KpaTka XapaKrepuctuka

Tramadol STADA ®50, capsules
Tpamagon CTALA 50, kancynw

MIHUCTERPCTRO HA SRPABEONASBAHETO

1. HaWMQHOBaHWe Ha NeKapcTBEeHMA npo, KT
p pony TIpUAQNERIE Kb

Tramadol STADA ® 50, capsules
2. KauecTBeH 1 KOrM4yecTBeH CbCTas paspetuenne 3aynovpebale {-G{ 0 3\’;&1\ 0405

NekapcTReHO BelIecTBO 49 ﬁ/ﬂ? Ry W
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Besaxa karicyna ceabpka 50 mg framadol hydrochloride
3. NiekapctBeHa dropma
Kancynu
4. KnyHn4YHY CBOWGCTBa |
4.1. MNokaszanuna
CpeHo GUIHU 10 CUMHN BONKA. )
.2. Ho3upoBKa 1 HauMH Ha ynoTpeba _
W aupoBKaTa TPsGBEA 43 ChbOTRETCTBA HA UHTEHINTETA Ha Bonkara u nHauBuAyandara
4YBCTBUTEMHOCT Ha NaLpeHTa KbM GonKa. Bb3apacTHU 1 oHoWN Hafl 12 TOIUHNAL - .

Fpu ymepeHo cunHn 6ok ce s3ema 1 kancyna Tramadol STADA ®50 (exsuB. Ha 50 mg tramadol
hydrochloride). Axo KOHTPONBT BBPXY Bonkara e Heag,qoaonmfeﬁeH cnep, 30-60 muHyTH, C& Npuema
BTOpa fJo3a.oT 1 Kancyna.. Ako cunaTa Ha Borkata npegnonara HYxAa OT [10-BUCOKA
obeabonsapaila A03a, MOXe A2 6blle npueTa gp.Ho'xpama nosa ot 2 kancynuTramadol STADA ®50
(exevi. Ha 100 mg tramadol hydrochloride).” -~ @ ) . , '
‘CpepHata npombIKMTENHOCT Ha Aelicteue ‘e 4-8 'wvaca, B 3aBucumMocT oT BornikaTta.
O6ukHoBEeHO He GuBa aa ce npesvtlasa fHesHaTa 4033 oT 8 kancynu (eksus. Ha 400 mg
-tramadol hydrochloride). Benpeky ToBa MOXe Aa ce HanoXu ga ce NpunoXxar 3HaUUTEITHO ‘
no-BUEOKY 403K 38 YCnoKkossaHe Ha GOfKY OT TYMOPEH MPOU3Xoa v cUNHA Bonku crneg
oriepauus. Ako e HeoBxoauMo MoXe Aa Ce Uarion3ea fo-noaxoasila riexapcTeeHa (Hopma.
Leua: .
Tramadol STADA ®50, caps. He & nogXofsaL] 3a geua, Texally no-manko ov 25 kr, U KaTo
fpasuno He moXxe fa ce fo3npa VHAMBMAYANHO NpK fela nof 12 roguHun, Tpsdea ga ce
‘n3Bepat No-NOAXOAALYM NIeKapCTBEHN chopmu, , :
_ Kancynute Tpatisa fia ce ThiTaT Heny G 0CTaThHHO KORMYECTBO TEYHOCT, He3aBuCMO OT
.q:')'aHengTé. ‘ '

‘[auueHTV B HanpepHana Bb3pacTt

3a’konTpon Ha octpy Gonkn Tramadgl STADA ® ce Rpunara camo BEAHBX UK HAKOMKO NiTH 1
“opaay ToBa Kopekuns Ha noskpoBKkaTa HE e Heobxoguma. 3a fieqeHmne Ha XPOHUYHN BOMKN "
BH3paCTHY RaUUeHTH (Nog 75 roguHu) Bes KnuHAYHO M3pasern yepHoApoGHa unu fnbpeuna
H__e,'u,oc'Taqu'Hocr OBUKHOBEHO HE C& HYXAEAT 0T Kopekuis Ha fosarta. - [1py nauneHTu e
'HanpepHana Bb3pacT (Hag. 75 rga;ﬁum)‘enmmmuaiumma Moxe Aa 6vae sabaseHa Y 3aT0Ba. MOME A Ce
HamoXA MHAVBMAYANHO UHTEPBANET MEXAY NpuemMuTe 4a e YBENMHN. '

"YeproapoBHa wiunu 6uBpeyna HenoGTaTEHHOCT/ NAUMeHTY Ha XeMoauanmsa

- 3a KoHTpon Ha ocTpu GOk Tp‘amamﬁ ce npunara B gosa 50-100 mg Ha, Bceku 12 Yaca nopagu ToBa
KOpexLMst Ha [o3upoBKaTa He € yeobxoauma, Tpsbea fa ce obCLAN yabMKasaHe Ha uHTEpBana

;

mMeEgY npuemute Npu no-Mafsike TEXKUTE cny4aun.

“Toli He 'TpabbBa pa ce’ npe.qnmcéaol-ia “naume;-i'rvi' c Texka yepHoapoBHa umnu GvubpeyHa
‘HegocTaTbuHocT, He TpAbsa Hukora Aa ce nanonaga no-AbNre OT TepanesTuHO abcontoTHO
i 4 v, . . : N T

HéobxoaumoTo.[lo3ara Ha Tpamanon, Tpsibea fa Obhe VIH,D,MBM,E,yaI'IM3MpaH§,§§@1€kMLﬂ§agmeHT_3a
M A p oy .\-

npoabIvkUTenHo obnekyasaHe Ha GonkaTea; Ao3UpoBKaTa e 100 mg Ha Bceﬁﬁggﬂﬁ walth.s 25 5
4.3. FipoTuBONOKa2aHNA ‘/“ P TN




flekapcmeenusim npodykm He mpsbea 8a ce npunaza npu nauyueRmu ¢
- [0Ka3gHa CBPBXYYBCTBUTENHOCT KbM TPAMaA0n UM HAKOE OT MOMOLIHUTE BellecTsa
- OCTpW OTPABSHWSA C arikoXon, CbHOTBOPHM, aHaNTeTALM, ONMOUAN UMM MCUXOTPOIHY
cyberanim
- nagueHTy, nprematy MAO-uHxubuTopn Mnu npuemani Takusa nocneghvte 14 qHu.
- TeMKa YepHoLpobHa HeHoCTaThYHOCT,
- Texka 6nbpevra HegocTaTbUYHOCT
- CBPBLXHYBCTBUTEMHOCT KbM 4PYIY HAPKOTUYHM aHanretym
Tramadol STADA 50 He Tpsabsa ga ce Usnonaea kato 3saMecTuren 3a geToxkcudukaymsa.
4.4, Cneywanyy NPOTHBONOKa3aHMWA U crielManitn npeaynpexgeHus 3a yrnortpeba
Tramadol STADA 50 Tpabsa fga ce uvsnonssa camo chnej BHUMATENHa npeueHka Ha
CbOTHOLUEHNETO OYaKBAHA NOM3a KbM MOTeHLmManeH puck 1 B3emaHe Ha BCUYKM HeoBxoamumn
MpeanasHu MepKy Npy NauneHTn ¢
- HapyilueHWs Ha Cb3HaHWETO C HEYCTaHOBEH MPOU3X0[, LIoK
- HapyLeHUs Ha guxatenHus UeHTBD U guxatenHute dyHKyn
- CBbCTOAHUA, CBBLP3aHW C MOBULLIEHO BbTPEYSPEnHO HanaraHe kaTto nocneguuya ot
TPaBMU Ha NaBaTa Wi MO3BYHW YBPEXaaHUS
Ynorpebara Ha Tpamafon B NpenopbyBaHaTa [Oo3MpoBKa e Guna cebpssaia c rbpyoBe.
Yrotpebara Ha f03u, HajBuulaBaliy fpenopbysaHara AHEBHA [03a (400 mg), ce cBLp3Ba €
nosuilueH puck. ~Tpamagon, nNpUeMaH efHOBPEMEHHO ¢ NEKapCTBa, KOMTO CHVKAaBaT
rbPUOBUSA NPar, MOraT Aa NoBULLIaT PUcKka OT NoSTyHaBaHe Ha rbpuose (BX. T. 7; JlekapcTeenn
B3aUMOLENCTBUA). TTaUMEHTU C eNUMEencls UM CKMOHHOCT KbM MbpUOBE TpAbea pa Gvaar
TIeKyBaHU C TPAMAZ0N CaMO B USKMIOYUTENHY Criyyan, KoraTo npunaraHeTo My ce cuura 3a
abconotHo Heoﬁxop,mmo
MNpw npuemane Ha HanOKCOH KaTo aHTUAOT npwu pecnmpaTopHa Aenpecus, npeaussuKaHa ot
TPamagorn, pUckbT OT MbPYOBE Ce NOBULLABA. _
TpamagonbT UMa HWCHK TOTEHUWan 33 passuThe.Ha' 3aucumoct. [pogbmxutennara
ynotpeba wmoNe 4a [JOBenE /40 DasBUTME .Ha TONepaHc, nowxmuuecka W dusuvecka
sasuoumocT. Mopaai ToBa Ha MALMEHTK ©bC CKIOHHOCT KbM 3poyroTpeba ¢ onuarti unm.
HAPKOTWUHHA 3ABUCMMOCT HE Ce NPenopkYBa NPMNOXeHMe Ha TpaMagon. Tol He e nofxoAsLY -
' 'KaTO 3aMEeCTUTeN npK HapKOTUUHA 3aBUCUMOCT. Makap Ye' e OnnareH aroHucT, He Moxe Aa
-NOTUCHE CUMNTOMUTE Ha MopdMHoBa aBCTUHEHLWS:
_Tramadol STADA’ 50 He e noaxopsi 3a ynotpeba npm AeLa ¢ TenecHo Terno nog 25 «r.
4.5. NekapcTBeHY U APYTU B3aumMoaelicTBYS
Mpu nauuenTy, Tpetupabn ¢ MAO-uHxubutopu nocneanure 14 ,u,Hm npesm neqeﬁme c
HApKOTUYHMUS aHamreTk NETUAKH, ca ce NonyunnM XMBoTo3acTpallasalliy B3auMoaeicTema, .
3acaraum UeHTPanHata HepBHa CUCTEMA, AUXaTEeNHuA U UUPKYRaropHus LeHTbp. He Buba
Aa ce U3KNoYBa Bb3MOXHOCTTA 3a NoACGHY B3aI/IMO,tJ,8IACTBVIFI Ha Tramadol STADA ¢ MAQO-
UHXUBUTOPM : .
EgnospemeHHOTO npuemaHe Ha Tpamafon ¢ Apyu nexapc:TBeHm CPefCTBa, - AelcTBalM
Bbpxy LIHC, kakTo 1 c ankoxon morar ga josejar [0 B3aUMHO 3acurBane Ha Texnute
UeHTpanHy edekTu.
HanuuHute hapMakokmHeTHNY ,anHw NOKS3BAT, Y& ca Marko. Bepos-n"Hm KITAHUYHO 3HAYMMMA
BIaUMOACUCTBMS MPU-eAHOBPEMEHHO UMK Hackopo NPeKbCHATo nedveHwe cbC Cimetidine
(eH3KUMEH UHXUOUTOP). EAHOBPEMEHHO WM HACKOPO MPEKbCHATO NeveHue ¢ Carbamazepln
(eHauMmer “MHAYKTOP) MOXE Aa Hamanm 06e360n;|aau.;m queKT Ha Tpamagona W
NPOABIDKATENHOCTT Ha AEUCTBUETO MY.
KomButauusta Ha Tpamagon CbC CMECEHW arCHUCTU-aHTaRoHUCTY (Hanp. buprenorphme
nalbuphine, pentazocine).He ce npenopbuysa, 3aLOTO NMPW TSN YCIOBMS AHANTETUHHUAT
_ eIeKT Ha - UNCTUS aroHUCT MoXe TEOPETUIECKY A3 Obae HamaneH.,
‘ Tpama,qonm MOXEe Aa “OTKIoUM” ENUAENTUYHW TbPUHOBE MNi ,qa MOBMLLIY noTeH
NpeAiusBUKBAHE HA MbPYOBE Ha CenekTMBHUTE MHXuBUTOpY Ha oBpatHo e
- CEPOTOHUHA, TPULMKNMYHUTE aHTWAENPECaHTY, aTHUNCMXOTULWTE - 1 ;ﬁ{p
: IOHWKABALLA MbPYOBUS Mpar.
Opyrn CYP3A4 — nHxubuipawyy cybcraHyuy kato ketoconazole u ery;tnromyci
uuxnbupar metabonusma Ha Tpamagora (O-feMeTunupaHe) u Moxe ﬁmﬁ&‘;mo AT
aktmeHua O-gemetunupad metabonut. KnnHuuHata 3Ha4YMMOCT Ha TOB: 3ammf@
HEe e ycTaHoBEeHa. €l\




Tpabsa na ce 06bpHe BHUMaHME Ho BPEeMe Ha neveHve ¢ Tpamafon U aHTUKoarynaHTy
(kymapuHoBy nNpouseofHY, Hanp BapdapuH) nopagy cLoBblleHNs 3a NoBKLLaBaHe Ha THKu

NOsiBa Ha eKXMMO3N Npu HaKoM naumeHTW. MexaHusMbT Ha ToBa B3auMoOAelcTBre e
" HensBecteH :

4.6. BEpemenHocT 1 KbpMeHe

Mopaau nunca Ha pocTaTbyHo AaHHu Tpamanon He TpsiBea Aa ce npunara npes MbPBUSA
TPUMECTBD OT BpemeHHOCTTa, a npes BTopus u TpeTuA ynotpebata My ce gonycka camo B
MSKIIOYUTENHN Clyyan, GRes CTPora NpeLeHKa Ha ChoTHOLEHNETO puck/nonaa

AKO MO BpemMe Ha GpemMeHHOGTTa Ce Hanara obesbonsBawa Tepanusa o onuouau,
NpunaraHeTo Ha Tpamagon Tpsbea ga 6Gbge Orparv4eHo BLPXY eAuHWYHM [o3W.
CuctemHoto My npueMaHe npes uemust nepuof Ha OGpemMeHHoCcTTa TpsbBa na 6Gvae
n3bareaHo, TBM KaTo TpPamanonsT npeMuHasa npe3 nnaleHTapHaTa bapuepa u
HOBOPOAEHOTO Moxe pha passBue CUMNTOMM Ha abCTuHeHUMA KaTto rocregcTeme oT
npuBuKsaHe.

MNpuemanusay npegu n no speme Ha PaXAaHeTo Tpamanort He BMnAe Ha KOHTpakuMuTe Ha
matkaTa. [tpu HoBOpofeHUTe Tol MOXe Aa AoBefe [0 NpoMeRy B YecToTaTa Ha Auvllane,

KOMTO OBUKHOBEHO' Ca HeCbLIeCTBEHN .

Muoro marnko konuuecreo Thamanon ce oThens B MalyuHOTO MMAAKO (okono 0.1% ot
YHTpaBseHos3HaTa fgosa) [lopapu ToBa He TpsiGBa ga ce U3non3Bsa no Bpeme Ha nakrauus

pu epHoOKpaTHO npuemade, obade, OBWKHOBEHO He e HEODX0AMMO npeKkbCBaHe Ha
KbpPMEHEeTO. ‘

4.7. Edbektu BBpXY CnocobHOCTTa 3a Wodupate ¥ paboTa ¢ MaltMHN

Hopu xorato ce npunara cnopeg fpepnucanneTto, Tramadol STADA 50 caps. moxe ga Hamanu
BHUMEHWETO A0 TakaBa CTeneH, Y& CHocoBHOCTTa 38 aKTUBHO yvactue B MbTHUA Tpaduk paboTa ¢
MaLUWHK UM BBPXY HecTabuiTHW nnowaaku fa Obge Hapyluena, ocofeHo B Ha4anoTo Ha
NIEYSHNETO U B chueTaHue CApyru UeHTpanHogelicTealyn nexapcTea 1 ocobeHo ¢ anKoxon.
4.8. Hexxenauu nexkapcteeny peakuy
- MHoro yecto (> 10%) '

l'apere n cBeToBBLpTEX.

Yecro (1-10%) . . .

MoepbliaHe, 3anex, uanoTasaHe CYXOCT B ycrara, rnasobonue 1 samaiiBare

He mHoro Yecto (0,1-1 %) - ‘ S

Cmyienun B perynauusta fa KpbBOOBpaLleHueTo (CupLiebueHe, YHECTEH ChpaeYeH puTbm,
OpToCTaTNYHA XVNOTOHUA, CKNOHHOCT KbM KOsang, HMPKYnaTopHa HeZ4oCTaThyHOCT). Tesn
AEXCNaHN peakuym MoraT Aa HacTbMAT No-CreunanHo npy WHTPABEHO3HO NpunoxeHue 1

NPl NALMEHTY, MOANOXEHN Ha TEMKM bU3NYeckn HaToBapBaHusa. CbLlO Taka wma
ChOGUIEHUS 32 CTOMALUHO-YPEBHN CMYLUSHUS (Hanp. enuractparien aucrpec, KOpeMHu
Gonku, hratyrieHLms, yyscTBo 33 MPEMBLIHEHOCT) M KOXHW peak (Hanp. rpypuryc,

YpTukapus, oGpuen). '

Psaxo (0.01-0.1%)

Heurarenta cnafoct, npomenn B aneTuTa; 3saMbITIeHO BUXAAHE, anepriiHm peakumn (Harp.

3afyx, OpoHXoCNagLM. XpUnoBe. adrvoe/iem) 3aTpygHeHo ypuHupare. '

Crief, npunarade Ha Tpamagon Morar Aa HacTbIsAT PasNUIHU NCUXMYHN HAPYLLIGHUS, KOMTO

Ce pasnn4aBar no cwna ¥ BuA, B 33BUCHMOCT OT WHAMBUOYanHWTe ocofeHocTn u
NPOARMAMTENHOCTTA Ha NpUNoXeHue. Tean HexenaHu peakuin BKNIOYBAT npomMeHu B
HacTpoerneTo (no-yecto MPUNOBANIHATC HACTPOEHNE, HO MOHSIKOra i Anchopus). npomeHn

B aKTMBHOCTTA (N0-YeCTO HaMansBaHe, HO B PELKM Ciydan 1 3acuaiBaHe) U.POMEHN B
KOTHUTUBHUTE 1 CETUBHY (hyHKLMY (Hanp. HapyLweHa nepuenLus, 3aTpPYyAHEHNA Npu BseMaHe

Ha pellerus). ’ :

MHoro panko (< 6.01 %o} ..
EnunentudropmeHn FhPYOBE HaCTLMNBAT MMaBHO cneg ynotpeba Ha BUCOKY 4031 Tpamagon
Yri  eHOBpPEeMEHHO NPUNONEeHUe Ha NeKapcTBa, KOoWTo MPeAnsBUKBAT rbpyoBe unK
MOHVKABAT npara Ha repuoBseTe (Hanp. aHTUOENPeCaHTU UMM aHTUITCUXOTUHHIA neKapcraa),
MNosuiuerue Ha kpwbBHOTO HanArare, saabaBaHe Ha CbpAEUYHUA pUTBEM (69_@@@3‘?;’&91&}?
anepruyeH LWoK (aHadunakcus). Lo EIr
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AKO npenopbuaHara f03a e HafBMileHa 3HAUYMTENHO M aKo ce npuiara efHOBPEMEHHO ¢

APYTY NeKapcTBa, KOUTO UMaT NMOTUCKALLo AelcTBUE BbPXY MO3bKa MOXe fia ce CTUrHe Ao

NoTUCKaHe Ha LMWaHeTo.

Moxe pa ce passue 3aBMCMMOCT, KaTO abCTUHEHTHWUTE cumMnTOMK ca NofobHW Ha Tesy ¢

onuonau: Bb30yaa, 6e3noKoncTBO, HEPBHOCT, GMYLLEHWA Ha CBHS, XUNepKUHE3ns, Tpemop U

CTOMALLHO-YPEBHU CUMITTOMM.

[lpm Hakornko usonupanyu cnydad e Guno cbobleHo 3a yBenuueHWe Ha HUBOTO HA

HEepPHOAPOBHUTE EH3UMA BbB BpeMeHHa BPb3Ka C NeYSHUETO ¢ TpamMagorn.

buro e chobLEHO ChILYO 33 BNOWEABaHEe Ha acTMa, Makap Ye npuyumMHHA praxa He e Buna

ycTadoeeHa,

4.9. Npegosupane

Cumnmomu

KaTto uano vHToKcHKaunsTa ¢ TPaMaaon e Bb3MOXHO A3 NPeansBuKka CUMITOMM, NOA0GHMU

Ha Tesu nNpu ApyruTe ueHTpanHo Aencrtsalyy adanretmuym (onvouauv). B yacTHoct

eBEeHTyanHuTe CUMATOMW  BKMIOUBAT MKO3a, [OBPBLILUGHE, UMPKYNatopeH Komarc,

HapylIeHnst Ha Cb3HaHUETO A0 KOM&, I'bpyOBe W NOTUCKaHe Ha AMILaHeTo A0 pecnupatopeH
apecr.

Mepku 3a neyerue

Cneppaiite obLiMTe NpaBuna 3a MepKUTE NPy CNELUHW Criyvay 3a nojgbpKaHe Ha cBoBofHK

AMXaTtenHuTe NbTUIE Ha nauvenTa (acnupauusa) U NOANOMaraHe Ha AnxarenHara QyHKUKs
¥ KpbBOOBPALIEHNETO B 3aBMCUMOCT OT cumnTomuTe. [punoxete uanpassaHe Ha cromaxa

ypes NpeausBuKBaHe Ha NOBPbLEHE (NPY NauueHTH, KOWTO Ca B Cb3HaHWE) WM CToMalLHA

npomueka. Naloxon ce uanonssa ycnellHo Karo aHTWAOT Npu noTucHato Auwade. [pw

n3cneBatna BbpXY XXUMBOTHM HAMOKCOHBT HE & uMarn AencTeMe BbpXy rbpyoseTe. 3artoea

TpsbBa fa ce NpUNOKY MHTPaBEHO3HO fuasenam 3a NpeMaxBaHeTo UM.

TpamagonsT ce ananuaupa criabo v nopaau ToBa XeMoamnanusara unv xemocbmmpaqm;wa

cami 3a cebe cu ca HeeeKkTUBHI 3a NeYeHne Ha OCTPATa MHTOKCUKaLMS.

5. ®apmakonorysM ceoicTea :

5.1. PapmakoguHaMUiHK CBOMCTRA

TpamagoneT € LEHTPanHo-feiCTBall ONMMOMAEH aHamreTuk. Toli e HECenexTUBeH uueT -

ArOHMCT H& W, 8 M x ONWaTHK peLUenTopu ¢ no-ronsm auRUTET KbM 1 pelenTtopuTe. Opyru
MEXaHW3MK, JonpuHacau 3a Herosus aHanreTudeH edexr, ca uHxubupade Ha obpaTHoTO

3axpalljaHe Ha HOpappeHanuHa B KeBPOHWTE W 3acuneaHe Ha ocsoboxgasaHeTo Ha
CepOTOHWHA. _ ' R
TpamagonbT nNpuUTEXaea nNpPOTUBOKALLMYHA aKTUBHOCT. 3a pasnmka OoT MopduHa, B
LUMPpOKUA AMaNa3oH Ha aHanreTu4HuTe J03W TOW HAMAa AEMpPecUBHO OeNCTBUE BLpPXY.

avuareTo. ChLyo Taka He BMUse BbLPXY CTOMALUHO-HPEBHUS MOTUIMTET. BrinaHuaTa sbpxy -
CBPLETO W KPLBOHOCHATA CUCTEMA Ca 0-CKOPO HE3HAUUTESTHN. CmnaTa Ha geicTeiie -Ha

Tpamagona ce nipuema 3a 1/10 — 1/6 or Tasu Ha MopduHa.

5.2. dapmakokMHeTHKa .

Crea opanHo npuemare noeede oT 90% ot Tpamanon ce pesopbupa. CpeaHarta aGcoanHa
BuoHanuuHocT e npubmmsurendo 70%, HesaBUCUMO OT e\HOBPEMEHHOTO: pUeMaHe Ha

Xpana. Pasmvkara mexgy aboopbupaHoTo W KONMYECTBO M HamWYHOTO HENpPOMEHEHO . -

nekapcTso TpsibBa Aa ce AbIDKM Ha HUCKUs first-pass MeTabonmaby, KOATO He Ha,qsmmaaa_
30% cnep opaneH npuem.,, ’

MakcumanHaTa nnasmeHa-koHueHTpaumsa (Cupax ) €184 opanHo npmnomeHme Ha 100 mr e 309

+ 90 ng/ml (TeuHa nexapcreena dopma) urm 280 + 49 ng/ml (TBbpaa opanHa dopma) cneg
npecMeTHaTo i max 1,2 uny pecrexTueHo 2 yaca. TpamagonbsT npossasa ronsiv aUHUTET
KbM TbkaHute ‘ (VdB= 203 + 40 [). CebpssaHero b cepyMHme NpoTEnHU €

. NpuBnmanTenHo 20 %..-

TpamapgonbT npemmuHasa npes KpPbBHO- -MO3bUHATE M npes nnal.;eHTapHaTa ﬁapmepa

. HenpomeHeHoTO riekdpeTeo v O-aemeTunTpamaiort ce exckpeTpar B KbpmaTaf- B, cspcen,n“
mankm kormdectsa (0,1 % pecrni. 0,02 % oT npunoxeHara jo3a). ‘ i \“\a
BpemeTo Ha nonyenumuHupare tips , HE3aBUCUMO OT HauuHa Ha l‘!pMJ'ID)KEHVle '\ Ofi ¢
yaca. [py naumeHTy Hag 75 rofinHY bz MOXKeE fa ce MoBuLLKM okorlo 1.4 ma"rm
TpamagorsT npu xopata ce ©uoTpadcopMypa MbpPBOHAYANHO l4pea N .
ASMETUNMPAHE, KaKTO 1 Ypes CBLP3BAHE Ha O-geMeTuninpasnTe npo,qy[cm o mrot(ypoHOBa
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xmcenmHa. Camo O-flemeTunm3npanusT Tpamanon e GapmMakonoriMiyHo akTuserd Metabonur.
OcraHanuTe MeTabDoOnMUTW FoKasBaT 3HAUUTENHW MEMIAYUHAUBULYAMHN pasnuuust B
KoHUeHTpauusita. B ypunarta gocera ca otkputn 11 mertabonuta. Cnopes pesyrnrature oT
eKCrepyuMenTUTe ¢ XuBoTHK, O-AeMeTUN-TpaMagonsT Hagsutliasa 2 5o 4 MbTH akTUBHOCTTa
Ha w3xogHata cyberaHuma. HerosoTo Bpeme Ha nonyenumuHupade tyns (6 sgpasu
Jobposonyu) e 7,9 yaca (rpanHuiy 54 —9,6 h) v CbOTBETCTBA 10 BENWYKMHA Ha TOBA Ha
Tpamagona.

TpamagonbT W HeroBute meTabonuTit ¢e enuMKUHMPaT NOYTU M3UANOC HYpes ypwuHata.
KymynatusHoto oTgenaHe B ypuHata e 90 % ot obujara pagnoakTUBHOCT Ha jajeHara
Josa, TpsibBa pa ce oTyuTa e[HO HECHLLECTBEHO YAbIMKEHWE Ha  BpPEeMeTo Ha
nonyerMMUHUPaHE NpWM HapylieHus Ha JepHoapobHute u O6ubpeunnte dyHkumu. [lpn
nalmMeHTy ¢ UMpo3a Ha yepHus gpob cpegHoTo BpemMe Ha nonyenuMmHupade Ha Tpamagona
e 13,3 £ 4,9 vaca, a ToBa Ha O-gemeruntpamagon - 18,5 £ 9,4 vaca, a pecnekTMeHO
MakcumymsT € 22,3 1 36 yaca. Npn nayuenty ¢ 6bOpeyHa HefoCTaTbUYHOCT (KPeaTUHUHOB
KnupbHe < 5 mi/min) BpemeTo Ha rnionyenuMmbvpare Ha Tpamagona e 11 £ 3,2 vaca, a Toea
Ha O-gemeTunTpamagona 16,9 + 3 vaca, a MakcumyMmbT 19,5 U pecn. 432 uaca.
TpamagonbT nokassa nuMHeapeH apmakokuHeTyedH npodun B obnactrta Ha
TepaneBTU4HaTa 403UPOoBKA.

BsaumoBpb3kata Mexay cepymHaTa KOHUEHTpauus M aHarreTUdHWs edektT 3aBucy oT
A03aTa, HO NoKa3sBa ronemn pasnuiva Npy pasnuuHuTe, naumeHTu. CepymMHa KOHLeRTpauUms
oT 100-300 ng/mi & obukHOBeHO edekTraHAa.

5.3. lNMpepKnUHWYHK faHHK 3a 0@30[MacHoOCT

MNpu  Hsiou TecToBM cucreMn in-vitro ..6axa HabniogasaHn mMyTareHHW ediekTu,
I/Iacne,qsaﬂmma m vivo He nokasaxa HajuumeTto 'Ha MyTareHeH edpekt. Bba ocHoBa Ha
CbBPEMEHHUTE MO3HAHUs, TPaMaAonbT He TpsiGea Ja 6bae NpUuMCHABaH KbM MyTareHHuTe
cyﬁcraﬂqmm

Wacrieppanvs 3a KaHLeporeHeH noTeHyuan Ha Tpama,qonxm,qpoxnopma Bsixa nposegenn
BbPXY MFIbXOBE W MULLKK. I/lscne,qaa:-:m'ra BbPXY MMbX0BE He [ajoXa [oKa3aTencrsa
OTHOCHO MOBULLEBAHE Criyqaute Ha HosooBpaaysaHu TYMopu, 0BYCroBeHO OT NekapcreoTo.
Mpy onutuTe ¢ MUKy Gelse HabnwgaBaHa NoOBULIEHE YecToTa Ha YepHOAPoBHM afeHoMM
NpyY MBXKMTE ex3emnnapy (B 3aBUMCMMOCT OT Aos3ara, Hag 15 mrfar — HesHauduTenHo
NOBULLIEBAHE) W TNOBMILIABAHE Ha .criydaute Ha 6GenogpobHn TyMopW npu . KEHCKUTE

T EK3eMMIIEpU OT BGUUKM "ZO30BW’. FPYNKM (3HAUMTENHO NOBUWIABAHE, HO HesaBWCelo OT

Josarta).

Mpu nscrnefBaHus BLPXY PenpogyKTUBHaTa TOKCUYHOCT [03MPOBKU OT Haj 50 mMr/kr/peH,
MPUIOXKEHM BBPXY MITbX0BE, NPeAV3BUKaxa MaTepHO-TOKCUYHI edekTi 1 JOBEA0XA 40
NoBUILIABAHE Ha CMBPTHOCTTA cpef HoBopogeHuTe. TIpy NoTOMCTBOTO HACTLIMXA peTtapaHi
nposey rnoj opmara Ha HapyLieHa ocudukaums, 3abapeHo oTBapsHe Ha oUnTe K
BarvHaTa. TeparToreHHo felicTeue He e HabniogasaHo. He Belwe sacernara nnogosvTocTTa
Ha MBXKUTE finbxoBe. XKeHCckuTe, Nonyyasally rno-Bucoky fosu (Hag S50 mr/kr/geH) nokasaxa

‘HamansisaHe Ha npoushTa 3abpemexeny xusoTHW. Tpn 3aily, npy fo3n Hag 125 mrkr

HacTBLAMXa MaTepPHO-TOKCUYHW edeKTi, KaKTo 1 aHOManuu B CKENeTa Ha NOTOMCTBOTO.
6. GapmaleBTUYHM [aHHK

" 6.1. CnnucbK Ha NOMOLLHKTE BelIecTBa

1 kancyna cbabpXKAa:

. Calcium hydrogen phosphate dihydrate, magnesium stearate colloidal anhydrous smca

gelatin, titanium dioxide (E 171)
6.2, PUINKO-XUMMNYHW HECBBMECTUMOCTHN
[ocera He ca u3BEeCcTHY

. 6.3. Cpok Ha rogHocT

5 roguHn.

[a He ce U3non3sa cnej uaTuyaHe Ha CPoKa Ha rofgHoCT.
6.4. Cneunanxy ycrioBus Ha cbXpaHeHue

Ha ce cuxpaHaBa npu Temnepartypa nog 25°C.

6.5. [laHHM 32 oriakoBKaTa

Opuruiinanta onakosxa ¢ 10, 30 1 50 kancynm

6.6. lpenopbku npu ynotpeba




Hama

7. Vime agpec Ha nponsBoAMTENA N NPUTEXATENS Ha PaspellMTenHoTOo 3a ynoTtpeba
STADA Arzneimittel AG, '

Stadastrasse 2-18,

61118 Bad Vilbel,

Germany

tel: 0049 6101 6030

fax: 0049 6101 603259

8. PerncrpaunoHeH HomMeEp

960 02 90 -

9. fOara Ha pazpeiuaBaHe 3a yrnotpeba Ha flekapcTBeHNA NPOSYKT
26.11.1996 r.

10 Hara #a akTyanusauwa Ha TekcTa

Hoemepu 2001 .
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