HAPEJIBA Ne 10 OT 2009 I'. 3A YCJIOBUSITA, PEJIA,
MEXAHU3MA U KPUTEPUUTE 3A 3AILUIAIIAHE OT
HALIMOHAJIHATA 3PABHOOCUT'YPUTEJIHA KACA HA
JEKAPCTBEHU NPOJIYKTHU, MEJUIIUHCKH U3IEJIUS U
HA TUETUYHM XPAHU 3A CIIEIITUAJTTHA MEJIALIMHCKHA
IIEJIA U HA TIOMOIIHUA CPEJICTBA, IPUCHIOCOBJIEHUS,
CHOPHKEHUSA U MEJJUIIAHCKUN U3JAEJIUS 3A XOPATA C
YBPEXJIAHMS, TOTOBAPSIHE HA OTCTBIKHU U
Bb3CTAHOBSIBAHE HA NPEBULIEHUTE CPEJICTBA IIPU
MPUJIATAHE HA MEXAHU3BM, TAPAHTHUPALLL
NPEJABUJIMMOCT U YCTOMYUBOCT HA BIOTKETA HA
H30K (3AIJI. U3M. - JIB, BP. 67 OT 2011 I'., U3M. 1 JOILI. -
JIB, BP. 48 OT 2014 I'., 1OIL. - JIB, BP. 62 OT 2015 I'., B CWJIA
OT 14.08.2015 I'., U3M. - IB, BP. 17 OT 2019 I'., U3M. - 1B, BP.
19 OT 2020 I., AOIL. - JIB, BP. 49 OT 2022 T., B CWJIA OT
01.07.2022 T.)

H30a0ena om munucmovpa Ha 30paseonazéaremo

Ob6wn. JIB. 6p.24 om 31 mapm 2009e2., usm. /[B. 6p.34 om 8 mau 2009e., uzm.
HB. 6p.38 om 22 mau 2009e., usm. /[AB. 6p.40 om 29 mau 2009e., usm. /[B. 6p.9 om 2
gespyapu 2010z., uzm. [{B. 6p.67 om 30 aseycm 201 12., usm. u oon. /[B. 6p.49 om 29 onu
20122., usm. u oon. /[B. 6p.48 om 10 ronu 2014e., uzm. u oon. /IB. 6p.30 om 24 anpun
20152., uzm. u oon. /B. 6p.62 om 14 ascycm 2015e., usm. u don. /[IB. 6p.44 om 10 1onu
2016e., uzm. u oon. /B. 6p.89 om 7 noemepu 20172., usm. u oon. /IB. 6p.95 om 16 noemspu
20182., usm. u oon. /[B. 6p.17 om 26 ¢hespyapu 20192., usm. u don. /[B. 6p.47 om 14 onu
2019z., uszm. u oon. /{B. 6p.19 om 6 mapm 2020e2., uzm. /{B. op.104 om 8 oexemepu 2020e2.,
oon. /[B. 6p.106 om 15 oexemepu 20202., usm. u oon. /[B. 6p.73 om 3 cenmemspu 20212.,
usm. [B. 6p.109 om 21 oexemspu 202 12., usm. u oon. /[B. 6p.26 om 1 anpun 20222., usm.
u oon. /[B. 6p.49 om 30 ronu 20222.

I'naBa nmbpBa.
ObIIA MOJIOKEHUASA

Un. 1. (U3m. - [IB, 6p. 48 ot 2014 1., u3m. - IB, 6p. 17 ot 2019 r.) C Ta3u
Hapea0a ce ompeIesT:

1. ycroBusATa, peIbT, MEXaHU3MUTE U KpUTEPUUTE, IO Kouto Hammonannara
3npaBHoocuryputenna kaca (H30K) 3arurama nekapcTBeHH MPOAYKTH 1O Wi, 262, ai. 6,
T. 1 or 3akoHa 3a JeKapCTBEHUTE NPOAYKTH B XyMmaHHata MeauuuHa (3JIIIXM),
MpeIHa3HAYEHU 32 JJOMAIITHO JICUCHHUE;

2. yCIOBUSTA, PEIbT, MEXaHU3MHUTE U KpuTepuute, 1o kouto H30K 3amnama
W3BBH CTOMHOCTTA HAa OKA3BAHUTE MEIUIIMHCKH YCIYTH JICKAPCTBEHU MPOAYKTH IO Y.
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262, an. 6, 1. 2 3JIIIXM, BKIIIOYEHHU B MakeTa 1o wi. 45, ain. 2 ot 3akoHa 3a 3/]paBHOTO
ocurypsiane (330) u NPUIOKUMHE TP JICYCHUETO HA 3JI0KAUYECTBEHUTE 3a00/sIBAHUS B
OOJMHMYHATA MEOUIIMHCKA IIOMOLI, KaKTO U  JIEKAPCTBEHHM NPOAYKTH  MpHU
’KMBOTO3acTpallaBaliy KPbBOU3JIMBY U CIICIIHU ONEPATUBHU U MHBA3UBHU UHTEPBEHIIUU
[IPU MMalUEHTH C BPOJIEHU KOAryJonaTuu;

3. ycioBusiTa, peAbT, MEXaHU3MUTE U Kputepuure, o kouto H30K 3aruiama
JIEKapCTBEHW MPOAYKTH 3a 3APABHUTE ACHHOCTH MO 4. 82, ai. 2, T. 3 oT 3akoHa 3a
3apaseto (33);

4. ycioBusiTa, pebT, MEXaHU3MHUTE U Kputepunte, no kouto H30K 3amnama
MeaunuHCKH usnenus (M), mpenHasHaueHW 3a JOMAIIHO JICYCHHE Ha 3a00JIsIBaHUSA,
onpezaeneHu cvriacHo 330;

5. ycnoBusiTa, peAbT, MEXaHU3MUTE U Kputepuure, o kouto H30K 3amnama
BHCOKOCTICIMATTU3UPAHU anapaTu/ypeau 3a MHAUBHIyallHa yroTpeda mo ui. 82, an. 3 33;

6. ycioBusATa U peAbT 3a 3aIlJalllaHe U 3@ CKJIIOYBAHE HA WHIAUBUAYAIHU
JIOTOBOPHU C MPOU3BOJUTENN WM C THPrOBLU Ha €ApO C MEAMIMHCKU HW3EIHS/TEXHU
YI'BJIHOMOIIIEHU MPEACTaBUTENN 3a JIOCTaBKa W 3arulanjane Ha MU, npunaranu B
OOJTHMYHATA MEIUIIMHCKA TOMOIII;

7. ycinoBusiTa, peAbT, MEXaHU3MUTE U Kputepuure, o kouto H30K 3amuiama
TUETHUYHU XpaHu 3a crenuannu memuiuHcku nenu (AXCMLI), npeanasHaueHu 3a
JIOMAIITHO JICYeHHE Ha 3a00JIs1BaHMsl, ONIPEACIICHU B ClIMChKa 1o 4. 45, an. 4 330;

8. ycioBusATa W PeabT 3a MPOBEKIAHE HA 33aBJDKUTEIHO LIEHTPATU3UPAHO
JIOTOBApsIHE HAa OTCTBIIKK U BUJOBETE OTCTHIIKHU B cirydauTe mo wi. 45, an. 10 u 21 330;

9. KpUTepuuTe U PEOBT 3a PA3MpEleNsTHE Ha JIOTOBOPEHUTE OTCTHIKH 3a
JIEKAPCTBEHUTE MPOAYKTH 1Mo ui. 262, ain. 6, 1. 1 3JIHIXM wmexny H30K wu
3IpaBHOOCUTYPEHUTE JINILIA;

10. ycnoBusita, kputepuute u penpr, no kouto H3OK mnposexna
3aIBJDKUTETHO LIEHTPATM3UPAHO IOTOBAPSHE HA OTCTHIIKY 32 JIEKAPCTBEHUTE IPOYKTH 32
3paBHUTE JIEUHOCTH 110 wi. 82, an. 2, T. 3 33;

11. (u3m. u pom. - 1B, 6p. 19 ot 2020 r.) ycrnoBusTa M peIbT 3a 3aIUIaIlaHe OT
H3O0K na nekapctBenu npoaykrtu, 3a kouto H30K e gorosopuiia 3aniaiiase Bb3 OCHOBA
Ha pe3yiTaTa OT TepamnusTa 3a JIEKapCTBEHW MPOAYKTH, 3a KOUTO € OIpPEIETIECHO
mpociesiBane Ha eexTa OT TepanusiTa chryacHo wi. 259, an. 1, 1. 10 3JIIIXM, kakTo u
BB3CTAHOBSIBAHE OT TpUTEKATETUTe Ha paspelieHus 3a ymnorpeba WM TEXHU
ynbiaHoMorieHu mnpeacraButen Ha H3OK Ha 3amnarenure cpeacTBa Hpu JuUIca Ha
pe3ynTar;

12. (voBa - /IB, 6p. 19 ot 2020 r.) ycinoBusTa U peAbT 32 Bb3CTAaHOBSBAHE OT
OpUTEXKATEIUTE Ha paspelieHusTa 3a yrnoTpeda WIM TEXHU YIBIHOMOIICHH
MIPEJACTABUTENH HA TMIPEBUIIICHUTE CPEJCTBA MIPH MpHUJIaraHe Ha MEXaHU3bM, TapaHTHPAIIl
MPEeBUIUMOCT U yCTOMUMBOCT Ha Oropkera Ha H3OK;

13. (noBa - /1B, 6p. 49 o1 2022 1., B cuina ot 01.07.2022 r.) yciaoBusTa U peaAbT
3a 3amnamane or H30K Ha momouiHM cpencTBa, MPUCTIOCOONEHHS, ChOPHKEHUS U
METUIIMHCKHN u3aenus 3a xopata ¢ yBpexaanus ([ICITICMUXY), kakTo 1 3a CKIIOYBaHE
Ha MHAMBUYAJIHU JOTOBOpH 1o wi. 45, an. 16 330 c¢ nunara, ochLIECTBSABAIIM IEHHOCTH
[0 MPEIOCTaBsSIHE U PEMOHT Ha MOMOUIHHM CPEACTBA, MPUCIOCOOJIEHUS, ChOPBKEHUS U
MEIUIIMHCKHU U3ENINS 3a X0paTa C yBpeXKAaHUs, PETUCTPUPAHU KaTO ThPrOBIU U BIMCAHU
B PETHCTbpa Ha JMIATa, OCHIIECTBSBAIIM JAEHMHOCTH MO MPEIOCTaBSIHE U PEMOHT Ha
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IIOMOIILIHU CPE/ICTBA, PUCIIOCOOICHHS, ChOPBKEHHUS U MEAULIMHCKH U3/IeIHs 3a XopaTta ¢
YBPEXKIAHMUS.

Un. 2. Hapen6ara uma 3a 11el1 TapaHTHpaHe Ha:

1. npunnunure no 4i. 5 330;

2. myOIWYHOCT W TPO3PAYHOCT HA TMPOIEAYpUTe IO 3arulaliaHe Ha
JIEKApCTBEHHUTE MPOJAYKTH, METUIIMHCKUTE U3IEIHSA U TUETUYHUTE XPaHU, TOCOYCHH B HJI.
1;

3. ycioBus 3a €()EeKTUBEH KOHTPOJ IPH H3Pa3XOJBAHETO HA CPEACTBA OT
oromxera Ha H30K.

Un. 3. (U3m. - [IB, 6p. 48 ot 2014 1.) (1) (Hom. - AB, 6p. 62 oT 2015 1., B cuina
ot 14.08.2015 r., m3m. - IB, 6p. 17 ot 2019 r., u3m. - JIB, 6p. 49 ot 2022 r., B cuja oT
01.07.2022 r.) HaunonanHaTa 3ApaBHOOCUTYPUTEIHA Kaca 3aruiaiia MpoayKTUTE 1Mo 4Jl. 1,
T.1,2,4,6,7 u 13 npu cra3BaHe Ha CIETHUTE OOIIN yCIOBHS:

1. (m3m. - /IB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 1., u3m. - /IB, 6p. 49 ot
2022 r., B cuna ot 01.07.2022 r.) na ca mpeanucaHd U OTIYCHATH MPU CHa3BaHE Ha
pasnopenoute Ha 330, 3JIIIXM, 3akona 3a meauuuHckute uzaenus (3MUN), 3akona 3a
xpanute (3X), 3akoHa 3a xopara ¢ yBpexaanus (3XVY) u 1moa3akoHOBUTE HOPMATHBHU
aKTOBE M0 TAXHOTO MPUJIaraHe;

2. (mom. - 1B, 6p. 49 ot 2022 r., B cuna ot 01.07.2022 r.) 1a ca oTmycHaTH Ha
TEPUTOPUSITA HAa CTpaHaTa 3a JHIa C HENPEKbCHATHU 3/IpaBHOOCUTYPUTEIHH IIPaBa, OCBEH
B ciaydyaute o ui. 1, T. 13.

(2) (U3m. - B, 6p. 17 ot 2019 r.) Hauimonanuara 3apaBHOOCUTYpUTENHA Kaca
3arJiana NpoayKTUTe 1o wi. 1, T. 3 mpu crna3BaHe Ha CIeHUTE OO YCIOBHS:

1. na ca mpenBUACHH 3a 3paBHUTE ACHHOCTH MO Wi. 82, ai. 2, T. 3 33;

2. (m3m. - 1B, 6p. 19 o1 2020 r.) 1a ca npeAnucaHu, OTIyCHATH U MPUI0KEHU
npu crasBaHe Ha pasnopenoute Ha 330, 3JIIIXM, nox3akoHOBUTE HOPMATUBHHU aKTOBE
M0 TSXHOTO MpHUJIaraHe, KakTo U Ha ChOTBETHUTE HAIIMOHATHH, PETUOHAIHU U OOITMHCKU
3/IpaBHU MPOTpami;

3. 7da ca OTIyCHaTH Ha TEPUTOpUATA HA CTpaHaTa 3a JIHIA, MMOCOYCHH B
ChOTBETHUTE HAIIMOHAJIHH, PETMOHATHU M OOLIMHCKHU 3[paBHU IPOrpaMu U B CpOKa Ha
TAXHOTO JIEUCTBHE.

(3) (dom. - JIB, 6p. 49 ot 2022 r., B criia ot 01.07.2022 r.) 3aruiamanero Ha
nexkapcrseHure npoayktu, MU n IXCML, kakto u Ha IICIICMHUXY ce n3pbpiiBa npu
cra3BaHe Ha 3axoHa 3a Orompkera Ha H30K 3a croTBeTHATa TOaMHA.

I'naBa BTOpA.
YCJ0BUS, PEA, MEXAHU3BM U KPUTEPUU 3A 3ATIJTAHIAHE HA
JIEKAPCTBEHMU INPOAYKTH (BAI'JI. U3M. - /IB, BP. 17 OT 2019T".)

Paznea 1.
YcaoBus, pel, MEXaHU3bM U KPUTEPHH 32 3aIJIalllaHEe HA JIEKAPCTBEHU
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NPOAYKTH 32 JOMALIHO JieYeHHe Ha TepuTopusita Ha ctpanara (Hos - 1B, Op.
48 ot 2014 r., 3ara. u3m. - /IB, op. 17 ot 2019 1.)

Ui 4. (Jomn. - JIB, 6p. 48 ot 2014 1., m3m. - IB, 6p. 62 ot 2015 r., B cuia ot
14.08.2015 r.) Haumonannata 3ApaBHOOCHUTYpPHUTEIHA Kaca 3arviaiia 3a JIEKapCTBEHU
MIPOJIYKTH, BKJIFOYEHHU B TO3UTHUBHHUSA JiekapcTBeH cnuchk (I1JIC) mo wm. 262, an. 6, 1. 1
3JIIIXM u npeHa3HAYEHH 32 JOMAIITHO JICYeHUE Ha 3a00IIBaHNs, OTIPE/ICITICHHU B CIIUCHKA
no wi. 45, an. 4 330, cnex nmoiydyaBaHE HA MUCMEHO 3asBJICHUE OT MPUTEXKATEIs HA
paspelieHneTo 3a ynorpeda WM HErOB YII'BJIHOMOIIEH IPEACTABUTEN, Y€ JKeyae
CHOTBETHUSAT JIEKapCTBEH MPOAYKT Jla Cce 3aIulallia [0 pella Ha Ta3u Hapeada ChIIacHO
npuitoxenue Ne 1.

Uin. 4a. (Hos - JIB, 6p. 9 ot 2010 r., B cuna ot 02.02.2010 r., uzm. - 1B, Op.
48 ot 2014 r.(*)) (1) (Hom. - JAB, 6p. 73 ot 2021 1., B cuna ot 03.09.2021 r., usm. - IB,
op. 49 ot 2022 1., B cuna ot 01.07.2022 r.) Hantmonanuara 31paBHOOCUTYPHUTEIIHA Kaca
aHanu3upa u obobmasa kpM 31 JexkeMBpH Ha TeKyllara rojadHa uHbopManusaTa 3a
BiroueHute B [1JIC mo win. 262, an. 6, 1. 1 3JIIIXM mnpe3 cbiiara roguHa JieKapCTBEHU
MPOJYKTH C HOBO MEXAyHapoAHO HemaTeHTHO HauMeHoBaHHe (INN), koeTo He e Ouio
BKJIIOYeHO B mocoueHata uact Ha [IJIC mpe3 mpenxomnata roawHa, W 3a KOUTO
JIEKapCTBEHU MPOAYKTH ca MOJaJAeHU 3asiBiIeHUs 1o 4wi. 4 1o 30 JexeMBpHU Ha chlara
roJINHa, ¢ U3KJII0YEHUE Ha nHpOopMaIusaTa 3a JekapcTBenu npoayktu ¢ INN mo an. la.

(1a) (Hosa - JIB, 6p. 73 ot 2021 r., B cuia ot 03.09.2021 r.) Hannonanuara
3/IpaBHOOCUTYPHUTEJIHA Kaca aHaiu3upa v 0000maBa KbM 1-Bo uinu 16-0 uucio Ha
CHOTBETHHUS KalleHAapeH Mecell HHQpopMalusaTa 3a JeKapcTBeHH MNpoaykTH ¢ INN,
Bxirouero B I1JIC o ui. 262, an. 6, T. 1 3JIIIXM, 3a koeTo 70 MOMEHTA HE € 3aralania,
U € MOJa/ICHO 3asBJICHUE 10 WI. 4 HE MO-KBCHO OT 24-TO YuClO Ha npeaxoaHus uinu 10-o
YUCJIO HAa CHOTBETHHUS MECEI], KOTaTO JICKAPCTBEHUTE MPOAYKTH Ca MpEIHAa3HAYCHH 3a
JiedeHre Ha ocTpo MHGEKIno3Ho 3abomnsBane mo 4wi. 4 ot Hapenba Ne 7 ot 2015 1. 3a
KpUTEPUUTE 3a OlpeAeiisHe Ha 3a00JiIBaHUATA, 32 YHWETO JIOMAIIHO JICUYCHHE
Hammonannata 3ApaBHOOCHTYpHTENTHA Kaca 3aruialja HambIHO WJIA YacTUYHO
JIEKApCTBEHW TMPOAYKTH, MEIUIIMHCKU W3JENUS W JUEeTUYHU XpaHU 3a CIEelUaTHU
meaunuHcku nenu (B, 6p. 89 ot 2015 r.).

(2) (U3m. - IB, 6p. 73 ot 2021 r., B cuna ot 03.09.2021 r.) U3BbH cinyuaute
no an. la HanmonanuaTa 31paBHOOCUTYpUTEIHA Kaca aHAIU3Upa U 00001IaBa KbM 1-BO
Wi 16-0 4uCIO OT CHOTBETHHUS KaJleHJAAapeH Mecell MH(popMalusaTa 3a JIEKapCTBEHU
npoayktu ¢ INN, Bkimoueno B [IJIC no wi. 262, an. 6, 1. 1 3JI[IXM, 3a koeTto 3amiaia, 1
€ TOAAZCHO 3asBJIEHUE MO WI. 4 HE MO-KBCHO OT 24-TO YMCIIO Ha mpeaxoanus win 10-o
YHCJIO HA ChOTBETHUS KaJE€HAApEH MECEIL.

(3) Anunes 1 ce mpunara U 3a KOMOMHHpPAHU JIEKAPCTBEHU MPOAYKTH, MIPH
KouTo KoMOuHarusATa cpaspka INN, Bximodeno B [UJIC mo um. 262, an. 6, 1. 1 3JIIIXM,
3a koeto 10 MmoMeHnTa H30OK He e 3amnamara.

(3a) (Homa - JIB, 6p. 73 ot 2021 r., B cuna ot 03.09.2021 r.) Anunes la ce
Mpujiara v 3a KOMOMHUPAHH JICKAPCTBEHU MPOAYKTH, TIPETHA3HAYCHH 3 JICUEHUE Ha OCTPO
uHQEKIMo3Ho 3abonsBane mo 4i. 4 or Hapenba Ne 7 ot 2015 r. 3a kputepuute 3a
ompenensHe Ha 3a00nsgBaHUATA, 3a YHETO JOMAalIHO JiedeHne HanmonamHaTa
3IpaBHOOCUTYPUTETTHA Kaca 3allialia HAMbJIHO MU YAaCTUYHO JIEKAPCTBEHH IMPOIYKTH,

MN3TOYHUK: MpaBHO-MHPOPMAUMOHHK cucTemu "Crnena”



MEAMIMHCKY M3ACNUS U IUEeTUYHHU XPaHU 32 CHEUAIHA MEAUIMHCKH LIETH, PU KOUTO
koMOuHanusTa chabpka INN, BximroueHo B [IJIC no wi. 262, an. 6, 1. 1 3JIIIXM, 3a koeto
no momenta H30K He e 3aruiamana.

(4) Anunest 2 ce mpuiara U 3a KOMOMHHMpaHM JIEKAPCTBEHH MPOJYKTH, MPH
kouto H30K 3amnamia 3a Bcuuku INN, chabpkamy ce B KOMOMHAIMATA U BKIFOYCHH B
IJIC mo 4. 262, an. 6, 1. 1 3JIIIXM.

(5) (Hom. - AB, 6p. 73 ot 2021 r., B cuina ot 03.09.2021 r., usm. - /IB, 6p. 49
or 2022 r.,, B cuna ot 01.07.2022 r.) HauuonannaTta 3apaBHOOCHTYpHUTENIHA Kaca
aHanu3upa u obobmaBa kbM 31 JexkeMBpH Ha TeKyllara rojaudHa uHbopManusaTa 3a
JICKapCTBEHHUTE MPOIYKTH, 3aIUIalllaHi HAmbIHO Wik yactuaHo ot H30K, mpu xouto B
ITUIC no un. 262, an. 6, 1. 1 3JIIIXM npe3 chbliaTa roguHa € BKIOYEHO pa3lidpsBaHe Ha
TEepaneBTHYHU ToKa3zaHus u/wim 3adonsBanus (MKb-komoBe), pu ycioBue ue 3a Te3u
TEpaneBTUYHU TOKa3aHUs W/WUiu 3a00JIIBaHMS HE Ce 3aIulalla/T JpYTr/H JIeKapCTBEH/U
npoaykt/u, BkiroueHu B IIJIC mo win. 262, am. 6, T. 1 3JIIIXM, npuHamiexamya KbM
cpimoTo INN, ¢ uzkitouenue Ha nHpopmanusTa 3a JeKapCTBEHU MPOIYKTH IO all. Sa.

(5a) (Hosa - JIB, 6p. 73 ot 2021 r., B cuna ot 03.09.2021 r.) Harmonanuara
3[PaBHOOCUTYpUTEIHA Kaca aHanu3upa u o0obOmaBa kbM 1-Bo unu 16-0 umcio Ha
CHOTBETHUS KaJEHAAPEH Mecel] nHpopMalusaTa 3a JEKapCTBEHU MPOIYKTH, 32 KOUTO B
[JIC no un. 262, an. 6, . 1 3JIIIXM uMa BKIIOUEHHU pa3lIMPEHU MMOKA3aHUSA U AUArHO3U
(MKB-komoBe) 3a JiedeHHe Ha 0CTPO MH(MEKIIMO3HO 3a00sBaHe 1mo wi. 4 ot Hapenda Ne 7
ot 2015 r. 32 KpUTEpUUTE 3a ONPEENIIHE HA 3a00IBaHUATA, 32 YUETO JIOMAIIIHO JICYCHHE
Haumonannata 3apaBHOOCHTYpHTENIHa Kaca 3alvialia HambJIHO WM YaCTHYHO
JICKapCTBEHU NPOAYKTHU, MEIWLMHCKA U3JENUS W JUETUYHH XpaHU 3a CHEIHaIHU
MEIUIIMHCKY TICITH.

(56) (Homa - 1B, 6p. 49 ot 2022 r., B cuna ot 01.07.2022 r.) Hanmonanuara
3IpaBHOOCUTYPHUTENIHA Kaca aHainu3upa u 0000maBa KbM 1-Bo unu 16-0 umcio Ha
CHOTBETHUS KalleHAapeH Mecell MH(opManusaTa 3a JIeKapcTBEHUTE MPOYKTH, 3arlIallaHu
HarbIHO Wi yactuyHo oT H3OK, npu xouto B IJIC 1o un. 262, an. 6, 1. 1 3JIIIXM e
BKIIIOUEHO pa3IIMpsBaHE Ha TEpaNmeBTUYHMU TokazaHus wu/unu 3abonsBanus (MKb-
KOJIOBE), MPU YCIIOBUE Y€ 3a TE3W TEPANEBTHUYHM TMOKAa3aHUS W/WIK 3a00JsIBaHUS CE
3amama/T Apyr/u JekapcTBeH/u npoaykt/u, skmouenu B IUJIC mo wn. 262, an. 6, 1. 1
3JIITXM, npunagnexamu kpM cbiioTo INN 1 nexapcTBeHa popma.

(6) (dom. - [IB, 6p. 44 ot 2016 r., B cuna ot 10.06.2016 r.) Hantmonanuata
3IpaBHOOCUTYPHUTEIIHA Kaca aHaW3upa U 0000IMaBa Ha JBAHAIECETMECEUHU MEPUOIU
uHpopmanusara 3a INN, 3a kouto B IUJIC mo un. 262, an. 6, 1. 1 3JIIIXM uma nosuiiaBane
Ha HUBOTO Ha 3aIulalliane, ¢ u3KiIoueHue Ha napopmanusata 3a INN o an. 7.

(7) (Homa - IB, 6p. 44 ot 2016 r., B cuna ot 10.06.2016 r.) Haimonanuata
3IPaBHOOCUTYPHUTEIIHA Kaca aHaimu3upa u o0000maBa KbM 1-Bo uiaum 16-0 ymcio oT
ChOTBETHHUS KalieHAapeH Mecen uHpopmarusata 3a INN 3a neueHue Ha 3abonsiBaHe,
crazaio KbM HAKOH OT KitacoBeTe 0ostectH oT | kitac no xitac X VII Bxiarountenno mo MKb
10, kouTO 3aeMaT BOJAEIIO MSCTO (MMEPBUTE IIECT MECTa) B CTPYKTypaTa Ha CMBbPTHOCTTA
0 IPUYHMHM 32 YMUPAHUS WA B CTPYKTypaTa Ha XOCIUTaIU3UpaHaTa 3a00J1eBaeMOCT, WITH
B CTPYKTypaTa Ha MTHPBUYHO HWHBaIUAM3MpaHuTe nuna B PemybOnuka bearapus 3a
MOCJIEAHUTE TPU ToAuHH, 32 KouTo B [1JIC mo wi. 262, an. 6, T. 1 3JIIIXM uma noBuiieHo
HUBO Ha 3aIliallaHe.
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. 5. (U3m. - [IB, 6p. 67 ot 2011 r., m3m. - JIB, 6p. 49 ot 2012 r., usm. - /IB,
Op. 48 or 2014 r.) KeM 3asgBnenuero no 4i. 4 ce npujara Komnue OT BIS3JIOTO B CHJIA
pemienre Ha HarnumoHanHus cbBET NHO LEHHM U PEUMOYypCHUpaHe Ha JIEKapCTBEHHUTE
IPOAYKTH.

Y. 6. (1) IIpu nocrenBane Ha 3asBienuero no 4i. 4 H30K ce 3agbikasa:

1. na nedpmuupa H30K koj1 32 BCEKH JI€KapCTBEH MPOJIYKT;

2. (ot™. - [1B, 6p. 67 o1 2011 1.)

3. (u3m. - JIB, Op. 48 ot 2014 r.) ma gaae yka3aHus OTHOCHO peaa 3a
OpeINrcBaHe W OTIIyCKaHE Ha JIEKapCTBEHUS MPOAYKT, ChoOpa3eHH C JelcTBaiiaTta
HOpMaTHBHA ypenoa;

4. ma W3rOTBU CHOTBETHUTE EJNEKTPOHHU (HOpPMATH 32 M3IMBIHUTEINTE Ha
MEAMIIMHCKA MIOMOIII ¥ 3a JIMIaTa 1o 4. 7.

(2) (dom. - IB, 6p. 9 o1 2010 1., B cuma ot 02.02.2010 r., m3m. - JIB, 6p. 67 ot
2011 r., u3m. - JIB, Op. 49 ot 2012 1., u3m. - JIB, 6p. 48 ot 2014 r. (*)) UnpopmanmsTa mo
an. 1 OTHOCHO JIEKapCTBEHHUTE MPOAYKTH 1O 4wi. 4a, an. 1, 3, 5 u 6 ce myOnukyBa Ha
unTepHeT cTpanunata Ha H30K B cpok 10 25-0 ymcnio Ha qBaHaieceTus: Mecell.

(3) (HoBa - /IB, 6p. 67 ot 2011 1., u3m. - /IB, 6p. 48 oT 2014 r.) Hartmonanuara
3/[paBHOOCUTYpUTEIHA Kaca MyOnauKyBa KbM 13-0 wiu 27-0 4MCIO OT CHOTBETHHUSA
KaJIeHJapeH Mecell HH(POpMAaNuATa 110 aj. | OTHOCHO JIEKapCTBEHHUTE MPOTYKTH 110 1JI. 44,
an.2u4.

Ui 6a. (Hos - JIB, 6p. 9 ot 2010 r., B cuna ot 02.02.2010 r., u3m. - 1B, 6p.
67 ot 2011 1., u3m. - IB, 6p. 48 ot 2014 r.(*)) (1) (U3m. - JIB, 6p. 49 ot 2022 r., B cuna
o1 01.07.2022 r.) HarmonannaTa 3{paBHOOCUTYpHUTEINIHA Kaca 3aruialia 3a JeKapCTBEHUTE
MPOJIYKTH 10 4. 4a, ait. 1, 3 1 5, KakTo ¥ MOBUIIIEHOTO HMBO Ha 3aIljIaliaHe 1mo wi. 4a, aj.
6, cauTaHo OT 1-BO YKCIIO Ha Mecella, ClIeBalll M3TUYAHETO Ha KaJeHJapHaTa TOANHA.

(2) (M3m. u pom. - 1B, 6p. 44 ot 2016 1., B cuna ot 10.06.2016 r., u3m. - /1B,
op. 73 ot 2021 r., B cuna ot 03.09.2021 r., uam. - JIB, 6p. 49 or 2022 r., B cuna ot
01.07.2022 r.) HammmonanHata 3paBHOOCUTYPHUTEIIHA Kaca 3arijaiia 3a JISKapCTBEHUTE
npoaykTu mo ui. 4a, an. la, 2, 3a, 4, 5a, 56 u 7, cuutano ot 1-Bo wnu 16-0 yucno Ha
CHOTBETHUS KaJICHJIAPEH MECEIl, B 3aBUCUMOCT OT JlaTaTa Ha Mo/JIaBaHe Ha 3asBJICHUETO.

(3) (Homa - 1B, 6p. 73 ot 2021 r., B cumna ot 03.09.2021 r.) JlekapcTBeHuTE
NPOJYKTH 110 Wi. 4a, at. 1a, 3a 1 5a - OTHOCHO HOBUTE NOKA3aHUs U IMAarHO3H, Ce 3ariamar
or H30K 3a Bpemero Ha O0OSIBEHO H3BBHPETHO TOJOKEHUE MOpaad EMUAEMUYHO
pasnpocTpaHeHe Ha 3apa3Hu OosiecTu 1o wi. 61, an. 1 umu 3 ot 3akoHa 3a 3paBeTO WU
npu  o0sBEHAa W3BBHPENHA eMHJAeMHUYHa OOCTaHOBKA TMOpaad  EMHASMUYHO
pasnpocTpaHeHHE Ha 3apa3Ha OojecT mo wi. 61, an. 1 oT 3akoHa 3a 3apaBeTo.

Y. 66. (Hos - JIB, 6p. 9 or 2010 r., B cuna ot 02.02.2010 r.) (1) (MU3m. - [IB,
Oop. 67 ot 2011 r., w3m. - JIB, 6p. 49 ot 2012 r., usm. - JIB, 6p. 48 or 2014 r.)
JlexapcTBeHHTE IPOAYKTH CE€ BKIIOYBAT B 0000111eHaTa HHpOpMaUs 1Mo Wi. 4a B paMKHUTe
Ha ChOTBETHHS IIEPUOJI, B KOWUTO € MOAAICHO 3asBICHUETO.

(2) JlexkapcTBeHHMTE MPOAYKTH I10 MPEAXO0AHATa anuHes ce 3aruiamiatr or H30K
1o pejia Ha uJ. 6a.
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Un. 7. (1) 3a ornyckane Ha npoayktutre nmo wi. 1, . 1 H30K ckimrouBa
JIOTOBOPH C JIMLIA, MOJY4YWIn paspemienue no wi. 229, an. 2 3JIIIXM 3a TbproBusi Ha
IpeOHO C JEKapCTBEHU MPOIYKTH.

(2) B ciayuyaute, KOrato JIuIETO, MOJYYHJIO pa3pelleHre 3a ThProBUS Ha
JIpeOHO C TIEKapCTBEHH MPOAYKTH, U PHKOBOJMTEIAT Ha alTeKaTta He ChBIAIAT, IOTOBOPHT
ce chIUIacyBa M OT pPbKOBOAMTENS Ha arTeKara.

(3) (U3m. - [IB, 6p. 67 ot 2011 1., u3m. - IB, 6p. 49 ot 2012 r., u3m. - /IB, Op.
48 ot 2014 1., u3m. - JIB, 6p. 49 ot 2022 r., B cuna ot 01.07.2022 r.) JoroBopuTe 1o ai.
1 ce ckmrouBar upe3 gupekropa Ha P3OK, Ha uuaTo Teputopus € anTekara, pu yCcJIOBUs
Y 10 pell, YCTAHOBEHHU B ChOTBETCTBHE C Wi. 45, an. 17 330.

Ui 8. (U3m. - IB, 6p. 67 ot 2011 1.) (1) (U3M™. - [IB, 6p. 49 ot 2012 1., u3M. -
B, 6p. 48 ot 2014 1., nom. - /IB, 6p. 17 oT 2019 r.) Hartmonanuara 31paBHOOCUTypUTETHA
Kaca 3alulalia Ha JMpara mo wi. 7, ai. 1 cToWHOCTTa Ha JIEKapCTBEHUS INPOIYKT,
ompeneneHa cbriaacHo 4i. 55 or Hapenbarta 3a ycioBusita, mpaBujiaTta W peaa 3a
peryiaupaHe W perucTpupaHe Ha LEHUTE Ha JIEKAPCTBEHUTE IPOAYKTH, IpHUeTa ¢
[TocranoBnenue Ne 97 na Munucrepckus cset ot 2013 1. (B, 6p. 40 ot 2013 1.), KakTO
U pasnpeens cpecTBaTa, MOJyYeHHU 110 JOTOBOPH 3a NPEAOCTaBsIHE HAa OTCTBIKH IO Wil
21, an. 1, 1. 4 oT mpuUTEXKATENSI HA PA3PEIICHUETO 32 yMOTPeOa/HEroBUs YIIBIHOMOIIEH
IpeaCcTaBUTell.

(2) (U3m. - IB, Op. 48 ot 2014 1., oM. - IB, 6p. 62 ot 2015 1., B cuna ot
14.08.2015 r., HoBa - /IB, 6p. 17 ot 2019 r., o6siBeHa 3a HumoxxHa ¢ Pemenue Ne 9042 ot
08.07.2020 r. na BAC - ]IB, 6p. 104 o1 2020 r., B cuna ot 08.12.2020 1.)

(3) Hatmonannara 3paBHOOCUTYpHUTEIHA Kaca 3aIialia Ha JUara no wi. 7,
an. 1 3a OTIyCHAaTH OT TAX JIEKAPCTBEHU NPOAYKTU CIIE] MPEACTaBsIHE HA €JEKTPOHEH
OTYEeT, U3TOTBEH ChOOPa3HO eNEKTPOHHMS (hopMaT, MyOJUKYyBaH HAa UHTEPHET CTpaHHUIIaTa
Ha H30K.

(4) OrnycHaTuTe U OTYSTEHH JIGKAPCTBEHH MPOAYKTH ce 3amamar ot H30K
IIPU YCIIOBUS U 1O PeJl, OTIpEIeNIEHH B Ta3u Hapea0a U CKIFOYEHHUTE JOIOBOPH 110 Wil. 7, all.
1.

(5) (B cuna ot 01.01.2012 r., gom. - JAB, 6p. 106 ot 2020 r., B cuna ot
15.12.2020 r., uam. - JIB, 6p. 109 ot 2021 r., B cuna ot 01.01.2022 r.) Hanmonannara
3/paBHOOCUTYpUTEIIHA Kaca 3aruialia Ha Juiara no 4wi. 7, aji. 1 mo 4 aB. 3a BCAKO OTYETEHO
€JIEKTPOHHO MpPEINUCAaHUE C TMPEeANUCaH/U JIEKapCTBEH/W MPOAYKT/H, YHMETO HHBO Ha
3amnamane € 100 Ha cro.

(5a) (Hosa - IB, 6p. 26 ot 2022 r., B cuna ot 01.04.2022 r.) 3a cpoka Ha
00SIBEHO H3BBHPEIHO IOJIOKEHHE MOpaad ENUAEMHYHO Pa3IpOCTpaHEHUE Ha 3apa3Hu
6onecty mo wi. 61, an. 1 unm 3 oT 3akoHa 3a 3/paBeTO WU MpHU O0sSBEHA M3BBHpEIHA
enuJeMuyHa 0OCTaHOBKA MOpaJy €MUAEMUYHO pa3lpocTpaHEHHe Ha 3apa3Ha 0o0JiecT Mo
1. 61, an. 1 or 3akona 3a 3apaBero H30K 3amnama Ha nunara no wi. 7, an. 1 mo 10 aB.
3a BCAKO OTYETEHO €JIEKTPOHHO MpeANucaHle ¢ Mpeanucal/u JIEKapCcTBEH/U MPOAYKT/U 3a
JeyeHre Ha ocTpo MH(pEKIMOo3HO 3aboisBane 1o wi. 4 ot Hapenba Ne 7 ot 2015 1. 3a
KpUTEpUUTE 3a OIpefensHe Ha 3a00JsgBaHUATA, 3a YHUETO JIOMAIIHO JIEYEeHHE
Hanumonannata 3apaBHOOCHMTYpUTENHA Kaca 3alulallla  HAbIHO WIM YacTUYHO
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JICKApCTBCHU TIPOJYKTH, MEIWIIMHCKUA H3JEIHUS W JUCTUYHU XpaHU 3a CIICIUATHU
meauuHcku renu (B, 6p. 89 ot 2015 r.), ¢ HuBo Ha 3amnamniane 100 Ha cro.

(6) (U3m. - JIB, Op. 48 ot 2014 1., u3m. - JIB, Op. 26 ot 2022 1., B cujia oT
01.04.2022 r.) HaunonanHaTa 3[paBHOOCUTYpUTEIIHA Kaca 3aruamia CyMure 1o ai. 1, S u
5a B cpok 10 30 KajeHJapHU JHU CYMTAHO OT JiaTaTa Ha MPEJCTaBsHE Ha HEOOXOJMMHUTE
JIOKYMEHTH.

(7) (Hosa - IB, Op. 48 ot 2014 1., ot™. - JIB, 6p. 62 ot 2015 r., B cuna ot
14.08.2015 1.)

Ui. 8a. (Hos - [IB, 6p. 17 or 2019 1.) (1) (U3m. - [IB, 6p. 19 ot 2020 1.) 3a
JIEKapCTBEH MPOJIYKT, 32 KOHTO € OMpeaesieHO MpocieasBaHe Ha edeKra OT TepamusTa
cprytacHO wi. 259, an. 1, 1. 10 3JIIIXM, H3OK u nputexarensT Ha pa3peuieHUETO 3a
yInoTpeOa/HeroB yIbJIHOMOILEH IPEICTaBUTE] MOraT Ja JOTOBOPAT 3aIllalllaHe Bb3
OCHOBA Ha pe3yJyTara OT TepaInuara.

(2) (M3m. - IB, 6p. 19 ot 2020 1.) [Ipu cxiro4ueH A0roBOp 3a 3aruialiaHe Bb3
OCHOBa Ha pe3yirara OT TepamusTa 3a cpoka Ha mnpocneasBanero H3OK 3ammama
JIEKapCTBEHUSI MPOAYKT MPHU yCIOBUsTA HA 4il. 8, ail. 1 - 4.

(3) (M3m. - JIB, 6p. 19 ot 2020 r.) B morosopa mo anx. 2 ce JOTOBapsT
KOHKPETHH II0Ka3aTesd 3a MpOocleAsBaHe Ha eeKTa OT TepamnusTra B ChOTBETCTBHE C
YCIIOBUSATA U KPUTEPUUTE 3a IpOcCieasBaHe Ha edeKTa OT TepamnusTa, ONpeiesieHu OT
HarnmonanmHust ChBET 110 IIEHH U peUMOypCUpaHe Ha JIGKAPCTBEHUTE MPOTYKTH.

(4) (Hom. - JIB, O6p. 19 ot 2020 r.) JleueOHuTE 3aBEeNCHHS, B KOUTO CE
npociiensBa €peKThT OT Tepamuara ChOOPA3HO KPUTEPUUTE MO aj. 3, MPEJOCTaBsT
chOpaHaTa HHpOpMAIIUS 32 BCEKH JIEKapCTBEH MPOIYKT Ha HarmoHamHus ChbBET MO LIEHU
1 peuMOypcUpaHe Ha JICKapCTBEHUTE MPOAYKTH, KOUTO OT CBOsI CTpaHa s 00paboTBa BHB
BUJ, MOAXOJAI] 3a aHAIMW3, U Ha BCEKW ImIeCT Mecena s mpenoctas Ha H3OK, mpu
YCJIOBHSITA U TI0 peia Ha Hapeabara mo wi. 261a, an. 5 3JIIIXM.

(5) (U3m. - IB, 6p. 19 ot 2020 r.) Komucusra 3a u3BbpIIBaHE HAa EKCIIEPTH3U
mo wi. 78, T. 2 330 B uenrpanHoro ynpasieHue Ha H3OK wu3BwpmBa ananus Ha
nonyueHata uH@opmanus mo an. 4 3a ueiauTte Ha ePEeKTUBHOTO U IIeNechoOpa3HO
pa3xo/iBaHe Ha MMYOJMYHH CPE/ICTBA U CHIVIACHO MOKA3aTeNUTE, YTOBOPEHHU B 1I0IOBOPA IO
an. 2. B ananu3a ce mocouBa OposIT Ha MAIMEHTUTE, IPU KOUTO € HAJUIlE JIMICa Ha
pe3ynTar oT TepanusiTa CbC ChOTBETHHUS JIEKAPCTBEH MPOAYKT IIpe3 NepHUoaa, 3a KOUTo ce
OTHacs MH(OPMAaIUATA, ChIVIACHO MMOKa3aTeNIuTe, YTOBOPEHHU B JOTOBOpA M0 ail. 2.

(6) (U3m. - IB, 6p. 19 ot 2020 r.) Bb3 ocHOBa Ha ananu3za mo ai. 5 H30K
W3TOTBS M TPEJIOCTaBs Ha MPUTEKATENS Ha pa3pelIeHrneTo 3a ynoTpeda Ha JIeKapCTBEHUs
IIPOJIYKT WJIM HErOB YITBJIHOMOILIEH IpEACTaBUTEN crpaBka 3a 3armuiareHure or H30K
CpEeICTBA 3a JIEKAPCTBEHUS MPOAYKT MPe3 OTHOCUMHUS MEPHO/] 3a MAIUEHTUTE, PU KOUTO
€ HaJIMLIE JIUTICA Ha Pe3yJITaT OT TePaINuATa, KOsITO ChIbpiKa:

1. nanHu 3a Opos MAIMEHTH, IPU KOUTO € YCTAHOBEHA JIUIICA HA PE3YNTaT OT
JICYEHUETO CHITIACHO MOKA3aTEeINTe, yTOBOPEHH B IOTOBOPUTE 11O all. 2;

2. mepuoja, 3a KOWTO € yCTAaHOBEHO, 4Ye € Ouja HaluIlle JUIca Ha pe3ylTaT, u
CBOTBETHUS OpOM OMAKOBKH OT JICKAPCTBEHUS MPOIYKT, 3araTteHn oT H30K 3a mepuona,
3a KOWTO ce OTHACS CIIpaBKaTa.

(7) (HoBa - B, 6p. 19 or 2020 r.) Ilo wckane Ha TpHUTEXKATENIs Ha
pa3pemienuero 3a ymotrpeba H3OK mnpenocraBs aHOHMMU3HpAaHU JaHHH OTHOCHO
MOKa3aTeInTe, Bb3 OCHOBA HAa KOMTO € YCTAaHOBEHA JIUIICaTa Ha pe3yaTaT OT JICYEHUETO 3a
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BCEKH OT CHOTBETHUTE MAIIMEHTH, AHHU OTHOCHO JICYEOHOTO 3aBEJICHHE, B KOETO €
npocieieH ePeKThT OT TepanusITa, KOUTO HE ChABPKAT JaHHH, Ype3 KOUTO MOXKE Ja ObJIe
UIeHTU(DUIIMPAH KOHKPETEH MaIMEHT.

(8) (Homa - IB, 6p. 19 ot 2020 r.) B 7-nmHeBeH CpoK OT MoJiydyaBaHe Ha
CIpaBKaTa 1Mo aj. 6 MpUTEXATeJSIT Ha Pa3pelICHUETO 3a ynoTpeda Ha JIEKapCTBEHUS
MPOJIYKT WJIM HETOB YITBJIHOMOIIIECH MPEACTaBUTE UMa MPaBO HA MUCMEHO Bb3pakKeHHE,
koeto H30K pasriexiaa B Cpok 10 2 JAHU W yBEAOMSABA MHUCMEHO IpUTEXKATeNIs Ha
paspenieHueTo 3a ynorpeda WM HErOBUS YI'BJIHOMOIIEH MPEACTaBUTEN 3a CBOETO
pelIcHHeE.

(9) (HoBa - IB, 6p. 19 ot 2020 r.) KoraTto He € MOCTHIINIO Bb3paKCHHE B
CpoKa Mo aj. 8§ WM KOTaTo IOCTBIUJIOTO BB3PAKEHHE € OTXBBPJICHO H3ILIO WIH
gactnyHo, H30OK wu mpurexarensT Ha pas3pelieHHeTo 3a ymnorpebda WIM HEroB
YITBTHOMOIIIEH MPECTaBUTEN MOAMKUCBAT MPOTOKOJI IO 00pasell ChIriiacHO NpuiioxeHue Ne
2. B 10-gHeBeH cpok OT MOMKUCBAHETO HA MPOTOKOJIA MPUTEKATEIAT HA pa3pELICHUETO 3a
ynotrpeba Ha JEKapCTBEHHUS TMPOAYKT WJIM HETOB YI'BIHOMOIIEH MpPeICTaBUTEIN
Bb3cTaHoBsiBa Ha H3OK 3aruarenure cpeiactsa 3a MAllMEHTUTE, MPU KOUTO € HaIHIIE
JUIICa Ha PE3YyTaT OT TepanusTa ¢ JeKapCTBEHUS MTPOIYKT.

. 9. (U3m. - [IB, 6p. 67 ot 2011 r.) (1) IIpurexarenst Ha pa3pelICHHETO 3a
ymorpeba Ha MajeH JIEKAPCTBEH IMPOAYKT HJIM HETOB YITHIHOMOIICH IPEIACTABUTEI
nucMeHo yseaomsasa H30K mpu:

1. W3KIOYBaHE HA JICKAPCTBEHHsI MPOAYKT OT I[lO3MTHBHHS JIeKapCTBEH
CITUCDHK;

2. mpoMsHAa B HHMBOTO Ha 3allialllaHe W/WJIM CTOMHOCTTAa Ha JICKAPCTBEHUS
MpoayKT, 3amnaniada ot H30K;

3. mpekpaTsBaHe/OTHEMaHe Ha pa3pelIeHHueTo 3a YIoTpeda Ha JIeKapCTBEHUS
MPOJYKT;

4. npyru 00CTOATENCTBA, CBbP3aHU C U3ITBIIHEHUETO Ha JIOTOBOPHUTE 10 Wi. 7,
an. 1.

(2) CpoksbT 32 yBenomsiBane 1o ai. 1 € 1o 5 1HuU OT:

1. (m3m. - IB, 6p. 49 ot 2012 r., u3m. - JIB, Op. 48 ot 2014 r.) B1U3aHe B cuia
Ha pelnIeHneTo Ha HanmoHaHHS CHBET MO IEHW W PeHMMOypCUpaHe Ha JICKAPCTBCHHTE
MPOJYKTH - B ciiyyauTe o ai. 1, T. 1 u 2;

2. HacTBIIBaHE Ha CHOTBETHOTO OOCTOSITEJICTBO - B CIIy4auTe 1o ai. 1, T. 3 u 4.

(3) Undopmanusta no an. 1 ce myObauKyBa Ha MHTEpPHET CTpaHUIATa Ha
H3O0K.

(4) (U3wm. - IB, 6p. 49 ot 2012 r., usm. - /IB, 6p. 48 ot 2014 r.) B cnyuaute
Ha al. 1, T. 1 u 2 mpuTexaTensar Ha pa3pelieHneTo 3a ynoTpeda Wik HEroB yIbIHOMOIIIEH
npencrasuten npeacrass B H30K 3aBepeHo xonwue Ha penieHrneTo Ha HannoHanHus cbBeT
IO [IEHU ¥ peuMOYypCcHpaHe Ha JICKaPCTBECHUTE MTPOIYKTH.

(5) Ipu u3kIIOYBaHE Ha JIEKAPCTBEHUS MPOAYKT OT [103UTHBHUS IEKapCTBEH
CIIMCHK B 3aBHCHMOCT OT JIaTaTa Ha MpEeJCTaBsIHE Ha PEHICHUETO 1o ail. 4 - go/cien 15-o0
yrcno Ha Mecena, H30K mpeycraHoBsiBa 3amiialiaHeTo Ha CHOTBETHHS JIEKapCTBEH
MPOJYKT OT 16-0 YKCII0 OT TeKYIIUs KaJIeHJapeH MECEIl MU OT 1-BO YHCJIO HA CIIEABAIIHS
KaJIeHIapeH Mecell.
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Ui 9a. (Hos - [IB, 6p. 67 ot 2011 1.) (1) [IpuTexkarensr Ha pa3pelieHUETO 3a
yrnorpeba WM HETOB YIIBIHOMOIIEH MpeactaButen Moxe na nonaae B H30K mucmeno
3asBJIEHUE ChITIacHO IpuiiokeHue No 3, ye kejlae Jla ce MpeKpaTd 3arulalllaHeTo Ha
CHOTBETHUS JICKAPCTBEH MPOAYKT IO pe/ia Ha Ta3u Hapeoa.

(2) B 3aBucumMocCT OT J1aTaTa Ha MojJaBaHe Ha 3asBJIECHUETO Mo al. 1 - no/cren
15-0 uucno na xkanengapuus mecetl, H30OK npeycranoBsiBa 3aruiaiianero Ha ChbOTBETHUS
JIEKapCTBEH MPOIYKT OT 1-BO win oT 16-0 YKMCIIO HA cieBalus KaJleHIapeH Mecell.

(3) (U3m. - IB, 6p. 49 ot 2012 r., u3m. - /IB, 6p. 48 ot 2014 r.) B cmyuaute
no ain. 1 H30OK B 5-gHEBeH Cpok OT 1MojjaBaHe Ha 3asBJICHUETO OMOBECTABA HHGOPMAIIHATA,
MOCOYCHA B 3asBJICHUETO, HA MHTEPHET CTPAaHUIATa CH U MPaBU MOTHBHPAHO MUCMEHO
npeioxkeHre 10 HanuoHanHus chbBET MO LIEHW UM peUMOypCHUpaHe Ha JIEKapCTBEHUTE
MPOIYKTH 32 U3KJIIOYBAHE Ha JieKapcTBeHus mpoaykt ot [LJIC.

Y. 96. (Hos - /IB, 6p. 62 ot 2015 ., B cuna ot 14.08.2015 r.) JIekapcTBeHHuTE
npoayktu 1o uwi. 45, an. 10 330, 3a KOUTO HE ca JOTOBOPEHHU OTCTHIIKM [0 PEa Ha Ta3u
Hapen0Oa, He ce 3artamiat ot H30K.

Ui 10. (1) (U3m. - JIB, 6p. 9 ot 2010 r., B cua ot 02.02.2010 1., uzm. - /IB,
Op. 67 or 2011 ., ot™. - /1B, 6p. 48 o1 2014 1.)

(2) (Homa - JIB, 6p. 9 ot 2010 r., B crita ot 02.02.2010 r., oT™m. - [IB, Op. 48
or 2014 r.)

(3) (ITpegumna an. 2 - 1B, 6p. 9 ot 2010 r., B cuita ot 02.02.2010 1., u3mMm. -
B, 6p. 67 ot 2011 r., u3m. - /IB, 6p. 49 ot 2012 r., ot™. - JIB, Op. 48 ot 2014 1.)

(4) (Ilpeaumna an. 3, usm. - JIB, 6p. 9 ot 2010 r., B cuna ot 02.02.2010 r.,
qor. - JIB, 0p. 67 ot 2011 r., u3m. u gomn. - JIB, 6p. 48 ot 2014 r.) [Ipu n3kinrouBane Ha
nexkapctBeH npoaykT oT [IJIC unu otnanane Ha koa no MKbD u B ciayyaunrte no 4. 9a, an.
1 u3nageHuTe penenTH ce U3MbJIHABAT OT JuaTa no wi. 7 u ce 3amnamar ot H30K B cpox
1o 15 aHu OoT naTaTa Ha BIU3aHE B CHJIAa Ha IPOMEHUTE, CJIe/l KOETO CIYKEOHO ce aHyIupaT
o pena Ha HapenOata mo wi. 221 3JITIXM.

(5) (ITpenumna an. 4, uam. - IB, 6p. 9 ot 2010 r., B cuna ot 02.02.2010 r.,
u3Mm. - JIB, Op. 48 ot 2014 r.) [Ipu macTemmim npomenn H30K yBenomsiBa U3IMbIHUTETUTE
HA MEIUIIMHCKAa TIOMOII M JUIaTa Mo Wi. 7 TpH YCIOBUS U TO eI, ONpeleieHH B
CKJIFOUYEHUTE JIOTOBOPH.

Paspeu I1.
YcioBus, pel, MEXaHU3bM U KPUTEPHH 32 3aIIalllaHe HA JIEKAPCTBEHHU
NPOAYKTH 32 3IPABHM JAeHHOCTH 10 4. 82, aJ1. 2, T. 3 oT 3aK0Ha 3a 3ApaBeTo
(Hos - /IB, 0p. 48 ot 2014 r., 3ara. u3m. - JIB, op. 17 ot 2019 1.)

Un. 10a. (Hos - JB, ©Op. 48 or 2014 r.) (1) Hamuonannara
3IpaBHOOCUTYpHUTETTHA Kaca 3alJamia 3a JEKapCTBEHU MPOAYKTH, HEOOXOIUMH 3a
W3MBJIHCHUE Ha 3JIpaBHU JICWHOCTH 110 HAIIMOHAITHH, PETHOHAHYU WJIA OOIIMHCKY 3paBHU
nporpamu 1o wi. 82, an. 2, T. 3 33 ciea noiayyaBaHe Ha 3asBJIICHHE OT MPUTEKATENS Ha
paspernieHueTo 3a ymnorpeda WM HETOB YITBIIHOMOIICH TMPEACTaBUTEN ChITIACHO

MN3TOYHUK: MpaBHO-MHPOPMAUMOHHK cucTemu "Crnena”



npuitokerne Ne 3a, de kesae ChOTBETHHAT JIGKAPCTBEH MPOAYKT Jia Ce 3arvialiia mo peaa
Ha Ta3u Hapezoa.

(2) KbM 3asBiaeHneTo 1o ai. | 3asBUTENAT MpUjara KOm1e OT BIIS3JI0 B CHJIa
pemenre Ha HarmoHaiHus ChBET 110 IIEHU U peMMOypCHpaHe Ha JISKapCTBEHUTE MPOIYKTH
3a ChOTBETHUTE JICKAPCTBEHH MPOJYKTH, TOKYMEHT, YIOCTOBEPSBAIIl IPEJICTABUTEIHATA
My BJIACT, W CIHCHK Ha MPHUTEKATCIUTE HA pa3pEIICHUEC 32 THPrOBUS HA €IPO C
JIEKapCTBEHH MPOIYKTH, KOMTO 1€ JOCTABAT JICKAPCTBEHUTE MPOAYKTH.

Ui 106. (Hos - 1B, 6p. 48 ot 2014 r.) (1) 3a Bceku JIeKapCTBEH MPOIYKT, 3a
KOMTO € nozajeHo 3asBienue 1o wi. 10a, an. 1, H30K cxiitouBa 1orosop ¢ npurexaresns
Ha pa3pellieHHeTo 3a YNnoTpeda WM HEroBHs YIBIHOMOLIEH IpEACTaBUTEN U C
MOCOUCHHUTE B 3asBICHHETO NPUTEKATENM Ha pa3pelieHHe 3a THProBUS Ha €Ipo C
JIeKapCTBEHU MIPOAYKTH, B KOITO ce MOCOUBaT:

1. nmoroBopenara mo peaa Ha Ta3uW Hapenda OTCTBIIKA OT IeHaTa Ha
JeKapCTBeHUs MPOAYKT (aKo TakaBa € JOroBopeHa) M cToiHocTTa, kosro H3O0K me
3arJiama B pe3yiTar Ha JJOTOBOpEHAaTa OTCTHIIKA 32 ChOTBETHATA KaJICHIapHA TOAMHA;

2. ycloBUSTa U PelbT 3a pa3NpOCTPaHEHUE U JIOCTABSHE HA JICKApCTBEHMS
HPOAYKT JI0 JIeUeOHUTE 3aBE/ICHHS,

3. HAUMHBT HAa OTYMTAHE HA JOCTABEHUTE KOJUYECTBA OT JIEKAPCTBEHMS
IPOJYKT;

4. npenocTaBsiHe Ha MH(OpPMAIUS MEXy CTPAHUTE;

5. ycnoBusTa u pensT 3a 3aruianiane oT H30K Ha niekapcTBEHUTE MPOIYKTH B
CBHOTBETCTBUE C Ta3u Hape0a;

6. IpyTH yCIOBUSI.

(2) dorosopuTte mo an. 1 ce CKIrOYBAT 3a CPOK JI0 €HA FOJMHA U BIU3aT B
CHJIa OT JIaTaTa Ha MOANMCBAHETO UM HIIM OT JIpYyra OIlpeieieHa OT CTPAHUTE J1aTa.

(3) Ilpu npomsiHa Ha MpUTEXATeNs/UTE HA pa3pelIeHue 3a ThProBUs Ha €1po
C JIEKapCTBEHH MPOJYKTH CE MOJMUCBA JOIIBJIHUTEIHO CIIOPa3yMEeHHE KbM JIOTOBOPA.

Uin. 108. (Hos - IB, 6p. 48 o1 2014 r.) JIekapcTBeHUTE MPOAYKTH 32 3PABHUTE
neitHocty 1o wi. 82, ain. 2, T. 3 33, 3a KOUTO ca CKJIIYeHU JoroBopH mo wi. 100, an. 1, ce
OCHUTYpSIBAT U JOCTABST J0 JICUCOHUTE 3aBEACHUS 3a U3BHHOOIHUYHA TTOMOIII, CKITFOYMIH
noroBop ¢ H30K, ceriacHo un. 209a, an. 1, 1. 5 3JIIIXM.

Un. 10r. (Hoe - JIB, 6p. 48 or 2014 r.) (1) Hamumonannara
3PaBHOOCUTYpPHUTEITHA Kaca MpeJoCTaBs Ha BCEKH IPHUTEXATe]l Ha pa3pelieHue 3a
THPTOBUS Ha €JIPO C JICKAPCTBEHU MPOAYKTH 00001IIeHa CTIpaBKa 3a IOCTaBEHUTE OT HETO,
NPWIOKEHH W OTYETECHH OT JICUeOHUTE 3aBEICHUS JICKAPCTBEHU MPOIYKTH IIpe3
npenxoaHust kaneHaapeH mecen. CrpaBkara ce MpenocTaBs B cpok 10 20-0 4ucio Ha
Mecela M ChAbpXKa: JIeYeOHUTE 3aBEACHHS 3a IMbPBUYHA M3BHHOOIHWYHA METUITUHCKA
MOMOII, HA KOWTO Ca JOCTAaBEHU JIEKAPCTBEHHWTE MPOAYKTH; JaTa Ha NIpuUlaraHe Ha
JICKapCTBCHHUTE TPOJYKTH M HOMEpP Ha aMOyJaTOPHUTE JIMCTOBE, B KOHTO € BITUCAHO
MpPHUJIaraHeTo.

(2) TlpuTexarensaT Ha pa3pelicHUE 3a THPTOBUSA Ha €IpO C JIEKAPCTBEHHU
npoayktu npencraBs Ha H30K ¢akrypa u cneuudukamus 3a 10CTaBeHUTE OT HETO U
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MIPUIIOXKEHH JIEKAPCTBEHH MTPOIYKTH MPe3 MPEAXOAHHUS KATCHIapEH MECEIl B CbOTBETCTBHE
C IIpeIoCTaBeHaTa My CIpaBKa 10 al. 1 B Cpok 110 25-0 4KCI0 HA Mecela.

(3) KM moxymeHTHTE 110 ajl. 2 ce mpuiIaraT ¥ IpUeMaTeIHO-TIPe1aBaTeIIHUTE
MIPOTOKOJI MEXK/TY JICUCOHHUTE 3aBEACHUS U MPUTESKATEITUTE HA Pa3pEIICHHE 32 ThPrOBUS
Ha eJIpo C JICKApCTBEHH MPOJIYKTH 3a JOCTABEHUTE JICKAPCTBEHU MPOAYKTH, TIPUAPYKCHH
ChC cepTU(UKAT 32 OCBOOOXKJTAaBAaHE HA CBOTBETHHUTE MAPTHIX, U3IAACH OT
M3npanuTenHara areHius Mo JiekapcTBara cbriacHo wi. 69, an. 4 3JIIIXM, unu ¢
yBeJoMIIeHHE OT M3mbiHuTENHATa areHuus IO JieKapcTBaTa, Y€ ChOTBETHATa MapTUja
MOKe Ja ObJie MycHaTa Ha Iaszapa, u37aJeHo cbhriacHo wi. 4, an. 2 ot Hapenba Ne 35 ot
2007 r. 3a ycinoBUATa, pela U M3UCKBaHUATA KbM JOKYMEHTAIMSTAa 3a W3/laBaHEe Ha
ceptudUKaT 3a 0CBOOOKJaBaHE Ha MAapTHUJIA JCKAPCTBEH MPOIAYKT OT M3mbiHuTeaHaTa
areHnus o yekapcrsara (B, 6p. 71 ot 2007 r.).

(4) HamumonanmnaTa 3ApaBHOOCHTYPUTENIHA Kaca 3alliallia MpUIIOKEHHUTE
JIEKapCTBEHU MPOAYKTH 10 all. | HA MpUTEKATENII Ha pa3pellieHrue 3a ThProBUs Ha €JIpo C
JIEKapCTBEHU MPOAYKTU B CPOK 10 30-0 4nciIo Ha Mecella, CIeBall OTYETHUS Mecell, Ipe3
KOWTO ca MPUJIOKEHH JIEKAPCTBECHUTE MPOIYKTH.

Un. 10n. (Ho - [JIB, O6p. 62 or 2015 r., B cmma ot 14.08.2015 1.)
JlexapcTBenute nponyktu no wi. 45, an. 13 330, 3a KOUTO HE ca JOTOBOPEHU OTCTBHIIKU
0 pesa Ha Ta3u Hapenoa, He ce 3amamar or H30K.

Pazgea I11.

YcaoBus, pel, MeXaHU3bM H KPUTEPHH 32 3alJIallIaHe U3BbH CTOHHOCTTA HA
OKAa3aHNTE MEIUIMHCKH YCJIYTH HA JIEKAPCTBEHH NMPOAYKTH, MPUJI0KUMH B
0OJITHMYHATA MeIMLIIMHCKA NOMOII] U BKJIIOYEHH B MAKeTa, onpeaesieH ¢
Hapeadara no 4wi. 45, aua. 2 330 (Hos - IB, 6p. 62 ot 2015 ., B cnJia ot
14.08.2015 r., 3aria. u3m. - /IB, 6p. 17 oT 2019 1.)

Uin. 10e. (Hos - [IB, 6p. 62 ot 2015 1., B cuia ot 14.08.2015 r.) (1) (U3m. -
1B, 6p. 17 ot 2019 r.) HanmonannaTa 3paBHOOCUTYpHUTEIHA Kaca 3aIulalia Mo pejia Ha
Ta3u Hapeada HM3BBH CTOMHOCTTAa HAa OKa3BaHUTE MEIWLMHCKHU YCIYI'H JEKapCTBEHU
npoaykt ot IIJIC mo wn. 262, an. 6, 1. 2 3JIIIXM, npunoxumu B OOJIHHYHATA
MEUIIMHCKA TIOMOII] U BKJIFOYEHH B MMaKeTa, OMpeIeieH ¢ HapeaoaTa o wi. 45, an. 2 330:

1. nexapcTBeHM NPOAYKTH, IPEJHA3HAYECHU 3a JICYECHHE HA 3JI0KAYECTBEHU
3a00/11BaHHUS;

2. eKapcTBEHH MPOAYKTH, TMPWIATaHW TPH KUBOTO3ACTpallaBaIIH
KPBBOM3JIMBH M CICIIHH OIEPATUBHU W WHBAa3WBHU WHTEPBEHIMH TIPU MAIMEHTH C
BPOJICHU KOAryJoNaTuH.

(2) JlekapcTBeHUTE MPOMYKTH MO ajl. 1 ce 3amamar ciief nojiydaBaHe Ha
NUCMEHO 3asBJICHHE OT MpUTEXKATeNsd Ha pa3pelieHHeTo 3a ymnoTrpeda WM HEroB
YITBJIHOMOIIIEH MPECTaBUTEI, Ye KeJla€ ChOTBETHHUSAT JIEKAPCTBEH MPOAYKT Ja Ce 3ariamia
10 peJa Ha Ta3u Hapeda chrilacHO npuioxenue Ne la.

(3) KbM 3asBrieHreTO 110 aj. 2 ce mpujiara KOIue OT BIIS3JI0OTO B CHJIA peleHUe
Ha HarnmoHanHus cbBeT MO IIeHH ¥ peuMOypcUpaHe Ha JIEKapCTBEHUTE POIYKTH.

(4) Ilpu nocrrnBane Ha 3asBienuero no ai. 2 H30K ce 3aapmkaBa:

1. na nepunupa H30K kox 3a Bceku JIeKapcTBEH NPOIYKT;
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2. na fmane yka3aHUsS OTHOCHO TIPEINMCBAHETO M OTIYCKAHETO Ha
JIEKAPCTBEHUTE MPOJYKTU CbOOPA3HO TEPANIEBTUYHUTE CXEMU 32 JICUCHUE, YCTAHOBEHU B
HallMOHAJIHUSL PAaMKOB JOTOBOp 3a MEAUUMHCKHUTE AeHHOCTH 1o 4wi. 53, an. 1 330 u
JeiicTBaIaTa HopMaTHBHA ypenoa;

3. 1a W3roTBH CHOTBETHUTE EJICKTPOHHHM (OpPMATH 3a JIMIaTa, Ha KOHUTO
3aruiania.

(5) B cpok 10 equH Mecell OT M3roTBsIHE Ha MHGOpMaNHsATa 1Mo aji. 4 chiara
ce my0iauKyBa Ha uHTEepHET cTpanuiiata Ha H30K.

(6) (U3m. - JIB, Op. 49 ot 2022 r., B cuna ot 01.07.2022 r.) Hartmonannara
3/IpaBHOOCUTYPHUTETHA Kaca aHalu3upa U o0oOmasa kbM 31 JeKeMBpH Ha ChOTBETHATA
KaJIeHJIapHa roinHa nHpopmManusaTa 3a Bkiroderute B [IJIC mo wi. 262, an. 6, T. 2 3JITIXM
mpe3 chIllaTa KaJeHIapHa TOJANHA JICKApCTBEHU MPoayKTH ¢ HOBO INN, koeTo He e Ouio
BKJIIOYeHO B mocoueHata dact Ha [IJIC mpe3 mpenxomHata roawHa, W 3a KOUTO
JIEKApCTBEHM TPOJYKTU ca MOJAJCHH 3asBlieHus 1o ai. 2 1o 30 nekeMBpH Ha Chllara
KaJIeHJapHa roiMHa. 3aIjiallaHeTo 3a Te3H JIKApCTBEHU MPOAYKTH 3a04YBa OT HAYal0TO
Ha CJie/iBallaTa KaJeH1apHa roIuHa.

(6a) (Hosa - JIB, 6p. 49 ot 2022 r., B criia ot 01.07.2022 r.) Hannonanuara
3/IpaBHOOCUTYPHUTEJIHA Kaca aHaiu3upa v 00o0maBa KpM 1-Bo unu 16-0 uucio Ha
CHOTBETHHUS KaJleHAapeH Mecell MHQopMalusaTa 3a JieKapcTBeHH NpoAayktu ¢ INN,
Bxiroyeno B I1JIC mo 4. 262, an. 6, T. 2 3JIIIXM, 3a koero 3amiaiia, ¥ € HoJaagacHo
3asBJICHHE MO aj. 2 He MO-KbCHO OT 24-TO 4uCI0 Ha npeaxoaHus wiu 10-o ducio Ha
Mecela. 3arianaHeTo 3a Te3U JEKapCTBEHU MPOIYKTH 3amouBa OT 1-Bo uucio uinu 16-o
YUCJIO Ha CHOTBETHUS KaJCHAAPCH Mecell, B 3aBUCHMOCT OT JaraTa Ha IoJaBaHE Ha
3as1BJICHUETO.

(66) (HoBa - 1B, 6p. 49 ot 2022 r., B cuna ot 01.07.2022 r.) Hartmonanuata
3/IpaBHOOCUTYPHUTEJIHA Kaca aHajau3upa M oOoOmaBa kbM 31 JekeMBpH Ha TeKyllaTa
KaJieHJapHa TOAMHA HHPOpMAIHITA 32 JEKaApCTBEHUTE MPOIYKTH, 3aIlIalllaHd HAITbIHO
nin yactuyHo ot H3OK, mpu xouto B IJIC mo wm. 262, am. 6, 1. 2 3JIIIXM mnpe3
KaJleH/JapHaTa TOIMHA € BKJIIOUEHO pa3IIMpsiBaHe HA TEPareBTUYHM TOKa3aHHs H/WIN
3a00J151BaHMsI, TIPH YCJIIOBHE Y€ 3a T€3W TEPANEeBTUYHU MOKA3aHUS U/WIIK 3a00JIIBaHUS HE
Cce 3aIaia/T Ipyr/u JeKapcTBeH/u npoaykT/u, BkitoueHu B [IJIC mo un. 262, an. 6, 1. 2
3JIITXM, npunamiexamy kbM cbiioro INN. 3amiamanero 3a HOBUTE MOKa3aHUs W/ WA
3a00ygBaHMsI HAa TE3W JIEKAPCTBEHU MPOAYKTH 3allouBa OT HAYaJIOTO Ha Clie[BaIiara
KaJIeHJIapHa TOANHa.

(6B) (Homa - IB, 6p. 49 ot 2022 r., B cuna ot 01.07.2022 r.) Hartmonannata
3IpaBHOOCUTYPHUTENIHA Kaca aHaiau3upa v 0000maBa KbM 1-Bo unu 16-0 uyucio Ha
CHOTBETHUS KalleHAapeH Mecell MH(opManusiTa 3a JIeKapcTBEHUTE MPOYKTH, 3arlIallaHu
HarrbJIHO WK yacTuyHO oT H3OK, npu kouto B IJIC mo un. 262, an. 6, 1. 2 3JIIIXM e
BKIIIOUEHO pa3lIMpsiBaHE Ha TepaneBTUYHH MOKAa3aHUs W/WH 3a00sIBAaHUS, TIPU YCIIOBUE
4ye 3a Te3W TEepamneBTUYHW TIOKa3aHWs W/WIW 3a00JsBaHUS ce€ 3arama/T Japyr/u
JeKapcTBeH/u mponaykt/u, BkimoueHn B [IJIC mo wm 262, am. 6, 1. 2 3JIIXM,
npuHaUIekKan KbpM  chiforo INN. 3ammanmaHeTo 3a HOBUTE TIIOKa3aHUS W/WIH
3a00yIBaHMsI HAa TE3U JIEKApCTBEHUW MPOAYKTHU 3amoyBa OT 1-Bo wim 16-0 4yucio Ha
CHOTBETHUS KaJICHIAPEH MeceTl.

(7) CnuchKBT ¢ JEKaApCTBEHUTE MPOIYKTH MO ajl. 1, 32 KOMTO ca MOJaJCHH
3asIBJICHUS 1O . 2, ChABPIKAIl MEXIYHAPOIHN HETTATeHTHH HAaWMEHOBAHMSI, ThPTOBCKH
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HaMMEHOBaHMS M ChOTBETHaTa nara, oT koaro H30K ru 3amnama, ce myOnmukyBa Ha
opunmannara uatepHet crpanuia na H30K.

Ui 10x. (Hos - [IB, 6p. 62 ot 2015 r., B cuma ot 14.08.2015 r.) (1) (U3m. -
B, 6p. 17 o1 2019 1., u3Mm. - [IB, 6p. 19 ot 2020 r.) Hartmonanuara 3jpaBHOOCUTypUTETHA
Kaca 3ariania JIekapCTBeHUTe MpoayKTH 1o wi. 10e, an. 1 Ha U3NBIHUTENUTE HA OOJTHUYHA
MEAMIMHCKA IOMOILl, OKa3aJIl CbOTBETHUTE MEIULIMHCKH YCIYTH.

(2) JlekapcTBeHMTE TPOAYKTH MO ajl. 1 ce 3amiam@ar B Ciy4ad, 4e ca
MpPEANUCaHU, MPUIOKEHN U OTYETEHH, KAKTO U MEIUILMHCKUTE YCIYI'HM Ca OKa3aHU U
OTYETCHHU MPH YCIOBHATA U TI0 pena, ycranoBeHu B 330, HapenOaTa mo 4. 45, an. 2 330
Y HallMOHAJIHUS PaMKOB JI0TOBOP 3a MEJULIMHCKUTE IeHOCTH 110 wi. 53, an. 1 330.

Ui 103. (Hom - IB, 6p. 62 ot 2015 1., B cruta ot 14.08.2015 r.) (1) (U3m. -
B, 6p. 17 or 2019 r.) HamwonanHara 3QpaBHOOCHTYPUTEIIHA Kaca 3arjialia Ha
U3IIBIHUTEUTE Ha OOJIHUYHA MEIUIIMHCKA IIOMOIIL 32 TPUJIOKEHH OT TAX MPU U3BBHPILBAHE
Ha MEJIMLMHCKUTE YCIYTrH JIEKApCTBEHU NpoayKTu 1o wi. 10e, an. 1 cien npeacrassiHe Ha
dakTypa wuinu enekTpoHHa ¢akTypa; crneuudukKanus 3a MNPWIOKEHHU JIEKapCTBEHU
NPOAYKTH W CHOTBETHH OTUYETH 3a JICUYCHHE C JICKAPCTBEHU TNPOIYKTH, TPUIIATAaHU B
OOJHMYHATA METUIIMHCKA ITOMOII] 10 00pa31y ChIIIACHO HAIIMOHATHUS PAMKOB JOTOBOD 32
MEIUIMHCKUTE JerHocTH mo wi. 53, an. 1 330.

(2) UznpaauTenuTe HAa OOTHUYHA METUITMTHCKA TOMOII] TPECTABSAT OTYETHUTE
JOKYMEHTH TI0 aJl. 1 ekeMeceyHO B ChOTBETHATA PallOHHA 3[JpaBHOOCUTYPUTEIHA Kaca 110
YTBBbPJEH rpaduk A0 ocMus paboTeH JIeH Ha Mecella, clieABAalll OTYETHHSI.

(3) HamumonanmHaTta 3ApaBHOOCHUTYpPUTEIHA Kaca 3arjiania exXeMEeCEUHO
JeKapcTBeHUTe MpoaykTH o wi. 10e, an. 1 ciaex mpoBepka Ha OTUETHUTE AOKYMEHTH IO
an. 1.

(4) IInamanusTa HAa U3NBIHUTENNUTE HAa OONHUYHA MEAMIIMHCKA MOMOII Ce
u3BbpiBat oT P3OK 1o 30-0 uncio Ha Mecenia, ciieBall OTYETHUS.

(5) IlpunoxxeHuTe M OTYETEHU JIEKAPCTBEHU MPOAyKTH 1o wi. 10e, an. 1 ce
3ariamar Mpy yCJIOBHS M IO e, ONpEAeTICHA B Ta3W Hapeada M CKIFOYEHUTE MEXKIY
H30K u m3nbiHuTennTe Ha OOTHHYHA MEAMIIMHCKA MOMOII JOTOBOPH Mo 4i. 59, an. 1
330.

Un. 10u. (Hos - IB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r., u3m. - 1B, Op.
17 or 2019 r.) JlekapcTtBenute mpoayktu mo wi. 45, an. 21 330, 3a xouto He ca
JIOTOBOPEHH OTCTBIIKM I10 pejia Ha Ta3u Hapenda, He ce 3armutamar ot H30K.

Y. 10k. (Hos - IB, Op. 17 ot 2019 1.) (1) (M3m™. - JIB, Op. 19 ot 2020 r.) 3a
JIEKapCTBEH MPOAYKT, 32 KOWTO € OIpeNeeHO MpocieAsBaHe Ha edekTa OT TepamusaTa
cpritacHO wi. 259, an. 1, 1. 10 3JIIIXM, H3OK u nputexarensT Ha pa3pelieHUETO 3a
yrnotpe0a/HEeroB YIBIHOMOIIEH MPEICTAaBUTEN MOTaT Jia JOTOBOPST 3allialllaHe Bb3
OCHOBA Ha pe3yJTara OT Teparnuara.

(2) (M3m. - IB, 6p. 19 ot 2020 1.) [Ipu cxaroueH A0roBop 3a 3arjaiiaHe Bb3
OCHOBAa Ha pe3yiTaTa OT TepamusTta 3a cpoka Ha mpociuensBanero H3OK 3ammamma
JIEKApCTBEHMS MPOAYKT MPHU yCIOBUsITa HA Wi. 10%k.

(3) (M3m. - JIB, 6p. 19 ot 2020 r.) B morosopa mo anx. 2 ce IOTOBapsT
KOHKPETHH TOKa3aTelln 3a MpocleasBaHe Ha eeKkTa OT TepamusiTa B ChOTBETCTBHE C
YCIIOBHSITA U KPUTEPUUTE 3a MpOCiensBaHe Ha e(eKTa OT TepamusTa, ONPEACIeHH OT
Harmonanuus cbBET M0 IEHU U peUMOypCUpaHe Ha JIEKAPCTBEHUTE MPOTYKTH.

MN3TOYHUK: MpaBHO-MHPOPMAUMOHHK cucTemu "Crnena”



(4) (Hom. - JIB, 6p. 19 ot 2020 r.) JleueOHUTE 3aBENCHUS, B KOUTO CE
npociensBa e€PeKThbT OT Tepanusara ChOOpa3HO KPUTEPUUTE MO aj. 3, MPeAoCTaBsT
chOpaHaTa uHpOpMAIIUS 32 BCEKH JIEKApCTBEH MPOIYKT Ha HanmoHnamHus chbBET MO LIEHU
U peuMOypcrpaHe Ha JICKapCTBEHUTE MPOIYKTH, KOMTO OT CBOSI CTpaHa s 00paboTBa BHB
BHJI, TIOJIXOJSII 3a aHAJIW3, U Ha BCEKU IIecT Mmeceua s npeaoctaBs Ha H3O0K, npu
YCIIOBUSATA U 110 peJia Ha HapenOaTa mo 4i. 261a, an. 5 3JIIIXM.

(5) (M3m. - JIB, 6p. 19 ot 2020 r.) KoMucusi B IEHTPAIHOTO YIPaBJICHHE Ha
H3OK u3BbpiIBa aHanm3 Ha MmojiydeHaTa nH(GOpMaIys 1o at. 4 3a enuTe Ha eeKTUBHOTO
U 11eN1Iech00pa3Ho pa3xoABaHe HA MyOJIMYHU cpenacTBa. B anammsa ce mocouBa OposT Ha
MAlKUEeHTUTE, NIPU KOUTO € HAIMIIC JIUIICA Ha PE3yaTaT OT Tepanusta CbC ChOTBETHUS
JIEKapCTBEH MPOIYKT Mpe3 Meproja, 3a KOUTO ce OTHAacA WH(OpMAaLUATA.

(6) (U3m. - JIB, 6p. 19 ot 2020 r.) B3 ocHOBa Ha ananu3a mo an. 5 H30K
M3TOTBS M MPEOCTaBs Ha MPUTEKATENs Ha pa3pelICHUETO 3a ynoTpeda Ha JIeKapCTBEHUs
IPOAYKT WU HETrOB YIBJIHOMOIIEH IpeicTaBuTeN crpaBka 3a 3amiareHute or H30K
CpEeICTBA 3a JIEKAPCTBEHUS MPOAYKT MPe3 OTHOCUMHUS MEPHO/] 3a MALUEHTUTE, PU KOUTO
€ HAJIMIIE JIUTICA HA PE3YNITAT OT TEPANHUsITa, KOSITO ChAbPIKA:

1. manHU 3a Opos MalMEeHTH, IPU KOUTO € YCTAaHOBEHA JIUIICa Ha pPe3yaTaT OT
JICYCHUETO CHIJIACHO MOKA3aTeJINTE, YTOBOPEHHU B JOTOBOPUTE T10 all. 2;

2. mepuoja, 3a KOWTO € YCTAaHOBEHO, Y€ € Ouja Halule JUIca Ha pe3ynTaT, U
CHOTBETHUS OPOI ONTAaKOBKHU OT JICKApCTBEHUS MPOAYKT, 3araTern oT H30K 3a mepuona,
3a KOWTO ce OTHACS CIpaBKaTa.

(7) (HoBa - B, O6p. 19 or 2020 r.) Ilo uckane Ha mpUTEeXKaTeNs Ha
pa3pemienuero 3a ymnotrpeba H3OK mnpenocraBs aHOHMMU3HpAaHU JaHHH OTHOCHO
MOKa3aTeJINTE, Bb3 OCHOBA HA KOMTO € YCTAaHOBEHA JIMTICaTa Ha Pe3yiTaT OT JICYCHHUETO 3a
BCEKH OT CHOTBETHUTE MAllMEHTH, JAaHHH OTHOCHO JIEYeOHOTO 3aBelleHHE, B KOETO €
npociesieH epeKThT OT TepanusiTa, KOUTO HE ChAbPIKAT JaHHH, Upe3 KOUTO MOXKE /1a Obe
UACHTU(DHUIIMPAH KOHKPETEH MaIlUeHT.

(8) (Homa - JIB, 6p. 19 ot 2020 r.) B 7-mHEeBeH Cpok OT moyiydaBaHE Ha
CIpaBKaTa Mo ajl. 6 MPUTEXKATeISIT Ha pa3pelieHueTo 3a ynorpeba Ha JIeKapCTBEHUs
MIPOJIYKT WJIM HETOB YITHIHOMOIIIEH MPEACTaBUTE] UMa MPAaBO HA MUCMEHO BB3paKEHHE,
koero H30K pasrinexnga B Cpok 10 2 JHU W YBEIOMsBAa MUCMEHO MPUTEXKATENs Ha
paspelieHueTo 3a yrnorpeda WM HETOBUS YII'BIHOMOIIEH MPEACTaBUTEN 3a CBOETO
pelieHue.

(9) (Homa - IB, 6p. 19 ot 2020 r.) Korato He € MOCTHIIUIIO BBh3paKEHUE B
CpOKa MO aj. 8§ WIM KOraTo MOCTBHIHIOTO BB3PaXKEHHE € OTXBBHPICHO H3IBUIO WIH
gyactuyHo, H3OK wu mnpurtexarenar Ha pa3spemieHHeTo 3a ynoTpeda WM HEroB
YITBITHOMOIIICH MPECTaBUTE MOAMKUCBAT MPOTOKOJI 110 00pasell ChriiacHoO MpuiioxkeHue Ne
2. B 10-gHEBeH CpOK OT MOAMUCBAHETO HA MPOTOKOJIA MPUTEKATEIAT HA Pa3pEIICHUETO 3a
ymotrpeba Ha JIEKapCTBEHHsI TMPOAYKT WJIM HETOB YII'BIHOMOIIEH IMPEICTaBUTEN
Bb3cTaHoBsiBa Ha H3OK 3amarenure cpeactBa 3a NMAalMEHTUTE, MPU KOUTO € HAJIUIIE
JUTICa Ha PE3YyATaT OT TepamnusTa ¢ JeKapCTBEHUS MTPOYKT.

I'naBa Tpera.
YCJ0OBUs, PEA, MEXAHU3BM U KPUTEPUU 3A 3AIIJIALLIAHE HA
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MEIUIIUHCKU U3JAEJIUA U JUETUYHU XPAHU 3A CIIEHUAJIHA
MEJIMIIUHCKU HEJIA BATL'JL. U3M. - IB, BP. 17 OT 2019 T".)

Pa3nen I.
YciaoBus, pel, MeXaHU3bM M KPUTEPHUH 32 3alJIalllaHe HA MeTUIIUHCKHU
usneaus (Hos - /B, 0p. 48 ot 2014 r., 3ara. u3m. - JIB, op. 17 or 2019 1.)

Un. 11. (M3wm. - JIB, 6p. 48 ot 2014 1.) (1) (U3m. - [IB, Op. 49 or 2022 1., B
cuna ot 01.07.2022 r.) Hamumonanmnara 3apaBHOOCHTYpUTEIHA Kaca 3aruiama 3a MU,
BKIIIOUEHU B crichka mo Hapen6a Ne 7 ot 2021 r. 3a ycnoBusTa u pea 3a ChCTaBsHE Ha
CHUCHK Ha MEIUIUMHCKUTE u3Aenus no wi. 30a ot 3akoHa 3a MEIMLUHCKUTE U3JIENIUS U 32
omnpeJieNsiHe Ha CTOMHOCTTA, A0 KosiTo Te ce 3amtamat (B, 6p. 20 ot 2021 r.) (Hapenba
Ne 7 ot 2021 1.), 32 KOUTO € ONpeeIeHa CTOMHOCTTA, 10 KOSITO T€ CE 3alllalaT 1Mo peaa
Ha rjaBa TpeTa, pa3zaein I ot Hapenbara.

(2) MeauuuHcKkUTe U3AENUs 10 al. 1 ciaenBa 1a OTroBapsT Ha U3MCKBAHUATA
Ha 3MMU u noa3aKkOHOBUTE HOPMATUBHU aKTOBE 10 HETOBOTO IIPUJIATraHe.

Yn. 12. (U3wm. - IIB, 6p. 48 ot 2014 r.) (1) (M3m. - B, 6p. 62 ot 2015 1., B
cuna or 14.08.2015 r.) MeauuuHCKUTE U3JENMsI, NpPUIaraHd B YCJIOBMSITa Ha
U3BHHOOJIHUYHATA MEMIIMHCKA IIOMOII, ca MpeIHa3HAUYCHH 3a 3200 IsIBaHHS, ONIPEICIICHU
B cIIMCBKa 1o 4. 45, ai. 4 330.

(2) (Hom. - IB, 6p. 95 ot 2018 1., B cruta ot 16.11.2018 r.) MeaumuHCcKuTe
U3JIeNUs], IPUJIaraHd B YCIOBHATA HA OOJTHMYHATA MEIUIIMHCKA TIOMOIII, C€ 3aramar ot
H3OK u3BbH LIeHHTE Ha ChOTBETHUTE KJIMHUYHU ITbTEKH, B U3IbIHEHNUE HA JIOTOBOPUTE
3a OKa3BaHe Ha OOJHMYHA MEIWIIMHCKA MOMOII, CKIFOYCHH MEXAY M3ITBIHUTEINTE Ha
MeIMIIMHCKA TIOMOII] U TUPEKTOpa Ha ChOTBETHATA palloHHA 3/JpaBHOOCUTYPHUTEIHA Kaca
(P30K), ¢ m3kmouenne Ha MU, kouro H30K 3amnamia Ha mponu3BOAUTENN WIH THPTOBIH
Ha eZjpo ¢ MU M TeXHU yIIbIHOMOIIEHH PECTaBUTENH, CKItounian Joropopu ¢ H30K
3a nocraBka Ha MU no pena Ha Hapenbara no wi. 11, an. 1.

Un. 13. (M3m. - B, 6p. 67 ot 2011 r., u3m. - JIB, 6p. 48 ot 2014 r.) (1)
HanuonannaTa 31paBHOOCUTYpUTENIHA Kaca B CbOTBETCTBUE C MPEABUACHUTE CPEACTBA B
Oro/pKeTa Cu 3a ChOTBETHATA KaJleH1apHa F'O/IMHA eKerogHo onpeens rpynure MU, kakto
U CTOMHOCTTA, JI0 KOSATO I'M 3aIlialla, Ipu yCciIOBUATa U 1O pela Ha Hapen6arta mo wi. 11,
an. 1.

(2) ExeronHo, cieq NpuKIIOUYBaHEe Ha Mpoleaypara o Hapeadata mo wi. 11,
an. 1 3a onmpenensiue Ha cToitHocTTa, 10 Koaro H30K 3amnama MU, npuHapiexamm KbM
enna rpyna, H3OK cbcraBs:

1. ciucek ¢ MU mo rpynu, xkouro H3OK 3amnama B ycioBusita Ha
U3BBHOOIHUYHATA METUIIMHCKA TIOMOILL, ¥ CTOMHOCTTA, 10 KoaTo H30K 3amaima 3a Besika
rpymna,

2. (mwm. - [IB, 6p. 95 ot 2018 r., B cuna ot 16.11.2018 1.) ciucvk ¢ MU mo
rpynu, kouto H3OK 3amnama B ycinoBusiTa Ha OOJHWYHATA MEJAMIIMHCKA TMOMOII, U
cToiiHoCTTa, A0 KosATo H30K 3amnama 3a Becska rpyna Ha:
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a) nedyeOHM 3aBEJICHHUS B M3IBJIHEHHWE HA JOTOBOPUTE 3a OKa3BaHE Ha
0OJIHUYHA MEUIIMHCKA TIOMOII, CKJIFOUEHU MEX/y U3ITbIHUTEIN Ha MEAUIIMHCKA TTOMOII]
u qupekTopa Ha cboTBeTHata P30OK;

0) MPOW3BOAUTENH WIIM THPTOBIU Ha eApo ¢ MU niM TeXHU YITbIHOMOIIEHU
npeacraButen, ckirourin gorosopu ¢ H30K 3a nocraBka Ha MU 1o pena Ha HapenOaTa
mo wr. 11, an. 1.

(3) (Hom. - B, 6p. 17 ot 2019 r.) Cnuchuure 1o ajn. 2 ca choOpa3eHH ¢
pe3yaTaTuTe OT MpolEeAypaTa Mo omnpeeisHe Ha cToHHOCTTa, 10 kosito H30K 3amnamia
MEJUIIMHCKUTE W3JeNus ChrilacHO Hapembarta mo wi. 11, am. 1 u ¢ wr. 30, an. 1 or
Hapenbata mo wi. 11, an. 1 u Bim3ar B cuna ot 1 siHyapu Ha cieaBaiiata KajleHaapHa
rojJvHa.

(4) (Hosa - IB, 6p. 17 ot 2019 r.) Korato criuchiiute He ObAAT ChCTaBEHU U
YTBBPJCHHU B CPOKOBETE, onpezesieHu B Hapeabata no wi. 11, an. 1, H30K 3amnama MU
OT CIIUCBIIUTE U O CTOWHOCTTA, ONpeieJieHa MPH MOoCceAHaTa PoIeaypa, HO HE MO-KbCHO
oT 31 mapt Ha TeKkyuiaTa roguHa.

(5) (Hosa - IB, 6p. 17 ot 2019 r.) Korato mo 1 ampw Ha TeKymiaTa ToanHa
HSIMa BJIE3NIM B CHJIa HOBHM CHUCHIM MO al. 2, MO W3KJIIOYEHHE, C IIe]l HEOMyCKaHe
OorpaHMYaBaHe Ha JOCThIIAa Ha 3apaBHOOCHrypeHute juma g0 MU, cnuceuure oT
nocleHaTa npoieaypa npoabpkasat aeiictsueto cu 1 H30K nmpoabmxasa aa 3ariamia
MMU or 15X, 10 CTONHOCTUTE U MPHU YCIOBUATA, ONPEACIICHU IIPU NOCJIEeAHATa IPOLEAypa.

Uin. 14. (U3m. - [IB, 6p. 48 ot 2014 1.) (1) (U3Mm. 1 mom. - IB, 6p. 17 ot 2019
r.) Harmmonannara 3npaBHoocurypurenna kaca 3amnama MU ot cnucbuure no wi. 13, an.
2, 3a KOUTO ca CKJIIOYEHHU JOTOBOPH 3a JAocTaBka Ha MU ¢ mpou3BoauTey Wik ThPrOBIH
Ha eApo ¢ MU wiu TeXHH YIIBIHOMOIIEHU MPEICTABUTENN WU Ca MOJAJACHHU MHUCMEHU
3asBnenus nmo wi. 30, an. 4 ot HapenOarta mo wi. 11, an. 1, OT MPOU3BOIUTENUTE WU
THPrOBIIUTE HA €IpO C MEAUIUHCKH UW3JeNHs W/WUIU TEXHUTE YIIBIHOMOIICHU
MIPEICTABUTEIH.

(2) Hammonannara 3apaBHOOCHTYpHUTENHa Kaca 3amnama MU mo am. 1 1o
CTOMHOCTHTE, ITIOCOYCHH B CIIMCHIMUTE IO wi. 13, an. 2.

(3) B cnyuaute Ha noroBopenu orcthiku H30K 3amnamia no Hamanenara ¢
pa3mepa Ha OTCThIIKAaTa ChOTBETHA CTOMHOCT TIO all. 2.

(4) Hanmonanuata 3paBHOOCUTYpUTETHA Kaca 3aruiamia MU mo otuereHaTa
CTOMHOCT, HO HE IIOBEYE OT CTOMHOCTTA IT0 ajl. 2 U 3.

(5) (HoBa - JIB, 6p. 17 ot 2019 1.) B cmywaure mo un. 21, an. 5 ot HapenOata
o wi. 11, anm. 1 H30K 3annania MU He mo-paHo OT mect Mecena ciiel BIM3aHe B Cujla Ha
cnuchImTe o wi. 13, an. 2.

Un. 15. (Usm. - B, ©Op. 48 or 2014 r.) (1) Hammonannara
3IpaBHOOCHUTYPHTEIIHA Kaca MpeyCTaHOBsBA 3aruiamanetro Ha MU B cnennute cimydaun:

1. npu 3anmuyaBane Ha MU oT cicbka Ha MEIUIMHCKUTE u3enus no wi. 30a
OT 3aKOoHa 32 MEUITMHCKHUTE U3/IeINS, U3BBPIIEHO 10 peia Ha Hapeaoara mo uwi. 11, an. 1;

2. mpu mojaBaHe OT Juiara no wi. 14, an. 1 Ha 3asBI€HUE CBHIVIACHO
npuioxenue Ne 30, ge xenasT 1a ce mpeKpaTH 3ariaiaHeTo Ha ChoTBETHOTO M.

MN3TOYHUK: MpaBHO-MHPOPMAUMOHHK cucTemu "Crnena”



(2) B 3asBnenuero mo an. 1, T. 2 ce mocoyBa CpOKBT, IO KOWTO Ie ObaaT
OCUTYPSIBaHU KOJIMUECTBA OT ChoTBeTHUTE MU, KOITO HE MOXKE Aa OBbAE MO-KPaThK OT TPU
Mecena.

(3) B 3aBucuMoOCT OT AaTara Ha MojjaBaHe Ha 3asiBjieHueTo no ai. 1, . 2 H30K
IIPEYCTaHOBSBA 3aIUIAIIAHETO HAa ChOTBETHOTO MU 0T 1-BO uncio Ha KaneHaapHus Mecell,
cje/Balll U3THYaHE Ha CPOKaA 110 ail. 2.

Uin. 16. (1) (U3m. - [IB, Op. 48 ot 2014 r.) 3a ornyckane Ha MU ot cniuchka
no wi. 13, an. 2, 7. 1 H30K ckirouBa 10roBopu € Jiviia, MOJYYWIA pa3pelieHue mo 4.
229, an. 2 3JIITXM 3a ThproBus Ha IpeOHO C JIEKAPCTBEHH MPOIYKTH.

(2) (Homa - JIB, 6p. 48 ot 2014 r.) Koraro nuieTo 1o an. 1 u ppKOBOAUTEIAT
Ha arfTeKaTa He ChBIIAJAT, IOTOBOPHT CE CHIVIACYBa U OT PbKOBOJUTENS HA alTeKara.

(3) (U3m. - JIB, Op. 67 ot 2011 r., npenumna an. 2, u3M. - JIB, 6p. 48 ot 2014
r., m3M. - [IB, 6p. 49 o1 2022 1., B cmta ot 01.07.2022 r.) JloroBopuTe 110 ait. 1 ce ckimroYBaT
ype3 pupektopa Ha P3OK, Ha uusTO TepuTopusi € amrekara, MpH YCIOBUS U MO pen,
YCTaHOBEHU B CbOTBETCTBUE € wil. 45, an. 17 330.

(4) (IIpemummua am. 3, usm. - JIB, op. 48 or 2014 r.) Haumonamuara
3[paBHOOCUTYpHUTEITHA Kaca 3aIulalia Ha Jumara mo ai. 1 3a ormycHatu ot X MU crien
Mpe/CTaBsiHE Ha EJeKTPOHEH OTYeT, HM3rOTBEH ChOOpa3HO eNeKTpOHHHS Qopmar,
ny0nMKyBaH Ha uHTepHeT cTpanunara Ha H30K.

(5) (IIpenumrna an. 4, u3m. - 1B, Op. 48 ot 2014 r.) OTnycHaTUTE ¥ OTYETEHU
MU ce 3amnamar ot H30K mpu ycrnoBus u 1o pex, omnpeneneHd B Ta3u Hapeada u
CKITIOYEHHUTE JOTOBOPH.

Y. 16a. (Hos - /1B, 6p. 48 ot 2014 r.) Harmonanzata 3paBHOOCUTYpUTEIIHA
kaca 3amiamia 3a MU o ut. 16, ann. 1 Ha oTycHaJIUTE I'M alITEKU B CPOKOBETE, ONPEIEIICHN
3a 3arJalnlaHe Ha JEKapCTBEHUTE MPOIYKTH 3a JOMAIIIHO JIeYeHUE ChITIaCHO IJIaBa BTOPA,
pazznen L.

Un. 166. (Hos - [JB, Op. 48 or 2014 r.) (1) Hamumonamnara
3IpaBHOOCUTYPUTEIIHA Kaca JaBa yKa3aHHs OTHOCHO PeJla 3a NMPEANHNCBAHE U OTIIYCKAHE
Ha MU ot ciincwvka o wi. 13, an. 2, T. 1.

(2) Yka3anusTa no an. 1 ce mybiaukyBat Ha UHTepHeT cTpanunara Ha H30K.

Un. 168. (Hos - IB, 6p. 48 ot 2014 1.) (1) (dom. - IB, 6p. 95 ot 2018 r., B
cuna ot 16.11.2018 r.) HamuonannaTta 31paBHOOCHTYpUTEIHa Kaca 3ariama MU ot
cnuchka mo wi. 13, an. 2, T. 2, OykBu "a" u "0" Ha neueOHHUTE 3aBEICHUS, CKIIOYMIN
noroBopu 1o wi. 20, an. 1, 1. 4 330 3a oka3BaHe Ha OOJIHMYHA MEIUIIMHCKA TTOMOII M Ha
MIPOU3BOJUTENH WM ThProBIHY Ha eApo ¢ MU unu TeXHU yIIbIHOMOILEHHU NPECTaBUTENH,
cxkimouniiu gorosopu ¢ H30K 3a nocraBka Ha MU 1o pena Ha Hapen6ata mo wi. 11, an. 1.

(2) MenuiuHCKUTE U3ENUs 0 ajl. | ce 3aruianaT npu HaJIn4due Ha CIeTHUTE
YCIJIOBHSI:

1. BJIOK€HHU ca TP U3M'bJIHEHUE Ha KIIMHUYHA ITbTE€KA ChITIACHO U3MCKBAHUATA
Ha JIMarHOCTHUYHO-JICYCOHNUTE AJITOPUTMH 3a M3ITBIHEHHE Ha CHOTBETHATA KIWHWYHA
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I'bTEKA, YCTAHOBEHU B HAllMOHAJIHUTE PAMKOBH JIOTOBOPH, MIPUIIOKUMHU MIPe3 ChOTBETHATA
roJINHA;

2. (mom. - 1B, 6p. 17 ot 2019 r.) M3'BIHEHU ca M3UCKBAHUATA, CBBP3aHU C
OKa3BaHE Ha OOJHMYHA MEIUIMHCKA TMOMOII, YCTAaHOBEHHW B HAIMOHAIHHUTE PaMKOBU
JIOTOBOPH, TPWIOKHUMH IpPEe3 ChOTBETHATa IOJIMHA, KAKTO M yKa3aHUATA MO TAXHOTO
MpujiaraHe;

3. (u3m. - JIB, Op. 95 ot 2018 1., B cuia ot 16.11.2018 1.) oT4eTeHu ca ot
neyeOHUTE 3aBE/ICHU 10 ajl. | 1Mo peaa, yCTaHOBEH B HAIIMOHAJIHUTE PAMKOBH JOTOBOPH,
MPUIOKHUMH IIPE3 ChOTBETHATA TOMHA.

(3) (dom. - [IB, 6p. 95 ot 2018 r., B cuna ot 16.11.2018 r.) Harmonanuara
3IpaBHOOCUTYpHTEINIHA Kaca 3ariania MU ot cimchka mmo wi. 13, an. 2, T. 2, 6ykBa "a" Ha
neyeOHUTE 3aBeIeHU 110 al. 1 cien npejcTaBsHe HA CIESAHUTE IbPBUYHU MEIUIIMHCKU U
(UHAHCOBO-OTYETHH IOKYMEHTH:

1. bakTypa nnm enexkTpoHHa akTypa;

2. cnenudukanus 3a BIOKEHUTE MEIULIMUHCKU HU3JENHUS MO CHhOTBETHATa
KJIIMHUYHA ITHTEKA;

3. exzeMIusAp Ha GOpPMYJISp 3a BIOKEHU MEAMIIMHCKH H3AENuUs, CTOHHOCTTA
Ha kouTo ce 3ariama oT H30K u3BbH 11eHaTa Ha KJIMHUYHATA ITbTEKa.

(4) (U3m. - JIB, Op. 95 ot 2018 r., B cuna ot 16.11.2018 r.) JleueOHuTe
3aBe/IeHUs 10 all. | IPeCTaBIT OTUETHUTE JOKYMEHTH exxeMeceuHo B P3OK no yrBepaeH
rpaduk, ompeneneH MO peAa, YCTAHOBEH B HAIMOHAJIHUTE PaMKOBU JOTOBOPH,
MPUWIOKUMHU TIPE3 ChOTBETHATA TOAMHA.

(5) ®opMarThT Ha OTYETHHTE AOKYMEHTH CE€ JIOTOBapsi B HAI[MOHATHUTE
PaMKOBH JIOTOBOPH, IPHIIOKUMU TIPE3 ChOTBETHATA TOAMHA.

(6) (Homa - IB, 6p. 30 ot 2015 r., m3m. - JIB, 6p. 95 ot 2018 r., B cuna ot
16.11.2018 r.) Koraro npu u3nbIHeHHE HA KIMHUYHATA ITBTEKA Ca BJIOKEHH €JIEMEHTH OT
MEAWIIMHCKN M3JeNus, MPHUHAJICKAIIN KbM TOBEYE OT E€QHO TpyHupaHe CHIIaCHO
criucwiute o wi. 13, an. 2, 1. 2, 6ykBu "a" u "6", H30K 3amnania cToitHOCT, KOSTO € COop
OT IICHHWTE IO €JIEeMEHTH, OTPa3eHU BHB (haKkTypaTa, HO HE MO-BHCOKA OT Hal-BHUCOKaTa
CTOMHOCT, TMOCOYE€HA B CIHCHKA 32 CHOTBETHOTO TPyNUpaHE, OT YUHTO EJIEMEHTU €
ChCTaBEHA BIIO’KEHATA CUCTEMA.

(7) (Hosa - IB, 6p. 95 ot 2018 r., B cuna ot 16.11.2018 r.) Hanimonanuara
3/IpaBHOOCUTYpUTETHA Kaca 3aruiamia MU ot cnincbka mo ui. 13, an. 2, 1. 2, 6ykBa "6" Ha
MIPOU3BOUTENH WU THPTOBIH HA epo ¢ MU nu TeXHU yITbIHOMOIICHH TTPEACTaBUTETN
no ain. | cmeq npencraBsiHe Ha CIIEIHUTE JOKYMEHTH:

1. pakTypa unu enexTpoHHa GakTypa;

2. 00o0mieHa cmpaBka 3a JOCTaBeHUTe W BiIokeHUTe MU mo choTBEeTHU
KJIIMHAYHU TTTEKH, OTYCTCHH OT JICUCOHWUTE 3aBEACHHS TPe3 MPEAXOIHHS KaJeHIapeH
Mmecel, noiaydera oT H30K B usnbiiHeHHe Ha JoroBopute 3a JoctaBka Ha MU o pena Ha
Hapenbara mo ui. 11, ai. 1;

3. cnenudukaius 3a J0CTaBeHUTE U BiIoxkeHUTe MU 1o ChOTBETHU KIMHUYHU
IBTEKH TIPEe3 TPEIXOMHUS KaJleHJAapeH Mecell, ChOTBETCTBAIlla Ha KOJMYECTBATa IIO
CIpaBKaTa Io T. 2.

Ui 16r. (Hos - JIB, 6p. 48 ot 2014 r., mom. - JIB, 6p. 95 ot 2018 r., B cmma ot
16.11.2018 r.) Haumonannara 31paBHOOCUTYpUTEIHA Kaca 3arulalia €KeMECEHYHO
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Bioxenute MU no win. 13, an. 2, 1. 2 ciaeq npoBepka Ha JOKYMEHTUTE 1O Wil. 16B, an. 3 u
ait. 7 no 30-o0 4umMciio Ha Mecela, cJieABalll OTYETHH.

Un. 17. (1) Ilpon3BoaMTensT WIM HErOB YI'BJIHOMOIIEH NPEICTABUTEN €
nbxeH na yseagomu H30K B ciyyante Ha:

1. (m3m. - /1B, 6p. 48 ot 2014 1.) mpomMsiHa HA THPTOBIUTE HA €IPO, KOUTO IIIe
noctaBaT MU no antekute/nedeOHuTe 3aBeAeHus, CKitounau gororop ¢ H30K;

la. (noBa - 1B, Op. 48 ot 2014 r.) npomsiHa B HHPOpMaLusATa 10 WiI. 5, an. 1 u
y1. 8 ot Hapeabara mo wi. 11, am. 1;

2. (mom. - JIB, Op. 48 ot 2014 r.) Apyru OOCTOSITENICTBAa, CBBP3aHHU C
OCUTypsIBaHE M 3aruiamane Ha M.

(2) YBenomiienueTo 1o ai. 1 ce u3BbpiBa B 7-JHEBEH CPOK OT HACTHIIBAHE HA
MIPOMEHUTE.

Paznea II.
YcaoBusi, pel, MEXaHU3bM U KPUTEPHUH 32 3aIJIalllaHe HA JUETHYHH XPAHU 32
cneurajHu meauuuHcku ueau (Hos - /IB, 0p. 48 ot 2014 r., 3ar. u3m. - /1B,
op. 17 oT 2019 1.)

Ui 18. (M3m. - IB, 6p. 48 ot 2014 1.) (1) (Hom. - JIB, 6p. 62 ot 2015 ., B
cuna ot 14.08.2015 r., u3m. - IB, Op. 17 o1 2019 r.) HanmonanuaTa 3jpaBHOOCUTypUTEIIHA
kaca 3arania 3a JIXCMILI no un. 1, T. 7 npenHa3HavYeHH 3a 3a00JIsIBaHU, OTIPEICIICHU B
criichbka 1o wi. 45, an. 4 330, KouTo OTrOBapsT Ha U3UCKBaHHATA HAa 3X U MMOJ3aKOHOBUTE
HOPMAaTHBHU aKTOBE 10 IPUJIATAHETO MY.

(2) Haumonanmuarta 3apaBHOOcuTypuTenHa kaca 3amamia 3a JXCMI[ mo
cnucek, onpeaeneH or Hamzopaus ceBer Ha H3OK cwrimacno un. 56, an. 2 330, 3a
€IMHHIIA BEILIECTBO WJIM ONPEICIEHa MECEYHA CTOMHOCT.

(3) Harmonanmuata 31paBHOOCUTYpUTENHA Kaca 3amania 3a JIXCMI] no ain. 2,
MIpU yCJIOBHE Y€ TE€ CE€ 3aruiamar OT OOIIECTBEHH 3PaBHOOCUTYPUTEITHU (HOHIOBE, TIPH
CHINUTE 3200 ISIBAHUS UM MHIUKAIIMU HAli-MaJIKoO B TPU OT CIIEAHUTE Abp:kKaBu: PymMbHHUS,
Yexwus, Ecronus, ['epuust, Yarapus, JIutsa, [loptyranus u Mcnanus.

Un. 19. (Hos - JIB, 6p. 67 ot 2011 r., u3m. - IB, Op. 48 ot 2014 1.) (1)
Haunonannara 3apaBHOOCUTrypuTenHa Kaca 3amiama 3a JXCMIL] cnex nonyuyaBane Ha
MMACMEHO 3asBJICHHE OT MPOW3BOJAUTENS WJIM HETOB YITBIHOMOIIEH MPEICTABHUTEIN, Y€
JKellae CHhOTBETHHUST MPOAYKT Ja Ce 3aruialia Mo peAa Ha Ta3u Hapeada ChIVIACHO
npuioxenue Ne 4.

(2) B 3asBienuero mo an. 1 ce mocouBaT THPrOBIMUTE HA €IpO, KOUTO I
noctaBaT JIXCMIL no antekute, ckimrouniu gorosop ¢ H30K.

(3) KbM 3asBneHueTO Ce nmpuiarar:

1. nexmapanus, ye cpboTBeTHaTa JIXCMII oTroBaps Ha ycinoBuero no wi. 18,
al. 2, KaTo ce MOCOYBaT KOHKPETHUTE OOIIeCTBeHU (DOHIOBE B CHOTBETHATA JbPKABA;

2. Ieknapalys 3a ChIyiacue OT ThPTrOBIUTE HA €/IpO0, IOCOYEHHU B 3asIBJIEHUETO,
3a goctaBka Ha JIXCMII;
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3. nekjapanus, 4€ ChOTBETHMST 3asBUTENI MOXKE Jla OCUTYpsIBa PETYJISIPHO
3asiBenute [IXCML] 3a nepuon He mo-Marbk OT 12 KalleH1apHu Mecela;
4. TOKYMEHT, YI0CTOBEpSIBAILl [TPE/ICTABUTEIHATA BJIACT HA 3asBUTEIIS.

Ui 19a. (Hog - /1B, 6p. 48 ot 2014 1.) (1) CiucbkbT 110 Wi 18, an. 2 chabpixka:
1. Bup/monBua Ha JIXCMII;

2. Thproecko HauMmeHoBaHue Ha JIXCMI;

3. hopma/KOINUECTBO;

4. crortHocT, 3amamana ot H30K;

5. ycToBHS 3a PEIITUCBAHE U OTIYCKAHE;

6. H30K xon.

(2) CiucwkbT ce mybauKyBa Ha MHTEpHET cTpanunara Ha H30K.

(3) CiuchbKbT MOXKE Ja ObJIe AOMBIBAH BEIHBK TOTUIITHO.

Un. 196. (Hos - /IB, Op. 48 ot 2014 r.) (1) 3a ormyckane Ha IXCMIL] H30K
CKJIIOYBA JJOTOBOPH C JIUIIA, TOJTYUIIH pa3pemienue mo wi. 229, ain. 2 3JIIIXM 3a TeproBust
Ha IpeOHO C IEKapCTBEHH MPOTYKTH.

(2) Koraro nuuero no an. 1 ¥ ppKOBOAUTENAT HA anTeKkaTa HE ChBIAJAT,
JIOTOBOPBT C€ ChITIacyBa U OT PHKOBOJUTENS HA arTeKarta.

(3) (U3m. - IB, 6p. 49 ot 2022 r., B cuta ot 01.07.2022 1.) JIoroBopuTe 110 aJ.
1 ce ckmrouBar upe3 gupekropa Ha P3OK, Ha uudTo Teputopus € anTekara, pu yCIOBUs
U 110 peJl, yCTAaHOBEHM B ChOTBETCTBUE C uil. 45, ain. 17 330.

(4) Hanmonanuata 31paBHOOCUTYpHUTETHA Kaca 3aljalla Ha JIMiara 1o ai. 1
3a ornmycHatu oT Tiax JAXCMIL cnen mpexacraBsiHe HAa €IEKTPOHEH OTYET, M3TOTBEH
cb0oOpa3Ho eNeKTPOHEH GopmMart, KoiTo ce myOsnKyBa Ha MHTepHeT cTpanuiaTa Ha H30K.

(5) Ornycunarure u oruerenu JAXCMI] ce 3ammamar ot H30K nipu ycioBust u
0 pell, ONpeAeTIeHH B Ta3u Hape10a U cboOpa3HO CKIIIOUEHHUTE JJ0TOBOPH 110 a. 1.

Un. 198. (HoB - IB, 6p. 48 ot 2014 r.) (1) [IpousBoauTensT UIU HETOB
YI'BJIHOMOIIICH MpecTaBUTEN € JbxkeH aa yBenomu H30K B cinydaute Ha:

1. mpomsiHa Ha THproBuuTE Ha €apo, kouto e apoctaBaT [IXCMI no
anTekuTte, ckimounin forosop ¢ H30K;

2. npyru o0CTOATENCTBA, CBbP3aHU C OCUTypsiBaHe U 3amamase Ha JJXCMII.

(2) YBenomsiBaneTo 1o ai. 1 ce u3BbpIIBa B 7-THEBEH CPOK OT HACTHIIBAHE Ha
IIPOMEHUTE.

(3) B cayuautre mo an. 1 B 5-mHeBeH cpok oT yBemgomsBanero H3O0K
OTIOBECTSBA HA UHTEPHET CTPAaHUIaTa CH Mo/1aJieHaTa HH(OpMAIIHsL.

Un. 19r. (Ho - JIB, 6p. 48 or 2014 r.) (1) Hamumonannara
3paBHOOCUTYpPHUTEITHA Kaca JjaBa yKa3aHHs OTHOCHO pelia 3a NMpPEANHCBaHe U OTITyCKaHe
Ha JIXCMII, 3amnamanu ot H30K.

(2) Ykazanusta no an. 1 ce myOonukyBat Ha nHTepHeT crpanuiara va H30K.
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Ui 19a. (Hos - IB, 6p. 48 ot 2014 1.) (1) IIpou3BOAMTENAT WU HETOB
YIBJIHOMOIIEH IpeAcTtaBuTen Moxe naa noaane a0 H3OK 3asBneHue cbriacHo
npunoxxenue Ne 30, ye jkesae J1a ce mpeKkpary 3arviamanero Ha cborBeTHaTa JIXCMI] o
pena Ha Ta3u Hapeznoa.

(2) B 3asBrnenmero mo ai. 1 ce mocodBa CPOKBT, 0 KOWTO Imie ObaaT
OCHTYpsIBaHU KolimdecTBa oT choTBeTHATa JIXCMII, KaTo TOi He MOXke J1a ObJIe MO-KpaThK
OT TPH Mecela.

(3) B 3aBucuMocT oT maTtata Ha mogaBaHe Ha 3asBieHuero mo aix. 1 H30K
NpeycTaHOBsIBa 3aruianianero Ha cboTBeTHaTa JXCMI] ot 1-Bo uncno Ha KajleHIapHUs
Mecell, ciie/IBalll U3THYaHe Ha CPOKa M0 ail. 2.

(4) B ciygauTe o an. 1 B 5-1HEBEH Cpok OT nojaBaHe Ha 3asBiieHneTo H30K
OTIOBECTSIBA HA MHTEPHET CTPAHMIIATA CU HH(POPMAIUATA, IOCOUCHA B 3asBJICHUETO.

I'naBa yeTBBpTA.
YCJOBUs, KPUTEPUU U PE/l 3A IOI'OBAPSAHE HA OTCTDBIIKU 3A
JIEKAPCTBEHUTE ITPOAYKTHU (HOBA - 1B, BP. 67 OT 2011 I'., 3AI'JI.
HU3M. - 1B, BP. 48 OT 2014 I'., U3M. - /IB, BP. 62 OT 2015 T'., B CUJIA OT
14.08.2015T'.)

Paspnen 1.

YciaoBusi, KpUTEPUH U pell 32 MPOBeKIaHE HA 32 IbJKUTETHO
LHEHTPAJTU3UPAHO I0TOBAPsIHE HA OTCTHIIKHU 32 JIEKAPCTBEHU MPOAYKTH,
BKJIIOYEHH MJIM 32 KOUTO € NoAaJeHo 3asiBieHue 3a BKawuBane B IIJIC no
wi. 262, an. 6, . 1 u 2 3JIIIXM (Hos - 1B, 0p. 48 ot 2014 r., 3arJ. u3m. - /IB,
op. 62 ot 2015 r., B cuaia ot 14.08.2015 r.)

Un. 20. (Hos - JIB, 6p. 67 ot 2011 r., u3m. - /IB, 6p. 62 ot 2015 r., B cuna ot
14.08.2015 r.) (1) (U3m. - IB, 6p. 89 ot 2017 1., B cmma ot 07.11.2017 r., u3m. - /1B, Op.
17 ot 2019 r.) Ha ocnoBanme un. 45, an. 10 u 21 330 H30K exeronHo mpoBexaa
3aTBJKUTEITHO [EHTPATM3UPAHO JOTOBAPSIHE HA OTCTHIIKH 3a:

1. (mom. - JIB, 6p. 17 ot 2019 r.) nexapctBenu npoayktH ot IIJIC no un. 262,
an. 6, . 1 3JIIIXM, 3a kouto crorHOCTTa, 3amiamana oT H30K, ce uzuucnsiBa upes
rpynupaHe, B KOETO HE y4yacTBaT JICKAPCTBEHU MPOAYKTH Ha APYTU MPHUTEKATENU Ha
paspenienue 3a ynorpeba, ¢ U3KJIIOUYCHUE HAa TEHEPUYHUTE JICKAPCTBEHU MPOJYKTH U Ha
JIEKapCTBEHUTE NPOAYKTH 110 wi. 29 3JIIXM;

2. (m3m. - IB, 6p. 17 ot 2019 r.) nexapctBenu npoaykt ot ILJIC no ui. 262,
an. 6, t. 2 3JIIIXM, 3a kouto ctoitHOCTTa, 3amamana or H30K, ce u3uncnsaBa upes
rpynupaHe, B KOETO HE y4yacTBaT JIGKAPCTBEHU MPOAYKTH HA APYTU MPHUTEKATENNd Ha
paspernieHue 3a ynorpeda, ¢ U3KIIOUCHUE HA TCHEPUYHUTE JICKAPCTBEHU MPOJIYKTH U Ha
JexapcTBeHuTe mpoayktu mno wi. 29 3JIIIXM, BkiItoueHH ca B MakeTa, OMpeeNieH ¢
HapeaOara o ui. 45, an. 2 330, u KouTo:

a) ca mpeaHa3HAYCHHU 3a JICYCHUE Ha 37I0KaUYeCTBEHH 3200 IsIBaHUS;

0) ce mpuiararT NpU KUBOTO3ACTpAIlaBAIld KPHBOW3IMBUA U CICUTHU
OTIepaTUBHU ¥ MHBA3UBHU MHTEPBEHIIMH MPHU MAIIMEHTH C BPOJICHU KOATyIOMATHH;
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3. JeKapcTBEHM TMPOAYKTH C HOBO MEXKIYHAPOJHO HEMAaTeHTHO
HAaUMEHOBAHHE, 32 KOUTO € MOJa/ICHO 3asBJICHHE 32 BKIIFOUBAHE BBB:

a) [IJIC mo umn. 262, an. 6, 1. 1 3JI[IXM;

0) (mom. - JIB, 6p. 17 ot 2019 r.) IIJIC mo 4. 262, an. 6, T. 2 3JIIIXM, koraro
TE€3U JIEKapCTBEHH MPOAYKTH ca BKIIOYEHH B MaKeTa, rapantupas ot o6romkera Ha H30K,
npelHa3HayYeHu ca 3a JICYCHHWE Ha  3JI0KAaYeCTBEHW  3a00JsBaHUS W 3a
YKUBOTO3acTpalllaBallyl KPbBOU3IUBY U CIEIIHU ONEPAaTUBHU U MHBA3UBHU MHTEPBEHIIUU
IpH TMalMEeHTH C BPOJCHH KOAaryJjoNaTHW W MOJJIeXAaT Ha 3arlamaHe B OOJHUYHATA
MEAMIIMHCKA MIOMOII U3BbH CTOWHOCTTA HA OKA3aHUTE MEIUIIMHCKH YCIYTH.

(2) HoroBapsineTo 1o ajt. 1 ce mpoBexk/ia ¢ MPUTEKATEIUTE HA pa3pelICHUsTa
3a ynorpeba Ha CHOTBETHUTE JIEKAPCTBEHU MPOAYKTH WIU C TEXHU YIIbIHOMOIIECHU
MPEICTAaBUTEIIH.

Ui 20a. (Hos - /IB, 6p. 49 ot 2012 r., u3m. - /IB, 6p. 30 ot 2015 1., oT™. - /IB,
op. 62 or 2015 1., B cruta ot 14.08.2015 1.)

Un. 21. (Hos - JIB, 6p. 67 ot 2011 r., m3wm. - [IB, Op. 48 ot 2014 r. (*), u3m. -
B, 6p. 62 ot 2015 1., B cuiia ot 14.08.2015 1., u3m. - JIB, 6p. 89 ot 2017 1., B cujna ot
07.11.2017 r.) (1) 3a nekapctBenuTte npoayktu no wi. 20, an. 1 H30K nporosaps cnegaute
BUJIOBE OTCTBIIKU:

1. (u3m. - 1B, Op. 17 o1 2019 r.) OTCTBIIKA 32 BCUUKH JIEKAPCTBEHH MPOLYKTH
no wi. 45, an. 10 u 21 330 Ha enuH mpuTexatell Ha pa3pelieHue 3a yrnorpeda/Heron
YI'BJIHOMOIIEH HPEJICTaBUTE] WIM Ha pa3jIMyHU MPUTEXKATeId Ha pa3pelieHus 3a
ynoTpeda, KOUTO ca YI'bJIHOMOILMIN €IUH OOI MpeAcTaBUTEN, pasnpeaeseHa U3Lsio B
nosza Ha H30K non popmara Ha Bb3cTaHOBSIBaHE Ha pa3XoAu, B 0011 pa3Mep HE MO-MaTbK
or 10 Ha cro or pasxomute Ha H3OK 3a choTBETHO Tpumeceuue 3a JEKApCTBEHUTE
TIPOJTYKTH;

2. (ot™m. - [IB, 6p. 17 01 2019 1.)

3. (u3m. - JIB, Op. 17 or 2019 r.) MeAMUMHCKM YCIYrM HU3BBH MaKeTa
MEAMIMHCKA oMol 1o 4i. 45, ain. 2 330, ocurypsiBaHu 3a CMETKA Ha IIPUTEXATENs Ha
pa3pelieHneTo 3a yrnorpeda, CBbp3aHH ¢ TMarHOCTUKATa U MPOCIIESIBaHETO Ha JICUEHNUETO
Ha 3a00JsiBaHEe ChC CHOTBETHUTE JIEKAPCTBEHU IMPOAYKTH, KaTO BHJBT, CTOMHOCTTA U
U3MIBIHUTENIUTE Ha MeauuuHckure ycayru ce ompenenst or H3OK, cwrimacysano c
NPUTEXATEIIs Ha pa3pelieHneTo 3a yrnorpeoa;

4. oTCTBIIKA OT CTOMHOCTTA 3a ONAKOBKAa, M3YUCIIEHA Ha 0a3za pedepeHTHaTa
CTOMHOCT Ha ChOTBETHHS JIEKAPCTBEH MPOAYKT 110 4. 45, an. 10 330, 3aruianiad 4acTUYHO
ot H30K, kos1TO Cce pa3npezaess u3Lsuio B I10J13a Ha CbOTBETHOTO 3PABHOOCUTYPEHO JIULIE.

(1a) (Hosa - IB, 6p. 19 ot 2020 r.) 3a nekapcTBeH NpoAyKT 1o ui. 20, an. 1,
T. | wim 2, 3a KOWTO CTOWHOCTTA, 3amamniaHa ot Oromkera Ha H30K (pedepentHara
CTOMHOCT), 3a 4acT OT TepParneBTUYHUTE MYy MOKa3aHMs Ce W3YHUCIISABA Upe3 IpyNupaHe, B
KOETO y4acTBaT JIEKapCTBEHM MPOJYKTH Ha JAPYrd IpUTEXaTeld Ha pa3pelieHue 3a
ynoTpeba, a 3a OCTAaHAIUTE TePANeBTUYHM MMOKa3aHMs ce U3UYMCIsIBA Ype3 rpynupaHe, B
KOETO HE y4yacTBaT JIEKapCTBEHU MPOAYKTH Ha JIPYr'M MpUTEXKaTelud Ha pa3pelieHue 3a
ynoTpeba, 3a MOCIEAHO MOCOYCHUTE IMOKA3aHUS NPUTEkKATEISAT Ha pa3pelIeHHeTo 3a
ynotpeba/HeroB ymbJIHOMOIICH mipeactaBuTen npenoctas Ha H30K orcTenka mo an. 1,
T. 1 B TakbB pa3mep, KOWTO BOAM JI0 U3paBHSABaHE Ha pedepeHTHATa CTOMHOCT 3a BCUUYKHU
MOKa3aHU4.
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(2) 3a gnekapcTBeH MPOAYKT C HOBO MEXKAYHApOAHO HEMATEHTHO
HauMEHOBaHHeE, 3a KOWTO € MojaieHo 3asgBiienne 3a BkiatouBane B I1JIC mmo ui. 262, an. 6,
T. 1 wm 2 3JIIIXM, 3a1bDKATEITHO ¢ JOTOBapsl OTCTHIIKA OT 3asBEHATa 3a 00pa3yBaHe
neHa no wi. 8, an. 2 or HapenOara 3a ycnoBusTta, npaBuiiaTa U pelia 3a peryjaupaHe u
perucTpupaHe Ha LEHUTE Ha JIKAPCTBEHUTE MPOIYKTH ChOOPa3HO MPOTHO3HUS OIOKET
Ha H3OK 3a cporBeTHMS AOroBOpeH nepuoia. PazmMepbT Ha oTcThIKATa ce J10roBaps B
CHOTBETCTBHUE C JJOKJIAJA 33 OLEHKA Ha 3/IpaBHUTE TEXHOJOTHH, U3TOTBEH U YTBBPJCH 10
pena Ha HapeabaTa mo wi. 262, an. 4 3JIIIXM. JloroBapsiHETO Ha OTCTHIIKATa € yCJIOBHE
3a BKJIIOUBaHE Ha JiekapcTBeHUs nMpoaykT B [1JIC chrimacHo wi. 262, an. 10 3JIIIXM u He
CE CYMTa 3a IPOBEJIEHO 3aJBJDKUTEIIHO JOrOBApSHE HA OTCTBIIKM KaTo YCJIOBHE 3a
zamtamanero My oT H30K. TIponeHThT Ha OTCTBIIKaTA ce 3ama3Ba ciiell yTBbpKJaBaHe Ha
LIEHa Ha JIEKapCTBEHUs IIPOIYKT, KAKTO U IIPU HEHHA IPOMSsIHA.

(3) (U3m. - IB, 6p. 17 ot 2019 r.) OTcThnkara no an. 1, T. 1 Moxe aa 6bae
JIOTOBOpPEHA B PA3JIMYEH pa3Mep 3a pa3IuvyHU TEpareBTHUUHU MOKAa3aHUs Ha JIEKapCTBEH
MPOIYKT.

(4) IIputexaTtensaT Ha pa3pelIeHHETO 3a YNoTpeOa/HeTOBHST YITbITHOMOIICH
MPEJICTAaBUTEN pa3mpeens oOmus pa3Mep Ha KOMIEHCAIMSTA [0 CBOSI MPELIEHKA BbPXY
BCEKHU JIEKapCTBEH MPOAYKT, KOeTo € yacT oT gorosopa My ¢ H30K u He ce onoBecTsiBa
myOIMYHO.

(5) (M3m. - IB, 6p. 17 ot 2019 r.) Bceku nmputexaren Ha pa3pelieHue 3a
yrnotpe0a/HeroB yIbIHOMOIIEH MPEACTaBUTEN JOTOBaps caMo OTCTHIIKA 1Mo ai. 1, T. 1 wiun
KoMOuHaMs oT oTcThku Mo an. 1, . lu3unmnno an. 1, 1. 1,3 u 4.

(6) (Ot™m. - 1B, 6p. 17 01 2019 1)

(7) (U3m. - B, Op. 17 ot 2019 r.) 3a KOHKpETEH JIEKApCTBEH IPOIYKT,
ChIIbpKAIll aKTUBHO BEIIECTBO/BEILECTBA € J00pe YCTaHOBEHA yroTpeda B MeTUIIMHCKATa
npakThka no cmuckbia Ha 3JIIIXM, 3a KOWTO € HaauIe HEBB3MOXKHOCT 110 IPUYUHHU OT
00EKTHBEH XapakTep 3a MPeAOCTaBsHE HA OTCTHIIKA B MUHUMAJHHS pa3Mep, YCTAaHOBEH B
an. 1, 1. 1, o U3KIJIIOUEHUE U ClIe]] IPEAOCTaBIHE HAa MOTUBUPAHO MHUCMEHO CTAHOBHILE OT
CbOTBETHUSI NPUTEKATENl Ha pa3pelieHHeTo 3a YyNoTpeOa/HeroB  YI'bJIHOMOILEH
npencrasutes H30K Moxke f1a ckirouu AOroBOp 3a OTCTBIKA O] MUHUMAJIHUS pa3Mep.
To3u MexaHU3bM ce Ipuiiara, KoraTo € HaJlilie JIMIICA Ha JIEKApCTBEHA aJITepHAaTUBA 3a
JIEUEHUE WIN CHILECTBYBAIINTE AITEPHATUBH Ca ChC 3HAUUTEIHO MO-BUCOKA CTOMHOCT.

Un. 22. (Hos - JIB, 6p. 67 ot 2011 r., u3m. - /IB, 6p. 62 ot 2015 r., B cuna ot
14.08.2015 1., u3m. - JIB, 6p. 89 ot 2017 1., B cmma ot 07.11.2017 r.) (1) (U3m. - [IB, Op.
17 ot 2019 r.) Orcrpnkute no ui. 21, an. 1, 1. 1 ce Bb3cranossBat npsako Ha H30K ot
MPUTEKATENS HA Pa3peIIeHNETOo 3a YynoTpeOa/HeroBUsl YIIITHOMOIIEH MPEACTaBUTET OT
u3BbpiienuTe oT H30K pasxonu 3a 3amiamanero UM ciel Kpas Ha IbPBOTO, BTOPOTO U
TPETOTO TPUMECEUHEe Ha TeKyIaTa KajeHaapHa ToJiHa, a 32 YeTBBPTOTO TPUMECEUHne ce
3amianiat aBaHcoBo 0 15 HoemBpH Ha 6a3ata Ha peannus pasxoa Ha H30K 3a tperoto
TpuMeceune. Jlo Kpas Ha TBPBOTO TPUMECEUYHE Ha Clie[BaliaTa KaJeHIapHa TOAruHa ce
U3BBPIIBA CHOTBETHO U3PABHSIBAHE.

(2) (Or™m. - 1B, 6p. 17 0T 2019 1.)

(3) (Ot™m. - 1B, 6p. 17 01 2019 1.)

(4) (Or™m. - 1B, 6p. 17 01 2019 1.)

(5) (Ot™m. - 1B, 6p. 17 01 2019 1.)

(6) (Otm. - 1B, 6p. 17 oT 2019 1.)
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(7) (Ot™m. - 1B, 6p. 17 oT 2019 1.)

(8) (Ot™m. - 1B, 6p. 17 0T 2019 1.)

(9) (Otm. - 1B, 6p. 17 oT 2019 1.)

(10) HoroBopenara orctbhiika mo wi. 21, am. 1, 1. 3 ce mpemocraBs OT
MPUTEXKATEII Ha pa3pellieHUeTo Ha yoTpeOa/HeroBUs ybIHOMOIIECH MPEACTaBUTEN O
dopmara Ha cpencta, ¢ konto H30K 3arumamia 3a CbOTBETHUTE MEAMIIMHCKH yCIYTH Ha
OnpezieNieHUTe OT Hes M3MBJIHUTENIM Ha MEIUIUHCKa nomoly (pedepeHTHH JiedeOHU
3aBEJICHUA).

(11) (Hosa - IB, 6p. 17 oT 2019 1.) loroBopenara oTcThka 1o wi. 21, ai. 1,
T. 4 ce IpeJoCTaBs aBaHCOBO ChOOPA3HO YCIOBUATA U CPOKOBETE, IIOCOYCHHU B WiI. 2311, OT
MPUTEXKATEI Ha pa3pelieHrueTo 3a yrnoTpeda/HeroBus ymbJIHOMOIICH MPECTaBUTEN Ha
H30K na 6a3a Ha mpOrHO3HHTE KOJMYECTBAa B MpeIOKeHHeTo mo wi. 23, am. 3 3a
CHOTBETHHUSI JIEKAPCTBEH MPOIYKT, KaTo JOTOBOPHT 3a OTCTHIKATa 3aABDKUTEIHO
ChIbpXKA:

1. nmoxymeHTauusATa, JOKYMEHTOOOOpOTa M CPOKOBETE€ 3a OTYHUTAaHE W
3ariam@ane Ha OTCTBIIKATA;

2. ycioBusATa M pela 3a MpeloCTaBsHE Ha OE€3yCIIOBHM U HEOTMEHSEMU
0aHKOBM TapaHIWW, KOWTO O0Oe3leyaBaT BbB3CTAHOBSBAHETO OT TPUTEKATENS Ha
paspelieHueTo 3a ynoTpeba/HeroBusi ymbiaHoOMoIeH mnpenctasuten Ha H3OK nHa
CpeicTBaTa, 3allJIaTeHH Ha JIMIATa 1Mo Wi. 7, al. 1 HaJx aBaHCOBO IUIATEHUTE CYMH 3a
oTcThIIKaTa mo wi. 21, an. 1, 1. 4;

3. pena 3a mpoMsiHa Ha pa3Mepa Ha OTCTBITKaTa IpU IPOMsiHA Ha pedepeHTHaTa
CTOMHOCT Ha JekapcTBeHus npoaykt B [1JIC.

(12) (Ilpenumna ain. 11, u3m. - 1B, 6p. 17 o1 2019 1.) JloroBopeHUTE OTCTHIIKH
WIA KOMOMHAIMS OT OTCTBIIKM HE MOTaT Ja BOJAT JO YyBelIW4YaBaHE Ha CTOMHOCTTA,
3amtamana ot H30K 3a nepunupana qHeBHa 103a WM 3a TepaneBTudeH Kype no INN cbe
CBHOTBETHHUS JICKApPCTBEH MPOAYKT M Ha CpeJHaTa TOAMIIHA CTOMHOCT Ha JIeYeHHEe Ha
MAIHMEHT C TO3H JICKAPCTBEH MPOAYKT, CIIPSIMO TPEIX0THATA TOANHA.

Uin. 23. (Hos - IB, 6p. 49 ot 2012 r., u3m. - [IB, 6p. 62 ot 2015 ., B cuna ot
14.08.2015 r.) (1) HanpionanHaTa 3ApaBHOOCUTYPHUTEIHA Kaca €XeroHo A0 | OKTOMBpHU
ny0nMKyBa Ha o(QuIMaTHAaTa CH WHTEPHET CTPAHMIA IMOKaHA 10 IpPUTEXaTeluTe Ha
paspemieHusi 3a ymotpeba Ha JIeKapCTBEHUTE NpoAyKTH mo wi. 20, am. 1/TexHu
YI'bJIHOMOIIIEHU IIPEICTAaBUTEIHN 32 MPEACTABSIHE Ha MTPEIJI0KEHUS 33 OTCTHIIKH 110 WiI. 21,
am. 1, 1. 1,3 u4.

(2) Ilokanara o azn. 1 ceabpxka:

1. agpecaTuTe Ha MOKaHATA;

2. BUJIOBETE JIEKAPCTBEHU MPOJIYKTH, 0OEKT Ha JOTOBAPSHETO;

3. KpaeH CpOK 3a MoJIaBaHe Ha MPEATIOKECHUATA;

4. MSCTO M HayMH 3a MOJIaBaHE Ha MPEIJIOKEHUATa U JIMIE 3a KOHTAKT -
ciyxuren Ha H30K.

(3) B eqnoMecedeH cpok OoT myOIMKyBaHe Ha TTIOKaHATa IM0 ajl. | mpuTexaremsT
Ha pa3pelieHHeTo 3a ymnoTpebda Ha JEeKapCTBEH MPOAYKT/HETOB YI'BIHOMOILEH
npeacrasuten npeactass B H30K npennokenne 3a oTcThIIKa/u.

(4) (U3m. - [IB, 6p. 49 ot 2022 1., B cuna ot 01.07.2022 r.) B cimydaure o .
4a, an. 1, 3 u 5 ipu onpeneneHo HUBO Ha 3aram@ade 100 Ha ¢TO, KAKTO U B CIIy4auTe MO

MN3TOYHUK: MpaBHO-MHPOPMAUMOHHK cucTemu "Crnena”



wi. 4a, aj. 6 mpuTexarenuTe Ha paspelieHdus 3a ynorpeba Ha JeKapCTBEHU
NPOAYKTH/TEXHUTE YITbITHOMOIICHH MPEACTaBUTENH MMOIaBAaT MPEJIOKEHHS 32 OTCTHIIKU
HE T0-KbCHO OT 20 pabOTHU AHM MpPEeIU U3TUYAHE HAa ChOTBETHATA KaJeH1apHa roJinHa 3a
obobmaBane Ha naopmanmsata or H3OK.

(5) (U3m. - B, 6p. 89 or 2017 r., B cuma ot 01.01.2018 r.) KuM
NPEUIOKEHUATA 10 all. 3, KAaKTO M KbM IMPEUIOKEHUATA 32 JIOTOBapsiHE HA OTCTBHIKHU B
ciiy4auTe 1o wi. 21, ann. 2, mpurexaTenuTe Ha pa3pelieHus 3a ynotpeda Ha JIeKapCTBEHUTE
IPOAYKTH/TEXHH YITBIHOMOIICHU MPEACTaBUTENH MPHIIATaT CICAHUTE TOKYMEHTH:

1. undopmanusi OTHOCHO €AMHHMS UICHTU(UKALMOHEH KO Ha IPYKECTBOTO
WM KOOTIEpAIMATa OT ThPTOBCKHS PETHCTBD, a 32 APYKECTBATA, PETUCTPUPAHH B IbPIKaBa
- wieHKa Ha EBpomneiickusi cbi03, UIu B JIbpkaBa - crpaHa no Cropa3yMeHHETO 3a
EBponeiickoTo MKOHOMHYECKO MPOCTPAHCTBO - KOMHE OT JOKYMEHT 3a aKTyallHa
perucTpanus Mo HAIMOHATHOTO 3aKOHOAATENICTBO, M3a/JIeH OT KOMIIETEHTEH OpraH Ha
CBHOTBETHATa Ibp)KaBa, HE IMO-KbCHO OT 6 Mecela NpeAd TOJaBaHE Ha 3asBICHUETO;
uH(pOpMaIKATa Ce MPEIOCTABs 3a IPUTEKATEINS Ha pa3pelIeHHETo 3a ynorpeda, a B ciyuai
Ye MPeUIOKEHUETO CE T0J]aBa OT YITBJIHOMOIIEH NPEACTABUTEIN - U 32 YI'BIHOMOIICHHS
MPEJICTAaBUTEIL;

2. IBIHOMOIIHO 32 y4YacTWe B JIOTOBapsiHETO, B T.4. W 3a II0/IaBaHE Ha
MpeJIOKEHUE 32 OTCTHIIKA/U - B CIIy4all 4e MPEeJIOKEHUETO CE M0AaBa OT YIIbIHOMOIIIEH
NPEICTAaBUTEI Ha MIPUTEKATENS HA pa3pelIeHHEeTo 3a ynorpeda; KoraTo IMbIHOMOITHOTO €
U3JIaZICHO Ha YYK]I €3UK, KbM HETO Ce Ipujiara npeBoj Ha ObJIrapcKu e€3UK, U3BBPILIEH OT
NpeBo/iady, KOWTO MMa CKIIOYEH JIOrOBOp ¢ MUHHCTEPCTBOTO Ha BBHHIIHUTE paboTH 3a
U3BBpPIIBaHE Ha O(HIMATHU MPEBOJU; B IMBIHOMOIIHOTO clieABa Aa ObJaT MOCOYEHU
KOHKPETHHUTE JIEKapCTBEHW NpOoAYKTH mo wi. 20, an. 1 ¢ TeXHUTe MeXIyHapOaHU
HEeMaTeHTHU HalMEHOBAaHUS U THPrOBCKM HAaUMEHOBAaHMSA, 32 KOUTO IMPEICTABUTENAT €
YITBITHOMOIIICH;

3. Ipyr¥ OTHOCUMHU JOKYMEHTH.

(6) IlpennoxxeHusiTa ce TMoJaBaT B JEIOBOJACTBOTO Ha lLleHTpamHOTO
ynpasinenue Ha H30K B 3amewaraH Hempo3pauyeH IUIMK C HEHapylIeHa IIOCT, BbPXY
KOMTO ce OCOYBAT MOAATEIAT U apec 3a KOPECITOH ICHIIHS.

Un. 23a. (HoB - IB, 6p. 62 ot 2015 r., B cuna or 14.08.2015 r.) (1)
PasrnexxnaneTo Ha mpeAsioKeHUsATa o Wi. 23 ¥ JOTOBapSHETO HAa OTCTHIIKU C€ U3BBHPILBA
OT MOCTOSIHHO JiericTBama komucus ot ciayxurenn B H3OK, onpenenena cbe 3amoBen Ha
ynpasutens Ha H30K. B 3amoBenra ce ompenens mpeacenaTenl Ha KOMHCHSTA, HEroB
3aMECTHHK U PE3EPBHH YICHOBE.

(2) B chcTaBa Ha KOMHUCHSATA 33ABDKUTEIHO CE BKIIOYBAT MPABOCIIOCOOEH
IOPHCT, JIEKap/MarucThp-(hapMareBT 1 UKOHOMHUCT.

(3) UnenoBeTe Ha KOMHCHSITA ca JUTHXKHH J1a TIA3ST B TaliHa 00CTOSITENCTBATA,
KOMTO Ca Y3HalIH BBB BpPB3Ka ChC CBOSITA pabOTa B KOMHCHSATA, 32 KOETO TOANKCBAT
JeKIapanus.

(4) (U3wm. - ]IB, 6p. 89 ot 2017 1., B cuna ot 07.11.2017 r.) Komucusra 1o ai.
1 wu3BBpIIBA TpPOBEpPKAa HA TOCTHIWIATE MPEIIOKEHHS 32 CHOTBETCTBUETO UM C
M3MCKBaHUATA Ha Hapea0aTa, KaTo uMa IpaBo J1a TOUCKa OT YIaCTHHK B CPOK 110 3 pabOTHU
JTHU J]a OTCTPaHH YCTaHOBEHUTE HEPEJOBHOCTH W/WIU Ja MPENOCTaBH JOMBIHUTEIHA
uH(popMaLus.
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(5) B cnyuaii ye yyacTHMK HE OTCTPaHH HEPEIOBHOCTUTE W/UIU HE
MPEIOCTaBH U3MCKAHATA JOMBIHUTEIHA HH(POPMAITUS B ONPEACTICHUS CPOK, CEe CUUTA, Ue
3a ChOTBETHUTE JIKAPCTBEHU MPOAYKTH HE ca JOTOBOPEHHU OTCTHIIKH.

(6) IlpeacenarensT WM HETOBUSAT 3aMECTHHK W JBaMa OT WICHOBETE Ha
KOMUCHSITA C€ MOJANKUCBAT BbPXY BCSIKA CTPAHUIIA OT MPEUI0KEHUETO Ha KaHIuaTa.

(7) Komucwusita mo an. 1 u3rorssi rpaduk 3a JaTaTa v yaca 3a MPOBEKIAHE HA
MIPETOBOPH C JIOMYCHATUTE y4acTHUIU. ['pa@uKbT ce 00sBsiBa Ha oULIMaTHATA HHTEPHET
crpanuna Ha H30K He mo-kbcHO OT 5 paboTHU AHU MpEIu 3all0YBaHe Ha IPEroBOPUTE, 32
KOETO YYaCTHUIUTE CE CUUTAT 32 YBEIOMEHH.

(8) Ilpu HEOOXOMMOCT HJIH IO MpPEeHKa Ha KOMHCHUATA YYaCTHUK MOXKE /1a
ObJle MOKaHEeH BTOPU MBT 3a MPOBEXKJIaHE HA MPETrOBOPH IO AOMBIHUTEIHO ONpPEICIICH
rpadux.

(9) (U3m. - IB, 6p. 89 01 2017 1., B cruma ot 07.11.2017 r.) Komucusita cbcraBs
IIPOTOKOJIM 3a CBOSITA paboTa M C pelieHue oO0sABsIBAa PE3yATaTUTE OT IMPOBEAECHOTO
JIOTOBapsIHE, KaTo MOCOYBa:

1. 3a orcTbnku no wi. 21, an. 1, 1. 1 - pena 3a onpezaensiHe Ha pa3mepa Ha
JIOTOBOPEHATA OTCTHIIKA U pa3NpeelIeHUeTO Ha 00U pa3Mep Ha KOMIICHCALIUATA BBPXY
BCEKHU JIEKAPCTBEH NPOJYKT, KAKTO W MPOTHO3HHUTE KOJUYECTBA 32 BCEKU JIEKAPCTBEH
MPOJYKT;

2.3a oTcTBOKMU 1O wi. 21, ai. 1, T. 3 - BUIa, CTOMHOCTTA U U3IIBJIHUTEINTE HA
3aryallaHuTe MeIULIUHCKA YCIYTH;

3. (noBa - JIB, 6p. 17 oT 2019 r.) 3a orcThiiku 1o ui. 21, an. 1, 1. 4 - pazmepa
Ha JIOTOBOPEHUTE OTCTHIKU U MPOTHO3HUTE KOJUYECTBA 32 BCEKH JIEKAPCTBEH MPOJIYKT.

(10) (M3m. - B, 6p. 19 ot 2020 r.) B 20-1HEBEH CPOK OT YTBBPXKIAABAHE HA
pemienueTo 1o an. 9 ot ynpasutens Ha H30K xomucusita U3roTssi mpoeKTH Ha JOTOBOPH,
KOUTO TIPEACTaBsS Ha TMPUTEKATEIUTE Ha pas3penieHuss 3a yrnoTrpeda/TeXHUTE
YITBITHOMOIIIEHH MIPEICTABUTENH 32 MOJIIIHC.

(11) (M3m. - B, 6p. 19 ot 2020 r.) [Ipoekture Ha noroBopu mo an. 10
3aIBJDKUTETHO ChIIBPIKAT:

1. TOrOBOpPEHUTE OTCTHIIKU 110 all. 9;

2. ycloBUATA U PEIbT, MO KOUTO C€ MpenocTaBss HHGPOpMAIUS MEXKIY
CTpaHUTE;

3. (noBa - /IB, 6p. 89 o 2017 1., B cuna ot 07.11.2017 1., ot™. - /IB, 6p. 19 o1
2020 r.)

4. (nosa - 1B, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 r., mom. - IB, 6p. 19 ot
2020 r.) MPOTHO3HUTE KOJIMYECTBA 32 BCEKU JIEKAPCTBEH MPOJIYKT, 382 KOWTO Ca JOTOBOPEHHU
OTCTBIIKY;

5. (moBa - JIB, Op. 17 ot 2019 r., u3m. u mom. - [IB, 6p. 19 ot 2020 r.)
3amianiaHe Bb3 OCHOBA Ha pe3yiTara OT TepamusTa, KOraTo TakoBa € JOTOBOPEHO 3a
JIEKapCTBEHU MPOAYKTH, 32 KOUTO € OIpeNieIeHO MpocieasBaHe Ha edeKTa OT TepanusiTa
chriacHo wi. 259, an. 1, 1. 10 3JIIIXM, kakTo ¥ Bb3CTaHOBSIBAHE OT MPUTEXKATEIUTE HA
pasperieHusi 3a ymnorpeda WM TeXHH yIbiaHOMoleHu mnpenctaBurenu Ha H3O0K nHa
3arIaTeHUTe CPeICTBA IIPH JIUIICA HA PEe3yTar;

6. (HoBa - [IB, Op. 19 ot 2020 r., u3m. - JIB, 6p. 49 ot 2022 r., B cmia ot
01.07.2022 r.) 3agb/KeHUsT HA CTpaHHUTE NP MPUJIAraHeTO Ha MEXaHU3Ma, FapaHTHpal]
MPEABUANMOCT U ycTOoWunMBOCT Ha Oromkera Ha H30K mo . 45, an. 31 330, copsimo

MN3TOYHUK: MpaBHO-MHPOPMAUMOHHK cucTemu "Crnena”



BCUYKHM JIGKAPCTBEHU TMPOJIYKTH Ha TMpUTEXATels Ha pa3pelieHHeTo 3a ynorpeoda,
3aIlIalllaHy HAIThJIHO MM yacTuaHo oT H30K;

7. (mpenumua 1. 3 - /1B, 6p. 89 01 2017 1., B cunma ot 07.11.2017 r., mpeauinna
T.5- JIB, 6p. 17 o1 2019 1., npequmina T. 6 - /1B, 6p. 19 ot 2020 r.) 1pyre ycIoBUSL.

(12) (U3m. - B, 6p. 89 o1 2017 1., B cmima ot 07.11.2017 r., u3m. - 1B, 6p. 19
ot 2020 1., u3M. - 1B, O6p. 49 o1 2022 1., B cmua ot 01.07.2022 r.) JloroBopHTE 32 OTCTHIIKH
mowr. 21, an. 1, 1. 1 w/vim 3, u/unu 4 ce ckimrouBar 10 1 anpui Ha cieBaniaTa KaJieH1apHa
roJIMHA U BJIM3AT B CUJIA OT | stHyapu Ha IOCOYEHATa roA1HA.

(13) (Homa - JIB, 6p. 19 ot 2020 1., u3Mm. - JIB, Op. 49 ot 2022 r., B cujia ot
01.07.2022 r.) JlekapcTBeHU MPOAYKTH, MOJJIEKAIIMN HA 3abIHKUTEIIHO LIEHTPATU3UPAHO
JIOTOBAapsiHE HA OTCTBHIOKHU Mo wi. 21, an. 1, T. 1, 3a KOUTO HE ca CKIIOYEHH JIOTOBOPU B
cpoka 1o an. 12, e ce 3amamar or H30K ot 1 anpui Ha nocodyeHara rojiHa. 3a nepuoja
ot 1 suyapu 10 1 anmpuit Ha TocoveHaTa roJinHa JIEKapCTBEHUTE MPOAYKTHU Ce 3ariaiar oOT
H3O0K u 3a Tax npuTexaTequTe Ha pa3pelieHusITa 3a ynorpeda/TeXHUTe YITbIHOMOIICHH
npeacraBuTenu AbJkaT Ha H30K oTcThIIKM B MUHUMAITHUA pa3Mep, TOCOYEH B wiL. 21, aj.
I, T 1.

(14) (Hosa - JIB, 6p. 19 ot 2020 1.) JloroBopuTe 32 OTCTHIKHU 110 4. 21, ai. 2
BJIM3aT B CUja MPHU YCIIOBUE, Y€ JIEKAPCTBEHUTE MPOAYKTH, MPUHAJUIEKAIIN KbM HOBO
MEXIYHApOJHO HEMAaTeHTHO HauMeHoBaHue, ObaaT BkitoueHu B [1IJIC mo ui. 262, ain. 6,
T. 1, choTBeTHO MO 4. 262, aim. 6, T. 2 ot 3JIIIXM m or jmaraTa Ha 3aIUIaljaHETO Ha
nekapctBenute npoayktu oT H30OK mpe3 crienpamiara kaneHaapHa rojivHa.

(15) (Hoea - /1B, 6p. 19 or 2020 r.) 3a nexkapCTBEHUTE NPOAYKTH,
MPUHAJICKAIIN KbM HOBO MEXIYyHApPOJIHO HEMAaTEeHTHO HaWMEHOBaHHWE, BKIIIOUYEHU B
[To3uTuBHUS TEKAPCTBEH CIUCHK MO Wi. 262, ain. 6, T. 1 umu 2 ot 3JIIIXM:

1. mo 30 cenTemMBpH Ha TEKyllaTa rOJIMHA, 33 KOUTO 3a IbPBU I'BT IIE CE
3amtamia ot Oropxera Ha H30K, nogaBaneTo Ha npeuioKeHusl, TIXHOTO pa3riiexkaaHe U
JIOTOBapsIHETO HA OTCTBIKM Mo wi. 21, ain. 1, T. 1, 3 w/unu 4 ce u3BbpIIBa IPU YCIOBUATA
U 10 pena Ha ui. 23 u 23a;

2. cnen 30 centeMBpHM Ha TEKyllaTra rOAMHA, 32 KOUTO 3a MbPBH BT ILIE CE€
3amtamia ot 0ropkera Ha H30K, nogaBaHeTo Ha npeuioKeHus, TAXHOTO pas3riiexaaHe u
JIOTOBAPSIHETO HA OTCTHIKM 10 ui. 21, an. 1, T. 1, 3 u/unu 4 ce u3BbpIIBA OT HAYATIOTO HA
cleqBaliaTa KajJeHaapHa ToAnHa.

(16) (1U3wm. - IB, 6p. 89 ot 2017 1., B cuna ot 07.11.2017 r., npeaumnxa an. 13
- JIB, 6p. 19 ot 2020 r.) 3a nexapcTBeHUTE NpOoAyKTH 1o wi. 20, an. 1, T. 3 B 1oroBopure
ce ChAbpXKaT U:

1. (u3m. - IIB, 6p. 17 ot 2019 r.) mporrHo3eH Opoil manMeHTH, CbOTBETHU
MIPOTHO3HU KOJIMYECTBA JIEKAPCTBEH MPOAYKT U CbOTBETHU NMPOTHO3HU TOAUIIHU Pa3xoIu
3a JICKapCTBEHUS MPOAYKT 3a TPUTOUIIEH NepHuoJT OT BKiIrouBaHeTo My B I1JIC - 3a Bcsika
OT TOAHUTE;

2. KpUTEpHH 3a MPEANKUCBaHEe Ha JIEKAPCTBEHUS MPOAYKT;

3. Apyru ycioBusl.

(17) (U3wm. - AB, Op. 89 ot 2017 1., B cuna ot 07.11.2017 1., npeauixa ain. 14
- 1B, 6p. 19 o1 2020 r.) Ex3eMIuIsip OT CKIIOYEHUTE JOTOBOPH 32 OTCTHIIKH 110 4. 21, ai.
2 ce mpenoctaBsi or H30K na HammonanmHus chbBET 1O IEHW U PEeUMOYypCUpaHEe Ha
JIEKapCTBEHUTE NPOAYKTH ChIaacHo wi. 262, an. 10 3JIIIXM.

(18) (Ilpenuurna an. 15, gom. - 1B, 6p. 19 o1 2020 1.) loroBOpeHUTE OTCTHIKI
ca 3aIbJDKUTENIHU 32 CPOKa Ha JIEMCTBUE HA JOTOBOPHUTE M HE MOTaT Ja C€ U3MEHST IO
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Ha4YMH, KOMTO BOJAM /10 yBeanyaBaHe Ha pazxoaute Ha H3OK. B ciyyaii ye 3a nekapcTBeH
MIPOJIYKT, 32 KOWTO € IOTOBOPEHA OTCThIIKA 1Mo wi. 21, ant. 1, T. 1, oTmaaHe yciaoBUeTo npu
W34YUCIIsIBaHE Ha CTOWHOCTTa, 3amamaHa or H3OK, ga He ywacTBar JiekapCTBEHM
OPOAYKTH Ha JPYTH TPUTEKATEIM Ha paspelieHue 3a ymnorpeda, MPUTEKATEISIT Ha
pa3pelieHueTo 3a ynorpeOa/HEeroB YIbIHOMOIIEH MPEICTaBUTEN YBEAOMSBA IMHUCMEHO
H3O0K B nByceamuueH cpok ot oTpas3siBaHeTo Ha npomsiHara B I1JIC no un. 262, an. 6, T.
1 mmm 1. 2 3JITIXM, ye xenae Aa ce MpeKpaTu AOTOBOPHT MO OTHOLIEHHUE HA OTCTHIIKATA
3a TO3U MPOJNYKT WU 1€ npoiabbku jga mpeaoctaBs Ha H3OK orcrbhnkara kato
JTOOPOBOJIHA B CHIIMS WU IPYT pa3Mep.

(19) (Ilpenumna an. 16 - 1IB, 6p. 19 ot 2020 r.) B cpoka Ha aeiicTBue Ha
JIOTOBOPUTE MOT'AT Jia C€ CKJII0YBAT JOMBIHUTENIHU CIIOPa3yMEHHUs 3a TO-BUCOKH pa3MepH
Ha OTCTBHIIKUTE, KOUTO BJIM3AT B CHJIA OT JIaTaTa Ha CKJIIFOYBAHETO UM.

(20) (Hosa - /IB, 6p. 17 ot 2019 r., npeaummna an. 17 - /IB, 6p. 19 ot 2020 1.)
[Ipu HOBa OlIEHKA HA 3/IPAaBHUTE TEXHOJOTHH 32 JIEKAPCTBEH MPOJIYKT, U3BBPIICHA IO Peaa
Ha 4. 262a, an. 3 3JIIIXM, e Hanulle OCHOBaHUE 3a MPEIOroBapsiHe Ha OTCThIIKATa 3a
JIEKapCTBEHMSI MPOAYKT, KAKTO U 3a MPEIOroBapsHEe Ha OTCTHIIKH 3a JIPYTH JIEKApCTBEHU
MPOJYKTU ChC CHIUIUTE UM CXOJHU TePareBTUYHU [TOKA3aHUS C OTJIe]] CPABHUTEIHATA UM
TeparneBTHYHA €)EKTUBHOCT CHITIACHO YTBBPACHHMS TOKJIA 33 OIICHKATA.

Ui 236. (Hos - JIB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) (1) (U3m. -
B, 6p. 49 o1 2022 r., B cmuta ot 01.07.2022 r.) JloroBopeHHTE OTCTHIKH 1O (hopmara Ha
BBH3CTAHOBSIBAHE HA PA3X0JIU CE MPEJOCTABAT ClIe] MPUKII0YBAHE Ha BCAKO TPUMECEUHe OT
NPUTEXKATENSI HA pas3pelIeHreTo 3a ynorpeda Ha JIEKapCTBEHHS TMPOIYKT/HETOBUS
YI'BTHOMOIIIEH TpecTaBuTeN upe3 aupekTHo miamane Ha H30K cren momyuaBane Ha
CTpaBKa 3a KOJMYECTBATA OT JICKAPCTBEHHSI MPOIYKT I10 €IEKTPOHEH OTYET CHIIIACHO UII.
8, an. 3, zammarenn or H3OK mpe3 cporBeTHHA nepuoa. B cmpaBkara ce mocousar
pasxogure Ha H3O0K 3a Bcekn nekapCTBEH MPOMYKT B 3aBHCUMOCT OT OTYETEHHTE
KOJINYECTBA 32 TPUMECEUHNETO, KAKTO U CTOMHOCTTA Ha JbJDKUMATa OTCTHIIKA.

(2) (Jom. - 1B, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 r.) Hautmonanuara
3/[paBHOOCUTYpUTENIHA Kaca TMpeJCTaBd Ha MpUTEekKaATeNs Ha pa3pelieHUeTo 3a
ynotpe6a/HeroBus yIbIHOMOIIEH MPEICTABUTEN CipaBkarta o aji. 1 B 30-1HEeBEH CPOK OT
U3TUYaHE Ha OTYETHMA Nepuo. B ciyyanre, Korato ca JOroBOpeHU OTCTBIIKH B Pa3IUueH
pasMep 3a pa3IuyHH TePANIeBTUYHH NOKA3aHUS Ha JIEKAPCTBEHUS MPOJYKT CHITIACHO UL
21, an. 3, cnpaBkaTa MOXKE€ J1a ChIbprka MH(POpPMALUs 3a 3allJIaTeHUTE KOJIMYECTBA OT
JIEKapCTBEHHS MTPOAYKT IMOOTAEITHO 32 BCIKO OT TEPaNeBTHYHUTE MOKA3AHMS.

(3) (U3m. - [IB, 6p. 49 ot 2022 1., B cuna ot 01.07.2022 r.) [Ipurexarenst Ha
pa3peleHneTo 3a yrnoTpe0a/HeroBUAT YIBIHOMOUIEH NpPEACTaBUTENl HMMa IpaBo Ja
IpeJCTaBU MUCMEHO Bb3PaXKEHHUE B 7-THEBEH CPOK OT MOJIYYaBaHETO HA CIpaBKaTa, KaTo
H30K pasrnexna He3abaBHO BB3paKEHUETO U M3Mpalia MUCMEH OTTOBOp IO HEro B 7-
JTHEBEH CpPOK OT JaTara Ha rosiyyaBaHeTo My. /lupexktHoro muiamane kbM H3OK ce
ochlIECTBsIBA B CpOoK OT 20 (ABajeceT) KaJeHAAPHU JTHU Clie]] MoJlyyaBaHe Ha CIpaBKaTa
no ai. 1 mpu JIunca Ha BB3PAKEHUsS, PECIIEKTUBHO CJEJ IOJIydaBaHE Ha MHCMEHUS
oTroBop. 3a u3BbpuieHOTO MIamane H30K u mputexarenst Ha pa3pelieHueTo 3a
ynoTpeda Ha JeKapCTBEHUS POAYKT/HETOBUAT YITbJIHOMOIIEH MPEACTaBUTEN MOIIHCBAT
IIPOTOKOJI ChIIIAaCHO npuioxeHne Ne 8a.

(4) (Hosa - JIB, 6p. 89 ot 2017 ., B cuia ot 07.11.2017 r., ot™. - [IB, 6p. 17
ot 2019 T.)
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(5) (Ilpegumna an. 4, non. - /1B, 6p. 89 ot 2017 r., B cuma ot 07.11.2017 r.,
u3M. - IIB, 6p. 17 ot 2019 r.) 3a obe3neuaBane Ha IJIAIAHUATA TI0 aJl. 3 IPUTEKATEIAT HA
pa3pelieHueTo 3a yrnoTpeda/HeroB YI'bJIHOMOILEH MPEACTaBUTEN Y4peAsBa B I0J3a Ha
H3O0K 06e3ycnoBHa W HEOTMEHsIeMa TapaHIMs ChC CPOK HE MO-MAaIKo OT 15 Mecemna u
pa3Mep He mo-mManko oT 120 Ha CTO OT CTOMHOCTTa Ha JIOTOBOPEHATa OTCTHIIKA BBHPXY
NPOTHO3HUS TOIMIIEH pPa3XoJa 3a JICKapCTBEHUTE NPOIYKTH OT ChOTBETHATa TIpyIa.
[TporHO3HMAT Js1 ce Ompeness €XKEroJHO 3a BCEKU IMpUTEXkaTell Ha paspellieHue 3a
yInoTpeba/HeroB yIbJIHOMOIIEH MPEeACTaBUTEN. 3a Ta3| 4acT OT MPOrHo3aTa MOrar Jia ce
M3MCKBAT W U3MOJ3BAT MPOTHO3U Ha MPUTEKATEIUTE Ha pa3pelIeHHs 3a ynoTpeda/TeXHu
YITBJIHOMOIIECHU TPEACTaBUTEIH.

(6) (Ilpegumrna an. 5 - JAB, 6p. 89 or 2017 r., B cuna ot 07.11.2017 r.) B
€HOMECEYEeH CpOK OT mnpukiaouBane Ha jgorosapsHero H3OK myOnukyBa Ha
oduIaTHaTa CH MHTEPHET CTpaHuIla 00111a HHpopMaIlus 3a JOTOBOPEHUTE OTCTHIIKH, 03
J1a TIOCOYBA pa3Mepa UM.

(7) (IIpenumna an. 6 - JIB, 6p. 89 or 2017 r., B cuna ot 07.11.2017 r.) Beceku
THProOBeI Ha €[pO MOJKE J1a [T0/1a/1€ YBEAOMIICHHE Upe3 MPUTEKATEIs Ha pa3pelIeHHETO 3a
ynotrpeba mo H3OK, ue xemae npa pasmnpocTpaHsiBa JIEKapCTBEHH MPOAYKTH C
JIOTOBOPEHUTE OTCTBIIKH.

(8) (ITpegumrna ain. 7, u3m. - JIB, 6p. 89 ot 2017 ., B cuna ot 07.11.2017 1.)
B 3-gneBeH cpok oT mocthiBaHe Ha yBepomsieHueto mo an. 7 H30K nedunupa xon Ha
THProBEIl Ha epO.

Ui 23B. (Hos - /IB, 6p. 62 ot 2015 1., B crnta ot 14.08.2015 1., u3m. - JIB, Op.
89 012017 r., B cuma ot 07.11.2017 r.) (1) OTcThIIKK MOTAT J1a CE JOTOBAPST Mpe3 LsiiaTa
KaJIeHJIapHa TOMHA 10 Pe/ia, YCTAHOBEH B TO3MU pa3fiel, 3a JICKapCTBEHHU MPOTYKTH:

1. (mom. - B, 6p. 19 ot 2020 r.) mo wi. 20, an. 1, T. 3 - 3a Te€3U NPOAYKTH
OTCTBIKUTE MO wi. 21, an. 2 ce AOroBapsAT B €IHOMECEUEH CpPOK OT I0JaBaHE Ha
MPEAJIOKEHUS 32 TAX;

2. (mom. - JIB, 6p. 19 ot 2020 r.) 3aruiamanu HarbJIHO Wik yactTuaHo oT H30K
Y KOUTO HE MOAJIEkKAT HA 33IbJDKUTEITHO LEHTPAIU3UPAHO J0TOBAPSHE HA OTCTHIIKM - 32
TE3H MPOAYKTH C€ JOTOBAPSAT JOOPOBOJIHU OTCTHIIKH 1O (popMaTa Ha Bh3CTAHOBSIBAHE Ha
pa3xoAu B ONPEIENIEH OT CTpaHuTe pasMmep oT pasxoaute Ha H30K 3a te3u npoaykTu;

3. (mom. - IB, 6p. 19 ot 2020 r.) 3amnamnanu HarrbaHO Wik yactTuuHo oT H30K,
KOUTO B pe3yiTrar Ha u3MeHeHus U jombiaHeHuss B IIJIC ca cranamm oOekT Ha
3aIBJDKUTETHO IIEHTPAJTU3UPAHO JOTOBapsSHE Ha OTCTBIKU - 3a TE3U TMPOIYKTH
M0/IaBaHETO Ha MPEUIOKEHUS U JOTOBAPSHETO HA OTCTHIKH Mo wi. 21, an. 1, 1. 1, 3 w/unu
4 ce U3BBPIIBA B €THOMECEUYCH CPOK OT JlaTaTa, Ha KOSTO MPOJYKTUTE Ca CTAHAIH OOCKT
Ha 33JIbJDKUTENIHO [IEHTPATM3UPAHO JOTOBAPSIHE HA OTCTHIIKH.

(2) (U3m. - 1B, 6p. 19 ot 2020 r.) JoroBopure 3a OTCTHIKHU 1O ail. 1, T. 1
BIIM3aT B CUJIa ChINIacHO 4. 23a, an. 14, mo am. 1, 1. 2 - OT JaraTa Ha CKJIIOUYBAHETO UM, a
mo an. 1, T. 3 - oT garaTta, OT KOSTO ca OOCKT Ha 3aIbJDKUTEITHO ICHTPATU3UPAHO
JIOTOBApsIHE HA OTCTHIIKU.

Un. 23r. (Hos - JIB, 6p. 44 ot 2016 r., B cuna ot 10.06.2016 r.) (1) 3a
JIEKAPCTBEHUTE TMPOAYKTH C HOBO MEXKIYHAPOAHO HEMAaTeHTHO HAMMEHOBAHUE,
MOJJIeXKAIIM Ha JIOTOBapsiHE HAa OTCTBIIKH, WM KOMOWHanuaTra (Mpu KOMOWHUPaHHU
nekapctBenn Tnpoxayktu), H3OK mpoBepsBa nanmu MeEXIyHapOJHOTO HEMATEHTHO
HAaWMEHOBAaHHE, KbM KOETO TMPHUHAIUICKU JIEKAPCTBEHUAT MPOIYKT WM KOMOWHAIHSITA
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(mpu KOMOMHMPAHU JIEKAPCTBEHU IPOAYKTH), MOXKE Ja C€ M0JI3Ba OT MAIL[MEHTUTE B IIOHE
IeT JIbp>KaBU - 4WICHKM Ha EBpOmEnckust Cbro3, 4pe3 CbOTBETHUTE MM CHUCTEMH 3a
3aIulalaHe ¢ MyOJIMYHU CPesICTBa.

(2) He ce ckimrouBat A0roBOpH 32 OTCTHIIKY 32 JIEKAPCTBEH MPOAYKT 1O Wil 21,
aJl. 2, aKo MEKyHapOJAHOTO HEMATEHTHO HAMEHOBAHUE, KbM KOETO TOH IPUHAIEKHU WIN
KOMOMHaUMsTa (IpM KOMOMHHUPAHU JIEKAPCTBEHU INPOJYKTH) HE MOXE Ja Ce€ IO0J3Ba OT
NALMEHTUTE B IIOHE MET AbPKaBU - WIEHKU Ha EBponeickust cbro3, 4pe3 CbOTBETHUTE UM
CHCTEMH 3a 3aIlialaHe ¢ MyOJu4HU CPEeICTBA.

(3) 3a ynocTtoBepsiBaHe Ha OOCTOsATENCTBaTa MO aj. | NpUTEKATENAT Ha
pa3pelIeHneTo 3a ynoTpeda/HeroBUAT YII'BIIHOMOIIEH npencTaButen mpeactasst Ha H30K
CIMCBK Ha Jbp)KaBUTE - WIEHKM Ha EBpomelickus cbi03, B KOMUTO MEXIYHapOJHOTO
HCMMATCHTHO HAWMMCHOBAHUC, KbM KOCTO IPHHAJICKH JICKAPCTBCHUAT HNPOAYKT HIIU
KoMOuHanusaTa (Ipu KOMOMHHMpAHM JIEKAPCTBEHU IPOJYKTH), MOXKE Ja Cce IO0J3Ba OT
NAIMEHTUTE Ype3 CHOTBETHUTE WM CHUCTEMH 3a 3aIllallaHe C MyOJIMYHHU CpEICTBA, U
[I0COYBA U3TOYHULIUTE, HA KOUTO ce 0a3upa npeocTaBeHaTa HH(OpMarysl.

Uin. 231. (Hos - 1B, 6p. 17 ot 2019 1.) (1) HoroBopenara orctbiika mo 4i. 21,
an. 1, 1. 4 ce npenoctaBs aBaHCOBO /10 10-0 4KciI0 HA IBPBUS MECELl OT TPUMECEUUETO OT
NPUTEXKATENS HA Pa3pelIeHNeTo 3a yrnoTpeOa/HerOBUs YII'BITHOMOIIEH MPEACTaBUTEN Ha
H30K Ha 6a3a Ha HpPOTHO3HHUTE KOJHMYECTBA, IOCOYEHHM B CKJIOYEHHS JIOTOBOP 3a
OTCTBIIKU 32 ChOTBETHATA F'OJIMHA 32 CHOTBETHUS JIEKAPCTBEH POAYKT.

(2) U3paBHsBaHETO Ha CpeACTBAaTA 3a IOOBOPEHATA OTCTHIIKA, HA/IBUIIABALIH
aBaHCOBOTO IUIAIaHE MO al. 1, ce u3BbpIIBAa HA 0a3a MOJANKCAHUS IIPOTOKOJ CHIIIACHO
npunoxkenue Ne 80, mpuapykeH cbe crpaBkara mo wi. 230, an. 1, oT mpurtexarens Ha
pa3pelIeHneTo 3a ynorpeda/HeroBus yIrbJIHOMOIIEH MPEACTaBUTEN C MJIAIIAHE B CPOKa IO
uy1. 236, an. 3. B ciayuyaii 4ye Bp3HUKHE pa3nuka 3a Bb3craHoBsBaHe oT H30K, Ts1 moxe na
ce MpUXBaHE OT AbKMMaTa OTCTHIIKA 32 CJIEJBAIO TPUMECEUHE.

(3) 3a o6e3neuyaBaHe Ha TIUJAAHUATA 1O al. 2 MpPUTEXATENAT Ha
pa3pelieHneTo 3a ynoTpeda/HeroBUAT yITbIHOMOIIIEH IPECTaBUTEN YUpesiBa B 10132 Ha
H3O0K 6e3ycnoBHa u HEOTMEHseMa rapaHIMs ChC CPOK HE MO-MajKo oT 15 mecema u
pa3mMep He mo-mManko oT 120 Ha CTO OT CTOMHOCTTA Ha I0rOBOPEHATa OTCThIIKA Ha 0a3a Ha
IIPOrHO3HOTO KOJIMYECTBO 3@ CbOTBETHUS JIEKAPCTBEH MPOIYKT.

Pazpnean 11.

YcioBusi, KpUTEPHH U Pel 3a 3abJKUTETHO HIEHTPAJIM3HPAHO 10TOBapsiHe
HA OTCTBIKHU OT CTOHHOCTTA HA JIeKAPCTBEHUTE MPOAYKT 32 3IPaBHUTE
AeHOCTH 1O 1WiI. 82, ai. 2, T. 3 oT 3aKkoHa 3a 3apaBeTo, 32 kouto H3OK

3amiama (Hos - /1B, 0p. 48 ot 2014 r., 3ar.a. gon. - IB, 6p. 62 ot 2015 ., B
cuiia ot 14.08.2015 r.)

Ui. 24. (Hos - JIB, 6p. 48 ot 2014 1.) (1) (U3™m. u mom. - IB, 6p. 62 ot 2015
r., B cuma ot 14.08.2015 r.) Ha ocuoBanue un. 45, an. 13 330 H3OK mposexaa
3aIBJDKUTEIIHO TICHTPATU3UPAHO JIOTOBAPSHE C TPUTEKATEIUTE HA pa3pelieHus 3a
yrnotpeba Ha JeKapCTBEHU MPOAYKTU W/WIH C TEXHH YITBITHOMOIICHHU MPEICTaBUTENN Ha
OTCTBIIKM OT LIEHAaTa Ha JIEKAPCTBEHUTE MPOIYKTH 3a 3APABHUTE NCHHOCTH MO 4. 82, ail.
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2, T. 3 33 u 3amiaiia CTOMHOCTTA, NOJIyYeHa B pe3yJiTaT Ha HaMaJieHaTa ¢ JJIOTOBOPEHUTE
OTCTBIIKH 1[€Ha Ha JIEKAPCTBEHUTE MPOTYKTH.

(2) (U3m. - JIB, Op. 62 ot 2015 r., B cuna ot 14.08.2015 r.) Hartmonannara
3/IpaBHOOCUTYPHUTEJIHA Kaca IPOBEXKJa JOroBapsHETO Mo aj. | mpeau 3amovBaHe Ha
ChOTBETHATa HAIIMOHAJIHA, PErHOHajHa WM OOIIMHCKAa IMporpaMa, KakTo M 3a BCsKa
cje/Ballla KaJeH1apHa ToJIMHa OT Mepruoja Ha JIEUCTBUETO H.

(3) (Hom. - IB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r.) B ciiygawure, korato
ce JIOroBapsIT OTCTHIIKH 3a KaJeHAapHa roJIMHa, JOTOBAPSHETO C€ U3BBPIIBA B CPOK 110 31
sSHyapyd Ha cblaTa rofuHa. J[OroBOpeHHUTE OTCTBHIIKH Ca 3aIbJDKUTENIHU 3a CpPOKa Ha
JIEUCTBUE HA JOTOBOPUTE M HE MOraT Ja C€ HM3MEHST [0 HayuH, KOMTO BOAM 10
yBenuvaBaHe Ha pasxomute Ha H3OK. Ilpe3 kanenmapHara rogmHa mMorar ja Obaar
JIOTOBAPSIHU JOMBJIHUTEITHO MO-BUCOKH pa3MEepU Ha OTCTHIIKUTE.

Uin. 25. (Hos - JIB, 6p. 48 ot 2014 r.) (1) 3a npoBexaaHe Ha JOTOBAPSHETO
H30K ormpaBs mnokana mno oOpasen, yrBbpAeH oT ynpasutens Ha H3OK, no
NPUTEKATSIIUTE Ha pa3pelieHus 3a yrnotpedba Ha CHOTBETHHTE JICKApPCTBEHU
MPOJAYKTH/TEXHUTE YII'BIIHOMOIICHH MPEJACTABUTEIH.

(2) Ilokanara chabpKa:

1. agpecaTtute Ha TOTOBapSHETO;

2. HAMMEHOBAHUE Ha JICKAPCTBEHUS MIPOJIYKT, OOEKT Ha JIOTOBAPSHETO;

3. CpPOK U MSCTO 3a M0/IaBaHE Ha MPEIOKCHHSITA;

4. anpec, TenedoH, (hakc, eICKTPOHEH aIPeC U JIMIIC 32 BPh3Ka.

(3) Ilokanara ce my6nukyBa Ha HHTepHET cTpaHuiara Ha H30K.

(4) KpM mokanara ce mpuiara o0Opasell Ha JJOTOBOp, YTBBPJICH OT YIPaBUTES
Ha H3OK.

Un. 26. (Hos - /IB, 6p. 48 ot 2014 r.) (1) B cpoka, mocoueH B mokaHara,
KaHAUJIATUTE TIPEICTABAT B JEJI0BOACTBOTO Ha llenTpannoTto ynpasienne Ha H30K B
3amevyaTaH HeMpo3payeH UMK ¢ HeHapyIIeHa ISUIOCT CIEAHUTE JOKYMEHTH:

1. mpeanoxkeHue, MOANMMCAHO OT MPUTEKATEIS Ha pa3peIIeHHETO 3a yroTpeda
Ha CbOTBETHHS JIEKAPCTBEH MPOAYKT HJIM OT HETOB YITHTHOMOIIIEH MIPE/ICTABUTEN,

2. (m3m. - /IB, 6p. 89 or 2017 r., B cuna ot 01.01.2018 r.) undopmarnus
OTHOCHO €IWHHUS HUJSCHTHU(PUKAIMOHEH KOJ Ha JPYKECTBOTO WJIM KOOIMEpalusTa OT
TBPTOBCKUSI PETHCTBp, a 3a APYKECTBAaTa, PETHCTPUPAHW B IbpKaBa - WICHKA Ha
EBpomneiickus cbio3, uaM B AbpkaBa - cTpaHa nmo Crnopasymenunero 3a EBpormeiickoTo
MKOHOMHYECKO TPOCTPAHCTBO - KOIMHKE OT JOKYMEHT 3a aKTyalHa pPEerucTpanus II0
HAI[MOHATTHOTO 3aKOHOJATENICTBO, HM3aJleH OT KOMIIETEHTEH OpraH Ha ChOTBETHATA
Ibp)KaBa, He IMO-KBbCHO OT 6 Mecela Ipen MMoIaBaHe Ha 3asBICHHETO; HH(opMaIusTa ce
MpeIoCcTaBsl 3a MpUTEeXKaTedsl Ha pa3pelieHrueTo 3a ymoTrpeba, a B Ciaydaid de
NPEUIOKEHUETO Ce T0J[aBa OT YITBJIHOMOIICH IPEICTABUTEN - M 32 YITBIHOMOIICHHUS
MPEJICTAaBUTEIL;

3. (u3m. - JIB, 6p. 89 ot 2017 r., B cua ot 01.01.2018 r.) mpaHOMOIIHO 32
y4acTue B JOTOBApSHETO, B T.4. U 32 TIOJIJaBaHE HA MPEJIOKEHHUE 32 OTCTHITIKA/U - B CITyJaid
4e MPeUIOKEHUETO ce T0JaBa OT YITBIHOMOIICH TPEACTABUTEN Ha TPUTESKATENs Ha
pas3pelIeHneTo 3a ynorpeda; Korarto mbJIHOMOIIHOTO € M3/1aJIeHO Ha UYXK]] €3UK, KbM HETO
ce Tpuiara IpeBoJ Ha OBJITAPCKU €3WK, W3BBPIIEH OT MPEeBOJad, KONTO WMa CKIFOYEH
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JOTOBOP ¢ MMHHMCTEPCTBOTO Ha BBHIIHUTE PA0OTH 3a W3BBPLIBAHE HA O(QULHATHU
MPEBO/IM; B IBJIHOMOIIHOTO CJleABa Ja ObJaT MOCOYEHH KOHKPETHUTE JIEKAPCTBEHU
OPOAYKTH C TEXHUTE MEXKAYHApOJAHM HENaTeHTHU HAMMEHOBAaHHA M ThPrOBCKU
HAaMMEHOBAHMSI, 32 KOUTO MPEJCTABUTEIIST € YITbJIHOMOIIIEH;

4. mpurtexaTell/n Ha paspellieHue 3a THProBUS HAa €ApO C JIEKAPCTBEHU
MPOIYKTH, KOUTO/KOUTO Pa3POCTPAHIBA/T CbOTBETHUS JICKAPCTBEH MPOIYKT.

(2) Bwppxy mumka crnenBa Ja € IIOCOYEH MOJATENsAT W ajpec 3a
KOPECIOH/ICHIIHSL.

(3) B nenooactBoto Ha LlenTpannoro ynpasinenue Ha H30K He ce mpuemar
MPEAJIOKEHUSI, KOUTO ca IMOJAJICHU CJIeJ] M3THUYAHETO Ha KpalHUs CpOK WIM ca
Ipe/ICTaBEeHU B He3aleyaTaH, Mpo3paydeH UMK WK UMK ¢ HapyIlIeHa LsIO0CT.

(4) Ilpurexartenure Ha paspelieHus 3a ynorpeba Ha JIEKapCTBEHU
MPOJAYKTU/TEXHU YIIBIHOMOIIEHU IPEACTABUTEIM MOTaT Ja MojaBaT MpPEeIJIOKEeHUS 3a
OTCTBIIKHU U 0e3 Aa ¢ otnpaBeHa nokana ot H30K, kakto 1 u3BbH cpoka 1o 4. 24, ai. 3.

(5) IIpennoxenusita mo ain. 4 ce mojaaBar Mo 0o6pasell ChrIIaCHO MPUITOKEHUE
Ne 9, kbM KOUTO ce TpuIaraT JOKyMEHTHUTE 1o 4. 26, an. 1, 1. 2 - 4.

Uin. 27. (Hos - JIB, 6p. 48 ot 2014 r.) (1) 3a npoBexaaHe Ha JOTOBAPSHETO
ynpasutensT Ha H30K omnpenens cbe 3anoBen komucus ot ciyxutenn Ha H30K. B
3armoBe/ITa ce OMPEACIIAT MpeIceaaTe]l Ha KOMUCHATA M ChOTBETHH PE3CPBHU YICHOBE.

(2) B chcTaBa Ha KOMHUCHATA 3aIB/DKUTEIIHO CE BKJIIOUBAT MPABOCIOCOOEH
IOPUCT, MaruCThP-PapMaIeBT/u 1 HKOHOMHUCT/H.

(3) 3amoBeara no ain. 1 ce u3gasa cien nNyOIMKyBaHe Ha MOKaHATa Mo 4i. 25,
am. 1.

Y. 28. (Hos - 1B, 6p. 48 ot 2014 r.) (1) KoMucusra u3pbpiiBa npoBepka Ha
NOJa/IeHUTE JOKYMEHTH 110 WI. 26, al. 1 3a CbOTBETCTBUETO UM C Ta3M Hapeada, KaTo uMa
IIPaBo Jia MOMCKA OT YYaCTHHKA B 3-IHEBEH CPOK J1a OTCTPAaHU HEPEJOBHOCTH W/WIU Aa
IPEOCTaBH JOIIbJIHUTENHA HH(OPMAIHMS KbM MOAAJCHUTE TOKYMEHTH.

(2) Komucusita He pasriexiaa MpeAIoKEeHUsI, KOUTO HE OTroBapsAT Ha
U3MCKBAaHUATA Ha Hapendara, KaKTO M Ha YYaCTHHULUTE, KOMTO HE ca OTCTpaHWIU
HEPEJOBHOCTUTE W/WIM HE ca NPEeJOCTaBUIM JONBIHUTEIHATa HHPOpMAIUsI B
OIpEEIIEHUS CPOK.

Un. 29. (Ho - B, 6p. 48 ot 2014 r.) (1) Ilpm pasrnexmane Ha
MpeJIoKEHUATa Ha yYaCTHUIIMTE TPECeIaTeNsIT U ABaMa OT WICHOBETE Ha KOMHUCHSTA ce
MOJIKMCBAT BbPXY BCSIKA CTPAHULIA OT MPEATIOKECHHUATA.

(2) Komucusita 1o cBos mpereHka MoXe J1a MOKaH! YYaCTHUK Ja [0/1aJ1€ HOBU
IIPEJIOKEHUS.

(3) Komucusara u3roTBs mpoTOKOJIM 3a CBOsITAa paboTa U C perieHue 00sBsIBa
pE3yJATaTUTE OT MPOBEACHOTO JOTOBapsIHE, KaTO ITOCOYBA!

1. pa3mepa Ha IOrOBOPEHUTE OTCTHIIKU, aKO TaKHBa ca JOTOBOPEHH;

2. croitHocTTa, KoATo H3OK mie 3amnama, moimydeHa B pe3yidTar Ha
HaMaJIeHaTa C JOrOBOpEHaTa OTCTHIIKA 1IeHA Ha JIEKAPCTBEHUTE MPOTYKTH.
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(4) Bp3 ocHOBa Ha pelIeHHETO MO ajl. 3 KOMHCHATA M3IOTBS IPOEKTH Ha
JIOTOBOPH U T'M npezcTass Ha ynpasutens Ha H30K.

Un. 30. (Hos - JIB, 6p. 48 ot 2014 r.) HarmonanxaTa 31paBHOOCHTYpUTEITHA
Kaca my0JIMKyBa Ha MHTEPHET CTPaHUIaTa CH WH(POPMAIIKS 32 CKIFOYCHUTE JJOTOBOPH, Oe3
Jla C€ IOCOYBAT Pa3MEPUTE HA IOTOBOPEHUTE OTCTHITKU, KAKTO ¥ MHPOPMAITHUS 32 aJIPECHUTE
Ha TMPUTEKATEIUTE HA pa3pelieHUs 3a yrnoTpeda W/HMIM YIIBIHOMOIICHUTE UM
MPEICTaBUTENH, TeIe(OHHU HOMEpPA U JIMIIA 32 KOHTAKT.

Paznea II1.

YciaoBusi, KpUTEPHH U Pel 32 J0TOBapsiHe HA OTCTHIIKH OT CTOMHOCTTA 3a
CbOTBETHATA IPyNa MeIMUNHCKH U31eJMsl, BKJIIOYEeH! B cucbka mo 4wi. 30a
oT 3akoHa 3a MmeguuuHckuTe u3aeaus (Hos - IIB, op. 48 o1 2014 1., oTM™M. - /IB,
op. 62 ot 2015 r., B cua1a ot 14.08.2015 r.)

Ui 31. (Hos - JIB, 6p. 48 ot 2014 r., ot™. - [IB, 6p. 62 ot 2015 1., B cuna ot
14.08.2015 r.)

Uin. 32. (Hos - IB, 6p. 48 ot 2014 r., ot™. - [IB, 6p. 62 ot 2015 1., B cuna ot
14.08.2015.)

Uin. 33. (Hos - IB, 6p. 48 ot 2014 r., ot™. - [IB, 6p. 62 ot 2015 1., B cuna ot
14.08.2015.)

I'naBa nera.

YCJOBUS U PEA 3A Bb3CTAHOBABAHE OT IIPUTEXATEJIUTE HA
PASPEHIEHUSATA 3A YIIOTPEBA NJIM TEXHU YIITBJIHOMOIIIEHHU
NPEACTABUTEJIN HA IIPEBUINEHUTE BIO/’KETHHU CPEACTBA
ITPU ITPUJIATAHE HA MEXAHU3BM, TAPAHTUPAIILL
NPEABUJIUMOCT U YCTONYUBOCT HA BIO/I’KETA HA H30K
(HOBA - JIB, bP. 17 OT 2019 I'., 3AT'JI. U3M. - JIB, bP. 19 OT 2020T".)

Uin. 34. (Hos - IB, 6p. 17 ot 2019 1.) (1) (U3m. - [IB, 6p. 19 ot 2020 1., u3m.
- 1B, 6p. 49 or 2022 r., B cuna ot 01.07.2022 r.) 3a rapaHTupaHe NperBUIUMOCT U
ycroiunBocT Ha OroxeTa Ha H30K 3a 31paBHOOCUTYpUTETHY IJIalllaHus 3a JIEKapCTBEHU
NPOAYKTH ChIVIACHO 3aKkoHa 3a Oropkera Ha H30K 3a choTBeTHaTta roauna HagzopHust
cpBeT Ha H30K exeronHo npuema ¢ pemieHue MexaiuszbM 1o wi. 45, an. 31 330.

(2) Mexanu3msbT 110 ai. 1:

1. e IpUJIOKUM 3a BCUYKH JIEKAPCTBEHU MPOAYKTH, BKIroYeHH B I1JIC mo ui.
262, am. 6, T. 1 3JIIIXM, 3ammamanu HanbaHo wikd yactuuaHo oT H3OK, u 3a BcHuku
JeKapcTBeHH NpoaykTH, BKiIrodeH B [1JIC mo umn. 262, an. 6, 1. 2 3JITIXM u 3amnamanu
or H30K B OonHMYHAaTa MEAMIIMHCKA IOMOII H3BBH CTOHHOCTTa Ha OKa3BaHUTE
MEAUIMHCKH YCIIYTH;
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2. uMma JeicTBHUE CIPSMO BCUYKU MPUTEXKATEIN Ha pa3pelieHue 3a yrnorpeda
Ha JICKapCTBEHUTE MPOAYKTHU MO T. | M TEXHHUTE YII'BIHOMOIIEHU MPEACTABUTEIHN MPU
HAJIMYUE Ha OCHOBAHUATA U YCIOBUATA, yCTAHOBEHH B HETO;

3. (u3m. - IB, 6p. 19 o1 2020 1.) ce mpuiara 3a KajieHapHaTa roJnHa, 3a KosiTo
€ Tpuer.

(3) (U3m. - 1B, 6p. 19 ot 2020 r., u3m. - [IB, 6p. 49 ot 2022 r., B cuna ot
01.07.2022 r.) HantnonaxHaTa 3paBHOOCUTYPHUTEIIHA Kaca, B CPOK JI0 5 pabOTHH JTHU OT
oOHaponBaHe B "/[bpkaBeH BeCTHHK" Ha PEIICHHETO IO al. 1, mMyOJMKyBa HA MHTEPHET
CTpaHHULIaTa CH CHOOUICHHE JIO MPHUTEKATEIIUTE Ha pa3pellieHus 3a ynorpeda Wik TeXHU
YI'BJIHOMOIIICHH MPEICTABUTEIH 33 CKIIFOUBAHE Ha JOTOBOPH 3a MpUJlaraHe Ha MEXaHU3Ma
no wi. 45, an. 31 330 3a roguHara, 3a KoATO € mpuer. JloroBopure ce CKiIouYBaT Mo
oOpa3zern, myOoJIuKyBaH Ha HHTepHET cTpanumara Ha H30K.

(4) (U3m. - IB, 6p. 19 ot 2020 1., u3m. - IB, 6p. 49 ot 2022 1., B cuna ot
01.07.2022 r.) JoroBopuTe 1o aii. 3 ce CKI0YBaT A0 | MapT Ha TOAMHATA, 33 KOATO € IIPUET
ChOTBETHUSAT ME€XaHU3bM 110 4. 45, an. 31 330, u Bnu3ar B cuiia ot 1 AsHyapu Ha chliata
roauHa. JlekapcTBEHUTE MPOJYKTH, 3a KOUTO HE Ca CKIIOYEHH JOroBOpU N0 1 mMapT Ha
chllaTa roguHa, He ce 3amiamar ot H30K.

(5) Ilpu moroBopeHH OTCTBIIKH 3a CJIE/BalllaTa TOAMHA 3a JIEKAPCTBEHUTE
npoAaykTu mo wi. 45, an. 10 u/umm an. 21 330 kato ycioue 3a 3amnamnianeto uM ot H30K,
3a MpUJIaraHETO Ha MEXaHW3Ma M 3a OTCTBHIIKUTE CE€ CKIIF0YBa 001 JOTOBOP.

(6) B cnmyuauTe Ha yIbIHOMOIIIABAHE 110 al. 4 ce Mpuiara IbJIHOMOIIHO MPU
crnasBaHe Ha M3UCKBaHMATA 110 WiI. 23, an. 5, T. 2.

Ui 35. (Hos - IB, 6p. 17 ot 2019 r., u3m. - JIB, 6p. 19 ot 2020 1.) (1) (M3Mm.
- AB, 6p. 49 ot 2022 1., B cmuta ot 01.07.2022 r.) 3a npusiarane Ha MEXaHU3Ma 10 4. 45,
ain. 31 330 H30K ny6nukyBa Ha MHTEpPHET CTpaHUIATa CM MHQPOpPMALUSA 3a BCIKA OT
OCHOBHHUTE TPYyIH JIEKapCTBEHH MPOJYKTH, ONpPEeeHH B 3akoHa 3a Oropkera Ha H30K
3a ChbOTBETHATA FOJIMHA.

(2) B 30-1HeBeH cpoK OT U3THYAHE Ha BCSIKO TPUMECEUHe Ha TeKyIaTa ToAuHa
H3O0K ny6nukysa:

1. Oopyrau pasxomu Ha H3OK 3a TpumeceumeTo 3a OTHYCHATHTE, PECIL.
NPUJIOKEHN U OTYETEHM KOJIMYECTBA JIEKAPCTBEHU MPOAYKTH 3a BCSKAa OT OCHOBHHTE
TpYIIX JIGKAPCTBEHU MPOIYKTH TI0 ajl. 1, o MEXIyHApOIHU HETTATeHTHN HAUMEHOBAHUS 1
THPrOBCKH HAaMMEHOBAHUS;

2. 0011 HeTeH pa3xof (cies MpucIagaHe Ha JIOTOBOPEHUTE 3abJDKUTEITHU U
nobpoBonaHu oTcThnkd) Ha H3OK 3a TpumeceumeTo 3a BCSKa OT OCHOBHHMTE IpYIHU
JIEKapCTBEHH MPOJYKTH MO all. 1;

3. CTOWHOCT Ha MPEBUIIEHUETO WK HEAOCTUTAaHETO HA YCIOBHUS OIOJDKET 32
TPUMECEUHETO 32 BCSIKA OT OCHOBHMTE IPYIH IO ajl. 1, omnpezeneH ChIrilacCHO MeXaHu3Ma
mo wir. 34, an. 1.

(3) B 30-naeBen cpok ot m3tnuyane Ha Besiko Tpumeceure H30K nmpengocrass
Ha ChOTBETHHUTE MPUTEKATEIN Ha pa3pellieHus 3a yrnorpeda HiIM TeXHH YITbIHOMOIIECHU
MPEJICTaBUTEINHN ClieIHaTa MHPOpMaIHs:

1. mernm pasxomu Ha H3OK (cnmex mnpucnamaHe Ha JOTOBOPEHUTE
3aIBJDKUTEIIHA U JOOPOBOJIHU OTCTBIIKM) 3a TOBAa TPUMECEUYHE 3a OTIyCHATUTE, PECIIL.
OPUJIOKEHH M OTYETEHH KOJIMYECTBa JIEKAPCTBEHM IMPOJNYKTH Ha TpUTEkKaTels Ha
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pa3pelieHueTo 3a yrnoTpeda, 3a Bcika OT OCHOBHHUTE I'PYIH JEKapCTBEHU MPOAYKTH IO ajl.
1, mo MexayHapOIHU HEMIATEHTHH HAMMEHOBAHUS U ThPrOBCKM HAUMEHOBAHUS;

2. MOATPYIUTE JIEKAPCTBEHU NPOAYKTH Ha MPUTEXKATENS Ha pa3pelIeHUeTo 3a
yrnorpebda OT Bcsika OCHOBHA TpyIia, MPH KOUTO MOATPYIU € YCTAHOBEHO HAJBUIIICHHE HA
pasxonure Ha H30K chriacHo Mexanusma 1o wi. 34, ajn. 1; cTolHOCT Ha HAJBUILICHUETO
3a BCsIKa MOJIrpyIa U pa3Mepa Ha KOHKPETHUTE CYyMHU, TOJJIeXkKAIIN Ha Bh3CTAHOBABAHE Ha
H30K.

(4) B tpumeceueH cpok OT M3THYaHE Ha KajeHaapHata roguHa H3OK
U3BBPIIBA TOAMIIHO H3PAaBHSIBAHE HA BBH3CTAHOBEHHUTE [0 TPUMECEUUsS MPEBUILICHU
CPEIICTBA OT MPUTEIKATEIUTE HA Pa3pelIeHUsITa 3a ynoTpeOda Uil TeXHH YITbITHOMOIICHU
MPEJICTABUTENIN CIPSAMO OOIIOTO TOJWIIHO TPEBUIICHHE HA OMNPEICICHUTE LENEBU
cpencTBa B 3akoHa 3a Oropkera Ha H30K 3a choTBeTHAaTa roivHa IPU YCIIOBUS U 10 pefl,
YCTaHOBEHU B MexaHu3Ma 1o wi. 34, an. 1.

Ui 36. (Hos - /IB, 6p. 17 o 2019 1.) (1) (M3m. - 1B, 6p. 19 or 2020 1.) B 7-
JHEBEH CpPOK OT TOJy4aBaHe Ha MH(popMamusTa mo wi. 35, an. 3 IpUTeKaTeNnsiT Ha
pas3pelIeHneTo 3a ynoTpeda/HeroB yIbJJHOMOILEH IPEACTaBUTENl UMa [IPABO HA MMCMEHO
Bp3pakeHue. HanumoHanHaTa 31paBHOOCUTYpUTEIHA Kaca pasriiexna He3ab0aBHO
HOCTBIIUIIOTO BB3PaKEHUE M YBEJAOMSBA IMUCMEHO MPUTEKATENs Ha pa3pelieHHEeTo 3a
yIoTpeOa/HeroBus YI'bIHOMOIIEH MPEICTABUTEN 32 CBOETO PEIICHHE.

(2) (U3wm. - 1B, 6p. 49 o1 2022 1., B cunna ot 01.07.2022 r.) B cmyuauTe, Koraro
BB3pAKEHHUE HE € MOCTBHIIMWIO B CPOKA MO all. 1 WM KOraTo MOCTHIIUIOTO Bb3paXKEHHUE €
OTXBBPJICHO M3ISUI0 MM YaCTUYHO, IPUTEXKATEIIAT Ha pa3peleHHeTo 3a yrnoTpeda/Heron
YITBITHOMOIIIEH TIPECTaBUTEIN U3BBPIIBA TUPEKTHO miamane kbM H30K.

(3) (U3m. - IIB, 6p. 49 ot 2022 r., B cuma ot 01.07.2022 r.) AbIKUMOTO
mupekTHo 1utamane kbM H3OK 3a choTBETHOTO TpuMeceune Ha TeKyllaTa TofuHa ce
U3BBpPIIBA OT IMpHUTEXATels Ha pa3pelleHHeTo 3a YHoTpeOa/HeroB YI'bJIHOMOILEH
IpeJIcTaBuTeN B CpoK 10 20 THU OT MOJydyaBaHe Ha CIpaBKaTa, pecil. Ha OTTOBOpa IO aJl.
1, no o6sBeHa or H30K Ha uHTEepHeT cTpaHunara i 0aHKOBAa CMETKA. 3a U3BBPUIEHOTO
wiamade H30K u mpurexarenst Ha pa3pelleHueTo 3a ynoTpeda Ha JIeKapCTBEHUS
IPOAYKT/HETOBUAT YIBJIHOMOIIEH MPEJCTaBUTEN MOJAMNUCBAT TMPOTOKOJ CBIJIACHO
npunoxenue Ne 11.

(4) B cpok 10 kpast Ha IBPBOTO TPUMECEUHE Ha cie[BallaTa KaJleHJapHa
TOJIHA CE€ M3BBPIIIBAa CHOTBETHO M3PaBHSIBAHE.

Un. 37. (Hos - [IB, 6p. 17 ot 2019 r.) (1) (M3m. - AB, 6p. 19 ot 2020 1.)
[MputexxaTtennTe Ha pa3pelieHUsITa 3a yYNOTpeda Ha JIEKAPCTBEHUTE MPOIAYKTH OT
OCHOBHMTE TPYIH 10 wi. 35, aji. 1 BB3CTaHOBSBAT MPEBUIICHUTE CPEJICTBA, YCTAHOBEHU
Npy TpujiaraHe Ha MexaHu3Mma. Bb3CTaHOBSBaHETO € B IBJICH pa3Mep Ha pa3XxoJuTe Ha
H30K 3a nexkapcTBeHM NpPOAYKTH HaJ OINpENEIeHUTE LENEeBU CpPEACTBa B 3aKOHA 3a
6romkera Ha H30K 3a cboTBeTHaTa rofnHa, KaTo ce OTYMTA U JI€TbT HA pe3epBa Mpu
pemenne Ha Hagzopuus ceBer Ha H30K 1o un. 15, an. 1, 1. 7 330.

(2) HenbT Ha pe3epBa 3a HENMPEABUACHHU U HEOTJIOXKHM Pa3Xo/y Mo ai. 1 e He
MOBEYEe OT JIeJIa Ha Cpe/ICTBAaTa 3a pa3Xxo/M 3a JEKapCTBEHU NMPOIYKTH 3a OCHOBHA Ipyma
no 4. 35, . 1 B oOuus pazmep Ha pasxoaute U TpaHcdepure no 6romkera Ha H30OK 3a
ChOTBETHATa rOJIMHA.
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(3) Pazxoaure 3a JeKapcTBEHM MPOAYKTH ca OOBBP3aHM C MApaMETPUTE Ha
3akoHa 3a Oromkera Ha H30K 3a choTBeTHATa roavHa, MiIaHUPAT ce€ B ChOTBETCTBHE C
napaMeTpuTe Ha CpeAHOCpPOYHATa OO/PKETHAa NPOTHO3a, C PbCTa Ha pa3XxoauTe 3a
3APABHOOCUTYPHUTCIIHU IVTAlllaHUA U B PAMKUTC Ha TCMITIOBCTC HA U3MCHCHUEC HA PAa3XOAUTC
3a 37]paBHOOCHUTYPUTEITHH IUIAIIAHKS 32 ChOTBETHATA TOIMHA CIPSAMO IPEAXOIHATA.

I'nmaBa mecra.

YCJIOBUS U PEJI 3A BAIIVIAILIAHE HA JIEKAPCTBEHU INPOJAYKTMU,
MEANINHCKHA U3JAEJIUA, IMETHYHU XPAHU 3A CIIELIMAJIHU
MEJAUIMAHCKHA HEJIU U BUCOKOCIIEIIMAJIUSUPAHU
AITAPATHU/YPEIN 3A UHAUBUAYAJIHA YIIOTPEBA OT OBXBATA
HA HAPEJIBATA 110 YJI. 82, AJL. 6 OT 3AKOHA 3A 3/IPABETO (HOBA
-JIB, BP. 17 OT 20191T".)

Un. 38. (HoB - B, 6p. 17 or 2019 r.) (1) Hauuonamnnara
3IpaBHOOCUTYpHUTEJIHA Kaca 3amuiaima 3a JekapctBeHu mnpoayktu, MU, JXCML u
BHUCOKOCIICIIMATIU3UPAHH arapaTh/ypen 3a HWHIWBHUIyalHa yrmoTpeda OoT oOxBara Ha
HapenOara mo wi. 82, an. 6 ot 3akoHa 3a 3/IpaBeTO U MPHU YCIOBUITA U pelia, YCTAHOBEHU
B Hesl.

(2) 3a nexapcrBenute npoayktu, MU, JIXCMII u Bucokocnenuantu3upaHuTe
anapartu/ypeau 3a HHIUBUAyaTHa yroTpeda mo a. 1, 3a KOWTO ca MoIaJCHH 3asIBICHUS 32
zamnamane, H30K ckitouBa ChOTBETHU JTIOTOBOPH € MPOU3BOJAMTENN WM THPrOBLU Ha
ePO/TEXHHU YITHTHOMOIICHH MPEACTABUTEIN W/WIN ¢ JIeueOHU 3aBeeHus. B moroBopure
Ce ypeKIaT YCJIOBHSTAa U PEeIbT 3a JOCTaBKa, OTYUTAHE, KAKTO W JAPYTH CHEIH(PUYHU
YCJOBHS, CBBP3aHH C MOJIAICHOTO 3asBJICHHUE 32 3aIljIallaHe.

(3) B cayuyaute mo an. 1 H3OK 3ammama CTOWHOCTH HE TMO-BHCOKH OT
3aIJIalaHATE ChOTBETHU CTOMHOCTH MPE3 MPEAXOHATA TOJANHA, ChC CPEACTBA, MTOTYUYECHHU
oT Tparcdep oT MUHUCTEPCTBOTO Ha 3/paBEOMa3BAHETO.

Y. 39. (Hos - JIB, Op. 17 ot 2019 r.) Hanimonannara 3a4paBHOOCUTYpUTEIIHA
Kaca 3aljaia cieJl MpeIcTaBsHe Ha ChOTBETHA OTYETHA (DMHAHCOBA M MEIUIIMHCKA
JIOKYMEHTAIMS B U3IIBIHCHUE HAa CKIIFOYEHUTE JIOTOBOPH 10 4JI. 38, ai. 2.

Un. 40. (Hos - [IB, 6p. 17 ot 2019 1.) (1) 3a MU u BucOKOCHEUATH3UPAHU
amapaTu/ypeau 3a uHAuBUIyaHa yrnorpeda mo wi. 38, an. 1 H30K moroBapst oTcThIku
1o pena Ha Hapenbarta o wi. 30a, an. 3 ot 3MU.

(2) 3a nexkapctBeru npoaykTd U JAXCMII mo wr. 38, an. 1 H30K moxe na
JIOTOBapsl C THPTrOBLUUTE HA €APO/TEXHUTE YI'BIHOMOUIECHH IMPEJACTABUTENN OTCTBHIIKA B
pasmep He mo-MayrbK oT 10 Ha CTO OT ToCTaBHATa LieHa.

(3) Haunonannara 31paBHOOCUTYpUTEIHA Kaca 3aruialia /10 HamajeHaTa c
pasmepa Ha OTCTBIIKaTa ChOTBETHA CTOMHOCT 1O all. 1 u 2.

Ui 41. (Hos - IB, 6p. 17 ot 2019 r.) HannonanxaTta 31paBHOOCUTYPHUTEITHA
kKaca mnyOnumKyBa Ha oduIMaTHaTa CH HWHTEPHET CTPAHMIIA EXETOJACH OTYeT 3a
nekapctBennte npoayktu, MU, JIXCMIL] 1 BucoKkocTeIMaIM3UPAHUTE anapaTh/ypeau 3a
WHAWBHUAyallHA yrmoTpeba W 3amiaTeHUTe 3a TIX CPEACTBA, KOWTO MEPUOJUYHO Ce
aKTyalIu3npa.
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I'naBa ceama.

YCJIOBUS A PEJ 3A SAIVIAIIAHE HA ITIOMOIIHU CPEACTBA,
NPUCIIOCOBJIEHUSA, CbOPBXXEHUA U MEJIULITMHCKHU U3JIEJINA,
INPEJHA3HAYEHMU 3A XOPATA C YBPEX/JIAHUS U 3A
CKJIIOUBAHE HA JOI'OBOPH 110 4JI. 45, AJI. 16 OT 330 (HOBA - /1B,
BP.49 OT 2022 T., B CWJIA OT 01.07.2022T.)

Uin. 42. (Hos - JIB, 6p. 49 o1 2022 r., B cuia ot 01.07.2022 r.) Haimonannara
3apaBHoocuryputenHa kaca 3aminam@a [ICIICMUXY, B T. 4. peMOHTHM [JI€MHOCTH,
BKJIFOUCHH B crielM(DHUKaIUATA - CIUCHK 1Mo WI. 63, an. 1 or Hapen6a Ne 7 ot 2021 1., ipu
CJICIHUTE YCIOBHUSI:

1. na ca omnpeaeneHu UHAUBHUIYAIHO 32 JIUIETO C YBPEKAAHUS C MEAUIIMHCKH
JIOKYMEHT, M3JaJI€H OT JIEKapCKa KOHCYJITaTWUBHAa KOMHCHS, TEPUTOpUATIHA EKCIIEpTHA
JieKapcKa KoMucus niu HanmonanHaTa ekcriepTHa JIeKapcka KOMHCHS TIPH ChOOpa3siBaHe
Ha MEIUIMHCKHUTE YCIIOBUS, CKCIUIOATAIIMOHHUTE CPOKOBE  HEOOXOIMMHUTE METUIIUHCKA
JIOKYMEHTH 32 MIPEIOCTABSIHETO UM;

2. Ipy OMPEIEISTHETO UM OT KOMUCHHTE 110 T. | 71a O'bJie MOCOYEH KOHKPETHUSIT
Bung [ICIICMUXVY/choTBeTHaTa pEMOHTHA JEHHOCT, WHIUBUAYAIH3UPAHU CbC
ceotBeTHUsE H30K Ko7, mocouen B cienudukanusra mo wi. 56 ot Hapen6a Ne 7 ot 2021
I.;

3. na e omobpeno ot aupekropa Ha P30K, choTBeTHO OT ympaBuTEls Ha
H3O0K, 3aaBnenunero 3a npenocrassine Ha [ICIICMUXY na nunero ¢ yBpexaaHus, Ha
YI'BJIHOMOIIIEHO OT HETO JIMIIE WJIM Ha JUIEeTO 1o wi. 21, an. 2, 1. 2 - 4 3XV;

4. na oTroBapsAT Ha M3UCKBaHMATAa HA 3MU M Moa3aKOHOBUTE HOPMATHUBHU
aKTOBE 10 HETOBOTO MPHJIaraHe;

5. MCAUIIMHCKUTE M3ICNIHS A ca BKIIOYEHU B cnuchKa 1o wi. 30a, an. 1 3MU;

6. 1a ©UMaT CTOMHOCT, JI0 KOSITO CE 3aIulallar, orpeaeneHa no peaa Ha Hapenba
Ne 7 oT 2021 1.

Un. 43. (HoB - 1B, Op. 49 ot 2022 r., B cuna ot 01.07.2022 r.) (1) 3a
npenocrapsHe Ha [ICIICMUXY no un. 42 H30K cknrouBa gorosopu 1o ui. 45, an. 16
330 c¢ nuuata, OChIIECTBABALLM JEHHOCTH IO MPEJOCTAaBIHE U PEMOHT Ha MOMOILHU
CpeACTBa, NPUCIOCOOJIEHUS, CBHOPBKEHMS W MEIUIMHCKM U3JeNus 3a XopaTra C
YBPEXKIaHUs, PETUCTPUpPAHU KaTo THPrOBLUM M BIHMCAHW B pErucTbpa Ha JUIATa,
OCBUIECTBSBAIM JEWHOCTH IO NPEJOCTaBSIHE M PEMOHT Ha IIOMOIIHU CpEACTBA,
MPUCTIOCOOJIEHUSI, ChOPBKEHUS U MEIULIMHCKU U3JIENHS 3@ XOpaTa C YBPEKIaHUS.

(2) B norosopure no an. 1 ce ypexzaar ycloBUS M PEl 3a U3BBPIIBAHE HA
nerHoctuTe mo npenoctaBiHe u peMoHT Ha [ICIICMUXY, npaBa U 3aab/DKEHHS Ha
CTpaHNTE, JOKYMEHTAllUs M OTYETHOCT, YCJIOBMS M PEI 3a KOHTPOJI M CAaHKLUUU IpU
HEeu3II'bJIHEeHHEe. JloroBopuTe ce CKIoYBaT Mo oOpasell, YTBBPAEH OT YIpaBUTENs Ha
H3O0K.

(3) Jlunero mo an. 1 ckmouBa poroBopa ¢ H3OK upe3 aupexropa Ha
cpotBeTHaTa P30K, Ha yusATO TEpUTOpPHUS € Pa3KPUT CHOTBETHHUAT THPIOBCKU OOEKT 3a
npenocrasiHie U pemMoHT Ha [ICIICMUXY. 3a Bceku oTneneH ThProBCKH OOEKT ce
CKJIFOYBA OTJEJIEH AOIOBOD.

(4) B noroBopuTe ce mocouBat v MOAU3IIBIHUTEINTE, B CIIy4ail ue UMa TaKuBa.
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(5) Horoopure mo an. 1 ce Ckiro4BaT 3a CPOK JO €/1HA FOJWHA W BJIM3aT B
CHWJIa OT JIaTaTa Ha BIM3aHE B CHJIA HA CIICU(UKAIMUATA - CIIUCHK 1O Wi. 42, KaTo Morar Ja
OBJaT yAbKaBaHU B cIydauTe 1Mo wi. 63, ai. 6 or Hapen6a Ne 7 ot 2021 r.

UYn. 44. (Hos - /IB, 6p. 49 or 2022 r., B cuna ot 01.07.2022 r.) (1) 3a
CKJIFOYBaHE Ha J0roBop o wi. 43, an. 1 KaHAUAATHT Cile[Ba Jla OTroBaps Ha CIECAHUTE
YCIOBUS:

1. na e Bnucan B peructbpa mno wi. 88, ain. 1 ot 3XVY;

2. 1a HAMa MyOJIMYHU 3aIbJKCHUS;

3. 00eKTHT, B KOWTO I1I€ C€ U3BBPIIBA AEHHOCTTA, /1a € BKJIIOYEH B CIIUCHKA C
00€KTHTE, 10 OTHOILIEHUE Ha KOUTO € U3/1a/ICHa 3all0BE/ITa 32 BIIMCBAHE B PErMCTHpa 110 T.
1, c mocouen azpec, TeaedoH, eIeKTPOHHA IOLIA U JIMIE - OTTOBOPHUK Ha 00EKTa;

4. n1a ©Ma OCUTYpEHa TEXHHYECKa Bb3MOXKHOCT 32 IOJI3BaHe Ha coTyep, upes3
KOITO Jna mMma Bpb3Ka cbc cnenuanusupan codryep Ha H3OK 3a neitHocture 1o
MpeoCcTaBsiHe, OTYMTaHe, KOHTpoa u 3aruianiane Ha [ICIICMUXY/peMoHTHH NEeHHOCTH;

5. n1a uMa OCUTYpPEeH MepCcOHaJlleH WIM NpodecuoHaneH KBanuduuupaH
enektponen  moamuc  (KEII) Ha  orroBopHmka Ha  OOGKTa WM HaA
yIpaBUTENS/ITbIHOMOIIIHUKA HAa ThProBela.

(2) 3a cxurouBaHe Ha JOroBop 1o 4uil. 43, an. 1 kanauaarsT nojaasa 1o P3OK
3asBJIeHUE N0 oOpasel], yrBbpjaeH oT ynpasutens Ha H30K, B koeTo BnucBa JaHHM 3a
€IMHHUS WICHTH(PHKAIMOHEH KOJ Ha THProBela OT TBPrOBCKUA peructsp. Kbm
3asBJICHUETO C€ MPHJIAraT CJIeHUTE JOKYMEHTH:

1. TOKyMEHT 3a aKTyajHa PErucTpalys M0 HALIMOHAIHOTO 3aKOHOJIATENICTBO,
U3/JaJIeH OT KOMIIETEHTEH OpIraH Ha ChbOTBETHATA JIpyra Jbp)KaBa Ha KaHAMUJATa - caMo 3a
Jpy’KecTBaTa, peruCTpUpaH B Apyra IbprkaBa - ujeHka Ha EBpomneiickus cbio3, Win B
I'bpkaBa - cTpaHa no Criopa3zyMeHHETo 3a EBponeiickoTo MKOHOMHUYECKO ITPOCTPAHCTBO;

2. yIOCTOBEpEHHE 3a BIUCBAHE B perucropa no ui. 88, an. 1 3XV;

3. Aeknapanys/aekaapaniy oT Julie, PEeICTaBIABaIlO0 KaHAUIaTa, 3a:

a) HAJIMYMETO Ha rPa’kJaHCKHU JIOTOBOP 3a YIpaBJIEHUE WIH TPYAOB JOTOBOD
Ha OTTOBOPHMKA Ha 00EKTa;

0) HAJIMYMETO Ha JOrOBOP C PEMOHTHA 0a3a, B Cllyyail ue JIMLETO Mo Wil. &8,
as1. 1 He pa3nosara cbC cOOCTBEHA TaKaBa;

B) OCUT'YpE€Ha TEXHUYECKa Bb3MOKHOCT 3a I0JI3BaHe Ha codryepa mo ui. 44,
am 1, 1. 4;

r) ocuryped KEII o ui. 44, an. 1, 1. 5.

(3) IIpu koHCTaTMpaHe HAa HEMBJIHOTH WJIM HECHOTBETCTBUS B IOJa/ICHUTE
JokymMeHTH aupekTopsT Ha P3OK nucMeHno yBeaoMsiBa KaHIu1aTa 3a TOBA U onpenens 3-
JHEBEH CpPOK 3a OTCTPaHSABAHETO WM, KaTo My YKa3Ba, 4€ IIPU HEOTCTPaHSIBaHE
MIPOU3BOJICTBOTO MO 3asBIEHUETO IIe ObJe MpekpareHo. B Te3u ciiydan CpokbT 3a
NpoM3HACSHE IO 3asiBJICHUETO 3aloyBa Jla Tede OT JaraTa Ha OTCTpaHsABaHE Ha
HECHhOTBETCTBUSATA.

(4) Oupexropbt Ha P30K B 14-1HEBEH CpPOK OT MoJaBaHE Ha 3asBICHHETO
CKJIIOYBA JIOTOBOp Mo oOpasen, yTBBbpAeH oT ympasButens Ha H3OK, unum uznasa
MOTHBHUPAH OTKAa3 3a CKJIFOYBAHETO HA JIOTOBOP, B CIIyyail ue KaHAMJIAThT HE OTroBaps Ha
ycioBudaTa no ai. 1.

(5) OrtkazsT 1o an. 4 momIexxku Ha oOxalBaHe Ha peda Ha
AJMUHUCTPATUBHONPOIIECYATHUS KOJEKC.
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Ui 45. (Hos - JIB, 6p. 49 o1 2022 1., B cuima ot 01.07.2022 1.) (1) JIunara cbe
CKJIFOUEHH J0roBOpH 1o wi. 43, ain. 1 oTpassBar B crnienmanusupanus copryep na H30K
no wi. 44, an. 1, 1. 4 neitnocrure no npegoctaBsane Ha [ICIICMUXY wunu u3BbpiIBaHe Ha
PEMOHT HENOCPEACTBEHO CJI€J] M3BBPIIBAHETO MM. JlOCTBOBT [0 ClEHUATU3UPAHUA
codpryep Ha H30K ce ocwrmiectBsiBa ¢ KEII cbriacHo uin. 44, an. 1, 1. 5.

(2) HpenocraBsnero Ha I[ICIICMUXY u peMOHTHUTE JAEHHOCTH C€
W3BBPIIBAT CHIJIACHO CIICU(PHUKALMITA - CIIUCHK 110 Wi. 63, an. 1 ot Hapen6a Ne 7 ot 2021
T.

(3) IlpemocraBsnero Ha I[ICIICMUXY u peMOHTHHTE JCHHOCTH Ce
U3BBPIIBAT B CHOTBETCTBUE € 0f00peHOTO OT ympasutens Ha H3OK, choTBeTHO OT
nupektopa Ha P3OK, 3asBnenune no wi. 69, an. 1 ot [IpaBriiHuka 3a npuiarane Ha 3akoHa
3a xoparta ¢ yBpexaanusi, npuert ¢ [locranosienne Ne 65 na Munucrepckus cbBet oT 2019
r. (IB, 6p. 27 o 2019 1.).

Un. 46. (Hos - B, 6p. 49 ot 2022 r., B cuia ot 01.07.2022 r.) (1)
Hanuonannara 31paBHOOCUTYpUTEIHA Kaca 3aIllallla Ha JIUIaTa CbC CKIFOYEHH 1I0IrOBOPHU
no wi. 43, an. 1 3a npenocrasenure ot Tax [ICIICMUXY u u3BbplIeHUTE PEMOHTHU
JIEMHOCTH MPHU CIIa3BaHE HA YCIOBUATA M0 4. 45.

(2) Crienq m3THuaHe Ha KaJICHIAPHUS MECEIl Ype3 CICIHATU3UPaHus coPTyep
Ha H30K 1o uz. 44, an. 1, 1. 4 ce popmupa MeceqyHO U3BECTHE, ChAbPXKAILO 0100peHaTa
U OTXBBpJICHATA OT 3aIUIalllaHe JEMHOCT, KAKTO U IPUYMHATA 32 OTXBBPIISIHETO.

(3) CroitHocTuTe 3a 3amjaliaHe B MECEYHOTO H3BECTHE ca ChIJIACHO
cnenuduKanuATa - CUCHK Mo Wwi. 63, an. 1 ot Hapenda Ne 7 ot 2021 T.

(4) MeceuHoTo W3BecTHE MO ajl. 2 Ce MPEeIoCTaBs Ha JjumaTa mo aia. 1 mo
€JIEKTPOHEH BT upe3 cneruanusupanus cohpryep Ha H30K mo wi. 44, an. 1, 1. 4.

(5) HeliHoCcT ce OTXBBpisSl OT 3aljallaHe, B CIy4ail ue MpeloCTaBeHOTO
[ICTICMUXY, CcBOTBETHO OTuY€TE€HATa pEMOHTHA JIEWHOCT, HE OTroBaps Ha
rpynara/moArpynara/rpynara no texuudecku uzuckBanus Ha [ICIICMUXY, cboTBEeTHO
Ha pEMOHTHATa AEMHOCT, 110 0J00PEHOTO 3asiBiIeHUE 1o wi. 45, an. 3.

(6) Ha 6a3aTa Ha mogy4eHOTO MECEUHO M3BECTHE JIMLIETO MO aj. 1 mpeacrass
ype3 crienuanusupanus copryep Ha H30K no uin. 44, an. 1, 1. 4 enexktpoHeH puHAHCOBO-
OTYETEH JIOKYMEHT, ChIbpXKalll KOJIMYECTBA M CTOMHOCTH, MJCHTUYHHU C OJ0OpEHHUTE
CTOMHOCTH B MECEYHOTO U3BECTHE I10 all. 2.

(7) HatmonanHaTa 31paBHOOCUTYpUTENTHA Kaca M3IUIAIla 3aiBEHUTE CPECTBA
3a npenocrasenure [ICIICMUXY/u3BbpiieHuTe peMOHTHU JEHHOCTH Bb3 OCHOBA Ha
(MHAHCOBO-OTYETHUS TOKYMEHT 110 aj. 6.

(8) HamumonanmHaTta 3apaBHOOCUTYpUTENIHAa Kaca 3arulalia B CpPOKOBETE,
IIOCOYEHHU B JOTOBOPA, CIIE/ MIPEACTABIHE HA TOKYMEHTHTE 110 ail. 6.

Uin. 47. (Hos - JIB, 6p. 49 o1 2022 1., B cmuta ot 01.07.2022 r.) Hantnonannara
3/IpaBHOOCUTYpUTENIHA Kaca npeycraHoBsiBa 3aramanero Ha [ICIICMUXY/peMoHTHH

JIEHHOCTH TIPH 3aJTMYaBAHETO UM OT CliennpuKanusTa - CHuchK 1mo wi. 63, an. 1 ot Hapenba
Ne 7 ot 2021 1.

IIpexoanu u 3aK/JII0OUYNTETHN pa3nopeadu

§ 1. B nBymeceueH Cpok ciiell BIM3aHE B CHJIAa HAa MO3UTUBHUS JIEKAPCTBEH
cnucek H30K 3amnaima ekapcTBEHUTE MPOIYKTH, OTIYCHATH CHITIACHO JIEKAPCTBEHUS
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cnucek Ha H3OK, npuer ¢ pemenne Ne PJI-VC-04-127 ot 27 nexemBpu 2007 1. 3a
OTIpe/IeIIIHe YCIIOBUATA, HA KOUTO TPSOBa Ja OTrOBAPAT M3MBIHUTEINTE HA MEIUIIMHCKA
MOMOIII, Pe/ia 3a CKJIIOUBAHE Ha JOTOBOPHUTE C TAX M IPYTH YCIOBHS 1O 4iI. 55, an. 2, T. 2,
4,6 u 7330 (06H., /IB, 6p. 5 oT 2008 T.; 3M., Op. 45 ot 2008 1.).

§ 2. (1) (U3wm. - AB, 6p. 40 ot 2009 r., B cuia ot 03.04.2009 r.) B cpok 1o 30
Maii 2009 1. mpuTekaTeIUTEe HA pa3pelIeHHUE 3a yrnoTpeda Wi TEXHHU YITBIIHOMOIICHH
npencrasutenu nogasat A0 H30K 3asBnenus no ui. 4 3a 3amiaiiaHe Ha CbOTBETHHUTE
JICKapCTBEHU MPOJYKTH 3a€JIHO C MPUIIOKEHUTE KbM TAX JOKYMEHTU CHIJIIACHO Wi. 5 OT
Tas3u Hapenaoa.

(2) (U3m. - IB, 6p. 49 ot 2012 1r.) B cmyuaute 1o an. 1 kbM 3asBJICHUETO HE
ce Ipwiara KOIHME OT BIA3JIOTO B cuia pemeHue Ha Komucusta no ueHu u
peumMOypcupane.

§ 3. B cpok 10 15 quu OT BiIM3aHe B CUjla HA IO3UTUBHMS JIEKAPCTBEH CIIUCHK
H3O0K 3anouBa ckiitouBaHe Ha JOTOBOPH C JIMIIA, TOIYYWIH pa3penieHue no wi. 229, an. 2
3JIIIXM 3a ThproBus Ha IpeOHO C JIEKAPCTBEHU MPOAYKTH U MOJAJIM 3asBICHUE 110 pelia
Ha Ta3u Hapea0a 3a OTIyCKaHe Ha MPOJYKTUTE 1o 4. 1.

§ 4. B cpok /10 1Ba Mecena OT BJIM3aHETO B CUJIa Ha MMO3UTHBHUS JIEKAPCTBCH
CIIUCHK MPUTEIKATSIIMTE HA pA3PEIICHHUS 32 ThPTOBHsI Ha APEOHO C JIGKAPCTBEHU MTPOTYKTH,
ckmoumnu gorosop ¢ H3OK, mpuBexgar codrtyepa cu B ChOTBETCTBHE C HOBHTE
n3uckBanusa Ha H30K.

§ 5. Jlo B1u3aHe B cuia Ha HapeaOara 1o wi. 30a oT 3akoHa 32 MEUITUHCKHUTE
u3nenus H30K 3amnamia npeanucanure v OTIYCHATH MEIUIMHCKU U3JIETHUS 1O LIEHU U
IpU yCIOBUS ChIiacHO mpuiiokeHue Nel5 xkbM Pemienue Ha YnopaBuTenHHs ChBET Ha
H30K Ne P/I-YC-04-127 ot 27.12.2007 r. (06H., /IB, O6p. 5 ot 2008 1.; u3m., 0p. 45 ot
2008 r.).

§ 6. Jlo ckmrouBane Ha nporoBopute mo wi. 16, an. 1 H30K 3amnmama
MPEAMUCAHUTE U OTIYCHATH JUETUYHU XPaHH 3a CIEIUaTHU MEIUIIMHCKH LETHU 10 [IEHH
U TpU yCIOBUSA ChbriacHo npuioxkenue Ne 15 kpm Penienune Ha YnpaButenHus chbBeT Ha
H30K Ne P/I-YC-04-127 ot 27.12.2007 r. (06H., JIB, Op. 5 ot 2008 r.; u3m., Op. 45 ot
2008 r.).

§ 6a. (Hos - IB, 6p. 40 ot 2009 r., B cuna ot 03.04.2009 r.) IIspBusr
TpuMecedeH nepuon no wi. 10, an. 1 3anmousa na Tede ot 1 roru 2009 T.

§ 7. YKa3aHus 1o MMPpUJIAraHeTo Ha Hape,u6aTa JaBa praBI/ITCJIHI/I}IT CBBCT Ha
H3O0K.

§ 8. (U3m. - JIB, 6p. 49 ot 2012 r.) Hapenbara ce uzaBa Ha OCHOBAaHUE YII.
45, a. 9 330.

3aK/II0YUTeHU pa3nopendu
KbM HAPEJIBA 3A UBMEHEHUWUE HA HAPEJBA Ne 10 OT 2009 I'. 3A
YCJIIOBUSITA U PEJIA 3A SAIVIAITAHE HA JIEKAPCTBEHU
MPOAYKTHU IO UJI. 262, AJI. 4, T. 1 OT 3AKOHA 3A
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JEKAPCTBEHUTE MPOJIYKTH B XYMAHHATA MEJTULIMHA, HA
MEJMLUHCKU U3JAEJUS U HA TUETUYHU XPAHMU 3A
CNELUAJTHUA MEJUIMHCKHU LEJA

(OBH. - JIB, BP. 40 OT 2009 T")

§ 4. IMaparpadwu 2 u 3 Bimm3at B cuna ot 3 anpui 2009 r.

IIpexoanu n 3aKII0YUTETHE pa3nopendoun
KbM HAPE/JIGA 3A UBMEHEHUE U JTOITBJIHEHUE HA HAPE/IBA Ne
10 OT 2009 T'. 3A YCJIOBUSTA U PEJIA 3A 3AIIVIALLIAHE HA
JIEKAPCTBEHMU INPOAYKTMH ITO UJI. 262, AJI. 4, T. 1 OT 3AKOHA 3A
JIEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA ME/IUIIUHA, HA
MEAUIOUHCKHA U3JEJIUA U HA JUETUYHU XPAHHU 3A
CIHEIUAJIHA MEJUIITUHCKHU L EJIN

(OBH. - 1B, BP.9 OT 2010 I'., B CHUJIA OT 02.02.2010T".)

§ 6. 3aBapeHuTre JIeKapCTBEHU MPOAYKTH, BKIHOUeHH B Ilo3uTuBHUS
JIEKAPCTBEH CIIUCHK, 32 KOUTO € M0/IaJICHO 3asBJICHHE 10 WI. 4 UK yBEAOMJICHHE IO 1. 9
KbM JaTaTa Ha BJIM3aHE B CHJIa Ha Hapeabdara, Mo KOMTO HE € 3alovyHajlo IUIallaHe OT
H30K, ce 3ammamar cuurano ot 01.02.2010 1.

§ 7. [IbpBUAT IByMeceUeH Mepuos mo 4ui. 4a, ai. 2 3armoysa Jja Te4e CYUTaHO
ot 01.01.2010 .

§ 8. Hapenbara Bnu3a B cuia oT AeHs Ha oOHapojBaHeTo I B "JIbpikaBeH
BECTHHK".

IIpexoanu u 3aKJIHOYNTETHHA pa3nopendoun
KbM HAPE/IGA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPE/IBA Ne
10 OT 2009 I'. 3A YCJIOBUSTA U PEJIA 3A 3AIIVTALIIAHE HA
JEKAPCTBEHHU NPOAYKTHU 110 YJI. 262, AJI. 4, T. 1 OT 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA ME/IULIUHA, HA
MEJUOUHCKHA U3JEJINA U HA JTUETUYHU XPAHUA 3A
CHEIIUAJIHA MEJUIITUHCKH LEJIN

(OBH. - 1B, BP. 67 OT 2011 T".)

§ 25. IIbpBUAT TpUMECEUEH MTEPUOJ 110 4JI. 4a, al. 2 3a1104Ba J1a TeYe CYUTAHO
or 01.07.2011 r.

§ 26. (1) HaumonanmHara 3ApaBHOOCHTYpPHUTEIHA Kaca OTIIpaBsl MOKaHa 3a
JIOTOBapsiHE 10 MPUTEXKATEJINTE HA pa3pelleHHue 3a YyNoTpeOa/TeXeH YIbIHOMOIIEH
IIPEJICTABUTENl 3a IPEJICTaBSHE Ha MPEMJIOKEHUs 3a OTcThIKM mo wi. 20, am. 1 3a
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JIEKapCTBEHUTE MIPOAYKTH, BKItOUeHH B [103UTHBHUSA JIeKapCTBEH CIUCHK MO wi. 262, ai.
5, 1. 1 3JIIIXM kbM garata Ha BiIM3aHE B cuja Ha HapendaTra, HO HE MO-KbCHO OT
01.10.2011 r.

(2) JoroBapsiHeTo 110 an. 1 ce U3BbpIIBA 10 peJla Ha IJlaBa YeTBbPTA.

§ 27. MenuuuHCKUTE WU3JIEAUS W JTUETUYHUTE XPaHU 3a CHECIUAIHU
MEJIUIIMHCKU €M, 3alulalllaHu HambiHo uian yactuyHo ot H3OK mpe3 2011 r., ca
onpenenenu ot Hagzopuus cwBetr Ha H30K B npunosxxenue Ne 7 "Crnucbk Ha METUITMHCKI
m3aenus, 3amnamand or H30K" u npunoxkenue Ne 8 "Cnuchbk Ha AMETUYHU XPaHH,
samtamany ot H30K" kpm HanyonanHus paMKoB AOIOBOpP 3a MEAMLIMHCKUTE IEHHOCTH
Mexy Hanmonanuara 3apaBHOOCUTYpUTENIHA Kaca U bbirapckus nexkapcku cbro3 3a 2011
r. (AB, 6p. 3 or 2011 1.).

§ 28. (1) B 15-gueBeH cpok ot Biu3aHe B cuia Ha HapenOata H30K nepunupa
KOJl Ha THProBell Ha €ApO Ha BCUYKUA THPTOBIM HAa €IpO, MOJYYHIIH pa3peiieHue 3a
THProBus Ha eApo mo wi. 195 or 3akoHa 3a JNEKApCTBEHHUTE MPOAYKTH B XyMaHHATa
MEIWIIMHA, W HW3TOTBS CHOTBETHUTE CEIEKTPOHHM (OpMaTH 3a H3NBIHUTEINATE Ha
MEAMIIMHCKA MIOMOIII ¥ 3a JIMIaTa 1o 4. 7.

(2) B emnomecedeH cpok oT u3tudaHe Ha cpoka 1o ain. 1 H30K npusexaa B
CHOTBETCTBUE YKA3aHUATA, TyOIUKYBaHU Ha HHTEPHET CTPAHUIIATA M U JIOTOBOPUTE I10 YJI.
7,am 1.

§ 29. (1) Paznopenbara Ha § 8 oTHOCHO uiL. 8, al. 5 BiM3a B cuiia OT 1 sHyapu
2012 r.

(2) Mo 31.12.2011 r. H3OK 3amnamia #a nuuara o 4i. 7, ai. 1 mo 1,00 nB. 3a
OTUeTEeHa pelenTypHa OllaHka 3a 00pabOTBaHETO Ha PEIENTH 32 JIEKAPCTBEHH MPOTYKTH C
HUBO Ha 3aruaniade 100 Ha cro.

HAPEJIGA 3A U3BMEHEHME M JOITLJIHEHUE HA HAPEJIBA Ne 10 OT
2009 T. 3A YCJIOBUSITA U PEJIA 3A 3AILVIAIIIAHE HA
JEKAPCTBEHU MPOJAYKTH T10 UJI. 262, AJL 5, T. 1 OT 3AKOHA 3A
JEKAPCTBEHUTE MPOJIYKTH B XYMAHHATA MEJULIMHA, HA
MEJIMLWHCKU U3AEJNS U HA TUETUYHU XPAHMU 3A
CNELUAJHA MEJUIMHCKHA [EJA

(OBH. - IB, BP. 49 OT 2012 T.)

§ 12. HaBcskbae B Tekcta gymute "Komucus no Ilo3uTuBHUS JE€KapCTBEH
cuchk" ce 3ameHsT ¢ "Komucus no e u peumOypcupane'.

IIpexonnu pasnopenoun
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne
10 OT 2009 1. 3A YCJIOBUSITA U PEJIA 3A SAIIVIAIIIAHE HA
JEKAPCTBEHMU ITPOJAYKTH I10 YJI. 262, AJI. 5, T. 1 OT 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJIUIIUHA, HA
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MEIUIIUHCKU U3JAEJIUA U HA JUETUYHU XPAHU 3A
CIHIEHUAJIHU MEJUIIUHCKU LEJA

(OBH. - 1B, BP. 49 OT 2012 T".)

§ 13. (1) 3a cpok enHa roguHa OT BIM3aHE B CHJIa HA Hapea0aTa JIGKapCTBEHUTE
MPOIYKTH 32 JOMAITHO JICYCHUE Ha 3JI0KAYeCTBCHH 3a00JIsIBAHUS CE 3aIljaliar 1o peaa u
IIpU YCIIOBUSITA HA Ta3U Hapenda Ha CTOWHOCT, HaMaJIeHa C JIOTOBOPEHUTE OTCTHIKHU IO
pena Ha npuioxenue Ne 10 ot Hapen6a Ne 40 ot 2004 r. 3a onpenensiHe Ha OCHOBHUS
MakKeT OT 3JIpaBHU JEHHOCTH, rapaHTUpaH oT O0ropkera Ha H3OK.

(2) HamanenuTte ¢ OTCTBIIKKA CTOMHOCTH Ha JIEKAPCTBEHUTE MPOAYKTH 1O aj. 1
ce 3arUianiaT Ha Juiara no 4ji. 7, aji. 1 Ha ocHoBaHue J0ToBOp, ckitoueH Mexay H30K u
NPUTEKATSIIUTE Ha paspelieHue 3a yrnoTpeda WIM TEXHUTE YITbIHOMOIICHU
MIPEJACTABUTEIH.

§ 14. IIbpBuUAT mIECTMECEUEH MEepUo Mo Wi. 4a, aji. 2 3amoyBa Jia Te€4ye OT
BJIM3aHE B CHJIa HA Ta3H Hapezoa.

IIpexoanu pasnopendu
KbM HAPE/IGA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPE/IBA Ne
10 OT 2009 T'. 3A YCJIOBUSTA U PEJIA 3A 3AIIVIALLIAHE HA
JIEKAPCTBEHMU IMPOAYKTMH ITO 4UJI. 262, AJI. 5, T. 1 OT 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJIUIIUHA, HA
MEJAUIUHCKHA U3JEJINUA U HA JUETUYHU XPAHHA 3A
CIHHEIIUAJIHU MEJUIITUHCKU I EJIN

(OBH. - 1B, BP. 48 OT 2014 T'.)

§ 44. JIBananecermeceunute nepuoau o § 6, § 8, 1. 2, § 9 u § 33 3anousar ga
TeKaTt, cuutano ot 1 ssuyapu 2014 r.

IIpexoanu pasnopendu
KbM HAPE/JBA 3A UBMEHEHHUE U JOIIBJIHEHUE HA HAPEJ/IBA Ne
10 OT 2009 T. 3A YCJIOBUSITA U PEJIA 3A SAIIVIAIIIAHE HA
JIEKAPCTBEHMU IMPOAYKTMH 11O UJI. 262, AJL. 6, T. 1 OT 3AKOHA 3A
JEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA MEAUIIMHA, HA
MEAUINWHCKHA U3JIEJIUA U HA JUETUYHU XPAHHU 3A
CIHHEIIUAJIHA MEJUIITUHCKH HEJIU, KAKTO U HA TEKAPCTBEHUA
MMPOJAYKTH 3A 3JIPABHU JEMHOCTH 11O YJI. 82, AJI. 2, T. 3 OT
3AKOHA 3A 3/IPABETO

(OBH. - IB, BP. 30 OT 2015 T.)
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§ 5. B cpok no equn Mecelnr ot Biu3aHe B cuiia Ha Hapenbata H30K ormpass
MOKAHU JI0 MPUTEKATEIUTE HA Pa3pelIeHHs 3a ynoTpeda Ha JICKapCTBEHU MPOTyKTH/TEXHU
YI'BJIHOMOIIICHH TTPEICTABUTENH 32 IOTOBAPSHE HA OTCTHIIKY 10 WiI. 20a, aJl. 3 He3aBUCUMO
JIaJIH 32 TE3U JIEKAPCTBEHU MPOAYKTH Ca JOTOBOPEHHU OTCTHIIKH.

IIpexonnu u 3aK/JII0YUTETHH pa3nopendu
KbM HAPE/IGA 3A UBMEHEHUE U JOIIBJIHEHUE HA HAPE/IBA Ne
10 OT 2009 I'. 3A YCJUIOBUSITA U PEJIA 3A 3AIIJIAIIAHE HA
JIEKAPCTBEHHU INPOAYKTHU 1O YJI. 262, AJI. 6, T. 1 OT 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJIULIUHA, HA
MEAUIUHCKHA U3JEJIUA U HA JUETUYHU XPAHHA 3A
CIHHEIIUAJIHA MEJUIITUHCKH HEJIN, KAKTO U HA JIEKAPCTBEHUA
IPOJYKTH 3A 3JIPABHU JEMHOCTH 110 YJI. 82, AJL. 2, T. 3 OT
3AKOHA 3A 3IPABETO

(OBH. - 1B, BP. 62 OT 2015 T"., B CWJIA OT 14.08.2015T".)

§ 15. (1) IIspBoTO mOroBapsiHE MO pela Ha Ta3d Hapenda Ha OTCTBHIKU 3a
JIEKapCTBEHUTE MPOAYKTH 110 4. 45, ann. 10 u 19 330 3anousa B cpok 10 paboTHH 1HU OT
BiIM3aHeTo U B cuia, kato H30K ornpaBs nmokanu 3a oropapsiHe 10 MpUTEXKATEIUTE Ha
paspelieHue 3a ynorpeda 3a npeJcTaBsiHEe Ha MPEJIOKEHUS 3a OTCTHIIKU U MyOJUKyBa Ha
UHTEpHET CTPAaHMIIaTa CU CIIOPa3yMEHHUETO 10 wWi. 22, ai. 2.

(2) B cpok go 10 pabGorHu aAHM OT nNyONMKyBaHE Ha IOKAHUTE H
CIOpa3yMEHHETO MO wi. 22, ajl. 2 NpUTEeXaTeUTe Ha pa3pelleHus 3a yrnorpeda/TeXHu
YI'BJIHOMOIIIEHHU NPEACTaBUTENH 3asBABAT KOS OT OTCThIKUTE 1o wi. 21, an. 1, 1. 1 unm 2
u30MpaT Ja IOroBapsT U HE MOTaT Jla IPOMEHST CBOSI U300D.

(3) HoroBapsinero no ain. 1 ce u3BbpIIBa 110 pejia Ha IJ1aBa YETBbPTA.

(4) CxiroueHuTe B pe3yiTar Ha JIOrOBapsHETO MO ajl. 1 JoroBopu BiM3aT B
cuia:

1. ot marara, ot kosto H30OK 3anouBa na 3amama JIeKapCTBEHUS MPOLYKT
IIpM YCJIOBHATAa Ha TIjaBa BTopa, paszen I, ceorBetHo pasgen III, B ciywain de
JeKapCTBEHUAT NMPOAYKT ObJe BkitodeH B IIJIC - 3a jnekapcTBeHH MPOAYKTH C HOBO
MEXJYHapO/JHO HEMaTeHTHO HaMMEHOBaHUE, 3a KOMTO € IOJAJCHO 3asBIICHHE 3a
BkirouBaHe B I1JIC mmo un. 262, an. 6, T. 1 u 2 3JIIIXM;

2. OT naraTa Ha BIM3aHE B CHJIa Ha HapeadaTa - 3a BCHYKM OCTaHAIU
JIEKapCTBEHU MPOAYKTH, & 3a CIIOPa3yMEHMETO IO Wil 22, all. 2 - OT JOTOBOPEHUS B HETO
NEePUOSI.

(5) HoroBopure no an. 3, 1. 1 u 2 ca cbc cpok Ha aeicreue 10 31.12.2016 .,
a CIOpa3yMEHMETO M0 Wil. 22, ai. 2 - 32 JOrOBOPEHMS B HETO NEPHO]] Ha IEHCTBUE.

§ 16. (1) IIpu mbpBOTO AOrOBapsiHE C MPUTEKATETUTE HA pa3pelieHus 3a
ynotpeba Wiu TeXHU YII'BITHOMOIIEHHU MPEACTAaBUTEIN Ha OTCTHIKH 1o wi. 21, am. 1, 1. 1
pa3MepbT Ha o0IIaTa OTCThIIKA € He mo-manko oT 20 Ha cto ot pazxoaute Ha H30K 3a
nepuo/ia OT BIM3aHe B CUJjia Ha HapenOaTa j0 Kpas Ha 2015 1.

(2) B cniydaute no an. 1 He ce npunara ui. 22, an. 10.
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§ 17. HaumonaniHaTa 34paBHOOCUTYPHUTENIHA Kaca CIHUpa Ja 3arjiama 3a
JEKapCTBEHU MpoaykTu mo 4wi. 45, an. 10, 13 u 19 330, 3a koUTO HE ca JOTOBOPEHHU
OTCTBIIKH.

§ 18. IIpuTexkaTenure Ha pa3pelieHHs 3a yrnoTpeda Ha JISKaPCTBEHU MPOAYKTH
no wi. 10e, an. 1, KoUTO KbM MOMEHTA Ha BIIM3aHE B CHJIa HAa Hapendara ca BKIIOYCHH B
ITJIC no un. 262, an. 6, 1. 2 3JIIIXM, B 30-1HEBEH CpOK OT BJIM3AHETO M B CUJIa M1OJAaBAT
3asiBJICHUE 110 00pasel cbriaacHo npuioxkenne Ne la kpm wi. 10e, ai. 2.

§ 19. Hapenbara Bim3a B cujia OT JaTaTa Ha oOHapojBaHeTo M B "JIbpkaBeH
BECTHHK".

3aKJII0YUTEeIHU pa3nopeadu
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne
10 OT 2009 I'. 3A YCJIOBUSATA U PEJA 3A 3AIIVIAITIAHE HA
JIEKAPCTBEHHU ITPOAYKTH I10 YJI. 262, AJI. 6, T.1 U T. 2 OT
3AKOHA 3A JIEKAPCTBEHUTE ITIPOAYKTHU B XYMAHHATA
MEJIMIIUHA, HA MEJUIIUHCKU U3JEJIUA U HA JUETUYHU
XPAHMU 3A CHEIIMAJTHA MEJUIIUHCKH LHEJIN, KAKTO 1 HA
JEKAPCTBEHH ITPOJYKTH 3A 3IPABHM JJEHHOCTH 110 4.I. 82,
AJL. 2, T.3 OT 3AKOHA 3A 3IPABETO

(OBH. - 1B, BP. 44 OT 2016 I"., B CWJIA OT 10.06.2016 T".)

§ 4. Hapenbara Biu3a B cuiia OT JeHd Ha oOHapojBaHeTo ¥ B "JlbpikaBeH
BECTHHUK'.

IIpexoanu u 3aKJIHOYNTETHHA pa3nopendoun
KbM HAPE/IGA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPE/IBA Ne
10 OT 2009 I'. 3A YCJIOBUSTA U PEJIA 3A 3AIIVTIALIIAHE HA
JIJEKAPCTBEHHU ITPOAYKTHU IO YJI. 262, AJI.6, T.1 U T. 2 OT
3AKOHA 3A JIEKAPCTBEHUTE INPOAYKTHU B XYMAHHATA
ME/IMIIUHA, HA MEJUIIUHCKU U3JAEJIUA 1 HA JMETUYHU
XPAHU 3A CIIEOHUAJIHN ME/IMIIUHCKHA LHEJIN, KAKTO U HA
JEKAPCTBEHU NPOJYKTH 3A 3JIPABHU JIEMHOCTH IT1O 4.T. 82,
AJL 2, T.3 OT 3AKOHA 3A 3IPABETO

(OBH. - 1B, BP. 89 OT 2017T'., B CWJIA OT 07.11.2017T".)

§ 9. loroBopenute orcThiku 1o wi. 21, an. 1, 1. 1, OykBa "a" 3a 4eTBBPTOTO
TpuMeceune Ha 2017 r. ce 3arutamar aBaHcoBo 10 15 HoemBpu 2017 1. Ha 6a3aTa Ha peajieH
pa3xon Ha H30K 3a tperoto Tpumeceune Ha 2017 r. Jlo kpast Ha IbPBOTO TPUMECEUUE HA
2018 r. ce u3BbBpIIBA CHOTBETHO U3PaBHSABAaHE ChbOOPA3HO peasHus Pa3XoJ 3a UETBBPTOTO
Tpumeceune Ha 2017 r. (mpy HaABUIIEH WJIH MO-MAJIBK pa3Mep Ha KOMIIEHCAIUATA).

MN3TOYHUK: MpaBHO-MHPOPMAUMOHHK cucTemu "Crnena”



§ 10. (1) Ilpu o6 pbcT Ha mporHo3HuTe pasxoau Ha H3OK 3a Bcuukm
JIEKapCTBEHU MPOAYKTH, 3aIlalllaHyd HamblIHO Wi yactuyHo oT H3OK, no-Bucok or 3
MIPOIICHTA 3a MepHuojia OT BIU3aHe B cuiia Ha HapenoaTa 10 31 mekemBpu 2017 1. cpsimo
U3BBPIICHUS pa3xo] 3a cblius nepuoa Ha 2016 r., u3ducieH ciej NpUCHaJaHe Ha
JIOTOBOPEHUTE OTCTBIKHU 1O 4wi. 21, ain. 1, T. 1 u an. 2 3a neproja, NpUTEKATEIUTE HA
pa3pemeHueTo 3a yrnoTpeda/TeXHUTE YITbITHOMOIICHH MPEICTaBUTENH, (POPMUPATTH TO3H
PBCT 3a JIGKAPCTBEHUTE CU NPOAYKTH 1o wi. 20, an. 1, mpeaocTaBaT oTcThlKa 1o 4i. 21,
an. 6 B pazmep 40 mpolieHTa OT ChOTBETHUS pa3Mep Ha PbCTA CU 32 TTOCOUYEHUS TIEPHUO/I.
[IporHo3HusT pazmep Ha abiKMMara oTcTblika ce ompexaenss or H30K u ce 3amnamia
ABaHCOBO OT CBHOTBETHHTE MIPHUTEXKATEIM Ha paspelieHue 3a yrnorpeda/TeXHHuTe
YI'bJTHOMOIIIEHU MPECTaBUTENN B cpok 10 15.11.2017 1.

(2) CxmoueHnTe KbM JIaTaTa Ha BIU3aHE B CHJIA HAa Hapeadara JOTOBOPH 3a
OTCTBIIKM 1o ui. 21, aim. 1, T. 1 ocraBar B cuna g0 31.12.2017 r., KaTo ¢ JONBIHUTEIIHU
CIIOpa3yMEHHs KbM TAX CE YPEXKIa aBaHCOBOTO MPEIOCTaBsIHE HA OTCTHIIKU 1O aj. 1.

§ 11. Hapenbara Bnu3a B cuia OT JeHS Ha oOHapojaBaHeTo U B "J[bpikaBeH
BECTHUK" C M3KJItOUEHHUE Ha § 4 u 8, Kouto Biau3ar B cuia ot 1 ssuyapu 2018 r.

3aKJII0YUTEeIHU pa3nopendu
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne
10 OT 2009 I'. 3A YCJIOBUSAITA U PEJIA 3A 3AIIVIAIIAHE HA
JIEKAPCTBEHHU ITPOAYKTH IO YJI. 262, AJ1. 6, T.1 U T.2 OT
3AKOHA 3A JIEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA
MEJIMIINHA, HA MEJUIIUHCKU U3JIEJIUA U HA JMETUYHU
XPAHMU 3A CHEIIMAJTHA MEJIMIIMHCKH LHEJIN, KAKTO 1 HA
JEKAPCTBEHU IMPOAYKTH 3A 3JPABHU JJEHHOCTH I10O U.I. 82,
AJL. 2, T.3 OT 3AKOHA 3A 3IPABETO

(OBH. - 1B, BP. 95 OT 2018 I'., B CWJIA OT 16.11.2018 T".)

§ 5. Hapenbara Biu3a B cuiia OT AeHsS Ha oOHapojBaHeTo ¥ B "JIbpikaBeH
BECTHUK".

IIpexoanu u 3aKJIHOYNTETHHA pa3nopeadoun
KbM HAPE/IGA 3A UBMEHEHUE U JTOITBJIHEHUE HA HAPE/IBA Ne
10 OT 2009 T'. 3A YCJIOBUSATA U PEJA 3A SAIIJTALITAHE HA
JIEKAPCTBEHHU ITPOAYKTHU IO YJI. 262, AJI. 6, T.1 U 2 OT 3AKOHA
3A JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJIULIUHA, HA
MEJUOUHCKHA U3JEJINA U HA JUETUYHU XPAHUA 3A
CHEHOUAJIHU MEJIMIIUHCKU LEJIA, KAKTO U HA JIEKAPCTBEHH
IMPOJYKTH 3A 3JIPABHU JEMHOCTH 11O YJI. 82, AJI. 2, T. 3 OT
3AKOHA 3A 3/IPABETO

(OBH. - 1B, BP. 17 OT 2019 I'., U3M. U JIOIl. - /IB, BP. 47 OT 2019 T".)
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§ 33. B eqHOMECEUEH CPOK OT BJIM3aHE B CHJIa Ha Hapea0aTa MpUTeKaTEITUTE
Ha pa3pelieHue 3a ynorpeda/TeXH! yIbIHOMOIICHHU MPEICTABUTENH TI0aBaT 3asiBICHUS
nmo wi. 10e, an. 2 3a 3ammam@ane ot H3OK Ha nekapcTBeHWTE NPOAYKTH MpHU
’KMBOTO3acTpallaBaliy KPbBOU3JIUBY U CIICIIHU ONEPATUBHU U MHBA3WBHU MHTEPBEHIIUU
IIPU MMalMEHTH C BPOJICHU KOaryJIonaTHH, 3aIjlalllaHd B OOJTHUYHATA MEAUIIMHCKA TOMOII]
U3BbH CTOMHOCTTA HAa OKa3aHUTE MEUIIUHCKU YCIYTH.

§ 34. B nBymeceueH cpok OT Bim3aHe B cuia Ha Hapemdara H30K u
MPUTEXKATENIUTE Ha pa3pellieHuss 3a ynoTpeda/TeXHU YIBIHOMOUICHH MpeICTaBUTENN
CKJIFOUBAT JIOTOBOPH 3a OTCTBIIKM U 3a IIPHJIaraHe Ha MexaHu3ma 1o 4wi. 34, ain. 1 3a 2019
I., KOUTO BKJIIOUBAT nepuoza ot 1 suyapu 1o 31 nekemspu 2019 r.

§ 35. B mBymMmecedeH CpoK OT BIM3aHE B CHJIa Ha HapexdaTa ce MpPOBEXIA
3aIBJDKUTENHO IIEHTPAIN3UPaHO IoroBapsHe Ha OTCTHIKM 32 2019 T. 3a JekapcTBEHHUTE
MMPOAYKTH IIPHU )KUBOTO3aCTpalIaBallii KPbBOU3JIMBH 1 CIICHIHU OIICPATHUBHU N MHBA3UBHU
MHTEPBEHIIMM TP TAMEHTH C BPOAEHH KOAryJoNaTHH, 3alllallaHd B OOJHHYHATA
MEIUIIMHCKA IIOMOIL H3BBH CTOMHOCTTA Ha OKa3aHUTE MCIUWIHUHCKHU YCIYyru, 3a KOHUTO
CTOMHOCTTa, 3amaniana ot 0rokera Ha H30K, ce u3uuncinsaBa upes3 rpynupane, B KOETO
HE yJ4acTBaT JICKapCTBEHH MPOIYKTH Ha APYTH MPUTEKATEIHN Ha pa3pelieHue 3a yrnorpeoa.

§ 36. B iBymeceueH CpoK OT BIIM3aHE B CHJIa HA HapenOaTa MpUTexaTeanTe Ha
pazpelieHue 3a yrnoTpeOa/TeXHHU YIMBIHOMOIIEHU MPEACTaBUTENN MOraT Ja IojaaBat
npemioxenus u aa goropapar ¢ H30K orcrenku mo wi. 21, an. 1, 1. 4, npenocTaBsHu U
3aIuTalllaly MPU YCIOBUATA U IO Pe/ia, perIaMeHTUPAHH ¢ Hapeaoara.

§ 37. (1) (Hon. - B, 6p. 47 or 2019 r.) MexaHu3mbT, rapaHnThpay
IpPEIBUANMOCT U YCTOHUMBOCT Ha Oro/pkera Ha H30K no rnaBa nerta v mpuiioxkeHue KbM
Ne 10 xpMm un. 34, an. 1, 3a 2019 r. ce npunara 3a BCUYKHU JIEKAPCTBEHU IMPOIYKTH,
OTITyCHATH, ChOTBETHO NMPHUJIOKEHH, OTUYETEHU U 3aIJIaTEHU HAIbJIHO WJIM YaCTUYHO OT
H30K mpe3 nmepuoga 1.01.2019 - 31.12.2019 r., ¢ u3KIOYEHHE HA JIEKAPCTBEHUTE
HPOAYKTH IIPH KUBOTO3AaCTpALIABAIN KPBBOU3JIMBY U CIEIIHU ONIEPaTUBHU M HHBA3UBHU
MHTEPBEHIIMHY NPU MAllMEHTHU C BPOJIEHHU KOarysoaThuy, BKIIOYEHHU B ITaKeTa, ONPEEIIEH C
HapezaOaTa 1o ui. 45, ain. 2 oT 3akoHa 3a 31paBHOTO ocurypsiBane, kouto H30K 3amama
Ha M3IBJIHUTENNTE HAa OOJHUYHA MEIUIIMHCKA TIOMOIIl U3BbH CTOMHOCTTA HA OKa3BaHMUTE
MEIUIUHCKH YCITYTH.

(2) (HoBa - JIB, 0Op. 47 ot 2019 r.) [Ipu npunarane Ha MEXaHU3Ma Pa3XOJIUTE
Ha H3OK 3a nekapcTBeHHMTE MPOAYKTH HpPU >KUBOTO3AcCTpallaBallld KPbBOU3ZIUBU U
CTICIITHY OTIEPATUBHYU Y MHBA3WBHU WHTEPBEHIINH ITPH NAIIMEHTH C BPOJACHU KOATyJIOIaTHH
HE ce BKJIIOYBAT BbHB:

1. rogumnug 610/pket 3a 2019 1. 32 OCHOBHA Tpyma JeKapCTBEHU MPOIYKTH
"B", mocouena B 4. 35, an. 1, Oyksa "B";

2. mpU U3YHUCISABAHE HA TPUMECEYHHTE M TOJUIIHOTO HAJBMILIEHUS 3a
OCHOBHATa rpyna o T. 1;

3. Ipu U3YMCIIIBaHE HAa CyMHTE 3a HAa/IBUILIEHUS, YCTAHOBEHH MPU MpHIIaraHe
Ha MEXaHH3Ma, MOAJISKAIIN Ha TUPEKTHHU IUIAIAHU, 33 JEKAPCTBEHUTE MPOJIYKTH OT
OCHOBHaTa rpymna 1o T. 1.

(3) (IlpenumrnHa an. 2 - IB, 6p. 47 ot 2019 1.) B nBymeceueH cpok OoT BIU3aHE
B cuia Ha Hapen6ata H30K u mputexarenure Ha paspelieHHsATa 3a yrnoTpeda/TexHu
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YI'BJIHOMOIIIEHU MPEJCTaBUTENN Ha JIEKAPCTBEHUTE MPOAYKTH, 3aIlIalllaHd HAITBJIHO WIIN
gactuaHo oT H30K, kouto He nojsexar Ha 3aIbKUTEIIHO [IEHTPATM3UPAHO JI0TOBapsSIHE
Ha OTCTBIIKH, CKJIIOUBAT IOrOBOpH 1o wi. 34, ain. 3 3a npuiarane 3a 2019 r. Ha MexaHu3zMa
o aj. 1 3a Te3u NpOAYKTH.

3ak/II0YNTeIHE pa3nopenoun
KbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne
10 OT 2009 I'. 3A YCJIOBUSATA, PEJA, MEXAHU3MA U KPUTEPUUTE
3A BAIIVTAINIAHE OT HAIIMOHAJIHATA 3IPABHOOCUT'YPUTEJIHA
KACA HA JIEKAPCTBEHMU IMPOAYKTU, MEJULIUHCKHU U3JAEJIUA U
HA JUETUYHU XPAHU 3A COIEUAJIHU MEJJULIUHCKHU LEJIAU,
JOI'OBAPSIHE HA OTCTBHIIKU U ITPUJIATAHE HA MEXAHU3MMU,
TAPAHTHUPAIIM TPEJBUINMOCT U YCTOMYUBOCT HA
BIOJ/KETA HA H30K

(OBH. - JIB, BP. 19 OT 2020 T")

§ 19. Horosopure 3a 2020 r. Mmexay HanuonannaTta 34paBHOOCUTYpUTENIHA
Kaca U IPUTEXKATEINUTE Ha pa3pelleHus 3a ynorpeda Ha JIEKapCTBEHU NPOJYKTH/TEXHU
YI'BJIHOMOIIIEHHU MIPEACTaBUTEM, KOUTO BiIM3aT B cuia oT 1 suyapu 2020 r., ce ckirouBar
OpU YCIOBMATAa W IO pPela Ha Ta3M Hapenda M ChIVIACHO MEXaHM3Ma, IapaHTUpal]
MPEeBUIUMOCT U yCTOMUMBOCT Ha Oropkera Ha H30K 3a 2020 r.

3akJIl04YUTeHH pasnopenou
KBbM HAPEJBA 3A JOITBJIHEHUE HA HAPEJIBA Ne 10 OT 2009 I'. 3A
YCIIOBUSATA, PEJA, MEXAHU3MA U KPUTEPUUTE 3A
SAIVTAIIAHE OT HAIMOHAJIHATA 3IPABHOOCUI'YPUTEJIHA
KACA HA JIEKAPCTBEHMU NNPOAYKTU, MEJULIUHCKHU U3JAEJUA U
HA JUETUYHU XPAHMU 3A CHEIIMAJTHA MEJIMITUHCKH LEJIN,
JOI'OBAPSAHE HA OTCTBIIKU U Bb3CTAHOBSABAHE HA
NPEBUIINEHUTE CPEJACTBA IIPU IPUJIATAHE HA MEXAHU3BM,
TAPAHTHPAI ITIPEJABUIUMOCT U YCTOMUYMUBOCT HA
BIOVKETA HA H30K

(OBH. - IB, BP. 106 OT 2020 I"., B CHUJIA OT 15.12.2020T".)

§ 2. Hapenbata Bimm3a B cuia OT JAeHS Ha oOHapoaBaHeTo M B "[IbpikaBeH
BECTHHK".

3ak/Il0uuTeHU pa3nopendu
KBbM HAPEJBA 3A UBMEHEHUE U JOIIbJIHEHUE HA HAPEJIBA Ne
10 OT 2009 I'. 3A YCJUIOBUSTA, PEJA, MEXAHU3MA U KPUTEPUUTE
3A SAIVTAINAHE OT HAHIMOHAJIHATA 3IPABHOOCUT'YPUTEJIHA
KACA HA JIEKAPCTBEHMU INPOAYKTU, MEJULIUHCKHU U3JAEJUA U
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HA JUETUYHU XPAHMU 3A CHEIUAJIHA ME/IMLIMHCKH LEJIA,
JOI'OBAPSHE HA OTCTBIIKU U Bb3CTAHOBSABAHE HA
INPEBUIIEHUTE CPEJACTBA IIPU IPUJIAT'AHE HA MEXAHU3bM,
TAPAHTHUPAI IPEJIBUIUMOCT U YCTOMUYABOCT HA
BIOI’KETA HA H30K

(OBH. - 1B, BP. 73 OT 2021 I'., B CWJIA OT 03.09.2021T".)

§ 3. Hapenbara Bim3a B cuiia OT ACHS Ha oOHapoaBaHeTo M B "/[bpikaBeH
BECTHHK".

3aKJII0YUTeHH pa3nopendu
KBbM HAPEBA 3A UBMEHEHUE HA HAPE/IBA Ne 10 OT 2009 I'. 3A
YCIIOBUATA, PEJA, MEXAHU3MA U KPUTEPUUTE 3A
SAIIVTAIHTAHE OT HAIIUOHAJIHATA 3IPABHOOCHUT'YPUTEJIHA
KACA HA JIEKAPCTBEHMU NPOAYKTHU, MEIMHIUHCKH U3JAEJUSA U
HA JUETUYHU XPAHMU 3A CIHEIUMAJITHA MEJIMIITUHCKH LEJIA,
JOT'OBAPSAHE HA OTCTBIIKU U Bb3CTAHOBSABAHE HA
NPEBUIIEHUTE CPEJACTBA IIPU IPUJIAT'AHE HA MEXAHU3BM,
TAPAHTHPAI IPEJABUIAUMOCT U YCTOMUYMUBOCT HA
BIO’KETA HA H30K

(OBH. - 1B, BP. 109 OT 2021 I'., B CHJIA OT 01.01.2022T".)
§ 2. Hapen6ara Bnu3a B cuiia ot 1 ssHyapu 2022 r.

3akJIl0YUTEeHH pasnopendu
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne
10 OT 2009 I'. 3A YCJUIOBUSTA, PEJA, MEXAHU3MA U KPUTEPUUTE
3A SAIVTAINAHE OT HAIMOHAJIHATA 3IPABHOOCUT'YPUTEJIHA
KACA HA JIEKAPCTBEHMU INPOAYKTU, MEAULUHCKU U3JEJUA U
HA JUETUYHU XPAHMU 3A CHEIMAJIHA MEJIMIITUHCKH LEJIN,
JOT'OBAPSHE HA OTCTBIIKU U Bb3CTAHOBSABAHE HA
NPEBUINEHUTE CPEJACTBA IIPU IPUJIAT'AHE HA MEXAHU3BM,
TAPAHTHPAI ITIPEJABUIUMOCT U YCTOMUYNUBOCT HA
BIOI’KETA HA H30K

(OBH. - 1B, BP. 26 OT 2022 T'., B C1JIA OT 01.04.2022T".)

§ 2. HapenbaTa Bimm3a B cuia OT JAeHS Ha oOHapoaBaHeTo M B "[IbpikaBeH
BECTHUK".

3aK/II0YUTeHU pa3nopendu
KBbM HAPEJIBA 3A UBMEHEHHUWE U JIOITbJIHEHUE HA HAPEJ/IBA Ne
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10 OT 2009 T. 3A YCJIOBUSATA, PEJA, MEXAHU3MA U KPUTEPUUTE

3A 3AIIAIAHE OT HALIMOHAJIHATA 3/IPABHOOCUT'YPUTEJIHA

KACA HA JEKAPCTBEHM MMPOJAYKTH, MEJULIMHCKH U3JEJIUS U

HA JMETUYHU XPAHHU 3A CIEIIUAJTHA MEJJULUHCKHA LEJIN,
JIOTOBAPSTHE HA OTCTBHITIKHA Y Bb3CTAHOBSIBAHE HA
MPEBUILIEHUTE CPEJCTBA ITIPU NPUJIATAHE HA MEXAHU3BM,
TAPAHTHUPAILL NPEABUIUMOCT U YCTOHUYUBOCT HA
BIO’KETA HA H30K

(OBH. - 1B, BP. 49 OT 2022 T"., B CWJIA OT 01.07.2022T".)

§ 20. Hapenbara Bim3a B cuiia ot 1 romm 2022 1.

[Ipunoxenne Ne 1 kbM ui. 4

(Uzwm. - 1B, 6p. 67 ot 2011 ., u3m. - IB, 6p. 49 ot 2012 1., u3m. u gom. - /1B,
op. 48 oT 2014 1.)

JAJABJIEHUNE

(NBbIHO HAUMEHOBAHUE HA Npumedcameisl Ha paspeulenuemo 3a ynompeoa)
ChC CEJANIUIIE U aJJpeC Ha YIIPaBJICHUE:

(3a ropuouuecko auye - NbJIHO HAUMEHOB8AHUE HA Npedcmagumelts, cedanuwe u aopec Ha
ynpasnenue; 3a guzuiecko auye - mpume umena, EI'H, nocmosnen aopec)

8 KAUeCmseomo My HA. NPUmMedlcamel Ha paspeuleHue 3a ynompeoa/ynviHoOMOUeH
npeocmasumen

(HesapHOMO ce 3auepmasa)
C IOKYMEHT, yI0CTOBEPSBAIIl TIPEICTABUTEIHATA BIIACT:

3a chOOIIEHNA U KOHTAKTH:
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YBAXAEMHU I'OCITOANH/TOCITIOXKO
YIIPABUTEIJI,

Ha ocnoBanue ui1. 4 BB Bpb3ka ¢ uwi. 5 ot Hapen6a Ne 10 ot 2009 r. 3a ycioBusiTa u pea 3a
3arialaHe Ha JICKapCTBEHU MPOIYKTH 1o 4. 262, an. 6, T. 1 oT 3akoHa 3a JIeKapCTBEHUTE
MPOJYKTH B XyMaHHATa MEIUIIMHA, HA METUITMHCKY M3/CIUS U Ha TUSTHYHU XPaHH 32
CHEIMAIHA MEAUIIMHCKH LI, KAaKTO U Ha JIGKAPCTBEHU MPOAYKTH 32 3J[paBHUTE JEHHOCTH 1O
1. 82, an. 2, T. 3 oT 3aKOHa 3a 37paBETo 3asABABaM, ue xenas aa ce 3armiamar or H30K
CJIETHUTE JIEKAPCTBEHH MPOTYKTH:

Ksm HACTOAIIOTO 3a4BJICHHUEC IpyJiaraM CICAHUTEC JOKYMCHTHU !

1. Konue ot BisA3110 B cuila perieHne Ha HanmoHanHus chBeT 10 LIeHU U peruMOypcupane Ha
JIEKAPCTBEHUTE NMPOAYKTH

(npunazam ce pewlenusma 3a 6CeKu eOuH Om NOCo4eHume no-20pe 8 3ds6J1eHUemo NPoOyKmu)

(noonuc u neyam Ha 3aseumers)
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[Tpunoxenue Ne 1a kpm wit. 10e, ai. 2

(Hogo - JIB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 1.)

3ASABJIEHUE
(NbIHO HAUMEHOBAHUe HA Npumedicamelis Ha paspeulenuemo 3a ynompeoa)

ChC Cc€aaInuiC U aapeC Ha YIIPaBJICHHUC!

(3a opuduuecko auye - NbJIHO HAUMEHOB8AHUE HA NpedCcmasumels, cedaiuue u aopec Ha
ynpasnenue; 3a uzuyecko auye - mpume umena, EI'H, nocmosmnen aopec)
B Ka4eCTBOTO MY Ha: IPUTEKATEI HAa pa3pelicHre 3a ynorpeda/ybIHOMOIICH IPEICTaBUTEN
(HessipHOMO ce 3auepmasa)
C IOKYMEHT, yJIOCTOBEPSBAIIl IPECTaBUTEIIHATA BIIACT:
3a cHOOIIEHH U KOHTAKTH:
Anpec:

YBAXAEMU I"OCITOJJUH/T'OCITIOXO
YIIPABUTEIJI,

Ha ocnoBanwue ui. 10e, an. 2 or Hapen6a Ne 10 ot 2009 r. 3a ycnoBusATa U pefia 3a 3arianjaHe
HAa JIEKapCTBEHU MPOAYKTHU IO wiI. 262, an. 6, T. 1 u 2 ot 3aKkoHa 3a JIEKApCTBEHUTE MTPOJYKTH B
XyMaHHaTa MEJUIMHA, Ha MEAUIIMHCKU U3AETUs U Ha JTUETUYHU XPaHU 3a ClIeUaTHH
MEIULMHCKY 11€JIM, KaKTO U Ha JISKapCTBEHH MPOAYKTH 3a 3/[paBHUTE AEHHOCTH 10 wi. 82, aj.
2, T. 3 oT 3aKOHa 3a 3/IpaBeTo, 3asBsiBaM, 4e keias aa ce 3amtamar or H30K ciegnure
JIeKapCTBEHH MPOAYKTH:
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KbM HacTOA1I0TO 3as1BJIEHUE MpUIIaraM CIEAHUTE JOKYMEHTH:

1. Komnue ot Bis13710 B cuita penienue Ha HanmoHanHus chBeT 1O LEHH U peuMOypcrpaHe Ha
JIEKapCTBEHUTE IPOIAYKTH.

(npunazam ce peuwlenusma 3a 8CeKu eOuH Om NOCo4eHume no-20pe 8 3as8JIeHUemo nPoOyKmu)

(noonuc u neyam
Ha 3as6umenst)

[Tpunoxenue Ne 2 kbm i 8a, ain. 9 u wi. 10k, an. 9

(Hogo - JIB, 6p. 19 o1 2020 1.)

ITPOTOKOJI

No Mara: OPUT'MHAIJI
000000000...

[Tputexaren Ha pa3pelieHue 3a
ynotpe0a/HeroB ymbJIHOMOLIEH
IpeCTaBUTEN

Anpec:

WH no 311C/MH no
HAllMOHAIHOTO 3aKOHOJATEJICTBO

3a JIJIC:

EUK/BYJICTAT:

M.O.JIL.

[Monyuaren: HauuoHasina 31paBHOOCHTYPHUTE/IHA Kaca

Anpec: I'p. Codus, yn. Kpuaum Ne 1

EUK/BYJICTAT: 121858220

M.O.JIL.
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Or:

Ho:

3a nepuon;

TEparusATa, Bb3JIM3a Ha:

3a mocoyeHus nepuo AbLKUMaTa 3a Bb3craHoBsiBaHe cyMa Ha H3OK ot nputexarens Ha
paspeleHue 3a yrnorpeda/HeroB yrbIHOMOIIEH IpeacTaBuTel Ha 3amiarenu ot H30K
CPEJICTBA 32 JIEKApCTBEHU IIPOAYKTH 3a MAaLUEHTH, P KOUTO € HAJIMIIE JIUIICA Ha Pe3yTaT OT

(A, B,B) IPOIYKT

Ne [ I'pyma JlexapcTBeH KonunuectBo | 3amnartena cyma

3a eIUHULA OT
H30K,
MoJjIesxaiia Ha
BB3CTaHOBSIBAHE

3aruiateHa cyma ot
H30K, noxiexaria Ha
BB3CTAHOBSABAHE 0010

M3mMmeHeHnune Ha janbuYHaTa OCHOBA 06]].[03

JJC craBka:

N3menenne na JIJ1C:

CYMa 3a IJIalaHe:

Cpok 3a
TUTalIaHe:

ITo cmetka Ha H30K: BIC: BNBGBGSD, IBAN: BG46 BNBG 9661 3100 1100 01

OcHoBanue 3a HU34aBaHC!:

Unen 8a, ann. 9 u un. 10k, an. 9 or Hapen6a Ne 10
ot 2009 1. 3a ycioBusiTa, peqa, MEXaHU3Ma U
KpUTEpUUTE 3a 3aruianiane ot Hamronannara
3/IpaBHOOCUTYPHUTEIIHA Kaca Ha JIEKapCTBEHU
MPOIYKTH, MEAUIIMHCKH U3ACTUs U Ha TUETHUHU
XPaHU 32 CIEIHATHN METUIIMHCKH TEITH,
JIOTOBapsIHE Ha OTCTHIIKU M Bb3CTAHOBSBAaHE HA
MIPEBUIIICHUTE CPEJICTBA IPH NpUjIaraHe Ha
MEXaHHU3bM, TapaHTUPAILl TPEIBUIUMOCT U
ycToiunBOCT Ha O0ropxeTa Ha H30K

llaTa Ha BB3HUKBAHC HA JaHBYHOTO
cpOUTHE:
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[Tpunoxenue: CrnpaBka 3a KOJIMYeCTBaTa Ha JICKAPCTBEHU
IIPONYKTH 3a ITal[UEHTH, IIPU KOUTO € HAJIUILIE
JIUTICA Ha PE3yJITaT OT TepanusaTa, u CPeICcTBarTa,
3amiatenu ot H30K 3a Tax

3a mpuTeXaTeNs Ha pa3pelIeHueTo 3a 3a HanmonanHara 3jpaBHOOCUTYPHUTEIHA Kaca:
ynotpeba/
HETOB yITbJTHOMOIIICH MTPEICTABUTEN:

ITpunoxxenne Ne 3 xbM 4. 9a, an. 1

(U3m. - 1B, 6p. 34 ot 2009 r., npeauminao [Ipunoxxenne Ne 3 kbM ui. 7, an. 3
uun. 16, an. 2, usm. - JIB, 6p. 67 ot 2011 r., u3m. u gom. - IB, 6p. 48 ot 2014 1.)

H0
YIIPABUTEJIA HA H30K

JAJABJIEHUNE

(l’l’b]lHO HAUMEHOBAHUEe Ha npumedtcameliid Ha pa3peueruenio 3a ynompe6a)
ChC CEAHIIE U aJJpec Ha yIpaBJICHHE:

(3a ropuoudecko auye - NbJIHO HAUMEHOB8AHUE HA NpedCcmasumels, cedanuue u aopec Ha
ynpasnenue; 3a guzuuecko auye - mpume umena, EI'H, nocmosnen aopec)
B Ka4eCTBOTO MY Ha: IIPUTEKATEI Ha pa3pelieHne 3a ynorpeda/yIrbIHOMOIIEH PEICTaBUTEN
(HessApHOMO ce 3auepmasa)
C IOKYMEHT, YIOCTOBEpsBaIl] MPEACTaBUTEIHATA BIACT:

Anpec:
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YBAXAEMHU I'OCITOANH/TOCITIOXKO
VYIIPABUTEIJI,

Ha ocHoBanwme 4. 9a, an. 1 or Hapen6a Ne 10 ot 2009 r. 3a ycrmoBusaTa 1 pejia 3a 3arvianiaHe Ha
JIEKapCTBEHU MPOJIYKTH 110 4il. 262, ain. 6, T. 1 oT 3akoHa 3a JIEKapCTBEHUTE MPOJYKTH B
XyMaHHaTa MEIUIMHA, HA MEAULIMHCKY U3/IeNIUs U Ha AUETUYHU XPAaHU 3a ClIeUaTHU
MEAMIMHCKH 11€JI1, KaKTO U Ha JIEKAPCTBEHU MPOAYKTH 3a 3IpaBHUTE JeHHOCTHU 1O wi. 82, ai. 2,
T. 3 oT 3aKOHa 3a 3paBeTo 3asBABaM, ue JKenas Aa ce npekparu 3amiamanero ot H30K no pena
Ha HapendarTa Ha CIICAHUTE JIEKAPCTBEHH MPOYKTH:

1.
(HaumeHoBaHUe HA TeKAPCMBEHUs NPOOYKM, IeKAPCMEeHA YOpMA U OKOHYAMEIHA ONAKOBKA)
2.
3.
JLaTa: oo
(noonuc u neyam Ha 3as68umeis)
[Tpunoxxenue Ne 3a kpm ui. 10a, an. 1
(Homo - /1B, 6p. 48 ot 2014 1.)
3ASBJIEHUE
oT

(NbIHO HAUMEHOBAHUE HA NPUMeENCAMEeNs HA PA3PeUuleHUemo 3a ynompeoa/ynviHOMoueH
npeocmasumer)

ChbC CCAAIMIIC U aApPCC HA YIIPABJIICHUC!:

MN3TOYHUK: MpaBHO-MHPOPMAUMOHHK cucTemu "Crnena”



(3a ropudu1ecko auye - NbIHO HAUMEHOBAHUE HA Npedcmasumens, ceoaiuuje u aopec Ha
ynpaenenue;

3a ¢uzuuecxo auye - mpume umena, EI'H, nocmosinen aopec)

B KQ4EeCTBOTO MY Ha: IPUTEXKATEI HAa pa3pelieHne 3a ynorpeda/yrbIHOMOIIEH MPeACTaBUTEN
(HessipHOMO ce 3auepmasa)

C IOKYMEHT, yJIOCTOBEPSIBAIIl IIPEICTABUTEIIHATA BIIACT:

3a chOOIIEHNS U KOHTAKTH:
Anpec:

YBAXAEMHU I'OCIIOAVH/T OCITIOXKO
YIIPABUTEIJI,

Ha ocnoBanue ui. 10a, an. 1 or Hapen6a Ne 10 ot 2009 r. 3a ycroBusaTa u pejia 3a 3arvianjaHe Ha
JIEKapCTBEHM MTPOLYKTH M0 4il. 262, an. 6, T. | oT 3akoHa 3a JIEKapCTBEHUTE NMPOAYKTH B
XyMaHHaTa MeJMLMHA, HA MEUIIMHCKY U3/eNus U Ha TUeTHYHU XPaHH 3a CIIeLUaTHI
MEAMIMHCKY 11€JIU, KAaKTO U Ha JIEKAPCTBEHU MPOAYKTH 3a 3IpaBHUTE JEHHOCTHU 1O WiI. 82, ai. 2,
T. 3 oT 3aKoHa 3a 3paBETO 3asBsBaM, Ue XKeJlask CIEeIHUTE JIEKAPCTBEHU MPOJTYKTH, HEOOXOAUMHU
3a U3MBJIHEHUE HA JEMHOCTUTE 110 3[paBHA IPOrpaMa: ...........

(HauMeHoB8aHUe HA CbOMBEMHAMA NPO2PAMA)
na ce 3amiamat oT H30K:
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KBbM HacToAm0TO 3asBICHHUE IpUIaraM ClIeJHUTE JOKYMEHTH:

1. Komnue ot Bis13710 B cWita penieHue Ha HalimoHamHus ChBET 110 IICHH U peUMOypCUpaHe Ha
JIeKapCTBEHUTE MPOJYKTH (IpUJIarar ce peleHHusTa 3a BCeKU eIUH OT IOCOUYEHUTE M10-TOpe B
3asIBJICHUETO NPOJIYKTH).

2. CnyMchK Ha IPUTEXKATEIUTE Ha pa3pellieHUe 3a ThPIOBUsS HA €/IpO C JIEKApCTBEHU IPOAYKTH.

I 1 PP PPUPR
(noonuc u neyam Ha 3aa68umeJis).
[Tpunoxxenue Ne 36 kbm wi. 15, an. 1, 7. 2 mw . 197, ain. 1
(Hogo - JIB, 6p. 48 oT 2014 1.)
10
YITPABUTEJIA HA H30K
3ASBJIEHUE
oT

(nvano Haumenosanue Ha npouszsooumens va MU (na JJXCML])/ynvinomowen
npeocmasumen/muvpeogeya Ha eopo ¢ MU/ynvanomowen npedcmagumen)

ChC CEAIHIIE U apec Ha yIpaBJICHHE:

(3a ropuoudecko auye - NbJIHO HAUMEHOB8AHUE HA NpedCcmasumelts, cedanuue u aopec Ha
ynpasnenue; 3a guzuiecko auye - mpume umena, EI'H, nocmosnen aopec)
B KaueCTBOTO cH Ha: mpousBoauten Ha MU (Ha JIXCMII)/ymbaHOMOIIIEH TIpeicTaBUTEN/
Thprosemna Ha eapo ¢ MU/ymmbIHOMOIIEH MTpeICTaBUTEN
(HegapHOMO ce 3auepmasa)
C JIOKYMEHT, YA0CTOBEPSBAILl TPEICTABUTEIIHATA BJIACT:
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[TocouBam cnenHus axpec 3a CbOOLICHUS U KOHTAKTH:
Anpec:

YBAXAEMHU I'OCITOANH/TOCITIOXKO
YIIPABUTEIJI,

Ha ocnoBanme uin. 15, an. 1, T. 2/un. 19x, an. 1 ot Hapen6a Ne 10 ot 2009 r. 3a ycnoBusra u pena
3a 3arIallaHe Ha JIEKApCTBEHH MPOAYKTH MO Wi. 262, ait. 6, T. 1 oT 3akoHa 3a JI€KapCTBEHUTE
MOPOJYKTHU B XyMaHHATa MEIULIMHA, HA METUIIMHCKU U3/ENUs U Ha TUETHYHU XPaHH 32
CIIELHUATHU MEIUIIMHCKH 11€JI, KAKTO U Ha JIEKAPCTBEHU MPOAYKTH 32 3[paBHUTE ACHHOCTHU IO
. 82, ain. 2, T. 3 oT 3aKOHa 3a 37paBETO 3asBABaAM, Y€ KeJas 1a ce MPEKpaTH 3aIlialiaHeTo OT
H3O0K no pena Ha Hapenbarta Ha cJIeIHUTE TPOAYKTHU:

(noonuc u neyam Ha 3a16UmMeJs).

[Tpunoxenne Ne 4 kpm 4. 19, am. 1
(M3wm. - IB, 6p. 67 ot 2011 1., npeaumno [Ipunoxenue Ne 4 xpm ui. 14, usm.
- 1B, 6p. 48 oT 2014 1.)

3ASBJIEHUE
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(NBbIIHO HAUMEHOBAHUE HA NPOU3BOOUMEN/YNBIHOMOWEH NPeOCmasumenn)
ChC CeNAIMIIE U AJIPEC HA YIPaBJICHHUE:

(3a ropuouuecko auye - NbJIHO HAUMEHOBAHUE HA NpedCcmasumels, cedaiuue u aopec Ha
ynpasnenue; 3a guzuiecko auye - mpume umena, EI'H, nocmosnen aopec)
B Ka4E€CTBOTO MY Ha: IIPOM3BOIUTEI/YIIBIIHOMOIIICH TIPEJICTABUTEI
(HessipHOMO Ce 3auepmasa)
C IOKYMEHT, yJI0OCTOBEPSIBAIIl IPEICTABUTEIIHATA BIIACT:
[TocouBam cneiHuUs aipec 3a CbOOLICHHUS U KOHTAKTH:
Anpec:

YBAXAEMU I"OCITOJJUH/T'OCITIOXO
YIIPABUTEIJI,

Ha ocnoBanme ui. 19, an. 1 or Hapen6a Ne 10 ot 2009 r. 3a ycrnoBusTa u pezia 3a 3aruiaijaHe Ha
JIEKapCTBEHU MPOIYKTH M0 4il. 262, ai. 6, T. 1 oT 3akoHa 3a JIeKapCTBEHUTE MPOAYKTH B
XyMaHHaTa MEIUIIMHA, HA MEIULIMHCKY U3/IeNMs U Ha IUETUYHU XPAaHU 3a CIIeUaTHU
MEAMIMHCKH 11€JI1, KaKTO U Ha JIEKAPCTBEHH MPOAYKTH 32 3paBHU J€HHOCTH 1O wiI. 82, ai. 2, T.
3 ot 3akoHa 3a 3/IpaBeTo 3asBsiBaM, 4e kenas Aa ce 3amnamar or H30K cnegaure JXCML:
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JueTnyHuTe XpaHu 3a CIEHUATHA MEIUIIMHCKY 1IEJIH 1IE CE Pa3IpOCTPaHABAT JI0 AITEKUTE,
ckimouniu gorosop ¢ H30K, oT ciienHuTe THProBIiu Ha €1po:

(Haumeno8anUe HA TUYEMO, NPUMENCABAUO YOOCMOBEPEHUE 3 Pe2UCPayUs Ha 0OeKm 3a
MbP20BUsL C XPAHU, U30A0EHO NO peda Ha 3aKoHA 3a Xpanume)

[Tpunaram ciaeHUTE JOKYMEHTH:

1. Hexnaparus, ue croTBeTHata JIXCMI] otroBaps Ha ycnoBuerto o ui. 18, an. 3, kato ce
MOCOYBAT KOHKPETHUTE OOIIECTBEHU (DOHIOBE B ChOTBETHATA IbP)KABa.

2. Jlexnmapaius 3a cbIylacke OT IMIOCOYCHUTE THPTOBIM Ha PO 3a TIOCTaBKa HAa TUCTHUYHUTE
XpaHu 3a CIEeUaIHN MEAUITUHCKU LETU (npuiazam ce 0eKiapayuu om CUUKY NOCOYeHU
Mmwbp2osyU Ha eopo).

3. dexnapartius 3a peryasipHO OCUTYpsiIBaHE HA 3asBEHUTE IMETUYHU XPAHU 32 CTICIIHATHU
METUITMHCKH IIEJIN 3a TIEPUOJ] HE TO-MaIbK OT 12 KaJeHAapHHA Mecelia.

4. Komue oT JOKYMEHTH, YAOCTOBEPSABAIY U3UCKBaHUTA 0 wi. 18, an. 1 (mpunarar ce
JIOKYMEHTH 32 BCSIKa JJUETUYHA XpaHa 3a CIICHUATHU MEIUIIUHCKH 1IN ).

(noonuc u neyam Ha 3a16uUmMeJs).

[Ipunoxenne Ne 5 xbm 4. 16, an. 2

(Hogo - JIB, 6p. 67 ot 2011 r., oM. - JIB, 6p. 48 o1 2014 1.)

[Ipunoxenne Ne 6 kbM 4. 16, an. 2

(Hogo - B, 6p. 67 ot 2011 r., oM. - JIB, 6p. 48 o1 2014 1.)

[Tpunoxenne Ne 7 kbm 4. 19, am. 1

(Hogo - ZIB, 6p. 67 ot 2011 1., oT™. - [IB, 6p. 48 o1 2014 1.)

[Ipunoxxenne Ne 8 kpm 4. 21, ann. 3 u 4

(Hoso - /1B, 6p. 67 ot 2011 r., npeaumno IIpunoxenne Ne 8 xpm ui. 21, an.
2, u3Mm. - /IB, 6p. 48 ot 2014 ., ot™. - IB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.)
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[Tpunoxxenue Ne 8a kpm 4. 2306, ai. 3

(Hogo - JIB, 6p. 30 ot 2015 r., npeaumiHo [Ipunoxkenne Ne 8a kM wi. 22, ain.
11, usm. - JIB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r., u3m. - [IB, 6p. 19 ot 2020 .,
npeaummHo [Ipunoxxenne Ne 8a kpm wi. 236, an. 1 - IB, 6p. 49 ot 2022 r., B cwiia oT

01.07.2022 .)

[MTPOTOKOJI

Ne 000000000... Mara: OPUI'UH

[TputexxaTen Ha pa3pelieHue 3a ynorpeda/Heron
YI'BJIHOMOIIICH MPEICTAaBUTEI

Anpec:

WH o 3/1/1C/MH 1o HalxoHaIHOTO
3akoHojarenctso 3a J1JIC:

EUK/BYJICTAT:
M.O.JL.
ITonyuarein: HaumunonaaHa 31paBHOOCUTYPHUTEIHA Kaca
Anpec: I'p. Codus, yn. Kpuaum Ne 1
EUK/BYJICTAT: 121858220
M.OJL
Or: Jo:
3a nepuon;

3a moco4yeHus nepuol AbHKMMAaTa KOMIEH Al 3a CMETKA Ha IIPUTEXaTellsl Ha pa3pelieHne 3a ynorpeoa/
YI'BJIHOMOIIIEH MPECTABUTE 3a 3aIUlalllaHe Ha oTinycHatu U oTueTeHn kbM H30K nexkapcTBeHu npoaykTu

Ne I'pyma (A,
b, B)

JlexapCTBEH MPOAYKT

OTtcThIIKa 3a Orcrt
eIMHUIIA

KomnunuectBo

M3MeneHue Ha JaHbYHATA OCHOBA 061].[0:

JJIC craBka:
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Hzmenenue na AJIC:

CymMa 3a miaiaHe:

Cpok 3a
TUTalIaxe:

ITo cmerka Ha H30K: BIC: BNBGBGSD, IBAN: BG46 BNBG 9661 3100 1100 01

OcHoBaHue 3a U34aBaHe:

Unen 236, an. 1 ot Hapen6a Ne 10 ot 2(
YCIIOBHSATA, PElia, MEXaHU3Ma U KPUTEPY
3arianaie ot HarroHamHara 31paBHOC
Kaca Ha JICKapCTBEHU MPOTYKTH, METHII
1 Ha JUCTUYHU XpaHHU 3a CIICTIUAJIHU MC
JIOTOBapsiHE Ha OTCTBHIIKU M Bh3CTAHOBS!
NPEBUIIICHUTE CPEICTBA MIPH MTPHUJIAraHe
rapaHTHpaI MPEJABUIUMOCT U yCTOWYH]
oromxera Ha H30K

I[aTa Ha Bb3HUKBAHC HAa JaHBYHOTO crouTHE:

[Tpunoxenue:

CrnpaBka 3a KOJIMYECTBATa OT JIEKAPCTBE
10 €JIEKTPOHEH OTYET ChIJIACHO Wil. &, a
ot H30K npe3 cboTBETHUS IEPHOJT

3a mpuTekaTeNs Ha pa3peleHNueTo 3a ynoTpeda/Heron
YII'BJIHOMOIIICH MPEICTABUTEI:

3a Hamuonannara 3APABHOOCUTYPHUTCIIE

[Tpunoxenne Ne 86 kbM wi. 2311, an. 2

(Hoso - 1B, 6p. 17 o1 2019 1., u3m. - IB, 6p. 19 ot 2020 1.)

M3rotBeH OT IIPY ..oovveiiii e IV, Ha
IIPY o Ha 0a3a JOTOBOPEHUTE OTCTHIKM 1Mo wi. 21, an. 1, T. 4 ot
Hapenba Ne 10
IMTPOTOKOJI
No Hara................ OPUT'MHAJI

[IpuTexaren Ha
paspernieHue 3a
yrnoTtpeba/Heros
VITBTHOMOIICH
MpeJCTaBUTEN

Anpec:

WH 1o 3/IJIC/MH
I10 HAITMOHAJIHOTO
3aKOHOIATCJIICTBO 34

JJIC:
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EUK/BYJICTAT:
M.O.JL
[Tonyuaren: Hanmonanna 31paBHOOCUTYpUTENIHA Kaca
Anpec: I'p. Codus, yn. Kpuaum Ne 1
EUK/BYJICTAT: 121858220
M.O.JL

Or: JHo:
3a nepuon:

3a nocouyeHus Nepuo Ab/KMMaTa KOMIIEH A 32 CMETKa Ha IPUTEXKATelIs Ha pa3pelIeHHe 3a
ynoTpe0a/HeroB yirbJIHOMOIIIEH MPEICTaBUTEIN 3a 3aIllalllaHe Ha OTIIYCHATH U OTYETCHH KbM
H3OK nekapcTBeHn NpoayKTH Bh3K3a Ha:

Ne | I'pyna [Jlekapcte | KomnuectB | Ortcerpnkaza | Orcrbnk [ABancoBo| Cyma 3a
(A, b, | HnpoaykT 0 CIMHHMIIA a o0III0 | TUIATEHHU | M3paBHSBaHE
B) CpeacTBa
H3MmeHeHne Ha JaHbYHATA OCHOBA O0IIIO: 0 0 0
JUIC craBka: | 20 % 20 % 20 %
Nzmenenune Ha JIJIC: 0 0 0
Cymana| 0,00 0,00 0,00
OTCTBIIKA:
Cyma 3a Cyma 3a Cpoxk 3a
W3paBHSBAHE: TIanaHe: TUTaaHe:
ITo cmetka Ha H30K: BIC BNBGBGSD/IBAN BG46 BNBG 9661
3100 1100 01

OcHoBanue 3a m3gaBane: |Ymen 231, an. 2 ot Hapen6a Ne 10 (mapen6ara mo uin. 45, an. 9 ot
330)

}IaTa HA BB3HHUKBAHEC HA JAHDUYHOTO | eeeerrerisinnunnnnnneressissmsansssssnmemmmsmmmssssssssnmmmmemmsimmsasssssnmnmmnis
ceOutHE: e
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[Tpunoxenue: CripaBka 3a KOJIMYECTBATA OT JICKAPCTBEHUTE IPOIYKTH I10
€JICKTPOHEH OTYET ChIVIacHO wi. 8, ai. 3, 3amiarenu ot H30K mpe3
CHOTBETHHUS TIEPUOT

3a mpurexarens Ha pa3zpeuienneTo |3a HamumonanHnaTa 31paBHOOCUTYPUTEINIHA Kaca:
3a ynotpe0a/HeroB yIrbJIHOMOIIICH
MIPECTaBUTEI:

[Tpunoxenue Ne 9 kpm ui. 26, ai. 5

(Hogo - JIB, 6p. 48 oT 2014 1.)

MMPEAJIOXKEHUE

(NbIHO HAUMEHOBAHUE HA NpumMedcamels Ha paspeulenuemo 3a ynompeoa/ynviHoMoueH
npeocmasumer)

ChC CEAIMIIE U aJJpec Ha YIpaBJICHHE:

(3a ropuouuecko auye - NbJIHO HAUMEHOB8AHUE Ha Npedcmagumelts, cedanuue u aopec Ha
ynpasnenue; 3a uzuuecko auye - mpume umera, EI'H, nocmosinen adpec)

B Ka4E€CTBOTO CH Ha: MPHUTEXKATEN HA pa3peleHne 3a yrnoTpeda/yIrbIHOMOIIECH PeCTaBUTEN
(HessipHOMO Ce 3auepmasa)
C IOKYMEHT, YIOCTOBEpsIBAII] MPEJACTaBUTEIHATA BIIACT:

3a cHOOIIEHN U KOHTAKTH:
Anpec:

YBAXAEMU I'OCIIOAWH/T OCIIOXKO
YIIPABUTEIJI,
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Ha ocnoBanwue ui. 45, an. 13 330 npennaram OTCThIIKA OT CTOMHOCTTA HA CIACAHUTE
JIEKapCTBEHU MPOJYKTH 32 3APABHUTE IEUHOCTH MO 4. 82, ai. 2, T. 3 oT 3aKoHa 3a 37]paBeTo,
MpUIaraHy B U3MbJIHEHUE Ha IIporpama

1. - -
(Haumenosanue Ha (pazmep na npeonodicenama (CMOUHOCH, NOLYYEHA 8 PEe3VIMam Ha
JleKapcmeenusi npooyKm,) omcmwhnka 6 %) npeonodceHama OmcmvnKa)

(noonuc u neyam Ha 3a168uUmMeJis).

[Tpunoxenne Ne 10 kpm ui. 34, an. 1

(Hogo - IB, 6p. 17 o1 2019 1., oT™. - [IB, 6p. 19 o1 2020 1.)

[Tpunoxxenne Ne 11 kbm ui. 36, an. 3

(Hoso - IB, 6p. 17 ot 2019 r., npeaumno [Ipunoxxenne Ne 11 xbm uin. 36, an.
2 - ]IB, 6p. 49 ot 2022 1., B cuna ot 01.07.2022 1.)
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M3TQ

YHUK: MNpaBHO-UHPOPMALMOHHM cuctemun "Cuena"




