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OBIIrapcKuTe rpaXKiaHy 3a 3aGONABAHYS H3BLE 06XBATA Ha 3a)(bIDKUTENIHOTO 3/IPaBHO OCHTYpSIBaHE,
II0 [IpeKpaTeHH 000CobEeHH TO3UIIHI®,
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BEB3JIOXHTEN 110 WI. 5, all. 2, T. 4 ot 3011, cue CcityxebeH anpec rp. Codus - 1000, nyr. ,,.Crera Henens”
No s,

Motusu 32 uz6op na nponexypara.

C Pemenne Ne PJI-11-439 o 29.12.2016 r. Ha MHHHCTBPA Ha 31paBeONa3BaHETo € OTKPHUTA
obmiecTBeHa TOpBUKA mpeamet: . JIocTaBka Ha  pagMOAKTHBHE JICKapCTBEHH IIPOAYKTH,
panuobapmaneBTHIH, PaIMOHYKIIMTHY I'€HEPATOPH, KHTOBE H PalHOHYKITHAHY IIPEKYpcopH 3a 2017 T
OTIyCKaHH 110 pena Ha HapenGa 34/25.11.2005 r. 3a P&lia 3a 3annamane oT permyOIHKaHCKUs BIOKeT
Ha JICYCHHETO Ha OBJITaPCKUTE IPaXKIaHy 32 3a00MIsIBaHHs, H3BBH 0OXBaTA Ha 3aIBIDKHTENTHOTO 3/[paBHO
OCHrypsiBaHe", BKIIOYBAIA 46 caMoCTOS TN O obocobenn nosuruu, ¢ YUH g POIT 00080-2016-0031,
ObBocoGenure mosummy, BKINOYCHH B HacTosiaTa obLIeCTBeHA OPEYKa, ca IPEKPATEHH TaKUBA 110
olurecTBeHaTa MOPBUKA ¢ TOpHuA peamet. ITo obocoberuTe nmosunmu e Guno IIONACHO IpPeUIOKEeHHE
CaMo OT CMH-EMHCTBEH YYACTHHK, 4 UMEHHO OT »EJIEKTPOHKOMEPC* EOOZ. Ha ocrosanue u.
22,an. 1, 1. 8, un. 108, T. 4, BBB BpB3Ka ¢ w1, 110, aj. 1, 1. 2 or 3akoHa 3a obmecTBenHTE IIOPBYKH C
Pemenune No PIT-11-106/ 04.04.2017 . ua MHEHHCTEDA Ha 3[IpaBeONa3BaHeTo ca npekpaTesn o6ocobenu
mosumyu ¢ NeNe 3, 4, 5, 6, 7, 8, 9,10,11,12,13 u 17, Ha ocHOBaHwme 1. | 10,an. 1, .2 ot 3011, mopanu
00CTOATENCTBOTO, Ye IomaeHHTe OhepTH Ha NMHCTBEHHS YIACTHHK ca HETIOAXOJAIIH 110 CMUCHIIA HA
§2, T. 25 ot JonsmHuTenH1TE pasnopen6u ua 3011, Pemennero 3a [IPEKPATSIBAHE € BIIA3JIO B CHJIA.

IIpenBun Ha ToBa, Ha OCHOBaHHME 9. 79,an. 1, 1. 1 ot 3011, 3a BB310)HTENS @ HaJIHIle TpaBHa
BH3MOXKHOCTTA 1a IIPOBEJE Mporeaypa Ha AorosapsHe 0€3 NpenBapHTeNFo obsBnenue, T KarTo e
HaJIMIEe IIpeABuieHaTa B T. 1 Ha uit. 79, an. 1 XHUIIOTE3a, a UMEHHO: IIPH [IPOBEIeHAaTA OTKPHTa IIPOLie 1y pa
BCHYKH NOAaNeHH OQEePTH WM 3asABJICHUS 3a YHaCTHE Ca HENONXOSIIY M IIbPBOHAYANHO OGSBEHUTe
YCIIOBHS HAa IOPBUKATA HE Ca CHINECTBEHO IIPOMEHEHH

IIpu u3pbpmena cupaska B npunoxenre Ne 3 or ITJIC ce YCTaHOBH, Y€ 3a BCAKka 060cobenHa
nosunus or Ne I mo Ne 10 k., mma BIIMCAH CaMO II0 €IMH JIEKapCTBEH MPOAYKT, BCHUYKHTE ¢
TIPHTEXATENN Ha Pa3speIleHUeTo 3a ymorpeGa /IIPY/ GE Healthcare S.r.I., Mramus; GE Healthcare
Buchler GmbH & Co., T'epmanus; GE Healthcare Ltd, O6eanneno Kpaictso, ¢ YIBIHOMOIIEH
Tpencrasuten 3a benrapus - GE Healthcare. B tasy BpB3Ka Ce OTIPaBs MOKAHA 110 060COBeHH HO3UITHH
oT Ne 1 g0 Ne 10 Bxu., mo CIMHCTBEHHA ymbiHoMomeH or GE Healthcare TBPIOBELl Ha ejipo ¢
J€KapcTBeHU NponykTH ,,EJIEKTPOHKOMEPC* EOO/I.

ITo oTHOmEHME Ha MEIMIIMHCKUTE H3JENHS 110 000Cco6eny mosunun Ne 11 u Ne 12, cren
H3BBPIICHA IPOBEPKA B ENeKTpoHHS crmesk Ha ME/MINHCKATE U3/IENUs 3aIUIAllaHH ¢ 06LIeCTREHY
CPE/CTBA, IyOIMKYBaH Ha HHTEpHeT CTpanmnuara Ha MIAJI ce ycranoRy, ye:

®3a o6ocobena mosmumu Ne 11 uma PETHCTPHPAHO €HO MEAMUMHCKO H3JeHe, OTTOBapsIIO
Ha USHCKBAHUATA, KOETO € PErHCTPHPAHO OT Thprosena na enpo ,, EJIEKTPOHKOMEP(C* EOO/.

®3a obocoGena nosuuwmu Ne 12 uva PETHCTPHPAHM MEAULHHCKY H3eNus, OTroBapsIIM Ha
H3UCKBaHMATA, PETHCTPUPAHY OT THPrOBLHTE HA eapo ,,EJIEKTPOHKOMEPC« EOOI u ,,JAHC
OAPMA“ EOO]I.

B Ta3u Bpr3Ka ce otnpassT nmoxanu 3a y4acTHe:

°no obocobena mosmmms Ne 11 - A0 TBHProBena Ha enpo ~EJeKTporKomMepe” EOO],
PETruCTpHpall METHIIMHCKOTO M3AEIHE 110 obocobenara mo3umus.

e1o0 obocobena mo3mmus No 12 - A0 ZlBaMata ThPrOBIH HA €IpPO C MEIMIHHCKH H3IIenus
»EJIEKTPOHKOMEPC EOOM u ,,JIAHC PAPMA* EOOZ, perucrpupanu memmmmucko H3EJTHE 110
obocobenara mo3umus.

IIpensu H3JI0KEHOTO, HACTOAIIATA [IOKAHA Ce ornpags o ,,EJIEKTPOHKOMEPC* EOO/ u
»HAHC GAPMA« EOO/, BbB Bph3Ka ¢ HEOOXOJHMOCTTa OT OCHTYPSIBAaHETO Ha BKIIOYCHUTE B



IOpBHKaTa  pajMOaKTHBHH  JIEKAPCTBEHH IPOLYKTH, paiHodapManeBTHIH, —PaTHOHYK/IHIHE
T'CHEPATOPH, KUTOBE H PalHOHYKIIMIHY NpeKypcopH 3a 2017 T

C Pemenne Ne PJI-11- ...... Ha MUHHACTBDA Ha 31paBeona3BaHeTo Ha OCHOBaHue ui. 18, an. 1,
1. 8 o1 3011 ce oTkpuBa poneaypa o moropapsiHe Oe3 IpeaBapUTENHO OOsSBIEHHE 110 pena Ha 41,79,
an. 1, 7. 1 ot 30I1 u un. 64 or IIII30IL. Ha ocnopanue ui. 18, an. 7 or 3011, IIpH ClIa3BaHe Ha pena
onpernerned B 3011 u [IpaBunauka 3a HEFOBOTO [Ipularane e ce NPOBEAAT IPErOBOPH 3a OIPEIEISHE
Ha IJayswTe Ha [OrOBOPHTE 3a JOCTaBKA HA  PAJHOAKTHRHM TEKapCTBEHH TIPOJYKTH,
panuodapManeBTHIH, PaTHOHYK/IWTHH TCHEPATOPH, KUTOBE W PajMOHYKIIH/IHY IIpeKypcopu 3a 2017 T,
OTIIyCKaHHu 1o pena Ha Hapenba 34/ 25.11.2005 r. 3a pelia 3a 3anjaliane oOT penyOInKaHCKUs G0 pKeT
Ha JICICHUETO Ha OBIrapCKuTe IPaXkIaHH 3a 3a60BAHNS H3BHH 06XBATA Ha 38BIDKATEITHOTO 3IPaBHO
OCHTypsBaHe, II0 IPEKPaTeHH 000COOEHH O3HUITMH, YacT 0T O6IecTBE A IIOpBYKA C IpeaMer ,,JlocTaBka
Ha paM0aKTHBHY JIEKAPCTBEHH NPOTYKTH, PaguohapMareRBTHIIH, PaTHOHYKITHIHE TEHEPATOPM, KUTORE
¥ PalHOHYKIIMAHY IpeKypcopy 3a 2017 r., oTmyckanwu no pexa ua Hapen6a 34/ 25.11.2005 r. 3a pena
32 3aIUTallane OT PeryONHKaHCKHs BIOMKET Ha JICYEHHETO Ha OBIrapcKuTe rpaXKiany 3a 3a6onsBanus,
H3BBH 00XBATa HA 33/IBIKUTENHOTO 3PaBHO ocurypsBane” ¢ 46 caMOCTOATENHO 060COBEHN MTO3MIHH.

1. TIPOBEJXJAHE HA JOI'OBAPSIHE BE3 IIPEABAPUTEJIHO OBSIBJIEHUE C
IIPEAMET: ,JloctaBka Ha pajgdOaKTHBRHH JIEKapCTBEHH IPONYKTH, paauodapManeBTHIH,
PAHOHYIIIN/IHA F€HEPATOPH, KUTOBE U PATHOHYKIHHH TpeKypcop 3a 2017 I'., OTIIYCKaHH 10 peja Ha
Hapenba 34/25.11.2005 r. 3a pena sa sammamane ot penybnukanckus OHOIKET Ha JeYeHHeTo Ha

OBirapckuTe rpaXAany 3a 3a00IsSBaHIs 3BHH 06XEATA HA 3aIBIDKUTEHOTO 3APAaBHO OCHIyPSABAHE, [0
IIPEKpaTeHH 000CO0CHM O3,

2. OBEKT HA IIOPBYKATA U [IPABHO OCHOBAHME:

Obexm Ha HacTosmATa OBINECTBEHA [TOpBHKa € ,,10CTABKM Ha CTOKH, OCHIIECTBSBAHH dpes
IIOKYIIKa” 110 CMHCHNA Ha 4. 3, ai. 1, . 2 ot 30IL.

Ilpasno ocnosanue - uin. 79, a. 1, .1 or 30IL.

3. ObOCOBEHMU ITO3UIINH
Hactosimara obmectsena nopruxa sxrousa 12 060coGenn TIO3HUITUH, KaKTO CIIEABA:

O6ocobena :
iGN Hanmenosanne
1 »HoctaBka Ha Technetium (99m Tc) macrosalb 2 mg/vial
2 »Jlocraska a Technetium (99m Tc) nanocolloid 0,5 mg/vial*
3 »JocTtaBka Ha Technetium (99mTc) exametazine 0,5 mg*
4 | »»[locraBka Ha Technetium (99mTec) tetrofosmin 230 meg*
5 »Hocraeka Ha Sodium lodide (131 I) nepopanna popma 74 MBg*
6 »Hoctaska na lodine Toflupane (123 I) 74 MBg/ml-5 ml*
7 ~Jlocraska Ha Iobenguane (131 1) 37 MBg/ml“
8 »Jloctaeka Ha Sodium Iodide (131 I) nepopanua dopma 1,85 GBg“
9 »JlocraBka Ha Sodium lodide (131 ) nepopainsa gopma 3,7 GBq*
10 »JlocTaBka Ha Strontium (89 Sr) chloride 150 MBqg-4 mi“ N




11 »Jloctaska Ha 192 Ir 3a Mukpocenexrpor 150 em/10 Ci
12 »AlocTaska Ha 125 I TSH (384-400 npo6u) KIT IRMA*

4. MAKCHMAJIHO JONYCTUMA CTOMHOCT, KOJHUYECTBO M
OIIMCAHHUE HA OBOCOBEHUTE HHO3UIIUH:

Maxkcumanaus pasmonaraem duHaHCOB PECYpe, KOHTO BB3IOKUTENS MOXKE Ja OCHTYPH 3a
H3ILIHEHAC Ipe/iMeTa Ha nopbykata e 1 334 370,25 ns. Ges JIC, 1 601 244,30 nB. ¢ ANeC.

3a M3YMCIIABAHE HA [IPOTHO3HATA CTONHOCT HA OGIIECTREHATA IIOpBYKA, IIPH CIIA3BaHE HA Il
21 o1 3011, BE3MOKHUTEIIS € BKITFOUHIT BCHUKHU MTAIAHHIS 6e3 JaHbK BBPXY fobasenara crolinoct (JIJ1C),
M3BECTHH MY KBM JaTaTa Ha PEIIEHHETO 3a HEHHOTO OTKPHBAHE, W CHINATA € paBHa Ha cbopa OT
CTOMHOCTHTE HA BCHYKH 000CO0eHH MO3HIKH, BKJIIOUYEHH B Hed.

Makcumanaus pasmonaraeM GMHAHCOB peCypce N0 OTACIHHATE 000COOEHH MMO3HITHE € KAKTO

clenBa:

JlekapcTBenu npoayxTH
HanmenoBanue, exmauyHa Konuuecrso Emil,ﬂﬂqﬂa (36““‘
Ne AKTHBHOCT Mspxka 10 CTOHHOCT B CTOHHOCT B
‘ as. ¢ JUIC as. ¢ JUIC
I |Texueumenn kurose
Technetium (99m Tc¢) macrosalb
112 mg/vial oIl. X 5 6p. 91 228,89 20 828,99
Technetium (99m Tec) nanocolloid
2 10,5 mg/vial om. x 5 6p. 37 407,75 15 086,75
Technetium (99mTc) exametazine
3 10,5 mg om. X 5 6p. 20 1183,15 23 663,00
Technetium (99mTc) tetrofosmin
4 (230 meg om. X 5 Op. 124 1 323,97 164 172,28
I Pannoebapmaueﬁmuu 3a !
AMATHOCTHKA in vivo
Sodium Iodide (131 I) nepopanua
5 | popma 74 MBq om. x 1 6p. 1334 288,02 384 218,68
lodine Ioflupane (123 1) 74
6 | MBg/ml-5 ml omn. x 1 6p. 193 - 1 819,19 351 103,67
7 |lobenguane (131 1)37 MBg/ml |1 + 1 6p, 45 540,07 24 303,15
T PaanodapmanesTunm 3a
Tepanus
Sodium lodide (131 I) nepopanua
8 dopma 1,85 GBq om. x 1 6p. 50 279,48 13 974,00
Sodium lodide (131 I) mepopanua
9 | bopma 3,7 GBq om. x 1 6p. 225 575,28 129 438,00




Strontium (89 Sr) chloride 150
10 | MBg-4 ml om. x 1 6p. 183 1 860,22 340 420,26
MenuunacKkH H3ae/us
Haumenosanue, exunnyna Konugecrno Eminn'ma QGma
Ne AKTHBHOCT Msapka 10 CTOHHOCT B | CTOMHOCT B
e . | . ¢ JAC |  as. ¢ AAC
v : Papuodapmanestauy 3a !
Tepamus
1) | Welrat Mamposemopngon 156 [ - 5 e g 16466,70 | 131 733.63
em/10 Ci
v Paxuotapmanesraum 3a | ! |
AHATHOCTHKA in vitro '
125 I TSH (384-400 npo6u) KIT
12 IRMA om. x 1 6p. 8 287,74 2301,89

S. ABUCKBAHUSI 3A U3ITBJIHEHUE HA ITOPBYKATA;

1.

MsicTo ¥ cpox Ha M3ILIHEeHHE HA NOPBLYKATA:

1.1. MsicTo Ha M3IBIIHEHNE HA TOPBYKATA

3a MSCTO Ha [OCTaBsiHE HA PaJIMOAKTHBHU JICKapCTBEHH INPOMYKTH, pagrodapMaIieBTUIH,
PAIMOHYKIIMIHY  TCHEPATOPH, KMTOBE M DAIMOHYKIMIHH NPEKYPCOPH CE ONpPENENsT Kpa#HuTe
HIOTTy9aTeI, CHIIACHO CIMCHKA HA KPAHHUTE IOy 4aTeNH Ha PaAHOAKTUBHY JICKAPCTBEHH! IPOAYKTH,

PpanuohapMaueBTUITY, PaHOHYKIM/IHH [eHEPATOPH, KHTOBE H PalHOHYKIIMIHY IIPEeKypcopy npes 2017
I'., KaKTO Cle/Ba:

18.
19.

YMBAJI ,,Anexcannposcka” EAJL, rp. Codus
YCBAIJIE ,,Akan. Vsau Ilenues” EAJ, rp. Codus

.CBAJIO EA/], rp. Codus

YMBAIL,,Cs. UiBar Puncku” EAJL, rp. Codus
YMBAJL ,,llapuna Hoauna - UCYIT” EAJLL rp. Codus
CBAJIX3 EAJL, rp. Codus

YMBAJL,,I-p T'eopru Crpancku” EAJL, rp. Ilnesen
YMBAIJL,,Cs. T'eopru” EAJ, rp. [Tnosaus

MBAJI ,,Cs. Mapuna” EAJ, rp. Bapua

»KOLI — Crapa 3aropa“ EOOJ, rp. Crapa 3aropa
CBAJIO3 EOO/L, rp. Codus

»KOLl - Byprac* EOOJ, rp. Byprac

»KOII — Bpana“ EOO/, rp. Bpana

»KOL-Bemuko Teproso“ EOO]I, rp. Benuko TsproBO
»KOL-Pyce”“ EOO/, rp. Pyce

MBAJIHIT,,Cs. Haym™ EAJT, rp. Codpuist
»KOL-Illymer* EOO/I, rp. Illymen

MBAJL,,I-p Tota Beakoga”AJl, rp. I'abposo
~Amxubanem Cutu Kimunuk YMBAJT® EOO/I, rp. Codus /mpenumnno HammeHnoBanue

»Curr Kk YMBAJI EOOJT, rp. Codus/.

1.2. Cpox 1 HayKH Ha KocTaBKAa:

CpoK®bT 32 M3ITBIIHEHHE Ha HOpBYKaTa e 10 28.02.2018 .

MHEHHCTEPCTBO Ha 3[paBEONa3BAHETO PAIIIPENET HEOBXONHMHUTE KOJIMYECTBA B [[BE YTBBPICHU
ITACMEHH 3asBKH-PaA3IIPEAEIICHHs], ITbPBATA 32 HIECT MECEUEH nepuo — 10 31.08.2017 r. u BrOpara — go
28.02.2018 r., xaTo KOIMYECTBATA BBLB BTOpara 3asBKa Ca ChOOPA3eHH C PasloNaraeMuTe OROKETHH

CpelCcTBa.



3asBKaTa-pasnpeeneHne ce PCTHCTPHDPA C H3XOMSUL HOMEP OT JENIOBOACTBOTO M CE BPHYBA OT
CKCIIEPT OT OTHEN ,,JIeKADCTBEHHM NPONYKTH, MEIMIMHCKH H3NEIHS H KOMHCHH™ HA JIUPEKIUs
»»JIEKaPCTBEHA TONUTHKA® JIMYHO CpelLy HOAMHC Ha IPEACTAaBUTEI Ha HM3IBJIHUTENS 110 JOTOBOPA HITH
- CC H3Npallia € IPeIopPYaHo MUCMO ¢ 00paTHA pasiycKa, UM 1o (Bake, WM 1o CNIEKTPOHEH IBT [IPU
YCIIOBHATA K IO pe/ia Ha 3aKOHA 3 eNEKTPOHHHUS TOKYMEHT U CIICKTPOHHHUS MOJIIIHC.

Hauannara nocraska ce m3msinssa CPOK 110 IBa/IeCET KalleHNAPHHU THH OT JJATATa Ha BPHYBAHE
Ha 3a54BKaTa.

Besixa otnenna mocraBka no AOTOBODA, CE U3BLPLIBA EKECEAMUIHO CIIOPE] MHIANBHLYAIHATE
HYXIH Ha ne4eOHHTe 3aBEICHHUS, B PAMKHTE Ha YTBBPJEHATa ITHCMEHA 3asBKa-paslpelieleHue OT
MuHHCTEPCTBOTO Ha 37paBeONa3BaHETo.

B cnyuaif, e YIBBDICHATA BTOpA IMCMEHA 3asBKa-paslpeiencHHe oT M3 mama na Obae
usnenHeHa Ha 100%, mopanm nunca Ha sagpenu HYXIH OT JIeYeOHUTE 3aBENCHMS, NOCTABUHKBT
ysenomssa 1o 28.02.2018 r. nupeximsTa-3assuTel.

2 W3ucKBaHHS KbM JIeKapCeTBeHMTe NPOAYKTH:

o JlexapctBenute npoayktn Tps6Ba 1a OTroBapsAT Ha H3WCKBAaHWATA HA 3aKOoHA 32
JICKAPCTBEHUTE NPOAYKTH B XymaHHaTa memuiuua (3JIITXM) — TpA0Ba A NPHUTEXABAT BAJHIIHO
paspelleHne 3a yrorpeda B CTpanara, H34a4eHo no pena Ha 3JITIXM wuiu Permament (EO) Ne 726/ 2004
r. Ha EBponetickus mapnament u CreeTa /. 23, a1 ma 3JITXM/. B CIIy4ail Ha M3THYAHE Ha CpOKa Ha
PAaspeIICHHETO 33 ynorpeba Ha JIEKapCTBEH HPOIYKT npe3 2017 r., y4acTHHKBT JeKnapupa B
CBOTBETCTBHE C 4. 55, ai. 6 o1 3JIIXM, ye KoIMYyecTBATA OT JIEKapCTBEHHS IIPOJYKT Ca HAJIMIHH.

° Llenara no jorosopa e GpukcHpana u He 110JUIEIKH Ha IIPOMsTHA 34 CPOKa Ha JIeHCTBHE HAa
AI0TOBOPA, OCBEH B CIyYanTe Ha wi. 116, ai. 2, BEB Bpb3ka ¢ w1, | 16, an. 1, . 3 oT 30I1.

° B cnyuaii, ue npes BpemeTo Ha neiicTue Ha AOrOBOpa CTOMHOCTTA, KOATO CIEABA /12 Ce
3amama ¢ myOIMYHU CPeNCTBA Ha EKAPCTBEHH IPONYKTH OT I103MTHEHMS NIEKapCTBEH CIHCLK CTAaHE
TIO-HMCKA OT NOTOBOpEHATa, BB3NOXKHTENS OE3yCIOBHO 3amiama JICKapCTBEHHUTE MPONYKTH HA IIO-
HHUCKaTa IeHa, CYUTaHO OT HaraTa Ha OOSBIBAHETO HA BJE3NIHNTE B CHIIA pelIeHus 1o pexa Ha wi. 18 ot
Hapenbara 3a ycnosusra, nmpasunara u PElia 3a pErynupaHe W PETUCTPHpPAHE HA LEHHTE HA
JIEKapCTBEHHTE IPOAYKTH.

° JlexapcTBenuTe npomykTH cliensa na Gbaar BKIO4YeHH B IIpmnoskenne Ne 3 ma
ITo3uTHBHAS TeKapCTBEH CITHCHK, AKTyaJIHO KbM JjaTaTa Ha [oJiaBaHe Ha IPEIT0XEHHETO.

3. M3uckBanBg KbM MeqMIHHCKHTE W3/IeIHA:

1. Jla ca BKIXOYEHH B CIIMCHKA TIO WL, 1, 1. 1, 6yxBa "6" or Hapen6Gara 3a YCIIOBHSATA H pefia
+ 38 ChCTaBAHE HA CIMCHK Ha MEIMIUHCKHTE M3enusd o wi. 30a oT 3aKkona 3a MEIMIIHHCKUTE U3 0EIIUs
/3MMW/ u 3a onpenensie Ha CTOHHOCTTA, JI0 KOATO Te CE 3aIlIallar,

2. Jla OTroBapAT HA W3HCKBAHMATA Ha 3aKOHA 34 MEIMUMHCKATE H3NCIHS M
IlpoussomuTenure Ha TpemIaraHHTE METHIEHCKH U3JEIHA HIM  TEXHHTE VIIBIHOMOIIEHU
TIPCACTABATENH Ja €4 W3famM Jleknapallus 3a CHOTBETCTBHE CBHC CHILCCTBEHHTE H3HUCKBAHHUSA Ha
Hupexrura 93/42/EC 3a mozummsa Ne 11 u Hlexnaparms 3a CbOTBETCTBHE ChC CHIECTBEHHTE H3MCKBaHHUS
Ha Jlupextuna 98/79/EC 3a nozumus Ne 12;

3. [Jla Bama peructpupanu nagsa 8 UAJT w/um EUDAMED 3a uHIHIeHTH/MOTeHIHAH]
MHIICHTH TIpe3 MOCIEAHUTE B IOJMHH, KAKTO M 32 GIOKMDAHH WIH HM3TerJeHHM HapTUIH IIpe3
[IOCTICAHATE JBE TOMHY ChITIACHO IpeaocTaBena o MAJ] HHGOpMAIIHS;

4. Jlace 3amiamar ot o6ImecTBeH (OHZ B ITOHE €(HA OT CTPAHHTE - UICHKH Ha Erponetickus
ChIO3;



Haadden

5. 3aobocobena mosmigms No 11, TIPOM3BOZIMTEINTE HA NPEAJIATaHUTE MEMITHHCKH H3J1eTTHs
na nputexanat EC ceprudukar 3a croTsercTRIE OT HOTHQHIMPAH OpraH.
Haymunero wa usucksanmsita 110 Touxm or 1 ZI0 5 ce NIOKA3BAT OT YYACTHHKA C IPEICTABSHE HA
CIIETHATE JOKYMEHTH:

. o . 1 ¢ lexnapanws, ¢ npuoxeno u3piedenme ot Crmepka o . 1, 1. 1, 6yksa , 6
or Hapenbata 3a ycnosusita u pena 3a cherassue na CIHUCHK HA MEIULMHCKUTE H3eHs 1o wi. 30a or
3MMH u 3a onpepensue Ha CTOMHOCTTA, 10 KOSTO Te ce samtamar /Hapen6ata/, ot koeTo mpneuenme Ia
© BHIIHA IpOJlaykHAaTa LieHa [0 cMHChIaHa § 1,T. 29a o 3MH, BBE Bpb3Ka ¢ § 1, T. 4 or gomreaHUTETHETE
pasnopenbu na Hapen6ara, ot yuactauka 3a Besika TIO3KIK4, 32 KOSATO TOH KaHaWIaTCTRA;

. o 1. 2 ¢ lexiiapanus 3a cboTBETCTBHE OT TIPOM3BOIUTENS HIH HEIr'OBHs YI'BIHOMOLIEH
TPEACTAaBUTCN ChC CHLIECTBEHUTE U3UCKBaHKA Ha JupekTusa 93/42/EC 3a nosumust Ne 11 u [lexnaparus
38 CHOTBCTCTBHE OT MPOH3BOMMTENS HIM HETOBHS VIIbIHOMOIIEH IPEICTABUTEIl CHC CBHIECTBEHHTE
nsuckpanus Ha Jlupextusa 98/79/EC 3a mosmims Ne 12;

. Io . 3 ¢ oduumaen noxyment, usnanen ot Wsnbnaurennara arexuys mo IIEKapcTBara;

. ITo 1. 4 ¢ Mexnapamus ot YHaCTHHKa, B KOATO C€ I0COYBA KOHKPETHHAT 0BMECTREN o
Ha CbOTBETHATA IbPIKABA, .

. ITo 7. 5 ¢ EC ceprudmxar 3a choTBeTCTBHE OT HOTHGUIMpAH OpraH /KoIue, 3aBEPEHO C
rpud ,,BApHO ¢ opuruHAma“ ChHC CBeX mEuaT M NOMNNC HA IPOU3BOAMTENS WIH YI'BIIHOMOILEH
HpENCTaBATEN Ha CBIIUSI, IPUJPYIKEH C IPEBOL OT ¢bupma, cxmounna noroBop ¢ MBHP) 3a 06ocobena
nosunus Ne 11. '

4. MuHHMAJIEH CPOK HA TOHOCT ,

- Texnenuesu xuToBe, pamuodapManesTHIH 3a AMarHOCTHKA in Vivo U pamrodapMaIesTHIu 3a
Tepamus 10 nmo3uuuy oT Ne 1 o No 10 BxiL. oT CHeMpUKAIMATA ClIEABA 1A HMAT MUHHMAICH CPOK Ha
FOAHOCT HE MO-KpaThK oT 60 % or o6gBeHUT OT TIPOM3BOIUTENS, KbM HaTaTa Ha BCSKA JOCTABKA,
IIPENIOCTaBEHA HA KPAHHHTE IIOJIyYaTe It /ChbOTBETHUTE JIe9e6HM 3aBeJieHus/

- Pamnodapmanesruny sa TCpallid ¥ 3a IMarHoCTHKA in Vitro no mosummm N 11 u Ne 12 ot
CHELM(DHKAIMASTA CIIE/IRA 1A MMAT MUHEMAICH CPOK Ha TOHOCT HE I10-KpaThK 0T 80 % 0T 06sBeHus T
IIPOHSBO/IHTEINA, KBM /IaTaTa Ha BCKA JOCTABKA, IPELOCTABEHA Ha KpalHUTE HOJIy4YaTeNy /ChOTBETHHTE
neyeOHH 3aBeieHus/.

5. Pa:meb Ha HEYCTOHKATA 332 HEH3I'bJIHEHHE HA 321b/KEHMSTA 110 AOTOBOpa
B cnyuait ma nocraska ma JICKapCTBEH IPOAYKT HIIM MEIMUMHCKO H3IEHE C H0-KPaThK OT
IOTOBOPEHHS CPOK Ha TONHOCT M3MBJIHUTENAT ThIKH HEYCTOMKA KaKTO crensa:
‘ o Texnenmesu  xuroze, panuodapmaneBTHIM 33 gMATHOCTHKA  in VIVO |
PanrHohapManeBTHAIH 3a TEPAIHS IO nosuuu oT Nel mo Nel0 Bxui. oT crenupuKanusaTa;
- 0T 59,99 110 50 % - 20% BBPXY cTOMHOCTTA Ha IOCTaBKaTa,
- ot 49,99 10 40 % - 30% BBPXY CTOHHOCTTA Ha JOCTaBKATA,
- non 40% - 60% BBPXY CTOMHOCTTA HA TOCTABKATA.
° Paprodapmanestruy 3a tepanus u 3a muarsoctuxa in vitro o mosumuz Nell u Nel2
- oT 79,99% mo 70% - 20% BBpPXY CTOHHOCTTA Ha JOCTaBKaTa;
- ot 69,99% 1o 60% - 30% BbPXy CTOMHOCTTa Ha JIOCTaBKAaTa;
- oT 59,99% 1o 50% - 60% BbpXy CTOHHOCTTa Ha JI0CTABKATA,
- ot 49,99% no 40% - 75% BbPXY CTOHHOCTTA Ha I0OCTABKATA;
- mox 40% - 90% BBpXy CTOHHOCTTA HA IOCTABKATA.



° HocTaBkarta Ha jekapcTBeH OPOAYKT MJIM MEIMIHHCKO M3/IENHE C OCTATHYEH CPOK HA
FOTHOCT MO-MaNbK OT 40 (YeTHpHIECeT) HA CTO OT OGSBEHMS OT IIPOM3BOJMUTENS CE€ U3BBPILBA CAMO ¢
HTHCMEHO ChIiIacHe Ha BB3IOXKUTENS 32 KOHKPETHO KOIHYECTBO, ONMPELENEHO 0T Hero. Bes H3PHYHO
IIHCMEHO CBIIIACHE HA BB3JIOKHUTE CTOKHTE HMa J1a OBJAT 3arialiasm.

6. Tapannus 3a u3nbaIHEHHe HA AOroBOpa — yC/I0BMS, Pa3sMeP W HAYHH HA IUIAIAHEe

lapannusara 3a W3MLIHEHNE HA BCEKH AIOTOBOD € B pasmep Ha 3 % OT CTOMHOCTTA Ha JoroBopa
3a obwecTBeHa nopkuKa, 6e3 BrmroueH JIJIC.

I"apannusara ce npemocTaps B eHa OT ClIeIHUTE thopmu:

* IapyuYHa CyMma;

* DaHKOBa rapaHIys;

* 3aCTpaxoBka, KOATO obesneyaBa M3NBIHCHHETO dYpe3 IOKPHTHE HA OTTOBOPHOCTTA Ha
H3IBJHUTES.

Y4YacTHUKBT, Onpe/IeleH 3a U3IIbIHUTEN, 130upa caM (opMara Ha rapaHIUsTa 33 M3IIbIHCHHE,

Koraro w3bpanuar m3nsnamTen e obejMHeHHE, KOETO He e IOPUIMYECKO JIMIIE, BCEKH OT
ChHAPYKHUIATE B HErO MOXKE /Ia € HApeUTEN 110 GaHKOBAaTa FAPAHIS, CHOTBETHO BHOCHTEN Ha cymara
0 rapaHLIUsATA WK TUTYJIApP Ha 3aCTPaxOBKATA.

YcnoBusaTa 3a 3ambpikane H 0CBOGOKIABAHE HA rapaniMaTa 32 U3NBIHEHHE Ca YKA3aHW B
IIPOEKTA Ha JOTr0BOD.

Ilpu npencraBsxe Ha rapaHIHEsATa BHB BHI HA [UIATEXKHO HapeXJaHe — MapuyHaTa CyMa ce
BHACS II0 CMETKaTa Ha BB3JIOKHTENIS:

bHB IIEHTPAJIHO YIIPABJEHUE

banxos kox: BNBG BGSD

Banxosa cmerxa: BG21 BNBG 9661 3300 1293 01.

Koraro msnbiauTensT usbepe rapaHupsaTa 3a H3IbiIHeHre na Ope OaHKOBA rapaHIlys, TOraBa
TS TpsibBa na 6bje Oe3ycnoBHa, HEOTMEHUMA H H3MCKYCMa NPH I'BPBO IMMCMEHO MOMCKBAHE, B KOETO
BB3JIOXKUTEIA 3a4BH, 9€ M3MBIHHTENIT HE € M3IBJIHHI 3aIb/DKSHHE II0 JIOTOBOpa 3a BB3NAraHe Ha
obwecreenara mopeuka. Koraro yyacTHuksT u3bepe rapaHUMATa 38 H3IBIHEHHE Jia GBIE M0 thopmara
Ha 3aCTpaxoBKa, T TpsAOBa Ja obesnevyaBa M3MbIHEHWETO 4pe3 MOKPUTHE Ha OTTOBOPHOCTTA HA
H3IBIHATENA, CbC CPOK Ha BAHAHOCT Hal-Manko 60 JHM ciel u3THYaHe Ha CpoKa Ha JOrOBOpa.
BB3noxurenar ciuema ma GBIe mocodeH Karto TPETO MON3BAIO Ce JIMUE IO Ta3H 3aCTPAXOBKA.
3acTpaxoBKara cle/Ba a IOKpHBa OTrOBOPHOCTTA Ha M3MEIHHMTENIS 10 HACTOSIIKS JOTOBOP U HE MOXKe
na 6b/ie M3MI0I3BaHA 3a oOe3neYeHue Ha OTTOBOPHOCTTA HA H3IIBJIHUTEINS 10 Ipyr JOTOBOD.

Branoxurenst ocBoOoKIaBa rapaHnmsTa 3a M3NBIIHEHNE, 03 Na IBIDKH JIMXBH 33 epHo/a,
IIPE3 KOHTO CPEeJICTBATA 3aKOHHO Ca IIPECTOSIH [IPH HETO,

7. JIOKyMeHTH U HAYHH HA ILIamaHe.

3amuialmaneTo Ha CTOKHTE 110 IOTOBOPA Ce M3BBPIIBA OTI0XKEHO B Cpok J10 30 /rpunmecerus/ nex,
CIIEN IPE/ICTaBAHE HA CIICHHUTE JOKYMEHTH:

1) ®daxTypa 3a H3BBPIIEHATA NOCTABKA, ChCTABEHA CHIVIACHO usuckBanugara Ha 3J1JIC u
III3AAC — opurusan u 2 /nea/ 6pos 3aBEPEHH KOIIHS;
- 2) IIpuemarenso-npenaparensu IpOTOKOMH, 10 oOpasen Ha MuHHMCTEPCTBOTO Ha
 3/[PaBEONA3BAHETO CHIIIACHO IPHIIOKEHHETO;
‘ 3) O6obmmen onuc Ha mpoToKOIHTE — 3 /Tpu/ 6pos;
4) ITrncMenn 3asMBKku-pasIpeIeeH s, H3TOTBEHH OT MuHHCTEpPCTBO Ha 31paBeona3BaneTo |

3aBEPEeHH OT KPalHHHUTE MOIYIATENH,



5) 3a JIeKapCTBEHHTE NPOJYKTH CIEBA JIa GBIAT [IPEICTABCHI: ,

Cepruduxar 3a ocBoOOKHABAHE HA BCAKA IIAPTHIA, M3NANEH OT KBaMM(DUIHPAHO JIHIE 110
3JIIIXM — 3aBepeHO OT WM3IILIHUTENS KOIHE, B IPEBOZ HA OBIrapcKy €3MK OT (HpMa, CKIIOYHIA
OroBOp ¢ MUHHCTEPCTBO Ha BBHIIHKUTE paGOTH 3a H3BBPLIBAHE HA ODHIHATTHH TIPEBOIH.

6) 3a MeMIMHCKATE W3MeNus clejBa 1a GbIAT IPEeNICTABCHI:

-Bammnen ceprudukar 3a BHeapena cucrema mo kagectBoTo I1SO 9001:20xx u/ wm ISO
13485:20xx wmm exBHBaNeHTEH CepTH(HMKAT /3aBEPEHO KOIME HA OpHIMHAT M NpeBoy/ Ha
IIPOU3BOJUTENS — 32 060cobeny mo3umuu No 11 1w Ne 12 ¢ MEOUIMHCKH U3ASTTHSL,

-Jlexnapanus 3a CLOTBETCTBHE OT NPOU3BOLHTENS MM HErOBHS YI'BIIHOMOIIEH IIPE/ICTABUTE
CbC ChIUCCTBCHUTE HM3MCKBaHMs Ha JlupextuBa 93/42/EC 3a mosumms Ne 11 u Hexnapanus 3a
CBOTBETCTBHE OT NPOM3BOMUTEIS HIIM HErOBHSA YI'BIHOMOLICH HPENCTABHTEN CBC CHIIECTBEHHTE
msuckeanus Ha Jlupexrura 98/79/EC 3a mosuims Ne 12;

-EC cepruduxar 3a croTBeTCTRHE OT HOTAQUIMPAH opraH (KOIKe, 3aBEPEHO C rpud ,,Bspro ¢
OPHIMHANA™ ChC CBEX NIEYAT U NOMIHC Ha IIPOM3BOAUTES HITH YII'bIHOMOIIEH NPECTAaBUTEN HA ChINHS,
IIPHAPYXEH C IPEBOJ OT PEpPMa, CKITIOUMITa 10roBop ¢ MBHP) 3a 06ocoGena nosumust No 11.

M30poenute [JOKyMEHTH Ce TPEACTAaBAT B  JENOBOJCTBOTO HA Munncrepcrso  Ha
3ApaBeOIa3BaHeTO, KIACHpaHu M IPHUKAYCHH B TaNKa. B mamkara ce mpuilara mHCMO € ODMC Ha
CBIBPKAIIHUTE CC B Hes NOKYMEHTH, KaTO 3aIB/DKUTENHO Ce I0COYBAT HOMEDATA, JATHTE W Opost Ha
NPHIIOKEHUTE JOKYMEHTH OT BCEKH BHJIL.

8. Kpurepun 3a pp3arane Ha mopp4yKara.

HasHagenara OT BL3NOKHTENs KOMHCHS 32 PA3rIeKIAHE, ONEHKA 1 KJTacCMpaHe Ha MOCTBIMINTE
odepTH U3BBPIIBA OIEHKA HA MKOHOMMYECKH HAH-H3rOHATA odepra BB3 OCHOBA Ha ONpeAeIeHHS
KpuTepHi — ,,Hall — Hucka nena”, cermacuo . 70, ai. 2, 1.1 0T 3011,

Ilenara cienBa na BKIIOYBA BCHUKH PA3XOMM IO KpaeH TIOJTyYaTeN: CTOHHOCTTA Ha CTOKATa,
ONIAKOBKA, 3aCTPaXOBKa W TPAHCIOPT A0 KPaeH IOyYaTell, IPH ONPENENCHATE CPOKOBE HA TOTHOCT.
IIpemoxenara nena e B Gbiarapcku nesa, Tpsibea 1a e duKcHpana u Ja He HOIJIEXU HA IPOMSHA 32
CpOKa Ha JIEHCTBHE Ha JOroBOpA.

9. Cpox Ha BamuaHOCT Ha odepTHTE

CpoxsT Ha BATHIHOCT Ha odepTuTe TpsiOBa 1a 6be He mHo- KpaThK OT 3 (TpH) Mecena, CIUTaHO
OT J1aTara, MOCOIeHa KaTo KpacH CPOK 3a MONy4aBaHe Ha NIPENNOMKEHHETO, 1 IPEJICTARIIABA BPEMETO,
TIpe3 KOETO YJaCTHHIMTE Ca OOBBP3aHHU C YCIOBUSTA HA IPELCTABEHUTE OT TAX IIPEI0KEHHS,

10. M3uckBaHHg KBM JIMYHO CHCTOSIHHE HA yaacrauaaTe. OcHoBanumsa 3a
OTCTpPaHsIBaHE.

10.1. BB3moskuTenaT OICTpaHABA OT y4yacTHe B npoliefypa 3a Bb3jlaraHe Ha oOIIeCTBeHa
NIOPBYKA yJaCTHHK, KOI'aTo 32 HEr'O € HAJIMILE, HIAKOE OT CIIEIHHUTE 0BCTOSTENCTRA:

10.1.1. e ochzeH ¢ Bs3/Ia B CHIIA IPHCHIA, OCBEH KO € peabunuTHpan, 3a IPeCTHINIEHHE IO Yl
108a, am. 159a — 159r, wn. 172, wn. 192a, wn. 194 — 217, ym. 219 — 252, ui. 253 — 260, gan. 301 - 307,
wi. 321, 321a u wi. 352 — 353e ot Hakaszarenaus KOJIEKC;

10.1.2. e oceiien ¢ BIA3N1a B CHMIIA TIPHCDHIA, OCBEH aKO € peabMIIMTHPAH, 3a NPECTHILUIEHHE,
aHAJIOTHYHO Ha TE3M 10 T. 1, B pyra AbpikaBa 4ICHKA UM TPeTa CTPaHa;

10.1.3. ¥Ma 3axBbIDKeHNS 32 QAHBIH U 3a0bIDKHTETHE OCHI'YPHTENNHY BHOCKH 110 CMHCHJIA HA UL,
162, an. 2, 1. 1 or JlaHbYHO-OCHTYpHTENHUS TIPOLECYANCH KONEKC M JIMXBUTE MO TAX, KbM IbPIKABaTa
HJIM KbM OOIIHMHATA ITO CEeaIMIIETO HA BH3JIOKHTENI | Ha Y4aCTHHKA, WA aHAOTHYHH 3aIBIKCHHUSL,



YCTAaHOBEHH C aKT Ha KOMIICTEHTEH OpraH, CBIJIACHO 3aKOHONATENCTBOTO HA IBPXKABaTa, B KOSLTO
YYaCTHHKBT € YCTAHOBEH, OCBEH aKo € JOIYCHAaTO pa3cpoyBaHe, OTCPOYBAHE MM Ofe3medeHue Ha
3a[(bJDKCHUATA MK 3aIbIDKCHUETO € 10 aKT, KOMTO HE € BIIS3BI B CHIIA;

10.1.4. e HanuIE HEPABHONOCTABEHOCT B CIIyYauTe 10 Wi, 44, an. S or 30I1;

10.1.5. e ycranoseHo, ye:

a) € IPEACTaBUI OKYMEHT C HEBSPHO ChIBDIKAHHE, CBHP3AH C yIOCTOBEpSBaHE JIMIICATA HA
OCHOBAHHS 32 OTCTPAHABAHE MK H3IILIHEHUETO HA KPHTEPHHUTE 3a MOAGOP;

0) HE e MpenoCTaBUI H3MCKBAIa ce HHpOPMALHs, CBBbp3aHa C YAOCTOBEPSBAaHE JHMIICATA HA
OCHOBAHMS 33 OTCTPAHSABAHE MM H3IIBJIHEHAETO HA KPUTEPHHTE 3a TOAOOD;

10.1.6. e yCTaHOBEHO C BJIA3JIO B CHIIA HAKA3ATEIHO [OCTAHOBICHHE HIIH cpAeOHO perenue, ye
TIPH U3IIBJIHCHHUE Ha JOTOBOP 32 OOLIECTBEHA TOPBYKA € HApYwna Wi, 118, wn. 128, wn. 245 u ui. 301 —
305 or Koznekca Ha TpyJa Uil aHAIOTHYHHA 3a0bDKEHHS, YCTAHOBEHH C AKT HA KOMIETEHTEH OpraH,
CBIIACHO 3aKOHOMIATEICTBOTO HA IBPXKABATd, B KOATO YYACTHHKET € YCTAHOBEH,

10.1.7. e manune koHGIUKT HA MHTEpPECH, KONTO HE MOKE 12 OBIe OTCTPaHEH.

10.1.8. 0BsBen € B HECHLCTOSTENHOCT MIH € B LIPOM3BOACTBO TIO HECBHCTOATEIHOCT, HIIH € B
IpOLEAypa 1O JIHKBUIAUMSL, WA € CKIFOUMI H3BHHCHAEOHO CIOpasyMeHHe ¢ KPeMTOPHTE CH 10
cMuchaa Ha 9. 740 OoT THProBCKHS 3aKOH, MM € TIPEyCTAHOBHN ACHHOCTTA CH, 4 B Cllyvaii ye
YHaCTHHKBT € HyXKIECTPaHHO JMLEe — Ce HAaMUpa B MOJOOHO [ONIOKEHHE, IIPOM3THYANIO OT CXOIHA
IpOoLeAaypa, ChIIACHO 3aKOHONATENICTBOTO Ha IBIKABATA, B KOSITO € YCTAHOBEH,

10.1.9. 3a xo#fito e Hamwue HIKOE OT OBCTOATENCTRATA IO ML 3, . 8 or 3akona 3a
MKOHOMHYECKATE M (HHAHCOBHTE OTHOLICHHS C IPYXKECTBATa, PETHCTPHDAHH B IOPHCIMKIMH C
npeepeRnuaNes NaHbBYEH DPEXHM, KOHTPONHDAHHTE OT TAX JHIA H TEXHHTE JEUCTBUTEIHH
coberseruny (SUOOIPIOIIAPKTIIT/IC).

10.1.10. xouTo ca cBBp3aHy JIMIA C APYTH YIACTHHIHA B nponexnypara (4w1.101, ai.11 ot 3011).

IMoscuenus mo 1.10.1.10.:

*Medurumun: Corioacso § 1 ot JlonBIHATETHUTE pasnopendu Ha 3aKOHa 38 HKOHOMUUIECKHTE
¥ PMHAHCOBUTE OTHOIICHH!S C IPYIKECTBATA, PETHCTPUPAHH B IOPUCIUKIINH C lIpedepeHIHaIeH JaHbueH
PEXHM, KOHTPOIMPAHKTE OT TAX JIMIA U TEXHATE JEHCTBUTENTHH COOCTBEHUIM, TI0 CMHUCHIIA HA 3AKOHA:

1. "IIpyxecTBO" € BCSKO IOPHIMYECKO IHLE, HEIEPCOHUBHUIMPAHO APYXKECTBO W Ipyra
CTPYKTYpa, [I0/ly4aBaila CTaryTa CH OT 3aKOHONATeNICTBOTO Ha IbPKaBaTa, B KOSTO € PErHCTPHPAHO,
Oes3 oryen Ha opmara Ha cApy*xaBaHe, yIpeIIBaHE, PETHCTpalvsl WK IPYT M0100eH KpuTepuii.

2. "FOpucnuxnum ¢ npedepernpanen nanpyeH pexaM” ca FOPHCIUKIUATE 0 CMHCHIA HA § 1,
T. 64 or JombnHuTenHHTe pasmopentu Ha 3akona 3a KOPIIOPAaTHBHOTO NOJOXOAHO objarane, ¢
M3KMOIeHHe Ha ['nOpantap (OpuT.) B ObpXKaBAUTE — CTpaHH IO Cnopasymenuero 3a EspomneiickoTo
HKOHOMHYECKO ITPOCTPAHCTRO.

4. "3eMu" ca BCHUKH 3eMH OT n03eMiIeHHs QOH,

5. "KorTpon" e nonsite mo cMuchia Ha § 18 ot JlomsiautenanTe pasnopentu Ha THProeekus
3akoH. KonTpon mo cmumcena ma 3UOOJPIOTIIPKTITAC e Hanuime M KOTATo JpyXecTea,
PETHCTPHPAHH B IOPUCIUKIMY ¢ NpedepeHIHaIer TaHBYCH PEXUM, Y9ACTBAT IPSIKO MM KOCBEHO B
YUPABICHACTO I KAIUTAIA Ha APYTO JIMUE WK JIMLA U MEXKIY TAX CE YIOBAPAT YCIOBUS, Pas/ddHE
oT obuuaitnure.

6. "JleficTBUTENeH COBCTBEHAK" € (DH3HUECKO JIMIlE:
a) KOETO HPSIKO MM KOCBEHO IIPUTEXKABA ITIOBEYE OT 25 Ha CTO OT JAANIOBETE MJIM aKIMHTE HA
IOPUIMYECKO JIMIIE HIIH Ha APYT IPABeH CYOEKT UK IPSIKO MK HETIPSIKO I'M KOHTPOJHpA;



0) B oJ13a Ha KOETO Ce YIpaBIsBa WK pasnpezesns 25 Ha CTO HIIH II0BEYE OT HMYILECTBOTO Ha
e — GOHIaIKs, OPTaHH3AIMS U CAPY)KEHHE C HECTOTIAHCKA LeJ1, KU APYTO JIMIE, KOETO OCBIIECTBABA
AOBEPUTEIIHO YIPABICHHUE HA MMYIIECTBO MK pasNpeelieHke Ha HMYIIECTBO B 033 Ha TPETH JIHIIA;

B) KOGTO H3BBH CIly4auTe N0 6yKBH "a" ¥ "6" W3MBIHABA JUIBIKHOCTTA Ha BUCII PBKOBOJEH
CILYJKUTEIL — aKO, CJICM KATO Ca M3YEpNaHH BCHYKH BB3MOXHH CDENCTBA U I YCIIOBHE 4Ye HsIMa
OCHOBAHKC 32 CBMHEHHSA, HE MOXE Ja C€ YCTAHOBH JULE Mo 6yked "a" u "6" WiH ako CBILECTBYBAT
CBMHCHHS, 1€ YCTAHOBCHOTO JTUIIE HIIK JIULA HE € ICHCTBUTENHUAT COGCTBCHUK; 3aIbIDKCHHATE cyOexTH
BOMAT IOKYMCHTAIHS 32 IPEANPHETUTE NEHCTBYSA C IICIl yCTAHOBABAHE HA JeHCTBUTEIHES COBCTREHYK
o 6yxeu "a" u "6".

3abenexka: ChriuacHo wi. 4 or 3aKOH 33 HKOHOMUUECKHTE I (HHAHCOBHTE OTHOIICHMS C
APYy¥KecTBata, peruCTPUPAHH B IOPUCAUKLMA C IpedepeHIHaTeH JaAHbYEH PEKIM, KOHTPOJHPAHHTE OT
TAX JIMDA ¥ TEXHATE ACHCTBATENHY cOOCTBCHMUIN, 3a6paHaTa 1o 9. 3, T. 8 OT 3aKOHA He ce [IpUJIara B
CITyYanTe, KOraro:

1. axnuuTe Ha APYKECTBOTO, B KOETO MPSKO UM KOCBEHO y4acTBa APYKECTBO, PETHCTPHPAHO B
FOPHCIMKIHS C IpedepeHIMaNeH aHbyYeH PEXuM, ce THPryBar Ha PErynupan nasap MM MHOTOCTPaHHA
CHCTCMa 32 ThPTOBHA B XbpKaBa — WICHKA Ha EBponefickus cbo3, MM B Apyra AbpkKasa — CTpaHa 1o
Coopasymennero 3a EBpomneiicKoTo HKOHOMHYECKO NPOCTPAHCTBO, MJIH HA €KBUBAICHTEH PEryJiupaH
Tasap, onpeneneH ¢ Hapenba ma Komucusra 3a Gunancos mamsop, u 3a APYXKECTBOTO CE€ IPHIIAraT
H3HCKBAHMUSTA HA IPABOTO Ha EBpomelickus chio3 3a MpO3payHOCT [0 OTHOIIEHUE Ha HH(OpManusITa 32
CMHICHTATE, HHHTO MNEHHH KHIKA Ca JONYCHATH 3a THPryBaHe Ha peryjMpa nasap WiH Ha
MHOTOCTpaHHa CHCTeMa 38 ThPIrOBHS, UM €KBUBAIEHTHH MEXIYHAPOHH CTAHAAPTH M 1eHCTBHTEIHATE
COGCTBEHUIM —~ (PU3UIECKH JIHTIA, CA PAZKPHTH 110 P€la Ha ChOTBETHHMS CIICLHANIEH 3aKOH,

2. IpYXeCTBOTO, PETHCTPUPAHO B FOPHCHAMKIIAS C npedepeHHaneH JaHbYEH PEXHM, € YacT OT
HUKOHOMHYECKA I'PYIIa, YHETO JPYIKECTBO Makka € MEeCTHO IHIle 3a JaHBYHE e Ha OBpXaBa, ¢ KOSTO
PenyOnuka Beirapus uMa Biissna B crita croro6a 3a u3Gsrsane Ha IBOMHOTO JAaHBYHO OOJIaraHe wiiu
BJIA3II0 B CHJIA CIOpasyMCHME 3a 0OOMeH Ha HH(POpPMALMs M HETOBUTE IEHCTBHTEIHH COOCTBEHHMIIH —
(r3mdecKky JMITa, ca BIMCAHY B PETHCTBHPA 110 9. 6 OT 3UOOPIOIIAPKTIITAC;

3. IPYECTBOTO, PETHCTPUPAHO B IOPHCIAHKIIAS C npedepeHIHaIcH TaHbYEH PEXHM, € YaCT OT
MKOHOMHKICCKA IPyIIa, YUETO OPYIKECTBO MakKa HIH ABIIEPHO JPYKECTBO € OBITapCKO MECTHO JHIE |
HETOBUTE JICHCTBHUTENHN COOCTBEHHUM — (QM3HYECKH MLA, CA BOHCAHH B PEerucTepa mo ui, 6 or
SUQOJAPIOIAPKTITAC wmu ce Thpryea Ha PerylnupaH Iasap WM MHOIOCTpaHHAa CHCTeMa 3a
TbPTOBHA B ZIbpXaBa — 4neHKa Ha EBpomeMckus cbi03, wmum B apyra IbpXaBa — CTpaHa IIo
Cuoopasymennero 3a EsponeifickoTo HKOHOMHYECKO POCTPAHCTBO;

4. IpyXECTBOTO, B KOETO IIPSKO WIH KOCBEHO y4acTBa pyKEeCTBO, PETHCTPHPAHO B FOPHUCIUKITHS
¢ npedepeHIUaneH JaHbueH PEXHM, € H3JaTes] Ha [EPHONMYHN IIEYATHH TPOH3BENCHHS H ¢
TpEICTaBAIIO HH(POPMAIIUS 32 JeHCTBUTENHHTE COBCTBEHMIH — (usnyeckn nuua, 10 pena Ha 3axoHa 3a
38JBDKHTEIHOTO NENO3HPAaHE Ha EYATHH U APYTH IIPOH3BEAECHHS.

5. IPYIKECTBOTO, PETHCTPUPAHO B FOPUCIUKIAS C npedepeHIHalIeH JaHbYEH PEXHM, & MECTHO
JMIEC 33 NaHBYHH LENU Ha Abpxasa — crpaHa 1o CrnopasymeHmero 3a NbPXKaBHUTE TOPBLYKH HA
CBeToBHATA THPIrOBCKA OPraHU3aNis, KAKTO 1 Ha ABpPXKaBa, C KOATO EBpONENRCKHAT ChI03 HMa CKITIOUEHO
ABYCTPaHHO CIIOPA3yMEHHE, rapaHTHPAIIO JOCTHIIA JI0 [1a3apa Ha 0BIIeCTBEHY nopbukH B EBponeiickus
CBIO3, ¥ HETOBHUTE JACHCTBHTEIHYN COOCTBEHHIIN — (DM3HUECKH A, CA BIIMCAHY B PETHCThpa II0 I, 6 OT
3UQOIPIONIAPKTIIT/IC ~ 3a neiisoctute, 3a KOHTO ce IIpuJiara CliopasyMeHHeTo; ‘

6. IPYIKECTBOTO, PETHCTPUPAHO B FOPHCIMKITAA C npedepernuaeH [aHbYeH PEXIM, € MECTHO
JHIC 33 JaHRIHE LETH Ha OTBBAMOpCKA CTpaHa WM TEPUTOpPHS CBINACHO Pemenme ma Cheera
2013/755/EC ot 25 moemspu 2013 1. 3a aCOIMHpPaHEe Ha OTBBAMOPCKHTE CTPAHH M TEPUTOPHUH KBbM



Esponetickus cpro3 ("Pewrenne 3a oTBBIMOpPCKO aconuupane”) (OB, L 344/1 ot 19 gexemspu 2013 r.)
¥ HETOBHTE NEHCTBHUTENHHM COOCTBEHMIM — (H3MYECKH THLA, ca BIHCAHH B PErHCTBpa IO Wi. 6 OT
SUOO/IPIOITAPKTIITIAC — 3a mefiHocTHTE, 33 KOUTO ce IIpHJIara peleHHeTo;

7. NpyXECTBOTO, PETUCTPUPAHO B IOPHCIUKIHL C nipeepeHIAalie JaHbYeH PEXKUM, € MECTHO
JIHIE 3a JaHb4HHU LICNH Ha IbpiKaBa, ¢ KoATO Penybnuka Bearapus uma ckimodeno MEXAYHApPOIHO
TBPTOBCKO H/MIIH HKOHOMHYECKO CIIOPa3yMEHUE, BKIIOUUTENHO K 3aab/DkeHus no  O6moTo
CIIOpa3yMEHHE IO TBProBUATA C yCiyrd Ha CBETOBHATA THPrOBCKA OPraHH3AlMS, M HETOBHTE
NEHCTBUTENIHM COOCTBEHHI — (U3MYECKH JIMI@, C4 BIHCAHH B PEerucTbpa mo wi 6 ot
SUQOAPIOIIAPKTIITAC;

8. IpyKECTBOTO, PErHCTPUPAHO B FOPHCIUKIAS C npedepeHnaleH qaHbYeH PEXHM, € 9acT OT
MKOHOMHYECKa IPYIIa, YHETO NPYIKECTBO Malika € MECTHO JIHIle 32 JaHBYHM [ETH Ha TBPXKABA, C KOATO
PernyGinka Bbirapus Mma CKIIFOUEHO MEXIYHAPOIHO TBPrOBCKO W/HIIM HKOHOMHYECKO CIIOPa3yMEHHe,
BKIIOYMTCIIHO H 3aIB/DKEHUA 110 OOMIOTO cropasyMeHHe IO THProOBUATA C YCIyrH Ha CBETOBHATA
THPrOBCKA OpraHM3allks, H HErOBHUTE JCHCTBHTEIHH COBCTBEHMIH — busznyeckn Juna, ca BIMCAHU B
peructbpa 1o 4. 6 or SUGOIPIOIIAPKTIITIIC. ‘

Koraro e mHammme HIKOE OT TroOpelnocoyYeHHTE OOCTOSTENCTBA 11O yr3, T.8 or
SUQOJAPIOIIAPKTIITAC, y4acTHHKET 3aIbIKUTEITHO orrosaps ¢ JIA 8 EEJIOII.

YyacTHHKBT npeacTasa uHGOpPMALHS (mexmapupa) quncaTa MM HAJIHYHETO HA ropHUTE
obcTosTencTBa ¢ monbasane B EEJJOIN, kakro caenBa:

3a obcrosrencrara mo 1. 10.1.1. u 1. 10.1.2. (wr. 54, an. 1, 1.1 u 1.2 or 30I1) ce nmomsasa
EEJIOII kaxro cienBa:

o B wacr III, pasmen ,,A“, yyacTHHKBT ciiemsa na IIPEIOCTaBH MH(POPMAIMS OTHOCHO
IPHUCEHIH 32 CIEIHUTE IIPECTHIIICHHS:

a/. y9acTHe B PECThIIHA Opranu3amys — 110 wi. 321 u 321a ot HK;

6/. xopymnmus — 1o 9. 301 — 307 ot HK;

B/. m3Mama — 1o wi. 209 — 213 ot HK;

r/. TepOPHCTHYHH NPECTBIUICHAS WITH HPECTHIUIEHHS, KOUTO ca CBBP3aHH C TEPOPHCTHYHH
neinoctd — o un. 108a ot HK;

A/. A3NMpane Ha IapH Wik GUHAHCHpAHE Ha TEPOPU3BM — 110 L. 253, 253a unu 2536 or HK u
o wi. 108a, an. 2 ot HK;

e/. meTcku Tpya Wik Apyry GopMu Ha Tpaduk Ha Xopa — o 4. 192a umm 159a — 159r ot HK.

° B wacr III, pasmen ,,[', ygacTHHKBT ciensa na IPeNOCTaBH MH(pOPMALHMS OTHOCHO
IIPUCHIH 33 NPECTBILICHNS 10 Uil 194 — 208, wn. 213a— 217 1 un. 254a — 260 ot HK.
) B uacr III, pasmen ,,.B¥, mone I, YYaCTHUKBT CIICBA [ia MPEJOCTABH HHOOPMAIHs

OTHOCHO IIPHCH/IU 38 MPECTBILICHHS 110 WI. 172 1 un. 352 — 363e ot HK. [Ipu otroBop ,,J[a“ yaacTHHKBT
II0COYBa!

» [laTa Ha BiIM3aHe B CHJA HA NPHCHIATA U (haKTHYIECKOTO W mpaBHO OCHOBaHHE 3a

IIOCTAaHOBABAHETO I‘/I,'

»  Cpoka Ha HAJIOKEHOTO HaKa3aHHE.
o Y4aCTHULHTE NOCOYBAT HHPOPMAIHS 32 IPECTHILIEHHS, AHATOIMYHY Ha TOCOUCHITE B
T. 10.1.1. mpu Hanmuyme Ha IPUCHIA B APyra IbpHKaBa WICHKA MK TpeTa CTpaHa.
3a obcroarencreara mo T. 10.1.3. (un. 54, an. 1, 1. 3 oT 30II) ce nonsnsa yacr 111, paszen ,B"
ot EEJIOIT;
3a obcrosTencrara o T. 10.1.4. (wn. 54, an. 1, 1. 4 ot 30II) ce momsmnsa gacr III, paznen ,.B"
ot EEJIOI];



3a obcrosTencrpara o T. 10.1.5. (w1 54, an. 1, T. 5 ot 30II) ce nomsiasa wacr I1I, pasmern ,,B"
ot EEJIOIT;

3a obcrositenctaata o T. 10.1.6. (. 54, an. 1, 7. 6 or 30II) ce monsnsa gacr 111, paznen ..B"
ot EEJIOIT;

3a obcroarenctrara no 1. 10.1.7. (wr. 54, an. 1, 1. 7 o 30IT) ce nomsnea yacr III, pasnen ,.B"
ot EEJIOII;

3a obcrosTencTrara mo T. 10.1.8. (wr. 55, an. 1, 1. 1 ot 30II) ce monsnsa yacr III, paznen ,,B"
ot EEJIOIT;

3a obcrosrenctara o T. 10.1.9. (un. 3, 7.8 ot SH@OOPIOITAPKTIITIC) ce nombiea B yacT
III., pazmen ,,I"™" ot EEJIOIT;

3a obcrosTenctrara mo T. 10.1.10. ((wn.101, an.11 ot 30II) ce nonsnsa B yacr IIL., pasgen I
ot EEJIOII. ' |

3abenexncka:

Ha ocnosanme 4. 47, aix. 10 ot III30II u npeasun 00CTOATENICTBOTO, Y€ KPHTEPHHTE 32
nonbop Mo 0T/ IHH 060CoGeH! MO3UIMN ¢a eJHAKBH Ce TONMyCKA IPEACTABSHE HA eXHO 3a5IB/IeHHe
32 y4acTHe, OKOMIVIEKTOBAHO Ch00Pa3HO M3MCKBAHUATA 32 YYACTHE.

11.  JIpyru u3mcKkBaHus.

11.1. MuHuMa/Iau M3NCKBAHKS 32 TOJHOCTTA (IPABOCIIOCOOHOCTTA) 34 YOPAKHSIBAHE HA
npodecronanna neiinocT chriaacao 30OI1:

11.1.1. YyacTHHIUTE B npoleypaTa 10 BCHIKH 060COGEHN TIO3HITHY 1a [IPUTEKABAT BaTUIHA
JIANEH3AA 32 IPCBO3 Ha PaJMOAKTUBHY BELIECTBA, ChITIACHO Wi 15, an. 3, 7. 5 ot 3BMSIE u3nanena ot
AreHnusTa 3a SIPEHO peryaupaHe.

3A YIOCTOBEPABAHE HA NOCOYEHUTE W3UCKBAHHS IO T. 11.1.1 CE
IIOIIbJIBA YACT IV, PA3JEJ ,,A“ OT EEJOII;

3a ToKa3zBaHe Ha CHOTBETCTBHETO CH C TOBA M3HCKBAHE B ciydaure mo 4wi.67, an.5 u an.6 ot 3011
YHaCTHULATE NPEICTABAT 3aBEPEHO KOMHME Ha JHNCH3HMS 3a NPEBO3 HA DAJMOAKTHBHI BEIECTBA,
H37a7ieHa 0T ATCHIUATA 32 SAPEHO PETyIHpaHe.

11.1.2. 3a nexapcreenuTe npoaykrtu no obocobernn nosuimu ot Ne 1 10 Ne 10 BKII., Y4aCTHHIIUTE
Tpsi0Ba a IPHTEKABAT Pa3pelleH e 3a TPOM3BOACTBO, H3IAAEHO IO pesia Ha 3aKOHa 3a JICKAPCTBEHHTE
NPOAYKTH B XyManHara MenuuuHa (3JIIIXM) (8 cinyyaute mo wi. 196, am. 1 ot 3JIIXM) unum 3a
THProBAA HA €IPO C JISKAPCTBEHY NPOTYKTH MM YAOCTOBEPEHHE 38 PETHCTPAIHS 33 ThPrOBHS HA enpo
C JISKApCTBEHH POIYKTH (Cllydante mo wi. 195, an. 1 u an. 2 ot 3JIIXM), um paspelmieHre 3a BHOC
(ciywauTe 1m0 wi. 196, an. 2 ot 3JIMTXM)- u3nanenu mno pena Ha 3JIIIXM.

3A YAOCTOBEPABAHE HA IOCOYEHUTE M3UCKBAHHMSA IIO T. 11.1.2 CE
ITIOITBJBA YACT 1V, PA3JIEJ ,,A“ OT EEJOII;

3a 1oKa3BaHe Ha CHOTBETCTBHETO CH C TOBA H3MCKBAHE B ciyyaure 110 4i.67, an.5 u an.6 ot 3011
Y9aCTHHIMTE NPECTABAT 3aBEPSHO KONHME HA paspelleHHe 3a NPOM3BOJACTBO, M3NANEHO 110 pena Ha
3aKOHA 32 JIEKAPCTBEHMTE NIPOAYKTH B XYMAHHATA M€/ IUIMHA (3JITIXM) (B cnyyauTe 110 9iI. 196, an. 1
oT 3JIIIXM) wiim 33 THProBUs Ha €pO ¢ IEKApPCTBEHH NPOAYKTH HJIH YIOCTOBEPEHUE 38 PErHCTPALHS
34 THPr'OBUS HA PO C JIEKAPCTBEHM MTPOAYKTH (cimy4auTe mo ui. 195, am. 1 u an. 2 ot 3ITXM), unu
paspernenue 3a BHOC (ciy4qante 110 wi. 196, an. 2 ot 3JITIXM)- u3nanesu 1o pena Ha 3JIITXM.

11.1.3. 3a MeTHIMHCKHTE M3MEMNS 10 060C06eHH mosuruy Ne 11 i Ne 12, yuactHunmTe Tpsibra
A@ OTTOBAPAT Ha M3UCKBAHUATA HA WI. 77, al. 1 uiy ai. 2 oT 3aKoHa 32 MEMIHHCKHUTE 3/ Hs (3MU)
H Jia IpUTEXaBaT pa3speIlCHUE 3a THPrOBUA HA €Ip0 ¢ MENULMHCKH H3memus or MAJT wim Ipyr
AOKYMEHT, yI0OCTOBEPSIBAII TPABOTO HM [1a ThPI'yBaT C MEIUIMHCKY W3JIEINS, M3NAIEH OT KOMICTEHTCH
OpraH Ha Jpyra NbpXapa 4IeHKa HIM Ha Ipyra AbpxaBa — crpasa no CIopasyMeHHeTo 3a
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EBponelickoTo HKOHOMHYECKO [poCTpancTBO, UM Ha Koubeneparms I[llsedinapms, wiu ma ca
IIPOM3BONHTEIIH, yCTAHOBEHH) Ha TEPUTOPHATA Ha Penybimka beirapus.

3A YIOCTOBEPABAHE HA TMOCOYEHUTE W3UCKBAHHUA MO T. 11.1.3 CE
IIOITBJIBA YACT IV, PA3AEJ ,,A“ OT EEJOII;

3a JoKa3BaHe Ha ChOTBETCTBHETO CH C TOBA M3UCKBALE B Clly4auTe no wi.67, ain.5 u an.6 ot 3011
YHaCTHUIUTE NPEICTABST 3aBEPEHO KOIIME Ha pazpelleHue 3 THPIrOBHS Ha €1p0 C MEJUITUHCKH U3JIEITHS
u3naneHo ot MAJI mmu npyr moxymenr, YAOCTOBEPABAIl IIPABOTO MM Ja THPIYBAT ¢ MENHIIAHCKH
H3NCIIHsA, H3NaNeH OT KOMIETCHTEH OpraH Ha Apyra Ibp)KaBa YWICHKA MM Ha JpyTa JbpXkaBa - CTpaHa
no CnopasymeHHeTO Ha EBpOneicKoTo HKOHOMHYECKO npocTpancTBo, M Ha Koudenepanus
[lpe#niapus uim 3aBepeHo KOMME Ha paspelueHHe 3a MPOU3BOACTRO.

11.2. MUHAMAIHYN M3MCKBAHHS 33 TEXHHYECKHTE W HpOodeCHOHATHUTE CIOCOGHOCTH Ha
YY9acTHHIHUTE, chraacuo 3OI1:

11.2.1. Ilo o6ocobern nosummm ot Ne 1 10 Ne 10, BKL:

BB310XXUTENAT HSIMA M3MCKBAHHS 38 TEXHUUECKUTE H NpOGECHOHATHATE CIOCOGHOCTH KbM
YYaCTHHIIHTE.

11.2.2. Mo o6ocobenn mo3mups No 11 i No 12:

IIpor3BoqUTENHTE HA MEAMIMHCKATE H3EIHS IO 060COBEHM nosunym Ne 11 1 Ne 12, tpsabBa na
[IPHTEKABAT BAJIMTHA CHCTEMA 32 YIIPaBIIEHHE HA KAYECTROTO IO cragmapt bJIC EN ISO 13485:20xx
HJIH CKBUBAIICHTHA CHCTEMA 32 YIIPaBICHHE Ha KAYEeCTBOTO, H3MANEH OT aKpEeNUTUPAHA MHCTUTYIHS MK
arcHums 3a ynpasJieHue Ha Ka4eCTBOTO, ¢ 00XBAT ChIVIACHO IPEAMETA Ha IIOpBYKATa;

CBOTBETCTBHETO Ha NPOU3BOAUTENHNTE HA NpeiaranuTe MENULIMHCKH H3JENHS C TOCOYEHOTO
MSHCKBAHE CC yIOCTOBEPSIBA C IOCOYBAHE HA BATHICH CEPTH(HMKAT 3 BhBEICHA CHCTEMA 32 YIIpaBIECHHE
Ha Ka1ecTBoTo 110 cranaapt bJIC EN ISO 13485:20xx uin eKBHBANICHTHA CHCTEMA 34 YIpaBlIeHHE Ha
Ka9IeCTBOTO, C 00XBAT CHITIACHO IPEAMETA HA IIOPHYKATA, U3/ACH HA UMETO Ha IIPOM3BOIUTEIS.

3A YIOCTOBEPSIBAHE HA BB3MOXKHOCTUTE CE IIOIIBJIBA YACT 1V,
PA3JEJI ,,B¥, T.12 OT EEJOII;

3a 10Ka3BaHe HA CHOTBETCTBHETO CH C TOPHOTO M3WCKBAHE B CiIydauTe mo wi.67, an. S ¥ ain. 6 ot
30II y9acTHHIIMTE IPEACTARAT 3aBEPEHO KOMKE Ha cepruduxar o craggapr BJIC EN IS013485:20xx
WA CKBUBATICHT, H3/a[€H OT aKPEIUTHPAHA HHCTHTYIIMS HJIM areHIus 3a YIIpaBIEeHUE HA KAUECTBOTO,
C 00XBaT CHIIIACHO MPEAMETa Ha IIOPHUKATA, H3ANCH HA HMETO Ha [IPOH3BOJUTEINTE HA U3LEIIHSATA,

12. H3pon3saHe Ha KamanwMTeTa Ha TPeTH Jiuua.

B cnywait na m3nonssane wa kananmrera Ha TPCTH JLA, YIaCTHULMTE ONbIBaT yact 11, pasxen
»B" Ha EEJIOII, xarto 3ambibKUTENHO HPEACTABAT 32 CHOTBETHHUTE JIMI@A HAIUIEKHO MONLIHEH M
noamucad oT tax EEJIOIT, B xoiiTo ce mocousa uHbOpMaIKATA, H3UCKBAHA CHITIACHO"

T. 1. Madopmanus 3a yuactauxa;

T. 2. VI3MCKBaHUS K'BM JIMYHO CHCTOSHIE HA yuacTHuUETe. OCHOBAHHS 3a OTCTpaHsBaHe.

T. 3 Kpurepun 3a moa60p, B yacTTa B KOSTO € OTHOCHMA 32 CBOTBETHOTO JIHILIE

12.1. Vuactauuure morar 3a KOHKpeTHaTa NOpPhYKA [1a Ce [M030BAT HA KANALMTETA HA TpeTH
JMIa, HEe3aBHCHMO OT IIpaBHATA BpPEH3Ka MEXIY TiX, 110 OTHOLICHHE HA KPHUTCPHHTE, CBBP3AHH C
TEXHHYECKHTE CIIOCOOHOCTH U IPOo(heCHOHANHATA KOMIIETEHTHOCT.

12.2. Ilo otHomenue wa KPUTEPUUTE, CBLP3aHH C NPOPECHOHATHA KOMIIETEHTHOCT,
YHaCTHAIMTE MOraT 1a Ce IO30BAT Ha KaNAlHTeTa HA TPETH JHOA CaMO ako THIATa, ¢ YHUTO
obpasopanue, KBANK(PUKAIIS HIIH OIAT Ce JOKA3Ba H3I'BJIHCHUE HA H3UCKBAHHATA Ha Bh3JIOKHUTEIIS, [Ile
YHacTBaT B U3N'BIIHEHUETO Ha 9aCTTa OT MOPHYKATA, 33 KOSTO € HEOBXO/IHM TO3H KalaluTerT.
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12.3. Korato KaHmMmaTeT wim YIaCTHHKBT C€ M030BaBa Ha KallalluTeTa Ha TPETH JHIA, TOH
TpAOBa N]a MOXe Jia NOKaxe, ue Ime pasiiofara ¢ TeXHHTEe DECYPCH, KaTo NPeICTABH NOKYMEHTH 3a
TIOCTHTE OT TPETHTE JTHIA 3aBIDKCHIS,

12.4. TperuTe nuna Tpsi0Ba /1a OTrOBapsT Ha CHOTBETHHTE KPUTEPHHU 32 10oA00D, 3a MOKA3BAHETO
Ha KOMTO KaHOMIATHT MM YYaCTHHKBT CE [030BABA Ha TCXHHA KallaUUTeT U 3a TAX Ja He ¢a HalHie
OCHOBAHHATA 32 OTCTPaHABaHE OT IIPOLEIYparTa.

12.5. BB3nouTensT usmnckea ot KaHAuAaTa MM yYaCTHHKA Na 3aMEHH MOCOYEHOTO OT Hero
TPETO JuIle, aKo TO HE OTTOBapsl Ha HAKOE OT YCIIOBHSITA 110 T. 4.4

12.6. Koraro xammmmar wu YHAaCTHUK B Ipouenypara € obeIuHeHue oT busmgeckn w/mmm
FOPHZIMIECKH JIMLA, TOH MOXKeE [a HOKakKe M3IIBIHEHHETO Ha KPUTEPHHTE 32 10A00p ¢ KamanuTeTa Ha
TPCTH JIMIA DK CTIa3BaHe Ha yCIOBHATA 10 T.12.2-12.4.

13. Hommsnsaaurenn

B ciyuaii na m3nomseane ga HOMU3IBIIHUTENH, YYACTHHIIMTE [IOMBJIBAT YacT II, pasgen "B" ua
EEJIOIT, karo 3ambimxurenso TIPEJICTABAT 33 CHOTBETHHUTE JIHIIA HAUIEXKHO TOMbITHEN 1 [OANHCAH OT
11X EEJIOII, B koiiTo ce nocousa HH(pOpPMAaNHsTa, U3HCKBAHA CHLIIACHO:

T. 1. Uadopmanus 3a YYaCTHHKA,

T. 2. VI3HCKBaHUS KBM JTHUHO CECTOsIHKE Ha y9acTHUIMTE, OCHOBAHUS 33 OTCTpaHsBaHe.

T. 3 Kpurepun 3a ooa00p, B YacTTa B KOSTO e OTHOCHMa 32 ChbOTBETHOTO JTHIIE

Baxno: JleasT Ha mogmsnbinnTens ce 0CO™IBA OT Y9aCTHHKA, Ype3 HOMbaBaHe Ha Yacr
IV, pasnen ,,B%, 1. 10 ot EEJIOII-a na YYacTHHKA;

13.1. lNozusuemauTenuTe Tpsi0Ba J1a OTrOBAPAT Ha CHOTBETHHTE KPUTEPHH 32 OAOOP cH00pazHo
BHIIa H 1ena OT NophYKaTa, KOHTO Ine HSIIBIHABAT, W 32 TAX Ja HE Ca HANMIE OCHOBAHHSA 3a
OTCTPaHsBaHE OT NPOLEypaTa.

13.2. Br3noxurensar u3uckea 3amsna ma TIOM3NBIIHATEN, KOKTO He OTrOBaps HA YCIOBHSTA 110
rdd 1.

BB3HATPAXKIICHHE 38 TA3H YacT Ha MOAU3IBIHATES.

13.4. Pasmnamanusara no 15.3. ce OCHIICCTBSBAT Bb3 OCHOBA HA HCKAHE, OTNPABEHO OT
TIOMM3IBIHATENS 10 BB3JOXKHTEA upes H3IIBJIHUTEIIA, KOHTO € JIBXKEH na To IPEJIOCTaBH Ha
BB3JIOKUTENS B 15-AHEBEH CPOK OT mONyUaBaneTo My.

13.5 KBM mckanero mo T. 13.4. msoenuuTensgt IIDETOCTABS CTAHOBHINE, OT KOETO /14 e BHJIHO
A4l OCTIOPBA MNAMAHMATA UM 9ACT OT TAX KATO HEIbIDKAMIL

13.6. Banoxurensar uma TIpago a OTKaxe miaiane 1o 1.13.3, Korato uekamero 34 Iallaxe e
OCTIOPEHO, 0 MOMEHTA Ha OTCTPaHABAHE Ha IPHYHHATA 3a OTKAa3a.

13.7. IlpaBunara otHOCHO JMPCKTHATE DasIUIANIAHUS C TOAM3NBIHHTENH ca [IOCOYEHH B
HacTosImara JOKYMEHTALUs 332 oGInecTBeHATA TIOpbHKa W B IPOCGKTa Ha JOTOBOP 3a BB3JAraHe Ha
IIOPBYKATA. ,

13.8. HesaBucumo oT BB3MOKHOCTTA 34 H3II0JI3BaHE Ha IOXM3IEBITHHTEIH OTrOBOPHOCTTA 3a
H3IIBIHEHHE Ha IOrOBOpA 34 06IIeCTBeHA NOPBYKA € HA H3IIhIHUTE]IS.

13.9. Cnen cxmousane ma AOTOBOpa M HaH-KBCHO IpENH 3amoyBaHe Ha U3NBIHEHHETO My,
H3IBJIHATENAT YBENOMSBA BB3INOKHTENS 32 HMETO, JaHHHMTE 33 KOHTaKT M NPENCTABUTEINTE Ha



IOMU3IBIIHUTENNTE, II0COUCHH B odeprTara. VI3IMBIHUTENAT YBEAOMSBA BBL3IOKHUTENS 33 BCIKAKBH
TIPOMCHH B [IPENI0CTaBeHaTa HH(POPMAIKS B X0/1a Ha H3IBIHEHHETO HA IIOPHUKATA.

13.10. 3aMsiHa WM BKIFOYBAHE HA [HOXM3IBIHHTEN O BPEMC Ha H3MBJIHEHHE Ha JIOrOBOD 3a
o0IIecTBeHa NOPBUKa Ce A0y CKa 10 M3KITIOYeHNE, KOTATO Bh3HUKHE HEOOXOIUMOCT, aKO Ca U3ITBJIHCHH
CIHOBPEMEHHO CICNHUTE YCIOBHS: l. 33 HOBMS IONH3NBIHHTEN HE €A HAIMIE OCHOBAHHATA 34
OTCTpaHABaHE B IPOLEYPATa; 2. HOBUAT IOAM3IIBIHUTEN OTTOBAPS HA KPHTEPHAUTE 38 10100p, HA KOUTO
© OTroBapsl NPEAHLIHWAT NOMAUSNBIHUTEN, BKIIOYMTENIHO IO OTHOIIEHHE HA Nela M BHIA Ha
JICHHOCTHTE, KOUTO L€ H3MBIIHSABA, KOPUTHPAHY CHOOPA3HO H3MBIHEHHTE 10 MOMEHTA IeHHOCTH.

13.11. Ilpu s3amsHa HNH BKIIOYBAHE HA IIOJM3TBIHUTE] H3IIBJIHETEIST NpesicTaBs Ha
BB3NOXUTENA BCHUKH JOKYMEHTH, KOMTO NOKAa3BaT M3IBIHEHHETO HA YCIOBHATA 10 T.13.10. 3aemm0 ¢
KOIHE Ha I0roBopa 3a TMOMMSIBIHCHAE WK Ha JONBIHUTEHOTO CIIOPAa3yMEHHE B TPHIHEBEH CPOK OT
TAXHOTO CKJIIOYBAHE.

14. Cpox u HAYHH HA NPEACTABAHE HA MPEIIOKEHHUATA.

Y4acTHHLMTE HE MOTAT J1a [PEACTABST BAPUAHTH HA IIPEIJI0KEHHITA CH.,

Y4acTHHLMTE MOTAT Ma MOJABAT IIPEIUIOKEHHS 110 SNHA, HAKOIKO MM BCHIKH 060c0GeHM
nosuiuy. IIpu noaBane Ha PETOKEHMSTA, ChITUTE TPAOBA 13 61IAT H3TOTBEHH B ChOTBETCTRYE C UL,
101 ot 3011, un. 39 ot [II130I1 u yka3aHHATA HA BB3IOKHTEILL.

IIpejutoxeHreT0 ce MOMMHCBA OT INPEACTABISBAIMS YYACTHHKA MM OT HaJIEIKHO
YIBTHOMOIIEHO/! JIHIIe/a, KAaTO B HPE/IOKEHHETO Ce IIpHiara JIOKYMEHT 3a YII'BIHOMOIIABAHE OT
IpEeACTABILIBAIASA YHAaCTHUKA, CBHIMIACHO M YKa3aHOTO B HACTOSINATA TOKAHA (C H3KIIOYEHHE HA
M3HCKYeMHTE NOKYMCHTH, KOMTO OOCKTHBHMDAT JIHYHO H3fBJIEHHE HA KOHKDETHO/M ImIe/a —
TIpeNICTaBIIABALL/M YYACTHHKA ¥ HE MOTAT Jja Ce MOAMMINAT i IPEACTABST OT IBIHOMOIIHIKA).

Korato 3a HKOH OT TIOCOYeHUTE HOKYMEHTH € IOCOYCHO, Y& MOXE Na Ce IPEACTAaBAT 4pes
»3ABEPEHO OT YYaCTHHKA KOMME", 33 TAaKbB JOKYMEHT CE CYMTA TO3M, IIPH KOKTO BBPXY KOIHETO HA
AOKYMEHTA NPENICTABIABAIIMS yIACTHHKA € MOCTaBHI Ipud ,,BIpHO ¢ opurmmana®, cobeTBeHOpLYEH
IIOANHC CBC CHH IBAT TI0J{ 3aBEPKATA M CBEX I[€YaT B MPHIOKHUMHETE ciydan. [IpencraBenute 06pa3un
B ZIOKyMEHTAIHMATA 38 Y4ACTHE U YCIOBHATA, ONMCAHH B THX, CA 3aIBIDKATENHH 32 YYaCTHHIHTE.

Baxcno!!! Eounnuam eeponeiicku oOokymenm 3a obwecmeenu nopvuku (EEJOII) e
cmandapmen obpasey na Azenyuama 3a obuecmeenu ROPBYKU U He MOdce 0a 0vde npomeHaH,
00ONBN6aN UNU UIMEHAH. YyacmHuyume ¢ npoueoypama cied6a 0a 20 ROWbAHAM RPU CRA3BAHE HA
oadenume & npoyedypama yKasaHus. '

Ilpennoxennara 3a ydactre ce momasar B cpox 110 £7.30%, 11 04062017 1. B 3aneuaTana
HEIIpO3payHa OIIaKOBKA ¢ HaIIHC: ‘

Mo MunucrepcTBo Ha 3apaseonasBaHeto, rp. Codusa - 1000, mn ,,Ceera Hemens” Ne 5
IPEMIOKEHHE 32 yJacTHe B IPOLENypa Ha JOropapsHe 0e3 IpeIBapHTENHO OBGsBIEHHE C IpeaMer:
»/OCTaBKa Ha PpamVOAKTUBHM IIeKapCTBEHU NPONYKTH, pPaguo(apMaleBTHIH, pPamdOHYKIHIHU
réHepaTopH, KATOBE M paJMOHYKIMIHK HpeKypcopu 3a 2017 r., oTmyckamw mo pema Ha Hapenba
34/25.11.2005 r. 3a pena 3a 3amiamane oT penyOnukaHckus OIOIUKET Ha JISYeHHETO Ha OBIATrapCKUTE
TPaXIaHH 3a 3a00NABaHNS H3BBH 00XBATA HA 3a/IbIDKHTEIHOTO 3IPaBHO OCHTYpSBaHE, [0 IPEKpaTeHH
000co0eHH MO3HITHIT,

Haumenoauwue, anpec, Tenedon u 1o BE3MOKHOCT hake i SNIEKTPOHEH gJIpec Ha YYaCTHUKA.
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Cnennoto mpepnucanue: ,,Jla He ce OTBaps NPEIH pasriieKIaHe OT CTPaHa Ha Ha3HAYEHATA OT
MHHHCTBPA Ha 3/paBeOTia3sBaHeTO KOMUCHS 3a IIPOBEAHE Ha IPErOBOPH”.

Ho m3Tiyane Ha cpoKa 3a ImonyyaBaHe Ha NPEeIUIOKECHUATA BCEKH yIACTHHK MOXKE /[ IPOMEHH,
ZOUBIHE MM OTTEINH NPEANOKCHHETO cH. OTTerISHETO Ha IPeIOKEHHETO IIpeKpaTsIBa I0-
HATATBIIHOTO y4aCTHE HA yYaCTHHKA B IIPOLeMypaTa. JIOIbIHEHHETO H IPOMSHATA Ha NPEIOKEHHETO
Tpsi0Ba [1a OTroBapAT HA H3UCKBAHMATA M YCIOBHATA 32 IIPEACTaBAHE HA ITBPBOHAYAIHOTO
IPEUIOKEHNAE, KaTO BBPXY ONAKOBKATA ObIe OTOENA3aH M TEKCT wJlombiaenue/[lpoMsgna Ha

© OPEIOXKCHHUETO /C BXOOAIMT HOMEP........oovvennn. 3a y4JacTHE B IIPOBEXJaHE Ha J0TOBapsHE 6e3

IpeBapHTENHO 00sBiIeHHe ¢ mnpenmer: ,JIOCTABKA Ha paTHOAKTHBHH JICKApCTBEHH IIPOJYKTH,
pannodapMareBTHIIN, PaIHOHYKIHIHA TeHEPATOPH, KUTOBE 1 PalHOHYKIHAHYE IpeKypcopu 3a 2017 1.,
OTIycKaHH 10 pena Ha Hapen6a 34/25.11.2005 r. 3a pena 3a 3amialafe 0T penyOIHKAHCKHS GHOIKET
Ha JIEYCHUETO Ha GBIIrapCKATe IPaXIaHy 3a 3200 ABAHMS H3BBH 00XBATA Ha 38bIDKATEIHOTO 3JIpaBHO
OCHUT'ypsIBaHe, II0 IPeKpaTeHu 000co0eHH TO3HITHE.

ITpuemane Ha IIPEJUIOKEHHA/BPBIIAHE HA TPEUI0NKEHU: _

IIpu nojapane Ha NPEANOKEHAETO X IIPHEMAHETO MY BBPXY OIAKOBKATA Ce OTGeNs3Ra BXOJIS1I
HOMED, 1aTa ¥ 4ac Ha IIOCTHIIBAHE H IIOCOYEHATE IAHHH CE 0TOE/IS3BAT BB BXOJISLI PETHCTBP, 3 KOETO
Ha NPHHOCHUTENS CE H3/1aBa JOKYMEHT. ;

IlomyyenuTe NpPENIOKEHHS Ce CHXPAHSBAT B AENOBOACTBOTO HA MuHnCcTEpCTBOTO Ha
31paBEONIA3BAHETO N0 ACHS, ONIPENEICH 3a OTBAPSAHE Ha IPeIOKESHHAATA.
Msicro, 1aTa 1 9ac Ha NPOBEKIAHE HA IPErOBOpUTE:
Ha ocnosanme u. 18, an. 7 or 3011, npu cnazsane na pena onpenenen B 3011 u [Ipasuiauka
38 HEroBOTO IpHJAaraHe IIe Ce MPOBeJaT NPEroBOPH 3a ONPEIENsAHE Ha KIAY3HTe Ha IOTOBOPHTE B

. crpanara Ha MHHHCTEpCTBOTO Ha 3z[paBeona3BaHeTo Ha ajipec: Tp. CO(bIm . ,,Ceeta Hemena“™ Ne 5,

.:Ha....!?y 2¢. 29%‘?‘” ¢ %L S yaca.

an IIpPOMAHA HA ITOCOYCHUTE aTa HIIM Yac 3a IIPOBCKIAHE HA IIPETOBOPHTE, Brsmoxurenat

e HE(POPMHpA PETBAPHTEITHO YIACTHHAIIETE 4pes M3NpallaHe Ha ChoOIeHHe.

IlpenioskenneTro Ha BCEKH YYACTHHK cjieaBa /a CbABLPXKAT ONMC HA NpPENCTABEHUTE

NOKYMEHTH NPHAPYKEH C:

1, BMBHGHHB, KBbM KOETO Ce TIpHIIaraT ,I[OKYMGHTHTC u30poeHn B o6paselia Ha 3asBIICHHE;

2. Texumaecko MPEJUIOKEHHE, KbM KOETO ce anﬂaraT ,JIOKYMGHTI/ITG H36p0eHnTe B
obpasena Ha TEXHHYECKO TPEI0KEHHE;

3.  Tlpemnoxenue 3a HAIBIHCHHE HA TIOPBUKATE,

4.  lleHOBO mpeAmOXKeHuE IO 06paseLL. Vs
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