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JOKYMEHTALUA

3A YYACTHE B OTKPUTA MPOLHEAYPA 110 PEJJA HA
3AKOHA 3A OBIIECTBEHUTE ITIOPBYKH

C OIPEJIMET:

»J10CTaBKA HA OHONIPOIYKTH, 10 000CO0EHH MO3ULIMH KAKTO CJIeiBa:
Oo60ocodena mosunms Ne 1: Jloctapka Ha TpuBajieHTHA )KHMBA N0JIMOMHEIUTHA BAKCHHA, €
Me:xayHapoaHo HennaTeHTHO HauMeHoBaHue Poliomyelitis vaccine (live attenuated);
O0ocoOena mo3nnms Ne 2: JloctaBka Ha TpuBajieHTHA HHAKTHBHPAHA NOJMOMHUEINTHA

BaKCHHA, ¢ MeKayHapoaHO HenaTeHTHO HauMeHoBaHue Poliomyelitis vaccine (inactivated)"

OnooOpena ¢ PemieHne No .....ccovvviennnnes [everessasessnnonnne 2014 r.

Codmus, 2014 1.



YK A3 AHMU A

KbM YYACTHULUTE

3A

PEJA U YCJIOBUSATA 3A YHACTUE B OTKPUTA ITPOLUHEAYPA 3A Bb3JIA'AHE HA
OBIIECTBEHA ITIOPBYKA C IIPEJMET:

»/10CTaBKa Ha OMONIPOAYKTH, 10 000c00eHHN MO3UIIUM KAKTO CJleBa:

Oo60ocobena mosunms Ne 1: JloctaBka Ha TpuBajieHTHA )KHMBA N0JIMOMHEJIUTHA BAKCHHA, C
Me:xagyHapoaHo HenaTeHTHO HauMeHoBaHue Poliomyelitis vaccine (live attenuated);
O0ocobena mo3unms Ne 2: JlocraBka Ha TpuBajieHTHA MHAKTUBHPAHA NOJMOMHUEJINTHA
BaKCHHA, ¢ MeKIyHApOaHO HenmaTeHTHO HanMeHoBaHue Poliomyelitis vaccine (inactivated)"

Codus, 2014 r.



YBAXKAEMMU I'OCITIO’KHU U T'OCITIOIA,

MuHHCTEPCTBO Ha 3/IpaBeolla3BaHETO, HA OCHOBaHWe Pemenue Ne .............. [ooo..... 2014 1. 3a
OTKpUBaHE Ha MpoLie/lypara, B KaueCTBOTO My Ha Bb3ioxkuren, OTHpaBs MOKaHA KbM BCHUYKU
3aMHTEPECOBAHU JIMIIA 32 y4acTue B OTKpHUTA MpOLEAypa 3a Bb3jaraHe Ha OOIIeCTBEHA MOpPBUKA C
peaMeT: ,,/[ocmaeka na 6uonpoodykmu, no 0060codenu no3uUyUU KaKmo ci1eoea:

Oobocobena nozuuyua Ne 1: /locmasexka na Tpueanenmmna >cuea noauomMuenumna 6aKCuHa, C
Mesiwcoynapoono nenamenmno naumenosanue Poliomyelitis vaccine (live attenuated);
Oobocobena nosuyua Ne 2: Jlocmaexka na Tpuseanenmuna uHAKMUGUPAHA NOJTUOMUETUMHA
eéaxcuna, c Mesxcoynapoono nenamenmno naumenosanue Poliomyelitis vaccine (inactivated)'
Ha ocnoBanme um. 64, an. 3 or 3O0Il, or marata Ha nyOJIMKYyBaHETO Ha OOSBICHHETO 32
oOmiecTBeHara MOpbyka, Ha BCHUYKHM 3aWHTEPECOBAHM JHIIA CE€ NPEJOCTaBs MHbBJIEH JOCTHI IO
€JIEKTPOHEH MbT JI0 JOKYMEHTAIMATA 32 Y4acTHE B MpoleAypaTa Ha CIEIHUS UHTEPHET ajpec Ha
MUHUCTEpCTBOTO Ha 3/paBeolna3BaHeTO (IIOCOYEH U B OOSBICHUETO 3a OTKpUBaHE Ha
npoueaypara): http://www.mh.government.bg, Pyopuka ,,O01mecTBeH# mopbyxu’.

Ilenata Ha mokyMmeHTanusATa ¢ 6 jB. (LIecT jeBa), KaTo IUIallaHeTo TpsOBa Aa Ob/ie U3BBPIICHO 110
cMeTka Ha MuHHCTEpCTBO Ha 3japaBeona3BaHeTo — banka: BHB Ilentpanno ymnpasnenue, BIC:
BNBG BGSD, IBAN: BG83 BNBG 9661 3000 1293 01, B miaTeXHOTO HapeXaaHE ce IMOCcOoYBa
HOMEpa Ha PEIICHUETO Ha MOopbuKaTa WM B Kacata Ha MMHHCTEPCTBO Ha 3/paBeolla3BaHETO Ha
anpec: rp. Codus - 1000, m. ,,Ceera Hemens Ne 5, er. 4.

JlokymeHTalusATa 3a y4yacTHE MOKe Ja ce 3asBsiBa mnpenBaputenHo Ha Ttein. 02 9301 461.
JlokyMeHTanusaTa ce mnoiydaBa Bceku paboreH neH oT 9,00 waca mo 17,30 uwaca Ha ampec - rp.
Codus - 1000, . ,,Ceera Hemens” Ne 5, cr. 211 cpemnry mpeacraBsiHe Ha JOKYMEHT, JTOKa3Balll
3aKylyBaHETO ¥ Mo ChbOTBeTHUS pen a0 10 nHU mpeau M3TUYAHE HA CPOKA 3a MOJy4yaBaHE Ha
odeprure.

JIumata uMaT MpaBo Ja pa3rieaar JOKYMEHTAIUATa PEAU Ja s 3aKyIIsT.

VYyacTHUIIMTE B Tpolleaypara cienBa jJa MperjienaT U jJa ce€ ChoOpa3siT ¢ BCUYKU YKa3aHWUs,
o0pasiy, yCIOBUS U U3UCKBAHMsI, TIOCOYEHH B JJoKyMeHTausTa.

OdepTuTe HA YIaCTHUIUTE IIE C€ IPUEMAT Ha aapeca Ha MUHHUCTEPCTBOTO Ha 37IpaBEOMNa3BAHETO:
rp. Codus, mn. ,,Ceera Henmens” Ne 5, Bceku paboten neH ot 09:00 u. mo 17:30 4. mo nmarara,
nocoyeHa B pazzen IV.3.4. ,Cpok 3a mosnydyaBaHe Ha odepTH WJIM HA MCKaHUS 3a ydacTue” OT
00SIBIIEHUETO 32 MOPBHYKA.

Odeprute me ObAAT pas3rienaHu, OIEHEHU W KJIACHUPAHU OT KOMHCHS, KOSTO 1€ 3all0YHE CBOSTA
pabota B neHs M yaca, mocoueHH B pazgen [V.3.8 “YcmoBus 3a orBapsiHe Ha odeprure” OT
OOSIBJICHHETO 3a TOpPBHYKA, B Crpajara Ha MUHUCTEPCTBOTO Ha 3/paBEOIa3BaHETO, HA ajapec: Tp.
Codus - 1000, m. ,,Ceta Hegensa” Ne 5.

Bceku yuacTHHUK MOXe J1a M3MpaTH CBOM MpeAcTaBuTeN (3aKOHEH WM U3PUYHO YITBIHOMOIIEH) J1a
MpPUCHCTBAa MpPHU OTBapsHe Ha odeprtute. IIpencraBuTenar ce aomycka MpU MPEACTaBIHE Ha
JOKYMEHT 3a CaMOJWUYHOCT W CBOTBETHOTO WIBIHOMOIIHO (W3BBH CIIy4yauTe€ HAa 3aKOHHO
MIPEJICTAaBUTENICTBO TI0 CUJIaTa Ha ChJEOHO pelIeHHE).

[Ipencenarenar Ha Ha3Ha4YeHATa OT BB3I0XKUTENS KOMHUCHS III€ 00SBU JaTaTa, 9aca U MsCTOTO Ha
OTBapsiHE U OTIOBECTSBAHE HA IIEHOBUTE OPEPTH MUCMEHO JI0 BCEKU YYACTHUK U 4pe3 0OsBsSBaHE Ha
MOCOYEHHUsSI B  HaAcTosIaTa JOKYMEHTAIMsl HWHTEpPHET aapec Ha  MUHHUCTEPCTBO Ha
3mpaBeonasBanero: http://www.mh.government.bg, PyOpuka ,,O0mectBenn mopbuku”. 3a
pe3yATaTUTE OT OIEHSIBAHETO HA OPEPTUTE BCEKU YUACTHHUK I1Ie OBJIE YBEIOMEH MTHCMEHO.

3a nonbaHUTeTHA HHPOPMALHS U BBIPOCH MOKeTe J1a ce 00pbIaTe KbM:

WBo SHues,

I'naBen excniept B aupexuus ,,MOTT*

Ten.: 02/9301466

Anpec: rp.Codus, m. ,,C. Hegens* Ne 5
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CbAbP/KAHUE

YACT |

1. Pemenune 3a oTkpuBaHe Ha OOIIECTBEHA MOPBYKA, KATO 3aBDKUTEIICH oOpasel, 0J100peH OT
ATeHIHsITa 1O 00IIEeCTBEHU TTOPHUKH

2. O0sBieHUE 3a 00IIECTBEHA MOPBHYKA, KaTO 3aIbDKUTEIICH 00pa3ell, 0JJ00peH OT ATCHIMATA 110
OO0IIECTBEHH OPHUKU

YACT 11

I'TABA 1. YKA3AHUSA 3A YHACTHUE B OBIIECTBEHATA ITIOPBYKA

Pa3nen 1. O6ma napopManus 1 00 U3UCKBAHUS KbM JIOKYMEHTAIIUSITA

Paspea II. IIbs1HO onvcanue Ha peaMeTa Ha IOpbUYKaTa

Pasznea II1. M3uckBaHusi KbM YYaCTHUIIUTE

Pazgen IV. YcnoBus u pasmep Ha ['apannusara 3a yuactue u ['apaHuusTa 3a U3IbJIHEHUE

Pasznen V. KoMmyHuKalus MEXIy Bb3JIOKUATEIIS U YHACTHUIIUTE

I'TABA 1I. TEXHUYECKA CIHEHU®UKALUA

I'JIABA I1l. KPUTEPUM 3A OLIEHKA HA O®EPTATA IO 4WJ1. 37, AJ1. 1, T. 1 OT 3011
I''TABA 1V. OBPA3IIA HA JOKYMEHTHU 3AYUYACTHE B ITPOLE/ITYPATA

OBPAJ3EILI- Odepta

OBPAJ3EL] — Jlexnapanus 3a peructpauus no 3TP

OBPA3EILl — lexnapamus no ui. 47, an. 1, 1. 1 (6e3 6. ,,6), an. 2, . Suan. 5, 1. 1 or 30I1

OBPA3EIl — Jexnapanus no ui. 47, an. 1, 7. 2 u 3, an. 2, 1. 1, 3 u 4 u an. 5, 7. 2 or 3011
OBPA3EILI — [exnaparius 3a y4aCTHETO WU HEY4aCTUETO HA MOIU3IBIHUTEITU

o wi. 56, ain. 1, T. 8 oT 3akoHa 3a 00IIECTBEHUTE MMOPHUKHU

OBPA3ELI — eknapartius 3a ChIiiacue 3a y4acTUe KaTo MOAU3IIBJIHUTEI

OBPA3EILl — Jlexmapanus mo wi. 56, am. 1, 1. 12 or 3akoHa 3a OOIIECTBEHUTE IMOPHUKH 32
MpueMaHe Ha yCJIOBUATA B MPOEKTA HA JOTOBOPA

OBPA3EILI — Texuuuecko npeaioxenue mno 4i. 56, an. 1, t. 7 ot 3011

OBPA3EI] — IIpoekT Ha 10roBOp

OBPA3EII — lenoBo npeanoxenue, cbrinacHo wi. 56, an. 1, T. 10 ot 30I1



YACT I

1. Pemenne 3a OTKpHUBAHE Ha 06I_HCCTB6H3 IIOpBHhUKa, KaTO 3aABbJKHUTCIICH 06pa3eu, oz[06peH OoT

ATeHIHsITa 1O 00IIEeCTBEHU TTOPHUKH
2. O0sBieHUE 3a 00IIECTBEHA MOPBHYKA, KaTO 3aIbDKUTEIICH 00pa3ell, 0JJ00peH OT ATCHIMATA 110

OO0IIECTBEHH OPHUKU



YACT 11
I''TABA 1
YKA3AHMSA 3A YYACTHUE B OBIIECTBEHATA ITIOPBYKA
PA3JIEJI I
A. OBIIA TH®OPMAIIUA

1.1. BB3JIOXKUTEJL

MUHHCTEPCTBOTO Ha 3/paBEONa3BAaHETO € IOPHIMYECKO JUIE U MMa MpaBO Ha COOCTBEHOCT U
camocrosiTesieH 0rokeT. Opran Ha U3IMIBJIHUTEIHATA BJACT B MUHUCTEPCTBOTO € MUHUCTBPBT.
MuHUCTBPBT Ha 3/ApaBeomna3BaHeTo € Bb3noxuren mo cmuchia Ha ui. 7, ain. 1 ot 3O0IL
Bp3noxuren mo Hacrosiara mopbyka MO CMUCHJIA Ha wi. §, aj. 2 Ha 3aKoHA 3a OOILECTBEHUTE
nopbukn (30I1), e n-p boiiko IleHkoB - 3aMeCTHHK - MHHUCTBD Ha 3paBEOIIa3BaHETO,
Bw3noxwuren, cprimacHo 3amosen NeP/[-28-212/30.09.2013 r. Ha MUHHUCTBpA Ha 37[paBEOIa3BaHETO.

1.2. IPABHO OCHOBAHHUE 3A OTKPUBAHE HA IIPOLIEAYPATA

Bu3noxkurensat o0sBsiBa HacTosIaTa MpolEAypa 3a Bbh3jJaraHe Ha OOIIECTBEHA IOpBHYKA Ha
ocHOBaHHWe wi. 16, an. 1, anm. 4 u an. 8, BB Bpb3Ka ¢ [1aBa mera oT 3akoHa 3a OOIIESCTBEHHUTE
MOPBYKH.

1.3. MOTHUBHU 3A NU3b0P HA ITIPOLIEAYPA 110 BB3JIATAHE HA IIOPBUYUKATA

C TIlportoxon Ne 45 ot 06.11.2013 r. na Munucrepcku cbBeT € npuer [lnan 3a oBnaasiBaHe Ha
KpU3MCHATa CUTyallds Bb3HHKHANA BCIEACTBHE Ha 3aCHWJICHHS MHIPALMOHEH HATHCK KbM
teputopusTa Ha PenyOnuka boarapus. [Inanst npeasuxia 1a ce npeanpuemMar or MUHHCTEPCTBO
Ha 37paBEeONa3BaHETO MPOTUBOCHHAEMUYHN MEPKHM 3a HEJONMyCKaHE pa3BUTHUE HA Pa3IMYHU
BUPYCHHU 3a00JIIBaHUSI M CMHAEMHH, BKIIOYUTEIHO M TaKMBA HECMEUU(PUYHM 32 TEPUTOPUSITA HA
ctpanata. B 1. 144 u 1. 14.5 oT 3aj0’)KeHUTE JEHHOCTH 3a TOCTUraHe Ienute Ha Ilmana e
npeABueH0 MUHUCTEPCTBO Ha 3/ipaBeona3BaHeTo a 3akynu 1o pena Ha 3011, ciennute BakCUHU:
- 10 000 mo3u IPV (MHAKTHMBMpaHA WHXKEKIMOHHA MOJIMOMHUENINTHA BAaKCHHA) 3a OOXBalllaHE Ha
nepconan (AAB, UAT'TL, Jupekuus "Murpanus", OIMBP, ciyxurenu Ha o0J1acTHU ynpaBu U JIp.)
B IIPSIK JOCTHI ¢ Oexxannu Ha croitHocT 120 000 8. ¢ AJ1C;

- 52 500 no3u OPV (xuBa opajHa MOJMOMUETMTHA BaKCUHA) 32 0OXBAIllaHE HA BCUYKHU BJIM3AIIN B
CTpaHaTa O€XaHIM, KOUTO WIBAT OT 3apa3eHH CTPaHH W MapTrUHAIM3HPAHU TPYIH, KUBECHIH B
OJIM30CT 10 pa3KpUTUTE Ha TEPUTOPHSATA HA CcTpaHaTa LEHTPOBE 3a MUrpaHTU Ha cTtoiHOocT 50 000
nB. ¢ JJC.

[IpenaBun 0OCTOSATEICTBOTO, Y€ €CTECTBOTO HA JOCTAaBKaTa IMO3BOJSIBA JIOCTATHYHO TOYHO Ja CE
OTIpEAENAT TEXHUYECKUTE CHeNU(UKAUMKA W HE ca HAIMWIE YCJIOBUATA 3a MPOBEXKIaHE Ha
ChCTE3aTeJIeH JUAJOr WM HSAKOS OT MPOIEAYpPUTE Ha JOroBapsiHe - ¢ oOsiBlieHHe wid 0e3
o0siBneHue, OE3CMOpPHO € HalHIle BH3MOXKHOCT M YCIOBUS OOIIECTBEHaTa MOpbUKAa Ja Oble
BB3JIOXKEHA 110 MPEIBUJICHUS B 3aKOHA 3a OOIIECTBEHUTE MOPHUKH Pl 32 OTKPUTA IIPOLIEeypa.
[IpoBexnanero Ha mpensuaenara B 30I1 oTkpurta mpoueaypa rapaHthpa B HaW-rojiiMa CTENEH
MyOJUYHOCTTAa HAa BB3JAraHe W3MBIHEHUETO Ha TMOpbUKaTa, peCcI. MPO3pavyHOCTTa TpH
pa3xo/IBaHeTO Ha ((MHAHCOBHUTE CPEJICTBA IO MPOEKTA.

C men 1a ce ocuUTypu MaKCUMaTHa MyOJIUYHOCT, PECTIEKTUBHO Jia C€ MOCTUTHAT U Hail - 1o0puTe 3a
Bb3noxxurens ycioBus, HaCTOSIIaTa OOIMIECTBEHA TOPHUKA CE Bb3JIara MMEHHO IO MOCOYSHUS BH/T
MpoIieaypa, mejaTa Ha KOsITo, OT Apyra CTpaHa € Jia 3alluTH OOIIECTBEHUS MHTEPEC, MOCPEICTBOM
OCBIIECTBSIBAHE HA KOHTPOJ BHPXY Pa3x0JBaHETO HA CPEJACTBA OT OrokeTa HAa MUHHCTEPCTBO Ha
3/IpaBEOIa3BaHETO W €IHOBPEMEHHO C TOBa Ja HACHhPYM KOHKYPEHIIUATA, KAaTO CH3AaJ€ pPaBHU
YCIJIOBHSI M IPO3PAYHOCT MPHU Y4ACTUETO B IIPOLIEypaTa.

b. O U3NCKBAHUA KBM JOKYMEHTAIUATA. MSACTO U CPOK 3A
ITOJABAHE HA O®EPTHU.

VY4YacTHMLIM, KOMTO HE ca 3aKylWIM HAcTOsIIaTa JOKyMEHTallMsd, He MoraT Jia ydacTBaT B
nponenypara. IlpencraBsHero Ha odepTa 3ambKaBa YYacTHHKA Ja MPUEME HAITBJIHO BCHYKU
W3HCKBAHUS U YCIIOBMS, TIOCOYEHH B Ta3u JOKyMEHTAls, IpU cra3BaHe M3uckBaHusATa Ha 3011
IlocTaBsiHETO OT cTpaHa Ha Y4YaCTHMKA Ha YCJIOBUS M W3HUCKBaHMS, KOUTO HE OTroBapsT Ha



00sIBEHUTE B [OKYMEHTAIMSTA, BOAM JO OTCTpaHSABaHE HA TO3M YYaCTHUK OT Yy4acTHE B
npoueaypara.
Jlo m3TM4aHe Ha cpokKa 3a MojaBaHe Ha Oo(epTHUTe, BCEKH yYAaCTHUK MOXKE Ja MPOMEHH, JTOIbIHU
WM OTTer M odeprara cu.
Odeprara ce U3roTBI W MpeAcTaBs Ha ObArapcku e3uk. KoraTo ydyaCTHHKBT B IpoleaypaTa e
YyXAeCTPaHHO (PU3HUECKO WM I0OPUAUYECKO JuIe, odeprara ce nojaBa Ha ObJIrapCKu e3UK.
Odeprara ce moanucBa OT MPEACTABISABAIIUS YYaCTHHKA WIM OT HAJUICKHO YITBIHOMOIICHO/U
oune/a, Karo B odeprata ce mpuiara MbIHOMOIIHOTO OT IMpeJCTaBisBallMs ydacTHHKa (C
M3KIIIOYCHHE HAa M3UCKYeMHUTE HOKYMEHTH, KOUTO OOCKTHBHMpPAT JIMYHO H3SBICHUE HA KOHKPETHO
Jaune/a - TpeACTaBisBall/M ydyacTHHUKA, W HE MoOraT Ja ce MOAMNMIIAT U TMPEACTaBiIT OT
II'bJTHOMOIIHUK).
Koraro 3a HSKOM OT MOCOYEHHUTE OKYMEHTH € OIpEAeNieHO, Y€ MOXKE Ja Ce MPEICTaBAT upe3
«3aBEPEHO OT YYAaCTHHMKA KOITHE, 33 TAKBB JJOKYMEHT CE€ CUMTA TO3H, PH KOWTO BHPXY KOMHUETO Ha
JOKYMEHTa TMpEACTaBIsABALIMAT YyYacTHHKa € rmocTaBuin Tpud «BspHo ¢ opurunamay,
COOCTBEHOPBUEH MOAIUC ChC CHH IBST MOJI 3aBEPKATa M CBEX MeYaT B MPUIOKUMHUTE CITydau.
[IpencraBenute oOpasuu B AOKYMEHTAIMsATa 3a y4acTHE U YCJIOBUATA, OMUCAaHH B TAX, ca
3aJUBJIKUTEIIHU 32 YYACTHULIUTE.
CpoxbT Ha BaJIMAHOCT HAa odepruTe TPsAdBa Na ObJe CbOOpa3eH C OmpelesieHHs CPOK B
005IBJIEHHETO 32 o01ecTBeHaTa nopbuka — 90 KaJleHIapHU AHU, CYUTAHO OT AATATa, TIOCOYCHA
KaTo KpaeH CPOK 3a MojyyaBaHe Ha oepTUTe, U MPEACTABIISABA BPEMETO, IPE3 KOETO YYACTHUIIUTE
ca 0OBBbp3aHU C YCIOBUATA Ha MPEACTABEHUTE OT TIX odepTu. Bb3noKUTENAT MOXKE J]a U3UCKA OT
KJIACUPAHUTE YYaCTHUIM Ja YABJDKAT CpOKa Ha BaJIMAHOCT Ha odepTUTe cu 10 MOMEHTa Ha
CKJIIOYBAHE Ha JJOrOBOpa 3a 00IIeCTBEHATa OPbUKA.
Msacmo u cpok 3a nooasane na oghepmu
XKenaemure na ydactsar B Mpolieypara 3a Bb3jlaraHe Ha OOIlleCTBEHATa MOpPbUKa MOJaBaT JUYHO
WIM 4Ype3 YIBIHOMOIIEHO JHIle O(epTUTE CHU B JEJIIOBOJACTBOTO Ha MUHHUCTEPCTBOTO Ha
31paBeonasBaHero, aapec: rp. Codus - 1000, mn. ,,Cera Henena” Ne 5, maprepeH eTax, BCEKH
paboren aeH ot 09:00 4. mo 17:30 4. Ha gartara, MOCOYEHU B OOSBICHUETO 3a OOIIECTBEHATA
MOpBYKA.
AKO y4acTHUKBT M3Ipalia opeprara ype3 MpenopbyuaHa Molla Wik Kypuepcka ciryx0a, pa3xoanTte
ca 3a HeroBa cMeTka. B To3u ciydail Toit cienBa ga m3mpatu odeprara Taka, 4ye ga o0e3neyu
HEHHOTO MPUCTUTAHE HA TIOCOYEHUS OT Bb3n0oxkuUTENS aapec npeau U3THYaHe Ha CpPOKa 3a M0JlaBaHe
Ha odeptute. PucksT oT 3a06aBa mnu 3aryoBane Ha odepraTa € 3a ydacTHUKA. BB3IOXKHUTENAT HE ce
aHTaXupa Jia ChACICTBa 3a NIPUCTUTAHETO Ha odepTara Ha ajpeca U B CPOKa OINpPENEIeH OT HETo.
Y4acTHUKBT HE MOKE J]a UCKa OT BB3M0KUTENs ChACHCTBUS KaTO: MUTHUYECKO OCBOOOKIaBaHE Ha
IpaTkKa; nojy4yaBaHe uype3 MOUCKBAHE OT MOIIEHCKH KJIOH; B3aUMOAECUCTBUS C KypUEpH WU APYTH.
Odeptute ce mogaBaT B 3ane4araH, HEMPO3payueH, ¢ HEHAPYIICHA ISJI0CT TUIUK U C HAJIMHUC:
1. 1o MunucrepcTBO Ha 31paBeona3Baneto, rp. Copus — 1000, ni. ,,CBera Hegens” Ne 5
»OdepTa 32 yuacTue B 0011eCTBEHA NOPbYKA, € MPEIMET:

»JlocTaBKa Ha OMONPOAYKTH, 10 000CO0EHH MO3UIUN KAKTO CJeABa:

O0ocobena mno3umumuss Ne 1: Jlocrabka Ha TpuBajeHTHa ’KMBa IOJMOMHEJIMTHA
BaKcMHa, ¢ MexIyHapoaHO HenaTeHTHO HauMmeHoBaHue Poliomyelitis vaccine (live
attenuated);

O6ocobena mo3umusi  Ne 2:  Jloctrapka Ha TpuBajneHTHa HHAKTHBHpPaHA
NMOJTMOMHEJIMTHA BaKCHMHA, ¢ MekIyHapoaHO HenmaTeHTHO HauMmeHoBaHue Poliomyelitis
vaccine (inactivated)"

Oobocooena nozuyua M ...... c npeomem ......

2. HaumenoBanue, aapec, TejieoH U MO BB3IMOKHOCT (akc M eJeKTPOHEH ajpec Ha
y4acTHHKA.

3. Cnennoro npenmucanue: ,Jla He ce oTBapsi Npeau pasrjexIaHe OT CTPaHa Ha
KomMucusita 3a oueHsiBaHe U KJacupaHe’.

4. Jlo m3TM4aHe Ha Cpoka 3a IoJyyaBaHe Ha O(epTH BCEKM YYACTHMK MOXKE J1a IPOMEHH,
JIONBJIHU MM OoTTeryn odeprara cu. OTTErnsHETO Ha odeprara MpeKpaTsBa IMO-HATATHUIHOTO



yJacTHe Ha y4yaCTHHKa B mpoueaypara. JlombJIHEHHETO W NpoMsHaTa Ha odeprata TpsOBa na
OTrOBapsT Ha U3UCKBAHUATA U YCIIOBHATA 3a MPEICTaBSIHE HA MbPBOHAYANIHATA OepTa, KaTo BbPXY
wka Obpae ordenszan u Tekct ,,Jlombinenue/I[IpomsiHa Ha odepTa/c BXOIAI] HOMEP..........v......
3a yJacTHe B OTKpuTa mpoueaypa mno peaa Ha 3011 ¢ mpeamer:

»Jl0CTaBKa HA OMONPOIAYKTH, M0 000C00EHH NMO3UIIMU KAKTO CJIeBa:
Oo6ocodena mo3unusa Ne 1: loctapka Ha TpuBajieHTHA KUBA MOJMOMHEIUTHA BAKCHHA, C
MeskayHapoaHo HenmaTeHTHO HauMeHoBaHue Poliomyelitis vaccine (live attenuated);
Oo6ocodena nmo3unusa Ne 2: Jlocrabka Ha TpuBajleHTHA MHAKTUBMPAHA MOJHOMHEJINTHA
BAaKCHHA, ¢ Me:xXIyHapoaHO HenmaTeHTHO HauMeHoBaHue Poliomyelitis vaccine (inactivated)"
Obocoodena nozuyua M ...... c npeomem ......

Ilpuemane na oghepmu / epvusane na ogpepmu

[Ipu monaBaHe Ha odeprara W MPUEMAHETO W BBPXY IUIMKA ce OTOENsI3Ba BXOMISI] HOMED, JAara U
4yac Ha IOCTBIIBAHE M IIOCOYCHHUTE JAHHM ce OTOeNsA3BaT BbB BXOJSIL PErHCTBP, 3a KOETO Ha
IIPUHOCUTEIIA C€ U3/]aBa JIOKYMEHT.

OdepTH, KOUTO ca NMpeCTaBeHHU CIe]] KpalfHUs CPOK 3a MoJIyyaBaHe WM B He3alledaTaH, Ipo3paycH
WIA CKbCaH IUTMK, C€ BPBIIAT Ha mojartens He3abaBHO. Tesn oOcrosTencTBa ce OTOENsA3BAT B
perucTbpa o MnpeaxoaHus naparpad.

[Tonmy4yenure odepTn ce ChbXpaHSBAT B JEIOBOJACTBOTO HA MHHHCTEPCTBOTO Ha 3/IpaBEONa3BaHETO
710 IeHs, OIpeJieieH 3a OTBapsiHe Ha odepTure.

PA3JIEJI 11
II'bJIHO OIIMCAHUE HA TIPEJMETA HA ITIOPBYKATA
OO0ekT Ha HacTosIIaTa O0IECTBEHA MMOPBHYKA € ,,JJOCTABKU HA CTOKH, OCHIIECTBABAHU YpE3 MOKYIIKa
,,JI0 cMUCchlIa HAa wi. 3, aim. 1, . 1 oT 30I1.
Ilpenmer Ha BB3TAraHe Ha HAcTosIIaTa OOMIECTBEHA TOpBYKa €: ,JlocTaBka Ha
OmonpoaykTu', Mo 0600c00eH! MO3UIUN KAKTO CJIe/IBa:

Meiaynapoziio JlekapcTBeHna
Bakcuna ATC kon HeNaTEeHTHO (l)(f) va Mspka KosmnuectBo 10
HanMeHOBaHUe P
TpuBasneHTHA oral drops
JKUBA J07BF02 Poliomyelitis vaccine, .
. suspention dose 1o 52 500
MOJIMOMHETTUTHA (live attenuated)
BakCHuHa /mepopanno/
TpuanentHa JO7BFO3 Poliomyelitis vaccine | suspension for
MHAKTUBHpaHA (inactivated) injection dose 110 10 000
MOJIMOMHETTUTHA
BaKCHHA /mapenTepaHo/

Bcenuku KOJIMYE€CTBA, ITIOCOYCHHU B CHGLII/I(I)I/IKEU_II/IHTa, ca ,,KOJIN4eCTBa I[O”, T.€. BB310XUTEIAT HE €
AITBXEH Oa 3adBH 3a JOCTaBKa IIJIOTO AOTOBOPEHO KOJIHMYECTBO, a HMMa IIpaBO [Ja 3asiaBsiBa
KOJIMYECTBA ChIVIACHO ACHCTBUTEIHUTE CH HYX/H, HO HC ITOBCYC OT JOI'OBOPCHOTO.



PA3EJI IIT
N3UCKBAHUSA KbBM YUACTHULIUTE

1. ObIIIN N3NCKBAHUSA KBbM YHACTHULUTE
1. B nponenypara 3a Bb3JIaraHe Ha OOILIECTBEHaTa MOPBYKA MOraT Ja ydacTBaT OBITapCKU WIH
qyXJIeCTpaHHH (DU3MUSCKH WIM FOPHIWYECKU JUIA, BKIFOUUTEITHO TEXHH OOCTUHEHHS, KOUTO
OTroBapsAT HA U3UCKBAHUATA, pErJaMEHTHPAHU OT 3aKOHa 3a OOIIECTBEHH MOPHUYKU U OOSIBEHUTE OT
Bb3noxurenss M3MCKBaHMS B HACcTOSIIATa JOKYMEHTAlMsl W OOSBICHHETO 3a OOIIEeCTBEHATa
MOpBYKa.
1.2. Bcekn yyaCTHHK MOXe Ja MpEACTaBU camo enHa odepra. Bcuuku TOKYMEHTH, KOUTO ca Ha
YqyXJ1 €3HK, CE IIPEJICTABAT U C MPEBOJ HA OBJITapCKHU €3HK.
1.3. YuacTHHKBT B IpoIenypata MOXe Ja IpeicTaBu odepra 3a eHa WIM HIKOJIKO 000coOeHU
MO3UIUH.
1.4. He ce nomycka npeAcTaBsHETO Ha BapUaHTH.
1.5. Enso u cbimo ¢pu3nydecko WiM IOPUIMYEcKO JIMIE YYaCTHUK B MpolieaypaTa MOXeE Ja y4acTBa
camo B €JHO 00eJUHEHHE.
1.6. Bcexu yyacTHHK B IpolieAyparTa 3a Bb3jIaraHe Ha 0OIeCTBEHATa MOPbYKa € JJIBKEH J1a 3asBU B
oeprara cu gany MpH U3MBIHEHUETO HA TIOPBUYKATA I U3I0JI3BA U TOAM3ITBIHUTEIH.
1.7. Jlume, koeTto ydyacTBa B OOEAMHEHHE WJIH € Jajo ChIIAacHeTo cu U (urypupa Karto
MOU3ITBIIHUTEN B oepTaTa Ha IPYT YUYACTHUK, HE MOXKE J1a TIPEACTaBs CAaMOCTOSTEIIHO odepTa.
1.8. He moowce Oa yyacmea BBHB BB3IAaraHETO Ha OOIIECTBEHATa MOpPBYKA JHIE, CHOTBETHO
Bb3510kuTENAT 1€ OTCTpaHU OT y4dacTHe B MPOLeaypaTa BCEKH YYaCTHMK, [P KOWTO € HaJluLe
HSKOE OT CJIETHUTE OOCTOSTENICTBRA:
a) OCBHJIEH C BJIs3JIa B CUJIA IIPUCH/IA, OCBEH aKo € peaduIMTHpaH 3a:
» TpecThIUICHUE MPOTUB (PMHAHCOBATA, JAHBYHATA HIIM OCUTYPUTEIIHATA CUCTEMA, BKIFOUUTEITHO
u3NMUpaHe Ha napi, o wi. 253 - 260 ot HakazaTenHus KoJaekc;
» mnoakyn o wi. 301 - 307 ot Haka3zarenHus Koaekc;
» ydacTue B OpraHM3HMpaHa InpecTbliHa rpymna rmo wi. 321 u 321a ot HakazarenHust Koziekc;
» TIpecTBIUICHHUE MPOTUB COOCTBEHOCTTA 1O WiI. 194 - 217 ot HakazaTemHust KoJieKc;
»  TpecThIUIEHHE IPOTUB CTOMAHCTBOTO MO Wi. 219 - 252 ot Haka3aTenHus xoaekc;
0) 00sIBEH B HECHCTOSTEITHOCT.
B) € B MPOM3BOJACTBO IO JMKBUAALMS WIM C€ HamMHpa B MOJ00HA MpOLEAypa CHINIACHO
HAIlMOHAJHUTE 3aKOHU U TI0JI3aKOHOBU aKTOBE;
) € B OTKPUTO MPOU3BOJICTBO MO HECHCTOSITEIHOCT, MU € CKIIOYMI U3BBHCHIEOHO CIIOpa3yMeHue
C KpEeIUTOpUTE CU MO cMHchia Ha wi. 740 oT THproBckus 3aKOH, a B cilydyall y€ YYaCTHUKBT €
qyXJIECTPAaHHO JIMIIe — C€ HaMUpa B MOJ00HA TPOIEAypa CBHITIACHO HAIIMOHAIHUTE 3aKOHU W
MI0/I3aKOHOBU aKTOBE, BKJIFOUUTEIHO KOTaTO HEroBaTa JEHHOCT € Mo/ pa3lopekIaHe Ha CbhJa, WU
YYAaCTHHUKBT € MPEYCTAaHOBUII IEHHOCTTA CH;
1) ©Ma 3abJDKEHUS IO cMUChaa Ha wi. 162, an. 2, 1. 1 ot JIOIIK xbM abppkaBaTa U KbM OOIIMHA,
YCTaHOBEHU C BIISI3bJI B CHJIA aKT HA KOMIIETEHTEH OpPraH, OCBEH aKo € JOMYCHATO pa3CpOuBaHE WIH
OTCpOYBaHE Ha 3aJb/DKCHUSTA, WIM HMMa 3aJbJDKEHUS 3a JaHbLUU WIM BHOCKU 33 COIHMATHOTO
OCHUT'ypsIBaHE ChIJIACHO 3aKOHOJATEJICTBOTO HA AbpXKABaTa, B KOATO YYACTHUKBT € YCTAHOBEH;
€) MMa HaJOXEHO aJMUHUCTPATHBHO HaKa3aHHWE 3a HaeMaHe Ha paboTa Ha HE3aKOHHO
npeOrBaBaIy 9y>KICHIU Tpe3 MOCIeTHUTE 10 5 TOANHH;
) € OCBHJICH C BJIsSI3Ia B CUJIa TIPUCH/A 3a TpecThivieHre nmo wi. 313 ot HakaszarenHnust KoJiekC BbB
BpB3Ka C IPOBEXKIaHE HA MPOIIEAYPH 32 Bh3JIaraHe Ha OOIIECTBEHU MOPHYKHY;
3) pU KOUTO JIMIIaTa, mocodeHu B ui. 47, an. 4 ot 3011, ca cBbp3aHu auia no cMuckbia Ha § 1, T.
23a OT JAOMBIHUTENHUTE pa3nopeadu Ha 3aKoHA 3a OOIIECTBEHUTE MOPBHYKU C Bb3mokurens wim
ChC CIYXKHUTEINN, HAa PHKOBOIHA ITHKHOCT B HETOBaTa OpraHU3alus;
1) KOUTO Ca CKIIOUWIM JIOTOBOP ¢ JuIle 1o wi. 21 wimm un. 22 ot 3akoHa 3a MpeIoTBpaTsiBaHe U
YCTaHOBSIBaHE HAa KOH(IMKT Ha HHTEPECH.
C ornen crna3BaHETO HAa M3HMCKBaHHATA Ha 3aKOHA 3a OOIIECTBEHUTE MOPHYKHU, MPHU MOJABAHE HA
odepTrara 3a ydacTue, y4aCTHUIIMTE yIOCTOBEPSIBAT JIMTICaTa HA OOCTOsTENCTBaTa 10 Wi. 47, an. 1,
T.2u3,amn 2, 1. 1,3 u4 uan 5 1. 2 or 30II or 3akoHa ¢ JIeKJIapaliu, KOUTO CE MOIBJIBAT,
MOJNKCBAT U MOJIeYaTBaT, ChIVIACHO NMPUIIOKEHUTE 00pa3Lu.




3a oOcrosrencrBata mo ui. 47, an. 1, 7.2 u 3, am. 2, 7. 1, 3 u 4 u an. 5, T. 2 or 30Il, xoraro
YYaCTHUKBT € FOPHAUYECKO JIUIE, € JOCTaThYHO IOJaBaHE Ha JCKiaparus OT €JHO OT JIUIaTa,
KOUTO MOTaT CAaMOCTOSITEJIHO Jia IO MPEICTABIISABAT.

B cnydaif, ye yd4acTHHKBT ydacTBa KaTo OOEAMHEHUE/WIH KOHCOPIHMYM/, KOETO HE €
PETUCTPUPAHO KATO CAMOCTOSTEITHO IOPUANYECKO JIUIIE, TOTaBa YIACTHUIIUTE B O0CTMHCHHUETO /UK
KOHCOpIIMYMa/ TOJIMUCBAT JOKYMEHT - CIIOpa3yMEHHUE WM JOTOBOp, KOWTO cienBa aa Obie
MpeACTaBeH OT YYacTHUKA B OPUTHHAN UITU C HOTAPUATHO 3aBEPEHO KOIIHE.

JIoKyMeHTBT TpsIOBa J1a ChABPXKA KJIay3d, KOUTO rapaHTHPAT, Ye:

0 Benuky uneHoBe Ha o0eAMHEHUETO/ KOHCOPLMYMA ca OTTOBOPHM 3a€IHO M MOOTIEIHO 32
M3IBJIHEHUETO Ha JI0r0BOpa;
O E onpenenen npeacTaBusBanusaT 00eIMHEHUETO/ KOHCOPIIMYMa, KOUTO € YIThTHOMOIIICH J1a

3aabJIXKaBa, a I1oJiydaBa YKa3aHUsd 3a 1 OT UMETO Ha BCCKHU YICH Ha OGGHHHCHHGTO/ KOHCOpHOHUuyMa.
I[OHYCKa CC IMMOBCYC OT €AHO JIMIC Oa NPCACTAaBIABAT O6CZ[I/IH6HI/IGTO 3aCJHO U MOOTACIIIHO,

O [IpencrapmsiBanusAT 00€TMHEHUETO/ KOHCOPIIMYMa € YIIBJIHOMOIIICH J1a MpecTaBu odepraTa
OT UMETO U 332 CMETKa Ha OOEMHEHUETO U J1a CKIIFOUU JOTOBOP C BB3JIOKHUTEIS;

O CpoxkbT Ha OOCIUHEHHETO € Hai-MalIko 3a BPEMETO, 3a KOETO Iopbukara Ine Oble
HM3IBbJIHEHA;

O Benuku wieHoBe Ha oOeAMHEHHETO/ KOHCOPIIMYMa ca 3aJbJDKEHH Ja OCTaHaT B HEro 3a
LIeTUs TIEPUO/T HA U3ITBJIHEHUE Ha JIOTOBODPA;

O Pasnpenenenue Ha JEeHHOCTUTE OT MpEAMETa HA Bb3jIaraHaTa Mopbhbuka MEXIy y4YaCTHHUIIUTE

B O0CIMHEHHETO, KaKTO M PECypCHUTEe, C KOUTO IIe y4acTBa BCEKH €AMH OT YYaCTHUIUTE B
00eJUHEHHUETO.

He ce nonyckar npoMeHu B cbcTaBa Ha OOE€AMHEHUETO CJIE/ [T01aBAHETO HA odepTara.

Koraro ywactHuk B mpouenypata € oOequHEHHE, KOETO He € IOPUIUYECKO JIHIIe
JIOKYMEHTHUTE C€ MIPEJICTaBAT ChbOOPa3HO U3NCKBaHMATA Ha Wil. 56, ain. 3 ot 3011

Bw3noxurensT, ¢ oryen mperocraBeHaTa My IMpaBHAa BB3MOXKHOCT B wi. 25, an. 3, T. 2 oT
3011, He mocTaBsi U3MCKBaHE 3a Ch3JaBaHE HAa IOPHJIMYECKO JIMIE, B Ciydai, ye M30paHuAT 3a
W3nbaHuTeNn y4acTHUK € 00eTMHEeHUE OT GU3NYECKU W/WIIN I0OPUANYECKH JINLIA.

Koraro y4acTHHKBT MpeABMKIAa yYaCTHETO HA MOIU3MBIHUTENN TPU HU3MBIHCHHE Ha
MopbuKaTa, U3UCKBAHUATA TI0 3aKOHA 3a OOIECTBEHHUTE MOPBHYKHU, TOCOYeHHU B wi. 47, aim. 1, 1. 1,
(6e36.,e), .2uT.3,an. 2, 7. 1, 7.3, 7.4uT1.5 nan 5, 1. 1 ut. 2 or 30Il, ce mpunarar u 3a
NOAM3MIBIHUTENNTE. B TO3M ciywal, chriiacHO pasmopendarta Ha 4. 56, an. 2 ot 30I1 u npu
ycaoBuATa Ha 4i. 47, an. 8 ot 30I1, nexnapauuute 3a aurnca Ha 0OCTOATENCTBA ChIVIACHO wWi. 47,
ar. 1, 7. 1, (6e3 6. ), 7.2uT. 3,an. 2, 7. I, 1.3, T.4ut1.5 man. 5, 1. 1 ut. 2 ot 30II ce
MIPEJICTABAT 32 BCEKU EMH OT MOJU3IMIBIHUTEINUTE.

VYyacTHULIMTE ca ANBKHU B Ipolleca Ha IMPOBEXKAAHE Ha IpoleaypaTa J1a yBeAOMsBAT
Bb3noxkurens 3a BCHUKH HACTBIIMIU MPOMEHU B oOcTosATencTBara mo uwi. 47, am. 1, 1. 1, (6e3 6.
»€), T.2uT. 3,an. 2, 7. I, 7.3, 7.4 ut.5 man. 5, 1.1 ut. 2 or 30Il B 7-nHEBEH CPOK OT
HACTBHIIBAHETO MIM.

2. OBIIU U CIIEU®UYHU U3NCKBAHUSA KBM YYHACTHULMTE.

A: OO0y U3MCKBAHUSA

2.1. MuHUMAJHM W3MCKBaHUS 32 HWKOHOMHYECKO U (HHAHCOBO CBHCTOSIHME Ha
KAHAUWAATUTe/y4acTHULINTE, ChIJIAcHO 4. S0 oT 3akoHa 3a o01ecTBEeHNTE MOPbYKH

Bu3moxuTensaT HsAMa W3UCKBAHUS 3a HKOHOMHYECKO U (1)I/IHaHCOBO CHECTOAHUEC HA YHACTHULIUTE.

2.2. MMHUMAJHM HW3MCKBAaHMS 32 TeXHHYECKH BB3MOKHOCTH H KBaIUUKALMSA Ha
KAHAUAATUTe/y4acTHULINTE, ChIVIACHO 4. 51 oT 3aKoHa 3a o01ecTBEeHNTE MOPbYKH

2.2.1. YyacTHUIIUTE B MpoIleypaTa Clie[[Ba Ja MPUTESKABAT BAIUIHO pa3peileHue 3a ynorpeda B
crpaHara, usganeHo no peaa Ha 3JIIIXM wmnmmu Permament (EO) Ne 726/2004 na EBpomneiickus
napiameHT U CovBeta Ha EC (wr. 23, an. 1 ot 3JIIIXM) u omoOpeHa KpaTka XapakTepUCTHKA Ha
MpoaykTa. B ciiydaif Ha M3THYaHE HA CPOKa Ha Pa3pelIeHUETO 3a YIoTpeda Ha OMOMPOIyKTa Tpe3
2013 r., y4acTHUKBT ACKJIapupa B CbOTBETCTBHE C Wi. 55, ai. 6 ot 3JIIIXM, ye konuyecTBara 3a
JIEKaPCTBEHUSIT MIPOIYKT Ca HATUYHHU.
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Tosa obcmoamencmso ce 0okaszea C MPEICTaBSIHE HA 3aBEPEHO OT YJACTHHMKA KOTHE Ha BaIHJIHO
pasperenue 3a ymorpeba B crpaHara, u3maacHo mo peaa Ha 3JIIIXM wnmm Permament (EO) Ne
726/2004 na EBpomeiickus mapiaameHt u CbBera Ha EC (wi. 23, an. 1 ot 3JIIIXM) u onobpena
KpaTKa XapakTepHCTHKa Ha MpoayKkTa. B ciayuyaill Ha u3TMyaHe Ha CpoKa Ha pa3pelIeHUETO 3a
ynotpeba Ha 6uonpoaykra npe3 2014 r., y4aCTHUKBT JeKJIapupa B CbOTBETCTBHUE C Wi. 55, ai. 6 oT
3JIITXM, 4ue KoJiMuecTBaTa 3a JICKAPCTBEHUST MPOIYKT Ca HAIMYHH.

2.2.2. JlocraBeHuTe OMONMPOAYKTH TpsiOBa Ja MMaT OCTAaTh4Y€H CPOK HA TOAHOCT HE MO-MaTbK OT
60% /mectaeceT npoiueHTa/ oT OOSIBEHUAT OT MPOU3BOAUTENS KbM JlaTaTa Ha BCAKA TOCTABKa.

Tosa obcmosmencmseo ce 0okazea ¢ Oekiapayus, de oocmasenume OUONPOOVKMU uje cad CbC
ocmamuvyer CPpoK Ha 200HOCM He no-maivk om 60% /wecmoecem npoyenma/ om 00s68eHuUsm Oom
npou3soouUmens KoM 0amama Ha 8cAKa 00CMasKa.

2.2.3. buonpoayktute TpsiOBa na Obaar BkiodeHH B Ilpunmokenwe Ne 3 Ha Ilo3uTuBHUAT
JIEKapPCTBEH CITUCHK.

Tosa obcmosmencmeo ce 0okassa ¢ oekiapayus, ye buonpooykma e exatouer 8 llpunoscenue No3
Ha Tlo3umusHusm 1exapcmeer CRUCHK.

2.2.4. llpu nocraBka B ckiaaa Ha M3 Ouomponykrtute TpsiOBa a ObJaT OKOMIUIEKTOBAaHU C
TEMIIEPaTypPHA MOHUTOPH, yIOCTOBEPSBAIIM CITA3BaHETO HA XJIQJMIIHATA BEPHUTa IIPH TPAHCIIOPTA U
ChXPaHEHHETO 0 JOCTaBKaTa, ChIJIACHO yKa3aHUATa Ha mnpousBoautens (chrimacHo wi. 10 ot
Hapen6a Ne 15/12.05.2005 r.).

Tosa obcmosamencmso ce 00kassa ¢ oexkiapayus, 4e 8CUUKU 00CmageHu 6uonpooykmu we dvoam
OKOMNIIEKMOBAHU C MeMNepamypHu MOHUMOPU, YOOCMOBEPABAWU CNA36AHEMO HA XA1AOUIHAmMda
gepueca npu MPAHCNOpMA U CbXPAHEHUemo 00 OO0CMABKAMA, Cb2IACHO YKA3AHUAMA HA
npoussooumeins (cvenacro un. 10 om Hapeoba Ne 15/12.05.2005 2.).

2.2.5. Tlpn pocraBka B ckiaga Ha M3 OuomnpoaykTute TpsOBa ga ObIAT OKOMIUIEKTOBAHU C
HEOOXOIMMHUTE TEXHUYECKH CPEJICTBA 33 TAXHOTO MPWIOKCHHUE (KATKOMEPH, UTIH, CIIPUHIIOBKH ).
Tosa obcmoamencmeo ce 0okazea ¢ oekiapayus , 4Ye BCUYKU OUONpOOyKmu we 0voam
OKOMNJIEKMOBAHU C He0OX00uMUme MeXHUYeCKU cpedcmea 3a MAXHOMO NPUNOdCceHUue (Kankomepu,
uenu, CHpUHYOBKU).

2.3. ChneunuyHu M3MCKBAHUA KbM KAHAMJAATHTE/YYACTHHLHUTE CHIJIACHO 4. 49 u wj. 53
oT 3aKoHa 32 001eCTBeHNTe MOPbYKH

2.3.1. YyacTHHUIUTE B Tpoleaypara cielBa Ja NPUTEKaBaT pa3pelieHHe 3a MPOU3BOJCTBO,
uzaanaeHo mo peaa Ha 3JITIXM (B ciydante mo wi. 196, an; 1 ot 3JIIIXM) unu 3a ThProBUs Ha €pO
C JIEKQpCTBEHU MPOJYKTH WM yIOCTOBEPEHME 3a PErHCTpalus 3a ThProBUs Ha €1pO C JIEKapCcTBa
WM pa3pelleHne 3a BHOC — U3JaeHo 1o pena Ha 3JITIXM.

Tosa obcmosamencmeo ce 0okassa ¢ NPEICTaBsIHE Ha 3aBEPEHO OT YYACTHHUKA KOMHE Ha pa3pelIeHue
3a TIPOU3BOJICTBO, M3aaaeHo 1o pena Ha 3JITIXM (B cnydante mo wi. 196, an. 1 ot 3JIIIXM) unu 3a
THProBUS Ha €O C JIEKAPCTBEHU MPOAYKTU WM YyIOCTOBEPEHHE 3a PErHCTpalis 3a ThbproBUs Ha
€/1pO C JIEKapCTBA WM pa3pelleHne 3a BHOC — U3a/ieHo 1o pena Ha 3JITIXM.

3. CBABPKAHUE HA OPEPTATA

Bceska O(bepTa TpﬂGBa Jda CbAbpiKa TPHU OTHACIHU 3allCHaTaHU, HCIIPO3PAYHU U HAANMCAHU IIJIMKa,
IIOCTaB€HU B €IUH 0611_[ 3arcydyaTad, HEIIPO3PauYCH U HAAIMCAH IIJIMK, KaKTO CJICIBA:

Inuk Nel ¢ naonuc: ,,Jlokymenmu 3a noooop”.

B Hero ce mocTaBAT TOKyMEHTUTE, U3UCKaHU OT Bb3noxurens, cbriaacHo wi. 56, an. 1, 1. 1 - 6, 1. 8
u T. 11 - 14 or 3O0Il, oTHacsamM ce 10 KPUTEPHHUTE 3a MOAOOP HA YYACTHHIIUTE, CHOOPA3HO
yKa3zaHusATa Ha Bb3noxurens.

ITnux Ne 2 ¢ naonuc: ,, [Ipednodicenue 3a usnvineHue Ha nopvukama .

B Hero ce mocTtaBaT nokymMmeHTuTe no wi. 56, an. 1, 7. 7 u 9 ot 30I1, cBbp3aHH ¢ U3MBIHEHUETO HA
nophrYKaTa, CchoOpa3Ho mocoueHuTe B rmaBa Il Texnuduecka cnernudukanvs, W3UCKBAHHUS 32
M3ITBJIHECHHUE HAa TOPbhUKAaTa.
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ITnux Ne 3 ¢ naonuc: ,,I[Ipeorazana yena”.

B mmka ce mocraBs 1eHoBara odepTa Ha ydacTHHKA, M3FOTBEHA MO oOpasera OT HacTosIIaTa
JTOKYMEHTAITHSL.

B ciyuait, ye ygacTHHK npeactaBs odepra 3a moBede OT eaHa 000coOeHa MO3uIHs, TIHKoBe No 2 1
3 ce MmpeiacTaBsT 3a BCSAKA OT MO3HMIMUTE, KOraTo BB3JIOKUTEIAT € M3UCKAI MPEACTaBIHETO Ha
pa3UYHU TOKYMEHTH 3a 0Ka3BaHE Ha ChOTBETCTBUETO C KPUTEPHUTE 3a MOJAO0P MO Pa3TMYHUTE

000CO0CHY MO3HIINY, YYACTHHUIINTE MPEACTABAT U OTIETHH IutukoBe Ne 1, cbrimacHo wi. 57, ain. 3 ot
30I1.

3.1. HEOBXOJIUMHU JOKYMEHTHU

3.1.1. Cvovporcanue na nauk Ne 1 ¢ naonuc ,,/Iokymenmu 3a noooop”.

3.1.1.1. Cnucbk HA JOKYMEHTHUTE, ChAbp:KallM ce B odeprara, MOANMCAH OT Y4acTHUKA. B
CIHUCHKA YIACTHUKBT CJIC/[BA Ja OMUIIIEC BCUYKU MIPEICTABEHU OT HETO TOKYMEHTH (33aIBJDKUTEIHU U
JPYTU MO TpeleHKa Ha yYaCTHUKA), BKIIOYUTEIHO JOKYMEHTH OTHOCHO JIMIIATA, MPECTaBIIABAIIH
YY4acTHUKA, W OTHOCHO TIOJU3IIBJIHUATEINTE, aKo TakuBa ce mnpensmwxkaar. CHUCHKBT Ha
JOKYMEHTHUTE CJe/lBa /1a Ce MOCTaBU B HAYAJIOTO Ha JOKYMEHTUTe. Bceku nucT, chAabpkall ce B
IJTUKA, 3aIBJDKUTEIHO ClIe/iBa J1a Ob/Ie HOMEPUPAH U MOJPEICH ChIVIACHO CIIUCHKA;

3.1.1.2. Odepra, nonsiaHeH obpa3zell 0T HACTOALIATa JOKYMEHTAIUS.

3.1.1.3. Konue HA TOKYMEHT 32 perucTpanus Wik eJUHCH HICHTU(PUKAIMOHECH KOJI, ChIVIACHO Y.
23 oT 3akoHa 3a ThPrOBCKHUSI PETUCTBP, KOraTo YYaCTHUKBT € IOPUIUYECKO JHIE WU €AHOINYEH
TBPrOBEIl; KOIHE OT JOKYMEHTA 32 CAMOJIUYHOCT, KOTAaTO YYACTHUKBT € (PHU3UIECKO JIHIIC.
JIOKYMEHTBT 3a PErUCTpalus He Ce M3UCKBA, aKO YYaCTHUKBT € PETUCTPUPAH UIIH IPEepPErucTpupan
cien 01.01.2008 r. mo pema Ha 3akoHa 3a Tbproeckus peructsp (3TP). B To3u ciyuai e
JIOCTaTHhUHO J1a Ce MOMBJIHU U MPUJIOKH JeKiIapanus 3a peructpanus no 3TP, nonbsianen odbpazer ot
HacrosaTa J0KyMEHTAIIHS.

Koraro y4acTHUKBT B Mpoleaypa € 4yKAeCTpaHHO (U3NYECKO WM IOPUIUYECKO JIMIE WIH TEXHH
o0eMHeHHsI, TOKYMEHTHT 32 PETHCTpalvs TpAOBa Ja € u3a/ieH OT KOMIIETEHTHHUSI OpTaH B CTpaHaTa,
B KOSITO YYaCTHUKBT € YCTAHOBEH, U J1a CE€ MPEICTABH 8 ouyuaieH npesod Ha OBbJITApPCKH €3HK.
Ou3nyeckuTe INWIA, YYaCTHHIM B TpOIeAypaTa WM BKIIOYEHH B CbhCTaBa Ha OOEIWHEHUS,
MPEACTABAT 3aBEPEHO OT YYaCTHUKA KOIMHE OT JOKYMEHT 32 CaMOJIMYHOCT. AKO T€3U (PU3UUYECKH
JUIA ca Yy KAECTPaHHH TPaKIaHH, JOKYMEHTHT ce IPECTaBs U B O(UIIMATIECH IIPEBO/I.

Koraro y4acTHHKBT MpEABIIKIA y4acTHE Ha TOJIM3ITBIHHUTEN, JOKYMEHTHT 3a PETUCTPALUS Ce
MPEACTAaBs 32 BCEKU OT MOJU3MBIHUTEIUTE, ChIIacHO Wi 56, an. 2 ot 30I1.

Korato ywacTHHMKBT B mTpolenypara € OO€IWHEHHE, JAOKYMEHTHTE 3a PErucCTpaius |/Win
Hexnaparusita 3a peructpauus mo 3TP ce mpencTtaBsaT 3a BCUYKM YJIEHOBE Ha OOEIMHEHUETO,
cbriiacHo wi. 56, an. 3, . 1 ot 30I1.

3.1.1.4. HorapuayiHO 3aBepeHO NBJHOMOIIHO HAa JIMIETO, YIIBJHOMOIIEHO 2 NpeacTaBJIsiBAa
yUYacTHHKA B mpoueaypara (KoraTo y4aCTHHKBT HE C€ MpEICTaBisiBa OT JIMIaTa, KOUTO MMaT
MPaBO Ha TOBA, CHITIACHO JOKYMEHTHTE MY 32 PErHCTpAIlHs).

3.1.1.5. JIokyMeHT - JO0OroBOp WJIM CHOpPa3yMeHHe, NMOANMCAH OT JIMIATA, BKJIYEHH B
o0eIMHEHNETO0, KOraT0 y4acTHMK B IpoHeAypara e o0eJMHEHH/KOHCOPLHMYM, KOETO He e
OPUAHYECKO JIMIE, B KOWTO 3abJKUTETHO Ce MOCOYBA NMPeICTABJISIBALIMS.

JIOKYMEHTBT ce MpeICTaBs B clydyail, 4e yUaCTHUKBT € HemepcoHuuiupano odenuuenue. Coiusr
cnenBa Ja ObJie B OPUTHHA WJIM HOTAPUAITHO 3aBEPEHO KOTHE W OT HETO clie[Ba Aa Obae BHIHO/U
JUIETO/a, KOUTO TO MPECTaBIIsABAT.

B cnyuaii, ye yd9acTHHKBHT € 0O€IMHEHHE, KOETO HE € IOPUIUYECKO JIUIE, U JIUIETO, IMOaBaIlo0
odepraTa, He € U3PUYHO BIHUCAHO B CIIOPA3YMEHHETO, C KOETO CE Ch3/laBa OOCAMHEHHUETO; CleaBa
na OBJAT TPEICTaBEHW M HOTAPUATHO 3aBEPCHHM ITBJIHOMOIIHHW OT BCHUYKH YYAaCTHHUIU B
00eIMHEHNETO, C KOUTO YIBIHOMOIIABAaT TOBA JIMIIE, KOETO MMa MpaBo Ja monane odeprara, 1a
MOMBJIHYU U MOATNHUILE TOKYMEHTUTE, OOIIH 32 00€ITMHEHUETO.

3.1.1.6. lexsiapanusi 3a 0OTChCTBHE HA 00cTOATEICTBATA 10 Wi. 47, an. 1, 1. 1, am. 2, 1. 2,2am 5
U al. 5, 1. 1 ot 3011, nonb/jiHeH o0pa3eln 0T HACTOSIIIATA JOKYMEHTAIUA.

B cnydaii, 4ye y4acTHHKBT € FOPUIMYECKO JUIlE, JCKIApalusITa c€ MOAMKICBA 3aIbIIKUTEIHO OT
ymiaTa, mocoueHu B wi. 47, ain. 4 ot 30I1.
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B cayyaii, 4e y4acTHUKBT € OOCIUHEHHE, JACKIapalys ce MPEeACTaBs 3a BCAKO (PU3NYECKO WIH
IOPUIMYECKO JIMIIE, BKIIOYEHO B 00EMHEHNETO, ChoOpa3Ho ui. 56, ain. 3, T. 1 ot 30I1.

Korarto nexnapaTopbT € 4y KIeCTpaHEeH IpaKAaHuH, ACKIapalusaTa/uTe, KOUTO ca Ha Yy e3UK ce
MIPEJICTaBs U B MPEBOJ Ha OBJITAPCKU €3HK.

Koraro yuyacTHUKBT IpeaBUk A Y4acTUE HA MOAU3IBIHUTENN, JOKYMEHTBT CE NMPEACTABs 32 BCEKU
€IH OT TAX, CboOpa3Ho wi. 56, ain. 2 ot 3011 u npu ycrnoBusara Ha wi. 47, an. 8 ot 30I1.

3.1.1.7. exaapanus 3a OTChCTBHE HA 00CTONATEICTBATA MO Wi. 47, an. 1, 1. 1, (6e3 6. "e"), au.
2, T.5u an 5, 1.1 or 30I1, nonbjHeH 00pa3ell OT HACTOAIIATA JOKYMEHTALMS.

Korato ywyacTHuUK B mpoueaypara € IOpUIMYEcKO JHIe, JOCTaThYHO € AeKiapaunusta ga Obe
Mo/1aJieHa OT €JHO OT JIMLaTa, KOUTO MOTaT CaMOCTOSITENIHO J1a TO MPEACTAaBIsABAT, ChITIACHO Wil. 47,
ai. 6 ot 30I1.

B cnyuail, 4ye yyacTHHKBT € OOeAMHEHME, NEeKJapanusi ce IMPEeAcTaBs 3a BCAKO (PU3UYECKO HIIU
IOPUANYECKO JIMIIe, BKJIIOYEHO B 00eIWHEHHWETO, ChrimacHo wi. 56, am. 3, T. 1 ot 30Il, mpu
ycioBudara Ha wi. 47, an. 6 ot 3011

Koraro pekmapaTopbT € 4yXKIeCTpaHEeH TPaKIaHWH, JEKIapanuaTa/uTe, KOUTO ca MPeACTaBeH! Ha
YyXJ1 €3UK Ce MPEACTaBs U B IPEBOJI Ha OBJITapCKH €3UK.

Koraro yuyacTHUKBT IpeaBUk A Y4acTUE Ha MOAU3IBIHUTENN, JOKYMEHTBT CE NMPEACTaBs 32 BCEKU
€IMH OT TAX, cboOpa3Ho ui. 56, an. 2 ot 30I1, npu ycnoBusita Ha ui. 47, an. 6 ot 30I1.

3.1.1.8. JlokyMeHTH 32 TeXHHMYECKHUTE Bb3MOKHOCTH M KBATU(PUKALUATA HA YYACTHHUKA, MO
yj1. 51, aji. 1 ot 3011

» 3aBEpPEHO OT y4YaCTHHKA KOMHWE Ha pa3pelieHue 3a MPOM3BOJCTBO, M3JAJEHO MO pela Ha
3JIIXM (B cayyaute mo wi. 196, am; 1 or 3JIIIXM) mnm 3a THpProBus Ha €apO C
JIEKapCTBEHU MPOJIYKTH WM YIOCTOBEPEHHUE 3a perucrpauusi 3a ThProBHs Ha €ApO C
JIEKapCTBA UJIM pa3pelleHe 32 BHOC — U3AaAeHO 1o peaa Ha 3JIIIXM.

» 3aBEpPEeHO OT YYaCTHHMKA KOIHE HA BAJIHMIHO pa3pelieHue 3a ynorpebda B CTpaHaTa, U3/1aJCHO
no pena Ha 3JIIIXM wunmu Permament (EO) Ne 726/2004 na EBpomeiickusi mapjiamMeHT ©
Cobeera Ha EC (un. 23, an. 1 ot 3JIIIXM) u o100peHa KpaTka XapakTepHCTHKA Ha MPOIYKTa.

» B ciydaii Ha U3THYaHE HAa CPOKa Ha pa3pelIeHreTo 3a ynorpeda Ha ouonpoaykra mpes 2014
roJl., yYYaCTHUKBT JEKJIapupa B CbOTBETCTBHE ¢ wi. 55, an. 6 ot 3JIIIXM, 4ye xonuuecTBaTa
3a JIEKapCTBEHUSAT MPOIYKT ca HAIUYHHU.

3.1.1.9. Jleknapanuss mo 4wia. 56, aax. 1, 1. 8 or 30Il 3a wusNON3BaHE/HEU3IOI3BAHE HA
MOAM3MBIHUTENN M CIUCHK C MMEHaTa MM, C IIOCOYBaHE Ha BUAA Ha paboOTHUTE, KOUTO IIe
M3BBPIIBAT U J€NIa HA TSIXHOTO y4acTHe, MOMbIHEH 00pasell OT HacTosIIIaTa JOKYMEHTAIIHS.
3.1.1.9.1. [lexkaapauus 3a cbIjlacHe 3a y4acTHe KATO MOAM3IbJIHHUTE] TONBIHEH 00paser oT
HacrosiuaTa J0KyMEHTAIIHs.

3alenexka: /leknapanusara ce nombjiBa OT BCEKU MOJU3IIBIHUTEN MOOTAETHO.

3.1.1.10. JlokyMeHT 3a BHECEHa rapaHIMs 3a y4acTHEe — €K3eMIUIIp Ha BHOCHaTa Oelexka Win
OpUTMHAJ Ha 0aHKOBaTa rapaHIMs 3a y4acTue, ChIVIaCHO 00pa3el] OT HacTosIIaTa JOKYMEHTAIHsl.
3.1.1.11. Jlexnapamus 3a npueMaHe Ha yCJIOBHATA B MPOEKTA Ha JIOTOBOPA, MOMBJIHEH 00pasel oT
HacToAIIaTa TOKyMEHTaLUS.

3.1.1.12. JIoxyMeHT 3a 3aKyleHa JOKYMEHTAlus 3a y4acTHe — KOTIHE.

JloxkymenTtute B ik Ne 1 ce mpeacTaBaT B OpUTMHAN WM 3aBEPEHO OT YYaCTHHKA Komue. Beuuku
JOKYMEHTH IIPEAICTABEHU HA YYXK]I €3UK, CE NMPEACTABAT U B MPEBOJ HA ObJIrapcKu e3ukK. Becuuku
JeKJIapaluy ce MpeACTaBIT B OPUTMHAN U C€ MOJNHMCBAT MO pela M OT JIMIaTa, MOCOYEHU B
HACTOSIIUTE YKa3aHUs.

3.1.2. Ceabpxanue HA KK Ne 2 ¢ Hagnuc ,IIpeasioxenne 3a U3NbJIHEHHE HA NOPbYKaTa”.
IIpencraBsar ce ToakoBa miaukoBe Ne 2 ¢ Haanmuc ,lIlpensioxkenue 3a M3NbJIHEHHE Ha
NMopbYKaTa”, 3a KOJKOTO 000c00€HH MO3UIUN YYACTHUKBT Npeacrassa odgepra, CbIIACHO 4.
57, an. 3 ot 30II.

3.1.2.1. Texnnuyecko mpeasioKeHue, CbIrIacHO 4. 56, an. 1, 1. 7 or 30OIl — TpsiOBa ma Obae
M3rOTBeHa ChOOpa3HO oOpasena OT HACTOSIIATa JTOKYMEHTAlUs., IPU CHOII0JaBaHE HA MBIHOTO
onucaHre Ha 00EKTa Ha MOpbUKATa U TEXHUYECKaTa crenuduKanus, U3UCKBaHUATa KbM odepTara
U YCJIOBUSATA 32 U3IIBJIIHEHHE HA MOpBhYKaTa — JOKYMEHTH U 00pa3iy, noctaBeHu B [TJIMK Ne2.
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3.1.2.2. Cpok 3a u3nbJHEHHE HA MOPHYKATA - OT CKJIKYBAHe HA JIOTOBOP 32 M3MbJIHEHHE /10
31.12.2014 r..

3.1.2.3. leknaparus, 4e JOCTaBEHUTE OMOMPOAYKTH 1€ OCTaThUeH CPOK Ha TOJHOCT HE MO-MalbK
ot 60 % /mectaecer mporeHTa/ OT OOSIBEHUAT OT MPOU3BOAUTENS KbM JlaTaTa Ha BCsAKA JIOCTaBKa.
3.1.2.4. Jlexnapauus, 4e Guonpoaykra e BxitoueH B [Ipmnosxkenue Ne 3 Ha I1o3uTHBHUS IeKapCTBEH
CITHCHK;

3.1.2.5. Jlexmapamusi, 4€ BCHYKH JOCTAaBEHHW OHONPOAYKTH IIe OBJAT OKOMIUICKTOBAHH C
HEOOXOIUMUTE TEXHHUYECKH CpeacTBa (KAIKOMEPH, WIJIM, CIPHHIIOBKH, BKI. IPEIBAPUTEIIHO
HAIbJIHCHU CIPUHIIOBKH) 3a TAXHOTO MPUJIOKCHUE /KbM JIaTaTa Ha BCSAKA JIOCTAaBKa/.

3.1.2.6. Jlexmapanusi, 4e€ BCHYKH JOCTaBEHHW OHOMPOAYKTH 1€ OBJAT OKOMIUICKTOBAHH C
TEeMIIEpaTypHU MOHHUTOPH, YOCTOBEPSIBAIIM CIIAa3BAHETO HA XJIAJUIHATa BEpUra Mpu TpaHCIIOpTa U
ChXPaHEHHETO 0 JOCTaBKaTa, CHIUIACHO YyKa3aHHUATa Ha mpousBoaurens (cbrimacHo wi. 10 Ha
Hapen6a Nel15/12.05.2005 r.);

3.1.3. Coabpkanue Ha MK Ne 3 ¢ Hagnuc ,l[Ipennarana nena”. IlpeacraBar ce ToJIKOBa
miukoBe Ne 3 ¢ Hagnuc ,Ilpeniarana nena”, 3a KOJKOTO 000C00€eHH MO3UIUM YYACTHUKDBT
npeacrass ogepra, cbriacuo wi. 57, aia. 3 or 30I1.

B tperus 3aneuartan, HempospadeH MK No 3 y4acTHHUKBT Clie[[Ba Ja MPEACTaBU 3abJDKUTEITHO
LIECHOBOTO CHM TIpEUIOKEeHHe, chiviacHO wi. 56, an. 1, 1. 10 ot 30Il, mombjHeH oOpa3sen OT
HACTOSINIATA IOKYMEHTAIUA.

IIpu odepupaHe HA eHATA HA /1032 CJIeIBA MOCJIETHATA JIa He HAABMIIABA CTOMHOCTTA
no 4. 55 or Hapenda 3a ycjoBHsITA, IPABWJIATA M _pela 3a PeryjupaHe U perucTpupaHe Ha
IEHNTE HA JIEKAPCTBEHUTE NMPOAYKTH. B ciayuaii, 4e mpe3 BpeMeTo Ha JeliCTBHE HA JI0roBopa
CTOMHOCTTA, KOSITO ¢JIeIBa_JIa ce 3aIulalia ¢ Ny0JMYHM _CpPeICTBA _HA JIEKAPCTBEHHUTE
npoayKTu_ oT__II03MTHBHHUSAT _JIEKAPCTBEH CIHCBHK _CTAHE INO-HHCKA OT_JIOTOBOpPEHATA,
Bb3JI0KUTENSIT 0e3VCJI0BHO 3aIlIAINA JIEKAPCTBEHUTE NMPOAVKTH HA TO-HHUCKATA Il€eHa, OT
JATaTAa HA BJIM3aHE B CHJIA HA KOHKPETHOTO pelieHHe HA HAalMOHAJIHUAT CHbBET IO LIEHH H
penMOypcHpaHe Ha JIEKAPCTBEHUTE MPOAYKTH.

BbB_Bpb3ka ¢ 1. 2.2.5., B odepTraTra CH_VUYACTHMKA cJeaBa ja odepupa M _1eHa 3a
KOMILIEKT, BKJIYBAIMIA odepupaHATA I1eHA HAa Ji03a M _CTOHHOCTTA HAa HEO0XOJIHMHTE
TEeXHHYECKH CPE/ICTBA 32 HEHHOTO NMpUJIaraHe.

Ilenata crnenBa a BKJIIOYBA BCHYKH PAa3XOgu 10 KpaeH MOIydaTrel: CTOMHOCTTa Ha CTOKara,
OTaKOBKa, 3aCTPaxOBKa M TPAHCIIOPT JI0 KpaceH MOJydares, MPU CPOK Ha TOAHOCT HE MO-MalbK OT
60% /trectmecet mpoieHTa/ OT 00ABEHHUS OT MPOU3BOUTEINS KbM JaTaTa Ha BCSIKA JOCTAaBKa.
[Ipemyioxenara 1ieHa € B ObATapcKu JieBa, TpsAOBa /1a € PuKcUpaHa v Ja He TTOJIeKH Ha MPOMSHA 3a
CpOKa Ha JIeliCTBHE Ha JIOTOBOPA.

[lenata 3a W3MBJIHEHHWE Ha yciyrara IO HacTosllaTa OOMIECTBEHAa MOpbhUYKa cjeABa Ja Oble
npenioxeHa B nesa, 6e3 BriatodeH [1JIC u ¢ Bxmrouen J{/IC.

W3BbH mumka ¢ Haamuc ,llpeanarana neHa” He TpsiOBa Ja € MOCOYEHAa HHUKakBa MH(pOpManus
OTHOCHO II€HaTa.

VYyacTHUIM, KOUTO IO KaKbBTO W Jla € HaYWH Ca BKIIOUWJIM HAKBJAE B odepTaTa CH M3BBH ILIHKA
LlIpemnarana 1meHa” eneMeHTH, CBbpP3aHH C MpeasiaraHara IeHa /WM YacTd OT Hes/, me Obaar
OTCTPAaHEHHU OT y4acTHe B MPoIleaypara.

PA3JIEJ IV
YCJIOBUS U PASMEP HA TAPAHIIUSITA 3A YYACTHUE U TAPAHIIUSITA 3A
N3N BJIHEHUE

1. T'apanuus 3a yyactue

["apaHuuuTe ce MpeACTaBsAT B €HA OT CIECAHUTE POPMHU:

a) IETO3UT Ha IIapuy4Ha cyma o cMeTKa Ha Bb3noxurens;

0) 6aHKoBa rapaHIys B 1oj3a Ha Be3noxxutens.

VYyacTHUKBT caM n30upa hopmaTa Ha rapaHIUsATA 32 YIacTHE.
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Koraro ywacTHuk B mpouenypata € oOeqUHEHHE, KOETO HE € IOPUAMYECKO IUIle, BCEKHU OT
YYACTHHIIUTE B OOCAMHEHHETO MOXKE Ja ObJe HapeauTeNd Mo OaHKOBaTa TapaHIMs, ChOTBETHO
BHOCHTEI Ha cyMaTa 10 TapaHIIusiTa.

[Tpu u300p Ha rapaHIys 3a yyacTHe — MapuyHa cyma, TO TS CJIe[Ba Ja ce BHECE 10 OAHKOB ITBT O
ClIeZIHAaTa CMETKa:

BHBb HEHTPAJIHO YIIPABJIEHUE

Bankos koja (BIC): BNBG BGSD;

BbankoBa cmerka (IBAN): BG21 BNBG 9661 3300 1293 01

AKO y4acTHHKBT U30epe Ja MPeCTaBu rapaHiuaTa 3a ydactue noj gopmara Ha ,,[lapuvHa cyma’,
IiateHa 1mo OaHKOB ITbT, JOKYMEHTBT, YIOCTOBEpsBAall IIaTeHATa TapaHIMs, cieiBa na Objae
3aBepeH C MOJIKUC U MeYaT OT ChOTBETHATA OAHKA M J1a C€ MPEJICTaBU B OPUTHHAIL. AKO Y9aCTHUKBT
€ TIpeBeIT MapUTe 1O EICKTPOHEH BT (EJIEKTPOHHO OaHKUpaHE), TOW Clie/iBa Jla 3aBePH ChOTBETHUS
JOKYMEHT C HETOBHS MOJANUC W medyaT. B rapanmmsita 3a ydactue cienBa Ja ObAe MOCOYCH
MpeIMETHT Ha IOPbUYKaTa U 000co0eHaTa/UTe MO3UIIHSI/H, 33 KOSITO/MTO YIaCTHUKBT KaHIUJATCTBA.

I'apanuusaTa 3a yyactue ¢ B pasmep 10 1% (eaWH MPONEHT) OT CTOHHOCTTAa Ha 000COOCHUTE
MO3UIIMHU, KAKTO CIIC/IBA:

1 TpuBanenTHa >KHMBa MOJHMOMHUEINTHAa BakcuHa, Poliomyelitis vaccine| 416,00
" | (live attenuated). JB.

5 TpuBajeHTHa WHAKTHBUpaHa MMOJHOMHEIMTHA BakcuHa, Poliomyelitis| 1000,00
" |vaccine (inactivated). JIB.

3aowpoicanemo u oceobodicoasanemo Ha 2apaHyusamMa 3a yyacmue CTaBa MpU YCIOBUATA U IO peaa
Ha wi. 61 1 w1 62 ot 30I1.

CpokbT Ha BATMIHOCT HAa TapaHIMATa 3a y4yacTHe clie[iBa Jia € He IMO-KpaTbK OT CPOKBT Ha
BaJIMIHOCT Ha odeprara.

1. Tapanums 3a U3NbJIHEHUE

lapannmsTa 3a u3MbIHEHNWE HA JOTOBOpa € B pa3Mep Ha 3 % (Tpu mpoIeHTa) OT CTOMHOCTTa Ha
JI0rOBOpA 3a U3MbJIHEHUE Ha obIiecTBeHara nopwruka 6e3 JI/1C.

lNapanusTa 3a U3MBIHEHHE MOXE Ja c€ BHEce MO O0aHKOB IBT WJIM MOXE Jia c€ MPEeACTaBU O]
¢dopmara Ha GaHKOBA TapaHIIUs.

VY4acTHUKBT caM u30upa popMaTa Ha rapaHIUATa 32 U3IIBIHEHUE.

Koraro ywacTHMK B mnpoueaypara € OO€IMHEHHE, KOETO HE € IOPUIUYECKO JIMIE, BCEKH OT
YYaCTHUIIUTE B OOCIMHEHHETO MOXE Ja ObJe HapeauTen Mo OaHKoBaTa TapaHIUs, CHOTBETHO
BHOCHUTEI Ha CyMaTa Mo TapaHIusTa.

VY4acTHUKBT, OINpeAeseH 3a M3NBJIHUTEN Ha Oo0IllecTBeHaTa MOpbYKa, NpeAcTaBs OaHKOBaTa
rapaHius WM TUIATEKHUS JOKYMEHT 32 BHeceHaTa 1Mo 0aHKOB IbT TapaHIUsS 3a M3MbIHEHHE Ha
JIOTOBOpA MPU HETOBOTO CKJIFOYBAHE.

lapanmusTa 3a u3nbJIHEHUE 10 hopMaTa Ha MapuvHa cyma TpsiOBa Jda ObJe BHECEHA IO ClelIHaTa
cMeTKa Ha Be3noxurens:

BHBb HEHTPAJIHO YITPABJIEHUE

Banxkos kox (BIC): BNBG BGSD;

BankoBa cmerka (IBAN): BG21 BNBG 9661 3300 1293 01

AKO y4YaCTHHMKBT, ONpEJeNieH 3a U3II'BJIHUTEN, W30epe Ja MpeAcTaBU rapaHlusATa 3a H3I'bJIHEHUE
mox d¢opmata Ha ,[apuyHa cyma’, TUIaTeHa MO OaHKOB MBT, AOKYMEHTHT, YAOCTOBEPSBAIL
IJIaTeHaTa rapaHius, cieqaBa a ObJe 3aBepeH ¢ MOANUC U MeyaT OT ChOTBETHAaTa 0aHKa U Ja ce
MpeICTaBd B OpUTHHAN. B ciydail, 4ye yYacTHUKBT € TpeBeN MapuTe MO ENeKTPOHEH ITbT
(emexTpoHHO OaHKHMpaHE), TOM cie/Ba Jja 3aBEpPU ChOTBETHUSI TJOKYMEHT C MOJIKIC U Neyar.

Koraro y4acTHUKBT n30epe rapaHiusara 3a U3MbIHeHHe Ja Ob/e 0aHKOBa, TOraBa B Hes TpsOBa 1a
ObJie U3PUYHO 3aMHMCAHO, Y€ T € 0e3yClIOBHA U HEOTMEHHMA, Y€ € B I10JI3a Ha BB3JIOKUTENS U Ye €
CbC CpOK Ha BamuaHocT 60 (wiecTaeceT) KaJeHIApHU MHU Clel JaTaTa Ha U3MbJIHEHUE Ha
noroopa.Copiiata TpsiOBa na ObJ€ OTKpUTAa B CHOTBETCTBHE C YCJIOBHSTA MO TMPHIOKEHUS B
JTOKyMEHTaIusATa o0pasel Ha 0aHKOBA rapaHIMA 32 U3BIHEHHUE Ha JJOTOBOPA.
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[Ipu npexacTaBsiHe Ha TapaHLMs B IUIATSKHOTO HapeXJaHe WK B OaHKOBaTa rapaHlvs U3PUYHO ce
[10COYBA JI0TOBOPHT, 33 KOWTO ce MpeACTaBs rapaHLUsATa.

Koraro ydacTHMK B mporuenypara € oOeAWHEHHE OT MpPaBHU CYOEKTH, KOETO HE € IOPUANYECKO
JMIe, B JOKYMEHTA 3a BHECEHA TapaHLus WM 0aHKOBATa rapaHlys Cile[Ba Ja € OTPa3eHo, 4e T ce
BHAcsi OT IBUIOTO OOEAMHEHHE M TOJ3Ba BCHYKH YYaCTHUIM B OOCIMHEHHWETO, a HE CaMo
UACHTU(DUKALMS HA €TUHUS OT TAX.

2. YcJI0BUS M1 HAYHH HA ILIalIAHe
JIOKyMEHTH 3a IUIallaHe:
a) jJocraBHa (akTypa, cbcTaBeHa chriacHo m3uckBanuaTa Ha 3/[JIC u III31JIC — opurunan u 2
Oposi 3aBEPEHU KOTIHS;
0) npuemMo-TpeaBaTeNIHU POTOKOJIH, 10 00pa3el Ha MUHUCTEPCTBO Ha 3paBEONa3BaHETo;
B) MMUCMEHH 3asiBKH, U3TOTBEHN OT MUHHUCTEPCTBO HA 37PaBEOIa3BaHETO;
r) ceptudukaTr 3a ocBOOOKIAaBaHE Ha Bcska maprtuia, uznaneH or WAJlL mnm ceprudukar 3a
0cBOOOXKaBaHE Ha BCSKA MapTHJA, U3a/leH OT oUIlMaiHa KOHTPOJIHA JIEKapCTBEHA J1abopaTopus
B Jipyra ibpxkaBa oT EBporneiickoTo nkoHoMuuecko npoctpanctBo U B Kondenepanus 1seiinapus,
npuapyxeH ¢ ysenomienue ot MAJI 3a myckane Ha mapTuja Ha na3apa B CTpaHara.
1) Ilpu noctaBka Ha GMOIPOAYKT C OCTATaTh4YeH CPOK Ha rojgHoct mox 60 %, cpmuAT ce npuema
camo cleJl MUCMEHO ChIVIacue OT cTpaHa Ha M3 3a KOHKPETHO KOJMYECTBO, ONpeaeneHo oT M3 u
IIPU U3IUIALIAHE Ha CIEHUTE HEYCTOMKU:
- Ilpu cpox Ha rogHOCT Mexay 60% - 55% - HeycToiika B pasmep Ha 5% OT cTOWHOCTTa Ha
J0CTaBKaTa;
- IIpu cpok Ha romHOCT Mexny 54,99% - 50% - Heycroiika B pazmep Ha 7,5% OT CTOMHOCTTa
Ha JI0OCTaBKara;
- IIpu cpox Ha rogHOCT Mexay 49,99% - 45% - neycroiika B pazmep Ha 10% oT croifHOCTTa
Ha JI0CTaBKara;
- IIpu cpok Ha rogHoCcT Mexay 44,99% - 35% - Heycroiika B pazmep Ha 50% oT cToifHOCTTa
Ha JI0CTaBKara;
- JocTaBka cbC CPOK Ha roAHOCT oA 35% He ce J0NycKa W He ce 3amiama or M3

PA3JIEJ V
KOMYHUMKALMS MEKIY Bb3JIOKUTEJS U YYACTHULIMTE

Benuky kOMyHUKanuu u AEMCTBUSA HA BB31I0KUTEN M HA YYACTHULIMTE, CBBP3aHU C HACTOSIIATA
OTKpHTA IPOLEAYPA, Ca B MMCMEH BU/L.

Y4acTHUKBT MOXE Ja IMpeAcTaBsd CBOUTE MKHCMa M YBEAOMJIEHHMS B JIEJOBOJCTBOTO Ha
MHUHHCTEPCTBOTO Ha 3jpaBeona3BaHero, aapec: rp. Codus - 1000, mu. ,,Csera Hemens” Ne 5,
napTepeH eTax, BCeKH paboTeH JIeH; Mo Mouiara, o Gaxc; no eIeKTPOHEH I'bT MPHU YCIOBUITA U 110
pena Ha 3aKkoHa 3a €JIEKTPOHHUS JOKYMEHT U €JIEKTPOHHMS IOJINUC; Ype3 MPEnopbUYaHo MUCMO C
oOpaTHa pa3IucKa Wid Kypuepcka ciyxoa.

PemenusaTta Ha Bb3noxurens, 3a KOUTO TOW € JUITBXKEH Ja YBEAOMHU YYaCTHHMIIUTE, CE€ U3IpAIaT 110
(dakc UIM Mo eNeKTPOHEH IbT, WJIM C€ BPbUBAT JMYHO Cpelly MOJNHNC, WU C€ H3Mpalar ¢
MPErnopbUYaHO MUCMO C OOpaTHa pa3mucKa, WM Ype3 KOMOMHAIMS OT T€3M CpEICTBa Mo M300p Ha
Br3noxurens.

3a MOoJIy4EeHO ce CUMTA TOBA YBEIOMIIEHHE 110 BPEME Ha OTKPUTATa MPOLEAYPa, KOETO € JTOCTUTHAJIO
70 ajpecaTa Ha MOCOYEHHs OT Hero ajapec. Korarto aapecarbT € CMEHUJ CBOS aJpec U HE €
uHGOpMHpal CBOEBPEMEHHO 3a TOBAa OTBETHATa CTpaHa WJIM aJpecaThbT HE JKejlae Ja Mpueme
YBEJOMJICHHETO, 3a IOJIy4€HO C€ CYMTa TOBa YBEIOMJIEHHE, KOETO € JOCTHTHAjlIo 10 ajpeca,
M3BECTEH Ha M3Ipallaya.

IIpn mpenocrtaBsiHe HAa W3MCKBAaHUATA 10 MOPBUYKATA HA YYACTHULUTE M IPHU CKIIOYBAHETO Ha
JI0rOBOpa 3a O0IIeCTBEHA MOpBhUYKa BB3IOKUTENAT MOXKE J1a TOCOYM KOS 4acT OT MH(pOpMaIusITa,
KOSITO UM NPEA0CTaBs, UMa KOH(UICHIUAIECH XapakTep. YYacTHULIMTE HAMAT IIPaBo Ja Pa3KpuUBaT
Ta3u uHpopMarus.
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[Ipu momaBane Ha odepraTa CH YYaCTHHUKBT CHIIO MOXKE Ja MOCOYM KOS 4YacT OT Hes HMa
KOH(UIEHIMANIeH XapaKTep U J1a M3UCKBa oT Bb3noxurens fga He s pa3kpuBa. Bb3noxuTensaT Hima
NpaBo Ja pa3KpuBa MHQOpPMAaLUs, MPEAOCTaBEHA MY OT YYaCTHHLUTE, MOCOYEHA OT TAX KaTo
KOH(UIEHIMAIHA IO OTHOLICHHME HAa TEXHUYECKU WM THPTOBCKM TalHHU, C H3KIIOYEHHE Ha
CIIEHUTE CIIy4au:

- [IpY U3MBJIHEHUE Ha 3aJbJDKEHHETO OT Bb3noxkuTens Aa usnpaTd uHOpManus 3a CKIIOYEHUS
JIOTOBOP /10 ATEHIMATA 110 OOIECTBEHN OPBYKHY;

- KOraTo Mpu MUCMEHO UCKAHE OT YYaCTHHUK, BB3IOXKHUTENAT U3NBJIHN 3aKOHOBOTO CH 33Jb/DKEHUE
Jla My OCHUIYypH JOCTBII 10 NPOTOKOJIa WJIM TPEAOCTaBU KOIKME OT MpOTOKosa. B To3m cimyuait
BB310KUTENAT 1€ TOJI0KU TpUkKa U MOXKE J1a OTKaKe JOCTBI 10 MHpOpMaIHs, ChAbpiKalla ce B
IIPOTOKOJIA, KOTaTo IPENOCTaBIHETO M NPOTHUBOPEYM HAa HOPMATUBEH aKT WJIM IIPENOTBPATSBA,
orpaHMyaBa WK HapyllaBa KOHKYPEHIUATA.

OOMeHBT U ChXpaHsBAaHETO Ha MH(OpPMAIHS B X0/1a Ha MPOBEXKIaHE HA MPOIeypaTa 3a Bb3JlaraHe
Ha o0IIecTBeHa MOPbUKA C€ M3BBPILIBAT MO0 HAUYMH, KOMTO rapaHTupa LeJoCTTa, JOCTOBEPHOCTTA U
MTOBEPUTETHOCTTA Ha HH(POPMAIIHATA.

Bb3noxxurensT uMa mpaBo Ja MNPEJOCTaBU U €IEKTPOHHO KOIMKE HA JOKYMEHTALUATa 32 y4acThe
WM Ha 4acT OT Hesl Ha YYaCTHULIUTE, KOUTO Ca 5 3aKYIUIIH.

Y4YacTHUKBT CHILO MOXKE J1a TIPEJICTAaBU HAKOU OT JOKYMEHTHUTE B ohepTaTra Cu OCBEH B MMCMEH BU]I
U Ha €JIEKTPOHEH HOCUTEIL.

[Ipu pasznuyrie B ChABPKAHUETO HA JOKYMEHTH, MPEIACTABEHH B MHCMEH BHUJ U Ha €JICKTPOHEH
HOCHTEJ, 3@ BAJIMJTHO C€ CUMTA 3allMCAHOTO B MMCMEH BU/L.

Nudopmanus, KoATo € MpeicTaBeHa caMO Ha EeJIEKTPOHEH HOCUTeN, 0e3 Ja € mpeacTaBeHa U B
IIMCMEH BUJ, HSMa Jla c€ IIPUEMa KaTo MpPeloCTaBeHa B MpOLEAypaTa, OCBEH KOraTo € U3IpareHa
MIPH YCIIOBUSATA U 110 pefa Ha 3aKOHA 32 eEKTPOHHUS JOKYMEHT U €JICKTPOHHUS TOJIITHUC.

I'JIABA 11
TEXHUYECKA CIIEHU®UKALUA

1. ObIIM U3UKBAHUS KbM NNPEJJVIATAHUTE BUOITPOAYKTHU

3a o60ocobenu nozuyuu Nol u 2

OcCTaTpYHUAT CPOK HA TOJHOCT Ha OMOMPOIYKTHTE KbM JaTaTa Ha JOCTaBKa TpsiOBa aa Obae
He To-Marbk oT 60 /mectaeceT/ mpoleHTa.

[Ipu noctaBka Ha OMOMPOAYKT C OCTATaThY€H CPOK HA TOAHOCT o 60 %, CHIIMAT ce mpreMa
caMmo cJel TICMEHO ChIVIache OT cTpaHa Ha M3 3a KOHKPETHO KOJIHMYECTBO, ONpeneieHo or M3 u
MIpH U3IIAINIAHE HA CIICTHUTE HEYCTONKHU:

- IIpu cpok Ha rogHOCT Mexay 60% - 55% - HeycToiika B pazmep Ha 5% OT CTOMHOCTTa Ha
JOCTaBKara;

- TIpu cpok Ha rogHOCT MeXAy 54,99% - 50% - HeycTolika B pasmep Ha 7,5% OT cTOMHOCTTA
Ha JIOCTaBKara;

- IIpu cpox Ha ronHOCT Mexay 49,99% - 45% - neycroiika B pazmep Ha 10% oT croifHOCTTa
Ha JIOCTaBKara;

- IIpu cpok Ha rogHOCT Mexy 44,99% - 35% - Heycroiika B pazmep Ha 50% OT CTOMHOCTTA
Ha JIOCTaBKara;

- JocTaBka cbe CpOK Ha roaHOCT noa 35% He ce 10nMycKa M He ce 3amiama or M3

2.  MHMWHHUMAJIHU TEXHUYECKU NU3NCKBAHUSA U KOJIMYECTBA

2.1 TlpennoxxeHutre OMONPOMYKTH TPsSOBa J1a OTroBapsT Ha BCHYKHM MHUHUMAJHU TEXHUYECKU
HU3UCKBAaHMs, TOCOYCHU B JOKYMCHTAIIUATA.
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TEXHUHYECKA CIIEHTUDOUHKALIUA
3a HeoOxo0umume ouonpooykmu 3a 2014 2.

ATC Mesaynapozo JlekapcTBeHa
Bakcuna HENMaTEeHTHO Mspka KoaunuyectBo 10
Koxa (popma
HauMeEHOBaHUue
TpuBaneHTHa . .- .
p Poliomyelitis vaccine, oral drops
JKHBa JO7BF02 . .
(live attenuated) suspention dose 10 52 500
TOJIMOMUCIINTHA
/mepopaito/
BaKCHHa
TpusanenTHa . . . .
HAKTHBHDANa J07BF03 Poliomyelitis vaccine | suspension for
P (inactivated) injection dose 1o 10 000
OJIMOMUCIINTHA
/mapeHTepanHo/
BaKCHHa

Bcuuku KOJIMYCCTBA, IIOCOYCHHU B CHCI_[I/IQ)I/IKaI_II/IHTa, ca ,, KOJHYECTBA 10", T.c. BB3moxxuTesaT
HC € JIBXKCH Ja 3as4BHU 3a AOCTAaBKa ISUIOTO JOIOBOPCHO KOJHMYCCTBO, @ MMa IIpaBO Ja 3asBiBa
KOJIMYECTBA ChINIACHO JICHCTBUTEIHUTE CH HY>XIH, HO HC ITIOBCYEC OT JOI'OBOPCHOTO.

2.2. MSICTO HA UBITBJIHEHUE HA IIOPBUYKATA
Mscro Ha W3NBIHEHHE Ha Topbukata - ckiaga Ha HI[3IIb 3a chxpaneHune Ha OMONPOIYKTH,
ocurypsasanu ot M3, rp. Codus, Oyi. ,,Ctoneros* Ned4a.

2.3. CPOK HA 1OT'OBOPA

HoroBopute ¢ ¢upmure, U30paHu 3a HU3MBJIHUTEIN HA OOIIECTBEHATA MOPBHYKA, ClieBa 1a ObaaT
CKJIFOUEHHU ChC CPOK Ha JEHCTBUE OT JlaTaTa Ha nmojanucBaneTo uMm Ao 31.12.2014 r., no oTHOIICHHE
Ha U3MbJIHEHUE HA JOCTABKUTE.

2.4 CPOK 1 HAYUH HA 1OCTABKA HA BUOITPOAYKTHUTE

B cpoxoBere, mocoueHu B crnienupuKanusaTa, HO He MO-KbCHO OT 10 (meceT) KaJleHAapHU AHU CIej
[0JIyuaBaHe Ha MHMCMEHa 3asiBKa OT Jupekuus ,,00mecTtBeHo 3apaBe” B MUHHCTEPCTBO Ha
3]IpaBEOINAa3BaHETO 3a HEOOXOAUMUTE KOJIUYECTBA;

W3nbaHuTens € ANBbXKEeH B CpoK 10 48 yaca mpeay U3BBPIIBAHETO HA BCSKA JIOCTAaBKa Ja
YBEJIOMU MUCMEHO WM 1o (hakc M3 3a U3BBpIIBaHE HA MIPECTOSIIATA TOCTABKA;

[Ipu nocraBsHe B ckiaga Ha M3 OuonmpoaykTure TpsOBa na ObJaT OKOMIUIEKTOBAaHU C
TEMIIEPATypPHU MOHUTOPH, YIOCTOBEPSIBAILY CIIa3BAaHETO HA XJIaJWJIHATA BEPUTa IIPU TPAHCIIOPTAa U
ChXPAHEHUETO 70 JIOCTaBKaTa, ChIVIACHO YKa3zaHHsTa Ha mpousBomutens (cbriacHo wi. 10 Ha
Hapen6a Nel15/12.05.2005 r.);

[IpuemaHeTo Ha CTOKHMTE C€ M3BBPILIBA ClIe] MOJNMCBAHE Ha IpHUEMaTeIHO-IIpe/laBaTeIeH
MIPOTOKOJ 1Mo 00paser; Ha M3 K0eTo 3abJDKUTEIIHO CTaBa Ciie]l IPEACTaBsiHEe Ha cepTu(UKaTUTe 3a
0CBOOOXKTaBaHe HA MAPTHANTE, BKIFOYCHHU B JOCTABKAaTa, B ChOTBETCTBHUE C Wi. 69 ot 3JITIXM.

T'JIABA 111
KPUTEPUM 3A OLIEHKA HA O®EPTATA

3a Bcsika oTnienHa odepTa, KOSITO OTToBaps Ha M3MCKBAaHUATA Ha 3aKOHA 3a OOILIECTBEHUTE MOPHUYKU
Y W3MCKBaHUATA Ha Bb3/0kuTeNns, HOCOUeHH B HACTOSIATa TOKyMEHTAIlHs, Ha3HaueHaTa KOMUCHUS
M3BBPIIBA KJIacalys, Bb3 OCHOBA Ha Kpurepus no wi. 37, an. 1, . 1 ot 3011 — ,,Haii-HucKka neHa”
(6e3 I/1C), kaTo kiacMpaHeTo ce U3BBPIIBA Ha 0a3a MpeJIo’KeHa eMHUYHA [IeHa.

Komucusita kiacupa aomycHaTuTe O pasriekgaHe opepTH MO BB3XOSIl pel, Bb3 OCHOBA Ha
IpeUIo’KeHaTa OT TAX €AMHUYHA IIeHa, KaTo Npesio’keHaTa Hall-HHCKa IIeHa ce KJIacupa Ha IMbPBO
MSCTO. YYaCTHHMKBT, MPEUIOKNI Hall-HUCKA €IVHHUYHA II€Ha, ce onpenens 3a ui3nbaHuten. Cuen
MPUKIIIOYBaHE Ha paboTaTa Ha KOMHCHUsATA TI0 pa3riekIaHe U olleHKa Ha odepTute, Bp3noxurensr
00sBsIBa C pellIeHNE KJIaCUPAaHETO Ha YYACTHUIINTE M YYaCTHULIUTE, ONPEAEICHU 3a U3IBIHUTEIN Ha
o0IIecTBeHAaTa MOpPbhUKA. YUYACTHUIUTE CE YBEAOMSBAT MUCMEHO 3a pe3yiTaTa OT IMpOBeJeHAaTa
mporieaypa, KaTo UM ce BphUBa (M3Ipalia) KOMmKe OT PEIICHHUETO.
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I'JIABA 1V
OBPA3IIU HA JOKYMEHTH 3A YYACTHE B ITIPOLIEAYPATA
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OBPA3EI]
ODEPTA
3A YYACTHE B OTKPUTA NPOLEAYPA 3A Bb3JIATAHE HA OBIHIECTBEHA
INOPBYKA C ITIPEJIMET:

,»,JlOCTaBKa Ha OMONIPOAYKTH, IO 000COOEHU MO3UIIUU KAKTO CJICBA!
O60co6ena mo3unus Ne 1: JloctaBka Ha TpuBajieHTHA )KUBA MMOJIMOMHEIIUTHA BAKCHHA, C
MexnyHaponHo HenaTeHTHO HauMeHnoBanue Poliomyelitis vaccine (live attenuated);
O60ocobena no3unus Ne 2: JlocraBka Ha TpuBaieHTHAa MHAKTUBUpPaHa MOJMOMHEIMTHA BAKCUHA, C
MesxayHaponHo HenaTeHTHO HanMmeHoBaHue Poliomyelitis vaccine (inactivated)"

Oobocooena nozuyua Ne ...... c npeomem ......

I H/IEHTUH®UHKAIIHUA HA YYACTHHKA
Hacrosimara odepra e momaaeHa ot:
/HAUMEHOBAHUe HA YUACTHUKA/
Y TIOJIITKCAHA OT:
/mpu umena/
B KQUECTBOTO My/MIM Ha
/onwvoicHocm/

1. AIMHHUCTPATUBHHU CBE/IEHUA

/TIONIEHCKH KO, TPaJi, OOIIHHA, KB., yII., OI1., arL./
TenePOoH NO: ..o
DAKC NO...oeer e
E-MAl: e .

JInuna kapta Ne........ccocciiiiiinen JBIATEHA Ha...ooveveveneneeneens [0 OSR
TEIEPOH / PAKC: .. e eee et et eeeaaeeaees

L 100 Rl (51 ¥ o - PP PP
CMeTkaTta, 0 KOSITO 1€ ObJaT W3BBPIIBAHM pa3IUIAIlaHUATA 110 JIOTOBOPA, aKO YYAaCTHUKBT ObJe
OIIpEJIeJIEH 3a U3IIBIHUTEI Ha IOpbhUKATA!

YBAKAEMHU JAMHU U TOCIIOJA,

1. 3asBsaBame, ye jKeJaeM J1a yuacTBaMme B oOsiBeHaTta oT Bac mpouenypa 3a Bp3iaraHe Ha
oO1IecTBeHa MopbUKa ¢ MpeaAMET: ,,JlocTaBka Ha GMONIPOTYKTH, 110 000COOEHN MO3UIIMH KaKTO
clesBa:

O6oco6ena mo3umust Ne 1: JloctaBka Ha TprBasieHTHA KMBa MOJTMOMHUEINTHA BAKCUHA, C
MesxayHapoiHO HenaTeHTHO HauMmeHoBaHue Poliomyelitis vaccine (live attenuated);

O6ocobena mosunusa Ne 2: JloctaBka Ha TpuBajmeHTHa MHAKTUBUpPAaHA MOJUOMHETUTHA
BaKCHHa, ¢ MeXIyHapoIHO HemaTeHTHO HanMeHoBaHue Poliomyelitis vaccine (inactivated)"
Obocobena nozuyua Ne ...... c npeomem ......

Omxpuma ¢ Pewenue Ne ............ccuceee.... 2014 2.

2. 3asiBsiBaMe, 4e npeacTaBsaMe ogepTa 3a yyacTue B MPOUeAypaTa ¢ MpeaMer:

”»
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3. 3aI[’bJI)KaBaMe CC 1a Clla3BaMC BCHYKHU YCJIOBHA Ha BB3JIOKUTCIIA, IOCOUCHU B JOKYMCHTAIUATA
3a ydacTHe, KOUTO C€ OTHACAT A0 HM3I'BJIHEHUWETO Ha MOpbukKara, B clydail, ye chliaTa HU Obae
BB3JI0’KEHA.

4. 3appKaBaMe ce J1a He pa3npocTpaHsiBaMe N0 HUKAKbB MOBOJ U MO/l HUKAKbB MPEAJIOT JaHHUTE,
CBBbp3aHH C MOpbYKaTa, CTaHAJIM HU U3BCCTHU BBB BPb3Ka C YHACTHUCTO.

5. CpriiacHu cMe BaJIMHOCTTA HA HALIETO MPEIOKEHHE A OBIC ...o.vvnvennnnnn... JTHU, HO HE TIO-
Manko oT 90 kaJeHJapHU JHHM OT KpaifHara jJara 3a mojiydaBaHe Ha o(epTHTe U TO e OCTaHe
00BBP3BAIIO 32 HAC, KATO MOKeE Aa ObJ/ie MPHUETO MO BCAKO BpeMe MPeIn U3THYAHE HA TO3U CPOK.

6. Jlo mOArOTBSHETO HA JOTOBOp, TOBA MPEAJIOKEHHE 3aeJHO C MHCMEHOTO NpueMaHe oT Bama
CTpaHa U M3BECTHE 3a CKIIOYBaHE Ha JOToBOp Iie ¢opMupar 0OBBP3BAIIO CIIOPA3yMEHUE MEXKIY
JIBETE CTpaHHU.

7. TlomaBanero Ha HacrosmaTa odepra yAOCTOBepsiBa OE3yCIOBHOTO IMpHEMaHE Ha  BCUYKHU
M3UCKBAHUS U 33IbJDKCHUS, TOCTABEHU OT Bb3/10KUTENS B MPOBEKIaHaTa MpoIleaypa.

8.Cnuchk Ha BCHYKH JOKYMEHTH (CHOTBETHO KOMNHS HAa JOKYMEHTH), B MOJANUCAH U
rmoarieyaTrad BUI.

Jara: ..o T.

(ITognuc u neyar)
*4% Koeamo Yuacmuux 6 npoyedypama e obedunenue, Hacmoswus obpazey Ha opepma ce
npeocmass 3a 00eOUHEHUemo YYACMHUK, KAMO ce NONbI8d U NOONUCBA OM JIUYEemo, KOemo e

VABIHOMOWEHO OM UYlleHo8eme HA 00eOUHeHUemo, CbelACHO CNOpPA3YMeHUemo/002080pvm 3a
cv30asane Ha obeouHeHue.
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OBPA3ELl

JNEKJIAPALMS
3A PETUCTPAILIMA 11O 3AKOHA 3A THPTOBCKHS PETUCTHP

DI 000 000 Z (0T 1 0 6 G PP
(mpume umena)
JIaHHU IO TOKYMEHT 32 CAMOIIAUHOCT ....evvvvvrerererenererrrersreeesensseeeeenes
(HoMep Ha TUYHA Kapma, 0ama, Opean U MACMO Ha U30a8anemo)
1: 30 6N (1ot - Yol Mo o 2 B < : R

Ha

A 2T 1 207§ N
B IIPOIIETypa 3a Bh3JaraHe Ha OOIIEeCTBeHa NOPBUYKA C MTPEIMET:

,»Jl0CTaBKa Ha OMONPOAYKTH, IO 000COOEHU MO3UILIUU KAaKTO CIIEeBA!

O6ocobena mosummst Ne 1: JloctaBka Ha TpuBajeHTHa >KWBa IOJUOMHEIMTHA BaKCHHA, C
MexnyHapoaHO HermaTeHTHO HauMeHoBaHue Poliomyelitis vaccine (live attenuated);

O60co0ena no3urust Ne 2: /locraBka Ha TpuBajieHTHAa MHAKTUBHpPAHA MOJMOMMEIUTHA BaKCUHA, C
Me:xnyHaponHo HemaTeHTHO HauMeHoBaHue Poliomyelitis vaccine (inactivated)"

Obocoodena nozuyusa M ...... c npeomem ......

omkpuma ¢ PeuseHue Ne ...........ccceeeueenn.. 2014 2.

JEKJIAPUPAM:

[IpencraBiasBaHUSAT OT MEH YYaCTHHK € PErucTpHpaH Mo 3akoHa 3a THProBCKHsS PETUCTBD U
HeroBusT eauHeH uaeHTuukanuoneH kox (EUK) e: ...,

Jara:
JEKJIAPATOP:
(monmuc, meyar)
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OBPA3EIl
AEKJTAPAILUS
3a OTCHCTBHE HA o0cTOsITEIcTBAaTa MO 4. 47, an. 1, 1. 1 (0e3 0. ,,e%), an. 2, T.Sman. 5, 1. 1
0T 3aKoHA 32 001eCTBEHNTE MOPBYKH

I Lo a0 007 or: 1207 5 i AT P TP RTPPRIN

(mpu umena)

(Homep Ha TuYHa Kapma, 0ama, opeax u MAacmo Ha u30deaHemo)
130 %2 e (T = Y01 W o B /O < - T PR

)3 G I £ Tod 2 07 0P , B
MpoLeaypa 3a Bb3JIaraHe Ha OOIIECTBEHA MOPBUKA C TIPEIIMET yyueeveenssessenssansonssncons s

AJEKJTAPHUPAM:

1. He cbM ochkaaH(a) ¢ BisI31a B CHIIa pUCha /PeabunuTipan cbM 3a:

a) TMpecThIUICHWE MPOTUB (HUHAHCOBATa, JaHbUHATA WM OCUTYPHTEIHATa CHCTEMA,
BKJTIOYHMTETHO M3MMPaHe Ha mapw, 1o wi. 253 - 260 ot HakazaTenHus KOAeKc;

6) moaxym o wi. 301 - 307 ot Haka3aTemHus KOJEKC;
B) y4acTHe B OpraHM3MpaHa npecTbliHa rpyna mo wi. 321 u 321a ot HakazarenHus Konekc;
I') IpecThIIEHNE MPOTUB cOOCTBEHOCTTA O Wwi. 194 - 217 ot Haka3arenHus Koziekc;

1) IPeCThIIJICHUE MPOTUB CTONAHCTBOTO 1O 4. 219 - 252 ot Haka3zaTtenHus Kogekc.

2. He cbM nMiieH OT HpaBOTO JAa YIpakHABaM olpejaeneHa npodecus WM JEHHOCT,
CBBbp3aHa C IpeIMeTa Ha MOpbYKaTa, ChIJACHO 3aKOHOJATEICTBOTO Ha Abp)KaBaTra, B KOSITO €
U3BBPUICHO HAPYILIEHUETO.

3. Hpejj[CTaBJ'IHBaHI/IfIT OT MCH YYaCTHUK HC€ € BUHOBCH 3a HCUIIIBJIHCHUC HA 3aABJDKCHUSA T10
AOT'OBOD 3a O6H_ICCTBeHa MMOpbHYKaA.

4. He cpm OCBJCH C BJId3JIa B CWJIA MPUCHAA 3a IIPECTHIIJICHUC T10 YJI. 313 ot Hakazarennuns
KOZCKC BbB BPBb3Ka C MMPOBCIKAAHE HA MTPOLUCAYPU 3a Bb3JIaraHC Ha 06LI_ICCTBCHI/I IIOPBYKH.

5. He ¢bM cBBp3aHo nHIie mo cMuchia Ha § 1, T. 23a OT HOMBIHUTEIHUTE pa3nopenon Ha
3akoHa 3a 00IIECTBEHUTE MOPHUYKHU C BH3IOKHUTEIS WA ChC CIYKUTENN HA PhKOBOIHA UTHKHOCT B
HEroBaTa OpraHu3allusl.

N3BectHa Mu e otroBopHOcTTa 110 4i.313 ot HK 3a HeBepHu naHHM.

3all’bH)KaBaM CC IIpu MNOpPOMCHU HaA TOPCIIOCOYCHUTC 00CTOSITEICTBA Ja YBCIAOM:A
Bru3noxurens B ceieMIHEBEH CPOK OT HACTBIIBAHCTO UM.

Jara: .. JEKJIAPATOP: ...

(moarmuc, revar)
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IIOAICHEHHE: B ciyuau, ye y4acmHukvm e Opuouyecko Jnuye, OeKiapayusma ce
NOONUCEA 3a0BIHCUMETHO Om Juyama, nocovenu 8 ui. 47, ar. 4 om 30I1.

B cnyuai, ue yyacmnukom e obedunenue, deknapayus ce npeodCcmass 3a BCAKO (Pu3U4ecKo
UU FOPUOUYECKO JiuYe, BKIIUEeHO 8 00eduHeHuemo, cvobpasuo yi. 56, an. 3, m. 1 om 30I1.

Kocamo odexnapamopvm e uyscoecmpanen epaxcoanun, 0ekiapayusima, Kosamo e Ha 4yiHco
e3UK ce npedCcmass U 8 npesoo.

Koecamo yuacmuuxvm npedsudicoa yuacmue HaA NOOUSNBAHUMENU, OOKYMEHMbM Ce
npeocmass 3a 6ceku eOur om msx, cvoopasuo un. 47, an. 8§ om 3011

24



OBPA3ELl

AJEKJTAPAIIUS
nowi. 47,an. 1, t.2u3,an. 2, 1. 1,3 u4 u an. 5, 1. 2 or 3akoHa 3a 001IeCTBEHUTE MOPbUYKHU

I (e )00 07 or: 1207 5 i AR
(mpu umena)

HaHHI/I IO JOKYMECHT 3a CAMOJHMYHOCT ...oeiiiiiiiiiiiii e e

(HOMep Ha TuYHa Kapma, 0ama, Opear U MACmo Ha U30a8anemo)

B KAUCCTBOTO CH HaA .. .oiiiiiiiiiiiiiiiiiiiiiiiiiiiiitttteeteeeeeeeeeeeeeseseasessessassanssssannnnns

(HaumeHo8aHUe HA YUACMHUKA)

Y4aCTHUK B IIPOLEAYpa 3a Bb3JIaraHe Ha OOLIECTBEHA MOPBUKA C IPEIAMET yyeereenneenecnsces y

AEKJIAPHUPAM,ue:

1. Hpe,I[CTaBJ'IHBaHI/IHT OT MCH YYaCTHHK HC € 005IBE€H B HECHCTOSTEIHOCT.

2. Hpe,I[CTaBJ'IHBaHI/IHT OT MCH YY4CTHHUK HC CC€ HaAMUpa B IIPOU3BOACTBO IIO JIMKBHUAALHA,
HHUTO B l'IOI[06Ha npoueaypa, CbrilaCHO HAMMOHAJIHUTE MU 3aKOHH U IMOJA3aKOHOBHU dKTOBC;

3. IIpeACTABISIBAHUAT OT MEH YUACTHHIK  .ecuverueeeernienueenteenuesseenseasesseenseensesseensesnseseens
(nocoueme pupmama Ha y4acmHuKa):

- HC € B OTKPUTO MMPOHU3BOACTBO IO HECHCTOATCIIHOCT,

- HE € CKJIFOYMJI U3BBbHCHAEOHO CIIOpa3yMEHHE ¢ KPEIUTOPUTE CH IO cMUChIa Ha wi. 740 ot
TBproBckus 3aKkoH;

- HE ce HamHpa B oJj00HA TpOoIleIypa ChIIIACHO HAIIMOHATHUTE CH 3aKOHU W TI0JJ3aKOHOBU
aKTOBE;

- HEeroBaTa JCWHOCT HE € TOJ] pa3lopekIaHe Ha ChJa U HE € MPEYCTAHOBWII JICHHOCTTA CH.

4. Hpe)]CTaBJ'IfIBaHI/IﬂT OT MCH y‘-IaCTHI/IK HsIMa HapI/ILIHI/I 3aABbJDKCHUSA KbM I[T)p)I(aBaTa NN

KbM OOINMHA MO CMHUCHIA Ha wi. 162, an. 2 oT J[aHbYHO-OCUTYPUTEIHHUS TPOIIECYaJCH KOJEKC,
KOUTO Ca YCTaHOBEHU C BJIS3BJ B CHJIa aKT Ha KOMIIETCHTEH OpraH M 3a KOUTO HE € JIOMYCHAaTO
pascpouBaHe WM OTCpPOYBAHE Ha 3a/(bIDKCHAATa. WIN NApUYHU 33JbJKCHUS, CBBP3aHU C
IUTAIAHETO Ha BHOCKHU 3a COI[MATHOTO OCUTYpSBAHE WM HA JAaHBIU CHIJIACHO MPABHUTE HOPMHU Ha
JbpKaBaTa, B KOSITO YYaCTHUKBT € YCTAHOBEH.

5. IlpencTaBisiBAaHUSAT OT MEH YYaCTHUK HsIMa HAJIOKEHO aJMUHHUCTPATHBHO HAKa3aHHE 3a
HaeMaHe Ha padoTa Ha HE3aKOHHO NMpeduBaBallly Uy KICHLU MPe3 MOCIEeIHUTE 10 5 TOAUHH.

6. IIpencraBisBaHUAT OT MEH YYaCTHHMK HE € CKJIFOYMJI JOTOBOP C JIMLE MO Wwi. 21 nian 4.
22 ot 3akoHa 3a NMpe0TBpATIBaHE U YCTaHOBSIBaHE HAa KOH(IJIMKT HA UHTEPECH.

N3BecTHa Mu e otroBopHOocTTa 110 4i.313 ot HK 3a HeBepHu naHHU.
3agpipkaBaM ce  Ja  yBeAoMs Bwb3nokuTens 3a BCHUKM HACTBIWIM TIPOMEHH B
JIEKJIapUPAHHTE 110- Tope OOCTOSTENCTBA B 7-HEBEH CPOK OT HACTHIIBAHETO HM.

TaTa: oovveoeeen.. r. JEKIJIAPATOP: ..o

1 Ilpu Haauuue ma donycHamo pascpousaHe uau omcpousaHe Ha 3a0BANCEHUAMA ce NpUuAdzd Konue HA Co0meemHus OOKYMeHm KoM
Hacmoswama dekaapayusi.
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IHHOACHEHHA
no /lexnapayuama no un.47,an. I,m. 2u 3, an. 2, m. 1,3 u 4 u an. 5, m. 2 om 3011

Hexnapayus 3a omcvcmeue Ha yumupawume 00OCMOAMENICMBA e 00CMAmvbyHO 0a Ovoe
nooadena om eoHo Om IUYAmd, KOUmo Mo2am CAMOCMOAMENHO 0a NPeOCmasisAeam y4acmHuKd,
K02amo y4acmHuk e iopuoudecko auye, Cboopasno nopmama Ha 4i. 47, ar. 6 om 30I1.

B cnyuaii, ue yuacmuuxvm e obedunenue, oeknapayus ce npeocmaes 3a 8CAKO PU3UYECKO

UIU 10puUoUYecKo auye, SKIOYEHO 8 0beduHenuemo, cvbobpasno un. 56, ar. 3, m. 1 om 30Il npu
cnaszeane Ha ycrosuama no un. 47, an. 6 om 30I1.

Koeamo oexnapamopvm e uyscoecmpanen epaxcoanut, 0exnapayusima, KOsimo e Ha 4yHco
e3UK ce npedCcmass U 8 npesoo.

Kocamo yuacmnukem npedsusxcoa yuacmue Ha NOOUBNBIHUMENU, OOKYMEHMbM Ce
npeocmasst 3a 8ceKu eOuH om msx, cvboopasno yi. 56, an. 2 npu ycrosusma Ha yi. 47, ar. 8 u om

3011
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OBPA3ELl

*
AJEKJITAPAL U
32 y4acTHeTO WM HEy4YaCTHETO HA MOAM3IMbJIHUTEH
mo 4. 56, ai. 1, 1. 8 or 3akoHa 3a 00IeCTBEHUTE MOPBYKH

JIOTYTOIITHCAHUSAT /~HATA/ .....eeneeeeeeeeeiieieeeieseeeteeeesieeee e seeenaeeneas , CJIMYHA KapTa NO ......coccveruennne ,
M3JAJCHA HA ....coovvvvvennennns (0 N c ETH ..o, , B Ka4eCcTBOTO MH Ha
........................................................ HA ooveienieenieeteeteeeeeeeeneeeneesseeteensessee st enneeneenseensesneenneenns T
(nocoueme OvorcHocmma) (nocoueme pupmama Ha y4acmuuxa)

YYacTHUK B IIPOLIEypa 3a Bb3JaraHe Ha 0OIeCTBEHA MOPbUKa C MPEeIMET

,»JlOCTaBKa Ha OMONIPOAYKTH, IO 000COOEHHU TO3UIIMH KAKTO CJIE/IBA:

O60co6ena mo3unus Ne 1: JloctaBka Ha TpuBajieHTHA )KUBa MMOJIMOMHEIIUTHA BAKCHHA, C
MesxayHnaponHo HenateHTHO HanMmeHoBaHue Poliomyelitis vaccine (live attenuated);

O60cobena no3utms Ne 2: JlocraBka Ha TpuBaieHTHAa MHAKTUBHpPaHa MOJMOMHEIMTHA BAKCUHA, C
MexnyHapoIHO HemaTeHTHO HanMeHoBaHue Poliomyelitis vaccine (inactivated)"

Oobocooena nozuyua M ...... c npeomem ......

omkpuma ¢ Pewienue Ne ..............c.........2014 2.

AEKJTAPHUPAM:
VUHACTHHEKBT .ceconueviieeeiiiieeeiitteeeeiitteeeeiiteeeseasteeeeeaabeeeeeesaab et e e s ab b e e e s s s bb e e e s s nnrne e e s aas
(nocoueme upmama Ha yuacmuuxa),
KOT'OTO MPEACTaBISBaM:

1. HpI/I HU3IBJIHCHUCTO HA I'OpC HUTHPAHATa O6H_ICCTBeHa IIOpBbUKa HAMA Oa I/I3HOJ'I3B8./H_[€ H3I10JI13Ba
IO AU3ITBJIHUTCIIN,

(uznuceam ce HAUMEHOBAHUAMA HA upmMume Ha NOOUNBIHUMENUME),
KOUTO Ca 3aIll03HATH C MPeAMETa Ha MOPbUKaTa U ca JIajli ChIJIacue 3a y4acTHE B MPOLEaypaTa;
3. Bugpr Ha paboTuTe, KOUTO 1€ W3BBPIIBA MOAUIIBIHUTENIS Cca  CIEIHUTE:
4. JlenbT HaA yyacTHe Ha MOAU3ITBIHUTEINTE MPU U3MBIHCHHE HA MOpPBYKATa 1€ OBIE ......... % ot
o0Im1ara CTOMHOCT Ha MOpBYKaTa.
N3BectHa M € oTroBopHocTTa nmo wi. 313 or HakazarenHusi KoAekc 3a MOCOYBAHE Ha
HEBEPHU JJaHHHU.

Jlara: JEKJIAPATOP:
(monmuc, neyar)

*
[eknapauyus ce noanucBa 3aAb/HKUTENTHO OT yrpaB/isiBalyms y4acTHUKa 10 perncTpayms.
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OBPA3EI]
JEKJTAPAILINA
3a chIVIacHe 32 yYacTHe KaTo MOAU3NbJIHUTE
TIOMIIHCAHIISIT: ..ottt ettt e e e e e e e e e e e e e e e e e e e
(mpu umena)

(HoMep Ha TuuHa Kapma, 0ama, OpPeaH U MACMO HA U30A8aHemo)
B KAUECTBOTO CH HE «otttttttttttttttttttttttttttttettetetteeteeteeeeeeeeteeeeeeeeeeeeeeeeeeeeeeeeeeeenn

(HauMeHOB8aHUe HA YHACMHUKA)

Y4acTHUK B IIPOLIeypa 3a Bb3jaraHe Ha oOIIecTBEHA MOPbUKaA C IPEeIMET:

,»,JlOCTaBKa Ha OMONIPOAYKTH, IO 000COOEHU MO3UIIUU KAKTO CIICBA!
O6ocobena mo3urusi Ne 1: JloctaBka Ha TpuBaneHTHa >KMBa IOJIMOMHUEINTHA BaKCHHA, C
MexnyHapoIHO HemaTeHTHO HanMeHoBaHue Poliomyelitis vaccine (live attenuated);
O60ocobena no3urus Ne 2: JlocraBka Ha TpuBaleHTHa MHAKTUBHpPAHA MOJIMOMHEIUTHA BaKCHUHA, C
MexyHapoIHO HemaTeHTHO HanMeHoBaHue Poliomyelitis vaccine (inactivated)"
Oobocoodena nozuyua M ...... c npedmem ......
omkpuma ¢ Pewienue Ne ..............c.........2014 2.

AJEKJIAPHUPAM:
1. Ot uMeTo Ha MPECTABISABAHOTO OT MEH JIPYIKECTBO: . .uuueenreennrenneanneennneenneenneeanneennens
(nocoueme 10pUOUHECKOMO auye, Koemo npedcmasisieame)
W3pa3siBaM ChIJIACUETO J1a YYACTBAME KATO MOAUBIIBITHUTEIL HA ..uuvvveeeernrereeenireeeenniieeeessnneeeeesnnns
(nocoueme yuacmuuxa, Ha KOUmMo cme noOU3NbIHUMEN)
IIpY U3ITBJIHEHNUE HAa TOPENOCOYEHATA TOPBUKA.
2. JIeiHOCTHUTE, KOMTO ¢ M3ITBIHABAME KaTO MOAU3IIBIHUTEI ca:

(u3bpoiime KOHKpemuume yacmu om 00eKma Ha 00uecmeeHama NOPvLUKA, KOUMO ue 6v0am u3nvIHeHU Om
Bac kxamo noousnvinumen)

3. 3ano3Hatu cMe ¢ pasmopendara Ha wi. 55, an. 5 oT 3akoHa 3a OOIIECTBEHUTE MOPHUKH, Ue
3asBSIBAKH KEJAHUETO CH J1a ObJeM MOTU3IIBIHUTEN B odepTaTa Ha IIOCOYCHHS MO-TOPE YUACTHHK,
HSMaMe MpaBO Ja Ce SBHM KaTo y4YaCTHHK B TOpelmocoueHaTa MpoleAypa U Ja MpeAcTaBUM
camocTosTesnHa odepra.
4. BbB Bpb3Ka ¢ U3UCKBAHUATA HA MPOLIEypaTa, MPUIOKEHO MPEACTaBsIME CIEAHUTE JOKYMEHTH:
4.1. loxymeHT 3a peructpauus win EquHeH naeHTU(PUKAUOHEH KOJ ChIylacHO wi. 23 oT 3akoHa
3a THPTOBCKHS PETUCTBP U Y AOCTOBEPEHUE 33 aKTyallHO ChCTOsSHUE /peructpamust Ne ............. OT
............. I. WX EeKBHBAJCHTEH JOKYMEHT CBIJIACHO HAIMOHAIHOTO 3aKOHOAATEJICTBO Ha
qyXJIECTPAaHHHUTE JIHUIIA.
**% Voocmosepenue 3a akmyaiHo coCmosHue He ce U3UCKEA, aKO YYACMHUKDIN € PecUCPUPaH Uil
npepezucmpupan cied 01.01.2008 2. no peda na 3axona 3a mvpeosckus pecucmvp (3TP). B mo3u
cayuati e oocmamvuno oa ce nocouu EUK na opyscecmsomo.
4.2. Jloka3aTelcTBa 3a MKOHOMHYECKOTO M ()MHAHCOBOTO CHCTOSHUE, ChOOPA3HO BUAA M Jela Ha
HAIIETO YUACTHC. «.eutte ittt entent ettt et et e ettt e e et e ettt et et et et e e et et e e eneeneanes
4.3. Jloka3arencTBa 3a TEXHHYECKUTE BH3MOXXHOCTH W KBaNMH(UKAIUs, ChOOpa3HO BHIA M Jeja Ha
15011 (MO I s T 7 (P
4.4, Jlexnapanuu 3a OTChCTBHE Ha oOcTosITeNncTBara o wi. 47, an. 1, ai. 2 u an. 5 ot 3011
(Hexnapayuume cnedsa 6Ovoam no obpasyume om OOKYMEHMAYUsMa 3a yyacmue, Kamo
UBUCKBAHUAMA KbM YYACMHUYUmMe, OMHOCHO TUYamd, KOUmo ciedéa 0a NONbIHAM U NOONUULAM
MAaKuea 0eKaapayuu 8axcam u 3a NOOUNBbIHUMENS, NPeOCmAa8eHu 8 OPUSUHAT),

5. JIpyru JOKYMEHTH, TIO0 TIPEIleHKa W ChIIIACHO M3MCKBAHUATA HA HACTOSIATA JOKYMCHTAIIHSI
T I T 7 (P
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3agbmkaBaM ce J1a yBeloMsi Bb3nokurens 3a BCUUKM HACTHIIMIM MPOMEHU B JCKIApUPAHUTE I10-
rope oOCTOSTENICTBA B 7-THEBEH CPOK OT HACTHIIBAHETO UM.

Mara: JEKJIAPATOP:
(moarmuc, revar)
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OBPA3EI]

JAEKJIAPAIIUSA
mo 4. 56, ai. 1, 1. 12 or 3akoHa 3a 001IeCTBEHUTE MOPbUYKH
3a MpUeMaHe Ha YCJI0BUATA B IPOEKTA HA I0T0BOPA

B o B0 0% (oF: 15 178 & S UUUUUUOUSUOUOUPUPRt
(mpu umena)

(HoMep Ha TuYHa Kapma, 0ama, opeax u MAacmo Ha u30deaHemo)
B KAUCCTBOTO CH HA . uuntntantntententenetent et ettt et et eae e et et et e e et et et et e e e e aneneen

(HaumeHOB8aHUe HA YYACMHUKA)
YYaCTHHUK B IIPOIIE/Iypa 3a Bb3JlaraHe Ha OOIIECTBEHA MOPhUKA C IIPESIMET !
,»,Jl0CTaBKa Ha OMOTIPOAYKTH, IO 000COOEHU MO3HUIINN KAKTO CJICBA!
O6ocobena mosunuss Ne 1: JloctaBka Ha TpuBajeHTHa >KMBa TOJMOMHEIUTHA BaKCHHA, C
MexnyHapoIHO HemaTeHTHO HanMeHoBaHue Poliomyelitis vaccine (live attenuated);
O06oco6ena no3unust Ne 2: JlocraBka Ha TpuBalieHTHa WHAKTHBHPAHA MMOJIMOMHUEIIUTHA BAKCHHA, C
MesxayHaponHo HenaTeHTHO HanMmeHoBaHue Poliomyelitis vaccine (inactivated)"
Oobocooena nozuyua M ...... c npeomem ......
omkpuma ¢ Pewienue Ne .............cc.........2014 2

AJEKJAPHUPAM:

3amo3HaT ChbM CBhC ChHIBPKAHMETO Ha MPOCKTa Ha JOrOBOpa W mpuemam/we npuemam
(HeHyHCHOmMO ce 3auepmasa ) yCIOBUATA B HETO.

Jlara: JEKJIAPATOP:
(monmuc, neyar)
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OBPA3EI]

TEXHUYECKO NPEJJIOKEHUE
3A YYACTHE B OTKPUTA NPOLEAYPA 3A Bb3JIA'AHE HA OBLIECTBEHA
INOPBYKA C ITIPEJMET:

,»,JloCTaBKa Ha OUONPOAYKTH, IO 000COOEHH MO3ULIUU KAaKTO CIIEBA!
O6ocobena mo3urusi Ne 1: JloctaBka Ha TpuBalneHTHa >XKMBa TIOJTMOMHUEINTHA BaKCHHA, C
MexayHapoaHo HeraTeHTHO HauMeHoBaHue Poliomyelitis vaccine (live attenuated);
O6ocob6ena nmozunust Ne 2: JlocraBka Ha TpuBajieHTHa MHAKTHBHPAHA MOJMOMHUEINTHA BAKCHHA, C
MexayHapoaHO HelaTeHTHO HauMeHoBaHue Poliomyelitis vaccine (inactivated)"
Obocoodena nozuyua M ...... c npeomem ......
omkpuma ¢ Peuienue Ne ..........cceeeueee...2014 2,

HO:

(Haumenosanue u aopec na 6v3nodcumers)
Or:

(HaumeHo8aHUe HA YHACMHUKA)

C agpec: Ip. YL Ne ,
Tel.: , (hakc: , e-mail:
peructpupad 1o ¢.1. Ne / T. I1O OIKCa Ha ChII,
Bbyncrar / EUK: ,

Hata u msicto Ha peructpanus o JJIC:

YBAXKAEMMU JAMU U I'OCIIOJA,

C nacrosmoTo, Bu npesicraBsime HameTo TEXHUYECKO MPEUIOKEHUE 32 U3ITBIHEHNE Ha 00sIBeHATa
ot Bac npouenypa 3a Bb3narane Ha 00IIECTBEHA MOPBYKA C IPEIMET:

,»,J10CTaBKa Ha OUOMIPOAYKTH, 110 000COOEHN MO3UIIMHU KAKTO CIIe/Ba:

O6ocobena mosummst Ne 1: JloctaBka Ha TpuBajeHTHa >KWBa TOJUOMHEIMTHA BaKCHHA, C
MexayHapoaHo HemaTeHTHO HanmenoBanue Poliomyelitis vaccine (live attenuated);

O60co0ena no3urust Ne 2: JlocraBka Ha TpuBajeHTHa MHAKTUBHpPaHA MOJMOMMEIUTHA BaKCUHA, C
MesxayHapoiHO HenaTeHTHO HauMmeHoBaHue Poliomyelitis vaccine (inactivated)"

Obocobena nozuyua M ...... c npeomem ......

omkpuma ¢ Peuwienue Ne ............cceueeee 2014 2.

1. CpokbT 3a U3NBIIHEHHE HA MPEIMETa Ha MOPHUKATA € .............. , levenacno npoexma na
0oeosopal,
2. CpokbT 3a JOCTaBKAa HA OUOMPOIYKTUTE € .......eeeveeennnn... /no ne no-xvcro om 10

KaneHOapHu OHU clled NOIY4a8aHe Ha NUCMEHA 3Aa6KA 3d He0OX0OUMOMO KOAUYECBO/.
I'apanTupame, ye cMe€ B CBCTOSHHME Ja M3MNBJIHUM KAadeCTBEHO IOPBYKATA B IIBIHO
CHhOTBETCTBHE C TOpeonucanara odepra.

Ipunoxenue:

1. lexnapanus, 4e JOCTaBeHUTE OMOMPOIYKTH I[€ OCTaThU€H CPOK HA TOJHOCT HE MO-MalIbK
ot 60 % /mectnecer mporeHTa/ OT OOSIBEHUST OT MPOU3BOJAUTEIS KbM JlaTaTa Ha BCAKA JTOCTABKA;

2. Jexnapanus, de Ouompoaykta € BkiaroueH B [Ipunoxenne Ne 3 Ha I[lo3uTuBHHS
JIEKapCTBEH CIHCHK;

3. Jexnaparusi, 4ye BCHYKM JOCTaBEHH OUOMPOAYKTH Ie OBJAT OKOMILJIEKTOBAaHH C
HEOOXOUMHUTE TEXHUUIECKH CPEACTBA 3a TAXHOTO MPHUIOXKEHHE /KbM JlaTaTa Ha BCAKA JOCTaBKa/.

4. Jlexnaparusi, 4e€ BCHYKM JOCTaBEHHU OUOMPOAYKTH Ie OBJAT OKOMILJIEKTOBAaHH C
TeMIIEpaTypHH MOHUTOPH, YAOCTOBEPSBAIY CIIA3BAHETO HA XJIAWUIHATA BEpUTa MIPH TPAHCIIOPTA U
CBbXPaHEHHETO 10 JOCTaBKaTa, CHIVIACHO yKa3aHHsTa Ha mpousBoautess (cbrmacHo wi. 10 Ha
Hapen6a Nel15/12.05.2005 r.).

Hara: ............... T. TTOAIINC M IT€YUAT: ooeveeeeeeeeeeeeeeeeeeeeeen
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Texnuuecku cneyuguxayuu na Bvznoyncumensn

Texnuuecku cneyu

uKkayuu Ha yvacmnruka

Ne 1 2 3 4 5 6 Neo 1 2 3 4 5 6
Crneuuduynu ATC MesxknyHapoaHO JlexapcTBeHna Mspka Cneuupuysu ATC Mesxnynapoano | JlekapcrBeHa | Mspka
TeXHHMYECKHU KO/ HelaTeHTHO ¢opma = TeXHHYECKHU KO/ HeNaTeHTHO ¢opma =)
HU3UCKBAaHUSA HAaMMCHOBAaHHE g H3UCKBAHUSA HauMeHoBaHue/ g

S Twpeoscko 5
? HaumeHoeanue g
5 EEEE— =
= ha S
= npeonazanuam =
Ouonpodykm*
Io3unms 1 Mo3uuus 1
Tpusanentha Poliomyelitis oral drops
JO7BF02 myel P s
JKHBA vaccine, (live suspention dose q
1. | nonnomuenuTHa attenuated) /nepopaiHo/ oL
BaKCHHa =
IHo3umus 2 TMo3umus 2
TpuBaneHTHa I liti )
Jo7BF03 | Poliomyelitis | syspension for =
MHaKTUBHpaHa . S g
) vaccine injection dose pt )
- | monMomMuennTHA . . .
(inactivated) | /mapenTepanto —
BaKCHHA / g

*B yacmma ,, Texnuuecka cneyuguxayus Ha yyacmuuxa “, 6 Ko1oua 3 yyacmuuxa ciedsa 0a nocoyu Twpeo8cko HauMeHo8aHue Ha npedacanusm OUOnpPoOYyKm

Jara:

Ilonnuc u nieyar:




OBPA3EI]
HEHOBO NPEJAJIOKEHHUE

3A YYACTHE B OTKPUTA NPOLEAYPA 3A Bb3JIA'AHE HA OBIHLIECTBEHA
INOPBYKA C IPEJIMET:
»J0CTaBKa Ha OMONPOAYKTH, O 000CO0CHHN MO3UIIUM KAKTO cJleIBa:
Oo6ocodena mo3unmst Ne 1: Jloctaka Ha TpuBajleHTHA KMBAa MOJUOMHUEJIUTHA BAKCHHA, C
Me:xxayHapoaHo HenaTeHTHO HauMeHoBaHue Poliomyelitis vaccine (live attenuated);
O6ocodena mo3umuss Ne 2: JlocraBka Ha TpuBajleHTHA MHAKTHBUPAHA NOJIMOMHEJIUTHA
BaKCHHA, ¢ MexxIyHApOIHO HenaTeHTHO HauMeHoBaHue Poliomyelitis vaccine (inactivated)"

Oobocobena nosuyusa Ne ...... c npeomem ......
omkpuma ¢ PeuseHue Ne ..........ccccvvuvenne. 2014 ..
HO:
(HaumeHoBaHUe U AOpeC HA 8b3N0NCUMENS)
Or:
(HaumeHo8aHUe HA YHACMHUKA)
C agpec: Ip. YL , Ne ,
Tel.: , hakc: , e-mail:
peructpupad 1o ¢.1. Ne / T. II0 OIKCa Ha Ch/I,

EUK / byncrar: ,
Hata u msicto Ha peructpanus o J1JIC:
PasmnamarenHa cmeTka:

0aHKOB KOI: ;
0aHKOBa CMETKa! ;
OaHKa: ;
rpajn/kinon/oduc: ;

YBAKAEMHU JAMHU U TOCIO/IA,

Cnen 3amo3HaBaHe ¢ YCJIOBHATAa Ha MOpbBUYKATa, 3asBsABaMe, 4Ye HKEJAeM Jla ydacTBame B
o0siBeHata oT Bac oTkpuTa mponeaypa 3a Bb3jlaraHe Ha OOIIECTBEHAa MOpPBYKA C IPEIMET:

»/10CTAaBKa Ha OMONIPOYKTH, IO 000CO0CHHN MO3UIIUH KAKTO CJIeJBa:

O0ocobena mosuumuss Ne 1: [locraBka Ha TpuBajeHTHA :KMBa TIOJMOMHUEJIMTHA
BaKCHMHa, ¢ MexayHapoaHo HenaTeHTHO HauMmeHoBaHue Poliomyelitis vaccine (live
attenuated);

O0ocobena mosumusi  Ne 2: Jlocrabka Ha TpuBajeHTHa HMHAKTHBHpPaHa
NOJTMOMHEJIUTHA BaKCHMHA, ¢ MekIyHapoAHO HenmaTeHTHO HauMmeHoBaHue Poliomyelitis
vaccine (inactivated)"

Obocobena nozuyusa M ...... c npeomem ......
omxpuma ¢ Peuwienue Ne ............c.cc.oe.0. 2014 2,
BBB Bpb3Ka ¢ KoeTo Bu nmpencrassime Hamata odepra, KakTo cie/Ba:

EnunuyHaTa neHa 3a OMONPOAYKTA e:
......................... JB. (CIIOBOM......teuvieinieeinieeneeineeaseanneennn.....J0B) 0€3 JIJ1IC

SR b1 I (0) (0):10)Y SRR nB.) ¢ HauucaeH J1JIC.

Oo61ara 1ieHa 3a U3IIbJIHEHHE HAa 000co0eHaTa MO3UIHU €:
......................... B0 (60) (0):10)Y SRR 3 I o 1< 1 1 (@

| S B10: 3 (00) (0): 101 nB.) ¢ HauucaeH JJIC.

Taxka MMpEaIOKEHaTa II€HA BKJIIFOYBA BCUYKH pa3sXOoJau 3a USIBJIHCHUEC ITPEAMCETA HAa MOpBYKaATa.



[Ipu odepupane Ha 1ieHaTa Ha 1032 CeABa MOCJIEIHATA J1a HE HAJIBUIIIaBa CTOMHOCTTA IO WI. 55 OT
Hapenbara 3a ycnoBusTra, mpaBWiata M pefa 3a pErylupaHe W PEruCTpHpaHe Ha IIEHUTE Ha
JIEKApCTBEHHUTE MPOJIYKTH. B ciyuait, ye mpe3 BpemMeTo Ha JCHCTBHE HAa JOTOBOpa CTOMHOCTTA,
KOSITO CJIeJIBA JIa C€ 3aIljiaiia ¢ MyOJIMYHU CPEeICTBA Ha JICKAPCTBEHUTE MPOAYKTH OT [103UTHBHUAT
JIEKApPCTBEH CIIMCHK CTaHE TIO-HHUCKAa OT JIOrOBOpPEHATa, BB3JIOKHUTEIAT OE3YCIOBHO 3aruiamia
JIEKApCTBEHHUTE MPOJYKTU Ha IMO-HUCKAaTa II€Ha, OT JaTara Ha BJIM3aHE B CWJIa HAa KOHKPETHOTO
perieHue Ha HarmoHaTHUAT CHBET MO 1IEHU U PEMMOYpCUpaHe Ha JIEKAPCTBEHUTE MPOIYKTH.

B odeprara cu yuactHuka cienBa ga odepupa M IEHA 33 KOMIUICKT, BKJIFOUBaIa odepupaHara
IIEHa Ha 7032 M CTOMHOCTTa HAa HEOOXOAMMHUTE TEXHHUYECKH CpEJCTBAa 3a HEWHOTO IpHUJIaraHe.
[TocouecHara o01a 1ieHa He MOAJIeKH HA IMPOMSIHA IIpe3 ICIMsI CPOK Ha JCHCTBUE HA JIOroBOpa 3a
HM3IIBJIHEHHUE HA MOPBHYKATA.

[IpenyioxkeHuTe 1LEHU ca ONPEAEICHU MPU MBIHO CHOTBETCTBUE C YCIOBHSTa OT
JOKYMEHTAITUATA 10 MPOoIeaypaTa.

[Ipr HECHLOTBETCTBHE MEXAY MPEUIOKCHUTE SAMHUYHA M OOIIa IIeHa, BAIHUIHA e OBbie
eIMHUYHaTa 1ieHa Ha odepraTta. B cimyuail, ue ObJe OTKPUTO TaKOBa HECHOTBETCTBHUE, 1€ OBbIEM
3aJIBJDKEHU JIa TIpUBeIeM o0IaTa 1ieHa B CbOTBETCTBUE C SIMHUYHATA IIeHa Ha odepTaTa.

[Tpu HECHOTBETCTBUE MEXKAY MpeIoKeHaTa IieHa, U3IKMcaHa CIOBOM U IIeHaTa, MOCOYeHa C
udpu, BauaHA e Obe 1eHaTa, TOCOYSHA CJIOBOM.
3anpmkaBaMe ce, ako Hamara odepra ObAe NMpHETa, Ja M3MBIHUM MU IIPeaageM JOTOBOPEHHUTE
paboTH, CHIIIACHO CPOKOBETE U YCIOBHSTA, 3aJICTHAIM B IOTOBOPA.

[Ipu ycnoBue, ye ObAeM N30paHU 32 U3MBIHUTEN HA OOIIECTBEHATa IOPHUKA, HUE CME ChIJIACHHU J1a
MOJANUIIEM M TIPEICTAaBUM TapudHa/0aHKOBAa TapaHIMS 3a W3MBIHEHUE HA 33JBJDKCHUSITA I10
noroBopa B pa3mep Ha 3 % ot cToiiHOCcTTa My, 6e3 JIJIC.

Hara: ............... T. TTOAMHUC U TEYAT: ..evveeeeeeeerrieeeeeeee e

3abenexkal: VYuactaunure, peructpupanu mo JJIC, orOens3BaT HaIMYMETO HAa TaKaBa
perucTparusi.

3alenexka2: OOmata 1eHa Ha o00ocoOeHaTa MO3MIMS CE€ U3YUCHABA KaTo MPOM3BEICHUE Ha
€IMHUYHATA 1I€Ha U KOJIMYECTBOTO.

To3u 0oKymenm 3a0ba)CUMENHO Ce ROCMABA OM YUACMHUKA 6 OMOE/IeH 3aneuaman
Henpo3pauen nauk ¢ haonuc INTHK Ne 3.



