O/OBPSIBAM:

A-P IIETBP MOCKOB

MUHUCTBP HA 3IPABEOITIA3BBAHETO

AOKYMEHTALUA

3A YYACTHE B OTKPUTA ITIPOLEAYPA I10 PEIA HA
3AKOHA 3A OBIIECTBEHUTE IIOPbYKH

CIIPEAMET:
»J0CTaBKa Ha paJMO0AaKTHBHHU JIEKAPCTBEHU NPOAYKTH, pajguodpapmMaieBTUIH,

PaJUOHYK/JIUAHM reHepaToOpH, KUTOBE M PaAUOHYK/IUAHM NIpeKypcopu 3a 2015 r.”,
OoTHyCKaHM no pesa Ha Hapen6a 34/25.11.2005 .

Opoo6peHa c PemieHue N .......cccvevvveeee/ cenvennsiennnnnnnn 2014 T

Codus, 2014 r.



YK A3AHMUW A

KbM YYACTHUIUTE

3A

PEJA U YC/IOBUATA 3A YYACTHUE B OTKPUTA INIPOLEAYPA 3A Bb3JIATAHE HA
OBIIECTBEHA ITIOPBYKA C IIPEAMET:

»JOCTaBKa HA paJMOaKTHBHHU JIEKAPCTBEHU NPOAYKTH, pasguodpapmManeBTHUIH,
PaJUOHYK/JIUAHMU reHepaToOpH, KUTOBE M PaAUOHYK/JIUAHM NIpeKypcopu 3a 2015 .”,
OTHyCKaHM no pesa Ha Hapen6a 34/25.11.2005 .

Codusa, 2015r.



YBAXKAEMMHU I'OCITIO2KHU U TOCIIOJIA,

MuHUCTEpPCTBO HA 3/jpaBeona3BaHeTo, Ha OCHOBaHUe Pemenue Ne .............. YA 2014 r.
3a OTKpMBaHe Ha MpOIeAypaTa, B KauyeCTBOTO My Ha Bb3/10KuTeJ, OTHpaBs MOKaHa KbM
BCUYKM 3aUMHTEpEecOBaHM JIMLA 3a y4yacTHe B OTKpUTa IMpoleAypa 3a Bb3JjaraHe Ha
obllecTBeHa MOpbYKa € npeamet: ,/locTaBKa HA paAUOAKTUBHU JIEKAPCTBEHU NPOAYKTH,
paguodapmaneBTULIY, PASAUOHYKJIMAHU TeHepaTOpH, KHTOBE M PAJAUOHYKIHIHU
npekypcopu 3a 2015 r.”, ornyckanu no peaa Ha Hapea6a 34/25.11.2005 r.

O6uiecTBeHaTa NOPbYKaA CE CbCTOU OT 45 060c06eHU MO3ULUH, KAKTO CJe/|Ba:

Ne HavMMeHoOBaHMe, e AMHUYHA AKTUBHOCT

I |TexHeuueBM reHepaTopu

1 |99-Mo sodium molybdate; 99m-Tc Technetium pertechnetate 7,5 GBq

2 |99-Mo sodium molybdate; 99m-Tc Technetium pertechnetate 12,5 GBq

Il | TexHenHueBU KUTOBE

3 | Technetium (99m Tc) macrosalb

4 | Technetium (99m Tc) nanocolloid

5 |Technetium [99mTc] Exametazine 0,5 mg

6 |Technetium [99mTc] Sestamibi

7 | Technetium [99mTc] Tetrofosmin

III |PaguodapmaneBTULHU 32 AUATHOCTHKA in vivo

8 |Sodium lodide [131 I] nepopasiHa popma 74 MBq

9 |loflupane (123-I)

10 |Iobenguane [131 1]

IV |PaaunodapmaneBTHIM 32 Tepanusa

11 |Sodium lodide [131 [] nepopanna ¢popma 1,85 GBq

12 |Sodium lodide [131 [] nepopasina ¢popma 3,7 GBq

13 |Strontium (89 Sr) chloride




Ne HauMeHoBaHue, eAMHUYHA AKTUBHOCT

IV | PagunodapmaneBTUIM 32 Tepanus

14 |192 Ir 3a Mukpocenektpon 150 cm/10 Ci

V | PaauodapmaneBTUIM 32 AMATHOCTHUKA in vitro

15 |1251fT3 KIT

16 |1251T4 KIT

17 |1251TSH (96-100 npo6u) KIT IRMA
18 |1251TSH (384-400 npo6u) KIT IRMA
19 | 125 I Insulin KIT IRMA

20 |[1251FSH KIT IRMA

21 |1251LHKIT IRMA

22 | 1251 Prolactin KIT IRMA

23 | 1251 Testosteron KIT

24 1251 Progesteron KIT

25 |125 1 Estradiol KIT

26 |1251CA-15-3 KIT IRMA

27 |1251CA-125KIT IRMA

28 [1251CA-19-9KIT IRMA

29 [1251PSAKIT IRMA

30 | 1251 Plasma renin activity

31 | 125 I Calcitonin KIT IRMA

32 | 1251 Aldosteron

33 |1251ACTH IRMA

34 | 1251 Paratchormon intact IRMA

35 | 125 I beta 2 microglobulin

36 |125VitB 12 + ¢posreBa KucerHa
37 | 1251 Thyreoglobulin

38 | 1251 Cortisol

39 |1251DHEAS

40 | 125 Ianti TG antibody

41 | 125 Ianti TPO antibody

42 |1251TRAK

43 | 1251 KapunHoeMbpuoHaseH anTureH IRMA
44 | 1251 HGH KIT IRMA

45 | 1251 Ferritin KIT
Ha ocHoBaHue un. 64, an. 3 ot 30Il, oT gatata Ha NyGJUKYBaHETO Ha OOSIBJIEHUETO 3a

O6H.[€CTBeHaTa IMMOP’bYKA, HA BCUYKH 3aMHTEPECOBAHM JIMLA Ce MpPeaoCTaBd II'bJI€eH AOCTBII 110



eJIeKTPOHEH ITbT [0 JOKyMeHTaLUATa 3a y4yacTHe B IpolLieAlypaTa Ha cJleiJHUS UHTEPHeT ajpec
Ha MUHHUCTEPCTBOTO Ha 3/paBeona3BaHETO (MOCOYEeH M B OOSIBJIEHUETO 3a OTKpPUBaHE Ha

npoueaypara): http://www.mh.government.bg, Py6puka ,06umecTBeHd NOpPHYKU -
npoous Ha KymyBada’, a uMeHHOo http://www.mh.government.bg/Articles.aspx?lang=bg-
BG&pageid=432&home=true&categoryid=1004&articleid=7338

JlokyMeHTanusATa 3a y4acThe MOXe Ja ce 3asBsBa npejBapuTesiHO M Ha Tes. 02 9301 461.
JloKyMeHTaLuusATa MoXe Jia ce MoJy4d Bcekd paboTeH feH oT 9,00 yaca o 17,30 yaca 4 Ha
aapec: rp. Codus - 1000, . ,CBeta Hegena” Ne 5, ct. 211 uau ga ce U3npaTy HA MOCOYEH OT
JIMLIETO TOYEH aZipec 3a HeroBa cCMeTKa.

Y4yacTHUIIUTE B NpolieAypaTa Cjae/[Ba Ja NperjeaaT U Jla ce CboOpa3sT C BCHUYKU YKa3aHUS,
06pasIy, yCJI0BUS U U3UCKBAHMUS, TOCOYEHH B JlOKyMeHTaIusTa.

OdepTvTe Ha y4yacTHULMTe Lle ce @OpheMaT Ha ajpeca Ha MuUHUCTepCTBO Ha
3ApaBeomnasBaHeTo: rp. Codus, mia. ,CBeta Hexpena” N2 5, Bceku paboTeH aeH oT 09:00 4. go
17:30 4. go pmartata, mocoyeHa B paszen 1V.3.4. ,Cpok 3a moJsiyyaBaHe Ha odepTH WM Ha
MCKaHHMs 3a yyacTrue” oT 06sIBJIEHHETO 3a MopbyKa.

OdepTuTe 1ie 6bAAT pa3rjelaHU, OLleHEHU U KJIACUPAHHU OT KOMHUCHS, KOSITO 1Lie 3aloyHe
cBosITa paboTa B [ieHs U 4aca, nocoyeHU B paszes 1V.3.8. “YcioBus 3a oTBapsiHe Ha opepTuTe”
OT 00OSIBJIEHMETO 3a NMOpbYKa, B CrpajaTa Ha MUHUCTEPCTBOTO Ha 3/paBeoNa3BaHETO, Ha
aapec: rp. Codpus - 1000, m1. ,CBeta Hegensa” Ne 5.

OTBapsiHeTO Ha odepTUTe € MYyOJMYHO U HAa HEro MoraT Ja HNPUCHCTBAT YYACTHULUTE B
npoueaypaTa WM TeXHU VII'bJHOMOILEHHW NpeJCTaBUTENU, KAKTO M MNpeJCTaBUTEJH Ha
CpeAcTBaTa 3a MacoBO OCBelOMsIBaHE U APYTHU JIMLA IPU CIa3BaHe Ha YCTAaHOBEHUS PEXUM 3a
JIOCT'BIT 10 CI'PaJiaTa, B KOSITO Ce U3BbPIIBA OTBAPSIHETO.

Hpeace,aaTeJmT Ha Ha3HadyeHaTa OT Bb3s10XKuTe /19 KOMUCUA mie 004BU AaTaTa, 4aca U MACTOTO
Ha OTBapsiHe Ha L|eHOBUTe OdepTH Ha YYaCTHULUTE MNpeABApUTEJIHO, NPHU CbOJIOJaBaHe
W3UCKBAHUATA Ha 3aKOHa 3a 06I_LLECTB6HI/IT6 IMOPBYKH, BKIJI. YpE3 00gBsBaHe HA MOCOYEHUA B
HacTodlllaTa [AOKyMEHTAalUud HWHTEpPHET ajpec Ha MHUHHUCTEPCTBO Ha 3/JpaBeola3BaHeTo:
http://www.mh.government.bg, Py6puka ,061iecTBeHr NOPBYKH - IPoduII Ha KymyBada”
a HMEHHO http://www.mh.government.bg/Articles.aspx?lang=bg-
BG&pageid=432&home=true&categoryid=1004&articleid=7338

3a pe3yJITaTUTE OT OLIEHSBAHETO HA 0QEePTUTE YIACTHUIUMTE Ce yBeaoMsBaT cbryacHo 30I1.
PelreHusiTa Ha BB3JIOXKUTEJISI BBB Bp'b3Ka C MpolieJypaTa ca MUCMEHU WU Ce U3MpallaT Ha
YYaCTHUIUTE B HOPMAaTUBHO YCTAHOBEHHS CPOK.

3a gombaHUTE/IHA HHPOPMALMS U BBIIPOCU MOXKeTe Jja ce 00pbliaTe KbM:
UBo fHueB,

rJIaBeH eKcrepT B gupekius , Ol

Ten.: 02/9301466


http://citybonk.com/jump.cgi?ID=1265
http://www.mh.government.bg/Articles.aspx?lang=bg-BG&pageid=432&home=true&categoryid=1004&articleid=7338
http://www.mh.government.bg/Articles.aspx?lang=bg-BG&pageid=432&home=true&categoryid=1004&articleid=7338
http://citybonk.com/jump.cgi?ID=1265
http://www.mh.government.bg/Articles.aspx?lang=bg-BG&pageid=432&home=true&categoryid=1004&articleid=7338
http://www.mh.government.bg/Articles.aspx?lang=bg-BG&pageid=432&home=true&categoryid=1004&articleid=7338

CbA'BbPKAHUE

YACT 1

1. Pelrenue 3a OTKpHUBaHe Ha 001leCTBEHA IOP’bYKA, KAaTO 33 b/LKUTE/IEH 00pa3el, 0J060peH
OT AreHysTa M0 061eCTBEHU NOP'BYKHU

2. 06s1BJIEHME 32 001IeCTBEHA MOP'BYKA, KATO 33 'b/DKUTEIEH 06pasell, 0J06peH OT AreHI[UATA
10 061IeCTBEHH MOPBYKHU

YACT 11

I'JIABA 1. YKA3AHUA 3A YYACTHUE B OBHIECTBEHATA IIOPBYKA

Paspesn 1. O61a nuHdpopmanus v 061U U3UCKBAHUSA KbM JJOKYMEHTalUsATa

Paspaen II. [Ibs1HO onvcaHue Ha peAMeTa Ha NOpbYKaTa

Paspgeu III. U3vickBaHUSA KbM YYaCTHULATE

Paspgen IV. YcinoBus v pa3mep Ha 'apaHiyATa 3a yyactye ¥ [apaHUusTa 3a U3II'bJIHEHUE

Pa3gen V. KomyHUKaLus MeX1y Bb3JIOKUTES U YYaCTHULIUTE

I'JIABA I1. TEXHUYECKA CIIEHU®PUKALUA
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OBPA3EI] Ne 2 - leknapanus no 4. 47, an. 9 ot 3011

OBPA3EI Ne 3 - [leksiapanus 3a y4aCTUETO UJIM HEYYACTHUETO Ha MOAUMI'bJIHUTEHN N0 YJI. 56,
as. 1, T. 8 oT 3aKoHa 3a 0611ECTBEHUTE MOPBUYKHU

OBPA3EILL Ne 4 - Jlekyiapanys 3a CbIrJlacue 3a y4acTUe KaTOo NMOAU3II'bJHUATE



OBPA3EIl Ne 5 - Jleksiapaiys 3a OTCbCTBHUE Ha 06CTOsATEe/ICTBATA 1o 4. 47, an. 1, T. 1, (6e3 6.
,€),T.2uT.3uT.4 nan5 T.1uT. 2ot 30l OT NOAUIMBIHUTEUTE.

OBPA3EILL Ne 6 - [leksnapauus no 4. 56, an. 1, T. 12 ot 3aKkoHa 3a 00111eCTBEHUTE NOPbYKH 3a
NpyueMaHe Ha yCJOBUsITA B IPOEKTa Ha JJ0rOBOpa.

OBPA3EILl Ne 7 - /leknapanus 3a JIMIICAa Ha CBBP3aHOCT C APYT YYaCTHUK B CbOTBETCTBUE C YJI.
55, an. 7 ot 3011

OBPA3EIL Ne 8 - Jleknapanus no 4. 3, T. 8 oT 3aKOHa 32 UKOHOMUYECKUTe U GUHAHCOBUTE
OTHOIIEHUs C JIPY>KeCcTBaTa, PErUCTPUPAHU B HPUCAUKLIUU C NpedepeHUa]eH AaHbUeH
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OBPA3EILl Ne 10 - [leksiapaLius 3a oCTaTb4eH CPOK HA TOJHOCT Ha JIEKapCTBEHUTE NPOLYKTH U
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OBPA3EILl Ne 13 - Jleksapanusa no 4. 8, aj. 8 oT 3akoHa 3a OOIIECTBEHUTE MOPBUKHU 3a
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YACT 1

1. PelieHue 3a OTKpHMBAHE€ Ha O6I.U,eCTBeHa INOPBbYKa, KATO 3aAbJXKUTEJIEH 06p83€u,

0100peH OT AreHUMsTA 10 0OIeCTBEHH OPBYKH.
2.  O6gBJyieHMe 3a 00IeCTBEHA MOPBUYKA, KATO 33’ b/DKUTE/IEH 00pasel], 0J00peH OT

AFeHL[I/IHTa I1o 06LL[€CTB€HI/I MMOPBYKH



YACT 11

I'/IABA 1

YKA3AHHA 3A YYACTHUE B OBIIECTBEHATA IIOPBYKA

PA3JIE/ 1

A. OBIIA UH®OPMAIIUA

1.1.Bb3JIOKHUTEJI

MUHHCTEPCTBOTO Ha 3/|paBeona3BaHeTO e PUANYECKO JIMIEe U UMa IPaBo Ha COOCTBEHOCT U
camocTosATesieH OwoxeT. OpraH Ha U3MbJHUTEJNHATa BJACT B MHUHUCTEPCTBOTO €
MHUHUCTBPBT. MUHUCTBPBT Ha 3paBeona3BaHeTo e Bb3/103kuTes 1o C(MUCHhJIa HA 4. 7, T. 1 OT
30I1.

1.2. IPABHO OCHOBAHHME 3A OTKPUBAHE HA ITPOLEAYPATA

Bb3s10kuTENIIT 0651BSIBAa HAcTosI[aTa MpoleAypa 3a Bb3JlaraHe Ha 00llecTBeHa MopbykKa Ha
OCHOBaHHMe 4J. 16, an. 1, an. 4 u an. 8, BbB Bp'b3Ka ¢ [/iaBa neta oT 3akoHa 3a 00IIECTBEHUTE
NOPBYKHU.

1.3. MOTHUBU 3A U360P HA ITPOLEAYPA 110 Bb3/IA'AHE HA IIOPBYKATA

[IporHo3HaTa CTOMHOCT Ha oO6llecTBeHaTa Mopbyka e 2 372925.76 aB. 6e3 AAC unu
2 847 510.91 8. c JJC.

CbriiacHo pasmnopejbaTta Ha 4. 14, an. 1, T. 2 ot 30II, koraTo MjaHMpaHaTa 3a MPOBEXJAaHe
nopbykKa 3a JIOCTaBKM € paBHA WM No-BUcoka oT 66 000 seBa 6e3 BkawdeH /JI/IC,
Bb3s10KUTENAT NpoBexJa HAKOA oT npeaBueHuTe B 3011 npouenypu.

I[Ipor1Ho3HuTe CTOMHOCTH HA 0madesIHUmMe 060co6eHuU no3uyuu ca KaKkmo csiedea:

Ne HavMeHoBaHUue, e AMHUYHA AaKTUBHOCT EanHU4YHaA cTOMHOCT B JIB. 6e3 JI/IC




TexHeneBH reHepaTopu

99-Mo sodium molybdate; 99m-Tc Technetium

1 pertechnetate 7,5 GBq 1300,85
9 99-Mo sodium molybdate; 99m-Tc Technetium 1 535,55
pertechnetate 12,5 GBq
Il | TexHenueBU KUTOBE
3 | Technetium (99m Tc) macrosalb 287,73
4 | Technetium (99m Tc) nanocolloid 410,95
5 |Technetium [99mTc]| Exametazine 0,5 mg 985,96
6 | Technetium [99mTc]| Sestamibi 899,90
7 | Technetium [99mTc] Tetrofosmin 1103,31
III |PagunodapmaneBTHIM 3a JUATHOCTUKA in vivo
8 |Sodium lodide [131 [] nepopasHa dpopma 74 MBq 283,82
9 |loflupane (123-I) 1515,99
10 |lobenguane [1311] 450,06
IV |PaguodapmManeBTULH 3a Tepanus
11 Sodium lodide [131 I] nepopasina ¢popma 1,85 401,17
GBq
12 |Sodium lodide [131 [] nepopasina popma 3,7 GBq 479,40
13 |Strontium (89 Sr) chloride 2 194,66
Ne HaymMeHoBaHMe, e AMHUYHA aKTUBHOCT
IV |PaguodapmManeBTULHU 32 Tepanus
14 | 192 Ir 3a MukpocesnektpoH 150 cm/10 Ci 13846,00
Vv PaguodapmaneBTULY 32 JUATHOCTHUKA in
vitro
15 |1251fT3 KIT 78,30
16 |1251T4 KIT 73,95
17 |1251TSH (96-100 npo6wu) KIT IRMA 57,95

10




244,95

18 |1251TSH (384-400 npo6u) KIT IRMA
19 [1251Insulin KIT IRMA 116,95
20 |1251FSH KIT IRMA 107,95
21 [1251LHKIT IRMA 107,95
22 |125 I Prolactin KIT IRMA 107,95
23 | 1251 Testosteron KIT 145,79
24 [1251 Progesteron KIT 145,79
25 |125 1 Estradiol KIT 147,80
26 |1251CA-15-3 KIT IRMA 254,95
27 |1251CA-125KIT IRMA 244,95
28 [1251CA-19-9 KIT IRMA 244,95
29 |1251PSAKIT IRMA 159,95
30 [125 1 Plasma renin activity 226,50
31 |125 I Calcitonin KIT IRMA 220,00
32 |1251Aldosteron 206,65
33 [1251ACTH IRMA 317,50
34 |125 I Paratchormon intact IRMA 415,00
35 |125 I beta 2 microglobulin 615,80
36 |125VitB 12 + ¢posveBa KucearMHa 916,00
37 |125 I Thyreoglobulin 114,50
38 |1251 Cortisol 131,50
39 [1251DHEAS 138,50
40 |1251anti TG antibody 160,00
41 |125Ianti TPO antibody 134,50
42 1251 TRAK 448,00
43 | 125 1 KapuuHoembpuoHasieH antured IRMA 124,50
44 {1251 HGH KIT IRMA 185,00
195,00

45

125 I Ferritin KIT
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[IpeaBU 06CTOATENCTBOTO, Y€ €CTECTBOTO HA JIOCTABKaTa IM03BOJIsIBA JOCTAaThYHO
TOYHO Ja Ce ONpeJeNsAT TEeXHUYEeCKUTe crneludUKalldi U He ca Ha/UIlle YCIOBHUsSTa 3a
NpoOBeXJaHe Ha CbCTe3aTesieH AWAJIor WIHM HSKOS OT NpOIeJypUTe Ha JOoroBapsiHe — C
006s1BJieHUE WU 6e3 00sIBJIeHHe, 6e3CIOPHO e Ha/lUle Bb3MOXKHOCT U YCJA0BUS 00lIecTBEHATa
mopbyKa Jla 6'bJie Bb3JIOXKEHA 110 NMpeABUAEHUS B 3aKOHA 3a 00OIeCTBEHUTE MOPBYKHU peJi 3a
OTKpHTA Ipoleaypa.

b. OBIIIU U3UCKBAHUSA KbM JOKYMEHTALMATA. MACTO U CPOK 3A IIOJABAHE HA
OPEPTH.

[lpencraBsiHeTo Ha odepTa 3aAb/DKaBa yYacCTHUKA Ja MpUeMe HAM'bJHO BCHUYKH
M3WCKBAHUs U YCJOBHS, MOCOYEHH B Ta3u JAOKYMEHTAIMsl, IPH Clla3BaHe W3WCKBAHUsATA Ha
30I1. [TocTaBsAHETO OT CTpaHa HAa yYaCTHUKA HA YCJOBUS U U3UCKBAHHUS, KOUTO He OTTOBAapsT
Ha 06SIBEHUTE B JIOKYMEHTAIMATA, BOJAM /0 OTCTPAaHSIBAHE HA TO3W YYaCTHHUK OT y4acTHe B
npoueaypara.

Jlo ©U3THYaHe HA CPOKaA 3a MoJlaBaHe HA 0pepTUTE, BCEKU YIYACTHUK MOXKe Jla TPOMEHH,
JIOII'bJIHU UJIM OTTETJIK odepTaTa CH.

OdepraTa ce M3roTBI W MpeACTaBAd Ha OBJIrapckd e3uk. KoraTo y4yacTHUKBT B
npoueaypara e 4yKJeCcTpaHHO PpU3NYECKO WM PUAUYECKO JHIEe, odpepTaTa ce mojaBa Ha
O'bJITAPCKU €3UK.

OdepraTa ce mnoANMCBA OT TMpEACTABJASABALIMA y4yaCcTHUKA WJIA OT HAJJIEKHO
yI'bJIHOMOLIEHO/U JiMlle/a, KaTo B odepTaTa ce TMpWaara MTbJIHOMOLHOTO OT
NpeJCTaB/sABAIIMSA y4yacTHHKA (C M3KJIWOYeHHe Ha M3UCKYeMHUTe [JOOKYMEHTH, KOUTO
06EeKTUBHUPAT JIMYHO U3SIBJIEHHE Ha KOHKPETHO JIMIe/a - peCTaB/sIBall/y yYaCTHUKA, U He
MOTaT /J]a Ce MOANMUIIAT U MPEACTABAT OT II'bJIHOMOIIIHUK).

Korarto 3a HKOM OT MOCOYEHHUTE JOKYMEHTH € ONpeJiesIeHO, Ue MOXKE /1a Ce MPEICTaBAT
Ype3 «3aBepeHO0 OT yYaCTHUKA KOMHE», 32 TAKbB JJOKYMEHT Ce CUMTA TO3H, IPU KOHUTO BbPXY
KONMMeTO Ha JIOKYMeHTa MpeACTaBJSBAIIUAT y4YacTHUKA e TMocTaBua Tpud «BsapHo c
OpUTHHaJa», COOCTBEHOPBYEH MOJINKUC CbC CHH IBAT IOJ 3aBepKaTa M CBeX IedyaT B
MPUJIOKUMHUTE CJIYYaH.

[IpencraBeHUTE 06pA3LM B JOKYMEHTAIMSATA 3a y4acTHe U YCJIOBUATA, ONKCAaHU B THX,
ca 3a/b/DKUTEJIHU 33 YYaCTHUIUTE.

CpOoKBbT Ha BaJIMAHOCT HAa odepTuTe TPsA6GBa Aa 6bJe CbOGPaA3eH C onpejesieHus CPOK B

006sIBJIEHHMETO 3a 00LIecTBeHaTa nopbikKa - 90 (aeBeraeceT) KaJieHAAPHM JHHU, CYUTAHO
OT Jararta, NocoYeHa KaTo KpaeH CPOK 3a IMoJsiyyaBaHe Ha odepTHTe, U MpeJCTaBJISABA
BpeMETO, Mpe3 KOeTO YYACTHULUTE ca O0OBBbP3aHU C YCJOBUSTA HA NpPEACTAaBEHUTE OT TIAX
odepTH. BB3IOKUTENAT KaHU YUACTHULIUTE JIa YABIDKAT CPOKA HA BAIMTHOCT Ha odepTUuTe, KOraTo
TOM € M3TEKBJI. YYaCTHHUK, KOMTO Clie]] TOKaHa M B OINpEAeTICHUs B HEsl CPOK HE YABIDKH CPOKa Ha
BaJTMIHOCT Ha odepTara CH, C€ OTCTPAHSIBA OT YJaCTHE.

Mscmo u cpok 3a nodasaHe Ha oghepmu

’Kenaeudre na yyactBaT B Hpolie[lypaTa 3a Bb3JlaraHe Ha 0O0lecTBeHaTa Mopbyka
noJiaBaT JIMYHO WJU 4Ype3 YI'bJIHOMOIIEHO Jiule odepTUTe CHU B JeJIOBOACTBOTO Ha
MUHHCTEepCTBOTO Ha 3/ipaBeona3BaHeTo, ajapec: rp. Codusa - 1000, mi. ,CBeta Hegensa” Ne 5,
napTepeH eTax, Bceku paboTeH AeH oT 09:00 4. go 17:30 4. Ha fAaTarTa, MOCOYEHU B
005IBJIEHUETO 3a 00lI[eCTBEHATA MOp’bUKa.

AKO yYacTHUKBT U3mpala opepTaTa upe3 MnpenopbyaHa Molila Uiu Kypuepcka cayxo6a,
pasxoJuUTe ca 3a HeroBa cMeTKa. B To3u ciy4yaii Tol ciefiBa Aa usnpaTtu opepTaTa Taka, uye Jja
o6e3neyd HeMHOTO MPUCTUTAaHe Ha MOCOYEeHHUs OT Bb3yokuTesNs ajpec nmpeau U3THYaHE Ha
Cpoka 3a mojaBaHe Ha odepTUTe. PUCKBT OT 3ab6aBa WU 3aryb6BaHe Ha odeprara e 3a
y4acTHUKA. Bb3/10KHUTENAT He ce aHTaXUpa Jja ChAeicTBa 32 MPUCTUTAaHETO Ha odepTaTa Ha
aJipeca U B CpPOKa olpefieJieH OT Hero. YYacTHUKBT He MOXe Jla MCKa OT Bb3asnoxuTesns
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CbhJleHCTBUA KaTO: MUTHUYECKO OCBOOOX/aBaHe Ha NpaTKa; MoJlyyaBaHe ype3 MOWCKBaHe OT
MOILEeHCKHU KJIOH; B3aUMO/JEeUCTBUSA C KypyUepH WU JPYTH.

OdepTuTe ce mojaBaT B 3ameyaTaH, HeNpo3payeH, C HeHapylleHa LAJOCT IJIUK U C
HaJIIHNC:

1. /1o MuHuCTEepCTBO Ha 3ApaBeona3BaHeTo, rp. Copusa - 1000, 1. ,,CBeta Hegensa” Ne 5
»OdepTa 3a yyacTue B 0611 eCTBEHA NOP'bYKA, C IPeJMeT:
»JJO0CTaBKa Ha paAU0AKTUBHMU JIEKAPCTBEHU NPOAYKTH, paguodpapManeBTULH,
PaAMOHYK/IHU/JHM reHepaTopy, KUTOBE U PaJUOHYK/JIMAHU NIpeKypcopu 3a 2015,
OTHyCKaHM 1o pesa Ha Hapea6a 34/25.11.2005 r.“
O6o0co6ena no3uyus N@ ...... c npedmem ......

2. HaumeHoOBaHHue, ajpec, TesedOoH U N0 Bb3MOXKHOCT PaKc U eJIEKTPOHEH ajpec Ha
y4aCTHHUKA.

3. CnepHoTo mpejnvcaHve: “/la He ce oTBapsA mMpeAM pasrjekjaHe OT CTPpaHAa Ha
KomucusTa 3a oeHsiBaHe U K/IacUpaHe”.

4. Jlo u3TUYaHe Ha CpPOKa 3a NoJyyaBaHe Ha opepTH BCEKU YyYaCTHUK MOXe /la IPOMEHH,
JIOIBbJIHU WM OTTerju odeprara cu. OTTersssHeTO Ha odepTaTa MpeKpaTsaBa IO-
HaTaTbIIHOTO yYyacTHe Ha yYaCTHUKA B poueaypaTa. JlomrbJHeHUeTO U IPOMsHAaTa Ha
opepTraTa TpsibGBa Ja OTroBapsAAT HAa U3UCKBAHUATA U YCJOBUATA 3a NpeJCTaBsiHE Ha
I'bpBOHauajJHaTa odepTa, KaTo BbpPXy IJMKa ObAe oTOens3aH U TEKCT
y2AonbaHenue/[IpoMsaHa Ha odepTa/Cc BXOAALL HOMED....coverrueernn: 3a y4yacTve B OTKpHUTA
nponeaypa no peaa Ha 3011 c npegMmert:

5. ,/locTaBKa Ha palJMOAKTUBHHU JIEKAPCTBEHM NIPOAYKTH, paguodapmaneBTHLH,
PaAMOHYK/JIUJHM reHepaTopH, KUTOBE U PaJUOHYK/JIMAHU NpeKypcopu 3a 2015 r.”,
OTHyCKaHM no peaa Ha Hapeao6a 34/25.11.2005 .
0O60co6ena no3uyus N¢ ...... c npedmem ......

IIpuemane Ha opepmu / epsujaHe Ha ohepmu
[Ipu nosaBaHe Ha odepTaTa U MPUEMAHETO U BbPXY IJIMKA Ce 0TOessI3Ba BXOASAI HOMEP, /jaTa
M 4ac Ha MOCT'bIIBAaHE U MIOCOUYEHHUTE JAHHU Ce OTOEJIS3BAT B'bB BXO/SI PETUCTBP, 32 KOETO Ha
IPUHOCUTEJIS Ce U3/laBa JJOKyMEHT.
OdepTH, KOUTO ca MpeACTABEHU CJeJ KpaWHUSA CPOK 3a IOJiydaBaHe WJIM B He3aledaTaH,
Mpo3payeH WM CKbCaH IUIMK, Ce BP'bLIAT HA M0JaTess He3abaBHO. Te3n 06CTOSTEsNICTBA Ce
0T6e/I13BaT B perucTbpa o npeaxoHus naparpad.
[lonyyenure odepTH ce CbXpaHABAT B JeJOBOJACTBOTO Ha MMHUHHUCTEPCTBOTO Ha
3/IpaBeona3BaHETO /10 JIeHs], ONpe/iesieH 32 OTBapsiHE Ha OQepTHUTE.
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PA3JIEJI 11

II'bJIHO OITMCAHME HA TTIPEJAMETA HA IIOPBYKATA

O6exm Ha HacTosdl1aTa 061eCTBEHA MOPbYKA € ,JoOCTaBKaTa Ha CTOKU ~ M0 CMHUChJIA Ha 4J1. 3,
an. 1, 1.1 ot 30IL
Ilpedmemsm Ha Bb3JlaraHe Ha HacTosllaTa MHopbyka e ,JlocTaBKka Ha paJMOAKTHBHH
JIEKAapCTBEHU MPOAYKTH, paauodapMaleBTULH, PaJUOHYKJIWAHU TEHEPATOPH, KUTOBE U
PaAHMOHYKIMIHU NpeKypcopu 3a 2015 r., oTnyckanu no pega Ha Hapenb6a 34/25.11.2005 1.9
sK/ausauja 45 camocmosimesiHo 060cobeHuU NO3UYUU.

Ne HaumeHoBaHue, e JUHUYHA aKTUBHOCT

I |TexHeuueBH reHepaTopu

1 [99-Mo sodium molybdate; 99m-Tc Technetium pertechnetate 7,5 GBq
2 199-Mo sodium molybdate; 99m-Tc Technetium pertechnetate 12,5 GBq
I | TexHenueBU KUTOBE

3 | Technetium (99m Tc) macrosalb

4 | Technetium (99m Tc) nanocolloid

5 |Technetium [99mTc] Exametazine 0,5 mg

6 |Technetium [99mTc] Sestamibi

7 | Technetium [99mTc] Tetrofosmin
III | PaguodapmaneBTHIH 32 AUATHOCTHKA in Vivo

8 |Sodium lodide [131 I] nepopasna popma 74 MBq

9 |loflupane (123-I)
10 |lobenguane [131 ]

IV |PaguodapmaneBTULU 32 Tepanus
11 |Sodium lodide [131 [] nepopasnna ¢popma 1,85 GBq
12 |Sodium lodide [131 [] nepopasnna ¢popma 3,7 GBq
13 Strontium (89 Sr) chloride
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HauMeHoBaHHue, e AMHUYHA aKTUBHOCT

IV

PagunodapmaneBTunuy 3a Tepanus

14

192 Ir 3a Mukpocenektpon 150 cm/10 Ci

\%

PagnodapmaneBTyny 3a JUarHOCTHUKaA in vitro

15

125 IfT3 KIT

16

1251fT4 KIT

17

1251 TSH ( 96-100 npo6u) KIT IRMA

18

125 I TSH (384-400 npo6u) KIT IRMA

19

125 I Insulin KIT IRMA

20

125 I FSH KIT IRMA

21

125 I LHKIT IRMA

22

125 I Prolactin KIT IRMA

23

125 I Testosteron KIT

24

125 I Progesteron KIT

25

125 I Estradiol KIT

26

1251 CA-15-3 KIT IRMA

27

1251 CA-125 KIT IRMA

28

1251 CA-19-9 KIT IRMA

29

125 I PSAKIT IRMA

30

125 I Plasma renin activity

31

125 I Calcitonin KIT IRMA

32

125 I Aldosteron

33

125 T ACTH IRMA

34

125 I Paratchormon intact IRMA

35

125 I beta 2 microglobulin

36

125 Vit B 12 + dosiveBa kucearHa

37

125 [ Thyreoglobulin

38

125 I Cortisol

39

125 I DHEAS

40

125 I anti TG antibody

41

125 I anti TPO antibody

42

125 I TRAK

43

125 I KapuuHoeMb6puoHasieH antureH IRMA

44

125 T HGH KIT IRMA

45

125 I Ferritin KIT

KosnyecTtBaTa M crnequdUKalMUTE HAa JIEKAPCTBEHUTE MPOAYKTH U MeIUIIMHCKHUTE
u3/eus OTIyCKaHU no peja Ha Hapen6a 34/25.11.2005 r. ca noapo6Ho onucanu B [JIABA 11
TEXHHUYECKA CHELU®UKALIKA, T.2.
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PA3JEJI 11
N3UCKBAHUA KbM YYACTHULUTE

1.1. B npoueaypaTa 3a Bb3JlaraHe Ha 00lecTBeHaTa NOp’bYKa MOraT /a y4acTBaT ObJIrapcku
WJIU 4y eCTpaHHU QU3NYEeCKU WM IPUJHAYECKHU JIMIA, BKAIOUYUTEJSHO TEXHU 00eJUHEHUS],
KOUTO OTTOBapAT Ha U3UCKBAHUATA, perJjaMeHTUpPaHU OT 3aKOHa 3a 00LlecTBEHU MOPbYKU U
06siBeHUTE OT Bb3/10KHUTENSA U3MCKBAHUSA B HACTOSLATa JIOKyMEHTalMs U 0OsIBJIEHUETO 3a
ob1lecTBeHaTa NOp’bUKa.

1.2. Bcekr y4acCTHHUK MOXe Jia IpeACcTaBu caMo efjHa odpepTa. Bcuuku JOKYMEHTH, KOUTO ca Ha
YYXK/I €3UK, Ce IPEJCTABAT U C IPEBOJ, HA O'bJITAPCKU €3UK.

1.3. YyacTHUKBT B NpolneaypaTa Moxe Ja NpejcTaBd odpepTa 3a e[jHa, HAKOJIKO UM BCUYKHU
060C06EHH MO3UIIHH.

1.4. He ce fonycka npeAcTaBAHETO HA BAPUAHTH.

1.5. EqHo u cpuo Gu3nvecko WM HPUAUYECKO JIMLE YYaCTHUK B NpoleJypaTa Moxe Ja
ydacTBa caMo B e/JHO 00eJUHEHHE.

1.6. Bcekn ydyacTHUK B IpoliefiypaTa 3a Bb3JlaraHe Ha 0o0OllecTBeHaTa NOpbykKa e JJI'bXeH Jia
3agBU B odepTaTa CHM JAajJU INpPU U3N'bJIHEHHMETO HaA MOpbYKaTa Lie M3M0J3Ba WJIU He
NOAU3II'bJIHUTEJIH.

1.7. Jluue, KoeTo ydyacTBa B 0OeJUHEHUE WU € Jaj0 CbIJacUeTO CU U QUTrypupa KaTo
NOoAU3I'bJHUTEN B odepTaTa Ha APYr yYacTHUK, HE MOXe Ja NpeAcTaBsl CaMOCTOSITENTHO
odeprTa.

CoenacHo ua. 56, aan. 2 om 3011 ¢ opepmama cu yyacmHuyume modxce 6e3 o2paHu4eHust oa
npedsazam no/38aHemo Ha nodusns/AHUMeU.

1.8. He mooce da yyacmea BBbB Bb3JlaraHeTO Ha 0OLleCTBEHATa MOpPbYKa JIMIEe, CbOTBETHO
Bb3/10KUTENIAT 1Le OTCTPAaHM OT ydacThe B MpouejypaTa BCEKUM YYAaCTHUK, IPU KOWTO €
HaJlvIie HAKOe OT CJIeJHUTE 06CTOATeICTBA:

a) OChJeH C BJISI3/1a B CMJIa IPUCDH/1A, OCBEH aKO e peabUIUTUPaH 3a:

» TMpecTbllJieHHWe NpoTHB (QUHAHCOBATa, JaHbyHATa WU OCUTYpPUTEJHATa CUCTEMA,
BKJIIOUMTEJIHO U3NKMPaHe Ha napH, 1o 4. 253 - 260 ot HakasaTesHUs KOJEKC;
nozakyt o 4i. 301 - 307 ot HakasaTe/IHUS KOJEKC;
y4acTHe B OpraHM3upaHa npecTbllHa rpymna no 4i. 321 u 321a ot HakasaTe/iHUA KOLEKC;
npecTbIlJIEHHWE MPOTHUB COOCTBEHOCTTA 1O 4. 194 - 217 ot HakasaTe/IHUS KOJIEKC;
npecTbllJIEHHE MPOTHUB CTONAHCTBOTO 1o 4Ji. 219 - 252 oT HakasaTesiHUS KOJEKC;

6) 06siBEH B HECHCTOSITEJIHOCT;

B) € B IPOU3BO/CTBO MO JIMKBUJALIUS WJIM CE HAMUPA B N0A00HA Mpoleaypa CbIJIACHO
HallMOHAJIHUTE 3aKOHU U N0/[3aKOHOBY aKTOBE;

') MMa 3aJ’b/DKEHUS 110 CMUCHJA Ha Wi. 162, an. 2, T. 1 ot JOIIK kbM JbpKaBaTa U KbM
0011MHA, YCTAaHOBEHHU C BJISI3'bJI B CUJIA aKT Ha KOMIIETEHTEH OpraH, OCBEH aKo e J0IyCHaTO
pa3cpoyBaHe MJIM OTCpPOYBAaHe Ha 3aJb/DKEHUATA, WJIM HMMa 3aJbJ/LKEHUA 3a JaHbLUA WU
BHOCKH 3a COLMA/IHOTO OCHUTYpsABaHe ChIJIACHO 3aKOHOZATEJICTBOTO Ha JAbpKaBaTa, B KOATO
Y4aCTHUKBT € YCTAaHOBEH;

[1) € B OTKPUTO NPOU3BO/JCTBO MO HECHCTOSATENHOCT, UJIU € CKJIYUJI HU3BBHCBHAEOHO
Cropa3yMeHUe C KPeAUTOPUTE CU IO CMUCBHJA HAa WiI. 740 oT T'bproBCKus 3aKOH, a B C/Iy4au 4ye
YYaCTHUKBT € YYXKJeCTpaHHO JIMLe - Ce HaMupa B MoA0OHa mpoueaypa CbIJIACHO
HAallUOHAJIHUTE 3aKOHU U MOJA3aKOHOBU AKTOBE, BKJIIOYUTEJHO KOraTO HeroBaTa JeMHOCT e
10/J1 pa3nopeXx/aaHe Ha Cb/a, UK YYaCTHUKBT € NPeyCTaHOBUJI ;EMHOCTTA CH;

e) e OChJIeH C BJISI3JIa B CUJIa IPUCH/A 3a NpecTbiljieHue 1o 4i. 313 ot HakasaTtennus
KOJZIeKC BbB Bp'b3Ka C IPOBeX/jaHe Ha POLelypH 3a Bb3JlaraHe Ha 0011eCTBEHU OPbYKY;

YV VY

) IPY KOUTO JIMLATA, TOCOYeHU B 4. 47, an. 4 ot 30II, ca cBbp3aHu JMLa 10 CMUCHJIA
Ha § 1, T. 23a OT AOMbJHUTEJHUTE pasnopef6u Ha 3aKOHaA 3a 0OOILECTBEHUTE MOPBYKHU C
Bb3/10KUTEJIS1 UK ChC CIYKUTENH, Ha PbKOBOJHA AJ'BXXHOCT B HEFOBAaTa OpraHU3alus;

3) KOWUTO cCa CKJIYUIA JOroBOop C Jvne mno 4wi. 21 wan 4ia. 22 oT 3akoHa 3a
npeaoTBpaTsABaHe U YCTAHOBSIBaHE HAa KOH(PJIMKT HA UHTEPECH.
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/C orsiesi cna3BaHeTO Ha U3MCKBAHHUATA HAa 3aKOHA 3a 00OIECTBEHUTE NOPBbYKHU (4. 47,
as. 9), npu mojilaBaHe Ha odepTaTa 3a yyacTHe, YYAaCTHUIUTE YJOCTOBEpSIBAT JIMICAaTa HA
obcTosATescTBaTa o 4. 47, an. 1, 1. 1 (6e3 6.“¢“), T.2,3u 4, an. 2, .1uS5uan 5 1.1u2 ot
3aKOHa C eJiHa JeKJapalus, KOSITO Cce IMOM'bJBa, MOANKWCBA U MOJe4YaTBa, CbIJIACHO
npua0KeHus obpaszel./

M) KOWTO ca CBbpP3aHH JIMIa C APYT YYaCTHUK WM KaHAWUAAT B CbOTBETCTBHE C YJI. 55,
as. 7 ot 30II;

1) 3a KOUTO e Ha/uIle HAKoe OT ob6cTosATesCcTBaTa mo 4i. 3, T. 8 oT 3akoHa 3a
WKOHOMHUYECKHUTEe U PUHAHCOBUTE OTHOLIEHHUS C APYXKECTBATA, PETUCTPHUPAHU B IOPUCAUKIINH
c npedepeHIMaNieH JaHbYEH PEXHUM, CBbP3aHUTE C TAX JHUIA U TEXHUTE JeUCTBUTENHHU
COGCTBEHHIIM, 2 UMEHHO: € JIPY’KeCTBO, PETMCTPUPAHO B WOPUCAUKIUHU C NpedepeHIHATeH
JlaHbY€eH PeKUM UJIU CB'bP3aHO C HETO JIUIIE.

/C orJsies, ca3BaHeTO Ha M3UCKBAaHUATA HAa 3aKOHA 3a OOIIECTBEHUTE MOPBYKH, NMpPHU
nojaBaHe Ha odepTrara 3a y4yacTHe, YYaCTHULMUTE yAOCTOBEpsSBAT JIMICaTa Ha
ob6CcTosATEJICTBATA MO 4J. 55, al. 7 OT 3aKOHaA C JieKjapalus, KOSITO ce MOII'bJBa, MOANKUCBA U
no/leyaTBa, ChIJIaCHO MPUJI0XKEHUS 06pasell.

3a ob6croaTescTBaTa Mo 4. 3, T. 8 oT 3aKOHA 32 MKOHOMHUYECKUTE U (PUHAHCOBUTE
OTHOIIIEHUs] C JPYXKeCTBaTa, PErMCTPHUPAHH B WOPUCAUKLHUU C TpedepeHUHANEH AaHbYEH
peXUM, CBBbpP3aHUTE C TAX JIMIA W TEXHUTE AeWCTBUTEJHH COOGCTBEHHUIM, YYAaCTHHIUTE
IpeJCTaBAT AeKJapaliys 1o obpaser; OT HACTOSATA JOKyMeHTalus. /

B caydyal, 4ye y4aCTHUKBT y4yacTBa KaTo o00eJHMHEHHEe/KOHCOPLMYM, KOETO He e
PErucTpUpPaHO KATO CAMOCTOSITEJIHO HPHUAMYECKO JIKIe, TOraBa YYaCTHUIUTE B
ob6eJUHEHUETO /KOHCOpIIMyMa NOJNMUCBAT JOKYMEHT ([0roBop), KOWTO cjaeABa Aa Obje
npeACTaBeH OT YYacTHUKA B 3aBepeHO Komnue. JloroBopbT TpsAOBA Jja ChAbPKa KJIay3U, KOUTO
rapaHTHparT, 4ye:

Bcuuku yjieHOBe Ha 06e/JMHEHUETO,/ KOHCOPIIMyMa ca OTTOBOPHU 3a€/1HO U MOOT/EJNHO
3a U3II'bJIHEHUETO Ha JJOr0BOPA;
E omnpeaeneH npeacTaBAsABalMAT o060eJUHEHHETO/ KOHCOpPLMYMa, KOWUTO e

yI'bJIHOMOLIEH JAa 3aJb/PKaBa, Ja MoJiydyaBa yKa3aHUSA 3a U OT UMETO Ha BCEKMU 4JIEH Ha

obenrHeHUeTo/ KOHcopuuyma. /Jlomycka ce moBeye OT eAHO JIMLE Ja IMpeAcTaBasABaT

06eJUHEHUETO 3ae/IHO U MOOT/EeJHO;

CpoxkbT Ha 0beJJUHEHHWETO € Hal-MaJIKo 3a BPEMETO, 32 KOeTO MopbyuKaTa lie 6bje

U3II'bJIHEHA;

Bcuuku 4ieHOBe Ha 06eilMHEHHWETO,/ KOHCOPIMYMa ca 3a/bJKEHU Jla OCTAaHAT B HETo 3a

1eJiMs Iepuo/] Ha U3I'bJIHEHHE HA I0TOBOPA;

Pasnpenesnenve Ha [JelMHOCTHTe OT IMpeJMeTa Ha Bb3jaraHaTa MNOpPbYKa MEXAY

y4aCTHUIUTE B 00€JUHEHUETO, KaKTO U PECYPCUTE, C KOUTO Ile y4yacTBa BCEKU eIWH OT

Y4aCTHULUTE B 06€JUHEHUETO.

[IpencraBasiBamiusaT ob6eAMHEHHMETO/ KOHCOpLMyMa € YI'bJIHOMOLIEH Ja MNpeJCcTaBu

odepTaTa OT UMETO U 32 CMEeTKA Ha 00e/JUHEHUETO U Jla CKJIIOYH JJOTOBOP C Bb3JIOKUTE™
*Kozamo e dozo8opa He e NOCOYEHO Auyemo, Koemo npedcmaesns18d y4acmHuyume 8

o6eduHeHuemo, ce npedcmaesi u AOKymMeHm, nodnucaiH om auyama 68 o6eduHeHuemo, 8

Kolimo ce noco4ea npedcmas.isseaujusim.

He ce momyckaT mpoMeHH B ChCTaBa Ha 00eJIMHEHUETO CjeJi U3TUYaHe Ha CpoKa 3a
nojjaBaHe Ha opepTUTE.

Kozamo yyacmHuk e npoyedypama e o6eduHeHue, Koemo He e Wpudu4ecko Jauye,
dekaapayusasma no 4a. 47 aa 9 om 30Il ce npedcmags 3a 8cAKO (pu3uyecko uau
lopuduyecko auye, 8K/JAKYEHO 8 06eduHeHUemo.

JeknapauusaTra no 4i. 55, an. 7 ot 30I1 ce npejcTaBs 3a 06e/JUHEHUETO — YYAaCTHUK B
npouejpara.

Jeknapauuata no 4ia. 3, T. 8 oT 3akoHa 3a MKOHOMHYECKUTe W (UHAHCOBUTE
OTHOIIIEHUs] C JPY>KeCcTBaTa, PeruCTpUpaHu B KPUCAUKIHUU C TNpedepeHIMa/NeH AaHbUeH
PEXUM, CBbpP3aHUTE C TSAX JIMLA U TEXHUTE JeMCTBUTEJHU COOCTBEHMIM, Ce MpeACcTaBs 3a
BCSIKO GU3UYECKO WU PUAUYECKO JIUIE, BKJIIOUYEHO B 00€IMUHEHUETO.
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Bb3/103kUTENIAT He MOCTaBsl U3MCKBAaHe 3a Cbh3/l[aBaHe Ha IOPUAUYECKO JIHIE, B Cay4aH,
ye u30paHUAT 3a M3MbJHUTEN yYaCTHUK e obejuHeHHUEe OT GU3UYECKH U/UJIU IOPUAUYECKU
JIAIA.

KoraTo y4aCTHUKBT NpeABUXK/A yUaCTUETO HA MOAU3M'bJHUTE/N NIPU U3MI'bJIHEHHUE HA
nop’b4yKaTa, U3UCKBAHUATA 0 3aKOHA 3a 00IeCTBEHUTE NOPbYKH, IOCOYEHU B 4. 47, an. 1, T.
1, (6e36.,e“), T.2, T.3uT.4 nan. 5 T.1uT. 2ot 30IIl, ce npunaraTt v 3a N0AU3M'bJHUTEUTE.
B To3u cayyan, npu yciaosuaTa Ha 4. 47, aa. 8 ot 30Il, peknapauuaTra 3a JuIca Ha
obcTosATENCTBA ChIrJIacHO Wi. 47,an1.1,T. 1, (6e36.,e), T.2, T.3uT.4 nan 5 1.1uT. 2ot 30I1
ce TMpeAcCTaBs 3a BCEKUM eJUH OT NOJAU3I'bJHUTENNTE /1m0 o6pa3el, KbM HacToslaTa
JIOKyMeHTauusi/.

YyacTHULUTE ca AJBbKHU B Mpolieca Ha NPOBeX/IaHe Ha MpoleaypaTa Aa yBeAoMsBaT
Bb3/10kUTEJIS1 32 BCUMKH HAaCT'bIIUJIU IPOMEHHU B JleKJapUpaHUTe 06CTosATeCTBA 10 47, ast. 1,
2u 5, 1.1uT. 20t 30Il B7-1HEBEH CPOK OT HACT'IIBAHETO HM.

2. OBIIHX U CIIEHUPUYIHU U3NCKBAHUA KDBM YYACTHULUTE.
A: 061111 U3MICKBaHUA
2.1. Kpumepuu 3a nod6op, ek/a04Yeauwju MUHUMA/AHU U3UCK8AHUS 3d UKOHOMUYeCKU U
uHaHCOo8U 863 MOHCHOCMU.

Bb3/102KUTENAT HIMA U3KMCKBaHE 32 MKOHOMUY€ECKU U GUHAHCOBU B'b3MOKHOCTH.
2.2. Kpumepuu 3a nod6op, ek/a04eauju MUHUMA/AHU U3UCKEAHUs 3d MeXHuU4Yeckume
8%3MOXMCHOCMU U Kéaaudukayus HA y4acmHuyume.
2.2.1. Jla npuTexaBaT BaJUAHO PaspeleHre 3a ThproBus Ha eJpo C JIeKapCTBEHHU NPOAYKTH
(BakM 3a BCUUKM 000c00eHU mo3ulur oT Ne1 go N2 13 Bki.) U Pa3pelieHue 3a ThproBus Ha
eJipo C MeJULIMHCKHU U3 eus (Baku 3a BCUMKU 060c06eHH mo3uLiuu oT N2 14 0 N2 45 BkJ1.).
ToBa 06cTOATENCTBO Ce A0KAa3Ba ChC: 3aBepeHO Konue Ha Pa3pelnieHue 3a ThproBus Ha efpo C

JIeKapCTBeHU NPOAYKTH U Pa3peleHue 3a ThproBus Ha €1p0 C MeJULIMHCKHU U3/ e/Hs.

2.2.2. Jla npuTexaBaT Ba/UJeH cepTHUPUKAT 3a BHeJpeHa cUcCTeMa Mo KadecTBoTo [SO
9001:2008 u/ uau ISO 13 485:200X nau ekBUBaJeHTEH cepTUPUKAT Ha NPOU3BOAUTEJSA
/3aBepeHo Kolre Ha OpUTHMHaJ U peBoJ/ - 3a BCUUKHK 060c06eHM no3unyu oT N2 14 go Ne 45

BKJIL.
ToBa 06cTOATENCTBO Ce JOKa3Ba ChC: 3aBepeHO Konue Ha cepTudukat ISO 9001:2008 u/unu
[SO 13 485:200X usin eKBUBaJIeHTEH cepTUPUKAT HAa IPOU3BOIUTEIS.

b. CnenupvyHHM U3MCKBAHUS:
2.3. Jla nputexasat JIMLieH3Ud 3a NPeBO3 HAa paJMOaKTUBHHU BelleCcTBa OT AreHuuATa 3a

A/IpEHO peryJMpaHe.
ToBa 06CTOATENCTBO Ce JoKa3Ba CbC: 3aBepeHO Komnue Ha JlulleH3Wsa 3a NpeBO3 Ha

pPaZlMOaKTUBHM BeleCTBAa OT ATeHLUATA 3a /IpEHO peryJjupaHe.
2.4. 3aJieKkapCTBeHHUTE NPOAYKTHU:

2.4.1. JlexapcTBeHUTe NPOAYKTHU TpPsIOBA Ja OTroBapAT Ha MU3WCKBAHUSATA Ha 3aKOoHa 3a
JIeKapCTBEHUTEe MPOAYKTU B xXyMaHHaTa MeauuuHa (3J/I[IXM) - Tpa6Ba jga npurexaBaT
BaJIM/IHO pa3pelleHue 3a ynoTpeba B cTpaHaTa, u3jazeHo no pega Ha 3JI[IXM uiau PersnameHT
(EO) Ne 726/ 2004 r. Ha EBponelickusa napsiaMeHT U CbBeTa /ui. 23, an.l wa 3JI[IXM/. B
cay4yall Ha U3THYaHe Ha CPOKa Ha pa3pelleHUeTO 3a ynoTpeba Ha JieKapCTBEH MPOAYKT Mpe3
2015 r., yYaCTHUKBT JileKJlapyupa B CbOTBETCTBUE C 4. 55, aj1. 6 oT 3J/I[IXM, 4ye KosiMyecTBaTa
3a JIeKapCTBEHUS MPOAYKT Ca HAJIUYHU.

2.4.2. JlekapCTBeHUTe TMpPOAYKTU cJeABa Ja ObaaT BrkiawdeHU B [lpunoxenue 3 Ha
[1I03UTHUBHUSA JIEKaPCTBEH CIUCHK, aKTYyaJIHO K'bM JlaTaTa Ha OTBapsiHe Ha MJKK N2 1 u 2 oT
npoueaypara.

ToBa 06cTOATENCTBO Ce JoKa3Ba ChC: 3aBEPEHO0 KOIKeE Ha BaJIM/IHO paspelleHue 3a yrnoTpeba B

cTpaHaTa, usgajseHo no peaa Ha 3JIIIXM wiau Pernament (EO) Ne 726/ 2004 r. Ha
EBponeiickus napaameHT ¥ CbBeTa /4. 23, an.1 Ha 3JIIIXM/.
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3a MeJUILIMHCKUTE U31e/HUs:

2.4.3. /la ca BKJIIOUEHHU B ciMCbKa o 4. 1, T. 1, 6ykBa "6" oT HapenbaTa 3a ycioBusiTa U peza
3a CbCTaBsiHE Ha CIUCHK Ha MeJUIIMHCKUTe u3jeus no 4. 30a oT 3aKoHa 3a MeIUIUHCKUTE
uzzenus /3MU/ u 3a onipejiesisiHe HA CTOMHOCTTA, /10 KOSITO T€ Ce 3alJ/allaT;

ToBa 06CcTOATENCTBO Ce JIoOKa3Ba ChC: AeKapalus, C MPUJI0KeHO U3BjedyeHUe oT CucbhbKa 1o
g1 1, T. 1, 6ykBa ,6“ oT HapegbaTta 3a ycioBUSiTa U pefla 3a CbCTaBsiHE Ha CIHUCBHK Ha
MeJUIUHCKUTE u3genus no 4. 30a or 3MU u 3a onpepesisiHe Ha CTOMHOCTTA, 10 KOSTO Te Ce
3amsawat /HapegbaTta/, oT KoeTo M3BJIeYeHHE /la € BUJHA IPO/la’KHATA LleHa 10 CMUChJIA Ha §
1, T. 29a ot 3MH, BBB BpBb3Ka ¢ § 1, T. 4 OT AOMbJIHUTENHUTE pa3nopeaou Ha Hapenbara, oT
y4aCTHHKA 3a BCsAKa M03UIMA, 3a KOATO TOM KaHAUAATCTBa;

2.4.4. Jla oTroBapsAT Ha U3UCKBAHHUATA HA 3aKOHA 3a MeJULIMHCKUTE U3/ eJIUs;

ToBa 06cTOATENCTBO Ce IoKa3Ba ChC: JAeKJapalus 3a CbOTBETCTBUE OT MPOU3BOAUTEST UIU
HEroBHs YII'bJIHOMOIIEH Npe/CTaBUTEJ-3a BCHUKK 000C00eHU mo3ulur oT Ne 14 n0 N2 45 Bk,
Yye ca onpefesieHd KaTo MeJULIUHCKHU U3/ eJINs;

2.4.5. Jla HaAMa peructpupanu AaHHU B UAJl u/uam EUDAMED 3a uHUUAeHTH /IOTeHMalHU
MHIUJEHTHU Npe3 NOoCJAeJHUTEe [ABe TOAVMHHU, KaKTO U 32 OJIOKWPAHU WM U3TErJIeHU NapTUAU
npe3 NocjaeJHUTe JiBe TOJAUHU CbIJIACHO NpejocTaBeHa oT MAJI uHpopManus;

ToBa o6cTodaTesicTBO ce Aoka3Ba cbce: OdunuaneH AOKYMEHT, U3gaZeH oT U3nbiHUTeNHATa
AreHuus mo jekapcTBaTa OT KOUTO Jja € BUJHO, Ye HaMa peructpupanu AaHHu B UAJI u/unu
EUDAMED 3a uHIUJeHTH/TIOTEHIUAJIHU UHLIMUJIEHTHU NIpe3 NOCJAeJHUTE [Be FOJMHHU, KAaKTO U
3a 6JIOKMpPaAHU WJIM U3TErJIEHU MAPTHU/AM NIpe3 MOoCAeJHUTE ABE TOJAUHU

2.4.6. /Jla ce 3amnamaT OT ob6ulecTBeH QOHJA B IOHE €JHA OT CTpPAaHWTe - YJEeHKH Ha
EBporneckus cblos;

ToBa 06cTOATENCTBO ce JOKa3Ba CbC: JleKJAapalusi OT Y4YaCcTHHMKA, B KOATO Ce IMOCOYBa
KOHKPEeTHHUAT 0611ecTBeH POH/, Ha ChbOTBETHATA JbprKaBa.

2.4.7. la npuTexaBaT Ba/UJeH cepTHUPUKAT 3a BHeJpeHa cUcTeMa Mo KadecTBoTo [SO
9001:2008 u/ uau ISO 13 485:200X uiu eKBUBaJEHTEH CepTUQUKAT 3a BCUYKM 000CO6EHU
no3unyu ot Ne 14 no N2 45 BKJI.;

ToBa 06CTOATENCTBO Ce J0Ka3Ba ChC: 3aBEPEHO KOMMEe HAa OPUTHHAJ Ha BalUZieH cepTUdUKAT
3a BHeApeHa cucteMa no kadectBoTo ISO 9001:2008 u/ wuam ISO 13 485:200X wuaum
eKBHBaJIeHTeH cepTUPUKAT /3aBepeHO KOMMe Ha OPUTHHAJ U IpeBO/i/ HAa IPOU3BOJUTEA - 3a
BCUYKH 0060c06eHH Mo3ulMu oT N2 14 g0 N2 45 BKJI. ¢ MEJUIIMHCKH U3/ eJTHS.

2.4.8. Jla nputexaBaT EC cepTuduKaT 3a CbOTBETCTBHE OT HOTUPHUIIMUPAH OpraH 3a MO3UIUHU
NeNe 14 u 29.

ToBa ob6cTodaTenictBo ce nokasBa cbc: EC cepTuduKaT 3a CbOTBETCTBHE OT HOTUPUIUPAH
opraH /xonue, 3aBepeHo ¢ rpu¢ ,BspHO c opurumHana“ cbC CBeXX MeyaT U MOANMUC Ha

IPOU3BOAUTEJSI WM YI'bJIHOMOLIEH MpeACTaBUTeJ Ha CbIUA, NPUAPYKEH C MPeBOJ| OT
dupma, ckiaroyuia forosop ¢ MBHP) 3a 060co6enu nosunuu NeNe 14 u 29;
o 3a usznenus, npeAHa3HAYeHU 32 WU3CJeJ0BATE/ICKU U ClelUPUYHU aHAIUTUYHU 1eJIH
(for research use only) e Heo6xoAMMO Ja 6'b/ie Ipe/iCTaBeHa AeKJiapanus OT NIPOU3BOJUTES,
ye H3/eJIUETO He TMomnaZa B obcera Ha pasnopefouTe Ha [IUPEKTUBUTE 32 MeAUIMHCKU
W3/leJMs, BbBeJIeHU B bbiirapus ype3 3aKoHa 3a MEIULIMHCKUTE U3/Ie/HS.

3. CbABbPXKAHUE HA O®PEPTATA

Bcsika odepTa TpsibBa Aa ChAbpKA TPU OTJEJSHMU 3amnedyaTaHU, HEMPO3PAYHU W HAJMMCAHU
IJIMKA, TOCTaBeHH B eIMH 0611 3alleyaTaH, Helmpo3payeH W HaZIUCaH MJIMK, KaKTo CJie/Ba:
ILnuk Ne1 c naonuc: ,/lokymenmu 3a nodéop”.
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B Hero ce NocTaBsAT JOKYMEHTUTE, U3UCKAHU OT B'b3s103kuTeE NS, ChrJIacHO 4. 56, a1. 1, T. 1 - 6,
T.8 U T. 12 - 14 ot 30Il, oTHacAM ce 10 KPUTEPUHXTE 3a N0O0P HA yYACTHULUTE, CbOOPA3HO
yKa3aHuATa Ha Bb3yoxuTens.

ILnuk Ne 2 c Haodnuc: ,IIpedaosxceHue 3a udnsaHeHue Ha nopasykama’.

B Hero ce NoCTaBAT JOKyMEHTHUTE 10 4. 56, as. 1, T. 7 ot 30Il, cBbp3aHU C U3MI'bJIHEHUETO HA
nopbykKarTa, cbobpasHo nocodyeHuTe B riasa Il TexHuyecka cnenudukanus, U3MCKBaHUA 3a
M3I'bJIHEHHUE Ha IOP'bYKATA, BKJI. IOCOYBAHE Ha CPOK 3a U3I'bJIHEHHE HA NTOP'bYKATA.

ILnuk Ne 3 c Haonuc: ,IIpedaazana yeHa”.

KoraTo yyacTHMK nojasa odepra 3a nopeye OT eJHa 060C06eHa NO3ULUA, IVIUKOBe NeNe
2 ¥ 3 ce IpeACTABAT 110 OTAE/JIHO 3a BCAKA OT IO3ULUUTE.

3.1. HEOBXOAUMHU JOKYMEHTH

3.1.1. CwbabpxaHue Ha IUIMK N2 1 c Hagnuc ,,/IOKyMeHTH 3a noaGop“:

3.1.1.1. CoucbK Ha JOKYMEHTUTE, ChAbpP2Kallu ce B opepTaTa, NOANMCAH OT yYaCTHHUKA. B
COUCBbKA YYaCTHUKBT CJeABa Ja OlMLIe BCUYKUA IpeACTaBeHU OT Hero [JOKYMEHTHU
(3afAB/KUTENHM U APYTU MO NpeleHKa Ha y4aCTHHUKA), BKJIKYUTENHO AOKYMEHTU OTHOCHO
JiMLaTa, MNpeACTaBJABallld YYaCTHUKA, M OTHOCHO MOAW3I'BJHUTENUTE, aKO TaKuBa ce
npeBukaT. CIUCBKBT Ha JJOKYMEHTUTeE CJe/Ba [ia ce I0OCTaBy B HA4YaJIOTO HA JJOKYMEHTUTE.
Bceku JHUCT, chAbpiKall ce B IJIMKA, cJejBa Ja ObJe HOMepUpaH U NOJpeJieH ChIJIACHO
CIUCBHKA.

3.1.1.2. OdepTa, nonbaHeH ob6paser; N2 1 oT HacTosaTa JJOKyMeHTaLUS.

3.1.1.3. IlpeacTraBsAHe HAa yYaCTHHMKA - IOCOYBAHE HA eJJUHEH UJEHTU(PHUKALMOHEH KOJ IO
y1. 23 oT 3akoHa 3a TbproBckus peructbp, BYJICTAT u/unu gpyra uaeHTudULUpalla
MHbOpMaLusa B CbOTBETCTBUE ChC 3aKOHOAATEJICTBOTO HA JbpKaBaTa, B KOAATO KaHAUAATHT
WM YYaCTHUKBT € YCTAaHOBEH, KaKTO U aJpeCc, BKJIIYUTEJHO eJIeKTPOHEeH, 3a
KOpeCNnOH/JeHLMs NPU NPOBEXKJaHETO Ha NpoLeAypaTa;

3.1.1.4. Jexsapauua no 4i. 47, aa. 9 ot 30Il, nonbiHeH o6pasen, Ne 2 oT HacTosuaTa
JIOKYMeHTaL .

3.1.1.5. IIpu yyacTHULIM 06eJMHEHHUA - KONMe HA JOroBopa 3a o6eJUHEeHUe, a KOrato B
AOroBOpa He e NO0COYEeHO JIMLETO, KOeTOo NpeACTaBJisiBa Y4aCTHULUTE B 00eJUHEHUETO -
U [JOKYMEeHT, NOANHUCAaH OT JiMoara B O00OeJMHEHUETO, B KOWTO Ce MO0CoYBa
npeAcTaB/isABalUAT.

JlOKyMeHTBT ce Ipe/CTaBs B CJy4yai, Ue y4aCTHUKBT € HellepCOHUPUIIMPAHO 00e/IUHEHME.
3.1.1.6. /lexsapanus 3a JIMIICA HA CBbP3aHOCT C APYT YYaCTHUK B CbOTBETCTBHE C 4. 55,
ai. 7 ot 3011, nonbsiHeH o6pasen N2 8 oT HacTosALlaTa JOKYMEeHTaLUS.

3.1.1.7. II'bJIHOMOLIHO HA JIMLETO, YII'b/IHOMOLIEHO A NpeJCTaB/iABa y4YaCTHUKA B
npoueaypara 4 Aa noanucea opeprara uim JOKyMeHTH, 4acT OoT opepTaTta (rpe/cTaBs ce
OpUTMHaJI WJIM 3aBepeHO KOIlWe Ha II'bJIHOMOILHOTO; II'bJIHOMOILHOTO Ce MpejCTaBsd, KOraTo
Yy4aCTHUKBT He Ce IpejcCTaBjfABa OT JALATA, KOUTO HMMAT IpPaBO Ha TOBA, CBIJIACHO
JIOKyMEHTHTe My 32 perucTpanus).

3.1.1.8. /loKyMeHTH 3a AOKa3BaHe Ha TeXHUYECKUTE Bb3MOXXHOCTHU M KBaIUPUKaLMATA
HA YYaCTHMKA, cbriaacHo 4i.51 ot 3011, kakTo U M3UCKBAaHUS KbM JIEKapCTBEHUTE MPOAYKTHU
MMeUIUHCKUTE U3/ eJNA:

J 3aBepeHo konue Ha PaspelieHue 3a THProBUs Ha eApo C JeKapCTBEHU MPOAYKTHU U
Pa3spelieHue 3a TbproBus Ha eZjpo C MEJULUHCKU U3/ eJN;
J 3aBepeHO KolMe Ha BaJIUJHO pa3pelleHHe 3a ynoTpeba B CTpaHaTa, U3/ja/leHo N0 pesa

Ha 3JI[IXM uau PernamenTt (EO) Ne 726/ 2004 r. Ha EBponelickus napsameHT U CbBeTa /4.
23, an.l Ha 3JI[IXM/. B ciay4yail Ha U3THMYaHe Ha CpOKa Ha paspelleHHeTOo 3a ymnoTpebda Ha
JieKkapcTBeH npoAayKT npe3 2015 r., y4aCTHUKBT JleKJapypa B CbOTBETCTBUE C Y. 55, al. 6 OT
3JIIIXM, 4ye Kos1M4yecTBaTa 3a JIEKapCTBEHUS NPOAYKT Ca HAJIUYHU.

o 3a MeJUIIMHCKUTE U3/ eJUs:

° Jeknapauus, ¢ npuioxkeHo u3BjgedyeHue ot Cnucbka mo 4. 1, T. 1, 6ykBa ,6“ oT
HapepbaTa 3a yc/0BusaTa U peJia 3a CbCTaBsIHE HA COUCHK Ha MEJUIUHCKUATE U3JeJus 10 YJI.
30a ot 3MHU u 3a ompejesisiHe HA CTOMHOCTTA, A0 KOATO Te ce 3amiawat /Hapenbata/, oT
KOEeTO W3BJIeYeHHEe [a e BUJHA MPoJaXKHaTa IjeHa Mo cMuchbJaa Ha § 1, T. 29a ot 3MHU, BBB
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Bpb3Ka € § 1, T. 4 oT AOM'bJHUTEJHUTE pa3nope6u Ha HapegbaTa, OT yyacTHMKA 3a BCsKa
N03UIIKMS, 32 KOSTO TOM KaHAU/IaTCTBa;

o Jeknapauuss 3a CbOTBETCTBHE OT MPOU3BOJAUTE/ST WJIU HErOBUS YII'bJHOMOLIEH
npeACTaBUTEJ-3a BCUUKU 060c06eHU M0o3uLu oT N2 14 0 N2 45 BKJI., Ue ca onpefiesieHU KaTo
MeJULIMHCKHU U3leJNs;

o OduumaneH JOKyMEHT, U3AajJleH OoT M3mbjaHUTe/NHAaTa AreHIMs MO JeKapcTBaTa OT
KOWTO Ja € BMJHO, 4e HsAMa peructpupaiu panHd B HAJl u/unum EUDAMED 3a
MHIU/eHTH /TIOTEeHIMaJIHU HHLIUJEeHTH Npe3 NOoCJeHUTe ABe FOJMHHU, KaKTO Y 3a OJIOKHUPaHU
WJIY U3TErJIEHU MapTUAY Npe3 MOoC/AeJHUTE [Be TOJUHH;

o Jlexsapanus OT Y4acTHHUKA, B KOSTO Ce MOCOYBA KOHKPETHUAT 00IecTBeH POH/J, Ha
ChOTBETHATa J'bPrKaBa, KOMTO 3aIialia npejjiaraHuTe MeIUIUHCKH U3/eJHS;
o 3aBepeHO KOINMe HAa OpPUTMHA/J Ha BaluJleH cepTUHUKAT 3a BHeJpeHa CHCTeMa IO

kadyecTBoTo ISO 9001:2008 u/ wnam ISO 13 485:200X uiM eKBUBaJeHTEH cepTUPUKAT
/3aBepeHO0 Komlve Ha OpUrMHa/l U NpeBoj/ Ha NPOU3BOJUTEJS - 3a BCUYKH 000COOEHU
no3unyy oT N2 14 no N2 45 BKJI. ¢ MeMLIMHCKH HU3/Ie/I1Ss;

o EC ceptudukaT 3a CbOTBETCTBUE OT HOTUQUIMPAH OpraH /Komue, 3aBepeHo C rpud
,BSIpHO € opurrMHajia“ CbC CBEX IeyaT M MOAINKC HAa MPOU3BOJAUTEJSI WJIU yI'bJHOMOLIEH
NpeJCcTaBUTe Ha CblUs, NIPUJPYKEH C NPeBoj OT pUpMa, CKIruuIa aorosop ¢ MBHP) 3a
060cob6eHu mo3unuu NeNe 14 u 29;

. 3a usgesnus, npeJHa3HayeHU 3a M3CJIe0BATE/ICKU U CleqU(PUYHU aHAJTUTUYHU LieJH
(for research use only) e Heob6xoAMMO Aa 6'b/ie peJiCTaBeHA JeKJaapalys OT IPOU3BOJUTES,
ye M3/eJUETO He MomaZa B obcera Ha pasnopefouTe Ha [UpPEKTUBUTE 32 MeEAUIMHCKU
u3Jesus, BbBeJleHU B bbirapus ype3 3akoHa 3a MEIULIUHCKUTE U3/eJNs.

o 3aBepeHO KONMe Ha BaJIM/|HAa JIMLIEH3Us 3a NpPeBO3 Ha PaJJMOAaKTHBHU BellleCTBAa OT
AreHuusTa 3a IipEHO peryJupaHe.

o Jleknapauus, 4e JieKapCTBEHUTE IMPOAYKTH ca BK/A4YeHU B [lpunoxkenuve 3 Ha
[lo3UTUBHUSA JleKapCTBEH CNIMCHK, aKTyaJHO KbM JlaTaTa Ha OTBapsiHe Ha MUK N2 1 u 2 ot
npoueaypara.

3.1.1.9. Jeknapanua mo 4ia. 56, an. 1, T. 8 or 30Il 3a u3nos3BaHe/HeU3MN0JI3BaHE Ha
NOAU3I'bJIHUTEJH, C MOCOYBAaHEe HAa BHUJJa HAa pabOTHUTe, KOUTO Ile U3BBbPLIBAT U Jesia Ha
TSAXHOTO y4acTHe, NOM'bJHEH o6pa3ser; N2 3 oT HacToslaTa JJOKyMeHTalUsl.

CoenacHo ua. 56, an. 2 om 30I1 ¢ opepmama cu yvacmHuyume moxce 6e3 o2paHuyeHus 0a
npedsazam no/36aHemo Ha nodusns/AHUMeU.

3.1.1.9.1. [lexsapanus 3a Cbrjacue 3a y4YacTue KaTo NOAU3IIbJIHUTEJI, [I0II'bJIHEH 06pa3el]
N2 4 oT HacToAaTa JOKYMeHTaLMA.

3abenexka: /leknapayusaTa ce NOM'bJBA OT BCEKU MOAU3M'bJAHUTEI OOT/EJHO.

3.1.1.9.2. [lexsiapanus 3a OTCbCTBHE Ha 06CTOSITEACTBATA 110 Wi. 47, an. 1, 1. 1, (6e3 6. ,e“),
T.2UT.3UT.4 man 5 T.1uT 2 or 301 OT NOAU3M'BJIHUTEJNUTE, OM'bJIHEH 06pazel; N2 5 ot
HacTosLlaTa JOKyMeHTaLusl.

3.1.1.10. JlokyMeHT 3a BHECEHA rapaHIMs 3a yYacTUe - OpUTHHaJ Ha GaHKOBA rapaHIjus 3a
y4acTHe UM KOMUe OT JJ0KYMeHTa 32 BHECEeHA rapaHIiys noj ¢opmarta Ha apyUyHa cyma.
3.1.1.11. Jexnapanmsa no 4. 56, aa. 1, T. 12 ot 30Il 3a npreMaHe Ha yCJ0BUSATA B IPOEKTA
Ha JIOr0BOPa, MOM'bJHEeH o6pa3el] N2 7 oT HacTosIaTa JOKYMeHTAIUS.

3.1.1.12. [leksapagusa 1no 4. 3, T. 8 oT 3aKkoHa 3a MKOHOMHYECKUTE U (PUHAHCOBUTE
OTHOIIEHUs] C JIPY>KecTBaTa, PerUCTPUPAHU B KOPUCAUKLUN C npedepeHIUaeH JaHbUeH
PEeXUM, CBbpP3aHUTE C TAX JIMIA U TEXHUTE JeNUCTBUTEJNHU COOCTBEHUIU, TOM'bJHEH 06pasel
N2 9 ot HacTodLaTa JOKYMeHTAaLUs.

JlokyMeHTHTe B MK N2 1 ce mpe/AcTaBAT B OpPUTHMHAJ WJIM 3aBEPEHO OT yYaCTHHUKA KOIHeE
/OCBEH aKo U3PUYHO He € YKa3aHo Jpyro B HAcTosAIlaTa AOKYMeHTalus/. BCUUKU JOKyMeHTH
NpeACTaBEHM Ha 4YYX/J €3UK, Ce NpeACTaBAT U B MpPeBOJ, Ha OBJrapcku e3uK. Bcuuku
JleKJlapalluy ce NpeACTaBsAT B OPUTMHAJI U Ce MOJANMCBAT M0 peJia U OT JIMLATA, TOCOYEHU B
HaCTOSAIIIMTE YKa3aHHUS.

3.1.1.13. Jdexknapanms no 4. 8, an. 8, T. 2 ot 30IL.
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Kozamo yuacmHukesm & npoyedypa e 4yxcdecmpaHHo (husuvecko u/au iopuduveckKo auye
u/u mexHu o6eduHeHus, ofhepmama ce nodaea Ha 66/12apPCKU €3UK, 0OKYMEHMsM No Y.1.
56, an. 1, m. 1 om 30II ce npedcmass 8 ohuyua.ieH npesod /nocoveHume no-2o0pe mykK 8
m.3.1.1.3. u m.3.1.1.4./, a dokymenmume no 4.1. 56, an. 1, m. 4, u 5 om 30I1, Koumo ca Ha
Yyacd e3UK, ce npedcmaessam u 8 npegod /nocoyeHume no-2ope myk e m.3.1.1.8./.
Kozamo yyacmHuk e npoyedypama e o6eduHeHue, Koemo He e iopudu4ecko auye:

- dJoKymenmume no 41. 56, an. 1, m. 1, 6ykeu "a" u "6" om 30II ce npedcmassim 3a
8CAKO0 hu3uuecko uau Ipudu4vecKo auye, 8K/JAI04eHO 8 06eduHeHUemo /m.e. nocoyeHume
no-zope e m.3.1.1.3. um.3.1.1.4./;

- JoKymeHmume no 4.1. 56, an. 1, m. 1, gykea "8" u m. 4 u 5 om 30II ce npedcmassam
3a y4yacmHuyume, Ype3 Koumo o6eduHeHuemo d4doka3ea cesomeemcmeuemo cu c
Kpumepuume 3a nodéop no 4. 25, an. 2, m. 6 om 3011 /uau & cay4as, nocoyeHume no-2ope
em.3.1.1.8./.

3.1.2. CbabpxkaHue Ha WIMK Ne 2 ¢ Hagnuc ,llpeasio:keHue 3a U3NbJIHEHHME HaA
nopbukara”’. IIpeacraBaTr ce To/IKOBa miukoBe N2 2 c¢ Haanuc ,IlpeanoxxeHue 3a
U3'bJIHEHMEe Ha MNopbykKaTa MO 000C0O6eHa MO3ULHUA...... , 34 KOJKOTO O000COOEHH
NO3ULMH YYaCTHUKBT NpeAcTaBsa odpepTa, cbrjiacHo 4i. 57, an. 3 ot 30II.

3.1.2.1. TexHu4YeCKO npeAja0KeHue, CbIJIacHO 4. 56, a. 1, T. 7 ot 30II - Tpsi6Ba 1a 6bae
M3rOTBEHO CBbOOpa3HO ob6pasena OT HACTOSAIATa JAOKYMeHTalys, NpU CbOJII0JaBaHe Ha
II'bJIHOTO OMUCAaHUE HAa 00eKTa Ha NMmopbykaTa U TexHUYeckaTa cnenudukanys, U3UMCKBaHUATA
KbM odepTaTa M yCJIOBUATA 3a MU3IM'bJIHEHHE Ha MNMOpbYKATa - JOKYMEHTH U 00pasiy,
noctaBeHu B [IJIMK Ne2, cbriiacHo HacTosiljaTa JOKYMeHTalys, IoM'bjBa ce obpasen N2 9 ot
HacTosAUIaTa JOKYMeHTaLUsl.

3.1.2.2. Cpok 3a u3II'bJIHEHHE HA NOPbYKaTa:

CpoKbT 3a U3I'bJIHEHHUE HA MOpbUKaTa e 0 29.02.2016 .

3.1.3. Cwpambpxkanue Ha IiIHK N2 3 c Hagnuc ,Ilpeanarana neHa“. [IpeacTaBAT ce TOJIKOBA
mmkoBe Ne 3 ¢ Hagnuc ,IlpeagsaraHa neHa no 060co6eHa NO3ULUA........ , 32 KOJIKOTO
060C06€eHU NO3ML MY YYAaCTHUKBT NpeacTraBs opepTa, CbrjaacHo 4i. 57, ana. 3 or 30I1.

B TpeTus 3ameuyaTaH, Hemnpo3payeH MK N2 3 y4yacTHUKBT cjeJiBa Ja NpeAcTaBU
3a’b/DKUTEJIHO LIEHOBOTO CH MpeAJio’KeHUe CbhryaacHo 4. 56, an. 1, T. 10 ot 3011, nomrb/iHeH
o6pa3sen N2 12 ot HacToSIMIATa AOKYMEHTaLUs.

lleHaTa cjie/iBa JAa BKJ/IOYBA BCUYKM Pa3xXoJU [0 KpaeH IMoJiy4aTeJs, BKJI. CTOMHOCTTA Ha
CTOKaTa M TPaHCHOPT [0 KpaeH nosy4aTeJ. [IpeasoxeHara 1ieHa e B 6'bJIrapcKu JieBa, Tpsi6Ba
Jla e puUKcUpaHa U Jia He MO/IJIeXKU Ha IPOMSIHA 3a CPOKa Ha JIeMCTBUeE Ha 0TOBOpA.

[leHaTa 3a U3M'bJIHEHUE HA JIOCTABKaTa 110 HACTOsIIATa 00IeCTBEHA MOPbYKA CJe/Ba Jia O'bje
npe/yioxKeHa B JieBa, 6e3 BkitoueH [A/IC v ¢ BkitoueH J/IC.

HU3BbH mMka ¢ Hagnuc ,llpeaysaraHa neHa” He TpsGBa Ja € NMOCOYEHA HMKAKBa
nHopManusa OTHOCHO Il€HaTa.

Y4acTHUIM, KOUTO MO KaKbBTO U Jla € HAYMH Ca BKJIYWJIM HAKbJEe B odpepTaTa CU U3BBH
nuivka ,IlpesJsiarana nieHa” eJieMeHTH, CBbP3aHU C MIpejJiaraHaTa lieHa /WM 4acTH OT Hesi/, 1ie
O6'bAT OTCTPAHEHU OT y4YacTHe B poLeypaTa.

3abenexcka: [Ipu nodasamne Ha oghepmama y4acmHuksm Modxce da Noco4yu Kosl 4Hacm om Hest umda
KoH@udeHyuaseH xapakmep u da u3uckea om Bw3sioxcumensi da He 51 paskpuea /c U3puyHo
NUCMEHO U3s18/1€HUE 8 MO3U CMUCB/, NpedcmageHo ¢ opepmama,/. Be3soxcumenssm HAMA npaso
da paskpuea uHdopmayus, hpedcmocmaseHa My om Y4acCMHUK U NOCOYEHA OM CoWUsl Kamo
KOH@udeHyuaHa no omHowleHue HA MeXHU4ecku U/u Mmwsp208CKU MAliHu, ¢ U3K/AKYeHUe Ha

cayuyaume no 4a.44 om 30I1 u nybauyHume delicmeust HaA KOMUCUAMA, C621ACHO Y. 68 u 69a, a.
3 om 30Il.
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PA3JIE/I V

YCJ1I0BUA U PABMEP HATAPAHIUATA 3A YYACTHUE U TAPAHLIUATA 3A U3ITbJIHEHHUE

1. Fapanyus 3a yuacmue. Popma Ha capaHyusama 3a yyacmue. Pazmep Ha capaHyusima

3a yyacmue.
[apaHuMsaTa 32 yyacTye B Ipolie/lypaTa e pasnpe/ieseHa o 060co6eHU Mo3ULMU, KaKTO
ciejBa:
JlekapcTBeHH NPOAYKTH
Ne HaumeHoBaHue, e JUHUYHA AKTUBHOCT rapaHuus
I |TexHenueBH reHepaTOpHU JIB. 6e3 JI/IC
1 99-Mo sodium molybdate; 99m-Tc Technetium 1795
pertechnetate 7,5 GBq
) 99-Mo sodium molybdate; 99m-Tc Technetium 3931
pertechnetate 12,5 GBq
II | TexHenyeBU KHTOBE
3 | Technetium (99m Tc) macrosalb 276
4 | Technetium (99m Tc) nanocolloid 119
5 |Technetium [99mTc] Exametazine 0,5 mg 167
6 | Technetium [99mTc] Sestamibi 584
7 | Technetium [99mTc] Tetrofosmin 772
III |PaguodapmaneBTULHM 32 AMArCrHOCTHKA in vivo
8 |Sodium lodide [131 I] nepopasina ¢opma 74 MBq 4671
9 |loflupane (123-I) 2 486
10 |lobenguane [131 ] 184
IV |PaguodapmaneBTHIM 32 TEpANIUSA
11 |Sodium lodide [131 I] mepopasna ¢popma 1,85 GBq 481
12 |Sodium lodide [131 I] nepopasHa ¢popma 3,7 GBq 925
13 |Strontium (89 Sr) chloride 4 499
MeaUMIIMHCKU U3 e/1Us
Ne HauMeHOBaHUe, eJMHUYHA AKTUBHOCT
14 | 192 Ir 3a MukpocenektpoH 150 cm/10 Ci 553
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V |PaguodapmaneBTHLHU 32 AMATHOCTHUKA in vitro

15 |1251fT3 KIT 18
16 |1251fT4 KIT 42
17 |1251TSH (96-100 npo6u) KIT IRMA 58
18 |1251TSH (384-400 npo6u) KIT IRMA 19
19 | 1251 Insulin KIT IRMA 30
20 [1251FSH KIT IRMA 19
21 [1251LHKIT IRMA 19
22 | 1251 Prolactin KIT IRMA 20
23 | 1251 Testosteron KIT 26
24 | 1251Progesteron KIT 14
25 | 1251 Estradiol KIT 20
26 |[1251CA-15-3KIT IRMA 359
27 [1251CA-125KIT IRMA 188
28 [1251CA-19-9 KIT IRMA 289
29 |[1251PSAKIT IRMA 164
30 | 1251 Plasma renin activity 22
31 |125 1 Calcitonin KIT IRMA 4
32 | 1251 Aldosteron 20
33 |1251ACTH IRMA 25
34 | 1251 Paratchormon intact IRMA 45
35 | 125 I beta 2 microglobulin 431
36 |125VitB 12 + ¢posineBa KucesnHa 91
37 | 1251 Thyreoglobulin 34
38 | 1251 Cortisol 35
39 |1251DHEAS 8
40 |125Ianti TG antibody 51
41 | 1251 anti TPO antibody 43
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42 | 1251 TRAK 53

43 | 1251 KapuunHoemb6puoHasieH anTured IRMA 94
44 | 1251 HGH KIT IRMA 14
45 | 125 I Ferritin KIT 11

Bb3/10KUTEAT UMa MPABO Jia 3a'bP>KU rapaHLUsTa 3a yYyacTHe JI0 pelllaBaHe Ha CIopa,
KOraTo KaHZUJATbhbT WM YYaCTHHUKBT B MpOIieJypa 3a Bb3JiaraHe Ha O6ILIeCTBEHA MOpbYKa
06’KaJIBa pellIeHUeTO 3a ONpeiesIsiHe HA U3ITbJIHUTEIL.

Bb3/10XUTENAIT UMa IIpaBO Ja YCBOU rapaHiuATa 3a y94aCTHE€ HE3ABUCHUMO OT HelHaTa
cl)opMa, KOraTo KanguaaT U y4aCTHHK:

1. oTTersiu odpepTaTa CcU cJieJ; I3STUYAHETO Ha CPOKA 3a MoJIydyaBaHe Ha 0EPTHUTE;

2.e omnpegeJsieH 3a U3II'bJIHUTEJ, HO HE U3II'bJIHU 3aAbJI2KEHHUETO CH d CKJIKOYHU JOTOBOP
34 06U_IeCTBeHaTa IMOPBYKaA.

Bb310XUTENAT 0c13060>{<,aa13a rapaHOouyTe 3a y4aCTHE Ha:

1. oTcTpaHeHUTe KaHAWJATH UJIH YYaCTHULM B CPOK 5 pabOTHU [JHU CJieJi U3TUYAHETO
Ha CpoKa 3a 00>kaJIBaHe Ha pellleHHeTO Ha B'b3JIOKUTeJId 3a OoNpe/ie/isHe Ha U3II'bJIHUTE;

2. KJIaCUpPaHHUTeE Ha MbPBO U BTOPO MSICTO YYaCTHHUIM - CJIeJ] CKII0YBaHe Ha JJ0TOBOpa 3a
o61IeCTBEHA MOPBYKA, a3 HA OCTAHAJIMTE KJIACUPAHHU YYACTHULHU - B CPOK 5 paGOTHU AHU cJef
M3THYaHE Ha CPOKa 3a 06)Ka/IBaHe Ha pelleHHeTo 3a OlNpe/iesisiHE Ha U3MTbJIHUTEL.

[lpu mnpexkpaTsiBaHe Ha HpolLeAypaTa 3a Bb3JaraHe Ha O0O0IecTBeHAa MOPBUK],
rapaHLiMUTe Ha BCHYKHU YYaCTHUIM Ce 0CBOOOK/1aBaT B CPOK MeT PabOTHU JAHU C/lefl U3TUYaHE
Ha CpOKa 3a 06)Ka/IBaHe Ha pellleHHeTo 3a IpeKpaTsBaHe.

Bb3/10XKUTENAT 0CBOOOXK/AaBAa rapaHUUHUTE 6e3 Ja JAbJDKU JIMXBU 33 NepUoAa, INpe3
KOMTO Cpe/icTBaTa 3aKOHHO Ca NPeCTOSJIN PU HETO.

FapaHudee 3a y4acTue ce npeacrtaBdAT B €JHa OT (bOpMI/ITe, cbrjaacHo 4i1.60 oT 3akoHa
34 06I_U,6CTBEHI/IT6 IMOPDBYKH:

- opuruHajJ Ha 6e3ycJOBHAa M HeOoTMeHsieMa O0OaHKOBA TrapaHIius, H3J4ajieHa OT
O'bJITapCKa WM YyKAeCTpaHHA 6aHKa, B 1M0J13a HA MUHUCTEPCTBO Ha 3/[paBeona3BaHETO, CbC
cpok Ha BasujgHOocT 90 /meBeTjeceT/ KaJjieHJAAapHU JHH, CYUTAHO OT KpaWHHS CpPOK 3a
nosiydyaBaHe Ha odpepTuTe. BaHKOBUTE rapaHIvy, U3aJeHU OT YyKJeCTPaHHU 6aHKH, ciefiBa
Jla ca aBU3WpaHU ype3 6'bJrapcka 6aHKa, IOTBbPKAaBallla aBTEHTUYHOCTTA Ha CbOOIIEHUETO.

- TapuyHa CcyMa, IMpeBeJeHa Mo OaHKoOBAa CMeTKa Ha MUWHHCTEPCTBO Ha
3apaBeonasBaHeTo - bBHbB llenTpanno ynpasienue IBAN: BG21 BNBG 9661 3300 1293 01, BIC

ko Ha BHB - BNBG BGSD - nuiaTexkHO HapeXJaHe B OpUTMHAJ UJIU KOIIHE.

2. FapaHyus 3a usns/JaHeHue
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o ['apaHuusaTa 3a U3M'bJIHEHUE Ha J0roBopa € B pa3Mep Ha 3 % OT CTOMHOCTTA Ha
JlOTOBOpA 3a U3I'bJIHEHHE Ha 00L1eCTBEHATa NOPbYKa.

o [apaHuuaTa 3a U3MbJHEHHE MOXe Jla Ce BHece MO OAaHKOB M'bT WM MOXKE Ja Ce
npeAcTaBu noj ¢popMaTa Ha OaHKOBA rapaHLius.

Y4acTHUKBT caM U36Mpa popMaTa Ha rapaHLMATA 33 U3II'bJIHEHHUE.

Korato yyacTHUK B mponeaypara e ob6eJUHEHHE, KOeTO He € HIOPUAUYECKO JIMIE, BCEKU OT
y4aCTHULMTE B 00eIMHEHHWETO MOXe Ja ObJle HapeJuTeJ 110 OaHKOBaTa rapaHLius, CbOTBETHO
BHOCUTEJ Ha CyMaTa [0 rapaHLUATa.

Y4acTHUKBT, onpeJiesieH 3a U3N'bJIHUTEJ Ha o6lLlecTBeHAaTa NOpbYKa, NpeJcTaBsd 6aHKOBaTa
rapaHLus WM NIJIaTeXXHUS JOKYMEHT 32 BHeCeHaTa 10 0aHKOB II'bT rapaHLve 3a U3II'bJIHEHHUE
Ha JJoroBOpa NpU HETOBOTO CKJIIOYBAHE.

['apaHnuaTra 3a uM3nbjaHeHUe NoJ dopMaTa Ha NapuyHa cyMma TpsbBa Ja ObJe BHeceHa IO
cleiHaTa cMeTKa Ha Bp3noxurend:

banka: BHbB lleHTpaJ/siHO ynipaBJieHue,

bankos koz (BIC): BNBG BGSD,

bankoBa cmeTka (IBAN): BG21 BNBG 9661 3300 1293 01

AKO y4YaCTHUKBT, ONpeJesieH 3a HW3I'bJHUTEJ, HU30epe Ja MNpeACTaBU TrapaHUuATa 3a
U3I'bJIHEHUE M0J, dopmaTa Ha «MapUyHa CyMa», IJaTeHa N0 OaHKOB M'bT, JOKYMEHTA,
yAO0CTOBepsBalll, IJlaTeHaTa rapaHLMs, cjleABa Ja ObJe 3aBepeH C MOANMC U meyaT OT
ChbOTBETHATa 6aHKa U Jla ce IpeJICTaBU B OpUTHHaJ. B ciyyali 4e y4aCTHUKBT e NpeBeJl apuTe
0 eJIEKTPOHEH II'bT (€JIEKTPOHHO GaHKHUpaHe), TOM cje/iBa /la 3aBepU CbOTBETHUS JOKYMEHT
C MOJMMC U neyvar.

KoraTto y4yacTHUKBT U30epe rapaHyusaTa 3a U3M'bJHEHHE Ja ObJe O0aHKOBa, TOraBa B Hes
TpsAObBa Ja O'’bJe M3PUYHO 3alMCaHo, Ye TS e 0e3ycJOBHA U HEOTMEHHMMa, 4Ye € B I0J13a Ha
Bb3/10kuTeNs1 U 4ye e CbC CPOK Ha BanuAHocT 60 AHM ciel AaTtaTa Ha U3M'bJIHEHUE Ha
foropopa. CplaTta TpsA6Ba a 6'b/le OTKPUTA B CbOTBETCTBUE C YCJAOBUSATA MO NPUJI0XKEHUS B
JIOKyMeHTalusATa 06pa3el Ha 6aHKOBA rapaHLys 3a U3I'bJIHEHUE Ha I0r0BOpa.

[Ipy npejcraBsHe Ha rapaHUUsl B IJIaTE€KHOTO HapeX/JaHe WM B OaHKOBaTa rapaHLyvs
M3PUYHO Ce I0COYBa JI0roBOPa, 3a KOWTO Ce NMpeJCTaBsi rapaHLUATAa.

KoraTo yyacTHUK B npouegypaTa e 06eJuHeHHe OT IPaBHU CyOEKTH, KOETO He € IPUUIECKO
JIULe, B JOKYMEHTAa 3a BHECEHA rapaHlyis WU OaHKOBaTa rapaHIys cje/iBa /ia € OTPa3eHo, ye
TSl Ce BHAcs OT LSIJIOTO 00eiMHEHME Y 110J13Ba BCUYKU YYaCTHULIM B 060eIJUHEHUETO, 2 He CaMo
uJeHTUPUKaALMS HA eIUHUS OT TAX.

PA3JIEJI VI
KOMYHUKALUA MEXKAY Bb3JIOKUTEIA U YYACTHUIIUTE

BCcUYKM KOMYHMKAaLMW U JIeMCTBUS Ha Bb3/I0KUTENA MU HA YYaCTHUIIUTE, CBbP3aHU C
HaCTOSIaTa OTKPUTA MPOIeypa, Ca B MUCMEH BU/.

Y4acTHUKBT MOXKe Jia Npe/CcTaBsl CBOMTEe MUCMa U YBeJIOMJIEHHUs B JIeJIOBOJCTBOTO Ha
MuUHHCTEepCTBOTO Ha 3/ipaBeona3BaHeTo, ajapec: rp. Codusa - 1000, mi. ,CBeta Hegensa” Ne 5,
napTepeH eTaXK, BCEKH paboTeH JieH; 110 MOoIaTa, no $akKc; Mo eJeKTPOHEH IbT MPHU YCJIOBUATA
Y 110 pe/ia Ha 3aKOHaA 3a eJIEKTPOHHMUS JOKYMEHT U eJIeKTPOHHUS MOJIUC; Ype3 MPernopbyaHo
MHMCMO C 06paTHa pa3NUCcKa UJIU KypHUepcKa Cayxoba.

PemeHusiTa Ha Bb3/10KUTEJIS, 32 KOUTO TOW € JJI'BXKEH Jla YBEJOMH YYaCTHHUIUTE, Ce
M3MpaiaT 1no ¢pakc Uik Mo eJeKTPOHEH II'bT, UM Ce BP'bYBAT JIMYHO Cpelly MOAIHWC, UIH Ce
M3IpauaT C NpenopbyaHO MHUCMO C O6paTHA paA3MHUCKA, WJIW 4Ype3 KOMOWHALUSA OT Te3HU
cpeacTBa o U360p Ha BbasoxuTes.

3a moJiy4eHo ce CYMTA TOBA YBeZIOMJIEHUE T10 BpEMe Ha OTKPHUTATA NMPOoILeypa, KOETO €
JIOCTUTHAJIO /10 aJipecaTta Ha MOCOYeHHUs OT Hero azapec. KoraTo asgpecaThT € CMEHUJ CBOS
ajJipec ¥ He e UHPpOpPMHPaAJI CBOEBPEMEHHO 3a TOBA OTBETHATA CTPaHa WJIM aJ[pecaThbT He )KeJjlae
Jla IpyueMe yBeIOMJIEHHETO, 3a MI0JIy4eHO Ce CYMTA TOBA YBeJOMJIEHHE, KOETO € JTOCTUTHAJIO [0
aZipeca, U3BECTEH Ha M3Ipaljaya.

[lpy mnpegocraBsHe Ha HM3UCKBAHUATA MO MOpbYKATA HA YYACTHUIUTE M MPHU
CKJIIOYBAHETO Ha ZI0TOBOPA 32 00IeCTBeHA MOP'bYKa Bb3/I0KUTENSIT MOXKe []a TOCOYH KOS 4aCT
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oT uHpopMaNusATa, KOSATO UM NpeJoCTaBs, UMa KOHQHUAeHIMa/TeH XapaKTep. YYacTHULUTE
HSIMaT NPaBo Jja pa3KpUBaT Ta3u UHopMaIusl.

[Ipy nopaBaHe Ha odepTaTa CH YyYaCTHUKBT ChHILO MOXKe Ja OCOYM KOS 4acT OT Hesl
MMa KOHQUJeHLHaJleH xapaKTep M Ja HU3UCKBa OT Bb3noxuTenss Ja He A pasKpuba.
Bb3s0kuTeNAT HAMA NpaBo Jja pa3kpuBa MHQOpMaLMs, IpefoCcTaBeHa My OT YYaCTHULIUTE,
1ocovyeHa OT TAX KaTo KOHQUJeHIMaJHa [0 OTHOLIeHUWEe Ha TeXHUYECKU WU TbProBCKHU
TalHHY, C U3KJII0YEeHHUe Ha CIeJHUTE CJIydau:
- Ipy U3I'bJHEHHE Ha 3aJ’b/DKEHUETO OT Bb3noxuTensa ga usnpatu HHbopMauus 3a
CKJIIOYEHUS JOTOBOP 10 AreHIMsTa 10 001eCTBEHU NOPbYKH;
- KOraTo NpU NHUCMEHO HCKaHe OT Y4YaCTHUK, Bb3/0XUTeNAT H3NbJHM 3aKOHOBOTO CH
3aJ/b/DKEHUE J]Ja My OCUTYPH JOCTBI [0 IPOTOKOJIA UM NPeLOCTaBU KONKe OT MPOoToKoJa. B
TO3U C/y4all Bb3/710XKUTENAT Lie NMOJI0KU IPUKa U MOXe Jia OTKaXKke JA0CThbI 0 UHopManus,
ChJbpXKallla ce B NPOTOKOJIa, KOTaTO NMpeJOCTaBAHETO U MPOTUBOPEYM HAa HOPMATHUBEH aKT
WJIY NIpeJOTBPATSABA, OrpaHMYaBa WM HapyllaBa KOHKYpeHLUATA.
O6MeHBT U CbXpaHsABaHeTO Ha MHQOpMauus B X0Ja Ha NpOBeXJaHe Ha NpolejypaTa 3a
Bb3JlaraHe Ha 0OllecTBeHa MOpbYKa Ce M3BBPIIBAT [0 HAYMH, KOUTO rapaHTHUpa LeJ0CTTa,
JIOCTOBEPHOCTTA U IOBEPUTETHOCTTA HAa MHPOPMALUATA.
Bb3/10XKUTENAT MMa NpaBoO Ja NpPeAOoCTaBU M eJeKTPOHHO KONHMe Ha JOKyMeHTalusATa 3a
ydacTHe UJIM Ha 4acT OT Hes Ha YYaCTHUILIUMTE, KOUTO ca S 3aKyIUJIH.
Y4acTHUKBT ChLO MOXe Jia MpeACTaBU HAKOU OT JOKYMEHTHUTe B odepTaTa CU OCBEH B
NUCMeH BUJ, U Ha eJIeKTPOHEH HOCUTeJI.
[Ipy pasiuyue B CbbpP:KaHUETO HA JOKYMEHTH, IPe/ICTABEHU B IMCMEH BU/, U Ha eJIeKTPOHEH
HOCHUTeJI, 3a BaJIMJHO Ce CYMTA 3alIMCAaHOTO B IUCMEH BUJ,
NHdopmanys, KosITO e pecTaBeHa caMO Ha eJIeKTPOHEH HOCUTeJl, 6e3 Jla e peJicTaBeHa U B
NMCMeH BHJ, HfIMA Ja ce NIpUMeMa KaTo NpeJoCTaBeHAa B NpoleAypaTa, OCBEH KOraTo e
u3IpaTeHa IpHU YCJ0BUATA U N0 pe/ia Ha 3aKOHA 3a eJIeKTPOHHUSA JOKYMEHT U eJIeKTPOHHHUSA
MOJTMUC.

I'/IABA 11
TEXHUYECKA CIEHUPUKALIUA

1. OBIIIX U3UKBAHHUA KbM INPEAJIATAHUTE JIEKAPCTBEHHU IIPOAYKTH

JlekapcTBeHUTe NPOAYKTH cCJefABa Ja ca BKAw4YeHU B [lpunoxkeHue 3 Ha [lo3UTUBHUA
JIEKapCTBEH CNIMCBK, aKTyaJIeH KbM JlaTaTa Ha OTBapsiHe Ha MK N21 u 2 oT npoueaypara.

PaguodapmaneBTUIM 3a Tepanus U 3a AUAarHOCTHUKaA in vitro mo nosunuu ot 14 10 45 BKJI.
oT cnequdUKaIMATA CJe/iBa 1a UMAaT MUHHMMaJIEH CPOK HA TOAHOCT He No-KpaThbk oT 80 % oT
00sIBeHUS1 OT MPOU3BOAMUTEJIS, KbM JaTaTa Ha BCSKa JOCTaBKa, MpeJOCTaBeHa Ha KpalHUTe
noJiydyaTeJsiv /CbOTBETHUTE JleyeOHU 3aBeJjeHuns/.

2. MUHUMAJIHU TEXHUYECKHN U3UCKBAHUA U KOJIMYECTBA

[IlpegMeT Ha Bb3JAraHe Ha HacTosimlaTa MHopbyka e ,JlocTaBka paJjHOaKTUBHU
JIEKAPCTBEHU TNPOAYKTH, paauodapManeBTHIM, PAAUOHYKJIHUJHU TeHEPATOpPH, KUTOBE U
pPaiIMOHYKJIMJHU NPEKypCcopH, OTIYCKaHU no peja Ha Hapepba 34/25.11.2005 r.“ 3a pena 3a
3amJjaljaHe OT penybJMKaHCKHS OIO/KET 3a JeYeHUEeTO Ha ObJIrapckyd TrpaxkJaHU 3a
3a00JisIBAaHUSI U3BBbH OOXBaTa Ha 33Jb/DKUTEJTHOTO 3/paBHO OCUTYpsIBaHe, 3a JieYeHHEe U
Avar"octuka 3a 2015 r.“, npu cieJHUTe TEXHUYECKH CllenMPUKAIIMN U KOJTUYEeCTBa:
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Ne HauMmeHoBaHMe, eAMHUYHA aKTUBHOCT Msapka Kosinuectso 10
I |TexHeuueBu reHepaTopu
99-Mo sodium molybdate; 99m-Tc Technetium
1 pertechnetate 7,5 GBq om. x 1 6p. 138
99-Mo sodium molybdate; 99m-Tc Technetium
2 pertechnetate 12,5 GBq on. x 1 6p. 256
Il | TexHenMeBU KUTOBE
3 | Technetium (99m Tc) macrosalb oIm. x 5 6p. 96
4 | Technetium (99m Tc) nanocolloid omn. x5 6p. 29
5 |Technetium [99mTc] Exametazine 0,5 mg oI X 5 6p. 17
6 |Technetium [99mTc] Sestamibi om. X 5 6p. 65
7 | Technetium [99mTc] Tetrofosmin om. x 5 6p. 70
I PagunodapmaneBTHy 3a JUArHOCTHKA in
vivo
3 Sodium lodide [131 I] nepopasina ¢opma 74 om.x 1 6p. 1 646
MBq
9 |loflupane (123-I) on.x 1 6p. 164
10 |lobenguane [131 ] on.x 1 6p. 41
IV |PaagunodapmaneBTHLM 32 Tepanusa
11 Sodium lodide [131 I] nepopasina ¢opma 1,85 om. x 1 6p. 120
GBq
12 Sodium lodide [131 I] nepopasina ¢popma 3,7 om.x 1 6p. 193
GBq
13 | Strontium (89 Sr) chloride om. x 1 6p. 205
Ne HauMeHoBaHHue, eAMHUYHA AaKTUBHOCT Mspka KosimuectBo /10
IV |PaguodapmaneBTULU 32 Tepanus
14 | 192 Ir 3a MukpocenektpoH 150 cm/10 Ci om. x 1 6p. 4
Vv PagnodapmaneBTHIU 32 JUATHOCTHKA in
vitro
15 |1251fT3 KIT om. x 1 6p. 23




16 |1251fT4 KIT om. x 1 6p. 58
17 |1251TSH (96-100 npo6wu) KIT IRMA om. x 1 6p. 101
18 | 1251 TSH (384-400 npo6u) KIT IRMA om. x 1 6p. 8
19 | 125 I Insulin KIT IRMA omn.x 1 6p. 26
20 |[1251FSH KIT IRMA om. x 1 6p. 18
21 |1251LHKIT IRMA om. x 1 6p. 18
22 | 1251 Prolactin KIT IRMA omn.x 1 6p. 19
23 | 1251 Testosteron KIT omn.x 1 6p. 18
24 | 125 1Progesteron KIT omn. x 1 6p. 10
25 |125 1 Estradiol KIT om. x 1 6p. 14
26 [1251CA-15-3KIT IRMA om. x 1 6p. 141
27 |1251CA-125KIT IRMA om. x 1 6p. 77
28 [1251CA-19-9 KIT IRMA om. x 1 6p. 118
29 [1251PSAKIT IRMA om. x 1 6p. 103
30 | 1251 Plasma renin activity om. x 1 6p. 10
31 | 1251 Calcitonin KIT IRMA om. x 1 6p. 2
32 | 1251 Aldosteron omn.x 1 6p. 10
33 |1251ACTH IRMA om. x 1 6p. 8
34 | 125 I Paratchormon intact IRMA om. x 1 6p. 11
35 | 125 I beta 2 microglobulin om. x 1 6p. 70
36 |125VitB 12 + ¢ponnena kucesnrvHa om. x 1 6p. 10
37 | 1251 Thyreoglobulin omn.x 1 6p. 30
38 | 1251 Cortisol omn.x 1 6p. 27
39 |1251DHEAS om. x 1 6p. 6
40 |125Ianti TG antibody om. x 1 6p. 32
41 |125Ianti TPO antibody om. x 1 6p. 32
42 |1251TRAK om. x 1 6p. 12
43 [125 1 KapuuHoeMmb6puoHasieH aHTured IRMA omn.x 1 6p. 76
44 1251 HGH KIT IRMA om. x 1 6p.

45 | 125 I Ferritin KIT omn. x 1 6p.

Bcuuky KoJiMyecTBa, IOCOYEHU B

cnenqudUKaIUaTa, ca
Bb3/I0XKUTENAT He e UI'bXKeH Jla 3asiBU 3a J0CTaBKa ISJIOTO JIOTOBOPEHO KOJIMYECTBO, a UMa
IpaBoO Jla 3asBsiBa KOJIMYECTBA CBIJIACHO J€UCTBUTEJNHUTE CH HYXKJIHM, HO He IOBedye OT
JIOTOBOPEHOTO.

CpoK Ha M3NIbJIHEHHUE HA A0roBopa a0 29.02.2016 .

C[!OK U HAYUH HA U3ITHBJIHEHHE HA JOCTABKATA:

JKoandectBa J0”, T.e.

Bcsika OTAeJIHa AO0CTaBKa IIO AOroBOpa, Ceé M3BBpLIBa e€eCeAMHUYHO IO YyTBBbPJEHA
NMHMCMEHA 3adBKa-pa3npejejJieHrue OT MI/IHI/ICTepCTBOTO Ha 3/paBeOIlla3BaHeTO, KATO Ha4YaJ/JIHATa
AOCTaBKa Ce U3II'bJIHABA B CPOK A0 ﬂBaﬁCeT KaJIEeHAAapHHU AHU OT AAaTaTd HA CKJ/IIIOYBAHE€ Ha
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JloroBopa. MMHHCTepCTBOTO Ha 3/lpaBeona3BaHeTO pa3npeesisi He0OX0AMMUTE KOJIUYeCTBa B
JiBe YTBbP/IEHU NHUCMEHHU 3asiBKU-pa3npejie/ieHus], I'bpBaTa 3a LIeCT MeCeuyeH Mepuof — 0
31.08.2015 r. u BTOpaTta - Ao 28.02.2016 r., KaTo KOJIMYeCTBaTa BbB BTOpaTa 3asBKa ca
cboOpa3eHU C pasnoJsiaraeMuTe OHOJKETHHU Cpe/CcTBa. 3asgBKaTa-paslipe/iejieHHe ce BpbuBa
JINYHO Cpely NOJANMUC Ha YI'bJIHOMOILEHO JIMLe OT 3BeHOTO 3a a/[MUHUCTPATUBHO 06CIyKBaHe
WJIU Ce U3Ipalia ¢ NpenopbyaHo NUCMO C 06paTHa pa3NnuckKa, 1o GpaKc UM N0 eJIeKTPOHEH T
IpU YCJIOBUATA U 110 peJja Ha 3aKOHA 3a eJIEKTPOHHUSA JOKYMEHT U eJIeKTPOHHUSA MO IHC.

Yci0BMA M HAYUH HAILIAlIAHE:

3ansaljaHeTO Ha CTOKUTEe MO JO0roBopa Ce HU3BbBbpLIBA OTJOXeHO B cpok go 30
/TpuaeceTusi/ feH, caeji NpeAcTaBsiHe HA CJeJJHUTE JOKYMEHTHU:

1) loctaBHa ¢akTypa, CbCTaBeHa CbrJAacHO M3UcKBaHusATa Ha 3AJAC wm IIMN34JAC -
OpUTHMHa/J U 2 /Ba/ 6pOsi 3aBEpPEHU KOMUS;

2) llpuemaTesHO-IpeZlaBaTeJITHU MPOTOKOJIM, MO ob6pa3eln, HA MHUHUCTEPCTBOTO Ha
3/lpaBeola3BaHeTo;

3) 0606111€eH ONKC HAa NPOTOKOJIUTE — 3 /Tpu/ 6pos;

4) [lucMeHu  3asfBKU-pasnpejie/ieHUs, U3TOTBEHHM OT  MHUHUCTEPCTBOTO  Ha
3/paBeola3BaHETO U 3aBepPeHU OT KpalHUTe NOoJIydyaTesly;

5) 3a 1ekapcTBeHUTE NPOAYKTH CJie/iBa [Aa O'bAAT Npe/iCTaABEHU:

CepTudukaT 3a 0CBOOOXK/JaBaHe Ha BCsKa MAPTUAQ, U3[laJleH OT KBAJIUUILUPAHO JIUIE
no 3JI[IXM - 3aBepeHO OT M3I'bJHUTEJISI KONHE, B NPEBOJ Ha O'bJArapckd e3uk oT pupMa,
CKJIIOYMJIA JOTOBOP C MUHUCTEPCTBO Ha BBHUIHUTE pabOTH 3a U3BbpIIBaHe Ha OQUIHAIHU
NpeBO/HU.

6) 3a MeJULUHCKUTE U3/le/IMs Ce/iBa 1a O'b1aT NpeJCTaBeHu:

-Jlekyiapanys 3a CbOTBETCTBHE OT MNPOU3BOJUTE/ISI WM HErOBUS YII'bJHOMOIEH
npeACcTaBUTEJ-32 BCUUKU 000Cc06eHU Mo3uLuU oT N2 14 g0 N2 45 BKJI., Ue ca onpeie/ieHd KaTo
MeJULMHCKYU U3/eJUsl.

-Banugen ceprtudukat 3a BHeApeHa cucTeMa no kadyectBoto ISO 9001:2008 u/ uau 1ISO
13 485:200X uiu eKBUBaJIeHTEH cepTUPUKAT /3aBepeHO KONHe Ha OpUTMHaJj U NpeBoJ/ Ha
NPOU3BOAMUTEJS - 32 BCUYKU 060c06eHU mo3unuu oT N2 14 o N2 45 BkJ. ¢ MeAUIIMHCKHU
U3/leJUs.

-EC cepTudMKaT 3a CbOTBETCTBME OT HOTUMUMPAH opraH (Komue, 3aBepeHo C rpud
,BAPHO C opurnHasna“ cbC CBeX MnevaT M MOAMUC HA MNPOU3BOAUTENA WU YMb/IHOMOLLEH
NpeACTaBUTEN HA CbLUMA, NPUAPYKEH C MpeBod OT ¢dUpMa, Ckaouuia goroBop ¢ MBHP) 3a
o6ocobeHa nosumuma NeN214 u 29.

N3bpoeHuTe AOKYMEHTM cCe npeacTaBAT B Ae/10BOACTBOTO Ha MMWHMCTEPCTBO Ha
34paBeona3BaHeTo, KAaCMpaHu 1M NPUKaYeHn B nanka. B nankaTta ce npuaara nMcmo € OnMuC Ha
CbaAbpXKaLLMTE Ce B HeA AOKYMEHTH, KaTo 334 b/ KUTE/IHO Ce MOCOYBaT HOMepaTa, AatuTe n 6poA
Ha NPU/I0XKEHUTE AOKYMEHTU OT BCEKU BUA,

LleHaTta no goroBopa e PpUKCMpaHa, He NOA/EXM Ha MPOMAHA 33 CPOKA Ha AencTBue Ha
AOroBOpa, OCBEH B C/1y4auTe Ha Y. 43, an. 2 ot 30I1. B ciyyal, 4ye npes BpemMeTo Ha AeUCTBME Ha
AOroBOpa CTOMHOCTTA, KOATO C/1e4Ba Aa cCe 3an/awa c nyb/M4yHM cpeacTBa Ha /1eKapCTBEHM
NpoAYKTU OT MO3UTUBHUA N€KAPCTBEH CMMCBHK CTaHe MO-HUCKA OT A0rOBOPEHaTa, Bb3/10XKUTENAT
6e3yc/10BHO 3an/alla /NeKkapCTBEHUTE MPOAYKTM Ha MO-HUCKATa LieHa, OT gaTaTa Ha B/M3aHe B
CU/1a Ha KOHKPEeTHOTO pelleHre Ha HauuoHasHMA CbBeT MO LUeHWM U peumbypcupaHe Ha
/IeKapCTBEHUTE NMPOAYKTH.

Pa3mep Ha HEYCTOﬁKaTa 3a HEN3M'bJIHEHHWE HA 3AB/IXKCHUATA 110 IOTOBOPA.

B CJIy‘-IaI‘/JI Ha A0CTaBKa Ha JIEKAPCTBEH NPOAYKT UJIHU MEAUIINHCKO U3eJIhE C I10-KPATbK
OT AOTOBOPEHUA CPOK HA TOAHOCT U3II'BJIHUTEIAT A'bJIZKU HCYCTOﬁKa KaKTO CJieiBa.:
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TexHenMeBU reHepaTOpPH, TeXHEI[MEBU KUTOBe, pajuodapMalleBTUIM 32 JHArHOCTHUKA
in vivo u paguodapMalneBTHIM 3a Tepanus Mo no3uuuu ot 1 0 13 BKJI. OT cnendpuKausaTa:

- 0T 59,99 10 50 % - 20% BBbpXy CTOMHOCTTA Ha AOCTABKATa;

- 0T 49,99 10 40 % - 30% BBpPXy CTOMHOCTTA Ha JJ0OCTABKAaTa;

- oz 40% - 60% BbpXy CTOWHOCTTA HA 4OCTABKATa;

PapguodapmaneBTUIM 32 Tepanusl U 32 AUATHOCTUKA in vitro no nmo3unuu ot 14 no 45
BKJI.

- 0T 79,99% 10 70% - 20% BBbpXy CTOMHOCTTA Ha JJOCTAaBKaTa;

- 0T 69,99% 10 60% - 30% BBpPXY CTOMHOCTTA Ha [J0CTABKaTa;

- 0T 59,99% 10 50% - 60% BBbpXy CTOMHOCTTA Ha AOCTABKATa;

- 0T 49,99% 10 40% - 75% BBpPXYy CTOMHOCTTA Ha JJOCTAaBKaTa;

- 1oz 40% - 90% BBbpXy CTOMHOCTTA Ha lOCTaBKAaTa;

JlocTaBKaTa Ha JieKapCTBEH MPOAYKT WJH MEAULMHCKO HU3/eJiMe C OCTaThb4eH CPOK Ha
TOAHOCT MO-MaJ'bK OT 40 (4YeTHUpu/ieceT) HA CTO OT 00SIBEHUS OT IPOU3BOAUTEJIS Ce U3BBPIIBA
CaMo C MMCMEHO CbhIJIaCHe Ha B'b3JIOXKUTEJIS 32 KOHKPETHO KOJIMYECTBO, ONPE/IE/IEHO OT HETO.
Be3 U3pUYHO MHCMEHO ChIVIacHe Ha Bb3JIOXKHUTEJISI CTOKUTE HAMa Jia 6'bJaT 3arJallaHu

MsACTO HA U3ObJHEHUE HA NNOPBYKATA:

3a MACTO Ha [AOCTaBsiHE Ha JIEKAPCTBEHUTE NMPOAYKTHU U MeJULIMHCKHATE W3Jesus ce
onpefiesIAT KpaWHUTe I[oJiydyaTeaH, CbraacHO ,CHMCbK Ha KpauWHUTE NOJy4YaTeJd Ha
paZIMOaKTUBHU JIEKAPCTBEHU MNPOAYKTH, pajgrodapMaleBTULH, PaJMOHYKIUJHU TeHepaTopHy,
KHUTOBE U PaJJMOHYKJIM/IHU IpeKypcopu npe3 2015 r.“

CoMChbK Ha KpalHHMTEe NoJiydyaTe/Jd Ha PaJUOaKTHUBHHU JIEKAPCTBEHHU MPOJYKTH,
paguodapmaneBTHMLY, PAJUOHYKJIMJHM TIeHepaTopH, KUTOBe U PaJUOHYKJIUJHU
npexkypcopu npe3 2015r.

YMBAJI ,, AnekcanapoBcka” EA/, rp. Codus

YCBAJIE” Akaz. BaH IlenueB” EA/, rp. Codpus

CBAJIO EAJL, rp. Codus

YMBAJI ,CB. UBaH Pusncku” EAJ], rp. Codus

YMBAJI ,llapunia HMoauna - UCYJT” EA/L, rp. Codus

CBAJIX3 EA/L, rp. Codus

YMBAJI ,JI-p T'eopru Ctpancku” EA/J], rp. [ln1eBeH

YMBAJI ,CB.T'eopru” EA/], rp. [l1oBAMB

9. MBAJI,CB. Mapuna” EA/], rp. Bapna

10. KOI] - Ctapa 3aropa EOO/, rp. Ctapa 3aropa

11. CBAJIO3 EOO/, rp. Codus

12. KOI] - Byprac EOO/], rp. Byprac

13. KOI] - Bpaua EOO/, rp. Bpana

14. KOII-Besninko TepHoBo EOO/], rp. Besinko TbpHOBO

15. KOLI-Pyce EOO/, rp. Pyce

16. MHoronpoduiHa 60/JHMIIA 32 aKTUBHO JiIeYeHUe 110 HeBPOJIOTUs U ncuxuatpus ,Ce. Haym”
EA/], rp. Codus

17. KOL-Iymen EOO/, rp. lllymen

18. MBAJI ,,I-p Tota BenkoBa”A/, rp. [abpoBo

PN W
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111
KPUTEPHU 3A OLIEHKA HA O®EPTATA
3a Bcgka oTAesnHa odepTa, KOSATO OTroBaps Ha H3WMCKBAHMUATA Ha 3akoHa 3a
001lleCTBEHUTE MOPBYKU M M3WCKBAHUATA Ha Bb3/0XKUTess, NOCOYEHU B HACTOsALATa
JIOKyMeHTall¥sl, Ha3HaueHaTa KOMHCHS M3BBbPIIBA Kjacalys, Bb3 0CHOBA HA KPUTEPHs M0 YJI
37,an.1, 1.1 ot 30II - ,Hali-HHCKa jeHa".
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I'/IABA IV
OBPA3IIU HA JOKYMEHTHU 3A YYACTHE B IIPOLEAYPATA
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