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3A YYACTHME B ITPOIEAYPA HA JOI'OBAPSAHE BE3 OBABJIEHUE

MHHHCTEPCTBO Ha 37paBeona3BaHero, Ip. Codus, mr. “ Cs. Henens” Ne5, ten.
/02/ 9301 461, dakc /02/ 9301 451, numne 3a koHTakT 304 FBaHoBa
dodimitrova@mbh.government.bg, Ha ocHoBanue ui. 92, BbB Bpb3ka ¢ wi. 90, an.l,
7.1 0T 3aKoHa 3a OOLIECTBEHUTE NMOPHYKHU Ciel mpekpateHa ¢ Pemenune PJI-17-821/
14.07.2010r. oTkpuTa npotexypa u Pemrerne Ne PIT — 17-. 571 o1 /.. 54....2010
I. Ha MHHHCTBHPa Ha 3paBeorna3BaHeTo, OTIPaBs ITOKaHa 3a y4acTHe B Ipolieypa 3a
noctaska Ha jekapcTBeH mpoaykT ¢ INN DIDANOSINE 3a nedenue Ha MalueHTH,
undextupanu ¢ HIV-1, cbrnacHo cnenupukanys 10 yI'bIHOMOIICH MTPEACTaBUTEN Ha
CJIEZIHUsS TIPUTE)KaTe] Ha paspelleHHe 3a ynorpeba Ha JIEKapCTBEHHMS MPOJIYKT OT

cnenuduKanuara:

1. Bristol-Myers Squibb Kft, Hungary

1.06exT Ha o0mIecTBeHATa MNOpPbYKA — JOCTaBKa 4Ype3 IMOKyNKa Ha
nexapersed npoaykt ¢ INN DIDANOSINE 3a Jiedenue Ha NalMeHTH, HHOEKTHPaHH
¢ HIV-1, cbriiacHo npusiokeHa crielupruKays.

2.Bua Ha npoueaypara — goropapsiHe 6e3 oOsBIIeHHE.
3. Koa Ha nopbukata, chriacHo O6ir TepmMuHOnorudeH peunuk — 33600000.

4.A3McKBaHUS KbM YYACTHHIHUTE - YYAaCTHUKBT B IIpOLEAypara MOXe Ja
Oble OBIATApCKO WM YYXKAECTPAHHO (PU3NUECKO MIIM IOPUAMYECKO JMIE, KOEeTO



OTroBapsi Ha MPEeIBAPUTEITHO OOSIBEHUTE OT BBINOXHUTENS ycioBus. Jlo ydactue ce
JNOIMMyCKaT C€aMO YYacTHHWILY, OTIroBapsid Ha W3UCKBAaHUATA Ha 3aKoHa 3a
JeKapCTBEHUTE MPOAYKTH B XyMaHHaTa MeauuuHa /3JIIIXM/ u Ha u3ncKBaHMsITA Ha
uyn.47,an.1, an.2 u an. 5 ot 3011

5.001m# yc/i0BHs 32 H3ITbJIHEHHE HA MIOPBYKATA &

e Cpok 3a u3NbJHeHHEe HA MopbukaTa- Beska oTnenHa moctaBka cienBa lia
Oble mocraBeHa B cpok 10 10 /mecer/ paOOTHM OHU cjej IOJy4YaBaHE Ha
zasiskaTta — pasnpeneneuue or BBIJOKUTEIIA u 3a xonuvectsara, TOUYHO
OTIpeic]IeHH B 3asBKaTa. 3asBKaTa-pa3lpeleleHHe Ce BpbYBa JIMYHO CPEly
IOANMUAC Ha YOBIHOMOIIEHO JIMLE OT 3BEHOTO 3a aJAMHUHHCTPAaTUBHO
obcityXBaHe WJIM C€ M3Mpalia ¢ IpernopbyaHo MUCMO ¢ oOpaTHA pasIUCKa, [0
dakc WM 1O eNeKTPOHeH NbT IPH YCIOBHATAa M IO pela Ha 3aKoHa 3a
eJICKTPOHHUS IOKYMEHT U EJIEKTPOHHUS MTOMIHUC.

e HauumH u MSICTO HA M3NIbJIHEHHE HA JOCTABKHUTE — 3a MIACTO Ha JOCTABsHE Ha
CTOKHTE Ce ONpeHeNAT KpalHUTE MOoJy4daTesd, ONpeNesieHd II0 pela Ha
Hapenba Ne 34 ot 25.11.2005 r. 3a pena 3a 3amaiade OT penyOIMKaHCKUs
OrO[KET Ha JIEYEeHHETO Ha OBArapcku TpaXkAaHW 3a 3a00/sgBaHMs W3BbBH
o0XxBaTa Ha 3aIb/DKUTEIIHOTO 3PaBHO OCUTYPSBAHE.

e VYciaoBusg ¥ HAYMH HA GUHAHCHPaHe U IJIalIaHe - 3aIUIAIIAHETO Ha CTOKUTE
10 JIOroBOpa Ce M3BBPINBA OTI0XKEHO B CPOoK 1o 60 /mectaeceTus/ IeH, clen
MpeCcTaBsHe Ha CIEOHUTE JOKYMEHTH :

1)  JlocraBHa (akTypa, cbCTaBeHa ChbIlacHO u3uckBanuaTa Ha 3JJJIC u
MII3]1/1C — opuruHai u 2 /nBa/ 6posi 3aBepeHH KOIHS;

2)  IlpuemarenHO-TpeJaBaTeTHA IPOTOKOIH, 0 oOpa3el; Ha MUHHCTEPCTBO
Ha 3/IpaBeoIa3BaHeToO;

3)  OGoOIIEeH OMKC Ha IPOTOKOIUTE — 3 /Tpu/ 6pos;

4)  TlucMeHHW 3asABKU-pa3lpefeeHHs, H3TOTBEHH OT MHMHHCTEPCTBO Ha
3[IpaBeora3BaHeTO U 3aBEPEHHU OT KPAWHHUTE I10JIyYaTelIH,

5) Ceprudukar 3a 0cBOOOXKIaBaHE Ha BCsAKa MapTuia, HU3JaleH OT
kpanuduimpano juie no 3JIMIXM — zasepeno or M3ITBJHUTEJISA xomue, B
IpeBOJl Ha OBJIrapcku e3WK OT (HpMa, CKIOYMIa JOTOBOp ¢ MHHHCTEpCTBO Ha
BBHHIIHUTE PabOTH 3a U3BBPIIBaHE HA O(DUIIHAIHYI [IPEBOIM.

N36poeHnTe TOKYMEHTH Ce MPECTaBsT B 1€I0BOJCTBOTO Ha MHHHUCTEPCTBO Ha
3[paBeoIa3BaHeTo, KJIacCHpaHu U IPUKadYeHH B Nanka. B mamnkara ce mpuiara mucMmo ¢
ONAC Ha CHOBPXKAIIWTE C€ B Hesl JOKYMEHTH, KaTo 3aIb/DKMTETHO C€ IOCOYBaT
HOMepara, TaThTe U Oposi Ha IPUJIOKEHUTE JOKYMEHTH OT BCEKH BH/I.

6. U3uckBaHUsI KbM npeajaraHurTe JeKapCcTBeHH NPOAYKTH:



e JlexapcTBeHUTE NPOIYKTH TpsAOBa /1a OTTOBAPAT Ha U3UCKBAHUATA Ha 3aKOHA 3a

JIEKapCTBEHUTE MNPOAYKTH B XyMaHHaTa memuimHa (3JIIIXM) — TpsiGea na

MpUTEXaBaT BAJIUIHO pa3pellieHne 3a ynoTpeda B cTpaHara, U30afeHo [0 peaa

Ha 3JIITXM umm Permament (EO) Ne 726/ 2004 r. Ha EBponelickys napiamMeHT

u CeBera /un. 23, an.l wa 3JIIIXM/ u ceptuukar 3a ocBOOOXJaBaHE Ha

napTHIa, u3azeH oT kBanuduuupano nuue no 3JIIIXM u ynocrosepssail, e

mapTuara JIeKapCTBEH TMNPOAYKT € IPOM3BelNeHa M KOHTPOJIHpaHa B

CBOTBETCTBHE C HM3UCKBaHUATA Ha pa3pelleHHeTo 3a ynorpeda Mo pena Ha

3JIIIXM. B cnyuait Ha U3TH9aHe HA CPOKa Ha pa3pelIeHMeTo 3a ymoTpeda Ha

JieKapcTBeH nponykr npes 2010 r., y4acTHHKET JEKjIapupa B ChOTBETCTBHE C

yn. 55, an. 6 ot 3JIIIXM, ye komuuecTBaTa 3a JIEKapCTBEHHs MPOJYKT ca

HaJIMYHU;

JlekapcTBeHUTe TPOIYKTH cienBa na ObIAT C JbpXKaBHA PEryjMpaHa IIeHa,

certacHo Wil 258, an. 1 ot 3JIIIXM;

JlexapcTBeHHUTEe TPOAYKTH cliefBa Ja ObiaT BKIIoueHH B IlosuTuBHUSA

JIEKapCTBEH CIMCHK, aKTyaJleH KbM JaTaTa Ha OoTBapsHe Ha Ik Ne 1 or

rpoueaypara.

JlekapcTBeHUTe MPOAYKTH Clie[Ba Aa ObIAT BKIIOYEHM B JIEKApCTBEHA JIKCTA,

IIOKpHBaHa OT obIecTBeH (POH Ha ITOHE TPU OT NOCOYEHHUTE CTPAHU B WIS, T.2

ot Hapenba Ne34/2005t. 3a pena 3a 3amiania€e oT pelyONuKaHCKHsS OHOKeT

Ha JIeYeHWETO Ha OBJIrapcKH TpakIaHW 3a 3a00NABaHMSA, U3BBH OOXBaTa Ha

3aIJDKATEITHOTO 3PaBHO OCUTYPsIBAHE.

e CpOKbT Ha TOJHOCT Ha JIEKAPCTBEHUS MPORYKT ClelBa Ja Obe He IO-MallbK OT
60 /mectnecer/ Ha CTO OT OOSBEHHUS OT MPOU3BOJUTENS KbM JaTara Ha BCsAKa
nocraBka. B ciaydait Ha JOcTaBKa Ha JIEKapCTBEHHUS NPOAYKT C IO-KPAaTBK OT
norosopenust cpok Ha rogHocT UBITBJIHUTEJIAT mwpinku HeyCcTOWKa KakTo
crienBa :

-59,99 — 50 % - 20% BBpXy CTOMHOCTTa Ha JOCTaBKara,
-49,99 — 40 % - 30% BBpPXy CTOMHOCTTA Ha JOCTaBKara,
-39,99 — 30 % - 60% BBpXYy CTOMHOCTTa Ha JOCTaBKara,
-29,99 — 20 % - 75% BBpPXy CTOMHOCTTA Ha JOCTaBKara,
-riof 20 % - 90% BBpXy CTOMHOCTTA HA JOCTABKATA.

e JlocTaBkara Ha JeKapCTBEH MPOAYKT C OCTaThb4y€H CPOK Ha TOAHOCT TTO-MallbK
or 30 /TpumeceT/ Ha CTO OT OOSBEHUs OT NPOU3BOJAMTEINS CE M3BBPIIBA CaMo C
mucmeHo cbriacie Ha BDB3JIOKMTEJIA 3a KOHKpETHO KOIHYECTBO,
onpezeNieHo OT Hero. bes3 m3puuHo mucMmeHo cbriacue Ha BB3JIOKUTEJIA
CTOKHUTeE HsMa Jla ObJaT 3aIuIallaHy.



e Cpoxk Ha gorosopa: 10 28.02.2011r.

7.YcaoBuss 1 pasMep Ha rapaHuousita 3a y4yacTue B Mpoieaypara W Ha
rapaHaudaTa 3a H3IbJIHEHHE HAa J0orosopa.

A. I'apanuusTa 32 y4acTHe B [IpOLelypaTa € B pasMep Ha 1086 1B.

[apaHuusTa ce IPeACTaBs B €1Ha OT (HOPMUTE, CHITIACHO 41.60, ain. 1 ot 3akoHa
3a 0OIIeCTBEHUTE IMOPHUKH

- opuruHan Ha Ge3yCiIOBHA H HEOTMEHsAeMa OaHKOBa rapaHiys B JeBa, U3NaNcHa OT
Gparapcka WIM  dy)XjaecTpaHHa OaHKa, B T013a Ha MUHHCTEPCTBO Ha
3[[paBeoNa3BaHeTo, CbC CPOK Ha BamumHocT 90 /neBetneceT/ KaJleHAApHU JIHHU,
CUMTaHO OT KpaifHHs CpOK 3a IoiyuaBaHe Ha oQeprute. LaHKOBUTE rapamiliid,
W3aIeHN OT 9yXKIeCTPaHHU OaHKH, CJICIBa [1a Ca aBU3UPaHH 4pe3 opirapcka OaHka,
IOTBBPIKIaBalla aBTCHTHYHOCTTa Ha ChOOIIEHHETO.

- [apuyHa Cyma,  IpeBeJeHa Mo 0OaHKOBa CMeTKa Ha MUHHMCTEPCTBO Ha
snpapeonazpanero — IBAN: BG83 BNBG 9661 3000 1293 01, BIC xox #a bHb —
BNBG BGSD — mwiare)xHo HapeXJaHe B OpUTHHAJ WIH KOITHE.

b. Tapannus 3a U3MbJIHeHHE HA 10roBopa - IIpy CKIOYBAHE Ha N0rOBOpa,
YYaCTHHKBT, ONpEACTICH 3a W3MbJIHMTEN HPEICTaBs rapaHius 3a H3MBIHCHHC Ha
CHIIMS, KOSTO C& OCBOOOXKIABa ClIefl HETOBOTO M3MbJIHeHUE. ['apaHiusTa ¢ B pasMep
Ha 3 % (TpH HpOLIEHTa) OT CTOMHOCTTA Ha JI0r0BOpa 6e3 JIC.

[apaHIUATA Ce NPEeICTaBi B eIHA OT (OPMHTE, CHIIACHO L. 60, an.l or
3akoHa 32 OOILIECTBEHUTE MMOPHUKH:

- opurdHa1 Ha 0Oe3ycJOBHa U HEOTMEHAEMa OaHKOBA rapaHLVs, W3JaneHa oT
Oprapcka WJIM  Yy)KIeCTpaHHa Ganka, B TIoi3a Ha MUHHCTEPCTBO Ha
37]paBeona3BaHeTo, ChC CPOK HA BaJMIHOCT 30 gHM ciej HM3THYaHE Ha CpoKa Ha
noropopa. baHKOBHTE TapaHLVy, U3/aJieHNn OT YyKICCTpaHHH 0aHKH, cJeJiBa Jia ca
aBU3UpaHM dpe3 Obirapcka OaHka, MOTBBpXKJaBalia —aBTCHTHYHOCTTA Ha
CHOOIIIEHUETO.

- mapuyHa cyMma, IpeBefeHa Mo OaHKoBa CMETKAa Ha MuHHCTEPCTBO Ha
sapaseonasaneto — IBAN: BG83 BNBG 9661 3000 1293 01, BIC xox Ha BHb —
BNBG BGSD- mwiaTe)xHO HapeX1aHe B OpUTMHAJ WIH KOIKE.

8. Cpok Ha BaJuaHOCT Ha odepraTa — 90 / neBeTHeceT / KaJleHIapHU THU OT
KpaiHUAT CPOK 3a MoJiaBaHe Ha O(epTUTe.



9. Kpurepuii 3a oleHKa Ha odepTuTe — “Hali-HUCKA IIeHA™ .

10. MsicTo, AeH M 4Yac 32 pasrjexiaHe U OlieHsiBaHe Ha odepTuTe - B
crpanara Ha MUHECTEPCTBO Ha 3[paBeonasBaHeTo, . * Ceera Hexens” Ne5, eT.2 OT
10:00 yaca Ha 15-TMs KajJeHOApeH [€H, CUMTAaHO OT JeHs CielBalll Aarara Ha
M3MpallaHe Ha MOKaHaTa 3a ydacTHe B IIpOle/ypara A0 H30paHHTEe JHLa W J10
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11.IMonyuaBaHe Ha AOKyMeHTALHS 32 yuacTHe B npoueaypara- Cpiara ce
HoIyYaBa B crpajara Ha MUHHCTEPCTBO Ha 3ApaBeONa3BaHeTo, ILT. “ CB. Henens” Ne
5, er.2, cr.211, B cpok mo 17.00 waca ma 10-us 1eH, CUMTAHO OT JACHS, CJIE/BAIl
JaTaTa Ha W3MpalllaHe Ha IIOKaHaTa 10 W30paHuTe Juia W JO AreHuudara 1o
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12.1fena Ha JOKyYMEHTAaLMATa 33 y4YacTHe B npouexypara- [eHara ¢ 30
/tpunecet/ nesa ¢ BkmodeH IJIC. IlocoueHara cyma ce 3amnaiia B KacaTa Ha
MUHHCTEPCTBOTO Ha 3[paBEONa3’BaHETO Cpelly pPEelOBHO H3MaJeH  ILIATeKCH
JTOKYMeHT Bceku paboreH neH oT 14:00 mo 17:00 gaca B cpoKa 3a TonyHaBaHe Ha
JOKYMEHTAI}s WM CymaTa ce MpeBekna mo 6aHkoBa cMeTKa Ha MHHMCTEpPCTBO Ha
3npaseonasanero — bHbB IienTtpanno ynpasienue, IBAN: BG83 BNBG 9661 3000
1293 01, BIC xox na BHb — BNBG BGSD.

13.0¢epraTa 32 yyacTHe B NpoLeAypaTa, U3rOTBEHA ChITTACHO U3MCKBAHUATA
Ha JOKyMEHTAIWATa ce 3aBeXJa B [EJIOBOJCTBOTO Ha MHHMCTEpCTBO Ha
31paBeonaspanero, i * Csera Hemens” Ne 5 B ¢cpok 110 17.00 waca Ha 14-us neH,
CYATAHO OT JIeHs, CJe[Ball JaTaTa Ha M3IpallaHe Ha MOKaHaTa 3a y4JacThe B
npolenypara 10 u30paHuTe IMIa U 10 ATCHIUATA II0 0OIIIECTBEHU MOPBYKH, CIIEN
KOETO Ce Ipe/ICTaBs OT yuacTHHKa B Jlupexius * OOmecTBeH! nopbuku’”’, . “Ceera
Henens” Ne 5, er.2, ctas 211, 3a orpassBane B Perucrbpa Ha M3 32 IOCTBHIMIHM
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