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NPU U3JABAHE HA NMPOTOKOJN 3A MPOBEXAAHE HA NEYEHUE NPU XUNEPMNPONAKTUHEMUSA
B U3BBHBEOJIHUYHATA NOMOLL

MpoTokoNn®bT ce 3napa OT cneuuanncTi ¢ Koa Ha cneumanHoct 05 (eHaokpuHonorus u 6onectTu Ha obmsiHaTa),
pa6otewu nd poroBop ¢ H30K wnu cneuvanuampana komucusi B nevebHu 3aBegeHus 3a GonHMYHa nomow,
cknioynnu gorosop ¢ H30K. CneuvanuanpaHuTe KOMUCUM Ce Cb3/laBaT CbC 3anoBes Ha AUPEKTOpa Ha YHUBEPCUTETCKO
neyebHo 3aBefeHue 3a 60NHUYHA NOMOLL C KNUHUKA MO eHAOKPUHONOTUS.

|.  PEQ 3A 3ABEPAABAHE HA NMPOTOKONUTE

MpoTokonu 3a 3ano4BaHe Ha neveHue

= TlonbAHEHO 1 NOANMCAHO NpUMoXeHne 1 — NUCT 3a onpeaensHe Ha KputepunTe
cneuuanucr, ckrio4un »| (no T.A) ¢ BCUKM HEOBXOANUMM U3CTeaBaHUS

aorosop ¢ H30K *  AMGYnaTopeH NWUCT OT NOCNeAHUs NPErnes C NPUNOXEHN BCUUKN HEOBXOANMM
/ nokasaTenv 1 N3cneasaHus no NpUNoxeHue 2

= ‘lpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawanm ot H30K/P30K" — obp.
M3-H30K"

cneuvanuavpaHa Komucus * EKCNepTHO CTaHOBMIE C SiCHA MeAULMHCKA MOTMBAUMS (3a4bIDKUTENHO ce
otbenssea nunca Ha W3KNIYBALM KPUTEPUN (MOAMUCaHO OM BCUYKU YNEHO8E Ha
crneyuanuaupaqama KoMUcUsi)

/ = ‘poTtokon 3a npeanuceaHe Ha nekapcrea, 3annawanun ot H30OK/P30OK" — obp.

A4

M3 -H3OK” (noanucaH oT YneHoBeTe Ha KOMUCKATA)

Komucus no un. 78, 1. 2 3aBepka Ha npoTokona
ot 330 B LIY Ha H30K B P30K

MpoTokonu 3a NpoabKaBaHe Ha nevyeHue

= [lonbnHeHo 1 NoanucaHo Npunoxexue 1 — NUCT 3a onpeaensHe Ha KpuTepuuTe
cneuyunanucr, cknio4un (no T1.6) ¢ Bcuukn Heobxoaumu nacneasanus

noroeop ¢ H30K = AmGynaTtopeH nuCT OT NocneaHusi Npernes ¢ NpuoXeHn BCUYku Heobxoanmm
nokasaTenu u u3cneagaxusi No NPUNoXeHue 2

= ‘“lpoTokon 3a npeanuceaHe Ha nekapcrtea, 3annawann ot H3OK/P3OK" — o6p.
W M3-H30K"

A4

= [lonbnHeHo 1 NoanucaHo Npunoxexue 1 — NUCT 3a onpeaensHe Ha KpuTepuuTe
(no 1.6) ¢ Bcuuku Heobxoaumu uscneasaHus

cneuvanuavpaHa KoMucus = ETtanHa enuKkpu3a C NPUNOXKEHW BCUYKM Heobxoaumu nokasatenn w
M3CneaBaHus No Npunoxexue 2

* EKCnepTHO CTaHOBMWIE C fiCHA MeAuLWHCKA MOTMBAUMS (3aAbIKUTENHO ce
otbensiaBa nunca Ha U3KNIOYBaLM KPUTEPUU (11OOMUCAHO OM BCUYKU Y/IeHOBe Ha

creyuanu3aupaHama KoMUCUsi)
= ‘MpoTokon 3a npeanucBaHe Ha nekapcTsa, sannawaxu ot H3OK/P30K" — obp.
M3 -H30K"(nonnucax ot YneHoBeTe Ha KOMUCUSTA)

Komucus no un. 78, 1. 2 3aBepka Ha npoTokona
013308 LYHaH30K [~ BP30K

Il. OBLM NONOXEHUA

1. 3011 nopasa noarotBeHute AokymeHTM B P30K, Ha TepuTopusita Ha KOATO e Hanpasuno u36op Ha O,
[okymeHTUTe BKNIOYBAT:

1.1 3asBnenue ao [upekropa Ha P30K.

1.2 MNonbnHeHo 1 noanucaHo npunoxenue 1. Monbnea ce No CbOTBETHATaA TOMKA U CE Npunara oTpaseHara B UMPOB

VHAEKC MeANUMHCKa A0KYMEHTaLMS, y0CTOBEepsIBaLLA BCEKW €AUH OT KpUTepuuTe.

1.3 Munuuat Habop nscneasanus (huankanHn, UHCTPYMEHTaNHU U NabopaTopHu), OTpa3eH B NPUNOXKeHUe 2.

1.4 “Npotokon 3a npeanucBaHe Ha nekapcTea, 3annawanm ot H30K/P3OK" — 06p. M3-H3OK, usgaaeH ot nekaps
cneuuanuct, pabotew no gorosop ¢ H30OK. Mpunara ce opuriHan Ha NPOTOKONa, a NpY KaHAWAATCTBaHE 3a NPOAbIKaBaHe
Ha TepanusiTa ce NpeacTaBs OpUriHan Ha NpPeaxoAHWs NPOTOKON C OTPa3eHN BCUYKN HA3HAYEHWA MO Hero.

1.5 [leknapauus 3a nncpopmmpaHo cbrnacue o obpased (npunoxexue 3)

2. P30K npuema nokymeHTUTe No T. 1 crieal cnpaBka OTHOCHO 3APaBHOOCUIYPUTENHUA cTaTyc Ha 301
3. MbpBUAT 1 BCeku crneaBall NPOTOKON ce u3aasar 3a nepuoa Ao 6 meceua.

(3]

= WBUCKBAHUA HA H30K 3A MPOBEXOAHE HA NEYEHWUE NPU XUNEPMNPONAKTUHEMUS B U3BBHBONHUYHATA NOMOLL —
Bcuna ot 1 tonu 2014 roguna
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NUCT 3A ONPEAENSHE HA KPUTEPUUTE MPU U3AABAHE HA NMPOTOKOJU 3A NMPOBEXAAHE
HA NEYEHUE NPU XUNEPMPOJTAKTUHEMUA B U3BBHBEOJIHUYHATA NOMOLL
(CABERGOLINE, QUINAGOLIDE)

[we: L S Y R R

3abenexka: MeduyuHckama AoKyMeHmayus, ydocmoeepsieausa 6CeKu Om KpUMepUUme e ocoyeHa ¢ yugpa 6 UHOEKC U 3adbrKumenHo
npudpyxaea HaCMOAWOMO NPUIOKEHUE.

A. KPUTEPUM 3A 3AMNOYBAHE HA JIEYEHUE C CABERGOLINE/QUINAGOLIDE (3AOB/MKUTENHU CA
BCUYKU KPUTEPUN):

MKB E 22.1

-

Curypna AWarHo3a, KNMHMYHa CMMNTOMaTtnka, XOpMOHanHu nicneasaHns 1

BUOXMMUYHM M3CTIeaBaHUs |

MarHuTHO-pesoHaHcHa Tomorpacus unu KAT *

KOHCYNTauvs CbC cneumanucT kKapauonor ¢ exokapanorpadms

KoHeynTaums cbe cneunanuct o4Hn 6onecTn n uacnesaqe Ha 3puTenHu nonera (nepumeTpus) S
funca Ha u3knouBalwm Kputepuu no 1. B *

DS WIN

! aMBynaTopeH NUCT OT CReLManuCT W OPUrUHANHH GRAHKA OT NaBOPATOPUS UMM 3aBEPEHI KOMWA Ha aKTyanHu UICNEABaHNA, NPU Hanuuue
Ha XOCNUTanu3auns ¢ AaBHOCT 40 1 Mecel| NpeAn KaHAWAATCTBAHETO, ce npunara enukpuaa U3 c Ne
2 OpuUrMHanHu uiiose unu 3asepeHin konus ot MPT unu KAT

ambynaTtopeH NUCT 1 OpUruHaneH Ll UNu 3aBePEHO KONNE OT CLOTBETHUTE KOHCYNTALMK U M3CneaBaHusA

yAOCTOBEpsiBA Ce C NOANUC Ha CeUUanicTa B HaCTOALIOTO NPUNOXeEHUe

B. KPUTEPUU 3A NPOABIMKABAHE HA NNEYEHUETO (3AQBIMKUTENHU CA BCUYKU KPUTEPUW):

MKB E 22.1

1_| MoBnusiBaHe Ha KNWHWYHATa CUMNTOMATUKA M Ha CrieAeHNTe XOPMOHaNH nokasareni '
2 | Nunca Ha HexenaHu NekapcTBeHN peakuvm v U3KNIoYBaLuy kputepun no 7. B *

3 aMﬁynﬂTOp@M NUCT Unu eTanHa enukpusa u opuriHanHm 6nanku ot na60paTopuﬂ WK1 3aBepeHo 1 NoANUCaHo Kkonue
YAOCTOBEpSBa Cé C NOANUC Ha cneuynanucTa B HaCcToALOTO NpunoxeHue

B. U3KNIOYBALLUWN KPUTEPUU

CBPbX4YBCTBUTENHOCT KbM OCHOBHOTO WUITW HAKOE OT NOMOLHUTE BelecTsa
AHamHesa 3a 6enoapobHN, nepukapaHn U PETPONepUToHeanHn pubposHn HapyLeHns
CbpaeuHu 3abonseanus ¢ yBpexaaHe Ha knanute (3a Cabergoline)

Texko HapyleHue Ha YepHoapobHaTta yHkuna

Texko HapyleHue Ha 6bbpeyHarta dyHkums (3a Quinagolide)

TNuua nog 16 roavwHa Bv3pacT (3a Cabergoline)

Tua nog 17 roaunwHa Bb3apact (3a Quinagolide)

BpemeHHOCT U KbpmeHe

BrkntousaHe Ha 30J1 B KNUHUYHO Npoy4BaHe™

© 0N O O

* Komucusima, Kosimo e HasHayuna neyeHuemo u Habmodaea 30/1, e OnbxHa HesabaeHo Oa yeedomu Komucusima 3a ekcriepmusu no yn. 78,
m.2 om 330 e LYy Ha H30OK. Te3u 6onHu ce 3anuceam 6 omoesieH peaucmbp u He 2y6sm npasomo cu 3a npodbxaseaqe Ha feyeHuemo
cned npuKnoyeaHe Ha KNUHUYHOMO npoy4eaHe cred akmyarnHa oueHka om crieyuanusupaHama KoMucus.

OTroBaps Ha KpUTEpUUTE 3a NneveHne ¢ S LA

3%, VBUCKBAHWSA HA H30K 3A NPOBEXIAHE HA NEYEHWE NPU XUNEPMNPONAKTUHEMUA B U3BLHEONHUYHATA MOMOLL — 3
B CUANa OT 1 ton 2014 roauHa
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1. NEYEBHO-AUATHOCTUYEH ANFOPUTBM

1. NEKAPCTBEHW NPOAYKTW, Bkniouenn B [punoxexne 1 Ha [JIC, kouto H3OK 3annawa B cboTBETCTBME C
AercTBalmMTe ROPMaTUBHN JOKYMEHTH.

INN DDD
CABERGOLINE = 0.5mg
QUINAGOLIDE = 75mg
2. NPOCNEAABAHE - cbrnacHo kpaTkute xapakTepucTukn Ha nekapcTBeHuTe NpoaykT
NEPUOANYHOCT
M3CNEABAHUA Mpeaw 3anousaxe Ha Bceku 6 meceua Ha Bcekun 12 meceua
XOPMOHAINHKU
Prolactin i v
BUOXUMUYHU
ASAT
ALAT v v
WHCTPYMEHTAITHU
MPT unu KAT v, Yoy
MacnepBaHe Ha 3putentu noneta V >
(nepumeTtpus)
Exokapauorpacgus i ¥
KOHCYNTAUUU
KoHcynTaums cneuuanuct kapAnonor ¥
KoHcynTauus cneuuanuct o4Hu Gonectu v i

* KOHMpPONHOMO u3cnedsaHxe ce npoeexoa Ha 24 meceya
W3cnensaHusiTa ce NPeACTABAT Ha OPUrMHANHN GNaHkv Uk 3aBepeHin KONUA C NOANKC 1 nevar Ha JI3 (Npu HanuuMe Ha xocnuTanusauus ¢
AABHOCT A0 1 MeceL| NPeAn KaHAWAATCTBAHETO Ce Npunara 3aBepeHo konue OT enukpusa ¢ Homep U3).

Il. OBLLM USUCKBAHUA

1. Bb3pacToBaTa rpaHuLa Ce W34NUCNsiBa B HABbPLLEHN FOAVHM - T.€. BKIIOYUTENHO KbM AaTata Ha usaasaHe Ha npoTokona
OT cneuuanuanpaHara KoMUCHs.

2. Mpu HasHayaBaHe Ha Tepanusi Mo MPOTOKON 3aAbLIKUTENHO Ce CbobpassBaT BL3PACTOBUTE OrpaHUYEHUsi, CbrnacHo
KpaTkaTa xapaKTepucTuka Ha CbOTBETHUS NekapCTBEH MPOAYKT, yTBbpAeHa no peaa Ha 3M1MXM.

3. H30K He 3annalia nevexue n3BbH ykasaHata Bb3pacToBa rpaHuLa B kpatkata xapakTepuctvka Ha npoaykra.

4. H30K He 3annalua neyeHue ¢ 031 HaA MakCMManHo paspeLleHnTe no KpaTka xapakTepucTuka Ha npoaykra.

5. B cnyuait Ha HacTbNUNa NoAo3MpaHa HexenaHa nekapcTeeHa peakuusi, nekapsat yseaomsasa WAJI no peaa Ha un. 183 ot
3JINXM. Konue ot cbobLueHreTo ce npunara KbM MeauUmMHekaTa AokymeHTauus Ha 30J1 npu kaHanaaTcTBaHe 3a nevexve.

6. MPU CNELUMAJIUCTA, cbrn. un. 158 B, 1. 1 ot HP[l 3a meguumHckute aeitHoctn 2014 r. (o6H. [1B 6p. 3 ot 10.01.2014
r.), Ha 30J1, Ha KOUTO ca M3aaBaHW NPOTOKOMM MO pPefa Ha HACTOSWMUTE U3UCKBAHUA, CrieaBa Aa ce NpunaraT BCUYKK
Heo6XxoAUMM AOKYMEHTM KaTo: amBynaTopHUTE NUCTOBE OT W3BBLPLUEHWUTE NpPerneaun, BTOPUAT eK3emnnap OT usgaseHuTe
NPOTOKOMNW, KONWA OT €NUKPU3N, EKCNEPTHU CTAHOBULLA U APYr JOKYMEHTU, KOUTO Ca OCHOBaHWe 3a W3jaBaHe Ha NpoToKor,
BCUYKW W3UCKBALLW CE U3CNEABaHWS, KOMWe OT NPUMoXeHue 1 Ha HaCTOSIUUTE N3NCKBAHUSA NMOMbIIHEHO MO CbOTBETHaTa
TOuKa, NOANUCAHO OT CreLmuanucTa, usaan npoTokona.

KOMUCUATA, uspnana npotokona Ha 30J1, cbxpaHsiBa BTOPU €K3eMMMsip Ha MPOTOKONa M BCUYKM Heobxoaumu
[OKYMEHTH 3a U3AaBaHeTo My.

Hacmosiwume u3uckeaHusi ca paapabomeHu Ha ocHogaHue yn. 56 om HauuoHaneH pamkoe 002080p 3a MeOUUUHCKUMe
detiHocmu 3a 2014 2oduHa (06H., 1B, 6p. 3 om 10.01.2014 2.) u enusam e cuna om 1 onu 2014 2., cbenacHo yn. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 e. 3a ycnosusima u peda 3a 3annawaHe Ha nekapcmeHu npodykmu no yn. 262, an. 6, m. 1
om 3akoHa 3a nekapcmeeHume npodykmu e XymaHHama MeouyuHa, Ha MeOUYUHCKU u3denusi u OuemuyHu XpaHu 3a
cneyuanHu meduyuHcku yenu (obH., B, 6p. 31 om 2007 2.).

L. VBUCKBAHUA HA H30K 3A NPOBEXOAHE HA NEYEHWUE NPU XUNEPNPONAKTUHEMUA B U3BBLHBONHUYHATA MOMOLL — 4
B cuna ot 1 1onu 2014 roauHa
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AEKﬂAPALIMﬂ 3A UHOOPMUPAHO CbIMMACUE C UBUCKBAHUATA 3A 3AMOYBAHE/ NMPOABIMKABAHE HA
TNEYEHUETO C NEKAPCTBEHUA NMPOAYKT

Cnej Kkato ce 3anosHax C usnata MW npejoctaBeHa MHGoOpMauMsi W UenTa Ha neyeHueTo C nekapcTBeHus
NP0 Y K T ex ek oestsonncssescssesasnsssasarssasnsasasarsrossasasesssorssssss SN W Crej KaTo nonyuyux uayepnatenHu oTroBopu
Ha NoCTaBeHUTE OT MeH BLNPOCK, AieKnapupam Ye:
1. Ule cnassam npenopbyaHaTa My CXEMa Ha NeYeHne U NEePUOAUYHOCT HA KOHTPOMHUTE Nperneau.
2. PepoBHO LWie ce sBBaM Ha KOHTPOMHW Nperneau W HsMa Aa MPOMEHSIM CaMOBOMHO WNW NOA APYro BHyLEHWe
HasHayeHaTa My Tepanus.
3. [lpu npeycTaHoBsiBaHe Ha NEYEHNETO MO NPUYMHKA, HENPOU3TUYALLM OT pelleHneTo Ha KomucusTa 3a ekcneptusu B
P30OK w/wunu Komucusita no un. 78, 1.2 ot 330, we yseaomsi He3abaBHO nuuHus cu nekap u P3OK v wwe BbpHa B
P30OK nocneaHus npoToKon, No KOWTO CbM nonyyaearn/a nekapcTBeHus NpoayKT.
4. [pun HecnassaHe Ha NOCOYEHUTE YCNOBUS NEYEHUETO MU C YNOMEHATIUS NeKapCTBEH NPOAYKT e Gbae npekpaTeHo u
HAMa fAia umam npeteHuun kbm H30K.

DORABDETODL................. RERIEE. . .......ooceeceresesiosssesasssnrss

34 VIBUCKBAHWA HA H3OK 3A NPOBEX/AHE HA NNEYEHWE NPU XMNEPNPONAKTUHEMUS B U3BBHBONIHUYHATA MOMOLL — 5 ‘
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