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[image: image2.jpg]WU3UCKBAHUA HA H3OK MNP UBAABAHE HA NPOTOKOJIN 3A NPOBEXOAHE HA NEYEHUE HA
BOJMHU C LUIN30®PEHNA B U3BBBHEONMTHUYHATA MOMOLL

MpoToKONbT Ce M3AaBsa OT CMELManucTU ¢ KoA Ha creuuanHocT ncuxmartpus, pabotewu no gorosop ¢ H30K,
EKCNepTHOTO CTaHOBMIE ce uM3gaBa OT chneuuanuMIvpaHa KOMuUcusa B neye6Hu 3aBefeHUsi 3a GONMHMYHA
nomMou, ckntouunu paorosop ¢ H3OK. Cneunanusmpanute koMmcum ce cbaaasaT CbC 3anoBes, Ha AupekTopa Ha
neyebHoTo 3aBegeHue (/13) — KnuHuka no ncuxuatpusi B yHUBepcuTeTckute Gonvuum, MBAI, awpxasHu
fcUXUaTpM4HU GONMHULM U LIEHTPOBE 3a NCMXUYHO 3apaBe.

I. PEQl.3A 3ABEPABAHE HA NPOTOKONWUTE

MpoTokonu 3a:

1. 3anouyBaHe U NPOALMKABAHE HA rEYeHUE C KOHBEHUMOHANHM MEepoparnHiu U [Aeno HeBpOorienTULU:
Flupentixol, Zuclopenthixol

2. 3anoyBaHe M nNpoAbrkaBaHe HAa re4YeHMe C MepopariHu aTunuyHKM anTuncuxotuum: Sertindole,
Ziprasidone, Clozapine, Olanzapine, Quetiapine, Amisulpride, Risperidone & dosa do DDD u Had
DDD u Aripiprazole n Paliperidone e do3a do DDD, 6e3 criyyaume Ha kombuHupaHa mepanusi

3. MpemuHaBaHe OT eAMH KbM Apyr nepopaneH atunuyeH antuncuxotuk: Sertindole, Ziprasidone,
Clozapine, Olanzapine, Quetiapine, Amisulpride, Risperidone e doza 0o DDD u Had DDD u
Aripiprazole u Paliperidone & do3a 0o DDD, 6e3 ciiyyaume Ha kombuHupaxa mepanusi

4. [poabmkaBaHe Ha KOMOMHMPAHO IleYeHUe C NepopanHu aTUNUYHKU aHTUNcUxoTuum 8 dosa do u Had DDD
(cned mbpgoHavanHo odobpeHue om Komucusima e LY Ha H30K)

5. 3anouyBaHe Ha rneuyeHue ¢ aeno atunuyHu antuncuxotuum c INN Risperidone e dosa do DDD u
npoabimkaBaHe Ha JIEYEHMETO C Aeno aTUMMYHM aHTUNCUXOTUUM (cried NbpsoHayasHO 00obpeHue om
Komucusima e L{Y Ha H30K)

cneynanucT, CKno4vun

poroeop ¢ H30OK

« “MpoTokon 3a npeanucBaHe Ha nekapcTea, 3aBepka B P30K
3annatyanu ot H3OK/P30K” — 06p. M3-H30K

MpoTtokonu 3a:

1. 3anoyBaHe Ha MOAABPXKALIO IlEYEHME C MepopanHu aTUNMYHM aHTuncuxoTuum: Aripiprazole u
Paliperidone e do3a Had DDD

2. 3anouyBaHe Ha KOMGMHMpaHO neveHuwe ¢ artunuuHu antuncuxotuum: Sertindole, Ziprasidone,
Clozapine, Olanzapine, Quetiapine, Amisulpride, Risperidone, Aripiprazole u Paliperidone
(Hezasucumo om 0o3ama Ha omdenHumMe riekapcmeeHu npodykmu)

3. 3anouBaHe Ha fleYeHne C Aeno aTunuuHm aHtuncuxotuum: Risperidone (e dosa vad DDD), Olanzapine,
Paliperidone m Aripiprazole

cneunanuct, cknovun

porosop ¢ H30OK
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e T[lonbnHeHo 1 noanucaHo npunoxeHue 1 — NUCT 3a onpegensiHe Ha kpUTepuuTe
N0 CLOTBETHATA TOYKA C MPUINONKEHN BCUYKM HEOBXOANMU JOKYMEHTN

e AmbBynaTopeH NMUCT/ eTanHa enuKpu3a C BCUYKM HeobxoauMu uscneasaHusi no
npunoxexuve 2

« “[poTokon 3a npeanucBaHe Ha nekapcrea, 3annawanun ot H3OK/P3OK” — o6p.
M3-H30K

cneyunanusupaHa Komucus

\ 4

EKCI'IepTHO CTaHOBMLE C ACHAa MeQULIMHCKA MOTUBaLuUAa

/

Komucusa noun. 78, 1. 2

o1 330 B LlY Ha H30K

A4

3aBepka B P30K
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1. 30J1 nopaBa nogroTBeHuTe AokymeHTM B P3O0OK, Ha TepuTopusiTa Ha KOATO e Hanpasuno usGop Ha OIJ.
[lokyMeHTUTe BKIIOYBAT:

1.1 3asBnenue go [lupekropa Ha P3OK.

1.2 MonbnHeHo u nognucaHo npunoxexue 1. MonbneBa ce No CcbOTBETHATa TOYKA M Ce NMpwunara oTpaseHaTa B LWUDPOB
MHAEKC MeAMLUMHCKa [OKYMEHTaLWs, yaoCcToBepsiBalla BCeKU €AnH OT KpuTepumnTe.

1.3 MbrHuaT Habop uacnenBaHus (PU3nKaniu, MHCTpYMeHTanHW u nabopaTopHu), OTpaseH B NpunoxeHue 2.

1.4 “MNpoTokon 3a npeAnuceBaHe Ha nekapcTsa, 3annawann ot H3OK/P3OK" — o6p. M3-H3OK, usgageH ot nekaps
cneumanuct. Mpu HeoBxoanMoCT OT ekcnepTuaa oT Komucusita no un. 78, 1.2 ot 330, P3OK usnpawa 8 H30OK konue Ha
npoTokona. [MpoTOKOMbLT 3aABLMKUTENHO CE MOANMCBA OT BCUYKM UYSIEHOBE HA KOMMCHATA B CIlyYauTe NoCOYeHU B T. |

1.5 Konue oT npeaxoxaaly npoTtokon. MpoTokonbT cneasa Aa CbAbpka OTPa3eHW N3MbIIHEHNS Ha peLienTu.

1.6 Jeknapauus 3a nHgopMMUpaHO cbrnacue no obpasel (Npunoxexue 3)

1.7 Npwm 3071 noa 18 roguwHa Bb3pacT 3asBNeHUETO M AeknapauumsTa ce NoanuceaT oT poauten/ HaCTOMHUK.

2. P30K npuema AokymeHTUTE No T. 1 cnep cnpaBka OTHOCHO 34paBHOOCUrypuTenHusa ctatyc Ha 30J1.

3. Oo nonyy4aBaHe Ha pelleHue ot komucunaTa B LIY Ha H30K 30J1 npoabmkasa neyexune ¢ nekapcTeeH/u NpoAykT/n, ¢
KOWUTO e npoBexaan nevyeHUeTo A0 MOMEHTA Ha noaasaHe Ha MoribaTa n gokymeHTute B P30K.

4. ONUCaHWAT NbIIeH KOMMIEKT OKYMEHTU Ce M3UCKBa B CrlyyauTe, NpU KOMTO e ykazaHa Heo6XoAUMOCT OT pelueHune
Ha Komucus 3a ekcneptusu B P30K unu KomucusTa no un. 78, 1. 2 or 330 B LIY Ha H3OK. MNpu 3aBepka B P30K ce
npeacTaBs MPOTOKOMa U Konue oT aMGynaTopHUS NTMCT OT NOCNeAHUA npernea Npyu cneunanmcr.

F 5= VBUCKBAHWSA HA H3OK NPU NPOBEXAAHE HA NEYEHUE HA BOJIHU C LUM3O®PEHNA B U3BBHBONHNYHATA NOMOLL - 3
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TIUCT 3A OMNPEJENSIHE HA KPUTEPUUTE MPU MPOBEXOAHE HA NNEYEHWE HA BOJHU C LUM3O®PEHUA B
N3BBHBONHUYHATA NMOMOLL

[Vme: (e[ [ [ [ [ [ T T [ [ |

3abenexka: MeoULUHCKama OOKyMeHmauus, yoocmoeepsieawia 6CeKU OM KpUMepuUume e nocodeHa ¢ yugpa e UHOBKC U 3a0bmKUMesHo
npudpy*aea HaCMOSIUONIO MPUIIOKEHUE.

A. KPUTEPUW 3A 3ANOYBAHE HA NEYEHUE C ATUMUYEH AHTUNCUXOTUK KATO CPEACTBO HA NbPBU
U3BOP (3AOBMKUTENHO E HANMNMYUETO HA MOHE EAUH OT KPUTEPUUTE)

Mo npeueHka Ha cneuuanucra n 3aTpygHeHue npu B3MMaHeTo Ha TepaneBTU4HO peweHne nauueHTuTe Morat ga 6'b[J,aT
HacTaHeHW Ha CTaLUMOHAaPHO NeveHue 3a oLeHKa Heoﬁxonmmocrra OT fneveHne C atTMNUYHM aHTUNCUXOTULIN.

112
1 MbpBK NCUXOTUYEH enuson

112
2 | Npeob6nagaBaHe Ha HeraTMBHA CUMNTOMAaTUKa

12
3 I'lpeoﬁnaanaHe Ha KOTHUTUBHa CUMNTOMaTUKa

112
4 | Hanmuue Ha adheKTUBHU CUMIMTOMMU U CYMLIMAGH PUCK

T

am6yna1'open NUCT/ eTanHa enukpusa OT Mpernej npu cneyuanuct ¢ I'IO,ClpOGHM KNMWHWKO-aHaMHECTUYHU AaHHW U ACHa MejuunHcka
MOTVBAaLMA 3a 3ano4YyBaHe Ha neveHne ¢ AH kaTo cpeacTBO Ha MbpBY n3bop

enukpuaa oT CTauuoHapHO JleyeHne ¢ AaBHOCT HE noBeYe oT 1 mecel 0 AaTaTa Ha KaHAWAaTCTBaHe

B. KPUTEPUM 3A NPEMUHABAHE OT NIEYEHUE C KOHBEHLIMOHANEH HEBPOJIENTUK KbM NEYEHUE C
ATUMUAYEH AHTUMCUXOTUK WU 3A MPEMMHABAHE OT EAWH KbM [OPYr ATUMWYEH AHTUMNCUXOTUK
(3AOBMKUTENHO E HATTIMYUETO HA MOHE EAUH OT KPUTEPUUTE)

1 Jlunca wnu HepocTaThbYeH TepaneBTUYEH OTroBoOp, cJled KaTo e nposefeH MoHe eAWH MbiieH Kypc Ha
JyieyeHme c KOHBEHLIMOHBJ'IEHI aTunu4eH aHTUNCUXOTUK

2
2 | MepcucTupaHe Ha eKCTpanMpaMuaHU CTPAHMYHW SBMNEHUs, BLNPeKn NpunaraHeTo Ha KOPeKTopu

> 1
3 D,pyl'“ CTPaHU4YHU AABJIEHUSA, CBBP3aHU C NpunaraHeTo Ha KOHBEHLUMOHaneH/ aTunMyeH aHTUNCUXOTUK

2
4 Puck ot Bb3HUKBaHE Ha KbCHU OUCKUHE3UUN

Bb3HMKBaHE M OOMWHMpaHe Ha HeraTMBHa WAWM KOTHUTMBHa CUMMTOMAaTWKa, BOAEWM OO BIIOWEHO
JIMYHOCTHO (PYHKLIMOHUPaHe

6 McMXOTMYEH peunamB, AOBer A0 XOCMUTanuU3auusi, NPy NpaBuITHO NPOBEXAAHO NOAALPXALLO fleveHue
C KOHBEHLUMOHArNEeH HEBPONEenTUK

7 | NepcucupaHe Ha KOTHUTMBHYU Npobnemu 2

T
KOMMe OT peLenTypHaTa kHikka Ha 30J1 unu eTanHa enukpuaa ¢ NoapoBGHO onMcaKne Ha NpoBexXAaHaTa 40 MOMEHTa Tepanus
2
amBynaTopHy IMCTW/ eTanHa envkpuaa, YA 0CTOBEPABALLM NepcucTUupare Ha EMC, passuTit CTPaHWYHN PEakLm, PUCK OT KbCHA AUCKUHE3NS

Wnu nepcucTupaillinm KOrHUTUBHK npoﬁneMM B XOAa Ha NeYeHWeTo C KOHBEHLUOHaNnHWsi HeBponenTuk w/ wnn npoMsHa B KNUHWYHaTa
CUMMTOMaTUKa

3aALIMKATENTHO Ce NPeACTaBs enukpu3a OT CTaUWOHaPHO NeveHne C AaBHOCT He NoBeye ot 1 Mecel 0 AaTaTa Ha kKaHAnAaTCcTBaHe

B. KPUTEPUW 3A NEYEHUE C CLOZAPINE (SAOBMKUTENHU CA: EOUH OT KPUTEPUUTE MO T.B U NOHE
EOQHU OT KPUTEPUUTE MO T.B):

1 Tepanes‘rwma pe3sUCTEeHTHOCT - f[a ca npoBeAeHW nNOoHe pABa HeycnewHu nbiHU Kypca Ha
aHTUNCUXOTUYHO Jie4yeHue c d)apmakanomqﬂo pa3nuyHu (BKJ'I. amnwmu) HeBponenTuumn

2
2 ,Elomvmupau.m NpPoOsiBU HA KbCHA ANCKUHE3ns

o 2
3 Knununyna KapTUHa C YeCTU U ONacHu arpecuBHU U aBTOArpecMBHU OeUCTBUs

T
Konue oT peuenTypHaTa KHUXKa Ha 30J1 unu eTanHa enukpusa ¢ nogpoBHo onucaHne Ha npoBexaaHaTa 40 MOMeHTa Tepanus

amBynaTopHU INCTW/ eTanHa enukpuaa OT MPErneauTe, YAOCTOBEPABALM PUCK OT KbCHA AMCKMHE3NS WU KNMHUMYHA KAPTUHA C 4YecTh 1
ONAacHM arpecusHI 11 aBTOArPECUBHY AHCTBUA

Bt N3NCKBAHWNS HA H30K MPU MPOBEXOAHE HA JIEYEHWE HA BONHU C LUM3O®PEHUA B U3BBHBONHUYHATA NMOMOLL — 4
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3abenexka: MeduquHCKkama OoKyMeHmayusi, ydocmosepsiealya 6CexU Om Kpumepuume e nocoyeHa ¢ yugpa 6 UHOEKC U 3a0bIDKUMEITHO
npudpyxasa HaCMOAUWOMO NPUITOKEHUE.

. KPUTEPUM 3A 3AMOYBAHE HA TJEYEHME C KOHBEHUWOHANEH QJAENO HEBPONENTUK
(3AQBIDKUTENEH E EAHU OT KPUTEPUWUTE NO T.I U MOHE EAWUH OT KPUTEPUUTE MO T.A UNN T.E)

Hecuryp:io npvMeMaHe Ha opanHu (POPMM MIM HECHLTPYAHMYECTBO Ha NauueHTa NpuU nepopanHa
Tepanus

1
2 HerVITVI"IHO OTHOLUEHME Ha NnauueHTa Kbm 6onecTtTa

T
KOnue OT peLenTypHa kHikka Ha 30J1 ¢ npoBexaaHaTta Tepanus

2
amBynaTopHN JMCTW/ eTanHa enukpusa wnn enukpusa ot  nedveGHo 3aseaeHve 3a GonHndHa nomowy, cknouuno gorosop ¢ H3OK,
yAOCTOBEpsBaLyM nepcucTupate Ha ENC, pasBuTH CTPAHNUHM PeaKLum, PUCK OT KbCHA JAUCKUHE3NS

0. KPUTEPUN 3A NPEMUHABAHE KbM NMOAOBPXALLA TEPANUA C O3A HALl DDD UM KOMBUHUPAHA
TEPAMNUA C ATUMUYHU AHTUNCUXOTULIN (SAOBIDKUTENHU CA U ABATA KPUTEPUA)

YacTuyeH unuv HenbneH TepaneBTUYEH OTroBOp, cnep KaTto € npoBefdeH MNoHe eAuH NbIieH Kypc Ha

1
JiedyeHue ¢ aTUNUYeH HeBponenTuK

2 | TepaneBTMuYHA PE3NCTEHTHOCT CieA 2 HEBPOIIENTUYHM Kypca

Konue OT peuenTypHaTa KHUWXKa Ha 30J1 unu eTanxa ennkpusa ¢ noapoBHO onMcaHue Ha NpoBexjaHaTa 0 MOMEHTa Tepanus

€ennkpusa oT CTauuoHapHO neveHne C AaBHOCT HE noseye oT 1 Mec. fO aartaTta Ha KaHAuAaTcTBaHe uin aM6yJ'IaT0pHVI nwucroee/ eTanHa
enuKkpuaa, yaoCcToBepsBaLLM TepanesTuiHa Pe3UCTeHTHOCT

E. KPUTEPUN 3A 3ANOYBAHE HA NEYEHME C ATUMUYEH OENO AHTUNCUXOTUK ( SAOBIIKUTEINEH E
EOHW OT KPUTEPUMUTE 1 UK 2 W MOHE EAHWU OT OCTAHAINWUTE, 3A OLANZAPINE - 3ANBIDKUTENEH E U
KPUTEPWM 6, 3A PALIPERIDONE — 3AILIDKUTENEH E U KPUTEPUIA 7, 3A ARIPIPRAZOLE - 3AITBIDKUTENEH E U
KPUTEPUI 8

1 HecurypHo npuemate Ha oparnHu hopMu MM HECHLTPYAHMYECTBO Ha NaUMeHTa Npu nepoparnHa Tepanus
Tepanusi '

2 | HeKpWUTUYHO OTHOLLEHME Ha NauueHTa KbM GonecTTa T

3 | MNepcuctpaHe Ha eKCTPaNMpaMUAHU CTPAHUYHN BNEHUS, BLNPEKU NPUaraHeTo Ha KOpekTopu £

4 | Opyru cTpaHUYHU SIBIIEHUs], CBLP3aHU C NPUNaraHeTo Ha KOHBEHUMOHaneH! aTunuYeH aHTUNCUXOTHK 2

5 | PUCK OT Bb3HMKBaHe Ha KbCHa AUCKUHe3us .

6 Mpu Beye cTabUnNU3MpaHW NALMEHTH YPe3 MUHUMYM efHOMeceyeH nepoparieH Npuem Ha onaH3anuH,
KaKTO M NpM 3anoyBaHe Ha NevyeHne B CTaLMOHapHa 06cTaHoBKa

7 Mpu Beye cTaBUNU3UPaHW MALIMEHTM Ype3 MUHMMYM eQHOMeceuYeH NepoparneH MpueM Ha nanunepuaoH
WAV pUCNIEPUACH U NPMU 3anoyBaHe Ha NieYeHne B CTauMoHapHa obcraHoBka

8 Mpu Beye cTabunuUaMpaHn NaLUeHTH Ype3 MUHUMYM €QHOMEecCeuYeH nepoparneH npueM Ha apununpason,
KaKTO M Npw 3anoyBaHe Ha nevyeHue B CTauMoHapHa o6cTaHoBKa

KOMMe OT peLenTypHaTa kHKka Ha 30J1 Unu eTanHa envkpuaa ¢ NOAPOBHO ONUCaHNe Ha NPOBEXAaHAaTa A0 MOMEHTA Tepanus
amGynaTopHy NMCTW/ eTanHa envkpuaa, y40CToBepsiBalLy NepcucTupate Ha EMC, passuTyi CTPAHNYHY PEaKLMM, PUCK OT KbCHA AUCKUHESNA
amBynaTopHu NUCTW/ eTanHa envkpuaa UNi enukpusa ot neyebHo 3aBeaenme 3a BonHuyHa nomoLy, ckniounno gorosop ¢ H30K

KOMMe OT NPEeAXOAEH NPOTOKON 3a NepopaneH Npuem Ha onaHsanuH

KOMMe OT NPEAXOAEH NPOTOKOS 3a NepopaseH NanunepuacH, NepopaneH PUCNEPMACH Uk Aero PUCNEPUAOH

KOMue OT NPeAXOAEH NPOTOKON 3a NepopasieH npuem Ha apununpason

o o on e N

3abenexka: NoAbIDKMTENHOCT HA Neproja Ha NeyeHue Npu nauMeHTu ¢ HeaJeksaTeH OTrosop - 4-8 ceamuumn
npu Manbk unu 6es TepanesTUYeH OTroBop W 5-12 CeAMMUM TIpu YacTU4EH OTrOBOP (Cba1acHo MeOUUUHCKU
cmanOapm «[lcuxuampusi”)

OTI'OBapH Ha KpuTepuuTe 3a nevyeHue ¢ B AHEeBHa [o3a

| N3NCKBAHMA HA H3OK MPU MPOBEXOAHE HA IEYUEHWE HA BONHU C WWM3O®PEHUA B U3BBHBEONHUYHATA NOMOLL — 5
44 B cuna ot 1 centemspu 2014 roamHa
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1. NEKAPCTBEHW MPOAYKTH, ekniouenn B Mpunoxenve 1 Ha [MNC, kouto

CcbOTBETCTBUE C AeUcTBalUTe HOPMaTUBHU NOKYMEHTU.

NPUNOXEHUE 2

H30K 3annawa B

1. TMNOKA3AHMA U HEOBXOOAMMW W3CINEOABAHUA - cbrnacHo KpaTKuTe  XapakTepucCTUKM  Ha
nekapcTBeHUTE NPOAYKTU
Ta6nuua 1 - Mepopantu HeBPONENTULM N aHTUMCUXOTHLN
INN DDD MepuoaunyHu uscneaBaHus * MKB
3 F20.0, F20.1, F20.5,
Flupentixol 6 mg F20.6
5 F20.0, F20.1, F20.5,
Zuclopenthixol 30 mg F20.6
®  334bIHKUTENHO: apTepuanHo KPBBHO
HansraHe W CbpAeyHa YecToTa - Mpu BCEKM
npernea, oTpassBaT ce B ambynaTtopHus
nvct
e EKI npeawm 3anousaHe Ha neyeHneTo
: JleueHue He ce 3anousa, ako QT wmuTepsana e waa | F20.0, F20.1, F20.5,
m
Sertindole 16mg 450 msec npy MbXe U Npu KEHU. F20.6
e  koHTponHo EKI™ Ha Bceku wecT meceua n npu
BCSIKO MokauBaHe Ha Jo3aTta
AKH, cbpaeyHaTa 4ecToTa ce OTpassiBart fpw BCEKU
npernea B amMbynaTopHust NuCT; culioeeTe oT EKI ce
CbXpaHsBaT B JOCMETO Ha BonHus.
e 33ABIDKUTENHO: apTepuarnHo KPBBHO
HansiraHe W cbpAeyHa 4ecToTa Mpu BCEeKM
npernes, oTpassBaT ce B ambynaTopHus
nuct
e EKI npeau 3ano4ysaHe Ha rie4eHneTo
Ziprasidone 80 mg JleueHne He ce sanousa unu ce cnupa, ako QT | F20.0, F20.1, F20.5,
vHTepBana e Hag 500 msec. F20.6
e  koHTponHo EKI™ Ha Bceku wecT meceua u npu
BCSIKO NMoKauBaHe Ha jo3arta
(JonmbnHUTENHU noKasaHus 3a npeanuceaHe ca
HanMuMe Ha XWNEepnponakTWHEMMS W HaAHOPMEHO
TErno.)
e T[IKK — npeau nevenuneto, 1 nbT CEAMUYHO
npes mbpeus Mecell N 1 MbT Mece4yHo cnea
TOBa;
. JleueHve He ce 3anoyBa unu ce cnupa, ako 6posAT Ha
Clozapine 300 mg neskoLmTUTe € noa 3,5 x 10 F20.0, F20.1, F20.5,
e Terno v BMI — BeaHbX Ha 6 Mecela F20.6
e Kp. 3axap Mpean IeYEHMETO U BeaHbX
TOANLLHO
e Terno u BMI — BegHbx Ha 6 meceua npwu
BCeKU npernea, oTpassBaT ce B
ambynaTopHus nMcT
Olanzapine 10 mg e  Kp.3axap — BefHbX Ha 6 MeceLa F20.0, '::22(())16 F20.5,
e XOmnecteporl U TPUIMUALEPUAN — BEeOHBX .
FOAULLHO
. ASAT, ALAT - BegHbX Ha 6 mecela
e 3a4bIDKUTENHO: apTepuanHo KPBBHO
HarsiraHe U CbpAeyHa YecToTa — npu BCekn
P npernen, oTpasseat ce B ambynatopHus | F20.0, F20.1, F20.5,
Quetiapine 400 mg £ her F20.6
(MokasaHus 3a npeanuceaHe € U Hanmuyne Ha
XWUMeprponakTHeMust.)
f . Mpu KNUHWYHM NposBU Ha xunepnponaktuHemusi ce | F20.0, F20.1, F20.5,
Amisulpride 400 mg NPOBEXAA KOHCYNTaLusi CbC CreLuanucT. F20.6
M3NCKBAHWSI HA H30K MPU MPOBEXIAHE HA NIEYEHWE HA BOJIHU C LUNBO®PEHNS B U3BBHBONHUYHATA MOMOLL — 6
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[image: image7.jpg]= Termmo v BMI — BegHbx Ha 6 meceua npu
BCeKu npernea, oTpassiBaT  ce B
Risperidone 5mg amBynaTopHusi NUCT F20.0, F20.1, F20.5,
Mpy KNWHWYHU NPOSIBU HAa XWUMNEeprnponakTuHemus ce F20.6
NpoBeX/a KOHCYNTaLMs CbC CNEeLManmeT.

B xopa Ha neveHneTo npu 6omnHNM cbe 3axapeH anabet

Aripiprazole 15mg WAK puCKoBM hakTopu 3a Takse ce nposexaa | F20.0,F20.1,F20.5,
PEAOoBEH IMUKEMUYEH KOHTPOST. F20.6
e ypes, KpeaTMHUH — Npeau 3anousaHe Ha
Paliperidone 6 mg nlevenme 1 Ha 6 mec. (npw 6onkm ¢ 6bGpeuno | F20.0, F20.1, F20.5,
yBpexaaHe) F20.6

* MocoyeHnTe U3CNeABaHNs ca 3aAbLIKUTeNnHu. MPeACTaBAT ce Ha opuriHanHa nabopaTopHa GnaHka unu sasepeHo konue. B cnyvai, e
€a BMWCAHN B eNukpu3a ¢ 4aBHOCT A0 1 MeceL NPeay kKaHANAATCTBAHETO He & HeoBXOAUMO NPEACTaBAHETO Ha nabopaTopHi Bnanku.

* 3a BCAKO ALNTOCPOYHO NOALPXAILO fleveHue eauH nuT roauwHo MKK, AKK, ASAT, ALAT, GGT, ypes, kpbBHa 3axap, Xxonecreporn,
Tpurnuuepuan

Ta6nuvua 2 MHXeKUMOHHN HEBPOMNENTULIM U AHTUMICUXOTULIUA

INN DDD MNepuoanyHm nscnegsaxus * MKB
Flupentixol 4mg F20.0, F20.1, F20.5,
F20.6
Zuclopenthixol 15 F20.0, F20.1, F20.5,
mg F20.6
Zuclopenthixol | 50-150 mg (1-3 ml) i.m eaHoKpaTHO, NpW HEOBXOAUMOCT fjo3aTa Ce NosTaps F20.0, F20.1, F20.5,
npes uHTepsan ot 2-3 aHu. Mpunarat ce obLwo Tpu AosK, T.e Ao 9 amnynu! F20.6
e Terno u BMI — BegHBbX Ha 6 Meceua npn BCEkn
Risperidone 2.7 mig npernea, oTpassBar ce B amMbynaTopHus IMcT F20.0, F20.1, F20.5,
Mpu KNUMHWYHA NPOSIBU Ha XMNEeprnponakTUHeMus ce F20.6
MpOBEXa KOHCYNTaLUus CbC Cneumanvmet
e Terno u BMI — BegHbX Ha 6 mMeceua npu BCeku
npernez, oTpassisart ce B amMBynaTopHUst ucT
e Kp. 3axap - BeAHBX roANLLHO
Olanzapine 10 mg e xomecTepon u Tpurnuuepuau — BeaHwx Ha 6 | F20.0,F20.1, F20.5,
meceLa F20.6
e ASAT, ALAT - BeAHbX roauLIHO
e EKI npeau 3anoyBaHe Ha neveHweTo (npu
nauMeHT C  W3BECTHO  CbPAEYHO-ChAO0BO
Aripiprazole 3abonsBaHe wnuM amunHa aHamHesa 3a
yabrkeH QT uHTepsan) F20.0, F20.1, F20.5,
15 mg F20.6
B xoaa Ha neyeHureTo npy 6onHKn ckbe 3axapeH anabet .
WU PUCKOBM (PakTopu 3a TakbB Ce MpoBexAa peAoBeH
IMUKEMUYEH KOHTPOIT.
e EKI npeau 3anousaHe Ha neyeHueTo (npw
nauWeHT C  W3BECTHO  CbPAEYHO-CbA0BO
3abonsBaHe unu daMunHa aHamHesa 3a
Paliperidone 2,5 mg yabmkeH QT uHTepsan) F20.0, F20.1, F20.5,
L e ypesi, KpeaTMHWUH — NPeAN 3anoyBaHe Ha neveHune F20.6
M Ha 6 Mec. (Npy nauueHtn c GbOpeuHo
yBpexaaHe)

* MocoueHuTe u3crieaBaHna ca 3apbrkuTenHu. MPejCTaBAT ce Ha opuriHanHa nabopartopHa 6naHka unu 3asepeHo korve. B cnydai, ye
ca BNUCAHW B eNUKPN3a C AaBHOCT A0 1 MeceLl Npeay KaHAWAATCTBAHETO He € HEOBX0AMMO NPEACTABAHETO Ha labopaTopHn BnaHku.
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1. Bb3pacToBaTa rpaHuLa Ce W34NCISiBa B HABBLPLIEHU TOAUHW - T.e. BKIIOYUTENHO KbM iaTaTa Ha u3faBsaHe Ha npoTokona
OT crneuvanuaupaHaTa KOMUCKS.

2. Mpyu HasHayaBaHe Ha Tepanusi Mo NPOTOKON 3afb/KUTENHO Ce CbobpassiBaT BL3PACTOBUTE OTPaHW4EHWs, CbINacHo
KpaTKaTa XapaKTepucTUKka Ha CbOTBETHUS IEKAapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JMXM.

3. H30K He 3annalua neveHne U3BbLH ykazaHaTa Bb3pacToBa rpaHuua B KpaTkata xapakTepucTika Ha npoaykra.

4. H30K He 3annalya neyeHne ¢ 4031 HAf MaKCUMariHo paspelleHnTe No KpaTka xapakTepucTuka Ha npoaykra.

5. B criyyail Ha HacTbnuna NofosnpaHa Hexenaxa nekapcTeeHa peakuus, nekapaTt yseaomssa WAJl no peaa Ha un. 183 ot
3MMNXM. Konve oT cbobLigHneTo ce npurara kbM MeguLmuHekaTa gokymeHTauma Ha 30J1 npu kaHAWaaTCTBaHe 3a eveHne.

6. MPU CMELUMANUCTA, cbrn. un. 158 B, 1. 1 ot HP[] 3a meauUMHCKUTe AerHOCTM 2014 . (06H. 1B 6p. 3 oT 10.01.2014
r.), Ha 30J1, Ha KOMTO ca U3AaBaHW NPOTOKONM MO pesa Ha HacTOsIMUTE M3UCKBaHUS, CNeaBa Aa ce Npunarat BCUYKN
HeoBXoAUMM AOKYMEHTU KaTo: amGynaTopHUTE NMUCTOBE OT M3BBPLUEHUTE Mperneau, BTOPUST eK3eMNnsp oT u3faaeHuTe
NPOTOKONM, KOMUSI OT ENUKPU3YN, EKCMEPTHU CTAHOBMULLA U APYTM AOKYMEHTU, KOUTO Ca OCHOBaHWE 3a W3faBaHe Ha NpoTokon,
BCUYKM U3NUCKBALLM CE U3CMEeABaHNs!, Konve OT NPUNoXeHue 1 Ha HaCTOSILLMTE UBUCKBAHWUA MOMbITHEHO MO CbOTBeTHaTa
TOuKa, MOAMNUCaHO OT CreumanncTa, usaan npoTokona.

Hacmosiwume u3uckeaHusl ca paspabomeHu Ha ocHoeaHue un. 56 om HayuoHaneH pamkoe 0ozoeop 3a meduyuHckume
deiiHocmu 3a 2014 2oduna (06H., B, 6p. 3 om 10.01.2014 2.) u enusam e cuna om 1 cenmemepu 2014 2., cbenacHo 4.
10 Ha Haped6a Ne 10 om 24 mapm 2009 2. 3a ycriogusima u peda 3a 3annaujaHe Ha fexapcmenu npodykmu o yi. 262, an.
6, m. 1 om 3akoHa 3a nekapcmeeHume nPodykMu 6 XymaHHama MeduyuHa, Ha MeduyuHcKu uzdenus u QUeMUYHU XpaHu 3a
cneyuanHu meduyuHcku yenu (06H., OB, 6p. 31 om 2007 2.).
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TEKNAPALMS 3A UHOOPMUPAHO CbITIACUE C U3UCKBAHUATA 3A 3ANOYBAHE/ NPOABIMKABAHE HA
JNIEYEHUWETO C JIEKAPCTBEHUA NPOAOYKT

creq kaTo ce 3anosHax C ugnarta My npegocTaseHa MHQOpMauus W LernTa Ha nevyeHueTo C nekapCcTBeHus
TUIOEY KT, o nomaeanssasessassasunsssns nossess Eo i E0E e TR PR Fomh AR BT v o [ cnen KaTo nony4mnx
1a4yepnaTenHu OTroBopK Ha NOCTaBEHUTE OT MeH BbNPOCK, Aeknapupam Ye:
1. Ule cnassam npenopbyaHaTa M1 Cxema Ha fle4eHue 1 Nepuou4HOCT Ha KOHTPONHUTE
nperneau.
2. PefoBHO Lue ce siBABaM Ha KOHTPOJTHW Nperneau 1 Hama Aa npoMeHsiM CaMOBOJIHO UK noA
LPYro BHYLLEHWE Ha3Ha4YeHaTa M1 Tepanus.
3. [pu npeycTaHoBABaHE Ha NEYEHNETO NO MPUYMHI, HEMPOUSTUYALLN OT PELLEeHNeTOo Ha
KomucusaTa 3a ekcneptnau 8 P3OK u/unu Komucusita no un. 78, 1.2 ot 330, We ysenomMst
He3abaBHO NuuHKs cu fekap u P3OK, 1 we BbpHa B P3OK nocrneaHus npoToKon, no KOTo
CbM rornyyasan/a nekapcTBEHNS NPOAYKT.
4. Tlpw HecnassaHe Ha NMOCOYEHWUTE YCMNOBWS NEYEHNETO MU C YNIOMEHATUS JIEKAPCTBEH NPOAYKT

e 6bae NpekpaTeHo 1 Hama Aa UMam npeTeHunn kem H30K.

Datat o
JeKnaparTop: ... il was Baratites vevsss s siievmmsnssssivesssassos
(ume, npeaume u hamunus)
| {07117 [cH S——————————
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