Cogpun 1407, yn. “Kpuuum” No 1 wﬂi&gf

MPABIIA 3A PABOTATA HA CTIELIMAJIM3HPAHATA KOMHCHSI IO
YJL 27, AJL. 1 OT HAPEJBA Ne 2 OT 27 MAPT 2019 r. 3A MEJUIIMHCKUTE "
JAPYTH YCJIYTH IO YJL 82, AJL 1A M1 3 OT 3AKOHA 3A 3IPABETO 1 3A PEJIA
1 YCJOBHSTA 3A TAXHOTO OJOBPSIBAHE, IIOJI3BAHE U 3ATIJIAIIIAHE

Pasgen 1
OBIIIH IMOJIOXEHHUS

Ya.1. (1) C Te3u npaBmiia ce OIpeests peabT 3a pasriexkaaHe Ha 3asgBIeHHUS 10 4123,
an.1 or Hapen6a Ne 2 ot 27 mapr 2019 r. 3a MEIUIMHCKUTE M APYTH yCIyrd nmo 4i. 82, an. lau
3 or 3akoHa 3a 31paBETO M 3a pela W YCIOBHATAa 3a TAXHOTO ONOOpsABaHE, NOJI3BaHE M
samnamade (Hapen6ara), 3a omo0OpsiBaHe, MOJI3BaHe M 3alllalllaHe HA YCIyTH 3a JHia jao 18-
TrO/MIIHA BB3PacT, OT CIEHHATM3UpaHATa IIOCTOSHHO AelicTBaiia komucus (Komucusra) B LY
na H30OK, onpenenena ot ynpasurens Ha H3OK.

(2) 3asBnennsra mo an.l ce mogasat B LIY na H30OK/P3OK, no oGpasen curiacHo
ITpunoxenus Ne 1, 3 u 4 xpM wi. 10, an. 1 u wi. 23, an.1 ot Hapenbara.

(3) Komucusra mno an.l pasriexpa 3asBieHHS 3a o0f00psBaHe, MON3BAaHE H
3amnamade Ha ycayrure mo wi.7 u 8 ot Hapenbara 3a ymuma o 18-romumna Bb3pact B
CHOTBETCTBHE C HACTOSANIMTE NpaBWia M yTBbpaeHa oT ympasutens Ha H3OK ,,PaGotHa
npoleaypa 3a YCIOBHATA H pelia 3a 0f00psaBaHe, NOJ3BaHE H 3alllalllaHe Ha YCIYTHTe, ChIIL
u1.3, 1.2 u 1.3 ot Hapen6a Ne 2 ot 27 mapt 2019 r. 3a MEAUIIMHCKHATE ¥ APYTH YCIYTH MO WI.
82, an. la u 3 or 3akoHa 3a 3ApaBeTO M 3a pela W YCJIOBHATA 3a TAXHOTO ONOOpABAaHE,
M0I3BaHeE U 3aIllallade, B yacTTa ,,I. PaGoTHa mpolieypa 3a yCclIoBUATa H peJa 3a 0100psBaHe
M TON3BaHE Ha yCIyrurte, Chrl. wi. 3, T. 2 ot Hapen6a Ne 2 ot 27 mapr 2019 r. 3a
MEIMIMHCKATE U JPYTH yeuyrd mo wi. 82, ain. 1a u 3 ot 3akoHa 3a 31paBeTo™.

Ya.2. [MpaBomommsata Ha KomucusTa ca B ChOTBETCTBHE C QYHKLMMTE W 3a[auuTe,
ycraHoBeHu B Hapenbara.

Yn.3. (1) Komucusara pasriiexxaa 3asBieHHs 3a 0J00psBaHe, IOJI3BaHE H 3aIlialliaHe
Ha YCJIYTHd 3a Juia a0 18-roxuiHa B3pacT, KaKTo ClIEABa:

1. IMAarHOCTHYHM M JieueOHM IMpOIEAYpH, KOUTO HE Morar jJa ObJaT HM3BHPLICHH
CBOEBPEMEHHO MJIM 33 KOMTO HAMA YCJIOBHS 3a H3BBPIIBaHETO MM B PemyOiuka brirapus,

2. NleyeHHe Ha pelKH 3a00JIsIBaHUS, B TOBA YHCIO C AUCTHYHH XPaHH 34 CIEHHAIHU
MEJMLUHCKH LIEJIH, KOETO HE Ce 3aIlialla Ha OTAEHO OCHOBAaHUE OT IbPXKaBHHS OIOMKET H €
U3BbH 00XBaTa Ha 3abDKUTETHOTO 3[PAaBHO OCHIYPSBAHE;

3. HepaspemieHd 3a ynorpe6a B PemyOnmka bBbirapus nexkapCTBEHM NPOLYKTH H
JIeKapCTBEHH MPOJYKTH OT CIHCHKa M0 Wi.266a, an.2 oT 3aKoHa 3a JIEKAPCTBEHUTE MPOAYKTH
B XyMaHHaTa MeIHMIMHA [P Clla3BaHe Ha YCJIOBHATA U pela, onpeneseHH 3a Tax ¢ Hapenba
Ne 10 or 2011 r. 3a ycnoBusATa U pefia 3a JieUeHUE C Hepa3pelleHH 3a ynorpeba B Pemy6inka



beirapus nekapcTBeHH NPONYKTH, KaKTO M 3a YC/IOBHSATAa M pelia 3a BKIIOYBAHE, IIPOMEHH,
H3KJIIOYBAaHE H JHOCTaBKa Ha JIEKapCTBEHH NPOAYKTH OT CIHCHKA Mo wi. 266a ot 3akoHa 3a
JIEKapCTBEHWTE NPOJAYKTH B XyMaHHaTa MeEIUIMHA, KOTaTo JICYEHHETO Ha CBHOTBETHOTO
3ab0JIsIBaHE HE Ce 3aIUlallia Ha OTJAEIHO OCHOBAaHME C MyOJIMYHM CPEeCTBA HIIM ChC CPENCTBA
ot 6romxera Ha H30K u e 6e3 antepratuBa B PenyOnuka Bbarapus;

4. MEOMIMHCKH H3JeNus, KOMTO He Morar na Obaar ocurypeHd B PemyOimka
Beirapus umu kouto He ce ¢uHancupar or H30K B pamkuTe Ha JieueHHe B CTpaHaTa II0
KIMHWYHH DBTEKHM, C HU3KIIOYEHHE Ha MENMIMHCKH H3JENHs, IOMOIIHH CpEeJCTBa,
CHOPBKEHHS H IIPUCTIOCOOIIEH)S], OCUTYPSIBaHH IO pelia Ha 3aKOHa 3a XopaTta ¢ yBpexIaHHs;

5. BHCOKOCHEIHMAIM3UPAaHH MENUIMHCKH amapaTH M Ypeau 3a HWHIMBUIyaJHa
ynoTpeba OT MAlMeHTa B CIIy4auTe, KOraTo TAXHATa JIMICA € IIPHYMHA 32 HEBh3MOXKHOCTTA J1a
Ce U3BBPIIIBA a[ICKBATHO JICYEHNE Ha nanuenTa B Penybnuka brarapus;

6. TpaHCIUIAaHTallUs HA OPraHd U XEMOIOETHYHH CTBOJIOBH KJIETKH NPH MATUTHEHH
XEMAaTOJOTHYHM 3a00NABaHMsA, KaKTO W TNpPH HAKOM TEXKO IPOTHYAIlH OCHUTHEHH
3a00J1BaHuUs ¥ NIPH YTBBPJACHH HEXEMATOJIOTHYHH 3a00JIsBaHUsA, KOTATO TS HE CE€ M3BBHpILIBA
UM HE MOXe Na 6b1e U3BbplIeHa CBoeBpeMeHHO B PeryOnuka brirapus;

7. ydacTHe Ha 4y>XIECTpPaHHU MEIUIMHCKU CNIENHATUCTH B JUarHOCTHYHHU U JieyeOHH
NpoUelypd H TpaHCIUIAHTAalMH B JieueOHO 3aBeeHME Ha TepUTOpHATa Ha PemyGnuka
Bbarapus, xorato HsiMa OBJIrapckd MEOUIMHCKH CIENHATMCTH W/WIA TakdBa C OMHT B
ChOTBETHaTa 00JIaCT H/UIIH TOBa € HEOOXOAUMO 3a JleueOHHUS NIPOIIEC;

8. TpaHCHOpT M TpecTOd — IBTHH M KBapTUPHU Napd Ha JETETO U €IWH HEroB
IpHAPYKUTEN B 4yxOHHA, KAKTO ¥ IpH HEOOXOAUMOCT YCTEH MPEBOJ 110 BpeMe Ha IPECTOs U
JICYCHHUETO B CllyyauTe 1o T.1 u 6 npu HeoOXOJUMOCT;

9. TpaHCHIOPT W HpECTOi — IBTHH W KBAapTUPHU NApH M Ha J€Kap - IPHIPYXKHUTEI,
KOWTO Ja oKaxe IpU HE0OXOJUMOCT CIEIIHA WM HEOTJIOKHA MEJHUIIHHCKA TIOMOLL 10 BpeMe
Ha IbTYBAHETO B CIydauTe 1o T.1 u 6 npu Joka3aHa MeIULHHCKA HEOOXOAUMOCT.

(2) JleyeHunero 3a OHKOJOTHYHM W OHKOXEMATOJIOTUYHH 3a00JIBaHUS, 3al0YHANIO
npead HapbpuiBaHe Ha 18-roguimHa BB3pacT, NpOAB/DKaBa Ja C€ 3aiama M Ccleq
HaBBPIIBAaHETO HA Ta3W BH3PACT JO MPHKIIOYBAHE HA JIEUCHHUETO, HA OCHOBaHME Wi.82, an.3
oT 3aKkoHa 3a 3ApaBeTo. 3ajdBICHUATA 32 0f00pABaHE, NOJI3BaHE U 3allIAlllaHE Ha YCIYTH 3a
Te3W JMNa ce pasriexaar nmo pena Ha Paspmen II or Hapenba Ne 2/27.03.2019 r. u mo
HACTOSIIUTE NPaBUIIA.

Paszpen 11
CBHCTAB HA KOMUCUSITA

Yn.d4. B cecraBa Ha KomucusaTa ce BkimouBat ciayxurend Ha 1{Y na H3OK, a npu
HeoOxoauMocT — M BBHIMHA 3a H30K nuna. B chcraBa Ha Komucusita 3agbimkUTENnHO ce
BKJIFOYBA JIEKap.

YnS5. (1) Komucuara ce cbCTOM OT Mpeacenaren, ABaMa 3aMECTHHUK-NpPEACENaTEH,
MOCTOSHHHU W Pe3epBHU YJICHOBE.

(2) Tlpu otcbeTBME Ha npenceaarens Ha KOMHCHATA, CBHIUMAT CE€ 3aMECTBA OT €IHH OT
JBamata 3aMeCTHWK-npeacenatenad. [Ipd OTCHCTBUETO Ha ujie€H Ha KOMMCHATA, CBLUMAT Ce
3aMeCTBa OT Pe3epBEH WIEH OT ChOTBETHOTO CTPYKTYPHO 3BEHO.

(3) PaGoTara Ha KOMHCHATA C€ MOANIOMAra OT TEXHHYECKH ChTPYHHUK.

. Pazpnen 111
JAEUHOCT HA KOMUCHSITA

Yn.6. (1) 3acenanusara Ha Komucusara ce cBUKBaT ¥ pbKOBOJAT OT MpeAcenartens, a B
HErOBO OTCHCTBUE OT 3aMECTHHUK-NpeceAaTe.

(2) 3acemanusta Ha KoMmucusra ce cBUKBaT 4pe3 CboOlIEHHE MO ClykeOHaTa
€JIEKTPOHHA MolIa.

(3) 3acemanuara Ha Kommcusta ca peloBHM, akO Ha TAX MPHCHCTBA IOBEYE OT
[IOJIOBUHATA OT HEHHHUS CHCTAaB.



(4) Komucusra npueMa MOTHBHpPAHHUTE CH MPELTOKEHUs 10 ynpasutens Ha H30K mo
BCSKO 3asIBJICHHE ¢ MHO3HHCTBO I0BEYE OT IOJIOBHHATA OT MPHCHCTBAIIHTE.

(5) MoxnamBamure BHHIIHH €KCEPTH U MPOQMIHATE KOMUCHH IO TPAHCILIAHTOJNOTHS
Morar Jja NpUCHCTBAT Ha 3acelaHusTa Ha KoMucHaTa, HO He yyacTBaT B IJIaCyBaHETO H
IPHEMAHETO HA MOTUBHPAHUTE IPEIOKEHHS 110 3asdBIICHHSATA.

(6) He morar na ydyacTBaT B KOHKpETHH 3acefaHus Ha KommucusaTa KaTo HeiiHH
YJICHOBE JIMIIA, KOMTO Ca CHIIPY3H HIIM POJHHHM I10 IIpaBa WM chpeOpeHa JIMHAA 0 YeTBbPTa
CTENEH Ha 3asBUTEIIUTE/TIAIIUEHTHTE.

(7) Jluua, xouTO ca CHIOPY3M WM POAHHHM MO NpaBa WIH ChpeOpeHa JMHHA [0
YETBbPTA CTENEH Ha 3asIBUTEIUTE/MAMEHTHTE, HE MOTaT 1a ObJaT KaHEHH KaTo CHEIUAIMCTH
1o 4wi. 14, an. 4 or HapenGara o KOHKPETHHS CITy4aif, 1a M3rOTBAT JAOKJIAIM U JIa yJacTBaT B
NpOLEAYpPUTE MO pasriiekAaHe Ha 3asBICHHATA B Ka4eCTBOTO Ha BBHHIIHH E€KCIIEPTH M Ha
4WICHOBE Ha NPO(QUIHUTE KOMHCHH T10 TPAHCILIAHTOIOTHS.

(8) BoHmmuTE excnepTH OT cnuckka mo wi. 14, an. 1 or Hapen6ara, numara ot
ChCTaBa Ha NPOMGHUIHMTE KOMUCHHU IO TPAHCIUIAHTONOTHS 110 Wi. 28, al. 2 ¥ CIeLHaTHCTHTE
no wi. 14, an. 4 or Hapenbara He Morar Jja 6bAaT WieHOBE Ha KOHTDPOJHH M yIPABUTEIHH
OpraHd Ha NMPOU3BOAUTEIH, BHOCHTEIN H THPrOBLY Ha JIEKAPCTBEHH MPOIYKTH, MEIHLMHCKH
U3JIeNHs ¥ anapatypa.

(9) BrHimmMTE excrepTH OT chmuchbka mo wi. 14, an. 1 or HapenGara, numara ot
ChCTaBa Ha MPOQHIHHTE KOMUCHH 10 TPAHCILIAHTOIOTHA [0 Wi 28, al. 2, CIeNHaTHCTHTE 110
1. 14, an. 4 or Hapen6ara u yiMunata ot chCTaBa Ha CELUATA3UPAHATE KOHCYITATHBHH
3BEHA OT JieueOHUTE 3aBeieHUs no wi. 29, an. 1 ot Hapenbara HsamMar mpaso Ja pasriacsBar
Ha JIMUA, U3BBH aHTAXMPAHUTE CIyXeOHO C mpouenypure, GakTd ¥ OOCTOATENCTBA, KOMTO
TNPE/ICTaBIISABAT JINYHH JaHHH 110 CMHCBJIA Ha 3aKOHa 3a 3allUTa Ha JIUYHUTE JaHHH U 37paBHA
MH(pOpMAIMs 1O CMHCHIa Ha wi. 27, ain. 1 ot 3aKoHa 3a 31paBeTo, CTAHAIM UM H3BECTHH B
X0Ja Ha TAXHATa [EHHOCT, OCBEH aKo TOBa € HEOOXOAMMO ¢ Orjel HYXIHTE Ha
pascienBalliTe OpraHM, DpPOKypaTypaTa M CBhAa H/MIM C Lel MpeXoTBpaTABaHE
U3BHPLIBAHETO HA MPECTHILIEHHE OT 001 XapakTep.

(10) Ot cnuchKa Ha BHHIIHHTE €KCIIEPTH M OT ChCTaBa Ha MPO(HUIHMTE KOMHCHH IO
TPaHCIIJIAHTOJIOTHS 3aAb/DKUTENHO CE 3aJIMYaBar JINIaTa, Ha KOMTO:

1. e HanoxeHo HakaszaHue MO Wi. 38, T. 3 oT 3aKoHa 3a CHCIOBHHUTE OPraHM3al{U Ha
JIEKapuTe M Ha JIEKapHuTe N0 ISHTallHa MEAUIIMHA C BIIS3BJI B CHJIA aKT;

2. € BIA3NIa B CHJIA MPUCHAA 32 H3BBPLICHO OT JIMIIETO YMHILIEHO NPECTHIUIEHHE OT
o011 xapakTep.

Ya. 7. (1) 3a Beako 3acenanne Ha KoMucusTa ce U3roTBs MPOTOKON, MO o6paser,
cernacHo Ilpunoxenne Ne 1, koiTo chabpxka WHGOpMaLKs 3a pasrieNaHHTe 3asBICHHS,
NpOBEACHUTE OOCHXKIAHUA MO TAX, PE3yNTAaTHTE OT IJIaCyBaHETO, NPHETHTE MOTHBHPAHH
NPeIUIOXKEH S, KaKTO U 3a BCEKH APYT BBIPOC OT KOMIIETEHTHOCTTAa Ha KoMucusaTa, 00ChacH
Ha 3aCeJaHHeTo.

(2) ITpoTOKONBT cE MOIMUCBA OT BCHUYKH IPHCHCTBAIH YieHOBe Ha Komucusra.

Y. 8. (1) UneHosere Ha KomucusTa HAMAT mpaBo fa pasnpocTPaHABaT JAaHHH, CTAHAIH
MM U3BECTHM MPHU UJIM N0 NOBOJ, yyacTHeTo UM B Komucusra.

(2) Ynenosete Ha KomucHsTa U3BBPLIBAT AEHHOCTTA CH MPH CMAa3BaHE U B ChOTBETCTBHE
CbC 3aKOHO/JAaTENICTBOTO, CBbP3aHO ChC 3aIUTATa HA JIMYHUTE NaHHH.

Pa3zpen IV
YCJIOBHUSA U PEJ 3A PA3IVIEXXIAHE HA 3AABJIEHUS

Y. 9. (1) Komucusara nposepsiBa IalH 3asiBICHHSATA ca MOJAAEHH ChC ChIbPXKAHHE
1o obpasen cbriacHo wi.1, an.2.

(2) Kowmwucusara mpoBepsBa Jamu CbC 3agBieHHMATa N0 an.l ca mnomaneHu
HeobxonuMuTe JoxkyMeHTH mo w110 ot HapenGara ¢ msuckyeMuTe ChObp)KaHHE ¢dbopma
HJIM Ca HAIHMIE HESCHOTH WM HENBJIHOTH B ChABpXKAliaTa ce B JOKyMEHTHTe HHPOpMAIHS,



KaKToO M Jai¥ € Halule HEeoOXOAMMOCT OT MpeACcTaBsiHe Ha JONBIHHTENIHA OTHOCHMA
JOKYMEHTAIHS.

(3) B cayyaure, koraro He ca MojaJAeHH HEOOXOAUMHTE TOKYMEHTH C M3HCKBAHHTE
ChIbpXaHHe H (opMa MM ca HAIWLE HESICHOTH WIH HEMBJIHOTH B CBHIBPXKANIATA CE B
JNOKyMEHTHTE HHGOpMaLHs, a CHIIO U NIPH HEOOXOIMMOCT OT MPEACTABSHE HA AOIIBIHUTENICH
OTHOCHM J0KyMeHT, Komucusrta npemiara Ha ynpasutenst Ha H3OK uinu onpaBoMolIieHo ot
HEr0 JIBXHOCTHO JIMIE Ja YBEAOMH IHMCMEHO 3asBUTENS M Ja Jale yKa3aHus 3a
OTCTpaHsgBaHE Ha HEJOCTAThKa. YBEIOMSIBAHETO MOXE J1a CE M3BBPIIU U IO €JIEKTPOHEH MBT
Ha MMOCOYEH OT 3asABUTEN €JIEKTPOHEH apec WM 110 IpYr CUrypeH HauuH cbpriaacHo AITK.

(4) B ciryqaii ye e He06X0JUMO CHINIACHETO WA MHEHHETO Ha Jpyr oprad Komucusra
npeiara Ha ynpasutendaT Ha H30K unu onpaBoMOIEHO OT HEro JIBXHOCTHO JIMIE Ja
OTIIPaBH 3alIUTBAHE IO CHOTBETHHUS OPraH, 3a KOETO YBEIOMSBA 3aABUTEIIA.

(5) Ilpu HeoTcTpaHsBaHE Ha HENOCTATBUUTE B OINpENENCHHS CPOK, KaKTO H IpH
KOHCTaTUpaHe Ha HaJW4yhe Ha BIS3HI B CWla WHAMBHAyaleH aJMHHHUCTPAaTHBEH aKT 3a
3aMUiallaHe WK OTKa3 MO OTHOLICHHE Ha ChHIIMS NAlHMEHT 3a CHLIUTE YCIYTH MM BHCSIIO
aJIMUHUCTPATUBHO MTPOM3BOACTBO ChC CHIIUS MPEAMET, MPE CHIIUA OpTraH U C YYacCTHETO Ha
chbllaTa CTpaHa, HE3aBHCHMO Jald € BbB (hazaTa Ha HM3JaBaHE WJIM Ha OCIIOpBaHE Ha
aJIMMHHCTpaTUBHUS akT, Komucusrta mpemnara Ha ympaBUTENs 3asdBICHHETO Ja HE ce
pasriexzaa U Ipou3BOACTBOTO Ja C€ MPEKPaTH.

(6) B cinyuait ue ca momaneHH HEOOXOJUMHTE HOKYMEHTH M HE € HAJMIE HAKOA OT
OTpULATETHUTE IpeanocTaBku mo an. 1, Komucusra npennara Ha ynpasurens Ha H30K wnu
OIIPaBOMOILICHO OT HETO ATBXHOCTHO JIMIE J1a M3UCKAa CTAHOBHUINE IO 3asABIEHHETO OT Haii-
MaJIKo JBaMa BBHIIHH €KCIEPTH choOpa3Ho mpoduiia Ha 3a60JIBaHETO, HCKAHOTO JICYCHUE U
KBaJIM(pUKaKATa HA EKCIIEPTHUTE.

(7) B cny4aute, xacaemy TpaHCIIaHTanus, KoMucusTa mpeaiara Ha yNpaBHTENS
IpenucKkaTa Ja c€ M3MpaTH Ha Npo¢uIHaTa KOMHCHS MO TPAHCIUIAHTOJIOTHS 3a Jela,
olpeJieieHa ChC 3aMoBe]] HA MUHUCThpa Ha 3/paBeoNa3BaHETO, ChIJIaCyBaHa C yIIPaBUTENS Ha
H30K.

(8) Ilpu pa3Horiacue B CTaHOBHINATA Ha eKcrepTHTe Mo al. 5, KoMucusaTa npeneHssa
HeoOxoauMocTTa M mpepiara Ha ynpaButTensT Ha H30K unu onmpaBoMOIIEHOTO OT HEro
JUTBXXHOCTHO JIMIIE Ja M3UCKA CTAHOBHIIE OT TPETH CIIEIHATKCT MO Mpo¢uiia Ha 3a60J1sBaHETO
Ha MalUEHTa WM OT KOHCYJITATUBHUTE 3BE€HA Ha JieueOHHUTE 3aBefeHHs Mo wi. 29, an. 1 ot
Hapen6ara.

(9) Koraro mpopunsT Ha 3a00JIIBAaHETO U UCKAHOTO JICYCHHE Hajarar IoJly4yaBaHe Ha
CTaHOBHUIIE OT MEIUIMHCKH CHELHAIACTH OT IOBE€Ye OT €IHAa CIELHATHOCT HIH OT
CIEHATNCTH ChC crenuduyHa KOMIETEHTHOCT, KOMUCHATA MpeAJjiara Ha yIpaBHTENd Ha
H30K wmm ompaBOMOIIEHOTO OT HEro UIBXHOCTHO JIMIE Ja HM3UCKAa CTAaHOBHILNE OT
KOHCYJITATUBHHUTE 3BeHA Ha JieueOHHUTe 3aBeieHus 1Mo wi. 29, an. 1 ot Hapenbara.

(10) B ciyqaure mo ain. 8 u 9 mo npennoxenue Ha Komucusara ynpasurensat Ha H30K
WIH ONPABOMOIIEHOTO OT HEro MIBXHOCTHO JIMIIE MOXKE Ja BB3JIOKH IPOBEXKAAaHE Ha
KOHCHJIMYM Ha JJBaMa HJIH MOBeYe BHHIIHHU €KCIIEPTH, CHOTBETHO Ha MPOpHIHATa KOMHCHS 10
TPAHCIUIAHTOJIOTHS 3a Jella ¥ BHHIIHU €KCIIEPTH ChC CreNUpUIHA KOMIETEHTHOCT ChOOpa3HO
npo¢uia Ha 3a00IIBaHETO, KaTO CHIIEBPEMEHHO ONpENEIH BOJEI] €KCIEPT, peA U CPOK 3a
MPOBEXAAHETO MY, KaTo Morar ja 6bJaT HOKaHEHH U €KCIEPTH U3BBH CIUCHKa 10 4. 14, ai.
1 ot Hapen6ara.

(11) Komue/s oT mpemmckara ce HM3Mpalla/T Ha BBHIIHATE EKCHEPTU/TpoduiIHaTa
KOMHMCHS 10 TPAHCIUIAHTOJIOTHS 32 Jena/nedye6HoTo 3aBeaeHue no wi. 29, an. 1 or Hapenbara
IO eJIEKTPOHEH NMBT M/WIK Ha XapTHEH HOCHTEN NMpH CMa3BaHE Ha MpaBWJiaTa 3a 3aluTa Ha
JMYHUTE JaHHHU.

(12) B cnyyaii ye KbM 3asiBIEHHETO Ca IMPUJIOKEHH CTAHOBHILA OT HalH-MajJKO JBama
CHELUAIKCTH 110 aJl. 6 WM OT KOHCYJITaTUBHO 3BE€HO KBbM Jie4ueOHO 3aBeAeHuE 10 WI. 29, an. 1
ot Hapenbara u He ce Hanara na 6b1aT U3UCKBAaHH CTaHOBUINA IO ail. 8, 9 u 10, ynpaBuTensT
Ha H3OK mnnu onpaBoMOIIEHOTO OT HEro JTBXHOCTHO JIMIE MOXeE J1a pa3nopead MpenucKkaTa
10 3asBJIEHUETO J1a Obje pasriiefaHa 6e3 JOKIa] OT BHHIIHH €KCIEepPTH. 3a [eNTa B CIIy4anuTe



Ha TpaHCIUIaHTalKs TpAOBa Ja € HAJMIE CTAHOBHUINE OT KOHCYJITATHBHO 3BEHO KbM Jie4eOHO
3aBeZieHHe 1o wi. 29, an. 1 ot Hapexnbara.

(14) B cnyyaute Korato 3asBJICHHETO € MOJAJECHO MHpPH TNPOBEXKIAHO OOJHHYHO
J€YEHME B CTpaHaTa Ha HamueHT no 18 r. 3a 3amjamiaHe Ha JIEKQPCTBEHH HPOIYKTH
HepaspelleHH 3a ynoTtpeba, ChAbpXKAalM BellecTBa ¢ JoOpe yCTaHOBeHa ymoTpeba B
MEIUIMHCKaTa MpaKTUKa Mo cMuchiaa Ha § 1, 1. 6 ot JIP na 3JIIIXM, kouto yyactBar B
OCHOBHHM TEpAlleBTUYHH CXEMH IPU JIEYEHHETO Ha 3a00NsBaHMA, WM 3a 3alllal[aHe Ha
MEIUIMHCKH HU3ZENHs, KOMTO He MmorarT na Owaar ocurypenu B Pb wim komto He ce
¢unancupar or H3OK npunarann B GOJHHYHATA [OMOII, M HEOOXOOMMOCTTa OT
IIPHJIAraHETO Ha JIEKapCTBEHUS NPOAYKT/MEUIHUHCKOTO H3JIENIHE IPH MTAUEHTA € MOCoYeHa B
CTaHOBMIIEC MM B aKTyajHa €TallHa €NMKpH3a Ha MalUeHTa OT JIeyeOHOTO 3aBeleHHeE,
NPOBEXIAIIO OONHUYHOTO JIEUEHHE, WM H3JaJieHa OT Hero MEIWIMHCKAa JOKYMEHTAIlus,
cbobpa3no uzuckBanuaTa Ha H30K 3a exeqHeBHO OTYMTaHE Ha AEHHOCTTa, YIOCTOBEpSBaIla
3a00NBaHeTO, ChObpXKAla — JUarHosa, knacudumupana mo MKDB, nata Ha mocraBsHe Ha
JHar"o3ara, IPOBEICHY U3CIIECIBaHNs, PelICHHE Ha KJIMHUYHA KOMHCHS, OLIEHKa Ha e(eKTa OT
JIEYEHUETO U NPHIIOKEH MIPOTOKON, ChABPXKALI BCHUKH HEOOXOAUMHU JIEKApPCTBEHH MPOILYKTH,
CTaHJapTHa [103a, UHAMBHIYalHa 1033, Opoi IHH Ha MPHJIOXKEHHE, J03a 3a €IUH LHUKBII,
00II0 KOJHMYECTBO 3a MaKCHMAJIEH 3-MECeYeH IEepHOJ, WIH MEIUNHHCKOTO H3JENHe,
OIIPENIENICH0 ChOOPa3HO MPOTOKON OT JIeueOHO-KOHTpOJHATa KOMHCHS M JeKjIapalus Ha
PBKOBOJWTENS Ha Je4eOHOTO 3aBEICHHE C MPUIOKEHa TeXHHYecKa crenuduxanus,
ynpasutensT Ha H30K wmmu onmpaBOMOIIEHOTO OT HETO JUIBXHOCTHO JIMIE pa3mopexia
Ipenuckara No 3asBieHHETO Ja Obae pasrienana, 6e3 na € HEOOXOOMMO H3rOTBSIHE Ha
JOKJIaJd OT BBHIIHH €KCIepTH. B ciaydawTe Ha TpaHCIUIAHTauWs TpsOBa a € HaluIle
CTaHOBHIIIE OT KOHCYJITAaTHBHO 3BEHO KbM JieueOHO 3aBeneHue 1o wi. 29, an. 1 ot Hapenbara.

(15) B cnywyaure mo an. 14, nokymeHTtHTe ce pasmiexaar oT Komucusra crnen
TIOCTHIIBAHETO UM U aKO HE € HAIUIIE OCHOBaHHE 33 YBEIOMSBAHE C OIJIEl HA OTCTpaHsABaHE
Ha HEPENOBHOCTH IO 3asBieHHETO, KOMHCHATa H3rOTBS MOTHUBHPAHO MpPENJIOXKEHHE 0
yIpaBUTENS 3a H3JaBaHe Ha 3aloBed, C KOATO ce oxoOpsBa/oTKazBa oxoOpsiBaHE Ha
3aIUTAllaHEeTO Ha METULIMHCKH U IPYTH YCIYTH.

Y. 10. (1) BeHmHEAT excriepT/mpodriHaTa KOMUCHS 110 TPAaHCIUIAHTOJIOTH 32 Jena
€ JUThXKEH/IThXKHA J]a pas3riiea MpenucKara no 3asBI€HHETO U ja U3TOTBH JOKJIAA 10 Ciydas
B 5-THEBEH CPOK OT MOJIydaBaHEeTO. TOMH/TS € JUTBKECH/ITbXKHA J]a CE CBBPXKE ChC 3aiBUTENA
IpY HYXXIa, BKJIFOUMTEHO 3a Ja W3BBPIIU Mperje]] Ha MalieHTa U Ja U3UCKa NONbIHUTEIHH
JOKYMEHTH M U3CJICABAHUS.

(2) Hoxnagst mo an.l cpappxa pekBu3uTHTE, NpeaBuaeHd B wi30, an2 u 3 ot
Hapen6ara.

(3) Ilpu HeoO6X0mMMOCT OT HOBHM MM NOIBIHUTENHHM H3CIECABaHHMS H IpPEriean
BBHIIIHATE €KCIepTH/IpoduiHaTa KOMHCUS IO TpPaHCIUIAHTOJIOTHS 3a Jeua He3a0aBHO
yBenoMsaBarT H30K. B te3u ciydau cpokbT 3a M3rOTBSIHE Ha JOKJIana ce yAb/DKaBsa ¢ 10 2
JTHH.

(4) llpn cnewHu ciaydan Moxe Aa ObJe ompenesieH MO-KpaTbK CPOK Ha BHHINHHSA
eKcrepT/mpoduiTHaTa KOMHCHS 110 TPAHCIUIAHTOJIOTHS 3a Jiela OT CPoOKa Mo ai. 3.

(5) Koraro € Bb3/10’)k€HO M3rOTBIHETO HAa CTAHOBHMIIA MO pena Ha wi. 9, an. 7, 8 u 9,
JNOKJIagbT CE€ H3rOTBA OT CBHOTBETHHS CIELHAIMCT, BOACHIMA €KCIEPT Ha JIEKApCKUs
KOHCHJIMYM HJIM Tpelcenareis Ha ChOTBETHOTO KOHCYJITaTHBHO 3BEHO B CPOK 10 8 IHH OT
TN0JIy4aBaHe Ha IIPENHCKaTa.

(6) Hoxnanst mo an. 1 ce u3rorss o odpasen, yrebpaeH ot ynpasurens Ha H30K u
ce npencrass B H30K noanucan Ha XapTHeH HOCUTEN W/HIIH 1O €JIEKTPOHEH ITBT.

Ya. 11. (1) Komucusara pasriexnaa BCAKO 3asiBICHHE, INpEMHCKATa II0 KOETO €
NpeJOCTaBeHa Ha BBHIIHU EKCIEPTH/NpOdHMIHATA KOMHCHS IO TPaHCIUIAHTOJIOTHS, CIIEN
MOCThIIBaHe Ha Jokjaza mo wi. 10, ai. 1.

(2) 3agBneHusTa Cce pasriexAaT 3aeOgHO C JOKJIAAHTE HA  BBHIIHHTE
excnepTi/mpoduaHaTa KOMUCHS M0 TPAHCILIAHTOJIOTHS 32 Jella ¢ M3K/IOYEHHE Ha CIIyYauTe
no 4i. 23, an. 7 u an. 10 or Hapen6bara. [Ipu HEOOGXOAUMOCT CIIy4asT ce AOKJIAABA JIAYHO OT
BBHIIIHHS €KCIIEPT/poduiTHaTa KOMUCHS IO TPAHCILIAHTOJIOTHS.



Y. 12. B ciyyaute Ha nojajieHoO 3asBlICHHE 3a 3aIllalllaHe Ha MEIUIMHCKH YCIYTH B
qyxOHHa, 32 KOUTO ca MPUJIOKUMH (HHHAHCOBUTE MEXAHM3MH 110 WI. 6, T. 4 ¥ ul. 9, T. 2 OT
Hapenbara, kpM koeTO € HanMyHa odepra OT JiedeOHO 3aBelleHHE B AbpXKaBa — YIEHKA Ha
EBponelickus cpro3, EBpomeiickoTo HKoHOMHYecKo mnpocTtpaHcTBo win KoHdeneparus
[IBseiinapus, koeTo paboTH ¢ JOKYMEHTH 3a yIpaXXHSBAHE HA 3[PaBHOOCHTYPHUTEHH IMpaBa
CBIJIACHO IIpaBHJIaTa 3a KOOpAMHAIMS Ha CHCTEMHTE 3a COLHAJIHA CHUTYPHOCT, CBHLIOTO CE
pasriexza 1o peaa Ha wi. 9-11 ot HacTosimuTe MpaBWia U KOMHCHATA Ipeiara aa Obaar
M3JaJlcHH  CBOTBETHHTE  JOKYMEHTH, HEOOXOAMMH  3a  yNpaxHIBaHE  Ha
3[paBHOOCUTYPUTETTHUTE IpaBa 3a IUIAHOBO JICUCHHE CHIVIACHO NpaBHJIaTa 3a KOOPAMHALMS
Ha CHCTEMHUTE 3a COLHMAHA CHUTYpPHOCT IO CBOTBETHHSA pE€A 3a TOBAa, Bb3 OCHOBAa Ha
NpeLeHKaTa i CbOpaHuTe Mo Ta3u Hapenda JOKyMEHTH.

Ya. 13. (1) B cnyyaute Ha nomaaeHo 3asBIIEHHE 3a 3alUlalllaHE Ha MEIUIMHCKH
yCIIyTH B 4y>kOUHa, 3a KOUTO Ca MPUJIOKUMH (HUHAHCOBUTE MEXAHU3MHU 10 WI. 6, T. 4 ¥ wi. 9,
T. 2 ot Hapenbara, kbM KoeTo He € Hamu4Ha odepra mim odepraTa € oT JiedueOHO 3aBe/ieHHe
OT IbpxaBa M3BBH EBpomelickus cpro3, EBpomeiickoTo HKOHOMHYECKO HMPOCTPAHCTBO WU
Kondenepanus IlIseiinapus uim o1 ne4eOHO 3aBeleHHE, KOETO HE pabOTH ¢ JOKYMEHTH 3a
ylnpakHsBaHE Ha 3[paBHOOCHTYPUTENIHH IIpaBa CBIVIACHO NpaBUIaTa 3a KOOPAMHALMS Ha
CHCTEMHUTE 3a COLMAlIHA CUT'YPHOCT, KOMHCHATa mpennara Ha ynpasutens Ha H30K na ce
u3ncKa odepra 3a JeueHUe B JieyeOHO 3aBe/IeHHE B IbpXKaBa — WiCHKa Ha EBpomneiickus cpio3,
EBponeiickoTo nkoHOMHYecko mpoctpaHcTBo Wi Kondeneparus LIBeiinapus, padoremo ¢
JOKYMEHTH, HEOOXOOMMH 3a YNpaXKHABaHE Ha 3JPaBHOOCHTYPHTEIHHMTE IpaBa CBIVIACHO
npaBuiIaTa 3a KOOpAVHALMS Ha CUCTEMHTE 3a COLIUATIHA CUTYPHOCT.

(2) TIpu ocurypsiBane Ha odepra oT JNedyeOHO 3aBEACHHE B JbpiKaBa — WICHKAa Ha
EBponeiickust cbio3, EBpomeiickoTo HKOHOMHYECKO mpocTpaHcTBo MM KoHbenepauus
[IBeiimapus, paboTemo ¢  JOKYMEHTH, HEOOXOOMMH 3a  yNpaXHABaHE  Ha
3[paBHOOCUTYPUTETIHUTE IIpaBa CHIVIACHO MpaBHJaTa 3a KOOpIHHAIMs HAa CHCTEMHUTE 3a
COIMATHA CUTYPHOCT, C€ MIpUJIaraT ChOTBETHO WI. 12 OT HAaCTOALIMTE IpaBHIIa.

(3) Ipr HEBB3MOXKHOCT 3a OCUTYpsiBaHe Ha o)epTa 3a JieueHHe B Je4eOHO 3aBEACHHE
B JbpXKaBa — WwieHKa Ha EBpomneiickus cpio3, EBponeickoTo HKOHOMHYECKO IPOCTPAHCTBO
win Kondenepanus [1IBeiiiiapus, paboTemmo ¢ JOKyMEHTH, HEOOXOIUMH 3a yIPaKHABaHE Ha
3JPaBHOOCUTYPUTEITHUTE IpaBa CHIJIAaCHO MIpaBHJIaTa 32 KOOPIHHALMSA HA CHCTEMHTE 3a COLH-
aJHA CHTYPHOCT, KOMHCHSATA pasriIexJa 3asdBJICHHETO MO peja Ha wi. 9 um un 10 or
HACTOSIIMTE MpaBHJIA.

Ya. 14. [To pena Ha Hactosmute [IpaBuia ce pasriexaar v 3asBICHHUS, U3IPATEHH 110
komnetreHTHOCT Ha H30K ot apyr opran.

Ya. 15. [To HacTosAmMA pa3fen ce pa3ryieXkTaT BCHUKU 3asBIICHHS, [0 KOUTO KBM
MOMEHTa Ha M0JaBaHeTO UM MAlMEHTHT He € Hapbpiua 18-roauiuHa Be3pact. Jleyenunero 3a
OHKOJIOTHYHM M OHKOXEMAaTOJIOTHYHH 3a00JIIBaHHUs, 3al0OYHATO Npeqy HaBbpIUBaHE Ha 18-
roJMINHA BB3pacT, MPOIb/DKaBa Ja CE 3alulalia U Cjiel HaBbPIIBAaHETO HAa Ta3H BH3PacT J0
NPHUKIIIOYBAHE Ha JIEYEHHUETO. '

Y. 16. Korato B X072 Ha U3BHPIIBAHUTE MEIULUHCKU YCIYTH, YHETO 3aIlIall[aHE €
0J00peHo 1Mo Ta3u Hapexda, Bb3HUKHE HEOOXOOUMOCT OT JOIBIHHTENHO 3alUlalllaHe 3a TiX,
sagsutenaT yeenomsasa H30K 3a ToBa M mpeacTaBsi JOKYMEHT, IOKa3Balll HEOOXOAUMOCTTA,
W3aieH OT CHOTBETHOTO JieyeOHO 3aBefeHHME. B Te3W cilydyaM KOMHCHATAa OCHLIECTBSABA
KOHTAKT ¢ JIe4eGHOTO 3aBeICHHE U MPOY4Ba Cliydasi He3a0aBHO, a IPU AMarHOCTHKA/JICYEHHE
B 4y)>XKOMHa OCHTypsiBa IPEBOJ Ha OBJIrapCKHU €3UK Ha JOKyMEHTa B KPaTbK CPOK.

Y. 17. IIpu He0OXOJUMOCT OT KOHTPOJIEH IpErJiesl, IOBTOPHO MJIHM NMPOABIDKUTEIHO
JeveHHe Ha MAallUeHT, JEYeHHEeTO Ha KOMTOo e 3amiateHo no pena Ha Hapenbara, ce nmomasa
3asgBliCHHEe MO OOmMs ped. 3adBleHHETO Moxe aa Opae pasrienaHo, 6e3 pa Obae
HPENOCTABsIHO Ha BHHIIIEH €KCIIEPT.

Y. 18. Io Besiko 3asBnenne Komucusata H3roTss U npescTass B Cpoka mo 4i. 31, ai.
1 or Hapenbara mMotuBupaHo npemtoxxenue no ynpasurens Ha H3OK 3a omobGpsBane mnu
OTKa3 OT 3alllalllaHe Ha 3asBEHHUTE YCIYTH, WIH MNpeKpaTsBaHe Ha IMPOU3BOJACTBOTO IO
3asBJICHUETO, KOETO ChIBpPXKa:



1. ume, npe3nume, GpaMuius, faTa Ha paKIaHe U ajipec Ha MallHeHTa, HHAUBHUIYATHHS
IIOpEIEH BXOMAL HOMEp Ha HeroBoTo 3asBienue B H30K;

2. 3alonsgBaHeTO, 3a KOETO Ce HCKa/Ce Hamara Ja Cce H3BBPIIM
JIeYeHH e/ TPaHCIUIAHTAIIHS;

3. nwpkaBara, rpaja, Jie4eOHOTO 3aBeeHHE, B KOETO MOXE Ja C€ OCHIIECTBH
JeYeHHeTo/ TpaHCIUIAHTalUATa, JieueOHO 3aBelieHHME HAa TEPUTOpHATa Ha Pemy6imka
bobirapus, CbOTBETHO MENUIMHCKHUTE CHENHAMCTH OT YY)XOWHA, KOMTO Ja H3BBpIIAT
JedebHaTa IEHHOCT y Hac, M IPHYMHHTE 32 H300pa — IPH MOJIOXKHTEHO IPeIOKEHHE;

4. npyru ycinyru, KOMTO ce HCKa/ce Hajlara ja ObJat 3aIliaTeHu;

5. pasmepa Ha IapUyHaTa cyma, KoATO TpsAbBa na ObIe 3amiareHa, KaTo ce B3eMa
IpEIBH] €BEHTYAIHOTO CaMOY4acTHE Ha 3asBUTENS ChC COOCTBEHH CpPEICTBA 3a 3alUlallaHe
Ha JIEHHOCTH 1O 3asBJICHUETO — IIPH MOJIOXKUTETHO MPEIJIOKEHHUE;

6. IPOABIDKUTETHOCTTA HA IEYEHUETO/TPaHCIUIaHTAIUATA, 3a KOATO € He0OX0IMMO aa
CE OCUTYpH 3allIalllaHe — IPHU MOJIOKHUTENHO TPeUIOKEHHE;

7. uH@opMalys 3a NPUAPYKUATENS HA JETETO M 33 EBEHTYATHHS JICKap-TIPHIPYKHUTEI
IpH HeOOXOIMMOCT OT TaKbB — IIPH TOJIOKUTEHO MPEAJIOKEHHE;

8. MOTHBH.

Ya. 19. (1) B3 ocHOBa Ha MOTHBHPAHOTO IMpeTOKeHHE 10 Wi. 18 oT HacTosuMTe
mpaBuia, B cpoka no wi.39, an.lor Hapenbara, ynpaButenat Ha H30K wiu onpaBomolieHo
OT HETO ITBXHOCTHO JIMIE H3JaBa 3aloBell, C KOATO oH0o0psBa/OTKa3Ba 3alllalllaHETO Ha
ycayru o ui. 7 u 8 ot Hapen6ara.

(2) B 3anoBeara 3a ogoOpsiBaHe Ha 3aIialaHETO Ce IIOCOYBAT:

1. uMe, npe3umMe U paMHIHSA, JaTa HA paXXAaHe U apec Ha ManueHTa, HHpopmarus 3a
HETOBHUS 3aKOHEH MPeICTaBUTET,;

2. IMarHosa;

3. pasMep Ha mapuyHaTa CyMa, KOATO mie ObJe 3amiareHa, M OTAEIHUTE €
KOMITOHEHTH, JIPYTH yCJIOBHS;

4. neuebHOTO 3aBeneHue B PenmyOmuka boarapus wmm uyxOuHa, B Koe€To IIe ce
U3BBPIIMA JAHArHOCTHIUPAHETO/JIEYEHHETO, CPOKBT, B KOHTO Ie OBAAaT H3BBPIICHU
CHOTBETHHTE MEIWUIMAHCKH W JPYTH YCIYTH, CHOTBETHO MEIUIMHCKUTE CHELHAIUCTH OT
yy)xOMHa, KOUTO Ie OBJAT MOKaHEHH B CTpaHATa OT JIe4eOHOTO 3aBEJCHUE, B KOETO Te Wie
OCBIIECTBAT JCHHOCTHTE; |

5. mpuIpyXUTEN Ha AETETO;

6. ekap-npHIPYXKUTEN Ha AETETO IIPH HEOOXOJUMOCT OT TaKbB.

(3) 3amomeara 3a OTKAa3 Ha IOMCKAHOTO 3allalllaHE 3aIbIDKUTENIHO CBhABPXKA
uH(OpMaINs 3a 3asABUTENS, IETETO, HICKAHETO ¥ MOTHBH.

(4) Koraro ympaBurenst Ha H3OK, CBOTBETHO ONpPABOMOILIEHOTO OT HETO
JUTHKHOCTHO JIHMIE, HE € CBIVIACEH ChC CTaHOBHINETO Ha Komucusara, TOil MOXe Oa BbpHE
JIOKYMEHTHTE 3a IIOBTOPHO pasriexaaHe oT KoMucusaTa npy pa3mypeH CbCTaB Ha BHHINHUTE
eKcrepTd. BpblaneTo Ha JOKyMEHTHTE 3a MOBTOPHO pasriieXXIaHe MPH YCIOBUATA U 10 peaa
Ha U3pEUeHHE TBPBO MOXKe Ja ObJie HAlpaBEeHO CaMO BEIHBXK. 3alloBeATa Cce U3JaBa HE I0-
KBCHO OT 14 IHH OT 3armoyBaHe Ha MPOU3BOJACTBOTO IO 3aABJICHUETO.

(5) 3amoBeara mo an.l moaNMeXXH Ha  OCIOpPBaHE MO peJa Ha
AIMUHHCTPaTHBHONIPOLECYATTHUS KOJIEKC.

Yn. 20. (1) ITo Beaxo 3asnenne Komucusara mpoBepsBa Aajiid € Haiuile IpYr
IPUIOKUM MEXaHHU3BM 3a 3aIllalaHe Ha HeoOXoauMara MEAMIUHCKA YCIIyTa.

(2) Korato nmpuunHa 3a HEBB3MOXHOCTTa J1a ObJIc OCUTYPEHO CBOEBPEMEHHO JICYUEHHE
B CTpaHaTa € JIMICaTa Ha MEIUIIMHCKY CIEHHATMCTH W/UIM Ha TaKUBa C ONUT B ChOTBETHATA
obyiacT u/umm ToBa € HeoOXoIMMoO 3a JeyeOHus npouec, Komucusara npennara Ha ynpaBHTeNs
Ha H3OK pa otmpaBu 3anuTBaHe 10 JieueOHM 3aBeleHMS OT CIHChKa mo wi.29, an.l ot
Hapenbara 3a Bb3MOXHOCTTAa UM Jla OCUTYPSAT YYacTHE Ha YY)KHCCTPaHHH CHEHUATHCTH 32
IPENOCTaBsIHETO Ha CHOTBETHATa MEIHUIMHCKA YCJIyra IO KOHKPETHOTO 3asBJICHHE B TE3H
Je4eOHY 3aBe/IeHUs HE3aBUCHMO OT TOBA JJAJIU 3asBJICHHETO ChABPXKA HCKAHE 3a TOBA.

(3) Komucusra Moxe Ja NpeioXH MEOULIHUHCKUTE YCIYTH Ja ce HPEAOCTaBAT OT
Je4eOHO 3aBezieHHe B Yy)XOMHa 1o odepTa Ha 3asBHTENS, HA BHHIIHHUS €KCIepT/IpodHiiHaTa



KOMMCHS WM Jpyra B 3aBUCHMOCT OT HeifHaTa MEIUIMHCKA LeNecho0pa3HOCT, e(peKTHBHOCT
U e(HKaCHOCT.

(4) Ilpu HEOOXOAUMOCT OT YTOUHSABAHE Ha BBIIPOCA Aa¥ KOHKPETHA TPAHCIUIAHTALUS
Ha OpraHM M KJETKH 1onaja B 00xBara Ha wi. 82 oT 3akoHa 3a 3paBeTo MO NPEAJIOKEHUE Ha
Komucusra, ynpasurenat Ha H30K moxe na u3ucka craHoBHIIE OT MHMHHCTEPCTBOTO Ha
3]IpaBeONa3BaHETO, & Ha BCHYKH JPYTd BBIPOCH BBHB BPB3Ka C TPAHCIUIAHTALMHTE — OT
HNAMH.

Ya. 21. (1) IIpu HE0OXOOMMOCT KOMHCHSATA MOXKE Ja MPEIUIOKU Ha yNpaBUTENs Ha
H3O0K na u3ucka ot jJe4eOHOTO 3aBeJeHHE B CTpaHaTa U B 4y>XOWHA, B KOETO Ce€ M3BBpILBA
JiedeHHe ChC CpelcTBa, mpemoctaBeHH mo HapenGara, undopmanus 3a npeAnpHETOTO MO
OTHOIIEHHE Ha TMAlHeHTa, HETOBOTO CBCTOSHHUE, IIPOTHO3UTE 3a pa3BUTHETO My,
u3pa3xo/BaHus GUHAHCOB pecype U Ap.

(2) Uadopmanusra mo an.l moxe aa Obae M3UCKBaHA OT JIEYEOHOTO 3aBECHUE H
HPENOCTaBIHA OT CHIIOTO BKIIOYHUTEIHO U MO €JIEKTPOHEH IbT.

MPEXO/JHHU U 3AK/IIOYUTEJIHMA PA3IIOPEIBHA

§1. Hacrosmure IlpaBunma ce ch3maBaT M YTBBbpXKIAaBaT Ha OCHOBaHHE 4. 45 oOT
Hapenbara.

§2. Hepa3sznenHa yacT OT HAacCTOSIIUTE MpaBHia ca ,,PaboTHa mpoueaypa 3a ycaoBusTa
H pela 3a TAXHOTO 0J00psBaHe, MOJ3BaHe H 3alUTalllaHe Ha yYCIYTHTE, ChIL. WI.2, T.2 ¥ T.3 OT
Hapen6a Ne 2 ot 27 mapt 2019 r. 3a MEAHIIMHCKHUTE B APYTH YCIyrH 1o 4. 82, an. lau 3 ot
3akoHa 3a 37paBeTo U 3a peJia ¥ YCIOBHATA 32 TAXHOTO 0100psIBaHe, MOJI3BAHE H 3alljIalllaHe.

§3. Hacrosimute [IpaBuna Biau3at B cuia ciiell yTBbPXKIABaHETO UM OT YIIPaBHUTENS HA
H30K u ormenst IlpaBuia 3a paborara Ha cHenHanM3upaHaTa KoMHCHs 10 4i.27, an. 1 ot
Hapen6a Ne 2 ot 27 mapt 2019 r. 3a MEIMUMHCKHTE U APYTH ycayrd mo 4i. 82, ain. lau 3 ot
3akoHa 3a 3[PaBETO W 3a pela U YCIOBHATA 32 TAXHOTO O00psABaHe, MOJI3BAHE U 3alUIalaHe
NePJ1-16-10/18.03.2021 r.

§4. Tlomasanero Ha 3asBnenus ce ussbpmsa B LIY na H30K, P30OK, kakto u upe3
TOLIEHCKU/KYPHEPCKH YCIYTH.

§5. (1) Hempuxmouwmre mo 31 mapr 2019 r. mpouemypu mo 3asBieHUs 3a
OPraHW3al[MOHHO W (PUHAHCOBO INOANIOMAaraHe 3a 3alljlalllaHe 3a MEIUIMHCKA W JPYrH
JefHOCTH Ha JMua 10 18-roguinHa BB3pacT, mojaxeHu X0 3akputus Llentsp ,,PoHn 3a
neyenue Ha aena“, ce qopspmBar or H30K no pena na Hapenbara.

(2) Usnanenute no 31 mapr 2019 r. 3amoBenn Ha JupeKTopa Ha 3aKputHs LleHTBp
,,DOHJI 3a JICUEHHE Ha Jeua’ 1o 3asgBJIEHUS 32 OPraHM3alMOHHO U (HHAHCOBO MOANOMAraHe
3a 3aIulalliaHe 3a MeIUIHUHCKH W JPYTH JeHHOCTH 3ama3Bar JEHCTBHETO CH H C€ U3MBJIHABAT
ot H30K.

§6. 3a BCHUKM HEypEIEHH B HACTOSIIUTE NPABHJIa BBIPOCH CE MpHiarar obmmure
pasnopen6u Ha Hapen6a Ne 2 ot 27 mapt 2019 r. 3a MEIMIIMHCKHTE ¥ JPYTH YCIYTH NO 4IL.
82, an. 1a u 3 oT 3aKkoHa 3a 3APaBETO M 3a pela U YCIOBHATA 3a TAXHOTO OJ0OpsABAHE,
TI0JI3BaHE ¥ 3aIUIalllaHe, KAKTO i OTHOCHMHTE 3aKOHOBH M I0J3aKOHOBH HOPMAaTHBHH aKTOBE.

OO6pa3uu Ha JOKYMEHTH:

1. Yek — suct ,,HeoOGX0mMMH TOKYMEHTH 3a of00psABaHE U NOJI3BaHE HA YCIYTHTE 110 pela Ha
Hapen6a Ne 2 ot 27.03.2019 1.

2. O6pasell Ha IIPOTOKOJI Ha CreLHANTK3MUpaHaTa KOMHCH o 9wiI. 27, an. 1 ot HapenGa Ne2.

CowraacyBanu:

TMoaynpaeuren Ha H30K - 1-p Mopnanka INenkesa
I'nasen cexperap Ha H3OK — Emun Bendosc
Nupekrop Ha aupekums ,,[1pasHa’ — Mapus Jlynsesa
Hupextop Ha nupekuus JIBUT3O0 - p-p Nans Mopaaxo

HU3rorBua:

[Npencenaren Ha komucHusTa mo 3anosex Ne P/I-18-197/01.11.2021r. - Emanyun Padaunos 0‘5“ M\ :



Heo0xonuMu 10xyMeHTH 32 ogo0psiBaHe M NOJI3BaHe HAa YCJYrHTe MO pela Ha
Hapen6a Ne 2 ot 27.03.2019 r. 3a auna no 18 ronuHu — 4ek - JHUCT:

[0 1.1. 3asBaenue 3a 3anamane Ha ycuayru no 4wi. 7 u 8 or Hapen6a Ne 2 no
obpazen coriacuo Ilpnnoxenne Ne 3 (3a MasioieTHo aune A0 14 roguHH) KbM K0ETO ce
NpHIaraT:

[] 1.2. 3asBaenne 3a 3aniamane Ha ycayru no wi. 7 u 8 or Hapen6a Ne 2 no
obpazen cbriaacHo Ilpunoxenue Ne 4 (HembjaHoaeTHO juue oT 14 g0 18 roaunn) kpm
KO0€ETO ce MPHJIarart:

[J 2. xomme OT JOKYMEHT/H, YHOCTOBEpSBAL/M KA4eCTBOTO POJMTEN, IONEYHTEI,
HACTOMHHUK WM JIUIE, OCHLIECTBSBAINO 3aMECTBAlla IPUKa MO OTHOLIEHHE HA MAalUEHTa —
poxHMHa, OJM3BK WM TIPUEMEH POIMTEN, IPU KOHTO JAETETO € HaCTaHEHO M0 pea Ha 3aKoHa
3a 3aKpWja Ha JETeTO0, ChOTBETHO AMpeKTop Ha nupeknus "CommanHo noamomarade”
(ymocroBepeHHs OT OOIIMHATa, B TOBAa YHMCJIO YIOCTOBEPEHHE 3a paxKAaHE Ha JETETO,
HaMHpallo Ce€ Y JIMIETO, 3alOBENH OT COLHMAIHHTE NUPEKIMH, CHITIACHS Ha IUPEKLUHMTE
"CouuayiHo noanoMarade”, CbJiIeOHM pelleHus, akToBe 3a Opak U Jp.); KOraTo pOIUTENAT HE €
HaBBPUIMJI ITBJIHOJIETHE, 3asBUTEN € PONUTENAT, IPUTEXaBall JOKYMEHT 3a CaMOJIMYHOCT,
HJTH 3aKOHEH TEXEH IPEICTaBUTEI;

[0 3. MemummeCcKa JOKyMEHTaLKs, H31aleHa He TIOBEYE OT 2 Mecela e/ MoIaBaHe
Ha 3a8BJE€HHETO (EMMKpH3H, U3CICIBAHUS], 3aKIIOYECHHS, CTAaHOBHINA, MHEHHS, IPENOPHKU
u/unu ap.);

[0 4. obummanes moxymeHnT (odepra) OT Jed4eOHO 3aBeCHHE/MEIUIMHCKHA
CIEIUATACT B 4yxOuHa, B CIOy4aii d4Ye € OCBIIECTBEH KOHTaKT C JiedyeOHO
3aBe/IeHHE/MEJUIIMHCKH CIIENHAITUCT B Yy KOHHa;

[J 5. nexnmapanus mo o6pasern chriacHo npuoxenue Ne 5;
[0 6. nexnapanus no o6pasen chriacHo mpuioxenue Ne 6;
O 7. Jekaparus o 4. 25, ain.1, 1. 3 or Hapen6ara;
O 8. nexnapauus no un. 25, an.1, T. 4 or Hapenbara;

O 9.1.VBemomnenue 3a 06paGoTBaHe Ha JMYHH JaHHH — 3@ MAJIOJETHO juie 10 14
TOIMHA

[0 9.2.YBenomnenue 3a 06paboTBaHe Ha TMYHHA JAHHM — 33 HEMBLIHOJIETHO JIMIE OT
14 o 18 roaunn

[J 10. apyru oTHOCHME KBM 3asIBIEHHETO JOKYMEHTH IO IIPELEHKA HA 3asBUTENS, B
TOBA YHCJIO KOMHE OT CHOTBETHHS JOKYMEHT 3a CaMOJMYHOCT Ha MALMEHTA 3a CBEpsSBaHE Ha
JaHHHTE;



0 11. uspuyno mBTHOMOINHO — B CiIydYauTe, B KOMTO IpaBOUMAIIMAT TOHATEN €
YI'BIIHOMOILMII IPYTO JIMIIE 1a O NIPE/ICTaBIsABa B MIPOLIEIYPATa;

0] 12.1. noamucan oT 3asBUTENs HIIX H3PHYHO YITHIHOMOMIEHO OT HETO JTHIIE HpPOEKT
Ha orosop mno wi. 39, an. 6 (JoroBop-mainoneTHo nuie 10 14 roauHy - mombiBa ce B 2
€K3EMILISAPA);

0] 12.2. nonmucan oT 3asBUTENS HIIH H3PHYHO YITHIHOMOMIEHO OT HETO JTHIIE HPOEKT
Ha 10roBop 1o 4i. 39, an. 6 (JloroBop-HembIHONETHO JmIle OT 14 10 18 roauuu - nonbisa ce
B 2 €K3eMILISApa);

O 13. pemrenme or KiMHHYHA OHKONOTMYHA KOMMCHS CBIVIACHO MeIHIHHCKHS
cranzapr "MenunuHcka oHKoJorus" unu KiMHMYHA KOMHCHS CBIVIACHO MEIMIAHCKHS
cragaptr "KinMHM4YHa xeMmaronorus", BKIIOYBAI¥: OKOHYATENIHA OMArHO3a, CTaOuil W
TEpaneBTHYHA CTPATErHs U INPELIEHKAa OTHOCHO BB3MOXHOCTHTE 33 HEMHOTO LSJIOCTHO MM
YacTHYHO MpoBeXJaaHe B PemyOivka bBwirapus, KakTo M NPUYMHHTE B CIy4YawTe Ha
HEBB3MOXKHOCT IIPH T10/1aBaHE Ha 3asBJICHUE 3a 3aIUlaliaHe Ha yCIyrd mo wi. 7, an. 1, T. 1 mo
MOBOJA OHKOJIOTHYHH HJIM MaJINTHEHH WM TEXKO NMPOTHYAINA OCHUTHEHH XEMAaTOJOTHYHH
3a00/IBaHuUs 1 10 Wi 7, aln. 1, T. 6 3a TpaHCIUIAHTAIMs HA CTBOJIOBH KJICTKH,

O 14. IPOTOKOJ OT JIe4eOHO-KOHTPOJIHA KOMHCHS Ha JIEYeOHOTO 3aBe/icHHE,
MPOBEXIAIIO JICYCHHETO MM HAOIIONEHHUETO Ha MAMEeHTa IO MOMEHTA, IIpHaraT M [oji3BaT
o] HabJIIOJEHUETO Ha MEAUIMHCKH CIIENHAMCT [IPH [OJABAHE Ha 3asBJICHHE 3a 3aIlIallaHe
Haycnyrunmo wt. 7 an.1 1.1,2 u 4;

[0 15. npotokon or ne4eOHO-KOHTPOJIHA KOMHCHS Ha JIeYeOHOTO 3aBelICHHE,
MPOBEXIAIIO JICYEHHETO MK HAOMIONCHHETO Ha MAlUeHTa U AeKiapalys OT PbKOBOJUTENS
Ha JIEYeOHOTO 3aBENIEHHE CBIIacHo wi. 25, ail. 1, T. 3 ot Hapen6a Ne 2/27.03.2019 r., npu
NOJIaBaHe Ha 3asBJICHHE 34 3alUlallaHe Ha ycayrute no wi. 7 an.l t.4 u 5;

00 16. mporokon, wimamen oT neueGHO 3aBeieHHE 3a GONHWYHA IOMOIL npu
yCIIOBHSTa, 110 pela U 3a cpoka o Hapen6a Ne 10 ot 2011 r. 3a ycnoBusita u pefia 3a je4eHUe
C HepaspelneHH 3a ynorpeba B PenyGiuka bbarapus nekapcTBeHH HPOAYKTH M3JAfEH 3a
KOHKPETEH/H MAlMEHT/H HUIIM 32 OCHTYpSBaHE HA JIEKApCTBEHUS NIPOJYKT Ha Pa3IoJIOKEHHE B
71e4eOHOTO 3aBEICHHE 3 CIIyYaHTe HAa HEOOXOMUMOCT OT MPHJIAraHETO My NPH KOHKPETEH/H
HalMEHT/H, IpY N0laBaHe Ha 3asBJICHHE 32 3alljlallaHe Ha yeayra no wi. 7, am. 1, 1. 3 ;

[ 17. cranoume ot neueGHOTO 3aBeseHue, OTIIPaBUJIO NPEAJIOKEHUE 3a BKIIIOYBAHE
Ha NMAlMEHTa B CIy)KeOHHS PErHCThD Ha JIHNATa, HyXKJaelll Ce OT TPaHCILUIAHTAlKsA Ha OpraH
Ha MAMH, cpabpxamo npereHka OTHOCHO BB3MOXKHOCTHTE 332 HEHHOTO MPOBEXIAHE B
Peny6nuka bobirapus, KakTo M NPHYMHATE B CIIydauTe Ha HEBB3MOXHOCT IIPH MOJABAaHE Ha
3ajBJICHUE 32 3aIIallaHe Ha YCIIYTH 1Mo Wi. 7, an. 1, T. 6 3a TpaHCIIAaHTAlUS HA OPraHu;

L4 le/l HaJINYHUC Ha CbOTBECTHUSA JOKYMCHT B D ce oTOeNnA3Ba ChC CHMBOII IZ;

® HpI/I JIMIICa Ha CbOTBETHUS JOKYMEHT B D ce otOensa3Ba .



[Tpunoxenue Ne 1

HAIIMOHAJIHA 3IPABHOOCHUI'YPUTEJ/IHA KACA
Codhun 1407, yn. “Kpuuum” No 1 www.nhif.bg men: +359 2 9659208

IIporoxoa E113-06-.............

OT 3acelaHHe Ha CIelHalu3upaHaTa MOCTOSHHO JAeiicTBama KoMucHs mo wi. 27, ai. 1 ot
Hapen6a Ne 2 ot 27 mapt 2019 3a MeIMUMHCKATE U JPYTH YCIyrH mo wi. 82, an. lau 3 ot
3aKoHa 3a 37paBETO W 3a pelia M YCIOBUATA 32 TAXHOTO 0f00OpsABaHE, MOJI3BAHE M 3allIallaHe
(Hapenbara).

Huec, ........oeeel. , B tp. Codust, B LIY Ha H30K Ha yn. ,burna* Ne 4, ce nposene
3acefaHye Ha Creluanu3upaHara komucus no wi. 27, an. 1 or Hapenbara, cp3aaena cue
zanoses Ne PJI-18-197/01.11.2021 r. na ynpasutens Ha H30OK (Komucusra).

KoMmucusaTa mposefie 3acelaHMeTO CH B CHOTBETCTBHE C pasmopenoute Ha Hapenbara u
IpaBunara 3a paGoTaTa Ha creqUaTM3KpaHaTa KoMucHs no wi. 27, an. 1 ot Hapenbarta ¢ Ne
.................................. , yTBBpAeHH ot ynpasutens Ha H30K.

3aceaHMETO € PENOBHO — MPHUCHCTBAT MOBEYe OT MOJOBHHATA YIEHOBE OT ChCTaBa Ha
Komucusra.

Komucusra pasriena:

3agsnenue ¢ BX. Nell3-01-..../........... T., TOHAJEHO OT ..eevvevrrrnnennenneennennes , C
AIPEC: .. enenenennnnenennns

3asgBUTENAT € C OCHOBHA JHATHO3A .......cevvennennne ¥ KaHJUJATCTBA 3a 0J0OpsABaHE Ha

3AIUTALIAHETO HA «.ovveeeeneennnennnnenenanenens
I. KpM 3as1B/I€HHETO Ca IPUIIOXKEHHU:
1. Jlexnapauus — [punoxenue Ne5 xsMm un. 23, an. 1, 1. 4 or Hapen6a Ne2/27.03.2020 r.
2. Jleknapanus — [punoxenue Ne6 ksM ui. 23, an. 1, T. 5 or Hapen6a Ne2/27.03.2020 r.
3. Yeenomienue 3a 00paboTBaHe Ha JIMYHU JaHHH.
4. lorosop — 2 6p.
5. Konue Ha nu4Ha Kapra.
6. Komue ot aKT 3a paxxaaHe.
7. MeaMIMHCKU TOKYMEHTH.

8. Odepra 0T JIeueGHO 3aBEACHHE.
(MOCOYBAT CE CaMO MPHJIOKEHUTE KbM 3aBICHHETO IOKYMEHTH)

(B OKOHYATECNIHMA MPOTOKOJ C MOTHUBMPAHOTO TNpEIOKEHHE HA KOMHCHMATAa A0 YMpaBWTENs 3a H3JaBaHe Ha 3amoBed 3a
0406psiBaHe/0TKa3/NpeKpaTiBaHe )



ITpunoxeHue:.......cccovvvveennninnnn.

(Hepaszlemua 4ac OT MbPBUA MPOTOKOJ MPH Pa3riexkAaHe HA BCAKO 3asBNEHHE Ca YTBBPACHHTE OT ynpasutens ,.Heobxonumu
JOKYMEHTH 3a 0100psABaHE W NON3BaHE Ha ycayrute no pena Ha Hapen6a Ne2 ot 27.03.2019 r. 3a aeua - Yex JUCT No 3asBieHHe ¢ BX. No

E113-01%)

HacTosmuar mpotokon e U3roTBeH Ha ocHoBaHHe Wi.44, an.l ot Hapenba Ne 2 u e che
CBHOTBETHOTO HOPMAaTUBHOYCTaHOBEHO ChABPXKaHHE.

Ipencenaren:
3aMm. npencenaTeny:

Unenose:



