,MHOI'OITPO®MTHA BOJIHUIIA 3A AKTUBHO JIEUEHUE MEJ] JIAVIH KJIMHUK” AJL, che
CeJJUTHIIIC U aJIpec Ha yrpasieHue: rpan [lmosaus, paiion ,,lleatpanen”, yi.,,Oumun Makemoracku” Ne37,
eT.4, BIUCaHO B TbProBCKUs pEerUCTHP KbM ,,AreHius no BnucBanusTa” ¢ EMK Ne201964523,
ten./dakc:032/656600, Email: medline_clinic@abv.bg; opunmanen caiit na Be3noxurens:
http://medline.bg

Bx.Ne 26/02.08.2016r.

I[IPOTOKOIJI

Ne 01
I'pag I1nosaus, 20.05.2016r.

Ha ocnoBanue wi.14, an.1, 1.2 ot 3akoHa 3a OOIIECTBEHUTE MOPHUKHU
lommenen om 15.04.2016¢., no deticmeauy 0o 3a8vbpuidane Ha npoyedypume 0056eHU
0o emuzane 6 cuna Ha Hosus 30I1 om 15.04.20162./, € oTkputa mpoleaypa Mo
nmpoBeXkJaaHe Ha oOmiectBeHa mnopbuka ¢ Pemenne Ne 31 ot 05.04.2016r. nHa
Ma3nbaautennuaT aupektop Ha ,,MBAJI ME]] JIAVH KIIMHUK”AJ], my6aukyBaHO
B peructbpa Ha AOIl ¢ No725750/05.04.2016r. u Ha UHTEpHET CTpaHUIlATa HA
BB3NOKUTENS B ,lIpoduia Ha kymyBaya” u OOsiBIeHUE 3a ydacTHE B OOIIECTBEHA
Mopbyka, MyOJMKYBaHO B €JIEKTPOHEH BHJI Ha CTpaHUIaTa HAa ATCHIUS 110
o0IecTBEHH MOPBYKHM 110 HOMepa Ha mporeaypara Ne725753/05.04.2016r. u Ha
WHTEPHET CTpaHHWIlaTa Ha BB3NOXHUTENs B ,llpoduna Ha KymyBaua”, ¢ yHUKaJIeH
Homep Ha mopbukata B AOIT Ne 04700-2016-0001, u u3npareno na 05.04.2016r.
o0saBnenue 3a Oll 3a nyOnukyBane B OdunnanHusg BeCTHUK Ha EBpomneiickusi cbio3,
nyonukyBaHo ¢ Ne 2016/S 070-122000 na 09.04.2016r., c npeamer:
LIIEPUOJIMYHN JTIOCTABKHU 110 3ASABKA HA BB3JIOXUTEISA HA
JIEKAPCTBEHM TIIPOJAYKTHU, MEJUIIMHCKN KOHCYMATHUBU U
JNE3MH®EKTAHTU 3A HYXJIUTE HA “MHOI'OITPO®UIIHA BOJIHUIIA 3A
AKTHUBHO JIEHEHUE ME]] JIAVH KJIMHUK” AJl, cbCc cepanuie U aapec Ha
ynpasieHue: rpaq [lnmosaus, paiioH ,Ilentpanen”, yi., Ounun Makenonckun™ Ne37,
er.4, ¢ EMK Ne201964523, CbC CJIEJHUTE 3 (TPN) OBOCOBEHU TTO3ULINU:
060ocodena nmo3unusa Nel: Ilepponnunu AOCTaBKM IO 3asBKa Ha Bb3nmoxutens Ha
OOI00OTHUYHH JIEKAPCTBEHU CPENICTBA, pasleieHH B 334 HOMEKIATYpPHH €AMHHUIIY,
OMMCAHU C MEXIYHAPOJHUTE UM HEMAaTCHTHU HAMMEHOBAHUS, ChIIIACHO MPHIIOKEHA
Crneuudukanus  Ha BuUgoBeTe M KonuuectBata — Ilpmiaoxenue Nel xbm
JOKYMEHTAIUATA;
000cobena mo3unms Ne2: Ilepuoauunu 10CTaBKM MO 3asiBKa Ha Bb3noxkutens Ha
MEIUIMHCKY KOHCYMAaTHBH, pa3JeieHu B 253 HOMEKJIATYypHU €AUHUIM, 0JAPOOHO
OMKCAaHU ChIVIACHO mnpujoxkeHa Crneuudukanus Ha BHIOBETE M KOJWYecTBaTa —
Ipunoxenne Ne2 KbM TIOKyMEHTAIUATA,;
000cobena mo3uuuss Ned: I[lepuoguyHu AOCTaBKHU MO 3asiBKa Ha Bb3ioxuTensa Ha
ne3uH(EKTaHTH, pasleieHd B 24 HOMEKJIATypHU €AWHUIM, MOAPOOHO OMHCAHU
chriacHo  mpuiokeHa Cnerudukanus — Ha BHIOBETE M KOJIMYECTBAaTa —
Ipuioxenne Ne3 KbM JOKYMEHTAIUATA;




OOsBIEHNETO 3a OTKPHTA TPOIEAypa 3a Bh3JaraHe Ha OOIIECTBEHA
HopbhuKa € MyOJUKyBaHO B ATEHIHS 10 OO0IIecTBeHHUTE MOopbhuku mox Ne 725753/
05.04.2016r. noBeye ot 40 gHU TIpeU KPaWHUAT CPOK 3a MOJIydaBaHe Ha OPepTUTE —
10 16:30 yaca na 19.05.2016 roauHa, CbrilacHO U3MCKBaHUATA HA WI1.64, an.]1 n an.3
ot 30I1/oT™./. BB3IOKUTENIT € MPEeJOCTaBUII IIBJIEH AOCTBHII MO €JIEKTPOHEH BT J10
JIOKYMEHTAIIMATa 32 y4acTUE B MPoIleaypaTa, KaTo YCIOBUATA U JIOKYMEHTAIUATA 32
ydacTue B mpolleaypara € myOjauKyBaHa Ha oduiuuanHus ajapec Ha Bb3moxutens
http://www.medline.bg.

Cnc 3amoBen Ne37/20.05.2016r. Ha W3nbiIHATENHUS OUPEKTOp Ha
-MBAJI MEJ JAUH KJIAHUK” AJl, cbc cemaiuiie ¥ agpec Ha yIIpaBJICHUE:
rpan IlmoBnuB, paiion ,llentpanen”, yi.,®unun Maxkenoncku” Ne37, er.4, e
chopmupana komucus c¢ llpencenmaren, yeTupuma peAOBHH YJICHOBE U JBama
pe3epBHU wieHoBe. Kommucusita € Ha3HayeHa, 3a J1a OTBOPH, pasrieja, OLlCHU U
KJIacHpa TMPEJIOKECHHUATA Ha YYAaCTHULIUTE, TI0 KPUTEPUUTE MOCOYEHU B YCIOBHUSATA
Ha MyOJMKyBaHaTa NOKyMEHTalus. UjgeHOBeTe Ha KOMHUCHUSTA Ca 3arlo3HaTH ChC
3amoBe/ITA.

Ha 20.05.2016r. ot 13:30 yaca, B crpagara Ha Bwn3noxurens ,MBAJI
MEJ] JIAMH KJIMHUK” AJl B rpan Ilnosmus, paiton llentpanen, yiu.,®ummn
Makenoncku” Ne37, er.4, ce NOpoBEAE 3acE€JaHUE Ha KOMHUCHUATA, HA KOATO
MPUCHCTBAaXa YJICHOBETE:

HNPEACEJATEJ :

1. XPUCTUHA KOCTAJUHOBA PAUWYEBA, c¢ ampec: rpaj
[InoBauB, ya. ,,Ceetn Kimnment” Ne2 A, er.2 — nmpaBocnocoOeH 10pucT, AJIBOKAT;

YIEHOBE:

2.TPEHJIA®UNJIKA NBAHOBA ITPOJIAHOBA, cbc ciy:xeben aapec:
rpan [lnonus, yiu. ,,®unun Makenoncku” Ne37 — Ha qibxkHOCT CUETOBOAUTEN B
-.MBAJI MEJ] JIAH KJIMHUK“A]I;

3. I-p UBAH CTOSHOB KAIIAPOB, cnc ciyxebeH aapec: rpan
[InoBauB, yiun. ,®ummun MakegoHcku” Ne3d7 — Ha gibxkHOCT Jlekap, HadalHHK
otaeneHue no xupypruga B ,,MBAJI ME]] JIAVIH KJIMHUK“A;

4. I-p ACA AJIEKCAHJIPOBA KBbHEBA-IIEIIEJIAHOBA, cbe
cinykeOeH aapec: rpan [lnosaus, yi. ,,Ounun Makegorcku” Ne37 — Ha JUIBKHOCT
Jlekap, HauamHUK OTJEJIEHUE KJIMHM4YHA Jaboparopus B ,,MBAJI ME]J] JIAUH
KIIMHUK*“A;

5. Mar.$.30PHUIIA AHI'EJIOBA BEJIKOBA, cbc cinyxebeH anapec:
rpan [ImoBaus, Oyi. ,,Bacun Anpunos” Ne20 — Ha 1rbkHOCT Maructsp-(apmaniesr,
PBHKOBOAUTEN OOJIHUYHA aNTEKa;

[IpeacenarensaT Ha KOMHUCHATAa OOSIBU CHUCHKAa C YywyacTHUIUTE. B
OTIpEICTICHUAT CPOK 3a MpejcTaBsHe Ha odpeptu - 10 16:30 gaca Ha 19.05.2016r., B
»MBAJI MEJ JAWH KJIUHUK” AJl, chc cemaiuiie U afpec Ha ynpaBieHHE:
rpag llnoBnuBs, paiton ,llentpanen”, yiui.,Punun Makegoncku” Ne37, er.4, e
noaazacHa 1/egna/ opepra mo Tputre 060c0OCHN MO3UIIMH, 3aBEICHA C BXOSI] HOMED
Ne 15 ot 19.05.2016r. B 12:37 waca, ot ,,@APMA XOCIIUTAJI* OO/, cbc
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CellAJIMILIE U ajapec Ha yrpasieHue: rpan [lmosnus, p-u ,llentpanen®, yu. , Ounun
Maxkenoncku” Ne 37, ¢ enektponHa noma /e-mail/: nasko tod@abv.bg, Brnucano B
THprockus perucTsp KbpMm ,,AreHius no nucBanusita” ¢ EMK Ne202316497, ¢
VYmopasuten Atanac TomopoB [lapakuueB, MOKyMeHTH TonaaeHu 3a OOocoOeHa
no3unns Nel, O6ocobeHa no3unusg Ne 2 u O6ocobeHa no3utius Ne3.

OdepraTta e npencraBeHa B 3arnedyaTaH HEMpO3payeH IUIMK, ChoOpa3HO
n3nckBanuaTa Ha wi.57, ain.1 ot 30I1/oT™m./.

Cnen o0sBsBaHe Ha (upMaTa-y4acTHHK B OOIIECTBEHAaTa IMOpPBHUKA,
YJICHOBETC Ha KOMHCHSTA TOJANMKUCAXa U TPEJACTaBUXa JEKJIapalliyd 3a JIUIca Ha
oOctosarenctBata no wi.35 ot 30Il/otM./ — ye HsAMAT MaTepualeH MHTEpeC OT
BB3JIAraHETO Ha OOIECTBEHATA MOPHUKA HA OMPEEICH KaHAUIAT WA yYaCTHUK; HE
ca “cepp3anHo jguie” mo cvmuchbia Ha §1, T.23a or 3O0Il/ot™m./, ¢ kKaHAMAAT WIH
VYaCTHHK B TIpOLieypaTa WM C TMOCOYCHUTE OT HETO MOAU3IBIHUTENIH, WA C
YJICHOBE HAa TEXHUTE YMPABHUTEIHU WU KOHTPOJHHU OpraHH; HAMAT YacTCH MHTEPEC
N0 CMHUCHJIA Ha 3aKOoHA 3a MPENOTBpaTsBAaHE M YCTAHOBABaHE HAa KOH(IMKT Ha
MHTEpECH OT Bh3JaraHeTo Ha OOIIeCTBEHATa MOpbHYKA; Y€ HE ca y4dacTBAJIM KaTo
BBHHIITHU €KCIIEPTH B U3TOTBSIHETO HA TEXHUYCCKHUTE CICIIUPUKAIIMKM B METOIUKATA 3a
olleHKa Ha oeprarta; Ue Ie Ma3sT B TailHa 00CTOSATENCTBAaTa, KOUTO Ca Y3HAJIU BbHB
Bpb3ka ¢ paboTaTa CH B KOMHCHATA W TPU TPOMSHA Ha JICKIAPUPAHHUTE
00CTOSTENICTBA Ca JUTHKHU J1a YBEIOMSIT He3a0aBHO Bb3noxurersi.

Ha myb6nuuynata wact Ha 3acemanueTo Ha Komucusita HE NMpUCHCTBA
MpeACTaBUTEN Ha (UpMaTa — yYaCTHUK B OTKpUTATa MPOLeaypa MO MPOBEXKIaHE Ha
oOliecTBeHaTa MopbhYKa, HUTO MPEJCTABUTEIN HA IOPUINUYECKH JIUIA C HECTOMMAHCKa
111 ¥ Ha CPEeJICTBATa 32 MACOBO OCBEIOMSBAHE.

Komucusita mo peaa Ha wi.68 ot 30I1/oT™m./ mpuUcThIIM KbM OTBApsIHE HA
mMKa ¢ odeprara Ha y4YaCTHUKA, KAaTO KOHCTaTHpa, Y€ ChIbpPKa 3amedyaTaHw,
Henpo3pauHu inkoBe Nel, No2(Tpu 6post o Tpute 060ocobenu no3utuu) u Ne3(Tpu
Opost mo Tpute 000COOEHM TMO3UIMU), KOUTO CE€ IMOJINUCcaxa OT YJICHOBETEC Ha
komucusTa. OtBopuxa ce miukoBe No2 Ha ydactHuka ¢ ,Ilpemanoxkenudra 3a
M3BJIHEHUE Ha TopbukaTa® 3a O6ocobena no3unus Nel, O6ocobena mozuius No 2
u OO6ocobena mosumust Ne3 u ce moamucaxa JAOKYMEHTHTE OT YJICHOBETE Ha
komucusata. Komucusra orBopu mmk Nel Ha ydyacTHHMKA M OITOBECTH JOKYMEHTHTE,
KOWUTO TOW CBABPKA, KATO IPOBEPU CHOTBETCTBUETO CHC CIMCHKA IO Wi.56, an. 1, T.
14 ot 30I1 /oT™m./.

C u3BBpIIBAHETO HA TE3W JEHUCTBUS MPHUKIIOYM IMyOJIMYHATA YACT OT
3acelaHueTo Ha Komucusita. Paborata Ha KoMHCHATa IO pa3riexaaHe Ha
JOKYMEHTAIUATA IPOABIIKU B HAKOJIKO 3aKPUTH 3aceAaHusl.

Crnen pasriiexxjaaHe Ha mpejcTaBeHaTa JOKYMEHTallUsl, € KOHCTaTUPaHO

CJIETHOTO:

I. Or ,,JAPMA XOCIIMTAJI“ OO/, odeprara € mpencraBeHa B
3areyaTaH HENmpo3padeH IUMK, chabpkany: [lnuk Nel c ,,JlokymenTute 3a nmoadop”;
TPU HEMPO3PAYHHU IUIMKOBE ¢ Haamuc , Ilnuk Ne2 — | IlpensoxeHue 3a U3NbIHEHHE
Ha nopbukara” mo O6ocobena nmozunms Nel, O6ocobena nmozunus Ne 2 u O6ocobeHa
no3ursi Ne3 u Tpu Henpo3payHu IIMKoBe ¢ Haamuc ,Ilmuk Ne3- | Tlpemnarana
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nena” mo O6ocobena no3unusa Nel, O6ocobena mosurust Ne 2 u O6ocoOeHa MO3UINS
Ne3.

Or ,,APMA XOCIIMTAJI* OO/, ca npeACTaBEeHU CIEAHUTE JOKY-
MEHTH, IOCOYEHU B YKa3aHUATA 3a y4acTHE U MOJAr0OTOBKA Ha OPEepTUTE, a UMEHHO:

1. Odeptu mo o6paszen; Ha Bu3noxurens 3a O6ocodeHa mo3urus Nel; No2 u Ne3 — 3
opos -IIpunoxenue NelO;

2. Pasmeyarka OT TBHPrOBCKHUS DPETUCTBPp ¢ EnuHeH wuaeHTUPUKAIMOHEH KOJI
CBIVIACHO WI. 23 OT 3aKOHA 3a ThPTOBCKHS PETUCTHDP;

3. Pa3pemienue 3a THproBus Ha €IpoO C JEKAPCTBEHH MPOAYKTH, u3aazaeHo oT MAJI
no pena Ha 3JIIIXM (B cnydante no wi.196, an.1 ot 3JIIIXM) ot Ne IV-P-T-EU-058 ot
04.05.2016r.;

He npencraBs numeHsus, u3naaeHa Mo peaa Ha 3aKoHAa 3a KOHTPOJ BBPXY
HapkoTHuHUTE BemiecTBa U mnpekypcopute (3KHBII), 3amoro He ce mnpeaBuwxaa B
cnenuuKaluuTe, A0CTaBKa Ha JICKAPCTBEHH TMPOAYKTH, CBHIBPKAINIM HAPKOTUIHH
BellecTBa ot npuiioxkenus 2 u 3 na 3KHBII.

4. Pa3peleHue 3a ThProBUsl Ha €pO ¢ MEAMIIMHCKH u3aenus, uzaaneHo ot MAJI mo
pena Ha wi.79, an.2 ot 3akoHa 3a MeauIUHCKUTE m3aenus ¢ per. Ne IV-P-T/MU-933 or
04.02.2013r.;

5. Jekmapanus OTHOCHO CPOK Ha BalugHOCT Ha odeprtata mo OOpazen Ha
Br3noxurens - O6pazerr Nella oT nokymeHTamnusATa Ha Bb3noxurerns;

6. IlpencraBsHe Ha y4acTHHMKa CbhriacHo wi.56, amn.1, 67a” or 30Il - O6pazen
Nell6;

7. Jlexnapatus 3a OTCHCTBUE Ha oOcTosATencTBara o wi47, an.l, 1.1 u w47, an.2,
T.2, T.4 1 T.5 0T 3aKoHa 3a OOIIECTBEHUTE MOPHUKH, Y€ TPEACTABIABAIIMAT YYaCTHUKA HE
€ OCHXKJIaH U HE € JIMIIICH OT MPaBo Ja YIpaxHsBa Thprocka aernoct- Oo6pazernr Nells;

8. lexnmaparus 3a OTCHCTBHE HA oOcTosiTencTBaTa mo 4wi. 47, an.1, 1.2, 1.3 u 1.4 oT
30I1 u um 47, an.2, T.1 m 1.2a oT 30Il OTHOCHO HECHCTOSATEIHOCT, JUKBUAALUSA U
3aIbJDKEHUs 110 oOpaser] Ha Br3noxutens - O6pazery Nellr;

9. HNexmapanus o 4i.23, an.l or 3akoHa 3a JIEKapCTBEHUTE IIPOAYKTH B XyMaHHaTa
MEIUIIMHA, Y€ TMPEAJIOKCHUTE JIEKAPCTBEHH MPOAYKTH Ca PETUCTPUpPAHU 3a ymorpeda B
cTpaHara no oopaseil Ha Bp3noxurens - O6pazen Nellx3a O6ocobena mo3ummst Nel;

10. Jlexnapauus 4e NpeUIOKEHUTE MEAMIIMHCKM KOHCYMAaTMBH Ca PAa3pelleHH 3a
npogaxoba u ymnorpeba B cTpaHarta, mo oOpasen; Ha Bw3noxkutens — OoOpazen Nellnl,
cboTBeTHO 3a O00co0eHa mo3urus Ne2;

11. Jlexmapanusi ye mpenoKeHUTe AC3UMH(PEKTaHTH ca pa3pelieHu 3a mpoaaxda u
yrnotpeba B cTpaHara, mo oOpaszen Ha Bw3noxwurens — OOpazen Nellnl, crorBeTHO 3a
O06o0co0ena nmo3urus Ne3;

12. Jlexmapamus 3a JMIcCa Ha CBBP3aHOCT C APYr YYacTHUK B Iporeaypara B
ChOTBETCTBHE ¢ 4. 55, an.7 or 3011 u 3a aunca Ha 00CTOATENCTBO MO 4. 8, an. 8, T. 2 OT
30I1 no oOpazern Ha Be3noxkutens - Ob6pazenr Nelle;

13. Jlexnapanusi 3a OoTChCTBUE Ha oOctoATencTBata mo ui. 47, an.5 ot 30II 3a
JUTICa Ha CBBpP3aHU JMIa M KOH(IMKT Ha HMHTEepecH mo obpaser Ha Bw3noxurens -
O6pazenr Nellx;

14. Hexnapamus mo wi. 56, aim. 1, T. 7 oT 3akoHa 3a OOIIECTBEHHTE MOPHYKU 32
MOJI3BaHE HA MOJU3MBIHUATEI 10 oOpasel Ha Br3noxutens - O6pazer; Nells;

15. Jlexnapaimus 3a chIvlacue 3a y4acTHE KaTo MOAMU3IBJIHUTEN 1o wi. 56, an. 1, 1.7
ot 30I1 o o6pazen; Ha Bw3noxurens- O6paszenr Nellu — mpas3Ha HEMOIBIHEHA, 3aII0TO

HsAMA Ja CC II0JI3BAa NOAU3ITBIIHUTCII,
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16. [dexnapauus no oOpazen Ha Bou3noxurens Nellit o un.51 an.1 1.1 ot 30I1 cbe
CHUCHK Ha U3IBIHEHHU JIOTOBOPHU 3a JOCTAaBKH C MPUJIOKEHU KbM Hesl YIOCTOBEpEHUS B
opuruHaa o6mo S Oposi- Tpu Opost 3a JIEKapCTBEHUTE MNPOAYKTH, €IuH Opoi 3a
MEIUITMHCKUTE KOHCYMATHBU W €IuH Opoi 3a Ne3MHPEKTaHTUTE, U3JAJCHH OT 3aKOHEH
npeactaButen Ha [lonyyaTtens/Bb3noxurens;

17. Hdexmapauuss 1o 4. 56, an. 1, 1.3 ot 30Il — nmokasarencTBa 3a TEXHHYECKATa
BBH3MOKHOCT 32 U3ITBIHEHUE Ha MOphUKaTa 1o oopasen Ha Bu3noxurens - O6pazernr Nel Ik
c puiiokeH JloroBop 3a Haem Ha momereHne u CBUAETECTBO 3a pETrUCTpaIus Ha MOTOPHO
MIPEBO3HO CPEACTRO;

18. Jexknapanus OTHOCHO OCTaTbUHUS CPOK Ha TOJHOCT Ha JIEKapCTBATa;
MEIUITMHCKH KOHCyMaTuBH U Ae3uHpekTantn 1no OOpasen Ha Bw3noxurens - O6paszen
Nellm;

19. Jlexmapaiusi OTHOCHO OCUTYpsIBAaHE Ha HEOOXOAMMUTE KOJIMUYECTBA JIEKAPCTBEHU
MPOIYKTH; MEJAUIIMHCKU KOHCYMAaTHBH M Je3WH(EKTAHTH 3a IeNiis CPOK Ha JOTrOoBOpa MpHU
M3MBJIHCHUE Ha OOIIECTBEHATA MOPBYUKa M0 oOpasel] Ha Br3noxutens - O6pazer; Nel 1wm;

20. exnapamus 3a Cpoka M HauMHA Ha IUIAlIaHe 1Mo oOpaser; Ha Bbv3noxurens -
Oo6pazerr Nelln;

21.  [exnapauus mo wi23, am4 or 3akoHa 3a JIEKAPCTBEHUTE MPOAYKTH B
XyMaHHaTa MEIMIIMHA 3a MPUTEKATEIUTE Ha pa3pelieHusITa 3a yrnorpeda Ha JeKapcTBaTa
o O6ocobena mo3unust Nel 1o o6paszen Ha Br3noxkutens - O6pazenr Nello;

22. Jexnapauus mo wi26la or 3JIIIXM OTHOCHO HaduM4YuMe HA JIbP’KABHO
peryinupaHa Il€HAa Ha JICKApCTBEHHUTE MPOAYKTH M BKIOUBaHETO UM B llo3utuBHUS
JeKapcTBeH cnuchk 3a O6ocoOeHa mo3unus Nel 3a Te3u OT JieKkapcTBara, 3a KOUTO TOBA
YCJIOBHE € TIPUIIOKUMO 110 oOpa3enr Ha Be3noxurens - O6paszenr Nellim;

23. Jlexknapamus mo wi. 56, ain. 1, T. 12 oT 3akoHa 3a OOIIECTBEHUTE MOPBHUKH 3a
IpUeMaHe YCJIOBHSTA HA MPOEKTa Ha JI0oroBopa Mo oOpaszen Ha Bwinoxurens - OOpaszen
Nellp;

24. OOpazenr Ha JloroBop -  Ilpunoxkenue  Nel4 oT AOKyMmMeHTanusATa Ha
Bb3noxurens, moanyucan u nojnevyaTaH OT y4aCcTHUKA B Kpasi Ha BCsAKa CTpaHulla, 0e3 Ja e
MIOI'bJIHEH;

25. Hexnapanus o uwi. 4, ain. 7 v mo wi. 6, an. 5, 1. 3 oT 3aKkoHa 3a MEPKUTE CPEILy
u3nupaHeTo Ha mapu U wWi.6, an.2 ot 3MUII no obpazen Ha Bw3noxurens - Ob6pazen
Nellc;

26. Hexnapamuss no wi.55, an.6 ot 3JIIIXM, 3a ocurypsiBane Ha KOJUYECTBa, B
Clly4ail Ha U3THYaHe Ha CpOKa Ha pa3pelIeHUeTo 3a ynoTpeda Ha JIeKapCTBEHUS MPOAYKT 3a
O6ocobena mozurust Nel mo obpaszen Ha Bu3noxurens - O6pazeny Nellr;

27. Tpu O6post JOKYMEHTH 32 BHECEHU OaHKOBHU TapaHIIMU 32 y4acTUE B MpoOIeaypaTa
cpoTBeTHO 3a O60cobOena mo3unms Nel; O6ocoOena mosurus Ne2 u O6ocoOeHa MO3HIHS
Ne3-opurunau;

28. JlokazaTencTBa 3a U3M'BJIHEHHE HA MKOHOMHUYECKUTE U (PMHAHCOBUTE N3UCKBAHUS
KbM yYacTHUKA - 3aBEPEHHM KOMHs HAa TOAMIIHUA (PUHAHCOBU OTYETH 32 MOCIEIHUTE JBE
NPUKITIOUNIN (prHAHCOBU TouHU - 32 2014r. u 2015r. ;

29. Konme Ha peructpanus no 311C Ha 1py»KecTBOTO;

30. IlpencraBenn B TPW OTIETHU 3anedataHd iMkoBe Ne2 - Ilpemnokenus 3a
U3IIBJIHEHUE Ha IMOpbukaTta no obOpaszena Ha Bo3noxutens - Ipuaoxkenune Nel2 xkbm
KOUTO ca mnpuwiokeHu Crnenudpukanuu Ha BUJOBETE M KOJIMYECTBATA JICKAPCTBEHU
npoayktu 3a O6ocobena mno3unus Nel, CbHOTBETHO MEAMIMHCKHM KOHCYMAaTHBHM 3a
O6ocobena mo3unust Ne2 u gesundextanTd 3a O6ocobeHa mosuius Ne3, cbhriacHo
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obOpazenia Ha Bw3nmoxurens - [lpuioxkenue ot Nel; Ne2 m Ne3, 3a KowTOo ydacTtBa
KaHJuaaTa.

31. IlpencraBenu ca TPU OTIETHU 3anedaTanu minkoBe Ne3 - [{eHoBU mpeioxKeHus
3a O0ocobena no3unusa Nel, O6ocobena mo3umus Ne 2 1 O6ocobeHa mo3uimst Ne3,

OT yyacTHMKa ca TMpPeACTABEHM HeOoOXOAUMHTE [IOKYMEHTH 3a
AOMYCTHUMOCT, ChIJIacHO pasnopendurte Ha 3011 u ykazanusaTa Ha Bu3noxuress
3a yyacTHe B IpoLeaypaTa U MOAroToBKa Ha odeprara.

I1.1._Ilo mpencTraBeHOTO NPEIOKEHHE 3a M3MbIHEHUE Ha MOpbhYyKara OT
+PAPMA XOCIIHUTAJI* OO 3a O6ocodena mo3uumst Nel:

I1.1.1. VYyacTHuUKBT mpemsiara Ja M3OBJIHM OOIIECTBEHaTa MOpPBHYKA MPH
YCIIOBUSITA HA JOKYMEHTAIUsTa, CBIVIACHO H3UCKBaHHUATA Ha Bwb3noxwurens wu
npeactaBs Tabnuna kbM TeXHUUECKOTO MPEAJIOKEHUE, B KOSITO ca MOCOYEHHU JIaHHU
3a AHAaTOMOTEPANEBTUYEH KOJI, MEXAYHAPOJHO HEMaTeHTHO HaWMEHOBaHMUE,
THPTOBCKOTO HAaWMMEHOBAaHWE Ha JIEKAPCTBEHHUS MPOMYKT, JieKapcTBeHa (opma,
KOJIMYECTBOTO AKTHUBHO JIEKAPCTBEHO BEILECTBO B MpEAJiaraHusl JI€KapCTBEH
MPOJYKT, JaHHW 3a TPUTEXKATENs Ha pa3penieHueTo 3a ymnorpeda, MPOTHO3HUTE
KOJIMYEeCTBAa 3a TMepuoja B MOcodeHara JiekapctBeHa ¢opma. OT KoMmucusrta €
HalpaBeHa MPOBEPKA U YCTAHOBEHO, Y€ BCHYKHM JIEKAPCTBA Ca pa3pelieHd 3a
ynoTpeba, BKIIIOUEHHU B TTO3UTUBHUS JIGKAPCTBEH CIHCHK.

I1.1.2. 3a u3nbIHEHUETO HA MOpBUKATA MpeJjiara CPoOK 3a J0CTABKa — 10 6
/mect/ yaca cien nmoiaydaBaHe Ha 3asBka ot ,,MbAJI ME/] JIAVIH KJIMHUK” Al
32 HEOOXOJUMUTE KOJIMYECTBA.

I1.1.3. IIpu HEOOXOAMMOCT OT CHENIHA JOCTABKA HA MAJIKU KOJMYECTBA— 10 2
/nBa/ yaca cieq U3NpaTeHa 3asBKa OT Bb3noXKuTeNs Mo eIeKTPOHHA MOLIa WM 10
(dakc, B KOSITO J]a C€ YIIOMEHaBa CIIEIIHA HYKJ1a OT IOCTaBKa.

I1.2. Tlo mpeAcTaBEeHOTO MPEIOKEHUE 3a HM3OBIHEHHWE HA HOPBYKATa OT
+PDAPMA XOCIIHUTAJI* OO/I o Odocodena mo3umus Ne2:

I1.2.1. VYyacTHUKBT TIpemsiara Ja H3MBJIHH OOIIECTBEHATA MOpPBHYKA IPHU
YCIOBUATA HA JIOKYMEHTAallUATa, CBIVIACHO HW3UCKBaHUATA Ha Bwb3noxurens u
npeactaBs Tabnauia KbM TEXHUYECKOTO MPETIOKEHHE, B KOSTO ca TTOCOYCHHU JTaHHU
3a ApTUKYJIUTE-HAUMEHOBAHUE, XAPAKTEPUCTUKA Ha MPOJYKTUTE, MPOTHO3HUTE
KOJIMYECTBA 3a MePHO/Ia, MpeajiaraHa OnakoBKa M JaHHU 32 IPOU3BOJAUTEI.

I1.2.2. 3a u3mbIHEHUETO HA MOpPBYKATA Mpeasiara CPoK 3a J0CTaBKa — 10 6
/mect/ yaca ciex monydaBane Ha 3asBka oT ,MBAJI MEJI JJAH KJIMHUK” A]]
3a HEOOXOJIMMMTE KOJIMYECTBA.

I1.2.3. [Ipr HEOOXOIMMOCT OT CHENIHA JOCTABKA HAa MAJKU KOJINYECTBa— A0 2
/nBa/ yaca cien u3NpareHa 3asBKa OT BB3JIOKUTENS MO €JIEKTPOHHA TOoIa WM 10
(dakc, B KOSITO Jla C€ YIIOMEHaBa CIIeIIHA HYK/1a OT IOCTaBKa.

11.3. Tlo mpencraBeHOTO NPEMUIOKEHME 34 U3IIBIHEHHE HA IOPHUYKATA OT
+PDAPMA XOCIIHUTAJI* OO/I o Ob6ocodena mo3umus Ne3:




I1.3.1. YyacTHUKBT mpemyiara Aa H3MBIHA OOIECTBEHATAa MOpPBHYKA MPHU
YCJIOBUSITA HA JOKYMEHTAIMsTA, CBIVIACHO WM3UCKBaHUATA Ha Bb3noxurens u
npeacTaBs Tabnuia KbM TEXHHUECKOTO MPEJIOKEHUE, B KOSITO ca MOCOYCHU JTaHHHU
3a apTUKYJWTE- HAaMMEHOBAaHHE, XapaKTePUCTHKA, CIEKThpP Ha JAcicTBHe, (upma
MPOM3BOJUTEN, MEPHA €IWHMUIA, OINAKOBKA W TMPOTHO3HO KOJWYECTBO Ha
BB3JI0KHUTEIIS 32 IEPUOA.

I1.3.2. 3a u3nbJHEHUETO HA MOpPBHYKATA MpejjiaraT CPoOK 3a J0CTaBKa — 10 6
/mect/ yaca ciex monydaBaHe Ha 3asBka ot ,MBAJI MEJI JIAIH KJIMHUK” Al
3a HEOOXOIMMUTE KOJIMYECTBA.

I1.3.3. IIpx HEOOXOIUMOCT OT CHENIHA JOCTABKA HAa MaJIKM KOJIUYECTBa— A0 2
/nBa/ yaca cieja u3npaTeHa 3asBKa OT Bb310KUTEN MO €JeKTPOHHA Mollla UJId IO
dakc, B KOSITO Jla C€ YIIOMEHaBa CIIeIIHA HYXK/1a OT IOCTaBKa.

Ilo 1onyCcTHMOCTTA HA KAaHAWIATA'

IlI. Cnen pa3riexaaHe Ha NPEICTABEHUTE JTOKYMEHTH U MPEAJIOKEHUS
3a U3IIBIHCHUE HA TOPBYKATA, TOAPOOHO OMUCAHU MTO-TOPE KOMHUCHUSATA STUHOIYIITHO
PEIIIMN:

ITo O60co0ena mo3unusa Nel

Jonycka kanauaatst ,,PAPMA XOCHHUTAJ” OOHd no pasz-
[JIEKJAHE HAa LEHOBOTO MY IPEIJIOKEHHE, ThU KaTO ca MPEICTABEHU BCHYKHU
W3UCKBAHU OT Bb310XUTENd 33aIbJDKUTEIHU  JIOKYMEHTH, Pa3peIIUTEHU,
NPUJIOKEHM ca  BCUYKM  JIeKjapanuud 1o  oOpaszery Ha  Bwb3noxwurens,
YAOCTOBEpEHUs/pePEepeHIIMU OT peau3upaHud JOTOBOPH, C MPEAMET CXOJEH C
npeaMeTa Ha mopbukaTa, chryiacHO u3nuckBanusaTa Ha 3011 /otM./ u Yka3anusTa 3a
y4yacTue Ha Bb3noxurens. YYacTHUKBT € MNPEACTABWI JOKYMEHT 3a BHECEHA
rapaHiuys 3a yJacTue.

B TexHuueckoTO TmpemIOKEHHWE 3a W3IBJIHEHWE Ha IMOopbyKara €
nmpeacraBeHa moapoOHa TexHuyecka crenuduKaiyds Ha BHUIOBETE JICKAPCTBEHH
MPOAYKTH, KOWTO OTrOBApAT Ha H3UCKBaHMATA Ha Bb3noxurens u 3akoHa 3a
JIEKapCTBEHUTE MPOJYKTH B XyMaHHATa MEJUIINHA.

I1o O60co0ena mo3unmsa Ne2

Jonycka kanauaatst ,,DAPMA XOCHHUTAJ” OOHd no pasz-
[JIEKJAHE HAa LEHOBOTO MY IIPEIJIOKEHHE, ThW KaTO ca MPEICTABEHU BCHYKHU
VM3UCKBAaHU OT DBbB3I0XUTENS  3aJbJDKUTEIHU  JOKYMEHTH, PAa3pPCIIMTEIHH,
OPUIOKEHHM ca BCUYKM JieKjJapanuud 1Mo  oOpaszer; Ha  Bwb3noxwurens,
yA0CTOBEpeHUs/pePepeHIIuN OT pealu3upaHu JOTOBOPH, C MPEIMET CXOACH C
peaMeTa Ha MopbuKaTa, ChrilacHO n3nuckBanusATa Ha 3011 n Ykazanusita 3a yuactue
Ha Bb3noxurens. YYacTHUKBT € TIPEACTABUII JOKYMEHT 3a BHECEHA TrapaHius 3a
y4acTHe.

B TexHmueckoTo MNpCAJIOKCHUC 3a HU3IIBIHCHHC Ha IIOPb4YKaTa ¢C
npcacraBCHa noz[po6Ha TexHuuecka CHeI_[I/I(I)I/IKaL[I/IH Ha BHIOBCTC MCAHNIMHCKHU
KOHCYMATHBHU, KOUTO OTTOBAPAT HAa HM3HCKBAHUSATA Ha Bu3noxurens u 3akoHa 3a
MCINITHMHCKHUTC U3ACJIHNA.



IIo O60co6ena no3umusa Ne3

Jonycka xangupatst ,,PAPMA XOCIIUTAJI” OOA no pas-
IJIeKJIaHE Ha IIEHOBOTO MY MPEMJIOKEHHE, ThMl KaTo ca MPEJCTaBeHU BCUYKH
U3UCKBaHU OT BB3mokuTens 3aAbJDKUTETHU JOKYMEHTH, NMPUJIOKEHH Ca BCUUYKU
JeKJIapaluy 1o oOpasenr Ha Bw3noxurens, yaocToBepeHUs/pedepeHud OT
peanu3upaHu JOTOBOPH, C MPEIMET CXOJIEH C MpeJAMeTa Ha MopbhykKara, ChIIIACHO
m3nckBanuiaTa Ha 3011 u YkazaHusAra 3a yyactue Ha Bb3noxurens. Y4YacTHUKBT €
MPEJACTAaBHII JOKYMEHT 3a BHECEHA TapaHIlus 3a y4acTue.

B TexHWYecKoTO MpemIoKeHHE 3a H3IMBIHEHHWE Ha MopbuKkara €
npeacraBeHa noapooHa TexHudecka crienuduUKads Ha BHAOBETE JC3UH(PEKTAHTH,
KOUTO OTroBapsT Ha W3HUCKBaHUsATA Ha Bb3lokutens U Ha HOPMATUBHUTE
pasnopeou.

C ornen pasnopendara Ha wi.69a ot 30I1/otMm./, Komucusara o0siBsiBa
JaTara, yaca U MSICTOTO Ha oTBapsiHe Ha 1nieHoBuTe odeptu — 05.08.2016r. ot 14:00
yaca, B crpajara Ha ,,MBAJI ME]] JIAVIH KJIMHUK” A]l, B rpaz [lmoBauB, paiion
LLentpanen”, yi.,Ounun Makenoncku” Ne3d7, er.4, nOpu KOETO MpaBoO Ja IpH-
ChCTBAT UMAT yYaCTHHUKA B MpOIeAypaTa Wi HETOB YII'BJIHOMOIIEH MPEICTABUTEN C
HOTApUAJHO 3aBEPEHO MBJIHOMOIIHO, KAKTO W MPEJCTABUTEIN Ha IOPUANYECKHU UL
C HECTOITAHCKA €] U Ha CPEACTBAaTa 32 MaCOBO OCBEIOMSIBAHE.

CerimacHo pasnopenbara Ha wi.69a, an4 or 3O0Il/otm./ - Koraro
KPUTEPHST 3a OIIEHKA € MKOHOMUYECKH Hal-u3rojiHa odepra, mpeau OTBApSHETO Ha
IIEHOBUTE OPEPTH KOMHUCHSTA CHOOIIaBa HA MPUCHCTBAIIUTE JIUIA PE3YITATUTE OT
OIICHSIBAHETO Ha O(pepTUTE MO PYTUTE TIOKA3ATEIHN, Pa3IMdYHU OT IIeHaTa.

C ornen oOCTOSTENICTBOTO, Y€ 3a BCIKa €4Ha 000COOeHa IO3UIUS UMa
caMo 10 eAHa mnojaaeHa odepra OT YYaCTHUK M CaMO €JHO TEXHHUYECKO
OpEMIOKEHHE, 10 Kpurepuii ,,CpOK Ha JOCTaBKa“ YYacTHHKA, I10JIy4aBa
MakcuMaaHus o0poid 40 Toukm no O6oco6eHa nmo3uius Nel, O6ocoOeHa MO3UIUS
Ne 2 u O6ocobena mo3urmsg Ne3.

[IpoTOKOTPT HA KOMHCHATA Jia C€ NPEACTaBUM 3a YTBBPXKIABaHE Ha
WsnsnauTtensans aupextop Ha ,,MBAJI MEJ] JIAMH KJIUHHUK” AJl, cries KoeTo
Jla ce M3MpaTh Ha y4yacTHUKA 3a CBEJEHHE, KAKTO U OTHOCHO OOsIBSIBaHE Ha JaTara,
yaca U MSICTOTO Ha OTBapsiHE HA IICHOBUTE MPEIJIOKEHHS HAa YYaCTHHKA, CHIVIACHO
11.69a ot 30I1/0T™./.

HacrosmusaT mpoTokKoa ce W3roTBH W MOAMNKCAa B JBa €IHOOOpa3HU
€K3eMILIAPA.

KOMUCHA:

IMPEACEOATEIJL: 1. () /Xpuctuna PaitueBa /

YJIEHOBE: 2. (1r) /Tpennadunka [Ipomanosa/




3. (1) /n-p ViBan Kamapos/

4. (1) /n-p Acsa Kwvuea-Ilenenanosa/

5. () /mar.apm.3opuunia Beiakosa/

YTBBPIWII: 3
M3nbnaautenen aupexrop Ha ,, MBAJI MEJ[ JIAMH KIIMHUK™” AJ]

(m) /N-p HeBen Enues/

Ioonucume ca 3anruuenu cvenacno un.2 u un.4 om 33J1/1, 6v6 6pv3ka c
un.226, an.3 om 30I1/ot™./



