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U3UCKBAHWUA HA H30K NPU U3OABAHE HA MPOTOKONU 3A NPOBEXOAHE HA NNEYEHUE HA

BOJIHU C LULM3ODPEHUA B U3BBHBEONHUYHATA NMOMOLLY

MpPOTOKONLT Ce M3naBa OT CMeuManucTU ¢ KoA Ha cneuuanHocT 18 (ncuxuatpus) m 38 (aetcka ncuxuatpus),
pa6oTewu no gorosop ¢ H30K unu ot cneuuanusmpaHa komucusa. CneunanusmpaHuTe KOMUCUM Ce Cb3daeaT CbC
3anoBes Ha aupekTopa Ha nevebHoTo 3aseaeHue (J13) — KnuHuKa no ncuxuaTpusi B yHuBepcuteTckute 6onHuum, MBATT,
ObpPXaBHU NCUXUATPUYHM BONMHULIM U LIEHTPOBE 3a NCUXUYHO 34paBe.

I. PEQl 3A 3ABEPABAHE HA NMPOTOKOJIUTE

MpoTtokonu 3a:

1. 3anouBaHe W NpoAbIDKaBaHe Ha JleYeHMe C KOHBEHLMOHANHW NepopariHu M [eno HeBponenTUuu:
Flupentixol, Zuclopenthixol
2. 3anoyBaHe M MNpoAbMXaBaHe Ha rnedeHue C nepopanHu atunuyHu antuncuxotuum: Sertindole,
Ziprasidone, Clozapine, Olanzapine, Quetiapine, Amisulpride, Risperidone, Aripiprazole s dosa
do DDD u Had DDD u Paliperidone u Cariprazine e dosa do DDD, 6e3 cnyyaume Ha KombuHupaHa meparus
3. [MpemuHaBaHe OT eAMH KbM Apyr nepopaneH atunuueH antuncuxotuk: Sertindole, Ziprasidone,
Clozapine, Olanzapine, Quetiapine, Amisulpride, Risperidone, Aripiprazole s doza do DDD u Had
DDD u Paliperidone u Cariprazine e dosa do DDD, 6e3 crnyyaume Ha KombuHuUpaHa meparnus
4. TMpoabmkaBaHe Ha KOMOMHMPAHO fieYEeHUE C NEepopariHv aTUNMUYHU aHTUNCcUxoTUUm 6 do3a do u Had DDD
(cned nbpeoHayanHo odobpeHue om Komucusma e LJY Ha H30K)
5. MpombnxaBaHe Ha ne4YeHMeTo ¢ Aeno atunuuHu aHtuncuxotuum ¢ INN Olanzapine, Aripiprazole u
Paliperidone (cred nbpeoHavanHo odobpeHue om Komucusima e L{Y Ha H30K)
CrneuvnanucT, CKNno4un .| ¢ “lMpoTokon 3a npepnuceBaHe Ha nekapcTea, .| 3asepka B P30OK
porosop ¢ H30K "1 sannawanu ot H3OK/P3OK” — 06p. M3-H30K e

MpoTokonu 3a:

1. 3anouyBaHe Ha noOAALPXAWO fleYeHWe C nepopanHu atunuuynu antuncuxotuuu: Paliperidone wu
Cariprazine g doza Had DDD
2. 3anouBaHe Ha KOMOMHMpaHO neuyeHue c¢ artunuudm adtuncuxoruumu: Sertindole, Ziprasidone,
Clozapine, Olanzapine, Quetiapine, Amisulpride, Risperidone, Aripiprazole, Paliperidone wu
Cariprazine (Hezasucumo om dozama Ha omoenHume f1ekapcmeeHu npodykmu)
3. 3anousaHe Ha neveHue ¢ aeno atunuy4nm antuncuxoruum: Olanzapine, Aripiprazole u Paliperidone
e [loNbIHEHO ¥ NOAMMCAHO NPUMOXeHUe 1 — NUCT 3a ONpeaensiHe Ha KpuTepuuTe
T — No CbOTBETHATA TOYKA C NPUMOXEHWN BCULYKU HEODXOAUMU AOKYMEHTH
norosop ¢ H30K e AMOynaTopeH NUCT C BCUYKM HEOOXOAMMM U3CNeABaHNs N0 MpunoxexHve 2
e ‘[MpoTokon 3a npeanuceaHe Ha nekapctea, 3annawanu or H30K/P30OK” — obp.
M3-H30K
/ e PelleHune Ha cneumnanuampaHa KOMUCUs C iCHa MeAULMHCKa MOTMBaUMS
Enukpusa ot J13, cbabpxalla BCUYKM HeobXxoaummu nokasatenu v u3cneaBaHus
Nno NpUNOXeHUe 2 WM NPUNOXKEHU BCUYKM Heobxoaumu nokasatenu mno
cneyuvanuampaHa KoMUcus = npunoxexue 2
"| e [MonbnHeHo u nognMcaHo NpuUnoXeHue 1 — NIUCT 3a oNpeaensiHe Ha KpUTEPUUTE C
BCUYKM HEOBX0AMMM U3CneaBaHUsS
e ‘[lpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawanu ot H30K/P3OK” — obp.
/ M3 -H30K
Komucusi no un. 78, 1. 2 .| 3aBepka B P30K
ot 330 B LY Ha H30K
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Il. OBLLU MONOXEHUA

1. 3001 nopaBa noaroTBeHuTe AokymeHTM B P30K, Ha TepuTopusiTa Ha KOSATO e Hanpaeun u3bop Ha OIMJL.
[JokymeHTUTE BKIIOYBAT:

1.1 3asBnexue [j0 [Jupektopa Ha P3OK

1.2 MonbnNHEHO M NoANMCaHO mpunoxeHue 1. MonbnBa ce N0 CbOTBETHATa TOYKa M Ce mpunara oTpaseHaTa B uudpos
MHOEKC MEAULMHCKA JOKYMEHTaUus, yaoCToBepsBalla BCeKU euH OT KpuTepumTe.

1.3 MbNHUAT Habop uscneasaHus (PU3NKANHU, MHCTPYMEHTANHU U NabopaTopHK), OTPa3eHn B NPUoXeHue 2

1.4 “NpoTokon 3a npeanucBaHe Ha nekapcTsa, 3annawann ot H30K/P30K” — obp. M3-H3OK, usganeH ot nekap
cneuvanuct. Mpu HeobxoaMMOCT oT ekcnepTusa oT KomucusaTa no un. 78, 1.2 ot 330, P30OK usnpaiwa 8 H30K konve Ha
npoTokona. MPOTOKOMbT 3a4bIHKMTENHO CE NOAMMUCBA OT BCUYKM YNIEHOBE Ha KOMUCKSTA B Clly4anTe NoCOYEHU B T. |

1.5 OpuruHan Ha npeaxoxaaly npoTokor. [poTokoNbT cneasa Aa CbAbpXa OTPa3EeHU USNBITHEHUS Ha peLenTu.

1.6 Jeknapauus 3a uHPoOpMUpPaHO cbriacue no obpasew (npunoxexue 3)

1.7 Mpw 30J1 noa 18 roavwHa Bb3pacT 3asABNEHMETO U AeKnapauusaTa ce NoanucseaT oT poauTen/ HaCTOWHMUK.

2. P30K npuema [OKyMEHTUTE MO Touka 1 crieq cnpaBka OTHOCHO 3[paBHOOCUrypuTenHus cratyc Ha 30J1.

3. [lo nony4aBaHe Ha pelueHue oT komucusta B LIY Ha H30K 30J1 npoabmkaBsa neyeHune ¢ nekapcTeeH/u npoaykr/vu, ¢
KOWUTO e NPoBeXAaarn re4YeHeTo 40 MOMEHTA Ha noAaBaHe Ha Monbata u aokymeHTtute B P30OK.

4. ONUCaHUAT MbIeH KOMMMEKT AOKYMEHTU Ce U3UCKBA B cryyauTe, PpU KOUTO € yKa3aHa Heo6XoaAuMOCT OT pelueHue
Ha Komucusita no un. 78, 7. 2 ot 330 B LY Ha H3OK. Mpwu 3aBepka B P30OK ce npeactaBAaT npoToKosn U Konue oT
amGynaTopeH NUCT OT NOCNeAHUN Npernea npu cneuuanucr.
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NPUNOXEHWE 1

TNUCT 3A ONPEOENAHE HA KPUTEPUUTE NPU NPOBEXOAHE HA NNEYEHUE HA BONHWU C LUN3O®PEHUA B
N3BBHBONMHUYHATA MOMOLL

[ Mme: [ern] [ [ [ [ [ 1 [ [ [ |

3abenexka: MeduluHCKkama 0oKyMeHmayusi, ydocmosepsisalua 8CeKU om Kpumepuume e nocoyeHa ¢ uugpa 6 UHOBKC u 3a0bIIKUMEsTHO
npudpyxaea HacMoAUW0MO MPUsIOXKeHUe.

A. KPUTEPUU 3A 3ANOYBAHE HA NEYEHUE C ATUNMUYEH AHTUNCUXOTUK KATO CPEACTBO HA MbPBU
U3BOP (BAABINKUTENHO E HANMUYUETO HA NMOHE EAUH OT KPUTEPUUTE)

Mo npeueHka Ha cneuuanucta U 3aTpyAHEeHWe Npu B3MMaHETO Ha TepaneBTUYHO pellueHWe nauueHTuTe morat Aa 6bvaar
HacCTaHeH Ha CTauUOHapHO nevYeHne 3a OLUeHKa HeobXxo4MMOCTTa OT NeYeHne C aTUMUYHN aHTUNCUXOTULIN.

112
1 MbpBU NCUXOTUYEH enuson

112
2 | NpeobnapaBaHe Ha HeraTMBHA CUMNTOMAaTUKA

112
3 | NpeobnagasaHe Ha KOTHUTUBHA CUMNTOMAaTUKa

172
4 | Hanuuue Ha acheKTUBHM CUMNTOMMU U CYMLIMAEH PUCK

1
amBynaTopeH NUCT OT Mpernes npu cneunanuct ¢ NoAPOOHN KIMHNKO-aHaMHECTUYHN AaHHK U SCHA MEeAMLMHCKa MOTUBaLMA 3a 3anoysBaHe
Ha neveHue ¢ AH kaTo CpeACTBO Ha NbpBu 3bop

enukpuaa oT CTaumoHapHO neYyeHne C 4aBHOCT He nosede oT 1 mMecel 40 AaTaTa Ha KaHAuaaTcTBaHe

B. KPUTEPUU 3A NMPEMUHABAHE OT JIEYEHUE C KOHBEHLUWOHAJIEH HEBPONENTUK KbM JNIEYEHUE C
ATUNUYEH AHTUMCUXOTUK WU 3A MNPEMUHABAHE OT EOUH KbM QOPYF ATUMWYEH AHTUMCUXOTUK
(BAOBIDKUTENHO E HANMUMYUETO HA NOHE EAUH OT KPUTEPUUTE)

1 Jlunca unu HepocTaTbyYeH TepaneBTUYEH OTroBOpP, Crea KaTto € NpoBefeH NoHe eAuH NblieH Kypc Ha
neYeHue ¢ KOHBEHUMOHaNeH/ aTMNUYeH aHTUNCUXOTUK

2
2 | MepcucTupaHe Ha eKCTpanMpPaMUOHN CTPAHUYHU ABMIEHUS, BLMPEKU NPUNaraHeTo Ha KOPEKTopu

2
3 D,pyru CTPaHUYHU AABEHUA, CBbP3aHU C NpuUnaraHeTo Ha KOHBEHLUUOHaneH/ aTunu4yeH aHTUNCUXOTUK

4 PucKk OT Bb3HUKBaHe Ha KbCHU AUCKUHE3UN 2

Bb3HUKBaHe M OOMMHMpaHe Ha HeraTMBHA WNM KOTHUTMBHA CUMMNTOMaTWUKa, BOAEWM A0 BIIOWEHO
NUYHOCTHO (PYHKLUMOHUPaHE A

6 McuxoTuyeH peunauBe, goBen A0 Xocnuranusauus, Npy NpaBUHO NpoBeXaaHo NoAnobpXalo nevyeHue
C KOHBEHUMOHASIEH HEeBPONenTUK

7 | MNepcucupaHe Ha KOTHUTUBHU NpoGnemu :

T
MeANLUMNHCKA A OKYMEeHTauus C ROADOGHO onucaxHune Ha npoeexjaHarta 40 MOMEHTa Tepanusa

amBynaTopHu nucTw/ enukpusa/u, yaocToBepsBalLy nepcucTupare Ha EMC, passuTu CTpaHUYHN peakuum, pUck OT KbCHa AUCKUHE3Ns unu
NepCUCTMpaLLV KOTHUTUBHY NPobriemMu B XOAa Ha NNEYEHNETO C KOHBEHLMOHANHUA HEBPONENTHK W/ N NPOMAHA B KNUHMYHATa CMMNTOMAaTuKa

3a4BLIMKUTENHO Ce NpejCTaBssa enukpusa oT CTalMoHapHOo feveHne ¢ 4aBHOCT He noseye oT 1 mMecey A0 AaTaTa Ha kKaHAWAaTCTBaHe

B. KPUTEPUU 3A NEYEHUE C CLOZAPINE (SAOBIMKUTENHU CA: EAWH OT KPUTEPUUTE NO T.B U NOHE
EOHWU OT KPUTEPUUTE MO T.B):

1 TepaneBTUYHA pPE3UCTEHTHOCT - Aa ca npoBedeHM MOHe [ABa HeycnewHW NbMHU Kypca Ha
AHTUNCUXOTUYHO fleYeHne ¢ hapMaKanormyHo pPasfuyHu (BKNIOYMTENHO aTUMMYHU) HEBPONENTULM

2
2 | JloMUHMpaLLM NPOSIBU HA KbCHA AUCKUHE3Us

< 2
3 KnuHu4yHa KapTMHa C 4eCTU U ONacHu arpecuBHU U aBTOarpeCuUBHU OencTeus

T
MeAnUNHCKa 40KyMeHTaunAa ¢ ﬂOApOGHO onucaHune Ha nposexgaHarta 40 MOMEeHTa Tepanus

aM6ynaTopHM NUCTW/ enukpusa/v oT nperneauTe, yA0CTOBEPSABALLM PUCK OT KbCHA AUCKUHE3NA UNU KNUHWYHA KApTUHA C YeCTu 1 onacHu
arpecuBHN N aBTOArpeCUBHU 4eNCTBUS
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NPUNOXEHUE 1

NUCT 3A ONPEOENAHE HA KPUTEPUUTE NPU NPOBEXOAHE HA NNEYEHWUE HA BOMNMHU C LUM3O®PEHUA B
U3BBHBOMHUYHATA NMOMOLL

Mve: [ern] [ [ [ [ [ T [ [ [ |

3abenexka: MeduyuHckama 0oKyMeHmauus, yoocmosepsisala 6CeKu om Kpumepuume e nocoyeHa ¢ uugpa 8 UHOEKC u 3a8bIKUMesTHo
npudpyxaea HaCMosIU,0MO MPUSIOXEHUe.

r. KPUTEPMU 3A 3AMOYBAHE HA JEYEHUME C KOHBEHUWMOHANEH [OENO HEBPONEMNTUK
(BAOBIMKUTENEH E EQHU OT KPUTEPUWUTE NO T.I U NOHE E[IVUH OT KPUTEPUUTE NO T.A UITU T.B)

HecurypHo npuemaHe Ha opanHu (OPMM UMM HECHTPYAHUYECTBO Ha MauueHTa npu nepopanHa
Tepanus

1

1
2 | HeKpuTUY4HO OTHOLLUEHME Ha MauueHTa KbM 6onecTtra

1
MeANUMHCKa AOKYMEHTaUnA C ﬂOApOﬁHO OnucaHue Ha nposexpaHata 40 MOMEHTa Tepanna

amBynaTopHK NIMCTW WUNM enukpuaa/m oT nevyeGHO 3aBejeHve 3a GonkuyHa nomody, ckiounno gorosop ¢ H3OK, yaoctosepsiBalum
nepcucTupaHe Ha ENC, passutit CTpaHUYHN peakunmn, pUck OT KbCHa AUCKUHEINS

0. KPUTEPUU 3A MPEMUHABAHE KbM NOAABLPXALLA TEPAMUA C JO3A HALL DDD UK KOMBUHUPAHA
TEPAMNUSA C ATUNMUYHU AHTUNCUXOTULK (SAOBIMKUTENHU CA ¥ OBATA KPUTEPUA)

YacTuyeH unu HenbfieH TepaneBTUYEH OTFrOBOpP, Crief KaTo € NMpoBedeH MOHe eOWH MbJieH Kypc Ha

1
neYeHue C aTUNUYeH HEBPONENTHK '

2 | TepaneBTMYHA PE3UCTEHTHOCT Criea 2 HEBPOMENTUYHU Kypca 2

i |
MeAULUMHCKa LOoKyMEeHTauua C nozpobHO onucaHwe Ha nposexaaHara 40 MOMeHTa Tepanusa

2
enuKkpusa oT CTaunoHapHo nevyeHune C 4aBHOCT He noBeye OT 1 meceu 40 AaTaTa Ha KaHAuAaTcTBaHe unu aMGyJ'IaTOpHVI nucroee/ eTanHa
enukpusa, yaocroesepsBallin TepaneBTuyHa pe3NCTeHTHOCT

E. KPUTEPUUN 3A 3AMNMOYBAHE HA NEYEHUE C ATUNUYEH OENOC AHTUNCUXOTUK ( SAOBIDKUTENEH E
EAHW OT KPUTEPUUTE 1 UNK 2 U NOHE EOHU OT OCTAHANUTE, 3A OLANZAPINE - 3AOBIDKUTENEH E U
KPUTEPWUW 6, 3A PALIPERIDONE — 3AOB/MKUTESIEH E U KPUTEPUM 7, 3A ARIPIPRAZOLE — 3AABITDKUTEIEH E U
KPUTEPWN 8, 3A ENO AHTUNCUXOTUK PALIPERIDONE - 3AOBIDKUTENEH E U KPUTEPUM 9

1 Hecurypv:o ripueMaHe Ha oparnHu popMu UNKU HECLTPYAHUYECTBO Ha NaLMeHTa NpU NepopanHa Tepanus
Tepanus '

2 | HekpuTU4HO OTHOLUEHME HA NaLMeHTa KbM bonecTtra !

3 | MepcucTupaHe Ha eKCTpanMpamuaHU CTPAHUYHU SIBNEHUS, BbMNPEKU NpUnaraHeTo Ha KOpeKkTopu 2

4 | Opyru CTPaHU4HM ABNIEHUS!, CBbP3aHu C NPUNaraHeTo Ha KOHBEHLMOHaNEeH/ aTUNM4YeH aHTUNCUXOTUK 2

5 | Puck OT Bb3HMKBaHE Ha KbCHA AUCKMHE3NS

6 Mpu Beve cTabunusvpaHyu NALUEHTU HPE3 MUHUMYM eAHOMEecCeYeH nepoparieH NpueM Ha OflaH3anuH,
KaKTO M Npu 3anoyBaHe Ha fieYyeHue B CTauuoHapHa o6craHoBka

. Mpu Beye crabunuanpaHu NaUMEHTU Ype3 MUHUMYM efHOMECceYeH nepopaneH npuem Ha nanunepuaoH
WIY pUCNepUAOH 1 NPU 3anoyBaHe Ha NeyYeHune B cTauMoHapHa o6cTaHoOBKa

8 Mpu Beye cTabunusvpaHu NauneHTU Ype3 MUHUMYM eaHoMecedeH nepoparneH npuem Ha apununpason,
KaKTO U NpU 3ano4YBaHe Ha NeYyeHue B CTaunoHapHa o6cTaHoBKa

9 Mpu Beye cTabunuanpaHu NaUUEHTU Ype3 MUHUMYM YEeTUPUMECEHHO NpUNoxeHue Ha eqHomece'eH Aeno
aHTuncuxoTuk Paliperidone, npu KOUTO HE Ce U3UCKBa KOpUrupaHe Ha gosara '

MeAWLMHCKa JOKyMEHTaunsa ¢ nogpobHO onucaHue Ha nposBexaaHata 4O MOMEHTa Tepanus

amBynaTopHu NUCTW/ enukpusal/u, YLOCTOBEPSABAaLLM nepcuctupane Ha ENC, passuTi CTpaHUYHN peakunm, pUCK OT KbCHa AUCKUHE3NA
amBynaTopHW NUCTU UNK enukpu3a/u ot nedebHo 3aBeaeHne 3a HonHuyHa nomoLl, ckno4uno gorosop ¢ H30K

KONue OT NPeAXOLEH NPOTOKON 33 NepopaneH NpuemM Ha ONaH3anuH

Konue oT NPeAXOLEH NPOTOKOMN 3a NepopaneH nanunepuioH, Nnepopanes pUCcnepuioH unu 4eno pucnepuaoH

KOnue OT NPEAXOAEH NPOTOKON 3a NepopaneH Npuem Ha apununpason

KOonue OT NPEAXOLEH NPOTOKOM 32 Aen0 aHTUNCUXOTUK NanunepusoH

N oo g A w N

3abenexka: NoAbMKUTENHOCT Ha Nepuoaa Ha NevyeHne npu nauneHTn C HeaaeksaTeH OTroBOp - 4-8 ceaMULM

npy mManbk unu 6e3 TepaneBTUYEH OTroBOp U 5-12 ceaMMLM NpU YaCTUYEH OTrOBOP (CbaslaCHO MeJUUUHCKU
cmaHOapm «[lcuxuampus’”)

OTroBaps Ha KpUTEPUUTE 3a NeYeHue ¢ B AHEBHa A03a

Bk V3NCKBAHUA HA H3OK MPU MPOBEXOAHE HA IEYEHUE HA BONHK C WN3O®PEHUS B U3BBHBEONHUYHATA MOMOLL, - 5
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. NEMEBHO-OANATHOCTUYEH ANNTOPUTBM
1. TNEKAPCTBEHW MPOOYKTW, Bkniouyewn B [punoxenume 1 Ha [JIC, kouto H3OK 3annawa B
CBHOTBETCTBME C AENCTBALMUTE HOPMATUBHU JOKYMEHTH.

1. TMOKA3AHUA WU HEOBXOAUMU W3CNEOBAHUA -

neKkapcTBEHUTE NPOAYKTU

CbrnacHo

Ta6nuua 1 - MepopanHu HEBPONENTULMU U AaHTUNCUXOTULIU

NPUNOXEHMWE 2

KpaTKUTe XapakTEPUCTUKU Ha

INN DDD Mepuoaunyxu nscnensaHus * MKB
‘ F20.0, F20.1, F20.5,
Flupentixol 6 mg F20.6
i F20.0, F20.1, F20.5,
Zuclopenthixol 30 mg F20.6
e 3a4bIIKUTENHO: apTepuanHo KPBbBHO
HansraHe W CbpAedHa 4ecToTa - MNpu BCEKU
npernea, oTpasaBar ce B ambynaTopHus
nuer
e EKI npeau 3ano4ysaHe Ha nevyeHneTo g —
: JleyeHne He ce 3anoysa, ako QT uHTepsBana e Haj -0, A, -9,
Sertindole 16 mg 450 msec npy MbXE U MPU KEHW. F20.6
e koHTponHo EKI™ Ha BCceku wwecT meceua v npu
BCSIKO MokayBaHe Ha fosarta
AKH, cbpaedyHata 4ectoTa ce OTpas3sBaTt Npu BCEKK
npernen B ambynatopHusa nucT; cuwoseTe oT EKI ce
CbXpaHsiBaT B 4OCUETO Ha BonHus.
®  3a4bIDKUTENHO: apTepuanHo KPBbBHO
HansiraHe W CbpAeyHa 4ecToTa npu BCeku
nperneg, oTtpassBat ce B ambynaTopHus
nuer
e  EKI npeau 3anoyBaHe Ha fevyeHneTo
Ziprasidone 80 mg NleyeHne He ce 3anoysa wnnm ce cnupa, ako QT | F20.0, F20.1, F20.5,
uHTepeana e Hag 500 msec. F20.6
e  KoHTponHo EKI Ha Bceku wecT meceua u npu
BCSIKO MOKa4BaHe Ha ao3ata
(JonbnHUTENHM nokasaHws 3a npeanuceaHe ca
HanMume Ha XuUnepnponakTUHEMUS W HaLHOPMEHO
T€erno.)
o [IKK — npean neyeHueto, 1 NbT CEAMWUYHO
npes nbpBus Mecel U 1 NbT MeceyHo cnep
TOBa;
Clozapine JleyeHue He ce 3ano4ysa Wi ce cnupa, ako BposT Ha
300 mg neskouutute e nog 3,5x 107/ F20.0, F20.1, F20.5,
¢ Terno v BMI — BeaHbx Ha 6 Meceua F20.6
e Kp. 3axap npeau fEYEeHUETO U BEeOHbX
TOAULLIHO
e Terno u BMI — BegHbX Ha 6 meceua npu
BCEKM  nperneg, oOTpassBar Cce B
ambynaTtopHus nucT
Olanzapine 10 mg Kp. 3axap — BeHbX Ha 6 Meceua FEn.g. '::22%‘:5 F20.5,
XOfiecTepon u TPUMMUUEPUAN — BEAHBX ’
roauLLHo
e ASAT, ALAT - BeaHbX Ha 6 meceua
e 3a4bITKUTENHO: apTepuanHo KPBbBHO
HansraHe U CcbpAeyHa 4ectoTa — Npu BCEKU
P npernen, oTpasseat ce B ambynartopuus | F20.0, F20.1, F20.5,
Quetiapine 400 mg nﬁCT A, oTp Fareg Aol
(MokasaHua 3a npeanuceaHe € W Hanuuue Ha
XUNEPNponakTUHEMUS.)
Amisulpride 400 mg MpU KNMHUYHK NposiBU Ha xunepnponaktuHemus ce | F20.0, F20.1, F20.5,
npoBexJa KOHCYNTauus CbC cneumanuct. F20.6
Fi,x, VBMCKBAHWA HA H3OK NP MPOBEXIAHE HA NEYEHVE HA BOMHM C LWUM3O®PEHNA B N3BBHEONHUYHATA NOMOLL - 6
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= Terno u BMI — BegHbx Ha 6 meceua npu
BCEKMU npernea, oTpassBat  ce B
Risperidone 5mg amBynaTopHvist MCT F20.0, F20.1, F20.5,
[Mpu KMUHWYHW MPOSIBU HA XWUNEprnponakTMHeMusa ce F20.6
npoBexa KOHCYNTauvs CbC Cneumnanucr.

B xona Ha nevyeHneTo npu 6onHu cbe 3axapeH anabet

Aripiprazole 15 mg WM puckoum cpaktopu ce nposexaa peposed | F20.0,F20.1, F20.5,
TMUKEMUYEH KOHTPOI. F20.6
e ypes, KpeaTUHWH — Mpeau 3anoysaHe Ha
Paliperidone 6 mg neuexve 1 Ha 6 mec. (npyu Gonkm ¢ GuEpeuro | F20.0, F20.1, F20.5,
yBpexaaHe) F20.6

apTepuvanHo KpbBHO HansraHe
e EKI npegu 3anoyBaHe Ha neyeHueTto (npwu

nauveHTM C WU3BECTHO CbpPAEYHO-CbAO0BO
3abonseaHe wnu damunHa aHamHesa 3a | F20.0, F20.1, F20.5,
yabrxeH QT uHTepsan) F20.6

B xona Ha nedyeHneTo npu 6onHW CbC 3axapeH agnabet

Unu - puckoeu akTopu Cce nposexga peaoBeH

rNINKEMUYEH KOHTPO.

Cariprazine

* NocoueHnuTe UacneABaHUNA ca 3a4bIMKUTENHN NpyU 3anoysaHe Ha neyveHue. MNpeacTaBAT ce Ha opurnHanHa nabopaTopHa GnaHka unu
3aBepeHo konve. B cnyuaii, Ye ca BAMCaHU B €NMKpU3a C AaBHOCT 40 1 MeceL Npean KaHANAATCTBAHETO He € HEOOXOANMO NPeACTaBSHETO
Ha nabopaTopHu bnaHku.

* 3a BCSAKO ABLMATOCPOYHO NOALPXKAWO reveHne eauH nbT roguiwHo ce uscneasat MKK, OKK, ASAT, ALAT, GGT, ypes, KpbBHa
3axap, Xonecreporn, Tpurnuuepnau

Tabnuua 2 UHXeKUMOHHU HeBPOMENnTULN U aHTUNCUXOTULIN

INN DDD MepuoaunyHu nscneaBaHus MKB

Flupentixol 4 mg F20.0, F20.1, F20.5,
F20.6

Zuclopenthixol ¥ F20.0, F20.1, F20.5,
F20.6

Zuclopenthixol | 50-150 mg (1-3 ml) i.m egHoKkpaTHO, NPy HEOGXOAMMOCT o3aTa ce NoBTaps F20.0. F20.1, F20.5,
npes uHTepsan ot 2-3 gHu. Mpunarat ce o6Lwo Tpu 403w, T.e A0 9 amnynu! ' F20.6’

e Terno u BMI — BegHbX Ha 6 mMeceua npu BCeku
npernen, oTpasssar ce B ambynaTopHust nuct

10 mg Kp. 3axap - BEAHbBX rOAULLIHO F20.0, F20.1, F20.5,
Olanzapine e  XOMecTepon v TpUrNuuepuan — BeAHbX Ha 6 F20.6
meceua
e ASAT, ALAT - BeAHbX roautliHO
e EKI npeau 3anoyBaHe Ha nedvenHneto (npu
nNaunMeHTM C  M3BECTHO  CbpAevHO-CbA0BO
Aripiprazole 3abonsBaHe wnM  amunHa aHamHesa 3a
yabrxeH QT uxtepsan) F20.0, F20.1, F20.5,
15 mg F20.6
B xoaa Ha neyeHueTo npy GonHu cbe 3axapeH guabet
Ui PUCKOBK (hakTopK Ce NpoBexaa PefoBEH rMUKEMUYEH
KOHTpOT.
e EKI npegu 3anoyBaHe Ha neveHueTo (npwu
NMauneHTM C  W3BECTHO  CbpAEYHO-CbAO0BO
3abonsiBaHe wnuM amunHa aHamHesa 3a
Paliperidone 25 mg yawnxeH QT nHTepsan) F20.0, F20.1, F20.5,
' e ypes, KpeaTUHUH — NPEeau 3anoyBaHe Ha neyeHne F20.6
M Ha 6 wmec. (npu nauveHTn c OGbOpeyHo
yBpexaaHe)

*

MocoyeHuTe U3cneaBaHUA ca 3aAbLIMKMTENHU NPU 3anoyBaHe Ha neyeHue. MNpPeACcTaBAT ce Ha opuriHanHa nabopaTtopHa GnaHka unu
3aBepeHo konue. B cnyyan, ye ca BNucaHu B envKkpusa C AaBHOCT A0 1 Mecel Npeaun KaHANAATCTBAHETO He € HEODXOAUMO NPesCTaBAHETO
Ha nabopaTopHu 6naHku.

* 3a BCAKO ABLNTOCPOYHO NMOALPXALLO NEYeHUe eAuH NMbT roauviHo ce uacnegsart MMKK, OKK, ASAT, ALAT, GGT, ypes, KpbBHa
3axap, XxornecTtepon, Tpurnuuepuau
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1l. OB UBUCKBAHUA

1. Bb3pacTtoBaTa rpaHMua Ce W34uCnsiBa B HaBbPLUEHN FOAUHM - T.€. BKIIIOYMTENTHO KbM AaTaTa Ha u3jasaHe Ha npoTokona
OT crieyuanuampaHaTa KOMUCus.

2. Mpu HasHauyaBaHe Ha Tepanusi MO NPOTOKON 3aAbIIKMTENHO Ce CbobpassBaT Bb3PACTOBUTE OrPaHUYEHUS, CbIMAcHO
KpaTkaTa XapakTepuCT1Ka Ha CbOTBETHUS NTEKAPCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3J1MXM.

3. H3OK He 3annalua neyeHne M3BbH ykasaHaTa Bb3pacToBa rpaHuLa B KpaTkaTa XxapakTepucTuka Ha npoaykra.

4. H30K He 3annalia neveHne C 403U Ha4 MaKCMMarHo paspeLleHnTe Mo KpaTka XxapakTepucTvka Ha npoaykTa.

5. B cnyyait Ha HacTbNUMa NOAO3NPaHa HeXenaHa nekapcTeeHa peakuus, nekapst ysegomssa WAJ no peaa Ha un. 183 ot
3MINXM. Konue oT cbobLUEHNETO ce npunara KbM MeauumHckaTa gokymeHTaums Ha 30J1 npy kaHauAaTCTBaHe 3a neyeHue.

6. MPN CRAEUUAJIUCTA, curn. un. 218 B, 7. 1 ot HP[ 3a meauuuHckute gevwiHoctu 2018 r. (o6H., B, 6p. 28 ot
29.03.2018 r.; uam. u gon., 6p.34 ot 2018r., 6p.4 ot 2019r.), Ha 30J1, Ha KOMTO ca u34aBaHU MPOTOKONMU MO peaa Ha
HacTOSILMTE M3NCKBaAHUA, crieaBa Aa ce npunarat BCUYKU Heo6XoauMMU AOKYMEHTU KaTo: ambynaTtopHUTe fnUcTose oT
V3BbPLUEHUTE Mperneayn, BTOPUSAT eK3EMNNSP OT WU3LaAEHUTE MPOTOKOMW, KOMWUS OT €NMKpU3M, Konus OT pelueHust no Allp.
Ne38, KOWTO Ca OCHOBAHWE 3a W3AABaHE Ha NPOTOKOM, BCUYKM U3WNCKBALLM CEe U3CnefBaHus, konue OT npunoxeHue 1 Ha
HaCTOSALUTE U3VICKBAHUS MOMBLITHEHO NO CLOTBETHATa TOYKa, NOAMUCAHO OT cneuuaniucTa, u3gan npoTokona.

7. CNEUMANU3UPAHATA KOMMUCUA uspnaBa PeweHnue cnen nposegeHa AmOynatopHa npoueaypa Ne 38
,OnpeaensiHe Ha nnaH Ha neYeHWe W MpocneAsiBaHe Ha TepaneBTUYHWS OTroBOP NpU  MauueHTn, nony4asallu
CKbMNOCTPYBALLY TEKAPCTBEHM NPOAYKTY Mo peaa Ha un. 78, T. 2 330 Ha ocHosanme yn. 53 v un. 303 ot HauvoHaneH pamkos
[IOrOBOP 3@ MEAMUMHCKUTE AENHOCTU Mexay HauuoHanHaTa 3ApaBHOOCUTYpUTENHa Kaca v bBbrrapcku nekapcku Cbio3 3a
2018r. (06H., OB, 6p. 28 or 29.03.2018 r.; usm. u gon., 6p.34 ot 2018r., 6p.4 ot 2019r.) u npepoctaBeHa ot 30/
MeaMLMHCKa fOKyMeHTauus. CrneuunanuanpaHaTa KOMUCUSI CbXxpaHaBa e[lnH eksemnnsap ot PeweHuveTo. MNpu n3gasaHe Ha
npoTokon Ha 30J1, cbxpaHsiBa BTOPU EK3EMNMSP Ha NPOTOKOMA, BCUYKM HEOOXOAUMN AOKYMEHTU 32 U34aBaHeTo My 1 konue
OT npurioXeHue 1 Ha HacCTOSILUUTE M3UCKBAHUA, MOMBIIHEHO MO CHLOTBETHATa TOYKA M MOAMUCAHO OT YMEHOBETE Ha
crneuvanusvMpaHaTa KOMUCUS.

Hacmosuwume usuckeaHus ca paspabomeHu Ha ocHogaHue 4n. 58 om HauuoHaneH pamkos 002060p 3a MeOUUUHCKUMe
deliHocmu mexdy HauuoHanHama 30pasHoocugypumenHa Kkaca u bbneapcku nekapeku curo3 3a 2018z. (06H., 1B, 6p. 28 ot
29.03.2018 r.; uam. u gon., 6p.34 ot 2018r., 6p.4 ot 2019r.), enuzam e cuna om 15.05.20192. Ha ocHoeaHue peweHue Ne P/-
HC-04-38/08.05.20192. u ommeHsm delicmeaujume u3uckearusi, e cuna om 15.03.2017a.

M3NCKBAHWNA HA H30K NMPU MPOBEXIAHE HA NIEYEHUE HA BONHU C WN30®PEHUA B U3BBHBEONHUYHATA NOMOLL - 8
B cuna ot 15 maw 2019 roauHa




NPUNOXEHUE 3

OEKNAPALINA 3A UHOOPMUPAHO CBIMACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOBIIKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOOYKT

cnep Kato ce 3arnosHax C Lanarta My npegoctaBeHa MHOpMauusi U UenTta Ha JIeYEeHUETO C JIeKapCTBEHUS
lelelalTle- | UUTRIURONETUIIURRT— " cneg KaTo nonyynx
n34yepnaTenHu OTroBOPU Ha MOCTaBEHUTE OT MEH BbMPOCK, AieKnapupam Ye.
1. lle cnassam npenopbYaHata My Cxema Ha fe4eHne u NepuoanyHOCT Ha KOHTPONHUTE
nperneau.
2. Pe[oBHO Lie ce ABABaM Ha KOHTPOMNHW nperneau v Hama Aa npoMeHsM CaMOBOMHO UK nNoj
APYro BHyLLEHWE Ha3HavyeHaTa My Tepanus.
3. Tpu npeycTaHOBSIBAHE Ha NEYEHUETO NO NPUYNHI, HENPOMU3TAYELLMN OT PELLEeHNeTo Ha
KomucusnTta 3a ekcneptuau 8 P3OK u/unu Komucusita no un. 78, 7.2 ot 330, Le ysegoms
He3abasHo nuuHua cv nekap u P3OK, u we BbpHa B P3OK nocnegHns npoTokon, no KOuTo
CbM nony4yasan/a nekapcTBeHWs NPOLYKT.
4. [lpu HecnasBaHe Ha MOCOYEHNTE YCMOBUA NEYEHNETO MU C YNIOMEHATUS NEKapCTBEH NPOAYKT

e 6bae npekpaTeHo U HaMa fa umam npeteHumn kbm H30K.

Datai.....coo. o
Oeknapatop:. .. . i s
(ume, npesnme n hamunus)
TIOANUC: ..o
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