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3EITPEH TT3BEIIITAJ 3A JIEKOT

1. 14ME HA NEKOT
Amitriptyline Sunv-o6noxenw ta6nern 1 Omg
Amitriptyline Srnu-o6noxenw ta6nerw 25mg

2. KBANhTATI4BEH 14 KBAHTUTATUBEH COCTAB
Amitriptyline Sranrvr-o6noxen n ra6nerr 1 Omg: Ceroja ra6nera
xr4gpoxnopng (Amitriptyline Hydrochloride) 5n 1 Omg
Amitriptyline Sranv-o6noxeun ta6nerr 25mg: Cercoja ra6nera
xrrqpoxnopng (Amitriptyline Hydrochloride) 5l-l 25mg

3. OAPMAqEBTCKA OOPMA
Oun nn-o6noxeH n ra6nerut

coiq pxil Aru nrp n nrtAnvH

corqpxn AunrpnnrnnLAH

4. KNilHilLIKl4 OCOEEHOCTH
4.1, TepaneercKr,rre nHAuKaUnu
Amitriptyline e nHrqhqhpaH Bo neKyBabe Ha ,qenpecrja, oco6eHo eH,qoreHa genpecnja.
Amitriptyline ncroraKa ce RaBa 3a rperMaH Ha norna eHype3a raj geqara.

4.2. fiosr'rpalbe n HaqnH Ha ynorpe6a
Amitriptyline soo6nqaeno ce lqaBa npeKy ycra, Bo noe.qnHeLrHa unn noryereHa ,qHeBHa ,qo3a ofl
75mg Ha noqeroKor, 3a 1qa nocreneHo ce 3rofieMyBa floKonKy e norpe6Ho, Ro 150 mg ,qHeBHo.
,[ononHrreflHnre Ao3k1 ce AaBaar rqoqHa nonnalqH e nnw BeLrep. [4cro raKa repanurjara Moxe Aa
ce 3anoL{He, co ennHeqHa iqo3a oR 50-100m9 HaBeqep n Aa ce srofleMil 3a 25 wnv 50 mg no
norpeba Ha BKynHo 150m9 Ha iqeH. ,flosrrrre Ha orqpxyBaFbe eoo6rqaeHo ce 50-100m9 rqHeBHo 14
repanrajara rpe6a [a ce npo,qonxv 3a najuanry rpr4 Mecelln npeg Aa 6wne nocreneHo HaManeHa
u npeKnHaTa.
Ha naLlheHrn Bo 6onunqa Moxe iqa ce Aafle Amitriptyline Bo iqo3h Ao 204 mg RHeBHo tA,
noHeKoralu, flo 300m9 flHeBHo.
A.qonecqeHrnre hnn nocrapnre nallneHrn qecro ilMaar HaMafleHa roflepanrlurja ua Amitriptyline ta
npBLlL{Hr4re Ro3yt na Amitriptyline oA 10-50m9 Ha ,qeH Moxar na 6uAar cooABerHkt aKo ce Aa,qeHkl
KaKo no,qeneHh Ao3r4 LAnn KaKo eAhHeqHa iqo3a, no MoxHocr HaBevep.ulecronarr ke 6ugat
RoBonHil noroBvrHa oA eoo6h.{aeHilTe rqo3r Ha olqpxyBaFbe .
flpenopaLtaHrre rqo3yt 3a neKyBaFbe Ha uokua eHype3a ce 10-20m9 npefl cnneFbe 3a iqeqa Ha
Bo3pacr oR 6-10 ro4urHrrr u25 go 50mg npeg cnileFbe 3a Reqa naq,11 roptrtnw.
Tpervranor He rpe6a fla ce npogonxn noflonro oA 3 Mecellr.

4.3. Konrpa-nHAnKaUun
Pan cpqeB ran$aprr n nallt4eHrn co Koj 6wno creneH Ha cpqeB 6nor LAntA HapyuyBaba Ha
cpueBnor pnraM il oHne Kor crpa naar oE KopoHapHa aprepncra raHcySuqneHLlt4ja. l-laqvleHrnre
co MaHnja, reurxa Oonecr Ha qpHilor Rpo6, nntA nosHara npeocernnBocr Ha neKor. Amitriptyline
ne rpe6a [a ce AaAe na uajrn 3a BpeMe Ha,qoeFbero n EeUa Ha Bo3pacr nog 6 rognnn.

4.4. Hoce6nr npe4ynpe4yBaH'a n MepKn Ha nperna3flHBocr 3a ynorpe6a
Amitriptyline rpe6a Aa ce Kopyrcrr4 co nperna3nnBocr xaj graja6etec, cpqeBa 6onecr (oco6eno
apnrMVtLA), ennnencrja, xenaranHo otureryBaFbe, 6onecr Ha rnponnlara xne3.qa, ncilxo3l4 (rvloxe

Aa ja BfloLuyt uanraja), rnayKoM tA ypr4HapHa pereHLllja Hay,raol':f ppcraHoK Ha Amitriptyline
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Amitriptyline Sranrrlt-o6noxen u ra6nern 1 Omg ,:t,' ,,,,.
Amitriptyl ine Qranu-o6noxenu'ra6neru 25mg ',, i
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repanhja rpe6a ga ce us6enryea. Amitriptyrine, cro raKa, rpe6a ga ce Kopr4c, conperna3r[Bocr Bo auecresnja (aroneueu pu3l4K oA nojaaa na apurnun).
flenpecujara e noBp3aHa co 3roJreMeH fcr4sr,rr og carvroy6ra o"a* ii*r, caMonoBpeAyBarbe hcauoy6rcreo (cyu+upanuu nocranKu). Prgnror'nocron ce AoAeKa ce noiaByBa curH SrKaHrHapeuncuja 

. Boxonry no406pyearsero He Moxe Aa ce cflyqu 3a BpeMe Ha npBure HeKonKy HeAefluunr noge(e oA neKyBarbero, naweHTure rpe6a 4a 614", a*amarenHo cfle4eHr4 A.fleKa He cecnyqh noAo6pyBalbe Ha cocroj6ara Toa e onllTo rslr4Hr4qKo |,iCKyCTBO .qeKa pu3l4Kor oAcauoy6ncrao Moxe Aa ce 3rofleMu Bo paHrre $asn ua 3aKpenHyBarbe.

flpyru ncr,nxrajarpracrra cocroj6ra sa rora Amitriptyrine e nponuuaH, cro raKa, Moxar Aa ce
:::!l"ll-:: 3roreMeH p 3r4K oA cyuuu+anHl nocranKu. horpaj roa, orr" 

"olrojo, 
Moxe flaoxAar 3flplDKeHU CO r.neMu AenpechBHr4 pacrpojcrea u oaroa 

-rpe6a 
4a 

"" 
onclp"rpa nphreKyBaH'e Ha naqMeHT,t co Apyr ncnxnjarpncxu HapyuJyBaEa.

flaq eHT[Te co ucroprja Ha nocranK noBp3aH co cauoy6ucreo, unn oHne uJTo npoJaByBaar3Haq rereH creneH Ha Cauoy6ucreeuu uAeu npeA noqero*or Ha neKyBarbero ce 3Hae AeKa ce,3nOXeH Ha nororeM p 3r4K OA Cauoy6rctsenr o6ugn, u rpe6a 4a 6r4rt 
""rn 

arenHo creAeHll3a BpeMe Ha rperMaHor. Meta-aHanugata xa nnaqe60-roHTpon[paHu Mr4H4r{Kr4 ucnhryBaEa HaaHTUAenpecxBHl4 fleKOBl4 raj aospacrr naqueHT CO nCnxujarpucKr HapyuJyBaba noKaxa3roreMeH p[3r4K OA CaUOy6Ucreeuu oEHecyBarba co arrra4enpecrar, 
"o 

cnope4'6a co nnaqe60 rajnaqueHrure noMnaAu op 25 ro4unu.
cynep'aoraja Ha naq eHrure e norpe6ua , oco6eno raj onue co Br4coK pr43l4* Kol4 rpe6a 4a janpxMaar repan Jara co fleKoBl,'r, oco6eno Bo noqeroKor ia rperuauor npr npoMeHu Ha Ao3ara .flaquemure (u craparenure ua naquenrure) rpe6a 4a 6r,r4ar npe4ynpe4eH 3a norpeoara Aa cecfleAu Kn HUTTKOTO BrolryBabe, cyl4r.lr4AHo OAHeCyBabe nnu Mucnn u Hegoo6rqaeHn npoMeHI4 BOoAHecyBabero x Aa no6apaar MeAuLlt4HcKa noMouJ BeAHa[J, aro ce nojaear oBue cuMnroMr4.

1,_!,, , -|lpp"*rtn co Apyryt neroBl u Apyrn gopur xa rHrepa(qnl
Amltrfptylfne He rpe6a Aa ce AaBa xcroBpeMeHo, un Bo poK op 14 4ena oA AeHor HanpecraHoKor ta repanujara co MAO unxulnropu. Toj ne rpe6a 

"4a 

"J 
n"n" aoc[MnaroM MeruqHh areHc KaKo.. aApeHaruH, e$e4p_ran, 3onpeHaruH (isoprenaline),

seumegpraH (phenyrephrine) ra phenirpropanotamine, ra-rfe'oa g" 
"" 

*dp;;r-"o nilinr.nrro",KOra ce 3eMa ucroBpeMeHo co aHTUXOnUHepr qHr fleKoBr4 r4tr'eKoBr4 3a rupol4AHara xn",Aa_Bps ocnoaa Ha nogHaruor ruera6onrgnaau 
'r" 

ar rp nin H, nporea3a [Hxr46r4Topor, pr4ToHaB[pMOXe Aa ru 3roreM cepyMcKhre H BOa Ha au4Tpi/.nrvntflH.3aroa ce np"nop""y"" BHUMarenHo
9neAerbe Ha repaneBTcKr4Te Herar BHr4 eQerru rora hcroBpeMeHo Ce AaBaar oBhe neKoBh.Amitriptyline Moxe Aa ro cnpevr_ee_eKror Ha 6floK pabe Ha a,peHepruqHure HetspoHl4 14eepojaruo KnoHuAr4HOT n 3a'foa 6u 6uno npenopaqnuBo Aa ce npercn,,Ta qerara aHT -x nepreH3uBHa repanhja 3a BpeMe Ha rperMaHor.
fiej.craoro na Amitriptyrine Moxe Aa ce HaMaflu co 6ap6rarypar A u Aa ce noreHqrpa comethyf phenidate. Amitriptyrine Moxe na ja 3roneMu peaKqujara Ha arrKoxon, 6ap6wyparu u +pyrnAenpecrBh Ha cNS. IAMa wseewTau AeKa quMerv ltHor ro HaMaJryBa [aera60nusMor Bo t]pHxor
Apo6 Ha oApeAeH rpt4r{uKnuqHu aHruAenpec[a14.
flenupnyuor e sa6enoKaH Kaj naq',eHTr4re xor seMaar Amitriptyrine co disuriram.
Amitriptyline Moxe fla ja 6no*apa aHr x nepreH3rlBHara aKq Ja na guanethidine, deprisoquine,bethanidine u eepojaruo KroHr4Ar4H. saroa 61 6uno npenopavnuBo Aa ce BnAyr qeflaraaHT,X,nepreH3[ana repanrja 3a BpeMe ua repanrjara co rpr4r.+4Kflr4LrHl4 aHT AenpecuBl4.

Amitriptyline Sranrrr-o6noxenra ra6nerr,r 1 Omg
Amitriptyf ine $ranrrr-o6noxeH n ra6nern 25mg

CrpaHa 2 oA 5
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4,6 Epeuexocr u narraqnja
Seo6egnocra Ha Amitriptyline sa ynorpe6a 3a BpeMe ra 6peuexocr u narraqwja He e yrBpAeHa.
Amitriptyline He ce npenopaqyBa Bo TeKoT Ha 6perraenocra, ocoGeno 3a BpeMe Ha npBnor r
Tperuor rpuMecrap ocBeH aKo nocro1ar onpaBf,aH npnttuHu, u Kaj oB e naqheHTh rpe6a 4a ce
npoqeHu Kopt4cHocra Bo oAHoc Ha MoxHrre onacHocn4 Ha Serycor, Aerero unn MajKara.

4,7 Bnrjaxre aps cnoco6tocra 3a Bo3ebe u paryBarbe co MautnHlil
llaquexnare noA rperMaH co Amitriptyline rpe6a 4a ce npeAynpeAar npu aHrax parbe Bo raKBll
AKThBHOCTI4.

4.8 Hecaraxu gejcrea
Haj.{ecr[Te HecaKaHh gejcrea ua Amitriptyline ce cyBa ycra, ce4aquja, 3aMameH B A, 3aneK,
ra4eH'e h npo6neuu co riurquja. fipyrra aoo6ravaeH[ HecaKaHu eQerrr ce Kap4uoBacKyflapHu
(apurMl4r4, nofiypanHa xunorensnja, raxuxap4nja, chHKona, oco6euo co Bl4coKl4 4osu), notere,
rpeMop, oc n, HapyuyBarba Bo oAHecyearuero (oco6ero raj 4eqara), x noMaHua, xor$ysraja
(oco6euo raj nocrapure naqneuru), HapyulyBabe Ha ceKcyanHara Synrqraja, uekepor Bo KpBra
npoMeHu Bo rexhHa. floperxu ce qpu jasrr, napaflnrrqeH ufleyc, KoHByn3nn, arpaHyfiotlhro3a,
neyronenuja, eosuro$rnuja, nypnypa, rpou6oquroneHrja u xonruqa.
Cnyvan na canaoy6ucreeuu ugeu u cauoy6ucrBeHu oflHecyBarba ce nprjaaeuu 3a BpeMe Ha
Amitriptyfine rep anuja unn Ha noqeroKor no npeKhH Ha reKyBaruero (augu 4en 4.4).

Ocranarn ederru:
Enr4eunonournre cry1t vt, rfiaBHo cnpoBe4yaaxr raj naq eHTu Ha Bo3pacr oA 50 roAuuu u
nocrapn, noK ryBaar 3roreMeH pu3uK oA QpaKryph Ha KocK re raj naqneurr xou npraruaar ssRls
u TCAs. Mexaur3Mor luro AoBe4yea 4o oeoj pu3[K e Heno3Har.

4.9 JlpeAo3upabero
Xeny4nuxor rpe6a ga ce npa3Hu co eMe3a unu acnuparlula n naBa)Ra. Ce npenopavyea
ynorpe6ara Ha amrBeH jarnex raro AoAaroK Ha racrpl4qHa naBan<a. Cynneueurapua repanuja
Moxe Aa 6 fle AoBorHa 3a naq eHTure caMo rorau Kora He ce cepho3Ho orpyeHn.
Oco6eno raj naquenror rpe6a Aa ce cnef,h nojaea na cpqeBu apylrMl4tA u Aa ce cnpoBe4ar aHru-
ap rMr4qKh MepKh aKo e 3arpo3eH cpt.leB or Mt4HyreH BoflyMeH. flponpaHoflon u $exurour
Moxar Aa c€ Kopt4crar raj cpqeea apnrunja noBp3aHa co rpyebe co Amitriptyline, Ho A[roKcl4H He
ce npenopaqyBa.
Herou og cpqeBnre eQerrr,r pearrapaar Ha neqebe co ux$ysnr Ha HarphyM 6nrap6ouar unn
npernasnuBo 3eMabe Ha physostigmine caflxqunar, Ho 3a pyrhHcKara ynorpe6a Ha roa He ce
npenopaqyBa.
Konsynsnure Moxe Aa ce KoHTpon paar co t4HTpaBeHcKo AaBarbe Ha A a3enaM. physostigmine,
ncro raKa, Moxe Aa ce Kophcn4 3a KoHTpona Ha KoHByn3 xt lo norpe6na e nperna3flnBocr,
6r4ejkr uery Apyrrre HeraruBHt4 eQerru, ucro raKa, roj rvroxe Aa npe4u3B Ka KoHBynal4r4.
Paraldehyde n unxanatluja Ha aHecrerhqh co MycKynH penaKcaHTu, ucro raKa, Moxe Aa ce
Kopncru 3a cnpaByBabe co KoHByfl3l4t4.

5. OAPMAKONOUKI4CBOJCTBA
5.1 {Dapuaro4nxaucrucaojcrea
ATC xo4: N06AA09
OapMaxo-TepaneBrcKa rpyna: 3a nexyaar+e na 4enpecraja (oco6eno eHAoreHa genpechja). l4cro
raKa 3a rperMaH ra nokna eHype3a xaj 4eqara.
AunrpnnrtAnuH ce noKaxa AeKa ja 6norr,rpa peancopnqnjara
HeBpoHcKaTa MeM6paHa. TaKa, HopaApeHannHor n cepoToHr4H

Ha pa3Hn
eQeKThTe

HeBpoTpaHcMilrepr Ha
c-e noTeHqnpaHn, urTo

Amitriptyline $ranrra-o6noxen n ra6nenr 1 Omg

Amitriptyline Snnu-o6noxeH.4 ra6nern 25mg
,.,i,r.,,, ,r,,,. j
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EoBeflyBa flo CNS crrMynaqraja. florpaj roa, aMurphnrvnLAH noKaxyBa cunHa aHrnxonrHeprilqHa
aKrnBHocr tA He ro nnxw5npaat MAO. Cenax, npequ3Hr4or MexaHh3aM Ha gejcrao Ha
aMnrpnnrnntA+ He e pasjacner, a Moxe Aa ce rqonxu Ha 6wno t<oj vnu chre oBhe e$exrn.

5.2 OapvraxoKHHerhKa
5.2.1 Ancopnqltja
Amitriptyline necno ce ancop6rapa o,q racrpor4HrecrrHanHnor rpaKr co MaKcrManHr nna3Ma
KoHqeHrpaqutt oKony 6 L{aca no opanHo npnMaFbe. OR Amitriptyline ce sa$aayaa racrpo-
nHTecrnHanHOTo BpeMe Ha rpaH3rr, ancopn1ulara Moxe pa 6uge npoAgn)KeHa oco6eno npu,
nperqo3npaHre.

5.2.2 Ancrpyr6y4nja
Amitriptyline uJfipoKo ce ,qilcrpulynpa Hr43 Llenoro reno vt onuJyrpHo ce Bp3yBa 3a nna3Ma n
rKl4BHt4re nporev{vl . Ce npoqeHyBa fleKa nonyxilBoror Ha Amitriptyline ce flBnxn oR 9 Ao 25
L{aca, uro Moxe ila 6wne oco6eno npononxeHo np14 npeflo3r4paFbe.

5.2.3 Ennunnaqnja
Amitriptyline vua nna3Ma nony-xvtBor 10-50 Ltaca, a ce uera6onv3Apa Bo UpHytor Apo6.
Nortriptyline, neroBnor N-monodemethylated uera6onvtr e SaprvlaronoruKt4 aKrilBeH.
Oxony 25-50o/o oA Ao3ara Ha Amitriptyline ce r3naqyBa Bo ypilHara KaKo HeaKrnBHn Mera6onwrvr
Bo poK oA24 qaca; Mann KonrqilHt4 ce n3naqyBa Bo Sexanuu npeKy lnnvtjapHa ennMuna4uja.

5.3 Ilpe4rnutnv.nu nolqarouu
Arcyrua roKcuqHocr
flaroreHesa:
Amitriptyline e rpvlLlnKnhqeH aHTn,qenpecrB. lAat<o roKcilqHara Ao3a oiq oBaa rareropnja
3HaqnrenHo ce pa3nnKyBa, ,qo3nre oA 10-20m9/kg o6nvHo pe3ynrvlpaar co yMepeHa roKcr4LtHocr,
u flo3ilre og 30-40m9/kg ce qecro $aranun.
Hajnncrara no3Hara SaranHa flo3a 3a Bo3pacHr Ha aMilrpnnrvnn+ e 500 mg, ilaKo e.qeH naqileHT
npexilBea rqo3a o,q 109.
flaqneHrnre co nocroeqKn cpqeBn 6onecrr tA fleqa noKaKyBaar noroneMa ocerflilBocr Ha
Tpl4qnKnnY.Hu aHTnlqenpecnBtt - TtAe npe4n3BuryBaar KaprqmoroKct4L{Hocr norofleMa o4ronxy rcaj
3iqpaBn Bo3pacHr.
MaHr$e craqun'.
Cnunrounre Ha npego3t4paFbero ce npBeHcrBeHo npo,qonxyBabe Ha 3aeiqHrL{Knre HerarnBHil
peaKqilr.
Onulro 3eMeHo, nareHreH nepnog oA 1-12 Ltaca e npocne,qeH co nepr4og Ha qHC crhMyflaqnja.
Teura qHc Aenpecraja o6nqHo cfleiqn no oBaa npBnqHa cn4MynaLryua.
Moxrin QaranHra cpLleBn HapyruyBaFba r HapyuryBaFbe Ha aqh,qo6asHara paMHorexa (oco6eno
aqnrqo3a) ce ncro raKa Ltecryt cnMnroMr4.

6 OAPMAUEBTCK]4 14HOOPMAq]4Ll
6.1 flucra Ha ercqnnneHcyl
Harpnyu cxpo6 rnrKoflar (Sodium Starch Glycolate), rurxpoKpt4cranHa qenyno3a (Microcrystalline
Cellulose), narroea (Lactose), floargon (Povidone), nveHKapeH cxpo6 (Maize Starch), Konor.qeH
cnnvql yM ,qroKclt4 (Colloidal Silicon Dioxide), MarHe3ilyM creapar (Magnesium Stearate),
Hypromellose, MaKporon 400 (Macrogol 400), rtAraHVyM At4oKcr,rg (Titanium Dioxide), raflK (Talc).
l lotuotueH eKcLli lnreHc sa Amitriptyl ine 1Omg: 1pnnnjaHr ct4Ho E133 (Bril l iant Blue E133).
flotvtoLueH eKcl{nnileHc sa Amitriptyline 25mg: Kt4HonytH xonra E104 (OullO[ngY,ellow E104).

,,,4;','.r .r,-,; ;ii"; ;,, . l

Amitriptyline Qnnna-o6nox enu ra6nern 1 Omg

Amitriptyline Smnu-o6noxen n ra6neta 25mg
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6,2 14nrounarn6unxocrn

_ Heua.

6.3 Por xa ynorpe6a
5 roAl4Hll.

6,4 lloce6xt npenopaKl 3a qyBarbe
Amihiptyline ra6neru rpe6a 4a ce qyBaar Ha cyBo Mecro Ha reMneparypa no 2l"C,3aurrhreHh
oA cBeTflhHa v Bnafa.

6.5 naKyBaH,e
Amitriptyline grnla-o6noxeuu ra6nerr l omg: 100 ra6fieru ( 6n|,|crep 10 x 10 ) I ryrula
Amitriptyline sunM-o6floxeH' ra6,neru 25mg: 30 ra6nerr ('6nracrep 10x3) lrcyiuja"
Haqnx xa [3AaBarbe
(R) - Oeoj neK ce r3gaBa caMo co fleKapcKh peqenr.

Epoj n garyu Ha peueH,e 3a npoMer
Amitriptyline Srnu-oonoxeuu ra6neru 10 mg:
Amitriptyline eunu-o6noxerra ra6nerra 2b mg:

flaryu ta npBa n nocneAHa (operqrja Ha ynarcrBoro
Jyau 2010 roguua

flpotaeoguren
Remedica Ltd
Limassol Industrial Estate
Limassol, Cyprus, EU

3acranxrx
"CEnTilMA,'flooen
Caea Koeaqeeh( 13 60.9.- 
1000 Cronje
P.Maxe4oxraja

Am itri ptyl i ne Q r,rn vl-o6noxe n tA r a6 nerra 1 0m g

Am itri ptyl i n e S ran vr -o6noxeH vi r a6 ner rA 2 5 m g

CrpaHa 5 oR 5


