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W3 bJIHATEJEH JUPEKTOP .
HA ATEHIUS 110 OBIIECTBEHN MOPHYKH « 10-- (58
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»EaekTponkomepe® EQO/L

EUK: 831635532

rp.Copus, 1138, yu. ,,CamokoBcko moce” Ne 1
TesL/ake: 02/ 975-33-60; ren. 02/973 62 77

YBAKAEMA I'OCIIOXKO IIABJIOBA,

YBAXKAEMHU I'OCITOXKH u T'OCITIO A,

Ha ocroBanme w90, an.1, .3 u T. 4 oT 3akoHa 3a OOMICCTBEHH MOPBUKH, n~Clennanmapada
OonHMIIA 33 AKTHBHO JcucHuMe 1o OHKOMOrHS” EAJ] oTmpaBs Hacrosmara IOKaHA 3a y4acTHE B
nponedypa Ha forosapsaHe Oe3 o0aenenne koM ,Enexrporkomepc EQO/I.

Ha ocnosanue wr. 19, an.2, 1.24 or 3001, AreHnudgra o oGIHecTBEHH nopweuku (AOII) caensa
Aa OCBUIECTBH IIpeABapHUTENIEH KOHTpON BbpXy Pemenme Ne 3-.42{ ... oT 7+2.04.2016r. Ha
Hsnenaurennus mapexrop Ha ,,CEAJ mo onkonorus™ EAJL, rp.Cobus 3a oTKpuBaHe Ha npoleaypa 3a
Bh3/araHe Ha oOmEecTBeHA NOPBUKA 4pe3 NPONeAypa Ha joroeapsHe Gez o6sBIeHHE 1O peja Ha
Paznen 11, rmasa Ceama ot 3011

IpeamersT Ha obmecTBenaTa nopbuka ¢ ,Jlocraska Ha Nekapersed mpoaykt Medronic acid
(MDP) 5 mg no pena na Hapen6a Ne 10/17.11.2011 r. 5a MUHHCTEpCTBOTO Ha 3/paBEONa3BAHETO" BEB
BAI M KOJIMYECTBA, MOApodHO omucanu B [Ipuioxenme No 1 - TexHmuecka cherudukarnms,
HEpasfienHa 4acT 0T HacToAIuara oKaHa.

1. DaKkTAYECKATE H PABHH OCHOBAHHS 32 OTKPHBAHE HA TPOIETYPATA €A CJIEHUTE:
3a ,,CBAJI no ouxomorms” EAJ], rp.Copus € BB3HHKHATA HEOTHOXKHA HEOOXOTHMOCT OT
AOCTaBKa HA JIEKAPCTBEHHAT NpoRyKT Medronic acid (MDP) 5 mg, ko#ito ce mocTass mo pena Ha
»1apenta Ne 10 ot 17 noemspr 2011 r. 3a ycIoBHATa M pefla 3a TeUCHHE ¢ Hepa3peIICHH 3a ynotpeba
B PemybGinka Brirapus jiekapcrBeHM IPOAYKTH, KAKTO H 33 YCIOBHSTA M Peia 3a BIIIOYBAHE,
IPOMCHH, U3KIIOUBAHE H JOCTABKA HA JICKAPCTBEHHM IPOAYKTH OT CHHCHKA 10 Wi 266a, alr. 2 or
3aKoHa 3a JIEKapCTBEHHTE MPOJYKTH B Xymaunata memunmaa” (HapenGa Ne 10/2011 r.). Bunro ot
IlpoToxon 3a ocurypsBaHe Ha HepaspemcH 3a ymoTpeGa JekapCTBEH NPOIYKT, H3rOTBEH Ha
ocHOBanHe Wi.6 am.l or Hapeaba Ne 10/2011 r., mopmmcan or TpuMa TeKapd H YTBHPAEH OT
H3bIHHTeNHAS aupekrop Ha CBAJIO EAJI, manuie e cremHa heoGXoQuMOoCT OT OCHI'YPSBAHETO HA
IEKapCTBEH MPOAYKT € MEX/yHApOJHO HENATeHTHO HanMeHoBaHHe Medronic acid (MDP) 5 mg. Ktm
HACTOALIMA MOMEHT TO3M NPOJYKT HE NPHTEXKABA PaspemcHEe 3a ynorpeba, Ha Gbirapckus masap He
ChlllccTBYBa ananorwued. Ilo rtasm npuymsa CBAJIO EAJT ormpaBm HckaHe 3a BHACSHE HAa
JexaperBenud npoAykr go MAJI (mmemo ¢ Ham m3x. Ne 18-00-137 ot 01.04.2016 r.) Baocuten Ha
JCKapCTBEH MPOIYKT ChC CXOAHH XapaKTEPHCTHKH H ¢ H3daneHo ot UAJ] BaanHQ.f‘iJa;,peﬂi“eﬁHeéa‘
BHOC € ,,Enexrponkomepc” EOO/. ToBa ofcTosTencrso ce yaocTosepsaBa ot Pa3p‘ian;énue 3a BHOC -
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YBAXKAEMA I'OCIIOXKO ITABJIOBA,
BbB BpB3Ka U310KEeHOTO TI0-TOpe, MO TIPH BB3MOXHOCT IIPEBAPHTENHHS KOHTPOI IO L.
19, an. 2, 1. 24 or 3011, u3BbpinBaH 0T AOII, ga OB/e OCBImECTREH B ClEMIeH HOPSTBK.

IL IIOKAHA
IL. 1. BUJT HA ITPOIIEJYPATA: ,uorongpﬂ Oe3 obspeHuE.
Hponienypara ¢ orkpura ¢ Pemenne Ne.Jr, /01 .. 1.1 ..04.2016. va M3neimvrennms IHPEKTOP HA

»CBAJI no onkonorus” EAJ, rp.Codus.

IL 2. JIPEAMET HA TIOPBYKATA: , [loctaBxa Ha JCKapCTBEH poxyKT Medronic acid (MDP) 35
mg o pena sa Hapenba Ne 10/17.11.2011 1. 5a MunucreperBoTto Ha 3apaBconazBaneTo”

I1.3. W(3BNCKBAHUS 3A U3HBJTHEHHETO HA TIOPBYKATA::
3.1. Manckpape 32 mpejcTaBsiHe Ha  bpPBOHAYAIHA odepra: 72 © M3TOTBEHAa CEHIMIACHO
YIBBP/CHATA NIOKYMEHTalM 33 YHACTHE H IIPHIIOKCHHTE 00pazIly.

3.2. Cpox H mscTo 3a noiasaHe Ha odeprrTe: 510 16.009. Ha 28.04.2016 1. B JeNOBOACTEOTO HA
»CBAJI o onkonorus™ EAJL rp.Codus.

3.3. Ilporao3na croliHOCT M HAYHH HA IIAIAHE:

IIporrosnara croiiroct Ha nopsuxara e 8280,00 b. (oceM XHUIISAM ABECTA H OCEMIUEceT ns.) 6ez JJJIC.
IInamaneTo me ce H3BLPmHA B cpok 7o 60 jEm, cies U3BLPUICHA JOCT4BKA, U3dafeHa dakrypa u
ABYCTPAHHO IOMTMCAHH NPHEMATCIHO - IIPEAABATENCHH IPOTOKOIIH.

3.4. l'apanius 3a yaacrue: He ¢ [PEABHIEHA.

3.5. 'apaHuma 3a H3nLIHeHHe: B pasMep Ha 3% /Tpu mpouenTa/ ot 06mara cToiHOCT Ha JOroBopa.
IlpencraBs ce B eAna ot cnequuTe (opmu: mapudHa cyMa, BHeCeHa 10 CMETKA Ha Branoxurens:
»L{eHTpanta koonepatusHa Ganka“ AJl, IBAN: BG19CECB9790 10F7 2327 00, BIC: CECBBGSF.

HITH 6aHKOBA rapaHIlas, Ch¢ CPOK HA BATHIHOCT JBA Mecena Clie]l H3THYaHEe CPoKa Ha 0TORopa.

3.6. 3a vuacThe B AOTOBAPDHHETO CJIEABA /A 6’]:;[3T IPEACTABCHN CJIC/IHATE JOKVMEHTH!

1. CHHCEK Ha TOKYMEHTHTE, ChIBPKALH CE B otepTara, moanucan ot yuactauka, CIINCBKDT ce
Tipujiara B HAYa10TO Ha oepTara, MpeIH BCHIKH JOKYMCHTH (CBOGO/IeH TEKCT),

2. Ilpencrapsne Ha yuacTHrKa - O6pazen Ne 1;

3. Jexnapanpa or HMETO Ha YYACTHHKA 32 OCHIYpsIBAHE Ha HEOOXOMHMHTE KOJIHYECTBA OT
JICKapCTBCHUA TIPOAYKT, IPEAMET Ha Jorosopa. O6XBaTsT Ha JAeKiapamnuara TpstOBa a CHOTBETCTBA
HA IIPCAMETA Ha TIOPhYKara (B CBOGOIEH TeKCT);

4. CeprudukaT 3a CHOTBETCTBHC HA TPOM3BOTMTENS nobpata IPOM3BOICTBEHA IIPAKTHKA HITH
CKBHBAICHTCH NOKYMEHT MO CMHCEIA Ha W53, and ot 30I1 win ACKIapandsd OT yJaCTHHKA HITH
TIPOH3ECIATEILA, He MPOM3BOJUTENAT OTIOBAPS Ha IMPAaBHIIATa Ha JI0GPATa IPOH3BO/ICTREHA IIpaKTHKA,

5. Hexnapauus no wi.47, an. 9 or 3011 - O6pazen Ne 2;

6. Jexnaparus no wi.56, an.1,1.12 3011 — Ob6paszer Ne 3;

7. Hexnapauus 3a JIMIca HA CBBP3aHOCT © ApYT y4aCTHUK B CBOTBETCTBUE ¢ uit. 55, an. 7 ot 30I1,
KaKTO U 3a THIICA Ha 0DCTOATENICTBO Io wiI. §, ail. 8, 1.2 or 3011 - Ob6pazser Ne 4;

8. TexHH9ecKo MPEINOKEHNAE 33 H3MLIHEHHE Ha nopwukara - Obpazerg Ne 5;

9. llenoso npeanoxenue 3a HATHIHCHRE HA nopsukara 0e3 JJJIC - OGpasen Ne 6.




3.7. MsacTo 1 _JaTa_HAa OpPOBeKIaHe HA JoroBapsHero: 3acenarenHaTta 3ana Ha ,,CBAJI mo
opkontorus” EAJ] rp.Codusa. [arata B 9achT HAa JOTOBapAHETO 1€ C€ YTOUHH JOIBJIHHUTEIHO C
H3Opal@He Ha THCMO JI0 [OKAHeHHs M o0fBsBane Ha CBHINATE HAa NpOQHI Ha KymyBada HA
BB3JOKHUTENA, clied noiayvapane Ha Cranopunie Ha AOII 3a oChINECTBEH HpeABapUTENEH KOHTPOIL.

3.8. Cpok 3a M3NILJHEHNE HA OPLIKATA: CHINIACHO JIOTOBOPA.

II1. ITPOBE AHE HA TOT'OBAPSHETO H CKJIIOYBAHE HA TOI'OBOP.
B noroeapsHero TpgOBa da ydacTBa 3aKOHHHS NPEICTaBUTEN Ha IOKAHEHMS YYACTHHUK HITH
HA/UIEKHO YI'BJIHOMOIIEHO/H OT HETo JIAIE HIIH JHIla ¢ HOTApUATHO 3aBEPEHO ITBIHOMOIIHO,
3a mpoRexaHe Ha TpolelypaTa Ha AOrOBapAHE BB3NIOKUTEIAT HAa3HAYaBA KOMHCHS, KOATO
MPOBEKAA JOTOBApPAHETO Mo pejta Ha 4in.92a ot 30IL
KomucusaTa mpoBexaa NOrOBapsSHETO ¢ [IOKAHEHHs YYACTHHK 3a OIPECIIIHE Ha YCIOBHATA HA
IOTOBOpA, CHITIACHO M3HMCKBAHHATA Ha BH3JIOKATEN, IOCOUEHH B MTOKaHATa 3a ydacTue. PesynraTute
OT JIOTOBApPIHETO CE& OTPa3ABAT B MPOTOKOJ, KOHTO C€ IIQJIIMCBa OT WICHOBETE HA KOMHCHATA H OT
VUACTHHKA.
Crex mpoBeXkziaHe Ha JOTOBApAHETO, KOMHCUATA M3IOTBY JOKJAJ| JO BB3JIOKHTENL, B KOWTO
OTpa3sBa pe3yaTara oT IPETOBOPHTE H IIpEAsIara;
- CrimouBaHe Ha JOTOBOD;
- IlpekparsiBane Ha npoleAypara.

BB310KHTEIST OMpe/Iens H3ITBITHATEN ¢ MOTHBHPAHO perenne B ¢poka mo w173, an.1 ot 3011
H CKJIIOYBA TOTOBOP € HETO.

Ipnaaram:
1. Pemrerme Ne 3 - ...(é.’rﬂ......././3...04.20161". 33 OTKPHBAHE Ha IPOIe/yparTa

2. IlpoTtokon 3a OCHrypsBaHE Ha Hepa3pellleH 3a ynorpeba JIeKapcTBeH NPOAYKT, H3TOTBCH Ha
ocrnopanme wi1.6 an.l or Hapen6a Ne 10/2011 r.,

3. TTucmo oo MAJI ¢ mam us3x. Ne 18-00-137 o1 01.04.2016 1.

4, PaspemenHe 3a BHOC HAa Hepa3lpemeH 3a ymnorpeba JekapeTsBeH mpoaykr - Ne JAL-
15699/11.04.2016r., n3aaneHo Ha ,,Enextporkomepc™ EOO/;

6. ITpunoxenue Nel: TexHudecka crenu(pAKaNA;

7. ITpunoxenue Ne 2: O6pa3ny Ha JOKYMEHTH.

JA-P BAJIEHTHH AHT'EJIOB

Hanwanutenen qupexrop Ha ,,CBAJI 11O OHKO EAJ




HPHJIOXKEHUE Nel:

Texanvecka cnenuducanms

1O IIpOLeAypa Ha NOTOBapsHe 6¢3 00sABIEHHE 32 Bh3/IaraHe Ha OOIIECTBEHA OPBUKA C IPEAMET:
»0CTABKA Ha JieKapcTBeH npoaykT Medronic acid (MDP) no pena ua Hapen6a Nel10/17.11.2011
. HAa MHBHCTEPCTROTO HA 3ApPABEONA3BAHETO

JexapcrBena Iipormozno

HaumenoBanne KOHHeHTpANHA Koaugecrro
Ne ATC (INN) JIek. ¢opma 22 12

Mecena
a0

300 ¢pnaxona

I. | VO9B A 02 | Medronic acid (MDP) °“£§Z§§3: 1 5 mg/dnaxon (50
OIIaKOBKH)

EENINY e



INPRJIOKEHUE Ne 2: OBPA3IIA HA JOKYMEHTH
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Obpazey Ne 1
NPEACTABAHE HA YYACTHHK
A0
»CBAJIO” EAJT

YBAXKAEMHA I'OCIIOAWH U3MNBJIHUTEJIEH JJUPEKTOP,

C HacTosmoTo, 3adBABaME, ue JKeNaeM N4 y4acTBaMe B TIPOLECAYpa 34 Bb3/araHe HA OBLIECTBEHa
nopruKa ¢ npeaMet: ,JlocraBka Ha Jekapersen npoaykT Medronic acid (MDP) 5 mg no pema
Ha Hapenfa Ne 10/17.11.2011 r. sa MHHHMCTEPCTBOTO HA 3APABEONA3BAHETO® IpPH YCIIOBHATA,
004BeHH B JOKYMEHTALIMATA 32 YYacTHe, H IPHETH OT Hac.

Ipremame na ce cunTtame ofBLP3aHH OT 3aALIDKCHUATA M YCIOBHATA, MOETH ¢ O(epraTa o
u3THYaHeTo ua 180 (cro M oceMecer) KaleHNapHH JIHH BKJIOYHTEIHO, CUMTAHO OT KPaMHMA CPOK 3a
nony4yapaHe Ha odbepty.

3asBaeame, 4e aKO NOPbUKaTa Gbe BHAMOKCHA HAa HAc 10 MOJMHCRAHE HA JOTOBOPA 32 BL3JArdHE
Ha o0WecTBeHaTa TIOPbYKA HAacTOSmMATa odepra Iue NpeACTaBlfBa CIOPasyMEHHS MEXIAy Hac M
BLITIOKHUTENS, KOCTO Lue Gb/ie Ge3yCnORHO rapaHTHPAHO OT HAIIATA TAPAHLAA 38 YYACTHE B POLeAypara.

3asBIBAME, Ye aKO NOPBUKATA OBNE BH3NMKEHA HA HAC, 1IC M3ITBIHHM MPEAMETA i B CHOTBETCTEHE
€ H3MCKBAHWATA, SATOKEHH OT BBITOKHTENS B TEXHUHECKATA CTICLIM(bHKALMAL.

3adssiBaMe, Ye [PH NPEJUIOKEHHTE OT HAC YCIOBHA, OLIUCAHH B TEXHHUYCCKOTO HH MPEANIOKEHHE U
TIpH LIEHATa, KOATO CMe TIPCIVIOMKHIIA B HaLlaTa IeHoBa odepTa, CMe BIIIFOUWIH BCHUIKH PA3XOJIH, KOUTO ca
HeOGXOIAMM 32 Ka9eCTRCHOTO H3MbIHEHHE Ha TOPHUKATA, B OTIHCAHHS BHA U 06XBAT.

UneATHPHKAUAONEA JaHAA HA YYaCTHHK/CHOTBETHO — 33 JHIE, BKJIO9EHO B, o0equHeHHe -
YY4CTHHK, KOCTO He e IOPHIHYECKo auie/

Hme/pHpMa HA YIRCTHHKA Hocoueme naumenosanHUemo na yuacmuuxa
EMK/Byactat/ap. ugenradpukanns
Cepaanme u agapec no Iocoueme ynuya, 2pao, nowencku ko0, dvpicasa

pernerpannadg Ha HOJI nnn
nocTosiAeH aapec ua OJI

Touen aapec 3a KopecnOHACHIAS Hlocoueme ynuya, 2pao, nowencku koo, Ovpocasa

3aKoHeH NpeaCTABHTENT HA Ilocoueme ume, pamunus u onvacrocm
Y4ACTHHKA
JInue 3a xoHTaKTH 32 Hponenypata | [locoueme unme, Pamunus u OTbHCHOCH/ NoHOMOUHO
Tenedonen HoMep ITocoueme xo0 na nacenenomo macmo u meaedonen Homep
Paxc HOMep Ilocoyeme k00 na Hacenenomo mscmo u nomep ua axc
EnexTponen aapec llocoueme mouen adpec na erexmponna nowa
HuTepuer agpec
BaHKOBH PEKBHIHTH banxa:

banroe krowu.

BIC:

IBAN:

HUIC e/xa;

Basxcrno! Ilpu yuacmue wa obedunenue, Koemo He e opududecko auue, ce npwzaza aﬁmo
HpeoCmasAne HA YUACHMHUKA ¢ ROCOMEHH UOSHMUMPUKAUUOHHN AHII U 30 8CAKO e@uo auue, oK mueno
€ ofeduHeHUEMo, '
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Kozamo vyuacmuux — 10puoudecko auye/eOHOAUYEH MbPRosel He € GRUCUH 6 NyOHuden pe2ucmnp,
Omt KOHMO MO2am QOCMOBEPHO 04 €€ U3GAEKAM OaHHU OMHOCHO RPASHUSA MY CIMGIYVI, CHULTIN IPEOCmaca
U KONUE Ha OOKVYMEH 30 PECUCTHPALUAMC CH.

Hyscdecmpanay  I0pHOUYecKy AUYA MPEeOCHAsAm CbOINGEINEH eK8UBANEHMEH OOKYMEHm Wil
UOSHMUDUKAYUOHEH HOMED, U30A0eH OM KOMHEMEHMHUA CbOeDeH Wil AOMUHUCIHPAMUEEH Op2aH 6
CBPOICABAMA, 6 KOAMO C4 YCIMAHOGEHM.

AT, cviinsininisissnnns TIOJIIHC: .....cvciviisisisscnsissiscsnane



Odpaszen Ne 2

JAERKJIAPAIIASA
no wi. 47, aia. 9 or 3011

3a nuiicara na oocrosrencreara mo wi. 47, an. 1, 1. 1, 6. a7, .67, 8", 0" 0,07, 1.2, 3 u 4, an. 2,
T. 1, 2a (c u3xs1. Ha npet. BTopo), 4 u 5 wan. 5 or 30I1

JonynoanucaHuaT/HaTa. .........0vvnenn. , © EIHoooooniiiin , TIpDHTEe)KaBall JHYHA KapTa
No............... , H3TANICHA OT.iivvvvriiiinnnnnen. , BATHAHA JO0.......ccoennn. B KayecTROTO MH Ha
....................... (covu ce  MOYHO  ROFUYUAMA/ORBICHOCHMING — HA  Hpedcmasiasayus)  Ha

(nocousa ce Ghupmama u euda mevpeogey/obedunenue), CLC  CelaNMImle W ajpec  Ha

YuacTHHK (MM JTHIETO B 006/ THHEHHETO-YYaCTHHK) B [IPOLEYPa 3a Bh3JlaraHe Ha 0OLIecTBEHA MOPHYUKA C
npeameT:  ,JlocTaBka Ha JdekaperseH npoaykt Medronic acid (MDP) 5 mg mo pega ma
Hapen6a Ne 10/17.11.2011 r. Ha MHHHCTEPCTBOTO Ha 3IpABE0NA3BAHETO

AEKJTAPHPAM, ciegnoro:

1. He ¢BM ocBacH ¢ Bd3na B cuia npuckia/ OcbleH ¢bM, HO CbM PeadHTHTHPAH (HCBAPHOTO Ce
3auepTaBa):

a} 3a TMpecThIVIEHHE NPOTHB (HHAHCORATA, JAHBUHATA WA OCHIYpUTENHATa CHCTEMa,
BKJIFOYHTETHO HRIIMpaHe Ha MapH, no 1. 253-260 ot HakazaTenHud KOJeke;

6) 3a nogxyn no un. 301-307 or HakasaTe/THHSA KOACKC;

B) 33 YUACTHE B OPTraHM3HpaHa NMpecThlHa rpyna no wi. 321 u 321a ot Hakazarenuus komekc;

I') 3a MpecThIVIEHHe TIPOTHB codcTBeHoCTTa o Wwi. 194-217 ot HakasaTenHus Kogekc;

1) 3a IIpeCThIUIEHHe [IPOTHB CTOMAHCTBOTO M0 4. 219-252 ot HakazatenHus KOICKC,

€) 3a npecrbiuteHHe Mo Wi. 136 or HakazaremHus kojekc, CBBP3aHO CBC 3APABOCIOBHHTE H
OesonacHd ycsioBUa Ha TpyA, unu mo 4. 172 or Hakasatennus KOMCKC NMPOTHE TPYAOBHTE MpaBa Ha
paboTHUIHTE;

k) 3a mpecThiuleHHe To wi. 313 oT HakasarenHus Komekc BBB BPb3Ka C NPOBEKIAHE Ha
[IPOLIEYPH 3a Bh3Narade Ha oOIeCTBeHH TOPHUKH.

2. He cuM ceBp3aHo muile o cMuckiaa Ha § 1, T. 23 a ot [P Ha 30I1 ¢ Beanokurens WM ¢he
CITY>KUTENH HA PBKOBOJIHA IUTHKHOCT B OPraHH3alMaTa Ha Branoxutens.

3. YYacTHHKET (WIH JIHUETO B 00eIMHEHHETO-YIACTHHK) HEe € CKIFOUYHIT JOTOBOP ¢ JIHNIE 1Mo wi. 21
¥ 4wl 22 0T 3aK0Ha 3a NIPEeAOTBPATABAHE H YCTAHOBSBAHE HA KOH(UIMKT HA WHTECPECH.

4. Y4acTHUKBT (WiH JHALETO B 00eTHHEHHETO-YYACTHHK):

a) He € 00ABeH B HEChCTOATEIIHOCT;

6) He € B NMPOW3BOACTRO MO JMKBHIAHHA WIIH MOA00HA MpoUSAYPa CHEIACHO HAHOHAIHHTE MU
3aKOHH W MIOA38KOHOBH aKTOBE;

B) HE € B OTKPHUTO APOU3BOACTRO MO HECHCTOSTEIIHOCT;

T) HE € CKIIOUHMI H3RBHCHICOHO clopasyMeHHe ¢ KpeJHTOPHTe CH IO CMHCBHIa Ha wi. 74Q oT
TeprorckHs 3aKoH, a B oIydyal Ye YYaCTHUKBT € UYKIECTPAaHHO JIHLe — HE ce Hamupa B TonobHa
TIporieaypa CBIIIACHO HALIMOHATHUTE 3aKOHH H NO3aKOHOBY aKTORE;

1) HErOBaTa ASHHOCT He € 0] pa3NopexIaHe Ha ChAa M He € TIPeyCTaHOBU JICHHOCTTA CM;

€) HAMa 33AbIDKEHH 110 CMUCHIA Ha 1. 162, an. 2, T. 1 ot J{aHbYHO-OCHTYPHUTEIHHA NPOLIECYAJIEH
KOJIEKC KbM ABPiKaBaTa H KbM OOIIHHA, YCTAHOBEHH C BIIAZBI B CHIA aKT HA KOMIICTCHTCH OPIaH (nenyswars
wacr ce suueprana), OCBEH KO € JOMYCHATO PA3CPOUBAHE HITH OTCPOMBARE HA 33]Th/LKCHHAATA, HAMA m%nmélgmii__
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33 JAHBIH WM BHOCKM 3a COIHATHOTO OCUTYpPSIBaHE CLIIIACHO 3aKOHOATENCTBOTO Ha AbpiKaBata, B KOATO
HJIM Y4ACTHHKET € YCTaHOBCH;

I) He € BHHOBEH 33 HEH3ILIHSHHEe HA 3aJb/DKEHHA [0 J0rOBOp 3a OOLICCTBEHA IIOPBUKA,
JOKa3aHO OT BB3J0IKHTENS C BIIA3NO B CHJIA ChAEOHO perleHue;

5. Huadopmaumda, OTHOCHO MyOINMHHHMTE PETrHCTPH, B KOHMTO C€ CBIBPKAT TNOCOYEHHTE
00CTOATENICTRA, HITH KOMIIETEHTHHA OPTaH, KOHTO CBITIACHO 3aKOHOAATENCTBOTO HA NBP)KABATA, B KOATO €
YCTaHOBEH, NPEIBIDKAA BRITFOYBAHETO HA HAKOE OT Te3H 0OCTOATENCTRa B MyOMideH Oe3naTeH perHcThp
HIM IIPEJOCTABAHETO HM OE3IUIaTHO HA BH3II0MKUTE]I.!

- 33 OOCTOATENCTBATATIO T. ..., 0. .cm Lo, ;

- 32 OOCTOATENCTBATATIOT. ..., O....cm oo ;

- 32 OOCTOATENCTRBATA MO T. vy Ovniim ei i, :

HzBecTHO MM €, ue 3a HEBEPHM NaHHH HOCS HAKA3aTelHa OTroBopHocT mo wi. 313 or
HakasatemHus koaekce.

H3secTHo MH ¢, Ye NpH NPOMEHH B JieKJTapHpaHuTe oOCTOATENCTRA B MPOLECa Ha MPOBEXKAAHe Ha
HpOLIEAYPAaTa, CbM IBIKEH 1 YBEIOMS BB3JIOKUTENS 32 TOBA B 7/-IHEBEH CPOK OT HACTHLIIBAHETO WM,

DI £:1 ¢: " TTOAITHC q......ccosemrerecrsennnssansances

(mpume umera, ORBICHOCH U NOORUC HQA
OeKAAPAMOPa-RPeOCasIAealy  YYaACHHUKQ/ TuYe,
GKAIOYEHO 8 00LOUHEHUCMO-VYACHHUK)

Baxcro!

Beexu yuacmuux npuaaza edno 060 npedcmasane, 8 KOemo ce ¢KAOYER dexnapayuama no wi. 47, ai.
9 om 30II. [exnapauuama ce RONBIGA OM GCAKO €0HO AuHe, RPEOCHAGTACAULO YUACHIHUKA &
cromeememeue c 4. 47, an. 4 3011, kakmo u om 8cAKO eOHO TUNHE RPEOCHIAETABCAUO THUE, EKTIOUCHO 6
YHACMHUK-00e0UHEHNUE, KOCMO HE € IOPUONYECKO JIUHE 6 chomeememeue ¢ Wi 47, aa. 4 3011

Bascno!

Hexnapayuama ce nonsiaea om caAKe e0HO Aule, RPEOCMAGIABAWO ROOUINBHUMET § CHOMEECMEUEe

cun 47, ar. 4 3011




Obpazeq Mo 3

JEKIAPATIUSA
mo Wi 56, an. 1, 1. 12 OT 3011
3a NpHeMaHe Ha YCJOBHATA B NPOEKTAa HA JOTOBOD

JIOMYTIOAIMCAHMAT fATA/ ..o eeeereeee et st ses et e st e e st antasaans sans st e smeaseassesessesesann smnanrans

2
» C IIOCTOAHEH afpec: TP.(C) ...oovveveeinrrierenne, BS19311071 R )
s ¥l teeentetiaireesensiine s sbesete e e en e e e e e e e e e e et e e et ee e teerares , O, e, 2 , @IL ....... .
............................ S €-MAIL 1vvvvvevierer e
(Onvorcrocm)

(HAUMEROBAHUEIO HA YHACHHUKA)
OTHOcHO: y4acTHe B NpOLeNypa 3a BB3jIaraHe Ha oOIIECTBReHA TIOpBUKA ¢ npeamer: ,JlocTaBKa Ha
JexapcTBeH npodykT Medronic acid (MDP) 5 mg no peaa Ha Hapea6a Ne 10/17.11.2011 r. na
MHHHCTEPCTBOTO HA 3APABEONAIBAHETO

AEKJTAPHPAM, ge:

ChbM 3arno3HaT ¢ YCIIOBUATA Ha MNPOCKTa Ha AOTOBOP B HACTOALIATA NMpoUeaypa v I'M IIpHeMaM Oes
BB3pazKCHHA.

JdaTa: cinen HOAIuC:..
(mpume UMEHA, OFBICHOCH U HOOHUC HA
OeKnaApamopa-npeocmasiaeqiy VUacmuuKa/auye,

BRIIOUEHO 8 OOCOUNEHUEMO-VYACHHUK)




Oapazeu No 4
JEKJTAPATIIAA
no 4. 56, an. 1, 7. 6 or 3011 3a irnca HA CBBP3AHOCT ¢ APYT YYACTHHEK B NPOUEIYpPaTa B

CHOTBETCTEHE ¢ WL 55, a1, 7 ot 3011, kakToe U 32 JAACA HA 00CTOATEICTEBO M0 WL, 8, a1. 8, . 2 oT
3011

ETH ool , TIpETekaBaI K. No ... , H3OATEHA HA .....eeeevveveviirinseeennns ,
o3 , € IOCTOSTHEH GIPeC: TP.(C) «-vveorereeerceeeen , OOTIMHA ...oovveeeecveeeeenrne. \
(010 F: o2 S s VIL, ceiterteceesinesesas e et e e e nn e e e e sn e nen e senntne ,B6m. ......... 3 €T\ vrrrernes , A, ....... ,
g 1= PO I 17:1 IO B 10 -1 ) ,

(HAUMEHOBAHUECING HA YHACHHUKA)
OTHOCHO: yyacTHe B MpOIEAypa 3a Bh3IdaraHe Ha OOlIECTBEHAa MOPBUYKa ¢ NMpeaMeT: ,,JocTaBKa Ha
JiekapcTBeH npoaykT Medronic acid (MDP) 5 mg mo pena na Hapenoa Ne 10/17.11.2011 r. ma
MuHHACTEpCTBOTO HA 3APABEONIAZBAHETO,

AEKJTAPHPAM, YE:

1. IIpeacrapIgBaHMAT OT MEH Y4YACTHHK HE € CBBP3aHO jMIe N0 cMHChia Ha § 1, T. 23a ot P Ha
30!l MnH cBEP3aHC NpEANpHATHE N0 cMHcBIa Ha § 1, T. 24 ot JP ma 30II ¢ apyr camocTosTeneH
YUacTHHK B HacToflllaTa TpoLeaypa.

2. 3a mpeacTapIARAHHAT OT MCH YYACTHHK HE ca HamWile obcToATeNncTeata nio ui, 8§, am, 8, T. 2 oT
3011, a ©IMEHRO: HC € BBHIICH CKCHCPT, Y4acTBad B pa3paboTBaHe Ha NOKYMCHTALMATA M HE ¢ CBGLP3aHO
mine no cvuchkiaa Ha § 1, 1. 23a or JIP ma 30Il ¢ BbHIIER exchepr, ydyacTBal B pa3padoTBaHe Ha
TOKYMEHTAIHATA.

HzpecTHO MU €, Y4e IpU NPOMEHHU B JEKIapHpaHuTe OOCTOATENCTBA B Npolieca HAa NPOBEXKIaHe Ha
npoUedypaTa, CEM ANTBXKEH Ja YBEAOMS BBL2I0XHTENA 34 TOBA B 7-THEBEH CPOK OT HACTHIIBAHETO HM.

HzBecTHO MU e, ue 33 HEeBEPHHM AaHHH HOCH HaKaszaTellHa oTroBopHocT no uA. 313 ot Hakazatennus
KOAEeKC.

3abenescka: pu yuacmuuyy — obedunenusn, KOUMO He Ca 0PUOUYECKU Tuya, JeKkiapayusma ce
RPeOCMass 30 0DEOUHEHUEMO-YUACTHHUK, d HE 30 8CAKO O TUYAMd, BKTIOYEHU 8 HEZO.

Jl E:T v HIOON TIOAIMHAC:......cnseincnsisrinscssssases
(mpume uMerHd, ONBICHOCM U ROORUC Ha

Oernapamopa-npeocmasiacauyus
YUACHHUKA)




Obpazeu Ne 5
TEXHHYECKO NPEJJTOXKEHHE
3A M3INBJIHEHHE HA TIOPBYKATA

OTHOCHO: yuacTHe B mpoiedypa 3a Bb3laraHe Ha OOINCCTBEHA NOPBYKA C NMpeameT: ,,JocTaBKa Ha
JexaperBed npoaykTr Medronic acid (MDP) 5 mg no pexa na Hapeada Ne 10/17.11.2011 r. Ha
MuHHCTEePCTBOTO Ha 3APABEONA3BAHETO

Hacrosmoro Texuuaecko TIpeII0KeHHe e TICNAACHO oT
.......................................................................................... s ETH ity B KAYECTBOTO MY Ha
...................................................................... Ha
FHUACTHHKR. .. ... ivrveisseteirriressinstssssamreesserseessamnreesssasessressssansnssesnnmneesensens s EUK oo , BIIMCAH B

.................................................................................................................... , CbC CceAanMile M anpec Ha
VIIPABICHHE: TP. weererrmerremiaersransessaenseressesesnens y “eeeseeeeeiesariessreresseeessssiersinresiresioeeeieteintteittesaneneanereann

YBAKAEMH I'OCIIOAWH U3NIBJIHHATEJIEH THPEKTOP,

Cnen 3anozHapaHe ¢ BCHYKHM M3MCKBAHHA, TOCOYEHH B TOK2HATA M JIOKYMCHTALMATA 34 Y4acTHE B
npoueaypata no joroeapsne 6es oOsapienue, NOTBBEPXKIAABAM, Ue NMPCACTABIABAHUAT OT MEH YYACTHHK
OTrOBaps HA M3HCKBAHMATA W YCIIOBHATA, TOCOUEHH B JOKYMEHTAIMATA. CBLIOTO Ce YCTaHOBABA H NOKA3Ba
¢ JOKYMEHTHTE, IIocodeHH B CIMHChKA HA JOKYMEHTHTE, ChIBDIKALLH ce B odepTaTa.

IMPEJJIATAM:

1. Ilena 3a usnmbnHeHwe: cwrmacHo Jllenoso npennokenne” u [IPHIOKEHHEC KbM HETo -
OcTolHOCTEHA TEXHUYECKa CTICITH(HKATINA.

2. MsicTo Ha M3MBJIHCHKE Ha [opbukaTa: crpagara Ha ,,CBAJIO” EAL rp. Codus, ya. ,JInosauscko
mone” Ne 6, DOTHHYIHA alrTeKa;

3. Cpok Ha JocTaBKa cief 3a9BKa (10 24 YACA): ...ceeeevreveirvereeae s ;

B ciyuaid, ye npecTaBNABAHMAT OT MEH YYACTHHK GhIIC onpeesneH 3a M3MbIHUTEN, e TIPECACTABY B
CPOK BCHYKH JOKYMEHTH, He0OXOIAMHU 32 MOAITHCBAHETO HA JIOTOBOP 3a 00IecTBeHAa MOPhUKa.

HanmMenosanne( Jlex. JIeKapeTReRa ITpornosno ThLProBCKO
ATC KOHIIEHTPA NponisoxuTen
INN) tdopma st KonuyectBo HAHMEHOBAHHE
L. ITAKOBKA 300 dbnakona
Medronic acid | ©™ 5 b
V09B A 02 coh (50
(MDP) mg/biakoH
¢naxoHa OIIaKOBKY )
I £ ¢: T —— HoOAIMUC:

(mpume umena, ORBHCHOCH U NOORUC HA
Oexnapamopa-npedcmasnaAsaly  Y4acHIHuKa/ iuye,
EKIOUEHO 6 OBCOUHEHUCNO-YYACTIHUK).




Obpazey N 6
IMEHOBO IIPEJJIOKEHHE

OTHOCHO: yYacTHe B MpoLEAypa 3a BL3jIaraHe Ha ofINecTReHa Mophuka ¢ mpenMer: ,JlocTaBka Ha
aexkapersen npoaykr Medronic acid (MDP) 5 mg mo pena ma Hapea6a Ne 10/17.11.2011 r. na
MunncTepeTBOTO HA 3APABEONA3BAHETO,

Hactosmoro Henoso LPEIOKEHUE ¢ noaaaeHo oT
ETH oo, , B KAYECTBOTC MY Ha

Ha YYaCcTHHKA

EUK , BIIHCAH B

ChC CejaiMIle M  aIpec  Ha  yIpapieHHe:  Ip.

YBAJKAEMH I'OCIIOJHH U3ITE/IHHUTEJIEH THPEKTOP,

Cnen 3amospaBaHe ¢ BCMYKH M3WCKBAHUS Ha BB3NOXKHTENI, 3aM0KEHH B [OKAHATA H
JOKYMEHTALIHATA 34 y4dacTHe B NpOLeAypaTa IO J0TroBapsHe Oe3 o0jABJCHHE, OT HMETO U 3a CMETKA Ha
NPeACTABIABAHNA OT MEH YYACTHHK IIpeQiaraM Ja H3IOBIHA IIOPBYKATA NPH IIOCOYEHHTE MO-JOIY
(pMHaHCOBY YCAOBHA.

3a H3NBIHEHHE HA NpeIMETa Ha IOPBUKATa B CHOTBETCTBHE C YCJIIOBHATA HA BB3IIOMKHTCIIA, 061.uaTa

cTOHHOCT Ha Ilenosoto MH MpeIoKeHHe Bb3/IH34
HA ttieeneeininaninrasanenesenrnseniesensnneeneslornimirsneiseee s esesea ) € JC
IIEHA U YCJIOBHA HA ®OPMHPAHETO i

» IMocoueHata 1eHa € B JIERa W BKITOYBA BCHYKH Pa3sxOAM 32 M3TBIHEHHE HAa NOPBUKATa;

> [Ipennoxkenarta LeHa € OLPSASIICHA IIPU IBIHO CHOTBETCTRHES ¢ YCIOBHATA HA BRITIONKHTENS;

> EnuAuvHaTa TleHa HA TpeanaraHdd JIeKapcTBEH MPOJAYKT € mocodeHa B IIpmioxenne —
OcroiiHOCTeHa TeXHHYecka cnena(uKanms.

> Tpu oTKpHBaHe Ha HECHOTBETCTBHE MEXIY MNpPEUIOKEHATA ©AWHHMYHA IieHa W obluara

CTOMHOCT, BanHaHa iie ObAe eqMHHYHATA LieHa. B cnydal, ¢ OBA¢ OTKPUTO TakoRa HECHOTBETCTBHE, 1L
[pHEesa 00IMaTa CTOHHOCT B CHOTBETCTBHE C €AMHHYHATA LI€Ha.

IIpenn ckIrOYBaHETO Ha AOTOBOP 2a OOWIECTBEHA NOPHYKA IIE YYpeId B [TO3a HA BB3JOMKHTENS
rapanLus 3a 100po U3BETHCHHE Ha JOTOBOpa B pasMep Ha 3% OT CTOMHOCTTA My.

Jexaper | Hporno

TLProOBCKO
HaumeHoBaHHE Bena suo Mpoussoau Eguunu | Odma
Ne AlE (INN) oJlek. hopma KOHLEHT | KOJHYe TeJ Han:l;:[ona HaOeHa ¢ | MNEHaC
paunsi | ¢TBO 3O A4cC AAcC
300
5 thmako

V09B | Medronic acid | omakoBka ¢ mg/bna | Ha (50

AQ2 (MDP) 6 duiakoHa
KOH | ONAaKoR

KH)

10 s




HdaTa: coieneeees
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(mpume UMEHd, OABIICHOCHM U  NOONUC Hd
Oexaapamopa-npedcmasiacar  VYaCIHuKa/auye,
GRAIQUEHO 8 0OCOUHEHUCINO-VYACTHHUK)




Odpaszeu Ne 7
JOTOBOP
3a Bb3JIaraHe Ha o0IecTBeHA MOPBLYKA
32 IOCTABKH HAa JIeKAPCTBEHH NPOAYKTH 3a Hy:knuTe Ha ,,CBAJI no onkonorna” - EAJI

JlHeC, ..o 2016 r., B rp. Codus, Mexay:

»CleHHAIM3ApAHa 0OJIHAHA 332 AKTHBHO JedeHHe o oHKogorus” EAJl, cbc cepanmine B
rp.Codusa u agpec na ynpaenenue paiion CtyaeHTckH, I.K. 1756, yn.”Ilnosmuscko mome” Ne6, EHMK
000662776, npeacrasigraHo oT A-p Banentun AxrenoB — M3nbiHuteneH gupekrop B lletpana
Jlanesa - [ naBen cueroBoauTEN, HApHYaHO To-10y 3a Kparkocet KYIIYBAUY, ot egua cTpaHa,

H

erssssrasnsrsensessensnancenss CHC CEJIUIHIIE .......... R e - T H a7IpeC HA YIPABICHHE ...occreerureirenicnnenrinns 3
EUK ...ooveeereerererrereanns , MPEACTABIABAHO OT ..vvvvecrrerecrvererrennerennenne , Hapu4aHo 1O-JI0JY 33 KPaTKOCT
[TPOITABAY ot apyra cTpaHa,

HAa OCHOBaHHWe wI. 92a, an. 7 o1 3akoHa 3a oOIHecTBeHH MOPBHUKH B PemieHue Ne ......oocvviivvvvecenennnn.
roJi. Ha U3IIBIHATEIHES AHPEKTOP 3a OIpeAe/THE HAa H3IBJIHATEN Ha O0MIeCTBEHA TOPHUIKA,
¢ CKIIIOYH HACTOSIIHAT JIOTOBOP 3a JIOCTABKA MPH CICTHUTE YCIOBHS:

LITIPEAMET HA JOI'OBOPA

Uin.1.(1). [Ipeamer Ha HACTOSMIMA JAOTOBOP ca NMEPUOJAYHU JOCTABKH Ha JEKapCTBEHH IPOIYKTH,
Hapu4anu B Jjororopa CTOKH, noapobHo onucanyn 110 BUjl, TPOrHO3HO KONMYECTBO, CAUHNYHH LIEHH H
obmia croitHoct B Texmmuecko npeioxenne — llpunoxenwe Ne 1, m TleHOBO MpemnokeHue —
ITpunoxenue Ne 2, KOUTO ca Hepas/IeliHa YacT OT JIOroBOpa.

(2). KoBkpeTHATE O0CTABKH B paMKHTE Ha JIpeaMETa Ha HACTOAUES JOIOBOP CE€ H3BBPIIBAT Bb3
ocHoBa Ha mnucMeHH 3adBkd Ha KVYIIVBAUYA, B 3aBHCHMOCT OT HETOBHTE TOTPeGHOCTH W B
CHOTBETCTBHE C NIPEATIOKEHHATA 3a H3ObJIHCHHE Ha mopbukara Ha [IPOJJABAYA - Ilpunoxenne Ne 1 i
2.

(3). llpeanmoxkeHudara 3a u3NbIHeHHe Ha nopbukata Ha [IPOJJABAYA ca HepaszzaenHa dHacT OT
HacToAIOus JoroBop: TexHudecko mpennokenue — llpmmosxenne Ne 1, m IleHoBo mpemnoxkerme —
IMpunoxenue Ne 2, kaTo YCIOBHSTa MM Ce CYHTAT II0 IpAaBO YCIOBHS HA HAcTOSMIHSA AOTOBOD,
JOKOIKOTO APYTO HE € YTOBOPEHO.

II. HEHA U IUTAIIIAHE

Yn.2.(1). CroHHOCTTa Ha JOTOBOpa 3a MEpPHOIA Ha OEHCTBHCTO MY BB3IIH3A HA ..covcvvvevcvinenne.
(coeeeeriniennene) JeBa ¢ BkMoueH JJIC, dpopMHpaHa BE3 OCHOBA Ha OQepHpaHHTE CIUHMYHHTE LICHH K
Koam4ecTBaTa B ¢hruacHo [Ipunosxenue Ne 1 ¥ 2, HepaszenHa 4acT OT AOTOBOpA.

(2). ExuHUYHATE IEHATE Ha CTOKUTE, TIPeIMET Ha HACTOALIHS JOTOBOP ¢a ChINIaCHO KlacHpaHaTta
odepra Ha [TPOJ/TABAYA 1 BKIHOYRAT BCHYKH Pa3xo/4 JI0 MACTOTO HA HU3ITbJIHEHHE.

Un.3. ITIPOJJABAYDLT rapanTipa M3I'bIHEHHETO Ha HACTOSINMS JIOTOBOP 110 LEHH CBOOPA3HO
IOCOUEHHUTE B o)epTara My, BAIHIHHA 34 TEJTHS JIOTOBOPEH CPOK.

Un.4. Mi3MeHeHHEe Ha JOTOBOPEHHUTE I[EHH C& IOIyCKA CaMO HAa OCHOBAHHMATA, HPEABAIEHH B W 43,
ar. 2 ot 30IL

Un.5. IInamanusta Ha NOCTaBEHMTE CTOKH C€ H3BBPHIBAT 4pe3 OaHKOB IIPEBOJ| IO CIIEHATA
bankoa cMeTka Ha IIPOJJABAYA:

BaHKa: ..o

BIC: s

(2) Ilnamaneto ce u3BBPIIBA B CpoK A0 60 (lmecTaeceT) AHH, CIeA IPEIABAHETO HA CTOKHTE H
IIpeJicTaBSHE HA CIEJHUTE JOKYMEHTH:

a/. OpurmHanHa daxtypa, m3gageHa ot [IPOJABAYA, moamucana ® ogo0peHa OT YIBIHOMOIIEH
npeacrasuten Ha KYITYBAYA. BB akTypata ce nocousa HOMep M Jata Ha AOTOBOPA;

0/. llpueMateIHO — IpeJaBaTesIeH IIPOTOKON;
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B/. Ceprudmkaty, paspeneHus H HHCTPYKIMHA 33 DPaBHIHOTO UM ChXpaHCHHE U MONM3BaHe, W/HiIn
JIPYI'H HOPMATHBHO ONPE/VICHH JOKYMCHTH.

III. YCJIOBHA HA TOCTABKA

Y.6. JJocTaBKHUTE Ha CTOKUTE, TIpeIMeT Ha HACTOSINMS JIOrOBOp ce m3phpinBar ot [IPOJJABAYA
Bb3 OCHOBa Ha mHcMeHa 3aseka Ha KYIIVBAYA B cpox 0 24 (gBameceT ¥ 4YeTHpH) uaca, a IpH
CIICHTHH c¢iay4dad 710 2 (;Ba) waca oT moiydapaHero . B mmcmenata 3asska Ha KYIIVBAUA ce
ChOBMKAT MHAWBHIYANH3UPAIIATE IIPH3HAIIA HA CTOKATa, THPTOBCKQ HAWMCHOBAHHE H KOJHYCCTRO.
[TrcMenaTa 3asBKa MosKe Jda ObIe u3npareHa u no ¢akc mi e-mail.

Un.7.(1). 3a MacTO Ha W3OBIHEHHUETO c¢ cuMTa OonHMYHarta anTeka Ha ,,CBAJI mo omnkonorms™
EAL, rp. Codus, cwrioacuo 3agpkara Ha KYITYBAYA.

(2). 3a ngara Ha JocTaBAHE ce CYUMTA JATATA, HA KOATO CTOKUTE Ca IPHETH OT MATEPHAIHO-
otroopHoTo smie Ha KYITYBAYA ¢ npueMareiiHO-IpeaBaTelieH IPOTOKOIL

(3). MocraBkara Ha CTOKMTE C€ YIOCTOBEpsBa C MNOJANHCAHA OT IMonyuaTtens ¢akTypa H C
IpHEeMaTETHO-IIPEAABATENEH IPOTOKOIL.

Un.8. CobOcTBEHOCTTa BBPXY CTOKHTE M PHUCKBT OT CIy49alHOTO IIOTMBAaHE MM IIOBpCXKIAaHE HA
crokute npeMmuHaBa Bbpxy KVIIYBAUYA B moMmenTa Ha daxTHdeckoTo MM IpHEMaHe Ha MACTOTO HA
H3OLIHEHHETO, CLIITACHO IIpeaBaTeHO-TIPHCMATEIIHASA IIPOTOKOI.

Un.9.(1). KagecTBOTO Ha JOCTABCHUTE CTOKH TpAOBa Ja OTTOBApS HA TEXHUYECKHTE CTAH;IAPTH Ha
IIPOM3BOAUTENS, HOPMAaTHBHUTE H3UCKBAHUA K JeKIapupaHoTo B odeprara na [TIPOJJABAYA.

(2). KbM parara Ha jocTaBKaTa, CPOKBT HA I'OJHOCT HA CTOKHTE, IpeaIMeT Ha HACTOSIIUS JOTOBOP,
cre/iBa jia Onjie He 110-Malrbk OT 65 % (mectjieceT U NeT NPOLEHTa) OT OCTATHYHHA CPOK Ha TOJHOCT HA
cpmurte. IIpu nocTaBka Ha neKapcTBEH MPOAYKT ¢BC CPOK HA TOJHOCT MO-KParThK oT 65 % (mecTacceT U
net nponenta), [IPOJJABAYEGT 3amnama npeasuieHaTa JOrOBOPHA HEYCTOMKA, KAKTO CIIC/IBA:

- 64,99% - 55% - 30 % BBpXY cTOIHOCTTa Ha JIOCTABKATA;
- 54,99% - 45% - 60 % BBpXY CTOHHOCTTA HA JOCTABKATA;
-44,99% - 35% - 75 % BEpPXy CTOHHOCTTA Ha JOCTABKATA;
- oz 30% - 90 % BLpXy cTOHHOCTTa Ha JOCTaBKaTA.

(3). HocraBkata Ha JEKapcTBEH IIPOAYKT € OCTATBYEH CPOK Ha TojHOCT no-manbk ot 30 %
(Tpuziecer mpomeHTa) OT O0ABEHHMS OT TIPOU3ROJIATENS €€ HIBBPHIBA €aMO ¢ M3PHYHO HHCMEHO
paspeureHue Ha Msmeianurenaus pupexrop Ha ,,CBAJI no onkonorua™ EAJl ciex MOTHBHpaH OOKIam
Ha PBKOBOAMTEN BOINHMYHA anreka 33 KOHKPETHO KOJHYECTBO, OIpENeiecHO oT Hero. be3 m3puuno
MHCMEHHO chIviacue Ha Manbnaurenaust mupektop Ha ,,CBAJI mo onkonorus® EAJl croxkuTe HAMa na
OBIAT IpHeMaHH U 3annanaHu.

IV. 3SAABJIDKEHHUA HA TTIPOJABAYA

Un.10. IIPOOJABAYDBT ce 3agpmkapa Aa JOCTaBU CTOKHTE B JOTOBOPCHHSA CPOK CHC COOCTBEH
CIICITUAIM3NpAH TPAHCIIOPT, B CHOTBETCTBHE C HOPMATHBHO YCTAHOBEHHTE H3HUCKBaHHATA M JIA TH
npeaage, NPUAPYKCHH ¢ JOKYMECHTHTE 110 4.5, T. a/; 6/ ¥ B/ OT HACTOAIINA TOTOBOD.

Un.11. IPOOABAUYGT ce 3aabmkaBa 1a pedate JOTOBOPEHUTE CTOKH B 3a9BEHOTO KOJIMYECTRBO H
KadecTBO Ha MACTOTO Ha JIOCTaBAHe H HAa MarepHanHo-0TroBopHoTo muie Ha KYIITVBAYA.

Un. 12, TIPOJABAYDT ce 3aapmkasa Ja npeacTaBd HeOOXOAMMHUTE JIOKYMEHTH 334 H3BLPIIBAHE Ha
IJIAMIAHeTO Hal-KbCHO B JeHS HA JOCTaBAHE HA CTOKHUTE.

Yn.13.(1). MPOJJABAYDBT ce 3aubimkaBa Aa Npe/ICTaBy TAPaHIES 34 W3NBIHCHAC HA HACTOSIMHUS
IOTOBOP, B pasMep Ha 3 % (TpH npoleHTa) OT ¢ToHHOCTTa Ha AoroBopa ¢ BKmodeH JJC, 1 ¢bsec cpok
Ha BAJTHIHOCT J[BA MECEIA CIIe]] M3THYAHE CPOKa Ha IOTOBOpPA.

(2). I'apanuusTa 33 M3MBIHCHHAE HA JIOTOBOPA € B OOIII pa3Mep Ha

TUIC.
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(3). lapanmusTa no an. 2 Moxe aa Opae AajieHa u 110 ¢opmara Ha OAHKORA rapaHIiys, BAIW/IHA 32
CpOKa Ha ZOTOBOpa, ILTIOC ABa Mecela Clel KpailHHd CPOK Ha M3NBJIHEHUE HAa A0rOBOpd, IPEACTaBEeHA
na KYIIYBAYA npu noanncBane Ha AoroBopa. baHkopara rapaHiius TpsAOBa /a cbIbpKa YCIOBHE 3a
fe3yclIoBHO M3ILIAMIAHE CJIe]] TACMEHO IpesaBeHo Hekane oT cTpaHa Ha KYIIVBAUA.

(4). Tapanmuara 3a H3NBIHCHHE HA JOTOBOpa CIYXHM 3a o0e3lcdaBae Ha BpeAWTE OT
HenanbIHenne ot crpana Ha [TIPOJJABAYA, Ge3 ToBa ga M3KIOYBa THPCEHETO Ha 00C3IICTCHHE HAT
HEHHHS pasMep NP JACHCTBHTENHO NPETHPIICHA BPEIH H IPOITYCHATH TON3H.

(5). Ilpr HewsnbHEHHE OT cTpaHa Ha [TPOJIABAYA — yacTHYHO WM H3IMII0, U NPETHPHEHHTE
spean oT cTpara Ha KVIIYBAYA, To mocieqHuaT ce yAOBIETBOPABA A0 pa3Mepa HA BpEIHTE OT
MpeIOCTABEHATA rapaHIIHsL.

(6). T'apamiusTa 3a H3OBIHEHHE ce ocBoOoxkaaBa oT Bw3noxurtens B 60-IHEBEH CpOK OT
U3TUYAHETO/IPEKpaTIBaleTO Ha TO3H JOTOBOP, IPH M3NBIHEHHE HA BCHYKH 33b/DKEHHS OT CTpaHa Ha
JIBETE CTpaHU U IMpH IHCMEHO HCKaHe 0T cTpaHa Ha MsnwmauTens.

Un.14. TIPOAABAYDBT ce 3agbpmkaa Ja OTCTPaHH 3a CBOJL CMETKa U B JOTOBOPECHHTIE CPOKOBE
BCHYKH HECHOTBETCTBHS W/WIH OTKJIOHEHWS Ha JOCTABEHWTE CTOKH, KOHCTATHPAaHH H IpEASBEHH IO
pea Ha HaCTOSIIMS JIOTOBOP.

V.3AABJKEHUA HA KYIIYBAYA

Um.15. KVIIYBAYEGT ce zanpmxara ga npenage Ha I[IPOJABAYA nucmena sanpxa (HIH 12 A
H3MpaTH 1o ¢axc umm e-mail, mocouen ot [IPOJJABAYA) 3a mocTaBKa Ha CTOKHTE, ChIbpIKaIlla BCHYKH
TAHHH, HEOOXOIHMH 3a H3TBJIHEHHE Ha MIPEIMETA Ha HACTOAIIHS TOT'OBOP.

Unl6. KVYIIYBAULT ce 3agnikaBa Aa TpHeMe JOCTABeHHTE JIEKapCTBEHH MPOJYKTH,
CHOTBETCTBAIIM ITO BHJ, KOJHYCCTBO M KAYCCTBO Ha JOTOBOPCHUTE H 3a9BCHM OT HETOBA CTpaHa Ipej
[MPOJABAYA.

Un.17. KYIIYBAUBT ce 3anpmxkasa na 3alllaTH LicHAaTa Ha JOCTABCHUTE CTOKH IIPH YCIOBHATA HA
HACTOSIIES JIOTOBOP. B ciiyvali HAa BB3HMKHATH 3aTPYJHEHHS B IUIAIIAHHATA 110 OOCKTHUBHM MPHUYMHH
KYIIYBAYBT cnenpa vezadapuo ga ysegomu 3a tosa [IPOJABAYA. 3a xonuyecTBa, JOCTABEHH OT
IMPOJABAYA w3rtsH/Ge3 3aspka, KYIITYBAYA HsaMa 3apIKeHIe 32 [TAlaHe.

Un.18. KYIIYBAUBT Moxe jfa oTKaxe IIamaneTo Ha (GpakTypa, KoaTo He © oopMeHa CHIMAcHO
HM3MCKBAHMUATA HA 34KOHA 34 CYETOBOICTBOTO WM HE CHOTBETCTBA HA JIOCTABEHUTE CTOKH, KAKTO H
KOTaTo J0CTaBKaTa He € MPHIpYKeHa ¢ HeoOXoauMHuTe cepTH(HKATH, 33 0TKa3a ce ChCTaBs MPOTOKOJ
MOJIIHCAH OT ABETE CTPaHH, ¢ IIOCOYBAHE HA MPHHMHHHUTE 3a OTKa34.

VL. TAPAHIIUHU U PEKJIAMALIUA

Un.19. IPOJABAYLT rapasTipa roZHOCTTA Ha JOCTaBEHHTE CTOKH ChOOpa3sHO H3MCKBAHMATA Ha
JIeHCTBAMIOTO 3aKOHOJATENICTBO H HACTOAINNS JOTOBOP.

Un1.20. KVIIYBAYET w4pe3 MarepHalHO-OTTOBOPHOTO JHILE MOXKE /13 OTKaXe II0Iy4aBaHE Ha
CTOKHTE HIIH 4YacT OT CBHINWTE IpH YCTAHOBEHH JIMICH, HapylleHa IPUIOCT HA ONAKOBKHTE, JIMIICA HA
MpUApYXaBaly  cepTHHKATH 3a KadyecTBO CBITIACHO JielicTBallata HOpMaTHBHa ypenoa,
HECHOTBETCTBUA ¢ NpelafcHaTa MIcMeHa 3asBKka, JIHIIca Ha MOTHBHPAHO pelnenue Ha M3mbIHATEeHHS
aupexrop Ha ,,CBAJI o oukonorus” EAJl, ipu q10ocTaBKa Ha JIEKapCcTBEH MPOAYKT C OCTATHYCH CPOK HA
FONHOCT MO-MaTBK OT 30 Ha ¢TO OT 00ABCHHS OT NPOU3ROANTENA, H PYTH ABHH HCCHOTBETCTBUS.

Un.21. KYIIVBAUDBT moxe ga npenseapa pekiamanus npen [IPOJABAUYA 3a:

- SBHM HEAOCTaTBIH — B TPHUIHEBEH CPOK OT MONydaBaHE Ha CTOKHUTE, 4 3a MalKH KONHYECTBA
BeJ[HAra PH NONYYaBaHEeTo;

- 33 CKPHTH HELOCTATHIH - Ipe3 el CpPOK Ha TOOHOCT Ha JOCTABEHHUTE CTOKH, Bb3 OCHOBAa Ha
POTOKOJL, H3/IaJ1eH OT OTOPH3NPAH AbpPiKaBeH OpraH.

Yn.22. KYIIYBAYBT ysemomsea ricMeHO BKITIOUHTENHO N0 ake wii e-mail [IPOJJABAYA 3a
HaTMYHeTo Ha Jed)eKTH B JOCTaBCHHTE CTOKH BefHara cicll KOHCTaTHpaHeTo M. B peknaManmara ce -
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II0COYBA 3a[bIKHTEIHO IIHCMEHATa 3asdBKa, JAaraTa Ha JIOCTABKATa Pecl.ipOTOKONA, BHIA HA CTOKHTE,
OCHOBAHHETO 3a peKIaMalliATa M KOHKPETHOTO MCKAHE 33 OTCTpaHdABRaHe Ha AedekTute.

Un.23. Ilpn pexnamaius 3a SBHM HeChOTBETCTBHS W/HIH oTKIoHerus [IPOJABAYDBT e annxeH B
TPHAHEBEH CPOK OT IIOJy4aBaHE HAa peKIaMaluATa 3a CBOS CMCTKa W PHCK Ja 3aMeHH/JOCTABH
JIOTOBOPEHHTE CTOKH.

Yn.24. IIpu pexnamanny 3a ckpatH Henoctarsnd [IPOJJABAYDBT e jurbxeH B eIHOCEIMHYEH CPOK
OT IIOIYYaBAHETO Ha pelilaMalugaTa 3a CBOS CMeTKa M PHCK JIa 3aMEHHM CTOKHTE 0e3 HeoOXOmuMOoTO
KayeCTBO ¢ JOTOBOPCHUTE WIM Aa BBPHE LOJIYHEHATA IIEHA 3a CTOKHTE, 32 KOHTO ca HAIpaBcHH
peknaManyi, kakto ¥ jga 3amratd Ha KYIITYBAYA noroeopeHara HeycToHKa.

VIL. OTT'OBOPHOCT NNPU HEU3ITbJIHEHUE

Un.25. B cayqait, ue 1IPOJAABAYDLT He JOCTaBH CTOKHTe, IPEJAMET HA CHOTBETHATa 3a4BKa B
JIOTOBOPEHHUTE B 4I.6 CpoKoBe, chumAT ABIKH Ha KYTIYBAYA neycroiika B pasmep Ha 0,5 % (Hymna
U410 M IET IpoleHTa) Ha JAeH, Ho He mosede or 10 % (decer mpoleHTa) OT CTOHHOCTTA Ha
HEU3NBIHEHHETO, KAKTO M 00E3METEHNE 334 IPEeThPICHUTE BPeIH U MPONYCHATH MOJI3H B CIYYaHTE, B
KOHTO Te HAIXBBPIISAT JIOTOBOPEHATA HEYCTOMKA.

Yin.26. Korato npu Hamuune Ha pexitamanus [TPOJABAUYLT He M3MBIHE 3adbDKEHUATA CH 11O
[Ipedxo/HHs pas3fed OT HacTOSIIHA IOTOBOP HMJM HE TH HM3IBIHH B CPOK, ChUIMAT JIBJIKH Ha
KYIIVBAYA Heyctolika B pasmep Ha 3 % /Tpum mpouenTa/ OT IeHaTa Ha CTOKWUTE, 3a KOHTO Ca
HAIIpaBeHH pPEKIAMAIlHHTE.

Un.27. llpu Hew3nwIHeHHE Ha 3amxbmkcHudaTa Ha [IPOJJABAYA 3a jocTaBKa HA 3asBEHUTE CTOKH
BKJIIOUHTEIHO OTKA3H, 3a0aBeHO WM HETOUHO H3IbJIHEeHHe 1oBede 0T TpH mbTH, KYIIYBAUDBT mMma
NpaBo Ja pasBalld eJHOCTPAaHHO M 0e3 NpejMU3BecTHE TO3M JOTOBOP, KAKTO W Ja 3adbpiKH
npepoctaseHara ot [IPOJJABAYA rapanuus.

Ya.28.(1). B cayuait, yve [TPOJABAYDT noctaBd IeKapcTBEH OPOAYKT IIPH YCIOBHATA Ha 4.9
an.2, npeJMeT Ha ChOTBETHATA 3adBKd, ChC CPOK Ha rogHocT oT 64,99 % mo 55 %, CHIMAT IBIDKA HA
KYIIYBAYA neycroiika B pasmep Ha 30 % (Tpuzaecer npoleHTa) 0T CTOHHOCTTA Ha HEM3ITBIHEHHETO,
KakToO M o0e3lIeTeHUe 3a NPETHPIEHHTE BPEIM B CIYYAHTE, B KOHTO TC HAOXBBLPIAT JOTOBOPEHATA
HEYCTOUKA.

(2). B cnywaii, ge [IPOJJABAYDT moctaBu iekapcTBeH MPOAYKT, IPEAMET HA ChHOTBETHATA 3aIBKA
ChC CPOK Ha TOHOCT OT 54,99 % 1o 45 %, cemuat abmku Ha KYITYBAYA Heycroiika B pasmep Ha 60
% (mmecTAeceT MPOIICHTa) OT CTOHHOCTTAa Ha HEU3IIBIHEHHETO, KAKTO W 00E3IETCHHE 3a IPETHPICHHTE
Bpequ B CIYYAHTe, B KOUTO T€ HAIXBBPILT HOIOBOPEHATA HEYCTOMKA.

(3). B cnyuaii, e IIPOJJABAYBT nocragu nekapcTBeH NpoAyKT, IpeJMET Ha CHOTBETHATA 3aiBKa
CBC CPOK HA FOJIHOCT IHO-MATBK 0T 435 Ha c¢To, chumaT Ob/Dkd Ha KYIIVBAYA meycroiixa B pasMep Ha
75 % (cenemieceT W MET MPOIICHTA) OT CTOHHOCTTa Ha HEHM3NBIHSHHMETO, KAKTO U ODe3ImeTeHMe 3a
IIPETHPICHATE BPE/IU B CIYYauTe, B KOUTO T€ HATXBHPIAT JOTOBOPEHATA HEYCTOMKA.

(4). HoctaBKka Ha JEKApCTBEH NPOAYKT C OCTAaTBYEH CPOK HA TOJHOCT MO-MAIBK OT 30 Ha ¢TO OT
00ABeHHs OT IIPOH3BOIUTE/L C€ H3BBPIIBA CAMO C MOTHBHPAHO PEIICHHES Ha V3NMBIIHUTENHHS JIAPEKTOD
Ha ,,CBAJl mo oukonorua™ EA]Jl, cieny MOTHBHpaH TOKIan HA PBKOBOAHMTEN BojHMYHA anTeka 3a
KOHKPETHO KONHYECTRO, OIPEENeHO B Hero. be3 m3puuno mucMeHO cbriiacHe Ha M3nbiHpTenHus
JHPEKTOP CTOKHTE HE cIeABa Aa OBAaT 3alblaniaHi. B To3M cirydail, BEIpekH W3PHHYHOTO pa3pelleHHe
o npeaxoauute m3pedeHus, [IPOOABAYDT anmxu sa KYIIYBAYA neycroiika B pasmep Ha 90 %
(OeBeTmeceT HpOIIEHTa) OT CTOHHOCTTa Ha HBMBIHCHHETO, KakTO U 00E3NICTEHHE 33 HpPEThpIICHHTE
BpEIU M IIPOIYCHATH MOJI3H B CIYYauTe, B KOUTO Te HAAXBBPIAT JOTOBOPEHATA HEYCTOMKA.

Un.29. [Ipa HEU3NBIHCHAC Ha 3aABIKEHUATA CH 32 IUIANAHE HA JIOCTABEHHTE CTOKH B YTOBOPEHUTE
cpokose KYIIVBAUDT nwmxu HeycTolika B pasmep Ha 3aKOHHATAa JIMXBAa BBPXY CTOHHOCTTAa Ha
3abaBeHOTO ITalaHE.

Un.30. KYIITYBAUDBT yabepxa AoroBopeHHTe HEYCTOHKH 0T mpeactaBeHara ot [TPOJIABAYA
rapaHiys 3a Jo0po H3NLIHCHHE. oF
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VIIL. CPOK HA TOT'OBOPA 1 OCHOBAHMHA 3A IIPEKPATABAHE

Yn.31. Hacrosmust JloroBop BIH3a B CHJIA OT Jarata Ha TOANHCBAHETO MY OT CTPAaHHTE H C€
CKJIIOUBA 32 CpoK OT 12 mMecena.

Un.32./1//leficTBHETO Ha TO3H JOTOBOP €€ IPEKpaTsBa:

C H3THYAHETO Ha HETOBUS CPOK;

C H3ITLIHCHHE HAa BCHUKY 3aAbJKCHHA HA CTPAHUTE;
¢ JOCTHT'aHC Ha MpeJBHAeHATa B JOTOBOPA CTONHOCT;
[Mo B3aMMHO MUCMEHO CHIJIACHE HA CTPAHHUTE;

/2/JToTOBOPEBT ¢e mpeKkpaTdIBa IPeACPOIHO B CIEAHATE CIyJan:

1. C ennocTpaHHO HMCMeHO yBemomieHue, otnpaseno oT KYIIVBAUYA npn HeM3NbIHEHHE Ha
sagpmkeHnata Ha [IPOJTABAYA, nocodenn B HacTOAIUA JOTOBOD.

2. ITo B3aMMHO CBITIACHE HA CTPaHUTE H3Pa3eHO B IucMeHa Gopma.

3. ITopany BHHOBHO HEHM3MBIHCHHE HA 3a/JIBIDKCHHSITa CH IO HACTOSINHUS JIOTOBOP, NPOIBIDKHIO
IToBeHe OT 15 AHM — ¢ eTHOCTpaHHO MHCMEHO MIPENU3BECTHE OT H3NIPABHATA CTPAHA,

4. B c¢nyuaif, 4e B3 OCHOBA Ha BIA3BJ B CHiIa agMuUHHCTpaTtuReH akT Ha IIPOJTABAYA my Ob1e
OTHETO MPaBOTO Ja M3BLPIIBA JOTOBOpEHATa AEHHOCT.

5. Ilpn npekparABane Ha IOPHATIECKOTO JUIE HITH OTKPHBAHE HA IPOH3BOJCTBO 110 NHKBHIAIMS Ha
IMPOJIABAYA.

6. B Apyrd 3aKOHOYCTAaHOBEHU CIy4aH.

/3/. B ¢cnydail Ha BHHOBHO HEH3NBIHCHHE Ha KOCTO U Jia ¢ oT 3aanmkenusaTta Ha [IPOJJABAYA no
HacToswmusa aorosop, KYIIVBAUDBT uMa mpaBo Ja IpckpaTH JOTOBOpa ¢ COHOCTPAHHO IIMCMEHO
yBegoMiacHue Oe3 npenussectye. B tosu ciyyaif KYIIVBAYDT uMma npaBoTo 12 IOJIy4H yrOBOpeHaTa
B pazzen VII meycroiika.

/4/. Tlpu HACTBOBAHE Ha HIKOM OT obcrosrencreara no 1.4 u 1.5 or anunes 1,IIPOJABAYLT ¢
JUTLKeH HezabaBHo 1a yeeaomu KYIIVBAYA,

Yn.33. M3nnmamaHeTo Ha HEYCTOHKH H 00€3IETEHUs HE JIMIEABA M3IPABHATA CTpaHa 10 J0roBopa
OT IIPaBOTO Ja THPCH 0Oe3leTeHHe 3a BPpeJu U NPONYCHATH NOJI3M Ha/l YTOBOPEHHTE PA3MEPH Ha 000
OCHOBaHHE.

el .

IX. APYT'H YCJ10BUA

Yn.34. BeHukH cHOOIMICHWS MEXY CTpPaHUTE, CBBP3aHH C M3IBIHEHHAETO Ha TO3H JOTOBOpD ca
BAJIMIHH, 4KO Ca HaNpaBeHH B IHACMcHa (popMa, IOANHCAHN OT YITBIHOMOHIEHATE IIpeAcTaBUTEIH Ha
KVIIYBAYA u TIPOJABAUA.

3a gara Ha ¢hOOINEHHETO C& CMATA:

- IaTaTa Ha [peJIaBaHeTo — NPH PHYHO NIpeJaBaHe Ha CHOOIICHHETO;

- JIaTaTa Ha MOIEHCKOTO KieiiMo Ha oOpaTHaTa pa3nucKa — IIpH U3IIpaillaHe JI0 N0INaTa;

- IaTaTa Ha MPHEMAHeTO — IPH H3NpallaHe 1Mo $akc Wwin e-mail.

AJIpecHTe W KOOPIMHATHTE HAa CTPAHUTE Ca, KaKTO cicIBa:

3a KVIIYBAYUA

Anpec 3a kopecnonnernus rp. Cous mx. 1756 yn. . Ilnosauscko none” Ne 6, paxe 8706321

3a [TPOJABAYA

AJIPEC 38 KOPECTIOHACHITHS ....vverveveieseinienisitsiecssinssessststosssessinssosssisssssanes

Yn.35. AKO HIKOS OT CTpaHHMTE IPOMEHH IIOCOYEeHHTe MO-Tope aipecH W KOOpIHHATH , Oe3 jJa
VBEJIOMH JIPYraTa CTpaHa, IOCIeIHATa He OTrOBaps 334 HenosydeHd choOieHus, NIPU30BKHA WIH JPYyTH
TaKHBa.

Yn1.36. CTpaHuTe COYAT CICAHMTE JMIA 33 CBOM IIPE/ICTABUTENH 33 OCHILUECTBIBAHE Ha KOHTAKTH U
H3IBIHCHEE HA 3aBbIDKEHHITA CH 110 HACTOAIIMA JIOTOBOP :

3a KYIIYBAYA
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Mar. papmauedt Kanuna Ctanera — Yupasuren ,,boinudna anteka”, ren. 2/8076291

3aTTPOJJABAYA

Un.37. Huro egna ot cTpaHuTe HAMa IpaBo Ja NPeXBhpid IpaBaTa U 3aJbIDKEHASATA IPOU3THIAINT
OT TO3H JIOTOROD.

Un.38. Begka OT CTpaHMTE 1O TO3H JOTOBOP €€ 33)IbKaBa Ja He pasmpocrpaHsBa HH(GOpMaLHd 3a
JApyraTa CTpaHa, CTaHala H H3BeCTHA IIPH WJIH 110 HOBO/] H3ITBIHEHHETO HA JOTOBODA.

Ur.39. Beeku crmop OTHOCHO CBIIECTBYBAHETO H ACHCTRHETO Ha HACTOAINMS JOTOBOP HIIH BbB
BpB3Ka ¢ HETO WM C HETOBOTO HAapyIlaBaHE, BKIIOUHTEIHO CIOOPOBETE M PasHOIIACHATA OTHOCHO
MeHCTBUTEITHOCTTA, THIKYBAHETO, H3ITHIHEHHETO HIIH HEM3ITBIHEHHETO HIIH IPEKPATABAHETO MY, 1IE ¢
ypexnar oT CTPaHHTE II0 CIIOpa3yMEHHE.

Un.40. Ilpu HenocTHraHe Ha CHOOpa3syMEHHE CTpaHUTE C€ AOTOBApAT Ja OTHEcAT cIopa 3a
Pa3[Iexk/1aHe U PEIIaBaHe o1 KOMIIETEHTHHSA CB.

Yn.4l. HumoxHOocTTa HA HHKOS Klay3a OT HAcTOALIUSA JO0TOBOp, KkoATo Obac obgmeHa 3a
IIPOTHBpEYAlla Ha IPUICKHMHES 3aKOH, HAMA Jla HAlpaBH HeBAJMIHA HUKOS Jpyra HETOBa Kiay3a HIH
JIOTOBOPA KaTo LSIIO.

Un.42. pu cheraBareTo Ha HACTOAINKA AOTOBOP ¢ NPEeACTaBUXa CIEHUTE JOKYMEHTH:

. IapaHvy 32 W3NBIHEHHE HA TOTOBOpA.

Hepazmenna 4acT OT HACTOAINAA JIOTOBOP €a NPEUIOKEHHMATA 33 M3NBIHEHHE HAa NOpHYKaTa I10
HACTOSIIHS TOTOBOP - [Ipinoxkenne Ne 1 u Ne 2.
Hacrosgmmar noroBop ce moAmnmca B TPH €AHOOOpA3HH €K3eMIULApa — [IBA 3a KyNyBada H €IHH 3a

npogasada.

3a KYIIVBAUY: 3a ITIPOJTABAY:
W30 bITHATEIEH JIUPEKTOD:
(a-p BanenTur AHrenos)

['maBeH cUeTOBOANTEN:
(Ilerpana Jlanepa)
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CIHIEIHAJIN3UPAHA BOJTHUHA 3A

AKTHBHO JIEYEHUE 110 OHKOJIOTUsI-EA X
Codun 1756, ya. ,, ITroeduéecro nore” Ne 6

caAT e Guonarn EAR-Gogua Ten: 807 61 00, ®axc 872 06 51. hitp://www.sbaloncology. bg
U3ObIHUTEJIHA ATEHIHS JIO IEKAPCTBATA 2L O A

BYJIL ,,JAMSH I'PYEB” Ne 8
I'P. COOHA - 1303

YBAXKAEMH JJAMMU H I'OCITOJA,

Iipunoxero By m3npamame npoToKon 3a NMPEANHCBaHe Ha HepaspelmeH 3a ynorpeGa
JCKapcTBEH MPOAYKT, HeoOxoauM 3a «Kinunka no Hykneapua Mmemmuuuna» ortaenenue “ Uu
BuBo * mpu «ChAJI no onkonorns» EAJ, rp. Codus, KakTo creasa:

L. MDP - Kit for preparation of Technetium 99mTe, dguiaxon, 6 paaxona e 1

OUAKOBKA.
Heobxoaumoro xoauueetno ¢; 10 /aecet / onakoBKH .

BrochT me 66a¢ ocemectsen or |, Enextponxomepe * EOOJI ¢ anpec: rp. Codas -
1138, yn. ,,Camokorcko moce” Neo 1,

PazxojuTe 3a 3akynypaHe Ha mpenapara ca 3a cMeTka Ha «CBAJI no onkonorua»y EAJT,
rp. Cogus.

C yeaxenwe,

A-P BAJJIEHTHH AHTI'EJIOB :
Hsnvantumenen Qupexmop na « CBAJI no onrbic




IIPH/IO/KEHHE Ne | kom 3AITOBEJ Ne 3 —385#1 /16.12.20152.
Crzaacro wzuckeanuama na Hapeoba Ne 10/17.11.20112. na M3

CTIEITUAJIM3HPAHA BOJTHUIIA 3A

AKTHBHO JEYEHMUE 110 OHKOJOI'HA-EA
Cogusn 1756, ya. ,, Ilnoeduscko none* Ne 6
Ten: 807 61 00, Paxc 872 06 51, http://'www.sbaloncology.bg

CEAM no Owroaorma EAQ-Codinn

NMPOTOKOJ
3A OCUT'YPABAHE HA HEPA3PELLEH 3A YINOTPEBA JIEKAPCTBEH INPOAYKT/IEKAPCTBEH ITPOAYKT OT
CNHUCBKA MO 4. 2664, AJL 2 3JIITXM, KOHTO JA FbJE HA PAITIONIOXEHKHE B TEYEEHOTO 3ABENEHHE
MPH HEOBXOAUMOCT OT IMPHJAFAHE HA KOHKPETEH MALIMEHT

1. Ume, npezume, paMHIHS H JUTHKHOCT HA TEKapHTe, H3AARAINM IPOTOKONA:

a) ITPO®. J-P THMHATEP EOPHCOB L{HHIHIEB —Havannnk ortnencte ,, U BETpo™ B KnuHuKa mo
HyxneapHa MeJUITHHA;

6) IPOP. I-P BECEJIMHA METOAHEBA IIEPBAHOBA- Havamewk na Knunuka no Jisyeneuenue;

B) A-P JINAUA HBAHOBA YABJAAPOBA — AcncrenT B Knnnuka no HykreapHa MeTHlIRHA

2. OBocHosKka Ha He0OXOJHMOCTTA OT NOCTABKA HA CHOTBETHHA NMEKAPCTBEH NPOIYKT, KOJIHYECTBATA H
MEPHOALT, 3a KOWTO C& OTHACAT ¢ ornel npodia Ha NeYeOHOTO 3aBEICHHE:
3a OHKOMOTMYHA AHATHOCTHKA H CTAOHpaNe CTeleHTa Ha aHTaKApPAHE Ha KOCTHTE OT OHKONOTHYHHA
nponec 4pe3 koctHa cuuHTHrpagus. [locoyeHOTO MO-AOTY KOMMYECTBO € 3a mepuof oT 3 / Tpu /
Meceua

3. M3non3saHK anTepHATHBH JOCera:
Ipekparena e nocraskata Ea OSTEQCIS Kit for preparation of Technetium 99mTc-

Oxidronate

4, U3nucBaneTo HA IGKAPCTBEHNS MPOAYKT Ce Hallara MOPajH:
Jinnca na paspellied 3a yoTpe6a IeKapcTBEH MPOAYKT 3a NOCOYEHOTO 3ab0sBane y Hac

5. Ipeanncea ce:
MDP- Kit for preparation of Technetium 99mTc- Medronat, injection, dakoH, 6 ¢akona B eaHa

OTaKOBKA, HEAKTHBCH KHT
(MBPLOBCKO HAUMEHOBANNE H{ TEKAPCMEEHNSA NPOAYKI, BU0 HQ TEKAPCMEEHAMA POPMA U KONUHECHBO HA GKMUSHOMO

BEUECME0 G 003060 EOUNIUHA, KOAUYETMA0 & E0HA ONAKO8Kd)

Methylendiphosphonic acid

(MENCOPHAPOIHT HENTMERMHO HOUMEHOBARUE HA ARMUBHOMO GELYECMEO)
6. Heobx0auMMO KONHYECTBO 3a IEPHOAA!

10 / gecet / omakoBKU
{Bpoii onaxosku, ¢ yudpu u oymu)

7. Jluue, KoeTo 1€ OChIISCTBH JOCTABKATA Ha ICKAPCTBCHHA IIPOJAYKT:

(ume, adpec, melepoi)
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CEAJ'IO-EAn
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PHE MOANLUUHA-acucTey
© YAH 2300010088 )

-P BAJIEHTUH HUKOJIOB AHTEJiOB

Yi1pbpraaBan:
P .
fmpume umena MG PrRoBOGUMENR R ReYeOHOMO 2asedenue)

Ioanuc:..........\) eeersinerataetesanan Heyar-.............. basiiesennenegmenn

Wme 1 haMutus Ha NAlIHEHTa, Ha KOATO € NPHJIOKeH JIEKAPCTREHUAT OPOLYKT:
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OTHOCHO: Jocraska ka Hepaspelien  3a yuotpefa B Penybunxa Sbarapus
JeRAPCYREN BPOUYKT

VBAKAEMH TOCIIOIA,

41,9, am. 1 ot 3JITXM /IB. 6p.31/13.04.2007r./ v 4. B, a1 1 or
17.11.201 11, 3a youopuaTa M pefia 13 JCHCHHe ¢ HepaspeRICHH 2a
ORVKIH, KAKTO ¥ 34 YOJI0BHATA H PONa 12

Ha ocyoBamme

Hapen6a Ne 10 na M3 o1
yoTpeta B PenyGnuka Buiapna AERapCrBei np
SKAOUBLAS, MPOMEHM, UIKMOUBAHE 7 NOCTABKA HA flexapeiBEHA MPOTYKTH OF CIACEKE TO

WL 266A, an, 2 ot 37LLIXM, uophKaTa Ha neae6uoto sanenerie CHAJL no onxonorns EAJL
- 1p. Codwn ¢ Bx. Ne AL 14821 /05.04,2016r., 3u HOCTABRE HA JEKAPCTBEHMA GPOIYKT MDP
kit for preperation of Techneuum 90mTe {1 - 10 omaxosks (60 dmaxons) MOXe Ba e

pamrpnHens. Tl €a yo1osyaTa Ha AJITTXM ¥ nuTupadaTa Rapeady.
SMBAHCTO Ha JOCTARKATE, MO U4 YBEIOMATE

B cpox oo 10 ommg cued GCTINECT
VI3NBAHRICTHATR ANCIITHS L0 CWapTBall, KATO TIOCOMNTE CACKITATE JAaHHN! AAHMEHORARMC
ua JICKAPCIZEHITE NPOIYKIA. 3 KOTO ¢4 TPSANRHAUCHI, 3aABEHO KOTUHCCTRO, pean3RpaHo

KOJARTCLIBO,

C yBaReHMe,

A0, ACEHA CTOUMEHOBA, 1D
Hannynaneien OupeRmop

Codun 1303, yn, OaMAH Fpyes N2 &, T¢n.! (02) 8803 555, dakc: (07} 8903434
Buigaria, tei! + 358 2 5903555, fax: +-359 2 8903434,

B, Damyan Gruev Str, 1303, Sofia,
a-mall: bda@bda.by
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