AOTOBOP
Ne. AL . n0O1&E.
AL, A,

Huec, 7.0 00LIE 2017 r., B rp. lyMmen, Mexay:

1. KOII-Illymen EOO[, cbe cenanuite u aapec: rp.lllymen, yn. «Bacun Anpunosy
Ne 63, BIHCAHO B THPIOBCKHS PETHCTHD Ha ATeHIHATA 0 BOHCBaHHATa, ¢ EMK 127521758,
npexncrapnsaBao ot A-p Cotup CrosHos KapaHnkonos —~YIpaBuTen, HapuyaHo M0-HATATEHK B
Horosopa BB3JIOKHTEJL, oT eaHa cTpaHa,

H

2. “Xumumnopt @apma”AJl, rp.Cobusa 6yn. xeitmc Bayuep Ne 51, Bmucano B
THPrOBCKHS PErHCTHP Ha AreHiusra o BaucBanuaTa, EMK 131181471 UH no JJIC BG
131181471, npencrapnssano ot Anexcapasp [lanymes u [{perai boTes B kauecTBOTO HM Ha
M3nBIHUTENHE JHPEKTOPH, HapuuaHo no-HataTsk B forosopa H3ITbJIHUTEJL ot npyra
CTpasa,

Ha ocroBanue wi. 112, an.7 1.2 ot 3akona 3a o6mecisennte nopbuki (30II) u BLB
Bpb3ka ¢ Pemenne Ne 025/28.11.2017 r. na Yopasutens na KOL-Llymen EOOJ] 3a
KJIacHpAHEe HA YYACTHHIMTE M ONpeie/siHe Ha H3BIHATEN Ha 00ecTBeHaTa nophiKa ¢
obexT: ,,JloctaBka Ha pagodapMauesTiyen npenapar FDG-18” 3a nyxnute na ,,KOLI-
HIymen™ EOO/, ce cxmoYH HACTOAIIMS JOTOBOP 32 CIASTHOTO:

I. IPEIMET HA IOT'OBOPA

Un. 1. (1) BB3JIOKHTEJISAT pranara, a HM3INBJHMTEJIST npuema fa
H3BBPUIBA »,Jl0cTaBKa Ha paanodapmauesTHder npenapat FDG-18” 3a HyxnuTe Ha
, KOIT-ITymen” EQOOJ] HapuyaHo 3a KpaTKOCT B IOTOBOpA “Ipenapar”/ npenapara’.

(2) HocraBkara Ha pamuodapmanesTruHus npenapar FDG-18 sxmousa:
1. JlocTaBka Ha paguodapmanesTaunnd npenapatr FDG-18 no Bxona ma ,, OTaencHue no

HyKIeapHa MequuuHa” npH ,, KOL[-Ilymer™ EOO]] npu akrusroct 6000 MBq;
11. CPOK HA TOT'OBOPA

2
Un. 2. HacTOAIMHAT ZOTOBOP BIIH34 B CHJIA OT LQ/, b(% ..Q(f.//ﬁonma CPOK Ha ACHCTBHE -
12/nBananecer/ Mecena.

III. CTOMHOCT HA JOT'OBOPA

Un. 3. (1) Lena s as. ¢ JJIC 3a 1 /enna/ MEOroz030Ba ONaKoBKa ¢ akTHBHOCT 6000
MBq B pasmep xa 7 200,00/ceneM XUIsOM K JBECTa/IEBA
(2) O6ma croiiHocT B JB. 3a 72/cefemieceT M JABE /MHOTOJO30BH ONAKOBKH
518 400,00 /meTcTOTHH W  OCEMHAJECET XWIAMX W USTHPHCTOTHH JjeBa/ 3a
12/nBanagecet/Meceded meproy B as.c JJAC , ceriacHO 1LEHOBOTO MPENIONKCHHE Ha
W3 BJIHATEJIS.



(3) PasMepnT HA BLSHarpaxc,ueﬁHeTo mo wi3 an. 1 ¥ an.2 e onpeaencHa NpH yCIOBHE
HA H3BBPIIBaHe Ha JOcTaBKara Ha paaHogapmanepTHden npenapart FDG-18, onpenenena
OT 3ajBKa HanpaseHa Jo 5 IHHU Ipey camara JoCTaBKa, C BKIOUEHH BCHYKH Pa3xOH Kacaell
JIOCTABKATa/IaHBIH, TAKCH, TPAHCIOPT/ K0 BXoAa Ha “OTae/eHHe IO HYKJIeapHa
meauununa” npu , KOU-1llymen”EQO/I npu akrusHoct 6000 MBq.

(4) Llenara mo mo un.3 an. 1 ¥ an.2 e OKOHYATENHA H BAIKIHA JI0 IIBIIHOTO
H3IIhJIHEHKE Ha JOTOBOPA H HE IOIJICKH HA IIPOMSIHA, OCBEH B clydauTe mpeasuaeHu B 3011

IV. HAYHH HA HJIAHIAHE

_ Un. 4. (1) Bb3JOMKHTEJAT 3annama meHata mo 4i. 8, an. 1 1 an.2 ot zorosopa ¢
IIaTeKHO HapexkaaHe 1o 6aHKoBaTa cMeTKa Ha M3neinsuTtens, He mo-KhCHO OT
60/mectaecet/ nuHM OT AaraTa Ha (aKTypaTa 3a H3BLPIICHKUTE JOCTARKH IIPH/PYXKEHA C
IIpHEMO-IIPEaBaTeIHH IPOTOKOJIH.
(2) Bewuxn mramanus, Bb3JIOKUTEJT u3BopIiuBa ¢ IIATSKHO HapeAHae 1o
Banxopara cMetka Ha U3ITBJIHUTEJIA:
(3) IBAN- BG 44 CECB97901023261800
BIC CECBBGSF
Heurpanna KoonepatusHa banka AJ]
Kion XuMmummopt

V. MSICTO ¥ CPOK HA M3BBHPUIBAHE HA TOCTABKATA

Y. 5. (1) Mscrto Ha u3BbpinBane Ha joctapkute: ,KOI-IHIYMEH”EQO[,
rp.Ulymen ya.Bacun Anpunos 63 no Bxoja Ha “OrieneHue 1o HyK/IeapHa MeJHIHHA" KbM
KOL-IYMEH”EOOQ/ rp.Ulymen yn.Bacun Anprios 63.

(2) JocTarkara Ha paguodapmanesTnueH npenapat FDG-18 me ce uspspiiea cie
3as1BKa oT Beanoxurens HanpaseHa IO 5 AHH OpeaH camara Jocraska., KanubpauuonHoro
BpeMe ¢ ompeneieEo B nucMeHarta 3aseka Ha Bh3JIOKUTEJS, kaTto He Moxe 1a Obplae
no-pauo ot 12,00 4. B gens Ha nocraBkaTa. U3IIBJIHUTEJSIT e anbxen Aa npenaie
npenapata Ha Bb3JIOXKHTEJIA B nocoyeHoTo KanuOpauiMOHHOTO BpEME B JISHA Ha
JOCTaBKaTa ¢ TojiepaHc +/- 30 MHHYTH, IIpH akruBHOCT Ha npenapata FDG-18 -6000 MBq
H3MepeHa Ha Bxofa Ha “Otpenensne no HywieapHa MenuuuHa” pu «KOH-IMlymeun» EOOJ

VI. HPABA U 3AJBJLKEHWS HA U3ITHJIHUTEJIS

Yn. 6. (1) I3BIIBJIHHUTEJIAT ce 3apsmxasa:

1. na ¥3NBIHABA BCHYMKH CBOHM 33JbJDKEHHA TOYHO, KAYECTBCHO H HABPEMEHHO,
CBIJIACHO TO3H JIOTOROP;

2. Ja M3BBpPIOBa Ka4eCTBEHO H 6e3npobieMHO YCIYTHTE, KAaTo Ch3fale MoAX0oadIa
OpraHM3alMs H I OCUTYDH M3NBIHUTEICKH eKHUIl, ¢ HeobxouMaTa KBanu(GuKalys ¥ OlHT,
CHOTBETCTBAIL Ha M3HCKBAHHUATA 32 U3NBIIHEHNE Ha IOCTABKHUTE;

3. npu HeoOX0aUMOCT, Aa OCHIypsBa oOyUeHUe Ha IlepcoHana;

4. I3ITBJHHATEJST usamMa npaso fa HaeMa ApYrHd MOAMBIIEIHHTENH, OCBEH
IIOCOYEHHTE B oepTaTa My M 3aIBH/IM CHIVIACHE 32 YYACTHE IIPH H3NBIHCHUE Ha TOphUKaTa.

5. LBOBJIHHUTEJJAT Hocu nbjIHA OTTOBOPHOCT 3a Ka4ECTBEHOTO H B CPOK
M3OBIHEHHE Ha JISHHOCTHATE, 32 KOUTO € aHTaKHpas MOAN3IBIHHTEIH.



(2) UBIIBJIHUTEJIAT uMma npaBo OpH MBJIHO, TOYHO H HABPEMEHHO H3IBIHEHHE Ha
3aIBIDKEHHATA CH A [IOIyYH YIOBOPEHOTO B Wi, 3, ann. 1 1 a2 oT To3u J0roBop
BB3HATPAXKIECHHE;

-

VI. IIPABA U 3AIBJIKEHHA HA BB3JI0KUTEISA

Un. 7. (1) BB3JOKHUTEJIAT ce 3ansmxasa:

1. fa ekcIuToaTHpa M ChXpaHsBa Ipefiapara, ChIlIacHO H3HCKBAHMATA Ha
npoussoputens i npenopskute Ha H3MTbJIHMTEJLH; ‘

2. 11a OCHTypsBa HYXKHOTO ChJIHCTBHE, JOCTHI, HHGOPMAaLHs, H JOKYMEHTALU,

 HeoOXOAMMH WK CBBP3aHH ¢ HaIJISKHOTO H CBOSBPEMEHHO H3IBIHCHHE HA 3280 bIDKCHHATA

CH I10 IOFOBODA,;

3. 1a ocHrypsBa CBOH IpECTABHTEN IIPH H3BBPIICHA JOCTABKA Ha IIpenapara.

4. npu 3abenA3aHy [PU3HALHN Ha HEPEAHOCT Ha Npenapara, Ia HapeH Clupate Ha
pabotara ¥ ga yseoMu Hezabasno numeHo H3ITBJHUTEJIS.

5. Ia 3amnaTH IeHaTa Ha JOCTABKUTE MIPH IIBIIHO, TOYHO H HAaBPEMEHHO M3IIBIHEHHE
Ha 3agenkeHrara Ha U3ITBJIHUTEJS, no peaa ¥ npH yCIOBHATa HA HACTOMLIHS JIOrOBOP

6. na oceobonu nipepocraperara oT UIITbJIHUTEJIA rapanius 3a H3MBIHCHHE HA
JOT0OBOpA CJIe]] HEFrOBOTO IIPHK/MOYBAHE, CBITIACHO KIAY3HTE Ha TO3H JOTCBOP.

(2) BB3JTOXHUTEJIAT nma npaso:

1. fa TOTy<H M3IBIHEHHE HA JJOCTABKHTE 10 NPEAMETA Ha JOTOBOPA, IPEJIOCTABEHH €
IpHKaTa Ha JOOpHS THProBell, KAaUeCcTBEHO, B CPOK ¥ 03 OTKIOHCHHS,;

2. Ia M3BHPIIBA IPOBEPKA OTHOCHO KaueCTBOTO HA W3BBpIIBaHaTa pabora, Ges na
npeqn Ha pabotata Ha U3TTBJIHHUTEJLSA;

3. 12 OTKa)Ke MPHEeMAHEeTOo Ha elfHOCTHTE, BKIFOUEHH B JOCTAaBKATA, IIPH HETOYIHO,
HENBJTHO HJIH JIOLIO H3HBIHEHHE,

VIL. TAPAHIUA 3A U3ITBJHEHHUE HA IOTOBOPA

Y. 8. (1) TapanimaTa 3a H3BEIHEHNE Ha JOTOBOPa € B pasMep Ha 5 (meT) % oT
obmara croitHocT Ha noctapkuTe B nesa He3 JJC u ce npeactass or U3INBJIHHUTEJEAT
TpHu CKIIOYBAHETO Ha JOTOBOPa B NpeABHAcHaTa B wi. 111, an. 5 ot 3011 dpopma.

(2) lapanuusTa 3a H3NBIHEHHE Ce OCBOOOXKAABA B CPOK OT 15 paboTHH AHH OT
M3THYAHETO Ha CPOKA MY, aKO € HajlHIe M3IIhJIHEHHE Ha BCHYKH 3aBIDKEHH 110 HEro OT
crpasa Ha U3ITBJHUTEJIA.

(3) Cymata ot rapaHIiaTa 3a H3MBAHEHHE Ha IOTOBOPA C€ 3abpKa B CIyYanTe Ha
HEH3IIBIHEHME Ha 3abDKEHHATA 1o Hero oT crpada Ha U3IThJIHUTEJIA — nanoctHo
HEHWIBIHEHHE, YACTHUHO HEH3MbIIHEHHE, 320aBeHO H3NTBIHEHHE, HEKAYECTBEHO HIH JIOMO
H3IBIHEHHE, KATO JOTOBOPSHHTE U HAUUCIICHUM HEYCTOMKH MOTAT 14 ¢ MPHXBAHAT 0T
rapasiuaTa 3a u3npaHEeHre 1 oT ZbbkuMy 0T Bb3JIOKUTEJIA cymu. ,

(4) Axo I3ITBJHUTEJIAT e u30baHmI BCHYKHTE CH 3ab/DKEHUA 110 OIOBOpA 1 €
TPECTABHII TApHYHA CYMa KaTo TapaHifis 3a H3NbIHEHHE, Chiara me Onie npese/ieHa 1o
nocodenara B odeprara na M3IMIBJIHUTEJIA 6ankoa cmeTtka. Axo U3ITBJIHUTEJIST ¢
Tpe/icTaBui GARKOBA rapallis 3a H3IBIHEeH e, TO ¢ HeoOX0ouMO Ja ce SBH B B rpan Llymen,
yf} “Bacua Anpunos” Ne 63 otaen «®ruancoBo-cuetoBones» Ha KOI-IHYMEH EOO/ 3a

/ IIOsTy"aBaKe Ha OpUrHHANA H.

VIII. OTT'OBOPHOCT IPY HEM3ITbJIHEHHE
Yn. 9. (1) B cayuail Ha Heca3paHe Ha CPOKOBETE ITO WL 5, all. 1 M a2 0T HACTOALOHS
JOroBOp 34 H3BbpluBaHe Ha AocTaBkuTe oT cTtpana Ha U3ITBJIHUTEJIA, Toi nemxu Ha




BB3JIOKHUTEJILA seycTolika B pasmep Ha 2 % OT CTOHHOCTTA Ha JOCTABKATA, 33 BCEKH YAC
3abaga clef] MOCOUEHOTO KanHOpalMOHHO BpeMe, Ho He ntosede oT 20 % oT croiinocTra Ha
HEIOCTaBEHHUTE MHOTO4030BH onakoBku Ha FD{( - 18,

(2) IInamaseTo Ha JOTOBOPEHHTE H JABbIKMMHU HEYCTOHKH C€ H3BBPIUBA YPe3
TIpUXBaIllaHe Ha HACPEIIHHE napuynu 3ansnkerns Ha Bh3JIOJKHUTEJIS, korato nMa
TaKHBa. '

(3) 3a uzBbpBane Ha npuxsamanero BB3JIOKUTEJIAT npasu nucMeHo
uzapnenue 1o U3ITBJIHUTEJIS. [lsere HacpelHy 3a(bIDKEHHS C& CMATAT 3a NOTaceHy J0
pa3Mepa Ha [T0-MaJIKOTO OT TAX OT JCHA, B KOHTO IPHXBAUIAHETO € MOTJIO Ja CE€ H3BLPIUIH.

(4) Koraro B cryyaure o an. 2 cymure He ca goctaTbuiu U3ITbJIHUTEJIAT
TIpeBeXKIa OCTaThKa OT ABIKHUMHETE HeycToliku B onpegeneH oT Bb3JOKHUTEJAT cpok u
10 IOCOYeHa OT Hero DaHKOBa CMETKA.

(5) Axo IOTOBOpPEHUTE ¥ NBIDKMMY HEYCTOHKH He MOTaT Ja OBaT U3OBIKEHH 110
pena Ha puxBalaHero unK He 6snar fo6poponno namwiateny, Bb3JIOKHUTEJIAT
3aIbpKa YacT HiH Lsjara rapaHlyd 3a H3nbIHEHHE Ha JOT0Bopa.

{6) BB3JIOKHNTEJIAT mma npaso 1 Ha 00e3IeTeHUE 2a IPEThPIEHH BpeAH, KOFaTo
Te HAJXBBPJIAT pa3Mepa Ha IOTOBOpeHaTa HeycTolka.

(7) BB3JIOKHUTEJAT ce 3anbmxaBa B ciiyqaid, ye ce Hanara a OTMEHH Beve
HallpaBeHa B CpOKa 1o WI.5 an.] H an.2 3asBKa, Ja YBEJOMH 32 TOBA HHCMEHO
M3ITBJIHUTEN ne no-kueHo 0114,00/yeTHprBaneceT/daca Ha IeHS TIpefH JaTarta Ha
JIOCTABKA, KaTO ONHKLIE IPHYHHHUTE 32 TOBA. B npoTuBeH ciyyait 3asBkaTa ce cyuTa 3a
PEIlOBHO HalpaBeHa.

Y. 10. IIpu HensnwIHEHHE Ha 3aABIDKECHHETO CH 3a [UIAlAHE B JOTOBOPEHHTE
cpoxose 110 HacTosuwsa gorosop, Bb3JOXKUTEIAT nemxu HeycTolika B pasMep Ha
3aKOHHaTa JIMXBa OT JeHs Ha 3a0aBara.

IX. JPYTH YCJIOBHUSI

Y. 11. HaTo eaHa oT cTpaduTe HiAMA OpaBO Aa IPeXBLPJIA IPABATA M 381b/KEHUATA,
IIPOU3THYAIIHM OT TO3H JIOrOBOP.

Y. 12. U3sMeHeHHe Ha HACTOSIINA IOTOBOP Ce JOIIYCKa B ¢lly4auTe 1o wi. 116 ot
30I11;

Y. 13, HacTosIuAT JOTOBOD ce IpeKpaTaBa:

a) ¢ M3THYaHE Ha YTOBOPEHHS CPOK, @ B CIyYaHTe, KOraTo HOroBOpa H3TEYE MPenH
3aBBPIIBAHE HA HOBA NIPOLEAYPa 3a JOCTaBKa Ha panuodhapManesTiyer npenapar FDG-18,
HETOBHs CPOK €€ YABKaBa, A0 H30op Ha HOB M3nbaHuTen.

6) B cnyuauTe no wr. 118 ot 30IL

B) B ciydante no wi. 119 ot 3017,

r) B ciy4aute o wi. 120 ot 3011,

Yn. 14. 3a BcHYKH HeypeIeHH BEIIPOCH BB BPB3Ka ChC CKIIOUBAHETO, H3THIHEHHETO
H NIPEKPATABAHETO HA TO3H JOTOBOP, C¢ IpuaraT paznopeadure sa THProBCKus 3aKoH U Ha
3axoHa 3a 3aABDKCHHATa H JOTOBOPHTE, H OCTAHATIOTO AeiicTBaino B P. brnrapus
3aKOHOJATEICTBO.

Yn. 15. HepasaenHa 4acT OT HacTOSIIHA JOTOBOD Ca CISAHUTE IPHIIOKEHHS:

- Ilpunoxenne Nel — Texuuuecka cnenmdukamus Ha Bb3JIOXUTEILA;

- [Ipunoxenue Ne2 — CoECEK Ba TEXHHUYECKHUTE JTHIA, KOMTO IIe H3NMbIHIBAT

IIOpBYKAaTa, BKIL. TE€3H, OTTOBapAINH 32 KOHTPOA Ha Ka4yeCTBOTO.

Hactogmu4ar HOTOBOp €€ ChCTABH H IIOXITHCA B 1BA EJ.IH006pa.3HH CK3CMIIIApA - IO €OHH 32
BCAKa OT CTPAHHITE. -



IIpH OANHACBARETO HA HACTOSIIHS JIOTOBOP, ONPEICICHHST 3a I/ISITBJIHHTCJIS{T, e
JUTBXEH Ja IPeACcTaBd H3UCKYEMHUTE ce JOKYMEHTH o wi. 112 an. 1 ot SOH —

3a Branoxurens: 700
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usfageHa Ha 15.12.2008 r. ot MBP- Cocua B KadecTBOTO H Ha UznsnHUTenHu gy =kT0pIA
' Ha XumumnopT ®apma All, ¢ EMK 131181471, BbB BPB3Ka C Yy4acTWeTo Ha ApYXecTsOTO B
oTKpuTaTa npouegypa ¢ npegmer ; ,JioctaBka Ha pa.uvgoq?apmaueswqen npenapar FDG-

18" 3a Hyxaute Ha ,,KOL-Wymen” EOOO

OEKNAPUPAME:

"5, usganeHa Ha 07 \“\ 3

o

87, nk Ne [ ™ 31,

3a usnbhiHeHWe Ha [efHOCTWTE 3a U3rbIHeHWe Ha nopwr4KaTa pasnonarame CLC cnepHns

KBanudMuMpaH nepcoxan, B T.4. OTFTOBOPEH 33 KOHTPOMA Mo KavecTBoTo:

Hme u damunus

OBpasosanue/TIpothecnoHanta

MpochecnoHaneH onut

KBanuhukalms 16p.roguHn/
MaenuH KoctaHaves MapKeTUHr 1 MEHUIKMBHT 17
Marvctbp thapmauest/OtrosopHuk | 30

AceH LiseTkoB

No KOHTPONa Ha Ka4ecCcTBoTO

08.11.2017 r.




Yaem 5

TEXHUYECKA CIIEITHOUKA N

W3uckBaHAS 3a H3BIHEHHE Ha OCTABKATA, O0EKT Ha NOPBLYKATA:
»AocTagka Ha pagnopapmanerTuded npenapar FDG-18” 3a Hyxanre Ha ,, KO-

Ifymen” EQOJ

A/ Jloctapkara Ha paguodapMaleBTHYEH NIpenapaT PD;G-IS e ce U3BBpIIBa, CIe

HalpaBeHa 3asABKa 10 S/mer/ IHKU NpEeRH NOCTABKATA.
B/ AxtusHocTTa Ha pagHodapmanesThyaeH npenapat FDG-18 Ha Bxoja Ha “Orpenenue

no HykneapHa Meguiea” npu «KOL[-Hlymen» EOOJ cnexsa na 6vne 6000 MBq.

B/ HeobxogumuTe MHOTOA030BH 0nakoBxH ¢ akTueHOCT 6000 MBq 3a OTnenenne no
Hykineapaa MeaunuHa npr «KOL-Ulymen» EOO/L 3a nepuon ot 12/pBananecer/mecena ca 72 /
celeMecTeT H ABe/ MHOT01030BH OMAKOBKH, KATO KOJIMUECTBATA C4 OPUEHTHPOBBYUHH H
3aBHCAT OT (PMHAHCHPAHETO HA AEHHOCTTA H OpOsA IAIHeHTH.



