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[image: image2.jpg]U3UCKBAHUSA HA H3O0K MNMPU U3OABAHE HA MPOTOKOSU 3A NMPOBEXAAHE HA NEYEHUE HA
BOJTHU C LUM3O0PPEHUA B U3BBHHEOJIHUYHATA NOMOLL

MpOTOKONLT Ce W3AaBa OT CMeUUanucT C KOA Ha CNeuuanHocT ncuxuatpus, pa6otewm no aorosop ¢ H30K,
eKCNepTHOTO CcTaHoBMWeE ce usgasa OT chneunanuivpaHa KoMucusa B neyebHn 3aBeneHus 3a GONHUYHA
nomouw, cknounnu goroeop ¢ H30K. Cneunanuaupanute komucum ce cbajasat Cbe 3anoses Ha AupekTopa Ha
neuebHoto 3asesenne (J13) — KnuHuka no ncuxuatpusi B yHuBepcuteTckute GonHuum, MBAJ, AbpxasHu
NCUXUATPUYHM GONMHULM M LEHTPOBE 3a NCUXMYHO 3a4paBe.

|. PEQl 3A 3ABEPABAHE HA NPOTOKOJNUTE

MpoTokonu 3a:

1. 3anouBaHe M NPOAL/MKABAHE Ha NeYeHWe C KOHBEHUWOHANHW NepopanHn W [eno HeBponenTUuu:
Flupentixol, Zuclopenthixol {

2. 3anouBaHe W NpPoABL/KABaHE Ha rne4veHe C nepopanHu atunuuum antuncuxotmum: Sertindole,
Ziprasidone, Clozapine, Olanzapine, Quetiapine, Amisulpride, Risperidone ¢ dosa do DDD u Had
DDD u Aripiprazole u Paliperidone e dosa do DDD, 6e3 cryyaume Ha kombuHupana meparnusi

3. [MpemuHasaHe OT eavH KbM Apyr nepopaneH atunuueH awtuncuxotuk: Sertindole, Ziprasidone,
Clozapine, Olanzapine, Quetiapine, Amisulpride, Risperidone e dosa do DDD u wad DDD u
Aripiprazole u Paliperidone e dosa do DDD, 6e3 criyvaume Ha KoMbuHupaHa meparusi

4. MMpoabnxaBaHe Ha KOMBMHUPAHO NeYeHne C Nepopantn aTUMNUYHN AHTUNCUXOTUUM 6 003a do u Had DDD
(cned nupeoHavanHo odobperue om Komucusima e L|Y Ha H30K)

5. 3anoyBaHe M NpoOAbIDKABaHEe Ha rnedvewve C [eno atunuunu awtuncuxotuum: Risperidone,
Olanzapine u Paliperidone 6 doza do DDD u npoabrkaBaHe Ha feveHUETo € [eno aTunuyHu
aHTMNCUXoTUUM 8 Jo3a Had DDD (cned mepeorayanto odobperue om Komucusima e LY Ha H30K)

CNeumanucT, CKniouun « ‘[lpoTOKON 3a npeanucBaHe Ha nekapcrea, 3asepka B P30OK
porosop ¢ H30K 3annawanm ot H3OK/P30K" — 06p. M3-H30K T

A4

MpoTtokonu 3a:
1. 3anouyBaHe Ha NOAALPKAWO reYeHMe C NepopanHu aTMnuuHu awtuncuxotuum: Aripiprazole u
Paliperidone e dosa Had DDD
2. 3anouBaHe Ha KOMBMHMpaHO neveHue C atunuunu awtuncuxotuum: Sertindole, Ziprasidone,
Clozapine, Olanzapine, Quetiapine, Amisulpride, Risperidone, Aripiprazole u Paliperidone
(Hezaeucumo om dozama Ha omoenHume neKkapcmeeHu npoodyKmu)
3. 3anouBaHe Ha neveHue ¢ Aeno atunuuHu aHTuncuxotuum: Risperidone, Olanzapine u Paliperidone s

dosa Ha0 DDD
CNeunanucT, CKIi4mn | ¢ MonbnHeHo u nognucaHo npunoxexue 1 — NUCT 3a onpeaensHe Ha kputepuuTe
porosop ¢ H30K N0 CLOTBETHATA TOYKA C NPUNOXEHN BCUYKM HEOBXOANMMN AOKYMEHTN

npunoxexue 2
« “[poTokon 3a npeanuceaHe Ha nekapcrea, sannaiaun ot H3OK/P3OK" — o6p.

/ o AmbynaTtopeH NUCT/ eTanHa enukpusa C BCUYKW HeobXoauMM uscneasaHus no
M3-H30K

cneyunanuanpasa komucus

A 4

« EKCnepTHO cTaHOBULIE C AACHA MeAULMHCKa MOTUBaUMA

4

Komucus no un. 78, 1. 2 3asepka B P3OK
ot 330 8 LIY Ha H30K it

~ W3UCKBAHWUA HA H30K MPWU NPOBEX/AHE HA NIEYEHWE HA BONHU C LUM3O®PEHNA B U3BBLHEONHUYHATA MOMOLL - 2
% 8 cuna ot 1 anpun 2014 roguHa
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1. 30N nopasa nogroTBeHute AokymeHTH B P30K, Ha TeputopuaTa Ha KOSAITO € HanpaBuno u3bop Ha OIJI.
[loKkyMeHTUTe BKIIOYBaT:

1.1 3asBnenue no [lupekropa Ha P3OK.

1.2 MonbnHeHo 1 noanucaHo npunoxenue 1. Monbnea ce No CbOTBETHATA TOYKA M Ce Npunara oTpaseHaTta B UMGpos
MHAEKC MeaNLIMHCKa JOKyMEHTaUWs, YAOCTOBEpPsiBaLLA BCEKM €AVH OT KpuTepumTe.

1.3 MbnHuaT Habop uacneaBaHUs ((HU3UKANHU, MHCTPYMEHTaNHU W nabopaTtopHu), OTPaseH B NPUNoXeHue 2,

1.4 “MNpoToKkon 3a npeanucBaHe Ha nekapcTsa, 3annawanu ot H30K/P30K" - obp. M3-H30K, nspanen ot nekaps
cneuvanuct. Mpu HeobxoanmocT oT ekcreptusa ot Komucusta no un. 78, 1.2 ot 330, P3OK usnpawa 8 H30K konue Ha
npoTokona. MpoToKONbLT 3aAbMKATENHO Ce NOANNCBA OT BCUYKN YNIEHOBE Ha KOMUCUATA B ClyqauTe NocoYeHn B T. |

1.5 Konue ot npeaxoxaauy npoTokon. MpoTokonbT cneaga Aa CbAbpxa 0TPa3eHu N3NbIHEHNs Ha peuenty.

1.6 [leknapauus 3a nHchopmMUpaHo cbrnacue no obpaseu (npunoxexue 3)

1.7 Mpwm 3011 noa 18 roauuHa BbL3pacT 3asBMEHMETO U AeKnapauuaTa ce NoAnuMcBaT oT poauTen/ HaCTONHUK.

2. P30K npuema fokymeHTUTe No T. 1 cnepa cnpaBka OTHOCHO 3paBHOOCUrypUTenHus cratyc Ha 30J1.

3. lo nony4aBaHe Ha peweHue ot komucusita B LIY Ha H30K 30/1 npoabnkasa neyexve c nekapcTeen/m npoaykt/vn, ¢
KOWTO e NPOBeXAan NnevYeHMeTo A0 MOMEHTa Ha noaaBaHe Ha monb6ata U aokymeHTute B P30K.

4. ONUCAHUAT NbIeH KOMNNEKT AOKYMEHTH Ce U3UCKBA B CryyauTe, MPU KOMTO € ykasaHa Heo6X0AUMOCT OT pelueHue
Ha Komucus 3a ekcneptuan B P30OK unu Komucusita no un. 78, 7. 2 or 330 B LIY Ha H3OK. Mpu 3asepka B P30K ce
npeAcTaBsA NPOTOKONa U Konue oT aMGynaTopHMA NIUCT OT NOCNeAHUs NPernea nNpy cneumanuer.

= VBWCKBAHWUA HA H3OK NPU NPOBEXAAHE HA NEYEHWE HA BOJNHW C WWW30®PEHWA B N3BBHBEONHUYHATA MOMOLLY - 3
% B cuna ot 1 anpun 2014 roguHa
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NUCT 3A ONPEAENAHE HA KPUTEPUUTE MPU NPOBEXAAHE HA NEYEHUE HA BONTHU C LUM3O®PEHUA B
U3BBHBEONTHUYHATA NOMOLY

[ Mve: VT A R 6 s
[ me: L. Y S e G O P S

3abenexka: MeduuuHckama O0KyMeHmayus, ydocmoeepsiealya 6CeKu om Kpumepuume € rocoYeHa ¢ yugpa 6 UHOeKC U 3a0b/KumesnHo
npudpyxasa HaCMOAULOMO NPUIIOKEHUE.

A. KPUTEPUM 3A 3AMNOYBAHE HA NNEYEHUE C ATUMUYEH AHTUNCUXOTUK KATO CPEACTBO HA MbPBU
WU3BOP (SAABIMKUTENHO E HAITMYMETO HA NOHE EAWH OT KPUTEPUUTE)

Mo npeueHka Ha cneuyuanucta u 3aTpyaHeHWe npu B3UMaHEeTO Ha TepaneBTUYHO pelueHue nauueHTuTe morat Aa 6baat
HacTaHeHW Ha CTaluMoHapHO neYyeHne 3a oueHka HeobxoANMOCTTa OT NeYeHUe € aTUNNYHN aHTUNCUXOTULI.

1 | MbpBK ncuxoTuyeH enuson /e

2 | NpeobnagaBaHe Ha HeraTUBHA CUMNTOMATUKA 1%

12
3 MNpeobnagaBaxe Ha KOrHUTMBHA CUMNTOMATHKA

4 | Hanuuue Ha aheKTUBHN CUMNTOMM U CYUUMACH PUCK *

T

amBynaTopeH NnuCT/ etanHa enukpusa OT nperneA NPW CEUUAnuCT C NMOAPOGHM KNMHUKO-aHAMHECTMYHW AAHHW W SICHA MEAULMHCKa
MOTUBALWA 3a 3anouBaHe Ha nevenne ¢ AH kaTo CpeACTBO Ha Nbpeu u3bop

eNUKpU3a OT CTALMOHAPHO NeYeHne C AaBHOCT He noBeve OT 1 Mecel 40 AaTaTa Ha KaHAUAATCTBaHe

B. KPUTEPUM 3A NPEMUHABAHE OT NEYEHUE C KOHBEHLUWOHANEH HEBPOMNENTUK KbM NEYEHUWE C
ATUNUYEH AHTUMNCUXOTUK U 3A NMPEMMHABAHE OT EOWH KBbM [APYF ATUMUYEH AHTUMNCUXOTUK
(3AABMKUTENHO E HAITMYUETO HA NOHE EAWH OT KPUTEPUUTE)

Jlunca unNuM HepoCTaTbLYEH TepaneBTUYEH OTroBOp, Crief KaTto e NpoBeAeH NoHe eaAuH NbIeH Kypc Ha
neyeHue ¢ KOHBEHUMOHaneH/ aTunuyeH aHTUNCUXOTUK

2 | NepcucTMpaHe Ha eKCTPaNMPaMUAHKN CTPAHUYHN SBNEHUSA, BLNPEKN NPUNaraHeTo Ha KopekTopu ¢

2
3 | [pyrv cTpaHM4HU SBNEHNs, CBBLP3aHK C NPUNaraHeTo Ha KOHBEHUMOHaNeH/ aTUNNYeH aHTUNCUXOTHK

4 PuCK OT Bb3HUKBaHE Ha KbCHU AUCKUHE3Un 8

BLaHUKBAaHE M AOMWHMpaHe Ha HeraTMBHa WNW KOrHUTMBHA CUMNTOMATUKa, BOAEWMW AO BrOWEHO
NUYHOCTHO hyHKUMOHUpaHe

McUXOTHNEH PeUNAVS, A0BeN AC XOCNUTANM3auys, MU NPABUIHO NPOBEXAAHO MOAALPXALLO NeveHue
C KOHBEHUMOHANeH HeBPOnenTuK

6

7 | NepcucupaHe Ha KorHMTHBHYN NpoBremy

T
KoNnue oT peuenTypHaTa kHivkka Ha 30J1 unu eTanna envkpusa ¢ NoApoBHO onucaHue Ha NPoBeXAaHaTa A0 MOMEHTa Tepanus

amBynaTopHu NUCTW/ eTanHa enukpuaa, yAOCTOBEpPsABALLM NepcucTupae Ha EMNC, passuTi CTPaHWYHN peakumn, puck OT KbCHA AUCKUHE3Ns
WM NepCUCTUPaLIM KOTHUTUBHI MPOBAEMW B XOAA HA NEYEHUETO C KOHBEHLMOHANHWA HEBPONenTUK W/ WNu NpoMsHa B KNUHW4HATA
cumnTomaTuka

3aABLIMKUTENHO Ce NpeACcTaBs enukpuaa oT CTauloHapHO NeYeHne ¢ AaBHOCT He noseye ot 1 meceu A0 paTaTa Ha kaHauAaTCTBaHe

B. KPUTEPUW 3A NEYEHUE C CLOZAPINE (3AABIMKUTENHU CA: EAWUH OT KPUTEPUUTE MO T.B U NOHE
EQHW OT KPUTEPUUTE NO T.B):

1 TepaneBTUYHA PE3UCTEHTHOCT - fAa ca npoBeAeHW MOoHe [ABa HeycnewHW nbiHW Kypca Ha
AHTUNCUXOTUYHO NeYeHmne ¢ hapMakanornyHo pasnuyHn (BKN. aTUNUYHKU) HEBPONENTULUU

2 | [loMMHUpALWM NPOSIBA HA KbCHA ANCKUHE3Ns #

3 KnuHWYHA KapTUHA C YeCTU M ONACHKU arpecUBHU U aBTOArpecMBHU AeNCTBUA :

T
KONWe OT peLienTypHaTa kHkka Ha 30J1 unu eTanHa enukpuaa ¢ NOAPOBHO ONUCAHWe Ha NpoBEXAaHaTa A0 MOMEeHTa Tepanus

amBynaTopHW NUCTW/ eTanHa enukpuaa OT NperneauTe, YA0CTOBEPABALUM PUCK OT KbCHA AWCKUHE3NA UNW KNUHWYHA KapTUHa C YecTn u
ONacHu arpecuBHU U aBTOArpeCUBHI AGACTBUR

~ WU3NCKBAHWA HA H30K NPU NPOBEXAAHE HA NEYEHWE HA BONHW C WW30®PEHNA B N3BBHBONHUYHATA NOMOL - 4
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3abenexka: MeduyuHckama 0oKyMeHmayus, yoocmoeepsiealya 6cexu oM KpUmepuume e rocoyeHa ¢ yugpa 6 UHOEKC U 3a0bIIKUMEsNHO
npudpyxaea HaCMOSIU4OMO NPUSOKEHUE.

. KPUTEPUM 3A 3AMOYBAHE HA JNEYEHUME C KOHBEHUWOHANEH [ENO HEBPONENTUK
(BAOBIDKUTENEH E EAHW OT KPUTEPUWUTE MO T.I U NOHE EAQWH OT KPUTEPUMUTE MO T.A WIN T.B)

HecurypHo npuemaHe Ha opanHu hOPMM MNW HECHTPYAHWYECTBO Ha NauueHTa npu nepopanta
Tepanus

1

2 | HeKpUTUYHO OTHOLWEHWE Ha NauveHTa kbm GonecTra !

T konue oT peLienTypHa KHibkka Ha 30J1 ¢ nposexaraTa Tepanws
amBynaTopHW NUCTW/ eTanHa enukpu3a Unu enukpusa or neueGHO 3asejeHue 3a GonHnuHa nomow, cknlouwuno gorosop ¢ H3OK,
YAOCTOBEPABALLYM NepcucTUpaHe Ha ENC, passuTh CTPaHNYHN Peakuum, pUck OT KbCHA ANCKUHE3Ns

. KPUTEPUU 3A NPEMUHABAHE KbM NOAABLPXALLA TEPAMUA C AIO3A HALl DDD UM KOMBUHUPAHA
TEPANUSA C ATUNUYHU AHTUNCUXOTULN (BAOBIDKUTENHU CA U ABATA KPUTEPUSA)

YacTyeH WNu HenbrieH TepaneBTMYeH OTFOBOP, CreA KaTo e NpoBeaeH NoHe eAuH NbieH Kype Ha

1
nevyeHue ¢ aTuNuYeH HeBponenTukK A

2 | TepaneBTM4Ha PE3NCTEHTHOCT Cnea 2 HeBPOMENTUYHU Kypca -

T konue oT peLienTypHara kHixka Ha 30J1 WM eTanHa enukpuaa ¢ NOAPOGHO ONUCaHUe Ha NPOBEXAaHaTa A0 MOMeHTa Tepanus

eNUKpU3a OT CTALMOHApHO NeyeHne C AaBHOCT He noBeve OT 1 Mec. 40 AaTata Ha KaHauaatcTeaHe unu amBynatopHu nuctose/ eTana
enuKkpu3a, yA0CTOBEPABALLM TepaneBTUYHa PE3UCTEHTHOCT

E. KPUTEPUW 3A 3AMOYBAHE HA NIEYEHME C ATUMUYEH AEMNO AHTUNCUXOTUK ( SAOBIDKUTENEH E
EAHN OT KPUTEPUWUTE 1 WU 2 U NOHE EAHN OT OCTAHAIUTE, 3A OLANZAPINE - 3AQBIDKUTENEH E U
KPUTEPWUW 6, 3A PALIPERIDONE - 3AAB/DKUTENEH E U KPUTEPUN 7

HecurypHo npuemaHe Ha opantu (hOpMM UNN HECHTPYAHNYECTBO Ha NauMeHTa Npu nepopasta Tepanus
Tepanusi '

a

HekpuTUYHO OTHOLWEHWe HA NauueHTa kbm Gonectra ;

MepcucTUpaHe Ha eKCTPanUPaMUAHN CTPAHNYHU SIBNEHWS, BLINPEKN NPUIaraHeTo Ha KOPeKTopu 5

2
[pyru CTpaHUYHU SIBNEHUs, CBbP3aHu C npunaraHeTo Ha KOHBEHUMOHanNeH/ aTunuyeH aHTUNCUXOTUK

Puck OT Bb3HMKBaHE Ha KbCHa AUCKUHEe3UsA "

Mpu Beve cTabunUavMpaHu NaUUeHTV Ype3 MUHUMYM eAHOMEece4YeH nepopaneH MpuMem Ha onaH3anuH,
KaKTO 1 NP 3anoyBaHe Ha nevYeHue B CTaMoHapHa 06cTaHoBKa

o |lalalwln

Mpu Beye CTaBUNU3MPaHN MAUMEHTH Ype3 MUHUMYM eAHOMEeceyveH nepoparnieH NpueM Ha nanunepuaoH
MM PpUCNEPUAOH U NPY 3aMoYBaHe Ha fievyeHue B CTauMoHapHa o6cTaHoBka

~

Konue oT peLenTypHaTa kHinkka Ha 30J1 unu etanHa envkpuaa ¢ noapo6HO onvcaHue Ha NpoBexaaHaTa A0 MOMEHTa Tepanus
ambynaTopHu nucTu/ eTanHa enukpuaa, yAocTosepsBsalym nepcvcTupare Ha EMNC, passutv CTpaHNYHU peakumy, puck oT KbCHa AUCKUHEe3nA
ambBynaTopHi NUCTW/ eTanHa enukpuaa nm ennkpuaa ot nevebHo saseaenue 3a GonHUYHa NoMoLY, ckniouuno gorosop ¢ H30K

KONWe OT M3NbIIHEH NPeAXOAALY NPOTOKON 3a NepopaneH Npuem Ha onaHaanvH

KOMMe OT NPeAXOAEH NPOTOKON 3a NepopasneH NanunepuacH, NepopaneH PUCNEPUACH UK AENO PUCRepuAoH

o s w N o

3a6enexka: NOAbLMKUTENHOCT Ha NEpUoAa Ha NMEYeHne Npu nauneHT c HeaaeksaTteH OTroBop - 4-8 ceamuuM
npyn Manbk unu 6es TepanesTUyeH OTroBop U 5-12 ceaMUUM nNpW YaCTUYEH OTTOBOP (Cba/lacHo MeOUUUHCKU
cmakxdapm «[lcuxuampus’”)

OTroBaps Ha KpuTepuuTe 3a nevYeHue c 0 B AHeBHa no3a

= W3NCKBAHWA HA H30K NPWU NPOBEXIAHE HA NEYEHWUE HA BOJIHU C WW30®PEHWUA B U3BBHBOSIHUYHATA NOMOLLY ~ 5
% B cuna ot 1 anpun 2014 roguHa




[image: image6.jpg]1. NEYEBHO-AWATHOCTUYEH ANTOPUTBM
1. JIEKAPCTBEHM MNPOAYKTW, Bkniovenu B [lpunoxenue 1 wa MNC, kouto H3O0K 3zannawa B
CbOTBETCTBUE C AEWCTBALMTE HOPMATUBHN AOKYMEHTH.

1. NMOKA3AHUA W HEOBXOOWMM W3CNEABAHUA - cbrnacHo KkpaTkuTe XapakTepucTukn Ha

nekapcTeeHuTe npoaykTu

Tabnuua 1 - NepopanHn HeBPONENTULM U AHTUNCUXOTULM

MPUNOXEHWE 2

INN DDD Mepuoanynu uscnensanmus * MKB
Flupentixol 6 mg F200, FZ01, F205,
Zuclopenthixol 30 mg rR00; ?2%16‘ F20.5,
*  3aAbLIKUTENHO: aprepuanHo KPbBHO
HansraHe 1 CbpJeyHa Yecrtota - npu BCekn
npernea, oTpassiBaT ce B ambynaTopHus
nver
* EKI npeau sanoysaHe Ha neueHueTo F20
NeueHne He ce 3anousa, ako QT wHTepeana e wap | F20.0, F20.1, F20.5,
Sortinin eme 450 msec npu MbXKe 1 Npu KeHu. F20.6
e koHTponHo EKIM Ha Bceku wecT meceua v npu
BCSIKO NnokayBaHe Ha fo3ata
AKH, cbpaeuHata yectota ce OTpassiBaT npu BCeKW
npernea B ambynatopHus nucr; cuwosere ot EKI ce
CbXxpaHsBar B focueTo Ha 6onHus.
*  3aABLIDKUTENHO: aprepuanto KPBLBHO
HansiraHe W Cbpfe4YHa Yectota npu BCeku
npernea, oTpassiBat ce B ambynatopHus
nuer
«  EKI npeau 3anoyBaHe Ha nevyeHneTo R 201 F20.5
: Nleyenve He ce 3anousa unu ce cnupa, ako QT .0, 1, .5,
Ziprasidone & mo vHTepsana e Hag 500 msec. F20.6
*  koHTponHo EKIM Ha Bceku wecT meceua u npu
BCSIKO NnoKkaysaHe Ha ao3aTa
(donbnHuTenHu nokasawws 3a npeanuceaHe ca
Hanuuue Ha XvnepnponakTMHEMWs U HaAHOPMEHO
Terno.)
e [IKK - npean neuenueto, 1 nNbT CeAMUYHO
npes NbpeuUs Mecel U 1 NbT MECeYHo cnep
TOBa,;
" JleyeHue He ce 3anoyea Unu ce cnupa, ako 6posT Ha
Clozapine 300 mg neskouuTuTe € nop 3,5 x 10°! F20.0, F20.1, F20.5,
« Terno n BMI — BeaHbx Ha 6 meceua F20.6
e Kp. 3axap npean NEeYEHNeTo W BEAHBXK
FOANLIHO
e Terno u BMI — BeaHbx Ha 6 meceua npw
BCEKM  npernea,  oTpassBar ce B
ambynatopHusi nuctT
Olanzapine 10 mg Kp. 3axap — BeiHbX Ha 6 meceua F20.0, f:22%1s F20.5,
XONEecTepon W TPUIMULEPUAN — BEAHBX ;
FOAVLLIHO
e ASAT, ALAT - BeaHbX Ha 6 meceua
*  3aAbIKUTENHO: apTepvanto KPbBHO
HansiraHe U Cbp/leyHa Yectota — Npu BCeku
Quetiapine 400 mg Eaz:nen, otpasssar ce B ambynatophusi | F20.0, 5;1;%16 F20.5,
(MokasaHua 3a npeanucBaHe e W Hanuuue Ha
XunepnponakTuHemus.)
Amisulpride 400 m MpW KNMHWYHM NposBA Ha xunepnponaktuHemus ce | F20.0, F20.1, F20.5,
P 9 npoBexaa KOHCYNTaLus CbC CNeLManucT. F20.6

= WBNCKBAHUA HA H3OK NPU NPOBEXAAHE HA NEYEHWE HA BOJHU C LUIM3O®PEHUA B N3BBHBEONHUYHATA NOMOUY -
@ 8 cuna ot 1 anpun 2014 ropuna



[image: image7.jpg]= Terno u BMI - BegHbX Ha 6 meceua npu
BCEKW  npernes,  oTpasseBat  ce B
Risperidone 5mg ambynartopHusi nuct F20.0, F20.1, F20.5,
Mpy KNWHWYHW NPOSIBU Ha XUNEprponakTMHeMUsi ce F20.6
NpOBEX/4a KOHCYNTALWs CbC CNeumanyct.
B xona Ha nevyenneto npu 6onHu cbe 3axapeH anabet
Aripiprazole 15 mg wnu puckoBu cakTopu 3a Takbs ce nposexaa | F20.0, F20.1, F20.5,
PELOBEH ITIKEMUYEH KOHTPO. F20.6
* ypes, KpeaTWHWH — npeau 3anoyBaHe Ha
Paliperidone 6mg neyeHue 1 Ha 6 mec. (npu Gonkm ¢ Gu6peuro | F20.0, F20.1, F20.5,
yBpexaane) F20.6

* MocoueHnTe UacneaBaHus ca 3aabimkUTenHu. MpeacTassT ce Ha opurnHanHa naboparopHa GnaHka unu aasepeHo konue. B cnyvai, ye
ca BNUCaHu B eNUKPU3a C AaBHOCT A0 1 MeceL Npean kaHAWAATCTBAHETO He € HeobGX0AUMO NpeACcTaBAHeTo Ha naGopaTopHu 6naHku.

* 3a BCAKO ALNTOCPOUHO NOALPXKALLO NeveHne eanH NbT roauwHo MKK, AKK, ASAT, ALAT, GGT, ypes, kpbBHa 3axap, Xxonecrepon,
TPUrNUUEpUaK

Ta6nuua 2 MHKeKUMOHHM HEBPOMENTULM U aHTUNCUXOTULUN

INN DDD

MNepnoanynu nacneasanus *

MKB

Flupentixol 4mg

F20.0, F20.1, F20.5,
F20.6

Zuclopenthixol

15 mg

F20.0, F20.1, F20.5,
F20.6

Zuclopenthixol

50-150 mg (1-3 ml) i.m eaHOKpaTHO, Npn HEO6XOAMMOCT Ao3aTa ce NosTaps
npes uHtepsan ot 2-3 Axu. Mpunarar ce 06O Tpu 403N, T.€ Ao 9 amnynu!

F20.0, F20.1, F20.5,
F20.6

e Terno n BMI — BeaHwbX Ha 6 meceua npu Bcekun
npernea, oTpassBar ce B ambynaTopHus nucT

F20.0, F20.1, F20.5,

Risperig@ng 1.8 mg MpY KNUHWYHU NPOSIBU HA XWUNEpnponakTUHeMUs ce F20.6
NpoBexaa KOHCynTauus Cbe cneyuanuct
e Terno n BMI — BeaHwbX Ha 6 meceua npu BCekn
npernep, oTpasssar ce B ambynaTopHus nucT
Kp. 3axap - BeAHbX rOfNLIHO
Olanzapine 10 mg Xonectepon U Tpurnuuepuan — BeaHwx Ha 6 | F20.0,F20.1, F20.5,
meceua F20.6
e ASAT, ALAT - BeAHBX roiuLIHO
e EKI npean 3ancyBaHe Ha nevyexueto (npu
NauMeHTu C  W3BECTHO  CbpPAEYHO-CbAOBO
3abonsBaHe wunu amunHa aHamHesa 3a
Paliperidone 25 mg yAwmker QT uTepsan) F20.0, ?2%16. F20.5,

* ypesi, KpeaTUHUH — NPeAV 3anoyBaHe Ha neyeHne
M Ha 6 mec. (npu nauvenTn ¢ GuOpeyHo
yBpexaaHe)

* Mocovenute nscneaBaHuA ca sapbmkuTenHu. NpeacTassT ce Ha opuruHanHa nabopatopHa Gnaxka unu 3asepeHo konue. B cnydait, ye

Ca BnucaHu B ennkpusa c 4asHoCT 40 1 mecey npeaun kKaHAWAaTCTBaHeTo He e Heobxoanmo NPeACTaBAHeTOo Ha naGopaTopNu 6nankn
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1. Bb3pacToBara rpaHMua Ce U34UCIIsABA B HABBPLUEHN MOAWNHY - T.e. BKMIOYUTENHO KbM ataTta Ha u3jaBaHe Ha npotokona
OT cneynanuanpaHaTa KoMUcHs.

2. Mpu HasHayaBaHe Ha Tepanus No NPOTOKON 3a4bIKUTENHO ce CboGpassiBaT Bb3PAacTOBUTE OrpaHUYEHWsi, CbIMACHO
KpaTkaTa XxapakTepucTika Ha CbOTBETHUS NekapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JMXM.

3. H30K He 3annalia neyeHne U3BLH ykazaHaTa Bb3pacToBa rpaHuLa B kpaTkaTa xapakTepucTika Ha NpoaykTa.

4. H30K He 3annalia neyeHue ¢ A03n Haj MakCUManHo paspelueHnTe no KkpaTka xapakTepucTika Ha npoaykra.

5. B cnyuai Ha HacTbNUNa NoAo03upaHa Hexenaxa nekapcteeHa peakuws, nekapsat ysegomsasa WAJI no peaa Ha un. 183 ot
3NMXM. Konue ot cbobLueHreTo ce npunara kbM MeauLMHCKaTa gokyMmeHTaums Ha 30J1 npu kaHauaaTcTeaHe 3a nevexue.

6. MPU CNELUWAINUCTA, cbrn. un. 158 B, 1. 1 ot HP[] 3a meauuuHckute aeiHoctn 2014 r. (o6H. [IB 6p. 3 or 10.01.2014
r.), Ha 30J1, Ha KOMTO ca U3aBaHU NPOTOKONM MO PeAa Ha HaCcTOSAWMUTE U3UCKBAHUA, CrieaBa [Aa ce npunarat BCUYKu
Heo6XO0AMMMU AOKYMEHTU KaTo: amBynaTopHUTE NUCTOBE OT U3BBPLUEHUTE Npernean, BTOPUAT ek3eMnnsp oT usjaaeHuTe
NPOTOKOMM, KONUsSi OT enUKPU3N, EKCMEPTHU CTAHOBULLA U APYTM JOKYMEHTM, KOWTO Ca OCHOBaHWe 3a W3jaBaHe Ha NpoToKon,
BCMYKM MBUCKBALUM CE M3CNesBaHusi, KOnue oT npunoxenue 1 Ha HaCTOSMUTE U3UCKBAHMA MOMBLIIHEHO NO CbOTBETHATa
TOuKa, NOANUCAHO OT CneuuanucTa, usaan npoTokona.

Hacmosiwume u3auckeaHusi ca paspabomeHu Ha ocHogaHue yn. 56 om HayuowaneH pamkos 002080p 3a MeOUYUHCKUME
deliHocmu 3a 2014 200uHa (06H., B, 6p. 3 om 10.01.2014 2.) u enuzam & cuna om 1 anpun 2014 2., cbenacHo 4n. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 2. 3a ycnosusima u peda 3a 3annawaHe Ha nekapcmexu npodykmu no yn. 262, an. 6, m. 1
om 3akoHa 3a nekapcmeeHume npodykmu 6 xymaHHama meduuyuHa, Ha MeOUYUHCKU u3denusi u OUemMUYHU XpaHu 3a
cneyuanHu MeduyuHcku uenu (06H., B, 6p. 31 om 2007 e.).
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AEKNAPAUUA 3A UHOOPMUPAHO CBITIACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABLIMKABAHE HA
NEYEHUWETO C NEKAPCTBEHMUA NPOAYKT

cnea ce C usnata Mu npepocTaseHa UHopmaL 1Ta Ha NEYEHNETO C NeKapCTBEHUS
; . W cnea  Kato  Monyunx

LLle cnaseam npenopbyaHata M1 cxema Ha neve
 nperneay.
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