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I. NEYEBHO-AWATHOCTUYEH AJITOPUTBM
1. JIEKAPCTBEHW MNPOAOYKTW, BkniouyeHu B [lpunoxenHue 1 Ha [MNC, kouto H3OK 3annawa B
CBHLOTBETCTBUE C .qeﬁc-rsau.mre HOPMaTUBHU OOKYMEHTHU.

NPUNOXEHWE 2
|

1. NOKA3AHUA WU HEOBXOAUMW WICNEOBAHUA - cbrnacHo KpaTkuTe XapakTepucTukm Ha
nekapcTBEHUTE NPOAYKTU
Tabnuua 1 - MepopanHu HeBPONEeNTULIM U aHTUNCUMXOTULIN
|
INN DDD MepuoanyHu nscneaBaHus * MKB
" F20.0, F20.1, F20.5,
Flupentixol 6 mg F20.6
: F20.0, F20.1, F20.5,
Zuclopenthixol 30 mg F20.6
®  3aABLIDKUTENTHO: apTepuanHo KPBBHO |
HansraHe U CbpAevHa 4YecToTa - Npu BCekU
npernea, oTpassiBaT ce B ambynaTopHus
nvct
e EKI npeau 3ano4yBaHe Ha neyeHMeTo
Sertindole 16 mg JleyeHne He ce samousa, ako QT wmHTepeana e Wag | F20.0, F20.1, F20.5,
450 msec Npy MbXe U MPY KEHU. F20.6
e  KOHTpomnHo EKI™ Ha Bceku wwecT mecela u npu
BCAKO MoKayBaHe Ha fo3ata
AKH, cbpaeuHata 4yectoTa ce oTpasseaT Mpu BCEKU
npernea B ambynaTtopHus nucT; duwwosete oT EKI ce
CbXpaHsBaT B AOCUETO Ha 6ONHUS. |
®  3abIKUTENHO: apTepuanHo KPBBHO
HansraHe W CbpAeYHa YecToTa npu BCeku
npernea, oTpassBat ce B ambynaTopHus
nuer
e  EKI npeau 3ano4BaHe Ha NevyeHneTo
Ziprasidone 80 mg JleueHne He ce sanoyBa unM ce cnupa, ako QT | F20.0, F20.1, F20.5,
MHTepBana e Haa 500 msec. F20.6
e  koHTponHo EKI Ha Bceku wect meceua v npu |
BCSIKO MoKayBaHe Ha josarta '
(JonbnHMTENHM noKasaHus 3a MnpejnucsaHe ca
HanuuMe Ha XUMEepnponakTUHEMUS W HaAHOPMEHO
Terno.)
e [IKK — npeau neuyexueto, 1 nbT CeaMUYHO
npes nbpeus Mecel U 1 NbT MeceYHo crnep '
- ToBa; 2 .
. leyeHue He ce 3anoyBa Wnu ce cnupa, ako BposiT Ha
Clozaping 300 mg neskouuTuTe € noa 3,5 x 1071 F20.0, F20.1, F20.5,
e Terno u BMI — BegHbx Ha 6 Meceua F20.6
e Kp. 3axap Mpeau MEYEHUETO U BEAHBLX
rOANLLHO
e Termo u BMI — BegHbx Ha 6 meceua npu
BCEKW  mpernej, oTpassBaTr ce B
ambBynaTopHus nucT
Olanzapine 10 mg Kp. 3axap — BeAHbX Ha 6 MeceLa F20.0, ?2%16 F20.5,
XOrecTepon W TpUrnuUepuan — BeAHBX : /
rOAVLLHO
e ASAT, ALAT - BeaHbxX Ha 6 meceua
®  3aAbLIDKUTENIHO: apTepuanHo KPBBHO
HansraHe u cbpfeyHa YectoTa — Mpu BCeKn
o npernea, otpasseat ce B ambynatophus | F20.0, F20.1, F20.5,
Quetiapine 400 mg nﬂCT P ynarop! !
(MokasaHna 3a npeanucBaHe € U Hanuyne Ha |
XMNepnponakTuHeMUs..) .
. ° Mpy KNMHWMYHM NpoOsBM Ha xunepnponakTuHemusi ce | F20.0, F20.1, F20.5,
Amisulpride 400 mg NpOBEeXAa KOHCYNTaLusi CbC CreLnanucT. F20.6
B 5z, VIGUCKBAHUA HA HIOK NIPU NPOBEXHAHE HA NEYEHUE HA BOMHM C LIMBO®PEHNSA B U3BBHBEONHUYHATA MOMOU) - (')
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= Terno v BMI — BegHbx Ha 6 meceua npu

BCEKM  npernea,  oTpassBat  ce B

Risperidone 5mg ambynaTopHuUs IMCT F20.0, F20.1, F20.5,
Mpy KIMHWYHU NPOSIBU Ha XWNEepnponiakTUHemus ce F20.6
npoBekAa KOHCYNTALs CbC CNeLmManmcT.
B xo4a Ha neyeHneTo npu GonHu Cbe 3axapeH Anabet

Aripiprazole 15 mg WM puCKoBM dbakTopu 3a Takes ce nposexaa | F20.0. F20.1, F20.5,
PE/I0BEH TTIMKEMUYEH KOHTPOT. F206 |

e ypes, KpeaTMHMH — Mpean 3anousaHe Ha
Paliperidone 6 mg NeveHme 1 Ha 6 mec. (npy Bonkm ¢ 6u6peuno | F20.0, F20.1, F20.5,

yBpexaaHe)

F20.6

* [oCOYEHUTE MICTIeABaHUs Ca 33ALIDKUTENHM NPV 3anoyBaHe Ha neveHue. MPeACTaBAT ce Ha opuriHanHa nadoparopHa Gnaxka unu
3aBepeHo konue. B cryyaii, Ye ca BNUCAHW B ENvKpu3a C AABHOCT A0 1 Mecel NpeAy KaHANAaTCTBAHeTo He e HEoBX0ANMO NPEACTABAHETO
Ha nabopaTopHu GnaHku.
* 3a BCAKO ABLMTOCPOYHO MOABLPXKAWO FieYeHWe eAuH MbT roAMWHO ce ulcneasar MKK, OKK, ASAT, ALAT, GGT, ypes, Kp.bsﬁa
3axap, Xonecrepon, TpUrnuuepuan

Ta6nuua 2 UHXEeKLUMOHHU HEBPONEenTULU U aHTUNCUXOTULM

INN DDD MepuoanyHu nacneasanus * MKB
T
Flupentixol 4 mg F20.0, F20.1, F20.5,
§ F20.6
Zuclopenthixol F20.0, F20.1, F20.5,
15 mg F20.6

50-150 mg (1-3 ml) i.m egHOKpaTHO, Npu HEO6XOAMMOCT Ao3aTa ce NoBTaps
npes uHTepsan ot 2-3 AHu. Mpunarat ce o6wo Tpu 4031, T.e A0 9 amnynu!

F20.0, F20.1, F20.5,
F206

e Terno u BMI — BegHbX Ha 6 Meceua npu BCeKU
npernea, oTpassiBaT ce B ambynaTopHus nucT

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

Risperidone 2,7 mg Mpy KNUHWYHM MPOSIBU Ha XWMeprponakTuHemusi ce F20.6
i npoeexaa KoHcynrauusa CbC cneynanuct
e Terno u BMI — BegHbX Ha 6 meceua npu BCeKU
npernea, oTpassiBar ce B ambynaTopHus nuct
. Kp. 3axap - B€AHbX roaulHO ‘
Olanzapine 10 mg XonecTepon W TpurMuepuan — Beabx Ha 6 | F20.0,F20.1, F20.5,
meceua F20.6
e ASAT, ALAT - BeHBX roA1LIHO
e EKM npean 3anoyBaHe Ha nedyeHuero (mpu
nauMeHT C  W3BECTHO  CbPAEYHO-CbA0BO
Aripiprazole sabonsieaHe wvnu  hamunHa aHamHesa 3a |
yabmkeH QT uHTepearn) F20.0, F20.1, F20.5,
15 mg F20.6
B x0z1a Ha fie4eHneTo Npu GOIHM ChC 3axapeH auabet
WU pUCKOBW (haKkTopu 3a TakbB Ce MpoBexaa peaoBeH
rMUKeMUYEH KOHTPOI.
e EKI npeau 3anousaHe Ha rnedvexneto (npu
nauMeHT C  W3BECTHO  CbPAEYHO-CHAOBO
3abonsieaHe WNKM amunHa aHamHesa 3a
Paliperidone 2,5 mg yabmkeH QT nHTepsan) F20.0, ?2(()]16 F2.0.5,

o ypesi, KpeaTUHWH — NPE/M 3anoyBaHe Ha neyeHne
M Ha 6 wmec. (npu nauveHT c 6GbbpeuHo
yBpexaaHe)

' * MocoyeHUTe U3CNeaBaHUA ca 3aALMKUTENHN NPU 3ano4BaHe Ha neveHue. MpeACTaBAT Ce Ha OpUriHanHa nagoparopHa Gnanka unu
3aBepeHo konue. B cnyuail, Ye ca BIUCAHW B eNUKpU3a C AaBHOCT A0 1 Mecel| NPean KaHAUAATCTBAHETO He e HEOBXOAMMO NPEeACTaBAHETO
Ha nabopaTopHu GnaHku.
* 3a BCAKO ALNrOCPOMHO MOABLPKALLO NMeveHue eauH NbLT roAMWHO ce u3cneasar MNKK, OKK, ASAT, ALAT, GGT, ypes, Kp’heua
3axap, Xofnectepon, TpUrnuuepuan

»  V3UCKBAHWSA HA H30K MPY NPOBEXIAHE HA IEYEHME HA BOJHU C LUIK3O®PEHUA B N3BBbHEONHWYHATA MOMOLL — 7
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1. OBLLU U3UCKBAHUA ;

1. Bhapat:'roaa'ra rpaHuua ce u34ncnsea B HaBbPLUEHW rOAUHN - T.€. BKITOYUTESTHO KbM AaTaTta Ha u3gaBaHe Ha npoTokona
OT cneyuanusvpaHaTa KOMUCUs.

2. anI HasHayaBaHe Ha Tepanusi No NPOTOKOM 3aAb/KUTENHO ce C'b06p33ﬂBaT Bb3pacTOBUTE OrpaHuWYeHusi, CbrrnacHo
KpaTKaTa XapakTepucTuka Ha CbOTBETHUS IEKApPCTBEH MPO/YKT, yTBbpAeHa no peaa Ha 3JMXM.

3. H30K He 3annalua feyeHune U3BbH ykasaHaTa Bb3pacToBa rpaHnLia B kpaTkaTa XapakTepucTuka Ha npoaykra.

4. H30K He 3annalua neyeHve ¢ 4031 HaJ MaKCUMasiHO paspeLUeHUTe Mo KpaTka XxapakTepucTuka Ha npoaykTa.

5. B criyyail Ha HacTbNMNa NOAO3NPaHa HexenaHa NekapcTBeHa peakuus, nekapsit yseaomssa VAJT no peaa Ha un. 183 ot
3/INXM. Konve oT cboBLUeHNeTo ce npunara KbM MeauLmMHckaTa fJokymeHTaums Ha 30J1 npy kaHanaaTCTBaHe 3a neyeHue.

6. MPU CMELWATIUCTA, curn. un. 158 B, 7. 1 ot HP[] 3a meguuuHckute aeiHocT 2015 r. (06H. 1B 6p. 6 ot 23.01.2015
r.), Ha 30J1, Ha KOMTO ca M3gaBaHW NPOTOKONM MO peAa Ha HacTosILMTE U3UCKBAHUSA, crieBa Aa ce npunaraTt BCYUKK
Heo6xogumu AOKYMEHTU KaTo: aMGynaToprTe NUCTOBE OT U3BbPLUEHUTE nperneau, BTOPUAT ek3emnnsap oT wsganeHuTe
MPOTOKONK, KOMUSA OT eNUKpU3KW, EKCNepTHU CTaHOBULLA W APYTU AOKYMEHTH, KOMUTO Ca OCHOBaHue 3a u3gaBaHe Ha NpOoTOoKOor,
BCUYKM U3UCKBALLM CE U3cneaBaHusi, Konne ot npunoxeHue 1 Ha HacToSALWUTE U3UCKBAHUA NONBITHEHO MO CLOTBETHaTa
TOYKa, MOAMMCAHO OT CrieLmManucTa, usaan npoTokona.

7. CMNELUWAIIMSUPAHATA KOMMUCUA wuspasa Pewenne crnea npoBeaeHa AmGynatopHa npoueaypa Ne 38
»AMBynaTtopHo HabnogeHuMe W npocrnedsiBaHe Ha TepaneBTUYHMS OTFOBOP MNpU  NauUUEeHTW, nony4yasalu
CKLMNOCTPYBALLM NleKapcTBEHN NPOAYKTH No peaa Ha un. 78, T. 2 ot 330 Ha ocHoBaHue un. 29 1 un. 171 ot Pewenne
Ne P[-HC-04-24-1 ot 29 mapt 2016 r. Ha Hap3opHus cbBeT Ha H3OK u npepoctaseHa ot 30J1 meauumpcka
AOKyMeHTauusi. CrnieumanuaupaHaTta KOMMCHSI CbXpaHsBa einH eksemnnap ot PewwenveTo. MNpu ujasaHe Ha NPoOTOKON Ha
30J1, cbxpaHsiBa BTOpPM €K3eMMnsip Ha MPOTOKONAa, BCUYKM HeobXoaWMM AOKYMEHTW 3a M3LaBaHeTo My M Konue oT
npunoxexHue 1 Ha HaCTOAILMTE M3UCKBaAHUA, MOMNBLIIHEHO MO CBHLOTBETHATa TOYKA WM MOAMUCAHO OT 4YNeHOBETE Ha
crneuvanuaupaHaTa KoMUcus.

Hacmosuwume uauckeaHusi ca paspabomeHu Ha OCHogaHue 4n. 56 om HayuoHaneH pamkos 002060p 3a MeduuUHCKume
deliHocmu 3a 2015 200unHa (06H., B, 6p. 6 om 23.01.2015 2.) u PeweHue Ne PL-HC-04-24-1 om 29 mapm 2016 2 Ha
HadsopHusi cbeem Ha H30K, & usnbiHeHue Ha uyn. 54, an. 9 u un. 59a, an. 6 om 3akoHa 3a 30pagHOMO ocuzypsieaHe (06H.
/B 6p. 25 om 31.03.2016 2.), u enusam e cuna om 15 mapm 2017 2.

Est W3UCKBAHUA HA H30K MPU NMPOBEXIOAHE HA NNEYEHUE HA BOJIHU C LUM3O®PEHWNSA B U3BBHEONIHUYHATA MOMOLL - 8
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NPUNOXEHWE 3
|

OEKNAPALINA 3A UHOOPMUPAHO CBIMMACUE C UBUCKBAHUATA 3A 3AMOYBAHE/ NPOOABIMKABAHE HA
JIEYEHWETO C NEKAPCTBEHUA NMPOAOYKT

crnep KaTto ce 3amo3Hax C usnata My npejocTaBeHa MHGOpMauus U LenTa Ha NeYeHueTo C nekapcTBeHus
MPOAYKRE R it nenenenencnneeesemeee e svacsnennerens st st sasssvasssunssoes SOREAHES i M cnea  Kkato  nomyunx
134yepnaTtesiHi OTroBOPU Ha NOCTaBEHUTE OT MEeH BbNPOCK, AeKnapupam ye:
1. Le cnasBam npenopbyaHaTa My CXeMa Ha NeyeHne u NepMoaNYHOCT Ha KOHTPONHUTE /
nperneaw.
2. PepoBHO Lie ce ABABaM Ha KOHTPOIHU Npernean n HAMa 4a NPOMEHAM CaMOBOMHO U nog |
APYro BHyLLEHWe HasHayeHaTta My Tepanus.
3. [pv npeycraHoBsiBaHe Ha NEeYEeHWETO Mo NPUYUHU, HENPOU3STUYALLM OT PELLEHMETO Ha
KomucusTa 3a ekcneptuau B P3OK n/vnu Komucusara no un. 78, 1.2 ot 330, wie ysegoms . .
He3abaBHO NUYHUS CK néKap 1 P3OK, n we ebpHa B P30OK nocneaHus npoTokon, no KOWTo
CbM nosnyyasarn/a nekapCTBEHNA NpOAYKT.
4. Tlpu HecnasBaHe Ha NOCOYEHUTE YCIOBUS NEYEHNETO MW C YNIOMEHaTUs fiekapcTBeH NpoayKT
e 6bae npekpaTeHo 1 HAMa Aa umam npeteHunn kbM H3O0K.

[leKknapaTop:... st s M b et
(vme, npesume 1 hamunus)
|
T
]
o= VBUCKBAHMS HA H3OK MPU MPOBEXIAHE HA JIEYEHUE HA BONHU C WM3O®PEHMUS B M3BLHEONHUYHATA MOMOLL ~ 9
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N3NCKBAHUSA HA H30K NPU U3OABAHE HA MPOTOKOINU 3A MPOBEXOAHE HA JIEYEHME HA
BOJTHU C LUIN30DPEHUA B U3BBHBEONTHUYHATA NMOMOLL

MpoToKoNbT Ce M3paBa OT CeLManucTM ¢ Koa Ha cneuuanHocT 18 (ncuxuatpusa) u 34 (AeTcka ncuxmatpus),
pa6otewm no gorosop ¢ H30K unu ot cneunanusupaHa komucus. CrneunanmsmpaHute KOMUMCUM Ce Cb3/aBaT; CbC
3anoBeep Ha avpekTopa Ha neyebHoTo saseaeHue (N13) — KnuMHUKa nNo ncuxuaTpus B yHuBepcuteTckute GonHuum, MBAT,
AbPXaBHU MCUXUATPUYHU GONMHULIM 1 LEHTPOBE 3a NCUXUYHO 3apaBe.

1. PEQ] 3A 3ABEPABAHE HA NMPOTOKOJTUTE

MpoTokonu 3a:

1. 3anouBaHe u npoabkaBaHe Ha nevyeHue C KOHBEHLUWOHaNHW nepopanHu u aeno Heaponem‘uuu:
Flupentixol, Zuclopenthixol '

2. 3anoyBaHe W MNpoAbLMKABaHe Ha fleyeHue C nepopanHu atunnunmM antuncuxotuum: Sertindole,
Ziprasidone, Clozapine, Olanzapine, Quetiapine, Amisulpride, Risperidone ¢ dosa do DDD u Had
DDD u Aripiprazole u Paliperidone e 0o3a o DDD, 6e3 criyyaume Ha KOM6UHUpaHa mepanus

3. MpemuHaBaHe OT eAuWH KbM Apyr nepopaneH atunuuen antuncuxotuk: Sertindole, Ziprasidone,
Clozapine, Olanzapine, Quetiapine, Amisulpride, Risperidone s dosa do DDD u Had DDD u
Aripiprazole u Paliperidone s doza do DDD, 6e3 cryyaume Ha KOMbUHUpPaHa mepanus !

4. MpopbnxasaHe Ha KOMGUHMPAHO fieYeHWe C MepopariHy aTUNWUYHU aHTUNCUXOTMLUM 6 do3a 00 u Had DDD
(cned nupeoHayanHo odobperHue om Komucusima e L|Y Ha H30K)

5. 3anouBaHe Ha neueHue ¢ geno atunuunu antuncuxotuum ¢ INN Risperidone e dosa do DDD u
npoabkaBaHe Ha NeYeHMeTo ¢ Aeno atunuyHu antuncuxotuum ¢ INN Risperidone (e dosa Had DDD),
Olanzapine, Aripiprazole u Paliperidone (cred nspsoHavanHo odobpeHue om Komucusma e LY Ha H30K)

cneuvanucT, CKIYun o “poTokon 3a npeanucBaHe Ha nekapcTsa, 3aBepka B P30K
pAorosop ¢ H30K ”|  zannawaHu ot H3OK/P30OK” — 06p. M3-H30K

MpoTtokonu 3a:

1. 3anouyBaHe Ha NOAALPXAWO fleYeHWe C MepopanHu aTUNUYHKM aHTuncuxotuum: Aripiprazole ' u
Paliperidone & dosa Had DDD

2. 3anoyBaHe Ha KOMGUHMpaHO nedeHue c atunuunm antuncuxotuuu: Sertindole, Ziprasidone,
Clozapine, Olanzapine, Quetiapine, Amisulpride, Risperidone, Aripiprazole u Paliperidone
(Hezasucumo om dozama Ha omoesiHume feKkapcmeeHu nPodykmu) |

3. 3anou4BaHe Ha MeyYeHue C Aeno aTunuyHu aHTuncuxotuum: Risperidone (s dosza Had DDD), Olanzapine,
Aripiprazole u Paliperidone

o [lombrHEHO U MOANUCAHO NpUNoXeHne 1 — MUCT 3a ONpeaensHe Ha KpuTepuuTe
cneuuanucr, cknio4unn o o CbOTBETHATA TOYKA C MPUMOXEHWN BCUYKN HEOBX0ANMM AOKYMEHTN '
Aorosop ¢ H30K o AMBynaTopeH NIUCT C BCUYKM HEOBX0AMM U3CNEBaHNS MO MPUNOXEHNe 2

“IMpoToKon 3a NpeAnucBaHe Ha nekapcTea, 3annaaqu ot H30K/P3OK” — obp.
M3-H30K

/ e PelueHure Ha crieumanuaupaHa KoMUCHs C iCHa MeULIMHCKa MOTUBaLVS

e Enukpusa ot J13, cbabpxalla BCUYKM HEODXOAUMM MoKasaTenu v uscneasaHus
Nno NPUNOXeHWe 2 WU MPUIIOKEHW BCUYKM HeobXoaWMM nokasaTtenn no
npunoxeHue 2

o [MonbrHEHO 1 NOANUCAHO NPUMNOXeHNe 1 — NUCT 3a onpeaensiHe Ha KpuTepunuTe ¢
BCUYKM HEOOXOAUMN U3CreaBaHus

/ e ‘“poTokon 3a npeanuceaHe Ha nekapcTea, sannawanu ot H3OK/P30K” — o6p.

cneyuanuavpaHa kKomucus

A4

M3 —-H3OK (nognucaH oT YneHoBETE Ha KOMUCUATA) |

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

Eise WN3UCKBAHUSA HA H30K MPU MPOBEXXOAHE HA IEYUEHUE HA BOJTHU C LWWM30$PEHUA B U3BBLHBEONIHWYHATA MOMOLLY — 2
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1l. OBLLW MONOXEHUA i

1. 30N nopaBa noaroTBeHWTe AokymeHTH B P3OK, Ha TepuTOopusiTa Ha KOATO e HanpaBunio u3bop Ha onn.
[loKyMeHTUTe BKMIOYBaT:

1.1 3asienexue o [upektopa Ha P3OK

1.2 MonbriHeHo W nognucaHo npurnoxenue 1. MonbnBa ce No CbOTBETHATa TOYKa W Ce npunara oTpaseHaTa B uncppos
VHAEKC MeauLMHCKA JOKYMEHTaLMs, yAOCTOBEPsiBaLLA BCEKU €AUH OT KputepuuTe.

1.3 MbAHUST HaBop M3cneaBaHus (hUsnKanHy, MHCTPYMEHTArHW 1 TabopaTopHY), OTPaseHy B NPUIoXeHue 2

1.4 “lpoTokon 3a NpeanMcBaHe Ha nekapcTsa, 3annawadu or H30K/P30K™ — o6p. M3-H3OK, usnaaeH ot nekaps
cneumanucr. Mpu HeobXoAUMOCT OT ekcriepTuaa oT Komucusita no un. 78, 1.2 ot 330, P3OK wsnpawa 8 H30K konne Ha
npoTokona: MPOTOKOMLT 38 LIMKUTENHO Ce NOANUCEA OT BCUUKM YNIEHOBE HA KOMUCKMATA B Crly4auTe NOCOYEHU B T. |

1.5 OpuruHan Ha npeaxoxaaly npoTokon. MpoToKONLT creasa Aa CbAbpxa 0TPA3eHU U3NbIIHEHNs Ha peuenTu.

1.6 [leknapauus 3a uHopMupaHo cbrnacue no obpasel (npunoxexue 3) |

1.7 Mpwu 3071 nop 18 roauiuHa BH3PACT 3asIBNEHUETO U AEKNapaumaTa ce NOANUCEAT OT poauTen/ HaCTOWHUK.

2. P30K npuema aokymeHTUTe o T. 1 cresl cnpaBka OTHOGHO 3APaBHOOCUIYPUTENHUs cTaTyc Ha 30J1.

3. [o nonyyaBaHe Ha peLueHue oT komucusTa B LIY Ha H3OK 30J1 npoabnkasa neyexue ¢ nekapcTBeH/M NpoAaykKT/un, ¢
KOUTO € MPOBEXAaN NeYeHNeTo 40 MOMEHTa Ha NoJaBaHe Ha Mon6arta u gokymeHTuTe B P30K.

4. ONMCaHUAT MbNEH KOMNIEKT AOKYMEHTH Ce U3UCKBA B CrlyyanTe, Npyu KOMTO e yKa3aHa HeobxoaumocT oT pemeuue
' ha KomucusTta no un. 78, 1. 2 ot 330 B LIY Ha H3OK. Mpu 3asepka B P30OK ce npeactaBsi npoTokona u konue ot
amBynaToOpPHMS FIUCT OT NOCNEAHMA Npernea Npu cneumanuer.

¥ WU3UCKBAHMUS HA H30K MPU NMPOBEXOAHE HA IEYEHUE HA BONHU C LUM30®PEHNS B M3BBHBEONIHUYHATA MOMOLL - 3
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TNUACT 3A OMPEQENAHE HA KPUTEPUUTE MPU NPOBEXAAHE HA NEYEHUE HA BOIMHU C LUU3O®PEHUA B
U3BBHBONTHUYHATA MOMOLL

Wve: [ern] [ [ [ [ T [ T T [ |

3abenexka: MeouyuHcKkama 0oKyMeHmayusi, ydoCmoeepsieaa 8CeKU Om Kpumepuume e rocoyeHa ¢ yucpa 8 UHOeKc u Jadbmkumfnno
npudpyxaea HacMoAU,0MO MPUIIOKEHUE.

A. KPUTEPUM 3A 3AMOYBAHE HA NTEYEHUE C ATUMUYEH AHTUNCUXOTUK KATO CPEACTBO HA I'I'I:PBM
WU3BOP (3AOABIDKUTENHO E HANMMYUETO HA NOHE EAWH OT KPUTEPUWUTE)

Mo npeLeHKka Ha cneuvanucta u 3atpygHeHue npu B3UMaHeTo Ha TepanesBTUYHO pPELUEHME NauueHTuTe morat Aa GbAaT
HacTaHEeHU Ha CTauMoHapHO nevyeHne 3a oueHka Heoﬁxo,qmmocrra OT NneYeHne ¢ aTUNUYHU aHTUNCUXOTULIN.
|

1 | MbpBU NCUXOTUYEH enuson V2

112
2 | MNpeobnagaBaHe Ha HeraTUBHA CMMNTOMATHKa

3 | NpeobnagaBaHe Ha KOTHUTUBHA CMMMTOMAaTHKa 12

112
4 | Hanuume Ha acheKTMBHM CUMNTOMMU U CYMLIMAEH PUCK

T

aM6ynaTopeH JINCT OT NpEernea npu cneyuanuct ¢ I'lO,D,pOSHVI KIMUHWKO-aHAMHECTUYHU 1aHHN 1 ACHa MeAWNLUMHCKa MOTUBaLUA 3a 3ano4yBaHe
Ha neueHue ¢ AH kaTo cpeacTBO Ha MbpBU U3bop

€enuKpu3a OT CTaluMOHapHO NeYyeHmne ¢ 4aBHOCT He noseYe ot 1 mecel J0 faTaTa Ha kKaHAWAATCTBaHe

B. KPUTEPUW 3A NMPEMUHABAHE OT NEYEHUE C KOHBEHLIMOHATEH HEBPOJIENTUK KbM NEYEHUE C
ATUMUYEH AHTUMNCUXOTUK U 3A MPEMWUHABAHE OT EOWH KbM APYF ATUNWYEH AHTUMCUXOTUK
(BAOBIMKUTENHO E HANMYUETO HA NOHE EAUH OT KPUTEPUUTE)

Jlunca unu HepocTaTLu4eH TepaneBTUYEH OTroBOp, criea KaTto e npoBeAeH NoHe eAuH NbrieH Kypc Ha
JieyeHue C KOHBEHI.IVIOHaHeHI aTUNUYEeH aHTUNCUXOTUK |

2 I'Iepcuc'mpaue Ha eKcTpanupaMmuaHu CTPaHUYHU ABMNEHUA, BBMNPEKu npunaraHeTo Ha KOpeKTopu B

2
3 Ll.pyru CTPaHUYHU ABMEHUs, CBbpP3aHu C NpunaraHeTo Ha KOHBeHLWIOHaneHI aTunuyeH aHTUNCUXOTUK
HH

4 | PUCK OT Bb3HUKBaHe Ha KbCHM AUCKUHE3UN 2

Bb3HUKBaHe M AOMMHMpPAHE Ha HeratTuBHa wunu KOrHUTUBHA CUMNTOMartuka, BoAewu OO0 BroOWeHo
2
NIUYHOCTHO hYHKLMOHMpPaHe

6 MecuxoTnyeH peuvauBe, AoBen 4O XxocnuTanusauus, Npu npasunHo nNpoBeXAaHo NoaabLpXawo nevyeHne
C KOHBEHLMOHaneH HesponenTtuk

2
7 | NepcucupaHe Ha KOTHUTUBHU NpoGnemu

KOnMe OT peuenTypHaTa kHkka Ha 30J1 unn Apyra MEAUUMHCKa AOKYMEHTauwsi C NOAPOGHO OMUCaHUe Ha MPoBeXAaHaTa A0 MOMEHTa
Tepanus

amBynaTopHi IMCTW/ envKpU3a/i, yAOCTOBEpsiBalLM nepcucTupare Ha EMNC, passuTit CTPaHUUHIM PeakLm, PUCK OT KbCHa AMCKUHE3NS M
NEPCUCTUPALUY KOTHUTUBHY NPOBNIEMM B XOAA HA NIEYEHUETO C KOHBEHLMOHAMHMS HEBPONENTUK U/ UMK NPOMSAHA B KUHWYHATA CUMNTOMATUKE

3a4bLIMKUTENHO Ce NPe/CTaBA enukpu3a oT CTalLMOHapHO neYeHune ¢ 4aBHOCT He noBeYe OT 1 mecel A0 AaTaTa Ha KaHAUAATCTBaHe

B. KPMTEPUW 3A NEYEHUE C CLOZAPINE (SAOBIDKUTENHU CA: EOUH OT KPUTEPUUTE MO T.B U NOHE
EQHW OT KPUTEPUUTE MO T.B):

1 TepaneBTUYHa pPE3UCTEHTHOCT - [a Ca MpPOBEAEHN MOHe ABa HeycnewHu NbiHM Kypca Ha
AHTUMCUXOTUYHO NleyeHre ¢ hapMaKkanorMyHo pasfMyHM (BKM. aTUNUYHU) HeBponenTULM

2 | [oMMHMPpaLLM NPOSIBM HA KbCHA ANCKUHE3UsA 2 )

~ 2
3 KnuHuuna KapTUHa ¢ 4eCTU U ONacHU arpecMBHU U aBTOArpecuBHU AeucTeusa

T konue oT peuenTypHaTa kHwkka Ha 30J1 MU APYra MEAULMHCKA AOKYMEHTaUMA C NOAPOGHO ONMUCaHME Ha MPOBEXAaHaTa A0 MOMEeHTa
Tepanus

amBynaTopHn NUCTU/ enukpu3alv oT MPErNeAuTe, YAOCTOBEPABALUM PUCK OT KbCHA AMCKMHE3NA UM KNUHUYHA KAPTUHA C YECTM U onacHu
arpecuBHU 1 aBTOArPECUBHY AEHCTBUS

= W3UCKBAHMA HA H30K MPY NPOBEXOAHE HA NEYEHWE HA BONHN C LWWM3O®PEHUS B U3BBHEONHUYHATA MOMOLL ~ 4
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|
TIUCT 3A ONPEAENSAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA NEYEHUE HA BOJTHU C LUN3OPPEHUA B
U3BBHBONMHUYHATA MOMOLL

[Wwe: [ern] [ [ [ [ [ [ [ [ [ |

3abenexKa: MeOULUHCKama JoKyMeHmMauus, ydoCmosepsieaLlia 60eKU OM KDUMEPUUMe & M0oCoveHa C Yudpa & LUHOEKC U 3a0B/IKUMENHO
npudpyxaea HacCMosIU{OMO NPUOXKEHUE.

r. KPUTEPMM 3A 3AMOYBAHE HA TEYEHWE C KOHBEHUMOHAMNEH [ENO HEBPONENTUK
(3AOBIMKUTENEH E EAHW OT KPUTEPUUTE MO T.I U NOHE EAVH OT KPUTEPUUTE NO T.A UNN T.B)

HecurypHo npvemaHe Ha opanHu (POPMWU MNM HECHTPYAHWYECTBO HA NauveHTa npu nepopanka | |
Tepanus !

1

1
2 | HeKpUTMYHO OTHOLUEHUE Ha NauueHTa KkbM 6onecTTa

1

Konue OT peuenTypHa kHikka Ha 30J1 ¢ nposexpaHaTa Tepanus
2

amBynaTopHU NUCTM Wnu enukpusa/m OT neuebHO 3aBeAeHwe 3a GONMHWYHA MOMOLY, CKMIOYMIO AOTOBOP C H30K, yaocTosepssalun
nepcucTupaHe Ha ENC, passuTi CTPaHUYHN PEaKUuK, PUCK OT KbCHA ANCKUHE3NS

I. KPUTEPUM 3A MPEMUHABAHE KbM NOAABPXALLIA TEPATMUA C O3A HAL DDD U KOMBWUHUPAH
TEPAMUA C ATUMUYHU AHTUNCUXOTULN (SAIBIDKUTENTHU CA U ABATA KPUTEPUA) '

4 | YacTHUeH unu HembneH TepanesTA4eH OTTOBOP, Criea kaTo e npoBeaeH NMoOHe €AWH MbIieH Kypc Ha
nie4yeHue ¢ aTUNUYeH HeBponenTukK !

2 | TepaneBTMYHa PE3UCTEHTHOCT Crief 2 HEBPONENTUYHU Kypca 2

T konue oT pelenTypHaTa KHmkka Ha 30J1 UK Apyra MeAUUMHCKA AOKYMEHTaUWsi C NOAPOGHO onucaHwe Ha npoBexaaHara Ao MoMeHTa
Tepanus |

©NUKPU3A OT CTALMOHAPHO NEYeHNe C AABHOCT He NoBeue OT 1 MeC. A0 Aatata Ha KaHAWAATCTBaHe Uni amOynaTopHy NUCTOBe/ eTanHa
ennKpu3a, YA0CTOBEPSIBALLN TEPANeBTUYHA PE3UCTEHTHOCT

E. KPUTEPUU 3A 3AMOYBAHE HA NEYEHWUE C ATUMWYEH OEMO AHTUMNCUXOTUK ( SAABIMKUTENEH E
EQHW OT KPUTEPWUWUTE 1 UMK 2 U NOHE EOHU OT OCTAHANUTE, 3A OLANZAPINE — 3AOBIDKUTENEH E 1
KPUTEPWMW 6, 3A PALIPERIDONE — 3AOBIMKUTENEH E U KPUTEPUN 7, 3A ARIPIPRAZOLE — 3AABIDKUTENEH E U
KPUTEPUM 8, 3A OENO AHTUMCUXOTUK PALIPERIDONE — 3AABIDKUTENEH E U KPUTEPUW 9

1 HecurypHo npuemaHe Ha opanHu hopMM UM HECHTPYAHNYECTBO Ha NauMeHTa Npyu nepoparnHa Tepanus
Tepanus '

2 | HeKpUTMYHO OTHOLLEHME HA MaLMeHTa KbM GonecTra 1 |

3 | MepcucTMpaHe Ha eKCTPaNMpPaMMAHW CTPAHWYHM ABNEHUS], BLMNPEKWU NpuaraHeTo Ha KopekTopu 2

4 ﬂpyru CTPaHUYHU sIBNEHUS, CBP3aHu C npunaraHeTo Ha Kouseuuuouaneul aTUnNU4YeH aHTUNCUXOTUK 2

5 | PucCK OoT Bb3HUKBaHe Ha KbCHa AUCKUHE3Us 4

i 6 an Bevye c‘ra&unusupauu nauueHTu 4pe3 MUHUMYM eaHoMeceyeH nepopaneH npueM Ha onaH3anwuH,

KaKToO U Npu 3ano4ysaHe Ha neYyeHue B CTauMoOHapHa obcTaHoBKa '

7 Mpu Beye CTaBUNM3NPaHN NaLUMUEHTV 4YpPe3 MUHUMYM €QHOMEeceuyeH nepopaneH npuem Ha nanunepuaoH
WY pUCNepUAOH M NpU 3anNoYBaHe Ha neyeHve B cTaumMoHapHa obcTaHoBka |

8 Tpu Bede CTaGUNM3MpaHN NAUMEHTV Ype3 MUHMMYM efHOMECEYEH NepopaneH NpueMm Ha apununpason,
KaKTO ¥ NpM 3anoyBaHe Ha ieYeHne B CTauMoHapHa o6cTaHoBka

9 an Beye c1'a6v|nu3upanu NauueHTu Ype3 MUHUMYM yeTupuMmece4Ho npunoxeHue Ha egHomMece4eH geno
aHTuncuxoTuk Paliperidone, Npy KOUTO He Ce M3UCKBA KOpPUrMpaHe Ha aosara '

T konne oT peLienTypHaTa KkHikka Ha 3OJ1 WU ApYra MEAWUMHCKA AOKYMEHTAUWS C MOAPOBHO OnMCaHue Ha MpoBexXjaHara Ao MOMEeHTa
Tepanus

amBynaTopHy IMCTI/ eNuKpu3alu, yAOCTOBEPSBALLM NepcucTUpaHe Ha ETNC, pasBuTyi CTpaHUiHM peakumum, PUCK OT KbCHA ANCKUHEINA |
amBynaTopHN NIUCTU UMK enukpusa/i oT nevebHo 3aBejieHne 3a BoMHUYHa NoMoLL, ckoumnno Aorosop ¢ H30K

KOMWe OT NPEAXOAEH NPOTOKON 3a NepopaneH Npuem Ha onaH3anuH

KOMWE OT NPEAXOAEH NPOTOKON 3@ NEpOpaneH nanunepuaoH, NnepopaneH PUCNEPUACH UMK ASNO PUCTEPUACH

Konme OT NPeAXOAEH NPOTOKON 3a NepopaneH npuem Ha apununpason

KONWE OT NPEAXOAEH NPOTOKON 33 AENO aHTUNCUXOTUK NANNNEPUACH

~N o aaeN

3aBenexka: NOLBIKUTENHOCT HA NEPUOAA Ha NeYeHNe Npu NaLMEHTU C HeaaeKsaTeH OTroBop - 4-8 ceamMuLM
npu manbk unu 6e3 TepaneBTUYeH OTroBOp M 5-12 ceaMUUM Npyu 4acTUYEH OTroBOp (cbenacHo MedUUUHCKU
cmaH@apm «[lcuxuampus”)

O'rrosapﬂ Ha KpuTepuuTe 3a rnevyeHue c B B AHEBHa Ao3a

MOANMUC HA CAELMANTUCTA: . ......ooeereenieaeiisnenene
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