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Pazneal
ObBIIA ITIOAOXKEHHUA

- Ya. 1. (1) C Te3u mpaBuia ce OIpeneNs PeabT 33 Pasriek[aHe M NPeICTABAHE 3a
onobpenne ot ympaButenas Ha Haruonamnarta szpaBHoocurypurensa kaca (H30K) ua
3aj4BJICHUS OT H3IBJIHUTENM Ha OOJNHMYHA MEOWIMHCKA T[OMOIN 3a 3alaliage Ha
MEMIMHCKY H3JeNHs, M3BBH l€HaTa Ha KJIMHUYHATAa IbTeKa/amOynaropHaTa mpoueaypa
(KTI/AIlp).

(2) 3BasBneHuATa MO al. 1 ce OTHACAT 3a 3aIUlaliaHe HA CIHEIHUTE MEIULMHCKU
m3nenus (MM): rpyna ,,CpooBa mporeza 3a TIpbaHA aopra’, rpyma OO TEXHUYECKH
U3KCKBaHus ,,Topaxanen creHt rpadt®, rpyna ,,Ctent™ - Tun ,,CreHT rpadTt 32 KOpeMHa
aopra®, Tpyma ©O TEXHHMYECKH H3HCKBaHUA ,bBudypkaumonen®, “YcrpoicTeo 3a
MEXaHWYHO TMOANOMAraHe Ha MMpPKyJanuara (M3KyCTBEHO cbpue)”’, “TpaHcKaTeThpHH
KJIAIIHY IIPOTE3H”, ,,MEeAUIIMHCKY U3ENus 32 HEBPOXHUPYPTHYHO JICYECHHE HA MO3BLYHO —
CBJOBH 3a00JABaHusA” U ,,JIMIUTAHTH 332 HEBPOCTUMYJIANMA, KAKTO CJIE€ABA: HOATPYIH IO
TEXHUYECKH M3uckBaHus 2.3 u 4.9.1; rpynu 13, 14 u moarpynu 15.1, 15.2, 15.3, 15.4, 15.5,
18.1, 18.2 u 18.3 Ha ,,CiuChK Ha MEANIIMHCKA M3, IPUHAMTKANIM KbM €IHA TPYIa |
npugarasd B OoJIHMYHaTa MexuuwHcka nomomn, kowto H3OK 3amnama HameiaHo Ha
ocHoBaHme 4. 13, an.2, 1.2, Oyksa ,,6° ot Hapenba Ne 10 ot 2009 r. 3a ycnoswusra, pena,
MexaHu3Ma M Kpurepuure 3a 3amnamase oT H3OK Ha nexapctBeHM NpPOOYKTH,
MEAUIMHCKY M3JEIIUA U Ha JUCTUYHH XPaHHU 3a CIICIIUATHY METUITUHCKH 1IC)IH, TOTOBAPSIHE
Ha OTCTBIKH U IIPUIIaraHe Ha MEXaHU3MH, TapaHTUpPAIlIH MPEIBUAUMOCT U YCTOMYHUBOCT HA
6romxera Ha H30K* 1 ,,Cririchbk ¢ MeIMIUHCKY u3zeus no rpynu, kouto H30K 3amnama
B YyCIOBHSATAa Ha OOJNHHWYHATA MCOHIIAHCKA IIOMOIN, M CTOHHOCTTa, o koAro H30K
3amialia 3a BCsaKa rpyia, CbCTaBeH II0 peaa Ha wi. 13, an. 2, 1. 2, 6ykea ,,a“ ot HapenGa Ne
10 ot 2009 r. 3a ycnoBusTa, pena, MexaHu3Ma U KpuTepuute 3a samtamane or H30K Ha
JICKApCTBEHX MPOJYKTH, MEAWLMHCKHM H3/IeNHsd W Ha AUETHYHU XPaHu 3a CIEHHATHH
MEAMIMHCKH IENM, JOTOBapsHEe Ha OTCTHIKH M IIpUlaraHe Ha MEXaHW3MU, TapaHTHPally



MPEABHANMOCT M ycToHunBOCT Ha 610/xeTa Ha H30OK* (Cnucobun), CbCTaBeHY Bb3 OCHOBA
Ha Pemenne Ne PJI-HC-04-28 ot 01.04.2019 r. na HC ma H3OK, B cuna ot 01.06.2019 r.

Yn. 2. (1) 3agsnenusara no wi. 1 ce momasar B Llenrpamno ynpasnenme (1Y) Ha
H3O0K or sreueOHu 3aBesieHNs, U3IIBIHUTENN Ha OOTHHIHA MeaunuHcka momor (JI3EMIT)
no KIT/Allp, mpu M3OBIHEHHETO HA KOWTO CE€ TPWIAraT IOCOYeHHTe B wi. 1, am. 2
MEIUIHUHCKH M3EITHS.

(2) 3a pasrnexxgane Ha 3asgBieHusTa o an. 1 B IIY ma H30K chc 3amoBen Ha
YIIPaBUTENS CE Ch3/1aBa KOMHCHS.

(3) KomucusTa 1o an. 2, BHacs CTAHOBHUINE C JOKIIAJ C IPEATIOKEHHUE IO YIIPABHTENS
Ha H3OK 3a paspemaBane Ha 3amiammaHeTo WIH He3aIUIAIAHETO HA MEIUIUHCKUTE
U3JIEINs, IIOCOYEHU B WI. 1, air. 2.

(4) Yopasurenat Ha H30K, pasperniaBa pa3xoaBaHeTo Ha CpeACTBa 3a 3aIUlalade Ha
MEIUIIMHCKY U3JeNHs 110 U3UCKBaHuATa Ha [IpaBuara 3a yciaoBusaTa B pefia 3a MpuiaratHe
Ha wi. 4, an. 1, am. 2 u ar. 3 or 3akoHa 3a Oromkera Ha Hanmonanuara
3ApaBHOOCUTypHTeNHA Kaca 3a 2019 r., cpoOpa3sHO YTBBpIACHHTE CpeAcTBa 3a
3[paBHOOCUTYPHTENHH IIAlIaHUA 33 MEAUIIMHCKU H3JEHs, Mpuiaraid B OOJHHYHATA
MeIUIUHCKA oMol ITo 3akoHa 3a Oromkera Ha H3O0K 3a 2019 r. u Ha HanuoHanuus
PaMKOB JIOTOBOp 3a MEAUIUHCKH AeHHOCTH 3a 2018 T., KakTo U cHOOpPa3HO CTOMHOCTTA, O
xoaTro H30K 3amnama 3a Beska rpyna MU, yrespacna ¢ Pemenne ua HC ma H30OK NePJT-
HC-04-28 o1 01.04.2019 1.

Pazmen 11
CBHCTAB HA KOMUMCUSITA

Y. 3. (1) Komucusra ce cbcTOH OT IIpefcenare, BaMa 3aMeCTHUK - IpeceaaTenH,
IIOCTOSIHHY ¥ PE3€PBHU WICHOBE, OIIpEeIEHH ChC 3amoBel Ha yupasuTens Ha H30K. -

(2) Ilpencenmaremar e cuyxuten ot aupeknuas MM B LY ma H30K, ¢
npunobuto Buciie oOpazoBaHHE ¢ 0OPa30BATENHO - KBanmbHKauI/mHHa CTEIeH MAarucThp
1o npodecroHaNHO HanpaBieHue ,,MeaunuHa”.

(3) 3amecTHHK - peaceaTeNnuTe ca CIyXuUTeIn oT nupexknun bPII u L[HHMI/IO Ha
I1Y ma H30K.

(4) IlocTossaan uneHoBe ca ciayxutenu ot gupexkunun MM, BPIT u JJIIIMKO B
1Y ma H30K.

(5) PeszepBHuTE WICeHOBE HA KOMHUCHSATA Ca CIYXUTeNIH oT aupekrud MMJIJIJT, BPIT
u JUINIMHKO B I1Y na H30K.

(6) Ilpu oTcheTBUE Ha IpeceqaTeNNs Ha KOMUCHSATA, CHIUAT CE 3aMECTBa OT €UH OT
JlBaMaTa 3aMEeCTHHUK - npencenarenu. [Ipm oTChCTBHE Ha WieH HA KOMHCHSITA, CHIIUST CE
3aMecTBa OT PE3EPBEH WIEH, OT MOCOYESHUTE B all. 5.
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OPTAHMU3AIINSI HA TEMHOCTTA HA KOMUCHSITA

Yn. 4. (1) 3assnenuara ot JI3BMII 3a 3amnamaHe Ha MeAUNUHCKWATE -H31EIIH,
IIOCOYEHH B 4Wil. 1, ai. 2 ce pa3riexaaT Ha 3aceJaHns Ha KOMHCHUSTA.

(2) Komucusra 3aceiaBa MUHUMYM /1Ba II'BTH MECEUHO.

(3) 3acemanusTa Ha KOMHCHSITa CE CBHKBAT M PBKOBOIAT OT IpeIcCedaTelii, a B
HETOBO OTCHCTBHE OT 3aMECTHHK- IIpeicenaTen.

(4) Komucusdra npoBexxna 3aceJaHUATa CH B TBJIEH ChCTaB.

(5) 3a mpoBeneHuTE 3acemaHus MpeAcCeNaTENIT Ha KOMUCHSITA, WX ITIOCOYEH OT HETO
YJIeH Ha KOMUCHSITA, U3TOTBS OKNA.



(6) HoxymanbT ce NHOANMCBA OT BCHYKHM WICHOBE Ha KOMUCHATA, YYACTBANH B
KOHKPETHOTO 3ace/laHue U ce npenacrass B genoBoactBoTo Ha ITY Ha H30K 3a mosny4yasane
Ha BXOJISI HOMED.

(7) UnenoBeTe Ha KOMHUCHATA HAMAT NPABO Ja Pa3sIpOCTpaHsABAT JAaHHU, CTAHATW UM
WU3BECTHH NPHU WIH N0 TTOBOJ YIACTHETO UM B KOMHCHSITA.

(8) Komucusra pasriexna 3assinenuata oT JISBMII 3a 3amnarmane Ha METUIIAHCKH
H3JICNIAS CBC CTAHOBMINATA KBM TAX 3a HaIHYNE WIM OTCHCTBHE Ha MEIAHIIUHCKH
UHAUKAIUY 32 UMIUTAaHTUPAHETO UM.

(9) Komucusra pasriexzaa camMo 3asBJICHUS, KOUTO ca IPUIPYKEHU OT CTAHOBHUIIE Ha
CHENUATUCT 10 npoduna Ha 3a00NIBAHETO, OT CHCTaBa HA EKCHEPTHUS CHBET IIO
CHENUATHOCTTa, ONpEeNeIeH OT MHHUCThpPa Ha 3[paBeOla3BaHETO IO CHOTBETHATA
CIIENMAIHOCT, ¢ U3KJII0YeHUe Ha rpyma 13 u 15.

(10) Komucusra He nmpueMa B He pa3riieKia 3asBICHHS 32 MCAUIIMHCKA H3IEHS ¥
JOKYyMEHTH KBbM TIX 0€3 CTaHOBHUIIE OT CIHENHANUCT MO Ipodruia Ha 3a00IIBaHETO, OT
ChCTaBa Ha €KCIIEPTHUS CHBET IO CIICIMAIHOCTTA.

(11) Komucusara Moxe ga pasriexia 3asiBlIeHHS ChC CHOTBETHUTE CTAHOBUINA U CIIEN
IIOCTaBIHETO Ha MEAMIMHCKOTO M3JeNue B Cly4dagTe Ha CHEMIHOCT IIpH
JKUBOTO3acTpaliaBamy ChCTOSHUS.

(12) B ciyyanre Ha CHEMIHOCT, KOraTO BB3HUKHE )XMBOTO3ACTPAIIABAIIO CHCTOSHUE
3a manuenTta, JI3bMII umnnanTupa He0OOXOAUMOTO MEAUIMHCKO H3[enue Oe3 Ja h34aKsa
CTaHOBHIIETO Ha CIENHANHCTa IT0 poduia Ha 3a00J1BaHETO U PELICHHETO HA KOMHUCHSTA.
ExcneprusaTa B TE3U CIydau C€ H3BBPIIBA ClIE]l IOCTABIHE HA UMILIAHTA.

(13) 3a cayyauTe, B KOUTO MCAMITMHCKUTE H3ICHUsS, HOCOYeHM B wi. 1, am. 2 ca
MIPUJIOKEHU B YCIOBHATA Ha CIIEINHOCT, 3asBieHusTa ce noaasar B 1Y ma H30K, B cpok
1o 10 paboTHU [HU ciiex U3BbpIIBAaHE Ha MEIUIMHCKAaTa HHTEPBEHIIUS, KaTO IIpenucKara e
OKOMILJIEKTOBaHA CBHIIIACHO M3UCKBaHUATa Ha Te3u [IpaBuna.

(14) Tlpu nwnca w/wim HEMBIHOTA HA JOKYMEHTHTE MO WI. 5, KOMHCHITA H3TOTBS
yBenomiierue (mucmo) go JISBMII, nmopanmo 3asBneHue 3a 3amiamaHe Ha METUITAHCKOTO
u3fenaue 1mo wi. 1, an. 2 oT HaCTOSIIUTE IIpaBWiIa. 3asBIICHHETO C€ pasrieXxia OTHOBO B
KOMHCHATA, CJIe[ MOydaBaHETO Ha HeoOxoAuMara JOKyMEHTAIlusl, IIpH YCIOBUE, 4e Ta3u
IIOKyMEHTaIMs € npeacraBeHa B aenooncteoTo Ha H30K B enqnomeceuen cpok (30 gam)
oT yBegomspaHe Ha JI3BMII. Cnen To3u cpok 3asgBJICHUETO 1€ Ce CUUTA 32 OTTETTICHO.

Y. 5. (1) 3agnenusara mo wi. 1 ce momwiaBaT B cBOOOJICH TEKCT, KATO CHABPXKAT U
CIIEHUTE 3aAbIDKUTEIHI PEKBU3UTHU
TpUTE UMEHA Ha NaIUeHTa;

EI'H/JIBY/ocuryputenes HoMep Ha HallMeHTa;

azpec 3a KOpPeCIOHICHIMS Ha IallueHTa;

JIMarH03a Ha NalyeHTa;

BHJ Ha MEOUUHUHCKOTO H3eNne 1o Wi. 1, ai. 2;

3as]BE€HA CTOMHOCT Ha HEOOXOAUMHTE MEAUIIMHCKY U3AEIIHUS.

(2) 3asBreHueTo o wi. 1 ce IpuapyX asa oT cieqHaTa JOKYMEHTAlHs:

1. xomme ot MexHMIMHCKATa JOKYMEHTalMsA, Heo0X0auMa 3a B3€MaHe Ha CTAaHOBUILE
(emukpu3a, pe3ysITaTH OT U3CICABAHMUS, KOHCYNTAIlUH U Ap. JOKYMEHTH);

2. pelleHHe Ha KOHCIUIHYM OT 4 (YeTHpuMa) CIEIHAINCTH, C H3KIIOYeHHe Ha I'p.15 u

18, mpu KOUTO ce M3UCKBa KOHCUIHMYM C MUHUMYM 3 (TpHUMa) CIELUAINCTH;

a) cbe 3amoren Ha gupekTopa Ha JI3BMII ce chp3maBar creHUATM3UPaHU JIEKAPCKH
xomucur kbM YMBAIJL ,,CB. WBan Puncku” EAJ, rp. Codus, u YMBAIJl ,.Cgera
Mapuna“ EAJI, rp. BapHa, cbCTOSIIM C€ OT HEBPOJIOT, HEBPOXUPYPT U IICHXOJIOT, KOUTO
e pa3riIeKAaT CIYIauTe M II€ M3TOTBIT €KCIIEPTHO CTAaHOBHINE 3a HEOOXOAUMOCTTA OT
moctassaae Ha MU ot moarpymnu 18.2 u 18.3 3a neuenue Ha OONHU B TEPMHHANCH CTaqui
Ha TTAPKUHCOHOBA OOJIECT U IIPU JUCTOHUH.
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0) eKkcnepTHHUTE CTAHOBHINA HA CICHUATM3UPAHUTE JIEKAPCKU KOMUCHU, 3aeOHO C
mpuApyXaBarmara MeEAUIMHCKAa MOKYMCHTalWs Ha NalMeHTUTE C€ H3Upamar o
[locTosHEMS ekcrepTeH chBeT 1o Hepposorus (IIECH), pernmamenTtupan B ,,/I3UCKBaHUS
ga H3OK mnpu neuenme ¢ enrepaned ren Levodopa/Carbidopa, Apomorphine wmu
IBI00Ka MO3BYHA CTHUMYJIAlMs B TEPMHUHANCH CTaguii Ha IApKUHCOHOBA OOJECT B
HM3BHHOOTHHYHATA ITOMOIL .

B) IPH KaHAWIATCTBaHE 3a mocraBsHe Ha MU ot moarpymu 18.2 u 18.3 JISBMII
npezactassa B H30K Heo6XoquMHTE 3aIBUTEIHH JJOKYMEHTH, KaTO KbM TSX 3a1BJIKUTEIHO
[pHjiara CTAHOBHUIIIETO Ha CIICHUATM3HpaHaTa JIeKapcka KOMUCHS OoT u3bpoeHure B T. 2 6.
,,a* JIBBMII u cramoBHIle, u3gagcHO OT [IoCTOSHHUS €KCIEPTEH CHBET II0 HEBPOIOTHA
(IIECH).

3. nmokyMeHT 3a WHGOPMMpPAHO ChIVIaCHE OT IIAI[HEHTa 3a I[IOCTaBiHE Ha
MEIUIAHCKOTO U3/IETIUE;

4. IOKYMEHT, YIOCTOBEpSABAll HENMpPeKhCHATUTE 3IPABOOCHTYPHUTENHM IipaBa Ha
ManyueHTa.

5. CTaHOBHINE OT BBHHINEH EKCIEepT/eKcnepTH no npodwuiaa Ha 3a00IBaHETO, OT
ChCTaBa Ha eKcIepTHHus ¢hBeT 3a MU, ¢ uskmouerne Ha MU ot rpyna 13 u 15. B Te3n
Cllyday BBHINHUAT €KCIepT He paboTu B JIe4eOHOTO 3aBEJcHHE, KOCTO KaHIUAATCTBa 34
CBOTBETHOTO MEIUIIMHCKH U3/IETIHE.

Y. 6 (1) 3a ciyuaute, B KOUTO ce KaHAUAaTcTBa 3a MU o1 moArpyna mo teXxHuyecka
XapakTepucTuka 2.3 5e4eOHOTO 3aBelicHHE 3a OONHHYHA MEIMIMHCKA moMom e
HeoOXO0IUMO Jia NPEACTaBH MUCMEHH J0Ka3aTelICTBa, Ye MPUTEXaBa CTPYKTypa I10:

1. Kapauoxupyprus ¢ omuT B a0pTHaTa XHpyprus — 10 omepauuu rouIinHo;

2. O6pa3Ha IUarHOCTHKA C BUCOKa pe3oironus (Hak-Manko 64 nerexropa Ha KAT);

3. AHeCTe3HOJOrus MW WHTEH3WBHO JIEYEHHE OT TPETO HHMBO Ha KOMIETEHTHOCT,
CBINIACHO MEIUIUHCKM CTAaHIAPT II0 ,,AHECTE3HOIOTHSI ¥ MHTCH3UBHO JIEYEHHE".

4. Ipu mpomsaa B o6ctosTencTeara no T. 1, T. 2 u 1. 3 JI3BMII yBenoMsBa mACMEHO
H3O0K B cpoxk ot 5 paboTHU qHHU.

(2) 3a cnyuaure, B KOWTO ce KaHmauaarcTea 3a MU or moarpyma mo TeXHHYECKa
xapaktepuctuka 4.9.1 neueGHOTO 3aBefcHHE 3a OONHHMYHA MEIWIMHCKA ITOMOLY €
HeoOX0MMO Ja MPEeACTaBy MHCMEHH I0Ka3aTelICTBa, Ye NPUTEKaBa CTpYKTypa mo:

1. CnaoBa Xupyprus ¢ OMUT B aopTHaTa XUpyprust — 30 onepanuy rofuiHo;

2. O6pa3Ha JHarHOCTHKA C BHCOKA pe30stolus (Hai-manko 64 nerexropa Ha KAT);

3. AHECTE3HOJIOTHS M HHTCH3WBHO JIEYeHHE OT TPETO HHBO HaA KOMIICTCHTHOCT,
CHITIACHO MEAUIIMHCKY CTAHAAPT IO ,,AHECTE3HOIOIHs U MHTEH3UBHO JICUEHHE™.

4. Tlpu upomsHa B OOcCTOsTENCTBaTa mo T. 1, T.2 m T.3 1e4eOHOTO 3aBelcHHUE
yemomsiea mucmeno H30K B cpok oT 5 paboTHH AHH.

(3) JleueGuuTe 3aBeieHUs, KOUTO U3BHPIIBAT HMILIAHTAIMA HA MEAUIHHCKA HU3ICTIH
no Crmchka, yrBbpAeH ¢ Pemenne NePJI-HC-04-28 or 01.04.2019r. va HC ma H30K
cle/Ba JIa OTTOBApST Ha M3MCKBAHUATA 3a JOTOBapsiHE H JEHHOCT IO KIMHUYHHUTE IBTEKH,
IT0 KOUTO C€ OCHIECTBIBA NMITJIAHTAIUATA.

(4) JleueGuuTe 3aBeqeHUs, KOUTO OCBHIIECTBIBAT MMILIaHTHpane Ha MU, 3amnaniasm
ot H30K, ochiecTBsSBaT ASHHOCTTA CH, CHIVIACHO HAIIMOHANHY KOHCEHCYCH (KPUTEPHH 32
I060p Ha MAlMEHTH) W/MIIK €BPOTIENCKH U CBETOBHH pBKOBOJCTBA (guidelines).

Ya. 7. (1) Komucusara usrotss Aokian po ympasuTens Ha H3O0K ¢ mMoruBupanu
HPEAIOKEHNS, ChAbPIKAIY MEIUIMHCKA U HHHAHCOBA OOOCHOBKA.

(2) 3a MU ot moarpynu 2.3 u 4.9.1 u rpyna 14 3a MeguumHCKaTa 0G0CHOBKA Ha
sagsiennero cd, JI3SBMII npunara nucMeHH CTaHOBHMINA OT CIIEIHAIMCTH, OT ChCTaBa Ha
EKCIIEPTHUTE CHBETH 110 CHOTBETHATA CIEITHAIHOCT.

(3) JleueGuute 3aBefeHUs W3NBIHUTENN Ha OONHMYHA IIOMOIL, KOMTO H3BBHPIIBAT
NeffHOCTH O MMIUIAHTHPAaHETO Ha MEIWIMHCKE H3menus, 3amitamand oT H3OK camu
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OCBLIECTBABAT BPh3KaTa ¥ KOMYHUKAIMUATE CHC CIECHUAIUCTATE U EKCIIEPTUTE, OT ChCTaBa
Ha €KCIIEPTHUTE ChBETH, KOUTO JaBaT CTAHOBUINA I10 aJ. 2.

- (4) 3a MU ot rpyna 13 3a megunuHcka oOOCHOBKa B CIy4aWTe Ha IIOCTaBIHE Ha
YCTpOHCTBO 3a MEXaHUYHO IMOJIIOMAaraHe Ha IUpKynanuiTa (M3KyCTBEHO ChpIlE) ce IpueMa
peIIeHHETO Ha KOHCHIMYM OT ueTHupuMa Bojenu cnenuamuctn Ha JI3BMIL, momano
3aSBJICHUETO, OT CICAHHUTE MEIUITMHCKH CHEIHAIHOCTH: aHECTE3UOJIOTHS ¥ MHTCH3UBHO
JICUCHHE, KapAHOXUPYPTHS, KapAWOJOTHS ¥ WHBa3WBHA Kapauonorus. 3a rpyma 14
KOHCWIMYMBT OT deTHpuMa Bojemu crnenuamuctd Ha JISBMII, mogano 3aseieHuero, ce
CBCTOH OT CJICIHHUTE MEIULIMHCKHA CISITHATHOCTH: aHECTE3UOIOT S 1 HHTEH3UBHO JICUCHHE,
KapIUOXHPYPTrHsi, KapAHOJIOTHS 1 HHBA3HBHA KapIHOJIOTHSL.

(5) 3a MU ot 14 rpyna JI3BMII npencraBar pemieHHETO HAa CBOsS KOHCHIMYM H
M3HWCKBAT [MMCMEHU CTAHOBHINA OT BBHIIECH €KCIEPT, OT ChCTaBa HA €KCHEPTHHS CHBET IO
CIEIUATHOCTHTE — KapAHOXUPYPTHsl U KapAWUOJIOTHS C KBanupuKanus HO HHBa3HBHA
Kapauoyiorus. B Te3w ciayuad BBHINHHUTE ekcrneptu He paborat B JI3BMII, xoeto
KaHJ[MATCTBA 38 CHOTBETHOTO MEJUIMHCKH U3/IEIIHE.

(6) CraHOBHIIIETO Ha BBHIIHUTE EKCIEPTU II0 KapAHOXUPYPTHUS M KapAHOJIOIHA
ciellBa ia € €IHAKBO - [OJIOXKUTEIHO WITH OTpUIaTenHo. B ciayyamre, IpH KOMTO €IHOTO
CTaHOBHIIE € OTPUIIATEIIHO, a APYTOTO HMOJIOKUTENHO, KoHcunuymute Ha JI3BMII, B kouto
paboTAT Te3W BBHIIHH EKCIEPTH, AaBaT apOUTPaXHO CTAHOBUIUE. 3a IIOJIOKUTEIHO
CTAaHOBUIINE C€ CUYWTA TOBA CTAHOBUINE, B KOETO €€ IpENnopbhuBa HMIUIAHTHPAHETO Ha
MEIUIIMHCKOTO HU3/enue o1 rp.14.

(7) 3a MU ot rpymna 14 ce pa3paboTBaT HHANKATHBHE CTAHIAPTH 33 BCIKO JIEUeOHO
3aBenenne. Besako JISBMIT nmoamucBa mpoTokon KM HHIuBHAyanHus norosop ¢ P30OK -
MIPOTOKOJI C HHANKATUBHUTE CTAH/IAPTH.

(8) Komucusara HabmrogaBa HM3MBIHCHHETO Ha HHAUKATUBHUTE CTaHAAPTH U IIpHU
npesuinenue nHbpopmupa ynpasutens Ha H30K.

(9) 3a MU ot rpyma mo TeXxHudecka XapakTepucTHKa 2.3 3a MeaunuHcKa 000CHOBKA
B CllyyauTe Ha IOCTaBIHE Ha TOpPaKaieH CTEHT rpadT ce IpueMa pElICHHETO Ha
KOHCHJIUYM OT dYernpuMma Bojemw crnenuanuctd Ha JI3BMII, mopano 3agsienuero, OT
CIETHUTE MEIUIIUHCKH CIIET[HAITHOCTHU

- aHECTE3UOJIOTHS U MHTEH3UBHO JICUCHHE,

- KapAUOXUPYPIHS,

- oOpasHa AuarHoCTHKa U

- MHBA3WBHA KapIMOJIOTHS WiK 00pa3Ha MMarHOCTUKA, IIPUTEKABAILl CBUIETEIICTBO 34
npodecHoHaTHA KBATU(UKAIMA C MPH3HATA IPaBOCIOCOOHOCT 1O ,,MHBasMBHA OOpasHa
MHATHOCTUKA ¥ WHTEPBEHIIMOHATHA PSHTTEHOJIOTHS *, U31aleHO OT PexTop Ha MEAUIMHCKH
YHUBEPCHUTET.

(10) 3a MU ot moarpymna mo TexHH4YecKa xapakrepuctuka 4.9.1 3a meaumuHCKa
00OCHOBKA B CIIy4aWTe Ha IOCTaBsHE Ha TOpaKaleH CTEHT rpadT WIH CTeHT rpadr 3a
KOpEMHa aopTa ce IpHeMa PelleHHeTO Ha KOHCWIHYM OT Y€THpPHMa BOJEHIH CIIEIMAlIUCTH
sa JI3BMII, nonano 3asBiIeHHETO, OT CICTHUTE MEAUITUHCKY CIICIUAIHOCTH:

- aHECTE3UOJIOTHS ¥ HHTEH3KUBHO JICYCHHUE,

- ChIOBa XUPYPrus,

- o0pa3Ha AMArHOCTHKA U

- WHBa3WBHA KapAUOJIOTHS WA CBIOB XHUPYpPr, NIPUTEXKaBalll CBHAECTEJICTBO 3a
npodecuonanHa KBanuduKamys ¢ IpU3HaTa IpaBoCHOCOOHOCT mo ,,EHnoBacKynmapHa
CBIOBA XHUpPYprus”, wu3gaieHo OT PexkTop Ha MEIMIMHCKH YHHBEPCHTET HIIH OOpasHa
JIHArHOCTHKA, TPUTEXKABAII CBHIETEJICTBO 3a MpodecHoHaIHA KBaIH(UKalUsI C NpU3HaTa
[IPaBOCIIOCOOHOCT 1O , JHBasuBHa oOpa3Ha [AMAarHOCTHKa H HMHTEPBEHI[HOHAIHA
PEHTTEHOJIOTHS , H3AaleHO OT PexTop Ha MEMUIUHCKH YHUBEPCHUTET.

(11) Ilpu xaHaMAaTcTBaHe 3a TocTapsHe Ha MU ot moarpymu 18.2 u 18.3 JI3BMII
mpeacraes B H3OK HeoOGxonumure 3asBUTEIHH JOKYMEHTH, KaTO KBM TAX 3aAbJDKHTEIIHO
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Iprjiara CTAaHOBHINETO HA CHEHUATU3HPAHATA JICKAPCKa KOMHCHS OT M30pOCHHTE B WI.S,
an2, 1. 2, 6. ,,a* JI3BMII u cranoBuine, uzaageHo oT [locTosHHUS eKcliepTeH CHBET IO
vepponorus (IIECH).

(12) Tlpm BnaraHe Ha MEAMITMHCKU H37enusd oT nmoarpynu 2.3 u 4.9 nedeOHOTO
3aBEACHME, OCBHIICCTBWIIO NEHHOCTTA, 3aIBIDKUTEITHO W3HMCKBA CTAHOBUINE OT BHHIIEH
€KCIIEPT, OT ChCTaBa HA EKCHEPTHHUS CHBET II0 CHOTBETHATA CIEIUATHOCT — CBHAOBA
XUPYPrus WM KapIUOXUPYPTUs OT M3BBpIIEHATa €HIOBacKyjapHa Mpouexypa, 3anucada
Ha €JEKTPOHEH HOCHTENI OTHOCHO MEIUIIMHCKaTa ¥ 1enecboOpasHoct. CTaHOBHIIETO ce
TIPENCTaBs HAa KOMUCHSATA CJiell U3BBpIIeHaTa €HJI0BacKyJapHa IIpoLeaypa H CIYXH 3a
paspernieHne 3a 3arUianaHe.

(13) 3a MU or rpyna 15 3a MenunuHCKa 0O0OCHOBKA B ClIydauTe Ha HOCTaBsSHE Ha
MEIUITHHECKA H3IeINd 3a CHAOBAacKyJlapHa Tepanus npu 3aboJsiBaHMS Ha MO3BYHHU
chaoBe (KOiIoBe, TPOMOEKCTpakTOpy, OaJOHKATeTpH, MO3BYHM CTEHTOBE H Jp)”
KOHCHJIAYMBT C€ CBCTOM OT TpuMma Bojemu croeimanuctd Ha JI3BMII, moxmarno
3asBJICHHETO, OT CIEAHUTE MEIUIIMHCKY CICIUATHOCTH: -

- HEBPOXUPYPTHS

- HEBPOJIOTHUs

- obpa3Ba quarHoCTuKa

(14) CranoBuInaTa Ha KOMHUCHSTA IO ail. 1 ciensa fa ObAaT ChOOPA3EHHM U ChC:

1. 3ApaBOOCUTYPHTEIHHS CTaTyC Ha IalUeHTa

2. 3aJI0KEHUTe OIOMKETHH CpeACTBa 3a MEIMIMHCKHA H3ISNHs 3a CHOTBETHATA
KaJIeHJapHa roiuHa.

Y. 8. Komucusra Bou ISKTPOHEH PErMCTHD Ha 3asBICHHATA IO WI. 1.

Pazpen IV

PEJI] 3A OJOBPEHUE 3A IIOCTABAHE HA MEANILIMHCKH U3 IEJIUSL
OT IHOATPYIIN 2,3 u 4.9.1

Yu. 9. (1) JleueOHuTe 3aBelCHHUS U3MBIHUTEIM Ha OOJNHHYHA IIOMOIL, KOHTO
kagauparctear npen H3O0K 3a samrtarmane sa MU ot moarpynu 2.3 u 4.9.1 npencrassr
JIOKYMEHTH, OKOMILTEKTOBAHH CHITIACHO WI. 4, WI. 5 wi. 6 1 wi. 7 oT HacTosmuTe [Ipasuina,
KaTo KbM JOKYMEHTHTE IIpHJlaraT CTaHOBHINA OT BBHIUEH €KCIEPT IO CHOTBETHATA
CIIENHATTHOCT, OT ChCTaBa Ha EKCIIEPTHUS CHBET.

(2) B cinyyawTe Ha CHEUIHOCT M ITocTaBiHe Ha MM mpum XKMBOTO3aCTpalaBally
cheTosHusA o wi. 4, an. 11 w am. 12 u wi. 7, an. 15 ot HactosmmuTe npasuna JISBMII,
KOETO 3asBABa MEIMIMHCKUTE W3MCNIHs, OKOMIUIEKTOBAa IpelucKaTa M s H3lpalna Ha
BBHIIHHUA €KCIEPT/BBHINHUTE EKCIIEPTH, KaTo KbM IpENUCKaTa IpHiara 3amuc Ha
eJIeKTPOHEH HOCUTEN OT U3BBPILICHATa SH0BACKYJIapHa TIPOLlelypa/IpoLie Ty py.

(3) B CTaHOBHMINETO BBHHIIHKAT €KCIEPT 3a ClydauTe IO al. 2 OIleHsBa
1eech00pa3sHOCTTa Ha HPOBENCHOTO €HIOBACKYJIapHO JieYeHHE, BKJI. M Ha Oasara Ha
NPENOCTABEH KBbM MEIUIMHCKHTE JOKYMEHTH 3alliC Ha €JIICKTPOHEH HOCHUTEN OT
OCBIIECTBEHATA €HIOBACKYJIapHA IIPOLIEAYPa/H.

(4) BpB BCHUKHM OCTaHAIM Clydad (NIJAaHOBH CiIy4au), Pas3jvdH{ OT CICIIHUTE,
JI3BMII, KoeTo 3asBBa MEIUIUHCKUTE HU3IENHUsI, OKOMIUIEKTOBA MPENUCKaTa U 5 U3Mpama
Ha BBHIIHMS EKCIEPT/BBHINHUTE EKCIIEPTH, KaTo KbM IIPENHCKaTa IpWjiara 3aluc Ha
€JICKTPOHEH HOCHTE oT H3BBpIIEHATA JMHArHOCTHIHA €HZIOBacKyJIapHa
MpoLeAypa/IponeaypH.

(5) B cTaHOBMINETO BHHIIHUAT €KCIIEPT Oli€HABAa IENecho0pasHOCTTa Ha
IIPEICTOSAINOTO JIEYeHUe, BKJI. 1 Ha 6a3zaTa Ha IPEJOCTABEH KbM MEIUIMHCKUTE NOKYMEHTH
3aIMC HA EJEKTPOHEH HOCHUTENl OT OCBHIIECTBEHATa [IHArHOCTUYHA TPOLEAypa,
IpeIXOXK/IAlla PEIIEHUETO Ha KOHCHIHYMA 100 9. 4, 9t 5, wi. 6 u wi. 7.



(6) B cmygante mo an. 4, cnen xaro JI3BMII monyys CTAaHOBHINETO HA BBHHIIHUS
CKCIePT C ONEHKA Ha ILEJEChOOpPa3sHOCTTa HAa MPEACTOSMIOTO JIEUYEHHE, 3asiBICHUETO C
IPUKPENCHOTO CTAHOBUINE OT BHLHUIHMS €KCIEPT M 3alica Ha €NEKTPOHEH HOCHTEN OT
H3BBpIICHATa JUATHOCTHYHA E€HIOBACKyJapHa NpOLEeRypa/Ipollefypy, C€ H3iIpama [0
H30K. Kowmwucuara usrorss Pemenue Ha Ynpasurens ma H30K 3a paspemasane Ha
JernoctTa no nocrasgae Ha MU, xouto H30K 3amnama ciies mocTaBsHETO UM.

(7) Komucusara yBemomssa H3BMH 3a pelleHueTo Ha ynpaButens Ha H30K 3a
paspellaBaHe ocraBsEeTo Ha MU.

(8) Crnen mocTaBsIHETO HA MOCOYCHUTE B PEIICHUETO MEIUIMHCKY u3genus JI3BMIT
NpeACTaBs Ha BHHIIHMS €KCIIEPT MEIUIIMHCKHUTE JOKYMEHTH II0 mocTaBaHeTo Ha MU Bk
U 3allIC Ha €JCKTPOHEH HOCUTE] Ha OCBUIECTBEHATa TEpAlleBTHYHA EHIOBACKyJapHATa
Iporenypa.

(9) DBbHIIHEMAT eKCIepT H3rOTBS CTAHOBHINE, B - KOETO IIOTBHPXK/ABa
OCBIIECTBIBAHETO HA CHIOBACKyJapHaTa IpoLEeIypa/Iponefypy IO MOCTaBIHETO Ha
3asBeHuTe MU.

(10) JleueGHOTO 3aBeAeHHWE UIMBIAHATEN HaA OONHHYHA MEAMIMHCKA IIOMOII
npenacrassa Ha KoMucHsaTa CTAaHOBUINETO Ha BHHINHUS €KCIIEPT 110 all. 9.

(11) Kem moxymenTuTe 1mo ain. 2, an. 4 u an. 8 JI3BMII npunara v npeacraBs Ha
Komucusita eneKTpOHHHTE HOCHTENH ChC 3alHC HA CHOTBETHUTE €HJIOBACKYIApHH
IIPOHENYPH.

(12) Cnen monyuaBane Ha JOKYMEHTHTE 3a IOCTaBsiHe Ha MM kKoMuCHsTa H3rOTBS
Pemenue 3a 3amnanane Ha Bede moctaBenute MU.

(13) B u3KIIOYUTENHHU CIIydal, B KOUTO GposT Ha rmoctaBeHuTe MU € mo-roysM oT
Opos Ha 3asBEHUTE, BBHHINHUAT EKCIEPT 3aXBDKHUTEIHO 00OCHOBAaBA B CTAHOBHIIETO CH
Ta3u HEOOXOIUMOCT.

(14) B cnywyaure Ha orpunarenso cranoruie mo ax. 13, H30K zammama camo
3asBeHus Opoit MU.

Y. 10. Yopasurenat Ha H30K B3ema pernenus mo KOHKPETHHUTE IIPEIJIONKEHHS 110
4.1 ot HacrosmTe [lpasma.

Ya. 11. (1) Cieq perennie Ha ynpasurens Ha H30K u BbB Bpb3Ka CbC CTaHOBHILATA
o 4wi. 9 koMmucHATa H3Mpalia NUCMEHO yBeaomileHHe 10 choTtBetHuTe P30OK mM mo
JI3BMIL.

(2) JleueOHuTE 3aBeICHNS U3MBIHUTEIN Ha OOTHHYHA MEIUIMHCKA IIOMOIL, OTYMTAT
B CXKEIHEBHUTE CH €JIIEKTPOHHHM OTYETH BJIOKEHHUTE METUITMHCKU H3ACNHs, MapKUpaHH
KaTo NEHHOCT ,,4aKaima pemenne”’. EJeKTpOHHUTE OTYETH C€ BATUAUPAT OT CIYKUTEIIUTE B
P30OK cnen monydaBane Ha pemeHueTo Ha ympasutens Ha H3OK 3a samnamane mHa
METULIMHCKUTE U3IEIHSL.

(3) B ciiygauTe, mpu KOUTO MEAMIMHCKUTE U3eius ce 3amtamar Ha JISBMII cymure
3a 3alUIaTeHUTe MEAMIMHCKHA U3JeNHs ce OTpa3siBarT B npwioxeHHe Ne 2 KbM
vHauBUyanaus gorosop Ha JI3BMII B Mecena, B KOHWTO ca 3ariaTeHu.

Yn. 12. B cayuali Ha HagBUINaBaHE Ha CPEICTBAaTa 3a 3asSBEHUTE 3a 0J00peHHe OT
ynpasutens Ha H30K cimydan 3a 3amnamane Ha MEeQUITHHCKH H3IeNHs OT rpynu 13, 14 u
moarpynu 2.3, 4.9.1, 15.1, 15.2, 15.3, 15.4, 15.5, 18.1, 18.2 u 18.3 o1 CuuchbKa, ce U3roTBI
craHoBUIlE N0 4Wil. 6 wm w1 7, cpoOpazeHO ¢ YTBBPACHHTE CpPEACTBa 3a
3[paBHOOCUTYPHUTENIHH IUIAIAHUS 32 MEOUIMHCKU W3JeNus, IpWiaradd B OOJIHHYHATa
MEIMUMHCKA IIOMOIN, CBIVIACHO OIOJDKETHHTE CpPEACTBa 3a CHOTBETHATa KaJlCHAApHA
roJfuHa.

Pazpen V

SAIIVTAINAHE HA MEJUIIHHCKH U3IEJINS 1
KOHTPOJI BbPXY NEMHOCTTA HA JJEYEBHUTE 3ABEJAEHMS I1IO



IMPUJIATAHETO HA MEJUIIMHCKH U3JEJIMSA OT IIOAI'PYIIA
15.1,15.2,15.3, 15.4 m 15.5

Ya. 13. Onpenensa ce pen 3a 3arjialiage Ha MEIMLMHCKHM HM3JEIUSA OT MOIArPYIIH
151,152, 153, 154 u 15.5 (xoiimoBe, TpOMOEKCTpaKkTOpH, OallOHKATETPH, MO3BYHH
CTEHTOBE U JIp), M3BBH [leHaTa Ha KIMHUYHATA I'bTeKa/aMOyiaTopHaTa Ipoueaypa.

Y. 14. (1) JleueOnute 3aBEACHUS, U3IIBIHATEIN Ha OOJIHUYHA MEAUIIMHCKA ITOMOII
10 KJIMHHYHH OBTEKH B aMOyJIaTOpHH IPOLENypH, IpH H3INBIHEHHETO Ha KOHTO CE
IpUIarar MoCOYEHUTe B wi. 13 MEeAWIUHCKY M3AeNHs, chXpaHaBaT B M3 Ha nauuenTute U
cilenHaTa METANMHCKA JOKYMEHTAMS:

1. undopManys 3a BUa Ha MEJUIIMHCKOTO U3AEIHE 1Mo 4. 1, a. 2;

2. JNOKYMEHTH, YIOCTOBEpPSBAIlM CTOMHOCTTA HA BIOXCHHUTE MEAMLIMHCKU
H3[IeIHsL.

3. MENMIHHCKATa JOKYMEHTAINs, Heo0XoquMa 3a B3€MaHe Ha CTAHOBHUIIE 32

HeoOXOIMMOCTTa OT BjlaraHe Ha KOHKpeTHOTO MU (enuKkpu3a, pe3yaTaTH OT M3CIIEBaHuUA,
KOHCYJITAIldK, 3alliC Ha eJIeKTPOHEH HOCHTE]I Ha JUarHOCTHYHATA M TEpalcBTUYHATA
mpolieypa U ap. JOKyMEHTH);

4. pellleHre Ha KOHCHIMYM OT KOHCHIMYM C MHHUMYM 3 (Tpuma)
crenuanucTy, paboTeny B JieueOHOTO 3aBeleHHe, B Koero ce mpmwiara MU, B ko#to
3aIbJDKATENHO YYaCTBAT: CIEI[HANUCT 110 HEBPOXUPYPIHUs, CHELHAIKCT 110 HEBPOJIOTHS U
CICHMAITUCT 110 00pa3Ha JUarHOCTUKA,

5. JOKYMEHT 3a I/IH(l)OpMI/IpaHO chIrjlacue OT IanmHeHTa 3a IOCTaBjAHE Ha
MCEOUUHUHCKOTO U3ACIIHNC,
6. DOKYMEHT, YAOCTOBECPsBAlll HCIPEKBCHATUTC 3APaBHOOCHIYPHTCIIHU IpaBa

Ha IMalHACHTA.

Ya. 15. (1) JleueGnure 3aBenenus orumrar npen P3OK Bnoxenwnte MeAUIUHCKH
u3meaus oT moarpymu 15.1,15.2, 15.3, 15.4. u 15.5, cermacro HPJ[ 3a MequiuHCKHTE
JEHHOCTH. :

(2) Te3u MeIWIMHCKA HM3JENHs ce 3alllaliar, chriacHo ycranosenure B HPJI 3a
METUIUHCKUTE TSHHOCTH YCIOBUS U PEIl.

Yn. 16. (1) Habmopmenwero BBpXY J[eHHOCITA Ha JCYEOHHTE 3aBEJCHUS IO
IpHIAraHeTo HAa MEANLMHCKH H3Jenus oT moarpymu 15.1, 15.2, 153, 154. u 15.5. ce
ochbiectsssa ot Komucusara B H30K, HasnauyeHa cbe 3anoBen Ha ynpapuTens Ha H30K.

(2) KomucusaTa mo an. 1 monyyaBa €)KEMECEUHH CIIPABKH OT AUPEKUHS ,,biofpker
duHamcOBH mapameTpu® 3a 6pos 30JI, 3a xouto ca 3amnarenun MU ot moarpymu 15.1,
15.2, 15.3, 15.4. u 15.5. u 3annarenara croiHoCT 3a Besiko 30JI mo ieyeOHu 3aBeeHUS,;

(3) Komucuara uMa mpaBo Ia M3HUCKa OT jieueOHUTe 3aBeleHus KOIme OT IldiaTa
MeTUIMHCKA JOKyMeHTanus 3a onpeneneHu 30JI, kaTto npemocTaBy chiaTa 3a €KCIEPTHO
CTaHOBHIIE HA CHELMATHCT/H OT €KCIEPTHHS ChBET IO HEBPOXUPYPTHUs MU CIICLIMAINCTH,
[IOCOYEHH OT €KCIIEPTHUS CHBET.

(4) TIpu m3pa3eHO CTAHOBHINE OT CTPaHA HA BHHUIHHUS CKCHEPT 3a HEOCHOBATEIHO
pmarase Ha MW, MeaunuHCKaTa MOKyMEHTAlMs M €KCIEPTHOTO CTAaHOBHUIIE C€
OpeJoCTaBAT Ha KOHTponHuTe opranu Ha H3OK 3a Hamarane Ha MNPEIBHICHATS B
HOpMaTHBHATA ypenda CaHKIUH.

IPEAXOJHUA U BAKJIIOYUTEJIHA PA3IIOPEJIBA

§ 1. B cinyuaure, npu xouto B IIY ma H30K ce monyuar 3asBiIeHHS, KOHTO HE
OTrOBapsT HA M3UCKBAHWATA W/WJIH IIPH JIAIICA H/MIIA HENIBIHOTA Ha IOKyMEHTHTE IO YiL. 3,
KOMHUCHITA HU3TOTBA yBeaoMilenue (IHACMO) N0 JIe4eOHOTO 3aBC/CHHE, HM3IIBIHUTEI Ha
GOJIHMYHA MEOUIIMHCKA IIOMOIL, MOJAJI0 3asBICHUE 3a 3amiallaHe Ha MEIHUIMHCKOTO
H3IeHe Mo Wi. 1, ajl. 2 OT BACTOSAIIKATE IpaBmia. B Te3H ciaydan IOy4eHUTE TOKYMEHTH
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ce BPBIIAT Ha JIe4YeOHOTO 3aBEJCHUE. 3asBICHHETO C€ DAsIVIeKda OTHOBO B KOMHCHATA,
cien TOJy4aBaHETO Ha HeoOXoauMara [IOKyMEHTanus, IIPH YCIOBHE, Y& TasH
JOKyMEHTaIus € pencrasena B aemoocreoTo Ha H30K B ennomeceueH (30 nHU) Cpok.
Crnen TO3U CPOK 3asiBIIEHHETO HE CE pasriexia.

§ 2. Hacrosimure npapuiia BIU3aT B CHJIA OT JeHs Ha IIyONHKyBaHe Ha €ICKTPOHHATA

- crpanuna za H30K.

§ 3. Hacrosmure npaBuna ce o0sBsBaT Ha odHUIHAIHATA MHTEPHET CTPaHHUIlA HA
H3O0K, ¢ 11en A0CTHIHOCT A0 3aUHTEPECOBAHUTE JIHIIA.

§ 4. Hacrosmmre mpaBuiia ca BaJIMIHY 33 CPOKA Ha CHOTBETHHA IIEPHOJ HA ICHCTBUE
ua HPJ] 3a mequruacku neiitnoctu 3a 2018 r.

§ 5. Hacrosmure npasuiia otmenst [Ipasuia ¢ Ne P/I-16-30/24.06.2019 .



