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~ 3Dii1PEH 1!13BEWTAJ 3A OCOD1!1Hii1TE HA flEKOT ;:; 

(/ 
TRAMADOL/TPAMAAOn 

tramadol 

Kancym-1 

1. ~ME HA nEKOT: 

TRAMADOL/TPAMAnon 

2. KBAn~TAT~BEH ~ KBAHT~TAT~BEH COCTAB: 

tramadol Kancymtl OA 50 mg rpaMagon XL!IApoxnopi!IA 

3. <DAPMAU,EBTCK~ Oon~K: 

Kancyn~ 

4. Kn~HW1K~ nOJJ,ATOU,l/1: 

4.1. TepaneercKu MHP.MKau,MM 
AKYTHL!I 111 xpoHI!14HL!I 6onKL!I co pa3Il1!149H L!IHT9H31!1T9T 111 noreKilo 
(nocronepaTI!18HL!I cocroj6111 , rpayMLII , ryMoplil, 8ocnaneHL!Ija, 
H98p8Ilflillil , KOili!IKLil , 60I1KL!I npegi!1381!1K8HL!I OA np94KI!1 80 Kp80TOKOT, 
LiiHcpapKT Ha ML!IOKapgOT Ill gp.). 

4.2. /],o3Mpat-be 11 HalfMH Ha ynorpe6a 
}J,031!1pal-b9TO e L!IHAI!18LiiAY8IlHO, 80 3a81!1CHOCT OA ja41!1HaTa Ha 
6onKara. 
noeAL!IH94Ha go3a 3a 803paCHL!I e 50 - 1 oo mg. 
MaKCL!IMaflHaTa AH9BHa A03a He CM99 Aa 61!1A9 nOBL!ICOKa OA 400 mg. 

8o3pCicHu 11 4eu,a nocrapu 04 12 rOBMHU: 
npenopaYaHa A03a e 1-2 Kancyn111 OA 50 mg 3-4 nar111 AH98HO 
J],o31!1Te MO)f(e ga ce ga8aar Ha 4 - 6 Yaca. 

nau.ueHru co owrereHa c/:JVHKLJ,uja Ha 6v.Qp_e3Mre (KpearuHMH 
KJmpeHc noMan 04 30 mllmin) 
Ce npenopa4y8a A031!1pal-be egHaw Ha geH, a MaKCLIIManHara 
npenopaYaHa AH98Ha A03a e 200 mg. 
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- flpeP.J70T 36upeH M3Bewraj 38 OC06/11HUT8 HB neKOT 

nauueHrure co xenaranHa uupo3a: 
50 mg TpaMap,on Ha ceKol-1 12 yaca. 

_____________ T~RAMADOUTPAM On 

He ce npenopayysa ynoTpe6a Ha Tp8M8AOJ1 nOAOJlrO OTKOJlKY WTO 

e HeOnXOAHO. 

4.3. KOHTP8UH/).J1K8UJ111 
TpaM8AOJ10T e anconyTHO KOHTP81-1HAI-1UI-1P8H Kaj nau,l-1eHTI-1 

npeoceTJll-181-1 Ha Tp8M8AOJ1 1-1 Kaj 8KYTH8 I-1HTOKCI-1K8UI-1ja CO 8J1KOXOJ1. 

He CMee I-1CTOBpeMeHO A8 ce nplt1M8 CO 81t1COKit1 A031t1 Ha Onlt10it1AH1t1 

aHanreTit1Uit1, Ha cpeACT8a 3a cnltlel-be 1t1n1t1 Ha nclt1XOTponHit1 neK081t1. 

neKOT He CMee A8 ce A888 Kaj Aeua nOM8Jllt1 OA 1 rOAit1H8. 

TpaMaAonoT He cMee Aa ce KOp1-1CTI-1 I-1CT08peMeHo co MAO 
I-1HXIt161-1TOp1-1 3apaA111 8A111TII1BHOTO AejCT80 8p3 3roneMy8al-beTo Ha 

HI-1BOTO Ha 61-1oreH1-1 8Mit1Hit1 80 M030KOT, Koe npeAI-138111KY88 noja8a Ha 

cep111o3HII1 HecaKaHII1 Aejcr8a. 

PenaTII18Ha KOHTP8111HA111K8U111ja e onii10111AHa 388111CHOCT, 3a6ony8al-ba 

npl-1 KOI-1 e 3rOJ19M9H I-1HTpaKp8HI-1j8J1HI-10T npi-1TI-1COK, nopeM9TY881-b8 

so A1-1W91-beTo , Aeu.a noA 12 rOAII1WHa so3pacT, 6peMeHI-1 >KSHI-1 1-1 

AOel-be. 

4.4. MepKu Ha npema3n11socr 
TpaMaAOJlOT Tpe6a BHI-1M8T9J1HO A8 Ce ynoTpe6ysa Kaj 60J1HII1 

npeoceTJ1111BII1 Ha onii10I-1AI-1 1-1 Kaj crap111 nyfe. He ce npenopayysa 

ynoTpe6a Ha Tp8M8AOJ1 nOAOJlrO OTKOJlKY WTO e H90nXOAHO, 38T08 

WTO MO)K9 A8 AOjAe AO noja8a Ha 3881!1CHOCT. Kaj 60J1HII1 CO 

owTeTeHa cpyHKUit1ja Ha 6y6pe3111Te 1!1!11!1 UPHV10T AP06 nonyspeMero 

Ha 9Jllt1Mit1H8Uit1ja Ha TpaM8AOJ10T e npOAOJl)KeHO 111 38TOa Tpe6a 80 

noYeTOKOT Ha JleKYBal-beTO speMeHCKitlOT lt1HTepsan noMefy A03111Te 

A8 61t1Ae ABOjHO nOAOJlr. 

4.5. f//HTepaKUUJ1 
fleKOBJ1 KOJ1 J1M88T 11.enpeCJ1BHO /).ejCTBO Bp3 l..J,HC: np111 1!1CT08peMeHa 

ynorpe6a Ha Tp8M8AOJ1 CO 081119 JleK081!1 , MO)KHO e CII1Heprlt1CTII14KO 

A9jCTBO KOe AOBeAy8a AO 38CII1JleHa CeA8U111ja 111 aHanre3111ja , HO 111 AO 

pecnl-1paTopHa Aenpec111ja. 

Kap6aMa3enuH: lt1CTospeMeHa aAMit1Hit1CTpau,!-1ja co Kap6aMa3enlt1H ro 

3roneMysa MeTa60J11!13MOT Ha Tp8M8AOJ1 , 38P8AI-1 WTO ce noTpe6Hit1 

noroneMI!1 A031!1. 

TpuuuKJTJ1'1HJ1 aHTJ111.enpecMBJ1 11 BHTMnCMXOTI1U11: MO)Ke Aa ce 

3rOJ1eMt-1 p1-131-1KOT OA nojasa Ha KOH8YJ131-11-1. 

MAO 11HXI1611TOPI1: 8Ait1Tit1BHO AejcT80 8p3 3roneMy8al-beTo Ha Hlt1BOTO 

Ha 61t1oreHV1 8Mit1Hit1 80 M030KOT, KOe npeAI-1381t1KY88 noja8a Ha 

cep1!103HI-1 HeC8K8Hit1 AejCT88. 

4.6. 5peMeHOCT 11/).0ef-be 
TpaM8AOJ10T ce nplt1MeHyBa 38 speMe Ha 6peM9HOCT C8MO AOKOJlKY 

neKapoT CMeTa AeKa Hero8aTa nplt1MeHa e HeonxoAHa. 



..., 
_ I 

r: 

AKo e noTpe6Ho net<ysat-be 3a speMe Ha AOet-be, Tpe6a Aa ce 3eMe 
80 npeAB111A cpaKTOT AeKa BO Maj4111HOTO MJleKO Ce 1113Jla4yBa 0 .1 % 
OA npii!MeHaTa A03a. 

4.7. Bnuj8Hue ap3 cnoco6HOCT8 38 ao3el-be unu P8fo/B81-be co M8ll111HI1 
TpaMaAOJlOT BJllltjae Ha nCII1XOQJ11131114KII1Te CnOC06HOCTII1 111 3apaA111 TOa 
3a speMe Ha Tepan~ttjaTa He Tpe6a Aa ce ynpasysa co so3111na 111rn1 
MaWII1HII1. 

4.8. 

4.9. 

5.0. 

5.1. 

Hec8K8HU ,aejcra8 
Haj4eCTII1 HeCaKaHIIt AejCTBa OA ynoTpe6a Ha TpaMaAOJl ce OA 
r acTpOII1HTeCTII1HanHII10T TpaKT 111 OA U.HC. T111e ce jasyeaaT Kaj 5 -30% 
OA nal\llteHTII!Te KOII1 3eMaar TepanesrcK111 A03111 OA osoj npenapaT. 
Haj4eCTII1 ce cneAH111Te HecaKaHII1 AejcTsa: 
LI,HC 3aMop, epTornaBII1L\a, rnaso6onKa, KOHQJY3111ja, 3aBII1CHOCT. 
rUT Hay3ea, no8paKat-be, A111Cnencll1ja, A111japea. 
K8p,auoa8Cfo/n8pHu HeC8K8HI1 ,aejcraa: raxii1KaPA111ja. 
Hec8K8HI1 ,aejcra8 H8 KO)f(8T8: cporoceH3111TII1BHa peaKL\111ja, 
ypT111Kap111ja. 

npe,a0311pal-be 
J].OKOilKY A03111Te ce 3Ha4ajHO n08111COKII1 OA npenopa4aHit1Te, MO)K9 Aa 
ce ja8aT 3Hal\111 Ha 111HTOKCII1Kal\111ja KaKO WTO ce: X111nOTeH3111ja, 
Aenpec111ja Ha LJ.HC, KOMa, reHepaJlll13111paHII1 KOHBYI13111111, TaXII!KapAIItja, 
pecn111paTOpHa Aenpec111ja. np111 Aenpec111ja Ha AII1W91-beTo ce AaBa 
H8JlOKCaH, a np111 KOHBYI13111111 111HTpaeeHCKII1 All1a3enaM. 

<DAPMAKOnOWKlt1 CBOJCTBA 

<1>8PMCJKO,aUH8MCKu caojcraa 
- cpapMaKoTepanll1cKa rpyna 
on~jaTeH aHanreT~K 

- MeXaH1113aM Ha AejCTBO 111 cpapMaKOAII1HaMCK111 ecpeKT111 
TpaMaAOilOT e aHanreTII1K co 1..\eHTpanHo AejcT8o Koj e ecpii1KaceH Kaj 
pa3HII1 at<yTHII1 111 xpoHII14HII1 6onKII1. 3a pa3Jlii1Ka OA APYrii1Te aHanreTIIIL\111 
CO L\9HTpanHO AejCT80, TOj 111Ma AB09H M9XaHII138M Ha AejCTBO, 
OAHOCHO Aenysa no naT Ha Bp3yBat-be Ha onii10111AHII1Te pel\enTOpCKII1 
MecTa BO L\eHTpailHII10T HepB9H CII1CTeM 111 no naT Ha 111HXII16111L\111ja Ha 
peamejKOT Ha 6111oreH111Te aMII1HII1 (cepoTOHII1H 111 HOpaApeHaJ1111H). 
CrpyKrypHo TpaMaAonoT npeTcTasy8a pal\eMaT OA (+) 111 (-) 
eHaHTII10Mepll1. Pal\eMaTOT ((+/-) TpaMaAon) 111 MeTa6onii1TOT M1 
(mono-0-desmethyltramadol) ce ceneKTII1BHII1 aroHII1CTII1 Ha My­
onii10111AH111Te pel\emop111 80 U.HC. Pal\eMaTOT ((+/-) TpaMaAon) 111 
eHaHTIIIOMepOT (+) ro 111HXII16111paaT peamejKOT Ha cepOTOHII1H, a 
eHaHTIIIOMepoT (-) ro 111HX1116111pa peamejKoT Ha HopaApeHanii1HOT. 
CII1Heprii1CTII14KoTo AejcT80 Ha A8aTa eHaHTII1oMepll1 pe3ynTII1pa 80 jaKe 
aHanreTCKO AejCT80 6JlOKII1pajK111 r111 HOL\II1L\9nTII1BHII1T9 111Mnyncll1 Ha __ _ 

' ,_ •' RJr 
~'-"~-eO 3 . .q, 
~ Q.(; •'- .... 

14 l.£1 ' 
:::.g G -'­
C$ ;,.... 
~ ~.L. li. 
0>7~ 

* ~ 
Ole o\'\ ~ 

(' 



u 
J 
--
I"' • 

--

. -

-
-

- l .... 
. -, 

TRAMADOL!fPAMAAOn 

H~80 Ha K~4M8Ha MO:>KAltiHa. Bo Tepan~CKltl A03ltl TpaMaAOn He 
Bnltljae Ha AltiW81-b8TO. MQ)t<HOCTa OA noja8a Ha 3a8ltiCHOCT npltl 
Tepan~t~jaTa co TpaMaAon e MHory noMana OTKonKy npltl Tepan~jaTa 
co APYrltiTe onltiOittAHI!I aHanreTI!I~ltl. 

5.2. (])apMaKoKuHercKu caojcraa 
nocne opanHa 111 peKTanHa np~MeHa, TpaMaAonoT A06po ce 
pecop6ltlpa OA raCTpOI!IHTSCTI!IHanHI!IOT TpaKT (OKOny 75% OA 
8H8CeHaTa KOnlii41!1Ha). AHanreTCKOTO ASjCT80 HaCTanysa 3a 15-30 
MliiHYTiil, a MaKC~ManHI!ITS KOHU.SHTpaL.J.Iillil 80 nna3MaTa ce 
nocTiilrHy8aaT 3a oKony 3 4aca. nony8peMe Ha en~t~MltiHaU.I!Ija Ha 
TpaMaAonOT e 7 4aca, a ce V13na4y8a 80 HenpoMeHeTa cpopMa 111 80 
cpopMa Ha MeTa6onli1Tiil npeKy 6y6pe31!1Te 111 :>KOn4KaTa. 
TpaMaAonoT ja npeM~t~Hy8a nnau.eHTapHaTa 6ap~epa , a 80 Manlll 
KOnlii41!1Hiil Ce 1!13na4y8a ~ 80 Maj4111HOTO MnSKO. 

5.3. npeTK!TJ1HJ11.fKJ1 nop,aTOU,J1 
TOKCI!IKOnOWKI!ITS 1!1Cnli1TY8at-ba ce onwlilpHO Onii1W8HII1 80 
,QononHeH~STO Ha CDapMaKOnOWKOTO Mlt!Cnel-be OA 2007r. 

6.0. CDAPMAUEBTCKl!l nO,OATOUl!l 

6.1. Cocra.a 
1 Kancyna COAP:>Kiil 50 mg TpaMaAOn XliiAPOXnOpltiA. 

6.2. EKcu,unueHT/11 
M~t~KpoKp111CTanHa u.enyno3a 
naKT03a MOHOXV1ApaT 
KpocKapMeno3a HaTp~t~yM 
KonOV1A8H Clilnli1U.~YM A~OKCI!IA, aHXIiiAP11148H 
MarHe31t1YM CTeapaT 

6.3. naK)IBaJ-be 
KYT111ja co 20 Kancyn111 OA 50 mg 

6.4. PoK Ha rpa.el-be 
3 rOAii1Hii1 

6.5. HaLfMH Ha l.fyaaJ-be 
,Qa ce qy8a Ha T9MnepaTYpa AO 25°C, 3aWTI!IT9HO OA C88Tnli1Ha. 
nEKOT fJ,A CE YYBA HA MECTA HEfJ,OCTAnHl!l 3A ,D,EUATA! 

6.6. Ka.pa.KTepUCTJ1KJ1 Ha BHaTpellJHOTO (KOHT8.KTHO) naK)IB8.1-be 
onli1CTep nat<y8al-be OA anyMV1HiiiYMCKa T8pAa cpon111ja 111 nBU cpon111ja 

6. 7. Hal.fuH Ha u3p,a.aa.l-be 
neKoT ce 1113Aa8a caMo co neKapcK~ peu.em. 



_T 

I(' 
• 

•. 
.. 
.. 
--

• 

-
-
-

'-
r= 
r= 
'-
'-
I 

-..__ 

npeP.J10T 36upeH /113BeWTaj 38 OCOf5/lfHUTe H8 neKOT 

7.0. 

8.0. 

11Me u 8P.pec8 H8 npou3BO/l.UTenor 
AA JAKA 80 PaAos~w 
Peny6n~Ka MaKeAOH~ja 

)J.ar8 Ha npsara perucrpau,uj8 
22.05.2000 

TRAMADOL~PAMAAOn 

9.0. /],ara Ha nocneP.H8Ta pesu3uj8 Ha 36upHuor U3Bewraj 3a oco6uHure 
H8 neKOT 

CKonje, jyn~. 2007 r . 


