT OYaKBAHWUTE HUBA HA CepYMEHMOp(dHUH.

’KHBOTO3aCTPallaBalUM H MHOTO PAAKO daTanuy.




[lo-poay ca 060011EHN OLEHKUTE HA pa3NPOCTPAHEHHETO Ha CBPBXObp3n METAOOIM3ATOPH CPEL Pa3TUYHM
onynauum ca 06odueny no-aony:

Ilonynauus PasnpoctpaHeHue Yo
AdpukaHun/ETnonuy 29%
A¢poaMeprkaHum 3,4% no 6,5%
A3HaTIH 1,2% no 2%

benn 3,6% no 6,5%
[“bpuy 6,0%

YHrapuu 1,9%
CeBepHoeBponeiuy 1%-2%

Tpsabsa na ce BHUMaBa, KOraro nekapcTBOTO C€ H3N0JI3Ba NpH Aeua (Haa 12-roauinHa Bb3pacT).

CrejfonepaTHBHa ynoTpeba npwm jeua

B nybnukyBaHaTa nuteparypa ca chOOLUEHH CllyyaHn, B KOUTO JABAHMAT CNENONEPATHBHO KOJAEHH TNIPH AeLa
cliell TOH3WIEKTOMMS W/UITW aASHOUOEKTOMMA MO MOBOA HA OOCTPYKTHBHA ChHHA allHEA € NOBEN 10 PeaKH,
HO )KHBOTO3aCTpALLABALIHN HEXKENTAHU PEaKLIUY, BKIIHOYHUTEIIHO CMBPT (BXK. b0 TOUKA 4.3). Bcuuku aeua ca

NMOJY4YaBad 1031 KOACHH B MOAX0AALIHA A030B AHana3oH. iMa nanHu, ve Te3n aeua ca OMnu Uau
CBPBXOBP3HU, WM €KCTEH3UBHH MeTabOMU3aTOPH MO OTHOLLIEHHWE Ha TAXHATa CNnocoOHOCT Aa MeTabonniaupar

KOAEHH N0 MOP(hHH.

Jleua c HapyuwieHa auxarenHa GyHK1 s
Kadetun ¢opte He ce npenopbuba 3a ynotpeba npu Aeua, NPy KOUTO AMXaTeIHATa GYHKLIMA MoXKe Aa Obae

HapyuleHa, BKIKOUHMTENHO HEBPO-MYCKYJ/IHUY Pa3TPOACTBA, TEXKH ChPACUHH UITH PECTTHPATOPHH
3a0019BaHNA, HH(EKUMHA Ha TOPHUTE IUXATETHH THTHILA K Ha Genute ApoGoBe, MHOXECTBEHA TpaBMa
WJIH IOJIEMH XUPYPru4HU npoueaypu. Te3u ¢pakTopy MOraT Aa BIOIUAT CUMITTOMUTE Ha MOpP(UMHOBA
TOKCHUHMHOCT,

PHUCK 1pH eHOBpeMEHHa YroTpeda Ha IEKAPCTBEHH CPEACTBA ChC CEAATUBHO ACHCTBHE, KATO
OeH30aua3ENUHU UK CPOJHHK JIEKAPCTBA

EnHoBpemennaTa ynorpeba Ha KadeTuH dopre ¢ 1ekapcTBa CbC CEAaTHBHO JIEHCTBHE, KaToO
OeH30AHa3eTHHH WK CPOJIHH JIEKAPCTBA, MOXKE J1a JJOBEE J10 CeAalHs, MOATHCKAHE Ha AMINAHETO, KOMA U
cMbpT. [lopanu Te3u puckoBe, €IHOBpEMEHHO NpeANHCBaHE C TE3M CEAaTHBHK JiekapcTBa TpaOBa na Onae
3aMa3eHo 3a NaLUeHTH MPH KOUTO HAMA Bb3MOMHOCT 33 a/ITEPHATHUBHO JIeueHHEe. AKO C€ B3eMe pellicHHe 1a
ce npeanuile KagetvH popre eqHOBpEMEHHO CbC CeAaTUBHM JIEKapCTBa, TpA0Ba /1a ce U3MO/I3Ba Hai-
HHCKaTa €(pEKTUBHA 1032, 4 NPOABLKUTENIHOCTTA Ha JIEYEHHETO TpAOBa Ja Obje BE3MOKHO Hali-KpaTKa.
[TauyeHTnTe TpOBa Aa CE CAEAAT BHUMATEHO 3a MPU3HALM H CHMITTOMH Ha NOATHCKAHE HA JHIUAH

FPHKAT 3a TAX, 34 J1a ¢a HAACHO C Te3W CUMITOMH (BxK. Touka 4.5).

ToBa nekapcTBo ceABpxkKa NO-Manko o | mmol HaTpwHii (23 mg) Ha TabnieTka, T.e. MOXe I
NMPaKTHYECKHA HE ChAbPKA HATPUHA.




4.5 B3aumojaeiicTBHE C APYrA JIEKAPCTBEHH NPOAYKTH H APYrH popMu HA BIAHMOJEHCTBHE

HsMa aaHHu 3a cneunduyHO B3auMoaciicTere Ha KageTuH (opre ¢ Apyrd JiekapcTea, KOETo 1a HMa

KJIMHUYHO 3HAYEHHE.
He ce npenopbuBa €1HOBPEMEHHO NMpUIOkKEeHKE ¢bC cTUMyNaHTH Ha LIHC, MAO-unxubutopu

(bypazonnauH, npokapba3uH, Ceneruing) 1 IeKkapcTBa Win HANMUTKH, ChAbPXKALUU KOPeuH,
EanospemeHHHAT npHeM Ha KadeTHH dopTe ¢ ankoxo, aHKCHOIUTHLH, CbHOTBOPHHU HITH CENaTHBHY
CPEeACTBA, ¢ TPHIHKIWYHA aHTHAenpecaHTH H MAO-uHXxUOUTOpH TpAOBA Ja ce u3bsarsa nopagy LEHTPaHUS
NOATUCKALL €PEKT Ha KOJCHHA.

Ankoxoin, penobapdburan, GpeHUTONH, KapbaMa3ernuH, U30HHA3UA ¥ pudamMnyUKH NOBULILIABAT
XENaTOTOKCHUYHOCTTA Ha MapalieTamo.a.

HeobxoanMo € NOBHINEHO BHUMAHHUE NMPH CITBTCTRANNA YNOTpeda Ha JnyKIOKCAUMIIMH U NapaLeTaMmoOll, Thb
KaTO €IHOBPEMEHHUAT MPUEM C€ CBbP3Ba ¢ MeTaboNUTHA allHa03a ¢ roasiMa aHUOHHA pasnuka, nopaau
NUPOrJIYyTAMUHOBA aLMA03a, OCOOEHO NpH NALWEHTH C pUCKOBH (akTopy (BXK. Touka 4.4),

EnHOBPEMEHHOTO U3MOI3BAHE HA AHTUKOArYNaHTH (ALIEHOKYMapoi, BapdaprH) Ui HECTEPOHAHH
NPOTHUBOBBL3NANUTENHM CPEACTBA MOXKE A AOBEAE A0 HEXENaHW CTOMALUHO-YPEBHHA PEAKLIMU.

B1b3MOXeEH € pHMCK OT NMpeno3npaHe Ha napaueramont, ako KadgeTuH ¢opre ¢e H3no3ea €AHOBPEMEHHO C
[apaleTaMoIOBH penapary.

CelaTHBHM IeKApCTBA KATO OEH30AHA3ENHHUA WIH CPOJIHU JIEKAPCTBA

EnHospeMeHHa ynoTpeba Ha ONMOUAU ¢bC CEAATHBHU JIEKAPCTBA KATO OCH30AUA3EIUHY WK CPOAHH
NEeKapCTBa, YBEMYaBa pHCcKa OT ceJalus, NOATUCKAHE HA AMLLUAHETO, KOMA U CMBPT, NOPaAn aAUTHBHUA
nenpecuseH edekt BppXy LHHC. ozarta v npoasmxuTenHOCTTA HA €AHOBpeMeHHaTa ynoTpeba Tpadbsa na
ObaaT orpaHuveHH (BX. TouKa 4.4).

4.6 DepTHARTET, OPEMEHHOCT H KLPMEHE

Hama KOHTpONHpaHH U3C/IeIBAHHA IO CE€ OTHACH [0 U3M03BaHE HA KOMOUHHPAHH AHANTETHLIM MO BPEME Ha
OpeMeHHOCT M KbpMeHe. O0cbkaaiku ¢akTa, ye Bb3MOXKEH PHCK HE MOXKE HAMBJIHO A4 Ce H3KITIOYH,
JTEKapCTBEHUAT MPOAYKT € MPOTURONOKA3AaH Npe3 OpeMeHHOCTTA.

Tbi KaTO aKTUBHHTE CHCTABKH Ha JIEKAPCTBEHUs NPOAYKT C€ U3ITBUBAT C KbPMATa, MMPUIOKEHHETO Ha
Kagernn dopre € npoTHBONOKA3aHO NPH KBPMAUKW.

Kaderun gopre e npoTHBonoxaszaH nNpu )eHHU B nepuoaa Ha KbpMeHe (BikTe Touka 4.3).

[IpK HOpMaJIHKH TepaneBTHYHHU A03M KOIEHH U aKTHBHUAT MY METaOOJIMT MOTAT Ja MPHCHCTBAT B KbPMATA B
MHOFO MaJIKH KOJTHYECTBA U € MHOT'0 MANTKO BEPOATHO [a NOBAHAST HEONAronpMATHO HA KbpMadeTo. AKO,
obaue, NauUeHTHT € CBpbX0Bp3 Merabonuszarop Ha CYP2D6, HHBaTa Ha aKTUBHHSA META00UT B MOPOHH B
KbpMaTa MOJKE Aa €a NO-BHCOKH, KOETO B MHOTO PEAKH ClayHau Aa MPUYHUHH CUMITTOMH Ha OITHOUAHA
TOKCHYHOCT Y KbPMA4€ETO, KOATO MOXE Aa € (haTaiHo.

4.7 Edextn BbpXy cnocoGHocTTAa 32 iodHpaHe u paboTa ¢ MALIHHH




B tepanestuunu no3u Kadethn dopre He oka3Ba BIHSHHE BbPXY CNIOCOOHOCTTA 3a LIOogHpaHe U paboTa ¢
maiuuHu. Heo6xoauMo e BHUMaHue obade, KOraTo ce MpHeMaT MaKCHMAJIHUTE AHEBHH 1034 (6 TabneTku

OHEBHO), 0COOEHO B KOMOHHALHUA ¢ AJIKOXOJI.

4.8 HexelaHnH JIeKAPCTBEHH PeaAKIHA

TepaneBTHuHuTe N03KM Ha KadeTuH dopre ca nodpe MOHOCUMH ¥ HAMA OMAKBAHU A030-3aBUCHMH HEXEJIAHH
JEKAPCTBEHH PEeaKLIMH, Thbi KATO AKTHBHUTE ChCTABKM Ca B HUCKH JA03H. Bb3MOMHUTE HEXENTaHH
NIEKapCTBEHW PEaKUUH ca KiaCH(HUMPAHH CBIIIACHO CHCTEMO-OpraHHa knacudukauua no MedDRA Oa3a
JAHHH.

Copdeunu HapyuleHuA

[Tannurauum, Taxukapaus.

Hapywenua na xpvema u aumgnama cucmema

TpoMOOLUTONEHHS, ICBKONEHUS, HEYTPOIEHHUS, MAaHIIMTONEHHUS, arpaHyoUMTO3a (MPOoNUGpEeHa3oOHbT, KOHUTO
€ NMUPa30/IOHOB JIEPHBAT CE CMATA 34 ChCTABKA, KOATO MOXE []a NPeAW3ByKa arpaHyJ/IoUMTOo3a, 3all0To €
ao0pe H3BeCTHA KPbBHA JHCKPa3Hi, CBLP3aHa ¢ aMUHOMUPHH — €/IHH OT MbPBUTE MHPA30JIOHOBH ACPHBATH,
BBIIPEKH Y€ TAKHBa PeaKLMH CA OTMCaHM C NapaueTaMoll CaMO KaTo CaMOCTOATESIEH areHT).

Hapywenus na nepgnama cucmema

be3cbHUE, HEPBHOCT.

CmMoMauHO-YpesHY HAPYUIeHUA

I'apeHe, noBpBUIAHE M APYTH CTOMAIHO-YPEBHH CMYLLEHUA.

Hapywuenus na 6vbpeyume u nuxounume nomuya

bbOpeunH pascrpoiicTra.

Hapyuenun na xosicama u nooxoxchama mvkan

AnepruyuHm peakuuH (cbpOex, oOpUB, YpTHKapHuA), aHaQHUIAKTHUYEH LLOK.

MHoro peaku ciay4dad Ha TEKKM KOXKHH peakudM ca cboOLLeHH, CRbP3aHu ¢ yrioTpebaTa Ha napaleTramon.
Hapywenwi na memaboausma u xpanenemo

C Heu3BecTHa yecTOTa: METADONIHTHA aLKMA03a € rOJIAMa AaHHOHHA Npa3HUHA.,

Cnyuaun Ha MeTabO/IMTHA alKMA03a C FOIMa aHHOHHA NMpa3HUHA, AhIKalla C€ Ha THPOTr1yTaMHHOBA
auuno3a, ca HabmoAaBaHU NPH NALKMEHTH ¢ PUCKOBYU (PaKTOPH, U3MOJI3BaliM IapaueTaMon (BxK. Touka 4.4).

[Ipy Te3u MauUEeHTH € BH3MOMKHO Ja Bb3HHKHE NHPOrJIYTAMHHOBA altM03a BCAEACTBHE HA HUCKW HMBA Ha
rMYTATHOH.

Xenamo-bunuapnu Hapyuens
HepuoapobHa gucdyHKUHA, BOPH HepHOAPOOHO yBpexIaHe (XenaToOTOKCHYHOCTTA YECTO € CBbp3aHa ¢
Mpeao3WpaHe Ha napaueTamon).

Croduiapane Ha MOJO3UPAHN HEXKETAHY PEAKIINM
CrobiaBaHeTo Ha NOJO3HPAHU HEXENAHU PEaKLIMH Clie]d pa3pellaBpaHe 3a yrnorpeba Ha NeKapCTBEHHA

[POAYKT € BaxkHO. Topa MO3BONABA Aa NPOABIKHA HAOMIOAEHHETO HA CBOTHOLLUEHHETO NMON3a/PUCK

HEXXENTaHa PeaKLius upes:

H3nbnuurenna AreHuus no JlekapcrBara
yi. ,,Jdamad ['pyes” Ne 8
1303 Codus




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

4.9 1lpeago3zupane

[Topany cbaABpKAHHETO Ha FlapalieTamMoll, NpyH Npeao3WpaHe MOXKE 1a Bb3HHKHE TEXKO YEpHOIpoOHO
YBpEXKAaHe M NOHAKOra Texkka 0bu0peuna TyOynapHa Hekpo3sa. Baxkno e 65p30T0 fieueHue B OoNHULA.
AHTHAOT no u300p € N-aLeTHIUNCTENH.

3HAYMTETHOTO Npeno3upaHe Ha nponrdeHa3oH UaH KodeHH MOXe a MPHYMHK 3aMaiiBaHe WM 3aryba Ha
Cb3HAaHHWE, 3PUTEJIHH CMYLIEHHS, KpaMITH, NPeBb30yaa # HapyLIEHUS B ChpAEYHHS PHTHM.

CHMIITOMHTE Ha NPENo3UPaHe HA KOAEHH BKJIKOUYBAT CHHJIMBOCT, CBMBAHE HA 3€HULIMTE, MOBPHIIAHE,
cbpbex, arakcusa. Bucokute n03m Morart aa noBenar 4o NOATHCKAHE Ha AMILIAHETO, KOETO MOXKE a CE
OBJiaJIee 4Ype3 NpUiaraHe Ha ONHATHHA AaHTArOHKUCT HATOKCOH.

5. GOAPMAKOJOIHYHHA CBOMCTBA

5.1 dPapmakoaHHAMHAYHH CBOMiCcTBA

(DEIPMRKDTEPHHEBTHI{HEI rpyna: aHaJarcTHul U aHTUIIHPETHLIH, NapalcTaMoOll, KDMﬁHHHpaHH npcnaparuy,

H3KTFOYBAILH NCHUXOJIENTHLIM
ATC kom: NOZBES]

KadetuH dopte e aHanreTruuHa koMOHHaLUs, MpeAHA3HAYEH 32 CUMIITOMATHYHO M KpaTKoTpakHHo Ha Onara
JI0 ymepeHa Donka. AHaANreTHUHHUAT eEKT € AOKa3aH 3a napatieTaMoll, NnpornrdeHa3oH H KOAEHH, JOKATO
kadernH MOXKe Na ce pasraexkaa KaTo MOMOLLHO BELIECTBO, KOETo nonobpasa edekTa Ha aHANreTHLIATE.
OCHOBHOTO NPEAMMCTBO HA NOJIZBAHETO HA Takapa PUKCHpaHa KOMOMHALMA €, Y€ AKTHBHHTE ChCTABKH
NEHCTBAT BLPXY OTACIHH, HO Pa3IM4HH LEICBH MOJIEKYJIH H IO TO3M HauHH ca B CLCTOSAHKUE Aa ACHCTBAT Ha
MOBeYe CHrHaJIHA KacKaJH, yyacTBally B 607KaTa, OTKOAKOTO MOBEYETO €AMHUYHH aHaAreTUiu Oes
nobaBsHe Ha MOBEYE CTPAHHYHHU €(EKTH OT JIEYEHHETO.

Hapayemamon

Mexanu3bM Ha JeHCTBUE

[TapaleramMon HMa aHANITETHYEH U AHTHUITUPETHUEH eeKT. MeXaHU3MBT Ha AelCTBHE Ce H3pa3saBa B
HHXHOHpaHe Ha eH3uMa LUKIooKcKreHasa B LIHC, nokaro nepudepHuTe CBOHCTBA HA NEKAPCTBEHUA

MPOAYKT ¢4 MUHHMAJTHH.,
Kavnu4Ha edrUKacHOCT H 0e30NacHOCT
[Tapaneramon e epukaceH W LWUHPOKO U3MIO/I3BaH aHAJIFETHK TPH Nieka U yMepeHa Gonka. He npeaunssuksa
CTOMALUHO Jpa3HeHe/epo3ns (nopaau craba nHXUOMLMA Ha Ha epudepHaTa LMKIOOKCHTEH

KBPBCHE, KOCTO MOXKE 1a Bb3HHKHE TIpH TTPpHEM Ha CaTHLIMIIaTH. Hapaue'ramon HEC OKa3Ba E
TpDMﬁOI.lHTHTB H BpCMCTO Ha KbPBCHC. TepaﬂeBTHqHHTe A03H Ha NnapaucTaMo]1 UMaT CJig
CbpACYHO-CHAOBATA U AHXATCIHATA CUCTEMA.

[leauaTpuyiHa nomyjaanys

[Tapaneramon e Hal-LUHPOKO U3NON3BAHKAT AHAJITETHK 3a J€Lia NPH JieKa ¥ ymepeHa 60




Toii e eprkaceH aHTUNUPETHYEH areHT W NOPaaH CBLP3aHMs ¢ acnupuHa Reye’s syndrome npw aeua,
napaieramMon € CpeAcTBO Ha H300p 3a Ta3H rpyna naluMeHTH.
O6uKHOBEHO, 3a JieucHUe Ha O0Ka npu Aena Haj 12 roAMHUW NpenopbYBaHaTa /103a € CbLIATa KAKTO NpH

Bb3pacTHH (€JHOKpaTHa ao3a e 0,5 g - 1 g; MakcumanHara JHERHa no3a € 4 g).

IIponugbenazon
MexaHn3beM Ha JICHCTBHE
[IponugeHa3oH ¥Ma aHANrETH4EH, NPOTUBOBBLINANUTENCH U AHTUITUPETHYEH €PEKT, KOUTO Ca pe3yITar oT

MHXMOMpaHETO HAa CHHTE3a HA ana-npocrarnaHavHu E; u F; ocobeno B Mo3bka.

Knunuuna edpukacHOCT U 6e30nacHOCT

[IponudenasoH € npeaHa3HaueH 3a JEUEHHE Ha JIEKa 10 ymepeHa 0oJka M Tpecka, 0CODeHO MpH
KOMOMHHpaHHU JIEeKapCTBEHH NPOAYKTH ¢ (pUKcHpaHa q03a.

[leanaTpHuHa nonynauus
[IpenoppuMTenHaTa 8034 3a Aeua Ha Bb3pacT 7-14 roaunu e 250 mg xato eaHokpaTtHa ao03a, a0 1000 mg
JAHEBHO, JIOKATO NpH Jeua Ha Bb3pacT Haa 15 roauHM Jo3arta € cblaTa KakTo Npy Bb3pacTHU (€AHOKpaTHA

no3a e 500-1000 mg u MmakcuManHara AHeBHa Ao3a e 4000 mg).

Koodeun

MexaHu3bM Ha IEHCTBHE

KoneuH e ueHrpanHoaeitcTrall ¢nab ananrerux. Kogens ynpaxHsaea edekra cu upe3 L-ONMUOHIHHTE
PEUENTOPH, BLIIPEKH Y€ CAMMAT TOH NpUTEKapa c1ab aQUHHUTET KbM Te3H PELENTOPH, K HEMOBHAT
00e300naBail eeKT ce ALJDKM Ha NPEBPBLIAKETO MY B MOP(HH.

KnuHH4Ha ePHUKACHOCT U 6e301acHOCT

3a KOAeHH, oco6eHo B KOMOMHALHA ¢ IPYrH aHAITETHLIH KaTO MapalieTaMol, € 0Ka3aHo, ve e eeKTUBEH
[PH OCTPa HoLMLUENTHBHA 00ka. KoneHH He NPHYMHABA 3HAYUTENHO NMOTUCKAHE HA AHLIAHETO, HO
IPUTEKABA AHTUTYCHBHH W aHTHAHAPOUUHU eekTh. KoaeuH ce paznnuasa ot MOPpPHUH OCHOBHO B
NOTEHLHANA 3a 3510ynoTpeda, ThbH KaTO MOTECHLUMAILT 33 3aBUCHMOCT € MHOTIO NO-MAJTbK OT TO3U ¢ MOP(PHH.
[leanaTpyuHa NONy.J1alHs

KombuHaiaTa Ha napatieTaMon i KOJIEHH € e/IHa OT Hal-uecTo MOA3BAHUTE NPENapaTH 3a JIeYeHHUE Ha

yMepeHa bonka npu aeua. [lpenopbruBanara nepopanHa aHanreTuuHa 103a npM Jeua e 0,5 to 1 mg/kg Ha
BCEKH 4 10 6 yaca ako € HeobxoauMo, Ao MakcuManHo 60 mg/no3a.

Kogheun

MexaHu3IbM Ha JeHCTBHE
Kodeunn e nek CTHMYJIAHT Ha LEHTpAIHATa HEPBHA CUCTEMA H € HAW-LLIMPOKO HW3MONA3BAHOTO NCUX0AKTHUBHO

BeulecTBO B cBeta. KodeuH e KoHKypeHTeH HHXHOUTOP Ha eH3uMa docdoarecTepasa.
KnvHnyna epukacHocT B He3onacHocT
JlobaestHeTo Ha kKO(eHH KBM aHANTETHYHATA KOMOHHAUMSA, CHABPIKALLA NAPALETAMON H NPONHGEHA30H, ce

OCHOBABA Ha HEroBaTa CrocOOHOCT Aa noByIuaBa abcopOUMATa Ha APYTYTE ChCTABKH.
[lenuaTpudna nomyaauus

KogenH e Hafi-uecTo W3NMON3BaHOTO HACTPOEHHETO- MPOMEHSALIO BeuecTBo B cBeta. KodeuH
B MHOXXECTBO €XEIHEBHH JWETH 3a BL3PACTHH H AELla, ¥ € oO1oNpHeT kaTto 6e30nacHo BE
O64KkHOBEHO KOPEHH CHABPKALLMTE HAMHTKM CHABPKAT oT 50 mg 10 500 mg kodeun. H
OTHOCHO Oe3onacHocTTa OT 3 mg/kg/TenecHo Ter1o AHEBHO KOPEHH € ce mpenopbura npu
APHIOXKEHHE HA KOQEHH TNPU AcLia KOHOLIH.




Ta3u koMOUHALMA NTO3BONABA M3MOJI3BAHETO HA NMPEAMMCTBATA HA AHAJIFETHYHHA CHHEPrUu3bM, H3NOM3BAHKH
OTHOCHTE/THO MAJIKH A03M Ha CbCTABHMTE MACTH U MMHHMHM3HPAaHE Ha BL3MOXKHUTE HEXKeNTaHH JIEKapCTBEHH

peaKLnH,

5.2 ®apMaKOKHHETHYHH CBOHCTBA

MapMaKkOKHHETHKATA Ha TO3HW KOMOMHHMpAH npenapaTt uMma orpaHuueH obxBar, Thil KaTo TOH He €
NpelHa3HAYEH 3a IEYEHUE HAa XPOHUYHH 3abonaBaHH, 10 BpeMe HAa KOETO € HeoOXoAuMO NoAAbPKaHe Ha
TepaneBTHYHH KOHUEHTPALMH B I1a3MAaTa, a KaTo eKapCcTBO, U3MOJI3BAHO, KOTaTO € HeoOX0aMMo.
llapayemanmon

ITapaueramon necHo ce abcopGupa B CTOMALLHO-YPEBHUS TPAKT C AOCTUraHe Ha MUKOBH [L1a3MEHK
KOHIICHTpauuu 3a 30-60 MHHYTH cnen opanHo npunoxeHue. [lapaneramon ce MetaGou3upa npeIMMHO B
YyepHUA ApoO K ce 0TAENA C YPHHATA INTaBHO KATO INIIOKYPOHHUIH H CYN(ATHH CheIUHEHHH.
BTopoctenennnar xuapokcunupad Metabonut (N-auetni-p-6€H30XHHOHHMHH), KOUTO OOUKHOBEHO Cé
NpoAyLHpPa B MAJIKH KOJHUYECTBA Ype3 CMECEHA PYHUMA Ha OKCHAA3WTe B uepHus Apob n OnuOpeuuTe,
ODMKHOBEHO Ce ICTOKCHKHpA upe3 CBbp3BaHe ¢ rIyTaTHoHa. B ciyuaii Ha npeaHamepeHa wam caydaitHa
MHTOKCHKALMA N-aleTHI-p-0€H30XMHOHUMUH MOXE [a aKyMYJIMpa, CJIECTBHE HA CBPbXA03aTa
napaueTaMon W NMopajH JIMIcaTa Ha €eHAOTEHEH NTYTATHOH MOXE Ja MPUUYHHU HEKpO3a Ha YyepHUs Apod u
0BLOpeuHuTe TYOYnd. ENHMHHALMOHHHAT NONYKHBOT HA MapaueTaMos Bapupa ot 1 no 3 uaca.
Ilponughenazon

[Tponndenazon uma noaobeH dpapMakoKHHETHYEH NPOGHII, KOETO OBACHABA PALIMOHATHOCTTA Ha
koMOuHaumara. Toit ce abcopbupa NecHO B racTpo-MHTECTUHANHHS TPAKT ¢ MUKOBH MJIa3MEHH
KOHLeHTpaUuHH, HacThnBamM 3a 0.5 no 0.6 yaca cnes opanex npuem. Toi ce MeTaboH3Kpa HIMPOKO B
YEPHHA ApoO H ce OTAeNs B ypUHATa W *UIbUKaTa NpeaMMHO KaTo MeTabonuty. EnuMunauvoHHusT
FIOTY>HBOT Ha nponudeHasoH sapupa ot 2.1 no 2.4 yaca. Kom6uHupau ¢ napaueramon, nponudeHazoH
YABILKABA €THMHHALMOHHHA NONYKHUBOT HA fnapauetamona ¢ 40% (2-3 yaca), koero no3ponsea
yBEJIMYABAHE HA MPOABIDKHTEIHOCTTA HA NNApaLeTaMOJIOBUA €EeKT U YeCTO HaMaJlfsBaHe Ha [03aTa.
KooOeun

KoaenH ce abcopbupa nobpe cnen npueM npes ycrata KaTo MaKCHMAa/lHa NJa3MeHa KOHLIEHTpaLHa ce
nocrtura 3a 1-2 yaca; ananreTayeH edekt ce Habntoaea cnen 30-60 MUHYTH KaTO MPOABIKHTENHOCTTA My €
4-8 yaca. KozenH ce MeTabonn3mnpa B YepHus Apos, a EKCKpPeLUaTa e NpeIuMHoO npe3 6u6peuuTe (90%).
[Tony>kMBOTHT My € 2.5-3.5 uaca.

Kogeun

KodeuH ce abcopbupa necHo W HanbHO, pasnpeens ce B ThKAHWTE, BKIIOUMTENHO B MO3bKA ¢ NHKOBH
M1a3MeHH KOHICHTPALIMK, HACTHIIBAUIH 3a 15-45 MMHYTH; KodeuH ce meTabonu3upa B uepHHUs Apob ¢
€JIAMUHALMOHEH MOMYKUBOT 5 yaca. Kodenn nonobpasa abcopbumara Ha APYruTe akTHBHH ChCTABKH B
KOMOHHHMpaHH npenapaTy ¢ aHaJIreTHYHO JACHCTBHE.

5.3 IIpeakaHHHYHR JaHHH 32 6e30mACHOCT
XPOHHYHOTO NMPUIOKEHHE HAa aHAITETHYHA KOMOMHALMS, ChABbPXAINA KOPEUH, IPH KyY

MOKa3ajlo 3aBHCHMA OT NIEKapCTBOTO TOKCHYHOCT. He ca HabnmonaBpaHu npoMeHH B KPBB
Ca OTKPHTH HAKAKBH MaKpO- HJIH MUKPOCKOIICKH NaTtoAorviHy npomMeHu. He ca Habmo
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KaHUEPOreHHU, MYTareHHH U eMOPMOTOKCUYHH NPOSABH NMPH NMPOIBIKUTENHH CTYAUH NTPH XKUBOTHH C
PAa3IMYHH AHAJIT€THYHHU KOMOMHALMU.

Hapayemamon

Bunpeku ue HAKoU M3c/ieABAHKUA MPY XKHMBOTHH NOACKA3BAT, Y€ BUCOKH 03U NapaleTaMor, NpHUaaraHu
ABJIFO BpeMe, MOraT a HMaT KaHLIEPOreHeH e(peKT, HIMA KIIMHHYHH JAHHH, NOTBbPXKAABAUIH TA3H
xunoresa. buno e ycraHoseHo, uznonssailku Ames Salmonella-Mukpo30MHa aKTHBHOCT TECT, OCHOBEH TECT
npy Apo30dWiIHM 3apOAMILIHM KIIETKH U MUKPOHYKJIEAPEH TECT NMPH KOCTEH MO3bK Ha MULLKH, Ye
napaueTaMost HAMa MYTareéHeH noreHumMan. TOKCUKONOrMYHHY M3CNeABaHHA ¢ BUCOKM A03HM NapaleTaMon MpH
’KHBOTHH Ca NoKasalii TECTHKYJIapHa aTrpodus 4 NOATUCKAHE HA CNIEPMATOrEHE3aTa, HO BAaJIW/IHOCTTA Ha

TC3HW IaHHH NPH XOpa HE € MMOTBEPACHA.

ITponughenazon
ToKCHUKONOrHYHA CTYAMM NPH )KHBOTHH HE Ca NOKa3ald 3HAYMMH TOKCHYHM edexTH. He ca onucanu

NPH3HAUK HAa TEPATOTCHHOCT, EMOPHOTOKCHYHOCT W KAHLIEPOT€HHOCT.

Kooeun

Cpob1ueHo e, ye HAMA JaHHHU 33 KAaHLUEPOreHHOCT U MyTArEHHOCT NP KOAEHH MPH MHOXECTBO ONHTHH
U3NMUTaHUA, BIITIOYBALUW MHKPOHYKJIEAPEH TECT M TECT 338 AHOMAJIMH B CIIEPMaTa, KAaKTO H CAIMOHENIEH TECT.
H3cnensanuara Ha deTyca npu ONUTHU XXUBOTHH ¢ KOJIEHH Pa3KpHUBAT pa3CcTPOMCTBA NPU BKOCTABAHETO.,
Konend npemuHasa rwaleHTapHaTa Oapyepa; 3aToBa ynorpebara My npu Xopa Mo BpeMe Ha GpeMeHHOCTTa
MOXeE J1a 10BeAe KO (PU3HYECKA 3aBHCUMOCT H B pe3yaTaT aOCTHHEHTHH NPOABH Y HOBOPOLEHOTO.

Kogheun

Cnocobroctra Ha kodenHa Aa KaTaJH3upa npoayKUMaTa Ha N-HUTPO3aMHH B XPaHOCMMJIATEHHA TPAKT
aKTyanu3Mpa BbIIpoca 3a kOeMHOBaTa KaHUEPOreHHOCT, HO BCE OLIE Ta3H XHIIOTe3a € B cdepara Ha
cnieKynauyute. BUCOKkn n034 KO(EeHH, NpUilaraHu nNpH >KMBOTHH NO BpeMe Ha OpeMeHHOCT ¢a MPHYHHHIHU
CKEJICTHH aHOMaJiuy Ha NPLCTUTE U (ajlaHIUTe.

Kodeun npemunasa nnaiieHtapHara 6apuepa. [pexanenara koheMHOBa KOHCYMALMA TIPH XOpa MOXeE 1a
YBEJIMUU pUCKa oT abopT U 1a Aoeene Ao 3a0aBdHe Ha Pa3BUTHETO Ha IUIOJA.

6. PAPMAINIEBTHYHHUA JAHHHU

6.1 CnHchbK HA NOMOHIHHTE BEIIECTEA

Kanuues xuaporeHgocdart suxuapar
Llemyno3a, MUKPOKPHCTATHA

[ToBnaon

Kpockapmenosa HaTpuii

CunuuHeB NHOKCYU, KONOUAEH Oe3BoaeH
Harpues HULUecTeH rnukonat (Tyun A)
['muueponos nubexeHar

Hatpues naypwicyngar

Marsne3ues creapar

6.2 HechBMEeCTHMOCTH




Henpunoxumo.

6.3 Cpoxk BHa roanoct

3 roaMHm.

6.4 CphemHAJHH YCIOBHS HA CHXPAHEHHE

To3u nexkapcTBeH NPOAYKT HE MU3UCKBA CNELIMATIHY YCJIOBUA 32 CbXpaHEHHUE,

6.5 Buau chappxanHe HA ONAKOBKATA

Tabuerknre Kaderun dopte ca onakosanu 8 nentd oT AL/PE ¢donro kato Beska JeHTa ceabpka 6 uin 10
TabneTku.

KaproHenarta kytus cpawpxa | neHrta ¢ no 6 tabnetku unu 1 nenra ¢ no 10 Tabnerku, win 2 NeHTH ¢ O 6
TabNETKH H JIMCTOBKA ¢ RHpOpMaLHd 3a noTpedUTe.

6.6 CrenHajann npeANa3HH MEPKH OPH H3XBLPJ/IAHE H paboTa

HaMa cneumanHyd H3MCKBAHUA.

HeH3non3BaHuAT j1ekapcTBEH NPOAYKT WK OTNAIbYHUTE MaTEPHAIIH OT Hero Tpabsa fa ce U3XBBLP/IAT B
CLOTBETCTBHE C MECTHHTE H3UCKBAHUA.

7. IIPUTEXATEJI HA PAZPEIIEHHUETO 3A YIIOTPEBA

SAnkanoua™ EOOJ]
6yn. “Hukona H.Banuapop® Ne 51-A | er. 4,
rp. Cogus 1407, bbarapua

Ten.: +359 2 8081081
umein : office@alkaloid.bg
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9. JATA HA ITBPBO PA3PEINABAHETIOJHOBSIBAHE HA PA3ZPEIIEHHUE
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