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MNPU U3NABAHE HA MPOTOKOJI 3A MPOBEXOAHE HA NEYEHWUE HA IMCEMUHUPAH JIYNYC
EPUTEMATOJEC C BEOJIECT-MOAN®ULIMPALLMN NEKAPCTBEHU NMPOOYKTU

(BELIMUMAB)

lMpoTokon®bT ce M3aaBa OT CMELMAnUCTM C KOAOBE Ha cheuManHocT 20 — peBMaTonorus, paboTewum no forosop ¢
H3OK, ekcnepTHOTO CTaHOBMUle Ce U3faBa OT cheunanMavpaHa KOMUCHUSI B NeYeBHU 3aBeAeHusi 3a GonHMYHA nomouy,
ckniounnu goroeop ¢ H3OK. Cneunanuaupanute KOMMCUM Ce Cb3zaBaT ChC 3anoBes Ha AvipekTopa Ha J13: YMBAN "Cs. Mean
Puncku" EALL rp. Cocpus, YMBAT "Cs. 'eopru” EAL rp. Mnosame, YMBAI ,Cs. Mapuna” EAL] rp. Bapha.

PEQ, 3A 3ABEPABAHE HA NMPOTOKONUTE

MpoTokonu 3a 3anoysaHe Ha Tepanusita

CMEeuManmcT, CKIYnUn
noroeop ¢ H30K

cneuvanuaupaHa
KOMUCHS

» MonbnHeHo u noanucaHo npuroxeHue 1 — nuct 3a onpeaensHe Ha kputepuute
(no T.A) ¢ BCuyuKK HeoBXxoANMM N3CreaBaHns

* AwmGynatopeH nucT/eTanHa enMKpusa OT NOCMeAHMs Mpernief C NpUroXeHn
BCUYKM HeOﬁXO,qMMVI nokasaTenu v uscnefBaHus no npuroxeHue 2

= ‘MNpoTtokon 3a npesnucsaHe Ha nekapcTea, sannawaiu ot H3OK/P30K' — obp.
M3-H30K

¢
Z

= EKCnepTHO CTaHOBUWE C fCHA MeAuLMHCKA MOTUBaLMSI (33 bIKUTENHO Cce
oTbensssa nunca Ha U3KIIYBALLN KpUTEpM)

= “lpoTokon 3a npeanuceaHe Ha nekapcTea, 3annalanm ot H30K/P30K” — 06p.M3 —
H3OK (nognucaH ot uneHoseTe Ha KomucusTa)

Komucus no un. 78, 1. 2 o1 330 B

LY Ha H30K

3aBepka Ha

g npoTtokona B P30K

npOTOKOJ'lM 3a npoabikaBaHe Ha Tepanusita

CMeumanmcT, CKIoyun
norosop ¢ H30K

e

crneuyuanusumpaHa
Komucus

* Amb6ynaTopeH nucT/eTanHa enuKpusa OT MOCNeAHUs! nperneg ¢ MpuoXxeHu
BCUYKW HEODXOAMMM N3CnesABaHus Mo NpuUnoxeHue 2

= [onbnHeHo u noanucaHo Npumoxenne 1 — NUCT 3a onpesensHe Ha KpUTEpUUTE
(no 1.B)

= ‘lpoTokon 3a npeanuceaHe Ha nekapcTea, sannaijaHu ot H30OK/P3OK' — obp.
M3-H30K

4

. EKcnepTHO cTaHOBMLWE C sicHa MEAULMHCKA MOTUBALMS (3aAbMKUTENHO
Ce oTGensi3Ba NUNCa Ha CTPaHN4YHM PeaKLWN 1 Ce NPaBy OLEHKa Ha e(EKTUBHOCTTA Ha
TepanusaTa)

= “TpoTokon 3a npeanuceaHe Ha nekapcTsa, 3annalanu ot H30K/P30K” — o6p. M3
— H3OK (nonnucaH ot uneHoseTe Ha kKoMUCUSITA)

Komucus no un. 78, 1. 2 or 330 B

LY Ha H30K

3aBepka Ha

npoTokona B P30OK

Il. OBLL MONOXEHUA
1. 3011 nopasa noaroTsennte AokyMentu B P30K, Ha Teputopusita Ha KOSITO € Hanpaeuno us6op Ha OMJ1. [lokymeHTUTe
BKIIOYBaT:

1.1 3asBnenue ao [iupektopa Ha P3OK.

1.2 MonbnHeHo u noanvcaHo npunoxenue 1. MombrBa ce No CLOTBETHATa TOYKA U Ce npunara oTtpaseHata B Lucbpor

VIHAEKC MeanUMHCKa IoKyMeHTaLmsl, yA0CToBepsBaLLa BCEKU €AUH OT KputepuuTe.

1.3 MbaHnaT Habop uacneasaHus (cbusnkanHm, VHCTPYMEHTasnHu n nabopaTopHu), 0TpaseH B NpumnoxeHue 2.

1.4 “NMpoTokon 3a nNpeAnucBaHe Ha nekapcTsa, 3annawavu ot H30K/P30K’ — o6p. M3-H3OK, usgageH or nekaps
cneuvanuct, pa6otewy no gorosop ¢ H3OK. Mpunara ce opuruHan Ha NPOTOKONa, a NPy KaHAWAATCTBAHE 33 npoabkaBaHe Ha
TepanusTa ce npeAcTaBs OPUrMHan Ha NPeXofHUsi MPOTOKOS C OTPA3EHU BCUYKM HA3HAYEHMS MO Hero.

1.5 [eknapauus 3a MHOPMUPaHO CLrRacue no obpasell (npunoxexue 3)

2. P30K npuema aokymeHTUTe No T. 1 cnes cnipaBka OTHOCHO 3ApaBHOOCUTYpUTENHUS cTaTyc Ha 30J1.
3. MbpBUAT U BCeku crieABaly NPOTOKON Ce U3AaBaT 3a nepuopa no 6 meceua.

@

MBUCKBAHWA HA H3OK MPW NIEYEHUE HA AMCEMWUHUPAH NYNyC EPUTEMATOLEC C BONECT-MOAWOULIMPALLM NEKAPCTBEHU
NPOAYKTN B N3BBHEONHWUYHATA MOMOLL - & cuna oT 1 Mapt 2014 roguHa
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JINCT 3A KPUTEPUM MPU 3AMNOYBAHE HA NEYEHUE HA JUCEMUHWUPAH NYNYC EPUTEMATOLEC C BEOJIECT-
MOAV®ULINPALLM NIEKAPCTBEHU MPOOYKTU (BELIMUMAB)

Ume: I ErH | [ I | | [ | , | | |

3abenexka: mMeduyuHckama OoKymeHmayusi, ydocmosepsiealya 6CeKU OM Kpumepuume e rocoyeHa ¢ yugpa € UHOEKC U 3a0BLIBKUMEnHo
npudpyxaea HaCMoSW0MO MPUIIOKEHUE.

BOHECT-MDHMQJVII.IMpamHTe neKkapcTBeHU NPoAYyKTU Ce npunarat Kato BTOpa FIMHUA Ha neveHue, korato nbpBaTa nMHUA e
6una HeycnelHa Uy NauUMeHTLT He 5 NMOHaCS.

A. Kputepuu 3a 3ano4BaHe Ha MbPBU KypC (3a4LIMKUTETHU Ca BCUYKU KpUTEpUK)
MKB M32.1, M32.8

CurypHa AuarHosa — HanuuMe Ha 4 U TOBEYe KpUTEPUWM OT crepHute 11, cbrnacHo AMEpUKaHCKUsi Komex Mo
pesmaronorusa (ACR) 1982r.

»lenepynoo6pasex epurem”
JAuckonauu nesuu
®PoroceHCUbUnNU3aumus
Adroza
ApTtput/apTpanruu
Cepos3uT - NNEeBPUT W/unu NepukapauT
Hedbpurt - npotenHypus 2 0,5 g/l /24 h w/unu uunuHapuypus
Heeponynyc - enunentuchopmeHu npunaasLy u/unu ncuxosa
XeMaTornoruyHu OTKIMOHEHMUs —
XemMonuTuyHa aHemus < 85 g/dl
neskoneHus < 3000 mm® unm
numdonenns < 1500 mm® unu
TpomBouuToneHns < 100 000 mm?®
*  VIMYHONOTrUYHU OTKMOHEHMS —
anti-dsDNA > 25 |U/ml (ELISA) w/unu
APYIY aHTUTENa M/ CbNPOBOAEHN C HUCKN PPaKLMN Ha KOMNNEMEHTa
*  AHTUHyKneapHu antutena (ANA) npu UdKN = 1:80 '

BucoKa aKTUBHOCT Ha 3a6onsBaHeTo —
2 oueHka no SLEDAI = 6
(Systemic Lupus Erythematosus Disease Activity Index)

CraHpapTHaTa Tepanusi He MOCTUra 3afj0BOSIUTENIEH KOHTPOS BbPXY aKTUBHOCTTA.

Bb3pacTHW NauMeHTM C aKTMBEH, aBTOAHTUTANIO-MIO3UTMBEH CUCTEMEH nynyc eputemaropec (CIIE) ¢ Bucoka cTeneH Ha
3 AKTMBHOCT Ha BonecTTa (Hanp. nonoxwtenHu anti-dsDNA aHTUTeNna Wunn HUCHK KOMMNIEMEHT), BLMPEKH NPUNOXeHaTa CTaHaapTHa
Tepanus (aHTUManapuuy, UMypaH, eHjoKcaH, METOTPEKCaT U Ap. KaTO MOHOTEpaNMs ik KOoMGMHMpaHa Tepanus ¢ K) B onTumantm
KypCcOBe U 403U 3a NoHe 6 MeceyeH nepuop.

4 | I'unca Ha u3kMOYBaLm KpuTepum no . B *

! Npunarar ce 3aABLMKUTENHO Ha OPUrMHaNHa GMIaHKa OT NaBOPATOPHO UICTIEABAHE WS 3ABEPEHO KOMME, NP HANMYME HA XOCANTANM3ALMS C
naBHocr Ao 1 Mec. npeau kaHAWAaTCTBaHeTo, ce npunara enukpuaa U3 c Ne,

2 npunara ce ouekka no ckana SLEDAI, HEOOXOAMMO € ABYKPaTHO MOTBLPXAABaHE W Ha mokasatenure 3a noHe 12 cepgmuyeH nepuos 6es
MPOMSAHA B NEUEHUETO, NPUNAraT Ce v ABaTa (LA y0CTOBEPABALL MPOBEXJIaHE Ha OLieHKaTa

° amMBynaTopHu NUCTOBE UMW eTanHa enuKPU3a OT MPerneAn NPYU CMIEUMANNCT, YAOCTOBEPSIBALLM HA3HAYABAHE Ha npeaxoAHa Tepanus
OTPA3eHM CPOKOBE Ha NPUIOXEHNUE U EHEeKTUBHOCT, B T. 4. M PA3BUTU HEXENAHU NEKAPCTBEHU peakLun

*ynocToBepsiBa ce ¢ NOANMC Ha CMEUMANIACTA B NPUIOXKEHME 1 HA HACTOSIIUTE M3NCKBAHWS

OTroBaps Ha KpMTEPUMTE 3a 3anoYBaHe

B
nevyeHuve c AHeBHa fosa

NOANUC HA CNEeLMarMCTa:. ...,

W3UCKBAHWUA HA H3OK MPW NEYEHWE HA AUCEMWHWUPAH NYNYC EPUTEMATOLEC C BONECT-MOAUGULMPALLA NEKAPCTBEHU
MNPOAYKTW B U3BBHEOIHUYHATA NMOMOLL - B cvna oT 1 mapT 2014 roauHa




[image: image4.jpg]NPUNOXEHMUE 1

NUCT 3A KPUTEPUM NPU NPOOBLIMKABAHE HA NTIEYEHUE HA IMCEMUHWUPAH NyNyc EPUTEMATOJEC C
BONECT-MOAUDULIMPALLN NEKAPCTBEHW MPOAYKTU (BELIMUMAB)

Awe: [eri] [ [ [ ] [ [ T T [ ]

3aGenexka: meduyunckama OOKyMeHmauus, yOOCMOBEPAGAWA 6CEKU OM KDUMEPULME € MOGOYeHa C Lugpa & UROBKC U 3aGmmKumento npudpyxaea
HacmoswWomo npunoxenue.

3abenexka: BonnuTe cneasa 4a GbAaT MOHUTOPMPAHM Ha 6-Msi MECEL, OT HAYaNoOTo Ha NEYEHUETO.
" NPV KaHAMAATCTBAHE 33 NPOABIKABAHE HA NEYEHWETO Criej 3aBbPLIEH MbPBU LIECTMECEUYEH KYPC Ce OCBLIECTBABA HOBa
OLIEHKa U 334 b/DKUTENHO Ce NPeACTaBs MeAMUMHCKATa OKyMEHTaLWs OT nperneaa Ha 12-Ta ceamuua

B. Kputepuu 3a npoanbnkasane Ha IeYEHNETO (3aABIDKUTENHM Ca BCUYKM KpUTEpUK)
MKB M32.1, M32.8

MocTurHato nopgoGpeHue B cTeneHTa Ha KOHTPON Ha 3a6onsiBaHeTo CIIE, oueHeHO Mo KITMHUYHU U UMYHONOTUYHMU
napameTpu:

a) KnuHuynm napameTpu:

1 * BOCTUrHaTO M NOAABPXKAHO NOAOBPEHIUE NPU KIMHUYHATA OLEHKA Ha aKTUBHOCTTA Ha CJIE — oueHkarta no SLEDAI
* peaykuus Ha noaabpxaliara 403a KOPTUKOCTEPOUAY

® HamansiBaHe YectoTtara Ha obocTpsiHusTa Ha CJIE

6) MmyHonoruuHu napameTpu:
" NOHkaBaHe unu Hopmanuavpaxe Ha ANA w/unu anti-dsDNA w/vnu apyrute aHTutena u/unu HOpManuaupaHe Ha
¢pakyuuTe Ha komnnementa '

2 KnuHu4Ha oueHka Ha akTMBHOCTTa Ha CJIE — noHwkasaHe Ha oueHkata no SLEDAI MUHUMYM C 4 ToukM B CpaBHeHWe C
npeaxogHarta v 3agbpxaHe BbB BpemeTo g
3 Jlunca Ha HexenaHa nekapcTBeHa peakuusi U U3KIIOYBaLM KpuTepum no 1. B *

amGynaTopeH nMCT/ eTanKa enukpu3a C OTPaseHa CTENeH Ha NOBMUABAHE Ha MOKA3aTeNTe, OPUTMHANIHM GNaHKN NN 33BEPERN KON OF aKTyanHu naGopatopHu
USCreaBaHns (C NOCOYEHN PediepeHTHU CTORHOCTM 3a CLOTBETHATA NABOPaTOpUs), NP HANMYME HA XOCAMTANUSALWS C AABHOCT 40 1 MEC. NPeAy KaHAUAATCTBAHETO,
ce npunara ennkpusa U3 c Ne

npunara ce ouekka no ckana SLEDAI
YAOCTOBEpsIBA Ce C NOANMC Ha CeLManucTa B NPUoXKeHue 1 Ha HACTOALUMTE U3UCKBAHWUS M Ce NONLNBA Ta6n.1

Tabn. 1 HexenaHu nekapcTeeHn peakuuu
Wndbekuun

JleskoneHus

[Lenpecus, 6escbHue

Murpena

lageHe, auapus

Peakuuu, cBbp3aHu ¢ uHdyausTa
Peakuuu Ha CBPLXUYBCTBUTENHOCT
MyckynHo-ckeneTHu 6onku

B. U3KMIOYBALLWN KPUTEPUW (npu 3anousaHe u npu npoaLmMKaBaHe Ha NEeYeHMETO)

1. Texuk aktuse nynyceH Hecbput (MpoTenHypus > 6 g/ 24 h, cepymeH kpeaTuHuH > 250 mmol/l) 6onHM Ha Xemoauanusa
2. Texwk nynyc Ha LIHC (pUNagmLy, MCUXOaH, OPraHHEH Mo3bueH CUHAPOM, MOSbYHO-CHAOBM MHUMAGHTM, UepeGpuT, LIHC sackynuT)
3. [laHHu 33 OpraHHa TPAHCMNAHTALWS WK TPAHCIAHTALIS HA XEMOMIOET/YHI CTEONOBM KITETKU WA KOGTEH MO3bK

4. HeonnacTuuky 3a6onssanms

5. MauvenTv nog 18 roguwka Bb3pact

6.  BpemenHocT U nakrauyms

7. OCTBP MK XpOHWHEH BUPYCEH XenaTuT

8. AxTvBHa unu nateHTHa TyOepkynosa

9. HIV uHdekums

10. XunoramarnoGynuremus ( IgG < 400 mg/dl unm IgA < 10 mg/dl)

11, CBpLXUYBCTBATENHOCT KM GKTUBHOTO BELLECTBO 1N HAKOE OT NOMOLLHUTE BELECTEa

12. Mpexucaane Ha TepanusTa no BUHa Ha GONHMS 3a NEPUOA NOBEYE OT 2 Meceua

13. BrniousaHe Ha 3011 B KNUHUYHO NpoyuBaHE*

* Komucusima, Kosimo e HasHayuna neveHuemo u Habnodasa 30J], e dnbxHa He3a6aeHo 0a yeedomu Komucusima 3a excriepmu3au rio 4n. 78, m. 2 om 330 e L|Y Ha
H3OK. Teau 6onHu ce 3anuceam e omdenex peaucmbp u He 2y6sim npasomo cu 3a NPOOLILKagaHe Ha JIEYEHUEMO Ced MPUKITIOYEaHE Ha KAUHUYHOMO npoyyeaHe
Cred akmyarHa oueHKka om creyuanu3upaHama Komucus

OTroBaps Ha KpuTepuuTe 3a
NpoAL/MKaBaHe Ha NEYEHUeTo ¢ B AHEBHa A03a

NPOAYKTN B U3BBHBONHUYHATA MOMOLL — B cuna ot 1 Mapt 2014 roguHa

‘ W3UCKBAHWUA HA H3OK MPU NEYEHUE HA JUCEMWUHWPAH NYMYC EPUTEMATOLEC C BONECT-MOAN®ULIMPALLA NEKAPCTBEHU
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I. NIEYEBHO-AWATHOCTUYEH ANFOPUTBM

1. NEKAPCTBEHWU MPOLOYKTW, BknioueHn B Mpunoxexne 1 wa MNC, kouto H3OK 3annawa B CBLOTBETCTBME C
AeiCTBalWMTE HOPMATUBHN AOKYMEHTH.

INN MKB L03A
BELIMUMAB M32.1, M32.8 * npu 3anousaxe Ha nevenne — 10 mg/kg Ha 0, 14 1 28 feH
* noaawpxatla gosa — 10 mg/kg Ha Bceku 4 ceammum

2. NPOCNEASABAHE:

INN NPEAW 3AMOYBAHE* KOHTPOI Ha 6 mec.*

PeHTreH Ha 6sn Apo6

= TybepkynuHosa npoba = [KKc KK
" XenaTWTHW Mapkepu = ASAT, ALAT
= HIV "  KpeaTWUHWH
= [IKK c OKK "  MpoTeuHypus
BELIMENAB = ASAT, ALAT ® ANA u/unm anti-dsDNA unu apyrn
= KpeaTuHWH €KCTpaxupyemu aHtuTena rno
" NpOTeuHypusi npeLeHka

= ANA w/vnu anti-dsDNA unu apyru
€KCTPaxvupyemu aHTUTENa Mo npeLeHka

£ npunarat ce 3aBepeHu Komus oT OpUruHanHuTe GnaHku (I'IpVI Hanuyne Ha xocnuranusauusa c AaBHoCT Ao 1 mec. NPeAn KaHLWAaTCTBaHETO ce
npunara 3aBepeHo konue oT enukpusa ¢ Homep Ha U3)

3abenexka: Yuyacmuemo Ha 30/ e KAUHUYHU npoy4eaHusi He IMPOMeHs1 HeobxoduMocmma om cra3eaHe Ha
usuckeaHusima Ha H30K npu npoeexdaHe Ha neyeHue ¢ 6uonozuyHu flekapcmeeHu npodykmu e u3ebH6oNHUYHama
nomouy.

Il. OBLUWN UBUCKBAHUA

1. Br3pacToBarta rpaHuua ce M34MCrsBa B HABBPLIEHN FOAMHU - T.e. BKIIOYUTENHO KbM fararta Ha usgaeaHe Ha NPOTOKONa oT
crneuvanusmpaHara KoMucus.

2. Ipu HasHavaBaHe Ha Tepanusi Mo MPOTOKON 3abLMKUTENHO Ce CbobpassiBaT Bb3PaCTOBUTE OrpaHUYEHNs, CbITIacHo KpaTkaTta
XapakTepucTuka Ha CbOTBETHUSI IEKAPCTBEH NPOAYKT, YTBbpZeHa no peaa Ha 3MMXM.

3. H30K He 3annalua neyeHme U3BbH ykasaHaTa Bb3pactosa rpaHuLa B kpaTkata xapakTepucTiika Ha mpoayKTa.

4. H30K He sannaia neyeHue ¢ 403u Haa MaKCUMAITHO PaspeLleHuTe no KpaTka xapakTepucTuka Ha npoayKTa.

5. B cnyuyail Ha HacTbNUNa NogoavpaHa HexenaHa TiekapcTBeHa peakuus, nekapsit ysegomssa WAJT no pega Ha un. 183 ot
3/INXM. Konue oT cbobLieHueTo ce npunara kbM MeauLMHCKaTa AokyMeHTaumus Ha 30J1 Npu kaHanaaTcTBaHe 3a neveHue.

6. MPU CMELUMATUCTA, cbrn. un. 158 B, 1. 1 ot HP[ 3a MeguumHckute aeviHoctu 2014 r. (o6H. 1B 6p. 3 o1 10.01.2014 r.),
Ha 30J1, Ha KOMTO ca M3[aBaHM NPOTOKONM MO pefa Ha HacTOSIMTE W3WUCKBaHUsA, cneadBa Aa ce npunarat BCUYKU
HeobX0AMMM AOKYMEHTU KaTo: ambynaTopHUTE NUCTOBE OT U3BbPLIEHUTE Mperneaun, BTOPUSAT eK3eMmnnsp OT MsaaaeHuTe
NpoTOKONK, Konus oT EnuKpr3n, ekxcnepTHu CTaHoBULLa U Apyrun AOKYMEHTU, KOUTO Ca OCHOBaHuEe 3a n3gaesaHe Ha npoTokon,
BCUYKM M3UCKBaLLM ce uscneaBaHusa, konue ot npunoXxeHuwe 1 Ha HacTosALUTE U3UCKBAHUS MONBIIHEHO MO ChLOTBETHaTa
TO4Ka, NnoAnNUcaHo oT cneuuwanucra, usgan npoTokona.

Hacmoswume usuckeaHusi ca paspabomeHu Ha ocHoeaHue un. 56 om HayuoHaneH pamkos 002080p 3a MeAUUUHCKUME
OeliHocmu 3a 2014 zo0duHa (06H., B, 6p. 3 om 10.01.2014 2.) u enuzam e cuna om 1 mapm 2014 2., cbenaco un. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 z. 3a ycriosusima u peda 3a 3annaware Ha JnieKkapcmeHu npodykmu o yn. 262, an. 6, m. 1 om
3arona 3a nekapcmeeHume npodykmu e XyMaHHama meouyuHa, Ha MeOUUUHCKU u3denus u OuemuyHu XpaHu 3a cneyuanHu
MeOuyuHcKu uenu (06H., [B, 6p. 31 om 2007 2.).

MBUCKBAHWA HA H3OK MPU NEYEHUE HA AUCEMWHUPAH NYNyC EPUTEMATOAEC C BOJECT-MOAUGULIMPALLM NEKAPCTBEHM
MPOAYKTW B U3BBLHEONHUYHATA MOMOLL, — & cuna oT 1 Mapt 2014 roguHa

i




[image: image6.jpg]NPUNOXEHWE 3

AEKNAPALIUSA 3A UHOOPMUPAHO CBIMTIACUE C UBUCKBAHUSTA 3A 3AMOYBAHE/ MPOABMKABAHE HA
JNIEYEHUETO C NIEKAPCTBEHUA NPOAYKT

crea kato Ce 3anosHax C Uuanata MW npefocTaBeHa WMHGOPMaLMs W LenTa Ha JIeYEeHMeTO C neKkapCTBeHus
NPOAYKT.

NoCTaBeHUTE OT MEH BLMPOCK, iIeKnapupam ye:

W crnej Kato nomyydux usyYepnaTtenHu OTroBOpu Ha

1. WHcopmupaH CbM 3a 0Tkas OT MailuMHCTBO / GALLMHCTBO MO BPEME Ha MPOBEXAaHe Ha feveHne C ropenocoyeHus
NeKapcTBEH NPOAYKT.

OA HE

LI.le cnaseam npenopbYaHaTta Mu cxema Ha fnevyeHue u NepuoanyHocT Ha KOHTPONHUTE nperneaun.
PefioBHO e ce ABSBaM Ha KOHTPOMHW MPErneau M HsMa fAa MPOMEHSAM CaMOBOMHO UMM MOA APYro BHYLIEHWE
HasHa4YeHaTa M1 Tepanus.

4. Tlpu npeycTaHoBsiBaHe Ha NEYEHNETO MO NPUYMHI, HENPOU3TUYALLM OT PeLEHNeTo Ha KomucusiTa 3a ekcrieptuan B P30K
wvnn Komucusita no un. 78, 1.2 ot 330, we yBeaoms HesabasHO nudHus cu nekap 1 P3OK u we sbpHa B P30K
NOCAEAHMS MPOTOKON, MO KOWTO CbM NosyyaBar/a NekapcTBEeHUs! MPOAYKT.

5. an HecnasBaHe Ha MOCOYEHUTE YCNoBUSA NEYEHMeTO MU C ynomMeHaTus fiekapCTBeH MNpPOAyKT e 61>,qe npekpaTeHo u
HAMa Ja umam npeteHumn kbm H30K.

V3NCKBAHWA HA H3OK MPWU NEYEHWE HA AVNCEMWHWPAH NYNYC EPUTEMATOAEC C BOJNIECT-MOAUGULIMPALLM NEKAPCTBEHW
MPOAYKTU B U3BBHBEONHUYHATA NOMOLL - B cuna ot 1 mapt 2014 roguHa





