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AOIOBOP
3a BB3JIAraHe Ha 00IecTBeHA MopbIKa
34 MePHONHYHO HOBTapSIIH Ce I0CTABKH Ha JACKADCTBEHH IPOAYKTH 32 HY/KAHTE HA
»CBAJI o onkonorus” EAJL

Huec, ..., 2017 r., B rp. Cous, MEXIy:

,,Cneunaﬂmupaﬂa DonHuna 3a akTHBHO JICYEHHE MO OHKOIOTrHN” EAJT, che CcelalHine B
rp.Cobust u anpec na YUpaBaeHue paion CTyneHTcky, m.x, 1756, yn."Inoexiseko mone” Ne6, EMK
000662776, npencrasnapano or A-p Banenrtun Anrenon — Msmeaaarenen AupekTop U Ilerpana
Jlanera - Imagen CUCTOBO/IUTE, HAPHYAHO [O-Z0TTY 3a kpatkoeT KYITVBAUY, o1 egna CTpaHa,

H

MEJEKC Q0JI, EUK 131268894, Codus 1138, padton Muanocr, x.x.I' opybusme, yi.
CamMokoBcKo moce 2JI, mpeacrapmaBano or Emun Anexcanapos Jlames u Benmuszap Antonos
Jparoes. —ympasmteny, pelicTasnasany 0T Maprue CiaBos Komen — ¢ HOTapHANIHO 3aBEPEHO
THIHOMOMEO per. Ne 9167 o1 29.07.2013r. of HOTapuyc Bamentuna Bacurena . HOTapuyc ¢ pation
Ha aeficteae PC Codns ¢ per. Ne 320 Ha Hortapuanuata Kamepa, HapuYaHo 1o-nony 3a KpaTkocT
ITPOJJABAUY or Apyra cTpaHa,

Ha OCHOBaHue ull. 112 or 3akona 3a o6mecTaeny opLukH i Pemenne Ne 3-386/14.12.2016 roa.
Ha M3nsmauTenaus AUPEKTOP 32 OIpeflendte HA H3MbIHUTEN Ha 00IIecTBeHA NopbUKa,
C€ CKIMOTH HACTOSAIIHAT JOrOBOP 32 JOCTABKA IIPH CIICAHHTE YCIORUSA:

LIIPEIMET HA AOT'OBOPA
Yn1.(1). Ilpenmer ma HACTOAIMMS NOTOBOpP ca [IEPHOTHYHH JOCTARKH Ha JeKapCcTBeHn
TPOJYKTH, HAPHY4HH B IOroBOpa CTOKH, nogpoGro omucamy 1O BHJI, IDOTHO3HO KONHYeCTBO,
CAUMHUYHA LEHH W 00WWA CToMHOCT B Coemuduxarmsa — Hpunoxenne No 1 — HepasnenHa yacr or
JOroBOpa.

(3). TlpeanoxenusTa 3a H3IIBIHCHHEC Ha NOPBYKATA Ha HPOOABAUYA ca HEpAa3JelHa yacr or
HACTOAMHA 210T0oBOp - [Ipunoskenne Ne 1 i 2, KaTo ycnoBusiTa UM ce CHATAT IO TIPABO YCIIOBHY Ha
HaCTOALUA JOTOROP, IOKOJIKOTO APYTO He € yrOBOpEHo.

IL. ITIEHA 1 INIATAHE

Un.2.(1). Obuara croitnoct g AOTOBODA 32 IIEpHOAA Ha ACHCTBHETO MYy Bh3H3a Ha 276 493,43
(mBecTa cenemaecer u mrect XHIIA YETHPHCTOTHH TeBeTECeT i TPH 11€Ba ¥ 43 CTOTHHKHY) ITcRa Ges
BrIEodeH JUIC win ra 331 792,12 (Tpucra Tpumecer u enna XUILA/IM CEAEMCTOTHH IEBeTHeCeT U Ba
a€Ba 1 12 cTOTHHKY) NeBa ¢ Brmoyey JAC, (popmupana, xaxTo cuensa:

- obma croitHocrt 3a 000cobeHa mosumms Ne 2 » Imipenem / Cilastatin” g pasMep nHa 948,00
(meBeTcroTHH UCTHPELIECET M OCEM) JIEBA, C BKIIOUEK HIOC;

- obma croitrocT za obocobena no3uums Ne 4 | Imatinib” PasMep Ha 70 350,00 (cenempmecer
XHIAIH TPHCTA B HeTAeceT) JIeBa, ¢ Braoyen J[JC;

- ob1ma cToiHoCT 32 060coGena nosuiusg Ne 6, Capecitabine™ g pasMep na 62 575,20 (mectaecer
H [IBE XU ICTCTOTHH CENEMUECET K e JieBa 1 20 CTOTHHKY) TTeBa, ¢ BKIoden JIJIC;

- 00ma cTofHoCT 33 060coGena o3I No 13 » Gemcitabine” B pasmep fia 35190,00 (tpumecer
€T XTI CTO H IEBETACCET) ena, ¢ BKItOYer [J1C; Lo
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- 00ma crolHoCT 332 060c0Gena nosunus Ne 15 | Docetaxel” B pasMmep Ha 53 184,00 (metnecer u
TPH XMIIAIA CTO OCEMAESCET ¥ YCTHPH) NIEBA, ¢ BKIIOYCH JUIC;

- 00112 cToiHOCT 33 06ocoBena ntozumms Ne 16 ,, Doxorubicin®™ B pasmep Ha 2 264,00 (aBe Xuaau
ABECTA IIECTRECET M YETUPH) JIERE, C BKIIIOYCH pivi{o

- 06ma croitHoct 3a 06ocobena nosumsa Ne 17 | Cisplatin® B pasMep Ha 21 440,00 (uBameceT u
CHA XWIIAM METHPUCTOTUH M YETHPHIECET) JIeBa, C BKIIOUEH JAC;

- 0011a CTOHHOCT 3a 0Gocobena nosuimsa Ne 18 ,, Oxaliplatin®” B pasmep Ha 32 976,00 (Tprjecer
1 IBE XHUIIAAH NEBETCTOTHH CeEMIECET Lrect) nesa, ¢ Brmoden JJC;

- 061na cToifHOCT 32 060cobena nosumms Ne 19 | Oxaliplatin® B pasMep Ha 32 976,00 (Tpumecer
M IBE XUILIAH NCBETCTOTHH CEIeMIECET 1 IIECT) JIEBA, ¢ BKIIIOYEH HIAC;

- ofma croiimocT 3a o6ocobena nosumua Ne 20 ., Ondansteron” g pasMep Ha 19 888,92
(/IEBETHANIECET XUIBIIH OCEMCTOTHH OCEMIIECET U 0CeM neBa 1 92 CTOTHHKH) JieBa, C BKJIIOYEH HIC

»BB3 OCHOBA HA O(epPUpPaHUTE €IMHHYHATE lIeHH i KOJIMYCCTBATA B PAMKHUTE HA BLAJIOKCHUTE C
HAaCTOAMIHS TOTOBOP MO3KIMK B cbriacko Ipunoxenue Ne 1 i 2, HepazfieiHa 9acT or JIOTOBOpA.

(2). Eounmunnte menmre ua CTOKHTE, Tpe/MET Ha HACTOMAIIHA AOTOBOP Ca CLIJIACHO
Kracupanata odepra va [IPOJABAYA u BrinouBaT BCHYKH PAa3XONH 0 MACTOTO Ha M3IILIHCHHUE.

Hn.3. [IPOJABAULT TAPaHTHPA H3ITBJIHEHHETO HA HACTOMIIUS JOTrOBOP 110 II€HH CLOGpa3HO
IOCOHeHUTE B oepTaTa My, BaNHIHY 34 IE)HS AOTOBOPEH CPOK.

Yn.4. (1). Usmenenne ma HOTOBOPEHATE LCHHU CE JIOIYCKA CAMO HA OCHOBAHHATA NpeaBHICHHA
alt. 116 o1 3071, npunoxumara oTHOCHO o0eKTa Ha HopbuKaTa HOpMaTHBHA 0a3a U 3a 1eKapCTBeHUTE
HpoAyKTH, 32 xouro H30K e soroopuna ¢ TIPUTEKATEITUTE HA PA3PEIIEHUTA 38 YIOTpeha Uiy ¢
TCXHH YILIHOMOLIEHH NPSACTABUTENH OTCTHIIKH OT CTORHOCTTA MM,

(2). llpm mpomsiHa Ha cToHHOCTTA TIo w1.50 ot HapenGara 3a PEryJipane u perHcTpHpaHe Ha
LICHATE HA ICKAPCTBEHNTE TIPOIYKTH, YCIOBHSTA, TIPaBHIaTa ¥ KPUTCPHHTE 38 BKIOYBAHE, TIPOMEHH
H/HIIH M3KTIOUBAHE HA JIEKAPCTREHK IPOAYKTH OT II03UTHREHA NekapcTBeH CIIHCHK U YCIHOBHMATA 1
pera 3a pabota ma Komwucusra mo memm u peuMOypcupane (pedepertuara LE€Ha), KaKTo H Ha
AIoroBopupanara Takasa ot H30K, B cmywail we chmara crame MO-HHCKa OT JOrOBOpeHaTa,
KYIIYBAYDBT 6esycnosro 1me sannama Ha [IPOJJABAUA TCKAPCTBEHHTE IIPOJIYKTH HA I110-
HIICKaTa IIEHa, OT AaTaTa Ha BIIM3aHe B CHJIA HA KOHKPETHOTO PeLICHHE, KaKTO U 3a HATHIHY J0CTABKH
KBM Ta3H JIaTa.

.5, TInamanusara Ha nocTapenuTe CTOKH CC H3BbPIIBAT 9pe3 GaHKOB NPeBO Mo CIEHUTE
O2HKOBH CMETKH Ha [TPOJTABAYA:

Banka: BHII ITapu6a C.A. - xion Codus

IBAN: BG25BNPA94401020015410

BIC: BNPABGSX

(2) Tnamanero ce H3BBPIIBA B CPOK OT 60 (mectiecer) mmm, crex TIPCAABAHETO HA CTOKHTE H
IIPEACTABAHE HA CACAHUTE JTIOKYMEHTH:

a/. Opuraramma dakTypa, m3namena or TIPOOABAYA, moanmeama wu onobpeHa ot
YUBIHOMOWICH mpexcrasuTer Ha KYIIVBAUA. Bigp baxtypara ce mocousa HOMEP M Jara Ha
JIOTOBOPA,;

6/. llpuemarento — mpezasareen IPOTOKOJ;

B/. Cepruturary, paspernenns u HHCTPYKIMMY 33 TIPABUNHOTO MM ChXpaHeHHe H ITOII3BAHE,
nonmucas ot [IPOJABAYA u KVIIVBAUA.

I1. YCJIOBHUA HA JIOCTABKA
Hn.6. Hocrabkure na CTOKHTE, INpeAMET Ha HACTOSU[HA AOTOBOP CE€ H3BBPIIBAT OT
IIPONABAYA Br3 ocHOBA Ha HCMeHg sasBka Ha KYTIYBAYA B cpok 0 24 (npagecer u yeTupn)
daca, a mpH cnemHM ciydaw sio 2 (nBa) waca or nolTyyaBaneTo i, ‘B mHeMmenara sasmxka ma
KVIIVBAYA ce CBABPXAT HHANBMIYATH3MPAIINTE [IPHIHANH H@.‘!' c_TékuTe, HOMEHKNaTypHa
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TIOSHIMA, BHJ, THPrOBCKO HAHMEHOBAHHE W KOMHYECTRO. ITucmenata saseka Moxe na Gpje
H3IIPATeHa M 110 (haKe HiM e-mail.

Hn.7.(1). 3a macto ua H3IBIIHCHHUETO Ce cunTa GOJHMYHATA aNTeKa Ha »CBAJI o onkomorus™
EAJ, rp. Cotus, cernacuo 3asekara ma KYITYBAYA.

(2). 32 nmata ma jpocrassme ce cumra AA4TaTa, Ha KOATO CTOKHTE Ca IMPHETH OT MaTEPUATHO-
OTTOBOPHOTO NHLle ha KYITYBAUA ¢ IPHEMATEIIHO-ITPE IABATENEH IIPOTOKOIL.

(3). HMocrapkata Ha cTokuTe ce YAOCTOBEPABA ¢ MOANUCAHA OT MOIyYaTeNs dbaktypa u ¢
[IPHEMATEIHO-IPCAABATEIICH IIPOTOKOJL.

Un.8. CoGersenocrra BBPXY CTOKHTE M PHCKBT OT CIIy9aifHOTO HOIHBAHE MK MOBPEX/IAHE HA
CTOKHTC npemuHaBa BbpXy KYTIYBAYA B MoMenTa Ha (PaKTHYECKOTO MM IpHEMaHe Ha MICTOTO Ha
H3ITBJIHCHUETO, CBITIACHO NPEaBATCIIHO-NPHEMATE TH LS MPOTOKOIL.

Hm.9.(1). KauectBoTo Ha jocTaBennTe CTOKH Tps0Ba JIa OTrOBaPs Ha TeXHUUECKHTE CTAHIAPTH
Ha MPOM3BOMUTEIL, HOPMATHBHHTE H3HCKRAHHS 1 ACKIAPHPanOTO B oeprara Ha [IPOJJABAUA.

(2). KoM natata na AOCTaBKaTa, CPOKBT HA I'OJHOCT HA CTOKHTE, [IPE/IMET HA HACTOAIIHS
AOTOBOD, clie/Ba 1a Obe HE NO-MaNbK OT 65 % (mectaecer u mer [IPOLIEHTA) OT OCTATHYHUSA CPOK
Hd ORHOCT Ha chinute. 1Ipy ocTaBKa Ha TekapeTsen IPOXYKT CBC CPOK HA TOIHOCT MO - KPATHK OT
65 % (mectnecer m pmer pouenta) /, MMPOJABAUDLT szannama [IPEABUICHATA JIOTOBOpPHA
HEYCTOMKA, KAKTO CIICHBA:

- 64,99% - 55% - 30 % BBPXY CTOHHOCTTA HA /IOCTaBKAaTa;
- 54,99% - 45% - 60 % BBPXY CTOHHOCTTA Ha J0CTABKATA,
-44,99% - 35% - 75 % BBPXY CTOHHOCTTA Ha IOCTaBKATa,
- moa 30% - 90 % BBPXY CTOHHOCTTA HA JOCTABKATA.

(3). HMoctaskara ma /ICKAPCTBEH NPOAYKT ¢ OCTATHYEH CPOK Ha TOJHOCT Io-MaIBsK 0T 30 %
(Tpumecer mponenta) ot o6seenus or UPOU3BOAUTENA C€ M3BBPIIBA CAMO C U3PHYHO THCMEHO
pazpemenye Ha Manwmaurennng mapextop Ha ,,CBAJI o orkxonorus™ EAJl cnen motusupan JOKIa
Ha peKoBoauTEN BONHUYHA anTeka 3a KOHKPETHO KOMH4ECTBO, OPENeNeHo 0T Hero. Bes H3PHIHO
NHCMCHHO Chriacue Ha M3neiHaremmpng mupexrop Ha ,,CBAJI mo oukomorus’ EAJT crokuTe HIMa
Iia 6b1aT IpHEMaHH U 3allIaNanH.

IV. 3SAIBJIKEHHS HA IIPOJABAYA

Hn.10. TIPOMTABAYDLT ce 3a0BIDKaBa 14 JOCTABU CTOKHTE B JOTOBOPEHHS CPOK ChC COOCTREH
COCHHATH3APAH TPAHCIOPT, B ChOTEETCTRHE C HOPMaTHBHO YCTAHOBEHHTE H3WCKBARHUATA K Ja I'u
Tpenane, NpHAPYKEHU ¢ TOKYMEHTHTE I10 415, T. &/; 6/ 1 B/ OT HacTOSIms JOrOBOD.

Un.ll. TIPOJABAYBT ce 3a/bJDKaBa Aa NPEIafe CTOKHTE oT CLOTBETHATZ MO3MIIEA,
KOJIHYECTBO M K49ECTBO HA MACTOTO HA AOCTABAHC M HA MaTEPHaNHO-OTIOBOPHOTO IULE Ha
KYIIVBAYA.

Un12. TIPOTABAYBT ce 3aXbIDKABa J1a MPEICTABE HEOOXOMUMHTE AOKYMEHTH 32 H3BBDIIIBAHE
Ha ILTAIAHETO HAall-KLCHO B IEHA Ha JOCTABIHE HA CTOKHTE.

"n13.(1). [MPOJABAYGBT ce 3aABJKABA A IPEACTABM TapaHIUd 3a M3IILIHEHHE Ha
HACTOAIMA A0roBOpP B pasmep Ha 5 % (met mponenTa) 0T CTORHOCTTA Ha ZJ0Tr0oBOpa 6e3 BKITIUEH
HAC, n cbe cpox Ha BanmmHOCT TPH MeCEla CJIe/l H3THYAlE CpOKa Ha IOTOROpA.

(2). TapannnsTa 3a m3mHene Ha A0TOBOPa € B 00u1 pasMep Ha 13 824, 67 (TpuHameceT Xunsgau

H3IIbIHEHHE:
1. mapuyna cyma;
2. 6baHKoBa rapanITys;
3. 3acTpaxoBka, KosTO o0e3meyaBa H3NBIHEHHETO 49pe3 MOKPHTHE Ha
OTTOBOPHOCTTA HAa U3IIBIHATENS.







(3). BankomaTa rapadmus mo am. 2, npexcrapeHa Ha KVIIVBAYA npu noammceame ma
AOTOBOPA, TpstOBA /14 CHIPXKA YCIOBHE 3a He3YCIOBHO H3IUIAIIAHE CIIC)| THCMEHO IPEeAIBEHO HCKAHE
or crpana Ha KYIIYBAUA.

(4). I'apannusara 3a m3mBIHEHHE Ha AOTOBOpa CIy:KH 3a 0O0€3[eYaBaHe HA BPEIHTC OT
HeH3NbIIHCHKUE OT cTpaHa Ha [IPOJABAYA, Oe3 Topa na H3kIrousa TBPCEHETO Ha 0be3LIeTeHAE Hay
HEHHUS pasMep IIPH ACHCTBUTEITHO OPETHPIIEHH BPEIH H NPOMYCHATH TTO3H.

(5). llpn Hem3mbNHEHWE OT CTpana Ha [IPOTABAYA - yacTHYHO MIH H3UATO, H BB BpPB3Ka C
TOBA Ha NPeTBPIEHH Bpedu oT crpana Ha KYIIYBAUYA, To mocaemumsr ce YIOBIETBOPSBA JI0
pasMepa Ha BPEIHTE OT IIPeJIOCTABCHATA MAPAHIIHAL

(6). Tapannmsra 3a M3NBIHCHHE Ce 0CBOBGOXIABA OT Besnoxutens B 90-iHeBeH cpox oT
H3THYAHETO/IIPEKPATABAHETO HA TO3H TOTOBOP, IIPH HANBIHEHHE HA BCHYKH 38IbIKEHUS OT CTpaHa
Hé IBETE CTPAHM M IIPH NNMCMEHO HCKAHEe OT CTpaHa Ha M3mbIHuTe 1.

Hi.14. IIPOOABAYDT ce 2apmkapa na OTCTpaHH 33 CBOS CMCTKA B B TOTOBOPCHUTE CPOKOBE
BCHUKH HECBOTBETCTBHS M/HIIA OTKIOHCHHS Ha IOCTABEHHTE CTOKH, KOHCTATHPAHH U NPEeIIBCHH 10
peaa Ha HACTOSIIHA JOrOBOP.

V. JATBJIKEHUSI HA KYITYRAYA

Y15, KYIIYBAYBT ce zagemkasa na mpenane Ha ITPONABAYA nncmena saspxa (wmm na s
H3MpaTd 10 (akc WM e-mail, mocouyen ot ITPOTABAYA) 3a joctaBka Ha cTOKHTe, ChIbpKAILEA
BCH'IKI IAHHY HCOOXOZHME 33 M3MBIHEHHE HA TPEIMETa Ha HACTOSIIHS JOTOBOP.

Tn.16. KVIIVBAUDLT ce zagsmkaBa na NIpHEME TOCTABEHHTE JEKAPCTBEHH NPOIYKTH,
CBOTBCTCTRAIINH 110 BAL, KOJIMYECTBO M KAYECTBO HA NOTOBOPCHHTE H 3a9BEHH OT HE[OBA CTpaHa Ipef
ITPOJABAUYA.

L17. KYITYBAUDT ce 3aab/mxaBa 1a 3amiary HeHaTa Ha JOCTABEHUTE CTOKH IIPH YCIOBHATA
Ha HACTOALMA JOrOBCp. B cnywadl Ha BB3HHKHAIM 3aTpyJAHSHHY B ITAMAHHATA MO O0EKTHBHH
nprynsy KYITYBAUYDBT crenpa Hezabasno 1a yBenoMu 3a ToBa ITPOJIABAYA. 3a komuuectsa,
ToctaseHu oT [TPOJIABAYA m3enu/6e3 3aaBKa, KYITYBAYDBT Hama zansmkente 3a TLIAlIAHE.

Q. 18. KYTIVBAYBT Moske Aa OTK&xe ITALIAHETO Ha (axTypa, KOST0 He € 0hOPMEHa ChIIIAcHO
M3UCKBAHKATE HA 3aKOHA 32 CUETOBOJACTBOTO HIIM HE CHOTBETCTBA HA JOCTABESHHTE CTOKH, KaKTO H
KOTaTo JOCTaBKaTa HE € MPHAPYXKEHA C HEOOXOMMUTE CepTHHMKATH 33 KaYeCTBO HA CTOKUTE, 3a
OTKa3a CC CBCTARA IPOTOKOI, ITOAMKUCAH OT JBETE CTPAHH, ¢ [IOCOYBAHE HA TIPHYKHHKTE 32 0TKa3a.

VL 'APAHIIMH U PEKJIAMALIAA

Un.19. [TPOOABAYULT TApaHTHPa FOTHOCTTA Ha JIOCTABEHHTE CTOKH CHOOPA3HO H3MCKBAHUSITA
Ha JIeHCTBANOTO 3aKOHOIATENCTBO H HACTOALITHS IOTOBOP.

Yn.20. KVIIYBAYDBT upes MaTEPHATHO-OTIOBOPHOTO JIHIIE MOXKE [ OTKaXKe TOJyYaBaHe Ha
CTOKUTE W 44CT OT ChIIUTC IIPH YCTAHOBEHH JUIICH, HAPYIIEHA HANOCT Ha OITAKOBKHTE, JIUICA Ha
IPHAPYKaBalltd cepTHHUKATH 38 KAYECTRO, HECHOTBETCTRES C npeJafeHarTa MUCMeHa 3asBKa, JTHIca
H& MOTHBHpaHO pemenue Ha M3ubnuurennus mmpekrop ma CBAJT mo OHKOMOTHS - EAJl, mpu
AOCTABKa Ha JIEKAPCTBEH IPOIYKT C OCTATHYEH CPOK HA TOTHOCT O-MATHK 0T 30 Ha CTO OT o0ABeHMA
OT IPOH3BOOUTEIA, H APYTH SIBHH HECHOTBETCTBHSL.

Un.21. KYIIYBAUBT moxe ma IpeasBaBa pexnamaruy npex [TIPOTABAYA 3a:

- JIBHH HE/IOCTATBIH — B TPHAHCBEH CPOK OT MOJyYaBaHe HA CTOKHTE, 4 38 MAIKH KOJIHYeCTBa
BCIHATa IIPH NOTYYABAHETO,

- 38 CKPHTH HCIOCTATBEIM - TIPE3 UENHA CPOK HA FOJHOCT HA JOCTABCHHTE CTOKH, BB3 OCHOBA Ha
TpOTOKOJL, H3ANEH OT OTOPH3HPAH [[bPKABEH OPTaH.

Un.22. KYITYBAYDT yBenoMsiza IHCMEHO BKITIOUATENHO O (axc nn e-mail [IPOJJABAUA
33 HAIMIHCTO Ha AC(EKTH B IOCTABEHUTE CTOKH BE/(HATA CIIeT KOHCTATHPAHETO UM. B pexnamariusta
CC TOcO9Ba 3aNBIDKHTEIHO ITHCMEHATA 3asBKA, NATATA HA AOCTaBKaTa, PeCIL.NpoTOKONA; BAAA Ha
CTOKHTE, OCHOBAHUETO 32 PEKNIaMALHATA U KOHKPETHOTO HCKAHE 3a OTCTpaH,gB'ége,~H=a nedexrare.

i







Wi.23. Tlpu pexnamarus 3a sBHH HECBOTBCTCTBUA H/WIH OTKIOHEHHS INPOAABAYGET e
ATBXCH B TPHAHEBCH CPOK OT IIONAyYaBaHe Ha PeKIaMaluiTa 3a CBOS CMETKA M PHCK 1
3aMEeHH/JI0CTABH JOrOBOPEHNTE CTOKH.

Yn.24. Ipu pexnaManud 3a CKpHTH HenocTarsun [TPOJABAYET e minxen s €MHOCSAMUYECH
CPOK OT TOJIydaBaHETO Ha PEKNAMALMATA 33 CBOS CMETKA W PHCK N4 3aMeHH CTOKHTe 0e3
HeoOXOMHMOTO KauecTRo ¢ AOTOBOPEHHUTE WK Nd BEPHE [TOJYYEHATA UEHA 22 CTOKHMTE, 38 KOHUTO ca
HANpaBCHH pEKlIaManuH, KakTo ¥ 1a 3amiary ua KYIITVBAUA JIOTOBOPCHATA HEYCTOHKA,

VIL. OTTOBOPHOCT IIPH HEU3IIbJIHEHUE

Hn.25. B ciyqait ue [IPOJABAYGBT ne AA0CTABH CTOKHTE, LIDE/IMET HA ChOTBETHATA 3aiBKA, B
AIOTOBOPEHUTE B WI.O CPOKOBE, CHIIUAT AbIKH Ha KYTTYBAUA HEYCToHKa B pasmep Ha 0,7 % (myma
[0 W CelleM MPONEHTa) Ha JeH, HO He moBeue or 20 % (IBajieceT IIponenTa) OT CTOHHOCTTA Ha
HCHSITBIIHEHHCTO, KAKTO M 0De3lIeTeH e 3a IpeThbpIenuTe BPE/lil ¥ IPOITYCHATH TI0MI3H B CIyYauTe,
B KOHTO T¢ HAXXBBPIIAT JOTOBOPEHATE HEYCTOHKA,

Un.26. Korato npu Hamuume na pexnamanus IIPONABAYDT He H3IbIHN 3205 IKeHHSTA CI 1o
IPCIXOHAS PAsAEN OT HACTOSIMIHSA OTOBOP KM He I'M H3IBIHM B CPOK, CBIOUAT TLIKH HA
KYIIYBAYA wueycroiika n paszmep Ha 3 % /Tpu npoueHTa/ 0T HeHAaTA Ha CTOKHTE, 3a KOHTO ca
HAIIPaBeHH PeKJIaMal[UHTE.

Un.27. (1) lpu HewsrbIHeHNE Ha sanbkenuara Ha [IPOJABAYA 3a nocraska Ha 3a8cHHTe
CTOKH BKTIOHMTRITHO OTKa3H, 3a0aBEHO TN HETOYHO HAITBIHCHHE MOBEYC OT TpH IIBTH 3a €JHA H
¢pida mosunua, KYITYBAYDLT uma IIPABO Ja pasBald €NHOCTPAHHO M 6e3 HpeJA3BeCcTHEe TO3H
AOTOBOD, KAKTO U Na 3aABbP)KH HPEIOCTAREHATA OT HIPOJABAYA rapanrus.

(2) KVYTIVBAYDBT uma npaso ja PasBali 4acTMYHO NIOTOBOPA 34 OTHCIHH MO3HIHE npu
YCIIOBHATA, IOCOYEHH MO-TOpPE, KATO B OCTAHATATA YacT Ce 3arasea BATEIHOCTTA HAa IOTOBOpa.

Hn.28. (1). B cnyuaif, ue [TPOOABAYGEGT nocrasu JICKApPCTBEH INPOAYKT, MPEAMET Ha
ChLOTBETHATA 3aIBK4, [IPH YCIOBUATA HA Y19 ar.2, ¢bc CPOK HA TOMHOCT OT 64,99 % mo 55 %, commsT
Abky Ha KYITYBAYA weycroiika B pasmep Ha 30 % (Tpumecer IIPONEHTA) OT CTOMHOCTTA Ha
HCH3NBITHEHHCTO, KAKTO M 00e3IeTeH e 32 IPEThpIEHHTe BPEIH B CIIy9IanTe, B KOUTO T€ HAAXBHPIIT
JOTOBOpEHaTa HEYCTOMKA.

(2). B cnyuait, ge IIPOJTABAUBLT AOCTABH NEKapCTBEH NPOAYKT, IPEAMET Ha ChOTBETHATA
3aiBKa ChC CPOK Ha TOTHOCT OT 54,99 % no 45 %, chummst Avoxi Ha KYITYBAYA meyceroiika »
pasmep Ha 60 % (mecraecer mponenTa) OT CTORHOCTTA Ha HEU3I'bIHEHHETO, KAKTO B OOe3IIeTeHne
38 NPETHPIEHATE BPEAH B CIIYYAHTE, B KOUTO T HalIXBBPIAT JOrOBOPEHATA HEYCTOMKA,

(3). B cryuait, we TIPOJABAULT AOCTABH NICKApPCTBEH NPOJYKT, TIPEAMET HA CHOTRETHATA
345BKA CBC CPOK HA I'OAHOCT IIO-MAaNDK 0T 45 Ha CTO, CBIMMAT ABDKHA Ha KVIIVBAYUA HEYCTOHKA B
pasmep Ha 75 % (cememuieceT um mer IIPONEHTA) OT CTOMHOCTTA Ha HEH3NBJIHEHUETO, KAKTO W
00e3IIeTeHHe 38 TPeThPIeHUTe BPEIH B CIIy9auTe, B KOUTO TC HAAXBHPIAT JOTOBOPEHATA HEYCTOHKA.

(4). Jlocrarka Ha nexapcraen TIPOZYKT © OCTATHYCH CPOK HA TOAHOCT O-MATBK 0T 30 Ha cTo oT
OOSIBEHHS OT MPOU3BOTHTENT ce U3BLPIIBA CAMO ¢ MOTHBHPAHO pellleHHe Ha W3mbiHuTeTHms
mapexrop Ha ,,C5AJT no onkonorus” EAJL, cnejx MoTHBHpaH moknan ma PEKOBOOMTEN BonHMuyHa
anTcKa 3a KOHKPETHO KOMHYECTBO, ONPEACNeHO0 B Hero. Bes H3PHYHO IHCMEHO CBIVIACHE Ha
H3nenanTenqus AHPCKTOp CTOKMTE HEe ClefBa Ja ObaaT 3aruamaHy. B TO3H CIly4ai, BEIIPEKH
H3PUYHOTO PaspeliCHHE 10 MPEIXOIHHTE mpetennsd, [IPOTABAYDBT npmxn ma KYITYBAYA
Heycrotika B pasmep Ha 90 % (ueBeTnecer IPOLEHTa) OT CTOMHOCTTA HA H3OBIHCHHETO, KAKTO H
00€3IIETEHNE 32 IPEThPIEHHTE BPEAW H IPONYCHATH II03H B CHyYaHTe, B KOUTO Te HaJXBBPIAT
AOTOBOPEHATA HEYCTOMKA.

Un.29. Ilpy HewsmbiHeHHe Ha SAABIDKCHHITA CH 32 INIAMAHE HAa JOCTABEHHTE CTOKH B
yroeopenute cpoxose KYITYBAUDLT anmxu HEYCTOHKA B pa3sMep Ha 3aKOHHATA JHXBA BBPXY
CTOHHOCTTA Ha 3a0aBEHOTO MmianiaHe. \







Un.30. KYITYBAUBT yaspika 10rOBOPEHHTE HeyCcTOHKH 0T npeacraBeHara ot [IPOJTABAYA
rapasnus 3a 100p0o U3NbIHEHHE.

VIIL. CPOK HA TOI'OBOPA U OCHOBAHUS 3A TIPEKPATSIBAHE
.31, Hacrosmuar Jloropop Biiuza B cHia OT JaTaTa Ha TOAMHCRAHETO MY OT CTpaHHUTe H ce
CKIJIKOYBA 3a CPOK 0T 12 Mecena.
41.32./1/]IeHcTBHETO HA TO3H HOTOBOD Ce IPEKPATABA:
l. ¢ H3THYAHETO Ha HErOBHS CPOK;
2. ¢ M3UBJHEHHE HA BCHYKY 3a)IbIDKEHNS Ha CTPAHHTE;
3. ¢ /IocTHTaHe Ha IPEABHICHATA B JOTOBOPA CTOHHOCT;
4. Tlo B3aMMHO HHCMEHO CHINIACHE Ha CTPAHUTE;
/2/JIoroBOpBT ce MPEKpaTABa IPE/ICPOUHO B ClETHITE Cllydau:
L. C exHOCTpaBNO MCMEHO yBexOMIeHHe, otipaseno ot KVITVBAUA OpH HEU3NBIHEHHE Ha
3anbokeHuEsTa Ha [IPOJJABAYA, nocoueHn B HACTOSIIAS JOTOBOP.
2. o B3aMMHO CBIIACHE HA CTPAHHTE H3Pa3eHO B MHCMEHA bopma.
3. [Topaau BUHOBHO HEH3IILIHEHHE HA 3a/Th/DKEHHATA CH 110 HACTOSIIAL JOTOBOP, HPOIBIIAKHIIO
IOBEYE OT 135 UK — ¢ ¢IHOCTPAHHO NUCMEHO TIPEIU3BECTHE OT H3MPABHATA CTpaHa.
4. B cnyuait, ye Bb3 OCHOBA Ha BIIS3BI B CHJIA anMuHHCTpaTHBeH akT Ha [IPOJTABAYA my 6b1¢e
OTHETO NIPABOTO Jd U3BBLPIIBA JIOTOBOPEHATa JeHHOCT.
5. lpn npexpatsBane Ha IOPHAUYCCKOTO JTHIIE HITH OTKPHBAHE HA IIPOH3BOJCTBO 10 JIMKBHIALIHS
Ha [IPOJJABAYA,
6. B npyru 3akonoycraHoBeHH ciyyan.
/3/. B cityyait Ha BUHOBHO HEH3ITBIIHEHHE HA KOETO I 114 € OT sanbpkendsTa Ha [IPOJJABAYA
1o Hactosysa qorosop, KYIIYBAU'BT uma npaeo ma mpexpati 1orosopa ¢ €HOCTPaHHO THCMEHO
yBeloMliene Oe3 mpemussectHe. B Tosum enywait KYITYBAUBT uma MpaBOTe Ja HOIYYH
yroeopeHnara B pasfes VII HeycToiika.
/4/. Tlpr HacTbIBaHE Ha HAKOM OT OBCTOATENICTBATA 110 T.4 1.5 OT aJmies 1, IPOOABAYLT
¢ Ibxed HesabagHO Aa yeenomu KYIIYBAUA,
Y33, M3nnamaHero Ha HeYCTOHKH M OOE3MNeTeHHs He JHINaBa H3MPaBHATA CTpaHa 110
AOTOBOPA OT HPABOTO Ja TBPCH 00E3WIETEHUE 3a BPEIM H MPONYCHATH [OJI3M HA YIOBOPEHHTE
pasMepH Ha obI1o OCHOBAHYE.

IX. APYTH YCIIOBHUA

Q1.34. Bewaku choBINeHns MEXKIY CTPAHATE, CRBP3AHH ¢ H3ITBIHCHHETO Ha TO3H JOTOBOD ca
BaJIM/IHN, aK0 ¢4 HAIIPABCHH B MHCMEHA opMa, IOANUCAHH OT YIIBIHOMOLIEHUTE IPE/CTABATEH Ha
KYIIYBAYA u TTPOJJABAYA.

3a fata Ha ChOOIMIEHHETO Ce CMSITA:

- ZlaTaTa Ha NpelaBaHeTo — IPH PRYHO IPEAABAHE Ha CHOGIIEHAETO,

- /laTaTa Ha MOINEHCKOTO KICHMO Ha 00paTHATA PA3HIICKA — IPH HAIPAMAHE 110 [10LIATA;

- laTaTa Ha IPHEMaHeTo — IIPH H3NPALIAaHe 10 (aKe HIn e-mail.

AJZipecuTe ¥ KOOPAHHATHTE HA CTPAHUTE C4, KAKTO CIIE/BA:

3a KVITYBAYA

Agpec 3a kopecnionieHnus rp. Codus mk. 1756 ya. , IT1oBmuecko noe” Ne 6 (axc 8706321

3a [IPOJ/TABAYA

Anpec 3a xopecnionenuus Cobus 1138, paiton Mianocr, x.x.Topybasue, yi. CaMOKoBCKko
nioce 2JI

Un.35. Ako HAKOs OT CTPAHHTE IIPOMEHH MOCOYCHHTE NO-rope aapecH W KOOpAHHatH, Oe3 yia
YBE/IOMH JIpyrara CTpaHa, IOC/e/HaTa He OTroBaps 33 HEMONYYeHH CLOOIIEHNS, NPH3OBKH KM
JPYTH TaKHBa.
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Un.36. CTpaHHTE COUAT CJIe/HUTE JIHIA 32 CBOM IIPEACTABHTEIIH 3 OCHIIECTBABAHE HA KOHTAKTH
H H3IBIHEHUE Ha 33JBIDKEHUATA CH 10 HaCTOSLIHS JOTOBOD :

3a KVIIVBAYA

Mar. papmanedt Kamuna Cranesa — Vipasuten ,,Bormmuna anrexa”, ten. 02/8076291

3aJIPOJJABAUA

Maptun Kones, Tei. 02 9175545; ®ake 02 9175538, M06.1en.0888 786 967

Y1.37. Beska OT CTpaHHTe 1O TO3M JI0FOBOP CE 3aIBIDKARA A HE pasmpoctpaHaBa HudopMarus
3a Ipyrara CTpaHa, CTaHa/la H H3BeCTHA [PH HIH IO NIOBOJ| H3MBIHECHHETO Ha JOTOBOPA.

Hn.38. Beeku ¢rop 0THOCHO CHIECTBYBAHETO H JIEHCTBHETO HA HACTOSIITHL JIOTOBOP MITH BEB
BPB3KA C HErO MJIH ¢ HETOBOTO HAPYIIABAHE, BKIHYMTEIHO CIOPOBETE H PA3HOINACHITA OTHOCHO
JIEHCTBUTENHOCTTA, ThIIKYBAHETO, H3MBIHEHHETO WK HOH3IILIHCHHETO HTH ITPEKPATABAHETO MY, IIIE
CC YPEX/IaT OT CTPaHUTE 10 CIIOPA3yMEHHE.

Yn.39. Ilpu HemocTHTaHe Ha COpasyMeHHE CTPaHHTE ce IDOTOBapsAT ja OTHEcaT CIopa 3a
pasriexknaHe U pelllaBaHe OT KOMIICTEHTHHS CH.

Hn.40. HumoxHOCTTa HA HHKOS KJIay3a OT HACTOSHUASL JOroBOp, KOSTO OBIEc 00ABEHA 3a
NpOTHBPEHAlld Ha NPHIOKHMHIA 3aKOH, HAMA /[a HallpABH HEBANHIIA HHKOS Apyra HEroBa Kiaysa
HIH AOTOBOPA KATO 10,

Un.41. Tlpu cheTaBAHETO HA HACTOSIIMS JOTOBOP C€ HPEICTABMXA CIIEIHHTE JOKYMEHTH:

. Hoxkymentn mo 9112 ot 3011.

. Iapanuny 3a M3OBIHEHUWE HA JOTOBODA.

Un42. Be3noxurendT cH 3amasBa NpaBoTo, HOpH HeOOGXOIUMOCT OT NpoABJKaBaHe Ha
AOCTABKATE, Nd YAB/KH CPOKA Ha CKIIFOYCHHUS JOTOBOP 32 H3IIBIHEHHE HA IOPHYKATA Ha OCHOBAHHE
4. 21 or 3011 BBB BpB3Ka ¢ onpesensHe Ha IPOrHOZHATA CTOMHOCT Ha OPBYKATa ¥ ¢ MeTouecko
ykaszanue Ha AOIL - "M3non3pane Ha o1miwn OpH B3TaraHe Ha OBIECTBEHH MOPBYKH". YCIIORHATE,
IIPHA KOHTO BIIH3a B CHJIA OIIHATA CA ClIeJHUTE:

/1/ DBB3NOKHTENAT C OTHpPABIHE HA BBTAraTENHO MHCMO JI0 H3NBIHHTENS Bb3IAra
H3ITBJIHCHHETO Ha IOPBYKATA 3a JOI'BIHUTENEH CPOK.

/2/ Cpok®sT Ha JIOTOBOPa MOJKeE J1a ObIe YIBIDKEH JI0 3 Mecela.

/3/ BrmoysaneTo Ha Kiays3ara 3a ONIUKS U YIbIDKABAHETO HA CPOKA MOKE 1A ce H3BBPIIHA CAMO
NpEeH U3THYAHE HA CpOKa Ha JeicTRre Ha JOTOBOpa.

Un.43. U3nbnuuTens ce 3a1b/0kaBa Ja CKII0UH JI0T0BOP 33 MOAHAIEIHEHNAE, KOTATO € OBSABHI B
o(eprarta cH HOM3BAHETO HA MOJN3IIbIHHUTEN.

. 44. B crryuait, ve BB3JIOXKUTEIIAT cknrous mwin Beue e CKI0YHT JOTOBOP 3a JOCTABKA Ha
JICKapCTBCHHTE CPEICTBA, Ha OCHOBAHMC OOIIECTBEHA NMOPBHUKA 3a MOCTABKA HA JTEKapCTREHH
IPOAYKTH Hpe3 PaMKOBO CHOpa3syMeHHe, o0sBeHa OT MHHHCTIEPCTBO HA 3paBOONA3BAHETO B
KaueCTBOTO My Ha LleHTpaner opran 3a Bb3maraHe Ha OOIIECTBEHA NOPBYUKH B CEKTOp
»3OpaBecoNa3Bane”, Ch3AACHO Ha ocHoBauwe [locTamoBierue Neld6 or O romHHm 2015r. Ha
Munucrepekn  cvBer, BB3JIOKUTEI/AT moxe emnoctpaHHo Ia IIPEKpaTH JOTOBOPHTE C
HBIIBJIHUTEIINTE 3a chumTe nekapeTea 6e3 1a ALK HEYCTONKA M/ ODE3METEHHE 38 TOBA.

Hepasienna yacT oT HACTOAUIMA JOTOBOP ¢a IPSIIOKEHHATA 3 U3IbIHSHHE HA IIOPBHYKATa, 34
BCsAKa IO3HLIKS, MO0 HACTOAIHA A0roBop - [punoxenne Ne 1 1 2.
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Obpazey Ne 3.
Ienoeo npeonoscenue

bi (o)
»CBAJIO” EAJT

VL ,, JUIOBAMBCKO MOJIE” Ne 6
I'P, COOHS

IIEHOBO IPE/JIOKEHUE

Haumenosanue na mopnuxara: ,,
Ilepnanyno noBTApsmM ce AOCTABKH
Ha JIEKAPCTBEHH NPOAYKTH 33
HyxanTe Ha CBAJIO EAJI” no 31
000cobenn Mo3uIIH Brsaoxuren:
»CBAJIO” EAJT

Hacroamoro Ienoso npenoskerue nojaneso ot A-p EMHJI AJIEKCAHIPOB JTAHEB &
KauecTBOTO My Ha ympaButen Ha ,MEIEKC“ OOJN, EH
Hysicaeerpatiio—anne 131268894, cic cemanmime w agpec Ha ynpaBieHue/OCTOSHEH aapec: rp.
Cogms, paiion Maagocr, xs. FopyGasne, yiu. ,,CaMokoBeko moce” Ne 2 JI, Thprosckn ueHThp
»bonaa”, npencraengpano or g-p Emmn Names u Benusap [lparoes, B kauecrBoTo MM Ha

YUPABHTECH — 3a€HO H HOOT}IC.}IHO], “‘Pea—ﬂ%ﬁﬂweﬂtﬂﬂﬁa——,eﬂpimeﬁeeﬁe—m,ﬂﬂem&m&-_g

YBAKAEMHA JTAMU H I'OCITOJIA,

3a U3IBIHEHME Ha Npe/iMeTa Ha NMOPLUKATa B CHOTBETCTBHE C YCIOBHATA HA BBITOIKHTENS,
Ta ctofinoct Ha LleHoBoTo Mu npeloikeHre BEJIM3a Ha:

no obocobena nosuyus Ne 2: 948,0000 a8
C.10BOM: JeBeTCTOTHH YeTHPHAECET M OCeM JieBa H HYJIA HY.1a HYJ1a HYJIA CTOTHHKH
{Hocousa ce yuhpom u CRO8OM CIROTHOCHINA 6 71e6d ¢ LUIC) .

HEHA W YCJIOBHSI HA ®OPMUPAHETO i1

» EnuHMuMAaTa LieHa ¢ nocoueHa B nombiHeHa OCTOHHOCTEHA TeXHUYeCKa crieudpHKanusg
(O6pazen Ne 4);

» Tlocouenara ucHa € B JIeBa i BKITIOMBA BCHUKH PA3XOM 33 H3TIBIHCHUE Ha NOPBYKATA; Y

> lIlpennomeHaTa IeHa e ONpPe/IENieHA TPH OBAHO CHOTBETCTBUE ¢ YCJIOBHATA Ha '

BEB2NOMKUTENS; %
» TlpennoxeHaTa neHa e OnpeieneHa Ha eNMHHIA MApKa, cpobpasHo TexHWueckuTe
CHenHPHKALIHH;

»  TlpH CKIIOYBAHETO HA IOTOBOP 33 OBILECTBEHA HOPBHKa UIC YUPEensd B 110JI3a Ha BBh3NOKHUTENs
rapaHlus 3a 106po M3NLJIHEHHE Ha AOIOBOPA B PasMep Ha 5% OT CToliHOCTTa My.

! [TocouBa ce 3aKOHHUAT TIPEACTABHTET Ha YMaC THHKA.
? TTonmbiBa cé caMo B ciydaid, e odeprata ce IMOAaBa OT ITBJIHOMOUIHHK, KATO Ce MOCOYBA AATA M per.Ne Ha
HOTAPHATTHOG 3aBEPEHOTO MEIHOMOLIHO H Ce PRIAra ILIHOMOLHOTO ChoBPaIHe YKa3aHHATA 34 NOArOToR

odeprara.
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Ilpumaram: OcrofiHoCTeHA TeXHRYeCKa el KAy o obpasew

ex
Jlara: 03.10.2016 r UME ¥ GAMUWJIIUSA: a-p EMUJI IAHEB ged

[Toanuc’: +* |MED

Pazacnenne 3a nonbasane na O6pasen Ne 3:
1.

LieHogoTo mpeanoxkenue no obpasen - Ob6pasen Ne 3 e Hepazfenua wact ot odeprata Ha
Y4YaCTHHMKA, KOeTO C€ WOCTABA B OTIAC]EH 3aredaTad Henpo3padeH TUIMK ¢  HajIHC
“lipennarani UeHORH NapaMeTpu” W TUIMKBT Ce MPEACTABS B 3aIcYaTaHaTa HETPO3pauHa
OTAKOBKa,

OOpazeyy Ne 3 ce nmoanucsa OT 3aKOHHHA TNPEACTABHTEN HA YYAacTHHKA WIH HALTEXKHO
YITBTHOMOINEHO JINIIE;

Ako yvactHuksT e obeamnenne, ObGpazen Ne 3 ce TpeacTaBs OT HMETO Ha OGEIMHEHHETO
YHaCTHHK H Ce MMONNHCBA OT MapTHbOPA, KOHTO Npencrasisea ofeqUHEHHETO 3a LETHTe Ha
0BIECTREHATA NOPBUKA WIH HAJIEXKHO YITHIHOMOILEHO JTHIIE;

HoxyMeHTBT 3a yITBIHOMOLIABAHE € HEepasfenta YacT 0T TeXHUIECKOTO NpeAnoKeHne u ce
NPeCTaBa B OPHIMHAI HIH HOT2DHATTHO 3aBEPEHO KOMME,

Uzpn nnvka ¢ naamuc ,Ilpeaiarann eHOBH NapaMeTpr™ He TpaOBa 1a ¢ HocoueHa HUKAKBa
HH(OPMALIHA OTHOCHO LIEHATA.

LleHa Ha equnuua mspka (6poiixa) -1161.;1amm.; 1 §in.; 16anka; lcak, 1aMTBp M ap. ¢ BKIKOYEH
AJC, n3uncieHa o IMIECTH 3HAK CIel JeCEeTMYHaTa 3ameTas W oblua CTOMHOCT ¢ BKIIOYEH
JJC — u3uncneHa 0 4eTBBPTH 3HAK CNIC/, A€CETHYHATA 3areTas,

Tlpy pasiinKa B 3aMMCHTE LMQPOM H CIIOBOM, 33 BEPHH I1IE CE CYHTAT TE3H ChC CIOBOM;
Y4aCTHUKST HOCH OTFOBOPHOCTTAa 33 [IPElIKH WIH NPONYCKH B W3YUCHIABAHETO Ha
NIpeAsaraH|Te OT HEro LIEHH.
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Odpazey Ne 3.
1lenoeo npeonoscenue

Ji (o}
,CBAJIO” EAJI
VJL ,,AJIOBJIABCKO IIOJIE” N: 6

I'P. CODHA

IHEHOBO ITPEAJIOKEHHUE

HaumeHoBanHe HA MOPBIKATA: ,,
Ilepuauyno NOBTAPAMH ce T0CTABKH
HA JIeKAPCTBEHH NPOAYKTH 3a
my:xuuTe Ha CBAJIO EAJT” mo 31
000c0o0eHH No3HIHMH BL3noxkaTe:

»CBAJIO” EAJZl

Hactosmuoro Lenoso npeanoxkenue nogaaeHo ot a-p EMHAJA ATEKCAHAPOB JAHEB B
KayecTBOTO MYy Ha ympaeuten Ha ,MEIJEKC® OO0, EUKAyrerar/BFH Maenrndiams—oa
wekAcerpatHe—aHe 131268894, crc cemammuie W aapec Ha yNpaBleHHE/NMOCTOSHEH aapec: rp.
Codusn, paiion Muagoct, kB. I'opy6asne, yn. ,,Camoxoscko moce” Ne 2 JI, Thprosckn nenTnp
»-Bonaa”, npeicTaBlIABaHO OT n—p Evun Jlanes n Beausap /IparoeB, B KauecTBOTO HM JHa

YOPABHTEIH — 3a¢JHO H IIDOT}.'IGJ'IHO Wm&%&ﬁ—,&ﬂpﬂﬂeﬁi&ﬂeﬂw'

YBAKAEMM JAMH I T'OCIIOJA,

33 W3NBLIHEHHe HA MPeiMeTa Ha IOPBYKATA & CHLOTBCTCTBHEG C YCJIOBHATA Ha Bb3NOKHTEN,
ofwara ¢cToiiHoCT Ha LlgHOBOTO MU NpeNosKeHHe BB3/IM3a Ha!

no obocobena nozuyus Ne 4: 70°350,0000 a8
CnoBoM: celeMIeceT XHJIARH TPHCTA H METAECET JeBa H HYJAa HYJIa HYJIa HYJ1Aa CTOTHHKH
(hocovsa ce yugpom u croeom cmotinocmma 6 neséa ¢ J1HC)

IIEHA ¥ YCIIOBHA HA @®OPMUPAHETOQ I

» EJMHMYHATA Il€Ha € Hoco4YeHa B noneinHeHa OCTOHHOCTEHA TeXHUUECKA clelHHKalLN
(OGpaszeu Ne 4);

» IlocoyeHnara 1¢Ha € B JIEBA H BKIIOYBA BCHYKH pazXxo/H 3a H3MbIIHEHHE Ha nop'bi}xara

> TIlpeanoxeHaTa LeHa € ONpefeiicHa NpPH IFBIHO CBOTBETCTBHE C ycnonmﬂ“a\ Ha

BB3JIOKUTENA;
» TIlpeanoxkeHaTa LeHa e omnpedeneHd Ha eAMHMLA MApKa, cbobpasno Texuuqecx'.‘

i

CrenmhHKAnHY; . \\1'\
» Tlpu CKIOYBAHETO HA AOTOBOP 32 OOIIECTBEHA IOPBYKA ITle YUpess B TO3a Ha RB3NOKHTEITRG,
rapanius 3a 1o00po W3ITHIHEHHe Ha ZI0roBopa & pasMep Ha 5% OT CTOHHOCTTA My.

! Tocoura ce 3aKOHHUAT NpeAcTaBHTEl Ha YYaCTHHKA.
z Ilonsnea ce caMo B cnyq_aH, e (=] otl)epTaTa ¢e nNojasd oT NEIHOMOIIHHK, KATO €€ HOC0oYBa Iard H pBI‘.NQ Ha
HOTApHAaNIHO 3aBREPEHOTO JHOMOIIHO U C¢ npiiara NbJAHOMOIUHOTE c%oﬁpamo VYka3aHUATa 33 NOArOTOBKA

ofeprara.
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IIpunaram: OcTofiHOCTeHA TeXHAYECKA CIEIM(pHKALHAS O obpasen

Hara: 03.10.2016 r. UME U ®PAMUIIHUA: n-p EMMIT JTAHE
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Passicuenne 3a nonmsasane na O6pazen Ne 3:

1.

Henoeoro npeanoxenue no obpazen - Ofpazey Ne 3 ¢ Hepasfielia yacT oT odeprara Ha
Y4aCTHHKA, KOCTO C¢ IIOCTaBd B OTAENEH 3aleyaTaH HENpO3paueH IUIMK C  HAITHC
“Tlpeanarany IEHOBH MapamMeTpu” W INHKBT e TpeSICTaBd B 3all€Y4araHaTa Helpo3padHa
OMAaKOBKa;

OGpasen Ne 3 ce noamucsa OT 3aKOHHHS HPENCTAaBHTEN Ha YHACTHHKA WIIH HaAJIeXHO
YIILIHOMOLUEHO JIHLIE;

AKO y4acTHHKBT ¢ ofeaunenue, Obpasen Ne 3 ce OpPeAcTaes OT HMETO Ha OOeJMHCHHETO
YHACTHHK W €O TIOANHCEA OT [IAPTHBOPA, KOHTO NMpe/CTaBisiBa o0¢IHHEHHETO 3a LIeUTE Ha
oburecTBeHaTa NOPBUKA HIH HAIIIEKHO YITAHOMOILEHO JTHLE;

JIoKYMEHTBT 32 yNEIHOMOIIABAKE € HepaseaHa HacT oT TeXHHUeCKOTo HPETIOIKeHHE H Ce
1IPECTABs B OPHUIMHAT HITH HOTAPHATHO 3aBEPEHO KOTIHE;

H3ebH nnnka ¢ vannue ,Ilpennarasu neHoew napaMeTpy™ He TpaGBa fa ¢ IOCcoYeHA HUKAKBa
HH(pOpMAaLMA OTHOCHO LIEHATA.

Hena na equHnua mapka (Gpoiixa) -116m.;1amm.; 1. ] Garxa; 1cax, 1AnTEp ¥ Ap. ¢ BKIHOYEH
HAC, u3ymcnena 10 LIECTH 3HAK CIIE ASCETHYHATA 3alleTas M OBIIA CTOMHOCT ¢ BKJLOUYEH
HAC ~ n3uurcnena 1o 4eTBBPTH 3HAK CIEA ACCETHUHATA 3aIIeTas.

Ipn pasmvika B 3amucHTe 1dPOM K CTOBOM, 33 BEPHH LUE C& CUMTAT TE3H ChC CJIOBOM;
YHaCTHUKBT HOCH OTTOBOPHOCTTA 34 IPEWIKH WIH MPONYCKH B MIUHC/ISBAHETO HA

npeghlaraHuTe OT Hero HeHH.
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Oépasey Ao 3.
Henoso npeononcenue

10
+CBAJIO” EAJL
VI ,JLTOBJIABCKO MOJIE” Ne 6

I'P. CO®UA

HEHOBO NPEAJOXEHUE

HanmenoBanue na nopbsukxara: _,

Hepnanyno NOBTADAINH ¢€ JOCTABKH

HA JIEKADCTBEHH NPOXYKTH 32
BY:KaHTe Ha CHAJIO EAN” no 31

06ocobeny no3unuu Busnoxnren:
»CBAJIO” EAJ

Hacrosworo Ienoro npemnosxense nonageno or a-p EMHAJL ATEKCAHIPOB NTAHEB &
KaiecTnoTto My na ympaeurten na ,MEJIEKC“ OOJ, EH
uyncRecTpato-—sie 131268894, cnc cemammme u aJpec Ha YlpaBIeHME/TIOCTOSHEH aapec: rp.
Cogmusn, paion Mmranocr, ks, Fopybusne, ya. ,,CamokoBexo moce” Ne 2 JI, Teproeckm nenTnp
»bouna”, npencrarnsepano or a-p Emun Jlaner w Benusap Jlparoes, B KauecTBOTO HM Ha
YUPABHTETH — 32€AHO M NOOTACIHO — —

YBAXKAEMH TAMU U I'OCHIOJIA,

3a M3MBiIHEHME HA MpeAMeTa Ha TOPBYKATZ B CHOTBEICTBHE C YCNOBHATA HA Bb3NOKHTENS,
obmara croiinoct Ha IeHoBOTO MM NpENIOKEHRE BB3IH3A Ha: \

no obocoberna nosuyua Ne 6- 62°575,2000 ae
CaopoM: mecraecer u JBe XUASAM NETCTOTHH CeA€MAECeT Il NeT JIeBa H ABe Hy.Aa HyJa

HYJI4 CTOTHHKH

(rocOuBA Ce YUPPOM U CROBOM CHOTHOCHING 6 166a T LAC)

IIEHA ¥ YCJIOBHUA HA ®OPMUPAHETO i

» ENMHUYHATA LieHa e [0COYeHa B NombineHa OCToRHOCTEH TEXHUYECKA crielupuKaLma
(Odpazen Ne 4);
© » Tocouenara NeHa € B IcBa ¥ BKNIOYBA BCHYKH pasxony 3a U3MBIHEHHE Ha OPBLUKATA;

> Tlpennoxenara iuena e onpeaeneHa NpH MBJIHO CLOTBETCTBHE C YCNOBUATA Ha
Bb3TIOMHTEIA;

» TlpeiioxxeHaTa LeHa e onpemeficha Ha eaUHMIA MApKa, CBOOpasHo TexHHuecKuTe
cHenupHKaLH;

> 1lpu cKmOuBaHETO HAa IOTOROP 33 OBLIECTBEHA TIOPBYKA I1E YUPEs B [101132 HA BL3NOMKHTENS
Trapaiug 3a 106po HBIHEHHE Ha JIOrOBOPa B pasMep Ha 5% oT croHHOCTTA MY.

! Mocousa ce 3axoHHUAT NpeCTAaRHTEN HA YIACTHHKA,
* MomsiBa ce camo B Ciyqait, ue ofeprarta ce nHoaBa OT MBIHOMOWIHHK, KATO C& NOCOYBA zara u per e
HOTapHAIIHO 33BEPEHOTO MBJIHOMOLIHO H CE NPIAATA NBIHOMOLIHOTO ¢hoGpa3Ho VkazauusTa 3a nonrorghka

odeprara,

176 - 1




IIpunaram: OcToiHOCTEHA TeXHUYECKA CIIEHPHKAILHS IO obpasen

Tlata: 03.10.2016 1. HMME M @AMUIVS: 1-p EMIJT JIAHE

Hoamuc?: i

Passacnenne 3a nonviasane na Odpasen Ne 3:
1.

Hexnosoto npenoxenue mo ofpasen - Obpasen Ne 3 e HepaszZAe/Ha yacT oT ofeprara Ha
YHaCTHHKA, KOETO C€ TOCTaBA B OTACNCH 3alleuaTad HENpo3pav4eH TNIHK ¢ HAAMMC
“Ilpeanarany eHOBH mapamMeTpu™ W IIHMKBT Ce OpEeACTaBs B 3aNe€4arTaHaTa HENpo3pavyqa
OTIAKOBKa;

Obpazen Ne 3 ce moammcea or 3akonHus IIPEACTABHTE] HA YYaCTHHKA HIIM HAAICHKHO
YITBEITHOMOLIEHO JTHIIE;

AKO y4acTHHK®T ¢ oOenunenue, OGpazen Ne 3 ce TPEACTaBA OT MMETO Ha OOGCIAMHEHHMETO
YHacTHHK M Ce NOAMHCEA OT NapTHROPA, KOHTO NpencTaBnsea ofeHHEHMETO 32 HEIMTE Ha
obIecTBeHATA HOPBHYKA MMM HAUIEKHO YITETHOMOLLEHO JHLE,

JOKYMEHTRT 3a ynmBJIHOMOILABAHE € HepasgenHa YacT oT TeXHHYECKOTO NPENIOKEHHE W Ce
NPENICTaBsA B OPUTHHAI WJIH HOTAPHAIIHO 3aBEPEHO KOTIHE,

Hzgbu mmka ¢ naanuc ,,IIpeniaranu neHoBu napaMeTpu” He TpAOBa Ja € MOCOYEHa HHKAKBa
HH(OPMaLIKA OTHOCHO LIEHATA.

llena Ha ennAuIa Mspka (6potika) -1760.; 1amni.; 1 dn.;16anka; Icak, LauTep u ap. ¢ BROUEH
HUIC, m3unciena 1o mecTn 3HaK crie]l JeceTHYHATa 3ameTas M O6IIA CTOMHOCT C BKIKOUYEH
AJIC — n3uncneHa 10 YeTBBLPTH 3HaK clej] IeCETHYHATA 3ameTast.

Hpu pasnuka 8 3anucute UHGpoM 1 CIOBOM, 33 BEPHMU LIE ¢& CYMTAT TE3H ChC CIIOBOM;
Y4acTHUKBT HOCH OTFOBOPHOCTTAa 33 [IPEINKH HiM MPOIYCKH B H3YHUCIABAHETO Ha
npeanaradyre oT Hero [EeHH.

ThHT ©C IIOATIHCBA OT 3aKOHHUA IPEACTABNTENl Ha YUaCTHHKA, HIH OT Haﬁ\w

16 - 2 *
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Obpazey Ne 3.
I{enoso npednoxcerue

J0
»CBAJIO” EAJl
YL LJILTOBAUBCKO HOJE” Ne 6

I'P. CODUSA

IHEHOBO INPEJJIOXKEHHUE

Haunmenonanne Ha HOI)'])'IKBTEI. -
IlepHaMYHO NOBTADSIINH ce J0CTABKH
H2 JIEKAPCTBEHH HPOAYKTH 32
ay:xauTe Ha CHBAJIO EAJ” no 31
000co0eHH Mo3MIHHE BhiaoKuTeN:
»CBAJIO” EAJT

Hacrosmoro Llenoso nmpeanoxenne noganeno ot a-p EMHAJI AJJEKCAHAPOB JAHEB s
KAYECTBOTO My Ha ympaButea Ha ,MEJEKC“ OOJ, EUKByserar/BEFH/ drenrnbpuranni—3a
uysneneerpatto—nte 131268894, cbe cemannuie M aJpec Ha YNpPaBIeHHE/NOCTOSHEH aapec: rp.
Codms, paiion Muagocr, k. I'opy6asne, yix. ,,CamoxoBeko moce” Ne 2 JI, Thprosckn meaTsp
»BOoWIA”, NPENCTaRIABAHO OT A- p Emun Jdanes u Benamzap [lparoes, B Ka4€CTBOTO UM R

YOPaABHATENH — 3a¢AHO H llOOTf.leJIHO qpea—mﬂﬂiehfeﬂiﬂﬂ*ﬂ——e—ﬂ-pﬂﬂeﬁ%—ﬂ%ﬂﬂeﬂeﬂiﬂe—m

YBAKAEMH JAMH H TOCIIOIA,

3a M3NBIHEHHE HA MpPEeAMETa Ha HOpPbYKaTa B CBOTBETCTBHE C YCJIOBHUATA HA BHINOMKHMTENA,
obwara crofiHoct Ha LlenosoTO MU MpenioxeHHe Bb3/IH3a HA!

no obocobena nosuyus Ne 13; 35°190,0000 aB
CnoBoM: TpujeceT H NeT XHJSIH CTO H JleBeT/JeceT JeBa H HyJa HYJa HyJ/a HyJ1a CTOTHHKH
(nocousa ce yugpom u crosom crmotinocrima e nesa ¢ JJIC)

IIEHA M YCJIORHUA HA ®OPMHUPAHETO 1

» EQuHUYHATA LieHA ¢ NocoueHa B nonbaneHa OcToHHOCTEHA TEXHWUECKA CnelupHKanms
(O6pazen Ne 4);

» IlocoyeHaTa 1leHa e B JIEBa W BXJIHOYBA BCUUKH PasXoiH 3a M3NBIHEHHE HA NOPBLUKATA;

» TlpemiokeHaTa LeHa ¢ OMNpEJeNeHa IIPH NBAHO CHOTBETCTBME C YCJOBMATAr Ha
BB3NOKHATE;

» IlpewnoxeHata ueHa ¢ oONpeleneHa Ha €AMHHLA Mapka, CboOpasHO TeXHqucfm}%
creUuM(pHKaLMH, i

» Tlpu cKII0YBAHETO Ha NOrOBOP 3a 0OMIECTBEHA MOPBUKA LWIE YUpe/d B TOJ3a Ha BBITOKATEN S,
rapasiys 3a 100po W3MBIHEHHE Ha A0roBOpa B pasMep Ha 5% OT CToHHOCTTA MY . A

! [Tocoupa ce 3aKOHRAAT NPEACTABMTEN HA YUACTHHKA.
2 [TomrbnBa ce camo B chydali, 4e ofepraTa ce NogaBa OT NBJIHOMOLIHHMK, KaTO ce Mocousa aara W per.Ne va
HOTAPHAJIHO 3aBEPEHOTO IThAHOMOILHO H C& HPHNIAra MLIHOMOUIHOTO ChoOpasHo YKa3aHHATA 33 NOAFOTOR)

otheprara.

H13-1




Hpunaram: OcTofiHocTeHa TeXHIUeCKa CHEMHUAMKANH D0 06pasel

Hara: 03.10.2016 1. MME U ®AMIITHS: 1-p EMIATI JIAHEB 58%

)
X
=

Moamnuc’

Pazsicuenne 3a nonw/ieane va Odpazen Ne 3:

1.

Lenosoro npennioxenne mo obpasen - Obpazent Ne 3 e HepaszaenHa yacr oT odeprara Ha
YYaCTHHKA, KOETO c€ MOCTaBA B OTAENCH 3aledaTaH HENpO3padeH IUIMK C HamITHC
“llpepnaraiy NeHOBM NapaMmeTpn” M TUIHKBT Ce MpeACTaBsl B 3amevaraHaTa HENpo3payHa
OMAaKOBKA;

Obpazert Ne 3 ce noAmHcBa OT 3aKOHHHS NpeNCTABMTEN Ha YYaCTHHKA WIM Ha/EHKHO
YABIHOMOILIESHO AHLE,

AKO y4acTHUKDBT € obenmHenne, OBpazen Ne 3 ce NMpeacTass oT UMeETO Ha obeaHeHHETO
YYACTHHK U Ce MOANKMCBA OT MapTHROPA, KOHTO NpelcTarRisBa 0OeHHEHHETO 33 [EIHTE Ha
0OILeCTBEHATA IOPBYKA HITH HA/IEXHO YIIBITHOMOIIEHO JIHLIE;

JIOKYMEHTLT 32 YNBIHOMOLIABAHE & HEPaz/IC/HA 9acT OT TeXHUYECKOTO NpESLicKCHHE B CE
NpPeCTaBs B OPUIHHAI MIIH HOTAPHAIHO 3aBEPEHO KOMHE,

V3pbH nnuka ¢ Hagmuc ,JIpeniarann LeHoEN apaMeTpu® He Tpsa6Ba 1a e NOCOYeHa HUKAKBA
HHGOPMALIME OTHOCHO LISHaTA.

Lena Ha eauHnua mMspka (6poiika) -116n.;1amm.; 1 don.;16anka; 1cak, 1aurep u 1p. ¢ BRMIOUEH
AAC, u3umcnena 1o WECTH 3HAK Crleq AECETHYHATA 3alleTas M OBMA CTOMHOCT © BIULIOYEH
JUIC — v3uncneHa 1o 4eTBBPTH 3HAK clel AeCeTHYHATA 3areTas.

lpsu paznsika B 3anucuTe THOPOM U CIIOBOM, 3a BEPHH LG Ce CUMTAT TE3H CBC C/IOBOM;
YU4acTHMKET HOCH OTFOBOPHOCTTZ 33 IPEIUKM WIH INPOMYCKH B M3YHCIAABAHETO Ha

npeanaraHiTe OT HerO LIEHH.

YHBIHOMOINCHO JIHLE.

i3 -2




€- €11

raingedns (1oomKqnyy
gIHe]] rany d-I surHwed 1 oW

TO1 9TOTOT 0 “BLE]]
DUNIIOL

"BELIUEE ELEHhHLIISY YD deHt HdoLld 0¥ BHIIDHKEN — D7 HIROIrNA 3 1IOHKOL) HIGO H BELIHEE CLEHhUIIIF IaKd MUHE
HL9M OF BHILIMhEH ‘D77 BonoirNd o *dr 0 enudim | ‘deidry “dedriexnegyi-sonerdyierduwe|erorges]- (exgodo) exdBsn eMHBEHYS BH BHIY],

“edndaho 20 01BON ‘BHNHEOT EHIGOI0Q0 HERL BE 33 CALBhINER ],

" 006 bu fw uoisnyu 2U[QRHIWID &t
. i < oL-tw/B 0001 104 uopnjos
Nﬁqmﬁﬁog ﬁ .MON& wa ﬂE WN 404 IJERUIDUOD
“J49 D1d| - [wySuw o ‘uoisnjul
dnoiry siaeoy JoJ uornjos 10j
0000°0615€ 000001°6¢€ 9JBNUIOUO]) UIGUIS)
DI/ o edar 4 O€LO3MIE
(evodo) exdsw or oHog1oded2I SHHEIOHINHEH
OI7If o vdor | PBHRHHHIG BE QUHBIOHOWHEH O9LOORHLOY OLOHIHINE ewdod OHIH3IBIIOH
4 BHOI RINQ() | BHON BHAMHEUIE| Lo1RTogeHod]] oxogoxdda], OHEOHIOA]] | BH 08L09RHIOY | eHIgLYdRND][ OHI'OdBRHATXO aN

W PN 1ogedoo) srHa¥ oL Tadl 0L0FOHAY] WO QUHMKOKU] [ -BUITEMH(PUIINID BXOShHHXIL BHALOOHUOLI()







Obpasey e 3.
Ilenoso npediodiceniie

IO
LCBAJIO” EAJL
VL. ,JUIOBJMBCKO IIOJIE” N 6

I'P. COOUA

EHOBO NPENJIOXKXEHHUE

HauMeBoBaHHE HA OPBYKATA: ,,
HepuanyHo DOBTAPHINH € TOCTABKH
HA JeKaDCTBeHH IPOIYKTH 34
ayviaTe Ha CBAJIO EAL” no 31

o6ocofeHH HO3UNHH Bu3noxuren:
~CBAJIO” EAJT

Hacrosmoro 1leHoBO mpeioxkeHte NojafeHo or A-p EMHWJI AJEKCAHAPOB JJAHEB B
Ka4yecTEOTO MY Ha YIpaBuTel Ha LMEJIEKC* OOA, EWUKAByreran/BEFHMaenrndianni—sa
FysiAeOTPaHHO—THHE 131268894, cnc cemanmule M anpec Ha yNpaBaeHKe/IOCTOSHEH aApec: Tp.
Codua, paiion MaagocT, KB. Topybasne, ya. ,CaMOKOBCKO moce” Ne 2 JI, TeproscK HeHThp
,BOHJIA”, NpelCTARMBAHO OT A-p Emuia Janes u Beamsap Jlparces, B KauecTBOTO HM HA

ynpaBnTeJm —3aeqHO H HOOT,IICJIHOI, WMM_,HWWW

YBAKAEMU JIAMH U TOCIHOJIA,

3a W3NBIHEHWE Ha IIpeaMeTa Ha nopeukara B CHLOTBETCTBHE C YCHOBHATA HA BL3A0OKATENA,
oblara CTORHOCT Ha HGHOBOTO MU NpeAJIOKEHHE BBIJIH3& Hal

no obocobena nozuyus Ne 15: 53°184,0000 nB
CroBoM: MeTHeceT H TPH XMJISAK CTO 0CeMAeceT H HeTHPH JeBa H 0yJ1a ny1a HyJa HYJ2

CTOTHHKH

(nocousa ce yugpoM 1 CIOSOM CIOUHOCTINA 6 1e6a ¢ JHHC)

IIEHA ¥ YCJIOBUA HA ®OPMUPAHETO T

% EiuHHYHATA IleHa € [10CoYeHa B MONbAHEHA OcToftHOCTEHA TeXHUYecKka creuvdrKralys
(Obpasen Ne 4);

% TlocoueHATA [CHA € BJICRA U BKIIOYBA BCHUKH Pa3Xoid 32 H3NBIIHEHAE Ha MOPBYKATA; N

» IlpemnoxkeHara LeHa ¢ ONpefeneHa TNpH  [BAHO CBOTBETCTBHE € YCJIOBHATA Hfi
BE3J0KHTENH, :

» [IlpeanokeHarTa lieHa € OMpc/lencHa HA  EJHHMIA MApKa, cBOOpasHo TeXHUUECKUTEY
crieurGHKaLNH;

» Tlpu ckmOYBAHETO Ha OTOBOP 32 oB1ecTBEHA TOPBYKA Lie YUpes B MON3a Ha BB3JI0KHTE] I
rapaHLi 3a 106po HNBTHEHHE Ha JOroBOpa B pasMep Ha 5% OT CTOHHOCTTa MY.

! {Tocoupa ce 3aKOHHHAT TIPEICTABHTEN HA YHACTHHKA.
IMombnsa ce caMo B Clydai, e ofieprara ce nonapa OT NBIHOMOUIHAK, KaTo ce nocousa gata ¥ per.Ne
HOTApHAIHO 3aBEPEHOTO MBJIHOMOILHO H C& NpHiara TBAHOMOLIHOTO chobpazHe YEa3aHHATA 32 HOATOTORKY

oteprara.
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IIpuaaram: Ocroiigocrena TeXHHYECKa CHEUNpHKALNA TI0 o0paseny

Hara: 03.10.2016 r HUME H ®AMUWJINA: a-p EMWII TIAHEB

Hoamuc’:

Pazsicuenne 3a nonbagane ga Oobpazen Ne 3:

1. LeHoroTo npeanokenne o ofpazen - Obpazen Ne 3 ¢ HepasfenHa 4acT oT ogeprara Ha
YHaCTHHKA, KOETO e MOCTaBs B OT/eNeH 3ameuaran HENpO3paded NIMK © Hagmue
“Tlpennaranu nenoru HapaMeTpn” U IUMKBT Ce TIPEICTABA B 3anevaraHara HenpospayHa
ONAKOBKa,

2. O6pazeny Ne 3 ce noammcsa or SAKOHHMS [IPEACTABHTC/ HA YYACTHHKA M HAIICHKHO
YITBNHOMOHIEHO JIHLE;

3. AKO YYacTHMKBT e ol0eaunenne, Obpasen Ne 3 ce HMPEencTass OT UMETO Ha OOeIMHEHHETO
YHacTHHK K €€ MOJNKCBA OT NapTHROpPA, KoiiTo NpeacTasifBa obeTHHEHHETO 3a LeTHTe Ha
001IECTBEHATa MOPBHYKA HIIM HAILIEIKHO YITBJIHOMOIUEHO JIHLE;

4. JIOKyMEHTBT 3a yIIbJIHOMOIABaHe e HepasnenHa Hact ot TexHuueckoro nmpemnoskenue n ce
TIPENICTABA B OPHIHHAT HilH HOTAPHATHO 3aBCPEHO KOnue;

5. M3pbH miMka ¢ nagmuc »IIpeanaranm uenoeu napameTpH™ He Tpa6Ba la € N0COYEHa HUKAKEA
MH(OPMALFA OTHOCHO LieHaTa.

6. lena Ha enunnna Mapka (bpotika) -11671.; 1amm.; 1 gn.; 1 6arxa; 1 cax, Inutep u ap. ¢ BKIIIOYEH
HAC, u3uncnena no wectu 3Hak CAEJl AcCeTHYHATA 3ameTas M o6uia CTOMHOCT ¢ BKIIOUYeH
HJIC — v3uncnena 1o yerBBpTH 3HaK Cllell IeCETHYHATA 3aneTas.

7. Tpw paznuka B zarmucHTe LHPPOM H CIIOBOM, 32 BEPHH LUE CE CUMTAT Teau CEC CIIOBOM;

8. V4acTHUKBT HocH OTFOBOPHOCTTA 33 TPEIIKH WIH TPOIYCKH B H3UHC/IIBAHETO Ha
NpeATaraH|Te OT HETO [eHH.

w~
3 ,HOK}’MGHT’I:T CC NOANHCBA OT 3aKOHHMA NpeacraBUTEN Ha Y4YacTHHKA, HIH OT HaUTCIKH

‘BIIHOMOILEHO JIMIIE.
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Obpazey Ne 3.
I[enoso npeonoscenue

J0
,CBAJIO” EAJI
VJI. ,JUIOBJUBCKO 1IOJIE” Ne 6

rp. COOHs

INEHOBO NPEJJIOKEHHE

HaumMenoBaHme HA NOPBYKATA: ,,
IepuanYIHO HOBTAPANN C¢ JOCTABKH
HA_JIeKAPCTBEHH NPOAVKTH 34
ayxaure Ha CBAJIO EA/T” no 31
obocofeHH MO3NUNH Bp3j1ouTe !
»CBAJIO” EAJ]

Hacroswmoro Llenoso mpemnoxenue noaaneso ot a-p EMHJ AJJEKCAHAPOB JITAHEB B

KauecTeoTo My Ha ympaeuten Ha ,MEJIEKC* OO[, EUK/Bynerar/EFH - Maenrnganit—3a
wpicReerpatHo-—Tmae 131268894, cne cepanmme M anpec Ha yhpaBJeHHe/TIOCTOAHEH aapec: rp.
Codusi, pafion Muanoct, kB. I'opybasne, yi1. ,CaMoKoBcKko woce” Ne 2 JI, Teprosexks meHTsp
,»Bouaa”, NpencTaBliBaHO oOT ,u-p Emnn Janes u Benmsap Jparoes, B Ka1ecTBOTO MM HA

YIIPABHTEH — 3a€JHO H l'lOOTLleJIHO qpea—ﬂa,ﬂ-ﬂemeﬂﬂﬂﬂea—e—ﬂpﬂﬂeﬂfme—mﬂﬂe_

YBAJKAEMU JIAMH ¥ TOCIIOJIA,

34 MAMBIHEHHC Ha [peJMeTa Ha TOPhUKAaTa B CLOTBETCTBHE C YCJIOBHATA Ha BB3IIOKHTEN,
obmara croiiHocT Ha 1leHOBOTO MH TIPEANIOJKCHES Bb3/IH3a Ha:

no ebocobena nozuyus Ne 16: 2°264,0000 g
CaoBOM: [B€ XHJIRAH JBECTA IIeCTIeceT 1 YeTHPMH JIEBA H HYJIA Hy/1a HYJIAa HYJIA CTOTHHKH
(nocovea ce yughpon u ciosom criotmocmma 6 aesa ¢ JY[C)

IEHA U YCJIOBHAS HA @OPMHAPAHETO |

» EpauBMYHATA LIEHA € {I0COYeHA B nonblHeHa OCTOAHOCTEHE TEXHHYECKA cnetnbHKaLHY
(Obpazen Ne 4); A

% [locoyeHaTa UCHA € B JIeBa M BKJIFOUBA BCHUYKH Pa3XOJH 34 H3NBIHEHHE HA NOPBYUKATA;

» IlpennokeHata LeHa € OMNpEleNneHa IPH NBIHO CHOTBETCTBHE ¢ YCAOBHATA Ha
BB3IOKHATEN S,

> Tlpemnokenata IEHa € OMNpeleNieHa Ha eQMHHLUA  MsipKa, crobpazno  TexHHYeCcKHTE
criegprKaLvn;

> Ilpu cKIOMBAHETO Ha JIOFOBOP 3a 0OLIECTBEHA TOPBUKA HIe YUPEs B [0/13a Ha BB3/IOKHTEA
rapaHups 3a 106po M3ITkITHEHNE Ha IOrOBOPA B pasMep Ha 5% oT CTOHHOCTTA MY.

! Tlocousa ce 3aKOHHMAT IPEACTABHTEN Ha Y4ACTHHKA.
? ITombnBa ce camMo B ciyuall, ue oepTara ce NOABA OT FHIHOMOUIEHK, KATO e N0CouBa fata M per.Ne Ha
HOTAPUATHO 32BEPEHOTO ITBJIHOMOLIHO M C& TIpHNara HbIHOMOIIHOTO cr00pasno YkazaHuaTa 3a 0AroToBK

odepTara. @9

s MR
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Ipunaram: OcrofiHocTena Texundecka cneungrKanug mo obpasery

Hara: 03.10.2016 . UME U ®AMUIIVIA: n-p EMWUJI JAHEB

TTonuc’

Passicnenwe 3a nonbiBane na OGpazen Ne 3:

1.

IenoBoto npetoxkenne no ofipazer - Obpasen; Ne 3 e wepasnenna uact ot odepTata Ha
YH4CTHUKA, KOCTO C& MOCTaBd B OTHENEH 3aneyarad HenpospadeHd IUIHK ¢ HaIuc
“IlpeanaraHu UEHOBH napameTpu” W MAMKBT Ce NpelcTaBs B 3aNeyaTaHaTa HETIpO3payHa

OMNaKoBKa,

2. O6paser Ne 3 ce NOANMHCBA OT 3aKOHHHS [IpEACTaBUTEN HA YYacTHHKA MM HAILASHKHO
YRBIHOMOIUEHO JIHLIE;

3. AKO y4acTHHKET e obemuHeHue, Obpasen Ne 3 ce mpesictaBs oT HMeTo Ha obemMHeHMeTO
YY4CTHHK W €& NOANKCEA OT NapTHLOPA, KOHTO MPECTAaBISIBa 06eqHHEHHETO 34 LETHTe Ha
ob1ecTBEHATA TOPBUKA HIIH HAMIEKHO VITbIHOMOLEHO nupe;

4. JIoKyMEHTBT 32 YIILIHOMOILABAHE ¢ Hepasjieina vacT oT TeXHHUYECKOTO NpefIoKeHne H ce
NpeACTaBsA B OPUIHMHA/I MM HOTAPHAIHO 3aBEPEHO KOMHE;

5. HsehH nmuxa ¢ Hagnue ,JIpeanaraln ueHosy napamerpu” He TpabBa [a e nocoucHa HUKAKBa
WH(OPMALIUS OTHOCHO LIeHaTa.

6. llena na enuuuua Mapka (6poiixa) -116n.;1amm.; 1 d.; 16anka; 1 cax, InuThp ¥ ap. ¢ BiTOUEH
AIC, usuncnena 1o mwectu 3wWak cren meceTmunaTa saretas H obwma crofiHocT ¢ BKMIOYEH
HJC — n3uMcnena 10 YeTBLPTH 3HAK clle]| JeceTHYHaTa 3aMeTas,

7. llpwu pasnuxa B 3anmcuTe UMgpoM | cnosom, 3a BCPHH L€ €@ CYMTAT TE3H ChC CIOBOM;

8. YuacTHMKBT HOCH OTroBOpHOCTT2 3a FPeINKH MM MOPOMYCKH B HM3YMCIIBAHETO Ha
NPeNaraHuTe OT Hero [EeHU.

/A
S\
3 H%MGHTLT C¢ TOAMMCBA OT 3AKOHHMA TPEICTABHTEN HA YYACTHHKA, HIH OT HamICKH Tox |
YNBIAHOMOLUEHO JIHLIE, [ S

7
16 -2 {




00
SR

OMATTAING ea

HLOPRA BH SWHRAOHIWHR] |
raragedus (1oomranyy

gone]7 rtuWy d-X BUIHNR( M 9N

RICN T 7 A1) 41 RUARE I
DHIITOI

‘BRLIIEE BELEHRHELIIN YIIrd NeHE Hdold OF CHIOHREH — D)7 HOROINE D 1DOHHOL) BNIQ0 H BELIUES BLEHhHIIDAN IIU) NBRE
HLDJMI OF BHOIIRKEN ‘D[ Hanoirnd 3 “dr 1 emndum T ‘derui| “NedyiednefHoNererinweeLorgel]- (exnodo) endun WITHHAY) BH CHIYT,

‘edudado 35 0LB0M ‘BANHEON BHIQOI000 HELL BE 3 BALERIIILE ],

e 0oL Bud| i gZ-juybu 7 uojsnjuy uignioxoq 9t
10} uonnjos
OMFOHBQVH _H “MOﬁm 20f 9}2UIIUDD
OHOHMY20()| ‘Bur ‘Ju ¢Z-[wi/Fur ¢
‘PN ‘UOTSNIUI JOJ UOYN[OS
QIBO}[BS] I0J OJRNUIOU0))
0000°+97T 0000¥9°CC P1020Y/| ‘PIOIVY UNIQIIOXO(T
I o edar g 0d.LOMIE
(exnodo) exdgw or oHagLodeyoI QUHRIOHOIWHEH
I 2 e93r | BHRHHHID BE OHHPHIOHIWHEH 09100hHIT0M OLOHEHLNR endod OHIHOIELRH
g RHOT BIIQ() |EHAV BHRMHULY | UarmrogcHod]] oxogoIda ], oHEOHIOA[] | BH 09100RHLEOY |eHIELodRNI]( OHTOdeHAT KN aN

PN Tagedgo) srHMKOITAdI OLOSOHS] WIX SHHIMKOLU MY | -BHITeH(QUTISID EXOIRHHXAL BHOLOOHHIOLI()







Oébpazen Ne 3.
Ilenoeo npednoncerne

b1 (0}
+CBAJIO” EAJI
VL JITOBIUBCKO MOJIE” N 6

I'P. CODHA

HEHOBO ITPEJJIOKEHUE

Haumenopanne Ha NopeMKATA: ,,

IlepuaHYHO NOBTAPAIN €€ JOCTABKH
HA_TeKADCTBCHH NPOAYKTH 32
nyxaure #a_CBAJIO EAL” no 31

o0ocobenn no3nHH BrninomuTen:
»CBAJIO” EAJl

Hacrosworo 1leHoro npemtoxkenue nogaaexo ot a-p EMHAJ AAEKCAHJIPOB JAHEB b
KauecTBOTO My Ha yupasurea na ,MEJJEKC* OOJ, EHK/ibyaerar/BFH/ Iaenrrgnratyt—sa
wrAcerpanto—e 131268894, crc cefanviie W anpec Ha YNpPaBIEeHHE/TIOCTOAHEH aupec: Ip.
Cotus, paiion Muagocr, k8. I'opyGasnue, yi. ,Camokoscko moce” Ne 2 JI, Tbpropekn ueHTsp
»DOWIA", TpeAcTaBAIBAHC OT A- p Emun Janee n Benmsap [paroes, B Ka4ecTBOTO WM Ha

YIpaABHTCAH — 32¢AH0 H HOOT}IEJIHO Wmﬂ%—ﬁﬁmﬂw—

YBAKAEMH JAMH U T'OCIIOJIA,

3a M3NBIHEHHE HA MNpPEAMETa HAa TOPBHKATa B CHOTBETCTBHE C YCMOBMATA HA BB3NOIKUTEN,
obuiaTa ¢rotinocT Ka LleHoBOTO MU NpeIOKEHHE BE3IH3A Ha!

no obocobena nosuyua Ne 17: 21°440,0000 ae
ChoBoM: JABajeceT H €AHA XHIASAH YETHPHCTOTHH H YeTHPHAECET JleBa H HYJIa RYJIA 0y,

HYJiad CTOTHHKH

{rocousa ce yugpom u caoeom cmotiocmma 6 resa ¢ JIIC) \\
OB

[[EHA ¥ YCJIOBHA HA ®OPMUPAHETO i

» EadHAYHATa LeHa e I0coYeHa B mombiHeHa OCTOHHOCTeHa TeXHUHUECKA Creln(pURanK g

(O6pasen Ne 4); s
» Ilocodenara licHA e B JIEBA H BKJIOYBA BCHYKH pa3X0aH 33 H3MBIHEHHE Ha NOpbUKATa; 'ibg
» TlpeannoxeHaTa leHa € OMpeAedeHa TNpH MBIHO CBOTBETCTEME C YCIOBHATA Ha )
BB3JTOKHUTEIIA; kY
» [lpeanoxenaTa [€Ha € ONpeleNeHa Ha ¢AMHMIA Mapka, chobpasHo Texnuueckure
cnenHGUKaLK;
> TIpu cKTIOYBAHETO Ha AOTOBOP 33 OOLECTBEHA IOPBUKA 1Ue YHPE/(d B M0/I3a HA BB3IOKHTENA
rapaHLyd 3a 406p0 H3MBJIHEHHE Ha JOrOBOPa B pasMep Ha 5% OT CTOHHOCTTA MY. ‘i

1
Ilocoura ce 3aKOHHHAT Hpe,[lCTaBHTeJ'l Ha YyYIACTHHKA.

odepra
m7-1




Ipunaram: OcToliHOCTeHA TeXxHUYECKA CHEITH(pHKALMA 110 oOpase

Hara: 03.10.2016r. HME 1 ®AMWIIVA: a-p EMHJT JTAHER 6

Homnuc’:

Pa3isicuenue 3a nonbsiBane na O6pasen Ne 3;
. TeroBorto mpeanoxenue mo obpazew - OGpazen Ne 3 e Hepasfie/iHa 4acT or odeprata Ha
YIACTIINKA, KOETO Ce [OCTARA B OTHENEH 3aIeYaTaH HEmpo3paueH MUK ¢ Haanue
“Ilpennaranyu 1EHOBUM NapaMeTpH” M MIHKBT ce TIpEACTaBy B 3afie4yaTaHaTa Helpo3payHa

ONaKOBKa,
2. O6pazen Me 3 ce moamHcsa OT 3aKOHHHS NIPENCTABHTEN HAa Y4YacTHMKA MJIH HalJIeiHO

YIBIHOMOIIEHO JIHLE;

3. AKoO y4acTHHKBT e obenuHeHue, O6pasens Ne 3 ce mpenctass or umeTo Ha obennHeHHeTO
YHaCTHUK M C€ MOANKCBA OT NapTHEOPA, KOHTO NpencTaBiaBa OBEMHEHUETO 34 HeNuTe Ha
06IIECTBEHATA TOPBHIKA MM HaUIENKHO YNBIHOMOIUEHO THME;

4. JIoKYyMeHTBT 3a YNEIHOMOINABAHE € HEpasne/na 4actT OT TeXHHYeCKoTO NMpeUIoKEHHe U ce
NIPEACTaBA B OPHIHHA WM HOTAPHAJIHO 32BEPEHO KOLME;

5. Hsmobn mimka ¢ vagnve ,Jpeanarany nenosn napaMeTpu® He TpAOBA fa e IocoueHa HUKAKBA
uHGOPMallHA OTHOCHO LieHATA.

6. Llena Ha egunMIa Mapka (Gpoiixa) -176m.;1amm.;1dn.;16anka; 1 cak, lauTep 1 ap. ¢ BRIIOYEH
AJIC, uzunciesa 10 ueCTH 3HaK ClIe/l AeceTMUHATa 3aneTas i 001a cToiHOCT ¢ BKMIOYEH
AJIC — u3uncnena J(0 YeTBBPTH 3HAK Cle JecernyHaTa 3aneTas.

7. Tlpn pasimka B 3aumcute HGPOM 1 croBOM, 32 BEPHH L€ C& CYMUTAT TE3H CBC CIOBOM;

8. Yu4acTHHKBT HOCH OTrOBOpPHOCTTZ 3a PEIKH MK NPONMYCKA B M3YHCAABANETO HA
MpeAaaralnTe OT HETO LIEHH.

} HoxyM;Nce [IOANHCEA OT 3aKOHHHMA TPEICTABUTEN HA YYACTHHMKA, MM OT HAZNCHKHO s
YHBIHOMOUICHONIHIIE. @6 Z

uir7-2
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Obpazey Ao 3.
Ilenoso npednoxncenue

JO
»CBAJIO” EAJL
YII ,, IIVIOBAUBCKO ITIOJIE” Nb 6

I'P. CO®HUA

HEHOBO NPEAJOXEHHNE

Hayumenopanue na NopBYKATA: |,

llepunino NOBTAPAINY ce JOCTABKH

Ha JIeKADCTBEHH NPOAYKTH 34
Hy:auTe Ha CBAJIO EAJT” no 31
000co0eHH no3sHnuH Boiaoxuren:

»CBAJIO” EAQY

Hacrosmoro Lienoro npeanoxenve nopanexo or a-p EMHAJI AJEKCAHIPOB JAHEB 8
KauecTBOTO My Ha ympaeutena Ha ,MEJEKC“ OO, EHK/ByacrarEFH/Haenrudatint—sa
wysrpeetpanto—amtie 131268894, crc cemanmiue w anpec Ha ympamicHHe/NOCTOSHEH agpec: Tp.
Codns, paiion Maanocr, k. Lopybasne, ya. ,,CaMokoBeko moce” Ne 2 JI, Teproeckn gentnp
»bonna”, npeacraenssano or a-p Emun lanes n Beamaap [lparoes, B kadecTBOTO0 MM Ha

2
YNpaBHTECIH — 3a€JHO H IIOOT,!IB.TIHOI, pres‘ﬂ‘bﬂﬂwefﬂﬁﬂﬁﬁ—,e—ﬂpﬁﬁeiﬁeﬁe—ﬂimeﬁjﬁe?'

YBAKAEMU JAMH U TOCTIONA,

3a M3MbIHEHHE Ha TIPe/METa Ha MOPBYKATA B CLOTBETCTBME C YCIOBMATA HA BL3NOWKHTENS,
oburara crofiHocT Ha L{eHOBOTO MU NpeaToXkeHHe Bb3/IH3a HA:

no obocobena nozuyus Ne 18: 32°976,0000 aB
ChosoM: TpHAeceT i JBe XHIAAN ACBETCTOTHH CEAEMAECCET W UIECT JIeBA H HYJIQ WYda HyJm

HYJIA CTOTHHKH

(nocouea ce yughpom u CrOBOM CHIOTHOCIIMG 6 Neéa ¢ J{1IC)

LHEHA U YCJIOBUS HA ®OPMHPAHETO I

» EjuMHuYHATa LEHA € nocoYeHa B MonkiHeHa OCTONHOCTEHA TeXHHYEcKa cneuudukayus
(Obpazer Ne 4); Y

» Tlocouenara eHa ¢ B /ieRa ¥ BKIIIOYBA BCHUKH PAa3XOAH 3a H3IIbIHEHHE Ha TMOPLYKATA,

> IlpennoxenaTa leHa e ONpeAeieHa NpH NBIHO CLOTBETCTBHE ¢ YCIOBHATA HA
BBL3NICHKHTEN;

» IlpejuioykeHaTa UEHA € ONpPEIeNeHA HA EAHHHLA MApKa, ¢bobpazHo TexHHYecKHT
cHelU(PHKALNH;

» Ilpu cKIOUBAHETO HA JIOrOBOP 33 OGLIECTBEHA NOPHYKA LIE YHPEAS B 107138 Ha Bh3TOKHTENN
rapaHLKuA 3a 06p0 U3iIBIHEHHE Ha JOTOBOpA B pasMep Ha 5% OT CTORHOCTTA My.

! TocovBa ce 3aKORHMAT NPEICTABMTEN HA YIACTHHKA.
? Mombrsa ce camo B cayyal, Te odepTaTa Ce TIOAABA OT ITBJIHOMOLIHHK, KaTO Ce NOCOYBA JaTa M Py @
HOTapHalTHO 3aBEPEHOTO MBIHOMOLIHO H C& NPHIAra MbAHOMOIIHOTO chobpasHo Ykasauusata 3a moargronf

othepTrara.
%) w} % ms-1



Hpunaram: OcroiigocTeHa TexHruecka crenupHKanys mo o6pazen

Jlara: 03.10.2016 . MME H ®QAMUJIVST: n-p EMITT JIAHEB

HMoanuc;

PasucHenne sa nonpiBane na O6pazen Ne 3:

1.

o~

N

Llenooro npeanoxenue no obpasen - Obpazen Ne 3 e Hepazaensa HacT ot oeprara Ha
YHacTHHKA, KOCTO CC MOCTaBd B OTHOEJNEH 3aleqaTay HEMPO3paYeH MNHK © HaJmHC
“Ipeanarand neHoRw MapamMeTpu” W TUIMKBT Ce MPEHCTaBS B 3arevaradara Henpo3padHa
ONaKOBKA;

Obpasen Ne 3 ce moanucsa or 3akoHuus NPEACTABHTEN HA YYACTHHKA MIH HAMIEHKHO
YI'BIHOMOLIEHO JTHIIE;

AKO Y4acTHHKBT € oBeauHeHue, O6pazenr Ne 3 ce npencrass or umero Ha obeanHenuero
YHACTHUK W Ce ITO/IIMCBA OT NapTHBOPA, KOUTO NpenCTABasBa obeauHenneTo 3a nenuTe Ha
o0LUeCTREHATA MOPBYKA HIIH HAJUIEHKHO YOBAHOMOLHEHO JTHHE,

JOKYMEHTBT 33 ymhaHOMOmaBaHe ¢ Hepasze/Ha yacT 0T TeXHHYECKOTO NMpeaIoKEnHe H ce
TPCHCTABA B OPUTHHAT HITH HOTAPHATHO 3aBEPEHO KOMHE,

H3BbH nivka ¢ nagmic »lIpeiarann nenosn napamMeTpH® ne TpabBa /la e MocoYeHa HUKAKBa
MH(OpPMALHY OTROCHO LIEHATA,

Licha Ha eaunmia mapka (bpoiika) -1761.;1amn.; 1dn.; 1 6anka; 1 cax, Lnutsp u ap. ¢ Bkmouer
AAC, vsuncnena 10 wecTH 3Hak cien DeceTHumara 3afieTas M obIua CTOMHOCT ¢ BKIIOueH
HAIC — uzuncirena no HeTBBPTH 3HAK CJI€] BeCeTHYHATA 3aeTay.,

Ipy pasnuka B 3anucure updpom u CIIOBOM, 33 BEPHH ILE CE CYUTAT TE3M ChC CIIOBOM;
YUacTHHKBT HOCH OTroBOpHOCTTA 3a FPeNiKM MM NPOMNYCKH B MIYHCHABAHETO Ha
IIPEATTAraHHATE OT HETO LIeHH.

i
* JIOKYMEHTBT ce HOAMKCEA  OT 3aKOHHMA [MPEACTABMTEN HA YY4CTHMKA, HIH OT afﬁ-'ﬁn-

YI'bIHOMOIICKQ JIHLIE.

118 -2
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Obpaszey Ne 3.
I{enoso npeonosicetite

10
,CBAJIO” EAJY
VJI. , JIJIOBJABCKO TTOJIE” No 6

I'P. CODUA

IHNEHOBO INPEJJIOXEHHE

Haumenosane Ha nopb4YKaTa. ..
IepuauyH0 NOBTAPKIIN CE TOCTABKH
HA JeKapCTBeHH MPOAVKTH 34
ny;xaare Ha CBAJIO FAT” no 31
obocoGenH no3uuuy Brinoxures:
»CBAJIO” EAJL

Hactosmoro LleHoro npennoxeHye noaageHo ot a-p EMHUJI AJJEKCAH/APOB JAHEB B
KA4ecTBOTO My Ha ympasuten Ha ,MEJAEKC“ OO/, EMK/Byacrar/EFH/Mrenrudhiceis—sa

systereerpanHo—anue 131268894, che cemanmile H ajpec Ha YDPAaBICHME/TIOCTOAHEH ajpec: Tp.

Codus, paiion Maanoct, k. TopyGnsne, yia. ,,Camokoseko moce” Ne 2 JI, Thproeekn nenTsp

»bBonna”, npegcrasnasanoe or g-p Emun Janes m Beausap [lparoee, B Kauec¥BOTO AM HA
2

¥YIPaABHTEIH — 32€AHO H IIOOTI[EJIHOI, L}peadﬁﬂﬂeﬁfeﬂiﬂﬂ{é&—,e—ﬂ'pﬂﬂeﬂfeﬂe-%ﬂﬁeﬁeﬂﬂﬁ‘_'

VBAKAEMH JAMH T TOCHOJIA,

3a M3NBNHEHHE HA npeaMeTa Ha NMopetikaTa B CBOTBECTCTBHE C YCJOBHATA Ha Bb3NOXKHTCIA,
ofuata croiHocT Ha LieHOBOTO MU MpeUIOKEHHE BBIIN3A HA!

no obocobena nosuyua Ne 19: 32°976,0000 ns
CiroBOM: TPHIeCeT H IBe XHJIAXH J€BeTCTOTHH CeleMAECeT H WeCT JeBa H Hy.J1a HyJia iyt

HYNa CTOTHHKH

(nocousa ce yughpom u croeom cmotmocmma 6 nesa ¢ JIC)

IIEHA U YCJIOBHA HA ®OPMHAPAHETO

» Epuuuunara IleHa € nocodeHa B nonbiHeHa OcTOHHOCTEHA TEXHUYECKa crienr(uranys
(OGpaserr Ne 4);

» Ilocouenara IleHa € B JIeBa M BKJIKOUBA BCHYKH Pa3XOAH 33 U3MBIHEHHE HA NOPBLUKATA;

> Tlpennoskenara IleHa € OMpelesieHa IPH IIBJIHC CBOTBETCTBHE ¢ YCJIOBHATA £
BB3JIOKHUTENSA, :

> IlpemiokeHata leHa e onpedeleHa Ha eAMHHUA MSpKa, CbOOpasHoO TexHuueckHTe
crieidwKari; ‘\

» Tlpu cKIIOUBaHETO Ha JIOTOBOP 3a 00lIeCcTBEHA TOPBYKE Le YUPEas B NON3A HA BH3/IOKUTE
rapaHupa 3a 1o6po H3MTBIIHEHHe Ha JOFOBOpA B pasMep Ha 5% OT CTOHHOCTTa My.

! [TocouBa ce 3AKOHHMAT NPEICTABHTEN Ha YYaCTHHKA.
2 flousaBa ce caMo B ciIyuall, ue odepTaTa ce NONERA OT MHIHOMOIMHMK, KATO C¢ TOCOYRa jarta ¥ per.No
APHAIHO 33BEPEHOTO MBIHOMOLIHO H CE NMPHAAra MLIHOMOIHOTO ChobpasHo YKasaHHATa 32 TIOAroTY, paLX

ofheprara.
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Hpunaram: Octoitroctena Texnuaecka crenudukainus 1o obpasery

HMata: 03.10.2016 r. HME H ®AMUJIHS: h-p EMUWUIT NAHEB

Mognuc*:

Pazsicuenue 3a nonnusane na O6pazen Ne 3:

I. IleHoBoro mpenaoxenwe no obpasen; - Obpazeny Ne 3 e HCpasaciHa vact ot odeprara Ha
YHaCTHHKA, KOETO €€ NOCTABsI B OTHGNEH 3ameuaTan HENpO3paYeH INIHK ¢ Hammuc
“Ilpeanaranm neHoBM NapaMeTpH”™ M MIMKBT ce npeficTars B 3anevaraHata HelpospaqHa
ONAaKoBKa,

2. Obpasen Ne 3 ce IIOANHCBA OT 3aKOHHHA TIPENCTABHTEN Ha YY4CTHHKA MM HAIICHCHO
YIbAHOMOILEHO JIHIE;

3. AKO YHaCTHUKET e obeannenne, Obpazen Ne 3 ce TIDEACTABA OT MMETO Ha 0BeRHHEHHETO
YHACTHHK W CC MOANKCBA OT MAPTHROPA, KOHTO NpeacTaBnaBa obelMHEHHETO 33 LenHTe Ha
obwecTreHaTa nopbuka win HAIUI®KHO YIIBITHOMOILEHO JIHLE;

4. JIoKyMeHTET 32 yIBIHOMOIABANE 6 RepasneiHa vact ot TexnuyeckoTo NIpeIoKEeHHE U ce
NPCACTaBA B OPUIHHAN MIIH HOTAPHAIHO 3aBEPEHO KOMHeE;

5. H3BBH niMka ¢ Hagmic »lIpennarany nenopn TlapamMeTpH™ He TpaGBa a e mocouena Hukakea
MH(OPMAalIMA OTHOCHO HeHaTa,

6. Ilena Ha eaunuua MApka (Opoiika) —1T6J1.;IaMH.;1(pn.;IGaHKa;IcaK, lMTED M gp. ¢ BrrOUEH
HAC, uzuncnena o weetn 3uax C/ICR feceTHUHATa 3aneras W obIla CTORHOCT o BKITIOUYEH
IJIC - uzguciaeua no HETBLPTH 3HAK Cle]] AeCeTHYHATA 3aIIeTas.

ITpu pasnuxa B 3ammcure UMPPOM M CIIOBOM, 33 BEPHH e ce CYHTAT TE3U CBC CJAGBOM;
Y4acTHHKBT Hocu OTIOBOPHOCTTA 33 IPEINKH MK [PONYCKH B HM3YUCIHBAHETO Ha
HPEANAraHuTe OT HETO LEHH.

.~

3 ,Z[OKy HTBT CC IOHIIMCBA OT 3aKOHHHA IPEACTaBUTE Ha YYaCTHHKA, HIH OT HagICHHQ
YIBIHOMOIUEHO JIHLLE,
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Odpazey Ao 3.
I{enoso npediocenite

hi (o
~CBAJIO” EATT
VJL ,JIIOBJMBCKO NOJIE” Ne 6

I'P. COOHA

IEHOBO MPEJJIOKEHUAE

HaumeHOBaHHe Ha NOPLYKATA: ,,
IlepHIHYHO MOBTAPAIIH C€ JOCTABKHA
Ha JIEKAPCTBEHH OPOIYVKTH 32
pyacauTe Ha CBAJIO EAT” no 31

000cofeHn Mo3uIHA BrinoxuTten:
»CBAJIO” EAJL

Hacrosmoro LlenoBo npeanoxenue moganeHo ot a-p EMIAJI AAEKCAHAPOB JAHEB e
KAYeeTBOTO MYy Ha yaparuwrex Ha ,MEIEKC“ OO/, EMK/Ayacrar/BERHAMaeutndcatins—3a
wpkeaecrpanto—ange 131268894, cwc cemanuine M agpec Ha YNPABNSHHE/TIOCTOAHEH anpec: rp.
Codms, paiion Mragocer, k8. I'opybnsane, yi. ,Camokoeeko moce” Ne 2 JI, TeproBecknr neHTHD
»BOoHIa”, MpeacTaBIsBaHO OT AP Emun Jlanee m Beamsap [paroeB, B KadecTBOTO HM na

YHpaBHTENH — 33811HOHI'IOOT11€J1H0 ‘fpeﬁ—%ﬂmﬂiﬂﬂfﬁ—e‘ﬁpﬁﬂeﬂﬁeﬂe—%ﬂﬂﬁhiﬁﬁiﬂe—*

VBAKAEMHU JAMH U I'OCIIOJA,

3a M30BAHCHHE Ha NMpEAMeTa Ha NOPBYKATA B CHOTBETCTBHE C YC/OBHATA HA BBL3AOMKHTE A,
obmiara cTofiHoCT Ha llgeHOBOTO MH mIpeno:KeHHe BB3/Ti3a Ha:

no obocobena nosuyus Ne 20: 19°888,9200 as
CnoBoM: JeBeTHaAeceT XHJIAAH OCEMCTOTHH OCEMIECET H 0CEM JIEBA H J€BeT JABe HYJIa

HY/Ia CTOTHHKH

{rocousa ce yugpom u crosom crotimocnma & Aesd ¢ JC)

[IEHA ¥ YCJIOBHSI HA ®OPMHAPAHETO H

» EaMHM4YKATA LEHA € [10codeHa B nonbIAeHa OctoHHOCTEHE TEXHUYECKE CHCIHPHKALMYA
(O6pazen; Ne 4);

» [TMocoueHaTa LieHa € B IeRa W BKJIIOURA BCUYKH pa3xoIH 32 U3NBJIHEHHE Ha MOPBYKATE;

» [llpeanoxeHara 1eHa ¢ oONpeleleHa Npd IIBIHO CBOTBETCTBHE C YCJOBHATAa Ha
BB3JIOKHTEI,;

¥ [IlpenmoxeHata UeHAa e OlNpefesieHA Ha eOWHWIA MApKa, cbhoOpa3Ho TEXHHLIE:CKHTQA
clenHpHKaHH; /

> Tlpu cknovBaHeTO HA HOTOBOP 32 ODILIECTECHA NOPHUKA NIC YUpels B 110132 HA BLBJ’IO}KI/ITBIIH
rapaHiEs 3a 106po H3MbIHEHHe Ha I0roBopa B pasMep Ha 5% oT cTOHHOCTTa MY.

! Mocousa ce 3aKOHHHAT NPEACTABHTEN HA YHACTHHKA.
* TTombsiRa ce camo B ciIywail, ue oeprara ce [I0]aBa OT MBIHOMOIIHHK, KaTO C& HiocouBa AaTa H per.Ne Ha
ApHAIIHO 3aBEPEHOTO MBTHOMOIIHO M ¢ TIPIIAra MbIHOMOIIHOTO ChOOPa3HO VKAZaHMATA 32 MO/MOTOBKEHA

3] aTa.
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ITpunaram: OcroitHocTeHa TexHHIecka cnerubuKanus o obpasery

Hara: 03.10.2016 1. UME U ®AMMIIUA: a-p EMUJT JAH

Hoanuc’: (,,

Paszgcnenne 3a nonbasane na Ofbpazen Ne 3:

1.

iLienoBoTo mpegoKenue Mo obpaser - Obpaseny Ne 3 e HepasfenHa 4act oT oeprata Ha
YHaCTHHKaA, KOSTO ce MOCTABA B OTAENEH 3areyartan HeOpO3pavyeH MUK € Hammue
“Ilpeanaranu uenoBn MApaMeTpH” H IUIHKBT ce NpeicTaBd B 3ameyartapaTa HEeNnpo3payHa

ONAaROBKa,
Obfpazer Ne 3 ce noanmucea or 2axoHRMS NIPENCTABUTEN HA YYAaCTHHKA WM HAMIEAHO

YIBIHOMOILEHO JIHLIE;
AKO y4acTHHKET € o6equHeHHe, Obpasent Ne 3 ce npeacrass ot umero Ha obeuHeHHeTO
YHACTHUK M CC NOATUCBA OT NIapTHROPA, KOWTO Mpeacrasispa ofearHeHHETO 32 LEeTHTE Ha
0OLIIECTBEHATA IOPHYKA MITH HAATIEHHO YABIHOMOLIEHO JIHIIE;

HOoKyMeHTET 32 ymeIHOMOWARaKe e HCpasAie)iia 4acT oT TeXHHYECKOTO mpemoKeHue H ce
TIPENCTABA B OPUTMHAJI HITH HOT2PHAIIHO 3aBEPEHO KOITHE;

H38%H nnnka ¢ waanuc ,ITpennarany nenoss napamMe1pu” He TpAGBA a € NOCOYEHAa HUKAKBA
UHGOPMALKs OTHOCHO LieHaTa,

Lena na enuuuna mapka (6poiika) -116n.;1amr.; 1a.; 16anxka; 1 cak, Inutep 1 ap. ¢ Bxmouen
JBC, n3uuciiena A0 WeCTH 3HAK ChEsl JeceTHUHATa 3ameTas u ofIIa CTOMHOCT ¢ BKAKOYEH
HJC — nzuncnena 1o yeTsspTH 3HAK Criex JAECeTHYHATA 3areTaq.

Ipu pasauxa B 3anucuTe nuppom u CJIOBOM, 33 BEPHH LIE CE CYHTAT TE3H CBC CIOBOM;
YYacTHUKLT HOCH OTroBopHOCTIA 34 TPEIIKH  HNH OPOIYCKH B M3YHCIAARAHETO Ha
NPEAIarafNuTe OT HEro 1eHH,

3 ,I[OKyMeHTT:T CC HNOANMCBA OT 3aKOHHHA NPEencTaBUTEN Ha
MBIHOMOLIEHO JTHUE.
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Odpazey Nel.
TEXHHYECKO IPEJIOXEHHE

J0
»CBAJIO” EAJT
V1., JUTOBAMUBCKO HOJIE” e 6

I'P. CO®UA

TEXHHYECKO ITPEIOKEHIE
3A IBNIBJIHEHUE HA IOPBYKATA

HaHMEHOBaHl!e Ha MNOpLYKATA: ', HEI!HgH‘IHO HOBTAPAINH _C€  NOCTABKH HA

JEKADCTBEHH TPOAYKTH 33 HYMINTE Ha CBAJIO EAI” pmo 31 obocobenn mozmmmn
Be3noxuren: CEAJIO EAJ]

HactosmoTo Texmmuecko LIPEATOXKEHHE € NOjaleHo OT a-p EMWI AJNEKCAHJIPOB

HJAHEB B KkauectsoTo My Ha ynpapATen Ha ,,MEJIEKC“ QO] EHKMH?@PMWW
sa—iysicreerpano—mne 131268894, cre cenammme u 4IpeC Ha yNMparjieHHe / NOCTOSHeH anpec: rp.
Codnsa, paiion Maapocr, ks. Fopy6asne, ya. ,,Camokoseko moce” No 2 JI, Tuproeexu HEHTEp

»BORIa”, npencrasnssado or A-p Emun Haner n Besmzap JlparoeB, B KawecTBoTo HM HAa

1 2
YOpaBUTEJIH — 3a€AHO H HooOTHeAHO , %%MM‘,HWWW

YBAJKAEMM JAMU U T OCIIOTA,

IlpencraBam Bu namerto TEXHMYCCKO NPEIUIOKCHHE 33 H3MbIHEHHe Ha obmecTBeHa
IlopbHka ¢ npeamer ,.Jloctaska Ha nexapcraeHn HpOAyKTH 32 Hyxute Ha CEATIO EAJT”.
MscTo Ha wusmBTHeHWe Ha loprHKara: crpanata Ha CBAJIO EAJ, rp. Codmus, yiI.
»IImoBamBCKO moste” Ne 6 , bonAngHa anTexa;
\

Ilpuemam cpoxsT Ha BalMHOCTTa HA Hamara opepra ga Geae 180 /cTo m ocemMaece
KATCHNApHY THH (Ha#-Manxo 180 nawm), canrtano ot KpaiiHHs CPOK 33 NIoJaBaHe Ha odepry.
l'apanTHpam, de cMe B chcTosHEE 1A W3NBIHIM KaqeCTBCHO H B IIOCOYEHHS HO-TOPE CPOK
HOpBIKaTa B IBIHO ChOTBETCTBHE C TOBA TEXHHYECKO NPEIOKEHHE,

Cren kato ce 3amosnax ¢ yeaopusTa Ha Branoxnartens 3a yaacrue B OTKPHTA [IPOLE/ YD
Bh3JIarane Ha obIeCTBCHATa IOPBUKa, SABABAM, Y€ NOCTABKHUTE LIIe H3BBPIIBAME [IPU ClenHR
VCIIOBUS;

L. Ilpemmaram nexapcrsenn HPOAYKTH ¢ [QOKa3aH NPOM3XOMA, MOAPOGHO OMHCAHH 3
Texnmveckara creundukanms, HCPasACIHa 4acT OT HACTOAIIOTO NPEMIONEHHUC 33 W3TbAHEHTE 4
Ha NOPBHKATa, ChOTBETCTBANIM Ha HOPMATHBHO YCTAHOBEHHTE H3HCKBAHMS. EN

2. lexnapupam, ue: A

- BCUYKM IPENTaraHd OT HAC JEKAPCTBEHH IPOZYKTH ca pa3spemieHu 3a ymorpeba n
OTIOBapAT Ha H3HUCKBaHWATA Ha 3JI[IXM u Hapen6ara 3a ycnosusra, IIpaBHIaTa U pena 3a
PEryHpaHe M perHCTPHpaHe Ha IeHHTe Ha JICKapCTBEHUTEC MNPOAYKTH M JeHCTBalHte
MEXIYHApOIHH CTAaHIAPTH, KATO CC 3aIbIIKaBaMe pH BB3Iarane Ha obuiecTReHaTa MOPHYKa HV\

o

HPpH HIBBPINBAHE Ha JIOCTABKH Aa IPeacTaBaMe BCHYIKH HOPMaTHBHO YCTaHoBeEHH JAOKYMCHTH, i \,

1
Mocousa ce 3akOHHUAT NpeacTaBuTen Ha YYaCTHMKa.

? Nonvasa ce camo B cay4aii, ye odeprara ce NojaBa oT NBbAHOMOLLHUK, KaTo ce nocousa gata # per.Ne Ha

HOTapUaNHO 3aBEPEHOTO NBAHOMOLHG U ce npynara NbAHOMOWHOTO cboBpasHo YKasaHMATa 33 NOALETE RS

odepTara.
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- odepupanuTe OT HAaC LEHH 33 JICKApCTBEHHTE HPOLYKTH OT HO3HIua No 2, ca BKJIKOYEHH B
Io3uTHBHYA JeKapCTBEH CIMCHK M HE HA/IBHIIABAT peepenTHHTE CTOMHOCTH 32 OMAKOBKA ©
Bmowen JUIC, mocoucHu B JIO3MTHRHHA JeKapcTREH CHHCHK (IIOMBIBA CE KOTATo e
IPHAIOKAMO);

- o(epHpaHKTE OT HAC IEHH 3a JICKAPCTBEHHTE IPOLYKTH OT MOIMITHS No 2, ca BKIIIOYEHH B
IlozuTuBnma nexaperBeH cnuchK, Ilpunoxenne 2 U He HaJBHNIABAT pedepeHTHATE CTORHOCTH
3a orakoBka ¢ kmoueH JJIC, mocosenu B ITo3UTHBHEA NEKapCTBEH CHMCBK, Hpunoxenue 2,
KaKTo H HC HajppmasaT JorosopeEHTe ¢ H3OK nenw, chrmacHo cohriuacho peficTamoto
3AKOHOIATCIICTBO, 32 ONpPENENSHE HAa OCHOBHHA NAakeT 3IPaBHH [ICHHOCTH TrapaHTHpam OT
61o/vxera Ha H30K (axo HMa J0roBopenu Takusa) - (MOMBIBA Ce KOTATO ¢ HIPHIIOKAMO),

- [IpH NpOMAHA HA CTOHHOCTTa 10 Wwi.50 or Hapentara 3a perymupaue u perucTpHpane Ha
HCHUTC Ha JICKAPCTBENMTE HPOINYKTH, YCHOBHATA, HPABHIATA H KPUTEPHHTE 33 BKIIOYBAHE,
NPOMEHH H/HiIA H3KIFOUBAHE HA JIEKAPCTBEHH IIPOXYKTH 0T Ilo3HTHBHHA NeKapCTBEH CIIHUCHK H
YCIOBUATA H pena 3a pabora va KoMucusta no neun u peuMOypcerpane (pedepeHTHATa HieHa),
KaKTO ¥ Ha JloroBopupanata TakaBa oT H30K, B ciaywail we chbmara crame no-Hucka oT
Aorosopenara, ,,CBAJl mo Omnxomorus™ EAJ[ GesycloBHo wie HH 3amiama JIEKapCTBEHHUTE
HPOAYKTH Ha NO-HUCKaTa HEHA, OT JaraTa Ha BAW3AHE B CAJIA HAa KOHKPETHOTO PELIeHHe, KAKTO M
3a HAJIHYHH JIOCTaBKHU KbM Ta3H JaTa;

- TIpH OJOKHpAaHe M M3TENNIAHC Ha HMapTHOM 0T JEKAPCTBEHH OPOAYKTH [0 CHJIAaTa Ha
Hapenbara 3a ycnosusra ¥ pena 3a GlokupaHe d H3TerTsaHe Ha NEKapcTBa OT MPOH3BOIUTEIH,
CK1a/10BE 3a THPrOBHA Ha CAPO C ACKApCTBa, allTeKH, APOTEPHH H JI€UeGHH 3aBENEHUS, CHIUTE e
BL3CTaHOBABAT B bomumyunata antexka Ha CBAJIO EAJ], KaTo KOAHYECTBO W cneruduKanus, za
Hallla CMEeTKa, '

- HpelVIaraHuTe OT HAC NPOAYKTH ca BKIIOYEHH B ITOBHTHBHHS NEKapcTBeH CHHCBK,
aKTyaneH KbM JlaTata Ha MOJaBaHe Ha odepraTa (KOTATO € MPHIIOKHMO);

- BCHYIKH Npe/Iaraii OT Hac CTOKH le 6B1aT JOCTABSIHH B ONAKOBKA, KOATO ¢ Heroxabena,
Pa3KbCaHa, 3allallaHa WM ¢ BCAKAKBH NPYrd BHAEMH 0ej1e3H, KOMTO He TO3ROJIABAT Pa3unTaHe
Ha JaHHUTE H HUHGOPMAIMATA BBPXY ChimmTe. ONAKOBKATA HA JOCTABTHHUS JIeKapCTBEH MPOAYKT
(UBpBUYHA W/HIH BYOPHYHA) ¥ CAMHUTE M3/CIHs HIe OTroBapAT HA M3MCKBAHWATA HA 3aKOHA 3a
JICKAPCTBCHHTE NMPOAYKTH B XyMaHHaTa McaunuHa H Ha Hapenba Ne 38 3a msncKBaHMSTA KLM
HAHHHTE BBPXY ONAKOBKHTE M B THCTOBKHMTC HA JIGKAPCTBEHUTE POAYKTH;

- B CIIyua#l, Ye MpEICTABIABAHUAT OT MEH YYacCTHHK, ObIe W30paH 32 H3NBINMTEN HA
oblecTBeHaTa NMOPhYKA, e OBLUAT OCHIYPEHH HeOBXOMMMHTC KONMYECTBA M HAIHYHOCTH OT
MCAMKaMEHTH, 32 H3BbPIIBAHC HA JIOCTABKHUTE 32 LEIAs NEPHOJ Ha IOTOBOPE, TOYHO H B CPOK;

- B ciydad, We NPEACTABIAABAHMS OT MEH YYACTHHK Obae u3bpam 3a H3ITBIIHUTEN, Le
H3IYbJIHABAME 3a1b/DKCHHATA CH 1IPe3 LENHs JOTOBOPEH CPOK.

CpOK”bT Ha roNHOCT Ha JCKApPCTBEHUTC NPOAYKTH KBbM JIATHTE HA RCAKA €/[Ha JOCTABKA 111 (~

OBIe HE TO-MaTBK OT 65 % /IecTaeceT U IeT mponeHTa/.
Ilpremam fa H3BELPUIBAM JOCTABKATE HA JOTOBOPEHH CTOKH B CpOK 1o 24 /mBamecer m
YeTHpH/ Yaca, a IpH CIEMIHOCT 10 2 /ABa/ 9aca oT nosiy4aBaHe Ha MHCMEHA 3aiBKa OT CTPaHa Ha

L3JIOXKHUTEA.

Ilpremam niamaneTo fa ¢¢ H3BHPINBA C IUIATEKHO HapexAane 1Mo GaHKOBATA HH CMeTKa B
0anka: BHII Tlapu6éa C.A. - kuon Co¢pun; BIC: BNPABGSX; IBAN:
BG25BNPA94401020015410, 8 cpox - 60 AHH, CIIC[ U3BBPINCHA JOCTABKa, H3/a/ieHa dakTypa 1
ABYCTPaHHO HOMIHCAH IPHEMO-TIPEIaBATEIeH IPOTOKOI 33 BCAKA €A JIOCTARKA.

Ilpennaram cnepmure  npedepennmu  /HaTypanme  pabatd, TBPTOBCKH  OTCTBIIKH,
CIIOHCOPCTBA M APYTH /KOTATO € NPHIOKAMO/ - BCHYKM OTCTBHIKH H PAGATH €2 BITIOUeHH B

NpeAIoKeHHTE KPAHHT Hen.
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Ipagoxennd KbM TeXHHYECKOTO NpeLI0KeHHE:

1. Tabnuua 3a TexHudecko choTBeTcTBHE (OOpazen Ne 2) ma XaprueH HOcHTel M Ha
enextponen Hocuren - CD.

2. 3aBepeHO OT yMacTHHKA KOIHE OT JIOKYMEHT, U3JaJIcH OT NPOU3BOAHTEN HIIH IIPHTEXKATEN
Ha paspemenue 3a ynorpebda unu ot opunuanes qucTpaOyTOp, JOKa3Ball IPaBOTO MY Ja
JMOCTABA JIEKAPCTBEHHS NPOZYKT - OTOPH3ALHSA, HOTOBOP 32 JUCTPHOYLHA WM ApYr
MOAXOJUIL JOKYMEHT. B cilyual, ye OIMCAHUSAT JOKYMEHT € H3/IaJieH OT JIHIIE, Pa3JIHYHO
OT DPOM3BOAMTEIS/RPUTEKATEN HAa paspellliTeNHOTO 3a YHOTpeba, yUaCTHHKBT ClleABa
Jia TI0COYH IIpaBHATA Bph3Ka (j1a IpeAcTaBH JJOKYMEHT) MEKAY H3laTeNns Ha JOKYMEHTa H
TPOU3BOMMUTENA /TIpDUTEXATENA Ha PaspelmuTeNHOTO 3a yuorpeba Ha ChOTBETHHA
MTPOIYKT;

3. 3aBepeHO OT yJacTHHKa KOIIe HA BaMHIHO paspellieHHe 3a ymorpeda Ha JEKapcTBEHHS
[IpOAYKT B CTpaHaTa, H3aaneHo no peaa va 3JIITXM wim no pepa Ha Pernament /EQ/ Ne
726/2004r. B ciayuail, We nexapcTBEHHS MOpORYKT C€ HaMHpa B Mpolleaypa 3a
TIOTHOBSBAHE Ha pa3pellleHBeTo 3a ynoTpeda MM ue pazpelleHrero 3a ynoTpeba u3rHya
npe3 2016 r., ydacTHUKBT JeKiapHpa B CLOTBETCTBHE ¢ W53, an.6 ot 3JIIXM, ue
KOTHYECTBATa OT JIeKaPCTBEHUS NPOAYKT ¢a HaJIHYHH.

4, Jlexnapan#s OT HMETO Ha yYacTHHMKA 3a OCHTypsSBaHE Ha HEoOXOIUMHTE KOJIMYECTBA

JIeKapCTBCH IIPOAYKT — CB060I[CH TEKCT;,

5. Jlexmapaifus 3a CBIJIACHE C KJIAY3MTE Ha IPUJIOKEHHs IIPOEKT Ha 1oroBop {obpasen Ne 6);
6. Jlexnapanus 3a cpoka Ha BATHIOHOCT Ha odeprarta {obpazer; Ne 7);
7. B cnydaif, ue ocdepraTta ce NOAMHCBA OT JMIE, pa3NH4YHO OT YYACTHHKA HIIM HETOB

3aKOHCH NpeACTABHTEN, KBM HEA CC HpHJIara HOTAPHAIIHO 3aBEPEHO IIBIHOMOIMHO —

OpHIHHAT HIH HOTapHAJHO 33BEPEHO KOIIHE.
8. Jexmapanms mo 9. 102, an. 1 m an. 2 or 3011, ako e npunoxumo (Odpaserr Ne 12) —He e

NPHIIOKHMO.

Hata: 04.10.2016 1 HME U @AMWIINSA: a-p EMUJI JAHE

TTonmn uc’:

Pazacuenue 3a nonvisare na Obpazey Ne 1:

[, Texnuueckomo npednoxcenue — Obpazey Ne I, e nepasdeina wacm om othepmama H{
VUAcmHUKA U ce npesCcmasa 8 3aneHamanama HenpospayHa ONAK0eKd,

2. Ofpazey Ne 1 ce nodnucea om 30KOHHUA NPEOCWMAGUMEN HA YHACMHUKA UAU HAONED

VHBAHOMOWEHRO TUYe,
3. Axo ynacmuuxem e obedunenue, Obpasey Ne 1 ce npedcmaes om umemo na obedunenueno
VUACMHUE U ce NOONUCEA OM NAPMHLOPA, KOUMO Npedcmasaiea obedunenuemo 3a yeaume
Ha obujecmeeHama NOPLYKA Wi HAONEHCHO YNAHOMOWeEHO Juye;
4. [oxymenmum 3a ymeaHoMOwjasare e Hepazoeana yacm om TexHuveckomo npeoroHCeHUe,

ce npedCmass 8 OPUZUHAA UAY HOMAPUARHO 3a6ePeHo KOnue.

&*f\

3 oKYMEHTBT Ce NOANMCEA OT 3AKOHHNA NPeACTABUTEN Ha YHACTHUKA, MK OT HAANENHO YTbAHOMOLY
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Hepuamuno nosTaps H ce

Obpazey Ne 2.

TABTHI[A 34 TEXHHYECKO CBOT. BETCTBHE

OCTaBKH HA JEKAPCTBEHH IPOAVKTH 32 Hy:kxare Ha CHAJIO EAJI” no 31 000coGeny NO3HIMK

KonuuecTBo Ha Mpegnaraua TLproBeko HauMeHoBaHKe Npouzsogurens
Ne gm“ﬁwﬂom_ﬂﬂﬂxo Nexapcreena aKTMBHOTO Npornoano abpuuna ekl
- topma eKapcTBReHO KOIMKYecTBO 40 onakoBka
HanmeHoBaHmne /INN/ BoRecTRo
I IMECITIN, Powder for Actavis Group
solution for infusion, 500 PTC ehf,,
mg/ 500 mg - 20 ml, mg, Ucnanus
Pack: 1
powder for solution 500 mg/500
2 | Imipenem / Cilastatin for infusion mg - 20 mi mg 100 chn.

HOITHC:

Hara: 04,10.2016 rom.

Vime u damumist: -p Evun Haues
HexEOCT: ynipapuTen
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Obpazey Nel.
TEXHHYECKO [1PEJITOKEHUE

A0

»CBAJIO” EAZl

VI ,,JJUJIOBAUBCKO ITQJIE” Ne 6
I'P. CODUA

TEXHUYECKO NNPEJUTOXKEHUE \
3A U3IThJIHEHUE HA ITOPHUYKATA

Haunmenopanne na HopsYKarta: ,, HBDHHH‘IHO HOBTADANIN ¢¢_ MOCTABKH HA

JIEKADCTBeHH NpOAVKTH 3a ny:xanre Ha CBAJIO EAJ” no 31 oGocobenn 1103 HLHIT

Buiaoxuten: CBAJIO EAJ]

Hactogamoro TexHHYecko npeanoxKenue € nojanaeHo ot a-p EMHJI AJTEKCAH/IPOB
HAAHEB B kauectBoTo My Ha ympasuten Ha ,,MEJAEKC* OO/, EHMK/Byaerar/EFH Haenrnguratms
sa—fyseRecTpaiite—tne 131268894, cne cenanuuie u anpec Ha ympaiieHue / MOCTOAHEH azpec: rp.
Codusn, paiion Maaaocr, k. Iopy6asine, yn. ,Camokosexo moce” Ne 2 JI, TLproBekH WeHTHp
»bouna”, npeacrasnspano ot a-p Emun [anes nm Besmsap JHparoeB, B KauecTBOTO HM Ha

! 2
YUPABHTE/TH — 32€/IHO W NI00TAETHO , 4Pe3-FEHHOMOMIHI — ¢ FPHIONCHO-HEHHOMOHHe—

YBAJKAEMH JAMH 1 TOCIIOJIA,

Ipepcrapam Bu mammero TeXHHYECKO MNpejIOKeHHE 3a H3NMbIHEHHE HA OOIIECTBEHA
NOpBYKa C peaMeT ,,JlocTaBka Ha nekapcTBEHH NPOAYKTH 3a Bykaute Ha CBAJIO EAT”.

Msicro Ha u3NBIHEHWe Ha mophukaTta: crpagata Ha CBAJIO EAJ, rp. Codwus, yx.

w2 1noBaueecko none”™ Ne 6 , BonHuYHa anTeka;
[IpHeMam CpOKBT Ha BANHIHOCTTA Ha HamaTa odepra na Obiae 180 /ero m ocemaecer/
KJIeHapHA JHH (Hait-manko 180 muu), cuuTano o1 KpaltHUs CPOK 3a OJABaHE Ha oepTH.
I'aparTipaM, 9e cMe B ChCTOSIHE /14 M3IBIHHM Ka9CCTBEHO M B OCOYEHHS IO-rope CPOK
IOPBYKATa B BJIHO CHOTBETCTBHE € TOBA TEXHUYECKO NPEANOKEHHE.

Crest kaTo ce 3aM03Hax ¢ YCIOBHATA Ha BB3noXuTeAs 32 y4actue B OTKPHTA IPOLEypa 3a
BB3JIAraHe Ha OOLIeCTREHATA IOPHYKA, 3adBABAM, Y€ TOCTABKHTE IIE H3BBPHIBAME IPH CIIELHHTE
YCIIOBHS:

1. IlpeanaraM neKkapcTBeHH NPOYKTH € [OKa3aH IPOU3IXOM, TMOAPOOHO OMHCAHH B
Texumnyeckara cneunuKaus, HepasjenHa JacT 0T HaCTOAMOTO MPEIIOKCHHE 33 H3TBIHEHHE
Ha IOPBYKATa, ChOTBETCTBAIIN Ha HOPMATHBHO YCTAHOBCHUTE HIUCKBAHH. ~

2. Nexnapupam, ge: '

- BCHYKH NpeJIaran OT Hac JIeKAPCTBCHH NPOAYKTH Ca pa3spellieHd 3a YIOoTpe
orropapar Ha u3nckpanusTa Ha 3JIIIXM w Hapenbara 3a ycnoBusita, mpaBmiata H péj
PeryiupaHe M pPErHCTPHpaHe HA IEHUTE HAa JEKApCTBEHHTE LPOJAYKTH M JelcTea
MEXIYHAPOAHH CTaHAPTH, KaTo c€ 3afb/bKaBaMe NpPH Bb3Jarane Ha olulecTBEHATa IIOPHYKA H R \
IpH M3BBPHIBAHE Ha JOCTABKHM /la IIPEACTABAME BCHYKH HOPMATHBHO YCTAHOBEHH HOKYMEHTH;

: -
MocoyBa ce 3aKOHHMAT NPeaCcTaBUTeN Ha YYacTHUKA.

2 -
Nonbnasa ce camo e cayvaid, ue odepraTa ce NOAABa OT MLAHOMOLYHMK, KAaTO Ce NOCOYBa Aata M per.Ne Ha

HOTApMaNHGo 3aBEPEHOTO NBAHOMOLLHO M Ce NpuAnara MbAHCMOLIHOTO C‘bOGpHBHD YKa3zaHwWATa 33 NOATOTOBKS

odepTara.
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- oepHpaHuTe OT HAC [CHY 3a JIEKApCTBEHUTE NPOAYKTH OT I03HLES Ne 4, ca BKIFOYCHH B
I103UTHBHAS JIEKapCTBECH CITHCHK M HE HAABHINABAT ped)epPCHTHHTE CTOMHOCTH 33 OMAKOBKA C
BkmoweH JUJIC, mocouenn B Tlo3HTHBHMS NeKapcTBeH CHMCHK (IONBIBA ce KOTATO e
IIPHIIOKHMO);

- o(hepHUPAHATE OT HAC 1IEHH 32 JIEKAPCTBEHUTE HPOAYKTH OT Mo3HIMsa Ne 4, ca BKITIOUEeHH B
Hosurusnus nexapctsen cnuchk, Ipumoxenne 2 0 He Hagsumapar pedepeHTHATe cTONHOCTH
3a onaxoBka ¢ Bkmoyen JJIC, nocoyenu B [To3HTHBHHA eKkapcTBeH COMCHK, [Ipunoskenue 2,
KAKTO H He Hagpminarar gorosopenute ¢ H3O0K menw, chbrioacHo ChITIACHO HelcTBalnoTo
3AKOHOZATENICTBO, 3d ONMpE/IC/MHC HA OCHOBHHA NaKeT 3[PaBHH [CHHOCTH rapalTHpaH OT
61o)pketa Ha H30K (ako nMa T0roBopesy Takupa) - (TOIbJIBA CE KOTATO e HPUIOKHAMO);

- IPH NIPOMAHA Ha cToiHOCTTa o 4i.50 oT Hapenbara 3a perymmpane u perucTpupane Ha
[CHUTE HA JIEKAPCTBCHUTE NPOLYKTH, YCIOBUATA, IpaBHJIATA H KDPHTEPHHTE 33 BIIIOUYBAHE,
TPOMEHH HM/HJIH H3KIIOYBAHE Ha JIEKAPCTBEHH NPOAYKTH OT [T03MTHBHHSA JIeKapCTIBeH CIMCHK H
yclIoBuATa B pena 3a pabora va Komucuara no nenn n peumGypenpane (pedepenTnaTa uesa),
Kakro ¥ Ha norosopupanatra TakaBa oT H3OK, B cnyuail ue cpmarta craHe mo-HHCKa oOT
norosopenara, ,,CbAJI nmo Onxonorua™ EAJ] Ge3ycnmoBHO Ime HM 3anmama JIeKapCcTBEHHTE
NPO/JYKTH HA [0-HACKATA 1IeHa, OT [aTaTa Ha BJIM3aHE B CHJIA Ha KOHKPETHOTO pEHICHHE, KAKTO H
3a HAIMYHH JOCTABKH KBbM Ta3M JaTa;

- OpH GNOKHpAaHC W M3TErAHE HA NIAPTHAM OT JNEKAPCTBEHH IPOJYKTH IO CHIATA Ha
Hapen6ara sa ycnoBusiTa 1 peja 3a GIOKHpaHe W H3TETTIAHE HA JEKAPCTBA OT NPOX3BOANTEIH,
CKIIaZOBC 32 ThPrOBMA HA €APO C JICKAPCTBA, AIITEKH, IPOTCPHH 1 JIeUeOHH 3aBeICHHS, CHILUTE Ce
BB3CTaHoByBAT B bonHndHara anreka Ha CBAJIO EAJL, xato komuyecTso u crenudukanys, 3a
HaIlla CMETKa;

- TpeutaraiMTe OT HAC NPOAYKTH Ca BKmOYeHH B ITO3MTUBHHA NekapcTBeH CIIHCEHK,
aKTyaleH KbM JlaTaTa Ha IoJaBane Ha oepTaTa (KOraTo € MpHIIKUMO);

- BCHYKH NIPEIUIaTaly OT HAC CTOKH IHE OB/IaT IOCTABAHH B ONAKOBKA, KOATO € HemoxabeHa,
pa3sKeCaHa, 3auallaHa WIH C BCAKAKBH APYTH BHIMMH O€/Ie3H, KOUTO He HO3BOJSBAT pasduTaHe
Ha JaHHUTE H HHGOpMANKATa BBPXY chimHTe. OIaKOBKATA Ha /IOCTABSAHKS JIEKapCTBEH TIPOAYKT
(IbpBHYHA W/MNH BTOPUYHA) H CAMMTE H3ACITHS 1¢ OTTOBAPAT HA M3WCKBAHMATA HA 3aKOHA 3a
JCKapCTBEHUTE NPONYKTH B XymaHHaTa MeAulnHa ¥ Ha HapenGa Ne 38 3a uzuckBammsaTa KpM
AAHHHTE BEPXY OTIAKOBKHTE H B JINCTOBKHTE Ha €KAPCTBEHHTE NPONYKTH;

- B Cllyyali, 4e IPEACTABIABAHMAT OT MEH YYacTHHK, Obje M36paH 3a W3MBIHHICH Ha
obuiecTBeHaTa NOPBUKA, M OBIAT OCHTYPEHH HEOOXONMMHTE KONHYECTBA M HATHIHOCTH OT
MEIHKaMCHTH, 32 M3BLPIIBAHE HA NOCTABKHTE 38 LEIHA NEPHOS Ha JIOTOBOPA, TOYHO H B CPOK;

- B CNydalf, 4e NpeNCTaBIfBaHusl OT MEH YYACTHHK ObJe u30paH 3a W3IBIHATEN, e

H3NBJIHABAME 3a0BJIKEHUATA CH IIPC3 LEeIHA AOT'OBOPEH CPOK.

CpOK'BT Ha TOMHOCT Ha JICKAPCTBCHUTE IPOAYKTH KbM JATHTC HA BCAKA €aia JoCTaBKa e

Oble He Mo-MaTBK OT 65 % /LIecTaeceT | IeT NpOeHTa/.
IIpuemam fa M3BBPIIBAM JOCTaBKHUTC HA JIOTOBOPEHH CTOKH B Cpok ;¢ 24 /mBaneceT u
YeTHPH/ Yaca, & IpH CIEIHOCT A0 2 /ABa/ 9aca oT MONyYaBaHe HA MHCMEHA 3a5BKA OT CTpaHa Ha

BB3JIOXKHTCIIA.

lIpremaM ruramaHeTo Aa ce H3BHPINBA C IUIATCKHO HapexkIaHe N0 GAHKOBATA HE CMETKA B
6agka: BHII Ilapu6a C.A. - xaon Codus; BIC: BNPABGSX; IBAN:
BG25BNPA94401020015410, B cpok - 60 aum, ced u3BBpIICHA 10CTABKA, H3AAKEHA dakTypa u
ABYCTpaHHO MOJAIKCAH MPHEMO-TIpeaBateNleH IIPOTOKOT 3a BCAKA €/{HA JOCTARKA.

T Ilpeqiaram  cnepuuTe  mpedepcHnuu  /Harypansu  pabari, TBPTOBCKH  OTCTHIIKH,

CIIOHCOPCTBA M APYTH /KOIaTo € IPHIOKHMO/ - BCHYKH OTCTBHIKH H PafaTh ca BKIIOYEHH B
MPENIOKCHHTE KPaiiHA IeHH.
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1. Tabnuua 3a TCXHHYIECKO CBOTBETCTBHC (O6pazeny Ne 2) Ha XapTHEH HOCHTEI H Ha
enexTporen Hocuren - CD.

2. 3aBepeHO OT Y4ACTHHKA KOMHE OT JOKYMEHT, H3AaICH OT IPOH3BOHUTE] HIIM IPUTEKATE]
Ha paspenicHUe 3a ynorpe6a WM OT OQUIHATEH mucTpHEOYTOP, AOKa3Ball MPAaBoTo MYy Jd
0CTaBsi NEXapCTBEHHA MPOAYKT - oTOpH3als, JOrOBOp 3a ECTpUOYLHMA WM ApYT
[1OJIXOSU] JOKYMeHT. B cryuai, e OTHCAHIAT JOKYMEHT & H3/IalleH OT JIHLE, PasiHiHO
OT NPOU3BOAMTEII/TIPHTCKATCIT Ha PA3PENIHTEHOTO 38 yrorpe6a, Y4aCTHHKET CICaBa
fia TOCOUM IPaBHAaTa BPh3Ka (ma mpescTaRH JOKYMEHT) MeXIly H3/1aTeNs Ha JIOKyMCHTd 5
JIpOM3BOANTEN /IpHTEKATENA Ha pa3pelIuTENHOTO 32 ynotpeba Ha CHOTBECTHUA
IIPOJIYKT;

3. 3asepeHO OT YYaCTHHKA KOMHE Ha BAHIHO paspenicHue 3a ynorpefa Ha JIEKApCTBEHHA
IPOAYKT B CTpaHara, M3afieHo o peia ga 3JIIIXM ik 1o pena Ha Pernament /EQ/ Ne
726/2004r. B ciyuaii, ue nekapCTBEHUS TPOAYKL ce HaMppa B IIpomeaypa 3a
NONHOBSBAHE Ha Pa3peIicHHETO 34 ymoTpeba MM 4 PaspeIlCHHETO 33 yrotpeda H3TH4a
mpes 2016 r., yJacTHHKBT ACKIApHpa B cHLOTBETCTBHE ¢ W53, alb OT 3JITXM, ye
KOIMUECTRATA OT NIEKapCTBEHHS MPOYKT & HAIKHH.

4. Jlexnapaums OT HMETO Ba y4aCTHHKA 33 OCUIypsiBaHe Ha HEoOXOIMMMTE KOJHHECCTRA
JIeKapcTREH IPOAYKT — cBOOOJIEH TEKCT;

5. Jexapanys 32 CBIIIACHE C KJIay3dTe Ha NPHIOKEHHS IPOCKT Ha norosop (obpaszent Ne 6);

6. Jlexnapaips 3a CpoKa Ha BaNiIHOCT Ha opeprata (obpaselr Ne s

7. B cuyuait, 9e odeprara ce noanucsa OT JMIE, PayIHYHO OT Y4acTHMKA HIIM HETOB
saKoHEH Mpe/CTABATEN, KbM HEH Ce Iipuiara HOTAPHAJHO 3aBEPCHO MBIHOMOIIHO —
OpHrHHAN KM HOTAPHAIHO 3aBCPCHO KOIME. — He € NPHI0KUMO.

8. Jexnapanus 0 1. 102, a1. 1 1 an. 2 o1 3011, aKO € TIPHJIOKIMO (Obpazeu Ne 12) —ne e
APHI0KUMO.

Jlata: 04.10.2016 1. UME U ®AMUIKA: n-p EMHII JAHEB

TMoanuc’:

PazsacHenue 3a RORbAGAHE HA Obpazey M 1: K

], Texnuueckomo NpeoRoNCeHUue — Obpazey Ne 1, e HepazOenna Hacm om othepmat
yyacmuuKka u ce npedcmass 6 sanevamanama Henpo3payHa ONAKosKa,

2. QObpasey Ne I ce nodntced Om 3aKOHHUS NPEOCTNABUMEN HA YHACTHUKA UAY HAONEIICTION
YHLAHOMOUEHO TUYE;

3. Axo ywacmnuxvm e obedunenue, O6paszey Ne 1 ce npedcmags om uMemo Ha 0OeOUHEHUETO
yuacmHuk 4 ce ROONUcea om napmHLOpa, KOUmo npedcmasiaga obedunenuemo 3a enume
na objecmeenama nOPLHUKA UlU HAOAENHCHO YILIHOMOWEHO JUYe;

4. Jlokymenmom 3a ynbAHOMOWABAHE € Hepazoerna 4acm om Texnuueckomo Npeoroeerie u

ce npe@cmaeﬂ 8 OpUUHAL Wik HOMApUIHo 306epeHo KORUeE.

H[!HJ’!O?KEHHH KLM TEXHIYCCKOTO nneg.ﬂomeﬂne:

Y

? JoKymeHTbT Ce nognucea ot JAKOHHMWA NpeAcTaBrUTER Ha Yy4aCTHWKa, MK OT HAANEHKHO yNBAHOMO
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Obpazey Ao 2,
TABTHIIA 34 TEXHH YECKO CbOTBETCTBHE
ure Ha CBAJIO EAT” no 31 06ocobenn nozunmu

Hepuanuno nosraps H ce

Mpeanarana TLproscko Haumen H MNpouseogutens

Ne Emwﬁwﬂwhhﬂ.zo Rexapcreena :o%:ﬂﬂﬂﬂwﬂﬂxm Mpornozuo m”m_mhhhmm proses enosatne :u.‘__u«m!mqmﬂ Ha PY

HanMeHoBaHue /INN/ thopma :M_M_w MMWMMO konutectso Ao
120101 | Hronileucem, Capsule, hard, Yaitkadapma
100, mg, Pack: 120 Bucoxokayecrre

HHTE JIeKapcTBa

AJl, Berrapus
4 | Imatinib film-coated tablets 100 mg mg 16080 18, |

NOAINAC:

Hara: 04.10.2016 Tom,.

Wme u panvrnmus: n-p Emmn Nanep
Hmsxmoct: ynpasuren
Hanvenopanue ga ydactHuka: , MEJEKC* QO
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Odpazey Ml.
TEXHHYECKO HPEJVIOKEHHE

J0
»CBAJIO” EAJT
VI ,JINIOBANUBCKO NOJIE” N 6

I'p. COons

TEXHUYECKO IPELJIOKEHUE
3A M3TBJIHEHUE HA ITIOPBYKATA

Haumenopanue mna noprakara: ,,_ Ilepwiuuno  poprapamu ce OCTABKH Ha
JEKADCTBEHH MPOAVKTH 33 H ure Ha CBAJIO EAT” no 31 060cobeHn  mozumH

Brinoxuren: CEAJIO EAJL

Hactosmoro texnpuecko IPSUIOKECHAE € NOHANeHO OT a-p EMIJI AJEKCAHAPORB
JAHEB s kauecteoto My Ha ynpasnren Ha ,MEJEKC* OO/, EHK#BWHB#ET—IH&(@H%W
st-uyscieetpantio—nte 131268894, cinc Cenalmilie M afpec Ha ynparjeHHe / NOCTOSHEH aapec: .
Codusn, paiion Maanocr, xB. Topy6nune, ya. ,CamokoBeko moce” Ne 2 JI, Teproeckn uentnp

-p Emua damer u Beansap [paroeB, B xkauecrsoro HM Ha

shomna”, NPEACTABAABAHO OT 7
YNpaBHTENH — 3aeNHO H noome.rmol, %ﬁmﬂmjﬂpmmmmz
YBAXKAEMHA JAMUAUT OCHOI[A,

Ilpencrapsiv Bu mamero Texmmwecko NpEANOKCHHE 3a M3NLIHEHHE Ha OOINECTBEHA
HOpLHKa ¢ npeamerT ,,JlocTaBka Ha AekapcTBeHH NpoAyKTH 3a Hyxnute Ha CBAJIO EA/L”.

Msacro Ha u3NLiHenwe Ha nopbukaTa: crpagata Ha CBAJIO EAJ, rp. Codwmsi, yn.
I InoBauBCKO MONE” No 6 » Bonanyna anreka;

Ipuemam cpoxsT Ha BammmmocTTa Ha Hamata oepta ga 6nge 180 /eto n ocemaecer/
Kadeyaapun nuu (Hadi-mManxo 180 mu), cunrano ot KpalHHs#A CPOK 3a oJaBaHe Ha odepTy.

l"apanTrpam, we cme B cheTosrMe Ta H3TLIHIM Ka9ECTBEHO H B ITOCOYEHHA 1O-TOPE CPOK
HIOphIKata B IIBJHO CHOTBETCTBHE ¢ TOB2 TEXHHYECKO HPEANOKEHHE,

Cnen xaro ce 3ano3max ¢ ycosusiTa Ha Boanoxnrens 3a yqactue B OTKpHTA HPOLeAypa 3a
Bb3JIarane Ha o0IIecTBEHATa TOPBUKa, 3aABABAM, Y€ NOCTABKHTE LI HIBBPIUBAME IIPH CJie
YCIOBHA: \\-..,A\
1. Tipemnaram nexapcrsenu TPOAYKTH C JOKa3aH NpPOM3XOA, MOAPoGHO ONHCAHH "B~
Texunueckara cremmuduxanus, HEpa3/ielHa 4acT OT HACTOALLOTO NPEUIOKEHHE 32 H3ITbIHEHHE
Ha HOpRUKATa, CBOTBETCTBALUHM HA HOPMATHBHO YCTAHOBCHHTE H3HCKBAHHI.

2. Hexiapupam, ge:

- BCHHYKH TpEeJJIaTAHH OT HAC JIEKAPCTBEHH IPONYKTH ca paspelieHH 3a ynoTpeGa u
OTroBapsT Ha HM3UCKBaHHsATa Ha 3IJITTXM u Hapen6ara 3a ycnopmara, IIpaBUNIATa H pefa za
PErYIUPAHE M PCTHCTPUPAHE HA LEHHTe Ha JCKAPCTBEHATE MPOAYKTH M JeiicTBaIiuTe @Q
MEXAYHAPOIHH CTAHIAPTH, KATO C& 3aLIKARAME TIpH BB3JIaTaHe Ha 0ONIeCTBEHATA IIOPhUKa 1
Hpy B3BEPUIBAHE HAa NOCTABKH A OPEACTABIME BCUUKH HOPMATHEHO YCTAHOBEHH JOKYMEHTH;

! Nocousa ce 3AKCHHUAT NPEACTABMTEN HA YYACTHUKAE.
? Nonbnea ce camo & cayyai, ve odeprara ce nogasa or MbAHOMOLYHWK, KaTo ce nocousa Aata u per.Ne Ha)

HOTapUaNHO 33BEPEHOTO MBAHOMOLWHO M Ce npMAara MbHOMOWHOTO Cbo6pasHO YkasaHuATa 3a noarprds
odeprara.
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- odepHpaHHTE OT HAC LIEHH 32 JIEKAPCTBEHUTE IPOAYKTH OT MOo3uIHd Ne 6, ca BKIIFOYEHH B
[To3nTHBHHA neKapcTBEH CIHCHK H HE HAABHINARAT pedpepeHTHHTE CTOHHOCTH 33 ONAKOBKA C
pmoveH JJIC, mocouerm B [lo3wWTHRHMA JEKapcTBEH CHHCHLK (MONBIBA CE€ KOrato e
MPHICKHMO);

- ohepHpaHHTE OT HAC LIEHH 32 JIEKAPCTBEHHTE MPOAYKTH OT MO3HIuA Ne 6, ca BKIOYEeHH B
[TosuTHBHUS NeKapcTBeH CIHCEHK, [Ipunoxenue 2 u He HaABHIIABaT pedepeHTHHTE CTOHHOCTH
3a omakoBka ¢ BkmodeH JJ[C, mocodenn B [lo3uTHBHHA JIEKapcTBEH CHUCHK, [punoxenue 2,
KaKT0 H He HagpumaBaT porosopeHHTe ¢ H3OK nenm, chrizacio ChImmacHo elCTBaIOTO
38KOHOJATEJICTBO, 33 OIpEAEIHE Ha OCHOBHMS HAKET 3ApaBHH HEHHOCTH rapaHTHpaH OT
dromxera Ha H30K (axo uMa JoroBOpeHH TakuBa) - (IIONLIBA CC KOTATO € IPHIIOKHMO);

- [IpH NIpoMsHa Ha cTolHocTTa o wi.50 ot Hapenbara 3a perynupase u perucTpupase Ha
[ICHUTE Ha JIEKADCTREHWTE ITPONYKTH, YCJIOBUATA, NpaBUNara M KPUTEpPHHTE 3a BKIIOUBAHE,
IIPOMEHH H/HIM H3KIOYBAHE HA ICKApCTBECHM IPOXYKTH OT IT03UTHMBHUS JIEKapCcTBEH CIHCHK H
YCJIOBHATA H pefa 3a pabora Ha KomucuaTa no 1eHH U peuMOypcupare (pedepenTHaTa IIEHA),
KaKTo M Ha jorosopupanara Takapa oT H3OK, B cnywail ye cbinara craHe IO-HHCKA OT
noropopeHara, ,,CBAJI nmo Ouxomorus™ EAJ[ OesycioBHO ¢ HM 3aIUlama JIeKapcTBCHHTE
IIPOAYKTH Ha Io-HHUCKaTa LEHa, OT JaTaTa Ha BIIM3aHe B CHIIA Ha KOHKPETHOTO pelIeHre, KaKTo H
33 HAJIMYHY TOCTABKH KBM Ta3W AaTa;

- npu OMoKHpaHe W H3TEINAHE Ha HapTHIH OT JEeKApCTBEHM HPOAYKTH IO CHjaTa Ha
Hapenbata 3a ycnoBusATa U pesaa 3a OIOKHpaHe H H3TCIJISHE Ha JIEKAPCTBA OT MPOH3BOIMTENIH,
CKJIA/IOBE 3a THPIOBHS HA €ApO C JEKapcTBa, allTeKH, APOTCPUH K JICdcOHH 3aBeieHs, CHIIHTE CE
Bh3CTaHOBsBAT B bonununara antexka Ha CBAJIO EAJ], xato KonuyecTBo W cnielimQHKaIms, 3a
Hallia CMETKA;

- IpeanaraHuTe OT Hac NPOOYKTH ca BKIIOYEHH B 1l03UTHBHHS JIeKapCTBEH CHHCHK,
aKTyajleH KbM JIaTaTa Ha nojaBane Ha odeprara (KOTaTo € IPHIOKHIMO);

- BCHYKH Opejaraiy 0T Hac CTOKH Hie OBJAT JOCTaBIHU B OIAKOBKA, KOATO € HenoxadeHa,
pa3KbcaHa, 3allanana MM ¢ BCAKaKBM JPYTH BUIHMH Oele3d, KOUTO HE HO3BONABAT PazyuTaHe
Ha JaHHMTE W HHpopMamuATa BepXy chmuTe. OnakoBkaTa Ha JOCTaBAHHA JIeKapCcTBeH HPOJIYKT
(IspBUYHA W/WIIM BTOPHYHA) H CaMMTE H3JENUs 1ie OTroBapAT HA M3UCKBAHHATA HA 3aKOHA 3a
JIEKAPCTBEHHUTE NPOAYKTH B XyMaHHara MeunuHa B Ha Hapenba Ne 38 3a m3uckBaHusATa KbM
JIJAHHHTE BBPXY ONAKOBKHUTE H B TUCTOBKHTE HA JEKapCTBCHHTE HPONYKTH;

- B Ccllydai, 4e IPeCTaBNABAHUAT OT MEH Y4acTHHK, ObJe m30paH 3a H3MLIBHTEN Ha
oflecTBeHaTa NOpbYKa, We ObJaT OCHI'YpPeHH HEeOOXOMHMHTE KOIHYECTBA H HAJIHYHOCTH OT
Me/IMKaMEHTH, 34 H3BBPIIBAHE HA JOCTABKHMTE 34 LU [IepHo ] Ha IOTOBOPA, TOYHO H B CPOK;

- B CIIy4aHd, Y€ NPeACTABIABAHMI OT MEH YYacTHHK ObJe m30paH 3a H3ITBIHUTEN, ILE
H3ITHJIHABAME 33/TbIDKEHHUSATA CH IIPe3 e JIOTOBOPEH CPOK.

CpOK'BT Ha roANOCT HA JICKAPCTBCHUTC IIPOAVKTH KBM JAaTHTEC HAa BCAKA €QHA AOCTaBKAa Lie

Ob1e He TO-MaTbK OT 65 % /lmecTaeceT W meT MPONCHTa/.
IMpuemam na H3BBLPIIBAM JIOCTaBKHTE HA JOTOBOPCHH CTOKH B CPOK /10 24 /nBaieceT u
UeTHpH/ Yaca, a4 OpH CIENIHOCT o 2 /ABa/ Yaca OT IoJyuaBaHEe HA MHCMEHA 3asBKa OT CTpaHa Ha

Bb3IOXKHTEIIA.

IpHeMaM NIaMaHETO Aa c€ U3BBPILBA C MIIATEXKHO HAPEKIAHe 10 GAHKOBATA HHM CMETKA B
danka: DBHIT ITapuba C.A. - xnon Codua; BIC: BNPABGSX; IBAN:
BG25BNPA94401020015410, B cpok - 60 mmwu, ciex H3BBPHIEHA TOCTaBKa, H3/iacHa GakTypa u
S ABYCTPaHHO MONKCAH IPHEMO-TIPENABATCIICH IPOTOKOI 3a BCAKA €IHA IOCTABKA.

O

[IpennaraM ciaenauTe mpedepeHIMH /HaTypanHu pabaTH, TBProOBCKH OTCTBIIKH,
CIIOHCOPCTBA M JIPYTH /KOTaTo € IPHIOKHMO/ - BCHYKH OTCTBHIKH H pabard ¢a BKIKYEHH B

APENIOKCHHTE KPANHHE ICHH.
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IPHI0KEHH KM TeXHHYTECKOTO NMpeIoKeHne:

. Tabnuna 3a Texmmdecko chOTBETCTBHE (O6pazen; Ne 2) na XapTHEH HOCHTEN H Ha
€IEeKTpOHEH HocuTten - CD.

2. 3aBepeHo OT y4acTHHKA KOITHE OT AOKYMEHT, H3NANEH OT HPOH3BOIHTEN HIH TIPUTEHKATET
Ha paspCLICHNE 3a yIOTpeda HIH 0T opHLHaIeH JUCTPUBYTOP, NOKa3BALL TPABOTO MY A2
AOCTaBs JICKADCTBEHUS NPORXYKT -  OTOPH3ALFS, JI0TOBOD 3a JHCTPHOYIMSA WM APYT
Hnoaxonsur JOKyMeHT. B cnyvait, ye onucagugr AOKYMCHT ¢ H3[alieH OT JUIIE, PA3THYHO
OT NPOU3BOIUTE/IS/IPUTEKATEN A HA PA3PEUIATEIHOTO 3a ynoTpeba, y9acTHHKBT crienna
/d TIOCOUH IpaBHATA BPE3Ka (Aa NPECTABH AOKYMEHT) MCHITY U3AATENS Ha JOKYMEHTa H
NIPOM3BOJIATENS /MPHTEXATENS HA pAspCIIATENHOTO 3a ynotpeba Ha CLOTBETHHA
HPOJIYKT;

3. 3aBEpeHO OT yYACTHUKA KONHE Ha BalMMIIHC paspeillenne 3a ynoTpeda Ha jeKapcTBeHus
UPOAYKT B CTpaHata, u3ganeHo mo peaa na 3JIITXM wiy mo pena na Pernament /EQ/ Ne
726/2004r. B cnyuaii, ue fIKAPCTBEHHA TPOAYKT €€ HaMMpa B IpOUEnypa 3a
VIORHOBABAHE Ha paspemieHHeTo 3a ynorpea Wik Ye paspelieHHero 3a ynotpeba m3Tnua
mpes 2016 r., yyacTHHKBT ACKIIApMpa B CBOTBETCTBHE ¢ W55, an.6 or 3JIIXM, ue
KOIIMYCCTBATA OT NEKAPCTBEHHS NIPOAYKT €a HATHIHH,

4. Jlexmapanus or mMero Ha YHaCTHHKa 3a OCHIypsBaHe Ha HEOOXOAWMHTE KOJIHYCCTEA

JEKapCTBEH MPOAYKT — CBOGOIEH TEKCT;

Mexnapauns 3a cernacue ¢ KIAy3HTC Ha IIPHIIOKEHHS IPOEKT Ha JOroBop (ob6pazer Ne 6);

Hexnapanus 3a cpoka Ha BANHIHOCT Ha odeprara (obpazen Ne 7);

B cnyuait, we ojeprara ce noammca or JHUNC, Pa3siHYHO OT YYAaCTHHKA WIIH HEros

3aKOHEH TIPEJICTABUTEN, KbM Hes CE NPHIAra HOTAPHAIHO 3aBEPEHO IIBIHOMOLIHO —

OpHTHHAN MK HOTAPHAJIHO 32BEPEHO KOIIHE, — He € MPH.I0KIMO.

8. Jlexmapauusa o un. 102, an. 1 @ an. 2 or 3011, axo e npunoxumo (O6pazen Ne 12) - ne e

NPHIOKHMO,

N o

%)
ara: 04.10.2016 r WME U @AMUJIVSA: n-p EMUATL JIAHEB /<
.

Moamac’:

Pasacnenue sa nonvaeane na O6pazey Ne I;
1. Texnuueckomo npednosicenue - Obpasey MNe 1, e uepazdenna sacm om ohepmama Ha

YUACHHURG U Cce APedCmass 8 3aneuamanama HENPO3PaAYHA ONAKOBKA;
2. Obpasey Ne I ce nodnucea om saxonnus NPeOCmasumen Ha YUACHUKG UTH HAOREICHO {vbf:

VHOIHOMOUWEHO Tuye;
3. dro ynacmuuxom e obedunenye, Obpaszey Ne | ce npedcmass om umemo na oﬁec)zme%eqn)

YHACIHUK U Ce nOONUCea om napmmubopa, Koiimo npedcmasnasa obedunenuemo 3a z;e,fzi'ﬁggg\
RN
HQ ofujecmeenama noOpvuKa ui HAOREHCHO YHBAHOMOUEHO Auye, \-}(—\

4. Hoxymenmwm 3a YRbAHOMOWasane e Hepazdeana yacm om Texuuveckomo npednodcene u \ ‘
Ce Npedcmass 6 OPUUNQIL U HOMAPUAIHO 3aeepeno xonue. "\

? AoKymenTsT ce NoANKCBa OT 3aKOHHMWA NpeacTaBUTen HY YY4acTHMKa, nam ot HAagNEMHO YNbAHOMO
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Ilepannuno noBTapsmu ce J0CTABKH Ha JCKAPCTBEHH NPOAVKTH 3a Hy:kauTe Ha CBAJIO E

Obpazey Ne 2.
TABTHIIA 34 TEXHHYECKO ChOTBETCTBUE
AJl” mo 31 obocobenn mo3HIUE

Mpegnarana TbproBCcKo HAMMEHOBaHKE Npoussogurent
Ne gw_ﬂﬁw.__.._w_wuﬂ:o Nexapcreena zo”.“.__‘_ﬂo—._q%wo:m MporHosno .m_m_m_whw.ﬂ_w i npuTexaten na Py
HaumeHoBaHue /INN/ thopma :MMHUMMWMMO KONM4ecTBo A0
12060l | Capecitabine Accord, Film- | Accord
coated tablet, 500, mg, Pack: | Healthcare
120 Limited,
Obenuneno
Kpanctro
6 | Capecitabine film coated tables 500mg mg 86400 16,

IIOJYIUC:

Hata: 04.10.2016 ron.
Mme u pammmast: a-p Evmn [Tanes
AnbxH0CT: yupasmaTen

Hanmenoranwve na yuactnuka: »MEJIEKC* 00
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Obpazey Nel.
TEXHHYECKO HPEJIOXEHHE

bi (o)
»CBAJIO” EAJT
VJI. ,JIJIOBJIABCKO ITOJIE” Ne 6

I'P. COOUS

TEXHWYECKO MPEAJTOKEHUE .
3A U3MBJIHEHHUE HA TIOPHYKATA

HanvenoBaune ma mnophukara: |, Ilepuanysio  norTapsmu  ce AOCTABKH _HAa
JCKADCTBEHH NPOAVKTH 32 HyxamTe Ha CBAJIO EAJ” mo 31 o6ocobenn HOZHIIHHU
Boaaoxkuren: CBAJIO EAJT

Hacrogmoro texmmyecko HIpeNnoxeHne ¢ nogaacHo ot a-p EMHUJI AJIEKCAHIPOB
AAHEB B xauecTBOTO MY Ha YNmpaBHTen Ha »MEJEKC* OO0, ENK/Byaerar/BFH/ -Maerndmcating
se-yncReerpario—Jtte 131268894, cne cemanmme u ampec na yNpar/ieHHe / NOCTOSHEH afpec: rp.
Co¢ns, paiion Muagocr, ks. [ opybasine, yi. ,,Camokoseko mroce” No 2 I, Thproeexku uwentsp
»bOHAa”, npencrapmgBano or &p Emuin Janes n Bemuzap [paroes, B KAavYecTBOTO HM Ha

7
YUPABHTE/H — 32¢/IHO H NOOTAETHO HPeS HbHHOMOR G € HPHIGKeHO- HEFHOMOHHHO——

YBAKAEMHA JAMH U FOCTIOJIA,

lipesctaBaM Br Halltero TeXHMYeCKO HpeIIOKeHHE 33 M3TbIHEHHE Ha ob1iecTBeH
TOpBUKa ¢ npeaMeT ,,JloctaBka Ha TeKapcTBEHH NPOLYKTH 3a nyxante Ha CBAJIO EAJT”.
MsACcTOo Ha m3NBIHEHME HA NOpBUKarTa: crpatata Ha CBAJIO EAJl, rp. Codus, ya.
»LlToBaHBCKO one™” Ne 6 , Bonanuna anTeka;
IlpeMaM CpOKBT Ha BaNIHAHOCTTA HA HAIATA oepra na Ovae 180 /eTo m ocemumecer/
KajeHaapHu xHu (Hai-Manko 180 jmu), cawrapo oT KpaHHHUA CPOK 3a MOfIaBaHE Ha odepTH.
l'apanTHpaM, ye cMe B CLCTOSHHE 1A H3IBIHEM KaYeCTBEHO H B IOCOYEH s II0-TOPE CPOK
NOPBHKATa B IEAHO CROTBETCTBHE C TOBA TEXHHYECKO MPEIIOKEHHUE.

Cren kato ce 3amosnax ¢ yclaoBusTa Ha Brsmoxurens 3a Y4aCcTHE B OTKPHTA HPOLEAypa 3a %%\

BB3/IaTaHe Ha OGIECTBEHATA IOPBYKA, 3ASBABAM, Ue JOCTABKHTE L[e H3BBPIIBAME NIPH CIICAHHTE
YCJIOBHSA:

1. Tlpennaram jeKkapcTBeHH NPOAYKTH ¢ JOKasaH IpoH3Xod, NoApoOHO ONWCAHH B
Texnuyeckata cnenudHKanms, Hepasfenua gacT oT HACTOAMIOTO NPEIOKEHHE 33 H3IThIHEHHE
12 NOPBYKATd, ChOTBECTCTBAIIH HA HOPMATHBHO YCTAHOBEHHTE M3MCKRAHMIA,

2. Nexnapupam, ye:

- BCHUKM TNpe/UIarani OT HAC JCKapCTBEHH NPOAYKTH Ca PalpellcHH 3a ynorpeGa
OTrosapar Ha usucksanusta Ha 3JIIIXM u Hapenbara 3a ycinormsra, NpaBUNATa H peaa 3a
PCIyMpase H pETHCTPUpale Ha LEHHTC Ha JEKapCTBEHHTE INPONYKTH M JeHCTBAILHTE
MEAIYHAPONHY CTAHAAPTH, Karo Ce 3a/IbjDKaBaMe IIPH Bb3Naraie Ha obmIccTBeHATA HOpPBYKA H
[IpH H3BRPIIBAHE Ha IOCTABKH /1A IPC/CTARIME BCHYKH HOPMATHBHO YCTAHOBEHH JOKYMEHTH;

! Nocousa ce zakoHHuAT MPEACTAaBHUTEN HA YHACTHUKA.
’ Monbasa ce camo B cnayvaii, ye odeprara ce nojasa or MBLAHOMOWHKWK, KaTo Ce NOCOYBA AaTa v per.Ne Ha
HOTapWanHo 3aBEPEHOTO NBAHOMOLWHO W Ce NPKUAara MLAHOMOLHOTO ChobpPasHO YKa3aHUATa 3a noargzd

odeprara.
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- o(hepHpaHATE OT HAC IIEHH 33 JIEKAPCTBEHHUTE IIPOAYKTH OT Ho3uus Ne 13, ca BKIOYEHH
B [lo3ATHBHESA JEKapCTBEH CITHCHK M He HAJBHINABAT pe)epeHTHHTE CTOHHOCTH 32 ONAKOBKA C
skmoyeH JIJIC, mocouenn B Ilo3uTHBHHA JekapcrBeH COMCBK (OONEBIBA CE KOTATO ©
MIPHIIOKHMO);

- o()epHpanKTE OT HAC LIEHH 34 JEKapCTBEHUTE MPOAYKTH oT mo3umusg Ne 13, ca Bkmouenu
8 1103MTHBHAS JICKAPCTBEH CITHCHK, [pHlokeHne 2 0 He HaABMINABAT pedhepEeHTHHTE CTOHOCTH
3a onaxkoska ¢ Bkmoyen JIJIC, nmocoyenu B Ilo3nTuBHuA nexapcTBeH cnuchk, IlpunoxeHue 2,
KaKTO M He HamBHImasar jorosopeHmMTe ¢ H30K LeHu, ¢hIVIACHO CLIVIACHO JIeHCTBANIOTO
3aKOHOJATEINICTBO, 3a OINpe/leNnsHe Ha OCHOBHHMA MakeT 3APaBHH HeHHOCTH IapaHTHpPAaH OT
oroxera Ha H30K (ako MMa JOrOBOPEHH TaKHBa) - (IOIIBIBA CE KOTATO € IPHIIOKHEMO),;

- IpY IpoMsAHA Ha cTofiHocTTa 1o W50 or Hapenbara 3a perymupane u permctpupase na
LUEHHTE Ha JIEKapCTBCHUTE MPOJYKTH, YCIOBHSATA, NPABHIATA ¥ KPHTCPHHWTE 3a BKIIOYBAHC,
NPOMEHH WM M3KIIOYBAHE HA JIEKAPCTBEHH HPOAYKTH T [I03MTHBHHSA NeKapeTBeH CIHCHK U
ycnoBuaTa ¥ pega 3a pabota Ha Komucuara no nenn u penmOypenpase (pedepentaara nema),
KakTo M Ha goroBopupanarta takasa oT 30K, B cnywait ue chinmaTa crane no-HHCKA oOT
norosopenara, ,,CBAJI mo Ownkonorus” EAJ[ GesycnopHo Ie HH 3amnania JeKapCTBeHHTE
IPO/IYKTH Ha [O-HHECKATa [eHa, OT IaTaTa Ha BIH3aHe B CHJIa Ha KOHKPETHOTO PeleHHE, KaKTo i
34 HAMMYHH JOCTABKH KBM Ta3H Jata;

- npu OGIOKUpaHe M M3TErJAHE HAa MapTHAH OT JIEKApCTBEHH NpPOAYKTH IO CHJIATa HA
Hapenbara 3a ycroBuara u penia 3a O/0KEpaHe M H3TernsiHE HA JIEKapCTBa OT OPOH3BOAUTEINH,
CKJIaZI0Be 3a THPIOBHS HA €O ¢ JEKApCTBa, alTeKH, IPOTEPHN M IcUcOHM 3aBeIeHHA, CHIIUTE Ce
BB3CTaHOBABAT B bonmnuunara antexka Ha CBAJIO EAJ], KaTo KOMHYECTBO W cenupHKANMs, 3a
HAIlla CMETKA;

- IpejsaraHuTe OT Hac TPOAYKTH Ca BKIIOYeHH B I[O3MTHBHES NI€KapCTBEH CIHCBHK,
aKTyaJieH KBbM JaTaTa Ha IIoJaBaHe Ha oepTara (KOraro € MpHIoKEMO);

- BCHYKH IIpeJUIaraly OT HAC CTOKH IHe OBJaT JOCTAaBAHH B OMAKOBKA, KOATO € HelloxabeHa,
paskbcaHa, 3alalaHa MM ¢ BCAKAKBH JIPYTH BUAMMH Oene3n, KOMTO HE IO3BOJIABAT Pa3udTaHe
Ha JAHHATE M HH(OPManmATa BHPXY chiuTe. ONaKoBKaTa Ha AOCTABIHHAA JEKAPCTREH MPOTYKT
(UbpBUYHA B/MIM BTOPHYHA) H CAMHUTE H3MCIHA [IE OTIOBApAT HA M3HCKBAHMATA HA 3aKOHA 32
JNeKapCTBEHUTE MPOAYKTH B XyMaHHaTa MequiuHa H Ha HapenGa No 38 3a u3nckBaHHSITA KbM
JaHHUTE BBPXY OIIAKOBKHTE M B IHCTOBKHMTE Ha JIEKAPCTBEHHTE HPOIYKTH;

- B Ciy4ad, ¥e MPEeICTaBNABAHUAT OT MEH YYACTHHK, Ohje M30paH 2a M3IrBIHHTEN Ha
00ImecTBCHATA TIOPBYKA, e 6BAAT OCHIypeHH HeoOXOJMMHUTE KONHYECTBA M HAIMYHOCTH OT
MEeINKaMEHTH, 32 H3BBPIIBAHE Ha IOCTABKHTE 34 NEJIHs IEPHOT] Ha AOTOBOPA, TOYHO H B CPOK;

- B CIyYal, Y¢ TpEINCTABIABAHMA OT MEH YYacTHUK Oblle m30paH 3a M3IBIHHTEN, IHE

HINBJIHABAMC 380bIDKCHHATA CH IIPE3 LCTTHA JOFOBOPEH CPOK.

CpOK'LT Ha I'oTHOCT Ha JEKapPCTBCHHTC IIPOAYKTH KBM JATHTE HA BCIKA €OHA JOCTABKA Hic

0Be He NO-MaNBK OT 65 % /IIecTneceT U MeT IpoeHTa/.
[lpueMam j1a B3BBpIIBAM JIOCTABKHTE HA JIOTOBOPEHH CTOKH B CpoK Jio 24 /aBanecer u

YCTHPH/ Yaca, a IPH CMEMHOCT A0 2 /ABa/ Yaca OT NojyyaBaHe Ha MHCMEHA 3agBKa OT CTpaHa Ha
BB3IOKATCIIS.

IIpreMam ILIAMAaHETO [a Ce H3BLPIIEA ¢ ILIATCKHO HapeXKIaHe 1o GAHKOBAaTA HH CMETKA B
oanxa: BHII Ilapuda C.A. - xkaon Co¢guna; BIC: BNPABGSX; IBAN:
BG25BNPA94401020015410, B cpok - 60 nuwu, cien H3BLPIICHA JOCTARKA, H3AANEHA (akTypa u
ABYCTPaHHO MOANUCAH NIPHEMO-TIPEIaBaTeNCH IPOTOKOI 3a BCAKA e/1HA TOCTABKA.

Ilpepiaram cneguute npedepeHIMH /HATypatHd pabaTH, THPIOBCKH OTCThHIIKH,
CIIOHCOPCTBA H JPYTH /KOraro € HPHIOXKHMO/ - BCHYKH OTCTHIKH H PaGaTH ca BK/IIOYEHH B

A NPEAA0KEHHTE RPAMHH HeHn.
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1

Hara: 04.10.2016 1. HME U ®AMUWIIUA: n-p EMUIT JIAHEB

H]!HJIO}KGHHH KbM TCXHHYECKOTO NpeId0KeHHe:

I. Tabnnna 3a Texmmuecko cporsercride (O6pasen Ne 2) Ha XapTHEH HOCHTEN M Ha
€IeKTpoHeH HocuTen - CD.

2. 3aBepeHO OT y4acTHHKA KOIHe 0T JOKYMEHT, M3/IafleH OT IPOH3BO/HTEN HIH NPUTEXKATEN
Ha paspellenne 3a ynorpeda WK OT oHIHANCH JuCTPUOYTOP, JOKA3BAL] IPABOTO MY /4
ROCTaBs JISKAPCTBEHHA IPOAYKT - OTOPH3ANMA, TOTOBOP 3a AUCTPHOYLHS IIH ApyT
IIO/IXOAA] AOKYMEHT. B cilydali, ye onucaHHAT JOKYMEHT e H3JafeH OT JIHIE, PasInyHo
OT NMPOH3BOAHTE/A/IPHTERATENS HA PA3PEIIHTENHOTO 3a YIOTpeda, YIacTHHKET ClIeaRa
Ja NOCOYH NpaBHATa BPb3Ka (fa IPeACTaBH JOKYMCHT) MKy M3/aTes Ha JOKYMCHTa |
NPOM3BORMTENS /IPUTENKATENT HA Pa3pelIMTENHOTO 3a yHnotpeba Ha ChOTBETHHS
MPOYKT;

3. 3aBepeHO OT ydJacTHHXA KONHE Ha BaIHIHO pa3peLIcHHE 3a yrnoTpeba Ha JieKapCTBEHHS
IPOAYKT B CTpaHata, u3faaeno no pena Ha 3JHIXM umu no pexa Ha Permamenrt /EQ/ Ne
726/2004r. B cnyuail, ue JEKapCTBEHHS IIPONYKT Cce HAMHpa B IpoUeaypa 3a
NOJHOBSABAKE HA pa3spelleHAeTo 3a yrnoTpeGa WM Ue pa3peleHHeTo 3a ynoTpeba H3THda
pe3 2016 r., y4aCTHHKBT JEKIapHpa B CHOTBETCTRHE ¢ WI5S5, am.6 or 3JIIXM, ue
KONIMYECTBATA OT IEKAPCTREHUS IPOAYKT Ca HAJIHIHH.

4. JleknapanHs OT MMETO HA yYaCTHMKA 3a OCHI'YDABaHEe HA HEOOXOTUMHTE KOJIHUYECTBA
JIEKapPCTBEH NPOAYKT — CBOOOHEH TEKCT;

5. Hexiapaums 3a ChIJIACHE © KJIAY3HTE HA TIPHJIOKEHHS IIPOCKT Ha Joroeop (obpaser; Ne 6);

Hexuapanus 3a cpoka Ha BAHAHOCT Ha odeprata (obpazer Ne 7);

7. B cmywal, ye odeprara ce moAmMCBA OT NMIE, PA3THYHO OT YYACTHHKA WJIH HEIOB
3aKOHCH MPEICTABHTEN, KBM Hesl ¢¢ IpHJara HOTAPHANHO 3aBEPEHO ITHIHOMOLIHO —
OpHI'HHAJ WJIH HOTAPHAITHO 3aBEPEHO KOITHE. — He € HPAIOKHMO.

8. Hexumapauns no un. 102, an. 1 1 an. 2 ot 3011, aKo € IpHIOKHMO (OGpazer; Ne 12} — ne e

NPHJI0KAMO.

1S

AeX

<

HOJ;(HHC3 :

Pazacnenue 3a nonvieane na Obpaszey Ne 1:

1

2.

Texnuueckomo npedaoocenue — Obpasey Ne 1, e mepasdeana wacm om opepmama Ha
YUACMHUKA U Ce NPpeocmaen 8 3aneyamanama HenpospPauHa ONAK0eKd;
Obpasey Ne 1 ce nodnucea om 3akonnus npedcmacumen HA YYACIHUKG UAU HAOTENCHO

YHBIHOMOWEHO nuye;
Axo ywacmnuxom e obedunenue, Obpazey Ne 1 ce npedcmasa om umemo na obedunenuemo

YHACMHUK U Ce NOONUCEA OM NAPMHLOPA, KOUMO npedcmasniea obeduHenuemo 3a yenume

Ha oGugecmeenama ROPLYKA Wit HAORENCHO YbAHOMOWENO NuYe;
Hoxkymenmvm 3a ynvanomowasane e nepaszderna wacm om Texuuueckomo npednoowenie u

ce NPeOCmaea 6 OPUZUHA] UTY HOMAPUAIHO 3AGEPEHO0 KONUE.
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Ob6pazey Ne 2.

TAB/THIIA 34 TEXHHYECKO CBOTBETCTBHE
Ilepunnuno moBTapsamu ce AQCTABKH HA JIEKAPCTBEHU NPOAYKTH 34 HYKANTE Ha CBAJIO EAY” uo 31 o6ocobenn mo3numn

Konuuecteo Ha Mpeanarana THLproBCKO HanmeHOBaHWe MNpouzsoauten/
Ne ZMMMMHMHM‘ .ﬂ:o lexapereena aKTUBHGTO Mporxoato &mmu:;:% fpuTeKkaten na Py
thopma nexkapcTBeHo KONNYecTRO Jo OnaKoBK
HauMeHoBaHue /ANN/ o —
M| Gembin, Concentrate for

solution for infusion, 40 Actavis Group

mg/ml - 25 ml, mg, Pack: 1 PTC ehf,,

ClIanausg
concentrate for 1000 mg/ml- n Al

13 | Gemcitabine solution for infusion 10 mi mg 900 cbn.

MOIIUC:

Hara: 04.10.2016 rop.

Wne u pammwms: a-p Emua Janer
JUrbxHOCT: ynpasuTes
HamvenoBarue Ha yuactHuka: »MEJIEKC“ Q0]
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Obpazey Nel.
TEXHHYECKO NPEJIOXEHHE

bi (o)
»CBAJIO” EAJT
VI ,JUIOBAUBCKO IIOJIE” N 6

I'P. COPUs

TEXHUYECKO NPEANOKEHHE
3A IBOBJIHEHUE HA IOPBUKATA

HaumenoBanmre mna mopbukara: . Ilepunpuno HOBTARAINH _ ¢€  JIOCTABKH HAa
JAEKADCTBEHH NPOAVKTH 33 H ure Ha _CBAJIO EAJI” mo 31 o6ocodenn THO3HITHH

Buanoxuren: CBAJIO EAJ]

Hacrosinoro Texuuuecko NPEANIOKEHHEe € mojaneHo oT a-p EMMI AJEKCAHIAPOB
AAHEB B xauecteoto My Ha ynpasuten Ha , MEAEKC“ OOJ, EHKByneras/EFH/ Maerrudrratia
sa—dyxcacerpannio—nue 131268894, cne cenanmme n anpec na YNpaBieHHe / nOcTosHeH ajpec: rp.
Codmusn, paiion Maanocr, kg. I’ opybanmne, ya. ,,CaMokoBeko moce” No 2 JI, Thproeckn HEHTH]
wbowna”, npencrapnseano or a-p Emun awee n Beamzap HAparoee, B xka4ecTBOTO MM Ha

1 2
YUPABHTEJIH — 32€/IHO H TI00TAEMHO, HPeS FbAHOMOHHHIE ¢ HPHAONKEHO-HHAHOMOHHO—

YBAKAEMH JAMU U TOCIIOJIA,

Ilpencrarsm Bu namero Texmmuecko IpEATIOXKEHHE 334 M3NTBJIHEHHE Ha O6miecTBe
IIOpBYKa ¢ npeamMer ,,JlocTaska Ha JieKapcTBeHn NPOnYKTH 3a Hyxwmte Ha CBATIO EAJT”.

Msacto Ha manBIHeHWe Ha Hopbukara: crpamata Ha CBAJIO EAJ, rp. Codms, vy
»1 lToBauBCKo noste” Ne 6 , BonuuuHa anTexa;

IlpnemMaM cpokbT Ha BANH}HOCTTA Ha HamaTa obepra na Guac 180 /cro m ocempecer/
KaJeHIapHH AHE (Haii-Manxo 180 mum), cumTano ot KpaifHHs CPOK 3a NIojiaBaie Ha odepTu.

I'apanTrpam, Je cMe B CBCTOSHHE Ia H3IBTHHM KaYeCTBEHO H B HOCOYEHHS IIO-TOPE CPOK
HOpBHKATa B IBLIHO CHOTBETCTBHE C TOBA TEXHHYECKO TIPEIIOKEHHE.

Crnen xaTo ce 3ano3nax ¢ yenoBuara Ha Boanosutens 3a Y4acTHE B OTKPHTA IIpoLeIypa 3a
Bb3JlaTaHe Ha o0IUecTBEHATa [IOPHYKA, 3a4BIBAM, Ye JOCTABKHATE 1I1€ U3BBPINBAME TIPH CIICTHHTE
YCIIOBHS: \

1. Ilpenmaram nexapcTBeHH NpPOAYKTH € 10Kasam NPOH3XOJ, TOAPOOHO OmHCHH
Texunueckara coenpukaums, Hepasaensa gacT ot HaCTOAUIOTO HPCIIOXKEHHE 32 H3HBIHEE
Ha NOpRUKaTa, CBOTBETCTBAINM HA HOPMATHEHO YCTAHOBEHHUTE H3HCK BAHML \

2. Jlexknapupam, ge:

- BCMUKH IIpejutaraid OT HAC JISKAPCTBEHH IPONYKTH €A paspelieHH 3a yiotpeba u
OTroBapaT Ha usuckpanuara Ha 3JIITXM u HapenGata 3a YCIOBHATA, TMPABMIATA H PEIa 38 N
PETYIMpaHe W DPETHCTPHpaHe HA INEHMTE HA JCKAPCTBCHHTE IPONYKTH H JeHCTBALIHTE \
MEXIAYHAPOINH CTAHAAPTH, KaTo Ce 3al[hDKABAME HPH RB3JIAIAHE Ha OBINCCTBEHATA HOPBYKa 1
TIpH M3BBPIIBAHE HA IOCTABKH N1 NIPEACTABAME BCHUYKH HOPMATHBHO YCTAHOBCHH JIOKYMeHTH,

@%‘\

! Nocousa ce 3akoHHUAT NPeACcTaBrTen Ha YYAcTHUKA.
? NonwbnBa ce camo B cnayyaii, ye odeprara ce nogaea or NBLAHOMOWHMK, KaTo Ce nocousa Aata W perhe
HOTapUA/HO 32BEPEHOTO MBIHOMOLHO M Ce NPUAAra MbAHOMOLWHOTO CbobpPasHo YkazaHnATa 3a noaefedh

ogeprara.
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- othepupaHuTe OT HAC LEHH 3a JIEKaPCTBEHUTE IPOIYKTH OT Io3HIHA Ne 15, ca BKIMO4eHH
B [l03HTHBHESA NEeKapCcTBEH CIHCHK H He HABHINABAT PCICPEHTHHTE CTOHHOCTH 3a ONAKOBKA C
BrmoyeH JJIC, mnocoyerm B TlO3HTUBHHS NeKapcTBeH CHHCHK (MOOBJIBA Ce KOraro e
TIPHANOKHMO);

- odheprpaHnuTe OT HAc IICHH 34 JIEKAPCTBEHUTE MPOIAYKTH OT mo3uuHd Ne 15, ca BKIFOUeHH
B [losuTnBHHS NexapcTBeH CIMCEHK, [Iprnoxkenue 2 U He HazBUmaBar peepcHTHUTE CTOHHOCTH
3a onakoBka ¢ Bmouer JJ[C, mocoucun B Ilo3nTHBHUA NexapctBeH cmHCHK, IIpunoxerue 2,
Kakro M He HaapHmaesar porosopeHuTe ¢ H3OK newy, cBIIacHO CBIVIacHO JjelicTRaIoOTO
3aKOHOJIATENCTRBO, 34 OHPENCNAHE Ha OCHOBHHS NAKET 3APABHH NCHHOCTH rapaHTHpaH oT
Oromxera na H30K (ako nMa 0roBopeHH TakuBa) - (IOIKIBA Ce KOTATO € IPHIOKHAMO);

- Ip¥ IpoMsAHA Ha cToiHocTTa Mo 450 ot Hapenbara 3a perymmpane ¥ perucrpupase Ha
LCHUTEe HA JNEeKapCTBEHHTE IMPOAYKTH, YCIOBHATA, NMpaBHiaTa H KPHTEPHHTE 3a BKIIOYBAHE,
NPOMEHH W/HJIM M3KJOMBAHE HA JIEKAPCTBEHH NPOXYKTH OT ITO3HTHBHHA JICKAPCTBEH CIHCHK H
yCIoBHsTa U peda 3a paGora Ha KoMucHATa 10 LieHH H peMMOypcupake (pedepeHTHAaTa 1I€HA),
KakTO H Ha jgorosopupanara TakaBa oT H3OK, B cnyuali ue crimara cTraHe 1no-HHCKa oOT
norosopeHara, ,,CBAJI no Ounxonorus” EAJ] 6e3ycloBHO 1Lie HE 3aIjiallla JIEKAPCTBEHHTE
NPOAYKTH Ha [TO-HHCKATA [IEHA, OT JaTaTa Ha BIM3aHE B CHJIA Ha KOHKPETHOTO PeleHHe, KAKTO ’
34 HAIMYHY JOCTABKH KBbM Ta3H JaTa;

- Opu OJOKHpaHe W W3TErTIAHE HAa MApTHAH OT JIEKAPCTBEHM IPOAYKTH 110 CHJIATA HA
Hapenfara 3a ycnoBusa1a 1 pejla 3a O7OKHpaHe H H3TEIsIHE Ha JIEKAapCTBa OT NPOH3BOMTEINH,
CKIIaJTOBE 38 ThPTOBHA Ha PO C JIEKAPCTBA, allTeKH, IPOTEPHH | JiedeOHH 3aBe AU, ChIIUTE Ce
BB3CTaHOBABAT B bonnuynara anreka Ha CBAJIO EAJL, Kato KONMYECTBO B CCHH(pHKAIHS, 3
Halla CMeTKa;

- MpeIIaraHuTe OT HAC NPOJAYKTH ¢a BKIIOYEHH B ITO3WTMBHHA JEKApCTBEH CIIMCHK,
aKTyaleH KBbM JaTara Ha IolaBaHe Ha odepTaTa (KOraTo € MPHIIOKHMO);

- BCHYKH IIpe/ijIaraHy OT Ha¢ CTOKH Ie ObJaT NOCTaBsIHHU B OIIaKOBKa, KOATO € HeloxabeHa,
pasKkbcaHa, 3alanala Wi ¢ BCSIKAKBH IPYTH BAJUMH O€Nle3H, KOMTO He MO3BOJABAT pazdnTaHe
Ha JaHHHTEe U HHOopManusTa BepXy chinuTe. OmaKoBKaTa Ha OCTABSHHS JICKAPCTBEH IPOIYKT
(TLpBHYHA W/HNH BTOPHYHA) H CAMHTE H3/IeNHA IIC OTIOBAPAT Ha H3UCKBAHHATA Ha 3aKoHa 3a
JIeKapcTBEHUTC TPOAYKTH B XyMaHH4aTa MeIMIUHa H Ha Hapenba Ne 38 3a m3nckBaHusta KBpM
IAHHHTE BBPXY OMAKOBKHTE H B JIACTOBKHTE Ha JIEKAPCTBCHUTE IPOIYKTH;

- B CNly4ad, 4Ye NPEICTABIIABAHMAT OT MEH y4JacTHHK, Obae W30paH 3a H3OBIHHTEN Ha
o0ImecTBeHaTa NOPBUKa, e OLIAT OCHIypeHH HEoOXOMMMHTE KOJHHYECTBA W HATHYHOCTH OT
ME/IHKaMEHTH, 32 H3BBPIIBAHE HA JOCTABKUTE 3a NEIHA IEPHOJ Ha AOTOBOPA, TOYHO H B CPOK;

- B cOydYad, Ye MPEACTABISBaHMA OT MEH YYaCTHHK ObAc H30paH 3a M3IBIHHTEN, IIe
U3IIbJIHABAME 38/IbIDKEHHATA CH IPE3 LI AOTOBOPEH CPOK.

c:< CpOKBT Ha FOAHOCT Ha NEKAPCTBEHHTE MPOJYKTH KbM JATHTE Ha BCAKA €JHA JOCTABKA IMIC
%ﬁhne HE [IO-MAallbK OT 65 % /mectueceT W NeT NporenTa/.
[TpueMam na W3BLpIOBAM JOCTaBKHTE Ha NOTOBOPCHH CTOKM B CPOK 10 24 /mBamecer u
4eTHpU/ Yaca, a IPU CIEMHOCT 10 2 /Ba/ yaca OT I0Iy49aBaHe Ha NMCMEHA 3adBKa OT CTPaHa Ha
BB3JOKBTEN.

IMpuremam mIalllaHETo J1a ce W3BLPIIBA ¢ IAATEKHO Hapexaane No 6aHKoBaTa HH CMETKA B
pauka: bHII Ilapu6a C.A. - xnon Co¢pusn; BIC: BNPABGSX; IBAN:
BG25BNPA94401020015410, B cpok - 60 mum, ciieyl M3BbpIIEHA JOCTABKA, H3JaTeHA tbaxTypa u
‘AIByCTPAHHO IOJIMHCaH IIPHEMO-Ipe/IaBaTe/IeH NPOTOKOI 3a BCAKA ¢IHa JOCTARKA.

Ipepnaram  cnepunTe  npedepeHUUH /HaTypanHH pabaTh, TLPrOBCKH  OTCTBIIKH,
CHIOHCOPCTBA U JIPYTH /KOraTo € TIPUI0KUMO/ - BCHYKH OTCTHIKH B padaTH ca BKJINYeHH B

peaioxKeHHTe KpaiiHi ueHn.
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IlpaaokeHnsT KbM TEXHHIECKOTO NDELIOKCHHE:

l. TaGmuua sa texmuuecko cporBercTBHE (Obpasenr Ne 2) Ha XapTHeH HOCHTEN W Ha
¢lieKTpOHeH Hocutel - CD.

2. 3aBepeHO OT y9acTHHKA KOIHE OT JOKYMEHT, H3/[a/leH OT IPOU3BOMTEN HIIH IIPHTEKATEN
Ha paspenieHue 3a ynoTpeba win oT opHuHaneH AUCTPHOYTOp, A0Ka3BAl] IPABOTO MY Ja
NOCTaBs JIGKAPCTBEHHs NPOAYKT - OTOPH3aLMs, JIOTOBOP 3@ JHUCTPUOYLMS WIH JApyr
IOZXOMsAL JOKYMEHT. B ciyyali, 4e onMcaHHAT JOKYMEHT e M3/iaJeH OT IHIIC, Pa3IHIHO
OT MPOU3BONUTEIA/IPHTEKATENL HA PA3pPelTHTENHOTO 34 YIOTpeba, yIaCTHHKBT CIIeaBa
Aa I0COYH MpaBHATA BPB3Ka (12 MPENCTaBH JOKYMEHT) MEeXIY H3/aTe/ia Ha JOKYMEHTa U
NPOM3BOANTENs /NIPATEXATENA Ha pPA3PSHIMTENHOTO 3a ynorpeba Ha CHOTBETHHS
HPOJYKT;

3. 3aBepeHo OT y4aCTHHMKA KOTHC Ha RAIMIHO DaspenieHHe 3a ynotpeba Ha JIEKAPCTBEHMUA
INPOAYKT B CTpaHara, H3aafeHo mo pea Ha 3JIIIXM unm mo peza na Pernmament /EQ/ No
726/2004r. B cayda, 49e nekapcTBeHHMs UPOAYKT Ce HaMHpa B Hponeaypa 3a
NOJHOBsIBAHE Ha PaspelIeHHeTo 38 YIOoTpeda M Ye pa3pelllicHHeTo 3a ynoTpeba u3THya
mpes 2016 r., y4aCTHHKBT HEKIapHpa B CHOTBETCTBHE ¢ ul.55, an.6 ot 3JI[IXM, ue
KOJHYECTBAaTa OT JIEKapCTREHHA MPOAYKT CA HANMYHH.

4. Jlexnapauns OT HMETO Ha YYACTHMKA 33a OCHI'YpABAaHE Ha HeoOXOMUMHTE KOIMYECTBA

JEKapCTBEH IPOAYKT — CBOOOCH TEKCT,

Hexapanus 3a chIaache ¢ KIay3nTe Ha IPHIOXKEHHS IPOEKT Ha JIoropop (o6paser Ne 6); |

Jlexnapanus 3a Cpoka Ha BaJIHOHOCT Ha odeprara (o6pasen Ne 7);

B cimyuait, e opeprata ce moAmHCBA OT JIHLE, PA3IHMYHO OT Y4aCTHUKA HIH HCTOB

3aKOHEH INPENCTABHTEN, KbM HEd Ce NpHNara HOTAPHANHO 3aBEPEHO ITBIHOMOUIHO —

OpArHHAT HIIH HOTAPHATHO 34BEPEHO KOIHE. — He € TIPHII0KHUMO.

8. MHexmapanud no un. 102, an. | u an. 2 or 3011, ako e npmtoxkuMo (O6pazert Ne 12) — He e

IPHJIOXKHEMO.

=~ Oy Lh

Jara: 04.10.2016 . HME U ®AMWUJIHA: a-p EMHJI TAHEB

Honnuc3:

Pazacuenue 3a nonvngane na Obpazen Me I; |
1. Texnuweckomo npeonosicenue — Obpasey Ne I, e nepazdenna wacm om odJepmam \

YHACMHUKQ U ce npedcmass 6 3aneydmanama HenpoO3PAYHA ONAKOBKA;
2. Obpasey Ne 1 ce noonucea om 3aGKOHHUS NPedCmMABUMEN HA YYACMHUKA UMY HAOAE

YRBAHOMOWEHO QuYye,
3. Axo yuacmuurxom e obedunenue, Obpazey Ne 1 ce npedcmaes om umemo Ha obedunenvemo

YHACMHUK U Ce ROONUCEA OM NAPMHbLOPA, KOUMO Npedcmasinga obeduneHuemo 3a yeiume

Ha 0bujecmeenama nOPLYKA Ul HAOIENCHO YILIHOMOWENO Tuye;
4. Hoxymenmom 3a ynoanomowasane e nepazoenna vacm om Texnuueckomo npednoscenue u

ce npedcmass 6 OPUSUHAL UTH HOMAPUATHO 306EPEHO KOnue. —

2 JOKYMEHTBT ce nognucea OT 3aKOHHUA NpeacTasruTen Ha Y4acTHHUKA, UAW OT HAZ/IEKHO yNBAHOMO

T15- 3




Obpazey Mo 2.
TAB/IHIA 34 TEXHHYECKO CbOTRETCTBHE
LlepraMvHO0 NOBTADAIIN Ce TOCTARKHA Ha JAEKAPCTBEHU HPOAVKTH 32 Hy#auTe Ha CEAJIO EAJL” o 31 o6ocoGenn HO3HIOMH

KonuuecTso Ha Npegnarana THPproecko HauMeHoBaHWe MNpounssoguten!
e: apoaH
Ne g:ﬂﬁwﬂmhhﬂ © NexapcTBeHa aKTMBHOTO NporHozkno pabpuuna npuTexaTen Ha PY
HaumeHoBaHue JINN/ dopma NEKapCTEEHO KOMMM4ECTEO fo onaxoBka
BeulecTso

| Tolnexa, Concentrate for KRKA, d.d.,

solution for infusion, 20 CrnoBenns

mg/ml - 4 ml, ml, Pack: 1
concentrate for
15 | Docetaxel solution for infusion 80 mg/i4 ml mg 1600 chn.

NMOJAIIHC:

Hara: 04.10.2016 ros.

Wme 1 dammsmas: n-p Evin anes
JrexHOCT: yopasHTeN
HaumeroBauue ma yactunka: ,, MEJIEKC 01071
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Obpazey Ael.
TEXHHYECKQ HPEJIOKEHHE

A0

»CBAJIO” EAZ]

YII. ,IVIOBUBCKO HOJIE” Ne 6
I'P. CO®HA

TEXHHUYECKO IIPENJTIOXKEHUF,
3A IBIIBJIHEHHE HA TIOPBUKATA

Hanvenosanue na moppukata: ,_ Ilepninyse NOBTADSMIN ce  JOCTABKH Ha
JAEKADCTBCHH NPOAYKTH 33 Hyxanre Ha CBAJIO EAX” po 31 ofocofeHn no3mumn
Buniaoxuren: CBAJIO EAJT

Hacrosmoro texnnuecko IPEAIOKCHHE ¢ noganeHo ot n-p EMHJI AJTEKCAHJIPOB
AAHEB B xauectBoTo My Ha ympapuTtea Ha ,MEJEKC* OO0J, EVK/Byserar/EFH Maetmndieatis
se—fysiaectpaito—de 131268894, cue cepanuiue W agpec Ha ynpaenende / HOCTOSHEH aapec: rp.
Cogns, paiion Mnanocr, k. TopyGanue, yi. ,Camokoscko moce” Ne 2 JI, Thprosekn HEHTDL]
»bonna”, npencrapnasano or g-p Emua Hawes u Bennsap [paroes, B xauecTBOTO HM Ha

2
YHOpaBHuTENH — 3a€dHO H HOO’I‘I.[EJIHOI, q‘pemﬂﬂﬂﬁa“—,e—ﬂﬁﬁﬁﬁﬁéeﬂe—m;ﬂ}eﬁeﬁme—_“

YBAKAEMM JAMHU U T'OCITIOA,

Hpencrasam Bu Hamero TeXHWYECKO MPEIJIONEHHE 3a M3IbIHEHHE Ha obulecTeena
HOpBYKa C mpeiMeT ,,/locTaBka Ha JeKapcTBeHH NPpOAYyKTH 3a HyKaurte a CBAJIO EAIT.

Mscro Ha W3NBIHEHHe Ha nopbukara: crpajara Ha CBAJIO EAN, rp. Codma, yau.
L lnosauBeko none™ Ne 6 , Bonuuyna anrexa;

IIpremMaM cpoKbBT Ha BafMOHOCTT2 HA HAINATA odepta ma Grae 180 /ero H ocempecer/
KaJileHNapHH IHu (Hai-manko 180 nHH), cunTaHo OT KpaiHHS CPOK 3a IIoflaBaHe Ha O(epTH.

I"apanTtupam, Ue cMe B ChCTOSHUE Jd H3ITBIHAM Ka9eCTBEHO W B [IOCOUCHHMS TI0-TOPe CPOK
TIOPBHKATA B IBIHO CROTBETCTBUE C TOBA TEXHHYECKO IIPENIOKEHHE.

Cnen xaTo ce 3an03Hax ¢ ycnoBHATa Ha Br3noxkdrens 3a yJacTHe B OTKPHTA NpoLeaypa 3a
BL3/1araHe Ha O0IeCTBeHATa IOPHYKA, 3a4BABAM, Y€ JOCTABKHTE IHIe H3BBPIUBAME IIPH CICAHRgE
yCI0BHS: A
1. Tlpemnaram JnexapcTBeHM NpPOAYKTH ¢ MOKazad OPOH3X0A, TOAPODHO OHI/ICEIH}?I! B
Texunveckara crienuukanis, Hepasaea YacT OT HACTOSAIIOTO IpeIoKeHHe 332 H3IIBIHECHHE
Ha MOPBYKaTa, ChOTBETCTBAINM Ha HOPMATHBHO yCTAHOBCHHTE HIUCKBAHHS,

2. Hexnapupam, ue:

- BCHHUKH IIPCJUIAraHH OT HAcC JNEKAPCTBEHM TPOAYKTH Ca paspelleHH 3a yHorpeba i
OTTOBApAT Ha u3MckBanusra Ha 3JIIIXM u Hapexbata 3a ycnosusara, npapunara u pena 3a
peryupane ¥ pErucTpHpaHe Ha LCHUTE HA JIEKAPCTBEHHMTE NPOAYKTH H JASHCTBALIHTE
MEXTYHAPOAHH CTAHAAPTH, KaTO CE 3aIbIDKaBaMe MPH Bh3JIarane Ha o6mIecTBEHATA NOPEYKA 1
UpH H3BLPIIBAHE HA TOCTABKH 14 IPEACTABSME RCHYKH HOPMaTHBHO YCTAHOBEHH NOKYMEHTH; \

odeprara.
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- ofepUpaHUTE OT HAC LICHH 34 JIEKAPCTBEHHTE NPOAYKTH OT Ho3uuMa Ne 16, ca BKIMoUeHU
B Ilo3nTHBHES NEKapCTBeH CUMCEHK M HE HajBMIIABAT pe(hepeHTHHTE CTOMHOCTH 33 ONAKOBKA C
Biroued JJJIC, mocouenw B Ilo3HTHBHMA JeKapcTBEH CHHCLK (HONBIBA CE€ KOraTo e
NPHII0KHUMO);

- ojepupaHUTE OT HAc IICHH 32 JIEKAPCTBEHATE IPOAYKTH OT Io3utma Ne 16, ca BKIIOYSHH
B IlosmTHBHES NekapcTBeH CIHCHK, [IpHioxkenye 2 U He HAIBHIIABAT peepeHTHHTE CTORHOCTH
3a onakoBka ¢ BkmodeH JJIC, nmocouenu B 1103MTHBHHA NeKapcTEeH cnuchK, [Ipuaoxkedne 2,
KakTo W He HafgsuHwmasar gorosopeHure ¢ H3O0K 1eHm, cHIIIacHO CBITIACHO JIEHCTBAINOTO
3aKOHONATCICTBO, 34 ONPEJENsHE Ha OCHOBHMSA NAKET 3JPaBHA JeHHOCTH TapaHTHPaH OT
Gromxera na H30K (ako ma IoroBOpeHH TakHBa) - (HOMEIBA CE KOTATO € IPHIOKHMO);

- IpH IpOMsHA Ha cToHHoCTTa 1o wWI.50 or Hapeabara 3a peryiupade u perucTpuapaHne Ha
UCHHTE HA JEKAPCTBEHHTE NPONYKTH, YCIOBHATA, HPABHIIATA M KPHTEPHHATE 3@ BKIIOYBAHE,
NPOMEHH H/ANK W3KTIOYBAHE Ha JIEKApPCTBENH HpoXykT# oT IT03UTHBHUS TEKApCTBCH CIHCHK M
ycnoBusita v peja 3a pabora na KoMucuara mo nenn M peumOGypeupane (pedepentHara IesHa),
KaKTo M Ha jorosBopupaHata Takara oT H3OK, B cimyuaii 4e cwimata craHe mo-HHCKa OT
norosopenara, ,,CBAJl mo Osxomorma” EAJ] Ge3sycnoBHO wie HH 3amI4illa JIEKAPCTBCHHTE
IPONYKTH Ha MO-HHUCKATA I[EHA, OT JaTaTa Ha BIH3aHE B CHJa Ha KOHKPETHOTO PElIEHHE, KAKTO H
3a HAJIMYHHA JOCTABKH KBM Ta3H 1ara,

- Ipu ONOKMpaHe M H3TerIsiHe Ha HAapTHAH OT ICKAPCTBEHHM NPOAYKTH IO CHIATAa Ha
Hapenbara 3a ycnosuaATa H pejia 3a 6IOKMpaHe M U3TErVISHC HA NEKAPCTBA OT IPOH3BOJHTEIH,
CKJIaZ0BE 3a THPrOBHA Ha €IpO ¢ JIEKAPCTRA, ANTEKH, IPOTEPHH H JieueOHH 3aBEICHUS, CHIIUATE Ce
BB3CTaHOBABAT B bonmnuynara antexa na CBAJIO EAJ, kaTo KonugecTBO H coenu(pHKAIM, 3a
Hallla CMETKA;

- TpeAjaraHuTe OT HAac IPOAYKTH Ca BKIIOUEHH B llO3UTHBHHA JleKapCTBEH CIHCEHK,
aKTyalleH KbM JaTaTa Ha [10JaBaHe Ha ofepTara (KOraTo € IPHIOKHMO);

- BCHYKH IPeIIaraiy OT Hac CTOKH e ObJarT JIOCTaBAHH B OMAKOBKA, KOATO € HenoxadeHa,
pasKbCaHa, 3alanaHda HIH ¢ BCIKAKBH APYTH BHAMMHM Oelle3H, KOUTO HE HO3BOJISBAT Pa3uyHTaHe
Ha JIAaHHUTE U MHGOPMalUATa BBPXY chIMTe. ONAKOBKaTa Ha JOCTABSHHMS TEKAPCTBEH MPOAVKT
(TbpBHYHA H/HUIH BTOPHYIHA) M CAMHTE H3JENAS i€ OTIOBApAT Ha M3HCKBAHWATA HA 3aKOHA 3a
JEeKapcTBEHUTE IPOAYKTH B XyMaHHaTa meaunvHa 4 Ha Hapemba Ne 38 3a usuckBaHmaTa KbM
JNaHHWUTE BLPXY ONAKOBKHTE M B IMCTOBKHTE HA JIEKAPCTBEHATE MPOAYKTH;

- B Cllydail, 4¢ NPEACTaBIsIBAHMAT OT MEH YUYacTHHK, Obje H30paH 3a H3IBIHHTEI HA
obluecTBeHaTa MOpPBYUKA, e OBIAT OCHI'YpeHH HeoOXONHMHTE KOMHYECTBA M HAJIHYHOCTH OT
MEIMKaMEeHTH, 33 H3BbPIIBAHE HA JOCTABKHTE 3a NENHs EPHO Ha IOTOBOPA, TOYHO H B CPOK;

- B Clly4aif, Ye IpPeACTaBIABAHHA OT MEH y4acTHHK Obje M30paH 34 W3IBIHMTEN, IIC

H3ITBIIHABAME 3a0BIIKCHAATA CH IIPE3 NEIHA JOIMOBOPEH CPOK.

CPOK'LT Ha TOAHOCT HA JICKAPCTBCHHUTE NPOAYKTH KBM JIATHTE HA BCAKA ¢Ha JOoCTaBKa IIIe

6B2e He O-MaNTbK 0T 65 % /mecTieceT U NeT NPOLeHTa/.
llpreMam na H3BEPINBAM JOCTABKHTE Ha HOTOBOPCHH CTOKH B CPOK 10 24 /nBamecer u
4eTHpH/ Yaca, a IIPH CICITHOCT 10 2 /aBa/ 4aca OT IoNyJaBaHe Ha MCMEHa 3asgBKa OT CTpaHa Ha

BB3NIOAKHTEILA.

IIpuemam nnammaseTo Aa ce H3BBPIIBA C IJIATEXKHO HapEXIaHe 110 6AHKOBATA HY CMETKA B
fanxa: DBHII Ilapmba C.A. - xunon Codua; BIC: BNPABGSX; IBAN:
BG25BNPA94401020015410, B cpox - 60 muu, cnex H3BbpIICHa TOCTABKA, H3Aa/1eHa (PaKkTypa |
JIBYCTPaRHO TIO/IACAH pHeMO-IpeaaBaTeleH MpoTOKON 33 BCIKa €HA JOCTABKA.

Ipeqmaram  cnepnute  npedepeHNIHH /HaTypaniu pabaTtH, TBPIOBCKH  OTCTHITKH,
CIIOHCOPCTBA U IPYTH /KOTar0 € NPHI0KHMO/ - BCHYKH OTCTHIKH H palaTH ca BKJIHOYEHH B

npeJaoKeHuTe KpafiHu eHu.

Ti6- 2




Jara: 04.10.2016 1. HME H ®AMUJINMA: n-p EMUJI JAHEB

Pazacuenue 3a nonvagane Ha Oopasey Ne 1
Texnuueckomo npedrogicete — 06pa3er4 ANe 1, e wepaszdenna uacm om oqbepmama

JUACMHUKA U Ce NPeOCmacsa 8 3aneyamanama HenpoPayHa OnaKoexa;

1L

2.

1.

=)

HE[/IJID)KCHHH KBM TEXHHUCCKOTO NPEAJIOKEeHNE:

Tabnuia 3a TeXHHYECKO CBOTBeTCcTBHEe (OOpazen Ne 2) Ha XapTHEH HOCHTEN M Ha
eJleKTpoHeH HocuTen - CD.

3aBepeno OT y4acTHHKa KOITHE OT JOKYMEHT, H3JaCH OT NPOHU3BOANTEI HIIH [IPUTEKATEN
HA pa3pelieHre 3a yrmoTpeda s oT odHLuaies THCTpUOYTOP, JOKA3BAIl IPaBoTo My Ja
JIOCTaBs JIEKAPCTBEHHS NPOJYKT - OTOPH3AIMsA, JOTOBOD 32 DUCTpHOYLMS WA ApPYr
DOOXOAAII JOKYMCHT. B ciaydail, 4e OMHCaHWAT JOKYMEHT € M3AaleH OT JIHIE, PasnnuHo
OT TMPOH3BOIMTENS/TIPATEKATENA HA PA3PENINTEIHOTO 33 ynorpeda, y9acTHHKBT cliehBa
JIa TIOCOHH TIPABHATA BPH3Ka (Ia MpeJCTaBH JOKYMEHT) MEeXIy H3IaTeNld Ha JOKYMEHTa U
IPOH3BOAMTENA /IPUTEKATENs HA pPa3pelUTENHOTO 34 ynorpeba HA  CHOTBETHMS
TPOAYKT;

34BepeHo OT yYaCTHHKA KOIHE Ha BATMIHO pasperieHde 3a YIoTpeba Ha JeKapCTBEHH
HPOAYKT B CTpaHaTa, H3dadeHo no pexa Ha 3JIIIXM unu mo pena Ha Permament /EOQ/ Ne
726/2004r. B cnywa#l, 4e nekapcTBEHMA MHpOOYKT C€ HamMupa B IIPOHEAypa 3a
TIOJTHOBSABAHE HA paspelleHueTo 3a yroTpeda Uiy de pa3pelicHHETO 3a yuoTpeba u3Tnyua
npez 2016 r., yYaCTHHKBT AEKIapHpa B CHOTBeTCTBHE ¢ w155, an.6 or 3JIIXM, e
KOJIMYECTBATA OT JIEKAPCTBEHHS TPOIYKT Ca HATHYHH.

Jlekmapanuss OT HMETO Ha YYaCTHHMKA 33 OCHTYPSABAHE HA HEOOXOAMMHTE KONH4ECTBA
JIEKAPCTBEH MPOJAYKT — CBODOIEH TEKCT;

JHexmapamud 3a chrilache ¢ KJIay3uTe Ha IPHIOKEHH IPOEKT Ha Jorosop (obpasen Ne 6);
Jlexnapauus 3a cpoka Ha BaNHJHOCT Ha odeprara (oOpaser Ne 7);

B cinyuaif, ye oepraTa ce HONIHECBa OT JHIE, PA3IMUHO OT YYaCTHHKA HIH HETOB
3aKOHEH IPENCTABHTEI, KbM Hed C€ IIPHJIara HOTAPHAIHO 3aBEPEHO MNBIHOMOINHO —
OPMTHHAJ HIIH HOTAPHAIHO 3aBEPEHO KONHE. — He € MPHIA0KHMO.

Hexnapamus mo @i1. 102, an. 1 u an. 2 ot 3011, axo e npmnoxumo (Obpazen No 12) — e e

HNPHJIKHEMO.

Ho,urmc3 :

O6pazey Ne 1 ce nodnucea om 3aKOHHUA Npedcmagumen HQ YYACIMHUKA UIL HAOAEICHO

VIBAHOMOUERO Tuye;

Axo yuacmuurvm e obedunenue, Obpaszey Ne 1 ce npedcmass om umemo Ha obeduneniemo

YUACHMHUK U Ce NOONUCEA OM NApmHbLOpd, KOUMo npedcmaesiaca obeduHeHuemo 30 yenme

Ha 00UjeCMBEHAMA NOPBYKA UAY HAOAEINCHO YHBAHOMOUJEHO JTUYe; .><\

Jloxymenmvm 3a YWbAHOMOWABANHE € Hepa30eaHd Yyacm Om TexHu4eckomo npeorodcenue i

ce hpedcmaea 6 OPUSUHANR AW HOMAPUARHO 346ePeH0 KORue.

3 JAOKYMEHTBLT Ce NoANMCBA OT 3aKOHHMA NpeacTaBUTEN Ha yMaCcTHHKA, MAW OT HaANeHHO YTbAHOMO,
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HepuanuHo nosTapsmu ce AOCTABKM Ha JEKAPCTBEHH NNOAVKTH 3a myxaure Ha CEAJIO E

Obpazey Ae 2.

TABTTHIA 34 TEXHHYECKO ChOTBETCTBHE
A’ mo 31 o6ocobenn no3umun

Konuuecrso Ha Mpeanarana Tbproecko HawmeHoBaHKe Mpouseoauren/
Ne Z”Mﬁwuwhmﬁho:o fNexapcTaena aKTUBHOTO MporHo3uo emmvsr__qmm apATeXaTen Ha PY
thopma nekapcTeeHo KONWYECTEO A0 onakoe
HauMeHoBaHue /INN/ BEWECTRO
M | Doxorubicin Accord, Accord
Concentrate for solution for | Healthcare
infusion, 2 mg/ml-25 ml, mg, | Limited,
Pack: 1 QbenmsEecHO
Kpancteo
concentrate for P
16 | Doxorubicin solution for infusion | 2 mgimi-25 mi mg 100 chn.
IIOIINC:
Hara: 04.10.2016 rox.
Wme u pamumra: p-p Evan Janes
JUThKHOCT: ynpaBHTen , p
Hawmvenorarnue na yyacTruka: »MEJTEKC“ 00
//
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Obpazey Nef.
TEXHHYECKO IIPEJTOKEHHE

Ji (s
»CBAJIO” EAJT
YJL ,IVIOBIMBCKO HOJIE” N

I'P. COdnn

TEXHUYECKO IIPEUIOKEHUE
3A UBOBJIHEHUE HA HOPLYKATA

Hanmenopanpe Ha wopbuykara: | [lepu MYHG NOBTAPMINH ce JOCTAaBKH ya
AEKADPCTBEHH NIpoyiTH 32_HY)KIHTEe Ha  CRAJIO EAID” nmo 31 obocobenny O3 M}
Bo3aoskuren: CBAJIO EAJT

HaCTOSH.HOTO TEXHHUYEeCKO IIpeAnoXeHte e IonaneHo or a-p EMHAJT AJIEKCAH,ZIPOB
AAHEB 5 xavecrroro MY Ha ynpasuren na »MEJEK(C* 00Xa, EH
StIysKACCTpANHO—THNe 131268894, cpc CCRaliMite u anpec na ynpasnewue / nocroguey anpec: rp,
Codun, paiion Mnanocr, ks, T opybasne, yi. »Camokroseko moce” Ne 2 JI, Tuproeexn HUEHTB]
»boma”, Npencrasnagano ot &-p Emun Janes u Benuzap dparoes, B Ka49eCTBOTO HM na

5

I
¥nupaBurenu — 3aeqHo u nooTxenno . 3

YBAJKAEMU JAMU U T OCHonA,

Hpeacrabav Bu namero TEXHHYECKO IIpeanoxenne sa H3UBIIHEHHE Ha 0OmecTReHA
NOpEHKa ¢ ipenmMer ,, [locTagka Ha IeKapcTBeHn nponykTy 3a Hyxnute Ha CEAJIO EAIT.

lpuemam cpoxsr ma BallMOHOCTTa HA Hammata odepra aa Geue 180 /eTo u ocempece
KaJleHAapHu BN (Haii-Maixo 180 num), cumrrano or KpaiHRs cpok 3a mogasame Ha odepTn.
lapantupawm, ve cume g CBCTOAHHE Nd HAITRIIHIM Ka4ecTBeHo u B nocouenmy ITO-TOPe CPOK

Nonwnsa ce camo g cny4ali, ye odeprara ce 0A3Ba o1 nbAHOMOWMUK, Kato ce nocovea gata u per.Ng_ya
HOTapuanHo saeepenoro MbAHOMOWHO U ce npunara MbAHOMOWHOTO cbo6pazHo YKazaHuATa za noaropd;

s:




- ohepupaHyTe OT HAC UEHH 3a JCKapCTBEHHTE NPO/AYKTH OT nosuuus Ne 17, ca BKIovenH
B [To3uTHBHHS JIEKapCTBEH CIMCHK H He HAJBHIIABAT pedepCHTHHTE CTOHHOCTH 3a OIAKOBKa C
pmouer JIJIC, mocouend B ITJO3WTHBHHS IEKapCTBEH CHUCHK (HOMB/IBA C€ KOTaro e
MIPHITOKEMO);

- opepupaHHTE OT HAC LEHH 3a IEKAPCTBEHATE NIPOJIYKTH 0T no3uuus Ne 17, ca BKIIOIEHH
B [To3UTHBHHS JeKapcTBEH CIUCHK, [IpHIIoKeHRe 2 M He HANBHINABaT pe)ePEeHTHHTC CTOHHOCTH
1a onaxoska ¢ Brmouen JJIC, nmocouens B [To3MTHRHES JIEKApPCTBEH CIHCHK, IIpuioxeHie 2,
KaKTO W He HamsuuraBarT goropopendte ¢ H3OK meHH, CBIIacHO CBIVIACHO AeHCTBAIIOTO
3aKOHOJIATEICTBO, 3a ONpENENsHe HA OCHOBHHA MHAaKeT 3/APaBHH [CHHOCTH rapaHTHpaH oOT
Sroyuxera Ha H30K (ako MMa JOTOBOPEHH TAKHBA) - (LIOIBIBA €& KOTAaTo € MPUIIOKIMO);

- IpH TIpOMsHa Ha crofiiiocTTa o wi.50 oT Hapen6ara 3a pery/iupaHne H pETHCTPHPAHC Ha
FIEHHTe HA JICKAPCTBEHWTE INpPOJYKTH, yCIOBMATA, NPABHIATAa ¥ KPUTCPUHIC 33 BKIKOYBAHE,
[IPOMEHH /WY M3KIKYBaHE Ha IEKApCTBEHH HPOXYKTH OT IJO3HTHBHUA NEKRPCTBEH CIMCBK U
ycnoBusATa B peAa 3a pafora Ha KoMucusTa no 1enu 1 peumOypeupase (pedepenTHara ueHa),
KaKTO ¥ Ha jgoropopupanara TakaBa or H3O0K, B cmy4aii 4e cplmata CTaHe IIO-HHCKA OT
norosopenara, ,,CBAJI no Ouxonorms” EAJ] OesycnoBHO e HM 3aIllamia JICKapCTBEHUTE
TPOIYKTH Ha IIO-HACKATA IICHA, OT JaTala Ha BJIM3aHe B CHlid HA KOHKPETHOTO PEIIEHUE, KAKTO A
334 HANMHYHH AOCTABKH KBEM Ta3y 1ard,

- TIpu 6AOKHpaHe M W3TErjsHe Ha MapTHIOM OT JEKapCTBCHM HPOAYKTH 1O CHNaTa Ha
Hapenbara 3a yclnoBHATa B pefa 3a OIOKApaHe M M3TErUsiHE Ha JICKApCTBa OT NPOH3BOMUTCIH,
CKIIATOBE 3a THPTOBHS Ha €Ip0 ¢ JISKAPCTBA, alTEKH, APOrepHH i Je4eGHH 3aBefICHHS, CBUTHTE C&
Bb3cTaHORIBAT B Bonmmunata antexa na CBAJIO EAJI, kaTo KONMYECTBO H CHECNHpHKANNS, 34
HAIlla CMETKA;

- mpe/ularanmTe OT HAC NPOJYKTH €a BKIIOYCHH B IIO3MTHBHHSA JICKapCTBCH CIIMCEK,
aKTyaleH KbM [aTaTa Ha IojaBane Ha odeprara (KOraro € IpHIOKHMO);

- BCHUKH IIPEJIAraHH OT HAC CTOKH 1iIe OBaT JOCTABAHH B OTIAKOBKA, KOATO € HelloxabeHa,
pasKbcapa, 3alalaHa UM ¢ BCAKAKBH OPYTH BHJMMH 6€ie3H, KOHTO HE NO3BOJABAT PasuATaHe
Ha JaHHUTe W HH(OPMalHITa BEPXY chimuTe. OnakoBkara Ha J0CTaBIHHA JEKApCTBECH MPOAYKT
(IbPBHYHA WM/HIH BTOPHYHA) M CAMMTE HM3JEIHA HIE OTrOBAPAT HA M3UCKBaHWsATA Ha 3aKOHa 32
JNeKapcTBEHUTE TIPOAYKTH B XyMaHHATa MenuivHa W Ha Hapenba No 38 3a u3nckBaHHATa KBM
JaHHUTE BLPXY OIIAKOBKHTE H B JIICTOBKHUTE Ha JIEKAPCTBEHUTE IPOAYKTH;

- B cnyvaif, 4e NIpefCTABIABAHHAT OT MEH YYacTHUK, Oble u30paH 33 H3NBLIHHTEN HA
obIecTReHaTa MOPBYKa, e OBJAT OCHIYPEHH HEoOXOJMMMTE KOJIHYecTB2 M HAIMIHOCTH OT
MeIMKaMeHTH, 3a H3BLPIIBAHE Ha JIOCTaBKUTE 3a [Ie]iMd IEPHOI Ha JOroBOpPa, TOYHO H B CPOK;

- B ciyd4ail, 4e NpeACTABIABAHUA OT MEH Y4acTHHK Obje u30paH 3a H3NBIHHTEN, e
W3BIHABAME 3aBIDKEHHATA CH IIPe3 LI TOTOBOPEH CPOK.

CpOK'LT H4 roJHOCT Ha JeKAPCTBCHHUTE NPOAYKTH KbM JAaTHTC Ha BCAKA CIHA JOCTaBKa IC

feIe He Io-ManbK oT 65 % /ulectaeceT U MeT IPoueHTa/.
IlpremMam 1a M3BBPIIBAM JOCTABKHTE Ha JIOTOBOPEHH CTOKH B CPOK [0 24 /npameceT M
ApH/ Yaca, a IPH CHEmHOCT A0 2 /ABa/ yaca 0T No/y4aBaHe Ha [IMNCMEHA 3asBKa OT CTpaHa Ha

BBINTOAKUTEIA.

TIpreMaM TUIAINEHETO [ja Ce H3BBPINBA ¢ INIATCKHO Hapekaane no OaHKoBaTa HH CMETKA B
ganka: BHII Ilapuéa C.A. - xnon Codun; BIC: BNPABGSX; IBAN:

BG25BNPA94401020015410, B cpok - 60 muu, ciies H3BbPIICHA J0CTaBKa, H3aleHa (hakTypa u
/' JBYCTPaHHO TO/UHCAH IPHEMO-TPE/IABATCIICH IIPOTOKOI 33 BCAKA €j1HA AOCTABKA.

Ipennaram crepupTe upedcpeHIHH /HaTypaiHW pabatd, TBPrOBCKH —OTCTBIKH,
CIIOHCOPCTBA ¥ APYTH /KOraro € IPHIOKHMO/ - BCHYKH OTCTHLIKH # padaTd ¢a BKJIIOYCHH B

HperI0KeHHTe KPAHHH IeHn.
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Hl!lfIJIOH{eHI{ﬂ KbM TeXHHYECKOTO HPEAT0KEHHE:

1. Tabmma 3a Texumuecko ChoTBETCTBHE {OOpaszeny Ne 2) Ha XapTHEH HOCHTENI H Ha
CIEKTPOHEH HOoCHTeN - CD,

2. 3aBepeHo or yuacTHHKa Komme OT JOKYMEHT, H3/1a/IEH OT NPOHU3BOAHTE HIH OpUTEHEATEN
Ha paspeuienue 3a ynorpeba uim ot opunHaney AHCTPHOYTOP, NOKA3BAL] IPABOTO My 1a
AOCTABA NEKAPCTBEHHS POXYKT - OTOpH3ALUA, KOTOBOP 3a AUCTPHOYLMS M apyr
TOAXomsny NOKyMeHT. B cywait, ve ommcanmsy AOKYMEHT € H3I4/teH OT JIHIIE, PA3IHYHO
OT IPOH3BOAMTENI/IPHTEXATEN Ha PA3PCIINTETHOTO 38 YNOTpeba, YYacTHHKDT cresBa

IPOAVKT;

3. 3aBepeno oT yyacTHHKa xomme Ha BATMIHO paspellenne 3a ynotpeba Ha JICKapCTBEHHS
TPOAYKT B €TpaHata, 3/lafieno o peaa Ha 3JIITXM HJIK 110 pena na Pernament /EQ/ No
726/2004r. B cnyuait, we JICKapCTBCHUA TIPOAYKT Ce HaMupa B npouenypa 3a
[IOLHOBABAHEC Ha paspeleHHeTo 3a YuoTpeba UM ve paspennenueTo 3a yiioTpeba ustHua
npes 2016 r., yuacTHHKBT ACKIapHpa B CBHOTBETCTBHE ¢ w55, am6 or 3MTXM, ue
KOIIIecTBaTa OT IeKapCTREHHS POAYKT ca HaJIMYHH,

4. Nexnapauma ot umero Ha YHACTHHK2 34 OCHIypsiBaHe Ha HeoGXomuMuTe KONHYeCTBa
JIEKAPCTBEH MPORYKT — CBOGOIEH TEKCT;

5. JHexmapauns 3a cernacue ¢ KJay3uTe Ha IIPUJIOKEHHS TIPOEKT Ha ZI0roROp (06pazern Ne 6);

Hexnapauus 3a cpoka na BATHIHOCT Ha oepTaTa (obpaszeir No ;

7. B cnyuaii, ue odeprara ce moanmcma ot JHIE, PA3IMYHO OT YYaCTHHKA HIH HEroR
34KOHCH HPeICTABHUTEN, KbM Hed ce TpHilara HOTAapHAIHO 3aBEPEHO ITBIHOMONIHO -
OPHUTHHAJI UITH HOTAPHATHO 3aBEPEHO KOIHE. — He e NPRAOKHMO.

8. [Mexnapamus no i, 102, an. T man. 2 or 3011, axo e mpumosKHMO (Obpazeir Ne 12) —

NPHIA0KUMO.

=

ex
Hara: 04.10.2016 r. HUME U ®AMMITUS: a-p EMHJI TAHEB @ed

Moamuc?:

e €

Pazacuenue 3a nowvasane na Obpazeu M 1: e

1. Texnuuecwomo npednodicernye — Obpazey Ne 1, e Hepasdeana wacm om ogepmama a
Yeacmuuka u ce npedcmaes & sanevamanama HENPO3PAYHA ONaKo6Ka;

2. Obpasey Ne 1 ce nodnucea om SAKOHHUA npeOcmagumen Ha yyacmuura wny Hao01eCHO
YHBAHOMOWEHO Auye;

3. Axo ywacmuuxwem e obedunenue, Obpasey Ne | ce npeodcmaes om umemo na obedunenueno

YHacmHuk u ce noonucea om nApmieopa, koumo npedcmaenssa obedunenuemo 3 yenune

4. Jdoxymenmovm szq YAbIHOMOWaeane e nepaszdenna vacm om T EXHUYECKOMO npedroxcenie
ce nPeoCmassn & opuzuHan uy HOMAapuano 3asepeno Konue.

Ha oﬁwecmeeﬁama NOPBYUKA UAH HAOREHCHO YrviHoMoweno Auye; i\x\

3 BOKYMeHTLT cef NICRA OT(3aKOHHMA NpegcTaBMTEN Ha YHACTHUKA, AW OT HAJIEKHO YABLAHOM

"\



Obpazey Ne 2,

TAB/IHIIA 34 TEXHHYECKO CHhOTBETCTBHE
Tepunnsno nOBTAPAINM ce AOCTABKH HA JICKADCTBEHH IPOAYKTH 32 HYMIAHTe HA CBAJIO EAJT” no 31 06ocobenn mozummu

MeRayHaRomio KonuuecTao Ha Npegnarasa Trproecko HauMeHOBaHWe ::%Msumhhsmmﬁz
Ne :Ha__m__w._.m_.—_v._._ﬂ NekapcTeena AKTUBHOTO MporHoaxo thabpuuna puTeKaren
thopma TIeKAPCTBEeHO KOMWYECTBO A0 ohakoBeka
HaumeHosanue ANN/ BEIECTRO
" | Cisplatin Accord, Accord
Concentrate for solution for | Healthcare
infusion, 1 mg/ml - 50 ml, Limited,
mg, Pack: 1 Obenuueno
Kpancteo
concentrate for 1 mg/ml - 50 P
17 | Cisplatin solution for infusion mi m 2000 ¢n.
TMOAIHUC:

Hara: 04.10.2016 roj1.
Vive 1 pavwmms: g-p Emmon Tanes

Hmbxnoct:

Hamvenosanue na yuactunka: ,, MEJEKCH OO\H &

YIIPABHTEN

T17 - 4




Obpazey Nef,
TEXHHYECKO HPETOKEHHE

(s
»CBAJIO” EAJT
VL ,INIOBJUBCKO HOJE” Ne 6

I'P. CO®Ug

TEXHHYECKO IIPEIOAKEHUE
3A MBITbJIHEHUE HA ITOPBYKATA

HaumenoBanume ma nopbukara: ,,_ Iepugmuuo IOBTaPAIMH _ce NOCTABKH Ha
JACKADCTBEHH NDOAVKTH 3a nyswanre Ha CBAJOQ EAA” no 31 odocobenr _mosnunn
Branoxuren: CEAJIO EAL

HacrosgmoTto TEXHHYECKO NpEmIoKeHHe e nomaneHo oTt g-p EMHJ AJIEKCAHIPOB
HAHEB B kauectroro MY Ha ynpaeuTen Ha ,MEJEKC* 001, EHU

sa-nSrRecTpato—mne 131268894, cne Cellamiue n anpec Ha ynpasnedue / NOCTOHEH aapec: rp.
Codms, paiion Mnagocr, ks, Topy6asne, ya. »CaMoKoBeKo moce” Ne 2 JI, Trprosexn HEHT®p

»bonna”, mpencrarugsano OT O-p Emaa aner n Bemuzap Adparoes, B kauecTBOTO HM Ha
el

<

E —

1
Yopaeutenn — 3A€AHO H IT0OTHETHO .

YBAKAEMH JAMHY U T'OCIIONA,

Ipencrasam Bu mamero TCXHHYECKO NPEIOKEHHE 33 H3MBIHEHUe Ha ofluecTBena
TIop®HKa ¢ npeamer ,, JJoctaska ma JIeKapCTBEHH NPOAYKTH 3a Hy)IHTe Ha CEAJIO EAJT”.

Mscro Ha mW3nBIHeHHE Ha nopwukara: crpamara wa CBAJIO EALL, rp. Codus, yi.

»ILioBIMBCeKO TTONTE” No 6 , Bonanyna anrexa;
Ipuemam cpoxsr na BaIMIHOCTTA Ha Hamara odepra na 6b1e 180 /cTo m ocempecer/
Kajdenpapnu nnm (Haii-manko 180 AHH), CIHTAHO OT KPaHHHA CPOK 3a IIojlaBate Ha odepTH,
FapanTupam, 4e cme B cncrosuye A8 H3NBIHAM Ka9ECTBEHO H B OCOYCHHs 0-rope cpox
HCPBUKATA B IIBJHO ChOTBETCTBHE C TORA TEXHHUYECKO IPEUIOKECHHE.

Crnexn karo ce 3amosnax ¢ YENnosuATa Ha Beanoxurens 3a yuacrue » OTKpHTa Npomuezypa 3a
BE3NaraHe Ha odulecrsenata nopbuka, 3aABIBAM, Y€ JOCTABKUTE INE H3BBPIIBAME TIpH CIICAHHTE
YCIHOBHH:

1. Iipemmaram JACKaPCTBEHH TIPOJYKTH € /0Ka3ad MPOU3X0a, 1mOAPOGHO OnMcaHi
Texuuueckara CHENM(HKANHSA, HEPA3AELTHA YacT OT HACTOAIOTO NPeIoKEHHE 32 HAMBIHEHH
Ha IIOPBYKATA, CHLOTBETCTBAIIH Ha HOPMarHBHO YCTAHOBECHUTE M3UCKBAHHS,

2. Nexnapupam, ue:

! Nocousa ce 3AKOHHMAT NPEACTABMTEN Ha YYaCTHMKA.
’ Nonvnea ce tamo & cayvaid, ue odeprata ce NCAABa OT MbAHOMOWHKK, KaTo ce nocousa Aata u p
HOTAPHANHO 33BEPEHOTO MBLAHOMOLHO M ce NPUNAra MbAHOMOWHOTO cbo6pa3Ho YKasaHusTa 323 Nog

odeprara.

Ti8- 1



- opepHpaHHUTE OT HAC [IEHH 3a JIEKAPCTBEHHTE NPOMYKTH OT mo3uuus Ne 18, ca BritoueHH
B [TO3HTHBHESA HEKAPCTBEH CIIUCHK H HE HajBUINABAT peepeHTHHTE CTOMHOCTH 34 OIEAKOBKA C
smoues JIJIC, nocoyermu B Ilo3UTHBHES JiekapcTBEH CHHCHK (IIOOBIBA Ce KOraro e
MIPHITOIKHEMO );

- ohepupannTe OT HAC [IEHH 3a IEKAPCTBEHUTE NPOIYKTH OT mo3untus No 18, ca BKIKOUEeHH
B Ilo3uTHBEMSA JEKapCTBEH CIHCHK, [Ipunoxenne 2 U He HaJBAIIABAT pe()ePEHTHATE CTOMHOCTH
3a opaxoBka ¢ Biiaoden JIJIC, mocouenn B TosurusHMs neKkapcTBeH cOHMCHK, Ilpunoxenne 2,
KaKkTO W He HajpHmasaT morosopeHHTe ¢ H3OK 1eHM, CBIImacHO CBITIACHO IEHCTBAIOTO
3aKOHO/IATENCTBO, 34 OIpEAeNsHe Ha OCHOBHHMSA IIaKeT 3[paBHH ACHHOCTH TapaHTHPaH OT
Hromxera Ha H30K (axo uMa JOrOBOPEHHM TaKisa) - (IIONBIBA C¢ KOraTo € IIPHI0XHAMO);

- IpH pomsHa Ha cToifHocTTa mo 91,50 ot Hapenbata 3a perynmpane u perucTpupaHe Ha
LEHATE Ha JIEKAPCTHEHHTC TIPOMYKTH, YCIOBHATA, IIpaBHIaTa M KPHTCPUHUTE 3a BIJIOYBAHE,
IPOMEHH H/HIA H3KIIOYBANE Ha JICKAapCTBEHH NMPOoAYKTH OT [I03HTHBHHA JTCKapCTBEH CIHCHK H
yCIOBHATA U pejta 3a pabora Ha Komucuara no niesn ¥ peumbypcupane (pedepeHTHaTa IeHa),
KaKTo M Ha aorosopdpaHara Takasa oT H3O0K, B ciyya#h uye cpmaTa cTaie TO-HHCKA OT
norosopenara, ,,CBAJl mo Omxonorms™ EAJ] 6e3yclnoBHO e HH 3amlalia JCKAPCTBEHHTE
NpoAYKTH Ha IIO-HHCKATa 1eHa, OT J]aTaTa Ha BIH3aHEe B CHJIa HA KOHKPETHOTO PEIICHHE, KAKTO U
3a HAJTHYHH JOCTABKH KbM Ta3H JarTa,

- Tpu GNOKHpaHe W H3TETISIHE HA NApTHAM OT JEKApCTBEHM INPOXYKTH IO CHJIATa Ha
HapenfaTa 3a ycnoBHaATa H pelia 3a ONMOKHpaHe W H3TErNsHe Ha JeKapcTBa OT IPOM3BOIMTEIH,
CKJIaZOBE 3a THPTOBHs Ha €APO C JIeKapCTBa, anTeKH, APOTepHH H IcieOHH 3aBe/CHAs, ChIIUTE Ce
BB3CTAaHOBABRAT B bomuuunara anteka Ha CBAJIO EAJI, kaTto KOMHYECTBO M CHCMUDHUKANAA, 38

Hallia CMETKA;
- TpeAnaraHuTe OT HAC TIPOLYKTH ¢a BKMO4eHH B IlO3HTHBHHA JECKapCTBEH CIIHCBK,

aKTyaJleH KbM JaTaTa Ha TIojlaBase Ha oepTaTa (KOTraTo € MPHI0KHMO);

~ BCHYUKH NPEIaraiy OT HAC CTOKH i1ie OBAT JOCTABSHH B OIIAKOBKa, KOATO € HemoxabeHa,
pa3sKbCaHa, 3aHanaHa WiM ¢ BCAKAKBH ADPYTH BHJIMMH OeilesH, KOMTO He II03BOJIABAT pa3uuTaHe
Ha JagpuTe H HH(pOpPMAIHATa BEpXY chliuTe. OnakoBKaTa Ha JOCTaBAHHA JIEKApCTBEH HPOLYKT
(ABpBUYHA W/WIIM BTOPHYHA) H CAMHTE H3JIENHA LIe OTroBapAT Ha H3MCKBAHHATA HA 3aKOHA 34
NeKapcTBEHUTE MPOAYKTH B XyMaHHaTa MeJHIUHA ¥ Ha Hapenba Ne 38 3a M3MCKBaHHATZ KBM
JaHHHTE BHPXY OIMAKOBKUTE H B JIHCTOBKHTE HA JICKAPCTBCHUTE IIPOAYKTH;

- B ClIy4aii, ue MpeNCTABJISBaHHAT OT MEH y4YacTHUK, ObAe H30paH 32 H3IBIHHTE] Ha
o0lecTBeHaTa MOPHUKA, Iie 0BT OCHIYPECHH HEOOXOJUMHTE KONUYECTBA M HAIMYHOCTH OT
MeIUKaMEHTH, 33 H3BLPIIBAHE HA IOCTABKHTE 3a LIeHs IePHO Ha JOr0BOpa, TOYHO H B CPOK;

- B cayyail, uc NPeACTaBIABaHHA OT MeH YYacTHHK OLje u30paH 3a M3NBJIHUTEN, IHE

/ H3IOBJIHABAME 3aBIDKCHHATA CH IIPE3 HENNA JOTOBOPCH CPOK.

CpOK'LT Ha rOJHOCT Ha JECKAPCTBCHHUTC IIPOAYKTH KbM JATHTE Ha BCIKA €OHa JOCTABKA IIC

OBJ1e HE TIO-MATBK 0T 65 % /ectaeceT U IeT Mpolen1a/.
e IMpreMaM ma M3BLPHIBAM JOCTABKHTE HA JOTOBOPEHM CTOKH B CPOK A0 24 /mBajecer u

—
4eTHPH/ 9aca, 4 [IPH CIEIHOCT 40 2 /nBa/ yaca OT MOJy4aBaHe Ha IIMCMEHA 3asBKa OT CTpaHa Ha
BB3JIOHKHTENS.

ITpHeMaM IIAIMAHETO Ja e H3BBPIIBA C IUIaTeKHO Hape)KaaHe o 6aHKkoBaTa HH CMETKA B
ganxka: BHII Tlapnoa C.A. - xkaom Copus; BIC: BNPABGSX; IBAN:
BG25BNPA94401020015410, e cpox - 60 nuu, cne M3BLPHICHA NOCTABKA, H3ajieHa (aKTypa U
JIBYCTpPAHHO HOANMCAH MPHeMO-IIPeaBaTeleH IPOTOKO 32 BCAKA €HA JOCTaBKa,

(- [Ipennaram crneneure mnpedepeBUNM /HaTypanHd pabaTH, TBProBCKM — OTCTBIIKH,
CIIOHCOPCTRA M APYTH /KOTATO € HPHIMKHMO/ - BCHUKH OTCTLIKH B PadaTH ¢a BKJIIOYMEHH B

cHUTE KPaiiHH HeHH.

N
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Hara: 04.10.2016 r. UME H QAMHIIMAL: a-p EMWJT JTAHER

IIpunoxkenua kbM TexanYecKkoTO npeAnoKeHme:

1. Tabnuma 3a Texmuuecko CHOTBETCTBHE (Obpasen Ne 2) ma xaprien mocmten u Ha
ENeKTpoHeH Hocutesd - CD.

2. 3aBepeHo OT YYaCTHHKa KOIHE OT AOKYMEHT, H3AACH OT MPOU3BOANTEN HilH IPUTEIKATEN
Ha pasperueHne 3a ynorpeba Hin ot odunuaien AucTpuOyYTOp, OKA3RAI IIPABOTO My Aa
AOCTaBA JICKAPCTBEHUS NPOIYKT - OTOPH3AIMS, AOTOBOp 3a AMCTPUOYLMSA HIH Ipyr
TIONXONSIL IOKyMEHT. B city4ai, We ONHCaHMsT TOKYMEHT € M3maneH oT NHNE, PAmIHIHO
OT MPOH3BOIUTEINA/IPHTEHATENA HA PA3PELIATENHOTO 3a ynorpeba, y4acTHHKBT ClieBa
Aa 1I0COYH IIpaBHATA BPB3Ka (J1a MPE/ICTABH JOKYMEHT) MEXIY H3NaTeNs Ha JOKYMEHTA U
NPOU3BOMMTENS /IPHTEKATENS HA pPaspellHTENHOTO 3a ynorpeba Ha CLOTBETHHS
IIPOIYKT;

3. 3aBepeHO OT yuacTHHKA KOIMe Ha BAMIHO pa3spelieHHe 3a ynoTpeba Ha NeKapcTBEHHs
HPOAYKT B CTpaHAaTa, H3AaleHo 1o peaa Ha 3JIIIXM iy mo penaa na Pernament /EQ/ No
726/2004r. B cayuwait, ue JICKApCTBCHUA [POJYKT ¢e HamMpa B IpoUeAypa 3a
OAHOBABANE HA PAspENICHUETO 3a YNoTpeba WK e paspelleHHeTo 32 ynorpeba u3artnya
npe3 2016 r., y4acTHHKBT ACKIapHpa B CROTBETCTBHE ¢ w55, am.6 or 3JIITXM, ue
KOJIM4ECTBATA OT IeKapCTBEHHS IPOYKT Ca HANHYHH.

4. Jlexnapanus or uMero Ha YHaCTHHKa 3a OCHTYpSBaHE Ha HeOOXOMMMHTE KOJHYCCTBA
JIEKapCTBEH NPOLXYKT - CBODOMEH TeKceT;

5. Jexnapamust 3a cernacie ¢ KIIAY3WTE Ha OPANOKEHHS POSKT Ha JOTOBOp (obpaser; No 6);

Jexnapamus 3a cpoka Ha BammHOCT Ha ofeprara (obpasen Ne 7);

7. B cnyuwaii, ue odeprara ce mogmmcsa ot THIE, Pa3HYHO OT YYacTHHKA MIH HETOB
SAKOHCH IIPE/ICTABHTEN, KbM HCS C€ NPHMIAra HOTAPHAIHO 3aBEPEHO MBIHOMOIIHO
OPHMTHHAI HIIH HOTAPHAITHO 3aBEPEHO KOIHE. — He € MPUIIOKHMO.

8. Hexnaparms no wr. 102, an. 1 m an. 2 o1 3011, axo e npmioxumo (O6pasen Ne 12) - ne e

NPHJIOKHMO.

&

Ioxnuc’:

Pazacnenue 3a nonvngane na Obpazey No [:

1. Texuuyecxomo npednoocenye — Obpasey Ne 1, e uepazdemna wacm om ogepmama na
YHACMHUKA U Ce NpedCass 6 3aneYamanama HenpopayHa ORAKOBKA,

2. Obpasey Ne 1 ce nodnucea om s3axonnus HPEOCMABUMEN HA YHACMHUKA UAU HADAEHCHO
YROIHOMOWEHO Muye;

3. Axo yuacmuuxvm e obedunenue, Obpasey Ne | ce npedcmass om umenmo na obedunernueno
YHACMHUK U Ce ROOnUCea om RAPMHLOPa, Kotimo npedcmasiaga obedunenuemo 3a yerune
HA 0BULeCBEHAMA NOPLYKA WAl HAOREHCHO YRBAHOMOUEHO Aulje;

4. Hoxymenmwm 3a ynwanomowasane e Hepazdeana yacm om Texnuveckomo npeonoxcenue u
ce npeocmass 6 OPUSUNAL URU HOMAPUATHO 3a8epeno xonue.

—~_ N
3 AOKY n HLBA OT 3aKOHHWA npepcraBuTen Ha YYacTHMKa, Wy ot HAONEMHO YNBAHOM
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Obpazey No 2,
TAB/IHIA 34 TEXHHYECKO ChOTBETCTBHE

Ilepaanyse NOBTAPAIH €€ IOCTABKH HA JIEKAPCTREHH NpoayKTH 3a Hyxiare na CHAJIO EAL” no 31 o6ocobenn nosHumn

KonuyecTBo Ha Mpegnarana TeproBcKO HaMMEHOBaHKWE Npownssoguren/
Me a HO
Ne .._Mw_wﬂ . nﬁnu NekapcTeeHa aKTMBHOTO MporkozHo thabpuyna npuTexaren na Py
HauMeHoRaHve /INN/ thopma nekapcTReHo KOMMYECTBO 00 Onakoska
BEWSCTBO
1fl

Oxaliplatin Actavis 5 mg/ml, | Actavis Group
Concentrate for solution for | PTC chf,,
infusion, 5 mg/ml - 10 ml, HUcnannus

powcer for solution 5 mg/ml - 10 mg, Pack: 1
18 | Oxaliplatin for infusion mil mg 1800 .

noaAnMcC:

Mara: 04.10.2016 ron.

Vve 1 pamwmis: a-p Evmn Janes
HabxHocr: yopasuren
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Obpaszey Aol,
TEXHHYECKO HPE/TOXKEHUE

JI0
»CBAJIO” EAJ[
V1L ,JUIOBAUBCKO MOJIE” Ne 6

I'P. CO®HUS

TEXHWYECKO MPEAJIOKEHHUE
3A MBI'BYXHEHUE HA TIOPhYKATA

Hanmenosanne na nopwvykara: ,,_ Ilepunvdano  moBrapsimu €€ NOCTaBKH HA
ACKADCTREHH MPOJAVKTH 33 HYMKIHTE Ha CBAJIO FAT” mo 31 odocobeHn DO3HUILTH
Buiaoxarem: CEAJTIO EAND

Hacrostmoro TCXHHYECKO IIPEIIOKEHHE € MOAAJEHO OT a-p EMILI AJIEKCAH/IPOB

HAHEB & kauectoTo MY Ha ynpasuten Ha ,MEJEKC* OOJ, EHK!LEWET/E-PFH—H;&eﬂqquH

sa-ysAcerpaiine e 131268894, cue cemanume u 4lpec Ha ynpaeieHWe / NOCTOSIHEH ajpec: rp.
Codun, paiion Muagocr, ks, T opybasne, yi. ,,CamokoBcko moce” Ne 2 J, Toprosekn HeHTHp
»bouaa”, npencrarngsano or A-p Emun [lanes u Besmzap [paroes, B kauecreoto um HA

YOPaBUTENH ~ 32€0HO H HOOTAEIHO | :

YBAKAEMU JAMU N T OCITIONA,
Hpepcrapam Bu mamero Texmmaecko IIPCIUIOKEHHE 33 M3MBIHCHHE HAa 0O6LIeCTBEHA

TIOpBYKa ¢ mpeamer ,,JloctaBka Ha IexapciBeHu IIpOAYKTH 3a HyikauTe Ha CBAJIO EAJT”, §

Mscro Ha usneinenwe ma HopetKata: crpanata Ha CBAJIO EAJ, rp. Cogusa, ym.
1 110BIuBCKO mome” Ne 6 . Boimuuna armrrexa;

Ilpuemam cpoxbT Ha BaTHmHOCTTA Ha Hamata odepra na 6nae 180 /eTo m oceMaecet/
KaJCHNapHu M (Haii-Maiko 180 guu), cunTtano ot KpalHHS CpOK 3a oZaBaHe Ha odepTH. !

IapanTtupam, 9e cMe B chcTosgHRE /1a N3UBJIHAM KAYECTBEHO H B HOCOYEHMUS IIO-rope CpoK
[IOPBYKATa B IBJIHO CHOTBETCTBHE C TOBA TEXHHYECKD IPEIJIOKEHHE. -

Crien xato ce 3amoznax ¢ yeqosmsra na Br3nowmurens 3a yaactue p OTKpHTa npoleypa 3a
BB3JIAraHe Ha 00mIecTBEHaTa MophiKa, SABABAM, Y€ NOCTABKHTC 1Ile H3BEPIIBAME IIDH CIETHITE
YCIIOBHS:

1. Ilpeanaram nexapcrsenu HPOAYKTH € [0Ka3aH TPOM3XOH, NoApobHO omHcaHy
Texnuyeckata cnennduxanus, HCpas/Ielia 4acT OT HACTOSWIOTO NPELIKEHAE 32 H3ITLIHEHN
Ha [IOpEUKaTa, CHLOTBETCTBANIM HA HOPMATHBHO YCTAHOBEHHTE H3HCKBaHUS,

2. lexnapupam, we:

- BCHUKH NpPEINATaHu OT HAac JIeKapCTBEHH HPOAYKTH Ca paspeineHH 3a ynorpeba u
OTI'OBapAT Ha H3UCKBaHHMATA Ha 3JIIIXM m Hapenbara 3a ycnopnsra, NpaBujIaTa ¥ pena za
PETYTHpaHe H perHcTpHpaHe Ha UEHHTEe Ha JCKApCTBEHHTE MNPOAYKTH W JeHcTBammTe
MEXIYHAPOIHY CTAHAAPTH, KATO CC 33IbIKaBAME UpH BE3JIaraHe Ha oOilecTBeHaTa [IOPHUKA H
1pH U3BBPUIBAHE HA NOCTABKH Jja NPENCTABAME BCHUKH HOPMATHBHO YCTAHOBEHH JOKYMEHTH;

* Mocousa ce 3aHOHHMAT NPEACTaBHTEN Ha YYaCcTHMKA.
* Nonbnsa ce camo 8 chyyald, ye odeprata ce nogasa or MbAHOMOWHKMK, KaTo ce NOCOYBA faTta U per.Ne
HOTApUAAHO 3aBEPEHOTO MBAHOMOLHO U ce Npunara MbAHOMOWHOTO cbobpa3Ho YrasanuaTa 3a nogge

odeprara.
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- oepHpaRUTe OT HAC LEHH 3a NeKapCTBEHHTE POMYKTH 0T 1Ho3HLKS No 19, ca BKIOIeHH
B [TO3UTHBHHS JIEKAPCTBEH CIIMCHK ¥ HE HANBHINABAT Pe)ePEHTHHTC CTOMHOCTH 3a OIAKOBKA C
sxmouer JUJC, mocouenn B IJO3WTHBHESA T€KapCTBEH CHHCHK (TONBIBZ C€ KOraro ¢
OPHATOKAMO);

- ohepHpaHHUTE OT Hac UEHH 3a JeKapCTBCHATE IPOAYKTH OT mosuuug No 19, ca BroueHH
B [103UTHBHNA NeKapCTBEH CIHECHK, [TpunoxeHne 2 H He HaIBUIIABAT PEQEPEHTHHTE CTOHHOCTH
3a omakoBKa ¢ BkmoueH JJIC, mocouenu B ITO3MTHBHUS JIeKapCTBeH CIHCEK, [IpHnoxenue 2,
KakTo W He HameumasaT goropopenute ¢ H3OK IeHH, chriacHo CBIIAacHO ASHCTBAIIOTO
3aKOHONATEICTRO, 34 ONpeAe/sIHE Ha OCHOBHMSA IAKET 3OpPABHH JAeHHOCTH TapaHTHpaH oOT
6romrera Ha H30K (ako MMa I0roBOpeHH TaKKBa) - (HOIBIBA C& KOTATO ¢ MPHIIOKHEMO);

- OpH IpOMsiHA Ha cTolHOCTTa 1o 450 or Hapexbara 3a perylipaHe M perHCTPHPAHE HA
IeHATS Ha NEeKapCTBCHHUTE IPOAYKTH, YCIIOBHATA, IpPaBUIATA M KPHTEPHUHTE 33 BKIIOYBAHE,
IPOMEHH W/WIM W3KIIOYBAHE Ha JEKAPCTBCHM IPOAYKTH OT IT03WTHBHESA JICKapCTBEH CIHCHK H
yCIIOBHATA M pena 3a pabota Ha Kommcusra o nesn u peuMGypeupane (pedepeHTHATA LieHa),
KakTo M Ha joropopupanata takapa oT H3O0K, B cmyuali 4e chmara cTaHe HO-HHCK2 OT
noroeopenata, ,,CbAJI mo Omuxomorma™ EAJ| 6e3ycnoBHO me HM 3arjaimia JIeKapCTBEHUTE
IPOAYKTH Ha 110-HACKATa IIeHa, OT JlaTara Ha BIIM3aHe B CHJIA HA KOHKPETHOTO PEIICHHE, KaKTO H
33 HAIHYHH JIOCTABKYU KEM Ta3H Jara;

- Opu 6GroxupaHe M M3TEINIAHE HA NapTHIM OT JIEKApCTBEHH NPOMYKTH IO CHiaTa Ha
Hapenbara 3a ycinoBusra U pefia 3a Gi0KHpane M H3TETIISHE Ha JIEKApCeTBa OT NPOU3BOAHTEIH, !
CKJIaZO0BE 3a THPIOBHA Ha €p0 C JIeKapeTBa, alTeKH, IPOTepyH U JieweOHU 3aBeICHAUS, CHITHTE Ce
BB3cTagORsBar B bommuunarta anteka Ha CBAJIO EAJI, KaTo KOMHYeCTBO H CIeIHGUKAIN, 32

HAIIA CMETKA;
- mIpejaraHETe OT HAc HPOAYKTH ca BKMoueHM B ITO3MTHBHHSA JNCKapCTBEH CIHCBK,

aKTyaJleH KbM JlaTaTa Ha MOJaBaHe Ha odepTaTa (KOraTo € NPHIIOKUMO),

- BCHYKH IpEJIaraHH OT HAC CTOKH Ie 65aT JOCTaBAHM B ONAKOBKa, KOATO € HeMoXabeHa,
pasKbcaHa, 3allallaHa HIH ¢ BCAKAKBH IPYTH BHAUMH OeNesd, KOATO He IO3BOJIABAT Pa3uyHTaHEe
HA JaHHHTE H HH(OpMamMsTa BppXy chiuTe. OnakoBKaTa Ha AOCTABAHHS JICKAPCTBEH [IPOAYKT
(UHPBMYHA H/HIH BTOPHYHA) H CAMHUTE M3/IENHI INE OTIOBapAT Ha H3UCKBAHMATA HA JaKOHA 3a
NeKapCTBEHHUTE TPOAYKTH B XyMaHHaTa MeJAMIMHA U Ha Hapejaba Ne 38 3a u3ncKBaHHATA KBEM
JABHUTE BHPXY ONAKOBKHTE M B IUCTOBKHTE HA JIEKAPCTBEHHTE HPOIYKTH;

- B clydaii, 4e NpeACTABISBAHHUAT OT MEH YYacTHHK, ObJe H30paH 3a H3NBIHHTEN HA
oOlIeCTBEHATa [IOPhUKA, IIe OBJAT OCUTYpeHHM HeoOXONMMHTE KOMHYECTBA M HANWYHOCTH OT
MeIHKAMEHTH, 34 H3BBPLIBAHE HAa TOCTABKHUTE 34 LEJHA IEPHUOJ Ha JOroBOpa, TOYHO U B CPOK;

- B cly4ail, 9e NpCACTAaBIABAHUA OT MEH YYaCcTHMK Obne #30paH 3a H3IIBIHWTEN, IIE

H3OBIHIBAME 38/IBJDKEHHATA CH HPE3 Nenud JOTroBOPCH CPOK.

CpOI{’BT Ha rOHOCT Ha JIEKapCTBCHHUTE IMPOOYKTH KBM HATHTC HA BCAKA €/lHa JOCTaBKa MIC

IlpueMaM ja U3BBPIIBAM JOCTABKMTE HA JOTOBOPEHH CTOKH B CPOK 10 24 /aBagecer H
~yeTHpH/ Yaca, a IIPH CHICITHOCT 10 2 /ABa/ 9aca OT IOJyYaBaHe Ha IIMCMEHA 3aiBKa OT CTpaHa Ha

% BB3JIOKHTCTIA.

\ fpIe He o-ManbK oT 65 Y% /lecTaeceT M NeT NpoLeHTa/.

IMpueMam MIamateTo Ja ce H3BELPIIBa ¢ IIIATEXHO HApeKIaHe 10 OaHKOBaTa HH CMETKa B

Ganka: BHII Tlapuéa C.A. - xaom Codun; BIC: BNPABGSX; IBAN:

/" BG25BNPA94401020015410, B cpok - 60 guu, ciej H3BBplIcHa A0CTaBka, H3ageHa dakTypa u
JIBYCTpaHHO [HOJITHCAH [IPHEMO-TIPEAaBaTeleH NPOTOKO 32 BCAKA €/IHA OCTABKA.

(}/ [pepnaraM cnexauTe npedepeHIEA /HaTypanHu padartd, TBPrOBCKHM —OTCTBIKH,
CIIOHCOPCTBA | JPYTH /KOTaTO € HPUNOXKAMO/ - BCHYKH OTCTHIKH M pabaTH ca BKIIIOYEHH B

- ApPeUIMKEHMTE KPAiiHM IeHH.
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Hpnioxenns KM TeXHHYECKOTO Mpe/IoKeHHE:

1. Tabmuia 3a TeXHHYECKO CHOTBETCTBHE (O6pasent Ne 2) Ha XapTHEH HOCHTENX M Ha
CJIeKTpoHeH HocuTen - CD.,

2. 3aBepeHO OT yUacTHHKA KOIHE OT JOKYMEHT, H3a/IeH OT NPOH3BOAHTE WiIH IPUTEKATEN
Ha paspelleHue 3a yroTpeda HiM oT oduiHaien JUCTPHOYTOp, FOKA3RAl IIpaBOTO MY Ja
/lOCTaBA JIEKapCTBCHHUS LPOJAYKT - OTOPH3AUMdA, OTOBOP 32 OHCTPUOYIHS MIH JpPYT
TNOJXOMAM KOKYMEHT. B ciyualt, we oNHCaHUAT NOKYMEHT € U3JafIeH OT THIE, Pa3iHuHo
OT TIPOM3BOIMUTENA/IPHTEXKATENS HA PA3PEIHTENHOTO 32 YIOTPeha, YIaCTHUKDT Cleana
Aa TIOCOYM 1IpABHATA BPB3KA (@ IPEACTaRM IOKYMEHT) MEXKy H3AATENA Ha JOKYMENTA |
OPOU3BOANTENS /IPUTEKATENST HA PAIPENTHTEIHOTO 34 yootpefa Ha CHOTBETHHA
IPOAIYKT;

3. 3aBepeHo OT YYaCTHHKA KOIIHE HA BATHIHO paspeliense 3a ynorpeGa Ha JeKapcTBEHHs
HIPOAYKT B CTpaHara, usfafgeHo 1o pexa ma 3JIIXM unu no pena na Permament /EQ/ No
726/2004r. B cnydaii, 4e NeKapcTBEHHS OpONYKT ce HaMHpa B UHpoOLeAypa 3a
IIO/HOBABAHC HA Pa3pelICHKETO 3a YIoTpeda WM Ye paspelicHUeTo 3a ymorpe6a H3THua
npes 2016 r., yIACTHHKBT JEKJapHpa B ChOTBETCTBHE C W55, a6 oT 3NITXM, e
KOJIMYECTBATA OT JIEKAPCTREHAS MPOAYKT ¢a HATHYHH.,

4. Hexnapanus or MMeTO Ha YYACTHHKA 3a OCHTYpSBaHE Ha HEOOXOIHMHTE KOIHMUYCCTBA

JEeKAPCTBEH MIPOAYKT — CBODOAEH TEKCT;

Hexapanus 3a chriacHe ¢ Kiay3ATe Ha MPUIOKCHHUS NOPOeKT Ha jorosop (obpazerr N;

Hexnapanus 3a cpoka Ha BaTHAHOCT Ha odeprara {oOpazen Ne 7); i

B cnyuait, 4e odeprata ce moammcsa 0T IMIE, pa3THYHO OT YUaCTHHKA HIH HETo

3aKOHEH MpEACTaBuTeNl, KbM Hes Ce UpHJara HOTAPHAIHO 3aBEPEHO MBIHOMOUHG —

OPHUTHHAT H/IH HOTApHAHO 3aBEPEHO KOMHE. — He € FIPHII0KHMO.

8. [Hexnapauus mo =wi. 102, an. 1 u ax. 2 ot 3011, axo e npunoxuMo {O6pazery Ne 12) — me e
NPHII0KUMO.

);

N

Hata: 04.10.2016 1. HWME U DAMUIINA: n-p EMIWJT I[AHEBI;’
f b e ‘!

Hopnuc: [

Pazacnenue 3a nonvagane na Obpazey M 1:

1. Texnuweckomo npednoxcenue — Obpazey No 1, e Hepazleana wacm om ogepmama i
YUGCIMHUKG U Ce NPeOCMass 6 3aneYamanama HenpoPasHa onaKoeKa,

2. Obpasey Ne 1 ce nodnucea om 3axownus npedcmasumen Ha YHGCIHUKA UAU HAOACHCHO

VHBIHOMOUEHO Huye;
3. Axo ynacmuuxvem e obedunenue, Obpaszey Ne 1 ce npedcmassn om umemo na obedunennemno

YHacmHUK U ce nOONUCcea om NAPMHLOPA, KOUMO NPeOCmasiasa obeounenuemo sa ieaume
Ha 00WeCmEenama noPLYKa Wik HAOREHCHO YHLAHOMOWEHO auye,

4. Hoxymenmuvm 3a ynoanomowasane e Hepasoenna wacm om Texnuveckomo npednoscenie uQ/\
o

ce npeacmaeﬂ 6 OPUSUHAI AU HOMAPUATHO 3ABePEHO Kone.

2 JOKYMEHTBT Ce NOANMCBA OT 3aKOHHUA RPeACTABUTEN Ha YYACTHMKA, WK OT HagNeXHo Yb/IHOMO
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Obpazey No 2.
TAB/THIA 34 TEXHHYECKO CHhOTBETCTBHE
Ilepnayaio HOBTAPIIN ce JOCTABKH HA JIeKRADCTBEHN IPOAYKTH 3a Hy#xauTe Ha CBAJIO EAT” no 31 oGocofenn mosumuu

KonuuecTtBo Ha Mpegnarana TeproBCKO HaMMEHOBaHUE NpoussopuTen/
Ne gw_ﬂﬁwﬁwmwzho:o NekapcTBeHa AKTUBHOTO MportoaHo ﬂnmus.__”_% Mputexkaten wa PY
dopma NEeKapcTBeHO KONMWMECTBO A0 KOB!
HanmeHoBaHue /INN/ BewecTEO
W | Oxaliplatin Actavis 5 mg/ml, | Actavis Group
Concentrate for solution for | PTC ehf,,
infusion, 5 mg/ml - 20 ml, Ucnanpug
mg, Pack: 1
concentrate for 5 mg/ml - 20
19 | Oxaliplatin solution for infusion mi mg 900 chn.

IOAIMAC:

Hata: 04.10.2016 ron,

Wwme 1 Gavumis: a-p Emma Tanen

JEKHOCT: yapaBHTen

Haumenosanue na yuactauka: »MEIXEKC* 00
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Obpazey Aol
TEXHHYECKO ITPETOXEHHE

JIO
»CBAJIO” EAJI

YL ,IUTOBJIMBCKO HOJIE” N 6
I'P. CODMSI

TEXHHYECKO ITIPEJVIOKEHUE
3A MIBOBJHEHHUE HA ITOPBYKATA

Haumenosanme ma lopeukara: . Tlepuawuno nosTapsmm €e  JO0cTABKH Ha
JCKADCTBCHH OPOAYVKTH 32 HYK/IHTe Ha CBAJIO EAX” no 31 000cobeHy _mozHiHn
Boanoxurem: CEAJIO EAJT

Hacrosmoro TEXHHYCCKO MPEeRIOKeHIIe e Iioganesno or a-p EMHJI AJEKCAHJIPOB
AAHEB B kauectsoro My Ha ynpasures Ha ,, MEJIEKC* 004, EM

S-ayiaeetparno—ige 131268894, cnc Cellamuine u ajpec Ha ynpasiaeHWe / NOCTOSHEH aapec: rp.
Codus, paiion Mnanocr, ke. LopyGnasne, ya. ,,Camoxoscko moce” Ne 2 JI, Tuproeeckn HEHTL]

»Borna”, npegcrasngsano or a-p Emmi Hawep u Bemusap Jparoes, s Ka9€CTBOT0 UM Ha
1
YUPABHTEIH — 33€1HO H II00TXEAHO ,

YBAJXKAEMUY JAMHU H I OCITOJIA,

ITpeacrasam Bu namero TEXHUYCCKO NPEANOKEHHE 33 M3MbIHCHHE Ha obniecreena
HOpBYKa ¢ peaMert ,, JJocTaska Ha JICKapCTBEHH NPOAYKTH 3a HY».IHTe Ha CBAJIO EAJT”.
MscTo Ha u3mBNHEHWE Ha NoppuKata: crpamata Ha CBAJIO EAL, tp. Codus, VIL
»1ToBAUBCKO mose” Ne 6 , bonanuna anrexa;
Ipuemam cpoxsr mHa BAIHIHOCTTA Ha Hamarta odepra na 6ure 180 /eTo u ocemuecer/
KaIeHOapHH JHH (Haki-Mmanxo 180 IHH), CYUTAHO OT KpaiiHus CPOK 3a mloflaBaHe Ha odépiy,
l"apanrupawm, ge cve B cheTosame A2 H3BITHAM Ka49€CTBEHO H B MIOCOYEHHs TO-TOpe Chy
TOPLHKaTa B IILIIHO CHOTBETCTBHE € TOBA TEXHUUCCKO UpENIOXKCHHE. ‘
Cren karo ce 3anosuax ¢ YCIOBHATA HA BB3noxurens 3a yuactue o OTKPHTA IIPOuEIypa 3a N
BB3/arate Ha obImecTreHaTa nopruka, SABABAM, W€ OCTABKHTE INE H3BLPIIBAME IIPH CHeAHHTE
YCTIOBUS: N\
1. Ilpemnaram JACKAPCTBEHH MPOAYKTH ¢ JOKA3AH TIPOM3X0H, NOAPOOHO OmHCAaHM R
TexHuYeckata ClCHUHKAIAS, HepasAenHa qacT ot HACTOAMOTO NPEe/UIOKEHHE 33 H3MTbIHEHKeE
Ha NOpLYKATa, CHLOTBETCTRAINM Ha HOPMaTHBHO YCTAHOBEHHTE H3MCKBAHHS,
2. Jleknapupam, ue:
~ BCUMKYM [pEINaranu OT Hac JeKapcTBeHH TMPOAYKTH Ca paspelienn 3a ynorpeba u -~
OTrOBapsT Ha M3UCKBaHMATa Ha 3JIITXM g HapexnGara 3a YCIIOBHATA, NpaBUIaTa U pefa 3a | o

! Nocousa ce 33KOHHUMAT NpefcTaBUTeN Ha yYacTHUKA.
? Nonbnsa ce tamo B cayvaii, ye odeprara ce NOAABa OT NbAHOMOWHKMK, KaTo ce nocouea 0ATa
HOTapUANHO 3aBEPEHOTO NBbAHOMOLLHO M ce fpnnara NbAHOMOWHOTO CboBpasHe YKasaHuATa 33 o

odeprara.




- opepHparuTe OT HAC IEHH 32 JIEKAPCTBEHHTE MPOAYKTH OT nosuius Ne 20, ca BroYeHy
B Ilo3uTHBHAA NeKapCTBEH CIHCHK M HE HAJABHINARaT pedepeHTHUTe CTOHHOCTH 34 ONakoBKA C
BkmroueH JIJIC, mocouenm B [lo3uTMBHMA NekapcTBeH ClMCHK (IOMBJABA CE KOraro €
MPHIIOKHMO);

- odepupaHHTE OT Hac IIEHHU 3a JICKAPCTBEHHTE POJIYKTH OT mo3Hiusa Ne 20, ca BKIIOYEHH
B [103MTUBHMA NCKAapCTBEH CIUCHK, [Ipunoxenune 2 U He HATBUINABAT pedepeHTHHTE CTOHHOCTH
3a omakoBka ¢ BkmoyeH JJIC, mocoucHH B Ilo3uTuBHUA NeKapcTBeH cOHCEHK, IIpumoxenne 2,
KaKTO ¥ He HazsumasaT norosopeHHTe ¢ H3OK meHwn, ¢BITIacHO CBITIACHO AeHMCTBALIOTO
3aKOHOZATENICTBO, 38 OHPEACIAHC HAa OCHOBHHMA IIAKET 3APaBHH ACHHOCTH TapaHTHpaH oOT
6romxera Ha H30K (axo uMa 10TOBOPEHH TaKHBa) - (1I0ITHJIBA CE KOraTO € IIPHI0XKHMO);

- TIpH IpOMAHA Ha CTOHHOCTTA 110 W50 oT Hapenbara 3a perynupane m perncTpupane Ha
IEHHTE Ha JIEKapCTBEHUTE IPOAYKTH, YCIOBHMATA, NMpaBHIAaTa M KPHTEPHUTE 33 BKIIOYBAHE,
NPOMEHH H/WIM H3KIIOYBAHE HA JIEKAPCTBEHH NPOAYKTH OT [TO3HTHBHHES JIEKAPCTBEH CIIMCHK H
ycaoBHATa U penia 3a pabota Ha Komucmara mo uenu u peumOypcupane (petepeHTHATa ICHA),
KakKTO M Ha JoroBopupaHarta TakaBa oT H3OK, B cnywalli ue chlmara crade IO-HHUCKA OT
noropopenara, ,,CbAJI mo Onkomorus” EAJl GezycnoBHO mie HH 3amuiama JieKapcTBEHHTE
IPOAYKTH Ha II0-HHCKaTa IIeHa, OT JaTaTa Ha BlIA3aHe B CHJIa Ha KOHKPETHOTO PEITEHHE, KAKTO U
3a HATWYRH JOCTABKH KBHM Ta3H JaTta;

- npu OIOKHpaHE M M3TErTSIHE Ha NMApTHAM OT JIEKAPCTBEHHM NPOAYKTH IO CHJIATa HA
Hapenbara 3a ycnoBusTa u pena 3a OJIOKHpaHe M H3TErNsHE Ha JIEKAPCTBA OT MPOU3BOMUTCIH,
CKJIJIOBE 3a THPIOBHS Ha €JIpO C JIEKapcTBa, allTeKH, JIPOTCPHH U JiedyeOHE 3aBeIcHHs, CBIIUTE C&
BB3CTAHOBABAT B bommmumnara anteka Ha CbAJIO EAJI, xaTo KoJHYeCTBO H cielHHKANHS, 3a
Hallla CMETKa;

- NpefIaraguTe OT Hac NPOAYKTH ca BKMOYEHH B IIO3MTHMBHMS JICKapCTBEH CIIHCHK,
aKTyareH KbM JaTara Ha ogaBaHe Ha odepTaTta (KOraTo € IpHIOKHMO);

- BCHYKH IIPEJIAraHH OT HAC CTOKH Ine OB/1aT NOCTABSHH B OIIAKOBKA, KOATO € HenoxabeHa,
paskbcana, 3alallaa MIH ¢ BCAKAKBH APYrH BHAMMU Oele3d, KOMTO HE MO3BOJIABAT PAa3uHTaHe
Ha JaHHATE U HHQOpPMaLHATa BLpXy ChIIUTe. ONaKkoBKaTa Ha JOCTaBAHHSA JICKAPCTBCH MPOLYKT
(ITEpBUYHA W/MIIH BTOPUYHA) M CAMMTE H3ACIHA IUE OTrOBAPAT HA H3IWCKBAHHATA HA 3akoHa 2a
JEKapCTBEHHTE NPONYKTH B XyMaHHaTa MeauuuHa U Ha Hapenba No 38 3a m3suckBanmaTa KBM
JaHHHUTE BHPXY ONAKOBKUTE U B TACTOBKUTE Ha JICKAPCTBEHUTE HIPOJYKTH;

- B clydaif, Ye Ipe[CTaB/IBAHHAT OT MCH YYacTHHK, Objie W30paH 3a H3NBIHHTEN Ha
o0lmecTBeHaTa NMOPHUKa, e ObAaT OCHIYpeHH HEOOXOMUMMTE KOJIHYECTBA H HAIMYHOCTH OT
MeIHKaMeHTH, 32 H3BbPIIBAHE Ha JOCTABKUTE 3a LIC/IHA NIEPHO/I Ha JIOTOBOPA, TOYHO M B CPOK,

- B Cilydaif, ue NpeAcTaBIABaHAA OT MeH ydJacTHuk Ovje u30paH 3a H3OBIHHTEN, IIE
H3IBIHABAME 3aIBDKEHIATA CH [Ipe3 [ENus JOT0BOPEH CPOK.

CpOK®T Ha rOHOCT Ha JIEKAPCTBEHUTE MPOMYKTH KEM JIATHTE Ha BCAKA €HA IOCTAaBKa IIe
ObJie He no-ManbK OT 65 % /iecTIeceT U MeT NPONEHTa/.

IIpuemam Jia M3BBPINBAM JOCTABKMTE HA JOTOBOPEHH CTOKH B CpoK n0 24 /mBanecer u
4yeTHpH/ Yaca, a IIPH CIENrHocT o 2 /ipa/ Jaca 0T NOoMyYaBaHe Ha IMHCMEHA 3a9BKa OT CTpaHa Ha

BBINOKUTEIS.
\%‘ IIpremamM njamaHero 1a ¢e U3BLPILBA ¢ IUIATEXHO HapekIaHe mo OaHKkoBaTa HH CMETKA B
S apka: DBHII Tlapm6éa C.A. - xamon Codua; BIC: BNPABGSX; IBAN:

BG25BNPA94401020015410, B cpok - 60 1HH, cnen U3BBPILEHA TOCTaBKa, M3aaieHa GakTypa 0
n\ﬁyCTpaHHo MOANHCAH IPHEMO-TIpeaBaTeNleH IIPOTOKON 3a BCAKA €Ha JOCTABKA.

é [IpeanaraM cnefHHTE NPeQEPEHIAH /HaTypalHu pabaTH, THPrOBCKH  OTCTBIKH,

CITOHCOPCTBA M JIPYTH /KOTATO € MPHIOKAMO/ - BCHYKM OTCTHIKH M pabaTH ca BKIOYEHH B
Lﬂ/ ApeTOKEHHTE KPAHHN HeHH.
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Ipuokenns KbM TEXHAYECKOTO NpeIIoKeHHE:

1. Tabnuma 3a TeXHHYECKO CHOTBETCTBHE (Obpazert Ne 2) Ha xapTHeH HoOCHTEN M Ha
eNeKTpoHeH HocHuTen - CD.

2. 3aBepeHO OT y44CTHHKA KOMHE OT JOKYMEHT, U3AANeH OT IIPOH3BOJIMTEN WIH NIPHTEXKATE
Ha pasperieHre 3a yroTpeda Wi 0T oQHIHATCH JUCTPEOYTOP, ZOKA3RAL] [IpaBOTO MY fa
AOCTaBs JIEKapCTBCHHS NIPOAYKT - OTOPH3ANHA, JIOrOBOP 32 JUCTPHOYIHA WIH JApyr
TIOAXOAIT NOKYMEHT. B ciyqai, ye omucanuaT J0KyMeHT € u3aliler OT JIHILE, Pa3IHYHO
OT TIPOU3BOTHTEIIS/TIPHTEIKATENST HA PA3PEIIUTENHOTO 33 YIIoTpeSa, YYaCTHHKBT CleaBa
/a [I0CO™H NpaBHATA BPB3KA (Ja IPEACTABH TOKYMEHT) MEXKAY M3IaTeNs HA I0KYMEHTA 1
NPOU3BOJUTENS /IPUTEXATEN] HA DPAsPEIHTENHOTO 3a yrorpeba Ha CBOTBETHHA
IIPONYKT;

3. 3aBepeHO OT YYacTHHKA KOIIME Ha BAIMIHO paspemeHue 3a ynorpeba Ha JIeKApCTBEHHSA
HPOAYKT B CTpaHaTta, n3jazeno no pepa Ha 3JIIIXM niw no pena va Permament /EO/ No
726/2004r. B cnyyail, ge mexapcTBeHHA OPOJYKT ce HaMHpa B IIpouejaypa 3a
TIO/IHOBABAHE Ha PA3PEINEHKCTO 3a YIOTpela MM 4e Pa3pemicHHeTo 3a yiroTpe6a HaTHaa
npes 2016 r., y4acTHHKBT HEKIAapHpa B CHOTBETCTBHE C W55, an.6 ot 3JIMIXM, ue
KOJIM4eCTBaTa OT JICKAPCTBEHHS [IPOAYKT Ca HAJIMIHU.

4. Hexmapaums OT MMETO Ha yYacTHHKA 3a OCHTYPABaHE Ha HEOOXONMMHTE KOIHYECTBA
JIEKAPCTBEH NPOAYKT — CBOGOMEH TEKCT;

5. Jeknaparus 3a cbriacue ¢ Kaysure Ha NPHNIOKEHHS HPOEKT Ha JoroBop (obpazen; N&6);

Hexnapanus 3a cpoka Ha BAIMAHOCT Ha odepraTa (obpaser Ne 7);

7. B cayuali, ge odeprarta ce mojmHCBa OT NI, PaIHYHO OT YHacTHHKA HIIH HETO
3aKOHEH IIPCACTABUTEN, KbM HES C€ MPUIIATa HOTAPHAIHO 3aBEPCHO MBJIHOMOINHO —
OPHI'HHAI WK HOTAPHAIHO 3aBEPEHO KOIIHE, — He € NPMI0KHMO.

8. JHexmapamus no 4m. 102, an. 1 u am. 2 ot 3011, ako e nprnoxumo (O6pasen Ne 12) — He e

NPHIIOKHMO,

S

Jata: 04.10.2016 r. MME M @AMHIIUA: a-p EMUJT TAHERAS

Ho,c[nnc3 :

Pazacnenue 3q nonvasane na Obpazey Ne I:
1. Texuuuecxomo npednoowenue — Obpasey Mo I, e HEPAz0enna wacm om ogepmama S

YHACHHUKA U Ce HPeOCmaes 6 3aneyamanama Henpo3paYHa ONAKOGKA,
2. Obpasey Ne 1 ce nodnucea om saxonnus npedcmasumen Ha YYACMHUKA WAl HAOAEIICHO

VNBAHOMOUEHO AuYye; 3
3. Axo ywacmuukvm e obedunenue, Obpasey Ne 1 ce npedcmaes om umemo na obeduneruemo
YHACMHUK U Ce NOONUCEa Om napmubopa, KoUmo npedcmasnisa obedunenuemo 3a yeaume
Ha obujecmeenama nOPLYKA UnU HAORENCHO YHBAHOMOWENO auye,
4. [oxymenmom 3a ynwanomowasane e Hepasdeana wacm om Texuuveckomo npednocenue u M\
ce Npedcmass 6 OPUUNHGL UTY HOMAPUATHO 3GBEPEHO KONUe.

3 AOKVMEHTI;T €& noAnNMCBa 0T 3aKOHHWA NpeActasuTen Ha Y4acTHUKA, UAK OT HaANSKHO YNbAHO
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Llepuaayno NOBTAPSINY ce NOCTABKH HA JMEKAPCTREHM NPOAVKTH 32 HYKIHTe Ha CBAJIO E

Obpasey Ne 2.
TABTHIIA 34 TEXHHYECKO ChOTBETCTBHE
AJT” o 31 o6ocobenn nozunun

KonuuecTeo Ha Mpeanarana Tbproscko HaumeHoBaHKe Mpoussoguren/
Ne gmwﬁw_uwhﬂnu:o NexapcTeena aKTUBHOTO NporxosHo tabpuiHa npuTeNkaren na Py
- HauMeHoBaHue /INN/ thopma TEKAPCTBRHO KONWYECTBO A0 CnakoBKa
BeWecTBO
102mp | Ondansetron Accord, Accord
Solution for Healthcare
injection/infusion, 2mg/ml-4 Limited,
ml, mg, Pack: 10 O6eauneHO
solution for wﬁu &ICTEO
20 | Ondansteron injection 8 mg mg 9000 chn.

MO INC:

Hara: 04.10.2016 roxz.
Vme n pavmmist: g-p Emnan JManes
JrbxHOCT: ynpasaTen

Hammenoranve va yaacTHuKa: »MEJEKC“ 001
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