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OPUNOXEHWUE 3

NEKNAPALINA 3A UHOOPMUPAHO CbIMACUE C UBUCKBAHUATA 3A 3ANMOYBAHE/ MPOOABIMKABAHE HA
NEYEHWETO C NNEKAPCTBEHUA NPOAYKT

crnen

KaTo ce 3ano3Hax ¢ usnata MW npepoctaseHa MHd)DpMaLlVIﬂ W uenta Ha ne4YeHneTo C neKapCTBeHUsa

TU DO Y KT w s n cnep kaTo NonyyuMx mavepnatesniHn OTroBopu Ha

nocTaBeHUTe OT MEH BbNPOCH, AeKknapupam Ye:

1.

MHchopMupaH CbM 3a OTKa3 OT MaiuWHCTBO / GalLMHCTBO NO BPEME Ha NPOBEXAaHe Ha NeveHue C ropenocodeHus
rieKkapcTBEH NpoayKT.

A HE

Lle cnaseam npenopbyaHaTa M CXeMa Ha neyeHne 1 NepuoANHHOCT Ha KOHTPOSTHUTE Nperneau.

PefoBHO Lle Ce SBABaM Ha KOHTPOMHU Mperneau W HAMa [a MPOMEHsIM CamOBOMHO Wnu Moj ApYyro BHyLeHue
HasHayeHaTa My Tepanusi.

TpyY NPeyCcTaHOBABAHE Ha NEUEHMETO MO MPUYMHI, HEMPOM3TUYALLM OT pelueHneTo Ha KomucusTa sa ekcnepTuan B P3OK
wivrm Komucusita no un. 78, 7.2 ot 330, we yBeaoMmsi He3aGaBHO nuunus cu nekap u P3OK n we sbpHa B P3OK
nocneaHuUsi NPOTOKOJT, MO KOWTO CbM MorlydaBar/a fekapCTBeHNs NPOAYKT.

[MpU HecnassaHe Ha MOCOYEHUTE YCIOBUS NEUYEHNETO MU C YNOMeHaTUs rekapcTBeH MpoaykT e Gbae npekpaTeHo u
HsAMa Aa umam npeTeHuun kbm H30K.

(vme, npe3ume u bamunua)

Moanuc:

WU3UCKBAHUA HA H3OK MPU NEYEHWE HA AUCEMWHWPAH NYNYC EPUTEMATOLEC C BONECT-MOAU®UUWPALLM NEKAPCTBEHMN
MPOAYKTU B U3BBLHBONHUYHATA NOMOLL — B cuna ot 1 anpun 2015 roguHa
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N3UCKBAHUS HA H30K
NPV U3OABAHE HA NMPOTOKONM 3A NPOBEXAAHE HA NIEYEHVE HA IMCEMUHWUPAH NYMYC
EPUTEMATOEC C BONECT-MOAM®ULIUPALLY NEKAPCTBEHM MPOAYKTU
(BELIMUMAB)

MpoTOKONBLT Ce U3gaBa OT CMEUMAnUCTU C KOAOBe Ha cneuuanHocT 20 — peBmaTonorus, paboTewm no Aoroeop ¢
H3O0K; excnepTHOTO CTaHOBMILE Ce M3AaBa OT crneuvanuavpaHa KOMUCUSA B neyebHu 3aBepeHms 3a 6onHMYHA nomouy,
ckmoynnu gorosop ¢ H30K. CneunanuanpaHuTe KOMMCUM Ce Cb3faBaT cke 3anoses Ha aupekTopa Ha J13: YMBAI "Ce. Usan
Punckn" EAL] rp. Codpus, YMBAI "Cs. leopru" EAZl rp. Mnosaus, YMBAJ ,Ce. MapuHa” EA/L rp. BapHa.

[ PE[ 3A 3ABEPAABAHE HA NPOTOKONUTE

npOTOKOJ’M 3a 3ano4BaHe Ha fieyeHue

CneunanucT, cknioumnn = [lonbnHeHo v NoanucaHo npunoxeHue 1 — NUCT 3a onpeaensHe Ha kputepunTe
noroeop ¢ H3OK (no T.A) C BCMYKN HeoBxoANMU U3cneaBaHus

nokasarenu v nscnegsaHus nNo npunoxeHue 2

M3-H30K

>
>
/ = AM6YnaTopHU NUCTOBE U eTanHa enuKpu3a C NPUNoXeHW BCUYKN Heobxoaumm
= ‘[lpoTokon 3a NpeanucBaHe Ha nekapcTea, 3annawanu ot H3OK/P30OK” — obp.
>

cneuuanuampaxa

KomucHs = EKCNepTHO CTaHOBMWE C siCHA MeAULMHCKAa MOTMBaUMS (3aAbMKUTENHO ce
oTBernsi3ea nurnca Ha U3KkIioYBaLLyn KpUTepumn)
= ‘“lpoTokon 3a npegnuceaHe Ha nekapcraa, 3annawann oT H3OK/P30OK” — 06p.M3 —
H3OK (noanucaH oT YneHoBeTe Ha KOMUCHATA)

Komucusi no un. 78, 1. 2 | 3aBepka Ha npoTokona

ot 330 B LY Ha H30K ”| B P30K

npOTOKOnM 3a npoAbINKaBaHe Ha nevyeHue

CneuvarnucT, CKIlYmun »| " AMBYynaTOpHM NMCTOBE M eTanHa enuKpU3a C MPUNIOKEHN BCUUKN Heobxoanmu
norosop ¢ H3OK n3cneagaxust No NpunoxeHue 2
= [lonbfHeHo v nognucaHo npuroxeHue 1 — NUCT 3a onpeJensHe Ha kpuTepuuTe (No
/ 7.5)
= ‘TpoTokon 3a NpeAnuceaHe Ha nekapcTsa, 3annaianu ot H3OK/P30OK” — 06p. M3-
H30K
cneuuanusupaHa >
KoMUCUs = EKCNEpTHO CTAHOBMLIE C SICHA MeAULMHCKA MOTMBaUMA (3aAblXWTENHO ce

oTbensspa nunca Ha CTPaHUYHN peakuun v ce npasun oLeHKa Ha queKTMBHOCTI'a Ha

TepanuaTa)
= “MpoTtokon 3a NpeAnuceaHe Ha nekapcrea, sannawauu or H3OK/P30OK” — o6p. M3 —
H3O0K (noanucaH oT UneHoBeTe Ha kKoMUcUsTa)

Komucus no un. 78, 1. 2 > 3aBepka Ha npoTokona
ot 330 B LIY Ha H30K B P3OK

A

1l. OBLUW NONMOXEHUA
1. 30J1 noaasa noaroTBeHuTe AOKyMeHTH B P30K, Ha TepuTopusiTa Ha KOATO e Hanpasuno usbop Ha OMI. [lokymeHTute
BKIIOYBAT:

1.1 3asiBnexue ao Jupektopa Ha P3OK.

1.2 MombAHeHo M noAnucaHo npunoxeHue 1. Monbrea ce Mo CbOTBETHATa TOYKa W Ce Mpunara oTpaseHaTa B LMgpos

WHAEKC MeAMLMHCKA A0KYMEHTaLMS, yAOCTOBEPSiBaLla BCEKM eAnH OT Kputepuute.

1.3 MbAHUAT HaBop nacnensaHus (PU3MKaNHU, UHCTPYMEHTAMNHU U nabopaTopHy), OTpaseH B NpUMoxeHue 2.

1.4 “lpoTokon 3a MpeanucBaHe Ha rlekapcTsa, 3annawanu otT H3OK/P3OK” — o6p. M3-H3OK, uspapeH ot nekaps
cneuwanucT, paboTely no gorosop ¢ H3OK. Mpunara ce opurHan Ha NPOTOKONa, @ Npu kaHAMAaTCTBaHe 3a NpofblxasaHe Ha
TepanusaTa ce NPeaCcTaBs OpUMHaN Ha NPEAXOAHNS NPOTOKON C OTPa3eHU BCUYKM Ha3HaUeHUs Mo Hero.

1.5 [leknapauus 3a uHdopMupaHo cbriacue no obpasew (npunoxerue 3)

2. P30K npuema nokyMeHTuMTE Mo T. 1 criea cnpaBKa OTHOCHO 3ApaBHOOCUIypUTenHus ctatyc Ha 3071
3. MLpBUAT U BCEKM crieaBally NPOTOKON ce u3zdasar 3a nepuoa Ao 180 axu.

U3UCKBAHWST HA H30K NPU NIEYEHUE HA AUCEMWHWPAH NYNYC EPUTEMATOAEC C BONECT-MOAWOUUWPALLN NEKAPCTBEHWU
‘ ,‘k‘ NPOAYKTU B U3BLHBONHUYHATA NOMOLL — B cuna ot 1 anpun 2015 roguna
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OPUNOXEHWE 1

NIUCT 3A KPUTEPUU NPU 3ANMOYBAHE HA NEYEHUE HA QUCEMUHUPAH NYNYC EPUTEMATOLEC C BOJIECT-
MOONDULIMPALLIU IEKAPCTBEHU MPOOYKTU (BELIMUMAB)

Ume: J ErH | [ | | | I 1 | | |

3abenexka: MeduyuHckama GoKymeHmauus, ydocmoseepsisalya eceku Om Kpumepuume e rnocoqeHa ¢ yugpa e UHOEeKC U 3adBbIKUMeNnHo
npudpywaea HaCMOSULOMO NPUIOKEHUE.

Eonec‘r-MoAmbuuMpalume NeKapcTBEHU NPOAYKTU Ce npunarat KaTto BTOpa NMUHUsI Ha rievyeHue, Korato nbpeata NuMHUA e
6una HeycnelHa unu naymMeHTeT He A NoHacs.

A. Kputepuu 3a 3anoysaHe Ha MbPBU KypC (3a4bMKUTENIHU Ca BCUYKU KpUTepuu)

MKB M32.1, M32.8

CurypHa fAuarHosa — Hanuuve Ha 4 W rnoeedve Kputepun oT crnepHute 11, CbrnacHo AMEpUKaHCKMA Konex no
pesmatonorusi (ACR) 1982r.

. »fenepynoo6pasex eputem*
. AuckonaHu nesuun
. ®doToceHcMbunusaumsa
o Adbrosa
L] ApTtput/apTpanruun
L] Cepo3uT - NNespuT Wunu nepukapauT
. Hedput - npoteunypua 2 0,5 g/l /24 h w/unu LUnUMHApUypus
. Hesponynyc - enunentudopMeHu NpunaabLm wnnm ncuxosa
= XemaTonoruyiHu OTKIOHeHUs —
XemonuTuyHa aHemus < 85 g/dl
reskonexns < 3000 mm?® unu
numdonerus < 1500 mm® unu
TpomBouuTonexus < 100 000 mm®
*  VIMyHOMOTWUYHYN OTKITOHEHUSA —
anti-dsDNA > 25 IU/ml (ELISA) w/unu
APYTM aHTUTENna Wunu CbNPoBOAEHMU C HUCKN hpakLMM Ha KOMNIeMeHTa
- AHTHHYKNeapHu aHTuTena (ANA) npu oW = 1:80 !

Bucoka akTMBHOCT Ha 3abonsiBaHeTo —
2 oueHka no SLEDAI 2 6
(Systemic Lupus Erythematosus Disease Activity Index) &

CTaHgapTHaTa Tepanus He NocTUra 3afoBONUTESNIeH KOHTPOS BbPXY akTUBHOCTTA.

Bb3pacTHW NaUMEHTH C aKTMBEH, aBTOAHTUTANO-MO3UTUBEH cCuCTeMeH rynyc eputematopec (CIIE) ¢ Bucoka creneH Ha
3 aKTMBHOCT Ha GONecTTa (HaAp- nonoXuTenHn anti-dsDNA aHTUTena Wunm HUCHK KOMNNEMEHT), BbMPEKN NPUNoXeHaTa cTaHaapTHa
Tepanusi (aHTUManapuLy, UMypaH, eHAOKCaH, METOTPeKcaT U Ap. KaTo MOHOTepanus i komGuHupaHa Tepanus ¢ IK) B onTumantm
KypCOBe M 103K 3a rioHe 6 MeceyeH nepuop. > °

4 INunca Ha u3KoYBawWwm kputepum no 1. B *

' npunaraT ce 3aAbLIMKMTErNIHO OPUrMHANIHA BnaHKa WM 3aBEpeHo Konue OT NabopaTopHO U3CMeABaHe; MU Hanuuue Ha xocnuTanusauus ¢
AaBHOCT A0 1 Mec. NpeAn kaHAMAATCTBAHETO, Ce npunara enukpusa N3 c Ne n para.

2 npunara ce oueHka no ckana SLEDAI, Heo6XoAMMO € ABYKpPaTHO NoTBBLPXAaBaHe W Ha nokasatesiute 3a noHe 12 cegmuueH nepuos Ges
npoMsAHa B NEYEHNETO; Npunarar ce v ABaTa uLia, YA0CTOBEPSBALUM NPOBEX/AaHe Ha oueHkaTa

* amMBynaTopHM NIMCTOBE M eTanHa enuKpu3a OT MperneAu Npu CNeuuanucT, YAOCTOBEPABAlM Ha3HauaBaHe Ha NMpeAxopHa Tepanus C
OTPa3eHin CPOKOBE Ha MPUNOXEHWE W EPEKTUBHOCT, B T. Y. U Pa3BUTU HEXenaHu NekapcTBEHU peakLuy; Nocousa ce HacToAwara Tepanus —
nekapcTBeHWU NPOAYKTH, AHEBHU [O3U

4 yaocToBepsiBa ce C noanuc Ha cneyuanucTa B NpunoxeHuwe 1 Ha HacToAIWMUTE U3UCKBaAHURA

OTFOBBPH Ha KpuTepuuTe 3a 3anoyBaHe
neyexue c

B AHEBHa Ao3a

W3UCKBAHUS HA H3OK MPWU NEYEHWE HA OWCEMWHWPAH NYNYC EPUTEMATOAEC C BONECT-MOAWOULUPALLM NEKAPCTBEHW
‘ ,k NPOAYKTU B U3BBbHBONHUYHATA NOMOLL — B cuna ot 1 anpun 2015 roguna




image4.jpeg
NPUNOXEHUE 1

TIUCT 3A KPUTEPUM MPU NPOOBIMKABAHE HA NEYEHUE HA ANCEMWUHUPAH NYNYC EPUTEMATOLEC C
BOJNIECT-MOOUDULIMPALLIN NEKAPCTBEHW MPOAYKTU (BELIMUMAB)

Wwe: [eri] T [ T [ [ [ [ [ |

3abenexka: meOuyuHCKama OOKyMeHmauus, y8ocmoeepssauia 6CeKku Om Kpumepuume e focovYeHa C yugppa 6 UHOBKC U 3a0bIDKUMeNHO npudpyxaea
Hacmoswomo NpuUnoxeHue.

3abenexka: bonHute cnejsa Aa 6bAaT MOHUTOPMPAHU Ha BCEKU 6 Meceua OT Ha4anoTo Ha NIeYeHUEeTo.
= npu KaHAWAATCTBaHe 3a NpoAbMKaBaHe Ha NeYeHneTo crnea BCekU 3aBbplueH wecTMeceyeH Kypc ce ocblecTesBa
HOBa OLEHKA U 3aAbIMKMTENHO ce npeacTaBa MeauuMHCKaTa AOKYMeHTauua ot nperneaa

B. Kpl/lTeleVI 3a npoabkaBaHe Ha nevyeHUeTo (3an‘bn>xmenﬂu Ca BCUYKU KPVITepI/WI)

MKB M32.1, M32.8

MocTurHaTo nopobpeHune B cTeneHTa Ha KOHTPON Ha 3abonssaHeTo CIIE, OLeHeHO Mo KIIMHUYHU U UMYHOSOTUYHU
napameTpu:

a) Knuuuynu napameTpu:

1 = [OCTUTHATO U NOAABPXKAHO NoA0BpeHNe NPK KNMHUYHATA OLEHKa Ha aKTUBHOCTTA Ha CIE - oueHka no SLEDAI
* penyKuUMA Ha NOAALPXALLATA 4033 KOPTMKOCTEPOMAY |

* HamansiBaHe YecToTaTa Ha obocTpanuaTa Ha CIE

6) ViMyHonoruuHu napameTpu:
* noHWxaBaHe unu Hopmanuaupare Ha ANA u/unu anti-dsDNA u/unu apyruTe aHTuTena wunu Hopmanusupase Ha
(hpakuuuTe Ha KomnnemeHTa '

2 KnuHWYHa oLeHKa Ha akTMBHOCTTa Ha CJ1E — noHwkasaHe Ha oueHkaTa no SLEDAI MUHUMYM C 4 TOUKM B CpaBHEHMe C u3xoaHaTa
W 3afbpXaHe BLbB BpemeTo
3 | Nunca Ha HexenaHa nekapcTBeHa peakuus 1 U3KMoYBalym kputepum no 7. B ®

amMBynaTopHN TUCTOBE W eTanHa enuKpU3a C 0TPaseHa CTENeH Ha NOBMUABAHE Ha NOKasaTenuTe, NOCOYBa Ce HacTORWATa Tepanus — N1eKapCTBeHu NPOAyKTY,
[HEBHW [O3W, OPUIMHANHU GNaHKM WNM 3aBEPEHN KOMWS OT aKTyanHW NaGopaTopHW W3CNeABaHWs (C NOCOMEHW pedepeHTHM CTOMHOCTV 3a ChOTBeTHaTa
nabopaTopus), NPy HanM4ue Ha XOCIMTanu3aumMs ¢ AaBHOCT A0 1 Mecel NpeAu KaHAWAATCTBAHETO, Ce Npunara envkpusa N3 c Ne
npunara ce oueHka no ckana SLEDAI
YAOCTOBEpsiBa Ce C NOANMC Ha CeLManicTa B NPUIIOXeHUe 1 Ha HACTOALMTE M3UCKBAHWA U Ce nonLnBa Tabnuua 1

Tabn. 1 HexxenaHu nekapcTBeHu peakuuu

UHdbekumn
JleskoneHus
[lenpecus, 6e3cbHue
Murpena
FapeHe, auapus

Peakuyu, CBbp3aHu C UHdyausTa
Peakuuu Ha CBPBbXYYBCTBUTENHOCT
MyCKyNHO-CKENeTHU BONKU

B. U3KNIOYBALLM KPUTEPUUN (npm 3anousaHe W nNpu npoabinkaBaHe Ha fieYeHneTo)
1 Texbk akTUBEH NyNyceH HedpuT (NPoTenHypus > 6 g/ 24 h, cepymeH kpeaTuHuH > 250 mmol/l) GonHu Ha xeMoAuanu3a
2 Texwk nynyc Ha LIHC (npunagbuy, NCUXo3w, OpraHnyeH MO3bYeH CUHAPOM, MOSLYHO-CBAOBU UHLIMABHTH, uepebput, LIHC Backynur)
3. [laHHy 3a OpraHHa TPaHCNaHTaLMs WM TPAHCNIAHTALMA Ha XEMOMOETUYHI CTBONOBM KNETKM MM KOCTEH MO3bK
4.  Heonnactuunu 3abonspanus
5. NauvenTu noa 18 roAUWwHa Bb3pacT
6.  BpemeHHOCT 1 nakTauus
7. OCTbp UM XPOHUYEH BUPYCEH XENaTUT
8 AKTMBHA UNu naTteHTHa TyGepkynosa
9. HIV undpexums
10. XunoramarnoBynuxemus ( IgG < 400 mg/dl unm IgA < 10 mg/dl)
11. CBepbxuyBCTBUTENHOCT KbM aKTUBHOTO BELLECTBO NN HAKOE OT NOMOLWHUTE BelecTsa
12. TNpekscaHe Ha TepanusTa Mo BUHa Ha GONHWS 3@ NEpUOA NOBEYE OT 2 Meceua
13. BxmousaHe Ha 30J1 B KNMHKUYHO NpoyyBaHe™
* KoMucusima, Kosimo e Haswayuna neveHuemo u Habmodasa 30/, e dnbxHa HezabaeHo 0a yeedomu Komucusma 3a excriepmusu 1o 4i1. 78, m. 2 om 330 6 L|Y Ha
H30K. Teau GonHu ce 3anuceam & omdeneH pesucmsp U He aybam pagomo Cu 3a Mpo0bXagaHe Ha N1e4eHUemo Cned NPUKIoY6aHe Ha KIUHUYHOMO poy4eare
cned akmyanHa oyeHka om creyuanu3upaHama KoMucus

OTroBaps Ha KpuTepuuTe 3a
npoabmkaBaHe Ha NieYeHUeTo ¢ B AHEBHa A03a

noanuc Ha cneyuanucra:

VU3UCKBAHMA HA H30K NMPU NEYEHUE HA OUCEMWMHWPAH NYNYC EPUTEMATOLEC C BONECT-MOAUOULMPALLM NEKAPCTBEHW
NPOAYKTU B N3BbHBOJIHUYHATA NMOMOLL - B cuna ot 1 anpun 2015 ropuHa
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NPUNOXEHWE 2

I. NEYEBHO-AUATHOCTUYEH ANTTOPUTBM

1. NEKAPCTBEHW MPOOYKTW, Bkniouewn B Mpunoxenume 1 Ha MJIC, kouto H3OK 3annawa B cbOTBETCTBME C
AENCTBAWUTE HOPMATUBHMN AOKYMEHTH.

INN MKB AO03A

= npu 3anousate Ha nevyenne — 10 mg/kg Ha 0, 14 n 28 aeH

BELIMUMAB M32.1, M32.8 = nopabpxaia aosa — 10 mg/kg Ha BCeku 4 ceamuLn

2. NPOCNEAABAHE:

INN NPEOWN 3ANOYBAHE* KOHTPON Ha 6 meceua™

= peHTreH Ha 6sn apob
= TybepkyrmHosa npoba

= XenaTuUTHW Mapkepu = [IKK ¢ OKK
= HIV = ASAT, ALAT
= [IKK c OKK = KpeaTUHWH
BELIMUMAB = ASAT, ALAT = npoTenHypus
®  KpeaTUHWH = ANA w/vnu anti-dsDNA wnu apyru
= MpoTeuHypus eKcTpaxupyemu aHTuTena **

= ANA w/unu anti-dsDNA nnv gpyru
eKcTpaxvpyemu aHTUTena no npeueHka

* NpunaraT ce 3aBepeHy KONUs OT OpUrMHANHWTE BnaHku (MPU Hafuue Ha XOCNUTanu3aums ¢ AaBHOCT A0 1 Mecel Npeau KaHAMAATCTBAHETO ce
npunara 3aBepeHo Konue oT enukpuaa ¢ Homep Ha U3)
** koHTpon Ha 12 Meceua

3abenexka: Yyacmuemo Ha 30/ e KIUHUYHU NPOyYeaHusi He MPOMEHs Heob6xodumocmma om cra3eaHe Ha
usuckeaHusima Ha H30K npu npoeexdaHe Ha fieveHue ¢ 6UONIO2UYHU NeKapcmeeHu nNpodykmu e u3ebH6oNHUYHama
nomouwy.

1l. OBLLUN U3UCKBAHUA

1. Bb3pacToBaTa rpaHuLa ce W34UCIIsIBa B HaBbPLUEHU FOAMHW - T.€. BKNIOYUTENHO KbM AaTtaTa Ha u3fjaBaHe Ha npoTokona ot
creyuanuavpaHaTa KOMUCHS.

2. Mpyn HasHauYaBaHe Ha Tepanusi No NPOTOKOMN 3aAbIKMTENHO ce CbobpassiBaT Bb3PACTOBUTE OrPaHMYEHUSs, CbINAacHo KpatkaTa
XapaKTepucTiKa Ha CbOTBETHWSI NEKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JMXM.

3. H30K He 3annalla neyeHue W3BbLH yKasaHaTa Bb3pacToBa rpaHuLIa B kKpaTkara xapakTepucTuka Ha npoaykra.

4. H30K He 3annalla neyeHne ¢ 4031 Haj MakCUMariHo paspeLleHnTe no KpaTka xapakTepucTika Ha npoaykTa.

5. B cnyyan Ha HacTbnuna MoAoavpaHa HexernaHa nekapcTBeHa peakuus, nekapaTt yBeaomssa WAT no pepa Ha un. 183 ot
3MNXM. Konve oT cbobLeHNeTo ce npunara KbM MeauLmMHckaTa fokymeHTauus Ha 30J1 npu kaHauaaTcTBaHe 3a neveHue.

6. MPU CNELUMAIUCTA, cbrn. un. 158, 6.5, T. 1 ot HP[] 3a MeauumHckuTe aeiHocTu 2015 1. (o6H. OB 6p. 6 ot 23.01.2015
r.), Ha 30J1, Ha KOMTO Ca WU3[aBaHW NPOTOKONM MO Peaa Ha HacTOSIUTE M3NCKBAHMA, CrieiBa Aa ce npunarat BCUUKU
Heo6XoAMMM AOKYMEHTU KaTo: amOynaTopHUTE NIUCTOBE OT M3BbPLUEHUTE Mperriean, BTOPUAT ek3emnnsp oT usfaaeHuTe
NPOTOKONM, KOMUSI OT ENUKPU3M, EKCTIEPTHI CTaHOBWLLA W APYTM AOKYMEHTW, KOUTO Ca OCHOBaHWe 3a u3fasaHe Ha npoTokon,
BCMYKM M3WUCKBALLM CE M3CreaBaHus, Konue oT MpunoxeHne 1 Ha HacCTOSILLWUTE M3UCKBAHUSA, NOMBITHEHO NO CbOTBETHATA ToYKa W
noanucaHo oT crneuuanucTa, usaan npoTokona.

KOMMWUCWUSATA, uspana npotokona Ha 30J1, cbxpaHsiBa BTOPU €K3eMNMsp Ha NPOTOKOMa W BCUYKM HEOBX0AUMU AOKYMEHTU 3a
n3faBaHeTo My.

Hacmosiwume u3suckeaHusi ca pa3pabomeHu Ha ocHoeamue un. 56 om HauuonaneH pamxos 002080p 3a MeOUYUHCKUME
detiHocmu 3a 2015 zoduHa (06H., [B, 6p. 6 om 23.01.2015 2.) u enusam e cuna om 1 anpunn 2015 &., cbenacko 4n. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 2. 3a ycnosusma u peda 3a 3aniawjaHe Ha fiekapcmenu npodykmu o yn. 262, an. 6, m. 1 om
3akona 3a nekapcmeeHume npodykmu € XymaHHama MeduyuHa, Ha MeOUUUHCKU u3denus u OUeMUYHU Xpanu 3a crieyuanHu
meduyuHcku uenu (06H., OB, 6p. 31 om 2007 2.).

W3NCKBAHUA HA H3OK MPW NEYEHWE HA OWCEMWHUPAH NYNYC EPUTEMATOMEC C BOMECT-MOANOULMPALLM NEKAPCTBEHU
NPOAYKTU B U3BBHBONHUYHATA NOMOL - B cuna ot 1 anpun 2015 rognHa





