PENYBJIMKA BBJTAPHA
MHUHUCTEPCTBO HA 31PABEOIIA3BAHETO

IL1. "Ceeta Hegena” Ne 5, p. Codun _ven. 9301 314, dare 9301 451

J0

EJITA 90M 00A

rp. Copuna, CO p-u Obopuine,

ya. dynaB Ne 19, Bx. A, eT. 1, an. 2

MAPBEHA 001
rp. Copna, CO p-u Obopuie,
npod. "Acen 3aarapo"Ne 10, Bx. 1, eT. 1,an. 2

JAHC ®APMA EOO[
rp. Cogns, CO p-# Cratuna,
Kg. PeayTa, va. baara Iumarposa Ne 37, Bx. 1, eT. 1, an. 1

MOKAHA
3A YYACTHE B NIPOLUEAYPA HA TIOTOBAPSHE BE3 OBABJIEHHE

MuHHCTEpCTBOTO HA 3/paBeona3saleTo, rp. Codus, ni. “Ceera Hegens™ Ne 3, ten. /02/ 9301314,
tbaxc /02/9301 451, auue 3a xontakT Pymsna CraBpera, e-mail: rstavreva@mh.government.bg . Ha
OCHOBaHHE uA. 92, BLB Bpb3Ka ¢ uil. 90, an. 1, T. 2 or 3akoHa 3a 00weCTBEHUTE NOPBYKH H Pelienue Ne PJT
— 11 =549 or 9.1/{ .’(./...2015 r., OTIpaBg MOKaHa 3a YYacTHE B NpoleAypa 3a Bh3arade Ha ofiecTeeHa
MopbuKa, 4pe3 Aorosapsne 0e3 o0gBacHHe ¢ mpeaMeT: "J{ocTaBKa HAa AHATHOCTHKYMH H KOHCYMATHBH
no 9 npexpaTeHH NO3HUHH OT OTKPHTAa mpoueaypa c¢ npeaMer: "JloeTaBka Ha IHATHOCTHKYMH H
woHcymaTusH 3a CIIHH, Bupycun xematutH B u C, cuduauc H Apyru cexecyasiHo npejlaBaHH
nHpexunn no Hannonannara nporpama 3a npesenuus u kourpod Ha XUB u cexcyanino npexapanu
uupexuns B Pemybiauka bwvarapms 2008-2015 r. 3a HyxkaomTe Ha crpanata mpes 2015 r.“.
JoroBapsiHeTo 06xBaia npekpareny ¢ Pemenne Ne PJI-11-356/14.08.2015 r. Ha ocHoBanue un. 39, an. 1,
T. 3 o1 3011 oBocobenH NO3HLKH, KaKTo cileaBa:

Ob6ocobeHa no3uuua Ne 2 - TecTose 3a excrpecHa auarHoctuka Ha HIV -1/HIV-2 Ar;

O6ocobeHa no3uitus Ne 7 - TecroBe 3a nbpBHYHA IHArHOCTHKA Ha xenaTuT B /HBsAg /- EJIU3A;
Obocobena nozunus Ne § - TecToBe 32 NOTBBpAHTEAHA AHarHocTHKa Ha HBsAg;

Ob6ocobena no3unus Ne 11 - Tokcommaszmosza IgM;

Obocobena mozunus Ne 12 - Tokcormazmosa IgG;

ObocobeHa mo3Huus Ne 13 - Tokconnasmosa IgA;

Ob6ocobena mozunus Ne 17 - Xnamuaus tpaxomatic [gM no 96T;

Obocobena mozunus Ne 18 - Xnamunus Tpaxomatic [gA no 96T,

Obocobena mozumma Ne 19 - Xaamuaus tpaxomartuc [gG no 96T; .

[IpexkpaTreHute 0bocoOeHH MO3MIKK ca 4YacT OT NPOBEACHA OTKPHTA Mpolenypa 3a Bh3jaraHe Ha
obuiecTBeHa NopbyKa ¢ mpeamer: . JlocraBka Ha AMArHOCTUKYMH M KoHcymarusH 3a CIIHMH, supycnu
xenatutid B u C, cudunuc u apyru cekcyanHo npeiasaHd uHbekuud no HauwoHadxata nporpama 3a
npeBeHIHs U KoHTpoa1 Ha XUB u cekcyanHo npenaranu uHdexnny B Penybnuka bunrapua 2008-2015 r.
33 HY)KAHTe Ha cTpaHara npe3 2015 r.”, xmoysalla 48 caMocToATesHO 060C00CHH MO3HIMK ™.




I. OBIIA HHOOPMALIUS
1. Flpeamer Ha HacTosmara obuectBeHara nopbyka — "JlocTaBKa HA [OHAHOCTHKYMH H
KOHCYMARTHBH N0 9 npekpaTeHH MNO3ZHUHH OT OTKPHTA npouenypa ¢ npeaMer: [locraBka Ha
AHArHOCTHRKYMH H KoHcymaTuBH 3a CIIHH, Bupycun xenaturn B n C, cundunnc 1 apyru cexcyasaHo
npenagaii HHdexknn no Hannonanuata nporpama 3a npeseHuHs H KoHTpoa Ha XHB H cekcyanHo
npepasaHi HHQerkunH B Penybauka buarapus 2008-2015 r. 3a HyxnuTe Ha cTpaHaTa npe3 2015 r.%.
HacTtosiaTa nokana BKIOYBA cleAHHTE 000COOEHHTE MO3UIHH:
Obocobena no3uimsg Ne 1. TecTtose 3a ekcnipecHa auarHoctHka na HIV -1/HIV-2 AT,
O6ocobena nosuums Ne 2. Tectose 3a nbpBHYHA AMAarHocTHKa Ha xenatHT B /HBsAg / - EJIM3A;
Obocobena no3unnsa Ne 3. TecToBe 3a noTBbpAHTENHA AMarHOCcTHKA Ha HBsAg;
Obocodena no3unus Ne 4. Tokcomiazmo3sa fgM;
O6ocobena no3uuns Ne 5. Tokconnasmosa [gG;
O6ocobena mo3unua Ne 6. Toxconnazmosa [gA;
Obocobena mozumma Ne 7. Xnamumaus tpaxosmatHe [gM mo 96T;
Qdocobena nozuunsa Ne 8. Xnamunus tpaxomaruc [gA no 96t;
O6ocobena nozunua Ne 9. Xnamuana tpaxomatic 1gG no 96t;
2. Hacrosmara mokaHa ce oTnpasa Ha ocHoeBadHe ui. 90, anl, 1.2 or 30II no ciaegHuTe
YYaCTHHLH: _
JAHC ®PAPMA EOO/L, no o6oco0eHH MO3HIIHH, KAKTO ¢JIeABa:

Obocobena nozuuusa Ne 1. Tectose 3a ekcnpecHa aMarHoctHka Ha HIV -1/HIV-2 Ar;

O6ocobena nozunus Ne 4. Tokconnasmosa [gM;

Ob6ocobena nozuuua Ne 5. Toxconnaszmosa IgG;

Obocobena nozuiua Ne 6. Tokcommasaosza IgA;

Obocobena mo3uuua Ne 7. Xnamuaus tpaxomatue IgM no 96T;

O6ocobena mozunus No 8. Xaamunus tpaxomaruc [gA o 96T;

0Ob6ocodena mo3uuus Ne 9. Xaamuaus tpaxoMatuc [gG no 961;

EJITA 90M OO/, no obocodeHH MO3HIIHE, KAKTO CJI€ABa:

O6ocobena nosuunsa Ne 2. TectoBe 3a nbpBUYHA IMarHOCTHKA Ha xenatuT B /HBsAg / -
EJIU3A;

ObocobdeHa no3uung Ne 3. TecToBe 3a NOTBLPANTE/IHA AHArHOCTHKA Ha HBsAg;

Odocobena nos3uius Ne 7. Xaamuians rpaxomatuc [gM no 96T

Obocobena nozuuns Ne 8. Xaamuaus tpaxomaruc IgA no 96r;

Oo6ocobena no3uuus Ne 9. Xaamunusa tpaxomaruc 1gG o 96r;

MAPBEHA OO/, no o60cobeHH MoO3HLIHH, KAKTO CJIeIBA:

0Obocobena nozauug Ne 7. Xaamuausa tpaxomaruc 1gM no 96r;

ObocobeHa no3uuns Ne 8. Xnamuaus Tpaxomaruc [gA no 96T;

Obocobena nosuuus Ne 9. Xnamuaus tpaxonmaruc 1gG no 96t;
MoTHBH:
YyacTHHLHTE, A0 KOHTO Ce OTNpaBs MOKaHATa ca INPEACTaBUJIH OPEPTH MO CHOTBETHHTE NPEKPATEHH
000CODEHH MO3HIMH, KOHTO OTTOBApAT HAa H3UCKBAHHATA [TIOCOYEHH B [IPOBEACHATa OTKPUTA IPONEAYpa 3a
Bb3faraHe Ha OOLIECTBEHA NMOpPBYKA ¢ npeaMer: JlocraBka Ha AHATHOCTHKYMH H KoHcyMatusy 3a CITIHMH,
supvcry xematuti B u C, cuduauc u ApYrH cekcyaiHo mnpenaBaHd HHgexunu no Haunonamnara
TnporpaMa 3a npeeeHuus 1 KoHTpoA Ha XUB u cexkcyanHo npemaranu mHdekuun B Penybarka benrapus
2008-2015 r. 3a HyxauTe Ha crpaHata npe3 2013 r.”, BxmouBama 48 camocToATenHO 060cOGeHH
MO3HLKH~, HO ca OPEUTOKHIHM 1I€HA, KOSNTO HaABHINABa MAKCHMATHHS (PMHAHCOB pecypc, ¢ KOHTO
BB3A0KUTEAA pasfonara.

3. IIporuosna croiinocr: 115 648,99 as. 6e3 JJAC uan 138 778,79 as. ¢ JUC.
[poruo3HHTe CTOIHOCTH H KOJIHYECTBA 110 OTAeJIHHTE 000c00eHN NO3HUNH ca:

IlporHo3zna croiHOCT
Monua | HanmMenoBanue KoanuecTBo o0
oe3 JAC




TECTOBC 3a CKCHPCCHa AJHArHOoCTHKA Ha . .
HIV -1/HIV-2 AT 60 000 87 000,00

TecToBe 3a nLpBHYHA AHArHOCTHKA HA
xenatut B /HBsAg / - EJIMU3A

rJ

35000 17 500,00

TectoBe 33 NOTEBEPAUTEHA IHATHOCTHKA - - -
PIUATES 150 318.75
Ha HBsAg

-
b]

OBOCOBEHH INO3HLIHH Ne2 1 Ne 3 CE OOEPHUPAT KOMIIVIEKCHO H OT EIHH
IPOHU3BOJIHUTE]

4 Tokcomnazmosa [gM 288 525,60
5 Tokconnasmosa 1gG 288 523,60
6 Tokcomnasmoza IgA 288 525,60
7 Xaamuans tpaxomatuc [gM 961 2 400 3 672,00
8 Xaamuaus TpaxomatHe IgA 961 1248 1 909.44
9 Xnamuaus tpaxomatuc IgG 96T 2 400 3672.00

OBOCOBEHH NMNO3HIHUH Ne 7, Ne 8 H Ne 9 CE ODEPHPAT KOMIUJVIEKCHO

BcHYKH KOAI“eCTBA, MOCOYMEHH B ceUHPHKAUHATA, €A ,KOJHYECTBA 107, T.¢. Bb3I0KHTENAT He
€ ANbjkeH [1a 3afBH 32 J0CTABKA UAJTOTO JOroBOPeHO KOAHYECTBO, a4 HMa MpaBo [1a 3adBABa
KOJTHYECTBA, CHIVIACHO AeliCTBHTE/THHTE CH HYA/H, HO HE MOBeYe 0T A0rOBOPEHOTO.

4. KpHrepuii 3a ouenka Ha opeptHTe

Kputepuar 3a orniedka Ha odepTuTe ¢, Hail-HHCcKa LeHa™ cbraacHo wi. 37, an. 1, 1. 1 o1 3011

5. CPpoOK 33 H3INBbJIHEHHE HA MOPBUYKATA :
5.1.  CpokbT 3a 3NbAHEHHE Ha AoroBopa € po 31.12.2015 r.
5.2. Cpok Ha H3ITb/IHEHHE HA OT/EJHHTE J0CTABKH H HA4HH HA J0CTaBKA -
[Tspea nocraska xo 7 /cepem/ kaneHjapH¥ AHW OT CKAIOYBAHE Ha AOTOBOpA H NOTYYaBaHE Ha MHCMEHa
3asBKa — pa3fnpeacseHHe.
Cneapailii nocTaBKH - 10 14 /deTHpuHanmeceT/ KajeHAApHH AHH CAeA MUCMeHa 3agBka OT Jlupekuus
SMATHT, MuH#cTepcTBO Ha 3ApaBeonasBaHeTo.
6. MsgcTo Ha H3NbAHeHHe HA nopbYkaTa/ KpaiiHn noay4uarean:
6.1. 3a anarHocTHKyMHTe No 06ocofeHa no3muma Ne 1
Hanuonannara pedepertra saboparopus no XMB/CITMH xpm HauuoHanHus LeHTHP N0 3apa3HH H
napa3uTHH 00AECTH.,
6.2. 3a AHArHOCTHKYMHTe Nno o6ocofeHa no3nuua Ne 1 H no KoMNyIeKCHH mo3HuHn NeNe 7,8 1 9:
VHuBepcHTeTCKa MHOrorpodunsa domunua 3a aktusao nedense JI-p I'. Crpancku™ EAJ] — [lnesen, 3a
Hyxante Ha KnuHEKA M0 KOXKHH ¥ BeHepHdeckH Ooectd (TPeTo HHBO Ha KOMIIETEHTHOCT);
YHHBEPCUTETCKA AMHOI‘OHpO(bHJIHa OonHuua 3a akTHBHO neueHue ,.Ce. ['eopru™ EAJl — [lnoBmuB, 3a
HvxauTe Ha KniuHuka no AepMaTonoris 4 BeHEPOAOrHa (TPETO HUBO HA KOMIIETEHTHOCT);
YHUBEpcHTeTCKa MHOronpoduiHa GOAHHLA 38 aKTHBHO AevyeHHe ., AnekcaHapoBcka™ EAJ] — Codus, 3a
Hy#aute Ha KnuHHKa M0 KOXKHH H BeHepH4ecKH OoecTH (TPEeTo HHBO HAa KOMIIETEHTHOCT).
LlenTsp 3a KOXHO-BeHepHueckH 3aboaaBaHua — baaroesrpan EOO/;
IlenTsp 3a KOKHO-BeHepuyeckH 3abonapauus — byprac EOO/;
LlenThp 3a KoAHO-BeHepHUeckH 3abonspanis — Beauko Tupuoso EOO/;
LleHTsp 32 KOXHO-BeHepHUecKH 3abonaBanua — Bpana EOO/I;
LlenThp € 3a KOXKHO-BeHepuyecku 3abonseanug - Ilnopaus EOO/;
LleHTBp 33 KOAKHO-BeHepHUeckH 3abonsanus - CianseH EOOJ;
LlenTsp 32 KoxHO-BeHepHyecky 3abonsasanns — Copus EOO]] ,rpan Codus;
LlenTbp 3a KoxHO-BeHepHueckH 3abonspanus — Crapa 3aropa EOO/ ;

6.3. 3a anarHocTHKYMHTe no obocofena mosznums Ne 1, no obocodena mozaumua Ne 2 W no
KOMILTEKCHH mo3HuHu NeNe 7, 8 u 9:

PeruonanHa 3apasHa uHcnekus biaroesrpan - ya. "bpata Munagunosu” Ne 2;

PeruoHaiHa 3apaBHa HHcniekius byprac - va. ""Anekcanaposcka” Ne 120";

Pernonanua 3apaBHa uHcnekis BapHa - yi. "bperananua” Ne 3,

LFF)




Pernonaiina 3apasia uHcnekuus B. TspHoBo - ya. "Hukona ["abporcku” Ne 23;
PerHoHanHa 3apaBHa HHcnekuns Bumus - vi. "llap Cumeon Bennkn" Ne 76;
PeruonanHa 3ApaBHa HHcIeKuus Bpana - ya. "Yepru Jpun" Ne2;

PernonanHa 3apasHa uHenexkuus ['abposo — yi. "Paituo Kapones" Ne 2;

Pernonanna 3apaBHa aucnekius J[oOpuy - va. “KHpurl u Metonuit" Ne 57,

Pernonanna 3ipaeHa yHcnekuns Kbpmkanu - ya. "'en. Bnannmup Croiiue™ Ne 2,
Peruonanna 3apaena uHcnexkums Krocrenaun - kB, "Pymena Bo#sona", yn. "Tunrasa” Ne;
Pernonanna 3apaBHa uHcnexkuud Jloseu - va. "Ceitko CpeB” Ne 25;

PeruvoHanHa 3apaBHa HHcieKUHS MoHTaHa - na. "Kepasnua" Ne 3;

Pernonanna 3npaBHa Hcnekins [Taszapmkuk - vir. "bonnngna” Nel 7;

Pernonanxa 3apaBHa uHcmeKuus [lepruk - via. "Munbop” Ne 15;

Pervonanua 3npaBHa uHcnekuus [1nesen - yn. "Kuss An. batenbepr " Ne 7;

PernoHanna 3;1paBHa uHcnekuus [laosaus - vir. "[lepymuua” Ne |;

PernonanHa 3apaBHa HHcnekuus Pasrpaa - ya. "Kupun u Metoauit™ Ne §8;

PernonanHa 3apaBHa HHcneKkuHs Pyce - 6yn. "llpuayHaecku” Ne 68;

Cronuuna Pernonanna 3npaesHa HHcnexknus Codus — rpax - ya. "Bpans" Ne 20;
Pernonanna 3apaBHa HHcnekuus Coduiicka obnact - va. "Axaa. MBan ['ewmos” Ne 15;
Perxonanna 3apaBHa uHenekuus Cumictpa - ya. "lletep Myraguues” Ne 82;

Peruonanna 3npasHa uHenexuus Cansen - yi. "I1. SBopor” Nel;

Pernonanya 3apaBHa uHcnekius CmonsH - 6yn. "Bvarapus” Ne26;

Pernonanua 3apasHa uacnekius Crapa 3aropa - va."Cr. Kapamxa® Ne 10;
Pernonansa 3apaBHa uHcnexkuus Teprosume - 6ya. "Tpaiiko Kutanues” Ne37;
PernonanHa 3apaBHa HHCHEKiEHA XackoBo - ya. “T1. Eptumuii™ Ne2;

Pernonansa 3apasHa uncrnekuus LyMen - nn."Ocoboxaenne” Ne 1;

PernonanHa 3apasHa uncnekuus Amoon - ya. "Aumurep bnaroes” Ne 71;

6.4. 3a AHArHOCTHKYMHTeE MO KOMMAeKCHH Mo3HuHE NeNe 2 1 3:

HauwnonanHarta pedepenTHa nadopatopus .. XenaTHTHH BEpycH™ KbM HanuoHanHHA LeHTBD MO 3apa3HH H
NapasuTHH OONeCTH. '
6.5. 3a aHarHoCTHKYMHTe no odocobena mo3uua Ne 1 u o6ocobeHa nozuuma Ne 2
Haunonanen ueHTsp no Hapkomanuu — Codus

6.6. Kpaiinn noayyaTeaH Ha THATHOCTHKYMHTE H KOHCYMAaTHBHTE o no3AnMH: 4, 5 | 6:
Hauwnonannata pedepenTHa nabopaTopHs AHAarHOCTHKA Ha MApasvTo3H KbM HaluOHATHHA UEHTBp MO
3apa3HH M HapaldTHH DonecTH.

7. B13M0:KHOCT 32 MpeACTABAHE HA BADHAHTH B 0QepTHTE H YHyacTHe no 000cobenH No3HUHH:
YuacTHHIIKTE B IpoLleAypaTa HAMaT MpaBo Aa MPeACTABAT BAPHAHTH Ha O(pepTHTE.

BcekH yuyacTHHK B MpOLEAypara MMa HpaBo fAa YYacTBa 3a €1HA, HAKOAKO HIH BCHYKHM 000coOeHH
TMIO3HIIHH.

1I. H3UCKBAHHA KBM YYACTHHLIMTE H MEAHIIHHCKWMTE H3JAEJIRS
A. OB U3HCKBAHHA KbM YYHACTHHLHTE
1.1. He ce gonvcka €AHO M ChILO (PU3HYECKO MM IOPHIAMYECKO fHIE Ja YYaCcTBA €IHOBPEMEHHO B JBE
obeiMHeH s, KOHTO ¢a VYaCTHHHH B MPOLEAYpaTa, HJIM Aa Y4acTBa B NpOLEAYparTa CaMOCTOATEIHO H B
obenHHeEHHE.
1.2. C odeprara cu yyacTHHLHTE MOXe O3 orpaHH4eHHS a 1peUlaraT NON3BaHETO HA MOAH3IBIAHUTENH.
1.3. Jluue, KOeTo € 1an0 CHIIIACHETO CH H GUIypHpa KaTo NOAH3NEBIHATEN B odepTaTa Ha APYT YYACTHHK,
He MOKe Zia IPeJACTaBs CcamMOCTOATEIHO odepTa.
1.4. Jluue pnucano B wi. 19, an. 2 , 1. 8 or 30Il, yuyacTtBaio B H3pabOTBAHETO HA TEXHHYECKMTE
cnenndHKaMM B HacTOALlATA NpoLedypa, HE MOKE Oa y4acTBa B MpOHeAypara 3a BB3JIAraHe Ha
0BLIECTBEHATA MOPLYKA CAMOCTONTEIHO MM B OOENMHEHME C IOPYrH AHlia Karto YJYacTHHK, YNEH Ha
obeAWHEHUS-YUACTHHIIH, TOAH3ITBIHUTEN, HAH 4pe3 CBBbP3aHH JIKIlA, OCBEH 3KO JOKYMEHTHTE, B YHETO
H3paboTBaHe € y4acTBano ca MPOMEHEHH, Taka 4e He NPEeNoCTaBAT Ha YYACTHUKA HHOPMALHS, KOATO MY
14Ba MpPEeIHMCTBO MPeJl OCTAHATHTE YYAaCTHHUH B MpoLEeaypaTa.



1.5._He soxce 0a ysacmea BB BB3NaraHeTo Ha oOLUECTBEHATA NMOPbYKA JIMLE, CHOTBETHO BB3noxuTeNAT
e OTCTPaHH OT YYacTdHe B IMPOHEJYpa 3a Bh3jaraHe Ha oOLOECTBEHA MOpPbYKA YYACTHHK, 32 KOHTO €
HailHile NOHe eHO OT odcToATeNCTBa, mocoueHd B ul. 47, an. 1, 1. 1,6. .87 no 0", 1.2, 3ud,an. 2, 1. 1l u
5 uan. 5 ot 30I1, a uMeHHO BB3JOKHTENAT L€ OTCTPARH OT YUACTHE YYACTHHK:

a). KoliTo € ochIeH ¢ BAA3Na B CHIA IPHCHAA, OCBEH aKo € peadMIHTHPaH, 3a:

- [pecThIIEHHE UPOTUR (IMHAHCOBATAa, AAHBYHATA HIH OCHIYPHUTENHAaTa CHCTEMA, BIIIFOYHTENHO
M3MHpaHe Ha napH, no ui. 233 - 260 ot Haka3aTeIHHA KOAEKC;

- oakyn no 4i. 301 - 307 ot Haka3zatenuus koznekc;

- y4acTHe B OpraHM3MpaHa npecThilHa rpyna mo uia. 321 u 321a ot Haka3aTtenHus Koaekc;

- IPECTHIICHHE MPOTHB cODCTBEHOCTTA MO 4. 194 - 217 o1 Haka3zarenHus xoaekc;

- IPeCTHLILIEHHE IPOTHB CTORAHCTBOTO 1o Wi. 219 - 232 ot Hakazarennus xomekc;

0) Ko#iTo € 005BEH B HECHCTOATEIHOCT;

B) KOHTO € NPOH3BOACTBO MO JIMKBHAAIIMA WAH C€ HaMupa B 1oj100Ha npoleaypa CbriacHO HallHOHANHHTe
3aKOHH H M0A3aKOHOBH aKTOBE.

r) MMa 3aTbKEeHHS M0 CMHCBA Ha yi. 162, an. 2, T. 1 o7 JIaHLYHO-OCHTYPUTETHNA NPONECYaIeH KOLEKC
KbM JbpXkaBaTa U KbM OOLIMHA, YCTAHOBEHH C BAA3BLI B CHAA aKT HA KOMMETEHTEH OpPraH, OCBEH ako €
DONIYCHATO pa3CpOYBaHE MW OTCPOYBAHE HA 3aNB/KEHHATA, HIIH MMA 3aJB/KEHHS 38 AaHBLH HIH BHOCKH
33 COLHANHOTO OCUTYpABaHEe CBINACHO 3aKOHOAATENCTBOTO HA AbPXKaBaTa, B KOATO YHYacCTHHKBT €
YCTaHOBEH;

N} KOHTO € B OTKPUTO NPOM3BOACTBO N0 KECHCTOATEMHOCT, HAH € CKJIIOUNI H3BBHCBIEOHO CNIOpa3yMeHHe ¢
KpPeAHTOPHTE CH 1O cMucbia Ha 4yl 740 ot TobproBckud 3akoH, a B Ciy4yad Ye YYacTHHKBT €
4y)KAECTPAHHO JHLE - C€ HAMHPA B OA00HA MPOLERYPa ChIIACHO HALHOHATHUTE 3aKOHH H N0I3aKOHOBH
aKTOBC, BKTIOYHTENHO KOraro Heropara AEHHOCT € MO pa3NopexilaHe Ha CbAa, WIH YYACTHHKBT €
[PeyCTAHOBHII ACHHOCTTA CH;

€) KOHTO € OCBCH ¢ BiA37a B CHJIA NMPHCHAA 32 npecThilieHue o 4l 313 or Haka3aTesHHA KOAEKC BbB
Bpb3Ka C IPOBEKAAHE Ha NPOLEAYDH 3a Bb3laraHe Ha OOLIECTBEHH NOPBYKH;

) Mp# KOMTO Auuata no uf. 47, an. 4 or 30I1 ca cBbp3aHH NHLA C BB3MOKHTENS HIH CbC CITYIKHTEIH Ha
PBKOBOAHA ATHKHOCT B HEr0oBaTa OpPraHW3aliHd, ca CBbP3aHH fHLA 1O cMHchAa Ha § 1, T. 23a oT
JlonbaHHTETHKTe pasnopeOH Ha 3aKoHa 3a OOIIECTBeHHTE HOPBUYKY ¢ Bb3N0KHTENS HIH CBC CITYKHTEIH,
HA PKOBOJAHA JTHXKHOCT B REroBaTa OpraHu3amus;

3) MpH KOHTO KOHUTO ca CKAKYWIM NOTOBOP € AHUE 1Mo Wwi. 21 unu 22 oT 3akoHa 3a NpEAOTBPATABAHE H
VCTAaHOBABaHE HAa KOH(AHKT Ha HHTEPECH;

H) KOMTO ca CBBP3aHH AHLA C APYT YYaCTHHK HiH KaHAMAAT B CbOTBETCTBHE C 4nl. 33, an. 7 ot 3011;

) 33 KOHTO e HaNHIle HAKoe OT oOcToATeNncTBaTa o Wi, 3, T. 8 0T 3aKk0HA 32 HKOHOMHYECKHTE H
¢HHAHCOBHTE OTHOLIEHHS C APYXKECTBATa, PEFHCTPHPAHH B IOPHCAMKLUHMH C NpedepeHUMaies AaHbYeH
PEKMM, CBBP3aHHTE € TAX NMUA W TEXHHTE ACHCTBHTENHH COOCTBEHHIIH, & HMEHHO: € IpYXKECTBO,
PETHCTPHPAHO B IOPHCAHKIIHH ¢ MpedepeHIHATEH AaHbYEH PEXKHM HIH CBBP3AHO C HETO JHLE.
/C o021ed cnazganemo HQ UUCKEGAGHUAMA HA 3aKOHQ 3G 00ujecmgeHume NOPLYKU, HApU nOOAsaHe Ha
oghepmama 3a ywacmue, yvacmuuyume yoocmogepsagam auncama va obemoamenacmeama no ua. 55, ar. 7
Om 3aKOHA ¢ OEKIAPAYUsl, KOAINO C€ RONBABA, NOONUCEA U HOONEYAMEA, Cb2AACHO NPUACJICeHUA obpazey.
3a o6cmoamencmeama no wa. 3, m. 8 om 3arona 3a ukoHOMUYecKume U (QUHAHCOBUME OMHOWEHUA C
Opyacecmaama, pecucmpupani 8 1IopucouKyun ¢ npedepenyuaien OQnbYen PeXcuM, C8bp3anume ¢ max
Auya 1 mexxume Oencmeumenny codcmeeHuyl, ywacmuuyume npeocmasam oexaapayus no obpasey om
HACMOAAMA OOKYMeHmayua./

L.6. Kozamo yuacmuuyume ca 10pududecku AuKa, usuckeanuama no m. 1.5, dykea «a» u ,e”, ce
npuaazam, KaKmo c1eoea:

1. npu cuGHpaTenHO APYKECTBO - 3a NunaTa no wi. 84, an. 1 n un. 89, an. 1 ot ThProBCKHs 3aK0H;

2. Npd KOMAHAWTHO APYXECTBO - 3a nunara no 4i. 105 or Teprobckms 3akoH, 0€3 OrpaHH4eHo
OTTOBOPHHTE ChAPYKHHIIH;

3. Ip JPYKECTBO ¢ OTpaHHY€eHa OTTOBOPHOCT - 32 AHLATa 1o 4i. 141, an. 2 oT THProBCKHs 3aKOH, a MpH
€IHOMHYHO JAPY/KECTRBO ¢ OFPaHHYEHa OTIOBOPHOCT - 3a AnLata no wi. 147, ai. 1 ot Teprosekus 3akoH;

4. TIpH AKLHOHEPHO APYXKECTBO - 32 OBMACTEHHTE AHLA No wil. 235, an. 2 oT THproBcKHA 3aKOH, a HpPH
AMIICA HA OBJIACTABAHE - 3a NHUATa 1o Wwi. 235, an. 1 or TeproBckus 3aKOH;

5. NpH KOMAHAMTHO APYECTBO ¢ aKLHH - 3a MHIAaTa no wi. 244, an. 4 oT ThproBekus 3aKon;

6. ipH €AHOAHYEH THProsell — GU3HYECKOTO JHLE — THProBell;




7. BbB BCHYKH OCTaHaJIH CIIYYaH, BKIIOYHTEIHO 338 YY:KASCTPAaHHHTE JKUA - 3a JHLATa, KOHTO
NpenCTaBASBaT VUACTHUKA;

8. B xunote3ute Ha 7. | - T. 7 - ¥ 3a NPOKYPUCTHTE, KOTATO HMa TakHBa. B cnyuait, ye 4viKAeCcTpaHHO AMLE
MMa NoBede OT eAXH NPOKYPHUCT, AEKIApALMATA € NOAABA CaMO OT [POKYPHCTA, B YHATO NMPEACTABHTENHA
BRACT € BKJIIOYEHA TepHTOpHATa Ha Penybnuka bearapusa.

" 1.7. Tlpu nonapaHe Ha ofhepTaTa yHaCTHHKBT YAOCTOBEpABa AMIICaTa Ha obcToATeaACTRaTa o wi. 47, an. 1
H 5 or 30I] u nocoyeHUTE B HACTOALIATA [IOKAHA W3MCKBaHMS iO an. 2, T. | W 5 ¢ exHa AeKinapauus,
NOJIIHCAHA OT JMIATA, KOWTO IpPEACTABAABAT Y4YacTHHKA, Ha ocHoBanue un47, am. 9 or 30I1. B
AeKIapanusTa ce BKIHOYBA M HHGOpMalHs OTHOCHO NYOMHYHUTE PErHCTPH, B KOHTO C€ ChALPKAT
NMOCOYeHHTe 0OCTOATeACTBA, MAM KOMIETEHTHUS OPraH, KOWTO CBIMAcHO 3daKOHONATENICTBOTO Ha
JbpKABaTa, B KOATO YYAaCTHHKBT € YCTZHOBEH, € ITbKeH Ja MpeAocTaBs HHQOpPMaUHd 3a Te3H
obcToATencTBa CAYKeOHO Ha BB3NOKHTENA.

1.8. B cayyan, ue ywacmuurxvm yuacmea Kamo oOeduHenue/win KOHCOPUUYM/, KOETO He ¢
PErdCTPHPaHO KaTO CAMOCTOATENHO KOPHIMYECKO AHUE, TOraBa YYacTHHLHTe B ODeAHHEHHETO /HiH
KOHCOPUHYMa/ MOANHCBAT AOKYMEHT - CNIOPA3YMEHHE HIH JIOTOBOP.

JloxyMeHTHT TpabOBa na ObAe NpeacTaBeH 0T YUacTHHKA 8 konue.

HokyMeHTBT TpAOBa Aa CBABPXKA KIay3H, B KOWTO € ONpeacieHo:

- BcuHykn wieHoBe Ha OOenHHEHHETO/ KOHCOpUMYMa Ca OTTOBOPHH 3acHO H [MOOTHETHO 33
M3MBAHCHHETO Ha IOTOBOPA;

- E onpeaesen npencrapnsBalliis o0enHHEHHeTO/ KOHCOPLHMYMa, KOHTO € YIbIHOMOIIEH fa
3aqb/HKaBa, Aa TMOMY4YaBa VKA3aHHUA 38 MU OT MMETO Ha BCEKH WieH Ha o0eAHHEHHeTO/ KOHCOpLHYMA.
Jomycka ce nopeye OT €4HO JIHLE [1a IPeCTABAABAT 00eIMHEHHETO 3a€HO H NOOTAECIHO;

- [TpeacTaBaaBalMAT OOEHHEHHETO/ KOHCOPLIHYMA € YIBIHOMOLIEH J1a NPeACTaBH odepraTa oT
HMETO H 33 CMEeTKa Ha 00e AHHEHHETO H J1a CK/HOYH AOTOBOP C BH3I0KHTEIA;

- CpokbT Ha obeAMHEHHeTO e Hali-MaIKo 3a BpEMeTO, 3a KOeTO NopbYKaTa [ie Obie H3TBIHECHA;

- BcuukH uieHoBe Ha 0OeHHEHHETO/ KOHCOPIHYMA Ca 33IbJ/KEHH /1a OCTAHAT B HETO 3a Ueaus
NEepHOI Ha H3NbIAHEHKHE Ha A0T0OBOPA;

- B cayuaii, ye B OoroBopa He € IMOCOYEHO IHLETO, KOETO MNpelACTaBiAsBa Y4YacTHHLMTE B
o0eAMHEHHETO, CHe/IBA Ja C€ NPEACTABH NOKYMEHT, NOJIIHCAH OT juuara B 00eAHHEHHETO B KOHTO ce
MOCoYBa [peACTaBASBALLHAT.

- Hexnapaunsta no uia. 55, an. 7 or 30I1 ce npeacraBs 3a oOeNHHEHHETO — YYAacCTHHK B
npoueiypara.

- Hexaapauusta no wi. 3, T. 8§ oT 3aKOHA 3a UKOHOMHYECKHTE M (DHHAHCOBHTE OTHOILEHHSA C
IPYKeCTBaTa, PeTHCTPHPARH B IOPHCAMKINY ¢ NpedepeHlHaNeH JaHbUYEH PeKUM, CBBP3aHHTE C TAX JHLA
H TeXHHTE OeHCTBHTENHM cOOCTBEHHIM, C€ MpeiacTaBs 3a BCAKO (PH3HUYECKO MM IOPHAHYECKO AHLE,
BKIIOYEHO B 00€IMHEHHETO.

He ce donyckam npomenu 8 cocmasa na odedunenuemo c1e0 UIMUYAHE HA CPOKA 3a Ne0AgaHe Ha
ogpepmama.

1.9. B cavyaii, ye y4acTHHK B npoleiypara € 00eAHHeHHE/KOHCOPLHYM, KOETO HE € PErHCTPUPAHO KaTo
CAMOCTOATEAHO IOPHANYECKO JTHLIE, AEKAApALHATa 110 4. 47, an. 9 ce NpeACTaBAT 3a BCAKO (HIHYECKO HITH
IOPUIHYECKO AHIIE, BKIIOYEHO B 00€ AHHEHHETO.

BL3MOKHTENAT, He HOCMAGA W HAMA UIUCKEAHe 30 Cb30AEaHe HA OpUOUMECKO auye, B CaydyaH, ue
M36paHuaT 3a U3nbiHUTeN yUacTHHK € obenHHeHHE 0T QH3HYECKH H/HAH IOPHAHYECKH NHLA.

1.10. 3a noaAM3NBLIAHMTEIHTE Ce MPHIATaT CaM0 H3IHCKBAHHATA Mo 4. 47, a1, 1 w5 o1 30IL

1.10.1. YyacTHe Ha NTOAH3WBIHUTENH MIPH H3ITBIHEHHE HAa OOLIECTBEHATA T10PbYKa

. Jlnite, KOETO € mano chbriaacue v GUrypupa KaTto NOAH3MBAHKTEN B odepTaTa Ha APYT YUACTHHK, HE
MOJKe Zla npecTaBs CaMOCTOATEIHA odepTa 3a yMacTHe, ChriacHo 4i. 335, am. 5 ot 3011
. VUYacTHHKBT B TNIPOLEAYPAra, ONpelciieH 3a H3NBJIHHTEN, € AAbXKEH Ja CKIMOYH JIOroBOp 3a

NOAM3MBAHEHHE C MNOAH3MBIHHMTENHTe, TocodeHH B odeprata. CKIOYBAHETO HA AOroBOp 3a
NOAM3MbAHEHHE He 0CBOOOXKIABA WM3MBIHWTEIS OT OTFOBOPHOCTTA MY 3@ H3IBJAHEHHE Ha JOroBopa 3a
obllecTBeHa HOpPBUKa. '

1.10.2 H3nbnHuTEAAT HAMA NPABO Aa:

. CKTIOUH JOTOBOP 3a MOAM3ITBIHEHHE C AHLE, 32 KOETO € Hanuue obcroaTenctso no uwi. 47, an. |
uan 5 ot 30I1; :



. BB3TOKH H3MTBIHEHHETO Ha €JHa MAH [oBeYe OT AEHHOCTHTE, BKIIOYEHH B MpeAMera Ha
o0lnecTBeHaTa MOPBYKA, HAa AHLIA, KOHTO HE €A NOAH3MBIHHTENH;

1.10.3. Manbanutenst e JUihKed Oa NPEKpaTd AOIOBOP 3a MOAM3NBLIHEHHE, 4aKO 10 BPEME HA
H3MBAHEHHETO MY BB3HHKHE oOcTosTeacTRO 1Mo 4. 47, an. 1 unn 5 or 30I1, kakTo ¥ npy HapyuiaBaHe Ha
3abpaHara no 4i. 45a, af1. 4 B 14-1HeBeH CPOK OT y3HaBaHeTO. B Te3u ciyyal U3NBIHUTEAAT CKAKOYBA HOB
IOroBOp 33 NOAM3MBIHCHHE NIPH CMAa3BaHe Ha YCAOBHATA H H3HCKBAHHATA HAa 4l 453, a1. 1 - 5 ot 30IL
1.10.4. MU3nbnauTensaT HAMa MPaRo N1a 3aMEeHH NOCoUeH B odepTara no/IM3NbIHNTEN, OCBEH KOTaTo:

a) 3a MpeANoKEHHA TIOAMIMBLIHUTES € HATHIE WK Bh3HHKHE OBCTOATENCTBO FO 4i. 47, an. | uam 5 or
30I1;

©) mpeanoxeHHAT NOAHNBIAHUTEN MpecTaHe Aa OTroBaps Ha HOPMATHBHO H3MCKBAHE 3a M3NBJIHEHHE Ha
¢7IHa UK TToBeue OT ACHHOCTHTE, BKAKOUYEHH B NIPEAMETa Ha AOrOBOpa 3a MOAH3MbIHEHHE;

B) JI0rOBOPBT 33 MOJAH3ITLIHEHHE € IPEeKPaTeH MO BHHA HA MIOXH3MBAHHTENA, BKIIOUHTEIHO B CYYaHTe 10
un. 43a, an. 6 or 30I1.

1.10.5. B cpok 0 TpH AHM OT CK/IIOHBAHETO HA JIOTOBOP 3a MOJH3MBIHEHHE HIH HA JOMBIHUTENHO
CMOpa3syMEHHEe KbM HETO, WIM Ha QOTOBOP, C KOHTO ce 3aMeHs NMOcoYeH B ofeprara NMOAW3IMIBIHHTEN,
H3OBIHHTENAT C€ 3aIb/DKaBa Aa HM3MPATH OPHTHHATEH €K3EMIUIAP OT AOroBOpa MU AQMBIHHTEAHOTO
CIOpa3yMeHHe Ha BB3NOXKHTEAA 3a€AHO © 10Ka3aTencTBa, Y€ He € HapylueHa 3abpaHaTa no 4. 43a, an. 2
ot 3011

1.10.6. Tloau3nbAHNTEANTE HAMAT MpaBO [da MPERB3AratT €AHa HIH [I0BeYe OT ACHHOCTHTE, KOHTO ca
BKJIIOYECHH B [TPEAMeETA Ha JOrOBOPA 3a MOAH3NbIHEHHE. .

1.10.7, Ilpy yuacTHe Ha MOAWIIBIHHTEN/H MPH H3NBAHEHHETO Ha AEHHOCT O I0roBopa 3a obIllecTBEHATa
NOPBYKA, 34 KOATO H3MBJIHHTEIAT € CKIIOYHT [OrOBOP 3a MOAM3IBIHCHHE, BB3I0KHTEIAT NpHeMa
AeflHOCTTa B TNPHCBCTBHETO HA M3MbiHHTENs M Ha noausmbiaHutens. [lpw npuemanero Ha paborara
H3MBIHHTENAT MOKE [ia NPEACTaBH Ha BBL3NOKHTENA AOKa3aTeNCTRa, Y€ AOTOBOPBT 3a NOIH3ITLIHEHHE €
MpeKpareH, MK paboTaTa UM YacT OT Hesl HE € U3BHPILCHA OT MOAH3MbIHUTEIS.

1.10.8. BB3n0muTeAAT M3BBPIIBA OKOHYATEAHOTO ILIAIIAHE 10 AOroBOpa 3a OOIUecTBeHAa HOpPbYKA, 3a
KOHTO HMMa CKIKOYEHH AOTOBOPH 33 NOAH3MTbIHEHHE, ClIe] KaTo MOAYYH OT H3NBbAHHTENS JOKA3aTeNCTBa, e
€ 3aIl/1aTHA Ha HOAW3MBIAHUTEIHTE BCHUKH PHETH padoTH.

Bb3a0/AHTEAAT HEe HIBLPIIBA OKOHYATEIHOTO ILIANIAHE MO I0TOBOPA 33 00mMecTBEHA NOPHLYKA, 32
KOITO HMa CKAWYeHH AOTOBOPH 3a NOIH3NbJHEHHE, AK0 OOFOBOPLT 33 NOIH3NbJHCHHE e
npexpaTeH, HJAH paboTaTa HJIH YacT OT Hesd He € H3BbPIIEeHa 0T NOXH3NbJIHHTES.

YuacTHHIHTE ca JALKHHA B NPOIeca HA NpoBeAlaHe HA NpoleAypaTa Aa YBedoMABAT Buinoxureasn
3a BCHYKH HACTBHITHIH MPOMEHH B MOCOYEHHTE 10 — rope odcrodTeacTsa no 4. 47, an. 1,2 4 5 or
30I1 B 7-nHeBeH CPOK OT HACTLIIBAHETO HM.

3abenexcra: Ipeocmasanemo na oghepma 3a yyacmue 8 HACMOAWAMA OMKPUMA NPOYeECYPa 3a0vANHCABA
VUACMHNKQ 0Q NpUese HANBIHO BCUYKN UZUCKGAHUA U YCAOGUA, NOCOYEHU 6 MmAa3u OCOKYMeHmayus, npu
cnazeane Ha 3axona 3a obwecmeenume nopvuxu (30I1). Iocmassanemo na pasiudnu om me3su YCr08ua u
HIUCKBAHUS OM CIMPAHA HA YHACMHUKA He GH2AJ}CUPA HO HUKAKDE Havun Bv3nosxcumens.

B. KPHUTEPHH 3A 11OABOP
1.1.  YuacTHuumTe B HpoleaypaTa CieaBa 1a OTrOBapAT HA H3HCKBaHHATA HA wi. 77, an. | uau an. 2 ot

3akona 3a MeaduuHckuTe u3aeaus (3MHM) u za nputexaear paspetlieHHe 3a TBbProBHA Ha €IpO C
MEAHUHHCKH H3nenus oT MAJl unM apyr AOKYMEHT, YAOCTOBEpABAlll NPAaBOTO MM [a ThpryBar ¢
MEAULIMHCKH H3AENHs, H3AaJcH OT KOMIIETEHTEH Opral Ha pyra Abp:KaBa WieHKa HJIK Ha ApYyra AbpKasa
— crpana no CriopasyMeHHeTo 3a EBponefickoOTo MKOHOMHYECKO MpocTpaHCTBO, HiaH Ha Koudenepanus
lilgefinapys, WM aa ca NPOU3BOANTENH, YCTAHOBEHH Ha TepuTopuaTa Ha PenyOiuka boiarapus.

Tosa oOcmosmeicmso ce OoKA3ead CbC 3ABEPEHO KONMHE Ha pa3pellleHHe 3a TBhProBHA Ha eapo ¢
MEAHUHHCKH u3neind oT MAJl unM ApyT AOKYMEHT, YAOCTOBEpSBall NpPaBOTO HM Ja Tbpryear ¢
MEAHIIMHCKH H3Ae/Hd, H3MajeH OT KOMIIETEHTEH OPTaH Ha CbOTBETHATA AbPiKaBa.

1.2. YyacTHHUMTE B Npoueaypata TpsaGBa Aa npHTexasar cepTHoHkar 1SO 13485:2003 / ISO
9001:2008 unu exBuBaneHTEeH ¢ 00XBAT CBITIACHO MpeiiMeTa Ha 000CO0EHATA MTO3HIIHA.

Tosa obcmosamencmeo ce doxazea ¢ Konue Ha panuaed cepriudukar ISO 13485:2003 / ISO 9001:2008 unu
eKBHBANCHTEH ¢ 0OXBAaT CHIVIACHO NpeaMeTa Ha obocobcHaTa MO3HLIKA, 332 KOATO YYaCTHHKA y4acTBa B
npoLeaypara.



1.3. [IpouspoauTenuTe Ha MeIMUMHCKHTE u3genus Tpadea na nputexkasaT ceprudukar [SO
13485:2003 3a vnpaBneHHe HA KauecTBOTO HAa MEIWIIMHCKHM H3AENHA, 3a KOMTO y4yacTBaT B IpoLedypaTa
HAH cepTHOMKAT 3a ynpasBneHue Ha kauecTBoTo [SO 9001:2008 ¢ oOxBaT cBriacHO mpeaMeTa Ha
obocobeHara MO3HLIHA, HIH €KBHUBAJCHTEH cepTH(MKAT ¢ oOXBAaT cbriaacHo mnpemMeTra Ha obocobenara
NO3HLHA

Tosa obcmoeamencmeo ce Ookazea ¢ Konue Ha Banvaex ceprudukar [SO 15485:2003 / 1ISO 9001:2008 unu
€KBUBATIEHTHH 32 NIPOU3BOHTEIHTE HA MCAHLMHCKUTE H3AEAUS.

1.4, Ilpeanaranure MeIKLHHCKY H3aenuA TpabBa aa npurexasat CE-mark.
Tosa obcmoamencmeo ce QoKaA38a ¢ ASKIAPAIIMA Ha IPOH3BOANTESA
1.5. INpenaoxkeHuTe AMATHOCTHKYMH, PEAaKTHBH M KOHCYMATHBH TpAOBa 1a OTroBapAT HAa BCUYKK

MHMHHMATHH TeXHUYECKH H3HCKBAHHA, I0COUEHH B AOKYMEHTALHATA.
Tosa obecmosmencmeo ce doxazga ¢ OPOLTYPH, KaTano3d U/Mau Gororpad)Cki CHUMKH HA CTOKHMTE, KOHTO
lIE CE JAOCTABAT, YAKTO ABTEHTHYHOCT BB310AMTENST CH 3aMida38a NPaBOTO 1a NPOBEPSBa.

H3icKBaHHA KbM MeIHUHHCKMTE H30eTHs:

1.6. IlpennaraHuTe MEOULUMHCKH M3ACAHA 32 AMACHOCTHKA TpaOBa /la OTroBapsT Ha M3HCKBAHHATA Ha
3akoHa 3a MeNHUHHCKUTE u3nenaus (JAB, op. 46/2007r.). MeauLMHCKUTE W3AeAHs fa uMaT HaHecena ,,CE”
MapKHpoBKa, cbriacHo Jlupextusa 98/79 EC 3a uH- BUTPO AHATHOCTHYHHMTE MEAHIWHCKH MPOAYKTH.

1.7. [lpouzpoautesute Ha TectoBete 3a CIIMH, xematut B. xnamumns W TokcommasMosza cieaBa Ia
ObaaT perucTpHpPaH# OT peryjlaTOpHH HHCTUTYLUHH B EBponefickus cwio3, chrinacuo Mupexrusa 98/79/EC
33 UH- BUTPO AHArHOCTHYHHTE MEAHLHHCKH MPOAYKTH.

ObctoareiacrsaTa no T. 1.6. H T. 1.7. ce A0Ka3BaT ¢ NpeACTaBIHE HA IPUAPYKEHO ¢ NIPEBOA HA OBATAPCKH
€3HK M 3aBE€PEHO OT YYACTHHKA:

a) KONHe Ha JAeKaaparusaTa 3a cboTBeTCTBHE ¢ JlupekTuBa 98/79/EC, H3aaaeHa oT NPON3BOAHTENS;

0) konue Ha EC cepTudukat 3a crotretcTBue ¢ Jupexktupa 98/79/EC, uznaneH o HOTHGHLKPAH OpraH no

cMuchbaa Ha 3MHU.
1.8. MeaHuUHHCKHTE H3IENHL, CNIEIBA 14 Ca BKIKOYEHH B CITUCHKA 1o wi. 1, 1. 1, Oyksa "6" ot Hapenbara

3@ YCAOBHSTAa M pela 32 CBCTABSHE HA CIHCLK HAa MEAMLMHCKUTE H3aeana mo 4i. 30a ot 3akoHa 3a
MEIHLIMHCKHTE H3aenua /3MI/ u 3a onpenessHe Ha CTOHHOCTTA, 110 KOATO T€ CE 3anjallar,

Tosa obcmoameacmgo ce 00ka3sa ¢ JeKJapalns OT YYACTHHKA, C IPUNOKEHO HibneyeHHe oT CHCEKA Mo
ya. 1, 1. 1, Oyksa ,,6% or Hapenbara 3a vcnosusiTa M peda 3a ChCTaBAHE HA CIHCBK HA METHLIMHCKHTE
u3genus no 4n. 30a or 3MU u 32 onpeaensHe Ha CTOHHOCTTA, K0 KOATO Te ce 3amnawar /Hapeabara/, ot
KOETO ¥3BjieyeHHe Aa € BUIHA NpoJakHara ueHa no cMucbia Ha § 1, 1. 29a ot 3MH, peB BpB3kac § 1, 1. 4
or JlonbmHuTeanuTe pasnopeabu Ha Hapeabata, oT y4acTHMKa 3a BCAKA MMO3ULMA, 38 KOATO TOH
KaHAHAAaTCTBA;

1.9. 3a MeAMUHHCKHTE M3/eius, cne/Ba Aa HsaMa peructpupadu naiad B MAJl wunu EUDAMED za
MHIMACHTH/TOTEHIMATHY HHUHASGHTH T1pe3 [OCHKe[AHHTe 1Be TONMHH, KAaKTO H 3a OJOKHpaHH HIH
M3TEFIEHH [TAPTHIM Npe3 MOCAeTHHTE ABE TOAMHH ChITACcHO npeaocTaseHa oT MAJ] nndopmanms;

Tosa obcmosmencmeéo ce Ookazeéa ¢ OQHUMATEH AOKYMEHT, M3faieH oT M3nbiHHTENHaTa areHnus Mo
AeKapcTBaTa, OT KOWTO /1@ € BHJHO, 4Ye HaMma peructpupaHu mansu B MAJI w/unn EUDAMED 3a
HHUMASHTH/TIOTEHIMATHM HHUMACHTH TPE3 [OCHeIHHTE ABE TOAHWHH, KAKTO H 33 OJOKMpaHH HIH
H3TErJIeHH NapTHiaH 1pe3 OCAEHHTE ABE FOAKHH

1.10 . MeaAHUMHCKHTE H3Ae]Hd, ClE/Ba Aa ce 3anqauar oT obinecTseH QOHA B IIOHE €IHA OT CTPAHHTE -
4ieHKH Ha Epponeiickus cbro3;
Tosa o6cmosmeacmeo ce JOkG36a ¢ NEKNApalks OT YHaCTHHKA, U€ MEJHIMHCKHTE H3AEAMS Ce 3araar ot
obuiecTren (GOHI B [IOHE €/1Ha OT CTPaHUTE - YieHKH Ha EBponefickus cvio3. B nexnapanusra cneqsa na ce

MOCOYH KOHKPETHHAT 00LIeCTBEH (hOHI HA CHOTBETHATA AbPKaBa.

Basicrno !!! Quaznocmurymume u KoHcymamugume no obocobenu nosuyuu Xe 2 u Ne 3 u obocoberu

nozuyuu Ne 7, Ne 8 u Ae 9 ce oghepupam Komnrexcro.

111. CbABPKAHHE HA O®EPTATA



. CnycbK HA AOKYMEHTHTEe H HHOOPMAUHATA, ChbAbP/KAIIH ce B 0epTaTa, NOAMHCAH OT YYACTHHKA.

B cnucbka YYacTHHKBT clieIBa J1a OMHIUE BCHYKH NPEACTABEHH OT HETO JOKYMEHTH (3aABIKHTEIHH H

AP¥TH N0 TPEUEHKA HA YYAaCTHHKA), BKIIOYHTEAHO AOKYMEHTH OTHOCHO AHIATA, NPEACTARNSBAIIH

VYACTHHKA, H OTHOCHO TNOAM3MBIHHUTEAHTE, aKO TakuBa ce NpenBHxaaT. CNHCBKBLT Ha NOKYMECHTHTE

CAeilBa /la ce MOCTaBH B HAayanoTO Ha MOKVMEHTUTE. BCekM JMCT, ChABPKALL C€ B MIMKA, 33ABIDKHTEAHO

cnenpa aa Obae HOMEPHPAH U MOAPEAEH ChIMACHO CIIHCHKA;

2. [IpeacTassaie Ha YYaCTHHKA - N0 oOpasell, B KOCTO 3aABDKHUTENHO Tp2OBa Aa ce ChbAbpPKA €IHHEH

uiaeHTHOUKAIMOHeH koA 1o 4i. 23 or 3akoHa 3a ThproBckusi peructsp, BYJICTAT w/wim npyra

naenTHGHUMpaa KWHbOpMALHA B CBOTBETCTBHE CbhC 3aKOHOAATENCTBOTO Ha Abp)KaBaTa, B KOATO

VYACTHHKBT € YCTaHOBCH H Cle/Ba Aa Oble NPUAPYREHO C:

- nekaapauus no 4. 47, an. 9 ot 3011, nonbaHeHa no Odpaseu (opHrHHAN).

3. HorapnanHo 3aBepeHO N'BAHOMOIIHO Ha JHLETO, YIIBIHOMOMIEHO da TNpencTaBlsBa YYacTHHKA B

npoleiypaTta (KOraTo YYacTHHKBT HE ce MpelcTaBisBa OT AHLIATa, KOWTO UMat MpaBo Ha TOBA, CHIJIACHO

NOKYMEHTHTE MY 33 PECHCTPauHus). _

4. Konue Ha NOKYMEHT - TOrOBOp HJIH criopazyMeHHe (B cAyyail, ye yYaCcTHHKBLT € 0OeTHHEHHE, KOETO HE €

IOPHIMYECKO AMLe), MOANHCAH OT NdlaTa, BKIIOYEHH B o0enHHeHHETO, B KOHTO ce TOCO4YBa

NPeACTABAABAIUKAT JIOKYMEHTBT C€ TpeAcTaBs B Clydad, 4Ye YYaCTHHUKBT € HenepCOHHQHIHpPaHO

obeauHenne. CpuudgT crieAsa na Obiae KOMHe H OT Hero cieiapa na Obie BHAHO/BHAHH AHUETO/IHLATA,

KOHTO IO MpeACTaBAABAT. B cimydali, 4e B JOroBopa He € TOCOYEHO HLETO, KOETO INpeIcTaBiiAiBa

YYACTHUIIKTE B O0ENMHEHHETO — ce MpeAcTaBd M AOKYMEHT, HOAMHCAH OTF fAUlara B OO€AWHEHHETO, B

KOHTO ce Mocoy4Ba 1ipeAcTaBIABalLHAT.

YyxaecTpaHHH 00€IHHEHHS MPEACTABAT KOMHE HAa JOKYMEHT 3a Cb3ZaBaHe Ha 00eAHHEHHE.

5. Jleknapalusg 3a y4acTHETO WM Hey4acTHETO Ha NMOAN3IIBIAHMTENH No ui. 56, at. 1, T. 8 o 3akoHa 3a

00IIeCTBEHHUTE MOPBYKH; '

6. Jleknapauus 3a cbraacue 3a yyacTHe OT NOAH3MBIHHTEN .

7. Hexnapatus 3a AMICA Ha CBBLP3AHOCT C APYT YYACTHUK B COTBETCTBHE C Wi 53, an. 7 ot 3011, KakTo u

3a nMnca Ha obcrogTe/icTo no wi. 8, an. 8, 1. 2 o1 30I1, nonsjiHena no O6pazel (opHrHHan);

8. Jleknapauus nmo 4i. 3, 7. 8§ o1 3aKoHa 3a HKOHOMHYECKHTE H (PMHAHCOBHMTE OTHOLIEHHS C JPYKECTBATA,

PErHCTPHPAaHH B KOPHCHMKUMH C IpethepeHlHaeH JaHbUYEH PEKHM, CBbDP3aHHTE C TAX JIHLA M TEXHHTE

neHcTBUTETHY cOOCTBEHHIH, NombiHeHa no Odpasel (OpHrHHa) .

9, JlokaszaTencTsa 3a TEXHHYECKHTE BB3IMOXKHOCTH H KBanu(HKau#aTa Ha Y4acTHHKA, cbraacHo Wwi. 51 or

30I1, KakTo ¥ H3HCKBAHHS KbM MEJULHHCKHTC H3ACTUS:

9.1. Konue Ha paspelieHHEe 33 THPrOBHA Ra eJpo ¢ MeNHUMHCKH u3aenus oT MAJI unn Apyr nokymeHT,

YAOCTOBEPABALI NIPABOTO MM A THPIYBAaT ¢ MEIMLMHCKH H3IENHs, HIAAACH OT KOMIETEHTEH OpPraH Ha

ChOTBETHATA JbpKaBa.

9.2. Komue Ha Banuaen cepruduxar 1SO 13485:2003 / ISO 9001:2008, unu exBuBaneHTEH ¢ obXBar

CbrIacHO mpeaMeTa Ha obocobeHara no3MuMs, 33 KOATO VHACTHHKA Y4YacTBa B NpoLEAypaTa H3jajeH Ha

HMETO Ha Y4acTHHKa.

9.3. Komue na Bamujen cepradukar ISO 13485:2003 / ISO 9001:2008 unn exBuHBaneHTHH ¢ o0XBar

CBIJIACHO MpeaMeTa Ha obocodeHara r103UUHA, 3a KOATO € moAajeHa odeprara, H3JaAeH Ha WMETO Ha

MPOH3BOIMTENA.

9.4, Jleknapanns Ha NPOM3BOAMTEAS, Y¢ PEIATAHHTE MEAHIIHHCKH H3enus me npHTexasar CE-mark.

9.5. BpowmypH, katanosd WHiIH ¢ororpadckH CHHMKH Ha CTOKHTE, KOMTO LIE CE€ AOCTABAT, MHATO

AaBTEHTHYHOCT BB3M0KUTENAT CH 3ama3Bsa MpaBoTo 11a NpoBepsBa.

9.6. Komue na nexknapauusra 3a crotBetcTBHe ¢ JJupektupa 98/79/EC, nzaaneHa oT Npou3BOAHTESL

9.7. Komnue na EC ceprudukar 3a cworBercieie ¢ Jupexrupa 98/79/EC, nzganen ot noruduumupan

opraH no cMuchbiaa Ha 3MU.

9.8, Jlekuapauds OT VYaCTHHKA, ¢ NPHAOKEHO H3BAeyeHHe ot Caxcbka nmo wi. 1, T. 1, Oykea ,,6" ot

HapenGara 3a YCI0BHSATA H peila 3a ChCTABSHE Ha CMHCLK Ha MEINLIMHCKHTE H3aenus no wi. 30a or 3MH u

3a onpeiedasHe Ha CTOHHOCTTA, 10 KOATO Te ce 3annawar /Hapeabara/, o1 xoeTo H3BieUeHHE Ja € BH/HA

NpoAaKHATA HeHa Mo ¢Muchbia Ha § 1, T. 29a ot 3MH, BB BpB3ka ¢ § 1. 1. 4 oT [lonmsiHHTENHUTE

pasnopeabu na Hapeabara, oT y4aCTHHKA 3a BCAKA MO3HLMS, 33 KOATO TOH KaHMAATCTBa;

9.9. O¢uuHaneH AOKYMEHT, W3ladeH oT M3nbiHHTenHara arcHumMs 10 AeKapcTBara, OT KOHTO 4a e

BHIIHO, 4e HAMa perucTpHpanu aaHud B MAJ] wuan EUDAMED 3a HHUMAEHTH/NOTEHLHATHE HHIHACHTH
9



npe3 NOCACTHUTE ABE FOJUHH, KAKTO M 3a OJOKHpAHH HNH M3TErVIeHH NapTHAH MNpe3 NOCACAHHTE JRE
rOAHHH ‘
9.10. [eknapauxs OT y4acTHHKA, Y€ MEIHLHMHCKHTE M3JeNHS ce 3amnamaT oT obulecTBed (OHA B NMOHE
e/lHA OT CTpaHuTe - WieHKH Ha EBponelickud cpto3. B aeknapauusra cnejipa na ce noco4H KOHKPETHHAT
obilecTBeH (POHA Ha CHLOTBETHATA ABPKARA.
10. [leknapauus 3a NpHeMaHe HAa YC/AOBKATA B IIPOEKTA Ha jlorosopa (opurunan) mo O6pasen
11. ,TexHi4ecko NMpendokeHHe 33 H3bJAHeHHe HA NMopbLUKaTa” B TEeXHHUYECKOTO MpEiUIOKEHHE Ce
BKAKOMBA M CPOK 33 M3NbJAHEHHE, KBM KOETO, aKO € MPHI0KHMO, c¢ NpHara AeKiapanis no yi. 33, ai. 4
or 30Il, BCHYKH CTpPaHHUM Ha TEXHHYECKOTO [PEJUIOKEHHe, cieABa Aa ©ObaaT HOMEPHpaHH
nocneaoBaTeTHO.
12, , JIpennarana nena”, nonbiHeHo no Obpasel KbM HacTOAIIAaTa JOKYMEHTAIHS H NPHIOXKEHHATA KbM
HETO.
I'JIABA 11

TEXHHYECKA CITELHHPHKALIAA
1. U3UCKBAHUSA KbM INIPEJJIATAHUTE MEAUIIHHCKH H3JEJHWA
1.1. JlocTaBeHHTe AMArHOCTHKYMH OT BCAKA MAapTHAA TpAGBA Jd NPUTEKABAT CEePTH(HKAT 3a KauecTBO
OT APOU3BOAUTES.
1.2. BcHukM npejifiarany MeAMUHHCKH W3AeiHs, CJeNBa Ja OTroBapsAT Ha H3HCKBAHHATA Ha 3aKoHa 3a
MEAHUHHCKHTE H3eHA, 338 KOCTO C€ MPEACTABA ACK/IApallH] 332 CbOTBETCTBHE OT MPOHU3BOIAMTEIA HIH OT
HEroBHs YNbIHOMOLIEH NMpEACTABHTE.
1.3. 3a BCeKkM NHArHOCTHKYM fa Oblle MpeAoCTaBCH AOKYMEHT, B KOHTO ce 004BABa MMPOH3BOACTBEHHS
CPOK Ha I'OIHOCT.
1.4,  CpoxbT Ha rOAHOCT HAa MEIMIIHHCKHTE H3A€IMA 3a AHarHOCTHKA KbM JaTaTa Ha J0CTaBKara Jia He €
MO-MATHK OT 735 % 0T 0OsBEHHS OT [TPOH3BOAUTES.
1.5.  TecToBeTe 3a MbPBHYHA IHATHOCTHKA Ha XenaTUT B na 6baat B cvoTHOMEHHE 30 % rosemu kum 70
% Manky OnaKoBKH.
1.6.  JInarHOCTHKYMHTe TpaOpa jia ObAaT MOCAEIHO INOKOJIEHHE MO OTHOIUCHHE HA MOKasaTelTHTE 33
YYBCTBHTENTHOCT, CHEUNHUYHOCT, HAAEKAHOCT B BB3IIPOM3BOJMMOCT KbM JaTaTa Ha oQepHpaHe.
1.7.  Bcuuku Tectose 3a mumarHoctdka ELISA na Owjar OKOMMAEKTOBAaHHM CBC CHOTBETHHS OpoH
BpBLXUETa, ChOOPa3HO Opos Ha TECTOBETE.
1.8. VYuacTHHUHTE cieABa Aa ACKJIAPUPAT, 4e aKo 3a W3paboTBaHE HAa HAKOH TECTOBE HAMA HANHYHA
anapaTypa, JOCTABYMKET IHE IPeJOCTaBH H IHe NOIBPXKA TaKaBa 3a BPEMETO, B KOETO we ce uzpaborsar
HETOBHTE TECTOBE.
1.9.  VYyacTHHUHTEe CAeABa Ha JACKIapHpar, 4Ye [e NOAAbPKAT 32 CBOA CMeTKa HajuyHara
M3BbHrapaHIMOHHA anapaTypa, Ha KOATO 1ie ce U3paboTBar TEXHHTE TECTOBE;
1.10. YuacTHHUHTe cAeiBa Aa IEKIapHpaT, 4Ye MPeJoCTABEHATa 3a TAXHA CMETKA anaparypa, Ha KOfTo
jue ce paboTH ¢ TEXHHTE TECTOBe, Hie € C TEXHHYECKH TNapaMeTpd He MO-HHCKH OT Te3H Ha
ChLISCTBYBAILATA.
1.11. YuacTHHuHTE CleABa A4 AEKIapHPaT, Ye 1€ OCHIYPAT NporpaMHPaHETO HAa HANMYHATA arnaparypa
3a H3pabOTBAHETO H CHHXPOHH3HPAHETO HA AOCTABEHHTE TECTOBE.
1.12. VYuacTHHUMTE cieiBa [a JeKIapHpaT, 4ye Lie OcHrypar obyueHHe Ha mepcoHana 3a paborta ¢
JOrOBOPEHHTE TECTOBE.
1.13. Ilo mo3uumsg 1 ce M3MCKBa Oa e OBP3 KauecTBeH TECT 3a OTKPHBAHE HA aHTHTENa cpeilly BHpyca
MPHYHHABANI HMYHEH AedHLUHT ¥ HoBeka, THIOBE | u 2. UyBCTBUTENHOCT paBHA HAH NO-BHCOKA OT 99 %.
CrieuMdHYHOCT paBHa WIH To-BHCOKZ oT 98%. BbamoxnocT na orkpusa crenuduwumn anti-XWB
aHTuTena B npoOu or nepudepHa kpweB. Ilpolleaypara 3a M3NBJAHCHHE J@a He H3HCKBA CHCLHAMHO
naGopaTopHO 06OpY/BaHe 32 M3NBAHEHHE HA TecTa (ABTOMATHYHM MHIMETH, MHKYGaTop, MEHKBP H Ap.).
TecToBere Aa ObAAT KOMIIEKTYBAHH C ABTOMATHYHM NAHLETH 3a B3eMaHe Ha NpoOH OT MepH(epHa KPbE.
Beuukn peakTuBu 3a u3paboTBaHe Ha NpoOHM OT ivifa KPBB, M1a3Ma M CepyM Ja ObIaT BKIIOYCHH B
JIMATHOCTHYHHMA TecT-KHT. [lponenypara 3a M3MbAHEHHE HA TECTA /1a HE HANBHIIaBa 5 MUHYTH. BpemeTo 3a
OTYKTAHE HA Pe3yNTaTa fNa He HagBHinapa 20 MMHYTH OT NMPHKIIOYBAHE Ha MpoUeaypaTa no H3paboTpane
Ha TecTa. '
1.14. 3a TecToBeTe 3a AMATHOCTHKA Ha XeNaTMT B ce M3WCKBA YyBCTBHTENHOCT paBHa Ha uiw foa 0,130
[U/ml. noBBpXHOCTEH aHTHIEH Ha XenatHT B 1 crieundudHocT He no-Mafka o1 99 %.
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2. B cayyail Ha 10CTaBKA HA MEAHLMHCKH M3AEIHA 34 AHArHOCTHKA U KOHCYMATHBHTE € MO-KPATEK OT
JIOrOBOPEHHA CPOK Ha FOJHOCT, C€ IB/IKH HEYCTOHKA B pa3Mep KaKTo ciensa:

- 74.99 % - 65 % cpok Ha roaHocT — Heyceroiika 10 % BbPXY CTONHOCTTA HA JIOCTABKATA;

- 64.99 % - 50 % cpox Ha roaHocT — HeycToHKa 13 % BBpXY CTOHHOCTTA Ha AOCTABKATA;

Ilpu ocTaThyeH cpoK Ha FOAHOCT NO-MadbK oT 50 % nocTaBKaTa ce U3BLPIIBA CAMO ¢ ITHCMEHO CBINIACHE
o1 M3, KaTo ce KM HeycTolKa B pasmep Ha 20 % BbpXY CTOHHOCTTA Ha J0CTABKATa

3. HAJIUYHA ATIAPATYPA, HA KOSTO LIE CE M3BLPIHBAT HW3CJIEJABAHHUATA,
3AKYIIEHH 1O HANMOHAJIHATA IIPOTPAMA 3A IIPEBEHIIHUSI U KOHTPOJI HA

XHMB/CITHH H CIIH

Bujgose / »opmen orauTamo ycrpoiictBo (3a
AHATHOCTHKYMHTe Mo obocobena mo3uuus Ne 1 u
N0 KOMOJIeKCHH Mo3HIHH NeNe 7, 8 1 9)

Bunose /Moxen Muento ycrpoiicTtBo
(3a anarHocTHKYMHTe no obocofeHa nmozuiua Ne
1 H 10 KOMNJIeKCHH Mo3HUHH NeNe 7,8 1 9: )

PR 2100 Sanofi Pasteur

Mueiuo ycrpoiicteo PW 40 ,.BIO-RAD™

ELISA Reader Bio-Rad PR 3100

Minilab Washer PW40/ PW41

ELISA Reader RR 1100 Mucroplate Reader 87364

Washer Fluido s/n 321478

ELISA Reader PR 2100 -,,BIO-RAD*

Washer ELx50

ELISA Reader LKB 5060-006

AMP Platos R II, touch scr een

BIOTEC ELx30

- Bio Tek-ELx50

Sunrise- RC Tecan

Anthos fluido/Austria, Type 24100

006 S/W F60 494

Organon Washer 200

STAT-FAX-2100-AWARENESS TECHNFLOGY

STAT-FAX-2600-AWARENLESS TECHNFLOGY

Absorbance  Microplate Rider ELx50-Biotek
S/N203558:10.08.06

WACHER 200 na Organon Technika

Columbus Pro Washer Tecan

Automated Strip Washer ELx50-Biotek

S/N203784;10.25.06

V. YCJIIOBHS H PASMEP HA TAPAHLUHUATA 3A YYHACTHE H 'APAHIIHUATA 3A
H3MTbJIHEHHUE
1. Tapanuns 3a yaactre. PopMa Ha rapanuEnaTa 3a yuacTe. Pazmep Ha rapanuusTa 3a yuacrue.
TapaHIMATA 32 y4acTHe B [IPOLERYpaTa € pasiipeaeneHa no 060co0EHH MO3HLMY, KAKTO CleaBa:

Obocobena nozuyus Jlera
Obocobena nozunus Ne | 870
Obocobena nozuyua Ne 2 175
Obocoberna nozuyua Ne 3 3
Obocobdena nozuyus Ne 4 5
Obocobena nozuyus Ne 3 5
Obocobena nosunyus Ne 6 5
Obocodena nosuyua Ne 7 37
QObocobena nozuyus Ne 8 19
Qb6ocobena nozuyus Ne 9 37

Bu3nokuTenAT MMa MpaBo Ja 3aAbpXKH rapaHlUATa 3a yyacTHE IO pellaBaHe Ha CIopa, Koraro -
KaHAKHIATHT HIK VYACTHHKLT B MPOLIEAYPa 3a Bh3NaraHe Ha oOLIECTBEHA MMOPhYKA O0KaAIBA PEIICHHETO 32
OMpeRCASRE HA H3MbAHUTE]L :
BB3A0KHTEAAT HMA TPaBoO A2 YCBOM TApaHLHATA 3@ YYACTHE HE3aBHCHMO OT HefiHata Qopma, Korato
KaHaMIaT HIIH YYACTHHK:
1. otTersan odeprTara CH CICA H3ITHYAHETO Ha CPOKA 3a NofydaBaHe Ha odepTure;

2. e OmpeneneH 33 U3MBLIHATEN, HO HE H3NBIHH 3alIbIKEHHETO CH JIa CKITHOYH 0roBop 3a ofluecTBeRaTa
OpbYKa.
B310AuTENAT 0cBOOOKAaRA rapaHUHMHTE 3a YYaCTHE Ha:
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1. oTcTpaHeHHTe KaHAWIATH HIM YYacTHHUH B CPOK 5 pabOTHH IHH CIEld H3THYAHETO HA CPOKa 3a
o0xaiBaHe Ha pelHEHHETO HA BL3NOKHTENS 3a ONpeAensHe Ha U3MBIAHUTEN;

2. KacHpaHHUTe Ha MbPBO H BTOPO MACTO YYACTHHIIH - CAEA CKKYBAHE Ha JIOTOBopa 3a obilecTBeHa
HOpBbYKA, a Ha OCTAHATHTE KIacHpaHH YYacTHHLH - B CPOK > pabOTHH IHH Cliell H3THYAHE Ha CPOKa 3a
00xanBaHe Ha PELIEHHETO 3a ONPEACAAHE HA H3ITBIAHHTE.

Ilpu npekpaTsBaHe Ha IpolieAypaTa 3a Bh37araHe Ha oOmecTBeHa MOpPHYKA, FapaHUHMHTE HAa BCHYKH
YYaCTHHUH ce OcBoOOKIaBaT B CpoK MneT pabOTHH AHH Cled H3THYaHe Ha Cpoxa 3a oOXajiBaHe Ha
pELIEeHHEeTO 3a NpeKpaTsBaHe.

B3noxuTensaT oceoboxaaBa rapaHiHHTE 0e3 Aa AbMKM JHXBH 3a Mepuoia, Npe3 KOoHTO cpeiacTBaTa
3aKOHHO €2 NPECTOSTH NPH HEro. ,

["apaHUHHTE 33 Y4acTHE ce NPEACTARAT B €Ha oT GopmuTe, cbriacHo wi. 60 ot 3akoHa 3a odmecTBeHUTe
NOPBYKHU:

- opururan Ha Oe3yciloBHA M HeoTMeHsema OaHKOBa rapaHUMA, H3AazecHa OT Obarapcka HIH
gqyxiaecTpaHHa OaHKa, B Moj3a Ha MHHHCTEPCTBO Ha 3/paBEONa3BaHETO, ChC CPOK Ha BainmHocT 90
/neseTneceT/ KafTeHAapHH NOHH, CYHTAHO OT KpaiHHA CPOK 3a Monmy4yaBaHe Ha odeptuTe. baHkoBuTe
rapaHilid, M3MaJ€HH OT YYXKAeCTpaHHH OaHKW, cielBa da ca aBH3HpaHH d4pe3 Owiarapcka OaHka,
MOTBBbPIKAABAIlA aBTEHTHYHOCTTA HA ChOOINEHHETO.

- mapH4yHa cyMa, npeBeieHa [0 OaHKkoBa cMeTKa Ha MHUHHCTEPCTRO Ha 3iapapeonassaHeto — bHb
Ilentpanno ynpaenenue IBAN: BG21 BNBG 9661 3300 1293 01, BIC koa na bBHb — BNBG BGSD -
M7AATE/KHO HAPEKIAHE B OPHIHHAM HIIH KOMHeE.

2. Tapanuns 3a H3NbJIHeHue, MopMa Ha rapaHUHATA 33 H3NbJAHeHHe, Pazmep Ha rapaHuugTa 32
H3MbJAHEHHE,

[apaHuKaTa 33 U3MBIHEHHE HA JIOrOBOpa € B pasMep Ha 3 % OT CTOHHOCTTa Ha AOrOBOPA 34 M3IbLIHEHHE
Ha o0ulecTBeHATa nopByKa, O6e3 s, JJAC

[apanimaTa 38 H3MBIHCHUE MOXeE Aa ce BHece Mo OAHKOB BT MJTH MOKe 1A ce fpeACTaBH noa GopMara Ha
OaHKOBa rapaHLHA.

YyacTHHKBT cam H3GHpa opMaTa Ha rapaHiiMsTa 3a H3NbIHEHHE.

Korarto yyacTHHK B NpoliefypaTa € o0eIHHEHHE, KOETO He € KOPHAHYECKO MHIe, BCEKH OT YYacTHHLHTE B
obeIHHEHHETO MOKe ja ObAe HapeAuTen No OaHKOBaTa rapaHiMs, ChOTBETHO BHOCHTEN Ha CcyMara Mo
rapasiuATa. '

Y4YacTHHKDBT, ONpejieieH 3a K3MbIHHTE] HA 0OIEeCTBEHATa NOPbUKa, NPeACTaBs OaHKOBATa TApAHIMA HIH
nAaTeXHHS JOKYMEHT 3a BHEceHaTa 110 DaHKOB ITBT rapaHlHs 33 H3IIbAHEHHE HA JOroBOpa IIPH HEroBOTO
CKIKOYBAHE.

IapanuuaTa 3a u3nbiHeHHe noA GopMata Ha MapHyHa cyMa TpaOBa aa Oble BHECEHA MO cileiHaTa CMeTKa
Ha BranoxuTens: '

banka: BHb LienTpanso ynpasneunue,

Baukos koa (BIC): BNBG BGSD,

Bauxosa cmetka (IBAN): BG21 BNBG 9661 3300 1293 01

AKO YYaCTHHKBT, OMpelesicH 3a M3MbIHHTEN, H30epe [a NpeACTaBH TapaHIHATa 3a H3MBJIHCHHE MOA
dopMara Ha «napHuHa cyMa», MiIareHa no OaHKOB IIBT, AOKYMEHTHT, YAOCTOBEPABAHI [UIaTEHATa
rapaHiHs, CileaBa Aa ObJe 3aBepeH ¢ fIOAMHC M MedYaT OT CLOTBETHATa OdaHKa M Ja ce NPEiACTaBH B
opuruHai. B cayuail ye y4acTHHMKBT ¢ NpeBes MapHTe N0 eleKTPOHEH MbT (eAEKTPOHHO GaHKHpaHe), TOH
cjleiBa /1a 3aBepH CLOTBETHHA AOKYMEHT C MOANHC M Meyar.

KoraTo yyacTHHKBT H30epe rapaHLUMATa 3a M3NbIHCHHE 1a Obae OaHkoBa, Torasa B Hes TpsaOsa Aa Obae
M3PHYHO 3alHCaHo, Y€ s ¢ 6e3ycA0BHA 1 HEOTMEHHMA, Y€ € B M107132 Ha BB3NOKHTEA H Ye € ChC CPOK Ha
panuiuocT 60 AHM CAel Aarara Ha HM3NbAHEHHe Ha aorosopa. Cobluara TpabBa na ObAe OTKpHTa B
CHOTBETCTBHE € YCIOBHATA NO NpPHIOKEHHS B JOKYMeHTalUMsTa oOpasell Ha 0aHKoBa rapaHuus 3a
H3MTBAHEHHE Ha A0roBOpa.

ITpK NpencTaBsHe -HA rapaHLiKA B MIATERHOTO HAPEKIAHE WK B OAHKOBATa rapaHLKs H3pPHYHO CE MOCoYBa
AOrOBOPa, 33 KOHTO ce MPejICTaBA rapaHiiHATA.

Korato yyacTHHK B npouefypara e o0eJHHEHHE OT NpaBHH CYOeKTH, KOeTo He ¢ IOPHAMYECKO JIHUC, B
JOKYMEHTA 3a BHECEHA rapaHUHs WiM OaHKOBAaTa rapaHilMs CleiBa Aa € OTPa3€HO, 4 TA CC BHACA OT
LAA0TO 0OeIHHEHHE H TTOT3BA BCHYKH YYACTHHIM B OOCIMHEHHETO, a HE CaM0 HACHTHGHKALHA Ha €IHHHA

OT TAX.



VI. OBIIIH H3UCKBAHHUSA KbM JOKYMEHTAIIUATA. MSACTO H CPOK 3A ITIOJABAHE
HA O®EPTH.

Odeprara ce HITOTBA CHITIACHO H3HCKBAHUATA Ha HAcTOAINATA MoKaHa. JKeNnaelnuTe Aa y4acTBar B
npoueaypa AoropapsaHe 6e3 o0gBIeHHe Cé NOAABaT JAHYHO WM 4Ype3 YIIBIHOMOUIEHO Aune odeprHTe CH B
JeJIOBOACTBOTO Ha MHHHCTEPCTBO Ha 3ApaBeonas3BaHeTo, agpec: rp. Coous - 1000, ma. . Csera Hemess™
Ne 5, nmaprepeH eTax, Bcekn paborten ner ot 09:00 9. 1o 17:30 u. ne 09.11.2015 r. Odeprara ce noaasa B
CpOKa, TIOCOYEH B HacTosAUlaTa mokaHa. B ciayyaxTe, Koraro cbloara e NONyYeHa ClAed NMOCOYEHHA CPOK H
4ac MIH BBHUIHO T4 He OTroBaps Ha H3UCKBAHHNTA OTHOCHO HEHHOTO NpeAcTaBiHE, CBHOTBETHHTE
ATHKHOCTHH nuua otdensa3paT ToBa obOcTosTenctBo H B PerucTbpa Ha MHHHCTEpcTBO Ha
37paBEONIA3BAHETO 3@ Y4YacTHe B NPOLENYPH 3a Bb3faraHe Ha OOLLECTBEHH MOPBYKH W odeprara He ce
npHeMa, KaTo ce Bpblla He3abaBHO Ha YJacTHHKA.

Od¢epTHTe CE MOAABAT B 3alleyYaTaH, HeNPO3PaveH, C HEHAPYNIEHA 1SUTOCT [LTHK H ¢ HAAIHC:

1. Mo MuHHCcTepeTBO Ha 3apaBeonaspaHeTo, rp. Codpus — 1000, na. ,,Ceera Henean” Ne 5
..Odepra 3a yyacTHe B nponeaypa Ha AoropapsaHe 0e3 oOsBlIeHHE, ¢ IPEAMET:

"Hocmaeka Ha OUAZHOCMUKYMU U KOHCyMamuéu no 9 npekpamenu noiuyuu om omipuma npoyedypa
¢ npeomem: "JJocmasxa na duaznocmuxymu u Koucymamueu 3a CITHH, eupycuu xenamumu B u C,
cugpuauc u Opyzu CexcyanHo npedasanu unexyuu no Hayuonannama npozpama 3a npeeeHyun u
Konmpo.r na XHB u cexcyanno npedasanu ungeryuu 6 Penybauxa bvnzapua 2008-2015 2. 3a
Hyxcoume Ha cmpanama npes 2015 2. Obocobena nozuyua M ...... ¢ npeomem ......

2. HauMeHOBaHHe, afpec, TeledoH H N0 Bb3MOAKHOCT PaKe H eJIEKTPOHEH apec Ha YIACTHHKA.
3. Cnaensoro npeanucanye: “Jla He ce 0TBaps npeAH pairiexkiaaHe oT cTpaHa Ha KomucuaTa 3a
' OLEHABAaHe H KJacHpaHe”.

MscTOo, AeH H 4ac 33 pa3riiexaaHe H olleHABaHe Ha o(epTHTe- B crpaidaTa Ha MHHHECTEPCTBO Ha
3gpaBeonassanero, rp. Codus, riowman Ceera Hezxens Ne5 o1 10:30 4. na 10.11.2015 .

JloropapsiHeTo me ce NpOBEJe B crpajaTa Ha MMHHCTEPCTBO Ha 3apaBeona3paHeTo, rp. Codms,
nanoman Ceera Hemenms Ne3 nma 13.11.2015 r. HasnaueHata OT BB3NOKHTENS KOMHCHA, WIE YBEAOMH
MACMEHO BCEKM YYaCTHHK mojan odepra 3a TOUMHHSA 4ac, HA KOHTO 1€ Ce W3BLPINH JOTOBAPAHETO HA
YCTOBHSATA HA JOTOBOPA.

Tlpd mpoBekiaHe Ha JOroBapsHeTo TpAGBa Aa NPHCHCTBAT 3aKOHHUTE HiH YIIBIHOMOIUEHH
peACTABHTENN Ha yyacTHHKA. KOMHCHATA HA3HAYEHA ChC 3AMOBENA Ha BBIOKHTENS B CHOTBETCTBHE Che
3akona 3a oblLeCTBEHHTE MOPBYKH, pasriexiaa odeprara B yaca, JaraTa H MACTOTO [IOCOYCHH B TOKaHAaTa
M M3BBPIIBA ACHCTBHATA, NIpe/iBHjIeHH B ui. 92 a ot 3011

KoMucusTa M3BbpIBA IOTOBapsHE NOOTAENHO ¢ BCEKH YYACTHHK, 33 OMpEAEIIHE YC/IOBHATA Ha
NOTOBOpA ¥ lieHHTe Ha cTokHuTe. [lo pesa Ha MOCTHNHAMTE OQEPTH Ce H3BBLPIOBA JOTOBAPAHETO ¢ BCEKH
YYaCTHHK.

Crnen npukmouBaHe Ha paforaTa Ha KOMMCHATAa N0 pa3rfexJaHe H OLEHKAa Ha odeprara,
BB3ITOKHTENS 00ABABA C pelleH e KIaCHPAHETO U YUaCTHHKA, ONPEENeH 33 H3MTbIHHUTEN Ha obmecTBeHaTa
MOpbYKA. YHaCTHHKBT Ce YBEJOMSBA [IMCMEHO 33 Pe3y/TaTa OT NpOBelieHaTa NPOLEeAypa, KaTo My BphBa
(u3mpalna) KOMHe Ha peleH e Fo.

BB3JTOKHTEJL:
A-P IETBP MOCKOB
MUHUCTHP HA 3APABE

PENYBAINKA
bbATAPUA




