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2. KAYECTBEH 4 KOJIJMMECTBEH CHCTAB

Bcaka Tabnerka cubabpxka 0,25 mg npaMunekcon AUXHAPOXJIOPHA MOHOXMIpaT (pramipexole
dihydrochloride monohydrate) exksupanenreH Ha 0,18 mg npamunekcon (pramipexole).

Brumanue.

J{o3uTe npaMuUneKcol, MyONUKyBaHH B JIMTEpaTypaTa c€ OTHACAT 3a HEroBara Coll.

Ilopagn ToBa, mo3ure we 6bAAT U3pa3aBaHH NMO-AOCMY KATO NMPaAMHNEKCon 0a3a U KATO MPaMHUIIEKCON
noz popMara Ha coi (B CKOOH).

3a NLJIHMSA CIIHCHK HA NOMOIHHWTE BELIECTBA BIOKTE TouKa 6.1.

3. JEKAPCTBEHA ®OPMA

Tabnetrka

KouueHTpauus BBHIlIEH BUA

(mg 6a3a)

0,18 mg benyn, OBOWHOM3ITEKHAIH, NMPOABITOBATH TADNETKH ¢ ACNUTENHA Yepra Of
JIBETE CTPaHH (pasmepu: 8mm X 4mm NpHOIHIMTETHO).

Tabnerkure MoraT ga O»aT pa3aesieHH Ha ABE paBHH NOJIOBUHU.

4., KJIHHHAYHHA TAHHH

4.1 TepaneBTRYHRA NOKAIARHS

MEJOIIEKCOJI ¢ npenHa3HaueH 3a JIeMEHHE TIPH BB3PacCTHM HA NMPH3HAUMTE M CHUMITTOMHTE HA
wauonaruuHa 6onect Ha [lapkMHcoH camocToaTenHo (6e3 nepoaona) unu B KOMOMHALMA C JIEBOACNA,
T.€. B XOAa Ha 3a00/1MBaHETO npe3 KbCHUTE CTAAHHU, KOraTo €(eKTHT Ha JIEBOA0NA HAMAJIABA WM CTaBa
HENOCTOAHEH H ce HabmonapaT QUIYKTyalHH B TepaneBTH4YHHA edekT (PIyKTyaluuH NpH B3YCPIBaHE
Ha Jo3aTa WiH “‘on off” paykTyaLmn).

MEJOIIEKCOJI e nokazaH npu BB3PACTHU 32 CUMIITOMAaTUMHO JICYEHHE HA YMEPEH IO TEKBK
uauonatuyeH CUHIPOM Ha HecnokoiHHTe Kpaka B o3 10 0,54 mg 6aza (0,75 mg con) (Bx. Touka

4.2).
4.2 o3npoOBKA H HAYHE HA NPAJIOKCHHE

3a_nmo3u, kouTo He MoraTt aa ce nmocturHar ¢ MEJIOIIEKCOJI, ca HanuyHy ApYrd KOHLIGHTpalHW Ha
OPYTH TEKAPCTBEHU MMPOXYKTH, KOUTO CHABPKAT IMPAaMHUIIEKCOJI.

EOSH@BKH

boject Ha [lapxkaacon
JIHEBHaTa 1034 C¢ pasnpeie/is MOPaBHO HA TPH OTACAHH NPHEMA.

Havanno neuenue




HosnpoBkaTta TpaGBa NoCTENEHHO Aa ¢¢ NMOBHLHABA, KaTto ce 3ano4He ¢ 0,264 mg 6a3za (0,375 mg con)
JHEBHO, CJIe]] KOETO Ce YBelu4aBa Ha BCEKM 5 - 7 AHH. AKO MNMpH MalUeHTa He Ce YCTAHOBSABAT
HEMOHOCHMM HEXXENaHH JIEKAPCTBEHH pPEaKLiMHM, Jo3aTa clieBa Ja c€ THTpPHpa A0 NMOCTUraHe Ha
MaKCHMAaJeH TepaneBTHYEH e(eKT.

CxeMa Ha aosupane Ha MEJTOIIEKCOJI upes nmosuiliaBane Ha 103UTE

CeaMuua Ho3upoeKka OO1a 1HeBHA Ho3upoeka OO1ua JHeBHA
(mg 6aza) no3a (mg 6a3a) (mg comn) A03a (mg co)

1 3 x 0,088 0,264 3x0,125 0,375

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

3 3x0,35 1,1 3x0,5 1,50

AKO ce Hajiara no-HaTaThIlHO YBEIKUaBaHe Ha J03aTa, IHEBHATA A03a C/ieiBa Ja ce nopuuiasa ¢ 0,54
mg 6az3a (0,75 mg con) Ha ceaMHLa OO AOCTHTAHE HA MaKCHMalHa AHeBHA fo3a 3,3 mg 6aza (4,5 mg
con).

Bce nax Tpabsa na ce orOenexu, ue CIyyauTe Ha CHHIMBOCT C€ YBEJIMYABAT IIPH 03U IMO-BUCOKH OT
1,5 mg (comn) Ha neH (BukTe TOUKa 4.8).

Ilo0dvpoicatio nevenue

WHauBHayanHara aA03a npaMUnekcos Tpaosa na Onae B pamkure Ha (0,264 mg 6a3a (0,375 mg con) ao
MakcHManHa aosa 3,3 mg 6aza (4,5 mg con) auesno. [lo BpeMe Ha OCHOBHHM NPOYYBAHHA C
NOBHINABAHE HA A03aTa HA4YaloTO Ha edeKkra € HabmoaaraHoO NMpu AHeBHa no3a 1,1 mg Gaza (1,5 mg
con). ITo-HaTaTbK f1033aTa ¢NeBa Aa ¢€ aaanTHpa B 32aBHCHMOCT OT KJIHHHYHHA OTTOBOD H NOABATa HA
HEXENAHH peakLMK, B KIMHHYHH H3NHTBAHUA OKOJIO 3% OT NauMEHTHUTE ca Noay4yaBany ao34 nog 1,1
mg 6a3a (1,5 mg con). [Ipu nanpeaHana 6onect na [lapkuHCOH AO3M NpaMHUNEKCoa No-BHcokHu ot 1,1
mg 6asza (1,5 mg con) Ha OeH MOXE Aa ca NoaxoadiuM 3a O00nHH, Npy KOHTO W€ OBbae HamasgBaHa
Ao3ata Ha jesogocna. IIpenopsuBa ce JO3HPOBKAaTa Ha JIEBOAOINA Ja ce NMOHWKARA KAKTO N0 BPEME Ha
NMOBUMIABAHE Ha [J03aTa, Taka W no BpeMe Ha noaabpxkawmoro nedeHue ¢ MEJIOIIEKCOJI, B
3aBUCUMOCT OT PEaKLMUTE Ha OTACTHHUTE NAUMCHTH (BIDKTE TOUKA 4.3).

{Ipexpamsasane na reveruemo

BHe3anHOTO TNpekparsBaHEe Ha AOMAMUHEPIrWYHOTO JICYCHHE MOXKE Ja JAOBEAE AO Pa3BUTHETO Ha
HEBpPOJENTHYEH MANTMITHEH CHHAPOM WNH CHHAPOM HA OTHEM3HE Ha [JONAMHUHOB AaroHMCT.
[Ipamunexcon Tpabra ga 6ba¢ HamManmABaH nocreneHHo ¢ 0,54 mg 6a3a (0,75 mg con) Ha geH, JOKATO
IHeBHaTa go3a ce peayuupa ao 0,54 mg 6a3za (0,75 mg con). Cnea roea fo3ara ce roHWKaBa ¢ 10
0,264 mg 6a3a (0,375 mg coxn) Ha AeH (BroKTE TOUKa 4.4).

CuHApOM Ha OTHEMaHe Ha AOMAMHMHOB ArOHHMCT MOXE Ja C€ MOABH M MO BPEME Ha INMOCTENEHHOTO
HAMAJISBAHE Ha J03aTa H MOXe Ja € HeoOXOAHMO BpPEeMEHHO YBeJlHYaBaHe€ Ha Jo3ara npeau
NOCTEMEHHOTO HAMAJIABAHE Ja ¢€ BL300OHOBHM (BIDKTE TOUKA 4.4).

Iayuenmu c 6vbpevunu yepesicoanun

EnuMHHHpaHeTo Ha NpaMMNEKCoJ1 3aBUCH OT ObOpeunaTa ¢yHKIMA. 3a 3aMo4BaHE HAa JICUSHHETO CE
npenopbuBa ClIEAHATA CXEMA Ha JO3HPAHE:

[Ipy naigieHTH ¢ KpeaTHHUHOB KAHPBHC Haa 50 ml/min He e He0OX0AUMMO HAMAABAHE HA JHEBHATA
[03a HIH Ha 4eCTOTATa Ha NMpuiaraHe.

[Ipy nauMeHTH ¢ KkpeaTHHMHOB KIMpbHC Mexay 20 v 50 ml/min, Hawannara nueBHa n03a
MEOOITEKCOJI tpabBa na ce pa3npenenu B ABa OTASIHH NpHemMa, KaTo c¢ 3anouse ¢ 0,088 mg 6asa
(0,125 mg con) aBa muTH aHeBHO (0,176 mg 6a3a/0,25 mg con auesHo). He TpabBa na ce HazBuiliaBa
MakCHManHa AHeBHa no3a ot 1,57 mg npamunexkcon 6a3a (2,25 mg con).

[Ipy naumeHTH ¢ KpeaTHHHHOB KIMpbHC 1og 20 ml/min nHepHara poza Ha MEJO A‘{ \\
[IpUlara BEIHBK AHEBHO, ¢ HayanHa ao3a ot 0,088 mg 6aza (0,125 mg con) auepno. HeApaGx
HaJBHLUaBa MaKCHMaJIHA JHeBHA A03a oT 1,1 mg npaMunekcon 6aza (1,5 mg con).




Ako ObOpeuHara QyHKUMA HaMajisBa MO BPpEME HAa NOAIBPKALIOTO JICYGHME, AHEBHATA JA03a Ha
MEHOIIEKCOJI TpsabBa na Obae NMOHWXKEHA ¢ TOJMKOBA TPOLIEHTA, ¢ KOJKOTO CE€ € IMOHKXKUN
KPeaTUHUHOBUAT KIMPBHC, T.€. MPH CNadaHe HA KpeaTHHUHOBHA KIUpBHC ¢ 30%, nHeBHaTta n03a
MEOOIIEKCOJI tpabea na 6bae nonwxkeHa ¢ 30%. /IHeBHaTta A03a MOxke Z1a ce pa3Aelid Ha ABa
OTAC/THH NpUeMa MpHU KPEaTHHUHOB KNHPBbHE MexAY 20 U SO mb/min u aa ce npueMa exHOKpaTHO NpH
KpeaTUHUHOB KNUpBbHC noAa 20 ml/min.

Iayuenmu ¢ ueprodpobru yepexcoanun

BeposTHO He € HeoOXOOHMO aJanTHpPaHE Ha J03aTa NpPH MAaLHeHTH ¢ YepHOAPOOHA HENOCTATEYHOCT,
T Kato npubmusurenHo 90% or abcopbHpaHOTO AKTHBHO BEILECTBO €€ EKCKpPeTHpa mnpes
OnOpeumre.  [loreHumanHoTOo  BAMAHME Ha  4epHOApoOHaTa  HEZOCTATBYHOCT  BBPXY
¢apMaKOKMHETHKATA Ha NMpaMureKkcon obaye He € Mpoy4€eHo.

Ileouampuuna nonynayus

be3zonacHoctTa M edpuxacHocTra Ha MEJIOIIEKCOJI npu zeua noa 18 roauHM He ¢a yCTAHOBCHH.
Ynorpebara na MEJOITEKCOJI npu Oonect Ha IlapkuHCOH HAMaA MPAKTHYECKO TPUIOKEHUE B
NeAHaTPHYHATA NOMYJIALMA.

CaaapoM Ha HeCIOKOHHATE KpaKka

ITpenoprunrensara Havanna noza MEJIOTIEKCOJI ¢ 0,088 mg 6aza (0,125 mg con), npvemana eaAuH

ITBT AHEBHO 2-3 yaca npean asgrane. [Ipy naupenTH, Hy)KIaelly ¢e OT ROMWIHHTENHO 06eKk4aBaHe Ha

CHMITTOMATHKATa, J03aTa MoxKe aa Obae yBenHuaBaHa Ha BCeku 4-7 aHM g0 MakcumyM (0,54 mg Oaza

(0,75 mg con) Ha neH (kakro € nokasaHo B Tabayuuara no-a0,1y). TpabBa na ce W3nonN3Ba Hal-HUCKATA
_edeKTHBHA 1034 (BXK. TouKa 4.4 , BrolniaBaHe Ha CHHApPOMa Ha HECTIOKOHHHTE Kpaka™).

CxeMma Ha gosHpane Ha MEJOINTEKCOJI

CTBIIKH Ha Beaubwxk aAHeBHO Beuepra | BeaHnk aAHeBHO BeuepHa
THTPHpaHe no3a (mg Oa3a) Ao3a (mg con)

1 0,088 0,125

2% 0,18 0,25

3* 0,35 0,50

4* 0,54 0,75

* ako € Heo6xoIuMO

CreneHra Ha TOBJIHMABAHE HA NaLMEeHTa TpAOBa Oa ce OLEHH ciael 3 Mecela Ha JICYCHHE H
HeoOXOAMMOCTTa OT NpPOOb/DKABAHE Ha NedeHHeTo TpabBa na ce npepasriena. AKO JICUEHHETO €
MPEKLCHATO NOBEUYE OT HAKOJIKO AHM, TO TpaOBa na 3anouyHe OTHOBO ¢ THTpHUpPaHE HA A03aTa, KaKTO €
M3JI0JKEHO MO-TOpE.

IIpexpamssane Ha Ae4eHuemo

Tsi xkaTo AHeBHaTa Ro3a 3a NedyeHHe Ha CHHAPOMA Ha HECMOKOHHMTE Kpaka HAMa Ja Haasuiaga 0,54
mg 6aza (0,75 mg con), MEJJOIIEKCOJI moxke na 6bae npekpateH, Oe3 Aa ce HaMansBa NMOCTENEHHO.
[To BpeMe Ha 26-cenMUuHO Manedo-KOHTpoNUpaHO winuTeaHe, npH 10% (14 ot 135) or naumenTure
¢ HabmonasaH pebayHa Ha CUHApoMa Ha HECMOKOHHUTE Kpaka (BIOLIABAHE HA TEXECTTa Ha
CHMIITOMHMTE B CPABHCHHE C M3XOJHOTO HHUBO) CIIEA PA3KO NPEKPATABAHE HA JICUEHHETO. Y CTAHOBEHO
€, Ye TO3H e(EKT € CXOAEH MPU BCHUUKU AO3H.

Hayuenmu ¢ 6vbpeuno yepescoane
EnMMHHUpaHeTO Ha NpaMUMNeKcon 3aBUCH OT 0bOpeuHaTta pyHkuuda. [Ipy maneHTH ¢ KpeaTHHHHOB
kndpeHC Haa 20 ml/min He ¢ HEOOX0MMO NOHIDKABAHE HA AHEBHATA 1034,

YrnorpebaTa Ha [MpaMHIMEKCONA HE € Npoy4yeHa NpH MalMeHTH Ha XeMOAHaNIH3a WIH NpH Na
TEKKO OBLOpeUHO YBpexXaHe,

Hepnodpobro yapexcoane




He e HeoOXxoauMo amanTHpaHe Ha J103aTa NMpH MAalUEeHTH ¢ YepHOApoOHa HEAOCTATHYHOCT, ThH KAaTO
npubausuTenHo 90% ot abcopbupaHoTO AKTHBHO BELIECTBO C€ EKCKpeTHpa npe3 6b0peunTe.

ITeouampuuna nonyaayus
He ce npenopnusa ynorpebara Ha MEJIOIIEKCOJ/I npu aeua v worHOmM nox 18 roguHu nopaau
JIHIICaTa Ha JaHHH 3a Oe3onacHocTTa M €PMKaCHOCTTA.

Craapom Ha Typer

IHeouampuuna nonyaayus

MEJOIIEKCOJI ne ce npenoppyea 3a ynorpeba mpu aeua M oHomd non 18 roauHmu, ThH KaTo
edukacHoCTTa M 0€30MacROCTTa MpH Ta3H nomynauui He ca yecraHoBeHH. MEJJOITEKCOJI ne Tpabea
na 6bae npuarald Ha aeua Wil osouHy 3a CHRApOM Ha Typer, nopaaH OTPHLATENHOTO ChOTHOLIEHHE
non3a/ pUCK NpH Toea 3abongsaHe (BUKTE TOUKa J.1).

HauuH Ha npUaoKeHue
TabneTkure ¢¢ NMpHeMaT Mpe3 ycTaTa, KaTO ce€ I'BITAT ¢ TEYHOCT H MOraT Ja ¢€ NpHeMaT KakTo ¢

XpaHa, Taka 1 6e3 xpaHa.

4.3 IlporEBOnmOKa3aHHS

CBpPBEXYYBCTBUTEIHOCT KbM AKTHBHOTO BEUIECTBO WIH KBM HJAKOE€ OT IOMOLIHHTE BELIECTRa,
n36poeHn B Touka 6.1.

4.4 ChoenmHaJHH NpeayHpeXAeHHY H NPeANA3ZHA MEPKH NPH ynorpeba

Koraro ce npeanucea MEJIOITEKCOJI Ha naumeHnTH ¢ 6B0peyuHo yBpexaaHe 3a eyeHue Ha fomect
Ha [lapKkHHCOH ce npenopbyBa MOHIKABaHe Ha JI03aTa KaTo Ce CleABaT yKa3aHHUATa B Touka 4.2,

X amoIBHAIMH
H3pecTHO €, HUC MpPH JCYCHHC C QOINNTAMHHOBH AroHHUCTH H JICBOAOIIA KATO HECXKCIaHH peajcuﬂu ﬁuxa

MOTJIH Ja c€ MOABAT XamouMHauuu. [lauueHtHTe TpAbBa na 6vAaT npeaynpencHH 3a BB3MOXKHOCTTA
OT [IOABa Ha XaMOUHHAUKH (TIPEAHMHO 3PHTEJTHH).

JIMCKHHEe3UA

[Ipu HanpeaHana donect Ha IlapkHHCOH NpH KOMOMHHUPAHO JIeYEHHE C JIEBOAOIA € Bb3MOXKHA ToABaTa
Ha JUCKHHE3HA 10 BpPEME Ha IMbpPBOHA4YanHOTO TUTpHpaxne Ha Aco3ata MEJIOIIEKCOJI. Tlpu nossara
M TpsAOBa & ce HaMallM [103aTa Ha JIEROJOIA.

Jucroung

[Ipn naupenTy ¢ 6onect Ha [IapKHHCOH MOHAKOra ¢e ¢hodlaBa 3a aKCHaJIHA XMCTOHHS, BKJIIOUBALLlA
AHTEKOJIMC, KAMITTOKOPMHSA H TUVIEBPOTOTOHYC (CHHpOM Ha Pisa) mpH 3amoupale WiH NMpH NOCTENIEHHO
NMOBHLIABAHE Ha 03aTa NPaMHUIICKCOJ. BENpeKkH ye JHCTOHMATA MOXE Ja € CHMITTOM Ha OonecTra Ha
[lapkHHCOH, CHMITOMHTE [pPH TE3H TMAUHEHTH ca ce MoAoOpHnH cCien HaMalsgBaHE WIH
[peyCTAHOBABAHE Ha IpHEMAa Ha IPaMHNEKCON. AKO Bb3HHKHE JHCTOHHMA, CXEMaTa Ha
JonaMHHEpru4yHaTa MeIuKauus TpAaOBa Ia ce Ipepasriena M Ja ce oOMHMCIM KOpeKLMsA Ha Ao3ara
MpaMHNEKCOT.

EHHBDQE Hd BHE3A4IIHO 3aCIIMBAHC H COMHOJICHTHOCT
HPHMHHGI{COJI CC CBBP3BA CHBC COMHOJICHTHOCT H CIIK30JJH Ha BHC3AIIHO 3aCIIHBaHC, 0c00€eROo NnpH

nauyeHTd ¢ Sonecr Ha [lapkuncoH. Hewecto ce cpoDijaBa 3a BHE3aNHO 3aCMHBAHE Npe3 _JIE
noHskora 6€3 MalKEHTLT Ja ro Ochb3HaBa WK Oe3 npeaynpeadTeNHH NMpU3HauM. [TanyeHTRs

na 6bpaaT npenynpescHH 3a TOBAa U Aa ObAAaT MOCHBETBAHW Ja Ca BHUMATEIHH IPH ;
pabota ¢ MamuHu no BpeMe Ha Tepanua ¢ MEJOIIEKCOJI. ITauueHTHTe, NPH KO
CHHIMBOCT M/ WIHM €MH30]1 HA BHE3alHO 3acnuBaHe, TpAOBa Aa C¢ BBIABPKAT A2
paboraT ¢ MamHMHH. B ponbnHeHue TpaOBa na ce HMa TpeaBUA HaMaliaBaHe




npekparaBaHe Ha tepanuara. [lopaau BB3IMOXEH agMTHBEH e(EeKT MALMEHTHTE, NMPHEMAINH APYTH
CCOATUBHH JIEKAPCTBEHH NPOLYKTH KM alKOXON B KOMOHWHALMA C npamMunekcon, Tpabea na O6maar
NOCHBETBAHM A4 ObaaT npennasiveH (BiDKTe Touka 4.5, Touka 4.7 u Touka 4.8).

HapyillecHHd B KOHTPOJA HA UMITYJICHTE
[TamenTuTe TpabBa na 6bOaT penoBHO HAOMOAAaBaHHM 3a Pa3sBHTHE HA HAPYIICHHSA B KOHTPOJA Ha

umiyscHre. Ilaunenture u OonHorneaauure TpadBa ga ObOAT 3amO3HATH, Y€ MOTAT [ia Ce MOABAT
OBEACHUECKM CHMNTOMH HA HApYLUCHHWA B KOHTPOJA HAa HMITYJICHTE, BKIFOYBAUIA NATOJIOTHYHA
CKJIOHHOCT KBbM Xa3apT, IOBHUIEHO JMOKAO, XMMEepPCEKCYaNnHOCT, KOMMYJICHBHO Xap4yeHe H
nasapyBaHe, NMPEsKIAHEC M KOMITYJICHBHO TIpesDKaHe IMpH TALMEHTH, JIEKYBaHM ¢ JOINAaMHHOBH
arouucty, Bkmouurenno MEJOIIEKCOJL. Tpabra na ce o6chan Hamanasane Ha 103aTa/ NOCTENEHHO
CITHpaHe, aKO Ce pa3BHAT TAKMBA CHMITTOMM.

MaHua ¥ AeTUpUYM
INaupenture TpsabBa na Obaar penoBHO HaOGiMOgaBaHM 33 Pa3BUTHE HA MaHMA H JICIHPHYM.

Ianpwenture U Oonunorneaaunre TpaGBa ga ObaarT 3amo3HaTH, Y€ NPH MNALMEHTH, JIEKYBAHH C
MpaMHIIEKCOo MOXKe Aa BH3HUKHAT MaHHUA H JeJUpHyM. TpadBa fa ce obchau HaMansBaHe Ha 103aTa/
[IOCTENIEHHO CIHpPaHe, aKo ¢e Pa3BHUAT TAKUBA CHMITTOMH.

HMEHTH C NNICHXOTHYHH HApPYIIICHHA

[TaimeHTHTE C NCUXOTUYHM HapymieHHs TpAOBa Ja ce JIEKYBaT ¢ AOMAMMHOBH arOHMCTH CaMO B
cJyvaHTe, KOraTo o4akBaHaTa Nnoj3a € no-rojaMa OT [OTEHUHAIHMS puck. EfHOBpeMeHHaTa ynoTpeba
Ha aHTHIICHXOTHYHH JIEKapCTBEHH NPOAYKTH U NPaMHITIEKCoJ TpAOBa aa ce u30area (BK.Touka 4.5).

OdTanMoNIOrHYHK NPErnein

IIpenopruBaT ce OPTAIMONIOTHYHHU Nperiead Ha peAOBHH HHTEPBAJIM WIH NPH TOABAa HA aHOMAJIHH B
3pEHHETO.

Texko ChpACUHO-CBAOBO 3200 11BaHe
[Ipn Texxo cbpAeYHO-CHAOBO 3a00nsBaHE JIEKAPCTBOTO TpAOBa JAa ce Ipwiara BHHMATEJIHO.

[Ipenoprusa c€ MOHMTOPHpPAHE HA KPBBHOTO HanAraHe, ocobeHO MNpH 3amodyBaHe HA JIEYEHHETO,
NopaaH PUCK OT OPTOCTATHYHA XHNOTOHKA BHE BPb3Ka C JICYEHHUETO ¢ A0NAMHHEPrHYHH JIEKAPCTBA.

HeBponenTH4YeH MaJMrHEH CHHAPOM
CvMnITOMH, DpeAnonaralid HEBPOJCNTHYEH MAJIMIHEH CHHIAPOM €A OMMCAHM NPH BHE3AIMHOTO
CIIMpaHEe Ha JONaMUHEPIHYHOTO JleueHHe (BWKTe TO4YKa 4.2).

CHHAPOM HA OTHEMaHe Ha AonaMHHOB aroHUcT (Dopamine agonist withdrawal syndrome (DAWS))
HMma crobiueHus 3a DAWS npu npueM Ha AONaMHHOBH aroHHCTH, BKJIIOYHMTENIHO MPaAMHNIEKCON (BXK.

Touka 4.8). 3a npekparaBaHe Ha JCYCHHETO NpH nauMeHTH ¢ Oonect Ha Parkinson, npuemMbT Ha
NpaMMAEKCON TpAOBa Aa ce HaMallM IOCTETIeHHO (BXK. Touka 4.2), OrpaHWYeHH NaHHH INIpearnonarar,
ye MNalMeHTH C pasCTpOHCTBA B KOHTPOJIa HA MMITYJICHTE H TE€3H, KOUTO MOIYyYaBaT BMCOKA JHEBHA
N03a WHWIH BHCOKH KyMYJATHBHH J03H AONMAMMHOBH arOHHWCTH, MOKE€ Ja €4 ¢ NO-BHCOK PHCK OT
pazsuTHe Ha DAWS. CHMOTOMUTE Ha OTHEMaHEe MOXe 13 BKIKOUBAT anaTui, TPEBOXKHOCT, ACTIPECHH,
yMopa, H3NMOoTABaHe W 0ONka W HE ce moBnAMABAT OT Jepogona. [Ipeau mocreneHHO HaMansBaHe H
NpeKkpaTdBaHE HA MpHEMa Ha NpaMHIEKCOoN MnauveHTHre Tpsbsa na OGbaar HHPOpPMHpaHH 3a
BB3IMOXHHUTE CHMNTOMHM Ha OTHEMaHe. 1o BpeMe Ha MOCTENEHHO HaMaJIIBAHE M NPEKPaTABAHE HA
npuemMa nauneHTuTe TpaOBa Aa ObJaT BHUMATENHO MpocheassaHH. B ciaydait Ha TexkHm WHIH
NMEPCHCTHPAILM CHMIITTOMH HAa OTHEMaHE MOXe Ja ¢ce 0OMHCIH BPEMEHHO MOBTOPHO MPWIOKEHHE Ha
NpaMHNEeKCcon npu Hal-HUCKATa ePEKTHBHA J103a.

Bromagane Ha CHHApOMA HA HECTIOKOHMHWTE Kpaka
Jleuennero Ha CHHApOMa Ha HECMOKOMHMTE Kpaka ¢ MpaMHIIEKCON MOXe Ja aoseae nq/BESHians

Brnomnasanero ce CEBpP3Ba C IIO-PAHHO Ha4Ya)10 HAa CHMIITOMATUKATA BEYED (HJIH A0p
YBC/IHHABAHETO HAa CHMIITOMHUTE H PaslnpOoCTHPaHeTO HM OO BKITKOYBAHE Ha JpYyTrH l{paﬁHH ¢ (ot




PrckbT OT BIOLIABAHE MOXKE Ja C€ NMOBHILH NpH No-BUcoKa go3a. [Ipeau neuenue nanuenrure Tpsabaa
na 6baaT HHPOpMHpPaHH, de e Bb3MOXKHO J1a Bb3HHKHE BIIOLIaBaHe H TpaOBa Aa 6BAaT MOCHBETBaHM A
Ce€ CBLPXKAT C JIEKaps CH, aKO [TOIy4YaT CHMIITOMM Ha BJOLIABAHE. AKO HMa NOJ03PEHHE 3a BIOIIABAHE,
Tpabea ga ce o6cpbaAM KopHrMpane Ha Ao3aTa A0 Hai-HMCKaTa e(peKTHBHA [032 WIH CIHpaHe Ha
fpHeMa Ha npaMHIneKcon (Bx. Touka 4.2 u 4.8).

4.5 BiaamoaeHcTBHE C JPYIH JEKAPCTBEHA NPOAYKTH R APYrH GOpMH HA B3aAMOAecHCcTBHE

Cebp3BaHe C IU1a3MEeHHUS MPOTEHH

[IpamMnexkcon ce CBEp3Ba B MHOTO HHCKAa CTENCH ¢ IUTa3MeHH mpoteHHH (< 20%) w npH xopa
MpeThpIisiBa Majka Ouorpancopmaims. [lopaay ToBa He ce OYAKBAT B3aMMOACHCTBHA C IPYrH
JEKapCTBCHH NPOMYKTH, MOBIHABAIIIH CBHP3BAHETO C IU1a3MEHU NMPOTEHHH WIH €JIMMHHHPAHETO Ype3
ouotpaHcopMauusa. Tei KaTO AHTMXONUHEPrUYHHUTE IEKAPCTBA C€ STMMHHHPAT INIABHO NOCPEACTBOM
OuoTpaHcopMaLMsA, BE3MOXHOCTTA 3a B3aHMOAEHCTBUE C TAX € OrpaHHueHa, HO He ca MPOBE/EHU
NpOYYBAHHA 33 B3aUMOJEHCTBHE C AHTHUXOIMHEPrHYHM JIEKAPCTBeHH MNpoaykTtH. Hsama
(bapMaKOKMHETHUYHO B3aMMOAEHCTBHE ChC CENIETHITHH H JIEBOAONA.

HMuxuburopn/ kOHKYpeHTH Ha aKTUBHUA ITHT 33 eIMMHHUpaHe nipe3 6nbpenTe

[lnmeTnane noHwkaBa OBnOpeuHMs WIMpBHC Ha npaMHnekcon ¢ npubnausurenno 34%, BEpOATHO
nopagy MHXWOMpaHe Ha KaTHHOHHAaTa CEKpeTOpHA TPAHCIMOpTHa CUcTeMa B OnOpeunuTe TYOYIH.
[lopajsy TOBa JICKAPCTBEHH MPOXYKTH, KOUTO ¢a HHXHOWTOpPH HAa TO3M aKTMBEH ITHT 3a €JIMMHHHUpAHE
npe3 OnOpeLHTe WIH, KOMTO C€ CIHMHHHpPAT TMOCPEACTBOM HEro, TaKHBA KATO LIMMETHIHH,
aMaHTaiMH, MEKCHJIETHH, 3HAOBYIHH, LIMCILIACTHH, XMHHH U NPOXKaHHAMM MOTAT Aa B3aUMOACHCTBAT
C MPaMHIIEKCON, B PE3yATAT Ha KOETO Nla Ce€ MOHMXKM KJIMPBHCLT Ha npamunekcon. IlommkasaHe Ha
Jn03aTa HAa NPAMHMIEKCON CjleABa Aa C€ MMa MNpPEeABHA NpPH €AHOBPEeMEHHa yrnoTpeba Ha Te3M
nexapcTseHU npoaykrd ¢ MEJIOTIEKCOJI.

KombuHaums ¢ sesogona
Koraro MEJOIIEKCOJI ce naBa B koMOMHaLIMA C JIEBOAONA ce NMpeNnophUBa HAMANABaHE Ha 103aTa

Ha JIEBOLOTA M 3aMa3BaHe HA JO3HpDOBKATa Ha APYTUTE AHTHMAPKHHCOHOBH JIEKAPCTBEHHU NPOIAYKTH
aokaro ce nopuiuasa go3ara Ha MEJIOIIEKCOJL.

[lopaan BB3IMOXKEH aqUTUBEH €QEKT NALMEHTUTE, MpPUEMaAllM APYTH CENATHBHH JIEKAPCTBEHH
NPOLYKTH WM aJIKOXOJ B KOMOWHALMA ¢ TIpaMHMeKcoJ, TpabBa na 6bJaT mochBeTBaHM Ja ObAar
npeanasiveu (BIKTe Touka 4.4, Touka 4.7 H Touka 4.8).

AHTHIICUXOTHYHH JEKAPCTBEHH [TPOIYKTH
EnsospemeHHaTa ynorpeba Ha aHTUIICMXOTHYHH JICKAPCTBEHH MPOAYKTH M TMPaMHIIEKCOJ TpAOBa J1a

ce u30area (BHXXTe TOUKa 4.4), aKo MOraT /1a C€ OYaKBaT AHTATOHHCTHYHH eeKTH.

4.6 DepruaHTeT, OpEMEHHOCT H KhbpMEHE

bpeMeHHOCT
EdextsT npu xopa no BpeMme Ha OpeMEHHOCT H KbpMeHe He € npoydeH. [lpamunekcon He e numan

TEpPaToreHeH eeKT NpH IITbXOBE W 3ailIM, HO € 61 eMOPHOTOKCHYEH MPH TUTHXOBE B 03U, TOKCHYHH
3a Maikata (BikTe Touka 5.3). MEJOIIEKCOJI ne TpabBa aa ce H3nosa3ea no BpeMe Ha OpeMeHHOCT,
OCBEH B ClIy4al Ha KaTeropHiHa HEOOXOOHMMOCT, T.e. KOraTo NOTEHUHAJHaTa MoJi3a HaJBHILABa
OYaKBaHHA PUCK IO OTHOLLUEHHE Ha JeTyca.

KspMeHe
Toii kaTO NEYEHHUETO C MpaMHUIIEKCON HHXMOWpa CeKpenMaTa Ha MPONAaKTHH, MpU X0pa CE OYaKBa

criMpaHe Ha KbpMmara. He ca mpoBeaeHH npoydBaHMs NPH XKEHH MO OTHOLIIEHHE HA €KCKpeLus
MPaMHNEKCO B KbpMaTa. IIpM rurbXoBe KOHLEHTpallMaTa HA CBBLP3aHATa ¢ AKTHBHOTO BE
PaadMOaKTUBHOCT B KbpMAaTa € MO-BHCOKa OT Ta3H B II/Ia3MaTa.

Tw# kaTo nuncear aanHu npu xopa, MEJIOITEKCOJI ne 6uBa aa ce npunara B nepHoaa H
[Ipu HanoxuTenHa ynorpeda, TpaOBa 1a ce npeycTaHOBH KbPMEHETO.




QOepTUIHTET

He ca mposexnaaHm npoyuBaHHs 34 edekTa BBpXY (pepTinurera npu Xopa. [Ipu npoyusaHus npu
’KHBOTHH [MPAMHIIEKCO/T MOB/IHABA €CTPYC LHMKIIHTE H HaMaIABa QEePTHIMTETA NPH KSHCKUTE, KaKTO ce
OYakBa 3a AONMAaMHMHOB arOHMCT. Te€3U MPOYYBAHUA HE NMOKA3BAT MPEKH WIH KOCBEHH BpeAHH eeKTH
10 OTHOLICHKE Ha (PEPTHIIHTETA NPH MBXKKHTE.

4.7 Edexrn Bbpxy cnocofnocrra 3a modHpane B pabora ¢ MAMAAH

MEJOIIEKCOJI moxe na moenuse B 3Ha4YMTENHA CTENeH cnocobHocTTa 33 modupane u pabora ¢
MALIMHH.

B1:3MOXHA e nosBa Ha XaMIOLUMHALIMM WIH CBHHAMBOCT.

ITatmenTuTe, Nexkysann ¢ MEJIOIIEKCOJI, npu xouro ce HaGmoaaBa CHHIHBOCT W WK BHE3AIMHO
3aCNMBaHe Mpe3 AeHA, TpaOBa ga Obaar npeaynpeAcHH Aa He mWoQHpaT U Aa HE YNPAKHABAT
AEHHOCTH, NPH KOMTO HapylleHaTa 6auTenHocT OM HINOXKUIIA TAX WIM OKOJIHHTE HA PHCK OT CEPHO3HO
HapaHsBaHe HIH CMBPT (Hanpumep pabora ¢ MallMHH) N0 H34YE€3BAHETO HA Te3H MOBTAPAINH CE
€IMH30H U CBHIMBOCT (BIDKTE ChILO TOYKH 4.4, 4.5 u 4.8).

4.8 HexelaHHA IEKAPCTBERH PeAKIHA

B3 ocHOBa Ha aHanu3u Ha cOOpHM w1aueb0 KOHTpOIHpaHK NpOy4YBaHHs, B KOUTO ca y4acTBald 1923
NallHEHTH Ha npaMunexcos n 1354 nauumeHTa Ha MUIale®O, HEXENAHM JIEKAPCTBEHH peakulHM ca
cb00IIABAHH YECTO H B ABeTe rpynu. 63% OT nauHeHTHTEe Ha MpaMunexkcoa M 52% OoT nauMeHTHTE Ha
ruianebo crodilaBaT NOHE €AHA HEXKENaHa JIEKAPCTBEHA peaKiius.

[lo-ronsMaTa 4acT OT HEXENaHMTE JIEKAPpCTBCHH peakuMM OOMKHOBEHO 3amoyBaT B HAYaJOTO Ha
JICYCHUETO M NMOBEYETO ca C TeHACHLUS Aa H34Ye3BaT AOPH NPH NMPOALIKABAHE Ha JICYCHHETO.

B pamMKuTe Ha CHCTEMO-OPraHHHMTE KJacOBE HEXeEJJTaHUTE JIEKapCTBeHM PeakLHH ca H30POeHH cropes
gyecTorara (OpoAT nmauMeHTH, NMPU KOUTO C€ O4YaKBa Aa Ce MPOABU peakuuaTa), KaTo ¢a H3MNOJI3BaHU
CIICHHTE KATErOpHH: MHOro uvectd (= 1/10), yectu (= 1/100 no < 1/10), Heuectw (= 1/1 000 no <
1/100), peakn (= 1/10 000 mo < 1/1 000), muoro peaxu (< 1/10 000), ¢ HeusBecTHa HeCTOTa
(uecToTaTra HE MOXKe Ja Obje olleHeHa OT HATMYHHTE JaHHH).

Hati-yecTH HexxenaHu peakuu npu IapkuHcoHOBa oJiecT

Haii-uecto (= 5%) crobwaBaHuTe HeEXenaHW peaklldd NpH nauveHTH ¢ Oosnect Ha [lapkHHCOH, no-
4ecTO IPH JIeYeHHEe ¢ MpPaMHNEeKcoa B CpaBHEHHWE ¢ muauebo ca rageHe, AHUCKUHE3UA, XHIOTOHHA,
3aMadgHOCT, CBLHJIMBOCT, Oe3chbHMe, 3amneK, XallouWHALMH, riaapobonue ¥ ymopa. CiyyawTe Ha
CBHJIHBOCT HAapacTBaT NMpPH A03H NO-BUCOKH OT 1,5 mg npaMunekcon ¢on Ha aAeH (BHXTe Touka 4.2).
[lo-yecTa HExENaHa peaklla MpH KOMOHMHauMs ¢ JeBoAona € JHCKHHEe3HATa. B HAYaloTo Ha
JICYEHHETO MOXE Ja ce HabmoaaBa nosBa HAa XHIIOTOHHA, 0Cco0eHO npu OBP30 THTpHUpaHE HA
NPaMHIECKCOJL.

Tabanna 1. boaect Ha [lapkuHcoH

CHGTEMO-OP]"EHHH KJIACOBC Hexenanu JICKApCTBCHH pCaKLIMH

Hudexuun n uudecrauuu

HevecTH [THEBMOHHA

Hapyiuenus Ha eHIOKpUHHaTa cUCTEMa




HeuectH HapylleHa CeKpellMf Ha aHTHIHYpPETH4EH
XOpPMOH'

[IcMXUYHI HADYIIECHHUS

Yec1H NMaTONOrYHH CHHHLIA, MoBeAeHYeCKH
CHAMITOMH Ha HapyUIEHHUs B KOHTPOJIHPAHETO Ha
HMITYJICHTE H HATPAMMUMBOCTH, OOBPKAHOCT,
XanUHHaIHH, Oe3chbHHe

HeuectH CKIOHHOCT KBM IIpesDKAaHe!, mnpexkoMepHa
CKJIOHHOCT KBM Ila3apyBaHe, HaJyAHMU4YaBOCT,
xunepdarug', XuUnepceKCyamHoCT, HApPYLIEHHE
Ha Jwmbugoro, napaHos,  IATONOTUYHA
CKJIIOHHOCT KbM  Xa3apT, 0e3noxolicTro,

ACTHPHYM
|  Penxwu MaHHS
HapyieHHs Ha HEpBHATa CHCTEMA
MHoro 4yectH 3aMagsHOCT, JUCKHHE3HA, ChHIMBOCT
Yecrn rnapobonme
Heuectu AMHE3MA, XHIIepPKHHE3HA, eNMU30aH Ha BHE3aIHO
3aCITHBaHE, CHHKOII

HapylneHHs Ha ouMTe

YectH 3PHUTENHO HapyllEeHHe, BKJTFOUHMTENHO
AVIUIONHA, 3aMbITIEHO BIKJaHe M HaMaJicHa
3PHTEJIHA OCTPOTA

CepacyHH HapyLICHHS

Heuectn ChpAeyHa HeIOCTATBYHOCT
CbI0BH HapyIIEHHUA

YecTH XHITOTOHHA
PecniipaTOpHH, IPLAHM H METHACTHHAIHH HapyLIESHHS

HeuecTH OUCMHEA, XBJILAHE
CToMalllHO-YpEBHH HAPYIICHUSA

Muoro yectu rajcHe

Yecn 3aM€K, MOBpPBIIAHE
Hapymenns Ha koxaTa ¥ [OJKOKHATa ThKaH

HeuecTn peakLMH Ha CBPBLXYYBCTBHTENHOCT, CBHpOex,
obpus

O0wmu HapylIeHUs ¥ eEeKTH Ha MACTOTO Ha NPHIOKEHHE

YecTH yMOpa, nepudepeH oToK

C HeH3BECTHA YECTOTA CHHAPOM Ha OTHEMAaHE Ha JOMAMHHOB arOHHCT,
BKAIOYBAL anatus, Oe3nokolcTBO, Oenpecus,
yMOpa, U3noTsBaHe u 6oJka.

HacnenBaHus
Yect NMOHKXKABAHE HA  TErNoTO, BKJIKUYHUTETHO
MTOHWXKEH aMneTUT
Hedectu MOKAYBAHE HA TETMOTO

! Tazn HexenaHa peakuus ¢ HaOmopaBaHa Mo BpeMe mocTMapkeTHHroBua onur. C 95% TovHOCT,
['pynata Ha uecToTaTa € He MOBEYE OT HEYECTa, HO MOXxe Aa OBae M mo-HHcKa. [lpenmsHo
H3YHCIIABAHE Ha YeCTOTAaTa He € BB3MOXKHO, ThH KAaTO HeXeNaHaTa peakuMs He C¢ € IMOABABajia B
Oa3aTa JaHHH OT KNMHUYHH W3NHTBAHHMA Ha 2 762 naindeHTH ¢ 6onectra Ha IlapKuHCOH, JleKyB
NPaMHIICKCOI.

CHHAPOM Ha HECNOKOHHM Kpaka, Hali-ueCcTH HeXeJlaHH ChOMTHSA
Haii-uecto (> 5%) cpobluaBanuTe HexenaHW peakifdH NMPH NALMEHTH CBC CHHAPOM

Kpaka, JIeKyBaHH ¢ NPaMHIIEKCOJN ca rajeHe, riaBobonue, 3aMasHocT B yMopa. I'ane



cBHODIIABAT MO-YECTO NMPHU XKEHU, JIEKYBaHH ¢ NpaMunekcon (croteeTHO 20,8% 1 10,5%) B cpaBHeHMe
¢ Mbke {(CBHOTBETHO 6,7% U 7,3%).

Tabauua 2: CHHAPOM HA HECMIOKOWHHU Kpaka

CHCTEMO-OpraHHH KJIaCOBE Hexenanu nexapcTBeHH peakLMA
HMudexunun ¥ HHpecTaLIMH
HedecT ITHEBMOHMA'

HHP}’IHGHHH Ha CHAOKPHHHATA CHCTEMA

Heuectn HapyIIEHA CEKpelMsA Ha aHTHAHYPETHYEH
XOpMoOH'
IIcnXH9YHK HapyIIeHHs
Yectu MATOJOTHYHH ChHHLIA, O€3CHHHE
Heuectn IOBEACHYECKH CUMITTOMH Ha HapylIeHHA B

KOHTPOJIUPAHETO  HA  MMIYJICHTE H
HATPANYUBOCTH KAaTo CKIOHHOCT KBM
MpeskIaHe U MIPEKOMEpPHA CKIIOHHOCT KBM

Na3zapyBaHe, XHUMNEPCEKCYATHOCT H
1aTOJIOTHYHA CKJIOHHOCT KBM  Xa3apt,
oOBpKaHOCT, HaJTyAHWYABOCT',

XaTIOIHHALIMY, Xunepparud', HapymeHHE
Ha JuOUgoTO, mnapaHosA'!, 06e3MOoKOKCTBO,
MaHMA', JeJIUpHYM®

HapyiieHHs Ha HSpBHATA CHCTEMA

MHoro decTu Bnowmagane Ha CHHApOMa Ha
HECTIOKOHHHTE Kpaka
YecTu 3aMafgHOCT, rapo0oane, ChHIHBOCT
Heuectn aMHe3uq', JMCKUHE3Usd, XUNEPKHHE3NA',
€MMU30M HA BHE3AIHO 33CNHBAHE, CHHKOT
Hapyvinenns Ha ouuTe
Heuectn JPUTENIHO  HAPYLICHHE,  BKIIOYUTEIIHO

AHUITLTOITHA, JAMEIJICHO BHDKIAHC H
HaMaJlICHa 3pHTC/IHA OCTPOTA

ChpeyHH HapyLIeHHs

Heuect ChbpAE€YHA HEAOCTATHYHOCT'
CbI0BH HapyllICHHUS
HeuectH | xunoronus
PecniHpaTopHH, rpbAHH U MEAHACTHUHAIIHA HAPYLWICHHS
HeuecTH JUCIIHES, XBJILIaHe
CToMaluHO-YpEBHH HAPYIICHUS
MHoro gectn rajeHe
YecTH 3aneK, MOBPBHIIAHE
HapyieHus Ha koxaTa M IOJAKOKHATA ThKaH
HeuecTH peaxKuuu Ha CBPBXYYBCTBUTEJIHOCT,

ChpOesk, 0OpuB
OO1ux HapyLICHHA H eeKTH Ha MACTOTO Ha HPHIOKCHHE

YecTH yMopa

Heuectu NEpHGEPEH OTOK

C HeW3BeCTHA 4ecToTa CHHIpOM Ha OTHEMaHe¢ Ha JONAMHHOB
arOHHUCT, BKJIFOYBALI] anaTus,
Oe3n0oKOHCTRO, ACTIpECHS, yMopa,




H3NOTABAHE U OONIKA.

H3cnenpaHus
HeuecTH NOHKWKABAHE Ha TErJoTo,
BKUIIOYHTEJIHOMOHDKEH ANETHUT, MOKAYBAHE
Ha TerjoTo

! Tazu nexenaHa peakumsa ¢ HaOmozaBaHa no BpeMe nocrMapkeTHHropus onurt. C 95% TtouHocr,
I'pynata Ha uecTOTaTa € HE MOBEYE OT HEYecTa, HO MOXe Jna Obae M mo-HMcka. [IpermsHo
M3UMC/ISBAHE Ha 4YeCTOTaTa He € BBb3MOXKHO, Thil KaTO He)XelnaHaTa peakliHd He ce € nossdBaia B
Oa3zaTa AaHHU OT KJIMHMYHH U3NHTBAHWA Ha | 395 nauMeHTH CBC CHHIAPOM HAa HECNOKOHMHM Kpaka,
NIEKYBAHH C NPaMUIEKCON.

CBHIHBOCT
IIpaMHneKCOn € CBBP3aH YECTO ChC CHHIMBOCT M HEUECTO €€ CBBP3BA ¢ NMPEKOMEPHA CHHIIMBOCT Npe3
IOCHA ¥ €MH300M Ha BHE3AIMHO 3aCMHBAHE (BIDKTE CHLUO TOYKA 4.4).

Hapymenus B inbuaoro
[Mpamunexkcon Moxe Aa Obae CBRBpP3aH HEYECTO ¢ HAPYLUIEHHMA B JTHOMAOTO (IOBHIIIABAHE WITH
MOHWXKaBaHe).

HﬂQ!ﬂEHHﬂ B KOHTPO.14a Ha HMITVJICHTC

[MaTonoruyHa CKNOHHOCT KBM Xa3apT, OBHMIEHO JHOKIO, XHNEPCEKCYATHOCT, KOMITYJICHBHO XapyeHe
M MnasapyBaHe, NpesKaaHe M KOMITYJICMBHO NpPespKAaHEe MOraT Aa ¢€ MOABAT MPU NALMEHTH, TeKYBAaHU
¢ nonaMuHoBH aroHucTH, BnoyrreaHo MEJJOIIEKCOJI (Buxxre Touka 4.4).

B perpocnexTMBeH CKpPHHHHI Ha TMpeACTaBHTENHA M3BaJka M TMpOYuYBaHe ciyuai-KOHTpona,
pmousaid 3090 mauuentH ¢ Ilapkonconosa Gonect, 13,6% oT BCHUKH MAlLUEHTH, MOATIOKEHH HA
NONaMHHEPrUYHO JieUeHHe MW He-AONMaMHHEPrH4YHO JI€YeHHWE HMMAT CHUMITOMH Ha HapylICHHE B
KOHTPOJNA Ha UMITYJICUTE B HEPHOJA Ha MOCNeAHUTE 1iecT Mecella. HabmonaBanure nposBy BKIKOYBAT
MaToJIOrH4YHa CKNOHHOCT KBbM Xa3apT, NPEKOMEPHA CKIOHHOCT KBbM MAa3apyBaHE, KOMITYJICHBHO
NpesKJIAaHE M HaTpanmyMBO CEKCYAJIHO TMOBEICHHE (MOBUILEHA CEKCYanHOCT). BriamoxHuTe
HE3aBMCHMH PHCKOBM ()aKTOpH 3a HapyLUECHHS B KOHTPOJIA H& MMITYJICHTE BKIIHOYBAT AONIRMHHEPrU4YHO
JICYCHHE K NO-BUCOKM AO3M Ha JONAMMHEPrU4YHO JICUEHHE, No-mMiana Be3pacr (< 65 romumu),
Oeabpaune ¥ crobLIeHa haMHIHA aHAMHE3a 34 CKJIOHHOCT KbM Xa3apT.

CHH,EPGM Ha4 OTHCMAaHEC Ha NOIMNMAaMHHOB A'OHHUCT
HpH HaMaJIABaHC H/IH NpCKpATABaHC Ha IPpHEMa Ha AdONaMHHOBH AroHHCTH, BKJIIOYHTCIHO

MPAMHIICKCOJ, MOXE Ja BL3HMKHAT HEMOTOPHH HEXENIaHH peakuyH. CMMIITOMMTE BKIIOYBAT ANaTHs,
0€3MOKOHCTBO, AENPECHA, YMOpa, H3NOTABaHEe H Oonka (BXK. Touka 4.4).

CobpacyHa HEAOCTATHYHOCT
[lo BpeMe Ha KIHHHYHM TPOYYBAHHA M I[TOCTMAPKETHHIOBHA ONHUT € ChoDINaBaHa ChLpACYHA
HEAOCTATHYHOCT IMPU NalMeHTH ¢ npamunexkcon. [lo BpeMe Ha dapMakoenuaeMHOAOTHYHUTE
NPpOYYBAHUA TMNPWIOKEHHETO Ha MNpPaMHIEKCOA € CBBbP3aHO C IMOBHIUIEH PHCK OT CbhpaeyHa
HEZOCTATHYHOCT B CPaBHEHHE C HEMPWIAraHETO Ha npaMunekcon (HabmonaBaHa CTeNeH Ha PHCKa
1,86; 95% Cl, 1,21 — 2,85).

CrobuiaBaHe Ha NOJO3HPAHU HEXKEIAHH PEaKLIMH
CroblaBaHeTo HA NOOO3HPAHHN HEXENaHKW PeaKLiMH ¢lie] paspellapane 3a ynorpeda Ha NTeKapCTBEHHS

NPOAYKT € BaXKHO. TOBa NO3BONARA A NPOIBDKH HAOMIOACHHETO HA CHOTHOLICHHETO MON3a/ PUCK 3a
NEKapCTBeHHA npoaykr. OT MEAHIMHCKHTE COCLMAMCTH C€ H3MCKBa Aa ChOOLIABAT BCAKA
NOJO3HPaHa HeXKeslaHa peakLMa upe3 HalMOHAIHATA CHCTeMa 3a ¢bhobLIaBaHe:
HN3nwiiHUTENHA are UM 1o JIEKapcTBaTa

yn. ,.Jlaman I'pyes” Ne 8

1303 Codns

Ten.: +359 2 8903417
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4.9 Ilpeporuapane

Hama KIMHHMEH ONHT C TEXKHM CJTyd4aH Ha npeao3upaHe. OuaKkBaHHTE HeXKEJIAHH PEaKIIMH Ca Te3H,
CHOTBETCTBAllH HAa (apMakoAHWHAMHMMHHMA Tpod1 HA AONMAMHHOB ArOHHCT, BKIIOMBAlllM TafieHe,
NOBPbilaHe, XHUMEPKHHE3Hd, XaMOLUMHamy, Be30yaa u Xxunoronna. He € yctaHoBeH aHTHAOT NpPH
npeao3dpate ¢ AONAMMHOB aroHucT. [IpM HanmMuyHe Ha CHMIITOMH 38 CTHMYJIHpaHe Ha LICHTPA/THATA
HEpPBHAa CHCTEMa MOXke Aa ce MpWIokaT HeBposenTuiM. IIpu npeno3upaHe Moxe Aa ca Heobxogumu
ol nogALPXKALIA MEPOTIPUATHA B KOMOHHALIMA CHC CTOMALUIHA NPOMMBKA, HHTPABEHO3HH HH)Y3HH,
rpuUaraHe Ha aKTUBEH BBIVICH U MOHUTOpHUpaHe Ha EKT .

5. ®APMAKOJIOTHYHH CBONCTBA

5.1 ®apmMakoaHHAMHYHEH CBOHCTBA

@apMakoTepanesTUUHA I'Pyna: aHTHNAPKUHCOHOBH JIGKapCTBa, JONMAMHHOBH aroHucTH, ATC kon:
NO4BCO05

MexaHU3BM Ha JeHCTBHE

[Ipamunexkcon € RONaMHHOB arOHHCT, KOHTO Cce CBbp3Ba C BHCOKA CENEKTHBHOCT H CNELM(pUYHOCT ¢
D2 cybrpynara Ha AONAMUHOBUTE pPELENTOPH, H NO-CNISUMATHO UMA apUHHTET KbM TEXHUA MOATHII
D3, v uMa MbJIHa BLTPELLIHA AKTUBHOCT.

[Ipamunexcon odnexyasa nposasute Ha [lapkHHCOHOBa MOTOpPHA HEAOCTATBHYHOCT Ype3 CTHMYJIHpaHE
Ha JONaMHUHOBHTE peuenTopy B crpHatyma. IIpoyuBaHMA NpH KHBOTHM COYAT, Y€ NMPaMHIEKCOJ
MHXUOHpa CHHTEe3a, OTAENAHETO U MeTaboH3Ma Ha AonaMHHa.

MexaHM3MBT Ha JeiCTBHE Ha TPAMHMIIEKCOJ Karo CPeAcTBO 3a JieueHHe Ha CHHAPOM Ha
HECNOKOMHUTE Kpaka ¢ Heu3BecTeH. HeppodapMaKoNIOrnyHy HOKA3aTENCTBA NPEATNIONAraT bpBHYHO
BK/THOUBAHE HAa JONMAMHUHEPIrU4HATA CUCTEMA.

@apMakOJIMHAMHYHH €EeKTH

IIpu gobGposonum ¢ HabmogapaHO A0303aBUCHMO HamaleHde Ha InponakTHH. [IpH KIHHHYHO
H3NUTBAHE CBC 34paBH JOOPOBOJILM, B KOETO IIPaMHUIIEKCON TabNETKH ¢ YABIKEHO OCBOOOKIAaBAHE €
TUTPpHpaH mo-0bp30 (Ha Bceku 3 AHM) OT npenopwuBaHutTe 3,15 mg npamunekcon 6aza (4,5 mg con)
Ha ACH, ¢ HaOMoAaBaHO MOBHIIABAHC HAa KPBBHOTO HAJATAHE H YCKOPABAHE HA CHPACYHHA PHTEHM.
TakuBa edpekTi He ce HabMOAABAT NPU UNHTBAHE C MAHWECHTH.

Knunn4na epukacHOCT ¥ 6e3onacHocT npu 6onect Ha [TapkuHCOH

[Ipy maleHTHTE MPAMMITEKCOJ HaMansdea NpH3HalMTe # CHMIITOMHMTE Ha HAHONATHYHATa GONecT Ha
[Tapkuncon. IlpoBeneHn ca mnaued0 KOHTpOJIHpaAHH KJIHHHYHH TNpoyvBaHsA, BrmoyBamu 1 800
nauMeHTa B craaui Ha 3abongpadHe I-V nmo Hoehn u Yahr, nekyBanu ¢ npamunekcon. M3peH TiX,
okono 1 000, xouro ca 6mnM B HanpeaHan crauii Ha 3ab0aABaHETO ca MPHEMAIH €JHOBPEMEHHO
JICBOZONA M Ca CTPalanu OT MOTOPHH YCIIOKHCHHA.

EdukacHocTTa Ha NMpaMHIEKCON NMpH paHHa W HanpenHaua Oonect Ha [lapkuHCOH ce moaobpXa B
KOHTPOJIMPAHU KIHHHYHH NPOYYBAHHUA 3a IIEPUHOJ OT OKONO LIecT Mecela. B OTBOpeHU AOITbIHUTEIHA
MPOYYBAHMA 34 MEPHOL Ha TpU TOOUHM He ca oTOendzaHM INpPH3HAIM Ha MNOHKWXKABaHE HA
eHKACHOCTTA.

[Ipy KOHTpONMpaHO ABOHHOCHAIO IJIMHUYHO NPOYyUBaHE ¢ MPOABIDKMTENHOCT 2 rof
Tepanus ¢ NPaMHUIIEKCON 3HAYMMO OTJIAra HACTBHIIBAHETO HA& MOTOPHH YCIIOXKHEHMA
HavyalHa Tepanus ¢ JIeBoJOMNAa peAyLMpa TIXHaTa nosea. TOBa OT/iaraHe Ha MOTOPH
NpH IpaMHIIEKCOJ clefBa Aa ce OanaHcupa crnpaMoO NO-FOMAMOTO MNoaodpeHue



¢yHKLUMA NpH JeBogona (M3MepeHO 4pe3 cpeanara npomsHa no UPDR-ckana). Obwiara uectora Ha
XAMIOLUMHAUMA H CHHJIMBOCT TPHHLMIIHO € MO-BHCOK2 BBB (ha3aTa Ha yBelIH4YaBaHE Ha [03aTa IpH
rpynara ¢ npaMMiekcosn. Berpeky ToBa, He € HMAJIO 3HAYMTEJIHA paliIMKa Ipe3 noaarpxamara ¢asa.
Te3u nannu TpadBa ga ce UMaT NPEABKUA MPH 3aNI0YBAHE Ha JICYSHHUETO ¢ NMPAMHIIEKCON MPH NalUeHTH
¢ 6onect na [lapkuncon.

ITeaAWATPUYHA TONYIALIAS
EsponelickaTa areHuuMs No JeKapcTBaTa OCBOOOXKZaBa OT 3aIb/DKEHHETO 34 MNPEJOCTAaRAHEC Ha

PE3YJITaTHTE OT NPOYYBAHKATA ¢ MPAMHIICKCO BbB BCHYKU NOATPYNH H& NEAMATPUYHATA NOMyaLys
npu 6onect Ha IlapkuHCOH (BrKTE TO4KA 4.2 38 HHPOpMaLMA OTHOCHO yniorpeba B reaHaTpUATa).

KnuHuuHa epukacHocT H 6e3onacHocT npu CHHAPOM Ha HECIIOKOMHHUTE KpaKa

EduKacHOCTTA Ha IIPaMHIIEKCONI € OLIEHEHA B YeTHPH Mnaucbo-KOHTPOJIHPAHH KIHHUYHH W3NTHTBAHKSA
npy npudmusuTenHo 1 000 nauueHTa ¢ yMepeH A0 Texbk uauonarvueH CHHAPOM HAa HECTIOKOHHMTE
Kpaka.

ITppByuHMTE KpakiHu pe3ynTaTd 338 ¢(UKACHOCT Ca CPEAHATA Pa3liHKa OT HAYAHKTE CTOMHOCTH,
miMepeHa no OueHbpyHata ckana Ha CuHApoM Ha HecnokoiHure kKpaka (IRLS) m no Obworo
KIHHHYHO BneyatncHue 3a nogobpenwero (CGI-I). U 3a aBere mepBHYHM KpalHM TOYKU Ca
HAONOAaBaHH CTATHCTHYECKH 3HAYMMH Pa3IMKH B IPYIIHTE Ha npaMunexkcon npu ao3u 0,25 mg, 0,5
mg u 0,75 mg npaMunekcos con B cpaBHeHHe ¢ mnauedo. Caen 12 ceaMHMLIM Ha NieyeHHe HAYATHUAT
pesyarar o IRLS e nmoxobpen or 23,5 Ha 14,1 TtoukM 3a mnane6o u or 23,4 Ha 9,4 TOYKM 3a
npaMunexkcon (komMbuHupanu xo3u). Kopurupanara cpeasa pasinuka e -4,3 Touku (Cl 95% -6,4; -2,1]
Toykd, p<0,0001). Crenenure na orroop no CGI-I (¢ nopoOpeHHe, CBHC CUIHO H3pa3eHO
nogobpenue) ca 51,2% u 72,0% croTBeTHO 32 rauedo U npamunexcon (paznuxka 20% CI 95%: 8,1%;
31,8%, p<0,0005). EduxacrHoct € HabmonaBaHa cnep mbpeaTa ceaMuua Ha aedeHue ¢ 0,088 mg Haza
(0,125 mg con) Ha aeH.

B mnauebo-kORTpOIUMpaHO NOMHCOMROIPadCKo NMpoyuBaHe 3a MEpHOA OT 3 CEAMMLIM NMPaMMIIEKCON
3HAYUMO HaMansBa Opos Ha MEPUONMYHUTE ABIDKEHUS HA KpaliHALIMTE NO BPEeMe Ha NMOKOii B Nerno.

HABArocpoyHaTa epMKACHOCT € OLiEHEHa B 11auebo-KOHTPOJIHMPAaHO KNIHHHYHO W3nuTBaHe. Cnexn 26-
CeMHUEH MEepHOJ Ha JeueHue ce HabnroaaBa KOPHTHpaHO CpelHO HaMalleHue Ha OOLIMA CKOp no
IRLS ot 13,7 u 11,1 TOuKHM, CLOTBETHO B rpyNarta, JeKyBaHa ¢ NPaMMIIEKCOJ M Ta3H, JIEKYBAHA C
nnauedo, cbe craTdcTudeckd 3HauuMa (p = 0,008) cpenHa paznuka npu neyeruero ot -2,6. Crenenra
Ha nopnuseaHe no CGI-I —(c u3pazeHo noaodpeHune; cbe CHWIHO H3pa3eHo noaodpexrue) e 50,3% (80
ot 159) n 68,5% (111 or 162) chOTBETHO IPH IpPYNHTE, JIEKYBaHH C IALebO W NPaAMHIIEKCON

(p=0,001), xoero choTBeTCTBA Ha OpPOH, Hy)aaewm ce oT neucHue (NNT) nauuentu - 6 (95%CI: 3,5;
13,4).

[leauaTpHyHa Nnomyaalys

EBpornelickaTa areHUMA 110 JIEKAPCTBAaTa OTJ/lara 3aIb/DKECHUMETO 33 NPEAOCTABAHE HA PE3YJNTATUTE OT
MPOYYBAHHATA C PAMHIIEKCONl B €HA WIM NnoBeue MOArpylH Ha MeAHATPHYHATA TMOMyJalMs NpH
CuHApOM Ha HecnokoMHMTe Kpaka (BK. Touka 4.2 3a HHpopMalMUis OTHOCHO ynorpeda B
NeaHATPUATA).

KnuHuvHa eprKacHOCT U Oe3zonacHOCT nipH CuHApoM Ha Typer
EdukacHocTtra Ha npamunekcon (0,0625 — 0,5 mg Ha neH) npu neaaTpuyuHH NalKeHTH Ha BB3pacT OT
6 no 17 rogunn cec CunapoM Ha Typer e olieHeHa 4pe3 §-CeAMUUYHO, ABONHOCIANO, PAHAOMH3UPAHO,
nnaneto KOHTpOJMpPAHO H3NHMTBAHE C NMPOMEHIMBA A03a. PaHmoMu3upanu ca o0wo 63 nauueHT
Ha npamunekcon, 20 Ha nnane6o). [IspeuuHaTa kpadiHa TOYka € nMpoMaHaTa Ha QO
(Total Tic Score (TTS)) no Ckanara Hewun 3a rmobanHa Texkect Ha THkoBere (Yale Global
Scale (YGTSS)), B cpaBHeHHME ¢ U3XOAHOTO HHBO. He € ycTraHoBeHa pa3nuka MEXIy mp
iwrane®o Kakro mo OTHOHMICHHE HA ITHPBHYHATA KpaiHa TO4YKa, TAKA K MO OTHOLICHHE
BTOPDHYHHTE KpakHM TOYKH 3a edukacHocT, BK/mouuTeNaHo Ob6mma YGTSS ck




mauedo KakTo no OTHOLIEHHWE HA ITbPBHYHATA KpaiHA TOYKA, TaKa M MO OTHOLUEHHE Ha HHKOA OT
BTOPHYHHMTE KpaHHU TO4YKH 38 eQHKacHocT, BKMOYMTENHO OO0mma YGTSS ckop, O6morto
BMEYaTIeHHe Ha nauueHta 3a noaobGpenue (Patient Global Impression of Improvement (PGI-I)),
KnunugHoTo 06mo pnevarnenue 3a nopodbpenue {Clinical Global Impression of Improvement (CGI-
[)) niu KnnHuuhure obiM BnieyatneHud 3a texxecrra Ha 3abonsparero (Clinical Global Impressions
of Severity of Illness (CGI-S)). Hexxenanu ¢»6uTHA, BE3HHKHAIH NPH Hal-Manko 5% OT nalHeHTHTe
B IpyTiaTa Ha MPaAMMIIEKCOMN, H MO-YECTH NPH NALMEHTUTE, JICKYBaHH C IMPAMHIIEKCOJ1, B CPABHEHHE C
nauMeHTuTe Ha ruiauebo, ca: rnasobonue (27,9%, miauedbo — 25%), ceHnueoct (7,0%, mianebo —
5%), rapene (18,6%, nmnauebo — 10,0%), nosprmane (11,6%, rmauebo — 0,0%), 6onka B ropHara
abnomunanna obnacr (7,0%, mnauebo — 5,0%), oprocraruuna xunoronus (9,3%, mnauebo — 5,0%),
Muanrua (9,3%, mnaunebo — 5,0%), rapywenns Ha cvHa (7,0%, mnauebo — 0,0%), aucnuea (7,0%,
wrauedo — 0,0%), uHdexumsa Ha ropHure auxarenuu nmwriima (7,0%, mmauebo — 5,0%). Hpyru
3HAYUMH HEXeJlaHH CHOMTHA, BOAELIH A0 MPEKLCBAHE HA JICYHEHHETO MPH NMalMeHTUTE, fpHeMally
MPaMUIICKCON, Ca ChCTOAHHE Ha OOBPKAHOCT, CMYLIEHHs B MOBOPa M RIOLIABAHE HA CBCTOSHHETO
(BIDKTE TOYKA 4.2).

5.2 PaAapMAKOKHHETHYHH CBOHCTBA

Abcopbuus

[Ipamunexcon ce pesopbupa 6bp30 M H3LANO Cliel nepopaneH npueM. AGCOMOTHATa OMOHAIMYHOCT €
noseye ot 90% ¥ MakCMMAaIHM IUIa3MEHH KOHLIEHTpalMH ce aoctvrat Mexay 1 u 3 gaca. IlpuemsbT ¢
XpaHa He HamaJigsa CcTerneHTa Ha abcopbuus Ha NMpaMHUNEKCON, HO NMOHWKABA HEHHATa CKOPOCT.
[IpaMuniekcon € ¢ nNUHEHHAa KMHETHKA M ¢ MAIKH pa3liM4yMAd B MNAa3sMEHHTE KOHLEHTPALMH IpH
PA3TH4HUTE NMAUNECHTH.

PasnpeneneHue
CBLp3BaHETO Ha MPAMMIIEKCON ¢ NPOTCHHHTE NMPH Xopa € MHoro Hucko (< 20%), a obeMbT Ha

pasnpegeneHue e ronaM (400 1). Ilpu nnbpxose ca HabmogaBaHHW BUCOKH KOHLIEHTPALIMH B MO3BbYHATA
TBEKaH (OKONO 8 METH NO-BUCOKH OT T€3H B IU1a3MAaTa).

buorpanchopM
[Ipamunexcon ce Merabonusupa B HUCKA CTEMNEH B YOBELIKHA OPraHH3bM.

EnuMuBHHpaHe

OCHOBHHAT HA4YWH Ha eIMMHHHpaHe ¢ OnbOpeuHaTa eKCKpeLHs Ha HENMPOMEHEH INPaMHITEKCOI.
IIpubnuszurenno 90% or Genszanara ¢ 14C go3a ce ekckperupa upe3 6n0peunTe, a 1mo-manko or 2%
C€ OTKPHBAT BBbE (eKanTuHuTe. TOTATHMAT KIMPBHC Ha npaMumneKkcon e okono 500 ml/min, a
OBLOpeyHHAT KNUpBHC - npubnusurenHo 400 ml/min. EntMMHAHaIIMOHHUAT nomykuBoT (t'%2) Bapupa ot 8
yaca NpH MiaagH xopa 0o 12 yaca npu nalMeHTH B CTapuecKa BB3pacT.

5.3 IlpeaxnanA9HA JaHAH 33 6e30macHOCT

IIpoyuBanusTa 38 TOKCHYHOCT NPH MHOCOKPATHO TMPUNONKEHUE TOKA3BAT, Y€ TNMPAMHIIEKCON BIIMAE
rinaeHO BbpXy $yHkunuTe Ha LIHC M keHckara penpoXyKTHBHa CHCTEMAa H BEPOSTHO C€ AR/DKAT Ha
NpeKaneHo CHNeH papMakoguHaMU4EH eeKT Ha NPaMHITEKCO.

[Ipy mManku npaceHua ¢ HabnNOAABAHO OHWXEHHE HA JNHACTONHOTO H CHCTOJIHO HANATAHE M HA
CBLPACYHATA YECTOTA, & TEHACHLUSA 32 XHIOTOHHUYEH e(deKT e 3abensa3aHa npH MaiMyHH.

[ToreHuuanHuaT edekT Ha TIPAMHIEKCOJ MO OTHOLIEHHE HAa PeNnpOAYKTHBHATa GyHKIMA € rxpqueﬂ |
NpH HW3CIACABAHHMA BLPXY IUIbXOBe M 3aiiuu. [lpy mnbxoBe W 3aiium npaMHneKcun He JIORIAE
TEpaTOreHeH €(¢eKT, HO € eMOPHOTOKCHYER NMpH IUTBXOBE B JO3M, TOKCHYHH 3a Maii
noadbopa Ha BHIA XUBOTHH M OrpaHWYCHWUTE H3CNCABAHH TMAapaMETPH HeEXeJaHWTe
NMPaMHIEKCOJ MO OTHOLUIEHHE HAa OpPEeMEHHOCTTA M MBXKKATA PENPOAYKTHBHA CIOCE
HAITBJIHO U3ACHEHH.




[Ipn mbxoBe € HabmopaBaHo 3afaBAHe Ha MONOBOTO pa3BHTHE (T.e. pa3Ac/IfgHE HA MPENMyLMyMa H
BarWHAJIHO OTBApAHE). 3HaUYEHHETO Ha Mpoleca NpH Xopa He € H3BECTHO.

IIpamMunekcon He € reHoTOKCH4YEH. [IpH npoyuBaHMs 3a KapLMHOreHEH MOTCHLHAT MBXKH IUTBXOBE
pa3sBHBAT XHIIEpIIa3Hg Ha KIeTKHTe Ha Leydig u aneHOMH, KoeTo ce 00iACcHABa ¢ HHXHOHUpallug edekT
Ha [IPAMMIICKCON BBPXY MpojakTHHa. Ta3u HaxoAka HE € pelcBaHTHA KbM KJIHHHYHATA ynorpeba.
ChLIOTO NpOYYBaHE NMOKa3sa, Ye B A03K 2 mg/kg (COMN) H NO-BUCOKH OT TAX MPAMHIIEKCOI C€ CBLP3Ba ¢
OercHepauMs Ha peTHHaTa npd mubxose andOuHocu. [locnegHara Haxonka He ce cpelna IMpH
NMUIrMEHTHPAHHU TUTBXOBE H He € HaOmonaeBaHa NpH 2-roOHIUIHO MPOYYBaHE 33 KAHIIEPOTr€HHOCT MPH
MHIUKH aIOMHOCH, KAKTO H TNPH HHTO €HH OT APYIHTE H3CIICABaHN BUOOBE.

6. OAPMAIEBTHYHH JAHHHU

6.1 CnucbK HE NOMOIIAHTE BeIEeCTBA

ManuTon (E 421)
llapeBUYHO HMLLIECTE

XHAPOKCHIPOMUILIETY103a
CunuumeB nuokcui, 6e3soeH,
MarHesueB creapar

6.2 HechBMECTHMOCTH
Henpuwnoxumo.

6.3 Cpox Ba roagocrt

3 roguRH

6.4 CnennajHn yc/10BHS HA CHLXPAHEeHHe

Jla ce chXpaHABa B OpUrMHAJIHATA OIIAKOBKA, 33 /1a C€ NMpeana3sa OT CBET/IHHA.
To3H neKkapcTBeH NPOAYKT HE H3UCKBA CHELIKAIIHH TEMIIEPATYPHH YCIOBHA Ha ChXpaHEHHE.

6.5 Bua H ¢hLABPAKAHHE HA ONAKOBKATA
Tabnerkute ce gocrapar B 6nucrepru onakoBkd (OPA/Aluminium/PVC/Aluminium 6muctepn) ¢ 10
TabneTku.

Kapronenara Kytis coaspka 3 win 10 6aucrepa (30 wnn 100 Tabnerkn).
He BCHYKH BHAOBE ONAKOBKU Morar aa OwvaaT mycHaTH B nponaxoa.

6.6 Conensajnn Npeana3sHHA MePKH NPH H3XBLPJ/IAHE

Hsama cnielianHd M3HCKBAHMA.

7. HNPHUTEXATEJ] HA PAIPEIIEHHETO 3A YIIOTPEBA
Medochemie Ltd., 1-10 Constantinoupoleos street, 3011, Limassol, Kumsp

8. HOMEP(A) HA PASPEIIIEHUETO 3A YIIOTPEBA

Per. Ne 20090335




9. JAATA HA IIBPBO PAIPENIABAHE/IIOJHOBSABAHE HA PAZPENIEHHETO 3A
YIIOTPEDBA

Hara Ha mbpBO pa3pelnaBaHe 3a yrniorpefa: 13 onu 2009 r.
JlaTa Ha nociaeaHo nogHoBABaHe: 4 maii 2018 r.

10. JATA HA AKTYAJIMZUPAHE HA TEKCTA

03/ 2024




