MPOTORO.T Ne 1
51 1efHoeTTa HA KOMUCHL, pasmauea ebe 3anosel No 313/ 17.11.2015 1.
Ja PasIIC/R/LAITE, OICHIA 1 RJacpane ua o ruieHnTe ogepTa
3 OTKPHTA MPOILELYPa 32 Bb3TA atie Ha oduleCTBLL TOPHUKRA € npevet:
LJlocrapka Ha pearTusi i KOHCYMATHBH, HEOOXOAMMII 331 JICHTHOCTTA HA Kannnina
naboparopusi, MHKPODOROIOTHSE, Bupycoorus, O1/1e1cH1E 10 TPAHCHYIHOHHA
xematoaorust (OTX) u Oraejienue 1o RJHMHHYHA 1ATO10T 1 (OKII) kbM MOBAJL ,,JA-p

Credan Uepre3os” AJ1 - rp. Be/uko TLpHOBO™

Ha 17.11.2015 1. ot 11,00 yaca B Majkii caston #a MOBAJL JI-p Credan Hepke30s™
AJL = 1p. Benuko THpHOBO. KOMHCHATA. Ha3HaueHa cbe 3alloBel No 313;’17.11.;1015 r. Ha
Lo nbIIHI e HES JIMPEKTOP Ha MOBAJL .. J1-p Credan Yepresor” AJL-rp. Benuko THpHOBO. €€
CHOpa B 1ILIICH ChCTaB:

|. Mpeacexaren: 1-p Baus Cregdanosa— H-x MiukpoOuoioriiia naboparTopus ¢

BUPY COJIOTHS

H 4. ICHOBEC:

1. J1-» Mopaanka Momuniosa — Jiekap B [ mmanyna 1adoparopus
CCronita Jlewesa - ajBoOKat BTAK. 1paBoctocodeH opict
. 3apaska Muxaiinosa — HKOHOMHUCT OOIIECTBCHN MOPBUKH

4, Ahena Pycanosa- ¢r.rabopanT B KimHuHA nadoparopiit
che 3AdU 1@ M3BBPLIM PasTieKIaHe, oleHaBane W Kilacupaite Ha oepTuTe 3a yuacTue b
OTKpUTa TpOLeNypa 3d Bb3larane Ha oOLIeCTBEHA TOPBUKA ¢ NPpeaMET: SdocraBra Ha
peAKTHEN 1 KOHCYMATHBH, weoGxomuvu 3a aeiinocrra na Kinnmiua Jgaboparopus,
Mikpoduo.1oras, Bupycoaoris, Otaejenne Mo TpaHedy sioHHa xemarosaorus (OTX) n
()¢ 1esieinine 110 KAHNHHYHA [1AT0JM0rHs (OKII) kbMm MOBA.1 . /I-p Credan Yepresos” AL -
ip. Beko THpHOBO 38 CPOK OT 24 meceld, o 00 991 nosniuu /HOMEHKJIATYPHH C/IMHHILH
pasnpescicnu B 37 000CcOOeHH IPYIH.

Becky euiH OT WICHOBETE Ha KOMHUCHATA, NP/ sanounaHe Ha cBosTa padora NoaImned
‘qeknapaiuis 1o pea Ha ui. 35, an.3 ot 3011

KovHCHsTa  HOSYdH  CIMCBK/PerueThp ¢ yHACTHMIATC M [pejicTapenntTe  odepTy.
LOCTRIM I C B OOsBEHMS! CPOK 3a MO/1aBAHE HA PCATOKCHIATL 10 16,00 4. na 16.11.2015 T

[lpencearenar o0sBd perucTbpa Ha nocrunuadTe 10 10.00. daca Ha 16.11.2018 I
Apaiece! 1 TpH Oo(EpTH H KOMHCHATa - 1IpHC J1a OTBOPH 1 pasriena odeprHTe MO pead Ha
[IXHOTO NOCTBIIBANE, @ MMEHHO!

1. Odepra ¢ BX. Ne 47-735/02.11.2015 r.. nocrpnuiia B 11.30 vaca ¥ MOJQIEHA OT 3
MEI” EOON. ¢ ampec: rp. Codus 1373, yi1. "Hapojoso:en™ Ne 6. ¢ TeACPOH 30 KOHTAKTH
02,/9200066 . daxe 02/9200077, en.momma:info@3med.net. .

2. Opepra ¢ BX. Ne 74-79/05.11.2015 1. nocrbiiia B (0925 vaca 1 nojateHa ot ,b¥/1
BHO - HUBIB" EQOJL. ¢ aapec: rp. Codusa 1504. Oy, Shiko Caxnzos™ Ne 26, ¢ teeon 3a
conTakti 02/9446191, daxe 02/9433455. es.nota:bulbio@bulbio.com.

3. Odepra ¢ Bx. Ne 47-747/11.11.2015 1., nOCTBIHIZ B 09.08 yaca u nojajicHa ot
JPHHT BI” 001 ¢ ampec: rp. Cogua 1202, yn."Ton Borovun™ Ne 39, an.7.c Tenedon 3a
conTari 02/9833926. en.noma:grin@mail.orbitel.bg.

7 4 Uipepra ¢ BX. No 47-750/13.11.2015 r.. nocrenuna 3 08.36 yaca u nojaieHa oty bI'
MEA” OO/ ¢ aapec: rp. Copua 1799 K.k Muiagocr 2. y:1. ..CBeTH Kunpusan™ Ne 44. ¢
re 1_-'.';)91:‘ 20 wontakTi 02/9748967. daxe 02/9748944, eiLnou «ario.kapsarevi@bgmed-Itd.com.

5. Odepra ¢ vx. Ne 47-751/13.11.2015 1. nocTelinii B 08.38 uwaca W HOJMAJEHA OT
..L/\.’Iapﬂum Tuarsoctuxa” GOJ ¢ axpec: rp. Copus 1799, w.x. Mianoct 2, yn,
SCpern [npuan™ Neo 44, ¢ tenedoH 33 KOHTAKTH 029748944,  axc 02,@748‘)’44.
ciLiowa stony.choroleevi@marvena.com.
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6. O¢epra ¢ Bx. No 47-754/13.11.2015 .. fHoctennia B 09.54 yaca u monanena
o1, XPOHO” OO/, ¢ anpec: rp. Codusi 1766, x.x. Codus [Mapx. Tsproseka 3oma.
Crpasa lob.er.2,odbuc 8. ¢ reregon 3a kontaktH 029505151, (hake  02/8159820,
CLtioma ottice’a chrono-bg.com.

7. Odepra ¢ Bx. No 47-755/13.1 1.2015  r.. nocrwiung B 1024 yaca H IoJajgeHa or
wXumrexe” OO0/, ¢ anpec: rp. JQumurposrpat 6400, yn. .byianymka® Ne 33, ¢ rejgedon 3a
KOHTaKTIt 0591/60354, dake 0391/6035]. elLnowa:zop@chimtex.com.

8. Odepra ¢ Bx. No 47-756/13.11.2015 r.. mocrbnuna 10.25 waca u nomaaena or
wIlepgert Meauka” OO/ ¢ anpec: p. Bapna 9000, yx. . Muxann Kononn™ Ne 20, an. 15, ¢
(e1e)OH 33 KOHTAKTH 052/649564. axc  052/649564 e/Lnoma:officevarna@perfect-
medica.com

9. Udepra ¢ BX. No 47-757/13.1 L2015 r.. moctenuma B 10.28 yaca u nojaieHa ot ,, Tor-
Jduarnociuka”00Jq | ¢ afpec: rp.Copust 1408, Gyn. .Buroma™ No |88, ¢ renedon 3a
ROHTaKTH 02/9586493, dake 02/9586502. cLnoma:info@topdia.cu.

10. Odepra ¢ Bx. No 47-760/16.1 L2015 r.. moctbmiia B 09.05 qaca u moJajieHa or
wEvonna ®apwmarex Brarapus™ EQOJT. ¢ aipec: rp. Codua 1505, yu. .Baara Humurposa™
Na 37. ¢ reaedon 3a koHTakTH 02/9434855. dake 02/9434855. ¢c.Lioua:office@emmonya.com.

1. Odepra ¢ Bx. No 47-761/16.1 L.2015 r.. moetsmuna i 09.06 yaca u 110/1a/1eHa oT ,,AA
Menkn., buirapus”QO/J1. ¢ anpec: rp. Codus 1407, ya. .[oao Obpro™ Ne 8, ¢ Tesec
KonTaKTIE 02/9623982, dhake 02/9625386. ¢/ noua:aamedicalbulgariawgmail .com,

12. Ogepra ¢ Bx. Ne 47-762/16.11 2015 r.. nocrenuaa 1 09.10 vaca u noxaieHa or ,Emur
Memnran” Q0. ¢ anpec: rp. Codus 1421, Oyn."Apecenaickin™ No 65. eras I, ogue 1. ¢
Te1C(DOH & KOHTAKTH 02/8669070, dhake 02/8652999. ernouw:intowelitmedical.com.

I13. Odepra ¢ Bx. No 47-763/16.] [.2015 r.. noctwbminia B 09,11 daca W monajieHa or
sAnaencrese”EQO/L, ¢ aipec: rp. Cogus 1407, yn."Xpucto enor™ Nel0, ¢ Tenedon 3a
ROHTaKTIL 0.2/4214 144, dake 02/8685161. cirnomazinfoi@diasysiems.biz.

4. Odepra ¢ Bx. No 47-764/16.11.2015 1., nocrimiuia & 09,31 yaca u nomaxena or
wPruaakom™ EOOQJL. ¢ aipec: rp. Codust 1618, yu."Konoman™ Nol. ouc 217, ¢ rexedon 3a
roHTaKTH 02/955 9998, (axe 02/958 6568. ernomwa:ddechev wridacom.com.

15. Ojepra ¢ Bx. No 47-765/16.11.2015 .. ocThitaa B 09.32 waca u nomagena or
~Hurep busnee 917 EOOJL. ¢ anpec: rp. Copua 1527, v "Keman™ Nob. ¢ TesieoH 3a
ROWTaKT 027944 63 63, dake 02/944 38 49. cAnowaotticer interbusiness-bg. com,

16. Gdrepra ¢ Bx. No 47-766/16.1 1.2015 r., nocrbmuaa 1 09,37 uaca u noxaieHa or ,,Jdaue
®apma” EOO. ¢ anpec: rp. Codust 1202, Y1 UHayerpuania™ Nol 1. Bacues busznec Curu,
r.7. ¢ 1eiedon 3a kontakt 02/936 77 92, akc 02/936 67 51. c/Lnowa:infol@danspharma.com.

17. Odepra ¢ Bx. No 47-767/16.11.2015 r.. tocTemieia B 09,38 yaca u mopaiena or
w/ladeke Hizkenepunr” 001, ¢ anpec: rp. Codust 1700, Oy1."CHMeOHOBCKO moce” Nod§. C
Te1ehon u xontaktn 02/44 10 114. (haxc 02/86 20 999 en.tmUI-.-I:;1c1ministrationf'@labex-hg.com.

18. Odepra ¢ Bx. No 47-768/16.11.2015 .. HocTemiiy B 09.48 vaca u nopanena or
sMemnnnneka Texunka Umskenepunr” OOJ, ¢ aapec: rp. Codus 1750, sk.k. Maanoer 1.
01.285 /y1. Jlumutsp Momios/. ¢ Tejedon 3a Kouraktu 02/462 7] I8. daxe 02/46 271 28.
CLtomma tender@mte-bg.com.

19. Odepra ¢ Bx. No 47-769/16.11.2015 r. HOCThIMAA B 09.52 vaca u mopagena ot
wAnaxem™ 00/, ¢ aapee: rp. [lnosaus 4000, ya, [lpecias No15, ¢ TeeoH 3a KoHTakTH
032/62 55 49. dake 032/ 636 195, ¢lLnoma:n.velcheviadiahen: com.

20. Odepra ¢ sx. No 47-770/16.11.2015 r., HocTuiia B 09.59 yaca uw nomanena ot
wLavmuop bbarapua”™ QQJ[. ¢ aipec: rp. Codua 1408, Gvi. Burowa Nel52, er.2, an.6, ¢
te.redon v xonrakT 02 / 98] 4738. daxc 02 / 963 3087. c.!{.m:um:oﬂ‘ﬁcef’gbgamidm'.bg.

21. Odepra ¢ BX. No 47-771/16.11.2015 1. Hocrbina s 10.05 yaca u noganena o1 »ABJI
Codus™ KOOJL. ¢ anpec: rp. Cous 1408, Gy, Burouia Nel37. er.l, oduce 1, ¢ TenedoH 3a
KOHTaKTH 02/ 963 28 66, dakc 02 / 963 32 66. eiLoma: jordank, vijatchka@avl-sofia.com.
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22. Odepra ¢ Bx. No 47-772/16.11.2015 L. nocrbnuia B 12.39 gaca u nomanena or
wEanak - Thsunr” EQOJL. ¢ aapec: rp. Bapna 9002, va. JI-p Hpan boropos Ne12, ¢ Tenedon
s RoHTakty 052 /602 360. dake 052 / 699 06(). ernowa: elpak «elpak.bg.

23. Odepra e Bx. Ne 47-773/16.11.2015 L nocteinaa v 14,18 vaca u nomanena or ,,Eqra
WM OO0, L. ¢ aupec: rp. Codus 1309, ya1. Bpans No82. ¢ Teqedon 3a kontaktu 02 /983 96 49.
(haxc 02 983 22 11, en.nowua: office@elta90.eu.

[puerture naukose ¢ oeptit Osixa ¢ BIIHMO HeHapyIIeHa  LAJI0CT. 3arevaTany.
HEHMPOIPAL, ¢ BXOSLL HOMEP. 1aTa H Yac Ha ro/@aBane.

Kowvnciara konerartupa. ve nsva HPC/UIOMCHHSE OCTBITILIH CIe/l KpaiHUSA CPOK.

lpn orsapsse na odeprure ne HPHCBCTBANA [IPEICTABH [/IH HA YYACTHHIIATE. [OIAH oepr 8
UTKpHTaTL 1ipoueaypa. He npuenctsaxa u MPEICTABATENN Hit CPECTBATA 3a4 MAacOBO OCBEIOMSIBAHE.
HITO HA IPVITH JIMLA NOPH CrasBaHeTo Ha YCTAHOBCHHA PEKIN 3 JIOCTBII 0 Crpajata. B KOSTO co
H3BLPLIBA O IBAPAHECTO.

L [lpean orBapsite na oepTHTE KOMHUCHSTA Ce 3anosiia 00cTOfiHO ¢ yTBBpACHATA OT
HB3TOKWICS NOKYMEHTAUHS 334 yyacTHe B OTKPHTaTa Mpoleaypa. Kato NPHCTBIH KbM
OTBAPAHCTO UM MO pejla Ha TAXHOTO MOCThIBAHE:

1. [fspBa Ge otBopena odeprara Ha yuacrtHuka »3 MEJ[" EOOJI, nocromuna ¢ px, No
47-735/02.11.2015 r.. 8 11,30 uaea. Odeprara e npeacrasena & sanevaran. Henpo3paven rmg
- oHieHapyuicHa watoer. Komueusita otsopy opeprata u koucTatHpa, ue Ts ChIbPIKA TPH
OTACIHA saleqaTaly MIMka ¢ HeHapyLIeHa UsI0CT KaKkTo ciesa: [k Ne 1 JlokymenTu 3a
oadop™. [k Ne 2 | Ipentosxkerne 3a msnbianenne” i [lnuk No 3 peuiarana nena™. L No
' ¢ lleHoBara oepra Ha yuacTHHKA Ge HOAIHCAR OT HAH-MA1KO TPHMa YICHOBE Ha KOMHCHSTA,

Koviicusira otsopy 061w [Tk No 2. K4TO B HEro c¢ Chlbpiaxa aBa 1uka Ne 2, 3a [l u
XXIV oBocodenn rpynu ¢ nosummmre. 34 KOMTO YYacTHMKGL! yvuacTBa. Benuxy JOKYMEHTH
UhALpAalL ¢€ B Ik Ne 2, Gsixa Hoanmcanu oT Hal-Masko IPANMA WICHOBE HA KOMHCHSTA,

Caer rtoBa kommucusita otBopi Ilmk No 1, xaro onosectd riacho JOKYMCHTHTE H
HHDOPMWLILUIATA, ChIBPIKALIH Ce B Hero i HPOBEPH CHOTBETCTBHCTO ChC CIUCHKA 110 Wi, 56. aun. |,
. 14 o1 3011.

2. Bropa Ge orteopena ofeprata Ha yuacthnka ,BY.I BHO - HIBIIB” EOO/1.
HOCTROHNG ¢ BX. No 74-79/05.11.2015 r. B 09.25 yaca, Odeprara e npencrasena B sameyaran.
HENpO3paticH MIMK ¢ HEHapylleHa usoct. Komucusta OTBOPH O(eprata U KOHCTATHPA, Ue T3
CHILPKA 1PH OT/ICNIHM 3alleuaTand [THKa ¢ HCHapylieHa 1suioct kakto craeasa: [Link No |
JJokymeriti 3a noaoop™, Inuk No 2 Ipemioserine 3a Hamrbierne” u [ank Ne 3 | Ipeutarana
ena”. Tnnk No 3 ¢ nenosara oepra Ha yuacTHIKa e noanKcan ot HaH-MaJIKO TpHMa wieHoBe
1 KOMMC 1514,

Kovinenara orsopn o6ums [k No 2. Kato B Hero ce CLAbpiKaxa jBa 1imka Ne 2. 3g
XXVI u XXXI o06ocoBena IPYlIa ¢ NO3HIMHTE. 32 KOH10 yYACTHHKDT yaacrsa. Beuukn
AOKYMEHTY ChbAbpXKAUM ce B Ak No 2. Gaxa HOAMHCAHU 01 HalH-MalKo TpHUMa wWieHOBe Ha
KOMHCHSI T4,

Cact rora kommcusita orsopu Ilmk Ne 1. kato ouosect raacho JAOKYMEHTHTE |
HHQOPMAILSITA, ChIBbPIKALIY CE B HEro i HPOBCPH CROTBETCTBHCTO ChC CIUCHKA MO Wi, 56, . |.
T. 14 o1 30I1.

3. Tpera Ge oropena opeprara na yuactunka ,[PUHT bI'™ OOA. nocrsnuna ¢ .
Nod7-747°11.11.2015 1. B 09.08 daca. Odeprara ¢ npeicrascha i 3aleyaTad. Helpos3paueH
WK € Henapymena ustioer. Komucusita OTBOPH OdepTata 1t KoHCTaTHpa, Ye T4 ChIObpKa TpH
UTACTHI salicqatlaly IIMKA ¢ HeHAPYIIeHa LSIOCT KaKTo caeasar [k Ne 1 Jlokymenty 3a
10200p™. ILink No 2 | ITpeanoskennue 3a m3irbienue” u [ank No 3 Ipeanarana uena’. [k No
5 ¢ ueHoBara odepra Ha YHACTHHKA O€ OUIHCaH OT HaAH-Maiko 'PHMa WICHOBE HA KOMUCHSITA.

Konitensra orsopu oGums Mg No 2. K4TO B HETO Ce ChIbPiKaIIe e1un miuK Ne 2, 3a
XXX oGocobena 'PYHa ¢ MO3HUMHTE. 32 KOHTO VYAaCTHHKD] yaacrsa. Bewukn JokvmenTu




Ch/AbPKallln ce BbB BeekH MK Ne 2, 0sXa HOANMCAHH 01 HAl-MAIKO IpHMa 4ICHOBE HA
KOMHCHSTE.

Ca21 TORA KOMMCHSITA otBopu Ilmuk Ne 1. xaro onosectu rnacho JOKYMEHTHTE M
HHPOPMULLIATA, CHABLPKALILM Ce B HEro i IIPOBEPH CHOTBCTCTBHC IO ChC CMTHCLKA MO Wi, 56, ai. 1.
. 14 o1 3011

4. Yersbpra Ge orsopena odeprara na yuactiuka bI" MEA” OO/, nocrsnuna ¢ bx.
Ne 47-750/13.11.2015 r. B 08,36 uaca. Odeprata e npencrasena B 3anevarar, HEIIPO3payeH
LK C Hichapymieda wsoct. Komucnsta otgopu oeprara it KoHcTaTHpa, ue T ChAbPAA TPH
OTACIHA BalleyaTany NKMKa ¢ HeHapyIleHa LAN0CT KakTo cie/ma: [k No | JlokymeHTH 3a
10.100p™. [k Ne 2 Tpeanoskenue 3a u3nbinenne” u Ik No 3 ITpeanarana uena”. Tk No
3 ¢ neHosara odepra Ha yyactHuKa Ge MOUIHCAH O HAH-MaIko 1 pHMa YICHOBE HA KOMHCHSTA.

Kovinensra oropu o6ums [innk Ne 2. kato B nero CC ChabpKaxa net rmka Ne 2, 3a [ 11,
VIL XIN o XXIV 06ocoGenn FPYIH € HO3HUMHTE. 3a KOHIO YYACTHUKBT yuacTBa. Bemukn
AOKYMCHTI ChAbPXKALN ce B mank Ne 2. 0sxXa MOAMHCAHH 01 HAH-MATKO TPHMA WICHOBE Ha
KOMHCHSI 4.

Cie1 roBa komucHsTa orBopr Ik Ne 1. kato onosectd riacHo JOKYMEHTHTE H
HHQOPMWL. ChbPIKaL Ce B HEero | [IPOBEPH CHOTBCTCTBHCTO CBC CHUCHKA T10 Wi, 56. aj. 1.
7. 4o 3011,

5. llera Ge orBopena odeprara ma vuacrimka ,,Mapsena dnarsocruxa” OOQJ1
HocThNnG ¢ BX. No 47-751/13.11.2015 r. B 08.38 yaca. Odeprara e npencrasena B saneyaran.
HCHPO3PAICH IUIMK ¢ HeHapyIlieHa 1su10¢T. KoMucusTa OTBOPH O(epTaTa M KOHCTATHPA, Ye Ts
CBABPIKE TPH OTICIHM 3aleYaTaHd TUIHKA C HCHApyIICHa 115U10CT KakTo ciensa; Lk No |
~Hokymenrin sa noaop™, [Link No 2 <Hpeoxkenue 3a wanbancnue” u [k No 3 .Ilpearana
wena”™, T Ne 3 ¢ uexosara oepra Ha yuactHuKa Ge DOMITICii 0T HaH-MaJIKO TPHUMA WICHOBE
HA KOMHUCHHTA.

Kovnensra orsopn o6uws [k No 2. kato s HEro Ce CL. (bpiKaxa WECT OT/IeHH  [1JIHKA
Ne 2, 30 ML IX. XL XXI, XXIV # XXXIII 000co6CH Ipyna ¢ NO3ULMHTE, 33 KOHTO
PHACTHURLY yuacrsa.  Bewuku nokymenrt ChABPKALIN C¢ BLB BCeKH MK No 2, Ggxa
HOAIHCAdH OT HaH-MaJIKO TPHMa WICHOBE HA KOMHCHSTA.

Cnel roBa KomucHSTA otopu Ilimk Ne 1. kato onosectd riacho JOKVMCHTHTE U
HHQOPMWLIHATA, CHABPIKAILE CE B HETO | IIPOBCPH CBOTBETCTBHCTO CBC CHUCHKA 110 Wi, 56, an. 1.
. 14 ot 3011,

0. Lllecra Ge orBopena odeprata Ha yuactunka XPOHO™ OO/, nocrbnuna ¢ sx. No
47-754/13.11.2015 r. B 09.54 yaca. Odeprara e npejcrasena s sanevaran. HEMpOo3payeH MK ¢
Henapyliviia nanoct. Komucusita otsopu odeprata u koneraru Pi. U¢ TS CHABPIKA TPH OT/1E/HH
SdllCHaTaln IMKA ¢ HeHApYIIeHa WAIOCT KAKTO caeasa: [k No 1 Jlokymentu 3a 1noadop™,
[Lne No 2 [lpeniosenne 3a m3mbinenme” i [k Ne 3 Tlpeanarana uena”, Tk Ne 3 ¢
lenoBatu vjepra Ha yyacTHHKa Ge NOANHCAH 0T Hali-MaiKko [PEMA YJICHOBE Ha KOMHUCHSITA.

Kovicusita otsopn o6ums Ik No 2. KaT0 B HETO Ce ¢ /ILpKaxa HUCTUPH OT/I€JIHH  [1JTHKA
Ne 2, 3a HILIX, XI u XXII o6ocoGena TPYIA € MO3UIMMIC, 32 KOHTO YYACTHHKBT yYacTRa,
BCHUKH 1OKYMEHTH ChABPIKALLM CC BLE BCCK Kk Ne 2, 6s1xa noutieann o1 Haji-mMaiko TPHMA
WICHOBE Hit KOMHCHSITA. ‘

Cael roBa KoMmucHsTa orBopu Ilmuk Ne 1. kato onosectd riacho JOKYMEHTHTE K
HHOPMLI LIsITA. ChIBLPKALLN Ce B HEro | UPOBCPH CHOTBETCTBHCTO ChC CHUCBKA 1O Wil. 56, ai. 1.
14 oT 30T

7. Ceama Oe orropena oepTara na yuactunka ,Xumicre” OO/I. nocrbnuna ¢ Bx. No
47-755/13.11.2015 r. B 10.24 4aca, Ogeprara ¢ npeacrasena i sanevaray. HEUPO3payeH IHK ¢
Hetapyticna nsnoct. Komucensta otsopi oeprara u KOHCTATH Y. Ye T5 CBALPIKA TPH OT/ETHH
SACHATAR Y [UTHKA ¢ HEHAPYUICHA 1BUI0CT KAKTO ciaeasa: [k No 1 Jlokymenrtu 3a 1ooop™,
Himig Ne 2 Tlpeutoxkenne 3a wsibanenne” u Ik Ne 3 Ilpetarana nena”, [Tnuk Ne 3 ¢
HleHOBaTA OhepTa Ha yyacTHHKA Ge NoAmHCan or Hali-MalKO TPHMA WIRHOBE Ha KOMHCHSTA,



Koviieusra oreopu oSmmst [Tink Ne 2. kato 8 nero CC ChllbpiKaxa IeT OTJe/MHH 1uka No
2. 3a XVIL XXV XXVIL, XXX u XXXI o6ocoSena Fpyna ¢ 1O3MIHATE, 38 KOUTO YYaCTHUKBLT
YHacTBa. Beudki JOKYMEHTH ChABPKALLM Ce BbB BCCKH 111Kk No 2. 0s1Xa NOANMCAHU OT Haii-
MEJIKO TPINL WICHOBE HA KOMHCHSITA.

Cael 1oBa kKoMMcusiTa OTBOpH Tlmuk No 1. kato 0nosecTH [1acHo JIOKYMEHTHTE H
HEQOPMUIUATA. CBALPKALLE CE B HEro | [IPOBEPH CHOTBETCTRHC 10 ChC CIIMCHKA 10 Wi, 56. ai. 1.
T. 14 o1 3011

8. Ucma Ge otBopena odeprara na yuactHuka i, IHepperr Meauxa”OO/1. nocruimma ¢
BX. No 47-756/13.11.2015 r. B 10.25 vaca. Odeprara e npeicrancha B 3aneyaran. HEMpospadeH
MR C Hciiapyiena nssoet. Komucnsta otsopn oeprata i KOHCTATHPa, Y€ Ts ChAbPHKA TPH
CTASIHI SalleqaTaly NJMKa ¢ HeHapylIeHa UsUI0CT KakTo ¢iiesa: [k No | SJokymenTu 3a
loadop™. [Link Ne 2 Tlpennoskenne 3a w3nbiienne” i [k N3 Tpeanarana uena”. IMink No
3 ¢ UEHOBATA OepTa HA YHACTHUKA O MOAMHCAH O] HAH-Ma/IKO TPUMa WICHOBE HA KOMHCHSATA.

Koviensara otopu o6uwmst [k Ne 2. kato s HEro C¢ CbABbPIKEXa YETHPH OTACIHMH
nanka Ne 2. 3a VIIL XX, XXI u XXXV o6ocobena Ipyna ¢ HO3HIMHTE, 38 KOUTO VYACTHHKBT
MHACTBA. BCHYKH JOKYMEHTH ChIBPIKAIM CE BhB BCCKH Mk No 2. OsXxa HO/HCAHN OT Haii-
MEIKO TPIAA WICHOBE Ha KOMHUCHSATA.

Cuer roBa KomHcHsITA orsopu Ilmik Ne 1. karo onosecTd rmacHo JOKYMEHTHTE H
HHQOPMUILIATA, CLIBPIKALILN CE B HETO | ITPOBCPH CHOTBETCTBIC IO ChC CMHCHKA 110 4I. 56, 1. 1.
14 or 3011,

9. lesera Ge otBopena odeprara Ha yuactHuka ,, Ton Anarnoerura” OO0/, nocteinna ¢
BX. Ne 47-757/13.11.2015 r. B 10.28 yaca. Odeprara e npe/icranena B saneyara. HEIpo3padeH
IR C Tichiupyniiena usiioer. Komucensita orsopu odeprata 1t ROHCTATUPA. YC¢ T4 CbAbPIKA TPH
CTICHHE L dleuaTaly MUIMKA ¢ HEeHApyIleHa WAI0CT KakTo ¢iesa: [Link No | SJokymenTu 3a
loa0op™. [Link Ne 2 Ilpeutosxenne 3a H3mbineHme” m e No 3 Tpenarana nena™. [k Ne
¢ LeHoBaTa odepTa Ha yyacTHHKA 6e Mo nHean o HAH-Ma/IKO 1 pHMa YJIE€HOBE Ha KOMHCHATA.

Kovicusita orsopu 06wmms [k Ne 2. KATO B HETO Ce CLIbpiKaxa eAMHAIeCeT OTIC/IHH
manka No 2.03a [OID 0L, IV, V, VI XL XIX. XX, XXXIT u XXXIV  060ocobena rpyma ¢
HOSHIMATC. 38 KOUTO YYaCTHHKBT yuacTBa. Benukn AOKYMEHTH ChABPIKALIM CC BbB BCCKH MJIHK
No 2. Baxa HoAnucany o1 Hail-Manko TPUMa WICHOBE HA KOMHCHSITA,

Chel ToBa KOMHCHSITA orBopu Ilmuk Ne [. xato onosectn [IACHO JIOKYMEHTHTE W
HHPOPMATATA. ChIBPKALI Ce B HEl'O | MIPOBEPH CHOTBETCTBICTO CbC CIUCHKA TO Wi, 56. an. |.
1. 14 o1 3011,

10. 'lecera Ge orBopena odpeprara na yuacrumka ..Emonus @apmartex Bbarapus”
EOOJL. nocrbmuma ¢ Bx. No 47-760/16.11.2015 r. B 09.05 waca. Odeprara e npencrasena s
SAUICHATAN.  HEIPO3paYeH IUIMK ¢ HEHApYHIEHa LANOCT. KoMHCHsTa OTBOpH  odeprara u
KOHCTATIPA. M€ T ChABPKA TPH OTACTHH 3alCUATAHH [L11KL ¢ HEHAPYLICHA LANOCT KAKTO
cireasa: ik No ] Sdokymenru 3a noaoop™. Ilauk No 2 . Ilpenoxenue 38 H3IbJHeHUE M
Hnig No 3 Tlpeanarana nena™. Tlong No 3 ¢ LIeHoBaTa 0(he} 1l Ha YYacTHHKA O [O/UIHCAH OT
HAI-MQIO 1PUMA YICHOBE HA KOMHCHATA.

Konutensra orsopu o6uus [k No 2. kato g HEI'O € Ch/IbpikKaxa celdeM OTACIHH TUIHKA
Ne 2,3a Il IIL XVII, XXIV.XXV. XXVI 1 XXX obocodeta rpyna ¢ [IO3UIIMHTE, 38 KOUTO
YIACTHHRLT yuacTBa.  Bewuku nokymentu CB/AbpPIKAlIH ¢ BLB BCEKH IUIMK No 2. §sxa
HOANHCAHH OT HAH-MAJIKO TPHMA YJICHOBE HA KOMHCHSTA.

Ciier roBa koMucusiTa orBopu Ilmik No 1, karo onoseetd racho JOKYMEHTHTE H
HEOOPMWI AT, CBIBPKAL Ce B HErO U HPOBEPH CHLOTBETCTEHCTO CbC CIIMCBKA 1O Wi, 56. ain, 1.
L 14 o1 3OI1.

11.  Eannagecera Ge OTBOpCHA  oeprata  Ha  vuacTHHKa ,AA Mennkb
brarapsi”OO/l. noctoonna ¢ Bx. No 47-761/16.11.2015 . B 09.06 uaca. Odeprara e
HPEACTaeia B 3aneyarad, HenpospadeH [iuK ¢ flieHapytiena wsutoet. Komuensita otsopu
ofeprara 1 KoHcTaTHPA, Ye TH CBABPIE TPH OTIAC/IHHA 3aNeUarani IJIMKA ¢ HeHAPYIIEHA Ls/0CT
KakTo cieasa: 1Tk No 1 JJoKyMenTH 3a no;100p™, Tk No 2 lpennoxenne 3a manwianenue”

2]




i Lk No 3 _Ilpennarana uena”. [Tnuk Ne 3 ¢ nenosata o(epra Ha yyacTHHKA Oe MOUIHCAH OT
HAH-MAIKO TPUMa YWICHOBE Ha KOMHACHSTA.

Kovicnsta otsopu o6ums Ilmuk MNe 2. kato B Hero co CbhAbpiKaxa HYeTHpH OT/C/JHH
nanka No 203a [T XXIV.XXVI u XX VI 06ocodena Ipyna ¢ HO3HIHATE, 3a KOUTO VYaCTHHKLT
YMACTBA.  BCHYKH JOKYMEHTH ChIABPUKALLM C¢ BLB BCCKH MmNtk No 2. GsXa HOAMHCAHH OT Hai-
MAJIKO TPHMA YICHOBE HA KOMMCHHTA.

Cne1 roea xomucnsta orsopu [lmuk Ne 1, kato onosecTH Thacho JOKYMEGHTHTE M
HHQOPMI (HATA. ChABPKALIH Ce B HETO U IPOBEPH CHOTBETCTEHCTO ChC CIUCHKA 1O Ui, 56. a. 1.
1. 14 01 30I1.

[2./lsananecera Ge orsopena odeprara Ha yuacruika LJEant Meankan” OO0/,
rocreinia ¢ BX. No 47-762/16.11.2015 r. 8 09.10 yaca. Odeprara e npencraBena B 3anevara.
HENPOIPAIcH MK ¢ HeHapyuieHa usoct. Komucnsta otsope odeprara i KOHCTATHPA, 4e Ts
CBHALPIKA IpU OTACIHH 3alleYaTaHd IUIHKA ¢ HeHApYUIeHa 15L10CT KakTo ciueapa: |Link No |
~AoKymen T 3a noadop™. Tk Ne 2 Ipeanoskenue 3a wsmsiicane” u [k Ne 3 Tlpeanarana
tiena”. Thurk Ne 3 ¢ nenosata odepra Ha yuacTHHKA O HOAMNCAH OT HAH-MAIKO TPHMA WICHORBE
HA KOMHC!1siTa.

Kovicnsara orsopu obmwms [linx No 2. kaTo B Hero ce ChIbPIKAXA YETHPH OTJIEJIHU
tamka No 20 3a 1 IL VI u X1 o6ocoGena TpyHa ¢ NO3HUMHTC. 34 KOHTO YYaCTHHKBT Y4aCTBa.
BCHUKH 10KYMEHTH ChIBPIKALIH CE BBB BCeKH LMK Ne 2. GSXa 10/ IHHCAHN OT Hai-MaJIKO TpHMa
“JICHOBE Hi KOMHCHATA.

Cie1 ToBa KomucusTa orBopn Ik Ne 1. Kkato ononects IVIACHO JIOKYMECHTHTE |
MH(OPMAIHATA. ChIBPIKAIIM Ce B HEFO H IIPOBEPH CHOTBCTCTBHCTO ChC CIHCLKA 110 W, 56, ajr. 1.
. 14 o1 3011,

13. Tpunanecera Ge otsopena oeprara na VIacTHHKA ., lnacnereme”EOQ/L. noctbnnia
¢ BX. No 47-763/16.11.2015 r, B 09.11 wuaca. Odeprara e npencrasena B 3anevarai.
HEHPOSPAIS LK ¢ Henapywena winocet. KomueusTa oteopr odeprara u KOHCTATHPA, ¢ T3
CRALPIKG IPH OTACHA 3AlICUATAHH IJIMKA ¢ HEHAPYLICHA 15LI0CT Kakto ciexsa: [Lmnk No |
~AORYMerTH 38 noadop”, Tk Ne 2 <Hpesomenne 3a wansomeane™ u Ik No 3 pennarana
iena”. ik Ne 3 ¢ nenosara ohepra Ha yuacTHuKa Ge MOANICAH OT HAH-MAIKO TPHMAa YWICHOBE
Ha KOMHCIsiTa.

Kovmensra orsopu obmns Tk No 2. karto HEIO Cu Ch/IbplKaxa YeTHPH OTACIIHM
tanka No 20sa 1L IL VI w0 X1 oBocobena Fpyna ¢ HO3HIMIfIC. 330 KOHTO YYAaCTHHKDBT Y4acTBa.
BOHUKH 10KYMEHTH ChABPIKALILM ¢ BbB Beeku mimk No 2. Gsixa HO/UIHCAHH OT Hali-MaJIko TpUMa
WICHOBE H KOMHCHATA.

Cne1 rosa xomucusita orsopu Ik Ne [. xato ONOBECTH IJIACHO JIOKYMEHTHTE M
HEDOPMAIMATA, ChABP/KALLA CE B HETo H ITPOBEPH CLOTBETCTBHETO CBC CIIUCHKA 11O Wi, 56. a1, |.
. 14 o1 3011

4. Yerupunanecera Ge OTBOpeHa odeprata Ha VuucTHHKA ,,PHaakom” EOO/I.
HOCTBITM L ¢ BX. Ne 47-764/16.11.2015 1. B 09.3] yaca, Odeprara e npejcrasena B 3anedara.
HEITPO3PA'ICil INIMK ¢ HEHapylIeHa usuioet. KoMHCHSITA OTBODK O(epTata U KOHCTATHPA, Ue T
ChIABPIKG TPH OTIC/IHK 3alleyaTaHH IUIMKA ¢ HeHAPYIIEHA LBLI0CT KAKTo cienpa: Ik Ne 1
~Hoxysmenti 3a noadop”, [nuk Ne 2 ] Ipeaniomenne 3a usnbaneie™ u Inuk No 3 Ilpennarana
lena™. Ilink Ne 3 ¢ nenosara odepra Ha YuacTHHKA Oe MOIICAH OT Hall-MaIKo TPHUMA YICHOBE
HA KOMHucHgra.

Kosmcusira otsopn o6ums Ilnuk Ne 2. karo B tero ce ‘BlIbPJKAXA LIECT OTACIAHM [UIHKA
No 2. 3a . [L XXIV. XXVI, XXVIL XXX 1 XXX 000CO0CILL IPYNIA ¢ TIO3HLIHHTE, 3a KOHTO
PHACTHRRLT yqacTa.  BCHYKH JIOKYMEHTH ChABDKAIUM ¢ BLE BCEKMH nmk No 2. Gsxa
HOMHCAHH OT HaH-MAIKO TPHMA YWICHOBE HA KOMHCHSTA.

Ciet roBa kommcusta otBopu Ik No 1. xaro OlIOBECTH [JIACHO JIOKYMEHTHTE H
HH(OPMAIUSITA, CBABLPIKALLH CE B HErO U [IPOBEPH CHLOTBETCTBHETO CBC CIIHCHKA MO Wi, 56, an. 1.
T. 14 o1 30I1.



IS.lernanecera Ge orBopena odeprara na yuactHixa ,,Murep busuee 91”7 EOOQO/L.
Hocreinaa ¢ BX. No 47-765/16.11.2015 r. B 09.32 waca. Odeprata e [IpeJICTaBeHa B 3anevyaTan.
HEMPOSPAICH MK ¢ HEHapyuIeHa wsioct. Komuensta otsopy odeprara u KOHCTATHPA. He TH
CBIALPIKG 1PpH OTICHHN 3aNCHdTaHH MK ¢ HCHAPYINEHA 1L10¢T KakTo cieasa: Dk Ne 1
~HOKYMCETH 38 noadop”. Tlauk Ne 2 Jlpeviokenne 3a m3nbaenne” n [k Ne 3 Ipeuarana
tena”. Tk No 3 ¢ uenosarta odepra Ha yaacTHuKa Ge MO CAH OT HAN-MATKO TPHMA WICHOBE
HA KOMMCIIsI T,

Kovimcusita oropu o0umsa [k Ne 2, kato B ero ce Ch/bpiKaxa cejleM OTHeIHM ILIHKA
Ne 2, 3a X. XII, XIIL, XXIV, XXVI, XXVIII u XXIX o6ocobena rpyna ¢ mo3uiuuTe, 3a KOHTO
DUACTHHKLT yqacTBA.  BeHYKM JOKYMEHTH ChIbpkallM ce BbB Beeku ik Ne 2. Gsixa
HOAIMHCAHT OT HAR-MANIKO TPUMa WICHOBE HA KOMHCHSTA.

Cier tosa kommensita orsopu Ik Ne 1. kato odosecty [JIACHO JIOKYMEHTHTE H
AHPOPMAIIHTA, ChABPKALLT CE B HETO H POBCPH CBOTBETCTEHC 1O ChC CHMCHKA O Y, 56. aj. 1.

.ot 3011

16. [lecrnagecera Ge orpopena odeprara Ha yuactuuka ,,Jdanc ®apma” EOOJL.
doerpinan ¢ BX. Ne 47-766/16.11.2015 1. B 09.37 yaca, Odeprata e npejcrasena B 3anevyaran.
HEHPO3PIICt UMK ¢ Henapyuena wsioct. Komucnsta oTsops odeprata u KOHCTATUPA, Ye Tsl
CLALPAG TPH OTACIIHE 3QIICUATAHH TUIMKA ¢ HeHAPYLIEHA 15.10CT KAakTo cleasa: [k No |
~HoRymer i 3a noadop”, Ilinuk Ne 2 Wpeomenne sa wsnbvinenne” 1 Tnuk Ne 3 pearana
ena” Tk Ne 3 ¢ nenosara odepra Ha yuacTHiKa Ge TOLILCUIT OT Hafi-Ma/IKO TpHMA 4jleHOBe
Ha KOMUCHSITA,

Kovinensita otopu o61ms Tk Ne 2. kato B mero ce CbALpHaxa JiBa OTACIHHU ILIHKA No
-3a XXIV u XXVII o6ocobena rpyna ¢ mo3mimnTe. 3a Kojro VIACTHUKDBT yuacTBa. Beuuxu
AOKYMEHTH CBIALPAKALM Ce BbB BCeKH MIMK No 2, §AXa 10UTHCAHM OT HAl-Majiko TpUMa

ICHOBE 1t KOMHCHSTA.

Cien tosa xomucusta orsopn Ilamk Mo 1. kato o IOBCCTH  TJIACHO  JIOKYMEHTHTE |
HHDOPMILIATA, CB/IBPIKALLN CE B HErO i HPOBCPH CHOTBETCTBHCTO ChC CMUCHKA 10 Wi, 56, ai. 1.
ol or 3011

17. Cenemuasnecera Ge otBopena odeprara Ha yuactHuk: L, labeke Hukenepunr” 00|
- noerenu g ¢ BX, Ne 47-767/16.11.2015 r. B 09.38 uaca. Odpeprara e npesacrasena B 3aneyaran.
HEHPO3Paicl MK ¢ HeHApYLIeHa usloeT. KoMuensata oTBopk odeprata 1 KOHCTAaTHpa, ve Ts
CRALPIKG IPH O11C/IHH 3alCHATaHH [IHKA ¢ HeHAPYIIEHA 1GL10CT KAKTO ClleBa: Ik No |
JLokymerri 3a noadop™, [inuk No 2 <Hpeanoxenie 3a mansamceane”™ u [k No 3 Ipeuarana
ena”. Thuik Ne 3 ¢ uenosara odepTa Ha yuacTHUKA GE HOANHNCAH OT HAR-MAIKO TPHMA YICHOBC
Ha KOMHCIIsITA,

Kosnensra orsopn o6mms [Tk Ne 2. kato B Hero Ce ChAbpKaxa eJIMHA/IeCeT OT/IeNIHH
mka Ne 203a 1L 1L IV, VIL XTIL XV, XVILXIX. XX]V. XXXVI u XXXVII obocobena rpya
v TOSHIIDITE. 33 KOHTO YYAaCTHHKBT y4acTBa. BCHUKH 10Ky MeHTH CBAbPIKALH CE BbB BCCKH
ik No 20 0sixa 0AMCat oT Hali-Majiko TPUMA HICHOBE Hil KOMHCHSTA.

Caet roBa kommcnsata ortsopn [limk Mo 1. kato OlOBECTH [IACHO JOKYMEHTHTE K
MHQOPMUIUIATA, CBIBLPIKAILN CE B HEro | HPOBCPH CHOTBETCTBHCTO CbC CHHCBKA 110 W1, 56, a1, |.
fol4 ot 3011

18.Ocemuanecera Ge OTBOpeHa odeprata Ha yvacronka ,,MeIHIHHCKA Texnnka
Hiwenepunr” OO/, nocrbinmna ¢ By, No 47-768/16.11.2015 r. B 09.48 yaca. Odeprara e
dpeldcTakena B osaledaran. HENnpo3payeH UMK ¢ ticHapyiena usoet. Komueusta oTBopH
wheprata it KoHCTaTHpA. Ye T4 CBABPAA TPH OT/1€/1HH 3aeHa Al [IHKA ¢ HEHAPYILIeHA LsTOCT
RARTO coctea Hinnk Ne 1 JlokvaenTu 3a 1no/100p™. Tlank No 2 _Ilpesioskenue 3a usmbinenne”
Lk No 3 _Ipeanarana uena”™, [Link No 3 ¢ HeHoBATA Oenta Ha yuacTHrka 6e MoMIHean o
HAIT-MAIKO IPHMA WIEHOBE HA KOMUCHSTA,

Koxiensra orsopu oSums [Tank No 2. karo B HCTO ¢ce culbpikaxa TpW OTHCNHHU mimKka No
2. 38 XXV, XXVI u XXX o060co6ena [PYHE ¢ MO3HUMMTC. 30 KOHTO YHACTHHKLT Y4acTBa.



BCHYKN T0KYMEHTH Ch/IbPIKALIN ce BBB BeekH 1Kk Neo 2, 65xa 110/UIHCAHH OT HAll-MaIKo TpHMa
‘WICHOBE Hil KOMHCHSTA.

Cact roBa komucusita orBopu Lk Ne 1. Kato O/M0BECTH [1ACHO JOKYMEHTHTE H
HHQOPMUIIHITA, CHIBLPIKALLU C¢ B HEFO H TIPOBEPH CHLOTBETCTBIC IO Che CIIHChKA 110 Wi, 56, a. 1.
ro 4ot 3011

19. lesernanecera Ge orBopena odeprara na yuacruis<a ,,/luaxem” OO0/ . nocrbnmia ¢
6x. Ne 47-709/16.11.2015 1. B 09.52 yaca. Odeprara ¢ npe/iciaseHa B 3aneyara, HENpo3padcH
HARK € Hvipyena uanoer. KoMucusta oTsopn oeprara it KOHCTATHPA, Ue TS ChALPIKA TPH
VLTI SalieqaTany INIMKQ ¢ HEHapYHIIeHa Ws1ocT KakTo e isa: [Tk No 1 JlokymenTi 3a
woabop™. [Link Ne 2 _Tlpemnoxenne 3a m3nsanenne” u lank M 3 Jdlpemnarana ena”. [k Ne
' nenosara odepra Ha yaacTHHKa O¢ OAIHCAH OT HAli-MaIkO | pHMa WICHOBE Ha KOMUCHSITA.

Kosiicusta oreopu o6ums [k Ne 2. kato B Hero ce ChAbpiKallle caMo eAMH TTHKa No 2,
ia XXII ofocodena rpyna ¢ no3HUMHTE, 38 KOHTO VUACTHHKE! yIacTBa. Beuukm noxymenTn
CBABLPAELILL €€ BbB BCCKH MK No 2. 0gxa NOANHCAHH OT HAH-MaIKO TpUMa WICHOBE Ha
KOMHCHSIT4.

Cae1 roBa xomucnsta orsopu Ilmuk Ne 1. Kato 0MOBECTH [IACHO JOKYMEHTHTE U
HHOPMUISTA, CLABPIAAIM C€ B HEFO H IIPOBEPH ChOTBETCTEHCTO ¢hC CIHCHKA 110 Wi 56. at, 1.
o4 or 30101,

20. ,lsaaecera Gc oTBOpeHa odeprara HA YUACTHHKA Slammiop buarapus™ QOJL
nocrpiny ¢ BX. No 47-770/16.11.2015 1. 8 09.59 uaca. Odeprara e [Ipe/icTaBeHa B 3aneyarat.
HEHPO3pAiCii MK ¢ HeHapylieHa ustoct. Komucusra oTBopy odeprata B KOHCTATHPA. U T
CBALPAA TPH OTICIIHH 3allevaTaHd IUIMKA ¢ HCHAPYIIEHA 1s.10¢T KakTo ciaeasa: [Lmmk No |
- LOKYMet T 3a no160p”, [lnuk No 2 LTlpeyiokenne 3a warrsnnenne” u [k No 3 ~lpe;viarana
tena” Think No 3 ¢ nenosara odepra na vuactika 6e HofiHcii o1 Half-Manko 1 pHUMa YWICHOBE
HA KOMHLHSTa.

Koviicuara orsopr odums [hnux Ne 2. kato B Hero ce b, lLpiKaxa Tpu inka Ne 2. 3a |1,
i XXIV o0ocobena rpyna ¢ Ho3HLHATE. 3a KOHTO VHACTHHRDLT YHacTBa. BCHYKH JlOKyMeHTH
ChABPAALLL ce BB BCCKM MK No 2, OANa nmoAnucaHd o1 Haii-Maniko TpHMA WiCHOBE Ha
KOMHCHS1 4,

Cier rosa womucmsita orsopu 1lmk No 1. kato onoBecTH [IacHo JOKYMEHTHTE H
HHOPMILLIATA, CHTBPIKALIM €€ B HEFO M [IPOBEPH ChOTBETCTBHELO ¢he CITHCHKA 110 Wi, 56. ai. 1
rold o1 3011

21. Isanecer u nvpBa Oe oTBOpeHA ofeprata na yuucrnuka ,,ABJI Copust” EQOJL .
foerbnna ¢ Bx. No 47-771/16.11.2015 r. B 10.05 uaca. Odeprara e npe/icTaBela B 3anevaran.
HEHPO3PAICH TUIMK ¢ HeHapyLleHa winocet. Komucusta oTsopu odeprata 1 KoHcTaTHpa, e T5
CHABPAE 'PH OTIACIHH 3dal1e4aTaHl IUIMKA ¢ HeHApPYIICHA 1UI0CT KakTo ciemsa: ILmk No |
SHokymentn 3a noabop™. Think Ne 2 petokenue 3a usnbincine” 1 TUng No 3 Wpennarana
tena”, e Ne 3 ¢ nenosata oepra Ha yuacTHHKA OC NOANNCAN OT HAH-MAIKO TpUMa “WICHOBE
Ha KOMHCL4 Q.

Koviicnsta osopu o6must [lank Ne 2. kato B Hero ce ¢ Lpakaxa jieceT nuauka Ne 2, 3a [
L, LIV, VI VI X1, XL XV g XXX 06ocodena FPYHA ¢ DOSHLIHHTE, 38 KOMTO YYACTHHKLT
VIACTBA.  BCHUKH JOKYMEHTH ChIBPKALLN ce BB BeekH Mtk No 2. 0SXa MOJITHCANH OT Hafi-
MEUIKO TPHMA YICHOBE HA KOMHCHSTA. _

Cael roBa xomuensta otsopu [limk Ne 1, Kato 0MOBECTH [IACHO JIOKYMEHTHTE H
HHPOPMUAILHATA, ChALPKALLE CC B HEFO H HPOBEPH CHOTBETCTBHCTO Ch¢ CHHCHKA 110 Wi, 56. a1, 1.

4 o1 3011

22. leajecet n BTOpa Oc oTBOpeHa ofeprara Ha yuacTiika LEanak - Jmsuur” EOQOJL .
Lot ¢ BX. Ne 47-772/16.11.2015 1. B 12.39 vaca. Odeprata e npecTaBeHa B 3aleyaTan.
HEHPOSPAICIL IIITMK ¢ HeHapylIeHa usocT. Komuenata otopy oeprara 4 KOHCTaTHpa, ye Ts
CHOABPAD IPH OT/IC/IHY 3alleYaTaHH [UIHKA ¢ HCHAPYILEHA 1L10CT KakTo cieasa: [Link No |
SHokymeriti sa noabop™. Tk Ne 2 _peanoskenne 3a wansinenne” n [Lnk No 3 .Ilpennarana



neda”. Ik Ne 3 ¢ uenosara oepra Ha yuacThuka Ge HOAMICAH OT HAH-MaJIKO TPHMa WIeHOBE
Ha KOMHUCHSTA,

Koviiensra orsopu o6nms [k No 2. kato s HETO Ce Cniibpkaxa ceneM rimka No 2, 3a [,
L L TV, XXTIL, XX VI n XXX 060cobena IPYIILC HO3HUMKTC. 30 KOMTO YYACTHHKLT YUACTBA.
BCHUKH 10KYMEHTH CHABLPIKAIL Ce BB BCCKH MK Ne 2, Gsixa 10AnHCAHH OT HAli-MaKo TpUMa
YWICHOBE Hil KOMHCHSTA.

Cuel roBa komucusTa OTBOpH [limk Ne 1. kato onomsectd riacho JOKYMEHTHTC H
HH(OPMALITSITA, ChIBPIKALLY Ce B Hero 1 IIPOBEPH CLOTBETCTRUECTO ChC CIIUCLKA 110 Wi, 56. ai, |.
1.4 or 3011

23. lsazecer m Tpera Oe OTBOpeHa oeprara Ha yviactunka ,Eara 90M” QOJL.
HOCTBINTA ¢ BX. N0 47-773/16.11.2015 . 8 14.18 yaca. Odeprara e npeacrapena B 3aneyarar.
HEHPO3pAICH UMK ¢ HeHapylueHa usioct. Komucusra OTBOPK Oheprata u KoHCTaTHpa, Yye T3
ChABPIKY IPH OTICIHE 3QII€YaTaHd UIMKA ¢ HCHApyIeHa 1sL10CT KakTo caeasa: [lnuk No |
~okymer i 3a noadop™, [k No 2 SHpewioikenne 3a w3nbicnmne™ i [Lnuk Ne 3 lpeutarana
tnena”. 1k No 3 ¢ nenosara oepra Ha yuacTHHKA Be NOAIIC OT Hal-Ma/JIKO TpHMa YIeHORe
HA KOMHCITSI ra.

Koviensita otsopu o6uus [k N 2. kar O B HErO Ce ¢b1bpiKaxa yeTupu miauka No 2. 33
XIVOXXIV. XXVI u XXVII o6ocobena TPYHIA ¢ HOSHLMITC. 3a KOMTO YYAaCTHHKBT Y4YACTBA.
BCHYKH 1OKYMEHTH ChABP/KALILE CE BBE BCCKH Mk No 2, Gsixa noanucany or Haii-manko TpuMa
HICHOBE Hil KOMHCHSITA. ,

Cae1 toBa komucnsita orsopu llimk No 1. kato onosectd riacho JOKYMEHTHTE U
HEDOPMIUILIATA, ChABPIKALLIN CE B HEro 1 [IPOBEPH CHOTBETCTBHETO ChC CIIHCHKA 11O 41, 56, ai. | .

Cldor 3011

IL Tla ocnosanue wn. 68. a1, 6 o 30IL caen orsapsiie na oeprite, nonarabde wa
Hoamnen sopxy [liak Ne 3 u Brpxy AOKYMEHTHTE. CBHABPAWI ¢ce BbB Beekn [Lmuk No 2 y
CIOBECTRANC HA JIOKYMEHTUTE, ChIbPiKALIY ce B [Tmux Ne | npukmoun ny6iauunara uact ot
HICCIAHHCTO HA KOMUCHSITA, ‘

Ciie1 u3BLpIIBaKe Ha FOPHHTC JICHCTBUS. KOMUCHATA OlpejieNd Jata. McTo i yac  Ha
CICABaUle zacenanne- 19.11.2015 r.- 10.00 uaca g sacclurenara sana Ha MOBAJI JI-p
C1.Yepresos™AJL rp.B. Topuoso. ya.Hum No 1, 1.2,

Kovcnsra upuismon padotara cn p IBPBOTO 3acenanie 1a 17.11.2015 r. B8 16:00 yaca.

1. B onpenenenns nen u wacr. KOMHCHATa ce ¢bOpa B UBJIEH CbCTAB  HA BTOPO
BUCCHAHIC W NPOABIKM  CBOATAa paboTa. Kato 00CTOHHO  pasriena  Benuky JIOKYMCHTH.
HPHIIOZKCINE B OdepTaTa Ha BCeKH euu YVUACTHHK.

Ha ociioBanme wi.68, an.7 ot 30[] KOMHCHSITA pasriier HOKYMEHTHTE M HHPOPMALHAITA B
1K Ne | oua npanecer u TPUMAaTa  y4yacTHHIM 33 CBOTBE[CTBHE ¢ Kputepuure 3a nogbop.
HOCTABEIL OT Bb3JI0KUTES.

Hpy pasraexnane na HPCIACTABEHUTE O(EPTH. KOMHCHS 14 KOHCTATHPA CEAHOTO;

L. Odepra Ne 1 na yuacTtuka ,,3 MEJL” EQOQJ] e lpeicrasena 3a - oGocobena rpyma [
S CACITC NO3UUHH/HOMEHKAATYpY ¢ NoNe 40, 41, 42 u 3 obocobena rpyna XXIV 1a
CACARITC no3HIM/HOMeHKAaTYpH ¢ NoNe 582, 583 584, 585. 588 .

- Odeprara otrosaps Ha HPCABAPHTEIIHO OOSBEHUTE YCIOBHS OT BB3NOKHTENS.

- Hpuiomenn ca HeoOXoAnMITE NoKYMeHTH B [Link Ne 1 ewriacno ui. 36 or 3011 i
MEA3AHHM O B AORKYMEHTALLUATA 34 YHacTue B o IKpHTara HPOLIC. [y pa.

- Lo ortHowenne na yuacthuka HAMA Hanu4ue Ha obcrodrenctsa no i, 47, an. | y an 5
ot 3011, |

- YUGCTHHKST € npeicTanm FapatLumst 3a yyactue noj gopyara na IapHyHa cyma.

- 1o oTHOWeHKMe Ha MHHHMAJIHH H3HCKBAHHSL 34 TeXHHYeCKH Bb3MOKHOCTH H
NEAIHMPURALHS 1A yyacTHHMTe:




- Odiepmanma cvovporca doxkazameacmea 3a onum no wsnvanenuemo Ha npeovema Ha
AOPLURANL, RAMO COUUA € APEOCIAGILT CRUCHR HU DOCMABKIING, KOUMO ¢ COHARGU 1 CXOOHU ¢
APCOMENI 1A OOUCCMECHUMA NOPHLYURA,  UNBLANCHU Npes RoCIeOnuwme mpu 200uHy U cd
IO Yoocmoeepenus om - noayuameinme  3a - Lsehpuenama  oocmaska.  Om
APUIOHCCIIAA CHPAGKA € GUOHO, ¢ YYACIIHUKG ¢ U3RBIHILT DOCIIAeRY npes nocieonume mpu
COOUHU  1id CIMOUHOCI HE  RO=MAIKA  Om HPOCHOIHAMU  CIOTHOCH 1y nOpuLYRama 34
CHOMGEN1ME NOZUL U,

- Yoacmmvm e npedemasun wonue na eaniono PU3PeIene 3a mouposius Ha eopo ¢
MEOUYUNCRL USOCAUS, C NPUTOHCEHUS 30 MEOUYUHCKUME UZOCIUS!, 30 KOUIMO ¢ OMNUCA,

- Vdacmnurem  npumesicasa cepmuchuram 1SO 9001 2008 s3a rkoemo ¢ RPULODICEH
ChOMEemiL cepmugburam.

- Ywaemuyume e npedcmasut Ookyvienmu, Yooemosepssaiyu - Kauecmeomo
apedaaeaiume npodykmu (ISO Y001:2008, ISO 13485) na wvemo na RPOUZEOOUMEIS (KOS ¢
APCEOA Hu ObIeapCeKU e3uK Ha cepmuduramume).

- Yuwacmnukvm e npeocmasur Mdexnapauun 3a cvomeememeue HA  npeotaednime
MEQUYUNCKY u30e1Us ¢ UIUCKEAHUAMA 1 Hupexmuea 93 42 EEC, EC cepnmughuram  3a
NAUCCMGOINO 30 NPOOYKIMUME HA NPOUZEOOUMEC.ISL.

sV HACITURBING ¢ npedentasi QMOPUIAUHOHHO  1LC0 HA UMEMo  Hd Yuacmuund,
drdddenO on RPOU360OUINE. 1A, _

- YUACTHHKBT € NPEACTABMI ACKIAPALHS. Ue HeOGXO, 1 MHTe KOJIHYCCTBA MEAMIIHHCKH
A31CTHA €A OCHIYPEHH 3a LCIIHs CPOK HA T0roBopa.

- YUUCTHUKBT € JCK/IapHpaJ, 4e HAMa 14 1101384 [0 [HHTE.

- Bananocrra na odeprara e chriacho oGspennte VCIACRBIHSL.

- Y UAUTHUKBT PUEMA YCIIOBHSTA HA MPOCKTO-10I0BOpA

2. Ogepra Ne 2 na yuacruuka .BYJI BHO - HIDHIB™ EOO/ e nupeacrasena 2a
odocobent 1pynaXXVI 3a ciaennnre NO3HUMKH/HOMEHKIaTY Pl NoNe o1 603 10 613. o1 616 110
630. 632. 633, 635. 636. 637, 639, 643. 645. 647. 01 649 110 632, 655, 656. 657. 660, 661, 663.
0665.670. 673. 675. 676, 677. 691. oT 697 10 772,774,776, 778 u 780; no obocodena rpyna V —
osunms 0U: no odocobena rpyna VI - nosuunn ¢ NeNe 66, 67, 68. 82. 101. 102: no oGocoGena
cpyna XXXI1 - nosuuan ¢ NoNo 881, 882 i 883.

- Udeprata orroBaps Ha npeABapHTEIHO 0GSBCHHTE VCIOBHS OT BB3JIOKHTES.

- Hpiiomkenn ca neobxoanmure AOKymMenTh B [lnuk NU 1 ewrnacno wi 56 or 30100 u
VIBAHIATL B IOKYMEHTALMSTA 3 YUACTHE B OTKpHTATA IPOLLC [\ pa.

- [ic oTHOINeHNE HA yuacTHHKA HsIMA HatHuHe Ha obcroarencrea no un. 47. an. 1 u ai.
ot 30!

- VUACTHHKBT € NPEACTABMI rapanius 3a YHacThe 10,1 popmara Ha GaHKoBa rapanums,
BaIMAHA J10 22.05.2016r,

- 110 OTHOLICHHE HA MUHHMAJHH M3HCKBAHMS 34 TCXHHYCCKH BB3IMOKHOCTH N
REATHQIRAUNS HA YIACTHHITTe:

L

- Odepmama cvovpaica dokasamescmen 3a onum no HINDANCHUCINO HA npeoNiema i
AOPLYURARIU, KAMO COUUA € NPEOCMUGUT CRUCHR HA QOCMAGKLIC. KOUMO ¢d COHARGU U CXO0N1 ¢
npeoNenid Ha 00WeCmeenama nopyLyYKa, U3NLIHCH npes nociconume mpu 200UHI U YYACIHUKG
¢ OCRAAPUPAL, ue RocoveHam unpopmayus e nyGauxveana ¢ pecucmopa na AOI om
AQIVHameume  3a- ussvputenama  docmasia.  Om APUIOACEHAmMA  CAPABKRA ¢ GUOHO, Y¢
JUACIIHUR L ¢ UBNBAHUL QOCAGKY NPe3 ROCTCONIme MPU 200101 I CMOUHOCIN HE NO-MATKA Om
APISHOZICMG CNOTMOCIN HA ROPLYRAMA 30 CoOMEENIIIME 0O 11 1

- Nudcmiurem e npedcmasun Konue na 6aitono puspetucnie sa mopeoGus na ¢opo ¢
MEOUUYUNCXU UFACUA. ¢ RPUAOACCHUC 30 MCOUYUICKUME U30C 115, 3 KOUMO Ce Omuacs.

T HEMHURDI Bpumescasd - cepmudhuram  ISO - 9001 2008 34 KOCMO ¢ npuioJced
Chomeenis cepmudhuram.
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- Swdcmiuyume e apedcmasun  Qoxyvenmu, Yoocmosepasau  Ka4ecmeomo  na
npediaediiime npooykmu (ISO 9001:2008, ISO 13485) na wieno na NPOU3COOUMENS (KON ¢
APeGOO N OBAAPCKU €3UR HA Cepmuuramume).

- Yvwacmumukvm e npeocmasi Aexuapanuu sa cvomeememsue na npeoiacanume
METUYUHCNY usoerus ¢ usuekeanusma ua  Hupexmuea Y3 42EEC, EC cepmugpuram  3q
RAUCCMEM0 30 NPOOYKMUME Hd NPOU3EOOUMC.15.,

T HACHTHURIN @ NPeOCMAGUT OCKIAPAYUs, e ¢ IPOUZCoOumens u yoocmogepenus a
pecuempaiiA Ha nPOOYKMUmMe, KOumo npouseexncdd.

- VUACTHUKDBT € NPEACTABHA ACKIAPALAAL. Ue HeoGXO, MU Te KOJIHYECTBA MEJHIIHHCKH
HBACTHA - CO OCHIYPCHH 3a LIC/HS CPOK HA JI0I'0BOPA.

- Y UACTHURBT € JICKJAaPUPAIL. Ue HAMA S HO3BA HOMA! b TR,

- Ba.tamocrra na odeprara e cbriacto odsisenn e YCIAOBIS,

- Y SUCTHUKBT [IPUEMA YCIOBHATA HA IPOEKTO-10TOBOpA.

3. Odepra Ne 3 na yuactnuxa ., PUHT BI™” OO/ ¢ ipercrasena 3a - 06ocobena rpyia
XXX 3a cleaHure MO3HIMH/HOMEHKAaTYpH ¢ NoNo 869 1 870

- Odeprara orroBaps Ha npeaBapHTENIHO OBsBEHITE YCIIOBHA OT BB3JIOKHTES.

- Hpinioxkenn ca neodbxoaumure JAOKYMEHTH B [lmnk Nv 1 ceramacno un. 56 ot 3010 g
VICEAHIBITL B JIOKYMEHTALUATA 33 y4acTHe B OTKPHTATA MPOLLC () Pa.

- Lo orHowenne na yuactunka wama namiune na oOcrosrencrsa no wi. 47, an. 1 u an. 5
ot 30T,

- Y UACTHHKBT € IPEJICTABUI TapaHLis 3a Y'acTre 0o popyara Ha napuuHa cyma.

- 1o oTHOUICHHE HA MHHMMAJIHHN W3HCKBAHHS 3a TCXHHYECKH BBL3MOKHOCTH 0
KBAJTHQ U AUHA HA VYA THHINTC:

- Uepmama coovporca dokazameicmea 3a onum no HINBAHCHUCMO Hd NPeOMemd Ha
AOPDARAIIG KAMO CHUUA ¢ NPEACIAGILT CRUCHK Id QOCIABKINIC, KOUMO ¢a CONUREY 1 CXOOHU ¢
APCOMCN Hd OOUECMECHAMA NOPBYKA,  U3NDIHEH npes nocieonume mpu coounn i cd
APUAONCEC T 1 YOOCMOGCPCHUS.  0m  ROAVHAMEIUMe  3d  1ebpuenama  Qocmaskd,  Om
APUIOHCCIAMA CAPABKA € BUOHO, Ye YHUCIINUKG ¢ UINLAHIL OOCAEI npes nocieonume mpu
COOUNU1id CINOUHOCM He  RO-MAIKA  OM  NPOSHOINAMA  CIOLHOC HA  nopvykama  3a
CHOMGENIIMe O3,

- Vuacmmuxem e npedcmaci konue na 6aiuono PUBPELICHNE 30 MBPeOGUs Hd eOpo ¢
HEQUUUHCR USOCTUSA, ¢ NPUTOIICCHUEC 30 MCOUYUICKUME U0CAUS, 30 KOUMO ce OMHAUCH.

- Vdacmnurem  npumescasa cepmuchuxam (SO 9007 2008 3a woemo e NPUTOHCCH
Chomeenti cepmuduram.

T Suacmmuyume ¢ npedemacut  doxyvenmu, Yoocmoeepasauu - Kauecmeomo
apediacaiiime npodykmu (1SO 9001:2008, ISO 13485) na UMENO HA NPOUZCOOUMENS (KONUS ¢
APCEOA N OBI2aPCKU e3UK Ha cepmugburamume).

- Ywaemmmsm e npeocmasi Aexrapanuu za cvomeememsue 1 npeaiazanime
MEQUWUNC KU UOCAUA ¢ UIUCKCANUAING el Aupexmusa 93 42 EEC, EC cepmupuram 3a
NAHCCIMEOINO 30 NPOOYKIMUME HA MPOUZCOUNCIS.

- Vwacmnurom ¢ npedcmagi OMOPUIUONNO I 10 Ha uvemo na yuacmunund,
Hiddaoero om npouzcooumens .

- YUACTHHKBT € HpeicTaBmIl JCKIIapalus. 4e HeOONOHIMITE KONHYCeCTBA MEeIHLMHCKH
MBICIHSE - CQ OCHTYPEHH 3a LeInsl CPOK Ha JIOroBoOpa.

- YUUCTHHKBT € JIeK1apupall, de HAMa J(a 110/138a HOJIH 3 b IHHTE,

- Batmanocrra na oteprara e chraacHo oosBeHnTe yeosms,

- Y UACTHHKBT IPHEMa YCI0BUSITA Ha IPOCKTO-/10I0BOpPA.

4. Odpepra Ne 4 na yuactinka b0 MEI” OO/ e npeicrasena 3a obocobena rpyna | —

1o3dLAn ¢ NeNe ot | o 12, ot 14 no 21, 23. 25, 26. 33 obocodena rpyna Il — nosuwin NoNo ot
40 10 45, 3a 06ocobena rpyna VII - nosummu NeNe ot 71 s10 74. ot 76 710 79, 3a 0oGocobena
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vita XIX — nosuunn ot 308 10 312 1 3a 06ocodena rpyna XXIV — nosuiuu NeNe 565, ot 570
A0'573, 385. 587, 588
- Udheprata 0TroBaps Ha NPeIBAPHTEIHO 0OABEHITE YCIO B OT BLATOKHTES.
- Hpiiomkenn ca neobxoxumute jokyment B [Innk Mo | ebraacno wi. 56 or 3010 u
YRABAHHA T B IOKYMCHTALHATA 30 yUdCTHE B OTKPHTATA TTPOLE Ty Pal.

- 1o oTHOWenHe Ha yuacTHHKA HAMA Halndue Ha 06CTOsATeNCTBa o un. 47, am. 1 1 an 3
or 3011

- YUACTHHKBT € IPeICTAaBHI FapaHIiig 3a yuacTHe nos Gopvara na MapHYHa cyMa.

- 'O OTHOLICHHE HA MUHHMAINH WIMCKBAHIA 334 1CXHHYECKH Bb3MOKHOCTH M
REATHQURa s Ha VIACTHHIHTE:

- Cdepmama cvOBpICa QORA3AMETCNEA 34 ONUM RO WIBIHCHICIMO HA npeoyema na
NOPBYUNAUN U, KA culyus e f?j)(’()(‘”?(.’(;’h’ff CNUCHR A QOCMAGKUITC, KOUMO Cad COHARG I Ccxoonu ¢
APCONEn 1d OOUCCMBENAma NOPLURA, USIBIHENU RPE3 HOCTEONUMe mpu 200Ul U ca
TRUAONCC _l'()()(,'.’H()()’U}J(;’.’i’H}I om nojayaameiume 3z ueopiucnamad QOCMUGKA, KAKIMO U Cd
Apuidyceins pasnedamsu om peeucmvpa na AOH. Om wpcioxcenama enpaska e euono, ue
VUACTMHUKT ¢ URBIIHUT QOCMAGKL npes nociednunie mpu QOAUI HA CIMOUHOCT He NO-MAIARA O
NPIACHO3 T CINOUIOC HU ROPDYUKANIA 3¢ COOINGERTH UG 1O 30011,

-V CMHURBINT ¢ ApPCOCmuBUl Konue Ha GaIuono paspetieHue 3 MHPSOGUS i L’()[')U ¢
We -'j(’HHHrt' ViU usoenus, o RPUTONCCHUE 30 .HL’()‘!H,‘I.‘HL'I\'ZHHL’ UBOCHUS. 3¢t KOUMO C¢ OQMHACAH,

= Yuacmnurvm npumexcasa  cepmuguxam SO 9001 2008 3a xoemo ¢ NPUTOCEH
CHOMBENNIS cepmigpuram.

- Vwacmnuyume e npedcmasit  dokymenmu, YVOOCHOGEPACUUU  KAYeCEOMO 1
apediacaiime npodykmu (ISQ 9001:2008, 1SO 13485) na wsemo na npouzeooumens (konus ¢
600 HU GLALUPCKU UK H cepmudpunamume).

- Yuacmuunom e npeoemasur Jlexaapaunu 3a cvomeememeue na npediaednime
MEAUYUHCRY  U30CTUst ¢ WIUCKBAHUSING  HA Hupexmuea 93 42 EEC, EC cepmuburam s
NAHCCGAo 3d HPoOyKmume na ]7/?()H'J’(\’()()HJ'N{’.?}]’.

- VHacmuuRsm ¢ npeocmasit omopusAyUONNI NUCIIY HA yuacmuura, uzdadeno om
RROUICO e TLHme.

- YUACTHHKBT € MPE/ICTABHI ACKIAPALNS. Ue HEOONO NMHTE KOIHUYCCTRA MEIHLHHCKH
A3CHs COOCHTYPCHI 38 LICIHS CPOK HA 10T0BOPAL.

- YUaC THHKBT € JeKIapHpail, ue HAMA J1a 10138 O3 b. T,

- Batianocerra na odeprara e cvriacno oGsisennte yeaon i,

- YUUCTHHKBT NPHEMA YCIOBHATA HA NPOCKTO-10I0BOPA.

5. Odepra Ne § na yuacruuka Mapsena Juarnocrnka” OO/l e mpencrasena 3a
odocobeitn rpyna I : oBocobena rpyma IX: 1o oGocobera rpyia Xl o obocobena rpymna
XXIL: no odocodena rpyna XXIV — nosuimu NeNe 564. 565. 567.

- Ueprara He 0TroBapst Ha IpeIBapHUTEIO 00SBCHHTE YCIOBHS OT BL3JIOKUTEIIH.

- Lipniioskenu ca qact or HeoBXOMMIITE JAOKyMeHTH B [tk No 1 ewrnacho wi. 56 ot 3011
Y KA3ARIATA B IIOKYMEHTAUMATA 38 YHACTHE B OTKPHTATA IIPOLLE, 1y pa.

- Lo oTHOLICHHE HA yyacTHHKA HAMA HAMYHE HA OBCTONTEICTEA O WL, 47, an. 1 man. 5
or 30I1.

- YUUCTHHKBT € MPEACTABHI FapaHLus 34 yyacTHe Nol (hopmara na Gankosa rapadims
BaneaHa 1o 16.05.2016r.

- [0 OTHOWICHHE HA MHHHMATUN (3HCKBAHHS 38 | eXHHYECKI BB3MOKHOCTH I
KBATHG A RIS HA VYACTHHIINTC:

- Odepmama cvdopaca 0okazameicmed 3a onum no LSNBAHCHUCO Ha npeoVemd i
RARLURUNIA, KANO Coblyus ¢ I.’])L’U(.'N?Hb’t'f.f CRUCDORN N DOCNIUGKUNIC, KOWITO Cd COHARGU I CXOOHI ¢
APeOMenIa Ha 0OWeCmEeHama NOPLYRA, U3NBIHCH U npes nocieonume mpu 200uNl COOUHY U Cd
APUTONACCLU YIOCmOGEPenUs Om NOJYHAMeIume 3d usGLPUICHAMA QOCMUGKY, KAKMO U ¢
Aprtodcei pasnevamiy om pecucmupa na AOH. Om npuioxcenama CNPAGKAG € GUOHO, Y¢
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VHACTINERL ¢ UINBINIT DOCHIAGKY RPE3 NOCICONUME MPU 2001011 1A CMOTHOC HE NO-MAIKA Om
TOCHOIINU CINOUHOCIT HU ROPBYRAMA 3¢ ChOMGCIMIIINE 1o UL,

- Ywacmnukem ¢ npeocmasin konue ia cainoino paspetiene 3a - mupeosus na eopo ¢
MEQUYUHCN I H30CTUR, € NPUTOJICCHUC 30 MEOUWUICKIME U315, 30 KOUMO ce OMHAUCH,
VALCIIURDIN. IpUMeNCaca cepmuhuram 1SO 9001 2008 3a rxoemo e APULODICCH
Chomeent s cepmuguran.

T dcmHuyrme e npedemasu  QOKVMEHIU,  YOUCHIOBEPISAY  KAYCCMBOMO 1
peciacdinime npodykmu (1SO 9001:2008, ISO 13483) na wemo na NPOUICOOUINEIA (KOs ¢
120600 la OBICAPCKY €31K H cepmupuramme)
emiiRvm e npeocinacit dekapauun za  cvoimeememeue 1 npediaeaniime
MEQUYUHCKN uzdenus ¢ U3UCKEAHUSIMA  Ha Hupexmusa Y3 42 EEC, EC cepmughuram sa
NHHCCMBOINO 30 NPOOYRMUME HA RPOUIEOOUMC.IA,

- HACTIHURLI € npeocmasi omopuzayuonty nucyva om npouscodumeIume, ¢
rtoueiie nanpoussodumeanRoche Diagnostics GmbH |

*Koviuicusma kKoncmamupa, we yuacminukem ue e npedcmasua ¢ Iaux No /
Vmopisastionno nucmo om Pow J{uacnocmure, ¢ koeno Cd VADAHOMOMWECHU O YYACMEam ¢
apodykniime na Powr ¢ omipumama npouweoypa ¢ npedviem ocmaska na peakmuen u
Roucymanen  HeOOX00UMU  3a Qelmocmma 1y Kiunuuna — aadopamopus,
Murpoéuoiocus, Bupoconoeus, OTX u OKII”,

Yucommuwvm ¢ ywacmean ¢ npouseooumeas  Koche  Diagnostics  GmbH — 3u
RO AUYUU HONCHRIAMYPHU OUNUYU 6RUOYCHU ¢ 000CO0eHN epynie ¢ MeNe III IX, XI u XXI. 3q
NOUMO NC ¢ NPUAOACUT OMOPUIAUUOHILO RUCM.

B ocryvienmanusama sa yuwacmue u ¢ Oobseaenuemo sa nopvura e saqr0nceno mun UM 0
UIHCRGAIL2 o MPEOCABAIE HA OMOPUIAUNONIO NUCMO 11 1t Ipye eKeueaIeHmen QOKyMenm
A UMEnO Ha yHacmnuRd, u30a0eno om npouseooumenn i iy ohunnainua npedcmasuime.
qda - npoussooumens, oencmeany na mepumopusama na Penyorura Bvazapusa, eainono sa
CPORA 3a isbanenue Ha 002060pa ¢ opuunan win HOMAapuailio saeepeno Koniie.

Koyucuama cuwma, we yuacmmurom ne e HPeOCMAsU1 OMOPUIARUOHIO NUCMO 0m
Apou3eodumens wRoche Diagnostics” 3a HOMeHKAamypnume eouHuuu eruoyenu ¢
vdacodenn cpynu ¢ NeNe I11, IX, XT u XXI1I.

- YUACTHHUKDBT € MpeACTaBMI ACKIIapaiist. 4e HeoOXO LNHTEe KOAMYCCTBA M HITHHCKH
A3ICIEA O OCHIYPCHN 33 LTS CPOK Ha J101 0BOpa.

- YUUCTHHKDT € JeKIapHpalL, ue HsiMa 4d 110713B4 HOJU 3L b IHHTEJL.

- Banwanocrra na opeprara e enraacho OOSIBCHUTC YCIOBHSI,

- YUGCTHUKBT IPHEMA YCIIOBHATA Ha POCKTO-10TOBOPA.

6. Opepra Ne 6 na yuactinka »wXpono” OO/ e npejiciasena 3a  060co6ena rpyna Il ¢
3 NoNe 46-47 : obocobena rpyna [X ¢ nosuin NeNe 95-98: o o6ocobena rpyna XI ¢
HosuKn NoeNe 122-136 1 no obocoderia i1 pyna XXII ¢ nosuiuin NeNe 366-532.

- U@eprata OTroBaps Ha HPeIBAPHTEIHO O0SBEHHTe YCILOBIS OT Bh3/JIOIKHTENS.

- Hpuiomenn ca neobxommmire AOKYyMEeHTH B [lnuk No | epraacHo an. 56 ot 3010 1
VARG b IOKYMEHTALIMSITA 33 yUacTHe B OTKPHTATA npoue(vpa.

- [0 orHowmenne Ha yuactHuKA HaMa HaHuMe Ha obcrosrenctsa mo um. 47, an. 1 w a5
O 3(,)“.

- VUACTHHKBT € npeacTasu Fapanlus 3a yuactHe no.1 (opmara Ha GaHKoOBA rapaHius
sunana o 16.05.2016r,

- L0 OTHOLICHHE Ha MUHMMAJIHH 3UCKBAHMS 3y LEXHHYECKH BBL3MOKHOCTH W
KBATHQUKAIHSA HA YYACTHHINITE:

- Odepmama cw0vpoca dokasamercmea 1 ORI N0 LENDIRCHUCINO HA NPedMema
MOPBURANIG. KAMO COUUSL € NPeJCMasil Cnucoik Ha QOCMAGKUINC, KOUMO Cd COHAKGU U CXOOHU ¢
ApeONema na oduecmeenama nopyLuKa, 1B I NPE3 NOCICORUME Mpu 200UHU 200U U Cu
HPHIOJCCLN YOOCHIOGEPCHUs 0m novuameme 3 USGLPULCHAMA  QOCMAGKA, KAKMO Ut cu
HaCOen i noCHmuurayuonnume novepa ¢ pecucnvpa na AL Om npuroscenama cnpaska ¢
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GUOHO, 42 VHACTINURG € UINBAHUT DOCMABKI NPE3 NOCICOHUNTE mpu cOOUHU HA CMOLHOCT HE NO-
HUARA O NPOSHOZHAMA CINOUHOCIT HA ROPLYRAINA 30 CHOMGE N LINE nozuL.

- Yuaemnuuem e npeocmasun konue na ¢auOHO paspentenue 3a mupeosus Ha eopo ¢
MEQUYUHCRU UFOCTUA, € NPUTOACCHUC 30 MCOUYUHCKUME USOCTUS, 30 KOUMO ce ONMHACH.

= Vuacmuunvm  npumedcaca cepmuchucam 1SO 90012008 sa woemo ¢ NPUAOIICEH
ChOMGenis cepmupuram.

- Vwacnmiume e npeocmasun QORYMenmu,  youcmogepasaylt  kauecmeomo  na
apediaeaiiime npodyvkmu (1SO 9001:2008, ISO 13485) na wiemo na APOUCOOUMEIS (KOs ¢
NPEEOO NG OBIAPCKU €3UR 1ta cepmugburamume).

- Yuacemnunnm e npedemaci Aexnapanuu 3a cvomeememene na npedaaantime
HERQUICRNuzdetun ¢ usuckeanusma na qupexmusa Y3 L2 EEC EC cepmupuram  sa
SAUCCMBONO 30 NPOOYRIUINEG Hd APOU3EOIUM IS,

T OVUACIHURLI ¢ NPeOCcmAs OMOPUIAYHOHNO  RUC O om npouszsodumes ., Roche
Diagnostics .

- YUACTHHKBT € NPeiCTABHI NEKIapaLlis. Ue HeoGXO 1 \HTe KOJIMYECTBA  MEAHIHHCKH
H3ICARA - CA OCHIYPEHH 38 LIeNHS CPOK HA JI0T0BOPA.

- Y UUCTHUKDBT € JIeKJIapUpal. 4e HAMa /14 11011384 TOH 3T b IHHTEIL.

- Ba'inanocrra na ogeprara e coriacho obsnenute YCI0BIS.

- YUUCTHHKDT [IPHEMa YCJIOBHSITA Ha IIPOCKTO-10I0BOpA.

7. Odepra No 7 na yuyactnuka sXumrexe”O0/L e npeicrasena 3a odocobena rpyna
XVII ¢ nosuman - NeNe 279-297 : o6ocoGena rpyna XXV ¢ nosuumn NeNe 589-602: 1o
odocobena rpyna XXVI ¢ nosuimn NoNe 772-775. no ofocodena rpyna XXX ¢ nosuiuu NoNo
S19-880 v 110 ofocodena rpyna XXXI ¢ nosuimn NoNe 881-852

- UGeprata orrosaps Ha HpeABAPHTCIIHO 00SBEHHTE YCIOBIS OT BB3JIOKHTENS,

- Hpokenn ca neobxoumite Aokyment B [lank N | cwriacko wi 56 ot 3011 u
o CSAHILE B IOKYMCHTALMATA 34 Y49aCTHE B OTKPHTATA PO [y Pa.

- [lo orHoenne na yuacthika uava nainume na o0cTuATE/ICTBA 10 wiI. 47. an. | u aj. 3
ar 3011

- VUACTHHKDBT € NPeACTABHI Fapanis 3 ydacTae 1ot hopmara Ha GaHKOBA rapaHiis
s aHa o 31.05.2016r.

- o ornomenne Ha MuHEMAIHB W3HCKBAHS 3 TOXHHYMECKH BB3MOKHOCTH H
WBATHQURALNS HA YUACTHHIITC: .

- Odiepmama cvdvpoca doxasameicmea 3a onum no UINDAHEHUCMO a MpeoyMema
HOPBURANIL, RAMO COUUR € NPeOCABILL CRUCHR 1 JOCMABKIINC, KOWMO ¢ COHARGU U CXOONU ¢
npedMenia na obuecmeenama nopeyka, Wby npes nociednume mpu 200uni 200U U Cd
APUIOINCCTI 1 yoocmosepenus  om  noaywameiume 3 usevputenama  oocmaecka.  Om
IPIIOACCIIAMA CNPASKA € GUONHO, Ye YYACIHUKG ¢ UsnBIANIT O0CmagKy npes nociednume mpu
SOOI id - CMOUHOC He  NO-MIKG QM- NPOSHOZHANG  CINOWHOCH H nopeyrama 3

YOINGEN UINe RO 3L,

- Yeacmuukvm e npeocmasut konue na saruono PUSPEWICHIE 30 MBPROBUS i eOpo ¢
MEQUYUNCRU UOCTUS, ¢ NPUTONCCHUC 30 MEOUYUICKUME U30C11s. 10 KOUMO ¢e OmHacs.

- VHACMHURYM npumedicasa cepmuchuxam 1SQ 9007 2008 sa ROCMO ¢ ApuioNcei
ChOmGens cepmupburan.

- Yuacmuume e npedemasi QORIMEHMU,  YOOCosepsasauyu  kayecmeomo  na
fipedidediiime npodykmu (ISO 9001:2008. ISO 13483) na wiemo Ha BPOU3EO0UMeIs (Konus ¢
APCGOO 1L ODIAPCKU @3UK Ha cepmudnivamime ).

- Vwacmnukom e npedcmasun Aeraapanuu sa cvomeememene 1 npedaaeanunie
MEQUYUNCRU u30equst ¢ u3UCKeanusma na Hupexmuea Y3 42 EEC, EC cepmuchuram  sq
NAHCCMEOMO 30 RPOOYKIMUME Ha RPOUZCOOUMe1s.

- Yvacmuunvm e npeocmaci OMopU3aYUONHT RUCMAa Om npouseodumenume. Janpear™
VR Intcrnational GmbH™ . Deltalab.S.1." i -.Karl Hecht KG™,
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- Mo omnoutenue na  npeocmasernme OMOopL3ayUU OMm  NPOU3BOOUNENUNE
Tanpear:™. \WVR International GmbH™.  Deltalab.S.1." | -Karl Hecht KG™. romucuama
VOHCIIAN UPA CIeOHOmo.

Yuactuukbr ¢ upererasm OTOPH3AIMOHHE  1IICMA 0T rOPenocodeHTe
HPOM3BO/UITENH, KOHTO €4 Che cPOR Ha Bauymioer 10 31.12.2016 r. u ne NOKPHBAT CPOKA
HA Baminocr 24 Mecena oT JATATA HA CKIIOYBAHC Ha A0roBopa, KaTo He MOMKe Ja ce
PAPAHTHPI OCHIYPHUBANC HA HEOOX0HMITE KOJIHYECTBA PCAKTHBH 1 KOHCYMATHBH OT Te3H
HPOMIBOIITETH 33 He/lusi CPOK HA JI0I0BOPA 38 00IECTBe: HOPBUKA, B cay4ait, ue Oniae
CRII0YEH TARBB ¢ TO3H YYACTHHK,

CLIAAcHs H3HCKBAHNSTA HA BBIIOKHTE IS, [10COYCHH pasaen Il "Coabpikanue na
seprara”, .2.4 (Oropnsaunonmo memo), pasaea b oor Hpiiomenne Ne 4 |, Viasanns 3a
HirorBsiie Ha  ogeprara” OT JIOKYMEHTAUMSTA 33 yuacrue, € 3a/105KeH0 CJeIHOTO
HBHCKRBANC: .. OMOPUSAUHOHHO RUCMO wal Opye eKeusaICIINeN OQOKYMenm na umemo na
Juacmmiia, - uz0adeno  om  npousgodumens wiu  ouunanus npeocmagumen  na
APOUICOD NS, OCUCMEAU] Ha Mepumopusma na Penyoaura Bvazapus, ¢aauono 3a cpora
(BBl e HA 002060DA 6 OPUZUIGT U HOMAPUATHO 3U8CPEHO Konue.
Y HACTHHKBT € NPEACTABII ICKIAPALHS. e HCOBXO 11 MHTe KOJIMYCCTBA MEIHIMHCKH
M3ICIHA - CUOCHTYPCHH 34 LC/IHS CPOK HA JI0TOBOPA.
- YUACTHHKBT € JICKJIApHPAIL, Ye HAMA 1a M0JI38a OIH3L! b IHHTEIL,
- Banuanocrra na odeprara e cbriacho oGssennte VCIORBI1S,
- Y UACTHHKBT [IPHEMa YCIIOBHATA HA IPOCKTO-10r0BOpa
8. Odepra Ne 8 na yuactnuka wllepdert Meanka”00,1 e npeacrasena 3a  00ocobeHa
na Vil ¢ nosuuun NoNe 71,72.73.74.76.77.78 u 79 - o0ocodena rpyna XX ¢ no3unun NeNo
-3550 110 obocobena rpyna XXI ¢ nosuuan NoNo 356-365 1 110 06ocobena rpyna XXXV ¢
103K NelNo 972979,
- Odeprata OTrosaps Ha OpeIBAPHTENHO O0SBEHITE VCAOBHS OT Bh3JIOKHTEs!,
- Hpuiomenn ca neobxommmure AOKYMCHTH B [lnnk Nv | enrimacno wi. 56 or 30101 u
» ST B IOKYMCHTALMATA 38 YYACTHE B OTKPHTATA TPOLLC T pa.
- Lo orHomenne va yuactnuka nsma Hamaue Ha odcrodrenctsa no wi. 47, an. 1 u axn. 5
or 3011,
- YUAUTHHKRBT ¢ NPCACTABMI rapauiis 3a YUacTHe 1o 1 popmata Ha GaHKORA rapaHIis
ALnIHG Jo 16.05.2016r,
Tt OTHOIICHHC HA MHHHMQIHI W3HCKBAHIS 34 1CNHHYCCKH BBH3MOKHOCTH I
l\'liii.’lll(l)“i\'iillllil Ha yHacrauuure:

Fpy
20 3

- Odhepmama cvovpaca doxazamencmea 3a onuni N0 LINBAHEHUCINO HA npedMema a
AOPOHRANIG. KAMO COUUs € NPeACMAaGU CRUCHK HA DOCIABKIMC. KOUMO Cd COHURBU U CXOOHL ¢
ApeOMenIa a 00Uecmeenama NOPLYRA, UINBIHEN RPe3 nOc eanume mpu 200UHU 200UNU U Cd
YIAONCC 1L yoocmosepenus  om- - noavyamenume 3o usGvpenama  docmacra, Om
PUAOACCHUMA CHPABRA ¢ GUOHO, Ye YYACIHUKG ¢ U3NBAHUT DUCmasky npes nocieonume mpu
COOUNU WA CMOUHOCT e NO-MAIARG O npocnozHama - CIMoUHOCm  Ha - ROPBLYRAMA 30
ChOMBENINe ROZUYLIL

- Yaacmnunvm e npedcmasun Konue na saruono paspeienue 3a mupeogsus na eopo ¢
MEQUUMICRU U30CTUA, € NPUTOICCHUC 3¢ MCOUYUHCKUME U301 1S, 3 KOUMO ¢¢ OMHACA.

- Vuacmnurem  npumescasa cepmudpuram ISO 90012008 3a roemo e npUI0dICeH

YOMEEmIs cepmuhuran.

T demnuyume e npedemasu Qokyyenmu,  yoc CHIOGCPAGAIYL  KAYECMEOMoO  1d
apeotacdiiune npodykmu (1SO 9001:2008, IS 13485) na wvemo na NPOUICOOUMENUNE (KOst
IPEBOU 1 GBACUPCRU C3UR Hd Cepmudbunamiie)

- Vuuemnurvm e npeoemacin Aexaapaun 3a cvomeememesue 1 PCOTAUH UG
MEAUYUNCKI U30eIUst ¢ UBUCKGANUAMG 1 Hupexmusa Y3 42 EEC, EC cepmughuam  a
NAHCCGO N0 3d BPOOYKMUME Ha NPOU3E00UNe.1s.

- Yvacnmurem e npeocmasin CMOPUSLYUONIU RUCMA 001 RPOUICOOUMEIUME

15



- YUAaCTHUKBT € npencrapu ACKIAPAIIS. e HCOONO. IMMHTE KONMYECTBA MeAHLHHCKI
HBICIHA - CL OCHTYPEHH 3a SN CPOK Ha A0r0BOpa.

- YUACTHHKBT € ACKIAPHPAIL. Ye HAMA J1d 110138 TOAM3I! b 1111 Tel.

- Ba wanocerra na oeprara e chraaco oGsBeHUTe YCIoBins.

- YUUCTHUKBT NpHeMa YCIOBHSTa Ha HPOCKTO-10I0BOPA.

9. Odepra Ne 9 114 vaactuuka ,, Ton Anarnoeruka”00 1 ¢ lipeeraBena 3a  obocobena
rpyia b ¢ nosuinn NelNe 1-29 : oGocoBena rpyna [l ¢ mosuiins NeNe 30-39.40.42.43.44 45: no
0docobeina rpvma 111 ¢ nosuwy NoNe 46-47. 110 060co6ena rpyviia IV ¢ nosuuun NelNe 48-50.53-
61 1o odocobena rpyna V ¢ nosuuust Ne 62: 10 000coden: pyna VI e nosunmun NeNo 71-79-
o odocovena rpyna XII ¢ nossmm NoNe 235-243: no o6ocoCena rpyia XIX ¢ nosunun NeNo
H08-312: 1o 060codena rpyna XXII ¢ nosuunn NeNe 533,534 535 110 060cobeHa rpyna XX XII
¢ Hosuun NeNe 884-893 1 110 06ocoGena rpyna XXXIV ¢ nosuipm NoNo 923-971.

- Ogeprata orrosaps Ha NPEABAPHTEIHO OOABEHITE YCIOBUS OT BB3IOKHTENS.

- Hpiioxenn ca neobxonumure Aokymenti B [k Ne 1 cwriacho un, 56 or 3017 g
YIGUBAHHS TG B IOKYMEHTALHATA 32 Y4acTHe B OTKPHTATA NPOIIC 1y pa.

- To ornoluerne na yuactunka nama Hamame Ha oOcToaTencrsa no un, 47, an. 1 u an. S
or 3017,

- Y YUCTHHKBT € Npe/eTaBml TAPAHIIHS 38 yHacTHe 101 opyata Ha napuyba cyma,

- 1V OTHOUICHHE HAa MHHMMAIHH H3HCKBANIS 3 TEXHHYMCCKH BB3MOKHOCTH I
NBATHGURAIHS B YA e THHIGIT e

- Ogiepmama: cvovporca doxazamescmea oM NO usRvARCHUmMO na npeovema na
HOPBYRKUIIC, KNAINO COHU{UN ¢ Hj)(’(){'n'l?(f()‘i!.'l CHUCHK Ha ()()L'Hl(!()’f\'x’fﬁi(.', KOUMO Cad eAHUREGL U CX00HI ¢
apeosenic i U(]HfL’t‘H?(:‘(’H(HHH nopvyna, UZNOIANCH U npes naociedune mpuf COOUNL COOUNU U ¢
APLETOMCC Vdocmosepenust  om - no. IWuametume s agsvpuenama  docmaska, Om
U ONCC TN CHPAGKAa ¢ GHOHO, Yye VHACIHURA ¢ M3nBbAnET 1) ICINUGR U Hpes nocieduume mpii
COOUNN )G COUHOCI HE  nNOo-wdaikg  om NPOCHO3IHANI ("n't'U!-IH(J‘L'}H e nopvyrama 2
ChOmMEen. tine ROZU UL

- Vuacmnunvm ¢ npeoemasun ronue Ha 6A1uOn0 paspewenue 3a mupeosus na edpo ¢
MeduyUnCR uzdeans, ¢ nputoscene MCOUYUHCKUME U30ea s, 30 Koumo ce omuacs,

= udemnurem npumescasa cepmudpuram 1SO 90012008 sa Koemo e npuitoxcen
Chomeentis cepmudiram.

= YACMHAUYLume e H/J(.’()L'HI(H{H.'." (J()I{l'.'l.’(’p‘l’”'”{. ! 'oe I.'()(:'{‘IU}I(;’U'H{H Kdavwecmeono e
ipediacaiiiime npooykmu (ISQ 90012008, 1S¢) 13485) na wviemo na nPpoOUscoOUme e (Ko
CHPECOO 11 OBICAPCKI €3UK 1A cepmuchuramume).

= Vuwcmuurom e npedcmagi ACRlapaunu 3a  cvomeemcemeune 11a npediacaniime
Meduyuncku uzdenus ¢ uruckeanusma na Mupexmusa 93 42'EEC EC cepmupuram  sa
NAUeemaeamoe za I."'j)()()_l'l'\'lh‘l.’int’ HA NPOUZEOOUINE 14,

-] Yacmuunom ¢ i]‘/)(’()('.'”(l’(»’i.’.'l OINOPUIAUNOHH U nucye H[N)Il'3(?()(’)1.’”.’(3.‘!IHNH.

- YUACTHHKBT € npeicTanii ACKIAPaLUs. 9e HeoOXO IHMHTE KOMHYeCTRa MEIHIIMHCKH
HSACIHA - Ca OCUTYPEeHH 3a Lelns ¢pok a JIOrOBOpA.

- YYaCeTHUKST e ACKIApUpal, ve HiMa Jla HOI3BA HOAM3I b IHUT e,

- Ba'manocrra na odeprara e chriacHo oGaBennTe YCI0BMS,

- Y UACTHHKBT [PHEMA VCIIOBHSTA Ha POCKTO-10r0BOpa.

10. Odepra No 10 ua yaactuka Emonus ®apyarex boarapus™ EOOJ ¢
"peicTaBena sa - odocobena rpyna Il ¢ nosuuan NoNe 40.41.43 44 11 45: 060c06ena rpyna Il ¢
nosuiHn NeNe 46.47: 1o 060coGena rpyna XVIL ¢ nosuiim NoNe 281.290.29] 1 292, mo
odocobena rpyna XXIV ¢ nosumuy NoNe 564. 565. 566. 567. 569. 570. 311,872, 573, 582, 584,
>85. 587. 388: no obocobena rpyna XXV ¢ nosuuun NoNo 590-6(2- 1o obocodena rpyma XXVI
¢ losutu NoNe 772.773,774; 110 o6ocobena rpyna XXX ¢ nozuuun NeNo 825, 826, 827. 830.
832.835. 836, 846. 851. 852, 853, 855. 856. 863. 868. 869. 870, 871, 879,

&

- ( '(IF\. prara (T]'I‘UBQPH Hd HpeaABdpHUTEeIIHO U()S!Ht‘l[l-l'l'c‘ YCHORBHA OT BBL3ITOKHTE 1,
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- lipunokenn ca neoGxommure AokymentH B [Tauk Nv 1 ebrmacno wi, 36 or 30101 u
2 RUBAHIETA B JIOKYMCHTALMATA 30 YHACTHE B OTKPHTATA IPOLLC [\ Pal.

- Ho orsoenne Ha yuacTHika HaMa Hatune Ha O6CTOR 1eICTRA 11O L. 47, am. 1 u an. §
ot 3011,

- YUACTHHKBT € NPe/CTaBUII rapaniug 3a YHacTHe 1o/ (popMaTa Ha [apuyHa cyMa.

- 1o OTHOICHME HA MHHHMAJIHN U3HCKBAHNS 33 TeXHHYECKH Bb3MOKHOCTH 1
REATHQHRANHS HA YYACTHHUIHTE:

- Odiepmama cvovpaca dorasameremea 3a onum no USHBAHCHUCINO HA npeoyMema Ha
HOPUURATIG KAMO COUUA € BPeOCINABUT CTIUCHR 1A DOCMABKUNIC, KOUMO ¢G4 eOHANEH 4 CXOOHY ¢
IPEOMENc i 0OUECMEeHAmd  NOPLUKA, UINLINCHU NPCT KOCICONUme mpu. coounu u ca
APULOMHCCI 1 yoocmosepenus  om - noayvamenume 3 wsespwenama  doemaeka, Om
HPUIOACCIAMA CNPAGKA ¢ GUAHO, Ye VUACIHUKA € UNBIHUL O0CIaER npes nocieonume mpu
COOUHI 11 CIMOUHOCIM 1HEe NO-MAIKG  OM RPOSHOINAMY  CIMOLHOCH  Ha nopeurama  3a
CHOMGENNNNEe NO3ZUYLUIL.

- Yiacmnukem e npeocmasun konue na earudno PUBPEHICHUE 3d MBPeOGUS HA COPO ¢
METUYUNHC T UZOCTUSA, € NPUAOAHCCHUE 3U MCOUYUNCKUME USOCAUS!. 3 KOUMO, CC OMNUCS,

T HdemHuRsme npumexcasa  cepmudbunam I1SO 900! 2008 sa woemo e APUTONCEeH
CHOMGENIH cepmuuran.

T dachmuagume e npeocmasit  QokyveHmu, YOUCTIOBCPAGUIYL  KUNCCINGOMO 1
npediaediiime npooykmu (ISO 9001:2008, ISO 13485) na wwemo Hna nPOUzcodUmeume (Konus
CNPEBOY 14 OBICAPCKU e3UK Ha cepmugburamume),

- Ywacmnurvm ¢ npeocmasun HAexrapayuu 3a cvomeememene 1a npeoIaeanime
Meguyunesic usdeaus ¢ usuekeanusma na Jupexkmuea 93 42EEC. EC cepmuhunam  3a
RAUCCMGA10 304 NPOOYRIMUINE HA NPOUIGOIUNEC. 15,

- Ywacmuunvm ¢ npeocmasir omopusauon nuevia NPOUICOAUIIC. 1Lme |

- YUACTHUKDLT € NPEICTABUI JIeKIapalis. Ue HeOGNO, (b i Te ROJIHYCCTBA  MCAMIUHHCKH
H3ACTHA - G4 OCHIYPCHH 3 LCIHS CPOK HA J0I0BOpa.

- YUUCTHHKBT € AeKJIapupail, 4e HAMa J1a 10,1384 TOH 3 b THUTIL.

- Basianocrra na odeprara e coriacho oGisenute YCIOBUS,

- YUUCTHUKBT [IPHEMA VCIIOBHSITA Ha IPOEKTO-10I0BOPA

I1. Odepra Ne 11 na yuactnuka AA Meanrba buoarapus”Q0)] ¢ pejcraseHa 2a
odocoderit rpyna 1l ¢ nosuunn NoNe 40.41 u 42 no odocoocia rpyna XXIV ¢ nosummn NoNo
74, 575, 576, 577. 579, 580, 582. 583. 585. 587. 588: 1o obucodena rpyna XXVI ¢ nosuimy
NeNo 603, 605, 607. 609. 678. 679. 681. 682. 683. 691. 692. 693. 703. 705, 707. 708. 709. 71.
711. 712, 713, 714, 715, 719, 738, 739, 744. 745. 746, 747.748. 750. 752, 753. 754. 756. 758.
759.761. 763. 764. 766, 767, 768. 769. 771. u 774 1o o6ocobena rpyna XX VII ¢ nosumin NoNo
783. 784 11 786.

- Odheprara otrosaps na MPEABAPHTETHO OOABEHHTE YCIOBHS OT BB3JIOKHTES.

- Hpuiomenn ca neobxommmure Aokyment B 1lmk N1 cwrtacko wi, 56 ot 3011 u
Y KAAHWATL B IOKYMCHTALMSTA 33 yYaCTHE B OTKpHTATa poLE 1 Pa.

- o o1HoIenne Ha yuacTHKa sMa Hatiume ya oOcTudTencTBa 10 wi. 47, an. 1 u ai. S
ar 30[—1

- YUUCTHHKDLT € NPe/IcTaBmI Tapaniuis 3a ydacrue no opvara Ha napuyHa cyma.

- 110 OTHOLIGHHE HA MHHMMAIHI W3HCKBAHHS 34 TCXHHYECKH BB3MOKHOCTH W
REATHQI AN HA VUACTHHIITC:

= Odiepmama coovporca doxkasameicmea 3a onum no HIMLANCHUCMO HAa npeovema i
HOPBARANIL RAMO COUUA € NPLOCABUT CRUCHE i OOCHIUEKINIC. KOUMO Ca CONARGU U CXOONI ¢
Hpeoyena na oGwecmeenama nopuyKda, LN npes nociednume mpu coounu u o cu
APUIONCC 1 yoocmosepenus  om - noayaamesume uzsevpuwenama  docmackda. (m
APHIOACCAma CHPABRA ¢ BUOHO, Ye YYACTIHUKG ¢ UINbANLT Docmasru npes nociednunte mpu
codunu G emotmocm we no-maika om NPOCHOZNAMA  CINOUHOCM  Ha  NOpvLYKuma 3
CHOMGEN LIMe noa.
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- Yuacmnurvm e npedcmasun Konwe na ¢aiuono PU3PEUCHUC 30 MbPROGUs HA eOpo ¢
MCTHYURC U USOCAUA, € NPUTOHCCHUC 30 MCOUYUNCKUME UZOCT 15 1 KOUINO CE OMHUCS,

TRk Lm npumcacaca cepmudburam  ISQ 9002008 3a koemo e APUITOIICCH
CHOMBEN A cepmugbura.

T ddemnuyume e npeocmasul  QOKVMEHMu,  YOOCHIOGepASAI  KAYeCMEOmMo  na
npedaacdiiime npodykmu (ISO 9001 :2008, ISO [3483) na uvemo na RPOUIBOOUMCIUME (KOS
CHPEBOG 1t OBACAPCKU C3UR 1A cepmupuramume ).

- Vuacmnurem e npeocmasur Jexnapauun 3a cvomeememeue na npeoiaednime
MEOUYUBCRT usoeus ¢ usuckeanusma na Jlupexmuea Y3 42'EEC, EC cepmudchuram 3a
RAUCCMBINO 30 NPOSYKIMUME 1A RPOUFCOOUME. 1.

- Y vacmnunvm e npeocmasi omopusayuon nuesa o HPOU3COOUMETUME .

- o omuowenue na  npeocmasenume OMopusauuu Om nPoU3EOOUMe 1 Une
wBuo-Pad” w,,Hmynoaadé” I'mox, komucusma KOHCMaimupa ¢1e0Homo:

YUACTHUKBT ¢ mpeacrasi OTOPH3AUHOHHH  [IHCMA 0T FOPENnoCcoMCHHTe

HPOMIBO/IITE/NT, ROHTO ¢a ¢bC CPOK Ha BaIMAHOCT Ha ,Luo-Pad”10 31.12.2015 I., Ha
wHyyne1ad” I'mox 00 31.12.20162. w  ne HOKpHUBAT CPoRU HA BAMIIHOCT 24 Mecena or
WIHATA Ha CKI0MBAHE HA JI010BOPA, KATO HE MOKe Ha o FapaHTHpa OCHIypsiBAHE A
HEOOXOLINIITE KOJIHYECTBA PeaRTHBI 1l ROHCYMATHBH 0T 7 C3H NPOM3BOANTCIH 34 e/ s
CPOK HA 1010BOPA 33 ODWIECTBEHA HOPLYUKA, B CIYUAll, ve Thie CKAIOUECH TAKBE ¢ 1031
VUACTHIE,
Crriaacno MHCKBAHIITA HAa Bb3J103KHTE 14, nocouenn s pasgea Il "Cwuaspxanne na
opeprars™, 1.2.4 (Oropmannonno meMo), paziea b or lipoaokenne Ne 4, Viasanust 3a
Hiroresance oa ogeprara” o1 JIORYMEHTAUMATA 32 YUACTHE, € 3a/103K€HO0  CJIeAHOTO
HHICKBULC 3. OMOPUBAUUOHHO RUCMO WU OpYe CKEUEW 11 MeN OQOKYMeHm na umMemo na
JHACIHAEG, U30M0CHO  om  npouzeodumenn  wian  oduauainun npeocmagumen  ia
APOUIEOOUMENA, DCUCIEAU] HA MEPUMOPUAMA Ha Penyéaura Bvacapua, saauono sa cpora
HUINBUCHUe 1A 002060Pa 6 OPUUNAN UAN HOMAPUAIHO 3ugepeno Konue.

- YUACTHUKBT € Mpe/ICcTaBu.I ACKIapaus. 4e HeOOX0/IMMHTE KONHYECTBA MEeIHIMHCKH
HB LGNS C2 OCHTYPCHH 30 LIeTIHS CPOK HA J0T'0BOpA.

- YUUCTHHKBT ¢ IeKIapUpat. Ye HaMa Ja 1101354 O3 b IHHTE].

- Ba i mocrta na odeprara e cbriacho oGssennte YCaoB s,

- Y UUCTHHKBT IPHEMa VCIIO0BUATA HA IIPOCKTO-10I0BOPA.

12. Odepra Ne 12 ua yuacrunka . Eanr Meaukan”OO1 e npeicrasena 3a 060coGena
ipyia I ¢ nosumun  NeNe 1-19.21-29: oSocoGena rpyna 1l ¢ nosuumn  NoNe 43,44 y 45:
o0ocobena rpyna VII ¢ nosumun NoNe 71-79: no oBocobena rpyua X1 ¢ mosunum NoNe 122 -
136, B

- Udieprata ne oTroBaps Ha IpeaBapHTeIHo 06sBeHinTe VCHOBHA OT BB3JI0KHTES.

- Hpuiomenn ca vacr ot HeoOxoMUTe AokymenTH B 1Lk No | ewriacio wir, 56 or 301 ]
Y RABAHESTA B IOKYMEHTALMSTA 3a yUacTie B 0TKpHTaTa IPOLLE, Ly pa.

- Lo ornomenne na yuactunka nama nunmme Ha oOcroatencTea o wi. 47, an. 1 u an. 5
ot 30I1.

- YUUCTHUKBT € NPeACTABII rapatius 3a YHacTe noa opyara Ha napuuHa cyma,

- 110 oTHOWCHHe Ha MHBMMAJHN U3HCKBAHMS 3 TCXHHYECKH BB3MOMKHOCTH W
NBATHQURALNS HA YYACTHIHIHTC!

- Odepmama coovporca doxasamercmea 3 omum HO LGNBAHEHUEMO Ha npeoyemd 1a
HOPOMRANIG. KAMO CoUflist ¢ NPEOCUBUT CRUCHK 1t DOCMIAGKINIC, KOUNO Ca CONARGU U CXOON U ¢
APCOMEnIc Ha  O0WECBEHAMA  NOPBYKA,  U3NLIHCHY npes rociednume mpu eoounu u o ca
APUIOACCH YOOCIOGepenus om noayaame e 3a UZGLPIUICHUMA DOCMABKd, KAKMO U Cu
APUIOJNCC L pasneqamin om peeucnvpa na AOILOm APLLIOOKCCHAMA CRpAeka e guono, ye
HHUCHIMURCL ¢ USNBILT QOCHIAGKU IPe3 NOCICOnUme mpu 200uni na CMOUHOCIN HE NO-MUIKG Om
HPOCHOZIIA CMOUNOCHT HA ROPLYKRAMA 30 COOMBEIIMIME 11O 101
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- Yuacmuusvm e npedemasun konue na eanuono paspewenue 3 mopeo6us Ha eopo ¢
MEDUYUNCRU UFOCAUA, ¢ NPUTONCEHUE 36 MEOUYUHCKUINE UCTIS. 30 KOUMO @ OMHACA.

T daemiukem npumescaca  cepmudpuram ISO 9001 2008 sa woemo e npUIOINCCH
COOMGEN cepnupuran.

- Vwacmmpume e npedemasua doxyvenmu, Yoocmosepsacawu  Kavecmeomo  ia
npedidednume npooykmu (1ISO 9001:2008. 1SO 13485) na uiiemo na RPOU3GOAUMEUNe (KON
CHPEGOU itd TBACAPCKU €3UR Ha Cepmugduramume).

- Ywacmnurvm e npeocmasia Aexrapauun 3a cvomeememeue na npeoiucanume
AMedununcnnusoeus ¢ usuekeanuama na Jupexmusa 93 42/EEC. EC cepmuchuram  sa
NUYCCTGomo g ffﬂ(ﬁ({l'.'\‘-’h’!'!.fﬁ{’ Ha HNPOUIEONINE 1.

= Ywacmuurvm ne ¢ npedcmasii OMOPUAUNORHI 1)1 0m NPOU3E0OUmeume,

*Kovucusma ROHCMAamupd,  4e  YYacmuikvm e npeocmacuy 6 [l Ne o ]

omopusaioniu  nucva  om ,Cormay” w ., Diamond”. ¢ roemo cd  YIBAHOMOWENU o
JHACMEAnN! ¢ BpOOYRmMUmMe  Ha  me3u npouscooumel ¢ omrpumama  npoyedypa ¢ npedmem
CHoemacca na peaxmusu ROHCYMamue  neotxodumn  sa  detmocmma  na  Kiunuuna
daagopamopis, Muxkpoduoioous, Bupocoaoeus, OTX u OKTT

Yaacmuuwom ¢ yuacmear ¢ npouscodumerume  ,Cormay” w , Diamond”  3u
AQRHYUL HOMCHRIAMVPHU COUHUYU GRIIONCH 6 0G0Co0eny eprau ¢ NeNe [l w X1 3a koumo ne ¢
PUAOACH! CMOPRUIUANUOMITE RUCM .

B oorymenmaqusma 3a yuacmue u ¢ Qbaerenucmo 3a nopvuka ¢ 3a100ceno
MUHUMG 11O u3ucKkeane”. ., NPEeOCAGANe  It4  OMOPUIUNIOHHO NUCMO Wil opye
CRGUBATCIIMEN QOKYMENN HA UMEmO HA yuacmuuka, uzoadeno om Hpou3so0umenn uau
Jpunuaiiua - npedcmasumen  na  npouzeooumens, Oelicrisaul  Ha  mepumopuama  ha
Penyoanra Bvieapus, eaiuono 3a CPORA 34 usnvinente ina 002060pa 6 opucunad uin
Adomapuatno zaeepeno konue. He ca s3aoviaycumeniiy CMOPUIANHONHI RUCMA 34
caednume odocodenu cpynu: I, VI, VII, XIX u XXX,

Kovucuama cauma, e ywacmnuom ne e HPEOCMUGILL OMOPUIAUHONII NUCME O
npouseodumenrume ,,Cormay” 1 . Diamond” 3a HOMEHK L) pHUmMe eOUHNUUN GKIIONCHIT ¢
obacobenu epynu ¢ NeNe I u XI, koumo ne nonadam 6 He3aO b 1 cumentume.

= YUACTHUKDBT € NPeCTABUII ACKIAPAlHs, e HeOOXO, (MNHTE KOJTHYCCTBA MeAHIHHCKH
ARACIIA €A OCHIYPEHH 38 LleJIHs CPOK Ha JI0T0BOPA.

- YUACTHUKRST € AeKIapHpal. Ye HAMa 14 (10384 TTOJIH3IT b HHTEL.

- Bunwmoc rra va odeprara e cnriacho o6ssennte yeIonus,

- YUACTHHKLT [IPHEMA YCIOBUATA Ha MPOCKTO-10I0BOPA.

13. Odepra Ne 13 ua yaacthuka o dAuacueremce”EQO ¢ npencrasena 3a  0docobena
"pyna Il ¢ nosuumn NeNe 35, 36. 37.38. 40 u 41: o obocotea rpyna XXIV ¢ nosuimm NoNo
V72,573, 374, 575. 582, 583. 585. 586. 587. 588: 1o o6ocodeta rpyna XX VI ¢ nosuimn NoNo
785. 786 11 787: 1o 06ocoGena rpyna XXX ¢ nosuimn NeNe 826 827 u 828.

- UepTata oTroBaps Ha IpeIBAPHTEIHO 00sBeHTe YCIOBIHS OT Bb3JI0KHTENS.

- Hpiunoxemn ca neobxomumirre AOKyMCHTH B [lnk No 1 ¢enrmacuo wi. 56 or 3011
» KUBAHIBITL B IOKYMCHTAIMSATA 33 yuacTHe B OTKpITaTa IPOLLE Ty Pa.

- Ho ornowenne na yuacrnnka msiva Hajme na oberosarencrsa no wi. 47. an. 1 w an. S
0T 3011,

- Y UUCTHURBT € IPE/ICTABIIN Fapaiilig 3u YHACTHE [0/1 hopvaTa Ha MapHiHa cyMa.

- Lo otnowenne Ha MEUBNMAHD W3NCKBamMm 34 TCXHHYCCRE  BB3MOKHOCTH 1
NEAIHPH AN HA VYACTHIIIHTE:

E ()f’.",(’,”!NCHH{.’ (.'T)()"bj?.)f("(f ()(H\'CUCHHL’,IL'IJ.’()‘U JUOnNURM N0 UINLIAHEHUCHIO Hd npedyenmed 1
HOPLURANIL, KAMO CHUYUA € RPEOCMABIL CHUCHR HA DOCIMABKINE. KOUMO Ca CONARGU U CXOOH ¢
ipeovema na otwecmeenama nopuuRa. uznbIHeNY npes  nociednume mpu c00unu u cu
oCoen I uoenmuurayuonnume noMepa ¢ pecucmupa na AOH.Om npuwioscenama cnpaska ¢
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GUOHO, HE VHACTIHURG ¢ USNBINIT QOCIMAGKY NPET NOCTCOHUIME HIPU COOUHU HA CIMOUHOCIN HE RO-
(IR ONEPOSHO UM CIIOUHOCIT 1A ROPBYRAIN 30 CHOMGENT (1IMe ROZUYIL,

= VUaemnukvm e npeocmasun konue na ¢ainono PUSIELICHUC 30 MBPROGUS 1A eOpo ¢
MEQUUUNERU UIOCAUR, ¢ APUIOICCHUC 30 MCOUYUNCKUME UFOCTUS. 3 KROUMO CC ONHAC,

- Yuacmnurvm  npumescasa cepmudpusam  I1SO- 9001 2008 3a koemo ¢ NPUAOIICEH
CHOMGENsE cepmuguran.

- Vuwacmuuyume e npedemasun  doxyyenmu, Yoocmosepasawu - kavecmeomo  na
npedaaeariiime npodykmu (ISO 9001:2008, ISO 13485) na uvemo ua NPOUICOOUMENUME (KON
¢ NPEBOO 1 OBIACUPCKU C3UK 1A Cepmugburamume).

- Nuacminmom e npedcmasur Jexnapauun za cvomeememeue Ha - npedaaedanime
MEAUYURCK I U3DCTUS ¢ UBHCKSAHUSING T Nupexmusa Y3 42 EEC, EC cepmugburam  3a
UHCCMIEOII0 30 NPOOVRIMUME Hd NPOUICOOUNIC. 151,

- Nvoemnurom e npedcmasit omopusayuonny nucsa om APOUICOOUMENUING

- Y UACTHHKBT € MPE/ICTABUI JIEeK/Iapaliis. Ye HeoBXo, i\ uTe KOJTHYCCTBA MEAMIHHCKH
A3 ICIHA A OCHTYPCHH 3a LLeJHs CPOK Ha JI0TOBOPA.

- Y UHCTHHRBT € JICKIAPHPAUL. b4e HAMA /1 101384 O3 bIHUTE],

- Bawjmocerra va odeprara e cvrnacuo oGssenuTe YCIIOBIA.

- Y UUCTHHRDT HPUEMA YCIOBHSATA HE [POCK 0-J10I0BOpA.

14. Odepra Ne 14 na vaactuuka ,,Pugakom™ EQQ | ¢ lnpejacraseHa 3a  odocodena
'pyna 1l ¢ nosuunn NoNe 43,44 u 45: 060coGera rpyna XXI\ ¢ nosuimn NeNo 564-580. 582.
583, 584, 385, 380 u 588: no oGocobena rpyna XXVI ¢ nosuign NeNe 603-616. 619, 620. 622-
641, 642-696. 702-715, 719, 720-781. no ofocobens rpyna XXVII ¢ nmosuimun NoNo 783, 784.
785. 786, 787. 788 u 789: no obocodena rpyna XXX ¢ mosuumi NoNe 825, 826, 832, 851. 852.
$33. 855, 856. 865. 876, 877, 878 1 879; 1o oGocobena rpyiia XXXI ¢ nosuimn NoNe 881, 882 u
W83,

- D(epTara He 0TroBapst Ha IPEABAPHTENHO OOABEHHTE \ CIOBHS OT Bb3/IOMHTC 5.

- Hpraoskeun ca vact ot HeoGxommuTe AokymeHnTH B [k Ne 1 ewraacHo un, 56 or 3011
1Y RASANLSTE B JIOKYMCHTAIMATA 33 Y4acTHE B OTKPHTATA HIPOILC, Ly pa.

- o oTHOWeHNe Ha yuacTHHKA HAMA HATHUME HAa 0GCTOSTC/ ICTRA no wi. 47, an. 1 u ain. 5
T 3011,

- YUACTHUKRBT € HPEICTABII FAPAHLLIS 30 YUACTHE 1101 (horvata Ha napuyna cyma.

- o otHomeHHEe HAa MHHEMAAHE H3HCKBAHMH 34 ICXHHYECKH BB3IMOKHOCTH I
WBAANQH KALMS HA YUACTHIIHTC:

- Ugepmama e co0uparca dorasameicmea 3a onum no nnvaenueno Ha npedyema
TOPLURANIA. Y UGQemIUR LI € nPeACmasiul Cnucsi 1a QOCIAKIme. KOumo cd COHURGU U CXOOHU ¢
ApeoNentd a 0OueCmEenama NOPLYRA, UINBIHCHN NPe3 Nocieonume mpu coounu ¢ mpusa
CORIONCUMCT U ca NPUROIICCHU  YOOCTIOGEPENUs oM noyuameiume a U3BLPUCHAMC
Docmaeke m npuIodcenama capaeka ¢ GUONO. Ye VNACIINEG € UL AOCMAeK npes
HOCICOHINE MPU 2OOUNL HA CIMOTHOCIT RO-MAIKG Om NPOHOZHUAING CIMOTIHOCIN HA NOPBYRAMC
U CHOMBCMHUME ROZUYUL 34 KOUINO YYACmEd.

* Komucuama Roncmamupa, 4e we ca npeocmagen Docmantvuno JOKA3AMeNcmed 3a
H3MBAHEN I QOCMAGKU  HA  CIIOIHOCIHT HE  HO-MAJAKA  On APOCHOZHAMA  CIOUHOCHT 13
[OPPURAING 3¢ COOMGEMNUME ROUNUU 30 KOUMO YHaCHCd, KAKGOMO ¢ MUHHUMUHOMO
suckeane na  Buvsnowcumens npu  doxaseane na MENHUYCCKUME  §VIMONCHOCIMU  3d
1BIbANCH e na nopvukama cveaacno wi.51lanl om 301, nocouenu g Odosnenenuemo 3ia
HopwuKa 111.2.3. TeXHuuecku 6v3.Mouc0C, KAKMO 11 6 OOKY MCHINARUAMA 3a yyacmiie.

- Viwemnusvm e npedemasun konue na eaiuoino PUBPCUICHUE 30 MLPROGUA HA eOpo ¢
HEQUYUNCRI USOCTUA, ¢ RPUAOIACCHUC 30 MCOUYUICKUNE U015, 30 KOUMO Ce OMNUCS,

- Ywaemnurvem  npumencasa cepmugpuram SO 9001 2008 s3a roemo ¢ NPUIOACCeH
COOMBCI Ccepmuguran.
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- Nuaemuugume ¢ npeocmaci  QOKVAeHmu,  YOOCHoGepAGal  KAYeCmeomo 1
npediacaitime npodyikmu (ISQ 9001:2008. 1SO 13483) na uvicmo na npouzsodumenume (konus

CHPEBOO L OBICAPCKU e3UR Ha cepmuduramume ).
= :\’ut't’,'?.’.'u‘h‘f\'?).'}} ¢ !?/)L’()L'N.’U(:‘H.'l ,It’K.'HI[)(H{HH M covomegememeue H[/"L’Uf.’{i’r’(.’:’lHH.’{’
weduyricknuzdetus ¢ usuckeanusima na Jlupexmuea Y3 42 EEC, EC cepmucpuxam sa

NAUECmGo 210 3d RPOOYKMUME Hd RPOUICOOUNEIS.
- Yuuemnurem e npedemasun omopuzayuonnu - nucia om npoussooumenune, ¢
rnovenie na npouzeooumenns MedMira, Canada,

*Ello omuowenue na nosunua Ne 587, yuacmuura e ¢ npeocmagi OMOPUIAHUHOHHO
imuemo o npouseodumena MedMira, Canada .

- o omuowenue na  npeocmuasenume OMOPUdIUL 0m BPOU3COOUME TN
~HiMedia  Laboratories Ltd”, , Biolab Inc " winstitut - Virion\Serion GmbH,
German) ", "Dia.Pro  Diagnostic Bioprobes S.r.l, Ituly” u FL Medical S.r.i”,
ROMUCHS A KOHCIAMUPa ci1e0nomo:

YUACTHHRBT € NpeNcTABI  0TOPI3AIMOHII  HEMa  OT TOpPerocoYeHnTe
HPOMSBO, UITCVIM, KOUTO He HOKPHBAT CPORA Ha BAAWINoCT 24 Mecena 0T AaTtara Ha
CRIOUBANC HA 10Y0BOPA W HE MOMKE /1A Ce TapaHTHPa OCHIYPSABAHE HA HCOOXOIIMITE
ROTHHCCTBL PCARTHBI T ROHCYMATHBHI 0T T¢3H NPOMIEOINTEIH 34 eI CPOK 14
AOCOBOPA 34 00MIECTBEHA HOPBYKA, B C.IVHAIL, Ye ObIC CK.II0CH TAKDLE.

CLIVACHO H3HCKBAHMSTA HA BLIOKUTE IS, NOCOUCHH B T.2.4 (Oropusanmonio
apemo), pasaen boor lpwiowkenne Ne 4, Viasaums 33 43roTBsine na oeprara” or
AORYMEITTAIHSTA 32 YHACTHE, € 3AT0/KCHO CIETHOTO U3HCKBANE: ... OMOPU3AUHOHHO NUCMO
WA OPYe CREHGAICHINEH QOKYMEHM HA UMemo Ha JUHACHITNI G, H30a0eno om NPoU3e00Hme. s
i oriciannua npedcmasumen na npouscooumeIn, Ocicmeant na mepumopuama Ha
Penyonuna Bvacapus, saiuono sa CPORA 34 MH3NBAHENIC 114 D0CO6OPA 6 OPUSHHAA WAl
HOMAPUATHO 346ePEeHO Konle.

- 2 MACTHHKET ¢ HPCACTABHIT ACKIUPAIlis. Ye HCOOXO, HMHUTEe KOIMYECTBA Me/HILIHCKH
U3 1CIHA Ca OCHIYPCHH 38 LIeJIHsl CPOK Ha JIOTOBOpPA. _

- YUUCTHHRDT € JIeKIaPUPAlL. Ye HAMA Ja 10JI3BA O3 b HHTelL,

- Banmmocrra na odeprara e cbriaacio oGssennte YCITOBUA,

- YUACTHHKDLT IPHEMa yCII0BHATA Ha IPOCKTO-/10I'0BOpA

I5. Odepra Ne 15 na vuactuuxa »Hurep busnee 91”7 EQOOJ ¢ npeicraBena 3a
odocobena rpyna X ¢ nosuuun NoNe 99-121: o6ocobena rpyia X1 ¢ nosuumu NeNo 137- 234:
110 obocooena rpyna XII ¢ nosuumn NoNe 235- 243:  oGocodena rpyna XXIV ¢ nosuims No
¥87: 10 vbocodena rpyna XX VI ¢ nosuuun NeNe 684-690. 776. 779. 780.781, 782: obocobena
tpyina XXV ¢ nozummu NeNe 792-801 u o6ocoGena rpyna XXIX ¢ nosunuu NeNe 802 - 818,

o | T(?-.‘]TI'LI];I OTIroBaps Ha NPCABAPHUTEIIHO UGHHCHH‘I'C YCHOBHS OT Bb3JIQIKHTEIIS.

- Hpiiomenn ca neodxomnmure jlokymentst s [auk N | cbrmacHo wi. 56 or 3011 u
Y RAHIATL B JIOKYMCHTAIMATA 38 YHACTHE B OTKPHTATA TIPOILLC [ Pa.

- o oTHOLICH e HA yyacTHHKA HAMA HaHuMe Ha OGCTCA1CCTBA [0 Wi, 47, ar. | Hans
or 3011

- YUQCTHUKBT € IPeJICTaBU rapaHilis 3a yuactue 1o.0 opmara Ha OaHKOBA rapaHLius
saaHa o 30.05.2016r.

- [0 otHoweHHe  HA MHHUMAIHN U3HCKBAHNSL 33 TeXHHYECKI Bb3MOKHOCTH |
NEBATHQHRAIAA HA YIACTHHIHTE:

- Odhepmama cvovpaca doxasameicmea 3 onum no 1 AbAHEHICmo Ha npedvema Ha
AOPBYKANG, KAdIno Chifls ¢ HPL’()('.‘}H!(J’U.I CRUCHBN HA dOCMAGKLN ¢, KOWINO Cd CONARGH U CXOOH ¢
npeoMeniu na ()(;i{{t-’t'flH)‘L’H(HHU ROPBURA, UZRBANECHU npes nociednume IHPH COOUNU COOUHN U o
IPUIOICI It voocmosepenus  om - noiyyameiume 30 uzewpuenama  00cmaskd. (Om
NPRLTONCCH NG CHPUGRA ¢ GUOHO, Ye YHACIMNURA € UZNBIAHUL DOoCInasKy npes nocieonunme mpii
COOUNY i cmounocm e RO-Mdira  om HPOCHOZHAM CIOUHOCH Ha  nopwuykama  3d
CDOIGENNINE 1) JUL.
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- VHACIHUKDM ¢ NPeOCnAsI KOnle 1a 6a1l0HO Paspeuenie a MuPeocUs Ha eopo ¢
MEOUWUBCA T UZOCTUA, ¢ IPUTONCCHUC 30 MCOUYUHCKUME UZ0C 1S, 30 KOUMO ¢e OMHACH.

- Vuaemnunvm npumescasa  cepmucpuram 1SO 90012008 3a woemo e npUIOdNCeH
CHOMECNIs cepmughuxam.

- Vuaemnuyume e npeocmasui  doxyaennmu, Yoocmogepsagalu - Kavecmeomo  ia
npedaacaiiiime npodykmu (1ISQ 9001:2008, ISO 13485) na uviemo na RPOU3COOUMETUME (KON
CHPEBOU 1 OBAUPERU €3UK HA Cepmuduramume).

- Vvaemnukvm e npeocmasun deknapauuu 3a  cvomeemcmene i npeoiaanume
HEeOUYUICST uzdeaus ¢ usueneanusma na  Hupermuea Y3 412/EEC, EC cepmughuram 3u
CHHCCmEONIO 34 IPOOYKINIME Hd NPOUICOIUNICIS.

- Yuucmnurom ¢ npedcmacit omopuzayuonu nucsa o NPOUZEOOUMETUME .

- ) HACTHHRDBT € HPEICTABHI JICKIApallist. 4¢ HeoOXO (I \HTE KOIHYECTBA MEHIMHCKH
U3 ICIHMS Ca OCHTYPCHH 34 1IC/IMS CPOK Hal JI0I0BOPA.

- YHACTHUKDT ¢ JICKIapHPAIL. Ye HAMA J1a 101388 O3 b, 1 HHTe).

- Bananocerra Ha odeprara e ¢briacuo o0sseHuTe YEIORBHS,

- Y UACTHHKBLT NIPHEMA YCI0BHITA Ha IIPOCKTO-10rOBOPA.

16. Odepra Ne 16 na vuacrunka ,,/lane @apua”™ EQO/ ¢ pejacrasena 3a  obocodeHa
'pyua XNIV ¢ nosuunn NeNe 564, 565, 570, 571, 572, 573. 574. 575. 576. 577. 579. 580. 381.
782, 583, 384, 585, 586, 587. 588: no 06ocobena rpyna XXVII ¢ nosunuu NoNe 785, 786. 787.
788. 789, 791.

- Odeprara oTroBapst Ha IpeABAPHTEIHO 00SBEHHTE YCIIOBUS OT BB3MOKHTEIS.

- lpuiokenn ca neobxoammure nokymentd B [link Ne 1 ebraacuo 4. 56 ot 3000 H
Y KASAHIATA B JOKYMCHTALMATA 38 YHACTHE B OTKPUTATA MIPOLIC (\ P,

- o orsomenne na yuactuuka HAMa HaMuKe Ha O6CTOAICICTBA 110 YL, 47.an. l nan 5
o1 3011

- Y UUCTHHKBT € IPE/ICTABII FApatilst 34 YUacTHe 1o (opmara Ha mapHYHa CyMa.

- [0 ornowenue Ha MHHUMAMHH W3MCKBAHMS 3a 1 CXHHYECKH BBL3MOKHOCTH I
RBATHQUEAUAS HA VIACTHHIGITE: '

- Odepmama cvovpaca ookazameicmea 3a onum no w:nsinenueno npedema Ha
AOPLURUNIU. KAMO COUUA € NPOCMUABHT CRUCHK HU DOCINAGKIINC. KOUMO Ca CONURGH 1t CXOOHY ¢
APZOMENIG el OOWeCMBCHAMd NOPBURA, WNDIHEH APes nocIeonume mpu- cooun u o ca
HIZIHLONCEHT PASICH AR 34 USIbANCHUMe 00cosopit om peuciinpa na AOTT.Om npuioycenama
CHPAGKA ¢ GUONO, He YHACINURA ¢ USNDANILT JOCIMAGKU NPe NOCICOHUNE mpu eoounu na
L‘ﬂ'fi(}l‘{n'('(lt'ﬁi HE HO-MAIRG 0m RPOSHOZH N cmotinocm HA NOPBYRKAIMA 3¢ CLOMECHINUNIC ROZUYLU.

- Vuaemnuwom e npeocmasun konue na eaiuono Paspeuienue 3a movpeosus a eopo ¢
MECOUUUKCR I U30CNUS, ¢ NPUTOACEHUE 3G MEOUYUNCKUME UFOCTUS, 30 KOUMO CC OMNUCA.

- Vuaemuunsm  npumescasa cepmuchuram 1SO 90012008 3a roemo e RPUITOICCH
Shameentivi cepmugduram,

- Vwacminagume e npedemasii Qokyvenmu, Youcnosepasai KAYCCmeomo  ita
pediacdr.iime npooyimu (ISQ 90012008, 1SO 13485) na wvienio g npouzcodumeIume (Konus
S NPeBOd 11 OBACUPCRI C3UR HA cepmudunamume ).

- Yuacmmuwem e npeocmasur Jexrapauun 3a cvomeememene na npeoaacanume
Weduyuiesi uzoeaus ¢ usuekeanusma na Jupexmusa Y3 42'EEC, EC cepmuchuram 3u
NAUCCMEONIO 3¢ POJYKIMUNE HA APOU3EOOUNME. 1.

- Yuucmmurnvm e npeocmasua omopusayuonnu nuevy o APOUZCOOUMETUME .

- (HCMHURBIN ¢ npeacmaclil Konue e NPOCREKNIN 1t h’f}(’l’)_x’(h'(Hl’H.’.’.’(’ MCAUYHHCR
HROCTUHA.

- YUACTHHKDLT € NPEeACTABII ACKIAPALNA. 4¢ HEOONO UNMHTE KONHUCCTRA MEIHLMHCKH
M3ICIHS Ca OCHIYPEHH 33 [Ie/IHs CPOK HA JI0roBopa.

- VUQCTHHKBT € JIeKIapupall, e HAMa Ja [10.1382 [OH3I b HITE,

- Baanmocerra va odeprara e ¢briacHo 0GsBeHHTE YCJIOBHSL.

- YUUC THHKDBT [IPUEMA VCIIOBHSTA Ha MPOCKTO-10r0BOpA.

22



17 Odepra Ne 17 na yuacriuka w/labere Hukenepunr” QOJ e pe/icTaBeHa 3a
vbocodena rpyna I ¢ nosuuun NeNe 1-29: obocodeHa rpyie [ ¢ nosuimn NelNo 30-45: 1o
vdocobenu rpyna 1V ¢ nosuimn NeNe 48-61: odocodena rpyua VI ¢ nosumun NeNe 71-79: 1o
0ocodexd rpyna X1 ¢ nosuipm NeNe 235-243: obocodenu 1pyna XV ¢ nozuimn NeNo 248-
25390 obocobena rpyna XVIII ¢ o3 NoNo 298-307: obocodena rpyna XIX ¢ nosuimn NoNo
308-312: oGocobena rpyna XXIV ¢ nosuuun NoNo 572, 573. 582, 587. 588: ob6ocobena rpyna
XXXVI ¢ nosnunn NeNe 980-986: 060coGena rpyna XXXVII ¢ nosumun NeNo 986-991 .

- O¢eprara orrosaps Ha IPEIBAPHTEIHO OOSBEHHTE YCIIOBHS OT BB3I0MKHTES.

- Hpuiokenwn ca neodxonumuTe AokymentH B Ilnnk N 1 cwriacho wi 56 ot 3011 u
+RIBAHITLL B JIOKYMCHTALMSTA 33 YUACTHE B OTKpHTATa Mpole 1y pa.

- Ho ornolnerne na vuactuka Hsma Hall4ne Ha obcroarecTsa no wi. 47, an. 1 u an. 5
o1 3011.

- YUUCTHHKET € IpeACTABN] FAPAHIIHA 32 yaacTHe oA (popmaTa Ha APHUHA CyMa.

- o orHowenne na MuHHMAaIHH IBHCKBAHHS 32 TeXHHYECKH Bb3MOKHOCTH I
NEAIHQILAIHA HA YYaCTHHIIITe:

Ly ()(,';,'l‘_.’lfifcff.?t‘{l ('T)()?z/’?.)!('(f JORA3ame 1cmaead 3a OQRUM 1O LDIIHCHUCING Hel H/)(.)()_U{’H?{f Hd
{OPDURGIICL RAMO CoUs ¢ npedcmasil cnucsk ia QoCmaerinie. KOWmo ca COHURGU U CXOOHU ¢
npeaMena He l')ft'”f(’{'”H)'(’”C””(f ROPBYRA, UZROANCIH L napes nocednume mpi COOUHU 2OOUNHU U &)
W2UHTONCCH I _l'()()('.’”{)()’(’ﬂ(‘.’u’H}I onm noayyame.iime 514 HU3GDPRULEHAM docmacra. (m
ARHAONCCH AN CIPpasra e suono, ye VHUACITHUKNG ¢ UINLIMIUT ) JOMAGKLU npes nocieonume mpiu
COOUHU 11t CMOUHOCM e NO-MAaIka om npociosnama  CmoiHoem  na - nopvukama
CHOMBCINNIIME NO 3L,

= "*u’a'.’?l.’h’lh‘hi.’] e npedenidelll Konie HAd GUITUOHO paspenienue 3 INLPSOGUS H L’()'D() {3
HEDUYUNCRU HZOCNUA, ¢ BPUIOHCEHUE 36 MCOUYUHCKUME U300 13 3 KOUMO e omuacs.

- Yuacmnurvm npumercasa cepmudpuram 1SO 9001 2008 3a roemo e NPULONCCH
chomeenis cepmugunam.

- ‘IU'L'JNHH?[HH?(’ ¢ H[)L‘.()C'H.’H(;‘H.'-' ()()I\l‘h‘.ll’(’i”””. B ‘()(i("!!(){)’L’])}I()'HH{H Kauecmeomao  Ha
pediaacaniime npodykmu (ISO 9001 :2008. 1SO |3 483) na uvemo na npouseodumenume (konus
CHPEGOO 1 OBACAPCKU C3UR HA cepmugburamune).

- HUHCMHUKBIN ¢ I?f)(’()('f”(ﬂa’!t,]' ,'Y(’I\'_'l(lpﬂl“lll a cvoineemcmete i N/)L‘().'.'(h’(HHHH('
WEQUYIIICK Y w3denus ¢ UIUCKGANUAMG  H Hupexmuea 93 42 EEC, EC cepmughuram  za
WHECIGOHIC 34 IPOOYRININE HA NPOLEOOUNE. 151,

- Yy IR BIN ¢ .".’P(_‘UL'H.’H(H.",'.' QIMOPUZUHONHN NUCM U CAERPOUICOOUINE LN |

- '\"ILIC'I‘IH-II\'h'l' C HIpeacraBull .‘ICI\'.’IHPHLUISL e HL‘OG.\'U,U:\III[‘C KOJIMYCCTBA  MEIHUHHCKH
M3 GRS a4 OCHIYPEHH 3a LeJIHs CPOK Ha 10roBopa.

- YUUCTHUKDT € JeKIapupalt, ye HaMa fa HOI3BA HOMN 3L IHHTEIL.

- Barnanoerra na odeprara e exriacio 00ABEHUTE YCIIOBIA.

- VHUCTHHKBT IIPHEMA YCIIOBUSTA Ha MPOCKTO-/1010BOPA.

18, Odepra Ne 18 ua ysacrnnka WMeanunnesa Tevinka Hikenepunr” Q0J[ ¢
PedCTaBcia 3a odocobena rpyna XXV ¢ nosummn NoNo 590. 591, 592, 593, 594, 596. 597.
598, 599. 600, 601.602; 060codens rpyna XXVI ¢ nosumun NeNe 631-677: o0ocobeHa 1'pyna
AXX ¢ nosuimn NeNo 825, 826. 827. 878, 829, 830. 831, 832. 835. 836, 837. §38. 855, 856, 861
862. 863. 864. 865. 868.

- Odieprata oTropapst Ha HPCABAPHTETHO OOSIBEHHTE YCIOBHS OT BB3IOIKHTENS,

- Hpiomenn ca neobxommmute AOKyMeHTH B [Lnuk No | ebraacho wi 56 ot 3010 u
Y RBAHKATL B IOKYMCHTALHSTA 30 YHACTHE B 07 KPHTATA HPOLLC [ il

- 1o orHOwenne na YHACTHHKA HAMA HAM4YHe Ha 06CTOATCICTBA O Wi, 47, an. 1 u an.
or 3011,

- YUUCTHHKDBT € MpeIeTaBu)] TAPAHIIIA 32 y9acTHe H04 (GopraTa Ha napuyna cyma.

- Ho oTnoweHHe Ha MHHEHMATHH IBHCKRBAHHUS 32 TEXHHYECKH Bb3MOKHOCTH I
I{Ba.flll(pllllellll}l HA VHACTHIHIHTC:

o
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- Odiepmama codvpaica okazamercmea 3a onum no UINBLIHCHUENo HA APEOMemd i
NOPBURANIL, KUMO CHUUs € NPeAcmacul CRUCHE id QOCMAGKLINEG KOUMO ¢ eOHAKEU U CXOOHU ¢
JIPCOMENE Td OOMeCMBEHAMA NOPBYRA, WINDINCHU APE3 ROCICHUME MPU 200UHU 200UHI 1 ¢
APUAOACCH I yoocmoeepenus  on ROAYYAmeAume 3 usebpuienama  Qocmackd. Om
APUIOACEN Cmd CRPAGKA € GUOHO. e VYACIIHUKA ¢ USNBANIL QUCHIABKY APE3 NOCICOHUMEe mpu
COOUHU 1t CMOUHOCH He  NO-MAIKA 0N APOHOZHAMG  CIOTHOCM  HAd NOPLYRAMA 3
CHOMGENNIUME NO3UYUL,

- VRACmHURDM ¢ npeocmast Konue 1nd 6AIUONO PA3PEUICHUe 3 MBPeOGUs. HA eOpo ¢
VEDUYUICNU UZOCAUA, € IPUTONCCHUC 30 MCOUNUNCKUME U3OC TS, 3 KOUMO ¢ OMHACH,

- Yuacmnuwem  npumescaca cepmugpuvam  1SQ 9001 2008 3a koemo ¢ RPUIONCCH

DOMGENL A Cepmughuram.

- Nwacmuingume ¢ npeocmaGlLt - QORYMCHI,  YOUCTHOGEPAGII  KAYeCMEOMO  HA
npediaearime npooykmu (ISO 9001: 2008, ISO 13485) na wvemo na npoussooumeume (konus
CHPEBOO 1A OBACAPCKU €3UR Hd Cepmuguramume).

- Vuaeminem e npeocmacun exrapauuu 3a  cvomeememene na npediacanine
vedmpoiesuusoeaud ¢ usuereanusima na upexkmusa Y342 EEC, EC cepmughunam 3a
RAHCCIGONIO 30 NPOOYRIMUINES HA NPOUCOOUME. 15,

- YULemHuRLm e npedcmas oMopUIAYUONNL NUCMA (11 HPOUCOOUME UG .

- YUACTHHKBT € NPE/ACTABHII JACKIAPALMs. Y¢ HEOOXO, (HMHTE KOIHUCCTBA MeMIUIHCKH
ABTCIHS Ca OCHTYPEHH 34 LE/IHs CPOK Ha 10I0BOpA. '

- YUAC THHKDBT € JACKJIapHPalL, Ye HAMA J1d [T013Ba MO/ 31 b, IHUTEI.

- BainisoerTa na odeprata e ¢briiacHo 00SBEHITE YCIOBIL,

- YUACTHHKDT IPHeMa YCIOBHSTA HA TPOCKTO-10rOBOPA.

19. Odepra Ne 19 na yuacrnnka ,,/JAnaxem” QO] ¢ npeerasena 3a obocobena rpyia
AN ¢ cosumun NoNo 5536-563.

- Odeprata oTroBaps Ha MPEABAPHTEIHO O0ABEHITE YCIIOBHS OT BL310KHTEIS.

- Lpiiokenn ca neobxoaumute jpokyment B [hmk N 1 ebriacuo ui 56 or 30101 u
S RABQHUATY B NIOKYMCHTALMATA 33 YHACTHE B OTKPHTATA IIPOIE Ty Pa.

- [lo orHOWeHNe Ha yuacTHHKA HAMa HaTuume Ha obcTosirencTsa no wi. 47, am. | u ain. 5
T 30I1.

- VULCTHHKBT € NPE/ICTABUI FAPaHIiMs 3a yuacTie 101 Gopvara Ha [apu4Ha cyma.

- U0 OTHOWCHHE Ha MHHHMAIHM H3HCKBAHHS 33 [eXHHUECKH Bb3MOKHOCTH I
NBATH(URALMS HA VYACTHHIMTC:

- Odgiepmama cvdbporca Qokazameicmea 3a onum no HBNBAHCHUCO Hd npedema 1
NOPOURUNIA, KRAMO COUUS € NPEOCINABILT CIUCHR HA QOCMABKUNIE. KOWMO Cd COHARGH 1 CX0ON ¢
UPCOMENA Hd OOeCMEENama NOPLYRA. UIMLANCHU NPE3 ROCTEONUME MPU 200UNU 20OUNU 1 ¢
HoCodeH I HOCHMuUGURAyUOnNIme NoMepa ¢ peeucmupa na AOLL Om npuaoscenama CRpUGKA ¢
HOHO. E VUACTTHURA € USNBIHIT QOCIIAGRU NPE3 ROCICONUME MU 200U HA CMOTIHOCHT He No-
HCLTRA O HPOSUOIHAMA CIOUNOCHT HAd ROPLYRAMU 3 CHOMGE LTINS NO3UYLIL,

T VHACIIIIRDIT ¢ NPCOCMABUT KORWE Hd 6UTUONO PAPEUCHUC 30 MBPROGUS Ha COpO ¢
MEQUYLNC KT UZOCUA. € NPUIONCCHUE 30 MCOUUHHCKUME U3OCTHS. 30 KOUMO C¢ OMIUCS,

- Yadaemmurem npumexcasa cepmucpuram 15O 9001 2008 3a koemo ¢ NPUAOICEH
Chomeenis cepmuguram.

- Yudcmmume ¢ npedcmacit QOKYMEHmMU,  YOOCINOGEPAGUUU  KAYECEOMO 1
npediacariime npodykmu (ISO 9001:2008, ISO 13485) na wywemo na npouseooumens (konus ¢
IPCEOO TG OBACAPCKU €3UK HU CCPMUPURAINUME ).

- Yuaemmurom e npeocmasuy Aexaapauun 3a  cvomeemcemeue i npeoaaeanme
eouyunentuz0eaud ¢ usueneanusma na qupenmuea Y3 42 EEC, EC cepmucghuram 3
KAYCCMEONO 3d APOAYKINUME HA NPOUICOOUNC.IH.

- Vuacmuurem e npeocmasul OmopusauoNHo  RUCHo  om npouscooumenn ., DiaMed
GimbH ™
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- Yawcemnurkem ne ¢ npeocmaesun konue na doKysmenn sa peeucmpauus no 30C uau
oeraapauiia, we ne e peeucmpupan no 37(C.

- Y UACTHHKBT € HNPE/ICTABAI JACKIAPAILISL. UC HEOONO, IMITE KOMHYeCTRA MEJIHIIHHCKH
H3ACIHA ¢ OCHIYPCHH 3a LIC/IHSI CPOK Ha J0roBopa.

- YUUCTHHKBT € JICKIAPHPAIL, Ye HAMA [ TI013BA O3 b HHTE,

- Bawnocerra va odeprata e cbriaacuo odsseHire YCIOBHSL,

- YUUCTHHKBT NpHEeMa YCIIOBHSITA Ha POEKTO-10r0BOpA.

20. Odepra Ne 20 na ywacrauka »lavmgop Brarapus™ OO/ e npeacrasena sa
docobeta rpyna Il ¢ nosuumn NelNe 40, 41, 43, 44: oGocoGena rpyna Il ¢ nosuums Ne 46:
vdocoteta tpyna XXIV ¢ nosmimn NeNe 564-578. 582 583, 585, 587. 588.

- Odieprara He 0TroBapst Ha OpeIBAPHTEIHO OBSIBCHITE VCIIOBHS OT Bb3IOIKHTENS.

- Hpnioxkenn ca vact o1 HeoBX0MMUTE AokymentH B [k Ne | ewraacno ui. 56 or 3011
1 YRasatnsTa B 10KYMEHTAIMSTA 38 yHacTHe B OTKPHTATA IIPOIIE,1ypa.

- llo oTHOWEHKe HA yuacTHIKA HAMA HATHUYHE Ha obcroarenctsa no wi. 47, an. 1 u an. 5
or 30I1.

- Y HOCTHHKLT € IPEACTABHIL FAPAHILHS 30 YUaCTHE 101 (hopaaTa HA napuyHa cyma.

- o omHouienne Ha MERMMATHN U3HCKBAHNS 34 [CXHUMECKH BLIMOKHOCTH 1l
REBATHQUAIMS HA YYACTHILITC;

- Odepmama cvOvpoica dorasameicmed 3a omum no wsninenuemo na npeoviema ia
TOPLURANI. KAMO Colfus ¢ npedcmasil CnuCsK Ha QOCMAGKUNE, KOUMO ca eOHAKGH 1 CX0OH ¢
APCOMENI 1d OOIeCMEEHAMa NOPLYKA, UIHBAHEH npes nocieonume mpu 200U 200UHU U ¢
focoueni uoenmudurayuonnume novepa 6 pecucmupa na AOIT. Om APUTOJICEHAMA CRPAGKA ¢
GUDNO. e VHACTNURG ¢ USHBINUT QOCIAGKY 1IPC3 NOCTCONINIC MPU 2OOUNN HA CIMOUHOCT He No-
HEHIRACORT SPOSH oS CIIOUHOCI HU ROPVYRAINA 30 CHOMGEN1UNe N0 Uy,

= Vudemnukoem e npeocmacut Konue na 6aiuono PUspemIcnue sa mopeosus na copo ¢
VEOUHHICKN USOC.UA, € APUTONCCHUC 30 MCOUNUICKUME U30CIIS, 30 KOUNIO ¢ OMHUCS,

- Vuaemnuwom  npumescasa cepmudpuram 1SO 9001 2008 3a roemo ¢ NPUAONCEH
DOMGENIL cepmughuram.

S HACHINURDM ¢ Apedemacul  Qoky.enm, Yoocmosepasaug - kauecmeomo i
ipediacaniime npodyvent (1ISO 9001:2008. I1SO 13485) na wvemo na NPOUBOAUMENS (KONUSL ¢
IDCGOO 116 OBAAPCKU C3UK HA CCPMUPURAMIIME), ¢ UIKIOYCH 1 10l npouscooumeume Biokit™
o Vidia ™

Komucusira konerarnpa, ue yuacrnuwnr YHACIBA 34 4MacT 0T pearTHBHTE I
NoncymatusuTe ¢ npowssoaurenst ,,Biokit” u ,Vidia”, 3a xouto HPOU3BOJANTECH He ¢
fpuaoken ceprudurar no 1ISO 9001:2008, 1SO 13485:2003 wim eRBHBAJIEHTEH. 3a Tesn
HPOMBBOINTENT YHACTHHRBT € NPHIOKIT BCHYKH JAPYTH HE00X0/MIE JOKYMEHTH.

Criaacno muckBanusta nHa BLITORHTE IS, nocowenn B 1. 2. Munnma nn
MBHCKBAHIG 32 TEXHHYCCKH BBLIMOKHOCTH 1 RBATHQUKRANIS HA YUACTHHINITE ChIVIACHO
3OIT o1 Hpuaoxmenne Ne 4 »YRA3AHUSE 32 HOAIOTOBKATA 1A odeprara” or
(ORYMEITTUIHATA 32 YUACTHE, € 3AT0AKCHO KATO MHHHMAJINO H3HCKBALE: e YUacmnuyume
C1eosa Odu npedcmagam OoKymenmu, yoocmosepasagu  Kuvecmeomo na npedaacanume
npodyknue (ISO 9001:2008, 1SO 13485 wiuwau Opyeu  ereueaIenmuu  cmandapmu, ¢
APUAONCI L Ime CAPHAN) HA UMEMO Ha NPou3cooumenn (Konus ¢ nPecod Ha ObAZAPCKU ¢3UK
na cepmupuramiine)”.

- Yuacmnukem ¢ npeocmasun Aexnapanuu 3a cvomeenmcmeue na npedaacanime
MEduyIIeNtuzdeus ¢ usuekeanuama na {upexmuca Y3 42 FEC EC cepmudhuram  za
RAUCCMEONIO 30 NPOOYVRINUME HA RPOUICOIUIMC.15.

- Yuaemuunom e npedemaci OMOPUAYUOIING NUCMU 001 IPOUIGOOUNEIUme.

- 1o omnowenue na  npeocmagenume Omopusauuu om npPou3seOUme e
wBiokit”,  Adaltis”, ,Vidia” u Savyon”, komucuama RONCIMamupa c.1e0Homo:
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X VUacTHHRBT e HPCICTABILT 0TOPH3ALHOHAO tiiemo o1, Muerpymenteiimbi

Jaboparopn CuA, Beppen Kamubnun®, ¢ koero cwnusic yirsimomomasa L aviaop
brarapus”00/1 jna suacs, PASHPOCTPANSIBA, NPOAABA 1T PErHCTpHpa HPOAYKTHTE HA
Huosa u buoxnt u 1a yaacrea i 1 PLARHI IpOUeypH , Koero e B enia 10 31.12.2016r1. O1
HARA MPCICTABEHOTO OTOPH3ALMONNO HHCMO HE CTABA SICHO CCTECTROTO HA BpbLIKATA
veR1y Suerpymenreiinrsn Jdaboparopu CuA, Bepden Kamunuu” u NPOH3BOANTE5
Biokit ..

B rasn Bpuika komumcnsita CanTa, Ue 1o OrHoMIeHHEe Ha JIOKA3BAHETO Ha
vropusaist or G Biokit |, , caeasa aa Gniae HPEICTABCHO OTOPH3ANMHOHHO THCMO N
CRBHBAICINTCH JIORYMEHT, IOKA3BAIL OTOPH3ALUINTA HIIH FEPIOBCKOTO NPEICTABHTEICTBO
ua yHuerpymenreiimnu Jladoparopu CnA, Beppen Kamnnuu™, m3pamno 0TOPH3ANHOHHOTO
(IHEMO 1K1 12 0BJe MPEICTABEHO NMbJIHOMOUIHO, HOIMHCANO K HOAIEHATAHO OT JHICTO,
HPCACTABAsMBAINO npoussoauTeas ,Biokit ,,, o1 KoeTo na ¢ BHIHO, ue ,,Mucrpymenreiimnn
JaGoparopu  CnA, Bepden Kamnwun™ e OTOPH3HPAH  [PEJICTABHTE HA  TO3H
POM3BO, BITTET,

TUYuactuuRbT e mpercraBma o1 OPHBALUNOHHIL  IIHCMA 0T ropenocovennre
"PON3BOUITENN, KOHTO He NOKPHBAT CPOKa ua Bagwiucer 24 Mecend 0T Jlarara Ha
CIUTIOMBANC HA JLOIOBOPA M HE MOMKCE 12 C¢ Fapanrupa ocurypsasade Ha HeoOXoQuMHTe
NOMHUECTEA DEARTHBH I KOHCYMATHBH 0T Te3n HPOHIEOAMTENN 34 HeJIUsl CPOK Ha
AOPOBOPA 3a obuLeCTBEHA NOPBLUKA, B Cayuail, de Ob1e Crarotien raxei. IIpeacrasennre
UTOPH3ANLOHHIL IIHCMA €A Cbe CPOK Ha Baauanocer, « wumenno: or L, Adaltis” oo
16.02.2010¢., om ,, Vidia"sa nepuoda 20142.-20152. u om " Savyon” 3a nepuooa 2014..-
2015,

Cohimeno wsuexkBaunsta na BB10ARNTE S, Hocotcnn B 1.2.4 (Oropmsaumnono
kemo), pasaen boor lpuaowenne Ne 4 » Y RAIAHUSL 30 U310TBSINE Ha odeprara” o1
ORYMEHTALIHSATA 30 Y4ACTHE, ¢ 327107KeH0 CI1e/IHOTO H3HCKBAHE: we Omopusayuonno nucmo
W Opye eReUeaICHMEN QOKYMENM Ha UMEno 1ta JHACMHUKG, U30A0eHO 0m NPOU3COOUIMe s
Wik ohunnaanuns npedcmasumen na npouseodumenn, oeicmeaiy na mepumopuama na
Penyoaune Bvacapus, earuono 3a CPORA 30 usnvanenue na docosopa 6 opuunan i
HOMAPUALIO 308¢PeHO Kone.

© ) TACTHARDLT ¢ NPEACTABHII ACKIAPALMS, 9¢ HEOBXO. I MHTEe KOTHUCCTRA MEC/IHUHHCKH
AACHIA (0 OCHTYPEHH 3a LeTHs CPOK Ha JIOroBoOpa.

- YUUCTHUKBT € JeKkaapupalt. e msiva ja NOJI3BA [OAM3II L. IHUTEIL.

- Baswanocrra na odepTata e ChIIACHO 00ABEHITE YCIIOBHS,

- YUUCTHUKBT IpHeMa YelIoBHsITa Ha MPOEKTO-10r0BOpA.

21. Odepra Ne 21 na yuacrtunka »ABJI Codus™ EQO ¢ lipeacraBena 3a  00ocodeHa
pyia e nosmun NoNe 1- 23, 25, 26. 27. 28 u 291 0docobelia rpyna 11 ¢ nosuumn NoNo 30-39,
1344 w45 06ocobena rpyna Il ¢ nosuug No 46, o6ocoben: I'pyua [V e nosuumm NeNo 48, 49,
30. 55, 536. 57 u 61; o6ocobena rpyna VII ¢ nosumm NoNe 71-79: obocobena rpyna VI ¢
nosurn NoNe 80-94: o6ocobera rpyna XI ¢ mosuwnn NeNe 122, 123, 124, 125, 126, 127, 128.
129, 130, 131, 132, 133, 134,135 u 136 odocolena rpyna Xl ¢ nosummn NeNe 235. 243:
ooocobenu rpyna XVI ¢ nosuumn NeNe 260- 278. obocodena rpyna XXX ¢ nosuiuu NeNo 8§32,
835.836. 338, 841, 847, 849, 851. 852, 853, 855. 856. 857, 858, 8359, 860. 861 u 867.

- Odieprara orrosaps na PCABAPHTCITHO OOSBEHNTE YCIIOBHS OT BB3I0IKHTENS.

- Hpowenn ca veoGxonumure Aokymentu B 1k No | ewrnacko wi. 56 ot 30107
YRBARRATL B JOKYMEHTALMSITA 32 yYaCTHE B OTKPHTATd MPOLLC. [y pa.

- Lo ornotnenne ua vyactinka nsva hamaane ga oderoarenersa no wi. 47, an. | w an, S
T 3011,

- YUUCTHHKBT € npe/cTaBmIl rapamuus 3a yuactue noj gopyara va Mapu4Ha cyMma.

- o otnowenne na MumHEMagHn HBHCKRBAHHSL 30 TCXHHYECKH BBL3MOKHOCTH W
NBAII QNS HA VYac THHIHTe:
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- Odwpmama cvovpoca doxazameiscmesa sa onum no LBNDANCHUCO Ha npeovema Ha
HOPDARGNI. KAMO CoUust ¢ npeocmasitt CRUCHR 1A JOCIACKINe. KOWMO ¢ COHARGU U CXQOHU ¢
APCONMECIE 11 OOUCCMEENAMa ROPBYRA. UINLANCHY APes nocieanume mpu 200UHU 200UHU U Ca
ADULTOHCCH 1 Yoocmosepenus — om - noayuameaune 3 usswpuenama  oocmacra. Om
APUIOCCHdmMA CIPAGKA € BUOHO, Ye YHACIIHURA ¢ U3NLANIL OOCINUGKY npes nocaeonume mpu
COOUHU  Ha - CMOTHOCM  He  no-uaika  onm Npoenosiama  CmouHoOCm  Ha NOPBURGMA 3
Coomeenu ime no3uLL.

- Vuacmuurvm e npeocmacun konue na BUTUOHO pazpelenue 3d Mupeocust Ha eopo ¢
MEDUHUNCN I UZ0CTUS, ¢ APUTONCCHUC 30 MEOUWUNCKUME UIOCTUS. 30 KOO ce ONHAUCA.

- Vewemsm npumescasa cepmuchucam ISO 9007 2008 3a roemo e NPUAONCCH
BOMMGCIN L cepmughunan.

- Ywaemnuyume ¢ npedcmaciv QORVMECNINU,  YOOCMOGePSIGAll  KAYeCMEOmo
npedadeariime npodysmu (ISO 9001: 2008, 1SO 13483 na LNCING N MPOUIEONUMC e (KOs
< HPEBOO 11d OBIAPCKU e3UK Ha cepmughuraniume).

= VYuacmmwnsm e npedcmasun Aexnapayuun 3a cvomeememeue na npeoaeanimne
VEMYUICRY U30CAUS ¢ UBUCKGAHUSAMA 1 Hupexmuea 9342 EEC, EC cepmupuram 3a
RHACCMGONIC 34 POOYKMUME Hd RPOU3COOUMEe. I,

- Yusomnukem e npeocmasu OMOPUSAYUOHNU RUCMA Ol IPOU3EOOUMETUING |

) MACTHHKDBT € NPeACTaBHII ACKIAPALMS. e HEeoOXO L iTe KOJIMYECTBA MEAHIHHCKH
WHICIHA  Ca OCHIYPEHH 32 LeNUst CPOK Ha J10I'0BOpa.

- YUACTHUKBT € JeKIapHpall. e HaMa J1d 1101382 HOMH3II L IHHTE].

- Basmamocerra va odeprata e ebriacio 00ABEHHTE yCiIoBMS,

- Y SUCTHHKBT IPHEMa YCJI0BHSTA Ha POCKTO-10I'0BOpa

22, Odepra Ne 22 ma yaactiuka L, Eamak - Jlunon™ EOOQJ e [pe/icTaBeHa 3a
voocodeHt pyna | ¢ nosuuun NeNo 1.2, 3. 4. 5.6.7,8.9,11. 12, 13. 14. 15. 16. 17. 18. 19. 20.
21,22, 23. 25, 26. n 27; oGocobena rpyna Il ¢ nosuumu NeNe 3031, 32, 33. 34, 35. 36. 37. 38,
40. 43, 44 11 45: oBocodena rpyna I ¢ nosutus No 46; o6ocobena rpyna IV ¢ nosumun NoNo
9. 50, 55. 56, 57 u 58: oBocobena rpyna XII ¢ nosummun NeNe 533, 534, 535, 539, 540, S41.
342, 543, 544, 545, 546, 547. 548. 549 u 350: oGocobena rpyria XXVI ¢ nozuuun NeNo 603.
004, 605. 606. 607. 608. 609. 612. 614. 631- 679. 681. 683: vSocodena rpyna XXX ¢ nosuyun
NeNe 851. 852, 853. 855 u 856.

- Odicprata orrosaps na NPCABAPHTE/IHO OOABECHUTE YCIOBIHS OT Bb3JI0MKHTES..

- Upinokenn ca neobxoammure AokymentH B Hmuk No | ewrimacno w1, 56 or 3011 u
Y RASAHIITL B IOKYMEHTALMATA 30 yYacTHe B OTKpUTATA [poLe 1y pa.

- lo ornomenne na yyactunka nsiva Hamavne Ha oberoarencrsa no wi. 47. an, 1 w ai, S
ot 30I1.

- VUUCTHHKDT € npejieTaua FAPAHLAS 34 yuacTue nojt hopmaTa Ha HA GAHKOBA Fapanis
SaHA 10 16.05.2016r.

- o ornowenue na MUHHMATHH  HM3HCKBAHUSL 33 1C0XHHYECKH BB3MOKHOCTH K
NBATHQHKAIHS HA YYaCTHHINTTe:

- Odiepmama cvovpoca dorasamercmsa 3 ONUM A0 WD IHEHUCMO Ha ApedMema Ha
NOPLYURANIG, KAMO COLUS € NPEOCINABUT CRICHI 1 QOCMAGKIINE, KOUMO Cd CONARBU U CXOON ¢
peoNien na 00wecmeenama nOPLURA, uIIBANCHY npes nocieonime mpu 200U co0un 1 cu
roconenu noekmuguraynonme noxepa pecuemopa na ACH Om npuroscenama CRpUsKa ¢
BUONO, Y€ YVYACIHURG € W3NBAWT doCmasKl HPES ROCTCORUMY 1P COOURN A CINOTINOCH e 110~
VELIREEOIE (POSHO3HAMA CMOTIHOCIT Ha NOPBYRANIG 34 CHOMGE N HIe RO3UYIL.

- Yeacmuukvim e npeocmasit konue na GAIUOHO PASPEUICHUC 30 MbPo6cus 1 eopo ¢
MEOUYUICAI U0C1UA, ¢ NPUTOICCHUE 3¢ MCOUYUNCKUME UZ0C1US], 30 KOUMO Ce OMNaCs.

- Vuacmnurvm  npumencasa cepmugpuxam ISO 90012008 3a roemo e npuIoxcen
CLOmeemns cepmugunam.
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- dwdemmugume e npeocmasul  OKY.MCHMI, YOOCMOGePAGAIYI  KAYECMBOmo  Hu
ipedaacariame npodyrmu (1ISO 90012008, 1S 13485) na woemo na RPOU3EOOUMens (Konus ¢
IPRGOO G TOASUPCRU CIUR HA COPMUDURAIIE).

- Vuacemnukvm e apedcmasuy Jeraapaynu 3a  coomeememene na npeoIacanine
weduyunenyusdenus ¢ usuckeanusma na Jupexmusa Y342 EEC EC cepmugpuram 3
RAMCCMEOI10 3¢ RPOOYKIMUIME Hd RPOUZEOOUNTCIL.

- Yuaemnunom e npeocmasun omopuzayuonnu nucva om NPOU3COOUMENUINE

- Mo omnowenue na npedcmasenume OMopuzauiy om npou3eoOUmenume
Lenear Chemicals, S.L, Biomaxima S.A., CE Immundiagnostika GmbH, Accumax Lab
Fechnology u F.L. Medical SHl, komucusnma ROHCmamupa c.ie0OHomo:

FYUACTHHRBT ¢ HPEACTABII  OTOPIBALMOHHN  1icMa OT FOpPeNnocoMeHNTe
HPOMBBOANTEIH, KOHTO HE HOKPHBAT CPORKA HAa BAMIHOCT 24 Mmecena or Aarara na
CRUIOMBANLC Ha 10roBOPA M He MOWKE /1a ¢C FAPAHTHPA OCHIYPHBAHE HA HeoBXOMIMITE
ROMUUCCTIBA PEAKTHBH M KOHCYMATUBH 0T T€3H NPOHIBOIMTENH 32 ILe/ st CPOK Ha
A0rOBOPA 32 0DIIECTBEHA HOPBUKA, B CIY4ail, Ye ObAe CKI04eH Tarkbs.IlpercraBennre
UTOPH3AIORHI HTHCMA 0T HPOH3BOAMTEINTE €a ¢bC CPOK Ha BaamaHocet 10 31.12.2015r.

CoLieH0 H3HCKBANNATA HA BbLIIOARHTCIS, MOCOUCHH B 1.2.4 (Otopmammonno
iiemo), pasaea boor Mpuaomkenne Ne 4 | Yiasanns 3a usrorssue ga oeprara” o1
AORYMEIHTUIISITA 30 Y9ACTHE, € 3A/10IREHO CICAHOTO H3HCKREANC! ,... OMOPUSAUUHONNO IUCMO
WU OPYe CREUBAACHIEH QOKYMENN HA UMEMO Ha VUACMH WG, ©30Q0€H0 0m RPOU3EOONIME. A
Wi ohuiuannun npeocmasumen na npouseodumens, Oelcmeany Ha MePUMOPUAMAa Ha
Penyonune Bvaeapus, earuono 3a CPORa 304 U3mbANeHUe HA D02060pU 6 OPUHHAL UL
HOMAPUA. 110 3a6epeHO Konlie.

T ACTHHRDT ¢ HPCACTABHIT JICKIApaliist. Ye HeoOXO, MHTe KOTHUCCTBA MCAHIHHCKH
WA Cl OCHTYPEHH 33 LC/INS CPOK Ha 0I0BOpA.

- YUUCTHUKBT € ICKIapHpaJl, ue HSMa J1a 1101383 [TOLI31 b 11 HTCH.

- Bamwocrra Ha odeprara e cbriacho obssennTe yCI10BAs,

- Y HUCTHHKBT IPHEMA YCIIOBHSTA Ha IPOEKTO-/10r0BOpa

23. Odepra Ne 23 na yuactunka ,,Eara 90M” 001 ¢ npexcrasena 3a  oGocobena
‘pyua XIV ¢ nosuian NoNo 244, 245, 246 u 247: 060cobelia tpyna XXIV ¢ nosummun  NoNe
264, 565. 366, 567. 568. 569. 570, 571, 574, 575. 576. 577. 578. 579. 580. 583, 585: obocodena
dyvia XXV ¢ nosunimn NeNe 631-696. 776-782: oGocobena | pyviia XXVII ¢ nosumm NoNo 783
784,

- Odieprara orrosaps ua HPCABAPHTCIHO OOABCHHTE VCIOBIS OT B3O TS,

- Hpuinomkenu ca neobxouumure AOKYMeHTH B [lmuk Ne | cwnrnacho wi, 56 o1 3011
YRQ3QMWATY B JOKYMCHTAIMATA 3 Y4aCTHE B OTKPHTATA IIPOLLC Ly pa.

- Lo oTHOmeHne Ha yuacTHHKA HAMA HATHYHE obcroaTectna mo wi. 47, an. 1 w an, 3
vt 3011

- Y QWO THURBT € IPeICTaBHII FAPAHLAA 30 y9aCTHE 1101 QOPMATA Ha HAPUUHA CYMa.

- Ho oTHOWICHHE HAa MHHEMAJIHH M3HCKBaHHSI 34 TCXHUYMECKH BB3MOKHOCTH 1
KBATHQUEALMS HA YYACTHHILITC:

- Odepmama cwvovpaca dokazamenrcmea 3a onum RO U3nvANCHUEMO Ha npeoMemd Ha
HOPLURCING, KAMO COUU e NPEeOCAGUT CIUCDK Ha QOCIACKUNIE. KOWMO ¢d COHARGU U CXOONI ¢
TPCONCING 11 OOUCCIMBCHAMA NOPBYRA, H3BIHCH I nPes nocieonume mpu c00unl 200uHN 1 Cy
TUAONCCT Yoocmoesepenuss  om noavaamednme  sao wszevpuenama  docmasia. (Om
APUIONCALINA CRPAGRA ¢ GUORO. M€ YHUCIINUKG ¢ UINDIANUT O0CMusK npes nocieonume mpu
OOUHU L CMOUHOCI e RO-Maika  on npochosnama  CmolHocm  nd - ROPLYRAMaG 3
CHOMEEIN HINE NO3ULUL,

- Yuacmuuroem e APCOCMUGHT KOS 1A GA N0 puaspetienie 3a mopeocust Ha copo ¢
MEOUYWHCK I U30CTUSL, € NPUIOACCHUC 30 MEOUYUHCKINIC UBOC LS, 30 KOUMO CC OMHUCS,

- Vuacmiusem npumescasa cepmupuram ISO 90012008 sa roemo e APUTONCCH
CHOMGEMIL cepmughuram.
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- Ywacmuuyume e npedemasur  Ookyienmu, Yoocmosepasau - kavecmeomo  Ha
npediacanime npodykmu (1SO 9001 : 2008, ISO 13483) na wvemo na NPOUCOOUMEIUME (KON
S HPCEOC H GBACAPCKU C3UR 1A CCPMUPURAMUNE).

- Yuacmnuwom e npeocmasur dexnapanun a cvomeememene na npediaeaniume
veouyuneniusoeaus ¢ wsuckeanuama na Jupexmusa Y342 EEC, EC cepmuchuram  sa
NAYeCInGomo 3a H,’JUU_‘;‘ICH!H:’H(* Ha F‘?j)()l.'}’(:’()().!.’.’”t’.1}.’.

- .\.‘fifl.'.fﬁ.f'.!l.’.'\'?;f?? ¢ npedcmasiit OMOPUSUHHOHHE RUCMA 0 J?/')UI!")’(:’()()I!H?GJ'I!H?{.’ 5

- o omuowenne na  npeocmasenume OMOpL Al Om RNPOU3ICOOUMENUME
Diagnostica Stago u Liofilchem , komucusma Koncemaniupa c1e0Homo:

CYUACTHHRBT ¢ HPEICTABILT  OTOPIBALMOHHN  1ileMa 0T FOPEnoCoOeHnTe
HPOIBBOIITCIH, KOHTO He HOKPHBAT CPOKA HA BAXHINOCT 24 mecena o1 JaTara na
CRTIONMBALC HA 10T0BOPA 1 HE MOMKE /Ia €C IapAHTHPA OCHIYDHBAHE HA HeoGXOMMITE
ROAHUCCTBA PCARTHBE 1 KOHCYMATHBH 0T Te3u HPOMSBOAMTENN 33 HeJIHS CPOK Hi
10TOBOPA 3a 00IMeCTBEHA MOPBLYUKA, B CIY4YAl, Ye ObIe CKIIOYCH Taksi.llpeacrasennre
UTOPH3ALOHHI HEMA 0T HPOH3BOANTEINTE €A CbC CPOK Ha BadmaHoeT 40 31.12.2016r.

ChbilacHO H3HCKBAHMSTA HA BBIIOKITENS, MOCOUCHH B T.2.4 (Oropmsannonno

tuemo), pasiea boor Hpmaokenne Ne 4, Viasanust 34 13roTrsBsine na odeprara” or
ORYMEITHIISITA 32 YHACTHE, € 3AT0/KEH0 CIe0T0 H3HCRY 81CE ... QMOPU3AUUOHIO HUCMO
(LI OpY? PREUGRACHMEN QOKYMEHM HA UMEHO HA YYacmuuLd, U30a0eno om npou3EO0Ume.is
Wil ohuicnainua npedcmasumen na NPON3EOONMENd, JeAiCmeau| HA MePUMopusma na
Penyonuna bvazapus, eaauono sa cpoxa 3a wsmvanenue na 002060pa 6 OPUSHHAT UAN
HOMAPUAIN0 3A6CPEHO Konle.

T HACTHHKDLT € NPCiICTaBH ACK/Iapaliing., Ye HeoOXO MHTE KOJIHYCCTBA MEAHLIMHCKH
M3 1SS ¢ OCHI VPCHH 3a [1Cus CPOK Ha 101 OBOpPa.

= .\.“J'“k'HHH\'i:! CICKIIApHpall. 4e HaMa J1a 1101384 [TOOH AL b IHHTEI.

- Batiwmocrra na odeprara e coriacho odsBeHITE YCI0 514,

- YUUCTHHKBT IPHEMA YCIOBUSITA HA POCKTO-1010BOPA.

IV. " oriaen ma nanpasenmre KOHCTATAUMH, HA OCHOBAHHE Wi, 68. a1 8§ o1 30IIl
ROMHCIUITS Y CTAHOBH JIHILCA HA TOKYMEHTH H HECBOTBETCTBHS ¢ KPHTCPHS 3a noabop u ¢ apyru
MBNCKBARIGE HA BH3IOKHTEIIS M CIIC/IBA JId H3MCKA JIMICBAILNTC NOKYMEeHTH oT [Inuk Ne | B wacr
OT HoMA IeHTe OQCPTH. KAKTO CJIe/IBA:

L lo ornowenne na Odepra Ne 5 na vuacrumka ~Mapsena uarnoctuxa” 001,
ChIIHS Cle1Ba 1a HPCICTAaBH:

- OropH3amimonno  miemMo  or HPOH3BOIHTE TS »wRoche Diagnosties™ 3a
HOMENRTATYDHITE €ANIIIM BRIIOYenn B o6ocobenn rpynn ¢ NeNe IT1, IX, XT 1 XXIL

2. [o oruomenne na Odrepra Ne 7 na yuacTHuKa , Xumrere”QO/1, cbiums creasa j1a
[Lpe/ICTaB:

- OTopH3auMONHE HHCEMA 0T HPOH3BOHTC/ ITe wIlanpeak™, , WVR International
GmbH”, ,,Deltalab.S.L.” u ,Karl Hecht KG” ua PCARTHBHTE 1 KOHCYMATHBHTE,
BAUIHI 50 CPOKA HA 10F0BOPA ILTH JIOKA3ATCICTBA, Y€ 1Ie e 0CHIYDSIT HeoOXO0MIMIITe
NOIHUECTRA PEARTHBH H KOHCYMATHBH 0T Te3H NPOHSBOANTCAH 33 e/ CPOK Ha
AOTOBOPA 33 00 MECTBEHA NOPBYKA, B C/IYUAIL, 4e 0L1e CKII09eH TAKLE ¢ T03H VUACTHHK.

3. 1o ornomenne na Ogepra Ne 11 ua yaacTuuka AN Meankba Bearapus”™’00/1,
ChILAS CTlC (BA 1A pe/ICTaBH:

- Oropmsaunonnn unema or npomssomureure ,, buo-Pad” u wHyynoaad” I'mox
1A PEARTHBHTE 11 KOHCYMATHBHTE, BAIUIHI 34 CPOKA HA JIOTOBOPA MM JOKAATENCTBA, Ue
Qle €e ocnrypsT HEOOXOAHMHTE  KOJIHYCCTBA peakTHLH U KOHCYMATHBH 0T Te3H
HPOMSBOUITEMT 32 1esl CPOR HA JI010BOPaA 32 001UECTBCHA IOPBLYKA, B ciryvaii, ye objie
CRINYCH "UKBB ¢ TO3H YIACTHHK.

4. 1o ornowenne na Odepra Ne 12 ua vuactHuka o Kt Meauxan”QO0/1, cbuuis
CTAC/ BA Jia IPEICTaBu:
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- OropmsanmoHHt 0HCMA 0T HPOU3BOAHTEINTE nCormay” u _Diamond” 3a
HOMCHRITATYPHHTC €AHHHIN BR/IWYMeHn B odocobenu rpyimt ¢ NeNe II u XI, kouto me
HOMAJAT B HE3AbJARHTC THHTE,

5. 1o otnowenue na Odepra Ne 14 na yuactnuxa w’n1aromM”EOQO/L, cbims ciiespa
J1a NIPeacTaBu:

Jokaszareqncrsa 3a i3ubJHEeHM 10CTABKH HA  CTOMHOCT He [O-MAIKA 0T
HPOrHOHATA CTOHHOCT HA HOPBYKATA 33 ChOTBETHHTE 03I 38 KOWTO y4acrsa.

- U1opmaninonno nueMo or upomssoanreass MedMira, Canada 3a nomenkiarypua
cunnna Ne887 Bruovena B odocodena rpyma ¢ No XXIV,

- Oropmamionnn miuesa o1 npowssoaureante | HiMedia Laboratories Lid”,
WBiolab  Inc”, | Institut  Virion\Serion GmbH, Germuany”,”Dia. Pro Diagnostic
Bioprobes S.r.l., Italy” u ,FL Medical S.r.l” wua PEAKTHBHTE H KOHCYMATHBHTE,
BATIIHI 53 CPOKRA HA /10T0BOPA LI JIORA3ATEJICTBA, 4¢ ¢ ¢ OCHIYPSIT He0DX0IMIITe
WOTHICCTEA PCARTHBH 1 KOHCYMATHBH 0T T€3H HPOMIBOJIHTEM 334 [e.1Hs CPOR Ha
LOroBOpaA 34 00IIECTBENA HOPBLUKA, B CAYUAil, Ye §b1e CK.II09eH TAKLE ¢ T3 VUACTHHK.

6. [lo ornowenne na Odepra Ne 19 na yyacTinka w lnaxem™ OO/, chums cinesa ja
npecTank _

- Konwe na AORYMeHT 3a perucrpauns no 3/L1C win JIERJIapanms, 4e He ¢
perucrpnpaun no 3)171C.

7. o ornowenne va Odepra Ne 20 na yuacTHika sl anntop Bearapusa”00/1, cous
CIIE/IBA /1 NPEACTABH:

- Cepruduxarn no 1SO 9001:2008, 1SO 13485 w/win APYIrH  eKBHBAJIEHTHH
cranaapti va npomssoaureante ,,Biokit” u ,,Vidia” 3a nosnummre ¢ Kou1o ydacrsa 1o
vdocoberin rpyiu I u XXIV,

- O10pH3aANHOHHO HHEMO WIH eKBHBAICHTEH AOKY MCHT, Q0KA3BALL OTOPIAIISITA
HIH TBPIOBCROTO NpeacraBuTeaeTso ua ,Mucrpymenreiinipu Jatdoparopu CuA, Bepden
Kamieun™, us1a/10 0Topmsanmonnoro mieso wan aa ou 1€ HPEICTABEHO IILJIHOMOLLHO,
HOAHICALIO 1 HOANEYATAHO 0T JIMUETO, NPEJCTABISBAIL0  HPON3BOIHTEIsI wBiokit ,,, or
KOCTo aa ¢ BuaHo, ue Hucerpymenreiimnu Jaboparopa CuA, Bepden Kavnbuu” e
OTOPH3HPIH NPEICTABITEN HA TO3H HPOH3BO/IITC.

- Oropwsaunonnn nuema o1 upomssoanteanre ,Aduliis”, WwVidia” u " Savyon” ua
PEARTHEITC H ROHCYMATHBHTE, BAILIHN 33 CPOKA HA 101 050DA HIH JI0KA 3ATEICTBA, e e
CC OCHTYPAT  HCOOXOAMMHTC  KOJMYCCTBA  PEAKTHBHM i KOHCYMATHBH 0T  Te3n
HPOHSBOLITEIH 34 HeJIIsE CPOK HA 10r0BOpPa 34 00UICCTBENA NOPLYKA, B cayuaii, ye 0b/ge
CRIIOUCH TARBB € TO3H VUYACTHHK.

8. 1o ornowenne na Odepra Ne 22 na vaacTHukd L Eanar-Jlsunr”EOOJL, cbuins
CABA LA PCJICTABH
- Oropusaunonun nnema ot npomwssoanremire Leneor Chemicals, S.L, Biomaxima
SoA CE Immundiagnostika GmbH, Accumax Lab Techinology u F.L. Medical Sr  ua
PEARTHBHIC H KOHCYMATHBHTE, BAJHIULHI 32 CPOKA HA J0TOLBOPA WIH JI0OKA3ATE/ICTBA, Ye e
CCOCHTYDSIT  HEOOXOAMMHTE  KOJHYCCTBA  PEAKTHBH  if KOHCYMATHBH 0T  Te3H
HPOMSBO LITEIH 34 HeIHsl CPOK HA 10I0BOPA 3a 001IecTBEI[A NOpBYKa, B ¢y4aii, ye Ob/1e
CRII0YCH T4RBB € TO3H VIACTHIHK.
9. Lo othomenne va Odrepra Ne 23 ua yuactHuka o Kara 9OM” OO/, cuiuns cnensa

- O10pH3aIonHn nuemMa o1 npomsBoANTe e Diagnostica Stago u Liofilchem
PEANTHBIITC H RONCYMATHBITE, BAIIHI 30 CPOKA HA T0I0B0PA MM AOKAZATEICTBA, e [ie
€C OCHEYDST  HEOOXOAMMHTEC  KOJIMYECTBA  PEAKTHBH i KOHCYMATHBH 0T  Te3n
HPOHZBOUITEIN 33 HeIHst CPOK HA 10T0BOPA 3a 00IIeCTRC 1A NOPBYUKA, B ¢/ayuail, ye /e
CRIMCH TAKBR ¢ TO3H VUACTHHE.
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V. Ha ocnosanne wi. 68. an. 8 or 3011 komucusita ¢.ig,iBa ga uanparu Tporokoa Ne |
10 BCHUKH YYaCTHHUM. [0JaaH o(epTH 3a YuHacTHe B OTKpUTara Hnpoueaypa B JeHs Ha
HYO/IMKY BAHETO HA HACTOSALLUS [IPOTOKO.L.

Ila ocHosanue wi. 68. ain. 9 or 3011, cnexsa  Ou ¢ yKaKe HA TOPEHOCOUCHHTE
VHACTHHIH. Y€ MOMKE B CLOTBETCTBHC € H3MCKBAHHMATA Hd  BB3JIOWKHTENS, IIOCOYCHH B
OOABICHHCTO. I 3aMEHH 11PE/ICTABEHHTE JIOKYMEHTH WM Ja [1PeICTABH HOBH. ¢ KOETO CMsTa. Uue
HC VJIORJICTBOPH TTOCTABCHHTE OT BB3JIOKHTEIS KPUTEPHH 3a 110.100p B CPOK OT 3 pabOTHH JIHH
OT HOJIYHABAHETO Ha NPOTOKOJ1A.

Koaicnsara exnsoayuino PEINN:Bbiaara na [lpeace wrrens Ha KOMHCHATA J1a H311PATH
[IpoTtokos Ne 1 0OT 3aceIaHHETO HaA BCHYKH VYYACTHHMIM. KAaKTO M Ja yKake I[IpaBaTa Ha
VHACTHH L TEC! wMapgsena Huarnoerura” OO0/, Xuvrexe”Q0/L. wAAMeIHKD.
brarapus™”00/1, . Eant Memnkaa”00/1 ., Purakom”EOO/ 1. ,,Jdnaxem” OO/, ,,I'amnaop
brarapua” 0/ . JEanag-/lisunr”’EOO/1 o (Eara 90M”O0/1 no pena Ha wi.68.a11.9 o1
3011

Koriicusta onpeaen garta. MICTo K 4ac 3a ciepaiiw siaceaanue- 04.01.2016 r.- 09:00
qaca B sucedatenHata sana Ha MODBAJL Jl-p Credar Yepkezos™AJlL rp.B.TnpHoso.
v T HunmNe et

(R

KonitcusiTa puKIioun padorara ¢ ¢/1ejl HAKOJKO nopenun 3acenanus va 17.12.2015 r,
1 HACTOSIIIMS HPoToKo Oe noanuean na 17.12.2015 r.
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