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YACT I

1. Pemenre 3a oTkpuBaHe Ha OOIIECTBEHA MOPBUKA, KaTO 3ab/DKUTEICH 00pasell, 0,J00peH OT
AreHIusATA MO OOIIECTBEHH MOPBHYKH.
2. O0sBrieHHe 3a 00IIECTBEHA TOPBUKA, KAaTO 3aIbJDKUTENICH 00pasell, 0J00peH oT AreHuusTa

10 O0ILECTBEHU IOPBUKH

YBAKAEMMU II'OCIIO’KHU U TOCIIOJA,
MuHUCTEpCTBO Ha 37paBeolla3BaHETO, Ha oOcHoBaHue Pemenwe No .............. /S 2015 r. 3a
OTKpUBaHE Ha IMpolieaypara, B KadyeCTBOTO My Ha Bb3nmoxkurtesn, OTHpaBs MOKaHA KbM BCHUYKH
3aMHTEPECOBaHU JIMIA 32 y4acTHE B OTKpHUTA MpoLEeAypa 3a Bb3jaraHe Ha oOIIecTBeHa MOpbUKa C
npenMer: ,JlocTaBka Ha PpaagHOAKTHBHH JI€KAPCTBEHH MPOAYKTH, paaunodapManeBTHIIH,
PAAMOHYKJIMIHYA F'eHEPATOPU, KUTOBE M PAAHMOHYKJIMIHM NpeKkypcopu 3a 2016 r., oTIyCKaHU MO
pena na Hapenda 34/25.11.2005 r. 3a pena 3a 3amjamaHe OT peny0JIHKAHCKUSL OIOJKeT Ha
JIeYEHHETO HA ObJrapckurTe rpaxaaHu 3a 3a00/1siBaHMs, U3BbH 00XBaTa Ha 32bJLKMTETHOTO
3ApaBHO ocHrypsiBaHe'', BKIrouBamia 46 caMocTosTeIHo 000COOEHN MO3UITUH, KAKTO CJIEBA!
JIEKAPCTBEHHU NPOAYKTH
Ne
TexHeneBH TeHEPATOPH
99-Mo sodium molybdate; 99m-Tc Technetium pertechnetate 7,5 GBq
99-Mo sodium molybdate; 99m-Tc Technetium pertechnetate 12,5 GBq
TexHenneBU KUTOBE
Technetium (99m Tc) macrosalb
Technetium (99m Tc) nanocolloid
Technetium [99mTc] Exametazine 0,5 mg
Technetium [99mTc] Tetrofosmin
PagnodapmaneBTHIIM 32 TUATHOCTHKA in Vivo
Sodium Iodide [131 I] mepopanna popma 74 MBq
loflupane (123-1)
lobenguane [131 1]
AV4 PanuodgapmaneBTuiiy 32 Tepanus
10 Sodium lodide [131 I] nepopanna ¢popma 1,85 GBq
11 Sodium Iodide [131 I] mepopanua dpopma 3,7 GBq
12 Strontium (89 Sr) chloride

©CON=0CURWINRE —

MEJIUIIUHCKU U3AEJIUA
Ne
v PaguodapmaneBrunu 3a Tepanus
13 192 Ir 3a Muxpocenektpon 150 cm/10 Ci
Vv PagnopapmaneBTHIIM 32 JTMATHOCTHKA in Vitro

14 1251 fT3 KIT

15 1251 fT4 KIT

16 125 I TSH (96-100 mpo6u) KIT IRMA
17 125 1 TSH (384-400 npo6u) KIT IRMA
18 125 | Insulin KIT IRMA

19 125 1 FSH KIT IRMA

20 1251 LH KIT IRMA

21 125 1 Prolactin KIT IRMA

22 125 | Testosteron KIT

23 125 | Progesteron KIT

24 125 | Estradiol KIT

25 125 1 CA-15-3 KIT IRMA

26 125 1 CA-125 KIT IRMA



27 1251 CA-19-9 KIT IRMA

28 125 1 PSA KIT IRMA

29 125 | Plasma renin activity

30 125 1 Calcitonin KIT IRMA

31 125 | Aldosteron

32 1251 ACTH IRMA

33 125 T Paratchormon intact IRMA

34 125 | beta 2 microglobulin

35 125 Vit B 12 + ¢onuesa kucenuHa

36 125 | Thyreoglobulin

37 125 | Cortisol

38 125 1 DHEAS

39 125 | anti TG antibody

40 125 I anti TPO antibody

41 1251 TRAK

42 125 I KapuunoemOpuonanen antured IRMA

43 125 I HGH KIT IRMA

44 125 | Alpha-fetoprotein (AFP) KIT

45 125 I BhCG KIT

46 125 | Ferritin KIT
Ha ocHoBanue . 64, an. 3 ot 3011, ot garara Ha MyOJIMKYBaHETO HA OOSIBIICHHETO 3a O0IIeCTBEHATA
MOpPHYKA, HA BCHUKH 3aMHTEPECOBAHU JIMIA CE€ MPEAOCTaBs MBJICH JOCTHI MO €NEeKTPOHEH MbBT 10
JOKYMEHTAIMATA 32 yJacThue B IMpOIeaypaTa Ha CICAHHUS MHTEPHET ajJpec Ha MUHHCTEPCTBOTO Ha
3/paBeorna3BaHeTo  (MOCOYEH M B OOSBIGHHETO 3a OTKpUBaHE Ha  MpoIenypara):
http://www.mh.government.bg, Pyopuka ,,O0mecTBeHr MOPBYKH - PO HA KyllyBada”, a UMCHHO
Ha azpec: http://www.mh.government.bg/bg/profil-na-kupuvacha/protseduri-po-zop/protseduri-po-
reda-na-zop/dostavka-na-radioaktivni-lekarstveni-produkti-2016/
YyacTHUILIUTE B MpoLieypaTa clie[[Ba Ja IperyieaT u Ja ce cboOpassT ¢ BCUUKH yKa3aHHs, 00pa3iy,
YCIIOBHSI M U3UCKBAHUS, TOCOUEHH B JIOKyMEHTAIHTA.
Odeptute Ha yyacTHUIUTE 1€ c€ MpUeMaT Ha ajpeca Ha MUHUCTEPCTBO HA 3/IpaBEOIa3BaHETO: TIp.
Codus, . ,,Cera Henensa” Ne 5, Bceku padoter neH ot 09:00 4. mo 17:30 4. 10 garara, moco4eHa B
pasznen IV.3.4. ,,Cpok 3a moiydaBaHe Ha oepTH WIM Ha UCKAHMS 3a ydyacTHe OT OOSBIEHHUETO 3a
MopbhUKa.
Odeprute 1me ObAAT pasriiefaHd, OLEHEHU U KIACUPAHU OT KOMHCHS, KOSTO IIE 3all0YHE CBOSTA
pabota B neHs M yaca, mocoueHu B pazaen [V.3.8. “YcioBus 3a orBapsiHe Ha odepTute” OT
OOSIBJIEHHETO 3a MOpPbBUKA, B CrpajgaTa Ha MHHHUCTEPCTBOTO Ha 3][paBEONa3BaHETO, HA ajpec: Ip.
Codwus - 1000, m. ,,Ceta Hemens” Ne 5.
OtBapsiHeTO Ha oepTuTe € MyOJIMYHO U Ha HEr0 MOTaT Ja MPUChCTBAT YYaCTHUIIMTE B MpoOLeypaTa
WIA TEXHHU YITBIHOMOIICHH TPEACTaBUTENM, KaKTO M IPEICTABHTENIM Ha CPEICTBATa 32 MacoOBO
OCBEZIOMSIBaHE U JIPYTH JIMIA IPU CHa3BaHe HAa YCTAHOBEHHUS PEKUM 3a JJOCTHII JI0 Crpajara, B KOSTO
Ce W3BBPIIBA OTBAPSHETO.
[IpencenatensT Ha Ha3HaueHaTa OT Bb3noxkurens KkoMucus e oOsBM AaraTa, yaca M MSCTOTO Ha
OTBapsiHE Ha IICHOBUTE O(PEepTH HA YJACTHUIIUTE MPEIBAPUTEIHO, NPH CHOIIOAaBaHE M3UCKBAHUITA
Ha 3akoHa 3a OOIIECTBEHHTE IMOPBYKH, BKJI. 4pe3 OOsBsIBaHE Ha MOCOYEHHs B HAcTOsIIATa
JTOKYMEHTAIUs HUHTEpHET azpec Ha MuHHCTEPCTBO Ha 3JIpaBEOIa3BAHETO:
http://www.mh.government.bg, Pyopuka ,,O01ecTBeHH TOPBHUKK - PO Ha KyryBada”, B pa3/el
[Mponienypu mpoBexkmanu 1no 30I0, wHa azapec: http://www.mh.government.bg/bg/profil-na-
kupuvacha/protseduri-po-zop/protseduri-po-reda-na-zop/dostavka-na-radioaktivni-lekarstveni-
produkti-2016/ .3a pe3ynraTuTe OT OICHSBAaHETO Ha OQEPTHTE YYACTHUIIMTE CE YBEAOMSIBAT
ceriacHo 30I1. Pemenusra Ha BB37I0KUTEN BbB BpB3Ka € MPOILEAypaTa ca MUCMEHH U C€ U3MPAILAT
Ha YYaCTHHUIIUTE B HOPMAaTHUBHO YCTAHOBEHHSI CPOK.
3a jonbJaHUTeTHA HHPOPMALKS U BBIIPOCH MO:KeTe J1a ce 00pblIaTe KbM:
Pymsana CraBpeBa, IjaBeH HOPHCKOHCYJIT AUpeKnus ,,O0mecTtBeHH NOpbYKH®; Tea: (2
9301314
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YACT 11
I'IABA 1

YKA3AHUSA 3A YYHACTHUE B OBIIECTBEHATA ITIOPBYKA
PA3JIEJI 1
A. OBIIA UTH®OPMAIIUSA
1.1. BB3JIOKUTEJI
MMUHUCTEPCTBOTO Ha 3/paBEONA3BAHETO € IOPUAMYECKO JIUIIE U MMa INIPaBO HAa COOCTBEHOCT U
camocTosiTenieH Oroker. OpraH Ha HM3MBJIHUTEIHATa BJIACT B MHUHHUCTEPCTBOTO € MHHHCTBPBT.
MuHUCTBPBT Ha 3[IpaBeolia3BaHeTo € Bb3noxuren no cmucsia Ha wi. 7, T. 1 ot 30I1.

1.2. TTIPABHO OCHOBAHME 3A OTKPUBAHE HA ITPOLEIAYPATA

Bu3nokurensaT oO0sBsSBa HacTosIIAaTa IpoIEaypa 3a Bb3JIaraHe Ha OOIIEeCTBEHA IOpBhYKA Ha
ocHOBaHue wi. 16, am. 1, am. 4 u an. §, BbB BpB3Ka C TJlaBa IeTa OT 3aKOHA 3a OOIIECTBECHUTE
nopbuku (30I1).

1.3. MOTUBU 3A U350P HA TPOLEAYPA 110 Bb3JIAI'AHE HA [IOPBUYKATA
MakcuMajHaTa CTOHHOCT Ha mnopbykara: Makcumannusi (UHAHCOB pecypc, € KOWTO
Bo3noxxkurensaT pasmnosnara 3a U3MbIHEHUE Ha MOpbYKaTa € B pasmep Ha 2 172 776,97 nB. 6e3 AJIC
win cymara B pasmep Ha 2 607 332,36 nB. ¢ Bki. JJIC. CroiiHocTuTe MO OTAEIHUTE 000CO0EHU
MO3UIMU Ca MaKCUMAaHUs pasrnoyiaraeM (UHAHCOB pecypc Ha BB3JIOKUTENS UM HE MoraT Ja Obiaar
HAJBUIIIABAHU U Ca KaKTO CJeJIBa:

JlekapcTBEeHU NPOAYKTH

OBIIA
No HAHMEHQI??JII];/II_}Eélé%IFHHHqHA MSIPKA KOJII/IJ;I(I;]CTBO CTOMHOCT
BE3 JJ1C
| | TexneuneBu reHepaTopu
99-Mo sodium molybdate; 99m-Tc
1 Technetium pertechnetate 7,5 GBq on. x 1 6p. 135 157396,50
99-Mo sodium molybdate; 99m-Tc
2 Technetium pertechnetate 12,5 GBq on. x 1 6p. 251 394636,35
Il | TexHenueBu KUTOBE
3 | Technetium (99m Tc) macrosalb orL. X 5 Op. 93 17738,98
4 | Technetium (99m Tc) nanocolloid orL. X 5 Op. 33 11213,13
5 | Technetium [99mTc] Exametazine 0,5 mg | om. x 5 6p. 13 12817,46
6 | Technetium [99mTc] Tetrofosmin orL. X 5 Op. 106 116950,68
111 | PagnodapmaneBTHIIM 32 JUATHOCTHKA in Vivo
Sodium lodide [131 I] nepopanna popma
7 74 MBq om. x 1 6p. 1 466 416075,23
8 | loflupane (123-1) om. x 1 6p. 193 292586,39
9 | lobenguane [131 1] or. X 1 Op. 39 17552,28
IV | PagnodapmaneBTuiy 3a Tepanus
Sodium lodide [131 I] nepopanna popma
10 1.85 GBq om. x 1 6p. 62 14439,80
11 E%dglénqlodlde [131 I] nepopanHa gpopma or. x 1 6p. 296 108344,40
12 | Strontium (89 Sr) chloride om. x 1 0p. 174 269731,90
MEJIULMNHCKU U3 EJIUS
OBILA
e HAHMEHf;?&IéJIféE%HHHqHA MSIPKA KOJIH;{I(I;ICTBO CTONHOCT
BE3 JUIC
IV | PagnodapmaneBTuIM 32 Tepanus
13 | 192 Ir 3a Muxpocenektpon 150 cv/10 Ci | om. x 16p. | 8 | 110107,36




V | PaguodapmaneBTHIIM 32 THATHOCTHKA IN VItro

14 | 1251173 KIT om. x 1 Op. 24 1807,16
15 | 1251174 KIT om. x 1 Op. 66 4772,86
16 | 1251 TSH (196-100 npo6u) KIT IRMA om. x 1 Op. 114 6453,58
17 | 1251 TSH (384-400 nipo6u) KIT IRMA om. x 1 Op. 8 1928,03
18 | 125 I Insulin KIT IRMA om. x 1 Op. 28 3143,74
19 | 1251 FSH KIT IRMA om. x 1 Op. 20 2102,39
20 | 1251 LH KIT IRMA om. x 1 Op. 20 2102,39
21 | 125 | Prolactin KIT IRMA om. X 1 Op. 21 2207,50
22 | 125 | Testosteron KIT om. X 1 Op. 18 2504,08
23 | 125 | Progesteron KIT om. X 1 Op. 10 1396,62
24 | 125 | Estradiol KIT om. X 1 Op. 14 2024,85
25 | 1251 CA-15-3 KIT IRMA om. X 1 Op. 153 35732,95
26 | 1251 CA-125 KIT IRMA om. X 1 Op. 88 20552,29
27 | 1251 CA-19-9 KIT IRMA om. X 1 Op. 136 31762,62
28 | 125 |1 PSA KIT IRMA om. X 1 6p. 115 17432,90
29 | 125 | Plasma renin activity om. X 1 6p. 10 2185,55
30 | 125 | Calcitonin KIT IRMA om. X 1 6p. 3 642,50

31 | 125 | Aldosteron om. X 1 6p. 10 2519,55
32 | 1251 ACTH IRMA om. X 1 6p. 8 2425,05
33 | 125 I Paratchormon intact IRMA om. x 1 6p. 11 4263,87
34 | 125 | beta 2 microglobulin om. x 1 6p. 100 40061,30
35 | 125 Vit B 12 + ¢onueBa kucenuHa om. x 1 6p. 10 494251
36 | 125 | Thyreoglobulin om. x 1 6p. 33 3672,32
37 | 125 1 Cortisol om. X 1 Op. 27 3420,63
38 | 125 I DHEAS om. x 1 6p. 6 812,62

39 | 125 I anti TG antibody om. X 1 Op. 33 4984,44
40 | 125 | anti TPO antibody om. X 1 Op. 33 4311,98
41 | 1251 TRAK om. X 1 Op. 12 4744,14
42 |1|:\2>§/| IAKapunﬂoeMGpHOHaneH AQHTUTEH ot x 1 6p. 81 9698,26
43 | 125 | HGH KIT IRMA om. x 1 Op. 8 1454,87
44 | 125 | Alpha-fetoprotein (AFP) KIT om. x 1 Op. 20 3600,00
45 | 125 I BhCG KIT om. x 1 Op. 12 2016,00
46 | 125 | Ferritin KIT om. X 1 6p. 8 1506,96

CwraacHo pasnopenbara Ha wi. 14, an. 1, 1. 2 ot 3011, koraTo riaHupaHaTa 3a IpoBeXIaHe MOPbUKa
3a JOCTaBKU € paBHA WM mo-Bucoka ot 66 000 neBa 6e3 BxitoueH [JIC, Br3moxxutenar mpoBexia
Hakos oT npeasuaeHute B 3011 npouenypu.

b. ObIIN U3NCKBAHUA KBM JOKYMEHTALNUATA. MACTO U CPOK 3A
IHOJABAHE HA O®EPTMU.

[IpencraBsHero Ha odepra 3abikaBa yYyacTHUKA Ja MpPUEME HAIlbJIHO BCUYKM HM3UCKBAHUS U
yCIIOBHUSI, IOCOYEHH B Ta3u JOKyMEHTAIlUs, IPU clia3BaHe n3uckBanusTa Ha 3011.

Jlo u3THUaHe Ha CpoKa 3a MojaBaHe Ha OpepTUTE, BCEKH YYACTHUK MOXKE J1a IPOMEHH, JOIBJIHU WIH
OTTerNu odeprara CH.

Odeprara ce u3roTBd W MpelcTaBs Ha Obiarapcku e3uk. Koraro y4acTHMKBT B Hpolienypara €
qyXI€CTPaHHO (PU3HUECKO WM IOPUAUYECKO JUIle, odepTara ce mojaBa Ha ObITapCKU €3HK.
Odeprata ce moamucBa OT MpPEACTaBISABAIIMS yYaCTHUKA WM OT HAJIEKHO YII'BIHOMOILIEHO/H
nuIe/a, Kato B odeprara ce mpuiara bIHOMOIIHOTO OT MPECTABISABAIIUS YIACTHUKA, CHITIACHO U
YKa3aHOTO MO-JI0Jy B HACTOSIIATa JOKyMEHTalus (C HM3KIIOYEHHE Ha H3UCKYEeMHTE JOKYMEHTH,




KOUTO OOEKTHUBHUpAT JMYHO U3ABIIEHUE HAa KOHKPETHO JIMIe/a - MPEACTaB/IABAI/U YYaCTHHUKA, U HE
MOTaT Ia C€ moAnuInaT u NpeACTaBAT OT H’b.IIHOMOH_IHI/IKa).

Koraro 3a HSKOM OT MOCOYEHHTE JOKYMEHTH € OIpeNeseHO, Y€ MOXKE Ja C€ MPEACTaBAT 4pe3
«3aBEpPEHO OT YYaCTHHUKA KOIHE», 32 TAKbB JOKYMEHT C€ CUMTa TO3U, TP KOUTO BHPXY KOMHETO Ha
JOKYMEHTa [IpEACTaBIsBAalIMAT ydyacTHHKAa € mocraBuil rpud «BspHo c¢ opurunanay,
CO6CTBCHOp’b‘ICH MoAMNUcC CbC CUH LBAT IMOA 3aBCPKATa U CBCXK ICYAT B IIPUITIOKUMHUTC ClIydau.
[IpencraBenute oOpa3nM B JOKYMEHTAlMATa 3a Y4acTHe U YCIOBHUSATA, OMHCAaHM B TSX, ca
3aJIbJKUTENHU 32 YUaCTHULUTE.

CpoxbT Ha BaJMJAHOCT Ha odepTuTe TPsAdBa Aa Oble CHLOOpPa3eH ¢ oOmpeleeHUsi CPOK B
00siBJIeHMETO 32 00lIecTBeHAaTa Mopbuka —90 KajeHJIaApHU JHHM, CYUTAHO OT AATATA, MOCOYEHA
KATO KpaeH CPOK 3a IMoJiyyaBaHe Ha o¢epTuUTe, U I[PEACTaBIsIBA BPEMETO, Ipe3 KOETO
YYaCTHUIIUTE ca OOBBP3aHHU C YCJIOBHUATA HA MPEICTABEHUTE OT TAX OpepTH. BB3TOKUTENAT KaHU
YYaCTHUIUTE J1a YABDKAT CPOKA HA BATUAHOCT Ha o(epTUTe, KOrato TOW € H3TEKbJ. YUYacTHUHK,
KOMTO clie/1 MOKaHa ¥ B ONPEICTICHHS B HEsl CPOK HE YABIDKU CPOKa Ha BAIMIHOCT HA odepTara cH, ce
OTCTpaHsiBa OT y4acTHe.

Msacmo u cpok 3a nooasane na oghepmu
Kemaemure na ydacTBaT B IpoIeaypara 3a Bb3JIaraHe Ha OOIIECTBEHATa MOPHUYKA MOJABAT JIMYHO
WIM Ype3 YIBIHOMOIIEHO Juile odepTUTe cU B JAEIOBOJACTBOTO Ha MUHHCTEPCTBOTO Ha
3paBeoria3BaneTo, Ha aapec: rp. Codust - 1000, mn. ,,Ceera Hemens” Ne 5, maprepeH erax, BCEKU
paboren neH ot 09:00 4. 1o 17:30 4. 10 gaTaTa, MOCOYEHA B OOSBICHUETO 3a OOIIECTBEHATA IMOPHYKA.
AKO Yy4aCTHUKBT H3Ipama opepraTa 4ype3 npernopbyuaHa Mmoma Wik Kypruepcka ciyx0a, pa3xoaure ca
3a HEeroBa cMeTka. B To3u citydaii Toii cienBa na u3nparu odepraTa Taka, ye ga 00e3nedu HeHOTO
NPUCTUTAHE Ha TOCOYCHHUs OT BB3iokuTens anpec mpead M3THYAaHE HAa CPOKa 3a IOJAaBaHE HA
odeprute. PuckbT OoT 3a0aBa mnm 3aryOBaHe Ha odepraTa € 3a ydyacTHUKA. BB3TOXKUTENAT HE ce
aHTa)XHpa J1a ChACUCTBA 3a MPUCTUTAHETO HA odepraTa Ha aapeca W B CPOKa OMPENEICH OT HEro.
Y4acTHUKBT HE MOXKE J]a UCKa OT Bb3noxkurens chAeMCTBUS KaTO: MUTHUYECKO OCBOOOXK/IaBaHE Ha
MpaTKa; MoJy4YaBaHe uype3 MOUCKBAHE OT MOMIEHCKH KIIOH; B3aUMOJICHCTBHS C KypHEPH UIIH IPYTH.
Odepture ce mogasar B 3ameyaTaH, HEPO3payeH, C HEHAPYILIEHA ISUIOCT UMK U C HAJIIUC!
o MunucrepcTBo Ha 3a1paBeona3BaHeto, rp. Cogpus— 1000, ni. ,,Cera Hegeasn” Ne 5 Odepra
3a yyacTue B 001IeCTBEHA MOPbYKA, C MPeIMeT:
»/10CTaBKA HA PAIMOAKTHBHY JIEKAPCTBEHU MPOAYKTH, paanodapManeBTHIIN, PATHOHYKJINIHA
reHepaToOpH, KUTOBe M PAAHMOHYKJIMIHHM npexkypcopu 3a 2016 r., oTmyckaHH IO pexa Ha
Hapen6a 34/25.11.2005 r. 3a peaa 3a 3aniainaHe oT peny0JIHKaHCKUs 0K0/:KeT HA JieYeHUeTO Ha
OBJrapCcKUTe TpPaKAaHH 3a 3a00/51BaHUsl, U3BBbH 00XBaTa HAa 3aAbJLKHUTETHOTO 3APABHO
ocurypsiane'’, BKitoupaiia 46 caMmoCTOsITETHO 000COOEHU TTO3UIIUU
3a O60cobena no3UUUA ND ......... C HPEOMEH ...uueeeeeeerersnsrossssrcsssseosans
HaumenoBanue, aapec, Tej1e)oH 1 M0 Bb3MOKHOCT (aKe U eJIEKTPOHEH aJipec Ha YYaCTHUKA.
Cnennoto mpennucanue: ,,Jla He ce oTBaps mpeau pasriexiaaHe ot crpana Ha Komucusita 3a
OlleHSIBAHE U KJacupaHe”.
Jlo u3THUYaHe Ha CpoKa 3a MoJiydaBaHe Ha 0(hepTH BCEKU YUaCTHUK MOXKE Ja TIPOMEHH, TOMBIHU WU
orrernin odeprata cu. OTTeriasHeTOo Ha odeprara MpeKkparsBa IO-HATaTBLUIHOTO YYacTHE Ha
y4yacTHHKa B Mpolenypata. JlombliHeHHETO W MpoMsHata Ha odepraTa TpsOBa aa OTroBapsT Ha
M3MCKBAHUATA M YCIOBUATA 3a MPEJCTAaBsIHE HA ITbpBOHAYaIHATa odepTa, Karo BBPXY IUIHKAa ObJe
otOensi3an u Tekct ,,JlonbiaHenue/[IpoMsna Ha odepTa/c BXOASIL HOMEP................. 3a ydactue B
oTKkputa mnpouenypa no pena Ha 30I1 ¢ npenmer: ,,JlocTaBka HA PaIMOAKTHBHHU JIEKAPCTBEHU
NPOAYKTH, paguodapManeBTHIIH, PAAUOHYKJIHIHN TeHEPATOPH, KUTOBE W PATUOHYKJIHIHU
npexypcopu 3a 2016 r., ormyckanu no peaa Ha Hapen6a 34/25.11.2005 r. 3a pena 3a 3amiamane
OT penyOJHKAHCKHSI OIOJ:KeT Ha JIeYeHHeTO HAa OBbJrapcKkuTe rpakiaHu 3a 3a00J1s1BaHMA,
U3BbH 00XBaTa Ha 3aJbJLKHUTEJHOTO 3[PAaBHO OCUrypsiBaHe', BKitouBamia 46 CaMOCTOATEIIHO
000co0eHH MO3ULIUU" 3¢ Q00COOEHA NOZUUUA NC ........ C HPCOMEHL «a..ueevnveosnesssssossssssssosasses
IIpuemane Ha oepTHu / BpblllaHe HA oepTH:
[Tpu mogaBane Ha odepTa U MpUEMAHETO i BBPXY IUIHKA ce OTOeNA3Ba BXOIAI] HOMEp, aTa U 4ac Ha
MOCTHITBAHE U MIOCOYCHUTE TAHHH C€ OTOEISI3BAT BHB BXOJISII PETHCTHP, 32 KOETO Ha MPHHOCHTEIIS
ce u3JlaBa JJOKyMEHT.



OdeptH, KOUTO ca MPEJCTABCHH CJIe] KpalHU CPOK 3a MoJTydaBaHe WM B He3alevyaTaH, Ipo3pavycH
WJIM CKbCaH IUTHK, C€ BPBIIAT Ha mmoaaress He3abaBHO. Te3u o0cTosTencTBa ce oToens3BaT B
perucThpa Mo NMPeaxXoaHus aparpad.

[Tonmydenute odepTu ce ChbXpaHsBaT B AETOBOJCTBOTO HA MUHHCTEPCTBOTO HA 3APaBEONa3BaHETO JI0
JICHS, OIIPEJICIICH 3a OTBapsiHE Ha oepTHUTe.

PA3JIEJI 11.
II'bJIHO OIIMCAHUE HA ITPEJIMETA HA ITOPBYKATA
2.1.0BEKT
OOekT Ha HacTosIIaTa O0IIeCTBEHA MOPhYKa € ,,JOCTaBKAaTa Ha CTOKH ~ 10 CMUCHJIA Ha WiI. 3, ai. 1,
1.1 oT 30I1.
22.JIPEJMET
[IpenMeThT Ha Bb3NIaraHe Ha HACTOSIATA MOPHYUKA €: ,,JlocTaBKa Ha PaJl0aKTHBHU JIeKAPCTBEHH
NPOAYKTH, paguopapManeBTHIIH, PATUOHYKJIHIHN TeHEPATOPH, KUTOBE W PATHOHYKJIHIHU
npexypcopu 3a 2016 r., ormyckanu no peaa na Hapenoa 34/25.11.2005 r. 3a peaa 3a 3amiamane
OT penmyOJMKAHCKHUS OIO:KeT Ha JIeYeHHETO HAa OBJrapcKkuTe rpazkiaHd 3a 3a00JisiBaHHSA,
U3BbH 00XBaTa Ha 3aJbJUKHTEJIHOTO 3PABHO OcUrypsiBaHe', BkitouBamia 46 caMOCTOSTEIIHO
000Cc00eHN TO3UINK ", KAKTO CJIENBA:
JIEKAPCTBEHHU NPOAYKTH
Ne
TexHeneBH TeHEPATOPH
99-Mo sodium molybdate; 99m-Tc Technetium pertechnetate 7,5 GBq
99-Mo sodium molybdate; 99m-Tc Technetium pertechnetate 12,5 GBq
TexHenneBU KUTOBE
Technetium (99m Tc) macrosalb
Technetium (99m Tc) nanocolloid
Technetium [99mTc] Exametazine 0,5 mg
Technetium [99mTc] Tetrofosmin
PagnodapmaneBTHIIM 32 TUATHOCTHKA in Vivo
Sodium lodide [131 I] nepopanna ¢popma 74 MBq
loflupane (123-1)
lobenguane [131 1]
AV4 PanuodgapmaneBTuiiy 32 Tepanus
10 Sodium lodide [131 I] nepopanna ¢popma 1,85 GBq
11 Sodium Iodide [131 I] mepopanua dpopma 3,7 GBq
12 Strontium (89 Sr) chloride

©CON=0CURWINRE —

MEJIUIIUHCKU U3AEJIUA
Ne
v PaguodapmaneBrunu 3a Tepanus
13 192 Ir 3a Muxpocenektpon 150 cm/10 Ci
Vv PagnopapmaneBTHIIM 32 JTMATHOCTHKA in Vitro

14 1251 fT3 KIT

15 1251 fT4 KIT

16 125 I TSH (96-100 mpo6u) KIT IRMA
17 125 1 TSH (384-400 npo6u) KIT IRMA
18 125 | Insulin KIT IRMA

19 125 1 FSH KIT IRMA

20 1251 LH KIT IRMA

21 125 1 Prolactin KIT IRMA

22 125 | Testosteron KIT

23 125 | Progesteron KIT

24 125 | Estradiol KIT

25 125 1 CA-15-3 KIT IRMA

26 125 1 CA-125 KIT IRMA



27 1251 CA-19-9 KIT IRMA

28 125 1 PSA KIT IRMA

29 125 | Plasma renin activity

30 125 1 Calcitonin KIT IRMA

31 125 | Aldosteron

32 1251 ACTH IRMA

33 125 I Paratchormon intact IRMA
34 125 | beta 2 microglobulin

35 125 Vit B 12 + ¢onuesa kucenuHa
36 125 | Thyreoglobulin

37 125 | Cortisol

38 125 I DHEAS

39 125 | anti TG antibody

40 125 I anti TPO antibody

41 125 1 TRAK

42 125 1 KapiuaoemOpronanen antured IRMA
43 125 1 HGH KIT IRMA

44 125 | Alpha-fetoprotein (AFP) KIT
45 125 1 BhCG KIT

46 125 1 Ferritin KIT

PA3JIEJI 11T
N3UCKBAHUA KBM YYACTHULUTE

1. OB U3BUCKBAHUSA KBbM YYUACTHHUIIUTE

1.1. B nponenypara 3a Bb3jaraHe Ha OOIIECTBEHATa MOPHYKA MOTAT Jla y4acTBAT OBITApCKUA WU
qyXJAeCTpaHHH (U3MYECKH WU IOPUAMYECKU JIUIA, BKIIOYUTEIHO TEXHU OOCAMHEHUS, KOHTO
OTrOBapSAT HA W3MCKBAHUATA, PETJIAMEHTHPAHU OT 3aKOHA 3a OOMISCTBCHH TMOPHUKH M OOSIBEHUTE
M3HUCKBAaHUS OT Bb3moxuTens B HacTosIaTa ITOKYMEHTAlUS U OOSBICHHETO 3a OOIIecTBEHAaTa
MopbhUKa.

1.2. Bceku y4acTHHK MOXKe J1a MIpeCTaBu caMo eaHa odepTa B HacTosIIaTa OOIIEeCTBEHA MOPHUKA.
Bceuuku 10KyMEHTH, KOMTO ca Ha 9YX] €3UK C€ MPEACTABAT U C IPEBOJI Ha OBJITapCKU €3HK.

1.3. He ce nomycka mpeicTaBsHEeTO Ha BApHAHTH.

1.4. He ce momycka €IHO U CHIIO (PU3UIYECKO WM FOPUIUUYECKO JIUIIE J1a y4acTBa €THOBPEMEHHO B
IBe OOeNWHEHHWs, KOUTO ca Y4YacTHUIM B TMpolleaypaTa, WM Ja YydacTBa B TMpoleaypaTa
CaMOCTOSITEIIHO U B 00OeIMHEHHE.

1.5. C odeprata cu ydyacTHHLIIUTE MOXe O€3 OrpaHMYEHHUsS Ja TMpeasararT MOJ3BaHETO Ha
IO TM3ITBTHUTEIIH.

1.7. Jlume, KoeTo € Jano ChIIacHeTo CH U (urypupa KaTo MOAMZMBIHUTEN B odepTara Ha APYT
YYaCTHHUK, HE MOXKE JIa IPEICTABS CAMOCTOATEIIHO odepTa.

1.8. Jluue Bnucano B wi. 19, an. 2 , 1. 8 or 30Il, yyacTBano B u3pabOTBaHETO HA TEXHUYECKUTE
cnenu@uKanuy ¥ Ha METOJIMKaTa 3a OIleHKa Ha odepTuTe B HACTOAIIATA MPOIEAypa, HE MOXE Ja
ydJacTBa B MpoIlelypaTa 3a Bb3JIaraHe Ha 00IlecTBeHaTa MOPhUKa CAMOCTOSITETTHO U B 00E€TMHEHHE
C IPYTH JIMIIa KaTO YYaCTHHK, YICH Ha 00CMHEHHS-YIaCTHUIIN, TTOU3ITBIHUTEN, U Ype3 CBBP3aHH
JUIIa, OCBEH aKO JOKYMEHTHUTE, B YHETO W3pa0OTBaHE € y4JacTBajo ca MPOMEHEHHW, Taka Y€ HE
MPEIOCTaBAT HA YYaCTHHUKA MHPOpPMAIUs, KOSITO MYy JaBa MPEAUMCTBO MPEA OCTAaHAIUTE YYACTHHIIH
B IpoIieaypaTa.

19._ He moowe Oa yuacmea BBHB BB3JIaraHeTo Ha OOIIECTBEHATa MOPHUKA JHIE, CHOTBETHO
Bb3noxkurensaT 1me OTCTpaHM OT ydacTHe B TPOIEAypa 3a Bbh3jaraHe Ha oOIecTBeHa MOpbhUYKa
YYaCTHHK, 32 KOWTO € HaJUIE TTIOHE €THO OT OOCTOSITENCTBA, MOcoueHu B ui. 47, an. 1, 1. 1, 6. ,,a”° 10
W1, T.2,3u4,am 2, 7.1 u5wuan 5 or 3011, a uMeHHO BB3MOXHUTENAT 11I€ OTCTPAHU OT yJ4acTHE
YYaCTHUK:

a). KoiiTo e ochieH ¢ Bsi3/Ia B cujia IPHUCH/1a, OCBEH aKo € peaduIuTupaH, 3a:




- TIpecThIIEHWE MPOTUB (PUHAHCOBATa, JaHBYHATA WJIU OCUTYpUTEJIHATA CHUCTEMa, BKIIOYUTEIHO
U3NMpaHe Ha napi, o wi. 253 - 260 ot HakazaTenHus Koaekc;

- noakyn no 4i. 301 - 307 ot HakazarenHust KOJEKc;

- ydacTue B OpraHu3MpaHa npecTbiHa rpyna rno 4wi. 321 u 321a or HakasaTtenHus Koaekc;

- MPECTBIICHUE MPOTUB COOCTBEHOCTTA 1O Wi. 194 - 217 oT HakazaTenHus KoaeKc;

- IPECTBIUIEHUE ITPOTUB CTOMAHCTBOTO 10 Wil 219 - 252 ot HakazaTenHus Koaekc;

0) KOWTO € 00SIBEH B HECHCTOSITEITHOCT;

B) KOHTO € TPOW3BOJACTBO IO JMKBHIAIMS WJIA CE€ HaMHpa B MOJOOHA MpOIEAypa CBIIIACHO
HAI[MOHAJTHUTE 3aKOHU U MOJI3aKOHOBU aKTOBE.

I') UMa 33JIbJDKCHHS TI0 CMHUChJIa HAa Wwi. 162, an. 2, T. 1 oT JlaHbUHO-OCUTYPUTEIIHUS TIPOLIECyaJIeH
KOJIEKC KbM JIbpKaBaTa M KbM OOLIMHA, YCTAHOBEHHU C BIISI3BJI B CHJIa aKT Ha KOMIIETEHTEH OpraH,
OCBEH aKO € JIOMyCHATO pa3CpOYBaHE MJIM OTCPOUYBAHE HA 3aJbJKEHUSATA, WU MMa 3aJbJDKEHUS 32
JaHbLIM WIM BHOCKU 32 COIMAIIHOTO OCHUTypsIBaHE CHIVIACHO 3aKOHOJIATEJICTBOTO Ha JIbp’KaBara, B
KOSITO YYaCTHUKBT € YCTAaHOBEH;

1) KOHTO € B OTKPUTO MPOU3BOACTBO IO HECHCTOATEIHOCT, WM € CKIIOYWI HU3BBHCHACOHO
CIIOpa3yMEHHE C KPEAUTOPUTE CU MO cMHChia Ha wi. 740 or ThproBckusi 3aKOH, a B ciydaid ye
YYaCTHUKBT € UY)KJIECTPaHHO JIMILE - C€ HaMHupa B NOJ00HA MpoleAypa ChIVIACHO HAIIMOHAIHUTE
3aKOHU U TOJ3aKOHOBH aKTOBE, BKIIIOUMTEJIHO KOTaTO HETroBaTa JEMHOCT € MO pa3lopexkaaHe Ha
ChJla, UJIM YYACTHUKBT € MPEYCTAHOBUI IEUHOCTTA CH;

€) KOWTO € OCBHJICH C BJIS3JIa B CHJIa IPUCHAA 3a TipecThivieHne o wi. 313 ot Hakazarennust Kogexc
BBB BPb3Ka C IPOBEXKAaHE HA MPOIIEAYypHU 32 Bb3JIaraHe Ha OOLIECTBEHH MOPHUYKU;

) IIpH KOMTO JnuaTa 1o 4i. 47, an. 4 ot 3011 ca cBbp3aHu JMLa ¢ BB3JIOKUTEINS WU ChC CILY)KUTETU
Ha PHKOBOJIHA JITHKHOCT B HETOBaTa OpraHM3allMs, ca CBbP3aHU JHIla o cMuchia Ha § 1, T. 23a oT
JIOIBTHUTETHUTE pasnopenOou Ha 3akoHa 3a OOMIECTBEHUTE MOPHYKA C BB3IOKHUTENS WIH ChC
CIIy>)KMTEJIH, Ha PbKOBOJHA JUTH>KHOCT B HErOBaTa OpraHu3allus;

3) PU KOHUTO KOUTO ca CKIOYMIN JOTrOBOp ¢ Julle mo wi. 21 win 22 ot 3akoHa 3a MpeloTBpaTsIBaHe
Y yCTAaHOBSIBaHE Ha KOH(DIUKT HA UHTEPECH;

1) KOMTO ca CBbP3aHU JIMLA C IPYT YYaCTHUK WM KaHJUAAT B CbOTBETCTBUE C wi. 55, an. 7 ot 30I1;
i) 3a KOWTO € HalMile HAKOE OT 0OcTosTeNncTBaTa Mo wi. 3, T. 8§ oT 3aKkoHA 33 HKOHOMUYECKHUTE U
(DMHAHCOBHUTE OTHOIICHUS C JAPYKECTBATa, PETUCTPHPAHU B IOPUCAMKINH C MpedepeHInaIcH
JaHbUYEH PEXHUM, CBBP3aHHUTE C TAX JHUIA U TEXHUTE ICHCTBUTETHH COOCTBEHHUIIM, a UMEHHO: €
JPYXKECTBO, PETUCTPUPAHO B FOPUCAUKIINU € TIpedepeHIInaIeH JaHbUCH PEXXUM WIH CBBP3aHO C HETO
TuIeE.

/C o2neo cnazeanemo Ha usUCK8aHuama Ha 3aKOHA 3a obujecmeeHume NOpPvUKU, Npu nooasame Ha
opepmama 3a yuacmue, yvacmuuyume y00Cmosepsaeam 1uncama Ha obcmoamencmeama no ui. 55,
an. 7 om 3aKoHa ¢ 0eKaapayusl, Kosamo ce Nonvied, NOONUCEA U NOONeYamed, CbeladCHO NPUTLOHCEHUSL
obpasey.

3a oocmosmencmeama no un. 3, m. 8§ om 3akouna 3a ukoHomMuuecKume u QUHAHCo8UmMe 0OMHOULeHUs C
opyarcecmeama, pecucmpupanu 8 IPUCOUKYUU ¢ npeghepenyuaien OaHbYeH PeXdcUM, C8bp3aHume ¢
max auya u mexuume Oeucmeumentu coOCMEeHUYU, yuacmuuyume npeocmagsam Oexkiapayus no
obpazey om Hacmosuwama OOKymMeHmayus./

1.10. Kocamo ywacmuuyume ca wpuoudecku auya, uzuckeanuama no m. 1.9, oykea «a» u ,,e”, ce
npunazam, KAKmo cieoea:

1. mpu crOUpaTeTHO IPY>KECTBO - 3a auIaTa mo wi. 84, an. 1 u wi. 89, an. 1 ot THproBckus 3aKkoH;

2. MpU KOMaHAWUTHO JPYXKECTBO - 3a nunarta mo 4wi. 105 ot TeproBckusi 3akoH, 0€3 OrpaHUYEHO
OTTOBOPHUTE ChHAPYKHUIIU;

3. Ipu APY>KECTBO C OTpaHUYEHA OTTOBOPHOCT - 3a JuIara mo 4wi. 141, an. 2 ot TeproBekust 3akoH, a
MPY €THOJIMYHO APYNKECTBO C OTPAaHUYECHA OTTOBOPHOCT - 3a Juuara no 4wi. 147, an. 1 ot TeproBckus
3aKOH,;

4. Ipu aKIIMOHEPHO PYKECTBO - 3@ OBJIACTEHUTE JIAIa 1O 4il. 235, ai. 2 oT ThproBCKUs 3aKOH, a IPU
JUTICa HA OBJIACTSIBAHE - 3a NuIaTta mo wi. 235, ain. 1 ot ThproBCeKus 3aKOH;

5. Ip¥ KOMaHJIUTHO JIPY>KECTBO C aKIUU - 3a Jinmara no 4i. 244, an. 4 ot ThproBCKUs 3aKO0H;

6. IpH €THOJIUYEH ThProBell — PU3NIECKOTO JIUIE — ThPrOBell,

7. BBB BCHYKH OCTaHAJIW CIIy4aW, BKJIIOUHUTEITHO 3a YYXKISCTpPAaHHUTE JIMIA - 3a JHUIaTa, KOUTO
MpeJICTaBIsIBAT YYaCTHUKA,
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8. B xunote3ute HA T. 1 - T. 7 - 1 32 IPOKYPUCTUTE, KOTAaTO UMa TakuBa. B ciiyuaii, ye 4yXaecTpaHHO
JTUIE UMa TIOBeYe OT €IMH MPOKYPHUCT, ACKIapalusaTa ce MoJaBa caMO OT MPOKYpPUCTA, B YHSITO
Mpe/ICTaBUTENIHA BJIACT € BKIIIOUeHa TepuTopusita Ha Penybnuka bearapus.

1.11. lIpu nonaBaHe Ha odepTaTa YUaCTHUKBT YAOCTOBEPSIBA JIMIICaTa Ha OOCTOSATENCTBATA IO WiI. 47,
an. 1 u 5 ot 30I1 u nmocoueHuTe B OOSABICHUETO U3UCKBAHUA 110 all. 2, T. 1 U 5 ¢ egHa Jnekiapaus,
nojAmnyucaHa oT JIMIaTa, KOUTO MPEJCTaBIsABAT y4yaCTHUKA, Ha ocHoBaHue wi.47, ai. 9 or 30I1. B
JeKIapanusaTa ce BKIIOUBA U MHGOpPMAIUs OTHOCHO MyOJIMYHUTE PETUCTPU, B KOUTO C€ ChAbPXKAT
MMOCOYCHHUTE OOCTOSITENICTBA, WJIM KOMIIETCHTHHSI OpraH, KOWTO CBIVIACHO 3aKOHOJATEJIICTBOTO Ha
IbpXkKaBaTa, B KOSTO YYAaCTHUKBT € YCTAaHOBEH, € JUIbXKEH Ja MpeAocTaBs HMHPoOpManus 3a Te3H
00CTOSITETICTBA CITY>KEOHO Ha BB3TIOKUTEIS.

1.12. B cayuait, ue yyacmHukvm yuacmea Kamo 00eOUHeHue/Uau KOHCOPpUUyM/, KOETO HEe €
PETUCTPHUPAHO KATO CAMOCTOSITEITHO FOPUINYECKO JIUIIE, TOTaBa YYACTHUIIUTE B OOCAMHEHUETO /MU
KOHCOpIUYMa/ TOANKUCBAT JOKYMEHT - CIIOpa3yMEHHE HIIU JOTOBOD.

JIOKyMeHTBHT TpsiOBa /1a Obi€ MPECTaBEH OT YUYacTHUKA 8 Konue.

JIOKyMeHTBHT TpsiOBa J1a ChIbprKa KIay3H, B KOUTO € OMPEIENICHO:

- Bceuuku uineHoBe Ha 00eTUHEHHETO/ KOHCOPIIMYMa ca OTTOBOPHU 3a€IHO M TMOOTAEITHO 3a
U3IBJIHEHUETO Ha JOTOBOPA,

- E ompenenen mpencraBisBamius 00eIUHEHUETO/ KOHCOPIIYMa, KOWTO € YITTHOMOIIEH /1a
3a[IbJKaBa, Jla MoJdy4yaBa YKa3aHHs 3a U OT KIMETO Ha BCEKU WIEH Ha 00eIMHEHUETO/ KOHCOPIMYyMa.
Jlommycka ce rmoBeue OT €IHO JIMIIC J1a TPEACTABISIBAT 00CIUHEHUETO 3a€THO U MMOOT/ACIHO;

- [IpencraBnsgBamusaT OOEAMHEHHWETO/ KOHCOPLIMYMa € YII'BJIHOMOIIEH Ja MpeACTaBH
odepraTa OT IMETO H 32 CMETKA Ha 00CIMHEHHUETO | JIa CKITFOYH JJOTOBOP C BB3JIOKHUTEIIS;

- CpoxbT Ha OOEOUHEHHETO € Hali-MajKo 3a BPEMETO, 3a KOETO Mopbukara mie Obie
W3IBJIHEHA;

- Beuuku uneHoBe Ha 00eqMHEHUETO/ KOHCOPIMYMa ca 3aJb/DKEHU Ja OCTaHaT B HEro 3a
LIeTUs TIEPUO/T HA U3ITBJIHEHUE Ha JJOTOBODPA;

- B cnyuaii, ue B IoroBopa HE € MOCOYEHO JIMIIETO, KOETO MPEJCTaBiIsIBa yYACTHHUIIUTE B
O0CMHECHHUETO, CIIS/IBA JIa CE MPEJCTaBU JOKYMEHT, TOIIUCAH OT JIUIaTa B 00CIMHEHUETO B KOHUTO
ce MOCOYBa MPEICTABISBAILIUAT.

- Hexnapamusata mo wi. 55, an. 7 or 30I1 ce npencraBs 3a 00€IMHEHHETO — YYaCTHHK B
nporueaypara.

- HexnapanusTa mo wi. 3, T. 8 oT 3akoHa 32 UKOHOMUYECKUTE U (PMHAHCOBUTE OTHOIICHHUS C
Ipy’KecTBaTa, pETUCTPUPAHU B IOPUCIUKIINU C pedepeHIInalIeH JaHbYCH PEKUM, CBBP3aHUTE C TIX
JUIAa U TEXHUTE JCUCTBUTEIHH COOCTBEHUIIM, CE MPEACTaBs 3a BCAKO (PU3NUYECKO WIIH IOPUINIECKO
JUIIE, BKIIOYEHO B O0ETMHEHUETO.

He ce oonyckam npomeHu ¢ cocmaea Ha 00eOuHeHuemo cied u3muiuane Ha cpoKa 3a nooasane Ha
ogpepmama.

1.13. B ciry4aid, ye y9acTHUK B MpoIeaypaTa € 00eTUHEHIE/KOHCOPIIMYM, KOETO HE € PETUCTPUPAHO
KaTo CaMOCTOSTEIHO IOPHAWYECKO JHIle, Aekiapanusara mo wi. 47, an. 9 ce mpelncTaBsT 3a BCSIKO
(hU3UYECKO WIIH FOPUIMYECKO JIUIIE, BKIIOUEHO B 00 TUHEHUETO.

Bb3noxurensit, He nocmasa u HAMa U3UCKEAHE 3a CH30AGAHE HA OPUOUYECKO uye, B CIydaid, e
n30paHuT 3a 3bIHUTEN yYaCTHUK € 00elMHEeHue OT (U3NYECKU W/UIH IOPUINYECKH JIUIIA.

1.14. 3a noaAM3NbJIHUTEIUTE Ce MPUJIATAT CAMO U3UCKBAHUATA 10 4i1. 47, aix. 1 u 5 ot 30I1.
1.14.1. Vyactue Ha NOAU3I'BJIHUTENN MIPU U3ITbJIHEHHE HA OOIECTBEHATa IOPBUKa

o Jlune, xoeto e nano cwriacue u (GUrypupa Karo MOAM3IBIHUTEN B odeprara Ha ApPYr
y4aCTHHUK, HE MOXeE Jla MPEACTaBsl caMOCTOsTeNIHa odepTa 3a ydacTue, ChbriaacHo uwi. 55, al. 5 oT
30I11.

o Y4acTHUKBT B MPOLIEAYypaTa, ONpPEeNieH 3a U3MBIHUTEN, € JUIBXKEH Ja CKIIYH JOTOBOp 3a
MOAU3MBIHEHUE C TMOJM3IBIHUTENNTE, MOcoueHH B odeprara. CKIIOYBAHETO Ha JOTOBOP 3a
MOAN3ITBIHEHUE HE OCBOOOXKIaBa M3MBJIHUTENS OT OTTOBOPHOCTTA MY 3a M3ITBIIHEHHE Ha JOTOBOPA
3a 00I11eCTBEHA MOPBUKA.

1.14.2 3bIHUTEIAT HAMa MPaBo JIa:

o CKJTIOYH JIOTOBOD 3a MOAM3IIBIIHEHUE C JIUIE, 32 KOETO € HAUIE 0OCTOSTENCTBO 1Mo 4. 47, an.
1 unu 5 ot 3011,
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o BB3JIOKM M3MBIHEHUETO Ha €JHAa WM MOBeYe OT JACHHOCTHTE, BKJIIOUYEHU B INpEAMETa Ha
o0IIecTBeHaTa MopbhUKa, Ha JIUIA, KOUTO HE ca MOIU3IIBIHUTEIH;

1.14.3. VB3OBJHUATENAT € IIBKEH Ja MpeKpaTH JOTOBOP 3a IMOIU3IBIHEHWE, aKo MO BpeMe Ha
U3MBIHEHHETO MY BB3HHKHE o0cTosTenctBo mo uin. 47, anm. 1 wmum 5 ot 30I1, kakTto u mpu
HapymiaBaHe Ha 3a0panarta 1o wi. 45a, an. 4 B 14-mHEBEH CpOK OT y3HaBaHeTo. B Te3u ciaydau
M3IIBJIHUTENAT CKIIOYBA HOB JIOTOBOP 33 MOJM3NBIHEHHE IIPU CIa3BaHE HA YCJIOBUATA H
H3UCKBaHMATA Ha 4. 45a, aim. 1 — 5 ot 30I1.

1.14.4. I3mbaHUTETSAT HSIMA MPaBO Jia 3aMEHU MOCOUYeH B oepTaTa MoAM3IBIHUTEN, OCBEH KOTaTo:
a) 3a MPeUIOKEHUSI TOIU3ITBIHUTEN € HAJIMIE WU Bb3HUKHE 00CTOSATENCTBO 1o wi. 47, an. 1 wiu 5
ot 30I1;

0) IpeUIOKEHUST MOAN3ITBIHUTEI IPECTaHEe J]a OTrOBapsi Ha HOPMAaTUBHO M3MCKBAHE 32 M3ITbIHEHUE
Ha e/IHa WM [0BeYE OT JICHHOCTUTE, BKIIOUYEHHU B IIpeIMETa Ha JOTOBOpa 3a MOIU3IIBIHEHUE;

B) JOTOBOPHT 3a MOAM3IBIHEHHE € NPEKpaTeH MO BHHA HA MOJU3IBIHHUTENS, BKIIOYUTEITHO B
cinydaute no 4i. 45a, an. 6 ot 30I1.

1.14.5. B cpok A0 Tpu AHU OT CKIIOYBAHETO HA JIOTOBOP 3a MOJU3IIBIHEHUE WIN Ha JOIBIHUTEIHO
CHIOpa3yMeHHEe KbM HEro, WK Ha IOTOBOP, C KOMTO ce 3aMeHsI OCOUeH B oepTaTa MOJU3IIBIHUTEN,
MBITBJIHUTEIAT C€ 3aIbJDKaBa Ja U3NPATH OPUTHHAIIEH €K3EMIUIAP OT IOTOBOPA WM JOIIBJIHUTEITHOTO
CIIOpa3yMeHHE Ha BB3JIOKHUTEIS 3a€JHO C JI0Ka3aTeJICTBa, Ye He € HapylleHa 3abpaHara mo 4. 45a,
an. 2 ot 30I1.

1.14.6. [loau3nbIHUTENNUTE HAMAT MPABO J1a IIPEeBb3JaraT eHa WK MoBeYe OT ACHHOCTUTE, KOUTO ca
BKJIIOYCHH B TIPEIMETa Ha JIOTOBOPA 3a MOIU3ITBIIHEHHE.

1.14.7. Tlpu yuyacTHe HA MNOAUBIBIHUTEN/W TPH H3MBIHEHUETO HA JIEHHOCT IO JOroBOpa 3a
oOIIecTBeHAaTa IMOPHUYKA, 32 KOSNTO M3IBIHUTENAT € CKIIOYWII JIOTOBOP 32 IOAW3ITBJIHEHHE,
Bo3noxurensaT npueMa JeHHOCTTa B MPUCHCTBHETO HA M3MBIHUTENS M Ha Hoau3mbiaHutess.lIpu
IIPUEMAHETO Ha paboTaTa M3MBJIHUTENIAT MOXE Jla NPEACTaBU Ha BB3JIOKUTENS J0KA3aTeNICTBA, 4ye
JIOTOBOPBT 3a MOAMZMBIHEHUE € MPEeKpaTeH, WiIu padoTara WIM YacT OT Hes HE € W3BbpIICHA OT
MOTU3ITBIHUTEIIS.

1.14.8. Bp31m0KUTEIAT U3BBPIIBA OKOHYATEIHOTO IUIAII[AHE 110 I0rOBOPa 3a 00IIeCTBEHA MOPHUKa, 32
KOHNTO MMa CKIIOYEHH JOTOBOPH 3a TOJM3IBIHEHHE, CJeJ KAaTo MOJYyYH OT H3IBIHUTENS
JI0KA3aTeJICTBA, Y€ € 3alIaTUil Ha MOAU3IBIHUTEINTE BCHUKHU MPUETH pabOTH.

Bb3/10KHMTEST He H3BBPIIBA OKOHYATETHOTO IUIAIAHE T10 10T0BOPa 32 0011ecTBEeHA NOPbYKA,
3a KOHTO MMa CKJIIOYEeHH J0Tr0OBOPHU 32 MOAU3NbJIHEHHE, AKO JOrOBOPHT 3a NMOAU3NbJIHEHHE €
NnpeKpaTeH, WK padoTaTa WM YacT OT Hesl He € M3BBbPIIEHA OT MOAN3IbJIHUTEJIS.

1.15. BB3JI0KUTENAT 111€ OTCTPAaHU OT yyacTHe B MPOLeypaTa BCEKH YYaCTHHK, IPH KOWTO € HaIuLe
HSIKOE OT CJIETHUTE O0CTOSTENICTBRA:

1.15.1. B oeprara He € npeACTaBEeH HAKOH OT HEOOXOAUMUTE JOKYMEHTH WM MHPOpPMALUS 10 Yl
56 ot 3akoHa 3a 00IECTBEHUTE MOPHUKH;

1.15.2. xoiito e npeacTaBui opepra, KOSITO HE OTTOBAPAT Ha MPEIBAPUTEIHO OOSIBEHUTE YCIOBUS Ha
Bu3noxwurens;

1.15.3. koiiTo e mpeacTaBui opepra, KOATO He OTTOBAPs HA M3UCKBAHUATA HA WI. 57, ai. 2 oT 3aKoHa
3a 00IIECTBEHUTE MOPBUKH;

1.15.4. 3a xororo mo pexa Ha wi. 68, an. 11 or 30Il e ycraHOBEeHO, ye € MpeACTaBHJI HEBSIpHA
uHpoOpManus 3a JIOKa3BaHE Ha CHOTBETCTBHETO MY C OOSBEHUTE OT BB3JIOKHUTEIS KPUTEPUH 3a
noaoop.

1.16. BB3710KUTENIAT HE TIpUeMa 3a yJacTHe B MPoIleIypaTa v BpbhIla He3a0aBHO odepTa, KOsATO e:
1.16.1. ITocTpnuna B He3aneuyaTaH WA CKbCAH ILINK;

1.16.2. TlocTenmia ciieq W3THYAHE HA KpaiHUS CPOK 3a IMojaBaHe, choOpasHo OOsBIIEHHETO 3a
o0I1IeCTBeHa TOPBYKA.

YuyacTHUNMTEe ca UIBKHM B IIpoLeca Ha NpPOBe:XKIaHe Ha MpoueAypaTa 1a YBeIOMSBAT
Bb3/10kuTe/I 32 BCHYKH HACTHIWJIM MPOMEHH B NMOCOYEHHTE M0 — rope 00CTOSITEICTBA MO Y.J1.
47,an.1,2 u 5 or 3011 B 7-1HEeBEeH CPOK OT HACTHIIBAHETO UM.

3abenexcka: I[lpeocmassanemo Ha ogepma 3a yuacmue 6 HACMOAWAMA OMKPUMA NpOYeoypa
3a0badcasa Y4acmHuka 0a npueme HAanvlIHO 6CUYKU USUCKBAHUS U YCIOBUS, NOCOYEHU 8 Mma3u
O0oKymMeHmayus, npu cnazeane Ha 3akoua 3a obwecmeenume nopvuku (30I1). Ilocmasanemo Ha
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pasiudHu om me3u yCjao8Usd U USUCKEAHUA Om CmpaHa HA Y4ACMHUKA HE aHecax;dcupa no HUKAKb6
HauuH Bv3noocumens.

2. KPUTEPUU 3A NOABOP BKJUIIOUBAIIMW MHUHHUMAJIHU HN3UCKBAHUSA 3A
TEXHUYECKHN BB3MOXHOCTU U KBAJIMO®OUKALIUA HA YYACTHUULMUTE,
CBI'JIACHO 3AKOHA 3A OBIIECTBEHUTE ITOPBYKH.

2.1. MuHMMAJIHM U3MCKBAHUS:

2.1.1. 3a o6ocobenu mozumum OT Ne 1 mo Ne 12, BkJ. ydacTHUIIUTE B HpolleAypara TpsOBa aa

MPUTEKABAT pa3pellieHre 3a MPOU3BOJICTBO, M3AaaeHO 1o pena Ha 3JIIIXM (B cinyyaute mo wi. 196,

an. 1 or 3JIIIXM) wiu 3a THpProBus Ha €IpO C JIEKAPCTBEHH MPOAYKTH WM YIOCTOBEpPEHHE 3a

perucTpanus 3a ThproBHs Ha €IpO C JEKAPCTBEHH MPOJIYKTH, WIH pa3pelieHue 3a BHOC — U3/a/IeHU

o pena Ha 3JIITXM.

Tosa obcmosmencmso ce 0okazea ¢ npedcmassHemo Ha 3aBEPEHO KOMHE Ha pa3pelieHHe 3a

MPOU3BOACTBO, M3aaaeHo 1Mo pena Ha 3JIIIXM (B ciaydante 1o wi. 196, an. 1 ot 3JIIIXM) unu 3a

THProOBUSl Ha €lIpO C JIEKApPCTBEHU MPOAYKTH WU YIOCTOBEPEHHE 3a PEerucTpanus 3a ThProBHs Ha

epo C JIeKapCcTBa, WK pa3pelieHue 3a BHOC — U3aafeHu no peaa Ha 3JIIIXM.

2.1.2. 3a o6ocobena mosumms ot Ne 13 mo Ne 46, BKIJI. y4acTHHIIUTE B MpoIleaypara clie/Ba na

OTrOBapsT HAa U3UCKBaHUATA HA 4. 77, an. 1 unm an. 2 ot 3akoHa 3a MenquuuHckuTe uzaenus (3MUN)

U Ja MpUTEKaBaT pa3pellieHue 3a ThProBUS Ha €Apo ¢ MeAUIMHCKU u3nenus oT MAJI wnmm apyr

JOKYMEHT, yIOCTOBEpSIBAIl MPaBOTO HMM Ja TbPryBaT C MEIWLMHCKU HW3JAENUsi, H3IaJCH OT

KOMIIETEHTEH OpraH Ha Jpyra JbpXKaBa 4WIEHKa WIM Ha JApyra JObpKaBa — CTpaHa IO

CriopazymenueTo 3a EBpONEHCKOTO HMKOHOMHUYECKO TIPOCTpaHCTBO, Win Ha Koudenepamwms

[IBelinapus, UK J1a ca MPOU3BOAUTENH, YCTAHOBEHHU Ha TepUTOpusTa Ha PenmyOnuka boarapus.

Tosa obcmosamencmeo ce 00Ka3ea ¢ npedcmassHemo HA 3aBEPEHO KOIHME Ha pa3pellieHue 3a

THProBUS Ha €lpo ¢ MeTUIMHCKU u3nenus oT MAJl unu apyr JOKYMEHT, YIOCTOBEpSBAIll IPABOTO

YM JIa ThPryBaT C MEIUIIMHCKU U3JI€THUs, U3/1aJIeH OT KOMIIETEHTEH OpraH Ha ChOTBETHATA JbpPIKaBa.

2.1.3. 3a ob6ocobena mosurus or Ne 13 nmo Ne 46, BKiI. NMPOU3BOJUTEIUTE HA IMpEJIaraHuTe

MEIUIIMHCKU 3NN J1a TPUTEKABaT BAIMJICH CEpPTH(HUKAT 3a BHEAPEHA CUCTEMA IO Ka4eCTBOTO

ISO 9001:2008 u/ wnu ISO 13 485:200X wiu ekBUBaJIEHTEH CEpTUHUKAT;

Tosa obcmosimencmeo ce 00Kkassa ¢ npedcmassaneno Ha 3aBEPEHO KONHME HAa OPUTMHAJ HAa BaJUICH

ceprudukar 3a BHeIpeHa cuctema no kadectBoro ISO 9001:2008 u/ mnm ISO 13 485:200X wnu

€KBUBAJIEHTEH CePTU(UKAT /3aBEpeHO KOIME Ha OPUTHHAII U TIPEBO/ HA IPOU3BOIUTEIS.

2.1.4. 3a obocobena mosumust ot Ne 13 nmo Ne 46, Bki. [IpomsBoauTenuTe Ha HpeJlaraHuTe

MEJIUIIMHCKU U3CNUSI WIN TEXHUTE YIIBIHOMOIICHHU TMPEJCTaBUTENN Ja ca u3nanu [lexmapamus 3a

CHOTBETCTBUE CbC ChlnecTBeHUTe u3nckBaHus Ha [upexktuBa 93/42/EC 3a mosuius Ne 13 u

Jlexmapariusi 3a ChOTBETCTBUE ChC ChIlleCTBEHUTE M3uckBaHusa Ha [lupextuBa 98/79/EC 3a mo3unuun

NeNe 14 — 46;

Tosa obcmosmencmeo ce 00kazea ¢ npeocmassgHeno Ha 3aBepeHU Komusl Ha Jlexknmapauus 3a

CHOTBETCTBUE OT IMPOU3BOAMUTENSI WM HETOBUSI YIBJIHOMOIIEH IMPEICTABUTEN ChC ChUIECTBEHUTE

m3uckBanusi Ha JlupexktuBa 93/42/EC 3a mosumusa Ne 13 wu Jlexknmaparusi 3a ChbOTBETCTBHE OT

MIPOU3BOJUTENS] UM HETOBUSI YI'BJIHOMOIIEH MPEACTAaBUTEN ChC CHIIECTBEHUTE HW3MCKBAHMS Ha

HupexTtuBa 98/79/EC 3a mozurtun NeNe 14 — 46;

2.1.5. 3a ob6ocobena mozummst Ne 13 u No 28, mpou3BOAMUTENNTE HA MpEJIaTaHUTE MEAUIIMHCKH

uznenus aa nputexasar EC ceprudukar 3a cb0TBETCTBHE OT HOTU(HIIMpPAH opraH 3a no3uuuu Nel3

n Ne28.

Tosa obcmosamencmso ce 0okazea ¢ npedcmassnemo Ha 3aBepeHo komme Ha EC ceprudukar 3a

CBhOTBETCTBUE OT HOTH(HUIIUPaH opraH 3a 00ocobenu mozuruu Ne 13 u Ne 28.

3abenexka: 3a uznenus, NpeaHa3HAuYCHU 3a W3CJICIOBATEICKA U crienn(pUIHn aHATUTUIHH Tienn (for

research use only) e HeoOxomuMo na ObJe TpelIcTaBeHa JACKIapamusl OT MPOU3BOIUTENS, dYe

W3/IeNIMeTO HE Tomaaa B obcera Ha pasmopenadwte Ha JIMPEKTUBUTE 3a MEAUIIMHCKH W3CIHs,

BbBe/ICHH B bbirapus upe3 3akoHa 3a MEAUIIUHCKUTE U3CIIHUA.

2.1.6. VYuacTHUIUTE B MpolLeaypara MO BCHYKH OOOCOOCHHM TO3WIIMM J1a TPUTEKABAT BaJIMTHA
JUIIEH3MS 3a TPEBO3 HAa PAJAMOAKTUBHU BEIIECTBAa, chriacHo wi. 15, an. 3, 1. 5 ot 3BUSAE uznanena
OT ATEHIIMATA 32 APEHO peryInpaHe.
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Tosa obcmosamencmso ce 00Kka36a ¢ NpedcmassaHemo Ha 3aBepeHO KOMKe Ha JIMIIEH3HS 3a MPEeBO3 Ha
paZiMOaKTUBHU BEUIECTBA, U3/1aJicHa OT ATEHIUATA 3a SIAPEHO PerylIupaHe.

2.2. HN3ucKkBaHUA KBbM JIEKAPCTBEHUTE MPOAYKTH 000co0eHn mo3unuu oT Ne 1 mo Ne 12,
BKJL.. JlekapCcTBEHUTE TMPOAYKTH TpsOBa Ja OTroBapsT Ha M3WUCKBAaHHWITA Ha 3aKoHa 3a
JIEKApCTBEHHUTE NPOJAYKTH B XyMaHHarta meaunuHa (3JIIIXM) — TpsOBa ga mpuTekaBaT BajUIHO
paspeieHue 3a ynorpeda B ctpanara, u3aaneHo no peaa Ha 3JIIIXM umu Pernament (EO) Ne 726/
2004 r. na EBpomnetickus mapiameHT u CorBera /wi. 23, an.1 na 3JIIIXM/. B cny4ait Ha u3Tn4yaHe Ha
CpOKa Ha pa3pelIeHueTo 3a ynorpeda Ha JIeKapcTBeH MpoayKT npe3 2016 r., y4acTHUKBT AeKIapupa
B CbOTBETCTBHE C Wi. 55, at. 6 ot 3JIIIXM, 4e konuyecTBara 3a JEKapCTBEHUS MPOAYKT ca HAJTUYHHU.
Tosa 06cmosamencmso ce 00KA368a ¢ NPedcmagaHenmo Ha 3aBEPEeHO KOMHMe Ha BAIMAHO pa3pelicHue 3a
ynotpeba B cTpanara, u3faacHo mo pexa Ha 3JIIIXM wmmm Permament (EO) Ne 726/ 2004 r. Ha
EBponeiickus napiamenT u CoBera /ui. 23, an.1 na 3JIIIXM/. B cnyd4aii Ha n3THYaHe HA CpPOKa Ha
paspelieHueTo 3a ymnorpebda Ha JieKapcTBeH NpoaykT mpe3 2016 r., ydacTHUKBT JAeKiIapupa B
ChOTBETCTBUE C Wil 55, ant. 6 ot 3JIIIXM, ue konuuecTBaTa 3a JIEKAPCTBEHUS POAYKT Ca HATUYHHU.
2.3. HM3HcKBaHHA KbM MEeIUIMHCKHUTE H3eJus 000co0eHn mo3unuu oT Ne 13 no Ne 46, BKJI.:
2.3.1. ]Jla ca BkitoueHU B cruchka mo wi. 1, T. 1, Oykea "0" ot Hapenbara 3a ycnoBusita u pena 3a
CbCTaBSIHE Ha CIHCHK Ha MEIULMHCKHUTE u3aenus mo wi. 30a ot 3akoHa 3a MEIUIUHCKUTE U3JENns
/3MW/ u 3a onpenensiHe Ha CTOMHOCTTA, /10 KOSATO TE CE 3aIulaliar.

Tosa obcmosmencmso ce 00KA368a ¢ NPedCmassaHemo Ha dekiapayus ¢ IpUIoKeHa HHPopManus OT
Crucwka mo wi. 1, 1. 1, Oyksa ,,0° ot Hapenbara 3a ycinoBusTa u peia 3a ChCTaBsSHE Ha CIUCHK Ha
MeaunuHckuTe u3aenus no wi. 30a or 3MU u 3a ompenensiHe Ha CTOWHOCTTA, 0 KOSITO TE CE
sarramar /Hapenbata/, oT KoeTo W3BII€UEHHE J1a € BUAHA MPOAAXKHATA IIeHA 10 CMUCHia Ha § 1, T.
29a ot 3MMU, BBB Bph3Ka ¢ § 1, T. 4 OT nonbIHUTENHUTE pa3nopendu Ha Hapenbata, oT yyacTHHKa 32
BCSIKa MTO3UIINS, 32 KOSITO TOM KaHIMATCTBA.

2.3.2. Ja wmama peructpupanu ganud B MAJI w/mmm EUDAMED 3a WHIMIEHTH/TIOTEHIUATHU
WHIUJICHTH TIpe3 IMOCJIEAHUTE JIBE TOAMHH, KAaKTO U 3a OJIOKMpAaHU WIIM W3TETJICHU MapTHAM Ipe3
MOCIIEAHUTE JIBE TOAMHHU ChIIacHo npenoctaBena ot MAJl undopmarnus;

Tosa obcmosmencmso ce 0okazea ¢ npedcmasanemo Ha opUIHAICH JOKYMEHT, u3naaeH ot UAJL, ot
KOWTO J1a € BUJHO, Y€ 3a IMpeajaraHoTo MEIUIIMHCKO M3JeNue, HiMa perucTpupanu aanuu B MAJI
u/umn EUDAMED 3a WHIIMICHTH/TIOTCHIIMATHN WHIUACHTH TIPe3 MOCISAHUTE JBE TOJUHH, KaKTO H
3a OJIOKMpaHU WU U3TETIICHHU MapTUAU MIpe3 MOCIeIHUTE JBE TOIUHU.

2.3.3. Mla ce 3aruramar ot oOmecTBeH (OHI B IMOHE €HAa OT CTPaHMTE - WICHKH Ha EBpomneickus
CBIO3;

Tosa obcmoamencmso ce 0okassa ¢ npedcmaeanemo Ha JAEKJIapalys OT Y4acTHHKA, B KOSITO ce
MOCOYBa KOHKPETHHUAT 00IIecTBeH (DOH Ha ChOTBETHATA CTpaHa - WieHKa Ha EBpomnelickus chio3.

PA3JIEJ V

CbABPKAHUE HA O®EPTATA
Bceska odepra TpsOBa na chabpka TpU OTIEIHH 3aredaTaHH, HEMPO3payHU M HAIIMHCAHM TIJIHKA,
MTOCTABCHH B €MH OOII[ 3arevyaTaH, HeMpo3paveH U HA/IIMMCAH TUIMK, KaKTO CJIeIBA!
ITnux Nel ¢ naonuc: ,,[{lokymenmu 3a noobop .
B Hero ce moctaBsaT JOKyMEHTHUTE, M3UCKaHU OT Bb3moxuTens, cbriaacHo 4wi. 56, ain. 1, 1.1 -6, T. 8 u
T. 12 - 14 ot 3011, oTHacsmM ce 10 KPUTEPUUTE 3a MOAOOp Ha YIaCTHUIIUTE, ChOOpPA3HO yKa3aHUATA
Ha Bw3noxurens.
IInux Ne 2 ¢ naonuc: ,, Texnuuecko npeonodicenue 3a U3NviHeHue Ha nopvukama’ .
B nero ce mocraBsAT gokymeHTuTe 1Mo wi. 56, an. 1, 1. 7 ot 30Il, cBbp3aHU C U3NBJIHEHUETO HA
nopwpykKaTa, choOpazHo mocoueHute B riaBa Il TexHuuecka crnenuduKanus, W3UCKBaHHS 3a
W3ITBTHCHHUE HA TIOPhYKATa, BKJI. [IOCOYBAHE HAa CPOK 3a U3ITBIHCHUE Ha MOPHUYKATA.
ITnux Ne 3 ¢ naonuc: ,,I[Ipeorazana yena”.
B Tperusa 3anedaran, Henpo3padeH MWK No 3 y4acTHHKBT Cie€ABa Ja MPEACTABH 3aJbJIKUTEITHO
LIEHOBOTO CU IpeasioxkeHue, ,,[Ipemanarana nena” cpriacio wi. 56, an. 1, . 10 ot 30I1, nonbineHo
o O0Opazer; KbM HACTOSIIATA JOKYMEHTAIUS U MIPUJIOKEHUATA KbM HETO.
Koraro yuyacTHuk mojaBa odepra 3a moBeue oT eqHa o0ocobeHa mosuius, miuukoBe Ne 2 u 3 ce
MIPEJICTABAT 32 BCSAKA OT MO3HITHHTE.
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Koraro noxymentu u mHpopmanus, chabpxaiy ce B miuk Ne 1, ca eaHakBU 3a JBE WU MOBEYE
000COOCHHN TO3UIMH, O KOWTO YYaCTHUKBT YYacTBa, CHIIUTE CE€ TOCTAaBAT CaMO B IUIMKA TIO
MO3UIUATA C Hall-MabK MOpPEJeH HOMEp, KaTo TOBa OOCTOSITENICTBO Ce€ OTOelNs3Ba B CIUCHKAa Ha
JOKYMEHTHUTE, ChJIbPoKalll C€ B IUJIMKOBETE Ha OCTAHAIMTE MO3UIIUH.

1. HEOBXOUMU JOKYMEHTHA

1.1. Cbabp:xkanne HA WIMK Ne 1 ¢ Hagnuc ,,JlokymenTn 3a moadop“. Korato nokymeHTHn u
uHopmManus, CbAbPKANM ce B IVTHK Ne 1, ca eJTHAKBHM 32 JiBe UJIM MoBeYe 000C00eHH MO3UIHH,
N0 KOWTO YYACTHUKBT YYACTBa, ChIIMTE Ce MOCTABAT €aMO B IJIMKA MO MO3UMLMATA C HAaii-
MAaJbK MOpeJdeH HOMepP, KAaTO TOBAa 00CTOSITEJICTBO ce 0TOe/IsI3Ba B CIUCHKA HA JOKYMEHTHUTeE,
ChAbP:KALI Ce B IVIMKOBETE HA OCTAHAJIUTE NMO3UIUH.

1. Coucbk Ha JAOKYMEHTHTEe M HH(OpMAUMATA, ChAbp:KalmM ce B odeprara, MOAMUCAH OT
y4acTHUKA. B crnucbka yyacTHUKBT Clie[[Ba Ja OINUIIE BCUYKU MPEACTABEHU OT HEr0 JOKYMEHTHU
(3aABIDKUTENTHU U APYTU IO IpPElieHKa Ha YYaCTHHKA), BKIIOUUTEIHO JOKYMEHTH OTHOCHO JUIIaTa,
MPEACTABISBAILIM YYaCTHUKA, U OTHOCHO MOJU3IBIHUTEINTE, aKO TaKuBa ce npeAaBuxaaT. CliuChbKbT
Ha JIOKYMEHTHTE CJe/lBa J]a ce€ MOCTaBH B HA4YaJIOTO Ha JOKyMEHTHTE. Bceku JTUCT, chabpiKall ce B
TUTMKA, 33IBJDKUTEITHO CJIeBa 1a Ob/ie HOMEPUPAH U MOJPEICH ChIIACHO CIIUCHKA;

2. IlpeacraBsine HA YYaCTHMKA - 1O 0o0pasel, B KOETO 3aIbJDKHTETHO TpsAOBa J1a ce ChIbpikKa
€IMHEH UICHTH(PHUKAIMOHEH KO 1o wi. 23 oT 3akoHa 3a ThproBckus peructbp, BYJICTAT w/unu
apyra uaeHTHuUImpaiia uHGopMalus B ChbOTBETCTBUE ChC 3aKOHOJATEIICTBOTO Ha IbpiKaBaTa, B
KOSITO YYaCTHUKBT € YCTAHOBEH U CJIe/iBa J1a Ob/I€ MPUIPYKEHO C!

- nexiapanus o wi. 47, an. 9 or 3011, nonbanena mo O6pazen; (opuruHan).

3. HoTtapuanHo 3aBepeHO MBIHOMOIIHO Ha JIMIETO, YITBIHOMOIIECHO Ja MPEACTaBisiBa yYaCTHUKA B
nporeaypara (Koraro y4acTHUKBT HE C€ MpPEACTaBIsiBA OT JIMIAaTa, KOUTO MMAT MpaBO Ha TOBa,
CBIJIACHO TOKYMEHTHTE MY 32 PErHCTPAIlHs).

4. Komre Ha TOKYMEHT - JIOTOBOP WJIM CIIOpa3yMeHHE (B CIIy4aid, 4€ YYaCTHUKBT € OOCJIMHCHUE,
KOETO HE € IOPUIUYECKO JIMIe), MOJAMUCaH OT JIMIIATa, BKIIOYEHU B OOEIMHEHUETO, B KOHTO ce
MOCOYBa MpeACTaBIsABAIUAT JIOKyMEHTBT c€ TpeAcTaBs B Ciy4ail, Y€ Yy4YaCTHUKBT €
HenepcoHupuupano odbenuuenue. CpUUAT cieiBa ga ObJA€ KOMUE M OT HEro cieasa ga Obie
BUJTHO/BUIHH JIMIIETO/JIUIATa, KOUTO IO MPEACTaBIsIBaT. B ciydail, ye B JOroBopa HE € MOCOYEHO
JUIETO, KOETO MPECTaB/IsIBa YYACTHUIIUTE B 00CIMHEHUETO — CE MPEJCTaBs U TIOKYMEHT, MOAMUCAH
OT JiullaTa B 00CIMHEHUETO, B KOWTO CE MOCOYBA MPEICTABIISABAIIHIT.

UyxnecTpaHHu 00eTMHEHUS TPECTaBIT KOMKEe Ha IOKYMEHT 3a Ch3/laBaHe Ha 00e/IMHEHHE.

5. Jlexmaparus 3a y4aCTHETO HJIM HEy4aCTHETO Ha MOAU3MBJIHUTENH 110 Wil. 56, an. 1, T. 8 oT 3akoHa

3a 00IIECTBEHUTE MOPHUKH;

6. Jlexmapanus 3a cbriacue 3a y4acTue OT MOAU3ITbIHUTEI .

7. Jlexnaparus 3a JMrica Ha CBbP3aHOCT C JIPYT YYaCTHHUK B ChOTBETCTBHE ¢ wi. 55, an. 7 ot 30I1,
KaKTO W 3a Jurca Ha obcrostenctBo mo wi. §, an. 8, T. 2 ot 30Il, mombinena mo OGpazel
(opurunan);

8. Hexmapanus mo wi. 3, T. 8§ oT 3aKoHa 3a MKOHOMHYECKUTE M (PMHAHCOBUTE OTHOILICHMS C
Jpy’KecTBaTa, pETUCTPUPAHU B IOPUCIUKIINU C NpedepeHIInalIeH JaHbYEH PEKUM, CBBP3aHUTE C TIX
JIMIA U TEXHUTE IeHCTBUTEIHU COOCTBEHUIH, MOMTbJIHEHa 110 O6paser (OpuruHai) .

9. JlokazaTencTBa 3a TEXHHYECKUTE BH3MOKHOCTH M KBAJTM(UKAIMITA HA YIaCTHUKA, CHITIACHO HJI.
51 or 3011, KakTO M U3UCKBAHMSI KbM MEIULUHCKUTE U3ICIIUA:

9.1. 3aBepeHO KOIKE Ha pa3pelieHre 3a MPOU3BOJICTBO, U3aaaeHo 1o pena Ha 3JIIIXM (B
ciyyaute no wi. 196, an. 1 ot 3JIIIXM) unu 3a ThproBus Ha €Ipo € JIEKapCTBEHH MPOAYKTH
WIN YJAOCTOBEpEHHUE 3a PErucTpanusi 3a ThProBUS Ha €lIpO C JIEKAPCTBEHH IMPOJYKTH, WIU
paspeleHue 3a BHOC — u3AaieHu 1o pena Ha 3JIIIXM.

9.2. 3aBepeHO KOmHWe Ha pa3pelleHUe 3a ThPTOBUS HA €IpO ¢ MEIUIUHCKH u3aenus ot MAJI
WIK JpYT AOKYMEHT, YAOCTOBEpsBall MPAaBOTO MM Ja THPryBaT ¢ MEAMIMHCKH W3JEJHS,
U3/1aJIeH OT KOMIIETEHTEH OpraH Ha ChbOTBETHATa JbpiKaBa.

9.3. 3aBepeHO KomHMe Ha OpPUTMHAI HAa BAJIUACH cepTHU(UKAT 3a BHEJPEHA CHUCTEMa IO
kauectBoTo ISO 9001:2008 w/ mwnmu ISO 13 485:200X wunm ekBUBaJeHTEH cepTudUKar
/3aBepeHO KOMHE Ha OPUTHUHAI U MPEBOJI/ Ha POU3BOIUTEIS.
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94. 3aBepeHu konus Ha Jlexnapanusi 3a CbOTBETCTBUE OT MPOM3BOAMUTENS WM HETOBUS
YITBITHOMOIIIEH TMPEACTABUTEN ChC ChIIECTBEHUTE W3uckBaHWS Ha JlupektuBa 93/42/EC 3a
no3unuss Ne 13 wu Jleknmapanusi 3a ChOTBETCTBUE OT MPOU3ZBOAUTENS WM HETOBUS
YITBJIHOMOIIIEH IPEICTaBUTEN ChC ChIIECTBeHUTE H3UCKBaHus Ha [lupextua 98/79/EC 3a
no3urmu NeNe 14 — 46;

9.5. 3aBepeno konue Ha EC ceprudukar 3a chOTBETCTBHE OT HOTH(ULMpPAH OpraH 3a
00oco6enu nmozunnu Ne 13 u Ne 28.

9.6. 3aBepeHO KOIMME Ha JIMIIEH3Us 33 MPEBO3 Ha PaJMOAKTUBHH BEILECTBA, M3/aJ[€HA OT
AreHIMsITa 3a AIPeHO PeryIrupaHe Ha UMETO Ha yYaCTHUKA.

9.7. 3aBepeHo KOMMe Ha BAIKUIHO pa3pelIeHre 3a ynoTpeda B cTpaHaTta, M3/1aJieHO 10 peaa
Ha 3JIIIXM wunu Pernament (EO) Ne 726/ 2004 r. Ha EBpornetickus nmapiameHT u ChbBeTa /4.
23, an.1 ma 3JIIIXM/. B cnyuaii Ha W3THYaHE HA CPOKa Ha pa3pelieHUEeTo 3a ymorpeba Ha
JIeKapCTBEH NMpOoAyKT 1pe3 2016 r., y4aCTHUKBT JeKIapupa B CbOTBETCTBUE € 4Wil. 55, ai. 6 oT
3JIIIXM, ue konuuecTBaTa 3a JIEKAPCTBEHUS MPOAYKT ca HAJIUYHU.

9.8. Hexnapamus ¢ npuioxkeHa uHpopmarus or Cnucbka mo wi. 1, T. 1, Oyksa ,,0 ot
Hapenbara 3a ycioBusita U pelia 3a CbCTaBsiHE Ha CMIUCHK HA MEIUIIMHCKUTE WU3/CNUs MO Yl
30a or 3MU wu 3a ompeaeyssHeE Ha CTOMHOCTTA, 0 KOATO Te ce 3amuiamar /Hapenbara/, ot
KOETO M3BJICUCHME Ja € BHJIHA MpoJakHaTa IieHa 1o cMuchia Ha § 1, T. 29a or 3MU, BBHB
BpB3Ka ¢ § 1, T. 4 oT mombIHUTENHUTE pa3nopendu Ha HapenbaTa, OT ydyacTHUKa 3a BCSKa
TO3UIIMS, 32 KOSITO TOM KaH/IUJIaTCTBA.

9.9. Odunuanen gokymeHT, uznagaes ot MAJI, ot koiiTo Aa € BUIHO, Y€ 3a MpeIaraHoTo
MEIWIIMHCKO wu3aenue, HiaMma peructpupanu ganau B WAJI w/mmm EUDAMED 3a
WHIUACHTH/TIOTCHIIMATHI UHIUIEHTH Mpe3 MOCIEeIHUTE B MOJUHH, KaKTO U 3a OJOKUpaHU
WJTU U3TETJICHU MapTUIU TIPe3 MOCIEIHUTE BE TOJIUHU.

9.10. Jlexmapaiusi OT Y4acTHHKA, B KOSITO CE€ MOCOYBA KOHKPETHUST 0oOIIecTBEH (POoHJ Ha
CHOTBETHATa IbPKaBa.

10. JIoxyMeHT 3a BHECEHa rapaHius 3a y4yacTHe — KOIMe Ha BHOCHATa Oele)KKa WM OpUTMHAI Ha
OaHKOBaTa rapaHIMs 33 y4acTue.

11. Jlexnapanus 3a mpreMaHe Ha YCJIOBHSITA B ITPOEKTa Ha AoroBopa (opurunan) no O6pazen
JoxymenTtute B ik Ne 1 ce mpeicTaBaT B OpUTMHAN WIHM 3aBEPEHO OT y4acTHUKa Komue. Beuuku
JeKJIapaluu ce MPEACTaBIT B OpPUTMHAI M CE€ MOJANMCBAT MO pela W OT JIMIaTa, MOCOYEHU B
HACTOSIIIUTE yKa3aHus. BCHUYKK JOKYMEHTH, KOUTO Ca Ha YYXK]l €3UK C€ MPEACTaBAT U C MPEBOJ HA
OBJArapCcKy €3uK, MpH yCIoBUATA Ha wil. 56, an.4 ot 3011

1.2. Coabp:kanue Ha iUk Ne 2 ¢ Haanuc ,IIpensioxkeHue 3a M3NbJIHEHHE HA MOPbYKATa”.
IIpeacraBar ce ToakoBa minkoBe Ne 2 ¢ Haanuc ,,IIpeasioskenue 3a n3NbJIHEHNE HA MOPHYKATA
no obocodeHa MNO3MLMA.......”, 32 KOJKOTO 000CO0EHM NO3MIHMH YYACTHUKBT NpeACTaBsA
odepTa, cbriacio 4wi. 57, aua. 3 or 30I1.

TexHudyecko TmpeioxKeHue, 1Mo olpasell B HACcTosIIaTa JOKyMEHTalus. B TeXHUYeCKOTO
MPEAJIOKEHUE CE€ BKJIKOYBA M CPOK 3a M3MBJIHEHHE, KbM KOETO, aKO € MPUJIOKHUMO, Ce Ipuiara
nexaparus mo 4i. 33, ain. 4 ot 3011, BCHYKM CTpaHUIM Ha TEXHUYECKOTO MPEJIOKEHUE, ClIe/IBa Aa
ObJaT HOMEPHUPAHU TMOCIIEeI0BATEIHO.

1.3. Coabpxkanue Ha miuk Ne 3 ¢ naanmuc ,Ilpennarana mena®. IlpeacraBAT ce TOJKOBA
mukoBe Ne 3 ¢ mHaanuc ,lIlpennarana mena”, 3a KOJKOTO 000CO0€HM MO3UIUM YYACTHUKBT
npeacrass ogepra, cbriacHo 4i. 57, an. 3 or 3011

B tpetus 3amewaran, Hempo3padeH miuk Ne 3 y4acTHHKBT Clie[iBa Ja MPEICTaBH 3aTbIIKUTEIHO
LIEHOBOTO CH MpeEJIoKeHue, ,,IIpemnarana nena” cwpriacHo wi. 56, an. 1, . 10 ot 30I1, nombaHeHO
o OOpazer; KbM HacTOSIIATA JOKYMEHTAIMS U IPUIIOKEHUSATA KbM HETO.

3a nexkapcTBeHUTE MPOAYKTH mo3uuu oT Ne 1 1o Ne 12, BKJI. 1leHaTa Mo 10roBopa € pukcrupaHa, He
MO/JIE’)KM Ha MPOMsIHA 3a CpPOKa Ha JIEMCTBUE HA JOrOBOpA, OCBEH B cllyyauTe Ha wi. 43, an. 2 ot
30I1. B cmyuaii, 4e mpe3 BpeMeTO Ha JACHCTBHME Ha JOTOBOpa CTOMHOCTTA, KOATO ClIeJBa Ja Ce
3amiama ¢ MyOJuYHHM CPENCTBA HA JICKAPCTBEHU MPOAYKTH OT [lO3MTHBHHS JEKapCTBEH CHHCHK
CTaHE MO-HHUCKa OT JOTOBOPEHATA, BB3JIOKUTEIAT OE3yCIIOBHO 3aruiaiia JeKapCTBEHUTE POIYKTH Ha
MO-HUCKATa I1eHa, OT JlaTaTa Ha BIU3aHE B CHJIa HA KOHKPETHOTO pelieHue Ha HarmoHamHusi chBeT
10 IIEHU ¥ penuMOypcHUpaHe Ha JIEKAPCTBEHUTE MTPOTYKTH.
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JlekapcTBeHHTE MPOAYKTH ciieniBa 1a ObAaT BKItoueHu B [Ipunoxenue 3 Ha [lo3uTHBHUSA JIEeKapCTBEH
CIHUCHK, aKTYaTHO KbM JIaTaTa Ha MoTy4aBaHe Ha odeprara.

HN3BbH muiuka ¢ Haanuc ,,Ilpennarana neHa” He TpsadBa /1a e MOCOYEHA HUKAKBA HH(popManus
OTHOCHO IleHAaTA.

VYyacTHULIM, KOUTO MO KaKBbBTO M Jla € HAUMH Ca BKIIIOYMJIM HSAKBJE B odeprara cU U3BBH ILIMKA
,lpeanarana meHa” eJeMEHTH, CBbpP3aHH C IpejajaraHara IeHa /MiId 4acTd OT Hest/, me Obaar
OTCTpPAaHEHU OT y4acTue B mpoleaypara.

3abenexcka: Ilpu nodasane Ha oghepmama y4acmuuKsm modxice 0d NOCOYU KOs 4aCm Om Hesl umd
KOH@UOenyuaien xapakmep u 0a usuckea om Bw3noocumens 0a e s pa3kpusa /¢ u3puyHo NUCMeHO
u3sgIeHue 8 Mo3u CMUCDHI, NPeocmaseHo ¢ ogepmama/. Bvznoscumensam uama npaso oa pasKpuea
ungopmayus, npedocmagena My om Y4acmHUuK U NOCOYeHd Om CbUUs Kamo KOHQDUOEeHYUAIHa no
OmMHOWEeHUe HA MEXHUYECKU UTU MbP2OBCKU MAlHU, ¢ U3KIoYeHue Ha ciyyaume no 4n.44 om 3011 u
nyonuuHume 0eliucmaeus Ha KOMUCUsIma, cvenacho ui. 68 u 69a, an. 3 om 30I1.

PA3EJ VI
YCJIOBUSA U PASMEP HA TAPAHIIUSTA 3A YYACTUE U TAPAHLIUATA 3A
MN3I'bJIHEHUE
1. TAPAHIIUS 3A YYHACTUE. ®OPMA HA 'APAHIUSATA 3A YUYACTHUE. PASMEP HA
IF'APAHIUSATA 3A YHACTHE.
["apaHimsTa 3a yqacTye B IpoLeaypara € pa3npe/esicHa mo 000Co0eHH MO3UIIUH, KAaKTO CIIeIBA:

Ne HaumeHoBaHue, eITMHUYHA AKTHBHOCT rapaHuus
| | TexnHenueBH renepaTopu
1 99-Mo sodium molybdate; 99m-Tc Technetium 1573
pertechnetate 7,5 GBq
5 99-Mo sodium molybdate; 99m-Tc Technetium 3946
pertechnetate 12,5 GBq
Il | TexHeuneBH KUTOBE
3 | Technetium (99m Tc) macrosalb 177
4 | Technetium (99m Tc) nanocolloid 112
5 | Technetium [99mTc] Exametazine 0,5 mg 128
6 | Technetium [99mTc] Tetrofosmin 1169
111 | PagnodapmaneBTHIM 32 IMATHOCTHKA in Vivo
Sodium Iodide [131 I] nepopanna popma 74 MBq 4160
loflupane (123-1) 2925
9 |lobenguane [131 1] 175
IV | PaanodapmaneBTHIU 32 Tepanus
10 |Sodium lodide [131 I] mepopanna ¢popma 1,85 GBq 144
11 | Sodium lodide [131 I] mepopanna ¢popma 3,7 GBq 1083
12 | Strontium (89 Sr) chloride 2697
Ne HaumeHoBaHue, eIMHUYHA AKTHBHOCT
13 | 192 Ir 3a Muxkpocenekrpon 150 cm/10 Ci 1101
V | PaanodapmaneBTHIIM 32 TMATHOCTHKA in Vitro
14 [1251fT3 KIT 18
15 |1251fT4 KIT 47
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16 [1251TSH (96-100 mpo6u) KIT IRMA 64
17 1251 TSH (384-400 npo6u) KIT IRMA 19
18 [1251 Insulin KIT IRMA 31
19 [1251FSH KIT IRMA 21
20 |1251 LH KIT IRMA 21
21 |125 1 Prolactin KIT IRMA 22
22 | 125 | Testosteron KIT 25
23 | 125 | Progesteron KIT 13
24 125 | Estradiol KIT 20
25 1251 CA-15-3 KIT IRMA 357
26 |1251CA-125KIT IRMA 205
27 1251 CA-19-9 KIT IRMA 317
28 |1251PSAKIT IRMA 174
29 |125 | Plasma renin activity 21
30 |125 | Calcitonin KIT IRMA 6

31 |125 | Aldosteron 25
32 |1251 ACTH IRMA 24
33 | 125 I Paratchormon intact IRMA 42
34 | 125 | beta 2 microglobulin 400
35 | 125 Vit B 12 + ¢onuea kucenuHa 49
36 |125 | Thyreoglobulin 36
37 1251 Cortisol 34
38 | 125 IDHEAS 8

39 |125 1 anti TG antibody 49
40 | 125 | anti TPO antibody 43
41 1251 TRAK 47
42 | 125 I KapuunoemOpuonaineH antured IRMA 96
43 |125 I HGH KIT IRMA 14
44 |125 | Alpha-fetoprotein (AFP) KIT 36
45 |1-125 BhCG KIT 20
46 |125 I Ferritin KIT 15

Bb3noxurensaT uMa mpaBo Ja 3aJbpKU TapaHLMATA 3a yyacTHe O pellaBaHE Ha CIopa, KOraTo
KaHIUJAThT WM YYaCTHUKBT B TMpolle/lypa 3a Bb3JaraHe Ha oOIlecTBEHa MOpbUYKa OOXKanBa
PELIEHUETO 3a ONpeesIHE Ha U3ITbIHUTEIL.

BB3n0XuUTENSAT MMa PaBo J1a YCBOW TapaHIMsATA 3a ydacTue He3aBUCHMO OT HeifHarta ¢opma, Korato
KaHIUJAT UM YYaCTHHUK:

1. orTernm odeprara cH cie U3THIAHETO Ha CPOKa 3a MoTydaBaHe Ha odepTure;

2. e ompeneleH 3a M3MNBJIHUTEN, HO HE H3IIBJIHU 33JbDKEHHETO CH Ja CKIIYM JIOTOBOp 32
oOIecTBeHaTa mopbyKa.

Bb3noxutensT ocBOOOXK/1aBa rapaHIIMUTE 32 y4acTue Ha:

1. oTcTpaHeHUTE KaHIUIATH WM YYaCTHHIIM B CPOK 5 pabOTHM THU CIIET M3TUYAHETO Ha CPOKa 3a
o0>kaJBaHE Ha PEIICHHETO Ha BB3JI0XKUTEIS 32 ONpeIesIsiHe Ha U3ITBJIHUTEI;

2. KJJaCHpaHWTE Ha ITBPBO U BTOPO MSCTO YYACTHHIIM - CJIE]] CKIIFOUBAHE Ha JIOTOBOpa 3a 00IecTBEHA
MOpPBUKA, & HA OCTAHAINTE KJIACHUPaHHU YYaCTHUIIM - B CPOK 5 pabOTHH JHHU CIIe/l U3THYaHE Ha CpOKa
3a 00)KaJIBaHE Ha PEIICHUETO 32 ONpeAeIsTHEe Ha H3ITbIHHUTEIL.
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[Tpu mpekpatsBaHe Ha MpoIeTypara 3a Bb3JaraHe Ha OOIIECTBEHA MMOPBYKA, TapAaHIIMATE HA BCHUKH
YYaCTHHMIIM c€ OCBOOOKIaBaT B CPOK IET pabOTHU JHHU CJIe] M3THUaHE Ha CpPOKa 3a oO)kalBaHE Ha
PELICHUETO 3a MPEKpaTsIBaHE.

Bw3noxurenst ocBoOokaaBa rapaHuuuTe 0e3 1a IbJDKU JTUXBU 3a TIepUoJa, Mpe3 KOWTO cpesicTBaTa
3aKOHHO Ca ITPECTOSUIN TIPH HETO.

[apanuuuTe 3a yyacTue ce MpPEJACTaBiIT B €AHa OT ¢opmure, cbrinacHo wi. 60 or 3akoHa 3a
OOIIIECTBEHUTE MTOPHUKH:

- opurMHa; Ha Oe€3yclOBHAa W HEOTMEHseMa OaHKOBAa TapaHLUs, W3JajJeHa OT Obirapcka WiId
qy)KAecTpaHHa 0aHKa, B 0132 HA MUHUCTEPCTBO HA 3/IpaBEOIa3BaHETO, ChC CPOK HA BaTHIHOCT 90
/meBetneceT/ KaJleHJapHU JIHU, CYUTAHO OT KpaiHMs CPOK 3a mosydaBaHe Ha odeprure. bankosure
rapaHiyy, W3JaZCHU OT YyXIECTpaHHU OaHKH, ClIe[Ba Ja ca aBU3WPaHU upe3 Obiarapcka OaHKa,
MOTBBPKAABAIIA AaBTCHTUYHOCTTA Ha ChOOIIEHUETO.

- mapu4yHa cyma, IpeBeJeHa 1Mo OaHkKoBa cMeTKa Ha MmuHuCTEepcTBO Ha 3apaBeonasBaHero — bBHbB
[enTpanno ynpaenenue IBAN: BG21 BNBG 9661 3300 1293 01, BIC kox na BHb — BNBG BGSD
— IUTaTEKHO HApEXK/IaHe B OPUTHHAI HIIH KOIIHE.

2. TAPAHIIUS 3A U3ITBJIHEHUE

o lNapannmsTa 3a M3BIHEHUE HA JOTOBOPA € B pa3mep Ha 5 % OT cTOHHOCTTAa Ha JOrOBOpa
3a M3II'BIHEHHUE Ha o0IIecTBeHaTa nopbruka, 6e3 Bxir. J1JIC.
o lapannusTa 3a U3MIBIHEHUE MOXKE /1a CE BHECE 10 0AHKOB BT WJIM MOXKE J1a C€ MPEJICTaBH

o ¢opmMara Ha GaHKOBA TapaHIIHSL.

VY4acTHUKBT caM u30Kpa popMaTa Ha rapaHLUATa 32 U3IIBIHEHUE.

Koraro yuactHuk B mporenypara € ooeIluHeHrne, KOETO HE € FOPUANYECKO JIMIE, BCEKU OT YYaCTHUIUTE
B 00CIMHEHHETO MOXKE J1a ObJIe HapeauTeN 1Mo OaHKOBaTa rapaHiysl, CbOTBETHO BHOCUTEN Ha CyMara 1o
rapaHIysiTa.

Y4acTHUKBT, ONPEICTICH 3a U3MBJIHUTEN Ha OOIIECTBEHATA MOPbhUKa, MPECTaBs OaHKOBAaTa rapaHIus
WM TUTAaTEXKHUS TOKYMEHT 3a BHECEHATa 10 0aHKOB MBT rapaHIMs 3a U3MBIHEHUE Ha JI0TOBOpa MPHU
HEroBOTO CKJIFOYBAHE.

lapannusTa 3a u3nbaHeHue o ¢popMara Ha MapuvHa cyma TpsiOBa a ObJle BHECEHA IO clieIHaTa
cMeTKa Ha Bb3noxurens:

banka: BHbB LlenTpanno ynpasienue,

bankos kon (BIC): BNBG BGSD,

bankosa cmetka (IBAN): BG21 BNBG 9661 3300 1293 01

AKO y4aCTHHKBT, ONpEIeNIeH 3a U3IBbIHUTEN, U30epe J1a MPEeJCTaBU rapaHLusATa 3a U3IIbJIHEHHE 1101
¢opMaTa Ha «IapuyHa cyMay», IUIaTeHa MO OaHKOB MHbT, JIOKYMEHTa, yJOCTOBEpsBalll IUIaTeHaTa
rapaHuus, cieiBa Ja Ob/ie 3aBepeH C MOANUC U MedaT OT ChOTBETHAaTa OaHKa W Ja ce Mpe/CTaBH B
opurvHai. B ciaydail ye y4acTHUKBT € MpeBell MapuTe Mo eIEeKTPOHEH BT (EIEKTPOHHO OAHKHUpaHE),
TOM cile/iBa J1a 3aBepu ChbOTBETHUS JTIOKYMEHT C MOJIIKC U Ieyar.

Koraro yyacTHUKBT u30epe rapaHiusTa 3a U3I'bJIHEHUE Aa Obae OaHKOBa, ToraBa B Hes TpsiOBa na
ObJie U3PUYHO 3aIMCaHO, Ye TS € Oe3yClIoBHA U HEOTMEHHMA, Y€ € B 1oj3a Ha Bb3noxurens u ye e
ChC CPOK Ha BammaHOCT 60 IHU ciieq naTara Ha M3MBIHEHUE Ha JoroBopa. Chimara TpsoOBa j1a Obae
OTKpUTAa B CHOTBETCTBUE C YCJOBHATA MO NPWIOKEHHUS B JOKyMeHTauusaTa oOpaszen; Ha OaHKOBa
rapaHius 3a U3IIbJIHEHNUE Ha JI0r0BOpA.

[Ipu mpencrapsiHe Ha rapaHlus B IUIATEKHOTO HapeKIaHE WM B OaHKOBaTa TapaHIUS U3PHUYHO Ce
[I0COYBa JIOTOBOPA, 3a KOMTO ce MpeACTaBs rapaHLuATa.

Korato kaHIuaaThT, Y4YaCTHUKBT WM H30paHMAT M3MBIHUTEN € OOEIUHEHHE, KOETO He e
IOPUANYECKO JIUIIE, BCEKU OT ChIAPYKHHUIIMUTE B HETO MOXE J]a € HapeAUTeN 1o 0aHKOoBaTa rapaHIus,
ChOTBETHO BHOCHTEJ Ha cymara o TapaHLusTa.

PA3AEJI VII
KOMYHUKAIUA MEXKAY Bb3JIOXUTEJA U YYACTHUIIUTE
Bceuuku KOMyHUKanuu U IEHCTBUS Ha BB3M0XKHUTENs M Ha YJaCTHHIIMTE, CBbP3aHU C HACTOSIIATA
OTKpHTA IIPOLIEAYPA, Ca B IUCMEH BULL.
Y4acTHUKBT MOXE Jla TMpeACTaBs CBOMTE NHUCMa M YBEJAOMJICHHS B JENOBOJCTBOTO Ha
MuHnucTepcTBOTO Ha 3apaBeoma3Banero, aapec: rp. Codus - 1000, mn. ,,CBera Hemens” Ne 5,
nmapTepeH eTax, BCEKU pabOTeH JIeH; MO0 MoIIarta, mo (hakc; mo eIeKTPOHEH MbT IPHU YCIOBUATA U TIO
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pena Ha 3aKkOoHa 3a €JNEKTPOHHMS JAOKYMEHT M E€JIEKTPOHHMSI MOJINC; 4Ype3 MPErnopbyaHO MUCMO C
oOpaTHa pa3nucKa Ui Kypuepcka ciryxoa.

Pemenusta Ha Bb3noxurens, 3a KOUTO TOW € AMBKEH Ja YBEIOMM YYaCTHHIIMTE, C€ M3Ipalar o
dakc WM TO eNeKTPOHEH MbT, WIM C€ BpPBYBAT JUYHO CpEIly IOMINUC, WJIM C€ M3Mpamar c
IIPENopbUaHO MUCMO ¢ OOpaTHa pas3lKcKa, WM 4pe3 KOMOMHALUs OT Te3U CpelCcTBa IO M300p Ha
Br3noxurens.

3a MOJIy4eHO ce CUMTa TOBA YBEJOMJICHHME IO BpeME Ha OTKpUTATa MPOLEAYpa, KOETO € JOCTUTHAJIO
J0 ajpecara Ha IIOCOYEHHMs OT Hero aiapec. Korato agpecaTbT € CMEHMI CBOS aipec U HE €
nHGOpMHpaJl CBOEBPEMEHHO 3a TOBa OTBETHATa CTpaHa WM aJpecaTbT HE XKejae Ja Ipueme
YBEIOMIICHHETO, 3a IIOJIY4EHO CE€ CYMTAa TOBAa YBEAOMIIEHHE, KOETO € JOCTHTHA0 10 ajpeca,
W3BECTEH Ha M3Ipallaya.

[Ipu mpenocraBsHe Ha M3UCKBAHUATA IO NOpPbYKATa HA YYACTHHIMTE W TNpPU CKIIOYBAHETO HA
JI0roBOpa 3a oOlIecTBEHa MOpbUKa Bb310XkKUTENAT MOXKE Aa IOCOYU KOs 4acT OT MHGopMalusaATa,
KOSITO UM IPEAOCTaBs, UMa KOH(QHUIACHIMAJICH XapaKkTep. YUaCTHUIHUTE HAMAT MPaBO Ja pa3KpUBaT
Ta3u MHQOpMaLus.

[Ipu nonmaBane Ha odepraTa CH YYaCTHHUKBT CHINO MOXKE Ja MOCOYM KOS 4YacT OT Hesl HMa
KOH(HIEHIMAJIEH XapaKTep U Jla U3KCKBa OT Bb3noxurens aa He s pa3kpuBa. Bb3noxurensr HiMa
npaBo Ja pa3KpuBa HH(OpMAIUS, MPEJOCTaBeHa MY OT YYAaCTHHMILIUTE, IMOCOYEHA OT TAX Karo
KOH(HIEHIMAJIHA 110 OTHOLIEHHWE Ha TEXHUYECKH UM ThPrOBCKH TallHH, ¢ U3KIIIOYEHUE HA CICTHUTE
clly4yau:

- NIpU U3IBJIHEHHME Ha 3aJbJDKEHUETO OT Bb3noxurens na u3npaTtd MHGOpMALUS 33 CKIHOUYCHHS
JIOTOBOP 10 AreHuusTa no o0IeCTBEHU MOPBUKY;

OOMeHBT U ChXpaHABAHETO HAa MH(OPMALUA B X0/1a HAa IPOBEKIAHE HA MPOLeyparTa 3a Bb3jaraHe
Ha OOIIECTBEHA MOpPBHYKA CE M3BBPIIBAT M0 HAYMH, KOWTO TrapaHTHpa IEIOCTTa, TIOCTOBEPHOCTTA H
MIOBEPUTETHOCTTA Ha UH(OpMALHATA.

Bb3noxxurensaT uma npaso Aa NpeoCTaBU U €JIEKTPOHHO KOMHE Ha JOKYMEHTAIUATA 33 y4acTUue WIH
Ha 4acT OT Hesl Ha yYaCTHUIUTE, KOUTO C€a s 3aKyIUIIH.

VYYacTHUKBT CBIIO MOXE Ja MPEACTAaBU HIKOM OT JOKYMEHTUTE B o)epTaTa CH OCBEH B IMHUCMEH BUJ
Y Ha eJIEKTPOHEH HOCUTEIL.

[Ipu paznuume B ChIBPKAHUETO HA JOKYMEHTH, IPEACTaBEHH B NMHCMEH BHJ U HA EJIEKTPOHEH
HOCHUTEJI, 33 BJIM/IHO C€ CUUTA 3alIMCAHOTO B IIMCMEH BU/I.

WNupopmanus, KosATO € MpencTaBeHa caMoO Ha €JEKTPOHEH HOCHUTEeN, 0e3 /Ja € IMpeAcTaBeHa U B
MUCMEH BHUJI, HAMA J1a ce MpUeMa KaTo MpeA0CTaBeHa B MpolielypaTa, OCBEH KOTaTo € U3IpareHa Mnpu
YCIIOBUSATA U 110 pefa Ha 3aKOHa 3a €JIEKTPOHHUS JOKYMEHT U €J1€KTPOHHUS MOIIIHC.
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PA3JIEJ VIII
CKJIIOYBAHE HA JJOTOBOP

1. YCJIOBUA 3A CKUIIIOUBAHE HA 1OI'OBOP C OITPEAEJIEHUA 3A U3IT'BJIHUTEJIL.
BB3110KHTENAT CKITOYBA JIOTOBOP 32 OOIIECTBEHATA MOPHUYKA C YUACTHUKA, KIacHpaH OT KOMHUCHSTA
Ha IIbPBO MSICTO U OIPEIEICH 3a U3IIbJIHUTEIL.

JloroBopbT 3a OO0IIECTBEHA MOPBHYKA CE CKIIOYBA B ITBIHO CHOTBETCTBHE C MPOEKTA HA JIOTOBOP,
MpeJICTaBeH B JOKYMEHTAIMsATa 3a ydacTuhe, JOMBIHEH C BCUYKHU MpeIokKeHHs OT odepraTa Ha
Y4aCTHHUKA, Bb3 OCHOBA Ha KOUTO € OINPEACIICH 3a U3IIbIHUTEL.

CernacHo 4. 42, an. 1 ot 30II, moroBopbT 3a OOIIECTBEHA MOPHhUKA HE CE€ CKIIOUYBA, aKO IPH
MOAMUCBAHETO My onpeneneHusatT U3nbinuren:

1. He M3IIBJIHYU 3aabKeHNETO 110 WiI. 47, ain. 10 ot 3011,

2. He MpEeACTaBU OIpe/esieHaTa rapaHius 3a U3IIbJIHEHUE Ha IOTOBOPA;

3. He U3BBPILIM CHOTBETHA PETUCTpaAlLlMs, HE MPEICTaBU JOKYMEHT WM HE U3MBJIHU JIPYrO
M3UCKBaHE, KOETO € HEeOOXOJMMO 3a M3I'BIHEHHE Ha MOpbhYKaTa ChIIACHO HW3MCKBAHMITA Ha
HOpPMAaTUBEH WM aJMHHUCTPATUBEH aKT U € IIOCTaBeHO OT Bb3joXkuTens mpu OTKpUBaHE Ha
npoiieaypara.

Koraro 3akoHOAaTeICTBOTO Ha Abp:KaBara, B KOATO KaHIUAATHT WIM YYaCTHUKBT € YCTaHOBEH, HE
MpeABMKAA BKIIOYBAHETO HAa HSAKOE OT oOcrosrencTBara no wi. 47, ain. 1 W MOCOYEHHTE B
o0siBneHueTo obcrositenictBa no wi. 47, an. 2 ot 30Il B myOnuyeH Oe3IuiaTeH PErUCTbp WM
MPEIOCTABIHETO UM CIY)KEOHO M Oe3IIaTHO Ha BB3JIOKHTENS, NIPHU IMOANMKMCBAHE HA JIOTOBOpPA 3a
o0IIecTBeHA MOPBHYKA YIACTHUKDBT, OMPEAEIICH 3a U3IIBJIHUTEN, € AIBHKEH Ja IPEICTABU:

1. TOKyMEHTH 3a yJOCTOBEpsIBAHE JIMIICaTa HA OOCTOATENCTBATa 1O Wi. 47, all. | ¥ Ha TIOCOYCHHUTE B
00sIBIEHUETO 00CTOSITENCTBA MO Wi. 47, aj. 2, u3Aa/ileHu OT KOMIIETEHTEH OpTaH, WK

2. U3BJICYCHUE OT CHACOCH PETUCTB], UITH

3. eKBUBAJICHTEH JOKYMEHT Ha ChACOCH WIM aJIMUHUCTPATUBEH OpraH OT Ibp)KaBaTa, B KOSATO €
YCTaHOBEH.

Koraro B nppxaBara, B KOSITO KaHAUIATHT WM YYaCTHUKBT € YCTAHOBEH, HE C€ M3/1aBaT IOKYMEHTH
3a TIOCOYEHUTE OOCTOATENCTBA WJIM KOTAaTO JOKYMEHTHTE HE BKJIIOYBAT BCHUYKH OOCTOSTEJNICTBA,
YYaCTHUKBT MPEACTaBs JIeKIapalus, ako TakaBa JeKJIapalis uMa MPaBHO 3HAYEHHUE CIIOpe]l 3aKOHA
Ha JbprKaBarta, B KOSITO € YCTAaHOBEH.

Korato knerBeHara nekyiapanusi HsAMa NPaBHO 3HAYEHUE CIOPE] ChOTBETHMS HAIMOHAJIEH 3aKOH,
YYaCTHUKBT MPEACTaBs O(UIMAIHO 3asBIEHUE, HAMPAaBEHO Mpea ChACOCH WM aJIMUHHCTPATHBEH
OpraH, HOTApUYC WM KOMIETEHTeH MpodeCHOHAaJeH WM ThPrOBCKH OpraH B Jbp)KaBara, B KOSTO
TOM € YCTaHOBEH.

Crnopen §1, 1.7 or ombianurennute pasmnopendu Ha 30I1 "3akoH Ha 1abpxkaBaTa, B KOSTO
YYaCTHUKBT € YCTaHOBEH" €: a) 3a (PU3UYECKUTE JTUIA — OTEUECTBEHOTO UM IPABO MO CMUCHJIA HA YJI.
48 na Konmekca Ha MEXIYHapOJHOTO YacTHO MpaBo; 0) 3a IOPUAMYECKUTE JIHMIa — MPaBOTO Ha
JbprKaBata, ompeneneHo cbriacHo 4wi. 56 Ha Koaekca Ha MEXIyHApOJHOTO YaCTHO MpaBo; B) 3a
o0eMHEHMSITA, KOUTO HE Ca IOPUIUYECKH JIMIIA — MPaBOTO Ha AbprKaBaTa, B KOATO Ca PETUCTPUPAHU
WJTU yYPENICHH.

Bb3noxurensT Moxke a mpekpaTH NpoueaypaTa Wik ¢ pElIeHUE 1a ONpeein 3a U3MbIHUTEN U J1a
CKJTFOUHM JIOTOBOP C BTOPHSI KJIAaCHPaH yYaCTHUK B CIydauTe, KOraTO YYaCTHUKBT, KIIACHPaH Ha MMbPBO
MSCTO:

1. oTKaxke J1a CKJII0YM IOTOBOP, 3a OTKa3 CE MpHEMa U HESIBSIBAHETO B CPOKa omnpezeneH B uin.4l, an. 4
ot 3011, ocBeH ako HESBSIBAHETO € 10 OOEKTUBHU IPUYUHU

2. He M3MBJIHU HIKOE OT M3UCKBaHUATA Ha 4. 42, ann. 1 ot 3011,

3. He OTroBaps Ha W3MCKBaHUATAa Ha wi.47, an.1, 1.1, 6. ,,a%, ,,06%, ,,B, ,1“u .1, 1.2, 1. 3 u 1. 4, an. 2,
1.1, T. 5man.5 or 30I1.

[Topbukara cienBa 1a ce U3MbIHSABA ChIJIACHO YCIOBUSATA 110 JOTOBOPA, MPECTABIsABAIL HEpa3ieHa
4acT OT HACTOsIIaTa ToOKyMeHTalusa. Heropure kiay3u He oajiexaT Ha MPeoToOBapsiHe.

2. CPOKOBE 3A CKJIIOYBAHE HA JIOT'OBOPA.

JIoroBOpbT 3a U3MBJIHEHUE HA MOPHUYKATa Ce CKII0YBA MpH yciaoBusaTa Ha wi. 41 u un. 74 ot 30I1 u
MIPEeIBAPUTEIIHO O0SBEHUTE YCIOBUS HA BB3moxkuTens.

21



B cpok ot 10 xanengapau JHU ciej BIUW3aHe B criia Ha Pemenuero, ¢ koeto Br3nmoxkurens oOsBsiBa
KJIACUPAHETO HAa YYACTHUIIUTE W W300p HA UBMBIHHUTEN, ONPEACICHHIT 32 W3IBJIHUTEN YYaCTHHUK
npeAcTtaBs gokymeHtuTe 1o wi. 47, am.10. Koraro ydacTHUKBT, W30paH 3a H3INBJIHHUTEN €
qyX/IE€CTPaHHO JIMLE Cce MpuiaraT U3UCcKBaHuATa Ha wi. 48, an. 3, an. 4 u an.5 or 30I1. N'apannusara
3a M3MbJIHEHHE Ha JI0TOBOpa B pa3Mep Ha 5 % orT croiiHoctTa Ha goroBopa 0e3 JJIC, ce

0CBO00K1aBa, CHIVIACHO KJIAy3UTE HA IIPOEKTA Ha JI0T0BOP.
3. OCHOBAHMUMA 3A UBSMEHEHHE HA JTOI'OBOPA.

Ctpanure 1o 0roBOp 3a OOLIECTBEHA MOPBYKA HE MOTaT Ja ro U3MEHAT. V3MeHeHue Ha CKIIIOYEH

A0roBOp 3a O6I.H€CTBeHa IIOpBHYKa CE€ JOIMYCKa I10 U3KIIFOYECHUEC, B IIPCABUACHUTE OT 30I1 clIydau.

I''TABA 11

TEXHUYECKA CIIEHU®UKALIUA

1. MHUHUMAJIBU  U3UCKBAHUA KbM  JIEKAPCTBEHU  TIPOAYKTH,
PAIUODPAPMALEBTULIA, PAJUOHYKIIMAHU TEHEPATOPU, KHUTOBE H
PAJUOHYK/IMJHU TIPEKYPCOPU, TIIPEJHA3BHAYEHU 3A JIEUEHUE H
JTUATHOCTHKA 3A 2016TI.
JlekapcTBeHHM NPOAYKTH

Ne HaumeHoBaHue, eIMHUYHA AKTUBHOCT Mspka KOM;SCTBO

| | TexHeuueBU reHepaTOpu

1 99-Mo sodium molybdate; 99m-Tc Technetium o x 16 135

pertechnetate 7,5 GBq ' p-
99-Mo sodium molybdate; 99m-Tc Technetium

2 pertechnetate 12,5 GBq or. x 1 6p. 257

Il | TexHenmueBU KUTOBE

3 | Technetium (99m Tc) macrosalb orL. X 5 Op. 93

4 | Technetium (99m Tc) nanocolloid orL. X 5 Op. 33

5 | Technetium [99mTc] Exametazine 0,5 mg orL. X 5 Op. 13

6 | Technetium [99mTc] Tetrofosmin orL. X 5 Op. 106

111 | PaguodapmaneBTHIM 32 AUATHOCTHKA in Vivo

7 | Sodium lodide [131 I] mepopanna dpopma 74 MBq | om. x 1 Op. 1466

8 | loflupane (123-1) om. X 1 6p. 193

9 | lobenguane [131 1] om. X 1 6p. 39

IV | PagnodapmaneBTuiy 3a Tepanus

10 Sodium lodide [131 I] nepopanna popma 1,85 ort. x 1 6p. 62

GBq
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11 | Sodium lodide [131 I] mepopanna dhopma 3,7 GBq | om. x 1 Op. 226
12 | Strontium (89 Sr) chloride om. x 1 6p. 174
MeauunHckn n3aeaus
Ne HaumeHoBaHUMe, eIMHMYHA AKTUBHOCT Mspka KOHI;{SCTBO
IV | PagnodgapmaneBTunm 3a Tepanusi
13 | 192 Ir 3a Muxpocenektpon 150 cm/10 Ci om. x 1 Op. 8
V | PagnodapmaneBTHIIM 32 THATHOCTHKA in Vitro
14 | 1251 fT3 KIT om. x 1 Op. 24
15 | 1251 fT4 KIT om. x 1 Op. 66
16 | 1251 TSH (96-100 npo6u) KIT IRMA om. x 1 6p. 114
17 | 1251 TSH (384-400 mpo6u) KIT IRMA om. x 1 6p. 8
18 | 125 I Insulin KIT IRMA om. x 1 Op. 28
19 | 1251 FSH KIT IRMA om. x 1 Op. 20
20 | 1251 LH KIT IRMA om. x 1 6p. 20
21 | 1251 Prolactin KIT IRMA om. x 1 Op. 21
22 | 125 | Testosteron KIT om. x 1 6p. 18
23 | 125 | Progesteron KIT om. x 1 Op. 10
24 | 125 | Estradiol KIT om. x 1 Op. 14
25 | 1251 CA-15-3 KIT IRMA om. x 1 6p. 153
26 | 1251 CA-125KIT IRMA om. x 1 6p. 88
27 | 1251 CA-19-9 KIT IRMA om. x 1 6p. 136
28 | 1251 PSAKIT IRMA om. x 1 Op. 115
29 | 125 | Plasma renin activity om. x 1 Op. 10
30 | 1251 Calcitonin KIT IRMA om. x 1 6p. 3
31 | 125 | Aldosteron om. x 1 6p. 10
32 | 1251 ACTH IRMA om. x 1 Op. 8
33 | 125 I Paratchormon intact IRMA om. x 1 Op. 11
34 | 125 | beta 2 microglobulin om. x 1 6p. 100
35 | 125 Vit B 12 + ¢onueBa kucenuna om. x 1 6p. 10
36 | 125 | Thyreoglobulin om. X 1 6p. 33
37 | 1251 Cortisol om. x 1 6p. 27
38 | 125 1 DHEAS om. x 1 Op. 6
39 | 1251 anti TG antibody om. x 1 6p. 33
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40 | 1251 anti TPO antibody om. X 1 6p. 33
41 | 1251 TRAK om. X 1 6p. 12
42 | 125 I KapuunoemOpuonanen antured IRMA om. x 1 Op. 81
43 | 1251 HGH KIT IRMA om. x 1 Op. 8
44 | 125 | Alpha-fetoprotein (AFP) KIT om. X 1 6p. 20
45 | 125 1 BhCG KIT om. X 1 6p. 12
46 | 125 | Ferritin KIT om. x 1 Op. 8

2. CPOKOBE HATOAHOCT
2.1. MuHMMAJIeH CPOK HA IOTHOCT 32 JIEKAPCTBEHUTE MPOIYKTH.
TexHenueB:n TeHEpPAaTOpPH, TEXHEIMEBH KHUTOBE, paanodapMalleBTHIM 32 IUArHOCTUKA in VIvo |
panuodapmarieBTHIM 32 Tepanus no no3uipu ot Nel o Nel2 Bkil. oT cnenudukanusaTa ciepa a umar
MUHHUMAJIEH CPOK Ha T'OJHOCT HE MO-KpaTbk oT 60 % OT 00sBEHUsI OT NPOU3BOJUTENS, KbM JaraTa Ha
BCSIKa JIOCTABKa, IIPe/I0CTaBeHa Ha KpalHUTE MOy4aTeNv /ChOTBETHUTE JIeUeOHH 3aBeIeHUs/
TexHenueB:n TeHEpPATOPH, TEXHEIMEBH KHUTOBE, paanodapMalleBTHIM 32 IUArHOCTUKA in VIvo |
paarodapManeBTUI 3a Tepanus 1o mo3uiui oT Nel 1o Nel2 Bki1. oT cnenudukanmsTa:

-0t 59,99 1o 50 % - 20% BBpXY CTOMHOCTTA Ha JIOCTABKATa,

-0T 49,99 110 40 % - 30% BbpXY CTOMHOCTTA HA IOCTABKATa;

-nioz1 40% - 60% BBpXy CTOMHOCTTA HA JIOCTABKATa;
2.2. MUHMMAJIEH CPOK HA TOHOCT 32 MeTUIIMHCKUTE U3/eTusl
PagnodapMarieBTHIIM 3a Tepalus M 3a AMarHocTuka in Vitro mo mosuimn ot Nel3 goNe 46 Bk ot
cienupUKapsITa CIeBa 1a IMaT MUHHUMAJICH CPOK Ha TOJHOCT HE Mo-KpaTrhk oT 80 % oT 00siBeHUs OT
MIPOU3BOJIUTENS], KbM JlaTaTa Ha BCsIKa JI0CTaBKa, MPEI0CTaBeHa Ha KpaHUTE MOTy4aTeln /CbOTBETHUTE
neyeOHM 3aBeICHMUS/ .
B cinyuail Ha noctaBka Ha MEIUIIMHCKO M3JIENIME C MO-KPaThbK OT JIOTOBOPEHHSI CPOK HA TOMHOCT
M3ITBJIHUTEIIST JIBJIKH HEYCTOMKA KaKTO CIIe/IBa:
PamnodapmarneBTrm 3a Teparus ¥ 3a TMarHoCTUKa in vitro o no3ummu ot Nel3 1o Ned6 Bk

-0T 79,99% no 70% - 20% BBpXy CTOWHOCTTA Ha JIOCTABKATa;

-0T 69,99% 1o 60% - 30% BBpXy CTOWHOCTTA Ha IOCTABKATa;

-0T 59,99% no 50% - 60% BBHPXY CTOWHOCTTA Ha JIOCTABKATA;

-0T 49,99% no 40% - 75% BBbpXy CTOMHOCTTA Ha JOCTABKaTa;

-1io71 40% - 90% BBpXY CTOMHOCTTA HA IOCTABKATa;
JlocTaBkara Ha JIEKapCTBEH MPOAYKT WM MEIUIMHCKO H3JEIHe C OCTaThb4eH CPOK Ha TOJHOCT IO-
Maabk oT 40 (4eTupumeceT) Ha CTO OT OOSIBEHHS OT MPOW3BOAUTENS CE U3BBPIIBA CaMO C IMHUCMEHO
ChIJIAaCHE HAa BB3JIOKHUTENS 32 KOHKPETHO KOJHMUYECTBO, OMPENENEHO OT Hero. be3 M3puyHO MHUCMEHO
ChIJIaCHE Ha BB3JIOKUTENS CTOKUTE HsAMA Jja ObJaT 3aIulalliaHy.
3. CPOK U HAYHUH HA JOCTABKA
MUHHCTEPCTBOTO Ha 3]IpaBEONa3BaHETO pa3Ipeeis HEOOXOIUMUTE KOJIMYECTBA B JBE YTBBPJCHU
MIMCMEHU 3asBKU-Pa3NpeeNIeHus, IbpBaTa 3a 1ect MeceueH nepuoxa — 1o 31.08.2016 r. u Bropara —
no 28.02.2017 r., kaTo KOJAWYEeCTBaTa BBB BTOpaTa 3asBKa ca CbhOOpa3eHH C pa3IoJIaraeMuTe
OIO/KETHU CpelicTBa. 3asBKaTa-pa3mnpe/esieHrue ce BphUBa JIMYHO CPENly MOIMNKIC Ha YITBITHOMOIIIEHO
JUIE OT 3BEHOTO 3a aJMUHHCTPATUBHO OOCIYXBaHE WJIM C€ M3Ipalia C MPEernopbyaHO MHUCMO C
oOpaTHa pasmucka, o ¢akc WIM MO ENEKTPOHEH MBT MPHU YCIOBUSATA U MO pefa Ha 3aKkoHa 3a
€JICKTPOHHHUS IOKYMEHT U €JICKTPOHHHMS TIOJIITHC.
HavanmnaTa goctaBka ce U3MBIHIBA B CPOK JI0 ABAJIeCET KaJeHAAPHU JIHU OT JaTaTa Ha BPbYBaHE Ha
3asiBKaTa.
Bcesika otenna goctaBka 1Mo J0roBopa, C€ U3BHPIIBA €KECEAMUYHO CIIOPE]] MHAUBUIYATHUTE HY KA
Ha JiedeOHUTE 3aBEJCHMsS, B pAMKUTE Ha YTBbpJEHaTa IHCMEHa 3asBKa-paslpeiiesieHue OT
MUHHUCTEPCTBOTO Ha 3PaBEOMa3BAHETO.
B cnyuaii, ue yTBBp/€HaTa BTOpa NUCMEHA 3asiBKa-pasnpenenenne ot M3 Hima aa 0blie U3IbJIHEHA
Ha 100%, mopaau nurica Ha 3asBEHU HYKIU OT JIeUeOHHUTE 3aBelIeHUs, JOCTABUUKBT YBEAOMSIBA JI0
28.02.2017r. nupexuumsita "JIIT".
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4. CPOK 3A U3II'BJIHEHHUE HA 1OI'OBOPA
CpoxbT 3a U3BJIHEHHE Ha ToroBopa e 1o 28.02.2017 r.
5. HAYUUH HA IIVTAITAHE 1 TOKYMEHTH 3A IIVIALLIAHE

3arananeTo Ha CTOKUTE 10 JOTOBOpa CE€ M3BBPIIBA OTIOXKEHO B cpok 10 30 /Tpunecerus/
JIEH, CJe]l IPEJICTaBsHE Ha CIEIHUTE JOKYMEHTH:

1) JocraBHa ¢axTypa, chcTaBeHa chriacHo usnckBanusaTa Ha 3/1JIC u III3/1JIC — opurunain
u 2 /nBa/ 6post 3aBepeHH KOMHS;

2) TlpuemarenHo-nipeiaBaTeIHE NPOTOKONM, 1O oOpasenr Ha MHHHCTEPCTBOTO Ha
3/1paBEOIa3BaHETO;

3) O600111eH OmHC Ha TPOTOKOJIUTE — 3 /Tpu/ Opos;

4) TIucMeHu 3asBKU-pas3NpeielieHus, N3TOTBEHH 0T MHHUCTEPCTBOTO Ha 3/IpaBEONa3BaHETO U
3aBepeHU OT KpailHUTE MOJIyyaTeH;

5) 3a JiekapcTBEHUTE MPOAYKTH Clie/IBa Ja ObIaT MPEICTABCHU:

Ceptudukar 3a ocBoOOXKJaBaHE Ha BCSKa MapTHUa, U3AaJeH OT KBAIU(DUIHUPAHO JIHIE IO
3JIIIXM — 3aBepeHO OT U3MBIHUTENS KOMUE, B IPEBOJT Ha OBITAPCKH €3UK.

6) 3a MEAUIIMHCKUTE U3/IEHS Cclie[iBa 1a ObJaT MPECTaBeHHU:

-Bamunen ceptudukar 3a BHeapeHa cuctema nmo kadectBoto ISO 9001:2008 u/ mmum ISO 13
485:200X wnm eKBUBAJEHTEH cepTU(]HKAT /3aBepeHO KOMHME Ha OpPUTHMHAI M TMpeBoj/ Ha
IIPOU3BOJUTENA - 32 BCUUKU 000c00eHH no3uiu oT Ne 13 1o Ne 46 BKI1. ¢ MEAULIMHCKH U3/IETHSL.

-Jlexnaparnius 3a CbOTBETCTBHE OT MPOU3BOIUTENS UM HETOBUS YITBIHOMOIIEH MPEICTaBUTEN
ChC chlecTBeHUTe M3WCKBaHUs Ha JlupektuBa 93/42/EC 3a mosunms Ne 13 wm Jlexmapamus 3a
CHOTBETCTBUE OT IMPOU3BOJIUTENSI WM HErOBUS YII'BIHOMOIIEH MPEICTaBUTENl ChC ChIIECTBEHUTE
n3uckBanus Ha Jupektua 98/79/EC 3a mosummu NeNe 14 — 46/3aBepeHO KOMHE HAa OPUTHHAI U
npeson/

-EC ceprudukar 3a cbOTBETCTBHE OT HOTU(PHUIMPAH /3aBEPEHO KOIHME HA OPUTHHAI U TIPEBOY/
3a 000co0ena mo3urus Ne 13 u Ne 28.

N30poeHuTe [AOKYMEHTH C€ MpEeACTaBAT B JEJIOBOJCTBOTO Ha MMHHUCTEPCTBO Ha
3/IpaBeola3BaHeTo, KJIACHpaHW U NMpUKAaYeHH B Manka. B mamkarta ce mpujara mucMo ¢ OMHC Ha
ChJIbPIKAIINUTE CE B HEA JOKYMEHTH, KaTo 3aJb/DKUTEIHO CE [I0COYBAT HOMEpATa, JaTUTe U Oposi Ha
MIPUIIOKEHUTE JTOKYMEHTH OT BCEKHU BUJI.

Cnucbk Ha KpailHUTe MOJIYy4YaTeJ M HA PaAHOAKTHUBHH JIEKAPCTBEHH MPOAYKTH,
paauopapManeBTHIH, PAMOHYKJIMIHN FeHePATOPH, KUTOBE M PAIMOHYKJIHM/IHH NPEKypPCcOpH

npe3 2016r.
YMBAJIL ,,Anekcannposcka” EAJL, rp. Codus
YCBAJIE”Akan. Usan Ilenues” EA/JL, rp. Codus
CBAJIO EA/L, rp. Codus
YMBAJL,,Cs. UBan Puncku” EAJL, rp. Codus
YMBAIJI ,,Ilapuna Noanna - UCYJT” EAJL, rp. Codus
CBAJIX3 EA/], rp. Codus
YMBAJL,,JI-p I'eopru Crpancku” EA/], rp. [Inesen
YMBAIL,,Cs. I'eopru” EAJL, rp. [InoBaus
MBAJIL,,Cs. Mapuna” EA/], rp. Bapna

10. KOI[ — Crapa 3aropa EOO/J], rp. Ctapa 3aropa

11. CBAJIO3 EOOJ, rp. Codus

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

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

14. KOILI-Benuko Tepuoo EOO/, rp. Benuko TspHOBO

15. KOII-Pyce EOO/I, rp. Pyce

16 MHuoronpoduiHa 6oHUIIA 32 aKTUBHO JIEYEHHE 10 HEBPOJIOTUA U rncuxuarpus ,,C. Haym™

EAJL, rp. Codus

17. KOII-llTymen EOOJ, rp. lllymen
18. MBAJL ,,JI-p Tota BeakoBa”A/l, rp. ['abpoBo
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I''TABA II1
KPUTEPUM 3A OLIEHKA HA O®EPTATA

3a Bcska OTACIIHa o@epTa, KOATO OTTrOBapsd Ha U3UCKBAHUATA HA 3aKoHa 3a O6H.I€CTB€HI/ITC IMOPBYKHU U
HN3HUCKBaHHUATA Ha B'b?;JIO)KI/ITCJISI, IMOCOYCHHU B HaCToOdgIlaTa AOKYMCHTAlMA, Ha3HauCHATa KOMMHCHA

M3BBpIIBA KJacallusi, Bb3 OCHOBa Ha kputepus mo ui. 37, an. 1, 1. 1 ot 3011 — ,,Hali-HuUCKa LIeHa”.

Cuvenacysanu:
npog. 0-p Inamen Kenapos, omn, enasen cexpemap,

0-p Jecucnasa Benkoscka, oupexmop Ha oupexyus "JIIT"
JIrwomuna Bacunesa, oupexmop Ha oupexyust ,, HPOII3*;
Anmon I'ocnoounos, nauannux omoen ,, OIl** 6 oupexyus ,, HPOII3*;

Hzeomeun:
Pymana Cmaspesa, en. iopuckoncynm omoen ,,OI1" 6 oupexyus ,, HPOII3
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'JIABA IV
OBPA3IIN HA JOKYMEHTHU 3A YYACTHE B IPOLEYPATA
INPEJACTABSHE
HA
YYACTHUK B OTKPUTA IMPOLHEAYPA 3A Bb3JIAI'AHE HA OBLIECTBEHA
MMOPBYKA C IPEJIMET:
w/locmaexka na paouoakmuenu nekapcmeenu nPoOyKmu, paouogapmavyeemunyu, paouoHyKIuOHU
2enepamopu, Kumoee u paouoHykauonu npexypcopu 3za 2016 2., omnyckanu no peoa na Hapeooa
34/25.11.2005 2. 3a peda 3a 3annauiane om penyoiuKaAHCKUs 01003cem Ha J1e4eHUemo Ha
Ov2apcKume 2paxcoanu 3a 3a060146aHUs, U36DH 00X6AMA HA 3A0BINHCUMETHOMO 30PABHO
ocuzypaeane'’, exnousawa 46 camocmosamenno 060codvenu no3uyuu “
Obocoodena nozuyusa M ...... c npeomem ......

I. AAEHTUO®UKAIIUSA HA YHACTHUKA

Or:

(HaumeHo8aHUe HA YUACMHUKA)

C agpec: Ip. YL Ne ,
IIpencraBnsiBano ot , EI'H ,
B KaUeCTBOTO HA

byncrar / EMK/JIK/AP.*: ,

Perucrpanus no J/1C:

II. AAIMUHUCTPATUBHU CBEJAEHUSA

TEN.: , hakc: , e-mail:

JInte 3a KOHTaKTH:
JmbKHOCT:

O6cmy>xBaia 6aHka:
CmerTkara, 10 KOATO I1ie ObJie Bh3CTAHOBEHA rapaHIIMsATA 33 y4acTHe:
IBAN: , BIC:

Tutynap Ha cMeTkara:

YBAKAEMHU JAMHU U TOCIIOJIA,

1. 3asBsiBaMe, ue jKelmaeM Ja ydacTBamMe B oOsiBeHaTa oT Bac mporenypa 3a Bb3larane Ha
oOliecTBeHa NOpbUKa C MNpeaMmeT: ,/locmaeéka Ha paouoaKkmueHu JeKapcmeeHu npooyKmu,
paouopapmayesmuyu, paouoOHyKIUOHU 2eHePAmMOopuU, KUmoee U paouoHyKIuOHU RPEKypcopu 3a
2016 2., omnyckanu no peoa na Hapeooa 34/25.11.2005 2. 3a peda 3a 3annawiane om
PenyonuKancKua 010xcem Ha ne4eHuemo Ha 0vazapcKume 2paxcoanu 3a 3a001A6aHUsA, U3ELH
obxeama Ha 3a0vaHCUMENHOMO 30pa6HO ocuzypsaeane', exknwuyeawa 46 camocmoamenno
000cobenu no3uuuu “.

Obocoobena nozuyus M ...... c npeomem ......
2. 3ano3HaTy CMe U Ce 3a/bJKaBaMe J1a Clia3BaM YCJIOBHSATA 32 y4acTHUE B MPOLEAypaTa.
3. 3anpkaBaMe ce  Ja Ccha3BaMe BCHYKM  YCJIOBHUS Ha BB3JIOKHUTENS, IIOCOYEHU B

JOKYMEHTAIUsATa 33 y4acTHE, KOUTO CE€ OTHACAT JO M3MBJIHEHHWETO Ha MOpbhYKaTa, B Clayyai, ue
chIllaTa HU OBbJIE BH3JI0KEHA.

4, CehIylacHU CMe BJIMTHOCTTA HAa HAIETO MPEITIOKEHUE 1 OBMIC ...vovvvnnennnnnn.. KaJICHIapHU
JTHU, HO HE TIO-MaJIKo OT 90 KajeH apHU THU, CYUTAHO OT KPAaHHS CPOK 3a MojaBaHe Ha 0hepTUTE U
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TO IIe OCTaHe OOBBP3BAIIO 3a HAC, KAaTO MOXE Ja ObJie MPUETO O BCAKO BpeMe Mpear U3THYaHEe Ha
TO3H CPOK.

5. [TogaBaneTo Ha Hacrosmara odepra yAOCTOBEpsBa OE3YCIOBHOTO NMPHUEMaHE Ha BCHYKHU
HU3HUCKBAHUA U 3a1bJIXKCHUA, IIOCTAaBCHU OT Bu3aoxurend B MMpoBECXKAaHaTa rnmpoucaypa.
6. Jlo MOArOoTBSIHETO Ha JOTOBOP, TOBA MPEUIOKEHUE 3aeJHO C MICMEHOTO MpreMaHe oT Bara

CTpaHa M M3BECTHE 3a CKIIIOYBAHE HA JIOTOBOp Ie (opMHpaT OOBHP3BAILIO CIIOPA3yMEHHE MEXKIY
JIBETE CTPaHHU.

7. Cnucek Ha BCUYKU JOKYMEHTH (ChOTBETHO KOIIUS Ha IOKYMEHTH), B IIOJNIMCAH U MOAIeYaTaH
BUJI.
Jlara / /

Nwme u pammus

[Toanuc Ha TUIETO U TIeYaT
JmbxxHOCT

HanmenoBanue Ha yqacTHUKA
*Koeamo yuacmuuxvm 6 npoyedypa e uylcoecmparHo Qusuiecko uiu puoutecKko auye uiu mexHu
0beduHeHus, cvwume npeocmasam uoeHmuuyupawa uHgopmayus 8 CbLOMEEMCmeUue Cbe
3aKOHO0AmMeNCmeomo HA ObpPAHCABAMA, 8 KOSAMO YUACMHUKBIM € YCMAHO8eH 8 0uyuaileH npeeoo Ha
OBI2APCKU e3UK.

**Koeamo yuacmuux 8 npoyedypama e obedunenue, Hacmoswus oopazey Ha oepma ce npeocmass

3a 0OeOuUHeHUemo Y4acmHuK, Kamo ce NONwa8d U NOONUCBA OM IUYEemo, KOemo e YNbIHOMOWEHO Om
yenogeme Ha 00eOUHEHUEMO, CbIACHO 002080PBI 3d Cb30asaHe HA 00eOuHeHUue /O0KYMEeHMbM 3d
VIBIHOMOWABAHE HA NPeOCMABIa8al om y4acmHuyume/.
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OBPA3EL
AEKJTAPALN U
o 4wi. 47, ain. 9 or 3akoHa 3a 001IeCTBEHUTE NMOPBYKH

(e D100 07 (or: 1207 6 s AN P
(mpu umena)
130 61 (Ted m: Yol Mo I o3 B < F: R
(OnvorcHocm)
13 I €2 1o 17 1 ,B
MpoLeypa 3a Bb3JIaraHe Ha OOIIECTBEHA MOPBUKA C TIPCIIMET yyeeeneeessssonsssnsonssnsons s

AEKJTAPHUPAM:
1. He cbM ocwkxman(a) ¢ BIsi3Na B cuiia Ipuchaa /Peabunutupan cbM 3a:
a) MpecThIICHHE MPOTUB (PUHAHCOBATA, JaHbYHATA UM OCUTYPUTEIHATA CUCTEMA, BKIFOUUTEITHO
U3NMpaHe Ha napu, 1o wi. 253 - 260 ot HakazaTenHus KoJekc;
0) moakyn no wi. 301 - 307 or Haka3arenHus Kojekc;
B) y4acTH€ B OpraHu3upaHa rnpecrbiina rpymna no wi. 321 u 321a or HakazarenHus xonekc;
I') IPECTBIUICHUE MPOTUB cCOOCTBEHOCTTA 1O Wi. 194 - 217 oT HakazaTeHus KOJeKc;
1) IPECTBIIEHUE ITPOTUB CTOMAHCTBOTO O wi. 219 - 252 ot HakazarenHus koaexc.
2. [IpencraBisiBaHUAT OT MEH YYaCTHUK HE € O0SBEH B HECHCTOSTEIIHOCT.
3. [IpencraBisiBaHUAT OT MEH YYaCTHUK HE C€ HAMHpPA B IIPOM3BOACTBO 10 JIMKBUIAIHS, HUTO B
moso0Ha mpoueaypa, ChriiacHO HAIMOHATHUTE MU 3aKOHU U TIOJI3aKOHOBU aKTOBE;
4. TlpencraBnsiBAaHUAT OT MEH YYACTHHK HSMA IMAPUYHU 33IBJDKCHUS KbM IbprKaBaTa Ui KbM
oOmIMHA M0 cMHChIa Ha Wi. 162, an. 2 oT JJaHbUHO-OCUTYPUTETHUS MPOIECYaleH KOJIEKC, KOUTO ca
YCTaHOBEHU C BJISI3BJI B CUJIA aKT HA KOMIIETEHTEH OPIaH U 32 KOUTO HE € JIOIYCHATO Pa3cpouBaHe
WM OTCPOYBAHE HA 33 (bIKEHUATAl MIIM MapHYHY 3abIKEHNs, CBBP3aHH C ILIAIAHETO Ha BHOCKH 34
COIIMAIHOTO OCUTYPSIBAHE WJIM HA JJAHBIM CHIIIACHO MPABHUTE HOPMHU Ha AbpKABaTa, B KOATO
YYaCTHUKBT € YCTAaHOBEH.
5. [IpenCTaBISBAHUAT OT MEH YHACTHHUK: ouvveruveerurenieeeieeniieeneeniteeeeesareesseessneenneesneens

(nocoueme pupmama na yuacmHuka)

- HE € B OTKPUTO IIPOU3BOJICTBO 110 HECHCTOSITEIHOCT;
- HE € CKIIIOYWI HM3BBHCHICOHO CHOpa3yMEHHE C KPEeIUTOpUTEe CH MO cMmuchia Ha uwi. 740 ot
THpProBekus 3aKOH; WIM aKO € Yy>KJIECTPAaHHO JIMIE: - HE C€ HAaMUPa B [10100HA MPoLIeTypa ChIIIACHO
HallMOHAJTHUTE CH 3aKOHU M MOJ3aKOHOBHM aKTOBE; - HEroBaTa JACHMHOCT HE € IOJ pPa3NnopekJaHe Ha
ChJla U HE € IPEYCTaHOBUJI IEHHOCTTA CH.
6. He cbM ochieH ¢ BIsizNa B cujla MpHCHIA 3a mpecThiuienne no 4wi. 313 ot HakazaTennus xKoaekc
BBB BPb3Ka C IPOBEXK/IaHE Ha MPOIIEypHU 32 Bb3JIaraHe Ha OOIIECTBEHU MOPBHUKH.
7. He cbM cBBp3aHo JuIle IO cMHUCHIa Ha § 1, T. 23a OT HOMBIHUTENHUTE pa3nopeadu Ha 3akoHa 3a
OOIIIECTBEHUTE TOPBHYKU C BB3JIOKUTENST WU ChC CIYKUTEIU Ha PHKOBOJHA JUTHKHOCT B HETroBaTa
OpraHu3alusl.
8. IlpencraBisBaHUAT OT MEH YYaCTHHK HE € CKIIOYWII JIOTOBOP C jwuie 1o wi. 21 mimm wi. 22 ot
3aKoHa 3a MPEIOTBPATSIBaHE U YCTAHOBSIBaHE HA KOH(JIUKT Ha UHTEPECH.

9. T'openocoueHute oOCTOSATENCTBA MoraT ga OBbJaT MOTBBPACHU OT HH(OpManusaTa B CIEIHUA
MYOJIMUEH PETHCTBD  .coveevennnn. Inocousa ce om Oexnapamopal VMM OT CIHETHUS OPTAH ..........cco.....
Inocousa ce om dexnapamopal, KOWTO € KOMIIETEHTEH J]a MPEI0CTaBsi HHGOPMAIIUS 32 TSAX CIYKeOHO
Ha Brp3noxurens.

N3BecTHa Mu e otroBopHocTTa 110 4wi.313 ot HK 3a HEeBepHU naHHM.

3anbpkaBaM ce€ MpU MPOMEHM Ha TOPENOCOYEHUTE O0OCTOSTENCTBAa Aa yBeAoMs Bbinmoxkurens B
CEIEM/IHEBEH CPOK OT HACTHIIBAHETO UM.

In pu Hasuyue Ha JonYCHaMo pascpoy8aHe UAU OMCPOUBAHEe HA 3A0BANCEHUSIMA Ce NPU/IA2a Konue Ha C0meemHust JOKyMeHm KoM Hacmoswama
dekaapayusi.
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JaTa: e JEKJIAPATORP: ..o
(moamuc, eyar)

IIOAICHEHHE: B cryuail, ye y4acmHukvm e iopuouyecko auye, 0eKiapayusma ce noOnuced
300BJIICUMENTHO Om auyama, nocovenu 6 ui. 47, an. 4 om 30I1.

B cayuaii, ue yuacmuuxvm e obedunenue, oexnapayus ce npedcmass 3d 6CAKO Qu3U4ecKo Uil
FOPUOUYECKo auye, BKII4UeHO 8 0beOuHeHuemo, cbobpasno ui. 56, ar. 3, m. 1 om 30I1.

Kozcamo yuacmuuxvm e uyscoecmpanno auye, oexnapayusama ce npedcmass 8 ouyuaien npegoo
cwvenacto 4n. 56, an. 4 om 3011 6v6 8pv3ka ¢ un.56, an.1, m.1 om 3011
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AEKJAPALLUA"

3a y4acTHETO WM Hey4acTHeTO HA MOAH3IbJIHUTEIH
no wi. 56, a;. 1, 1. 8 ot 3akoHa 3a 001IeCTBEHUTE MOPBHUYKH

,HOJ'IyrIO,Z[HPIC&HI/IHT J=HATA e , B Ka4yCCTBOTO MH Ha

(nocoueme OnvoiCcHOCMMA) (nocoueme umemo/pupmama Ha y4acmHuKa)
YUYaCTHHK B IPOILEypa 32 Bb3JIaraHe Ha OOIMIECTBEHA MOPHUKA C TIPEIMET: ..veeuverveeneererenreeneenneenees ,

AEKJIAPHUPAM:

VHACTHHIKBT ....oeeiiiiiiiieiiiie ettt et iee e s bbb s sabee e
(nocoueme umemo/pupmama Ha y4acmHuKa),
KOT'OTO MPEICTABIISBAM:

1. IIpu U3NBIHEHUETO HA rope IUTHpPaHaTa OOIIECTBEHA MOPHhUKA HAMA Ja M3MOJ3BA/IIE M3IOJI3BA
O IU3IIBIIHUTENH /noduepmasa ce esprHomol;

(usnuceam ce umenama/pupmume Ha NOOUNBbIHUMENUME),
KOHUTO Ca 3all03HATH C MPEeIMeTa Ha MOPHUKATa M Ca Il ChIVIACKE 32 YUacTHe B IPOIleypara;
3. Bumpr Ha paboTHTe, KOMTO 1€ W3BBPIIBA  TMOAMIBIHUTENSA Ca  CICIHUTE:
4. JlenbT HA yyacTHE Ha MOAM3MBJIHUTEINTE MPU U3MBIHEHHE HA MOpBYKATA e OBIE ......... % or
o0IIaTa CTOMHOCT Ha MOPBYKATA.
W3BecTHa MU € OTrOBOpHOCTTA 0 Wwi. 313 ot Haka3zarenHusi KOJEKC 3a MMOCOYBAaHE HA HEBEPHU
JTaHHU.

Jara: JEKJIAPATOP:
(monmuc, neyar)

*ﬂemapauuﬂ ce nOONUC8a 3a0bANCUMETHO OM ynpasjisieauus yHacmHuKka no pecucmpayus.
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OBPA3EL

JTEKJIAPALMS
3a CbrJjacume 3a y‘laCTl/Ie KaTo0 NOAU3IBbJIHUTEJ

) Y100 04Tz 1 507 6: i T

JaHHHU 110 JOKYMCHT 38 CAMOJIHMYHOCT ....cueiniiiiiiiii i s s s s s s s a e aaas
(Homep na tuuHa kapma, 0ama, Op2an U MACMO Ha u30a8anemo)
D5 2 2 R (O 0 2T I 0 2

(HaumeHosanue Ha NOOUNBIAHUME]IS)

JEKJIAPUPAM:
1. OT uMeTo Ha MPEACTaBIISIBAHOTO OT MEH JHIE (ThPrOBCKO JAPYKECTBO, €IHOJIUYEH THPrOBEll,
IOPUANYECKO JIUIE C HECTOMAHCKA 1€ — BIPHOTO C€ MOAYepTaBa):

(naumenosanue, EUK/BYJICTAT)

W3pa3siBaM ChIJIACUETO Ja YYACTBAME KATO MOAUBIIBIHUTEIL HA ..uvvveeerruiieeeeniireeeenireeeesnireeessnneeeens

(HaumeHo8aHUe HA YUACMHUKA 8 NPOYedyPAma, Ha KOUMO IuYemo e noousnviHumen)
IpU U3MBIHEHHE Ha OOIIeCTBEHa MOpBYKA C WpeaMmerT: ,,/Jocmaeka na paduoakmusnu
Jlekapcmeenu npooyKmu, paouodapmayesmuyu, paduOHYKIUOHU 2eHepamopu, Kumoee u
paouonyknuonu npexypcopu 3a 2016 2., omnyckanu no peoa na Hapeooa 34/25.11.2005 2. 3a peoa
3a 3anaauiane om penydoIUKAHCKUA 0100)cem Ha JledeHUuemo Ha 0vazapcKume Zpa)xcOanu 3a
3abonaeanusn, u3evbH 00Xeama HaA 3A0BANCUMENHOMO 30pasno ocuzypaeane', exnwusawa 46
camocmoamenno 060cobenu nosuyuu .
Oobocooena nozuyua M ...... c npeomem ......
2. JlefiHOCTHUTE, KOUTO 1€ U3ITBIHABAME KATO MOIU3ITBIHUTEN, Ca:

(u3bposasam ce KOHKpemHume yacmu om npeomema Ha 0OWecmeeHama nopvyKa, Koumo we 6v0am UNvIHeHU Om
NnOOU3NBIAHUMENS)

3. 3ano3Hatu cMme ¢ pasnopendara Ha 4wi. 55, an. 5 oT 3akoHa 3a OOIIECTBEHUTE MOPHUKH, Ue
3asiBIBAKU JKETTAHUETO CU J1a ObJeM MOAU3MBIHUTEN B odepTaTta Ha MOCOYCHUS TO-TOPE YUYACTHUK,
HAMaMe TPaBO Ja C€ SBHM KaTO YYaCTHUK B TOpEINOCOYeHATa MpOIeaypa W Ja MPeIACTaBUM
camocrosiTenHa odepra.

JHata |, [ieeieecieeecireeecveeennes [oeeeeeeeecreeeeireeeennenn.
IMe M QaMIIIS. [ oo
TToAMUC (M TTEUAT) [ coiiiiiiiiic s
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OBPA3EIL

JEKJIAPALIUSL
3a JIMICA Ha CBBP3aHOCT C APYT YYACTHUK
o 4. 55, an. 7 or 3011 u 3a iunca Ha o6cTosiTe/ICTBO MO 41.8,51.8, T.2 0T 3OII.

TIOAIIMCAHMIST: ...ttt et e e e e ettt
(mpume umena)
B KAUECTBOTO CH HE ..utnttttentent ettt et et et e et et et et et et et et et et et et e e eneeneas
(0nvoicHocm)
S T T 1o 1 21 ,

B IIPOIIEAypa 3a Bb3JIaraHe Ha OOMIECTBEHA MOPBUKA C TIPEIAMET: ....evvevrererrerreneerenreseneesenseneenesueneenens ,

JEKJIAPUPAM:

1. IlpencraBnsiBaHMAT OT MEH YYAaCTHUK HE € CBBbP3aHO JuIEe mo cMmuchia Ha § 1, T. 23a or
nonbiaHUTEeNHUTE pasnopendu Ha 30I1 unu cBbp3aHo mpeanpustTHe 1no cMuchia Ha § 1, T. 24 ot
nonbaHUTETHUTE pasnopeadu Ha 3011 ¢ apyr yyacTHHK B HacToOsIIaTa MPoLEeaypa.

2. 3a mpeAcTaBsABaHUS OT MEH YYaCTHHUK HE ca HaluIie o0cTosTencTara mo ui. 8, an. 8, T. 2 3011 no
OTHOLIEHUE Ha HACTOsAIIATa MPOIEAypa 3a Bh3JlaraHe Ha OOIIECTBEHA MOPbHUKA.

N3BecTHa Mu e oTroBopHocTTa 10 41.313 o1 HK 32 mocouBaHe Ha HeBepHM JAHHH.

Bal["I)JDKaBaM Cce Ja YBEAOMS Bn3noxurens 3a BCHYKHU HaCTBIIUIN IIpOMCHU B
ACKIIApUPAHUTE I10- T'OPC 00CTOSITEICTBA B 7-I[HeBEH CPOK OT HACTBIIBAHCTO UM.

Jara: .. e JAEKJIAPATOP: ...
(moxnuc, neyar)

TIOACHEHHUA no dexnapayuama:

*1epunnumu:

CoriacHo §1, T.23a OT JOMBIHUTETHATE pa3nopeady Ha 3akoHa 3a OOIIECTBEHUTE OPBUKH ,,Cebp3anu auya’ ca:

a) pOJHHHHU TI0 TIpaBa JUHUA 0€3 OTpaHUYeHUE,;

0) poHUHH TI0 ChpeOpeHa JIMHUS 10 YeTBBPTA CTEIICH BKIFOYHTEITHO;

B) POJIHUHH IO CBATOBCTRBO - IO BTOpA CTENCH BKIFOYHUTEITHO;

T') CBIIPY3U WIIK JTUIA, KOUTO C€ HAMUPAT BB (DAKTUIECKO CHKHUTEICTBO;

Il) CBAPYKHHUIIY,

€) JHIaTa, eIHOTO OT KOUTO YJYacTBa B YIPABJICHHUETO Ha JAPYKECTBOTO HA APYTOTO;

) IPYKECTBO H JIHIE, KOSTO IIPUTEKaBa IMOBEUYE OT 5 Ha CTO OT JSUIOBETE WM aKIUUTE, U3IaICHH C IPABO Ha TJIac B
JIPY>KECTBOTO.

He ca cBbp3anu numa apyxectBo, uniito kanurtai € 100 Ha cTo 1bpkaBHA WM OOITUHCKA COOCTBEHOCT, U JIUIIE, KOETO
yIpa)kHsiBa IpaBaTa Ha AbpXKaBaTa, ChOTBETHO Ha OOIMHATA B TOBA JAPYKECTBO.

CeorimacHo §1, T.24 oT JOTBIHUTETHUTE pa3nopeady Ha 3akoHa 3a OOIIECTBEHUTE TOPBUKH ,,C8bp3aHo npeonpusmue’ €
NIPEAIPUATHE:

a) KOETO ChCTaBs KOHCOJIHIUPAH (PHHAHCOB OTYET C BB3JIOKUTEI, WA

0) BBpPXY KOETO BBH3JIOKUTEIAT MOXKE Ja YIPAKHIBA MPSIKO WIH HETPSKO JOMUHHUPAIIO BIUSHHE, HITH

B) KOETO MOJKE JIa YIPaXXHABa JOMUHHUPALIO BAMSHUE BbPXY BB3I0XKHUTEN M0 Wi. 7, T. 5 unu 6 ot 3011, unu

I') KOETO 3aeHO ¢ BB3JI0kuTeN 1Mo 4wi. 7 ot 3011 e 00eKT Ha JOMUHHUPAIIOTO BIMSHAE HA IPYTO MPEINPHUsTHE.
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OBPA3EILl

JNEKJIAPAIIUSA
mo wi. 3, T. 8 oT
3aKoHa 32 HKOHOMHYECKHUTE U (PUHAHCOBHUTE OTHOIICHHUS C JIPY)KECTBATA, PETHCTPUPAHU B
IOPUCAHUKITNY C TIpeepeHIINaNICH JaHbUEH PEXKUM, CBbP3aHUTE C TAX JIMIA U TEXHUTE JCHCTBUTCITHU

COOCTBEHUIIN
TIOAIIMCAHMIST: ...ttt e e e ettt
(mpume umena)
-3 6N (ot - Yol Mo o 2 B < F: P
(0nvoicHocm)
5 BT 2 o 170 P , B

NpOLIEAYpa 32 Bb3JIaraHe Ha OOMICCTBEHA TIOPBYUKA C IIPCIMET: ..veuveverreareersensesseaseeseessessessessessensens :

JEKJIAPUPAM:

1. [IpencraBnsiBAHOTO OT MEH JPYXKECTBO* HE € pPErHCTPUPaHO B IOPUCIUKIUU C
npedepeHInaieH 1aHbuUeH PEKUM.
2. He cbM cBBp3aHO JIMIIE C APYKECTBO, PETHCTPHPAHO B FOPHCAMKIMS C MpedepeHraicH

AaHBYCH PCIKUM.

JlaTa: e JEKJIAPATOP: ... e
(moaruc, revar)

IIOACHEHHA no oexknapayuama:

*Lleqmnnmm: CohrinacHo § 1 OT TOMBJIHUTENHUTE Pa3nopeady Ha 3aKOHA 32 MKOHOMUYECKUTE U (JMHAHCOBUTE OTHOIICHHS C APYKECTBATA,
PETHCTpUpaHH B IOPUCAUKINY C TIpedepeHIHaleH JaHbYeH PEKUM, CBbP3aHHUTE C TSX JIMIA U TEXHUTE ISHCTBUTEIHH COOCTBEHHIH, IOCOYCHHTE B
HACTOsIIATa ACKIapalysl H3pa3y UMAT CICIHOTO 3HaYCHHUE:

1. "[IpyxecTBO" € BCAKO IOPUANYECKO JIHILIE, HEEPCOHU(HUIIMPAHO JPYKECTBO U IPyra CTPYKTypa, MOJIy4aBallla CTaTyTa CH OT 3aKOHOJIATEJICTBOTO Ha
JIbpKaBaTa, B KOATO € PErUCTpUpaHo, 6e3 orie Ha popMmaTa Ha CApy)KaBaHe, yupe/sIBaHe, PETHCTPaIis WK JIPYT MOJ00eH KPHTEPHIA.

2. "FOpucnukumu ¢ npedepeHiuaiet 1anbYeH pexxuM" ca IOPUCIUKIIMUTE 10 CMUCHIA Ha § 1, T. 64 OT IOUBJIHUTENHNUTE pa3nope0u Ha 3aKoHa 3a

KOPIOPATUBHOTO MOAOXOAHO Obnarate.
3. "Cpbp3any Jna" ca JMNaTa o CMHUCHIA Ha § 1 OT JONBJIHATENHATE pasnopeaoy Ha ThProBCKHs 3aKOH.

3abenexka: ChriracHO wi. 4 0T 3aKOHA 32 UKOHOMUYECKUTE U (PMHAHCOBHUTE OTHOIICHHUS C APY)KECTBATA, PETUCTPUPAHH B IOPUCIAUKIIIN C
npedepeHIraneH JaHbYeH PEKUM, CBbP3aHUTE C TSX JIMIA U TEXHUTE ACHCTBUTEIHH COOCTBEHHIH, 3a0paHara 1o wi. 3, T. 8 OT 3aKOHa HE ce MpuJiara B
cllydaute, KoraTo:
1. akIuuTe Ha APYXKECTBOTO, B KOETO MPSIKO MM KOCBEHO YUacTBa JPY’KECTBO, PETHUCTPUPAHO B IOPHCAUKINS ¢ IpedepeHIaNeH JaHbUeH PeXUM, e
TBHPIyBaT Ha PETyJIMpaH Na3ap B IbpkaBa — WieHKa Ha EBponelickus chio3, WK B ipyra JbpxaBa — ctpana o Criopasymenuero 3a EBpomneiickoro
MKOHOMMYECKO IPOCTPAHCTBO, MITH Ha T1a3ap, BKIFOYEH B criMchka o Kojiekca 3a conmanHo ocurypsiBane, 3aKoHa 3a IyOIMYHOTO TIpeJUTarane Ha
LIeHHH KHIDKA MM 3aKOHa 32 JeHHOCTTa HA KOJCKTHBHUTE HMHBECTUIIMOHHY CXEMU U Ha APYTH NPEANPHATHS 33 KOJCKTUBHO HHBECTHPAHE, U
JIeUCTBUTEIHUTE COOCTBEHHILH — (PU3HIECKH JIHI[A, ca 0OSABEHH IO Pefia Ha ChOTBETHHS CIIEIUalieH 3aK0H;
2. IpY’»EeCTBOTO, PETUCTPUPAHO B IOPUCIVKIVS C Ipe(epeHIHalIeH JaHBFUYeH PEXKUM, € 4acT OT HKOHOMUYecKa Ipylia, YHeTO APYKECTBO Maika e
MECTHO JIMIIE 3a TaHBYHH IIeJIM Ha JIbprKaBa, ¢ KosTo Permybimka beirapns nma Bis3na B cuiia crioroj6a 3a n30sAreaHe Ha JIBOMHOTO JIJAHBYHO OOaraHe
WK BIISI3NIO B CHJIA CIIOpa3yMeHHe 3a 0OMeH Ha HH(pOpManus;
3. IpY’»XECTBOTO, PETUCTPUPAHO B IOPHCIUKIVS C Ipe(epeHIIHANICH TaHbUYeH PEXKHM, € YacT OT HKOHOMHYECKa TPyIa, YHeTO IPY)KECTBO Malika MK
JUBIIEPHO APYKECTBO € OBIrapCKO MECTHO JIMIE U HETOBUTE JIEHCTBUTEIHN COOCTBEHUIM — GU3MYECKH JIMIIA, Ca M3BECTHHU WIIH CE THPryBa Ha
peryaupaH masap B IbpiKaBa — WICHKa Ha EBpomnelickust cbi03, WU B ipyra bprkaBa — cTpaHa o CropasymeHHeTo 3a EBponelickoTo HKOHOMHYECKO
HPOCTPAHCTBO;
4. IpyXKECTBOTO, B KOETO IPSIKO WM KOCBEHO y4acTBa JAPY)KECTBO, PETHCTPHPAHO B IOPUCIUKIINS ¢ pedepeHINaIeH JaHBUCH PEXKUM, € U3/1aTel Ha
MePHOJNYHH IIeUaTHU MIPOU3BEACHUS U € IPeACTaBUIO0 HH(MOPMAIWS 32 JeHCTBUTEIHATE COOCTBEHHIIH — (PU3HIECKH JIUIA, I10 peia Ha 3aKOHa 3a
3aIbJDKUTEITHOTO JACMO3MUPAHE Ha NEYATHH M IPYTU [IPONU3BEICHHUS.
Koeamo e nanuye nsaxoe om zopenocouenume obcmosamencmea no 4.4 om 3aKoud, y4acmuuksm 3a0baiCUmenHo 20 NoCo48a ¢ HACMOAWama
Odexnapayus.
** Jlexnapayus ce noOnUCea 3a0vAHCUMETHO 0N YRPABIASAUUS YHACHIHUKA NO PeUCHPAYyUsL.

Koeamo yuacmuuxvem e obedunenue om auya, OeK1apayusma ce nonwiéa on 6CKo auye, yuacmeawo 6 0beouHeHuemo.

Kozamo dexnapamopom e uyicoecmpanet eparcoanut, 0ekiapayuama, Koamo e Ha 4yxco e3uK ce npedcmass i 6 npesoo.

34


http://web.apis.bg/p.php?i=245399#p14104854
http://web.apis.bg/p.php?i=245399#p14104854
http://web.apis.bg/p.php?i=301352#p3709455
http://web.apis.bg/p.php?i=464674
http://web.apis.bg/p.php?i=11243
http://web.apis.bg/p.php?i=11243
http://web.apis.bg/p.php?i=500237
http://web.apis.bg/p.php?i=8747
http://web.apis.bg/p.php?i=8747

OBPA3ELl

JEKJIAPAIIASL
no wi. 56, an. 1, T. 12 ot 3akoHa 3a 001IeCTBEHUTE NOPbUYKHU
3a MpUeMaHe Ha YCJOBHUATA B NMPOEKTA HA I0Or0BOpa

T O I CAHIISIT: .ottt ettt e e e e e e e e e e e e e e e e e e

(mpu umena)
130 2 1 (STor = Yol W o B 7 O < -

(HaumeHOBaHUE HA YYACMHUKA)
YYaCTHUK B IIPOLIEypa 3a Bb3JaraHe Ha 0OIeCTBEHA MOPbUKA C MPEIMET

w/ocmaeka na paduoakmuenu 1ekapcmeenu nPooOyKmu, paouopapmavesmuyu, paouoHyKIuOHU
2enepamopu, Kumoee u paouoHykauonu npexypcopu 3a 2016 2., omnyckanu no peoa na Hapeooa
34/25.11.2005 2. 3a peda 3a 3annawiane om penydOIUKAHCKUA 0100)cem HA Je4eHUemo Ha
ovzapckume 2pajxcoanu 3a 3a0071A6aHUA, U3BbH 00X6ama HA 3A0bJIAHCUMETHOMO 30PABHO
ocuzypaeane'’, sknrwousauia 46 camocmoamenno 060codenu nozuyuu “.

Oobocooena nozuyua N ...... c npedmem ......

AEKJIAPHUPAM:

3ano3HaT ¢bM ChC CBABPKAHUETO HA IPOECKTA HA JO0roBOpa U NIpueMaMm yCJIOBUsATA B HET'O.

Jara: JEKJIAPATOP:
(moamuc, reyar)
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OBPA3EI]

TEXHUYECKO HPEJJIOKEHHUE
3A YYACTHUE B OTKPUTA INPOLEAYPA 3A BB3JIA'AHE HA OBIIECTBEHA

MNOPBYKA C IPEJIMET:
Obocobena nozuyua Ne ............. C npeomen .................. ,
HO:
(raumenosanue u aopec na Bwvznoscumerns)
Ort:
(HaumeHOBaHUe HA YYACMHUKA)
C agpec: Ip. YL Ne ,
Tell.: , (hakc: , e-mail:
Byncrar / EUK: ,

YBAKAEMMU JAMHU U TOCIIOJA,

C wnacrosmoro, Bu mpeacraBsimMe HalieTo TEXHUYECKO MPEIJIOKEHHE 3a U3IBIHEHHUE Ha
obsiBeHaTta oT Bac mpouenypa 3a Bb3iaraHe Ha OOLIECTBEHA MOpbBUYKA C Mpeamer ,,/locmaska na
PAouoaKmueHu neKapcmeenu npooyKmu, paouodapmayeemuyu, paouoHyKiuOHUu 2eHepamopu,
Kumoee u paouoHykauonu npexypcopu 3a 2016 2., omnyckanu no peoa na Hapeooa 34/25.11.2005
2. 3a peda 3a 3annauwiane Om pPEnyOIUKAHCKUA 0100)cem HA JeYeHUuemo Ha 0vazapcKume
2paXr@coanu 3a 3a007146aHUA, U3BBH 00X6ama HA 3A0BJIANCUMETIHOMO 30paAsHo ocuzypsasane',
skousauia 46 camocmosmenno obocobenu nozuyuu“,

Qobocoobena nozuyua M ...... c npeomem ......

1. CpoK®bT 32 U3MBIHEHHUE HA JOTOBOPA € . .e'vveenanensn.
2. CpoK ¥ HaYWH Ha W3MBIHEHHE Ha JIOCTaBKaTa:

Besika otmenna nocraBka IO JJOrOBOpa, II€ CE M3BBPIIBA €XKECEIMUYHO IO YTBBpJEHA

MUMCMEHa 3asiBKa-pasnpejaeneHue oT MUHHCTEpCTBOTO Ha 3paBeONa3BaHETO, KaTo HayalHaTa
JOCTaBKa ce M3MbiHsBa B cpok a0 20 /aBamecer/ KajeHOapHU THU OT JaraTa Ha BpbYBaHE Ha
3asiBKaTa.
MuHHMCTEPCTBOTO HAa 3/APaBeoNa3BaHETO pasnpelesi Heo0X0AMMHMTe KOJIHYeCTBAa B JIBe
YTBbp/A€HU NUCMEHH 3asiBKU-pa3npejesieHusi, MbPBaTa 3a 1IeCT MeceueH MNepuoa — /0
31.08.2016 r. u BTropara — g0 28.02.2017 r., KaTo KOJM4YecTBAaTa BHB BTOpaTa 3asBKa ca
choOpa3eHn C pasnojiaraeMurTe OIOMKEeTHH CpeAcTBAa. 3asiBKaTa-pa3lnpenejieHHe ce BPbYBa
JIMYHO cpelly MOANMC HA YIIJIHOMOIIIEHO JIMIe OT 3BeHOTO 32 aAMMHUCTPATHUBHO 00C/IYyKBaHe
WIHN Cce M3MPALIA ¢ NPENnoPbYaHO MUCMO € 00PAaTHA PAa3NNCKa, M0 GaKC U MO eJIeKTPOHEH BT
NPH YCJIOBHUSTA H 10 peia HA 3aKOHA 32 eJIEKTPOHHUS JOKYMEHT U eJIeKTPOHHMSA MO/INMNC.

B cayuaii, ye yrBbpAeHAaTa BTOpa NHCMEHA 3asiBKa-pasnpenesaenne or M3 nsama na Obae
m3nbiaHeHa Ha 100%, mopaam jaunca Ha 3asiBeHM HYKIH OT Je4eOHUTEe 3aBeJACHHsA, IIe
yBegomum 10 28.02.2017r. nupekuusaTa-3asiBuTe.l.

l'apanTupame, 4ye cmMe B CBCTOSSHHE @ HW3INBJIHUM KAdeCTBEHO NOPHUKATa B IIBIHO
CHOTBETCTBUE C ropeomnucanara opepra.

JlexapcTtBenute mponyktu ca BikItoueHu B Ilpunoxenue 3 Ha [lo3uTHBHUS JE€KapCTBEH
CIHCHK, aKTYaJIHO KbM JIaTaTa Ha OTBapsHe odeprara.

3a U3MBJIHEHHWE Ha TOpbUKaTa MpeasiaraMe clieHaTa pa3padoTka Ha TEXHHYECKO
MPEJI0KEHUE:

JlekapcTBeHM NPOAYKTH

Ne | HammeHoBaHMe, eIMHMYHA AKTUBHOCT Msipka KosmuectBo | IIbaHO
10 onucaHume  Ha
NpeI10KeHUeTO

Ha YYaCTHHKA.

| TexHeuneBu reHepaTopu
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1 99-Mo  sodium  molybdate; 99m-Tc | om. x 1 Gp. 135
Technetium pertechnetate 7,5 GBq
2 99-Mo  sodium  molybdate; 99m-Tc | om. x 1 Gp. 257
Technetium pertechnetate 12,5 GBq
1 TexHenmueBy KUTOBE
3 Technetium (99m Tc) macrosalb orL. X 5 Op. 93
4 Technetium (99m Tc) nanocolloid orL. X 5 Op. 33
5 Technetium [99mTc] Exametazine 0,5 mg | om. x 5 Gp. 13
6 Technetium [99mTc] Tetrofosmin orL. X 5 Op. 106
Il | PaguodapmaneBTUIIM 32 [MATHOCTUKA
in vivo
7 Sodium lodide [131 I] mepopanmna ¢opma | om. x 1 Op. 1 466
74 MBq
8 loflupane (123-1) om. x 1 6p. 193
9 lobenguane [131 1] om. x 1 6p. 39
IV | PaguodapManeBTHIN 32 Tepanus
10 | Sodium Iodide [131 I] mepopanna ¢opma | om. x 1 Op. 62
1,85 GBq
11 | Sodium Iodide [131 I] mepopanna dopma | om. x 1 Op. 226
3,7 GBq
12 | Strontium (89 Sr) chloride om. x 1 Op. 174
Ne | HammeHoBaHHe, eTMHUYHA AKTHBHOCT Mspka KoaunuectBo | IInbano
A0 onucaHue  Ha
Npe1Ji0KeHHeTOo
HA YYaCTHHKA.
IV | PaguodapmaneBTHIN 32 Tepanus
13 | 192 Ir 3a Mukpocenekrpor 150 cm/10 Ci om. X 1 6p. 8
V | PaguodapmaneBTHIHM 32 JIMATHOCTHKA
in vitro
14 | 1251fT3 KIT om. X 1 6p. 24
15 | 12511T4 KIT om. x 1 Op. 66
16 | 1251 TSH (96-100 mpo6u) KIT IRMA om. X 1 6p. 114
17 | 1251 TSH (384-400 npoou) KIT IRMA om. X 1 6p. 8
18 | 125 I Insulin KIT IRMA om. X 1 6p. 28
19 | 1251 FSH KIT IRMA om. X 1 6p. 20
20 | 1251 LHKIT IRMA om. X 1 6p. 20
21 | 1251 Prolactin KIT IRMA om. X 1 6p. 21
22 | 125 | Testosteron KIT om. X 1 6p. 18
23 | 125 | Progesteron KIT om. x 1 6p. 10
24 | 125 | Estradiol KIT om. X 1 Op. 14
25 | 1251 CA-15-3KIT IRMA om. X 1 Op. 153
26 | 1251 CA-125KIT IRMA om. X 1 6p. 88
27 | 1251 CA-19-9KIT IRMA om. X 1 6p. 136
28 | 1251 PSA KIT IRMA om. X 1 6p. 115
29 | 125 | Plasma renin activity om. x 1 Op. 10
30 | 1251 Calcitonin KIT IRMA om. X 1 6p. 3
31 | 1251 Aldosteron om. x 1 Op. 10
32 | 1251 ACTH IRMA om. X 1 Op. 8
33 | 125 I Paratchormon intact IRMA om. X 1 Op. 11
34 | 125 | beta 2 microglobulin om. x 1 6p. 100
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35 | 125 Vit B 12 + ¢onueBa kucenuHa om. x 1 Op. 10
36 | 125 | Thyreoglobulin om. X 1 6p. 33
37 | 1251 Cortisol om. x 1 Op. 27
38 | 125 I DHEAS om. X 1 6p. 6
39 | 1251 anti TG antibody om. x 1 6p. 33
40 | 1251 anti TPO antibody om. x 1 6p. 33
41 | 1251 TRAK om. x 1 Op. 12
42 1125 1 KapuuHoemOpuoHaneH aHTUTEH | om. X 1 Op. 81
IRMA

43 | 1251 HGH KIT IRMA om. x 1 Op. 8
44 | 125 | Alpha-fetoprotein (AFP) KIT om. X 1 6p. 20
45 | 1251 BhCG KIT om. x 1 Op. 12
46 | 125 | Ferritin KIT om. x 1 Op. 8
[Tpunoxenue:

1. Jexjgapanus OT y4aCTHHKA, Y€ JICKAPCTBEHUTE MPOAYKTH (TEXHEIMEBHU T€HEPATOPH, TCXHEIIUEBU
KUTOBE, panunodapMalleBTULIM 3a JAMATHOCTHKA In Vivo M paguodapManeBTUIM 3a Tepamnus) Mo
0060co0eHu no3unuu ot 1 10 12 BKIIFOYUTETHO I UIMAaT MUHUMAJICH CPOK Ha TOJHOCT HE MO-KPaTbK
ot 60 % oT 00siBeHus1 OT MPOU3BOAUTENS.KBM JlaTaTa Ha BCSKA JIOCTaBKa, IPEIOCTaBEHA HA KpaltHUTe
MOJTy4aTe) i /ChOTBETHUTE JICUCOHH 3aBEeICHUS/,

2. [lexjiapauus OT y4acTHUKA, Y€ MEIULUHCKUTE u3lenus (paanodapMalleBTUIINA 3a Tepanus U 3a
JMarHOCTHKa IN VItro) mo o6ocobeHu mo3utu ot 13 10 46 BKIIIOYUTEIHO IIIe KMAT MUHUMAJICH CPOK
Ha roJHOCT He MOo-KpaTbK OT 80 % OT 00sBEHUs OT MPOU3BOJIUTEINS, KbM JaTaTa Ha BCSIKa TOCTABKA,
MPEIOCTaBCHA HA KPAWHUTE MOJIyYaTe) i /ChOTBETHUTE JICUCOHH 3aBEICHUS .

JATA: T. I[TOJIITNC u ITEYAT:
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OBPA3EILl

JTEKJIAPALMS

TTOMIIMCAHMSIT: «evvnneriiinrreeienteesenstesessssssessscsssssscssssscsssssscssnssssssossssssnssssssssnses
(Tpu MMeHa)
B KAUECTBOTO CH HA uveuuriinerennrcsestosssossssssssossssssssosssosssssssssssssssssssnssssssssnsosnsss
(1JIBbIKHOCT)
{1
(HAaMMeHOBaHUE HA YYACTHUKA)

YUYACTHHK B Mpoleaypa 3a Bb3JaraHe Ha o0llecTBeHA MOPBYKA ¢ mpeamer ,,/locTtaBka
HA PaJHOAKTHBHH JIEKAPCTBEHH MNPOAYKTH, PpaauodapManeBTHIH, PaTHOHYKIUTHH
reHepaTopu, KUTOBE M PAIMOHYKJIWIAHM mpekypcopu 3a 2016 r., oTmycKaHH N0 peaa Ha
Hapenoa 34/25.11.2005 r. 3a peaa 3a 3amuialiane oT peny0JnKaHCKUA OI0KeT HA JIeYeHUeTo Ha
OBJrapcKuTe Trpa)IaHu 3a 3a00/5IBaHUsl, U3BbH 00XBaTa HAa 3aAb/LKHUTEIHOTO 3APABHO
ocurypsiane', BKJIo4Baia 46 caMmoCcTosiTeJTHO 000CO0EHH MO3UIIUU .

O060cobena mo3unus Ne ...... ¢ mpeamer ......

AJEKJTAPHUPAM:

KbM narata Ha Besika J0CTaBKa 10 KpaiiHUTe MoJyyaTead /ChbOTBETHHTE JieYeOHH
3aBeJeHHsl/ OCTATBYHMAT CPOK HA TFOJHOCT Ha JIeKAPCTBEHHTE NPOAYKTH/ MeJULMHCKHTE
U3JeJIMSL (HeHyJCHOmO ce 3auepmasa ), me Objie He MO-KPaTbK OT % (evevvevnniiiinenn €
AyMH) OT OOSIBEHUSsI OT IPOU3BOAMTEIS.

I. Hdexnaparop:
(0ama na noonuceane)
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HEHOBO NPEJJIOKEHHUE

3A YYACTHUE B OTKPUTA INPOLEAYPA 3A BB3JIA'AHE HA OBIIECTBEHA
ITOPBYKA C IPEJMET:

wlocmagka na paduoakmuenu nekapcmeenu npooyKmu, paouogpapmayeemuyu, paouoHyKIuOHU
2eHepamopu, Kumoee u paouonykiuonu npexypcopu 3a 2016 2., omnyckanu no peoa na Hapeooa
34/25.11.2005 2. 3a peda 3a 3annawiane om penyoauKancKkus 0100xcem Ha 1e4eHuemo Ha
ovnzapckume 2paxcoanu 3a 3a060146aHUA, U36BH 00X6ama HA 3A0bIAHCUMETTHOMO 30PABHO
ocuzypsaeane'’, eknousauia 46 camocmoamenno 060codeHu nozuyuu ‘.
Oobocobena nosuyusa N ...... c npeomem ......

HO:
(HaumeHOBaHUe U AOpeC HA 8b3N0NCUMENS)
Ort:
(HaumeHoOBaHUe HA YUACMHUKA)
C agpec: Ip. YL , Ne ,
Tell.: , (hakc: , e-mail:
peructpupat o ¢.1. Ne / T. IO OIKCa Ha Ch/I,

EUK / byncrar: ,
Hata u msicto Ha peructpanus o J1JIC:
PasmnamarenHa cmeTka:

0aHKOB KOJII: ;
0aHKOBa CMETKa! ;
OaHka: ;
rpaji/KioH/oduc: ;

YBAXKAEMU JAMU U I'OCIIOJA,

Cnen 3amo3HaBaHe C YCJIOBUSTa Ha IOpbUKaTa, 3asBsiBaMe, ye JKeJaeM Ja ydyacTBame B
obsiBeHaTa OT Bac oTkpuTa mpoleaypa 3a Bb3JIlaraHe Ha OOIIECTBEHA MOPHbYKA C TMPEIMET:
w/ocmaexka na paouoakmuenu 1ekapcmeeHu nPoOyKmu, paouopapmavesmuyu, paouoHyKIuOHU
2eHepamopu, Kumoee u paouoHyKkiuoOnu npexypcopu 3a 2016 2., omnyckanu no peoa na Hapeooa
34/25.11.2005 2. 3a peda 3a 3annawiane Om penyoOIUKAHCKUA O100Xcem HA JleYeHUemo Ha
Ovazapckume 2paxcoanu 3a 3a007146aHUA, U36bH 00X6ama HA 3A0bJANCUMENTHOMO 30PAGHO
ocuzypsaeane'’, sknrwousawia 46 camocmoamenno 060codenu nozuyuu “,

Obocooena nozuyua M ...... c npeomem ......

BbB BpPb3Ka ¢ KoeTo Bu npeacrassgme Hamara opepra, KakTo cjieaBa:

En. nena 3a | Ea. nena 3a Oomma Ooma
OIMAKOBKAa | OIMAKOBKA C | CTOMHOCT | CTOMHOCT

6e3 JUIC TUIC des JUIC | ¢ UIC

Ne Ha 06ocoOena HaumeHnoBaHnmue,
mo3uuusda CAMHNYHA AKTUBHOCT

Taka npeiokeHaTa IieHa BKIFOYBA BCHUKH Pa3Xx0/IH 3a U3IMIbIIHEHUE MPEMeTa Ha TIOPhUKaTa.
Ilocouenara o01a IleHA He MOMAJIEKH HA NMPOMAHA IIpe3 1IN CPOK Ha JACHCTBHE HA JIOTOBOpAa 3a
HM3IBJIHEHNE Ha MOPBYKATA.

[IpenyioxkeHUTe I1EHW ca ONpeNelieHd TMPHU THIHO CHOTBETCTBHE C YCIOBHUSTA OT
JOKyMEHTAIUsATa M0 MpoLeaypaTa.
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[Ipy HechOTBETCTBUE MEXIY NPEUIOKEHUTE €AMHMYHA U oOlla IleHa, BajuaHa e Obae
eIMHUYHATa LieHa Ha odeprata. B ciydail, ye ObJe OTKPUTO TaKOBa HECHOTBETCTBHE, IIe OBbaAEM
3aJIbJKEHU J1a TpHUBeieM o01aTa [ieHa B ChOTBETCTBHUE C €JUHUYHATA IIeHa Ha odepTaTa.

Bceuuku odepupanu meHu, cieiBa ga ObIaT 3aKpbIVICHU 0 BTOPHUS 3HAK, CIE] IeCeTUYHATA
3arneras.

[Ipu HEeChOTBETCTBHE MEXK]y MpPEIIOKEeHATa 1IeHa, U3MKHCAaHa CJIIOBOM U 1I€HATa, MOCOYEHA C
uudpu, BamuaHa e ObAe 1eHaTa, IOCOYeHa CJIOBOM.
3anpmkaBaMe ce, ako Hamara odepra Obae TpHeTa, Ja H3MBIHUM U TPEaJieM JOTOBOPEHUTE
paboTH, CHIIIACHO CPOKOBETE U YCIOBUATA, 3aJIeTHAIH B IOTOBOPA.

[Tpu ycrmoBue, ye ObieM M30paHU 3a M3MBIHUTEN Ha OOIIECTBEHATA TOPHYKA, HUE CME CHIVIACHH Ja
MOANUIIEM W TMPEACTaBUM NapuyHa/0aHKOBa TapaHIUs 3a HU3MBJIHEHHE Ha 3abJDKEHUSITA 10
JoroBopa B pazMep Ha 5 % ot croiiHocTTa MYy, 6e3 JI/IC.

3a JlekapCTBEHUTE MPOAYKTH 000c00eHH mo3umuu oT Ne 1 1o Nel2, Bki.:

Ilenata mo moroBopa € (GuKcupaHa, HE MOAJCKH HA MPOMSIHA 32 CPOKA HA JICWCTBUE HA JIOTOBOPA,
OCBEH B ciydaute Ha wi. 43, an. 2 ot 30I1. B cny4aii, ye npe3 BpeMeTo Ha JICMCTBHE HA JAOTrOBOpa
CTOMHOCTTA, KOSATO CJe/Ba Jia Ce 3arulama ¢ MyOJMYHU CPEeICTBAa HA JIGKAPCTBEHU MPOIYKTH OT
[To3uTUBHUS JEKApCTBEH CIUCHK CTaHE IMO-HUCKAa OT JOTOBOpPEHATa, BB3JIOKUTEISAT O€3yCIOBHO
3aruiama JIEKapCTBEHUTE MPOAYKTH Ha IO-HUCKaTa 1I€Ha, OT Jarara Ha BJIM3aHE B CUJAa Ha
KOHKpPETHOTO pelleHre Ha HanuoHalHusg ChBET MO LIEHH U peUMOypcHpaHEe Ha JIEKapCTBEHUTE
MPOIYKTH.

JlexapcTBeHHTE MPOAYKTH clieiBa 1a ObaaT BkItoueHH B [Ipuioxenue 3 Ha [lo3uTuBHUS TekapCcTBEH
CIHUCHK, aKTYaTHO KbM JIaTaTa Ha OTBapsiHE OQepTHTE.

(moamuc, mevyar)

3abenesxcka 1: Yuacmuuyume, pecucmpupanu no JJC, ombenszsam Haiuuuemo Ha markasa
peaucmpayusi.

3abenexcka 2: Odbwama yena 3a UNBIHEHUE HA BCUYKU OUHOCMU Om npeomema Ha 06ocobenama
NO3UYUsL Ce UBHUCTABA KAMO NPOU3BEOCHUE HA eOUHUYHAMA YEHA U KOIUYeCmE0mo.

*3abenexncka: To3u O0oKymeHm 3a0bAHCUMENIHO Ce€ NOCHMABA OM YYACMHUKA 6 OMOeleH
3aneuaman nenpospauen nauk ¢ naonuc INIHK Ne 3.
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OBPA3EI]
34 IEKAPCTBEHHU IIPOJYKTH
(3a Obocobenu nozuyuu om Nel oo Nel2 gkn.)

MHPOEKT HA JOI'OBOP
3A JOCTABKA HA JIEKAPCTBEHU TPOAYKTHU
NeP/I-11.......... Lo, 20...r.
JIHEC, woveeveeeeeiiieeee 20...... r., B rp. Codust, Mexmy:

MUHHUCTEPCTBOTO HA 3APABEOIIA3BBAHETO, c aapec: rp. Codus 1000, .
“Csera Henens” Ne 5, BYJICTAT 000695317 u AJIC unent. Noe BG000695317, npeacraBisiBaHo OT
1-p ITetbp MOCKOB — MUHUCTBD Ha 3JIpaBeora3zBaHeTo 1 Mapun HanbaHcku, TUPEKTOp Ha TUPESKIUS
,PCHYC”, napuuano no-gomny 3a kpatkoct ,,Bb3JIOZKUTEJL” ot eqna crpana

gpsssesssssessssnessssnsssnas : CBC CeaINILE u aapec Ha yIpaBJICHUE:
TP ueneneeeeeeeesenaannneneeeeeeesaannnssereeeeaass sreeeeesesssnsnnnes , EUK .o, , TIPEJCTaBIABAHO OT
................................................................ , Hapu4aHo no-goiy 3a kpatkoct ,, USII'bJIHUTEJI”

Ha ocHoBanue wi. 41 or 3akoHa 3a oOmecTBeHuTe MNOpbuku U Pemenne Ne
............................... Ha BB3JIOXKUTEJIA 3a onpenensiHe Ha KiacupaHeTo mo 0060co0eHa MO3HIHS
Nooooo, no oOmiecTBeHa TNOpbhYKAa C MOpeaMer ,JlocTaBka Ha PpaaMoaKTHBHH
JIEKApCTBEHH NPOAYKTH, paauodapManeBTHIH, PATMOHYKJIUAHM TeHEPaTOPU, KHTOBE H
PaaHOHYKJIMIHU npexkypcopu 3a 2016 r., ornyckanu no peaa Ha Hapenda 34/25.11.2005 r. 3a
peaa 3a 3allaliaHe OT PenyO0JIHKAHCKHUS OI0/KeT HA JIeYeHNETO HA ObJIrapCcKuTe rpaskiaHu 3a
3a00/1IBaHMs, U3BbH 00XBaTa HAa 3abJKUTEJIHOTO 3APaBHO ocurypsiane', BrkiwuBama 46
CaAMOCTOSITEJIHO 000CO00€HH MO3MIMHU*. CE CKIIIOUM HACTOSIIUAT JJOTOBOP 3a CJICAHOTO:

I. HIPEJMET 1 CPOK HA TOI'OBOPA

1.1. BB3JOXKUTEJIAT Bw3nara, a UIMIBJHUTEJAT ce 3aabpmkaBa fa U3BBPIIA TOCTaBKa
Ha JIEKapCTBEHU MPOAYKTH.

HaumenoBanue,

Ne Ha 000co0€eHa mo3uI KA
€IMHUYHA AKTHBHOCT

KoaunuecTBo 10

1.2. JloroBOpBT BM3a B CUJIA OT JlaTaTa Ha MOAMKUCBAHETO MY OT JIBETE CTPAHU U € ChC CPOK JI0
[lo oTHOlIEHWE HaA ,,yCIOBHS, HAUMH M CPOK Ha IUIAlIaHE", CPOKbT Ha JIEWCTBHE € ChIJIIACHO
noroBopenoto B Paznen III ot HacTosmums 1oroBop.

II. IEHU ¥ OBIIA CTOHMHOCT HA JJOCTABKHUTE 110 TOI'OBOPA
2.4. lenara Ha crokuTe MmO 4i.l., CBIVIACHO NPEACTABEHO LIEHOBO IPEIOKEHHE,
HepasJielHa 4acT OT J0roBopa € KakTo ClelBa:

En. mena 3a | Ea. mena 3a Oo0ma Oo6ma
ONMAKOBKAa | ONMAKOBKA C | CTOMHOCT | CTOMHOCT

0e3 JI/IC JAC oe3 IJAC ¢ JAC

Ne na o6ocobOena HaumenoBanue,
MO3UIIUusA CAMHNYHA aKTUBHOCT
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2.5. llenara BKJIIOYBA CTOMHOCTTa Ha CTOKAaTa, OMAaKOBKa, 3aCTPAaXxOBKa M TPAHCHOPT 0
KpallHUTE MOJIydaTeNd /ChOTBETHUTE JIeYeOHU 3aBECHIS/ PU MUHUMAJICH CPOK HA TOJHOCT HE TO-
KkpaTbk OT 60 % oT 00siBEeHHS OT MPOM3BOAMTENS, KbM JaTaTa Ha BCSKA JIOCTaBKa Ha TEXHEIHEBU
TCHEpPAaTOpH, TEXHEIMEeBH KUTOBE, paanodapMaleBTUIM 3a JMAarHOCTHKA 1IN VIVO H
paanodapMalleBTUIIN 3a TEPAIUs;

2.3. O0miara CTOMHOCT Ha JIOCTaBKUTE TIO IOTOBOPA € JIO .......... TB.  (rreeerieeeeeeiiieeeesiieeeeeans )
neBa Oe3 BxmoueH JI/IC, 1o .......... 11 S SRR ) neBa, ¢ BrroueH J1JIC.

2.4. llenata mo noroBopa ¢ (puKCUpaHa, HE MOJICKH HA MPOMSIHA 32 CPOKa HA JICHCTBUE HA
JIOTOBOpA, OCBEH B ciiydaute Ha wi. 43, an. 2 ot 30I1. B cny4aii, ye npe3 BpeMeTo Ha JCHCTBHE Ha
JIOTOBOpa CTOMHOCTTA, KOATO cJelBa Ja Ce€ 3amialma ¢ MyOJUYHU CpEeACTBAa Ha JICKApCTBEHH
npoayktu  oT llo3UTHBHHMS  JIeKapCTBEH CHHCHK CTaHe IO-HMCKa OT JIOrOBOPEHara,
BB3JIOXKUTEIIAT 6e3ycnoBHO 3aruiaiia JeKapcTBEHUTE MPOJYKTH Ha MO-HUCKATa I1eHa, OT JaraTta
Ha BJIM3aHE B CHUJIa HA KOHKPETHOTO pelieHre Ha HaluoHamHUAT ChBET MO LIEHU U peuMOypcHupaHe
Ha JICKapCTBEHUTE MPOIYKTH.

I11. YCJIOBUSI U HAUUH HA IIJIAHIAHE

3.1. [InamaHeTo Mo HACcTOSIIMS AOTOBOP C€ OCHIIECTBsABA Upe3 OAHKOB MPEBOJ] OT CTpaHa Ha
BB3JIOXKUTEJIA no mocouenara B wi. 15.3 6ankoBa cmetka Ha U3ITBJIHUTEJIA.

3.2. 3amnnaniaHeTo Ha CTOKMTE IO JIOTOBOpa C€ MH3BBpIIBA OTIOXKEHO B Cpok 10 30
/TpuneceTus/ IeH, CIe IPEICTaBsIHE HA CICTHUTE JOKYMEHTH:

1.) locraBHa ¢pakTypa, cheTaBeHa cbritacHo u3rckBanusta Ha 3/1J1C u III31JIC — opurnHan

U 2 /nBa/ Opost 3aBepeHH KOS,

2.) TlpuemarenHo-mipeaaBaTeIHM MPOTOKOJIK, 1O oOpasel] Ha MUHHCTEPCTBOTO Ha

3/IpaBeOIa3BaHETO;

3.) O6006111eH OITUC HA IPOTOKOIUTE — 3 /Tpu/ Opos;

4.) TlucMeHu 3asBKU-Pa3NpeIe/ICHUs, M3TOTBEHH OT MHHHUCTEPCTBOTO Ha 3/paBEOIa3BaHETO

Y 3aBEPEHH OT KpalHUTE MOTy4YaTellu;

5.) 3a lekapcTBEHUTE MPOIYKTH CiieaBa ja Obae npeacraBeH Ceprudukar 3a 0CBOOOKIaBaHEe

Ha BCSKa MapTuiaa, u3fganeH ot kBanmuduuupano nuie mno 3JIIIXM /3aBepeHo komue Ha

OpUTHHAJ ¥ IpeBOj/

3.3. 30poenute B ui.3.2. TOKYMEHTH ce€ MPEICTaBAT B ACTOBOJCTBOTO HA MUHHUCTEPCTBO Ha
3JIpaBeOITa3BaHETO, KJIACUPAHW M MPUKAYCHW B Mamka. B mamkara ce mpuiiara mucMo ¢ ONHC Ha
ChIIbPKAIIUTE CE B Hed JOKYMEHTH, KaTo 3aJbDKUTEIHO Ce IMOCOYBAT HOMEpara, TaTUTe U Opos Ha
MIPIIOKCHUTE JIOKYMEHTH OT BCEKH BHUI.

3.4. B cnyuaii, ye moco4eHuTe B Wi. 3.2 TOKYMEHTH Ca HEPEJOBHU UJIM HE ca KOMIUIEKTOBAHH,
coiute ce Bpbinat Ha M3II'bJIHUTEJISA ¢ npuemaTenHo — mpenaBareieH MpoTOKOJ 3a U3MpaBsHEe Ha
HepenHoctutre. CpokbT Mo wi. 3.2. 3amoyBa Ja Teue OT Jarara Ha MPEACTAaBIHETO Ha MOCIEIHHUS
H3HUCKYEM CE IOKYMEHT.

IV. CPOK HA JOCTABSIHE

4.1. MMHHUCTEpCTBOTO Ha 3]paBEOIa3BaHETO paslpenens HeOOXOIUMHUTE KOJUYECTBa B JIBE
YTBBPJEHU MUCMEHHU 3asiBKU-PA3NpeIesIeHus], IbpBaTa 3a ectT MecedeH nepuog — 10 31.08.2016 r. u
Bropata — 1o 28.02.2017 r., karo KojJMyecTBaTa BBB BTOpaTa 3asBKa ca CBHOOPa3eHU C
pasmnosiaraeMuTe OI0JKETHU Cpe/IcTBA. 3asiBKaTa-pas3npeiesieHne ce BpbyBa JIMYHO Cpelly MOJIMUC Ha
YI'BJIHOMOIIIEHO JIUIIE OT 3BEHOTO 3a aJMMHUCTPATHMBHO OOCITY)XKBaHE WM C€ u3Ipama c
MPEernopbyaHoO MUCMO C 0OpaTHa pa3mucKa, Mo (akc UM MO €JEKTPOHEH MbT MPHU YCIOBUSATA U IO
pena Ha 3aKOHa 3a €JIEKTPOHHUS TOKYMEHT U €JIEKTPOHHMUSI ITOATIHC.

4.2. HayanHaTta qOCTaBKa C€ M3IBJIHIBA B CPOK 10 JABAJECET KaJEHJApPHU JIHU OT JaraTra Ha
BpbUBaHE Ha 3asBKaTa.

4.3. Bcska otaenHa JocTaBKa IO JIOTOBOPa, CE€ HW3BBPIIBA E€XKECEAMHUYHO CIOPE.
MH/IMBUJyAIHUTE HYKIU Ha JiedeOHUTE 3aBe/IeHHs, B PaMKUTE Ha yTBbpJEHaTa MHCMEHa 3asBKa-
pasmpeneneHre OT MUHHUCTEPCTBOTO Ha 37JpaBEONa3BaHETO.
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4.4. B cnyu4aii, ye yTBbpJI€HAaTa BTOpA MUCMEHA 3asBKa-pa3peaeiaeHie Ha MUHUCTEPCTBOTO
Ha 3][paBeoNa3BaHeTo, HsAMa Aa Obae u3nbiHeHa Ha 100%, mopanm jurca Ha 3asBEHH HYXIU OT
neyeOnute 3aBencHus, U3IIBJIHUTEJIAT yBegomssa mo 28.02.2017r. nupexuus "JlekapcTBeHa
MoJuTHKA".

4.5. UBITBJIHUTEJIAT ce 3anbimkaBa, B CpOK /IO JIBAa JIHHM CJI€J BCSAKA 3asBKA Ja YBEIOMH
nucmeno win 1o (axke BB3JIOXKUTEJIIA 3a u3BbpiiBane Ha JOCTaBKUTE HA CTOKHTE, IPEIMET Ha
HacTosiuusl 10roBop. [Ipu HEBB3MOKHOCT 3a U3BBPIIBAHE HA JOCTABKUTE HA CTOKHUTE MPEAMET Ha
HACTOSIIHUS JOTOBOP Ja yBeaoMu rucMeHo uiu 1o ¢ake Bh3JIOXKUTEIIA.

4.6. 3a KoiuyecTBa JIOCTABEHM W3BBH 3asBKata — pasmnpeaeneHue mo uin. 4.1,
BB3JIOKUTEJIAT nsama 3aabpKeHHe 3a TUIAIaHe.

4.7. JlocTaBsiHETO Ha CTOKHU 0€3 3asBKH — Pa3Mpe/IesieHus € T0IMyCTUMO CaMO B U3KIIOUUTEITHU
cily4yaW, 3acTpalllaBallli >KMBOTa W 3[IpaBETO Ha TPaXJaHUTE U CJeJ U3PUYHO IHUCMEHO
MIOTBBPKJICHUE OT CTPaHAa Ha MUHHUCThPA WIH ChOTBETHUS PECOPEH 3aMECTHUK — MUHHUCTBD.

4.8. B cayyante o wi. 10.3 u 10.4 or moroBopa, cpokbT mo wi. 4.1 3amouBa Ja Te4e OT
natarta Ha mucMeHoTo cbriiacue Ha BB3JIOKUTEJIA.

V. MsICTO HA JOCTABSHE
5.1. 3a MACTO Ha JOCTaBSHE Ha CTOKUTE II0 TO3M JOTOBOpP CE€ ONpPENEIAT KpalHUTeE
nojyyarenu nocoyeHu B IIpumitoakenust Nel KbM HAcTOSIIUS JOTOBOP CBIVIACHO KOHKPETHUTE
3asBku Ha BB3JIOXKUTEJIA.
5.2. PuckpT 0T ciay4alHOTO NOTMBAaHE WJIM TOBPEXJaHE HAa CTOKUTE IPEMHUHAaBAa BbPXY
BB3JIOKUTEJIA or MOMeHTa Ha NpPUEMAHETO MM HAa MSCTOTO Ha JOCTaBSIHE C IPUEMATEIIHO-
npeJaBaTesieH IPOTOKOJL.

VI. JATA HA J1OCTABAHE HA CTOKHUTE
6. 3a 1aTa Ha JOCTaBSHE CE CYMTA JlaTaTa, Ha KOSTO CTOKUTE ca JIOCTAaBEHU JI0 KpailHUTe
MOJIy4aTely, IPU yCIOBUsATa Ha Wi 9.2.

VII . 3AABJIKEHUSA HA U3ITBJIHUTEJIS

7. U3ITBJIHUTEJIAT ce 3agbinxaBa:

7.1. [la mocTaBu CTOKUTE B IOTOBOPEHHUS CPOK U Jia TH Mpefajie Ha KpailHUTe MOTy4YaTellu.

7.2. Jla npenane CTOKUTE, MaKeTUPAHU M MApKUpPAaHU B CHOTBETHHUS BUJ, KOJUYECTBO U
KaueCTBO Ha MSICTOTO Ha JIOCTaBsIHE.

7.3. Ilpu moanmucBaHeTo Ha JOTOBOPA Ja MPEICTABH:

a) nokymeHTu 1o uwi. 47, an. 10 ot 3011 uznageHu oT KOMIIETEHTHUTE OPraHu;

0) rapaHuus 3a W3MbBIHEHHE, B €1Ha OT (opmure, onpezaenenu B uia. 60 ot 3011, kodaro ce
ocBoOOkAaBa 10 60 AHU cien MPUKIIYBaHe U3MTBIHEHUETO Ha A0roBopa. ["apaHIusaTa € B pa3mep Ha
5 % ot croitHocTTa Ha noroBopa 0e3 JIJIC u Bb3iu3a Ha .................... JIeBa.

7.4. Ja nocrtaBs JEKapCTBEHU MPOIAYKTH, KOUTO OTrOBapsT HAa M3UCKBAHUATA Ha 3aKOHA 3a
JIEKapCTBEHUTE NMPOAYKTH B XxymaHHara MemunuHa (3JIIIXM) — TpsOBa na mputexkaBarT BajUIHO
paspeiieHue 3a ynorpeda B cTpaHara, uzaajaeHo mno peaa Ha 3JIIIXM unu Pernmament (EO) Ne 726/
2004 r. na EBpomnetickus nmapiamenT u CorBeta /. 23, an.1 na 3JIIIXM/. B cny4ait Ha u3tnyaHe Ha
CpOKa Ha pa3pelIeHHeTo 3a yrnoTpeda Ha JeKapcTBeH MPOoAYKT mpe3 2016 T., yuacTHUKBT JeKIapupa
B CHOTBETCTBHUE C Wi. 55, ann. 6 ot 3JIIIXM, ye konudecTBara 3a JeKapCTBEHUS MIPOJYKT Ca HAIUYHHU.

7.5. Jla nocrtaBsi JEKapCTBEHU MPOAYKTH, KOMTO ca BKIOueHH B llpunoxenue Ne 3 Ha
[To3uTHBHUS JIEKapCTBEH CIHUCHK.

VIIL. BAABJIKEHUS HA BB3J10OKUTEJISA
8. BB3JIOKUTEJIAT ce 3anbinkaBa:
8.1. [la mpueMe AOCTaBEHUTE B CPOK M HA MSICTO CTOKH, CbOTBETCTBAIIM 10 BUJ, KOJIHMYECTBO
Y KaueCTBO Ha OMHMCAHOTO B HACTOSIIMS JOTOBOP.
8.2. Jla 3ar1atv 1OCTaBEHUTE CTOKH IO pea Ha WI. 3 OT HACTOSIIIUSA IOTOBOP.
8.3. Cnen mnpuKIOYBaHE U3MBIHCHHETO Ha JOTOBOpa Ja OCBOOOAM TapaHIUATa 3a
M3MBJIHEHHE, 0€3 J1a TBJIKHU JIMXBH 32 CPOKA, MIPE3 KOWTO CPE/ICTBATa 3aKOHHO Ca MPECTOSUTH Y HETO.
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IX. IPUEMAHE U ITPEJJABAHE HA CTOKUTE
9.1. IlpueMaHeTO Ha CTOKHMTE CE€ M3BBPILIBA HA MACTOTO Ha JOCTaBSHE OT IPEJICTaBUTEN Ha
KpailHUTE MOJy4aTeIH.
9.2. UBITBJIHUTEJIAT u npeacraButen Ha KpalHUTE MOy4YaTeNN OANNUCBAT IPUEMATEIHO-
IpeJaBaTesieH IPOTOKOJI, YAOCTOBEPSIBALL] 10JIy4aBaHETO HAa CTOKUTE.

X. KAYECTBO, TAPAHIIUUA U CPOK HA IT'OJHOCT

10.1. KauecTBOTO Ha CTOKWTE, MPEIMET HA HACTOALLMUS JOrOBOp, CJIE/ABA Ja OTIOBApAT Ha
H3UCKBaHMATA chrilacHo 4. 7.4.,7.5.

10.2. Kpm parara Ha JocTaBKaTra, OCTaTHUYHHAT CPOK HA TOJHOCT HAa CTOKUTE MpPEJAMET Ha
HAaCTOSIIIUS IOTOBOP, Cie/Ba 1a 0bae He mo—MainbK oT 60 % (mectaeceT MpoIreHTa) OT 0OSIBEHUS OT
MIPOU3BOUTEINSI, KbM JaTaTa Ha BCSKa JOCTaBKAa HA TEXHELHUEBH I'€HEPATOPH, TEXHEIMEBU KUTOBE,
paauodapMareBTUIINA 32 TUAarHOCTHKA in VIvo U paarodapManeBTHIU 3a TEpanus Mo MO3UIHHA OT 1
1o 12 Bk

B cnydaii Ha nocTaBKa Ha JIEKaQpCTBEH MPOJYKT C IO-KpAaThK OT JIOTOBOPEHHUSI CPOK Ha
roguoct U3ITBJIHUTEJIAT nbmku HeycTOMKa KakTO ClieBa:

TexHenueBr reHepaToOpy, TEXHEIMEBH KUTOBE, paanodapMaieBTHIM 3a JHarHOCTHKa iN VIVO
U paarodapMaIeBTHIIM 3a Teparnus Mo No3uuuu ot 1 10 12 BKII. OT cienuduKanmsra:

-0T 59,99 no 50 % - 20% BBpXy CTOMHOCTTA Ha JOCTABKATa;
-0T 49,99 1o 40 % - 30% BBpXY CTOWHOCTTA Ha JOCTABKATa;
-niox1 40% - 60% BBbpPXY CTOMHOCTTA Ha JOCTaBKAaTa;

10.3. [JocraBkara Ha JEKapCTBEH MPOJIYKT C OCTaThY€H CPOK HA TOJHOCT MO-MalbK OT 40
(geTupuaeceT) Ha CTO OT OOSIBEHHUS OT IMPOU3BOAMTEIS CE€ M3BBPIIBA CAMO C MUCMEHO ChIJIacHe Ha
BB3JIOKUTEJIS 3a KOHKPETHO KOJMYECTBO, ONPEACICHO OT Hero. be3 U3puiHO MUCMEHO ChIiiacue
ra BB3JIOJKUTEJILS crokure HsiMa ga ObaaT 3aluialliadHu.

10.4. BB3JIOXUTEJIAT moxke na oTkake MpUeMaHEeTO Ha CTOKUTE, aKO B JIEHS Ha TAXHOTO
MPUCTUTAHE WJIU MPUEMaHE OCTaThYHUS CPOK HA TOAHOCT € 10 — MaJIbK OT onpeneneHus B wi. 10.2.
MUHHMMAJIEH CPOK Ha TOJHOCT.

10.5. B cnyuaii Ha 0e3MJIaTHO JOCTaBSHE Ha HSAKOM OT CTOKUTE IO JIOTOBOPA, CHIJIACHO
noropopeHoro ¢ M3IIBJIHUTEJIA, cpumre cineaBa Aa  OTroBapsAT Ha I[IOCOYEHUTE  OT
BB3JIOXKUTEJISA uszuckBaHus OTHOCHO CPOK Ha TOAHOCT M CPOK Ha JOCTaBKa, B ChOTBETCTBUE C
Touku 4.1.m 10.2.

XI. OTTOBOPHOCT 3A HETOYHO U3ITbJIHEHUE. PEKJTAMALINU

11.1. Bb3JIOXKUTEJIAT moxe na npeasssasa pexnamannu npex U3ITbJIHUTEJIA 3a:

a) KOJIMYECTBO M HEKOMIUJIEKTHOCT Ha CTOKUTE WJIM TEXHMYECKaTa JOKYMEHTalus (SIBHU
HEJIOCTaThIIN);

0) KauecTBO (CKPUTH HEIOCTATHIN):

- IIpH IOCTABSIHE HAa CTOKHU HE OT IOTOBOPEHUS BUJ, IIOCOYEH B 4L |;

- [IpY KOHCTAaTUpPaHe Ha 1e(eKTH MpH ynoTpeda Ha CTOKUTE.

11.2. Pexsamanuu 3a siBHM HenocTaTbly Ha cTokuTe ce npasaT or BB3JIOXKXUTEJIA, upes
KpaliHUTE IMOJIyyaTeId Ha CTOKUTE, B MOMEHTA Ha MPEAaBaHETO UM, 3a KOETO C€ ChCTaBs MIPOTOKOII,
IIOJIHNCAH U OT JIBETE CTPaHHU.

11.3. Pexnamanuu 3a CKpUTH HEAOCTaThLIM C€ MPABAT Ipe3 LENus CPOK Ha TOAHOCT Ha
JIOCTaBEHUTE CTOKH, KaTO PEKJIAMALIAATA CE€ TIPUIPYKaBa 3aIbJDKUTEIIHO OT KOHCTATUBEH IIPOTOKOJI,
u3najied ot M3nbiHuTeHAaTa are 1y 3a JeKapcTBara.

11.4. BB3JIOXKUTEIAT e muexen pna ysegomu nucmeHo W3ITBJIHUTEILA 3a
ycTaHoBeHuTe aAedexkTH B 15 (meTHageceT) JHEBEH CPOK OT KOHCTATUPAHETO UM.

11.5. B peknamauuure ce MOCOYBAa HOMEPBHT Ha JOrOBOPA, TOYHOTO KOJUYECTBO Ha
MOJIyYEHUTE CTOKU C TEXHHS MapTHUJIEH HOMEP, OCHOBAHUETO 3a peKJIaMalisl U KOHKPETHOTO HCKaHe
Ha BB3JIOXUTEJIA.

11.6. B 10 (mecer) mueBeH cpok oT moiydaBaHe Ha pekinamanusta, U3ITBJIHUTEJIAT
ciensa aa orropopu Ha BB3JIOXKUTEJIA nucMeHo 1 KOHKPETHO Ay IpUEMa peKJIaMalusaTa Uil s
OTXBBPJISL.
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11.7. Tlpu pexnamanusa 3a sisBHU Henoctarbl U3ITBIIHUTEJIAT e nibxeH B emHOMeceueH
CPOK OT MOJIyuaBaHe Ha peKjaMalusATa 3a CBOS CMETKA U PUCK Ja JOCTAaBU Ha MSCTOTO HA JIOCTaBSIHE
KOJIMYECTBOTO JIMTICBAIIY B I0CTaBKaTa / HEKOMIUIEKTHU JOTOBOPEHU CTOKH.

11.8. Ilpm pexnamanus 3a ckputu Hepocrarbuu W3ITBJIIHUTEJIAT e mibxken B
€IHOMECEUEH CPOK OT MOJy4YaBaHETO U Ja 3aMEHH JOCTaBEHUTE HEJOTOBOPEHH IO BUJ / Ae(eKTHH
CTOKH 3a CBOsI cMeTKa 1 puck uiu no npeuenka Ha Bb3JIOKUTEJIA na BbpHe chOTBETHATA YacT OT
3aIUIaTeHaTa LeHA, BEIHO C IbJDKUMUTE JIUXBHU.

11.9. N300pbT Ha MOCOYECHHUTE IMO-TOPE BH3MOKHOCTU J1a CE€ BbpPHE CHOTBETHATA 4acT OT
IJIATEHOTO WJIM Ja ce€ J0CTaBsAT HOBU cTOkM npuHauiexu Ha BB3JIOXKUTEJIA u ce ynpaxkusBa oT
Hero noa ¢popmara Ha nucMeHo yBeaomienue 10 U3ITbJIHUTEJIS, kaTo pa3xoanTe U puCKOBETE 110
HOBOTO JocTaBsHe ca 3a cMeTka Ha U3ITBJIHUTEJLS.

11.10. PexkiiaMupaHuTe CTOKM CE€ ChXpaHSABAT OT ChHOTBETHUS KpaeH MOJIydaTes /10 YpexKaaHe
Ha peKJaMaluunTe.

XII. OTTOBOPHOCT IIPU HEU3IT'BJIHEHUE

12.1. 3a HeU3'BJIHEHHE HA 3aBbJDKCHUATA CU 110 HACTOAIIUS JIOTOBOP C M3KIIIOUEHHE HA TE€3U
mo 1. 10.2 u 1. 10.3, UBIIBJIHUTEJIAT nemxu Heycroiika B pazmep Ha 0.7 % Ha aeH BBpXY
CTOMHOCTTa Ha HEU3NBIHEHOTO B JOTOBOPEHHUTE CPOKOBE 3aqbJDKEHHE, HO He moseue oT 20 %
(IBajeceT MpOIEHTa) OT CTOMHOCTTA Ha HEM3I'BIIHEHUETO, KAKTO M OOE3IIeTeHrEe 3a MPEThPICHUTE
JEHCTBUTENIHU BPEIU B CIIy4auTe, KOraTo T€ HaJIXBBPIAT I0rOBOPEHATa HEYCTOMKA.

12.2. Koraro nipu Hanuuue Ha peknamauuu, U3ITbJIHUTEJIAT He u3nbinu 3abKEeHUATA
cu 1o paszzaen XI ot HacTosAmus JOTOBOP B CpoK, chuusaT abiku Ha BB3JIOXKUTEJIA neycroiika B
pa3mep Ha 2 % OT LileHaTa Ha CTOKUTE, 32 KOUTO Ca HAlIPaBEHU peKIaMaluuTe.

12.3. BB3JIOXKUTEJIAT ynoBieTrBopsiBa MPETCHIIMUTE CH OTHOCHO HEU3I'BIHEHHETO Ha
JIOTOBOPA, KaKTO M 3a 3aruiaiiaHe Ha Heyctoiikute or ctpana Ha M3IIBJIHUTEJIA karo 3aabpixa
rapaHiusaTa 3a W3MbJIHEHHE 1Mo wi. 7.3, OykBa “0” OT JOroBOpa, Ciie] KOETO MO ChOTBETHHUS PE
npeAnpueMa JIeUcTBHs 32 HEHHOTO YCBOSIBAaHE.

12.4. Ilpu BuHoBHa 3a0aBa Ha W3ITBJIHUTEJIA, nponbimkuna ¢ noBedye OT MOJOBUHATA OT
CpOKa 3a U3MbJIHEHHWE Ha ChOTBETHOTO 3aabinkeHue, BB3JIOKUTEJIAT uma npaBo aa pa3Baiu
JI0OTOBOpa €IHOCTPAHHO ¢ 15-1HEBHO NpeIU3BECTHE.

12.5. BB3JIOKUTEJIAT uma mpaBo na mpekpaTH €IHOCTPaHHO U 0e3 Mpenu3BeCTHE
HACTOAILIMS JOrOBOp B Cllydall Ha CHCTEMHO HETOYHO M3IBJIHEHHWE  Ha 3aJb/DKEHUATA OT
N3ITBJIHUTEJIA u npenasenu noseve ot Tpu pekynamanuu ot BbB3JIOXKUTEJIA no ra. XI.

12.6. B cnyuaii, ue o otHomenue Ha U3ITBJIHUTEJIA HacThosaT obcTosATeNCcTBAaTa MO YJl.
47 ot 3akoHa 3a obmectBeHuTe nopbuku, Bb3JIOXUTEJIAT nma npaBo fa npekpatu €IHOCTPAHHO
HACTOSIINS JOTOBOP, 0€3 MTUCMEHO MPeIU3BECTHE U 0€3 Ja IBIIKU HEYCTONKH.

XIII. POPCMAKOPHU OBCTOSTEJICTBA

13.1. CtpaHure MO HACTOSIIMS AOTOBOP HE IBDKAT OO€3IIeTeHHE 3a MOHECEHU Bpenu H
3aryowu, ako MOCJEeHUTE ca MPUYUHEHHU B PE3YJITAT HA HETIPEOI0IMMa CUJla.

13.2. Ako cTpaHaTa, KOSITO € CIEABANIO J]a U3IBIHU CBOE 3aIbJDKEHUE 10 JIOTOBOpa € Ouia B
3a0aBa, T4 HE MOXKE J1a C€ 1M030BaBa Ha HEMPEO0JIMMa CUJIa.

13.3. “Henpeomonuma cuia” 1O CMHUChJIa Ha TO3M JOTOBOP € HEMPEIBUICHO W/UIN
HETPEAOTBPATUMO CHOUTHE OT U3BBHPENICH XapaKTeP, Bb3HUKHAJIO CJIE]T CKIIFOYBAHETO HA JIOTOBOPA.

13.4. Crpanara, 3acersata OT HENpPEOJOJIMMA CHUJIa, € AIbXHA J1a NpearpueMe BCUUYKU
JIENUCTBUS C TpHIKaTa Ha TOOBp CTOIMAHMH, 3a J]a HAMAJIA O MUHUMYM TTOHECEHUTE BPEIU U 3aryou,
KakTO M Jla YBEJOMH IHCMEHO Jpyrara cTpaHa B 7-IHEBEH CPOK OT HAaCThIIBAHETO Ha
Hempeononumara cuia. [lpu HeyBemoMsBaHE c€ IBDKM OOE3IIEeTeHHE 3a HACTHIIWINTE OT TOBa
Bpeau. Hempeogonumara cuiia ce J0Ka3Ba OT 3acerHaTaTa CTpaHa chC cepTHQUKAT 3a (hopcMaxop,
W3/IaJICH 10 CHOTBETHUS PEI OT KOMIIETCHTHHsSI OpraH B JbpKaBaTa, B KOSTO Ca HACTBIIHIA
(hopcMakOpHUTE 0OCTOSTENCTBA.

13.5. JlokaTo Tpae HenmpeoaoduMaTa cuia, U3IMbIHEHUETO Ha 3aIbJDKEHUSTAa U CBBP3AHUTE C
TAX HACPEIIHM 3abJKEHUS CE CIupa.
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13.6. He mpexacraBmsiBa “HempeonoauMa cuiia’ ChOWTHE, MPUIMHEHO 1O HEOPEKHOCT WIIH
qpe3 yMUIJICHO I[CflCTBPIG Ha HAKOSA OT CTPAHUTC WJIIM TCXHU MPCACTABUTCIIN I/I/I/IJII/I CIIYKUTCIIN,
KaKToO U HejmocTura Ha napudau cpeactsa Ha Bbh3JIOXKUTEJLA.

XIV. CIOPOBE

14.1. Bp3HUKHanUTE Npe3 BPEMETPACHETO HA JIOIOBOpA CIOPOBE W Pa3HOIJIACHUS MEXITY
CTpaHUTE C€ pelllaBaT 4pe3 MPeroBopu Mexay Tax. [locTurHatute noroBopeHOCTH ce 0hOpMAT B
nucMeHa popma U ce IpeBphIIaT B HEpa3/eliHa yacT OT JOroBOpa.

14.2. B ciyyaii Ha HENMOCTUIaHE Ha JOTOBOPEHOCT MO MPEAXOJHMS YJICH, BCUYKHU CIIOPOBE,
IIOPOJIEHU OT TO3HU JIOTOBOP WJIM OTHACSIIU CE J0 HETO, BKIIOUUTEIHO CIIOPOBETE, IIOPOJIEHU OT WM
OTHACAIIN CE JI0 HErOBOTO ThHJKYBaHE, HEIEHCTBUTEIHOCT, HEU3MIbJIHEHHE WU IpPEKpaTsBaHe LIe
ObIaT paspemaBaHdl Cropea ObArapcKUTe MAaTEpPHAIHH U MPOLECYATHU 3aKOHH OT KOMIIETEHTHHS
cb 1o pena Ha ['TIK.

XV. CbOBIHIEHUA
15.1. Beuuku chOOIICHUST MEXKIY CTPAHUTE, CBhP3aHU C M3MBJIIHEHUETO HA TO3H JOTOBOP ca
BAJIMJHHA, aKO Ca HalpaBeHM B MHCMeHa (opmMa W ca TOINUCAHU OT YII'BJIHOMOIICHHUTE
npeactrasutenu Ha U3ITBJIHUTEJIA unu BB3JIOXKUTEJIA.
15.2. 3a mara Ha CHOOIIEHUETO CE CMATA:
v/ JaraTa Ha IPeNaBaHeTO — IIPH PHUHO MIPEAAaBAHE HA ChOOIIEHHUETO,
v/ JaTara Ha IOILEHCKOTO KJIEHMO Ha o0paTHaTa pa3snucKa — [IPU M3IPALaHe 110 MTOLIATa;
v/ JaraTa Ha IPMEMAHETO — IPH U3IpALIaHe 1o Tenedakc, Teaeke uim e-mail.
15.3. 3a BanuaHM agpecu 3a MPUEMaHE Ha CHOOIINCHHS W OAHKOBM CMETKH, CBBP3aHH C
HACTOSIIHUS JOTOBOP CE CMSTAT:

3A UBITBJIHUTEJIA: 3A BB3JIOKUTEJIA:
e ” MUHHUCTEPCTBO HA 37paBEOIa3BaHETO
rp. Codus rp. Codus 1000
yi.”.” Ne .. 1. ,,Ceera Henenst” Ne 5
Tem TElL........
dbakc dakc...........
e-mail e-mail..............
bankoBa cmeTka bankoBa cmeTka
Th bHb LlenTpanHo ynpasieHue
IBAN IBAN: BG83 BNBG 9661 3000 1293 01,
BIC xon BIC xox na BHB — BNBG BGSD

15.4. Ilpu nmpoMsiHa Ha mocouyeHus mo wi. 15.3 azxpec chboTBETHaTa CTpaHa € JUTbKHA Ja
YBEIOMH JIpyrara B TPUAHEBEH CPOK OT IIPOMSHATA.

XVI. IPYI'H YCJIIOBUA
16.1. IlpaBata M 3aabJDKEHUSTA MO HACTOSALIUS JOrOBOp HE MoOraTr Ja ce€ MpPeXBBPIAT
€IHOCTPAaHHO Ha TPEeTH JHIa U MOJOOHM aKTOBE HE MOpa)JaT MpaBHO JeiicTBue 0e3 MUCMEHOTO
CBhIVIACHE Ha JIpyrara CTpaHa, OCBEH B CIIydauTe Ha oOe3leuaBaHe (rapaHTHpaHe) Ha 3abJDKEHUS 0
0aHKOBU KPEIUTH.
16.2. 3a HeypeAeHUTE BBIIPOCH B HACTOSALIMS JIOTOBOP €€ MpHIIara JAeicTBaioTo ObIrapcko

3aKOHOOAaTCJICTBO.

XVII. JOI'OBOP 3A IOAU3ITBJIHEHHUE

(npunodcuUMo camo 8 cyuail, ye u3bpaHus 3a UNBIHUMEN € NOCOUUL 8 oghepmama cu, ue we
NoJ36a NOOU3NLIHUMENU)

17.1. WBIIBJIHUTEJIAT e npnbkeH Ja CKIIOYM JOTOBOP 32 TMOIM3IBIHEHHE C
MOTU3IIBIIHUTENNTE, TOocOYeHn B odeprara. CKIFOYBaHETO Ha JOTOBOP 3a TOJU3INBIHCHHE HE
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0CBOOOKJaBa M3MBJIHUTENS OT OTTOBOPHOCTTa MY 3a HM3IIBJIHEHHE Ha JIOroBOpa 3a oOlIecTBeHa
MopbhUKa.
17.2. UBITBJIHUTEJIAT nsama mipaBo na:
® CKJIIOYH JIOTOBOP 3a MOJAU3IBIHEHUE C JTUIIE, 32 KOETO € HAJUIE OOCTOSTEIICTBO IO HJI.
47, an. 1 uau 5 ot 3011,
®  BB3JIOKHU M3II'BIHCHUETO Ha €lHA WA TIOBEYE OT JACHHOCTHUTE, BKIIOYEHHU B MpPEAMETA
Ha o0IIecTBeHATa MMOPHUKA, HA JIUIA, KOUTO HE Ca TIOU3IIBIHATEIIH;

17.3. U3ITBJIHUTEJIAT e nabxeH na mpekpaTd JOTOBOP 3a MOAU3IIBIHCHUE, aKO TI0 BpeMe
Ha M3IBJIHEHUETO MY BB3HUKHE oOcTosiTesnictBo mo wi. 47, an. 1 wim 5 ot 30Il, xakto U npu
HapyliaBaHe Ha 3a0paHarta mo wi. 45a, an. 4 B 14-mHEBEH CpOK OT y3HaBaHeTo. B Te3u ciaydaun
M3MIBJHUATENSAT CKIIOYBAa HOB JOTOBOpP 3a NOAM3NBJIHEHHE TpU CIIa3BaHE€ HA YCJIOBHUSTA U
H3UCKBaHMATA Ha 4. 45a, aim. 1 — 5 ot 30I1.

17.4. N3ITBJIHUTEJIAT Hsama mpaBo ga 3aMeHH MOCOYEH B odepraTa MOIU3IIBIHHUTEN,
OCBEH KOraro:

a) 3a MPEIIOKEHUS MOAU3IIBIHUTEN € HAJIUIIE WU Bh3HUKHE OOCTOSTENCTBO 1Mo wi. 47, ai. 1
w5 ot 3011,

0) MPEeIIOKEHUST MOIU3IIBIHUTEN MPECTaHe Jla OTroBaps Ha HOPMATHUBHO H3HMCKBAaHE 3a
M3IBbJIHEHHE Ha €1Ha WU IOBeYe OT JEHHOCTUTE, BKJIIOUYEHH B IpeIMeTa Ha J0roBopa 3a
MOAN3ITBIHEHUE;

B) JIOTOBOPBHT 32 MOJAU3MBIHEHUE € MPEKPATEH [0 BUHA HA MOAU3IBIHUTEINS, BKIIOYUTEIHO B
ciy4yauTe 1o 4i. 45a, an. 6 ot 3011.

17.5. B cpok 1m0 Tpu OHU OT CKJIIOYBAHETO Ha JOTOBOP 3a MOAM3IBIHEHUE WIM Ha
JOITBTHATEITHO CIIOpa3yMeHHe KbM HEro, WM Ha JIOTOBOpP, ¢ KOHWTO ce 3aMeHs MocodeH B odepraTa
MOAN3IIBIHUTEIN, U3IIBIHUTENAT CE 3a/Ib/bKaBa Ja U3IPATH OPUTHHAJIEH €K3EMIUISIP OT J0r0BOpa UIU
JOMBJIHUTEITHOTO CIIOpa3yMEHUE Ha BB3JOKUTENS 3a€[HO C JIOKa3aTeJICTBa, Y€ HE € HapylleHa
3abpanara o ui. 45a, ain. 2 ot 30I1.

17.6. Ilomu3nbIHUTENUTE HAMAT MPaBO Ja MPEBbB3JIAaraT eIHa WM MOBeYe OT JICHHOCTHTE,
KOUTO Ca BKJIFOUEHHU B IIPEMETA Ha JI0I0BOpA 32 MOAU3ITbIHEHUE.

17.7. Ilpn y4yacTve Ha MOIU3MBIHUTEN/U TPU U3MBIHEHHETO Ha JEHHOCT IO JOroBOpa 3a
oOmIecTBeHAaTa TOPBUYKA, 3a KOSITO W3MBIHUTEISIT € CKIIOYMI JIOTOBOP 3a IOAH3IBIHEHUE,
BB3JOXUTEJLAT e ImnpuemMa JAEHHOCTTa B MPUCHCTBHETO Ha HM3nbaHUTENS ©W Ha
noan3mbIHUTENS. [ [pu npueManeTo Ha paboTaTa U3MBIHUTEAT MOXKE J1a TPEJICTABU Ha BH3JIOKHUTEIS
JI0Ka3aTeNICTBa, Y€ TOTOBOPHT 3a MOAU3IBIHEHHE € MPEKPaTeH, Uiu paboTaTa WM 4acT OT Hes He €
M3BBPILIECHA OT MOIU3ITBIHUATEIIS.

17.8. BB3JIOJKUTEJIAT u3BbpiiBa OKOHUATETHOTO IJIAllaHE 10 J0roBopa 3a OOIIECTBEHA
MOpBHUKa, 32 KOWTO UMa CKIIFOUEHH JIOTOBOPH 3a MOJU3ITBIHEHNE, CIe/I KaTO MOJIYyUd OT U3ITBIHUTEIIS
JI0Ka3aTeNICTBa, Ye € 3alIaTUil Ha MOAU3IIBIHUTENNTE BCHUKHU MPUETH paboTH.

17.9. BB3JIOXKUTEJIAT He wu3BbpIIBa OKOHYATENHOTO IUIAL[aHE IO JOroBopa 3a
o0IIecTBeHa MOPBYKA, 32 KOMTO MMa CKIIIOUEHU JOTOBOPU 3a MOAM3MBIHEHHE, aKO JOTOBOPHT 32
MOAN3ITBEIIHEHUE € TIPEKPATEH, WM paboTaTa UM YacT OT Hesl HE € U3BBPIIECHA OT MOAU3IIBIHUTEIIS.

XVIIL SAKJIFOYUTEJIHA PA3IIOPEABU
18.1. Ilpu cbhcTaBSIHETO HA HACTOSIIIIUS JOTOBOP C€ MPEICTaBUXa CIEAHUTE JOKYMEHTH:
v’ Jloxymentu no ui. 47 ot 3011,
v' TapaH1us 3a U3IBJIHEHHUE;
v Texundecko u LleHOBO MpeAIoKeHNE HEpa3elHa 9acT OT JOTOBOpA.
18.2. HacTosimusIT TOrOBOP C€ ChbCTABU B TP €THOOOPA3HU EK3EMILISIpa Ha OBITAPCKU €3UK —
enwn 3a USITBJIHUTEJIA u aBa 3a Bh3JIOJXKUTEJLA.

BbB3J1OKUTEJIL: MN3ITBbJIHUTEJIL:
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3A MEAUIIMHCKU U3JEJINS
(3a O60co0enu mo3umuu ot Nel3 10 Ne46 BKJI.)

IMPOEKT HA JIOTOBOP
3A TOCTABKA HA MEJUILIMHCKHU U3JAEJIUS
NeP/I-11.......... . 20... 1.
JTHEC, v, 20.....r., BTp. Codusi, MeKIY:

MUHUCTEPCTBOTO HA 3JPABEOIIA3ZBAHETO, c agpec: rp. Codus 1000, .
“Csera Henensa” Ne 5, BYJICTAT 000695317 u JJIC unent. Ne BG000695317, npeacraBisiBaHO OT
1-p Ilerbp MoCKOB — MUHUCTBD Ha 3[paBeona3Banero u Mapun Hanbancku, IMPEeKTOp HA JUPEKITUS
,OCHAYC”, nHapuyano no-gony 3a kparkoct ,,Bb3JIOZKHUTEJI” ot enna crpana

gpsssesssseessssnesssanessnns : CBC cefalInILe u azapec Ha yIpaBJICHUE:
TP ennnereeeeeesenaannnreeeeeeeesaansnssereeaeaaes sreeeeesessensnnnes , EUK e, , TIPEJCTaBIABAHO OT
................................................................ , Hapu4aHo no-goiy 3a kpatkoct “U3ITbJIHUTEJI”

Ha ocHoBanue wi. 41 or 3akoHa 3a oOmecTBeHuTe MNOpbuku U Pemenne Ne
............................... Ha BB3JIOXKUTEJIA 3a onpenensHe Ha KIaCHPaHETO MO 000COOCHA IMO3MITUS
Nooo no oOIIecTBeHa NOpBYKA C TpeaAMeT. ,JlocTaBka Ha PpaaMoaKTHBHH
JIEKApCTBEHH NPOAYKTH, paauodapManeBTHIH, PATMOHYKJIUAHM TeHEPATOPU, KHTOBE H
PaaUOHYKJIMIHU npexkypcopu 3a 2016 r., ornyckanu no peaa Ha Hapenoa 34/25.11.2005 r. 3a
peaa 3a 3amlaliaHe OT penyOJUKAHCKHUS OKOZKeT HA JIeYeHHEeTO HA ObJrapCcKuTe rpaskiaHu 3a
3a00/1IBaHMs, U3BbH 00XBaTa HAa 3abJKUTEJIHOTO 3APaBHO ocurypsiane', BriawuBama 46
CaAMOCTOSITEJTHO 000CO00€HH MO3MIMHU*, CE CKIIIOUM HACTOSIIUAT JJOTOBOP 3a CJICAHOTO:

I. HIPEAMET U CPOK HA TOI'OBOPA

1.1. BB3JOXUTEJIAT Bb3nara, a USIMIBJHUTEJAT ce 3amgpmkaBa ga HU3BBPIIH
JIOCTaBKa Ha MEIUIIMHCKH U3IIEIUS.

HaumeHnoBaHue,

KoaunuyecTBO 10
eIUHNYHA AKTHBHOCT

Ne Ha 00oco0eHa nmo3unus

1.2. JloroBopbT BiM3a B CHJIa OT JaTara Ha MOAMUCBAHETO MY OT JIBETE€ CTPAHHU U € ChC CPOK
1o 28.02.2017 r. ITo oTHOLIEHNWE HA ,,yCIOBHS, HAYMH U CPOK Ha IUIAIIAHE, CPOKBT HA JIEHCTBUE €
chIIacHO noroopeHoto B Pazaen II1.

II. IEHA M OBIIIA CTOMHOCT HA
JOCTABKHUTE I10 1OI'OBOPA

2.1. lenata Ha CTOKHTE MO WI. 1., CBIVIACHO TMPEACTABEHO IIEHOBO IMPEATIOKEHUE,
Hepas/iesiHa YyacT OT J0rOBOpa € KaKTO ClIeBa:
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En. mena 3a | Ea. mena 3a Ooma Oo6ma
OIIAKOBKAa | OIAKOBKA C | CTOMHOCT | CTOMHOCT

oe3 JI/IC JIAC oe3 JJ1C ¢ JIC

Ne Ha 06ocoOena HaumeHoBaHnmue,
MO3UIHSA eIMHUYHA AKTHBHOCT

2.6. llenara BKJIIOYBAa CTOWHOCTTa Ha CTOKAaTa, OMAKOBKA, 3aCTPAaXxOBKAa W TPAHCHOPT 10
KpaiHUTE MOJTy4aTel /ChOTBETHUTE JICUCOHN 3aBE/ICHUS/ IPH MUHUMAJICH CPOK Ha TOJHOCT HE I10-
kpatbk oT 80 % oOT O00siBEeHus OT MpPOU3BOJAUTENS, KbM JaTaTa Ha BCAKa JIOCTaBKa Ha
pannodapMaieBTUIM 3a TEpanus | 3a JUArHOCTHKA in Vitro mo mo3unuu ot 13 no 46 BKII.

2.7. OOmara CTOMHOCT Ha JOCTaBKUTE IO JIOTOBOPA € JI0  .......... JIB.
(crveeereeeeree e )iea 6e3 BrmroueH JJIC, mo ... TB. (ceveeeereeeiieeeeieeeeeee e )ieBa, ¢
BritoueH JIJ1C.

2.8. llenara mo joroBopa ¢ (huKcHpaHa, HE MOJJIC)KU Ha IPOMSHA 32 CPOKA Ha JICHCTBHE Ha
JI0OTOBOpa, OCBEH B cilydauTe Ha ui. 43, ai. 2 ot 30I1.

I1I. YCJIOBUA U HAYMH HA IIVIAIITAHE

3.1. [Inam@aHeTo no HACTOSIIMS AOTOBOP C€ OCHIIECTBSABA Ype3 OAHKOB IPEBOJ OT CTpPaHA Ha
BB3JIOKUTEJIA no nocouenara B wi. 15.3 6ankoBa cMetka Ha U3ITBJIHUTEJIA.

3.2. 3amjamiaHeTo Ha CTOKUTE IO JOrOBOpa CE€ M3BBPIIBA OTIO0XKEHO B Cpok 10 30
/TpunieceTus/ AeH, ciesl NpeACcTaBsiHe Ha CICAHNUTE TOKYMEHTH:

3aranaHeTo Ha CTOKHUTE 10 JOrOBOpa CE€ M3BBHPIIBA OTIOKEHO B Cpok 10 30 /Tpunmecerus/
JIeH, clle/l IPECTaBsIHEe Ha CIEHUTE JOKYMEHTH:

1) JlocraBHa (akTypa, chCTaBeHa chritacHo m3uckBanusara Ha 3/1JIC u III3AJIC —
OpUTHHAJ U 2 /1Ba/ OpOst 3aBEPEHU KOIIHS;

2) TlpuemaTenHo-mpeaaBaTeNIH MPOTOKOIM, O 0oOpasen; Ha MHHHCTEPCTBOTO Ha
3JIpaBEOIa3BaHETO;

3) OO0001IeH onKc HAa TPOTOKOIUTE — 3 /Tpu/ Opos;

4) TlucmeHH  3asiBKH-Pa3lpeleieHUs, M3rOTBEHH OT MHHHCTEPCTBOTO  Ha
3/1paBEOIa3BaHETO U 3aBEPEHU OT KPaHUTE MOTy4yaTelu;

6) 3a MEIMIIMHCKUTE U3/CTUA clie[iBa ga ObIaT MPEICTaBeHHU:

-Bamunen ceptuduxar 3a BHeapeHa cuctema no kayectsoto ISO 9001:2008 u/ umum ISO 13
485:200X wiM eKBUBAJCHTEH CEepTU(UKAT /3aBEPEHO KONME Ha OpUTMHAI M TpeBoa/ Ha
MIPOU3BOIUTENS - 32 BCHUKH 000c00eHr no3unuu oT Ne 13 1o Ne 46 BKII. ¢ MEUIIMHCKU U3/IETUS.

-Jlexnapanys 3a CbOTBETCTBHE OT IPOU3BOIUTEINS U HETOBUS YITBJIHOMOIIIEH NPEACTaBUTEN
CbC chblecTBeHUTe Hu3uckBaHusg Ha JlupextuBa 93/42/EC 3a mosumms Ne 13 u [lexmapauus 3a
CbOTBETCTBUE OT IMPOU3BOJAUTENSI WM HErOBUS YII'BIHOMOILEH MPEICTaBUTEN ChC CHIIECTBEHUTE
n3nckBanus Ha [{upexktuBa 98/79/EC 3a mosurmu NeNe 14 — 46 /3aBepeHO KOmMe Ha OPUTHHAN U
npeBoJi/

-EC ceprudukar 3a ch0TBETCTBHE OT HOTU(UIMPAH OpraH /3aBepeHO KOMHE Ha OpPUTHHAT U
npeBoji/3a 06ocoOeHa mo3unmst Ne 13 u Ne 28.

3.3. M30poenute B ui.3.2. TOKyMEHTH C€ MPEJCTABST B 1€JI0OBOJICTBOTO HA MUHHUCTEPCTBO Ha
3/lpaBeoIa3BaHeTO, KJIACUPaHU U NMpUKAaYeHW B Mamnka. B mamkara ce mpuiiara mMUCMO C OINUC Ha
ChIBPIKALIUTE Ce B HEs JOKYMEHTH, KaTo 3aJbJDKUTEIIHO C€ I0COYBAT HOMepaTa, AaTuTe U Opos Ha
MPUIIOKEHNATE TOKYMEHTH OT BCEKU BU/I.

3.4. B cinyuaii, ye mocoyeHuTe B Wi. 3.2 JOKYMEHTHU Ca HEPEJOBHHU HJIM HE Ca KOMIUIEKTOBaHH,
coiute ce BppuiaT Ha M3ITBJIHUTEJIA ¢ npueMarenHo — nmpeaaBaTesieH MPOTOKOJI 3a U3IPaBsHE Ha
HepeaHoctute. CpokbT Mo wi. 3.2. 3amoyBa Jla Tede OT JaraTa Ha MPEACTaBIHETO Ha MOCIEIHHS
U3HCKYEM C€ IOKYMEHT.

IV. CPOK HA JOCTABSIHE
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4.1. MuHHCTEPCTBOTO Ha 3JPABEONMA3BAHETO pa3Mpenesiss HEOOXOIUMHUTE KOJMYECTBA B JBE
YTBBPJECHHU MMCMEHHU 3asiBKU-PA3IPEEIICHNUs, IbpBaTa 3a IecT MecedeH nepuog — 10 31.08.2016 r. u
Bropata — no 28.02.2017 1., kKaTo KoJWYeCcTBaTa BBB BTOpaTa 3asBKa ca ChOOpa3eHU C
pasmoiiaraeMuTe OI0JKETHH CpPe/ICTBA. 3asiBKaTa-pas3mnpeielieHue ce BpbUBa JIMYHO CPEILy MOAMUC Ha
YIOBIHOMOIICHO JIMIIE OT 3BEHOTO 3a aJAMHHHUCTPATHUBHO OOCTY)KBaHE WM C€ H3MIpaia C
MPEMOpbYaHO MUCMO C OOpaTHA pa3muUcKa, Mo (akc WU MO CICKTPOHEH BT MPHU YCIOBUSATA U 10
pena Ha 3aKoHa 3a eJIEKTPOHHUS TOKYMEHT U €JIEKTPOHHHUS MO/TIHUC.

4.2. Hauannara nocTaBka ce M3MbBJHSBA B CPOK JO JBAJECET KAJICHJIAPHU JHU OT JlaTaTa Ha
BpbUBAHE Ha 3asBKaTa.

4.3. Bcska otrnenHa JocTaBka IO JOrOBOpa, CE€ U3BBPIIBA €XKECEIMUYHO CIOPEN
WHIUBUAYAIIHUTE HYXKIU Ha JeueOHUTE 3aBEJCHUSA, B PAMKUTE HAa YTBbpJEHATa MHUCMEHa 3asiBKa-
pasnpeneneHue oT MUHUCTEPCTBOTO Ha 3/IpaBEOIA3BaHETO.

4.4. B cny4aii, ye yTBbpJI€HAaTa BTOpA MUCMEHA 3asBKa-pa3lpeeicHie Ha MUHUCTEPCTBOTO
Ha 3][paBeola3BaHeTo, HAMa aa Obae m3mbiaHeHa Ha 100%, mopaau aurca Ha 3asBEHU HYXIU OT
neyeOnute 3aBenenus, U3IIBJIHUTEJIAT yeenomsBa go 28.02.2017r. mupexuus "JlekapcTBena
MOJUTHKA".

4.5. NUBITBJIHUTEJIAT ce 3agbmxaBa, B CpOK JI0 JIBa JHU CJI€/ BCSKA 3asiBKa J1a YBEIOMH
nucmeno wiu 1o (axke BB3JIOXKUTEJIISA 3a u3BbpiiBaHe Ha JOCTaBKUTE HA CTOKUTE, MPEAMET Ha
HacToAlusl 10roBop. [Ipy HEBB3MOKHOCT 32 M3BBPIIBAHE HA JOCTABKUTE HA CTOKHUTE MPEIMET Ha
HACTOSIIUS JOTOBOP JIa yBeaoMHu nucMeHo uiu 1o ¢ake Bh3JIOXKUTEIIA.

4.6. 3a xoiauyecTBa JOCTAaBEHHM W3BBbH 3asBKaTa — pasnpeaesneHue no ui 4.1,
BB3JIOKUTEJIAT nsima 3aabKeHHAE 32 TUIAIIAHE.

4.77. JlocTaBsiHETO Ha CTOKU 0€3 3asBKHU — pa3MpeieieHUs € JOMYyCTUMO CaMO B U3KIIFOUUTEIHU
Cly4yaW, 3acTpalllaBallli >KABOTa W 3[IpaBETO Ha TPaXJAHUTE U CJIeJ U3PUYHO IHUCMEHO
MOTBBPXKICHUE OT CTPaHa HA MUHHUCTHPA UM ChOTBETHHSI PECOPEH 3aMECTHUK — MUHUCTBP.

4.8. B cayuyaute mo wi. 10.3 u 10.4 or moroBopa, cpokbT mo wi. 4.1 3amoyBa Ja Te4ye OT
nmaTtaTta Ha nucMeHoTo chriacue Ha BB3JIOXKUTEJL.

V. MACTO HA JOCTABSHE

5.1. 3a MACTO Ha [OOCTaBSHE Ha CTOKHUTE IO TO3U [OTOBOpP C€ ONPENEIAT KpanHUTE
nonny4yaresn nocodyeHn B Ilpuioxenuss Nel KbM HAcCTOSIIMS JOTOBOP CBIVIACHO KOHKPETHHTE
3assku Ha BB3JIOXKUTEJIA.

5.2. PuckbT OT CilydallHOTO INOTMBAaHE WJIM TOBPEXKJAaHE HA CTOKUTE NMPEMHUHABA BBPXY
BB3JIOJKUTEJIA or MOMeHTa Ha NpPUEMAHETO MM HAa MACTOTO HAa JOCTaBSIHE C IPUEMATEIIHO-
IIpeaaBaTENeH MPOTOKOJL.

VI. JATA HA JOCTABSIHE HA CTOKHUTE

6. 3a 1aTa Ha JOCTaBSHE CE€ CUMTA JlaTaTa, Ha KOSTO CTOKUTE ca JIOCTaBEHU JI0 KpailHUTe
MoJTy4aTesy, Ipy yCIoBUATa Ha 4. 9.2.

VII . 3AABJIKEHUSA HA UBITBJIHUTEJIA

7. U3ITBJIHUTEJIAT ce 3agnimkaBa:

7.1. Jla nocTaBu CTOKUTE B JJOTOBOPEHHMSI CPOK U JIa TH MpeAaJe Ha KPAMHUTE MOJydaTesu.

7.2. Jla mpenane CTOKUTE, MAKETHUPAHU M MAPKUPAHU B CHOTBETHHUS BUJ, KOJIUYECTBO H
Ka4eCTBO Ha MSCTOTO Ha JIOCTaBsHE.

7.3. Ilpu moanucBaHeTo Ha AOTrOBOpa Ja MPE/ICTABU:

a) nokyMeHnTtu 1o wi. 47, ain. 10 ot 3011 u3gaaeHn OT KOMIIETEHTHUTE OPTaHu;

0) rapaHuMs 3a U3MBIHEHUE, B €HA OT dopmure, onpeneneHu B wi. 60 ot 30I1, kosaTo ce
ocBoOOXkMaBa 10 60 THU cle MPUKITIOYBaHe M3MBJIHEHUETO Ha JOTOBOpa. ['apaHIusiTa € B pa3Mep Ha
5 % ot croitHocTTa Ha HoroBopa 6e3 IJIC u Bp3nm3a Ha .................... JIeBa.

7.4. la noctaBsi MEIUIIMHCKY W3JIEIHs, 32 KOUTO € MpecTaBeH Jlekiapaius 3a CbOTBETCTBUE
OT MPOU3BOJUTENS WM HETOBHS YII'BIHOMOILIEH MPEACTABUTEN ChC CHIIECTBEHUTE M3UCKBAaHUS Ha
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HupextuBa 93/42/EC 3a moszumms Ne 13 u Jleknapanusi 3a ChbOTBETCTBHUE OT NMPOW3BOIUTENS HIIH
HETOBHS YIIBJIHOMOILIEH MPEJCTaBUTENl ChC ChIIECTBEHUTE M3KMckBaHusa Ha upektuBa 98/79/EC 3a
no3urru NeNe 14 — 46 /3aBepeHo Komre Ha OpUTHHAI U TIPEBO/1/

7.5. Jla gocTtaBs MEIMUIMHCKU W3JENUsS, 32 KOUTO € NPEACTaBeH BaJHIEH cepTU(UKAT 3a
BHenpeHa cuctema o kadectBoto ISO 9001:2008 u/ mmm ISO 13 485:200X wniu €KBUBAJICHTCH
cepTu(UKaT Ha TPOU3BOIUTEIS /3aBEPEHO KOMHME HA OPUTHUHAJT U MPEBOJ/ - 32 BCHYKH 000COOEHU
no3uy ot Ne 13 go Ne 46 BKJI. ¢ MEAUILIMHCKU U3IEINA.

7.6. Jla mocraBs MEOMIMHCKMA W3AeiHs, 3a KouTo € mnpeacraBeH EC ceprudukar 3a
CHOTBETCTBUE OT HOTU(UIIMPAH OpPraH /3aBEPeHO KOIME Ha OpUTHHAI U MPEBOJ/ BaXkH 32 000co0eH!
no3unuu Ne 13 u 28.

VIIL BAABJIKEHUSA HA Bb3JIOKUTEJIA

8. BB3JIOJKUTEJIAT ce 3anbixkaBa:

8.1. Jla mpueme HOCTaBEHUTE B CPOK U HA MSCTO CTOKH, ChOTBETCTBAIIU 10 BUJ, KOJTHMYECTBO
Y Ka4eCcTBO Ha OMKCAHOTO B HACTOSIIMS IOTOBOP.

8.2. Jla 3amatu qoctaBeHUTE CTOKM 10 peaa Ha wi. 3.1., 3.2, u 3.3. oT HacTOsIIMS JOTOBOP.

8.3. Cnen mnpukiIOYBaHE U3MBIHEHHETO HAa JOroBopa Ja OCBOOOAM TrapaHluara 3a
W3IBIHCHHE, 0€3 /1a IBJDKH JIMXBH 32 CPOKa, IPe3 KOWTO CpelICTBAaTa 3aKOHHO Ca MPECTOSUTN y HETO.

IX. IPUEMAHE U ITPEJABAHE HA CTOKHUTE

9.1. IlpuemMaHeTo Ha CTOKHMTE CE€ M3BBPILBA HA MICTOTO Ha JOCTaBSHE OT IPEJCTaBUTEN Ha
KpaiHUTE MosTyyaTesny.

9.2. UBITBJIHUTEJIAT u npeacraButen Ha KpaHUTE MOIyYaTeIy IOAMUCBAT IPUEMATEIHO-
IpeJaBaTesieH IPOTOKOJI, YAOCTOBEPSIBALL 10JIy4aBAaHETO Ha CTOKUTE.

X. KAYECTBO, TAPAHIIMU U CPOK HA I'OJJHOCT

10.1. KayecTBOTO Ha CTOKHTE, MPEIMET Ha HACTOSIIMS JAOTOBOp, CJIEABa Ja OTrOBapsT Ha
HM3UCKBaHMATA cbrilacHo wi. 7.4.,7.5. u 7.6.

10.2. KpM parara Ha JocTaBKaTra, OCTaTBUHMAT CPOK HA TOJHOCT HAa CTOKUTE MpPEAMET Ha
HACTOSIIUS JIOTOBOP, ciie/Ba ja Obae He mo—Manbk oT 80 % (ocemmeceT MpoIeHTa) OT 00SIBEHUS OT
MPOM3BOJUTENSA, KbM JaTaTa Ha BCsAKa JOCTaBka Ha paauoQapMaleBTUIM 3a Tepamus H 3a
IAArHOCTHKA IN Vitro mo mo3unuu ot 13 mo 46 BKIL.

B cnyuaili Ha gocTaBKa Ha MEAUIMHCKO HM3JIETUE C IMO-KPAaThK OT JOTOBOPEHHS CPOK Ha
rogaocT U3ITBJIHUTEJIAT nbmku HeyCTOMKa KaKTO ClieBa:

PannodapmarneBTuim 3a Tepanus 1 3a IMarHOCTUKA in vitro mo mo3utuu ot 13 g0 46 BKIL.

-0T 79,99% 1o 70% - 20% BBpXy CTOMHOCTTA HAa JOCTABKATA;
-0T 69,99% 10 60% - 30% BBPXy CTOMHOCTTA HA JOCTABKATA;
-0T 59,99% 1o 50% - 60% BBpXy CTOMHOCTTA HAa JOCTABKATA;
-0T 49,99% 10 40% - 75% BBpXy CTOMHOCTTA HA JOCTABKATA;
-11o71 40% - 90% BBpPXY CTOMHOCTTA HA JOCTABKATA;

10.3. JloctaBkaTa Ha MEIULMHCKO U3JIEJUE C OCTAThUYEH CPOK Ha T'OJHOCT MO-MainbK oT 40
(ueTupuIeCeT) Ha CTO OT OOSBEHHUS OT NMPOU3BOJAUTENS CE€ M3BBPIIBA CAMO C MUCMEHO ChIJIacHe Ha
BB3JIOKUTEJIA 3a KOHKpETHO KOJIMYECTBO, ONPENETIEHO OT Hero. be3 n3puyHo NUCMEHO ChIiacue
"Ha BB3JIOXKUTEJLS] crokure HsIMa na ObAaT 3aIuIallaHi.

10.4. BB3JIOXKUTEJIAT moxe na oTKake MPUEMAHETO HA CTOKUTE, aKO B JIEHS Ha TSIXHOTO
MIPUCTUTAHE WJIU NPUEMAHE OCTATBhYHUSA CPOK Ha TOAHOCT € 10 — MaJbK OT onpeneneHus B wi. 10.2.
MUHHMMAJIEH CPOK Ha TOJHOCT.

10.5. B cnydait Ha 0e3riaTHO JTOCTaBSHE HA HSAKOU OT CTOKHTE IO JIOTOBOpa, CHIVIACHO
norosopeHoro ¢ M3IIBJIHUTEJISA, cpomre cineasa fAa  OTroBapsAT Ha  MIOCOYEHHUTE  OT
BB3JIOKUTEJIA m3uckBanusi OTHOCHO CPOK Ha TOJHOCT M CPOK Ha JIOCTaBKa, B ChOTBETCTBUE C
touku 4.1.m 10.2.
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XI. OTTOBOPHOCT 3A HETOYHO M3ITbJIHEHUE. PEKIIAMAIIHN

11.1. Bb3JIOXKUTEJIAT moxe na npeasssasa pexnamauuu npex U3ITBJIHUTEJIA 3a:

a) KOJIMYECTBO M HEKOMIUJICKTHOCT Ha CTOKUTE HJIM TEXHHYECKaTa IOKYMEHTalus (SIBHU
HEJIOCTaThIIN);

0) Ka4ecTBO (CKPUTH HEIOCTATHIIM):

- [IpH JIOCTABSIHE HAa CTOKHU HE OT JIOTOBOPEHUS BUJ, IOCOYEH B UL |;

- [IpY KOHCTaTUpaHe Ha Ae(eKTH MpH ynorpeda Ha CTOKUTE.

11.2. Pexyamanuu 3a siBHU HeAocTaThblid Ha cTokuTe ce npasit or BB3JIOXKUTEJISA, upes
KpalHUTE IOJIy4aTelId Ha CTOKUTE, B MOMEHTA Ha MPEIaBAHETO UM, 3a KOETO C€ ChCTaBs MPOTOKOI,
IIOJNMCAH U OT JIBETE CTPaHU.

11.3. Pexnamanuu 3a CKpUTH HEAOCTAThLUM C€ NpPaBAT Ipe3 LEIus CPOK Ha TOJHOCT Ha
JIOCTaBEHUTE CTOKH, KaTO PEKIaMalluATa ce MpUIpYyKaBa 3abJDKUTEIIHO OT KOHCTATUBEH IIPOTOKOJ,
n3aazeH oT M3nbpaHuTenHara areHuus 3a Jiekapcrpara.

11.4. BB3JIOXKUTEIAT e muexen pna ysegomu nucmeHo W3ITBJIHUTEIIA 3a
yctaHoBeHuTe aAedexkTu B 15 (meTHageceT) JHEBEH CPOK OT KOHCTATUPAHETO UM.

11.5. B pexknamauuure ce 1OCOYBAa HOMEPBHT Ha JOrOBOpPA, TOYHOTO KOJMUYECTBO Ha
MOJIyYEHUTE CTOKU C TEXHUS MapTUJIEH HOMEP, OCHOBAHHUETO 3a PEKJIaMallksl U KOHKPETHOTO MCKaHE
Ha BB3JIOXKUTEJIA.

11.6. B 10 (mecer) mHeBeH cpok oT monydaBane Ha peknamanusata, USITBJIHUTEJIAT
ciensa aa orropopu Ha BB3JIOXKUTEJIA nucmMeHo u KOHKPETHO Aalid IpUEMa PEKIaMaliuaTa Wil s
OTXBBPJIS.

11.7. Ilpu pexnamanus 3a aBHu HegoctaTbi U3ITBJIHUTEIIAT e mibxen B eqHOMecedeH
CPOK OT MOJIy4aBaHe Ha peKjaMalusATa 3a CBOS CMETKA U PUCK Ja JOCTAaBU Ha MSCTOTO HA JIOCTaBSIHE
KOJIMYECTBOTO JIMTICBAIIY B IOCTABKATa / HEKOMILICKTHH JJOTOBOPEHH CTOKH.

11.8. Ilpu pexnamauus 3a ckputu Hegoctatbuu W3ITBJIHUTEJIAT e npabxken B
€IHOMECEYEH CPOK OT TOJY4aBaHETO M J1a 3aMEHH JTOCTAaBEHHTE HEIOTOBOPEHHU MO BUA / NePEKTHU
CTOKH 3a CBOSI cMeTKa U puck min 1o npeueHka Ha Bb3JIOXKUTEJIA na BppHE chOTBETHATa 4acT OT
3arjiaTeHara 1eHa, BEHO C JbJIKUMHUTE JTUXBHU.

11.9. M360pbT Ha MOCOYEHHUTE MO-TOPEe BH3MOKHOCTHU /a CE€ BBPHE CHOTBETHATAa YacT OT
IUIATEHOTO WM Ja ce J0CTaBsAT HOBU cToku npuHaiexku Ha BB3JIOKUTEJIA u ce ynpaxkHsaBa oT
Hero noa ¢popmara Ha nucMeHo yeeromienue 1o U3ITBJIHUTEJIISA, kato pa3xoanTe U pUCKOBETE 110
HOBOTO JlocTaBsiHE ca 3a cMeTka Ha M3ITbJIHUTEJIA.

11.10. PexsiaMupanuTe CTOKHM C€ CbXpaHABAT OT CbOTBETHUS KPACH IOJydaTell 10 YpeKIaHe
Ha peKJiaMaIuuTe.

XII. OTTOBOPHOCT IIPU HEU3ITBJIHEHUE

12.1. 3a HeU3NbJIHEHHE HA 3aIbJKEHUATA CU 110 HACTOSIUS I0TOBOP C U3KIIIOUEHUE Ha TE3U
mo T. 10.2 u 7. 10.3, UBITBJIHUTEJIAT abmxu Heycrolika B pasmep Ha 0.7 % Ha IeH BBpXY
CTOMHOCTTa Ha HEU3MBIHEHOTO B JOTOBOPEHHUTE CPOKOBE 3aJbDKeHHE, HO He moBeue oT 20 %
(1BazieceT MpoOIIEHTa) OT CTOMHOCTTA Ha HEU3IIBIIHEHHETO, KAKTO U 00e3IeTeHHEe 3a MPEeThpPICHUTE
JEHCTBUTENHU BpPEIU B CllydanuTe, KOraTo T€ HaJXBBPJIAT JO0rOBOpEHATa HEYCTOMKA.

12.2. Koraro npu Hanuuue Ha pexnamanuu, U3ITBJIHUTEJIAT He u3nbiaHu 3a1bKeHUsITa
cu o pazzaen XI ot HacTosiuus AOTOBOP B CPOK, ChIMAT AbJKA Ha BB3JIOXKUTEJIA HeycToiika B
pa3Mep Ha 2 % OT 1leHaTa Ha CTOKUTE, 32 KOUTO ca HAallpaBEHU peKJIaMalluUTe.

12.3. BB3JIOXKXUTEJIAT ynoieTBopsiBa NPETEHIMHUTE CH OTHOCHO HEHU3I'BIHEHHETO HA
JI0OTOBOpa, KakToO M 3a 3amuianiaHe Ha Heycroiikute oT ctpaHa Ha M3IIBJIHUTEJIA kato 3agbpxka
rapaHnusaTa 3a u3MbIHEHHEe mo wi. 7.3, OykBa “0” oT J0TOBOpa, CIeA KOETO MO CHOTBETHHUS P,
IpearpuemMa JeiMCTBUS 32 HEMHOTO YCBOSIBAHE..

12.4. Ilpu BuHoBHa 3a0aBa Ha W3ITBJIHUTEJIA, nponkmkuia ¢ nmoBedye OT MOJOBUHATA OT
CpOKa 3a M3NbJIHEHHE Ha chOTBETHOTO 3anbipkeHue, BB3JIOXKUTEJIAT uma npaBo na passanu
JIOTOBOpA €THOCTPAHHO € 15-THEBHO MpEINU3BECTHE.
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12.5. BB3JIOXKUTEJIAT wmma mpaBo na MpeKkpaTd €AHOCTPAHHO W 0€3 Mpeau3BECTHE
HACTOSIIIUSL JIOTOBOP B Ciyyall HAa CHUCTEMHO HETOYHO WU3MBIHEHHWE  HA 3aJbJDKEHUATA OT
MNBITBJIHUTEJIA n npeasisenu noseue ot Tpu pekiaamanuu oT Bb3JIOKUTEIIA no ra. XI.

12.6. B cnyuaii, ue mo ornomenue Ha U3ITBJIHUTEJIS HacThosaT oOCcTOsATENCTBATA MO YII.
47 ot 3akoHa 3a obmectBeHuTe nmopbuku, Bb3JIOXKUTEJIAT uma npaBo 1a npekpatu eIHOCTPAHHO
HACTOSIIHS JOTOBOP, 0€3 MUCMEHO Npear3BecTrE U 0€3 1a IbIKU HEYCTOMKH.

XIII. ®OPCMAKOPHU OBCTOATEJICTBA

13.1. CtpaHure MO HACTOSIIHS JOTOBOP HE IBJDKAT OOE3IIETeHHE 3a MOHECEHW BpEIU H
3aryOu, aKo MOCJIETHUTE ca IPUUYMHEHU B PE3yNITaT Ha HEMPEOo10JIMMa CUIIA.

13.2. Ako cTpaHarta, KOSITO € CJIEJBAJIO Ja U3MBIHU CBOE 3abJDKEHHE 110 JOTOBOpa € Ouia B
3a0aBa, TS HE MOKE Jla ce [T030BaBa Ha HEMPeoJ0IuMa CHUJIa.

13.3. “Henpeonmonuma cuia” 1O CMHUCHJIa Ha TO3M JOTOBOp € HENPEABHICHO W/WIN
HEMpPeOTBPaTUMO CHOUTHE OT U3BBHPEICH XapaKTep, Bb3HUKHAJIO CJIe]l CKIOYBAHETO Ha JIOTOBOpA.

13.4. Crpanara, 3acersata OT HENpPEOJOJIMMA CHJIA, € JIBbXKHA Ja NPEAIpUEME BCUYKU
NeNCTBUS ¢ TpUkKaTa Ha JOOBpP CTOMAHUH, 32 ]a HaMaJll O MUHUMYM MOHECEHUTE BpeIu U 3aryowu,
KakTo ¥ Jla YBEJAOMH NHCMEHO JpyraTa cCTpaHa B 7-THEBEH CPOK OT HACTHIIBAHETO Ha
Henpeogoiumara cuia. [Ipu HeyBemomsiBaHE ce ABDKM O0€3IIETeHHE 3a HACTBHIWINTE OT TOBA
Bpenu. Hempeomonnmara cuia ce J0Ka3Ba OT 3acerHaraTa CTpaHa CbC cepTU(UKAT 3a GopcMaxop,
U3MIaZIeH 10 CHOTBETHUS pell OT KOMIETEHTHHS OpraH B JbpiKaBaTa, B KOSTO Ca HACTBHIWIH
(hopcMaKOpHUTE 0O0CTOSTEIICTBA.

13.5. Jlokaro Tpae HempeojoauMaTa cujia, U3IbIHEHUETO Ha 3aIbJDKCHUATA U CBBP3aHHUTE C
TSAX HACPEIIHU 33bJDKEHHS Ce CIIHpA.

13.6. He mpexacrapmsiBa “HemnpeonoauMa cuiia” ChbOMTHE, MPUYMHEHO 1O HEOPEKHOCT HIIH
Ype3 YMUIUICHO JEHCTBHE HAa HIKOS OT CTPAHHUTE WJIM TEXHU MPEACTABUTEIN /WU CIYKUTEIH,
KaKToO U HejpocTura Ha napudHu cpeactsa Ha Bb3JIOXKUTEJLA.

XIV. CIIOPOBE

14.1. Bp3HUKHaIUTE Mpe3 BPEMETPACHETO HA JOrOBOpa CIIOPOBE M PaA3HOIIACUS MEKIY
CTpPaHHUTE C€ pelaBaT 4pe3 MPEeroBOpU MEXAy TaX. [locTUrHaTUTE MOTOBOPEHOCTHU ce O0POpPMST B
nucMeHa opma u ce IPeBPBIIAT B Hepa3elHa 4acT OT JOTroBOpa.

14.2. B cnayuail Ha HENMOCTUTaHE HA JOTOBOPEHOCT IO MPEAXOJHHUS YJIeH, BCUUYKH CIOpOBE,
MOPOJIEHU OT TO3U JOTOBOP WJIM OTHACSIIHU CE 0 HETO, BKIKOYUTEIHO CIOPOBETE, IIOPOAECHU OT WIIU
OTHACAILI C€ OO HErOBOTO THJIKYBAHE, HEACHCTBUTEIHOCT, HEU3IIBJIHEHUE WJIM TMPEKpaTsABaHE IIE
ObJaT paspeliaBaHu Cropes] OBIrapcKUTe MaTepHalHU M MPOIECYAHU 3aKOHU OT KOMIIETEHTHHS
cbA no pena Ha ['TIK.

XV. CbOBLHIEHUA

15.1. Benuku chOoOIIEHHST MEXy CTPAHUTE, CBbP3aHU C U3IM'BJIHEHUETO Ha TO3U JIOTOBOP ca
BaJMJHA, aKO ca HalpaBeHW B MHCMEeHa (opmMa W ca TOMAMUCAHU OT YI'BIHOMOIIECHUTE
npeactasutenu Ha U3ITBJIHUTEJIA unu BB3JIOXKUTEJIA.

15.2. 3a gara Ha CHOOIIEHUETO CE CMSITa:

v/ naraTa Ha TpeIaBaHeTo — MPH PHYHO MTPEIaBaHe Ha ChOOIIECHUETO;,
v/ J1araTa Ha IONIEHCKOTO KJIEHMO Ha oOpaTHara paslucKa — IPH M3IpallaHe 10 MoIara;
v/ Jartara Ha IpHEMaHETO — IIPU M3IIpallane 1o Tenedaxc, Teaeke wim e-mail.

15.3. 3a BanuaHU ajapecu 3a NpUEMaHE Ha CHOOIIEHUS U OAHKOBUM CMETKH, CBBP3aHHU C

HACTOAIIUS JOTOBOP CE CMSATAT:

3A U3ITBJIHUTEJIA: 3A BB3JIOXKUTEJIA:

pyeeneesnne e enane ” MuHHUCTEPCTBO Ha 3/IpaBEOIIa3BaHETO
rp. Codus rp. Codus 1000

yi.”.” Ne .. 1. ,,.Cera Henensa” Ne 5

54



TCII TCII........

dbakc dakc...........

e-mail e-mail..............

bankoBa cmeTka bankoBa cMeTka

Th BHB LlenTpanno ynpasieHue

IBAN IBAN: BG83 BNBG 9661 3000 1293 01,
BIC xon BIC xox mva BHb — BNBG BGSD

15.4. Tlpu npomsHa Ha mocodeHus mo wi. 15.3 agpec chOTBETHATa CTpaHa € JIbXKHA Ja
YBEJIOMU JIpyrara B TPUJHEBEH CPOK OT MPOMSIHATA.

XVI. IPYI'H YCJIOBUSA

16.1. IlpaBara M 3aabJDKEHUSTA [0 HACTOSALIMS JIOTOBOP HE MOraT Ja c€ HPEeXBBbPIAT
eHOCTPAaHHO Ha TPETH JIMIA M MOJOOHM aKTOBE HE MOpaKAaT MPaBHO JEWCTBHE 0€3 MHCMEHOTO
ChIJIacHe Ha JIpyrara CTpaHa, OCBEH B CIIydauTe Ha oOe3neuaBaHe (rapaHTHpaHE) Ha 33 IbJKCHUS 110
OaHKOBU KPEIIUTH.

16.2. 3a HeypeaeHUTE BBIIPOCH B HACTOSALIMS JIOTOBOP CE€ MpHIIara JAeMcTBAIOTO OBIArapcko
3aKOHO/IaTEJICTBO.

XVIIL JOI'OBOP 3A TIOAU3II'bJIHEHHUE
(MPUNOIHCUMO CAMO 8 CLYUAl, Ye U3OPAHUA 30 USHBIHUMEN e NOCOYUI 8 Ohepmama cu, de we noi3ed
NOOU3NbIHUMENU)
17.1. UBITBJIHUTEJIAT e aibxeH na CKIIOYM JIOTOBOP 3a MOJIM3IBIHEHUE C TOJU3IBIIHUTEIUTE,
noco4yeHu B odeprara. CKIIFOUBAHETO HA JOTOBOP 32 MOAU3IBIHEHHE HE OCBOOOXK/1aBa U3MIBJIHUTEIS
OT OTTOBOPHOCTTA MY 3a M3ITBJIHEHUE HA JOTOBOPA 3a OOIIECTBEHA OPHYKA.
17.2. UBITBJIHUTEJIAT nama npaBo aa:

o CKJTIOYH JIOTOBOP 3a IMOAM3IIBIIHEHUE C JIUIIE, 32 KOCTO € HATUIIE OOCTOSTEIICTBO 1Mo Wi. 47, ai.
1 unu 5 ot 3011,
o BB3JIOKH M3MBJIHCHUETO HA €JHA WM IOBEYe OT JCHHOCTHTE, BKIIOYECHH B IMpEAMETa Ha

o011ecTBeHATa MOPbhUKaA, HA JIMIA, KOUTO HE ca MOJU3IIbJIHUTENN;

17.3. U3ITBJIHUTEJIAT e nnpkeH na mpekpaTH JOTOBOP 3a MOIU3IIBIHEHHE, aKo 10 BpeMe Ha
U3IIBJIIHEHUETO MY BB3HHMKHE oOcTosTencTBO mo wi. 47, an. 1 wmm 5 ot 3O0Il, kakro u mnpu
HapyllaBaHe Ha 3a0paHaTta mo wi. 45a, an. 4 B 14-1HEeBEeH cpok OT y3HaBaHeTo. B Te3u ciayuyaun
U3IIBJIHUTENAT CKJII0YBA HOB JIOTOBOP 3@ NOJU3IBIHEHHWE IIPU CIIa3BaHE Ha YCIOBHATA H
A3UCKBaHMATa Ha 4i. 45a, ain. 1 — 5 ot 3011

17.4. UBITBJIHUTEJIAT Hama mpaBo Aa 3aMEeHHM HOCOYeH B odepraTa MOAMU3IBIHUTEN, OCBEH
KOraro:

a) 3a MPEUIOKEHUS MMOU3ITBIHUTEN € HaJIHIle UM Bb3HUKHE 00CTOATENCTBO 1o wi. 47, an. 1 win 5
ot 30I1;

0) IpeUI0KEHUAT MOAN3ITBIHUTEN IPECTaHe Jja OTroBapsi Ha HOPMAaTUBHO M3HUCKBAHE 32 U3IIBJIHEHHUE
Ha €/IHa WM [0BeYEe OT JeHHOCTUTE, BKIIOYEHHU B IIpeIMeTa Ha JOroBOpa 3a MOANU3ITbIHEHHUE;

B) JOTrOBOPBT 3a MOAM3IBIHEHHWE € NpPEeKpaTeH MO BMHA HA MOJU3INBIHHUTENS, BKIIOYUTEITHO B
cirydauTe 1o 4. 45a, an. 6 ot 3011.

17.5. B cpok 10 TpH JTHU OT CKJIIOYBAHETO HA JIOTOBOP 3a MOAM3IIBIHEHUE WIM Ha JONBIHUTEIHO
CIIOpa3yMeHHE KbM HEro, WK Ha JIOTOBOP, C KOWTO Cce 3aMeHs OCOYEH B odepTaTa MoAU3ITbIHUTE,
U3ITBJIHUTENAT CE 3a4bJDKaBa J1a U3MPaTH OPUTMHAIEH €K3EMIUIAP OT JOTrOBOpa WU AOIBIHUTEIHOTO
CIIOpa3yMEHHE Ha BB3JI0XKUTENS 3a€HO C J0Ka3aTeJICTBa, Y€ HE € HapylleHa 3abpaHara 1o wi. 45a,
ai. 2 or 30I1.

17.6. [Tomu3mbIHUTENMTE HIMAT TPABO Ja MPEeBh3JIaraT eIHa WM MOBeYe OT JEHHOCTUTE, KOUTO ca
BKJIIOUEHU B IIPEIMETA Ha AOTOBOPA 3a MOAU3IbIHEHUE.

17.7. Tlpn ywacTue Ha NOIU3NBIHUTEN/M TPU HU3MNBIHEHHETO Ha JEHHOCT IO J0roBopa 3a
o0IlecTBeHAaTa IMOPBYKA, 32 KOSATO M3MBIHUTENAT € CKIIOYWI JIOTOBOP 3a TOAM3IBIHEHUE,
BB3JIOXKUTEJIAT oie npuemMa  JAeMHOCTTa B IPHUCBCTBHETO Ha M3mbnHuTtens u  Ha
noau3nbaHUTEN. [Ipy npremaneTo Ha paboTata U3MBIHUTENIAT MOXKE J1a MPEICTAaBU HA BH3JI0KHUTEIS
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JTIOKA3aTeJICTBA, Y€ JOTOBOPHT 3a MOAM3IIBIHCHHUE € TIPEKPATeH, WK padoTaTa WM YacT OT Hesl He €
HU3BBPIICHA OT NOAUSITBIIHUTCIIA.

17.8. BB3JIOXKUTEJISAT wu3pbpmiBa OKOHUYATETHOTO IUIAN[AaHE 110 JOTOBOpa 3a OOIIECTBEHA
MopbUKa, 3a KOWTO MMa CKIIOYEHHU A0roBOpH 3a NMOAU3IMBJIHCHHUE, CIICA KATO MMOJYYU OT U3IIBJIIHUTCIIA
JTIOKA3aTeJICTBa, Y€ € 3arIaTHII Ha MOAU3ITBIHUTEIINTE BCUUKU IIPUETH PAOOTH.

17.9. BB3JIOXKUTEJIAT He u3BbpIIBA OKOHYATEIHOTO IUIAIIAHE 1O JOroBOopa 3a OOIIECTBEHA
MOpBHUKa, 32 KOUTO MMa CKJIIFOYCHH JOTOBOPH 3a MOJIU3IBIIHCHHE, aKO JJOTOBOPHT 3a MOIU3ITBIHCHNE
€ MPCKPATCH, UJIN pa60TaTa HJIM 94aCT OT HCA HC € U3BBPIUICHA OT IMOANU3ITBbJIHUTCIIA.

XVIII. 3BAKJITIOYUTEJIHU PABITIOPEJABH
18.1. IIpu cbCTaBAHETO HA HACTOSIIIMS IOTOBOP CE MPEICTABUXA CIACAHUTE TOKYMEHTH:
v Jlokymentu o uwi. 47 ot 3011,
v' TapaHius 3a U3IbJIHCHHUE;
v Texuuuecko U L{eHOBO NpeIoKeHUE Hepas IeiHa YacT OT J0r0Bopa.
18.2. HacToAmmsT 10roBop ce ChCTaBH B TPU €AHOO0Opa3HU eK3eMILIApa Ha OBJIrapCKH €3UK —
eaus 3a USITBJIHUTEJIA u aBa 3a Bb3JIOXKUTEJIA.

BB3JIOKUTEJI: N3ITbJIHUTEJIL:
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