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1.  MME HA JEKAPCTBEHMS ITPOJAYKT T G/ ? o z;g j:
MEJIOIIEKCOJI 0,7 mg TabneTkn | o = o e
MEDOPEXOL 0.7 mg tablets i ECHST o L2k |
|
j

2. KAYECTBEH H KOJJMYECTBEH CbCTAB 77 e/ /o

Besaka Ttabnetka cuabpka 1,0 mg npaMMNEKCcosl OUXUAPOXJIOPHI MOHOXMApAT (pramipexole
dihydrochloride monohydrate) exBuBasienTeH Ha 0,7 mg npamunekcon (pramipexole).

Brumanue:
Jo3uTe npaMunekcon, nyOJIMKyBaHH B JIMTEpaTypaTa c€ OTHACAT 3a HEropara CoJl.
[lopaau TOoBa, ao3ute wie OBAAT U3pa3siBaHU MO-0JTY KATO NMPaMHUNEKCO 0a3a ¥ KaTo NMPaMMIIEKCO]

noa ¢opmara Ha coJ (B CKOOH).

3a MbJIHUS CITUCHK HA NMOMOILIHUTE BELIECTBA BUXKTE TOYKa 6.1.

3. JEKAPCTBEHA ®OPMA

Tabnerka

KoHueHTpalys BbHilEH BUA

(mg 6a3a)

0,7 mg benu, kpbriM, IUIOCKM TabJE€TKH C JAENUTENIHA YepTra OT €JHaTa CTpaHa
(avamMeTnp: 9 mm, NpHOJHU3UTEIIHO).

Tabnerkure morat aa ObAAT pa3e/eHH Ha JIB€ paBHHU MOJIOBUHH.

4. KJ/IMHUYHHU JAHHH
4.1 TepaneBTHYHH NOKA3ZAHHA

MEJIOITEKCOIJI e npeaHa3HayeH 3a JIEYEHHE TPH BB3PACTHH Ha IPHU3HALMTE U CUMIITOMHUTE Ha
uavonaTuyHa 6onect Ha [TapkuHCOH caMocTosTenHo (6e3 nepoaona) UM B KOMOMHALMA C JIEBOJOIA,
T.€. B X0/J1a Ha 3a00JISIBAHETO NMpe3 KbCHUTE CTaAuH, KOraTo eeKThbT Ha JIeBOAOINAa HaMaJlsiBa WM CTaBa
HEroCTOsIHEH W ce HaOmoaaBaTt uykryaluu B TepaneBTHYHHA edekT (paykTyauuu npu u3vepriBaHe

Ha J103aTta WM “on off” guykTyauun).
MEJIOITEKCOJI e noka3aH npd Bb3pacTHM 3a CUMITOMAaTHYHO JICYEHHE HA YMEPEH OO TEXKbK
uavonatiyeH CHHAPOM Ha HecnokoiHUTe Kpaka B A034 A0 0,54 mg 6a3a (0,75 mg con) (BXK. TO4YKa

4.2).
4.2 Jlo3HpOBKA H HAYHMH HA NPHJIOXKEHHE

3a no3u, kouto He moraT aa ce nocturHat ¢ MEJIOIIEKCOJI, ca HallMYHU ApYTrY KOHLEHTPALIMKU Ha
OPYIH JIEKAPCTBEHHU NMPOAYKTH, KOUTO ChABPIKAT MPAMHUIIEKCOI.

o3upoBka

boJsect Ha IlapkuHCcOH
JIHeBHaTa f103a ce pa3npeneins nopaBHO Ha TPH OTAEJIHU NPHEMa.

Hauanno neuenue
Jlo3upoBkaTa TpsAOBa NOCTENEHHO Aa ce NMoBHUIlIAaBa, Karo ce 3anouHe ¢ 0,264 mg 6
JHEBHO, CJlel KOETO C€ yBeJiM4aBa Ha BCEKH S5 - 7 OHU. AKO TpH MaLMEHTa




HEMOHOCHMH HEXENaHH JICKapCTBEHH PEaKUMH, A03ara CJiefBa [a €€ THUTpHpa A0 TOCTHTaHE Ha
MaKCHMAJICH TepaleBTHYEH e(eKT.

Cxema Ha gosupane Ha MEJIOTIEKCOJI upes nopHuaBaHe Ha 103MTE

Cenmulia Jo3zupoBka O01a nHesHa Ho3HpoBKa O6ma nHeBHa
(mg 6aza) j03a (mg 6asa) (mg con) no3a (mg coj)

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 Hanara 1o-HaTaTbIIHO yBeJIMYaBaHe Ha J103aTa, JHEBHATa A03a cleiBa Aa ce¢ nouiuaea ¢ (0,54
mg 6a3a (0,75 mg con) Ha ceaAMKIIA A0 JOCTHraHe Ha MaKCHMaiHa AHeBHa no3a 3,3 mg Oasa (4,5 mg
coJl).

Bce nak TpadBa ga ce orbenexu, ye citydauTe Ha CbHIUBOCT C€ YBENUYABAT MPU A03U NMO-BUCOKH OT
1,5 mg (con) Ha aeH (BYKTE TOHKA 4.8).

looo0vpaorcauio neyenue

Hupousuayannara no3a npaMunekcos Tpadbsa na 6bae B pamkure Ha 0,264 mg 6aza (0,375 mg con) no
MakcuManHa ao3a 3,3 mg ©Oaza (4,5 mg con) aHesHO. Ilo Bpeme Ha OCHOBHHM NPOYUBAHHS C
NMOBHILABAHE HA A03aTa Ha4ajlo0To Ha edekTa ¢ HabmoaaBaHO NpH AHeBHA Ao3a 1,1 mg 6aza (1,5 mg
con). [lo-HaTaThk Ao3ara cneaBa aa ce aaanTHpa B 3aBUCHMOCT OT KJIMHWYHUA OTTOBOP M NMOSABATa Ha
HeXKeJIaHH peaklMu. B KITHHHYHHA H3NUTBAHKA okono 5% OT NaUMEHTHTE ca MoJjyyaBaiu 403K nog 1,1
mg 6a3a (1,5 mg con). [1lpn Hanpennana Gonect Ha I1apKNMHCOH AO3M NPAMHUIIEKCON NO-BUCOKH OT 1,1
mg 6aza (1,5 mg coyl) Ha JeH MOXKe Na ¢a NOAXOAALIM 3a OOJHH, NPH KOWTO ule ObAe HAMANABAHA
A03aTa Ha aeogona. Ilpenopyusa ce no3MpoBKaTa Ha JIEBOAONA Aa C€ MOHKXKABA KAKTO 10 BPEME Ha
IOBHIJABAaHE HA [03aTa, Taka W no Bpeme Ha nomaspxkaworo Jjedenne ¢ MEJIOIIEKCOJ, B
3aBUCHUMOCT OT PEAKLIMMTE HA OTAEC/IHUTE NALMEHTH (BHXKTE TOoUKa 4.3).

lpexpamsaeane na reuenuemo

BHe3zanHOTO npeKkpaTABaHE Ha AONMAMHHEPrHYHOTO JIEUEHHE MOXE Ja A0BEAe AC PAa3BUTUETO Ha
HEBPONENTHYEH MAJIMTHEH CHRAPOM MK CHHIPOM Ha OTHEMaHe Ha JONAMMWHOB ArOHMCT.
[Ipamunexkcon Tpabea aa 6bae HamanaBaH nocreneHHo ¢ 0,54 mg 6aza (0,75 mg con) Ha AeH, AOKATO
JAHEeBHAaTa Jo3a ce peayuupa ao 0,54 mg 6aza (0,75 mg con). Cnen ToBa no3aTa ¢e MOHIDKARa € MO
0,264 mg 6a3a (0,375 mg con) Ha aeH (BrKTe To4ka 4.4).

CHHApPOM Ha OTHEMaHE Ha JONMAMHHOB arOHHCT MOXE [a Ce MOSBM M MO BpPEME Ha NOCTENEHHOTO
HaMaIsiBaHe Ha [03aTa M MOXe na € HeoOXoAuMO BPEMEHHO YBEJIHWYABAHE HAa JA03aTa Npeau
NMOCTENEHHOTO HAMAIMBAHE 11a ¢€ BL30OHOBM (BWxKTE TOUKa 4.4).

Hayuenmu ¢ 6vbpeunu yepesxoanis

EnnMuHMpaHeTO Ha NMpaMMUIeKcon 3aBHCH OT ObOpeuHara gyHKUMA. 3a 3anouvBaHe Ha JEUYEHHETO CE
penopbUBa CAeAHATA CXEMa HA AO3UPAaHE:

[Ipy nauMeHTH ¢ KPEATHHUHOB KIUPBHC Haa 50 ml/min He € HeoOX0AMMO HaManaBaHE Ha AHCBHata

J03a HJTH Ha YCeCTOTaTa H4a IIpAaraHe.

[lpy MauMEHTH ¢ KpeaTHHHHOB KAWpBHC Mexay 20 v 50 ml/min, na4annara aHeBHa [o3a
MEJIOITEKCO!JI TpabBa na ce paznpeaen B ABa OTACIHH npueMa, kato ce 3anovHe ¢ 0,088 mg 6aza
(0,125 mg con) aea nbvTH AHeBHO (0,176 mg 6a3a/0,25 mg con nHerHo). He Tpabea na ce HaaBHiLaBa
MaKCHManHa AHeBHa a03a ot 1,57 mg npamunekcon 6a3a (2,25 mg con).

[Ipy naupeHTH ¢ KpeaTMHHHOB KaupbHC noa 20 ml/min gHeBHata moza na MEJIOIIEKCOJ ce
npwiara BeAHX AHEBHO, ¢ HayanHa go03a ot 0,088 mg 6a3a (0,125 mg con) auesHo. He tpsabea na ce
HaJIBHIIaBa MaKcUMallHa AHEeBHa Jo03a ot 1,1 mg npamunexkcon 6a3a (1,5 mg con).

Ako ObnbpeuHara (yHKLHA HaMalgBRa MO BpEeME HA MOAIBPKAILLOTO JICUEHUE, THE
MEJIOITTEKCOJI tpabra ga 6bae noHWkKeHAa ¢ TOAKOBA NPOLEHTA, ¢ KOJKOTO
KPEATUHUHOBHAT KJIHPDBHC, T.€. NPH CNajaHe HA KPEaTUHUHOBUA KIHpBHC ¢ 30%,




MEJOIEKCOJ] tpabsa na 6nae nonmxkeHa ¢ 30%. JlHeBHara nosa Moxke Aa Ce pa3lenv Ha ABa
OTAENHH MPUEMA NP KpeaTHHUHOB KiMpbHe Mexay 20 u 50 mi/min v na ce npueMa eNHOKPaTHO MNpH
KpeaTHHUHOB KIKMpbHC nod 20 ml/min.

Iayuenmu ¢ yeproOpobHu yepescoaHus

BepoaTHo He € HeoOX0AuMO aaanTHpaHe Ha J03aTa NPH NMalUEHTH ¢ YEPHOAPOOHA HEAOCTATLYHOCT,
ThH Kkato npubausutenHo 90% ot abGcopOupaHOTO AaKTUBHO BELUECTBO CE€ CKCKpeTHpa mnpes
OnOpeunte.  [loreHUHanHOTO  BAMAHME  Ha  YepHOApPOOHAaTa  HEOOCTAaThYHOCT  BBPXY
(papMaKOKHHETHKATA Ha NpaMHUNEKCo oDaue He € Mpoy4eHo.

Ileduampuyna nonyarayus
bezonacHoctra M edukacHocTtTa Ha MEJOIEKCOJ] npu aeua nog 18 roqMHA He ca YCTaHOBEHH.

VYnorpebara na MEJOIIEKCOJI npn nokazaHue ©Oonect Ha [lapx#HCOH HAMA MNpPaKTHYECKO
NPHIOKEHHUE B NMEAHATPUYHATA MOIMMYIALNA.

CHHapOM HA HECHOKOHHHTE KpaKa

[Ipenopvuntendara Ha4anHa aoza MEJOIIEKCOJ!I e 0,088 mg baza (0,125 mg con), npuemana eauH
NbT AHEBHO 2-3 yaca npeau narase. [Ipy nauMeHTH, Hy>Kaaeiliy ¢ OT ACITBJIHHUTENHO 00JIEKYaBaHE HA
CUMIITOMATHKaTa, A03aTa MOXKe Ja Obae yBenvuyaBaHa Ha Bcekd 4-7 aHH Ao MakcumyMm 0,54 mg Oasa
(0,75 mg con) Ha aeH (kakTo € noka3zaHo B TabnuuaTa no-noay). Tpabea aa ce ¥3non3Ba HaW-HUCKATA
ebekTUBHa Jn03a (BX. Touka 4.4 ,BnowaBaHe Ha CHHIpPOMa Ha HECIMOKOHMHHUTE Kpaka“).

Cxema Ha gosupaHe Ha MEJIOTIEKCOJ]

CTbNKH Ha Beanwx aHepHo Beuepna | Beanbx anesHo BeuepHa
TUTPHUPAHE j03a (mg Oaza) no3a (mg con)

1 (0,088 0,125

2% 0,18 0,25

3% 0,35 0,50

4* 0,54 0,75

* ako € HeoOXOUMO

CteneHTa Ha MNOBJIHMABAHE HAa nNaLMUEHTa TpHﬁBﬂ Ia Cce OIEeHW cnea 3 Mecella Ha JiedeHue H

HeoOX0oAUMOCTTa OT [MpoALIKABAHE HA NCYCHHUCTO TpHﬁBﬂ Ad C€ npcpasricia. AKO NeYeHHETO €
IIPEKBCHATO NMOBCHC OT HAKONKO IHH, TO Tpﬂﬁﬂa Aa 34arnC4HE OTHOBO C THTPHPaHC Ha 1034aTa, KaKTo €

H3JTO03KCHO NO-TOpPC.

Illpexpamasane na reuenuemo
Tvi# kaTo AHEBHATa [A03a 3a JeueHue Ha CUHApPOMa Ha HECNOKOMRHMTE Kpaka HaMa Ja HaaBuwagsa 0,54

mg 6a3a (0,75 mg coa), MEJIOTIEKCOJI moxe aa 6bae npekpareH, 0e3 aa ce Hamangea NOCTENEHHO.
[lo Bpeme Ha 26-ceaMHUYHO Mnaueb0-KOHTpOMUpaHo u3nuTBaHe, npy 10% (14 ot 135) ot maunentHTe
e HabmopgaBaH pebayHa Ha CHHAPOMA Ha HECMOKOWHHUTE Kpaka (BJIOWABAHE HA TEXECTTA Ha
CHMIITOMHTE B CPaBHEHME ¢ M3XOAHOTO HMBO) CNEH PA3KO NPEKpaTABAHE HA JIEUEHUETO. Y CTAHOBEHO

€, HC TO3H E(bel{T € CXOJCH MNMpH BCHYKH OO3H.

[Tayuenmu ¢ 6vbpeyno yapescoaune

EnuMuHMpaHEeTO Ha NMPaMUNEKco 3aBUCH OT ObOpeuHaTta pyHKuuA. [lpy nmauueHTH ¢ KPEeaTHHHHOB
KIMpBHC Haa 20 ml/min He e HeOOXOAUMO NOHMKABAaHE HA THEBHATA 1034,

Ynorpebara Ha NPaMUNEKCOA HE € MPOYYEHA MPH NMALMEHTH HA XEMOJAKANU3A WM MPH MAUUECHTH C
TeKKO ObOpeHHO YBpeXKAHE.

Yeproopobruo yspescoane
He e Heobxonumo afganTupaHe Ha Ao3ara MpH NALUEHTH ¢ YepHOAPOOHA HEAOCTAaThYH

npubnusutenHo 90% ot abcopbupaHoTO aKTHBHO BEWIECTBO CE€ EKCKpeTUpa npes 616

ITeouampuuna nonyrayus




He ce npenopvuBa ynotpebara Ha MEJOIIEKCOJI npu peua v roHown noa 18 roguHu nopazu
NMICATa Ha JaHHH 3a 6€30MmacHOCTTa M ePUKACHOCTTA.

Cunapom na Typer

[leouampuuna nonyaayus

MEJOIIEKCOJI He ce npenopbuBa 3a ynorpeda nMpH AcUa W IOHOWH noa 18 roauHu, Tl KaTo
edHKacHOCTTA M Oe30MmacHoCTTa Npy Tasu nomynanus He ca ycraHoeHH. MEJIOITEKCOJI e Tpabea
na Objie npunarad Ha Ziella WiM 1oHowu 3a CuHapoM Ha Typer, nopaay OTPHUATENHOTO ChOTHOIIEHHE
noi3a/ pUCK MpH Toea 3abonaBaHe (BKTE TOHKA 5.1).

HauuH Ha NPHIOKCHHO
Tabnerkure ce MpueMaT npe3 yCTrara, KaTo CC I'bJITaT € TCHHOCT KU MOrdT lad €€ IIPHEMAT, KAKTO C

XpaHa, Taka 1 6e3 xpaHa.

4.3 IIporaBOmOKA3aHHS

CBpPbXUYBCTBUTEIHOCT KbM AKTHBHOTO BELIECTBO MWJIH KbM HAKOE OT IOMOLUHHTE BELIECTBA,
n30poeHu B TO4Ka 6.1,

4.4 ChnenuajHu OpeAynpexieHns H NpeAnasHH MepKH NpH ynorpeda

Koraro ce npeanucea MEJOIIEKCOJI Ha nauueHTH ¢ OBOpEeYHO YBPEXKIAHE 3a JieueHUe Ha OosecT
Ha [TapkHHCOH ce NpenopbyBa NOHHXABAHE Ha 03aTa KaTo ce ClNeiBaT yKa3aHHATa B TOHKa 4.2.

XanrUUHHALHMK
H3secTHO €, ue nMpu JieueHne C ACNIAMMHOBHM arOHUCTH M JIEBOJONA KAaTO HEXENaHu peakuuy Ouxa

MOTLJIH [a C€ NnogasaT xanouuHauvu. [launenture Tpabea na 6baaT npeaynpeacHH 3a BE3IMOXKHOCTTA
OT MOSABA Ha XaTKOUHHALIMH (NPEIAMHO 3PUTEITHH ).

JAHCKHHEe3HNs
[Ipu Hanpeanana Gonect Ha [TapkUHCOH NpH KOMOKMHKHPAHO NEYEHHE ¢ IEBOJONA € Bb3MOXHA N0ABaTa

Ha JUCKHHE3HMA IO BpeME Ha NMbpBOHA4YaNHOTO TUTpUpaHe Ha ao3ara MEJOIIEKCOJL Tlpu nosaeara
UM TpsAOBa Ja ce HaMallk 203aTa Ha IeBoAoMa.

EHCTOHHH

[Ipn naumenTH ¢ 6onecr Ha [lapkuHCOH noHsAKora ce ¢bOOLIaBa 3a AKCHAJIHA AMCTOHHMSA, BKIIOUYBALLA
aHTEKOJIUC, KAMIITOKOPMHA U IIEBPOTOTOHYC (CHHPOM Ha Pisa) npu 3ano4qsaHe MKW NPH NOCTENIEHHO
MOBHILABAHE HA J03ara NMpaMHnekcon. Bunpeku ye AUCTOHHMATA MOXKE Aa € CUMNTOM Ha OoJiecTTa Ha
[lapkMHCOH, CHMNTOMHTE 0PH TE€3HM MNAUMEHTH ca ce noaodpunu ciaea HaMalgBaHe MM
MpeycCTaHOBABAHE Ha FMpHEMa Ha T[paMUNEKCON. AKO PBBb3HMKHE JUCTOHMWA, CXeMaTa Ha
AOTNIAMMHEPruYHaTa Meaukalus TpadOBa na ce npepasriiesa W aa ce oOMUCIM KOpPEeKUMs Ha Ao3arta
MpaMHITEKCOJI.

Enys3oM Ha BHE3aNHO 3aCNUBAHE U COMHONEHTHOCT
[I[paMunekcon ce CRbpP3BAa ChC COMHONEHTHOCT M €NM30AM Ha BHE3ANHO 3acnHBaHe, 0COOEHO Mpu

nauueHTn ¢ 6Hosect Ha IlapkuHcoH. Hedecto ce cbhobluaBa 3a BHE3anHO 3aclMBaHEe Mpe3 ACHA,
NOHAKOra 0e3 MalKeHTHLT Aa ro ock3iHasa wid 6e3 npeaynpeaAdTenHHy npusHauM. [launedTure Tpadsa
Ia ObAaT nNpeaynpeAeHd 3a TOBAa W Aa ObAaT MOCHBETBAHM Aa €4 BHUMATENHM NpY WIOQUpaHe WM
pabora ¢ MaluHu no Bpeme Ha Tepanust ¢ MEJIOIEKCOJI. ITaumenTure, npu KOUTO ce noABIRaT
CLHAMBOCT W/ WIXM €Mu30/]l Ha BHe3anHO 3acfHBaHe, TpAOBa na ce BB3ALPXKAT Aa 1WOPHUPAT HAU
paboraT ¢ mauiMHu. B ponbhaneHve TpabBa na ce uUMa npeABUA HaMaligBaHE Ha J03aTa WIH
npekpaTaBaHe Ha Tepanuata. [lopaau Bb3MOXKEH aIUTHBEH €(EKT MaUUEHTHTE, NMpUeMa /,, lf -

CE[IATHBHH JIEKAPCTBEHH MPOAYKTH MJH aJIKOXON B KOMOHHAlMA ¢ MpamMunexkcos, Tpa0ge” ngthnl 0\
MoChbBETBAHM Ja ObAAT npeanasivBH (BWKTE Touka 4.3, Touka 4.7 1 Touka 4.8). Q}

HapyiineHnns B KOHTpPOJ1a HA MMITYJICHUTE




[MauuenTuTe TpAOGBa na OBOAT peaoBHO HaOMIOAABAHHM 3a pa3BUTHE HA HApYIUEHHS B KOHTpOJa Ha
uMmnyncure. [launenture u GonHoraenauuTe Tpabea na ObAAT 3alO3HaTH, Y€ MOTaT Aa Ce MOSABAT
NMOBEJCHYECKH CHMITTOMM HA HAPYLIEHMS B KOHTPOJA HAa HUMITYJICMTE, BKJIKOYBALIK NATOJOTHYHA
CKJIOHHOCT KbM Xa3apT, NOBHUIEHO JIHOMAO, XHNEPCEKCYANHOCT, KOMITYJICHBHO XapueHe W
mazapyBaHe, MNPESyKJaHE U KOMMYJICHBHO MNOpesKAaHe MNPU NauWEHTH, JNEKYBaHH ¢ NOMaMWHOBH
arouucty, BknountenHo MEJJOINEKCOJI. Tpabra na ce o6cbau HamansBaHe Ha 103aTa/ MOCTENEHHO
CMIHMpaHe, aKo Ce Pa3BUAT TAKUBA CUMIITOMH

MaHug u genupuyM

[Taupenture Tpabea aa Obaar peaoBHO HabAOJaBaHW 3a pa3BUTHE Ha MaHHA H JEJIHPHUYM.
[Maupenture W OonHornenauuTe Tpsabpa na ObaaT 3amo3HATH, 4H€ NPH TMALMEHTH, JIEKYBaHH C
MPaMHUIIEKCOJ MOXeE /Ia Bb3HMKHAT MaHHUA U AenupuyM. Tpabea na ce obcbau HamanaBaHe Ha go3aTa/
NOCTeNneHHO CIIMPaHE, KO CE€ Pa3BUAT TAKWBA CUMITTOMH.

[lauueHTH ¢ NICUXOTUYHU HAPYIIEHUSA

[MaupeHTHTE ¢ NCUXOTHYHW HapylueHHs TpsAOBa Aa Ce JEKYBAaT ¢ JONAMHUHOBH arOHHCTH CaMoO B
CTy4yauTe, KOraTo O4aKkBaHaTa I10J13a € No-rojagMa OT NMOTEHUMAIHUS pyUck. EnHoBpeMeHHara ynorpeba
Ha aHTHIICHXOTHYHU JIEKAPCTBEHHU NPOAYKTH U NPaMHUIiekco Tpadsa na ce u3dbarea (Bxx.Touka 4.5).

OdTanMonoruyHy nperneau

[Tpenopbusat ce 0QPTANMOIOrHUHH NpErieqd Ha PpeAOBHH MHTEPBANHU WK NPH NOABAa HA AaHOMAJIMH B
3PEHHETO.

Texko cbpaeHHO-CHAOBO 3a00NABaAHE

[Ipn TEeXKO CBpAEYHO-CHAOBO 73adoNABaHe NEKapCcTBOTO TpsabBa Aa ce mnpuiara BHUMATENTHO.
[IpenopbuBa ce MOHMTOPHpaHe Ha KPBBHOTO HasiraHe, ocoOeHO MpH 3anovyBaHE Ha JEYEHMETO,
MopaJu PHCK OT OPTOCTATHYHA XMIOTOHHA BbB BPb3Ka ¢ JIEHEHHUETO C JONAaMHHEPIrUHYHH JIeKapCTBa.

HeBponenry4eH MajJiUrHEH CUHAPOM
CuMnToOMH, Mpeanonaralld HeBpOJIENTHYEH MaJIMTHEH CHHAPOM ¢a OMHCAHW MpH BHE3aMHOTO
CrHpaHe Ha JONaMHHEPrHYHOTO JieueHHe (BIKTE Touxa 4.2).

CunapoM Ha oTHeMaHe Ha nonaMuHOB aroHKCT (Dopamine agonist withdrawal syndrome (DAWS))
Hma crhobuieHus 3a DAWS npu npueM Ha A0NTaMUHOBHM ArOHHUCTH, BKIIOUKTENIHO NPAMHIEKCON (BXK.
Touka 4.8). 3a nmpexkpariaBaHe Ha JieYeHHETO NpH naiueHTH ¢ Oonect Ha Parkinson, nmpHemMbT Ha
npaMunexkcon Tpabsa na ce Hamanu MocreneHHo (Bx. Touka 4.2). OrpaHW4YeHH JaHHHU NpEanoarar,
4e NaLMEeHTH ¢ Pa3CTPONCTBAa B KOHTPONA HAa WMNOYJICUTE U T€3H, KOMTO NMOJyYaBaT BHCOKa JHEBHa
1032 W/WIM BHCOKH KYMYJaTHUBHHW JI03W JIONaMMHOBH aroHHUCTH, MOXE Ja ca ¢ MO-BUCOK PMCK OT
pazBUTHE Ha DAWS. CUMIITOMUTE Ha OTHEMAHE MOXE J1a BKAIOUBAT AMaTHA, TPEBOXKHOCT, JCIPECHA,
yMOpa, HW3noTaBaHe H Dojlka K He ce noBnuMaBar oT Nesoaona. [lpeau nmocreneHHo HamaisBaHE W
[peKpaTsABaHEe Ha TMpUEMa Ha MNpaMHUIMEKcosa nauueHTHTe TpabBa aa Obaat UHPoOpMUpAHHM 32
Bb3MOXHHUTE CUMIITOMH Ha OTHemaHe. Ilo BpeMe Ha MocTeneHHO HaMallABaHE M TMPEKpPaTABAHE Ha
npueMa mnaiMeHTHTe TpsAOBa Oa ObAaT BHUMATENHO NpochedsaBaHn. B ciyyadl Ha TEXKH WWIH
NepCUCTHpAlld CUMITOMH HA OTHEMaHE MOXE Aa € OOMHCIH BPEMEHHO MOBTOPHO NPUIOKEHHUE Ha
npaMHnNeKcon Npu Ha-HucKkara eeKkTHBHA J03a.

BiomaraHe Ha CHHApOMA HA HECNIOKOHHUTE Kpaka

JleyueHneTo Ha CHHAPOMA HA HECNOKOWHMTE Kpaka ¢ NMPpaMMUINEKCOoN MOXE Ja JOBEAE N0 BJOLIABAHE.
BrowiaBaHeTro ¢€ CBBp3Ba C MO-PAHHO Ha4yajlo Ha CUMMNTOMAaTHKaTta Beuep (MM JopH chenoden),
YBEAHYABAHE HA CUMITTOMUTE M PA3NPOCTHPAHETO UM [0 BKIIIOYBAHE HA APYTH KPaHHULM.

PUCKBT OT BiioLIaBaHEe MOXKE 1A CE€ MOBMLIH NPHU NMO-BUCOKa 1034, [Ipean neyeHue naluHeHTHTe Tpaﬁﬂa

ce CBBPIKAT C NEKaps CH, aKo Moay4yaT CUMITTOMH Ha BiiollaBaHe. AKO HMa m,aoapenne
TpsabBa xa ce 0o0CHAM KOpHryMpaHe Ha jJo03aTa 10 Hal-HUCKata e(eKTHBHa 703a
npyueMa Ha rnpaMunekcod (Bx. touka 4.2 u 4.8).



4.5 DB3auMoneHCTBHE ¢ APYTH JIEKAPCTBEHH MPOAYKTH H APYrH popMH Ha BIaHMOJeHCTBHE

CBbp3BaHE ¢ NiasMeHus NPoTeuH

[IpaMunekcon ce CBBP3BA B MHOIO HHMCKa CTeNeH ¢ rulasmMedHH npotedHH (< 20%) u nmpH Xopa
nperbpnsaBa Manka Ouorpancdopmaia. Ilopaan ToBa He c€ O4YaKBaT B3aHMOAEHCTBHA C ApYrH
NeKApCTBEHU MPOAYKTH, MOBIUABALLM CBHP3BAHETO ¢ IUIa3MEHH APOTEHHH WIH €THMHHHMPAHETO 4pe3
ouorpaHchopmauus. THH KaTO aHTHXONHHEPrHYHHTE JIEKAPCTBA C€ €NHMHHHPAT N1ABHO NMOCPEACTBOM
buoTpaHcdopMalluia, Bb3IMOXKHOCTTA 33 B3aUMOAEHCTBUE C TAX € OrpaHHYECHa, HO HE Ca MpPOBEJCHH
NPOYYBAaHHA 3a B3aUMOAEIHCTBHE C AHTHXONMHEPrHYHH JNEKapCTBEHH TPOAYKTH. Hsma
dhapMaKOKHHETHYHO B3aMMOAEACTBHE ChC CENErMIIMH U 1€BOAONA.

Muxuburopyn/ KOHKYPEHTH Ha AKTHBHHA I'bT 32 eTMMUHHpaHe npes 6uopeunre

[lumerauH noHwxkaBa OLOpeYHHA KIHPBLHC HAa MpaMHNEKcon ¢ npubausuTenHo 34%, BEpOATHO
nmopaad MHxUOMpaHe Ha KaTHHOHHATa CeKpeTopHa TpaHCNOPTHa cHcTemMa B ObOpeunuTte TYOYJM.
[Topanu TOBa N€KAPCTBEHH NPOAYKTH, KOWTO Ca HHXHOMTOPH Ha TO3H akTHBEH MBT 33 €JIHMHHUPAHE
npe3 ObOpeLMTE WIH, KOMTO C€ eJUMMHHMpAT MNOCPEACTBOM HEro, TaKMBA KaTO LIMUMETHIHH,
aMaHTaaHH, MEKCHJIETHH, 3W0BY/IMH, LACIUIACTUH, XHHUH H NPOKaHHAMMKA MOraT Jla B3auMOJAEHCTBAT
C NMPaMHUNEKCOoJI, B PE3YJITAT Ha KOETO Ja ¢€ MOHMKH KIHPBHCHT Ha Mpamunexkcon. Ilonnxasane Ha
no3aTa Ha NpPaMHNEKCON cneABa da c€ MMa npelBW] NpH €OHOBpeMeHHa ynotpeba Ha Te3M
nekapereeHu npoayktd ¢ MEJJOIIEKCOJI.

Kombunanus ¢ nesoaona

Korato MEJIOITEKCOIJI ce nara B koMOnHallUg ¢ JIEBO/IONA CE MpernopbyBa HaMalsBaHE Ha n03ara
Ha JIeBOJOMNAa H 3amna3BaHe Ha AO3MPOBKATAa Ha APYrdTe€ aHTHMAPKHHCOHOBH JIEKAPCTBEHHU MPOAYKTH
nokato ce nopHinapa gosara Ha MEJIOIIEKCOJI.

[Topagy BB3MOXKEH aaUTHBEH €(EKT NAUMEHTHTE, NPUEMAll APYTrH CEOAaTHBHH JIEKApCTBEHH
NpOAYKTH WM aJIKOX01 B KoMOMHalLuWs C npaMunekcon, Tpabra na ObaaT NOCHBETBAHW Ha Obaat
npeanasiuBy (BrxTe To4Ka 4.4, Touka 4.7 ¥ Toyka 4.8).

AHTHINICUXOTHYHH JIEKAPCTBEHHU MPOAYKTH
EnHoBpemenHara ynoTpeba Ha aHTHICUXOTHYHHU IEKAPCTBEHH MPOAYKTH H npamHumexcon tpdaOsa na
ce u30arsa (BHaKTe TOuka 4.4), ako MOraT Aa ce O4YakBaT aHTarOHUCTHYHHU €deKTH.

4.6 @DepTRAHTET, DPEMEHHOCT H KLpMEHE

bpeMeHHoCT

EdexkTbT npu xopa no Bpeme Ha 6peMEHHOCT U KbpMmeHe He e rnpoyueH. [Ipamunekcon He e umai
TepaToreHeH epekT NpH UTLXO0BE M 3alLM, HO € 01T eMOPHOTOKCHYEH MPH IUTBXOBE B A03H, TOKCHYHH
3a Maiikata (Bwxkre Touka 5.3). MEJIOITEKCOJI Be TpsbBa na ce uznonssa no BpeMe Ha OpeMeHHOCT,
OCBEH B CJIyMaH Ha KaTeropuyHa HeoOXOAUMOCT, T.€. KOraTo MNOTEHUWalHaTa MoJji3a Ha/JBHILIABA
OYyaKBaHKHA PUCK MO OTHOLUEHUE Ha ¢eTyca.

KbpMeHe

THi KaTo JIeUeHHETO C TMPAMHIEKCOJ HHXMOHMpa CEKpeLHATa Ha MPONAaKTHH, MPH XOpa Ce O4aKBa
CrUpaHe Ha KbpMaTa. He ca npoBeaeHH MpoyyBaHUS TMPU XKEHU MO OTHOLUEHHUE HA KCKPELMATA HA
npaMMnekcon B KbpMara. IIpy mabXoBe KOHUEHTpalMATa HA CBbP3aHATA C AaKTUBHOTO BELUECTBO
paJHOAKTHBRHOCT B KbPMATa € NO-BUCOKA OT Ta3H B [1a3Mara.

Twit kaTo nunceaTt aaHHy npu xopa, MEJIOITEKCOJI e 6uBa aa ce npunara B nepMoAa Ha KbPMEHE.
[Ipn HanoxxkutenHa ynorpeda, TpsadBa Ja ce NpeyCcTaHOBU KbPMEHETO.

OepTUNHTET
He ca npoexaaHu npoydeaHHsa 3a edekTa BbPXY (eprHianrera npH xopa. Ilpw I'lprlI
>KMBOTHH TPAMHIIEKCOJ MOBJIUABA ECTPYC LUMKITHTE H HAMaliaBa QEPTWIMTETA NIPH JKEHCK IR 8
OMaKBa 3a AONAMMWHOB arOHUCT. Te3W NMpoyuyBaHMsA HE NOKAa3BaT MPEKH WU KOCBEHH Bp ?

M0 OTHOLUEHHE Ha (PEPTHIIUTETA MTPH MBIKKHUTE.




4.7 EdexTn BLpXy cioco0HOCTTA 33 IIOPHpaHe H padoTa ¢ MRUIHHA

MEJIOITEKCOIJI mMoxe na moenuse B 3HAYMTENHa CTENEH CrOCOOHOCTTa 3a wodgupade H padora c
MalllKHH,

Bp3MO0XKHA € MOsSBa Ha XaIIOLIMHALIMK WM CBHJIMBOCT.

[Tauuenture, nexysand ¢ MEJIOTIEKCOJL, npu kouro ce Habmoaara CHbHIMBOCT W/ HWIIM BHE3AITHO
3acnUBaHe MNpe3 JeHA, TpAabBa aga Obaar npegynpedeHW Aa He woduparT H Ja HE YNpaKHSBar
NEeHHOCTH, MPH KOWTO HapylLleHaTa OAUTENHOCT OM U3T0KMIA TAX WIH OKOJIHWTE Ha PUCK OT CEPHO3HO
HapaHABaHe WIH CcMBLPT (HanpuMep paboTa ¢ MalMHH) A0 H34YE€3BAHETO Ha TE3H MOBTapAlLN ce
€MU30JH1 U CHHIIUBOCT (BHXKTE CblO TOYKH 4.4, 4.5 u 4.8).

4.8 HexxelaHH JIEKAPCTBEHH peaKknHH

B13 ocHoBa Ha aHaTM3K HA ¢OOpHM Mauedo KOHTPOJIMPAHH NMPOYUYBAHUA, B KOMTO ca yyacTBaau 1923
nalMeHTH Ha npamunekcon M 1354 nauuenta Ha mnauedo, HEXENaHM JICKAPCTBEHHW pEakLUHUH ca
cHOOIIaBAHH YeCTO M B JBeTE rpynM. 63% oT naijueHTUTE HA NpaMuUnekcon U 52% oT MauUEeHTUTE Ha
rauedo cbobillaRaT MoHE €/1Ha HEXeJlaHa JIEKAPCTBEHA PeaKLIMA.

[To-ronaMaTa 4acT OT HEXENAaHUTEe JICKAPCTBEHM pEaKUMH OOMKHOBEHO 3anmQypaT B HA4aJoTO Ha
NeYeHUETO H MOBEUYETO €a ¢ TeHAeHIHA Aa H34e3BaT JOPH MPH NPOALIKABAHE HA JICUCHHUETO.

B paMKHTe Ha CHCTEMO-OPraHHHTE KJIACOBE HEXKENAHUTE JIEKAPCTREHH peakUWH ca U30pOEHH cnopea
yectoTata (OpoAT NaLUeHTH, NIPH KOWTO C€ O4YaKBa Ja C€ NPOABH PEaKUMATa), KaTo ca H3MOJI3BaHH
cneaHuTe Kateropum: MHoro 4vectd (= 1/10), uectu (= 1/100 po < 1/10), nevectu (= 1/1 000 po <
1/100), peaxn (= 1/10 000 no < 1/1 000), Mnoro penku (< 1/10 000), ¢ HeusBecTHa 4yecToTa
(yecToTaTa He MOXKe Ja Obje OLieHeHa OT HAJIMHHHTE JaHHH).

Haii-uecTH HexxenaHu peakiiiy npH IlapkuHcoHORa §0s1ecT

Haii-uecto (= 5%) cboOliaBaHHTE HEXENaHW peakUuu Npd nauueHTH ¢ Oonect Ha TlapkMHCOH, Mo-
YeCTO NPH JIEYEHHE ¢ NMPAMHUMEKCON B CpaBHEHHME ¢ Mmiuanebo ca rageHe, AMCKHHE3HA, XHUMOTOHUA,
3aMasHOCT, CbHJIHMBOCT, O€3ChbHHMe, 3anek, XamouuHauuH, rnasobonuwe M ymopa. Croyvyadre Ha
CLHJIMBOCT HapacTBaT [PHU A03M IMO-BHCOKH OT 1,5 mg npaMunekcon con Ha AeH (BuxTe Todka 4.2).
[lo-uecta HexenaHa peakuHa nNpd koMOWHallUA C© NEBOAONA € AWCKUHE3uATa. B Hauanoto Ha
NEUEHUETO MOXE Aa ce Habmogaea MosBa Ha XHWINOTOHHS, OCOOEHO nNpH Obp30 THUTpUpaHe Ha

NPaMUIEKCOJI.

Tabnuua 1: bonect Ha [lapkHHCOH

CHCTEMO-DPFHHHH K1aCoBC HexenaHu JICKApPCTBCHHN PCaKLIHUH

Hudexkunn v HHpecTauuu

HeuectH NHEBMOHHS

HapylieHHs Ha €eHAOKPHHHATa CHCTEMA

HeuecTH HapyllleHa CEKpElUa Ha  aHTHAUYPETHUUEH
XOPMOH'

[lcuXHM4HH HapYLUEHUS

YectH MATOJIOTHYHU ChbHMILIA, noBeJeHYCCKH
CUMITTOMH Ha HApYLUE€HUA B KOHTPOJIMPAHETO Ha
UMITYJICUTE W HATpPan4yuBOCTH, OOBPKAHOCT,
XaaKLUHHAUUN, Oe3cbHMue




HeuectH CKIOHHOCT KBbM IMpeskaaHe', MNpexkoMepHa
CKJIOHHOCT KbM [1a3apyBaHe, HalyIHUYABOCT,
xunepdarug’, XUNepceKCyaaHocT, HapylleHue
HA  JnMbuaoTo, napaHo, NaToJIOri4Ha
CKIOHHOCT KBbM  XasapT, 0e3noKo#icTBO,
OETUPUYM

Penku MaHHA

HapyuieHusi Ha HEpBHATA CHCTEMA

MHoro yecTH 3AMAAHOCT, JHCKUHE3UA, CBHIUBOCT

Yectu rnasodbonue

HeuecTn AMHE3M, XUIEPKHHEZUA, €MTU30/IH Ha BHE3AITHO
3aCMHUBaHe, CUHKOII

HﬂEyll.IBHHH HAa OMUTE
YecTH 3PHUTEITHO HapyuieHHe, BKJIKOYHTEJIHO
MUATUIONHA, 3aMbIIEHO BHXKNaHe M HamalleHa

3PHMTCIIHA OCTPOTd

ChbpaeuHu HapyleHHs

HeuecTH ChpAcUYHa HEJJOCTATBYHOCT
Cb10BH HapYLUEHUS
YecTH XHNOTOHHA
PecriupaTOpHH, IrpbiHH H MEAHACTHHAITHH HAPYLICHHA
Heuectn JUCITHEA, XBJILAHE
CToMalllHO-4PEBHH HAPYLIEHUS
MHoro uectH raaeHe
Yectu 3an€K, NOBpbllaHe
HapyuieHus Ha KOKaTa M MNOAKOXKHATa ThKaH
Heuectn peaKUMH Ha CBPbX4YYBCTBHTEJIIHOCT, Cbpdex,
OoOpHB
HapyueHns Ha penpoAyKTHBHATa CHCTEMAa M rbpAaTa
Penku | CIOHTAHHA EpeKLMs HA NEHHCA
OO61uK HapylueHHs ¥ €PEeKTH Ha MACTOTO HA NPWIOKEHHE
Yectn yMopa, nepuepeH 0TOK
C HeH3BeCTHA YecToTa CuHapoM Ha OTHEMAHE Ha JOMNaMHUHOB aroHMCT,

BIUTIOUBALL, anaTtuA, 0e3noKoHcTBO, Aenpecus,
yMOpa, H3N0TABaHeE H Oonka.

H3cneapanug
YectH NOHMWXKABAHE Ha  TErIOTO, BKIOYHUTEIHO
MMOHW)KEH aleTHT
HeuecTH NOKAYyBaHe Ha TerjioTo

' Ta3u HexkenaHa peakuua € HaOmogaBaHa Mo BpeMe NOCTMapKeTHHroBUa onuT. C 95% ToyHocT,
[ pynara Ha u4ecToTaTa € HE MOBEYEe OT HeuecTa, HO MOoxke aa ObAe W no-Hucka. IlpeuusHo
M3YHCJISBAHE HA YECTOTAaTa HE € Bb3MOXHO, TbH KaTo HEXKEJaHaTa peakuus He Ce € MOABABAIA B
6a3aTa AaHHW OT KJIMHHYHH U3NWTBAaHMA Ha 2 762 nauueHTu ¢ Oonectra Ha IJapKUHCOH, NIEKYBaHH C

NPaMHMEKCOI.

CyHapoM Ha HECNOKOHHU Kpaka, Hal-4yecTH HexellaHH cbOnTUA

Haii-uecto (= 5%) cbobluaBaHHTE HEXENAHW PEaKiMH NMPH MALMEHTH CbC CUHAPOM Ha
Kpaka, NeKyBaHH ¢ MPAMHNEKCON ¢a raacHe, rnapoOoNine, 3aMasHOCT U yMOopa. l"a,ue
cbOONIABAT NO-YECTO IIPH KEHH, JIEKYBaHH ¢ npaMunexkcon (cwoTeetHo 20,8% u 10,5%¢)
¢ MBbXKe (cbhoTBeTHO 6,7% H 7,3%). =




Tabnuua 2: CuHApOM HA HECMIOKOHHH KpakKa

CucreMm O-OpraHHH KJ4aCOBC

Hexxenanu NEKapCTBEHU peakiluu

Undexumu 1 HHpecTaLmu

HeuectH

NMHEBMOHUS!

HapyiueHusa Ha €eHAOKpPHHHATA CHCTEMA

HeuecTu

HapylleHa CeKpeuMs Ha aHTHIMYpPETHUYEH
XOpMOH'

[Icuxuunu HapyILEHNUA

YecTH

NaToJOrHYHHU CHHHULIA, De3ChHHE

HeuecTH

NOBeAeHYECKW CHMIITOMH Ha HapPYLICHHS B
KOHTPOJHPAHETO HAa  HMMIYJCHTE H
HaTpanmYUBOCTH  KATO  CKIOHHOCT  KBbM
npesHkaaHe M NPEeKOMEPHA CKIOHHOCT KBM
nasapyBaHe, XHNEPCEKCYATHOCT H
NaToOJMOTHYHA CKIIOHHOCT KbM  Xasapr',
00BPKAHOCT, HATYIHHYaBOCT',
XamoLUUHALMY, Xunepdarvsa', HapyuicHuWe
Ha JuOWaOTO, napaHoa', Oe3nokKONUCTBO,
MaHHUs', AeJTHPHYM'

Hapyienus Ha HEpBHATa CUCTEMa

MHoro uecty

BnomaBasde Ha CHHAPOMa Ha HECMOKOMHHUTE

KpakKa
Yectu 3aMagHOCT, IJ1aBoO0NUe, CHLHIHBOCT
HeuecTH aMHE3MA', JHCKUHE3US, XHIEPKHUHE3Ud',

CIIM304H HAa BHE3AITHO 3aClIHBAHC, CHHKOII

HapylneHuns Ha oumte

HeyecTH

BKJIIIKOUHTC/IHO
BHXKI4AHE H

3PUTENHO HapyLlleHue,
OUIUIONMA,  3aMBbIJICHO
HaMaJlleHa 3pHTelIHa OCTpoTa

ChpaeuHy HapyleHHS

HedectHn ChbpleyHa HENOCTATHYHOCT!
CobnoeH HapyLUIEHH3
HeuvecTH XHUINOTOHUNS

PecninpaTopHH, rpbAHH H METHACTHHAIIHHM HAPYILIEHHA

HeuecTH

AHCITHEA, XBbJILIAHC

CTOMALLIHO-YPCBHH HAPYLIECHHS

MHoOro 4ecTu

raacHe

YecTH

3afckK, NoBpblUAHC

HapyieHns Ha KO)KaTa v NOAKOXKHATa ThKaH

HevecTH

peaKLnu Ha
cbpbex, obpHB

CBPEXHYBCTBHTC/THOCT,

Hapymenus Ha penpoAyKTHBHATa CHCTEMA H I'bpAaTa

Penxu CNOHTAaHHA €PEKIIMA Ha NIEHHCA
Ob61m HapyLieHHS M €QEeKTH Ha MACTOTO Ha MIPHUJIOKEHHE
HecTH ymMopa
HeyecTH nepudepeH OTOK
C HeM3BECTHA 4ECTOTA CuHapoM Ha OTHEMaHe Ha JONaMHHOB

aroOHMCT, BIUIIOUBALL, anaTHg, 0e3rnoKoHCTBo,
NIENPECHs, YMOPa, H3NOTsABaHe H OoJIKa.

HUacnenpanus




HeuecTu FIOHWKABAHC H4 TErnotro, BHKIKWYHUTCIIHO
NMOHHUXKEH ancTHUT, NMOKAYBAHC
Ha TCrJI0oTO

! Tasu HexxenaHa peakuusa € HabaAaBaHa Mo BpeME NOCTMapkeTHHroBus omut. C 95% TtouHocT,
[pynata Ha 4YecTOTaTa € HE TNOBE4e OT HeyecTa, HO MOke aa O6bae u rno-Hucka. IlpeuusHo
M3UKCNIABAHE Ha YECTOTAaTa HE € BB3MOXHO, Thil KaTO HEXENaHaTa peakuMs He Ce € MNogBgBana B
0azaTa JlaHHH OT KJIMHMYHHM M3NHUTBAaHHWA Ha 1 395 mauMeHTH CbC CHHAPOM HAa HECMNOKOHMHH Kpaka,

JACKYBAHH C INpaMHIICKCOJL.

Onncanye Ha n3bpaHu HeXXeNaHU peakiliuM

CHHIUBOCT
[IpaMuneKcos € CBbP3aH YECTO ChC ChHAMBOCT M HEYECTO CE CBhP3Ba C NMPEKOMEPHA CHLHIMBOCT Mpe3

JIEHA M €IY30H Ha BHE3AIHO 3acnuBaHe (BWKTE CbUIO Touka 4.4),

Hapyiuenns B AaM6HAOTO
[IpamHnekcon Moxe Aa Obae CBbp3aH HEYECTO C HAPYLUEHUS B TUOWAOTO (NOBHILIABAHE WIH

[TOHHWKaBaHe).

HapyliieHUs B KOHTPONA HA UMIYJICHTE

[TaTosoruyHa CKJIOHHOCT KbM Xa3apT, MOBHIIEHO THOUA0, XHNEPCEKCYATTHOCT, KOMITYJICHBHO XapycHe
U MazapyBaHe, MpesXKIaHe U KOMITYJICHBHO NPESHKAAHE MOraT fia ce NOSBAT NPH NauUdeHTH, NeKyBaH!
¢ aonaMuHoOBM aroHucTy, Brunoynrenio MEJOTTEKCOJT (Buxre Touka 4.4).

B perpocnekTHBeH CKpMHMHI Ha MnNpeacTABMTENHA WH3BaAKa H [MPOYYBAHE CAy4aHl-KOHTpOIa,
pionouBalld 3090 nauuenTn ¢ IlapkoHcoHoBa bonecr, 13,6% OT BCMUKM NMauUMEHTH, NMOMIOKEHH Ha
AOMAMHHEPTrHUHO JICYEHUE MM HE-JICTAMMHEPrMYHO JICYEHHE WMAT CHMITTOMH Ha HapyuUICHUE B
KOHTPOJIa Ha UMITYJICUTE B MepHOAa Ha nocxeaHuTe wect meceua. Habmonasanvre nposasy BKIIOUBAT
MATOJIOTHYHA CKJAOHHOCT KBM XaszapT, NPEeKOMepHa CKJIOHHOCT KbM [la3apyBaHe, KOMIYJCHBHO
npes>kjaHe MW HaTpanmuMBO CEKCYallHO NOBeAEHME (MOBHUILGHA CEKCYaTHOCT). Bb3moxkHuTE
HEe3aBUCHMH PHCKOBH (DAaKTOPH 33 HAPYLIEHHA B KOHTPOJa Ha HMITYJICUTE BKJTHOUBAT JONAMHHEPTHYHO
JNeYeHHe MU TO-BUCOKHM J03W HAa JONAMHHEPrHYHO JEUEHHE, MO-Mjiaaa Bb3pacT (X 65 roauHM),
be3bpaune 1 chobLIEHa PaMUTHA aHAMHE3A 3a CKJIOHHOCT KbM Xa3apT.

CuHAPOM HAa OTHEMAHE Ha JONaMUHOB AaTOHMUCT

[Ilpy HamansaBaHe WIH MpeKkpaTIBaHE Ha MNpUEMA HAa AOMAMHHOBH ArOHUCTH, BKIKOUYHTEIHO
MPaMHUIEKCON, MOXKE 1a Bb3HHUKHAT HEMOTOPHH HEXENaHU peaklyd. CHMOTOMHTE BKJIIOUBAT anaTHA,
De3nokolicTBO, Aenpecuda, yMopa, U3noTiaBaHe v 0oska (Bx. To4uka 4.4).

CopaeyHa HEIOCTaTbYHOCT

[lo BpemMe Ha KIMHWYHM NPOYYBAHUS H MNOCTMAPKETHHIOBHUS ONUT € CboOLlaBaHa CbpPACYHA
HEAOCTATBLYHOCT HPH TMALIHEHTH C NPAaMHNCKCOI. Ilo BpCME HAa c])apmamennﬂemumoruqﬂuw
[POYyYBAHWA TMMPUJICKEHUETO Ha TMPAMUMNEKCO € CBBP3@HO ¢ MNOBHLUEH PHCK OT ChbpACYHA
HEeXOCTATLYHOCT B CPABHEHUE C HEMPHWJIaraHeTO Ha npamurnekcon (HabnwoaaBaHa CTENeH Ha pUCKa

1,86; 95% (1, 1,21 — 2,85).

CrobiiaBaHe Ha MOAO3UPAHH HEKEJIAHW PeaKIUY
CnobLIaBaHeTo Ha NMOJ03UPaHH HEXKENaHHU peakllMHu clie] paspellaBaHe 3a ynorpefa Ha NeKapCTBEHUS
NPOoAYKT € BaxkHO. Tora rno3roJisea Aa Npoab/KH HAOIOACHUETO Ha ChOTHOLIEHUETO NMON3a/ PUCK 3a
nekapcTeeHua npoaykT. OT MEIMLMHCKHUTE CIENManUCTH C€ HM3KWCKBa 3a cboOllaBaT BCAKa
MOJO3MPpaHA HEXKEJIaHA PeakLMA 4PE3 HaLMOHANTHATA CUCTEMA 3a ChOOILABAHE:
HM3nbanuTenHa areHUUa No JekapcTearta

ya. ,,JlamsaH I'pyeB” Ne 8

1303 Codpus

Ten.: +359 2 83903417
yebOcaiiT: www.bda.bg




4.9 Ilpeaxo3npane

HamMa KIHHHYEH OMHT ¢ TEXKKM cliydad Ha npeaozupaHe. OUakBaHWTE HEXEIaHH peaklidd ca Te3M,
CLOTBETCTBALM Ha (papMakoIWMHAMHYHAS NpodWil Ha AONAaMHUHOB arOHUCT, BKIIIOYBALIM TaAcHe,
MOBPBUIAHE, XUMNEPKUHE3UA, XanOUMHALUMY, Bb30yaa U xunotoHus. He e yctaHOBeH aHTHAOT NIpH
npeao3vpade ¢ AOIaMHHOB aroHHCT. [IpyM HanuuuMe HA CUMMTOMM 32 CTUMYJIMPAHE Ha LEHTpalIHaTa
HepBHa CHCTEMa MOXE Jia ce npuyioxkaT HepponenTHuMd. [Ipu npeaozupane moxe Ra ca HEOOXOAHMM
0OLIM MOAALPIKALLH MEPOTIPUATHA B KOMOMHALIMA CbC CTOMALIHA NPOMUBKA, UHTPABEHO3HU HH(PY3NH,
pUiaraHe Ha akTUBEH BBIVIEH M MOHMTOpHpaHe Ha EKT',

5. @OAPMAKOJIOI'HYHH CBOUCTBA
5.1 dapmakoaRHAMHYHH CBOHCTBA

(dapMakoTepaneBTHYHa Fpyna: aHTHUIAPKWHCOHOBH JIEKAapCTRa, AONAMHMHOBH aroHMcTH, ATC xoa:
NO4BCO05

MexaHM3EM Ha NeHCTBHE
[Tpamunexkcon € AONAMUHOB arOHUCT, KOMTO ce CBbp3Ba ¢ BUCOKA CEJIEKTHBHOCT H CNEUHPHUYHOCT C

D2 cybrpynara Ha JONaMHHOBHTE PEUENTOPH, H NO-CNELHATHO UMA aQUHUTET KbM TEXHHS MOITHI
D3, n iMa NMbJIHA BLTPELLHA AKTUBHOCT.

[Ipamunekcon obnekyapa nposiBUTe Ha [lapkHHCOHOBA MOTOPHA HEAOCTATBYHOCT 4Ype3 CTUMYJHMpPAHE
Ha JIOMaMMHOBHTE peLenTopd B cTpHaTyma. [IpoyuyBaHHs MNpH XXUBOTHH COYAT, Y€ MPaAMHUIIEKCOJ
MHXUOUpa CHHTE3a, OTAC/IAHETO H MeTaboaHu3Ma Ha IONTAMHHA.

MexaHM3MBT Ha AEHCTBHE Ha MNpaMHUINCKCOJl K4ATO CpcACTBO 3a JICHCHHC Ha CHH,[I,]JGM Ha
HECTIOKOWHUTE Kpaka € HCH3IBCCTCH. HEBDOCDHPMHKOHDFHHHH AOKA3aTCIICTBa NpcAarojaarat nb>pBUYHO
BIJTHOUBAHE Ha JONAMHHCPIruidHaTa CHCTEMA.

®apmakoAMHAMHYHH €(EKTH

[Tpyu nobporonun e HabnOAaBaHO A03a3aBUCHMMO HaMalicHue Ha npoaakTuH. [lpn KIMHHYHO
M3NUTBAHE CBHC 34paBH JOOPOBOJILIM, B KOETO NTPpAMHUNEKCON TAbJIETKH ¢ YARDKEHO OCBOOOKAABAHE €
TUTPUPaH No-0bp30 (HA BcexH 3 nHM) OT mpenopbuBaHuTe 3,15 mg npamunekcon Haza (4,5 mg con)
Ha AcH, € HaDA0AaRaHO MOBUILIABAHE HA KPbBHOTO HAJSITAHE M YCKOPABAHE HA CHPACYHHUA PUTHM.
Takuba edekTu He ce HaOMOAABAT NMPH UIMHTBAHE C NALUEHTH.

KnuHHYHa e(PUKACHOCT 4 Oe30nacHOCT npu bonecT Ha [lapkHHCOH

[Ipy nauMeHTHTE NPaMHUNEKCco HaMangra NMPU3HAUMTE H CUMIITTOMHTE Ha HauonaTuyHata OonecT Ha
[lapkuHcon. [lpopegeHd ca nnaueOO KOHTPOJMPAHH KIMHUYHU MpoyuBaHMsA, Biausaum 1 800
nalydeHTa B cTagdid Ha 3abonsBare 1-V no Hoehn n Yahr, nekyBanu ¢ npamunekcon. U3BbH TiX,
okono 1 000, korTo ca 61K B HampeaHan craavil Ha 3a00JIABAHETO ca NPUEMANIM €OHOBPEMEHHO
JIEBOAONA U Ca CTpajalid OT MOTOPHU YCI0XKHEHMA.

EduxacHocTTa Ha npaMHUIeKcos ApM paHHa U HanpeaHana Oonect Ha [lapkMHCOH ce mopabpXka B
KOHTPOJUPAHH KIWHHYHH NPOYUYBAHUA 3a NEPHOI OT OKOJIO LIECT Meceua. B OTBOpEeHH AOMBIHUTENTHU
NpoyyBaHHA 34 NEepuo] Haa TPH rOAMHW HE ca oTOens3’aHW npu3HAlM Ha NOHWXaBaHE Ha
edukacHocTTA.

[Ipy KOHTPONHPAHO ABOMHOCIAMNO KIMHHUYHO MPOYYBAHE C MPOABIDKMTEIHOCT 2 TOAMHHW, HayalHa
TEpanus ¢ NPAMMIIEKCOJ 3HAYMMO OTNara HAacTbIIBAHETO HA MOTOPHH YCJIOKHEHMA M CPaBHEHO ¢
HavyalHa Tepanusd C JIeBOAONA peayLMpa TAXHaTa nospa. ToBa oTjiaraHeé Ha MOTOPHHTE yCHO}l{Ht‘:HHH
Nnpv NpaMMAEKCON cleaBa Ja ce OajllaHcupa CnpaMo MO-rONAMOTO noaodpeHHe Ha MoTof
$yHKIMA NpU JeBoaona (M3MepeHo upe3 cpeanara rpomsaHa no UPDR-ckana). OO »'/ My
XATIOUMHALIMM M CBHAHBOCT NPHHLMIHO € MO-BHCOKA BbB (pazaTa Ha yBeNu4vaBaHg '
rpynara ¢ npaMunexcon. Borpexku ToBa, HE € UMATIO 3HAYMTEIHA pa3/iiKa npes3 Noaj i




Te3u nanHu TpaORa na ce UMAT NpeaBUA NPH 3aIMOYBAHE HA JIEYCHUETO C MPAMHIIEKCON MPH MalHEHTH
¢ 6onect Ha [1apkMHCOH.

[leauaTpudHa NOMyJatHs

Esponeiickata areHuUus No JeKapcTBarta ocBoOOXKIaBa OT 3aABJDKEHHETO 3a MPEAOCTaBAHE Ha
pe3yaTaTHTE OT NPOYYBAHUATA C MPAMHMNEKCOJ BbS BCHYKH NOArPYNH HA NEAHATPHYHATA NOMYJIaLHs
npu 6onect Ha [TapkUHCOH (BHXKTE Touka 4.2 3a uHGPOpPMaLMA OTHOCHO YNoTpeda B neauaTpuaTa).

KnuHuyHa epukacHOCT ¥ He3onacHoCT npu CHHAPOM HA HECTIOKOMHUTE KpaKa

EdukacHOCTTa Ha NPAMHUIIEKCON € OLEHEHA B YETHPH MIaleO0-KOHTPOIIHPAHH KITMHAYHH H3NHTBaHHUA
npy npubnusmuTenHo | 000 namueHTa ¢ ymepeH A0 TexbK uanonarnyeH CHHAPOM Ha HECTIOKOMHUTE
KpaKa.

[IbpBMYHMTE KpaiiHM pe3ynTaTH 3a e(pUKACHOCT Ca CPEAHATa pa3jiMKa OT HAYAIHHWTE CTOHHOCTH,
usMepena no OuenbuyHaTa ckana Ha CunapoMm Ha Hecnokoinute kpaka (IRLS) u mo Obworo
KIMHHYHO BriedatneHde 3a noaodpeHuvero (CGl-1). M 3a aBere nNbpBUYHM KpaHHM TOYKH ca
HaOnMogaBaHW CTAaTHCTUYECKH 3HAYMMH Pa3fiMKH B FPYIIMTE Ha npamunexkcon npu gosu 0,25 mg, 0,5
mg 4 (0,75 mg npaMunexkcon con B cpapHeHue ¢ mnauedo. Cnen 12 ceamuuy Ha nevyeHHe HAYANHUAT
pesyarat no IRLS e nmogobpen ot 23,5 nHa 14,1 Ttouku 3a nnauebo u or 23,4 Ha 9,4 TOoukM 3a
npamunexcon (koMOUHMpaHH no3u). KopurupaHara cpeaHa paiuka € -4,3 touku (Cl 95% -6,4; -2,1
Touky, p<0,0001). Crenenure nHa orrosop no CGl-I (c momobpeHue, cbC CHUAHO H3pa3eHO
nogobpenue) ca 51,2% u 72,0% cvoTBeTHO 3a rutauedo U npamunekcon (paznuka 20% Cl 95%: 8,1%;
31,8%, p<0,0005). EbnkacHocT ¢ HabnioaaraHa cnea mppeaTta ceaMuua Ha nedeHke ¢ 0,088 mg Gaza
(0,125 mg con) Ha aeH.

B nnauebo-koHTponupaHo noaucoMHorpadcko npoy4dpaHe 3a Nepuoll oT 3 ceaAMHUUM MPaMUNEKCON
3HaAYUMO HaManaBa Opos Ha NEPUOAMYHMTE JBWIKEHHUA HAa KPpaRHHIIUTE MO BPEME HA MOKOH B JIETJIO.

JwnrocpoyHata epHKACHOCT € OlleHeHa B m1auebo-KOHTPOAMPAHO KIIMHUYHO uanuTeaHe. Cren 26-
CeAMHYEH TMEepHol Ha JieYeHHe ce HaOnioJaBa KOPHUIHMpaHO CPeAHO HAMAJICHHE Ha OOLIMA CKOp no
IRLS ot 13,7 u 11,1 TOuxH, CLOTBETHO B Ipymnara, JEKyBaHa C MPAMHIEKCOJ] W Ta3M, JIEKyBaHa C
ruiauebo, cue craTHCTUYECKH 3HauuMa (p = 0,008) cpeaHa pasnuka npu nedeHneTo ot -2,6. CreneHTa
Ha noenuaBaHe no CGI-I (¢ n3pazeHo nogobpeHue; CbC CHIIHO U3paszeHo noaodpeHue) € 50,3% (80
oT 159) n 68,5% (111 or 162) cLOTBETHO NpH CpPynHTE, JIEKYBAHH C Tauebo M NpamMHUNEKCOo
(p=0,001), koeto chroTBeTCTBa Ha Opol, HykaaewHu ce ot JieweHHe (NNT) naumentn - 6 (95%CI: 3,5;
13,4).

Ileanarpyyna nonvaanusg

EBponeiickaTa areHUMS 110 JieKapcTBaTa OTjlara 3aJb/DKEHHETO 3a NMpEIoCTaBIHE Ha pe3yJiTaTUTE OT
IPOYYBAHHUATA ¢ IMPAMHUIIEKCON B €AHA WIKH MOBeYe NOAIrPYNH Ha NeaUaTpHuHATA MNOIMyJauus mnpy
CuHapoM Ha HeCnOKOHHHMTE Kpaka (BkK. Todka 4.2 3a MHpopMauua OTHOCHO ynoTpeba B

NeIUaTPUATA).

KnunuuHa edukacHocT # 6e3onacHoct npu CHuHApoM Ha Typer
EdukacHoctTa Ha npamunekcoa (0,0625 — 0,5 mg Ha aeH) npy neaHaTPUYHU NaUMEeHTH Ha Bb3pacT OT
6 1o 17 ropnau cbe Cunapom Ha Typer € oueHeHa vpes 6-CeAMUYHO, ABORHOCNANO, PAHIOMMU3HPAHO,
nnauedo KOHTPOIUPAHO HUINMTBAHE C MPOMEHnYBa A03a. PanaoMuzvpanu ca odbwo 63 nauuenTty (43
Ha npamunekcon, 20 Ha mnauedo). [bpBuuHaTa KpaiiHa Touka € npomsHata HA OOLUA THK CKOp
(Total Tic Score (TTS)) no Ckanara Hewn 3a riobanHa Texxect Ha TkoBete (Yale Global Tic Severity
Scale (YGTSS)), B cpaBHEHHE ¢ M3XOAHOTO HUBO. He € yCTaHOBEHA pa3nuka MEXAy MpPaMHUIEKCcon U
rauebo KakTo Mo OTHOLUEHWE Ha NMbPBUYHATA KpaiHa TOYKA, TAKA M [0 OTHOLUEHHE HAa HUKOM OT
BTOPHYHHUTE KpaWHHW TOYKH 3a edukacHocT, BKmountenHo O0wma YGTSS cxop,

KnuHnyHoTo oo Brneuatnenue 3a nogodpernue (Clinical Global Impression of Impr
I)) vnu KnunuuHuTe 001UM BileyaTneHus 3a TexxecTra Ha 3adbonasaHeTo (Clinical Glo
of Severity of Illness (CGI-S)). Hexxenanu ¢cx0UTHA, BB3HUKHANM NIpU Hali-Manko S%




B I'pynaTa Ha MpaMHNEKcoN, U MO-4eCTH NpH NMALMEHTUTE, JIEKYBAHH C NPAMHUNEKCOJ, B CPABHEHHE C
nauueHTuTe Ha miauebo, ca: rnasobonme (27,9%, mnanedo —- 25%), cvHnusoct (7,0%, nnauebo —
5%), ranese (18,6%, mnauebo — 10,0%), nopprwane (11,6%, mnauedo — 0,0%), dbonka B ropHata
abnomunanua obnact (7,0%, nnauebo — 5,0%), oprocratnyHa xunotonus (9,3%, nnauedo — 5,0%),
muanarua (9,3%, mwiauebo — 5,0%), HapywieHnsa Ha cbHf (7,0%, mnauebo — 0,0%), aucnues (7,0%,
nnauebo — 0,0%), undexkuus Ha ropuute auxaresHu nerawa (7,0%, miauebo — 5,0%). Apyru
JHAYHMMH HEXEJIaHW CBOMTHA, BOACW M A0 NMPEKbLCBAHE HA JCUCHUETO TMPU NAUMEHTUTE, NPHUEMallH
MPaMMUIIEKCON, €A CbCTOAHHE Ha OOBPKAHOCT, CMYLHEHHd B MOBOpa W BJOLIABAHE HA CBLCTOAHHETO

(BHKTe TOuka 4.2).
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Abcopbing

[Tpamunekcon ce pesopbupa 6bp30 W M3LAIO cnel nepopalieH npueM. AGcomoTHaTa OMOHANHYHOCT €
noeeue oT 90% 1 MaKCHMAaJTHH TJIa3MEHH KOHUEHTPAUMH ¢e aocturar Mexxay 1 u 3 4yaca. Ilpuemsr ¢
XpaHa He HaMaJigBa CTeneHTa Ha adcopOuus Ha MPaMHINEKCOJ, HO TMOHW)XKaBa HEHHATa CKOPOCT.
[paMunekcon € ¢ JMHEHHA KHHETHKA W ¢ MAJNKM pasiiMiHig B IUIa3MEHHTE KOHLEHTpaUuWH [pH

pa3MYHHATE NALHUEHTH.

Paznpeaeneuue
CBBLP3BaHETO Ha MNPAMMNEKCON ¢ NPOTEUHHUTE NMpH Xopa € MHOro HUCKO (< 20%), a obembT Ha
pasnpeaeneHue € ronsm (400 1). ITpu nnbxore ca HAbMOJaBaAHM BUCOKH KOHIIEHTPALMKU B MO3BUYHATA

TbKaH (0K0JI0 8 MBTH NO-BHCOKH OT TE3M B FJIa3MATa).

buotpancpopmaums
[pamunexcon ce MeTaboaU3Wpa B HUCKA CTENCH B YOBEIUKHA OPraHHU3bM.

EauMHHUpaHe
OCHOBHMAT Ha4YWH Ha eNuMHHHpaHe ¢ OnbOpedHara €KCKpeLUHdsS HA HEMNPOMEHEH MpaMUIEKCOo.

[Tpubnusurenno 90% ot Genazanata ¢ 14C noza ce exckperupa upes ObOpeunre, a no-manko ot 2%
ce OTKpHBAaT BbB ¢ekanuure. TOoTanHUAT KIMpBLHC Ha npaMHnekcon € okono S00 ml/min, a
ObOpeyHHAT KNUpBHC - npubauzuTenHo 400 ml/min. ETMMHUHaUMOHHHUAT NONY>KUBOT (t)2) Bapupa oT 8
yaca [pH MJ1aqy Xxopa a0 12 yaca npd MauHeHTH B CTApYeCKa Bb3pacT.

5.3 IIpeaKIMHHYHH AaHHM 32 0e30MACHOCT

[TpoyyBaHHMATA 3a TOKCHYHOCT MPH MHOTOKPAaTHO NPHIOKEHME [0Ka3BaT, Y€ TNpPaMUIIEKCON BIIHSE
rinaBHO BbpXy pyHkuuuTe Ha LIHC M xeHckaTta penpoaykTHBHA CMCTEMa M BEPOSATHO CE€ Ab/KAT Ha

[IPDCKAJICHO CHJICH d)ﬂpMﬂKO,[[HH&MH‘IEH etbelc'r Ha NNPaMHHAOCKCOJI.

an MAJIKH [MpdCcCHLa € HabnwnaBaHO NMOHWXKEHHE Ha AHACTOJHOTO W CHCTOJIHO HANAraHe W Ha
CbpaACHHATa 4€CTOTA4, 4 TCHACHLHUA 3a XUITIOTOHHUYCH EEIJ'BKT e 3abenA3aHa [1pH MaﬁMyHH.

[MoTeHUHANHUAT €PEeKT HAa MPAMHMMEKCON MO OTHOLIEHHE HA PefNpoaAyKTHMBHATA (YHKUUS € NpOoy4eH
[IPH MH3CJeABaHHUS BBPXY IUIbXOBE M 3aiuu. [lpy mibxoBe M 3ailuM NpaMHIIEKCON HE MOKAa3Ba
TeparoredeH edekT, HO € eMOPHOTOKCHYEH MpPH IUTbXOBE B A03H, TOKCHMYHM 3a Malkara. [lopaau
noadopa Ha BHJa XHUBOTHM H OrpaHUYEHMUTE H3CACABAHH TMapaMeTpH HEXENaHWTE peakUuvH Ha
NPaMUNEeKco Mo OTHOUICHHE Ha OpPEeMEHHOCTTA M MDBXXKATa penpofyKTHBHA CNOCODHOCT He ca
HalbJIHO U3ACHEHH.

[Ipu nnexoBe e HabnoaasaHo 3abaBaHe Ha MOJIOBOTC pPa3BUTHE (T.€. pasjeNisHE Ha MpenyLUyMa .
BarMHAJIHO OTBapsAHe). 3HAYEHHUETO Ha TMpoLeca NpH Xopa He € U3BECTHO.

[Ipamunekcon He e reHoTOKCH4eH. [Ipy Npoy4YBaHKA 3a KapUWHOTEHEH NMOTEHUHAT MEKIEE
pa3BUBAT XUMepnaa3ua Ha KieTkure Ha Leydig u ageHoMH, KoeTo ce oOACHABaA ¢ HHXHG 1<
Ha NPaMMUIIEKCOJ BbPXY MNponakTHHa. Ta3u Haxoaka He € peieBaHTHA KbM KIWHMY 1%
<
2




CouioTO Npoy4RaHe Noka3Ba, 4e B 1031 2 mg/kg (CO) H 10-BUCOKH OT TAX MPAMHMNEKCOJ C€ CBbP3Ba C
AereHepailis Ha peruHara npu niabxospe anbuHocd. IlocineqnaTa HaxolKka HE ce cpeula Mpu
MUrMEHTHPAHH [UTBXOBE H He € HabmoaaBaHa INMpH 2-TOAMIUHO MPOYYBAHE 32 KAHLIEPOT€HHOCT MpH
MHLIKH aJIOMHOCH, KAKTO M IPU HUTO €UH OT JPYTHMTE H3CII€ABaHH BUOOBE.

6. DOAPMANEBTHYHH JAHHH
6.1 CnuchsK HA MOMOIIIHHTE BEIIECTBA

Manuton (E 421)

LlapeBUYHO HULLIECTE
XHAPOKCHIIPONWILIENYII03a
CunuimeB JUOKCHI, Oe3BOIEH,
MarHe3uneB creapat

6.2 Hec¢bBMECTHMOCTH
Henpunoxumo.

6.3 Cpok Ra rogaocTt

3 rOIMHH

6.4 CnellHAIHE YCJIOBHS HA ChbXPAHCHHE

J:[El CE CbXpaHABa B OpUIHHA/THATA ONAKOBKA, 3a A4 CE HpEeana3Ba OT CBCTIINHA.
Tosu JICKAPCTBECH TPOAYKT HEC H3HCKBA CIICIJHAJTHH TCMIIEPATYPHH YCIIOBHA Ha CbXPaHCHHC.

6.5 Bua H chabpxaHHe HA ONAKOBKATA

Tabnerkure ce goctarar B 6nuctepHH onakoBku (OPA/Aluminium/PVC/Aluminium 6auctepu) ¢ 10
TAONETKM,

KaproHeHaTa kytug chabpxa 3 wnu 10 6nucrepa (30 win 100 tabnerkn).
He Bcuuky BMaoBe onakoBKH Morar Aa ObJaT NycHaTH B npoaaxoba.

6.6 CnenHa/IHH NpeANa3HH MEPKH NPH H3XBLPJIAHE

Hsama cneupanHyu U3UCKBaHUA.

7. IMPUTEXATEJI HA PAZPEIIEHHUETO 3A YIIOTPEDBA
Medochemie Ltd., 1-10 Constantinoupoleos street, 3011, Limassol, Kunsp
8. HOMEP(A) HA PAZPEHIEHHETO 3A YIIOTPEBA

Per. Ne 20090336

9. JAATA HA IIBPBO PA3ZPEHIABAHE/IOJAHOBSABAHE HA PA3PEIIEHHUETO 3A
YIIOTPEBA

Harta Ha nbpBo paspeliaBaHe 3a ynorpeba: 13 wonu 2009 r.
Jara Ha nocneaHo noaHosaBane: 4 mait 2018 r,

10. JATA HA AKTYA/IM3HPAHE HA TEKCTA

07/ 2024




