KPATKA XAPAKTEPUCTHRKA HA TIPOAYKTA

1. TME HA JEKAPCTBEHHUS IPOJIVKT BT SPOTBO MA BIRA0RLHALLAN ;:;;?

Tramadol suppositories 100mg [HERR ORI ER A i
Tparazmon cymosatopaa 100mg paspewsiie s3yaorpetal® L-asigla - of oy
2. KAUECTBEH H KOJHHYECTBEH CBCTAB ,

1 cynosuTopra ceaspixa 100mg tramadol hydrochloride 6eof3.03.0 7| "( ﬁ/é ‘f“‘f:’
3. JEKAPCTBEHA ®OOPMA
CYTIO3UTOPHE

4, KIMHWOHA JAESH

4.1. TEPANEBTUYHH TOKA3AHHUA

3a nedenue Ha ymMepeda A0 CHIHA GoMKa.
4.2. HO3HPOBKA 1 HAYNH HA NPAJIOXETHHE .

FozupaHero ¢ HHIAMBAXYANHO | ¢e KOPHIHpa B 3aBHCHMOCT OT TexecTa Ha Gonxara.
[IpHbImauTeNHaTa J030Ba CXEMA &:

Beapactan ¥ fena Hax 12 roxwse- 1 cynosaropud ot 100 mg xaro zosata Moxke Ja ce HOBTOPH LIpH
Be00XOHMOCT clier, 3 /0.5 Haca. '

CyHO3HTOpHATE HE CE OPANAraT MpH Beld Hof 12 TOIMHY IIOPANE BHECOKOTO ChABPRIKAHHE Ha
NeKapCTBEEO BEIMECTRO.

Jaepsarta no3a He Tpabra na npesmmasa 400mg.

TIpn narmenTys ¢ TexKa 656pegna HeAOCTATEIHOCT /MK YepHORPOOHA HEOCTATEIHOCT
eMUMEHANEATA Ha TPaMalol € YIEIDKeHA M e IPenophYsa fia ¢& HpHiiara H0-MalKe NO3H H Ha [O-
roJse HETEpBa.

1Tpw naumenTy BaX 75 TOANAEY, ce HPEnopHYBa AHEBHATA Ho3a Aa He npepmmasa -300mg. Ipr Tesn
HanHECHTH CAHNMHAEDPAHETO MOJKE /2 € YOEDKeHo. Iopamm ToBa € #¥eo0X0 MO JO30BUTE AHTEPBAITH
5ia C& YABLKAT B CBOTBETCTRBHE ¢ HYXKIUTE Ha [TallAeHTa.

Tramadol ne Tpabsa ja ce Hpunara No-IPONKDKATEIHO 0T abCOMFOTHO HeOOX0AMMOTO BPEME 34 TOBa
negeHne.

TIponsmxuTenHOTO NedeHHe ¢ TpaManoil TpLOBa Ja O54e CTpUKHG HaboaBalo O IEKap.

4.3. IPOTHABOIIOKA3SAHMS

CBpBXIyBCTBHTEHOCT K6M TPaMaXol, HIKOE OT IOMOINHITE BEMECTBE B KM APYTH HapKOTHIHHK
AYANTCTHITH.

OcTpa HFHTOKCHKANHS CBC CPEACTBA MOXTHCKAINY IICHTpaiaTa HepBHa CHCTeMa (ANK0XOoI,
AHTH/IENPECaHTH, HEBPOJICUTHIIN, CEaTUBH, 8HKCHOMATHIH, XATTHOTHIIH) .

Jleaenme ¢ MAO-upxnGETOpH By natHeHTH, B3eMany MAO-rEXuOuTOpH Hpe3 nocueaunte 14 mau.
Tramadol #e TpabBa fa ce H3MOIREA 3a NeIeHREE HA HapKOTHYHA 32BHCAMOCT.

Cymo3HTOpHHTE HE Ce IpHTarar opy fena 1mox 12 rogwuHy.

4.4. CHEITHAJIANA NMPERYHPEAAEHASA 1 CODENHAJTHW PEATTASHA MEPKH ITPH
YOHOTPEBA

Tramadol Moe ia ce HpUnara IIpH HaIHeHTH ¢ HORAINEHA TyBCTBHTENHOCT KEM OIMORIH, HO C
H3IUHOYATENHO BHAMawme. TpabBa na ce H30srea npritoken#eTo #a Tramadol OpH DerieRss
BB3MOJKHOCT 32 3N0YnoTpeda ¢ HCAXOTPOIHE BeMecTBa (AMKOXONNIEM, Tabie s q&éﬁ 5’%&; )

32BHCHMOCT). § fd 4’&_’

IlpH nanpesTH, IOJYy9aBaliy TpaManoI B paMKHATE Ha IPEophUBadara 1032 efjues ; 5 Sy %
Ha I'BPI0BE. PHCKET ce yBenmmdaBa, KOraTo JO3HTE Ha TpaMaioll ca Ha/IBRIIAITH IIPEH] K 3 =g§ OB
rpaHmila Ha AHeBHa 7032 (400 mg ). Ocser ToBa Tramadol Moxe na OBHIIH p C%a -*.;— ‘; i

”*4 Ebaraet



IBpPIO0BE Y HAlHECHTH, B3EMATH APYT NeKapCTBER IIPOAYKT, KOHTO HaMAalIBa repIoBHs Npar.
TlanpeHTH ¢ SNWNIETICHs UIH TAKHBA CKIIOHEH KBM I'bpUoBe, Jia O6/aT JekyBanu ¢ Tramadol camo npm
mensbexnn obcroaTencrea. Tramadol He e TOAXO/MN 32 3aMECTBANA TEPANUS HpPH 32BHCHMEA OT
ONHaTH NanKeHTH. 1Ips namyuesTr ¢ 650pedHo yBpexane (KpeaTAHHHOB KIHPHHC- 0-MATEK OT
30ml/ min), G@onOrHIENS MOMYKHBOTET € IO-IBIGT, 3aTOBA CE IPENOpHYBa NOHE BOCH HHTEPBRAT
MEXIY OTACIHHATE KO3H B HA9alIOTO Ha JICICHHETO.

Twii kamo camo 7% om npuemama 003a ce OMCMPAnIed ¢ XeMoOUanU3a, He € HeoGX0OUMO

KOpUSHpAne Ha 003ama Npy RAYUEHMI HA XeMOOUQU3.

Ilpy nanyenTH ¢ 9epHOAPOOHH yBpEeXKIaHAd, CCPYMHATa KOHIIEETPANHS CE IMOBHINABA H NONYKHBOTA

Ce YOBIDKABA, KOETO C€ Ih/DKA HA HaMalleHHe Ha 9epHOoapo0HES KNAPHHEC, 3aT0BA € IPellopEIBa

ymoTpeOaTa Ha II0-MallKd JO3H ATH YARDKaBaHEe Ha HHTEPBaa MEeXIY JO3HTe,

Ipu nayuenmu nad 73 zodunu ce npenopwiea Onesrnama dosa da He npesuwasa 300 mg.

Tramadol Moxe fia ce ®3mON3Ba IPH TANHEHTH ¢ HADAHABAHHA HA [TI4BAT4, B [IOK, HADYINCHHS B
CH3HAHHETO ¢ HEYCTAHOBEH IIPOH3XOK, HapyMICHHS Ha JWXATEHAI HEHTHD HIH QyHKEs,
TOBHOICHO BETpedeperHo Hairrane. Tramadol re Tpsbpa fla ce Hpwiiara Npy NAESHTH C
HApKOTHIHA 3aBACHMOCT.

Iipu npoabinxkATeNHA yII0Tpeba Make fa ce pa3BHe Tonepanc, GHIAUECKa IIM MCHXHYECKA
3aBHCHMOCT. IIpy DanpenTH ¢ TEHNeHIH KbM 310y I0Tpeta WIH 328BHCHMOCT OT JISKADCTBEH
HPORYKT HE C& NPenophBa JISIEHHE C Tramado]. Tramadol mprrexasa ciab mOTEHITHAN 3
Ch3[ABAHE Ha 3aBHCHMOCT.

Tramadol He e HoXONA 33MECTATEN PH NANAEHTH C HAPKOTHYIHA 3aBHCEMOCT. Brupexs, ue
Tramadol e onuaTeR aroRMCT, TOH He MOXE Jia NOATHCHE CAMIITOMUTE Ha OTHEMAHE IIpH
JIeYCHAE HA 3aBHCHMOCT KbM MOP(HH.

Tramadol ne ce npenopvuea 3a ynompeba kamo OONLARUMENHO CPEOCINEO HPY QHECHEINS, 3AUOINO
NPEOUSEUKEA AKIMUBUPOHE HA CHbIHAHUEMO IO 6PEME HA ONEPAYUS:

Aro npenapweauama 003a IHATUMENTHO Ce NPEGUILY, KOEnO ModIce Od e CLYHU RO 6pente HA
aﬂecmes'uﬂ, He MoJice 0a Ce UIKNIOWH 8b3IMONCHOCHA 30 NOOMUCKARE Ha OULLANENO.

4.5. JEKAPCTBEHU M IiPYT'H ®OPMU HA B3A]Z[MO,T_{EﬁCTBHH

Tramado] Be TpabBea na ce npuiara 3aeaHo ¢ MAO uxuGaTopH.
IIpH eIHOBPEMEHHO NPHIOKCHHES ¢ NEKapCTBa AeficTRaN Ba EHTpaNHaTa HepBHA CHCTEMA
(aEecTeTHI, AHTHHCTIPECAHTH, HEBPONCTITHIH, CCIATHBY, AHKCHOIHTHIE, XHIHOTAIK) WM HpUeM Ha
AIMKOXO0H, CHHEPriT9HOTO AeHCTIBHE Cce NPOSBABA C MOBHIIEHA CEAIHS HITH € BESMOXNHO TO-CHITHO
aHaTeTAYIHO JelicTere.

CrOBTCTBAINO NPHIIOKEHHE Ha KapOaMazerndH ToBHINaBa MeTabom3Ma Ha TPAMATOIL, KOESTO H3HCKBa
HO-TONEME JO3H HA TPaMaKoi.

Pezynrara o1 dapMakOKEHETHIHA OPOYJBaHys TOK03aX4, 9€ [IPH SAHOBPEMCHHEA WIH IpSABAPATENHA
ymotpeba Ha NEMeTHARE (€H3UMEH HHXHOHUTOP) He € BEPOITHO A2 HACTRIAT KIHMAHYHO3HATHME
B3aUMONCHCTBYES. EIHOBpEMEHHIAT BN Ipe/NIecTBANT IIpHeM Ha KapOaMasenun (en3uMer
HEOYKTOP) MOXE Ha HaMaTHA aHaNTreTHyHst My edekT U 1a CKBCH TPOABIDKUTENHOCTTA Ha HETOBOTO
BE3feHCTBHE.

He ce npenopbuysa KOMORHAIIITA OT CMECEHH arOHUCT/ agTarouncty (Hanpmvep buprenorphine,
nalbuphine, pentazocine) ¢ tramadol, TE# kaT0 aHAMTETHIHEST eEKT TEOPETHIHO MOXKE 1a 067
HaMaJieH OpE Te3d odcrogTencTa. Tramadol Moxxe Iia IpudaAy rEPYORE H [ IOBHIH NOTEHIHANA 33
NpSAH3BHKEAHE Ha IbpU0OBE Ha CEICKTHRHETE MHXHOUTOPH HA 00paTHOTO 3aXBAlIAHE HA CEPOTOHTHA,
TPUUAKIIHUTE aHTHCHPECAHTH, HEBPONCNTHIETE H IPYTH NOHIKABali} IHPOBHS [Ipaar

NPOAYKTH. B H30MHpadH CIIydal ¢ KOKIIaBAHO 33 CEPOTORUHOB CHHAPOM BEB BPEMEHHA BPB3KA ©
TEPAneBTAYIHOTO HpunaraHe Ha Tramadol B KoMOHHAIHAS ¢ APYTH CEPOTOHHHEPIrIYHY JIeka

IIpmHauH Ha CepOTOHAHOB CHHJIPOM MoOraT fa O51aT 00hpKBase, BE20yaa, HOBHLT
TeMIIEpaTypa, I0TeHe, aTaKcHd, Xuneppediexcrs, MEOKIOHYC i yuapns. Crupaugfad



Ilpn exsoBpemerroTO Niewenre ¢ Tramadol 1 nepusats Ha KyMapHHa (HanpEMep warfarin) ce H3UCKBa
0COOEHHO BHIMAHNE HOPa M FOKIaBaHy cIyday Ha nosumaeane Ha INR @ eKx#MO3H y HIKOH
narAenTy. JIpyrH JeKapCTBeHE NPORYKTH, 38 KOWTO ce 3Hae Je aaxudupar CYP3A4 xato
ketokonazole u erythromycin e Be3MoxEHO fa HEXHOUpar Merabonu3Ma Ha Tpamanona (O-
KEMETHIIANNA), CBINO Taka BEPOATHO K MeTabO/IH3Ma Ha aKTHBHASE O-gemerwmpas metabonet. He e
A3CACABaHA KIHHHYHATA 3HATUMOCT Ha IOKOCHO B3aHMOJIelicTBHE.

4.6. BPEMEHOCT H KbPMEHE

BesomacHocTTa mpy yoTpeda 1o BpeMe Ha GpeMeHHOCT e e IpoydYeHa. [ oleMna Jo3H MOTaT Aa ca
BPETEH 32 I0JIa H HOBOPOJIEHOTO. BpeMeHHH jXeHH ¥ KEPMEIH MafKe MOFaT /ia HPHEMAT
IEKapCTROTO CAMO TIOK CTPOTC AEKAPCKO HaOiONeHwe | IpHd CHENTHH CIIydaH, KOTATC IOTEHIHATHAT:
HO/I3a 33 MalikaTa NPEeBHNIaBa PHCKA 33 AETETO

TpsGBa fa ce HMa IPEABUJ, 9e [0 BpeMe Ha KbpMeHe okolo 0.1% 0T HexkapcTEOTO ¢e eKCKpEeTApa“c
MiEIKOTO. I1ps eABOKpaTeH npheM Ha TpaMasoll, oCHyaiiBo He ¢e Halara ja ce NpeKpaTH KEPMEHETO.

4.7. BIAAHWAE BHPXY CITOCOBHOCTTA 3A MIO®HPAHE ¥ PABOTA C MATTIAHW

Tpamanon uma cinen edexT BEPXY.CIOCOGHOCTA 38 modupare H paboTa ¢ ManHHE, 0-COCIHATHO B
Ha9ajoTo Ha IEYeHAETO, HpY IpeMHAAaBane/ CMAHA C APYTH JSKapCTBEHH NPOAYKTH, Wi B
KoMOHBaUHUST ¢ APYTH NEBTpaIHONCHCTRANTY IeKapCTBEHH HPOXYKTH X 0COBEHHO aKo ce IPHEME ¢
amoxoiL. 3aroBa:ce 3abpanssa qa ce wodupa HIH paboTHh ¢ MAITWHEA [0 BpeMe Ha ICYeHHeTO,

4.8. HEJKEJIAHH PEAKTIHA

Haii-gecture Habmronapauy HeKeNaHH peaKiud (10 BpeMe Ha fedeHEe ¢ TPaMaNoi Ca OT CTpaHa Ha
TaCTPOMHTECTHHAIEHS TPAKT W HeHTpaEarTa HepBHA cAcTeMa. Te ce cpemar B BpuOIM3HTENES B OT S -
10 30% oT mauHeHTHTS, MPHEMAIH TPaManoll B TEPANeBTHIHA JO3H.

Hesxenapmte peaxinmd, "KOHTO Ce CpelaT 10-4ecTo oT 5% ca: 3aMasiHOCT; BUSHS Ha CBAT, FaficHe,
KOHCTHIIAUHY, [J1aB060JIHE, CEHIIBOCT, IOBpBMARE, cepbex, ctaMymapane Ba ITHC, actenns,
H3IOTABAHE, CYX0TA B YCTaTa, THAPHSL

Pamxo (< 0.1 %) ce mabnrxonasar aneprauy peakilii- [ECOCNCH, GPORXOCHa3EM, CEHPKANO JAMAHE,
aHFAEOHEBPOTHYEH efleM U anaduraxcus. CAMITOME Ha PeaKUHH HA OTHEMaHe Nofo0H: Ha Te3n,
NOABABAIIN ¢ IPH HAPKOTHYHA 32BHCUMOCT, MOTAT [ CE TOABAT KaKTo CIeBa: TPEBOXKHOCT,

B30y A2, HEPBHOCT, Oe3CEHES, XHICPKHEE3H:s], TPEMOP B CTOMAIIHO-IPEBHH CHMITOME.
Hapymerns Ha cHPAETHO-CHA0BATA CHCTEMA:

Panxo, opw < 1 % HapyImeHws B CHPACIHO-CHAOBATA PEry/Iarius (NANIHTALES, TAXHKAPHES,
TOCTYPallHa XUTOTEH3HIL HIlY CHPAEYHO-CHIO0B KOanc). Te3H HeXeNann peaknin MaraT 1a ce-
NPOSBAT HO-CHENHANHO IPH HHTPABCHO3HO NPHTOKCHHS H TPH NAHEHTH DOIOKEHY Ha GHINIeCKH
crpec. Habmonasaay ca chimo Opagukapaus, OBUINEHO KPLBHO HAILTake.

Hapymesms Ba NCHTPAJIHATA H Depu(EpPEATA HEPBHA CHCTEMaZ

Meoro gecro: > 10% BHeHe Ha CBIAT

Yecto: 1-10% rnasobomEe u 3aMaiisane

Papxo: <0.1 % npoMend B arneTuTa, HapaecTesns, TPeMOp, PECIHPATOPHA AENpPECHS, SITHIATITHIHE
I'BpY0Be. AXO JO3HPOBKATA € IOBHINCHA B CE OpHiara B KoMOHKAHEA ¢ Apyrd nomTackamy ITHC
BEIMECTBA, MOXKE Aa CE FOABH PECOHPATOPHA ACHPECHS. ErmAenTaIHy KOEBYJICHH Ca ¢e HOABIBANN
FIiaBHO CIIe[ HPHEM Ha BECOKH No3H (< 0.1 %) wim ciex eI[HOBpeMeHHOTO TIeEHHE C JIeKapCTRa,
KOHTO MOYar J1a HaMalsT I'bPYOBHS TIpar,

IfcExBaTpAYEA BPOMEHH

Pamxo xamoumsanny, oOBpKaHOCT, HAPYINEHWS B CHHA ¥ NOsBa Ha Kolmvapy. Haii-
APOJEKEHHE Ha peTapAHATe (POPMH ce HabIIOAABAaT UPOMEHH B HACTPOEHUETO,
aKTHBHOCTTA K IPOMCHHA B KOTHHTHBHES U CEH3UTABHIA KAIAHATET, IOABIBAHE §
Cyvymerng B 3peEHEETO: PAAKO ce HabloqaBa 3aMBIIIEHO 3pEHHe,




CvymieBzEs Ha JEXaTeIHATA CACTeMa: BIoNaBaHe Ha aCTMaTa BEIPEKH, 4¢ HaMa NPAIHHEA BPh3Ka
33 TOBA.

Cromamuoc-1peBBEH npodaemu —muoro gecro (> 10%) rapene, gecto (1-10%) koucTHRAanAS, CyX0Ta
B yCTara, HOBpHINane, psaxo (< 0.1 %) 9yBcTBO 32 HATHCK B CTOMAXa H MOAYBaHe

Kozxxa —wecto (1-10%) msnotasane u paaxo (< 0.1 %) KOXKHE peakiuy KaTo HpYPHTYC, OOpHB,
YDPTHKapHA.

Cvymenns B MyCKyJIHO-CReJIeTHATA cEeTema ~psinxo (< 0.1 %) moropra cnaboct

Yepenr pobd B 2ILTKA — B H30JHpaHl CIIy49asn € JOKNAIBaHO 3a HOBHINABAHE CTOHHOCTTA Ha
YepHOEpOOHHATE €H3AMH IPH TepalleBTHIHa yHoTpeba Ha Tpamanon (< 0.1 %)

CMymienns B 0TAe/ETENHEAT2 cAcTeMa — paako (< 0.1 %) cMymesns Npy YPUHEAPAHETO K 3afpPhRKa
Ha ypHHATa.

4,9 IPEJTO3APAHE

3HagRTeMHOTO NIPEEAMABaHe Ha [PENOPEIRAHATE HO3H MOTaT Ja NPHIUEAT CJIEHATE IPH3HANE Ha
AHTOKCHKAIFA: HApYHICHHE B CH3HAHAETO (CHII0 KOMa), TeHEPAIH3APAaHA OEHTPANHE TEPYOBE,
MOHIKCHEE, Ha apTepyalHOTO Halarane, TaXuKADIES, CTECHEHN MilH Pa3[MHPCHE SeHUITH, IORTHOKAHS -
Ha OWINaHeTo. :

Ilpu Texka BETOKCHKAIEA CBC 3ary0a Ha CB3HAHAETO B HOBBPXHOCTHO AUINAHE ¢ IPUIAra HANOKCOR; -
Hpi nepeGpaiHi TEPYoBe €6 IIPANATa BEHO3HO AHAZENAM.

Creluns MepKHE Hpy Jpefo3upane: HOANbDKaHA Ha CBo0OKHN AUXATeNHA BHTRINS, HOARNBPKAHS Ha
OHIMAHETO | HEPKYTauss B 3aBECAMOCT OT cEMOTOMuTE. Tramadel ce enmMiENpa B H3BECTHA CTEIICH
OT cepyMa upes THanm3a,

5. DAPMAKOJIOTHYAH CBOMCTBA
5.1.DAPMAKOTHHAMAKA

AnajireTHuH0TO AcHorere Ha Tramadol ce mposiBsBa; Ho iBa HagWHA" YPE3 CBHP3BAHE C

i -ONHOHFHUTE PEIENTOPH, KOETO HaMalgBa IYBCTBOTO 3a O0/IKa, IOCPeICTBOM aKTHBHPAKe Ha .
UEXHOHTOpHATA CHCTEMA Ea NERTPAIHO HHBO K NOCPEACTBOM HOJTHCKaHE Ha GONKOBHTE AMIIYIICH B
rpeOHaTHES MO3BK Upes AeCHEH/ICRTHATA MOHOAMAHOEPTHIHE CACTEMa. AHANTETHIHHS €QeKT €
pe3yIITaT Ha CHHEPrAIHOTO, AeHCTBHEe Ha ABATA MEXaHH3MA. -
CHnara Ha aHAITeTHIHOTO ISHCTRHEE € CPABHEMA ¢ TasH Ha NCTHIAE H KONeHH X JeceT IFTH Ho-crada
OT Ta3H Ha MOpQHH.
Korato ¢e mpunoxy B TepaneBTHIHA K034 Tramadol npaxTadecky He YHpakHsBsa ebekT BEpXy
KapHBeoBacKyfapHara cacTeMa (HaMa DOATHCKAI ehexT, He HOBUIIABA HAAratero B IIyIMOHAIHATA
aprepHs), He HPUNMENEA CHa3EM Ha IIAIKaTa MyCKyaTypa HITO 0CBOO0KlaBaHe Ha XHCTAMEH,
crrefioBaTenHo agadHnaKTHIHATE Peakuy ca mKnodenre. EGexTET BEpXy NUXaTeNHATA CHCTEMA €
MAEAMAIEH | C& CPerHa CaMo IIPH BHCOKH AO3H.
MHoro paaxo ce pazpHBa JIEKapCTBEHA 3aBHCHMOCT H TOJIEPaHTHOCT.

5.2. PAPMAKOKHHETHKA

AGcopOnes

Crez opanuo IpHIoKeHne, TpaMafoll ce aGcopdrpa GBp30 B HOYTH HATEIHO OT
TacTpOHHTeCTHHATHUS TpakT. Cpennara GHOHAIMIYHOCT ClIE/ OPAIHO NPHIIOKEHHE € 0KOJI0 75%.
EnroBpeMennoTO NMpHeMaHe Ha XpaHa HE MOBIMABA CKOPOCTTA U cTeNeHTa Ha aGeopbuns. Cepymaa
xornedTpamyd of 100mg/] (madi-nuckara 3a ananretnyes edext) ce xocrura cuex 0.74.

ca oxoJio 9 gaca.

Pazmpencnenne
OBembT Ha pasnpefieneHHe CleN OpanHO H BeHO3HO HPHIMKEHHE Ha MIIAIH H 3414
306 u 2031 crorBeTHO. Tramadol ce cBEp3Ba ¢ mHasmennTe npoTerny —20%



IlpemuraaBa npe3 MnaneHTaTa H KOHICHTPAUAATE B yMOnmiKaHata KpeB ca 80%0T Te3u Ha KpBBTa Ha
MaHKaTa.

MeraGomasnM

Oxoro 85% ot Tpamaziona ce Metabonmsmpa. Tramadol ce meraGommupa apes N- i O- feMeTHIHpade.
C mxmouenue na O-geMerwmupanns Metabomt(M1), Beaxn MeTabomaTa ca hapMakonoTHIHO
akTHBHH. BeIpeKd, 4¢ IPoyYBaHuATa BEPXY JXHBOTHH noKa3paT 9e M1 merabosmrra ce CBBp3Ba B O-
rofsMa cTeleH ¢ L -ONHOHAHKUTE PELENTOPY B CPAaRHEHHE ¢ TpaManona, M1 MerabGoimra He ITokazea
aHanreTHdcH e(eKT B NPOYUBaHII IPH 3EPABH JOOPOBOIIH.

Exavaunapane

90% ot TpaMazosia H HETOBHTE METa0OIATH Ce eKCKpeTHpar Ype3 6n0penuTte, ocranamure 10% c
dheramre.

bronormaEng DOM>KABOT € 5 Ao 6 Jaca 3a TpaMajioNia | HerosaTe MerabomrTd. Bnomenara OBOpedHa
dyBxIms HEaManaBa CKOPOCTTa H CTETICETA Ha eMEMUHApaHe, 3aT0Ba BaMAsIBaHe Ha 403ata |
yABIDKABAHE Ha HHTepBalta [pH JO3HpaHe Ce IPENOP5IBa MPH NANASHTE C KPEATHHHHOB KIHPBHC 110~
MaTEK 0T 30mi/min. ‘
Metabonn3meT Ha TPaMason H M] ce namaindBa NPy NAOHEHTH C TEXKA qepHonpoGHa maposa, 3aTOBa
e H3UCKEA KOPArHpane Ha 03aTa.

Hpu maguesTa HaX 75 TOAMNM MakcHMaNHaTa IIa3Mera KOHTICHTPAI| ¢ JICKO IOBUIICHA H
Gnonomqm nonymm € YIBIDKEH, aroaa ¢ H’BOG‘{O,[[HMO KOPHrUpaHe Ha F03aTa.

5.3. MIPEAKJIMHWYHNA JAHHNU 3A BE3OHACHOCT

Ilpoy4parnsra Ha TOKCHYHOCTA IPH €AHOKPATHO TPLIOXKEHNE HA Ia00paTOpHA JKHBOTHH ITOKA3BAT,
ge Tramado! e oTHOCHATEMHO TOKCHIRA cyGerannus .-.LD50.¢ oxone 200mg/kg crex opanso
nprnokerde u <100mg/kg crex BeHO3EO rpuioxenns. [TIOBTOPHOTO OpaNHO. ¥ HAPaHTEPATHO
npunoyenne Ha tramadol Ha IEX0BE ¥ KydYeTa He IOKa3BaT HPOMEBH CBEP3aHH C JeKapCTBOTO.
TIpomeria B 06IHOTO ChCTOAHKE (RaMalIBaHe HA TETNOTO) O e@em Ha [THC (gamaneHa akTHBEOCT,
Ge3n0KOHCTRO, CaHBANYS i rquoae) ca Ha0mORaBaA| caMo ¢ ,I(OSH MHOT0 TIO-BACOKH OT TE€3H

H3TIOTN3RAKA B TCPANKsTa.
IIpa TectoBeTe in Vivo H in Vitro 3a MyTareHHOCT, TPaM&aION He T0Ka3Ba MyTareHHa AKTHBHOCT.
Tramadol Be UpE/I3BHKBR KAHLEPOreHHOCT NIPH OIATHY XHBOTHA. He e gabirofaBare nopmsBane

HA PENPONYKINHASITA.
6. @APMAHEBTH‘IEH CBOUCTBA

6.1. ClIHCHK HA HOMOINHUTE BEONIECTBA
hard fat

6.2. HECEBMECTHMOCTH
He ca u3secrHn

6.3. CPCOK BATO/HOCT
5 rogmam

6.4. CIIEINHAAJTHA YCJIOBHSA HA ChbXPAHEHUE
Ja ce cexXpasapat UpH Temneparypa noy 25 °C.

6.5. BU A CHALPKAHWE HA OIMAKOBKATA
PVC/PE rresna AL/PE domuo: 5 cynozuropus ot 100 mg




6.6. HHCTPYKITHA 3A YIHOTPEBA
Hmaa

7. AME A AJPEC HA ITPOM3BOUTEIA H HPUTERATEIISA HA PASPEINEHHETO 3A

YIOOTPEBA
KRKA . d.d., Novo mesto, Slovenia

8. PETHCTATITHOHEH HOMEP
9900034/ 22.01.1999

9. HATA HA ITbPBATA PETHCTPAIUAMOMHOBSBAHE HA PASPEIMEHWETO 3A
YOUOTPEBA

22.01.1999 A '
10. ATA HA HOCJIETHATA PEBI3HS HA TEKCTA HA KXW -

Hexenspu 2000r.




