OAObPIABAM: .

BH3JOKHATEN;
J-P IETHP MOCKOB
MUHHCTHP HA 3/IP/AS

JOKYMEHTALINSA
3A YHACTHE B OTKPUTA IIPOLIEAYPA 11O PEIA HA
3AKOHA 3A OBIIECTBEHHATE HOPBYKHU '
CHPEJIMET:
wHocmaeka na nexapcmeenu npodyxmu, omnyckenu ao peda na Hapeoba Ne34 on 25.11.2005 2.
3a peda 3a 3QRAGULAHE OM pen VOAUKAHCKHA DIGOYeen 3a 1eUeHIemo Ha 6uwzgpcku paxscoutu
3a 3a00NACARUA U3EHH 0DXEAMA HA FEOBINCHIMEAHOMO 30PAGHO OCHIYPASAHE, 34 IeHeHue Ha

nayuenmu cve CITHH, myfepryno3a, neuxusiy 4 106e02HYecKy pascmpoicmea, Obaxcamu ce
Ha ynompesa na oruoudl, CUHOPOM Ha 3asucumocm 3a 2016 2.

Onotpena ¢ Peruenue No Pﬂ:ll-é@ﬁ./.e&ﬁ/&& 2015 r.

Ceduga, 2015 r.



YKA3AHMHKH

KbM YHACTHULHMTE

3A

PEIJA U YCJIOBHMATA 3A YHACTHE B OTKPUTA ITIPOLLEYPA 3A Bb3JIA'AHE HA
OBHIECTBEHA ITOPBYKA C ITPEAMET:

wocmaexka na nekapcmeeHy npoOyKmu, omnyckanu no peoa na Haepeooa Ne34 om 25.11.2005 .
3a peodd 3a 3anaaniane om penydnuKaHCKUA DI00Xcem 3a J1eMeHIEMO HA Bba2apCKu 2pANCOGHU
30 3a60NAGAHUA U3IEBH 0OXEAMA KA 3AOBANCUMENHOMO 30PACHO OCHZYPABAHE, 3d NeHCHIE HA
nayuenmu cve CIIHH, mybepkynosa, ncuxuunu u nogedeH4ecku pascmpoiicmea, Obaxcauu ce
Ha ynompeba Ha onuouou, CUHOpOM Ha 3agucumocm 3a 2016 2. ¢

Codus, 2015 r.



YBAXAEMMHM I'OCIIOXHW U TOCIIOJA,

MunucrepcTBO Ha 37paBeona3BaHeTO, HA OCHORAaHHE PelueHue Ng@://.’,@?.OlS r. 3a
OTKpHBaHE Ha NpollelypaTa, B KadecTBOTO My Ha Bn3jioskuTen, OTmpaBs MOKaHa KBM BCHYKH
3aUHTepeCOBaHH JIMUA 33 YYaCTHE B OTKPHTA MPOLEypa 3a Bh3jarane Ha oblIecTBeHa MOphyKa ¢
nipenmet: ,JloctaBka Ha JjekapcTBEHH NpPOAYKTH, OTHYCKaHd Mo pena na Hapenba Ne34 or
25.11.2005 r. 3a pena 3a 3annawiaHe oT penyOnMKaHCKUs OIO/DKET 3a NEYEHHETO Ha OBJrapcku
rpakalH 3a 3abonsiBaHMs U3BLH 00XBaTa Ha 3aJBKUTENHOTO 3APABHO OCHUTYpABaHE, 32 JieUeHHE
Ha nauuedTn cbe CIIMH, TyDepkynosza, neMXuyHH ¥ NOBeNEHYECKH pa3cTPOCTRa, IhKallH ce Ha
yrorpeba Ha OMHOMJAH, CHHAPOM Ha 3aBMCHMOCT 3a 2016 r.™.

Ha ocroBanue un. 64, air. 3 or 301, or nartata Ha nyCivKyBaHeTO Ha OOABIEHHETO 32
oDLeCTBEHATa MOPBUYKA, HA BCHYKHM 3aUHTEPECOBAHM JiKlA CE€ MPEJOCTaBs NBJIEH JOCTHI 110
€/IEKTPOHER BT 10 AOKYMEHTAllUATa 3@ yHacTHE B MPOUEAYPAaTa Ha CNEIHMS MHTEPHET ajpec Ha
MUHHCTEPCTBOTO HA 3/paBEonasBaHeTo (MOCOYEH M B ODSBJEHHETO 3a OTKPHBAHE Ha
IpoLielyparay): http://www.mh.govemment.bg, Pybpuka ,,O01iecTBEHH NOPBUKH - TIpoQHI Ha
Kymysaya”, a wumenso: http://www.mh.government.bg/bg/profil-na-kupuvacha/protseduri-po-
zop/protseduri-po-reda-na-zop/dostavka-na-lekarstveni-produkti-2016/ '
YuacTHHIUTE B TNpoledypara CleiBa Aa Nperienar u ha ce cboOpassT ¢ BCHUYKM YKazaHud,
o0pasiii, YCIIOBHS U U3UCKBAHUS, [IOCOYEHH B JloKyMeHTalusATa.

OdeptATe Ha yyacTHHUWTE LI€ C€ MpHeMaT Ha ajpeca Ha MUHHCTEPCTBO Ha
snapaseonaspaneTo: rp. Codus, na. ,,Creta Hegensa™ Ne 5, Bcexu paboren ned ot (9:00 u. no 17:30
Y. 0 jJaTtata, nocodena B pasipen I1V.3.4. ,,Cpok 3a nonyyaBane Ha O(EepTH WiIM HA WCKAHHA 33
yyacTHe” OT 0OSIBICHHETO 32 NOPbUKa. '

Odeprute me ObAAT pa3riefaHd, OLCHEHH H KJaCUpaHd OT KOMHCHS, KOATO LIe 3arno4yHe
cBosTa paboTa B [eHs M 1aca, nocouyeHH B pazzeir 1V.3.8. ,,YcnoBus 3a oTapane Ha ojeprture” oT
oGsIBNEHHETO 3a NOPHUKA, B CrPaaTa Ha MHHKCTEPCTBOTO HA 3APABEONA3BAHETO, HA aupec: rp.
Codms - 1000, nn. ,,Creta Henena™ Ne 5.

OtapsineTo Ha odeprute € nyOnMYHO ¥ Ha Hero MoraT [ia NMPUCHCTBAT YHACTHULUTE B
IPOLETYPATa MITH TEXHH YITHJIHOMOLICHH NPEACTABMTENM, KAKTO M TIPEACTABUTENH HA CpesicTBaTa
3@ MacoBO OCBEJOMSABAHE M [PYrd NHLA NpPH Cra3BaHe Ha YCTAHOBEHHS PEXHUM 3a AOCTBIT IO
crpajara, B KOSITO C€ M3BBPIIBA OTBAPAHETO.

[pencenarenst Ha HazHayeHaTa OT BB3noxurens xoMucus wie o0ABA JaTara, 4aca ¥ MICTOTO Ha
OTBapsHe Ha LEHOBHTE OQepTH HA YUACTHHLHTE [PSUABAPHTENHO, NPH CHOMOTABAHE H3ACKBAHNUNTA
Ha 3akoHa 3a oOUIECTBEHUTE MNOPBYKH, BKJI. Upe3 dﬁﬂBﬂB&H; Ha TOCOYeHHsS B HACTOSHlaTa
JOKYMEHTAIHA HHTEPHET anpec Ha MuuucreperBo Ha 3/{PaBeONa3BaHeTo!
http://www.mh government.bg, Pybpuka ,,O6liecTBend NOphYKd - NPOYMI Ha Kymysada”, a
umenno:  hitp://www.mh.government.be/bg/profil-na-kupuvacha/protseduri-po-zop/protseduri-po-
reda-na-zop/dostavka-na-lekarstveni-produkti-2016/

3a pesynTatMTe OT OIEHNBAHETO Ha OQEPTHTE YUaCTHHIMTE ce yBeaomssar, cbriacHo 3011
PelreHusiTa Ha BBL3NOXKHTENS BbB BPBIKA C MNPOLEAYpala ca MCMEHHW U Ce M3fpawar Ha
YUYACTHUIHUTE B HOPMATHBHO YCTAHOBEHHS CPOK.

3a gonsanuTenHa #HGOPMALKMA B BLIIPOCH MOXKeTe 1a ce 00DbUIATE KbM:

Ienait EmuHOoBa, cTapwi iopuckoHCynt B orgen ,OO0MEecTBEHH MNOPLYKH, AUPEKLHS
,,HopMaTHBHO peryiupane 1 0GIeCTBEHH NOPHYKH B 3/P4BEONa3saHeTo’”

Ten.: 02/9301 466




CHABPKAHUE
YACT 1 :

1. Peienne 3a oTkpuBaHe Ha OOILECTBEHA MOPBUKA, KATO 3aABJIKUTENEH oOpasell, onoGpeH oT
ATreHuusTa o o0UIECTBEHH NOPHYKH
2. Obssnenune 3a o0ILECTBEHA TOPBYKA, KATO 3aABIKMTENEH 00pa3el, 0g00peH OT AreHuusra no
0011IeCTBEHH TOPBYKH

YACT 11
T'VIABA 1. YKA3ZAHVSA 3A YHACTHUE B OBLHIECTBEHATA IMMOPHYKA
Paznen I. O6wa nudopmanus 1 oGIM M3MCKBAHHA KbM JOKYMEHTAIMATA.
Paspgean II. [TonHo onucanue Ha 00eKTa HA TOpbUKATA
Paspen III. U3zuckBanug KbM y4acTHHLUHTE K KbM CHABPKAHUETO 1 0O6XBaTa Ha odiepraTa
Pasgen 1V. Ycnosus u pasmep Ha [apaunusra 3a yuacrie U [apaduusira 3a U3MbIHEeHRe
Pazpen V. YcnoBus # HaYHH Ha namate
Pasnes V1. KomyHukauus Mexay Bb3JI0KUTENS U YUaCTHULUTE

IJIABA II. TEXHHYECKA CHEIMOUKALIVSA
TJIABA HI1. KPUTEPUH 3A OIIEHKA HA O®EPTUTE

TVIABA 1V. OBPA3IIN HA JOKYMEHTH 3AYYACTHE B IPOLHEAYPATA

OBPA3EIL] - Odepra. llpesncrapsine Ha yYaCTRUKA; '

OBPA3EIL] — [exnapauus no 4. 47, ain. 9 ot 30I1;

OBPA3EL] - Jlexnapauvs 3a JIArca Ha CBP3aHOCT ¢ APYT YYACTHUK B ChOTBETCTBHE € L. 55, an. 7
o1 3011,

OBPA3EL] - Jlexnapauus 3a nurnca Ha oderosrencrsara o wi. 8, an. 8, 1. 2 ot 301

OBPA3EL] — dexnapanus no uip. 3, 1. 8 0T 3aK0H2 32 MKOHOMMYECKHMTE U (PHHAHCOBHTE OTHOLIEHHS
C JIPYXEeCTBATA, PETMCTPHPAHU B IOPHCAHKLHMH ¢ NpedeperuHancy JAHBYEH PEXHM, CRbP3aHHUTE C
TAX NHL@A U TeXHHTe AeHCTBUTENHY COOCTBEHNLIH;

OBPA3EIL] - Jlexnapauus 3a y4acTHETO MJIH HEYH4CTHETO Ha MOAU3MBIHKTENH 110 wit. 56, ai. 1, T.
8 ot 3akoHa 3a 0011eCTBEHUTE OPBUKH;

OBPA3EL ~ lexnapauus 3a chriiacue 3a yHacTHe KaTo BOMHSIThIHATEN;

OBPA3ELl — [eknapaung no wr 56, ajn. 1, 1. 12 or 3akona 3a obiuecTBeHUTe NOPBYKK 33 °
npHeMaHe Ha YCIOBHATA B IPOEKTA Ha JOTIOBOPA;

OBPA3EL] - Texuuyecko nupepnoxkenue no un. 36, an. 1, 1.7 ot 301IT;
OBPA3EL] — LlenoBo npennoxkenne, coraacao ui. 36, an. I, 1. 10 ot 301T;
OBPA3EL] — I'fpoexT Ha norosop. ‘



YACT 1

1. Pemienne 3a orkprBare Ha 00lLieCTBEHA MOPHYKA, KAaTO 3aAbiKUTENeH ofpasen, ogo6peH ot
AreHuMsTa No O6IIECTBEHH MOPHUKH

2. ObsBnenue 3a oOHIECTBEHA NOPBYKA, KATO 3aNbKUTENEH obpasell, OnoﬁpeH OoT ATeHIUSsTA 10
o01ecTBeHH NOPBUKH ' '



YACT II

IIABA 1
YKA3AHUSA 3A YHACTHE B OBILECTBEHATA ITOPBYKA

PA3SEJ I
A. ObIHA THOOPMAIIUA
1.1. BB3JIOXKUTEJ _
MUHHCTEPCTBOTO Ha 34paBeoNa3BaHeTO € IOPHANYECKO JULe U UMa NTPaBo Ha COOCTBEHOCT H
camocTtosTenien OrofxeT. Opran Ha U3NBbAHUTETHATA BAACT B MUHUCTEPCTBOTO € MHHHCTBPBT.
MuHUCTHPBT Ha 31paBeona3paHeTo ¢ Bu3noxuren no cMuchia Ha wi. 7, T. 1 ot 3011

1.2. TIPABHO OCHOBAHME 3A OTKPUBAHE HA ITPOLELYPATA

Bo3soxkurensT o0sBsABa HacToflaTa fIpoLeaypa 3a Bb3JjlaraHe Ha o0IeCTBEHa NopbYKa Ha
ocHoBanue Wi. 16, an. 1, an. 4 1 an. §, BbB Bpb3ka ¢ [ niaBa feTa oT 3akOHa 3a OOIECTBEHUTE
MOPBYKHU.

- 1.3. MOTUBM 3A U350P HA ITPOLELYPA 1O BH3JIATAHE HA IIOPBYKATA
ITporuo3Ha CTOHHOCT 3a H3MTBbIHEHHE Ha MOpBYKaTa, MpeAMEeT Ha HAcTOsIIaTa NpoLeypa €
18 381 046,38 am. 6e3 JJC (ocemHaneceT MHIMOHA TPUCTA OCEMIECET M €lHa XHISLIH
YETHPHAECET M LIECT NEBA M TPUAECET H OceM CTOTHAKM) M 22 057 255,66 as. ¢ Braouen JJAC
(nBajeceT ¥ ABAa MUNMOHZ NETHECET H CEJIEM XWISUM [BECTa NETHECceT W IIeT JIEBA ¥ LUECTASCET W
[I€CT CTOTHHKH).

Crraacno pasnopentara Ha un. 14, an. 1, 1. 2 or 3011, xoraro nnanupanara 3a npopekIane
nopwyKa 3a JOCTaBKH € paBHa WM To-BHCOKa ot 66 000 (wectgecer M wecT Xunsiau) jiesa Oes
srmoueH JIJIC, Besnoxurenst nposexaa Hakos ot npeasuaerurte B 3011 npouenypu.

5. OB M3WCKBAHUA KbM JOKYMEHTAUMATA, MACTO U CPOK 3A
NNOJABAHE HA O®GEPTH.

[pencrassHeTo Ha odepra 3ah/HKABa YUACTHYWKA J1a IPHEME HallbJIHO BCUYKHM M3HCKBAHUS
M YCIOBHS, [IOCOUEHH B Ta3H NOKYMEHTALKs, TIPH cliasBaHe m3kckpanusTta Ha 30I1. Tocrassunero
OT CTpaka Ha YYaCTHHKA HA YCJHOBHS ¥ H3KCKBaHHA, KOUTO HE OTroBapAr Ha oOABEHHTE B
JAOKYMEHTALHAT4, BOAH [0 GTCTPAHABAHE HA TO3M YUACTHHMK OT Y4ACTHE B IIpONeypara.

Jlo u3tvuaHe Ha CpPOKa 3a MOoAaBaHe Ha oQ)epime. BCEKH YYACTHHK MOXE @ [IPOMEHM,
JIONBAHU WM OTTErny odeprara CH.

Odeprara ce H3roTEs # npeactass Ha Obarapexu e3uk, KoraTo y9acTHHKBT B Ipouenypara
€ YyKIECTPaHHO PH3IUUESCKO MIH FOPHANUECKO JIHile, O()epTara Ce 1oJasa Ha OBITapCKy e3HK.

Odeprata ce [MOANMMCBA OT MPEJCTABNSBAIIAS YYACTHWKA HJH OT  HAJIEKHO
YITBJIHOMOIICHO/M jiMle/a, KaTo B odeprara ce Mnpuiara IWHIHOMOILIHOTC OT MPEACTAB/IsiBaAUIA
y4aCTHUKA, CBIIACHO H YKA3aHOTO MO-A0JIy B HACTOsAINATa JOKYMEHTalMs (C M3KIIOYEHHE HA
M3HCKYEMHTE JOKYMEHTH, KORTO OOEKTHBHMpAT JIMYHO H3ABJEHME HAa KOHKDETHO IHie/a -
NIPEACTABNSBANY M yIaCTHUKA, U HE MOTAT JIa CE NOAIHUIAT M NPEACTABAT OT ITbIHOMOMIHHKA).

Korato 3a HSKOH OT NTOCOYEHUTE HOKYMEHTH € ONPEENEH0, He MOKE [a e [IPEACTABAT Ypes
,,3aBEPEHO OT YUaCTHHKA KOMHe™, 3a TaKkB JIOKYMEHT CE CUHTA TO3H, NPH KOHTO BBPXY KOMHETO Ha
JNOKYMEHTa NpEACTaBAABALIMAT YuyacTHMKa e moctapun rpud ,Bspro ¢ opurunama®,
COBCTBEHOPBYEH NOAIHUC CHC CHH UBST NOJ 3aBepKaTa ¥ CBEXK 1e4aT B NPHUIIOKAMMTE CIIyUaH.

[TpeacraBenute 0bpa3nyu B noxymemaumra 3a y4acTHe U YCIIOBHMATA, ONCaHy B T9X, ¢a
33I(b/DKUTEHH 32 YHACTHHIUTE.

CpoxbT Ha BRAHAHOCT ia opepTHTe TPGBA Aa 6be CHOOPaseH ¢ onpeelieHns CPoK B
00sBJIEHHETO 32 o6MecTEeNaTa mopsyuKa - 90 KaneHAapHH [HH, CHYUTAHO OT Jarara, [IOCOYECHa
KATO KpaeH CPOK 3a 11ojTydyanate Ha odepTHTe, i NPEACTaBIIBA BPEMETO, TIPE3 KOETO YYaCTHHINTE
ca oOBBp3any ¢ YCIOBHATA Ha JIPEACTABEHUTE OT TAX O(epTr. Bbu3nomuTenst MOKe Ja H3HcKa OT
KNIGCHPAHKTE YYACTHWIN 12 y[hJDKAT CPOKA HA BATHIHOCT Ha oepTHTe CH O MOMEHTA Ha
CKJIFOUBAHE HA JOTOROPA 3a oblecTaeHaTa NOPHUKa.



Macmo u cpok 3a nooasane Ha oghepmu

XKenaewuTe Aa yyacTBat B IpoLEAypaTa 3a Bb3naraiHe Ha o0uecTBeHaTa NopbyKa NojaBar
JMYHO MM 4pe3 YNbIHOMOIIEHO juie odeprure cd B ACIOBOACTBOTO Ha MHHHMCTEPCTBOTO Ha
31paBeonas3BaHeTo, Ha ajupec: rp. Codus - 1000, nn. ,.Cpera Hepena” Ne 5, naprepen eTa, BcekH
paboten geH oT 09:00 u. mo 17:30 4. mo marata, nmocodyeHa B OOABJIEHHETO 3a OOLIECTBEHATA
NopbhUKa.

AKO y4yacTHHKBT H3mpaia odepTara, ype3 Mpenophb4yaHa Mollla MIH KypHepcKa cnyxoa,
pa3xonuTe ca 3a HeroBa cMeTKa. B To3u cnyuyail Toli ciiexpa na u3npatu odeprara Taka, ue 1a
oesneun HEHHOTO NPHCTHIAHE HA MOCOYEHHs OT Bb3NOKUTENS aipec Npel U3THYAHE Ha CPOKa 3a
nojaeane Ha odeprute. PHCKBET OT 3abaBa ujau 3arybOBaHe Ha odeprara € 3a Y4aCTHHKA,
BB3/I0KATENAT HE Ce aHTaKupa J1a ChASHCTBa 34 NPUCTHIAaHETO Ha odepTaTa Ha ampeca M B CpOKa
ompeseNeH OT Hero. Y4YacTHHKBT HE MOXKE Ja MCKa OT DBb3loXHTeNs ChICHCTBHA KaTo:
MUTHHYECKO OCBOOOKIAaBaHE HA MparTka; ToJlyyaBaHe dYpe3 IOUCKBaHE OT TMOMIEHCKH KIIOH,
B3aHMOJEHCTBUS C KYPHEPH HIIH IPYTH.

OdepTHTe Ce noJaBar B 3all€vaTaH, HEHPO3PayeH, C HEHAPYLIEHa UAIOCT UMK M C HAMHC!

Jdo MunuCTepCcTBO HA 3[ipaBeonaspaders, rp. Codus - 1000, na. ,,Cera Henean” Nes
Odepra 332 yuyacTre B 001eCTBEHa TOPHUKA, € HPEAMET:
wocmaska Ha nexkapcmeenu RPOOYKmMu, omnyckanu no peda Ha Hapeota Ne34 om 25.11.2005 .
3a peda 3a 3aniauiane Om PenyoauKAHCKUA DI90dHcen 30 ReHEHUEMO HA DbA2APCKU ZpaNCOaHU
3a 30601A6AHUA UIGBH 0DX6AMA HA 3AVBIANCUMETHOMO 30PAGHO OCUZYPABAHE, 3G NleUeHUe HA
nayuenmu cvc CITHH, mybepKyn103a, RCUXUHHU U RO8EOEHYECKI: PA3CIHMPOUCEa, ObXNCAUU Ce
HA YROMpPe6a Ha ONUOUOU, CUHOPOM Ha 3aéucumocm 3a 2016 2.4

HaunmenoBanue, agpec, teiedon M no BBLIMOMKHOCT (PAKC M €JEKTPOHEH ajpec Ha
YHACTHHKA.

Cnendoto npeanucanue: ,Jla He ce oTBaps npeas pasrie:kaade oT crpana Ha Komucunra 3a
oleHABAHE U KJacupaHe”. '

Jlo u3THuYaHe Ha CpOKa 3a MOJy4YaBaHe Ha OGQEPTH BCEKH YYACTHHK MOXE Ja NPOMEHY,
AONBJIHM MAM OTTernM odeprata cd. OTrernaHeTo Ha odeprara NPEKpaTsaBa NO-HATATHUIHOTO
yJacTHe Ha Y4YaCTHMKa B IpouegypaTa. JonbiHeHHeTO M MpomMAHaTta Ha odeprata Tpsabsa na
OTrOBapsT Ha M3UCKBAHUATA U YCIOBHATA 3a NPEACTARIHE HA ITLPBOHAYANHATA OepTa, KaTo BbPXY
mka 6pae otbenssan u reket ,Jonbndenue/Tlpomsina Ha odepTa/c BXOMA HOMED. ...o.vvveve.n...
3a yyacTue B OTKpMTa npoueilypa no pena Ha 3011 ¢ npenmer:
ydocmasxka na nexapcmeenu npodyxkmu, omryckanu no peoa na Hapeooa Ne34 om 25.11.2005 2.
3a peda 3a 3QNIAAHe O PenyBIUKAHCKUA D003 Cem 3a JeHeHUemo HA DbAZapCKU 2Pancoany
3G 34B0NABAHUA H36DH 00X6AMA HA 3A0DANCUME/IHGHIO 30PACHO. OCHZYPAGAHE, 3¢ NeHeHUe Ha
nayuenmu coc CIHHH, mybepkyno3a, ncuxuniu u noee()en'itecku PAazcmMpolcmea, 0vaANcauu ce
Ha yrompeda Ha onuoudu, CuHOpom na 3asucumoc 3a 2016 2. %

Mpuemane ua opepTh/RphIEAHE Ha OQEPTH:

[Ipu nmonasane Ha odepra H DpHeMaHeTo H BbpXY ILIMKa ce 0TOeNd3Ba BXONLLL HOMEP, 1aTa
M Yac Ha MOCTHIBAHE M NOCOYEHHTE JAHHM C€ OTOENA3BAT BbB BXOMAIL PETHCTHP, 38 KOETO HA
MIPHHOCHTENS C€ H3/aBa AOKYMEHT.

OdepTy, KOMTO cd [IPEACTABEHH CNEjl KpaHHUA CPOK 3a NOJIydaBaHC WJM B He3arneuara,
MPO3paueH MM CKLCAH TUIMK, Ce€ BpbaT Ha mojarens He3aGasHo. Tesu obcTosTencrsa ce
oTbeNA3BaT B perUCTHpa MO NpeaXoaHus naparpad.

TMonyuenure odepTH ce CbXpaHsBaT B JAEIOBOACTBOTO Ha MUMHUCTEPCTBOTO Ha
37paBeona3BaHeTo JO JEHs, OIpelieNet 3a OTBapsHe Ha OpepTHTE.



PA3JIEJT 1T
TbJIHO OTIMCAHUE HA IMPEJIMETA HA HOPBUYKATA

Obexkm Ha HacTtoslaTa OOIIECTBEHA NMOPBUKA € ,,JIoCTaBKa™, M0 CMMCHIA HA 4. 3, an. 1, T.

1 or 30IL

IIpeomemvym na BB3NaraHe Ha HacTosLlaTa Iopbuka e ,/Jocmasxka Ha nekapcmeeriu
npodykmu, omnyckanu no peda na Hapeota Ne34 om 25.11.2005 2. 3a peda 3a 3annauiare om
penyonuKanckua 0100xcem 3a J1edeHUemo Ha 0baapCKu ZpaXxcOaHu 3a 3a00NA6AHUA U3EBH
00x6ama HA 3a0BNANCUMETHOMO 30PABHO OCUZYPABAHE, 3Q JICHeHUEe HA HAUUEHMHU CbC lCITI/IH,
my0bepKyno3a, NCUXUYHU U NOBCOEHHECKU pA3CMPOUCMEd, ObAMCAW ce€ HA ynompeda Ha
ORuUOUOU, CUHOPOM Ha 3agucumocm 3a 2016 2.“ no 30 ob6ocobenu nozuyuu, Kakmo cieosa:

3abosaBane Ne 1o pent MexayHapoaHo HenaTeHTHO HAHMEHOBAHME

1 LAMIVUDINE/ZIDOVUDINE

2 EMTRICITABINE

3 LAMIVUDINE

4 ETRAVIRINE

5 | __ SAQUINAVIR |

6 LOPINAVIR/ RITONAVIR 200mg/50mg

7 LOPINAVIR/ RITONAVIR 100mg/25mg

8 LOPINAVIR/ RITONAVIR

9 __ABACAVIR/ LAMIVUDINE
10 ] MARAVIROC

11 RITONAVIR

12 DARUNAVIR

s 13| RALTEGRAVIR

14 ZIDOVUDINE _

15 __ATAZANAVIR

16 _ EFAVIRENZ

17 _FOSAMPRENAVIR __ _
18 __ DIDANOSINE

19 _ TENOFOVIR DISOPROXIL

20 ZIDOVUDINE

7 21 ] LAMIVUDINE'

22 ___RILPIVIRINE

23 ‘; <DOLUT_EGRAVIRT o

24 |EMTRICITABINE/TENOFOVIR DISOPROXIL

DOL

E

UTEGRAVIR/ABACAVIR/LAMIVUDIN




Hcuxuunu u nogedenyecku
pascmpoicmea, OvaANCauil ce
Ha ynompeba Ha onuouou,
CUHOPOM HA 3ABUCUMOCH

2 |  METHADONE
2| ISONIAZID_
28 RIFAMPICIN
Tybeprynosa = T T —
29 PYRAZJINAMIDE
30 o ETHAMBUTOL
PA3JEJ HI

M3UCKBAHUA KbM YYACTHULMTE
1. ObIIH U3MCKBAHUSM KbM YUHACTHUHILMTE

1.1. B npouenypata 3a Bb3flarafe Ha OOLUECTBEHATA NOPBLYKA MOFAT Jia y4acTBaT OBArapcky My
YYXAESCTPAHHH QHU3HYECKH WM IOPHAWYECKH JIMLA, BKIIOYMTEIHO TeXHU OOeAMHEHUSs, KOUTO
OTrOBapAT Ha U3UCKBaHMATA, perNaMeHTHPaHH OT 3aKOHa 3a OOIIEeCTBEHH MOPHYKH U OOSIBEHUTE OT
Bw3noxuTens W3MCKBaHWS B HacToAUlaTta JOKYMeHTauus ¥ oOsiBieHHEeTo 3a obliecTBeHara
TIOpBUKa.

1.2. Beexy yyacTHMK MOXKE Aa mpeiacTaBu camo efqHa odepra. BecHuxky NOKYMEHTH, KOMTO ca Ha
YyK]l €3UK, CE IIPEACTABIT U C NPEBOJ Ha OBArapCKy e3MK.

1.3. He ce nonycka npeacTassaHeTo Ha BapHAHTH.

1.4. Eqxo u cbLilo Gpu3MyecKo WM IOPHIMYECKO JIHLE YYACTHUK B NIPOLEAYpaTa MOXE Jla y4acTsa
camo B e1HO OOeAUHEHHE, ‘

1.5. Beexu y4acTHHK B IpOLEAYpaTa 34 Bhifarane Ha o0illeCTREHATa NOPLYKE ¢ JJIbKEH [a 3asdBH B
oepTaTa CH JaNH TIPH H3NBLIHEHUETO HA NOPHYUKATA (1€ H3TI0N3BA UK HE IONH3MLIHUTENH.

1.6. Jlume, koero yuactBa B OOeMMHEHME MM € JANO CBIIACHETO CH M (QHUrypupa KaTo
MOAM3NBIHUTEN B oepTaTa Ha APYTI YHaCTHUK, HE MOXKE 1@ NPEICTABA CAMOCTOATEIHO OdepTa.
Cvenacro wn. 56, ar. 2 om 30I1 ¢ ogepmama cu yvacmuuyume soxce 6e3 ozparuyenus o0a
npediazam noN38aAHEMo HA ROOUZNBAHUMENU.

1.7. He mooce Oa_yuacmea BbB BB3IAraHeTO Ha OblLIECTBeHATa nopw}\a JMLe, CHOTBETHO
BB3JI0KHTENIT e OTCTPAHH QT yyaCTHe B IPOLEAYPATA BCEKH YUACTHHMK, TIPH KOHTO € Hammile
HAKOE OT CNEAHUTE OOCTOATENCTBRA:

a) OCBIIEH C BJIA3/1a B CHjla IPHCH/1a, OCBEH aKo € peabUnuTHpaH 3a:

» npecTbIUICHHE NPOTHUB GHUHAHCOBATA, JaHBUHATA IIM OCHTIYPHTE/IHATA CHCTEMA, BKIIHOUHTENIHO
U3MHpaHe Ha napH, no 4il. 253 - 260 ot Haka3zaTeiiaus KoJeKc;
nonkyn 1o wi. 301 - 307 or Hakasarennus Konexc;
y4YacTHE B OpraHuM3Mpana npecTeiya rpyra no 4i. 321 u 321a ot Hakaszaresnus Kolekxc;
npecTbIUIEHHe NPOTHB codcTBeHocTTa o 4ir. 194 - 217 ot HakazaTesiHus KoJEKc,
IIPECThITIEHHE TIPOTHE CTONAHCTBOTO 1O wit. 219 - 252 ot Hakasarennus KoJeKc,

6) 00sBEH B HECLCTOATENHOCT;

B) € B MPOM3BOICTBO IO JHKBHUALMS WIH Ce HaMHUpa B N0A0OHA MpPOUEAYPa CHITACHO
HALMOHATHHTE 3aKOHU H MM0J3aKOHOBH aKTOBE;

I) UMa 3a/bKCHHS 10 CMHCBIIA Ha WL 162, ain. 2, 1. 1 oT JIOHK KBM IbpiKaBaTa U Kb
OBIIMHa, YCTAHOBEHK C BIA3bJ B CHa aKT HA KOMIOETEHTEH OpTaH, OCBEH aKQ € [OMyCHAaTo
pascpoyBaHe WM OTCPOUBAHE Ha 3aIb/DKEHMATA, WIKM MMa 3aJbJDKEHHS 3@ NaHBUW MM BHOCKH 3a
COLMAJIHOTO OCHIypstBaHe CBIJACHO 3aKOHOJATEJICTBOTO HA IbpKaBara, B KOSTO YYaCTHHKBT €
YCTaHOBEH,;

A) € B OTKPHTO MNPOW3BOJACTBO MO HECBCTOSATENHOCT, WIHM € CKJIOYA]I H3BBHCHAEOHO
CMOPa3syMEHHE C KPEeAHTOPUTE CH M0 CMHCHIA Ha 4. 740 oT TeproBCcKus 3aKOH, & B Cliyva# ue
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YHaCTHUKBT € 4yKAECTPaHHO JHMLE - C€ HamMpa B noxoOHa npoueaypa ChriacHO HallHOHANHHTE
3aKOHHM W NOJ3aKOHOBH aKTOBE, BKIIOYMTENHO KOraTo Heropara ACHHOCT € MO pasnopexaaHe Ha
ChJia, MM YYaCTHUKBT € IPEYCTAHOBUI JAEHHOCTTA CH;

€) € OCBJCH C Bisi3/la B CHJIA TIPUCH/IA 32 MpecThiuieHHe Mo wi. 313 ot HakasaTeadus Kouekc
BbB BPb3Ka C IPOBEX/IaHE Ha MPOLEYPH 3a Bh3jaraHe Ha oO1eCTBEHH OPbYKH;

) IIpHU KOMTO JH1aTa, TocoueHHu B 4i. 47, ain. 4 ot 30I1, ca cBpp3aHu Nula 0 CMHCHIA Ha
§ 1. 1. 23a oT JoMBAHUTENHUTE pa3riopendu Ha 3akoHa 3a 00IIECTBEHUTE NMOPBHUKU ¢ Bo3noxurens
WJTH CBC CITYXKHTEIH, HAa PHKOBOJIHA JIBXHOCT B HErOBATa OPraHU3aLus;

3) KOHTO Ca CKJIIOUHIH - JOTOBOP C JHIE no Wi 21 uin un. 22 ot 3aKoHa 3a NpeNoTBpaTIBaHe
M YCTaHOBSIBaHE HAa KOH(IIMKT HA MHTEPECH.

/C ornen cria3RaHETO Ha M3UCKBAHMSATA Ha 3akoHA 32 OOIIECTBEHUTE MOPBUKH (w1, 47, an.
9), npu mnomasaHe Ha odeprata 3a Y4acTHe, YYaCTHHUMTE YIOCTOBEpSBAT NMICaTa Ha
obcrostenctBata mo ui. 47, an. 1, 1. 1 (6e30.,), 1.2,3u4d, an. 2, 7. ludunarn S5 1.1u2or
3aKOHa C e[Ha JeKJapaius, KOATO Ce MOIMbJIBA, HOAMKWCBA U MOAIEeYaTBa, ¢hIJIACHO NMPHNOKEHHUS
obpazelt./

M) KOMTO Ca CBBP3aHH JIMLA C APYT YYACTHHK WIIH KaHOMJAT B CBOTBETCTBME C ui. 53, an. 7
ot 30I1;

1) 3a KOHTO € HATH1e HAKOe OT oOcTositenicTraTa un. 8, an. §, 1. 2 ot 3011;

K) 3a KOHTO € HamMie HAKoe oT obcrosrencTBara mo uwi. 3, T. 8 or 3akona 3a
MKOHOMHYECKHTE ¥ (HHAHCOBHMTE OTHOUIEHMS C JDY)KECTBATA, PETMCTPUPAHH B IOPHCUMKLMH C
npedepeHIHANEH JAHBYEH PEKUM, CBLP3AHUTE C TSX 14La U TeXHUTE NCHCTBHTENIHH COOCTBEHNLH,
a UMEHHO: € [PYXKECTBO, PETHCTPHPAHO B IOPUCIMKIMU ¢ HpedepeHLHaeH JaHbYEH PEXHM HilH
CBBRP3aHO C HEro JHilE.

/C orney cna3BaHETO HAa M3HCKBaHMsATAa Ha 3akoHa 3a OOLIECTBEHHTE IIOPBYKH, NpU’
nojapaHe Ha o(eprara 3a yHacTHe, YHaCTHHLUKTE YAOCTOBEPSBAT JuIicaTa Ha 00CTOATENCTRATA 110
4l 55, an. 7 OT 3aKkOHa ¢ AeK/apauus, KOSTO CE MOITbABa, NOMIHCBA M TOANEYaTRa, CLIIIACHO
NPHIOKEHHA O0pasell.

3a obcrostencrteara no uwi. 3, T. 8 OT 3aKoHa 3a MKOHOMMHYECKMTE M (HHAHCOBHTE
OTHOLIEHHS C APYKECTBATA, PErUCTPUPAHH B IOPUCAUKIMHU € nipedepeHLHaNeH NaHbueH PEXUM,
CBBp3aHHTE C THX JHUlla H TEXHUTE ACHCTBMTENHH COOCTBEHHUM, YYACTHMIHTE TIPENCTABAT
Aexnapauys no obpasen oT HacTOSIATA TOKYMEHTaNS./

B cayyait, ye y4yacTHHKBT yuyacTBa KaTo 00eUHEHHE/KOHCOPLUYM, KOETO HE ¢€
PErMCTPHPAHO KATO CAMOCTOSITENHO IOPHIMYECKO JIHUE, TOraBa Y4YacTHHUMTE B ODELMHEHHETO
/KOHCOpLIMYMa MOANMKCBAT AOKYMEHT (1OroBOp), KOHTO creisa Aa Oble NpeAcTaBeH OT Y4acTHHKA
B 3aBepeHO Kkomue. JloroBopbT TpAOBa 1a ChIbpiKa Kilay3H, KOMTO rapaHTHpaT, 4e:

O Bcuuky uieHoBe Ha 00€AMHEHHETO/KOHCOPLIMYMa Ca OTTOBODHH 3a€IHO W I1ICOTAENHO 3a
H3ITBJIHEHHETO HA AOTOBOPA;
O E onpeaeneH rpeacTaBagBalMaT 00eJMHEHRETO/KOHCOPUMYMA, KOHTO € YIBJIHOMOLIEH Ja

3abJXKABA, A MOydYaBa yKa3aHus 3a H OT MMETO Ha BCCKW WieH Ha o0eIHHEHHETO/ KOHCOPLUHYMa,
Jlonycka ce noBeye OT €140 JIULE Na NPEACTABSBAT 0OeAMHEHAETO 3a8AHO U IOOTAENHO;
O Cpoxsr Ha OOeAMHEHHETO € Hal-Manko 33 BPEeMeTo, 3a KOETO nopbukata e Oble
U3IThIIHEHA; )
a Bepuky 4ieHOBe Ha ODENMHECHHETO/KOHCOPUHYMA Ca 3aIbJUKEHR /la OCTAHAaT B HETO 3a
HeMs MEPUO Ha UBITBIHECHHE Ha 1I0I0BOPa;
O Pasnpenenenyie Ha AeHHOCTHTE OT MpeAMETa Ha Bh3JlaraHara nopusyKa MEXIY YYaCTHHLUMTE
B OOENHHEHHETO, KAKTO M DECYpCHTE, € KOMTO IME YYacTBA BCEKM €IHH OT YYaCTHHIMTE B
00€eAMHEeHHETO.
O [TpencrapisBaiusaT 00eXHHEHMETO/KOHCOPIHYMa € YIIbIHOMOLIEH Jia TpeacTaBy odepTara
OT MMETO H 32 CMETKa Ha OOEAMHEHHETO H A CKIKOYH JOrOBOpP ¢ BB3NOKHUTENS*
*Kozamo 6 002080pa He e NOCOHEHO NUHEMO, KOEMO . PeOCHMAaeNAsa ydacmuuyume 8
obedunenuenio, ce RPeOCMasn 1 OOKyMeHm, HOORUCAN onl IUKAMa 8 00eOUHEHIenO, 8 KOUMO
ce noco4ea nPeocmasiIRGaALiLAm.

He ce momyckar ripoMeHn R cbheTaBa Ha OO0SAMHEHHMETO Ciig]] M3THYAHE HA CpokKa 3a
110/1aBaHe Ha opepTuTe.




Kozamo yuacmuux e npoyedypama e obeduHenue, KOEmo He e W0OPUOHYECKO J1UUe,
oexnapayuama no un. 47 an. 9 om 3017 ce npedCcHmasa 3a 6CAKO U3UECKO UM IOPUOUHECKO
auue, 8K1I04eHo 8 0beduHeHuemo. :

Hexgapauusita no yn. 55, an. 7 ot 3011 ce nipencrass 3a 00€AUHEHUETO — YYaCTHHK B
npoueaypara. »

Hexnapauusra 1o 4i. 3, T. 8 0T 3aKoHa 38 MKOHOMHYECKUTE B (HRAHCOBUTE OTHOINEHHMS C
IpYy>KeCcTBara, perHchHpaHH B IOPHCEHKLUMH C MpedepeHLnaicH JaHbUEH PeXHM, CBbP3aHHTE C
TAX THHA W TEXHHTe NEeHCTBHTENHM COOCTBEHWIHM, CE€ MPEACTaBs 3a BCAKO (DU3HYECKO HIH
FOPUIMYECKO JULE, BKIIIOYEHO B 00EIMHEHHUETO.

Bb3noxkuTensT He mocrtaBs W3MCKBAaHE 3a Ch3/laBaHE HA IOPHAMYECKO JIHIle, B cilyvail, 4e
H30paHuAT 3a M3nbIHUTEN yUACTHHK e 00eTHHEHHE OT GH3HUECKH W/HITH IOPHIWYECKH NHIA.

YyacTHHLIMTE Ca JUTBKHH B NpOLECa HA IPOBSWAAHE HA JIpolledypaTa ja yBeNoMsBar
Bhb310KuHTeNs 33 BCHYKH HACTBITUIIM MPOMEHH B AeKapHpaHuTe obcTosTencTsa no 47, an. 1,2 u 5,
T. 1 1 1. 2 o1 3011 B 7-1HEBEH CPOK OT HACTHIIBAHETO UM,

2. OBIIY U CHEHMGUUYHHU M3HMCKBAHUA KbM YYACTHUIMTE .
A: O6mm w3ncKBanys _
2.1. Kpumepuu 3a ro0OOp, 6KMOHEAUH MUHUMAAHY UIUCKBAHUA 30 UKOHOMUMCCKU U
¢unancosu EDIMONCHOCIH. ! :
BB3n0KHTEAST HAMA H3UCKBaHUS 32 HKOROMUYECKH W (PHHAHCOBH BB3MOKHOCTH

2.2. Kpumepuu 3a noobop, erkaougauilt MUHUMAIAHU UBUCKEAHUA 3G MEXHUYECKUume
EB3IMONCHOCIU U KEAAUMUKANUA HA YHacmuuume. 4
2.2.1. VYyacrHmnure B ofuwecTBeHata Mnophuxa Tpsadpa na NPHUTESKEBAT paspelieHHe 3a
NPOM3BO/ICTRO, U3NANEHO TI0 pela Ha 3aKOHA 3a JIEKAPCTBEHHTE NPOAYKTH B XyMaHHaTd MEAHLHHA
(BJIIXM), (B ciyyapre no wi. 196, an. 1 or 3JTIXM) nid 3a THproBust Ha eApo ¢ MEKapCTBEHH
MIPOAYKTH UJIM YIOCTOBEPEHHE 34 PeTHCTPALMS 33 ThPFOBHS HA €IPO C JIEKapCTBERH npo,uyxm HILA
pa3pelieHHe 32 BHOC — n3janeHu no peaa Ha 3JTXM.
Tosa 0B6CTOATENICTBO Ce IOKA38a ChC 38BEPEHO KOIMME HA Pa3pelUeGHUE 3a [IPOHBOACTBO M3AANCHO
IO pejla Ha 3aKOHa 3a nel\apcrﬁeﬂme IPOAYKTH B XYyMaHHATa MENMUKHA (SHHXM) (B cnyyaute 1o
un, 196, an. 1 or 3JMXM) wmu _33BEPEHO_KONME HA_DA3pellleHMe 3a THDrOBHS HAa €1p0 ¢
TEKAPCTBEHU npo,zwma UK 3chpeHo KOTIHE Ha Y,IOL rQBEPEHUE 33 PErvuCcTDANMs 33 ThPrOBHA HA
€I1PO ¢ NIEKAPCTBEHY NPOLYKTH. WM 3ABENEHO KOTME HA pagpeqierqu 38 BHOC - W3Na/ICHH 110 DEAd
na 371X M. - B o
2.2.2. YyacTHHIATE B OOIIECTBEHATA TOPLUKA TPAOBA Ja IPHTENABAT THLEH3HS, usnaneﬂa no pezna
Ha 3aKoHa 3a KOHTPOJ Ha HapKOTUYHHTE BeilecTra U npekypcopure (3KHBI), korato yyacTsar 3a
JIOCTaBKa Ha JISKAPCTBEHHU TMPOIYKTH, ChABLPKALGH Hap}corwnm BemiecTsa o1 rnpusnoxenns Ne2 u
N3 kpMun. 3, 7.2 T. 3 oT HapeﬂﬁaTa 3a KnaCHdmqua_ue Ha pacTEeHHATa M BELIECTBATA KATO
HAPKOTHYHH. (B&KH camo 3a 060cobeHa ro3uLus No 2 26)
ToBa obCTOATENCTBO CE I0KA3BA ChC 3aBEPEHO KOMME HA JIMLCH3H, H3/aneHa 1o pe)xa Ha 3KHBH
33 JE€KAPCTBEHY MDOAYKTH, ChABDKALNY HAPKOTHYHH Bemecma OT ITPUIIOKEHHS Nn 2 M3 KbM Uil 3,
T.213 0T Hapeﬂ6am 3a macmbmmpaﬂe Ha PACTEHMATA M BELIECTBATA KATO. HaDKO’l’PI‘{H.«I
2.2.3. ﬂeKapCTBeHMTC TIPONYKTH TPsHOBA a OTTOBAPST HA M3KCKBAHUATA HA 3JITIXM ~ wpsiGra na
NpUTEXaBaT BAIMAHO paspellenke 3a ynorpeba B cTpaHaTa, H3aancHo no pena Ha 3JIIIXM unm
Pernament (EO) Ne 726/2004 1. na Epponeiickys mapnamenT ¥ Cpieta (wi. 23, an.l na 3JITXM).
B ciiyvaif Ha M3THYaHe Ha CPOKa Ha pa3petIeHHeTo 3a yrnoTpeba Ha JIEKapCTBEH IIPOAYKT 1Ipe3 2016.

., YYaCTHHKBT OeKiapupa B ChOTBETCTRME ¢ #€i. 35, an. 6 or 3JIIIXM, 4e xonuuectsara 3a
J'IeKapCTBéHIdﬂ NPOLYKT Ca HaJIMYHH.
Toga chromencmo Cce JI0Ka3Ba ChC 34BEPCHO KOMME HA BANKIHO Da3peuieHue 3a ynorpeba B
CTpaHaTa, M3JaJeHO MO peja Ha 3dI\OHd 3a_JIEKAPCTBEHNTE HDOII\ KI# B XyMaHHaTa MCHHLIHHa
(3JIIXM) unu Pernamedt (EO) N0776/7004 I.Ha EBDOY!CHCI\HH rxapnaMem H C’BBC'la /tm 23 a1
Ha 3JI1'I)&M/ B cnyuai na pu3Tuyane Ha cpoxa Ha paspelieHye 3a YNoTp0a Ha NeKapeTBEH npozwm
Ipes3 ’7016 r.. TOBa OﬁCTOHTCHCTBO ce _noxaszpa c JeKsapaums B_CHOTBETCTBHE ¢ 91, 35, an. 6 o1
SHHXM qe KOJIMYECTRATA 32 JIEKAPCTBEHHS MPOAYVKT Ca HANWYHH.




3. CbABPKAHUE HA O®EPTATA

Besika odepra TpsadBa na cbabpKa TpU OTAETHHM 3arlevaTaHd, HEMpO3payHH ¥ HaTMCaHH
ILIKKA, TOCTABEHHU B €AKMH O0I1l 3aleyaraH, Helmpo3paueH U HaAMMCaH UMK, KaKTo ClieBa:

IThuk Ne I ¢ naonuc: ,,/Ilokymenmu 3a noodop”.
B Hero ce mocTaBaT BOKYMEHTHTE, H3UCKaHH OT Bob3jcxkutens, cpraacHo wi. 56, an. 1, 1. 1-3 1 5-
6, 1.8 u 1. 12 - 14 ot 301, oTHacamM ce 10 KpUTEepUKTE 3@ MOAGOP HA YHACTHHULHTE, CHOOPA3HO
yKazaHusTa Ha Be3noxurens. ‘

ITauk Ne 2 ¢ naonuc: ,Ilpeonosicenue 3a usnvanenue Ha nopvuxkama’.
B Hero ce nocraBaTt goxymentute o wi. 56, an, 1, 1. 7 ot 3011, cBLpSaHﬂ C M3IMTBIHEHHETO Ha
nopruykara, cbobOpasHo nocodedute B rpasa Il Texnudecka crneuu@ukanus, HW3UCKBaBUA 3a
H3ITbJIHEHHE Ha OPBYKATA, BKI. TOCOYBAHE HA CPOK 33 M3IBIHEHME HA MOPHYKATA H B CIIyYauTe
KOTaTo € NPHIIOKUMO JAekiapanus no 4wi.33, an.4 ot 3011 '

ITauk Ne 3 ¢ naonuc: ,,Ilpednazana uena’.
B nero ce nocraBs neHoBaTa odepra Ha ydacTHHMKA, W3roTBeHa no ofpaselia OT Hactogulata
JOKYMEHTaLHS. '

Koraro yyacTnuk nonasa odepra 3a noBeyde oT egHa o0ocobeHa no3nuus, IVIHKOBE
NeNe 2 1 3 ce npeacTaBsiT HO OTAEAHO 32 BCKKA OT SIO3BLUMHTE.

Korato moxymenTs v nupopmaiua, cpabp:xamy ce B ik Ne 1, ca eqnakBy 3a 1Be
/MnH noBeye B NMPHJIOKUMUTE clydyan/ 000co0eHM MO3HIIHH, 10 KOWTO YYACTHUKBT MOJaBa
odepTa, cHLOIUTE ¢€ NOCTABAT caMo B MJIKK Ne 1 mo nmo3uuHusaATa ¢ Hali-MaJIbK [opeleH Homep,
KaTo TOoBa oOCTOMTEACTBO ce 0T0edsi3Ba B CHHCBLKAZ HA NOKYMEHTHTE, CHABPKAN ce B
NAHKOBETE HA 0CTAHAJINTE TO3HIME.

3.1. HEOBXOJINUMU NOKYMEHTH
3.1.1. Coabppxanue Ha 1Kk Ne 1 ¢ saanuc ,,/JlokynenTu 3a nogbop*:
3.1.1.1. ConebK Ha JOKYMEHTHTC B RHQOPMAaLUA CbAbPKAIM ce B 0QepTaTa, NOANHCAR OT
Y42CTHHKA. B cnHcbKa yyaCTHUKDLT CEABA Ja OfWile BCHUKH TIPEJICTABEHH OT HETO JOKYMEHTH
(3aBJDKMTENHY U IPYTH 110 NPELEHKA Ha YYaCTHHKA), BKAIOYHTETHO TOKYMEHTH OTHOCHO JIMUATA,
NPEACTABNABAILM YYACTHHKA, W OTHOCHO [IOJU3NLIIMTEIIATE, aKO TAKKBa CE€ UPENBHKIAT.
CrnuchbKbT HA MOKYMEHTHTE CJIeABAa A4 C€ MOCTABH B HAYAIOTO Ha HOKYMeuTHTe. Beeku mHcT,
ChIBPKALL CE B [LIMKA, ClIeaBa 12 ObAE HOMEPUPAH U MONPEAEH ChITIACHO CITHCHKA.
3.1.1.2. Odepra, nonsiHen odpasel OT HACTOALIATA JOKYMEHTALU 1
3.1.1.3. [IpencraBsiHe Ha y4acTHHKA - IOCOYBAHE HA €NHMHEH MACHTU(HUKANHOHEH KOJ HO 4. 23
ot 3akoHa 3a Thprosekus peructbp, BYJICTAT w/unu npyra upearnduuupauia uadopmauns B
CbOTBETCTBHE CHC 3aKOHOIATENCTBOTO Ha AbpikaBaTa, B KOATO KAHIHIATHET HAM YHYaCTHHKBT €
YCTAHOBEH, KAaKTO M afipec, BKIIOUHTENHO eJeKTPOHEH, 32 KOPECHOHICHIIHS NIPH ITPOBEXKIAHETO HA
npouenypara, '
3.1.1.4. Hotapuanxo 3aBepeHc NBAHOMOLIHO Ha JIKUETO, YNBIHOMOUIEHO Ja MpeAcTaBlusiBa
y4acCTHHKA B I1polie/lypata (KOFaTO YYaCTHHKDBT HE c& [IPEJCTaBNIsABA OT THLATA, KOMTO HMAT IPaBo
HA TOBA, CHIIACHO AOKYMEHTHTE MY 3a PEFHMCTPAHU).
3.1.i.5. Kommve wna poroBop uaH cnopazymenne 3a oDeaAuHeHMe, a KOraro B
A0TOBOPA/CNIOPA3yMEHHETO He e NOCOMEHO JHLETO, KOETO NPEeICTABJAABA YYACTHHLHTE B
00eIHHEHHECTO Ce NPEeACTaBH U JOKYMEHT, MOAMICAH OT JAHUAaTA B 0feAHHEHNeTo, B KOHTO ce
0COYBa NpeACTaBAABANINAT.
JIOKYMEHTBT ce NpeAcTass B Cliyyail, ue yYacTHUKBT ¢ HerepcoRndrurpado o0eInHSHHE.
3.1.1.6. [{exaapaumsn no wi. 47, an. 2 et 30I1, nonsnnen obpasey 0T HacTogIaTa JOKYMEHTALMS,
3.1.1.7. [leknapauys 3a JHICA HA CBBP3AHOCT € ZPYF YUACTHHK B CHOTBETCTBHE € A, 55, an. 7
ot 3011 no o6pazen. ‘
3.1.1.8. dexnapanua 3a aifica na ofcroAresncTsa no 4a.8, an. §, 7. 2 or 3011
3.1.1.9. Jdexnapanust me wi. 3, 7. 8 or 3akoHa 32 MKOHGMHYECKHTe M (HHAHCOBHTE
OTHOIIEHUS C. IPYKECTBATA, PETHCTPHPAHY B IOPUCAUKLMA C NpedepeHnnancH NaHb4YEH PEKUM,
CBBP3aHHUTE C TAX JIMIA H TEXHATE ACHCTBATENHH COOCTBEHUH, MONbITHEH o0pasel] OT HACTOALLATA
. IOKYMEHTAaIHs. :



3.1.1.10. lokymMeHTH 3a 10Ka3BaHe HA T€XHHYECKHTE BBH3MOKHOCTH H KBAJH(PHUKALMUATA Ha
y4acTHHKA, cbriacHo wi. 51 ot 30IT:

3.1.1.10.1. 3aBepeHO KOIHME Ha pa3pemeHHe 3a NMPOMU3BOJACTBO, H3AaneHo mo pena Ha 3JITXM (B
ciydante 1o wi. 196, an. 1 ot 3JIIIXM) uinu 3aBepeHO KOMUe Ha paspellieHHe 32 ThProBHs Ha €po
C JIEKApCTBEHH TPOAYKTH MM 3aBEPEHO KOMHE Ha YIOCTOBEPEHHE 3a PETUCTPAlMs 338 ThProBHs Ha
€ZIpO C JIEKapCTBEHH IMPOAYKTH, HIIM 3aBEPEHO KOIMKE Ha pa3pelleHUe 3a BHOC — U3/IaJICHH 0 peaa
Ha 3JITIXM.

3.1.1.10.2. 3aBepeHo KoIKe Ha JIMLIEH3HUs, u3naaeHa o pena Ha 3KHBII 3a nexapcTBeHH MPOAYKTH,
ChIBPXKAIIHM HAPKOTHYHHU BellecTBa OT mpunoxeHus Ne 2 u 3 keM uil. 3, T. 2 u 3 ot Hapendara 3a
KnacHubHULHpaHe Ha pAcTEHUATa W BEIECTBAaTa KaTO HAPKOTHYHH (BakHh camo 3a 00ocobeHa
no3zuuus Ne 26) _
3.1.1.10.3. 3aBepeHO KomHe Ha BalMIHO pa3pelieHHe 3a ynoTpeba B CTpaHarta, W3JaJeHO MO peaa Ha
3JTIXM wnnu Pernament (EO) Ne 726/ 2004 r. Ha EBponeiickus napnameHt u Cbeera /un. 23, an.l Ha
3JIMIXM/. B cnyyail Ha M3TMYaHe Ha CPOKA Ha pa3peLICHUETO 3a YROTpeba Ha NeKapCTBEH MPOLYKT
npe3 2016 r., ToBa 06CTOATENCTBO Ce 10Ka3Ba ¢ ACKjiapalus B CbOTBETCTBHE ¢ uJ. 55, an. 6 ot 3JITIXM,
ye KOMWYECTBATa 3a JIEKAPCTBEHHs NMPOIYKT Ca HAJIMYHH.

3.1.1.11. Jlexnapauuss mo wi. 56, an. 1, t. 8 or 3O0Il 3a wu3noin3BaHe/HEH3NON3BaHE Ha
NOJM3IIBIHUTENH, C IIOCOYBAHE HAa BHJA Ha pabOTHTE, KOMTO III€ M3BLPIIBAT M Jeja Ha TAXHOTO
y4acTHe, MOIIbJIHEH 00pa3ell OT HacTosIaTa JOKYMEHTALIHS.

Cvenacno un. 56, an. 2 om 30I1 ¢ ogpepmama cu yuacmuuyume moxce 6e3 02panuyenus 0d
npeoaazam noA36aHemo Ha NOOUNBbAHUMENU.

3.1.1.11.1. Jexnapauus 3a cbrjacHe 3a y4aCTHe KAaTO NOAM3NBIHMTEN, IONBIHEH 00pasel OT
HacTosillaTa JOKyMeHTalusl.

3abenexka: JleknapaluusTa ce NOMBJIBA OT BCEKH MOIU3IBIHUTEN TIOOTAENHO.

3.1.1.12. /loxyMeHT 3a BHeCeHAa rapaHUHUsl 33 y4yaCTHE — OPHUrHHAJ Ha OaHKOBa rapaHUus 3a
y4YacTHE WK KOIIME OT JOKYMEHTA 3a BHECEHA rapaHuus moja ¢opMaTa Ha apyUyvHa cyma.

3.1.1.13. Jexaapanus no 4. 56, aia. 1, 1. 12 ot 30II 3a npuemane Ha yCIOBHSTA B IPOEKTa HA
JOroBOpa, MOMBJIHEH 00pa3ser; OT HACTOSAIIATa JOKYMEHTAIMS.

JoxymeHTHTe B TUIMK Ne 1 ce mpeAcTaBsAT B OPUTMHAT HJIH 3aBEPEHO OT YYACTHHKA KOIHe /OCBEH
aKO M3PHUYHO HE € YKa3aHo APYro B HACTOSLLATAa JOKyMeHTauus/. BCHUKH TOKyMEHTH mpeicTaBeHd
Ha Yy>KI €34K, Ce NIPEACTaBAT U B IPEBOJ Ha OBJIrapcKky e3uK. BCHUKH Aekiapaunu ce IpeaCTaBsT B
OPMI'MHAJl M Ce NOANMUCBAT 10 Pella ¥ OT JIMLATa, TOCOYEHH B HACTOSIINTE YKA3aHHUs.

Kozamo ywacmnuxvm 6 npouedypa e uyyucoecmpanno gusuuecko unu 10puduecKo auue
uiu mexxHu obeourenun, ohepmama ce nooasa Ha 6va2apcKu e3UK, QOKYMeHnom no 4. 56, ai.
1, m. 1 om 30II ce npedocmasa 6 oghuyuanen npeeod, a Ookymenmume no un. 56, ar. 1, m. 5 om
3011, koumo ca Ha 4yxHco e3uK, ce npeocmasam u 6 nPeeoo. _

Kozamo yuacmnuk 6 npouedypama e ob6eduneHnue, Koemo He e OPUOUUECKO Tule:

- Ookymenmume no 4a. 56, an. 1, m. 1, oyxeu "a" u "'6'" om 3011 ce npedcmagam 3a é6caxo
Qusuuecko unu OpudOUECKo 1uye, 6KI0YEHO 68 00eOUHeHUemO;

- Ookymenmume no ua. 56, an. 1, m. 1, m. ,6“ u m. 5 om 30II ce npedcmasam 3a
yuacmuuyume, 4pe3 Koumo obeouneHuemo 00KA36a CbOMEEeMCMeuemo cu ¢ Kpumepuume 3a
nooébop no un. 25, an. 2, m. 6 om 3011
3.1.2. Ceabpkanue Ha MK Ne 2 ¢ Haanuc ,,[IpenioxkeHune 3a M3NbJIHEHHE HA MOPBYKATA”,
3.1.2.1. TexHH4eCcKO MpeaJioKeHHe, ChriacHo Wi 56, an. 1, 1. 7 ot 3011 — TpsiGa na 6bae
M3rOTBEHO ChOOpazHO obpaseria OT HAacTosllaTa AOKYMEHTAlWs, Npd ChOMOJaBaHe Ha MBIHOTO
OIMCaHHE Ha 00eKTa Ha Mopbukata H TexHuuyeckaTa cnenuukalms, U3MCKBAHHUIATA KbM odepTaTta
U YCIOBUSITA 32 U3I'BJIHEHHE Ha IOphUKaTa — JOKYMEHTH B 00pa3uu, noctaBeHd B [TJIMK No2.
3.1.2.2. Jlexnapanusi OT Y4YacTHHKA, Y€ JIEKAPCTBEHUTE IMPOMYKTH IUe OBJaT BK/IIOUYEHH B
[Tpunosxxenue 3 Ha [lo3uTHBHUS eKapCTBEH CIUCHK, aKTyaJleH KbM JaTaTa Ha OTBapsHE Ha IUTHK No
1 u 2 oT mpouenypara. ,
3.1.2.3. Jlexsiapauus OT ydYaCTHMKA, Y€ CpOKa Ha TOJHOCT Ha Mpe/UlaraHuTe JIEKApCTBEHU
NpPONYKTH Ie ObJe He mo-ManbK oT 60 /ectaecetr/ Ha CTO OT OOSBEHUS OT NPOM3BOLUTENS KBM
ziaTtaTa Ha BCsiKa JJOCTaBKa.
3.1.2.4. Cpok 3a M3NbJHEHHEe HAa NMOPBYKATa — TOCOYBA c€ B TEXHHUYECKOTO INpEIIOKEHHE,
CBIJIACHO IIOCOYEHHS B JOKYMEHTAIUSATA CPOK.

3.1.3. Coabpxkanue Ha UK Ne 3 ¢ Haanuc ,Ilpeanarana nena®.



MpeascraBaT ce TojKeBa mmikese Ne 3 ¢ magnue ,[lpennarana nena no ob6ocodena
NO3HUMHS...,....", 32 KOJKOTO 000CO0EHH HOIUUHYN YHACTHHKET npeagﬂgﬂ odiepra, CHLIIACHO
un, 57, aa. 3 or 3011

B TpeTHs 3anevaraH, Hempo3padeH MK Ne 3 YHaCTHHKBT cieABa 13 (IPENCTABH 3AIBIDKKTENHQ
LEHOBOTO CH Mpe[yloxkeHue cbriacho 4un, 56, an. 1, 7. 10 or 30I1, monmbanen obpaseu or
HACTORIUATA NOKYMEHTALH.

Kpaiinama edunuuna wena Ha npedna2anama HO3NUUA RO cneyuddukayuama, ciedsa da ce
([)‘opﬁttlpa 00 wiecmu 3HAK cied decemuqnama 3aneman. Ilenama 3a onakoeku ciedsa oa ce
HPEOAOHCH 00 6MOPH ZHAK C1ed 0ecemUYHama 3aneman.,

IlenaTa 1o zorosopa e GuKCHpaHa, He MOAISKH Ha IPOMAHA 3 CPOKA HAa NEHCTBHE HA AOTOBOPA,
ockeH B crydanTe Ha Wi, 43, an. 2 o1 3011, B cnyuall, e npes speveTo Ha JeHCTBHE HA JOFQBOpa
cTOHHQCTTA, KOATO ClielBa Ja ¢ 3anyiauia ¢ Iy0;IHuny ¢heleTBa HA NEKaPETBEHH TPOAYKTH QT
[Mo3sHTHBHYS JIEKApPCTBEH CIMCHLK CTANG [O-HUCKA OT [AOrOBOPEHATA, BH3NOKUTEIsT De3yCnoBHY
3anjlania ReRapCeTBEGHKWTS DPCAYKTH H&E 110-HHCKATa UEH4, OT [dTata Ha BjiM3ane B CHia Ha
KOHKPETHOTO peiuenne wa Hanuonamsmg cbBer No ueHn u penMOypPCHpaHe HA JIEKAPCTREHNTS
POAYKTH. -

Hapbn naneka ¢ magunc ,iipesnarans nesa” ne rpﬂﬁra [ia € fIoCowena HHRKAKBa mubupmamm
OTHOCHO LIEHATA,

VyacTHUIM, KOHTO MO KaKBBTO M [a € HAUWH Ca BXITFOYHIH HAKBIAE B ofepTaTta c¥ W3BBH IUMHKa
.Tlpennarana uena” eneMeHTH, CBLP3aHd ¢ Mpeilaranara UeHa /WiM¥ 4acTH oT Hed/, wie Onaar
OTCTPaHEHH OT y4acTHe B NPOLUEAYPATa.

Jabeneocka; [pu nodasane #a ohepmamy YNASMHLKLM MODLE 0d ROCONY KO 4UCH GNY HER UMY
KRoMGpudernyuaieH xapmmep U O U3UCKBA oM BB3N0dNCURILS 0d HE 1 PAIKPUEA /¢ U3PUYHO AUCAICHO
UBSBICHUE 6 MO3U CMUC nped( maeeHo ¢ oghepmamal. Bv3n0ocumenam HAMA Apaso O pUAsKpUed
urhapyuayun, I?pE@CHngQHﬂ MY OM YUQCIHUK 3 NQCOYZRA OM COUUS KA A‘(Juq‘)m)enz[z'(L'ma 0
QIHQUIRHHE NG MEXHUYECKY WM MBPIOSCKU MAUNI, ¢ UZRAIOYEHNE HA ¢Rysaume no 4144 om 3011
1 pyORyHUme QelCmGUs NG KOMUCUIMA, cheRacno wA, 68 u 69a, ar. 3 am 3011,

PASARJ 1V
YCIOBHS 1 PA3MEP HA FAPAHIIUSTA 34 YUACTHE B FAPAHUNATA 34
H3MLJIHEHUE

i. Vapaunus 32 yuacrie
T‘apcu'w»ma ce xipeﬂ"‘« aB8 B &I

y'mg THRKBT CEM nz_‘_pgtaa s},opma ra Ha la.
Koraro yuacrdHug 8 [Hpouelypare ¢ ofes
yuacTHruKTe B ofenuncnHero moxe pa Onae
BHOCHTE] HA CYMATa 110 TAPanLisTa.

ITpu u3b0p va rapaduys 3a yHacTie <IapHuHa §YME, T0 T4 Cgnue
CASAHETE CMETKA!

BHD UEHTPAJTHO YHPARIEHNKE

Bankos ko (BIC): BNB(G BGSIy; i
Bauxona emetxa (IBAN): BG21 BNBG %5

Afm YHACTHHKT nabepe a1
o OaHKOB HLF, )




TI'apanyuama 3a yuacmue e 8 pazmep 0o 1% /edun npouenm/ om cmoiinocmma Ha 000cobeHume
no3uyuu U e KAKmo cneoea:

Ne
no
3aGosasiBane | pen | MexkuyHapoHO HenmaTeHTHO HAUMEHOBAHHE TapaHuus B JeBa

1 ' LAMIYUDINE/ZIDOVUDTNE» - B 1672
EMIRICITABINE | 2074

1o

12

LAMIVUDINE L 908
_ETRAVIRINE 4208
SAQUINAVIR _ R I £ () &

' L OPINAVIR/ RITONAVIR 700mc,/30m0 v » 24 528

o Jwn

7 | LOPINAVIR/RITONAVIR 100mg/25mg . 675

8 | LOPINAVIR/RITONAVIR | 602

9 | ABACAVIR/LAMIVUDINE 3199

10|  MARAVIROC B . ¢
U RITONAVR s
12| DARUNAVR | 25463
CHAH | 13 ____RALTEGRAVIR | 14503

4 ADOVUDINE 616
P ATAZANA\'IR. I R R I
6| . EFAVIRENZ L am
7 POSA\/!PRENA\/IR I I Y

18 o A DlDA.NOSlN _ 40
9 TE\IOFOVIR DISOPRO}JL 5033

20 | ZIDOVUDINE 1 139

2] ___LAMIVUDINE _ - 134

N
N

RILPIVIRINE 1707
| DULUTEC;RAVIR . | 5623
E\/lTRICITABINL/TENQ} OVIR DISOPROXIL 29349

3]
(U]

[\
4

o
L

DOLUTEGRAVIR/ABACAVIR/LAMIVUDINE | > 246]



Hcuxuunu u
nogeoeH4ecKy
pascmpoicmaa,
OvaANCaAUU Ce
Ha ynompeba
Ha onuoudu,
CUHOpOM HA

3agucumocm 26 7 _ METHADONE o 7 L _ 73 4274
27 | 7 ISONIAZID e - 2_26‘
28 RIFAMPICIN 1924

Tybeprynosa ‘ o T T
29 » ] PYRAZINAMIDE L _ ‘ 934
30 _____EmHAaMBUTOL | 641
] QBLHQ: 7 _ . 183 795

['apanHuusTa 33 y9acTue ¢e npeaciaes nox Gopmara Ha opurhHai Ha bankosa rapaHiys 3a y4actue
1M KOMHE OT JOKYMEHTa 3a BHeceHa rapaHuus noja dopmara Ha napuyHa cyma. CpoKbT Ha
BAJIMIAHOCT Ha TapaHIIMATA 3a yvyacTue cieapa Aa Oviae He no-mManko ot 90 1oHM, cuuTano oOT
KpalHHs CpPOK 34 MOJIy4aBaHe Ha OQEepTHTE.

3aovpacanemo, yceossanemo u 0C6000KCOA6AHEMO HA 2apAHYUAMA 3a y4acmue CTaBa TpH
yCHOBHSITa ¥ O pesa Ha 4. 61 u un. 62 or 3011 '

Tapanyusn 3a usnvanenue

[apannusra 3a H3HT>3H€HI{(€ ¢ B pa3mMep Ha 5% /rer ra cro/ oT cTofiHocTTa Ha Aorosopa /6e3 JJ1C/.
["apaHuusTa 32 M3MbIHEHHE MOXE Aa ce BHece No 0aHKOB T WM MOXE A2 C€ MPEIACTaBH T10J]
(popmaTa Ha OaHKOBA rapaHLIKA.

Y4acTHUKBT caM H30Mpa PopmaTa Ha rapaHLUsTa 3& U3ITbIHEHHE.

Koraro ydacTHUK B mnpougaypara € OOeAMHEHME, KOETO HE € IOPHAHYECKO JHLE, BCEKH OT
y4YacTHHUIHMTE B ODEIMHEHMETO MOXe fZa ObLe HapeauTen Io GaHKOBAaTA TAPAHLMS, CHOTBETHO
BHOCHTEN Ha CyMaTa N0 rapanuusra.

Y4acTHHKBT, ONpejesieH 3a M3NbIHWTEN Ha olilecTsedara [OPBYKA, IPEACTaBs OaHKOBaTa
rapaHiusl WM NAATEKHUA ACKYMEHT 3a BHECEHATa MO O4HKOB IIET TapaHiusg 32 H3NLJIHEHWE Ha
JOrOBOPA NPH HETOBOTO CKIIOYBAHE.

["apannusra 3a u3mpiHenue noj Gopmara Ha napuuka cyMa Tpadea fa Obac BHECEHA N0 CleaHaTa
CMETKa Ha RB3JI0/KHTENS:

banka: BHDb LlenTpanno ynpasnenne,

Bankos xkox (BIC): BNBG BGSD,

Bankosa cverka (IBAN): BG21 BNBG 9661 3360 1293 01

AKO YYaCTHHKBT, ONpEHENEH 3a M3IBAHMTEN, M30epe Ja INpPeJCTaBH rapaHuMsaTa 3a W3MbJIHEHME
noa dopmara Ha ,napuyHa cyma’, nnareHa 10 OaHKOB IbT, AOKYMEHTET, YAOCTOBEPABAUL
niaredara rapaHiius, cjlejBa Ja Obhe 3aBepeH ¢ MOANUC K NeyaT OT ChoTBeTHaTa OaHKa M jJa ce
npeAcTaBH B OPUTHHAI.

B cnyvail. 4e¢ y4acTHHKBT € [PEBeN NMapuTe N0 £AEKTPeHEeH NbT (ENEKTPOHHO OaMKupaue), TOH
CJIE/IBA J1a 3aBEPH CLOTBETHUS NOKYMEHT C IOJIIKC ¥ Ne4aT/ako UMa TaKbs/.

Korato yuacTHHKBT H30epe rapaHIHsTa 32 M3NbIHEeHHEe Ta Obae OaHKOBa, TOrapa B Hes Tpadpa ja
ObJie U3PHUHO 3aMUCaHO, Ye T € O6e3YCHOBHA H HEOTMEHHMA, Y€ € B T0N132 Ha BB3JIOKHTENIS H € ChC
CpoK Ha BanmuaHOoCcT MUHMMYM 30 (TpuaeceT) KajcHAApHH HHM Cllesi AaTara Ha H3NbJIHCHHE Ha
porosopa. I'apaHuusATa 3a H3IbJIHEHHE ce 0cBOOokaBa 1o 30 (rpumeceT) AHH Cilell H3MBIHCHUETO
Ha JIOroBOpa.




PABJAEJI V
YCJIOBHA U HAYMH HA INJIAHIAHE

3anyiamaneTo Ha CTOKMTE 110 JOrOBOpA CE€ M3BBPILUBA OTIOXKEHO B cpok xo 30 (Tpuaecer)
IHM, CNle]l IPEACTABAHE Ha CJIEAHHTE JOKYMEHTH:

» 1) JocraBHa ¢akTypa, chcraBeHa cbhrinacHo u3uckBanusra Ha 3JJIC wn IITIBANAC -
opuruHan u 2 (1Ba) 6pos 3aBEpeHH KOIMHUS;

2) Ilpuemartenno-mpenaBaTelHH NPOTOKONH 10 oOpasen Ha MHHHCTEPCTBOTO Ha
3J[paBEOIa3BaAHETO;

3) O606uieH onuc Ha NpoTokonuTe — 3 (TpHU) Opos;

4) Tlucmenm 3asBKY-pa3npeleneHus, U3TOTBEHH OT MUHMCTEPCTBOTO Ha 3[paBeOa3BaHeTo
H 3aBEPEHH OT KpalHUTE MoJIydaTesiy;

5) Ceprudukar 3a ocBobOXKAaBaHe Ha BCAKA NapTHAA, H3NANEH OT KBATMQHLUPAHO JTHIE
no 3NITXM - 3aBepeHO OT U3MBIIHHUTENS KONHE, B MIPEBOA Ha OBArapcky €3uK oT (pupMa, CKIFOuUIa
1OroBop ¢ MMHHCTEPCTBO Ha BLHIIHKTE pabOTH 3a H3BhpLIBaHE Ha OQULIUATHH NIPEBOH.

U3bpoennte HOKYMEHTH C€ fIPEACTABAT B JAEJOBOJACTBOTC Ha MHUHHCTEpCTBO Ha
3[[paBeOlNa3BaHeTO, KJIAaCHpaHM W MpHKayeHW B nanka. B mankara ce npusnara MUCMO C ONKC Ha
ChIbPXALUKTE CE B HES HOKYMEHTH, KaTo 3aJbi’KUTEIIHO C€ [I0COYBAT HOMEpaTa, JaTHTe U Opos Ha.
NPUIIOKEHUTE JTOKYMEHTH OT BCEKH BHIL.

PA3JEJ Vi
KOMYHUKRAHIUA MEXAY BB3JNOXKUTEJIA U YYHACTHHIUMTE

Benuky KomyHHKALHMH U AeHCTBHS HAa Bb3noxurtens v Ha yyaCTHUIIMTE, CBBP3aHH ¢ HACTOALIATa
OTKpHUTA NPOLENYPA, Ca B MUCMEH BUA,.

YYacTHHKBT MOXE Ja JIPEACTans CBOMTE THCMa H YBEJOMJECHHS B JACIOBOACTBOTO HA
MUHHCTEPCTBOTO Ha 3ipaBeora3paHero, anpec: rp. Copus — 1000, mn. ,Csera Henena® Ne 5
MapTepeH eTax, BCeKH paboTel NieH; o HOoWIaTa, 1o (haxc; 1o eNeKTPOHEH IIBT TP YCHOBUATA U TI0
pena Ha 3akoHa 3a €NEKTPOHHHS AOKYMEHT W E€NICKTPOHHHSA IOJIIHMC; YPe3 MPENnophyaHo MHCMO C
oOpatHa pa3iicka UK Kypuepcka cilyxba. _

PewrenusTa Ha Bb3sioxkuTeNs, 3a KOUTC TOH € JJIBLKEH Ja yBEAOMM YJaCTHHUMTE, CE U3IIPalidT 1o
(Gakc uaM NO eNEKTPOHEH ITBT, WIH €€ BPRUBAT JMHHO CPEUly NOJAMME, WM Ce H3Mpauar c
TIPENOPBYAHO TTHCMO C o6parHa pasnucka, WA upe3 KoMOUHEaIKs OT Te3H CPEeJCTBa IO u3dop Ha
Bw3noxurens.

33 NONY4eHO ce CUHTA TORa YBEIOMIICHHE [10 BPEME Ha OTKPHTATa NPOLIELYPA, KOETO € IHOCTHIHANO
JI0 ajpecata Ha [TOCOYEHHUst OF Hero aiapec. Korato aapecaTsT € CMEHUNT CBOS aipec W He ¢
uHOPMHpAT CBOEBPEMEHHO 3a TOBA OTBETHATA CTPAHA MNM aHPeCaTbT HE Kelae JAa NpHeMe
YBEJIOMIICHHETO, 33 MONYYeHO CE CYHTA TOBA YBEIOMJIEHHE, KOETO € IOCTHTHAIO 0 anpeca,
H2BECTEH Ha U3Mpalyaya.

Ilpn npenocragsHe Ba M3MCKBaHHATaZ NO HOPLYKATA HA YYACTHHUMTC W OPH CKINOYBAHETO Ha
JIOroBOpa 3a O0IIECTBEHA NOPHYKa BBH3J0KHATENST MOWE Aa MOCOYM KOS 4acT OT MH(OpMaUHUAITa,
KOSATO UM TIpeAOCTaBsi, MMa KoH(UIeHIHMaNeH XapaKrep. YYaCTHHIHTE ¥ TEXHHTE MOAH3ITBIHHTENY
HSIMAT NPaBo J1a Pa3KPUBAT Task UHQOpMALLUSL.

[lpu nmonaBaHe Ha ogepraTa CH YHaCTHHKBLT CBIIO MOXe Aa MOCOYM KOs 4acT OT Hes HMma
KOH(HICHIMANCH XaPaKTep H Jla H3UCKBa OT BB3jIc/KHTeN A 1a HE 5 PA3KPUBA. Bb3JI0KUTEST HMA
npapo Ja paskpuBa wHbOpMauus, MPEefocTaBeHa MY OT YHaCTHMIHTE, [MOCOYeHa OT TAX KaTo
xOHGUNCHIIMANIHA NO OTHOLICHME HA TEXHHMYECKM WM THLPrOBCKM TaHHH, ¢ HM3KIIIOYEHHE Ha
CNeIHATE CITyYau:

- TIpY W3MBJHCHUE HA 3aTbUKCHUETO OT Bb3noxuTens Ha u3npaTw HH(bopuamm 3a CKJIOYEHUS
JOTOBOP 10 ATEHIIMATA [0 OOIIECTREHH MMOPHYUKH;

- KOTaTo MpH NHCMEHO UCKaHE OT YYAaCTHWK, BB3NOMUTENIT H3NhIAHK 3aKOHOBOTO CH 3alb/DKCHYE
Jla My OCHTYPH JIOCTBII IO IPOTOKONA MITH HPEAOCTBH KOMHUe oT nporokona. B To3um cnyyai



BB310KUTENAT 1e MOM0MH TPHKA M MOXE Jia OTKaXKe AOCTBI 4O HHGOpManus, ChAbprKallia ce B
[IPOTOKOJA, KOTaTO IPEeNOCTaBIHETO H NPOTHBOpEYH Ha HOPMAaTHBEH aKT WM NpPENOTBpATSBA,
OrpaHivaBa MM HAPYIIABA KOHKYPEHIHUATA.

- MpH OCHLUECCTBSBaHE Ha NYONMYHHUTE NEHCTBHMSI HA KOMHUCHATA 3@ pasrilex[aHe M OlEHKa Ha
oteprute, chruacHo un. 68 u wi. 69a, an. 3 ot 3011,

OOMeHBT M CBXpaHABAHETO Ha MH(OPMALHA B X014 Ha NPOBEXKAaHE Ha IIPOLEAYPAaTa 3a Bb3JIaraHe
Ha o0lIeCTBeHA MOPbYKA € M3BBPLIBAT 10 HAYMH, KOHTO rapaHTHpa LEJOCTTa, JOCTOBEPHOCTTA U
NIOBEPUTENHOCTTa Ha HHpOopMaLuUsITa. '
YY4aCTHUKBT CHLIO MOXe 4 IPEACTaBH HIKOH OT JOKYMEHTHTE B 0(epraTa CH OCBEH B MHCMEH BHI
W Ha eJIeKTPOHEH HocuTen no peaa ¥ yeaosusaTa na 3EJIEI u cerinacno 3011

[lpu paznuune B ChIbPKAHHETO HA NOKYMEHTH, MPESACTABEHM B IIMCMEH BHI M Ha ENIEKTPOHEH
HOCHUTE, 332 BJIMJIHO C€ CUMUTA 3aliMCaHOTO B TMCMEH BU[.

FJHABAII
TEXHUYECKA CHHEITMOUKALMSA

[1penmert Ha nopwukara: ,JJocmagra Ha nekapcmeenu RPOOYKmit, OMAYCKAHU NO Peda Ha
Hapedba Ne34 om 25.11.2005 2. 3a peda 3a 3annawiarne om penybauKkancKua o100ncem 3a
NedeHUuemo Ha Gva2apcKu 2paxcOaHy 3d 3aBONAGAHUA U36HH 00X6ama HA 3a0baANCUMENHOMO
30pagHo ocuzypaeamne, 3a neverue Ha nayuenmu cvc CHHH, mybepkyaosza, ncuxuydHu u
noGedeHYecKU pa3cmpolicmeq, OwaAXNCAU{l Ce€ Ha YROmWpeda HA ORUOUOU, CUHODOM Ha
3asucumocm 3a 2016 2.*. '

1. ObIHH U3HKBAHUA KBM IPERJIATAHUTE JEKAPCTBEHHN POLAYKTH:

JlexapcTBeHuTe mpoiykTH TpsOBa Aa OTroBapsT HA HM3MCKBAHHATA HA 3akoHa 3a
JIeKapcTBEHNTE MPOAYKTH B XyMaHHaTa memuuuna (3JITTXM) ~TpabBa [a NpUTEKABAT BATUIHO
paspelleHye 3a yoTpeba B cTpaHaTa, u3JakeHo 1o pena Ha 3/ITTXM unu Pernament (EQ) No 726/
2004 r. Ha EBponeiickus mapnaMedT ¥ Chiera /wi. 23, an. 1 ua 3JINIXM/. B cnyuaif Ha uatuyane Ha
CpOKa Ha pasperleHueTo 3a ynorpeba Ha nekapcTBeH npoaykT npe3 2016 r., y4acTRUKBT JeKNaphpa
B CHOTBETCTBHG € 4l 55, an. 6 ov 3JIIXM, de komuuecTsaTta 3a NISKAPCTBEHUS TIPOAYKT ca
HAJIHYHH. -

[lenata no noroBopa e ¢MKcrpaHa, He TOANEXKH HA NPOMAHA 3a cpoka Ha JEHCTBHE Ha
JOTOBOpA, OCBEH B cliydaute Ha wi. 43, a1 2 or 301 B cayuait, ye npe3 BpemMeTo Ha AcHcTBHE Ha
JOroBOpa CTOMHOCTTA, KOATO CA€ABA Ja Ce 3a/mjiam@ ¢ nyO6auyEM cpeicTBa Ha JIEKAapCTBEHH
npoaykTH Ot IIO3MTHBHMA JEKapCTBEH CNHUCHK CTaHE MO-HHCKA OT JOTOBOPEHATA, Bb3NOKUTENAT
Ge3yCa0BHO 3anama 1eKapcTBeHHTE MPOJYKTH Ha r0-HHCKATA UeHa, OT JaTaTa Ha BIM3aHE B CUJia
Ha KOHKPETHOTO peuleHHe Ha HanuoHanHHR CBBET 1O LeHH M perMOypcHpaHe Ha eKapeTBEHHTE
NPOJYKTH.

JlexapctBenuTe NPOgYKTH cneasa na O6waar BrxioueHu B Ilpunoxenue 3 aa losurusHug
T€KapCTBEH CHUCHK, CbriacHo wi. 262, an, 6, 1. 3 ot 3JITIXM, axryanen kpM partara Ha OTBAPSAHE
Ha Mk Ne 1 u 2 or npouenypara.

2. MUHUMAJIHY TEXHRYECKH UBUCKBAHISI YU KOJIMYECTBA

[MpeuMeT Ha Bb3faraHe Ha HacTosAlWEATa AophyKa e ,.JlocraBka Ha JIEKapCTEEHH NPOAYKTH, OFIYCKaHH
no pena Ha Hapen6a Ne34 ot 25.11.2005 r. 3a pena 3a 3annamade oT peny6nnKaH'cxuﬂ OromKeT 3a
NledeHneTo Ha ObArapeKH IpaxJaHy 3a 3adonsBaHHR W3BBbH 00XBATd Ha 3aABJIKHTEIHOTO 3APABHO
ocurypsasade, 3a jedeHne Ha manuent ¢be CIIMH, TyOepkynosa, NCHMXM4YHH M MOBEACHYECKH
pascTpoiicTBa, XBIUKAIIM ce Ha ynoTpeGa Ha ONMOHIM, CHHADOM Ha 3aBUCHMOCT 3a 2016 r.%, npu
CNEIHNTE TEXHUYECKU CIIeH(PUKALUI M KOJHYECTRA!



3aboans

Ne no pen

ATC xon

Mexaysapoano
HENAaTEHTHO

Jlekapcree
Ha popma

Msapxa

MakcHmManHa
CTOHHOCT N0 4.7
ua Hapea6a Ne
34/2005r.

Koauuecrso a0

O6ma cvofinocT B

as. ¢ JAC

MKB xoa

ane

CIIHH

JOSAROI

LAMIVUDINE/
ZIDOVUDINE

nepopansia
Gopma

tabl.

2,111833

95 040

200 708,61

B20.0,820.1,820.2,B20.3,B20
.4,B20.5,B20.6,820.7,B20.8, B
20.9,B21.0,B21.2,B21.3,B21.
7,821.8,821.9B22.0,B22.1. B
22.2,B22.7,B23.0,B23.1,B23.
2,B23.8,B24,221

[

JOSAF09

EMTRICITABIN
E

nepopanHa
dopma

mg

0,054017

4 608 000

248 910,34

B20.0,B20.1,B20.2,B20.3,B20
.4,B20.5,B20.6,820.7,B20.8 B
20.9,B21.0,B21.2,B21.3,B21.
7,821.8,B21.9,B22.0,B22.1,B
22.2,B22.7,823.0,B23.1,B23.
2,B23.8,B24,221

w

JO5AF05

LAMIVUDINE

nepopanHa

opma

mg

0,016996

6372 000

108 298,51

B20.0,B20.1,820.2,B20.3,B20
.4,B20.5,B20.6,B20.7,820.8.B
20.9,B21.0,B21.2,B21.3,B21.
7,821.8,B21.9,B22.0,B22.1,B
22.2,B22.7,B23.0,823.1,B23.
2,B23.8,B24,22}

JOSAGO4

ETRAVIRINE

nepopanta
dopma

0,070076

7 200 000

504 547,20

B20.0,B20.1,820.2,B20.3,B20
.4,B20.5,B20.6,820.7,B20.8 B
20.9,B21.0,B21.2,B21.3,B21.
7,821.8,B21.9,B22.0,B22.1,B
22.2,B22.7B23.0,B23.1,B23.
2,B23.8,B24.Z21

JOSAEOQI

SAQUINAVIR

nepopanua

dopma

mg

0,007614

47 520 000

361 809,20

B20.0,820.1,820.2,820.3,B20
4,B20.5,B20.6,820.7,820.8.B
20.9,B21.0,821.2,B21.3,B21.

7,821.8,B21.9,B22.0,822.1,B
22.2,822.7,823.0,823.1,B23.

2,B23.8,B24,221

JOSAEO6

LOPINAVIR/
RITONAVIR
200mg/50mg

nepopanHa
dopma

tabl.

6,250917

470 880

2943 431,80

B20.0,B20.1,B20.2,B20.3,B20
.4,820.5,B20.6,820.7,B20.8.B
20.9,B21.0,821.2,B21.3,B21.
7,821.8,B21.9,B22.0,B22.1,B
22.2,B22.7,B23.0,B23.1,B23.
2,B23.8,B24,221

JOSAEQ6

LOPINAVIR/
RITONAVIR
100mg/25mg

nepopanta
dopma

tabl.

3,125500

25920

81 012,96

B20.0,B20.1,B20.2,B20.3,B20
.4,B20.5,820.6,820.7.B20.8.B
20.9,821.0,B21.2,B21.3,B21.
7,821.8,B21.9,822.0,B22.1 B
22.2,B22.7,B23.0,B23.1,B23.
2,B23.8,B24,221

JOSAEQ6

LOPINAVIR/
RITONAVIR

nepopanHa
bopma

ml

2,070467

34920

72 300,71

B20.0,820.1,820.2,B20.3,B20
.4,820.5,B20.6,820.7,820.8,B
20.9,B21.0,B21.2,B21.3,B21.
7,B21.8,B21.9,B22.0,B22.1,B
22.2,B22.7,B23.0,B23.1,B23.
2,B23.8,B24,Z21

JOSARO2

ABACAVIR/LA
MIVUDINE

nepopanHa
tdopma

1abl.

21,675330

177 120

3839 134,45

B20.0,B20.1,B20.2,820.3,B20

-4,B20.5,B20.6,820.7,820.8 B

20.9,821.0,B21.2,B21.3,B21.
7,B21.8,B21.9,B22.0,B22.1.B
22.2,822.7,B23.0,B23.1,B23.
2.B23.8,B24,221




JOSAX09

MARAVIROC

nepopanta

dopma

mg

0,076130

1296 000

98 664,48

B20.0,B20.1,B20.2,820.3,B20
.4,B20.5,B20.6,820.7,B20.8 B
20.9,821.0B21.2,B21.3,B21.
7,B21.8,B21.9,B22.0,B22.1,B
222 B22.7,B23.0,B23.1,B23.
2,B23.8,B24,221

JOSAEQ3

RITONAVIR

niepopanta
dopma

mg

0,015720

23 022 000

361 905,84

B20.0,820.1,B20.2,B20.3,B20
.4,B20.5,B20.6,820.7,820.8,B
20.9,821.0,B21.2,B21.3,B21.
7,821.8,B21.9,B22.0,B22.1.B
22.2,B22.7,B23.0,B23.1,B23.
2,B23.8 B24,221

JOSAE10

DARUNAVIR

nepopania

dopma

mg

0,034504

88 560 000

3055674,23

B20.0,820.1,B20.2,820.3,820 °
4,B20.5,B20.6,820.7,B20.8B
20.9,821.0,821.2,821.3 B21.
7,B21.8,B21.9,822.0,822.1.B
22.2,B22.7,823.0,B23.1,823.
2,B23.8,B24,221

JO5AX08

RALTEGRAVIR

nepopanHa

opma

mg

0,052097

33 408 000

1 740 456,58

B20.0,B20.1,B20.2,B20.3,B20
.4,820.5,B20.6,820.7,820.8,B
20.9,B21.0,B21.2,B21.3,B21.
7,821.8,B21.9,B22.0,B22.1.B
22.2,B22.7,B23.0,823.1,B23.
2,B23.8B24,721

JOSAFOI

ZIDOVUDINE

nepopatka

dopma

mg

0,017904

4 130 000

73 943,52

B20.0,B20.1,820.2,B20.3,B20
.4,B20.5,B20.6,B20.7,B20.8 B
20.9,B21.0,B21.2,821.3.B21.
7,B21.8,B21.9,B22.0,822.1.B
22.2,B22.7B23.0,B23.1,B23.
2,B23.8 B24,Z21

JOSAE08

ATAZANAVIR

nepopanHa

dopma

0,088008

16 524 000

1454 244,19

B20.0,820.1,B20.2,B20.3,B20
.4,B20.5,B20.6,820.7,B20.8.B
20.9,B21.0,B21.2,B21.3,B21.
7,821.8,B21.9,B22.0,B22.1,B
22.2,B22.7,B23.0,B23.1,B23.
2,B23.8,B24,221

JOSAGO3

EFAVIRENZ

nepopanya

opma

mg

0,007362

28 080 000

206 724,96

B20.0,B20.1,B20.2,820.3,820
4,B20.5,820.6,B20.7,B20.8,B
20.9,821.0,821.2,821.3,B21.

7,B21.8,821.9,B22.0,B22.1,B
22.2,B22.7,823.0,B23.1,B23.

2,B23.8,824,221

JOSAEQ7

FOSAMPRENAV
R

riepopania

Gopma

mg

0,014160

9072 000

128 459,52

B20.0,B20.1,820.2,B20.3,B20
.4,B20.5,B20.6,820.7,820.8,B
20.9,821.0,B21.2,B21.3,B21.
7,821.8,B21.9B22.0,B22.1,B
22.2,B22.7,B23.0,B23.1,B23.
2,B23.8,B24,721 .

JOSAF02

DIDANOSINE

nepopanHa
dopma

mg

0,024177

2088 000

50 481,58

B20.0,820.1,820.2,B20.3,B20
.4,B20.5,B20.6,820.7,B20.8 B
20.9,821.0,B21.2,B21.3,B21.
7,821.8,B21.9,B22.0,B22.1,B
22.2,B22.7,B23.0,B23.1,B23.
2,B23.8,B24,721

JO5AFO7

TENOFOVIR
DISOPROXIL

nepopanHa

popua

0,078717

7673 400

604 027,03

B20.0,B20.1,B20.2,820.3 B20
4,820.5,820.6,820.7,B20.8 B
20.9,B21.0,B21.2,B21.3,B21.
7,821.8,821.9,822.0,822.1 B
22.2,B22.7,823.0,B23.1,B23.
2,823.8,B24,221




JOSAFO!

ZIDOVUDINE

nepopaiHa
hopma

mi

0.107450

156 000

16 762,20

B20.0,20.1,820.2,820.3,B20
4,B20.5,820.6,820.7B20.8 B
20.9,B21.0,821.2,B21.3,B21.

7,B21.8,821.9,822.0,822.1,B
22.2,822.7,823.0,B23.1,B23.

2,B23.8,824,221

JO5AF05

LAMIVUDINE

nepopanHa
dopma

ml

0,170167

95040

16 172,67

B20.0,820.1,B20.2,820.3 B20
.4,B20.5,B20.6,820.7,820.8,B
20.9,B21.0,B21.2,B21.3,B21.

7,B21.8,B21.9,B22.0,B22.1.B

22.2,822.7,B23.0,823.1,B23.

2,B23.8,B24,22]

©w
[N

JO5AGOS

RILPIVIRINE

nepopaiHa

Gopma

mg

0,689907

297 000

204 902,38

B20.0,B20.1,B20.2,820.3,B20
.4,B20.5,B20.6,B20.7,B20.8.B
20.9,B21.0,B21.2,B21.3,B21.
7,B21.8,B21.9B22.0,B22.1,B
22.2,B22.7,B23.0,B23.1,B23.
2,B23.8,B24,221

JOsSAX12

DOLUTEGRAVI
R

nepopanya

opma

mg

0,833453

810 000

675 096,93

B20.0,820.1,B20.2,820.3,820
4,820.5820.6,820.7,B20.8 B
20.9,821.0,821.2,B21.3,B21.

7,821.8,B21.9,B22.0B221,8
22.2,822.7,823.0,B23.1,B23.

2,B23.8,824,221

JOSARO3

EMTRICITABIN
E/TENOFOVIR
DISOPROXIL

nepopanta

Gopma

tabl.

30,288850

116 280

352198748

B20.0,B20.1,820.2,B20.3,B20

20.9,B21.0,B21.2,B21.3,B21.
7,821.8,B21.9,B22.0,B22.1.B
22.2,B22.7,B23.0,B23.1,B23.
2,B23.8B24,22}

25

JOSARI3

DOLUTEGRAVY
R/ABACAVIR/L
AMIVUDINE

nepopanHa
dopma

tabl.

64,766333

9720

629 528,76

B820.0,B20.1,820.2,B20.3,B20
.4,B20.5,B20.6,820.7,B20.8,B
20.9,B21.0,B21.2,B21.3,B21.
7,B21.8,B21.9,822.0,B22.1,B
22.2,B22.7,B23.0,B23.1,B23.
2,B23.8,B24,221

Meuxuun
uu
nosedeny
ecku
pazmpoi
cmsa,
ovaxcawy
ucena
ynompeb
aua
onuoudu,
cHROpOM
Ha
3a8ucUMO
cm

NO7BCO2

METHADONE

nepopanHa

dopma

mg

0,003840

107 000 000

410 880,00

F1l1.2

Tybepry
o3a

JO4ACO1

ISONIAZID

rnepopanHa

dopma

mg

0,000240

113 460 000

27 230,40

Al5.0,A15.1,A15.2 A15.3,A1
5,4,A15.5,A15.6,A15.7,A15.8
JAIS9,A16.0,A16.1,A16.2,A
16.3,A16.4,A16.5,A16.7,A16.
8,A16.9, A17.0, AIT1,
Al78,
A17.9,A18.0,A18.1,418.2,A1
8.3,A18.4,A18.5,A18.6,A18.7
AI8.8,A19.0,A19.1,A19.2,
A19.8,A19.9,890.0,890.1,B9
0.2, B90.8,B90.9

JO4ABO2

RIFAMPICIN

nepopanHa

opma

mg

0,001018

226 830 000

23091294

A15.0,A15.1,A15.2,A15.3,A1
5.4,A15.5,A15.6,A15.7,A415.8
LAIS9.A16.0,A161,A162,A
16.3,A16.4,A16.5,A16.7,A16.
8,A16.9, A17.0, A171,
Al78,
A179,A18.0,A18.1,A18.2,Al
8.3,A18.4,A18.5,A18.6,A18.7
LA18.8,A19.0,A19.1,A19.2,
A19.8,A19.9,890.0,890.1,89
0.2, B90.8,B90.9




AIS.0,A15.1LAI5.2.A153 A1
5.4.A15.5,A156,A15.7,A1538
AIS9.A16.0.A16.1.A16.2,A
16.3, A16.4,A16 5.A16.7,A16,
.| 8.A169 A17.0,A17.1,
29 JO4AKO! | PYRAZINAMIDE | fepopanna mg 0,000372 301 360 000 112 083,60 A178.

bopma . ) A17.9,A18.0,A18.1.A18.2.A1
8.3,A18.4,A18.5.A18.6,A18.7
LAIS5,A19.0,A19.1,A19.2,
A19.8,A19.9.890.0.890.1,.B9
0.2, 590.8,890.9

A15.0.A15.1A152,A15.3,A1
5,.4,A15.5A15.6,A15.7.A158
AIS9.AI60,A16.1,A16.2.A
16.3.A16.4.A16.5,A16.7.A16.
. 8,A169, AI7.0. AIT.L,

30 J04AK02 | ETHAMBUTOL nepopanta mg 0,000338 227 700 000 76 96260 AiTE,

opsia AI7.9,A18.0.A18.1,A15.2.A1
2.3,A18.3,A18.5,A186,A18.7
AISB.AI9.0A19.1,A192,
A19.8,A19.9.850.0,B90.1.B9
0.2, BS0.5.B90.9

Beuuky KonuyecTsa, nocoyeHu B crnelndUKalusTa, ca ,,KoaMuecTra 407, T.e. Bb3noxutensar ne €
JUIBXEH Jla 3adBH 3a JOCTaBKa IANOTO IOTOBOPEHO KOMMYECCTBO, a MMa I[paBO [a 3asBiBa
KOJIMYECTBA ChINACHO ACHCTBUTENHHTE CH HYKIH, HO HE I0BE4E OT AOTOBOPEHOTO.

Cpox 32 H3bJIHEHHE HA OPLYKATA:
Cpok®bT 33 U3MBIHEHKE HA Topbukara e 1o 28.02.2017 r.

Cpox 11 HAaYHH HA J0CTaBKa

CITHH u Tybepkynosa

Besika oTnenna pocTaBka, IpeaMeT Ha HACTOSLIMS JOrOBOD, cleasa na Obae AocTaBeHa B
cpok no 10 (mecer) paboTHH K clie NONTyvaBaHe Ha 2asBKaTa-paspeNeieHUe OT Bb3IOKUTENA U
33 KONMYECTBATA, TOUYHO ONPEIENEHH B 3asBKATA. 3aSBKATAa-pasMpelesieHHe Ce DErHCTpHpa ¢
U3XOJAI HOMED OT HENIOBOACTBOTO M C€ BPHYBA OT eKcrepT OT OTheln ,.JlekapcTBeHH npouyktH,
MENULKHCKM H3AENHS H KOMUCHH™ Ha IUpeKius ,JlexapcTBeHa MOAWTHKA™ THYHO CPELly ITOANKUC
Ha NpeNCTABUTEN Ha W3ITBIHATE/IA 10 JOTOBOPa WK Ce U3JIpallla ¢ MPenopbyaHo HMCMO ¢ 00paTHa
pasnucKa, o (HAKC WK [0 eJICKTPOHEH BT NIPH YCHOBHATA M MO peila Ha 3AKOHA 32 eNeKTPOHHUS
AOKYMEHT U €NIeKTPOHHHUS NOJIIHC.

Hcuxuunu u nosedenuecku pazcmpoiicmeq, Oviycawiu ce HA ynompeba Ha onuoudu,
CHHOPOM HA 3agUCUMOCT

IMepBaTa QOCTAaBKa OT JABYMECeYHaTa 3asBKa — pa3lpele/iecHHe ce M3ITBbJHABA B CPOK 10 4
{deTupu) paOOTHH NOHM CHEA TIONYYaBaHe Ha 3asBKa — pasnpeleieHde OT BB3JOXKHUTENS W 3a
KOAWYECTBa, onpeaeneny 3a | (eqHa) ceamuna, ChbrizacHo CeIMUYHHS rpa(uK KbM 3asBKaTa.

Beska cneapauia execeMUYHA JOCTABKA B PAMKHTC Ha 3asBKaTa ce H3MbJIHABA Ha /-ud
(cenmus) JIeH OT HOC/]ENHATA /I0CTaBKa, B CHOTBETCTBME ¢ M3MCKBaHMATa Ha 4i. 13, an. 2 ot
Hapenba Ne 2 ot 20.06.2012 r. 3a ycnoBusTa H pella 338 OCELUCCTBABAHE Ha MIPOrpaMH 3a JIeYeHHe ¢
ArOHMCTH U ArOHHUCTH-AHTArOHMCTH HA JIHIA, 32BUCHMU KBM OHHORIM. 3aiBKaTa-pasnpeaencine ce
PETHCTPUPA ¢ U3XONSIL HOMEP OT AeTOBOACTBOTO I C€ BPBYBA OT €KCnepT oT otxen ,Jlekaperaeny
NPOAYKTH, MEIMUMHCKUA 437EiMsl W KOMHCHH" Ha IHpekius ,Jlexapcrsexa [OANTHKA" JAMYHO
Ccpelly MOMAMUC Ha NPEACTABUTE] Ha M3MBLJIHMTENA 110 NOrOBOpa MM CE€ M3Mpauia ¢ NpenopbyaHo
THCMO ¢ 00paTHa pasnucKa, o Gaxc uin no e/IEKTPOHEH ITbT IIPH YCJIOBUSTA H 110 peAa Ha 3aKoHa
3@ eJIEKTPOHHUSA JOKYMEHT H €JIeKTPOHHHS MOATNC.

MsicTo HA H3NIbJIHEHHE HA MOPbLYKaAT2

1. 3a MsICTO Ha JIOCTaBsSiHE HA JIeKapCTBEHH NPOLYKTH 3a Nedende Ha nauuertu cse CITHMH ce
onpeneNaT KpaHHWTE mnony4artend, cbriacHo Ilpunoxenne Ne la — Coucek Ha KpadHute
TI0J1yuaTeNd Ha NEKapCTBEHH NPOLYKTH 3a jieueHne Ha manueHTH cec CITMH npes 2016 1.

2. 3a MACTO Ha NOCTABAHE Ha JIeKapPCTBEHHTE MPOAYKTH 3a Ne4YeHHe Ha TyOepKylosa ce
onpejensT kpailnute nony4arend, cbriacHo Ilpunoxenue Ne 16 — Criucbk Ha KpadHHTE
TOTYUATE M Ha JIEKAPCTBEHH TIPOAYKTH 32 JICYCHHE Ha M2LREHTH C TyHepkyno3a npes 2016 .




3. 3a MsCTO Ha JOCTABSIHE Ha JIEKaDCTBEHHUTE IPOAYKTH 34 JICUEHUE HA NALUEHTH C IICHXUYHH
¥ MTOBEJICHUYECKH pa3CTPOMCTBA, IbIKAILY C€ Ha yrioTpeba Ha ONUOWAH, CHHAPOM Ha 3aBHCHMOCT C€
OIpenesiAT KpalHUTE fonydarend — jie4eQOHU 3aBelieHUs, MOJYYHJIM Pa3spelICHUE 3a JIEUCHHE C
ArOHHCTH M arOHHUCTU-AHTArOHUCTH Ha JIWI&, 33aBUCMMM K'BbM ONHOWAM 1o peaa Ha Hapenba Ne 2 ot
20.06.2012 r. 3a ycnoBusTa ¥ pela 32 OCHUIECTBSBAHE HA NPOrPaMH 3a JICYEHHUE C arOHHMCTH H
arOHKCTH-AHTArOHHCTH Ha JIMLA, 3aBHCHMH KBbM ormouau / obu., JIB, 6p. 49 ot 29.06.2012 r./,
cwriiacHo [1punoxxenne Ne 1B. .



Tpunooicenue Ne la

CIIUCHK HA KPAMHUTE ONYYATEJIM HA JIEKAPCTBEHHU IMPOAYKTH 3A
JJEYHEHUE HA TAIIMEHTH CHC CITUH ITPE3 2016 TOANHA

1. Crneunanu3upana O0JHUIA 22 aKTHBHO jJeYeHHe Ha MH(EKUHO3HU ¥ NMapa3suTHH fonecTH
IIpod. Ue. Kupos” EAJ] — rp. Codus; '

2. VYuuBepcuTeTcKa MHoronpodunHa Gonnuna 3a aktaBHO jedenue ,,CB. I'eopru™ EAJ] -
rp. [Tnosaus; ’

3. Muoronpodrnna SonHuia 3a akTuBHO neyenye ,,Ce. Mapuna” EAJI — rp. Bapua

4. YuupepcuTercka MHorompodunna Oonduiua 3a akTuBHO Jeyenue . JI-p [eopru
Crpancku” EAJ], rp. IlneBen;

5. Muoronpodunua GonHuia 3a akTHBHO Jieyenue ,,[Ipod. a-p Croau Kuprxosuu™ AJl, rp.
Crapa 3aropa.



Ipunoorcenue Ne 16

CIIMCHK HA KPAMHUTE IMOJYYATEJIU HA JEKAPCTBEHU MPOAYKTH 3A
JIEYEHUE HA ITAIIMEHTH C TYBEPKYJIO3A TIPE3 2016 TOAAHA

1. CrneuunanusupaHa 60JHMUA 32 aKTUBHO e4eHHE Ha NHEBMO-(QTH3HATPUYHY 3aboNsBaHus
EOO/ - rp. biaroesrpan;

2. Cneunanusupana 00MHHLA 3a aKTHBHO JIeYEHUE HA NHEBMO-QTH3HATPUYHH 3a00MSBaHUS
byprac EOOJ1 - rp. bByprac;

3. Crnenynanu3upana 00JHMUA 338 aKTHBHO JIeYeHHe HA THEBMO-QTHIMATPUYHH 3a00NsaBaHUs
Bapua EOOJ/I — rp. BapHa;

4. Crenmanusypasa G0JHHUA 33 AKTHBHO NEYEHHE HA THEBMO-(DTH3MATPHYHH 3a60NIBaHHsA

»A-p Tpeitman™ EOOJ — rp. Benuko TowpHOBO;

5. Muoronpodunna 6onHuNA 3a akTUBHO jedyernue ,,Creta [letka” Al —rp. Buaun;

6. Creuunanusupara G0JTHULA 33 AKTHBHO JIEYECHHE HA MTHEBMO-()TH3HATPUYHH 3a00ISBAHHUS
Bpaua EOOQJI — rp. Bpaua, '

7. Cnenuanuzrpasa O0JIHUIA 32 aKTHBHO JieyeHHe Ha Oenoadpobuu Gonectu EOO — rp.
['abposo;

8. Jlercka cneuncmmnpaﬁa Honuula 3a JONEeKyBaHe H HpOIIBJT)KHTCIIHO NeYeHHe Ha
6enoapobru Gonectr ,,1lapuna Hoanna™ EOOJI — rp. Tpsasua;

9. Mmnoronpodunna 6onauua 3a aktusHo nedenune Jobpua ALl ~ rp. Hobpu;

10. IspxapHa neuxuHaTpHyHa Sonnyna — ceito Kapeyna, 06, Jlo6puy;

11. MHoronpodunna Oonuuia 3a axrusao aedenue ,JI-p Aranac Jadosckun” Al — rp.
Kbspnxanu;

12. Muoromnpogpunna donuuna 3a akTuBHO neuedHue ,JI-p Huxona Bacuner” Al — rp.
Krocrennun;

13. Muoronpopunna Gonurua 3a axkruBHo jevenue ,.Ce. Mpaw Puncxu” EOOQL - rp.
JynHuua;

14. Crienjuanusnpana 60THHIA 32 aKTHBHO JIeYeHNe Ha MLIEHN OT cBoOo4a — rp. Jlosew,

15. Cneunajm3upana 60/1tiKkUa 33 aKTHBHO JISUeHHe Ha oenoap06};n 6onectn Tposs EOOJ] ~
rp. Tposn;

16. Muoronpodunsa O6onHuna 3a akrtupuo nevenne ,J-p Cramen Wimes” Al — rp.
Mowurana;

17. Cneunanusupana 60/ HHUA 33 AKTHBHO JICYSHUE HA MTHEBMO-(PTH3HATPHUHM 3ab0onsIBaHHS
Mazapioxuk EOO/] — rp. [Tazapmxuk;

18. Cneunannsnpana 60anKIA 32 aKTHBHO jleuenne Ha OesoapobHu 6onectu [lepunk EOOJ]
- rp. [lepuuxk;

19. YuuBepcutercka MHoronpoduiHa Oonnuua 3a axtMBHO Jieuenne JI-p Teopru
Crpancku” EAJl- rp. Ilnesen;

20. YHuBepcuTercka MHoronpogmiHa 6oiHuna 3a akTMBHO seuenue ,,Ceetd I'eopru” EAJL -
rp. [InoBnus;

21. Muoronpodunda Gonnuia 3a aktusHo nevenite ,,Ce. Msan Puncku™ AL - rp. Pasrpan;

22. Coeunanuzupana OoJiHMLA 32 aKTHBHO JICUECHHE Ha NTHEBMO-(QTH3HATPHYHYU 3a00NABAHUA
Pyce EOOJ] — rp. Pycs;

23. Muoronpodunxa Gonnuna 3a akTHBHO neueHue Cuancrpa A/l — rp. CuitueTpa,

24. Muoronpodunna SonHuna 3a aktusHo siedenue ,,Ji-p Mpan Cenuvunckn” Civben AJl -
rp. Cnuben;

25. Muoronpedunna Gonnuna 3a aktusHo nedenne . J-p bparan Hlykepos” Cumonan Al -
rp. Cmomnsiy;

26. Cneunanusupana OOJIHKIlA 3 aKTHBHO JicueHne Ha Oemoapobuu Gonectw ,,Cs. Copust’™
EAJl - rp. Codus; '

27. Cneunanusupana 60IHMIA 3@ aKTHRHO JICUSHME HA MTHEBMO-(PTH3WATPHIHM 3a00SBaAHUS
Codus obmact EOOI - rp. Codus;



28. Crnenuanu3upana OONHMUIIA 32 aKTHBHO jieUeHHe Ha THEBMO-(PTH3HATPUYHM 3a005BaHHS
Codus rpag EOO/ - rp. Codusi;

29. Crneyunanuzupana OofmHMIA MO MHeBMO-(TH3HATPUYHH 3a00JABaHHS 3a JOJIeKYBaHe,
NPOIBIKUTENHO Jieuenne u pexabunutauns ,,Lap @epaunann [” EOOJ — ¢. Uckpew, 061. Codus;
30. Muoromnpoduita 6oHuIa 33 akTHBHO Jeverne Toprosuwie AL - rp. Teprosuiue;

31. Cneunanu3upana 00JIHUIIA 3@ aKTHBHO JIEUEHHE HA ITHEBMO- q)'rmHananH 3ab0sIBaHUS
Crapa 3aropa EOO/] — rp. Ctapa 3aropa;

32. Muorornpodumxa Sonnula 3a akTuBHO Jigdenue EAJl — rp. Omyprar;

33. Cneuunanu3upada O0/IHHIIA 32 AKTUBHO JIeUeHHE Ha THEBMO-(PTH3RATPUYHM 3a00A9BaHHS
Xackoro EOO/] - rp. XackoBo;

34. Muoronpodunnaa 6onanua 3a aktuBHO neuerue lymen AJ] - rp. llymen;

35. Mroronpodunna 6onHuna 3a aktuBHO neuyenue ,,Ca. [Tanranetimon™ AJl — rp. SAmbGoit.



IIpunooicernue No 16

CIIUCBbK HA KPAUHMUTE TOJIVYATEJIM HA JIEKAPCTBEHM IPOJYKTH 3A

JEYEHUE HA NMAIIMEHTY C IMCUXUYHU U NMOBEAEHYECKH PA3CTPONCTBA
ITPE3 2016 TOAUHA

1. ATTICMII - LIT13 — Bapua” EOO/, rp. Bapsha;

2., Jlosepue 3a 3xpase — ATCMIT” OO/, rp. Codus;

3. JITBJIHA rp. Codus;

4. ,lentsp 3a ncuxuyHo 3apape - [nosnus” EOO]L, rp. [lnosnus;

5. ,.3apase 2010 — ATTICMIIT” OO/L, rp. Codus;

6. ,.llenTsp 3a ncuxuuHo 3/1pase - Bpaa” EOOJI, rp. Bpaua;

7. ET ,JA-p Benuecnara Iumutpora - AUIICIIT”, rp. Inosnus;

8. ..llenTtdbp 3a nicuxuuno 3apase - Pyce” EOOJ, rp. Pyce;

9. ., Jd-p Cr. Jlazapos AUTICIIIT -2010” EOOJ, rp. Ilnosaus;

10. ,,lentip 3a ncuxuuno 3apase - Copus” EOO/L, rp. Codus;

1., ATTICHIT - ®uminononuc” OO/, rp. ITnosaus;

12.ET ,,MTICMIT - o-p B. Exora”, rp. Codus;

13.,.llenTsp 3a neuxuyHo 3apase I-p [1. Cranyes — Jo6puy” EQOI, rp. JTobpuy;
14. ET ,,[I-p Benucnasa Maptunosa — ACMIT - UTTIT”, rp. Jlosey;
15.,,UenTop 3a ncuxuuno 3spase — Bemko Tepuoro™ EOO/], rp. Benuko Toproso;
16. ppxaBna ncuxuarpriuna donuuna — [Tazapmkux, rp. Tlasapoxkuk;
17. ML ,.Xopuzort - AUCMIT” OOQ], rp. Codus;

18. . ITIMCIII — Koes u cue” OO/, rp. Codus;

19. ATTICMIT - n-p Tunka Hauesa OO/, rp. Ctapa 3aropa;

20.ET ,,AUIICIIMIT - I-p Anexcannsp Kanuenos”, rp. Crapa 3aropa;
21 ACMIT-UITHUCMIT-TICUXUATPUYHA Hanexna EOOJ, rp. Codusi.



I'JIABA 111
Paznen 1
KPUTEPUM 3A OLIEHKA HA O®EPTATA

3a BCsKa OTAENHA odepra, KOSTO OTroBaps Ha M3MCKBAaHUATA HAa 3aKOHA 3a OOIIECTBEHUTE
NOPBYKM U U3UCKBAHUATA Ha Bb3noxxuTens, nocoueHy B HACTOSILATA TOKYMEHTALIUS, Ha3HAUYEHATa
KOMHCHS H3BBPIIBA Kjacallus, Bb3 OCHOBA Ha KpuTepus no wi. 37, ain. 1, 1. 1 ot 30I1 — ,,Haii-Hucka
nena” /6e3 JIC/ .

Kannunatst, nonan odeprara ¢ Haif-HHCKaTa NpeaiioxkeHa obIa IieHa ce Kjlacupa Ha IIbPBO
MSACTO U C€ Onpezess 3a U3IbIHNUTEN Ha 00LIeCTBEHATa MOPBYKA.



