JOT'OBOP
3A TOCTABKA HA JJEKAPCTBEHH IIPOAYKTH

NePI-115A88.340.2.5.....2018 1.
Tnec, 2.05.05......... 2018 r., B rp. Codus, Mexay:

MHHUCTEPCTBOTO HA 3JIPABEOIIA3BAHETO, c azpec: rp. Codua 1000, mn. “Cpera
Hegens” Ne 5, BYJICTAT 000695317 u JJAC uaent. Ne BG000695317, npencraisiBaHo OT
Kupui AHaHHEB — MUHUCTHD Ha 3/paBeonassaHeTo 1 Mapus beoMopoBa, IMpeKTop Ha JIHPEeKIIHs
,b®D”, HapuyaHo no-zxoiy 3a kpatkocT ,,Bb3JIOJKHUTEJL” or eaHa cTpana

" ‘ .

L, HOBHUMEJ{ ®PAPMA” EOOJI, chc cenanmme u anpec Ha ynpabienue: rp. Codus, IIK 1404,
CO- paiion Tpuanuua, *x.K. Manactupcki mBaau-B, Crpanara Ha EBpoueHTsp, 61. 65, er. 2;
EUK 201098775, npexctasiisato ot Pymen I1eTkoB, B xa4ecTBOTO My Ha yIpPaBUTC]l, HapHiaHO
no-goiny 3a kparkoct ,, ASITBJJHATEJI”

Ha ocHoBarMe wi. 112 oT 3aKoHa 3a o6lecTBeHuTe ophuKK U Pemenne Ne P/I-11-115/16.04.2018
r. na BB3JIOXKUTEJIS 3a onpejensiHe Ha M3NBIHATENN 1O OGUIECTBEHA NOPBYKA C TIPEAMET:
JJdocmaska Ha  paduoaKkmueHu  eKApCmeeHU  NpoOyKmu,  paouopapmayesmuyl,
PAOUOHYKUOHU 2eHepamopu, KUMoee U paOUOHYKIUOHU NPEKYPCOPY 34 2018 2., exnrousama
50 camocmoamenno o60cobenu nozuyuu € CKIOUYHA HACTOAIMUAT IOTOBOP 32 CJICTHOTO:

1. OPEIMET U CPOK HA TOTI'OBOPA

1.1. BBIJIOKHUTEJIAT pw3nara, a U3MNBJHUTEJAT ce 3agbikaBa Ja HM3BBPLIN

JOCTaBKa Ha JIEKApCTBCHHU MPOLAYKTH, KAKTO ciaenaBa

Ne HA
oGocoGena | HanmeHOBaHAC, CIHHUYHA AKTHBHOCT Msipka Koamaecrso 10
NO3HIHSA '

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

1. om x 16p. {108 v

1.2. JloroBOpHT BiM3a B CHJIA OT JIaTaTa Ha NOAMHCBAHETO My OT ABETE CTPAHH U € CBC CpOK 0
28.02.2019 r. [To oTHOINEHWE HA ,,yCIIOBHS, HAUHH U CPOK Ha nsamade’, CpoKbT Ha JIEUCTBHE €
cpriacHo goropoperoto B Pazpen Il oT HacToAmus J0roBop.

II. IEHY ¥ OBIIIA CTOMHOCT HA IOCTABKHUTE IO JAOI'OBOPA
2.1. IlenaTa Ha CTOKHTE 110 YL 1., CBITIaCHO NMPEICTABEHO LIEHOBO MPEIOKEHUE, HEPA3AL/IHA HacT
OT JIOrOBOpa € KAaKTO CJIE/IBA;

Ne Ha | HanMenoBanHe, eAMHAYHA AKTHBHOCT Ex. uena 3a|Ex. uena|Obma O6ma
oGocobena . OMAKOBKA_ 0e3 [3a croifHocT | cTOiiHOCT
nosumusa : JAC onakoBka | 6es JAC |¢ AIC

¢ AAC '
1. 99-Mo sodium molybdate; 99m-Tc 1069,00 1282,80 1 115452,00| 138542,40

Technetium pertechnetate 7,5 GBq;
THproBeKo HaHMEHOBaHHE

Poltechnet, radionuclide generator, 7,5 GBq
x1 .
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2.2, lleHaTa BK/IIOYBa CTOMHOCTTA Ha CTOKATa, ONAKOBKA, 3aCTPaXOBKa M TPAHCIOPT JI0 KpaiHHUTe
NoJTy4aTeny /ChOTBETHUTE JieueOHH 3aBefIeHUs/ IpY MUHUMAJICH CPOK Ha TOQHOCT HE I10-KPaThK
oT 60 % ot obsBeHNA OT MPOM3BOAMTENS, KBM JaTaTa Ha BCAKA JOCTABKAa Ha TEXHELMEBH
TEHEpaTOpH, TEXHEIMeBM KHTOBE, paaio(apMaleBTALd 33 [MAarHOCTHKA in  Vivo M
pazrodapMalleBTHLI 3a Tepanus; .

2.3. O6mara croiiHOCT Ha JOCTAaBKUTE 1O AoroBopa e 10 115452,00 ne.  (cTo M meTHajeceT
XMIAOM YETUPUCTOTHH MeETAeceT U ABa jesa ) Ges skmoueH JIIC, no 138 542,40 nB,  (cToO
TPUAECET ¥ OCeM XHIISM NIETCTOTUH U YeTHpU/eceT U 1Ba JeBa 1 40 ct.), ¢ BkmoueH JJIC.

2.4. llenata no gorosopa e QUKcHpaHa ¥ He IOJUIEXM Ha NPOMSHA 3a CPOKA Ha JeHCTBHE Ha
JZOrOoBOpA, OCBEH B CIIy4auTe NPEABHIACHU B 3aKOHa 3a OGIIECTBEHHTE MOPBUKH.

2.5. B ciyuali, ue mpe3 BpeMeTo Ha JiefiCTBHE Ha JOrQBOpa CTOMHOCTTa, KOATO ClelBsa [a Ce
3analia ¢ NyGNMYHH CPeCTBa Ha NEKapCTBEHN NPOAYKTH OT ITO3UTHBHUSA NEKapCTBEH CIUCHK
craHe mo-HHcKa or morosopeHata, BB3JIOXUWTEJIAT 6e3yC/IOBHO 3alaiia JeKapCTBEHHTE
NPOlyKTH Ha MO-HMCKATa LeHa, OT JaTaTa Ha BJM3aHe B CWIa Ha KOHKDETHOTO DEMICHUE Ha
HaioHanHUAT CHBET N0 HEHU ¥ peMMOYpCHUpaHe Ha JIeKapCTBEHUTE NPOIYKTH.

I11. YCJIOBHS 1 HAYMH HA ILTAINAHE
3.1. TTramasero no HACTOSLIMA JOTOBOP C€ OCHIUIECTBABA 4pe3 OGAHKOB NIpPEBOJ OT CTpaHa Ha
BB3JIOXUTEJIS o nocouenara B ui1. 16.3 Gankora cmerka Ha SITRJITHUTEJLA. ’
3.2. 3amIam@aHeTo Ha CTOKHTE 10 JOTOBOpA Ce M3BBPUIBA OTIOKEHO B CPoK 10.30 /tpuneceTHs/
JeH, CIIe/ IPeJCTABSHE Ha CICJHHTE IOKYMEHTH: :
1.) NocTasHa dakTypa, ChCTaBeHa ChIMIacHO u3ucksanusTa Ha 3[UIC u [ITI3UIC — opuruHan 1 2
/nBa/ Gpos 3aBEpEHH KOIHS,
2.) TlpuemarenHo-npe/aBaTe/lHl NMPOTOKONM, 1o oOpasel Ha MHUHHCTEPCTBOTO  Ha
3/[paBeona3BaHeTo; :
3.) O606men onuc Ha npoTokonuTe — 3 /Tpr/ 6post;
4.) TIucMeHN 3asBKHM-pa3Npe/ielIeHns, U3TOTBEHH 0T MHUHHCTEPCTBOTO Ha 3/paBeONa3BaHETO M
3aBepEeHH OT KpaHHHUTE I0JIy4aTeNH;
5.) 3a nexapCTBEHUTE MPORYKTH CleBa Aa Gbe MPeCTaBeH Cepruduxar 3a 0cB060XK1aBaHE Ha
BCSKA IAPTHIA, U3IaJCH OT KBAIMPUUMPAHOQ JIULE 11O 3JITIXM — 3aBepeHO OT U3ITBJIHUTENA KOIKE,
B NpeBoa Ha Gbirapcks e3Mx oT $upma, CKIIOYHIa JOTOBOp € MuHHCTEPCTBY HA BBHIUHHTE
pa6oTH 32 U3BBPIIBAHE HA OfHLIMATHI NPEBOIM.

3.3. Us6poenute B 4. 3.2. JOKyMEHTH Ce NMPEACTABAT B AETOBOACTBOTO Ha MHHHCTEPCTBO Ha
3[paBeONa3BaHeTO, KIaCpaHi W NPHKayeHu B ranka. B mankata ce npuiara nueMo ¢ OMHC Ha
ChIBPKAIIUTE CE B Hesl IOKYMEHTH, KaTo 3a[b/DKUTEIHO C¢ NOCOYBaT HOMEPATa, IaTTe 1 6pos
Ha NPUJIOKEHUTE JOKyMEHTH OT BCEKH BULL, :

3.4. B cayuaii, ye nocoyeHuTe B 4. 3.2 JOKYMEHTH Ca HEpPEeOBHH HJIM HE Ca KOMIUIEKTOBAHH,
chwpTe ce Bpbmat Ha U3ITHJIHUTEJLA ¢ npremMarenHo — Npe/laBaTesieH IPOTOKO 33 H3NPABIHE
Ha HepeaHocTUTe. CPOKBT 10 4I. 3.2, 3a104B3 A Teye OT 1aTaTa Ha MPECTABAHETO Ha OCISAHNA
U3HCKYEeM ce JOKYMEHT.

IV. CPOK HA JOCTABSHE

4.1. MuHUCTEPCTBO Ha 3[PaBEONA3BAHETO DasNpenesit HeoOXOAUMUTE KONMYECTBa B JBE
YTBLPGHH MCMEHH 3aBKH-Pasnpe/ieNieHus], IbPBATa 33 EeCT MeCeUeH epHo/l — 10 31.08.2018
r. u propara — 10 28.02.2019 r., kato KONMYECTB3Ta BHB BTOpaTa 3aiBKa €4 cboOpazeHy ¢
pasnosiaraeMuTe G10/PKETHH CPeJICTBa, 3asBKaTa-pasipee/icHue C¢ BphaBa IMHO CPELILy NOAIIC
Ha YI'BIHOMOIIEHO JIHMIE OT 3BEHOTO 3a AJMUHHUCTPATHBHO ofcny)XBaHe WIM Ce M3Mpama ¢
npenophYaHo MUCMO ¢ 0BpaTHa PasHcKa, N0 GaKe Wik Mo eIEKTPOHEH BT NPH YCIOBUATA U 110
pelia Ha 3aKOHa 3a €IEKTPOHHHUS JOKYMEHT U €IEKTPOHHHUA MIOIHC.

«



4.2. Beska oTenHa JOCTaBKa Mo JOroBOpa, ce U3BHPLIBA €KECEAMUYIHO CIIOPE HHAMBH/YaTHHTE
HYX[H1 Ha NeueGHUTE 3aBe/leH)s, B pAMKHTE Ha YTBbpAEHATa [INCMEHa 3a9BKa-Pasnpee/ieHUe OT
MHHHUCTEPCTBOTO Ha 3APAaBEONA3BaHETO.

4.3. B ciyuaif, ue yTBEp/ICHATA BTOPa NMCMEHA 3asBKa-Pasnpe/ieNieHke Ha MHHHCTEPCTBOTO Ha
3[paBeonasBaeTo, HiMa Ja Obie usnbiHeHa Ha 100%, nopaiy JIMNCa HA 3asiBEHH Hy»Xa¥ OT
neuebHuTe 3apenenus, USITBJIHUTEIISIT yeenomssa fo 28.02.2019 r. aupexims "JlekapcTBEHA
noJUTHKa". ' : .

4.4, UITBJIHUTEJIAT ce 3axbixaBa, B CpOK JI0 1BA JHU ClIe]] BCAKa 3a9BKa /1a YBEIOMH ITUCMEHO
win o ¢akc BB3JIOXKUTEILS s3a u3sbpiiBaHe Ha JOCTaBKWTE HAa CTOKMTE, NPEAMET Ha
HACTOAIIMA JOrosop. [Ipy HEBB3MOXKHOCT 32 U3BBPIIBAHE HA JOCTABKUTE Ha CTOKHTE NPEIMET Ha
HACTOSIIMS! JOTOBOP Ja yBeIOMH mucMeHo wiu 1o daxc BB3JIOKUTEILA.

4.5. 3a KONHYECTBA JOCTABEHH M3BEH 3asBKaTa — pasnpesenenue no 4. 4.1, Bb3JIOXUTEJAT .
HaMa 3aJhDKCHYE 3a Mlalane.

4,6. IlocTapsHeTO Ha CTOKM 6e3 3afBKM — pasnpejesicHus € NOMyCTUMO CaMo B U3KIIIOYHUTEIHU
cilydad, 3acTpallaBall¥ JXKMBOTA M 3]PaBeTO Ha TPAKTAHUTE W CJICA H3PHYHO [MHCMCEHO
NOTBBPAICHHE OT CTPaHa HA MUHMCTHEPA HIIM CHOTBETHUA PECOPEH 3aMECTHHUK — MUHUCTED.

4.7. B cnygaute o wi. 10.3 u 10.4 ot norosopa, CpOKET 110 L. 4.1 3amoysa J1a Te4ye OT JaTara Ha
nicMeHoTo ceriaacue Ha Bh3JIOXKHUTEJLA. ~

V. MSICTO HA JOCTABSIHE
5.1. 3a MACTO Ha NOCTaBsHE HA CTOKMTE IO TO3W JOTOBOP Ce OMpeJesaT KpaiHUTe TNolyyaTed
nocouern B Ilpuiomenus Nol KpM HacTOALYUA JOroBOp CHIVIACHO KOHKPETHHTE 3asBKH Ha
BB3JIOXUTEJIAL
5.2. PHCKHT OT CIydyafiHOTO TOTMBaHE WIM TOBPEXJaHEe HA CTOKWTe NPEMHHABa BBPXY
BB3JIOXKUTEJIS oT MOMEHTa HA MPUEMAHETO MM Ha MACTOTO Ha JOCTaBiHE C NpUEMATelHO-
npejaBaresieH MPOTOKOL.

V1. JATA HA JOCTABSIHE HA CTOKHUTE
6. 3a jaTa Ha JOCTaBSHE CE€ CYMTA [aTaTa, Ha KOATO CTOKHTE ¢a JOCTaBCHM JO KpalHuTe
M0JIy4aTeNH, IPH YCIOBUATA Ha Wi 9.2.

VII . 3AXBJOKEHYS] HA H3IBJIHUTEJIS

7. USITBJTHUTEJIAT ce 3aapmxapa:
7.1. Ila IOCTaBH CTOKUTE B JIOTOBOPEHUS CPOK U Jia ' NpeAaie Ha KpaiiHATE MOJIy4aTe/H.
7.2. Jla nipesiajie CTOKUTE, TAKETHPAHA U MapKUPaHH B ChOTBETHUS BUJ, KOMUHYECTBO H Ka4ecTBO
Ha MSCTOTO Ha JIOCTaBIHE.
7.3. TIpu NOAMKCBAHETO Ha JOroBOpa a MPEACTaBH:

a) nokymeHTH no wi. 112 ot 3011 u3naseny oT KOMIETEHTHUTE Opram;

6) rapaHLys 3a M3ITBJIHEHHE, B €HA OT dopmuTe, ONpEALICHA B il 111, an. 5 ot 3011,
KOSITO ce 0cBoBoKaaRa Jo 30 IHK cle/i NPHKIIOYBAHE H3NBIHSHHETO Ha I0roBopa. lapannysTa €
B pasMep Ha 3 % OT CTOMHOCTTa Ha foroBopa 6e3 IJIC n Bp3nusa Ha 3463,56 nesa.

"7.4. Ila OCTaBS NEKApCTBEHH NMPOLYKTH, KOMTO OTTOBApAT HA W3HCKBAHMATA HA 3akoHa 3a
JIEKapCTBEHUTE NPONYKTH B XyMaHHATa MEINLHHA (3JIITXM) — Tpa6Ba fa NpUTeKABaT BATUAHO
paspeLuenHe 3a ynotpeba B CTpaHaTa, U3aJICHO 10 PeAa Ha 3JITIXM iy Pernament (EO) Ne 726/
2004 r. Ha EBponeiickus napiament ¥ Cpaeta /ui. 23, an.l Ha 3JITXM/. B ciyuaii Ha H3THYaHE
Ha CpoKa Ha paspellleHHeTo 3a ynmoTpeba Ha JIeKAPCTBEH MPOXYKT NPEs 2018 r., Y4aCTHHKBT
JEKIapHpa B CbOTBETCTBHE € 4. 55, ail. 6 oT 3JIITXM, ue KOJIMYeCcTBaTa 3a JICKapCTBEHUS IPOAYKT
ca HaJIMYHH. '

7.5. Jla HOCTaBs JIEKapCTBEHH MPOXYKTH, KOUTO €a BKIIOHUCHH B Ipunoxenye Ne 3 Ha [To3UTUBHHA
JIEKapCTBEH CIIMCHK.



VI 3AABJIXKEHNSI HA BB3JIOXKUTEJIS
8. Bb3JIOXKUTEJIAT ce 3anbixkana: ’
8.1. Jla npueMe JOCTaBEHUTE B CPOK M Ha MSCTO CTOKH, CHOTBETCTBAIIM 110 BUJ, KQJIHIECTBO U
Ka4eCTBO Ha ONMCAHOTO B HACTOSIIMA JOTOBOP.
8.2. Jla 3am1aT# JOCTABEHHTE CTOKH I1Q pea Ha Wi, 3 OT HACTOALLMA JOTOBOP.
8.3. Clle/l MPUKITIOYBAHE M3ITBIHEHMETO Ha JOroBOpa Jia 0CBOOOAM rapaHLMATA 33 U3IbIHEHHE,
Ge3 11a TbJKH JIMXBY 33 CPOKa, NPE3 KOMTO CpeCcTBaTa 3aKQHHO Ca PECTOANN Y HETO.

IX. IPHEMAHE ¥ IIPEJABAHE HA CTOKUTE
9.1. TIpuemMaHeTo Ha CTOKMTE Ce W3BBPLIBA Ha MACTOTO HA JOCTAaBSHE OT NPEACTABUTE] Ha
KpalHWUTE MOJIy4aTeNu.
9.2. UBITBJIHUTEJIAT 1 npencTaBures Ha KpallHHTE MOJydaTeNd NOANKMCBAT NPHEMATC/HO-
TpeaBaTeNieH POTOKOJI, YAOCTOBEPSBALLL NIOJy4aBaHETO Ha CTOKHTE.

X. KAYECTBO, TAPAHIINA Y1 CPOK HATOAHOCT

10.1. KauecTBOTO Ha CTOKMTE, MNpeIMET Ha HACTOAIMA JOroBOp, ClEJBa Aa OTroBapAT Ha
M3KUCKBAaHMATA chIyiacHo wi. 7.4.,7.5.
10.2. KbM fnarara Ha JOCTABKATA, OCTATHYHWAT CPOK HA TOJHOCT Ha CTOKMTC NPEIMET Ha
HACTOSLILKS JOTOBOP, cliefBa Ja 6bae He no-Marsk ot 60 % (mectaecet MpPOLEHTa) OT 00ABEHUA
OT NpPOM3BOAMTENS, KHM JaTaTa Ha BCAKA JIOCTABKA HA TEXHELMCBM ICHEPATODH, TEXHEUMEBH
KUTOBE, pazuodapMaleBTHIHM 33 JMArHOCTUKA in vivo u pamuodapManeBTUIIM 32 Tepanus Mo
nosuuuy ot 1 1o 14 BKIL; ,
B ciyuaii Ha JOCTaBKa Ha €KapCTBEH MPOJYKT ¢ MO-KPaTEK OT IOrOBOPeHUA CPOK Ha rOJHOCT
U3ITHJIHUTEIAT abku HEYCTOHKA KaKTo Cjie/Ba.
TexHelMeBH IeHEPaTOPHU, TEXHELMEBH KUTOBE, pagnodapMaleBTALM 38 JMAarHOCTHKA in vivo u
paohapMaLEBTHLH 3a TEPAIUS MO NO3KLMK OT 1 10 14 Bxu1. oT cneuuduKanuiTa:

- 0T 59,99 5o 50 % - 20% BBpXY CTOHHOCTTA Ha NOCTaBKATa;

- 0T 49,99 10 40 % - 30% BBPXY CTOWHOCTTA HA 10CTABKATA,

- nopa 40% - 60% BBbpXY CTOMHOCTTA Ha JOCTABKATA;
10.3. JlocTaBKaTa Ha JIeKapCTBEH NPOAYKT C OCTaTBUEH CPOK HA TOIHOCT MO-Maibk OT 40
(yeTHpHIECET) Ha CTO OT 0GABEHMS OT NPOM3BONUTENS CE H3BHPILIBA CaMO © [TMCMEHO ChIIIacHe Ha
Bb3JIOXKUTEJLS 3a KOHKPETHO KOJIHYECTBO, ONpPENEIEHO OT HEro. be3 M3pHYHO MHUCMEHO
coriacue Ha BB3JIOXUTEJIA crokute Hama i GbaaT sarviamaHy.
10.4. BB3JIOXXUTEJISIT Moxe Ja OTKaxe MPHEMaHETO Ha CTOKHUTE, ako B [CHA Ha TAXHOTO
NPUCTHraHe MM IPUEMAHE OCTATHYHKA CPOK Ha FOAHOCT € N0 — MATBK OT QIPEACICHHA B ui. 10.2,
MHHUMaJIeH CpPOK Ha FOJHOCT. '
10.5. B cnydait Ha 6e3MIaTHO JOCTaBSHE HA HAKOM OT CTOKHTE MO JOTOBOP3, CBIIaCHO
JOTOROPEHOTO ¢ W3ITHLJIHUTENS, chmure ciefBa Ja OTTOBAPAT Ha MOCOYEHHTE OT
BB3JIOXKUTEJIS u3HcKBaHHSA OTHOCHO CPOK Ha FOJIHOCT M CPOK HA JOCTaBKa, B COTBETCTBHE C
yn. 4.1.m 10.2. ’

XI. OTTOBOPHOCT 3A HETOYHO M3N'BJHEHUE. PEKITAMAIIMH
11.1. BB3JIOXXUTEJIAT Moxe a mpeAdBsBa pekjiaMaury Nnpes USITHIIHUTEJA 3a:
@) KOJIMYECTBO M HEKOMIUIEKTHOCT HA CTOKHTE HIH TCXHWYECK3Ta JOKyMEHTalus (ABHH
HEJOCTAThHLH);
6) xauecTBO (CKPHTH HEJOCTATHLIN):
- TP ZIOCTaBsiHe Ha CTOKH HE OT IOTOBOPEHHS BUI, IOCOUCH B UL 1;
- TIPM KOHCTATHpaHe Ha IeQeKTH npu ynotpeda Ha CTOKUTE.
11.2. PeknaManuy 3a SBHH HEZOCTAaThild Ha CTOKHMTE C€ MpaBiAT OT BB3JIOXKUTEJIA, upes
KpaliHHTE NoMydaTelH Ha CTOKUTE, B MOMEHTa Ha IIPE/IaBateTo MM, 33 KOSTO C6 ChCTaBA NPOTOKOJI,
TMOTMCAH U OT ABETE CTPAHH. ' \



11,3. PexnaManuu 3a CKpUTH HEZLOCTATBLM CE NPABAT NPeE3 LEJIHA CPOK Ha TOAHOCT Ha IOCTaBEHUTE
CTOKH, KaTO peKJlaMaluiATa ce NPUAPYKapd 3alb/DKATEIHO OT KOHCTATUBEH NPOTOKOJ, H3aJcH
ot M3nbnHUTENHATa areHnus 3a JIEKapCTBara. .

11.4. BB3JIOXKUTEJIAT e mpxen aa ysenomu mucmeno U3IIBJIHUTEJIA 3a ycraHoBeHHTE
nedexti B 15 (meTHameceT) AHEBEH CPOK OT KOHCTATHPAHETO UM.

11.5. B pexnamanuuTe ce Nocoypa HOMEPBHT Ha JOroBOpa, TOYHOTO KOIMYECTBO HA TONYICHHUTE
CTOKM C TEXHHWs NapTUAEH HOMEpP, OCHOBAHHETO 32 peKnaMalud ¥ KOHKPETHOTO HCKaHC Ha
BB3JIOXHUTEJLA. ‘ ' ‘
11.6. B 10 (zecer) AHeBEH CPOK OT nojty4asane Ha pexnamanusta, U3ITBJIHUTEJIAT cnensa na
orrosopu Ha BB3JIOXKUTEJSl mucMeHO M KOHKDETHO Jaiy TpueMa pexiaManuira umd i
OTXBBPIISL.

11.7. Tlpu pexnamanus 3a SBHH HELOCTaTHLH N3ITBJIHUTEIAT e nnbxkeH B €JHOMECEUYEH CPOK
OT roMyyaBaHe Ha PEKIaMalliiaTa 3a CBOA CMETKA ¥ PUCK /ia IOCTaBH Ha MACTOTO Ha JOCTaBiHS
KOJHUECTBOTO JIWIICBAIIM B JOCTaBKaTa / HEKOMIUIEKTHH JIOTOBOPEHH CTOKH,

11.8. Ipu pexnamarms 3a ckputd Hepocrarpiy USITBJIHUTEJDIT e nnbken B eIHOMeceueH
CPOK OT TOJIy4aBaHeTo i Ja 3aMeHH J0CTaBEHUTE HEJAOrOBOPEHH [0 Bua / AedeKTHH CTOKH 32 CBOA
CcMeTKa 1 pHCK 1t 1o nipeuieka Ha Bb3JIOXKUTEJLS aa BbpHe CHOTRETHATA HaCT OT 3allaTeHata
11IeHa, BEIHO C Tb/DKUMMTE JIMXBH. .

11.9. YI360pBT Ha IOCOYEHHUTE TIQ-rOpe ‘BB3MOXHOCTH 713 C€ BbPHE CHOTBETHATA YacT OT IIJIATEHOTO
WM 11 ce JOCTABST HOBH CTOKM npuHamiexy Ha BB3JIOXKUTEILS u ce ynpaxHsisa OT HEro nox
dopmara Ha MUCMEHO YBEIOMJICHHE 1O WU3ITBJIHUTEJLA, kaTo pa3xoAuTe M PHUCKOBETE MO
HOBOTO JOCTaBsHe ca 3a cMerka Ha USITBJIHHUTEJLS. )

11.10. PexiaMupaHuTe CTOKH C€ CHXPaHABAT OT CHOTBETHHS KpacH MoJydaTeln 1o ypexzaane Ha
peK/IaMaLMuTe.

X1I. OTTOBOPHOCT TP HEM3NIBJIHEHHUE
12.1. 3a HEU3IbIIHEHME HA 3aIbDKCHUATA CH 110 HACTOANINS IOTOBOP C M3KTIOYCHHE HA TE3H 1O
yn 10.2 » i 10.3, USITHJIHUTEJIAT newku HeycTolika B pasMep Ha 0.7 % Ha IeH BBPXY
CTOMHOCTTA Ha HEM3ITHIHEHOTO B JOTOBOPEHUTE CPOKOBE 3aJbIKEHUE, HO HE MOBEUE OT 20 %
(mBajieceT MPOLIEHTa) OT CTOHHOCTTa Ha HEU3NBIHEHHETO, KaKTO ! obe3lereHue 3a NPEThPIICHUTE
IeHCTBUTENHHA BPEIY B CIyyauTe, KOTaTo T¢ HaIXBBPJAT JOroBopeHaTa HeyCcTOoMHKa.
12.2. Koraro npu Haquuue Ha peKiaMaluy, USITHJTHUTEJIAT He U3bIHU 3aABKEHUATA CH 110
pasen X OT HacTOAMIMA AOTOBOP B CPOK, CHIIMAT ABIKH Ha BB3JIOXKUTEJIA neycroiika B
pasmep Ha 2 % OT LieHaTa Ha CTOKHTE, 38 KOMTO Ca HATPABEHH PeK/IAMALUHTE. S
12.3. BB3JIOKUTEJIAT ynosneTBopsBa NPETEHUWATE CH OTHOCHO HEHSNMBIHCHMETO HA
JIOTOBOpA, KAKTO U 3a 3aIallaHe Ha HEYCTONKHTE OT CTpaHa Ha USTTBJIHUTEIL kato 3ambpxa
rapaHlMATA 33 M3NB/IHEHHe 1o 4. 7.3, Oykea “6” OT IOrOBOPA, CIEA KOETO 10 ChOTBETHHSA pell
npeanpyHeMa JeHCTBUS 32 HSHHOTO yCBOABAHE.

XII1. IPEKPATSIBAHE HA JIOTOBOPA
13.1. To3m JOTOBOP Ce MpeKparsBa:
1. ¢ m3THYaKe Ha cpoka 1o . 1.2. ot [lorosopa;
2. ¢ U3MI'BIHEHUETO Ha BCHYKH 3aIbJKEHHs HA CTPaHUTE N0 HEro;
3. IpY HacTBNBAHe Ha ITbJIHA O0EKTHBHA HEBB3MOXKHOCT 38 M3IIB/IHEHUE, 38 KOCTO 06CTOATE/ICTRO
3aCerHATATa CTpaHa ¢ ITbKHa 1a YBEJIOMH Jpyrara CTpaHa B CpOK 10 7 (ceneM) IHY OT HACTHIIBAHE
Ha HEBB3MOXKHOCTTA U Jia NPE/ICTABU JOKA3aTENICTRA, _ o
4. npu MpeKpaTsABaHEe Ha IOPUIMYECKO JIMiEe — CTPaHa No J0roBopa fe3 npaBOIPHUEMCTBO, MO
CMUCBHJIA Ha 3aKOHONATEJICTBOTO HA JbP)KaBaTa, B KOSTO CHOTBETHOTO JIALE € YCTaHOBCHO,
5. Mpu yca0BUATA 11O 4l 5, ail. 1, T. 3 ot 3SUQOIPIOTIAPCIL
13.2. JoroBopsT MOXe Aa 6be MPEKpaTeH:
1.110 B3aUMHO chriacue Ha CTPaHMTE, U3pa3eHo B MUcMeHa GopMa;



2. xoraro 3a M3ITBJIHUTEJISI 6bAe OTKPHTO MNPOM3BOJACTBO IO HECBCTOSTENHOCT HIM
AMKBUIauMA — 1o uckare Ha Bb3JIOXKUTEJLA.

13.3. BB3JIOXKUWTEJIAT Moxe jma mpekpaTH JOroBOopa €JHOCTPAHHO C €HOMECeYHO MUCMEHO
npeau3BecTHe, 6e3 IBDKUMH HEYCTOMKH U ofesmereHns 1 6e3 Heo6XOAMMOCT OT AOIBIHUTEIHA
o60ocHOBKa. [TpH npeKpaTaBaHeTO ce ypeKAaT GHHAHCOBUTE B3aUMOOTHOLICHHS MEXKY CTPAHUTE
3a u3pbpmiennTe oT ctpana Ha U3IThJIHUTEILS u npuetu ot Bb3JIOXKUTEJIS no¢raBKy.

13.4. ITpu BuHOBHa 3a6apa Ha U3ITBJIHUTEJLS, npoAB/IKHIIA C IOBEUE OT MOJOBHHATA OT CPOKA
3a M3NBJIHEHHEe HAa CHOTBeTHOTO 3ambibkedue, BB3JIOKWTEJISIT uma mpaBo pa pas3Bajiu
JOTOBOpa €HOCTPAHHO C 15-IHEBHO NMPEAN3BECTHE. X

13.5. BB3JIOXKUTEJIAT rma npaBo 4a NpekpaTH eNHOCTPaHHO M 6¢3 Mpean3BecTHe HaCTOSIIHUA
JIOrOBOp B CIy4ail Ha CHCTEMHO HETOUHO M3Mb/HEHHe Ha saxbmkenusta oT U3ITHJIHATEILA u
TpensBeHy noBede oT TpH peknamaiuu ot BB3JIOKUTEJLA no ra, XI.

13.6. B ciyuait, e no orrowenue Ha U3ITBJIHUTEJLA nacTbusT o6eTosTencTBaTa N0 WL, 54 win
uj. 55 or 3akoHa 3a obmecTeHuTe nopbukd, BBIJIOXKUTEIJST uMa npaBo ja Mpexpary
eQHOCTPaHHO HACTOAINHS IOTOBOP, 663 MHCMeHO npeu3BecTHe U 6e3 fa ABIDKA HEYCTONKH.

XIV. ©°OPCMAXKOPHH OBCTOATEJICTBA
14.1, CTpanuTe N0 HACTOSLIAA JOTOBOP HE ABIDKAT 00E3LIETCHHUE 32 OHECEHN BPeaH U 3aryou,
aKo IIOC/ETHATE Ca IPUUMHEHH B PE3yNITaT Ha HENPEOoJo/InMa CHia.
14.2. Axo crpaHara, KOATO € CJeJBalo, Ja M3II'BJIHU CBOC 3a[B/DKCHHE IO JIOr0BOpa € Quna B
3abaBa, T HE MOXe JIa ce IT030BaBa Ha HEMPEO0JIMMa CHJIa.
14.3. “HempeomonuMa cuima”’ MO CMHCBhIa Ha TO3M JOTOBOp € HENPEIBHICHO W/nnu
HENPEeNOTBPATUMO CHLOWTHE OT M3BBHPENEH XapaKkrep, BBH3HHKHAIO CIEX CKJIOYBAHETO Ha
IOroBopa. ‘
14.4. Ctpanara, 3acersara OT HENPeo/101MMa CHIla, € UIBKHA JIa peipreMe BCHIKH JeHCTBUA C
rpuxaTa Ha J0Gbp CTOIIAHMUH, 3d Ia HaMaJli 10 MUHHMYM MOHECCHNTE B/ 1 3ary0OH, KaKTo M Ja
YBEIOMH MMCMEHO APYraTa CTpaHa B 7-[HEBEH CPOK OT HaCTHIBAHETO HA HEMPEOJOINMATa CHIa.
Ipu HeyBenOMSABAHE Ce ABIIKM O0€3WETEHNE 33 HACTHITAIMTE OT TOBA BPEIU. Henpeononumara
CHJa ce JI0Ka3Ba OT 3acerHaTaTa CTpaHa Ch¢ CepTHOUKAT 3a GopcMaKop, M3NAICH 110 ChOTBETHHA
pel OT KOMIETSHTHHs OpraH B JbpXKapaTa, B KOATO C€a HACTHIMIM (opcMaKOpHHTE
obcrosTencTaa.
14.5. JlokaTo Tpae HEMpeOAONUMATA CHIIA, U3ITBJIHEHHUETO Ha 3a/(BIDKCHHUATA M CBBP3AHHUTE C TAX
HaCpeLIHM 3aIb/DKEHH Ce CInpa. '
14.6. He mpencrasnsiBa “HENpeosonuMa Cuia” ChOUTHE, NPUIMHEHO 1O HeOPEKHOCT WK Ypes3
YMUIILJIEHO AEHCTBHE HA HAKOS OT CTPAHUTE MM TEXHH NPSACTAaBHTE/IH WWIY CITYXHTEH, KaKTO
¥ HeAOCTHUra Ha napHurH cpeactsa Ha BB3JIOXKWUTEIA.

- XV. CIIOPOBE
15.1. Be3HUKHANKUTE TIP3 BPEMETPACHETO Ha JOroBOpd CIIOPOBE M Pa3HOTTIACHs MEXIY CTPAHUTE
Ce peluaBar 4pe3 NMPeroBopH Mexay TsX. [locTHrHaTuTe I0rOBOPEHOCTH Ce oQOpMAT B IMUCMEHA
(opMa U ce PeBpPBIIAT B HEPA3JCIIHA YaCT OT I0TOBOPA.
15.2. B ciyuail Ha HEMOCTUTaHE Ha JIQTOBOPEHOCT IO MPEAXOAHHMA 4iCH, BCHYKHM CIIOPOBE,
IMOPOJICHH OT TO3H JOTOBOP HIIM OTHACAINM Ce /IO HEro, BKIIOYHTEIHO CIIOpOBeTe, NIOpOJeHH OT
WJTM OTHACALIM Ce 10 HeFOBOTO THJKYBaHe, HeeCTBUTETHOCT, HEU3ITBIIHCHUE HITH IPEKPATABAHE
me OBJAT paspemaBaHd cropei ObArapckure MaTepHalHd ¥ NpOLECYallHH 38KOHH QT
KoMneTeHTHHsA c¢bx 1o pexa Ha [TIK.

XVI. CbOBIIIEHHA
16.1. Beuuku ChOGIIEHHs MEXAY CTPaHWTe, CBhP3aHd C MSIBIHEHMETO Ha TO3W JIOroBop ca
BalMIHW, AKO Ca HANpaBeHH B IMCMeHa ¢opMa ¥ ca TOANHCAHK OT YIBIHOMOIICHATS
npeacrasuteny Ha U3ITBIIHUTEIIA unu BB3JIOXKUTEJLA.



16.2.13a nata Ha CHOOIIEHHETO CE CMSATA:

v Jatara Ha NpefaBaHeTo — NPHU PBYHO NpeapaHe Ha ChOOLIEHHETO;

v | AlaTata Ha NOLEHCKOTO Ki1eiiMo Ha oOpaTHaTa pa3nucka — NNpU U3Mpallase Mo noumara;

v 5 JlaTaTa Ha PMEMAHETO — TPH M3Mpallane no ¢akc uiu e-mail. ’

16.3. 3a BanyIHY aipeCH 3a NPHEMAHE Ha ChOOIIEHUs ¥ GaHKOBU CMETKH, CBBP3aHH C HaCTOALINS

JOroBop C€ cMATaT:
| .

3A W3ITBJIHUTEJLA: 3A BB3JIOXHUTEJLA:
HOB I ®PAPMA EOO/ MHUHHCTEPCTBO Ha 31PABEONa3BAHETO
rp. Codua 1404 rp. Codusa 1000
kK MaHacTUpcku nuBaiv b, 1. ,,Ceeta Hepensa” Ne §
611. 69, crpaga EBpolieHTBD, eT. 2
ten 02/ 4219069 TEM.euvene
daxc ?2854814—4 daxc...........
e-mail: Novimed@inet.bg e-mail..............
BaHKO‘lBa CMETKa BaHkoBa cMeTKa
| BHB llenTpanHo ynpasjeHue
IBAN BG72BUIB98881047946800 - IBAN: BG83 BNBG 9661 3000 1293 01,

| BIC xon va BHB — BNBG BGSD
| .
16.4. TIpu npoMsiHa Ha HOCOYEHHs 10 4. 16.3 anpec CHOTBETHATa CTpaHa € JUIBXHA Ja yBENIOMA
zlpyra*a B TPHIHEBEH CPOK OT TIPOMSHATA.

| XVIL APYI'A YCJIOBH
17.1. IflpaBaTa ¥ 3aIBDKSHUATA 11O HACTOAIIMS JOTOBOP HE MOTaT a C€ NPEXBBPIAT €AHOCTPAHHO
Ha TPEeTH JMLA U NOAOGHU aKTOBE HE MOPAXKAAT NMPaBHO AEHCTBUE 6e3 IMUCMEHOTO ChIJIACHE HA
Jpyrata CTpaHa, OCBEH B CllydauTe Ha ofe3neyaBaHe (rapam"npaﬂe) Ha 3a(b/DKeHNs [0 0aHKOBH
KpeAUTH.
17.2. 3a HeypeJieHUTe BBIPOCH B HAaCTOAMIMA JOrOBOp Ce npuiara JeiicTBamoTo OBIrapcKo
3aKOHQAATEJICTBO.. ’ ;

I XVIIL NON3NbJHUTEJIN
(npuﬂ})ofcu.uo camo 8 cayyaume, 8 KOUMO U3OPAHUA 3 USHBAHUINEN YHACIMHUK € NOCOYUN, Ye we
| NON36a HOOUSNBAHUMENY -~ HENPUTIOHCUMO)
| .
18.1. TOJU3ITBJIHUTEJIATE Tpsibsa Aa OTTroBapaT Ha CHOTBETHHTE KPHTCPHH 32 noabop
chOGPA3HO BUIA 1 JIE/Ia OT NOPBUKATA, KOMTO IIIe M3MBIIHABAT, ¥ 3 TAX JIa HE €2 HATULE OCHOBAHHUSA
33 OTCTpaHsBaHe OT IPOLEAypara.
18.2. $BSHO)I(HTEMT u3uckBa 3amaHa Ha [TOJW3ITBHIIHUTEI]L, koiito He oTromaps Ha
ycnosysTa o wi.18.1.
18.3. KoraTo yacTra OT IOpbhYKaTa, KOATO C€ U3IBJIHABA OT TTOIVI3ITBLJIHUTET, Moxe na 6bae
. mpepafeHa kato orgeneH obekr wa M3ITBJIHWUTEJL uam  Ha BB3JIOXKUTEJLA,
BB3JIOXKUTEJIAT 3amiama Bp3Harpaxaenue 3a Tasy yact Ha [JOJJUITBJIHUTEIL.
18.4. Pasmnmamanuara no uin.18.3 ce ochbuiecTBABaT BH3 OCHOBA Ha HCKaHE, OTNPaBCHO OT
HOIH/I?HBJTHI/ITEJI}I 10 BB3JIOXUTEJLS upes U3ITHJIHUTEIL, koiito e urexeH aa ro
MpPENOCTABH Ha BBIIOXKUTENA B 15-IHEBEH CPOK OT OJTyYaBaHETO MY.
18.5. KipM nckaneTo no wi.18.3 U3ITBJIHUTEJIAT npesnocTass cTaHOBUILE, OT KOSTO Ja € BHJIHO
I 0¢NOPBa IAIAHKATA WIH YaCT OT TAX KaTO HEABIDKHMH.
18.6. BB3JIOXKUTEJISIT mma mpaBo Aa OTKaxe IUlamlade mo 4i.18.3, xoraro HCKaHeTo 3a
TnalaHe € OCTOPEHO, IO MOMEHTA Ha OTCTpaHsiBaHe Ha NPUYMHATA 32 0TKa3a.
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18.7. He3aBKCHMO OT H3MOI3BaHETO Ha HO,Z[I/IBHI:IH—H/ITEHI/I OTTOBOPHOCTTA 32 H3IBJIHEHHE HA
norosopa € Ha USITBJIHUTEJLA.

XIX. SAKJIIOYHATEJHU PA3IIOPEABHA - ..
19 1. Tp¥ CHCTABSHETO HA HACTOSIINS IOFOBOP CE NPEICTABHXA CIICIHATE noxweﬂm
v" IoxymentH o ui. 112, an. 1 ot 3017,
v" TapaHuus 32 U3MBJIHEHHE;
v" TexHuuecko i LIeHOBO mpe/ioseHye HepasAe/IHa YACT OT IOTOBOPA.
19.2. Hactoamust JIOTOBOP C& CHCTABH B TPH enHooOpasHu exzemmmpa Ha 6parapcky e3uK — €IMH
3a UBITBJIHWUTEJIA 1 apa 3a BB3JIOXKUTEJIS. :

T

3AJIMYEHO HA -
OCHOBAHUE YJ1. 2 OT 33JI]



OFPA3E

MMPEJJOXEHUE 3A M3NIBJIHEHNUE HA IIOPBUYKATA
32 JOCTAaBKA HA JIEKAPCTBEHH NPOAYKTH
no o6ocobena no3uuusi ot Ne 1 go Ne 14, .

Or: ,(HOBUMEJl ®APMA“ EOO/]

YBAJKAEMU JAMHU U T'OCIIOJIA, .

C HacrosuoTo, BH mpejcTaBIMe HALIETO TEXHMYECKO MPEMIOKEHHE 33 M3ITBAHEHHE Ha
obssenata ot Bac mpolenypa 3a Bb3naraHe Ha OBLIECTBEHa NMOPBUKA C NMpEAMET:,Jocmaska Ha
PAOUOAKMUGH N NeKAPCMEEH NPOOYKMU, PAOUOPAPMALesMULY, PAOUOHYKAUOHY 2eHepamopu,
Kumoee u paduonykiuonu npexypcopu 3a 2018 2., pwmousama 50 camocTosTeNHo o6ocobenu
NO3HLHH.

Mpennoxenuero e mo obocobena nosuuus Ne 1 ¢ npeaver Mo sodium molybdate;
Technetium (99mTc) pertechnetat 7,5GBq

1. Jleknapupame, ue BCAKa OTAENHA JOCTABKA N0 AOr0OBOPA, LIE CE& W3BBPIIBA €XKECEIMHUHO,
B pamMKWTE Ha YTBBDJAEHATA THCMEHA 3asiBKa-pasnpefeNieHe oT MUHHCTEPCTBOTO cllopen
MHAWBUAYAJIHUTE HYXAX Ha NedeOHHTE 3aBeleHHUS.

2. Jlexnaprpame, 4ye CMe 3aro3HaTH, 4e MMUHHCTEPCTBOTO Ha 31pPaBEONAa3BaHETO LUe
pasnpefens HeoOXOMMMHTE KOJTMUYECTBA B 1BE YTBBPACHH MUCMEHH 3asBKH-paspene/ieHns, MbpBaTa
3a wect MeceueH nepuon fo 31.08.2018 r. u BTopara — a0 28.02.2019 r., kakTo W Ye KoJMuecTBaTa
BbB BTOpaTa 3a9BKa Ca CboOpaseHu ¢ paznoJslaraeMuTe G10PKETHH CpeJCTBA.

3. Jlexnapupame, ye po 28.02.2019 r. wme yseaomMum MuHucTEepCcTBOTO  Ha
31paBeona3BaHeTo, B CAyUai, ue yTBbpJCHATAa BTOPa NMMCMEHa 3asiBKa-pa3npeaencHue Hama aa obae
n3mbaHera Ha 100%, nopanu JiMnca Ha 3asiBEHH HYXCAH OT 1€4eOHHTE 3aBEIEHHS.

" 4. TapauTupame, Y€ CM€ B CBCTOSHHE Ja H3IBIAHMM Ka4eCTBEHO noquKaTa B [TBbJIHO
CHOTBETCTBHE C U3MCKBAHUATA HA BB3JIOKUTEN.

S.JlexapcTBeHnTe MpoAyKTH ca BiimoyeHH B [lpuoxenwe 3 Ha TTO3UTHBHUS JeKapCTBEH
CHHCBK, aKTYaJTHO KbM JlaTaTa Ha MOJaBaHe Ha MPEeLIOKEHHETO,

6. 3a u3NBAHEHNE HA NOPBYKATa Npepiarame:

JlexapcTBeHH NPOJYKTH

U3nckBauHs HA BB3JIOMKHTEJISI Hpennome}me Ha YyHaCcTHHKA

ATC, INN, Hanmenogaune Ha
JIEKAPCTBEHHS NPOAYKT (ThPTroOBCKO

Kojauue HaHMeHOBaHue), JlexapcrBeHa
HawnmenoBaunuwue,
No Msapxa CTBO dbopma, KornyecTBo Ha aKTHBHOTO
eJMHHYHA aKTHBHOCT :
a0 JIeKapCTBEHO BellecTBO,
OKOHYATEJIHA ONMAaKOBKA,
TIpHTEKATe] Ha pa3peuieHue 3a j
ynorpeba ;
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ATC ~ V09FX01

INN — Sodium molibdate (99Mo);
Sodium pertechnetat (99Tc)
Tbproecko HanMeHOBaHUE:!

Mo sodium molybdate; Po(]lt'echnel:.t
1 | Technetium (99mTc) omn. x 1 6p. 108 ;a__ 1((;);;“ lf e generator
pertechnetate 7,5 GBq > , ax

[IpuTexcaren Ha  paspeuieHueTo  3a
ynorpeba:

National Center for Nuclear Research,
TTomiua

T

7.Hexnapupame, ue CMe 3aMO3HATH, Y€ TEXHELHMEBHTE [€HEPATOPH, TEXHELUHEBUTE KHTOBE,
paﬂnmbapMaueaTnuhTé 3a JMAarHoOCTHKa invivo M pamuodapmaueBTHUUTE 3a Teparnud, clelBa na
MMaT MHHUMAJIEH CPOK Ha rOJHOCT HE TO-KpaTbK OT 60 % oT o6sABeHHs OT MPOM3BOAWTENA, KbM
Aatata Ha BCAKa J0CTaBxa, NpeJoCTaBeHa Ha KpaWHUTE Toaydarend /ChOTBETHUTE ne4yebHH
3aBeICHUSA/.
' 8. Jleknapupame, ue B Clyuail Ha JIOCTABKA HA TEXHELIMEBU FEHEPATOPH, TEXHELHEBH KUTOBE,
pagrodapmatieBTUUM 38 APATHOCTHKA i1 vivo W paguodapMaleBTHLA 3aTepanusc Mo-KpaTbK OT
AOTOBOPEH U CPOK HA FOAHOCT bIXKUM HEYCTOMKA, KAKTO CleBa:
- 0759,99 1o 50 % - 20% ebpxy CTOHHOCTTA HA JOCTABKATA;
- 0149,99 no 40 % - 30% BbpXy CTOHHOCTTA HA JOCTABKATA;
- noa 40% - 60% BbpXy CTOMHOCTTA Ha JIOCTABKATA.
9. Jlexnapupame, 4e JOCTABKAaTa Ha JEKapCTBEH NPOAYKT C OCTATHYEH CPOK Ha roJHOCT MO-
Manbk ot 40 (qempnnecéT) Ha CTO OT OOABEHMs OT TMPOM3BOAMTENA LIE CE M3BBPLIBA CAMO C
MHCMEHO ChIlacHe Ha BB3JIOKHUTENS 338 KOHKPCTHO KONTUUECTEO, OlpelieneHo oT Hero. be3 n3puyHo
MACMEHO CbIIaCHE Ha BB3J0XKHUTE CTOKMTE HAMA fa 6baaT 3arnamanu.

10. Tly6siuueH perucTsp, B KOHTO ca ny6nnKyBaHM, BCUYKH NMPHIOKEHHUS KbM Pa3pellleHHeTO
3a ynorpeba- hitp://www.bda.bg/ - perncrsp Ha UAJT - KPATKH XAPAKTEPHCTHKHA HA
PABPEIIEHM 3A VYIIOTPEBA JIEKAPCTBEHHA TIPOAYKTU u JIACTOBKH 3A
ITAIIMEHTA HA PASPEINEHH 3A YIIOTPEBA JIEKAPCTBEHH TPOAYKTHU

IIpunosicenusn: ) .

1. 3asepeno xonue Hma sanudno paszpeuienue 3a ynompeba 6 cmpawamad, uz0adeHo no peoa Ha
3/HIXM unu Peznamenm (EO) Ne 726/ 2004 2. na Esponeiickus napnamerm u Cveema /un. 23, an.l
Ha 3/ITZXM/.

JOATA: 09.02.18 r.
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PA3ZPEIIEHVE 3A YIIOTPEBA HA JJEKAPCTBEH I[IPOAYKT

Nor, A LTI 07 -0 0%
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Ha ocnoBanme un.75, an.S, BBB BpB3Ka ¢ ponenypa no wi. 23, an.3, 1.2 ot 3JII[IXM c pedepenren
Ne SE/H/1365/01/DC, 3asenenue Ne JAL-0110/02.01.2014 r. m yBenoMmeHue 3a NPUKIIOYBAHE Ha

NELEHTPANH3UpanHa Iponenypa oT pedepenTHara crpana [Isemus -

PA3PEIITABAM 3A YIIOTPEKA B PEIIYBJIYKA BbJI'APUA

JIEKAPCTBEH ITPOLYKT 32 XYMAHHATA MEIUIAHA

Hearexaer 8,0-175 GBq paaaoByKIMACH T€HCPATOD

Poltechnet 8.0-175 GRq radionunclide generator

Hime |cBo60aH0 B3OPaHO) HA NEKAPCTBEHMA NPOLYKY, KONAYECIBO Ha aKTHBHOTO(¥Te) BelecTso(a) B 103084 eAnHMNA( 32

onpenesieHa Maca Wiy obem, %), nexapcTeesa dopma

AXTHRHH BEUIECTBA:
Harpues neprexaerar (*™Tc) / Sodium pertechnetate **"T¢)
Harpuer Mombpat (*Mo) / Sodium molybdate (*’Mo)

KonuuecTso Ha aKTHBHUTE BEL[CTBA B JI030Ba eIAHMIA:
Harpues monubaar (*°Mo) 9,1 ~ 200 GBq

Hatpues neprexserat (*°®Tc) 8,0 — 175 GBq
KonnvecTso B eHa o@aKoBka: X 1

ATC koz: VOSF X01

Cpox Ha roJHoCT: .
Feneparop: 21 AeHa 0T A3TAYA HA NPOHIBORCTED YKA3aHA BLPXY €THKETA
Caien eynpane na RaTpues neprexserat (P"Tc): xo 12 waca

Qaaxnuy ¢ eAyAPIMA TeIHoeT: X0 1 rogana

Pexxum Ha ormyckane: o rexapcexo npeamdcagye




A»M

An
Q

Hpnre}xaren. Ha pa3pelneHHETO 3a yrnoTpeba: uMe, aapec ¥ Aspaasa:
National Centre for Nuclear Research, Andrzej Seltan 7, 05-400 Otwock, Poland / Honwa

ITpousBoputenu: HMe, anpec ¥ JbPKABa:

OT1roBopeH 3a 0CBOGOXNABAHETO HA MAPTUIM:
National Centre for Nuclear Research, Andrzej Soltan 7, 05-400 Otwock, Poland / Iosma

‘Ilpon3eonuTeny Ha aKTUBHOTO BEMECTBO HaTpres Monubaat (P Mo):
LR.E. (Institut National des Radioéléments), Zoning Industriel, Avenue de PEspérance, 6220
Fleurus, Belgium / Bearns

NTP Radioisotopes SOC Ltd., P.O. Box 582, Pelindaba, 0001 Pretoria, Republic of South
Africa / FOsxnoadpuxarcxa Penybanxa

Jlauuure 3a JIEKapCTBEHWS UPOAYKT €2 NOCOYEHH B TPH IPEIOKCHHS, HepasjleNa 4acr oOfT
paspelneHHeTo 2a yroTpeba:

[Ipunoxenue 1 - KpaTKa XapaKTEPUCTHKA HA IIPOITYKTa
[punoxenue 2 — IHCTOBKA: HH(OpMANEA 3a NOTpedHUTENA

[Npunoxenue 3 — MakeT Ha OIIAKOBKATa

Hacrosmore paspemenne e Bo#caHo B Permerspa mo un 19, aml, 1.3 or 3JIIXM mox
— 13 BT A A A
PETHCTLAIHOHSH Nl 243N A4S 5a. E 7 . 0‘* . .2“.5?20. .. T. ¥ € BATHJHO 33 CPOK OT IET IOAHHH,

1
CYATAEQC OT Jarara Ha BIHICSAHETO MY.

Ne Ha lenenypanuL pasaTa nponeﬁypa B pedepentHara crpana: SE/H/1365/01/DC

Cuvenacno un 55, an.z om 3/IXM paspewenuemo 3a ynompeba modce da 6vde nodHoseno no peda Ha 4z 59a om
JJITXM, kamo 3as8aznyemn 3a NoOHOEAEAHE HA PAIpewieHuemo 3a ynompeba ce nodasa 00 Hanvinumenna azesyusi no
JIeKapCMBama He RO~KbCHO O UECM MECERA NPeOU UIMUNANE HA CPOKA, 34 KOUMO € AAUOHO HACIMOAUOMO paspeueiue
3a ynompeba.

Ha seuceanue un.60 21 1 om 3JIIXM npu @vanuxeare na xoxGamo u da e RPOMANA 8 YCIOGUAMA, AU KOUmo € uzdadeno
HACMOSW EMO PaspewienLs, NPUMeNCcamensm Ha paspeienuemo 3a ynompeba e Oavocen 0a yaedomu Harmvanumennama
Qzenyus ‘mo ReKAPCIEAMA KGmoO npedcmasy  cvomeemuama QoKyMenmayus. Hsrmeawumeanama  GeeHyus  no
nexapemeama cnedéa da Groe. uNpOPMUPAHA 3a GCUYKY HOSU OAHKU N0 OMHOUEHUE HA KAYeCmeomo, bezonacuocmma
UM eurACHOCIMA HA Z0PENOCOYEHUS IeKapLmeen RpOdyrm

OmezogopHocmume Ha HSHbAHUMERHA G2ZERYUA [0 NeKapCmeama He 6KMOHBAMm 3GUULa WA Hamewmdu hpasd u
mupeoeciku mapiu. Te e ca obeim Ha OyeNXama npu npoyedypama no paspeuidsane 3a ynompeba na nexapcmeenust

npodyxm.
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Besko mocnexpamo paspemenme 3a HpOMSIHa ;:I&\
IIpe/ICTaBNABA HEPA3AEHa 9aCT OT HEra. /- - e

JOIl. ACEHA CTOUMEHOBA, ,IICD ;
Hsnbnuumeﬂeu oupexmop NE
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NEKJIAPAIIVSI S ‘

3a cbrjlacue C Knay3uTe Ha MPUAOIKEIKs NPOCKT tid HOoroBop

Honynounucanara: Karepuna I'copruena Jlazaposa-

B KAYECTBOTO CH Ha IThJIIIOMOILHKK Ha yripaBuTesIs

tia ,,Hosumen ®@apma” EOO/] - . .

YUACTIIMK B TNpOllEAypa 3a Bh3Narane Ha ofuwecrseia nopwika ¢ upeamer: ,/ocmaska na
paduoaxmugiy nexapemeeity nPOOYKAtU, puouopapmayesnmunu, paOuonyKIUONU zelepunopi,
Kumose u puduonyknudnu npexypeopu sa 2018 2.% sxiniousaiya 50 canocmonnieiilo odocodenu
nosuuuu.

Ipednoceinemo e no obocobena nosurua Ne I ¢ npedsem ,99-Mo sodiun molybdate; 99m-Tc
Technetium perfechnetate 7,5 GBq” .

' ‘ NEKJAPUPAM, YL

3ano3Hara CbM CBC CLILPKAIMETO A HPOCKTA Ha jorosopa # HpvcaaM yeaosrsiia g HCO.

JIATA: 09.02.2018 1. MOIIUC u NMEYAT:




OBPA3EI

JEKJIAPAIIHSI
3a cpoKa Ha BanuJocT na odeprara

Honynonnucanara: Karepuna I'ecopruena Jlasaposa

B KAYECTBOTO CH Ha ITbJHOMOLHHK HA ynpasuTest

na ,,Hosumen @apma” EOO]] -

yuacTHMK B NpOUEAypa 3a BhL3maraie Ha OOIWECTBCHA Mopbuka ¢ Hpeuamers,locmaska na
paduoaxmusity jlexapemeenny npodykmu, paduodapmayesnuyi, paOuOIyKIuOnL 2enepamopi,
Kumoge u paduonykiudnu npexypeopu 3a 2018 2., sxmousawa SO casocmonmenio obocobeni
nOIU UL, '

Hpednoycennemo e no obocobena nozuyus Ne 1 npeomem ,99-Mo s()(lmm molybdate; 99m-1Tc
Technetium pertechnetate 7,5 GBq”

HEKJAPHAPAM,UE:

CpoKtT 1A BAAMAIIOCT 1ia HacToswaTa odepra ¢ 3 (Tph) MECCHa, CHMTAIIO OF Jlara, Koo ¢
Hocoucta  Karo Kpaiina jara na nomyuasatic na ofeprure B 0BSBACHMETO 3 HOPLUKD M
NpCACTaRisBa BPCMCTO, MIPC3 KOETO CcMme obnbp3aiin C’ YCHOBHMSITA Ha@ 1IPCJCTABCHOTO O 1aC

HpCINOKEHNC,
i

JIATA:09.02.2018 r. NOHANKC u ITEYAT:
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ObPA3
TEXHHYECKO OPEJIIOKEHUE

RO 0bu{ecmsenHa nOPvUKA ¢ npeomem:

»locmaeka Ha paduoaxmusnu NekapcmeenHu npodyKmi, paduopapmayeemuL, paduoHy K1uOHU
2enepamopu, Kumoee u paduoHyKknuonu npexypcopu 3a 2018 2.“, sxaousama 50

€amMoCTOSITEIHO 060cO0EHH NMO3HIHH. :
Hpennoxennero e no obocoGena nosuuus Ne 1 ¢ npeamer Mo sodium molybdate; Technetium
(99mTc) pertechnetat 7,5GBq :
Hacrosiero Tex HHuecko NPELIOHEHKE € NOJANEHO OT: ,, HoBHMen (Dapma"‘ EOO]
1 noanmcano oT: Karepuna I'eopruesa Jlazaposa
B KaU€CTBOTO M Ha: MTbIHOMOLLHHK Ha YTIpaBUTENA

Cobabpikadue:
L HoxkymeHT 3a ynbiHoMouiasatie,
2. [IpennoxeHue 3a U3MBIHEHHE HA MOPBUKATA B CHOTBETCTBHE C TEXHHUECKHUTE CHIEUMPUKALIUY H
M3UCKBAHHATA Ha BB3NOXKHUTEIS .
2.1. IIpunojiceriusn Kom npedﬂoalcemmma 3Q UBNB/IHEH UE HA NOPBUKAMA NO 000COBEH U nO3 YUY om
Ne I 0o Ne 14, ekn,:
2.1.1. 3asepeno KOmNMe Ha BAIMAHO paspelleHHe 3a ynorTpeba B CTpaHaTa, M3JafieHO M0 peia Ha
3JIITXM wunn Pernament (EO) Ne 726/ 2004 r. Ha Esponelickus napiament n Cobpeta /an. 23, an.|l Ha
3JHIXM/. , ,

3. Jlexnapalus 3a CbraacHe ¢ KIIaYy3HTe Ha NPHITOKEHUsE IPOEKT Ha JOrOBOP;

4. Jleknapauus 3a cpoka Ha BAJIMHOCT Ha odepTara;

JATA:09.02.18 r. MOAIMUC n ITEYAT:




B4

.
o

”

| N j\QMMO%WZé\/ | : |
EAMM 1L ‘gcﬁ,@ -

E\J

HOEHOBO IIPE/J/IOKEHHE

Ho: MuHuCTEpCTBO Ha 31paBeOna3BaHeTo
Anppec: rp. Codus 1000, . ,,Ceeta Hepensa* No 5

O7: ,,Hoeumen ®apma“ EOOJT

c agpec: rp. Codusa 1404, x.x."“Manactupcku auBagu™ b, 611. 65, crpaga Espolentsp, er.2.
Ten. 02/421 90 69 , daxc: 02/854 81 44, e-mail: Novimed{@inet:bg Byncrar/EUK: 201098775
Barkosa cmetka : BG 72BUIB98881047946800

YBAXKAEMHU JAMH 1 TOCIIOJA,

C HactosmoTO, BM npercraBaMe HalIETO UEHOBO MPEANOKEHUE 3a H3MbJAHEHHE Ha
obsaBeHata ot Bac npouexnypa 3a Bb3naraHe Ha oOLIECTBEHA IOpBUKA C MpeAMET: ,,/JJocmasxa Ha
paouoakmueHu 1eKapCmeeHu npooyKmu, paouogapmauesmuyl, paouoHyKIUOHU 2eHepamopu,
Kumoee u paduoHyKknuoOHu npexypcopu 3a 2018 2. exnioueawia 50 camocmoamenno obocodenu
nosuyuu.

ITpeonoxcenuemo e no obocobena nozuyua Ne 1 ¢ npeomem: Mo sodium molybdate;
Technetium (99mTc) pertechnetate 7,5 GBq

i
Ne na  oOocobena | HaumenoBaHue, En. uena 3a|En. uena 3a Oﬁl.l,m Oﬁl{m §
OIIAKOBKA ONAKOBKA C | CTOMHOCT |CTOHHOCT ¢
TTO3HIHA eAMHHYHA AKTHBHOCT 6es JUIC JUIC Ses IUIC |c JUIC }
99-Mo
Sodium molybdate; - —f '
l. 99m-Tc 1069,00 1282,80 115452,00 | 138542,40
Technetium
pertechnetate 7,5 GBq

Taka npeanoxeHara UeHa BKIIFOYBA BCHUKH Pa3XO/iy 3a M3MbJIIHEHHE NIPEAMETa Ha MOphUKaTa.
[Tocouenata o6l1a 1IeHa He MOJIeH HA NPOMsIHA Mpe3 LeAus CPoK Ha AelcTBHE Ha JIOroBopa 3a
U3MbJHEHHE Ha NOpbYKaTa. '
[IpennoxeHuTe LEHHU ca OMPEAENEHU MTPU ITBITHO CHOTBETCTBHE € YCIIOBUATA OT JOKYMEHTAIUATA 10
npoueaypara. : ' '

[Tpyn HECBOTBETCTBHE MENY NPEAIONKEHHUTE EAMHHNYHA U 00Ma LeHa, BannaHa e Obe eanHUYHaTa
ueHa Ha odepTara. ' ' '

Bewuku obepupanH LeHH, ClieBa Ia GhIaT 3aKpBIieHH 0 BTOPHS 3HAK, Cliefl AeCETHYHATA 3aleTas.
3agb/mKaBaMe ce, ako Hamara ogepra ObAe NpUETa, A3 U3MBIHUM W NpelageM JOrOBOPEHUTE
pabOTH, CbIIaCHO CPOKOBETE U YCIOBHATA, 3aJIETHAJIA B JOrOBOpA.

ITpwm ycnosue, ue 6p1emM M3bpaHu 3a U3TBIHUTEN Ha o0lIecTBEHAaTa NOPBHYKA, HUE CME CBHIIacHH Ja
MpeACTaBUM TrapaHUMs 3a H3MbIIHEHHe Ha 3aJbDKeHHATa [0 Jorosopa B pasMep Ha 3 % oT
croiiHocTTa My, 6e3 JJIC.

3a nexapcTBeHuTe NpoAykTH o6ocobenu nozuuuu ot Ne 1 go Nel4, Bkn.:




B cryuali, ye npe3 BpemMeTo Ha [eiCTBHE Ha JOroBOPa CTOHHOCTTA, KOATO CIEABA /A ce 3aIIala ¢
myOTMYHM CpeCTBa Ha JIEKAPCTBEHH NPOAYKTH OT IT03MTHBHMS NIEKapCTBEH CIIMCHK CTaHe MO-HUCKA
OT JOTOBOPEHATA," BRIMOKUTENS G€3yCIOBHO 3allalla JIEKApCTBEHUTE NPOAYKTH Ha MO-HHCKAaTa
UEHa, CYMTAHO OT JaraTa Ha OBGABABAHETO Ha BIE3NHTE B CHJIa pellleHHs Mo pena Ha wir. 18 ot
Hapenbata 3a ycioBusra, npaBuiata W peda 3a peryidpaHe W DETHCTpHpaHe Ha LICHHTE Ha
NEKapCTBEHUTE MPOAYKTH.

Hara: 09.02.18

(nmoamnuc, me4ya \“\gn CDAP4,4
@

{( Cogng
S0FI4 7.,



