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Coovprrcariue Ha OOKYMEeHmMAauuama:

1. Pemenne Ha M3m. IupekTop 3a OTKPHUBAHE HA IIPOIIEAYDA 34 Bb3JaraHe Ha OOIIeCTBEHA TOPHYKA;

2. OOsBieHME 3a IIOPHUKA.

3. Vka3anusg KbM VUYACTHHUIIMTE BbB BPH3KA C MOJATOTOBKA HA OEPTUTE:

Pazgen I - [Ipeamer Ha 00IIlECTBEHATA IOPHYKA:

Pazgen 11 - O0Oum mapaMerpy Ha MOPHYKATA;

Pazgen 111 - Cpok 1 MACTO HA U3ITBJIHEHHE:

Pazgen IV - Cpok Ha BAIIMAHOCT HA OEPTHUTE;

Pasnen V - Hauud Ha 0Opa3yBaHe Ha Opeyiaragara IeHa;

Pazgen VI - M3uckBaHus ¥ YCIOBUS KbM IPEIOCTABIHUTE TapaHIINU;

Paznen VII - Komyaukaimsa Mexxay BB3I0KUTENS U VYACTHUIIUTE:

Pazgen VIII — Msicto Ha oTBapsine Ha oepTuTe;

Paznen IX - YenoBust 3a yyactyue B Opolleaypara;

Paznen X — JIpyru u3ucCKBaHUA;

Pazgen XI - MuHWMalIHM W3WCKBAHWS 34 WKOHOMHYECKOTO W (DHMHAHCOBO CBHCTOSHHE HAa

YYaCTHUIHUTE, TEXHUYCCKUTC BB3MOXHOCTH U KBaJ'II/Id)I/IKaHI/IH )41 HCO6XO)II/IMI/I JOKYMCEHTH, C KOUTO

ce JIOKa3BaT JeKJIapupaHUuTe 00CTOITEICTBA;

Pazgen XII - [MoaroroBka u mojiaBane Ha 0ohepTUTE;

Paznen XIII - Ipyru yka3saHus:
Pasgen XIV - CoenmdunyHr M3UCKBAHMS M VKa3aHUA KBM H3TOTBAHETO Ha odeprara 3a y4yacTHUE B

OTKpHUTATa IIPOIEAYPa;
Pasgen XV — Kpurepuii 3a orieHKa Ha 0hepPTHUTE.

HNPUJIOXKXEHUA:
Ipumoxkenne Ne 1. 1.1. — OOpazelr Ha TEXHUYECKO IPEII0KEHHE.
ITpumoxenne Ne 2. 2.1. — OOpazerlr Ha 11eHOBa odepTa.

Ipunoxenne Ne 3 — Texaudecka cnennGUKaIN;

O06pasiy Ha JeKIapayy U IPYITU U3UCKYEMU JIOKYMEHTH

IIpoekT Ha JOTOBOD




Paznea I - IIpeaMer HA 00IIECTBEHATA MOPBLYKA

YMEBAIJI Cetu I'eopru EA/JL, rp. [1nosaus, Oymn. ,Ilemepcko moce No 66, HaprdaHO MO-HATATHK
"Bb3noxuren" oTKpuBa mpolieypa 3a Bh3JiaraHe Ha 00IecTBeHa Mmopbyuka 4pe3 ,,0TKpUTa npoienypa’
C IPEIMET: ,,JIocTaBKa HA JIeKAPCTBEHU MPOAYKTH HeoOxoauMu 3a aeiiHoctTa HAa YMBAJI ,,CBeTH
I'eopru” EAJl, rp. IlnoBauB, npeaiHa3HadYeHUu 3a JAUATHOCTHKA M JieYeHHEe HA OHKOJOIMYHH
3abossiBaHMA".

Benuky 3amHTepecoBaHM JIMIla MOTaT Jia ydyacTBaT B MpOLEAypaTa 3a Bb3JlaraHe Ha oOIIeCTBEHa
MOpbhYKa CHIJIACHO YCIOBUSTA 3a ydacTHeE, ONpenieieHH B pasnopendure Ha 3akoHa 3a OOIIECTBEHU
MOPBHYKU U HACTOSIIATA JOKYMEHTALIMSL.

Hacrosimara pokymeHTauus ce u3JaBa Ha OCHOBaHME uwi. 28 oT 3akoHa 3a OOIIECTBEHUTE
nopbuky, Pemenne Ha M3nbanutennusa qupekrop Ha YMBAIJL ,,Csetu 'eopru” EAJl u o6siBieHue 3a
oO1IecTBeHa MOPBHYKA M3NPATCHO 3a myOsnmkyBaHe B “OdwunnaneH BecTHUK Ha EBpomneiickusi ChbBET U
10 AreHIus 1o oOIIeCTBEeHH MOPBHYKY 3a BIIMCBaHE B Perucrbpa Ha 0OIIECTBEHUTE NOPBHUKHU.

Pazpnen II: O0mm napamMeTpu Ha MOPBYKATA

JIoKyMeHTaIus 3a y4JacTue B IpoleaypaTa € Oe3liaTHa W JOCTBIIHA 3a MPETJIe] W H3TETIIsTHE
cB00OTHO OT nMpoduia Ha KylmyBada Ha Bb31oxuTesns Ha eIEKTPOHHMS aJipec, mocodeH B OOsSBICHUETO.

[To nckane Ha 3aMHTEPECOBAHO JIMIE JOKYMEHTAIMATA MOXeE J1a My ObJie H3IpaTeHa 1o TolaTa 3a
HETroBa CMETKa, KaTo B TaKbB CITy4ail ciie/iBa 1a Ob/e 3aIiaTeHa IieHa Ha JJOKYMEHTAIUsATa 33 yIacTHE B
nporenypara B pazmep Ha 6 nB. ¢ JIJIC, xouto ce 3aruramar B kacata Ha YMBAJI ,.Ceetn ['eopru
EAJl Ha aapec rp. IlnoBnus, Oyi. Ilemepcko moce 66 unu no 6aHKOB BT Ha clieJHaTa 0aHKOBA CMETKa
Ha YMBAJI ,,Cseru ['eopru” EAJI,

banka: IKb A/l — knon I1noBaus

IBAN: BG 72 CECB 9790 1051 2974 00

BIC: CECBBGSF

Odeptute Ha yyacTHULIUTE ce TIpueMar B nenoBoAcTBOTO HAa YMBAJI Cetu ['eopru EAJL — p.
[TnoBauB, 6yn. Ilemepcko moce Ne66, B cpoka, mocoueH B OOsBICHHETO.

3a MACTOTO, JaTaTa W 4Yaca Ha OIOBECTSABAaHE Ha IICHOBUTE O(EpPTH, yJaCTHUIHTE e OBbaaT
YBEIOMEHH Hal-MajaKo JBa PaOOTHU JHU TpPEAH IPOBEKITAHETO Ha 3aceaHUETO B pas3zena Ha
oO1IecTBeHaTa MOPHUKa B MPoQuIIa Ha KyITyBada Ha BB3JIOKUTENS, MOcoYeH B OOSBIECHUETO.

Bcekn ywyacTHUK mie ObJie MUCMEHO YBEJIOMEH 3a PE3YATATUTE OT Pa3TISKIAHETO M OICHSIBAHETO
Ha MpejcTaBeHaTa oT Hero odepra.

JIOCTBIT 10 HACTOAIIATA TOKYMEHTALMS € MPEJOCTaBeH U B pa3Jiela Ha oOIIecTBeHaTa MOPhUKa B
npoduiia Ha KylyBaua Ha BB3JIOKUTENA, nocouyeH B OOSABIEHHWETO, BEAHO C IyOJUMKYBAaHETO Ha
Ob6siBnenuero B Peructbp Ha oOuiecTBEHUTE MOPBHYKU M B ,,OuiaieH BecTHUK Ha EBponeickus
CBBeT.

YdacTHHIIUTE B TpOLEAypaTa cjielBa Ja NperiiefaT M Jla ce ChoOpa3siT C BCHYKH YKa3aHWS,
00pa3nH, yCIIOBUS M N3UCKBAHUS, IPEICTABEHH B JOKYMCHTAIHITA.

Paznea I1I: CpOK U MSACTO HA U3ITBJIHCHHE. CpOK 34 UBIIBJIHCHHUEC HA TOCTABKHUTE.

Cpox 3a u3nbjHeHHe Ha oOllecTBeHaTa MopbuYka — |2 Mecema, CYMTAHO OT Jarara Ha
CKJIIOUBAHE Ha JJOrOBOPA.

CpoKbT 32 U3NbJHEHHE HA JOCTABKHUTE HE MOXeE J1a ObJie O-roJisiM OT 3 (TpH) KaJIeHJapHU THU
CUMTAHO OT JaTaTa Ha [10Jly4yaBaHe Ha 3asBKara.




CpokbT 32 IJIalIaHe HA JOCTABKHUTE € HE [0-paHo oT 60 JHU cliel] T0CTaBKaTa.

Msicto Ha u3mBIHEHHE Ha MopbukaTta: bomanyna anteka Ha YMBAJI «Csetu ['eopru» EAJ] rp.
[TnoBaus, 6yn. Ilemepcko moce Ne66. PaboTHOTO BpeMe Ha M3IIBIHUTENS TPsIOBa 1a Ob/ie ChoOpa3eHo ¢
pabotroTo Bpeme Ha YMBAJI Ceetu ['eopru EAJl — oT monenennuk 10 netbk — oT 7.30 1o 16.00 .

Paznen IV: Cpok Ha BaauaHoCT, HA odepTHUTE

CpoKbT Ha BAJIMJAHOCT HA odepTHTE TIOCOUYECH OT YJAaCTHHUIIUTE Ciie/iBa Ja € MUHUMYM 180 mHu,
CUMTAHO OT KpailHUsI CPOK 3a MoJIy4yaBaHe Ha oepTure.

Pa3znen V: Hauun Ha oﬁpasyBaHe Ha nmpeajiaraHata i€éHa M Ha4uH Ha IJ1alaHe

Hauwnn Ha manjane: mo 6aHKOB BT, B JIEBA.

[TnamaneTo Ha JOCTaBKHUTE CE M3BHPINBA CIIEH 3asiBKaTa UM, OTJIOKEHO, B CPOK HE TI0- MAITBK 0T 60
IIHH, CBIIIACHO odepTara KbM JIOTOBOPA, B3 OCHOBA HA HAJJIS)KHO W3TOTBEHH U TOJNMHCAaHU (hakTypa U
pUEeMO- TpeaBaTeleH MPOTOKOJ 3a M3BBPIICHATa MocTaBka. JlocTaBkara cienBa Ja ce M3ITBIHIBA
CBIJIACHO KJIAy3WTE Ha JOTOBOPA, NMPOEKT Ha KOHTO MpEeACTaBisiBa HEpa3/eiHa YacT OT HACTOSIIATa
TOKYMEHTAIUS

O6mara meHa 3a Bcsika oeprpaHa mo3unust OT crenu(uKanusaTa, BKIOYBA IEHA 32 Pa3xod IO
JOCTaBKaTa ONpeesieHa 10 KpaeH MoydaTell, BEAHO ¢ BCHYKH Pa3Xo/u TO:

a) MUTHU COOPOBE;

0) Takcu;

B) IPYTy JaHBIU IIPH BHOC;

T') WM IPYTH B3€MaHUsl.

Pazgea VI: U3uckBaHus U yCJI0BHUS KbM NPEAOCTABAHUTE FrAapaHUMU

["apannunTe ce mpeacTaBAT B €1HA OT CJIeAHUTE PopMu:

- ICTIO3UT Ha IApUYHA cyma 0 CMeTKa Ha Bb3noxuTens;

- OaHKOBa rapaHIys B 1M0J13a Ha Bb3moxuTens.

Y4acTHUKBT, PECIIEKTUBHO OMPEACICHUAT M3MBJIHUTEN M30upa caMm QopMara Ha TapaHIMsaTa 3a
y4acTHe, ChOTBETHO 3a u3mbiHeHue. [Ipu u3060p Ha rapaHuus 3a y9acTUE/M3ITbIHEHUE - TTApUYHA CyMa,
TO T CJIe/IBa Ja C€ BHeCe 10 OAHKOB IBT U 110 CMETKa:

YMBAJI ,,CBETU I'EOPT1” EAJ1

banka: IKb A/l — ko I1noBaus

IBAN: BG 72 CECB 9790 1051 2974 00

BIC: CECBBGSF

l'apanumsaTa 3a yyacTHe 3a BCSIKa CAMOCTOSITETHO 000co0eHAa MO3MIUSI € IOCOYEeHa B
O0siB/1eHMETO HA 001IECTBEHATA NMOPBHYKA.

B cnyuaii, ye yyacTHUKBT npezactaBu bankoBa rapanius, cbuiata ciensa ga Obae 0e3ycioBHa,
HEOTMEHHMA, J1a TIO/IJICKHU Ha YCBOSIBaHE TIpH ycinoBusaTa Ha wi. 61 ot 30I1.

[NapannusTa 3a U3MBJIHEHHUE € B pa3mep Ha 2 % OT croiiHocTTa Ha JoroBopa 6e3 BkitoueH JIJIC.
[apannusTa 3a U3MBIHEHHE CE IMPEACTaBs MPU CKIIOYBAHE HA JIOTOBOpPA. AKO YYaCTHHUK MPEICTaBU
bankoBa rapanunus, To cblaTta TpsaOBa J1a Ob/ie HEOTMEHNUMA U 0€3yCIIOBHA, C Bb3MOXKHOCT J1a CE€ YCBOU
u3IsUI0 Wik Ha 4dactd. Chllara ciiefBa Ja ChAbPXKA 3aJbJDKEHUE Ha OaHKaTa - rapaHT Ja U3BbPLIU
0e30TKa3HO U 0€e3yCI0BHO IJIalllaHe IPU I'bPBO MUCMEHO MCKaHe Ha Bb3noxuTerns.

BanunmnocTtra Ha rapaHiusaTa 3a yyacTue ciieqsa aa Obae He mo-manko oT 180 muu cien kpaitHus




CpPOK 3a I0JIydaBaHe Ha oepTuTe.

bankoBute pa3xoau Mo OTKpUBaHE W MOIbPKAHE HA TApAaHIIUUTE ca 3a CMETKa Ha V3mbJHHATEN .
Pa3xoauTte 1mo €BEeHTYyaTHOTO MM YCBOSIBaHE - 3a cMeTKa Ha Bb3noxkurens. M3nbianurensat TpsoOsa na
MPEABUIN M 3aIlJIaTH CBOMTE TAaKCH IO OTKPUBAaHE M OOCIy)KBaHE Ha TapaHIMHUTE Taka, 4e€ pa3Mepa Ha
rapaHuusaTa ja He ObJe IO-MabK OT ONpeAeNeHUs B HAcTosIIaTa Impoleaypa A0 Kpas Ha Cpoka Ha
BAJIUTHOCTTA UM.

B cnyyait Ha mpegocTaBsiHe HAa MApUYHU TapaHIUU BB3I0KUTENAT 0CBOOOXKaBa ChIuTe 0€3 11a
IbJIKM JIMXBH 32 IIEPU0/Ia, IPE3 KOMTO CpeAcTBaTa 3aKOHHO Ca MPECTOSUIN IPH HETO.

Be3noxurenar nma IIpaBo Ja 3adbpKU rapaHiyaTa 3a y4aCTHUC, KOraTo y4aCTHUKDBT B IIpOoLCAypa
3a Bb3JIaraHe Ha oOLIeCTBEHA MOPbhYKa:

- oTTeryu odeprara CH ciej U3THYaHE Ha CpoKa 3a [oJIydyaBaHe Ha 0epTUTe;

- 00xaJBa pelIeHUETO Ha BB3JIOKUTEINS - 10 pPellaBaHe Ha CIopa;

-€ OoIpeAeseH 3a U3MBIHUTEN, HO HE HU3MbJIHU 33JbDKEHHETO CH Jla CKJIIOYM JIOTOBOp 3a
oOuiecTBeHaTa IOpPbUKA B €JHOMECEYEH CPOK OT OOsBABaHE HA PEUICHUETO 3a OIpejAessiHe Ha
M3IBJIHATEN Ha OOIIECTBEHATA MMOPHUKA.

Be3noxurenar nma IIpaBO Ja 3aAbpiKU rapaHiuATa 3a HU3IMBIHCHUC IPU YCIIOBHATA OIMMCAHU B
JIOTOBOpA 32 HU3IbJIHEHUE.

B CJIy4auTe, KOrato y4aCTHUKBT € IPEACTAaBHUII OaHKoBa rapaHiysa, BB3JIOKHUTCIIAT MMa IIpaBo Ja
INPUCTBIIM KbM YIHIpaXXHABAHC Ha IIpaBaTa CU IO HCA, IIPU HAJIUYUC Ha HSIKOH OT TOPCIIOCOUYCHHUTEC
CIIy4Jau.

Pazgea VII: KomyHukauus Mexay Bb3JI0KUTEIS U Y4ACTHULMTE

1. KomyHukanusara Mexay Bb3moKuTenss U yJaCTHHLIMTE B HAcTosIIaTa Mpoueaypa € B MUCMEH
BU/I.

2. KanauaaTeT UM y4acTHUKBT, CJIEABa Ja MPEACTaBsl CBOMTE CTAHOBUIIA, MHEHHUS, BBIIPOCU U
T.H., CBbP3aHHU C HACTOSIIATa MPOLEIypa caMO B IMCMEH BU/I.

3. OOMenbT Ha HHPOpMaNUs MeKIy Bb3noxurens M ydyacTHHMKAa c€ H3BBpIIBA MO €IUH OT
CIIETHUTE HAYUHU!

- JIMYHO CpeLLy MOJINUC;

- o rmomara — @UCMO C oOpaTHa pa3lUCKa, M3IOPAaTeHO HAa I[OCOYEHUTE OT
Bb3noxurens/yqyacTHUKA aipecH;

- 4ype3 Kypuepcka ciyxoa;

- o (axkc;

- IMEHII;

- ype3 KOMOMHALIUS OT TE€3H CPENICTBA.

4. Ilucmara u yBeoMiieHUsITa TpsAOBa 1a ObJAT aipecUpaHu 10 IOCOUYEHHUTE JIMLA 32 KOHTAKTH.

5. PemieHusta Ha BB3IOXKUTENS, 3a KOUTO TOM € JIBXKEH Ja YBEJIOMHU KaHIUAATUTE WIH
YYacCTHULUTE, C€ BPbUBAT JIMYHO CPELLy MOJNUC WM C€ U3Mpallar ¢ NpernopbyaHo MUCMO ¢ oOpaTHa
pasmucka, upe3 Kypuepcka ciiyk0a, 1o Qaxc, Wid Mo eJeKTPOHEH IbT MPH YCIOBUATA U MO peAa Ha
3aKoHa 3a €JIEKTPOHHUS JOKYMEHT U €JIeKTPOHHUS HOJIIHUC.

6. 3a moyueHo yBeJOMIJIEHHE 110 BpEME Ha MpoLeaypaTa ce CYUTa TOBAa, KOETO € JOCTUIHAIO 10
azpecara.

Pazgea VIII: MsicTo Ha oTBapsiHe Ha odepTHUTe

Msicro: anmunuctpaTuBHarta crpaga Ha YMBAJL ,,Ceetu ['eopru” EAJI;




[Ipu oTBapsiHe Ha odepTuTe MOTAT Jla MPUCHCTBAT YYACTHULIUTE B IMpOLeIypaTa WIM HAAJIEKHO
YOBJIHOMOLIEHN OT TSX MPEICTABUTENN C U3PUYHO HOTAPUAIHO 3aBEPEHO IBJIIHOMOIIHO, KaKTO H
IIPEJCTaBUTENIN Ha CPEJICTBATA 33 MAaCOBA MH(OPMALU U HA IOPUIUUYECKH JIUIA C HECTOIIAHCKA LIEll.

Pazgea IX. YcioBus 3a yuactue B mpoueaypara

VYuacTHHK B TpoLeAypara 3a Bb3jlaraHe Ha OOIIeCTBeHaTa IMOpPHhYKAa MOXKE Ja ObJe BCAKO
OBITapCKO WM YYKJISCTPAHHO (PH3MUECKO WIM FOPUANYECKO JIMIE, KaKTO W TEXHUTE OOCIMHEHUS,
KOUTO OTrOBapsAT Ha MPEABAPUTEITHO OOSBEHHUTE YCIOBHS B OOSBICHHETO 3a OOMIECTBEHA MOpPBHYKA U
YCJI0BHATA HaA BT)3J'IO)KI/ITGJ'I$[, OIMMCAaHU B KOHKYpCHATa JOKYMCHTAl V.

BB3noxxuTensaT oTcTpaHsBa OT ydacTHe B IpOIeypaTa 3a Bb3jaraHe Ha OOIIECTBEHA MOPBHYKA
YYaCTHUK, [TPU KOWTO € Haiuie oocrosTesncTso no ui. 47, an.1 ot 30I1.

Pazgea X: /Ipyru u3McKBaHMS:

Bcekn Y4aCTHHK B IIpoHeaypara uMa 1paBo Aa IMpEaACTaBU O(bCpTa 3a €1Ha, HAKOJIKO HJIM BCUYKU
camocTosTeIHO 000co6enu no3unuu ot Crnenudukanusara. (Ilpunoxenue Ne3).

3a 000co0enu mo3uuum ot Nel g0 Ned5 u Ne 47:
JlekapcTBeHNTE TPOMYKTH TpsOBa Ja OTrOBapsAT HAa M3WCKBAHUATA Ha 3aKOHA 3a JICKAPCTBEHU

NpoaykTH B xyMaHHaTa meaunuuHa (3JIIIXM) — TpsabBa na mpuTekaBaT BalUIHO pa3pellieHue 3a
ynotpeba B crpaHara, usgageHo no pena Ha 3JIIIXM wim Permament (EO) Ne 726/2004 r. nHa
EBponeiickust napaamenT u CobBera /un. 23, an. 1 na 3JIIIXM/. B cnyuail Ha u3TH4aHe Ha CpoKa Ha
pa3peleHrneTo Ha ynoTpeda Ha JEKapCTBEH MPOAYKT MPe3 ChbOTBETHATA IOJIMHA 32 KOSITO CE€ MPOBEXAa
oOIIecTBeHa IMOPHUKA, YYACTHHKBT JEKJIapupa B ChOTBETCTBHME C wi. 55, am. 6 ot 3JIIIXM, ue
KOJIMYECTBATA 32 JIEKApCTBEHUS IPOJYKT Ca HAIUYHHU.

JlekapcTBeHuTEe MPOAYKTH TPsiOBa Na ca BkJIW4YeHH B [Ipuinoxkenne Ne2 Ha [lo3utuBHuS
JIEKAPCTBEH CNIMCHK, AKTYAJHH KbM KpaiiHUs CPOK 3a NoJaBaHe Ha oepTHUTe.

IIpensaranara nena 3a jgekapcrBeHuTe npoayktu mo Ilpunoxenue Ne2 na IlosuTuBHUSA
JIEKapCTBeH CIHMCbK, He TPsidBa /1a e MO-BHCOKAa OT ompejejieHUTe pedepeHTHH CTOHHOCTH,
aKTYaJIHH KbM KpaiiHus CPOK 3a noJaBaHe Ha odepTHTe.

IIpensiaranara nmeHa 3a JieKapCTBEHHTEe NMPOAYKTH, BKJIW4YeHH B cnucbka Ha H3O0K, ne
TPsA0BA /12 € 0-BHCOKA OT I0COYEHATA B TO3H CIIHCHK.

3a 06ocobena nmozunus Ne46 - V09IX04 - Fludeoxyglucose (18F) - solution for injection:
JlexapcTBEeHMAT NPOJYKT TpsiOBa Ja OTroBaps Ha HM3UCKBAHMSITA HAa 3aKOHA 3a JIEKapCTBEHU

NpoJaykTH B XymaHHata meaunuua (3JIIIXM) u na e BmucaH B perucTbpa Ha IpPEIEIHUTE LEHH Ha
Hanmonannust cbBeT Mo 1eHU U peuMOypcHpaHe Ha JIEKapCTBEHUTE MPOJYKTH KbM JlaTaTa, IOCOYEHA B
OO0sBNIEHNETO KaTo KpaeH CPOK 3a MojaaBaHe Ha odepTure.

Pazgen XI: Munumanuu U3HCKBaHUSA 32 MKOHOMHUYECKOTO M (PUHAHCOBO CHCTOSIHHE HA
YUYACTHUIIUTE, TEXHUYECKH BB3MOKHOCTHM M KBAJIM(PUKANUA M JOKYMEHTHTE, C KOUTO ce
JOKa3BaT:

1. MyHUMAJIHYA U3UCKBAHUA 32 I0KA3BaHEe HA HKOHOMHUY€eCKOTO U (PUHAHCOBO CHCTOSIHHME:
Hsama.

2. MUHHMAJIHY M3UCKBAHHUA 32 TEXHHYECKHTE Bb3MOKHOCTH U KBaJII/[q)I/[KaIII/[ﬂ:




VYyactHuuuTte TpsAOBa 3a MOCIETHUTE TPU TOAMHU, CUMTAHO OT KpalHHUsS CPOK 3a I0JIaBaHE Ha
odepTuTe, Ma ca M3NBJIHWIMA YCIENTHO Hal-MaJko 2 (Z1Ba) JAOTOBOpa 3a JOCTaBKAa Ha JICKAPCTBEHHU
npoayktu. Te3u 2 (1Ba) 1oroBopa ciie/iBa fia ca ¢ Beue MPUKIYMIO U3ITbIHEHUE UITU J1a C€ U3ITBJIHSABAT
B MOMEHTa (MO€ CPOKBT UM Ha JEHCTBUE BCE OLIE J1a HE € U3TEKbJ), HO MO TAX Jla ca pealu3upaHu
JIOCTaBKH.

VYyacTHULIUMTE Clie/(Ba ja pa3oJiaraT ¢ BaJIUIHO pa3pelleHne 3a ThProBUs Ha €/IpO C JIEKAPCTBEHU
MpoyKTH, u3naaeHo ot MAJI umm ot perynaropeH opraH Ha Jpyra Abp)kKaBa u4jeHKa, cbryiacHo ['naBa
neseta TproBus Ha elpo ¢ JekapcTBeHU NpoaykTu oT 3JIIIXM;

VYyacTHULIMTE, KOUTO MpeiaraT JEKapCTBEHU MPOIYKTH, ChIbpKAIIM HAPKOTUYHHU BELIECTBA U
IIPEKYpPCOpH, CJE/BA Jia pasnoJjarar ¢ JUIEH3us 10 Wwi. 32 oT 3akoHa 3a KOHTPOJI BbPXY HapKOTHUYHUTE
BEIIECTBA U MPEKYPCOPUTE - KOraTo ce nojaBa odepTa 3a JIEKApCTBEHU MPOJYKTH;

Opranuzanuara Ha JAEMHOCTTAa Ha Y4YacTHHKA Ja € B ChOTBETCTBUE CbhC cTaHjaapture Ha ISO
9001:2008 ny €eKBUBAJIECHTEH IPU YYaCTHHUKA.

2.1. H3uckyeMM JOKYMEHTH 3a JiOKa3BaHe HAa TeXHUYECKHTEe Bb3MOKHOCTH M
KBaaupuKkanus Ha yyacTHuka no wi.51 or 3011,
2.1.1. CouchbK Ha OCHOBHMTE JIOTOBOPH 32 JOCTABKH Ha JIEKAPCTBEHH IPOJYKTH, U3IBJIHEHU IIPE3

nocyieqHUTe 3 TOAUMHM (CUUTAHO OT Jarara, OIpeJesIHa KaTo KpaeH CPOK 3a IM0JIaBaHe Ha OpepTUTe) OT
Y4aCTHUKA, BKJIIFOUUTEIIHO CTOMHOCTUTE, IaTUTE U MOTy4aTEeINTE.

2.1.2. Pa3peunieHue 3a ThproBUsl Ha €IpO C JIEKAPCTBEHU MNPOayKTH, n3gaaeHo ot MAJI wmu ot
perylatopeH opraH Ha Jpyra JAbp)KaBa 4WieHKa, cbriacHo [naBa neera TwproBuss Ha enpo c
nexapctBeHH npoaykTu ot 3JIIIXM - 3aBepeHo or yyacTHuKa konue; Koraro y4acTHUKbBT IpHUTEkKaBa
paspelleHre 3a ThProBUs Ha €po, U3/a/leHO OT PErylaTopeH opraH Ha Jpyra Ibp)KaBa — 4ieHKa, TOU
TpsOBa na npeacTasu: a) Paszpeuienue ot usnbanutennus gupekrop Ha MAJL B ciyyaute no wi. 195, an.
2 ot 3JIIIXM - 3aBepeHO OT yyacTHUKA Komue win 0) [exmaparus, 4e He moJi3Ba CKIIaJ0OBU ITOMEIIECHUS
Ha Tepuropusta Ha PemyOnuka bbarapus — cBoboneH TekcT;_Koraro y4acTHHUKBLT € BHOCHTE] OT

TpeTa Abpxkasa 1o cMuchbia Ha § 1, 1. 76 ot JonbnHurtenHara pasnopenda Ha 3JIIIXM — nokymeHT, ue

€ perucTpupaH KaTro THProBel] [0 3aKOHOJATEJICTBOTO Ha JbprkaBa uieHka Ha EC u paspemienue 3a
BHOC, M3a/ICHO OT M3NBJIHUTENHUAT aupektop Ha MAJI, cerimacuo wi. 161 / 164 ot 3JIIIXM /3aBepern
OT y4acTHHUKa KOIus/;

2.1.3. Jluuensus mno wi. 32 or 3akoHa 3a KOHTPOJ BbpPXY HApKOTHUYHUTE BELIECTBA U
IIPEKypCOpUTE, B CllydauTe Koraro B odeprara Ha y4yaCTHHMKA MPUCHCTBAT HAPKOTUYHHU BEIIECTBA U
MIPEKYPCOPH - 3aBEPEHO OT yYaCTHHUKA KOIIHE;

2.1.4. Ceprudukar 3a cvorBerctBue ¢ [SO9001:2008 wmin ekBUBaJEHTEH NpPU y4yaCTHUKA BHB
(dbopmara Ha KOIHeE, 3aBEPEHO OT y4aCTHUKA C HEroBus neyat u rpud ,,BsapHo ¢ opurunana”.

Pazgea XII. IloaroroBka u mogasane Ha odpeprure

B nocouenust or Bwr3noxkutens cpok, YUaCTHUKBT CJe/Ba Ja MpeacTaBu odepra, U3TOTBEHA 1O
oOpasena oT JOKyMEHTalUsTa 3a y4acTue.

OdepraTa Ha ydyacTHHUKA IO TIPOIEypaTa Ce€ U3TOTBA B CHOTBETCTBUE C OOPA3IIUTE OT HACTOSIIIATA
JOKYMEHTAIMS U ChIIACHO M3MCKBaHMATA HAa 4. 57, ait. 2 1 3 ot 30I1, cbc chabpikaHue, KAaKTO CIIEC/BA:

A. B LIlnuk Nel” ¢ vannuc ,,JIokyMeHTH 3a moAGop”, ce MOCTaBsAT JOKYMEHTHUTE, U3UCKaHU OT

BB3JIOKUTENS, ChraacHo 4i.56 ot 3011 oTHacsIM ce 10 KpUTEPUHTE 3a TIOA00p HA YUACTHUIIUTE:

1. IlpencraBsiHe Ha y4aCTHHKA, KOETO BKJIFOYBA!

a) IOCOYBAHE HA €IUHEH UACHTU(PUKAIIMOHEH KOJI IO Wi. 23 0T 3aKOHA 3a ThProOBCKUSl PErUCTHD,
BYJICTAT w/unu apyra uaeHTuguIpana nHdpopMmairs B CbOTBETCTBUE ChC 3aKOHOJATEJICTBOTO Ha
IbpKaBaTa, B KOSATO KaHAWAATHT WM YYaCTHUKBT € YCTAHOBEH, KAaKTO M aJpec, BKIIOYUTEIHO
€JIEKTPOHEH, 3a KOPECTIOHACHIIHS MPHU MPOBEXKIAHETO Ha MIPOLEAYpaTa;




0) nexnaparus 1o wi. 47, an. 9 ot 30I1;

2. Ilpu yyacTHUIIM 0OETMHEHUS — KOIIME Ha JIOTOBOpa 3a 00€IMHEHHE, a KOTraTo B JI0OTOBOPA HE €
[IOCOYEHO JIMIIETO, KOETO IMPEACTaBIsABA YYACTHUIMTE B OOCIUHEHUETO — M JIOKYMEHT, MOJANUCAaH OT
aunaTa B 00eIMHEHUETO, B KOMTO ce II0CoYBa MPe/ICTaBIsIBAIIMST;,

3. OpurusHan Ha GaHKOBa rapaHiMs 3a y4acTHE WJIM KOMHE OT JOKYMEHTA 3a BHECEHa rapaHIIUs
oA (opmara Ha mapuyHa CyMa;

4. JloxazarencTBara 3a TEXHUYECKMTE Bb3MOKHOCTH M/WiIK KBanu(pukauus no wi. 51, nocoueHu
oT BB3OkuUTENs B Pazmen XI, 1. 2 Ha Hacrosmata JOKyMEHTAIus B OOSBIEHHUETO 3a OOIECTBEHA
MOPBHUKA;

5. Jlexnapanus 3a nurica Ha CBbP3aHOCT € JPYT YYaCTHUK WJIM KaHAWJAT B ChOTBETCTBUE C WIL. 55,
air. 7 ot 3011, kakTo M 3a auIica Ha 00CTOATENCTBO Mo Wi. 8, an. 8, T. 2 ot 30II;

6. Jexnapanus 3a BUJOBETE pabOTH OT MpeaMeTa Ha MOpbhUYKaTa, KOUTO 1€ C€ MPEeIoKaT Ha
MOAM3MBIHUTEIN W CHOTBETCTBAIIMAT HAa Te3M pabOTH Al B MPOLEHTH OT CTOMHOCTTa Ha
oOuiecTBeHaTa MOPBHYKA, U MPEABUACHUTE MOJU3IIBIHUTEIN (aKO Ce MPEABIKIAT TAKUBA);

7. Nexnapanus 3a IpUeMaHe Ha YCIIOBUSTA B IIPOEKTa Ha JI0TOBOD;

8. dexmapanus no wi. 3, T. 8 1 4. 4 oT 3aKOHA 32 UKOHOMUYECKUTE U (PHAHCOBUTE OTHOLIEHUS C
JpY’KeCTBaTa, PEruCTpUpPaH B IOPUCAUKIMM C NpedepeHlnaneH JaHbUEH PEXUM, CBbpP3aHUTE C TAX
JUIA U TEXHUTE JEHCTBUTENIHU COOCTBEHUIIN;

9. Cnuchbk Ha JOKYMEHTUTE M HHpOpManusaTa, ChAbpXKalld ce B odepraTa, MOAMNHCAH OT
Yy4aCTHHUKA.

Basno!!!

Korato nokymenT U nHgopmanus, CbAbpP:KAIM ce B IIUK Ne 1, ca eIHAKBYU 32 /iBe WIH

nopeue 000C00eHH MO3MIIMH, N0 KOUTO VUYACTHHKLT VUYACTBA, CHIIHMTE Ce NMOCTABST CaMO B ILJIMKA

O IO3MIHATA C HAW-MAJBLK NOpeeH HOMEpP, KATO TOBA 00CTOATEJICTBO ce 0T0eIA3BA B CIMCHKA
HA JOKYMEHTHUTEC, ChbABPKAII C€¢ B IIJIMKOBETEC HA OCTAHAJUTE IMO3UIIMH.

b. B llnuk Ne 2 ¢ vagnuc "Ilpeasno:kenue 3a u3dbJIHEHHe HA MOPbYKaTa' ChC 3aAbIKUTEITHO
MHHHMMAJIHO ChABPKAHUE, KAKTO CIIE/BA:

3a 06oco0enn mo3unuu ot Nel 10 Ned5S u Ne 47:

1. TexHn4eCcKOTO NpeI0KEHNE, BKIOYBAIO:

1.1. Cnuchk Ha ChIbpXKAIIUTE CE B INIMKA JOKYMEHTH;

1.2. Ilpennoxxenue 3a U3MBIHEHHE HA MOPBUYKATA, M3TOTBEHO ChINIAacHO I[Ipmitoxkenue Nel.l. ot
JNOKYMEHTaIMs 3a Y4aCTHE;

1.3. Texnuyecka cneuvpukanus Ha NpelJaraHuTe JeKapCTBEHH NPOAYKTH, W3TOTBEHA
cerimacHo Ilpunoxxkenne Nel.2. B 3aBucHMMOCT OT oOocoOeHara TMO3WIMA, 3a KOSITO CE€ OTHACS
MPEAJIOKEHNETO — HA XapTHEeH U onTuYyeH Hocutea (CD)*;

2. Kparka xapakTepucTuKa Ha Mpeajaranus JeKapcTBEeH MPOIyKT — HA onTHYeH Hocutea (CD)*;

3. Jexnapamusra o wi. 33, ai. 4, ako € MpUI0KUMO.

3a o0ocodena nmo3unus Ne46 - V09IX04 - Fludeoxyglucose (18F) - solution for injection

1. TexHn4YeCcKOTO NpeI0KEHNE, BKIOYBANIO:

1.1. Couchk Ha ChIbpKAILUTE CE B INIUKA JOKYMEHTH;

1.2. IlpennoxxeHue 3a M3NBJIHEHHE HAa NOpPBUYKATa, U3rOTBEHO chbIyacHO lIpuioxxenue Nel.3. ot
JOKYMEHTAIUs 32 y4acTue;

1.3. TexHuyecka cneuupukanus Ha MpelJaraHuTe JeKAPCTBEHH IPOAYKTH, HM3rOTBEHA

coriacHo [punoxenue Nel.4. — Ha XxapTHeH U onTuyeH Hocutes (CD)*;

2. Kparka xapakrepycTuKa Ha NpeAjaranus JIEKapCTBEH MPOAYKT — HA onTHYeH Hocutea (CD)*;

3. JIuuensus ot ASIP 3a npeBo3 Ha paANOAKTHBHY TOBAPH — HOTAPUAJIHO 32BEPEHO KoIue
4. lexmapanusrta mo wi. 33, ai. 4, ako € IPUI0KUMO.



*Bazxkno!!!
[To »xenanue Ha y4aCTHUIIUTE, KOTATO CE MoJaBa oepra 3a moBede OT e1Ha 000co0eHa TO3UIIUS €
AOIMYCTUMO TCXHUYCCKUTC CHGHI/Id)I/IKaHI/II/I Ha NOpeIaraHuTe JICKAPCTBCHHU IIPOAVKTH HA OIITHYCH

gocutea (CD), Kparka xapakTepuCTHMKa Ha OpeUlaraHusd JIEKApCTBEH MPOAYKT 3a OTACIHUTE

000C00CHM TTO3UIINHU J1a C€ MPEJCTABIT caMO Ha €/IMH OpOil ONTHUYEH HOCHUTEI, KOWTO Ja ObJie MOCTaBeH

B IINIMKA Ha IIO3HMIMATa C Hal-MalTbK IMopeaAcH HOMCEpP, KaToO TOBa 00CTOATEICTBO ce oTOelsI3Ba B
CIIMCBIHUTEC HA CBbABPKAINUTE CC IIJIMKA JOKYMCHTHUTEC, IIOCTABCHHU B IIJIMKOBETC HA OCTAHAJIUTC IMO3HUIIHNH.

Korarto YYaCTHUK ImoJaaBa oq)epTa 3a moBeye OT eaHAa 000co0eHa nmo3uuus, IMJIHK Ne 2 ce
Npeacraed 3a BCAKA OT MO3UIIUHUTE.

B. ILiuk Ne 3 ¢ maanmuc “IlIpensiarana neHa”, KOWTO ChIbpKa:

3a o6oco0enn nmo3umuu ot Nel 10 NedS u Ne 47:
IlenoBo npemioxenue (Ha xaptueH u ontudeH Hocuten (CD))- mo o6pazen — Ipunoscernue Ne2. 1.

u 2.2. - IOAroTBs ce OT y4acTHHKA o oOpasena Ha LleHoBO npeiokeHne U 3aAbHKUTETHO CE IMOCTaBs
B 3amedaraH HempospadeH Ik ¢ Haanuc [lmuk Ne3 - «[Ipeanarana nena mo o6ocoOeHa mo3unus
Ne....... ».

[IpennoxxeHure OT y4aCTHHKA eOQUHUYHU YeHu 3a MsApKa B KojoHa 12, TpsaOBa na Obaar B

obarapcku sieBa ¢ BkitoueH JJIC u morar ma 6baaT ¢ moynocm 0o nemus 3Hax cied OecemuyHamad

3anemas. 3aIbIDKUTEIIHO YCIOBUE HAa BB3JIOKHUTENS € CTOMHOCTTa B_KOJIOHA 13 1a e mocouyeHa ¢

TOYHOCT JI0 BTOPHUS 3HAK CJe JIeCETHUHATA 3anmeTasi. YJYacTHUIIUTE ClIeJBa Ja Ce C’I)06p33$IT C TOBa,

4ye MPOU3BEIACHUETO OT CTOHHOCTUTE B KoJIOHM 11 m 12 TpsbBa na € apUTMETHYECKU BSAPHO C
nocoyeHoto B KojioHa 13. Ilpu KoHCTaTupaHO HECHOTBETCTBHE MEXAY I[OCOYEHUTE CTOHHOCTHU
LIEHOBOTO IMPEAJIOKEHUE Ha YYaCTHHKA 11I€ CE CUMTA 32 U3TOTBEHO B HECHOTBETCTBUE C MPEABAPUTEITHO
00sSIBEHUTE YCJIOBHS Ha BB3JIOXKUTENS, KOETO € OCHOBaHME 3a OTCTPAHSBAHE OT MPOLEypaTa.

[lenoBoTo MPEIOKEHNE TpsiOBa na Ob1e MOITUCAHO oT 3aKOHHUS
MIpeICTaBUTEN/yII'BJIHOMOILEHOTO JIMLIE Ha BCSIKA CTPAHUIIA U MOJIeYaTaHo ¢ rIeyaTa Ha y4acTHUKA.

3a o6ocodena nmozunus Ne46 - V09IX04 - Fludeoxyglucose (18F) - solution for injection
[lenoBo mpemioxxenne (Ha xaptueH u ontudeH Hocuteln (CD))- mo o6pazen — [Ipunoswcenue Ne2. 1

u 2.3. - MOATOTBS Ce OT y4acTHUKaA 1o oOpaserna Ha L{eHOBO mpeIoKeHne U 3aIbJDKUTEIIHO C€ MOCTaBs
B 3areuaTaH Hempo3padeH Ik ¢ Haamuc I[lmmk Ne3d — | Tlpennarana meHa mo o0ocoOeHa IMO3HIIHS
Ne4 6,

[Ipemyioxxenure OT y4daCTHUKA eOQuHuUuyHU yeHu 3a Mspka B koional(O, TpsiOBa ma Obaat B

obarapcku jesa ¢ BrimodeH JJIC u Morat ga ObaaT ¢ mourocm 00 6mopus 3HAK cled decemuyHama

3anemas. 3aIbIDKUTEIIHO YCIOBHE HAa BB3JIOKHUTENSI € CTOMHOCTTa B_KOJIOHa 11 1a e mocouyeHa ¢

TOYHOCT JI0 BTOPHUSA 3HAK CJeJ JIeCETHUYHATA 3anmeTasi. YJYacTHUIIUTE ClIeJBa Ja Ce C’I)06p33$IT C TOBa,

Ye TIPOU3BEICHUETO OT CTOMHOCTUTE B KOJIOHU 7 U 10 TpsiOBa fa € apuTMETHYECKH BSIPHO C MIOCOYCHOTO
B kosoHa 11. Ilpum KOHCTaTMpaHO HECHOTBETCTBHE MEXKIY IIOCOYEHUTE CTOMHOCTH ILIEHOBOTO
MpeI0’KEHNE Ha YJaCTHHKA I1I€ CE CYUTA 32 U3TOTBEHO B HECHOTBETCTBHE C MPEIBAPUTETHO OOSIBEHUTE
YCIIOBHS Ha BB3JIOKUTEIS], KOETO € OCHOBAHME 32 OTCTPAHSABAHE OT MPOLEAYpaTa.

[lenoBoTo MIPEIOKEHNE TpsiOBa na GE MOMUCAHO oT 3aKOHHUS
[IpeICTaBUTEN/ yII'BJIHOMOILIEHOTO JIULIE Ha BCSAKA CTPAHMLA U MOJIIeYaTaHo ¢ [leYaTa Ha yYacTHHUKA.

Koraro yyacTtHuk mogaBa ogepra 3a mopeuye OT eJHa 000co0eHAa mo3uuMs, MUK Ne 3 ce
NpeacTaBs 3a BCSIKA OT MO3UIMUTE.

Odeprara ce nojmaBa Ha ObArapcku e3uk. KoraTto y4acTHHKBT B IpolLEaypa € UyKJIECTPaHHO
(1)I/I3I/IT-ICCKO, IOPUINYCCKO JTUIEC UM TEXHU 06€JII/IH€HI/I$[, JOKYMCHTHUTC HA 9YXKI €3UK CC IIPCACTABAT U B
MIpeBOJ1 Ha OBJIrapcKu e3uk. Becuuku JOKyMEHTH, NpeICTaBEHU Ha YyK[ €3UK TpsOBa J1a ca NpuapyKeHU
C TIPEBOJT Ha OBJTAPCKH €3WK, MPEBENICHH OT (hupma, CKIIFOUIIIa J0TOBOP ¢ MUHUCTEPCTBO HAa BHHIIIHUTE



paboTH 3a U3BBpPIIBaHE HA O(DUITHATHYU ITPEBO/IH;

* Cnucvkvm Ha upmume, ¢ koumo Munucmepcmeo Ha SvbHUIHUME padbomu e CKIOHUI0 002080PU €
ny6JlMKy661H 6 €1eEKMPOHRHUA caum Ha MuUuHucmepcmeonio,

JIOKyMEHTUTE W JaHHUTE B odeprara ce IMOANMCBAT CaMO OT JIMIIETO/Ta, KOETO IPE/ICTaBIISBA
YYaCTHHKA, TIOCOYEHO B ChJeOHATa pErucTpanus ¥ YJAOCTOBEPEHHETO 3a aKTYyaJHO CHCTOSHHUE H/HITH
VITBTHOMOIIICHH 32 TOBa JMIA. BBB BTOPHAT ciydail ce M3WCKBA Ja CE TPEACTAaBU ITBIHOMOIIHO B
OpUTHMHAJ WJIK HOTAPUATHO 3aBEPEHO KOIHE 32 TOANMCBaHE Ha odepTara U JOKYMEHTAIUATA,

[To o6pa3iure Ha odepTara HE C€ NOMYCKAT HUKAKBU BIMCBAHUS MEXKIY PEIOBETE, U3TPUBAHUS
HJIN KOPCKINUH.

[Ipu wm3roTBsiHE Ha odepraTa y4yaCTHUKBT TpsOBa Ja ce MpUIbpikKa TOYHO KbM OOSBEHHUTE OT
BB3JIOKHUTEIS YCTIOBHSL.

Hesb3MokHOCTTA Ja IMpeaocCraBu wOsijiata I/IH(bOpMaIII/Ifl, HN3MCKBaHa B MAOOKYMCHTalLUATa WU
MPEACTaBAHETO Ha odepTa, HEOTroBapsila Ha YCJIOBHATAa Ha BB3JIOXKUTENS OT JOKyMEHTAIUATA MPHU
BCHUYKH CJIydan BOAH OO0 OTCTPAHABAHECTO MY.

CpoxbT Ha BadUAHOCT Ha odepTutre TpsAOBa Aa OBAEC CHOOpAa3eH C OMNPEICICHHS CPOK B
OOsIBNIEHHETO M TPEJCTABIsIBA BPEMETO, MpPe3 KOETO YYACTHUIMTE ca OOBBpP3aHU C YCIOBHATAa Ha
[IPEJICTaBEHUTE OT TAX 0PEPTH.

OdepraTa cnenBa mga ObAe mpeacTaBeHa Ha ajapeca, MOCOYEH B OOSBICHHETO 3a OOIIEeCTBEHATA
MOophYKa MPEH Yaca W JaTara, OCOYCHH B OOSIBIEHHETO KaTO CPOK 3a TpEACTaBsSHE Ha OQepTHTe.
Odeprara ce moammucBa OT MPEACTABISBANINS YIaCTHUKA WM OT HAJICKHO YIIBIIHOMOIICHUTE JIMIIA,
KaTo B odepTaTa ce mpuiiara IrbTHOMOIIHOTO OT IpeAcTaBisiBamus yqactauka. Odeprara ce npencrass
B 3areyaTaH HEeMpo3payeH IUIMK ChIUIACHO pesa u ycioBusaTa Ha wi. 57, an. 1 u an. 2 ot 30I1.

Bewnukn pa3zxoam 3a yqactre B IpoIeyparta ca 3a CMeTKa Ha y9aCcTHHKA.

Pazgea XIII: Apyru ykazanus

BbB Bpb3Ka ¢ IpoBEXAAHETO Ha MpoliefypaTa U MOArOTOBKAaTa Ha 0pepTUTE OT YYaCTHUIUTE 3a
BBIIPOCH, KOUTO HE Ca pasIyie/laHd B HACTOSILUTE YKa3aHUs, C€ MpuiaraT, 3akoHa 3a OOILECTBEHHUTE
MOPBYKU U HAcTOALIaTa JOKYMEHTalMs 3a ydacTue B mpoueaypara. [Ipu nporuBopedne B 3anucHUTE 10
OTJIEJIHUTE IOKYMEHTHU OT JOKYMEHTAIUsITa BAJIUIHU Ca 3alUCUTE B JIOKYMEHTA C [10-BUCOK IIPUOPUTET,
KaToO IPUOPUTETUTE HA JOKYMEHTHUTE ca B CJI€/IHaTa MOCIeI0BATEIHOCT:

a) Pemrenuero 3a oTKpuBaHe Ha MpOLEAypaTa;

0) O0sBiIeHHE 32 OOIIECTBEHA MMOPHUKA,

B) CrieunuyHM U3UCKBAHUS U yKa3aHUS 10 MPOLEAypara;

r) Yka3aHus 3a ydacTue B IIpoLEeypara;

1) [IpoexT Ha JOroBOp 3a U3II'BJIIHEHUE Ha IOPbUYKATa;

e) ObOpasmuTe 3a yuacTue B mpoleaypara.

JIOKyMEHTBT C Hall-BUCOK IIPHOPUTET € MOCOYEH HA ITBPBO MSCTO.

AxO ydacTHULUTE B MpolieaypaTa MPeACTaBAT JTOKYMEHTH HAa €3UK pPa3JInyeH OT OBJIrapcku u
CBILUTE Ca MPEJICTaBEHU U B O(UIIMATIEH MPEBOJ Ha OBITapCKU €3UK, IPU HECHOTBETCTBUE B 3aIHUCUTE
IIPY pa3IMYHUTE €3ULIH, 32 BAJIMIHU CE CUUTAT 3allUCUTE HA OBIrapCKH €3UK.

«CrienuruHN M3UCKBAHUS M yKa3aHWS KbM HM3TOTBSHETO Ha odepraTay KOWTO periiaMeHTHpPAT
CHelU(pUUHUTE yCIOBUS U U3MCKBAHMS 3a ydacTHE B KOHKpETHATa MpoLeaypa ca Hepas3zesiHa 4acT OT
JOKYMEHTalUsATA.

HenpencraBsiHeTo Ha HIKOM OT TIOKYMEHTUTE BbB (pOpMaTa, U3MCKBAIlla c€ OT JOKYMEHTALUATA €
OCHOBAHHE 32 OTCTPAHSIBAHE OT Y4acTHE Ha OCHOBaHME 4i.69, an.1, 1. 1 ot 30I1.

[Ipennarane Ha J€KapCTBEHW MPOAYKTH, KOMTO HE OTroBapsT Ha crHeuu@ukanusTa Ha
BB3JIOKUTENS. BOJU JO OTCTpaHsIBaHE HAa YYaCTHUKA OT y4yacTHe B IpolieypaTa Ha OCHOBaHHE 4. 69,




an. 1, 1. 3 or 3011 nopanu HeChbOTBETCTBUE Ha O(epTaTa My C OOSIBEHUTE OT Bb3JIOKHUTENS YCIOBHUSL.

Paznen XIV: Cnenuduynu M3MCKBAHUS M YKa3aHHs KbM M3rOTBSIHETO Ha odeprara 3a
ydyacTue B OTKpPUTATA Npoueaypa.

Jomyckart ce nmpeaioKeHUs 32 eKBHBAJEHTHHM JIEKAPCTBEHU NMPOAYKTH — OT €AHA U ChIA
TepaneBTu4yHa rpyna (ATC rpyna), npeagnazHayeHH 3a JiedeHHe HA 3200JIIBAHUSA C €IMH U ChIIL
MKSB kon, ceriacno Kparkara xapakrepucTuka Ha IPOAYKTA.

Pazgea XV: Kpurepuii 3a ouenka Ha odeprure.

Kputepusr 3a onenka Ha odepruTe € ,,HAli-HUCKATA NPeEAJI0KeHa eHa”.




Ipunosycenue Nel. 1.

Texnuuecko npeonoricenue oopazey

HauMmenoBanue Ha YYaCTHHUKA:

IIpeacraBasiBaHo oT :

Cenajuine no perucTpanms:

BIC; IBAN:

Byacrar Homep:

ToueHn aJipec 3a KOpECIOHACHIUA:

(Ovparcasa, epad, noweHcku Koo, yauya, Ne)

Tesaeponen Homep:

dakc HOMep:

JIune 3a KOHTAKTH:

e mail:

Mo YMBAJI «Ceemu I'eopeu» EA/]
oyn. Ilewepcko woce 66
2p. Ilnosoue 4002

TEXHUYECKO ITPEJIOKEHUE

3a yyacTue B Npoueaypa 3a Bb3JiaraHe Ha o0llecTBeHAa MOpPbYKa ¢ mpeaMer: ,,JloctaBka Ha
JIeKAPCTBEeHH NPOAYKTH HeoOxoaumu 3a jaeiiHoctta Ha YMBAJL ,,CBetn I'eopru” EAJ, rp.
IInoBauB, NpeHA3HAYEHH 32 JUATHOCTHKA M JledeHHe HA OHKOJIOTUYHH 3a00/11BaHus”

C HaCTOSIIIOTO IPECTaBsIME HAILETO MPEUI0OKEHUE 3a U3MbJIHEHUE Ha 0oOlLIecTBEHaTa OpbhUKa
1o o0siBeHaTa oT Bac npoieaypa ¢ ropenocodeHus NpeaMeT mo od6ocodeHa nmo3unms Ne.......

1. Cpok Ha 0T/10:KeHO IUIalIaHe:

[IpennaramMe pocTaBKUTE Ha JIEKApCTBEHMsI MPOIYKT Ja C€ 3alvlallaT Mpu YyCJIOBHUSATAa Ha
pascpoueHo Iuiamane 10 60 qHH, ChIiacHO JOroBOpa 3a 00IIECTBEHA MOPbUKa, B JIEBa, 0 OAHKOB ITBT,
Bb3 OCHOBa Ha H3JaZcHa (akTypa M CbCTaBeHa NpHEMO-TpeAaBaTenHa ¢opMa Mo Hamata OaHKoBa
CMeTKa:

2. Cpok Ha 1ocTaBKa: ... **

** JlaBa ce CpOK B 4acOBE WU JHH (3aABJKUTEIHO ¢ Iudpa win uncio). CpokbT HE TPsiOBa Aa €
MO-T0JISIM OT 3 (TpH) KaJIeHAApHU JHU OT JaTaTa Ha 3asBKaTa.

3. Jexmapupame, 4e OCTaThYHHUS CPOK HA TOJHOCT HA JIEKAPCTBEHUTE MPOJYKTH, KOUTO IIE Ce
JOCTABSAT 11Ie ObJIe He TO-MaJIKO 0T 60% OT 00sIBEHUSI OT TPOU3BOAUTEIIS CIIPSAMO JaTara Ha IOCTaBKara.

4. Jlexmapupame, 4e TNpeIaraHUTe JEKAPCTBEHH MPOAYKTH Ca PETUCTPUpPAHU 3a ymorpeba B
CTpaHaTa W MPHUTEKABAT pa3pelIuTEHH 3a yrnoTpeda, cwrimacHo 3JIIIXM, mputexaBat ceprudukar,
YIOCTOBEpSIBAIIA Ka4eCTBOTO HA MPOIYKTUTE, JIUTICBAT O(DUIMATHN CHOOIICHHS WM OTPAaHUYHUTEITHH
MEpKH 32 yrmoTpeda Ha JIEKAPCTBECHUTE MTPOTYKTH;

5. Jleknmapupame, ue TpHUTEKATeNl HAa pPa3peUICHHETO 3a YIoTpeda/yIoCTOBEPEHUETO 3a



peructpanusi ~ Ha  JIGKQpCTBEHUTE  MPOAYKTH,  MpeAMeT  Ha  Hamara  odepra  e:

(usnucea ce MOYHOMO HAUMEHOBAHUE HA JuUYemo, npumedcamesl HA paspeuleHuemo  3d
ynompe6a/y0ocmosepeHuemo 3a pecucmpayusi).

6. lexiapupame, 4e JUILETO MO T. | € YCTAHOBEHO HA TEPUTOPHATA HA ..eeernrrreennneeennnnennn. ,
KOSITO € JbpKaBa WICHKa Mo cMuchia Ha § 1, T. 15 ot JombaauTenHaTta pasmopenda Ha 3akoHa 3a
JIEKapCTBEHUTE MPOJYKTH B XyMaHHaTa MeIUIMHA — B JIbpKaBa-ujieHKa Ha EBporeiickus cpio3 win B
Hopgserus, unu B Ucnanans, ninu B JIMXTeHIanH.

7. lloemame aHTa)XKMMEHT Ja M3IBIHSABAME JIOCTAaBKUTE HA JIEKapCTBa 3a HyxauTe Ha Y MDBAJI
,Cetu ['eopru” EA]Jl, rp. IlnoBmuB cwriacuo Hapen6a Ne39/13.09.2007 r. 3a HpUHIUNNTE U
n3uckBaHusTa 3a JlobpaTta nuctpulOyropcka npakTuka.

8. Jlexiapupame, ue 11e OCUTYpUM HEOOXOAMMHTE KOJIMYECTBA OT MpeJlaraHUTe MEAUKaMEHTH
3a cpoKa Ha JOroBopa 3a OOIIeCTBEHA MOPBHYUKA.

9. Hamara ogepra e Banunna 180 qHu, cCYMTaHO OT KpailHUs CpOK 3a IoJydaBaHe Ha odepTuTe.

10. IToemame aHraxXUMEHT Aa JOCTaBUM JekapcTBa 3a Hyxaute Ha YMBAJI ,,Csetu I'eopru”
EAJL, rp. IlnoBauB no o6ocobOeHa no3unust Ne...

11. TIlpuemame na u3nbIHSIBaAME MOpPbUKATa B CPOK OT 12/ nBajecer / Mecena OT Bb3JIaraHeTo M.

12. IIpuiarame Texnn4yecka cnenupuKanms HA NpeJIaraHuTe JeKapCTBeHU NPOAYKTH , B
TabJIMYeH BUJ Ha XapTHeH U Ha ontuyeH HocuTes CD, nsrorsen mo o6paszern - [lpunoxenue Nel.1,
[Tpunoxenne Nel.2. oT fOKyMEeHTaUUsITa 32 y4acTHE.

IIpaBHO 00BBp3BaL OANHKC:

Jlata / /
HauMmenoBanue Ha kagnuuaTa

Nwme u pamunus

JnbxHOCT

[Toanuc Ha yIIBJIHOMOIIEHOTO JIULIE

/nonwvasa ce 8 cayuat Ha ynviaHomoujasane/



IIpuaoxenne — 1.2.

OBPA3EIl HA TEXHUYECKA CIHEIN®UKALIUA HA ITIPEJJIATAHUTE JIEKAPCTBEHHU ITPOAYKTHU

o

YMBAJI ,,Cetn I'eopru ” EAJ

rp. IliioBaus, 0y.. «Ilemepcko moce» Ne66

C Hacmoauwiomo npedcmae}zme Hawemo mexHuu4ecKo npedﬂomceuue 34 uU3nvjiHeHUue Ha 06mecm8enama nopsuKa no ooseenama om Bac

npoyedypa c¢ npeomem ,J/locmageka Ha JekapcmeeHu npooykmu Heodoxooumu 3a oeunocmma na YMBAJ ,,Ceemu I'eopeu” EAJ/l, 2p. IInoeodus,

npeoHazHauenu 3a OUACHOCIMUKA U JleYeHue HA OHKON02UYHU 3a001a6aHun’”

MexayHapoaHo NETTRESED MpuTtexarten Ha Konnuec
con ATC KAyHapon Tbproecko JlekapcTBeHa JIEKapCTBEHO MpousBo- P OkoHuartenHa Msipka (mg,
Ne kop/rpyna HENATERTHO HavMeHoBaHne dopma BELLECTBO - avTen PEEE e onakoBKa ml, mcg, IU) T80 1O
- HammeHoBaHue /INN/ MApKa 3a ynotpeba ’ ’ MsApKa
1 2 3 4 5 6 7 8 9 10 11
Jlara :

HNme n pamunus :

JuabxHoCT :

HaumeHnoBaHue HA Y4yaCTHHKA :

IMoanuc / Meuat



IIpuinoxenne — 1.3.

Texnuuecko npeonoricenue oopazey

HaumenoBanue Ha YYaCTHHUKA:

IIpeacraBasiBaHo oT :

Cenajuine no perucTpanms:

BIC; IBAN:

Byacrar Homep:

Touen ajJipec 3a KOpEeCIOHACHI A
(Ovparcasa, epad, nowencku Koo, yauya, Ne)

Tesaeponen Homep:

dakc HOMep:

JIvne 3a KOHTAKTH:

e mail:

Mo YMBAJI «Ceemu I'eopzu» EA/]
oyn. Ilewepcko woce 66
2p. Ilnosoue 4002

TEXHUYECKO ITPEVIOKEHUE

3a y4yacTue B Npoueaypa 3a Bb3JaraHe Ha o0ullecTBeHAa MOpPbYKa ¢ mpeaMer: ,,JloctaBka Ha
JIeKAPpCTBEeHH NPOAYKTH HeoOxoauMmu 3a jaeiiHoctta Ha YMBAJL ,,CBetn I'eopru” EAJl, rp.
Il10oBAUB, NpeaHA3HAYEHH 32 JUATHOCTUKA M JleYeHHe HA OHKOJIOTUYHM 3a001siBaHus”

C HaCTOSIIOTO IPEACTaBsIME HALLIETO MPEIOKEHUE 3a U3IbJIHEHNE Ha OOIeCTBEHATa MOpbhUKa
o o0siBeHaTa oT Bac mporeaypa ¢ ropenocoueHus mpeaMeT mo 06o0codeHa no3uuus Ne46

1. Cpok Ha 0T/10:KeHO IUIalIaHe:

[IpennaramMe nocTaBKUTE Ha JIEKapCTBEHMsI MPOJYKT Ja c€ 3arulalaT I[pd YCJIOBHATa Ha
pascpoueHo Iutamane 10 60 JHH, ChIIacHO JOroBOpa 3a 00IIEeCTBEHA MOPbHUKA, B JIEBA, 10 OAHKOB ITBT,
Bb3 OCHOBa Ha H3JaZcHa (akTypa M CbCTaBeHa NpHEMO-TpeAaBaTenHa ¢opMa Mo Hamata OaHKoBa
CMeTKa:

2. Cpok Ha 1ocTaBKa: ... **

JlocTaBkara Ha JIEKapCTBEHUS MTPOIYKT III€ CE U3BBPIIBA CIIE] MPEIaJeHN B HAYaJI0TO Ha Mecela
MMUCMEHU 3agBKH ¢ nocouenu gnatd Ha goctaBkute oT BB3JIOKUTEJIA wma U3ITBJIIHUTEJILA.
JlocTaBkara 1m1e ce u3BbpIBa B Cpok /10 11/equnHamecet/ yaca B €HsI, IOCOYEH KAaTO JlaTa Ha IOCTaBKa B
3asgBkaTta Ha BB3JIOJKUTEJIS.

3. [Ipuemame, 4e 3a TOYEH 4Yac Ha JIOCTABSIHE III€ CE€ CUMTA YachT, B KOMTO MHOr0J030BaTa
OTIAaKOBKA C JICKAPCTBEHMUsI MPOAYKT € MPUCTUTHAJIA TIPU KpaWHUS moJiydaTe. To3u Jac 3aIbJKUTEIIHO
e ce 3alncBa B MPUEMO-TIpeiaBaTesieH MpoTokol. CPpOKbT Ha TOJHOCT HA PaIMOM30TONA e Oble He
[0 MaJIKO OT 8 yaca, cuuTaHo OT yaca Ha npuemanero My oT BB3JIOXKUTEJIA, cprnacHo npuemHo-
npeAaBaTeTHUS MPOTOKOJ. J[OCTaBEeHUAT paguon30TO 1€ MOXKE /1a C€ ChXpaHsBa Ipu Temmeparypa 20-
25°C.

4. Jlexnapupame, ye JEKapCTBEHUAT NPOAYKT OTroBaps Ha M3UCKBAHMATA HAa 3aKOHa 3a



JIEKapCTBEHHU MPOJYKTH B XxymaHHaTa meauuuua (3JIIIXM) u e BmucaH B perucTbpa Ha MpeleTHUTE
1eHu Ha HanmoHanHus chbBET MO LIEHU U peuMOypcrupaHe Ha JIEKapCTBEHUTE MTPOTYKTH;

S. Jleknapupame, ue IpHUTEkaTel Ha pPa3peUIeHUETO 3a YyHNoTpeda/yl0CTOBEPEHUETO 3a
perucTpanyss ~ Ha  JIGKapCTBEHUTE  IPOJYKTH, npeaMer  Ha - Hamara  odepra e

(usnucea ce mMOYHOMO HAUMEHOBAHUe HA JuYemo, npumedcamesl HA pa3peuleHuemo 3d
ynompeba/y0ocmosepeHuemo 3a pecucmpayusi).

6. lexiiapupame, 4e JIMILETO MO T. 5 € YCTAHOBEHO HA TEPUTOPHATA HA ...evvrnvveennnneernnnnnnn. ,
KOSITO € JbpKaBa WiICHKa Mo cMuchia Ha § 1, T. 15 ot HombaHuTenHaTta pasmopeada Ha 3akoHa 3a
JIEKapCTBEHUTE MPOJYKTH B XyMaHHaTa MeIUIMHA — B JIbpKaBa-ujieHKa Ha EBporeiickus cbio3 win B
Hopgserus, unu B Ucnanans, ninu B JIMXTeHIManH.

7. lloemame aHra)XKMMEHT Ja U3IIBIHSABAME JIOCTAaBKUTE Ha JIEKapCTBa 3a HyxkauTe Ha Y MDBAJI
,Ceetu ['eopru” EA]Jl, rp. IlnoBmuB cwriacuo Hapenda Ne39/13.09.2007 r. 3a HpUHIUNUTE U
n3uckBaHusATa 3a JloOpaTta nuctpulOyropcka npakTuka.

8. lexnapupame, ye 1€ OCUTYpUM HEOOXOJMMUTE KOJIMYECTBA OT JIEKAPCTBEHUS HPOAYKT 3a
CpOKa Ha JI0roBopa 3a 00111ecTBEHa OPbUKA.

9. Hamara ogepra e Banuana 180 qHu, cCYMTaHO OT KpailHUs CpOK 3a NoJydaBaHe Ha odepTuTe.

10. Ilpuemame na u3mbIHSIBaAME MOpbUKaTa B CPOK OT 12/ nBajecer / Mecena OT Bb3JIaraHeTo M.

11. IIpuinarame Texnn4yecka cnenupuKaANMs HA PeJIaraHUTE JIEKAPCTBEHU NPOAYKTH , B
TabJIMYeH BUJ Ha XapTHEH U Ha ontuyeH Hocuten CD, usrotsen no odpasern - [punoxenue Nel-1,
[Tpunoxenne Nel-2 or fokyMeHTanusTa 3a y4acTHe.

12. Ilpunarame JInuensus ot ASAP 3a npeB03 Ha palMOAKTUBHUA TOBAPU — HOTAPUAIIHO 3aBEPEHO
KOIIHE.

IIpaBHO 00BBp3BaL MOANHKC:

Jlata / /
HauMmenoBanue Ha KagnuuaTa

Nwme u pamunus

JnbxHOCT

[Toanuc Ha yII'BITHOMOILIEHOTO JIALE

/nonwvasa ce 8 cayuat Ha ynviaHomoujasane/



IIpuaoxenue — 1.4.

OBPA3EIl HA TEXHUYECKA CIHEIN®UKALIUA HA IIPEVIAT'AHUSA JTEKAPCTBEH ITPOAYKT

Ho
YMBAJIL ,,Cetu I'eopru ” EAJ]

rp. IliioBaus, 0y.. «Ilemepcko moce» Ne66

C nacmosauwjomo npeocmagame HaAUIeMo MeEXHUYECKO NPeOJIOHCceHUe 3a U3NBIHEHUe HA o0ujecmeenama nopvuka no ooseenama om Bac
npoyedypa c¢ npeomem ,J/locmaeka Hna JekapcmeeHu npooykmu Heodxooumu 3a oeunocmma na YMBAJ ,,Ceemu I'eopeu” EAJ/l, 2p. IInoeous,

npeoHazHauenu 3a OUACHOCIMUKA U JleYeHue HA OHKON02UYHU 3a001a6aHuA

ITpurexxaren Ha
MexnyHapoIHO Komiectso pa3pemeHneTo
YH AKTHUBHOCT MHOI'0Z1030B
COIl HENAaTCHTHO TBproecko 3a
ATC xon Ha Msipka u onakoBkw/ | [IpomsBomuTen
No HAUMCHOBaHUE HAUMCHOBaHUE . ymoTpe6a/ymoc
OIMaKOBKaTa Opoii
/INN/ TOBEPEHHUETO 32
JIOCTaBKH JI0
perucTpanms
1 2 3 4 5 6 7 8 9
Fludeoxyglucose MHoropnosoBa
46 V09IX04 (18F) ONaKoBKa 300

Jlara :

HNme n pamunus :

JubxHoCT :

HaumeHnoBaHue HA Y4aCTHHKA :

IMoanuc / Meuat




Ipunoxycenue Ne 2.1.

ObPA3EIl HA IEHOBA O®EPTA

HauMmenoBanue Ha YYaCTHHUKA:

IIpeacraBasiBaHo oT :

Cenajuine no perucTpanus:

BIC; IBAN:

ByJacrar Homep:

ToueHn ajJipec 3a KOpECIOHACHIUA:

(Ovporcasa, epad, noweHcku Koo, yauya, Ne)

Tesaeponen Homep:

dakc HOMep:

JIune 3a KOHTAKTH:

e mail:

0

YMBAJI «Céemu I'eopeu» EAJl- Ilhosoues
oyn. Ilewepcko woce 66

2p. Ilnosoue 4002

HEHOBA O®EPTA

3a yyacThe B Npoleaypa 3a Bb3JlaraHe Ha o0lecTBeHAa MOpPbYKa ¢ mpeamer: ,JloctaBka Ha
JIEKAPpCTBEeHH MPOAYKTH HeoOxoaumm 3a naeiinoctra Ha YMBAJI ,,CBern I'eopru” EAJl, rp.
Il10oBAUB, NpeHA3HAYEHH 32 JUATHOCTUKA M JIeYeHHEe HA OHKOJIOTUYHM 3a00/1siBaHusA”

1o o6ocobena mozumus No..... ...

CepriiacHu cMe BaJUAHOCTTa Ha LIEHOBOTO MpeiuiokeHue aa obvae 180 (cTto u ocemaecer) AHU,
CUMTAHO OT KPalHUs CPOK 3a IMOJTydaBaHe Ha o(epTUTE U MPEUIOKEHUETO IIe OCTaHe 0OBBP3BAIIO 32
Hac, Kato ObJe mpueTo ¢ PemenneTo 3a onpenensHe Ha U3ITBJIHATEI.

Jlo moammcBaHe Ha JABYCTPAaHEH JOTOBOpP, TOBa TPEMIOKEHHE, 3aeIHO C TTHCMEHOTO
MOTBBPKACHHE OT Bamia crpana (W3BecTHe 3a Bb3JIaraHe Ha J0roBopa) ¢GopMupar OOBBP3BAIIO

CIIOpa3yMCHHEC MECKAY ABCTC CTpaHU.

[Ipunoxenue: MEHOBO MpeAIOKEHUE ChraacHo oOpazer [Ipmnoxenue 2.2. /Ilpunoxenue 2.3.

UME, JJIBXKHOCT, I1€4YaT



HEHOBO INPEIVIO’KEHUE

o

YMBAJI ,,Cetn I'eopru ” EAJ

rp. IliioBaus, 0y.. «Ilemepcko moce» Ne66

Ipunoscenue Ne2.2,

C Hacmoauiomo npedcmae}zme Hawemo ueHoeo npe()ﬂoafcenue 34 u3nv/iIHeHue Ha oﬁmecmeenama nopsuKa no ooseenama om Bac

npoyedypa c npeomem ,,/[ocmagka na 1exkapcmeenu npooykmu Heooxooumu 3a oeiinocmma na YMBAJI ,,Ceemu I'eopau” EAJ], ep. Ilnosous,

npeoHazHauenu 3a OUACHOCIMUKA U JleYeHue Ha OHKO102UYHU 3a00n:a6anua”

EonHuyHa

MexayHapoaHo MY MpuTtexarten Ha Konnuec L CroviHocT
con ATC Tbproecko JlekapcTBeHa JIEKapCTBEHO MpousBso- OkoHuarenHa Msipka (mg, MsipKa /no

P
Ne kop/rpyna HENATERTHO HavMeHoBaHue dopma BELLECTBO - avTen 3pEeLIMTEnHoTo onakoBKa ml, mcg, [U) T80 MO konowna 10/ B esa ¢
. HavmeHoBaHue /INN/ MApKa 3a ynoTpeba ’ ’ Msipka B neBa ¢ nnc
Anc
1 2 3 4 5 6 7 8 9 10 11 12 13
Jlara :

HNme n pamunus :

JubxHoCT :

HaumeHnoBaHue HA Y4yaCTHHKA :

IMoanuc / Ieuat




HEHOBO INPEIVIO’KEHUE

o

YMBAJIL ,,Cetu I'eopru ” EAJ]

rp. IliioBaus, 0y.. «Ilemepcko moce» Ne66

Ipunoacenue Ne2. 3.

C HacTOsAIIOTO npeacraBaiMe HAIETO HEHOBO MPEAJIOKEHUEC 3a U3ITBJIHECHHUE HA o0IecTBeHaTa nmopb4Ka 1mo o0siBeHara ot Bac

npoieaypa ¢ npeamer ,,/[ocmaexka na 1exkapcmeenu npooykmu Heooxooumu 3a oeitnocmma na YMBAJI ,,Ceemu I'eopeu” EAJ], 2p. ITnoeous,

npeoHazHauenu 3a OUAHOCIMUKA U JleYeHue HA OHKOI02UYHU 3a001a6aHun’”

KonunuectBo [Iputexxaten Ha
MHOT'0JI030B aspelnreHreTo | EnuHW4HA 1ieHa
ATC MexayHapoIHo AKTOBHOCT A pasp A i o
CoIl TBproscko 1 OITaKOBKH/ 3a 3a Msipka /mo | OOma croiHOCT
KOJI/Tpy HEMaTeHTHO Ha Msipka . [IpousBomuTen
No HAUMCHOBaHUE Opoii ymoTpeb6a/ymoc KOJIOHA 6/ B B neBa ¢ JJJIC
mna HauMmeHoBaHue /INN/ OIMaKOBKaTa
JIOCTaBKH TOBEPEHUETO 32 neBa c JIJIC
JI0: perucTpanys
1 2 3 4 5 6 7 8 9 10 11
MHorogososa

46 V091X04 Fludeoxyglucose (18F) onaKosKa 300
Jlara :

HNme n pamunus :

JuabxHoCT :

HaumeHnoBaHue HA Y4yaCTHHKA :

IMoanuc / Meuat




INPOEKT HA J1OI'OBOP

3a 10CTaBKa HA JICKAPCTBCHHU NMPOAYKTH 32 JICUCHHUE HA OHKOJOTMYHHA 3a200JABaHHUSA

JIHEC, weevernrennnnns 2016 roa. B rp. [lnoBauB MexKIY:

1). YMBAJI “Cgetru I'eopru” EAJ] - rp. [InoBnus, ¢ anpec: rp. [lnoaus, Oyn. Ilemepcko
moce 66, npeacrasisBaHo oT npod. n-p Kapen [[xam6a30B, A.M. — M3MbIHUTENEH ITUPEKTOpP U
Mapusina I'emeBa — ['n1. cueroBoauTen, HapuuaHo mo-noiy 3a kparkoct “KYIIYBAY” or exna
CTpaHa u

2 e e , OT Jpyra cTpaHa, HapvyaHa 3a KpaTKOCT MO-J0Jy
“TTIPOJIABAY”,

Ha oCHOBaHHUe 4I. 41, an. 1 oT 3akoHa 3a o0mecTBennTe nopbuku (3OII) u BB Bpb3Ka
¢ Pemenne Ne ...... [ veeeeeee 2016 TOa. Ha MBmbanuTeHUS AupekTOop Ha YMBAJI ,,CBern
I'eopru® EAJ] 3a ki1acupaHe Ha y4aCTHUIIMTE M ONpe/e/IsiHe HA M3IbJHUTEJ HA 001eCTBEHATA
nopbYKa ¢ npeaMer: ,,/locmaexka na nekapcmeenu npooyKmu HeodXooumu 3a 0eliHocmma Ha
YMBAII ,,Ceemu I'eopeu” EAJl, 2p. Ilnosous, npeonaznavyenu 3a OuazcHOCmuKka u jeuenue Ha
OHKOJl02UYHU 3a001:26aHuA”, Ce CKJIIOYH HACTOSIIIUST J0r0BOP 32 CJIeIHOTO

I. IPEAMET HA 1OT'OBOPA

1.1. KYIIYBAYDBT Bb3nara, a IMPOJABAYDBT ce 3ambmxaBa Ja JOCTaBU Ha
KYIIYBAYA nekapcTBa (Hapu4aHU 1O HATaTbK ‘“‘CTOKUTE”), ONMUCAHU IO BHUJIOBE, OMAKOBKA U
konuuecTBa B [Ipunoxxenue Nel, koeTo e Hepa3zaenHa 4acT OT HACTOSIIMS JOTOBOP, CPELLY TAXHOTO
samwtamane ot KYITYBAYA.

1.2. JocraBkute ce uzBbpuiBar 1o 3asska Ha KYITYBAYA. KYITYBAUYUBT e 3anbiokeH aa
[IpUEME U 3aIUIaTh CcaMO KOJM4YECTBAaTa U BHUJOBETE, KOUTO € 3asBWJI U KOUTO Ca JOCTaBEHU IPHU
ycinoBusaAta Ha Hacrosuus noropop. KYIIYBAYDBT He e 1ibkeH Aa 3aBUM BCUYKU BUJOBE U
kosinuectBa no Ilpunoxenue Neol.

1.3 KYIIYBAYDBT moxe na 3asBsBa, pecri. IPOJABAYDBT e jurbxkeH na A0CTaBU 10
3asBka Ha KYIITYBAYA kosmyecTBa OT cbOTBETHMS apTUKYJI 110 IIpunoxenue Ne 1 kbM norosopa
HaJ| OIlpeJieJIecHUTe B KOJoHa Ne ...... , TIpY yCJOBME, Y€ HE Ce HaJBHlIaBa oOLlaTa CTOMHOCT Ha
oOuiecTBeHaTa MopbUKa, ChIVIACHO CHIIOTO MPUIIOKEHHUE

II. DUHAHCOBHU YCJIOBUS. OBPA3YBAHE HA IEHATA

2.1. Lenara, xosito KYIIYBAUDBT ce 3ampmkaBa ga 3amiama Ha [MPOJABAYA 3a
M3BBPIIECHUTE JOCTABKU Ha JIEKApCTBA, € MO-HUCKaTa 1IeHa OT IICHUTE, ONPeIeTIeH! KaTo peepeHTHH
croitHoctn B Ilpunoxkenne Ne2 na IUJIC, moroBopena or H3OK wmnm kpaiiHata JocTaBHa Ii€Ha,
npemnoxena oT IPOJABAYA, nocoyena B nesa, ¢ JIJIC u BcUukd pa3xoiy 0 KpaeH Mojaydarel-
Bommnuna antexa Ha YMBAJI «Cetu I'eopru» EAJL, rp. [lnoBaus, Oyin. [lemepcko moce Ne66.

2.2. IleHata e onpe/eneHa Ipyu ycJIOBUATA HA KPAeH I0JIydaTell 3a LeJIus CPOK Ha J0T0BOpa.

2.3. JloroBopeHata lLieHa He MOJUIeKH Ha U3MEHEHHE OT CTPAHUTE 110 HACTOSLIMS JI0OTOBOp,
OCBEH B cilyyauTe Ha wi. 43, ain. 2 u ain. 3 oT 3akoHa 3a oOlIeCTBEHUTE MOphUKU. B ciydaid, ue mpe3



BpEMETO Ha JIEUCTBHE Ha IOTOBOpa CTOMHOCTTA 10 4. 20 ot Hapedbama 3a ycnosuama, npaguiama
U Kpumepuume 3a B6KIOY8AHEe, NPOMEHU U/UMU USKIIOYBAHEe HA JIeKAPCMEEHU NpoOyKmu om
To3umuenus nexapcmeen cnucvk u ycrosusama u peoa 3a paboma na Komucuama no nozumuenusi
JleKapcmeen ChnucbK CTaHe IO-HHUCKAa OT JIOTOBOpEHaTa, CYMTAHO OT JaTara Ha KOHKPETHOTO
pemenue Ha Komucusita 1ocraBeHuTe J€KapCTBEHU MPOAYKTH C€ 3aIljlalliaT Ha [I0-HUCKaTa 1IeHa.

2.4. B ciyuaii, ye npe3 BpeMeTo Ha JeiicTBHE Ha J0rOBOpa 1IeHATa Ha JIEKapCTBEH MPOAYKT,
BiitoueH B [lpuiokenme Ne 1 KbM Hero, craHe Mo-HMCKa OT JOTOBOpPEHATa B CJEICTBUE Ha
u3BbpuIeHo gorosapsHe Ha H30K ¢ mpowusBoauTenu/mpuTeKaTeNu Ha paspelieHre 3a ynorpeoda,
JIOCTaBEHUTE JIEKAPCTBEHM MIPOJYKTH C€ 3aIllalllaT Ha IO-HUCKaTa I€Ha, CYMTAHO OT Jarara Ha
KOHKpeTHOTO pemieHue Ha Hapzopuus ceBeT Ha H30K.

2.5. B caydaii, ye npe3 BpeMeTO Ha JIeMCTBHE Ha JOrOBOpa JIEKAPCTBEH MPOJYKT, BKIIOUEH B
[Tpunoxxenue Ne 1 kbM n0rOBOpa, HE € Briucad B cnucbka Ha H30K, jekapcTBEHUAT/UTE MPOIYKT/H
ce 3arulamiar Ha IieHaTta Ha My/uM, ompenesieHa kato pedepentna B [lpunoxenue Ne2 na ITJIC,
aKTyajHa KbM JaTarta Ha joctaBka npu KYIIYBAYA.

2.6. OOmara §DporHo3Ha CTOMHOCT Ha JOCTAaBKUTE IO JOrOBOpa Bb3JIW3a Ha

III. PUHAHCOBHU YCJIOBUS. HAYUH HA IIVIALLIAHE
3.1. [Tnamanero Mo HACTOSIIUS JOTOBOP CE OCBHIUISCTBSBA B OBJITapCKU JieBa, Ype3 OaHKOB
npeBoj 1o cieanara cmerka Ha [IPOJJABAYA:
BaHKa: ..o

3.2. JlocTaBeHUTE CTOKH C€ 3aIulamaT Py yCIOBHATA HAa OTIOXKEHO TUIAIIAHE IO ... IHU CJIE]
J0CTaBKaTa M Mpe/cTaBsHe Ha GakTypa (MUTHHYECKA IEKIapalys) u MpueMo-TpeaaBareiata Gopma.

3.3. bankoBuTe pazxoau no npepoja ca 3a cmetka Ha KYITYBAYA.

3.4. B cnydaute, KoraTto JAocTaBKara € OCBIIECTBEHA, O€3 Ja ca cra3eH! U3MCKBAHMSATA 110
U3IBIHEHUETO i, onpenenenu B To3u aoroop, KYIIYBAYBT ce ocBoO0X/1aBa OT 3aIbJIKEHUETO
Jla TIJIaTH [IeHaTa Ha ChbOTBETHATA JOCTABKa.

IV. CPOK HA 1OCTABSIHE

4.1. JlocraBsHETO Ha CTOKHUTE, IPEJMET Ha HACTOSALIMS JOrOBOpP, C€ M3BBPILIBA B CPOK JI0
...... JTHU clie]] TIoJydaBaHe Ha 3asBka oT ctpaHa Ha [TIPOJJABAYA.

4.2. B cinyyail Ha OOEKTHBHA HEBB3MOXKHOCT 3a H3IbJIHEHHE Ha JOCTaBKaTa B CpOK,
MMPOJABAYDBT e nnwxen aa crobum Ha KYITYBAYA 3a 3akbCHEHHETO, 32 IPUUMHUTE, TOBEIIH
70 3aKbCHEHHETO, M 3a BB3MOXKHOCTUTE M CpoKa Ha jJocraBka. CpoOuiaBaHeTo € mucMeHo. B
npotuBeH ciyyail, IPOJABAYDBT ryb6u npaBaTa cu IO HAcTOSILMS JOTOBOp 3a JOCTaBKUTE
(cTokuTe), 32 KOUTO € B 3a0aBa.

4.3 IIpu nHenocrasse ot [IPOJJABAYA Ha cTOKM B CpoKa, 10roBopeH B T.4.1, TOH IbJIKHU
HeycTolika 3a 3ab6aBa B pasmep Ha 200 /mBecta/ jeBa - 3a BCEKH JeH 3abaBa Ha JIOCTaBKaTa 3a
CbOTBETHATA No3uuus ot Ilpunoxenne Ne 1.



V. MACTO HA JOCTABSIHE

5.1. Mscto Ha JnocTaBsHE Ha CTOKUTE IO TO3W JIOTOBOp €: KpaeH nosydaten — YMBAJI
«Cseru I'eopru» EAJL, rp. Ilnoaus, O6yi. Ilemepcko moce Ne66 — boianuyna anreka.

5.2. CoOctBeHOCTTa M PHUCKBT OT CIIydallHO NOrMBaHE WM MOBPEXKIAHE HAa CTOKHUTE
npemuHasa BbpXy KYIITYBAYA oT MOMEHTa Ha IPUEMAHETO UM Ha MCTOTO HA JOCTaBSIHE.

VI. JATA HA JOCTABSIHE HA CTOKUTE
6.1. 3a nata Ha T0CTaBsIHE Ce CUMTA JlaTaTa, Ha KOSITO CTOKUTE Ca IMPUCTUTHAIN B MACTOTO Ha
J0CTaBsIHE, ChIJIACHO MOJMKCAaHaTa IpUeMO-TpeiaBaTenta popma.

VIIL. BAABJI’KEHUS HA ITPOJABAYA

7. MPOJABAYDBT ce 3aabiikasa:

7.1. nma pocraBM CTOKMTE B JIOTOBOPEHMS CPOK M Ja T'M Ipenaae MNpUIAPYKEHH ¢
HeoOxoumara JOKYMEHTAalUs 32 Ka4eCTBO U IPOU3XOJ U ChIJIACHO HOPMATUBHUTE M3UCKBAHMS 3a
nobpa TucTpuOyTOpCKa MPAKTHKA;

7.2. na mpenajge CTOKUTE B CbOTBETHHMS BHJ, KOJMYECTBO M KAYeCTBO HAa MSCTOTO Ha
JOCTaBsIHE;

7.3. cien nocTaBsiHE Ha CTOKUTE 10 KpailHus noiydvaren na npeacraBu Ha KYITYBAYA
JOKYMEHTHTE, N30pOeHH B TOUKa 3.2. OT HACTOSIIMS 1I0TOBOP;

7.4. Axko ITPOJABAYDBT e obsBui B odeprara cu mo oOlIecTBeHaTa MOpPBYKA, 4e IIe
m3non3a  nogusnbiHurenu, I[MPOJABAYDBT e miexeH JAa CKIOYM  JIOTOBOPU €
MOU3MBIHUTENUTE, KakTo U na npefoctaBs Ha KYITYBAYA wundopmanus 3a niamaHusTa mo
JIOTOBOpUTE 3a noausnbiHeHue. HdopMmanusaTa 3a miamanusTa rno J10roBopuTe 3a NOU3I'bIHEHNE
ce npenoctaBs Ha KYIIYBAYA B nucMeH BuJ B Cpok 10 7 paOOTHHU JHM Clej IUIAIAaHETO U
ChJIbp’Ka HOMEpa Ha HACTOSALIUS JOrOBOP, MHAMpPUIyald3uupalia HHpopmanus 3a J0roBopa c
IO JIU3ITBIIHATENS, JAHHU 34 [0 JIU3IIBIHUTEINS, pa3Mep, OCHOBAHUE U JaTa Ha IUIALAHETO.

VIIL BAABJIKEHUS HA KYITYBAYA

8. KYIIYBAYDBT ce 3anbikaBa:

8.1. ma mpueMe JOCTaBEHUTE B CPOK U HAa MSICTO CTOKH, ChOTBETCTBAILU IO BHUJI, KOJHYECTBO
Y Ka4eCTBO Ha OMMCAHOTO B HACTOSIIIHS JOTOBOD;

8.2. a 3amiaTé JOCTaBEHUTE CTOKU B YTOBOPEHUTE CPOKOBE.

8.3. ma mpueMe W 3aljiaTH caMoO KOJIMYeCcTBaTa, KOMTO € MUCMEHO 3asBWI. B Texect Ha
KYITYBAYA e aa ynoctoBepu 3asBKkaTa U HeliHOTO noJiydasaHe oT [IPOJJABAYA.

IX. MIPUEMAHE U IPEJABAHE HA CTOKHUTE.

9.1. IlpuemMaHeTo Ha CTOKMTE C€ OCBUIECTBSIBA B IPUCHCTBUETO HA YI'BJIHOMOUICH
npenctasuren Ha YMBAJI «Cetu I'eopru» EAJ], rp. [1noBaus.

9.2. Ilpm mnpuemMaHeTo Ha CTOKMUTE C€ TOJANKCBA MpUeMo-TipenaBareiaHa ¢opma,
yIOCTOBEpsIBAIlla Y€ CTOKUTE OT ChOTBETHUS BHUJI, KOJIMYECTBO U KAUECTBO €A IMOIY4YEHH.



X. KAYECTBO, TAPAHIIMU U CPOK HA TOAHOCT.

10.1. KauecTBOTO Ha CTOKMTE, NpEAMET Ha HACTOSIIUS JOrOBOp, CJEJBA Ja OTroBaps Ha
TEXHUYECKUTE CTAHJAPTH Ha MPOU3BOANUTEIS.

10.2. KpM mataTa Ha 10CTaBKaTa, TapaHIIMOHHUIT CPOK HA CTOKHUTE, IPEIMET Ha HACTOSIIIHS
noroBop € cwritacHo odeprata Ha [IPOJABAYA, HO He € mo-ManbK oT 60% OT ocTaTbYHUS CPOK
Ha FOJHOCT.

10.3. B ciyuail Ha gOCTaBKa Ha JIEKAPCTBEH MPOJYKT C MO-KPaTbK OT JIOTOBOPEHUS CPOK Ha
TOJJHOCT, M3IBIHUTEIIAT 3aIljIalia HeyCTOHKa B CIICTHUTE Pa3MEpH:

om 59,99% 0o 50% - 5% evpxy cmounocmma na oocmaskama,

om 49,99% 0o 40% - 10% evpxy cmoiinocmma Ha 00cmagrkama,

om 39,99% 0o 30% - 30% ewvpxy cmotinocmma Ha docmagkama,

om 29,99% 0o 20% - 60% evpxy cmotinocmma Ha 0ocmagrama,

noo 20% - 90% ewvpxy cmoiinocmma na oocmaskama,

10.4. [loctaBkaTa Ha JIEKQpCTBEH MPOAYKT C OCTAThUEH CPOK Ha TOJHOCT MO-Manbk oT 40 Ha
CTO OT OOSIBEHHSI OT MPOU3BOJIUTENS CE U3BBPIIBA CAMO C MOTUBUPAHO PEUICHNE Ha U3IIBIHUTEITHHS
JIUPEKTOpP Ha JIeueOHOTO 3aBeJCHUE 32 KOHKPETHO KOJIUYECTBO, OMPEAEIeHO OT Hero. be3 m3puiHo
MUCMEHO ChIVIACHE H U3MBIHUTEIHUS JUPEKTOP HA JIEYeOHOTO 3aBe/IeHHE CTOKUTE HE Ce 3aIlialiar.

10.5. CpoxkbT Ha TrOJHOCT Ha IMpe/UlaraHuTe CHeU(PUYHU OHOJIOTMYHU JIEKapCTBEHU
NPOAYKTH ClieBa Aa ObJe HE MO-MaTbK OT 25 /ABamecer W mer/ Ha CTO OT OOSIBEHHS OT
MIPOM3BOIUTENS KBbM JIaTaTa Ha BCSKa JI0CTABKa.

10.6. B ciyuail Ha nocraBka Ha creM(PUUHU OMOJIOTMYHM JIEKAPCTBEHU HPOAYKTH C IIO-
KpaTbK OT JOIOBOPEHHUsI CPOK Ha TOJHOCT, M3IBIHUTENAT 3allialla HeycTolika B pazmep Ha 20%
BBPXY CTOMHOCTTA Ha JI0CTaBKara.

10.7. locraBkara Ha crienu(pUIHU OUOJIOTMYHU JIEKAPCTBEHU MPOYKTU C OCTaThU€H CPOK Ha
TOJHOCT TO-MaJbK OT 15 Ha cTO OT 0OSIBEHUsI OT MPOU3BOAMTEINS HE CE JOMYyCKa M HE ce 3arjamar
ot KVIIYBAYA.

XI. OTTOBOPHOCT 3A HETOYHO M3ITBbJIHEHHUE.

11.1. KYIIYBAYDBT npensassasa npen IPOJABAYA pexnamanuu 3a:

a/ KOJMYECTBO M HEKOMIUIEKTHOCT Ha CTOKUTE WJIM TEXHHYECKaTa IOKYMEHTalus /SBHU
HEIOCTaThLK/ IPU TAXHOTO MPHEMAHE;

0/ KaueCTBO /CKPUTH HEOCTATHIIH/

B) IIpU JIOCTABSHE HA CTOKU HE OT JIOTOBOPEHUST BUJI, IOCOYEH B T. 1.1. mpu npuemMaHeTo UM
WIH B NI0-KbCEH MOMEHT, KbM JlaTaTa Ha KOHCTaTUPAHETO UM;

11.2. Pexnamaiuu 3a SBHH HEJOCTAaTHIM HA CTOKUTE CE 3alliCBAT B IPHUEMO-IIpeiaBaTesHaTa
(dopMa, KOSATO ce MOANKUCBA OT IpUEMaIlMsl U IpeaaBamius (IpUHOCUTEN, IPEBO3BAaY) CTOKUTE, KAaTO
10 IPEeLeHKa Ha IPUHOCUTENSI CTOKUTE MOraT Ja OCTaHaT Ha ChbXpPaHEHHE M OTFOBOPHO Ia3eHe Mpu
KYIIYBAYA. B T1o3u ciyuail coOCTBEHOCTTa BBpPXY CTOKUTE HE C€ IPEMHMHaBa BBPXY
KYIIYBAYA. Pexnamanuure ce npensassasar Ha [IPOJJABAYA B TpuiHEBEH CpPOK,

11.3. Pexnamanuu 3a CKpUTH HEAOCTATBLM CE€ IMPABST MpPe3 LENHs CPOK HA FOJHOCT, KaTo
pexIamManuaTa ce NpUIpYyXkaBa 3aAb/LDKUTEIIHO OT KOHCTATUBEH IPOTOKOJ, U3JAACH OT HE3aBUCHM



KoHTpoJieH oprad, 3a koero KYITYBAY'BT yeenomsisa IPOJABAYA. KYIITYBAUYBT e nnbxeH
na ysenomu nucMeHo ITPOJTABAYA 3a ycTaHOBEHUTE HEAOCTATBIU B CEIEMIHEBEH CPOK.

11.4. B pekiamanuure ce€ IMOCOYBA HOMEPHT Ha JOTOBOPA, TOYHOTO KOJHUYECTBO Ha
[IOJIYYEHUTE CTOKM M IAPTUJHU HOMEpa, OCHOBAHMETO 3a pEKJIaMallds U KOHKPETHOTO MCKaHE Ha
KYIIYBAYA.

11.5. B neraneBen cpok oT nosydaBaHe Ha pekinamanusata, [IPOJABAYDT cnexsa na
otroBopy Ha KYITYBAYA nucMeHO ¥ KOHKPETHO AU IIpUEMa PEKJIaMalUATa UIU 51 OTXBBPJISL.

11.6. [Ipu pexnamanus 3a sieHu Henoctarblin [IPOJABAYBT e mibxen B cpoka mo T. [V
OT HACTOSILUSA JOTOBOP 3a CBOSI CMETKA M PUCK Ja JOCTaBU HAa MACTOTO HA IOCTaBsSHE JOTOBOPEHUTE
croku. [Ipu pexnamanuu 3a ckputu Hepoctarblu [IPOJABAYDBT nnbxken B cpoka no T. 4.1. 1a
3aMEHU CTOKMTE 3a CBOSI CMETKA U PUCK.

11.7. Ilpu otka3 3a wusnbiHenue Ha gorosopa, ITPOJABAYDT nbmxu enHokparHa
HeycToMka B pasmep Ha 20% OT cToMHOCTTa Ha chOoTBeTHaTa mosuuus ot [Ipunoxkenue Nel, 3a
KOSTO € HalpaBeH OTKa3a. 3a 0TKa3 OT U3IIbJIHEHUE Ha JIOTOBOpA C€ CUMTA U JIMIIcaTa Ha OTTOBOP B
IIPOJBJDKEHHUE Ha MOoBede OT 3 JHM ciiesl noJjiyyaBaHe Ha nucMeHo 3anurBaHe Ha KYIIYBAYA 3a
CpOKa, B KOMTO 111e Ob/ie N3ITbIHEHA J0CTaBKaTa.

XII. OTTOBOPHOCT ITPH 3ABABA. HEYCTOHKHN

12.1. 3a HeusIbJIHEHHE Ha 3a]bJKEHMTA cu 3a gocTaBka B cpok, [IPOJJABAYDBT nbiku
Ha KYIIYBAYA Heycroiika B pasmep Ha 200 neBa Ha J€H BbpXY CTOMHOCTTa Ha J0OroBOpa B
JIOTOBOPEHUTE CPOKOBE 3a/IbJDKEHHE, HO He moBeue oT 20% /nBajaeceT mpoieHTa/ OT CTOHHOCTTa Ha
HEU3II'bIHEHUETO, KAaKTO U O0O0e3leTeHHE 3a NPETbpPIEHUTE BPEIU B CiIydyauTe, B KOraro Te
HaJIXBBPJIST JOTOBOPEHATA HEYCTOMKA.

12.2. [Ipu Hem3mbIHEHUE Ha 3aabiKeHusATa cu 1o T.3.2. oT AoroBopa KYIIYBAYU'BT abmxu
HeycToiika B pasmep Ha 0,02% 3a Bceku neH 3abaBa, HO He moBede OT 2% OT CTOMHOCTTa Ha
HeusJb/oKeHaTta cyma. CTpaHUTEe ce ChIJlacsiBaT, Y€ YrOBOpPEHATa HEYCTOMKAa KOMIIEHCHpPA M3LSIIO
3a0aBaTa M Y€ HE CU JIbJDKAT JIMXBU 3a LieJMs nepuoj Ha 3abaBara. B ciydail, ye [IPOJJABAYA
CUMTa, Y€ BCIEACTBUE Ha 3a0aBaTa € MPETHPIUl BPEAM HAJl NpPEIBUJCHATA HEYCTOMKAa, TEeXHHST
pa3Mep MoAJIKH Ha JI0Ka3BaHE U HE ce Ipe3yMHpa ¢ pa3Mepa Ha HeycToMKara.

12.3. Korato, npu Hanuuue Ha pexiamanuu, IPOJABAYDBT He u3nbiHu 3aabKeHUsATA
cu mo pazzmen XI OT HACTOSIIMS JOTOBOP B CPOK, OCBEH OOE3IIETeHHE, CHINUAT IbKA Ha
KYIIYBAYA HakazarenHa HeycTOWKa B pasmep Ha 50 Ha CTO OT LieHaTa Ha CTOKUTE, 32 KOUTO ca
HaIPaBEeHU peKJIaMalluuTe.

12.4. He3aBucumo oT mpuumHUTE, Ipu 3a0aBa B goctaBkute oT crpaHa Ha [IPOJABAYA
(ocBeH B ciiyuyaute Ha ¢opcMakopuu odcTosiTescTBa nmo pasnen XIII), npoabiokuina moBeye ot
net padotHu aHu, KYIIYBAYDBT nma npaBo ja npekpaTd €AHOCTPAHHO M3LSAJIO WIM YaCTHUYHO
norosopa, kato gane Ha ITPOJABAYA noaxozduy Cpok 3a U3IBIHEHHUE C MPENYNPEKICHUE, Ue
ClIe]l M3TUYAaHETO Ha CPOKa e cMmsATa Jorosopa 3a npekpareH. B to3u ciaydaii KYIIYBAYDBT He
IbJDKU HeycTolka u obesmerenue 3a nperbpreHute oT IPOJABAYA Bpeau oT npekparsBaHETO
Ha JI0roBopa.

12.5. KYITYBAYBT uma npaBo s1a IpeKpaTH I0roBOpa U U3BBH CIIlydyauTe Ha MpeaXoHaTa
T.12.3., KOoraro B X0/1a Ha M3MBJIHEHHE Ha JOTOBOPA M/WIM Bb3 OCHOBA HA HANIPABEHO BB3PaKCHUE,



C€ YCTaHOBHU, Y€ HEC MOKC Jida HU3IBbJIHU CBOUTC 3aAbJUKCHHA B pPE3YyJITaT Ha O6CTO$ITCJ'ICTBa,
BB3HUKHAJIM CJICA CKIIFOUBAHC Ha JIO0T0OBOpaA, KAaTO JIMIICaTa Ha JOCTATbYHO NPHUXOAH, OTIIAAaHC Ha
HYy)XJaTa OT CbOTBCTHUTC CTOKH U T.H.

XIII. POPCMAKOPHHU OBCTOATEJICTBA

13.1. CtpanuTte Mo HACTOSIIMS JOTOBOP HE AB/DKAT 00E3IIEeTeHUE 3a TTIOHECEHUTE BpEeau U
3ary0u, ako IOCJIeIHUTE ca MPUUMHEHU B PE3Y/ITAT Ha HENPEO10JuMaTa CUia.

13.2. Ako cTpaHara, KOSITO € CIe/IBaJIO J1a U3IIBIHU CBOE 33 IbJKEHHE 10 JOoroBopa € Ouia B
3a0paBa, TS HE MOJKE J1a Ce MI030BaBa Ha HENPEOJ0INMa CUIIA.

13.3.“Henpeomonuma cuima” MO CMHCBHJIa Ha TO3M JOTOBOpP € HENPEeIBUICHO W/WIH
HETPeIOTBPATUMO CHOUTHE OT U3BBHPENICH XapaKTep, Bb3HUKHAIIO CIIE]] CKIIOUYBAHETO Ha JOTOBOpA.

13.4. Crpanata, 3acerHata OT HENpeOJoJIMMa CHJa, € JUIbXKHAa Ja HpeanpueMe BCUYKHU
HeﬁCTBHH C I'puiKara Ha }Z[O6’I)p CTOIIaHWH, 3a /1a HaMaJId 10 MUHUMYM IMOHCCCHUTC BPECAU U 3ary61/1,
KaKTO M Ja yYBCAOMHU IIMCMCHO Jpyrara CTpaHa B ABYCCIMHUYCH CpPOK OT HACTBIIBAHCTO Ha
Henpeogonumara cuia. Ilpu HeyBenoMmsBaHe ce Ob/DKM OO€3IETEeHHE 3a HACThIWIWTE OT TOBA
BpeIy.

13.5. Jloxato Tpae HempeoaoIuMaTa cuja, U3M'bIHCHUETO Ha 3abJKEHUATA U CBBP3aHUTE C
TSX HACPEIHH 3aIbJIKEHUS Ce CIHpA.

13.6. He npencrasnsiBa “HenpeojoiMMa cuia” cbOUTHE, NPUUYUHEHO 110 HEOPEXHOCT WU
ype3 ymunuieHo aeiictBue Ha KYIIYBAYA wmm Ha HEroBu NpPEACTaBUTEIM W/WIH CIYKUTEIH,
KaKTO U HepocTtura Ha napuunu cpenctsa Ha KYITYBAYA.

XIV. CIIOPOBE

14.1. Bb3HUKHaIUTE Ipe3 BPEMETPACHETO Ha JIOTOBOpa CIOPOBE U PA3HOIIIACUS MEXKAY
CTPaHMTE CE€ PEIABAT YPE3 IIPErOBOPU MEXKAY TSIX.

14.2. B ciyuail Ha HeNOCTUraHe Ha JIOTOBOPEHOCT MO MPEIXOAHUS 4WIEH, BCUUKH CIIOPOBE,
IIOPOJEHHU OT TO3U JOIOBOP MJIM OTHACSIIM CE 10 HEro, BKJIIOYUTEIHO CIIOPOBETE, IOPOJACHHU OT WIH
OTHACSIIM C€ 10 HETOBOTO ThHIKYBAaHE, HEACHCTBUTEIHOCT, HEU3I'BJIHEHUE WIHM IIPEKpaTsIBaHE IIIe
ObJaT paspeliaBaHy cropen ObJIrapCKUTe MaTepUaHU M HPOLECYaHU 3aKOHM OT KOMIIETEHTHHUS
cbA 1o pena Ha ['TIK.

XV. CbOBUHIEHUSA

15.1. Benuku cboOLIeHNs MEXIy CTpaHUTE, CBbP3aHU C U3I'BJIHEHUETO Ha TO3U JIOTOBOp ca
BaJIMAHU, aKO Ca HAIIPABCHU B IMCMECHA q)opMa, noanrucaHu OT YII'bJIHOMOIICHUTE NPCACTABUTCIIN HA
MPOJABAYA i KYITYBAYA.

15.2. 3a nara Ha chOOIIEHUETO ce CMsTa: JlaTaTa Ha MPeaBaHeTo — IPU PhYHO NpeAaBaHe Ha
ChOOIICHNETO; JaTara Ha MOLICHCKOTO KJIEHMO Ha oOpaTHara pasNucKka — MpU H3MpaliaHe o
noliara; 1aTaTta Ha IpUeMaHeTo — P M3MpallaHe mo Tenedaxc.

15.3. 3a Basiu1HU aipecu 3a MpruemMaHe Ha ChOOIIEHHUs, CBbP3aHU C TO3H JIOTOBOP CE€ CMATAT:

3A MIPOJABAYA: ..o BAKYIYBAYA: ...



15.4. Tlpu nmpomsiHa Ha aapecute mo T.15.3. choTBETHaTa CTpaHa € ATbXXHA Ja YBEIOMH
Jpyrara B TPUIHEBEH CPOK OT MPOMSIHATA.

XVI. IPYT'H YCJIOBUSA

16.1. UBIIBJIHUTEJIAT npenocrassi rapaHuys 3a HU3NbIHEHHE B pasmep Ha 2% oOT
cToitHocTTa Ha noroBopa 6e3 JJIC. bankoBuTe pa3xoau MO OTKPUBAHE HA rapaHIIUsATa ca 32 CMETKa
Ha U3IMIBJHUTEJIS. Toii mpeaBwkia ¥ 3amviamia TaKCHTE MO OTKPHBaHE W OOCIy)KBaHE Ha
rapaHIysTa, Taka 4e pa3Mepa Ha rapaHIusaTa 1a He ObJie 0-MaTbK OT [OCOYEHHUS.

16.2. IIpu npeacrapsHe Ha OaHKOBA rapaHIMs ChlIaTa ce NpeaaBa B OPUTMHAI B MOMEHTA Ha
MOAINKCBAaHE Ha JIOTOBOpa IO NPHJIOKEHUs KbM JOKyMEHTauusTa oOpasen. baHkoBaTa rapanuus
cllefiBa J1a € CbC CPOK Ha BainuaHoOCT ¢ 30 aHM mo-rosisiMa oT 12-mMecedHHs] CPOK Ha HACTOSILHUS
JIOTOBOP.

[Ipu yaemkaBaHe Ha 12-mMecedHMsI CPOK — IPU HEMOJIMCBaHE HAa HOB JIOTOBOP IO peja Ha
30I1 w/unu npu ycnosusara Ha wi. 43, an.2, 1. 5 ot 3011 (wm apyra B3MOXKHOCT 32 YABIDKABaHE B
HoBa peaakius Ha 3akoHa), [IPOJABAYDBT e anbxkeH Aa OJAHOBU rapaHIMITa CH 32 U3IMBJIHEHUE
— KaTo BHECE MapUyHa rapaHliys WK MpEeACTaBU HOBAa OAHKOBA rapaHLUs C aKTyaIM3UpPaH CPOK,
Koito € He mo-kpaThk oT 12 mecena. IPOJABAYDT u3nbiHsgBa TOBa 3aAbKEHUE B CPOK 110 2
Mecella ciesl u3Tu4aHe Ha 12-MeceuHus Cpok.

16.3. T'apanmusra mnoxa ¢opmara Ha THapuyHa cymMa Ce€ MpeBeXkJa MO CMEeTKara Ha
BB3JIOKUTEJIA:

YMBAJL ,,CBETU 'EOPTU” EA/], rp. ILln1oBaus
banka: IIKb A/l — kjon ILliioBauBe

IBAN : BG 72 CECB 9790 1051 2974 00

BIC: CECBBGSF

16.4. [Ipeacrasenara ot U3IIbJIHUTEJISA rapanius 3a u3nbJIHEHME HA JJOTOBOPA MOXKE J1a
obpae 3aappxkada or BB3JIOKUTEJISA cbpazmepno, npu yciosue, ye USIIBJIHUTEJAT He
M3IBJIHU M3LSJI0 WIIM YacTUYHO 3aJbJDKEHUs IO TO3M JoroBop. ['apanmusiTta ce ocBoOox1aBa OT
BB3JIOKUTEJISA B cpok ot 30 (Tpuaecer) JHU ciiel MPUKIIOUYBAHE U3I'BJIHEHUETO HA JI0rOBOPA,
0e3 J1a ce HaYKCIsABAT JIMXBU 3a IEpUOJa, IIPe3 KOWTO Cpe/icTBaTa ca IIPECTOSUIN IIPU HETO.

16.5. Bb3JIOKUTEJIAT uma npaBo Ja OpUCTBIM KbM YIPaXKHSBaHE Ha IpaBaTa IO
rapanuusTa 3a usnbiHeHne, korato USIMbJIHUTEJAT He u3nbiaHu HIKOE OT 3aAb/DKEHUSTA CH
[0 JIOTOBOpA, KaKTO M KOraTo HpeKbCHE WIM 3a0aBU H3MBIHEHUETO Ha 3aJbJDKEHHUSTa CHU IO
JI0OTOBOpA € MOBEYE OT B PaOOTHU JHM.

XVIIL. IPEKPATSIBAHE HA 1OI'OBOPA

17.1. HacTosiiuusiT JOroBOp ce mpeKparsipa:

- [10 B3aUMHO CBIJIACUE;

- C U3THYaHE Ha CpOKa, 32 KOWTO € CKJIKYEH, KaTro cjeaBa Ja ce UMaT HpeaBuj
BB3MOKHOCTHUTE 3a YAbJDKaBaHE CPOKa Ha I0roBopa, AaaeHu B paznen XVIII;

- eqnocTtpanHo oT KYITYBAYA 6e3 npenusBecTue Npu Bb3HUKBAHE HA OCHOBAHUETO 110 4L
7, an.3, uzp. Bropo ot Ilocranonenue Ne 146 ot 09.06.2015r. na M3 3a cb3naBane Ha LlenTpanen



OopraH 3a Bb3JIaraHe Ha OOIECTBEHU MOPBUYKU B CEKTOP ,,3/paBeora3BaHe” - OCBEH 3a CTOKHUTE, 3a
KOUTO JIOTOBOPEHUTE YCIOBHS ChOOpa3HO M30paHMs KPUTEPHid 3a OIEHKA ca MO-O1aronpusTHH OT
TE3U TI0 PAMKOBOTO CIIOpa3yMEHHE;

- B IPYT'H CIIy4Yau, PEeIBUACHH B 3aKOH MJIH MOJ3aKOHOB HOPMATHBEH aKT;

- IIpH TOATIMCBAHE HA HOB JOTOBOP 3a OOIECTBEHA MOPBHYKA ChC CHIIHA MPEAMET — U3LSIO0
WIM YaCTUYHO 3a CTOKWTE, 32 KOUTO € MOJIKCAH HOBHUS JOTOBOP CJIEJ MpOBEJIeHA MpoLeaypa Io
30I11.

17. 2. Hactoamusar J0roBop Moke Ja ObJie IpeKpaTeH:

- B cinyyaute Ha ui. 43, an. 4 or 3O0Il, mpu yroBopeHo o6e3lIeTeHHE, ABLKMMO Ha
KYITYBAYA, B pasmep 1o 50 1B.;

- €AHOCTPAHHO, C 6-MeCeYyHO MHCMEHO MPEIN3BECTHE;

- B IPYTY CiIy4au, IPEJABUICHH B HACTOSIIHS JOTOBOP.

17. 3. Ilpu npekpatsiBane Ha goroBopa Ha mocoyeHute ocHoBanusi, KYIITYBAUDT ne nbmku
oOe3mietenus 3a Bpeau, kouto [IPOJJABAYDBT e nperbprsia B Clie[ICTBUE Ha MPEKPATIBAHETO HA
JI0TOBOpA.

XVIIIL 3AK/IIOYUTEJIHU PA3IIOPE/IBU

18.1. CpoxbT Ha JOroBOpA €:

- 12 mecerna;

- Jlo CKJIIOYBAaHETO HA HOB JOIOBOP ChC ChIIMA INPEAMET [0 pela U IMpHU YCIOBUATA Ha
3aKoHa 3a 00IIEeCTBEHNUTE MOPBUKHY;

- [Ipu HenoanucBaHe Ha HOB JOTOBOP B 12-MeceuHHUs: CPOK JOTOBOPBT MPOIbIKABa CBOETO
neiicTBUe 3a CpoK 710 6 Mecela, cie]] KOeTO CTpaHUTe OMxa MOIJIM Ja IPUII0KAT Bb3MOXKHOCTUTE Ha
3011 3a yabpxkaBaHe Ha CpoKa, ako ca HaIMIIE IPEJBUACHNUTE B 3aKOHA OCHOBAaHHUSA (KbM MOMEHTA Ha
OTKpHBaHe Ha 00lIecTBeHaTa NOpPbUKa Bb3MOXKHOCTTA € 10 ui. 43, an.2, 1. 5 ot 30I1).

18.2. HacTosmusaT 10roBop BiK3a B CHJIa OT HOJIMCBAHETO MYy OT JIBET€ CTPaHM, HO HE I10
PaHO OT ............... TOJIMHA (nOCOY6a ce KOHKpemHama 0ama, HA KOAMO U3MU4a CMapus
002060p 3a 00uLecmeena NOPLUKA UL 0AMA HA CKIIOYEAHE HA HACM OAUUA 002060D).

18.3. HacTtosmust 10roBop He MOXe Aa Objie IPOMEHSH U JIOMBJIBAH 32 CPOKA HA HETOBOTO
JieicTBHE, OCBEH B CilyyauTe Ha wi. 43 oT 3aKoHa 3a 00LECTBEHUTE OPbUKHU.

18.4. Ilpu nonguceanero Ha HacTosAuus gorosop U3IT'BJIHUTEJIA npeacraBu aexnapanust
1o wi. 4, ann. 7 v no ui. 6, an. 5, 7. 3 3MUII u nexknapanus no no wi. 6, an. 2 3SMUIL

18.5. HactosmusaTr 10roBop ce chbCTaBu B TPU €IHOOOPA3HU €K3EeMIUISpa Ha ObJIrapCKu €3UK
—enuH 3a [IPOJJABAYA u 18a 3a KYIITYBAYA.

18.5. HepasaenHa 9acT OT HACTOSILUSA JOTOBOP €A CICIHUTE IIPUIIOKECHMUS:

IIpunoxenune Nel — JlekapCcTBEHMTE MPOAYKTH, OIMCAaHU II0 BHJIOBE, OIAKOBKA WU
KOJIMYECTBA, 3a KOUTO YYJAaCTHUKBT € U30paH 3a U3I'bJIHUTEII C [IOCOYEHH LIEHU 3a I0CTABKa.

[Tpunoxenue Ne2 — Odepra

[Tpunoxxenue Ne3 — TexHMUECKO NMPEATIOKEHUE

3A KYIIYBAYA: 3A ITIPOJJABAYA:



INPOEKT HA J1OI'OBOP

3a I0CTAaBKA Ha JIEKAPCTBEH NMPOAYKT 3a AMarHocTuka Ha tymopu ¢ PET



HHPHIIO’KEHUE Ne3

Cnenmnpukanus Ha JeKapcTBeUTe NPOLYKTH,

NpeaAHa3HAYCHH 3a THATHOCTUKA U JICYCHHE HA OHKOJIOT MIHHA 3a009BaHusA

Mﬁ:ﬁg::fﬁﬂfo NexapcTaeHa Konnyectso Konnyectso no
COIl Ne | ATC kopn HAVMEHOBAHME q)g a nekapcteeHo | Msapka | eavHuua mspka -
/INN/ P BELLECTBO Makc. Ao:
1 2 3 4 5 6 7
von Willebrand
1 |Bo2BDOG | _factorand napexTepana 1000 U 100000
coagulation factor dopma
VIl in combination
Methoxy napeHTepanHa
2 BO3XA03 polyethylene cbopma 150 mcg 60000
glycol-epoetin beta P
MethOXy napeHTeparnHa
3 | B0O3XA03| polyethylene P ol ﬁa 200 mcg 60000
glycol-epoetin beta P
4 |HO1ABO1| Thyrotropin alfa | M@PeHTepanHa 0.9 mgmi-121 77,76
dopma ml
5 HO2AB02 | Dexamethasone | "aPeHTepanta 40 mg 400000
¢opma
6 HO2AB02 | Dexamethasone | NaPeHTepanHa 8 mg 80000
¢opma
7 | L01BBO6 Clofarabine rapenTepanta 20 mg 640
¢opma
8 | LO1BCO1 Cytarabine rapenTepanta 500 mg 170000
¢opma
9 |LO1BCO5| Gemcitabine | "apeHTepania 200 mg 34000
¢opma
10 | L0O1CDO1 Paclitaxel rapenTepanta 30 mg 9000
¢opma
11 | LO1XAO1 Cisplatin napeHTepanta 100 mg 50000
¢opma
12 | LO1XC02 Rituximab rapenTepanta 100 mg 200000
¢opma
13 | LO1XC02 Rituximab rapenTepanta 500 mg 1000000

¢opma




napeHTepanHa

14 LO1XCO02 Rituximab opma 1400 mg 1400000
napeHTepanHa
15 LO1XCO03 Trastuzumab opma 150 mg 180000
16 | LO1XCO3 | Trastuzumab | "aPeHTEPanHa 600 mg 180000
¢opma
. napeHTepanHa
17 LO1XCO07 Bevacizumab dopma 400 mg 240000
. napeHTepanHa
18 LO1XCO07 Bevacizumab opma 100 mg 6000
19 |LO1XC10| Ofatumumab | M@PeHTePana 100 mg 12000
¢opma
napeHTepanHa
20 LO1XC10 Ofatumumab cbopMa 1000 mg 120000
Brentuximab napeHtepanHa
21 LO1XC12 vedotin copma 50 mg 4000
22 |LO1XC13| Pertuzumab rapenTepanta 420 mg 84000
¢opma
23 LO1XC14 Trastuzumab napeHTeparnHa 100 mg 20000
emtansine dopma
o4 LO1XC14 Trastuzumab napeHTepanHa 160 mg 32000
emtansine dopma
. napeHTepanHa
25 LO1XC18 | Pembrolizumab opma 50 mg 2500
26 |L01XC21| Ramucirumab | M@PeHTepanta 100 mg 15000
¢opma
27 | LO1XEO1 | Imatinib LH203 repoparta 100 mg 10080000
¢opma
- nepoparsnHa
28 LO1XEO03 Erlotinib bopma 100 mg 72000
29 | LO1XE03 Erlotinib repoparHa 150 mg 810000
¢opma
30 | LO1XE08 Nilotinib repoparta 200 mg 10752000

¢opma




nepopanHa

31 LO1XE10 Everolimus dopma 5 mg 2400
32 | LOIXE14 Bosutinib ”eg;%fn’;”a 100 mg 840000
33 | LO1XE14 Bosutinib ”eg(’)%fn’;”a 500 mg 840000
34 |LO1XE15| Vemurafenib ”egz%fn’;“a 240 mg 1451520
35 | LO1XE17 Axitinib ”egz%i‘n’;“a 5 mg 13440
36 | LO1XE23 Dabrafenib ”eg(’)%fn’;”a 75 mg 108000
37 | LO1XX23 Mitotane ”eg;%fn’;”a 500 mg 250000
38 | LO1XX43|  Vismodegib ”eg;%fn’;”a 150 mg 210000
39 | L02BB04 | Enzalutamide ”eg(’)%fn’;”a 40 mg 53760
40 |LO3ABO04 | Interferon Alfa nangsﬁgma 3000000 | 10001U 15600000
41 | LO3AX16 Plerixafor ”ap;ﬁgsﬁg””a 24 mg 288
42 |MO5BA06| Ibandronic acid ”eg;%fn’;”a 50 mg 14000
43 | N02AAO1 Morphine ”apz'gshag““a 10 mg 6000
44 | N0O2ABO3 | Fentanyl 25 mcgh Tpa”(‘;%%?w“f””a 4,125 mg 165
45 |VO3AC02| Deferiprone ”eg;%fn’;”a 100mg/mi mg 1800000
47 | LO1BCO7 Azacitidine rapenTepanta 100 mg 100000

¢opma




COfrl

MexxgyHapogHo

AKTUBHOCT Ha

KonuyectBo no

No ATC kop HenaTeHTHO oNaKoBKaTa Msipka MspKa -_MaKc.
HanmeHoBaHue /INN/ [o:
solution for injection - MHOMOI030B4
46 V091X04 | Fludeoxyglucose (18F) activity 13,5+16,5 A 300
OITaKOBKa

GBq




J0
M3nbaHUTENHUS] AUPEKTOP

Ha YMBAJI ,,.Ceetu I'eopru” EAJ]

I[NPEJACTABSHE HA YYACTHUK

B MpoOIIe/aypa 3a Bb3jIarane Ha oOLIecTBEHA MOPhUKa C MPEaMeET: ,,JlocTaBka Ha JeKapcTBeHH
NpoayKTH HeoOxoaumu 3a neiiHocTTa HAa YMBAJL ,,CBern I'eopru” EAJL, rp. IlsioBaus,
NpeIHa3HAYEHH 32 JUATHOCTHKA U JieYeHHe HA OHKOJIOTHYHU 3a00/19BaHUA”

AJMUHUCTPATUBHU CBEICHUS

HanmeHoBaHue HA yyaCTHUKA:

EUK/BYJICTAT/ETH

(wnmu npyra uaeHTudUnrpana nHpopManus B CbOTBETCTBHUE ChC
3aKOHO/AaTEJICTBOTO Ha JIbP’KaBaTa, B KOSITO YYaCTHUKBT € YCTAaHOBEH)

Cenanuiiie:

- IOMICHCKK KO, HACCJICHO MACTO:

- yi./0yn. Ne, 610k Ne, BxoJ, eTax:

Anpec 3a KOPECIIOHICHIIUS:

- IOMICHCKHK KO, HACCJICHO MACTO:

- yi./0yn. Ne, 610k Ne, BxoJ, eTax:

Tenedon:

daxc:

E-mail agpec:

(B cityyaii ye y4acCTHUKBT € 00eIMHEeHNe, HHPOpMALUTA Ce TIOIbJIBA 32 BCEKU YYACTHHUK B
00eMHEHNETO, KaTo ce 100aBsi HeOOXOJUMUAT Opoii mosera)

Jluna, npeacraBisBally YYaCTHUKA MO YIPEIAUTENCH aKT:

(ako ynuIIaTa ca moBeyYe OT €IHO, c€ 100aBsi HEOOXOAUMHUSAT Opoil moseTa)

Tpute umena, ET'H,
nmruHa kapta Ne, anpec

Tpute umena, ET'H,
nmruHa kapta Ne, aipec

Tpute umena, ET'H,
nmryHa kapta Ne, anpec

YYaCTHUKBT Ce
[Ipe/ICTaBIIsABA 3a€]IHO
WM TTIOOTJEJTHO
(HeBsIpHOTO ce
3auepraBa) OT
CIIEHUTE JIMLIA:




JlanHu 3a 6aHkoBara
CMeETKa:

O6cnyxBaria

YBAXAEMU I'OCITOAWH U3ITBJIIHUTEJIEH AUPEKTOP,

1. 3asBsBame, 4e KenaeM Ja ydacTBame B oOTKpurara ot Bac mpouenypa mo 3akoHa 3a
obmectBenutTe nopbuku (30I1) 3a Bp3arane Ha 001ECTBEHA MOPBYUKA C MPEAMET: ,JlocTaBka Ha
JIleKapcTBeHH MPOAYKTH HeoOxoauMu 3a AeiiHoctTa HAa YMBAJI ,,CBern I'eopru” EAJIL, rp.
IlnoBauB, NpegHA3HAYEHH 32 JUATHOCTHKA U JieYeHHe HA OHKOJOTMYHU 3200/IsIBaHus”, KaTo
nojaBamMe odepTa Mpu ycioBuUsTa, 00IBEHU B OTKpUTATA MPOLIEAYpa U IPUETH OT HAC.

2. 3agpmkaBaMe ce Jia Cclia3BaMe BCUYKHU YCIIOBHS Ha BB3JIOKUTENS, MOCOYEHU B IOKYMEHTAIUATA
3a ydacTue, KOUTO C€ OTHACAT 0 M3I'BJIHEHUETO Ha MOpbUKaTa, B CiIydyaidl 4e chliaTa HU Oble
BB3JIOKEHA.

3. Jexnapupame, 4e npueMame YCJIOBHSATA 32 U3IbJIHEHHE Ha OOIIECTBEHATA MOPHYKA, 3aJI0°KEHU B
MPUJIOKEHUS KbM JOKYMEHTALMATA 32 Y4acTHE MPOEKT Ha JOTOBOP.

4. Tlpu M3IIBJIHEHUETO Ha OOIECTBEHATA MOPhYKA HSAMA JIa TOJI3BaMe/IIe MoJi3BaMe (OTHOCHUMOTO
ce Moa4YepTaBa) CIACIHUTE MOAU3ITBIHUTEIN:

(maumenoBanue Ha noausnbianuTens, EMK/EI'H, Bux Ha nefiHOCTHTE, KOUTO 1€ U3ITBJIHABA, ST
OT CTOMHOCTTA Ha O0lIeCTBEHATa MOpbUKa (B %)

5. Ilpuemame cpoKbT Ha BAJIMAHOCTTA Ha Hamiara odepra aa 6bae 180 kajeHIApHU THU CUUTAHO
OT KpaliHMsI CPOK 3a MojJaBaHe Ha oepTH.

Hepasznenna yacT oT HacTOSIIMS TOKYMEHT ca:

a) nexiapanusara nmo wi. 47, an. 9 3011 3a obcrostenctBara o wi. 47, an. 1 u 5 3011, noanucana
OT JIMIIaTa, KOUTO MPEJICTABISABAT YUACTHUKA CHIVIACHO JOKYMEHTHUTE 32 PErUCTpallus;
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Obpasey 2
JEKJTAPAILHSA

1o wi. 47, an. 9 ot 3akoHa 3a 00IIECTBEHUTE NOPBUKU

ITonnucanusr/ara

JaHHU 10 JOKYMCHT 3a CaMOJIMYHOCT

(HOMep Ha JIMYHA KapTa, 1aTa, OpraH U MsACTO Ha U3/1aBaHETO)
B KayecTBOTO cu Ha

= e

(HaMeHOBaHME Ha yYaCTHUKA)
EVK/BYJICTAT

B u3nbjaHeHue Ha ui. 47, an. 9 30I1 u B CbOTBETCTBME C M3UCKBAHUATA HA BB3JIOXKUTENS NPHU
Bb3JIalaHe Ha OOLIECTBEHAa IMOpbUKa C IMpeaMeT ,JlocTaBka Ha JIeKaAPpCTBEHH NPOAYKTH
HeoOxomumu 3a aeiiHoctTa HAa YMBAJI ,,CBetn I'eopru” EA/L, rp. [lnoBauB, nperHasHayeHu
32 IMAarHOCTHKA M JIeYeHHe HA OHKOJIOTMYHHU 3a00/11BaHus”

JNEKJIAPUPAM:

1. B kauectBoro Mu Ha Jmie no wi. 47, an. 4 30I1 He c¢cbM OCBXKIAaH C Big3JIa B cHJIa
MpUCHIa/peabuarTHpaH CbM (HEBSIPHOTO CE 3auepTaBa) 3a:

a) mpecThIUICHHE MPOTUB (hUHAHCOBATa, JaHBYHATA WM OCUI'YpUTEIHATA CHCTEMA, BKIIOUUTEIHO
M3MHUpaHe Ha napu, 1o wi. 253 - 260 ot HakazaTenHus Koaekc;

6) noakyn no 4. 301 - 307 ot Haka3zarenHus koJiekc;

B) ydacTue B OpraHu3upana npecrbiiHa rpyna mno wi. 321 u 321a or HakazaTtenHus konekc;
I') IpecThIUIEHUE IPOTUB coOCTBEeHOCTTA 1O Wi. 194 - 217 ot HakazarenHust koaekc;

1) IPECTBIUIEHNE MPOTHUB CTOMAHCTBOTO 1O 4. 219 - 252 o1 Haka3zarenHus KoJekc;

2. IlpencraBisiBaHUST OT MEH YYaCTHUK HE € 00SIBEH B HECHCTOSATEIHOCT.

3. IlpencraBnsBaHUAT OT MEH YYacTHHUK HE C€ HaMUpPa B MPOU3BOJCTBO MO JMKBUAAIMS, HUTO B
110100Ha poLeaypa ChIVIACHO HALIMOHAJIHUTE 3aKOHU U MOJ3aKOHOBU aKTOBE.

4. IlpencraBisiBaHUAT OT MEH Y4acTHUK (0TOeIs3Ba ce caMo €JHO OOCTOSITEIICTBO, KOETO CE€ OTHACs
710 KOHKPETHUS YYaCTHHUK):

a) HAMA 3aBJDKEHUS 110 CMHUCHIA Ha Wi. 162, ai. 2, 1. 1 ot JlaHbYHO-OCUTypUTETHUS MPOIECyaeH
KOJEKC KbM JbpKaBaTa U KbM OOIINMHA, YCTAHOBEHH C BIISI3BJ B CHJIA aKT HA KOMIIETEHTEH OPraH;

0) uMa 3abJDKEHUS 10 CMHUCHJIA Ha Wi. 162, an. 2, T. 1 oT JJaHbYHO-OCUTYpUTETTHUS MPOLIeCyaIeH
KOJEKC KbM JbpKaBaTa U KbM OOIINHA, YCTAHOBEHH C BIISA3BJ B CHJIa aKT HA KOMIIETEHTEH OpraH, HO
3a CHIUIUTE € JOIMyCHATO pa3CpOYBaHE/OTCPOUYBAHE;

B) HAMAa 3aIb/DKCHUS 32 JaHbIM WIM BHOCKM 33 COLMAJTHOTO OCUTYpSIBAHE CBHIJIACHO
3aKOHOJIATEJICTBOTO HAa Jbp)KaBaTa, B KOATO YYAaCTHUKBT € YCTAaHOBEH (IIPU UYyXAECTPaHHU



YYaCTHULIH).

5. B xagectBoTo Mu Ha nuue no 4i. 47, ain. 4 30I1 He cbM cBbp3aH no cMuckbia Ha § 1, 1. 23a ot
nombiaHATENHUTE pasnopendu Ha 30I1 ¢ BB3IOKUTENS WIH CbC CIYKHUTEIM Ha PbKOBOJIHA
JUIBKHOCT B HEroBaTa OpraHu3alys.

6. IlpencraBisiBaHUAT OT MEH YYaCTHHUK HE € CKIIFOUUII JJOTOBOP C Jiniie 1o wi. 21 wiu 22 ot 3akoHa
3a MPeI0TBPATABAaHE U YCTAaHOBSIBAHE HA KOH(MIUKT Ha HHTEPECH.

W3BectHa mu e otroBopHOCTTa 0 Wwi. 313 oT HakazarenHust KoJeKC 3a HEBEpHU JIaHHHU.
3agbirKkaBaM ce MPH MPOMEHHM B TOPEMOCOYEHUTE OOCTOSTENICTBA J1a YBEIOMs BB3JIOXKHTENS B 7-
AHCBCH CPOK OT HACTHIIBAHETO UM.

[IyObnuynuTe peructpu (ChriacHO 3aKOHOJATEICTBOTO Ha Jbp)KaBaTa, B KOSTO YYaCTHUKBT €
YCTAHOBEH), B KOMTO C€ ChIbpKa HH(POpMAIH 3a TIOCOYEHUTE 0OCTOATENCTBA IO T. 1 - 4, ca:

KomnereHTHUTE Opranu (ChriacHO 3aKOHOJATEICTBOTO HA Jbp)KaBaTa, B KOSTO YYAaCTHHKBT €
YCTaHOBEH), KOWTO ca JIbXKHHU Ja TPENOCTaBAT CIY)KEOHO Ha BB3JIOXKHUTENS HHPOpMaLus 3a
oobcrosiTencTBatano T. 1 - 4, ca:

Hata e, [ e /
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Obpasey 3

CITMCBK
mo wi. 51, an. 1, 1. 1 30I1
ITonnucanusr/ara
(TpuTe MMeHa)
JAHHU TI0 IOKYMEHT 32 CaMOJIMYHOCT
(HOMep Ha JIMYHa KapTa, JlaTa, OpraH U MSCTO Ha M3/IaBaHETO)
B Ka4E€CTBOTO CH Ha

Ha

(HauMeHOBaHME Ha YUaCTHUKA)
EUK/BYJICTAT ..ottt - YYaCTHHK B MpOIleypa 3a Bb3JaraHe
Ha o0IlecTBeHa MOpBbYKA C IHpeaMmeT ,JlocTaBka Ha JieKapcTBeHH NPOAYKTH He00XOAMMH 3a
aeiinoctTa Ha YMBAJI ,,CBeTn I'eopru” EA/JL, rp. [lnoBaus, npeqHa3zHavyeHn 3a AMArHOCTHKA
U JIeYeHHe HA OHKOJIOTMYHHU 3200/sIBaHUA”, 3asBsiBaMe, Y€ Ipe3 MocieqHuTe 3 (TpH) IOJUHU
CUMTAHO JIO JIaTaTa Ha TMoJiaBaHe Ha Hamara odepra cMe M3MbIHUIN OMHCAHUTE MO-J0TY JOCTAaBKH,
€/IHaKBM UJIM CXOJIHU C IIpeIMeTa Ha KOHKpPETHAaTa 00IeCTBEHA MOPhUKa, KAKTO Cle/Ba:

No [Ipeamer Ha Croiinoct/nieHa (0e3 JJ1C) u Kpaiina nara Ha [Tonyuaren Ha
W3ITbIHCHATA KOJIMUecTBO/Opoii/o0emM Ha U3IBJIHCHHUE Ha J0CTaBKaTa
JOCTaBKa U KPaTKO U3ITBTHEHATA JIOCTaBKa JOCTaBKara
OTIMCaHUE

B HOI[erHa Ha MOCOYCHUTE B CIIMCHhKA JOCTABKHU UJIN YCJ'IYTI/I, HU3II'BbJIHEHU OT HAC, HpI/IHaFaMC
cJIeIHUTE JoKa3zaTteyicTsa 1mo uwi. 51, am. 4 30I1:

Hata Joiivinns /R /

Nme u pamummus e
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Obpasey 4

JEKJAPALUS

3a JIMIICA HA CBBP3AHOCT C IPYT YYACTHUK B ChOTBETCTBHUE € YJI. 55, aj1. 7, KAaKTO U 32 JIUICA HA 00CTOATEICTBO MO
1. 8,a1. 8, 1.2

ITonnucanusr/ara

JaHHU 10 JOKYMCHT 3a CaMOJIMYHOCT

(HOMep Ha JIMYyHa KapTa, JlaTa, OpraH U MsCTO Ha U3/JaBaHETO)
B Ka4eCcTBOTO cH Ha

= e

(HaMeHOBaHME Ha yUYaCTHUKA)

EUK/BYJTICTAT oottt ettt sttt e et et e e esease e e e eaess e enseennes - YYaCTHHK B
mpolieypa 3a Bb3jaraHe Ha OOIIecCTBEHa MOpbYKa C MpeaMer ,JlocTaBka Ha JieKapcTBEHU
npoayKTH HeoOxoaumu 3a aeiiHoctta Ha YMBAJI ,,CBetu I'eopru” EAJl, rp. IlioBaus,
NnpeJIHa3HAYEHH 32 JUATHOCTUKA U JieYeHHe HA OHKOJIOTHYHHU 3a00/1iBaHuA”

JEKJIAPUPAM:

1. IlpencrtaBisiBaHUAT OT MEH YYaCTHUK HE € CBBbpP3aHO JiMLEe No cmuchiaa Ha § 1, T. 23a ot
nonbiaHATENHUTE paznopeadu Ha 30I1 unu cBbp3aHo npeanpustue no cmuchia Ha § 1, 1. 24 ot
nombJHUTENHUTE paznopendou Ha 3011 ¢ qpyr y4acTHHK B HACTOSIATA MIPOLIEAYpa.

2. 3a npezcTaBIsIBaHUS OT MEH YYaCTHMK HE ca Hajuile oOcTosTencTara no wi. 8, ai. 8, 1. 2 3011
110 OTHOLICHHE Ha HACTOAIIATa MPOLEAYpa 3a Bb3JaraHe Ha oOlLIecTBeHa Nopbuka. V3BecTHa Mu e
otrroBopHocTTa 1o wi. 313 HK 3a HeBepHM naHHU.

Hata Joiivinn /A /

Nme u pamunus e

[Toamuc Ha TUIETO (M TEUAT)  cvveveeerieeecereeeeeeveee e



Obpasey 5

AEKITAPAIIUA
3a chIjIacHe 3a y4acTHe KaTo MOAH3IbJIHUTEI

DI 1031 000 £ 152 1RO
(mpu umena)

(HoMep Ha IuuHa Kapma, 0ama, opear U MAcmo Ha u30a8aHemo)
130 e (o 10 Mo e - B < - P

(HaumeHoOBaHUE HA YUACMHUKA)
[Togu3nbiaHUTENl HAa YYacTHMK B TpOLEAypa 3a Bb3JaraHe Ha OOLIECTBEHA MOpbhYKAa C MpPEMeT
»J0CTaBKa Ha JeKapcTBeHM NPOAYKTH HeoOxoaumu 3a aAeiiHoctta Ha YMBAJL ,,CBern
I'eopru” EAJl, rp. IlioBauB, npeaHasHayeHu 32 JMATHOCTHKA W JieYeHHEe HA OHKOJOTUYHH
3a001s1BaHuA”

AJEKJAPHUPAM:

1. Ot UMETO Ha MPEJICTaBIIIBAHOTO oT MEH JPYXKeCTBO:
(nocoyeme OpUOULECKOMO UYe, Koemo npeocmasnisame)
u3passiBam CBIJIACHETO na ydacTBame KaTo MO IU3ITBTHUTEI Ha
(nocoueme yyacmuuxa, Ha KOUmMo cme noousnvaHumer)
MPY M3ITBJIHCHHUE HA TOPENIOCOYCHATA MOPhYKa.

2. JleiHOCTHUTE, KOUTO I11€ U3MBIHABAME KaTO MOAU3IIBJIHUTEN Ca:

(uzbpotime KOHKpemHume wacmu om 00eKma Ha 00wecmeeHama NOpvuKd, Koumo uje o6voam
usnwvanenu om Bac kamo noousnvanumen)

3. 3amo3Haru cMe ¢ pasnopeadara Ha 4wi. 55, ai. 5 oT 3akoHa 3a 00IIECTBEHUTE MOPBUKH, Y€
3asBSBalKU KEJIaHWETO CH Ja ObJeM MOIU3IBIHHUTEN B odepTaTta Ha MOCOYCHUS MO-TOPE YIACTHHUK,
HAMaMe TpaBO Ja ce SBMM Karo YYacTHHK B TOpPENOCOYEeHaTa Mpolenypa M Aa MPEeACTaBHM
camocTosiTesHa odepra.

[IpunoxeHo npexacTaBsAM JAeKIapalus 3a OTChCTBUE Ha oOcTosiTencrBara no wi. 47, an. 1 u
ai. 5 ot 3011

3axbiKaBaM ce Jia yBe1oMs Bb3noxkuTens 3a BCHUKU HACTBIIMIIM IPOMEHU B JAEKJIapUpPaHUTE
10-rope 00CTOATEINICTBA B 7-AHEBEH CPOK OT HACTBHIIBAHETO UM.

Hata Joiivinn /A /

Nme u pamunus e,

[Toanuc Ha TUIETO (M TEUAT)  cvveveeerveeeeeeree e eeveeee e



Obpasey 6

JEKJIAPALIUSA
no 4wi. 56, ain. 1, 1. 12 or 3akoHa 3a 001eCTBEHUTE NOPBUYKHU
3a MpUeMaHe HA YCJIOBHATA B MPOEKTa HA IOr0BOpPa

DI 10310002 £ 152 - 1 TP
(mpu umena)

(HoMep Ha Iu4Ha Kapma, 0ama, Opear u MAacmo Ha u30asanemo)
130 e (o 10 Mo e - B < -

(HaumeHOBaHUE HA YUACMHUKA)
YY4aCTHMK B IpoOlefypa 3a Bb3JIaraHe Ha OOIIeCTBEHa MOpbUYKa C HpeaMmer: ,,JlocTaBka Ha
JIeKapCTBeHH MPOAYKTH HeoOxoaumu 3a aeiiHoctra Ha YMBAJL ,,CBetu I'eopru” EAJl, rp.
I[lnoBauB, NpeaHa3HAYEHH 32 IMATHOCTUKA U JieYeHHe HA OHKOJIOTHYHY 3a00/19BaHus”

AJEKJTAPHUPAM:

3amo3Har CbM ChC CbABbP7KaHUCTO HA IMIPOCKTA HAa AOT'OBOpPA U IpUEMaM YCJIIOBUATA B HEIO.

Jarac....eenen. 2016 1. B 12195 £:1 1 1:1 (1) 4 1 os



Obpasey 7

JNEKJTAPALIVA
3a KOHQuACHIHATHOCT o wi. 33, an. 4 3011

ITonnucanusr/ara

(HOMep Ha JIMYHA KapTa, AaTa, OpraH U MsCTO Ha U3JJaBaHETO)
B KaueCTBOTO CH Ha

(HaMeHOBaHME Ha yYaCTHUKA)

EUK/BYJICTAT oo - YYaCTHHK B MpOLIeIypa 3a Bb3JIaraHe Ha
oOuiecTBeHa NOpbUKa ¢ NPeaAMeET ,,JlocTaBKka Ha JJeKapcTBeHH NPOAYKTH He00X0AuMH 3a
aeiinoctTa HAa YMBAUJI ,,CBern I'eoprn” EAJL, rp. IliioBauB, npeqHa3sHAYEHH 32 JUATHOCTHKA
U JIeYeHHe HA OHKOJIOTUYHH 3200/19BaHus”

JEKJIAPUPAM:

1. UHpopManusiTa, ChABPKAILA CE B ...ovevvenveeeneennene (mocouBat ce KOHKpPETHA YacT/4acTH OT
TEXHHYECKOTO MPEI0KEHNE) OT TEXHUYECKOTO HU MPEATIOKEHHUE, J]a Ce CYUTA 32 KOH(UICHIIHATHA,
THI KaTo ChABbPKA TEXHHYECKH W/WIN THPrOBCKH TalHU (BSIPHOTO CE MO4epTaBa).

2. He 6uxwme xenanu uaopmanusra no T. 1 1a 6bae paskpuBaHa OT Bb3JI0XKUTENSI, OCBEH B
IPEIBUICHUTE OT 3aKOHA CIIy4au.

Hata Joiivinans /A /

Nme u pamunus e,

[Toanmuc Ha TUIETO (M TEUAT)  cvveveeerieeeeireeceeeveeee e

Hexnapayusma no un. 33, an. 4 30l ne e 3advadcumenna wacm om ogepmama, Kamo
cvwyama ce npedcmassi N0 NPeYeHKa Ha CeKU YUACMHUK U NPU HAIUYUe HA OCHOBAHUS 3a MOBd.
Hexnapayusma ce npunaza 6 Ilnux Ne 2.



NEKJITAPAINHUSA

Obpasey 8

1o wi. 3, T. 8 u wi. 4 or 3aKoHA 32 HKOHOMUYECKHTe U (PMHAHCOBUTE OTHOLIECHMS € APYKeCTBATA, PerUCTPHPaHU
B IOPHCAMKIIMH ¢ Mped)epeHIHATeH JaHbYeH PeKUM, CBbP3aHHUTe ¢ THAX JHIA U TeXHHUTe JAeil CTBUTETHH

COOCTBEHHUIIN

OT YYaCTHUK / MOAU3IBJIHUTECJI

JlomynoamnucanusiT/aTa/ ,
/cobeTBEHO GamuHO GaMuIIHO HMe /

EI'H , IpUTEXKAaBaIll/a JInIHa KapTa No s

Ha oT , C TIOCTOSTHEH ajipec:

B KQUECTBOTO CH Ha juIie 1mo 4i. 47, an. 4 or 3011 a umenHo:

/nocousa ce Kauecmeomo Ha IUYemo - CoOPYICHUK, HEOZPAHUHEHO 0M2060pen CLOpYJIcHuK, ynpasumen, uien na C unu YC, np./

B

u3gaacHa

/HaNMEHOBAHHE HA FOPUIMYECKOTO JIMILE, (PU3MYECKOTO JIMIE U BUJ HA THProsena/

peructpupan/Bnrcad B TproBCkust peructhbp npu Arennus no BrcBanusata ¢ EUK/BYJICTAT

AJEKJAPUPAM,YE:

1. IlpencTaBiasiBaHOTO OT MEH JAPYKECTBO € /He € PETUCTPUPAHO B IOPUCIUKINS C
/HEHY)KHOTO ce 3ayepTaBa/
nped epeHIaieH TaHbueH PEXKAM, 2 MMEHHO:

2. IIpencraBisiBaHOTO OT MEH JIPYKECTBO € / He e CBBbP3aHO C JIUIa, PETUCTPUPAHU B
/HEHYXHOTO ce 3a4yepTaBa/
IOPHUCINKIWH C TIpedepeHIranet JaHbYeH PeXnUM, 2 IMEHHO:

3. [IpencraBnsiBaHOTO OT MEH JPYKECTBO I10MaJa B U3KIIOUEHUETO Ha 4J1. 4, T.

oT 3aKkOHa 3a WKOHOMHYECKHTE M (UHAHCOBUTE OTHOIICHHS C [PYKECTBATa, PETHCTPUPAHH B IOPHUCTUKIHU C

npedepeHIaneH JaHb4YeH PEKUM, CBBP3aHUTE C TAX JIUIA U TEXHUTE JCHCTBUTEITHH COOCTBEHUIIN.

3abenexkka: Ta3n Todka ce MOMBJIBA, aKO JIPYKECTBOTO € PETHCTPHPAHO B IOPUCIWKIHS C TpedepeHnnareH

JaHBYCH PCIKUM NI € CBBP3aHO C JIMIa, PpETUCTPUPAHU B IOPUCIAUKIINN C npe(bepeHuHaneH OaHBYCH PCKUM.

4. 3amo3HaT ChbM C MPaBOMOIIMATA Ha BB3JIOXKUTENA Mo Wwi. 6, an. 4 oT 3aKkOHA 32 MKOHOMHYECKUTE U
(MHAHCOBHTE OTHOIICHHUS C JAPYKECTBaTa, PETHCTPUPAHH B IOPHCAMKINN C TpedepeHIinaieH JaHbYCH pEeKUM,
CBBP3aHUTE C TAX JUIA U TEXHHUTE NEHCTBUTETHH COOCTBEHHWIIH, Bp. §7, al. 2 OoT 3aKIIOYHTEIHUTE Pa3Mopenon Ha

ChIIHS.

W3BecTHO MU €, ye 3a HEBEPHU JaHHU HOCS Haka3zaTelaHa OTrOBOpHOCT 110 wil. 313 ot HakaszaTenHust konekc.
Jara 2016 . JEKJIAPATOP:
I'p. /monmmc/

B 3asucumocm om npaeHo-opeanu3ayuoHHama qbopma Ha ydacmuauyume, ()emapauuﬁma ce npedcmaeﬂ om eoHo om

auyama, nocovernu 6 4i. 47, an. 4 om 3011

Un. 4 or 3akoHA 32 MKOHOMHYECKHTE H Cl)HHaHCOBHTC OTHOIICHUA C APYXECTBaTa, PETUCTPUPAHNA B IOPUCIAWKIINA C ]'IpCCl)CpCHLIHaJ'ICH

JAaHBYCH PCKUM, CBBP3aHUTE C TAX JINA U TCXHUTEC JIEHCTBUTEITHU COﬁCTBCHI/IHI/I



1. aKIMUTEe Ha APYKECTBOTO, B KOETO MPSAKO MM KOCBEHO Y4acTBa APYKECTBO, PETUCTPUPAHO B IOPHCANKIKS € MpedepeHIuaieH JaHb4eH
POXHM, ce ThPryBaT Ha PETYIHpaH Maszap B JbpkaBa - WwieHKa Ha EBpomelckus Cbi03, WIM B JApyra IbpkaBa - cTpaHa mo CropasyMeHHETO 3a
EBpomefickoTo HKOHOMHYECKO MPOCTPAHCTBO, WIM HA Ta3ap, BKIIOYEH B CNHChKa 1Mo Kojekca 3a CONMATHO OCHrypsiBaHe,3aKOHA 3a IMyOTMIHOTO
npejularaHe Ha IICHHM KHW)Ka MM 3aKOHA 3a JCHHOCTTa HAa KOJCKTUBHUTE MHBECTUIMOHHM CXEMM W Ha JPYTH HPENPUATHSA 33 KOJICKTHBHO
MHBECTUPAHE, U ACHCTBUTEITHUTE COOCTBEHHUIH - (PU3UUECKH JINLA, ca 00SBEHH 10 PeJia Ha CbOTBETHHS CIICIMAIICH 3aKOH;

2. IPY’KECTBOTO, PETUCTPUPAHO B IOPHCAMKIMSA C NpedepeHIHaNCH JaHbYEH PeXHUM, € 4acT OT MKOHOMMYECKA Ipymna, YHeTo APYKECTBO
Maifka e MEeCTHO JIMIIE 3a JaHbYHH IeJIN Ha IbPIKaBa, ¢ KoaTo Pemy6auka beirapus mva BIA371a B CHIA CTIOro/i0a 3a n30sSreane Ha JBOHHOTO JaHBYHO
o0raraHe MIIH BIIA3I0 B CHJIA CTIOPa3yMeHHE 32 0OMeH Ha HH(pOpMAaIHs;

3. IPY’KECTBOTO, PETUCTPUPAHO B IOPHCAMKIMSA C Nped)epeHINANCH JaHbYEH PEKHUM, € 4acT OT MKOHOMMYECKA Ipymna, YHeTo APYKECTBO
Maifka WIIH JBIIEPHO APYKECTBO € OBITrapcKo MECTHO JIMIE H HETOBHTE JICHCTBUTETHN COOCTBEHHIN - (GH3HUECKH JIHIIA, CA H3BECTHH HIIU CE ThPIyBa
Ha perylMpaH Tasap B AbpiKaBa - 4YjeHKa Ha EBpomeiickus cbl03, WIM B Apyra abpkaBa - cTpaHa mo Cnopasymenuero 3a EBpomeiickoTo
HMKOHOMHYECKO MPOCTPAHCTBO;

4. Ipy*ecTBOTO, B KOETO MPSAKO MJIM KOCBEHO y4acTBa APYXKECTBO, PETHCTPUPAHO B IOPUCAUKLMSA C NMpedepeHIMaleH JaHbUCH PEeXUM, €
M3/1aTell Ha MEPHOAMYHU TMEYaTHH NPOM3BEJICHHUSA M € MPEACTAaBWIO MH(pOpMAIuMs 3a JASHCTBUTEIHUTE COOCTBCHUIM - (QDM3MYECKHU JIMIA, 110 pela Ha
3aKoHa 33 3aTbJDKUTEITHOTO JICTIO3UPAHE Ha MEYATHU U APYT'H NPOU3BEICHHUS.




