KPATKA XAPAKTEPHCTHKA HA ITPOJIYKTA

1. HME HA JEKAPCTBEHHUA ITPOAYKT

[Ipamunekcon Canpos 0,18 mg TabneTku
Pramipexole Sandoz 0,18 mg tablets

[Tpamunekcon Cauzos 0,7 mg Tabnerku
Pramipexole Sandoz 0,7 mg tablets

OgobpeHus Ne v versiereesitiil

2, KAYECTBEH A KOJIHYECTBEH CBHCTAB

Hpamunexcon Canooz 0,18 mg mabremxu:
Besxka tabnerka ceaspxa 0,18 mg npamunexkcon (kato 0,25 mg npaMHneKkcosn AMXUAPOXTIOPHA

MOHOXMIPAT).

Ipamunexcon Canoos 0,7 mg mabaemxu:
Bceska Tabnerka csabpika 0,7 mg npamunekcon (kato 1,0 mg npaMUnexcos AUXAIPOXFOPH]

MOHOXHMpAT).

3a DBRJIHUA COMCHK HA MOMOUTHHATE BELECTBA, BIOKTE TOUYKA 6.].

3. JEKAPCTBEHA ®OPMA
Tabnerka.

IIpamunexcon Canodos 0,18 mg mabremxu:
benu no xpemaru, HeOOBUTH, ¢ OBaTHA (popMa TAONETKH ¢ AeIUTEIHA YEPTa OT JABETE CTPAHH.
Tabnerkure MoraT Ja 6BAaT pa3geeHHd Ha ABE PaBHH JO3H.

Hpamunexcon Canoos 0,7 mg mabaemxu:
benmn 10 kpemagu, HEOOBUTH, ¢ KpbITa dopma TabNeTKH ¢ JISTHTEIHA YepTa OT IBETE CTPaHH.
TabmerkuTe MoraT Aa OBpAAT pasgeicHH Ha JBE PABHH JO3H.

4, KJIAHHYIHH JAHHU

4.1 TepanepTHYIHA DOKAIAHUSA

[Tpamunexkcon Cana03 e MOKa3aH 3a JICUeHUue Ha NPHU3HAIKM ¥ CHMITTOMH Ha MOHOTIaTHYHA 00JTecT Ha
[Tapxuncon, camocToATeNHO {03 NeRoaOna) HiIH B KOMOMHALTAA ¢ IEBOIONA, T.C. B X04a Ha OoNecTTa,
npes KbCHUATE CTAJHM, KOTaTo €(GeKThT Ha JICBOAOTA CE H3UEPIIBa HIM CTaBa HEIIOCTOSHEH U
HACTBIIBAT QUIYKTYALMH B TCpaTleBTUMHHAA €(eKT (B Kpad Ha NO30BHA HHTEpBan wiH “on off”

ryxTyanun).

4.2 [Jlo3upoBxka H HAYHH HA NPHIOKEHHE

bonecr na IlapkuHcOH
JlHeBHaTa A03a ce mpWiara B paBHHM €MHHYHM N03H 3 IBTH QHEBHO.

HauvanHo JedyeHHe




Hosurte TpsA0Ba Ja ¢e NOBUIIABAT MTOCTENIEHHO OT HavanHa ao3a 0,264 mg 6aza (0,375 mg con) qHEBHO
M CIIE/] TOBA [Ia CE IIOBUINABAT HA BCEKM 5 - 7 AHM. AKO NMAlHEHTHTE HE H3MMUTBAT HETIOHOCHMH
HEXEIAHH PeaKildi, /103aTa TpAdBa Ja ce TUTpHpa A0 AOCTHraHe Ha MaKCHMAJICH TepareBTHYCH
ceKT.

Cxema 23 IOBHINABAHES HA J034Ta Ha NPpaMHANICKCO]

Ceamuna | Jlosa (mg 6aza) | O6ma queBHa moza (mg 6a3a) | Hosa O6ma aHeBHa Ao3a
(mg com) | (mg con)
] 3x0,088 0,264 3x0,125 | 0,375

2 3x0,18 0,54 3x0,25 10,75

3 3x0,35 | 1,1 3x0,5 1,50
AKO € HeoOX0MMO IOCIeARALIC TIOBHINIABAHE HA 103aTa, JHEBHATA J103a CJIE/IBA 13 cE MIOBHIIIABA C
0,54 mg 6aza (0,75 mg con) Ha cenmuANa 1O AOCTHIaHe HA MakcuManna a03a 3,3 mg 6aza (4,5 mg con)
JHEBHO.

Tpabsa aa ce ordenexn, obave, ye yecToTaTa HAa CHHIMBOCT C¢ ITOBUINIABA ITPH A03H [T0-BUCOKH OT 1,5
mg/nqHeBHO (B1K TouKa 4.8).

Iloaaspskalllo ICUSHHE:
HMuavuengyanHnara 1o3a tpaOBa aa Owje B guanasosa ot 0,264 mg 6aza (0,375 mg con) 1o MaKCUMYM

3,3 mg 6aza (4,5 mg con) AHeBHO. B Tpu KIIOY0BH NIPOYYBaHHs ¢ MOBHINABAHE Ha f03aTa e(EeKT ce
Habmogasa npy AHeBHA 103a 1,1 mg 6asa (1,5 mg con). JJonbIHATENHH KOPEKIMH Ha Jo3aTa TpaOBa
Aa C€ MPABAT BH3 OCHOBA HA WIMHWYHHA OTTOBOP K HANMMHACTO Ha HEXKEJIaHW peaKiiy. B KIHHHMYHR
NpOy4YBaHUA NpHONHM3KTENHO 5% OT NalMenTHTe ca Nojay4YaBaind JedeHue ¢ o3 nox 1,1 mg (1,5 mg
con). Ilpu HanpegHanm cnyqau Ha 6onectra Ha [lapkuHcoH mo3u no-Bucoku ot 1,1 mg (1,5 mg com)
AHEBHO MOJXKE Zla OBAAT OT [10J13a NpW NALKEHTH, NPH KOHTO ce IU1IaHUpa HaMalIIBaHe Ha JO3HPOBKATA
Ha Neeogona. lIpenopsuea no3ara Ha IEBOJOIA A C€ MOHMKABA KAKTO B X0a Ha NOBUIIABAHE HA
A03aTa Ha MPAMUIICKCOJ, TaKa ¥ OpH MOAXBPKALIO JICYCHHE C MPAMHIICKCOIL, B 3aBUCUMOCT OT
pEakUHUTE HAa OTAETHUA NanueHT (BIXK T.4.5).

IIpevcTaHoBABaHE HA JICUEHHETO:
BHez2anHOTO MpeyCcTaHORABAHE HA AONAMHWHEPIrHYHA Tepanug MOXKe a AOBEAS 0 pa3BUTHE Ha

MaJTHTHEH HEBPOJICITHYEH CHHApoM. [Iopaay ToBa fo3aTa Ha npaMHUIIEKCON TpabBa na ce MOHMKaBa
¢be cTeIKH OT 0,54 mg Gaza (0,75 mg con) JHEBHO OOKATO AHEBHATA 1034 ce TIOHIKH A0 0,54 mg
0asa (0,75 mg con). BnocnencTeue no3ara Tpabea na ce noHku ¢ 0,264 mg 6a3a (0,375 mg con)
IHEBHO (BWK TOUKA 4.4).

Jozupane npy nauyeHTH ¢ 6s0peyHo YBpeXXIaHe:

EnuMuHupaHeTO Ha NpaMurniekcon 3aBucH oT OL0peunaTa dynkuusa. Ipeiara ce cieqHaTa cxema 3a
AO3MpPaHe MPH 3an04YBaHe Ha JIeYCHHETO:

IlaupeHTHTE ¢ KPEaTUHWHOB KNUPpHHE HaZ 50 mi/min He ce HyXa’AT OT HaMaJBaHe Ha JHEBHATA
no3a.

IIpy nauMeHTH ¢ KIIMPBHC Ha KpeatnHHHaA Mexxay 20 u 50 ml/min, HauanHaTa JHEBHA q03a HA
IpaMHUIIeKCONT TpAOBA Aa pa3zenH B ABa OTAEIHM NpueMa, 3anoypaiiku ¢ 0,088 mg 6aza (0,125 mg
coit) AsykpatHo aHesHO (0,176 mg 6a3a/0,25 mg con queno). He Tpabra na ce npepHIaBa
MaKCHMasIHATa THEBHA 103a oT 1,57 mg npaMunexkcon 6asza (2,25 mg com).

Ilpn naumeHTH ¢ KXpeaTMHHUHOB KIMPBHC oA 20 ml/min, fHeBHaTa 7032 Ha MpaMHIIeKcoN TPAGRA Aa
Ce Mpuwjiara Karo ¢IHOKpaTHa n03a, 3arousaiiku ¢ 0,088 mg 6a3a (0,125 mg con) guesHo. He Tpadpa
Ja c¢ MpeBHlNaBa MaKCUMAJTHATa AHERHA 1033 ot 1,1 mg npamunexcon 6asa (1.5 mg con).

AKo B X0Ja Ha NOJABpAKalnaTa Tepanus 6udpeunata GyHKIHA ce BIIOIIH, HAMAIETE JHEP
NPaMHIIEKCOJI ChC ChIMA MPOLIEHT, ¢ KOHTO e € NOHIKI KIMpbhHCa HA KPeaTHHHHA,

KpeaTUHUHOBHA KIIHPBHC HaMaisra ¢ 30%, TO HaManere qHeBHaTa 1032 Ha TIPAMHIIE]



JlHeBHaTa 1032 MOXe 1a ObAe NPUIOKEHA KaTo ABE OTHAENHH J03H, aKO KIHPbHCA HA KPEaTHHHHA €
MeKay 20 1 50 ml/min ¥ KaTO €AHOKpaTHA 103a, AKO KIMPBHCAa Ha KpeaTHHUHA € o 20 ml/min.

Jo3upaHe Npy NaIMeHTH ¢ YePHOAPOOHO YBpEXAaHe
Kopurupane Ha n03aTa 1py NAHEHTH ¢ YePHOAPOOHA HEAOCTATHUYHOCT BEPOATHO HE C€ HANIATA, Thil

karo npubnuzureaso 90% ot abcopbHpaHOTO aKTHBHO BEIISCTBO C€ EKCKpeTHpa npes 6n0peluTe.
[loTeHIMaNMHOTO BIUSHME Ha YepHOAPOOHAaTa HEAOCTATHLUHOCT BhpPXY (PApMaKOKHHETUKATA Ha
NPaMUIIEKCOoI1, 00aye, He € H3CIEBaHO.

Ileouampuuna nonynayus

bezonacHocTTa M €PMKACHOCTTA HA TMpaMUNEKCO NpH Aeua noj 18-roIMHU He € YCTAHOBEHA.
[IpamMuniekcon He € MpURoKUM 33 YyHoTpeda B IeUaTpHYHATA TIONYAAL| 110 OoKa3aHUe 0onecT Ha
[lapkuHCOH.

Cunnpom Ha Typer
Heouampuuna nonyrayus

Ynorpebara Ha IpaMHNIEKCOJT HE c€ MpenopbYBa NpH Aclia M MoJpacTeaiuy noj 18 ronuad nopaau
JIMIICA HA JaHHY 32 eHKkacHOCTTa M Oe3omacHoCTTa B Ta3K nonyaanus. [IpaMunekcon He tpadea ga
ce NprIara Mnpy Aela U Bb3pacTHH CbC CHHAPOM Ha Typet nopaaud HeOIAaroMpHATHO ChOTHOLICHHE
MON3a-PUCK MIPH TOBA HApyIIEHHE (BIXK T.5.1).

Hauun gHa npRaokenHe
Tabnerkure Tpabra na ce npueMaT npes ycrara, ¢ Boja, He3aBHCHMO OT IIPHEMa Ha XpaHa.

4.3 IIporEBONOKA3ZAHHA
CBpPBXYYBCTBHTEIHOCT KbM 2KTUBHOTO BEILECTBO WIH KM HAKOE OT OMOLIHHTE BEIIECTBA.
4.4 Crenna/jHH npeaynpeXIeHHA H NpeANa3HH MEePKH NpH ynoTpeda

Koraro ce npeanycea npaMHICKco NpH naiueHt ¢ bonect Ha IlapkuHcoH 1 6s0pednHo yepexane,
ce MpenoppUBa IOHWXKABaHe HA [03aTa B CHOTBETCTBHE ¢ TOYKa 4.2.

X anrOUUHALHA

XaMIOIMHALMHMTE Ca II03HATH KATO HEXKEJIaHU PEAKLMM MPH JICUeHUe ¢ ONAMWUHOBH aHTATOHMCTH B
aesoaona. Ilanmentrre Tpsadea Aa 6b0aT HHGOPMHpPAHH, Ye MOTaT 1a HACTBIIAT XATIOLMHAIHH
(MpeAUMHO 3pHTENIHH).

JIMcKHHe3Md

IIpy HanpenHana ¢aza Ha Gonectra Ha [lapkuHcoH Npy KOMOHHHpaHO JI€YE€HHE C JIEBOAONA B XO/1a Ha
Ha4aj IHOTO THTPHUpaHEe HA 03aTa Ha [IPaMHUIIEKCO] MOTaT Jia HacThiT AHCKHHE3uH, [Ipu nosea Ha
JAUCKHE3HH TpaOBa Ra ce HaMaliM J034Ta Ha JIEBOAOIA.

Envzony Ha BHE3aIHO 3aCMMBAHE W COMHOJEHTHOCT
IIpaMunexcon ce cBbp3Ba CHC COMHONEHTHOCT H €IIM30IM Ha BHE3AIMHO 3aClTHBaHe, 0co0eHo IpH

nauHeHTH ¢ bonectra Ha [lapkuHCOH. Paako ce crofmara 3a BHE3aIMHO 3aCIIMBaHE IO BPEME Ha
€XESHEBHH AeHHOCTH, B HAKOH Cay4au 0€3 NalHEeHTHT Aa 0Ch3HaBa WM 0e3 npeaynpeauTeTHH
npusHauM. [lamMenrure Tpabea na ObaaT uHGpOpMHpPaAHHU 3a TOBA U Aa OBAAT MOCHBETBAHH J1a
H30CTPAT BHHMAHHETO CH NpH mIohUpaHe uny padoTa ¢ MAIKHKE B X07a Ha JISCUSHHETO C
npamMunexco. IlalnesTyuTe, Npy KOUTO C€ PETUCTPHPA COMHOJICHTHOCT M/WJTH €MU30H Ha BHE3AMHO

ce 00CHIM MOHIKABAHE Ha J103aTa WM NMPEYCTaHOBABaHE HA JeyeHHeTo. [lopaau B
aJHTHBHH €(PEeKTH, € HeoOX0IMMO IIOBHILICHO BHUMAHKE, KOraTO MaLeHTHTE MpHe)Aas

CSJATHBHH JICKAPCTBEHH MPOIYKTH HIH ANIKOXOJ] B KOMOHHALINA ¢ TpaMHIIEKCON (f
H TO4YKa 4.8).



HapyilteHns B KOHTPOJA HA UMITYJICHTE

[larenTure TpgOBa ga 6bIAT peJOBHO MOHHTOPHPAHH 3a [T0SBA HA HAPYINEHHS B KOHTPOa Ha
uMITysicute. [TalMeHTHTe | JTHLATa, KOMTO Ce IPUXKAT 3a TAX, TpAOBa Aa 6BIaT npeaynpeaeHH, ve
HapyllIeHUATa B KOHTPOJIa Ha UMITYJICHTE BKJIKOUBAT CHMIITOMH KaTO NMATOJIOTHYHO YBJICUEHHE KBM
Xa3apT, MOBHILIEHO NMUOHI0, XMNSPCEKCYATTHOCT, IPEKOMEPHA CKIIOHHOCT KbM XapueHe HIH
fla3apyBaHe, MpemKIaHe H KOMIYJICHBHO NPHEMaHe HA XpaHa MOraT Ja Bb3HUKHAT IPH IALHEHTH,
JIEKYBaHH C JONIAMHHOBH arOHUCTH, BKIIOUMTEIHO M IpaMHKIIeKco. Tpabpa fa ce oOchuH
[NOHWKaBaHE HA 1032Ta/TIOCTETICHHO MPEYCTAHOBABAHE HA JIEYSCHHETO, aKO C€ [TOSBAT MMOLOOHH
CUMITTOMH.

TTanyeHTH ¢ NICHXOTHYHH HADYINCHAS
IarmeHTHTE C NCHXOTHYHU HapylUeHHd TpAOBa Aa ObAAT JIeKyBaHH ¢ JONTAMHHOBH arOHHCTH CaMoO
AKO OYAKBAHHTE MOJI3M HAJBHINABAT NOTEHLIMAJTHHTE PHCKOBE.

Tpabra na ce u3bArea €AHOBPEMEHHOTO NMPHJIOKEHHE HA AHTHIICHXOTHYHH JIEKAPCTBEHH TIPOIYKTH C
[IpaMHIIEKCO (B TOUKA 4.5).

OdTaaMOTOrHYHK HperireId

[Ipenopruea ce NpoBexAaHE HA OYHH MPETTIe N Npe3 onpeac/IeHH HHTEPBAKM HIH [IPH HACTHIIBaHe
Ha 3PUTEITHH HapyIIEHUA.

Texko chpaeqHo-chaAoRO 3a60n9BaHe
Heobxo1uMo € noBruIeHO BHUMaHKE B CITYYaNTe Ha TEKKO ChPACYHO-CBAOBO 3200 19BaHe.

IIpenoppyea ce Aa ce MOHUTOPHPA APTEPHAIHOTO HaNIAraHe, 0co0eHO B HAYANOTO HA ICYEHHETO
nopaay oOLIHUS PHCK OT NOCTYPAHA XUITOTOHHUA CBbpP3aHa ¢ JOMAMHUHEPTrHYHATA TCPAIIHA.

HesponenTuieH MaTUMrHEH CHHIPOM
CHMIITOMM, HACOYBALUW KbM MAJIMIHEH HEBPONCITHYECH CHHAPOM, €a ChOOIIaBaAHH IIPH BHE3AITHO
IIpEYCTaHOBABAHE HA NONTAMHHEPIHYHA Tepamus (BIK Touka 4.2).

4.5 BsanmopelcTBHE C APYIH JIeKAPCTBCHH HPOAYKTH H IPYrH GOpMH Ha B3aHMOJEHCTBHE

CBbp3BaHe ¢ TIasMEHUTE NPOTEUHH

IIpaMumiexcol1 ce CBbP3Ba C MIa3MEHUTE NPOTEHHH B MHOTO Maska (< 20%) creneH ¥ nIpH Xopa
peThpIisa He3HaunTeNHa OHoTpaHcgopmanmi. [lopanu Topa B3auMoaeicTEUATA C APYTH
JICKapPCTBEHH IIPOAYKTH, KOUTO IOBIHABAT CBBP3BAHETO € [IJIA3MEHHTE NPOTCHHH HIIH
€JIMMHHHPAHETO MIOCPEACTBOM ODHOTpaHCOpMaLs ¢a MAJIKO BEpOATHH. Thi KaTo
AHTHXOJIMHEPTHYHHUTE JIEKAPCTBA C€ €IUMHUHAPAT ITIABHO Upe3 OHoTpaHcdopMalyi, BE3MOXKHOCTTA 34
B3aHMOJCHCTBHA C TAX € OrPaHMYEHA, HO HAIMAa H3CISARAaHMA B Ta3d HacoKa. JIuncea B3auMoeiicTeie
Ha (PapMaKOKMHETHYHO HHUBO CHC CEJIETHJIMH H eBOAOIIA.

HWHXHOUTOPH/KOMIIETHTOPH HA TS HA AKTUBHO €IMMHHHpaHe Mpe3 Op0perTe

[uMeTHAMH noHmwkaea 60pedHMA KIMPHHC Ha NMPAMHIIEKCOJ ¢ MpHOIH3uTENnHO 34%, BEPOATHO Upes
MHXHOHpaHe Ha CEKPETOPHATa TPAHCIIOPTHA CHCTEMA 3a KaTHOHM Ha OLOpevyHMTE TYOYIHH KISTKH.
[1o Ta3zH npU4MHa JTEKApCTBEHU NPOAYKTH, KOHTO Ca HHXHOUTOPH Ha TO3H aKTHBeH OB0peueH
MEXaHHM3BM HA €JTHMHHHPAHE WK C€ €TUMHUHHPAT 10 TO3H MEXAHH3EBM KaTO LIMMETHIHH, aMAHTAHH,
MEKCWIETHH, SUNOBYIAMH, LUCIINATUHA, XWHUH ¥ NPOKaMHAaMMJ, MOTAT Ja B3aHMOAEHCTBAT C
NPaMHIEKCOJI, KOETO JAa AOBEAE /IO MOHKABaHe HAa KIHpPBHCA Ha npamunekco). Koraro Tesn
JICKapPCTBEHH NPOAYKTH C€ NPWIAraT eqHOBPEMEHHO ¢ MPaMMITEKCOa € HeoOXOoMHMO fAa ce OOMHCIIH
TOHIKaBaHe HA J03aTa Ha [PaMHIIEKCON. a

KoMOMHAalIHA ¢ JIeBOAOMIA
Korato npaMHIIEKCOI ce mpuiara B KOMOHHAIMA C JIEBOONA, CE MPENOphYBa 1033}
ce MOHIKH, 2 103aTa HA IPYTH aHTUNAPKMHCOHOBH JIEKAPCTBEHH MPOAYKTH J1a C4
[NOCTOSHHA JOKATO ¢ MOBHILABA 03aTA HA TIPAMHUIEKCOII.




Ilopaau BEPOITHOCTTA OT HEXKEIAHU JICKAPCTBEHH peakuyy € HeOOXOAHMO MOBHILICHO BHHMAHHE,
KOTaTO NAUHMECHTHTE MPHUEMAT APYTH CEIaTUBHH JICKapCTBEHU IIPOAYKTH HITH AJIKOXOM B Komﬁmauﬂa c
npaMurexcoi (BK To4ku 4.4..4.7 u 4.8).

AHTHIICHXOTHYHH JICKAPCTBCHH [IPOAVKTH
EAHOBpEeMEHHOTO NPHIOKECHUE HA AHTUIICHXOTHYHM JICKAPCTBCHH MPOAYKTH ¢ IPaMHIIEKCON TpAOBa
la ce W304rsa (BrK TOYKa 4.4), Halp. ako MOTaT Aa C€ OMAaKBAT AaHTArOHUCTHYHH €(DEKTH.

4.6 DepTHIHTET, OPEMEHROCT H KbpMeHe

bpeMeHHOCT
EdexThT BEpXY OpeMEeHHOCTTA M KBPMEHETO MPH XOpa He € u3caeaBaH. [IpaMHNeKcos He €

TEPaTOreHEH IIPH IUTHXOBS M 3aHLIM, HO € eMOPHOTOKCHUEH [IPH IUTEX0BE B J03M TOKCHYHH 32 MaiikaTa
(Brk TOouka 5.3). [Ipamunekcon He TpAOBa Ja ce M3MON3BA O BpeMe HA OpEMEHHOCT, OCBEH B CIyvaii
Ha KaTeropHdHa HeoOXO0AMMOCT, T.€. aKO NOTeHIMATIHATA 1107134 ONPAaBJaBa [IOTEHIHAIHHS PHCK 3a

deTyca.

KtpmeHe

T®¥ xaTo 11pH X0pa JISYECHHETO C IIPAMUIISKCO HHXHOUpaA CEeKpelMaATa Ha IIPOTaKTHH ce OYaKBa
TIOTUCKaHe Ha JTakTraimaTa. EKCKpenysaTa Ha nmpaMuneKcosi B KbpMaTa IIpH Xopa He e uscneasaHa. [pu
IUTHXOBE KOHUEHTPALMATA Ha CBbP3aHaTa ¢ AKTHBHATA CyOCTaHLIMA PaIHOKTHBHOCT € MO-BUCOKA B
KbpMaTa, OTKOJIKOTO B rutasMara. Ilopanu uncara Ha JaHHM NpU Xopa NMpaMHIIeKco/1 He TpaORra aa ce
H3M0JI3Ba IO BPEME Ha KbpMeHe. AKO NPIIOKEHUETO MY, 00aue, € Hen30eKHO KEPMEHETO TpsAOBa Aa
C€ NpEyCTAaHOBH.

PepTIIHTET
He ca nmposeXxaaHM Npoy4vBaHHA OTHOCHO (epriinTeTa npy xopata. [Ipu nmpoyusanus npy >KHBOTHH,

MPaMHUIIEKCOI MOBIUARA HMKIIHYHOCTTA HA MOJIOBATA AKTHBHOCT H HaMansaRa pepTHIHTeTa IIPH
’KEHCKHUTE, KaKTO € 00MYaiiHO 33 JONAMHHOBHTE arOHHCTH. BBIPEKH TOBA, T€3M NPOY4BAHHA HE
MOKA3BaT NUPEKTHH KIH MHAKPEKTHH HeONaronpuaTHH €eKTH 10 OTHOMEHHE Ha MBKKaTa

(pEePTHIIHOCT.

4.7 EdexrTn BHpxy cnocodaocTTA 32 IoPHPaHe H paboTa ¢ MAIIHHA

ITpamunexcon Canmos MOXeE Ja OKaKe rolIaMoO BIUSHHE BBPXY cI0cOOHOCTTA 3a modupane H pabora
C MallIWHH,

B1L3MOXHM ¢a XaMOUMHAIIMK WM ChHIHBOCT.

IlanMeHTHTE, NEKYBAHH C IPAMHUIICKCOI H [IPOABABALLM CHHAMBOCT W/HIM €MH30IH Ha BHE3AIHO
3aclMBaHe TpAOBa fa 6baaT HHPOPMUpPaHM 1A C€ BBE3ABPIKAT OT IOGUpaHE WIH YYaCTHE B ACHHOCTH,
NpPHA KOHTO HAPYLIEHATa OAWTENHOCT MOXKE A W3JIOXKH TAX WIH OKOIHUTE HAa PHCK OT CEPHO3HO
YBpEXKAaHe WM CMBPT (Hamp. paboTa ¢ MalllMHM) IO OTIIYMABAHE HAa TE3U PELHINBHpALIK ETTH30AH H
CHHJIMBOCTTA (BHXK CHINO TOYKH 4.4, 4.5 1 4.8).

4.8 HeXeJJAHH JEKAPCTBEHH PEAKIHH

OuakBaHH HEKENaHH CHLOMTHS

[Ipu npunoxeHHe Ha IPpaMUIIEKCO Ce OUAKBAT CIICAHUTE He)KeIaHH peakiyy: HeoOruaiinm ChHIIA,
aAMHE3HA, IOBEASHYECKHA CUMITTOMH HA HAPYINEHHA B KOHTPOJ1a Ha HMITYJICHUTE H HanquHBOCTH KaTO
KOMITYJICHBHO MPesikaHe U MPEKOMEPHA CKIIOHHOCT KBM Na3apyBaHe, NOBHLICHA celcc ..
MAaTOJIOTHYHA CKJIIOHHOCT KbM Xa3apT, CHPACYHA HEOCTATHYHOCT, 0OBPKAHOCT, 34y & we

3aMasHOCT, JUCKHHE3HH, TMCHHES, YMOPa, XAIOLUHALIUY, ITIaBOOONHE, XBIILAHE ﬁ
xunepdarui, XUIOToOHHA, 0€3ChHNE, HApYIIIEHUI Ha MUOUI0TO, TaACHE, MapaHo
chpOeK, OOPHB H OPYTH NIPOABH HAa CBPBLXYYBCTBUTEIHOCT, OE3MOKOHUCTRO, Chb !
BHE3AITHO 3aCIMBAHE, CUHKOI, 3DUTEITHO HAPYIIESHUES, BIJTFOYMTEHO JHILTOTHA\ 38




¥ HAMAJICHA 3pHATENHA OCTPOTA, NOBPBIIAHE, TIOHMKABAHE HA TEIJIOTO, BKTIOMHTEIHO HaMalleH
aIleTHT, MOKAYBAHE HA TELJOTO.

Crnopen ananuza OT ¢OOpHH IU1ale00 KOHTPOIMpaHH MPOyYBaHus, oOxBalamu obuio 1 923
NaLMEHTH, NPOBEKAAIIH JeUeHHe ¢ npaMunekcoa ¥ 1 354 nauuenTn, npueMallH mianedo, HexenaHu
JIEKapCTBEHH PEAKIIHM YECTO Ce ChOOIMABaT M B ABETE rpyiu. 63% OT NallHEeHTHTE, IPHEMAIIH
MpaMHUIIEKCOI M 52% OT NaUUEHTHTE, IPHEeMAaIH Ianebo chobIasar 3a moHe €4Ha He)KellaHa
JEKapPCTBEHA peaKilua.

Tabnuua 1 noxaspa uecTOTaTa HA HEXKEIIAHUTE JIEKAPCTBEHHA PEAKLMH B [U1aLe00 KOHTPOIHPAHH
KJIHHUYHH [POyYBaHUA [IPH MalMeHTH ¢ Oonectra Ha IlapkuHcoH. HexkenanwuTe 1eKkapcTBEHA
peaKL|H OTIMCaHU B TaOJIMHATE ca OHE3U CHOMTHS, KOMTO HACTHIBAT IpH 1% WIH 1OREYE OT
NALMEHTUTE MPOBEXIALIH JISYEHHE C IPAMUIIEKCON U ¢€ CHOoOIIaBaT 3HAYUTETHO MO-YECTO MPH
NAIMEHTH IIPHEMAIIIM TIPAMHINEKCOJ1, OTKOJIKOTO IPH NPHEMAIIHTE IUTale50, HiH KOraTo ChOHTHETO
c€ CUMTA 3a KIIHHHYHO CBBpP3aHO. Bee mak mo-rommara 4acT OT YeCTHTE HeXETaHU PeaKiMHy ca JIEKO
IO YMEPEHO TEXKO H3pa3eHH, T¢ 00H4YaiiHO ce M3ABABAT paHO B X02 Ha JIeYeHHETO U NTOBEYETO HMAT
TEHACHUMA Ja OTIIyMABAT JOPH MNPH [IPOAbIKABAHE Ha TEpaIIHATA. |

Crnopea cucTeMHO-opraHHaTa KiacHdHUKalus, HeKENAHUTE peakiui ca u3dpoenn no uecrora (Opoit
MaLHeHTH, [IPH KOMTO C€ OYaKBa /14 CE€ NPOARH PEeaKI[HATA), KaTO CE H3IMOJI3BaT CJICIHHTE KATErOPHH:
MHOTO YecTH (> 1/10); uectu (> 1/100 go < 1/10); vewectn (& 1/1 000 oo < 1/100); peaxu (= 1/10
000, < 1/1 000); muoro peaxu (< 1/10 000); ¢ Hen3BecTHa YecTOTa (OT HATMYHMUTE JAHHH HE MOXE JIa
Ob/1e HatpaBEHA OLIEHKA).

Haii-uecty HexkenaHu crOuTua npu [lapkuHcoHOBa OonecT

Haii-uecto (> 5%) cpobliaBaHuTe HEXENAHH JIEKAPCTBEHH PEaKLWK IPH MALUSHTH ¢ OonecTra Ha
[TapKHMHCOH, KOUTO ce CHOOIMABAT NMO-YECTO MPH JICUEHHE ¢ MPAMHIIEKCOIT B CPaBHEHHE ¢ mjjauedo ca
rageHe, JUCKHHEIUSA, XUMTOTOHNA, 3aMasHOCT, COMHOJIEHTHOCT, 0€3ChHME, 3aneK, XalIOMHHAIIHH,
rnagobonye u ymopa. Hectorara Ha COMHOJIEHTHOCTTA C€ YBEJIMYABa MPH JI034 NI0-BHCOKH oT 1,5
mg/nHeBHO (BiXK Todka 4.2). [To-uecTa HexenaHa TekapcTBeHa peaKiis B KOMOHHAITHS ¢ JIEBOJONA €
OHCKHHE3Ms. XHIOTOHUATA MOXKE 1A CE W3ABH B HAYATOTO HA JEYEHHETO 0COOEHO, aKo J03aTa Ha
MIPAMHITEKCOJI C€ THTPHUPAa NPeKaIeHo OBP30.

Tabmuual 1: bonect Ha [1apkuHcoH

CHCTEMO-OpraHHy KJIaCOBE HeskenaHa nekapcTBeHa peakiyis
Huagexknun 1 aadecTaAHH
Hevecmu [MTHEBMOHHSI
Ilcnxnunn Hapymenns
Hecmu HeoOUyYaiiuy CHLHHNIA, TOBSACHUECKH CHMITTOMH Ha HapyIIeHUA

B KOHTPOJIA Ha HMITYJICUTE U HATPANUMBOCTH,

00BPKAHOCT, XaMIOUHHALIMH, 6€3ChHIE

Hevecrmu KOMITYJICHBHO MpesiKJaHe, IPEKOMEpHa CKIOHHOCT KbM
na3apyBaHe, HATyAHOCT, XHIIepdaris, XunepceKCyaaHoCT,
HapylleHHe Ha TUOUIOTO, MApaHOA, MAaTOJIOTHYHA CKIOHHOCT
KbM Xa3apT, 0e310K0ACTBO

HapymeHnd HA HEPBHATA CHCTEMA

Mruozo yvecmu 3aMagAHOCT, JUCKMHE3HA, COMHOJIEHTHOCT
Yecmu riapobonue
Hevecmu aAMHE3Hs, XHIICPKWHE3Hs, BHE3AIIHO 3aCIMBAHE, CHHKOIL
Hapymenns Ha ounTe
Hecmu 3PUTEITHO HAPYLIEHHE, BKIOUYHUTEITHO JHIUTOIHA
3aMBIJICHO BHXKJIAHE M HAMAJICHA 3pHTEITHA OCPPORS ,q |
Crpacunn HapymIeHHs CHPAEYHA HEJOCTATBYHOCT

CnaoBn napymenus
Hecmu XHIIOTOHHA




PecnupaTopHEH, rpbIHH H MeIHACTHHAJIHA HAPYIICHHS

Hevecmu JUCTIHES, XBJIIIAHE
CToMaltHO-4YpEeBHA HAPYIIEHHS

Mnuozo vecmu raficHe

Yecmu 3aI€K, NOBPbIUIAHE

Hapymenusa Ha KOXATA H HOAKOKHATA THKAH

HeuecTu CBPBXYYBCTBUTENHOCT, ChpOEXK, oOpHB
O0mu HapymenHst B epeKTH HA MICTOTO HA NPHIOKEHHE

Hecmu yMopa, IepHPEpeH 0TOK
H3ciaenpannsg

Yecmu MOHMXABAHE Ha TErnoTo, BKIIOYUTEIHO HAMAJICH ANeTHT

Hevecmu [TOBHIIIABAHE HA TEJIECHOTO TEIJIO

! Tasu Hexenana JIEKapCTBEHa peakuus ¢ Ouna Ha0moaasaHa 1o BpeMe Ha
IOCTMApPKeTHHroBUAA onmlT. C 95 % CHIypHOCT, 9eCTOTHATa KATETOPHA HE € II0-BHCOKA OT
‘HEYECTH , KAaTO MOXKE Jia € JopH Mo-HACKa. TouHa omenKa Ha YeCToTaTa He MOXKe Ja Obpae
HaIlpaBE€HA, ThH KATO HEXEJIAHMATE PEaKIiiuy He Ca 4acT oT Oa3a JaHHH Ha KIIHHHYHHU
npoydBaHus ¢ 2,762 namuenta ¢ SolecTra Ha [1apKHHCOH, JTeKYBaHH ¢ NPaMHIIEKCOIL.

COMHONIEHTHOCT
[IpaMMIIEKCON € CBBpP3aH Y4e€CTO ¢hC COMHOJICHTHOCT H HEYECTO Ce CBBP3Ba ¢ MPeKaneHa CHhHINBOCT
TIpe3 JeHA M eNH30W Ha BHE3AaITHO 3acuBaHe (BHXTe ChINo Touka 4.4).

Hapyiuenuns Ha anbngoro
[IpaMuIIeKCOSI MOJKE Aa Ce CBBP3Ba C HApYIIeHHs Ha JHOHI0TO (NOBHILECHO WITH ITIOHHXXEHO).

HapyiieHus B KOHTpOJa Ha UMITYJICHTE

ITaToMOrMYHa CKJIIOHHOCT KBM Xa3apT , MOBUINECHO THOHAO0, XUNIEPCEKCYATTHOCT, IPEKOMEPHA
CKJIOHHOCT KbM XapuycHe WM a3zapyBaHe, NpesKaHe B KOMITYJICHBHO MPUEMaHe Ha XpaHa MOrarT Aa
Bb3HHMKHAT [IPH MNAIMEHTH, JIEKYBaHU C JOTTAMWHOBH arOHHCTH, BKJIKOUHTEITHO TIPAMHUIIEKCON (BIKTE
CBINO TOUKA 4.4).

B peTpocneKTUBEH CKPMHHHI Ha NPEeACTABUTEIHA H3BAJIKA H [IPOYYBAHE CTYUAH-KOHTPONA,
sKmouBamy 3090 nammenTy ¢ napkoHcoHoBa donect 13,6% oT BCHUKN NALWEHTH, TIOJIOKEHH Ha
NONIAMHHEPTHYHO JICUEHHE HIH He-TOTIAMUHEPTHYHO JISUEHHE HMAT CHMIITOMM Ha HAPYIICHUE B
KOHTPOJIa HAa HMITYJICHTE B NIEPUOJA Ha NOCIEAHUTe IecT Mecetla. HabmoaasaHuTe NposBH BKIIIOUBAT
IIATOJIOTHYHA CIVIOHHOCT KBM Xas3apT, IPEKOMEpPHa CKIIOHHOCT KBM Ma3apyBaHe, KOMITYJICHBHO
IpesKJIaHe M HATPAMYUBO CEKCYAHO MOBEACHHE (IOBHILIEHA CEKCYATHOCT). BhamoxkuuTe
HE3aBUCHMH PHCKOBH (PaKTOPH 32 HAPYUWICHHS B KOHTPOJIA HA HMITYJICHTE BKIIOYBAT

JOTIAMHHEPTUYHO JICYCHUE H [TO-BUCOKH A03H Ha JONMaMHMHEPrHYHO JICUCHHE, MO-MNaza Be3pact (<X 65
roauHin), be3bpadne u crobLIcHa PaMHIHA aHAMHe32a 3a CKIIOHHOCT KbM Xa3apT. '

CobpleyHa HEAOCTATHYHOCT

CrobimaBa ce 3a ChbpAeYHA HEJOCTATHUHOCT B KIHHWYHY MPOYUYBAHHA M NOCTMAPKETUHIOB
OIHT C MpaMUNIEKCOI. BBR ¢papMaKoeIUACMHOJIOFHYHHE IPOYYBaHUA yIIoTpedara Ha
IPaMHIIEKCOII C€ CRBP3Ba € IIOBULUCH PUCK OT ChpJAcYHA HeJOCTATHYHOCT, B CPABHEHHE C
HEYTIOTPpeOa Ha NpaMHuIekcol. (HabMoaaBaHo choTHOMIEHHE Ha pucka 1.86; 95% CI, 1.21-

2.83).
4.9 IlIpemozmpane éé\&

JInrncea KIIMHHYEH OIIAT ChC CITyYad Ha TEXKO npego3upaHe. OuaKkBaHUTE HEXKeETaHH |pefKiy
\ <
T€3H, CBBP3aHH ¢ PapMaKoAWHAMHYHHUA PO Ha JOMAMHHOB aroHHUCT, BKIFOYBALI\I'BaEH



[MOBpBIaHe, XUINEPKUHE3HH, XamOUMHALMWHU, Bb30yaa n xunoroHus, He ¢rlecTByBa cnempdueH
AHTHIOT NPH NpeAO3HpaHe ¢ JONAMMHOBH arOHHCTH. AKO Ca HATHLE MPH3HALM 334 CTHMY/IMpPaHE Ha
LIEHTpa/IHATa HEPBHA CHCTEMA MOXKE 14 C€ IIPHWIOKH HeBponenTHK. [Ipeno3upaHeTo MOKE 1a H3HCKBA
o0y MOAXBPIKALIH MEPOTIPHATHA, 3a€JHO CHC CTOMAUTHA NIPOMMBKA, WHTPaBCHOSHA XWZpaTaLws,
NPHJIOXKEHHE Ha aKTHBEH BBIVIEH U MOHUTOpHpaHe Ha EKT .

5. ©®APMAKOJOIMUHNA CBOUCTBA

5.1 ®PapmakoaEHAMHYHH CBOHCTBA
GapmakoTepaneBTUYHa rpyna: gonaMuHoBH aroHuctH, ATC xoa: N04BCOS.

Ipamunekcon Cannos € AOMAMHUHOB aTOHMCT, KOMTO Ce CBBP3Ba ¢ BHCOKA CEJICKTHBHOCT M
cnel@uIHOCT KM D, moArpymnara Ha JOMAMHHOBUTE PELIETITOPH, OT KOMTO MPUTEXAaRa
npedepeHIHATCH aQHHATET COPAMO D peuenTopHTe ¥ MPUTEXKABA [Th/IHA BHTPELIHA AKTHBHOCT.

Ilpamunexcon obiekyapa MOTOPHUTE AedUUUTA npu GonecTra Ha [JapkMHCOH MOCPEACTBOM
CTHMYJIHPaHe Ha JOMaMHHOBHTE peuenTopu B cTpuatyma. [IpoyduesaHusaTa MpH XKMBOTHH TOKA3BAT, Y€
npaMuIekcon HHxubupa cMHTe2a, 0CBOO0XKIaBaHETO H MeTa00NH3Ma Ha JONAMUH.

I1pn 3apaBu nobpoBonuM c€ HabMmoRara 70303aBUCHMO IOHWKABAHE Ha CTOHHOCTHTE HAa NMPONaKTHHA.
B xIMHHYHH NpOyYBaHUA CHC 3APABH AOOPOBOJILHM, NIPH KOHTO TalJETKH MPAMUIIEKCOI ¢ YABIKEHO
OcBODOXK1aBaHE ca THTPUPAHH N0-0BP30 OT MPENOPBYHTENHOTO (Ha BCEKH 3 THH) 10 3,15 mg
npaMunexcon 0asa (4,5 mg con) Ha JeH, ca HabMAaBaHH NOBHIIIABAHE HA KPHBHOTO HaJIATaHe M
CHpAcYHaTa yecToTa. TakuBa e(heKTH He ca HaOMIOAaBaHH [IPH MPOYYBAHHA ¢ MAUMEHTH.

KnuHuyHU npoyyeaHus npy donectra Ha [TapkuHcon

[Ipamunexcos1 o61exyarsa MpU3HALATE U CUMOTOMHUTE HA HAHONATHYHATa OoJecT Ha [TapkuHCOH.
[L1aiie60-koHTpONUpaHH KIMHAYHA IPOYYBAHUA BKIKOUBRAT NpHOIusuTenyo 1800 nanuenTu B I-V
craawii mo Hoehn u Yahr, nexysanu ¢ npamumnekcon . OcBeH Tax, npu0iusatenHo 1000 B mo-
HallpeTHATH CTaJHM, NIOJYyYaBaT ChIIBTCTBAILO JIEUCHHE ¢ JIEBOAOIIa H HMAT MOTOPHH YCIIOXKHEHH.
[Ipu 6onect Ha [lapkuHCcOH B paHHa u HanpeaHana (asa epHkacHocTTa Ha MPAMUNEKCON B
KOHTPO/IMPaHUTE KJIMHHMYHH MPOYYBaHHUA CE 3abprKa 3a NPHOIH3HTEIHO WeCT Mecera. B oTBopeny
NMPOABIDKUTEIHY MPOYyYBaHHA NPOAB/DKABAIIM [IOBEYE OT TPH FOAHHH HE C€ YCTAHOBABAT HPH3HALH 32
HaMa/lABAaHE Ha aKTUBHOCTTA. B KOHTPOIHpaHO ABOMHO CIANO KIMHHYHO IIPOYYBAHE C
NPONBIDKATEITHOCT OT ABe F'OAWHH HAYATHOTO JICUSHHE C TIPAMHUIICKCO 3HaAYHMO OTCpOUYBa HAYaJI0TO
Ha ZBUTATENHUTE YCIIOKHEHHS ¥ HAMAJIABa TAXHATA H34Ba B CPaBHEHME C ITBPROHAYANHOTO JICUeHHe ¢
jeBoaona. Tosa orcpoyBaHe Ha U3ABATA Ha ABUTATEIHUTE YCIOKHEHHA NPH JICUEHHE C IIPAMHIIEKCOT
Tpabea na Onae HanancHpaHO CIPAMO II0-U3PA3EHOTO NMOJOOPEeHHEe Ha JBUraTeIHaTa PYHKIHS ©
nepoaona (onpeacneHo criopes cpeaHoro uameHenue Ha UPDRS-ckanara). QObuata yectora Ha
XaIIOIHHAIIHATE U COMHONEHTHOCTTA KaTo LAI0 € MO-BUCOKA BBB (Pa3aTa HA eCKajlalliid B rpylarta ¢
NMpaMHUIIEKCON. BBIIpeku ToBa HAMa CHIIECTBEHA pas3iIMKa B XO/a HA moAabpKaniata dasza. Te3m
IaHHU TpA0OBa f1a ce 06CHAAT NIPH 3aNI0UMBaHE HA JISYEHHE C IPAMUIEKCOI IIPH TIALIMEHTH ¢ OonecTTa
Ha [lapKeHCOH.

Esponeiickata Arenums mo JlekapcTeara ocBo60K1aBa OT 3aALDKEHHETO 32 MPeJOCTABAHE HA
pesynrature OT nNpoyuBanusaTa ¢ [IpaMunexcon CaHaos BBB BCHUK#H NOATPYNH Ha [IEAMATPHYHATA
nomynauus npu donectra Ha IlapkuHcon (B Touka 4.2 3a nHbOpMALIMS B IEIHATPHYHATA

NOMYJ/IalH).

KJIMHWYHH NpoyYBaHUA IPH CHHIAPOM Ha Typer
Ednxacroctra Ha npamunexcon (0.0625-0.5 mg/nen) npu neauaTpuyHy DalMEHTH HA Bh3p2

0T 6 10 17 roguHy ¢cbe CHHAPOM Ha Typer e 6una oueHeHa B 6-ceqMUYHO, ABOHHO-
PaHIOMH3UPAHO, MATLE00-KOHTPOIHPAHO MPOYYBAaHE ¢ MPOMAHA B 1o3aTa. PaHaoMus
63 naumenTH (43 Ha npamMumekcon u 20 Ha mnaneto). [IspBoHavYanHaTa KpajiiHa TOUKa ¢
OT U3XOAHO HUBO Ha O6uma THK ckop ({otal Tic Score (TTS) ciopen ['nobamsara {xg
TeXecTTa Ha THKoBete oT Mewnn (Yale Global Tic Severity Scale (YGTSS). He ca




HaOIIONAaBaHH HUKAKBH pa3IMKU P CPABHEHHETO Ha NMPaMHIIEKCON ¢ IUIanedo KaKTo
CIIpAMO MbpPBOHAYaJIHATA KpaiHa TOYKa, TaKa M CIPAMO KOATO H [1a € OT BTOPHYHHTE KPaiHH TOUKH
3a OLICHKA Ha epukacHocTTa, BIouRals Y G7TSS obmn cxop, Patient Global Impression of
Improvement (PGI-1), Clinical Global Impression of Improvement (CGI-1), or Clinical Global
Impressions of Severity of lliness (CGI-S). Hexxenanu peaxiinu, OpOSBAIM c€ OpH IIOHE 5% OT
IMAIHEHTUTE B IpyHaTa Ha paMHUIIEKCOI M TIO-YECTH IPH TPyNaTa Ha IpaMUAIIEKCoT,
OTKOJIKOTO B ILTanedo rpymara, ca: rmasobomnue (27.9%, mnauedo 25.0%), cOMHONEHTHOCT
(7.0%, mnane6o 5.0%), ragene (18.6%, nnanedo 10.0%), nospeinane (11.6%, mianebo
0.0%), xopemua 6omnxa (7.0%, mwanebo 5.0%), oprocratnuna xonotonus (9.3%, nnaunebo
3.0%), muanrui (9.3%, nmauedo 5.0%), sapymenusa Ha c¢bHA (7.0%, manedo 0.0%), mucnHes
(7.0%, mnanedo 0.0%) u nH(pEKuUN Ha ropauTe auxarensu nbrrima (7.0%, mianetdo 5.0%).
JIpyTy 3RaYMMH HeXeIaHd peakl[Ui, AOBEJH J0 MPEKbCBAHE Ha IPOYUBAHETO IIPH MAIIMEHTH
IIpUEMAIny [IPAMUIICKCOJ], ¢a ChCTOSHUE Ha OOBPKAHOCT, HApYIUEHHE Ha pedTa HiIH
BJIOIIABAHE HA ChCTOSHHETO (BHX T. 4.2).

5.2 dapMaKoKEHETHYHH CBOHCTBA

Ipamumnekcon ce pe3opObrpa 6BP30 M HATKJIHO ClI€X IEPOPaIHO NpriokeHue. AdcomoTHaTa
buoHanmuuHocT € Hag 90% M MakCHMMATHHTE TUIa3MEHH KOHLIEHTpaLMHU ce HabmoaapaTt Mexay 1 v 3
yac. EAHOBPEMEHHHAT NpHeM HA XpaHa HE HaMaJIABa CTENEHTA Ha pe30opOUHA Ha MPaMHIIEKCO, HO
NOHMKAaBA HEHHATa CKOpOCT. I1paMHNeKCco noKa3Bea JTHHeHHa KWHETMKA H MAJIKH BapHALIMH MEXTY
OTACTHHUTE MALMEHTH MO OTHOIUCHUE HA [IJ1a3MEHKWTE HUBA.

CBbp3BaHETO HA MPAMHUIIEKCON ¢ TUIa3MEHHTE MPOTEUHM TIPH Xopa e MHOro ciabo (< 20%), a o0embT
Ha pasmpeaencHue e ronam (400 1). Ilpu mnbxoBe ca HaGmMOAaBAHH BUCOKH KOHIICHTPALMH B
MO3BYHATA ThKaH ([IPUONM3NTENHO 8 ITETH MTO-BUCOKH B CPABHEHHE C [UIa3MEHHTE).

[Ipu xopa npaMmunekcon ce MeTadoMU3Mpa B MaJIKa CTEIICH.

brOpeunara ekckpelia Ha HEMMPOMEHEH TPAMHIIEKCON € OCHOBEH IIBT Ha SIIMMHUHHPAHE.
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[Tpubmusurento 90% ot mapkupanara ¢ C toza ce ekckperupa npes 6n6perure, a nog 2% ce
YCTaHOBABA BB (penieca. ToTaNHUAT KIHUPBHC Ha npaMunekcon € npudauzureHo 500 ml/min u
obOpeunna kupbHC € npudmusuTenHo 400 ml/min. [MoxykuBoTET Ha enUMHHMpaHe (t'2) Bapupa ot 8
Jyaca Npy MIaaH MalMeHTy Ao 12 Jaca Opy NanyMeHTH B HanpeaHana Bu3pacT.

5.3 IIpeaxnHHEYHH JaHHH 32 0€30NACHOCT

[IpoyuBaHusTa 38 TOKCHIHOCT IIPH MHOTOKPATHO NPUJIOKEHHE TTIOKA3BAT, Ye [IPAMHIIEKCOJ BIIUIC

ritaBHo BEPXY (yHkuuuTe Ha IIHC 1 skeHCcKaTa penpoayKkTHBHATA CHCTEMA H BEPOATHO Ca pe3yJITaT

OT NMPEKOMEPHO H3pa3eH papMaKkOAMHAMHYCH e(eKT Ha IPaMHIEKCOI.

[Ipu Manku npaceHna ce oT6eM3Ba IOHKABAHE HA JUACTOMHOTO M CHCTOJTHOTO apPTEPHATHO

HalATaHe ¥ ChpAEYHATA Y€CTOTa, 4 IPU MANMYHH ce 3abena38a TeHASHIHE KbM XUITIOTOHHYEH e(eKT.
[IoTeHIHAIHUTE €(PEeKTH HA MPAMUIIEKCON BBPXY PENnpOAYKTHBHATA (GYHKIHUA Ca H3C/EBAHY TIPH
[UIBXOBE M 3aHIIM. IIpaMHUNIeKCoN HE € TEPATOreHEH IIPH IUTEX0BE M 3aiIH, HO ¢ EeMOPHOTOKCHYEH TIPH
ILTBLXOBE B IO3H, TOKCHYHU 3a MaKkara. [Iopaau noabopa Ha )KMBOTWHCKHM BUOOBE H OrpaHHYCHHS

Opo#i H3CneIBaHH [TOKA3aTEeNN, HEXKEIIAHHUTE peaKMH Ha NPAMHUIIEKCON BEPXY OPeMEHHOCTTA M BhPXY
MBXKHA QepTIOIMTET He ¢a HanmbJIHO U3sACHEHH.

YCTaHOBEHO € 3a0aBAHE B NOIOBOTO pa3BUTHE (KaToO pasleiisHe Ha NPenylunyMa i BarTHHATHO
pasKpHTHE) IIPH IUTEXO0BE. 3HAUSHMETO 33 YOBEKA HE € H3BECTHO.

[IpaMurniexcon He e reHoTOKCHYEH. B npoydBaHe 3a KaplMHOT€HHOCT IIPH MBXKKHTE TTHXOBE

HacTbMEBA XHUNCpIUIa3sHA Ha JIalMroBUTe KIETKH U aJICHOMH, KOETO ce 0DACHABA C HHXUGH MHWHQ
€(eKT Ha IPAMMIIEKCOJT BbPXY NpONaKTHHA. Te3: JaHHH HAMAT BPb3Ka ¢ KIIMHUYHATA YiofdeGa, aim,
CBHIIOTO NIpOyYBaHe MOKa3ea, 4€ B 1034 2 mg/kg (con) ¥ No-BHCOKH NMPAMHIICKCOI Ce ¢F ;
JercHepauMsa Ha peTHHATA IIpU ILIBX0Be aT0UHOCH., [loc/ieHaTa HaXoAKa He ce Hab Tl




MUrMEHTHPAaHH TUTBXOBE, HUTO IIPH 2-TOZHIIHO NMPOy4YBaHe 3a KapIMHOIeHHOCT NMPH MUIIKH aI0MHOCH
WM IIpH KoifTo ¥ na 6uno apyr u3cneaBan BU.

6. GAPMAIEBTUYHH JAHHU

6.1 Chnuchk HA NOMOIMHATE BENIECTBA
MauuTon

Llenynosa, MUKpOKpHCTAITHA

1aperuy4HO HUILIECTE

CHNIMLMEB THOKCHA, KOJIOUICH, Oe3roaeH
Marxesnee creapar

6.2 HechrBMeCTEMOCTH

Henpunoxuamo.

6.3 Cpok na roggocr

Alu-Alu 6macrep u HDPE 6yTtunka
2 TOOHUHHA

Cnea meporo oreapane Ha HDPE Oyrunkara: 3 Mecena

6.4 Chnenuansn ycJI0OBHSA HA ChXpPAHEHHE

Alu-Alu 6mucrep u HDPE 6yTrika

To3u nekapcTBEH NPOAYKT HE H3UCKRA 0COOCHH YCIIOBHS 32 ChXpaHEHHE

HDPE 06yTuaka cinen mspBo OTBapAHE
Jla ce cpxpansapa non 25 °C.

6.5 Buau cpabpKaHHE HA OIAKOBKATA

bnecram nonuamuaer/anymuanes/PVC//amymunnes 6iucrep: 10, 20, 30, 60, 90, 100 nnu 200
TabIIETKH

HDPE 6yrunka cbe 3aliMTeHA OT Aelia 3anyliaika (MOTHIpPOIMICHOB]), [TAKeT ChC CHITHKAre H
NoJAECTEPHa HaMOTKa: 90 TabieTku

He BcHukH BHAOEBC OINNIAKOBKH MOI'aT Jja 6'B,IlEIT I[IYCHATH B nponaﬂzﬁa.

6.6 Cnenuanuu npeANaZHA MEPKH NpPH HIXBLPJsAHE H padoTa

HaMma cneliManHy H3MCKBAHMS.

7. INPHTEXATEJI HA PABPEIIEHHETO 3A YIIOTPEBA
Sandoz d.d.

Verovskova 57, 1000 Ljubljana
CnopeHus

8. HOMEP(A) HA PASPEINIEHHUETO 3A YIIOTPEBA




ITpamunexcon Cangos 0,18 mg Tabnerku: 20090493
ITpamunexcon Cannosz 0,7 mg TabneTku: 20090492

9. JATA HA ITbPBO PA3PEINABAHETIONMHOBSABAHE HA PASPEMIEHUETO 3A
VIIOTPEBGA

18 Hoemepu 2009

10. JTATA HA AKTYAJIHIUPAHE HA TEKCTA

01/2013




