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ITapTHaa B perncrhbpa Ha o6uecTBenATe MOphukn: 00748

Aapec: rp. 'abpoBo, yi. JI-p Mnuep Jetckus Nel 5

JInne 3a KORTAKT (Modice u nogeue om edHo nuya):Mwneua Hopnanora — UkoHOMHCT 06LIecTBEHH

nopwpYkH PrkoBOAUTEN 3BEHO

Tenedon: 066 800638

E-mail: targovembalgabrovo@gmail.com

AocTHLOBLT A0 JOKYMEHTAUHSNATA 32 IOPBLYKATA € orpann4ed: [] Jla [x] He
Monb1HATeNHA HHpOPMANHAS MOKe 12 6B]e IO/IyYeHa OT:

[x] T'openocoyeHoTo/MTE MACTO/MECTa 32 KOHTAKT

[1 Apyr ampec: (mons, nocoueme dpye adpec)
IIpuemane Ha 1OKYMEHTH B 0()epPTH N0 €/IeKTPOHEH NIBT: [1 Ha [x] He

OGekT Ha nopbuKkara:
[] Crpourenctro
[x] Hocrasku

[1 Yeuyru

Ipexver na nopbukara: ,Jocmaeka Ha dezunghekmanmu, 3a Hyscdume na MBAJI "A-p Toma
Benkosa“A/], 2p. Fa6poeo, exmoueawa 23 /dsadecem u mpu/ camocmosame.Ho 06ocob6enu
nosuyuu”

Kparxko onucanne,/Jocmaeka Ha dezundekmanmu, 3a Hyscdume Ha MBAJI "/1-p Toma
BenxoeaAJ], 2p. Fa6poso, exmoueawa 23 /deadecem u mpu/ camocmosime/iH0 060co6eHu
no3uyuu”

0O6oco6ena no3uiusa 1: [IPENIAPATHU 3A AE3UHOEKIHA HA IOBBPXHOCTHU-

BUOLIN/IN: Bes andexudu, dheHonu u x10p - Ha ocHoeama Ha Yemespmu4HU
amoHueeu conu u1u ANKuUJAaMuHu, me4eH KOHYyeHmpam

O6oco6ena mnosuuusa 2: [IPEMTAPATU 3A AESUHOEKIUA HA IOBBPXHOCTHU-
BUOLIU/IU: Jesungpexmanm 3a eucokopuckoeu 30Hu Ha ocHoeama Ha Hampues
nepkap6onam

O6ocob6ena nosunusa 3: [IPEITAPATH 3A AE3MHOEKIIUA HA TTOBBPXHOCTHU- BUOLIUAU: Xaop
cedspicauju.

O6oco6ena nosuuus 4: NPEMNAPATH 3A JIE3UHOEKLIUA HA NOBBPXHOCTH- BUOLHUAH: C
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aepo30/1HO npuiazaHe 3a mpyoHo d0CmMsnNHU N0B8sPXHOCMU U 6'sp3a de3uHgexyus, (comoe

pasmeop).

O6oco6ena no3unus 5: [IPENNAPATH 3A AE3MH®EKI WA HA TOBBPXHOCTHU- BUOLUJH:
IIpenapam 3a de3unghexkyua Ha nepdy3opu, uHghy3uoHHU NOMNU U MeOUYUHCKU u3deaus ¢
yyecmeumeaHu N08sPXHOCMU, NAHA.

O6ocobena mo3uuma 6: IIPEIIAPATHU 3A AE3WH®EKIHWA HA INOBBHPXHOCTHU- BUOLUAU:

Ipenapam 3a dezuHghekyua HA NOBBPXHOCMU 8 KYXHEHCKU oghucu, 3a KyXHeHcKa nocyda,

6eb6ewku wuwema u 6ubeponu /xonyenmpam/ Hecsdspicauju X10p

0O6ocob6ena mnosuuua 7: I[IPEIIAPATH 3A AE3UHO®EKIHUA HA TMOBBPXHOCTHU- BUOLIUJHU:
IIpenapam 3a noyucmeate u de3uHgeKkyus Ha nod c noyucmeauja MauwluHa

060co6ena nmozunus 8:[1PEITAPATH 3A ITOYUCTBAHE U IE3UHPEKIIUA HA UHCTPYMEHTH
WU TEPMOJIABUJIHU MATEPUAJIU U TI0COBUA /BKJIIIOYUTEJHO I'bBKABU U PUTUJIHH
EHJOCKOITU U AHECTE3U0OJ/JIOTUYHO OBOPY/JBAHE/- MEAULIUHCKHU U3AEJUA: 3a
no4ucmease u desuHgexyua Ha MmemaneH UHCMpyMeHmMapuym, 1a6. cmsKaapus,
eHOdoCcKoncKka anapamypa (KoHyeHmpamu) Ha eH3UMHd 0CHO8a:

060co6ena mo3uuusa 9:I1PEMMAPATH 3A TOYUCTBAHE U IE3UHPEKIIUA HA UHCTPYMEHTH
U TEPMOJIABUJIHU MATEPHAJIA U IOCOBUA /BKJIIOYUTEJTHO "bBKABU U PUTUJHHU
EHAOCKOITU U AHECTE3UOJIOTUYHO OBOPYIBAHE/- MEJAUIIUHCKHU U3JIE/IUA: 3a
no4ucmeaxe Ha Mema/aeH UHCMpyMeHmapuym, 1a6. cmesKaapus, eHdockoncka anapamypa

(xonyenmpamu) be3 aadexudu:

060co6ena no3unmsa 10:[TPEITAPATH 3A IOYUCTBAHE U JE3UHPEKUA HA UHCTPYMEHTHU
Y TEPMOJIABUJIHU MATEPHUAJIU U I0COBUA /BKJAKOYUTEJTHO 'bBKABU U PUTUJHU
EHJAOCKOITH U AHECTE3W0JIOTUYHO OBOPY/IBAHE/- MEJWUIIUHCKHU U3JIEJIU: 3a
npedcmepuu3ayuoHHa 06pabomka Ha Mema./ieH UHcCmpymMeHmMapuym, 1a6. cmesKaapus,
eHAOCKoNcKka anapamypa, KOHYyeHmpam, ¢ akmueeH Kuc/10pod u nodxodaw 3a deauHexkyus
om no-8ucok Kaac (no ckaaama na SPAULDING)

060co6ena no3unua 11:1IPEMTAPATH 3A [TOYUCTBAHE U IE3UHOEKIIUA HA UHCTPYMEHTH
W TEPMOJIABU/IHU MATEPHAJIH U ITOCOBUA /BK/IIOYUTEJIHO 'bBKABU U PUTHIHU
EHJ0CKOITK U AHECTE3HOJIOTHYHO OBOPYIBAHE/- MEJULIMHCKH U3/IEJINA:
Aesunghekmanmu 3a noyucmeaHe Ha MedUYUHCKU U3denus 8 MUSAHO-de3uHPBeKyuoHHU
MAUWUHU

OI111.01. Ankasen npenapam 3a MauWUHHO no4UCMeaHe

OI111.02. Heympaau3supaw npenapam 3a MQUWUHHO NOYUCMEAHe

060co6eHa nosunusa 12:[TPEITAPATH 3A IOYUCTBAHE U JE3UHOEKIIUA HA UHCTPYMEHTHU

A TEPMOJIABUJIHA MATEPHAJIM W NOCOBUA /BKJIKYUTEJIHO I'bBKABU U PUTHJHU
EHAOCKOIIK W AHECTE3HOJIOTUYHO OBOPYJBAHE/- MEJHUIIUHCKHW M3JE/IHUA:
INMapagopmandexudvu mabaemku 3a cyxa cmepuau3ayus Ha cneyuduveH MeoUYUHCKU
UHCMpyMeHmapuym

O6oco6ena nosuuusa 13: MPENAPATH 3A XUTMEHHA U XWPYPTMYHA JAE3WH®EKLHA HA
PBLE H KOXA U I'PHUXKA 3A PBLETE HA MEAULIMHCKHSA [IEPCOHAJI- BUOLIU/IU: An1koxonaeH
npenapam 3a de3uHgexyusa Ha psye, meveH

O6oco6ena no3unusa 14: IPENAPATH 3A XUMTUEHHA U XUPYPTMYHA JE3UH®EKLUA HA
PBIE X KOXA W I'PHKA 3A PBLETE HA MEJUIIUHCKUA TEPCOHAJI- BUOLIU/U: AaxoxoaeH
npenapam 3a de3uHdekyusn Ha psye, nod popmama Ha 2en

O6oco6ena nosunus 15: TPENAPATH 3A XUTHEHHA U XHPYPTUYHA JE3UHPEKIIUA HA

PbIE X KOXA H I'PWXA 3A PbLETE HA MEJULIUHCKUS [TEPCOHAJI- BUOLIU/IU: Teuen




canyH c desuHdhekmanHm Ha ocHoeama Ha X10pXeKCUduH:

O6ocobena nosunus 16: [IPEMNAPATH 3A XUTUEHHA U XUPYPTMUUHA JIESUHOEKLUSA HA
PBLE U KOXA U TPUXA 3A PbLUETE HA MEJULIMHCKHUA ITEPCOHA- BUOLIUJIU:
Kpem/nocuon 3a psye

O6ocob6ena no3unus 17: [IPENAPATH 3A JE3UHOEKLHA HA OTIEPATUBHO ITOJIE U KOKA-
BUOLIU/IN: Hecwsdwspicawu tiod, HeoysemeH, 20moe 3a ynompe6a npenapam 3a
de3undhexyus Ha KOJXHCa u onepamueHo noae

O6oco6ena nosunus 18: IPEITAPATH 3A JAE3UHOEKLUA HA OTIEPATUBHO IOJIE U KOXKA-
BUOLIU/IU: Hecsdspiicawu tiod, oyeemeH desundhexkmanm. F'omoe 3a ynompe6a npenapam
3a de3uHdeKyus Ha KOXca u onepamueHo noJe.

O6ocobena mosuuusa 19: AHTUBAKTEPUAJIHU CPEACTBA 3A OBPABOTKA HA
KOHTAMWUHHWPAHW TIAUIMEHTH C MRSA /MEJAULUMHCKW W3JAE/IUS/: Pasmeop 3a
GHMUMUKPOGHO NO4ucmeaHe HA HenodSUMCHU NAYUEHMU 6 PedHUMAYUOHHU CeKmopu,
csdspacauy noauxekcaHuad, onak. 500 ma.

O60oco6ena nosunus 20: AHTUBAKTEPUAJIHU CPE/ICTBA 3A OBPABOTKA HA
KOHTAMWHHPAHU NALTMEHTH C MRSA /MEJAULIMHCKU U3AEJIUA/: Pasmeop 3a ycma 3a
AHMUMUKPOGHO NnOMuUcmeaHe, cs0spicau] noauxeKkcaHud, onak. 250 ma.

O6ocobena mosunus 21: AHTUBAKTEPUAJIHU CPEJACTBA 3A OBPABOTKA HA

KOHTAMUHWPAHH MALUEHTH C MRSA /MEJUUMUHCKU U3JAENUSA/: Tea 3a aQHMUMUKPOGHO
no4ucmeaHe Ha HOCHaAMa /Au2asuya, c GemauH U NOAUXeKCaAHUd, onak. 30 m.

OBOCOBEHA 10311114 22: IOCOBUA 3A JE3UHPEKLIUA HA TOBBPXHOCTH /MEJULIMHCKH
U3JIEJINS/:

OI1 22.01. Jucnencsp 3a desundexyupawju Kspnuiku

0I122.02. Poska c de3uHexyupawju Kspnuiku

OBOCOBEHA TTO3MLIUA 23: [I0OCOBUA 3A JE3UH®EKLMA HA [TIOBBPXHOCTH /MEJULIUHCKHU
W3/IE/IUA/: JeaundpekyuonHu Kepnu 3a noyucmeame u desuHgexyus

Msicro na m3pppmBane: MBAJI I'aGposo
O6ma nporno3na cToiHOCT HA OpPBYKATA (6 16., He3 JJ/]C): 65072,00 1B

O6Gocobenn nosunun (ko2amo e npunoxcumo): [x] Jla [] He

Homep Ha ob6ocobenara nosunus: 1

Haumenosanwe: O60co6ena nosunus 1: [IPEITAPATU 3A AE3UHOEKIMS HA
[TOBBEPXHOCTHU- BUOLIW/IU: Be3 andexudu, fheHonu u X10p - Ha OCHO8ama Ha
1emespmu4Hu AMOHUE8U COU UAU AIKUAAMUHU, Me4eH KOHYeHmpam

Ilporno3sna croiinoct (8 16., 6e3 J/JC): 25 130 nB

3abenexcka: Hsnonzeaiime mo3u pazoen moakosa nomu, KOIKOmMo ca obocobenume nozuyuu.

Homep na 060ocoGenara nosamas: 2

O6oco6ena mnosuums 2: [PENAPATH 3A JE3MHOEKLUUS HA TOBBPXHOCTHU-
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BUOLHU/U: Jesundexkmanm 3a eucokopuckosu 30HU Ha OCHOGamMa HA Hampues
nepkap6oHam

IIporno3na croiinocr (6 6., 6e3 J/]C): 648 ne

Homep na o6ocobenara no3amns: 3

HanmeHoBaHue: O6oco6eHa nosunua 3: [TPETTAPATU 3A JE3UH®EKLHUA HA TOBBLPXHOCTHU-
BUOLHU/H: Xa0p cedspricauju.

IIporno3na croiuocr (8 8., 6e3 J/JC): 3 254.33 nB

Homep na o6ocobenara nozunus: 4
Haumenosanune: O60oco6eHa nosuuus 4: [IPEIIAPATH 3A JE3UHOEKLIUA HA [TIOBBPXHOCTHU-

BUOLHU/IU: C aepo3oaro npusazane 3a mpyoHo 00CmesnHU NO8sPXHOCMU U 6sp3a
de3undhexyus, (zomoe pazmeop).

IIporno3zna crouuocr (& 8., 6e3 J{JC): 4 453.12 nB

Homep Ha 00ocobeHaTa no3nnusi: 5

HaumeHosanue: 06oco6eHa no3uuus 5: [IPENNAPATH 3A JE3UHPEKLIUA HA TOBBPXHOCTHU-
BUOLUAH: lIpenapam 3a de3ungexyun Ha nepghy3opu, uH@y3UOHHU NOMNU U MEOUYUHCKU
u3denus ¢ yyecmeumesIHU NO8sPXHOCMU, NAHA.

IIporno3na croiinocr (s 6., 6e3 JJJC): 1 780 ns

Homep na o6ocobenara nozunus: 6

HaumeHosanue: 060oco6eHa nosunus 6: [IPEITAPATHU 3A JIE3SUHOEKIIWSA HA NOBBPXHOCTHU-
BUOLWAYN: Ilpenapam 3a de3uHhekyus HA NO8BPXHOCIMU 8 KYXHEHCKU 0huCU, 3a KyXHEHCKA
nocyda, 6e6ewku wuuiema u 6ubeponu /KoHyenmpam/ Hecodspacawiu x10p

Hporno3na croiinocr (8 1., 6ez JJJIC): 1 296.75 nB

Howmep na o6ocoGenara nozunns: 7

HaumenoBanue: O6oco6eHa nosuuus 7: [IPENAPATU 3A JE3UH®EKLUSA HA MOBBHPXHOCTHU-
BUOLIM/IU: IIpenapam 3a nouucmeane u desundheKyusn Ha nod ¢ noyucmeawa MawuHa

IIporno3na croiinocr (s 16., 6ez J[JC): 428nB




Homep na o60cobenara no3uuns: 8

HaumeHosanue: 060co6eHa nosunua 8:[TIPEITAPATH 3A IOYUCTBAHE U JE3UHOEKLUA HA
WHCTPYMEHTH U TEPMOJIABUJTHU MATEPUAJIY YU ITOCOBUA /BKJIIOYMTEJHO 't BKABH U
PUTHAHU EHJJOCKOIIK K AHECTE3WOJIOTUYHO OBOPY/IBAHE/- MEJUIIMHCKU U3/IEJIN:
3a noyucmeane u desuHeKyus Ha MemaseH UHCMPYyMeHmapuym, 1a6. cmeKaapus,
eHdockoncka anapamypa (KOHYeHmpamu) Ha eH3UMHd OCHO8a:

IIporunosna croiuoct (8 6., 6e3 JI/IC): 2 62418

Homep Ha obocobenara nozunusi: 9

HaunmenoBanue: 0O6oco6ena mnosunmua 9:IIPEITIAPATU 3A [IOYUCTBAHE U
AE3UHOPEKIUA HA UHCTPYMEHTU U TEPMOJIABUJIHU MATEPUAJIU U TNIOCOBUA
/BKJIIOYUTEJIHO I"bBKABH U PUTUJAHU EHAOCKOIIM U AHECTE3UOJIOTAYHO
OBOPY/IBAHE/- MEJHWIMHCKHU U3JEJUS: 3a no4ucmeaHe Ha memasieH
UHCMPpYyMeHMAapuyM, 1a6. cmsK1apus, eHdocKoncka anapamypa (KoHyeHmpamu)

Bez aadexudu:

IIpornosna crolinocr (g a6., 6e3 JI/IC): 1 39218

Homep na o6ocobenara no3unus: 10

HaumeHosauue: 060co6ena nosuuus 10:TPEMTAPATU 3A IOYUCTBAHE U IE3UHPEKLUS HA
WHCTPYMEHTHU U TEPMOJIABUJTHH MATEPUAJIU Y TTOCOBUA /BKJIIOYUTEJIHO I'bBKABU U
PUTHHU EHJOCKOIIHM U AHECTE3HOJIOTUMHO OBOPYABAHE /- MEJUIIMHCKW U3/IEJIUA:
3a npedcmepuauzayuoHHa 06pa6omka Ha MemaJieH UHCMPYMeHMapuyMm, 1a6. CmsKAapus,
eHdocKoncka anapamypa, KOHYeHmpam, ¢ aKmueeH Kuca10pod u nodxodsaw 3a desuHgexyus
om no-eucok Kaac (no cka.nrama Ha SPAULDING)

IIporunosna crolnocr (g 6., 6e3 JJ/JC): 2 111.67n8

Homep na o6ocobenaTa nosumus: 11

HaumeHosanue: 060coGena nosunus 11:[TPEITAPATH 3A TOYHUCTBAHE U JIESUHOEKLIUA HA
MHCTPYMEHTHU U TEPMOJIABUJIHU MATEPUAJIU Y TIOCOBHA /BK/IIOYUTEHO I'bBKABHU U
PUT'MAHH EHAOCKOIIM K AHECTE3HOJIOTUYHO OBOPY/IBAHE/- MEAULIMHCKU U3JE/IUS:
Aesungpekmanmu 3a noyucmeaHe Ha MeAUYUHCKU U30eUS 8 MUSLAHO-0e3UHHEKYUOHHU
MAUIUHU

OIl 11.01. Asnkasaen npenapam 3a MAUIUHHO NOYUCMEAHE

Ol 11.02. Heympaau3zupaw npenapam 3a MAWUHHO NOYUCMEAHE

IIpornosna croiinocr (g z6., 6e3 J/JC): 758.33n8




Homep na obocobenaTa mo3umus: 12

Haumenosanue: 060co6eHa nosunua 12:1IPETTAPATH 3A [TOYHCTBAHE U AE3UHPEKLINA HA
HUHCTPYMEHTH U TEPMOJIABH/IHH MATEPHAJIU U TOCOBUA /BKJ/IIOYUTEJ/IHO 'bBKABH U
PUI'HHU EHI0CKOINIH U AHECTE3HOJIOTUYHO OBOPY/JIBAHE/- MEJWLIUHCKU U3JIENUA:
IIapagopmandexudHu mabaemku 3a cyxa cmepuau3ayus Ha cneyugpuuyeH MeouYuHCKU
UHCMpyMeHmapuym

IIpormo3na croiinocr (s 6., 6e3 JC): 900 as

Homep na o6ocoGenara nosunms: 13

HanmeHoBanue: O6ocob6ena mo3unua 13: TPENAPATU 3A XWUIMEHHA U XUPYPIHUHA
AE3UHOEKLIUA HA PBLE U KOXKA U I'PUXKA 3A PBILETE HA MEJULIMHCKUSA TIEPCOHAJI-
BUOLUN: Ankoxonen npenapam 3a de3uHeKyus Ha psye, medeH

IIpornosna croiinocr (g 16., 6e3 JJ/]C): 5 827.80 18

Homep na o6ocobenara nozanns: 14

Haumerosanme: 060cobeHa nosuius 14: [IPEITAPATH 3A XUTUEHHA U XUPYPTUYHA
AE3WH®EKLHA HA PBLE U KOXXKA U TPHKA 3A PbLIETE HA MEAULIMHCKUSA IIEPCOHAJI-
BUOLU/IN: AnkoxoseH npenapam 3a desuHdexyus Ha psye, nod hopmama Ha zen

Hporno3na croinocr (8 zs., 6e3 JJJC): 880 ns

Homep na o6ocoGenara nosunun: 15

HaunmenoBanue: O6oco6eHa no3unus 15: [IPENNAPATH 3A XUTUEHHA U XUPYPTUYHA
AE3UH®EKIUA HA PBLE U KOXA U TPUXA 3A PBUETE HA MEJAULIMHCKUSA ITIEPCOHAJI-
BUOLH/H: Tewen canyH c de3undiekmanm Ha ocHoeama Ha XA0pXeKcuouH

IIporno3sna croiinoct (8 1s., 6e3 JJ/]C): 832 nB

Howmep na o6ocoGenara nozuuus: 16

HanmeroBaHue: O6oco6Gena no3unus 16: [IPETIAPATH 3A XUTUEHHA U XUPYPI'MUHA
AE3UH®EKIIHA HA PBLE U KOXKA U T'PUXA 3A PBLETE HA MEAULIMHCKHUS TIEPCOHAJI-
BUOLIH/IN: Kpem/nocuoH 3a psye

ITporno3sna croiinocr (8 1s., 6e3 J/]C): 2 480 nB




Homep Ha o6ocobenarTa nosunus: 17

HaumeHosanue: 060co6eHa nosuua 17: [TIPENNAPATHU 3A JE3UHOEKIIMA HA ONEPATUBHO
[TOJIE Y KOXKA- BUOLIU/IU: Hecwsdwspacauju iiod, HeoyeemeH, 20moe 3a ynompe6a npenapam
3a de3uHheKyus Ha KOXMCca U onepamueHo noje

IIporro3na croitnoct (g 8., 6e3 [J/IC): 620 nB

Homep Ha obocobGenaTa no3unus: 18

HaumenosaHue: 060co6eHa no3unua 18: ITPENAPATU 3A AE3UHPEKIIUA HA OTTIEPATUBHO
MMOJIE U KOYKA- BUOLIMIN: Hecsdspocawyu iiod, oysemeH dezutghekmanm. Flomos 3a
ynompe6a npenapam 3a de3uHgieKyusa Ha KOXCA U OnepamueHo no.e.

Jile3uHQEeKTaHT
IIporno3na croiinoct (6 8., 6e3 J/IC): 2 040nB

Homep Ha o0ocobenarTa nozumus: 19

HaumeHoBaHue: 060co6ena no3uyusa N219 Pa3TBoOp 32 aHTUMHKPOGHO MOYHCTBAHE Ha
HEeNMOABHXHU NALHEHTH B PeaHUMALHOHHH CEKTOPH, ChAbPKall, IOJIHXEKCAHUA, onak. 500 mi1.

IIporno3na croiivocT (8 .18., 6e3 [/[C): 6658

Homep na o6ocobenara nozunus: 20

HaumenoBanue: 060cob6erna nosuuus 19: AHTUBAKTEPUAJIHU CPEJACTBA 3A OBPABOTKA HA
KOHTAMWUHHWPAHHU TAHMEHTH C MRSA /MEJUUWHCKWU W3AEJ/IUSA/: Paszmeop 3a
QHMUMUKPOGHO no4UCMEaHe HA HenodsudcHU nayueHmMu 8 peaHUMAaYUOHHU CeKmopu,
csd'spiicauj nouxeKcaHua, onak. 500 ma.

IIporuo3na croinocr (s 6., 6e3z JJC): 47018

Homep na o6ocobenara nmosumus: 21

HaumeHoBanue: O6ocobena nosunus 21: AHTUBAKTEPUAJIHU CPE/ZICTBA 3A OBPABOTKA HA
KOHTAMHWHWPAHHU NNALIUEHTH C MRSA /MEJULIMHCKH U3JIE/IUS/: Tea 3a aumumukpo6Ho
no4ucmeaxe Ha HOCHaMa Juzasuyd, ¢ 6emauH U noAuxexcanud, onak. 30 ma.

IIporno3na croiinocr (8 18., 6e3 JJ/[C): 166.8318

Homep Ha 000co0eHaTa mo3HnuA: 22

Haumenosanue: OBOCOBEHA NMO3ULUA 22: IOCOBUA 3A JE3UHOEKLIUS HA TIOBBPXHOCTH
/MEJULUHCKU UBJEJTAA/:

OI1 22.01. JucneHcsp 3a de3uHekyupauju KspnuiKu

011 22.02. Poaka ¢ desuHghekyupauju Kepnu4dKu




IIporro3na croiinoct (8 16., 6e3 JJIC): 4980,8318

Howmep na o6ocoGenara nozunmn: 23

Haumenosanne: OBOCOBEHA IMO3ULIUA 23: [IOCOBUA 3A JE3SHHPEKIIMA HA ITOBBPXHOCTHU
/MEJRHIIMHCKHU U3JIE/IUA/: Je3undbexyuonnu Kepnu 3a novucmeaHe u deauHgexyus

IIporno3na croiinocr (g 18., 6e3 JJ/IC): 1 333.34ne

Yca0BHS, Ha KOHTO TPS0Ba A2 OTrOBAPAT YYACTHHIHTE (KO2AMO € NPUNONCUMO).

B T.4.:
H3nckBannsd 3a JHIHOTO cheTognue: He moxe Ad y4aCTBa B IIpOBEeXXJAaHaTa O6HIECTBeHa MopBYKa

Yy4YacCTHHK NIPH KOHTO ca Ha/HLe 006CTOATEICTBaTa No 4. 54, an.l, T.1 - 7.5 u T.7, ot 301, KaKTO M
06CTOSITE/ICTBATA, ONHCAHHU B 00ABaTa BOAEIIH JI0 OTCTPaHsABaHe Ha odepTara.

YYacTHHK, 32 KOTOTO Ca HaJIHIe OCHOBaHMA no 4154, anl, T.1-5 u 1.7 ot 3011 uMa npaso zAa
NpeACTaBH [JOKa3aTeJICTBA, Ye € NpeANpHe/ MepKH, KOHTO rapaHTHpaT HeroBaTa HaJeXHOCT,
BBIPEKH HAJIMYHMETO Ha ChOTBETHOTO OCHOBAaHHUE 32 OTCTPAaHsABaHE, B ChbOTBETCTBHE C 4/.56 OT
30I11.

IIpaBocmocoOHOCT 33 ynpakesBaHe Ha NPO(PECHOHANHA NEHHOCT: YYacTHHLHTE, KOUTO
npej/iaratT [e3MHQEKTaHTH - MEJAMLIHMHCKH H3[eNHs Tpsi6Ba Aa ca periCTpHpaHH KaTo
ThProBUH N0 TBProBCKHs 3aKOH HJIH IO 3aKOHOJATEJCTBOTO Ha Apyra A'bpKaBa 4JeHKa HJIH
Ha JApyra JbpXaBa - crpaHa no CnopasymeHHeTo 3a EBpONEHCKOTO HKOHOMMYECKO
npocTpaHCcTBO, WiH Ha Kondepepaums llselnapus, Ha KOMTO € H3JaZieHO paspellleHHe 3a
THProBUsl Ha €ApO C MeAHLUHHCKH H3Aeans oT UAJI wiM Apyr AOKYMEHT, yAOCTOBEpsBalll
NpaBOTO MM Ja TBPryBaT C MeJUUHHCKHM H3[eJIMd, M3JaJeH OT KOMIETEHTEH OpraH Ha
CbOTBETHaTa JbpXKaBa. YYaCTHHUMTe TpA6GBa Jia NpUTEXaBaT BaJMAHO pa3pelleHHe 3a
THProBHA Ha ep0 C MeJHIMHCKH H3Je/ds, cbraacHo 4i. 77 ot 3MU, uzganeno or UAJ B
CTly4auTe, KOraTo ca ThpProBIH, HJIH JPYT AOKYMEHT, yJ0CTOBepPSABAlL IPAaBOTO UM Ja ThpPryBaT
C MeAHLMHCKH H3/le/IMsA, H3Ja/ileH OT KOMIIETEHTEH OpraH Ha ChOTBETHAaTa Abp*aBa. TaKbB
AOKyMEHT He Ce H3HCKBa, B C/lyyall 4Ye YYaCTHHKBT € IHPOM3BOJUTEN, YCTAaHOBEH Ha
TePUTOPHATA Ha Peny6sinka bbarapus cbraacuo 41.77, an.2 ot 3MU.

3a ydocmosepsisane Ha moea o6cmosmencmeo ywacmHuyume caedeéa da npedocmasu
Konue Ha eanudHo paspeweHue 3a npousgodcmeo/ 3a msp206ust Ha edpo ¢ MedUYUHCKU u3deaus .

Hxonomnryecko H GHHAHCOBO CHLCTOSHAE: HAMA

Texnuveckn u mpogecnonannm cnocobuocrn: 1. [lpousBoguTeIMTE Ha NpejiaraHATe
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Ae3MHOEKTaHTH TPAGBa 3a NPHTEXaBa Ba/Ii/IHA CUCTEMA 3a yIpaB/ieHHe Ha KayecTBOTO EN ISO
9001:2008 unu no-HOB WJIM eKBHBAJIEHTeH, C 06XBaT, CXOJ€H C NpeJMeTa Ha HaCTOSAIATA
npoueaypara. [lokassa ce cbC cepTHQHKAT. CepTHOHKATBT TPAGBa Jja € Ba/JIMJEH U Ja e U3AaJeH
OT He3aBUCHMH JIML3, KOMTO Ca aKpPeJUTHUPaHH 110 ChOTBETHATA CEpHS eBPONEHCKH CTaHAAPTH
OoT M3mbaHuTeNnHa areHuus "Bwirapcka cayx6a 3a akpeguTauus” WM OT APYr HALHOHAJEH
OpraH IO akKpeAMTalHs, KOHTO € cTpaHa Mo MHOrocTpaHHOTO CHOpasyMeHHe 3a B3aHMHO
npu3HaBaHe Ha EBponeiickaTa opraHM3anys 3a aKkpeAMTalus, 32 ChOTBETHATa 06/1aCT MM Ja
OTTOBapAT HAa M3UCKBAHHUATA 32 NIPHU3HABaHe CBIJIACHO 4J. 53, a/l. 2 oT 3aK0OHA 3a HallHOHAJHATa
aKpeJUTal{sd Ha OpraHM 3a OLEHABaHE HAa CbOTBETCTBHETO. BB3/NOXKHUTENAT NpHeMa
€KBHBAJIEHTHH CEPTHQHKATH, H3JaieHU OT OPraHH, YCTAHOBEHH B APYTH JbPXKaBH YIEHKH.

3a ydocmosepsisaHe Ha moea ob6cmosimencmao yvacmuuyume caedea da npedocmassm
Konue Ha sasudex cepmugukam 3a 8s8edeHa cucmema 3a ynpaeaeHue Ha Ka4ecmeomo, ¢ 06xeam
C®2/1aCHO npedMema Ha nops4kama, u3dadeH HA UMemo Ha Npou3eodumensl.

3.2. llpousBojuTeNMTEe Ha INpejJaraHuTe JAe3MHOEKTAaHTH Tpsi6Ba Ja NpHTEXaBaT
BaJ/IM/IHA CUCTeMa 3a ynpaBJjleHHe Ha OKOJIHaTa cpeAa no cradaapt BJC EN ISO 14001:2004 uau
eKBHBaJ/IeHTHa CHCTeMa 3a ympaBJieHHE Ha OKOJIHaTa Cpefla, M3JaJieH OT aKpeAWTHpaHa
HHCTUTYLHS WU areHLHs.

3a ydocmoeepsigare Ha moea ob6cmosmescmeo yiacmiuyume caedea da npedocmassm
Konue Ha eaauden cepmugpukam 3a 8veedeHa cucmema 3a ynpaseseHue HA OKoaHama cpeda,
uzdadeH Ha umemo Ha npousgodumens Ha de3uHgekmaHmu om akpedumupaHu AuYa.

3.3. IlpousBoAuTe/NIUTE Ha NpejJaraHuTe Je3uHEKTaHTH TpsA6GBa Ja INPUTEXKaBaT
Ba/IM/iHAa CHCTEeMa 33 yIpaB/IeHHe Ha 3paBeTo U 6€30MacHOCTTa IpH paboTa no cranaapT OHSAS
18001:2007 unu eKBHBAJIEHTHA CHCTeMa 3a yNpaB/ieHHe Ha 3[paBeTO M 6€30MacHOCTTa IpH
paboTa, u3jaZieH OT aKpeAUTHPAHA HHCTUTYLMA WM areHIus.

3a ydocmoeepssane Ha mosa obcmosmencmeo ywacmuuyume caedeéa da npedocmagsim
Konue Ha easnuden cepmugukam 3a evsedeHa cucmema 3a ynpaejeHue Ha 30pasemo U
6esonachocmma npu paboma, u3oadeH Ha UMemo HA npou3eodumeas Ha OesuH@eKMaHmu om
akpedumupaHu Auya.

3.4. Y4acTHHLMTE, KOUTO NPEACTaBAT 0pepTa 3a JOCTABKA Ha Ae3UHMEKTaHTH, KOUTO Ca
6uouuAHu npenaparu /OTHacs ce 3a OIl 1-7, 13-18/, Tps6Ba Aa mpHTeXaBaT paspelleHue 3a
NyCKaHe Ha Ma3apa Ha BCEKH OGHOLH/IeH penapar, H3JaleHd oT M3 K'bM JaTaTa Ha MOJaBaHe Ha
odepruTe.

3a ydocmosepsieaHe Ha moea obcmosmescmeo yvacmHuyume caedsa da npedocmaesm
Cb0meemHume paspeweHus 3a nyckaxHe Ha nasapa Ha 6uoyudHuU npodyKmu, Co2AACHO peda no 2.
IV om 3akoHna 3a 3awuma om epedHomo ew3delicmeue Ha XuMUMHUME Geujecmea U cMecu 3a
npodykmume.

3.5. Y4acTHHIM, KOHTO Npe/ACTaBAT 0depTa 3a JOCTABKA Ha Ae3MH(EKTaHTH, KOUTO ca 3a
06paboTKa Ha MHCTPYMEHTH M MeJAWLHHCKH H3zeaus/Ol18-12/, cneaBa NPOU3BOAMTENAT AA €
BHEJIPHUJI CHCTEMa 3a yIlpaB/JeHHe Ha KauecTBOTO ISO 13485:2003 unM eKBUBa/JeHTHa 3a
JleHHOCTHTE, IpeIMeT Ha MOP’bYKATA 110 Ta3H MO3HLIHA.

3a ydocmoeepsisaHe Ha moea o6cmosimencmeo ywacmHuyume caedea da npedocmagsm
Konue Ha eaauden cepmuguxam 3a eweedeHa cucmema 3a ynpaeseHue Ha kKawecmeomo ISO
13485:2003 unu ekgueasenmeH , u30adeH Ha umemo Ha npousgodumens om akpedumupaHu aAuya;

9




3.6. Y4aCTHHKBT C/le[Ba Aa Npejsara NPOAYKTH KOUTO mnputexasar EC cepTuduxar u
A€KJIapalys 3a CbOTBETCTBHE CBI/IACHO H3HCKBAaHKATA Ha JupexkTuBa 93/42 EEC 3a Bceku ejUH
OT NpeJJlaraHUuTe NPOAYKTH.

3a ydocmosepsisaHe Ha mosa obcmosmeacmseo ywacmHuyume ciaedea da npedocmaesm
Konue na CE cepmugukam u dekaapayus 3a ceomeemcmeue 3a 8ceKu eduH om npedaazaHume

npodykmu .

3.7. Y4aCTHHK KOUTO NpejJiara Je3HHPeKTaHTH, KOUTO ca 3a 06paGoTKa Ha HHCTPYMEHTH H
MEJUUMHCKH M3fenus/ON8-12/ cnepsa ja AeksnapHpa, 4e 3a NpeAJiaraHus Ipenapar He e
H3/aleHO pa3pellleHHe 3a [yCKaHe Ha Na3apa ChIVIacHO peja mo ri. IV or 3akoHa 3a 3aumjHTa OT
BPEJHOTO Bb3/leHCTBHE Ha XMMHYHHTE BELIeCTBA U CMECH 33 IPOAYKTHUTE.

3a ydocmoeepssare Ha mosa obcmosmeacmeo yyacmHuyume csedea da npedocmassm
Heknapayus 6 ceobodeH mekcm om y4acmHuKa, Ye 3a npedaazaHus npenapam He e u3dadeHo
paspewieHue 3a nyckaxe Ha nasapa ce2aacHo peda no 24. IV om 3akoHa 3a 3awuma om epedHomo
gb3delicmeue Ha XUMUYHUME 8eWecmaa U cMecu 3a npodykmume, 8 Koemo ce npedguxcda u dpy20
npusioxcerue (06wu Mueuju ce no8spXHOCMUY, KYXHEHCKU ogucu, caHumapeH gaamc u dp.) oceeH 3a
de3uHgexyus Ha MeQUYUHCKU u3deaus.

3.8. Y4acTHHK KOMTO npejara Je3nHOEKTaHTH, KOUTO €a 32 06paBoTKa Ha HHCTPYMEHTH U
noco6us /OIl 8-12/ cnepsa fa npuTexasa Jleknapanus 3a HaHeceHa “CE” MapKMpOBKa BBDXY
MEJHIMHCKOTO U3JleJIHe B CbOTBETCTBHE CbC U3UCKBAHHUATA HAa WI. 8 M 4. 15 oT 3MMU.

3a ydocmosepseare Ha moea 06cmosmeacmeo yyacmuuyume caedea da npedocmassm
Hexaapayus 3a Hanecena “CE” mapkupoeka 8spXxy MeQUYUHCKOMO u3deue 8 Co0maencmeaue CoC
usuckeaHusima Ha 4. 8 u ua. 15 om 3MH.

3.9. Y4acTHUMK KOWTO npeaara e3HHPeKTaHTH, KOUTO ca 33 06paboTKa Ha HHCTPYMEHTH H
noco6us /OIl 8-12/, cnesBa fa npescTaBH NPeNopbKH 3a H3MOJ3BAHETO UM OT NPOH3BOLUTE/H
Ha eH/J0CKOIICKA TEXHUKA HJIH YBEPEHHS, Ye ChCTaBa Ha Npenapara No3BoJisiBa Ae3HHGEKIHS Ha
amapaTa M IpaBHJIHAaTa My eKCIJioaTalius;

3a ydocmoeepssaHe Ha moea o6cmosimescmeo yuacmuuyume caedea da npedocmassm
IIpenopska/u 3a usnosnseaHemo Ha Oe3uHgekmawmume om npou3godumenu Ha eHOOCKONCKa
MeXHUKa U/l ygepeHust om msix, e C6Cmaea Ha npenapama no3eo./1518a 0e3uHgekyus Ha anapama
U npasu/Hama My ekcnaoamayusi.

Hudopmanus 0OTHOCHO 3aMa3eHH NOPBUKH (KO2AMO € NPULONCUMO):

[] [oprukaTa e 3anaseHa 3a CELMATH3UPAHH NPEATNPHITHA HIIM KOONIEPALIMH HA XOpa ¢
YBPEXIAHHA WM 32 JIMLA, YUATO OCHOBHA LIEJI € COLMAIHOTO HHTErpHpaHe Ha Xopa ¢
YBPEXKIaHHs HITH Ha XOpa B HEPABHOCTOMHO MONIOKEHHE

[] UanbaneHueTo Ha MOphUKATa € OrpaHHUYEHO B PAMKHTE HA MPOTPAMH 33 CH3IABAHE HA
3alIUTEHH PabOTHH MecTa
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Kpnarepnii 3a Bb31arane:

[x] OrrTuManHO CHOTHOLICHME KA4ECTBO/LIEHA Bb3 OCHOBA Ha!
[] LleHa u kadecTBeHH MOKA3aTEIH
[] Pa3xoam 1 kKa4eCTBEHH IOKa3aTE/IH

[] HuBo Ha pa3xoaute

[x] Hait-aucka ueHa

Hoxa3zarean 3a oneHKa: (MoJiA, noemopeme, KOAKOMO NbMU & HeOOX0OUMO)
HAwme: [......] Texecr: [ |

Cpok 3a nosiyuaBaHne Ha odpeprure:
Hara: (0o/mm/2222)15.03.2017 . Yac: (yu:mm) 16:00 gaca

Cpox Ha BanuaHOCT HA odepTHTE:
Hara: (0o/mm/zz222) 14.04.2017 ¢ Yac: (va:mMm) 16:00 yaca

JaTa B 9ac Ha oTBapsiHe Ha oepTHTE:
Harta: (0o/mm/eezz) 16.03.2017 r 10:00 gyaca

MsicTo na oTBapsine Ha opepTHTe: 3acenarenHara 3ana Ha MBAJI I'aGposo
OTBapsaHeTO Ha opepTHTE e MyGJIHIHO U Ha HErO MOTAaT Ja MPUCHCTBAT YYACTHUIIHTE HIH TEXHH

YIb/IHOMOIICHH NPEACTABHTE/IH NPH CIA3BaHE Ha YCTAHOBEHHUSA PEXHUM 3a AOCTBN AO CrpajaTa,
B KOUTO C€ H3BBPIIBA OTBapsAHETO.

Hudopmanns orHOCHO cpencTsa ot EBponeiickns cb103:

O6wecTBeHaTa NOPhYKa € BbB BPB3Ka C MPOEKT H/HIH Nporpama, GUHAHCHPAH/a ChC CPECTBA OT
eBporneiickute ponnore u nporpamu: [] Jla [x] He

Hnenruduxaysa Ha MPOEKTa, KOraTo € MPHIOKHMO: [...... 1

Apyra anopmanns (kozamo e npunodcumo): BCHIKH JOKYMEHTH Ce NOCTABAT B ONAKOBKATA C
odeprara. OnakoBKaTa TpAGBa Aa CbABPXKA CJICAHUTE JOKYMEHTH:
BCHYKH ZOKYMEHTH ce MOCTaBAT B ONAKOBKaTa ¢ opeprata. Onakoskara Tpa6Ba

Aa CbABPXKa CJIeJHUTE NOKYMEHTH:

1. Odepra, chaBbpKaIma AAHHHTE HA YYACTHHKA - MOII'bJIHEeHa no OBPA3EIL Ne 1

2. lokyMeHTH 3a [OKasBaHe Ha MNpeJNpPHETHTE MEPKH 3a HaAEeXIHOCT, KOTaTo e
NPHUJIOKHUMO, IOCTABAT ceB obliaTa 3ane4yaTaHa Helpo3pavyHa ONaKOBKa;

3. Ilpu y4acTHHK oGefHHeHHe - JIOTOBOP 3a 0GeJHHEHHE — 3aBEPEHO OT yYaCTHHUKA
xonue ¢ rpud ,BApHO ¢ opuruHana“, nocraes ce B o61aTa 3ane4yaTaHa Hempo3payHa ONAKOBKA;
IIpn y4acTHUK 06eJjMHEHHe, KOETO He e IOPHAMYECKO JIMIE — JOKYMEHT, OT KOHTO Aa € BHAHO
IPAaBHOTO OCHOBAHMeE 3a Cb3AaBaHe Ha 00e AHHEHUETO, ChIJIACHO 4. 37, an. 4 MI30I1 - 3aBepeHo
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OT y4YacTHHMKa konue c rpud ,BsapHo c opurunana“, mocraBa ce B obmara 3anedyataHa
HeIlpo3payHa ONaKoBKa;

4. Jlexsiapauys OT NOAU3M'bJIHHATE] (B C/Iy4aH, 4e G'bjie H3N0JI3BaH TaKbB) — OPUTHHAJ
C MOAIKC ¥ MOK'BbD NeYaT, NOCTaBs Ce B 06liaTa 3ane4yaTaHa Henpo3payHa onakoBka — OBPA3EL]
Ne2;

5. Jexnapanus 3a OTChCTBHE Ha 06CTOATENICTBaTa O 4. 54, an. 1 1.1-2 u 1.701 30I],
CBIJIACHO MPHJIOKEHUSA KbM JOKYMEHTALHUATAa 00pa3el — OPUTHHAJ C MOANKUC U MOKBD Ieyart,
NOCTaBs Ce B 061aTa 3aNe4aTaHa Henpo3paiHa ONaKOBKa;

6. Jlexsapanusa 3a OTCbCTBHE Ha oOcTosATe/CcTBaTa no 4i. 54, an. 1, T. 3-5 ot 3011 -
OPMTHHAJ C MOAIKUC ¥ MOK'BP [1€4aT, IOCTaBs ce B 061aTa 3ameyaTaHa Helpo3payHa ONaKOBKa;

OcHosaHusima 8 dekaapayusima no 44. 54, an. 1,.m. 1, 2 u 7 ce omnacsim 3a Auyama, Koumo
npedcmasaseam yyacmHuka/kaHdudama, yieHogeme Ha ynpasumeaHu U HA030pHU OP2aHu U 3d
dpyau Auya, Koumo umam npasoMowjuss 0a ynpaxcHsaeam KOHmMpoJ npu 63emMaHemo Ha peuwreHus
om me3u opzaHu.

CoeaacHo ua. 97, an. 6, om I1113011, dekaapayusima 3a auncama Ha o6cmoamescmeama no
un. 54,aa 1, m. 1, 2 u 7 3011 ce nodnucea om auyama, koumo npedcmasassam yvacmuuka. Kozamo
ydacmHuKksm ce npedcmaesi8a om nogede om edHo suye, dekaapayusma 3a o6cmosmeacmeama
no ua 54, an. 1, m. 3 - 5 3011 ce nodnucea om JAuyemo, Koemo Moixce camMocmoamesaHo oa 20
npedcmasinsa.

Yuacmnuk, 3a kocomo ca Haauye ocHogaHus no 4a. 54, aa. 1, uma npaeo da npedcmasu
dokasame/icmeaq, 4e e npednpuea MepKu, KOumo zapaHmupam He208ama HadexcGHOCM, 8snpeKu
Ha/u4uemo Ha Cs0meemHomo OCHO8AHUe 3a OMcmpaHsiéaxe. 3a masu yesa y4acmHuksm Moxce 6a
dokadice, ve:

1. e nozacun 3adsaxceHussma cu no 4a. 54, aa. 1, m. 3, eka04UMeEAHO HA4UCAeHUME AUXEU
u/uanu 2n06u uau Ye me ca pascpoyeHu, OMcpoveHu uau obesneveHu uau ca no akm, Kolimo He e
81436/ 8 cu/aq.

2. e naamua uau e 8 npoyec Ha usniaawjaHe Ha 0sAHCUMO obe3ujemeHue 3a 8CUYKU epedu,
Hacmenuau 8 pe3y/imam om U3espuweHomo om He2o npecmosnaeHue Uau HapyuweHue;

3. e u3sicHun u3s4epnameaHo pakmume u obcmosmesacmeama, Kamo aKMUueHoO e
cedelicmean Ha KOMNemeHmMHUMe OpeaHu, U e UsnNs/AHUA KOHKpemHu npednucaHus, mexHu4ecku,
0p2aHU3AYUOHHU U Kadposu MepKu, Ype3 Koumo da ce npedomepamsim HO8U NpecmsnaeHusl uau
HapyweHusl.

7. KonWe Ha BaJHAHO paspelleHHe 3a NPOU3BOACTBO/ 32 THProBUSI Ha €ApPO C
MeJHULUMHCKH HU3/ienHs oT HAJI Hin ApyT JOKYMeHT, yA0CTOBEPSBAL]L MPABOTO UM Jia ThPryBarT C
MEAMLMHCKH H3Jie/IHs, H3Ja/leH OT KOMIEeTeHTeH OpraH Ha CbOTBETHATa gAbpikaBa — OTHace ca
0I18-12,19-23

8. Konve Ha Ba/snzeH cepTHPHKAT 3a BbBeieHa CHCTEMA 3a YNpaBJIeHHE Ha Ka4eCTBOTO
EN ISO 9001:2008 uH no-HOB HJIM eKBHBaJIEeHTEH, C 06XBAT, CXOJEH C MpeAMeTa Ha HacToALlaTa
NpoLeAypaTa, U3AaJZileH Ha UMETO HA NMPOU3BOJUTENS, H3AA[EH OT HE3aBHCHMHU JIMLA, KOMTO Ca
aKpeJIMTHpPaHH N0 CbOTBETHATa CepHS €BPONEHCKH CTAaHAAPTH OT M3mbiHUTE/NHa areHusa
"Bbarapcka cnyx6a 3a akpeAHTaLHA" HJIM OT APYT HallMOHAJIEH OPraH 110 aKpeJAUTAaLHe, KOUTO e
CTpaHa no MHOroCTpaHHOTO CHopasyMeHWe 3a B3aWMHO NpH3HaBaHe Ha EbpomneiickaTa

OpraHM3alMs 3a aKpeJMTaliks, 3a CbOTBeTHaTa 06J1acT HJIH Aa OTrOBAPAT HAa U3UCKBAHHUATA 3a
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NpH3HaBaHe CBIJIAaCHO WI. 53, a. 2 oT 3aKkoHa 3a HaMOHA/IHATa aKpeAHMTAaIUsAd Ha OpraHH 3a
OlleHIBAaHe Ha CHOTBETCTBHETO. BDb3/NOKUTENAT nNpHeMa €EKBHUBAJIEHTHH CepTHQHUKATH,
HU3AaAEeHHU OT OpPraHy, yCTAHOBEHH B PYTH AbPiKaBH YJI€HKH.

9. Konmxe Ha BanujeH cepTH(HKAT 3a BbBEJeHA CHCTEeMA 3a yNpaBJ/ieHHe Ha OKOJIHATa
cpega BJIC EN ISO 14001:2004 unH eKBHBaJIeHTHa CHCTeMa, H3JaJicH Ha HMETO Ha
IPOH3BO/MTE/IA HA [le3UHOEKTAHTH OT aKpeJUTHPaHH JIHLA.

10. Konue Ha BaiHjeH cepTHPHUKAT 3a BbBeJeHa CHCTEMA 3a yIpaBJIeHHEe Ha 3APaBeTO U
fe3onacHocTTa nMpu pabora mo craHzaapt OHSAS 18001:2007 uiM eKBHBaJIeHTHA CHCTEMa,
H3Ja/ieH HAa MMETO Ha MPOU3BOAUTE/IA Ha Ie3HHPEKTAHTH OT aKpeAUTHPaHH JIHIa

11. Konue Ha Pa3pemeHue 3a MycKaHe Ha l1a3apa Ha BCEKH GHOLMAEH npemnapar, U3fajeHH
ot M3 kbM JAaTaTa Ha nofaBaHe Ha opepTute /OTHaca ce 3a OIl 1-7, 13-18/, cwriacHo pega no
1. IV oT 3akoHa 3a 3amMTa OT BPeJHOTO Bb3AeHCTBHE Ha XMMUYHHTE BeleCTBA M CMECH 3a
IPOAYKTHTE.

12. Konne Ha Ba/HjAeH cepTHPHKAT 3a BbBEJEHa CHCTEMa 3a ylpaB/ieHHe Ha Ka4eCTBOTO
1SO 13485:2003 uu eKBHBAJIEHTEH , H3ZjaicH HA HMETO Ha NPOU3BOAUTENSI OT aKpeAHTHPAHH
JHLlA OTHacaA ce 3a JAe3UWHPEKTAaHTH 3a 06paboTka Ha HHCTPYMEHTH H MeAHIHHCKH
usgennsa/OI18-12/.

13. Konue Ha EC cepTHdHKaAT H JekapaLys 3a CbOTBETCTBHE ChIJIACHO H3UCKBAHUSATA Ha
Jnpextuna 93/42 EEC 3a BceKkH eAHH OT NpeAJjiaraHUuTe NPOAYKTH.

14. /Jlexsiapauusa B CBOOOJEH TEKCT OT YYaCTHHKA, 4Ye 3a NpeJJlaraHHs IpenapaTr He e
H3J3/leHO pa3pelieHUe 3a NyCKaHe Ha nasapa ChIJIaCHO peAa no ri. IV oT 3akoHa 3a 3amuTa oT
BPeAIHOTO Bb3AeHCTBHE Ha XHMHYHHUTE BeIlecTBA M CMeCH 3a NpOAYKTHTE, B KOETO ce
NpeABHXK/JA U PYTO NpUIoKeHHe (061K MHEIH Ce TOBbPXHOCTH, KYXHEHCKH 0QHCH, CAHUTapeH
¢dasiHC 4 Ap.) OCBeH 3a Ae3WH(PEKIHA Ha MeAMIIMHCKY H3AeaHA/oTHacA ce 3a OI18-12/.

15. Konue Ha Jlexsiapanus 3a HaHeceHa “CE” MapkUpoBKa BbpXy MEAHIHHCKOTO H3JeJHe B
CBOTBETCTBHE CbC U3UCKBAHHUATA Ha WI. 8 H 4. 15 oT 3MHU /oTHaca ce 3a OI18-12/.

16. IIpenopbKH 32 U3NO0JI3BAHETO Ha Ae3HHPEKTAHTUTE HAa yYaCTHHUKA OT NMPOU3BOAUTE/NH
Ha eHAO0CKONCKa TEXHHKA H/IH yBepeHHs], Ye CbCTaBa Ha Npenapara no3BoJisiBa Je3HHPeKLHsa Ha
anapaTa Y [IpaBuJIHaTa My eKcrioaranusi/oTHacs ce 3a OI18-12/.

17. llexnapanus B cBO60Ji€H TEKCT OT YYAaCTHHKA, Ye aKO O'bie H30paH 3a U3I'bJHUTE LIe
npeAocTaBy 6e3Bb3ME3AHO 3a CPOKA Ha 0TOBOpa (24 Mecena) :

- no o6ocobenH mno3uuuM N21 oT rpynma ,/lesHHQeKTaHTHTe 3a Je3UHPEKUHA Ha
noBbpxHOCTH’, 40 6pos HoBM Ao3aTopu/cMecutenu /A/lY/ 3a aBTOMaTH4YHO AO3WpaHe Ha
Je3HH}eKTaHTHTe BbB BCHYKH KJIHHUYHH OTHAEJNICHHS H CTPYKTYPH Ha Jiede6HOTO 3aBeJeHHe.
CoIMAT ce 3ab/DKaBa Ha 6 Mecena Zja NpodHNIAKTHPA H NPH HE06X0AUMOCT peMoHTHpa AZlY.

- 10 060co6eHH No3uLMH 4 U 5 no 20 6p. 6yTuaku 0,5-1 /1. 32 a€p0o30JHO MPHIOKEHHE C
[eJ yA06CTBO © HKOHOMHYHOCT NPH paboTa.

- no o6ocobenn mosHuMH 13, 14 u 15 - Ae3sHHPEKTaHTH 32 XHrHEHHA M XUpPYpPrHYHa
Ae3nHdeKnua Ha ppue: no 10 6p. 6e3A0NHPHH A03aTOPH 3a ONMepaLHoOHeH 610K / no3uuux 13 u
16/ u 20 6p. HOBH Z103aTOPH 3a NO3ULHUs 14.

OTHacs ce caMO 3a ONIMCAHUTe 0-Trope NO3ULHH;

18. TexHHYECKO NnpeAsioKeHHe CbABPKALILO:
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a) IOKYMEHT 3a YI'bJIHOMOLIIaBaHe, KOraTo JIMIEeTO KOeTOo NOANKCBa opepTaTa, He e
3aKOHHHAT NMPEACTaBUTE/ Ha yYaCTHHUKA — ODHIHHAJI HJIX HOTapHA/HO 3aBEPEHO KOIHE;

6) mpeaJioxxeHHe 3a H3'bJIHEHHE Ha MOpbYKaTa B ChbOTBETCTBHE C TEXHHYECKATA
cnenMpHUKaLMsa U H3UCKBAHHSATA Ha Bb3J0XKHUTeNs - CbraacHo OBPA3EL] Ne 3- moaasar ce
ToJiKOBa [IpeasioxeHHe 3a U3MTbJIHEHHE HA NOPbYKATA 32 KOJIKOTO 060CO06€HH O3HITHH
Y4aCTHUK'BT y4acTBa.

B ) llek/apanys 3a CbI/1acHe C KJI1ay3UTe Ha IPHJIOXKEHHUs TPOEKT Ha JOTOBOP H
npeasaraHuTe OT yYacTHHKA cpoKoBe — CbriacHo OBPA3EIL Ne 4;

19. [leknapauusa 3a KOHOHAEHIHATHOCT Mo 4. 102, an. 1 ot 3011 - B nNpHIOKHMHTE
CJIy4au — OPUTHHAJ C MOANKUC M MOKBD MeYarT, I0CTaBsi ce B obLiaTa 3aneyaTaHa Helpo3payHa
ONaKOBKa;

20. «lleHoBO npej/IoXeHHe» (M3roTBEHO N0 06pasel, Ha xapTHeH Hocuren) - OBPA3EIL]
Ne 5. - noziaBar ce TosikoBa 06pasuH -Ilpeasiarany LEHOBU ApaMeTpPH 33 KOJIKOTO 060CO6EHH
MO3HLMH YYaCTHUKBT y4acTBa.

Jara Ha Hacronmara o0sBa
ata: (0o/mm/ezzz) 08.03.2017
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