Ipunoxenne Ne 1
TEXHUYECKHU YCJOBUSI U UBSUCKBAHUS
1. Cpok u HA4YHH HA I0CTABKA:

Besika oTnenHa 10cTaBka 0 10roBopa, ce U3BBPIIBA eXeCeIMUIHO Bb3 OCHOBA Ha
3asBKa OT JIe4eOHOTO 3aBe/IeHHe- KpaeH IOJydaresl U B PAMKUTE Ha YTBbpAEHATA
[IMCMEHa 3asgBKa — paslpefesieHne OT MUHHUCTEpCTBO Ha 3/paBeora3BaHETOo.
HaygayiHara mocTaBKa ce M3MBIHSABA B CPOK JI0 JieceT AHU OT JaraTa Ha BpbuBaHe
Ha 3asBKara — pasnpenesneHue. KonuyectBara B 3asBKaTa — pasmpejielieHue ca
CBhOOpPA3eHHU C paslojaraeMuTe OIOKETHH CpeicTBa. 3asBKaTta — pasnpe/esicHue
ce BpbYBa JHUYHO Cpelly IOANMC Ha YIBIHOMOILIEHO JHIle OT 3BEHOTO 3a
aJIMAHUCTPAHUBHO OOCITyXBaHe WM Ce U3Ipalla ¢ MPernopbyaHo MMCMO ¢ o0paTHa
pasmnucka, 1o (akc WK M0 eIeKTPOHEeH MbT IPU YCIOBUATA U M0 pesa Ha 3aKOoHa
3a eJIeKTPOHHUSA JOKYMEHT U eJIeKTPOHHUS TOITIHC.

2. MuHHMAJIeH CPOK HA IOHOCT:

2.1. TexnenueBute kutoBe Nel oT crienudukanusiTa cieaBa 1a UMaT MUHUMAJIeH
CPOK Ha IrOAHOCT He MOo-KpaTbK OT 60 % oT 0oOsiBeHUs OT MPOU3BOJIUTENS, KbM
JaraTa Ha BCfKa [OCTaBKa, IMPENOCTaBe€Ha Ha KpaWHWTE IoJy4yaTesad
/CHOTBETHUTE JIe4eOHH 3aBeqeHUs/.

2.2. PagnodapmaneBTUIMTE 3a AWArHOCTHKA in vitro Ne 2 oT cneuudukanusta
clenBa Ja WMaT MUHUMaJIeH CPOK Ha TOAHOCT He mo-kpaTbk oT 80 % or
00sIBEHMSI OT ITPOM3BOIUTENS, KbM JaTaTa Ha BCSKa JOCTaBKa, IPEIOCTaBeHA HA
KpalHKTE TOJTY4aTeNd /ChOTBETHUTE JICYeOHH 3aBEICHU/ .

3. PazMep Ha HeyCTOHKATA 32 HEM3MIbJHEHHE HA 3aAbJIKCHUATA 110 JOroBopa:

3.1. B ciyuail Ha JocTaBKa Ha JIEKAPCTBEHUS MPOAYKT C TIO-KpParbK OT
norosopennss cpok Ha rogHocT U3IIBJIHUTEJIAT nbmku HeycToHKa KakTo
cienBa:

TexuermeBr kutoBe Nel oT cnenudukanusra:

oT 59,99 1o 50 % - 20% BBpXy CTOMHOCTTA HA JOCTABKATA,

ot 49,99 1o 40 % - 30% BEpPXy CTOMHOCTTA HA IOCTaBKAaTa,

nox 40% - 60% BBpXy CTOMHOCTTa Ha AOCTaBKaTa,

PanuogapMaleBTHIUTE 3a AXarHOCTHKA in vitro Ne 2 oT crenndukanmsra:

oT 79,99% no 70% - 20% BBpXy CTOMHOCTTA HA JOCTABKATA;

oT 69,99% no 60% - 30% BBPXy CTOHHOCTTA Ha OCTABKATa;

oT 59,99% no 50% - 60% BBpXy CTOMHOCTTA Ha OCTABKATa;

oT 49,99% no 40% - 75% BBpXy CTOMHOCTTA Ha JTIOCTaBKAaTa,;

noxx 40% - 90% BBpPXy CTOMHOCTTA Ha JJOCTaBKaTa.



3.2. JlocTaBKara Ha JIEKapCTBEH MPOIYKT WJIM MEIUIIMHCKO U3JeNue C OCTaThueH
CPOK Ha TORHOCT IMO-ManbK or 40 (4eTmpHaeceT) Ha CTO OT OOABEHMS OT
IIPOM3BOAUTENIS C€ U3BbpIIBa caMo ¢ nucMeHo cbriiacue Ha Bb3JIOKUTEJISA 3a
KOHKPETHO KOJIMYECTBO, ONPENENIEHO OT Hero. be3 u3puiHO MUCMEHO ChITlacue Ha
BB3JTOXKUTEJIS crokuTe HIMa na OBIaT 3amIallaHu.

4. MsicTo Ha M3NbJIHEHHE HA NMOPbYKATA:

3a MSCTO Ha JIOCTaBsHE Ha CTOKHTE MO TO3U JOTOBOP C€ ONpeAessIT KpaWHUTe
noJyyartesy, onpeaeseHd no peaa Ha Hapen6a 34 ot 25.11.2005 r. 3a pena 3a
3arialiaHe OT PernyOJIMKaHCKHS OIOJDKET Ha JICUCHHETO Ha OBJITapCKU IpakaaHu
3a 3a00JIsIBaHMs U3BbH 00XBaTa Ha 3ab/KUTEIHOTO 3APaBHO OCHTYyPsIBaHE.

S. JlokyMeHTH 3a IUIaljaHe:

3arialmaHeTo Ha CTOKWTE [0 JOTOBOpa Ce M3BBPIIBA OTJIOXKEHO B CpoK 10 60
/mectaeceTus/ eH, ciel NpeAcTaBsHe Ha CIeHUTE JOKYMEHTH:

1) JlocraBHa (akTypa, chCTaBeHa ChriIacHO wu3uckBanuara Ha 3/JIC u
T3 A1C — opuruHan u 2 /nBa/ Oposi 3aBepeHH KON,

2)  IlpuemarenHo-npenaBaTeHU MPOTOKOJH, O obpasel] Ha MUHUCTEPCTBOTO
Ha 3][paBe0a3BaHeTo;

3)  OO0600611eH oNKC Ha MPOTOKOIUTE — 3 /Tpu/ OPOS;

4)  IlucmeHu 3asiBKH-paslpedesieHus, W3rOTBEHHM OT MUHHCTEpCTBOTO Ha
3/IpaBeora3BaHETO U 3aBEPEHU OT KpallHUTE MOTy4aTelH;

8))

- 3a ekapCTBEHHUTE MPOIYKTH clieABa Aa OBAaT IpeJCTaBeHH:

Ceprudukar 3a 0cBoOOXKAaBaHe Ha BCSIKa MapTHUQA, U3AAACH OT KBAIU(QHUIMPAHO
mune 1no 3JIIIXM — 3aBepeHo ot HU3INBJHMUTEJIA xonue, B mpeBoj Ha
OBIrapcKH €3WK OT pupma, CKIoUMia JOroBop ¢ MUHMCTEPCTBOTO Ha BHHIIHUTE
paboTH 3a U3BBPIIBaHEe HA OPHUIIHATHH IPEBOJH.

- 3a MeIMLIMHCKUTE H3eUs ciiesiBa fa ObaatT peICTaBeHu:

Jlexyapanys 3a ChOTBETCTBHE OT IMPOU3BOAUTENSA WM HETOBUS YIIBJIHOMOILICH
npesicTaBUTEN U cepTruKaT 3a kadecTBO — CE MapKkupoBKa Wiy cepTUdUKaT 3a
0CcBOOOKIaBaHe Ha BCsKa mapTuia (B mMpeBoja OT (PUPMa, CKIIIOYHIIA JTOTOBOP C
MBHP), Kb€TO € NpUIIoKKMO (B KOIIHE 3aBepeHo ¢ rpud ,,Bspuo ¢ opurnHana”
CHC CBEX IIeYaT M ITOANMXC Ha MPOU3BOAUTEIA WK YI'bJHOMOIIEH MPEACTaBUTE
Ha CHIIHUA).

36poeHnTe TOKYMEHTH Ce MPEJCTaBsT B JENIOBOACTBOTO Ha MHUHMUCTEPCTBOTO Ha
37paBeona3BaHeTo, KIACHPaHH M ITIpUKadeHW B mnamka. B mamkaTta ce npuiara
MMCMO C OIMC Ha ChIBPIKAIIHWTE Ce B HeA JOKYMEHTH, KaTO 3aJ/bJDKUTENHO Ce
MI0COUYBAT HOMEPATa, JaTUTE U OpOsi Ha NPUIIOKEHUTE TOKYMEHTH OT BCEKU BUIL.

6. U3ucKkBaHUS KBM JeKapCTBEeHHTE NPOAYKTH:



1. JlexapcTBeHUTE MPOAYKTU TPSOBA J1a OTrOBAPAT HAa U3UCKBAHUSATA Ha 3aKOHA
3a JIEKapCTBEHUTE NPONYKTH B xyMaHHata MmemunmHa (3JIITXM) — tpsi6ea nma
IPUTEXABAT BAIMIHO pa3pelleHre 3a yrnorpeda B cTpaHara, H3/1aZleHO 1o pejia Ha
3JIIIXM unu Pernament (EO) Ne 726/ 2004 r. na EBpomnelickusi mapnameHT u
Cosera /uin. 23, an.1 Ha 3JIIIXM/ u ceptudukar 3a ocBOOOXKIaBaHe Ha MapTHA,
u3naneH or kpanuduuupano jauue no 3JIIXM u yaocToBepsiBail, 4e mapTuaaTa
JeKapCTBEH TIPOAYKT € TIpPOM3BeJeHa W KOHTPOJHpaHa B CHOTBETCTBHE C
M3UCKBaHUsATA Ha paspelieHneTo 3a ynorpeda no pexa Ha 3JIIIXM. B cinydaii Ha
M3TUYaHE Ha CPOKA Ha pa3pellieHreTo 3a yrnoTpeda Ha JIeKapCTBEH MPOIYKT Ipe3
2011 r., y4aCTHUKBT HEeKJapupa B CbOTBEeTCTBHE ¢ 4il. 55, an. 6 ot 3JIIIXM, ue
KOJIMYECTBATA 3a JIEKAPCTBEHUS MIPOAYKT Ca HAJHYHH,

2. - JlexapcTBeHHUTe NIPOAYKTHU ciefBa Aa ObAaT C Abp)KaBHA peryivpaHa IeHa,
chriracHo wi. 258, am. 1 ot 3JIIIXM;
3. JlekapcTBeHHTEe TPOAYKTH cliefBa Ja Obaar BKIoueHH B [lo3uTuBHUSA

JeKapCTBEH CIIMCBK, aKTyalleH KbM JaTaTa Ha oOTBapsiHe Ha IUIMK Ne | or
npoleaypara.

7. A3uckBaHHUA KbM MeJUHIIHHCKHUTE U3deJIud:

CrnenBa na ObJaT MpeICTaBeHU: AeKIapalus 3a CbOTBETCTBHE OT IPOU3BOIUTEIIS
WM HEroBUs YNIBJIHOMOILEH MNpeAcTaBUTeNl U cepTU(UKaAT 3a kadyecTBo — CE
MapKupoBKa (B mpeBox oT ¢upMma, ckiouyuia goroop ¢ MBHP), xpaerto e
MIPUIIO’KUMO (B KOIHE 3aBepeHo ¢ rpud ,,BspHo ¢ opurnHana” ¢bCc CBEX medaT U
MOJIKC Ha IPOU3BOAUTENS WM YIIBIHOMOIIEH NPEJCTaBUTEN Ha CHIIMS).

8. M3uckBanusg kpM UIITBJIHUTEJIS

1. Jla mputexaBa BanuiHO Paspelienue 3a THProBHst Ha €IpO C JIEKAPCTBEHU
NpOAYKTH U PaspellieHne 3a TbproBus Ha e1po ¢ MEAUUUHCKA U3ICIIHS.

2. Jla mpurexaBa Paspemenue 3a pabora ¢ pPaJgdOAKTHBHH MaTepUaIv OT
AreHIMSTA 3a SIAPEHO peryIupaHe.
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3a J0CTABKA HA PAJHOAKTHBHH JIEKAPCTBEHH NMPOAYKTH U MEIHIMHCKH H31e/Hsl,
npeIHasHAYeHH 3a AMarHocTuka 3a 2011 roa.
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Ipunosxenune Ne 3
YKA3AHUSA 3A U3TOTBSIHE HA O®EPTATA
/OBPA3ELl/

Beekn ywacTHMK B mponenypara ¥Ma paBo Ja INpPEACTaBH camo eiuH
BapHaHT Ha o(epTa 3a eIHa HJIH BCUYKH 000CO0SHH TTO3UIIHH.

IpencraBenara ogepra TpsiOBa na GbJie CHC CPOK HA BANTUIHOCT HE ITO-MATBK
oT 90 /neBeTaeceT/ KaleHAapHH JHH OT KpalHHs CPOK 3a Moy4yaBaHe Ha obepTuTe.

Odeprara 3a yuactue B IpoLelypara Ce W3rOTBS, NpejaBa U IIpHeMa B
ChOTBETCTBUE C U3MCKBaHHUATA Ha 3aKoHa 3a obmmecTBeHuTe mopbuku. Odeprara ce
TOAMKICBA OT 3aKOHHUSI TIPEICTaBUTEN Ha JIMIETO, KOETO s MOJABA MIIA OT U3PUYHO
YI'BJIHOMOIIIEHO OT HETO JIULIE.

Odeprata 3a ydacTue B mpoleAypara ciegBa Aa OBJE H3rOTBEHA Ha
OBJITapCKH €3HK.

Beuukn  IOKYMEHTH, KOWUTO TNpHapy)aBaT odeprata ce NpencTaBiT B
OPUTMHAI UJIK KaTO KCEPOKOIHKs ¢ HOTapuallHa 3aBepKa MJIM 3aBepKa Ha YYaCTHHKA,
B 3aBHUCUMOCT OT BHJIa Ha JOKYMEHTa U OT YKa3aHOTO MO-J0Jy, B IIPEBOJ Ha
Owbnrapcku e3uk. JIOKyMCHTHUTe W [NAHHUTE C€ MOANMCBAT CAMO OT 3aKOHHHTE
NPENICTaBUTEId Ha YYaCTHHKA, CBIVIACHO ChlIeOHATa My pPErucTpamus WIHd OT
U3PUYHO YIBJIIHOMOIICHHW 3a TOBAa JIMLA, KAaTO B TO3M CiIyyail ce IpeacTaBss
I'BJIHOMOIITHO B OPWTHHAJ HJIM KOIME C HOTapuallHa 3aBepka. BCHUYKH JOKYMEHTH
TpsidBa Jla ca ¢ JaTa Ha H3JaBaHe, NpEIIeCTBallla MOJaBaHETO Ha odepTaTa He
nosedye OT 6 Mecella WK Jia ca B CpOKa Ha TAXHATA BAJIAIHOCT.

Odeprara cnenpa ga Obme QyHKIHMOHATHO paslpefelieHa B TPH OTHEJHH
3anevyaTaHH, HENPO3pPaYHH H HAANHCAHH NJHKA. TpuTe minka Ha odeprara ce
MOCTaBAT B APYT HEMPO3payeH IIINK, BEPXY KOHTO ce 0TOeNsI3Ba UMETO U aJpeca Ha
BB3JIOXKHUTENS, IIpeaIMeTa Ha oOllecTBeHaTta IOpbYKa M HMETO W ajpeca 3a
KOPECIIOHJIEHIIMS, Tell., (Pakc U e-mail Ha odepeHTa U MO3UIUUTE, 32 KOUTO OJaBa

“odepra. Bcexu equH 0T IUIMKOBETE Clie/IBa 1a UMa ChIbPIKaHKUE, [IOCOYEHO 10 JOIY:

ILauk Ne 1 ¢ vaanue “JOKYMEHTH 3A ITIOABOP”

B nnmka ce nmocTtaBsT CJICAHUTE NTOKYMCHTH!
1. I[OKYMGHTI/I OTHOCHO TBPrOBCKO-IIPpaBHUA CTATYT Ha y4YaCTHHUKA.

1.1. OpurvHayn 3aBepeHO OT y4YacTHHMKa KOIIME Ha YAOCTOBEPEHHUE 3a aKTyaJlHO
CBHCTOSIHME, U3JaJleHO OT KOMIIeTeHTeH OpraH B CTpaHara Ha ywyacTHuka. Koraro
VYaCTHUKBT € PpEerucTpUpaH WIHd TPEeperucTpupaH B eNUHHHUS eJeKTPOHEH
THPTOBCKM PpErUCTbp KbM ATeHIMsTa 110 BIWCBaHUATA HE C€ M3UCKBa
yJOCTOBEPEHNUE 32 aKTyaJIHO ChCTOsIHUE, a ce nocoyBa EMK;

1.2. OpurvHall Wik HOTapUAIHO 3aBEPEHO KONME Ha JOKYMEHTH, yIOCTOBEPSABALIH
IpeCTABUTEIHATA BIACT HA JIMIIETO, OT KOETO MU3XO0XKAa MIPEIIOKECHHAETO, B Cllyvai,
Yye TOBA HE € 3aKOHHMUSI MPEeJICTABUTEIl HA YUYaCTHHKA;



1.3. 3aBepeHH OT y4yacTHHKa KONHA Ha JOKYMEHTH 3a perucrpauus —
unenTi¢ukannonen kox BYJICTAT (B cimydaif, 4e y4acTHUKBT He € BIHCAH B
CAMHHUSA CTICKTPOHEH TBPrOBCKH PETHCTHD KbM ATEHLMSTA 110 BIIMCBAHMATA) U
HJC vnentuduxanonen Homep (B NPEBUICHUTE OT 3aKOHA CIIyYan);

1.4, Jlexnapauus 3a oTChCTBHETO Ha obcTosATeNCTBa M0 W47, am.1 u an.2 ot 3011

U Jlexnapanus 3a OTCBCTBHETO HA OOCTOSTENCTBATA MO w47, an. 5 or 30I1
(Obpazey Ne 1 u O6pazey Ne 2);

1.5. 3aBepeHO OT y4YacTHUKa KOmHe Ha paspelieHre 3a ThProBUS Ha €ipo ¢
JEKapCTBEHU MPOIAYKTH W/WMIM METUIIMHCKM W3NeNus, WIN YIOCTOBEpEeHHE 3a
PEeTUCTpalis 3a THPrOBUS Ha €ApPO, WM  pa3pelIeHHe 3a IPOM3BOACTBO, WU
paspelleHne 3a BHOC, U3aleHo 1o pexa Ha 3JIIXM;

1.6. 3aBepeHO OT yuacTHHKA KONMEe Ha BalWOHA JMIEH3MUA 34 MpeBo3 Ha
PaaAnOaKTUBHH BELIECTBA, U3/]a[IcHa HAa YYaCTHUKA B POLIELypaTa.

2. I'apaHuuuTe 3a y4acTHe B NPOIELYpaTa,paslpelelieHa MO MO3MIME ¢ KAKTO
cienBa:

Hosnuusi| HaumeHnoBanue, exMHHYHA

Mspka rapaHiuu
Ne AKTHBHOCT p p

Technetium [99mTc]
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125 Vit B 12 + ¢donmena
KHCeJTHHA

om. x 5 Op. 550,00 mnB.

om. x 1 6p. 54,00 nB.

BB3noxuTensaT uMa npaBo fa 3aXbpiKH MapaHLMATA 33 YYACTHE B CIIEIHUTE
CIIy4au:
1. AKko y4acTHUKBT OTTernu odeprara CH ciel U3THYAHETO Ha CPOKa 3a
[IOJIy4aBaHe Ha OpepTHTE;
2. AKO y4aCTHUKBT 00XKaJBa PeLIEHHETO 3a ONpeessHe Ha H3ITBJIHUTEN -
JI0 pelllaBaHe Ha CIopa;

3. Axo Y4aCTHHUKBT € ONPCACIICH 3a H3MNBJIHUTENI, HO HE HW3IIBbJIHHA
3aABJDKCHUCTO CH [1a CKITIOYH JJOTOBOp 3a O6HICCTBeHaTa IMOpb4Ka.

['apannuuTe 3a ydyacTHe Ha OTCTPAaHEHHTE YYAaCTHHIM C€ OCBOOOKIABAT OT
BB3JIOKUTENS B CPOK 5 pabOTHM IHH Ciie]] M3THYaHe Ha CPoKa 3a o0)KaiBaHe Ha
PELIEHUETO HA BB3JIOKUTES 3a OTpeIeIsIHE Ha U3IThIHATE.

["apaniuuTe 3a yyacTre Ha KJIacUpaHHUTE YYACTHHIU ce OCBOOOXKIaBaT B CPOK
5 paboTHU JHU IIpH ycIoBUATA Ha 4. 62, ai. 1, T. 2 ot 30I1.



HpI/I IIpeKpaTsBaHe Ha Ipouenypara 3a BB3JjlaraHe Ha 06HICCTBeHa IMOPBYKa,
rapaHiMuTe Ha BCUYKH YUYaCTHHUIIU C€ OCBO60)KI[aBaT B CPOK II€T pa6OTHI/I JHH clieqn
H3THYaHe Ha CpOKa 3a o0’kaJiBaHe Ha PCIHICHUETO 3a NPEeKpaTsIBaHe.

Br3noxurenst ocoboxnasa rapaHuuuTe 0e3 a IBIKH JINXBH 32 nepuoa,
Tpe3 KOHTO CPeACTBaTa 3aKOHHO ca IPECTOSUTH IIPY HETO.

INapannuure 3a yyacrue ce IPEICTaBAT B €1Ha OT (OpPMHTE, ChINIACHO uiI. 60
OT 3aK0oHAa 33 OOIeCTBEHUTE MOPBYKH:

- OpPMTMHAI Ha Ge3ycloBHA U HEOTMeHsieMa GaHKOBA TapaHIys, W3NafeHa OT
Obnrapcka WM 4YyXAeCTpaHHA OaHKa, B TIoN3a Ha Munucrepctso  Ha
3ApaBEONAa3BaHETO, CBC CPOK Ha BanmuAHocT 90 /neBermecer/ KaneHmapHW IHH,
CYUTAHO OT KPaHHHS CPOK 3a Ioiy4aBaHe Ha odepTure. BaHkoBuTe rapasiiu,
U3aICHH OT HYYKIECTPAaHHM OaHKH, Clle/iBa Ja Ca aBU3HPAHH upe3 ObaTapcka
OaHKa, MOTBBPX/IaBallla ABTEHTUYHOCTTA Ha ChOOIICHUETO.

- laputHa cyMa, TIpeBeleHa IO OaHKoBa CMeTKa Ha MUHHCTepCTBO Ha
3npaseonassaneTo — bHb LlentpanHo ynpasnenne IBAN: BG83 BNBG 9661 3000
1293 01, BIC xox na BHB — BNBG BGSD — miarexuo Hape)XJaHe B OPUTHHAI
WJTH KOTIHE.

3. JIOKaSaTeJ]CTBa 34 HKOHOMHY€CKOTO B (l)l/lHaHCOBO CbCTOAHHE:

3.1. 3aBepeHu OT y4acTHHKA KONMS HA MOCIENHHS My FOAMIIEH CYeTOBOLCH GalaHe 1
OT9€Ta 3a INPUXOAW W DPA3XOMAH, 3aBEPEHH OT €KCHePT CUETOBOIAMTEN, B CIydaHTe
NpelBUIEHN B 3aKOHA 3a CYETOBOACTBOTO. B ciydanrte Ha HOBOPETUCTPHpPaHU
TBbpPrOBCKH NPYXXECTBA M B CIIy4auTe, KOraro y4aCTHHKBT HE € FOPUANYECKO IHIIE,
TaKHhBa JOKYMEHTH HE C€ M3HUCKBAT.

4. I[oxasaTerTBa 3a TEXHHYECKMTE€ Bb3MOKHOCTH 3a H3NbJHEHHE Ha
nopb4ikKarta.:

4.1. 3aBepeHO OT y4YaCTHHKAa KONME 3a BalMAHO pa3pelIcHHE 3a ynorpeba Ha
JICKapCTBCHUS TPOAYKT, u3faneHo mo pena Ha 3JIIIXM wmnmu Permament (EO)
Ne726/2004 Ha Esponeiickus mnapnameHTr um ChbBeTa . 0700peHa KpaTka
XapaKTepUCTHKA Ha NpoxaykTa. B ciywaii Ha n3tHyaHe Ha cpoka Ha paspenieHHeTo
3a ynmoTpeba Ha JeKapcTBeHHs HpomyKT npe3 2011 r., y4acTHHKBT JeKmapupa B
CBOTBETCTBHE ¢ 4. 55, am.6 or 3JIIIXM, d4e kojuyecTBara 3a JIEKapCTBEHUS
MIPOAYKT Cca HAJTUYHH.

4.2. 3a MeIMIMHCKUTE W3NENUs clelBa Ja OBJAT NpelCTaBeHM: JeKiapaius 3a
CBOTBETCTBHE OT NMPOU3BOJUTENS HIIM HETOBHS YI'BJIHOMOIIEH IIPEACTaBUTEN H
‘cepruduxaTr 3a kadecTBo — CE mapkupoBka (B NpeBoji OT (HpMa, CKIFOYMIA
norosop ¢ MBHP), kbpaeTo e mpunoxumo (B Komue 3aBepeHo ¢ rpud ,,BapHo c
OpUTHHANA” ChC CBEX MNe4aT U IMOANKC HA MPOM3BOIUTENS WUIIH yIBIHOMOIIEH
NIPEeACTAaBUTEN HA CBHIIHS).

5.B cnyqaﬁ, Y€ IIPH U3IIBJIHECHHETO Ha IMOPBHYKATa I ydyacTBa MOAUBITBIHUTEI €
HGO6XOI{I/IMO Ja 6’52[6 H3PUYHO 3ajdBCHO TOBa 06CTO}ITCHCTE'»O, KaKTO M BHOa Ha
pa6OTI/ITC, KOHMTO III€ U3BBpIIBA W ACITBT HA HETOBOTO YYaCTHE. 3a CHOTBETHHS



NOIM3NIBIHUTEN CIe/iBa 1a OBAAT MpeacTaBeHH JAOKYMEHTHUTE 1O 4. 56, an. 1, 1. 1,
3,4u5 or 3akoHa 3a OOIIECTBEHUTE MIOPBYKH .

6. B ciyyaute, KOrato y4acTHHKBT € 0OeLHHEHHE, KOETO HE e IOPUIUYECKO JIULIE
/TPa’kAaHCKO APYKECTBO/ 3a BCEKH €IUH OT YYaCTHULIUTE B OOCIMHEHHETO CleaBa
Ja ObIaT NpeACTaBeHH IOKyMEHTHTE uJl. 56, an. 1, 1. 1, 3, 4 u 5 or 3akoHa 3a
OOIIIECTBEHUTE ITOPBUYKU, KAKTO U JAOKYMEHT, YIOCTOBEPSBAI IpeIIpUeTH
ACUCTBHsI 32 PETHCTPALIMS Ha IOPUIMYECKO JTHILE.

7. Touen anpec, JuIe 3a KOHTaKTH, e-mail, TenedoH, dakc U OAHKOBU PEKBU3UTH HA
y4dacTHUKa ( Obpazey No3).

8. Konue Ha JIOKyMeHT, yI0CTOBepsBalll 3aKyTyBaHETO HA JOKYMEHTALUs 3a y4acTHe
B o0lIecTBEHATa [IOPHYKA.

9. CnuceK Ha JOKyMEHTHTE, ChABPXKAIM ce B opeprara, MOANUCAH OT y4acTHUKA
(mpunara ce B Ha4aJI0TO Ha oepTaTa Ipey BCUUKH JOKYMEHTH).

Ilnuk Ne 2 ¢ mamgnmuc ,,JIPEJUIOKEHUE 3A W3NLJIHEHWUE HA
IHOPBUYKATA”

B nnuka ce nocrasst HAOKYMEHTHUTE, CBbP3aHU C U3IIBJIHEHUETO Ha InopbwyKara.

TexHu4yeckoTO NPpCUIOKEHHWEe Ha Yy4YaCcTHHKA OTHOCHO O6H_II/IT6 yCJIOBUS H
TCXHUYCCKUTE U3HCKBAHNWA 3a U3MIBbJIHEHNE HA nopbYKaTa CbABpPXKA:

- CPOK Ha BaJMJHOCT Ha OQeprara, KOHTO He MOXe Aa Obae mo—Kparbk or 90
KaJIeHAapHU JIHU OT KPalHKsl CPOK 3a I0JTyYaBaHe Ha OpepTUTe;

- KOJIMYECTBO Ha MpeaIaraHuTe JIEKApCTBCHU NPOAYKTH HJIH MEIUITUHCKH U3OCTIHA,
- CPOK 3a U3IIBJIHCHHUEC Ha NOpBbYKATA,

- CPOK Ha rogHOCT,

- HAUYWH Ha U3IIBIIHEHUE Ha IopbYKaTa.

HpezmoxceHHeTo CC IIOAIIMCBa OT 3aKOHHHUS MpPEACTaBUTEN Ha Y4daCTHHUKaA HIHW OT
HU3PHUYHO YIIBJIHOMOIIIEHO OT HET'O JIUIIE.

Ilauk Ne 3 ¢ nagnue “INPEJIATAHA IIEHA”

DunaHcoBarTa oepTa Ha yJaCTHUKA ChABPIKA:

1. EnuHWYHA [eHa 32 BCEKH MPOJYKT OT CHelH(HUKAIHATa B jieBa 10 BTOPH
3HaK Cjela JAeCeTHYHara 3amneras, GopMHupaHa J0 KpaeH MojJydaTesl H BKIIOYBAIIA
JNaHbIlIM, TAKCH M MHTHHYECKH cOopoBe. EnuHudHaTta meHa ce odepupa ¢ u 0e3
JJC. Lludpurte ce m3nmcBaT W ¢ JyMH, KaTo NPU HECHOTBETCTBUE CE B3eMa
[IpeJBU I U3IKCaHaTa ¢ IymHu rieHa 6e3 J1JIC;

2. Obma croiiHocT Ha odeprata B JeBa ¢ u 6e3 prmouen JJIC. Ilpu
HECHOTBETCTBHE MEXKIY €AMHUYHATA U o0IIaTa IieHa ce B3eMa IIpeIBH I e IMHAYHATA
uena 6e3 J1JIC;

- CPOK M HAYHMH 34 IJIalllaHe,



3. BammuaHocT Ha LeHoBaTa obepTa B KaJleHJApHU IHH. Odepra ¢ no-manbk
CPOK Ha BaJIMAHOCT OT OOSABCHUS B OOSABIECHHETO Ie Oble OTXBBPJIEHa, KaTO
HECHOTBETCTBAIlA HA U3UCKBAHUATA;

4. IlpenioxeHara IeHa Ha BCEKM JeKapCTBEH IPOAYKT HJIM MEIHMIIUHCKO
M3NIEJIUE TI0 THPrOBCKO HAMMEHOBAHKE CIIE/BA JIa BKIIIOYBA CTOWHOCTTA Ha CTOKATA,
OIAKOBKa, 3aCTPaXOBKa W TPAHCHOPT JI0 KPaeH MOJIy4aTel, IPU CPOK Ha FOJHOCT He
no-MajabsK OoT 60 Ha CTO OT OOsSBEeHUS OT IIPOU3BOAMUTENSI KBM JaraTa Ha BCSIKA
AOCTaBKa 3a TeXHEeLHEBUTE KUTOBe Nel ot cnerudukanusata u 80 % ot 06IBeHHUS OT
[IPOM3BOMUTENA, KbM JaTaTa Ha BCsSKa NOCTaBKa 3a paano(apMaleBTHUIUTE 3a
JIUarHOCTHKA 1n vitro Ne 2 ot crienupuKaIusaTa;

5. JlekapcTBeHUTE MPOAYKTH ciienBa ma GbIaT ¢ TbpXKaBHA peryjiupana ILeHa,

ChIVIACHO 4II. 258, an. | ot 3JIITXM;

6.JleKapCTBEHUTE MPOIYKTH clefBa Ia OBJAT BKMOUeHH B [IO3MTHBHMS
JICKAPCTBECH CIIUCBK, aKTyaJleH KbM JaTaTa Ha OTBapsHe Ha 1iauk Ne 1 oT
npolleaypara.

O(bepTaTa C€ IMOAIMHUCBA OT 3aKOHHUY OpeAcCTaBUTE]I Ha YYacTHHKA, KOHTO
IIoJaBa IpeaIoXXEeHUE UIIH OT YIOBJIHOMOILEHO OT HETO JIHIIE.



IIpuaoxenune Ne 4

IIPOCSKT

JOTOBOP

33 JI0CTaBKa Ha PAlIMOAKTHBHH JICKAPCTBEHU NTPOILYKTH, PaJHOHYKIUIHNA
IeHePAaTOPH, KHTOBE U PaUOHYKIIMIHU IPEKYPCOPH, IIPEIHA3ZHAYEHY 32 JIeUeHue U
auaroctuka 3a 2011 r.

JHEC, i, 2011r. B rp.Codust Mmexy:

MUHUCTEPCTBOTO HA 3APABEOIIA3ZBAHETO, c anpec: Codus
1000, mn. “Cera Hemens” Ne 5, Ten. u dakc 981 18 33, ¢ BYJICTAT wunent. Ne
000695317 n OAC ument. Ne BG000695317, mpencTaBisiBaHo OT n-p Credan
KoncranTuHOB — MUHHCTBD ¥ 305 Bbiepa —JIUPEKTOp Ha AupeKuus “Bromker H
(unanck”, HapuyaHo Mo-10iy 3a kpaTkocT “Bh3JIOKHUTEI” or enna cTpaHa

17§

[13 b
........................... ChC CellaNuille U aapec Ha ynpasienue rp. Codus,
VI o, ?” Ne ..., EMK Ne............. , JAC umrer. No  ................ ,
NPEACTABIABAHO  OT  tevvvvrrevnnnininnnnennn.. ,  YHOPABUTEN HA “iiveeieieneccnnees ”,

Hapu4aHo 3a KpaTkocT no-nouy “M3IMbJIHUTEJ”

Ha ocHoBaHHe Wi. 41 or 3akoHa 3a o0uecTBeHUTe NOPBLUYKH U Pemenue
Ne PII-17-........ OT eeeeevennnonne 2011 r. Ha MHHHCTBpPAa HA 3ApaBeoNa3BaHETO ce
CKJ/II0YH HACTOSIIIHAT JOTOBOP 32 CJIeJHOTO:

I. HIPEJMET HA 10I'OBOPA

1L.BB3JIOKUTEJISAT Bb3nara, a HBOBJHUTEJAT ce 3ampmkaBa na
nocrasd Ha Bb3JIOXKHUTEJISA cnenanTe paanoakTHBHU JTEKAPCTBEHN TPOAYKTH K
MEIULUUHCKA HU3JEIHs, HApU4aHU I0-J0Jy “CTOKH’, CBhIIIACHO YCIIOBHSATA Ha
HACTOALLHS JOTOBOP, KaKTO ClIe/IBa:

II. (EHU Y OBIIA CTOHHOCT HA



AOCTABKHUTE ITO 1OI'OBOPA

2.1. ExunnvHaTa neHa Ha cTokuTe 10 wi. 1., 6e3 HJC, e xakTo cnenga:

2010 o, - JIB.

-----------------------------------

........................

.......................

2.3. llenata Ha JeKapCTBEHUS NPOAYKT HMJIM MEAULMHCKOTO W3ACIHE IO
TbproBCKO ~HaMMCHOBaHME BKJIOYBA CTOMHOCTTa HA CTOKATa, OMAKOBKA,
3aCTpaxoBKa W TPAHCIOPT A0 KpaeH MOJy4aTell, MPH CPOK Ha TOAHOCT HE MO-MAaIbK
oT 60 mmu 80 Ha CTO M OT OOSBEHUS OT MIPOU3BOMUTENS KBbM Jarara Ha BCSIKA
JIOCTaBKa.

2.4. Ilenara e ¢ukcHpaHa U He IOUIEKH HA IIPOMSIHA 3a CpOKa Ha IeHCTBUE
Ha JIoroBopa.

2.5. O6mara cToifHOCT Ha OCTaBKHTE IIO JIoOroBopa € 0 ...... ,00 aB.
(++eeeeer), 0€3 BKIFOUEH JIJIC 1 e mosyueHa KakTo clie/sa:

.......... Opos X .... JIB. = e, 00 JIB.L

2.6. Obmara cToiiHOCT Ha JOCTaBKHUTE IIO JIOTOBOpA € 10 ...... ,00 as.

(ceseeees)s € BrITIOUEH JIJIC.
IIL. YCJIOBUSI U HAYHUH HA IIJIAIIIAHE

3.1. IlnamareTo Mo HACTOSIIMS JOTOBOP Ce€ OCBHIIECTBSBA Upe3 OAHKOB
npesox ot crpaHa Ha BB3JOXUTEJIS no nocouenata B wi.15.3. Gankosa
cmetka Ha USITBJIHUTEJISA.

3.2, 3amaaneTo Ha CTOKMTE IO JOTOBOPA CE U3BHPLIBA OTJIONKEHO B CPOK
7110 60 (wectaeceTus) feH, cies IpecTaBsHe Ha CIIEIHUTe JOKYMEHTH !

a) moctaBHa (aKTypa, ChCTaBeHa CHIVIACHO H3uckBaHuaTa Ha 3JJIC u
I3 JJIC - opuruHan u 2 6post 3aBepeHn KOIIHS;

0) mpreMaTesHo - pefaBaTeHu IPOTOKONH, 10 00pasel Ha MHHHCTEPCTBO
Ha 3/IpaBeoNa3BaHETo;

B) 000011LIEeH ONKC Ha IPOTOKOJIUTE — 3 (TpH) Opos;

r) [UCMEHM 3asBKU-paslpelielieHds, H3rOTBEHH OT MUHHCTEPCTBO Ha
3[paBEeONa3BaHETO U 3aBEPEHU OT KpPaHUTE ITOTy4aTellH,

1) 3a JEeKapCTBEHUTE MPOAYKTH CJIe[Ba J1a OBIAT IPEJICTABEHNU:

Cepruduxar 3a ocBoOOXIaBaHe Ha BCSKAa NApTHAA, W3JafeH OT
kBamupuuupano nauie mo 3JIIIXM — 3asepeno or M3ITBbJIHUTEJIS

KOImue, B IIPE€BOIA Ha 6T3J'Il"apCKI/I C3UK OT (prMa, CKJIrOYHJIa OJOTOBOpP C



MUHHCTEPCTBO HA BBHIIHATE PaGOTH 3a HM3BBPLIBAHE HA ouIMaTHHA
IIPEBOJIU.

) 3a MEAULIUHCKUTE U3/ENHA Cle/IBa 1a ObaaT IIpEeACTABEHHU:

Jeknapanys 32  CHOTBETCTBHE OT IIPOM3BONMTENS MM  HETOBHS
YI'BJTHOMOIIEH TNpEACTaBUTE U cepTHdHKAT 3a kadectBo — CE
MapKUpOBKa HJIM CePTH(UKAT 3a OCBOOOXaBaHe Ha BCAKA MapTHaa (B
IPEeBOA OT ¢pupMa, CKIIOYmIa 10oroBop ¢ MBHP), kbeTo e IIPUIOKUMO (B
KOITME 3aBePEeHO ¢ Ipu ,,BApHO ¢ opuruHana” chc CBEX HeYaT U MOIIKC
Ha MPOU3BOJIUTEILS WU YIIBJIHOMOILEH IPEJICTABUTEN HA CHILHS).

M36poennte TOKyMEHTH ce MPeACTaBsT B JEJOBOACTBOTO Ha Mununcrepctso
Ha 31paBeonasBaHeTO, KIACHPaHU M NMPUKAYeHH B Mamnka. B mamkara ce mpunara
[THCMO C OIHC Ha CBABPXKAIIKUTE CE€ B HEs NOKYMEHTH, KAaTO 3abJDKUTEIHO Ce
NIocoYBaT HOMEpaTa, JaTUTe U OpOs Ha MPUIIOKEHUTE JOKYMEHTH OT BCEKH BHUI.

3.3. B ciy4ai, ye mocouenuTe B 4i.3.2. JOKyMEHTH ca HEPEIOBHHM MM He ca
KOMIIIeKTOBaHH, cbuiuTe ce Bpbuwar Ha M3IIBJHUTEJSA ¢ npuemarenHo-
[IpelaBaTesIeH IIPOTOKON 3a HW3IpaBsHe Ha HepenHoctute. CpoksT mo uir.3.2. 3a
[IalllaHe Ha MOCTaBKaTa, 3alo4yBa Ja Tede OT JaTaTa Ha MPeACTaBSHETO Ha
MOCIIEAHHUS U3UCKYEM Ce€ TOKYMEHT.

IV. CPOK HA T1OCTABSHE

4.1. Besika oTentHa 10CTaBKa [0 Or0OBOPA, Ce M3BBPIIBA €KECEIMUYHO Bb3

OCHOBA Ha 3asBKa OT JEYeOHOTO 3aBe/leHHe- KpaeH IONydyaTel W B paMKUTe Ha
YTBbpI€HATA IUCMEHA 3asiBKa — pasnpefeleHHe OT MHUHHCTEPCTBO Ha
3ApaBeonasBaHeTo. HavanHara nocTaBKa ce M3MBJIHABA B CPOK JO JECET THA OT
AaraTa Ha BpPBYBAHE Ha 3asBKaTa — pasnpeneieHue. Konnuecrsata B 3asBkaTa —
pasnpezeneHne ca CboOpaseHu ¢ pasroiaraeMuTe OFOKETHH CpeCcTBa. 3asiBKaTa —
pasnpesiesieHle Cce BPBhYBA JIMYHO CPEIly MOANKC HA YIIbIHOMOILEHO IHIE OT
3BEHOTO 33 aJMHUHUCTPAHUBHO OOCIy>XBaHe WIH Ce H3IpaIla ¢ IIPenopbyaHo ITHCMO
C 0OpaTHa pasmUcKa, 10 (aKe MU [0 eNeKTPOHEH IIbT MPH yCJIOBHATA U 110 pefa Ha
3aKoHa 3a eJIEKTPOHHUS JOKYMEHT U €JIEKTPOHHUS MOAINC.
4.2. BBI'BJIHUTEJIAT ce 3agpmkaBa, B CpOK 1O /Ba JHHM cjeJ] U3THYAHE HA
cpoka mo T1.4.1 nma yesegomu nmeMeHo wid no ¢akc BB3JOXKUTEJISA 3a
U3BBPIIBAaHE HA JOCTABKUTE HAa CTOKHUTE, IIpeAMET Ha HACTOSIIUSA aorosop. Ilpu
HEBB3MOXKHOCT 33 H3BBPIIBAHE HA JOCTAaBKUTE Ha CTOKUTE IPEeIMET Ha HACTOSILIHS
JIOrOBOp Ja yBeaoMu nucMeHo win no paxc Bb3JIOKUTEJISL.

4.3. 3a xoIM4YeCTBa JOCTaBeHW W3BBH 3asBKaTa-pasmnpejenenue mno uird.l.,
BB3JTOXKHUTEJISAT HsiMa 3aabiDKeHUE 3a TUIala”e.

4.4. JlocTaBsiHETO Ha CTOKH 0€3 3asBKM - pa3NpeesieHusT € JOMyCTHMO CaMo
B M3KJIIOYHUTENIHH ClIy4au, 3acTpalllaBallf XHUBOTa W 3JpaBETO Ha TIpaKIaHUTE U
cliel U3pUYHO IIMCMEHO MOTBBPXKICHWE OT CTpaHa Ha MUHHUCTHPA WU ChOTBETHHS
pecopeH 3aMeCTHUK-MUHHUCTHP.



4.5. B coyyaute mo wi.10.4 u 10.5 or JIOroBopa, CpoKbT mo 4in.4.1 3amousa
Jla Te4e OT JaraTta Ha MUCMeHOTOo cbriiacue Ha BB3JIOKUTEJIS.

MSCTO HA JOCTABSHE

5.1. Kpaiitu nomydateny, onpeelnienu 1o peaa Ha Hapen6a 34 ot 25.11.2005
T. 33 pefia 3a 3aliallane OT PeryOIuKaHCKus OI0/DKeT Ha JISYEHHETO Ha ObIrapcKu
TpaXTaHU 3a 3a00NsIBaHMS W3BLH 00XBAaTa HA 3aXBDKHTEIHOTO 3IpaBHO
OCUT'ypsIBaHe.
3.2. PUCKBT OT Ciy4aHOTO MOTHBaHE WM TOBPEXKIAHE HA CTOKUTE IIpeMHUHaBa
Bbpxy BB3JIOKHUTEJISI or MomeHTa Ha NpHEMAaHETO WM Ha MSCTOTO HA
JOCTaBsIHE C IPUEMATENIHO-TIpeJaBaTe/IeH IPOTOKOJL.

VI. JATA HA JOCTABSIHE HA CTOKHUTE

6. 3a nata Ha ocTaBAHe ce CYHTA Jarara, Ha KOATO CTOKHTE ¢a JOCTABEHHU 10
KpaWHUTE MOTy4aTeNd, ChbIaacHo 4w1.9.2

VII . 3AABJOKEHUS HA U3ITBJIHUTEJIA

7. A3ITBJHUTEJIAT ce 3anmkaBa:

7.1. la noctaBu CTOKUTE B JOTOBOPEHHs CPOK W Ja T'M Mpenaje Ha
KpalHUTE IOJIy4aTelu.

7.2. Jla nipeajie CTOKUTE, MaKETHPAHW M MAPKUPaHH B ChOTBETHHS
BHJI, KOJIUYECTBO U KA4YE€CTBO Ha MSACTOTO Ha JOCTaBsIHE.

7.3. B cpok mo 60 nHU ciex AOCTaBsHE HA CTOKHMTE Ja MPEACTaBU HA
Bb3JIOKUTEJIS noxymentnte, u36poeHw B wi.3.2. OT HACTOSIIMS JOTOBOP.

7.4. IIpu noanucBaueTo Ha JIOroBOpa Ja IpeJCTaBH:

a) JOKYMEHT 3a perucTpauys (KOraTo W3ITBJIHHUTEIST ¢
o0eTMHEHHE);

0) noxymentu 1o 4i1.47, an.1, an.2 u an.5 ot 30I1;

B) rapaHnys 3a U3MBIHEHHE, B e[lHa OT (GOPMHTE, ONpee]eHH B
4w1.60 or 30II, kosTo ce ocBoOOXmaBa 10 60 [HU cjen INPHKIIOYBAHE
H3IIBJIHEHHETO Ha Jorosopa. ['apanmusita € B pasmep Ha 3 % OT cToMHOCTTa Ha
norosopa 6e3 JIJIC u BB31u3a Ha .....,00 nesa.

VIIL 3AABJZKEHUS HA Bb3JIOXUTEJISA

8. BB3JIOKUTEJAT ce 3anbmkasa:
8.1. Jla mpueme no pena Ha ui. 9.1 u 4. 9.2 OT HACTOSIIIUS JTOTOBOP
4ype3 YI'bIHOMOIIEH MPeACTaBUTeNl Ha KpalHUs HOJIydaTesl TOCTaBEeHUTE B CPOK U
Ha MSCTO CTOKH, CHOTBETCTBAILK IO BHUJ, KOJIMYECTBO U Ka4€CTBO Ha ONHCAHOTO B
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HaCTOsAILMA TOroBOp. HXJ'IOCTHI/ISI KOHTPOJI HpH MHOPUEMAHETO HA CTOKUTE Ce
OCBIIECTBABA OT PBKOBOJUTEIUTE HA CHOTBETHUTE JICUEOHH 3aBCOCHUS.

8.2. Jla 3arutatu focTaBeHUTE CTOKH 110 pena Ha 4.3 OT HAaCTOSIIUS JJOrOBOp.

8.3. Cnen mpukitouBaHe WM3MBIIHEHUETO HA JIOTOBOpa J1a ocBOGOU

rapaHMsTa 32 U3IBIHEHHES, 03 1a NBIKH JINXBH 3a CPOKA, IIPe3 KOUTO cpeacTBara
3aKOHHO Ca MPECTOSTH Y HETO.

IX. IPUEMAHE U IPEJABAHE HA CTOKUTE

9.1. TlpreMaHeTo Ha CTOKMTE ce M3BBPIIBA HA MSCTOTO HA JOCTABSHE OT
ynbiaHoMmomeH npencrasures Ha Bb3JIOKUTEJISL.

9.2. WM3IOBJHUTEIAT ¥  yIeIHOMOIIEHUST [peICTaBuTel  Ha
BDbB3JIOKUTEJISA MOAIUCBAT IpHeMaTeNHO-IIpejaBaTelIeH ITPOTOKOII,
YAOCTOBEPSABAILl ITOJIy4aBaHETO HA CTOKHTE.

X. KAYECTBO, TAPAHIIMU Y CPOK HA TOJHOCT

10.1. KauecTBOTO Ha CTOKHMTe, MpemMeT Ha HACTOSIIMS IOTOBOp, cleaBa Jia
OTroBapsi Ha TEXHUYCCKHUTE CTAaHAAPTH Ha TPOU3BOAUTENS, KOETO Cce
YAOCTOBEPsBA ChC CEPTUQHUKAT 3a KAUECTBO, H3aACH OT KOMIIETEHTEH OpraH
B CTpaHaTa Ha MPOU3BOIUTEIIS.

10.2. MuHUMAaNHHUAT CPOK HA FTOJHOCT € KaKTO ciaenBa:

10.2.1. TexneuueBute kurose 1o I[losumms Nel or cnenuuKaIMaTa ciensa aa

HMaT MHHHUMAJIEH CPOK Ha TOOHOCT He IMo-KpaTbk oT 60 % oT o0sSBeHUs OT

NpOU3BOINTEINS, KbM JlaraTa Ha BCSAKA JOCTAaBKa, NpeIOCTaBeHa Ha KpalHUTe

[IOJTy4YaTely /CbOTBETHHUTE JIeYeOHH 3aBeIeHMs/.

10.2.2. PaguodapManieBTHIHTE 3a JUArHOCTHKA in vitro mo I[Tosuims Ne2 oT

crienuUKanuaATa CIeABa 1a KMaT MUHEMAaJeH CPOK Ha FOJHOCT He no-KpatbK ot 80

% OT OOsIBEHHS OT NPOM3BOJMUTENS, KBbM [aTara Ha BCAKA JIOCTABKA, IPeIOCTaBeHa

Ha KpaWHHUTE I10JIyYaTeNH /ChOTBETHHUTE JIeUeOHH 3aBeICHHS/.

10.3. B cnydyaii Ha nocTaBka Ha CTOKH C IO-KPaThK OT JOTOBOPEHHs] CPOK Ha

rogsoctT UBITBJHUTEJAT nbmku HeycTOMKA KAKTO CIEBa:

Texnenuesu kurose Nel oT crierudukanusTa:

ot 59,99 10 50 % - 20% BBPXy CTOHHOCTTA HA JOCTABKATA,

oT 49,99 10 40 % - 30% BBPXY CTOMHOCTTA HA NOCTABKATA;

noxa 40% - 60% BbpXy CTOMHOCTTA Ha NOCTABKATA;

PagnodapmaneBTiunnTe 3a TMarHocTrka in vitro Ne 2 ot cnenmpuxanusTa:

ot 79,99% 10 70% - 20% BBpXy CTOWHOCTTA HA TOCTABKATA,;

0T 69,99% 1o 60% - 30% BBPXY CTOMHOCTTA Ha JOCTABKATA,;

oT 59,99% no 50% - 60% BbpXy CTOMHOCTTA HA JOCTABKATa;

oT 49,99% no 40% - 75% BbpPXY CTOMHOCTTA HA JOCTABKATA;

nos 40% - 90% BBpXy CTOWHOCTTA HA JOCTABKATA.



10.4. JloctaBKkaTa Ha CTOKH ¢ OCTaTb4yeH CPOK Ha TOJHOCT MO-MaJIbK OT 40
(YeTHpHAECET) HA CTO OT OOSBEHHS OT HPOM3BOLMTENS ce H3BBPIIBA CAMO C
nuemeno ceriacue Ha Bb3JIOKUTEJIIS 3a KOHKPETHO KOMMYECTBO, oIpeneseHo

OT Hero. bes u3pmuHo mucmeHo coriacue na Bh3JOMXKHATEJIS crokute Hsiva na
OBIaT 3aIUIallaHH.

10.5. KPAUHUST NOJYYATEJ MOXe€ Jla OTKaXxe IpHeMaHeTO Ha

CTOKHUTE, aKO B JICHS Ha TAXHOTO NMPHEMAaHE OCTATHYHUST CPOK HA FOJHOCT € IO —
“MaieK 0T onpeneneHute B 4i1.10.2. /60 % wuau 80%/ ot HacTOsIIIHS ZIOTOBOP.

10.6. B ciyqaii Ha Ge3maTHO JOCTaBsIHE HA HAKOW OT CTOKHTE IO JIOrOBOPA,
CBIIacHO noroBopeHoTo ¢ MBITBJIHUTEJIS, chumre crensa ma oTroBapsr Ha
nocoueHuTe ot Bb3JIOKUTEJISA usnuckBanus oTHOCHO CPOK Ha FOAHOCT U CPOK
Ha JIOCTaBKa, B CbOTBETCTBUE C WiI.2.3. 1 wi.4.1.

XI. OTTOBOPHOCT 3A HETOYHO M3I'bJHEHMUE. PEKJTAMALUA

11.1. BB3JIOKUTEJISIT wmoxe na mpeasBsBa pekiaMainuy npen
N3ITbJHUTEJS 3a:

a) KOJNMYECTBO M HEKOMIUIEKTHOCT HA CTOKHTE WM TeXHHYecKaTa
JOKYMEHTALUs (IBHU HEJIOCTATBIIN);

0) Ka4ecTBO (CKPHUTH HENOCTATHIH):

- IPU I0CTaBsSIHE HA CTOKU HE OT JOTOBOPEHHS BHI, IIOCOYEH B 4.1 .;

- IpY KOHCTaTUpaHe Ha Ae(QEeKTH MPpH yroTpeda Ha CTOKUTE.

11.2. Pexnamanuu 3a SBHM HEJOCTATBIM HA CTOKUTE Ce [IpaBsiT OT
BB3JOKUTEJISA, upe3 kpaiiuuTe mHomydaTeqd Ha CTOKMTE, B MOMEHTAa Ha
NPEIaBaHETO MM, 33 KOCTO Ce ChCTaBs MPOTOKOJ, MOAKCAH U OT J(BETE CTPaHH.

11.3. Peknamannu 3a CKpUTH HEHOCTATBIM Ce HPaBAT TIpe3 LISt CpPOK Ha
FOOHOCT HA [JOCTaBEHWTE CTOKH, KaTO peKIaMalusara ce IpHIpYKaBa
3aIBIKUTEITHO OT KOHCTATHBEH MIPOTOKOJI, U3aJieH OT M3mbaHuTeIHATa areHus 3a
JIeKapcTBaTa.

11.4. BB3JOXUTEJISAT e rexeH 1a YBEIOMHU  ITMCMEHO
H3ITbJIHUTEJIS 3a ycraHoBeHuTe nedexti B 15 (meTHajgeceT) JHEBEH CPOK OT
KOHCTaTUPAHETO UM.

11.5. B peknamanuurte ce mOCOYBA HOMEPHT HAa JOrOBOPA, TOYHOTO
KOJINYECTBO Ha IOJyYEeHHWTE CTOKM C TEXHHS NapTHAEH HOMEDP, OCHOBAHMETO 32
peknamMalusa 1 KoHKpeTHOTO uckane Ha Bb3JIOKUTEJIS.

11.6. B 10 (mecer) nHeBeH CpOK OT IOJyYaBaHe Ha pexiiaManusra,
MU3IbJIHUTEJAT cnensa na orrosopu Ha BB3JOXKHUTEJS nucMmeno u
KOHKPETHO Jalli IIPHeMa peKIlaMaIusTa Uik s OTXBBPJIS.

11.7. Ilpu pexnamanus 3a sBHu Hepoctarbid U3ITBJIHUTEJAT e nibxeH
B €THOMECEYEeH CPOK OT IIOJly4yaBaHe Ha peKjlaMalluaTa 3a CBOS CMETKa W PHCK Jia
JOCTaBd Ha MACTOTO HA JOCTaBsiHE KOJMYECTBOTO JIMIICBAIlM B JOCTaBKaTa /
HEKOMIIJIEKTHU JIOTOBOPEHU CTOKH.

11.8. Ilpu pexnamauus 3a ckputu HemoctaTbiln UINBJHUTEJIAT e
JUTBXEH B €IIHOMECEYEH CpOK OT IIOJy4aBaHETO M Ja 3aMEeHH  JIOCTaBEHHTE
HEJIOrOBOPEHM 110 BHJ / Je(DEKTHU CTOKM 3a CBOSI CMETKA U PUCK WJIM I10 TPElieHKa
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Ha BB3JIOKHUTEJIS na BepHe chOTBETHATA HACT OT 3alliaTeHara [IeHa, BEJIHO C
J'BJDKUMUTE JIUXBH.

11.9. M300pbT Ha mNOCOYEHHTE MO-TOpPe BB3MOKHOCTH Ja C€ BbpPHE
ChOTBETHATA YaCT OT IUIATEHOTO WJIM J1a CE JOCTaBsAT HOBH CTOKM IPUHAIJIEKH Ha
Bb3JIOKHUTEJISA u ce ynpaxHsBa oT Hero mnox ¢opMara Ha MHCMEHO
yeenomienne 10 USITBJIHUTEJISA, kato pasxoiure M pUCKOBETE IO HOBOTO
nocraBsHe ca 3a cMeTka Ha USITHJIHUTEJIS.

11.10. PexnamupaHuTe CTOKM C€ CBXpaHSBaT OT CBOTBETHHS KpaeH
IoJIy4yaTes IO ypexXIaHe Ha peKIaMaluuTe.

XII. OTTOBOPHOCT TP HEM3IIbJIHEHUE

12.1. 3a HeusnbIHEHHWE Ha 3aIB/DKEHMATA CH 10 HACTOSILHS JIOTOBOD,
HEW3NpaBHaTa CTpaHa Ib/DKM HeycTolika B pasmep Ha 0.7% Ha aeH BBPXY
CTOWHOCTTA HA HEM3IIBIHEHOTO B JOTOBOPEHHUTE CPOKOBE 3aIbJKEHHE, HO HE
noseve or 20% (xBaseceT NpOLEHTA) OT CTOMHOCTTA HA HEH3ITBIHCHUETO, KAKTO H
o0e3lIeTeHHe 3a IPETHPICHUTE IEeHCTBUTENHM BPEeAd B CIy4aWTe, KOTaTo Te
HaJXBBPJIAT JOrOBOPEHATA HEYCTOMKA.

12.2. Koraro npu Hamuuue Ha peknamanuu, HU3IMBJAHUTEJIAT =He
U3IIBIHM 3aABJDKCHUATA CH 110 pasfen XI oT HacTOSImusA TOrOBOP B CPOK, CHILUAT
aboxkd Ha BB3JIOKHUTEJISA Heycroiika B pasmep Ha 2% OT LieHaTa Ha CTOKHUTE,
3a KOUTO Ca HallpaBeHW peKJIaMalliuTe.

12.3. BB3JIOKUTEJIAT yooeneTBopsBa NPETEHIMHTE CH OTHOCHO
HEU3ITbJIHEHUETO Ha JOroBopa, KakTO M 3a 3aIljalllaHe Ha HEYCTOHKHTE OT CTpaHa
Ha MBITBJIHUTEJISA kato 3agbpxa rapaHimsaTa 3a H3MbIHEHHE 110 4.7 .4., OyKBa
“B” OT IOroBOpa, CieJ] KOETO 10 ChOTBETHHS PE/l.

12.4. Ilpu BuHOBHa 3a0aBa Ha USIIBJHUTEJIS, npoasokuia ¢ moseye ot
IIOJIOBUHATA OT CPOKA 3a U3IIBIHEHHE Ha ChOTBETHOTO 3a/IbJDKEHHUE, Apyrata cTpaHa
HMMa MpaBo 1a pa3BajH A0roBopa €IHOCTPAHHO C 15-THEBHO MpeaH3BECTHE.

12.5. BB3JIOKUTEJSAT uma mpaBo Ja NpeKpaTH €IHOCTPAHHO U Oe3
IIpeIU3BECTHE HACTOSILMS JOTOBOP B Clyuyall Ha Tpe[sdBEeHH TIOBeue OT TPH
pexknamaruu oT Bb3JIOKUTEJISA o . XI.

12.6. B cuyyaii, ye mno otHomeHnne Ha HW3IIBJHUTEJISA HacThiAar
obctostesictBara mno uid. 47 or 3akoHa 3a O0OIIEeCTBEHUTE MOPBHYKH,
BB3JIOKUTEJISAT uma npaBo 1a npekpaTtd eJHOCTPAHHO HACTOSILUS JOTOBOP,
0e3 MIUCMEHO TIPEeAU3BECTHE U 0€3 J1a IBIDKA HEYCTOMKH.

XIII. ®OPCMAXKOPHHU OBCTOSATEJCTBA

13.1. CrpanuTe 1O HACTOSIIUS JOTOBOP HE JBJDKAT oOe3lleTeHue 3a
[IOHECEHW Bpeaud U 3ary0M, aKo IIOCIeJHMTE ca MPUYMHEHW B peE3yiTaT Ha
HEIpeoJ0IMMa CUia.

13.2. Ako cTpaHaTa, KOSITO € CJIEeIBAJIO Ja W3MNBJIHU CBOE 3aJbJDKECHHE IO
JoroBopa e 6usa B 3a0aBa, TS He MOXe J]a ce [1030BaBa Ha HENPEO0JIMMa CHJIa.



13.3. “Henpeononuma cuna” mo cMUCHIA HA TO3U JOT'OBOP € HeNpeaBUJICHO
H/UIIH HETIPE/IOTBPAaTHMO CBOWTHE OT W3BBHPENEH XapakTep, Bb3HUKHAIO Clej
CKJIFOYBAaHETO Ha IOTOBOpa.

13.4. Ctpanara, 3acerHara ot HelpeomOIMMa CHJIa, € JTHKHA 1a IpearpueMe
BCUYKM JICHCTBHSI C IpI)kaTa Ha JOOBp CTONAHMH, 32 1a HAMald 10 MHHHMYM
TIOHECEHUTE BPEIIM M 3aryOH, KaKkTO M Ja yBEIOMHM ITMCMEHO Jpyrara cTpaHa B 7-
AHEBEH CPOK OT HACTBIBAHETO Ha Hempeojonumata cuna. I[Ipu HeyBemomsBaHe ce
ABIDKU O0e3IIETeHHe 3a HACTBIMINTE OT ToBa Bpeau. Hempeomonumara cuia ce
AOKa3Ba OT 3acerHaTaTa CTpaHa ChC CepTUUKAT 3a (opcMakop, M3AafeH I10
CbOTBETHHS PEl OT KOMIIETEHTHHUS OpraH B Ibp)KaBaTa, B KOSATO Ca HACTBHIHIH
(bopcMaKOpHUTE 0OCTOSATENCTBA.

13.5. JTokato Tpae HempeonoiMMaTa CUIa, U3TBIHEHHEeTO Ha 3abIKEHUATA 1
CBBP3aHUTE C TAX HACPEIUHHU 3aJbIDKSHUSI Ce CIMpA.

13.6. He npencrapnsgBa “Hempeogonuma cuia”  ChOMTHE, PHYHHEHO IO
HEOPEXKHOCT WM Ype3 YMMIUICHO IeHCTBME HA HSKOS OT CTPAHHTE WM TEXHH

NPeCTABUTEIN W/HJIK CIY)XMTEIH, KaKTO M HEJOCTHra Ha MapHYHH CpPEACTBa Ha
BB3JIOKUTEJISL.

XIV. CIOPOBE

14.1. Bwb3HuWKHamMTe @pe3 BpeMEeTPaeHETO Ha J0roBOpa CIOpOBE U
pasHOTIacusi MEXIY CTpaHHUTe Ce DpellaBaT uYpe3 IIPeroBOPH MeXIy THX.
IlocTurHatuTe HOroBOPEHOCTH ce 0GOPMAT B MECMeHa (opMa U ce MpeBphINAT B
HepasJeHa 4acT OT JOroBopa.

14.2. B ciny4ail Ha HemocTHraHe Ha JOTOBOPEHOCT IO IIPEAXOIHMS UJeH,
BCUYKM CIIOpPOBE, TIOPOAEHH OT TO3U JOrOBOpP WJIM OTHACHIIM Ce JO Hero,
BKJIFOYUTETTHO CIIOPOBETE, TIOPOJEHH OT MJIM OTHACAIIM C€ O HErOBOTO THIKYBAHe,
HEJICUCTBUTEIIHOCT, HEM3IIbJIHEHWE WM TpeKpaTsBaHe Iie ObJaT pa3pellaBaHd
criopesl ObJIrapcKUTe MaTEePUATHU M MPOLIECYAIHU 3aKOHU OT KOMIIETEHTHHUS Ch] 110
pena Ha [ TIK.

XV. CbOBIIEHMS

15.1. Bcuukd cbOOIIEHUS MEXIYy CTPaHWTE, CBbP3aHHW C U3IIBIHEHHETO Ha
TO3U JIOTOBOP Ca BAJIMIHU, aKO ca HanpaBeHU B NMUcMeHa ¢GopMa U ca MOAINHUCAHA OT
yreiHoMoteHurte npeactasurenn Ha U3IMNBJIHUTEJS wim Bb3JIOXUTEJISL.
15.2. 3a jmaTta Ha CHOOIIEHHETO CE CMATA:
- JlaTara Ha IpefaBaHeTo — IIPY PBYHO MpeiaBaHe Ha ChOOIIEHUETO;
- JlaTara Ha IIOLIEHCKOTO KJIeMMO Ha oO0paTHaTa pa3lucKa — IPU U3MpaliaHe
110 TIOIIATa;
- JaTaTa Ha TMPHUEMaHeTO — MpH H3MpallaHe 1o Teledakce, TeIeKC WU e-
mail.



15.3. 3a BanunHu agpecu 3a NpueMaHe Ha CHOOWIEHHS M OAHKOBH CMETKH,
CBbP3aHM C HACTOSAIIUA TOTOBOP CE€ CMSTAT:

3A UBITBJIHUTEJISA: 3A BB3JIOXKUTEJIA:
..................................... MpunncrepcTBo Ha 37paBeona3BaHETO
TP ceeeeennnnnn rp. Codust 1000
21 S . “Ceera Henens” Ne 5
mei.: men..:
Dakc: Daxc:
bankoBa cmeTka bankoBa cmeTka
Th ”AIDl- bHb LlenTpanHo ynpasienue
IBAN IBAN: BG83 BNBG 9661 3000 1293 01,
BIC xon BIC xox na BHb — BNBG BGSD

15.4. Tlpn npomsza Ha nocodenus 1o 4i1.15.3. agpec choTBeTHATA CTpaHa €
JUIbXKHA /12 YBEIOMH [IpyraTa B TPUIHEBEH CPOK OT IPOMSIHATA.

15.5. B cpoka Ha neiicTBUE Ha HACTOSIIUS noropop U3IIBJIHUTEJAT
HsiMa TPaBo J1a MpoMeHs OaHKOBaTa CMeTKa IOCOYeHa B Wil. 15.3, ocBeH B clly4yaure
Ha o0e3neyaBaHe Ha 3a/IbDKEHUsS 110 OAHKOBHU KpeJuTH 1Mo uim.16.1.

XVL IPYTH YCJIOBUS

16.1. IlpaBata M 3amb/DKEHHATA 10 HACTOSINMS JOTOBOD HE MOraT Ja ce
NIPEeXBBPIIST €AHOCTPAHHO Ha TPETH JIMIA U NMOJOOHH aKTOBE HE MOPaXKJAT IIPABHO
nelicTBHE 0e3 MMCMEHOTO ChITIACHe Ha Ipyrara cTpaHa.

16.2. 3a HeypeneHWTe BBIPOCH B HACTOSIIMS JONOBOp Ce IpHjara
JNeHCTBAIOTO OBIrapcKoO 3aKOHOIATEIICTBO.

16.3. B cioyyail Ha HacTBOWIM TPOMEHHM B JO3MPOBKATA M HAa4YMHA Ha
NPUIIOKEHHE B 0J00peHaTa KpaTKa XapaKTepHCTHKA Ha JIEKapCTBEHHs IPOLYKT,
CICH CKIIOYBAaHC Ha HACTOALUMS [OrOBOpP, KOMIICHCHPAHETO Ha IMOBUIICHUTE
pasxonu e 3a cmetka Ha U3ITbJIHUTEJISA.

XVIL 3AKJIIOYUTEJHHU PASITIOPEABHU

17.1. JJoroBopsT BiIM3a B CHJia OT JaraTa Ha MOJANHUCBAaHETO MYy OT JABETe
cTpaHd U € c¢bCc cpok a0 31.12.2011 r. Ilo oTHomeHue Ha “yclOBHS, HQYMH Ha
TJlaljaHe ¥ CpoOK Ha IulallaHe” CpoKbT Ha JEHCTBHE € ChIVIACHO JOTOBOPEHOTO B
Pazpnein III oT HacToOsIIUS JOTOBOP.



17.2. Tlpu chcTaBsHETO Ha HaCTOAIIHSA JIOTOBOD ce NpeAcTaBuXa CJIEIHUTE
MOKYMEHTH, KOUTO ca HepaszellHa HeroBa 4acT:

1. Pewenve Ha MuHHCTBpa Ha 3apaBeonasBaneTo Ne PJ - 17-
......... [eceeer.2011T 32 H360p HA MIITBIHATE; '

2. JlokymenTu o win. 47, am. 1, 1. 1-3 m am. 2 or 3011

3. [IpuemartenHo-npenaparenen MPOTOKOJI 10 0bpaseny Ha MuHUCcTepCcTBO Ha

3/IpaBEONa3BaHETO.

4. Pazpenienue 3a ynorpe6a.

5. I'apaHius 3a u3nbIHeHwUE.

17.3. HacrosmusT xorosop ce cherau B TPH eIHOOOpasHA eK3eMIuIspa Ha
Obarapcku esuk - equd 3a U3IMbJIHUTEJIS u a8a 3a Bb3JIOXKHUTEJISL.

Bb3JIOKUTE.JI: N3IIBbJIHUTEJIL:

MHUHUCTBHP
A-P CTE®@AH KOHCTAHTHUHOB

AUPEKTOP IUPEKLUS “Bd”
3051 BbJIEBA
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