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NPUNOXEHWVE 1

NUCT 3A ONPEAENSHE HA KPUTEPUMUTE NMPU U3OABAHE HA MPOTOKOJIN 3A NPOBEXOAHE
HA NEYEHUE NPU XUMEPMNPONAKTUHEMUA B U3BBHBEONTHUYHATA NOMOLL
(CABERGOLINE, QUINAGOLIDE)

[Awe: [erw] T T T T T T T T T

3abenexka: MeduyuHckama GoKyMeHmayus, ydocmoeepsisalya 6ceku Om Kpumepuume e ocoyeHa ¢ yugpa 6 UHOEKC U 3adbrmKumenHo
npudpyxaea HaCMOSWOMO NPUIIOKEHUE.

A. KPUTEPUN 3A 3AMOYBAHE HA JIEYEHUME C CABERGOLINE/QUINAGOLIDE (3AAB/MKUTENHU CA
BCUYKU KPUTEPUMN):

MKB E 22.1

-

CurypHa guarHosa, KnHu4Ha cuMnTomMaTuka, XopMOHanHu uscneaBaHus 1

BMOXMMWYHN U3CTIeABaHUS |

MarHUTHO-pe3oHaHcHa Tomorpadgus unm KAT *

KOHCYNTaUus CbC CNeuManucT Kapavonor ¢ exokapavorpacus °

KoHCynTaums CbC CneuuanicT o4Hv 60NecTu u uscneasaHe Ha 3puTenHu noneta (nepumeTpus) °
TNunca Ha u3knouBawm Kputepum no 1. B *

s WN

" amMBynaTopeH UCT OT CMELMaNUCT U OPUTMHANHW BNaHKK OT NaBOPATOPUS UK 3ABEPEHU KOMUS HA aKTyanHW UICTIEABAHNUS, NPU Hannune
Ha XxocnuTanusauus c AaBHOCT A0 1 Mecel npeAn KaHAWAATCTBAHETo, ce npunara enukpusa U3 c Ne

2 opurnHanuu uwose unu 3asepenu konus ot MPT unu KAT

® aMByNaTOpEH NACT M OPUTUHANEH DL WM 33BEPEHO KONME OT CHOTBETHUTE KOHCYSITALMNA 1 M3CHIEABAHUS

* yRocToBEpsiBa CE C NOANMC HA CMIELMANUCTA U UNEHOBETE Ha CMELMAni3NpaHaTa KOMICHR B HACTORLLOTO NPUNOXEHNE

B. KPUTEPUU 3A NPOABIMKABAHE HA NEYEHUETO (BAOBIDKUTEINTHU CA BCUYKU KPUTEPUMN):

MKB E 22.1

1_| MNoBnusiBaHe Ha KNMHMYHATA CUMNTOMATVUKA W HA CNEAEHUTE XOPMOHANHM Nokasareni
2 | Jlunca Ha HexenaHnn NekapCTBEHN PeakLmMi v U3KMIYBALLM kKpuTepum no 7. B *

1
3 aMGyHETopeH NWACT Unu eTanHa enukpu3a n opuruHanHu 6naHkn ot naﬁopaTopvm Wnun 3aBepeHo U NOANUCaHO Konue
YAOCTOBEpsiBa Ce C NOANUC Ha Cneynanucra B HaCTOALOTO NpunoxeHne

B. U3KITIOYBALLU KPUTEPUN

Csphquscmmenuom KbM OCHOBHOTO WJ1KW HAKOE OT NOMOLLHUTE BellecTsa
AHamHesa 3a 6enoapobHu, nepukapaHN U PeTPoNepUTOHeanHn pubposHN HapyLIEeHUs
Cbppaeunn sabonsisaHus ¢ yBpexaaHe Ha knanute (3a Cabergoline)

Texko HapylweHue Ha YepHoapobHaTa yHKUMs

Texko HapylueHue Ha 6bbpeunaTa dyHkums (3a Quinagolide)

Jvua nog 16 roguwuHa Bb3pacT (3a Cabergoline)

INnua nop 17 roauiuHa Bb3pacT (3a Quinagolide)

BEpemMeHHOCT 1 KbpMeHe

BkniousaHe Ha 30J1 B KNMMHWYHO NpoyyBaHe*

© 0 N O oS IR

* Komucusima, kosimo e Ha3Hayuna neyeHuemo u Habnodaea 301, e dbxHa HezabasHo Oa ysedomu Komucusima 3a ekcriepmu3au o 4. 78,
m.2 om 330 e LY Ha H30K. Te3u 6onHu ce 3anuceam e omoesneH peaucmbp u He 2ybsim npasomo cu 3a rpodbrixasaHe Ha 1le4eHuemo
C1e0 NPUKITYEaHe Ha KITUHUYHOMO NpoyYeaHe cned akmyarnHa oueHka om crieyuanu3upaHama KOMUcUsi

OTrosapﬁ Ha KpuTepuuTe 3a neYvyeHuve ¢ Ao3sa
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[IPUMOXKEHVE 2

1. NEYEBHO-AUATHOCTUYEH AITTOPUTBM

1. NEKAPCTBEHM NPOAYKTW, skniodeHn B Mpunoxenne 1 wa MJIC, kouto H3OK 3annawa B cboTBeTcTBue C
AeNCTBaLLNTE HOPMATUBHU AOKYMEHTU.

INN DDD
CABERGOLINE = 0.5mg
QUINAGOLIDE = 75mg
2. NPOCNEAABAHE - CbrnacHo KpaTkuTe xapakTepucTUK1 Ha NiekapCTBeHUTe NPOoAYyKTH
NEPUOANYHOCT
U3CNEABAHNA Mpeau 3anoysaHe Ha Bceku 6 meceua Ha Bceku 12 meceua
XOPMOHAITHU
Prolactin ol 4
BUOXUMUYHU
ASAT
ALAT
WHCTPYMEHTAITHU
MPT unu KAT v Io npenernka
naec:::::;;;a 3puTenHu noneta 7 Tl npenicsika
Exokapauorpadcus v Ilo npeuenka
KOHCYNTALUU
KoHcynTauus cneuuanucT kapauornor v ITo npeuenka
KoHcynTtauws cneunanuct ounn Gonectu v I'lo npenenka

W3cnenBanusATa ce NpeACTaBAT Ha OPUTMHANHK GNaHkv unu 3aBepeHn KONUsA ¢ NOANUC u neyar Ha J13.
Il. OBLUX U3BNCKBAHUA

1. Bb3pacToBaTta rpaHMua ce W34MCIsABa B HABBPLLEHN FOAVHY - T.€. BKIIOYUTENIHO KbM AaTaTa Ha uajasaHe Ha npoTokona
OT cneuunanu3npaHaTa KOMUCUS.

2. lNpu HasHauyaBaHe Ha Tepanusi Mo MPOTOKON 3aAbIKUTENTHO Ce CbobpassiBaT BL3PAaCTOBUTE OrpaHWyYeHUsl, CbrNacHo
KpaTkaTa xapakTepucTuka Ha CbOTBETHUS NekapCTBEeH NPOAYKT, yTBbpaeHa no peaa Ha 3J1MXM.

3. H30K He 3annawia neyeHune U3BLH ykasaHaTa Bb3pacToBa rpaHuLia B KpaTkaTta XxapakTepucTuka Ha npoaykTa.

4. H30K He 3annauya neyeHue ¢ 403N Haj MakCUMasnHO paspeLleHnTe no KpaTka XapakTepucTuka Ha npoayKTa.

5. B cnyyait Ha HacTbnuna Nojo3upaHa HexenaHa nekapcTBeHa peakuusi, nekapart yseaomsisa MAJ no peaa Ha un. 183 ot
3/INXM. Konue oT cboblieHneTo ce npunara kbM MeauUmMHckaTa gokymeHTauus Ha 30J1 npu kaHauaaTcTBaHe 3a neveHune.

6. MPU CMEUWUAIIUCTA, courn. un. 158, 6.5, 1. 1 ot HP[] 3a meavuuHckute genHoctu 2015 r. (o6H. 1B 6p. 6 oT
23.01.2015 r.), Ha 30J1, Ha KOMTO ca U3AaBaHM NPOTOKONMW MO peda Ha HacTosIWUTE W3UCKBaHWA, creasa aa ce
npunarat BCMYKM HEOGXOAMMM [OKYMEHTM KaTo: ambynaTopHUTe NUCTOBE OT W3BLPLUEHUTE Npernean, BTOPUAT
eK3emMnnsap oT u3gazgeHuTe NpoToKoNu, KOnus OT enuKpu3n, eKCnepTHU cTaHoBuwa n APYrM AOKYMEHTU, KOMTO Ca OCHOBaHue
3a us3pasaHe Ha NPOTOKOM, BCUYKM M3UCKBALLM Ce u3cneaBaHusi, Konue OT npunoxeHwe 1 Ha HacToALWUTE U3UCKBaAHUSA,
NONbIIHEHO NO CbOTBETHATA TOYKa U NOANUCAHO OT cneuuanucrta, uaaan npoTokona.

KOMUCHUATA, mapana npotokona Ha 30J1, cbxpaHsiBa BTOpPU €K3eMMNsip Ha MPOTOKONa M BCUYKM HeoBxoavumm
AOKYMEHTHU 3a u3naBaHeTo my.

Hacmoswume u3uckeaHusi ca pa3pabomeHu Ha ocHosaHue 4n. 56 om HayuoHaneH pamkoe 002080p 3a MEOUUUHCKUME
deliHocmu 3a 2015 200uHa (06H., [B, 6p. 6 om 23.01.2015 2.) u enuzam e cuna om 1 mai 2015 2., cbenacHo u4n. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 2. 3a ycnosusima u peda 3a 3annawjaHe Ha fiekapcmeHu npodykmu no yn. 262, an. 6, m. 1
om 3aKoHa 3a nekapcmeeHume npodykmu 6 xymaHHama meOuyuHa, Ha MeOuyuHCKu u3denus u OuemuyHU XpaHu 3a
cneyuanHu MeouyuHcku yenu (0bH., B, 6p. 31 om 2007 e.).
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