ITPOEKT

ITPABUJIHUK
3a U3MEHCHME U JIONbJIHEHUE Ha [IpaBuiiHMKa 3a IEHHOCTTA U OpraHu3amuaTa Ha padora Ha
LenTsp ,,PoHx 3a ieyenue Ha aena’ (06H., /1B, 6p. 37 ot 2010 r., u3m. u gom., 6p. 53 ot 2011
r. u op. 68 or 2016T.)

§ 1. B 1. 5 ce npaBsT clieqHUTE U3MEHEHUS:
1. B an. 2 nymure ,,an. 3 u 4* ce 3ameHsr c ,,ai. 3,4 u 5.
2. B an. 5 nymure ,,an. 3 u 4* ce 3ameHAr ¢ ,,ail. 3,4 u 5.

§ 2. Bun. 7, an. 1 ce nmpaBsIT ciieTHUTE U3MEHEHUS U JOMbJIHCHUS:

1. B 1. 10 mymuTe ,, JNIBKHOCTHOTO IIIATHO pa3lrcaHue Ha (poHa u* ce 3aIMvaBar;

2. cb31aBa ce HoBa T. 16:

,»16. opranuszmupa MpoBeKIaHETO OT (OHJA Ha MPOIEeAypU MO 3aKOHA 3a OOIIECTBEHUTE
MMOPBYKH 3a JOCTaBKA Ha MEIUIIMHCKHU U3/ICIUs, BUCOKOCTICIIUATU3UPAHN METUIIMHCKH anapaTu
W ypeau 3a UHAUBUAyaIHa ynorpeba mo uwi. 3, ain. 1, Oyksu ,,r*“ u ,,a°;

3. goceramHara 1. 16 ctaBaT. 17.

§ 3. Cw3nana ce uin. 19a:

,»di1. 19a. (1) OOmecTBEHUAT CHBET ONPEIEIsl JIUIIE OT ChCTaBa CH, KOETO Ja yBEIOMSBa
PEryIspHO WM TPH HYXJa OOLIECTBEHOCTTa, MEIUUTE M JAPYTH JIMIA, U3BbH aHTAKUPAHHUTE
CITy»e0HO ¢ MPoIeAypHUTE, 3a paboTaTa Ha ChBETA, MPHU CHa3BaHe Ha 4. 19.

(2) JIuuero mo ain. 1 e mrbkHO 1a cbriaacysa ¢ OOIIECTBEHUSI ChbBET HH(POPMALIUSTA, KOSTO
I1I€ IPEI0CTaBs BbB BCEKHU CITydail.

(3) UnenoBere Ha OOIIECTBEHHS CBBET, M3BBH JMIETO TO aji. |, HAMAT mpaBo Ja
MpPeIoCTaBAT UH(POpPMAIIMS U J1a 1aBaT U3sBIIEHUS 3a paboTara Ha ChBeTa.*

§ 4. B uin. 21, an. 3 ce npaBsT CICIHUTE U3MEHEHUS U JTOTTBJIHCHUS:

1. B T. 2 nymuTe ,,u3IbIHEHUETO Ha pElIeHHsITa Ha (POHAA" Ce 3aMEHST C ,,[10/1aJICHUTE BHB
(doHa 3asBIEHUS 32 OPTAaHU3AIMOHHO M (PMHAHCOBO MOANIOMarane;

2. B 1. 3, OykBa ,,a“ cimex naymara ,JieWHOCTUTE” ce A00aBsi ,, [0 TMPUEMAHETO U
00paboTBaHETO, KAaKTO U,

3. cp3maBace HoBa T. 11:

,»11. poBexkane oT QoHIa Ha MPOIEAYypU MO 3aKOHA 3a OOIIECTBEHUTE MOPHUKH 3a
JIOCTaBKa HAa MEIUIMHCKH W3/eJNs, BUCOKOCIIEUATN3UPAHU MEIMIIMHCKY arapaTy U ypeau 3a
MHAMBUYyalIHA ynotpeba o wi. 3, an. 1, Oyksu ,,r*“ u,,1%;

4. noceramHaTta T. 11 craBa T. 12.

§ 5. B uin. 26, an. 1 ce ch3naBar 1. 6 u 7:

,,0. IO ICKaHEe Ha MUHUCThPA Ha 3/IpaBeoNna3BaHETO MPU HapylIaBaHe Ha wi. 19 u ui. 19a,
aim. 2 u 3;

7. 10 KCKaHe Ha MUHHUCTHPA Ha 3paBeOIIa3BAHETO MIPU HapyliaBaHe Ha wi. 42, an. 1, BTopo
HU3pEeUYEeHUE MOBEYE OT JBA MBTH.

§ 6. B un. 27, an. 1, 1. 2 cnen nymara ,,pemieHus ce n00aBs ,,3a OTIpaBsSHE Ha
MPEeJI0KEHUA



§ 7. B un. 28, an. 8 ce u3MeHs Takxa:
»(8) JupexTopbT Ha GOHIA CKIIOYBA €AHOTOJUIICH JOTOBOP C BHHIIHUTE €KCIIEPTH OT
cnHchKa 1o ai. 1 mo ob6pasen, yTBbpACH OT MHHUCTBpA Ha 3/JpaBEOIa3BaHeTo.

§ 8. B un. 29a ce npaBAT cieqHUTE U3MEHEHHUS:

1. B an. 1, B TekcTa B CKOOUTE AYMUTE ,,JIeKapcKa KOHCYITaTUBHA  CE€ 3aMEHSIT C ,,JIe4eOHO-
KOHTpOJIHA®.

2.Ban. 2:

a) B T. 2 TyMUTE ,,JIEKApCKU KOHCYJITATUBHU " CE€ 3aMEHSIT C ,,JIe4eOHO-KOHTPOITHH;

0) B T. 4 nymuTe ,,JICKapCKH KOHCYJITATUBHU * C€ 3aMEHST C ,,JICUeOHO-KOHTPOITHHU .

§ 9. B wi. 30 ce mpaBAT caeAHUTE AOIIBITHEHUS:

1.Bam 1:

a)BT.8:

aa) B OykBa,,B“ HaKpas ce IMoCTaBsl 3areTas u ce 100aBs ,,KaKTO U Y€ € ChIIaceH MapuIHUTE
CpEeJIICTBa IO ChINaTa J1a ObAaT U3MO0JI3BaHU 32 (UHAHCUPAHE HA ChOTBETHUTE JEHHOCTH ;

a0) B OykBa ,, k' HaKpas ce MOCTaBs 3areras U ce J00aBs ,,KaKTo U Y€ MPUAPYKUTENIT Ha
JIETETO € JIMIIEe, KOETO C€ TOJ3Ba ChC 3JIPABHOOCUTYPUTETHH IpaBa WU MMa MEAMIIMHCKA
3acTpaxoBKa, KOUTO MMOKPUBAT IIeKs IEPUO/]I Ha MPeOUBABaHETO MY U3BBH CTpaHaTa U Y€ IETETO
Y IPUIPYKUTETSAT UMAT BaJUJIHU JOKYMEHTH 32 MbTYBaHE U3BBH CTpaHaTa 3a LIeNus Iepruo/ Ha
npeOMBaBaHETO U3BBH Hes .

0) B 1. 15 Hakpas ce no6aBs ,,u/Win Aa MOJA/AC 3asBICHUETO .

B) Cp3naBa ce 1. 16:

,16. TIONUCAH OT 3asBUTENS WIM H3PUYHO YIIBIIHOMOIIEHO OT HETO JIMIE MPOSKT Ha
JIOTOBOP TO WI. 43, aJl. 5, KOWTO BIM3a B CHJIa CaMo CIIe/] YBEOMSIBaHE HA 3asiBUTEIIS OT CTpaHa
Ha (QOHJA, Y€ € MOJIMKCAH U OT TUPEKTOpa Ha (oHIa clea U3JaJeHaTa OT HEro 3aroBel 3a
nojimoMarafe Ha 3asBUTEIIS .

2. B an. 4 Hakpas ce mocTaBsi 3amerasi u ce 100aBs ,,3a KOETO YBEJAOMSIBA 3asIBUTEIS .

§ 10. B uit. 30a ce mpaBsT CICAHUTE U3MCHECHHUS U JOTIBITHCHUS:

1.Ban. 1:

a) Touka 2 ce U3MeHs Taka:

,»2. U3BBH CIy4auTe Mo T. |, Mpu mojaBaHe Ha 3asBJICHHE 3a MOANOMAaraHne mno 4i. 3, ain. 1,
1. 1, OykBH ,,a%, ,,0%, ,,* 1 ,X* — MPOTOKOJ OT JIEUEOHO-KOHTPOJIHA KOMUCHS HA JIe4eOHOTO
3aBe/ieHne, MPOBEXKIAII0 JCUSHUETO UM HAOIIOACHUETO Ha MallMeHTa 10 MOMEHTa, a 1o OyKBa
¢ — TMPOTOKON OT JIe4eOHO-KOHTPOJIHA KOMHCHUS Ha JIeueOHOTO 3aBEJCHHE, MPOBEKIAIIO0
JICYCHUETO WM HAOMIOJCHUETO Ha MallMeHTa O MOMEHTa, B KOWTO amapaThTe M ypeauTe 3a
WHIUBUAYyallHa yroTpeba ce mpuiaraT W MON3BaT MoJA HAOMIOACHHETO Ha MEIUIUHCKU
CIIeIIMATUCT.

0) B T. 3 ce mpaBAT cineqHUTE U3MEHEHUS U JOTBIHEHUS

0a) OykBa ,,B* ce U3MEHS TaKa:

,»B) U3JIeTTNETO/anaparbT/ypenbT 3a UHAUBUAYaTHA yIoTpeda ce OCUTypsiBa OT amTeKara
Ha JIe4eOHOTO 3aBeJIeHUE Ha MTOCOYCHA JIOCTaBHA IIeHa ChIVIACHO CKITIOUEH JOTOBOP TI0 peja Ha
3akoHa 3a 0OIIECTBEHUTE MOPBHUYKUA MEXKIY (OHIA W TOCTABYMK HA M3JIEIUETO/anapara/ypeaa
WM MEXJTy JieueOHO 3aBeJIeHUE W JIOCTABYMK Ha W3JeNMeTo/amapaTa/ypena, ako MeXIy TIX €
JIOTOBOPEHA IMO-HUCKA IIeHa OT JOTOBOpeHara oT ¢poHma“;

00) cp3maBar ce OyKBH ,,[*“ M1 ,,1°



,,T) N3JIeueTo/anapaTbT/ypeIbT 3a MHANBUIyAIHA YIIOTpeda He GUrypHpa B CIUCHKA Ha
MOMOIIHUTE CPE/ICTBA, IPUCTIOCOOICHNUS, ChOPBKEHUS U MEAMLIMHCKU U3JENus 1o wi. 35T, all.
1 ot 3akoHa 3a MHTErpanMs Ha XOpara C YBPEXKIAaHHUs, KOMTO C€ 3arJamar ¢ oOUIecTBEHU
CpEICTBa;

1) KJaca Ha W3JeNueTo/anaparta/ypena 3a MHIUBHAyalHa yrnoTpeba W BKIIOYEH JH €
CBUIMAT B CIHCBhKA HAa MEIUIIMHCKUATE H3ICNUs, MOATbPKAH HAa WHTEPHET-CTpaHHUIATa Ha
WM3nbnnutennara arennus no Jjekapcerara (MAJI). B To3u cinyuail ce mpuiara u3Bajaka OT
CIUCHKA HA MEIMLIIMHCKUTE U3JIEJIUsl OT UHTEpHET cTpanuiara Ha MAJL*

B) Cp31aBa ce T. 3a:

,»3a. U3BBH CIy4auTe 10 T. 3, IpH MoJaBaHe Ha 3asBjieHue mo wi. 3, an. 1, 1. 1, Oyksa ,,a1°
ce MpeACTaBAT IPOTOKOJI 10 T. 2 U JIeKIapalus OT IPOU3BOAUTENS WIM BHOCUTENS, C KOSITO Ce
yIIOCTOBEPsIBAT:

a) TpUTe HMEHa Ha MalUeHTa, 3a KOHTO € INpeAHa3HayeH anaparbT/ypeabT 3a
MHAMBUyaJlHA ynoTpeoa;

0) HaMMEHOBaHUE, CeAATMILE U aJjpec Ha YIPABICHUE HA POU3BOJUTES/BHOCUTEIS;

B) MMe, IpUI00MTa MEAMLMHCKA CIIEHUAIHOCT U MecTopaboTa Ha JieKaps, ONpeaesu
cneunpukanuaTa (TeXHUYECKaTa XapaKTepUCTHKA) Ha amapara/ypeAa 3a HHIAUBHIyalIHA
ynotpeoda;

I') UAeHTUPUKAIMOHHM JAHHU Ha anapaTa/ype/a 3a HHAMBHyalHa yroTpeoa;

1) cneurUYHM XapakTepUCTUKU Ha arapara/ypesia 3a HHIUBUAyallHa yoTpeoa;

€) 4e anaparbT/ypeqbT 3a UHAMBHIyalHa yroTpeOa e u3paboTeH 10 MHAMBUAYaJIHA MApKa
3a crienuanHa yrnorpeba u € mpeHa3HaYeH 32 KOHKPETHHS MAIHeHT;

K) Y€ amaparhT/ypedabT 3a WHAWBHIYyaHA YIOTpebda ChOTBETCTBA HA NMPUIOKUMHUTE 32
KOHKPETHUS MalMeHT crenn(UIHA U3MCKBAHUS;

3) 4e amapaThT/ypenbT 3a HMHIUBUAyaldHa yrnorpeda He ¢Qurypwpa B CHHChKa Ha
MOMOIIHUTE CPEJICTBA, IPUCTIOCOOICHNUS, CHOPBKEHUS U MEAUIMHCKU U3JENUs 1Mo Wwi. 35T, all.
1 or 3akoHa 3a MHTErpanus Ha XopaTa C YBPEXJaHHUsS, KOUTO C€ 3alUiamar ¢ oOmeCTBEHU
CpPEICTBa;

1) KJ1aca Ha arapaTa/ypeia 3a UHAUBHIyallHa yoTpeOa U BKJIFOUEH JIU € CHIIUSAT B CIUCHKA
Ha MEJIMIMHCKHATE U3JEIus, NOAAbpXKaH Ha HHTepHeT-cTpanunara Ha MAJL. B to3u cinydaii ce
npujara u3BaJKka OT CIMChKa Ha MEAUIIMHCKUTE U3/IENNs OT HHTEPHET cTpanunaTta Ha MAJL;

i) JocTaBHATa IIeHA Ha anapara/ypena 3a HHIUBUAyallHa yroTpeda, KOsITO He MOXe Jia €
MI0-BUCOKA OT JOTOBOPEHATa B CKIIFOYEH OT (POHJ1a JOTOBOP I10 pejia Ha 3aKOHA 3a O0IEeCTBEHUTE
MOPBYKH.

2. B ain. 2 Hakpas ce moctaBs 3ametas u ce 100aBs ,,3a KOETO YBEJOMSBA 3asBUTENA.

§ 11. B un. 34, an. 2, 1. 6 Hakpasi ce MOCTaBs 3ameTas u ce A00aBs ,,KaKTO U IO al. 5
OTHOCHO HEOOXOJUMOCTTA OT JIeKap MPUIPYKHUTET .

§ 12. B un. 39, an. 1, nbpBO U3peUYeHUE JyMHUTE ,,aJl. 3 c€ 3aMEHAT C ,,all. 4.
§ 13. B un. 43 ce npaBsAT CleIHUTE U3MEHEHHUS U JOMbJIHEHHUS
1. Anuneu 1 u 2 ce U3MEHST Taka:
,»(1) Koraro aupextopbT Ha (oHIa KOHCTATHpa MpaBHA MM MEIUIIUHCKA HETOYHOCT
B MPEJIOKEHNETO, TOM BpblIa JOKyMeHTHTE B OOIIECTBEHUS CHBET 3a MOBTOPHO pasIriekaaHe
IIPY Pa3lIMPEH ChCTAaB HAa BBHUIHUTE EKCIEPTU. BpbBIIAHETO HAa JOKYMEHTUTE 3a IOBTOPHO
pasriiexaane ot OOIIecTBeHHsI ChbBET IIPU YCIOBUSITA U peJla Ha U3peueHUe IbPBO MOXKe Ja Obae
HaIpaBeHO CaMO BEIHBK.
(2) B cnyuaii, ye nmpu MOBTOPHOTO pa3riieXkJaaHe HA JOKYMEHTHTE ChIJacHo ai. 1,
JIrpeKTopa Ha (JOHJIa HE € ChIIaceH ¢ MpeaioxkeHneTo Ha OOiecTBeHUs ChBET, TOi He3a0aBHO
IIPEIOCTaBsl Ha MUHUCTbpPAa Ha 3ApPaBEONa3BaHETO IPEMHMCKaTa IO 3asABJICHUETO, BEAHO C



npenoxkeHusita Ha OOIIEeCTBEHUSI ChbBET U MOTHUBHTE 3a HECHIVIACUETO CU. MUHHUCTBPBT Ha
3/IpaBEOIa3BaHETO HIIM OIMPABOMOIICH OT HETO0 3aMECTHHUK-MHHUCTBD ChC 3allOBEl Ch3aBa
eKCIIEPTeH CBhBET, KOWTO H3pa3siBa CTAHOBMILIE IO MpEenucKkaTta B TPHUAHEBEH CPOK OT
[10JIy4aBaHETO M.

2. Cn31aBa ce HOBa al. 3:

,»(3) B 3-1HEBeH cpok OT MmoydaBaHe Ha MpeAsiokeHneTo Ha OOIIecTBEHUS ChBET, KOTaTo
HE ca KOHCTaTUPAaHU HETOYHOCTH 1O al. | UM OT mojy4yaBaHe HAa MOBTOPHOTO MPEJIOKEHHUE Ha
OO1ecTBeHUs! ChBET, CHOTBETHO HA CTAHOBUIIIETO HA €KCIIEPTHUS CHBET IO al. 2, TUPEKTOPHT
Ha (hoHa 13aBa 3aM0Be/1 32 OPraHU3AIMOHHO U (PMHAHCOBO MMOATIOMAaraHe Ha IalyueHTa, B KOATO
ocoYBa MMe, mpe3uMe U GaMuius, JaTa Ha pak[JaHe W aJpec Ha MalueHTa, nHdopManus 3a
HEroBHS 3aKOHEH MPEJICTaBUTEI, JUArHO3a, MOJPOOHO OMKMCAHKWE HA BHJIA MTOAIIOMArane, B T. 4.
pa3Mepa Ha OTIyCKaHaTa mapuyHa cyMa, OTACIHUTE I KOMIIOHEHTH, JIe4eOHOTO 3aBeJeHHE, B
KOETO IIE C€ M3BBPIIN TUATHOCTHIIMPAHETO/JICYCHUETO, CPOKa, B KOUTO I1Ie ObJaT U3BBPIICHH
CbOTBETHUTE MEIUIMHCKUA MPOLEAYPH WU JAPYro MOAINOMAaraHe, €BEHTYaJeH NMPUAPYKUTEI,
MEIUIIMHCKUTE CIICIIHATMCTH, KOUTO I1Ie OBhJaT MOKAaHEHU B CTPAHATA, U JICUCOHOTO 3aBECHHE,
B KOETO 1€ C€ OCHUIECTBSAT IEHHOCTUTE, UJIM IPAaBH MOTHUBUPAH OTKA3.

3. B ai. 4 gucnoro ,,1“ ce 3amens ¢ ,,3°.

4. B ain. 5 ce cb3aaBa BTOPO U3pEUCHUE:

,»JlOTOBOPBT Ce CKIIIOUBA MO 00pasell, yIBbPACH OT JupekTopa Ha honaa.

§ 14. B 1. 7 ot [lpunoxenue Ne 6 kpm ui. 30, an. 1, T. 8 ce cb3aaBaT TPETO U YETBBPTO
U3pPEUCHUS:
B 0007011007096 (0) N Ha JIETETO CE MOJI3Ba ChC
3IpaBHOOCUTYPUTEIIHH [IPAaBA UM UMa MEJUIIMHCKA 3aCTPaXOBKa,
(6apHomo ce noduepmaea)
KOUTO MOKPHUBAT LIETUS Iepro/1 Ha MpeOUBaBaHETO My U3BBH CTpaHaTa.

05020110012 37 011 ¢ Ha JETETO U NETETO
MMaT BAJIUHU JOKYMEHTH 3a IMbTyBaHE U3BBH CTpaHaTa 3a LENHs MepuoJl Ha MpeOruBaBaHETO
U3BBH Hes.

MNPEXO/HA PA3IIOPEIBA

§ 15. B cpok Tpu Mecena OT BIIM3aHE B CHJIa Ha NMpaBUIHKKA, LleHTHD ,,POH] 3a eueHne
Ha jema“ o0sBsABa TMpoleAypa MO 3aKoHA 3a OOIIECTBEHUTE IMOPHYKM 3a JIOCTaBKa Ha
MEAUIMHCKH W3/ENUs, BHCOKOCHEIHAIN3UpPAaHU MEIUIMHCKM arnapaTd U ypeau 3a
MHAUBUAYaJIHA ynoTpeba no wi. 3, an. 1, 6yksu ,,r* u ,,1%

MHUHUCTBHP HA 3IPABEOITABBAHETO
MPO®. HUKOJIAM ITIETPOB



