Hpunoxenune No 3

YKA3ZAHUS 3A U3TOTBAHE HA ODET

L4

Beexn ywactHuk B mpouenypata mma mpaso sa n peac
BapUaHT Ha odepra.

IlpencraBenara odepra TpsiGea na Gbhae che
KpaTek oT 90 /neBeTnecer/ KaleHiapHW IHE OT Kpaiil
odepruTe.

Odeprara 3a ydacte B mpomemypata ce w3roTES ‘
CHOTBETCTBUE C M3HUCKBAHUATA Ha 3aKOH4 3a OOIMIECCTBEHUTE |
CC MOAIMCBA OT 3aKOHHUS MPENCTABUTET HA JIMLETO,
U3PUYHO YIIBJIHOMOLIEHO OT HETO JIMLIE.

Odeprata 3a yuacTwe B mpouenyparta ciieisa
Obarapcku e3uk. B ciryvante, KOraTto yH4acTHHKBT € uy:
JAOKYMEHTH, CBCTaBIABAILM O(epTara, B TOBa YN
MOKYMEHTH € HeOOXO0MUMO Jia OBIAT B OPUTHHAT, C MPes
AOKYMEHTBT 34 PerucTpaums ce MpencTass ¢ opuuuaneH
€3UK.

BCHYKH JOKYMEHTH, KOWUTO MpUIPYkKAaBaT oepTara
OpPUTMHAJ, WM Karo KCEPOKONHUS C HOTAPUATIHA 3
y4acTHHKa ¢ rpu¢ “BspHO ¢ opuruHana”, noammc va i
y4acTHHKA B 3aBUCHMOCT OT BUJA Ha JOKYMEHTA U VKa:
Ha ObArapcku e3uk. JIOKyMeHTHTEe U HaHHWUTE Ce MOJIIICEaT
NPEACTABATENIM Ha YYAaCTHHMKA, CHIVIACHO ChIEOHAT2 MY
U3PUYHO YIIBIHOMOLUEHM 32 TOBa JIMLA, KaTo B TO3H
I'BJTHOMOLIHO - OPUTHHAT WK C HOTapUallHa 3aBepKa. Beudku 10KyMeHTH cliensa
Jia ca ¢ 1aTa Ha W3/JaBaHe, MpeqiiecTBalla NogaBaneTo Ha odeprara He rosede ot
6 Mecella WK Ja ca B CPOKA HA TAXHATA BATUIHOCT.

Beuyku konuyecTBa mocoueHH B OOSBIEHUETO (f
Bb3noxuTensaT He e AubKeH na 3asBU 3a [OCTABKA I
[IpaBo [1a 3asBU KOJWYECTBA, CHIMACHO JEHCTBUTEIHYTE
JIOTOBOPEHOTO.

APy
J s

Ly L

JITAPCKH

Odeprara cnemsa na Obae HYHKIMOHATHO
HENPO3paYHH 3aNeYaTaHu [JIMKA, BCeKU €IWH OT KOWTO /1a WMa IIOCOYEHOTC
J0Jly ChIbP)KAHKUE U Aa € HaJlhCcaH KakTo Clie/Ba:

Haux Ne 1: “JHOKYMEHTH 3A TIIOJIBOP”

B ninka ce nocTaBsaT CICOHMUTE NOKYMEHTU.!

1. HOKyMeHTI/I OTHOCHO TBPIOBCKO - [IpABHMUA CTaTyT Ha |

] A . E b e £ TTIAI 3B s e
lIpoexmom ce ocvuecmensa ¢ unancosama nodkpena na l nobannus ond 3a Gopba cpenry CITHH, mvbeprvinoza
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1.1.0puruHan unm 3aBepeHo KOIWE Ha 'VZHM}'I‘O}EW]Q4;:?{11)?I‘/,E!ﬁ;t
U3[IaJIEHO OT KOMIIETEHTEH OpraH B CTpaHaTta Ha yaacThuka, K
OBArapcKoO FOPHAMYECKO JIMIE ¥ € PErHCTPUPaH UITH Iper
CHEKTPOHEH THPIOBCKHA PETUCTHD KBM ATEHLMSTA 110
YIOCTOBEPEHHE 3a AKTYyaJIHO ChCTOSHUE, 4 Ce Iocoupsa F

Korarto y4acTHHKBT B NpOLEypa € YykAeCTPaHHO (PH3MIECKC
JMIE WM TexHW oOenuHeHus, odeprara ce :
JOKYMEHTBHT N0 wi.56, an. 1, 1. 1 oT E%OH ce mpen
IoKyMeHTuTe 1o wi.56, an. 1, 1. 3,4, S w 10 ot 301
NPEACTaBAT U B MNPEeBOA. AKO VYaCTHHKBLT € obes
NPEACTaBAT OT BCSIKO (U3WYECKO WIKH HOPHIHIECKO
00eIMHEHHUETO.

IKTHOYCHO B

1.2. OpuruHan Wik HOTapHATHO 3aBePeHO KOTIHe Ha JIOKYMEHTH, VI0C
IpeACTABUTENHATa BJIAcT Ha JIMLETO, OT KOETO U3X0KIA [1Peyio
cilydaii, ue ToBa He € 3aKOHHHUS NPEACTaBUTEIT Ha YHACTHUKS

1.3. Jlexmapanus 3a OTCBCTBUETO HA OOCTOSATEICTBA 110 Ul
— 32 IOPUAMYECKUTE JIMUA - OT Juuara no wi47, an4d ot
THProOBIY — OT JIMLATa, KOUTO MPEACTABNABAT yUaCTHUKA, 32 (
oT yuacTHuka. Jlexnapaius 3a oTChCTBUETO HA 00CTOS
ot mumnara no 4i.47 an.5 ot 30I1. (O6pazer Nel)

,H()KyMeHT 34 BHECCHa rapda”HnyAas 3a ydacTue B [Hpoueaypard, pasielicHa I1o
[MO3HIIHNH.

1 1 JOSAGO04 | 24400000-8 |Etravirine JIHA 14 n@

THA 1260 ne

2 | JOSAE06 24400000-8 | Lopinavir/Ritonavir H“‘]I‘

3142 ne

3 JOSARO02 24400000-8 | Abacavir/l.amivudine Ht{!i““ J
;__L o

4 | JOSAEQ3 24400000-8 | Ritonavir

190 ne

‘[ﬁ?‘[f'

. ) [epopaiHa 994 r@
5 |JOSAE10 | 24400000-8 | Darunavir bopma 394 ne
IHA 188 ne

1 ~
(DOPMA

l 6 1JOSAEO7 24400000-8 | Fosamprenavir Iepop

[Ipoexmevm ce ocvuyecmssnsa ¢ Gunancosama nOOKpena Ha Inobannust droxo 2a bopba cpeugy ( MYOepKyIoza
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l'apanuysTa 3a y4actue ce mpeacraps B emIHa OT (hopMuTE, CBIIACHO 4i.60 OT
3aKoHa 3a O6IIeCTBEHHTE TTOPEUKH:

- OpWIMHal Ha Oe3YCIOBHA W HEOTMEHSeMa OaHKOBA
Obirapcka wWIM dYykIecTpaHHa 6GaHka, B 10,53

3ApaBeonasBaHeTo, CbC CPOK Ha BalUmHOCT 90 /meser:
CHMTAHO OT KpaiHUs CPOK 3a IOJlydaBaHe Ha Ode
U3MaJIEHU OT YYXAECTpaHHM OaHKu, clensa ma
OaHKa, TNOTBBPXKIABAIA ABTEHTHYHOCTTA HA
OBJIrapcku e3uk.

rapaHius, u:
Munamncrer
ceT/ KaneH;

HKOBUTE

- Hapu4dHa cyMa, IIpeBeleHa 0 OaHKOBa CMe
3apaBeoniazeaneto — bHb Ilentpanuo ynpasnenwe.
3000 1293 01, BIC xon ma BHB — BNBG BGSD
OPHIMHAJ WUJIY KOIIKE.

Bb310XuTensT uMa mpaBo Aa 3amepay rapasiuisTa 3a y4acTHE B CJI
ClIyvau:

4) KOraTo y4acTHUKBT OTTEINIH HJIH IPOMEHH
Ha chKa 3a II0JaBaHe Ha O(b&“p‘][‘?[“

Ha I/I3HT>.HHHT6I[ — O pLHlaBaHG Ha (.,H()pd9
B) KOrato VYaCTHHUKBLT € CHpENEeSICH 3a M3IIIbJIHUTE,
3aABIKCHHUETO CH Ja CKIIFOYH HOTOBOD 34 00 MECTBEHATA TOPBYUYKA

ce 0cBOOO VA
34 O0KaAJIBAHE

rapaHHHHTC 3a Y4aCTHUC Ha OTCTPAHCHUTE YHACTHW I
BB3JIOXKUTEIIA B CPOK 5 })216()THLM OHH CJIC)] U3TUYaHe: L C]
PCLICBHECTO HA BB3JTOKUTEIA 34 OIIPEOCIIIHE HA U3 BJIHUTET,

rapaHHH]/ITE 3a ydacTue Ha KIIacHpaHuTe Ha H  BTOPO MACTO
YHaCTHUILIM CE 0CBOOOK AaBaT CJSH CKIWYBaHE HAa JIOIOBO o 3a 001mecT
IOpBHYUYKAa, 4 Ha OoCTaHalluTe KJIacy UPpaHnd YHYaCTHHIIM ﬂrfU'MkO THH JHW Cclien
U3TNY4AHE Ha CpoKa 34 o0XanBaHe Ha PCIICHHETO Ha BBEIJIOKUTES 34 Onp
Ha M3II'BJIHUTEIL.

Ta

Ilpn npexpatsBaHe Ha Hpoleaypara 3a Bb3Narase H€a 00MIEeCTBEH:
rapaHLUUTe HAa BCUYKUA YYACTHUIIM CE OCB(M)ODKJIERBM , 0
M3TUYaHE Ha CPOKA 33 00XKaIBAHE HA PEIIEHHUETO 3a NPEKPATS)

Be3noxutenst ocBoboxnasa rapasiure 6e3 jia
npe3 KOWTO CPeACTBaTa 3aKOHHO Ca MPECTOSIH [IPH HETO.

[Ipoexmvm ce ocviyecmensa ¢ unancosama nooxkpena na [ 1obanuus ond 2a Gopba cpewyy CITHH, m
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3. B cnyuait, ye npu u3meaHeHHETO Ha NOpBYKATA L€ VUACTBA TONURITEIHN
HeOOXONUMO Iia O'blie U3PHYHO 3aABEHO TOBA OBCTO ITEJICTBO, KAKTO U
HETOBOTO y4acThe. B Te3u Ciyyam y4acTHUKBET MOEMA H3LANO OTrOBOPHOC
ACHHOCTTA Ha TOAM3IbIHATeNS. EHO W CBIIO MHIC He Mo a y4acT

HONM3IBIAHUTEN Ha pa3lMYH{d  YYaCTHUIM. |lo; w

NBIHUTET €
OTroBaps Ha M3UCKBAHUATA, IOCOYeHH B 447, an. |, an.?
OOILLECTBEHUTE TIOPBUKH.

04allaHC M OTYeTs

roguamn (2007

4. 3aBepeHO OT y4yacTHHKA KOMWE Ha TOJHUILICH CUETO
IPUXOAM W Pa3sxOOW/OTYETa 3a JOXOMMTE OT IOCIE
2008r. u 2009r.).

S. B ciyyanTe, Koraro yuacTHUKBT € obeHEeHNe, KOeTo He e FOPUINYECKO JTULIE
3d BCEKH €IIMH OT YYaCTHHIHMTE B OOeNWHEHHETO clieiBa 42 ObLaaT mpe
AOKYMEHTHUTE WI. 56, an. 1, 1. 1, 3, 4 u 5 or 3akona 32 06w

KaKkTo U JOKYMEHT, y[NOCTOBEPABAUI NPEANPHETH ICHCTBUS 33 pPeruc
IOPUANYECKO JIHILIE.

6. JlokyMeHT, yoocToBepsBall 3aKyIyBAHETO HA JIOKYMER
o0IecTBeHATA TIOPBHYUKA.

B

7.Touen aapec, nuiie 1 TenedoH 3a KOHTAKTU ¥ GAHKORY PEKBH3Y
(obpazey No2).

8. JlekapCTBEHHTE MPOYKTH Jia OTroBapsAT Ha 3JITTXM - 14 | PUTEXABAT BATHIHO
paspelueHue 3a ynotpeba Ha JeKapCTBEHHUs MPONYKT B CTI {
M3mbinurenHaTa areHnys MO JIeKApCTBATa /WA 110 |
726/2004 na EC. B ciyuaif, ge nekapcTBeHMs IPOIYKT Ce Haw
MOAHOBSIBAHE Ha paspesieHUeTo 3a ymorpeba WM p
n3tiya npe3 2011 r., y49acTHUKBT TIPEACTaBs U ACK]
4i1.55, an.6 or 3JIIIXM, He xosnudecTsara 3a JIeKapCTEEE
JlekapcTBeHHUTe NPOAYKTH ciieBa Na OBIAT C JLPIKABEHC
cerimacHo Wwi.258, am.l ot 3JIIIXM wu na Ovaar
JIEKapCTBEH CIIUCHK.

perjiaMeHT
1 B Ipoien

9. Yuactnunute B 00LIeCTBEHATA TIOPBYKA TPIOBA [1a [PH
NPOU3BOJCTBO, U3AaneHO no pena Ha IJIIXM (B ciya
3JIIIXM) nim 3a THProBust Ha eOpO C JIEKAPCTBEHM NPOI}
38 pervcTpauys 3a THPTOBHA Ha €IpO ¢ JeKapeTsa, 1l
u3aazenu no pena Ha 3JITTXM.,

a cpeury CITHH, mybepicynosa

[Ipoexmem ce ocviyecmesnsa c punancosama nodxpena na I obammus Gond 2
uManapus



10. [lexnapaums ot Y4aCTHHKA, Y€ € CBHIUIACEH C BCHUKH Y«
Ha Bon3noxurens.

11.Crircbk Ha ToKyMeHTUTe, ChIBpx)aly ce B odeprara, moxIKCaH 0T yua

)

YuacTHUK B mpouemypara, xoito e PETUCTPHPA
CAUHHUST CJICKTPOHEH ThPIOBCKH PETHUCTHD KBM ATe
ATBACH N1d NPENCTaBs OMUCAHUTE I0- I'OPE JOKYM
TBPTOBCKUS PETUCTBP MM YIOCTOBEPABAT 0OCTOSTE N CT
PETHCTBP, HAa OCHOBaHHME 41.23, ain.4 oT 3akoHa 3a Th[

ILJIWK Ne 2: “IMPE/UIOYEHUWE 3A M3TBJIHEHWE HA T OPBYKATA”

1. Texuuuecko OpeIyIoKeHue Ha YHACTHHKA OTHOC!
TCXHUYCCKHUTE N3UCKBAHUS 33 U3IIBIHEHUE Ha NopPBHKATA:

obuwte  yer

R T
BUSH U

- IPE/IMET Ha ofeprara (JIEKapeTBeH IPOAYKT) i ohepup

- CPOK Ha BAJMJIHOCT Ha odepTara, KOUTO HEe MOMKE 17
KaJeHIAPHU OHY OT KPaifHUsA CPOK 3a IOTyJyaBaHe Ha 0

10 — KparsK oT 90

- CPOK 33 U3IIbJIHEHHE Ha nopm4KaTa,

- CPOK U HaYHMH 3a IJalllaHe;

- CPOK Ha rOOHOCT Ha Ope/UIarainuTe JeKapCTBeHH MPOLYKTH,

Hpﬁ}lﬂ())KGHHGTO CC IIOAIIMCBA OT YYaCTHWKA WJ
peacTaBuTeII.

YIIBJIHOMOOIEH HEeros

Komucusita nopemiara 3a OTCTpaHABaHE OT I10-HAT:
npoueaypara y4acTHUK B CJIIeIHUTE CclIyydal:

® KOWTO HE MPEeACTaBU HAKOM OT HEOOXOIUMUTE
30IT;
® 33 KOroTO ca Hanuue oOcTosTeacTRa o 4. 47, an. |
KOHTO € MpencTaBuil odepra, KOSTO He OTroBaps Ha If
OOSIBEHUTE YCIIOBHUS HA BB3JIOKUTES,
® KOWTO € mpeacTaBrI odepTa, KOSTO HE OTrOBaps He
57, an. 2 or 3011
Komucusata He MoOXe Ha IPeIUIoNHd 3a OTCTPaHsiBaHe YUACTHUK, KOTATO B
AbpKaBaTa wWICHKA, B KOSTO € YCTAHOBEH, TOM wWM: IPAaBO da I[IPeaoCTaBs
ChOTBETHATA YCIIyra HE3aBHCHMO OT CTaTyTa WM IPAaBHOODTEHU3AMOHHATA MY
thopma.

CITHO

KBAHWATA Ha Y.

[Ipoexmuvm ce ocviyecmesnsa ¢ unancosama nodkpena na Iiobannus oo sa Gopa cpeuyy CITHH, niybep;
U Manapus



- llpoexr Ha morosop.
Jlorosopa na 6b1e noamnucan or YUYACTHHKA 0¢3 moIrbiIHEHA [IeHA.

VYyuactHuLuTe ca UTRXKHMA B TpOIIECa Ha MPOBEN /2
YBENIOMSABAT BB3NOXKUTENS 38 BCHUKM HACTHITHIN TIPOMEHN B
qn. 47, am. 1,2 u 5 or 30I1 B 7-16eBen CPOK OT HACTHIIBAHETO WM.

VY4YacTHUKBT cJieaBa aa nopencrasu ACKIIapansi, ¢
YCIOBHUA U U3UCKBAHUATA HA E»'])BH()}KI/ITEHH.

1€ € CUBIIACeH ¢ BCUYKH

Iauk Ne 3: “ITPEJIUIATAHA ITEHA”

B mmk Ne3 ce mocrass ®unancosata oder
MPEeACTaBs MO CIACAHMS HaYuH:

B HedA ueHarta ce

I. IlpensoxeHa OT y4acTHHKA LieHA 3a BCAKA OTIENT
OT/ICJICH 3aMeyaTan KK ¢ Haanuc ,,[lpesiarana men:

2. lenara cnenBa na e B Owarapcku Jesa, na e
BKJIFOYBAT BCUYKH Pa3XONHU I10 U3BBPILBAHETO HA
JaHbK M00aBEHAa CTOMHOCT M APYTH TAKCH WM [(AHbLIH
Lludpure ce U3NUCBAT U C JAYMH, KATO NIPH HECHOTEETC
M3IIMCaHaTa ¢ JyMH.

3. Bamunnoct Ha odeprara B KameHmapHu mHM. Obeprs
BaJMIHOCT OT OOSBEHUs B OOSABIEHHETO Iie
HeCHOTBETCTBAlllda Ha H3KCKBaHHUATA. B omnpegener
MOJKE J1a ITOMCKa MHCMEHO OT KJIACHUPaHUTE yYacTHUIIN
BAMIHOCT Ha OQEPTUTE [0 MOMEHTZ Ha CKIOUYBAHE
o0liecTBeHATa [TOPBUKA.

[O3UIKS CE TIp:
nozuus Ne,,,”
1H4, KaTO B Hed ce

OTXBBpJIE
Iy4al B
YIBJIKAT CPOKA Ha
Ha JOroBopa 3a

Odp@pT aTa C€ INoANHCBA 0T 3aKOHHNYA HPEeOCTaBUTEe Ha JULETO, KOeTo i
[IoZlaBa WX OT U3PUYHO YII'BJIHOMOIIEHO OT Hero JIULE.

Tpure mimka Ha odeprara ce MOCTABAT B APYT wmwﬂ; 4eH IUIMK, BBPXY
KOHUTO ce OTOEIII3Ba UMETO W aJ[peca Ha Bh3JI0KUTENd, [TpeMeTa Ba o0IIecTBeHATS
NOpBYKaA U UMETO U afpeca 3a KOPECIOHIEHIIVS, Tell., (paKc v e-n ml Ha oepeHTa,
a Korato ogeprara € 3a CaMOCTOATEIHO 0060Cco0eHy MOIUIEH- 32 KOM 0T THX Ce
OoTHACH.

IIpoexmem ce ocvugecmanea ¢ gunancosama nodkpena na I obannua ond 3a Gopba cpewy CITHH, my6e
U Manapusi




