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INPAJIOXKEHHE I

KPATKA XAPAKTEPHCTHKA HA ITPOJAYKTA




U3NbAHUTEAHA ATERUIA N0 NEKAPCTBATA

Kparmxa xapanmepucmuxa wa npodykma - Mpunoxaxue 1

1. HME HA JIEKAPCTBEHHA ITIPOAYKT

--------------------------------------

Tramal, 100 mg, suppositories
Tpaman, 100 mg, cynosuropu

2. KAYECTBEH 1 KOJIYECTBEH CBCTAB

AKTHBHO BEIECTBO: TPAMAAOJ XHAPOXIOPU
Cynosuropuu ot 100 mg

3a BpIHAA CITHCHK HA MOMONIHUTE BEIIECTBA BXK. TOUka 6.1

3. JIEKAPCTBEHA ®OPMA

CynosuTopHH 3a peKTATHO TIPHIOKEHHE
- Oenu 00 KBITCHUKABH C BOCHYECH BH/

4. KJ/IHHHYHH JAHHH

4.1 TepaneBTHYHH DOKA3AHHA

Jleuenue Ha yMepeHa a0 cuina Goka.

4.2 Jlo3MpOBKA H HAYHH HA NPHIOKCHHE
Hdo3npoBka

Jo3ara TpaOpa na 6b4¢ KOpHrHpaHa B CHOTBETCTBHE ¢ HHTEH3HTETA Ha 00MKaTa H MyBCTBUTEHOCTTA HA
oTOeNHNA mauHMenT. OCBeH aKo He € npeAnUcano aApyro, Tpaman TpabBa aa ce mpunara no ceJHUA HAYHH:

BBipacTHH ¥ DOAPACTBAINW Ha Bb3pacT Hal 12 roauHm;
Tpaman 100 mg cyno3uropuu:
50-100 mg TpamManon XuaApoxJIopua npe3 4-6 vaca.

O6rkHOBEHO c/eABa Aa ce U3dHpa Hal-HUCKaTa NocTHTamIa Sonkoycnokoasail edekt no3a. He Tpabea na ce
HaJBUIIABa AHEeBHA 0032 OT 400 mg akTHBHO BEIIECTBO, ¢ H3KIIIOYEHHE HA CNCLIMATHH KIHHHYHA
obcToATENCTRA.

Jlena Ha BB3pacT Haa 1 roauHa:
[Topaay BucOKaTa CH J03a CYNIO3UTOPHH HE Ca MpeaHA3HAYSHH 3a Aelld Ha Bb3pacT noA 12 roauHu.

[TaneHTH B HApEeIHANA BB3PacT:;
OOuKHOBEHO HE ce Hajara KOpeklds Ha A03aTa NMpH NAIHEHTH B HanpeaHanma Be3pacT (ao 75 roamHn) Oe3
KIHHHYHO NposABeHa YepHoApoOHa wiH OBOpeuHa HepocTarbuHocT. IlpH nmamMeHTH B HanpeaHana Bb3pacT
(Haa 75 romMHH) eTMMHHHpPAHETO Moxe A2 Objae yawrkeHo. ITopaan ToBa, ake € HEOOXOANMO, HHTEPBAIBT
Ha JO3HpaHe MOXE [a ¢ YABIDKH B 3aBUCHMOCT OT HY)KAWTE Ha NMau#eHTa.

br0peyuHa HeJOCTATEYHOCT/ANaNK3a K YePHONPOoGHAa HEAOCTATEYHOCT . ,,
[Tpr nmauueHTH ¢ TeXka O6hOpeuyna H/HAM YepHOAPOOHA HEJOCTATHUYHOCT €fIH TRy Hal thatalon e
3abaseHo. [Ipu Te3n nauueHTH TpsAOBa BHHMATENHO Aa ce NpeLieHH HEobxoj NS ENBR § T
HHTEPBAJIATE HA JO3HPAHE B 3aBHCHMOCT OT HYKAWTE HA [JALMEHTA.

Hauvun 5a npEIOKeHHE



Cynozuropuute TpAOBa 1a Ce MOCTABAT PEKTANHO, 34 NPEANOYHTaHE ClIe] H3X0KIaHe.
IIpoab/ARTETHOCT HA NPHIONKEHHETO

Tpamazon npy HUKaKBH OOCTOATENRCTRA HE CNEABA 1A C& MPUIAra NO-NPOALIKATEIHO OT HEOOXOAMMOTO.
AKO npel BUA XapaKTepa U TeXeCcTTa Ha 3a00/1aBaHETO € HeOOXOAUMO NPOARIKHUTENHO IPHIOKEHUE Ha
TpaMazon, TpsOBa BHHMATENIHO M peOBHO MOHHTOpHpaHe (aKo ¢ HeOOXOOUMO ¢ MpeyCTaHOBABAHE Ha
JIGYEHHUETO) 3a Ja C€ OMPEASIA JalIH H JOKOJKO CE€ Hajlara no-HaraTbIIHO JICYCHHE,

4.3 IIporaBonoKazaHHd

Tpaman e npoTUBOTIOKa3aH
- [pU CBPBXUYYBCTBUTSIHOCT KBM TPAMa0J1 HIIH HAKOe OT [IOMOIIHUTE BellecTBa (BXK. To4ka 6.1),
- [IPH OCTPa HHTOKCHKALHA C aJIKOXON, XHMTHOTUUY, aHaANIeTHIH, ONHATH WIH APYrH NCHXOTPONHH
JIEKAPCTBEHH MPOJAYKTH,
- NpH MaUHEeHTH, KOHTO MOMYy4aBaT HHXUOHTOpH HAa MAQO WM KOWTO ca MojyuyaBaid TAKHBA Mpe3
nocneaauTe 14 nHu (BX. Touka 4.5),
- MPU TIALHEHTH ¢ SMUICTICHA, KOATO HE € aIeKBaTHO KOHTPOJIHpaHa C JIEYESHHE,

- 34 [IpUIaraHe Npy JICYEHHE 3a OTKA3BAaHE OT HAPKOTHLIM,
4.4 ChoennajHd npegynpexieHas B NPeANasHA MEePKH Npn yunorpeba

TpamMamon MoXKe Ja c€ W3MOJI3Ba ¢aMo ITPH MOBHIICHO BHAMAHHE IMPH TAUHMEHTH 3aBUCHMH OT OMHATH,
NAIHEHTH ¢ TpABMa Ha raaBarta, 0K, HAaMAJICHO HUBO HAa CBh3HAHHE C HEYCTAHOBEH MPOH3X0R, HAPYIICHHE Ha
AWXAaTEIHUA UCHTHD HITH QYHKIMA, TOBHIIEHO BETPEUYCPENHO HAIATAHE.

Ilpu naumenTH YyBCTBUTENHN KbM OMHATH TPAMaJo clie/iBa Aa ce IpuUiara camo ¢ NOBHILIEHO BHHMAHHE,
Hma ¢c0o01eHHs 3a rep9oBe [IPH NAIHEHTH MOyYaBaTd TPaMaaAo B MPENOPBYBAHWTE A030BH HHUBA. PHCKEBT
MOJKE [1a ¢€ MOBHIIH, KOraTo JO3HUTE TpaMaAon XHAPOXJIOPUA HAABHULIABAT NPENOpPLYUTE/IHATA THEBHA rOpHa
rpanuna (400 mg). OcBen ToBa TpaManoJl MOXKE Ja MOBUIUMA PHCKA OT I'bPYOBE [IPU MALMEHTH NPHEMAIIH
APYTH JeKapCcTBEHH TIPONYKTH, KOHTO HaMansear mpara Ha ropp4oBere (BXK. Touka 4.5). Ilammentn ¢
EMIICTICHA WM TAKHBA KOMTO C€a TIOJAT/IMBH Ha MOABA Ha IepuoBe TPAOBA fa ce JIeKyBaT ¢ TPaMaaoJ CaMo
IpH HATHYHE Ha 0e3CMOpHE OOCTOATENCTBA HATATAUIH TOBA ICUYEHUE.

Tpamazon uma HHCEK NMOTEHLHAN 3a pa3BHTHE HA 3aBHCHMOCT. [IpH NPOABIDKUTENHO JICYSHHE MOXKE Ja ce
pa3sBHE TOJIEPAHTHOCT, (U3MYECKa M NCHXHYSCKA 3aBHCHMOCT, IIpH MaLMEeHTH CBC CKIOHHOCT KBM
snoynoTpeba WM 3aBUCHMOCT OT HApKOTHUM (JIeKapcTBa), JieueHHe ¢ Tpamanos Tpadea aa ce MpoBexAaa
CaMO 3a KpaTKH NEPHOOH NMOJX CTPUKTEH MEAULIMHCKY KOHTPOII.

Tpamazgon He € NOAXOAAIL KaTO 3aMECTHTE) IIPH 3aBUCHMH OT ONMHATH NalHEHTH. Makap ye e onlouaeH
arOHUCT, TPaMaaoil HE MOXKe Jia MOTHUCHE CUMIITOMHTE Ha OTHEMAaHE TPH OTKa3 0T MOpQHH.

4.5 BianmofeHlicTBHE C APYIH JIeKAPCTBEHHA NPOAYKTH B Apyrd GJopMH HA B3aHMOACHCTRHE

Tpamanon ne Tpsabera aa ce koMOuuupa ¢ nHxuOHTOpH Ha MAO (BX. Touka 4.3).
Ipu naimenTa TpeTupanu ¢ HHxuOuTOpH HA MAQO B npeaxonnure 14 qHM npeny NMpUnaraHeTo Ha onuvara
neTHaAuH, ca Hab/rOJaBaHW KUBOTO-3aCTPAIABAINH B3aMMOACHCTBUSA 3acAralid LEHTpalHaTa HEPBHA
CHUCTEMA, AMXare/HaTa ¥ cbpacvHa GyHKUHH. ChluTe B3anMozeiticTBHA ¢ naxudutopy Ha MAO ne Morar
Aa ObaT U3KMIOYEHH MPH NMpUJIarane eaHOBpeMeHHO Ha Tpamann.
EnHOBPEMEHHOTO MPUIOKECHHE Ha TPaMAAOA W APYTH JEKapCTBEHH MPOAYKTH C
ACHCTBHE, BIIIOYHTETHO alkoxon, ycwisa edexrure Bupxy LIHC (Bxk. Touka 4.8).
Pesynrature oT ¢apMakOKMHETHYHHMTE NMPOYYBaHHSA JOcera ca NOKAa3anM, 4¢
NPEAXOXKIAMO NPHIOKEHHE HA CHMCTHAHH (SH3HMEH HHXHOWTOD) Manko Befls
KIHHHYHH TNpOABH Ha B3aHMOACHCTBHE. EJHOBPEMEHHOTO WIH TNIpeaxql
xkapbaMazenuH (eH3MMeH MHIOYKTOp) MO)Xe Ja TOHHXKH AaHaJreTU4H
NMPOABHKHTEIHOCTTA HA ACHCTBHE.




KoMmOHHaumaTa CbC CMECEHH AroHHMCT/aHTArOHHCT (Hamp. OympeHoppuH, HanOydHH, NEHTAa303HH) H
TPaMaJoJ He € 3a PENOophYBaHe, ThH KATO aHAJMeTHYHHUAT eekT Ha YHCTHA arOHUCT, KaKBBTO € TpaMaaoJ,
MO TCOPETHYHO Aa ObJe 0Tcaa0eH NMPH MOA0OHH YCIOBHA.

Tpamanon Moxke Aa HHAyIFpa T'bp4YOBe H Ja TOBMIONH NOTEHIHana 3a NPUYMHABAHE HAa TIbLpUYOBE HA
HHXHOHWTOPHTE HA CEPOTOHHMHOBUA OOpaTeH MpHeM, TPHIBKIHYHHTE aHTHICIPECAHTH, aHTHIICUXOTHLWATE H
JAPYTH HaAMIABAMIH [Ipara Ha rePYOBETE JICKAPCTBEHH MPOAYKTH.

B usonupaHu cnydad uMa ¢cbpo0IIEHHA 32 CEPOTOHWHOB CHHAPOM BBB BPEMEHHA BPDB3Ka C TEPANEeBTHYHOTO
MPHIOKECHUE Ha TpaMaaoi B KOMOHHaMA ¢ APYrH CEPOTOHWHEPrHYHH JIEKAPDCTBEHH IPOAYKTH KAaTo
CEJICKTHBHUTe HHXUOWTOPH Ha cepOTOHHHOBHA oOpareH npuem (SSRIs) unu ¢ uaxuburopu Ha MAO.
IlposBH Ha CcEepOTOHHHOB CUHApOM Morar fa ObJar, HampHMep, OOBpKkBaHe, O€3MOKOHMCTBO, TPECKA,
U3MOTABAHE, aTaKCHA, XUNEppedJieKCHA, MHOKMOHYC M aHapuda. IlpeycTaHOBABaHETO Ha IpHEeMa Ha
CEPOTOHHHEPIrHYHH JIEKAPCTBCHH MPOAYKTH OOUKHOBEHO BOJH 10 O1p30 nogodpenne. JledenneTo 3aBHUCH OT
XapaKTepa U TCKECTTA Ha CUMITTOMHTE.

C noBHllleHO BHMMaHHWE Clie[Ba Aa C€ TPOBEXKOA €IHOBPEMEHHO JieYeHHE ¢ TPaMaZosl H KyMapHHOBH
NMPOU3BOIHYU (Hamnp. RapdapHH) nopaau cro0LeHHATa 3a noBuineH INR ¢ KbpBeHe M €KXHUMO3H MPH HAKOH
MAUMEHTH. |

JApyru akTUBHH CBEIHHEHHA, 338 KOMTO ce 3Hae, 4¢ rmoTucKaT CYP3A4, KaTo KETOKOHA30/ H CPUTPOMHLIHH,
MOTAT Jia TOTHCHAT MeTabou3Ma Ha TpaManon (N-aeMeTHIHpaHe), a BEpOATHO i MeTabon3Ma Ha aKTHBHHA
O-nemetunwpad Metabonur, KITHHHYHOTO 3Ha4Y€HHE Ha MOAOOHH B3aWMOACHCTBHA He € Oun npoydeH (BxK.
TO4YKa 4.8).

Ilpy orpanrveH GpoH MpoyvBaHus Npe- WM NOCTOISPATHBHOTO NMPHIOKEHHE HA aHTHEMETHIHUA 5-HT3
AHTArOHUCT OHZAHCETPOH NOBHINABA HYKAUTE OT TPAMaaoN MpH NALMCHTH ¢ TIocTonepaTieHa Oorka.

4.6 bpeMennocT H KbpMene

IIpoyuBaHUATa BEPXY XKHBOTHH C TPAMaj0JI MOKA3BaT CHIISCTBYBAHETO MPH MHOIO BUCOKH JO3H HAa €PECKTH
BBPXY OPraHHOTO pasBHTHE, OCHPHKALUATE U HEOHATAJIHATA CMBPTHOCT. T paManoiI npeMuHaBa npes
InaneHTara. CrlecTBYBAT HEaAEKBATHY JAHHH 32 6e30MacHOCTTa Ha TpaMazol IipH OpEMEHHH KEHH.
Ilopaau ToBa TpamMagon He TpAOBa fa ce HANOA3BA NpH OpeMeHHH JKEeHH.

Tpamamon — npuaIcKSH Npeay WM II0 BpeME Ha paXkAaHEeTO — He MOBIMABA KOHTPAKTWIHOCTTA Ha MATKAaTa.
[Ipn HOBOpOAEHM MOXe Ja TIpeAW3BHKA NPOMEHH B YeCTOTaTa Ha JMIIAHE, KOMTO OOHKHOBEHO HSMAT
KIMHWYHO 3HaveHHe. XpoHUYHATA YnoTpeba mo BpeMe Ha OpeMeHHOCT MOKE Aa AOBEAE A0 HEOHATATHH
CUMIITOMH Ha OTHEMAHE.

ITo Bpeme Ha kepMeHe 0.1% ot nozara npueTa or MaHKaTa C& CEKpeTHpa B KbpMaTa, TpamManon He ¢e
NpenoprYBa IO BpeMe Ha KbpMeHe, Ciell SAHOKPATHO NPUiIOKEeHHE Ha TPaMaosi OOMKHOBEHO HE € HY)KHO
Jla ce MIPEYCTAHOBH KEPMEHETO.

4.7 EdexTn BbpXy cnocoOHocTTa 32 modEpaHe H padoTa ¢ MAIIHHA

Jlopu koraro ce B3eMa Crope/ YKa3zaHUATa, TPAMaJoN MoXKe [1a NMpeaU3BHKa NOABaTa Ha ¢peKTH KaTo
CHHJIMBOCT H CBETOBBPTEK M NOpaaH TOB& MOXKeE Ja 3a0aBH peaKIIHHTE Ha O(HOpHU U ONIepaTOpH Ha
MalIHHHU, ToBa ce oTHaca ocobeHO BHB BPB3Ka APYIrH ICHXOTPONHH CheAMHEHUA, H 0CODEHO aJIKOXOIl.

4.8 Hexesqann JeKAPCTBEHH PeAKIHA

Hail-yecTo cpobiiaBaHMTe HeXenaHH peaklUMM €a IaJcHe H CBETOBBLPTEXK, M JABeTe HaObmoAaBaHH MpH
nosege o1 10 % oT nmanuenTHTE.

CbpAgMHO-CBAOBH HADYILIEHHUA:

Heyecmu (>1/1000, <1/100): cbpae4HO-CBAOBA perynanus (ManmuTalis, TaXHARgHs

XMITOTEH3HA WIH KapAuoBacKkyiapeH konamnc). Te3sHn HexelaHM JeKapCTBEHH peaKuy @ " 6E 10

0cofeHo 9eCTO MPH BEHO3HO MPHIOKEHHE H IIPH MALMEHTH ¢ MCHXHYECKH CTpec. | e
<

Peoxu (=1/10000, <1/1000}: 6pagukapaus, NOBHIICHA CTOHHOCTH Ha KPHBHOTO HAJIATaf

Hapymenus Ha HEpBHATA CHCTEMA:
Mnozo vecmu (21/10). cBeToBBpTEXK




Yecmu (=1/100, <1/10): rmaBoOonue, CHHIMBOCT

Peoxu (=1/10000, <1/1000): npomeHeH amneTHT, napecre3nd, TPEMOpP, TMOTHCKAHE HA OHIOAHETO,
eNnuIenTHGOPMEHH I'bPYOBE, HEBOJIEBH MYCKYJIHH KOHTpAaKIHMH, a0HOpMHA KOOPAWHALIAA, CHHKOIL.

AKO NpenopBYBAHMTE 03U CE HAABHIUAT 3HAYHTE/IHO M ¢AHOBPEMEHHO C€ IPUIAraT APYrH UEHTPAJIHO
OCHCTBAIIHM ASIPECAHTH (BX. TOUKA 4.5), MOXe Ja ¢e MOIy4YM ITOTHCKAHE HA NHIIAHETO,

EmunentudopMeHd I'epyoBe ¢€ NMOABABAT OCHOBHO CJIeH CJI€J NMPUWIAraHe Ha BHCOKH JO3HM TpaMajosl HIH

ced €AHOBPEMEHHO JIYCHHE C JICKAPCTBCHH MPOAYKTH, KOMTO MOraT [ia TOHKDKAT I'bPYOBHSA IIpar. (BXK.
Touka 4.4 u 4.5).

[ IcuxuyHU HapyIIEHU:

Pedxu (=1/10000, <1/1000): xamouunanMy, 00bpKBaHe, HAPYIIEH ChbH, TPEBOXKHOCT U KomMapH. TIcHXHYHH
HEAEJIAHW peaklM¥ MOTaT [a ¢e MOsABAT C/EA MpHiIaraHe Ha TpaMagoj, KaTo BapHpar HHAMBHOIYaTHO NO
MHTCH3UTET M XapakTep (B 3aBUCHMOCT OT JIMYHOCTTA H MPOABL/IKUTEIHOCTTA HA JIGUEHHETO). TyK cmazar
[IPOMEHH B HAacTpoeHHeTO (OOMKHOBEHO IIOBMILEHO, TIOHAKOra AWCGOPHYHO), NPOMEHH B AKTHBHOCTTA
(0OMKHOBEHO MOTHCHATA, MOHAKOra NOBHIICHA) H IPOMEHK B MO3HABATE/IHUA M CETHBEH KamaluTeT (Hanp.
[NoseACHHE CBBP3aHO C B3EMAHE Ha pPeIICHHA, HapylieHa nepuenuua). Moxe na ce passue 3aBHCHMOCT.

OuHu HapyIIeHHS:
Peoxu (>1/10000, <1/1000): saMbriieHO BHXKAAHE

HuxaTenHyu HapYIUICHHS:
Peoxu (21/10000, <1/1000): aucrnes
Hma cpoOluenHs 3a BIONIaBaHE HA aCTMa, MAKap Y€ HAMA }’CT&HUBEH& CBhC CHIYPHOCT IMPHYHHHA Bph3Ka.

CToMalHO-4YpeBHU HAPYIICHH:

Mnozo vecmu (Z1/10): ranene

Yecmu (=1/100, <1/10): 3anek, cyxoTa B YcTaTa, MOBPBHINAHE

Hevecmu (>1/1000, <1/100): nmo3uBu 3a NOBpBIaHe, CTOMALIHO-YPEBHO Jpa3HEeHe (ycelllaHe 3a TEXKeCT B
CTOMaxa, MoyBaHe), AUapus

Hapyuiennsa Ha KOXa ¥ MOAKOKHA ThKAH:
Yecmu (>1/100, <1/10): usnoraeate
Hevecmu (>1/1000, <1/100): xoxunl peakiiui {Hanp. NpypHuTyc, 0OpHB, YPTHKapHA)

KoOCTHO-MYCKYJIHH HAPYIIEHUS;
Peoxu (>1/10000, <1/1000): aeurarenna caaboct

XKAabs4yHO-9¢pHOAPOOHH HAPYIICHHS:
IIpn Manxo H30JIHPaHU CAYYaH ce ChoOIAaBa 3a TIOBHIIEHH CTOMHOCTH HA YepPHOAPOOHHUTE €H3NMH BLB
Bp€MEHHA BpBh3Ka C TEPANSBTHYHO NpHiIarald TpaMagol. -

brOpeunn u yprHapHR HapyLISHNUA:
Peoxu (21/10000, <1/1000): cmymesHHs B YpHHHpaHEeTO (TPYAHO YPHHUPAHE, AU3YPHA W 33IpPBXKKa Ha

ypHHa)

OOHIM HapYTIICHHA:
Yecmu (>1/100, <1/10): ymopa
T

Peoxu (21/10000, <1/1000): anepruanu peakidu (Hanp. 3agyx, OpoHX0Ca3bM, XpHIIOBE, / IHEBPOTRYEH
OTOK) 1 aHA(DHIAKCHS; CUMITTOMY TIPH peaKLiUs Ha OTKA3BaHE, NOROOHM Ha Te3H HabO %gﬁ‘ 1pi ﬁc)
OTKa3BaHE OT OMNMATH, MOTaT Jia ce MOsABAT, KATO C& H3pa3aBaT B: Bb30yaa, TPEBOKHOCT
XUIEPKHUHE3US, TPEMOP H CTOMAIIHO-YPEBHH CUMNTOMHM, J[pyru CUMITTOMH HaO/IONAKA
NIPEKPaTABAHE HA JICYEHHETO ¢ TPAMaoJl ca: MPHUCTHIIN Ha MAHWUKA, TEXKKA TPEBOKHOCH,
napecTe3uH, THHHTYC ¥ HeoOM4aHM CUMITTOMHM OT cTpaHa Ha ITHC. \
Ilpu BcsAKo rpynHpaHe B 3aBHCHMOCT OT Y€CTOTATa , HEXKEJIAHUTE JIEKAPCTBEHH peaxiuul
HU3XOAALI pejl MO OTHOMIEHHE HA TEXECTTA.




4.9 Ilpexosmpane
Cumnmonmu

ITo npuHUMI OpH OTpaBfgHEe ¢ TpaMalod CNeABA Ja ce€ O4YaKsa NOABATA HA CHMITTOMH, XapaKTepHH [IpH
OCTAHAIUTE LICHTPAIHO AEHCTBAIUM aHanreTUUm (onuatH). Te BKMOYBAT HaH-Be4Ye MHO3a, MOBpPLILAHE,
ChPACYHO-CBHJI0B KOJanc, HapyleHHe Ha CB3HAHUETO JI0 KOM4, I'BPYOBE€ H TIOTHCKdHE Ha JMUIAHETO OO
PeCTHpATOPEH apecT.

Jlevernue

[Ipunarar ce obwiu MepkH B ycnoBud Ha cnemHocT. Iloaaspka ce AMXaTeNHa NpoXoAUMOCT (acnupanus!),
NOAABPIKA C€ QUIIAHETO M LIMPKYJALMATA B 3aBHCHMOCT OT CMMIOTOMHTE. [IpH HHTOKCHKALMA C OpalHH
GOopMH, CTOMAXBT C€ HU3Npa3Ba KaTO c€ MpPEeAHM3BHKBA IOBpBIAHE (MALIMEHT B CH3HAHHE) HAH CTOMAIIHA
NPOMMBKA. AHTHAOT 34 PECIIMPATOPHATA ReNpecHia € HANOKCOH. IIpH ONMMTH ¢ JKMBOTHH HAJIOKCOH HE
MOBJIMABA rEpUOBETE. B TakuBa ciyyau TpabBa Aa ce nprnara quasenaM BEHO3HO,

Tpamanon ce enHUMUAHKPA MEHAMANHO OT CEpyMa TIPH XeMOZANATH3a HA Xemodunrpaims, 11opaau Topa
JICYEHHUETO HA OCTPpa MHTOKCHKALHA ¢ TpaMasi ¢ TOMOLITA CaMO HA XEMOAHAJIH3a MIIH XeMOQUITpaLus He €
NOAXOAALIO 28 ASTOKCHPHKAITHS,

5. ©GOAPMAKOJIOT'HYHHU CBOUCTBA

3.1 dapmMakoAARAMHYHA CBOHCTBA

QdapmakorepanesTHYHA rpyna: apyru omaaty; ATC-kon: NO2 AX02.

Tpamanon € LeHTpaATHO IeHCTBAIN OMHATEH AHANTETHK. TOM € HECENICKTHBECH YHCT arOHUCT Ha M, O H K
ONHATHHTE PELICNITOPH ¢ TIO-BHCOK a(HHMATET KBM |4 peuenropa. Jpyra MexaHu3smMH, KOWTO JONPHHACAT 32
HETOBHA aHANr¢THYMEH e(eKT ca MOTHCKAHE Ha HEBPOHATHHMA O0paTeH mNpHeM Ha HOPaApCHaNWH H
[MOBHUIEHO OCBOOOKAaBaHEe HA CEPOTOHHH.

Tpamanon uma aHTHTYCHBEH edekT. 3a pa3iidKka OT MOP(HHIH, aHAITETHYHHTE AO3H Ha TPAMaloJl B FOJIAM
JHAMNa30H HAMAT NOTHCKALN AMIIaHeTO edeKT. OCBEH TOBA H YPEBHHIT MOTHIIMTET €€ 3aCAra B MO-Majika
creneH. EQexTuTe BbPXY KapAHOBaCKy/IapHaTa CHCTEMa ca ¢ TeHAeHUHUA Aa Onaar cinabu. MoimHocTTa Ha
Tpamanon ce otudta kato 1/10 (eana necera) no 1/6 (eana mecra) oT TasH Ha MOp(pHHA.

3.2 DPapMaKOKHHETHYHH CBOHCTBA

AbcomotHara bnoHaTHaHOCT Ha Tpaman cynozuropun e 78 + 10%.

Tpamanon vma BucoK ThkaHeH aduuuTeT (Vi = 203 £ 40 1). OTHOILIEHHETO HA MIA3MEHOTO NMPOTEHHOBO
CBLp3BaHe e okoio 20%.

TpaManon nmpeMHHaBa NpPe3 KPBLBHO-MO3BEYHATA H IUIaneHTapHa GapucpH. MHOro Majiky KOJHMYECTBA OT
CbEAHHEHHUETO H HErOBOTO O-Ae3METI MPOH3BOARO Ce OTKpHBAT B KbpMaTta (choTBeTHO 0.1% 1 0.02% ot
[PUIOXKEHATA 103a).

ITotHckaHeTo Ha exH WITH U AsaTa nzoeHzuMa CYP3A4 u CYP2D6 yuacrpamu B OuoTpaHcpopMaLiiuaTa Ha
TpaMaaoJl MOXKE A3 IOBJIMAS HA HUBOTO HA TUIA3MEHATa KOHUEHTPALMA HA TPaMaJo/ WIH HeroBHs akTHUBEH
mMeTaboauT. Jlocera HAMAa CHOOIMEHUS 32 KITHHHYHO 3HAYHMH B3aHMOJSHCTBHA.

Tpamagon u HeroBHTEe MeTabOHTH ce eKCKPETHpaT IOMTH HAITBLIHO Npe3 ﬁ'BﬁpEEIJ.HTB KyMynarHeHaTa
ypHHapHa exkckpetms ¢ 90% ot ofwiata pagMOaKTUBHOCT Ha NpHIOKeHaTa Ao3a. Bpe m@% ROT
tinps € mMpEOIM3NTENHO 6 h, HesaBUCHMMO OT HauuMHA Ha npmickeHue. [Ipy mauueHT / ﬁ

rOXHHH TO Moxe na OpAe yAbmkeHO ¢ (paxrop npubnuzurenHo 1.4. Ilpu nanwe 83 &Iy 2 fﬁﬂ
Apob e ycTaHOBEHO BpeMe Ha nojtykusot 13.3 + 4.9 h (tpamamon) 1 18.5 £ 9.4 h (C g - _rr"-’.-f-‘-;"'.-:a-
eKCTPEMHH CJTy4aH ¢a YCTAHOBEHH, chOTBeTHO 22.3 h u 36 h. Ilpn maumeHTH ¢ OBlpedia HeRdetsi

(KpeaTHHHHOB KIMpBHC < 3 ml/min) croiinocTHTe ca chotBeTHO 11 = 3.2 h w 16§ % 7 ke
ciyvau ¢eoTBeTHO 19.5 hm43.2 h. \

IIpy xopa Tpamamon ce Mmerabonmzmpa OCHOBHO upe3 N- uH O-aemeTiiHpaHe H

ACMETWINPAHWTE TIPOAYKTH ¢ TJIIOKOpOHOBA KHcenuHa, Camo O-meaMeTHiaTpaManon € (papMarGIOTHYHO
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aKTHBCH. IMa 3HAYHTEIHH BLTPCHHIWBHAYAIHHM KOJUYECTBEHH Pa3/IMKU MEXKAY OCTAHAIHTE METabOJIMTH.
Jocera B ypuHaTa ca OTKPUTH enuHajgecer wMertabonura. OOHUTHTE ¢ KUBOTHM ToKasgaT, ue O-
Ae3METHITPaAMaao/l € MO-MOILUEH OT OCHOBHOTO Che/IMHEHHe ¢ (akTtop paBeH Ha 2-4. Bpemero My Ha
MOy KHUBOT t1ng (6 3apaBu aoGposomuu) ¢ 7.9 h (quanazon 5.4 - 9.6 h), T.e. Mo CBIKECTBO KAaTO NpPH
TpaMaJoJ.

Tpamanon nma nuHeeH gapMakOKHMHETHYCH NPOQII B pAMKHTE Ha TepalleBTHYHATA J1034.

Bpe3kata Mexay cepyMHUTE KOHUCHTPAMH H AHANTETUYHHA eQEKT € 103a-3aBHCHMA, HO B OTHEITHHUTE
CJlydad Bapupa 3HauMrenHo. O6ukHoBeHO cepyMHa KoHnieHTpauua ot 100-300 ng/ml e edexruBHa.

5.3 IlpeaxknHHE9HE JaAHHA 33 GezomacHOCT

[Ipy MHOrOKpaTHO OpanHO U NapeHTEpaIHO NPIWIOKEHHE HAa TpaMaio/ B NPOABLDKCHHE Ha 6-26 ceaMMum
NpH I[UTBXOBE M KyYeTa H OPaHO NPUIOKEHHE 12 Mecena Ha Ky4YeTa XEMaTOJIOTHYHHTE, KIHHHKO-
XHMHYHHTE H XHCTONOTHYHH NPOYYBAHHA HE INOKA3BAT HAJIMYHE HA CBBbP3aHH CBC CheTHHEHHETO MPOMEHH.
[IpogBHTE OT cTpaHa Ha UECHTpalnHAaTa HEPBHA CUCTeMa ce HabmoaaBaT eRAHMHCTBEHO Clie[, BUCOKH IO03H,
3HAYUTESIHO HAJ TCPaleBTHYHMA OWAIa3CH U CE€ HU3pa3spaT B: OE3NOKOHCTBO, CajlMBalMA, KOHBYJICHH H
HaManeHo tenecHo Terno. [Lrbxose u Kysera noHacaT opanHu A03H 0T ¢hoTBeTHO 20 mg/kg u 10 mg/kg
TEJIECHO TEerjIo, a IPH Ky4YeTa MpHIaraHeTo Ha pekTanHH Jo3H 0T 20 mg/kg TenecHO Terno He BOAW A0
[OABATA HA HAKAKBU PEaKLIvH.

[Ipy murexoBe TpaMamon B go3a 30 mg/kg/nen Harope NpUYHHABA MOABAaTA HA TOKCHYHH €QEKTH IpH
MaiKHTe H NOBUIICHA HEOHATaHA CMBPTHOCT. [Ipn nokonerueTo 3abaaHeTo ce HabmoaaBa noa gopmarta
Ha CMYTeHa ocH(uKallua H 3a0aBeHO OTBApAHE Ha BJIATAJIHINETO H OYMTE. MBXKKHAT (QEpTHIMTET HE Ce€
3aciara. Ciaexn no-sucokH o3y (ot 50 mg/kg/neH narope) »KeHCKHTE HHIMBHAKX UMaT HaMalieHa 4eCcTOTa Ha
3abpeMenaBane. [Ipy 3aiiumM MMa TOKCHYHM edeKTH npH XKeHckure cien A034 oT 125 mg/kg Harope u
CKEJIETHH @HOMAJTHHY B HOBOPO/ICHHTE.

IIpn Hakom cucTeMH 3a M3CNECABaHHA MH BAUTPO HMAa JIAaHHH 33 MYTareHHH edekTH. IIpoyuysanusaTa HH BHBO
HE TNOXa3BaT TakuBa edexkTd. Crnopen HATpPymaHMTe 3a MOMEHTA TO3HAHMA, TPaMajaon MOXKe Ja ce
Ki1ac(rLMpa KaTO HEMYTareHeH.

Ilpoy4yBaHUATa HA TYMOPOTEHHHA NOTSHIHA Ha TPaMaZod XHAPOXAOPH ca NMPH ILTEXOBE U MHILKH,
IIpoyuBaHeTo npy MIBXOBE HE NOKa3Ba JaHHH 3a CBBP3aHO CHC CHEAVHEHHETO YBENHYEHHE B YECTOTATA Ha
TyMopure. 11pu nnpoy4yBaHreTa BrpXy MHUIODKH UMa MOBHILICHA YSCTOTa HA YEPHOAPOOHOKIETEHHHTE a[CHOMH
NpHU MBXKH HHIUBUJH (103a-3aBHCHMO, He3HaUHMO nioBHiIeHHe OT 15 mg/kg Harope) U MoBuMilieHa 9eCTOTA
Ha DeoapoOHUTE TYMOPH NPH SKEHCKH HHAWBHAW NPH BCHYKH I'PYIH A030BH IPyNH (3HA4YMMO, HO HE 103a-
3aBHCHMO).

6. GAPMAIEBTHUYHH JAHHH

6.1 CnucbK Ha DOMOIIHHTE BEIECTBA

Tpaman, 100 mg, cynosuropusu
Tebpaa MmazHHHA

6.2 HecenBMecTEMOCTH
He ca npencrasenun
6.3 Cpok Ha rogaocT

- Tpaman, 100 mg, cyno3uTopHH
Kmumatuaag 3oum I-1I; 60 Mecena

,[[a HC CC HU3IT0JI3BA CJICA CPOKA HAa rOAHOCT, OTIICHaTaH BEPXY OIIaKOBKATA.

6.4 Coeunannn yc/10BUS HA chXpanennAe




Tpaman, 100 mg, cynosuropum

Ha He ce cexpaHABa IpH Temrieparypa Hag 30 °C.

6.5 /lannn 32 0NAKOBKATA

Onaxkoeku o 5, 10, 20 cpemmmuku

He BcuukH BHAOBE ONAKOBKH MOTAT Aa ObAaT IMyCHaTH B npoaaxoda.
6.6 ChnennalHH NpeINasHH MEePKHA NPH RK3XBbLPJISHEe <H padoTa>
HsaMa cneuyanHy H3UCKBaHHAL.

Heuznon3panuAT NpoaYKT WIH OTNAXBYHHTE MATEPHUAH OT HETo TPAOBa Aa C€ U3XBBPNAT B CHOTBETCTBHE C
MECTHHTE W3UCKBAHUA.

7.  IIPHTEXATEJI HA PAZPEHIEHHETO 3A YIIOTPEBA
Griinenthal GmbH

Zieglerstalle 6, 52078 Aachen, ['epmanus

Anpec: Griinenthal GmbH, 52099 Aachen, 'epmanus

8. HOMEP(A) HA PAJPEILIEHMETO 3A YIIOTPEBA

Ne [1-6696/20.01.2003 r

9. JATA HA ITBPBO PASPEINABAHE/TIOTHOBABAHE HA PA3PEIIEHHETO 3A
YIIOTPEBA

20. 01. 2003

10. JATA HA AKTYAJIML3UPAHE HA TEKCTA

®deppyapu 2007
(Bepcua: 11.0)




