HAPEJIBA Ne 11 OT 17 HOEMBPH 2011 T. 3A PEJIA 3A IIPEJJOCTABSIHE HA
SIMNEKJIETKA, CHEPMATO30M/IM M OTLIOJAEHU SINIEKJIETKH,
KOMTO HE CA U3MOJI3BAHU 3A CH3/IABAHE HA IOTOMCTBO, HA
HAYYHW, VYEBHU U JIEYEBHU 3ABEJIEHUS B CTPAHATA U B
YYKEUHA 3A MEJUIIMHCKH, HAYYHM 1 JIEYEBHM [EJA

H30a0ena om munucmuvpa Ha 30paseonazsaremo

Oo6n. /IB. 6p. 95 om 2 Jlexemepu 2011 2., uzm. /IB. op. 41 om 21 Maii 2019 2.

Un. 1. C Ta3u Hapenda ce ypexnaa peabT 3a MPEAOCTaBIHE Ha SUICKICTKH, CIIEPMATO30UIN U
OIUIOJICHU SHICKICTKH, HAPUYAHHU IO HATAThK "KJICTKH'", KOMTO HE Ca W3IOJI3BaHU 3a Ch3JaBaHE Ha
MMOTOMCTBO, Ha HAy4YHH, YI€OHU U JIe4eOHU 3aBEJICHUS B CTpaHATa U B Uy)KOMHA 32 METUIIUHCKY, HAYTHH
U J1e4eOHH LElI.

Un. 2. (1) Knerkute moraT aa ce mpeocTaBAT 3a MEAMLIMHCKM M HayyHH L€JIH, KOraTo HE €
BBH3MOKHO M3I0JI3BAHETO UM 3a Ch3/JaBaHe Ha TOTOMCTBO MOPAH HAKOS OT CIEIHUTE IPUUUHHU:

1. chIiecTByBa pUCK OT MpEHACSHE Ha TPAHCMUCHBHH MH(MEKIUHU WU JAPYTH 3a00JsBaHUS Ha
PELUITUEHTA;

2. HACTBIWJIO € YBPEXJaHE Ha KJIETKUTE IOPaJX HENPaBUIHO B3€MaHe, IOCTaBsiHE, 00padoTKa,
CbXpaHsBaHe, OIIAKOBaHE, ETUKETUPAHE WM TPAHCIIOPTUPAHE;

3. U3BBPILICHA € EKCIIEPTU3a Ha KIIETKUTE, JOKa3Ballla HErOAHOCT 3a Ch3/1aBaHE Ha IIOTOMCTBO;

4. KJIETKUTe HE OTroBapsAT Ha HW3UCKBAHUATA Ha MEAMLMHCKU CTaHIApT 3a AacUCTHpaHa
pEeNpoayKLHKs 3a Cb3/1aBaHE HA IIOTOMCTBO;

5. MarepuanuTe W TPOAYKTUTE, BIM3AIlM B KOHTAKT C KIETKUTE, HE OTroBapsAT Ha
M3HMCKBAaHUATA HA MEAUIIMHCKUS CTAaHIApT 32 aCUCTHPaHa PEIPOTyKIIHS;

6. HACTBIIMJIM Ca CEPUO3HU HEXKEJAaHU PEaKLUU WIA CEPUO3HU UHIUIECHTHU C U3IOI3BAaHUTE OT
CBILUS JOHOP KIIETKU;

7. HanMle ca OCHOBaHMs 3a OJOKHMpaHe M M3TErVIIHE ChIJIACHO MEIMLMHCKHUS CTaHIapT 3a
aCHCTUpPaHa PENpPOTyKIIHSL.

(2) B ciyvaute no an. 1, T. 2 - 5 u 7 KJIETKUTE MOTaT Ja ce NPeJOoCTaBAT U 3a Je4eOHU LeH,
BKJIFOUMTEITHO 32 IPOU3BOICTBO HAa OMONPOAYKTH, JIEKAPCTBEHU MPOAYKTH U METULIUHCKU U3IEIHS.

(3) OcBeH B cimyyaute 1o al. 1 U 2 KJIETKUTE MOTaT Aa ce MPEI0CTaBAT 32 METUIIMHCKH, HAYYHU
1 JIeYeOHHU LIEH U 10 U3PUYHO JKeJIJaHUE Ha JOHOPUTE.

Un. 3. (1) HeBb3mokHOCTTA 3a W3MOJN3BAaHE HA KIETKUTE 3a Ch3JaBaHE HAa MOTOMCTBO C€
YIIOCTOBEPSIBA OT OTPEACTICHOTO ChC 3aloBe/] Ha PHKOBOTUTENS Ha JICUEOHOTO 3aBelIEHHE OTTOBOPHO
TUIE 32 ACEMHOCTUTE TI0 aCHCTHUpaHa penpoayKius cbriacHo T. 2.1, pazaen I ot mpunoxenne Ne 1 Ha
Hapen6a Ne 28 ot 2007 . 3a maeitHOCTH 110 acucTupana penpoaykuus (B, 6p. 37 ot 2007 r.).

(2) OtroBopHOTO nHUIlEe MO au. | TOMBIBAa B JIBa €K3eMILIsApa YAOCTOBEpEHHE MO oOpaselr
CBIIACHO TIPUIIOKESHUETO.

(3) YmoctoBepeHHETO ce MOAMKUCBA U OT PHKOBOIUTENS HA JIe4eOHOTO 3aBe/IEHUE.

(4) (U3m. - 1B, Op. 41 ot 2019 r., B cuna ot 21.05.2019 r.) Enun ex3eMmIuisip ce chXpaHsBa B
ne4eOHOTO 3aBeleHHEe W €IUH EK3eMIUIp ce u3mnpama B V3mbiaHutenHata areHus "MeauIMHCKH
Hagzop" (MAMH).



Ui 4. (1) Knerkure Morar ja ce npeloCTaBAT Ha:

1. neuebHM 3aBeICHNUS;

2. BUCIIM YYWJIUIIIA,

3. HAyYHU OpPTaHU3AlMU U CTPYKTYpH.

(2) (U3m. - IB, 6p. 41 ot 2019 r., B cuna ot 21.05.2019 r.) Ctpykrypute no ai. 1 mogasar
3asBienue 10 MAMH 3a HyXau OT KJIETKH, KbM KOETO IMpHJIaraT JOKYMEHT 3a CBOSITa PErucTpalus u
JIEWHOCT.

(3) B 3asBienuero mo ain. 2 ce moco4YBaT TOUYHUAT BUJ M KOJMYECTBO HAa KJIETKHUTE, KAaKTO U 32
KaKBU IEJIA Ca HEOOXOMMH.

UYn. 5. (1) SiiuexsieTku ¥ ciepMaTo30MIM MOraT Jia ce MOJI3BarT 10 pe/ia Ha Ta3u Hapeada camo
IIPH 1aJI€HO U3PUYHO MUCMEHO UH(POPMHUPAHO ChITIACKE OT JOHOPA.

(2) OmtopeHu AUIEKICTKHA MOTaT Jia e MOJI3BaT Mo pe/ia Ha Ta3u Hapeada caMmo Clie]] U3PUYHO
MUCMEHO ChIIacHe OT JIBaMara JOHOPH.

(3) (U3m. - ]IB, Op. 41 ot 2019 r., B cuna ot 21.05.2019 r.) Komme ot chriacue mo ai. 1 u 2 ce
MPEA0CTaBs 3a€HO C YAOCTOBEpEHUETO 1o ui. 3, ain. 2 B MAMH.

(4) OtroBopHOCT 3a nH(MOpMHUpaHe Ha JulaTa 1o ai. 1 u 2 Hocu JIe4eOHOTO 3aBEACHHE, KOETO
MIPEIOCTABS KIETKUTE.

Y. 6. (1) (M3m. - [IB, 6p. 41 ot 2019 r., B cmia ot 21.05.2019 r.) Kierku, 3a KouTo mma
U3Ja/IEHO0 YAOCTOBepeHue mo ui. 3, an. 2, ce pasmpenenst or MMAMH, kato ce mnpenocraBsT
0€3BBb3ME3/IHO Ha CTPYKTypure mo wi. 4, aja. 1 ¢ mpuemarenHo-IpenaBaTeeH MPOTOKOJ, KOWTO ce
MIOJINNCBA OT M3NBbIHUTENHUA qupekTop Ha MAMH u oT nuuara, KOUTo NpeAcTaBiABaT NpeaBallara u
IpuemalaTa CTpyKTypa, Uil OT YI'bJIHOMOILEHH OT TSX JIHIIA.

(2) B mporoko:na o azn. 1 ce onucBaT BUIBT U KOJTUYECTBOTO HA KJIETKUTE, OCHOBAHUETO IO JI.
2, an. 1, mopaau KOETo ce MpeA0CTaBsT, Ha KOro C€ MPEJOCTaBAT U IEJIUTE, 32 KOUTO CE NMPEeAOCTaBsT.

(3) PasnpenenenuneTo ce ochlIEeCTBsABA MPH ClIa3BaHE Ha pella Ha MOJaICHUTE 3asBICHMS.

(4) Crpykrypute no ui. 4, an. 1 morar ga M3MOJ3BaT MPENOCTABEHUTE UM KJIIETKH camo 3a
LIEJIUTE, OTIUCAHU B IPOTOKOJIA 11O all. 1.

Un. 7. (1) Ynen 6 He ce npuiara, ako JIedeOHOTO 3aBeCHHUE, B KOETO C€ ChXPAaHIBAT KIETKH IO
4J1. 2, TH U3110JI3Ba 32 MEAULIMHCKY, HAYYHH WIN JIe4YeOHH LIEH.

(2) (U3m. - IB, Op. 41 ot 2019 r., B cuna ot 21.05.2019 r.) B cnydaure no an. 1 nedeOHOTO
3aBezieHne yBeromsiBa IAMH, ye mie u3non3Ba KIETKHU 32 MEJUIIMHCKU, HAYYHHU WIM JIe4eOHU e U
Ipujiara yaoCTOBEPEHHUE 1O Wi. 3, all. 2 U TOKYMEHTHUTE 1o 1. 5, an. 1 u 2.

Yn. 8. (1) CJ'IC)I 3aA0BOJIAIBAHC Ha HYXAWUTC B CTpaHATa MOXKC Oda CC OCHIICCTBU HM3HOC Ha
KJICTKH, KOUTO HE CC IMMOJ3BAaT 3a Ch3JaBaHC Ha ITIOTOMCTBO.

(2) M3HOCHT ce oChIleCTBsABA IIpH yCJIOBHA U 1O pC/ia Ha YJI. 37 ot 3akoHa 3a TPAHCIIIaHTAlI A
Ha OpraHuv, TbKaHH " KJICTKH.



Un. 9. (U3m. - JIB, Op. 41 ot 2019 r., B cuna ot 21.05.2019 r.) M3nbaHUTETHATA areHIIHS
"MeauuuHCKH Haa30p" chOupa nHpOpMAIHs 332 KISTKUTE, KOUTO HE ca M3IOJI3BaHU 3a Ch3[aBaHEe Ha
MOTOMCTBO.

3aKJII0YNTEHHA Pa3nopendu

§ 1. Hapenbara ce nu3gaBa Ha ocHOBaHue wi. 134, an. 2 ot 3akoHa 3a 37paBeTo.

§ 2. (U3m. - 1B, 6p. 41 ot 2019 r., B cuna ot 21.05.2019 r.) Kontponst 1no cnazpaHe Ha
Hapezabara ce ocpiectsiBa oT MAMH.

§ 3. B Hapen6a Ne 16 ot 2007 r. 3a ycioBusATa W pela 3a W3JaBaHE Ha pa3pelicHue Ha
Je4eOHNTE 3aBECHUS 3a U3BBPIIIBAHE Ha JIGMHOCTH MO acMCTUpaHa penpoaykius (o6H., [IB, 6p. 38 ot
2007 r.; u3Mm., 6p. 55 ot 2007 r. 1 6p. 14 ot 2011 r.) ce mpaBsT CIETHUTE U3MEHEHHUS U TOTTBIHEHUS:

I. B un. 1 cmen aymure "OT MUHHUCTBpPAa Ha 3jpaBeorna3BaHeTo" ce ao0aBs "wim OT
OIIPAaBOMOMUIEH OT HETO 3aMECTHUK-MUHUCTBD".

2. B un. 2, an. 2 cnex aymute "OT MUHHCTBpa Ha 37paBeomna3zBaHero" ce no0aBi "wium OT
OIIPAaBOMOMUIEH OT HETO 3aMECTHUK-MUHUCTBD".

3. Unen 3 ce u3MeHs Taka:

"Un. 3. (1) Paspemienue 3a u3BbplIBaHE Ha JEMHOCTH IO acCUCTHpaHa PENPONYKLUs, IO
OCUTYpsIBaHE, W3IMOJI3BAHE M CHXpaHsIBAaHE Ha YOBEIIKH SUIIEKIETKH, CIHEPMATO30MAU U 3UTOTH Ce
W3/1aBa Clie]] IPEICTaBsiHE Ha 3asBJICHHUE 10 MUHUCTBPA HA 3/IpaBEOIa3BaHETO, KbM KOETO CE€ MpuJjiarar:

1. naHHW 3a €AMHHUA UICHTU(PUKAUMOHEH KOJ Ha JAPYKECTBOTO WM KOOIEpauusrta OT
THPTOBCKHUSI PETUCTBP, a 3a APYKECTBATa, PETUCTPUPAHU B AbprKaBa - WieHKa Ha EBporelickusi chio3,
Wi B JObpkaBa, cTpaHa no CrnopazymeHuero 3a EBpOneHcKOTO HMKOHOMHYECKO MPOCTPAaHCTBO -
JOKYMEHT 3a aKTyaJlHa PErucTpanusi M0 HAIMOHATHOTO 3aKOHOAATEJICTBO, M3/1aJIeH OT KOMIIETEHTEH
OpraH Ha CbOTBETHATa JIbPKaBa;

2. CTaHAAPTHUTE OTIEPATUBHU MPOIEAYPH, KOUTO MOJAPOOHO OMUCBAT U3MIBIHECHUETO HA BCUUKU
JEHOCTH MO aCUCTHpaHa PENPOAYKIIHs, KOUTO 1ie ObAaT OCHIIECTBIBAHU;

3. 3amoBenTa 3a OMpeesiHE Ha OTTOBOPHO JIMIIE OT IMEpPCOHaIa Ha JIEYEOHOTO 3aBeleHUE,
KOETO:

a) OpraHu3upa U KOHTPOJUpa JCHMHOCTUTE MO B3EMaHe, MOCTaBsHE, EKCIepTH3a, 00padoTKa,
€TUKETHPAHE U ChbXPaHsABaHE Ha SIMIEKIETKH, CIEPMATO30UAN WIIA 3UTOTH;

0) KOHTpoOJIMpa U HOCH OTTOBOPHOCT 3a CHOOINABAHETO, PETUCTPUPAHETO, JTOKIAJABAHETO W
npelaBaHeTo Ha HMH(OpMalMs 3a CEPUO3HUTE HEXKENaHW PEaKIMH M CEPUO3HUTE HHIMISCHTH H 3a
OJIOKMPAHETO, M3TETVISTHETO U YHUIIO’)KABAHETO M CHOOIIABAHETO HAa CEPUO3HU HEXKEITaHW PEAKIUU U
CEpPUO3HU UHIUACHTH;

4. TOKyMEHTH 3a IUIATeH! JbPKABHU Takcu 1o wi. 11, an. 6 oT 3akoHa 3a TpaHCIUIaHTALUs Ha
OpraHu, ThbKaHMU U KJIETKH, 4. 49, an. 3 ot 3akoHa 3a neyeOHUTE 3aBefeHUS U 4wi. 46 oT 3akoHa 3a
3/IpaBeTo.

(2) 3agBreHneTO MOXKE Ja Ce MOoJajJe M MO €JIEKTPOHEH IbT MPHU YCIOBHATA W MO pelna Ha
3akoHa 3a eJIEKTPOHHUS JOKYMEHT U €JIEKTPOHHUS TOANMNUC U 3aKOHA 32 €JIEKTPOHHOTO yIpaBIICHUE.

(3) 3asBnenuero no ain. 1 ce moaaBa 4pe3 ChOTBETHATA PETUOHANIHA 3/JpaBHA WHCIIEKITHSI.

(4) B 30-mHeBeH CpoK OT MOCTHIIBAHE Ha 3asfBJIEHUETO MO aj. | peruoHanHara 3/paBHa
MHCTICKIUS:

1. u3BBpIIBA MPOBEPKA OTHOCHO CIIa3BaHETO HA U3UCKBAHUATA HA HapeadaTa 1o ui. 46, an. 3 ot
3akoHa 3a JieueOHHUTE 3aBEACHUS M Ha YTBHPACHUTE MEAUIIMHCKU CTAaHIAPTH U U3/aBa yOCTOBEPECHHE -
3a JIeueOHUTE 3aBeICHUsI 32 OOJIHMYHA TTOMOIII, & TIPH YCTAHOBEHH HECHOTBETCTBUS JaBa MPEAMUCAHUS U
ompeJens CPOK 3a OTCTPAHSIBAHETO UM;

2. U3BBPIIBA MPOBEPKA OTHOCHO CIIa3BaHE HA 3/[PAaBHUTE M3UCKBAHUS M M3/]aBa YOCTOBEPECHHE



- 3a JieyeOHUTE 3aBelECHUS 3a H3BHHOOIHMYHA TIIOMOI, CHOTBETHO XHTHEHHO 3aKJIIOYEHHE - 32
ThKaHHUTE OaHKH, a MPU YCTAaHOBEHM HECHOTBETCTBMS JlaBa IMPEANUCAHUS U OINpeAens CpPOoK 3a
OTCTPaHSBAaHETO HM.

(5) Peruonannara 3apaBHa MHCIIEKIIMS U3Mpallia 1o ciy>xe0eH IbT uckane 10 M3nbiaHuTennarta
areHIys 0 TPAHCIUIAHTALMS 32 U3BBPIIBAHE HA WHCIIEKIMS OTHOCHO ChOTBETCTBHE C M3MCKBAHUATA HA
MEAUIIMHCKUS CTaHapT 32 aCUCTHpPaHa PErpoayKIUs U OlleHKa Ha IOKyMeHTUTe 1o ai. 1, T. 2 u 3.

(6) B 30-nHeBeH CpOK OT MOCTBHIIBAHE HA HMCKaHETO MO aj. 5 M3mbjiHUTENHATa areHIus M0
TpaHCIUIAaHTAIMs pas3riekaa JOKYMEHTHTE 1Mo al. 1, T. 2 1 3 1 u3BbpIlIBa NpeBapUTEIHA HHCIICKIHS Ha
7e4yeOHOTO 3aBEICHUE TNPH YCIOBHATa M MO peAa Ha Hapendara mo wi. 39a, an. 3 or 3akoHa 3a
TpaHCIUIAaHTAIMs Ha OPraHyu, ThKaHU U KJIETKHU 3a OIIEHKAa Ha ChOTBETCTBHETO Ha JIEYEOHOTO 3aBEJICHUE C
M3MCKBAHUATA HA MEIUIIMHCKHS CTAaHAAPT 3a aCUCTHPaHa PENPOAYKLUS U M3/1aBa yI0CTOBEPEHHE, a TIPU
YCTaHOBEHU HECHOTBETCTBUS J1aBa MPEANUCAHUS U ONPEETs CPOK 32 OTCTPAHSIBAHETO HM.

(7) UncneknusTa no an. 6 ce mpoBeXxaa OT KOMIETEHTHU ciykutenu Ha UAT, onpeneneHu cbe
3amoBe]] Ha W3MBJIHUTEIHUA JUPEKTOp, M BKJIIOYBA OLIEHKAa Ha O0O0OpYIBaHETO, MaTepuajuTe,
KBaJTM(HUKAIMATA HA TIEPCOHANIA, OPTaHMW3AalMOHHATA TOTOBHOCT 3a OCBHIIECTBSBAHE HAa CHOTBETHHUTE
JIEHHOCTH.

(8) Jlunara mo ayn. 7 WM3roTBAT OKJIaA, KOMTO NPEACTaBAT HA W3MBIHUTEIHUS AUPEKTOP Ha
HAT B cpok A0 7 THU clief] NPUKITIOYBAHE HA UHCIIEKIIUATA.

(9) HoxnambT mo an. 8 cChIbpKa OILICHKA Ha OOCTOsITEeNCTBaTa Mo al. 6 U 7 OTHOCHO
CHOTBETCTBUETO UM C M3UCKBAHUATA HA MEIULIMHCKUS CTAaHAAPT MO aCUCTUpaHa PEIPOLYKIIHSL.

(10) B enHocenmMuueH cpok OT U3TMUAHETO Ha CPOKOBETE MO all. 4 U 6 pernoHajiHaTa 3/1paBHa
MHCIIEKIMS U3MPalla HA MUHUCThPA Ha 3/]paBeOIa3BaHeTO JOKYMeHTUTe 1o an. 1,4 u 6."

4. B un. 4, an. 1 cimen mymute "MUHUCTBPHT Ha 3[paBeora3BaHeTo" ce J00aBs "WIU OT
OMPABOMOIICH OT HETO 3aMECTHUK-MUHUCTBD".

5.Bun 5:

a) ajuHes 2 ce U3MEHs Taka:

"(2) UndpopmanusTta no an. 1 Moxke Ja ce mojaje U Mo eJeKTPOHEH MbT IPH YCIOBHUATA U IO
pena Ha 3aKoHa 3a EJIEKTPOHHMS JIOKYMEHT M EJIEKTPOHHHS MHOJANHC U 3aKOHa 3a eNeKTPOHHOTO
ympasieHue.";

0) moceramrHaTa ai. 2 cTaBa ai. 3.

6. B ui. 6, an. 1 gymure "1. 2" ce 3amensT ¢ "ai. 6".

7. UneHose 7 u § ce OTMEHST.

3akIIounTeTHU pa3nopenoun
KBbM HAPEJBA 3A UBMEHEHHUE U JOITbJIHEHUE HA HAPEJIBA Ne 21 OT 2007 I'. 3A
OBCTOSATEJICTBATA U JAHHUTE, KOUTO CE BIIMCBAT B PETUCTPUTE HA
N3ITBbJIHUTEJIHATA ATEHIUS 11O TPAHCIIJIAHTALIUSA, PEJABT 3A BIIMCBAHE U
IOJI3BAHE HA UHOOPMALUATA
(OBH. - 1B, BP. 41 OT 2019T., B CWUJIA OT 21.05.2019T.)

§ 22. B Hapen6a Ne 11 ot 2011 r. 3a pena 3a mpeaocTaBsiHe Ha SHIEKIETKH, CIEPMATO30MIA 1
OILIOJICHU SIMIIEKIIETKHU, KOUTO HE Ca M3MOJ3BAaHU 3a Ch3JaBaHE HA MMOTOMCTBO, HA HAYYHU, YUeOHU U
nedeOHM 3aBeICHUS B CTpaHATa M B UY)KOMHA 3a MEIUIIMHCKH, HAYYHH U JieueOHu nenu (B, 6p. 95 ot
2011 r.) ce mpaBAT ClIE€AHUTE U3MEHEHMUS:

§ 34. Hapenbata Biu3a B cuiia OT JIeHsS Ha oOHapoaBaHeTo U B "JIbpkaBeH BECTHUK'".



[Tpunoxenue kM 4. 3, ain. 2
(Uzm. - IB, 6p. 41 ot 2019 1., B cuna ot 21.05.2019 1.)

Ho
M30bIHATETHUS UPEKTOP HA
N30nLaHuTeIHATA areHI U

"MeauuuHCcKu Haa30p"

YAOCTOBEPEHHUE

(mpume uMeHa Ha OM2080PHOMO uYe)
VY noctoBepsiBam, 4e JOJTYyU30pOCHUTE KICTKHU:

530 1

(mpume umena u EI'H na donopa)
HE MOTaT Ja ce U3MO0JI3BaT 3a Ch3JaBaHe HAa IOTOMCTBO ITOPaaX CIEAHUTE IPUUYUHU
chIIacHo wi. 2, an. 1:

7 2 PO PP PP OPOTPPPPRI

(ume u noonuc Ha pLKoBOOUMens Ha 1eyebHOmo 3asedenie)

(neuam na reuedHOMO 3a6edenue)



