Hapen0a 3a usmenenne u nonbjaHenue Ha Hapen6a Ne 2 ot 2019 r. 3a MeIMIIUHCKUTE H
APYIH yCJIYyru mo 4i. 82, aiu. 1a u 3 or 3akoHa 3a 31paBeTo U 3a peJia U yCJIOBHATA 32
TAXHOTO 0J00psiBaHe, MoI3BaHe W 3amiamane (/IB, 6p. 26 o1 2019 1.)

§ 1. Bun. 4 1. 1 ce u3mens raxa:

,» 1. TPAHCIIJIAaHTAIIUS HA OPTAaHU U XEeMOTIOCTUYHH CTBOJIOBU KJIIETKU B UyKOWHa; ",

§ 2. B un. 6 1. 7 ce oTMeH.

§ 3. Bun. 7, an. 1 ce nmpaBAT ClIeAHUTE U3MEHEHUS U JOII'BJIHEHUS:

1. B 1. 3 cien nymara ,,3a0omsBane’ ce 100aBs ,,c TAX .

2. Touka 6 ce U3MEH TakKa:

,,0. TPAHCIUIAHTAIUS HA OPTaHU M XeMOIIOETUYHH CTBOJIOBU KJIETKH B Uy:KOMHA [TPU MaJIUTHEHU
XEMAaTOJIOTMYHU 3a00JIIBaHUs, KAKTO U TIPH HAKOU TEXKKO MPOTHYAIIM OCHUTHEHHU 3a00JIIBaHUS U
IIpH YTBBPACHHU HEXEMATOJIOTUYHH 3a00JIIBaHUS, KOTATO TS HE C€ U3BBPILIBA WM HE MOXKE 1a Obe
U3BBpILIEHA CBOEBpEeMEeHHO B PeryOnuka bearapus;™.

§4.Bun. 9, 1. 1 uudpara ,,7“ ce 3amens c ,,6.

§ 5. B un. 10 ce npaBAT ciaeiHUTE U3MEHEHUS U IObIHEHUS:

l.Ban. 1:

a) B T. | gymure ,,JaHHU OT JIOKYMEHT 32 CAaMOJMYHOCT Ha MallMeHTa, KAKTO U CE 3aJIM4aBar;

0) Touka 2 ce U3MeHs TakKa:

,»2. MEIMIIMHCKA JOKyMEHTAIlus, U3/laJiecHa He ToBe4Ye OT 6 Mecena Ipeau IOoJaBaHe Ha
3asIBJICHUETO, YIOCTOBEpsBaIlla 3a00JIIBAHETO, CHCTOSHUETO M IIOCTaBeHaTa JIuarHo3a Ha
MalKUeHTa, MPOBEICHOTO A0 MOMEHTa Ha I0JIaBaHE Ha 3asgBJICHHETO JICUCHHE, MPETOPHKU Ha
MEIHUIMHCKH CIEUAIUCTH OTHOCHO CBHCTOSHUETO W HEOOXOJMMHUTE JEHCTBHS, B TOBAa YHUCIO

HEOOXOJMMOCTTa  OT  OCBINECTBSIBAaHE  HA  YCIyrMTe, 3a  KOMTO  C€  HCKa
3aruialane (enuKpU3u, U3CIeIBaHus, 3aKII0OUEHHs], CTAHOBUILA, MHEHUS, IPENOPBKU U/HUIH JIp.);
B)BT.S:

aa) OykBa ,,a“ ce OTMeHS;

60) B OykBa ,,0% nymure ,,(pHaHCOB UHCTPYMEHT" C€ 3aMEHST C ,,AHCTPYMEHT 3a (PMHAHCUpPaHE
C MyOJIMYHU CpeAcTBa’;

BB) OyKBa ,,B* C€ OTMEHSI;

r) B T. 6 cien aAymata ,,caMOJIMYHOCT™ ce 100aBsl ,,Ha MalueHTa’.

2. B an. 4 cnen nymara ,,yCTHO ce 100aBs ,,3a KOETO C€ ChCTaBs MIPOTOKOI .

3.Bam 6:

a) B U3pEUCHUE ITBPBO CIIe]] JyMara ,,akT" ce 7100aBsl ,,KaKTO U APYTU ChOOIIEHUS U JOKYMEHTH
B IPOU3BOJICTBOTO;

0) B U3peUCHUE BTOPO CJeN AyMaTa ,,akTa*“ ce 100aBs ,,i APYTUTE ChbOOIICHUS U TOKYMEHTH B
IIPOU3BOJICTBOTO .

§ 6. B un. 13 ce npaBAr ciaenHUTE U3MEHEHUS U TObIHEHMUS:

1. B an. 2, B u3peueHue BTOpO HaKpas ce 100aBs ,, WM 0 APYT CUTYpeH HauuH cbriaacHo ATTK®.

2. B an. 5 nymara ,,efTHOAHEBEH  CE€ 3aM€EHA C ,,1-THEBEH .

§ 7. B un. 15, an. 2, 1. 10 cnen nxymara ,,000CHOBKA* ce MOCTaBsl HAKJIOHEHA yepTa U ce 100aBs
,»pa30ouBKa““.

§ 8. B un. 20, 1. 4 nymure ,,uiIM ChC CPEACTBA OT pasIIallaTeTHH, HAOUPATEITHH, TAPUTEIICKU
WJIM IPYTYA CMETKH B HErOBA IM0J132 3a 3aIlIAlllaHe Ce 3aMEHAT C ,,B 3aIUIAIaHETO .

§ 9. B un. 21 ce npaBAT ciae1HATE U3MEHEHUS U TOTbIHEHUS:

1. B an. 1 nymara ,,enuu* ce 3amens c ,,1°.



2. B an. 2, 1. 3 Hakpas ce n00aBs ,,(B TOBa YMCJIO MOCOYBAHE HAa CyMaTa Ha €BEHTYaJIHOTO
camoyvacrue).

3. B an. 6, u3peuenue mppBo Cles JyMara ,,pa3xoan’’ ce 100aBs ,,(ako uMa TaKuBa)“.

§ 10. B ui. 22, uzpeueHue mbpBo cieq AymaTa ,,JOKyMEeHTH  ce 100aBs ,,(aKo € IMOJIyduI TAKUBA
OT JIeYeOHOTO 3aBeJICHHE) .

§ 11. B un. 23 ce npaBsT ClIEJHUTE U3MEHEHUS U JOII'BIHEHUSA:

I.Ban. I:

a) B TekcTa npeau T. 1 nymure ,,3 u 4% ce 3aMeHsT ¢ ,,3 win 4%;

0) Touka 2 ce U3MeHs TakKa:

,»2. MEIUIIMHCKA JTOKYMEHTAIlWs, U3/1aJicHa HEe TOoBeue OT 2 Mecela Mpead IMoJaBaHe Ha
3asiBJIGHUETO, YAOCTOBepsBalla 3a00JIIBAHETO, CHCTOSHUETO M TOCTaBeHaTa JMarHosa,
MIPOBEACHOTO /10 MOMEHTA Ha M10/1aBaHe Ha 3asIBJICHUETO JICUCHUE U KOMILJIEKCEH IJIaH 3a JICUEHUE,
BKJIIOUBAI HEOOXOIMMOCTTA OT OCBIIECTBSIBAHE HA MEAUIIMHCKUTE U APYTU YCIIYTH, 32 KOUTO Ce
WCKa 3aIiamane (SmuKpu3y, U3CIIeABaHMS, 3aKITFOUCHUS, CTAHOBHINA, MHCHUS, TIPETIOPBKH W/WITH
ap.);*

B) B T. 3 HaKpas ce 100aBs ,,(B ciydai, 4ye € MpUIokKIMO)*;

r) B T. 4 HaKpas ce 700aB4 ,,(B Cllydaid, 4e € IPUI0KUMO) ;

) BT.S:

aa) OykBa ,,a“ ce OTMeHS;

60) B OykBa ,,0° tymuTe ,,()HHAHCOB MHCTPYMEHT * C€ 3aMEHSIT C ,,AHCTPYMEHT 3a (pruHaHCHpaHe
C MyOJINYHU CpeAcTBa’;

BB) OyKBa ,,B* C€ OTMEHS;

rT) B OyKBa ,,e* HaKpas ce 700aBs ,,(B ciiydaid, 4e € IpUIoKuMo)™;

e) B T. 6 ciieq Aymara ,,caMOJIUYHOCT  ce 00aBsl ,,Ha MaIueHTa’;

) TOUKa 7 ce U3MEHs Taka:

,» 7. I3PUYHO ITBTHOMOIIHO — B CIy4aWTe, B KOUTO MPABOUMAIIHAT IMOAATEI € YITHITHOMOIIIFII
JpyTo JIKIIE Ja IO MpeICTaBiIsaBa B Mpoleaypara; ™.

2. Cw3pasar ce an. 7 — 10:

,»(7) Ilpu mpoBex1aHo OOTHUYHO JIEYSHHE B CTpaHaTa Ha MAIUeHT 70 18-roauiiHa Bb3pact, 1o
W3pDUYHO HETOBO ChIJIACHE, CHOTBETHO W3PWYHO ChIJIACHE Ha HETOB IPEICTABUTEN,
MPEICTAaBUTEIICTBOTO B MpOLEAYypara, B TOBa YMCIO MOAABAHETO Ha 3asBICHHMETO MO al. 1 u
HEOOXOIMMUTE JTOKYMEHTH, MOXeE Ja OBbJe H3BBPIIBAHO OT PBKOBOJUTENS Ha JIEYCOHOTO
3aBe/ieHHe 3a OOJIHMYHA MOMOII HIIM OT OMpPEAENeH OT HEero CIYXHUTeNl Ha aJMUHUCTpAIUsiTa Ha
JIe4e0HOTO 3aBeJICHUE B KAYECTBOTO UM Ha IIBJIHOMOITHUITM. B Te3u cilydaun ce MOITbIBa U3PUIHO
chbriacue OT MAallMeHTa, ChOTBETHO OT HETOBUS MPEICTAaBUTEN KAaTO YacT OT 3asiBICHUETO IO
npuiioxxkeHus Ne 3 wiu 4.

(8) B cimyuaunTe o ain. 7 3asgBI€HUETO U JOKYMEHTHTE 10 ai. 1, T. 5 u 8 ce opopmsT u moanucaar
OT 3asBUTEIIS B JICYCOHOTO 3aBE/ICHUE ChC CHIICHCTBUETO HA CIYKUTEH OT aMHHHUCTPAIUATA HA
CBIIOTO.

(9) B cimygauTe o an. 7 1e4eOHOTO 3aBeieHre 32 OOJTHMYHA TTOMOIIT TIpUJiara KbM 3asBJICHUETO
BCHYKHM OTHOCHMHU IO CJIy4asi MEAUIIMHCKU U JPYTH JOKYMEHTH 1o wi. 23, an. 1, 1. 1,2,5,6 u8 u
wi. 25, an. 1, 1. 5. Ako nedeOHOTO 3aBereHue Beue e ysenommwio H3OK 3a mpuerus
MaIMeHT/3all0YHaIOT0 HEroBO JiedeHHe choOpasHo uiuckBaHusATa Ha H3O0K 3a exemHeBHO
OTYUTaHE Ha JIeHHOCTTA (TI0 aMOYJIaTOPHU MPOIEAYPH, KITMHUYHH ITETEKU U JP.), TO IPEICTaBS B
H30K mnoamucana u3mpateHaTa Bede HHQPOPMAIUS/OTUYET/MEAUIIMHCKA JOKYMEHTAIMS BMECTO
MEMIIMHCKA TOKYMEHTAIUS 10 al. 1, T. 2, TOMBIHEHA ¢ aKTyallHa METUIIMHCKA WHPOPMAITUS TIPH
HaJIM4YMe Ha TaKaBa.



(10) B cnyuaii ye He € U3pa3ui ChIIacue 1O ajl. 7, KbM 3asBJICHUETO CH 3asBHUTEIAT IpHJIara
JOKYMEHTUTE MO al. 9, u3peueHue mbpBo. KbM 3asBIICHUETO CHU 3asIBUTENAT IMpuiara u
MPEIOCTaBeH MY OT JIEYEOHOTO 3aBe/ieHHe 3a OOJTHMYHA MOMOII JOKYMEHT 1O al. 9, uzpeueHue
BTOPO B CIIy4auTe, B KOUTO € IIPUJIOKHUM TaKbB.

§ 12. B ui. 25, an. 1, T. 5 ce cb3naBa uzpeueHue BTopo: ,,[IpoTokoabT MOXeE 1a € U3Aa/ieH 3a
KOHKPETEH/W TMAIMEeHT/W WM 3a OCUTYpSIBAaHE Ha JIEKAPCTBEHHUS MPOAYKT HA Pa3MOJIOKCHUE B
7e4eOHOTO 3aBe/IeHHEe 3a CIIy4auTe Ha HEOOXOJUMOCT OT MPHJIAraHeTO MYy IpPH KOHKPETEH/H
nmanueHT/n.

§ 13. B un. 26 ce npaBsAT ClIEIHUTE JOIBJIIHEHHUS:

1. B uzpeuenue nbppBO ciel AyMmara ,,3asBUTEIAT ce 100aBs ,, UM YII'BJIHOMOILEHO OT HEro
e,

2. B uspedenue BTOpO clieq aymara ,,3asBUTENS ce 100aBsl ,,WIM YITBIHOMOIIEHO OT HEro
e,

§ 14. B un. 27, an. 2:

1. B uzpedenue BTOpo HaKpas ce 100aBs ,,\IK M0 JPYT CUTYpeH HauuH cbriacHo ATTK®.

2. Cw3nmaBa ce u3peueHue Tpeto: ,,B ciaydaute mo wi. 23, an. 7 npu HaIMYMUE HA JUIE OT
ne4eOHOTO 3aBe/ieHre 3a OOJTHIYHA TOMOIIL, JeHCTBAI0 KaTO MBJIHOMOITHUK Ha 3asBuTesnst, H30K
YBEIOMSIBA CHIOTO 10 TesiehoH, (pakc, Mo eNEKTPOHEH BT WIIH IO APYT CUTYPEH HAYHWH ChIIIACHO
AIIK.*

§ 15. B un. 28 ce cp3naBar ain. 9 u 10:

»(9) B ciydaure no un. 23, an. 7 u 10, xorato 3asBIEHUETO € MOJAJACHO 3a 3alljallaHe Ha
JIEKapCTBCHH MTPOYKTH 110 WI. 7, ai. 1, T. 3, chabpIKaIiy BemiecTa ¢ 100pe ycTaHOBEHA yroTpeda
B MEIMIIMHCKATA IPAKTHKA 10 CMUCHIA HA § 1, T. 6 OT TOMBIHUTEIHUTE pa3nopeou Ha 3aKoHa 3a
JIEKApPCTBEHHUTE MPOAYKTH B XyMaHHATa MEAMIIMHA, KOUTO y4acTBaT B OCHOBHU TEpareBTUYHU
CXEMH TpH JICYCHUETO Ha 3a00IIIBaHUS, WM 32 3aIlIalllaHe Ha MEAUIIMHCKH U3AENus 0 Wi. 7, all.
1, 1. 4, npunaranu B OOJIHUYHATA TIOMOILI, ¥ HEOOXOAUMOCTTA OT IPUJIAraHeTO Ha JIEKapCTBEHUs
MPOIYKT/MEIUIIMHCKOTO U3/IENINE TPH MAIMEeHTA € TIOCOYeHa B CTAHOBHILIE MITH B aKTyaJlHa €TalHa
eNuKpHU3a Ha TMalHMeHTa OT JIeYeOHOTO 3aBelIeHHE, MPOBEXIANO0 OOJHUYHOTO JICUYCHUE, WU
M3JaJieHa OT HeTo MeIMIIMHCKA JOKYMEeHTalus, choOpa3Ho uznckBanusTa Ha H30K 3a exxenqneBHO
OTUWTAHE Ha JEHHOCTTA (110 aMOyIaTOPHU NMPOIEAYPH, KIMHUYHU ITBTEKH U JIp.), YA0CTOBEpsBAIIA
3a00IIBaHETO, ChIbpIKAllla — AuarHosa, kinacupunupana nmo MKDB, nmata Ha moctaBsHe Ha
JUMarHo3ara, MPOBEACHU U3CJICIBaHUS, PEIICHHE HAa KIMHUYHA KOMHCHS, OIleHKa Ha edeKTa OT
JICYCHUETO W TPHIIOKEH MPOTOKOJ, ChIbPIKAIl BCHUKH HEOOXOIMMH JIEKAPCTBEHU MPOIYKTH,
CTaHJapTHA /1033, UHJMBHUIyalTHa J03a, Opoil AHU Ha MPUJIOKEHHUE, J03a 33 €IMH LHUKBJI, 00II0
KOJIMYECTBO 32 MAaKCHUMAJIEH 3-MECEUEH NEepHoJl, WIM MEIULUHUHCKOTO H3JENHE, ONpPEeIeTIeHO
ChOOpa3HO MPOTOKOJ OT JIEUEOHO-KOHTPOIHATA KOMHUCHUS M JCKJIapalus Ha PHKOBOJMUTENS HA
ne4eOHOTO 3aBeIeHHE ¢ MPHIIOKEeHA TexHudecka crnenudukanus, ynpasurenst Ha H30K wnm
OTPABOMOIIIEHOTO OT HETO JTHKHOCTHO JIMIIE pa3Nopexa Mpenuckara mo 3asBJICHUETO Ja Obe
pasrienana, 0e3 1a € HeoOXOAUMO M3TOTBSHE Ha JOKIAJ OT BBHIIHU eKcrepTH. B ciydaurte Ha
TpaHCIIAaHTAIMsl TpsiOBa /1a € HAJIWIE CTAHOBUINE OT KOHCYJITATHBHO 3BEHO KBbM JIEUEOHO
3aBezieHue 1o wi. 29, an. 1.

(10) B ciyuaute no an. 9, uzpeduenue mbpBo 1oKymeHTuTe ce pasriexaar or H30K nezabaBHo
cJie]l TOCTHIIBAHETO UM U aKO HE € HaJIWIle OCHOBAHUE 3a YBEJIOMSIBaHE 110 4Jl. 27, ai. 2, 3aroBeATa
mo 4. 39, an. 1 ce u3gaBa He3abaBHO.

§ 16. B uin. 31 ce mpaBsT clieqHUTE U3MEHEHUS U JOIIBIHEHHUS:

1. Anunes 1 ce u3meHns raka:



»(1) Cnenimanm3upanaTa KOMHCHS 110 9. 27, ait. 1 pa3riexaa BCSIKO 3asBJICHUE, IPEIHCKATa 110
KOETO € MPEIOCTaBeHAa Ha BBHHIIMHHM EKCIEePTH/MpOodUIHATa KOMUCHS MO TPAHCIUIAHTOJOTHUS 32
nena, B 1-AHeBeH CpoK OT MoydyaBaHe Ha odepTa U JO0KJIaJa Ha BHHIIHUTE €KCIIEPTH ChOTBETHO
mo wi. 28, an. 1,4, 5u 6, a B cimydanrte 1o wi. 23, an. 7 u 10 — ot mogaBaHe Ha BCHUKH HEOOXOTUMHU
JIOKYMEHTH, HO HE MO-KbCHO OT 12 1qHH, a B cirydaute no wi. 23, aii. 7 u 10 — Ha 7 qHuU OT jnarara,
Ha KOSITO € 3all0YHaJI0 IPOU3BOJCTBOTO IO 3asBJIEHUETO.

2. B an. 2, uzpedyeHue mbpBO HAKpas ce MOCTaBs 3ameTas U ce 100aBs ,,c U3KIIOUEHUE Ha
ciydaute 1o wi. 23, an. 7 u 10%.

§ 17. B un. 38, 1. 5 nymure ,,uJM CbC CPENICTBA OT pa3IuIalllaTeNIHU, HAOUpATEeTHU, TaPUTEIICKU
WM IpYTM CMETKU B HErOBa I10J13a 3a 3aIulaljaHe’ ce 3aMeHsIT C ,,B 3aIUIallaHeTo .

§ 18. B un. 39 ce npaBAT CieIHUTE U3MEHEHUS U JOIbJIHEHHUS:

1. B an. 1 nymara ,,eqHO/IHEBEH  c€ 3aMeH C ,, | -THEeBeH .

2. B ain. 6, u3pedenue mppBoO Clel AyMara ,,pa3Xxoau’ ce 100ass ,,(ako ©Ma TaKuBa)“.

3. Cp3naBa ce an. &:

,»(8) 3a m3nanenara 3anosen o an. 1 H30K yBegomsiBa neueGHOTO 3aBeeHuE 10 ai. 2, T. 4.

§ 19. B un. 40 ce npaBsT ClIeAHUTE U3MEHEHUS U JOIBIHEHUSA:

1. JloceramHusT TEKCT cTaBa all. 1 U B HETO, B U3pEUYEHHE MBPBO CJIel AyMaTa ,,JJOKYMEHTH  ce
100aBsl ,,(aKO € MOJTYYnJI TAKMBA OT JICUEOHOTO 3aBEACHHE) .

2. Cs3naBa ce ain. 2:

»(2) B caywaute no un. 23, an. 7 u 10 uapopmanusTa OTHOCHO ChbCTOSIHUETO Ha NAIUEHTA,
OCBIIECTBSIBAHUTE MNPOLEAYPH U JCHCTBHS MO OTHOIICHHE Ha MAI[MEHTa M Pe3yJATaTHTE OT
TSX, KAKTO ¥ JIOKYMEHTHUTE, JoKa3Bamu u3BbpiieHute pasxoau, H30K mnomydaBa cioyxeOHO OT
nedeOHOTO 3aBeleHuEe choOpasHo m3uckBanusta Ha H3OK 3a orumrane Ha neifHoctTa (110
amMOyJIaTOpHU MPOLENYPH, KIMHUYHY TBTEKU U Ap.).*

§ 20. Cp3naBa ce ui. 49a:

,»d71. 49a. HanmonanHaTa 31paBHOOCUTYpUTEIHA Kaca IOMECTBA HA CBOSITa MHTEPHET CTPAHULIA
yKa3aHUs 32 HEOOXOJMMHTE AOKYMEHTH M HauWHa Ha TAXHOTO MOJaBaHE OT 3asBUTEIUTE U
TEXHUTE TPEACTABUTENN B PA3TUUYHHUTE CIy4aud M 32 HEOOXOAMMHUTE JOKYMEHTH M HauyMHa Ha
M3BBpIIBaHE Ha 3alljialllaHe 3a yCIyTH Mo Ta3u Hapenaoa.

§ 21. B un. 50 ce mpaBsT ClIeJHUTE U3MEHEHHUS:

1. Cp3naBa ce HOBaA ai. 2:

,»(2) C npaBunata no ai. 1 ce onpeaensT HEOOXOAUMUTE 3a 3aIlIalllaHETO PUHAHCOBO-OTYETHH
U APYTU JOKYMEHTH, KaKTO U CPOKOBETE 3a TUIamiane.

2. Jloceraminara aj. 2 ctasa ai. 3.

3. Hocerammnara an. 3 crtaBa ai. 4 U B Hes OyMUTE ,,WJIM HM3MOJ3BaHE HAa CPEACTBA OT
JAPUTEIICKHU/pa3IianiaTeIHi/HabupaTeTH! U IPYTA CMETKHU* Ce 3aI4aBar.

4. Anunes 4 crtaBa an. 5 u B Hes, B U3PEUYCHHE MMBPBO JYMHUTE ,,CHOTBETHO HaMaJsBaHE Ha
cToitHoCTTa OT cTpana Ha H30K* ce 3amensT ¢ ,,Ha pa3iukara B lieHaTa (aKO UMa TakaBa)®.

§ 22. B npunoxxenne Ne 1 kpm ui. 10, ann. 1 gymure ,,Bug u pazmep Ha HCKaHOTO 3aIljalliaHe:
(nocousa ce 8UObM HA MeOUYUHCKAMA UL Opyea ycayea no 4i. 4, air. 1 om napeobama,
€80000HO ce ONUC8a NPUYUHAMA 3d UCKAHE HA 3anaujanemo u pazmepsvm My, Kakmo u Ha
Heobxooumama ycnyea) ““ ce 3aMeHsT ¢ ,,Bun u pa3mep (3a pazmepa — ako € U3BECTeH) Ha
MCKaHOTO 3arljallaHe:

. . . . (nocousa ce 6u0vm Ha
Me()uuuucmma unu ()pyea yeayea no ui. 4 om Haped6ama 06060()H0 ce onucea npudunama 3a



UCKaHe Ha 3aniaujanemo u pazmepvm my (aKo e uzgecmen), KAKmMo U Ha Heobxooumama
yeayea).

§ 23. B npunoxenue Ne 2 kM wi. 10, an. 1, 1. 5:

1. Touka 1 ce ormeHs.

2. Touka 3 ce oT™MeHs.

3. B 1. 4 nymute ,,Cbriaaces cbM HapuyHUTE CPEICTBA IO CIIELMAIHATA
pasIuiailaTenHa/HaduparenHa/1apuTescka CMeTKa 1a 0b/1aT U3I0JI3BaHy 3a 3arlialjaHe Ha
CBbOTBETHUTE YCIIYTH" c€ 3aI14yaBar.

§ 24. B npunoskeHue Ne 3 xpm ui. 23, ai. 1:

1. I[yMHTe ,»BHJl U pa3Mep Ha UCKAHOTO 3aIljIallaHe:

e ... (nocousa ce 8UOLM HA MEOUYUHCKAMA UTU
()pyea yenyea no 4. 7 u 8 om Haped6ama 8 M.4. U OMHOCHO MPAHCNOPMA 8 06eme NOCOKU U
npecmost Ha 0ememo U eOUH He208 NPUOPYAHCUMETL 8 HYIHCOUHA, CBODOOHO ce ONUCBA NPUYUHAMA
3a UcKkame Ha 3aniauwanemo U pasmepsvm My, Kakmo u Ha Heobdxooumama yciyaa)‘“ ce 3aMeHSAT C
,»,BUI 1 pazMep (3a pazMepa — ako € U3BECTEeH) Ha UCKaHOTO 3arliallaHe:
....................................................................................... (nocousa ce 6u0bmM Ha
MeouyuHckama uiu opyaa yciyea no 4i. 7 u 8§ om napeobama, 8 m.4. u OMHOCHO MPAHCNOPMA 8
0geme NOCOKU U NPecmost Ha 0ememo U eOUH He208 NPUOPYHCUMEN 8 UYHCOUHA, CBOO0OHO ce
ONuUCea NPULUHAMA 3a UCKAHEe HA 3aNIAWAHemo U pasmepvm My (aKo e u38ecmet), Kakmo u Ha
Heobxooumama yciyea).

B cnyuaure no wi. 23, an. 7:

3asgBsiBaM, 4e€ J1aBaM CHIIIACHETO CH JIULIETO

C TEJI. HOMED ........ , CTIEKTPOHEH APEC ..vvvrnrennnnnn.
....................... 7 00110 1< S
B KaUECTBOTO CH Ha PHKOBOJUTEIN Ha Ie4eOHOTO
3aBEICHUE 32 OOTHUYHA TTOMOIIL 55..''nneeenenenennnnnnns
....................... “ WM JIMLIETO, TOCOYEHO OT PBKO-
BOJUTEIIA Ha JICYESOHOTO 3aBEACHHE ChC 3aIIOBE]T

Jla OCBHINECTBSBA MTPEICTABUTEIICTBOTO B IPO-
1eAypara, B TOBa YUCIIO J1a O/1ajie 3asBJie-
HUETO U HEOOXOJMMUTE JOKYMEHTH 32 JCTETO
...................................................... OT MO€ UMe*“.
2. HaBcsikbnie nymute ,, — 1o ¢akc Ha CIeaHus
HOMED: . .
(6sprnomo ce oepaofcda uce donucea Heo6x0()uMama
ungopmayus npu HATUYHO noJle 3a Moea) *“ ce 3aMEeHSIT
¢ ,, — o (hakc Ha ceTHUS HOMEp:
(6spHOMO Ce 02padicoa u ce 0ONUCea Heobxooumama
ungopmayus npu HATUYHO NoJle 3a Moed, d npu
Haiuyue Ha auye om ae4eOHOmMo 3a6edeHue 3d
OONHUYHA NOMOW, OelcmB8awo Kamo NbiIHOMOWHUK, Ce
nocouea meneqhom, ghaxc, umein aopec unu aopec Ha auyemo)*.
§ 25. B npunoxkenne Ne 4 kpMm uit. 23, an. 1:



1. lymure ,,Buna u pazmep Ha HCKaHOTO 3arulalllaHe:
................................................................. (nocouea ce 6uOM HA MeOUYUHCKAmMa Uiy opyea yciyad
no 4n. 7 u 8 om napedbama, 6 m.u. u OMHOCHO MPAHCNOPMA 8 08eme NOCOKU U NPecmos Ha
oememo u eOUH He208 NPUOPYIHCUMEN 8 UYHCOUHA, C60OOOHO ce ONUC8a NPUUUHAMA 30 UCKAHE HA
3aniawanemo u pazmepvm My, KaKkmo u Ha Heobdxooumama ycayea)“ ce 3aMeHsT ¢ ,,Bun u
pasmep (3a pazmepa — aKko e I/I3B€CTGH) Ha MCKaHOTO 3arlIallaHe:

. . .. (nocousa ce 6u0vm Ha
Me()uuuycmma unu dpyea yeayea no i 7 u 8 om Haped6ama 8 Mm.4. U OMHOCHO MPAHCNOPMA 8
0geme NOCOKU U NPecmost Ha 0ememo U eOUH He208 NPUOPYICUMEN 8 UYHCOUHA, CBOO0OHO ce
ONuUCea NPUYUHAMA 34 UCKAHEe HA 3aNTAWAHemOo U pasmepbim My (aKo e uzgecmet), Kakmo u Ha
Heobxooumama ycnyea).

B cayuaute no un. 23, an. 7:
3asBsiBaM, 4e€ JaBaM ChIVIACUETO CU JIUIIETO

C TEJ. HOMED ........ , ©TICKTPOHEH Q/IPEC ...uvvennennannn...
....................... TLQJIPEC ettt eee e e e e e eeeaen

B KaUECTBOTO CH Ha PHKOBOJUTEI HA JIEYCOHOTO

3aBe/IeHUE 32 OOTHUYUHA TIOMOIIL 4y .vveneneennenn

.......................................... “ MM TUTIETO, TIOCOYCHO

OT PBbKOBOJUTENS HA JIEYeOHOTO 3aBe/IEHUE ChC

T 1 (0): 1)1 S OSSO POR PP

Jla OCBHILIECTBSBA MIPEICTABUTEIICTBOTO B MpOLIeypaTa,

B TOBA YHMCJIO JIa TTO/IaJIe 3asSBICHUETO U HEOOXOAMMHUTE

JOKYMEHTH OT MO€ UMe*.

2. HaBcsikbnie gymure ,, — 1o q)aKc Ha CJICTHUSI HOMED:

e .. (8apHOMO Ce ozpadicoa u ce donucsea
Heo6x00wvzama qubopfwauwz npu HAIUYHO NoJle 3a Mosea) *“ Ce 3aMEeHST C ,, — o (paKc Ha CIeTHUS
HOMED: ........... e erteiteieiieeiieaien. .. (BAPHOMO CE
oepaofcda uce 00nucea Heo6xoduMama qubopMauu;z npu HATUYHO NOJIe 3 MO8A, a NPU HaTUyuUe
Ha auye om jeyeOHOmMo 3a6edeHue 3a OOHUYHA NOMOW, OelicEauo Kamo NbiIHOMOUHUK, Ce
nocouea meneqhom, ghaxc, umein aopec uiu aopec Ha auyemo) .

§ 26. B npunoxxenne Ne 6 xpm . 23, ain. 1, 1. 5:

1. Touka 1 ce oTmeHs.

2. Touka 3 ce oT™MeHs.

3. B 1. 4 nymute ,,Cbriaaces cbM HapuyHUTE CPEICTBA O CIIELMATHATA
pasmamaTtenHa/HaduparenHa/1apuTencka CMeTKa Aa ObIaT U3MOI3BaHH 3a 3aIulaliaHe Ha
CBOTBETHUTE YCIYTH " C€ 3aJINYaBar.

3akiounTeIHa pa3nopenda

§ 27. B Hapen6a Ne 10 ot 2011 r. 3a ycnoBusATa 1 pesia 3a JIedeHHe ¢ Hepa3pelleHu 3a yrnorpeda
B PemyOnuka bbiarapusi nekapcTBEHH NPOAYKTH M JIEKapCTBEHU MPOAYKTH 3a ChCTpagaTelHa
ynotpeba, KakTo M 3a yCIOBHATA W pela 3a BKIIOYBAHE, MPOMEHU, M3KJIIOYBAHE U JOCTaBKa Ha
JIEKapCTBEHH MPOJYKTH OT CIHUCHKA MO wi. 266a, an. 2 oT 3aKoHa 3a JEKapCTBEHUTE MPOIYKTH B
xyMaHHaTta meauimHa (00H., JIB, 6p. 95 ot 2011 r.; mom., 6p. 24 ot 2013 r.; u3m., Op. 25 u 84 ot
2019 r.) ce mpaBsT ClIeAHUTE U3MEHEHUSI U JOIIbIHEHHUS:

1. B un. 4 ce mpaBsT cleTHUTE HU3MEHEHUS U TOTTHJIHCHHUSI:



a) B al. 1 ce cp3gaBa u3peueHHe BTOpO: ,,B paborata Ha KoMHcHUATa ydacTHE B3eMarT U
(apMarneBT u I0pHCT.*;

0) B ai. 2 cien nymara ,,KoMucusTa“ ce 100aBs ,,KakTo U (papMaiieBTa u FopucTa’.

2.Bun. 5, an. 1 gymuTe ,,KOHKpPETEH MalUEHT" Ce 3aMEHST C ,,KOHKPETCH/HU TallueHT/n .

3. B un. 6, an. 1 gymure ,,Ha KOHKPETEH IMAIMECHT C€ 3aMEHSAT C ,,[Ipd KOHKPETCH/HU
MarueHT/n".

4. B un. 8 ce mpaBAT CIeAHUTE U3MEHEHUS U IOIIbJIHEHUS:

a) B as. | nymute ,,7-THEBEH CPOK™ c€ 3aMEHST ChC ,,CPOK 110 3 pabOTHU AHU;

0) B ai. 4 cinex nymara ,,Cpok‘ ce mo6ass ,,0T .

5. B un. 10 HaBCSKBAC CIEA TyMUTE ,,ChbXpaHsBa B* ce J00aBs ,,anTeKaTa Ha™.

6. Cn3naBa ce ui. 15a:

,di. 15a. (1) PekoBoauTeNnaT Ha JieueOHOTO 3aBEJCHHE BHBEXIA, KOHTPOJIUPA U OTrOBaps 3a
CIa3BaHETO Ha peJl 32 OCUTypsiBaHEe Ha HEOOXOAUMHUTE JIeKApCTBEHHU IPOAYKTH IO TO3U pa3zel, KaTo
OCBIIECTBABA KOHTAKT C THPTOBLUTE HA €APO M C JAPYrUTE JIeUeOHM 3aBEACHHUS B CTpaHara 3a
OCUTYpSIBAHE Ha ChOTBETHHSI JIEKAPCTBEH MPOAYKT.

(2) Tlpu HEBB3MOKHOCT Ja Ob/I€ OCUTYPEH JIEKAPCTBEH MPOLYKT PHKOBOIUTEINSAT HA JIe4E€OHOTO
3aBe/ieHUe He3a0aBHO HH(OpMUpPa MTUCMEHO 32 TOBa MUHUCTEPCTBOTO Ha 3[paBEe0Na3BaHETO, KaTo
MOCOYBA MPEAIPUETUTE ICUCTBHUS.

(3) B cnyuaute mo an. 2 MUHUCTEPCTBOTO Ha 3/IpaBEONa3BaHETO MpeArnpueMa JASUCTBUS MO
chOMpaHe Ha HeoOXoauMaTa HHGOpMAINHs OT ChbOTBETHUTE opraHu u jauna — MAJI, HCIIPJIII,
THPTOBILIU HA €IpO, TPOU3BOAUTENHN HA JIEKAPCTBEHU IPOYKTH, IPUTEKATEIIN HA pa3pelIeHus 3a
ynoTtpeba, Je4eOHU 3aBEACHUs, YYKIACCTPAaHHU OpPraHU, CKCIEPTHU CHBETH IO MEIUIIMHCKU
CHEIUATHOCTH WUIU OTACITHU METUIIMHCKH JEWHOCTH, MEAUIIMHCKU CIEUHATUCTU U JIPYTH, C
OTJIeJl MPEOJOJISIBAHE TPU BBH3MOXKHOCT Ha MPEYKUTE 3a OCUTYypSABAaHE Ha JICUCHHUETO Ha
nanueHTa.

7. Ipunoxxenue Ne 1 kbM uiL. 5, an. 1 ce u3MeHs Taka:

»lIpunoxenue Ne 1 kpm ui. 5, an. 1

(neuebHo 3a6edenue, aopec)
I[TPOTOKOJI

3a MpeAnucBaHe Ha Hepa3pellleH 3a ynoTpeda JIeKapCTBEH MPOAYKT/IEKapCTBEH MPOIYKT OT
CIMCBKA I10 41, 2664, an. 2 3JIIIXM

1. I/IMC, pe3nume, CI)aMI/IJ'II/IH U IJIBKHOCT Ha JICKApUTE, NPCAIIUCBAIIN JICKAPCTBCHUA ITIPOAYKT:

2. Nwme, npe3ume, paMuiinst U JUTbKHOCT Ha (papMalleBTa U I0pUCTa, KOUTO B3eMaT yyacTHe B
paboTara Ha KOMHCHUSATA!

Q) PAPMATIEBT .. .eveentteete et et e et eeeeaeeeaeeaneeeaeanneenns

) B 0) ) (o N N

3. JlaHHM Ha MaInyeHTa;:

(6v3pacm, mouen aopec, mene)oH 3a 8pv3Ka)
4. KpaTka aHaMHE3a U CTATYC: «.euuvenrenneennennennne.



TR 7 1 (0 c 7

7. IlpeanucBaHeTo Ha JIEKapCTBEHUS IIPOLYKT
CE HAMATA TTOPAMIML «..enuenentene ettt eaenttenteeee et eaeeneeaeaeneenens

8. TIPEIIHICBA C: .ttt et e et e e e e eaee e
(MedHcOyHapoOHO HenamenmHo HAUMEHOBAHUE HA AKMUBHOMO 6eujecmeo, leKapcmeena gopma,
mepanesmuder pexicum)
(MbP206CKO HAUMEHOBAHUE HA eKapCMEeHUusl NpOOYKM, U0 HA JeKapcmeeHama ¢opma u
KOJIU4ecmeo Ha aKmueHOmMo 8eujecmeo 6 00306a eOUHUYA, KOIUYEeCmE0 6 eOHA ONAKOBKa)

9. Heo0X0IMMO KOTMUYECTBO: «...veueneereneneananenaannen.
(bpoti onakosku ¢ yugpu u oymu)
10. JIune, KoeTo 111e N3BbPIIN JOCTaBKaTa Ha JIEKAPCTBEHUS IPOIAYKT:

(ume, adpec, menedon)
3abenexcku:
1. KoraTo mpoTOKOJIBT Ce U3/1aBa 3a MOBEYE OT CJIMH MalueHT, HHpopMalusaTa mo T. 3 — 9 ce
MOTTBJIBA 32 BCEKH MAIUEHT IMOOT/ISITHO.
2. [Tpu nomresiBaneTo Ha HHGOpMarmaTa 1o T. 8 — 10 3abDKUTEIHO yuacTBa (hapMarieBT.
Komucus:

(noonuc)
PP
(noonuc)
PPN
(noonuc)
A
(noonuc)
PPN
(noonuc)
VIBBPKIABAM: . ..evetnntteeentteeetteeeeeeeeeeaeeeenaeenns
(mpume umeHa Ha pbKOBOOUMeENs HA 1eYyeOHOMO 3a8edeHue)

) B 16100 (I

TIeUaT: .o e,

OTIIYCHATO KOHUECTBO: .+ uuuuveeennteeennneeennnneeennneeennnnes

OTITYCHAIL: ..ttt e e e e e et e e e
(ume, hamunus, OnvIHCHOCH)

TIOMIIHC: . et e,
TIOTYUMIL: .o e,
(ume, pamunus, oannu, 1.K. No)



) B (6100 (I
D - ;P
8. [Ipunoxenue Ne 2 kbM uJl. 6, al. 1 ce u3mMeHs Taka:
nlIpunoxenue Ne 2 kbpM ui. 6, ai. 1

(neuebHo 3aeedenue, aopec)
ITPOTOKOJI
3a OCUTYpsIBaHE Ha HEpa3peIlIcH 3a ynoTpeda JIeKapCTBEH MPOYKT/IEKAPCTBEH MPOAYKT OT
CIuchKa 1o wi. 266a, ain. 2 3JIIIXM, koiTo n1a Ob/1e Ha pa3MoI0KEHUE B JIEYCOHOTO
3aBeJIeHHEe IPH HEOOXOIMMOCT OT MpHJIaraHe Ha KOHKPETeH/HU MalueHT/n

1. Nme, npe3ume, haMuiust U JUTbKHOCT Ha JIEKapUTe, MPEINUCBAIIN JIEKaPCTBEHUSI IPOIYKT:

2. Nme, npe3ume, paMuiust U JTHKHOCT Ha (hapMarieBTa U I0pHUCTa, KOUTO B3EMAT y4acTHE B
paboTtaTa Ha KOMUCHSITA!

Q) PAPMAIICBT . .uvtentteete et et e eteeeteeaaeeaneeaneeeneanneenns

(3) ) ) (o N P

3. O00ocHOBKa Ha HEOOXOAUMOCTTA OT IOCTABKA HA ChOTBETHHS JICKAPCTBEH MPOIYKT,
KOJIMYEeCTBaTa U MEPHOJIa, 32 KOUTO Ce OTHACHT, ¢ OrJie Mpoduia Ha JeueOHOTO 3aBe/ICHUE:

4. VI31on3BaHu alNTePHATUBH JOCETA: ...............

5. [lpennucBaHeTo Ha JIEKAPCTBEHUS MPOTYKT
(SR PN £ w1 (0] 0121 1

6. [TPEIITHCBA €O ...vvti et et
(MeACOYHAPOOHO HenamenmHo HAUMEHOBAHUe HA AKMUBHOMO 8eWecmso, 1eKapcmeeHa opma,
mepanesmuien pexcum)

(MbP2oBCKO HAUMEHOBAHUE HA JeKapCMEeHUsi NPOOYKM, U0 HA JeKkapcmeenama gopma u
KOIU4eCcmeo Ha aKMUeHOMO 8eujecmeo 6 003064 eOUHUYd, KOIUYECmE0 6 eOHA ONAKOBKA)

7. Heo6X01MMO KOJIMYECTBO 32 epuoJia:

(bpotl onakosxu ¢ yugpu u oymu)

8. JIuiie, KOETo 1€ U3BBPIIN JOCTaBKaTa

HAa JIEKAPCTBEHUS TPOAYKT: ..ouvenrennennennennnnne.
(ume, adpec, meneghon)

3abenescku:

1. IIpu nonbyiBaHeTo Ha HH(GOpMaLKATA 1O T. 6 — 8 33 ABIKUTENHO ydyacTBa (hapMalleBT.

2. Koraro nexkapcTBEHUAT NIPOAYKT € IPUJIOKEH TIPU IIOBEYE OT €AUH MALUEHT, JaHHUTE Ha
MaUeHTUTe U HHPOpMaIUATa 3a MPUIOKEHOTO NMPHU BCEKU OT TAX KOJIUYECTBO CE MOCOYBAT
MIOOTAEIHO.

Komucus:



(noonuc)
e
(noonuc)
P
(noonuc)
A
(noonuc)
Ot
(noonuc)
VIBBPKIABAM: . .vvvnnteeetteeenteeeaeeerineeeenaeeenneeenns
(mpume umeHna Ha pvKOBOOUmMEA HA 1e4eOHOmMO 3a6edeHue)
) B (6100 (I
TIeUaT: .o e,

Nwme u pamunus Ha maneHTa/ure, mpu KOMTO/UTO € IPUIIOKEH JIEKAPCTBEHUST MPOAYKT:

OTIYCHATO KOJMUECTBO: - . euveeneanteaneeneenneaneannenneannnn

OTITYCHAIL: .ttt ettt e e e e et et e e e eeeenrenes
(ume, hamunus, OnvIUCHOCH)

Mommuce: .......oooviiiiiiiiin. “

Munuctsp: Kupuia Ananuen



