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1. HME HA JTEKAPCTBEHHUSA ITPOAYKT W -0 0 et g s
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MEJIOITEKCOJI 0,18 mg Ta6netkun
MEDOPEXOL 0.18 mg tablets

2. KAYECTBEH H KOJIMYECTBEH ChCTAB

Bcaka Tabnerxka cwarpxa 0,25 mg npamMuMneKkcon IWXMAPOXTOPHA MOHOXMApAT (pramipexole
dihydrochloride monohydrate) exeusaneHTeH Ha 0,18 mg npaMunekcon (pramipexole).

Buumanue:

Jo3ute MpamuneKcon, myGIHKyBaHH B JIMTepaTypara ¢e OTHACAT 33 HEroBaTa COll.

Iopanu ToBa, moaute e GBAAT H3Pa3ABAHH [O-J0JY KaTO NMpaMMTeKcon 6a3a M KaTo npaMMIIEKCON
oA dopMaTta wa con (B ckolbu).

3a nuAHMA CIUCHK Ha NOMOIHHTE BEIECTBA BHXKTE TOuKa 6.1,

3. JEKAPCTBEHA ®OPMA
Tabnerxa
KoHuenrpaums BoHieH By
| (mg Gasa)
0,18 mg Benun, apoliHousmbkHANH, NpOALIrOBaTH TAONETKM ¢ ACTUTENHA YepTa OT
JBeTe cTpaHy (pasMepH: 8mm X 4mm npHGIMAUTENHO).

Tabnerkure morat ga 6bAaT paszeneH: Ha JBe paBHH MOJOBHHH.

4. K/JHHHYHU JAHHH

4.1 TepaneBTHYHH NOKAAHEN

MEJIOHEKCOIJI e npeaHasHaueH 3a JeueHHe NpH BBH3PACTHH HA MPH3HALMATE M CHMIITOMHTE Ha
HaMonaThyHa Gonect Ha [apkuncon camocToaTelHo (Oe3 Jepofona) HIH B KOMOHHALMA C JI€BOJ0IA,
T.€. B X0J]a Ha 3a00NM9BAHETO TPe3 KCHHTE CTaJHH, KOTAaTO eQEeKTHT Ha NeBOA0NA HAMANABA WM CTABA
HETIOCTOAHEH U ce HabmonaBaT PnykTyauuy B TepanceTHYHHA edekt (GayKTyalHy npy H3uepnBaHe

Ha Ao3ara wid “on off” duykTyaiiy).

4.2 [lo3HpoBKa ¥ HAYAH HA NPRIIOKEHHE

3a po3u, xouwTo He MoraT Aa ce noctirHar ¢ MEJIONEKCOJL, ca HanA4HH JpyTH KOHUEHTpalliH Ha
APYTH IEKapcTBEHN OPOIYKTH, KOKTO CEABPHAT NPAMHITEKCOI.

EOSHQOBK&

Bonect ua Napxuncon
JInepHaTa n03a ce pasnpenens NOPaRHO Ha TPYW OTHE/HE NpHeMA.

Havanno nevenue
Jo3vpoekara Tpa6Ba MOCTENEHHO Aa C¢ NTOBHILIABa, KaTo ce 3anoune ¢ 0,264 mg 5,
JHEBHO, clel KOETO ce YRENH4YaBa Ha BCRKH 5 - 7 aHM. AXo npH NauMeHTa
HEMOHOCHMH HEXEAHW JeKAPCTBEHH PEaKLMH, [03aTa CleiBa f[a C€ THTPH
MaKCHMAJICH TeparneBTHYEH e(exT.



Cxema Ha nosupade Ha MEJJOITEKCOJI ypes noBHiaBaye Ha AO3HTE

Cenmuua Hosuposka Ob1wa agHesHA Jlosuposka Ofwa aneBHa
(mg 6aza) nosa (mg 6aza) | (mg con) no3a {mg com)

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 Ix0,5 1,50

AKo ce Hajara NO-HATATBILHO yBEeIHYABaHe HA JI03aTa, JHeBHATA 034 CJIeABA Ja ¢ noBHmaBa ¢ 0,54
mg 6a3a (0,75 mg coit) Ra cenqMHNa 10 JOCTMraHE HA MAKCHMATHA NHERHA Ao3a 3,3 mg Gasa (4,5 mg
con).

Bee nak Tpadpa na ce otGenexu, ue CiydyanTe Ha CHHIMBOCT C€ YBEIWYABAT TIPH J03H NO-BHCOKH OT
1,5 mg (con) Ha AeH (BroxTe TouKa 4.8).

HHoddwvparcawo aewenue

HupuBuayansara qo3a npaMHneKco Tpabea aa 6sje B pamkute Ha 0,264 mg 6a3a (0,375 mg con) no
MakcumanHa no3a 3,3 mg Gaza (4,5 mg con) aueeHo. Ilo BpeMe Ha OCHOBHM TNpPOYy4BaHuA C
MOBHILIABAHE HA [I038Ta Ha4anoTo Ha edekra € HabmonaBaHo NpH aHeRHA nosa 1,1 mg Gaza (1,5 mg
con). Ilo-natarbk [o3ara cnenBa a ce aZanTHpa B 3aBHCHMOCT OT KJIHHMYHHA OTTOBOP H NOSBaTa Ha
He)XenaH| peakUnH. B KIHHHYHY H3NHTBAHHA OKOJ0 5% OT NalMesTHTE ca noy4yaBand qo3u nog 1,1
mg 6aza (1,5 mg con). IIpu HanpeaHana donect Ha [TapkUHCOH 03K MpaMUneKcon MO-BHcokH Ot 1,1
mg 6a3a (1,5 mg con) Ha geH MoKe 1a ca NOOXOAAIUH 33 GORHH, pH KOHTO Hie Gnje HamanssaHa
Jo3ara Ha aepojona. Ilpenopsusa ce A03HPOBKATA HA IEBOAONA A C€ MOHIDKABA KAKTO MO BPEME HA
NOBHINABAHE HAa J03aTa, Taka ¥ NO BpeMe Ha noamspxamoto jgedende ¢ MEJIOIMEKCOI, s
3aBHCHMOCT OT PeaKMKTe Ha OTICTHHTE NALHEeHTH (BHXKTE To4Ka 4.5).

Ipexpamasane na reyenuemo

BHezanHoTO MpeKpaTABaHe¢ Ha JOTIAMHHEPrHYHOTO NEYCHHE MOXKE Aa JOBEAE [0 PasBHUTHETO Ha
HEeBpOJIeNTHYEH MalurtfeH CYHIPOM WIH CHHAPOM Ha OTHEMaHe Ha JOTAaMHHOB aroHMCT.
TMpamuniekcon Tpabea Ja Obae Hamanasad noctenenHo ¢ 0,54 mg Gasa (0,75 mg con) Ha aeH, 10KaTO
JHeBHaTa n03a ce pemyuupa ao 0,54 mg 6a3a (0,75 mg con). Cnen ToBa qo3ara ¢ MOHIDKABA € IO
0,264 mg 6aza (0,375 mg con) Ha neH (BiDkTe TOUKA 4.4).

CHHIpoM Ha OTHEMaHe Ha LOMAMHHOB AroHHMCT MOXKEe A ¢€ MOABH M MO BpeME Ha MOCTETNEHHOTO
HamalisRaHE HA J103aTa M MOXe Ja € HeoOXOAMMO BPEMEHHO YBeNHYABaHE Ha Jo03ata DIpeau
NOCTENEeHHOTO HaMangBane Ja ¢¢ BL300HOBH (BHKTE TOUKA 4.4).

ITayuenmu ¢ 6vbpeynu yepexcoanus

EnMMHHMpaHETO Ha NpaMHNeKcon 3aBHCH OT ObOpeunata ¢gyHkums. 3a 3anouBaHe Ha JICUEHHETO Ce
mpenopbyBa CNeAHATa CXeMa Ha 03HpaHe:

ITpu naumeHTH ¢ XpeaTHHHHOB KIHPHHC Haa 50 ml/min He e HeoGxomumMo HaMansBaHe HA JHEBHATA
J03a WM Ha YECTOTATA Ha NIPUIaraHe,

IIpy TALKEHTH C KpPEaTHHMHOR KIMpEHC Mexkay 20 w 50 ml/min, HavanmHata paHesHa [03a
MEJOITEKCOJI Tpabea na ce pasnpeneny B ABa OTAENHY NpHemMa, KaTo ce zanoune ¢ 0,088 mg Gaza
(0,125 mg con} na meTH aHerno (0,176 mg 6a3a/0,25 mg con anesno). He Tpabpa Aa ce HanpHMuapa
MaKcHManHa aHesHa no3a oT 1,57 mg npamunexcon 6asa (2,25 mg com),

Tlpn nanWeHTH ¢ KpedTMHHHOB KIHpBHC nog 20 ml/min aweBHata goza Ha MEJOIIEKCOJ] ce
MpHJIara BeAHBK JHEBHO, ¢ HavaiHa ao3a oT 0,088 mg 6asa (0,125 mg con) aHerHo. He TpsGBa na ce
HaJBHIIABA MAKCHMATTHA AHEBHa 1034 0T 1,1 mg npamunekcon 6a3a (1,5 mg con).

Axo Onbpeynara (yHKIMA HaMajiABA N0 BPEME HA TMOAXBPXKAIIOTO JIEYEHHE, I
MEJOITEKCOJI Tpabea na 6bae noHmwkeHa ¢ TONKOBA TPOLEHTA, C KOJK

KPEaTHHHHOBHAT KIMPBHC, T.€. TPH CIIAJaHe HA KPeaTHHHHOBHA KIUpBHC ¢ 3 /§
MENOIIEKCOJI 1pabea na Geae moHmkeHa ¢ 30%. /InepHara posa Moxe g




OTAE/IHY NPHEMa NIPH KPEaTHHUHOB KNHpbHC Mexcay 20 u 50 ml/min u aa ce npueMa eqHOXpaTHO npu
KpeaTHHUHOB KIHpbHe nog 20 ml/min.

Hayuenmu ¢ vepnodpobru yspescoanua

BeposTHO He ¢ HeoOXOAMMO aJanTHpPaHE Ha N03aTa MPH NMALUMEHTH ¢ 4epHOApPOoOHA HeAOCTATBLUHOCT,
Toi KaTo npubmusurenHo 90% ot abcopbMpaHOTO aKTHBHO BEWIECTBO Ce E€KCKpeTHpa Ipe3s
6n6peunre.  IHoTeHUManHOTO  BIMSHME  HA  JYepHoApoOHaTa  HeJOCTATRYHOCT  BBPXY
(hapMaKOKHHETHKATA Ha NPaMHNeKcon obave He e MPoyYeHo.

Heduampuuna nonyrayus

belonacHoctTa W eduxacHocTra Ha MEJIOTIEKCOJI npu neua nox 18 roawHy He ¢a YCTaHOBEHH.
VnorpeGara na METOITEKCOJI npn Gonect na IlapkuHcOH HAMa NMpakTHYecKO NMPUNOKEHHE B
MEAHATPUYHATA IOTTYJIALHA.

Cungpom Ha Toper

Heduampuuna nonynayus

MEJOIEKCOJI ee ce mpenopbuea 3a ynoTpeba mpu Aeua H IOHomH nox [8 roauum, Toii kaTo
ePHKACHOCTTA H Ge30nacHOCTTa NpH Ta3u nonynauud He ca ycranoeedy, MEJIOTIEKCOJI ke Tpsa6ea
na b€ npunarad Ha Jela Wi oHoun 3a Cuanpom Ha Toper, nopagH OTPHLATENHOTO ChOTHOLIEHHE
nonza/ puck nmpu ToBa 3abonaeane (BWKTe ToYka 5.1).

Hauus Ha OpHIOKeHHe
Taﬁnermn‘e ce npnema’r npe?. ycTaTa, KATQ C€ I'BIATAT ¢ TEYHOCT H MOraT jJa ce npnema‘r KaKTO C

Xpasa, Taka 1 6e3 XpaHa.
4.3 Dporusonoxazanps

CBp'BX‘[yBCTBP]TeJIHOCT KbM AKTHBHOTO BCLISCTBO WIH KBM HIKOE€ OT NOMOILIHHTE BeLISCTBA,
n30poenu B Touka 6.1.

44 CpenuajHH npeaynpe;KIeHHS H NPeAOAZHE MePKH NPH yuoTpeba

Koraro ce npeanucea MEJOIEKCOJT va nauuentH ¢ 650peyHo yBpexKIaaHe 3a JiedeHue Ha Gomecr
Ha ITapkHMHCOH ce MpenopbUBa NOHMKABAHE Ha J03aTa KATO Ce CACABAT YKA2aHUATA B TOUKA 4.2.

XamouMHalHu
H3pecTHO €, ue Opn JICYeHHe ¢ JOMAMHHOBH arOHHMCTH H JIEBOJIONA KATO HEXeNaHHW peakilid Ouxa

MOITIH Ja Ce NOogBAT XamouuHauuy. [laupenTuTe TpsaGea aa 6bAaT npeaynpefeHH 3a BB3IMOKHOCTTA
OT NOSRA HA XAMOLMHALMY (NPeAUMHO 3PHTEIHH).

EHCK}IHCM’UI

ITpu Banpenuana Gonect Ha [TapkuncoH npu kOMOHHHPAHO TeYeHHe C JIEBOAONA € B3MOXKHA NOABATA
HA OTUCKMHE3HA MO BpeMe Ha ITEPROHAYANHOTO THTpHpaHe Ha nozata MEJOIIEKCOJL lpu noseara
UM TpAGEa 4 C& HAMAIH AO3ATA Ha JAEBOAOMNA.

ﬂHCTOHHﬂ
ITpu naunedTH ¢ Gonecr Ha [lapxHHCOH NOHAKOra ce cHOOLIABA 33 aKCHANHA JUCTOHMA, BKIMOYBAIA
AHTEKOJIMC, KAMITTOKOPMHS H IUIEBPOTOTOHYC (CHHPOM Ha Pisa) NpH 3amo4saHe HiH [IPH NOCTENEHHO
NOBMIIABAHE HA J03aTa MpaMHNEKCON. BBOpexH ye MMCTOHMATA MOXKe 12 ¢ CHMIITOM Ha 6onecrra Ha
llapkuHcoH, CHMIOTOMMTE NP Te3M NALMEHTH ca ce mnopobpwm cnex H ;
NpeycTaHOBABAHE HAa [pHeMa Ha TNpPaMHNEKcoN. AKO BB3HHKHE [H
JIOTIAMMHEPriYHaTa MenvKala Tpabea Aa ce mpepasrieaa W Ja ce ofMucl
TNPaMHTICKCOIL.




Enusonn Ha sBHe3anHo 3acriMBade H COMHOREHTHOCT

[Tpamunekcon ce CBBPIBA CHC COMHONEHTHOCT M eMW30AH Ha BHE3ZANHO 3acrupaHe, 0COOEHO NpH
naunedTH ¢ Gonect Ha IlapkuucoH. Hewecto ce cho0mnaBa 3a BHE3aMHO 3aCTMBaHe Tpe? JIEHH,
noHskora 6e3 MalHeHTHT fa ro och3Hasa WM Ges npexynpeaurentn npusHauy. [lanpenture Tpabsa
na 6pJaT npeynpesieHH 3a TOBA U Aa OBAAT NOCHLBETBAHM Ja ¢4 BHHUMATEHM NpH wwodHpade HIH
pabota ¢ MaiHHH o Bpeme Ha Tepamua ¢ MEJIOIIEKCOJL. TMaumenTHte, NpH KOHTO Ce NOSBABAT
CBHIMBOCT W HJIM eNH30J Ha BHE3alHO 3aclMBaHe, TpAOBA Na ce BB3ABPXKAT Aa wodHpar WK
pabotar ¢ MamuHW. B fombinenwe TpsbBa na ce MMa MNpenBW] HAMalsBaHe Ha [A03aTa HMIM
npekpaTApaHe Ha Tepanuira. [lopanu BL3MOXEH aAWTHBEH ¢IEKT MAUHEHTHTe, NPHEMally APYrH
CEAQTHBHH JIEKAPCTBEHM NPONYKTH MIM AnKoXod B xoMOHHaLms ¢ npaMunekcoi, tpabea na Gbaat
MockLBETBaHH 1a 0baaT npeanainsH (BikTe Touka 4.5, Touka 4.7 1 Touxa 4.8).

Hapyinenua B KOHTpONa HA HMITYICHTE

IanpenTHTe Tpabea na Gbaar peroeHo HabmogaBaHM 33 pa3BHTHE HA HAPYLIEHHMA B KOHTPONA HA
aMnyncure. [lampenture W OomHornexaunte Tpabsa ma GbAaT 3ano3HaTH, Ye MoraT ha ce TMOABAT
fI0BEACHYECKN CHMIITOMH Ha HApYHIEHHd B KOHTPONA HAa WMITYJICHTE, BKMIOYBALIH NaTOJOrHYHA
CKAOHHOCT KBM Xa3apT, IOBHINEHO JMOHIO, XHIePCEKCYaHOCT, KOMIYJCHBHO XapuyeHe u
nasapyBaHe, NpedkAaHe M KOMITYJICHBHO NpedkAaHe NPM NAUKEHTH, JIEKYBAaHH ¢ JONAMHUHOBH
aroHucTH, Bkmownrenio MEJJOINEKCOJL. Tpadea na ce ob6cban naManaBaHe Ha Ao3arta/ NOCTENEHHO
CrHpaHe, aKO Ce Pa3BHAT TAKHBA CHMITOMH,

Mauud 4 aeTHpUyM
TMaupenthre TpaGBa na ObAaT penoBHO HAOMONABAHWM 34 PA3BMTHE HA MaHHR M JECTUPHYM.

IMauvenrnre W GonHornegayure TpAOBA Ga OBIAT 3alI03HATH, Y€ NPH NALUEHTH, JIEKYBaHH C
NPAMUIIEKCON MOXKE 712 Bb3HHKHAT MaHHA W AenupuyM. TpaOea fna ce o0ChIH HaMallABaHe Ha ao3aTa/
NOCTEIIeHHO CﬂﬂpaHe, aKo ce paanmrr TaKHBA CHUMIITOMH,

[almeHTH ¢ ICHXOTHYHH HADYIIIEHHY
ITaupeHTHTE € NCHXOTHYHM RapyulcHmA TpAGBa Aa ce JEKYBaT ¢ NOMAMWHOBH arOHHCTH CaMO B

CJTy4aHTe, KOraTo O4akBaHaTta [10/13a € N0-ToJAMa OT NOTeHIMANHKHA pHcK. EnHoBpeMerHaTa ynotpeba
Ha aHTHOCHXOTHYHH JIEKAPCTBEHH IIPOAYKTH H NIpaMHNekcon Tpatea Aa ce usbarea (Ba.Touxa 4.5).

Odrranmonoryuuu npernenn

Ipenopsusar ce 0hTANMONOrHYHM NperjieaM Ha PeJOBHY HHTEPBAJIM WIH NpU NOABA HA AHOMANIMH B
3PEHHETO.

TexkKO chpaeYHO-ChIIORO 3abongBaHe
IIpn Texxo cupAeqHO-CHRAORC 3alonABaHE JeKapcTBOTO TpAGBA HJa € MpriIara BHAMATEIHO.

IpenopruBa Ce MOHHTOpHpaHe Ha KPBBHOTO HauaraHe, ocoDeHo npH 3anouBaHe Ha JISYEHHETO,
NOpajli PHCK OT OPTOCTATHYHA XMNOTOHHA BBE BPB3KA C IEYEHHETO ¢ JOTIAMMHEPT1YHH JIEKAPCTRA.

HepponentutieH MaJHIrHeH CHHAPOM
CuMnToMH, npeanonaralily HeBPONENTHYEH MANNIHEH CHHAPOM ca ONMCAHH TIpH BHE3ANHOTO
cIMpaHe Ha JOTIAMHHEPrHYHOTO eueHue (BIoKTe To4Ka 4.2).

CHHIpoM Ha OTHEMAaHe Ha gonamiHoB aroHucT {Dopamine agonist withdrawal syndrome (DAWS))
Hma croblueHus 3a DAWS nipy npuem Ha ZOMAMHHOBM arOHKHCTH, BKFOYHTENHO NPAMHIIEKCON (BXK.
Touka 4.8). 3a mpexpardBaHe Ha fieUEHHETO NpH NauWeHTH ¢ Oonmect Ha Parkinson, mpueMbT Ha
npaMHnexcos Tpabsa ga ce Hamalid NocreneHHo (BX. Touka 4.2). OrpaHM4eHd JaHHH NMpearonarar,
4e MauHeHTH ¢ pascTpolicTBa B KOHTPOJIa Ha UMITYJICHTE M Te3H, KOMTO TOMy4aBaT BHCOKA JHeBHa
J103a W/WAM BHCOKM KyMYJaTMBHHM AO3H JOIIAMMHOBH arOHMCTH, MOXE Ja Ca C NO-BpR

paseutae Ha DAWS. CHMITTOMHTE Ha OTHEMaHe MOXKe Ja BKIIIOYBAT anaThA, TPEB
yYMOpa, H3noTsaBaHe W Gonka M He ce TIOBMHMABAT OT jemogona. Ilpead mocten
NpeKpardBaHe Ha TpHeMa Ha IpaMMIEKcon nalmenture Tpabea na Obnay
BE3MOXKHHTE CHMITOMH Ha OTHeMane. Ilo BpeMe Ha MOCTEneHHO HaMajfABaHe




NpHEMa NauMeHTUTe TpAOBa Ja OBJaT BHHMATENHO OPOCHSASBAHM. B ciyuail Ha TekkM WHIH
NEePCHCTUPAILNM CUMITTOMH HA OTHEMAHE MOXKE & ce 0OMHCITH BPEMEHHO MOBTOPHC NPIUIONEHHE Ha
NIPAMHINEKCOA NPH HAH-HACKATA edeKTHBHA 40%a.

Baomasage

Wma ceBeneHMs B JMTepaTypaTa, KOHTO TOKa3BaT, de JIeYEHMETO Ha JpPYro NoKasaHHe c
JONaMMHEPrH4HM JIeKapcTBEHK NPOAYKTH MOXE Ja A0BEE 10 BlolIaBaHe. BnowasaHeTo ce CBLp3Ba
¢ MO-PaHHO HAYaJI0 HA CHMITTOMATHKATA Beuep (WM JopH ciienoben), HApacTBAHE HA CHMNITOMHTE W
Pa3npOCTHPAHETO KM JIO BKJIIOYBAHE Ha APYr# KpaliHuUy.

BnolasaneTo e crienManHoe H3CHCIBAHO B KOHTPOIHPAHO KIHHHYHO H3NKTBAHE C NIPOABILKMTENHOCT
26 cenmuuM. Brnowapane ¢ nHabmonasaHo npu 11,8% or naumentdre B rpynara, JeKyBaHa ©
npamuniekcon (N=152) n 9,4% or naiwpieRTHTe B rpynarta, neKyeana ¢ mwianebo (N=149). AHanusbT
no Kannan-Meiiep 3a BpemeTo A0 HACTHIIBAHE HA BIIOLIABAHE, HE NOKA3BA 3HAYAMA PA3/IHKA MEXIY
IpynHTe, JEKYBaHY ¢ NpaMHNEKCON M Iuaueto.

4.5 B3aumopelicTBHe ¢ APYrH JIEKAPCTBEHH OPOAYKTH B ApYrH POPMA HA B3AEUMOAEHCTBHE

CRBp3BaHe ¢ NIa3MEHKHA NIPOTEHH

Ipamunexcon ce cBLp3Ba B MHOTO HWCKa CTENeH ¢ MJasMeHH nportedHn (< 20%) u npu xopa
npeTepriBa Manka OuotrpaHcopmanmsa. IMopany ToBa He ce OYaKBAT B3aHMOJEHCTBHA C APYru
JICKAPCTBEHH NPOTYKTH, NOBMMABAILK CBEPIBAHETO C IUIA3MEHM TIPOTEHHH HTH €THMHHHPAHETO Ypes
6notpancdopmanns. T KaTO AHTHXONWHEPTUUBHTE IEKaPCTBA C€ eMHMHHHPAT [TABHO MOCPEACTBOM
GuoTpaHchopManHd, ELIMOXKHOCTTA 32 B3aMMOMEHCTBHE C TAX € OrpaHHYeHd, HO HE Ca MpOBejAeHH
MPOYYBAHHA 32 B3AUMOACHCTBHE ¢ AHTUXOMMHEPrMYHM JIEKAPCTBEHH NpoAykTH. Hsama
$apMaKOKHHETHIHO B3aHMOJCHCTBHE ChC CEJIETHWIHH H JIEBOAONA.

Huxnburopy/ KOHKYPEHTH HA AKTHBHKA BT 32 eTHMUEHpaHe npe3 Gu0pelure

UumeTHanH MoHwkasa ObOpedHHA KIMpBHC Ha npamunexcon ¢ npubamsmurenHo 34%, BEpPoAsTHO
nopagy MHXMOMpaHe Ha KATHHOHHATA CEKpPETOpHA TPAHCIOpPTHA CHCTeMa B OnGpednure TyGynw.
Topany ToBa nekapcTBeHH NPOJYKTH, KOMTO €3 HHXUGHTOPM Ha TO3W aKTHBEH ITBT 33 eIAMHHMpaHe
npes Gnbpeumre WM, KOHTO C€ eNHMHHHPAT MOCPENCTBOM HETO, TAKHBA K4aTO LMMETHIMH,
AMAaHTaIHH, MEKCHIIETHH, 3HAOBYHUH, LUHCIUIACTHH, XHHHH M IIPOKAMHAMHE/L MOTAT /13 B3aHMOACHCTRAT
¢ MPaMHUIIEKCOl, B Pe3yNTaT Ha KOETO A2 c€ NOHWKH KIMPBHCHT Ha Npamunekcon. [ToHmwkasane Ha
Ao3aTa Ha TMPaMHMEKCON CAelBa Ja ¢e HMa MNpelBHi Npd eJHOBPeMeHHa yoTpeba Ha Te3H
nexapeTBenn nponykrs ¢ MEJIOITEKCOJI.

KombuHauus ¢ ngeonona
Koraro MEJOTIEKCOJI ce napa B xoMOHHALM4 ¢ IEBOJONA CE NPENOPHYBA HAMANABAHE Ha 403aTa

Ha JeBOJOIAa Y 3ara3BaHe HA AO3HPOBKATa Ha J:lpyrm‘e AHTHINAPKHHCOHOBH NIEKAPCTBEHH NpOAYKTH
JIOKaTo ¢e nopHiliaga aozara Ha MEJOITEKCOJL.

Iopanu Bb3IMOMKER aauTHBEH edeKT NalMeHTHTe, NpHeMand APYTH CENATHBHM JIEKapCTBEHM
NPONYKTH HJH alKOX0N B KOMOMHauma ¢ mpamunekcon, TpaGea na GBIaT MochBeTBaHH na GnaaT
npennasiney (BHxTe TouKa 4.4, Touka 4.7 1 TouKka 4.8).

AHTHNCHXOTHYHM JIEKAPCTBEHY NPOYKTH
EnxoBpeMeHHaTa ynorpeba Ha aHTHNCHXOTHYHM JIEKAPCTBEHH MIPOAYKTH H mpaMunekcon Tpabea na
ce H30area (BiKTe TOUKA 4.4), aKO MOTaT Ja Ce OYaKBAT AaHTATOHHCTHYMH eieKTH.

4.6 @epruanTer, GpeMeHHOCT H KLPMEHE

Bpemennocr
EdexrsT npu xopa no BpeMe Ha GPEMEHHOCT M KbpMEHe He € TipoydeH. Ilpamun

TepaToTeHeH eeKT NpH IUTEX0BE H 3aiiuM, HO € 611 eMOPHOTOKCHYEH NPH TUILXOBE
3a Maiixata {Broxre Touka 5.3). MEJJOIIEKCOJI ke Tpabea na ce usnonsea 1o spe




OCBEH B Ciyqal Ha KaTeropMyHa HeoOXOQHMOCT, T.e. KOraro TOTEeHLMaNHaTa Mo/i3a HaJRHUIABA
OYaKBAHHA PHCK MO OTHOLIEHHE Ha (eTyca.

Krspmene
TrH KaTo JedyeHHeTO ¢ NpaMHNeKcon HHXUOMpa cekpeliHaTa Ha TIPONAKTHH, NMPH X0pa ¢& OYaKBa

ClMpaHe HA KbpMaTa. He ca mipoBeneHM NpoydYBAHMA MPH >KEHH MO OTHOWEHHE HA €KCKPELMATA Ha
npaMHnexcon B KupMarta. TIpn JUTbXoBe KOHLieMTpauuATa Ha CRBP3aHATa ¢ AKTHBHOTO BEILIECTBO
PaHoaKTHBHOCT B KbPMATa € TI0-BHCOKA OT Ta3H B IUIa3MaTa.

Ts# xato nunceaT naud 1pH xopa, MEJIOITEKCOIJI ne 6usa ma ce npunara B neprona Ha KbpMeEHe.
Tpu HanoxwrenHa ynorpeba, Tpabsa aa ce MpeyCTAHORH KBPMEHETO,

Mepranurer

He ca nposexxaaHu nmpoyusaHus 3a edekra Bepxy ¢epranurera npu Xopa. Ilpu npoyvisaHdA NpH
JKHBOTHM NIPAMHIIEKCON [IOBNMABA €CTPYC NMKIHTE M HaMaaBa (hepTIIHTETa NIPU XKEHCKHUTE, KaKTO Ce
OYAKRA 33 JOTIAMMHOB aroHucT. Tean npoy4MBaHHA HE MOKA3BAT TPEKH HJIH KOCBEHM BPeaHH edeKTH
TIO OTHOILIEHHE HA PEPTIWINTETA IPH MEKKHTE.

4.7 Edexrn BLpXY cnocofHocTTa 32 modupane H paGora ¢ MANIHHH

MEJOIIEKCOJI Moxe £a MoOBnWsAe B 3HAUMTENHA CTeMeH cnocofHOCTTa 3a wodupase u padota ¢
MALTHHH.

BB3MOKHA € MOARA HA XAMIOUMHAIIMH WIH ChHIHBOCT.

INanuenture, nexyranu ¢ MEJIOTTEKCOJI, npu kouTto ce HabniofaRa CLEIMBOCT W/ HIIM BHE3AMHO
3aCIIMBAHE Mpe3 JeHd, TpabBa Aa OwJaT npedynmpeieHH Ja He modHpaT M A3 He YNPaKHABAT
AeHHOCTH, MPH KOWTO HapylleHaTa OAHTENHOCT OH HANOXKKIIA TAX WIH OKONHHTE HA PHCK OT CEPHO3HO
HapaHABaHe WK CMBPT (HanmpuMep paboTa ¢ MamnMHM) 1O H3YE3BaHETO HA TE3H MNOBTAPAINU CE
€IM30AH H CHHNUBOCT (BIDKTE CHIUO Toukd 4.4, 4.5 1 4.8).

4.8 HexenaHn NeKAPCTBEHH PeAKIHA

B13 ocHOBa Ha aHaNMu3K Ha cOOPHH MIalebo KOHTPOIHpaHH NpOy4BaHud, B KOHTO ca yuacTeany 1923
NAUKEHTH Ha npamunexcon W 1354 mauuenTta Ha nnaue6o, HEXENaHH JIEKAPCTBEHM PEaKLUMH ca
chOOIIABAHH 4eCTO H B ABeTe rpynd. 63% OT nauMeHTHTE HA NpaMUNEKCon H 52% OT MALHEHTHTE Ha
nnauebo crobluasar NoHe eHA HEKeNaHa NEKapCTREHA PeaKLuA.

ITo-ronsmara 4acT OT HEXKENAHHUTE JIEKAPCTBEHH PEaKLIMH o0HKHOBEHO 3anodBaT B HAYAIOTO Ha
JICYCHUETO H NOBCUYETO ¢a ¢ TEHACHIHA ia H3YCe3BaT A0PH NPH NPOALILKABAHE HA JICUCHHETO,

B paMkuTe HA CHCTEMO-OPTaHHMTE KI14COBE HEMEMAHHTE JNEKapCTBEHH PeakuHH ca M3OpOeHH cropen
gecToTara (OpoAT MALMEHTH, NPH KOHTO CE€ O4aKBa Ja Ce TMPOSBH PeaKnuATa), KATO ¢a M3MON3IBAHH
cleOHWTE KATEropuW: MHoro uectu (> 1/10), vectu (= 1/100 go < 1/10), meuectu (> 1/1 000 a0 <
1/100), peaxu (= 1/10 000 no < 1/1 000), muoro peaxu (< 1/10 000), ¢ HewssecTHA YecToTa
("gectoraTa He Moxce Za Obae oneHeHa 0T HATMYHHTE JaHHH).

Haii-uecTr Hexenaun peakin npu Tapkiunconosa Gonect
Hati-uecto (> 5%) choOmaBaHWTe HEXENAHH PEAKIMH MMpH NalWeHTH ¢ SonecT ua [lapkuHcon, no-
YecTO ApH JieueHMe ¢ MPaMHIEKCON B cpaBheHMe ¢ niauefo ca rageHe, AMCKMHE3HSA, XMIOTOHHA,
3aMafdHOCT, CBHIMBOCT, O€3ChHHe, 3aMeK, XamonMHAaliWM, riascbonMe M yMopa, ‘
CBHAMBOCT HAPACTBAT MPH A03H NO-BHCOKH OT 1,5 mg mpaMHNeKcoN conl Ha JeH
Mo-gecta HexcenaHa peakuHd NpH KOMOHHAUMA ¢ JNEBOAONA € IMCKHHEIHAT
JACUcCHKETO MOXke Oa ce Halmozasa nosBa Ha XMOOTOHHA, ocobeHo npu &
NMpaMHANEKCOJI,




Tabnuua 1: bonect sa [Tapkuncon
CucreMo-opraHHH KJIacoBe Hezxxennann nekapcTBeHH peakiing

Wndekuvn 1 uHdecTaln

Heueceru ITHEBMOHHA

Hapyiienns Ha €HAOKPHHHATA CHCTEMa

Heuectn HapymmeHa CeKpelHA Ha AaHTMAHYPETHYCH
XOpMOH!

TMenxuyHE BapylieHus
Yectn MATOOTHYHH ChHNMLIA, MOBEIEHYECKH
CHMIITOMH HA HAPYINEHHA B KOHTPOTHPAHETO Ha
HMITYJICHTE M HATPaNuMBOCTH, OOBPKAHOCT,
XamouMHaluu, Ge3ceHne

Heuectn CKJIOBHOCT KBM NpemkjaHe!, npekomepHa
CKJIOHHOCT KbM Ia3zapyBaHe, HATYAHUYABOCT,
xunepdarus’, XHUnepeekcyanHocT, HapylleHue
Ha  aubunoro, TApPaHO, MaToAOTHYHA
CKJIOHHOCT KbM  Xazapr, OeamokokcTBO,

ASTIHPHYM
Penkn MaHHA
Hapymienus Ha HepRHATA CHCTEMA
MHoro yectn 3AMATHOCT, JHCKHHE3HsH, CHHITMBOCT
Yectu rnaso0osTHe
Heuectn aMHE3HA, XHIICPKHHEe3Hd, CNH30OH Ha BHE3aIHo

3acCNHBAHE, CHHKON

Hapyinenus Ha ouure

Yectu IPUTEITHO HapylieHue, BKTIOYHTENHO
JAHIUIONHA, 3aMBIVIEHC BIDKAAHE H HAMAIEHA
IPHTENHA OCTPOTA

ChpaevHd HApYUIEHHA

HeuecTn | ehpaeyHa HeAOCTATHYHOCT!

Cua0BH HApYILEHUs

Yects | xunoTonna

PecnupaTopHH, rpbIHH 1 MEAHACTUHAIHY HAPYIICHHS

Heuectn | macnmes, xpmiane

CroMaimHo-uYpeBHH HapyLICHAA

Mnuoro uectn rajicHe

Yectu 3aNeK, NOBPHIIEHE

HapyiueHHns na Kojkara  IOAKOXHATA ThKAH

Heuectn peakiHM Ha CBPBXUYBCTBHTENHOCT, Chpbex,
obpus

O6iu HapyineHus H edeKTH Ha MACTOTO Ha NMPHIOKEHHE

Yectu opa, nepudepeH 0Tox

C Hen3BeCTHa YeCTOTa CHHApOM Ha OTHEMaHe HA JOTIAMHHOB arOHMCT - .
BKJIKOYBAIN apaTHa, OesmokolicTso, aenpé -
_YyMOpa, U3NOTABAHE H GONKA, 3

Uscnenpannn /7

Yectn TMIOHMKABAHE HA  TEINoTO, B i
MOHKKCH ANETHT




{ Heuecrn | noxausane na Ternoro j
! Ta3u HexxkenaHa peaklis e HabmozaBaHa 1o Bpeme noctMapketuHroBus omuT. C 95% TounocT,
I'pynata Ha uvectoraTa € He noBe4e OT HeuecTa, HO MOXe jga Ovje M mo-Hucka. [lpennsHo
H3YHCIABAHE HA HMECTOTATA HE € BB3IMOXKHO, Thil KATO HEXeNaHATa peakuud He ce ¢ MOABABANa B
basata DaHHW OT KIMHHYHA H3TIMTBaHUA Ha 2 762 naumeHTH ¢ Gonecrra Ha [lapkuHCOH, IeKyBaHK ¢
MPaMHNEKCO]I.

CHHIpOM Ha HeCTIOKOHMHM Kpaka, Hali-4ecTH HeXelaH! chOUTHA

Haii-gecto (= 5%) crobimaraHBTe HEXENARK PeakLMH NPH MAlHEHTH ¢ JPYro NOKazaHKe, IeKyBaHH C
NPaMMIEKCON ca rajicHe, raBoboke, 3aMagHoCT B yMopa. ['afeHe W yMopa ce crobiuapar no-4ecto
TIPH 3K€HH, NeKyBaHH ¢ mpamunexcon (choteetno 20,8% u 10,5%) B cparnHenue ¢ Mbxke (CHOTBETHO
6,7% u 7,3%).

Tabnuua 2: CHHAPOM Ha HECMIOKOHHH Kpaka
CHcereMo-opraHHH KNacoRe HexenaHu nekapCTReHH peakiui

Windexunn u undecranyn

Heuectn [MHEBMOHH A’

Hapymeﬂm Ha CHAOKpPHHHATA CHCTEMA

Heuectn HapylieHa CEKpels HA aHTHAMYPETHYEH
XOPMOH!

TcnxyBn HAPYTIGHHA

Yectn TIATOJIOTMYHH ChHHLIA, Ge3¢hbHHE

Heuectn TIOBEICHYECKH CHMIITOMH HA HApyIIeHHA B

KOHTPOIHPAaHeTO Ha HMIIYJICHTS H
HATpamMBOCTH KaTO CKIOHHOCT KBM
npeskaane H NpeKoMepHa CKIIOHHOCT KbM

nasapysase, XHOEPCEKCYATHOCT H
TMaTeMOrMYHa CKAOHHOCT KBM  Xalapr!,
oGBpKaHOCT, HATYIHHYABOCT!,

XAMIOIMHALMH, Xunepdarud', HapyuleHHe
Ha nubHporo, napaHoa', Oe3lnOKOHCTBO,

MaHH#', AenHpHyM'
Hapywenus Ha HepBHATA CHCTEMA
Yectn 3aMasHOCT, FIABOOONHE, CHHIMBOCT
HegecTH amMHe3Hd’', JHCKMHE3HA, XMIEpKHHe3us',

CNH300H Ha BHE3AITHO 3aCIIMBaHE, CHHKOT

Hapyinenus Ha ounre
Heuectn SPMTENIHO  HapylieHHe,  BKMOYMTENHO
AMIUIONMY,  3aMBIVIEHO  BHXJAHE H
HaMa/IeHa 3pUTENHa OCTPOTa

Crpneyts HapylieHus

Heuectn | cbpneuna nenocrarbunoCT!
CBbAOBH HApYIDEHHA

Heuectn | xumoronus

PecriupaTopuu, rpbAHH H MEIHACTHHATIHH HAPYIIEHHS

Heuectn | mucnnes, xpnnane
CTOMAaINHO-YPEBHA HApYLICHHA

MHoro Yectu rajgcHe

Yectn 34M1eK, HOBPBLIANE

Hggymemm Ha KOXKaTa ¥ NOJKMKHATA ThKAH




Heuectn pEaklliHe Ha CEPBXYYBCTBHTCIIHOCT,

cBpbex, oOpus

O61M HapyuleHNs U eexTH Ha MACTOTO Ha TIPWIOKEHUS

Yectu yMopa

Heuecrn nepHgepeH oToK

C HeH3IBeCTHA YECTOTA CHHApOM Ha OTHeMaHe Ha JONaMHHOB
aroHMCT, BKJIFOYBALL anarus,
Ge3nokoiicTRoO, Jenpecus, yMopa,
H3NoTARaHE | OOJKA.

Mzcneapauns

Heuectn TTOHILKABAHE Ha TErJIOTO,
BKJIFOUMTETHOTIOHIKEH alleTHT, NIOKAYBaHe
Ha TErJIOTO

! Tasu HexenaHa peaxuus e HabnlojapaHa Mo BpeMe MocTMapkeTHHrosHs onur. C 95% touHoer,
I'pynata Ha w4ecToraTa € He NoOBede OT HeyecTa, HO MoXe fAa Obae W no-Hucka. [Tperzno
M3YHCNIABAHE HA YECTOTATa He € BB3MOXKHO, Thii KATO He)KeNaHaTa peakius He c€ € MoABFBala B
fazaTa NaHHH OT WIMHMYHH M3NMTBaHUA Ha | 395 mamWeHTH c JApYro HOXasaHue, JEKyBaHH C
IPaMHIIEKCON.

CruausocT
IIpaMunexcon € cBBbP3aH 46CTO CbC CHHIHBOCT K HEHECTO C& CBBP3BA ¢ MPEeKOMEPHA CHHIMBOCT fIpe3
JeHd W eNU30QM Ha BHEe3aNHO 3aCHBaHe (BIDKTE CHUIO Touka 4.4).

Hapymenus B nubunoro
[pamunexcon Moxe na 6bae CRBpP2aH HEYECTO C HAPYUIEHHA B TMOKAOTO (IOBHINABAHE WM
MTOHUKABAHE).

Hapyuienus B KOHTpONa Ha HMIYJICHTE

IMaTonorusHa CKIOHHOCT KBM Xa3apT, MOBHIUCHO MHOHNO, XHIEPCEKCYATHOCT, KOMITYJICHEHO XapyueHe
H MasapyBahe, NpesbKJaHe ¥ KOMITYJICHBHO NpeshKAaHe MOTaT Aa e NOABAT NPH NalMEHTH, TEKYBaHH
¢ nonaMuHOBM aroqucTd, Brmoaytendo MEJONEKCOJT (euxcre Touka 4.4).

B peTpocnieKTHMBEH CKPMHMHI Ha MpeACTABWTENHA H3BaJKa W WpOyuBaHe cCiydadf-KoHTpona,
Bmousaum 3090 manuentd ¢ [TapkoHcoHoBa Gosect, 13,6% oT BCHYKH RauHeHTH, TIOANOKEHH Ha
JONaMHHEPTHYHO JICHCHHE HIH HE-JONAMHHEPTHYHO JIgYeHWe HMMAT CHMITTOMH Ha HapyIIeHHe B
KOHTpDJIa Ha HMHYJ]CPITE B nepnona Ha MOCNECIHHTE IECT MECena. HaﬁﬂlOI[&B&HHTC l'IpOﬂBPI BKIIIOUBAT
MATOJOTHYHA CKJIOHHOCT KhM Xa3apT, NPEeKOMEepHa CKIOHHOCT KBM mna3apysaHe, KOMITYICHBHO
MpediAaHe W HaTpanyHMBO CEKCYaMHoO [MoBeaeHHe (TIOBHILIEHA CeKCyanHocT). Br3MoHuTE
HE3aBHCUMH PHCKOBH (aKTOPH 3a HAPYILEHUA B KOHTPOJa Ha MMITYJICHTE BKIKOUBAT AONAMHHEPTHYHO
Je4eHHE M MO-BHCOKH J03H HAa AONAMHHEPIrd4MHO JNE4eHHe, MO-Maaja B3pacT (< 65 romunm),
6esbpague 1 choblIeHa PaMiIHE aHAMHEa 33 CKIOHHOCT KBM Xa3apT.

CHHBIpOM Ha OTHEMaHe Ha JIONIAMUHOB ATOHKCT
Ilps  HamangBaHe WiIM NpPEeKPATABAHE HA [pPHEMAa HA [OMaMMHOBH AarOHHCTH, BKMICHHTENTHO

MPAMHIIEKCOM, MOXKE Ja BEIHHKHAT HEMOTOPHH HeXenaHH peakudu. CHMITOMHTE BKJIFOYBAT ATIATHA,
Oe3nokolicTBO, IENpecHd, YMOpa, H3MoTABaHe # 6onxa (Bx. Touka 4.4),

CrpliedHa HeflOCTATBYHOCT
INo BpemMe Ha KIMHHYHH NPOYYRaHHMA M IOCTMAPKETHHIOBHA ONMHMT e cbhofljaBaHa CBHPACYHA
HEJOCTATHYHOCT NPM MNauMeHTH ¢ TpaMunekcon. Ilo Bpeme Ha dapmakoenmaem
NpOYyYBAHUS TIPWIOKESHMETC HAa UPAMHNEKCON € CBLP3aHO ¢ IOBUIICH PHC
HEAOCTATHYHOCT B CPaBHEHHE ¢ HEMPHUIAraHeTo Ha mpaMuniekcon (Habmonasapa
1,86; 95% Cl, 1,21 — 2,85).

CrobuasaHe Ha NOOC3IMPaHU HEKEIAHH PEAKIIHH



CrofinaBaHeTo Ha MOAO3UPAHH HEXENAHH PeaKLHH Cliell paspeLlaBaHe 33 Ynorpeba Ha teKapcTBeHHs
MPOAYKT € BaxkHo. TORA NO3BOMABA AA NMPOABIEKA HAOMIOAEHHETO HA CHOTHOIUEHWETO NOM3a/ PHCK 3a
JeKapCTEeHHA mnponykT. OT MeIHIMHCKHTE CNELYandCTH ce€ HW3MCKBa jJa chobuwapar Bedka
NMOJ03MPAHA HEXENAHA peaklius upes HalHOHAIHATA CHCTeMA 34 choDuasane:;

HM3mbiTHMTENTHA areHIAs 1O TEKapcTBaTa

yn. ,.Jamsaa T'pyes” Ne 8

1303 Codua

Ten.: +359 2 8903417

yebcaiit: www.bda.bg

4.9 Tpenosnpane

HaMa KIHHHYEH ONMMT ¢ TEXKKH CMyuad Ha npenosdpane. OUakBaHHTE HEXKEMAHH peakiUMH ca Te3H,
CHOTBETCTBALIM HA (hapMaKOAMHAMHMYHMS NPodUI HA JOTMAMHHOB ATOHHCT, BKIIIOYBAINH TajieHe,
TIOBPEINAHE, XUMSPKHHE3MA, XaJlOlMRALMK, Bb30yAa W xunoronus. He e ycTaHOBeH aHTHAOT NpH
Npefo3HpaHe ¢ AONAMKHOB aroHucT. [pu HamkuKe Ha CHMITTOMM 3a CTUMYJIMpPaHE Ha LIEHTpanHara
HepBHa CHCTEMa MOXKE JIa ce TIPHIOoKAT HeBpolelrrHii. IIpy npenosupaHe Moxe Ja ca HeoOxonumu
o0y NOAABPIKAIK MEPOITPUATHA B KOMOHHAIMA ChC CTOMAINHA MPOMURKA, HHTPABEHOZHH HHY3HH,
MpWIaraHe Ha aKTHBEH BBINIEH M MouHTOpHpane Ha EKT.

5. GAPMAKOJOI'HYHH CBOUCTBA
5.1 @apmakoNHRAMHYIHH CBOHCTBA

PapMaKoTepaneRTHYHA TPYRa: aHTHNAPKHHCOHOBM J1IEKapCTBa, AOMAMMHOBH aroHdctH, ATC xon:
NO4B CO05

MexannsM Ha AciicTBye
Ilpamunexcon e fONAMMHOB AroHKCT, KOHTO Ce CBBP3BA ¢ BHCOKA CENEKTHBHOCT W cnel(uuHOCT ¢

D2 cybrpynara Ha JONaMHHOBHTE PENIENITOPH, H MO-CMELHANHO HMa adMHUTET KbM TEXHHS TMOATHI
D3, 1 ¥Ma ThJIHA BETPELIHA AKTHBHOCT.

[Ipamunexkcon ofinekvapa npossyTe Ha IJapKHHCOHOBA MOTOPHA HEAOCTATLYHOCT YPE3 CTHMYNHPaHe
Ha JIONIAMHHOBHTE penenTopd B cTpuatyMa. IIpoyuBaHMA mpH >KHMBOTHH COYAT, 4€ TIPAMHIIEKCON
MHXHOMpa cHHTE3a, OTAENAHETO ¥ MeTaboNN3Ma Ha IoNaMHHa.

DapmakoIHHAMHIHH edexTh

Ilpn nobpoBonuu e HaOmopasaHo HO303aBHCHMO HaManeHHe Ha fpofakTdH. Ilpe KaHHHYHO
H3MUTBAHE CHC 30PaBH JOOPOBONILIM, B KOETO MPAMHOEKCON TableTkH ¢ YAWLKeHO ocBoGoX1aBate ¢
THTPHpaH mo-06p30 (Ha BCeKH 3 HM) OT mpenopvaganute 3,15 mg npamMuanekxcon 6asa (4,5 mg com)
Ha JeH, € HaOmoJaBaHO MOBHMINABAHE HA KPBBHOTO HAJIATaHE H YCKOPABAHE HA CHLPICYHMA PHTEHM,
TakuBa eiekTH He ce HaOMOAABAT NIPH HIMHTBAHE ¢ NALMEHTH.

KnnunuHa edkachocT H 6e3onacHocT npy Honect Ha [lapkuHcoH

Hpu nauueHTHTe NpaMMAEKCO] HAMAIIBA NPH3HALINTE H CUMITTOMUTE HA MAMONAaTHYHATA GoliecT Ha
INapxurcon. Hpopenend ca nmnane0o KOHTPONWpAHM KNMHMYHM NpoydYBauHd, BKmousamm 1 800
naienTa B craauit Ha 3aGongsane I-V nmo Hoehn u Yahr, nekyBanu ¢ npamuriekcon. Masen Tax,
oxono 1 000, xouTo ca GwiM B HanpeaHan cTagui Ha 3a00NABAHETO ca TMpHEMANH EAHOBPEMEHHO
JIeROAOIA K Ca CTPAJAIH OT MOTOPHH YCIIOXKHCHHHA.

NpOyYBAHHA 32 TICPHOA HaJ TPH TOJAWHH He ca OTOeNs3aHH TpH3HALM Ha
eduxacHocTTa,




[Ipx xoHTpomMpaHO ABOMHOCNANO WIHHHYHO NIPOYYBAHE C TPOABDKMTENHOCT 2 FOOMHH, HauanHa
TEparnig ¢ NpaMMieKCOon 3HA4YWMO OTAara HaCcTBIIBAHETO Ha MOTOPHH YCIOXHEHHA H CPAaBHEHO C
HayalHa TepanMg ¢ NeBOACNAa peAyLHpa TAXHATA Nosea, TOBa OT/IaraHe HA MOTOPHHTE YCIOKHEHUA
NPH nNpaMufeKkcon cleasa Aa ce OalaHCHpA COpAMO MO-TOMAMOTO MNMomobpeHHe Ha MOTOpHaTa
¢yHKIMA npH NeBogona (M3MepeHo 4pez cpeaHara npoMara no UPDR-ckana). Obfmata yecToTa Ha
XaMOUMHALKY K CBHAHBOCT NPHHIUHMIHO € NO-BHCOKA BbB (hA3aTa HA YBENMYABAHE Ha J03aTa MpH
rpynata ¢ npaMHnekcos. Benpexky ToBa, He e MMalo 3HaYMTeNHA padiika [IPpe3 noadbpxallara (aza.
Tesn nahu TpAGBa fa ce BMAT NPENBHA NIPH 3AMO4BAHE HA JICYEHHETO C NIPAMMIEKCON TIPH NALMEHTH
¢ 6onect Ha IapkuucoH.

IenvaTpyyHa nonynanus
EBponeiickaTa areHuMs no JexapcTsata OCBOOMKEABA OT 3aABLDKEHHETO 34 MPEJOCTABAHE HA

pe3yATaTHTE OT MPOYYBAHHUATA C [IPAMUIIEKCON BBB BCHUKH MOATPYNH Ha NEAHATPHYHATA MOMYIAWHA
npn G6onect na [apkuncoH (BkTe ToYka 4.2 32 HHPOPMALIHS OTHOCHO YNOTpeba B NeAHaTpHATA).

Knuneuna edukactoct ¥ Gezonacroct npi CHuapoM Ha Toper

EduxacHocTra Ha npaMunekcon (0,0625 - 0,5 mg na neH) npH neAHATPHYHH NALMEHTH Ha BH3PACT OT
6 no 17 ronunn cxe Cungpom Ha TopeT e oLeHeHa upe3 6-CeIMUYHO, TBOMHHOCIATO, PAHIOMHIUPAHO,
mnauebo KORTPONUpAHO U3NMTRAHE ¢ MPOMEHNINBA A03a. PaHnomH3upaHu ca obuwo 63 nauments (43
Ha npamunekcon, 20 ua rviauebo). [TspeuunaTa kpaiina Touka e npoMsnata Ha OOGIMA THK CKOp
(Total Tic Score (TTS)) no Ckanara Menn 3a rnoGanka TexecT Ha THoBeTe (Yale Global Tic Severity
Scale (YGTSS)), B cpaBHeHue ¢ u3xonHOTO HHBO. He € ycTaHOBeHa pa3nHka Mexay MpaMUIEKCONn U
Taneo KaKTo IO OTHONIGHHE HA IMbpBHYHATA KpafiHa TOMKA, TAKA ¥ 00 OTHOMEHHE HA HHKOX OT
BTOPHYHATE KpaiHH ToukH 3a edukacHocT, BKmowHrenwo O6mus YGTSS ckop, O6woT0
BHeUATICHBe Ha TanueHTa 3a nopoGpenue (Patient Global Impression of Improvement (PGII)),
KnnuuunoTto ofmo enevyatiense 3a nopobpenne (Clinical Global Impression of Improvement (CGI-
1)) i Knuuuuudre o6y BoedaTiedna 32 rexecrTa Ha 3abomapanero (Clinical Global Impressions
of Severity of llness (CGI-S)). Hexenann crOUTHA, BE3HHKHAMM [PH Hali-Manko 5% OT MaluMeHTHTe
B FpYIIaTa Ha NpaMHIIEKcod, M N0-4YeCTH NP NalueHTHTe, JIEKYBAHN ¢ TIPaMHIIEKCO), B CPABHEHHME C
nayHeHTHTe Ha nnanefo, ca: rnasobomue (27,9%, mwnauebo — 25%), cernneoct (7,0%, nnaueGo —
5%), ranene (18,6%, nmnaueGo — 10,0%), nospbinane (11,6%, nnauebo — 0,0%), Gonka B ropuara
abnoMuHanHa obnact (7,0%, mnauebo — 5,0%), oprocTaTnuna xunororus (9,3%, nnaneGo — 5,0%),
mMuanruf (9,3%, nnauebo — 5,0%), wapymenna wa cbia (7,0%, mianebo - 0,0%), aucnuea (7,0%,
nnauebo — 0,0%), undexima Ha roprure muxarenuu netuma (7,0%, nnaneo — 5,0%). Hpyru
3HAYMMH HEKENaHW CHOMTHA, BOIEIM [0 NPEKECBAHE HA JICYEHHETO NPH MALHEHTHTE, NpHeMally
TIPaMHIIEKCO)], ¢4 CBCTOAHHE Ha OORPKAHOCT, CMYIICHHA B NOBOpa H BAOWABAHE H2 CBHCTOAHHETO
(BHKTE TOUKa 4.2}

5.2 @apMaKkoKEHeTHYHH CBOHCTEA

Abcopbius
TIpamunexcon ce pezopbupa 6up30 W H3UANO CAe NepopaneH nmpueM. AGCOMOTHATA GHOHAIHUHOCT €

noseye or 90% v MakcUManHM MnasMeHH KOHUEHTpalyn ce aocturar Mexkny | u 3 vaca. [TpueMsr ¢
XpaHa HE HaMajsfBa CTeneHTa Ha abcopOrMa Ha NMPaMMIEKCON, HO MOHIKABA HeHHATa CKOPOCT.
IIpampnexcon e ¢ NuHeliHa KMHETHKA M C MAIKH padfiidHA B IUIA3MEHHTE KOHUEHTpauHH Npd
PaVIKYHKTE NAIMEHTH.

Paznipenenenue
CRBp3BaHETO Ha NPaMHNEKCON ¢ NPOTEHHUTE NpH Xopa € MHoro Hucko {< 20%), a obembT Ha

pasnpezeneuue ¢ ronam (400 1). Tipn nibxoBe ca HAOMOAABAHH BUCOKM KOHIEHTPALMHE B MOZBHUHATA
ThKaH {OKON0 § ITETH MO-BUCOKH OT TE3K B ILTA3MATA),

Buorpancdopmaius
IMpamunexcon ce MeTaboNH3MPa B HUCKA CTENEH B YOBCIIKUA OPraHU3bM.




EanMuBEHpane
OCHOBHMAT HAYMH HA ENMMHHHMpaHe ¢ ObOpeuHaTa eKCKpeUMsA Ha HEMpOMEHEH MPAMHIIEKCONL.

Ipréansurenno 90% or Senszanara ¢ 14C no3a ce exckperupa upes Gubpeimre, a no-Manko ot 2%
ce OTKpHBar BbR (exanuure. ToTranHMAT WIMphEHC HAa npamHnekcon € okono 500 ml/min, a
6p0peunnat wipbHe - npubnuzurento 400 ml/min. ENHMHHALHOHHMAT IOy xHBOT (t'%) BapHpa ot 8
Yaca NPy MNadu Xopa Ao 12 yaca npu MalHeHTH B CTAPYECKa BL3PACT.

5.3 TIpeaxnuuuyunn 1aHEH 3a Ge3onacHocT

IpoyuBaHHATa 38 TOKCHYHOCT NPH MHOTOKPATHO IPHIOXKEHHE MOKA3IBAT, Ye NPAMHIIEKCON BIIMAe
rnasHoO BEPXY GyHkuMuTe Ha I[HC H jkeHckaTa penpoayKTHBHA CHCTEMa H BepOATHO Ce JBDKAT Ha
NpeKaJieHO CHIeH papmakoauHamMuyeH edekT Ha NPaMHUNEKCOL,

IlpH MankH nNpaceHua e HabMOJaBaHO TIOHIKEHME HA LHACTOIHOTO W CHMCTONIHO HANAraHe W Ha
Chp/IeYHATa YECTOTa, 4 TEHEHLMS 38 XUMIOTORKHYeH edekT e 3abenn3aHa npu MaiiMyHH.

[ToTeHunanHUsT edeKT HA MPAMHIIEKCON MO OTHOWICHHE HA PEMPOAYKTHBHATA HyHKUHS € NpOyYeH
NpH M3CAeNBaHMA BRPXY MIbXOBe M 3aiiuM. Ilpu mibxose M 3afill TMpamHNeKCoN He NOKasBa
TEPATOreHEH €(ieKT, Ho e eMOPHOTOKCHYEH NIpH IUTBXOBE B J03HM, TOKCMYHY 3a Maifkata. [Topann
noabopa Ha BHAA JKMBOTHM M OrpaHMYEHHMTe H3CNENBAaHY NAPAMETPH HEKEJIAHHTE peakuuy Ha
MPAMHIEKCOA MO OTHOLNCHHE Ha OpeMEHHOCTTA M MBXKaTa pPenpoIykTHBHA cnocofHoCT He ca
HAIbLIRO H3ACHEHH.

[Ipu niovxose € Habmoparano 3alapsHe Ha MOJOBOTO PasBHTHE (T.€. pasfelidHe HA MpenylHyMa H
BarHHAIHO OTBapsHe). 3HaYEHHETO Ha NIPOLeca TP XOpa He e H3BECTHO.

[Tpamunekcon He e reHoroxcHueH. Ilpy npoyusanns 3a KapUMBOTEHEH NOTEHIMAN MBXKKH IUTLXOBE
Pa3BMBAT XMNEPIUIasuA Ha KneTkute Ha Leydig v ageHoMH, K0eTo ce 00ACHABA ¢ MHXMGHpauins e(exT
Ha TIPAMHNEKCO] BBEPXY NMpOJaKTHHA. Ta3H HAXOAKA HE © PeneBaHTHa KbM KIMHWYHATA ynoTpeba.
Cainoro npoy4pase nokassa, ye B 1031 2 mg/kg (Cou) H no-BHCOKM OT TAX PAMHUIIEKCON C& CBBP3BA C
JereHepalls HA peTHHaTa npH nasxoke anbuHocu. [locneanarta Haxofka He ce cpewa OpH
[THTMEHTHPAHH IUIbXOBE H HE ¢ HabmozapaHa NpH 2-TOAMINHO NPOYYBAHE 33 KAaHLEPOTEHHOCT TIPH
MMIUKH aNGHHOCH, KAKTO H NIPH HUTO €IHH OT APYTHTE H3CNeABaHH BHIOBE.

6. PAPMANEBTHYHU TAHHH
6.1 CnHchK Ha NOMOMHENATE BElIECTRA
Manwron (E 421)

Lapepyuno auniecte
XuapoxcunpomaiLeTynosa

Cunuuper auokcun, 6e3soacH,
Marweznes cTeapar

6.2 HecnBMECTEMOCTH
Henpunoxumo.

6.3 Cpok na rognoct

3 ronunaH

6.4  Cnenmaiuu ycJoBHS HA ChXpAHeHHE

Jla ce cbxparsBa B OpUrdHATHATA OTNIAKOBKA, 34 Ja CE NPEANasBa OT CRETIMHA.,




To3H nekapcTBeH NPORYKT HE M3HCKRA CTICLMAIHH TEMIIEPATYPHH YCIOBHA Ha ChXpaHEHHE.
6.5 Bua n ¢hAbpAAHUE HA OMAKOBKATA

Tabnerxure ce noctaraT B OnucrepHl onakoeku (OPA/Aluminium/PVC/Aluminium 6nucrepn) ¢ 10
TabneTku.

KaproHenara Kyta cbaepxa 3 win 10 6nucrepa (30 v 100 tabnetknm).

He scH9xn BHAOBE OMaKOBKH MOTaT Ja OLJat MycHaTH B npojaxGa.

6.6 Croenmajan npeAnasdH MepKH OPH HIXBLPJsAHe

Hama cnenmanHi W3MCKBaHHs,

7. IPATEXKATEJI HA PASPEIIEHHETO 3A YIIOTPEBA

Medochemie Ltd., 1-10 Constantinoupoleos street, 3011, Limassol, Kunsp

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEEA

Per. Ne 20090335

9. HATA HA HBPBO PA3PEHIABAHEMOIAHOBSIBAHE HA PASPEHIEHHETO 3A
YIIOTPEBA

Jata Ha mepBO paspeinaeaHe 3a ynotpeta: 13 o 2009 1.
Jata Ha nocnenHo nogHoessaHe: 4 mad 2018 r,

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

04/ 2020




