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MPU U3AABAHE HA NMPOTOKOJIN 3A MPOBEXAAHE HA NEYEHWUE HA BOJTHU C PA3CTPOWCTBA
HA HACTPOEHMUETO (A®EKTUBHWU PA3CTPOUCTBA) B U3BBBHEOJTHUYHATA MOMOLL

MpOTOKONBT Ce U3faBa OT CNeLManucTi ¢ KoA Ha CNeuuanHocT ncuxmartpus, paboTewm no Aorosop ¢
H30K, eKkcnepTHOTO CTaHOBMILE Ce W3[aBa OT CneuuanuMpaHa KOMUcuA B nevyebGHM 3aBefeHus 3a
60nHUYHA nomow, cknouunu aorosop ¢ H30K. CneunanuampaHuTe KOMUCHUM Ce Cb3faBaT Cbe 3anoses Ha
avpekTopa Ha nevyebHoTo 3aseaeHue (J13) — Knunuka no ncuxuatpua B yHuBepcuTeTckute GonHuum, MBAT,
AbpPXKaBHU NCUXWATPUYHKM GONHMLM M LEHTPOBE 3a NCUXMYHO 3apaBe.

I. PEQl 3A 3ABEPAABAHE HA NMPOTOKOJIUTE

MpoTokonu 3a:

3. MpemuHaBaHe OT eauH

1. 3anouBaHe M npoab/kaBaHe Ha rnevyeHue C KOHBEHUWOHANHW nepopanHu 1 Aeno HesponenTuuu:
Flupentixol u Zuclopenthixol

2. 3anoyBaHe M NPOALIDKABAHE HAa NeveHMe C MepopanHu aTunuuHu auTuncuxotuum: Ziprasidone,
Olanzapine, Quetiapine n Risperidone 6 dosa do DDD u Had DDD u Asenapine w Aripiprazole e dosa
do DDD, 6e3 cryyaume Ha KombuHupaHa mepanus

KbM APYr nepopaned atunuueH awtuncuxotuk: Ziprasidone, Olanzapine,

Quetiapine u Risperidone s dosa do DDD u vad DDD u Asenapine u Aripiprazole e dosa do DDD, 6e3
cnyYaume Ha KOMbUHUpaHa mepanusi

4, TMpoabmkaBaHe Ha KOMBUHUPAHO NeYeHWe C NepoPanHN aTMMUYHU aHTUNCUXOTULM B A03a A0 U Haa DDD
(cned nbpeonavanHo odobperue om Komucusima e LIY Ha H30K)

cneynanucr, cKno4un

porosop ¢ H30K

= ‘lpoTokon 3a npeanucBaHe Ha rnekapcrea, 3asepka B P3OK
L 3annawadu ot H3OK/P30OK" — obp. MS3-
H30K

MpoTtokonu 3a:

1. 3anouBaHe Ha NeYeHWe C aTUNUYHN aHTuncuxotuum: Asenapine u Aripiprazole e dosa Had DDD

2. 3anoyBaHe Ha KOMBMHWPAaHO neveHMe C NepopanHu atunuuHu aHTMncuxotuum: Ziprasidone,
Olanzapine, Quetiapine, Risperidone, Asenapine u Aripiprazole (nesasucumo om odosama Ha
omaenHume nekapcmeeHu npodykmu)

cneynanuct, CKno4un

» MonbnHeHo W noanucaHo npunoxenuwe 1 — nUCT 3a onpeaensHe Ha

porosop ¢ H30K

7

cneunanuanpaHa komucus

KpUTEPUUTE NO CbOTBETHATA TOYKA C MPUNOXKEHM BCUYKM HEOBXOAMMM
[OKyMEHTM

= AmbynaTtopeH nucT/ eTanHa enukpusa ¢ BCUYKM HEODX0AMMU u3cneBaHus
no npunoxexue 2

= “lpoTokon 3a npeanucsaHe Ha nekapcTea, sannawanm ot H3OK/P3OK" — o6p.
M3-H30K

e

. EkcnepTHO cTaHOBULIE C ACHA MEAULUMHCKA MOTUBaUMS

Komucus no un. 78, 1. 2 ot
330 B LY Ha H30K

3asepka B P3OK

WBNCKBAHWUA HA H3OK MNPW MPOBEXJAHE HA NEYEHWE HA BONHKU C PA3CTPONCTBA HA HACTPOEHUETO (A®EKTUBHW
PASCTPOUCTBA) B U3BLHEONHUYHATA MOMOLL - & cuna ot 1 anpun 2014 roanHa
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1. 30N nopgasa noproTBeHuTe AOKyMeHTM B P30K, Ha TepuTopusiTa Ha KOSTO e Hanpasuno u3bop Ha ONN.
[lokyMeHTUTe BKNioYBaT:

1.1 3asenenue 10 [lupektopa Ha P3OK.

1.2 MonbnHeHo W noanucaHo npunoxenue 1. MonbneBa ce No CbOTBETHATA TOYKAa W Ce npunara otpaseHata B UMpoB
MHAEKC MeANLIMHCKA JOKyMEHTaLUus, yAOCTOBEpsiBaLLa BCEKU €ANH OT KputepumTe.

1.3 MbnHuaT Habop nacneasanus ((hU3MKaNHN, MHCTPYMEHTaNHU n NabopaTopHi), OTpa3eH B NPUNoXeHue 2.

1.4 “NpoTokon 3a npeanucBaHe Ha nekapcrtsa, 3annawann ot H30K/P3OK" - o6p. M3-H3OK, nuspapen ot nekaps
cneuvanuct. Npu HeobxoaumocT ot ekcnepTtuda ot Komucusita no un. 78, 1.2 ot 330, P30OK uanpawa 8 H30K konve Ha
npoTokona. MpOTOKOMbT 3a4bIKUTENHO Ce NOANNCBA OT BCUYKW YIEHOBE Ha KOMMCUATA B CrlyqaunTe Noco4eHn B T. |

1.5 Konue ot npeaxoxaau npotokon. MpoTokonbT cneaga Aa CbAbpXa 0TpaseHn U3MbIHEHUs Ha peuenty.

1.6 [leknapaums 3a MHcopmM1paHo ckrnacue no obpasel (npunoxexue 3)

1.7 Npwm 30J1 noa 18 roauwWwHA BL3PacT 3asBEHNETO U AeknapauusaTa ce NoANUCBaT oT poanTen/ HaCTOMHUK.

2. P30K npuema fokymeHTUTe no T. 1 cnepa cnpaska OTHOCHO 3ApaBHOOCUIypUTeNnHus ctatyc Ha 30/1.

3. [lo nonyyasaHe Ha peweHue ot komucusita B LIY Ha H30K, 30J1 npoabmkasa nevenne ¢ nekapcTeeH/n npoaykr/v,
C KOMTO @ NpoBexXaan NevyeHneTo 40 MOMEeHTa Ha noaBaHe Ha MonGara u AokymenTute B P30OK.

4. ONMCaHUAT NbIEH KOMNIEKT AOKYMEHTH Ce U3MCKBa B CryyauTe, NMPU KOMTO e ykazaHa Heo6XoaAUMOCT OT pelueHue
Ha Komucus 3a ekcneptnan B P30K unu Komucusita no un. 78, 1. 2 ot 330 B LY Ha H3OK. Mpn 3asepka B P30K ce
npeacTaBA NPOTOKONa U Konue ot aMBynaTopHUA NIUCT OT NOCNeAHUs NPernes npv cneuuanucr.

W3NCKBAHWSI HA H30K NPU NPOBEXJAHE HA NEYEHWE HA BOMHW C PA3CTPOWCTBA HA HACTPOEHWETO (AGEKTUBHM
PA3CTPOWCTBA) B U3BbHEONHWYHATA MOMOLL - 8 cuna ot 1 anpun 2014 roauHa
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TNIUCT 3A ONPERENAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA JIEYEHWE HA BOJTHU C PA3CTPOUCTBA
HA HACTPOEHMETO (A®EKTUBHWU PA3CTPOUCTBA) B U3BBHEONTHUYHATA NMOMOLL

[ vme: 7278 N O O P 757 o i
3abenexka: MeduyuHckama OoKyMeHmauyus, ydocmoseepsieausa 6ceku om KpUmepuume € rocoYeHa C yugppa 8 UHOEKC U 3a0bIKUMEeNnHo

npudpyxaea HaCMOAU4OMO NPUSTOKEHUE.

A. Kputepuu 3a npeMuHaBaHe OT NeveHMe C KOHBEHLMOHArNeH HeBPOMnenTUK MNu TUMOCTabunusaTop Kbm
nieyYeHue C aTUNMYEH aHTUNCMXOTHK U 3a NPEeMUHABaHe OT eAUH KbM APYr aTUNUYEH aHTUNCUXOTUK (3aALIKUTENEeHO
€ HanNMYMeTo Ha NoHe eaAnH KPUTEepUiA):

flunca wnu HeaocTaTbueH TepaneBTUYEeH OTfOBOp, Criej karto €@ NpoBeAeH Kypc Ha nedyexue C
1 | KOHBEHLMOHAnNEH/ aTUNUYeH HeBPONeNnTUK

2 | MepeucTupaHe Ha ekcTpanupaMUaHV CTPAHUUHI SBIEHNS, BLAPEKM MPUNAraHeTo Ha KopekTopy *

3 [lpyru CTpaHuuH1 ABNEHWS, CBbP3aHU C NpunaraHeTo Ha KOHBEHLMOHANEeH/ aTunuyeH HeBponenTuk <

4 | Puck ot Be3HukBaHe Ha EMNC 4

MeuxoTuyeH peunaves, AoBeN A0 XOCNUTanU3auuwsi, Npu nPasunHo NPOBEXAAHO NoAABbPXALLO neyeHve c
5 KOHBEHUMOHaneH HesponenTuk

" konwe ot peuenTypHata kHwkka Ha 30J1 unn eTanHa enukpusa ¢ NoApoGHO ONUCaHue Ha NPoBexAaHaTa A0 MOMeHTa Tepanvs
amBynaToOpHW NUCTW/ eTanHa enukpuaa, yAoCToBepsBaLLu nepeuctupate Ha EMNC, pagsuTyi CTPaHUYHN PEaKLMU, PUCK OT KbCHA ANCKUHE3Ns
WM NEpPeUCTMPALUM KOTHWTMBHW NPOBNEMA B XOAa Ha NEYEHUETO C KOHBEHUMOHANHWA HEBPONeNTUK W/WNM NPOMAHa B KNMHWYHaTa
cumnTomaThka
3aLIKUTENHO Ce NPeACTaBA enukpu3a OT CTALMOHAPHO IEYEHNE C AaBHOCT He MoBEeYe OT 1 Mecel A0 AaTaTa Ha kaHauaaTcTeaHe

5. Kputepuu 3a neyeHne ¢ KOHBEHUMOHANHKU AENO HEBPONEeNTUUM (3aABIDKUTENIHM Ca 1 ABaTa KpUTepus):

1
1 | HecurypHo npuemaHe Ha opanHi hopmMiu UK HECHTPYAHUYECTBO Ha NauueHTa Npu nepopanHa Tepanus

2 | HekpuTiuHo OTHOWEHWE Ha NauueHTa kbm Gonectra !

1
ambynaTopHu NUCTW/ eTanHa enukpuaa or NPerneauTe npu Cneumanuct, enukpusn ¢ Homep N3

B. Kputepun 3a npemmHaBaHe KbM noaabpxawa tepanua ¢ nosa Hag DDD unu komGuHupana Tepanus c
ATUNUYHU AHTUNCUXOTULIN:
YacTuieH unu NUnNceall TepanesTUyeH OTroBOp, CNej KaTo e NpoBeAeH NOHe eAnH Kype Ha neveHve
1| atunnyen anTuncuxoTUK

1
KONWe OT peLienTypHaTa kHinkka Ha 30J1 unu eTanHa envkpuaa ¢ NOAPOGHO oNUCaHMe Ha NpoBexXAaHaTa Ao MOMeHTa Tepanus
enuKkpu3a oT CTauMoHapHO NeYeHNe C AaBHOCT He NoBeye oT 1 Mecey 40 AaTaTa Ha KaHawAaTcTBaHe unu ambynatopu nuctose/ etanHa
enukpu3a yAoCTOBEPABALLY TEPaNEBTUYHA PE3UCTEHTHOCT

3abenexka: NOABLIMKUTENHOCT Ha NepuoAa Ha NeYeHne Npu NauneHTn ¢ HeajeksaTeH OTroBop - 4-8 ceamuum
npu mManbk unu 6es3 TepanesTUYeH OTroBop U 5-12 ceaMMUM NpU YacTUYeH OTrOBOP (Chba/lacHo MeOUUUHCKU
cmakxdapm «[lcuxuampus’”)

OTroaapn Ha KpuTepuuTe 3a neveHuwe c B AHeBHa Ao3a

WN3NUCKBAHWA HA H3OK MNPU MPOBEXJAHE HA NEYEHUE HA BOMHW C PA3SCTPOMCTBA HA HACTPOEHWETO (A®EKTUBHW
PA3CTPOVCTBA) B U3BLHEONHWYHATA NOMOLL - & cuna ot 1 anpun 2014 roauHa
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1. NEKAPCTBEHU NPOAYKTH, Bkniouenn B Mpunoxenue 1 Ha MNC, kouto H3OK 3annawa B cbOTBETCTBUE C

AenCTBaWMUTE HOPMATUBHU [OKYMEHTH.

2. NOKA3AHWUA U HEOBXOAUMU U3CINEABAHUA - cbrnacHo kpaTkuTe XapakTepuCTUKKU Ha nekapcTBeHNTe NpoAyKTU

Tabnuua 1 - Mepopantu HEBPONENTULIM U AHTUNCUXOTULN

NPUNOXEHUE 2

INN DDD MepuoauyHn nacneasaHus * MKB
F30.0, F30.1,
F31.0,F31.1,
F31.2,F31.3,
Flupentixol 6 mg ::g: 'g ’:;1_'75'
F33.0, F33.1,
F33.2, F33.3,
F33.4
F30.0, F30.1,
Zuclopenthixol 30 mg F31.0,F31.1,
F31.2, F31.6
* 3aAbKUTENHO: apTEPUANHO KPbBHO HansraHe 1 cbpaeyHa yectota
- NPV BCEKU Npernea, oTpassiear ce 8B ambynaTtopHus nuct
= EKI npeaun sano4ysaHe Ha nevyeHneTo
JNevyenne He ce 3anoysa unu ce cnvpa, ako QT uHTepeana e Haa 500 F31.0, F31.1
Ziprasidone 80 mg msec. F31 '2’ F31‘6’
= koHTponHo EKI Ha BCeku wect meceua 1 Npu BCSKO nokaysaHe Ha ks )
fosarta
(donbnHUTEeNHM nokasaHus 3a npeAnUcBaHe ca Hanuuue Ha
XUNeprponakTMHeMusi U HaAHOPMEHO Terno.)
= Terno u BMI — BeaHbX Ha 6 meceua npu BCeku npernea, otpasssar F30.0, F30.1
ce B ambynaTtopHus nuct F31'0' F31'1’
Olanzapine 10 mg = Kp. 3axap - BeAHbX Ha 6 meceua F31'2' F31.6’
= XONecTepon v TPUrNMLEPUAN — BEAHBXK rOAULLIHO F31'7' <=l
= ASAT, ALAT - BeagHbx Ha 6 Meceua !
. : apT 0 HansiraHe 1 cbpAeYHa YectToTa 5a1:0,F31.1,
Quetiapine 32 LIKUTENHO: apTepUanto KPbBHO HansraHe PAGUHA YECTOTa | a4y’ £aq's)
400 mg — NPy BCekM npernea, oTpasssar ce B ambynaTtopHusi nucT F31.4 F31.5
(MokasaHus 3a NPeANUCBaHE € U Hanuune Ha xunepnponakTMHemus.) F31.6’ F31'7'
* 3aAbKUTENIHO: apTepuUanHo KPbBHO HansraHe U ChpaeyHa yectora
NpW BCekw Npernez, oTpassear ce B ambynaTopHusa nucT
Mpunara ce npu Bb3pacTHU naunenTn Ao 65 roauwHa Bbapact 6es
Asenapine . Hanuive Ha fcuxo3a, Cebp3aHa C AGMEHUNS W Texka CTeNeH Ha | cag 4 paqq,
mg | 4epHoapOGHO yBpexaane. F31.2, F31.6
B xopa Ha neyexueto npu 6onHW cbe 3axapeH Auabet wnu puckosn i 4
haKTopu 3a TakbB Ce NPOBEXAA Pe/iOBEH FMUKEMUYEH KOHTPOI.
Mpu  KNUHWYHU NPOSIBU HA XWNEpnponakTuHemMus ce npoeexaa
KOHCYNTaUusa ChC cneuyuanuct.
= Terno n BMI — BeaHbx Ha 6 meceua npu BCekn npernej, otpasssar
: : ce B ambynaTopHus nuct F31.0, F31.1,
Risperidone 5mg Mpn KNUHWYHU NpOSIBU HA XunepnponaktuHemus ce nposexaa | F31.2
KOHCYNTauns CbC cneuynanyct.
F30.0, F30.1,
Aripiprazole 15 m B xopa Ha neyenneto npu Gonuu cbe 3axapeH aAvabeT unu puckosu F31.0 F311
9 chakTopy 3a TaKbB Ce NpoBexaa pejoBeH rMUKeMUYEH KOHTPON. F31.2' F31.7'

* MocoyenunTe nacneaBaHus ca sapgbLnxuTenHu. MNpeacTassT ce Ha opuruHanka nabopatopHa Gnaxka unu 3asepeHo konue. B cnyvait, ye

ca BNUCaHN B eNiKp13a C AaBHOCT 40 1 MEC. NPeAN KaHAWAATCTBAHETO He e HeoBXOANMO NpeACTaBAHeTO Ha naBopaTopHy Bnanku.

* 3a BCAKO ABLNTOCPONHO NOAALPXAWO neueHue eavH nbT roavwHo MKK, KK, ASAT, ALAT, GGT, ypes, kpbBHa 3axap,

Xorecrepon, TPUrnuuepuau.

W3UCKBAHWSI HA H30K MPU MNPOBEXOAHE HA NEYEHWE HA BONHW C PA3CTPOWCTBA HA HACTPOEHWETO (A®EKTUBHMU

@ PA3CTPOVCTBA) B U3BbHEONHWYHATA NOMOLL - & cuna ot 1 anpun 2014 roauka
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IlekapcTBeHa
INN dopMa DDD MKB
F30.0, F30.1,
F31.0, F31.1,
< F31.2, F31.3,
Flupentixol s&_)ll_mon_w for 4mg F31.4, F31.5,
injection F31.6, F33.0,
F33.1, F33.2,
F33.3, F33.4
solution for F30.0, F30.1,
injection 50 - 150 mg (1-3 ml) i.m egHokpaTHO, Npu HeobxoaUMoCT fosaTa F31.0, F31.1,
Zuclopenthixol solution for ce nosTaps npea uHtepsan ot 2-3 aAHK. MNpunarat ce o6wio Tpu F31.2,F31.6
injection 50 fAosun, T.e ao 9 amnynu!
mg/ml
II. OB UBUCKBAHUA

1. Bb3pacroBaTa rpaHuua Ce W3YUCHsiBa B HABBPLUEHN FOAUHM - T.€. BKIIOYMTENHO KbM AaTaTa Ha W3aaeaHe Ha npotokona
OT cneuuanuanpaHaTa KOM1CHs.

2. MNpu HasHayasaHe Ha Tepanusi Mo NPOTOKON 3AABLINKUTENHO Ce Cbobpa3dsiBaT BbL3PACTOBUTE OrPaHNUYEHMSs, CbIACHO
KpaTkaTa XapakTepucTvka Ha CbOTBETHIUSI NlekapCTBEH NPOAYKT, yTBbpAeHa ro peaa Ha 3J1MXM.

3. H30OK He 3annawia neyeHue U3BbH ykazaHaTa Bb3pacToBa rpaHuLa B Kparkara XxapakTepucTuka Ha npoaykTa.

4. H30K He 3annalua neyeHue ¢ 4031 HaJ MaKCUManHo paspelueHnTe no KpaTka xapakrepuctuka Ha npoaykTa.

5. B cnyuaii Ha HacTbNMNa NOA03NpaHa HexenaHa feKkapcTBeHa peakuvs, nekapat yseaomssa WAJI no peaa Ha un. 183 ot
3/INXM. Konue ot cbobLueHreTo ce npunara kbM MEAULIMHCKaTa fokymeHTauus Ha 301 npu kaHavaaTCTBaHe 3a neveHve.

6. MPU CMELUMAIIUCTA, cbrn. un. 158 B, 7. 1 ot HP[] 3a MmeavumHckute genHoctn 2014 r. (o6H. [IB 6p. 3 ot 10.01.2014
r.), Ha 30/, Ha KOMTO ca M3aaBaHW NPOTOKONM MO PeAA Ha HaCTOSWUTE U3MCKBAHWS, criefBa Aa ce npunarat BCUYKK
Heob6xoauMMU AOKYMEHTM KaTo: ambynaTopHuTe NMCTOBE OT W3BLPLUEHUTE MPEerneaun, BTOPUAT EK3EMMNNAP OT usnaaeHnTe
NPOTOKONM, KONUSI OT ENUKPU3N, EKCNEPTHU CTaHOBULLA W APYrW AOKYMEHTY, KOUTO Ca OCHOBaHWe 3a U3gaBaHe Ha npoTokon,
BCUYKM M3UCKBALUM CE M3CNeaBaHusl, Konue oT NpunoXeHue 1 Ha HacToSWMUTE U3UCKBAHUA NONbIIHEHO MO ChbOoTBETHaTa
TOYKa, NOANUCAHO OT CneuuanucTa, uagan npoTokona.

Hacmosiwume usuckeaHusi ca pagpabomeHu Ha ocHosaHue 4n. 56 om Hayuonanen pamkos 002060p 3a MeOUYuHcKume
detiHocmu 3a 2014 200uHa (06H., B, 6p. 3 om 10.01.2014 2.) u enuzam e cuna om 1 anpun 2014 2., cbenacHo un. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 2. 3a yenosusima u peda 3a 3annawaqe Ha nekapcmeHu npodykmu no un. 262, an. 6, m. 1
om 3akoHa 3a nekapcmeeHume npodykmu & xymauHama meduyuHa, Ha MeOUUUHCKU u3denus u OuemuyHu xpaHu 3a
creyuanHu MeduuyuHeku yenu (o6H., B, 6p. 31 om 2007 2.).

=" VBUCKBAHWUA HA H3OK NPU MPOBEXJAHE HA NEYEHWE HA BONHK C PA3CTPONCTBA HA HACTPOEHUETO (A®EKTUBHW
PASCTPOWUCTBA) B U3BbHBEONIHUYHATA NMOMOLL - 8 cuna ot 1 anpun 2014 roguHa
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NEKNAPALNA 3A UHOOPMUPAHO CbINIACUE C UBUCKBAHUATA 3A 3AMOYBAHE/
MPOABLINKABAHE HA NEYEHUETO C JIEKAPCTBEHUA MPOAYKT

A3 fonynoanucaHusT/aTa ...

£
............ T T T TR P PP PP PP TP

KaTo HOHWMX n3yepnaresiHm OTroBopu Ha nocTaBeHuTe oT M s pocu, AeKknapupam Ye:

1. Lle cnassam npenopbyaHarta M1 cxema Ha neveHve HOCT Ha KOHTPONHUTE nperneau.

2. PepoBHO We Ce ABSiBaM Ha KOHTPOMHM Mpernean M HMa Aa NPOMEHAM CaMOBOMHO WU MOA ApYro

N0 NPUYMHM, HEMPOM3TMHALLM OT peleHneTo Ha KomucusTa 3a
no un. 78, 1.2 ot 330, we yseaoma He3abaBHO NUYHUA CU nekap u
TO CbM NoNyyaBan/a nekapcTeeHns NpoayKT.

i@mmeumﬂ nekapcTBeH npoaykT we 6bvae

ekcneptvan 8 P3OK n/unun
P3OK, u we BbpHa B P3OK T
4. Tpu Hecna3BaHe Ha NOCOYEHUTE YCMNOBUS NeveHne
npekpaTeHo u Hama aa umam n/pﬂeuuuu KbM H30K.3: ;

4 i

i

a

[exnapatop:.

W3VCKBAHUA HA H30K MPU NPOBEXOAHE HA NEYEHWE HA BONHU C PA3CTPOWCTBA HA HACTPOEHUETO (A®EKTUBHU
PA3CTPOWCTBA) B U3BBHBEONHUYHATA NOMOLL - B cuna ot 1 anpun 2014 roguna
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