JA0OIoBOP
3A
H3BBPUIBAHE HA KJIMHUYHH ITPOHE/AYPH

Ne 241273 /18.02.2015

Huec. 18.02.2015 r. B rp. Crapa 3aropa, Mexay
HAIIHOHAJIHATA 3/IPABHOOCHI'YPHUTEJHA KACA, ¢ aapec: rp. Codms 1407, vi.
“Kpuunm™ Nel, BVJICTAT 121858220
rpejacTaBisgBana ot AupexTopa Ha Pafionna 3npaBnoocuryputenta kaca — rp. Crapa 3aropa
Hapu4aHa 3a kparkocT no-noay Bb3JIOKHTE! - ot enuna crpana

"

YHUBEPCHUTETCKA MHOT'OITIPO®HIHA BOJHHIA 3A AKTUBHO JIEYEHHE
“IMPO®. I-P CTOSIH KHPKOBHY™ Al

(BUO, HOUMEHOBARUE W NPAGHOOPEAHUSAYUORHA OpMa Ha Tevebnomo 3asedenue 3a GoTHuHa novowy no wi. 5, ar I u
wir. 9, an. I om 313 wn nevebuomo zacedenue no i, 10, m. 3a wm. 36 om 3713 ¢ pazxpumu recra, win xocnucu,
wninevetnomo sasedenue sa CHMIT (ML AL ML wiu JIKU). ¢ paskpumu neana 3a natmodere u aevenue 0o 48
yaca)

ChC cemanuile U aapec Ha yrupasienue rp. Crapa 3aropa vi. .. 'enepan Croneros™ Ne 2
MECTOHAXOKIeHHe Ha neyeOHoTo 3aeaenue rp. Crapa 3aropa yiu. .. 'enepan Croneros™ Ne 2

npeacrasngeano ot Jou. /I-p Mosuo [letkos Mosues, 1.m.
(mpunie uMeHa Ha npedcma&meamm JeyeoHomo sasedenug)

B Ka4ecTBOTO Ha M3mbiHUTE IeH JIHPEKTOP
(VHpasume., uznwiHumenen Oupexmop, REOKVPUCIN  OUPERMOP, NwIHOMOMHUK 1t Op.)

Pazpemenne Ne Mb-2/05.04.2013. r. 3a ocbmecTBsaBane Ha JevebHa JeffHOCT Ha Jle4edHOTO

3ap¢/iCHHAEC. H34aACHO OT MHHHCTEPA Ha 3/paBCcolla3’BaneTo.
(za nevetnu 3acedenus 3a ooanuna nomow no wa. 9, ar. T uwn 10, m. 3a wm. 36 om 3713 ¢ paskpumu aeana)

IIMC No ... riiieeene T 38 OTKPHBaHE/NIpeoOpa3yBane Ha J1€4eOHOTO 3aBe/IEHHE 110

. 5, anm. 1 ot 3J13.
(3a aevednume 3aceoeniel no wi. 3, ar 1 om 3/13)

Perucrpammonen Ne 2431211002 ot peructepa B M3 Ha jseyeOHOTO 3apejeHue 3a O0THHYHA
nomont o wi. 9, an. 1 wim no wn. 10, 1. 3a u 1. 36 or 3JI3 ¢ paskputH leriia, chIJIACHO
Hapeobama 3a eodene na pecucmup wa devednume 3asedenus 3a 00ITHUMHA NOMOW, YeHmposeme
3a  NCUXUMHO 30pase, YeHmposeme 3d KONCHO-GEHepudeckuy 3ab0IA6anus, KOMRIEKCHUME
OHKONO2UYHU YeHMPOse, OOMOBEME 3G MEOUKO-COYUATHU 2PUNCU U OUATUIHUME YeHMPOGE.

Peructpaunonen Ne .. ....... fgissas r. ua JI3 B Pernmonmanen uentnp 1O
3apaBeonaszBane/Pernonanna 3apasya uHenekims (PLI3/P3H). rp. ..ooovivviiiiiiiii i

Y.HOCTOBCpeHPIE 38 perucTpalHs SN SR OT PErucCThpa Ha JieyeOHuTE

3aBe/ienns 3a u3BbHOONHHYHA nomout B PLI3/P3H-rp. ..o
(za revebnu zagedenin sa CHMIT (ML, AL, ML wiu JIKL) ¢ paskpumuenecaa 3a nabuodenue u aevenue 0o 48 waca
u xochuct)

Emunen uaentudukammonen koa (EMK) BG 123535874 ot ThproBekust pericThp Ha AreHIusTa

O BITHCBAHMUATA.
(& cryyaume, Koeamo aevedrnomo 3agepenue e pecucmpupano no T3 uau 3K)

baHkoBa cMmeTKa:

IBAN: BG 13 BPBI 79351055330901.
BIC koxa na 6ankata: BPBI BGSF
bauxka: BVJICTAT / EMK BG 123535874
Ten./haxc Ne 042/623750, 042/601125




napuyan no-goiy 3a kparkoet M3ITbJIHHTEJI - ot npyra crpana

pa ocHOBaHMe Wi, 59, an. 1 or 3akona 3a 3apaBHOTO ocHrypsasane (330) 1 B CHOTBETCTBHE
¢ Haumonannumsa paMKOB JOTOBOp 3@ MeIHIMHCKHTE JeifiHocTd Mmexay Hanmonatmara
snpaHoocuryputenta kaca (H30K) u buirapekus sekapekn cbio3 (BJIC) 3a 2015 r. (HPJI 3a M/1
3a 2015 r.), (06n., JB, 6p. 6 or 2015 r., B cana ot 01.01.2015 r.), ce CKMOYH HACTOAIIMAT
J0TOBOP 3a CIIEAHOTO:

PA3JIEJT 1
INPEJMET HA 1IOI'OBOPA

Ya. 1. (1) C wacrosums morogop M3IITBJIHHUTEIAT ce 3agbikasa na okasBa Ha
sapapHoocurypenu quua (30J1) u wa ymmara mo §7. an. 1 or 3akoma 3a OloKera Ha
Hanmonannara sapaBHoocuryputenna kaca 3a 2015 r. (3BH30K 3a 2015 r.), meamumHCKH
aeitnocty no kauHuaHE npoueaypu (KIlp) ot mpunoxkenue Ne 10 KM 4neH eIHHCTBEH Ha
Hapenta Ne 40 or 24.11.2004 r. 3a ompeseisiHeé Ha OCHOBHHS TakeT OT 3APaBHH JICHHOCTH.
rapantiapad ot Gropkera Ha H30K (Hapea6a Ne 40 ot 2004 1.). cbe chAbpiKaHHE NOCOYEHO B
npunoxerne Ne 19  Kmuauann npouexypu™ ot HPJ 3a MJT 3a 2015 r.. xakto cnenpa:

1.1 Xpouunoxemoanamusa (KIIp Ne 1)

1.2 [Neputoneanna auanusa ¢ anapat (KITp Ne 2)

1.3-Tlepuroneanna auanusa Ge3 anapat (KIIp Ne 3)

1.4/Tnanu3no neverne mpu octpu cbetosaus (Kllp Ne 4)

1.5 CrcTeMHO J€KapeTBEHO JledeHue npH 3nokadecTBenu 3abosapanns (KIlp Ne 5)

1.6 JlucnancepHo HaONIOJIEHHE IIPH 3JI0KaYecTBeHH 3a0onsBaHus HW [OPH  BPOACHH
xemartonoruuuu 3adosssanng (KIIp Ne 6)

1.7 IlpocrneasBane Ha TepaneBTHYHUS OTTOBOP NPH MNAlMEHTH HA JAOMOIIHO JieHeHHe C
TpHIIEIHA IEPOpaIHa IPOTHBOTYMOpPHA Tepalns i nepopaina xumuorepanus (KIIp Ne 7)

(nocoueam ce Kllp, cveracno npuioscenue Ne 19 om HPI 3a M 3a 2015 2., 3a koumo aevednomo 3aeedenue

Jeenae 0a cknov do2osop)

(2) JleueGuure 3aBenenus. w3nbianuTe d Ha KIp Ne 5 w/uan Ne 7. 3a1b/KHTENHO CKIOYBAT
porosop 3a m3nbaHeHne Ha KIT Ne No 251, 252, 254 nm 298.

(3) BB3JIOJKHUTEJIAT ce 3ansipkara Ja 3annama JeiHocTiTe 1o aj. | ¢briacHo:

1. Tlocranosiaenne Ne 94 ot 24.04.2014 r. ma MuHuCTepcKH CBBET 3a IpHEMaHe Ha
METOIMKH 3a OCTOHHOCTSBAHE W 34 3alUlalllaHe Ha MeHIIMHCKATa oMot mo 4i. 55. am 2. 1. 2 0T
330 (06n. JIB. 6p. 37 o1 2014 r., B cuna ot 29.04.2014 r.) (IIMC Ne 94 ot 2014 1.). 110:

e MeToMKa 3a OCTOWHOCTSIBaHE Ha JeiHHOCTATE B OOJHHYHATA MOMOIL 10 NpHIoKeHAe No
2A KBM 41, 2. HapHYaHa 3a KpaTkocT ,.MeToiHKa 3a 0CTOHHOCTABAHE

e Mertoamka 3a 3alulalmaHe Ha jeifHocTuTe B OONHWYHATA MEIMIMHCKA MOMOIL 1O
npusoxenne Ne 2b kbM w1, 2. HapHuaHa 3a KpaTkocT ,MeTo1uKa 3a 3anaiaHe”.

2. Jloropop NePJI-HC-01-2 ot 29.12.2014 r. 3a npuemaHe Ha oOeMHTe H LEHHTE Ha
meumHekara nomomn 3a 2015 r. mexay H30K u BJIC (Jlorosop NePJ[-HC-01-2 01 29.12.2014 1.
mexay H30K u BJIC) (o6n. AB, 6p. 5 o1 2015 r.. B cuna o1 01.01.2015 ).

(4) UBITBJIIHUTEJIAT ocbluectesga jJeHHOCTTa 1O al. | CBIVIACHO W3UCKBaHMsATA HA
ZakoHa 3a JjeueOHuTe 3asegenus (3J13). 3akona 3a 3apasero (33), 330, 3BH30K 3a 2015 r.,
N0/13aKOHOBHTE HOPMATHBHK akTOBE Mo npuitaranero uM, Koxaekca na npodecnonannara etuka u
HPJI 3a M]1 3a 2015 r.

(o]



PA3JEJN 11
IMPABA U 3AAB/IZKEHHS HA CTPAHHUTE

Ya, 2. Bb3JIOKHUTEIAT uma cieanvre npasa:

1. 1a ynpaxssBa KOHTPOI 110 M3MBIHEHHETO HA HACTOAILNA JI0T0BOP:

2. na ynpaxussa koutpon Bepxy U3ITBIIHUTEJIS 3a cnaspane npasara Ha 30]1:

3. Ja ynpaxkHgBa KOHTPOJ BBPXY OKasaHaTa MeaMuMHcka nomom ceraacao 330 n
MHCTPYKIMATA, H3aanena ot ynpaeurens va H30K na ocnopanme wi. 72, an. 5 or 330;

4. na jnaBa npenopbky 3a nogodpseade Ha peitnoctTa Ha U3ITBJIHUTEJIA n na caean 3a
TAXHOTO HU3NbJTHEHHE;

5. na mznckea n nomaydaea ot U3ITbJIHUTEJIA yeranopenara 10KyMeHTAINS B CPOKOBETE,
onpeaenenn 8 HPJl 3a MJ] 3a 2015 r. n MeTtoipka 3a 3annamane.

Yu. 3. (1) BB3JIOKHUTEIIAT nma cnennnTe 3ab/DKEHASA:

1. 1a cnasea npasata Ha 30J1 u Ha nmaumenra. yeranosen B 330 u 33 ¥ 1a ru 3ano3Hasa ¢
TAX:

2. na cinead 3a cnasBaHe Ha mnpapata Ha 30JI m Ha manMeHTa OT CTpaHa Ha
U3ITBJIIHUTEJA;

3. na zannama onpenenennte ¢ Jlororop NePJI-HC-01-2 ot 29.12.2014 r. mexay H30K u
BJIC obemu 1 nenn Ha W3BBPIIEHATA H OTYeTeHa OOTHAYHA MEANIMHCKA TOMONL;

4. npenocras Ha WU3ITBJIHUTEJIA Ttekyma wmadopmanns U cbIeHCcTBHE, BBB BPb3Ka C
H3MBIHEHNE HA 10TOBOPA.

(2) B cnyuaii. we BB3JIOKUTEJAT ne sannmaru wa U3SITBJIIHUTEJIA wseepmenara u
otuerena aeinoct no Kllp B cpokorere, onpezeneny B MeToauka 3a 3amjiaiiane ¥ HacTOAIINSA
noroeop. BB3JNOKUTEIAT asmxkn na M3ITBIIHMTEJIA sakonna samxsa 3a 3abaBa 3a
[IPOCPOUEHOTO BPEME.

Y. 4. USITHBIIHUTEJIAT nma cnexnnte npasa:

1. 1a monydasa JOTOBOPEHOTO 3alliaiiane 3a MipbpieHaTa M oryeTena Aefinoct Kllp npu
YCIIOBHSTA, B CPOKOBETE W MO peja. omperneneHu B Meroaukara 3a 3amuiamiaHe W HacTOSIIHS
JI0TOBOP:

2. na monydasa Tekyma wuHpopMamus u cwaedictBue ot BbB3JIOKHTEIA ornocuo
BB3JI0KEHATa MY 3a H3IbIHEHHE MeIUIIMHCKA JIeHHOCT.

Ya. 5. UBITBJIHUTEJIAT, pecn. nekapst, pabortem B 1e4e0HOTO 3aBeICHHE B W3LbIHCHHE
Ha TO3H JOTOBOP. C€ 3a/Ib/IKaBa:

1. 1a ocurypsiea JgoroBopenata MeauumHcka gefinoct no Kllp ma 30J1, cwriacno
nocoyennte yenoeus B HPJ1 3a M1 3a 2015 r., KakTo ¥ yTBBPJACHHTE MEIUIMHCKH CTAHIAPTH. a
IpH JIMICAa HA CTAHIAPTH 3a MOCOYEHMTE CHNEUHAaIHOCTH — B MOMNHCAHHTE WIM TPHETH OT
HAYYHHUTE JAPYKECTBA 3a TAX KOHCEHCYCHH MPOTOKOJIM 3a JICYEHHE!

2. Ja oKa3Ba MEIMIMHCKA NEHHOCT 1o BH1, o0eM M CI0JKHOCT., CHOTBETCTBAIM HA
JIOTOBOPEHHTE, KaTO craspa vcraHosexute B npunoxenue Ne 19 xem HPJL 3a MJ 3a 2015 r.,
H3UCKBAHMS W TIPABHITA 33 MPOBEXKIaHe Ha JIHArHOCTHKA M KJIMHHYHO JICYEHHE H IHCIaHCePH3aLIHs
Ha 3ab0/IBAHMATA. KAKTO ¥ PErHCTPHpaHe Ha H3BLpIIeHUTe AeiiHocTh, BKroueHn B Kllp:

3. Ja mo/Ulbpka TO BCAKO BpEeMe Ha HM3MBIHEHHETO Ha J0ToBOpa (JYHKIHOHHpAIla H
W3MpaBHA MEIWIIMHCKA anaparypa # ofopyiaeane, nocouend B npuioxkenns Ne 19 kem HPJL 3a
MJI 3a 2015 r.;

4. 112 pasnonara ¢ MEJULUMHCKH CHEIMAIICTH HA OCHOBEH TPYJIOB JOTOBOP; B CIYYaHTE. B
KOHTO He pa3nojara ¢ MeJIMIHHCKH CHELHaJMCTH HAa OCHOBEH TPYIOB JOroBOp. JieuebHOTO
3apejienne 3a bMIT Moske z1a cKilOYBA TPY/IOBH AOTOBOPH 3a AonbjIHWTeNeH Tpya no Kojekca na
TPY/Ia ¢ MEIHIMHCKHA CHEIMAIMCTH, OCBIIECTRBAIH AeifHOCT B OOMHWYHH CTPYKTYpH Oe3 Jeria
3a Clie/IHUTE CHeHATHOCTH:

a) BUPYCONOTHSL:

0) KAMHHYHA MUKPOOHOIOT UL

B) KJIMHMYHA NapazHTOJIOTHs:

I') KIMHAYHA HaTOJI0T |l

% / 7 | ’
1) HyKJIeapHa MeJIHIHHA. L
W



5. Ja OCHIypW JAeffHOCTTAa Ha JIMICBAIATE MY CTPYKTYPHH 3BeHa ¢ peobxoaMMara
MeJIMIMHCKA anaparypa i obopy/iBaHe upe3 JA0roBop ¢ Apyro neyeOHO 3aBelieHne 3a OOTHHYHA WK
M3RBHOOIHAYHA TIOMON] B cIydanTe, Koraro crotsetHara Kllp morycka toea ¢ JTeyeOHN 3aBelIeHNs.,
KOWTO c¢ HAMHPAaT HA TEPHTOPHATA Ha Chilara oDIacT, HIH € no-61M3K0 nevedHO 3aBejleHHe B
cheejHa obnact;

6. neueGHOTO 3aBejleHHe € OCHTYPHIIO JeHHOCTTa Ha JIMIICBAIIMTE MY CTPYKTYPHH 3BeHA C

- HeoBXOMMATa MeIHIMHCKA arraparypa # ofopy/iBaHe upe3 JI0roBop ¢ APYro JiedeOHO 3aBe/ieHHe 3a

GONHAYHA WM W3BBHOOAHWYHA [OMOII B COydYamTe, KakTo CclejBa - HMYHOJIOTHYHA.
ATOTEHETHYHA. TeHeTHYHa Jnabopatopus 3a MeraGonmuren, emsmmen u  JIHK  awamms,
BHPYCOJIOTHYHA, Mapa3HToI0THYHA, XUMHKO-TOKCHKOJIOTHYHA, HYK/IeapHOME/IHIIHHCKA

nabopatopusi (BKJI. PaZHOM30TONHA 1adopaTopws). KIMHHYHA [ATOI0rHs M MHKpPOOHOIIOT 1A,
MArHHTHO-PE30HAHCHA TOMOIpadHs/KOMITIOTbPHA ToMorpadus;

7. 7a ¢ o0OpYJABAaHO 0 MOUThpAKA codryep 3a OTYET Ha JOTOBOPEHATA H H3BLPLICHA
MEARITMHCKA JIeHHOCT:

8. 7a pasmoiara Mo BCAKO BpeME Ha M3IBLIHCHHETO HA JIOrOBOpa ¢ MEIHIHHCKH
CHEIHATMCTH ChC CHOTBETHA KBain(HKais, HEOOXOJMMA 3a H3IB/IHEHHETO HA JI0roBOpa H
nocoyena B npunoskenane Ne 20 or HPJI 3a M/ 3a 2015 1.

9. 1a OCHTYPSBa HeNPEKBCHATO 24-4acoBO W3NBIHEHME Ha JevyelHata ACHHOCT 10
METHIIHCKH CHEMMaTHOCTH, ChITIACHO Pa3pelieHHeTO 3a OCBIIECTBABANE Ha jTeYeOHa AeHHOCT!

10. 1a He n3McKkea 3anaanmane uiau gonnamane ot 30J1 3a jieHOCT - npeMeT Ha HACTOSIINA
JOTOBOP. € M3K/IIOYEHHE HAa CIYYanTe B KOHTO JIHIETO € ¢ OPEKbCHATH 3APaBHOOCHIYPHTCIHH
npaBa cbriacio wi 109 or 330, wim e ocBoboAeHO OT 3aABIKEHWETO Ja 3alllaia
3IPABHOOCHTYPUTEIIHH BHOCKH H HE € BB3CTAHOBHIIO NPaBaTa CH CHIIIACHO 1L 40a ot 330;

11. 1a He W3KMCKBa 3arviamane Ha cymu no 9. 37, an. 1 ot 330 oT KaTeropiauTe JIHla 1o 4.
37. am. 4 330. KaKTO W OT AMLATA ChC 3a00/1ABaHus, NOcOYeHH B npunokenre Ne 12 Cnneebk Ha
sabonseannsTa. npu korro 30J1 ca ocBodonenn oT noTpednTecka Takea 110 Wi 37, ai. 1330 o1
HPJT 3a MJ1 2015 1.;

12. 1a mpenoctaBs 3aabDkuTenHo m3ucksanara ot H30K oruetHa JoKyMmMeHTauus B
cpokoBe. cTpykTypa u (opmar., onpeieiena B Mertonuka 3a  3amiauaxe, 3akoHa 3a
CYeTOBOACTBOTO, KAKTO M B CHOTBETCTBHE ChC 3PABHATE HHIMKaTOPH OT M3:

13. 7a ocurypssa Ha arekHocTHATE Aria Ha H30K u Ha UILKHOCTHHTE THLA HA P30K —
(pUHAHCOBH MHCTIEKTOPH M JIEKAPH-KOHTPOJILOPH AOCTHII JI0 MOMEIIEHHATA, B KOUTO C& H3BBPIIBA
jeuebHata JAEHHOCT. KAKTO H JOCTBI JIO JIOKYMEHTAlMATa, CBBP3daHA C H3IBIHEHHCTO Ha
HACTOSIINSA 10TOBOP:

14. na cnazea npapara #Ha 30J1 1 Ha nanueHTa, periaMeHTHPaHH B 330 u 33. KakTo H jJa I
3aMmo3HaBa ¢ TAX:

15. 1a ocurypsiea YCTOBHsA. KOHTO rapanTupar npasara Ha 30JL Brmounrenno u B
Ka4ecTBOTO MM Ha MalHEHTH:

16. 1a He pa3NpOCTpaHsIBA JAHHH. CBbP3aHM ¢ auyHocTTa Ha 30JL cTaHaiu My M3BECTHH
IIPH KM [0 [IOBOJI OKa3BaHe Ha MEIMIIMHCKA [IOMOLLL, OCBEH B CTY4auTe, IPEABHICHH ChC 3KOH;

17. 14 NpeoCTaBs Ha MAIMEHTA SICHA M JOCTBIHA MH(OPMALHA 32 31PABOCTOBHOTO MY
CHCTOSIHHE U METOIHTE HA EBEHTYATHOTO MY JIe9eHHE!

18. 1a yeenomssa u npeactass B P3OK komie OT ¢hOTBETHHS AOKYMEHT JI0 5 paboTHH JHH
OT HACTHIIBAHE HA MPOMSHA HA BCSKO OT 0OCTOATENCTBATA, YAOCTOBEPEHH € JOKYMEHTH T10 4.
171. peen. wi. 172 or HPJ] 3a MJ]3a 2015 r.;

19. na npencrass B P3OK npunoxenne No 1 .Crimebk Ha crenuamicTare, paboTemy mno
KIlp”. Hepa3jenna 9acT OT HACTOSILHA J0TOBOP;

20. exceMecedHO, npe3 oTYeTHHA neproa aa upeacrass B P3OK orpaboten 3a npeaxoaHus
mecen rpaduk Ha crienuanuctute, padoremu no Kllp.



PA3JE 111
JAABJKEHHS HA CTPAHUTE 110 HHOOPMAIIHOHHOTO OCUI'YPSIBAHE H
OBMEHA HA HHO®OPMALIHUA

Ya. 6 (1) Ha ocnoanme ua. 50 or 330, npu nomssane Ha bMII no To3u noroeop
M3ITBJIHUTEJIAT., wm3uckBa oT nuuarta mnpeiacTaBsHe Ha JIOKYMEHTH, YIOCTOBEpsABaLIH
CAMOJIHYHOCTTA MM CBIJIACHO 3aKoHa 3a OBATapcKHTE JHYHM A0KYMeHTH. JloKyMmeHTHTEe ce
peJCTaBAT NPH NOCTLIIBAHE B ¥ PH HAIYCKaHe Ha JieueOHOTO 3aBe/ieHHe.

(2) Ha munara, Ha KOMTO HE C€ H3JaBAT JOKYMEHTH 1o ai. |, ce M3MCKBAT IOKYMEHTH,
VAOCTOBEPARAIIA CaMOTHYHOCTTA MM, CHITTaCHO HAMOHATHOTO 3aKOHOJATENCTBO Ha JhpiKapara,
YHHTO IPajkJIaHy ca JHiaTa.

(3) Jlmpara B MpOM3BOJACTBO 3a MpeJOCTaBsHE HA CTATYT Ha Oe/kaHell WM NpaBo Ha
yOesxuie npeJCTaBsAT YAOCTOBEPSABAIl CAMOIMYHOCTTAa WM JIOKYMEHT, M3laneH ot JlbpkasHaTa
areHuus 3a OeKaHIUTE.

(4) Jlunara B mpouenypa rno M3aaBaHe Ha AOKYMEHT, YIOCTOBEPSBAIl CAMOIHYHOCTTA MM,
mopaad u3ryOBaHe, KpakOa, NMOBpeKIaHe. YHHINOXKaBaHe, NMOAMAHA W IIPOMAHA B JIaHHHUTE.
npejacTaBsT jJeknapauus no wi. 17. an.l ot [lpaBunHuka 3a w3naBane Ha OBArapcKHTE JIHYHH
JOKYMEHTH WJIH Jpyr JOKYMEHT. YJAOCTOBepsBall H30pOeHHTE ODCTOATENCTBA. M3/AJEH OT
CBHOTBETHHTE KOMIIETEHTHH OpraHH.

(5) B cayuanTe. KOraTo JHI@ATa HOCTHIBAT B CHEMIHO ChCTOSHHE H JOKYMEHT no ai. 1, 2. 3
win 4 He Moke ja Obje NpejcTaBeH. CBINMAT Ce MPEACcTaBd 10 MOMEHTa Ha HallyCKaHe Ha
U3ITBJIIHUTEJIA.

(6) UBITBJIHUTEJIAT crbupa 1aHHATE OT JOKYMEHTA 3a caMOJIMYHOCT 1o an. 1 u 4, Kakto
¥ uHpOpManMs 3a jJ4araTa M 4aca Ha MOCTBLIBAHE B M HamyckaHe Ha JjeweOHOTO 3aBejleHHe -
wanbauuTen Ha bBII, B kimentckara bact Ha wHbopmaumonna cucrema Ha H3O0K
PerncTpanmonna cuctema Ha chOMTHS [0 XOCHHUTAIHM3ALKA M Jexocnutaituzanus”. JlasHuTe 0T
JOKYMEHTHTE C MamIMHHOYHTaeMa 30Ha ce chbMpar dYpe3 eIeKTPOHEH HeTel. a Te3W Of
JOKYMEHTHTE 0e3 MalMHHOYNTAEMA 30Ha C€ BHBEIKIAT PHYHO.

(7) I'lpu oxazeane Ha bIl na manonerno muue. U3ITBJIHUTEIIAT, csbupa B kaueHTCKaTa
yacT Ha MHPOPMAIIHOHHATA CHCTEMA 1O &l 6 TPUTEe MMEHA M eMHHHUS I'PaXIaHCKH HOMEp Ha
JHIETO., KAKTO M JaHHUTE OT JOKYMEHTa HO al. 1 Ha JIHLETO, KOETO MOKe ja H3pasasa
HH(OPMHPAHO CHITIACHE 33 OCHIIECTBABAHE HAa MEAMIIMHCKH AeHHOCTH, CHIIIACHO W3HCKBAHHUSTA
Ha 3aKoHa 3a 37paBeTo.

(8) Kamentckara wact Ha WHOpMALMOHHATA cHcTeMa nmo aia. 6. Ha Dasa ceOpaHuTe OT
HU3ITBIIHUTEILS nannu 3a BCAKO JKIE, T€HEPHPA €JEKTPOHEH JOKYMEHT, KOHTO Ce MOTHCBA OT
YOBIHOMOIIEHO OT H3mbAHUTENs Ha bI1 amie, upe3 BamuIHO YIOCTOBEpPEHHE 3a KBaIH(HIHPAH
ENeKTPOHEH MNOAMHC M0 cMHUChIa Ha wi. 13, an3 or 3akoHa 3a €JIEKTPOHHHA JOKYMEHT H
eJEKTPOHHHA MOANHC. YI0CTOBEPEHHETO cile/Ba Aa ObjJe W37aJeH0 OT aKpeAMTHPaH I0CTaBUMK
Ha yjaoctoseputennn yenyrd u ga ceaspxka EMK mo un. 23 or 3akosa 3a TBProBCKHS
peructop/ko o BYJICTAT. nanmenoBanue Ha nedebuoto 3apenenue. EI'H/JIHY u tpute nvena
Ha YITbJIHOMOIIEHOTO THILE.

(9) UBITBJIHUTEJIAT, He3abagHo u3npaima 4pe3 KIHEHTCKAaTa 9acT Ha HHpopMalHOHHATA
CHCTEMA TI0 a71.6 eJIeKTPOHHHS JOKYMEHT 10 al. 8 B ¢hbpBbPHATA YaCT HA CHCTEMATA, PasnookKeHa
B L1V ma H30K.

(10) BB3JIOKHUTEJAT uzrots u ny6aMKyBa Ha MHHTEPHET-CTPAHUIIATA CH MHCTPYKLIMH 34
NOJ3BAHE HA KIMEHTCKATa YacT Ha HHQOpPMalHOHHATA cHeTeMa 110 an. 6.

PA3JEI IV
YCJIOBHS U PEJ] 3A OKA3BAHE HA IEHHOCTH 110 KJIMHHYHHA
INPOIEAYPH/TIPOIEAYPA

Ya, 7. (1) UBITBJIHUTEJIAT e nneken na 00aBu:

1. 3apaBuuTe jMeifHOCTH, rapanTHpaHy oT Ormkera Ha H30K: /i 4'7
' A »
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2. croinoctra, kosto H30K sannaua 3a 3a1paBHHTE AeHHOCTH:

3. Ge3IIaTHO NPeIOCTABIHATE MEeIHITMHCKH YCayTH 110 wi. 82 o1 3akoHa 3a 31paBeto:

4, cayuadTe, KOraTo JIMIATa HMaT MpaBo Ha LEIeBH CPEACTBA OT PenyOIHKAHCKHS OIOKeT
W HAYMHA Ha OTIYCKAHETO HM!

5. cayyadre. KOraTo IHIaTa 3aruialiaT MeIHLHMHCKA [IOMOIL, H3BbH 0OXBaTa Ha
3aBIKHTETHOTO 3/IPABHO OCHIYPABaHE;

6. nHdopmMalIis 3a 3IPaBHOOCHTYPUTEIHHTE APYIKECTBA, ¢ KOHTO HMAT CK/II0YeH J0Tr0BOp:

7. cnMchbK Ha 3a00IABAHHATA, MPH KOWTO 3ab/DKHTENIHO 3/PABHOOCHTYPCHHTE THIA ca
ocr0oB0/IeHH 0T 3ariaiane Ha cymure o wi. 37, an. 1 ot 330.

(2) Mudopmarmsita mo an. 1 ce oOfBsiBa M Ha HMHTEPHET CTPaHHIATa Ha JevyeOHHTE
3aBe/ICHAA HIIH C€ OTOBECTHBA 110 JApyr 00HYaeH HAYHH.

(3) UBITBJIHUTEJIST obsBsBa Ha BUIHO MACTO, A0cTHIHO 3a 30JI:

1. namvenopanmsaTa Ha KlIp, 3a KOMTO € CKIIOYEH HACTOSALIHAT JOrOBOP H LEHHTE, KOMTO
H30K 3amniama 3a 14x;

2. CIMCHK Ha FPYITH JTHIA, OCBODOAEHHM OT NOTPEOUTEICKA TaKea:

3. paGoTHus rpaduk Ha KabWHETHTE B JHATHOCTHYHO-KOHCYJITAaTHBHHS OIOK/MpHEMHHA
kabuner (JIKB/TIK).

Y. 8. (1) Kimanusan nponeaypu Ne 1 . Xponnoxemouanusa™™, Ne 2 _llepuroneanna anamisza
¢ anapar”, Ne 3 _llepuroneamsa mmammsa 6e3 anapar™, Ne 4 JlnainusHo JedeHHe NPH OCTPH
ceetosans™, Ne 5 .CHcTeMHO JIeKapcTBEHO JeveHHe NMpH 3JoKadecTBeHH 3adosigBanua™ u Ne 7
Jlpocieasgeane Ha TepaneBTHHHHsS OTTOBOP NPH NAIMEHTH HA JOMAIIHO JICYEHHE C IPHIETHA
MepOpaiHa MPOTHBOTYMOPHA Tepamus M nepopanHa xumuoteparms™ u Ne 10  Habmozenne npu
NAMUEHTH ¢ HEBPOMYCKOIHH 3a00/1sBaHis HA HEMHBAZHBHA BEHTUIALMSA ™, C& H3BBbPIIBAT B 1107133 Ha
30J1, ya KoMTO € M3zazeHo ..MeIMIMHCKO HanpapieHHe 3a KIMHHYHH MpOLEIypH/IpoLeIypa 3a
HHTeH3uBHO Jeuenne” (61, M3 - H30K No 8) ot nekap ot neueOHO 3aBeiaeHHE - M3NBIHHTEN Ha
[TAMIT, CUMIT s BIL wom paborem 8 LICMIL

(2) 3a KIlp Ne 1. nanpasienueTo o ai. 1 ce n3jaBa eHOKPATHO 33 MECEIa, KaTo B CHUIIOTO
ce OTpa3gBaT BCHYKH IPOBEICHN XeMOIHATHIHH IIPOUeaypH 1o Opoil, Jara # Jac Ha 3anovusaHe W
3aBLpUIBaHE Ha Begka otaenHa Kllp.

(3) 3a KIlp Ne 2 u Ne 3, panpasnenuero no ain. | ce m3japa eIHOKPATHO 32 Mecela. Kato B
CBIIOTO e oTpasseat o0 Opoit 1HA.

(4) 3a Kllp Ne 4. panpasrensero no ain. | ce H3zaBa €IHOKPATHO 3a Mecella npu
HEeODX0,IMMOCT OT XeMOAHAIN3a IPH OCTPH ChCTOAHMNA.

(5) 3a KIlp Ne 5. nanpasnenuero 1o an. | ce W31aBa eIHOKPATHO 3a Mecela, Karto B CHIIOTO
ce OTpa3siBaT BCHYKH MPOBEICHUTE NPOLEIYPH 110 OpOii.

(6) 3a KIIp Ne 7, manpapienrero no aji. | ce H31aBa NpH HE0OXOAHMOCT OT EKCHEPTHA
OLEHKA HA TePaneBTHUYHMS OTTOBOP.

(un. 8 ce npuraca u ce uHOUBHOYAAUIUPAN MEKCMOGENTE § CTVHATL Ye NeHeOHOMO 3a6e0eHUe Heeaae da CKIoNN

doeosop 3a coomeenuume KIIp om npiioxcenue Ne 10 ua Hapeota Ne 40 om 2004 2.)

Ya. 9. (1) Jedinocture no Kllp Ne 6 . Jlucnancepno HaOmOAeHHE NPH 3]10Ka4€CTBEHH
zabonsgBanys ¥ IPH BPOACHH XeMaToIOru4HH 3abonspanus™ ce m3pbpmsar Ha 30JI, na konto e
W3Ja/IeHa eNUKPH3a W peleHne (IPOTOKOI) OT OHKOJOIHYHA KOMHCHSA/OHKOKOMHTET OT J1eyeOHO
3apejieHne, nanbiannTen Ha bIT. '

(2) 3a napupmennte aeitnoctn mo Kllp Ne 6 ce u3aara .Jluet 3a aucnancepno Hadmoenue”
(6:1. M3 - H30K Ne 9) ot sexap ot neuebHo 3ase/ienne, manbiaautes1 Ha Kllp.

(3) Obemute M yecTOTaTa HA AWCIAHCEPHOTO HAdIIOAEHHE HA JHMIA CHC 3/I0KAYECTBEHH
zabongBanus ca chriiacHo npunokerne Ne 11 wa Hapenba Ne 40 na 2004 r.

(4) Ilpu cmaHa Ha neueOHOTO 3aBe/IEHHE, KOETO M3BbPIIBA AMCIAHCEpHU3ALNATA HA THIATA
no an. |, mpenuc oT MeJIMIIMHCKATA JOKYMEHTALUs ce peasa upes aucnancepusupanoto 301 na
HOBOH30paHOTO Je4edHO 3aBeAeHHeE.

fur. 8 ce npuraca e cayyai, ve Aevebuomo sasedenue Heerae da ckmoyn doeosop 3a Klip N 6)

Y. 10. (1) Heiinoctute no Kllp Ne 8 . Jlucnancepno nalmoieHne pH MyKOBHCIIHAO3a™ ¢e
m3bpmBsar Ha 30J1, Ha KOMTO € W3/1ajieHa eNMUKpU3a ¢ anarnosa ..MyKkoBucum103a™.

(2) 3a uzBbpmienuTe AeiiHocTH 1o al. 1 ce u3zasa . Jluer 3a nucnancepHo Habmonenne™ (0.
M3 - H30K Ne 9) ot siekap ot nedetno 3aBeaenue, n3nbaauten na Kllp.



(3) JlncmancepHOTO HaOMOASHHWE HA JMIA € MOCTaBeHa auarHosa . Mykoeuenuaosa™ ce
M3BLPIIBA HA BCEKH TPU MECeLa, HO He TI0BEYE OT YETHPH IThTH I'OJIMIITHO.

(un. 10 ce npunaza e ciyuai, ve nevebromo asedenue ¥eerae da cremionu docosop sa Klip Ae 8)

Ya. 11. (1) Mspspmipaneto Ha Meauuuucka aeinoct mo Kllp ce ocnmectssBa ciied
JIOKYMEHTHpPaHa TpeleHKa oT JeKkap ot JieueGHo 3apenenne n3neiauren Ha bIT mm KOLI,

(2) KannuuHuTe OpoueIvpA ¢e H3BBPIIBAT B CLOTBETCTBHE ¢ AMArHOCTHHHO-Te4YeOHHTE
anroput™u no npuiaoxkerde Ne 19 or HPJ1 23a M/1 3a 2015 r. 1 ce oTpa3saBar B NOCOYEHUTE B TE3H
ANTOPATMH JOKYMEHTH.

Y. 12. (1) 3a aa Obae u3BbpiueHa meauuuncka geitnoct no Kllp na 30J1, creasa cvmoto
JIa € ¢ HeNpeKbCHATH 3APABHOOCHIYPHTENHH MpaBa, ¢ M3KTOUEeHHe Ha nMuara no §7, an. 1 ot
36H30K 3a 2015 r. 1 ja ca HajMIe cile/H|Te 00CTOsATEICTBA:

1. yaaukanuy 3a nposexiane Ha Kllp ceraacuo npunoxenue Ne 19 ot HPJ1 3a M/J1 3a 2015
I'., KOHTO ¢ OTPa3siBaT B MEAMIMHCKATA JOKYMEHTAINS;

2. guueTo Ja € cbe 3aboisgBaHe. M3NCKBANIO MPOBEKJAAHE HA MPOLEAYPH 3a JiedueHue,
amarnocTuka win Habmonenue. npeapuiaeHd B O6nok “Kozose wa npouexypu nmo MKB 97 na
crorBeTHata Kllp;

(2) B cnywauTe, KOraTo JIMIETO € ¢ NPEeKbCHATH 3PABHOOCHTYPHTEIIHH TIpaBa. Ha CBIOTO Ce
okazpa MenunuHcka aeitnoct no Kllp, ako Bh3cTaHoBHM npaBata ci NpH YCIOBHATA H [0 peja Ha
330.

(3) [1pu Hew3mBIHEHNE HA YCI0BHETO Mo an. 2 ce npuiara wi. 109, an. 1 330.

(4) Tlpu nmpoexinane nwa Kllp ma ocurypenute B Apyru ABLPKAaBH JHIA. 338 KOHTO ce
IpHIarar CXeMHTE 33 COUMAlHA CHIYPHOCT, KaKTO W IHIATa, BKIIOYEHH B MEKIYHApOIHH
Ccroro0M 3a COUMAIHO OCHIVpsiBaHe. Mo KouTo P bearapus e crpana., npeiacTaBaT KoIlHe OT
VIOCTOBEpHTEIHIS JOKYMEHT 3a MpaBo Ha oOe3mieTeHMss B HaTypa B ciayuaii Ha Oonecr,
MAYMHCTBO, TPYIOBH 3JI0NOJYKH Wi npodecroHaniy 3a0oisBaHus, a NpH MOA3BaHE Ha Mpasa
Ha creniHa M HeoTa0xkHA momom oT maketa Ha H30K - E30K wim yaoctoBepeHHe., BPEMEHHO

3amectBaio E30K.

Y. 13. [1pu usnensenne Ha HacTosmus gorosop U3ITBJIHUTEJIAT ce 3aasmxasa:

1. na ocwurypsBa Ha TAIMEHTHTE HEIPEKBHCHATOCT HA MEIMIMHCKATa JeHHOCT 110
KIlp/nponeaypa. KakTo W KOOPAMHAIMS MEK1Y JeKapHTe-CleHaTHCTH, KOHTO 5 OCHIIECTBABAT:

2. jga oTpa3sBa M3BBplIeHHTe MemuuuHckn Aeiinoctw no Kllp B meannmsckara
nokvMmenTaiusg. nocoyena B HPJI 3a MJI 3a 2015 r., xakTo M B OcTaHamata MeJUIIMHCKA
JOKVMEHTallHs. B KOATO €€ PerucTpHpaT H3BBPIIEHHTE MEIWKO-INarHOCTHUHO W3CIeIBaHMs W
HWHCTPYMEHTAIHHM TIPOLEIYPH. B CIyYaHTe B KOUTO € NIPEABHICHO.

Yn. 14. B npoueca Ha JAMAardHocTHKa, JedeHHe H  oOCIyKBaHe Ha TalHEHTa
M3ITBJIHUTEJIAT npunara yrBepaeHM HauMHHM Ha JeHCTBHe, choOpaseHHM ¢ VKazaHuATa 3a
KmuHngHO nosexenue B Klp.

Y. 15, UBITBJIIHUTEJIAT msma npaBo jJa npuiara AMarHOCTHYHH W JiedeOHH METOJIH.
KOHTO:

1. He ca YIBBPJACHHM B MEJAMIHHCKATA ITPAKTHKA. IPOTHBOpEYAT HA MEIMIMHCKATa HAyKa H
Ch3/1aBaT NMOBUILEH PUCK 3a 3/IPABETO M JKUBOTA HA NALIUEHTA:

2. BOJAT /I0 BpEMEHHA IIPOMSHA B Ch3HAHHETO, OCBEH aKO 3a NPUIAraHeTO UM MalMeHTHT €
7171 ChIIIACHETO CH WIIH aKO ca Hanmie obcTtogTencTrata mo 4. 89, an. 2 ¥ an. 3 ot 33.

PA3JIEJ V
LHEHH, YCJIOBHUS U CPOKOBE 3A OTHUTAHE H 3ATLTAHIAHE

Y. 16. (1) BB3JIOXKUTEJAT 3annama na U3ITBJIHUTEJIA norosopenara ceriacHo .
1. an. 1 or Hactosumms A0roBop, uspepmena 0 ordereHa ot M3ITBJIHUTEJIS meanumncka

Jeinoet no Kllp;
(2) 3anmaniageTo Ha MEIMIIHHCKH JIEHHOCTH 1o a1, | ce W3BBPIIRA C/Ie/l BIM3aHE B CHJIA HA

HACTOALLMSA JOTOBOP. /'1! I
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Y
b (’ f
7



Ya. 17. Lenn na Kllp. cernacuo orosop NePJI-HC-01-2 o1 29.12.2014 r. mexay H30K #

Ne na KIlp/ .
Hamnmenosanne na Kllp/npouexypa Lenn (B nB)
npoueaypa
01 | Xponnoxemoananusa 144
02 Ilepuroneanna 1manusa c anapar 130
03 | IlepuToneanna anamisa Ges anapar 93
04 | JnamusHo neveHHe npn OCTPH ChCTOAHMA 144
05 CHCTEMHO NEKAPCTBEHO NIeMeHHe NPH 30KAYECTEEHI 150
3ab0IABAHHA — CAMO 3a MAUHEeHTH Had |8 roauxn
06 JlucnancepHo HadmoaeHe Npi 310Ka4eCcTBEHH 130
' sabonsBanii 1 MPH BPOIEHH XEMATONOIHYHH 3a00NsABaAHI
[Tpocaeaspade Ha TepaneBTHYHIS OTFOBOP TIPH NALMEHTH
07 HA JOMALITHO feveHie ¢ NPHLENHA NepopaTHa 250
MPOTHBOTYMOPHA Tepanus u Mepopanta XuMHoTeparis

(6 zaeuCUMOCh Om Kﬂp. I KOUMO € CKTOYEHR (Jr)?()(f()p‘bm, C€ BRUCEam cbomeemuume I{eh’l{}

Ya. 18. BB3JIOKHUTEJIAT samaama na U3ITBJIHUTEJIA 3a Beexky otTaesnen cayyaii mo
KIIp npu HanHyue Ha claeJHUTE YCIOBHS:

1. oruetenara/otuetennte Kllp e BkmoweHa B npeaMera Ha J0ropopa # cbllara €
H3BBPIIEHA OT NOCOYCHHTE B HErO CHEHATINCTH!

2. DALHEHTHT € C HENPEeKbCHATH 3/IPaBHOOCHTYPHTEIIHHA TpaBa WiIH I'M BH3CTAHOBH JI0 JlaTara
Ha XOCIHTAW3allHg B PaMKHTE HA CbIIMsl OONHUYEH MPECTOH MM Npeid NOociIeaHara 3a Mecena
KITp. ¢ n3kmovenne Ha aunara no §7. aa. 1 or 3bH30K 3a 2015 r.;

3. criaseHM ca yCIOBHATA 3a 3apbpiuena Kip. esriacHo anroputbma Ha csotBetHata Klip;

4. m3pspienara mexunuHcka Jeinoct no Kllp e otuetena npr ycaoeHaTa W Mo pejia Ha
MeToaHKa 3a 3ariamane W HaCTOSIIHS JIOTOBOP.

Y. 19. (1) BB3JOXUTEJIAT 3annama 3a BceKH OTAeleH caydail Bb3 ocHOBa Ha Opos
nposenesu Kllp 3a otuernus mecell.

(2) B cavuaii Ha xocnuTanu3auus Ha nmaureHT o Kl u HeoOXoaMMocT OT MpoBekIaHe Ha
KIlp B pamkuTe Ha cbimms GonHmyeH npectoii ce 3amama KIT u Kllp, ¢ n3kmouenne na:

1. KIlp Ne 5 B pamkute Ha cbinus dosangen npecroii mo KIT NeNe 251, 252, 253, 254 256,
271.1, 257.2, 258.1, 258.2 u 298;

2. KIlp No 6 B pamkute Ha chips Somanden npectoii no KIT NeNe 251, 252, 254 u 298, Kllp
Ne 5 u Ne 7 wim npyesiedeHHe. MM ONEPATHBHO JIEYSHME IO MOBOJ HAa OCHOBHATA JMAarHO3a. 3a
KOSTO JIMUETO € JUCHAHCEPH3INPAHO.

(3) B cmyuaii Ha XocnmTanuszaums Ha nauredt no Kll u HeoOXoamMoceT oT npoBekaane Ha
KIp B pamkute Ha exaun orderen nepuox ce sannama KIT u Kllp, ¢ u3kmouenne na KIlp Ne 6 B
pamkmTe Ha churs GomHmded npectoil mo KIT NeNe251. 252, 254 u 298, Kllp Ne 5 i Ne 7 mum
JbYeNeueH e, M ONepaTHBHO Je4eHHe MO M0BOJI Ha OCHOBHATA JMArHO3a, 3a KOATO JIHUETO €
JUCTIaHCEPH3UPAHO.

Y. 20. (1) Bb3JIOKHUTEJIAT 3annama goropopenara u u3bpimena aeinocet no Kllp na
U3ITBJIHUTEJIA caen npeacraBsHe Ha cleJHMTE IIbPBHYHH MEAMIHHCKH JIOKYMEHTH I10
npuiaokerne Ne 3 u ¢uHaHCOBO-O0TYeTHH J0KYMeHTH mo npuioxkenue Ne 5 ot HPJI 3a MJ] 3a
2015 .

1.3a KITp Ne 1, 2, 3. 4. 5. 7 u 10 ot npunoxenne Ne 10 or Hapeada Ne 40 ot 2004 r.:
dakTypa wim enekrponHa ¢akrypa; cnemmdukaums 3a wipbpmena jgeiinoct no Kllp; nbpeus
exzeMiisip ot . Memnmncko Harpasienue 3a Kllp/mpoueaypa 3a unten3uBHO levenne™ (OraHka
M3 — H30K Ne 8);

2. 3a KIIp Ne 6 u 8 or npuioxkenne Ne 10 ot Hapenba Ne 40 ot 2004 r.: daxrypa umn
eleKTpoHHa (aktypa; cneundukanns 3a ni3pspuena geidnoct no Kllp, nbpeus exseMmisgp ot
SJIuet 3a enancepro Habmoaenne™ (Gnanka M3-H30K Ne 9).

(2) B cnenudukanuuTe 1o an. 1 ce BKIWOYBA caMoO JIOTOBOPEHA M M3BBLPIUEHA JACHHOCT M0



KIlp na U3ITBJIHUTEJLA. otyerena B eKeHEBHHTE OTYETH MO peJa Ha 4. 23 M MOTBbpIEHA 3a
3afnamaie B MeceyHoTo u3secte mo wi. 23, an. 11.

(3) [1pu okaszana mexummucka nomom no Kllp nHa smmua ¢ npaso Ha 34paBHO OcHrypsBaHe.
VIOCTOBEpeHO OoT apyra jabpikasa-aienka na EC/EUIL mam cwriacHo AByCTpaHHH CHOTOI0H,
BB3JOXKUTEJIAT zannama cinen npeictaBsiHe Ha JOKYMEHTHTE 1O ail. 1 3a Tasum kareropus
JIMIIA, KbM KOHTO C€ MPHIIaraT U CleHUTe J0KYMEHTH:

1. npuiokeHHe KbM crieludHKanms 3a okazaHa MeAMIIMHCKA NOMOIN Ha JIMLA ¢ [IPaBo Ha
3[pABHO OCHTYPSABAaHE, YAOCTOBEPEHO OT Apyra aspikasa — wienka na EC/EMIL umm ceraacuo
JABYCTPAHHH CIOro 10u:

2. zaepenu ot U3ITBJIHUTEJIAT konns Ha yaocToBepHTEIHATE JOKYMEHTH 3a NPaBO Ha
3ApaBHO OcHrypsiBane u “Jlekiapaums IpH [OII3BaHe OCHIYPEHH JIMIA MpaBa Ha CHElIHA H
neorioxkna momom ot maketa Ha H3O0K cpemy npencrasena E30K wmam ynocroeepenme,
Bpemenno 3amectBamo E30K™.

(4) Ilpu okazana meauuuacka aeinoct no Kllp wa nunara mo §7. an. 1 or 3bH30K 3a 2015
r. BE3JIOKHUTEJIAT zannama cien npeactaBgHe Ha JOKYMEHTH 1o ai. 1 3a Tasm KaTeropHs
auna, kakro u 3asepenn ot U3ITBJIHUTEJIA kommst ot aoKyMeHTHTE HA AreHI[HsITa 3a COUHAIHO
noanomarane (ACII), ¢ xomrto ca 0400peHH MejeBHTE CpeiacTBAa 3a JIMIA, OTroBapsild Ha
yeioBHsTa periaMedTupadn B wi. 1. an. 4 ot Iloctanosnenne Ne 17 ot 2007 r. 3a onpeaensne Ha
VCIOBHSATA W pelia 3a Pa3xojBaHEe Ha LEJEBMTE CPEeACTBA 3a AMArHOCTHKA W JICYCHHE B JIeYeOHH
3age/ieHns 3a 0OJHUYHA [OMOII HA 1A, KOUTO HAMAT J0X0J H/HIN JTHYHO HMYIIECTBO, KOETO J1a
MM OCHTYPSBA THYHO YYACTHE B 3APABHOOCUTYPUTEIHHS TTPOLIEC.

(5) 3npapnoocuryputennus craryc Ha 30JI ¢ npekbcHATH 3APaBHOOCHIYPHUTEIHH MpaBa,
BH3CTAHOBEHH JIO JaTaTa Ha ACXOCHHTATH3AIMATA, Ce YA0CTOBEPABA ¢ JOKYMEHT, M3lajleH OT
HAITL.

Yua. 21. (1) U3ITBJIHUTEJIAT npenocrags 0T4eTHATE JOKYMEHTH 10 wi. 20, exReMece Ho
B P30K no yrebpien rpaduk 10 ocvus paboTeH jleH Ha Mecena, ciie/Ban Mecena Ha JeiHoCTTa.

(2) Beuukn JOKYMEHTH. ¢ KOMTO C€ OTYHTa M YIOCTOBEpsBa HM3BLplIeHaTa IEHHOCT, ce
H3rOTBAT CHIJIACHO H3MCKBAHMATA U PeKBU3UTHTE, IIocoYeHH B TaX. He ce qomyckaT HenonbIHeHH
PeKBU3HUTH, MOMPABKH, THIICA HA MOAIHC U TIeYaT Ha npeacTaeisBamus J13.

Y. 22. (1) BB3JIOXKHUTEJIAT 3annama exeMecedHo J0rOBOPEHATa, W3BBPIICHA, OTHETEHA
H NOTBBPACHA AeitnocT mo wi. 1. ai. 1 ciea npoBepka Ha JIOKYMeHTHTe 1o 4. 20.

(2) Orgernnre noxymentd no ai. 1 ma U3ITBJIHHUTEJIA ne ce npuemar B ciaeanute
Cayuau:

1. KOraTo cyMmuTe 1o (GakTypure H cnenddpukanuuTe He OTrOBapaT Ha M3HUCKBAHUATA
Ha wi. 34;

KOTaTo OTYHTAHETO € M3BBH periaMeHTHpanus B wi. 21, an. 1 cpok:
IPH JTHICA HA HAKOH OT 3aIb/DKHTEIIHUTE OTHETHH JTOKYMEHTH:

4. © KOrato OTHYETHHTE JIOKYMEHTH HE ca H3TOTBEHH CBIVIACHO M3HUCKBAHMsTA H
PEKBU3HUTHTE, MOCOYEHH B THAX:

(3) BBIJIOKUTEJIAT 3annama no pena. ompeideneH B Meroadka 3a 3aruiamasde
HACTOSIIHMS A0TOBOP 3a H3BbLPUIEHATA JAeHHOCT B CIYYaWTe. B KOMTO Ts € OTYETEHA B PAMKHTE Ha
CHOTBETHHS OTHETEH NEPHOJL el H3BbPIIBAHETO H.

(4) BB3JIOKUTEJAT zannama na U3ITbJIHUTEJIA 3a okazaHata MeadIIMHCKA MOMOII
na junata no §7. an. 1 ot 3bH30K 3a 2015 r. B cpok a0 10 paboTHH AHH cied NOCTHIIBAHE B
H30K na npeBoj Ha 1elleBH cpeACTBa OT AreHIHATa 3a COLUAIHO MoIIoMaraHse.

Y. 23. (1) UBITBJIHUTEJIAT exeaneBHO OTYHTA MO €NEKTPOHEH OBT B YIBLPAEHH OT
H30K ¢dopmatn okazanata 3a JEHOHOMIME JEHHOCT, BK/AKYEHA B IPEJMETA HA HACTOALIHA
JOTOBOP.

(2) okazanara 3a JeHOHOIINE JeHOCT. BKJIKOYEHa B IIPeIMeTa Ha HACTOSIINS IOTOBOP.

(3) EsxenneBHuTe eneKTpoHHH oTyetH c¢e noamuesar ot MU3ITBJIHUTEIS ¢
veeBbpiieHcTBaH enekTpoded nommuce (YEID) no cmuebiaa wa un 13, an. 2 or 3akona 3a
e/IeKTPOHHMSA JOKYMEHT | enekTporHaus nozamuc (3EJIELT).

(4) Beekn ot1jienten cirykait no an. 2 ciesBa ja Objae onpelesen (Mapkiapa lﬂ[‘() TaxKsbB ..B
paMKHTE Ha CTOMHOCTTA 110 W1 33" WK KATO Ha/BUINABAll CTOWHOCTTA MO 4L, 3 ;
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(5) 3a okazaHa OOMHMYHA MEIHUMHCKA NOMOII HA NpaBOMMAIIH JHIA, OCHTYPEHH B JAPYTd
IbIKaBa. CHpsSMO KOMTO ce MpHjararT npaBuiaTa 3a KOOpAHHAIMS HA CHCTEMHTE 3a COLHMATHA
CHTYPHOCT/ABYCTPAHHH CHOFOJ0H 3a COLMANHO OCHIYPSBAHE, PErucTPallMOHHUTE [aHHM Ha
mamHeHTa TPAOBAa Ja CHOTBETCTBAT HA Te3M B Y/IOCTOBEPUTENHMs JOKYMEHT, W3lajieH OT
ChOTBETHATA ApPYra JAbpiKaBa.

(6) Oxaszanara OOJHMYHA MEIMLIMHCKA NOMOLI 110 an. 2 ¢e oT4yuTa Hal-KbeHo 10 16.00 4. Ha
NBPBUS padOTeH JeH, cleIBall OTYUTAHHSL.

(7) Tlpm KoHcTaTHpaHe Ha TpelIKH B eJIeKTPOHHHMA OTHYeT Mo ai. 2, CBBpP3aHH C
perucTpalMOHHATE JaHHH, HOMeHKIaTypd | goropopena jefinoct, USITBJIIHUTEIIAT nomyuasa
aBTOMaTH4YHA HOTH(HUKams oT HHpopMalHonHaTa cuctema Ha H30K u enexTpoHHRAT oT4eT He
ce obpadoTtea ot BBJIOKHWTEJIS no nonydaBane Ha OTHET ¢ KOPEKTHH J1aHHH.

(8) I'perku 1o azn. 7 Morar J1a ca :

1. perucrpaunonen uHomep Ha M3IIBIIHUTEJIA, VMH na nexkapute. oTpaseHH B
[TEPBHYHHUTE MEJHUMHCKH JOKYMEHTH, KO/ HA CINELMATHOCT Ha JleKaps, HOMepa Ha HACTOsIMA
JOrOBOP, peructTpaiinonuuTe fauuu Ha 30J1:

2. oTueTena AefHOCT W3BBH Npe/IMeTa Ha HACTOAMIHS J0TOBOD:

3. HECHOTBETCTBHUS C YCTAHOBEHHTE HOMEHKJIATYPH B HOPMAaTHBHATA ypeada, OTHOCHMA KbM
sanamanara ot BbJIOAKHWUTEJLA neftHocT/nekapeTBeHH MPOAYKTH 110 HACTOSIIHS JOTOBOP.

(9) Oryer ¢ KOpUrHpaHH JaHHH ce rpueMa Hai-kbcHo a0 08.00 4. Ha BTOpHS paboTeH JeH.
CIe/IBANL OTUHTAHMS.

(10) BB3JIOKUTEJISAT ne zanmama 3a AeHHOCT KOSTO He € HOJAJACHA B €KEIHEBHHTE
€JIeKTPOHHM OTHETH M He e npueTa o1 HHpopmauronnara cucrema Ha H30K B cpoxoeere mo an. 6
H9.

(11) OTueTenaTa B eXeJHEBHO NOJIAJICHHTE €IEKTPOHHHM OTYeTH AefiHocT ce oOpaboTea B
uadopmanronnara cucrema Ha H30K. Cren okonvarennara oOpaboTka 3a KaleHaapeH mecel B
cpok A0 16.00 u.Ha metus padoteH neH, caeapam otyeTHus Mecen. BBIIOKUTEIAT u3npama
no exekrponer neT Ha U3ITHJIHUTEJIA Meceuno u3secTre, ChabpiAKamo:

1. moTBBpAeHaTa 3a 3amalane AeHHOCT MMM JIeKapcTBeHM MPOIYKTH, 3all1alllaHi W3BLH
croinoctra Ha Kllp:

2. OTXBBpJICHATA OT 3alUlaliane JeHHOCT W/WIN JNeKapCTBEeHH NMPOIAYKTH, 3allialiaHi W3BbH
croitnoctra Ha KIp. H cChOTBETHHTE OCHOBAHHS 3a OTXBHPIISHE.

(12) MeceunoTto n3gectue no a’i1. 11 ce nogmiacea ot BBJIOKUTEJIA ¢ VEII csranacro um.
13. an. 2 ot 3EJIEIL.

(13) OcHoBaHMd 3a OTXRBPIAHE HA 3annamane no ai1. 11. 1. 2 ca:

1. JMueTo, Ha KOETO e OKa3aHa MeHIMHCKA MOMOII, HsMa MpaBo Ja nojaydasa MeIHIHHCKa
nomoiit o KI1, sannamana ot H30K:

a) He € OT KaTeropuATa JAHLA. 3a0b/LKUTENHO 3apaBHoocurypenn B H30K, cbranacuo ui. 33,
an. 1330:

0) He e OCHIypeHO B Jpyra Ibp/KaBa, 3a KOETO ¢e Npuiarar 1paBHiara 3a KOOpAHHaIUs Ha
CHCTEMHMTE 3a COIMATHA CHIYPHOCT/ABYCTPAHHHU CIIOT0/10M:

B) IMOIEXKH Ha 3aXb/UKHTENHO 3apaBHO ocurypseade B H3O0K, Ho e ¢ npekbcHaTtH
3ApPaBHOOCUIYPHUTE/IHM [paBa W HE €  BL3CTAHOBMIO  CBIUMTE 0  Jdrata Ha
JEXOCTHTAIH3AIMATA/ M3BbPIIBaHE/3aBBPIIBAHE HA JIeHHOCTTA:

r) He e OT Kareropuarta 3apaBHOHeocurypenn muua no §7. an. | oT npexojnure M
sakmounTesiHuTe pasnopeadn Ha 3bH30K 3a 2015 r., 3a kouro H30K 3aniama onpejesieHu
BHIOBE OOTHHYHA MEIMIIMHCKA NOMOILL

2. npu u3neiaHenueto Ha Kllp He e cna3zeH chOTBETHHAT alropuTeM, yeranosen B HPJI 3a
MJI mo um. 53, a1 1 330, u3uckBaHeTO 3a MHHMMAIEH OOJTHHYEH NPECTOH M/WIM YCIOBMATA 3a
3apbpmeHoct Ha KIIp:

3. OTYETEHMAT JIGKAPCTBEH NMPOAYKT. NPHIOKeH TpH jeveHueto Ha qaune no Kllp. ve e ot
BHJIOBETE JIeKapcTBeHH IpoayKTH, saniamanu ot H30K u nocouenn B 1. 38;

4. panu4Ke Ha OCHOBaHHE 3a He3alllalllaHe, YCTaHOBEHO B 4. 19;

5. mefHOCT, HaIBMIIABAIA CTOMHOCTTA IO Wil 33.
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Ya. 24. (1) Koraro enexrponuute otdetd mo wi. 23 ma USITBJIHUTEJIA cnawpaar
AeifHOCTH, ONpeaeIeHH KaTo . Ha/[BUIIABAIIH CTOHHOCTTA 110 4. 337, u npu obpaboTKaTa no wi.
23. an. 11 BBJIOXHUTEJIAT e orxebpiammyacT OT AeHHOCTHTE. OTYETEHH ..B PaMKHTE Ha
croiiHocTra 1o wi. 33" Ha ocuoeamdAs 4w 23. am. 13, 1. 1 - 4. 3a ocBoboaeHus pecype
MU3ITBJIHUTEJIAT moxke 1a npencraBu (MHAHCOBO-OTHETHH JOKYMEHTH 110 pena Ha 4. 20 n uiL
43, an. 1 u 4 3a ciydaw., KOMTO ca OTXBBPJIEHH CcaMO Ha OcHOBaHue 4in. 23, an. 13, 1. 5.
BBJIOKUTEIIAT pammaupa oTueTeHaTa 3a 3amnsjaniaHe JeHHOCT B elIeKTPOHHATA CHCTEMa Ha
H30K.

(2) Korato U3ITBJIHUTEJIAT e mapkupan otyereHa AefHOCT ..B pAMKHATE HA CTOHHOCTTA
M0 Wi 337, HO YacT OT Hes HAJABHINABA CTOHHOCTTA N0 4. 33, npu obpaboTkarta no 4. 23, an. 11
BbJIOKUTEJAT onpenens (Mapkmupa) Kato jAeiHOCT .HaJBHIIaBama cToiiHocTra mo wi. 33*
IOCIeIHO H3BbpIIEHAaTa 110 BpeMe JAeHHOCT.

(3) Cnyuaii no Kllp ce onpeznensi (Mapkupa) KaTo JeHHOCT ,HAJBHIIABAIIA CTOHHOCTTA 110
i, 33" 3a okaszaHaTa JEHHOCTH IPUIOKEHWATE JIEKAPCTBEHM IPOIAYKTH, 3allalllaHd H3BBH
croinocTra Ha Kllp.

(4) Koraro npu 3amnoypaHe Ha JajeH OTHETEH MEpHOL 3a ChIIMA HAMA ONpeaesieHn
CTOHHOCTH 10 4l 33, BCHYKH OTYETCHH B €/KEIHERHUTE €JIEKTPOHHH OTYETH CIIydaH ce OIpeaensT
(MapkipaT) Kato ..HaJ[BHIIABAIIH CTOIHOCTTA MO Wi 33

(5) KoraTto B paMkuTe Ha JaJIeH OTHETEH NEepHoi cTOMHOCTHTE NO 4. 33 OBJAT YBEIMUYEHH,
3a gombiaHuTenHus pecype M3ITBJIHUTEJIAT wmoxke na npeactaBd (MHAHCOBO-OTYETHH
JIOKYMEHTH [10 pefa Ha |ll. 70 nun 43, an. 1 u 4 3a cayyad. KOMTO ca OTXBBPICHH CaMmo Ha
ocHopanme wi. 23, an. 13. 1. 5. BBJIOXKHWTEIIAT Banuaupa oTueTeHara 3a 3anjaliase 1eiHHOCT B
€leKTpPOHHATa CUcTeMa Ha H30k‘

Ya. 25. (1) Ilpm koucrarupano ot BDBIOXUTEJIA HecvoTBeTCTBHE MEXKIY
npecTaBeHHTe (HPHHAHCOBO-OTHYETHH JOKYMEHTH 110 wi. 20 u ui. 43, an. 1 ¥ 4 ¥ noTBLpACHATA 34
3arIamane MeHIIMHCKA AeHHOCT H/M/IH JIEKAPCTBEHH NPOAVKTH ¢ MECEYHOTO H3BECTHE MO 41 23,
an. 11, 1. 1. BBJIOXKUTEJIAT n2npama nucMeHH yKa3aHHs 32 HEOOXOIMMHUTE KOPEKIIMH 10 TPH
paboTHY AHM OT NpeacTaBsiHe Ha oTyeTHUTe qokymenTH Ha M3ITBJIHUTEJLA.

(2) B cpok 10 Tpu paboTHM OHHM OT NOJIyYaBaHe HA MHCMEHHTE YyKasaHus nmo an. |
U3ITBJIHUTEJIAT npeacrass nva BBIOXHUTEIIA  dunancoBOOTHETHH — AOKYMEHTH,
CHOTBETCTBANIA HA [MOTBbPAEHATA 3a 3amialade AeHHOCT. JeKapcTBEHH MPOAYKTH H/HIH
MEIHIIMHCKH H3e/Hsi ¢ MeCeYHOTO u3BecTHe 1o wi. 23, an. 11, 1. 1.

(3) Tlonpaeku BBEB akTypuTe M B M3BECTHATA KbM TAX He ce paspemasar. Ilorpemmno
CBCTABEHH WM MOINpPABEeHH JOKYMEHTH C€ aHYIHpaT U Ce H31aBaT HOBH.

(4) Korato norpemHo ¢hbCTaBeHH JIOKYMEHTH MIIH TOINPABEHH JOKYMEHTH Ca OTpa3eHH B
CYETOBOAHHUTE perucTpu Ha m3nbianute1d win P30K., 3a anyimpaneTo uM ce cheTaBs ABYCTPaHEH
MPOTOKOJ 3a BCAKA OT CTPaHHUTE. KOMTO chabpiKa:

1. OCHOBAHHETO 32 AHYIHPAHETO:

2. HOMepa M JaTaTta Ha JTOKYMEHTa, KOHTO ce aHy/Hpa:

3. HOMEpa M JaTaTa Ha M3/aj1eH|s] HOB JOKYMEHT:

4. nojnKc Ha IHNATA, CHCTABHIIA IIPOTOKOJIA — 3@ BCAKA OT CTPAHHTE.

(5) Cnen kato mnonydu exsemiisp or nporokosa no an. 5. P30K Bpsma na
U3ITBJIHUTEJIA ex3emmnuspa ot any1upanata ¢akrypa.

(6) B cayuaii Ha HecnaspaHe pasnopeadute Ha an. 1 u 2 P3OK He 3annama orderenara
JIeHHOCT [1pe3 TeKYIHs 0TYeTeH NePHOL.

Y. 26. Tliamanusta va U3ITBJIHUTEJIS ce u3pspmsar upe3 P3OK a0 30-0 uncio Ha
Mecera, cie/Banl OTYeTHHS, ¢ M3KIIOYEHHE Ha IUIALIAHKATA, 3a KOUTO € NPEeIABHIEH JPYI CPOK B
g1 22, an. 4.

Y. 27. llpu necna3pane Ha nocouyenute B @wi. 21, 22, 23 u 25 cpoKoBe 3a NpejcTaBiHe Ha
oryeTHuTe AokyMmeHTH oT USITBJIHMTEJIA. na U3ITBJIHUTEIIS ne ce 3amiamma oTueTeHata
JEHHOCT.

Y. 28. Axo U3ITBJIHUTEJIAT we nojajie enekTpoHeH oTyeT mno wi. 23 T 7e criasy peza
3a kopekuuu, Ha U3ITBJIHUTEIIA e ce 3annama otyerenara aeiHOCT. \)‘1



Ya. 29. (1) Ilramanusta ce H3BLPIIBAT B JIeBOBe 10 OaHKOB MBLT M0 o0ABeHa OT
W3ITBJIHUTEIIA B nacTosmus 10TOBOP DaHKOBA CMETKa.

(2) IMpu npomszHa Ha GaHKOBaTa CMETKa, MOCOYEHA B HACTOSAIIMA JOTOBOP, C€ CKIHOYBA
JIOTBJIHHTEIHO CIOPasyMeHHe 3a TOBA ODCTOSATENCTBO.

Y. 30. 3a HepepHH JaHHH. MIOCOYCHH B OTHETHTE M CIIPABKHTE, M3MCKYEMH IO JI0rOBOpPA,
M3ITBJIHAUTEJIAT socu oTroBopHOCT ebrtacHo yenosusita Ha HPJL 3a MJ 3a 2015 1.

Ya. 31. (1) BB3JIOKUTEJAT onpenens croiiHocTd Ha AefiHocTute 3a OoJHHYHA
MeauiuHcKa nomoun ceodpazno JllpaBuia 3a yeaosusTa M pesa 3a onpejesisHe H W3MEHCHHE Ha
croiinocTate mo wi. 4, ar. 1. 7. 1 ¥ 1. 2 ¥ 32 ©30JI3BaHe Ha cpejicTBaTa OT pesepsa mo 4. 1, am. 2,
pea 1.4 or 3akona 3a Giomxeta Ha Hammonamnarta 3apaBHoOcMrypurensa kaca 3za 2015 r.™
(ITpaBunara), mpuetn Ha ocHoranue wi. 4, an. 4 ot 3bH30K 3a 2015 r. o1 Hamzopuus ceeet Ha
H30K.

(2) BB3JIOKUTEJAT 3annama na U3ITBJIHUTEILS 3a u3pbpiiena u oT4eTeHa JSHHOCT,
B PAMKHMTE Ha CTOWHOCTHTE, ONpeseseHn 1o pena Ha [IpaBuiaTta n nocodenn B npuiaoxenue Ne 2
CTOHHOCT Ha JeHHOCTATE, MEIHIIMHCKUTE M3/e/IMUd M JIeKapCTBEHW INPOAYKTH 3a JIeYeHHe Ha
370KaYeCTBEHH 3a00 1sMBAHNA. B YCIOBHATA Ha OOMHMMHA MEIHIMHCKA MOMOIL”, CBIIacHO 41, 24,
an. 4, 1. 2 or HPJ1 3a MJ] 3a 2015 r.. Hepa3zeHa 9acT OT HACTOSAIASA JI0TOBOP.

(3) MBITBJIHUTEJAT me wmoxe ga otuMrta ¢ (HHAHCOBO-OTYETHHM JAOKYMEHTH.
neiiHoCcTH/IEKapeTBeHH MPOAYKTH Ha CTOHHOCT. HAJIBMIIABAINA YTBEP/eHaTa B npHaoKenue No 2
3a CHOTBETHUSA MeCell.

(4) Korato 3a ompeneneno tpumecedne M3ITBIIHUTEJAT. e npencrasun ¢uaancoso-
OTHETHHM JOKYMEHTH Ha CTOHHOCT MO-HHCKA OT ChOTBETHATA CTOHHOCT 3a Mecella B IPWIOKEHHE
Ne 2. me Moxe ¢ pa3sMepa Ha pasiMKaTta MEXKIy CTOHHOCTTa B npuioxkenue Ne 2 u oTdeTeHaTa
CTOHHOCT /1a YBeIM4aBa CTOHHOCTHTE 3a C/IeIBaIUTe TPHMECEeYHs.

Y. 32. (1) Kopekuusi Ha CTOHHOCTHTE. onpeaelieHn no peia Ha [Ipapuiaata u nocoyeHn B
npuiokeHne Ne 2 3a MUBITBJIHUTEJIAT ce w3sbpmiBa Ha TpHMeEcedHe. 3a KOETO CTpaHMUTE ce
3a/Ib/DKABAT J1a TOATNHACBAT JOBIHHTEIHN CNOPa3yMeHHs KbM TO3H J0TOBOP.

(2) B cayyaii. ue USITBJIHUTEJAT oTtkaxke na noanuiie J0NBIHHTEIHOTO CcliopasyMeHHe
no penaa Ha ain. 1, P3OK:

1. yeenomssa UBITBJIHUTEJIAT nucMeno 3a KopurupasiTe CTOHHOCTH 3a TPUMECEUHE:

2. He 3arUiala OTYeTeHaTa JeHHOCT HAl KOPATHpaHHTEe CTOMHOCTH 3a TPHMECEUHE.

Y. 33. (1) CrojinocTra no (UHAHCOBO-OTYETHHTE JOKYMeHTH o wi. 20 1 4. 43, an. 1 n 4,
He C/Ie/iBa J1a HajJBHINaea pazMepa Ha onpeaenenute ctoiHocTd Ha U3ITBJIHUTEILA no pena na
qi1. 4 3bH30K 3a 2015 r., nocouenn B npunozkenne Ne 2.

(2) Croiinoctn mo pena Ha 4i. 4 3BH30K 3a 2015 r. ne ce omnpezenar 3a [eiiHOCTHTE.
OKa3aHM Ha 3/PaBHOHEOCHTYPEHH Juna 1o §7. an. 1 OT npexojHuTe H 3aKIOYUTEITHHTE
paznopeadu Ha 3bH30K 3a 2015 r. n Ha nMuarta ¢ npaBo Ha 3APaBHO OCHTYPABAHE, YIOCTOBEPEHO
or apyra maepxkaa — wienka Ha EC/EMIL. or Kondenepauus Illsefinapus HiM ChriaacHo
JBYCTPaHHHM CHOroa0M.

(3) Bkmouennte B cneundurkanmute no wi. 20 u wi. 43, an. 1 u 4 geiiHocTH He ClleBa j1a
CHABP/KAT OTXBBPIECHATA OT 3alljallaHe MeOUIMHCKA IeHHOCT M JICKAPCTBEHH IPOAYKTH,
MOCOYEHA B MECEUHOTO M3BecTHe 1o 4. 23, an. 11, 1. 2.

(4) OrxBbpaeHaTa OT 3alUialllaHe MEAHIHHCKA NEHHOCT M JIEKapCTBEHH MNPOAYKTH Ha
ocHOBaHWe ui. 23, an. 13, 1. 5. mocodeHa B MeceYyHOTO H3BecTHe mo wi. 23. an. 11, 1. 2. ce
sariama ot BbJIOKWUTEJIA ¢ pemenne na Hanzophus cbeer.

(5) Pemennero no ai. 4 e B ChOTBETCTBUE € PA3NOpeAOUTE H B PAMKHTE HA NapaMeTPUTE 110
3bH30K 3a 2015 r.

(6) CroitHoCTTa Ha 3aruiamaHdeTo 1o a4, ce oTpassasa B npunokenue No2 B Mecella. B KOHTO
e 3ariaTeHa.



PA3JIEJI VI
JOKYMEHTAILIUA, JOKYMEHTOOBOPOT H HHOOPMAIIHMOHHO
OCHI'YPSIBAHE

Ya. 34. CemecTByBamuTe J0OKYMEHTH B CHCTeMAaTa Ha 3ApaBeONa3’BaHETO Ce M3MON3BAT,
JMOKOJIKOTO He IpOTHBOpeYaT Ha JoKyMmeHTHTe, onpeaenenu ¢ HPJ1 3a M/ 3a 2015 1.

Ya. 35. U3ITBJIHUTEJIAT orpassira w3pbpmenute jgeifnoctd no Kllp B meanuuuckara
nokymenTauns Ha JI3 usnbaantenn na KIp, kakTo u B cileTHHTE JOKYMEHTH:

1. rmanmsen xypHan u auainzed npotokon (KIIp Ne | u 4);

2. NPOTOKOJI 33 eKeMecedeH KOHTPOJIeH nperiel Ha OoneH ¢ neputoneanna nuammsa (Kllp
Ne 2 u 3);

3. .Mctopus na 3abonsieaHeTo™ niu onkonoruaHo aocue (KIIp Ne 51 KIlp Ne 7):

4. . Jluct 3a mucnancepro Hadmoaenne™ (KIIp Ne 6 u KITp Ne 8);

5. . Hcropusa na zadonseanero™ (KITp Ne 10);

7.  nexknapauMs  3a  WHQOPMHpaHO  CBLIIACHE  OT  CTpaHa  Ha  TlalHeHTa
(poaMTens/Hac TOMHHUKA/IOTIEYNTEIS; KAKTO W jmuara 1o 9. 162, a1, 3 ot 33);

8. hMHAHCOBO-OTYETHH JOKYMEHTH.

Y. 36. (1) JJoxymeHTanusaTa. KOsSTO € JUTH/KEH Ja BOJAM U ChXPaHsABA BCEKH M3ITbJIHHTE Ha
BIl. BrirouBa JAOKYMEHTHTE [0 91. 35, MLPBHYHHM MEIHIMHCKH W (UHAHCOBH IOKYMEHTH IO
npunoxenns Ne 3 1 5 or HP/] 3a M/ 3a 2015 r.

(2) [TepBHYHKUTE MEMLIMHCKA JOKYMEHTH ca:

1. .MeauuMucKo HanpapieHHe 3a KIHHUYHH TNPOLeIYPH/TIpOLeaypa 3a HHTEH3HBHO
nevenue™ (61, M3 - H30K Ne §):

2. .Jluacet 3a meniancepro Habmoxenne™ (6. M3-H30K Ne 9):

LOTHeT 3a fnedeHHe ¢ JCKAPCTBEHH MPOAYKTH 10 KIMHWYHH [pOLeIypH/Opoueaypa 3a
HHTEH3HBHO J1e9eH1e N N0 KTHHITIHA THTeKd B 001acTTa Ha OHKOJIOTHATA. OHKOXEMaTOI0rHATa
M HEOHATOIOrWsATa™ - 3a JexapcTBeHuTe npoavkrn. sammamand ot H30K m3BbpH 1leHata Ha
KIT/KIIp.

(3) PHHAHCOBH JOKYMEHTH ca:

1. akTypa unm enekTponHa dakTypa:

2. cnempuKanum 3a w3sbpiena aeitnocet no Kllp;

3. cnenuuKaumMs 3a NPUJIOKEHH NeKapcTBeHW MpoAyKTH. 3amiamand ot H30K u3sba
uenara Ha KII:

4. cienudUKaUAH 3a U3BLPIICHA MEAHIMHCKa JeiinocT Ha muua no §7. an. 1 ot 3bH30K 3a
2015 .

Ya. 37. B P30K ce BoAM OTHETHOCT 32 BCHYKM HBbPBHYHH MEIHIMHCKH W (MHAHCOBH
nokymenTth, kouto U3ITBJIHUTEILSA npezncrars no onuc 3a 0OTYATAHE HA M3BBPIICHATA JEHHOCT.

PA3JIEJ VI
NPEAITUCBAHE, OTYUTAHE H 3AILTAIIAHE 3A JIEKAPCTBEHH ITPOAYKTH 110
KJIMHHUYHHU ITPOLEAYPH, HHATO CTOMHOCT E U3BBbH IIEHATA HA
KIMHHYHHU IMTPOLEAYPH Ne5 u 6

(mpunaea ce u CLOMBEMI0 ¢ UNDUSHOYATUIUPAN MEKCMOBEME 8 VYA, He 6 npeoMema Ha 0ocosopd ca
sxaovenu KIlp Ne 5 u KIlp Ne 6 om npunosxcenue Ne 10 wa Hapeooa Ne 40 om 2004 ¢.)

Ya. 38. (1) BB3JIOKUTEJAT zannama wa MH3ITBJIHUTEJLA nporuBoTrymopHuTE
JIEKAPCTBEHH IPOIYKTH (MapeHTePaIHH H NePOPAIHN). OCHIYPABAILN ocHOBHOTO sevenne no Kllp
Ne 5 .CucteMHO JIeKapcTBEHO JieHeHHe IpH 3J0KauyecTBeHM 3adoisBaHMA™, Ha HeoOXOIUMHTE
epUTPO-, TPOMOO- W TPaHYIOUHTHH KOJIOHHCTHMYIupamu Qaxktopd. Oudocdonati u Ipyru
JeKapcTBEHW  [POJYKTH. MOBJIMSBAIIM  KOCTHaTa CIPYKTYpa M MHHEpalusalud. 3a
CHCTOSHHUS/YCIIOKHEH)S, IPOU3THYAIIH OT OCHOBHOTO 3ab07sBaHe W JIeYEeHHE. AT CTOHHOCT He
ce BkmouBa B nenara na Kllp Ne 5, sannamana ot H30K.

(2) JlekapcTBeHHMTE NPOAYKTH MO al. | cieaBa ja ca OPHIOKEHH Ha, 3
okazana MeuurHcka nomony no KlIp Ne 5 B usnbiiHeHre Ha TO3H A0roBop.
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(3) BB3JOKMTEJAT sanmama wna MW3ITBJIHUTEISA onuonanute aHaareTHIIN,
Npeinucand M OTnycHaTH 3a jdevenne Ha 30JI nmpu amcnaHcepHOTO MM HAOMOJACHHE [pH
370KaYecTBeHn 3a00/sgBaHMs W NPH BPOIeHH Xematoioruunu 3abGonssanus no Kllp Ne 6 B
M3MBIHEHHE HA TO3M JOTOBOP. YMATO CTOMHOCT HE ce BKJIOYBA B lleHATa Ha KIMHMYHATA
npoueaypa, santamana ot H30K.

Y. 39. (1) Bb3JIOKHUTEJIAT 3annama nekapcTBeHH NpoaykTH mo 4i. 38, an. 1 wan. 3 or
CIIHCHK. MyOMHKYBAaH Ha HHTEepHeT crpannuara Ha H30K.

(2) Ilpu nposmenn B crmchka mo ain. |, BB3JIOXWUTEJAT nydmikysa Ha HHTEpHET
crpanunara va H30K akryammsupain daitn (e dopmar, onpeaeaen ot Bb3JIOKHUTEIIA) kbm
HOMeHKIaTVpHTe Ha OommauuHusS codTyep, JaHHMTE B KOHTO ca 3albKHTEIHHM 3d
UBITBJIHUTEJISA. Axtyanu3auunTe BIKH3aT B CHIA OT 1-BO 9HCIIO Ha Mecela.

(3) Exemeceuno BB3JIOKHUTEIIAT npenocrass na U3ITBJIHUTEJIA cnnenk — n3panxa
or npuwiokenne No 2 kbM [TO3WTHBHHS JIeKapcTBEH CNMCBK Mo wi. 262 oT 3akoHa 3a
JeKapcTBEHUTE MPOAYKTH B XymannaTta Meaununa (3JIIIXM), B koiito. B Kosnona 13, e nocovena
CTOMHOCT HAa ONAKOBKA Ha JekapcTBeHMs npoaykr. 3aramana ot H30K (3a nexapereenute
MPOJYKTH ¢ JOTOBOPEeHH OTCTBIIKH) WIH TpefetHa meHa no wi. 26la, an. 1 ot 3JIIIXM (3a
JIeKAPCTREHUTE MPOAYKTH O€3 J0rOBOPeHH OTCTHIIKH ).

(4) BB3JIOKHUTENAT zansmama nexkapeTBeHMTe nNpoaykTH no 4iu. 38, ax 1. Kourto
H3ITBIIHUTEJIAT e npeanucat i oTIycHal NpH I€YEHHE HA:

1. cranmonapuo nedenne Ha mauneHTH no Kllp Ne 5:

2. JeXOCHMTAIW3MPAHH TAlMEeHTH 10 T. |, IpPH KOMTO ce Hajara Ipojb/iKaBaHe Ha
JEKAPCTBEHOTO  JIEYEHHE M3BBH  CTAllMOHADHHM  YCHAOBHA - 3a [epopaiHa MpHIleiTHa
TIPOTHBOTYMOPHA TEPAIHs U [TepopaiHa XUMHOTEPATTHSL.

(5) Bb3JIOKUTEJIAT 3annama jekapcTBEHHTE NMPOAYKTH 1o uid. 38, ai. 3 — onHOHIHH
aHAAreTHIIM — mpeamicann | otnycHati Ha 30J1 3a aucnancepHo neveHne.

(6) MUBITBJIHUTEJIAT ce 3amepmkaBa da He H3MOA3BA JIEKApPCTBEHHTE IPOJIVKTH.
NpeINACBalA, OTIYCKAHH B 3aTlTAlllaHy 110 TO3M pa3jiell. B KIMHHYHO W3IHTBAHE HA JIEKApCTRA.

Yn. 40. (1) JlekapcTeeHuTe NPOAYKTH MO 4. 38, an. 1 U 3 ce npeanucpar u rnpuiarat ot
U3ITBJIHUTEJIS npu cnaseade Ha npaBuiara, BhBeAeHH ¢ T. 5, 6 n 9 Ha 3a0enexKHTE KbM
npunoxkenne No 10 kem wien equneteen Ha Hapeada Ne 40 ot 2004 1.

(2) Ilpeanuceadeto Ha jekapcTBeHUTe NpoAyKTH 1o um 39, an. 4, 1. 1 ce ocbuiecTBdBa 110
npeUlokeHHe Ha Jiekysams Jiekap, paborem B nedebHoro 3asenenue - M3ITBJIHHUTEIL u
[pHTEKABAILl ClielManHocT no npogmia Ha sabonssanero. [lpeanoxenuero ce onodpsaea ot
KOMHCHS B ChCTAB OT Haii-MaJKO TpHUMa JIeKapH. ONpejesieHa ChC 3anoBejl Ha PHKOROIAMTENS Ha
neye0HOTO 3aBedeHMe. 3a cBofTa padoTa KOMHCHATA M3rOTBs NPOTOKOJ MO 00pasell ChIVIACHO
npunoxenne Ne 86 keM Hapenba Ne 4 ot 04.03.2009 r. 3a ycnosuaTa U pelia 3a NpenucBane u
OTHYCKAHE HA JICKapCTBEHM MPOIYKTH, KOHTO BAKHA 32 CPOK IIECT Mecela.

(3) IlporokoasT mo an.l ce M3gaBa B TPH €K3eMILIApa, KaTo OBPBHAT Ce ChXpaHsiBa B
anTexKara. KOsiToO OTHYCKa JekapcrTsara, BTopusit — B cuetoBoacTsoTo Ha M3ITBJIHUTEJIA, a
TPETHST Ce MPHJIara KbM MeIHIIMHCKATA JOKYMEeHTAaIns.

(4) JlexapcTBeHHTE NPOAYKTH 1o 4. 39, a1 4, T. 2 ¢e NpearucBar IpH yeloBHATa Ha YL
308 ot Hapenba Ne 4 ot 04.03.2009 r. 3a ycaoBusTa H peia 3a NpellHCBaHe H OTIyCKaHe Ha
JIeKapCTBEHH MPOIYKTH.

(5) UBITBJIHUTEJIAT cexpaussa B nedyeOHOTO 3aBeleHHE MNPOTOKOIHTE MO al. 2 H
eK3eMIUISIp OT pelentuTe, ¢ KOHTO C€a HOPEANHCaHM JIEKapCTBEHHTE MNPOAYKTH W [IpH
HEOOXOIUMOCT I'M npejocTaBs Ha KoHTpoxuute opranu Ha BB3JIOKHUTEIIA 3a myxante Ha
OCBIIECTBABAHHS KOHTPOJI MO U3ITLIHEHHETO Ha JOr0BOPA.

(6) Onwomanu anamreTuin 3a JsedeHne Ha 30JI W3BBH CTAUMOHAPHHM YCIIOBUS ce
MpeUTHCBaT, KaKTO clle/1Ba:

1. Ha cnenmajHara peuenTypHa OMaHKa 3a NpeINHCBAHE HA JIEKAPCTBEHH TIPOJIYKTH.
ChABPKALIIE HAPKOTHYHK BelecTra, chraacHo Hapenba Ne 4 ot 2009 r. 3a ycnosusita W peia 3a
NpeucBane ! OTIYCKAHe Ha JIeKapCTBeHH TPOAYKTH:

2. B KOJIMYECTBO 3a CPOK He moseue oT 30 aHu;

(7) OnuonAHM aHANTeTHIIM 10 an. 6 ce OTIyCKAaT MPH YCIOBHATA M 1O peaa Ha wi. 506 ot
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Hapenda Ne 4 ot 04.03.2009 r. 3a ycnoBMATa M peda 3a MNpeanHcBaHe M OTHYCKaHe Ha
JeKapCTBEeHH MPOAYKTH.

(8) JlekapcTBeHHTe NPOIYKTH MO TO3M pasjel] ce OTIYCKaT OT anTeKara, OTKPHTa OT
U3ITBJIHUTEJISA. nmu ot anTekaTa Ha JApyro neqeOHO 3aBeneHue (B caydauTe no @i 222, an. 5
ot 3JITIXM). cpenty:

1. nekapcTBeH INHCT, B KOWTO € BIHCAH HOMepa Ha NpoTokoda mo ain. |, Korato ca
IPeANUCaHi Ha NaleHTH Ha CTAIlMOHAPHO JIeUeHHE;

2. mpeiaBaHe OT TMAllHEHTa HA BAa €K3eMIJfpa OT pelenTara B anTekara, Koraro ca
NPEANACani Ha JIeXOCTIMTATH3MPAHH, pecll. Ha JHCIAaHCePHO Ha0IoaBaHy NAalueHTH.

Ya. 41. (1) JekapcTBeHnuTe NpoAYKTH, 3@ KOHTO Ha ocHoBaHue uil. 45, a1 18 ot 330 ca
JOTOBOPEHH OTCTHIIKH OT CTOHHOCTTA Ha OTAKOBKA, W3UMcIeHa Ha Oa3a pedepeHTHa CTOHHOCT, ce
sarmamiat ot BB3JIOKUTEIA nwa U3ITBJIHUTEJLSA no namanenaTta ¢ 10roBOPEHHTE OTCTHIKH
CTOMHOCT. MocoteHa B koaoHa 13 Ha (opmara o 4. 40, an. 3.

(2) Koraro cToiiHOCTTa Ha JeKapCTBEHUTE MPOAYKTH Mo aji. | e mo-BHCoKa OT CTOMHOCTTA.
Ha koaTo ca gocrapenn Ha M3ITBJIHUTEJIS. BB3JIOKHUTEIIAT sannama tesn jexkapcTBeHH
HPOJIYKTH 110 CTOMHOCTTA, [T0COUeHa BbE (PaKTypHTe 3a JIOCTaBKa.

Y. 42. JlekapcTBeHHTE MPOIYKTH. 38 KOHTO HE ca JOTOBOPEHH OTCTBIKH Ha OCHOBaHHE I
45, an. 18 ot 330. ce sammamatr ot BB3JIOKUTEIIA na M3ITBJIHUTEIIA mo peanno
oTyeTenuTe 0T neuebHOTO 3aBenenue neHu. gorosopenn ot U3IThJIHUTEIIA no pena na 3akona
33 00UIECTBEHHTE MOPHYKH.

Y. 43. (1) UITBJHUTEIAT e aursKeH Ja OTYATA JEKApCTBEHHTE NPOAYKTH 10 4. 38,
an. |, BRINOYHTEIHO JICKapCTBEHHUTE MPOIYKTH 3a Nepopaiia NpHlleIHa MPOTHBOTYMOPHA Teparus
U [epopajiHa XMMHOTEpanuis. NpeliMcain 3a NpoAbKaBaHe Ha 1€YCHHETO H3BLH CTAallHOHApHH
VCIIOBHS C:

1. hakTypa niM enekrponHa QakTypa;

2. cenn UKL 33 NeKAPCTBEHH NPOIYKTH:

3. ..OT1uer 3a IeyeHHUe ¢ JIeKapcTBeHH NpoaykT no Kllp/nponenypa 3a HHTEH3HBHO IeUeHHE
umi no KIT B obnacTra Ha OHKOIOTHATa, OHKOXEMATOIOTUATA U HEOHATOIOTHATA

(2) Koraro cToifHOCTTa Ha JeKapcTBeHUTe NPOAYKTH no 4. 39, an.1, samramana ot H30K n
nocoyeHa B kodoHa 13 Ha dopmara mo wi. 39, an. 3 e mo-pucOKa OT CTOHHOCTTA, HA KOSTO ca
npocrapenn na M3ITBJIHUTETIS, B oryera no an. 1. 1. 1 ce nomsiBa oTpa3eHara BbB (hakTypata
CTOMHOCT.

(3) Bee (pakTypata 3a npuiokKeHHTe JekapcTBenH mnpoiayktd no Kllp Ne 5 ce nocousa
CTOMHOCTTA HA JIEKAPCTBEHUTE MPOJIYKTH, MOCOYeHa B cnennpurkanuara no aix.l, 1.2,

(4) UBITBJIHUTEJISAT e nnbiken aa oT4MTA JEKApPCTBEHUTE NMPOIYKTH 110 4. 38, an. 3 ¢:

. haKTypa MK eJeKTpoHHa (GaKTypa;

2. cienrUKALES 32 JIEKAPCTBEHT TTPOJIYKTH:

3. ..Oruer 3a nedyenue ¢ JekapcTBeHEH npoaykTd no Kllp/mpoueaypa 3a HHTEH3HBHO JeUeHHE
wu 1o KIT B o6nactra Ha OHKOIOrMATa, OHKOXEMATONIOTHATA U HEOHATOIOIHATA

(5) Koraro cToifHOCTTa Ha leKapcTBeHHTE MPOAYKTH no 4. 39, an.3, sannamana ot H30K
nocodeHa B KonoxHa 13 ma dopmara no yi. 39, an. 3 e no-BUCOKa OT CTOHHOCTTA., HA KOATO ca
nocragenn Ha MU3ITBJIHUTEJIS. B otyera no a1, 4. 1. 1 ce nonwjiBa oTpa3eHaTta BuB (pakTypata
CTOMHOCT.

(6) 3a oTYMTAHETO M 3AIUIAIIAHETO Ha JieKapCTBeHUTE MpoAyKTH mo 4. 38, an.l u an.3 ce
NpHIIAraT peja H CpoKoBeTe, yeraHoBeHH B pasjaen V llenn, yeioBus H CPOKOBE 3a 3alLiallade Ha
W3IThJIHUTEJIA™.

Ya. 44. (1) Bb3JIOKUWUTEJAT we 3annama nekapeTBeHH OpOAYKTH no wi. 38, an.l w/uimm
aj. 3. OTYETEHH 110 pea Ha TO3H JOTOBOP, B CJIEIHHTE CIy4an:

1. nTekapcTBEHUTE NMPOIYKTH ca U3MHUCAHK M OTNycHATH Oe3 1a OBIAT CHa3eHH NpoleaypaTa
H CPOKOBETE J0TOBOPA.

2. OTYETHHTE JOKYMEHTH He ChAbP/KAT H3HCKYEMUTE PEKBU3ATH H IIPEIBHACHNTE 3aBEPKH.

(2) BB3JIOXKUTEIIAT 3annama na U3ITBJIHUTEILS nekapcteenute npogykan no 4i. 38,
ai. 1 uan 3 or cucbka no un. 39. an. 1, ciex npejacTaBsHe ChOTBETHO HA nokfm TE MO 41
43. a1 1uan 4 () ( %
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PA3EJ VI
YCJIOBHSI U PEJ 3A KOHTPOJI IO U3ITBJIHEHHETO HA JTOI'OBOPHTE.
CAHKIHWH TP HEU3ITBJHEHHUE HA JIOTOBOPA

Y. 45. (1) KoETpoasT N0 H3IIkIHEHHE HA I0T0BOpA C€ U3BLPIIBA MIPH YCIOBHATA M 110 pelia
Ha pa3aen X or 330.

(2) YesoBuaTa H peAbT 32 OChIIECTRIBAHE HA KOHTPOJI 10 al. | ce onpefensr ¢ HHCTPYKIMS,
n3aaaena ot gupextopa Ha H30K na ocnoBanme un. 72, an. 5 or 330.

Y. 46. (1) ITpu koncratupasn Hapymenus mo 330 ce HanaraT riaodH WM HMYLIECTBEHH
CAHKIMHA ChIIIACHO AJIMHHACTPAaTHBHOHAKA3aTeIHUTE paznopeadou Ha 330.

(2) AkToBETE 33 YCTAHOBSABAHE HA AJIMHMHUCTPAaTHBHH HapyumeHus no @i 105a-105x¢ ot
330 ce ¢hCTABAT OT UTHLKHOCTHHTE IHIa no wi. 72, ax. 2 ot 330.

(3) HakazatenuuTe IOCTAHOBJIEHHs ce H3maBat oT aupekropa Ha P30K nmi ot
OTIPABOMOIICHH OT HEro JUTLKHOCTHH JTHLA.

Ya. 47. (1) B cayuante, korato U3ITBJIHUTEJAT e monyunn ot BB3JIOKHUTEILA cymu
fe3 MpaRHO OCHOBAaHWE, KOHWTO HE ca CBBP3aHH ¢ W3BBPHIBaHe Ha Hapyenue no 330 u ToBa €
VCTAHOBEHO IIPH TPOBEpPKa OT KOHTPOJIHHTE oprand mo um. 72, am 2 ot 330, ce mpumarar
paznopeadure Ha wi. 76 a ot 330.

(2) Koraro M3IIBJHHUTEIAT e mnoayuun ot BB3JIOKUTEIA cymu 0e3 mnpaBHO
OCHOBaHHe, B pe3ynTart Ha Hapymenue 1o 330. ce npuiarar pasnopeadoure Ha 4. 766 ot 330.

B PA3JIEJ]I IX
CPOK HA JEUCTBHE H PE/] 3A IPEKPATABAHE HA 10T'OBOPA

Y. 48. HactosmusT J0T0BOP ce CKIHYH 3a cpoka Ha aeiictene wa HPJ] 3a MJ] 3a 2015 .,
¥ € B CHJIa JI0 MIPHEMAHEeTO Ha HOB MIIH MpH 1IpoMsiHa Ha aeicrsains HPJL

Y. 49. (1) JloroBopbT ce mnpekparsBa, 0e3 KOATO M Ja € OT CTpaHHuTe Ja IbIDKH
Npean3BecTHe:

1. 10 B3aMMHO NHCMEHO CHIIIACHE MEATY CTPAHHTE, H3PAa3eHO THCMEHO:

2. ¢ U3THYaHE Ha YTOBOPEHMS CPOK:

3. npu OTHEMaHe Ha pa3pelleHHETO 3a OCHIIECTBABAHE Ha JieueOHa NeliHOCT B CAY4auTe 110
yn. 51 or 3JI3 — or BAM3aHe B CHJIAa HA 3amMoBe/iTa Ha MHHHUCThPA Ha 3/]paBeona3BaHeTO 3a
OTHEMAaHe Ha pa3pelleHHeTo:

m. 3 ce npuraza npy H3MTBIHHTE - 3a revednu sasedenus 3a oomuyia nomow no v, 9, an. [ uwa 10, m.

36 om 3713 ¢ pazikpumu jeana wiu onaiuzen yenmvp)
4. npu 3akpuBane 1o peaa Ha 3J13 na aewebnoro zaseenne-U3ITHJIHUTEL
fm. 4 ce nperaca npu H3MMbJIHHTE]T — neuedno rasedenue no wi. 3, ar. 1 om 3713)

5. npu nipekparsaBaHe, TMKBHIALMs 1l o0saBsBane B HecheTosTeHOCT HAa M3ITBJIHUTEJA
- JOPHIHYECKO JIMIe — 0T MOMEHTA Ha HACTBIIBAHE Ha CHOTBETHOTO IOPHIMYECKO CHOHTHE:

6. npH HACTHIHWIA ODEKTHBHA HEBB3IMOKHOCT 3d H3IbIIHEHHE HA 1EIHs WIH Ha 4YacT OT
JIOTOBOPA — W3IS0 WX YACTHYHO — 110 OTHOIIEHHE HAa CHOTBETHATA YacT.

(2) B cnyuanTe Ha 3a1MuaBaHe oT perucrhpa Ha cvoTBeTHaTa PK Ha BJIC nim oTHemane Ha
MpaBoTO Ja YOPakKHSIBA MEIMUMHCKA mpodecHs Ha jekap, padoTeul B J1€9eOHOTO 3daBeleHHEe —
W3ITBJIHUTEJL, noroopsT ce mpekpaTsiBa 9acTHYHO 110 OTHOIIEHHE HA TO3M JieKap.

Ya. 50. (1) JoroBopsT ce npexparsiea 6e3 npeanssectue ot crpana Ha BB3JIOKWUTEIIA,
KOTatTo:

1. U3ITBJIHUTEJIAT e npekpatuin aeifHocTra ci 3a nosede ot 20 auu, 6e3 1a yBeaomu
P30K - oT gararta Ha npekpaTsaBaHe Ha ACHHOCTTA. YCTAHOBEHA OT KOHTPOIHUTe opranu na P30K:

2. USITBJIHUTEJIAT He npeactaBu noeede OT TPH MOCJIEA0OBATEIHM Mecela OTYECTH 3a
H3BbpPIICHA JeHHOCT:

3. B cayuail, ye M3IIBJIHUTEJIAT se otroBaps Ha ycioBusaTa 3a M3BbpIIBaHE Ha
JeHOCTTA-TIPeIMET Ha J0TOBOpa, yeTaHoBeHa B HopmartiseH akt, HPJ] 3a M/[ 3a 2015 r.

(2) Hupexropst na cvoreTHata P30K npexparsiea porosopute ¢ USITBJIHUTEJIS Ge3
Mpe/IU3BeCTHE, B CICIHUTE CIIYYaH:



1. npu oTyMTaHe Ha JASHHOCT. KOSTO HE € M3BBpIIeHAa — YaCTHYHO 3@ CHLOTBETHATA
KIlp/npoueaypa. no KosT1o € oT4eTeHa AeHHOCTTa;

2. IpH MOBTOPHO OTYMTAHE Ha JAeHHOCT. pa3MuHa OT TasH 10 T. |. KOATO He € U3BbpUIEHA —
3a Bcrukn gorosopenn Kllp.

Ya. 51. JloropopbT MOKE Ja ce NpeKpaTH ¢ IMHCMEHO MpeIu3BecTHe OT CTpaHa Ha
U3ITBJIHUTEJIA B cpok oT eauH Mecel, J0KOJIKOTO CTPAHUTE HE €a YIOBOPHIIH MO-IhIbI CPOK,
HO He IIOBEYE OT TPH Mecela.

Y. 52. IlpexparsBanero Ha jgoroBopa He ocBoboxagapa BbB3JIOKHWUTEIA or
3aIb/DKEHHETO Jla 3alilaTH H3BbLPLUICHHTE JeHHOCTH [0 TPEKpaTsBaHETO Ha JIOTOBOpa Mo
MpeICTABEHN OTYETHH JOKYMEHTH.

JAKJTIOYUTEJIHHA PA3SIIOPE/IGH

§1. C npapara u 3aaemkenuaTa Ha 30J1 mo HacToAmMA JOTOBOP ce MOI3BAT ITHLATA 110 W
33 ot 330 ¢ HenpeKbCHATH 3PABHOOCHTYPHTEIHH NIPaBa. KaKTO H:

1. munata no 4. 33 o1 330 ¢ HenpeKLCHATH 3APABHOOCHTYPHTEIHH MPaBa. KaKTo M JIHIATA.
ocurypenn B apyra aspkasa-wienka Ha EC, aspxapa ot EMII wm Koudenepaunsa [llseiinapus.
38 KOWTO Ce MpWiIaraT npaBWiaTta 3a KOOPAMHALHMS HA CHCTEMHTE 3a COIMalHa CHTYPHOCT M0
emuchia Ha §1. 1.22 ot JIP #a 330 - 3a choTBeTHHS OOXBAT MEJHIIMHCKA TIOMOII, B 3ABHCHMOCT
OT MPHUICKHMOTO CHOPSAMO IIHIATA 3aKOHOJATENCTBO M KOWTO ¢a J0Ka3ald MpaBoTO CH Ha
MEIMIIMHCKA TIOMOIIL ¢ VIOCTOBEPHTE.THH JOKYMEHTH 32 NpaBo Ha 00e3IIETeHHs B HATYpa B CiIyyai
Ha G0JIeCT. MAHYHHCTBO, TPYIOBH 3TONOJIVKH MM NpodiecHOHATHA 3a00IsBaHNA. H3Aa0eHH 10 peia
HA MPABU/IATA 32 KOOP/IMHALMS HA CHCTEMHTE 33 CONMATHA CHIYPHOCT. KAKTO W IPakKIaHHTE Ha
IBUKABH, ¢ KOWTO P Bhirapus ¥Ma CKIIOMeHA MEKIYHapOIHH JOTOBOPH 3a COLMAIHA CHI'VPHOCT.

2. aummara no §7, an. 1 or 3BH30K 2a 2015 r., xouro Hsmar A0X0 H/WIH JTHYHO
HMYIIECTBO, KOETO JIa UM OCHI'YPSABa THYHO YYacTHE B 3APABHOOCHTYPHTEIHHSA TPOLEC 11O pelia Ha
IToctanosnenne Nol7 na Munucrepekns cbger or 2007 1. 3a onpenensHe Ha yCIOBHATA H peja 3a
pasxo/IBaHe Ha I1eJIeBHTE CPE/ICTBA 32 HATHOCTHKA M JIeYeHHe B JeueOHH 3aBe/leHud 3a D0MHUYHA
[IOMOII Ha JIMIA, KOHTO HAMAT AOXO W/HIH JIMYHO UMYIIECTBO, KOETO Ja MM OCHIYPSBA JIHYHO
YHACTHE B 3APABHOOCHTYPUTEIIHHS NPOLEC - 32 AHATHOCTHKA M JieveHue B nede0Hu 3aBe/leHus 3a
O0IHHYHA TIOMOIIL.

§2. HactostmusaT 10roBop BIM3a B CHIIA, KAKTO Clle1Ba:

1. ot 1 suyvapu 2015 r. npu ycaosue, ye USITBJIHUTEJIAT 1o MomeHTa Ha cKilOYBaHe Ha
TO31 A0roBOp € padorun 1o norosop ¢ H30K 3a okazpane Ha ChIMSA BH1 MEHIIMHCKA TOMOILL;

2. OT JaTara Ha TO/IMHCBale Ha joroeopa npu yeaoeue, ye U3ITBJIHUTEIAT e porosopuin
aefinocet (KIT, BCMJL. KITp u npoueayps). Kosto He ¢ n3pbpmBai no jgoroeop ¢ H30K npes 2014
Fi

3. or JaTaTa Ha NOJANMCBaHe Ha jorosopa. B cayqait ye U3IIBJIHUTEJIAT 1o momenTa Ha
CKJIIOYBAHE Ha J0ropopa He e padorui no aorosop ¢ H30K.

§3. CrpanuTe ce 3aabDKaBaT Aa ce HHGOPMHPAT B3aMMHO B mHUcMeHa Gopma 3a npoMsHa Ha
aapecuTe, BKIIOUHUTENIHO eJeKTPOHHH aJIpecH, MOCOYeHH NMPH NOANNCBAHe HA TO3M J0TOBOp. B 7-
JIHEBEH CPOK OT HACTBLIIBAHE HA MMPOMSHATA.

§4. CrpannTe. B OTHOLIEHUATA 110 MEXIY CH. CBBP3aHH ¢ M3MBLIHEHHETO HA TO3M J0rOBOP
NPH3HABAT CTOMHOCTTA HA EIEKTPOHHHUS MOAMTHC HA CAMOPBYEH MOITHC.

§5. Beuuke cnopoBe MekIY CTpPaHHTEe ce pelaBaT 4pe3 NPeroBOpH. a Koraro Tosa €
HEBB3IMOKHO - IO YCTAHOBEHUS B 3aKOHA pel.

§6. 3a BCHYKM HeypeJeHH B HACTOSLIMS JIOTOBOP BBIPOCH Ce TPHIAraT pasnopendure Ha
330, HPJI za MJ] 3a 2015 r.. [Tocranosinenne Ne 94 ot 24.04.2014 r. na MunucTepcku ChBET 3a
IpHeMaHe Ha METO/IH 32 OCTOMHOCTABAHE | 32 3alUlalllaHe Ha MeIHIIHHCKATa OMOII 1o 4. 53, an.
2, 1. 2 330 u geficTBamMTe OTHOCHMH HOPMATHBHH aKTOBE.

§7. [lpn Bim3ane B cHjIa HA NOCTAHOBICHHE HAa MHHHCTEPCKH CHBET O pela Ha 4. 33e. ai.
3 or 330, ¢ koero ce ormens IlocranoBnenme Ne 94 ot 2014 r. na MHHI‘ILTEPC CBBET 3a
npnemane Ha METO/IMKH 33 OCTOHHOCTSBAHE W 3a 3arUlalllaHe Ha MeIUIHHCKaTa J'l 55,

an 2. 1. 2 or 330. cTpaHuTe MOANHCBAT IOMBIHMTEIHO CIIOPa3yMEHHE 3a yc?ng«tﬁ/ na 3a



3aIUIalllaHe Ha CTOMHOCTTA HA M3BBpINEHATa MeIUIIHHCKA JeifHOCT, onpesienena B npuioxkenne No
2 .CroifHOCT Ha JeHHOCTMTE. MEAWIIMHCKHTE H3JeMHs W JeKapcTBEHaTa Tepanus MNpH
OHKOJIOTHYHHE 3200 1BaHASA 3a OOTHNYHA MEIMIIMHCKA TOMOIL™.

HepazaenHa gacT OT J0TOBOPaA NMPEACTABIISIBAT CACAHATE IPHIOMKEHHSL:

1. npunoxenue Ne 1 . .Cruesk Ha cniennanneTute, padoremn no Kllp™;

2. npuwiokenne No 2 _CroifHOCT Ha JAeHHOCTHTE, METHUHHCKATE M31E/IHa W JIeKapCTBeHATa
Tepaitis MpH 3j0KadecTBern 3abo/sBanns 3a OOTHHYHA MEHIIMHCKA TOMOIIL™.

HacTosimusiT 10roBOp ce MO/Amuca B J1Ba eqHo00pa3sHu eK3eMIIsapa — o €HH 3a AUpeKTopa
na P30K-Crapa 3aropa n 3a U3ITBJIHUTEILS.

AJI[)BCH 3a KODECHOH,T.IQIIlIHﬂ/eJlEKTp()HHH ajipecu:

1. Ha BB3JIOKHTEJISL: P3OK Crapa 3aropa, ya. ,,Ilap Hean Hlumvan™ Ne 54 A/
www. nhif.bg / e-mail: st.zagora(@ nhif.bg

2. Ha UBIIBJIHUTEJIS: rp. Crapa 3aropa, y.1. ,, lenepan Croaeros™ Ne 2

P A . - ..."- /?\‘
/Il-p C.1am\a l’lop:laﬂgéa/‘

18



