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1. HME HA JIEKAPCTBEHHUA NPOAYKT

[lexcumup 0,18 mg rabnerku | BG/MA/MP - 6 5y }‘7 ~J47
Peximyr 0,18 mg tablets P AT R

------
.......................

[Tlexcumup 0,7 mg Tabnerku

Peximyr 0,7 mg tablets

2. KAYECTBEH H KOJIMMECTBEH CbCTAB
Hexcumup 0,18 mg mabnemxu:

Bcsika Tabnerka cbabpxka 0,18 mg npamunexcon 6a3a (pramipexole base) non gpopmara Ha 0,25 mg
MPaMUIIEKCOJI0B auxuapoxjiopua moHoxuapar (pramipexole dihydrochloride monohydrate).
ITexcumup 0,7 mg mabremku.

Bcsika Tabnerka chabpxka 0,7 mg npamunexcon 6aza (pramipexole base) noa ¢popmara Ha 1,0 mg

MpaMUIIEKCONIOB IUXuapoxjopun MmoHoxuapar (pramipexole dihydrochloride monohydrate).

3abeneocka:

Jlo3uTte npamMunekcos, nyOoJuKyBaHu B JIMTEpaTypara c€ OTHACAT 32 HErosara Coll.

[Topanu ToBa mo3ure e ObaAT U3pa3sBaHU NMO-A0JY KAaTo MpaMMIIeKco) 0a3a U KaTo NPaMHUIIEKCO
nox ¢opmara Ha coJi (B ckoOu).

3a NbJIHUA CIMCHK HA MOMOILLHKTE BelllecTBa, BUXTe To4uka 6.1.

3. JIJEKAPCTBEHA ©®OPMA
Tabnerka

Hexcumup 0,18 mg mabnemxu:
bBenu, kpbrau, HeoOBuTH TabneTku ¢ pasmepu npubnusurenHo 6,0 mm x 3,0 mm.

Iexcumup 0,7 mg mabremxu.
Benu, kpbriu, HeoOBuTH TabNeTku ¢ pazmMepu npubnusurenHo 6,0 mm x 3,0 mm.

4. KJUHHUYHHU JAHHH

4.1 TepaneBTHYHH NOKA3AHHUA

[lexcumup € NOKa3aH NpU Bb3PacTHH 3a JICYEHUE HA NPU3HALMTE U CUMIITOMMTE HAa HAHOMATHYHA
6onecrt Ha Parkinson camocrostenHo (6e3 nesoaona) wid B KoMOMHaLuUA € 1€eBOAONA, T.€. B X042 Ha
3a00N15BaHETO INpe3 KbCHUTE CTAaAUM, KOraro epeKkTbT Ha J1IeBOAOMNA HaMaJliBa WM CTaBa HEMOCTOSHEH

U ce HabmogaBar QuIykTyauuu B TepaneBTHYHHUA edekT (PayKTyaluuu Npy M34eprnBaHe Ha 103aTa Wik
“on off” pnykryauumu).

[TexcuMHUp € noka3aH NpH Bb3PACTHHU 32 CHMIITOMATHYHO JIeYEHHE HAa YMEPEH 10 TEXbK UAUONATUYEH
CuHApPOM Ha HeCcnoKOMHM Kpaka B 1034 00 0,54 mg 6a3a (0,75 mg con) (Bx. pazagen 4.2).

4.2 J103HpOBKA H HAYHH HA NMPHJI0NKEHHE
Jdo3upoBKa

Bonect Ha Parkinson




JIHeBHaTa 1034 ce pa3npenesisi NOpaBHO HA TPH OTAE/IHK IpUeMa.

Hauanno neuenue:

Ho3ara TpaOBa 1a ce NoBUIlaBa NOCTENEeHHO, Karo ce 3ano4dHe ¢ 0,264 mg 6a3a (0,375 mg con)
IOHEBHO, CJIell KOETO C€ YBEJiM4YaBa Ha BCEKH 5-7 AHU. AKO NP NaLMEHTa HE CE€ YCTaHOBABAT
HENOHOCHMHM HEXEJIAHM JIEKAPCTBEHHM peaKLMu, 103aTa CJIeBa Aa C€ TUTPUpa 10 NOCTUIraHe Ha
MaKCHMAaJIEH TepaneBTH4YeH edexT.

CIEMH Ha I[[IZ]HPEHE Ha IIPHHI-II]EHEH.II ‘IPEII NOBHIHIABAHE HH_J]IHIITE \
Cexmuua OOwa nuesHa no3a | Jlosa O61a nHeBHa n03a
tmg CUJI) 1I'I‘lg Eﬂﬂ}
1 3x0,125 0,375
2 3x0,25 0,75
l 3 I 3x0,5 1,50

AKO ce Haiara [0-HaTarblUHO yBEIM4YaBaHe Ha 103ara, AHeBHATA 4032 cleaBa aa ce nosumana ¢ 0,54
mg 6a3a (0,75 mg con) Ha ceaMHMLA 00 JOCTUraHEe HAa MAKCHMAJIHA JHEBHA A03a 3,3 mg O6a3a (4,5 mg
con).

Bce nak TpsOBa na ce orbenexu, 4e ciny4yaure Ha CbHJIMBOCT C€ YBEIM4YaBaT MPU J03H, 10-BUCOKH OT
1,5 mg (con) Ha aeH (Bx. Touka 4.8).

Ilodovpoxcawo neyenue:

MupuBuayanHara no3a npamunexkcos Tpsadsa na 6bae B pamkure Ha 0,264 mg 6a3a (0,375 mg con) no
MakcuMasHa no3a 3,3 mg 6a3a (4,5 mg con) nHeBHO. [1o BpeMe Ha OCHOBHHM NPOY4YBaHMA C
MOBMILABaHE HA 103aTa HA4YaJIOTO HA NPOABa Ha euUKacHOCTTA € HabmoaaBaHO Npu AHEeBHA Ao3a |,]
mg 6a3a (1,5 mg con). [lo-Hararbk no3ara ciensa aa ce aaanTupa B 3aBUCHMOCT OT KJIMHUYHUA
OTrOBOP M MOABATA HA HEXEJIAaHHW peakUuud. B KIMHWYHM Npoy4YBaHUA OKOIO 5% OT MALMEHTUTE ca
nojy4aBanu n03u noa 1,1 mg 6a3a (1,5 mg con). [lpu HanpenHana 6oner Ha Parkinson no3u
npamunekcos no-eucoku or 1,1 mg 6asa (1,5 mg con) Ha neH moxe Aa ca NOAXOAALIM 32 OONHM, NpH
KOMTO L1e Obae HaMansBaHa ao3ara Ha jesoaona. [IpenopbuBa ce 1O3MPOBKATA HA JIeBOAONA 1A Ce
NOHWXAaBa KAKTO 10 BpeMe Ha NOBHILABAaHE Ha [103aTa, TaKa W 110 BpeME Ha MOAABbPKALLOTO JI€YEHHE C
[TexcuMHp, B 3aBUCUMOCT OT PEAKLIMUTE HA OTIOEJIHUTE NaluMeHTUTe (BXK. To4Ka 4.5).

HQEHQHMHBHHE Hd JlederHuemo,
BHe3anHoTO NpeKpariaBaHEC HA JOINIAMHUHEPIrHYHOTO JIEYEHUE MOXKE Na 10BEAE N0 PA3BUTUETO HA

HEeBPOJIENTHYE€H MAJIMTHEH CUHAPOM WM CHHIPOM Ha OTHEMAHETO Ha I0NaMMHOB arOHMUCT.
[Ipamunekcon TpadBa na 6bae HamansBaH nocreneHHo ¢ 0,54 mg 6a3a (0,75 mg con) Ha AeH, NOKATO
nHeBHaTa no3a ce peayuupa a0 0,54 mg 6a3a (0,75 mg con). Cnen ToBa no3ara ce NOHUXKaBa C Mo
0,264 mg 6a3a (0,375 mg con) Ha neH (Bx. Touka 4.4). CuHApPOM Ha OTHEMaHe Ha JONAMHUHOB arOHUCT
MOXKE J1a Ce MOSABHM U M0 BpeMe Ha MOCTENEHHOTO HaMaJlsBaHe Ha A103ara U MOXKe na € Heodxoaumo
BpeMEHHO yBeJIiuaBaHe Ha [03ara, Npeaq NocTeneHHOTO HaMallsiBaHe 1a ce Bb30OHOBU (BXK. TOYKa

44).

Bvbpeuno yepedcoane:
EnMMUHMpPaHETO HAa NPaMUNEKCOJI 3aBUCH OT ObOpeuHara GyHkuus. 3a 3ar04YBaHe Ha JIEHEHUETO Ce
Npenopb4Ba ClieJHAaTa CXeMa Ha NO3MpaHe:

an NaulMECHTH C KPCATHHHHOB KJIHPBHC HA [ 50 ml/min He e HEDﬁXﬂHHMU HaMalisBaHE HAa JHECBHATA
A03d HIIK HECTOTAaTa Ha [IpHJldraHe.

[Ipu nauMeHTH ¢ KpeaTUHUHOB KIKMpBbHC Mexay 20 u 50 ml/min HayanHaTa nHeBHa no3a [lekcumup
TpsabBa Oa ce pasnpenesu B ABa OTAEIHMA NpueMa, karo ce 3ano4He ¢ 0,088 mg 6aza (0,125 mg con)
nBa nbTH aHeBHO (0,176 mg 6a3a/0,25 mg con nHeBHO). He TpsabBa na ce HaaBWIIaBa MaKCMMaJIHATa
nHeBHA n03a ot 1,57 mg npamunekcon 6a3a (2,25 mg con).




[1pu nauueHTH ¢ KpeaTHHUMHOB KIUpbHC noa 20 ml/min, nHeBHaTa no3a Ha Ilexcumup ce npunara
BeIHBX NHEBHO, C Ha4yanHa no3a ot 0,088 mg 6a3a (0,125 mg con) nHeBHo. He TpsabBa na ce
HaJBMIlIaBa MAKCMMAaJIHAaTa JHEeBHa no3a ot 1,1 mg npamunekcon 6asa (1,5 mg con).

Ako 6b0pe4yHara PyHKUMA HAaMAIABA 10 BpEME Ha NMOAAbPXKALLOTO JIEYEHHE, NHEBHATA 1032 HA
[Texcumup TpsabBa na Obae NOHUKEHA C TONKOBA NPOLEHTA, ¢ KOJIKOTO CE€ € MOHMKUI
KPEaTUHMHOBMAT KJIMPBHC, T.€. [IPU CNafaHe Ha KpeaTUHHUHOBUA KIMPBHC ¢ 30%, nHeBHaTa n03a
[Tlexcumup TpaOBa na 6bae nosmxkeHa ¢ 30%. /{HeBHaTa 103a MOXe [a ce pa3feiid Ha ABa OTAE/IHY
npuemMa Mpu KpeaTMHUHOB KIKMpbHC Mexay 20 u 50 ml/min 1 aa ce npuema eJHOKPATHO NpPH
KpeaTUHUHOB KJaupbHC nog 20 ml/min.

YeprodpobHo yspeacoane.
BeposTHO He e HeoOXoauMMO aganTUpaHe Ha 403aTa MPU NALKMEHTH C YEPHOAPOOHA HEAOCTATBYHOCT,

Thil KaTo 90% 0T abcopbUpaHOTO aKTUBHO BELIECTBO CE€ EKCKpeTUpa npe3 ObOpeuure.
[10TEHLMANHOTO BIMSAHUE HA YepHONpoOHATa HEAOCTATHBYHOCT BbPXY (pPapMakOKMHETHKAaTa Ha
npamurnexkcon obaye He € Mpoy4eHo.

Ileduampuyra nonyrayus
Be3onacHocTTa U epukacHOCTTa Ha MPaMMIIEKCON NpH Aeua nox 1 8-roaguHu He ca yCTaHOBEHH.

[IpamMunexcon He e NPWIOKKUM 3a yrnoTpeba npu neguaTpyuyHa MomyJauus 3a NokKasaHuero bonect Ha
Parkinson.

CuHIPOM Ha HECMIOKOWHU Kpaka

[IpenopbumuTenHara HayanHa no3a [lekcumup e 0,088 mg 6a3a (0,125 mg con), npuemaHa eAHH NbT
NHEBHO 2-3 yaca npenu narade. [lpu nauueHTH, Hy)Xaaelu ce OT JOMbJIHUMTENHO 00/ieKkyaBaHe Ha
CHMMIITOMATHKATAa, 103aTa MOXe 1a Obae yBennveHa Ha Bceku 4-7 neHa N0 MakcuMmanHa no3a ot 0,54
mg 6a3a (0,75 mg con) Ha AeH (KakTo € nokasaHo B Tabnuuara no-aony). Tpsabsa na ce usnon3sa Haii-
Huckara edekTUBHA 1032 (BXK. TO4Ka 4.4 “BnomaBaHe Ha CHHAPOMAa HA HECTIOKOMHMTE Kpaka™).

Cxema Ha no3upane ¢ Illekcumup
Benubx IHEBHO BenHbx n1HEBHO
CTbnKH HA TUTpUpPAHE BeuepHa no3a BeuepHa no3a
_ (mg 6a3a) (mg con)
r 1 | 0,088 0,125
i 0,18 0,25
3* 0,35 0,50
4* 0,54 0,75
| * npu HeoOXonUMMOCT

CreneHTa Ha NOBJIMABaHE HA NauueHTa TpAOBa 1a ce OLEHHM cel 3 Meceua JICYeHHe U
HeoOXxoQMMOCTTa OT NPOAb/KABAHE HA JieuyeHUeTo TpsabBa Aa ce npepasrniena. AKO JIEYEHUETO €
NPeKbCHATO MOBe4Ye OT HAKOJIKO JHM, TO TPsOBa Na 3ano4He OTHOBO C TUTPUPAHE Ha N03aTa, KaKTo €
U3J1I02KE€HO I0-Tope.

IIpexpamseane Ha nevyeHuemo

Twii xaTo nHeBHaTa 1032 32 JedyeHue Ha CMHIPOM HA HECMOKOMHM Kpaka HaMa aa Hansuuasa 0,54 mg
6a3a (0,75 mg con) npamunekcon Mmoxe Aa Obae npekpareH 06e3 na ce HamansBa nocreneHHo. [lo
BpeMe Ha 26-cenmu4HO miauebo koHTpoaupano usnureade, npu 10% (14 or 135) ot nauueHTure e
HabmronasaH pebayHn Ha CuHApOMAa Ha HECNTOKOMHUTE Kpaka (BJIOLIABaHE HA TEXECTTa Ha
CHMIITOMUTE B CPABHEHHE C U3XOJHOTO HUBO), CE]l PA3KO NMPEKPATABAHE Ha JIEYEHUETO. Y CTAHOBEHO
€, 4e TO3H e(PeKT € CXOOEH IPH BCUYKH JO3M.

bvbpeuno yepescoane
EnuMHHHMpaHETO Ha NpaMMUNeKcol 3aBUcH OT ObOpeuHara ¢pyHkuua. [Ipy nauMeHTH ¢ KpeaTuH .
knupbHC Haa 20 ml/min He € HeoOX0aMMO NMOHWKAaBaHe HA AHEBHATa 103a.

Ynorpebara Ha MpaMMUIEKCOJ HE € MPOYy4Y€Ha NPY NALUKMEeHTH Ha XEeMOAMaM3a WU NpPH Nna
TEKKO ObOpEeYHO yBpexaaHue.




YeprodpobHo yspedcoane
He e HeoOXxomumo aganTupaHe Ha 103aTa MpU MALKHEHTH ¢ YepHOApPoOHa HEAOCTATBLYHOCT, Thi KaTo

90% ot abcopObupaHOTO AKTMBHO BELIECTBO CE€ eKCKpeTupa npe3 obopeuure.

[1leduampuyna nonynayus
He ce npenopbuBa ynorpedara Ha npaMUIIEKCO/ NpH Aeua v FoHoWHM noa 18 roquHu nopanu nuncara
HA JaHHHU 3a ODe3onacHOCTTa U eUKACHOCTTA.

Cunapom Ha Tourette

I[leduampuuna nonyrayus

I Ipamunekcon He ce npenopbusa 3a ynorpeda npu aeua 4 oHowu noxa 18 roquHu, Thi KaTo
edukacHocTTa M O€30nmacHOCTTa NpM Tasu Nomnyiauus He ca ycraHoBeHu. [Ipamunekcon He Tpsabea na
Obae npuwiaraHd Ha Aeua Wid IOHOIIM CbC CUHHAPOM Ha Tourette, nopagud OTPULIATENTHOTO CbOTHOLLEHHE
noy3a/puck npu ToBa 3abonsaBaHe (Bx. To4ka 5.1).

HauuH Ha npuHaOKeHHE
Tabnerkure TpsaOBa Na ce mpueMar npe3 ycrara, KaTo Ce I'bJITAT C TEYHOCT M MOTaT 1a ce npuemar
KaKTO C XpaHa, Taka U 6e3 xpaHa.

4.3 IlporHBONOKAa3aHHA

CBpbX4yBCTBUTEJIHOCT KbM aKTUBHOTO BELLIECTBO WJIM KbM HSAKOE€ OT NOMOLIHHMTE BELLECTBA,
u30poeHu B Touka 6.1.

4.4 ChneuuanHH npeaynpexaeHHsl H NpeanasHH MepKH Npu ynorpeba

Koraro ce npeanucsa [lekcuMup Ha nauueHTy ¢ ObOpedHO yBpexaaHe 3a 1e4yeHue Ha Oonect Ha
Parkinson, ce npenopb4Ba NOHMKABaHE HA 403aTa KaTO CE CJIeABAT YKa3aHATa B TO4Ka 4.2,

XanrLuMHaUUH

H3BecTHO €, Ye NpH JieYeHUe ¢ JONAMUHOBU arOHMCTH U JIEBOAOMNA KATO HEXENaHU peakuuu Ouxa
MOIJIX 12 Ce NosiBABaT XxamouuHauuu. [lauuenrure Tpsadsa na Obaar npeaynpeaeHu 3a Bb3MOXKHOCTTA
OT M0siBa Ha XaANKOLUMHAUMHU (MPEIUMHO 3PUTEITHH).

JIUuCKMHEe3uHU

[1pu HanpenHana 6onect Ha Parkinson npu koMOMHHUPAHO JieYeHUE C J1IeBOAOMNA € Bb3MOXHA N0sBaTa
Ha JUCKHHE3UA N0 BpeME Ha MbPBOHAYAJIHOTO TUTPUpaHe Ha no3ara Ha [lexcumup. [1pu nosiBara um
TpaOBa na ce Hamanu A03ara Ha J1IEBOAOTIA.

JucroHus

[Tpu nauueHTH ¢ Oonecr Ha Parkinson noHsikora ce cboOl1aBa 3a akCHMaJIHA QIUCTOHMSA, BKIIOYBAllIA
AHTEKOJIMC, KAMIITOKOPMHUSA U IL1EBPOTOTOHYC (,,Pi1sa* CMHAPOM) NpU 3an04YBaHe WIK MPU NIOCTENEHHO
NOBHMIlIaBaHE HA 03aTa NpamMunekcon. Bbnpeku, 4e AMCTOHMATA MOXE J1a € CUMITTOM Ha OonecTra Ha
Parkinson, cHMNITOMHMTE NPU TE3U MMALMEHTH Ca ce NoaoOpWIn ciel HamMasBaHe Wid
peyCcTaHOBsABAHE HAa MPpUMEMa HAa NpaMUNeKco)l. AKO Bb3HUKHE JUCTOHMS, CXEMATa Ha NpuaraHe Ha
NONaMUHEPrM4YHU cpeacTBa TpsaOBa na ce npepasrnena u 1a ce 0OMuUcIu KOpeKkLUs Ha 1o3ara
NpaMHIIEKCOII.

EHHBGQH Hd BHE3AIIHO 34ClIHBAHE H COMHOJIEHTHOCT
I-[]JEMHHEKC-BH C€ CBbP3Bd CbC COMHOJICEHTHOCT H €IIM304M HAa BHE3dI1HO 34CIIMBAHC, ocobeHo IIPH

nauueHTH ¢ 6onecr Ha Parkinson. B penxu ciny4au ce cbo0111aBa 3a BHE3aNnHO 3acnMBaHe npe3 AeHs,
noHsikora 6e3 mauMeHThT Aa o 0cbhb3HaBa win 6e3 npeaynpeauTenHy npu3Hauu. [lauuenture Tpsabsa
na Opaar npeaynpeacHy 3a ToBa 4 1a ObAaT NOChBETBAHM J1a Ca BHUMATEIHU NPH WodupaHe Win
pabora ¢ MallMHU 110 BpeMe Ha Tepanus ¢ npamunexkcon. [lauMeHTure, Npy KOUTO ce NosABABA
CBHJIMBOCT W/ WIH €NU30/ Ha BHE3alHO 3acnuBaHe, TpabBa na ce Bb3aAbpXKar Aa wodupar
¢ MaluvHu. B nonbiiHeHue TpsAOBa na ce Ma nNpeaBy HaMallsiBaHE HA 103aTa WK NPeKp




tepanusara. [lopaau Bb3MOXKeEH anquTUBEH €(PEKT MALUEHTUTE, NPUEMALLM APYTU CeNaTUBHH
JIEKAPCTBEHH NPOAYKTH WIH a1KOX0J B KOMOMHALMA ¢ npaMunekcos, TpadBa na 6baaT NoChLBETBAHM
na 6saar npennas3nusu (BX. TOYKHU 4.5, 4.7 u 4.8).

Pa3TpoHACTBa B KOHTPOJIa HA UMITYJICUTE

[Tauuenture TpabBa na 6bAaT penoOBHO HAOMIOAABaHHU 3@ Pa3BUMTHE HA PAa3TPOMCTBA B KOHTPOJIA Ha
umnynacure. [launedture u 6onHornenayuTe TpAadBa na ObAaT 3an03HATH, Y€ MOIaT Aa Ce MNOABAT
NOBEAEHYECKH CHMIITOMH Ha pa3CTPOMCTBA B KOHTPOJIA HA UMITYJICHTE, BKJIKOYBAILH NATOJIOrH4Ha
CKJIOHHOCT KbM Xa3apT, NIOBHIIEHO JTMOKA0, XUIEPCEKCYATHOCT, KOMITYJICUBHO Xap4Y€He M
masapyBaHe, [pesHKAaHe M KOMITYJICUBHO [peshKAaHe NpU NaLMeHTH, JIEKYBaHU C 10N1aMHHOBH
arOHMCTH, BKJIIOYUTENIHO npaMunekcosl. Tpsabsa na ce o0cpau HamMalisiBaHe Ha 103aTa/NOCTENEHHO
CIIMpaHe, aKo CE€ Pa3sBUAT TAKUBA CUMITTOMMH.

MaHus 1 1eTUpUYM

[TauuenTuTe TpAbGBa na ObOaT penoOBHO HAbMOAABaHU 3@ Pa3BUTHE HA MAHUS U IEJIHPUY M.
[TauneHTHUTE ¥ OoNHOrNenayurTe TpadBa na ObAAT 3aM03HATH, Y€ NPU NALUEHTH, JIEKYBaHH C
NpaMMIIEKCOJI MOXKE a Bb3HUKHAT MaHuA U AenupuyM. Tpsabsa na ce o0cbau HamansBaHe Ha
N103aTa/TIOCTENEHHO CIIMPaHE, aKO C€ PaBUAT TAKMBA CUMITTOMM.

[laLiMeHTH C NCUXOTUYHH HAPYLUEHUA

[TauueHTUTE C NCUXOTUYHH HapylueHus TpaOBa 1a ce JieKyBaT ¢ JONAMUHOBU arOHUCTH CaMmo B
Clly4auTe, KOraro O4aKBaHara 1oJs3a € no-rojiimMa oT NoTeHUUHAIHUA pUcK. EfHOBpeMeHHaTa
ynorpeda Ha aHTUIICUXOTHYHM JIEKAPCTBEHU NMPOAYKTH M ITpaMuIlekcol TpsibBa na ce u3bsraa (Bix.
Touyka 4.5).

OdranmonoruyHy nperieau
[TIpenopbuBar ce OPTAIMONOrU4HH NMperjeay Ha peAOBHU UHTEPBAIM WM NPU N105Ba HA AHOMA/IUU B
3pEHUETO.

Tex Ko cbpAeYHO-ChAOBO 3300J1siBaHE

[Tpu Tex) K0 CHLPAEYHO-CHAOBO 3a00/1BaHe 1EKapCTBOTO TpAOBA Aa ce npujara BHUMATENHO.
[IpenopbyBa ce MOHUTOPUPAHE HA KPBbBHOTO HaJIAraHe, 0COOEHO MpHU 3arno4yBaHe Ha J1EYEHUETO,
NOopaju PUCK OT OPTOCTaTHYHA XMIIOTOHUA BbB BPb3Ka C JIECY4EHUETO C AONAMUHEPTrHYHM JIEKAPCTBA.

HeBponenruyeH ManiurHeH CHHAPOM
CuMnTomu, npeanoaraliy HeBpojenTu4eH MaIMrHEH CHHAPOM, €a OMMCAHU NPH BHE3AMMHOTO
CIIMpaHe Ha JONaMUHEPrU4HOTO NevYeHue (BXK. Touka 4.2).

CuHApPOM HA OTHEMaHe Ha AonaMmuHOB aroHucT (Dopamine agonist withdrawal syndrome, DAWS)
HUma cpobiuenus 3a DAWS npu npuem Ha NONAMUHOBU arOHMCTH, BKJIFOYUTETHO NPaMUIIEKCO (BXK.
Touka 4.8). 3a npexkparsBaHe Ha Ne4YEHHETO NpHU NauueHTH ¢ bonect Ha Parkinson, NpyeMbT Ha
npamMuIeKcol TpadBa Aa ce HaManu nocreneHHo (Bx. To4ka 4.2). OrpaHu4eHH NaHHU NpeAmnoarar,
ye NalMeEHTH C pa3CTPOICTBa B KOHTPOJIA HA MMITYJICUTE M TE€3U, KOMTO I10J1y4aBaT BUCOKA IHEBHA
1033 W/WJIX BUCOKM KyMYJIAaTUBHM 03U NONAMUHOBU arOHUCTH, MOXKE 1a Ca C MO-BUCOK PUCK OT
pazsutue Ha DAWS. CuMnToMuTe Ha OTHEMAaHE MOXKE J1a BKJIKOYBAT anaTus, TPEBOXKHOCT, AeNpecHs,
ymMOpa, H3roTsABaHe U 00JIka ¥ HEe ce NOBIUABAT OT JeBoaona. [Ipeau nocreneHHO HaMansBaHe U
npeKparsBaHe Ha MpYeMa Ha NpaMMUIEeKcosl nauueHTuTe TpAdBa aa 6baar HHGOPMUpPAHH 3a
Bb3MOXHHTE CHMIITOMH Ha oTHeMaHe. [1o Bpeme Ha nocTeneHHO HamalsiBaHe U NpeKpaTsaBaHe Ha
npueMa nauueHTure Tpsa6Ba na ObaaT BHUMATENHO npociensBaHu. B ciy4aii Ha TeXKH W/WIH
MEPCUCTUPALLM CUMIITOMM HA OTHEMAHE MOXKe 1a ce OOMHUCIIM BPEMEHHO MOBTOPHO MPHJI0KEHHE Ha
MpaMHUIIEKCOJI PU Hai-HUcKaTa edeKTUBHA 103a.

BaolaBaHe Ha CHHAPOMd Hd HECNOKOHHHTE KpdkKa
JleyeHueTo Ha CHI—L[I.]}DMB. Ha HECMOKOMHHMU Kpaka C nNpaMHII€eKCOoJl1 MOXKE 4a NO0BEAEC N0 BJ/IOLLIABAHE.

BnoimaBaHeTo ce cBbp3Ba C M0-PaHHO HA4YaJl0 HA CHMITTOMATHKATa Beyep (Wi A0pH clienoden
HapacTBaHe Ha CHMIITOMMTE W Pa3lpOCTUPAHETO UM 0 BKJIIOYBAHE HA NpYry KpaWHuuu4. P
BJIOLLIABAHE MOJXKE J1a Cce MOBMILM NPH NMo-BUCOKaA a03a. [Ipenu neyeHue nauueHTure TpsadOB




HHGOPMUPAHH, Y€ € Bb3MOXKHO 12 Bb3HMKHE BJIOLUIABaHE U TpsOBa na ObAAaT NOCHBETBAHU 1A CE
CBBPIKAT C JIeKaps CH, aKO MOJIy4ar CUMIITOMM Ha BJIOLIaBaHe. AKO MMa NOAO3PEHME 3a BJIOLLABAHE,
TpsibBa na ce 06ChaU KOPpUrMpaHe Ha N03aTa 0 Hail-HMCKaTa eeKTUBHA 1032 WM CIIMpaHe Ha
npuemMa Ha npaMmnunekcos (Bx. Touka 4.2 u 4.8).

4.5 B3aumoaelicTBHe C APYrHd JIEKAPCTBEHH NPOAYKTH H APYrd GOpMH HA B3aHMOAeHCTBHe

CBbp3BaHe C [U1a3MEHHA NPOTEHH
[Tpamunekcon ce CBbp3Ba B MHOI'0 HUCKA CTENEH C I1asMeHu nporerHH (< 20%) u npu xopa

nperbpnsBa manka Ouorpanchopmauus. [lopanu ToBa He ce 04aKkBaT B3aMMOIEHCTBUA C APYrd
JIEKAPCTBEHU NPOAYKTH, MOBJIMABALLY CBbP3BaHETO C [U1a3MEHU IPOTEUHU WIM EJIMMUHUPAHETO Ype3
onorpanchopmaums. Thil KATO AHTUXOJIMHEPrHYHUTE JIEKAPCTBA C€ EJIMMUHHUPAT [JIABHO
nocpeacTBoM buoTpaHchopMaiids, Bb3MOXKHOCTTA 32 B3aUMOAEHCTBHA C TAX € OrpaHM4YE€Ha, HO He ca
NpoBeNeHH Npoy4BaHUus B Ta3u nocoka. Hama papmMakOKHHETHYHO B3aUMONEACTBHE CBC CEJIEMMIMH U
NeBojona.

NuxubuTopH/ KOHKYPEHTH HAa aKTHBHHMA NbT 33 eJIMMUHUpaHe npe3 0n0peuure

[{lumeTuauH noHuwxapa 6b0peyHUs KIMpPBLHC Ha npaMuneKkco ¢ npubnusurenHo 34%, BeposATHO
nopaau MHXUOMpaHe Ha KATUMOHHATA CEKPETOPHA TPAHCNOPTHA cucTEMA B ObOpeuHuTe TyOyu.
[lopanu TOBa 1eKapCTBEHHU NPOAYKTH, KOUTO €2 MHXUOMTOPH HA TO3U AKTUBEH IbT 32 EJIMMUHUPAHE
npe3 6bpOpeLrTe WIK, KOUTO CE ENMMHUHHUPAT NOCPEACTBOM HErO, TAKHBA KATO LIMMETHIMH,
aMaHTaluH, MEKCUJIETUH, 3U10BY AMH, LIMCIUIATUH, XUHUH ¥ NPOKauHAMMI, MOraT Ja B3auMoaencrear
C MPaMHUIIEKCOJI, B pe3yJITAaT HA KOETO Aa CE€ MOHWXU KJIMPBHCHT HA npamunekcos. [loHnxaBaHe Ha
[103aTa Ha NPaMMIEKCOJ1 clieBa a Ce uMa NpeaBUA NPY eJHOBpeMEHHA ynoTpeba Ha Te3u
JIeKapCTBEHU NpOoaykKTH ¢ [lekcumup.

Kombunauus ¢ nesogona

Koraro npamumnexcos ce naBa B KOMOMHaLMA C JIeBOAONA Ce NpenopbyBa HaMallsiBaHe Ha 103ara Ha
JIEBOJIONA M 3ana3BaHe Ha I03MpPOBKATa HA APYTrUTe aHTUIAPKUHCOHOBH JIEKAPCTBEHU NPOAYKTH,
JIOKAaTO ce MOBUIlABA N03aTa HA NPaMHUIIEKCOJI.

[Topanu Bb3MOXEH aAUTHBEH €(PEKT NaLMEHTUTE, MPUEMALLK APYTU CENaTUBHU JIEKAPCTBEHH
NPOAYKTH MJIM aJIKOXOJ1 B KOMOMHaUMs ¢ npamMunexco, TpAadBa na 6baar nocbBETBaHU Na Obaar
npeana3iusu (Bx. Touku 4.4, 4.7 u 4.8).

AHTUNCUXOTUYHH JIEKAPCTBEHU NPOAYKTH
EnHoBpeMeHHaTa ynorpeba Ha aHTUIICUXOTUYHH JIEKAPCTBEHHU NMPOAYKTH U NpaMuineKcosn Tpsdsa na

ce u30srsa (BxkK. Touka 4.4), ako MOrar 1a ce o4akBaT aHTArOHUCTHYHHU e(PeKTH.
4.6 DepruaurTeT, OpeMeHHOCT H KbpMeHe

bpeMEHHOCT

EdexrsT npu Xxopa no BpeMe Ha OpeMeHHOCT U KbpMEHE He € npoy4eH. [Ipamunekcon He e uman
TepaToreHeH eekT Nnpu IUIbXOBE W 3aiilu, HO € O eMOpHOTOKCHYEH NPH IUTbXOBE B 1034, TOKCUYHH
3a malikara (BX. To4ka 5.3).

[lekcumup He OKMBa 1a ce npuiara 1no BpeMe Ha OpeMeHHOCT, OCBEH B C/1y4Yai Ha KaTeropu4yHa
HeoOXOOMMOCT, T.€. KOraTo NOTEHUMATHATA N0J13a HAABMILIABA OYAKBAHUA PUCK I10 OTHOLLUEHUE HA
mioaa.

KbpMmeHe
Tbii kaTO JIeYeHHeTOo ¢ NMPaMMUIIEKCOJ1 HHXUOUpaA cexpelaTa Ha NpoJIakTUH IIPY X0pa, c€ 04YaKkBa

crnupaHe Ha KppMmara. He ca nposeieHH Npoy4BaHUs MPH XKEHHU N0 OTHOLLIEHUE HA EKCKPEeLMATa Ha
npaMuIexcoia B kbpmara. [Ipu ribXoBe KOHLEHTpaUUsaTa Ha CBbp3aHaTa ¢ akTUBHOTO BEILECTBO
paZiHOaKTUBHOCT B KbpMaTa € N0-BMCOKa OT Ta3u B IU1a3mara. TbH KaTo JIMIICBAT NaHHM [PHU XOp
NpaMUIIEKCOJ He TpAbBa na ce npuiara B nepuona Ha kbpMeHe. [1pu HanoxurenHa ynorpeoa,
KbpMEHETO TpsAOBa 1a ce npeycraHOBH.




DepruIuTer
He ca npoBexnaHu npoy4BaHus 3a edeKra Ha NPaMHUIIEKCOJ BbpXY peprunurera npu xopara. [ Ipu

[MpOYy4BaHHs IIPH XXUBOTHHU [IPAMHUIIEKCOJI IIOBJIMABA €CTPYC UMKIIMTE H HaMallsnBa EbEpTHﬂHTETE npu
KECHCKHTE, KAKTO C€ O4YaKBa 3a NONaAMHHOB Aal'OHHMCT. Te3u NpoOy4YBaHHA HC MOKA3B4dT I[NPCKH HIIH
KOCBCHH BPCAHH Efbﬂlﬂ' H 110 OTHOLUCHHUE Hd q)EPTHJ'I UTCTA IMNPH MBAKKHUTE.

4.7 Edgexru Bbpxy cnocobHocTTa 32 Inopupane u padora ¢ MAILHHH
[lexcumup MOXe 1a NOBJIMAE B 3HAYMTENIHA CTeNeH cnocoOHocTTa 32 WodupaHe U pabora ¢ MalLUHH.
Bb3MOJHa € MosABa Ha CbHIMBOCT WM XATHOLMHALIMH,

[lanueHTHTE, NeKyBaHu ¢ [lekcuMHUp, NpU KOMTO ce HabN0AaBa CbHJIIMBOCT W/WJIM BHE3AIHO
3acruMBaHe npe3 AeHs, TpadBa na Obaar npeaynpeneHy Aa He Wo(upar | Aa He ynpa)XKHABaT
NEeHHOCTH, NPH KOUTO HapylUeHaTa OQUTENHOCT OM U3/I0KWI1A TAX WM OKOJIHUTE HA PUCK OT CEPUO3HO
HapaHsBaHe WX CMBPT (Hanp. pabora ¢ MallMHKA) 10 U34E3BAHETO HA TE€3M NOBTAPALLIMTE CE €NU301H
M CbHJIMBOCT (BX. CbIIO TOYKHU 4.4, 4.5 u 4.8).

4.8 Hexenanu JeKapCTBeHH peaKlHH

B13 ocHOBa Ha aHaIM3HK HA COOPHM MIaued0 KOHTPONUMPAHM NPOYYBAHUSA, B KOUTO ca y4yacTBainu 1923
nalyMeHTy Ha npamunekcoa u 1354 nmauueHTH Ha n1auebo, HeXeNlaHU JIEKAPCTBEHHW PeakLuu ca
cboO1aBaHu 4ecTo U B nBere rpynu. 63% ot nauMeHTUTe Ha NpaMUneKkcol M 52% oT nauuMeHTUuTe Ha
rutaue6o cbob1aBaT noHe enHa HeXeslaHa JIeKapCTBEHa peaKLuA.

ITo-ronsiMara 4acT OT HeXXeJlaHUTE JIEKapCTBEHU peaklMd 0OMKHOBEHO 3aro4yBar B HA4aJloTO Ha
Jle4YeHUEeTO U NOBEYEeTO ca C TEHASHLUA Aa U34e3BaT JOPH NPU NPOAb/DKABAHE HA JIEYEHUETO.

B pamkuTe Ha CHCTEMHO-OPAHHMTE KJIACOBE, HEXEIAHUTE JIEKAPCTBEHHU peakLiuu ca U30poeHu cnopen
yectora (6pos MmauueHTH, NPpM KOMTO Ce€ 04aKBa Aa Ce NPOsBU peakUuATa), KaTo ca M3M0JI3BaHU
clneaHuTe Kareropuu: MHoro Yectu (= 1/10); wectu (> 1/100 go < 1/10); newectu (= 1/1 000 go <
1/100); penxu (= 1/10 000 oo < 1/1 000); mHoro peaxu (< 1/10 000), c Heu3BecTHa YyecToTa (OT
HAIMYHMUTE JaHHU He MOXe Ja Obae HanpaBeHa OLEHKaA).

Haii-yecTn HexenaHu peakuuu npu [lapkuHconosa bonect

Haii-yecto (> 5%) choO11aBaHuTe HEXellaHd peakuudu npu naureHTure ¢ 6onecr Ha Parkinson, no-
4ecTO IPH JIeYEHUE C IPAMUINEKCOJI B CpaBHEHME ¢ rUauedo, ca rajeHe, IMCKUHE3UsA, XMIIOTOHUS,
3aMasiHOCT, CbHJIMBOCT, Oe3CchHMeE, 3aMneK, XalloUUMHALIMK, rnapobonue u ymopa. Cnyyaure Ha
CBHHJIMBOCT HapacTBaT IIPY J03M NO-BUCOKHU OT 1,5 mg npamunexcon coi Ha aeH (Bx. Touka 4.2). [1o-
yecTa HexeslaHa peakuus npyd koMOUMHaUMs ¢ JieBOAONa € JMCKMHe3uATa. B Ha4YanoTo Ha IEYEHUETO
MOJKe J1a ce Hab/roaBa nosgBa Ha XUIOTOHUSA, 0cO0eH0 npu OBP30 TUTPpUPaHE Ha 103aTa [PaMUIIEKCOIL.

Tadoauua 1. Boaecr Ha Parkinson

Cucrema B MHoro Yectu (1/100 | Heuectn (1/1 000 no | Peaxku | C Hen3BecTHA
OpraHu3ma YecTH mo <1/10) <1/100) (=1/10 | 4yecrora
(z1/10) 000 oo
<1/1
000)
Hudexuuu u [IHeBMOHMS
uHGecTauuu
HapyuieHus Ha HapyweHa cexpeuus
€HIOKPUHHATA Ha AHTHOKYPETUYEH
cHcTeMa XOpMOH'
[IcuXU4HH be3cbHue; [IpexomepHa MaHus
Hapy LUEeHUS XanOUMHALHHK; | CKIOHHOCT KbM
IlaTonoru4Hu na3apyBaHe;




CbHHMILA; [laTonoru4yHa
O6bpkaHocT; CKJIOHHOCT KbM
[loBeneH4eCcKH Xas3apr;
CUMIITOMMU Ha be3nokoiicTBo;
HapyLUCHHA B XUNEepPCeKCYATHOCT;
KOHTponupaHero | HamyaHu4yasocr;
Ha umnysicure 1 | Hapyuwenue Ha
HAaTpan4MBOCTH | NTHOMAOTO;
|lapaHos;
Henupuym;
CKJIOHHOCT KbM
npesokaaxe';
Xunepdarus'
Hapyiienus Ha | CbHnuBoct; | ['naBobonue Enu3onu Ha BHE3aNHO
HepBHAaTa 3aMasaHOCT; 3aclMBaHe;
cucrema JIucKuHe3us AMHe3us;
XUINEepKUHE3ns;
CuHkon
HapyieHus Ha 3pUTE/IHO
O4HTE HapyLUEeHHE,
BKJIFOUMTENHO
JATTON M,
3aMbIJIEHO
3peHue;
Hamanena
3PUTENIHA
oCcTpoTa
Cbpae4Hu Copae4Ha
Hapy LIEHHsA HEJOCTaTh4HOCT'
CbaoBu XUIOTOHUA
Hapy LUEHUA
PecnupaTopHu, JucnHes;
PBAHHU U XbliLaHe
MeIUacTHHATHH
HapyLIEHHUA
CromauHo- ['anene 3anex;
YpeBHH [loBpbluaHe
Hapy LUEHHS
HapyumeHus Ha Peakuuu Ha
KOXaTa U CBPbX4YyBCTBUTEJIHOCT;
NOAKOXKHATa Copbex;
TbKaH OO6pus
O6wu YmMopa; CunagpoM Ha
HapyIllIeHHUs U [lepudepen OTHEMAHe Ha
eeKTy Ha OTOK AO0NaMUHOB
MSICTOTO Ha arOHMCT,
NPUJI0KEHHUE BKJIFOYBAIL]
anaTus,
0e3noKoMcTBO,
Aernpecus,
yMmopa,
M3IOTABAHE W
boJika o
H3cnenBaHus [lonwxaBaHe Ha | [loBulIIaBaHE Ha '

TCIrnoTo,
BKJIOMHUTEJIHO
MOHHIXECH

TErnoTo




allICTHT

! Ta3u HexxenaHa peakuus € HabmonasaHa no BpeMe Ha nocrMapkeTuHroBus onut. C 95% to4Hoct
KaTeropusATa ro 4ecToTa € He M0-BUCOKa OT ,,HeYeCTH", HO MOXe J1a ObJe U No-HUcKa. To4HO
M34YHUCJIABaHEe HA YecTOTaTa He € Bb3MOXHO, Thil KaTO HEXeJlaHaTa peaklus He ce € NosABsBaIa B
Oa3ara JaHHM OT KJIMHMYHM Npoy4YBaHua ¢ 2 726 nauueHTH c 6onect Ha Parkinson, 1eKyBaHH C

ITPaMHUIICKCOJ1.

CHHIpOM Ha HECMOKOMHHU KpakKa, Hal-4€CTH HEeXENaHW PEAKLIMH
Haii-yecto (> 5%) cbobiaBaHuTEe HEXeENaHU peakUyMH NPY NauMeHTd cb¢ CHHAPOM Ha HECNOKOHH

Kpaka, JIeKyBaHH C [IPaMMIIEKCOJ, ca rajeHe, rnapodosue, 3amasHoCT U ymopa. | aneHe u ymopa ce
cbOOIABaT N0-4E€CTO NPH XEHU, JIeKyBaHU ¢ npamunekco (cborBeTHO 20,8% u 10,5%) B cpaBHeHue
¢ Mbxe (cbroTBeTHO 6,7% u 7,3%).

Tabauua 2. CHHAPOM HAa HECNOKOHHHMTE KpaKa

Cucrema B
OpraHH3mMa

MHoOro 4ecTH
(=1/10)

Yectu (21/100
no <1/10)

Heuectn (Z1/1 000 no
<1/100)

C HeH3BeCcTHA
YyecTrora

Hudekuuu u
HH(pecTauuH

[1HeBMOHMUSA'

HapyweHnus Ha
€HJIOKpUMHHATA
cucTeMa

Hapyuiena cexpenus
Ha aHTUIUY PETHYEH
XOpMOH'

Ilcuxu4yHu
Hapy LUEHUS

be3cbHue;
[laTonoru4yHu
CbHHILIA

be3nokoiicTBo;
O6bpkaHocT;
XaMOUMHALUH;
Hapyumenus Ha
nubuaoTo;
Hanynuuvasocr';
Xunepdarus',
[lapanos';
Manus';
Henupuym';
IloBeneH4ecku
CHMNTOMM HA
Hapy leHuA B
KOHTPOJIMPAHETO Ha
UMITYJICUTE

HaTpam4uBOCTH' (KaTO:

NpeKoMepHa
CKJIOHHOCT KBbM
na3apyBaHe,
naroJoru4Ha
CKJIOHHOCT KbM
Xas3apr,
XHIEPCEKCYATHOCT,
CKJIOHHOCT KbM
npesKaaHe)

HapyumeHus Ha
HepBHAaTa
cCUCTEMA

BnomasaHe Ha
CUHApOMA Ha
HECNOKOWHUTE
Kpaka

["naBobonue:
3aMasHoCT;
CBHIMBOCT

Enu3onu Ha BHe3anHo
3aclMBaHe;

CuHkor;
JIucKuHe3us;
AMHe3us';
XunepkuHe3sus'

HapyumeHus Ha
O4YMTE

3pUTENHO HAapyLUEHHUE,
BKJIFOYMTEJIHO
HaMaJleHa 3puTeliHa
OCTpOTa;
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Jluronus;
3aMbIIIEHO 3pEHHE

TerjioTo,
BKJIFOYMTEJITHO
MOHWXXEH alleTHT;
IloBui1aBaHe Ha
TErnoTo

CobpaeyHu Cobpneyna

HapyLIEeHUs HeJ0CTATbYHOCT'

CbaoBu XHINOTOHUA

HapyLIEHHA

PecnupaTopHu, IlucnHes;

rPbAHM H XbiLiaHe

MeAUaCTUHAIHH

Hapy LUEHHUA

CromauHo- [‘aneHe 3anex;

4YpeBHU [loBpbilane

Hapy LUEHUS

HapymeHnus Ha Peakuuu Ha

KOoXKara u CBPBbX4YBCTBUTE/IHOCT;

MOJKOXHAaTa Copbex;

TbhKaH OO6pus

OOwwu Ymopa [lepudepeH oTok CuHapoM Ha

HapyLIEeHHUA OTHEMaHe Ha

edexTu Ha NONaMHHOB

MSICTOTO Ha arOHHUCT,

NPUI0XKEHHE BKJIHOYBAILL
anarus,
0e3nokoicTBO,
nenpecus,
yMOpa,
U3MOTABAHE M
bonka

HU3cnenBaHus [loHwkaBaHe Ha

! Ta3zu HexenaHa peakuus € HabnoAaBaHa no BpeMe Ha noctMapkeTuHroBua onurt. C 95% toyHoct
KaTeropusra o 4ecrora € He 10-BMCOKa OT ,,HeYeCTH ', HO MOXe Aa Obae u no-Hucka. [1peuusHo

M3YMCIsiBAHE HA YeCTOTaTa HE € Bb3MOXHO, Thil KATO HeXejlaHaTa peaklMsa He ce e nosBuia B 0a3ara
NAaHHHU OT KJIMHMYHM M3NUTBaHHUA Ha |1 395 naumeHTH CbC CHHAPOM Ha HECNIOKOMHHUTE Kpaka,
JIEKYBaHM C MpaMHUIEKCOJI.

OnucaHue Ha U30paHu HeXxeNaHu peakLuu

ChHauBOCT

HPEMHHEI{EDJ] € CBBbP3aH 4Y€CTO CbC CbHJIHBOCT H HEYECTO CE CBbP3BA C [IPEKOMEPHA CbHIIHUBOCT I1PE3

NeHs ¥ eNnU301M4 Ha BHE3aIlHO 3acnuBaHe (BXK. To4ka 4.4).

HapymeHnus Ha nubunoro

[Tpamunexcon Moxe na Obae CBbpP3aH HEYECTO C HApYLUEeHUA HA NUOMAO0TO (MOBUILABAHE WIH

NOHHIKABAHE).

Pa3crpoiicrBa B KOHTPOJId Hd UMITYJICHTC

[laToNOrM4YHa CKJIOHHOCT KbM Xa3apT, NOBUILEHO TUOMI0, XMNIEPCeKCYaNHOCT, KOMITYJICUBHO Xap4€eHe
U Na3apyBaHe, NpesXkAaHe U KOMITYJICMBHO NpesKIaHe MOraT Aa ce MOosABABAT NPU MAaLUEHTH,

JIEKYBAHH C JIONIAMHUHOBU arOHMCTH, BKJIIOYMTEIHO NIpaMuneKkco (Bx. Touka 4.4).

B perpocnekTuBeH CKPUHUHI Ha NpeACTaBUTE/IHA U3BA1Ka U NPOYYBaHe Cily4ai—KOHTPO
BirouBamu 3 090 naumeHTu ¢ napkuHcoHoBa bonecrt 13,6% o1 BCHYKM NaLMEHTH, MO
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NONMAMHHEPrM4HO JICYEHUE WIIH HE-AONAMHUHEPrU4HO JIEYEHUE UMAT CUMIITOMHM HA HAPYILLIEHHUE B
KOHTpOJ1a Ha MMIYJICUTE B NEPUOAA HA NMOCNeaHuUTe WwecT meceua. HabnmonaBaHuTe NposBY BKIIKOYBAT
MaroJIoOrM4Ha CKJIOHHOCT KbM Xa3apT, IPEKOMEPHA CKJIOHHOCT KbM Ma3apyBaHe, KOMITYJICHBHO
npeskJaHe i HATPan4MBO CEKCyaslHO MoBeAceHUe (IOBUILIEHA CEKCYATHOCT). Bb3moxHuUTE
HE3aBUCHMHM PUCKOBHU ()AaKTOpH 32 pa3CcTPOMCTBA B KOHTPOJIa HA UMITYJICUTE BKJIFOYBAT
NONaMHHEPrUYHO JIeYeHUE U NMO-BUCOKH 03U HA NONaMMHEPrH4HO JIeYeHHUe, N0-Mana Bb3pact (< 65
roavHH), 0e3dbpayue U cbobLIEeHa (paMuiIHA aHAMHE3a 32 CKJIOHHOCT KbM Xasapr.

CHMHIpPOM Ha OTHEMAHE Ha IONAMMHOB arOHUCT

[Ipu HamansBaHe WK NpeKpaTsABaHe HAa IIpMeMa Ha AONAMMHOBU ArOHUCTH, BKJIFOYUTETHO
MPaMHUIIEKCOJI, MOXE Ja Bb3HMKHAT HEMOTOPHHU HEXeNaHu peakuud. CHMNTOMUTE BKIIIOYBAT anarus,
Oe3nokoicTBO, Aenpecus, yMopa, u3notriaBaHe u Ooika (BX. Touka 4.4).

Cbpae4yHa He10CTaTbYHOCT
[lo Bpeme Ha KIMHHYHM NPOYYBAHUA M MOCTMAPKETHHIOBHMA ONMUT € CbOOILIAaBaHa Chbpae4yHa

HEAOCTaTb4YHOCT NpU NauMeHTH ¢ npamunekcoi. [lo Bpeme Ha ¢papmakoenoaeMHOIOrH4HUTE
NPOY4BaHMA, NPUI0KEHUETO HA MPAMHUIIEKCOJ € CBbP3aHO C [OBUILEH PUCK OT ChbpIE4Ha

HEeNOCTaTb4HOCT B CPABHEHHWE C HENPUIAraHeTo Ha npamunexcon (HabaonaBaHa CTeneH Ha pucka
1.86; 95% Cl, 1,21-2,85).

Cbo0O11aBaHe Ha NOAO3MPAHU HEXKEJAHH PEaAKLIUH

CpobO11aBaHeTo Ha NMOAO3UPaHU HEXEJIaHK peaklMy clle] pa3peluasaHe 3a ynorpeba Ha ekapcrBeHus
NPOAYKT € BaxkHO. ToBa no3sonsABa Aa NpoAbKM HAONIOIEHHUETO Ha CbOTHOLLIEHHETO MO0J13a/PUCK 32
neKapcTBeHusA NpoAYyKT. OT MEAMLUMHCKHUTE CNIELIMAIIMCTH C€ M3MCKBA 1a ChOoOLIAaBaT BCAKA
NONO3MpPaHa HEeXKejlaHa peaklMs Ypes:

H3nbiaHATEIHATA areHuus 10 JIeKapcTBara.

yi. ,,JJamsH ['pyeB” Ne 8

1303 Codpus

Ten: +35 928903417
yeOcaiiT: www.bda.bg

4.9 Ilpeno3upane

HsaMa KJIMHMYEH OIUT C TEKKH CIy4au Ha npeno3dpaHe. O4akBaHUTE HEXKENNAHH PEAaKLIUM Ca TE3H,
CbOTBETCTBAILM HA PapmMakoAMHAMHUYHUSA NPO(KUI HA JONAMUHOB arOHMCT, BKJIFOYBALLl raleHe,
NOBpPbIllaHe, XUIIEPKMHE3 U, XAIIOLMHALMK, Bb30yaa u Xxunoroxus. He e yctaHOBeH aHTUAOT NpPH
npeao3upaHe ¢ AONaMUHOB aroHUcT. [Ipu HanKM4Yue Ha CUMIITOMM 32 CTUMYJIMPaHe Ha LieHTpaiHaTa
HEpPBHA CHCTeMa MOJXeE []a ce NMpUJIoKaT HeBpoaenTuud. [1py npeno3upane Moxe aa ca HeoOXoaAuMH
00LIM MOAABPKALIM MEPONPHATHA B KOMOHHALIMSA ChC CTOMALLIHA TPOMUBKA, HHTPAaBEHO3HHU MH(DY3HH,
npuiaraHe Ha aKkTUBEH BbIJlIeH U MOHUTOpUpaHe Ha EKI.

5. ®APMAKOJIOTHYHHU CBOHCTBA
5.1 ®apMakoAHHAMHYHH CBOlHCTBA

®apmakoTepaneBTH4YHa rpyna: aHTUNApKMHCOHOBH JIEKApPCTBa, NONAMUHOBU ArOHHUCTH;
ATC kon: N04BCO05

MexaHu3bM Ha neicTBUe
[Ipamunekcosi e A0NaMUHOB arOHKCT, KOMTO ce CBBP3Ba C BUCOKA CEJIEKTUBHOCT M CNELMPHUIHOCT C

D;-nonaMuHOBUTE pELENTOPH, H NO-CNELUMATHO MMa aQUHUTET KbM TEXHMUA noaTun Ds, u uma nbiaHa
BbTPELLHA AKTUBHOCT.

[Ipamunexkcon obnexyapa nposBuTe Ha [lapKkMHCOHOBA MOTOPHA HEAOCTATHYHOCT YPE3 CTUMYII
Ha ONaMHUHOBHUTE PELIENTOPH B cTpyuatyMa. [IpoyyBaHusa npu XKMBOTHH COYaT, Y€ MPAMHIIEKC
MHXHOMpa CHHTE3a, OTIE/ISHETO U MeTab0/IM3Ma Ha JONaMUHA.
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MexaHM3MBbT Ha eACTBUE HA NPAMMUIIEKCOJI KaTO CPeACTBO 3a JiedeHue Ha CUHIPOM Ha HECITIOKOWHH
Kpaka e Heu3BecTHO. HeBpo(dapmakonoryuHu aokas3aTencTsa Mpeanoiarat MbpBM4YHO BKIKOYBaHE HA
NonaMUMHEepru4Hara cucrema.

@apmakoIMHAMUYHU edexTH

[Tpu noOpoBonuu e HabnoaaBaHO N030-3aBUCMMO HaMalleHHWe Ha NpojakTUH. [Ipu KIMHKUYHO
M3IUTBAHE ChC 3paBu 10OPOBOILIM, B KOETO MpaMUNeKco) TabNETKH C yAb/DKEHO 0CBODOXKAaBaHe ce
THTPUMpAT No-0bp30 (Ha Bceku 3 IHKM) OT npenopbuBaHuTe A0 3,15 mg npamunexkcon 6asa (4,5 mg
COJ1) Ha JieH, e HabJroJaBaHO MOBUILIABaHE HA KPbBHOTO HAISATaHE W YCKOPABAHE HA ChbpAECYHMA
purbM. TakuBa edekTu He ce HaOMIOOaBaT MPH U3NUTBAHE C NALUEHTH.

KnuHuiHa edukacHocT U Oe3onacHOCT npu bonect Ha Parkinson

[Ipamunexcos HaMansABa NMPU3HALMTE U CUMIITOMUTE Ha MuaUonaTtu4Hara dbonecr Ha Parkinson.
[IpoBeneHu ca mnauedo-KOHTPOIMPaHU KIMHUYHMA Npoy4BaHus, BxiroyBamy 1 800 nauuenra B
cranuii Ha 3abonsBane |-V no Hoehn u Yahr, nekyBanu ¢ npamunekcon. U3ssH X, okono 1 000,
KOMTO ca OWiM B HanpeaHan craaui Ha 3a00/11BaHETO, ca NPUEMAIH EAHOBPEMEHHO JIEBOJIONA U Ca
CTpajaid OT MOTOPHH YC/IOXKHEHHA.

EdukacHocTTa Ha NpaMMNEKco Mpy paHHa v HanpeaHana obonect Ha Parkinson ce nogabpxa B
KOHTPOJIMPaHU KIIMHWYHHM NPOYYBAHMA 3a NEPHO] OT OKOJIO WecT Mecena. B oTBOpEeHH NOMbIHUTEIHH
MPOy4BaHMA 33 NNEPUOI HAJ TPU N'OJAUMHM He ca OTOENA3aHM MPU3HALIM HA NOHW)KABaHE Ha
edukacHocTTA.

[Ipy KOHTPOJIMPAHO OBOMHO CIANO KIMHUYHO NMPOYYBAHE C MTPOABIDKMTENIHOCT 2 TOAUHM, HAYaIHaTa
Tepanus ¢ NPaMUIIeKCOJ 3HAYUMMO OTJIara HaCTbIIBAHETO HA MOTOPHHM YC/IOXKHEHHUS U CPaBHEHO C
HayaJlHa Teparnus ¢ JIeBOAOoNa peayLupa TaXHara nossa. 1oBa orjlaraHe HAa MOTOPHHUTE YCJIOXKHEHUA
npu NpamMUIIeKco cliensa aa ce banancupa cnpsmo no-rojisiMoTo NOJ0OPEHUEe Ha MOTOpHATA
¢yHkuMa npu neBonona (M3mMepeHo ype3 cpeaHara npomsHa no UPDR- ckana). Obwara yecrora Ha
XQIIOUMHALMMA W CbHJIMBOCT NPUHLIMITHO € N0-BUCOKA BbB (pa3ara Ha yBe/iM4aBaHE Ha n03ata IpH
rpynara ¢ npamunexkcosi. Bonpeku ToBa, He € UMaJI0 3HaYMTEIHA pa3/idKa Npe3 noaabpkamara asa.
Te3u nanHu TpabBa Aa ce UMAT NpeaBU NpPU 3ar04YBaHE HA JIEYEHUETO C MPaMUIIEKCO [P NMaLMEHTH
¢ 6onect Ha Parkinson.

[lenuaTpuyHa nonynauus

EBponeiickara areHuus no nekapcraara 0cBo00Xkaasa OT 3ab/DKEHHETO 3a [IPEeACTaBsiHE Ha
pe3yJTaTUTE OT NPOYYBAHUATA C IPAMUIIEKCO/ BbB BCUUKM MOArPYIIM HA NeauaTpyyHara nomyJiauus
npu 6onect Ha Parkinson (Bx. Touka 4.2 3a uHGopMaLMsa OTHOCHO ynorpeda B neauaTpusra).

KnuHuuHa edukacHocT U 6e3onacHocT npu CUHAPOM HA HECNIOKOWHU Kpaka

EdukacHocTTa Ha NPaMUIIEKCOJI € OLIEHEHA B YETUPH IU1aLe00-KOHTPOIUMPAHU KIIMHUYHU NPOYYBaHUsA
npu npubnuzurento 1 000 nauueHTH ¢ ymMepeH A0 TexbK uauonaruyeH CHHAPOM Ha HECTIOKOMHU
Kpaka.

[IbpBHYHMTE KpaliHA pe3y/iTaT 32 e(MKACHOCT ca CPeAHATa pa3/iuKa OT HAYaJlHUTE CTOMHOCTH,
u3mepeHa no OuexnbyHara ckana Ha CuHApoM Ha HecnokoiHUTe Kpaka (IRLS) 1 no O01mo kiHHHYHO
BreyariaeHue 3a nonobpeHuero (CGI-I1). U 3a nBere nbpBHYHM KpaiiHU TOUYKH ca HaONOAaBaHU
CTaTHCTHYECKM 3HAYHMH Pa3jIMKK B rpynure Ha npamunekcosn ¢ 1034 0,25 mg, 0,5 mg u 0,75 mg
NpPaMUIIEKCOJI col B cpaBHeHMe ¢ ruauedo. Cnen 12 ceaMuuM Ha Jie4YeHUE HAYAJIHUTE CTOHHOCTH 1O
IRLS pe3synrar ca nonobpenu ot 23,5 Ha 14,1 To4ku 3a ruiauedo u ot 23,4 Ha 9,4 TO4KH 3a
npamunekcos (komObuHupanu n03u). Kopurupanara cpenHa pasnuka e -4,3 touku (CI 95% -6,4; -2,1
Touku, p<0,0001). Crenenure Ha orrosop no CGI-I (nogobpeHa, mHoro nonobpena) ca 51,2% wu
72,0% cBoTBeTHO 3a miauebo u npamunexkcon (paznuka 20% CI 95%: 8,1%; 31,8%, p<0,0005).
EdukacHocrra e HabnonasaHa ciel mbpsara ceaqmuua Ha nedeHue ¢ 0,088 mg 6a3a (0,125 mg con)
Ha [IeH.

B nnaue®o-KoHTpoaMpaHo NoMcoOMHOrpad)cKko npoy4BaHe 3a nepuon OT 3 CeAMMLUM NpaMun
3HAYMMO HaMansBa Opos Ha NepPUOAMYHHMTE NBMIKEHHUS HA KpalHULIMTE 110 BpEME Ha IOKOMH
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JIbarocpoyHara eMKacHOCT € OLieHEHa B I1aneb0-KOHTPOJIMPaHO KIMHUYHO u3nurBane. Cnen 26-
CeAMUYEH MEPUO]] Ha JieYeHue, ce HaboaaBa KOPUIrMpaHo CpeaHO HamMalleHHe Ha o0Lus CKOp Nno
IRLS ot 13,7 1 11,1 TOukK, CLOTBETHO B Irpynara, JIeKyBaHa C NPaMHUIIEKCOJI U Ta3H, JIEKYBaHa C
riauebo, cbe craructuyecku 3Hauuma (p = 0,008) cpenna pasnuka npu nedyeHuero ot -2,6. Crenexnra
Ha nosnuasaHe no CGIl-1 — (¢ uspazeHo nonobpeHue; cbc CUIHO u3pazeHo nonodpenue) e 50,3 % (80
or 159) u 68,5 % (111 ot 162) cbOTBETHO NMpHU rPyNHUTE, JIEKYBAHH C M1AUe00 U MPaMUNIEKCO
(p=0,001), koeto cboTBeTcTBa Ha OpOii Hykaaeuu ce ot jedeHue (NNT) nauuenrtu - 6 (95%Cl: 3,5;
13,4).

nEgHﬂTJH‘IHE MNOIyJdlHnA
EHpDﬂEﬁEKETﬂ areHUMA Mo JIEKapCcTBara oT1Jiara 3aaAb/DKCHUETO 34 NNPEA0CTABAHE HA PE3YJITATUTE OT

NPOy4YBaHUATA C MPAMUIIEKCOJ BbB BCUYKH MOATPYNHM Ha NeAUaTpyuiHaTa MomyJjiauus npyd CUHHAPOM Ha
HecrnokoiHUTe Kpaka (BXkK. Touka 4.2 3a uHdopmaLus OTHOCHO ynorpeda B neauarpusTa).

KnunuyHa edpukacHOCT U 6e30nmacHOCT npu cuHApoM Ha Tourette

EduxacHoctra Ha npamunekcon (0,0625-0,5 mg Ha neH) nNpy neauaTpy4HyY NALMEHTH HA Bb3PAcT OT 6
no 17 ronuHu cbe cuHaApoM Ha Tourette, € oueHeHa 4ype3 6-ceAMU4HO, ABOMHO CIAMO,
PaHAOMHU3UPAHO, IaLe00-KOHTPOJIMPAHO U3NUTBAHE C POMEHJIMBA 103a. PaHnOMH3UpaHU ca 001wo
63 nauueHTH (43 Ha npamunekcoi, 20 Ha nnauedo). IIspBHYHaTa KpailHa TOYKa € NpoMsAHaTa Ha
O6mwus vk ckop (Total Tic Score — (TTS)) no Ckanara Yale 3a rnobainara Texecr Ha TUKOBETE
(Yale Global Tic Severity Scale — (YGTSS)), B cpaBHeHHe ¢ U3XOAHOTO HUBO. He e ycraHOBeHa
pa3jiMKa MeXI1y NpaMuIieKco ¥ nnauebo Kakro no OTHOLIEHUE Ha MbpBUYHATA KpaiiHa TO4YKa, TaKa U
[10 OTHOLLIEHHE HA HUKOS OT BTOPHYHHUTE KpailHU TOYKH 3a e(pUKACHOCT, BKJIKOUMTENHO O0Lus
YGTSS ckop, O610T0 BrieyarieHde Ha nauueHTa 3a nogobpenue (Patient Global Impression of
Improvement — (PGI-I)), Knunuunoro o6mo Bne4arnenue 3a nogodpenue (Clinical Global
Impression of Improvement — (CGI-I)) wnu Knunuuaure o611 BneyaraeHUds 3a TeXecTra Ha
3abonsBaHeTo (Clinical Global Impressions of Severity of Illness — (CGI-S)). Hexenanu cvburus,
Bb3HUKHAIM NPU Hail-manko 5% OT nauMeHTUTe B rpylara Ha NPaMMUIIEKCOJI, U M0-4ECTH NpU
NalUeHTUTE JIEKYBaHUTE C IIPAMMIIEKCOJI B CPABHEHHME C MaLMEHTUTE Ha Iuiauebo, ca: rnasobosnue
(27,9%, nnauebdo — 25,0%), ceHnusoct (7,0%, mnauebo — 5,0%), ranene (18,6%, nnauedo — 10,0%),
noBpsbiaHe (11,6%, nnauebo — 0,0%), 6onka B ropHara abnomunanHa oobnacr (7,0%, nnauedo —
5,0%), oprocraTudHa xunortoHus (9,3%, nnauedo — 5,0%), muanrusa (9,3%, mnauedo — 5,0%),
HapyiweHus Ha cbHA (7,0%, mnauebo — 0,0%), aucnues (7,0%, miauebo — 0,0%), undexuus Ha
ropHuTe auxareaHu nbrua (7,0%, nnauebo — 5,0%). Apyru 3HayuMu HexxenaHu CbOMTHsA, BOAELLH
10 MPeKbCBaHEe Ha JIeYEHUETO NPU NalUHeHTUTe, IPUeMAallH PAMMUIIEKCO, €A CbCTOSHHUE Ha
00BpKAaHOCT, CMYILIEHHS B FOBOPA M BIOLIABAHE HA CHCTOAHHUETO (BXK. TO4YKA 4.2).

5.2 @apmMaKOKHMHETHYHH CBOHCTBA

Abcopbuus

[Ipamunekcon ce pe3opOupa ObP30 U U3LAIIO Cliel NepopaieH npuem. AoconoTHara OHOHATMYHOCT €
noseye oT 90% U MakCHMAIHUTE IU1a3MeHU KOHLIEHTpalUuu ce nocturar mexay 1 u 3 yaca. [IpuembT
C XpaHa He HaMa1ABa cTeneHTa Ha abcopObuua Ha npaMUNEeKCcosl, HO NOHWXKaBa HeiHaTa CKOPOCT.
[Tpamunexkcon e ¢ TMHeiiHa KHHETUKA U C MAJIKH pa3/iM4yus B [U1a3MEHUTE KOHLIEHTPALUH NTPH
pa3IM4UTE NALUEHTH.

Pasnpenenexue

CBbp3BaHETO HA NPAMMUIIEKCOJI € IJIA3MEHUTE MPOTEHHHU NPH Xopa € MHOro HUCKO (< 20%), a obembT
Ha pasnpenenenue e ronsam (400 1). [Ipu mrexoBe ca HabnOAaBaHU BUCOKM KOHLIEHTPALUMHU B
MO3b4HaTa ThKaH (0KO0JIO 8 MbTHU MO-BUCOKHU OT TE3M B IU1a3mMara).

buotpancopmauus
[Ipamunexcon ce Mmerabonu3upa B HUCKA CTENEH B YOBEIIKHUA OPraHU3bM.

EnuMuHUpaHe
OCHOBHUSAT HAYMH HA EIMMUHUPaHE € ObOpeYHaTa eKCKpeLUs Ha HEMPOMEHEH MPaMHUIEKCO
[Ipubnusurenso 90% or mapkupanara ¢ '*C no3a ce ekckperupa upe3 6s6peuure, a no-m

14



ce OTKpMBAT BbB dexkanuure. TOTANTHUAT KIMPbHC Ha npamunekcon € okoao 500 ml/min, a
6b6peyHUAT KIMPBHC — npuOnu3uTenHo 400 ml/min. Bpemero Ha nosyenumMuHupaHe (ti2) Bapupa oT
8 yaca npu minanu xopa a0 12 yaca npu Bb3pacTHM.

5.3 [IpeaxaHHHYHH N1aHHH 32 0e30nacHOCT

[IpoyuyBaHusATa 32 TOKCHYHOCT [P MHOIOKPAaTHO NpuilaraHe rnokassar, 4e NpaMMIneKcos Biuse
rnaBHO BbpXY QyHkuuute Ha [ITHC u xkeHckara penpoayKTHBHA CUCTEMA U BEPOATHO CE€ AbJDKAT HA
npeKaneHo cuieH papMakoaMHaM14eH ePeKT Ha MPaMHIEKCOIL.

[1pu manku npaceHua e HabaOAaBaHO NOHMIKEHUE HA JUACTONHOTO U CUCTOJIHO HAJIAraHe U Ha
CbpJeYHATa YeCcToTa, @ TEHAEHLIMA 33 XUIIOTOHH4YEeH edekT e 3abens3aHa npy MaiMyHU.

[ToTeHUMANHUAT edekT Ha MPaMMUIIEKCOJI M0 OTHOLLUEHUE Ha PEeNnpoLyKTUBHATA QYHKLHUS € POYY€EH
NpY M3CJieBaHUA BbPXY IUIbX0BE U 3aiuu. [1pu mibXxoBe U 3aHLIM MPAMMIIEKCOJ HE NOKa3Ba
TepaToreHeH eekT, HO € eMOPUOTOKCHYEH NPH IUTbXOBE B 1034, TOKCUYHH 32 Maiikara. [lopanu
noadopa Ha BUAA )XUBOTHU U OFPAHUYECHUTE U3C/IEABAHHU NAPAMETPH, HEXEJIAHMTE PeakLM4 Ha
paMUIIEKCOJI [0 OTHOILIEHWE HA OpeMEHHOCTTa M MBXKKAaTa penpoiyKTUBHA CIIOCOOHOCT HE ca
HaNb/JIHO U3ACHEHH.

[Ipu nabXxoBe e HabmoaaBaHo 3abaBsHe Ha NMOJOBOTO pa3BUTHE (T.€. pasje/isiHe Ha Npemyuuyma u
BarMHAJIHO OTBapsiHe). 3HAYEHUETO 32 YOBEKA HE € U3BECTHO.

[Tpamunexcon He € reHoToOKcH4eH. [1pu npoyyBaHus 3a KAHUEPOTr€HEH NOTEHLMANI MBXKH IUTbXOBE
pa3BMBaT XMIepIUia3us Ha kneTkuTe Ha Leydig u aneHomu, KoeTo ce 06scHABa ¢ MHXUOUpamus edext
Ha NPaMMIIEKCOJ BbPXY NpojiakTuHa. Ta3u HAXO0AKa HE € pelleBaHTHA KbM KIMHUYHATA ynorpeoa.
CbLI0TO NpOoy4YBaHe NOKa3Ba, ye B 1034 2 mg/Kg (COJ) U MO-BUCOKH OT TAX NPAMHUIIEKCOJI CE CBBP3Ba C
NereHepanua Ha peTHHara npu mibxose andbuHocu. [locnenHara Haxonka He ce cpella rnpu
NMUrMEHTUPAaHM IUTbXOBE M He € HabonaBaHa Npu 2-roAUIIHO NPoy4YBaHe 32 KAHLIEPOreHHOCT IpH
MUILLKH AIOMHOCH, KAKTO M MPU HUTO €QUH OT APyruTe U3clieiBaHU BUIOBE.

6. OAPMAULEBTUYHHU JAHHH
6.1 CnucbK HA NOMOIIHHTE BelllecTBa

Nexcumup 0,18 mg rabaerku u [Mexcumup 0,7 mg Tabnerku cbabLpxKar:
[IpexxenaTHHU3MPAHO LAPEBUYHO HULLecTe (uapeBuyHO HUecte 1500)
MaHuTON

MHUKpPOKpHUCTAIHA Liey/103a
[loBunooH

Tank

MarHe3ueB creapar

6.2 HechbBMECTHMOCTH
He ca u3BecTHM.

6.3 Cpok Ha roagHocrt
3 roaMHH.

6.4 CneuuajiHH YCJI0BHS HA ChbXPaHeHHe

CobxpansiBaiiTe Ha MACTO, HEJOCTBITHO 32 [ela.
Ila ce cexpanssa nop 30°C, B opurdHanHara onaxkoBkKa.
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6.5 Bua H cbAbpPKAHHE HA ONAKOBKATA

[lexcumup 0,18 mg Tabnerku

Al/Al 6nucrepu, OoNakoBaHU B KAPTOHEHA KyTHUs C JIMCTOBKA 3a nauueHTa. Beska onakoBka chabpxka
30 Tabnerku.

[lexcumup 0.7 mg Tabnerku
Al/Al 6nucrepu, onakoBaHM B KAPTOHEHA KYTHS C JIMCTOBKA 32 nauueHTa. Bcska onakoBka cbabpxka

30 TabneTkH.

6.6 CneunajHu npeanas’HH MepKH NPH H3XBbpJasiHe H pabora

HsamMa cneuManiHy U3MCKBAHUA.

i [IPUTEXXATEJ HA PASPELLIEHHMETO 3A YIIOTPEBA

.Jdalikadapma Bucoxokayecrsenure Jlexkapcrsa” A/l
oyn. ,,I". M. IumurpoB” Ne 1,

rp. Codus 1172, bearapus

Ten.: + 359 2 962 54 54

dakc: + 359 2 9603 703
e-mail: info@tchaikapharma.com

8. HOMEP(A) HA PAJPEIIEHHETO 3A YIIOTPEBA

[Texcumup 0,18 mg Tabnerku - 20110103
[Texcumup 0,7 mg Tabnerku - 20110102

9. JATA HA II'bPBO PASPELLEHUE/MOJHOBSABAHE HA PAPELLIEHHETO 3A
YIIOTPEBA

Jlara Ha mbpBO paspewasane: 10.02.2011
Jlara Ha nocnenHo noaHoBsaBaHe: 24.02.2016

10. JATA HA AKTYAJIMUZUPAHE HA TEKCTA

Anpun, 2024
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