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AOTOBOP 30 Od

32 BB3JIATaHe HA 00UIeCTBENA MOPbYKA
34 HCPHONM'IHO IOETAPAINM Ce NOCTABKH HA JIEKAPCTBEHH MPOAYKTH 32 HYKIUTE HA
»CBAJI no onkotorus” EAJ

JIHec, ............... 2016 1., B Tp. Codus, Mexry:

»Clenanusupana GOTHUNA 33 AKTHBHO JAeucHHe mo o”komorus” EAJI, c¢ve cemanume B
rp.Codus v aapec Ha ynpasnenne paiion Crynenrcky, k. 1756, yi.”ITnoBauseko moze” Ne6, EMIK
000662776, npeacraBissano oT a-p BatenTHH AHrenos — Msnbnuurencr mmpextop u Ilerpana
Jlanesa - I'maBen cueToBoMTE N, Hapuiano no-noiy 3a kparkoceT KYIIYBAMY, ot ¢ima cTpana,

H

wConomen® OOX cre cenamme u afpec Ha ynpaBnenue B ¢. Jlakatnuk 2272, o6i. Codus,
o6m. Cpore, yn. Xpucto Bores Ne 44 u aapee Ha Kopecronaeniuus rp. Cogpus 1618, o6mi. BuToimna,
KB. Manactupcxn misaznm, x.k. Boposo, yi. Kas6ex Ne 49, EMK 832018046, npencrapnsasado ot
I'eopru [lawos-Ypasuten, raprdano no-fony 3a kpatkocT IIPOJJABAY or apyra crpana,

Ha ocHoBaHKe Wi 112 ot 3akona 3a oBulecTBeny nopwuKy U Peinenne Ne 3-386/14.12.2016 rog.
Ha M3IbnHATE N A TUPEKTOp 3 ONpelenaHe Ha H3LIHHTEN Ha ofImecTBeHa MophYKa,

C€ CRIFOYIH HAaCTOSIIMAT JOTOBOP 38 AOCTABKA IIPH CEIHUTE YCIOBHS:

LIIPEAMET HA JIOTOBOPA

Qn.1.(1). Tpeamer ma wHactosums AOTOBOp Ca MEPHONMYHH [JOCTABKH Ha JEKapCTBEHH
NIpOAYKTH, HapwiaHd B noroBopa CTOKH, nompoSHo omucany 1o BHJ, IIPOTHO3HO KOIHYECTBO,
CAMHIMEH IEHH K 00wa crofiHocT B8 Crenudukanms — Hpunosxxenne Ne 1 — nepazmenna uwacT or
JOroBOpa.

(2). KorKpeTHHTE NOCTABKH B paMKHTE Ha IIpEAMETA Ha HACTOSLINA JIOTOBOP Ce U3BLPIIBAT Bh3
OCHOBA Ha mHCMeHH 3asBKH Ha KVITYBAUA, B 3aBHCHMOCT OT HErOBHTE NOTPeOHOCTH H B
CBOTBCTCTBHE C NPEIIIOKCHIATA 32 3B THEHHE HA ITOPHYKATA Ha HPOIXABAYA- IIprnoskenune No
Im2.

(3). TlpemnoxenusTa 33 H3ILIHCHYE Ha nopwaxara Ha [IPOJJABAYA ca Hepasjienna yacT or
HACTOALIWMA OroBop - IIpmioskenue Ne 1 u 2, kaTo YCIOBHATA. HM C& CYHTAT O IIPABO YCIOBHS HAa
HACTOAIMMAS JOTOBOP, JOKOIKOTO APYTO HE € YrOBOPEHO.

II. HEHA W IINTAIIJAHE

Un.2.(1). OGwara croitrocT Ha AOTOBOPA 32 ICPHOJA Ha IeHCTBUETO My Bb3/H3a Ha 182 703, 33
(cTO OceMIeceT M ABE XHILIIH CETeMCTOTHIL 1 TPH JI€Ba M 33 CTOTHHKH) JIeBa 663 BKIIOYCH IJC v
Ha 219 244 (1BecTa M IeBeTHAAECET XHMIAIH AABECTA MCTHPH/ICCET H YSTHPH) Ncea ¢ BKInoueH JIJIC,
¢dopmupana, KakTo cire/pa;

- 00wIa cToiHOCT 32 060cobena mosumms Ne 1 »» Erythropoietin /Epoetin zeta/” B pa3smep Ha 34 920
(TPHAECET H YeTUPH XMIISIH IEBETCTOTHH U ABaZieceT ) neBa, ¢ Brmodes JIJC;

- ofwa cTolHOCT 3a 060coGena nosmmus Ne 3 »» Temozolomide” B pasmep na 115 072,00 (cto m
NICTHAKCCET XMIAMH H CEAEMIECET U [IBA) JIERA, C BKILIOYEH HOC;

- 0b11a cToiHOCT 3a 06ocobena mosumus Ne 5 »» Filgrastim” B pasmep Ha 65 952,00 (lmecrmecer u
HET XUI M ICBETCTOTHH IICTAECET U JBA) JICBa, C BKIIIOYEH JAC;

- obmia cTolHOCT 32 060coGena nosuuus Ne 7 ., Colistimethate sodium” B pazmep Ha 1 100,00
(xusma 1 €T0) JIeRa, C BKIFOUEH HAC;

- 061ua cToHHOCT 3a 060coGena no3mmus Ne 8 » Colistimethate sodium” & pasmep ua 2 200,00 (nBe
XHILLIN ¥ [BECTa) NeBa, ¢ BKaoucH JJ[C;

Bb3 OCHOBA Ha O(ePHPAHUTE CAHHHIHUTE LIeHA M KOMIHYecTRATa B PAMKHTE HA BBINOKCHHTE ¢
HACTOANIHA ZOTOBOP MO3HUMHU M ChriiacHo [Ipanoxemnne Ne 1 1 2, nepagaenna yact OT JIOTOBOpA.
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(2). Epunnuamre uenumte mHa CIOKHMTE, NPEAMET Ha HACTOAIMS HOTOROP Ca CBHINACHO
Knacupanata opepra na IIPOJJABAYA u BKIOYBAT BCIgKH Pasxonn 10 MACTOTO Ha W3IThIHEHHE.

Hn.3. [IPOJABAUBLT rapaHTupa U3MBIHEHACTO HA HACTOAIIMS HOroBOp MO0 IIEHH CHOOPa3HO
IIOCOYCHUTE B odepraTa My, BATH/IHH 32 HeIHs JOTOBOPEH CPOK.

Un.4. (1). Usmenenue ua AOTOBOPEHUTE LEHH C€ JOITYCKA caMO Ha OCHORAHUATA NpeIBHIEHU
1. 116 ot 3011, mpunoxumara 0THOCHO 06eKTa Ha ITopBaKaTa HOpMaTHBHA 6a3a H 32 JIEKapCIBCHUTE
IpOAyKTH, 32 Xouto H30K ¢ gorosopuna ¢ TIPHTERATENTE Ha PasPENICHHATA 32 YIOTPeOa MIH ¢
TCXHH yI'bJIHOMOLIEHH HPEACTABUTENN OTCTHIIKY OT CTORHOCTTA HM.

(2). TIpit ipomsaHa Ha crolHoCTTa 110 w1.50 ot Hapenbara 3a peryimpane ¥ perHcTpHUpaHe Ha
ICHHATC Ha JICKAPCTBEHUTE NPOIYKTH, YCIOBHATE, TIPABHTIATA ¥ KPHTEPHUTE 34 BKIIIOUBAHE, IIPOMCHH
H/HTH H3KTIOYBANE HA JeKapCTEEHH NpORYKTH OT II03UTHBHHUS NEKAPCTBEH CIECHK H YCHOBHATA H
pera 3a pabora wa Kommucusra mo nenwm u peumOypeupane (pedepenTaara NeHa), KaKTo ¥ Ha
Aorosopupanata Takasa oT H3OK, B cnywait we chmara crame [O-HHCKa OT HOTOBOpEHaTa,
KYIIYBAYBT GesyciorHo ime janrama Ha [IPOOABAYA mexapeTenmTe IPONYKTH Ha Io-
HHCKATa [ICHa, OT IaTaTa Ha BiH3aHe B CH/IA HA KOHKPETHOTO PCIICHHE, KAKTO U 38 HATMYHH NOCTARKH
KbM Ta3H JaTa.

Hn.5. [InamannsTa Ha TOCTABEHHUTE CTOKH ce H3BLPIIBAT 4pe3 OAHKOR NMPEBOI IO CeHHTE
Garxosu cMerkyt na [IPOJTABAYA :

Banka: YuuKpemut BVJIBAHK All
BIC:UNCRBGSF
IBAN:BG42UNCR76301007343805

(2) ITnamanero ce H3BBPIIBA B CPOK OT 60 (mecTacceT) aum, chej IIPEIaBaHETO HA CTOKHTE H
HPEACTABAHE HA CNEAHUTE JOKYMEHTH:

a/. OpurmHansa ¢aktypa, winanena or [IPONABAYA, mnomnucana u 0100peHa  or
YOBIHOMOIIEH mpeactasuTen Ha KYIIYBAUYA. Bis dakTypara ce mocousa HOMEP M IaTa Ha
JOroBOpa;

0/. Ilpuematenno — npegasarenex IIPOTOKOJI;

/. Ceprudukary, paspemenus n WHCTPYKIHHA 33 IPAaBUITHOTO HM CBXPAHCHHE U II0TI3BAHE,
nogmucan ot [IPOJABAYA u KVITYBAYA.

IIIL. YCJIOBHUA HA JOCTABKA

1.6, Jocraskure Ha CTOKUTC, IIPCIMET Ha HACTOSIIHS JIOTOBOp ce H3BLPIIBAT  OT
IIPOUABAYA B®3 ocHOBA Ha TTHCMEHA 3a8BKa Ha KVIIYBAUYA B cpok 10 24 (nBamecet H yeTHpy)
Haca, a IpH CHEIHH criydyam x0 2 (IBa) wyaca oT Nony4daBaHeTo #. B mmcmenara 3agska ua
KYIIVBAYA ce CHAbPXKAT MHIMBHAYATH3HPAllUTe NPHIHAE Ha CTOKHTE, HOMEHKIATYPHA
UO3HIKNA, BHJ, TBProBCKO FAWMEHOBAHHE H KONHYECTRO. Ilncmenara 3asska Moxe na 6bie
H3NpaTeHa d no Gaxc uin e-mail,

Yn.7.(1). 3a msicTo ma H3IIBJIHCHHETO ¢ CYMTa DONHHUYHATA anTeka Ha »CBAIJI no orkomOrMsS™
EAJL, rp. Codus, chrmacuo 3asexata ua KYIIYBAUA.

(2). 3a nara ma gocrapame ce cumrta /laTaTd, HA KOATO CTOKMTE Ca TPHETH OT MaTepHaHO-
OTrOBOpHOTO nHIe Ha KYTIVBAUA ¢ [IPHEMATCITHO-NIPE AABATENEH IPOTOKOIL.

(3). MocraBkara ma crokure ce YIOCTOBEPSIBA ¢ NOANKCAHA OT MOIYYATCIA dakTypa u ¢
TPHEMATENHO-NIPEAABATCICH TPOTOKO.

Yn.8. CobGereenoctra BBPXY CTOKHTE M PHCKBT OT CTYYaifHOTO MOrHBaHe Hiy IIOBPEXKIAHE Ha
CTOKHTE NpeMuHaBa BbpXy KYITYBAYA B moMenTa Ha haKTHYECKOTO MM IipHeMane Ha MACTOTO Ha
H3IBIHCHACTO, CBIIACHO MPEABATENHO-IPHEMATETHHAS IIPOTOKOT.

Wn.9.(1). KagecTBoro Ha jocTapenute CTOKH Tpsi0Ba 112 OTIOBaps HA TEXHIYECKHTE CTaHAAPTH
Ha IIPOU3BOJUTENS, HOPMATHBHHTE W3HCKBAHUY H ACKIapUPanoTo B-o(epTata Ha [IPOJJABAYA.

(2). KeM nmarata Ha moctaskara, CPOKLT HA rONHOCT HA CTOKHTE, IPEAMET HA HACTOSIINA
HOTOBOD, CneziBa Ja Obae He Mo-Mamek oT 65 % (rectgecer u f1et IIPOIIEHTA) OT OCTATBYHHSA CPOK



Ha rOJHOCT Ha chimuTe. [lpy NocTaBka Ha MEKapCTBEH IPOAYKT ChC CPOK HA TOAHOCT IO — KparnLK OT
65 % (wectmecer m mer mpouenta) /, [IPOJJABAYBT 3annama NpenBHAeHaTa JOTOBOPHA
HEYCTOMHKa, KAKTO CleaBa:

- 64,99% - 55% - 30 % BBpPXY cTOlHOCTTA HA JIOCTaBKATA;

- 54,99% - 45% - 60 % BBLPXy cTOHHOCTTA Ha JOCTaBKaT4,

- 44,99% - 35% - 75 % BBPXY CTOHHOCTTA Ha JOCTABKATA,

- moa1 30% - 90 % BBpXy cTOMHOCTTA HA JIOCTABKATA.

(3). JloctaBkara Ha NEKapCTBEH MPOAYKT C OCTATHYUCH CPOK HA TOAHOCT ITO-MATBK 0T 30 %
(TpuAeceT MpoLEeHTa) OT OOSBEHHS OT MPOM3BOIMTENA Ce H3BBPUIBA CAMO C HM3PHYHO IIHCMEHO
paspemenye Ha MsneauauTensus qupektop Ha ,,CBAJ 1o oHKko10rms™ EAJl cnen MoTHBHpaH noxtam
Ha PbKOBOIHTEN BoMHMYHA anTeka 33 KOHKPETHO KOIHYECTRO, ONpe/IeNIeHo 0T Hero. bes u3pmamno
MHCMEHHO CBriiacye Ha Msnbauurensnsa mmpexrop Ha ,,CBAJT o oHKOIOrHS™ EAJ{ croxuTe HAMa
1a 6bIaT NpHeMaHu | 3aIlaliany.

IV.3AABJIKEHUS] HA MPOJIABAYA

Yn.10. TPOJABAYBT ce sagsimxasa Ma 0CTaBH CTOKHUTE B JOTOBOPEHUA CPOK CBC cOBCTREN
CHOCIHATSUPAH TPAHCIIOPT, B CBOTBETCTBHE C HOPMATHBHO YCTAHOBEHWTE M3HCKBAHUSTA W JA M
Ipelaie, IPHAPYXEHU C JOKYMEHTHTE 1O 9IL.5, T, a/; 6/ ¥ B/ OT HacTOSIIHS JOrOBOp.

Wall. IIPOOABAYDBT ce sampmxasa na Ipejane CTOKUTe OT ChOTBCTHATA IIO3MIHA,
KOJMYECTBO H Ka4eCTBO Ha MICTOTO HA JOCTABIHE M HA MAaTePHATHO-0TTOBOPHOTO JIHHE Ha
KVYITYBAYA.

Y112, IPOOABAUYDT ce sagsmkasa na IPEACTABH HEOOXOUMUTE MOKYMEHTH 32 H3BLPITBAHE
Ha [aIaHeTO HAH-KBCHO B ICHS HA JOCTABSHE HA CTOKUTE.

9n13.(1). IPOHABAYDBT ce s3aywmkasa na OPENCTABH TapaHUMs 3a H3OLIHEHHE Ha
HACTOAILMA JIOTOBOp B pasMep Ha 5 % (IeT MPoleHTa) OT CTOXHOCTTA HA JOTOBOPa 6e3 BKIIOYEH
HJC, 1 ¢be cpok Ha BANMIABOCT TPH MeCela Clle/[ H3THUAHE CpOKa Ha JOTOBODA,

(2). TapaHuusTa 3a H3MbIHEHHE HA Aorosopa e B 0611 pasMep Ha 9 135, 17 (meBer xumsaou cTo
TPUAECET M NCT lieBa ¥ 17 CTOTHHKH) jlepa. [apaHIUsTa 33 H3IILIHEHHE ce IPEACTaBA B €jiHA OT
crnenauTe popMy, karo UameaanTenst n3Gupa cam (opmara na rapasIusTa 38 HITEIHEHHE:

1. napryna cyma;
2. GaHKOBa rapaHIHsL;
3. 3aCTpaxoBKa, KOATO 00€3[ICYdBa M3IIBITHEHHETO upe3 TMOKPUTHE Ha

OTIOBOPHOCTTA Ha M3nenaurens.

(3). banxomara rapanums no am 2, npencrapeHa wa KVIIVBAYA npu moznmceane na
AOroBopa, TpAGBA 1a CHABPKA YCHOBHE 38 5e3YCI0BHO H3IUIAAHE CITe] THCMEHO IPEISBEHO HCKaHe
oT crpaHa Ha KYTIVBAYA.

(4). TapannmsaTa 3a HM3NBIHEHHE Ha IoroBopa CilyxH 3a ofe3neuaBaHe Ha BpEIHTE OT
HeusmbaHeHUE oT cTpana Ha [IPOJABAYA, 6e3 Tosa 1a H3KIIOUBa TBPCCHETO Ha 00C3NIeTEHHE HAJ
HEHHMS pasMep NPy AeHCTBUTENHO IPEThPIICHH BpeJIH H IIPOIYCHATH I1OJ3H.

(5). Ilpu HewsmenHEHKE OT crpana Ha TIPOJABAUYA — yacTwuno wm H3UANO, U BEB BPE3Ka C
TOBa Ha NIPETBPICHH BpeAn oT ¢rpana Ha KYIIVBAYA, to mocnenmusr ce VIOBIETBOPSBA IO
pasMepa Ha BPEAUTE OT IPeIOCTABEHATA TAPAHITHS.

(6). TapanmusTa 3a HM3NBIHCHWE ce oceoboxnaBa o1 Buanokurens B 90-nHeBen CPOK OT
H3THY2HETO/TIPEKPATABAHETO HA TO3M IOrOBOP, IIpH H3ITHJTHEHHE HA BCHYKH 3aTb/KEHHS OT CTPaHa
Ha NIBETC CTpaHH ¥ IIPH IHCMEHO UCKaHe OT cTpaHa Ha Vameanurens.

Q. 14. IIPOJABAUYBT ce 3aasmkasa na OTCTpPaHH 32 CBOA CMETKA U B JIOTOBOPEIINTE CPOKOBE
BCHHKH HECBOTBETCTBHSA U/HITH OTKIOHEHHS HA JOCTABCHHTE CTOKH, KOHCTATHPAHH U MPEIBCHH IO
PEZla Ha HACTOAIIMS TOTOROP.



V. 3AXBJIKEHHST HA KYITYBAYA
Un.15. KYIIYBAUBT ce sanbikasa Aanpeaane Ha [TPOJTABAYA nucMena 3asera (nmu na s
H3MPaTy 0 dake WM e-mail, mocouen or ITPOOABAYA) 3a gocrapka ua CTOKHTE, CHIBPKAIA
BCHYKH QaHHY HEOOXOIUMH 34 H3IThIHEHHE Ha IIpeMETa Ha HACTOAIINA JI0r0BOP.
YUnl6. KYIIYBAYBT ce sanbiokapa Aa IIPHEME NOCTABEHUTE JICKAPCTBEHH IIPOIYKTH,
CLOTBETCTBAINM 110 BUJL, KOIHYECTBO M KAYECTRO Ha AOTOBOPEHHTE M 32sBEHH OT HEroBa CTpaHa JIpej|
1IPOJTABAUA.

npraudy KYIIYBAYBT ciensa nezafapmo Aa yeemomu 3a toea [TPOJJABAUYA. 3a KOJNHYECTRA,
Aoctapenn ot [IPOJJABAYA u3pnH/Ges 3asiBka, KVIIYBAUBT msma 3aABIDKEHNE 3a [IALAHE,
Y118 KYITYBAYBT mosxke 12 orkaske TIAAHETO Ha GaKTypa, KOsTo He e oopmenia ceriacuo
H3HCKBAHUATA HA 32KOHA 33 CYETOBOCTBOTO HIIH He CBOTBETCTBA HA JOCTABEHUTE CTOKH, KaKTO
KOraTo JocTaBKaTa He ¢ UPHAPYXEHA C HeOOXOMMMuTE CEPTH(MKATH 38 KAYeCTBO HA CTOKUTE. 3a
OTKa3a ce ChCTaBs NIPOTOKOI, HOAIHCAH OT IBETe CTpaHy, ¢ MOCOYBAHE Ha IPHYMHHTE 33 0TKAZA.

VL. TAPAHIITUHA U PEKJIAMAIIIUA

W19, TIPOTABAYLT lapaHTHpa TOZHOCTTA Ha JOCTAREHHTE CTOKH CBOOpa3HO H3HCKBaHMSATA
Ha TeHCTBAIIOTO 3aKOHOMATENCTRO | HACTOAUINSA I0TOBOP.

9n.20. KYIIYBAULT "PE3 MATCPHATHO-OTIOBOPHOTO JIHIE MOXKE 1A OTKAKe MOJIy4aBaHe Ha
CTOKHTE HIIM Y4CT OT CBITHTE IPH YCTAHORSHH TATICH, HAPYIIEHa HSUIOCT Ha ONIAKOBKUTE, NHIICH Ha
TPUAPYXABAIM CePTHPHUKATH 38 KAYECTBO, HECHOTBETCTRYS ¢ IpenareHaTa mucMeHa 3asBKa, Jamnca
Ha MOTHBHPAHO pellenve Ha M3mbaHuremHus mapextop Ha CBAJl no Ouxonorus - EA, npu
AOCTAaBKa Ha NeKapCTBEH IPOAYKT C OCTATHUCH CpOK Ha POAHOCT NO-Mam®K 0T 30 Ha ¢TO 0T 06IBeHHs
OT IIPOH3BONMTENH, U APYTH SBHH HECHOTBETCTRI,

Hn.21. KVITVBAYBT moxe na NpenAaBsBa peknamanun npen [TPOJTABAYA 3a:

- ABHH HE/TOCTATBIM — B TPH/IHEBEH CPOK OT TIOJTyaBaHe Ha CTOKMTE, 4 33 MAJIKH KOMMYECTRa
BEHAra IpH IIOJyYaBAHETO;

- 38 CKPHTH HELOCTATBIM - NIpe3 LEeIUs CPOK HA FOJHOCT Ha JTOCTABEHUTE CTOKH, Bb3 OCHOBA Ha
[IPOTOKOJL, U3AJIEH OT OTOPH3HPAH AbPKABCH OpraH.

Y122, KVIIVBAYLT YBCAOMSARBA ITHCMEHO BKITIOYHTETHO 110 (akc uim e-mail [MPOOABAYA
38 HUTHYHETO HA Ae(eKTH B JOCTABEHHTE CTOKH BEIHAra Cie/ KOHCTaTHpaneTo uM. B pexnamanusra
C€ 1OCOYBa 33/ILIUKUTENHO MHCMENATA 3asBKa, JaTaTa Ha AOCTABKATA, PECIL.NPOTOKOIA, BANA Ha
CTOKHTC, OCHOBAHHETO 33 PEKJIAMAIIHATA H KOHKPETHOTO MCKaHE 3a OTCTPAHsIBAHE HA nedexture,

Tn.23. Ipu pexnamanus 3a sHE HECHOTBETCTBHA H/WIM OTKIOHEHHS IIPOHABAYGLT ¢
ATBKCH B TPUIHEBCH CPOK OT MoNyyaBaHe Ha PCKIAMalMATa 32 CBOS CMETKA H PUCK Jia
3aMEHU/I0CTABH JOTOBOPEHHTE CTOKE,

Yn.24. Ilpu pexramarmy 3a CKpaTH Henoctarslu [IPOJTABAYDT e mrbien B CAHOCE/IMHYCH

He0BX0UMOTO Ka4ecTRo ¢ AOTOBOPEHHUTE HIIM [1a BBPHE MONyYCHATA [IeHa 34 CTOKHTE, 32 KOHTO ca
HANPABCHY PEKITAMALINH, KAKTO H /1 3aIUIaTH Ha KVIIYBAYA AOTOBOpEHATa HeyCTOHKa.

VIL. OTTOBOPHOCT IIPH HEM3ITbJIHEHUE

Un.25. B enyqait ue [IPOHABAUBT me AOCCTaBH CTOKMTE, IPE/MET HA CHLOTBETHATA 3asBKa, B
AOTOBOPEHUTE B 4/1.6 CPOKOBE, CHINUIT OemxH Ha KYTIVBAUA HEYCTOHKa B pazMep Ha 0,7 % (Hyna
L0 1 CeNeM NPOLICHTA) Ha JIeH, HO He ToBeue oT 20 % (aBamecer IIPOUEHTA) OT CTOHHOCTTA Ha
HEH3IBIHEHHETO, KAKTO U 00ERIIeTeH e 34 IPETEPIIEHUTE BPE/IH H MPOIYCHATH TIOJI3H B CIy4yauTe,
B KOHTO T€ HaIXBBPILIT AOrOBOPEHATa HEYCTOMKA.

Hn.26. Korato npy Hanuume ua pexnamarus [IPOJABAYDBT ne mmbimmy 3a0BJDKCHHATA CH 110
UPCIXOOHHA paszfieN OT HACTOSIIHS AOTOROp HIH HE I'M U3UBITHY B CPOK, CHILHST OBIDKH Ha



KVIIVBAYA neycroiika B pasmep Ha 3 % /Tpu mpouenTta/ oT nemara ma CTOKHTE, 3a KOHTO Ca
HalpaBeHH PEKIIaMAallHUTE.

Yn.27. (1) Ilpu HewsubIHeHNE Ha saeorenuaTa Ha [IPOTABAYA sa mocrarka Ha 3a5IBEHHTE
CTOKH BKIIFOUHTEIHO OTKA3H, 3a0aBEHO MIIH HETOYHO H3NBIHEHUC II0BCYE OT TPH UBTH 34 €IHA
cblia nosuuust, KYIIYBAUYBT uma npaso sa pasBami €IHOCTPaHHO M 6e3 mpe/M3BECcTHE TO3M
HAOTOBOD, KaKTO H 1A 3aXbPKH NPEOCTABEHATA OT [IPOJABAYA rapasis.

(2) KVIIYBAYBT uwma IIPaEO /1a pasBaly YacTHYHO JOroBOPA 3a OTACIHH NO3HIHY TIpH
YCTOBHATA, IOCOYCHH I0-I'OPE, KATO B OCTAHANATA YaCT ce 3alla3ssa BAMHIHOCTTA Ha JOrOBOPA.

.28, (1). B cayugaii, ue IMPOJJABAYFBT nocrasu JICKAPCTBEH NPOJYKT, OpeIMeT Ha
CPOTBCTHATA 3aBKa, IIPH YCIOBHATA HA WiL.9 am.2, Che CPOK Ha roAHOCT 0T 64,99 % 10 55 %, chinusaT
Avmxd Ha KYTIVBAYA meycrodika B pasmep Ha 30 % (tpumecer IOpOLeHTa) OT CTOWHOCTTA Ha
HEM3I'BIIHEHHETO, KAKTO B 00e3IeTenne 33 NPETEPIICHHTE BPETH B CIYYAHTE, B KOHTO Te HaJXBLPIIAY
ACTOBOPCHATA HEYCTOHKA.

(2). B cayugaii, e IMPOJABAYGBT nocrapm JIEKApCTBEH IIPOLYKT, NPEAMET HA CHOTBETHATA
3&iBKa ChC CPOK HA FOJAHOCT OT 54,99 % no 45 %0, CBINMST OhIKE Ha KYITTYBAUA HEYCTOHKA B
pasmep Ha 60 % (mecToecer IIPOIIEHTa)} OT CTOHHOCTTA Ha HCH3ITBJIHEHUETO, KAKTO M 00e3IeTe e
38 IIPCTBPIICHUTE BPEJH B CIAYYAUTE, B KOHTO Te Ha/IXBBPIIAT JOTOBOpPEHATA HEYCTOHKA.

(3). B cayuaii, e ITPOJABAYET poctasn JACKAPCTBEH TIPOAYKT, NMPeAMET Ha CHOTBETHATA
3a4BKa CBC CPOK Ha FOAHOCT IO-MANBK OT 45 Ha CTO, ChIuAT OBDKH Ha KYTIVBAUA HEYCTOHKA B
pasMep Ha 75 % (cemeMpmeceT W mer IOPOUEHTA) OT CTOHHOCTTA HA HEH3INBIIHEHHETO, KaKTO W
obeslneTenye 3a peThpreHuTe BPE/IM B CITy4auTe, B KOUTO T€ HAAXBEPILT JOTOBOPEHAaTa HEYCTOMKa.

(4). [Moctaeka na nexapctpen TPOIYKT C OCTATBYEH CPOK Ha FOAHOCT 1I0-MaThK 0T 30 Ha CTO OT
OGSBEHAS OT NMPOMIBOMTEIN Ce H3BBPIIBA €aMO ¢ MOTHBHDPAHO pELIEHHE Ha Manwiuurenaus
Aupextop Ha ,,CBAJI mo omkonorus” EAJl, cien moTuBupan JOKNad Ha peKoBoauTen Bonuuyna

V3smbiHUTENHNS XMpekTOp cTOKHTE He CreiBa pa Objar 3amnamanu, B Toszu CIy4yad, BBOpeKn
U3PHYHOTO paspenieHue 110 MpeixoqHuTe nspeuenust, [IPOOABAYUDBT awmxy ma KYIIYBAUYA
HeycTolKa B pasmep Ha 90 % (1eBernecer NPOIEHTA) OT CTOHHOCTTa Ha U3IMBIHEHHETO, KAKTO H
obesimeTerye 3a mperbprenuTe BPCIM U YIDOTIYCHATH IOJI3H B CIYYaHTe, B KOHTO Te HAJXBLPIAT
MOTOBCPCHATA HEYCTOMKA.

Tn.29. Tlpu wemsmbimenwe wua 34IBDKCHEATA CH 32 TUIAIMAHE HA JOCTABEHHTE CTOKH B
Yrosopeuute cpokose KVIIVBAUBT nemxu HCYCTOHKa B pasMep Ha 3aKOHHATA JIHMXBA BLPXY
CTOHHOCTTA Ha 3a6aBeHOTO Inallage,

Hm.30. KVIIYBAUBT YABPKA NOTOBOPCHHTC HEYCTOHKH OT IPe/IcTaBeHATE OT ITPOJTABAYA
raparIus 3a 100po H3MbIHEHHE.

VIIL. CPOK HA 1OI'OBOPA U OCHOBAHMS 3A IIPEKPATABAHE
Un.31. Hactosmusr JloroBop BiH3a B cria OT marata Ha TIOAIHCBAHETO My OT CTPaHHTE M Ce
CKIIFO4BA 3a CPOK OT 12 Meceria.
Un.32./1//TelicTRrCTO Ha TO3M /IOTOBOP Ce IIPeKpaTsBa;
1. ¢ H3THYaHETO HA HEeroBHs CpPOK;
2. ¢ M3UBIHEHHE HA BCHYUKH 38b/DKCHUA Ha CTpaHHTE;
3. ¢ mocturane Ha IIPEABHACHATA B JOTOBOPA CTORHOCT;
4. Ilo B3aMMHO ITHCMEHO ChIIaCKe Ha CTpaHuTe,;
/2/HorosopeT ce IPEKPATABA NPC/ICPOTHO B CIIC/IHHTE CIIyYan;
1. C emrocTparno nuemeno YBEIOMIIEHHE, OTIIpareHo oT KVIIVBAUA IIPH HEU3IIBJIHEHUE Ha
sanpipkenuaTa Ha IIPOJJABAYA, nmocouenyu 5 HACTOALIIUS TOIOBOP.
2, Tlo B3amMHO chriTacHe Ha CTPaHHTE H3PA3EHO B MUCMEHA PopMa.
3. llopann BHHOBHO HeHsMBIHEHHE Ha 3a1BIDKCHAATA CH 110 HACTOSIIH S HOTOBOD, IPOABIKHIIO
10Be4E OT 15 NHK — ¢ elHOCTPalHO MicMeHo IIPEIM3BECTHE OT pfﬁ‘gpéBHaTa CTpaHa.
s




4. B cnyuatt, ve a3 OCHOBA Ha BIIS35]T B CHIIA AAMMHUCTPATHBEH axT Ha HPOJTABAYA My OB1e
OTHETO NPAaBOTO Na U3BBpPIIBA JOTOBOPEHATA NEHHOCT.,

5. Ilpn npexparspane ga FOPUIMHECKOTO JIHIIE HIIH OTKPHEBAHE Ha IIPOM3BOACTBO [0 TMKBHANHA
Ha [IPOJABAYA.

6. B 1pyru 34KOHOYCTaHOBEHH CITy4an,

/3/. B Cilly4ait Ha BHUHOBHO HEU3NIBITHEHHE HA KOETO M A2 € OT 3aJbKEeHUATA Ha HPOJJABAYA
110 HacToswms norosop, KYIIYBAULT HMa IPaBo Ita pekpatu AOTOBODA C eTHOCTPAaHHO THCMEHD
YBEIOMIIeHNe 6e3 npemmspecTme, B To3H cnyvyaii KVIIVBAYBT mma IpaBoTO 1a momyun
YTOBOpeHarta B pasjen VIl HEYCTOHKa,

/4/. Ipu HacTeOBagE Ha HAKOH OT 00cTosTeICTRaTA TI0 T.4 U 1.5 OT anumey 1, IPOTABAYLT
© IVIBAKCH He3a0aBHO j1a YBenomu KVIIVBAUA,

Yn.33. Msmnamamero ua HEYCTOHKH M o6esineTenus me THIDaBA H3NpaBHATA CTpaHa o
AOTOBOPA OT MPaBOTO Aa ThpcH obestyeTenHe 3a BPEIH ¥ IpomycHatH momsm man YTOBOpeHUTE
PasMepH Ha 00mo ocHoBanue,

- JlaTaTa Ha TPHEMAHETo - Ipy H3lIpamane 1o dakc uim e-mail.

AJpecute u KoopauHaTHTE Ha CTpaHuTe ca, KaKkTo creapa:

3a KYIIYBAYA

AIlpec 3a Kopecnounennud rp. Codus m.x. 1756 yi. llnosauscko none” No 6 dake 8706321
3a [TIPOJTABAUA

H M3I'BTIHEHHE Ha 3aNB/DKEHUATA CH 10 HACTOALIH S JOToBOD !

Mar. dbapManedt Kamuna Cranega — Ynpasuten ,, Bonanyna anrTexa”, rex. 02/8076291

3a [TPOJJABAUA

IIBeTenun Mamos, Ten.02/9555600; cdanov@solomed.eu

.37, Beska ot CTPaHHTE 110 TO3H JIOr0BOp ce 3abIDKaBa 4 e pa3pocTpansBa uHpopMais

ReHCTBHUTENHOCTTA, TBIKYBAHETO, H3BLIHCHHETO Ml HCM3IBITHEHHETO MM ipekpaTapaneTo My, e
C€ Ypexnar ot ctparure 110 CIIOpasyMeHHe,
Qn.39. Ipu HCIOCTHraHe Ha cropasymenye CTPaHHTE Ce 1OTOBAPAT na oTHecar cropa 3a
pastiexnane u pemapage ot KOMIICTEHTHHSA Ch L,
U1.40. Humoxnocrra wa HHKOS Kiaysa oT HACTOAIUUS AOroBop,
UPOTHBpEYaa Ha MPHIOKUMES 34KOH, HAM4 Na Haupapu HEBAIUAHA HU
HJIH TOTOBOpA KaTO 11510,
HQm.41. Tipu ceerapsmero Ha HACTOAIHUS 10roBop ce IIpeacTaRux
. JoxyMenta mo 41,112 ot 3011,




. I'apanimu 3a ©30BIHEHKE HA TOYOBOpA.

Un42. BB3nmokuTensT cu 3amassa TIpaBoTO, HPH HEOOXOAMMOCT OT MpOARIKABAHE Ha
AIOCTABKHTE, Ja YABIIKM CPOKA Ha CKIIOYEHHS JOTOBOP 33 M3IIBIHEHNE Ha HOPBYKATA HA OCHORIHHE
@i1. 21 o1 3011 BBB BpE3Ka C ONpeIENAHe Ha IPOTHOIHATA CTORHOCT Ha nopeykaTa U ¢ Metoguyecko
ykasanue Ha AOII - "M3nonssaHe Ha onuuy npe Be3narade Ha o0wecTBeR: MOphuKH". YCroBuaTa,
TIPH KOUTO BJIH3a B CHJIA OIILMATA €A CIEIHHUTE:

/1/" BH3NOXHTENAT ¢ OTNpaBsHE HA BBMACATENHO MHCMO OO H3IBJIHUTENS Bb3nara
U3MBIHCHUETO Ha ITOPBYKATA 33 DOIBIHUTENEH CPOK.

/2/ Cpox®T Ha JOroBopa Moxe aa 65ie VALIDKEH 10 3 Mecela.

/3/ BKIIOYBaHETO Ha KJTay3ara 3a ONIES 1 YABJDKABAHETO Ha CPOKA MOXE [1a ¢e H3BBLPIIH CaMo
IPCIH M3THYAHE HA CPOKA HA JIEHCTBIE Ha OTOROpA.

Yn.43. Usneauutens ce 3aqsikasa Ala CKIIFOYH IOTOBOP 33 HOAN3NBIHEHHE, KOTATO € O0SBHI B
oyepTaTa cH IIONI3BAHETO HA HOU3IBIHHTEL.

Y. 44. B cnyqait, ge BB3JIOXHUTEIAT ckmoun mim seve o CKITIOYHI JIOTOBOD 34 NOCTABKA Ha
/ICKAPCTBCHATE CPeACTBA, HAa OCHOBAaHHe OGINECTBEHA MOPHYKA 33 JOCTABKA Ha JTEKAPCTBEHH
TMPOAYKTH Hpe3 paMKOBO CIOpasyMmeHue, oOfreHa OT MUHHCTEpCTBO Ha 30paBOONA3BAHETO B
KadqecTBOTO My Ha LleHTpateH opraH 3a BB3NaraHe Ha OGMICCTBEHU HOPBYKH B CEKTOP
,»3IpaBeONalBaHe™, Ch3MANEHO HA OcHOBanue llocramomineHue Neld6 or 9 1omm 2015r. ma
Muannctepekn  cnier, BB3JIOKUTEIIST MOXE COHOCTPaHHO [a NPEKpaTH AOTOBOPHIC ¢
WSITBJIHUTEJINTE 3a coinute JeKapcTBa 0€3 1a IRk HeyCTORKa /iy obesleTeHne 3a TOBA.

Hepasznenna qact ot HacTosms AOTOBOp Ca MPCHN0KEHHATA 38 H3NBIHCHAE HA TOPBUKATA, 3a
BCAK2 IIO3UIHS, [0 HACTOAUIH J0TOBOD - [punoxense Ne 1 i 2.

Hacrosmusar JIOTOBOP ‘ 34
IpoIasava.

3a KYITYBAUY:
MsoenanTenen JUPEKTOP. e
(2-p Banenrnn Anrenos ) 7420 5! E AU 0 | 1 B \

LA

I'maBeH cueroBOmUTE:

(ITerpana Jlanesa)

Crriacysanu: !

DUHAHCOB KOHTPOIHOP DMIED Ltd.
Pozka [onesa............. {8 Abs/832018046

Gieordi Panov

PeroBonuTen ornen »11paBeH H obmecTeHH HOpBYKH™ MANAGER

(Baus Bacunepa-Kucwopa)......................

Usrorsun;




Obpazey Mo 3,
Lenoso npeonosrcenue

O
»CBAJIO” EAJT

YL ,ILIOBAMBCKO IIOJIE” Na 6
I'P. CODUSI

OEHOBO ITPENJIOKEHUE

Hawumenosaune na nopb4KaTa: ,,
Hepuauyno HOBTADSIINY Ce NOCTABKH
HA JICKADCTBEHN IPOAVKTH 3a
HyxaaTe Ha ChAJIO EAT” o 31
060co0eHn no3umn Briaoxuren:

»CBAJIO” EAJT

Hacroamoro Ilenono HPEATIONKEHHEe TOAANeHO oT I eopru IlaHoB B KawecrrOTO My Ha
Yopasuren Ha ,,Comomen” EOOA, EMK/Byncrai/EI'H/ Hnenrnpukaums 3a HY>XKNECTPAHHO JTiile
832018046, cnc cemamume u AApCC Ha YNPABICHHE/IOCTONHCH aspec: Ip. Codus, x.x. Brkcron,
yar. Kasbex Ne 49 g . Jlaxatauxk, o6y, Cgore, yn. Xpucro Botes Ne 44, npencrarnssano or
I'eopru Tlawok - Viipapuren!, 4Pe3 ITbITHOMOLIHIKA » € IPHIIOKEHO MEIHOMOIIHO 2

YBAXKAEMH JTAMHA 1 I'OCIIOIA,
3a m3nmaHEHWE Ha TIpEIMETa Ha NOPhYKATA B CHOTBETCTBHE ¢ YCNOBHATA HA BLINOMKHTETS
oblara croffHoct Ha HeroBoTo My npeyoskenne BB3/1H34 Ha; -

34920,00 ns,

Ciaosom: Tpupecer n ME€THPH XHWJISAAH 1€BeTCTOTHH | ABajecer JieBa
(nocoueq ce yghpom u ciocom cmoimocma 61esa c JJIC)

NEHA U YCJIOBHSI HA DOPMHUPAHETO i

BB2TIOKHTENA;
> Ilpennoxenata mema e OTpEACTICHa Ha emuHMI2 Mspka,
ClIeHH(BHUKALIM;
»  TIpu cKITIOYBaHETO Ha AOTOBOP 3a 06IMecTBeHa MOpbuKa me y4pens
rapanuEsg 3a 100pO H3MENHEHHE Ha AI0roropa & pasmep Ha 5% ot cTofiHOCTTA




Ipunaram: OcroliHocTeHa Texumuecka crenudURanms 1o obpaszen

Hata: 04.10.2016 r. UME Y DAMUIIUAL Tdopry

Topmuc®:

Pazsicienne 3a monsasane na OGpazen Ne 3:
1. LeHOBOTO MpeIokeHne 1o obpaseny - Obpazen;r Ne 3 e wdpazn efJHa HacT oT odeprara Ha
YACTHHKE, KOSTO C©¢ HOCTaBs B OLAEICH 3aNCuaTaH HeOPO3paveH IUIHK ¢ HafmHC
“llpeanarany NEHOBH TApPaMETPH” M MIHKET ce TPCACTaBA B 3allewaTaHaTa HeNpo3padHa
OTIaKOBKa,

2. Ofpazen;y Ne 3 ce mommucea oT 3aKOHHMS [IPEACTaABATEN HA YJACTHHKA HIH HAJICHKHO
YITBTHOMOLIIEHO JIHLIE;

3. AKO Y4aCTHHKET e obenunenne, Obpazen Ne 3 ce MPCACTaBd OT MMETO Ha obeaHHeHHeTo
YHaCTHHK H c¢ [IOANHCBA OT MapTHLOPA, KOHTO TpPENCTARIABA ODCIMHEHHETO 34 LieJITe Ha
ofIecTBeHATa AOPEYKA WIH HAINIEKHO YITBITHOMOLICHO nune;

4, JIOKyMEHTHT 3a YIILIHOMOIIABAHE ¢ nepasneina yact ot Texuuueckoro npejyiokenue u ce
MPEICTABA B OPHI'MHAT HIIM HOTZPUATHO 32BEPEHO KOLIHE;

5. Mzwwn nmmka ¢ Hagmue ] Ipemiarasy resoen napameTpH” He TpalBa 4a ¢ HOCOUCHA HUKAKBA
HH(OPMALKS OTHOCHO TIEHATA.

6. LleHa na emunANa Mapka (Gpotika) -116n.;1amm.; 1 dr.;16anxa; 1 cax, Inutep ¥ Ap. ¢ BRTOYCH
AJC, v3uncnena 1o WecTH 3HAK ClieN AeceTHUHATA 3aneTas u obma crolfiHoCT ¢ BKIIOvEH
JUAC - uzunciiena 10 YeTBLPTH 3HAK CIICH AECETHYHATA 3A0eTas.

Ipu pasmuka & 3anucure undpoM u coBom, 3a BEPHH LI Ce CUMTAT TE3H CBHC CIIOBOM;
YUaCTHHKBET HOCH OTIrOBOPHOCTTA 3a IPCIIKM  WAM [IPONYCKH B M34YMCIITBAHETO Ha
TIPCATIATAHUTE OT HETO LEHH.

% ~

* JlokyMeHTET .ce mommucea ot SaKOHHM: TPEJICTABMTENl HAa YYaCTHHKA, WAH OT HA/UICHKHO
YIBRIHOMOIIEHO JHiie.
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Obpazey M 3,
Ilenoso npeonoxncenye

J10
»CBAJIO” EAJ]

VL, JUIOBAUBCKO HOJIE” Ns 6
I'P. CODIS

HEHOBO TIPEJJIOKEHNE

Hamwenonalme HA noquKaTa: 5

Ile HTHO NOBTAPSINH Ce T0CTABKH
Ha TeKAPCTBECHH OPOAVKTH 3a
HyxauTe Ha CBAIO EAT” o 31
obocobenn mozunmn Branomxnren:

»CBAJIO” EAJT

Hactosmoro Ilenoso NIPEIVIOKEHHE TI0JaEH0 oT T'eopru Tlanos B KayecTBOTO My Ha
Ynpaeuren Ha »Conomen EOQJ, EWK/Byncrar/ETH/ HMpaentudmkanms 3a HYKIECTPAHHO NHUe
832018046, cue CelAMIe M anpec Ha YIPaBNeHHE/ TIOCTOSHE anpec: 1p. Codus, x.x. Bbekerom,
¥y Kasbex Ne 49 g ¢, Jaxarnuk, o6m, Cgrore, v, Xpucro Bores No 44, npexcrasagrano or
Teopru Mawos - Vﬂpasa’reﬂl, "pe3 IRIHOMOIHIKA » € IPHIIOXEHO TBIHOMOUIHO 2

YBAXKAEMU JJAMH HT'OCIIOfA,

3a H3NBJAHCHHE Ha peamera Ha IIOpBYKATa B CBOTBETCTBHE ¢ yYcnoBuaTa Ha BB3JIOKHTEIIA,
OﬁH.I&T& CTOHHOCT Ha HGHOBOTO MH OpeanoxeHue BD3/TH3a Ha:

115072,00 ue.

Caosom: cTo u nernagecer XHIS0H H CeqeMIeCeT H ABa JieRa
(rocousa ce yudpor u crosons CHIOUHOCTING 8 eea ¢ AC)

HEHA 1 YCJIOBUS HA DPOPMHAPAHETO ii

»  EnuudvHata nema e flocoteHa B nonsjinena OctoiinocTena TEXHHYeCKa CcliennduKanms
(Obpazey Ne 4);

BB3JIOKHUTEIS;
> Tlpeanoxenata nema e CUpE/ICNIcRa Ha elMHWLZ Mspka, cbobpaspo  TexHmyeckuTe
crnenubHkanyy;
> 1lpu ckmousareTo Ha HOTOBOP 32 obwecTreHa HOpBHKa 10e yupe/s B
rapaHiiug 3a no6po H3msIHeHNe Ha AOTOBODA B pasMep Ha 5% ot croluocTTa




Hata: 04.10.2016 . HME 1 ®AMIT

PazsncHenne 33 nownpane na Obpazen Ne 3:
L.

Hoamuc®:

Henosoto npemioxkenre no obpasen - O6paseny MNe 3
YIaCTHHKA, KOETO Ce MNOCTaBA B OTHeNeH 3areyaran
“Ilpeanarann nenosn NapaMeTpH” W IIHKBT ce npescrak
OIAKOBKA;

OGpazenr Ne 3 ce moammesa or 3AKOHHHMA NpPEACTABUTEN Ha YYaCTHHKA MM HAIUTEIKHO
YUBIHOMOILEHO JIHITE;

AKO YYaCTHHKET e obenunenue, Obpazen Ne 3 ce UPEACTaBA OT UMeTO Ha obenmueHmeTo
YHaCTHHK H ce OANNCBA OT 1APTHBOPA, KOHTO NpencTaBnaBa obeauHeHIeTo 33 NeanTe Ba
obImecTreHaTa NOPBUKa HiTH HaJUICKHO YIEITHOMOLLCHO NyLte;

HokymenTsT 32 YIUBAHOMOINABAHE € Hepa3/le)IHa YacT OT Texnnueckoro npemtoxenne u ce
TPEACTABS B OPHTHHAT HIIK HOTAPHUATHO 3aBCPEHO KOMHe;

HM=rpH mmka ¢ magnuc »LIpennaranm neropn napaMeTpH™ He Tpabea Ja e mocoueHa HHKAaKBa
HHPOPMaLMS OTHOCHO HenaTa,

Hena na equamna miapka (Opotika) -ITGJ’I.;IaMH.;l(i)H.;IﬁaHKa;lcaK, Limatep u ap. ¢ sxmoyen
JAC, u3uncnena mo wecty znax CIEA IeceTHYHATA 3aneTas M obma cTodHOCT ¢ BKITOYeH
HAC — m3uncnena no HCTBBPTH 3HAK CJIe]] IcCeTHYHAaTa 3alieTay.

OKYMEHTET Ce NOANKHCBA OT 3aKOHHUA MpEOcTaBuTE)l Ha YYacTHHKA, WM OT HaJIexRkHO

YII'BIRIOMOIINEHO JIHLE,
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Obpazey Ao 3,
Ienoso npeononcerne

JI0
»CBAJIO” EAJT

YL ,JUIOBAVIBCKO TIOJIE” No 6
I'P. CODHS

LOEHOBO NPENJIOKEHNAE

Haumenosanue na nOpLYKATa; ,,
Hepnaune nosraps M e NOCTABKH
HA JIEKAPCTBEHH NPOAYKTH 3a
Hyxaure aa_CBAJIO EAN” no 31
obocobens no3nnmy Bu3noxkuren:

»CBAJIO” EAQY

Hacrosmoro Ilenoro NpenTOKEHKe rnofaneno or T eopri [laHOB B KawecTBOTO My Ha
VYnpasurten wua »Comomen EQOJ, EWK/Byncrat/ETH/ Unertudrkanus aa HYKISCTPAHHO JTHIIe
832018046, cpe cemammme u aapec Ha ynpasjieHue/MocTosHen anpec: p. Codms, x.x. brreron,
yn. Kasbex Ne 49 g ¢, JakaTHux, o6, Csore, yr. Xpucro Bores Ne 44, npeacrasngsano or
I'eopru [Taxos - Ynpasuren', 9pe3 IBIHOMOLIHUKA : C IPHNIOXECHO IIBTHOMOMIKO 2

YBAKAEMH JAMH M T OCIIOJA,

3a H3NBJIHEHHE Ha npenmera Ha MOpPEYIKaTa B CBOTBETCTBHE ¢ YCIIoBUATA Ha B'LSJ'IOJKHTBJ'IH,
obiiara CTOMHOCT Ha HBHOBOTO MH npemomxenne Bb3/1H34a Ra:

65952,00 as.

CJ’IOBOM: mrecTaeceT H net XHJIOH AEBETCTOTHH neraecer a ABAa JIeBa

& —
(hocousa ce wughpom u ciroson crmourocrima ¢ aeea ¢ J{7IC)

HEHA A YCIIOBUS HA POPMHUPAHETO i

> Ipennoxernara UeHa e onupemereua ua CAHHMIA MAPKa, CHOGD
CIIeHpHKALHY;

»  Ilpu cxmouranero HA JOTOBOP 3a 0BIIecCTReHA HOPBYKA e Yipeas B o
TapaHuHs 34 106po M3aNbIHEH e Ha AOroBoOpa B pasmep Ha 5% ot CTOHHOCTTA My

§%§3HOX{HTGH}I;

' Mocousa ce SAKOHHHAT HPENCTABATE HA YUaCTRHUKA,
? fomsiea ce camo B Cilydat, ue odeprara ce nogasa ot TBJIHOMOIIHAK, KAaT0 ce IIg

+
HOTapuanHO 3aBepeHoTo R/HOMOIIHO | C¢ IIPHIIATa TBTHOMOTIHOTO ¢BO0pasHO Vkasa
odeprara.

Ry \




Ipunaram: OcroifHocTeHa TexHpgecka crenubaKanyd 0o obpasen

Hara: 04.10.2016 1.

Pazacuenne 3a nomsasane na Obpazen Ne 3:
1.

I~

Henoporo mpeanoxenue no oOpasen - O6paseny Ne 3 e H
YHaCTHHKA, KOETO Ce (I0CTABL B OTHACNEH 3afeyaTad Ren PO3PAYICH NNMHK ¢ HagmHe
“Tlpennaranu 11eHOBH NAapaMeTpH” W NIHKBT Ceé NPEICTABT B 3anevaraHaTa HEIpoO3pavHa

OITaKOBKa;
OGpazert Ne 3 ce moamucsa oT saxoHHus NPCACTABMTEN HA YYaCTHHKA MM HAMICHKHO

YIBITHOMOIICHO JIHLIE;
AKO YYacTHHKET e ofciHHeHMe, OGpazen Ne 3 ce mpencrass ot mmMero Ha obenmHeHHeTO
YHACTHHK M C€ TIONNHCRA OT NApTHBOpA, KOHTO TpejcTar/isea 00eIMHECHHETO 33 Te/IHTE Ha
061ecTBeHATa NOPEIKA HIH HamIexHo YITBJIHOMOLLIEHO JIUIIE;

HokymeHTBT 3a ynhianoMowapane e Hepasaenta vact ot Texauueckoro npemioxkenne u ce
TIPCACTABS B OPHIUHAN HIIH HOTAPHATHO 3aBEPEHO KOLHE,

H38bH mimka ¢ waanue |, [Ipejarany UCHOBH napaMeTphn™ He TpabEa [a e NocoYeHa HUKAKRA
HH(OpPMAIIHA OTHOCHO LIEHATa,

Iena na exuunna mapxka (6poiika) ~176x.; lami.; 1 n.; 16anka; 1 caxk, Inutep v ap. ¢ BrTOUEH
AAC, nzumcnena o wectu 3mak cren aecetuunara 3aneTag W ofma CrofiHOCT ¢ BKIOYeH
JUIC — m3umciena 1o 9eTBBPTH 3HAK CeN AcceTAHATA 3amneras.

Lipu pasiuxa B samicure mudpom u C/TOBOM, 34 BEDHH IE CE CHUTAT Te3H ChC CIIOBOM;
YUacTHUKET HOCM OTTOBOpHOCTTA 32 TPCIUKH WA TPOIYCKH B H3YHCIABAHETO Ha
NPEJUTATAHHTE OT HETO LIEHH.

3 I[OK}"MCHT’I)T @0, IIOAIHCBA OT 3aKOHHHN IIpencTaBuTeEN Ha YUacTHHKa, HIW OT HaJICKHO

YIBAHOMONICHO JIMIEY,
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Obpasey W 3,
Lenogo npednoncernye

JIO
nCBAJI0” EAJT

YL ,ILTOBJIMBCKO NOIE" a3
I'P. CODMs(

HOEHOBO HPEIOKEHNE

HanmeHOBaHne HAa nopbukara;
Hepuanune HOBTapamy ce AOCTABKH
HA leKkapcrBeny IDOAYKTH 32
Hy:aure ga CBAJIO EAT” o 31
000coGenn HOINNHN Bo3iaosknren:
———2tHH Hosunnn

»CBAJIO” FA [

Hacroamoro Henopo PEANONCHME nopmameno op Teopru Ilamop g KaueCcTBOTO My ga
Ynpasuren pa »Comome EOOQ, EMK/Byncrar/ErHy Hpentnidukamy 34 YyXIecTpanHo smige
832018046, cre CClaNMIe u anpec pa YHpasienue/nocrogyey afpec: rp. Codus, x .k, B’LKCTOH,
yn. Kazbex Ne 49 M ¢, JIaKaTHHK, obur, Cerore, Y1 Xpucto Boreg Ne 44, IpencTaBnapano o
Ueopru IMarop - Ynpasurei’, IPe3 DEIHOMOIHHK, » C IPHIOKeHo TBIHOMOHHO 2

1100,00 ax,

—
Caorom: XHJISIAA H CTo jlepa
(nocoyeq ce HUPpom u croeon; CIOUHOCIIMG 6 Teeg ¢ AUIC)
IHEHA ¥ YCIOBHI HA POPMUPAHETO i

> Ensnnynarg LOeHa € mocovensa g HOIBIIHCH, Octoitrocrens TEXHHYecka CleHHpHKany
(O6pazen Ne 4y,
Tlocogenara eHa € B JTeBa 3 BKITIOYBA BCHyky pasxony 3a H3MbHEHMe Ha NOphyKaTa;
> Mpeanoxenara HeHa e onpegenena Hpu  Oeaho CbOTBETCTBHe YCITOBHATA Ha

! HOCO‘IB& C¢ 3AKOHNHAT npeacTaButer Ha yuacTHuKa,

? Homsza C¢ €amo B crygaji, ye odeprata ce moyagg OT DBIHOMONINK, KkaTo ce
HOTapHAIHO 3aBepenoTo IIbJIHOMONIHD 1 ¢ PHIATa OBIROMONIHOT CroOpasro Yias
odeprara,

ay




Hara: 04.10.2016 r

Pazsacuenne 3a onkasane na OGpazen N 3:

L. TlenoBoto mpemnoerme no obpazer; - OBpazer; No
YYaCTHHKA, KOETO C€ mNOoCTaRy B OTACNEH 3ameyarad Hel PO3paYeH OmAMK ¢ Hamrmc
“llpemtarany uenory TapamMeTpH™ W IUTUKEBT ce NpeacTaBs B 3amcuaTaHara HeMpo3payHa
OIIAKOBKa;

2. O6pazer; Ne 3 ce NOANIMCEA OT 3aKOHHMSA HPCACTaBUTeN Ha ywacTHHKA win HaJICKHO
YIOBITHOMOUIEHO JuILE,

3. AKO yYacTHHKDLT e obeannenre, Obpaser; Ne 3 CC NpPEeacTaBs or UMeTo Ha obenuHenMeTO
YHacCTHHK H ce MOoAMMCBA OT UapTHEOpa, KOHTO mpencTanmsisa 00eAMHEHHETO 38 LeTyTe Ha
obmecTrerara TIOPBYKA HITH HaUIekHO YIOBIIHOMOLIGHO JAHie;

4. JoxkymeHTBT 3a YILITHOMOMIABAHE € HepasfenHa uacy oT Texnuueckoro NPEITOKEHHe 1 co
TIPEACTARS B OPHTHHAI Wity HOTapHATTHO 33BePEHO KolHe;

5. M3BBH mamka ¢ pamme ~Jpenmaranu nenony HapamMeTpu™ He Tpadea j1a e nocoyena HHKaKBa
HH(OPMALHS OTHOCHO HenaTa,

6. Ilena wa CAMRAUA MapKa (Opoiika) -1T6ﬂ.;1aMH.;Idm.;16am<a; leak, lautsp u Ap. ¢ BKAIOYEH
HIC, n3uncnena AO WIECTH 3HAK CNex AeceTHuHaTa 3anetad ¥ obma croipgocr ¢ BKJTHOYEH

JTHOMOINEHO JTHIIE.
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Obpazey Ae 3,
Ienoeo npeononcenue

bi (e}
»CBAJIO” EATT
VJL L,IIJIOBAUBCKO MOJIE” N 6

I'P. CO®HSL

HEHOBO HNPEIJIOXEHNE

Haumenoranue na NOpPLYKATA: ,,
Iepuanuno norapsmm ce AO0CTABKN
Ha JIEKAPCTBEHH UPOAVKTH 32
Hyxaute Ha CBAJIO EAT” no 31
000cobenn nospumn Br3nomuren:

»CBAJIO” EATI

Hacroamoro IJeHoro MpeinoKenne mogaaeHo ot I'eopru IMamop s Ka4ecrBoTO My Ha
Ynpasuten Ha ,.Conomens EOOM, EUK/Byncrar/ETH/ Hnenwrnduxanma 3a 9YKIECTPAHHO JTHIIE
832018046, cre cenanume u AIpec Ha yNpaBNeHHe/NMOCTOSHEH afpec: rp. Codus, x.x. Brkeron,
yI. Kasbex Ne 49 i ¢. Jakatiuk, o6, Caore, yi1. Xpucro Bores Ne 44, npexcrasngsano or
Teopru IManor - Vipasuren!, vpe3 MEIHOMOLTHHKR ¢ [PFIIOXKEHO TEIHOMOIIHG :

YBAKAEMM JAMM H I OCHIOJA,

3a H3ITBJIHCHHE Ha npeagMera Ha MOpBYKATA B CHOTEETCTBHE C YCIOBHATA Ha BB3JIOKUTETY,
06ma’ra CTOMHOCT Ha HeHOBOTO MH IPEAIOXKEHHE BBLINH2A Ha:

2200,00 xe.

CaokoM: ABe xXuasiiu u iBecTa Tepa )
(rocousa ce yudpom u croson CIOUHOCIMA 6 K1e6a ¢ H0C)

IOEHA H YCJIOBUSA BA DPOPMUPAHETQ i1

»  Eamnuunara nena o liocoteHa B nonkiaHeHa OcroiiHocTena TeXHHYECKA CenubHKanua
(O6pazer; Ne 4);

» Tlocoyenata nena e B 7ICEA U BKIIFORBA BCHYKH Pa3XxOmH 3a H3IIBJIHEHUE HA MOPbYKATA,

> TpennoxeHara lIeHa € ompejienena NpH WBAHO CHOTBCTCTBHE ¢ YCIOBHATZ Ha
BB3JOKHTEIA;

» Tlpemnoxenata mnena e ompezeNneHa Ha eAHHHIEA MApKa, chobpasHo TexHuueckute
CIENMDHKAITNY,

> Tlpu cKII0YBAHETO Ha JOrOBOp 2a O0IIeCTBE TOPBHYKA IE yUpeas B 1rof
rapannMs 3a 1o6po H3mBTHEHHe Ha /10roBopa B pasmep Ha 5% ot ¢rToiHOCTTa MY

Ha BB3M0XKHTENq

-




Tpmraram: OcToliHocTena TexHmYccKa crenuduKaiys o o6paser

HJara: 34.10.2016 T,

Pazacrenne 3a noms.1Bane na O6pazen Ne 3:
1.

IlenoBoto npemoxkenue mo obpasen - OGpazen Ne 3 e Hep
Y4acTHUKA, KOETO Ce IIOCTaBd B OTAeJeH 3alicYaTaH HENpPO3paueH I[UIMK C HAIIIHC
“IlpeanaraHy UEHOBM MapaMeIpn” W IUTMKET CE TPEJCTABA B 3alleuaTAHATA Helpo3payHa

OIIAKOBKa;
Obpasen, Ne 3 ce mommmcea OT 3aKOHHMsA IpPEACTAaBHTEN HA YUACTHHKA MIH HAJUIEAKHO

YIBIHOMOIICHO JTHIE;
Axo yuacTHuksT e ofennnenne, Obpazery Ne 3 ce TIpEACTaBA OT MMCTO Ha QOCT(HMHEHHETO
YHACTHHK M C€ IOATHCBA OT NaPTHROPA, KOHTO TpeicTaenssa oO0eaHHEHHETo 3a HETUTe Ha
0o01IeCTBEHATA IOPBYKA WK HAJIEKHO YITBIHOMOIEHO JTHIE;

JIOKYMeHTST 32 yIrbHOMOLIABAHE € HepasjelHa 9acT oT TexHHIeCKoTo NpeJIOKeHRe H ¢
HPEACTaBA B OPUrHHAII HITH HOTAPHATHO 32BEPEHO KOLIUE,

M3pBH myipka ¢ Haamue ,JIpepnarany neHoeu mapaMeTpH” He TpaGBa /1a ¢ I0COYMeHA HAKAKBA
HH(OPMALHA OTHOCHO LIEHATA.

Lena na epunuua Mapka (6poiika) -116m.; 1avm.; 1 ¢in.; 1 6anka; 1 cak, lnuTep ¥ gp. ¢ BRIIOYEH
HJIC, n3ancieHa o wIecTH 3HAK cled NECCTHYHATA 3aneTas H obiia CTOMHOCT ¢ BIUTIOUEH
AAC — u3uriceHa 1o YeTBLPTH 3HAK ¢lie AeCETHUIHATA 3ameTas.

Ipw pasivka B 3aTMCHTE LEGPOM H CJI0BOM, 32 BEPHI 1€ CC CUHTAT TE3H Che CIIOBOM;
YYacTHUKBT HOCH OTrOBOPHOCTTA 32 I'peIIKH WM OPOITyCKH B H3IYMCIABAHETO Ha
IPEJIaraHuTe OT HEro IeHi.

o I[OKYMGHT’BT Ce MMOANMHMCBA OT 3aKOHHUA OpEACTaBMTIENl HA YYAaCcTHHKA, HAH OT HadJISKHO

YIIBENHOMOILCKO JIHMLIE,
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Obpazey MNoj,
TEXHHYEC, HPEIOKEHHE

10
nCBAJIO” EAJ[
YL, IVIOBIIMBCKO [TOJE” N, ¢

I'P. CO®Ig

TEXHUYECKO HPEIOKEHUE
3A M3OBJIHEHHNE, HA MTOPHYKATA

HaIfIMEHOBaHHe Ha noprnukara: 5, HEDH,LII/I‘IHO HOBTADAIH €¢ _JA0CTaBRKH Ha

JdeKApPCTBeHn HPOAVKTH 33 Hy:KMTe Ha _CBAJIO EAD” no 31 060ocobeny N03HnUR
Branosxaren: CBAJIO EAJZ

My Ha Vupasnrens ua »Comome EoOn, EUK/Byncrar/Eryy Wnentnpukamms s

HYXKIecTpanno nume 832018046, crc CCliamuine u anpec ng YHpaBIeHne/nocrosmey anpec:

_Ip. Codus, x . Brxkcron, YL Ka3bex Ne 49 ¢ C. HaKaTHHK, obm, Caore, yi. Xpucto Boten

Ne 44, HOpencrasnsgeano ot Teopru Ilamop - Ynpasuren!, “PC3  InIHOMOIHYK,
2

» C IPHANOMKEHO H'BJIHOMOH.IHO
-_— -

YBAXKAEMH AAMU U OCITOJ A,

IMpeacrasay By HAIOETO Texumuecko OpeuIoxkeHne 3a H3ObJIHEHWe Ka ofinecTsena
HOpBUKa ¢ npeamer »llocraBka ga ICKAPCTBCHH IpoayKTH 34 HyxXaure na CEAJIO EAIT.
Mscro na HSNBIIHEHWE HA TOphykara: CI'pagara Ha CBAJIO EAT, rp. Codust, v,
»IImoBtaRCKO none” Ne 6 | Bonamuyg anreka;
Hpremam cpokst g BAIIHOCTTA Ha Haray odepra 1ia Grze 6 / INecT / Mecena (Haii-maxo 180
JIHH), CYMTAHO OT KpaHHIa CPOK 3a nojanage Ha ofheprw,
Fapanrapam, ge cpe B ChCrofHye ma wRimanmmg Ka9eCIBCHO H B Hocouemyy HO-Tope  cpok

———

) Rocouea C€ 3aKOHMUAT npeacrasuTen Ha Y4acTHuKa,
r

2
Nomvaea ce camo s Chy4an, ve odeprara ce MOA3Ba OT NbAHOMOWHK




OTiaKoBKa ¢ BKTrOYcH JIJ[C, ltocodenu B Iosurusmmy ICKApCTBCH CIHCHK HioIsBa ce KOTraTo
€ IIPHITOKHMO);

- OepupanuTe 0T Hac HEHH 3a NekapcTBeHuTE UPOLYKTH OT nosuums Ne... ... vy CB
BKIO9CHE B [lo3uTHBHus E€KAPCTBER  crimckk, Ilpunoxenne 2 HE HauBHIimapar

(momssa ce xoraro e TPHIIOKHMO );
- IPH IPOMAHA Ha CT0HHOCTTA Mo 41.50 or Hapen6ara 33 perympane » PeTHCTpHpane

Aoroeopenara, ,,CBAJT no Onxonornyg™ EAQT 6e3ycrosao INe HH 3amama JCKaPCTBEHHTE
HUPOOYKTH Ha Mo-HHCKaTa OCHa, OT Jarata Ha Bimmape g CUila Ha KOHKpPETHOTO pelIeHue,
KaKTO ¥ 32 HANHYHY oCTARKY KBM Tasu fara;

- IpH G10Kupane g H3TErIAHe Ha naprugg or JICKAPCTBEHH IIPOAYKTH 110 CHNIaTa Ha
Hapen6ara 3a YCaoBuATa H peja 3a Onoknpane u H3TEINIAHE HA NeKapcTea o HPOH3BOIMTE N,
CKIamoBe 3a THProBUg Ha €APO ¢ mekapcTra, AITCKH, NPOTEPHH H Jeve6hp 3aBe/ICHHs,
CBIHTE Ce BB3CTaHORABAT B Bomnuanara anregq Ha CBAJIO EAJL, xaro KOJIMYeCTBO W

CuenuduKanms, 3a gama CMETKa;

IlpremaM mnamanero A2 Ce H3BBPIIBA ¢ mmaTesxmo Rapexnane mo/ Ganxosara gy
CMCTKa B YruKpenur BYJIEAHK-A,Z[ — Uenrpara, IBAN BG42UNCR7630400 343805, BIC
UNCRBGSF » CPOK - 60 nuum, cien H3BLPINEHA NlocTaBKa, u3azena gaxryh
DOMIHCaH IpHEMO-IIpelaBaTency UPOTOKOTI 3a BCska ena JI0CTaBKa,

pennaranm ClIeanuTe npedepennun
padary, Thprosciu OTCTBIIKH, CHOHCOpCTBA 1 APYTH, /KOTaTo € TOPHITOKH

en

Hpunoxenus KbM TeXHHYeCKOTQ IpeIoKeHHe:
1. Tabmuua 3a TCXHHYECKO CROTBEeTCTRRE (O6pazenNe 2) Ha xa
CACKTPOHEH HocuTe - CD,

=



38 YHoTpeba Ha choTBeTHus IPOIYKT;

3. 3amepeno or YH9aCTHHKa komme gg BaTHNHO  paspemenme 35 ynorpeGa ma
JIEKapCTBeRns IPOAYKT B cTpanara, H3Ta7CHO 110 pena ma 3IIXM mmm 1o pela ua
Pernament /E0/ No 726/2004r. B CIy4ai, 9e nexaperpemg IPORYKT ce mamupa

4. ,HGKJIapaIII/IH OT HMeTo Ha Y4aCTHUKA 33 OCHTYpaRrane Ha HeO6XO,I[HMHTC KoltHuecTpa

CKAPCTBEH MpogyKT — CBOGOsIEH Teker;
5. Hexmapaims 3 CBIITacHe ¢ Knayzmre ya UPHIOXeHHS poekT Ha AOTOBOD (0bpaszen; Ne

Hara: 04,10.2016 - UME 1 AM HA;

Pazacnenne 34 nonvaeane ng Obpazey Mo 1. Fodus
1. Texnuuecromo npeonosicenue |- JEhnal M R/Hepasdennqg
tacm om ogepmamg yg YHacmuuka u te nphochoh B/ 3aneuamaname
HENPOspauna onarogkg;
2 Obpasey Mo ] ¢ noonucea ¢ Ul npedcmasumen yg

e



Mem.qyuapo.quo

Teproscko Mpoussogure

HeMaTeHTHo Nekapcraena dopua Konuvecrao g aKTWBHOTO Kr;zz:"e%i';g HaumeHosanue | v/ "F:"’;T;’;"ETGN
HaUMEeHOBaHYe P P flexapcreeno sewecrag e onakoBka
/INN/

Retacrit,
Solution for
infection, 10000

Stada
Arzneimittey

Wiomi, - Germany:
Pack: g pre-filled Hospira
syringes Enterprises

BV Holtang
Erythropoietin

/Epoetin zetal

solution for injection, pre-
filled syringe

nommc: ' 1H

Hara 04.10.2016 . h. #alls 3
Mne v panmmeg Teoprw IMagop
Hmbxrocr Ynpasurey
HaImeHOBaHHe Ha yqacTHuky »ConoMer




Obpazey Nel,
TEXHUYECKO IIPEJJTOKEHHE

J0
»CBAJIO” EAJ]
YJL ,,JVIOBJIMBCKO HOJIE” Ne 6

I'P. CODUSA

TEXHHAYECKO NIPEAJTOKEHUE
3A MBITBJTHEHUE HA IOPLUYKATA

HaumeHoBanHe ma mopbukara: »_1ICPHANYHO NOBTADSHIH ceé JOCTABKH Ha
JACKAPDCTEEHH UPOAVKTH 3a HyxautTe Ha CBAJTO EAN” mo 31 000CcO0EHN NO3HIAH
Busaoxaren: CBAJIO EAJ]

Hacrosmoro Texnudecko mpeanoxenue e nozanero ot I'eopru ITanos B xavecTsoTO
My Ha VYunpasmrens ua ,,ComoMern® EOOI, EWK/Byncrar/ETH/ Hpentudmkanums 3a
qyxaectpanno mune 832018046, cre cepanmmme u agpec Ha YIPaBICHHE/TIOCTOSHEH ampec:
_Ip. Codms, x.x. Bereron, yi. Kastex Ne 49 u c. Jlakarunk, o6m. Ceore, yn. Xprcto boren
Ne 44, mpencrasmssano or I copru TlaHoB - Vmupasuren!, Upe3  NBIHOMOHIHHKA
» C IPHJIOKEHO IIbJIHOMOLITHO 2

YBAMKAEMHM JAMHU ¥ TOCHOJIA,

IlpencraBam Bu Hamero Texmuuecko NPENNOXKEHHE 38 M3IBIHEHHE Ha 00IIeCTReHa
IOp®HKa ¢ IpeMeT ,,/locTaBka Ha IeKapCTBERH POAYKTH 32 nyxante Ha CBAJIO EAJT”.
MsCTO Ha MBITBIHCHHWE HA HOPBLUKATA: crpanara Ha CBAJIO EAJT, rp. Codms, yi.
.1 moBgaBcko mone” Ne 6 , Boymwgna arnTeKa;
IIpreMam cpOKBT Ha BaHIHOCTTA Ha HammaTa odepra ma Gbe 6 / et / Mecela (Raii-manko 180
JUTH), CHHTAHO OT KPAHHHS CPOK 32 [I07iaBane Ha oepry.
I'aparvpaM, 9e cMe B ChCTOSHHC /ia MBITHIHEM KAUecTBEHO H B TIOCOYCHHS TIO-TOPS CPOK
HOpEKATa B IIBJIHO CBOTBETCTBHE C TOBA TEXHHAUECKO IPEIIOIKEHHE.
Cren xaro ce 3aIo3Hax ¢ yenoBHATa Ha Bh3moxuTens 3a Y44CTHE B OTKPHTA MPOICAypa
3a Bb3araHe Ha OOLICCTREHATA 1OPBHUKA, 3aABABAM, UE JIOCTABKUTE e H3BLPLIBAME LIPH

CIICOHHTE YCIIOBHUS:

1. Ilpennaram nexapcTBeHH TPOAYKTH ¢ JOKa3aH IPOM3Xo, HoAPOoOHO OIHCAHH B
Texunweckata creundmxanus, sepasaenna wacr or HACTOANOTO NpPEIOKEHHE 33 N
H3IBIHEHHC Ha IIOPBYKATA, CBOTBETCTBAIIH HA HOPMATHBHO YCTAHOBEHHTES HIHCKBAHM.

2. Mexnapupam, ye:

- BOHYKH Npe/Ularaiy 0T HaC JICKAPCTBEHH MPOAYKTH ¢4 PAspelienH 3a ynorpeba u
OTrOBapAT Ha u3ucKkBaHuATa Ha 3JIIIXM u Hapenbara 3a yenosusra, IIpaBunara u pena 3a
PCTYTHPAHe M DCTUCTPHpAHE HA LEHHTE Ha JIEKAPCTBEHHTE NPOAYKTH H JeHCcTBamunTe
MEKIYHAPOIHH CTAHNAPTH, KATO CE 38/[b/DKABAME IPH Bh3JIaTaHe HA OOICCTREHATA NMOPBUKa
M IIpH HM3BLPUIBAHC HA JIOCTABKH [a TDEACTABAMC BCHYKH HOPMATHBA YCTaHOBEHH
JOKYMEHTH;

- O(EpHpAHHTE OT HAC LEHM 33 JICKAPCTBEHHTE IPOIYKTH OT
BKIIO4eHY B [ [03HTHBHRAS Nlexapereen CBCHK B He HATBAMARAT pedepenTt,

! Nocouea ce sakoHHUAT npeacTaBuTen Ha yYacTHUKA.
? Monbaea ce camo & cAyuai, ye opeprara ce nogasa ot MbAHOMOLLHKK, KaTo ce Ng
HOTapUaNHO 33BEPEHOTO NbAHOMOWHO U C8 NPUAEra NbAHOMOLLHOTO cbobpazHo YKasgHuaT

Ha odeprTarTa,



onaxopka ¢ Bxmoded JUIC, mocouenn B I103uTHBHAS TeKapeTBEH CHHCHK (IOMBIIBA Ce KOTATO
€ IIPHIIOKMMO);

- O(epHpaHNTE OT HAC CHH 32 JIEKAPCTBEHHTE IIPOAYKTH OT MO3HIES No............. ,ca
BIOYeHH B IlosuTuBHEA nexapersen cmucek, Ilpumoxenne 2 W He HANBHINABAT
pedepeHTHATE CTOMHOCTH 32 ONAKOBKA ¢ BKIIOYEH AAC, mocovwenu B IlosuTHeHHS
JCKapCTBEH CMHCHK, [Ipunoxenne 2, KakTo U He HAUBHIIABAT moropopennre ¢ H30K nenn,
CLITIACHO CBIIIACHO NEHCTBAMIOTO 3aKOHONATENCTRBO, 32 ONPEACTIHC HA OCHOBHHS IIAKET
37paBHU NEHHOCTH rapautpan oT Gromxera ma H30K (axo uma JIOrOBOPEHH TaKWBa) -
(DOM'LiIBA € KOTATO € IPHIIOKHEMO);

- TIpH NpOMsiHa Ha CTOHHOCTTA 1o W1.50 oT Hapenbara 32 perymapase u perueTpUparc
Ha ICHUTE Ha JICKAPCTBEHUTC IPOAYKTH, YCIOBUATA, IPABHIIATA H KPHTECPHHUTE 3a BKIIIOUBATE,
IIPOMEHHM H/HIIM U3K/IHOUBAHE HA JICKAPCTREHH HPOIYKTH OT I103HTHBHI JIEKapCTBEH CITHCEHK
H YCJIOBHATA M pefa 3a paboTa Ha KoMmucusra mo meHdm u penMOypcupane (pedeperTHaTA
II€Ha), KAKTO H Ha IONOBOPHPAHATA TAKABA OT H3O0K, B ciryyaii ue crmara cTage mo-HACKa OT
norosopenara, ,,CBAJl no Onkonorus™ EAJ] Ge3yclloBHO Ine HH 3amara JICKAPCTBEHHUTE
TPOXYKTH Ha TI0-HHCKATa ICHA, OT JaTara Ha BIM3AHE B CHJIA HA KOHKPETHOTO peLIeHHe,
KaKTO ¥ 33 HANMYHH JOCTABKH KEM TA3H JaTa;

- IpH GJIOKHpPAHE M H3TENSHE HA MAPTWIA OT JeKapCTBEHH MPOAYKTH IO CUIATA HA
Hapesnbara 3a ycnosmsara v pega 3a 61okupane n u3TerngHe Ha JCKapCTBa OT HPOU3BOIUTENH,
CKN&/I0BE 34 THPTOBHSL HA C€APO € JEKApCTBA, aNTCKW, APOTCPUH H JICYEOHH 3aBE/ICHHS,
CBHIMTE CE BB3CTaHOBABAT B bonmumyHara anteka na CBAJIO EAJl, xaro xommuecTBO
crienHQUKaIKs, 3a HAIA CMETKA,

- TIPC/VIATaHuTe OT Hac MPOJYKTH Ca BKIOYCHH B [TO3WTHBHHS NEKAPCTBEH CIIHCEK,
aKTyaICH KbM JIATaTA HA IONaBaHe Ha odepraTa (KOTaro € pHIIOKHMO);

- BCHYKH NOpeinaraHd OT HAC CTOKH IMe OBJaT JOCTABSIHH B ONAKOBKA, KOATO e
HenoxabeHa, pa3sKbCaHd, 3allalada HIH ¢ BCIKAKBH JAPYTH BHIUMH O€JNe3H, KOUTO He
[IO3BOJIABAT DPA3YMTAHC HA [aHHHTE H HHQOpMAOHATE BBPXY ChInuTe. OMAKOBKATA HA
AOCTaBAHMA JIEKAPCTBEH OPOAYKT (IBPBHYHA H/WIH BTOPHYHA) M CAMHTE H3NETHS Ine
OTrOBApAT Ha H3HCKBAHUATA Ha 3aKOHA 32 NEKApCTBEHUTE IPOXYKTH B XYMAHHATA METHITHHA
1 Ha HapenGa Ne 38 3a msnckpanusta KbM naHHHTE BEDPXY OIIAKOBKHTE H B THCTOBKUTC HA
NECKapPCTBEHUTE IPOIYKTH,

- B Cilyva, Y¢ Ope/ICTaBIABAHUAT OT MEH YYaCTHHK, Obe u30paH 3a H3NEIHHTEN Ha
061IeCTBCHAT2 MOPFYKa, e OBAAT OCHIYPEHH HEOOXOMMMETE KOMHYECTEA H HAJIMYHOCTH OT
ME/VAKAMCHTH, 38 M3BBPIIBAHE Ha JIOCTABKWTE 3@ HEJHMS LEPHO; HA JOTOROpA, TOYHO ¥ B
CPOK;

- B Cllyyal, 4¢ Npe/CTABILIBAHHSI OT MeH YUaCTHHK OLIe H30pal 3a M3NLIHATEN, e
H3IIBIHABAME 33IB/DKCHHSTA CH TIPe3 LETHT ZOTOBOPEH CPOK.

CpOoKBT Ha FOJHOCT HA JIEKAPCTBEHHTE HPOLYKTH KM JATHTE HA BOSKA €7lHa J/I0CTaBKa
ite Obe He O-MaEK 0T 65 % /mIecTiieceT | neT MpouCHTA/.

Ilpremam ta H3BLPLIBAM JOCTARKHUTE Ha JOTOBOPEHH CTOKH B CpoK 1o 24 /nBamecer u
YCTHPH/ Yaca, a Py CHEImHOCT 10 2 /1Ba/ aca OT MOJIy4aBaHe HA MTHCMEHA 3a5BKa OT cTpaHa
Ha BLJIOKHTEIA.

[Tpuemam mnamaHeTo Ia ce M3BBPIIBA C IHIATEXKHO HapexIaHe mo Oa
cMeTKa B YnuKpemur BYJIBAHK-AJT — Ilentpana, IBAN BG42UNCR7630104
UNCRBGSF B cpok - 60 gHH, cleq H3BBpIICHa JOCTABKA, W3/41CHa (axTypa
HOZIMICaH TPHEMO-IIPE/IABATENICH HPOTOKOI 3a BCAKA e/lHa 0CTABKA.

Hpeptaram crnefHuTe IPEDEPERIHE ...oooveveveeveeeeooeeeee
pabatH, TEPrOBCKH OTCTHIKH, CIIOHCOPCTBA H APYIH, /KOTATO & IIPHI0XKHMO

KOBaTa HH
#3805, BIC
[(BYCTpaHHO

pnioskeHHA KbM TEXHHYECKOTO NPEAI0KEHHE:
1. Tabauma 3a TEeXHMYECKO CBOTBETCTBHC (O6pazenNe 2) ma xaprads
CNeKTpoHEeH HocuTen - CD. '




2. 3aBepeHO OT YYAaCTHHKA KOIHE OT MOKYMEHT, H3J3A€H OT IPOM3BOAHTEN WIH

[IPATEXATEN Ha paspelneHue 3a ynotpeda 1y oT odpuuualed JMcTpuOyTop, A0Ka3Balll
IpaBOoTO MY Ja OOCTaBd IICKapCTBCHHS NpPOAYKT -  OTOpH3alus, ACOTOBOp 3a
JACTPUOYIINS UIH ApYT IOAXO0Sm AoKyMeHT. B cimydail, ue ommcaHHMAT JOKYMEHT €
H3JIJIEH OT JIAIIE, PAs3IudHO OT NPOUIBOAATENS/ IPUTEKATENST HA PAPEIIUTCIHOTO 32
yroTpeba, YIacTHHKBT CJIE/IBA & IIOCOYH IIPaBHATA BPh3Ka (1d IPEJACTaBH JOKYMEHT)
MEXAY H3JATENIA Ha JOKYMCHTA U IPOM3BOIUTENS /IPATESKATEIIS Ha Pa3pelIuTeTHOTO
3a ynorpeba Ha CHOTBETHHS IPOIYKT;

3. 3aBepeno OT y4YacTHHKA KONHC Ha BalHOIO paspelicHHEe 3a ymoTpeba Ha
JeKapCTBEHHs NMPONYKT B cTpaHaTa, u3fazcHo no peaa Ha 3JIIIXM unu o pena na
Pernament /EQ/ Ne 726/2004r. B cnywaii, ye JIeKapcTBEHHSA NPOAYKT C& HaMHpa B
IIpoLeypa 3a MOAHOBIBAHE Ha paspellICHHETO 3a ynoTpeba HIM Ue pa3pelIcHHETO 3a
yrorpeba u3Tiga npe3 2016 r., y9acTHUKET AEKJapHpa B CHOTBETCTBHE ¢ Wi1.55, an.6
or 3JIIIXM, ue KonH4YeCcTRBATa OT JIEKapCTBEHHUS IIPOIYKT ca HAIM4HH.

4. Jexnapanus OT HMETO Ha YYaCTHHKA 34 OCHTYPSBAaHE Ha HEOOXOJHMHTE KOJIHYECTBA
JIEKapCTBEH IPOAYKT — ¢BOOOIEH TEKCT;

5. Jlexnapais 3a ChIJIACHE C KIAY3UTE HA IPHIIOKEHHAS HPOEKT Ha JIorosop (obpazery Ne
6);

6. Jleknapamus 3a cpoKa Ha BATMIHOCT Ha odeprara (o0p

7. B cnyugaii, ue odepTara ce IOAUACEA OT JIHIE, pasiy
3aKOHEH NPE/ICTABUTEI, KbM HEsl ce IPHJara HOTapj
OpHTHHAJ HJIH HOTapHAaIHO 3aBEPEHO KOIIHE.

xyen Ne 7);
0 OT YJacTHHKA HJIH HETOB
0 34BCPCHO IIBJIHOMOINMHO —

Hara: 04.10.2016 r. HUME 1 ®AM

Pazacuenue 3a nonvaeare na Oopazey Ne 1:

1 Texnuueckomo npednosicenue /e nepazoenna

3aneyamanama
HeNpo3pPauHa ONaKoeKa,

2 QObpazey Ne 1 ce noonucea om SArOHHUSL MpedCcmMasuUmen Ha
VUGCMHUKA UAU HAOKEJICHO YHBAHOMOUEHO AuYe,;

3 Axo ywacmuurxem e obedunenue, Obpazey Ne | ce npeocmass
oM UMemo Ha 0DeQUHEHUEmO Y4acmHUuK # €€ ROONUCEA OM NAPMHLOPA,
KOUMo npedcmasisied 0DeQuUHEHUEMO 30 yeaume HA 0Owjecmeenama
HOPBLYKA WIH HAOREHCHO YHBIHOMOWEHO AuYye,

4. [Hoxymenmwsm 3G YRGIHOMOWAGBAHE € HEPA3OEAHA Hacm om
Texnuueckomo npedroNcenue U ce HNPeOCmaes € OPUSUHATL Ul
HOMAPUAIHO 306EPEHO KONUE.

? NOKYMEHTBT Ce NOANMCEA OT 33KOHHWA NPEACTABUTE/ HA YYACTHMKA, MM OT HAANEIKHO YMTBAHOMOLLEHO
nuue.

S



Obpazey Ao 2.,
TABTHIIA 34 TEXHHTHYECKO ChbOTBETCTBHE

HBQHquHO IOBTAPHHOIH €€ TO0CTABKH Ha JIEKADCTBEHH NPOAYKTH 3a HVAAATE HA

CBAJIO EAI” nmo 31 oGocoGeHn MO3HITHA
MexayHapoaHo MNpegnarana Teproecko Mpounasoguren/
Ne| HenaTentHo NlekapcTBeHa dhopma KOnWuecTBO Ha akTMBHOTO lgz?a:"e?;% tabpuyna | HaumeHoBaHue | NPHTEXATEN Ha
HauMeHoBaHNe P P NeKapcTBEHO BEWECTBO o onakoBka
NN/ A
| EirGen
Pharma Ltd.,
Wpnanaus;
Genepharm
Blastomat, S.A. FLpLus;
5 Capsule, hard, Millmount
100, mg, Pack: 5 | e ithcare Ltd.,
Wprangus
3 | Temozolomide hard capsules 100 thg mg 4000 76.

IOMINC:
Hara 04.10.2016T.

Wme 1 pammwmsa  ['eopru Ilanos

HnexuocT Yinpaeuten




Obpazey Ael.
TEXHHYECKO IIPE//IOKEHHE

bi (o)
»CBAJIO” EAJ

VL ,JUIOBIUBCKO TOJE” Ne 6
T'P. CO®HSI

TEXHHYECKO NPEJJIOKEHHUE
3A U3TBJIHEHUE HA ITIOPBUYKATA

Haumenosanue ma mnopwuxara: ,_ TepHAMYHO NOBTAPAMIH Ce HOCTABKH Ha
JeKAPCTBEHH NpOAVKTH 33 Hy:kaare Ha CBAJIO EAJ1” no 31 ofocobenn mo3uumu
Busaoxmren: CBAJIO EAJT

Hacrosmoro Texunyecko mpeanoxerne e moganedo ot I'eoprr [TaHOB B KaYecTBOTO
My Ha VYopasurens Ha ,,Comomen® EOOJI, EWK/Byncrar/EI'H/ Hnertndukanus 3a
qysecTpaHo e 832018046, che cemamuine M agpec Ha YIPABICHHAC/OCTOSHEH agpec:
_1p. Comst, %K. Brreron, ym. Kasbek Ne 49 u ¢, JTakarank, o6y CBore, yi. Xpucro bores
Ne 44, mpenctaBnssano ot [eopru IlamoB - VYmpasuren!, Ype3  IIBIHOMOIMHHKA

» C IPHJIOXKCHO MBIHOMOIIHO 2

YBAKAEMH JAMI U TOCIIOJIA,

Ilpencrasam Bu Hamero TeXHHYECKO NPEATONKCHHE 33 H3NLIHEHHE HA OBIIECTBE
MOPBYKA C NpesMeT ,,J{ocTaBka ra IekapeTeeHH IPOAYKTH 3a HysxauTe Ha CBAJIO EAJ™.

Msicto Ha WanBNHEHHE Ha HOpHUYKara: crpagata ma CBAJIO EAJ, rp. Codus, yam.
.1 [noBanBCcKo none” Ne 6 , BonHpvHa anTeka;

IlprieMam CPOKBT Ha BaMHM/IHOCTTA Ha Hallara obepTa 1a Grae 6 / tmect / Mecena (mati-manko 180
JIHIL), CYUTANO OT KPAHHEBT CPOK 38 TIOIABAHE HA O(EPTH.

Iapatirpam, 4e CMe B CHCTOSHME 3 M3NBIHEM KAYeCTEEHO M B IIOCOYCHHS [IO-TOPE  CPOK
TIOPBYKATA B TBJIHO CHOTBETCTBHE € TOBA TEXHHYIECKO IIPETOKCHHE.

Cren xaTo ce 3aM03HAX ¢ yCjoBAATA HA BBaoxkuTeNs 3a y4acTre B OTKPHTA IPOoLeAypa
33 Bh37naraHe Ha oOUIECTREHATa NOPBYKA, 3aABABAM, Y€ JOCTABKHTE IIE M3BBPIIBAME ITPH
CIICAHHUTE YCIOBHL:

1. Ilpeanaram siexapcTBEHM TPOAYKTH € HOKA3aH TMPOU3XOZ, noapo0HO OIMHCAHH B
Texnmueckata crmenuduxanus, HepasneaHa YacT OT HACTOAIOTO OpelNnoXeHHe 3a
H3IIBITHCHHE HA [IOPEYKATA, CHOTBCTCTRAIIM HA HOPMATHBHO YCTAHOBEHHTE M3HCKBAHMA.

2. Hexnapupam, ye:

- BCHYKH NPCINIaraHd OT HAac JIGKApPCTBCHH NPOXYKTH Ca paspellcHd 3a ymoTpeGa W
OTroBapAT Ha m3uckBaHusTa Ha 3JI[IXM u Hapexnbara 3a ycnosusta, mpasynara m pena 3a
PCTYIMpaHe W DPETHCTPUPAHE HA LEHWTE Ha IICKAPCTBEHHTC UPOIYKTH © jeficTBammTe
MCKIYHAPO/IHA CTAHAAPTH, KATO CC 3ab/DKABAME IIPU Bh3JAraHe Ha 00IficCTReHAaTa HOPhUKa
H [pU W3BBPHIBAHE HA [JOCTABKM JIa IPEJCTABIME BCHYKH HOPMA 0 YCTaHOBCHH

AJOKYMCHTH,

! NocouBa ce 3akoHHMAT nNpeacTaBUTeN Ha YUACTHMKa,
? Nonbnea ce camo B caydvaid, Ye odepTara ce NoAaBa OT MLAHOMOLHMK, KaTo ce nd
HOTaPUa/HO 33BEPEHOTO MBAHOMOLLHO U C8 NPWAara NbLAHOMOWHOTO chbobpazHo Yk

Ha ojepraTta.




onaxoska ¢ prmodcH JIJIC, mocoueny B I103uTHBHES JIeKAPCTBEH CHCHK (romreNBa ce KOTaTo
€ [IPATOKHMO);

- ofhepHpaHUTe OT HAC LIEHH 33 JICKAPCTBEHUTE NPOAYKTH OT mo3unusd No............., ca
BKOYeHH B IIO3WTHBHWA JleKapeTBeH Crmchek, lIpunoxkeHne 2 W He Ha/IBHIIABAT
pedepeHTHHTE CTOMHOCTM 32 ONAKOBKA C BKIOUEH JJC, mocouenm B ITosuTHBHHS
MeKapCTBeH cHUCHK, 1Ipunoxenne 2, KaKTo U He HaJBHIIABAT norosopenute ¢ H30K nenn,
CBITIACHO CBIVIACHO NCHCTBAINOTO 3aKOHONATENCTBO, 34 ONpENCIIHE Ha OCHOBHHS MAKCT
3/PABHU NEHHOCTH rapaHTHpal oT Gomxera ma H30K (ako mma JOTOBOPEHH TakHBa) -
(IIOIENIBa Ce KOTATO € HMPHIIOKHMO);

- IIpH lipoMsHa Ha cTo#HoCcTTa no 4i.50 or Hapen6ara 3a perynupane u peTHCTpHpaHE
Ha CHATC Ha ICKapCTBCHATE MPOJIYKTH, YCIIOBHATA, NPAaBUNIATA H KPHTEPHHTE 34 BKIOYBAHE,
IPOMEHH H/HIIA M3KTIOUBAHE HA JICKAPCTBEHH HPOAYKTH OT [103HTHBHUSs T€KapCTBEH CITHCHK
H YCIOBHATA W pefa 3a paGoTa Ha KOMHCHATA 10 LIEHH M peMMOypcHpaHe (pedepentuara
ICHA), KAKTO H Ha JIOTOBOpHpanara Takapa o1 H30K, s CITy4ay 4e ChINaTa CTaHe I0-HHCKA OT

morosopesara, ,,CBAJI no Ornkonorns™ EAJl Ge3yclnoBHO mie HW 3amialma JIEKapCTBEHHUTE
TIPOJIyKTH Ha II0-HHCKATA IICHA, OT JaTara Ha BIM3aHE B CHIa HA KOHKPETHOTO PCILCHHE,
- Ipy ONOKUpaHe W H3TETVIAHE Ha NAPTHIAH OT JIEKAPCTBEHH MPOAYKTH II0 CHJIATA HA

KaKTO U 38 HAIMYHH JOCTaBKH K'BbM Ta3H JATA;
HapenGara 3a ycitoBmsTa U pena 3a 61okupaHe 1 H3Ter/IgHE Ha JIEKAPCTBA OT IIPOH3BO/IHTEIH,

CKIAN0EE 3a TBPrOBUS Ha €/PO C JIeKapCTBa, AINTEKH, APOICPHH W JieueOHH 3aBelcHHs,

CHIIMTE CC BB3CTAaHOBABAT B bonmwunara amreka ma CBAJIO EAJl, xaTo KoTH4ecTBO H
crenuHKanys, 3a Hallla CMETKA,

- [pCATaraniTe OT HAac MPOAYKTH ¢a BKIIOYEHH B ITO3HTHBHESA NEKapCTBEH CITHCHK
AKTYaNCH KBM JlaTaTa Ha II0/laBaHe Ha OhepTaTa (KOraTo € HpHIIOKHMO);

- BCHYKH lIpEIJIaTaHd OT HAc CTOKM e GhJaT JOCTaBAHH B ONAKOBKA, KOATO e
HenoxaeHa, pa3sKhcaHa, 3amalaHa MM ¢ BCIKAKBH ApyrH BHIOHMMH Oe€ne3d, KOWTO He
[03BOJIABAT pPasdUTAHE Ha JAHHHTC W HHGOpMAIuWATa BHPXY chimpre. OMakoBKATZ Ha
AOCTABAHHA JIEKAPCTBEH NPOJYKT (IBPBMYHA H/MJIH BTOPHYHA) H CAMHTE H3LETHA IO
OTFOBApAT HA H3HCKBAHUATA HA 3AKOHA 3a JIEKAPCTBEHHTE TIPOAYKTH B XYMAHHATA MEIHITHHA
¥ Ha Hapenba Ne 38 3a usmckBaAMATa KbM manmuTe BBPXY ONaKOBKHTE H B JIHCTOBKHUTE Ha
JICKapCTBEHUTE IPOAYKTH,

- B Clly4aH, 9¢ TPe/ICTABISIBAIMUAT OT MCH YYAaCTHHK, GbAe M3OPaH 3a H3IThIHHTEN Ha
00INecTBEHATa IOPBUKA, e ObAAT OCHTYPEHH HEOOXOIAMHATE KOIHICCTRA B HANTUYHOCTH OT
MEMKaMCHTH, 34 M3BBPINBAHEC HA JOCTABKATE 3a JIEHA NEPHOJ HA JOTOBOPA, TOYHO U B
CPOK;

- B Cllydal, Y€ HPCACTABIIBAHEA OT MEH YYaCTHHK Objie M3GpaH 3a HM3IBIHATEN, e
H3UBIHABAME 3aBIKSHHUATA CH IPE3 TIEIHUsl JOTOBOPEH CPOK.

CpoKBT Ha T'0O/IHOCT Ha JIEKAPCTBEHHTE IPOAYKTH KBM JATHTE HA BCSKA €AHa JOCTaBK
ure Op/ie He To-MamsK OT 65 % /ImecTaeceT u et NpoNeHTa/,

IIpreMam 12 H3BBPINBAM NOCTABKUTE HA JOTOBOPEHH CTOKH B CpOK 110 24 /aBanmecer u
YETHPH/ Haca, 8 HPH CIENHOCT 10 2 /ABa/ Yaca OT IOy44BaHe Ha THCMEHZ.3asBKa OT CTpaHa '
Ha BL3NOXKHUTEA.

Ilpuemam niamaHeTo f4a Ce M3BBPIIBA ¢ IUIATEXHO Hapex/1a
cMeTka B YruKpeaur BYJIBAHK-AJ] - llentpana, IBAN BG42UNCR]
UNCRBGSF B cpok - 60 jiHH, cl1el u3BbpIeHa JIOCTaBKa, u3nancHa ¢
HNOJIHCAH NPHEMO-TIPCIaBaTe IeH IPOTOKOI 33 BCAKA €HA J0CTABKA.

Ilpepiaram creanure mpedepeniyy ........ ORI S UURY SUR
pabaTi, THProOBCKH OTCTBIKH, CIIOHCOPCTRA H JIPYIH, /KOTATO € TIPHITOMHN

0 DaHkKoBaTa HH
007343805, BIC
a W JIBYCTPAHHO

HDI/]J]O)KBHI’U_I_ KbM TEXHHIECKOTO IIpelIosKeHne:

€JIeKTpoHeH HocuTen - CD,



2. 3aBepeHC OT YYaCTHHKAa KONHHE OT JOKYyMEHT, H3[aieH OT IIPOH3BOJMUTEN HIH
IpUTeNRAaTEN Ha paspellenne 3a ynoTpe6a i oT ounuanes 1ucTpuOyTop, A0Ka3Ball
IpaBOTO My Mda JOCTaBs JIEKapcTBEHHA IIPOJYKT -  OTOpH3alys, JOroBop 34
JECTpHOYIIAS WM JIPYr HOAXOMAN JOKYMEHT. B ciiydali, 4e OIHCAHMAT AOKYMCHT €
H3MaeH OT JIMIIE, PA3AYHO OT IPOH3BOANTEIIA/IPHTEKATCIIS HA Pa3pPeIHTCIHOTO 38
yIoTpe6a, YUACTHHKET clle/(Ba ja IOCO'H IPABHATA BPB3Ka (1 IPEACTaBH JOKYMEHT)
My H3/IaTeNs Ha JOKYMEHTa ¥ IIPON3BOMTENS /IPUTEKATCIS Ha Pa3peIMTEIHOTO
3a ynoTpefa Ha ChOTBETHHUS IIPOOYKT;

3. 3aBepeHo OT Y4YACTHHKA KONHe HA BAIHAHO paspedleHHe 3a ynorpeba Ha
JIEKapCTBEHHA MPOAYKT B CTpanara, m3jageHo 1o pexa za 3MIXM umm 1o pena Ha
Permament /EQ/ Ne 726/2004r. B cnyuaif, ue JeKapcTBCHHSA MPOAYKT ¢ HaMHpa B
IpoNEypa 3a TIONHOBABAHE Ha PA3PENCHHETO 3 yIOTpeda MM Y¢ PAa3pELICHHETO 32
ymorpe6a u3tuda npes 2016 r., y4acTHAKST IEKTAPHPa B CHOTBETCTBHE C .55, an.6
o1 3JIITXM, de KOIHYECTBATA OT ICKapCTBEHHS OPOJYKT Ca HAIHIHH.

4. Jexiapanus oT MMETO Ha YY4ACTHHKA 33 OCHIYPABAHEC HA HEOOXONMMHTE KONHYECTBA
JIEKAPCTBEH TIPOJIYKT — CBODOJIEH TEKCT;

5. Jlexnaparpas 2a CBITIACHE ¢ KIAY3HTE Ha IPHIOKEHHS IIPOeKT Ha I0rosop (obpaserr Ne
6);

6. Jlexmapanus 3a cpoka Ha BanuaHOCT Ha odepTata (o6pasen Ne 7);

7. B cnyuafi, e odeprara cc IOANHCBA OT JIMIE, PasiuyYHO OT ¥IMCTHHKA HIHM HErQB
3aKOHEH HpE/ICTABHTEN, KbM Hes ce IPHIIAra HOTAPHAIHO 3a§CPEHO IBIHOMOIIHO
OpHTHHAI HIIH HOTAPHAIIHO 3aBEPEHO KOIHE.

8. Jexmapares no wi. 102, an. 1 u an. 2 or 3011, ako e mpunoxupo Ofpazen Ne 12);

Jata: 04.10.2016 1. UME U ©AMWIINSL:
Ho,unﬁc3:

Pazacnenue 3a nonvneate na Obpasey e 1:
1. Texnuueckomo npednodicenue — Obpas

Henpo3Pa4Ha ONAKOBKA;

2 Obpasey Ne 1 ce noonucéa om 30KOHH asumen Ha
YUACTHUKA UNY HAOTEHCHO YRbIHOMOUEHO Iuye;

3. Axo ywacmuuxvem e obedunenue, Ofipasey Ne 1 ce npedcmass
om umemo Ha 0BeOUHEHUEMO YHACMHUK U Ce NOONUCEa Om NapmisLopd,
xotimo npedcmaennsa obedunenuemo 3a yeaume Ha obwecmsenama
ROPBLYUKA UTU HAONEHCHO YROAHOMOUWEHO AuYe;

4. Joxymenmusm 30 YNoIHOMOWAEAHE € Hepasoerna uacm om
Texnuveckomo npeodioXceHue U ce nNpeocmass 6 OpueuHal Uil
HOMAPUATHO 3A6EPEHO KONUE.

3 JAOKYMEHTBLT Ce NOANWCEA OT 33KOHHWA NPeACTABUTEN HA YYACTHUKA, UAW OT HAANEHKHO YTBIHOMOUEHO
auue.




Obpazey Ne 2.
TAB/THIIA 34 TEXHHYECKO CHbOTBETCTBHE
Ilepunyipe NOBTAPAIIH ce IOCTABKH Ha JeKAPCTBeHH NPOIYKTH 32 HY:KAATE HA

CBLAJO EAL” oo 31 obocolbeHn no3uun

MexayHapogHo MNpeanaraxa Tbproscko MNpoussoauren/
HEnaTeHTHO n ena dopma KonuuecTso Ha aktugmoto | |JPOFHO3HO thabpuura HaumeHoBaHue npme};gren Ha
~ | HammeHoBaHHe SKAPCTREH pM NeKapcTEEeHO BELECTBO Konquc'rao onakoeka
NN/ A
{ Hospira
] Enterprises B.
NIVESTIM, V. Randstad
§ Solution for 22-11 1316
injectionf/infusion | BN Almere
solution for injection/ . 30 MIUF Q.5 Ml | Xonaugus
infusion in pre-filled mg, Pack: &
5 [ Filgrastim syringe 30 MILY 0,5 il myg 1200 wnp.
HOJAIIC: 7
Hara 04.10.2016T. adu
Wnve u damuwmsa  T'eopru [Tanos Fe O
JnpaHOCT YnparuTen
Haymernoranne Ha yyactHuKa ,,Conomern EOO




Obpazey Mo,
TEXHHYECKO IIPE/TIOXKEHHE

HO
»CBAJIO” EAJ
VI LJIIIOBAUBCKO ITOJIE” N2 6

I'P. CO®UsA

TEXHHYECKO NPEAJIOKEHHIE
3A U3ITBJIHEHUE HA NTIOPBYKATA

HanmenoBanue wma nopvukara: ,,_ Ilepunmano nmoBrapsmm ce JAOCTABKHA HA
JERADCTBEHH NPOAVKTH 33 HvsuauTe Ha CBAJIO EA” 1o 31 o6ocofienH mozmuum
Buinowuren: CEAJIO EAJ|

Hacrosimoto rexmnwecko npemmoxenue e nogaacHo ot I'eopru TlaHoB B KauecTBOTO
My Ha VYupasurens Ha ,,Comomen” EOOJI, EWK/Byncrat/ETH/ Hnenrapukanms 3a
IyaIecTpanno nune 832018046, cre cepanmme u 8ApeC Ha yNpaslIeHHe/[IOCTOSHEH ajipec:
_rp. Codus, x.x. Brkcton, yi. Kasbex No 49 x c. Jlakathuk, o6m. Caore, yi. Xpucro Boren
Ne 44, wupencrapmipano or I copru [lamoB - Vnpapwuten', upe3 MLIHOMOINHUKA

2
s C IIPHIIOKEHO IIBIIHOMOIITHO

YBAXKAEMH JAMU U T OCIIOJA,

Hpencrarsm Bu wameto texmmuecko HNPCJTOKCHHE 338 W3NBIHCHHE Ha OBNiecTBeHa
HOpEHKa ¢ npeaMer ,,JIocTaBKa Ha TeKapCTBeHH lponykTu 3a Hyxaute Ha CEAJIO EAJT”.

Mscro va wznwmmenwe ma loprakara: crpajgata Ha CBAJIO EAJL, rp. Codus, yi.
-1 LTOBIHBCKO mome” Ne 6 , bomanuna anrexa;

IIpHeman CPOKET Ha BATHIHOCTTA Ha HAIIATA otepra a Gb1e 6 / mecr / Mecera (mati-Mamko 180
JWHH), CYMTAHO OT KPAHHYS CPOK 34 TIO/ABAHE Ha oreprm.

Taparrupam, de cMe B cheTosEMe A PBTRIHEM KAHECTBENO M B II0COYENHA I0-IUPE CPOK
HODEYKATA B HBIIHO CHOTBETCTRBHE ¢ TOBA TEXHIYECKO [peIOKEHHE,

Crient kaTo ce 3a1103Hax ¢ yenoBHsTa Ha Brsnoxutent 3a yaactre 8 otkpaTa opouexypa
34 Bh3JaraHe Ha OONIECTBCHATA LOPBUKA, 3ajIBABAM, Y€ JOCTABKHTE e H3BLPIUBAME IIPH
CIIEIHUTE YCIIOBUS;

1. Ilpemtaram nexapcraenu UPOAYKTH € AOKa3aH TPOH3X0J, MOAPOOHO ONHCAHH B
Texnudeckara  cnenuduranus, HEPA3AeHA  94CT OT HACTOANIOTO MpPemiokKeHHe 3a
H3IBIHCHAC HA 1I0PBUKATa, CHOTBETCTBAIM HA HOPMATHBHO YCTaHOBEHHUTE H3HCKBAHHA.

2. leknapupam, ue:

* BCHUKH NDeJUIAraHy OT HAC JIGKAPCTBCHA TPOJYKTH Ca paspeiienn 3a ymotpeba H
OTrOBapAT Ha u3uckBanuaTa Ha 3JITIXM u HapenGara 3a YCIOBHATa, TIPABANATA H Peaa 3a
PCTYIMpARe M PErMCTpHpAHe Ha IEHHTE Ha JieKapCTBEHHTE IPOAYKTY \H OelcTBaLIHTe
MEKNYRAPOTHH CTRHNAPTH, KATO CE 3ab/KABAME lIPH Bh3TaTaHe Ha 00
H TP HM3BBPINBAHC HA JOCTABKH A MPEICTABAME BCHUKH HOPM3
JIOKYMEHTH;

- odepupaHHTE OT Hac IeHH 3a NICKAPCTBEHHATE IMPOAYKTH OT
BKJIIOUCHH B [T03HTHBHHS TeKapCcTBeH CHACHK M He HABHIIABAT pedepe

! Nocousa ce 33KOHHUAT NPEACTABUTEN HA YYacTHMUKA,

* Nonunsa ce camo B cnyvaii, ye opeprara ce nogasa or MBLAHOMOLWHMEK, KaTo ce
HOTap1anHo 3aBEPEHOTO MLAHOMOLWHO 1 ce fipKMAars NbAHOMOLWHOTO CLOBpazHo VK g
Ha o¢geprara.




onaxkoeka ¢ BknoueH JIJIC, nocouenn B [Tosurusaus JEKAPCTBEH CITHCEHK (TIONBJIBA Ce KOTATO
€ IIPHIIOKHMO );

- O()CPHPAHUTE OT HAC LICHH 34 JCKAPCTBEHUTE NPOAYKTH OT MO3SHLHA No............ . ca
BKMOYCHH B llosmTuBams rekapeTBeH cnmebk, Ilpunoxenne 2 w He wHamBHmaBar
pedepeHTHHTE CTOMHOCTH 3a ONAKOBKA C BkmoueH JIJIC, nmocouenn B [TosuTupHIS
AICKapCTRCH CIUCHK, [Ipunoxenne 2, KakTo u He HajBHITABAT AoroopennTte ¢ H30K nenn,
CBIIIACHO CBIVIACHO NEHCTBAIOTO 3aKOHONATENCTEO, 3a ONpeleNssHE Ha OCHOBHHS LaKeT
3APaBHH JEHHOCTH TapaHTHpPaH oT Owomkera Ha H30K (aKO uMa JOTOBOPEHH TakHBa) -
(mon'knBa ce Koraro e TIPHITOKHEMO);

- IpH IpOMsla Ha CToiHOCTTa 0 W1.50 ot Hapen6ara 3a PCryJIHpaHe H perucTpupase
Hd ICHUTE Ha JICKApCTBEHMTE LIPOAYKTH, YCIOBHSATA, IPABKHIATA 1 KPHTEPHHTE 33 BKIIOUBAHE,
IPOMEHH H/HIIM U3KJIOUBAHE Ha NEKAPCTBEHH HPOJYKTH OT [TO3UTHBHHS NTeKaPCTREH CHUCHK
H YCIOBHATA ¥ pena 3a pabora Ha KoMucusra mo nmenu u penMOypcupane (pedepentHara
IeHa}, KakTO M Ha JOTOBOPHPAHATA TAKABA OT H3O0K, B ciryuait we cpimaTa crane no-uucka or
Aoroeopenara, ,,CBAJI nmo Qaxonoras” EAJT 6e3ycnosrno me uu 3allIana neKapcTBEHUTE
TIPOZAYKTH Ha IO-HHCKATA L[eHA, OT [aTaTa Ha BIM3aHe B CHIA Ha KOHKPCTHOTO pellcHHue,
KaKTO ¥ 32 HAJMYHN JOCTABKH KbM TasM JaTa;

- Opu OJIOKHpaHe ¥ H3TCIISHE Ha NapTUAN OT NEKapCTBEHH NPOAYKTH IO CHIIATA Ha
Hapeptara 3a yenosusra u pena sa GIOKHpaHe W W3TerIAHe Ha JIEKapCTBa OT MPOH3BOAHTENH,
CKI8A0BE 33 TBPTOBHA HA €IPO C JEKapCTBa, aITeKH, APOTEpHU M JieyeOHH 34BEICHAS,
CBIDUTC CC BH3CTAaHOBABAT B Bonmuunata antexa ma CBAJIO EAJl, xaro komwuecTso u
crenuUKanms, 3a Halla CMEeTKa;

- IPCLJIAaraHuTe OT HAC NPOAYKTH €& BKIIOYCHH B II03HTHBHIS JEKapCTBEH CITHCEHK,
aKTyaJICH KbM jlaTaTa Ha I10/1aBane Ha odeprara (Korarto e TIPHIOKHMO),

- BCHYKM TIpe/ularaHyd OT HAac CTOKH Ie OBNAT JOCTABSHH B OIIAKOBKa, KOSITO
HenoxaGeHa, pa3KhCaHa, 3aNalldHa T ¢ BCSKAKRI APYTH BHIHMM Oesie3H, KOMTO H
TIO3ROIIABAT DA3INTAHC Ha NAHHHUTE H HHPOPMAIMATA BLPXY cbriaTe. OuakoBKara Ha
ACCTABAHHS JICKAPCTBEH INPONYKT (UBPBHYHA H/HITH BTOPHYHA) H CAMHTE M3/ICIHs e
OTIOBAPAT HA M3UCKBAHMATA HA 3aKOHA 38 JIEKapCTBEHHTE OPOAYKTH B XyMaHHATA MEHITHHA
u Ha Hapenba Ne 38 3a usuckeanugra koM nammure BBPXY OIAKOBKHTC M B JINCTOBKHTE HA
NEKAPCTBEHUTE NPOAYKTH;

- B Cyiyuai, Ye Ipe/ICTaB/IABAHHAT OT MeH YYaCTHHK, Objte H30paH 33 M3IBLIHATEN HA
00LueCTBEHATA HOPRYKa, INe OBar OCHTYPEHH HCOOXOMUMHTE KOMMIECTBA ¥ HATHYHOCTH OT
MCIIMKAMCHTH, 3& M3BLPINBAHE HA JOCTABKHTE 34 €IS NIEPHON HA HOTOBOPA, TOUHO W B
CpOK;

- B CIy4a, e IPCACTABIIBAHUS OT MEH yYacTHHK Obxe u3dpan 3a w3NLIHUTEN, HIE
HSHBAHABAME 3aB/IKEHUATA CH [IPE3 ENHS JOrOBOPEH CPOK,

CPpOKBT Ha rOIHOCT HA JleKapeTBEHATE [IPONYKTH KBM JATHTE Ha BCAKA €HA JOCTABKA
uie 0be He IO-MailbK oT 65 % /urecTaecer v mer [pPOITeHTa/.

Ipuemam na u3swpmBam nocrapkuTe Ha AMOTOBOPEHH CTOKH B Cpok 10 24 /mRajiecer u
HeTHPH/ 9aca, a IIPH CHEMHOCT 1o 2 /18a/ uaca or I0Iy4aBaHe Ha IIMCMEHA 3a1BKa OT CTPaHa
Ha BB3JI0KHATCIL.

[IpueMam naamanero na ce M3BBDINBA € ILIATEXKHO HapexIane GaHKoBaTa Hu
cMeTKa B YruKpenur EVJIBAHK-A]] - Hewurpama, IBAN BG42UNCR763 p1007343805, BIC
UNCRBGSF B cpox - 60 mum, cien H3BBPINCHA JOCTABKA, M3JaneHa GpakTypa u ABYCTpPaHHO
TIOAMICaH MPHEMO-TIDENABATCIIEH IPOTOKON 38 BCAKA €/1HA TOCTABKA.

Ilpeamaram cnenmure TPEPEPEHIME .o .
pabaTh, TBPrOBCKH OTCTHUKH, CLIIOHCOPCTBA H APYTH, /KOTATO € TIPHIOKHMY/.

Ilpuioxenns KM TEXHHYECKOTO I e/uI0KeHIe:
1. Tabmuna 3a TeXHMYCCKO CHOTBETCTRHE (ObpaszenNe 2) Ha xapru
eeKTpoHeH HocHuTen - CD.

A
N




Hara

Pasacuenue 3a nonvieane na Obpazey Ne [:

3aBepeHo OT YYacTHHKa KOIIHe OT AOKYMEHT, H3MaJcH OT NIPOM3BOAWTE]I HIH

HPHTCXKATEN Ha paspelieHue 3a ynoTpeba ni or obHIHaNeH JUCTPHOYTOD, JIOKa3BAI
IIpaBOTO My 1@ JOCTAaBA JEKAPCIBEHMS MPOAYKT - OTOpH3aIKsA, JOTOBOp 3a
JMCTPHOYIHS HIH JPYT TIOXOMIAN JOKYMEHT. B ciyyalt, e OIHCAHEAT JOKYMEHT ¢

H3NA0EH OT

JHNIE, pa3nudaHo oT HpOHBBOI[HTeJIH/HpHTG}KaTEJISI Ha paspeinuTeIHOTO 3a

ynorpeba, yIaCTHAKBT clIe/[Ba 04 TOCOYH TIpaBHATa BPB3Ka (4 PEICTABH JOKYMEHT)
MCKIy H3/IATEIIA HA TOKYMCHTA B HPOH3BOIATEIS /IpATEKATENS Ha Pa3pelIuTeNHOTO
3a ymoTpeba Ha CHLOTRETHHUS IIPOJYKT;

3a.BepeH0 0T Y4YacTHHKa KOIIMe Ha BIHAHO paspellieHHe 3a yHOTpe6a oa

JICKapCTBEHUS LIPONYKT B CTpPaHaTa, U3N4/EH0 110 peia Ha 3JIIXM HITH 110 pefa Ha
Pernament /EQ/ Ne 726/2004r. B Clly4da, 4e IEeKAPCTBEHHS MPOLYKT ce HaMupa B
lIpoNeAypa 3a IOJHOBABAHE HA Pa3peileHueTo 3a YIOTpeba UIH Ye paspenieHueTo 3a
ynotpeba ustHya mpes 2016 r., yeacTHHKBT ACKIapupa B CBOTBETCTBHE ¢ w55, an.6
ot 3JIITXM, e xonmdecTraTa o JICKAPCTBEHUS NPOAYKT CA HATHYHH.

JICKapCTREH

6);

Aexnapamus 3a cpoka Ha BanmmHOCT Ha oeprara (obpasze
B cayuaii, 9e odeprara ce mommcsa or JHIE, Pa3IHYHY O

Hexnapamus oT uMeTo Ha yuacThHKa 3a OCHI'YpABaHE HA HEOOXONHMUTE KOJIHUECTRA

HIPORYKT — CBOOOJEH TEXCT;

Jleknaparus 3a ceriacue ¢ KIay3uTe Ha IIPUIT0KEHHS HPOEKT HA JOTOBOP (oOpazer Ne

3aKOHCH IPEACTaBUTEN, KEM HEd Ce Impuaara HOTapuan i 3aBEPEHO ITBIIHOMOIIHO —

OPHUTHHAI UITH HOTapHaIHo 3aBEPCHO KOMIHe,

:04.10.2016 1.

1 Texnuneckomo npednoxcenue — Obpase RREDasoenna
wacm om ogepmama Ha yaacmuuxa u ce np % JEnevamarnama
Henpo3pPayra onRaxKosxa,

2. Obpazey Ne | ce nodnucea om 3AQKQHHEMA npedcmasumen na

YHACMHUKA URU HAONEHCHO YNBAHOMOUEHO aye;

3. Axo yuacmuurkem e obedunenue, Obpasey No 1 ce npedcmacs
Om uMemo Ha obedurenuemo yuacmuux u ce noOnUCsq om napmueopa,
Kotmo npedcmasngea obedunenuemo g yeaume Ha obuecmeenama
ROPLHKA ULU HAOREICHO YHBIHOMOWEHO Nuye;

4. Hoxymenmovm 3a JRBIKOMOWasane e wepazdeana wacm om
Texnuweckomo mnpednoxcenue u ce npedcmass € opuzumanr wny
HOMAPUATHO 3a6epeHo Konue.

3 ,ﬂOKYMEHTbT € NOANWCEa OT 3aKOHHMA npeacrasuTen Ha y4acTHWKa, uam ot HaanemxHo YNbeAHOMOWEHD

nnue,




Hepuanyno noBTapamu ce JocTABKH

Obpazey N 2,
TAB/THIIA 34 TEXHHYECKO ChOTBETCTBHE

HA TEKAPCTBEHA NPOAYKTH 32 HYKAHTE HA

CBAJIO EAT” no 31 o60coGenn no3amun
MexnyHapogH MNpeanarana Twproecko Mpoussoauten/
o Heng'rez'ruo n Konuvecteo va aitusnoto | MIPOTHOIHO | thaGpuuna | Haumenosakwe "pmeﬁ;“’" u
HaUMeHoBaHu ekapcTeeta popma NekapcTBeHo BewecTro xonuqzcrao onakoBka
e /INN/ A
{
Colistin Aivogen, | Xellia
Powder for Pharmaceutic
solution for als ApS,
10 injection/infusion Dalslandsgade
, 1, MIU, Pack: 11, DK-2300
10 Copenhagen
S, OaHus

7

Colistimethate
sodium

powder for solution for
injection or infusion

HOAInUcC:
Hata 04.10.2016 .

Ive n pamiums  T'eopru [lanor

Jnexuoct Yupasuren




Obpazey Nel.
TEXHHYECKO HPEJJ/IO/KEHUE

HO
»CBAJIO” EAJ]
VJL ,JIIOB/IUBCKO ITOJIE” Ne 6

I'P. CO®M:

TEXHUYECKO IIPEJJTOKEHHUE
3A M3ITBJIHEHUE HA HOPBYKATA

Haumenoranne HA mHopbukaTa: ,, IlepHavaHo HOBTAPSMM ce JOCTABKM _ Ha
JexapceTBeHH npoaveTH 3a Hy:kputre Ha CBAJIO EAT” no 31 obGocobeHn mo3HIHH

Buaaoxutem: CHEAJIO EAJL

HacTogmmoTo TeXHHYECKO MPe/UIoKeHre e noaaieHo ot Feopru ITaHOB B KauecTBOTO

My Ha Yuopasurems Ha ,,Conomen EOOQ]], EWK/Byacrar/ETH/ Hnpentadmkanua 3a

yyxaecTpanto aune 832018046, cee cepanune u aapec Ha yHIpaBIeHHE/IOCTOSHEH alpec:

_1p. Codud, x.K. bekcron, yin. Kazbex No 49 u ¢. JlakaTHuk, o6, Cgore, yn. Xpucto bores

Ne 44, mnpencraBmssaHo oT Ieopru [laBoB - VHpa.BHTeJII, ype3  OBJIHOMOIMHHKA
, ¢ IPHJIOAKEHO ITEIHOMOIIHO 2

YBAXAEMH JAMH U I'OCIIOJA,

ITpencrapam By HameTo TeXHMYECKO IIPEUIONCHUC 3a U3ITBIHEHHE Ha OOIIeCTBeHA
moppyuKa ¢ npeaMer , JlocraBka Ha JIeKapCcTBEHH IPOAYKTH 3a HyxauTe Ha CBAJIO EAJT”.

Mscro Ha w3nmBIHEHHEe Ha mopbukara: crpagata Ha CBAJIO EAJ, rp. Codus, yi.
,.1110BIHBCKO 1oje” Ne 6 , bommirdira anreka;

ITpuiemaM CpOKBT Ha BAIHOCTTA Ha Harmata odepra fa Ovae 6 / mecr / Mecella (Hati-Manko 180
JIHH), CYMTAHO OT KpaitHust CPOK 32 [IoJABaHEe Ha O(epTH.

TaparTapaM, 4e cME B CLCTOAHME JiA MBITBIHMM KAUeCTBEHO M B IIOCOYEHHS IIO-TOpE CpPOK
NOPEYKATA B ITLJIHO CHLOTBETCTBHE € TOBA TEXHHUIECKO NPEITOKEHHUE.

Crnen kaTo ce 3alo3Hax ¢ YCIOBHATa Ha Br3noxurens 3a yuacTue B OTKpHTa Ipoleaypa
3a BB3JaraHe Ha oOINEeCTBEHATA NOPhYKA, 3asgBABAM, Y€ JOCTABKUTE € H3BLPIIBAME NPH
CICIHHUTE YCIOBRSL:

1. llpennaramM neKkapcTBEHH NPOAYKTH C JOKa3aH NPOM3XOJl, MoApoOHO ONHCAHH B
TexHuuecKaTa CHOEIM(HKAIAS, HEpa3jenHa HacT OT HACTOSAMOTO IIPSUIOKCHHE 34
H3TBIHCHEE HA MOPBUKAT, ChOTBETCTRAIH Ha HOPMATHBHO YCTAHOBEHHTE H3MCKBAHHSL

2. lleknapupam, qe:

- BCHUKH IpeanaraHd OT HAaC JIGKAPCTBEHH IIPOJYKTH cd pa3spenieHu 3a ynorpeba u
oTroBapar Ha u3nckpauusaTta Ha 3JIIIXM u Hapenbara 3a yclnoBusATa, NpaBuiiaTa U peja 3a
peryinupaHe H PperHCTpHpaHe Ha TEHHTE HA JIeKapCTBEHHTE NPOLYKTH Y JIelCTBaImuTe
MeXKIYHAPOIHH CTAaHNEPTH, KaTo ce 3ajIhDKaBaMe NP Bb3Narade Ha o0mgeTheHaTa nopeIKa
H IIpM H3BBPIIBaHE Ha JOCTAaBKA Ja NpeAcTaBsMe BCHYKM HOPMAajHBHO YCTAaHOBEHH
IOKYMEHTH;

- otepupaHuTe 0T Hac ILEHW 3a JIEKAPCTBEHHTE HPOAYKTH OT

Ha opepTaTa.




onakorka ¢ BiiiodcH JJIC, mocoueny B [I03HTHBHEA HeKAPCTBEH CIHMCHK (IOIBJIBA C& KOTAaTo
€ IPHIIOKKEMO);

- ohepHpaHMTE OT HAC LEHH 3a JEKApPCTBCHATE MPOAYKTH OT IO3MIAA Ne............. ,ca
BKTIOWEHH B IIO3MTHBHHS JIEKAPCTBEH CHOHCEK, [Ipunoxkenwe 2 H He HajgBHOIABAT
petbepenTarTe CcTOiiHOCTH 3a omakoBka ¢ BkmoueH JJIC, mocouemu B 1103HTHBHIA
JEKaPCTREH CHMCHK, I[pmmoxkenne 2, KaKTO N e HaasHuasar norosopennte ¢ H30K nenn,
CBIIACHO CBIVIACHO JeHCTBAMOTO 3aKOHOJATENCTBO, 33 OUpPEAC/IHE HAa OCHOBHHS IAKCT
30paBHA JIeHHOCTH rapantupad oT Owojpkera Ha H30K (axo mMa [orosopeHd Takusa) -
(MOIrBJIBA Ce KOTaTo ¢ IPUIIOKHMO);

- IpH HpOMsIHA Ha cToiiHocTTa no w50 or Hapenbara 3a perynupaHe B perncTpHpaHe
Ha II€HUTE Ha ICKApCTBEHHTE IMPOAYKTH, YCIOBUATA, [IpaBUIaTa U KPHTECPHUTE 34 BKIIIOYBAHE,
LPOMCHY H/HTH M3KIFOYBAHE HA JCKAPCTBEHH NPOAYKTH OT 1103UTHBHHS JICKAPCTBEH CIIUCHK
K YCIOBHATA ¥ pena 3a pabora Ha Komucusara no neer # penMmOypcHpane (pedepenTaara
IIeHa), KAKTO U Ha JoTroBopupaHara rakapa oT H30K, B ciydaif ue cpllaTa CTAHE O-HHACKA OT
mgoroeopenara, ,,CBAJI nmo Onkonorus” EAJ] Ge3yciIoBHO e HU 3aIUIallla JEKApCTBEHHTE
IPOAYKTH Ha MO-HHCKATa 1IEHA, OT JaTaTa Ha BIM3aHE B CHJIa Ha KOHKPETHOTO PEINCHHE,
KaKTO H 33 HaJWYHU JOCTaBKH KBM TasH JArd;

- Ipu OIOKHpaHE M HITETVIIHE HA NIAPTHH OT JIEKAPCTBEHH IPOAYKTH IO CHIaTa Ha
Hapeabara 3a yenoBHATa U pefia 3a OIOKHpaHe M U3TEIIAHE Ha JIEKAPCTRA OT HPOHU3BOAHTENH,
CKI4J0BE 34 THLPrOBHWA HA €IpO C JIEKapcTRBa, alTeKH, IPOrepHH H JiedeOHNH 3aBeCHHI,
chInUTe ce BB3cTanoBaBarT B BomHmunara anrtexka Ha CBAJIO EAJl, xato komudecTBO ¥
cuenupuranyd, 3a Halla CMeTKa,

- NpelaraHATe OT Hac OPOAYKTH ¢a BKIIOYEHH B IIO3HTWBHMA JIEKAPCTBEH CIHCLK,
aKTyaleH KbM J1aTara Ha I1oAaBaHe Ha odeprara (KOraTo € NpHIoKAMO);

- BCHYKH IIPCIUTaraHH OT HAC CTOKH 1€ OBAaT JIOCTABAHHM B OIAKOBKA, KOATO €
Henoxabena, pasKbcaHa, 3allallaHa HIM C BCAKAKBY JIPYTH BHAMMH O€Je3n, KOHTO He
TO3BOJSBAT pas3uMTaHe HA [JAaHHHTE ¥ HHQOpManuata BBpXy chmare. (OmakoBkara Ha
JOCTABAHMS JIGKAPCTBEH MPOAYKT (OIHPBUYHA W/MJM BTOPUMYHA) M CaMHUTC M3ACHHL II0E
OTTOBAPAT Ha H3WCKBAHUATA Ha 32KOHA 34 JEKapCTBEHHTE NPOAYKTH B XyMaHHaTa MEIHIHEA
¥ na Hapepba Ne 38 32 M3MCKBAHUATA KbM JaHHWTE BBPXY ONAKOBKHTE M B JIMCTOBKUTE Ha
JICKAPCTBEHHTE IPOOYKTH;

- B CJIy4aii, 4¢ MPeJCTABISBAHHAT OT MEH YYacTHHK, OBbJe M30paH 3a H3NBIHHATEN HA
o0IecTREHATA MOPHYUKA, ¢ 0BT OCUTYPEHH HEOOXOOHUMHTE KOMHYECTBA W HAIIMYHOCTH OT
MEIHKAMEHTH, 38 M3BLPIIBAHE Ha JOCTABKHUTE 3a LEIHd NEPHO/I Ha JIOTOBOPA, TOYHO H B
CPOK;

- B ciy4alf, 4¢ IpPEACTABIIBAHHS OT MeH y4acTHHK Obie u30paH 3a H3NLIHATEN, INE
H3IIbIHABAME 38/TBDKEHHTA CH NIPe3 eI JOIOBOPEH CPOK.

CpOKBT Ha TONHOCT H4 JIGKapPCTBEHMTE IIPOJIYKTH KbM JATHTC Ha BCAKA ¢HA NOCTABKA
me 6L7e He Io-Manbk oT 65 % /inecTaeceT U IeT IponeHTa/.

[IpreMaM Jia H3BBPIIBAM JOCTABKUIC Ha JOTOBOPEHH CTOKH B CPOK 10 24 /mBajeceT H
yeTHpH/ yaca, a IPH CHENIHOCT Ao 2 /aBa/ yaca oT NollydaBaHe Ha IIHCMEHA 3a4BKa OT CTpaHa
Ha BB3JIOKUTEI.

IlpreMaM TUIAIAHETO Ja ¢ H3BLPIIBA ¢ IIIATEXKHO HapeXIgHe IO OaHKOBaTa HH
cMerka B YuuKpeaur BYJIBAHK-AJ] — llentpana, IBAN BG42UN(GR76301007343805, BIC
UNCRBGSF B cpox - 60 auu, cief H3BbpIOIEHA JOCTaBKa, H3ancHa Typa H JIBYCTPaHHO
IIOATHCAH IPUEMO-IIpeIaBaTeNIcH IPOTOKOI 32 BCsAKA €Ha JOCTABKA.

IMpemnaraM CICAHUTE MPEPEPEHIIIH .oovrvvvveeenvnvrnnnnnennnnnenfondini oo,
pabaTH, THPrOBCKH OTCTBLIIKH, CIIOHCOPCTBA M JIPYTH, /KOTATO € PHIJO

IlpniokeHnss KbM TeXHAYCKOTO Npelio:KeHne:
1. TabGmuma 3a TexHuuecko choTBeTcTBHE (OOpasenNe 2) Ha
enexrpores Hocurend - CD.
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3aBepeHo OT y4acTHHMKA KONHE OT MOKYMEHT, H3JafieH OT IPOH3BOXHTEN HIH
IIpHTEXaTeN Ha paspelleHue 3a ynoTpela wir oT oduumaneH AHCTpHOYTOp, JOKa3Ball
NpaBOTO My [a JOCTaBs IEKapCTBEHWS IPOJYKT -  OTOpH3auud, JOroBop 3a
AUCTPHOYLHS WA JPYT HOAXOMIN] TOKyMeHT. B ciryail, 4e ONHCAaHHAT ZOKYMCHT €
M3Ma/ieH OT JIHIE, PA3IAYHO 0T IPOH3BOMUTEILL/ IPHTEKATCILI HA Pa3pEelIATENHOTO 33
yHOTpeba, YJACTHEKBT CIe/Ba Jia IOCOUH NpaBHaTa BPB3Ka (J1a IpeICTaBy JIOKYMEHT)
MeX/Iy M3/[aTe/Is Ha JOKYMEHTa U MPOH3BOJIUTENS /APUTeHATCI Ha PA3PeNIHTECIIOTO
3a yimotpeba Ha ChOTBETHHA IPOAYKT;

3aBepeHo OT ydYacTHHKA KOIIHe HA BAIMIHO pa3pelieHHE 3a ymorpeba Ha
JIGKAapCTBEHHS TIPOJYKT B CTparaTa, H3fameHo 1o peaa Ha 3JIIIXM mmm no pena Ha
PeriamerT /EQ/ Ne 726/2004r. B ciyuaif, 4e neKapcTBeHHS TPOAYKT C& HaM¥pa B
IpoLeAypa 3a MoJHOBABANE Ha PASPCINCHHETO 33 ynoTpeba iy 4e PasperIeHHeTo 32
ynotpeba u3Tuya npes 2016 r., y1aCTHUKBT JCKIApHPa B CHOTBCTCTBHE C w155, a6
oT 3JIIIXM, ue¢ KOIHYECTBATA OT JICKapCTBEHHA IPOAYKT Ca HaJIHIHH.

Jexnapalys OT UMETO Ha YYaCTHHKA 33 OCHTYpsBaHe Ha HEOOXOIMMHTE KOIMYECTBA

AEKApPCTBEH MPOAYKT — CBODOJEH TEKCT;
Jlexapanus 3a CHIIACKHE © KIay3UTe Ha IPHIOKEHH TPOEKT Ha forosop (obpaserr Ne

6);
Jlexmapanusi 3a CpoKa Ha BaJIAHOCT Ha odepTara (00pag
B cnyuaif, e ofepraTta ce MOAMHCBA OT JIHIE, pa3s
33KOHEH IIPE/ACTABHTEN, KM Hesd Ce Mpuiara Hotap)
OPHIHHAT WM HOTapHATHO 3aBEPEHO KOTIHE.

Hexmaparus mo un. 102, an. 1 mam 2 or 3011, ako e

exr Ne 7);
0 OT YYacTHHKA HJIH HETOB
0 3aBEPEHO ITBIHOMOIIHO

Jara: 04.10.2016 r. UME U ®AM

Pazacrenue 3a nonvisane Ha Qopasey Ne I:

1. Texnuveckomo npedrodcenue e Ny H1 eHA
yacm om ogepmama Ha Y4acmuuxa u ANeYamanama
HENpO3PaiHa ONAKOBKa;

2. Obpasey Ne 1 ce noonucea om\3axpn
VYQCHHUKA UNY HAONEHCHO YIBAHOMOUEHO Tty

3. Axo yuacmuuxem e o6edunenue, Obpazey Ne I ce npedcmaés
om umMemo Ha 00eOUHEHUEmO YYACTHUK 1 Ce nOOnuced Om NApmMHbOpd,
xotimo npedcmasraea obedunenuemo 3a yenume Ha obwecmeeHama
HOPBLUKA URY HAONEIICHO YHBAHOMOUEHO AUYe;

4. Joxymenmvm 30 YNbIHOMOWAEAHEe € HEPA30ennd dacm om
Texnuuweckomo HNPeONONCEeHUe U Ce€ Npedcmagés 6 OpUSUHAL Uil
HOMAPUATHO 3a6ePEHO KONUE.

! npeocmasumen Ha

2

? OKYMEHTBT Ce MOAMUCEA OT 33KOHHWA NPeACTaBUTEN HA YHACTHUKA, UM OT HAAJIEKHO YBAHOMOLEHO

nvue.

|




Obpazeu No 2.
TABJTHLA 34 TEXHHYECKO CbOTBETCTBHE
IepuauaHo NOBTAPSIIIM ce AOCTABKHA HA JEKAPCIBECHA NPOIAVKTH 32 HYKIMTC Ha

CBAJIO EAI” no 31 ob6ocoOcHH MO3HITHHA

MexayHapooH Mpeanarada TEpProgcko MpoussonuTtent
N | OHEMATOHTHO | o meHa chopMa KonuuecTBO Ha aKTUBHOTO :05’1‘::‘:':::; tabpuuna HauMeHoBaHWe "p“Te”;g,Te" e
HauMeHOBaHK NEeKapCcTBEHO BELECTBO onakoBka
e INN/ Ao
I_( 10 Colistin Alvogen, | Xeliia
Powder for Phammaceutic
solution for als ApS,
injectionfinfusion | Dalslandsgad
, 2, MIU, Pack: e 11, DK-2300
10 Copgnhagen
S, J&Hus
‘ Colistimethate | powder for solution for /\1 ’il
|8 | sodium injectign or infusicn 2 MI 50 ¢a. I \

MOANAC:
Hara 04.10.2016 1,

Vhve 1 pavmmi  [eopru [Hatos

JnexHOCT YIOPABHUTEN

HavmMenoranne Ha ygactanka ,,Conomen™ EOOY]




