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'., 1OIL. - 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.
JIB. 6p.38 om 22 mau 20092., usm. [B. 6p.40 om 29 mau 20092., usm. JB. 6p.9 om 2
gespyapu 2010z., uzm. [{B. 6p.67 om 30 aseycm 201 12., usm. u oon. /[B. 6p.49 om 29 onu
2012e., 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 1onu
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 1onu 20222., uzm. /JAB. 6p.100 om 1 oexemspu 2023e2., don. /[B.
6p.43 om 17 mau 2024e., uzm. u oon. /IB. op.104 om 10 oexemepu 20242.

I'naBa mbpBa.
OBIIH MOJIOKEHUSA

Un. 1. (U3m. - JIB, Op. 48 ot 2014 r., u3m. - JIB, Op. 17 ot 2019 r.) C Tazu
Hapeza0a ce OIpeelIsT:

1. ycioBusTa, peabT, MEXaHU3MUTE U KPUTEpUUTE, 0 kKouTto Hanmonanuara
3npaBHoocurypurenta kaca (H30K) 3amnama iekapcTBEHN MPOLYKTH 1O 4. 262, ai. 6,
T. 1 or 3akoHa 3a JeKapCTBEHHWTE MNPOAYKTH B XyMmaHHaTa Mmeauuuna (3JIIIXM),
IIpeIHA3HAYEHU 3a JOMAILIHO JICYEHHUE;
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2. yCIIOBUSTA, PEABT, MEXaHU3MUTE U Kputepunte, no kouto H30K 3amnama
M3BBH CTOMHOCTTA HAa OKA3BAHUTE MEAUIIMHCKHU YCIYTU JICKAPCTBEHU MPOAYKTH IO Y.
262, an. 6, 1. 2 3JII[IXM, BKJIIOYEHHU B MakeTa 1o wi. 45, ain. 2 ot 3akoHa 3a 37paBHOTO
ocurypsiane (330) u NPUIOKUMHE TPHU JICYCHUETO HA 3JI0KAUYECTBEHUTE 3a00/IsIBAHUS B
OOJMHMYHATA MEOUIIMHCKA IIOMOLI, KaKTO U  JIGKAPCTBEHU MPOAYKTH IpHU
’KMBOTO3acTpallaBaliy KPbBOU3JIMBY U CIICIIHU ONEPATUBHU U MHBA3UBHU UHTEPBEHIIUU
IIPU MalUEHTH C BPOJIEHU KOaryJonaTuy;

3. ycioBusiTa, peAbT, MEXaHU3MUTE U Kputepuure, o kouto H30K 3arutama
JIEKapCTBEHW MPOAYKTH 3a 3JAPaBHUTE AEHMHOCTH MO wi. 82, ain. 2, T. 3 oT 3akoHa 3a
3apaseto (33);

4. ycioBusiTa, pebT, MEXaHU3MHUTE U Kputepunte, no kouto H30K 3amnama
MeaunuHCKH u3nenus (M), mpenHasHaueHW 3a JOMAIIHO JICYCHHE Ha 3a00JIsIBaHUSA,
onpezaeneHu cvriacHo 330;

5. ycnoBusiTa, peAbT, MEXaHU3MUTE U Kputepuure, o kouto H30K 3amuiama
BHCOKOCTICIMATTU3UPAHU anapaTu/ypeau 3a MHAUBHIyallHa yroTpeba mo 4. 82, an. 3 33;

6. ycioBuATa U peAbT 3a 3aIlJIalllaHe U 3a CKIIOYBAHE HA WHIUBUAYAIHU
JIOTOBOPU C MPOU3BOJUTENN WM C THPTOBLUU Ha €ApO C MEAULMHCKH H3ACNUs/TeXHU
YI'BJIHOMOIIIEHU MPEACTaBUTENN 3a JOCTaBKa W 3aruianjaie Ha MU, npunaranu B
OOJTHMYHATA MEIUIIMHCKA ITOMOII;

7. ycioBusiTa, peAbT, MEXaHU3MUTE U Kputepuure, o kouto H30K 3amnamia
TUETHYHU XpaHu 3a crenuannu memuiuHcku nenu (AXCMLI), npeanasHaueHu 3a
JIOMAIITHO JICYeHHE Ha 3a00JIsIBaHMsl, ONIPEICIICHH B ClIMChKa 1o 4. 45, an. 4 330;

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

9. KpUTepuUTE U PEOBT 3a pasmpeleNsiHE Ha JIOTOBOPEHUTE OTCTBIKH 3a
JIEKApCTBEHUTE TMPOAYKTH 1Mo ui. 262, ain. 6, 1. 1 3JIIIXM wmexny H30K u
3IpaBHOOCUTYPEHUTE JINIIA;

10. ycrnoBusra, kputepuutre u peapr, no kouto H3OK mnposexna
3aIbJKUTEITHO LIEHTPATU3UPAHO TOTOBAPSHE HA OTCTHIIKY 32 JIEKAPCTBEHUTE MPOIYKTH 32
3paBHUTE JIEWHOCTH 110 4wi. 82, an. 2, T. 3 33;

11. (u3m. u pom. - 1B, 6p. 19 ot 2020 r.) ycrnoBusTa M peIbT 3a 3aIUIallaHe OT
H3O0K Ha nekapctBenu npoaykrtu, 3a kouto H30K e norosopuiia 3amnaiiane Bb3 OCHOBA
Ha pe3yiTaTa OT TepamnusaTa 3a JIEKapCTBEHW IMPOAYKTH, 32 KOUTO € ONPENETICHO
npociesiBane Ha eexTa OT TepanusiTa chriacHo wi. 259, an. 1, 1. 10 3JIIIXM, kakTo u
BB3CTAHOBSIBAHE OT TMPUTEKATEIUTe Ha paspelieHus 3a yrnorpedba WM TEeXHU
ynbiaHoMolieHu npeacrasuten Ha H3OK Ha 3amnarenure cpeacTBa Hpu JUIca Ha
pe3ynTar;

12. (noBa - /1B, 6p. 19 ot 2020 r.) ycioBusiTa U peIbT 32 Bb3CTAHOBABAHE OT
NpUTEXKATENIUTE Ha paspelieHusTa 3a yrnoTpeda WIM TEXHU YIBIHOMOIICHH
MIPEICTABUTENHM Ha MIPEBUIIICHUTE CPEJICTBA MIPH MpHUJIaraHe Ha MEXaHU3bM, TapaHTHPAIIl
MPEBUIUMOCT U YCTOMUMBOCT Ha Oropkera HA H30K;

13. (noBa - /1B, 6p. 49 o1 2022 1., B cuna ot 01.07.2022 r.) yciaoBusITa U peAbT
3a 3amnamane o H30K Ha momourHM cpenctBa, MPUCHOCOOIEHUS, CHOPBHKEHUS U
METUIIMHCKHN n3aenus 3a xopata ¢ yBpexaanus ([ICITICMUXY), kakTo 1 3a CKIIOUYBaHE
Ha MHAMBUYaAJIHU JOrOBOPH 1o wi. 45, an. 16 330 ¢ nuuara, ochbLUIECTBABAIIM IEHHOCTH
[0 TMPEIOCTaBsIHE U PEMOHT Ha MOMOUIHHM CPEACTBA, MPUCIOCOOJIEHUS, ChOPBKEHUS U
MEIUILIMHCKHU U3ENIHS 32 X0paTa C YBpEXKAaHUs, PETUCTPUPAHU KaTO ThPrOBIU U BIUCAHU
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B PErUCTbpa HA JHIATa, OCHIIECTBSBAIIM ACHHOCTH IO MPEAOCTaBSIHE U PEMOHT Ha
MIOMOIIHY CPEACTBA, MPUCTIOCOOICHUS, ChOPBKEHHS M MEIUIIMHCKH HU3JICIHS 3a Xopara ¢
YBpEKIaHUS.

Ui 2. Hapen6ara nma 3a 11e71 rapaHTUpaHe Ha:

1. mpunumnure no wi. 5 330;

2. myOIWYHOCT Y TMPO3PAYHOCT Ha TMPOLEAYypUTe IO 3aruialaHe Ha
JIEKAPCTBEHUTE MPOAYKTH, METULIUHCKUTE U3JCIHS U TUETUYHUTE XPaHU, TOCOYCHU B UJL.
1;

3. ycioBus 3a e()eKTHBEH KOHTPOJI NMPH H3Pa3XOJBAHETO HA CPEICTBA OT
oromxera Ha H30K.

Ui 3. (U3wm. - [IB, 6p. 48 ot 2014 1.) (1) (Hom. - AB, 6p. 62 oT 2015 1., B cuna
ot 14.08.2015 r., u3m. - IB, 6p. 17 ot 2019 r., u3m. - IB, 6p. 49 ot 2022 r., B cuia ot
01.07.2022 r.) HarimonanHara 31paBHOOCUTYPUTENIHA Kaca 3ariamia IpoayKTUTe 1o 1. 1,
T.1,2,4,6,7 u 13 ipu cria3BaHe Ha CIICTHUTE OOIIN yCIOBHSI:

1. (m3m. - JIB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r., u3m. - JIB, 6p. 49 ot
2022 r., B cuna ot 01.07.2022 r.) ma ca mpeanucaHd U OTIYCHATH MPHU Cla3BaHE Ha
pasnopenodure Ha 330, 3JIIIXM, 3akona 3a meaununckure uznenus (3MU), 3akona 3a
xpanute (3X), 3akoHa 3a xopara ¢ yBpexaanus (3XVY) u moa3akoHOBUTE HOPMATUBHHU
aKTOBE MO TAXHOTO MPHUJIAraHe;

2. (mom. - 1B, Op. 49 ot 2022 r., B cuna ot 01.07.2022 r.) na ca oTycHaTH Ha
TEPUTOPUSITA HA CTpaHaTa 3a JIUIa C HENPEKbCHATH 3]PaBHOOCUTYPUTEITHH MPaBa, OCBEH
B cityvaure no wi. 1, T. 13.

(2) (U3m. - AB, 6p. 17 ot 2019 r.) Haumonannara 3apaBHOOCUTYpPHUTENHA Kaca
3aruiania mpoIyKTUTe 1o 4i. 1, T. 3 mpu cra3BaHe Ha CIEAHUTE OOITU YCIOBUS:

1. na ca mpenBUACHHM 3a 3paBHUTE JEHHOCTH 1O wi. 82, an. 2, 1. 3 33;

2. (m3m. - IB, 6p. 19 ot 2020 r.) 1@ ca npeanucaHu, OTIYCHATH U IPUIIOKEHU
npu cnaszBane Ha pasnopenoute Ha 330, 3JIIIXM, noi3aKOHOBUTE HOPMATUBHHU aKTOBE
0 TSXHOTO MPHJIAraHe, KakTo U Ha ChOTBETHUTE HAIIMOHAIHH, PETHOHAIHA U OOIUHCKA
3/IpaBHU MPOTPaMH;

3. Ia ca OTIIyCHAaTH Ha TEPUTOpPUATA HA CTpaHATa 3a JIUIA, TTOCOYCHU B
CHOTBETHUTE HAIMOHATHH, PETHOHATHH M OOIIMHCKHU 3[paBHU MPOrpaMu U B CpPOKa Ha
TAXHOTO JAEHCTBHE.

(3) (dom. - /1B, 6p. 49 ot 2022 r., B cuna ot 01.07.2022 r.) 3annamaHero Ha
nekapctBenute npoayktu, MU u IXCMII, kakto u Ha IICIICMUXY ce uzBbpiiBa mnpu
cra3BaHe Ha 3akoHa 3a Oromketa Ha H30K 3a choTBeTHATa rouHa.

I'naBa BTOpA.
YCJ0OBUs, PEA, MEXAHU3BM U KPUTEPUU 3A 3ATIJIALLIAHE HA
JIEKAPCTBEHU NPOAYKTH (BAT'JI. U3M. - /IB, BP. 17 OT 2019T".)

Paznea 1.
YciaoBus, pel, MeXaHU3bM U KPUTEPHH 32 3aIJIAIIAHE HA JIEKAPCTBEHH
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NPOAYKTH 32 JOMALIHO JieYeHHe Ha TepuTopusita Ha crpanara (Hos - 1B, Op.
48 ot 2014 r., 3ara1. u3m. - /IB, 6p. 17 o1 2019 1.)

Ui 4. (Jomn. - /IB, 6p. 48 ot 2014 1., m3m. - IB, 6p. 62 ot 2015 r., B cuna ot
14.08.2015 r.) Haumonannata 3ApaBHOOCHUTYpPHUTEIHA Kaca 3arviaiia 3a JIEKapCTBEHU
MIPOJIYKTH, BKJIFOYCHHU B MO3UTHUBHHUSA JiekapcTBeH cnuchk (I1JIC) mo wim. 262, an. 6, 1. 1
3JIIIXM 1 npeHa3HAaYeHH 32 JOMAIITHO JISYeHUE Ha 3a00JIsIBaHNs, OTIPE/ICTICHH B CIICHKA
no wi. 45, an. 4 330, cnex nmoiydyaBaHE HA MUCMEHO 3asBJICHUE OT MPUTEXKATEIs HA
paspelIeHneTo 3a ynorpeda WM HEroB YIBJIHOMOIIEH MPEACTaBUTEN, Y€ >Kellae
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 cuia ot 03.09.2021 r., usm. - IB,
op. 49 ot 2022 1., B cuna ot 01.07.2022 r.) Hantmonanuara 31paBHOOCUTYPHUTEIIHA Kaca
aHanu3upa U obobmaBa kpM 31 nHeKkeMBpH Ha TeKyllara rojavHa uHbopManusTa 3a
BiiroyeHute B [JIC mo wi. 262, an. 6, 1. 1 3JIIIXM mnpe3 chiata ronuHa JeKapCcTBEHH
MPOJYKTH C HOBO MEXAyHapoAHO HemaTeHTHO HauMeHoBaHHe (INN), koeTo He e Ouio
BKJIIOYeHO B mocoueHata uact Ha [IJIC mpe3 mpenxonHara roauHa, WU 3a KOWUTO
JIEKapCTBEHU MPOAYKTH ca MOJaJAeHU 3asiBiIeHUs 1o 4wi. 4 1o 30 JexeMBpHU Ha chlara
roJINHa, ¢ U3KJII0YEHUE Ha nHpopMalusaTa 3a jJjekapcTBeHu npoayktu ¢ INN mo an. la.

(1a) (Hosa - JIB, 6p. 73 ot 2021 r., B cruta ot 03.09.2021 r.) Hannonannara
3/IpaBHOOCUTYPHUTEJIHA Kaca aHaiu3upa v 0000maBa KbM 1-Bo unu 16-0 uucio Ha
ChOTBETHHUS KaJleHAapeH Mecell MHQopMalusaTa 3a JieKapcTBeHH NpoAayktu ¢ INN,
BxiroueHo B I1JIC o ui. 262, an. 6, T. 1 3JIIIXM, 3a KoeTo 40 MOMEHTA HE € 3aralania,
U € MOJa/ICHO 3asBJICHUE 110 WI. 4 HE MO-KBCHO OT 24-TO YuClO Ha npeaxoaHus uinu 10-o
YUCJIO HAa CHOTBETHHUS MECEIl, KOTaTO JICKAPCTBEHUTE MPOAYKTHU Ca MPETHA3ZHAUCHU 3a
JiedeHre Ha ocTpo MHGEKIno3Ho 3abomnsBane mo 4wi. 4 ot Hapenba Ne 7 ot 2015 1. 3a
KpUTEPUUTE 3a OlpeiesissHe Ha 3a00JiIBaHUATA, 3a YHETO JOMAIIHO JICYCHUE
Hammonannata 3ApaBHOOCHTYpHTENTHA Kaca 3aruialja HambIHO WJIA YacTUYHO
JIEKAPCTBEHU TMPOAYKTH, MEIUIIMHCKH W3NS U JUETUYHH XpaHU 3a CICIUATHU
meaunuHcku nenu (B, 6p. 89 ot 2015 r.).

(2) (U3m. - AAB, 6p. 73 ot 2021 r., B cuna ot 03.09.2021 r.) U3BbH ciiyuante
no an. la HanmonanuaTa 31paBHOOCUTYpUTEIHA Kaca aHAIU3Upa U 00001IaBa KbM 1-BO
wii 16-0 4uCIO OT CHOTBETHHUS KaJleHAApeH Mecell MH(popMaluaTa 3a JIEeKapCTBEHU
nponyktu ¢ INN, Bkimtoueno B [IJIC no wi. 262, an. 6, 1. 1 3JIIIXM, 3a koeTo 3aruiaia, u
€ T0JIaJIeHO 3asBJICHUE TI0 Wi. 4 HE MO-KbCHO OT 24-TO 4MCIIO Ha npeaxoaHus win 10-o
YHCJIO HA ChOTBETHUS KaJE€HAAPEH MECEIL.

(3) Anunes 1 ce mpunara U 3a KOMOMHHpPAHU JIEKAPCTBEHU MPOAYKTH, MIPH
KouTo KomMOuHanusTa cpabpka INN, Bximrodeno B [IJIC mo un. 262, an. 6, 1. 1 3JIIIXM,
3a koeto 10 MmoMeHnTa H30OK He e 3amnamara.

(3a) (Homa - JIB, 6p. 73 ot 2021 1., B cuna ot 03.09.2021 r.) Anunes la ce
Mpujiara v 3a KOMOMHUPAHH JICKAPCTBEHU MPOAYKTH, TIPETHA3HAYCHH 3 JICUEHUE Ha OCTPO
uHOeKIo3Ho 3abonsBane mo 4i. 4 or Hapenba Ne 7 ot 2015 r. 3a xpurepuure 3a
ompenensHe Ha 3a00nsgBaHUATA, 3a YHETO JOMAalIHO JiedeHne HanmonamHaTa
3/IpaBHOOCUTYPUTETTHA Kaca 3alJjialla HambJIHO WM YAaCTHYHO JIEKAPCTBEHH MPOIYKTH,
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MEAMIMHCKY M3ACNUS U IUEeTUYHHU XPaHU 32 CHEUAIHA MEAUIMHCKH LIETH, PU KOUTO
koMOuHanusTa cpabpska INN, BxiatoueHo B [IJIC mo ui. 262, an. 6, . 1 3JIIIXM, 3a koeto
no momenta H30K He e 3aruiamana.

(4) Anunes 2 ce mpuiara U 3a KOMOMHHUPAHU JICKAPCTBEHH NMPOIYKTH, IPU
kouto H30K 3amnamia 3a Bcuuku INN, chabpkamy ce B KOMOMHAIMATA U BKIFOYCHH B
IJIC mo 4. 262, an. 6, T. 1 3JITIXM.

(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.) HanuonanHarta 3apaBHOOCUTYpHUTENIHA Kaca
aHanu3upa u obobmaBa kbM 31 JexkeMBpH Ha TeKyllara rojaudHa uHbopManusaTa 3a
JICKapCTBEHUTE MPOIYKTH, 3aIUIallaHi HAambIHO Wik yactuaHo ot H30K, mpu xouto B
ITJIC no un. 262, an. 6, 1. 1 3JIIIXM nipe3 chiiaTa roguHa € BKIOYEHO pa3lIupsiBaHe Ha
TEepaneBTHYHU ToKa3zaHus u/wim 3adonsBanus (MKb-komoBe), pu ycioBue ue 3a Te3u
TEepaneBTUYHU TOKa3aHUsS W/WIU 3a00JsBaHMS HE C€ 3aIluiania/T JpYyr/h JIeKapCTBEH/U
nponaykt/u, BkioueHd B IIJIC mo win. 262, am. 6, T. 1 3JIIIXM, npuHaaiexamyd KbM
cpimoTo INN, ¢ uzkitouenue Ha nHpopmanusTa 3a JeKapCTBEHU MPOIYKTH IO all. Sa.

(5a) (Homa - JIB, 6p. 73 ot 2021 r., B cua ot 03.09.2021 r.) Harmonamuara
3[PaBHOOCUTYpUTEIHA Kaca aHanu3upa u o0obmaBa kbM 1-Bo unu 16-0 umcio Ha
CHOTBETHHUS KAJICHIAPECH Mecell MHpOopMaIusITa 3a JIEKAPCTBECHU 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(PEKIIMO3HO 3a00sBaHe mo wi. 4 ot Hapenda Ne 7
ot 2015 r. 3a KpUTEpUUTE 3a ONpPEICISIHE HA 3a00JIIBAHUATA, 32 YUETO JIOMAIIIHO JICYCHHE
Haumonannata 3apaBHOOCHTYpHTENIHa Kaca 3alvialia HambJIHO WM YaCTHYHO
JICKapCTBEHU MPOAYKTHU, MEIWLMHCKU U3JAENUS W JAUETUYHH XpaHU 3a CICHUATHH
MEIUIIMHCKY TICITH.

(56) (Homa - /IB, 6p. 49 ot 2022 1., B cuna ot 01.07.2022 r.) Hanmonanuara
3IpaBHOOCUTYPHUTEIHA Kaca aHaiau3upa ¥ 0000maBa kbM 1-BOo mimu 16-0 umcio Ha
CHOTBETHUS KalleHAapeH Mecell MH(opManusaTa 3a JIeKapcTBEHUTE MPOYKTH, 3arlIallaHu
HarbIHO Wi yactudHo oT H3OK, pu xouto B ITJIC 1o wi. 262, an. 6, 1. 1 3JIIIXM e
BKIIIOUEHO pa3IIMpsiBaHE Ha TEpameBTUYHM TNokazaHus wu/unu 3abonsBanus (MKBb-
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 nexapcTBena hopma.

(6) (dom. - [IB, 6p. 44 ot 2016 r., B cuna ot 10.06.2016 r.) Harmonanuara
3IpaBHOOCUTYPHUTEIIHA Kaca aHaW3upa U 0000IMaBa Ha JBAHAIECETMECEUHU MEPUOIU
uHpopmanusara 3a INN, 3a kouto B [IJIC mo un. 262, an. 6, T. 1 3JIIIXM nma noBuiaBane
Ha HUBOTO Ha 3aIulaliane, ¢ u3KiIoYeHue Ha nHpopmanusTa 3a INN mo an. 7.

(7) (Homa - IB, 6p. 44 ot 2016 r., B cuna ot 10.06.2016 r.) Haimonanuata
3/IpaBHOOCUTYPHUTEJIHA Kaca aHajgu3upa M 00o0maBa kpM 1-Bo wiu 16-0 4ucio or
ChOTBETHHUS KaleHaapeH Mecen uH@opmamusara 3a INN 3a nedenue Ha 3abolisBaHe,
cragalo KbM HAKOM OT KitacoBeTe Oosiectu oT I kitac o xiiac X VII sximrounrenno mo MKb
10, kouTO 3aeMaT BOJAEIIO MSCTO (MMEPBUTE IIECT MECTa) B CTPYKTypaTa Ha CMBbPTHOCTTA
10 TIPUYMHM 32 YMUPAHUS WU B CTPYKTYpaTa Ha XOCIUTATN3NPaHaTa 3a00JI1eBaeMOCT, HITH
B CTpYKTypaTa Ha NIBPBUYHO HWHBaTUAM3MpaHuTe Jmia B Pemybmuka bobarapus 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., u3m. - /IB,
Op. 48 or 2014 r.) KeM 3asgBieHuero no 4ji. 4 ce mpujara Konve OT BISA3JIOTO B CHIIA
pemienre Ha HarnumoHanHus cbBET NHO LEHHM U PEUMOYypCHUpaHe Ha JIEKapCTBEHHUTE

IIPOJYKTH.

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

1. na nepuuupa H30K koj 32 BCEKH JI€KapCTBEH MPOIYKT;

2. (ot™m. - [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 EINEKTPOHHU (OpPMATH 3a M3MBIHUTEINTE Ha
MeAMIIMHCKA MIOMOII ¥ 3a JIMLaTa Mo 4i. 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. - [IB, 6p. 48 ot 2014 r. (*)) UnpopmanusTa o
an. 1 OTHOCHO JIEKapCTBEHHUTE MPOAYKTH 1O 4i. 4a, ain. 1, 3, 5 u 6 ce myOnuKyBa Ha
uHTepHeT cTpanunata Ha H30K B cpok 10 25-0 ymcnio Ha JBaHaieceTus: Mecell.

(3) (HoBa - /IB, 6p. 67 ot 2011 1., u3m. - /IB, 6p. 48 oT 2014 r.) Hartmonanuara
3[PaBHOOCUTYpUTEIHA Kaca MyOnuKyBa KbM 13-0 wium 27-0 4MCIO OT CHOTBETHHUSA
KaJIeHJapeH Mecell HH(POpMAaIHATa 10 ajl. | OTHOCHO JIEKapCTBEHUTE MPOIYKTH 1O 1JI. 4a,
an.2u4.

Ui 6a. (Hos - JIB, 6p. 9 ot 2010 r., B cuna ot 02.02.2010 r., u3m. - 1B, 6p.
67 ot 2011 r., u3m. - JIB, Op. 48 ot 2014 r.(*)) (1) (M3m. - JIB, 6p. 49 or 2022 r., B cmiia
ot 01.07.2022 r.) Hanimonannara 3paBHOOCUTYpUTETHA Kaca 3arJiamia 3a JeKapCTBEeHUTE
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 Mecela, cleABalll U3TUYaHEeTO Ha KaJleHJapHaTa To/IMHa.

(2) (M3m. u pmom. - 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.) HammmonayiiHata 31paBHOOCUTYPHUTEIIHA Kaca 3aruiaila 3a JIEKApCTBEHUTE
npoaykTu mo ui. 4a, an. la, 2, 3a, 4, 5a, 56 u 7, cuurano ot 1-Bo unu 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
NPOAYKTH 110 Wi. 4a, at. 1a, 3a 1 5a - OTHOCHO HOBUTE NOKA3aHUA U IMAarHO3H, Ce 3arianar
or H30K 3a Bpemero Ha O0OSIBEHO H3BBHPETHO TOJOKEHUE MOpaad EMUAEMUYHO
pasnpocTpaHeHue Ha 3apa3Hu 6onectu mo wi. 61, an. 1 unu 3 ot 3akoHa 3a 3paBeTO WU
npu  o0sBEHa  W3BBHPEOHA eMHJAEeMHUYHa OOCTaHOBKA MOpaad  EMHAEMUYHO
pasnpocTpaHeHe Ha 3apa3Ha Ooject 1o wi. 61, an. 1 oT 3akoHa 3a 37paBeTo.

Y. 66. (Hos - JIB, 6p. 9 or 2010 r., B cuna ot 02.02.2010 r.) (1) (MU3m. - [IB,
Oop. 67 ot 2011 r., mw3m. - JIB, 6p. 49 ot 2012 r., uam. - JIB, 6p. 48 or 2014 r.)
JlexapcTBeHHMTE TPOAYKTH C€ BKIIOYBAT B 000011IeHaTa HHPOpMAIIHS 110 4. 4a B paMKUTE
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, MOJY4YWIIK 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 IEKapCTBEHH MPOAYKTH, U PHKOBOAMTEIIAT Ha allTeKaTa He ChBIAIAT, TOTOBOPHT
ce chIvIacyBa M OT pPbKOBOAMTEIS 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. - IB, 6p. 49 ot 2022 r., B cuna ot 01.07.2022 r.) [loroBopuTe 1o ai.
1 ce ckmrouBar upe3 qupekropa Ha P3OK, Ha uusito Teputopus e antekara, pu yCJIOBHs
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 3aruiaija Ha Juiara mo 4wi. 7, an. 1 CTOMHOCTTa Ha JEKapCTBEHUS MPOAYKT,
ompeneneHa cbriaacHo 4i. 55 or Hapenbarta 3a ycioBusita, mpaBujiaTta W peaa 3a
peryivpaHe M perucTpupaHe Ha IEHUTE Ha JIGKAPCTBEHUTE MPOAYKTH, IMpHUETA C
[TocranoBnenue Ne 97 na Munucrepckus cbset ot 2013 1. (B, 6p. 40 ot 2013 r.), KakTO
U pas3mnpeiens CpeacTBaTa, MOJTy4eHH 110 JOTOBOPH 3a MPEAOCTaBsIHE HA OTCTHIIKU MO YII.
21, an. 1, 1. 4 oT mpuUTEKATENS HA PA3PEHICHUETO 3a yIMOTPeOa/HETOBUS YIIBIHOMOIIEH
MPEJICTAaBUTEIL.

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

(3) Harmmonannara 3apaBHOOCUTYpHUTENTHA Kaca 3arJialia Ha JuiaTa mo ui. 7,
an. 1 3a OTIycCHATH OT TAX JIGKQPCTBEHHW MPOAYKTH CIie]] MPEJCTABIHE Ha €JIEKTPOHEH
OTYET, U3TOTBEH CHOOPa3HO EIEKTPOHHUS QopMmaT, MyOIHKyBaH Ha HUHTEPHET CTpaHHIIaTa
Ha H30K.

(4) OtmycHaTHTE U OTYETEHU JIEKAPCTBEHU MPOAYKTH ce 3amtamar or H30K
MIPH YCJIOBHS U TIO PEJI, OTIPEICTICHU B Ta3u Hapea0a U CKII0YEHUTE JIOTOBOPH MO WiI. 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., u3m. - /IB, 6p. 109 ot 2021 1., B cuna ot 01.01.2022 r., ot™. - IB, 6p. 100
ot 2023 1., B cuna ot 01.12.2023 1.)

(5a) (Homa - 1B, 6p. 26 ot 2022 1., B cuna ot 01.04.2022 r., ot™. - [IB, Op.
100 oT 2023 r., B cuna ot 01.12.2023 1.)

(6) (U3m. - [IB, 6p. 48 ot 2014 1., u3m. - JIB, 6p. 26 ot 2022 r., B cuia oT
01.04.2022 r., u3m. - JIB, 6p. 100 ot 2023 r., B cruta ot 01.12.2023 r.) HanimonanHata
3/IpaBHOOCUTYpUTETHA Kaca 3aruiamia cymMuTe mo ai. 1 B cpok 1o 30 KaJleHJapHU JHU
CUYMTAHO OT JaTaTa Ha MPEACTaBsSIHE HA HEOOXOAUMHUTE TOKYMEHTH.

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

Un. 8a. (Hos - IB, 6p. 17 ot 2019 1.) (1) (U3m. - IB, 6p. 19 ot 2020 r.) 3a
JIEKapCTBEH MPOJIYKT, 32 KOWUTO € OMpeesIeHO MpocieasBaHe Ha e(eKkTa OT TepamusiTa
chrimacHo wi. 259, an. 1, 1. 10 3JIIIXM, H3OK u npurexarensiT Ha pa3pelieHUETo 3a
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yrnotpe0a/HEeroB yIbJIHOMOIIEH MPEICTaBUTE] MOTraT Ja JOrOBOpST 3allialllaHe Bb3
OCHOBA Ha pe3yJiTara OT TEPaIusAiTa.

(2) (U3m. - IB, 6p. 19 ot 2020 1.) [Ipn ckirodeH JOTOBOP 3a 3aIulalllaHe Bbh3
OCHOBa Ha pe3yirara OT TepamusTa 3a cpoka Ha mnpociemsBanero H3OK 3ammama
JIEKapCTBEHUSI MPOJIYKT MPHU yCIOBHATa Ha Wil 8, ai. 1 - 4.

(3) (M3m. - 1B, 6p. 19 or 2020 r.) B goroBopa mo an. 2 ce JOroBapsr
KOHKpPETHH TOKa3aTelld 3a MpociieAsBaHe Ha edeKkTa OT Tepamusita B ChOTBETCTBUE C
YCIIOBUSATA M KPUTCPUUTE 3a NPOCIEsBaHE HA ePeKTa OT TepamusTa, ONpEAcIeHU OT
Harmonanuus cbBeT Mo LIeHU ¥ peuMOypcupaHe Ha JIEKapCTBEHUTE MPOIYKTH.

(4) (Jom. - 1B, 6p. 19 ot 2020 r.) JleueOHUTE 3aBeACHUS, B KOUTO CE
npociensBa epekThbT OT Tepanusirta ChbOOpa3HO KPUTEpUUTE MO aji. 3, MPedoCTaBAT
chOpaHaTa HHpOpPMAITUS 32 BCEKH JICKAPCTBEH MPOIYKT Ha HarmoHamHus ChBET MO IIEHU
U peuMOypcrpaHe Ha JIEKapCTBEHUTE MPOIYKTH, KOMTO OT CBOs CTpaHa s 00padoTBa BbB
BUJI, TIOJXOJIAIN 32 aHAJIM3, U Ha BCEKW ImiecT Mecerna s mpenocras Ha H3OK, mpu
yCIIOBUSTA U 110 peJa Ha HapenOaTa o uwi. 261a, an. 5 3JIIIXM.

(5) (U3m. - [IB, 6p. 19 ot 2020 r.) Komucusira 3a u3BbpIBaHe Ha €KCIEPTU3U
no wi. 78, T. 2 330 B ueHrpanHotro ynpasieHue Ha H3OK wusBbpmBa aHanu3 Ha
noigydyeHata uHpopmamms mo an. 4 3a 1enuTre Ha e(QEeKTUBHOTO W IEJIechOOpa3HO
pa3xo/iBaHe Ha MyOJUYHU CPEJICTBA U CHIIACHO MMOKA3aTeIUTe, YTOBOPEHH B IOTOBOpa IO
an. 2. B anaimza ce mocouyBa OposT Ha MAIMEHTUTE, IPU KOWUTO € HAJMIIEC JIMIICAa Ha
pe3ynTaT OT TepanusTa ChC ChOTBETHUS JIEKAPCTBEH MPOIYKT Mpe3 Mepruoa, 3a KOWTO ce
OTHAacs MH(OPMAIHATA, CHIVIACHO ITOKA3aTeIIMTE, YTOBOPEHHU B JOTOBOpA I10 all. 2.

(6) (U3m. - JIB, 6p. 19 ot 2020 r.) B3 ocHoBa Ha ananu3za mo an. 5 H30K
W3TOTBS M TIPEJIOCTaBs HA MPUTEIKATEISI HA Pa3pEIICHUETO 32 yIoTpeda Ha JICKapCTBEHUS
MPOJYKT WIU HETrOB YIBJIHOMOIIEH IpeICcTaBUTeN crpaBka 3a 3amiareHute or H30K
CpEICTBA 32 JICKAPCTBEHUS MPOAYKT MPE3 OTHOCUMHUS ITEPUO/] 32 MAUESHTUTE, IIPU KOUTO
€ HaJIMIIE JIUTICA Ha Pe3yNITaT OT TePanusiTa, KOsTO ChIbpKa:

1. manHU 3a OpOs MAIMEHTH, MPU KOUTO € YCTAHOBEHA JIMIICA HA PE3yiITaT OT
JICYEHUETO CHIIIACHO MOKA3aTeINTe, yTOBOPEHH B IOTOBOPUTE TIO all. 2;

2. mepuojia, 3a KOWTO € YCTAaHOBEHO, Y€ ¢ Onjia HaJIMIIe JIUICAa Ha Pe3yJiTaT, u
CHOTBETHUS OPOI ONTAaKOBKHU OT JIEKapCTBEHUS MPOAYKT, 3amnaternn oT H30K 3a nepuona,
3a KOWTO ce OTHACS CITpaBKaTa.

(7) (HoBa - B, 6p. 19 ot 2020 r.) [lo uckane Ha mpuTexarens Ha
paspemienuero 3a ynorpeba H3OK mnpemoctaBs aHOHMMU3MpAaHW JaHHU OTHOCHO
MOKa3aTeINnTe, B3 OCHOBA HA KOMTO € YCTAHOBEHA JTUIICaTa Ha Pe3yaTar OT JICYSHHETO 3a
BCEKH OT CHOTBETHUTE IMAIMCHTH, JTAHHU OTHOCHO JICYeOHOTO 3aBEJCHHE, B KOETO €
npociesieH epeKThT OT TepanusTa, KOUTO HE ChAbPKAT JaHHH, Ype3 KOUTO MOXKeE Ja Obe
UACHTH(HUIIMPAH KOHKPETEH TAIHCHT.

(8) (HoBa - JIB, 6p. 19 ot 2020 r.) B 7-mHeBeH Cpok OT MOJy4aBaHE Ha
CIpaBKaTa Mo ajl. 6 MPUTESKATEIAT Ha pa3pelieHUueTo 3a ynorpeda Ha JIGKapCTBEHUS
MPOJYKT WM HETOB YITBITHOMOIIIEH MPEICTaBUTEN MMa MPABO HA MUCMEHO BBh3paKeHUE,
koeto H30K pasriexiaa B Cpok 10 2 JAHM W yBEAOMSABA MHUCMEHO NPUTEXKATENIsd Ha
pa3pelieHueTo 3a ymorpeda WU HETOBUs YITBIHOMOIIEH MPEACTaBUTEN 3a CBOETO
peleHue.

(9) (HoBa - IB, 6p. 19 ot 2020 r.) Korato He € MOCTBHIINIO Bb3paKCHHE B
CpOKa TO ajl. 8§ WJIM KOraTo TOCTBIMJIOTO BB3PAXKEHUE € OTXBBPJICHO H3ISIIO WA
gactuyHo, H30K wu mnpurexarensT Ha pa3pelieHHeTo 3a yrnoTpebda WM HEroB
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YITBJITHOMOIIIEH MPECTaBUTEN MOAMKUCBAT MPOTOKOJ 10 00pa3ell ChIIacHO MpuiiokeHue Ne
2. B 10-gHeBeH cpok OT MOJMKUCBAHETO HA MPOTOKOJIA MPUTEXKATEIAT HA pa3pELICHUETO 3a
ynotrpeba Ha JIEKapCTBEHHUS TMPOAYKT WJIM HETOB YI'BIHOMOILIEH MpeICTaBUTEIN
Bb3cTanHoBsiBa Ha H3OK 3amnarennte CpeacTBa 3a MAOUCHTUTC, IIPU KOUTO € HAJIUIC
JIUIICa Ha Pe3yiTar OT TepanusTa ¢ JeKapCTBEHUS MTPOIYKT.

. 9. (U3m. - [IB, 6p. 67 ot 2011 r.) (1) IIpurexxarenst Ha pa3pelIeHHETO 3a
ymorpeba Ha MajeH JEKApCTBEH MPOIYKT WM HETOB YIBIHOMOIIEH NPEICTaBUTEI
nucmeno ysegomsisa H30K mpu:

1. W3KIrOYBaHE HA JIEKAPCTBEHHsI MPOAYKT OT I[lO3MTHMBHHS JeKapCTBEH
CITUCDHK;

2. mpoMsiHA B HUBOTO Ha 3aIUlallaHE W/WJIM CTOMHOCTTA HA JIEKAPCTBEHHUS
NpoAyKT, 3amamana ot H30K;

3. mpekpaTsaBaHe/OTHEMaHe Ha Pa3pelIeHUeTo 3a yrnorpeda Ha JIEKapCTBEHUS
MPOJYKT;

4. npyru 00CTOSTENCTBA, CBBP3aHU C M3ITBJIHEHUETO Ha JOTOBOPHUTE 110 1. 7,
an. 1.

(2) Cpoksbrt 32 yBenomsiBaHe 1o ai. 1 € 1o 5 1Hu oT:

1. (m3m. - JIB, 6p. 49 ot 2012 1., u3m. - JIB, Op. 48 ot 2014 r.) Bu3aHe B criia
Ha pelIeHHeTo Ha HammoHaNHWS CHBET MO LEHU W PeUMOypCHpaHe Ha JICKAPCTBCHHTE
MPOJYKTH - B ciryyauTe o ai. 1, T. 1 u 2;

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

(3) Undopmanusra o an. 1 ce myOnuMKyBa Ha WHTEPHET CTpaHHUIATa Ha
H3O0K.

(4) (U3wm. - IB, 6p. 49 ot 2012 r., usm. - /IB, 6p. 48 ot 2014 r.) B cnyuaute
Ha a. 1, T. 1 1 2 mpHUTEk)ATEIAT Ha pa3pelIeHUETO 3a yoTpeda WM HErOB YIThTHOMOIIICH
npencrasuten npeactass B H30K 3aBepeHo xonwe Ha penieHrneTo Ha HannonanHus cbBet
IO [IEHU ¥ peuMOYypCcHpaHe Ha JICKaPCTBECHUTE MTPOAYKTH.

(5) Ilpu u3kIIOYBaHE HA JIEKAPCTBEHUS MPOAYKT OT [103UTHBHUS TeKapCTBEH
CIIMCHK B 3aBHUCHMOCT OT JIaTaTa Ha MpeACTaBsHE Ha PEIICHUETO 1o ai. 4 - go/cnen 15-o0
yrcno Ha Mecerna, H30K mpeycraHoBsiBa 3amiialiaHeTO Ha CHOTBETHHS JIEKapCTBEH
MPOIYKT OT 16-0 YHCIIO OT TEKYIIUS KAJICHIAPSH MECEI] HITH OT 1-BO YHICIIO HA CIIeABAIIUS
KaJIeHJIapeH Mecell.

Un. 9a. (Hos - 1B, 6p. 67 ot 2011 1.) (1) IIpuTexarenst Ha pa3pelieHUETO 3a
ynotpeba MM HEroB YITBJTHOMOIIECH MpejacTaButen Moxe na nogaae B H30OK nmucmeno
3asBJICHHE CBHIVIACHO TpuiiokeHne No 3, ye »Kenmae Ja ce MpeKpaTd 3alljallaHeTo Ha
CHOTBETHHS JICKAPCTBEH MPOAYKT IO pelia Ha Ta3u Hapenoa.

(2) B 3aBucuMOCT OT JlaTaTa Ha MOJaBaHe Ha 3asBICHUETO Mo a. 1 - mo/cren
15-0 uucno na xanengapaus meceir, H3OK mpeycranoBsiBa 3aruiamanero Ha ChOTBETHUS
JIEKapCTBEH MPOIYKT OT 1-Bo win oT 16-0 4mMciio Ha cienBamus KajleHIapeH Mecell.

(3) (U3m. - B, 6p. 49 ot 2012 r., u3m. - JIB, 6p. 48 ot 2014 1.) B cnyuaute
no an. | H30OK B 5-mHeBeH cpok OT mofiaBaHe Ha 3asBICHUETO OTIOBECTSABA HHPOPMAITUATA,
1ocoUYeHa B 3asBJICHHETO, HA MHTEPHET CTPAHUIATa CH W MPAaBH MOTHBHUPAHO NMHACMEHO
npeioxkeHne 10 HamuoHamHusl ChBET MO LIEHW U PeUMOypCUpaHe Ha JIEKapCTBEHUTE
IIPOJIYKTH 3a U3KJIFOYBAHE HA JieKapcTBeHUs NpoAyKT ot I1JIC.
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Y. 96. (Hos - /IB, 6p. 62 ot 2015 r., B cuia ot 14.08.2015 r.) JlekapcTBeHHTE
npoaykTu no 4i. 45, an. 10 330, 3a KOUTO HE ca JOTOBOPEHU OTCTHIIKH IO pea Ha Ta3u
Hapen0Oa, He ce 3artamatr ot H30K.

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

(2) (Homa - JIB, 6p. 9 ot 2010 r., B crita ot 02.02.2010 r., ot™m. - [IB, 6p. 48
ot 2014 1.)

(3) (ITpegumna an. 2 - 1B, 6p. 9 ot 2010 r., B cuia ot 02.02.2010 1., u3Mm. -
B, 6p. 67 ot 2011 r., m3m. - IB, 6p. 49 ot 2012 r., oT™. - /IB, Op. 48 or 2014 1.)

(4) (Ilpeaumna an. 3, usm. - JIB, 6p. 9 ot 2010 1., B cuna ot 02.02.2010 r.,
qo1. - JIB, op. 67 ot 2011 r., u3m. u gom. - JIB, 6p. 48 ot 2014 r.) [Ipu nusknrouBane Ha
nexkapctBeH npoaykT ot [1JIC unu otnanane Ha koa no MKbD u B ciayyaute no 4. 9a, an.
| u3nageHuTe peuenTy ce U3MBJIHABAT OT JiniaTa 1o wi. 7 u ce 3amnamar ot H30K B cpok
1o 15 auu oT naTaTa Ha BIM3aHE B CHJIA HAa IPOMEHHUTE, CJIe]l KOETO CIIYKeOHO ce aHynupar
1o pena Ha Hapeno6ara o wi. 221 3JITIXM.

(5) (Ilpeaumna an. 4, usm. - JIB, 6p. 9 ot 2010 r., B crta ot 02.02.2010 r.,
u3M. - JIB, 6p. 48 or 2014 r.) [Ipu mHacTenwm npomeran H30K yBeomsBa H3BIIHUTEIATE
HAa MEIUIIMHCKA TOMOII M JHUIaTa Mo Wi. 7 MpU YCIOBHUS U MO pel, ONpPEICICHU B
CKJIFOUYEHUTE JIOTOBOPH.

Pazgen II.
YcaoBus, pell, MEXaHU3bM H KPUTEPHU 32 3alJIalllaHe HA JIEKAPCTBEHH
NMPOAYKTH 32 3APABHU AeHHOCTH 1O Wi. 82, au. 2, T. 3 oT 3aK0Ha 3a 31paBeTo
(Hos - /IB, 6p. 48 ot 2014 r., 3ary1. u3m. - /B, 6p. 17 oT 2019 1.)

YUn. 10a. (Hos - B, ©Op. 48 or 2014 r.) (1) Hanuonannara
3IpaBHOOCUTYpUTEIIHA Kaca 3alJjaiia 3a JIeKapCTBEHHU NPOAYKTH, HEOOXOAMMHU 3a
W3MBJIHCHUE HA 3]IpaBHU JICWHOCTH 10 HAITMOHAITHH, PETMOHATHU HJIA OOIIMHCKH 3paBHU
nporpamu 1o wi. 82, an. 2, T. 3 33 cien nonydyaBaHe Ha 3asBJIICHUE OT MPUTEXKATENS HA
paspelieHneTo 3a ynoTpeda WJIM HEroB YI'BIHOMOIIEH TMPEICTABUTEN CBHIVIACHO
npuinoxenue Ne 3a, ye jxenae CbOTBETHHAT JIEKAPCTBEH MPOAYKT J1a Ce 3aruialia o peaa
Ha Ta3u Hapeaoa.

(2) KbM 3asBneHueTo mo ajn. 1 3asBUTENAT MpHiiara KOMUe OT BIISI3JI0 B CHIa
petenue Ha HarmoHaHusI ChBET 10 LIEHW U pEUMOYpCUpaHe Ha JIEKAPCTBEHUTE MPOTYKTH
3a CbOTBETHUTE JIEKAPCTBEHU MPOJYKTH, JOKYMEHT, YAOCTOBEpsBAIll IPEICTaBUTEIHATA
My BJAaCT, W CIHCHK Ha TPUTESKATEINUTE Ha pas3peliecHue 3a THPTOBHS Ha €IpO C
JIEKAPCTBEHU MPOAYKTH, KOUTO IIE TOCTABAT JEKAPCTBEHUTE MPOAYKTH.

Yn. 106. (Hos - /1B, Op. 48 ot 2014 r.) (1) 3a Bceku eKapcTBEH MPOAYKT, 32
KOWTO € mojaieHo 3aasienne no wi. 10a, ain. 1, H30K ckirouBa 1oroBop ¢ nmpurexarens
Ha pa3pelieHueTo 3a yrnoTpeda WM HEroBHsS YIBJIHOMOIIEH IpEACTaBUTEN U C
IIOCOYCHUTE B 3aSABICHHETO TNPHUTE)KATEIH Ha pa3pelleHre 3a THProBUS Ha €Ipo C
JIeKapCTBEHU MPOAYKTH, B KOMTO ce MOCOUYBaT:
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1. noroBopeHara Mo peAa Ha Ta3u Hapeada OTCThIIKA OT IIeHaTa Ha
JIEKapCTBEHMsI MPOAYKT (aKko TakaBa € JOroBopeHa) M croiiHoctTa, koAro H3OK me
3araia B pe3yJaTaT Ha JOroBOpeHaTa OTCThIIKA 32 ChOTBETHATA KaJeHapHa ro/IMHa;

2. ycnoBHsATa U peAbT 3a Pa3pOCTPAHEHHE U JIOCTABSIHE HA JIEKAPCTBEHMS
HOPOIYKT JI0 JIeueOHUTE 3aBEe/ICHUS;

3. HaYMHBT HA OTYUTAHE HA JIOCTABEHUTE KOJUYECTBA OT JIEKAPCTBEHMUS
MPOJIYKT;

4. mpenocTaBsiHe HAa HH(POPMAIUS MEXKy CTPAHUTE;

5. ycnoBusaTa 1 peasT 3a 3amamane oT H30K Ha nexkapcTBeHUTE NPOIYKTH B
CHOTBETCTBHUE C Ta3W Hapeaoa;

6. IpyTH YCIIOBHUS.

(2) Horoopure no an. 1 ce ckiirouBaT 3a CPOK JO €/1HAa FOJMHA U BJIM3AT B
CHWJIa OT JjaTaTa Ha MOJMMCBAHETO UM WM OT Ipyra Omnpe/esieHa OT CTpaHUTe Aata.

(3) Ilpu mpomsiHa Ha IPUTEXKATEIS/UTE HA pa3pelIeHNe 3a ThProBHU HA PO
C JIGKApCTBEHU MPOAYKTH CE MOAMKICBA TOMBIHUTEIHO CIIOpa3yMeHUe KbM JI0r0OBOPA.

Un. 10B. (Hos - /IB, 6p. 48 ot 2014 r.) JIekapcTBeHUTE TPOAYKTHU 32 3PABHUTE
JeHHOCTH 1o wi. 82, ai. 2, T. 3 33, 3a KOUTO ca CKJItoueHu Jqorosopu o wi. 100, an. 1, ce
OCHUTYpSIBAT U JIOCTABSAT A0 JIeYeOHUTE 3aBE/ICHUS 32 U3BbHOOTHUYHA ITOMOIL, CKIIOYIIN
noroBop ¢ H30OK, ceriacuo ui. 209a, an. 1, 1. 5 3JIIIXM.

Un. 10r. (Hos - B, ©Op. 48 or 2014 r.) (1) Hanuonamnara
3/[paBHOOCUTYPUTEIHA Kaca TMPEJOCTaBi Ha BCEKH MpUTEXaTell Ha pa3pelleHue 3a
THProBUs Ha €JIpO C JIEKApCTBEHU NPOAYKTH 000011eHa ClIpaBKa 3a JI0OCTaBEHUTE OT HETO,
NPWIOKEHH M OTYETEHH OT JieueOHUTE 3aBe/IeHUs JIEKAPCTBEHU TMPOAYKTH IIpe3
npeaxoaHust kajaeHaapen mecen. CrpaBkaTa ce mpeaoctaBs B Cpok q0 20-o 4yucio Ha
Mecella M ChAbpKA: JIeUeOHUTE 3aBEACHUS 3a MbPBHUYHA M3BBHOOIHMYHA MEAMLIMHCKA
MOMOII, Ha KOMTO Ca JOCTaBEHU JIEKapCTBEHWUTE MPOAYKTH; JaTa Ha NpuUJaraHe Ha
JeKapCTBEHUTE MPOAYKTH U HOMEp Ha amMOyJaTOpHHUTE JHMCTOBE, B KOMTO € BIIMCAHO
IpUJIaraHeTo.

(2) Ipurexarenar Ha pas3pelleHHe 3a ThPrOBUS Ha €ApO C JIEKApCTBEHH
npoayktu npencraBs Ha H30K ¢akrypa u cneunduxanus 3a 10CTaBeHUTE OT HETO U
NPUJI0KEHHU JIEKApCTBEHH MPOIYKTHU MPe3 MPEIXOAHNUS KaJeHIapeH Mecell B CbOTBETCTBUE
C IpeJjocTaBeHaTa My CIpaBKa Mo al. | B cpok 10 25-0 4MciIo Ha Mecelia.

(3) KM mokymeHTHTE 1O aJl. 2 ce IpujaraT U IpueMaTeIHO-TIpelaBaTeIHUTE
IIPOTOKOJIM MEX/1y JICUEOHUTE 3aBEACHUSI M MPUTEKATEIUTE HA pa3pelIeHre 3a ThProBus
Ha eJIpo C JIEKAPCTBEHU MPOAYKTH 3a JOCTABEHUTE JIEKAPCTBEHU MPOIYKTH, IPUIPYKEHU
ChC cepTU(UKAT 3a OCBOOOKJIAaBaHE HA CHOTBETHHTE NAPTHAM, H3IaJAEH OT
M3neaHuTENHATa areHnus Mo JiekapcTBaTa cbrylacHo wi. 69, an. 4 3JIHIXM, wmm ¢
yBeioMiIeHHe OT W3mbiHUTENHaTa areHIus IO JieKapcTBaTa, Y€ ChOTBETHATa MapTUAa
MoXe /1a ObJie ycHaTa Ha Masapa, U3/1aJleHo chriiacHo 4i. 4, an. 2 ot Hapenba Ne 35 ot
2007 r. 3a ycioBuUATa, pela W W3UCKBAHUATA KbM JOKYMEHTAIMATA 3a W3/IaBaHE HaA
cepTUdHKAT 32 0CBOOOKAAaBaHE HA MapTHUA JEKApCTBEH MPOIYKT OT M3mbiaHHUTENHATa
areHIus o sekapcerpara (1B, 6p. 71 ot 2007 1.).

(4) Hanwmonannata 3IpaBHOOCHUTYpUTENIHA Kaca 3aIlalia MpUIOKEHUTE
JIEKapCTBEHU MPOJIYKTH 1O ajl. 1 Ha MpUTeKaTeNs Ha pa3pelleHue 3a ThproBusl Ha e/Ipo ¢
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JIEKapCTBEHU IMPOAYKTH B cpok 10 30-0 yKciio Ha Mecela, cieBalll OTYETHUS Mecell, IIpe3
KOMTO ca IPUJIOKEHH JIEKAPCTBEHUTE MTPOYKTH.

Un. 10n. (HoB - [JIB, 6p. 62 or 2015 r., B cuma ot 14.08.2015 r.)
JlekapcTBenuTe npoayktu no wi. 45, an. 13 330, 3a KOUTO HE ca JOTOBOPEHU OTCTBHIIKH
10 pena Ha Ta3u Hapenoa, e ce 3amamar ot H30K.

Paznen 111.

YcaoBus, pel, MEXaHU3bM U KPUTEPHUH 32 3alJIalllaHe U3BbH CTOMHOCTTA HA
OKa3aHMTE MEeIULIMHCKH YCJIYTH HA JIEKAPCTBEHH NPOAYKTH, MPUJI0KUMH B
00JTHMYHATA MeIMLIMHCKA NMOMOII] U BKJIIOYEHH B MIAKeTa, oNpeaesieH ¢
HapenOarta no 4i1. 45, aua. 2 330 (Hos - [IB, Op. 62 ot 2015 ., B cus1a 0T
14.08.2015 r., 3ara. u3m. - /IB, 6p. 17 oT 2019 1.)

Y. 10e. (Hos - IB, 6p. 62 ot 2015 r., B cuia ot 14.08.2015 r.) (1) (U3Mm. -
B, 6p. 17 ot 2019 r.) HannonanuaTa 31paBHOOCUTYpUTEIHA Kaca 3aIuiaiia o peia Ha
Ta3u Hapeada W3BBH CTOMHOCTTAa HA OKa3BaHUTE MEIMLMHCKHU YCIYI'M JIEKapCTBEHU
npoayktu ot IUUIC mo wum. 262, an. 6, 1. 2 3JIIIXM, npunoxkumu B OOJHUYHATA
MEIUIIMHCKA IIOMOII] U BKJIFOYEHH B IMaKeTa, ONpeIesieH ¢ HapeaoaTa o wi. 45, an. 2 330:

1. nexapcTBeHU MPOIYKTH, MpPEJHA3HAUYCHU 3a JIEYCHHE Ha 3JI0KaYeCTBEHH
3a00/11BaHHUS;

2. JeKapCTBEHHM TNPOAYKTH, TMpUIAraHd TMPH IKUBOTO3ACTpalllaBaIlU
KPBHBOM3JIMBU U CIIEUIHU ONEPAaTUBHU M WHBA3MBHM WHTEPBEHLUU IpPU IALKUEHTU C
BPOJICHU KOAryJaoMaTuu.

(2) JlekapcTBeHuTE MpPOAYKTH MO ajl. 1 ce 3amiamiar ciief nojiydaBaHe Ha
INUCMEHO 3asBJICHHE OT MpUTEXAaTeNls Ha pa3pelleHUeTo 3a ymnoTrpeda WM HEroB
YI'BJIHOMOIIIEH MPECTABUTEI, Y€ J)KeJIa€ ChOTBETHUSAT JIEKAPCTBEH MPOAYKT Ja Ce 3ariamia
0 peJia Ha Ta3u Hape0a chIylacHO npuiioxeHue Ne la.

(3) KbM 3asBrIeHreTO 110 ajl. 2 ce mpujiara KOIue OT BIS3JI0TO B CUJIA pelIeHUe
Ha HarmoHanHus cbBeT MO 1IIeHH ¥ peuMOypcUpaHe Ha JIEKapCTBEHUTE MPOILYKTH.

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

1. na nepunnpa H30K kox 3a Bceku JIeKapCTBEH NPOAYKT;

2. 5a Jgane yKa3zaHUs OTHOCHO TMPEANHMCBAHETO M OTIYCKaHETO Ha
JIeKapCTBEHUTE MPOAYKTH ChOOPA3HO TEPANeBTUYHUTE CXEMU 3a JIeYeHUE, YCTAHOBEHH B
HAI[MOHAJIHUS PAMKOB JOTOBOP 3a MEIUIMHCKUTE AeWHOCTH mo wi. 53, an. 1 330 u
JeiicTBallaTta HopMaTHBHA ypenoa;

3. Ja M3roTBM CBHOTBETHHUTE EJEKTPOHHU (hopMaTu 3a JMIaTa, Ha KOWUTO
3ariamnia.

(5) B cpok 10 eauH Mecelr OT U3roTBsIHE HAa MHGOpMaIHsTa 1Mo aji. 4 chiara
ce nmy0OiMKyBa Ha nHTepHeT cTpanuiara Ha H30K.

(6) (U3m. - JIB, Op. 49 ot 2022 r., B cuna ot 01.07.2022 r.) Harmmonannara
3/paBHOOCUTYpUTENIHA Kaca aHalM3upa 1 06o0maBa kbM 31 gekeMBpH HAa ChOTBETHATA
KaJleHJ1apHa roarHa nHdopmManusTa 3a Bkiouerute B [IJIC mo wi. 262, an. 6, T. 2 3JITIXM
npe3 chliara KajleHJAapHa roJlnHa JEKapCTBeHU MpOoAyKTH ¢ HOBO INN, koeTo He e Ouito
BKJIIoueHO B mocoueHata yact Ha [IJIC mpe3 mpenxomHaTa roguHa, UM 3a KOUTO
JIEKapCTBEHU NPOAYKTH Ca MOJAACHM 3asBiieHUA 1o an. 2 1o 30 nekeMBpu Ha chluaTa
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KaJIeHapHa roiHa. 3aIjIallaHeTo 3a Te3H JIGKApCTBEHU MPOAYKTH 3al104YBa OT HAYaJoTO
Ha ClieJ[BaIlaTa KaJeHaapHa roInHa.

(6a) (Hosa - JIB, 6p. 49 ot 2022 r., B cuiia ot 01.07.2022 r.) Hannonanuara
3IpaBHOOCUTYpHUTEIHA Kaca aHanu3upa M 0000maBa kbM 1-BOo mimu 16-0 umcio Ha
ChOTBETHHUS KaJleHAapeH Mecell MHQpopMalusaTa 3a JieKapcTBeHH NpoAayktu ¢ INN,
BxiroyeHo B I1JIC mo uim. 262, an. 6, T. 2 3JIIIXM, 3a KoeTo 3amiaiia, ¥ € HojaJacHo
3asBJICHUE MO aj. 2 HE MO-KbCHO OT 24-TO 4yuciao Ha npeaxoaHus wiu 10-o yucio Ha
Mecela. 3arianaHeTo 3a Te3U JEKapCTBEHU MPOIYKTH 3amouBa OT 1-Bo uucio uiu 16-o
YHCIIO HAa CHOTBETHUS KaJeHJapeH Mecell, B 3aBUCUMOCT OT JaTara Ha IOJlaBaHE Ha
3asIBJICHUETO.

(60) (Homa - /IB, 6p. 49 ot 2022 1., B cuna ot 01.07.2022 r.) Hanmonannara
3IpaBHOOCUTYPHUTEIHA Kaca aHanu3upa U o0oOmiaBa kM 31 JekeMBpH Ha TeKyllara
KaJieHJapHa ToArHa UHPOpMAaIHITa 32 JEKapCTBEHUTE MPOIYKTH, 3aIUIalllaHd HAITbJIHO
ninn yactuyHo ot H3OK, mpu xouto B IJIC mo wm. 262, am. 6, T. 2 3JIIIXM mnpe3
KaJieH/JapHaTa TOIMHA € BKJIIOYEHO pa3IlIMpsiBaHe HA TEPalleBTUYHH MOKA3aHHs H/WIN
3a00JIIBaHMsI, TIPU YCIIOBHE Y€ 3a TE3W TEPANCBTUYHM MMOKA3aHUS /WM 3a00JsIBAHUS HE
Cce 3aIaa/T Ipyr/u JeKapcTBeH/u npoaykT/u, BkitoueHu B [IJIC mo un. 262, an. 6, 1. 2
3JIIIXM, npuHaanexany KpM cbimoTo INN. 3aranianero 3a HOBUTE MMOKa3aHUS W/WIH
3a00JIBaHUs Ha Te3W JIEKAPCTBEHHM MPOJYKTH 3aloyBa OT HAYaloTO Ha clejaBallara
KaJICH/IapHa rOJINHA.

(6B) (Hosa - IB, 0Op. 49 ot 2022 r., B cruta ot 01.07.2022 r.) Hannonannara
3/IpaBHOOCUTYPHUTEJIHA Kaca aHaiau3upa v 0000maBa kpbM 1-Bo minu 16-0 umcio Ha
CHOTBETHUS KalleHAapeH Mecell HH(OopManusaTa 3a JeKapCTBEHUTE MPOYKTH, 3arlIallaHu
HanbaHO Wi yactudHo oT H3OK, npu xouto B ITJIC mo wi. 262, an. 6, 1. 2 3JIIIXM e
BKIIIOUEHO pa3lIpsiBaHE Ha TePareBTUYHU MOKa3aHUs W/WiK 3a00sIBaHUS, IPU YCIIOBUE
Ye 3a TE3W TEpPANeBTUYHU TIOKA3aHWs W/HMIW 3a00JIIBaHUS C€ 3aIulama/T Jpyr/u
JekapcTBeH/u mpoAaykt/u, BkimoueHn B [IJIC mo wm 262, am. 6, 1. 2 3JIIXM,
NpUHAUICKANM KbM chIioTo INN. 3aruiamaHeTo 3a HOBHWTE IMOKA3aHWS —H/WIIH
3a00yBaHMsI HAa TE3U JIEKApCTBEHUW NPOAYKTHU 3amoyBa OT 1-Bo wim 16-0 4yucino Ha
CHhOTBETHUS KaJICHIapeH Mecell.

(7) CnuchKBT ¢ JeKapCTBEHUTE MPOAYKTH MO ajl. 1, 32 KOMTO ca MOJaJeHH
3aSIBJICHUS TI0 QJI. 2, ChIBPIKAI MEKIYHAPOTHU HEMATCHTHH HAaMMEHOBAHUS, ThPTOBCKU
HAUMEHOBAaHUS M ChOTBeTHaTa naara, oT kosto H3OK ru 3amnama, ce myOiauKyBa Ha
oduianHara uHTepHeT crpanuna Ha H30K.

Un. 10x. (Hos - IB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r.) (1) (U3m. -
B, 6p. 17 o1 2019 1., m3Mm. - [IB, 6p. 19 o1 2020 r.) Hartmonanuara 3 jpaBHOOCUTypUTETHA
Kaca 3ariaiia JIeKapCTBeHUTE MPoayKTH 1o wi. 10e, an. 1 Ha U3MBIHUTENUTE HA OOTHUYHA
MEMIIMHCKA TIOMOIII, OKa3aJId ChOTBETHUTE MEIUIIMHCKH YCITYTH.

(l1a) (HoBa - JIB, 6p. 43 ot 2024 r., B cuna ot 17.05.2024 r.) Ha Bceku
U3ITBTHATEN Ha OOJTHUYHA MEIUITMHCKA ITOMOIIL Ce 3arulaniaT OTYETCHUTE B 0JJ0OpeHH 3a
samnaniane oT H30K B choTBeTCTBHE ¢ HOPMATHBHO YCTAaHOBEHHTE WM3UCKBAaHUS 3a
MpeIIMCBaHe, OTIyCKaHe M 3aIulallaHe JICKApCTBEHU MPOAYKTH Mo ai. 1. 3a Bcekn
nekapctBeH mpoaykt H3OK 3amnama Haii-HHCKaTa CTOMHOCT 3a €IUHUIIA aKTHBHO
BEIIECTBO OT JICKAPCTBEHUS MPOAYKT OT BCHYKH JIOTOBOPEHU CTOWHOCTH B PAMKOBHTE
CIIOpa3yMeHMsl, CKIIOYEHH OT MHHHCTHPAa Ha 3[[paBeOla3BaHETO B KAayeCTBOTO MYy Ha
IlenTpanen opraH 3a MOKYNKH B cekTop "3apaBeorna3BaHe', U CTOMHOCTTA 3a €IMHHIIA
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AKTUBHO BEIIECTBO OT JIGKAPCTBEHUS NPOAYKT, Ha KOSTO NPOAYKTHT € JOCTaBEH Ha
U3IBITHATETUTE Ha OOJTHUYHA MEUITMHCKA TOMOII, HE3aBUCHMO JIaJTi T€ Ca BH3JI0KUTEIN
1o 3aKoHa 3a 00IIEeCTBEHUTE MOPBUKH.

(16) (HoBa - IB, Op. 43 ot 2024 r., B cuna ot 17.05.2024 r.) JlekapcTBeH
OpPOAYKT No al. 1 He MOXe Ja ce 3aruiaija Ha CTOMHOCT, KOSATO € IO-BUCOKAa OT
MaKcHMaJIHaTa CTOMHOCT 1o 4. 45, ain. 30 ot 330.

(1B) (HoBa - /1B, 6p. 43 o1 2024 1., B cuna ot 17.05.2024 r.) B 14-aHeBeH cpok
OT CKJIOYBAHETO HAa PAMKOBUTE CIIOpa3yMEeHUsi 1O ajl. la MUHUCTBPBT Ha
3npaBeonasBaHeTo yBenoMmsBa ympaButens Ha H30K u nyOmukyBa B EnexkrponHaTa
cUCTeMa 3a 3aKylyBaHE Ha JICKapCTBEHHTE MNpoAykTh B PemyOnuka bwirapus
uH(popMalns B eIeKTpoHeH (opMaT 3a MOCTUrHaTaTa Hall-HUCKAa CTOMHOCT 3a €AMHUIIA
AKTHBHO BEIIECTBO OT JIEKAPCTBEH MPOJIYKT B PAMKOBUTE CIIOPA3yMEHHUSI.

(1r) (Hosa - JIB, 0p. 43 ot 2024 r., B cuna ot 17.05.2024 r.) [Ipu npomsiHa B
YCIIOBUSATA W/HITM 00XBaTa Ha CKIIFOYCHUTE PAMKOBH CITIOPa3yMEHHUS 110 aJl. 1a, B T.4. U IpH
U3TUYaHE CpOKa Ha JIEHCTBHUETO UM U NpPHU JIMIICAa HA HOBH PAMKOBU CIOpPa3yMEHHS B
HOPMATHBHO YCTAaHOBEHHUS CPOK, MHUHHUCTHPBT Ha 3/[paBEONa3BaHETO YBEIOMSBa
yrnpasureis Ha H30K B 14-aHeBeH cpok OT HACTHIIBaHE HA CHOTBETHOTO OOCTOSTENICTBO.

(1) (Hosa - JIB, Op. 43 ot 2024 r., B cuna ot 17.05.2024 r.) Ha ocHoBaHue
1. 45, an. 29a ot 330 B ciiy4auTe, KOraro HsiMa JIEUCTBAIllO PAMKOBO CIIOpPa3yMEHHE 3a
KOHKpeTeH JjekapcTBeH mpoaykT, H3OK 3amnama exemecedyHO BCsKa OTYETEHA M
onobpena 3a 3artamane or H30K omnakoBka OT jekapcTBEH MPOAYKT o aji. 1 Ha mo-
HUCKaTa CTOMHOCT M3MEX]y CpeIHOIIpeTerieHara ctoiHoct, 3amiareHa or H30K npe3
MpeIXoJHUTE 6 Mecella 3a TO3H JIEKapCTBEH MPOIYKT, U CTOWHOCTTA, Ha KOATO CHILHUAT €
JIOCTaBEH Ha CHOTBETHHUS U3MBIHUTE]I HAa OOJHUYHA MEIUIIMHCKA TMOMOII, HE3aBUCHUMO
JTAJIA TOM € BB3IIOKUTEIN M0 3aKOHa 3a 00IeCTBEHUTE MOPbUKU, IIPU Crla3BaHe Ha an. 10.

(le) (Hosa - IB, Op. 43 ot 2024 r., B cuia ot 17.05.2024 r.) 3a Bceku
JIEKAPCTBEH MPOJYKT MO all. 1 ce n3uMcisBa CPeAHONPETErNIEHa CTOMHOCT, 3allaTeHa OT
H3O0OK mnpe3 nmpeaxonnute 6 mecena, B CbOTBETCTBUE C Ipylnara, KbM KOSTO CBHIIUAT
MPUHAJJICKN ChOOPa3HO TpyNmupaHeTo Ha JekapcTBeHute npoayktu B [1JIC mo um. 262,
an. 6, 1. 2 ot 3JIIIXM, no cnegHUTE KPUTEPHH:

1. B CHOTBETCTBUE C peaa 3a ompefensHe Ha pedepeHTHaTa CTOMHOCT Ha
JIEKapCTBEHUTE MPOAYKTH BCSKA IPyIia C€ ChCTOU OT:

a) JIEKApCTBEHUTE MPOIYKTH, ChIBPKAIIH €HO U CBHII0 AKTUBHO BEIIECTBO 110
INN u nexapctBeHa ¢popma/TepaneBTUIHO MMOKa3aHUE, UITH

0) TekapcTBEHUTE MPOAYKTH KbM KOHKPETHA XMMHYHA MOATPYIA [0 aHATOMO-
TepaneBTUYHO-xUMH4YHaTa kinacuduxamus (ATC);

2. cTOMHOCTTa Ha OOIIOTO KOJUYECTBO OT BCUUKH JIEKAPCTBEHU MPOAYKTH B
ChOTBETHATA IPyMa Mo T. 1, OTYETEHO OT BCUYKHU U3ITBIIHUTEIN Ha OOJIHUYHA MEIUIIMHCKA
noMoIIl ¥ 0100peHo 3a 3amyamane cies MecedeH kKoHTpon or H30K 3a cboTBeTHOTO
IIECTMECEYHE, CE Pa3esisi Ha 00IIOTO KOJIMYECTBO SIUHUIIA AKTUBHO BEIIIECTBO OT CHITUTE
MPOJYKTH, OTYETEHO M OJOOPEHO 3a 3aIulalllaHe 3a CHIIHs MIECTMECEUeH MEepHOoJl; B
pe3ynTaT ce MojydaBa CpPEIHONpPETErJeHa CTOMHOCT 3a MIECTMECEUHMETO Ha eIUHUIA
AKTHUBHO BEUIECTBO OT JIEKAPCTBEHHUTE MPOAYKTH OT TpyINara, KOSITO CTOHHOCT €
MEXINHHA;

3. Ipu U3YKCIISIBAaHE HA CPEAHOIPETEINIEHATa CTOMHOCT 1O T. 2 € BKIIIOYBAT U
OTYETCHHUTE Ha HYJIEBAa CTOMHOCT KOJMYECTBA OT JICKAPCTBEH MPOIYKT;
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4. ompenensi ce TOBEpPUTETICH MHTEPBAJ 3a MEXJMWHHATA CpeIHONpEeTerieHa
CTOMHOCT Ha €IMHHUIIA AKTUBHO BEIIECTBO OT JICKAPCTBEHUTE MPOAYKTHU OT ChOTBETHATA
rpyna 3a IIeCTMECeYHeTo, MPEACTaBsIl Auana3oHa OT CTOMHOCTH, B KOMTO ce O4yakBa
chIllaTa Jia onajaHe B onpeenacH nmpoueHt Mexay 90 u 99; npoueHTsT 3a onpeensiHe Ha
JOBEpUTENIHUST HMHTEpPBal Ce H3YHUCIABAa CbOOpa3HO crenudukara Ha JaHHUTE 3a
CTOMHOCTHUTE, KaTo Hal-Majlkata CTOMHOCT B umHTepBaia 90 - 99, 3a KOATO B JaHHUTE
CBHILIECTBYBA ITOHE €/IHa CTOWHOCT, [T0-MaJIKa OT IIPOU3BEACHUETO 110 T. 5;

5. OKOHYaTeJHaTa CpEIHOINpETerjieHa CTOMHOCT Ha eIWHHIA AaKTHUBHO
BEIIECTBO OT JIEKAPCTBEHUTE MPOJYKTH OT rpymaTa 3a IeCTMECeUnueTo ce popMupa KaTo
CpPEIHOIpETErJieHa CTOMHOCT HA BCHYKUTE CTOMHOCTH, MOMAJANIM B JOBEPUTECIHUS
HMHTEpBaI MO T. 4;

6. B ciayyauTe, B KOWTO B JMana3oHa OT CTOWHOCTH, OINPEACICHU Ype3
JIOBEPUTEJICH MHTEpBAJI 10 pela Ha T. 4, HE MOMaja HUTO e€lHA CTOWHOCT, OTYEeTEeHa OT
M3MBJIHATEN Ha OOJHUYHA MEIUIIMHCKA OMOII U 0/100peHa 3a 3ariamane ot H30K 3a
CHOTBETHOTO IIECTMECEYUE, OKOHUATEIIHATA CPETHONPETErNIEHA CTOMHOCT C€ OMpeIeNis 0
penaHaT. 2;

7. 3a BCEKHM JIEKAPCTBEH MIPOLYKT OT rpymnara o T. 1 cbc crorBeTHHs My H30OK
KOJI, OTpeieIieH 110 pena Ha wi. 10e, ain. 4, T. 1, moyiydeHara 1o T. 5 CTOMHOCT Ha €AMHUIIA
AKTHBHO BEIIECTBO C€ YMHOXKaBa IO Opos €IUHUIIM aKTHUBHO BEIIECTBO B HEroBara
OKOHYATEJIHA OIAaKOBKA; B PE3ydTaT Ce€ IMOoJydaBa CpPEIHOMNpPETErjeHa CTOMHOCT Ha
OIIaKOBKa OT JIEKapCTBEHUs MPOAYKT, 3amnaTeHa oT H30K 3a mectmeceuuneTo.

(1x) (Homa - 1B, 6p. 43 o1 2024 ., B cuna ot 17.05.2024 r.) Ilpu u3uucnsBane
Ha CpeIHONpeTeriieHaTa CTOMHOCT MO al. le Ha JIeKapCTBEHHS MPOIYKT 3a MPEIXOIHO
HIECTMECEUHE CE CUMTA NEPUOABT OT LIECT Mecela, IPEIX0XkKAAL C €IUH MECELl Mecela,
3a KOWTO ce 3aIjalla JeKapCTBEHUAT IPOAYKT.

(13) (Homa - [IB, 6p. 43 ot 2024 r., B cuna ot 17.05.2024 r.) Exxemece4Ho B
CPOK 10 25-0 4KCIIO Ha Mecella CpeAHONpeTeryieHaTa cToitHocT, 3amiarena or H30K npe3
peIxoJHUTe 6 Mecella 3a JEKapCTBEH MPOIYKT MO al. 1, U OnpeeseHusIT 1o pesia Ha aJl.
le, T. 4 IPOIIEHT 3a ONpeENIHE HA TOBEPUTEIHUS HHTEPBaJ ce MyOIMKyBaT Ha MHTEPHET
ctpanuuara Ha H30K.

(1un) (Homa - IB, 6p. 43 ot 2024 r., B cuna ot 17.05.2024 r.) Korato 3a
KOHKPETEH JICKapCTBEH MPOJIYKT HE MOKE J1a ObJie onpeneseHa CTONHOCT, 3arjiaiiaHa oT
H3O0K, no pena na an. 1x - 1:x, H30K ro 3amnamia Ha CTOMHOCTTa, Ha KOSITO € JOCTaBEH
Ha CHOTBETHHS M3IIBJIHUTEN Ha OOJHMYHA MEIUIIMHCKA IMOMOIII, aKO ChIllaTa € MO-HHUCKa
OT MaKCHMajHaTa CTOMHOCT 1o wi. 45, an. 30 ot 330. B ciyyaii ye cTOMHOCTTA, HA KOSITO
JIEKApCTBEHUSIT TPOJAYKT € JOCTaBeH Ha CHOTBETHHUS M3MBIHUTEI Ha OOJHWYHA
MEIUIIMHCKA TTOMOII], € IT0-BMCOKa OT MaKCUMaiHaTa cToiHocCT 1o 4. 45, aim. 30 ot 330,
H3O0K 3amnnamia nekapcTBeHUsT TPOIYKT MO MOCOYCHATA MAKCUMAaTHA CTOMHOCT.

(1x) (Hosa - IB, 6p. 43 ot 2024 r., B cuna ot 17.05.2024 r.) B ciy4aii ye
JIEKapCTBEH MPOAYKT mma otdyeTeH pa3xoa B H3OK 3a enun wnm moBeue mecenu OT
MPEAXOAHOTO IIECTMECEUHrE, 3a JICKAPCTBEHUS MPOJIYKT CE€ ONpeAelis CpeaHONpEeTerieHa
CTOMHOCT 3a €IMHUIIA aKTUBHO BEIIIECTBO OT JICKAPCTBEH MPOAYKT 32 TO3W/TE€3U MECEIIH 110
penaHa anm. 1x - 13.

(11) (Homa - IB, Op. 43 ot 2024 r., B cuna ot 17.05.2024 r.) AxtyanHa
uH(pOopMaIIKs 32 3aIUTATEHUTE CTOWHOCTH MPe3 MIECTMECEUUETO ce MyOITUKyBa Ha UHTEPHET
crpanunarta Ha H30K B cpok 10 25-0 unciio Ha Mecera, clieBall] IeCTMECEUHETO.
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(1m) (Homa - JIB, 6p. 104 ot 2024 1., B cuna ot 01.01.2025 r.) 3a nexapcTBeH
MPOIYKT, 32 KOWTO ped)epeHTHATa CTOWHOCT C€ U3YUCIIABA upe3 TPYyIUpaHe, B KOETO HE
y4acTBaT JICKQpCTBEHU MPOAYKTH Ha CHIIUS WIN HA APYT/U IPUTEXKATEIU Ha pa3pelieHne
3a ynorpeba, ¥ 3a KOMTO MIpe3 MPEeIXOJHOTO HIECTMECEYHE IO al. 1K € HacThIHNIO
yYBEJIMYCHUE Ha YTBBpJeHATA IeHa 1o wi. 261a, an. 1 ot 3JIIIXM wu/mim yBenuueHue Ha
CTOWHOCTTA Ha OINAKOBKa, M3YUClieHa Ha 0a3a pedepentHara croiinoct, H30K 3amnama
MPOJYKTa HAa CTOWHOCTTA, Ha KOSITO € IOCTABEH Ha ChOTBETHUS U3ITBIHUTEN Ha OOJTHUYHA
MEJUIIMHCKA MTOMOIII, aKO ChIllaTa € MO-HUCKa OT MaKCUMalIHaTa CTOMHOCT 1o Wi. 45, all.
30 ot 330. B cny4ail 4e CTOMHOCTTa, HA KOATO JIEKAPCTBEHUST MPOAYKT € JTOCTaBEH Ha
ChOTBETHUS W3MBIHUTEN Ha OOJHMYHA MEIUIIMHCKA TIOMOI, € I0-BUCOKa OT
MakcUMaliHaTa cToiHocT 1o wi. 45, ain. 30 or 330, H30K 3amnama nexkapcTBeHUs
MNPOJYKT MO TOCOYeHaTa MaKCUMajdHa CTOMHOCT. 3alulalaHeTo IO TO3U pell ce
OCBINIECTBsIBA 70 M3THYaHE Ha 6 Mecena ot myosukyBaHe B [1JIC mo . 262, an. 6, T. 2 Ha
yBEIIMYECHUE Ha yTBBpJEHATa [eHa 1o wi. 261a, an. 1 ot 3JIIIXM w/wim yBenndyenue Ha
CTOMHOCTTa Ha OMAaKOBKAa, M34HClieHa Ha 0a3a pedepeHTHAaTa CTOWHOCT 33 CHOTBETHUS
JIEKAPCTBEH MPOIYKT.

(2) JlexapctBeHute mpoOAyKTH MO ai. | ce 3amjamar B cilydaid, ye ca
MPEANUCAaHU, TPUIOKEHN U OTYETEHHU, KAKTO M MEIUIIMHCKUTE YCIYT'H Ca OKa3aHU U
OTUYETEHH TPH yCIOBUATA U 1O pena, ycraHoBenu B 330, Hapenbara mo ui. 45, an. 2 330
Y HallMOHAJIHUS PaMKOB JI0TOBOP 3a MEJULMHCKUTE JIeiHOCTH 110 wi. 53, an. 1 330.

Ui 103. (Hos - IB, 6p. 62 ot 2015 1., B cruta ot 14.08.2015 r.) (1) (M3m. -
B, 6p. 17 or 2019 r.) HamwonamHata 3ApaBHOOCHUTYpPHTENHA Kaca 3aruiama Ha
U3IIBIHUTEUTE Ha OOJIHUYHA MEIUIIMHCKA IIOMOIIL 32 IPUJIOKEHH OT TAX MIPU U3BBHPILIBAHE
Ha MEJIMLMHCKUTE YCIYyTrH JIEKApCTBEHU NpoayKTu 1o wi. 10e, an. 1 cien npeacrassiHe Ha
dakTypa wiu enekTpoHHa ¢akTypa; crneuudukKanus 3a MNPWIOKEHU JIEKApCTBEHU
NPOAYKTH W CHOTBETHU OTUETH 3a JICUCHHE C JICKAPCTBEHHM NPOMYKTH, MPUIATAaHH B
OOJTHMYHATA METUITMTHCKA MTOMOII] 110 00pa3Iy ChITIACHO HAIIMOHATHHS PAMKOB JOTOBOD 32
MEIUIMHCKNTE JerHocTH mo wi. 53, an. 1 330.

(2) UzmpaauTenuTe HAa OOTHUYHA METUITMTHCKA TOMOII] TPEICTaBAT OTUETHUTE
JOKYMEHTH TI0 aJl. | exeMeceyHO B ChOTBETHATA PaliOHHA 3/IPaBHOOCUTYpHUTEITHA Kaca 10
YTIBBpPJIEH rpaduk 10 ocMusi pabOTEH JIeH Ha Mecela, Cle/Balll OTYETHUS.

(3) HamumonamHaTta 3ApaBHOOCHUTYpPUTEIHA Kaca 3arjiana exXeMEeCeUHO
JeKapcTBeHUTE MPOoayKTH 1o wi. 10e, an. 1 cien mpoBepka Ha OTYETHUTE JOKYMEHTH IO
an. 1.

(4) IInamanusTa Ha U3NBIHUTENNUTE Ha OONHHUYHA MEAMIIMHCKA MOMOII Ce
u3BbpuiBat oT P3OK 1o 30-0 uncio Ha Mecena, cieBall OTYETHUS.

(5) IlpunoxxeHuTe M OTYETEHU JIEKAPCTBEHH MPOAyKTH mo 4. 10e, an. 1 ce
3ariamar Mpy YCJIOBHS | TI0 pell, ONPENeIeHN B Ta3u Hapeada W CKIIOYEHUTE MEXIY
H3O0K u usnbeiaauTenuTe Ha OOTHUYHA MEIUIIMHCKA MTOMOIIl JOTOBOPH Mo Wi. 59, am. 1
330.

Un. 10u. (Hos - IB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r., us3m. - /1B, Op.
17 or 2019 r.) JlekapcTtBenute mpoayktu mo wi. 45, an. 21 330, 3a kKoUTO HE ca
JIOTOBOPEHH OTCTBIIKM I10 pejia Ha Ta3u Hapenda, He ce 3arutamar ot H30K.

Y. 10. (Hos - JIB, 6p. 17 ot 2019 r.) (1) (V3m. - JIB, 6p. 19 ot 2020 1.) 3a
JICKApPCTBCH IMPOAYKT, 3a KOHTO € OIIPECACIICHO IPOCIICAABAHC Ha C(I)CKTa OT TCpalusiTa
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chrytacHO wi. 259, an. 1, 1. 10 3JIITXM, H3OK u npurexaresnsT Ha pa3peuieHUETO 3a
yInoTpeOa/HeroB yIbJIHOMOILEH IPEICTaBUTE] MOraT Ja JOTOBOPAT 3aIllalllaHe Bb3
OCHOBA Ha pe3yJTara OT TepaInuaira.

(2) (M3m. - IB, 6p. 19 ot 2020 1.) [Ipu ckiarodeH HOTOBOP 3a 3aIliailaHe Bb3
OCHOBa Ha pe3yjiTara OT TepamnusTa 3a cpoka Ha mpocieasBaHeto H3OK 3amnama
JIEKApCTBEHUSI MPOAYKT MpHU yciIoBUsITa HA 1i. 10K.

(3) (M3m. - JIB, 6p. 19 ot 2020 r.) B moroBopa mo anx. 2 ce JIOTOBapsT
KOHKPETHH TOKa3aTelld 3a MpocleAsBaHe Ha eeKTa OT Tepamusita B ChOTBETCTBUE C
yCIIOBUSITA U KPUTEPUUTE 3a IpocieqsBaHe Ha edekTa OT TepamnusTa, ONpeesieHu OT
Harnmonanuus ChBET 10 IIEHU U peUMOypCUpaHe Ha JIGKAPCTBEHUTE MPOTYKTH.

(4) (Hom. - JIB, 6p. 19 ot 2020 r.) JleueOHUTE 3aBEeNCHUS, B KOUTO CE
npociensBa epeKThbT OT Tepanusira ChOOpa3HO KPUTEPUHUTE IO al. 3, TPEJOCTaBsT
chOpaHaTa uHpOpMAIIUs 32 BCEKH JIEKApCTBEH MPOIYKT Ha HanmoHnamHus chbBET MO LIEHU
U peuMOypcUpaHe Ha JICKAPCTBEHUTE MPOAYKTH, KOUTO OT CBOsI CTpaHa s 00paboTBa BHB
BUJ, MOAXOJAI] 3a aHAllM3, U Ha BCEKW IuecT Mecerna s mpenocraBs Ha H3O0K, mpu
YCJIOBHSITA U 110 peia Ha Hapeaobara mo wi. 261a, an. 5 3JIIIXM.

(5) (U3m. - [IB, 6p. 19 ot 2020 r.) Komucus B IEHTPATHOTO yIpaBJICHUE HA
H3O0OK u3BbpuiBa ananu3 Ha mojydyeHara nHGOpMaIus 1o ai. 4 3a HeauTe Ha €PEeKTUBHOTO
U 11eN1ech0o0pa3Ho pa3xojBaHe Ha MyONIMYHU CpellcTBA. B aHanmuza ce mocouBa OposT Ha
MAlMEeHTUTE, TIPU KOUTO € HAIMIIC JIUIICA Ha Pe3yiTaT OT Tepalusra CbC ChOTBETHUS
JIEKapCTBEH MPOYKT Mpe3 Meproja, 3a KOUTO ce OTHAacA WH(OpMaLuATa.

(6) (U3m. - JIB, 6p. 19 ot 2020 r.) B3 ocHOBa Ha ananmu3a mo an. 5 H30K
W3TOTBS M MPEOCTaBs Ha MPUTEKATENs Ha pa3pelIeHUETo 3a ynoTpeda Ha JIeKapCTBEHUs
IPOAYKT WM HETrOB YIbJIHOMOIIEH Ipe/icTaBuTeN crpaBka 3a 3amiareHute or H30K
CpEeICTBA 3a JIEKAPCTBEHUS MPOAYKT MPe3 OTHOCUMHUS MEPHO/] 3a MALUEHTUTE, P KOUTO
€ HaJIMIIE JIUTICA HA PE3YNITAT OT TEPAMMAITA, KOSTO ChIBpPKa:

1. nanHu 3a 6post MAIMEHTH, IPU KOUTO € YCTAaHOBEHA JIUIICA Ha PE3yNTaT OT
JICYEHUETO CHITIACHO MTOKA3aTEINTE, yTOBOPEHH B IOTOBOPUTE TIO all. 2;

2. mepuojia, 3a KOWTO € yCTAaHOBEHO, 4Ye € Oujia Halulle JUIca Ha pe3ynTaT, u
CHOTBETHUS OpOM OMAKOBKH OT JIEKAPCTBEHUs MPOIYKT, 3arateHu ot H30K 3a nepuona,
3a KOWTO ce OTHAcA CIIpaBKaTa.

(7) (HoBa - B, O6p. 19 or 2020 r.) Ilo unckane Ha mUpHUTEXKATENs Ha
pa3pemenueto 3a ymotrpeba H3OK mnpenocraBs aHOHMMU3HpAaHU JaHHH OTHOCHO
MOKa3aTeInTe, Bb3 OCHOBA HA KOMTO € yCTAaHOBEHA JIMIICaTa Ha PE3yJATaT OT JICUEHUETO 32
BCEKH OT CHOTBETHUTE MAallMEHTH, JaHHH OTHOCHO JIEYeOHOTO 3aBeleHHE, B KOETO €
npociefieH epeKThT OT TepanusiTa, KOUTO HE ChAbPIKAT JAaHHH, Upe3 KOUTO MOXKE 1a Obe
UACHTU(HUIIMPAH KOHKPETEH MaIHeHT.

(8) (Homa - JIB, 6p. 19 ot 2020 r.) B 7-mHeBeH Cpok OT moyiydaBaHE Ha
CIpaBKaTa Mo al. 6 MPUTEXKATEISIT Ha pa3pelieHueTo 3a ynorpeba Ha JIeKapCTBEHUS
MIPOJIYKT WJIM HETOB YITHIHOMOIIIEH MPEACTaBUTE] MMa MPAaBO HA TTUCMEHO BB3paKEHHE,
koero H30K pasrinexna B cpok 10 2 JHM M YBeIOMsBAa NMUCMEHO MPUTEKATENs Ha
pa3peleHueTo 3a ynorpeda WM HEroBUs YIBJIHOMOLIEH MPEJCTaBUTEN 3a CBOETO
peleHue.

(9) (Homa - IB, 6p. 19 ot 2020 r.) Korato He € MOCTBHIIUIO BB3paKEHUE B
CpOKa MO ajl. 8§ WIM KOraTo MOCTBHIMIOTO BB3PAXKEHUE € OTXBBPJICHO H3LSIO WU
gactuyHo, H3OK wu mpurtexarenar Ha paspemeHuero 3a ymnoTpeda WM HEroB
YITBITHOMOIIIEH MPECTaBUTE MOAMKUCBAT MPOTOKOJI 110 00pasell ChriiacHoO MpuiioxeHue Ne

MN3TOYHUK: MpaBHO-MHPOPMALMOHHHK cucTemu "Crnena”



2. B 10-gHeBeH CpoK OT NOJAMKUCBAHETO HA MPOTOKOJIA IPUTEXKATEIIAT HA Pa3peLICHUETO 32
ynmorpeba Ha JICKApCTBEHHSI TMPOAYKT WJIH HETOB YITBIHOMOIICH IPEACTABUTEI
Bb3cTaHoBsiBa Ha H3OK 3aruiarenure cpeactBa 3a NMAlMEHTUTE, NP KOUTO € HAIMIE
JIMIICA Ha PEe3yJITaT OT TEPANUATA C JEKAPCTBEHUS TPOIYKT.

I'naBa Tpera.
YCJ0BUs, PEA, MEXAHU3BM U KPUTEPUU 3A 3AIIJIALLIAHE HA
MEJUIWHCKHA U3JEJIUA U JTUETUYHU XPAHU 3A CIITEHUAJIHA
ME/UMIUHCKHA LOEJIA 3ATJI. U3M. - IB, BP. 17 OT 2019 1T".)

Paznea 1.
YcaoBusi, pe, MEXaHU3bM 1 KPUTEPHUH 32 3aIJIalllaHe HA MeIULIMHCKHU
usneaus (Hos - /IB, 6p. 48 ot 2014 r., 3ara. u3m. - JIB, op. 17 ot 2019 1.)

Un. 11. (M3m. - IB, Op. 48 ot 2014 1.) (1) (U3m. - IB, Op. 49 oT 2022 1., B
cuna ot 01.07.2022 r.) HanumonanmuaTta 31paBHOOCHUTYpUTENHA Kaca 3amiamia 3a MU,
BKJIIOUEHU B crichka mo Hapen6a Ne 7 ot 2021 r. 3a ycnoBusTa U pea 3a ChCTaBsHE Ha
CIIMCHK Ha MEIUIIMHCKATE U3Aenusa no wi. 30a ot 3aKkoHa 3a MEAUIIMHCKUTE U3ACIUS U 3a
ompeJiesiHe Ha CTOMHOCTTA, 0 KosiTo Te ce 3armtamat (B, 6p. 20 ot 2021 r.) (Hapenba
Ne 7 ot 2021 1.), 32 KOUTO € OINpe/eIeHa CTOMHOCTTA, 10 KOSITO T€ CE 3allialaT 1Mo peaa
Ha TJIaBa TpeTa, pazjaen I ot napenbara.

(2) MenuuuHCKUTE U3ACIUS 110 al. 1 ciieBa 1a OTTOBapAT HAa M3MCKBAHUATA
Ha 3MMU 1 noa3aKOHOBUTE HOPMATUBHU aKTOBE 10 HETOBOTO IIPUJIATraHe.

Un. 12. (U3m. - [IB, 6p. 48 ot 2014 r.) (1) (U3m. - [IB, Op. 62 ot 2015 1., B
cuma or 14.08.2015 r.) MemuuuHCKUTE U3JENNs, IpPWIAraHU B YCIOBUATA Ha
M3BBbHOOJIHUYHATA MEAUIIMHCKA [TOMOLL], ca IPeIHA3HaYeHU 3a 3a00JIsIBaHMsI, OIPEIEIICHN
B ciichka 1o ui. 45, am. 4 330.

(2) (dom. - IB, 6p. 95 ot 2018 1., B cruta ot 16.11.2018 1.) Meaunuuckure
U3JIeNusl, IpUiIaraHu B yCJIOBHUATA HAa OOJTHUYHATA MEJUIIMHCKA IOMOLI, CE 3aIulaliaTr oT
H3OK u3BbH 1IeHUTE HA CHOTBETHUTE KIIMHUYHM II'BTEKH, B U3II'BJIHEHUE HA JOTOBOPUTE
3a OKa3BaHe Ha OOJHMYHA MEIUIMHCKA MOMOIL, CKIIOYEHH MEXAY MU3IBIHUTENNTE Ha
MeAMIIMHCKA TOMOII U TUPEKTOpa Ha ChOTBETHATa pallOHHA 3IpaBHOOCUTYpPUTEIIHA Kaca
(P30K), ¢ uskmouenue Ha MU, xouro H30K 3amnama Ha mpon3BOANTENN WU ThPrOBLHU
Ha e/ipo ¢ MU unm TexHU yI'bJIHOMOIIEHH NPEeACTaBUTENH, CKIItoumn gorosopu ¢ H30K
3a goctaBka Ha MU no pena Ha HapeaOaTa o wi. 11, ain. 1.

Un. 13. (U3m. - [IB, 6p. 67 ot 2011 1., u3m. - JIB, 6p. 48 ot 2014 1.) (1)
Hanuonannara 31paBHOOCHTYPUTEIIHA Kaca B ChOTBETCTBHE C MPEABUICHUTE CPECTBA B
OrO/KEeTa CH 32 ChOTBETHATA KaJICHIapHA MOJIMHA €XKET0THO onpeiens rpynute MU, kakTo
U CTOMHOCTTA, JI0 KOSATO T'M 3aIlialla, Py yCJIOBUATa U 110 pejaa Ha Hapemdara mo wi. 11,
an. 1.
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(2) Exeromno, ciieq MpuKIIOYBaHE Ha MpoIeaypara mo Hapeaoara mo wi. 11,
an. 1 3a onpenensiHe Ha cToiiHOCTTA, 10 Kosito H30K 3amnama MU, npunaanexamy KeM
enna rpyna, H30K cbcraBs:

1. cnucbk ¢ MU mo rpynu, xouto H3OK 3amnama B yciioBusita Ha
M3BBbHOOJIHUYHATA METMIIMHCKA IIOMOIII, U CTONHHOCTTA, 10 Kosito H30K 3amama 3a Besika
rpymna;

2. (m3m. - [IB, 6p. 95 ot 2018 1., B cruta ot 16.11.2018 r.) ciucwk ¢ MU mo
rpynu, kouro H3OK 3amnama B ycnoBuara Ha OOJHUYHATA MEAWIIMHCKA IMOMOII, U
crorHoctTa, 10 koaro H30K 3amamia 3a Bcsika rpyna Ha:

a) JieyeOHM 3aBEJCHMSI B H3IBIHEHUE HAa JOIOBOPUTE 3a OKa3BaHE Ha
OOJHMYHA MEIUIIMHCKA TIOMOIILI, CKIIOYEHH MEXKy U3IMBbIHUTENN HAa MEAUIIMHCKA TTOMOII]
u nupekropa Ha cboTBeTHara P3OK;

0) MpOU3BOAUTENH WK THProBIM Ha eapo ¢ MU uian TeXHU yIbIHOMOUICHH
npejcraBuTeny, ckiarounan goropopu ¢ H30K 3a nocraBka Ha MU no pena Ha Hapenbara
mo wr. 11, an. 1.

(3) (Jom. - B, 6p. 17 ot 2019 r.) Cnuceuure 1o ajn. 2 ca chboOpa3eHHu C
pe3ynTaTUTe OT MpoLeaypara o onpeaesHe Ha CTOMHOCTTa, A0 kosto H30K 3amnama
MEIUIIMHCKUTE W3JeNus cbriacHo Hapembara mo ui. 11, am. 1 u ¢ i 30, an. 1 ot
HapenOara mo wi. 11, an. 1 u Bnu3ar B cuna ot 1 sHyapu Ha clieiBallaTa KaJeHAapHa
roJINHA.

(4) (Homa - IB, 6p. 17 ot 2019 r.) Koraro cniuchiiure He ObJaT ChCTABEHU U
YTBBPJIEHU B CPOKOBETE, olpezeseHu B HapeabaTa no ui. 11, an. 1, H30K 3amnama MU
OT CIIUCBHLUTE U JI0 CTOWHOCTTA, OIPE/IeNIeHa MPH MoclIeIHaTa MPOIeaAypa, HO He MO-KbCHO
oT 31 MapT Ha TeKyllaTa rojuHa.

(5) (Hosa - IB, 6p. 17 ot 2019 r.) Korato m0 1 ampui Ha TekymaTta ToanHa
HSIMa BJIE3JIM B CWJIa HOBHM CHHUCHLUM IO all. 2, MO W3KJIIOYEHHE, C LIeJl HEJOIyCKaHe
OTpaHMuYaBaHE Ha JIOCThIIa HA 3JpaBHOOCUTypeHUTe iuna a0 MU, cnucwuure oT
nocieaHara npouenypa npoabkasar aeiictsuero cu 1 H30K nmpoabimxasa aa 3amaia
MU ot 15X, 10 CTOWHOCTHUTE U TIPU YCIOBHATA, OMPEIENIEHN TIPU MOCIeqHaTa MpoLeaypa.

Un. 14. (M3m. - [IB, 6p. 48 ot 2014 1.) (1) (U3m. u mom. - /B, 6p. 17 ot 2019
r.) Harmonannara 3npaBHoocurypurenna kaca 3amnama MU ot cnucbuure no ui. 13, an.
2, 3a KOUTO Ca CKJIFOUYEHU JO0T0OBOPH 3a 10cTaBKa Ha MU ¢ npou3sBoaAUTENN WU THPrOBLU
Ha eapo ¢ MU win TexHW YIIbIHOMOILEHHU MPEICTAaBUTENN WU ca MOJAJEHH MHUCMEHU
3asBieHus no wi. 30, an. 4 ot HapenOara mo ui. 11, an. 1, oT mpou3BoAUTENUTE WU
THPrOBIUTE HA €IpO0 C MEIULUUHCKA U3JeNUs W/WIM TEXHUTE YIIbIHOMOILEHU
IIPEICTaBUTEIIH.

(2) HanmonannaTta 31paBHOOCUTYpHUTENIHA Kaca 3arutama MU mo amn. 1 go
CTOMHOCTHTE, IOCOYEHH B CIUCHLIMTE 1O wil. 13, an. 2.

(3) B cnyuaute Ha noroBopenu orctbiku H30K 3amnama no Hamanenara c
pa3Mepa Ha OTCThIIKAaTa CbOTBETHA CTOMHOCT 1O all. 2.

(4) HanmonanuaTa 3/1paBHOOCUTYpUTENIHA Kaca 3amiania MU no otuereHata
CTOWHOCT, HO HE [TIOBEYE OT CTOMHOCTTA M0 all. 2 u 3.

(5) (HoBa - JIB, 6p. 17 ot 2019 1.) B cnywaure no un. 21, an. 5 ot HapenbaTa
no wi. 11, an. 1 H30K 3amnama MU He mo-paHo OT 1miecT Mecela cies BIu3aHe B CHJla Ha
cnucenTe o wiI. 13, am. 2.
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Un. 15. (Msam. - B, Op. 48 or 2014 r.) (1) Haunuonamnnara
3/IpaBHOOCUTYPUTEIIHA Kaca IpeyCcTaHOBsIBa 3aruianianeto Ha MU B ciennuTe ciiydau:

1. mpu 3asinuaBane Ha MU oT cniucbka Ha MEAUIMHCKUTE u3Aenus 1o wi. 30a
oT 3aKOHA 32 MEIULIMHCKUTE U3/IeIns, U3BBPILEHO MO pesia Ha HapenOaTa rmo wi. 11, an. 1;

2. mpu mojaBaHe OT Juuara no wi. 14, an. 1 Ha 3asgBI€HHME CBHIVIACHO
npuiioskenue Ne 30, ye xennasr Ja ce IpeKpaT 3aIlalaieTo Ha CbOoTBeTHOTO M.

(2) B 3asBnenuero mo an. 1, T. 2 ce mocodBa CPOKBT, A0 KOWTO Iie ObIaaT
OCUTYpSIBAaHU KOJIMYeCTBa OT ChboTBeTHUTE MU, KOIiTO HEe MOKe J1a Ob/ie MO-KpaThbK OT TPU
Mecelna.

(3) B 3aBucuMoOCT OT AaTara Ha MojJilaBaHe Ha 3asBieHueTo o ai. 1, . 2 H30K
[IPEYCTaHOBSBA 3aILJIAIIAHETO HA ChOTBETHOTO MU 0T 1-BO unCII0 Ha KaJleHJapHUS MECell,
cleqBall U3THYaHe Ha CPOKa 10 ail. 2.

Un. 16. (1) (U3m. - [IB, Op. 48 ot 2014 r.) 3a ornyckane Ha MU ot criuchbka
mo wi. 13, an. 2, T. 1 H30K ckirouBa goroBopu ¢ jiuiia, MOJYyYHWIH pa3pelieHue mo 4.
229, an. 2 3JIIIXM 3a TeproBus Ha IpeOHO C JIEKAPCTBEHH MPOTYKTH.

(2) (Homa - /IB, 6p. 48 ot 2014 r.) KoraTo nmurero no an. 1 u ppbKOBOAUTEIAT
HAa afnTeKaTa He ChBMAJIaT, IOTOBOPHT CE ChITIaCyBa U OT PHKOBOJIUTENS HA alTeKara.

(3) (U3m. - [IB, Op. 67 ot 2011 r., npenuinna an. 2, usM. - JIB, 6p. 48 ot 2014
r., u3M. - JIB, 6p. 49 o1 2022 1., B crma ot 01.07.2022 r.) loroBopute 1o ai1. 1 ce cKiroyBaT
ype3 nupekropa Ha P30K, Ha ymusaTo Tepuropus € anTekarta, pU YCJIOBUS U IO pef,
YCTaHOBEHU B CbOTBETCTBUE € wi. 45, an. 17 330.

(4) (Ilpenumua an. 3, usm. - JAB, Op. 48 or 2014 r.) Hammonannara
3/[paBHOOCUTYPUTEIIHA Kaca 3alljiallla Ha Jihiara mno ai. 1 3a ormycHaru ot tax MU crien
NpeJCTaBsiHE Ha €JEKTPOHEH OTYeT, HM3rOTBEH ChOOpa3HO EJNEKTPOHHHS (opmar,
nyOJIMKyBaH Ha MHTepHET cTpaHuuara Ha H30K.

(5) (IIpenuurna an. 4, usm. - 1B, Op. 48 ot 2014 r.) OTnycHaTUTE U OTYETEHU
MU ce 3amnamar or H30K npu ycnoBus u mo pen, omnpeneneHu B Ta3u Hapeada u
CKJIFOYEHHUTE JOTOBOPH.

Un. 16a. (Hos - IB, 6p. 48 ot 2014 r.) Hanmonannara 3paBHOOCUTYpPUTETHA
kaca 3aruania 3a MU mo 4. 16, an. 1 Ha oTIycHaNIUTE T'M allTEKU B CPOKOBETE, OMPEIEIICHN
3a 3arJianale Ha JIEKapCTBEHUTE TPOIYKTH 3a JIOMAIIHO JIEYEHHE ChIIIACHO TJIaBa BTOPA,
paszen L.

Un. 166. (Hos - JIB, Op. 48 or 2014 r.) (1) Hammonannara
3/IpaBHOOCUTYpUTEIIHA Kaca JlaBa yKa3aHUs OTHOCHO pefla 3a MPEJIUCBaHe U OTITyCKaHe
Ha MU ot cnuceka mo wir. 13, an. 2, 1. 1.

(2) Yxazanusita no an. 1 ce myOnukyBat Ha uHTepHeT cTpanunaTta Ha H30K.

Uin. 168. (Hos - /IB, 6p. 48 ot 2014 1.) (1) (dom. - [AB, 6p. 95 or 2018 ., B
cuna ot 16.11.2018 r.) Hanuonannara 3apaBHOOCUrypuTENHa Kaca 3amtama MU or
cruchka mo wi. 13, am. 2, 1. 2, 6ykBu "a" u "0" Ha nedyeOHUTE 3aBECHUS, CKIIOUYNIIN
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noroBopu 1o wi. 20, ain. 1, T. 4 330 3a oka3BaHe HAa OOJIHMYHA MEIMIIMHCKA ITOMOII M Ha
MIPOU3BOUTENN WM THProBIY Ha eApo ¢ MU unu TeXHU yI'bIHOMOIIEHU MPEACTaBUTEH,
cximounii gorosopu ¢ H30K 3a mocraBka Ha MU 1o pena Ha Hapen6aTta o wi. 11, am. 1.

(2) MeaumuuckuTe U3Aeius 1o ai. 1 ce 3amiamar npyu HaJTu4due Ha CIICTHUTE
YCJIOBHSL:

1. BJIOKEHHU ca P U3IIBJIHEHNE HA KIIMHUYHA ITHTEKA ChIVIACHO U3MCKBAHUSATA
Ha JIMarHOCTHUYHO-JICYCOHHUTE AJITOPUTMH 3a H3IIBIHECHHE Ha CHOTBETHATA KIWHHUYHA
I'bTEKA, YCTAHOBEHH B HALIMOHAJTHUTE PAMKOBH JIOTOBOPH, MPUIIOKUMH IPE3 ChOTBETHATA
rOJINHA,

2. (mom. - 1B, 6p. 17 ot 2019 r.) U3n'bIHEHU Ca U3UCKBAHUATA, CBBP3aHU C
OKa3BaHE Ha OOJHMYHA MEIUIIMHCKA TOMOI, YCTAaHOBEHHW B HAIMOHAIHHUTE PaMKOBH
JIOTOBOPH, TPUJIOKUMH TPE3 ChOTBETHATA TOJIMHA, KAKTO M YKAa3aHUATA IO TAXHOTO
MpujIaraxe;

3. (m3m. - JIB, O6p. 95 ot 2018 1., B cuna ot 16.11.2018 r.) oTueTeHH ca OT
JedyeOHUTe 3aBeeHHs 0 al. | 1o pea, yCTaHOBEH B HAIIMOHATHUTE PaMKOBHU JIOTOBOPH,
MPUWIOKUMHU TIPE3 ChOTBETHATA TOAMHA.

(3) (dom. - JIB, 6p. 95 ot 2018 r., B cruma ot 16.11.2018 r.) Hanronanuara
3IpaBHOOCUTYpHUTENHA Kaca 3amuiama MU ot cnucwka mo wi. 13, an. 2, 1. 2, OykBa "a" Ha
Je4eOHHUTE 3aBEJICHUS T10 al. | cien nmpeAcTaBsHe Ha CIASAHUTE IIbPBUYHA MEIUIIMHCKU U
(bMHAHCOBO-OTYETHU JOKYMEHTH:

1. dbakTypa unu enexTpoHHa GaKTypa;

2. cneruduKanys 3a BIOKCHHTEC MEIUIWHCKH W3JEIHUS 1O CHhOTBETHATA
KJIIMHUYHA ITBTEKA;

3. exzemMIusp Ha GOPMYIISp 32 BIOKEHU MEIUIIMHCKH WU3JICITHS, CTOMHOCTTA
Ha kouTo ce 3ariamia oT H30K u3BbH 11eHaTa Ha KJIMHUYHATA IThTeKa.

(4) (M3m. - 1B, Op. 95 ot 2018 ., B cuna ot 16.11.2018 r.) JleueOnute
3aBeJIEHUs 10 ajl. | MpeacTaBAT OTUETHUTE JOKYMEHTH exxemeceuHo B P3OK no yrBbpaeH
rpaguk, OMNpeeNieH MO0 pela, YCTAaHOBEH B HAIMOHAJIHHUTE PAMKOBU JIOTOBOPH,
MPUIIOKUMH TIPE3 ChOTBETHATA TOMHA.

(5) ®opMarsT Ha OTYETHUTE JOKYMEHTH CE€ JIOTOBapsi B HAIIMOHAIHUTE
PaMKOBH JIOTOBOPHU, IPUIIOKUMU TIPE3 ChOTBETHATA TOMHA.

(6) (Hosa - IB, 6p. 30 ot 2015 r., u3m. - JIB, 6p. 95 ot 2018 r., B cuna ot
16.11.2018 r.) KoraTo npu u3nbjiHeHHE Ha KIMHUYHATA ITBTEKA ca BIOKEHU €JIEMEHTH OT
MEUIIMHCKN W3JIeTus, TPUHAJICKANM KbM TIOBeUY€ OT €JHO TPYMHUpPAHE CHIIIACHO
cnucbuute mo ui. 13, an. 2, 1. 2, 6ykBu "a" u "6", H30K 3amamia croitHoCT, KOATO € cOop
OT I[EHUTE IO EJIEMEHTH, OTPa3eHU BBHB (PakTypara, HO HE MO-BUCOKA OT Hal-BHCOKaTa
CTOMHOCT, MOCOYEHa B CIHCHKA 3a CHOTBETHOTO TPYyNHUpaHE, OT YUHUTO EJIEMEHTU €
ChCTaBEHA BIIO)KEHATA CHCTEMA.

(7) (Homa - IB, 6p. 95 ot 2018 r., B cuna ot 16.11.2018 r.) Haimonanuara
3IpaBHOOCHUTYpHTENIHA Kaca 3arama MU ot cnimcbka mo wi. 13, ain. 2, 1. 2, OykBa "6" Ha
MIPOU3BOIUTEINN HIIM THPTOBIM Ha eApo ¢ MU uiy TeXHH yITbITHOMOIIECHU PECTaBUTENN
mo ait. 1 cies mpencTaBsiHe Ha CIIETHATE JOKYMEHTH:

1. dpakTypa uiaM eneKTpoHHa QaKTypa;

2. o0oOmieHa crpaBka 3a JOCTaBEHWTE W BIokeHUTe MU 1o CchOTBETHH
KIMHUYHUA TBTEKU, OTYETEHU OT JICUCOHHUTE 3aBEelCHHUS TMpe3 MPEIXOIHHs KalleHIapeH
Mmecerr, nonydera ot H30K B usmbiiHeHne Ha JOTOBOpHUTE 3a JocTaBka Ha MU o pena Ha
HapenOara mo wi. 11, an. 1;
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3. cneuudukanus 3a J0CTaBeHUTE U BiIoxkeHUTe MU 1o chOTBETHU KIMHUYHU
I'bTEKU TIPe3 MPEIXOJHUS KaJleHJapeH Mecell, ChOTBETCTBAllla Ha KOJMYECTBATa IIO
CIlpaBKara 1o T. 2.

Un. 16r. (Hos - 1B, 6p. 48 ot 2014 1., gom. - IB, 6p. 95 ot 2018 ., B cuiia ot
16.11.2018 r.) HanmonamHaTa 3IpaBHOOCHTYPHTENIHA Kaca 3aruiamia eXKeMECEYHO
Broxkennute MU o un. 13, an. 2, 1. 2 ciien mpoBepka Ha JOKYMEHTUTE 110 Wi. 168, at. 3 u
air. 7 mo 30-o0 4mciio Ha Mecera, cJieABaIll OTUCTHHA.

Ui 17. (1) IIpousBOAUTENSAT WIM HETOB YIIBIHOMOIIEH IPEACTABUTEN €
nrbxkeH na ysenomu H30K B ciywaute Ha:

1. (u3m. - [IB, Op. 48 ot 2014 r.) mpomsiHA HA THPTOBIUTE HA PO, KOUTO IIIC
nocraBaT MU 1o antekute/nedeOHUTE 3aBeeHMs, ckitouninn qorosop ¢ H30K;

la. (HoBa - JIB, Op. 48 ot 2014 r.) mpomMsiHa B UHpOpMaLMsITa 1Mo 4. 5, air. 1 u
1. 8 oT Hapexbarta mo wi. 11, an. 1;

2. (mom. - JIB, ©p. 48 ot 2014 r.) npyru oOCTOSTENCTBA, CBBP3aHHU C
OCUTypsIBaHE M 3aruiamane Ha M.

(2) YBenomnenueTo 1o ai. 1 ce u3BbpIBa B 7-AHEBEH CPOK OT HACTHIIBAHE HA
MIPOMEHUTE.

Paznea II.
YcaoBus, pel, MEXaHU3bM M KPUTEPHH 32 3alJIalllaHe HA JUETUYHN XPaHH 32
cnennajHu meaunuucku neau (Hos - /IB, 0p. 48 ot 2014 r., 3arj. u3m. - /1B,
op. 17 ot 2019 r., u3m. - JIB, 6p. 104 o1 2024 1.)

Un. 18. (U3m. - IB, Op. 48 ot 2014 r., uzm. - [IB, 6p. 104 ot 2024 r.) (1)
Hanuonannata 31paBHOOCUTYpHMTENIHA Kaca 3arulallia 3a JOMAIllHO JICYeHHE Ha
teputopusta Ha ctpadata JIXCMI] o wi. 1, T. 7, KOUTO OTrOBApSAT HA CIAEAHUTE YCIOBHUSA:

1. umaT peructpanus OT MUHHCThpA Ha 3/IpaBEOIa3BaHETO HA OCHOBAHUE YII.
76, an. 1 ot 3aKoHa 3a XpaHUTE;

2. BKIIOYEHH ca B MYOJIMYHUA pErucTsp Ha MUHHCTEPCTBOTO Ha
3/IpaBeolia3BaHeTo Mo Wi. 24, an. 2, T. 2 oT 3aKOHA 3a XpaHUTE 3a IMyCHATUTE Ha ma3apa
AXCML;

3. mpeiHa3HAYEHU ca 3a 3a00J1sIBaHUsI, ONIPEICTICHN B CIIUCHKa 110 Wi 45, ai. 4
330;

4. 3ammamaT ce uYpe3 ChOTBETHUTE CHUCTEMH 3a 3aIUlalllaHe C MyOJIMYHU
CpeicTBa B MOHE TPU OT AbP’KABUTE - UICHKU Ha EBpONENCKUs ChIO3, IPU CHUIUTE
WHIUKaKY win 3a0omsiBanus wiu ca 3amanianu ot H30K npes mocnegnute 5 ronunm;

5. BKitoYeHH ca B CHHUCHK C JUETUYHU XPaHU 32 CHEUUATHU MEIUIIMHCKU
1IeJY, 3aIUTAlaHu HabJIHO uin yacTuuHo oT H3OK, onpenensin exeroano ot Hagzopuust
cbpBeT Ha H30K 1o pena Ha To3M pazzgern.

(2) Hartmonanuata 31paBHOOCUTypUTENIHA Kaca 3amamia 3a JIXCMI no an. 1,
3a eIMHMIIA BEIIECTBO UJIM OMpeJIeJIeHa MECEYHA CTOMHOCT.
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Ui 18a. (Hos - JIB, 6p. 104 ot 2024 1.) (1) IIpouieaypara 1o goroBapsine Ha
JAXCMLI, xouTo mie ce BKJIOYAT B cOUChKa mo wi. 18, an. 1, 1. 5, u onpenensine Ha
CTOMHOCTTA 3a €IWHHUIIA BEIIECTBO MM MeceyHa cToitHocT, mo komto H30OK me ru
3aruiaia, ce MpoBekKIa €KEroaHO.

(2) Ilpouenypara mo ain. 1 ce u3BBHpIIBA HA OCHOBATa Ha creruuUKaLus 3a
M3TOTBSHE HA CIUCHK C JIMETUYHU XPAaHU 3a CHEIUAIHU MEIUIMHCKU EH, 3arlallaHu
HarbJIHO UK yactuuHo oT H30K, kosto ce yrBbpxaaBa ot Hanzopuus ceet Ha H30OK.

(3) Cnenudukanusra CbIbpiKa:

1. rpyna, B kosiTo ce BriatouBat JIXCMII;

2. Bua Ha JJXCMII;

3. mogBug Ha JAXCMII;

4. Buga Ha ocHOBHOTO BemecTBo Ha JIXCMIL] ot Bcska rpyna/Bua/moaBuf,
MOBIIHSBAIIO 3a00sBaHeTo, 32 koeTo H30K mie 3amnamia crorBeTHaTa JIXCMII;

5. u3uckBaHus 3a npennucBanHe u ornyckane Ha JXCMIL ot cboTBeTHaTa
rpyna/moAarpymna/Bua, B T.4. U YCIOBUS 33 MEPUOJUYHOCT W/MIM KOJMYECTBO Ha
nosyyaBanute JJXCMILI;

6. MKbB xox Ha 3a00J1IBaHETO/TA;

7. MaKCHMaJIHa CTOMHOCT 3a €IMHMIIA BEIECTBO/MECeUHa CTOMHOCT, 10 KOSTO
H3O0K 3annama JIXCMILI.

(4) MakcuManHaTa CTOHHOCT 3a €IUHHIIA BEUIECTBO/MECEYHA CTOMHOCT, JI0
kosito H30OK 3amnamia, He Moxke aa ObJe MO-BUCOKA OT CTOMHOCTTA Ha EIMHHIIA
BEIICCTBO/MECEYHA CTOMHOCT Ha CBHOTBETHATA JHUETHYHA XpaHa 3a CHCIHAIHU
MeAMIMHCKHN 1eny, 3araniana or H30K crnen mocneanara mpoBeneHa mpoieaypa mo
JIOTOBapsIHE, YBEIMYCHA C TIPOICHTA Ha CTATUCTHYECKU OTYCTeHATa HH(IIAIMS 3a Ieproaa
Ha JICIICTBHE OT MOcJeiHaTa 00pa3yBaHa MaKCHMallHA CTOMHOCT 3a €IMHMIIA BEIIECTBO, 10
koaTro H30K 3amutaia choTBeTHATA IMETUYHA XPaHA.

(5) MakcuManHata CTOHHOCT 3a €JUHHIIA BEIIECTBO/MECEYHA CTOMHOCT, IO
kosato H30K 3amnama 3a HoBa rpyna/Bun/moasua JXCMLI, kosiTo He € Owiia 3ariamaHa,
HE MOXe Ja ObJe MOo-BUCOKAa OT CpeTHOAPUTMETHYHATAa CTOMHOCT 3a EIMHHIIA
BEII[ECTBO/MECEUHA CTOMHOCT 3a ChIllaTa AWETHYHA XpaHa, ONpelesieHa OT IIEHUTE Ha
ChOTBETHATa  JIMETUYHA  XpaHa, Bb3 OCHOBA Ha  KOUTO  OOIIECTBEHHUTE
3paBHOOCUTYPUTENHH (OHAOBE B CTpaHUTE 1o ui. 18, an. 1, T. 3 3amnamar npu chumTe
3a00NABaHMs WU MHAMKAIMK. 3a [leHaTa Ha JUeTHYHATa XpaHa KaHAWIAThT MpelCTaBs
nekapanusi. B To3u cioydail MakcMMaiHaTa CTOWHOCT HE CE TI0COYBa B Crieu(uKanusra.

Un. 186. (Hos - JIB, Op. 104 ot 2024 r.) (1) 3a u3rorBsiHe Ha MpOEKTa Ha
crenudukanusTa mo wi. 18a, an. 2 u 3a mMpoBexaaHe Ha mpoueaypara mo wi. 18a, am. 1
ynpasutenst Ha H30K Ha3HauaBa cbhC 3amoBe MOCTOSIHHO JeicTBalla KOMHCHUS OT
coyxutenn B H30K. B 3amoBeara ce ompenens mpejacenarel Ha KOMHUCHUSTA, HETOB
3aMECTHHMK, OCHOBHH U PE3€PBHH WICHOBE.

(2) B chcTaBa Ha KOMHCHATA 33 IBIKUTEITHO C€ BKIIFOYBAT JIEKAP, MarucTbp-
(dapMmareBT, IOpUCT U UKOHOMHUCT. 3a CBOsATa pab0oTa KOMHUCHSTA U3TOTBS NMPOTOKOIH U
peIeHHs.

(3) IIpu HEoOXOAMMOCT KOMHCHSTA MOXE Jla HM3UCKBAa HMH(pOpMAIHs OT
eKCIIEPTHUTE ChBETH/HAYYHHTE JIPY)KECTBA 110 POQHIIa Ha CbOTBETHOTO 3a00JIsIBaHE.
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Ui 18s. (Hos - /IB, 6p. 104 ot 2024 1.) (1) 3a BKJItOUBaHE B crienupUKAIAATA
no 4. 18a, an. 1 Ha HoBa rpyna/Bun/nonsun JIXCMI] ce npueMar npeanoKeHus, KOUTo
Morar Ja ObJ1aT MoJaBaHu OT:

1. CbCIIOBHM OpraHu3aldd MO 3aKOHA 3a CBHCIOBHUTE OpraHU3aluy Ha
JICKapyUTe U Ha JIEKapuTe MO JeHTalHA MEIUIMHA U 3aKOHA 32 ChCJIOBHATA OpraHU3alus
Ha MarucTbp-papMareBTUTE;

2. TOpencTaBUTENHW OpraHu3alliy 3a 3allUuTa I[paBaTa Ha [allUEHTUTE
chriaacHo wi. 860, ai. 1 oT 3akoHa 3a 31paBeTo;

3. neyebHM 3aBeieHUA 32 OOJHUYHA [TOMOII;

4. eKcriepTHUTE ChBETH 1O uil. 6a, ant. 1, T. 1 oT 3akoHa 3a 3/1paBeTo;

5. mpencenarenuTe Ha HAy4YHH JAPY>KECTBA IO CHOTBETHUTE MEIUIIMHCKHU
CIIELUATTHOCTH.

(2) IlpennoxkeHusiTa mo aj. 1 ce mogaBaT B CPOK /10 15 ampuin Ha chbOTBETHATA
KaJIeHJJapHa ronHa.

(3) B cpok no 30 roHM Ha CHOTBETHATA KaJIGHJapHA TOAMHA KOMUCHUSTA 110 YJI.
180, an. 1 pazriexaa NOCTHIMIMTE MPEATOKEeHHs, 0000IaBa U aHAIM3UpPa CHIIUTE U
W3TOTBS MPOCKT Ha cnerudukaius mo 4i. 18a, am. 1.

(4) Komucusta mnpencraBs Ha ynpasurens Ha H3OK mnpoekra Ha
cnenuduKanus, KOITo 1 BHAacs 3a yTBbpkaaBaHe otT Hamzopuus ceetr Ha H30K.

Y. 18r. (Hos - JIB, Op. 104 ot 2024 1.) (1) B cpok no 5 pabotHu JHU OT
yIBbpXkAaBaHe Ha crnenuduxanusaTa no wi. 18a, an. 1 H30K s mybnukyBa Ha UHTEpHET
CTpaHHUIaTa CH 3a€IHO C IMOKaHa 3a yyacTue B mpoiieaypara mo wi. 18a, ai. 1.

(2) INokanara 1o ait. 1 ceabpika:

1. agpecaTu Ha okaHaTa, KOUTO MOrar Jja ObAaT KaHIUAATH B IpOLEAypaTa -
MPOU3BOIUTENN WM BHOcUTenn Ha chorBeTHHTE JIXCMII, kouTo ca ru 3asBuid 3a
IycKaHe Ha Ia3apa I10 peJa Ha 3aKOoHa 3a XpaHUTE;

2. mpeaMer Ha npouenypara - foroapsine Ha JIXCMII, kouro 1me ¢popmupat
criuchka 1o wi. 18, an. 1, T. 5, u onpenensiHe HAa CTOMHOCTTA 3a €UHUIIA BEIIECTBO WUITU
MeceuHa cToiHocT, o kouto H30OK mie ru 3annama;

3. MSICTO, HAYMH U KPAaeH CPOK 3a MOJaBaHE Ha MPEJIOKEHHUS 3a ydyacTue B
mpoleaypara, KaTo CpPOKbT HE MOXe Ja Oble Mo-KpaTbKk OT 15 paboTHU AHU OT
nyOlIMKyBaHe Ha IOKaHAaTa;

4. nuue, TenedoH u enekTpoHeH aapec 3a koHTakT B H30K.

(3) Kpm nokanara ce mpuiiarat yrebpaeHu ot ynpasuresns Ha H30K o6pasiu
Ha 3asBJICHHE 3@ YYacTHE B IPOLIEypaTa, IIEHOBO MPEUIOKEHNE U ACKIapaluy 1o 4ui. 19,
a2, 7.4,5u6.

Un. 18x. (Hos - [IB, 6p. 104 ot 2024 r.) (1) IIpouenypara mo ui. 18a, an. 1 ce
MPOBEXIa OT KOMHCHsATA 1o 4wi. 180, an. 1 ciien m3THMYaHe Ha CpoKa 3a IOJIaBaHE Ha
JIOKYMEHTHUTE 33 y4acTHE B IOTOBApPSIHETO.

(2) UneHoBeTe Ha KOMUCHATA TMOJIITACBAT JICKIapallns, 9€ He ca CBbP3aHH JINIIA
o cmuchbiaa Ha § 1, an. 1, T. 1 o THproBckus 3aKOH € MPOU3BOAUTEIUTE WIH C MOJAIHUTE
JIOKYMEHTH JIMIIa, KAaKTO U Y€ HsMA JIa Pa3MpoCTPaHsBaT JaHHHU, CTAHAJN UM U3BECTHU MPHU
WM TI0 TIOBOJ U3MbJIHEHHE Ha (YHKITUUTE UM.

Ui 19. (Hos - IB, 6p. 67 ot 2011 r., u3Mm. - [IB, 6p. 48 oT 2014 1., u3m. - /IB,
Op. 104 ot 2024 r.) (1) 3a yuyactue B mpolieaypaTa KaHIUAATHT MOAaBa JIMYHO WM YpeE3
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CBOI1 yITbJTHOMOIIIEH IIPE/ICTAaBUTE 3asBJICHUE 110 00pasell B CpoKa, 00sIBEH B MoKaHaTa. B
ciayyall ye KaHIUAAThT He pasnpoctpansBa camocrostenHo IXCMII, B 3asBieHuero
II0COYBA THPTOBLMTE HA €IPO, KOUTO LIE TH JIOCTABAT JI0 allTEKUTE, CKIIFOUHUIIA JOTOBOP C
H30K.

(2) KbM 3asBnenuero mo ai. 1 ce mpuiarar:

1. undopmamus otrHocHo EWK (eauHeH uaeHTH(UKAIMOHEH KOI) Ha
JIPYKECTBOTO WJIM KOONEpaluusTa OT TbPrOBCKUS PETUCTBP, a 3a JApPYXKECTBaTa,
perucTpupaHd B Jbp)KaBa - ujeHKa Ha EBpomneiickus CcblO3 - U3BJICUEHHUE OT
perucrpauusTa 10 HAUUMOHAIHOTO 3aKOHOJATEJICTBO HAa CBHOTBETHATa Jbp)KaBa Ha
npousBoguTenss win BHocuTens Ha JXCMII; 3a 3asBurenurte, perucTpupaHu 1o
Toproeckust 3akoH B PenyOnuka bwarapus, ce mpunara pasnedyarka OT HHTEPHET
CTpaHUIaTa Ha THPTrOBCKUSI PETUCTHP U PETUCTHPA HA FOPUIUUYECKHUTE JIUI[A C HECTOIIAHCKa
el 1o 3aKOHAa 3a ThPrOBCKHSI PETUCTBP M PErUCTbPA HA HOPUAMYECKUTE JIHMLA C
HECTONIAHCKA LIET;

2. BAIMIHO IBIHOMOIIHO (OpUTrMHAN WU 3aBepeHo ¢ rpud "BsphHo c
opuruHana"), KOraro 3asiBJIEHHETO C€ I0JaBa OT YIbJIHOMOIIEH IpEeACTaBUTEN Ha
MIPOU3BOJUTEINS WJIM BHOCUTEIIS;

3. BIMIHO MIBJIHOMOITHO/OTOPU3ANMOHHO TIHCMO OT IPOHU3BOJIUTEIIS
(opuruHan wim 3aBepeHo ¢ rpud "BsipHo ¢ opurmHana"), yaocTtoBepsBall IpaBOTO Ha
BHOCHUTEIA Ja TUCTpudyTHpa KOHKPETHHTE JAXCML; aKo
'BJIHOMOIITHOTO/OTOPU3AIIMOHHOTO MHUCMO € Ha Yy €3HK, KbM CBHIIOTO C€ IMpuiara
MPEBO HA OBJITAPCKU €3UK OT JIMIICH3UPaH MpPeBo/Iay;

4. nexnapauus, ye cpoTBeTHaTa JJXCMI] oTroBaps Ha ycioBHETO 1O Wi. 18,
an. 1, T. 4, KaTto ce mocouBaT KOHKPETHUTE OOIIECTBEHU (POHIOBE B CHOTBETHATA IbP)KaBa
YJIeHKa, KAKTO U M3TOYHUIINTE, HA KOUTO ce 0a3upa npeaocTaBeHaTa nHpopmanms;

5. Iekiapanusi 3a cbIriiacue OT ThbProBLUTE Ha €p0, TOCOYECHHU B 3asIBJICHUETO,
3a perynspHa aoctaBka Ha JIXCMII no TeproBiute Ha APEOHO C TIEKAPCTBEHH MPOIYKTH,
ckimounin gorosopu ¢ H30K 3a oTnmyckaneTo UM Ha 37jpaBHOOCUTYPEHUTE JIUILIA;

6. nexnapanus, 4€ ChOTBETHUAT KaHAMAAT MOXE J1a OCUTYpsiBa PETYISIPHO
3asiBenute [JXCMI] 3a nmepuo He mo-Marbk OT 12 KalleHIapHu Mecela;

7. KaTaJoT Ha MPOU3BOIUTENS C ONMKUCAHUE U MHCTPYKIIUS 32 IPUIIOKEHHUE 3a
crorBeTHaTa JIXCMII;

8. yka3aHMs 32 HAUMHA Ha IPUTOTBsIHE, yoTpeba u cbxpansaBaHe Ha JJIXCMLI;

9. mpeioxkeHre 3a CTOMHOCT 3a €AMHMIIA BEIIeCTBO/MECEYHAa CTOMHOCT 3a
choTBeTHaTa/choTBeTHUTE [IXCMLI; B mpennoxkeHHeTo ce MmocoyBa M KpaiiHa IeHa 3a
TBHpProBell Ha ApeOHo (anTeka) 3a choTBeTHaTa/choTBeTHUTE JIXCMII.

(3) 3asBieHHETO U MPUTOKEHUTE KbM HETr0 M3UCKYyeMHU JOKYMEHTH MO ai. 2
ce mpeacraBaT B H30K B 3ameuatan Hempo3padyeH IUIMK JUYHO WM IO TOIIaTa C
MpernopbyaHO MUCMO C OOpaTHa pa3mUCKa WM C KYypHEPCKH YCIYrH. Bbpxy miamka
3asBUTEJIUTE MTOCOYBAT MOJATEN, oyarat TekeT "JJokyMeHTH 3a ydacTue B Mpoueaypa no
noroBapsine Ha JIXCMIL", anpec 3a kopecnioHIeHIHs, TeTnedOH U eIEKTPOHEH ajpec.

(4) 3asButenuTe NPEACTaBAT MPEIJIOKEHHETO MO al. 2, T. 9 B OTAeIeH
0003HaYeH HEMPO3padyeH 3arneyvaTaH UMK, TOCTaBEH B TUIHKA ChC 3asIBICHUETO.

(5) IIpu mpuemane Ha 3asBIEHUATA BBPXY BCEKHM IUIMK Cce€ OTOEsA3BaAT
MOPETHUST HOMEp, JAaTara M 4achT Ha IMOJYYaBAaHETO M TE3U JIaHHU C€ 3alllMCBaT BbHB
BXOJISIIII PETUCTHP.
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(6) He ce mpremar 3asiBIeHHs U H3UCKYEMH T10 aJl. 2 TOKYMEHTH, [TPEACTaBeHN
cJe/l U3TUYAHETO Ha KpalHUs CPOK, TOCOUEH B MOKaHaTa, WU MOJAJCHU B He3are4yaTan
MPO3paveH IJIMK WIK B IUIMK C HapylIeHa LsIoCT.

Ui 19a. (Hos - IB, 6p. 48 ot 2014 1., u3m. - JIB, 6p. 104 ot 2024 1.) (1)
Komucwusita o wi. 186, an. 1 oTBaps IIIMKOBETE, pa3riiekaa 3asiBICHUATA C IPUIOKCHUTE
KbM TSIX JOKYMEHTH, C U3KJIIOUEHHE Ha MPpeAIoKeHusTa no wi. 19, an. 2, T. 9, u u3BbpiBa
OLIEHKA 332 ChOTBETCTBHETO UM C M3MCKBAaHUATA HA HapeabaTa B cpok a0 10 paboTHU AHU
OT JaTata Ha OTBapsiHE Ha muMkoBere. KoMucusaTa uMa npaBo Jia MOMCKa OT YYaCTHUK B
CpOK 10 3 paOOTHHU AHU Ja OTCTPAHU YCTAaHOBEHUTE HEPEIOBHOCTH W/WIIM Ja MPEIOCTaBU
JOMBJIHUTENHA HHPOPpMAITHSL.

(2) Komucusita He J0ITycKa 10 y4acTUE 3asBUTEIUTE, YUUTO MIPEATIOKEHNS HE
OTTOBapAT HA U3UCKBAHUATA, ONPEAETICHH C TOKaHaTa, KAaKTO U 3asiBUTENIUTE, KOUTO HE ca
OTCTPAaHWJIN HEPEJOBHOCTUTE W/MIIM HE Ca MPEeIOCTABUIH JOITBIHATEIHATA HH(DOpMAITHs
B CPOKa M0 aj. 1, ¥ He OTBaps TEXHUTE IIECHOBH MPEATIOKEHUSI.

(3) 3a cBosita paboTa KOMUCHUATA U3TOTBS MPOTOKOJIH, KAaKTO W 0000IIEH
MIPOTOKOJI OT Pa3TIIekK/IaHETO Ha MOCTHIMINTE 3asIBICHUS 32 JOYCHATUTE/HEJJOYCHATUTE
KaHJIUJaTH 710 y4acTHE B MpoIielyparTa.

(4) B cpok ot 3 pabOTHH JHU OT U3TOTBSHETO HAa 000OIIEHUS TPOTOKOJ I10 aJl.
3 mpencenatensaT Ha KOMHCHSATA YBEIOMsSIBA 3asBUTEIUTE, YMUTO NPEIJIOKEHHS HE
OTrOBapAT Ha M3UCKBaHUATA HA Hapendara, 4ye He ca JONMyCHATH JO YydacTue B
npoueaypara, ¢ I0COYBaHE Ha KOHKPETHU MOTHUBH.

Un. 196. (Hos - B, Op. 48 or 2014 r., u3m. - IB, 6p. 104 ot 2024 r.) (1)
KomucusTa o un. 180, an. 1 orBaps npemioxenusara mo wi. 19, ain. 2, 1. 9 B cpok 10 7
paboTHM THU Clie]l U3TUYaHe Ha cpoka 1o wi. 19a, an. 4. [IpencenaTensart u ABamMa 4JeHOBE
Ha KOMHUCHSTA C€ MOANUCBAT BbPXY BCAKA CTPAHUIIA OT HEHOBOTO MPEAJIOKEHHE.

(2) Komucusita u3BbpIlBa OIIEHKA Ha IpeuIokKeHusTa no wi. 19, an. 2, 1. 9 u
o0sBsiBa Ha uHTepHeT cTpanunara Ha H30OK Hali-HuCKaTa mpeiokeHa CTOWHOCT 3a
eauauna BemniectBo 3a JIXCMIL oT choTBeTEH BUJ WM MOABUJ, KOSTO € pedepeHTHa
CTOMHOCT 3a €IMHUIIA BEIIECTBO, 32 ChboTBeTHUA BU K noasua JIXCMII. Haii-uuckara
IpeJyIokKeHa CTOMHOCT He TpsiOBa J1a Ha/IBUILIaBa CTOWHOCTTA 1o wi. 18a, an. 4 niu 5.

(3) Kanaunatute, yunTO NpeIoKeHHs 1Mo 4. 19, an. 2, T. 9 ca mo-BUCOKH OT
Hal-HUCKaTa TMPEeIoKeHa CTOMHOCT 3a €IMHMIIA BEIIECTBO OT CHOTBETHHUS BUJl WIH
MOJIBUJI AUETUYHH XPAaHHU 3a CTICIIMAaTHI MEIUIIMHCKH IEJIH, aKO JKeNasT CbOTBETHATA/UTe
uM JIXCMI] na ce BkIrOYM/aT B CIUCHKA U JIa C€ PEUMOYPCUPA/T HAITBIIHO WJIM YaCTUYIHO
ot H30K, morar 51a mogagaT HOBO MpeioKEHUE B CPOK 10 3 paOOTHU THU OT OOSIBSIBAHETO
o aji. 2, ¢ KOeTo J1a MpelyioKaT HOBAa CTOMHOCT 3a €IUHHIA BEIIECTBO, MO-HHUCKA OT
I'bPBOHAYAIIHO MPEUIOkKEHATa OT Ts1X. HoBaTa CTOMHOCT MOXe J1a € 10-BUCOKA, paBHA UITU
MO-HUCKa OT 00sIBeHATa Hali-HUCKA MIPEIJI0KEHA CTOMHOCT 3a €MHUIIA BEIIECTBO.

(4) HoBo mpemnoxeHne B Cpoka Mo aja. 3 MOXe Jia Mmojajie W KaHIuAaThT,
MPeJI0KUII Hall-HUCKaTa 00sSIBeHa CTOMHOCT 3a €/IMHHUIIA BEIIECTBO, C KOETO Ja MPEAI0KU
MO-HUCKA CTOMHOCT 3a €IMHMIIA BEIIECTBO OT MbPBOHAYAIHO MPEJIOAKEHATA OT HETO.

(5) B pe3ynrar Ha BCUUKH MOJaJIcHU HOBH MPE/JIOKEHUSI KOMHUCHSTA 00sBSIBA
Ha uHTepHeT cTpanunata Ha H30K okoHuarenHaTa Hali-HHCKa CTOMHOCT 3a €AMHUIIA
BemectBo, kosito H30K mie 3ammama, xosito € pedepeHTHa CTOMHOCT 3a €AuHHIlA
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BEIIECTBO, 3a ChoTBeTHUsA BuA uian mnoapua JAXCMII. OxoHuarenHaTta Hal-HHCKa
CTOMHOCT HE TpsAOBa Jla HaJBUILIABA CTOMHOCTTA 10 wi. 18a, an. 4 unm 5.

(6) B cpok 10 3 pabOTHU JHU OT OOSIBSIBAHETO I10 aJl. 5 BCEKU KaH/IHMJIAT 110/1aBa
710 KOMHCHATA JeKiIapanus 1o oopasen, yrBbpaeH oT ynpasurens Ha H30K, ue xenae
crorBeTHaTa/ute UM JIXCMIL] ma ce BKIOUM/aT B CIIKUCHKA U Ja €€ PEHUMOYpCHUpAT OT
H3O0K, karo n3puyno nocousa ganu 3amianiaiero or H30K 11e € HanbjiHO WIM 4aCTUYHO.
[Tpu mocouBaHe Ha HA'BJIHO 3aIljalllaHe KaHIUAATHT JIeKJIapupa, 4e moeMa aHTaKUMEHT
crotBeTHaTa JIXCMI] na ce otiycka 6e3 goruiamiane oT cTpaHa Ha MAlMeHTUTE OT JINIATa,
MOJTYYIUIHA pasperieHue 1o wi. 229, an. 2 3JIIIXM 3a Teproust Ha ApeOHO C JIEKAPCTBEHH
IPOAYKTHU B anteka, u cbrinacue, ue H30K mie um 4 3aruiania Ha CTOMHOCT, U34KCIIEHA Ha
0a3a KOJIMYECTBOTO OCHOBHO BEIIECTBO 3a OMAaKOBKa, YMHOXKEHO M0 OKOHYATeNHaTa Haii-
HUCKa CTOMHOCT 3a CBIIOTO, IOCTUTHATa B IIpoLieAypaTa.

(7) Ilpu HemonaBaHe Ha JAeKJapalus B IMOCOYEHHUS CPOK C€ CUMTa, 4Ye
KaHIUIATHT He kemae choTBeTHara/mre JIXCMII na ce BKiIoYw/aT B CIIMCHKA U J1a ce
peumOypcupa/T HambiaHo win dactudHo oT H3OK. B To3u ciydail choTBeTHaTa/uTe
JXCMI] He ce BKIIIOYBA/T B ciuchKa 1o wi. 18, an. 1, T. 5 3a cineaBamara KaJleHIapHa
rOJIMHA.

(8) Haimonanuara 3paBHOOCUTYpUTETHA Kaca 3aruiamia 3a Beska [JXCMI] ot
CHOTBETHA TPYIa/BUI/TIOABU CTOMHOCT, M3YKCIeHa Ha 0a3a Hali-HHMCKAaTa MOCTUTHATa
CTOMHOCT 3a €IMHUIIA BEILECTBO B MpOLIeIypaTa.

(9) HuBoro na 3amnamane ot H30K Ha xonkpernure JIXCMILI, 3a kouto e
nojaieHa JeKiapamus o aji. 6, ce onpeens B MPOLUEHTH OT pedepeHTHaTa CTOMHOCT 3a
eMHMIIA BelecTBo, 3amnamniana oT H30K, B paMkuTe Ha CbOTBETHUS BUJ WIH MOABH]
JXCMLI, u kpaiiHa 1ieHa 3a ThpProBel Ha IpeOHo (anTeka) 3a choTBeTHaTa/ute JIXCMII.

Y. 198. (Hos - /IB, 6p. 48 ot 2014 r., u3m. - JIB, 6p. 104 ot 2024 1.) (1) B
CPOK /10 5 pabOTHH JHM OT MPOBEXKIAHETO HA MpoIleIypara 1o wi. 196 komucuaTa u3roTss
3aKJTFOYHTEIICH MPOTOKOJ 3a CBOSTA paboTa ¢ pe3y/ITaTuTe OT MPOBEIeHATa MPOIeaypa, B
KOHTO ce MocoYBa CTOMHOCTTA 3a €QMHHIIA BEIIECTBO (pedepeHTHaTa CTOHHOCT), KOSTO
e 0b1e 3amnamniana or H30K 3a Besika rpyma/moarpymna JIXCMII.

(2) Komucusita npeacTaBsi pOTOKOJ 3a€HO C MPOEKT HA CIIUCHKA MO 4. 18,
an. 1, 7. 5 - Cnucek ¢ JUETUYHHU XPaHM 3a CICIHAIHU MEAWIIMHCKU IIeNIH, 3arllallaHu
HanbJIHO WK yacTuyHO oT H3OK. [IpoekThT Ha CHIUCHK ce MpeocTaBs Ha yIpaBUTENS Ha
H3O0K, xoiiTo ro BHacs 3a onpenensine oT Hamgzopuust ceBeT Ha H30K.

Y. 19r. (Hos - IB, 6p. 48 o1 2014 1., u3Mm. - /IB, 6p. 104 01 2024 r.) COIUCHKBT
o un. 18, an. 1, 1. 5 ceabpixka:
. Tpyna/Bua/moasua Ha JIXCMII;
. ThproBcko HauMmeHoBanue Ha JJXCMLI;
. ipon3BouTeN/BHOCUTEN Ha JIXCMII;
. hopMa/KOITMYECTBO B ONAKOBKA/OKOHYaTeNHa onakoBka Ha JIXCMLI;
. H30K kox na IXCMIL];
. croitHocT, 3amnamana oT H30K 3a enuHuIiia BemecTBo/MecedHa CTOWHOCT
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3a JIXCMIL];
7. croitHOCT, 3amamana ot H30K 3a JIXCML;
8. nuBo Ha 3armramiade ot H30K B %;
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9. ycnoBus 3a npeanucBane u ormyckane Ha JIXCMILI.

Ui 19a. (Hos - /IB, 6p. 48 ot 2014 1., u3m. - /IB, 6p. 104 ot 2024 1.) (1) Cnen
onpenensine ot Hagzopuus ceBer Ha H30K Ha cniucbka mo un. 18, an. 1, T. 5 chusr ce
nyonukyBa Ha nHTEepHET cTpaHuiiata Ha H30K u Bim3a B cvita ot 1 sHyapu Ha cieBaniaTta
KaJIEH/1apHa ro/IMHa.

(2) Koraro cnuchkbT 1mo an. 1 He ObAe ompeneieH B CPOKOBETE MO Ta3H
Hapen0a, MOCIeTHUAT ACUCTBAIL CIIUCHK MpoabibkaBa neiicteuero cu 1 H30K 3amnama
JAXCMII 10 CTOMHOCTUTE U TIPU YCIOBUATA, OIIPEACIICHU B CHILHUS.

(3) CnucekbT HE MOXKE Aa ObJe JOMBIBAH W/HIIM U3MEHSH 32 CpOKa My Ha
JNICUCTBUE.

Un. 19e. (Hos - IB, 6p. 104 ot 2024 r.) (1) 3a otnyckane Ha JJXCMI] H30K
CKJIIOYBA JJOTOBOPH C JIUIIA, TOJTYUIIH pa3perienue mo wi. 229, ain. 2 3JIIIXM 3a TeproBust
Ha JIpeOHO C JIEKapCTBEHH MPOJYKTH B aIlTeKa.

(2) Koraro nuuero no an. 1 u ppKOBOAMTENSAT HA anTeKkara HE ChBIAJAT,
JIOTOBOPBT €€ ChIVIACYBA U OT PHKOBOJUTENS Ha allTEKAaTa.

(3) Horosopute no an. 1 ce ckiarousar upe3 nupekropa Ha P3OK, Ha uusaro
TEPUTOPHUSI € aNTeKaTa, IPU yCIOBUSI U IO Pell, YCTAHOBEHH B CbOTBETCTBUE C Wil. 45, ai.
17 330.

(4) HaunonanHarta 31paBHOOCUTYpUTEIIHA Kaca 3aIulallla Ha JiMuara no ai. 1
3a ornycHatu oT Tiax JIXCML cnen npexacraBsiHe HAa €IEKTPOHEH OTYET, M3IOTBEH
Cb0oOpa3Ho eNeKTPOHEH Gopmart, KoiTo ce myOsinkyBa Ha HHTepHeT cTpanuuaTa Ha H30K.

(5) Ornycnarure u oruerenu JAXCMI] ce 3amnamat ot H30K npu ycnoBus u
10 pell, OIpeEICHU B Ta3u Hape10a U cboOpa3HO CKIIIOUEHHUTE J0TOBOPH 110 a. 1.

Un. 19%. (Hos - B, 6p. 104 ot 2024 r.) (1) IIpou3BoauTENAT WM HETOB
YI'BIIHOMOIIIEH IpecTaBuTeN € JurbxkeH Aa ysenromu H30K B ciydaute Ha:

1. mpomsiHa Ha TBHProBUUTE Ha eapo, kouto Ime npocraiaT AXCMIL] no
anTekuTe, ckinrourim 1orosop ¢ H30K;

2. Ipyru o0CTOSITEIICTBA, CBBP3aHU C OcUrypsiBaHe u 3arutamane Ha JIXCMII.

(2) YBenomsiBaHeTo 1o aJl. 1 ce U3BbpIIBA B 7-IHEBEH CPOK OT HACTHIIBAHE HA
IIPOMEHUTE.

Un. 193. (Hos - [IB, 6p. 104 ot 2024 r.) (1) Hag3opuust ceBer Ha H30K
BB3sara Ha ynpasuresns Ha H3OK u3gaBaneTo Ha yka3zaHUs OTHOCHO pejia 3a MPeIIucBaHe
n ormyckane Ha JIXCMII, 3annamanu or H30K, kouto ce cwrimacyBar ¢ bwiarapckus
JIEKapCKu Chi03 U bbarapckus hapMalieBTHUEH ChIO3.

(2) YkazanusTa no an. 1 ce u3aBar B €IHOMECEUYECH CPOK OT OMpEENIsTHE Ha
criichka mo wi. 18, am. 1, T. 5 3a cienBamara KajJeHaapHa roJnHa U ce MyOJUKyBaT Ha
uHTepHET cTpanunara Ha H30K.

Un. 19u. (HoB - IB, 6p. 104 ot 2024 r.) (1) [IpousBoauTensr wiu HEroB
YOBJIHOMOIIEH TnpeacrtaBuTen wmoxke na nomaae a0 H3OK 3asgsnenue chbriacHo
npunoxenue Ne 30, 4e jkesae 1a ce MpeKkpaTy 3aruiamnanero Ha cborBeTHara JJXCMI] mo
pena Ha Ta3u Hapezoa.
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(2) B 3asBnenuero mo ai. 1 ce mocoyBa CpPOKBT, IO KOWTO Iie ObAAT
OCHTYpsIBaHU KolimdecTBa oT choTBeTHATa JIXCMII, KaTo TOi He MOXke J1a ObJIe MO-KPaThK
OT TpU Mecela.

(3) B 3aBucuMocT ot gaTtata Ha mojaBaHe Ha 3asBieHuero mo an. 1 H30K
MpeycTaHoOBsIBa 3aruianianero Ha chboTBeTHaTa JAXCMI] oT 1-Bo uncno Ha KajleHIapHUS
Mecell, ciie/IBalll U3THYaHe Ha CPpOKa M0 ai. 2.

(4) B ciygaute o an. 1 B 5-1HEBEH CpoK OT nojaBane Ha 3asBiieHneTo H30K
OTIOBECTSIBA HA MHTEPHET CTPAHMIIATA CU HHPOPMAIIUATA, TOCOYCHA B 3aSIBJICHUETO.

I'maBa yerBbpTA.
YCJIOBUS, KPUTEPUU U PE]l 3A JOI'OBAPSHE HA OTCTBIIKH 3A
JIEKAPCTBEHUTE INPOAYKTU (HOBA - 1B, BP. 67 OT 2011 I'., 3AIJL.
HU3M. - IB, bP.48 OT 2014 I'., U3M. - 1B, BP. 62 OT 2015 TI'., B CUJIA OT
14.08.2015T'.)

Paznea I.

YcaoBusi, KpUTEPHUH U pejl 32 NMPOBeKIaHe HA 32AbJKNUTETHO
HEHTPAJU3MPAHO J0TOBapsiHe HA OTCTHIIKH 32 JJeKAPCTBEeHH MPOAYKTH,
BKJIIOYEHH MJIM 32 KOUTO € Mo/AaJeHo 3asiBjieHue 3a BKJIwuBaHe B IIJIC no
wi. 262, an. 6, 1. 1 u 2 3JIIIXM (Hos - IB, op. 48 ot 2014 r., 3arJ. u3m. - /IB,
op. 62 ot 2015 r., B cuy1a ot 14.08.2015 r.)

Uin. 20. (Hos - IB, 6p. 67 ot 2011 r., u3m. - [IB, 6p. 62 ot 2015 ., B cuna ot
14.08.2015 r.) (1) (U3m. - IB, 6p. 89 ot 2017 1., B cuma ot 07.11.2017 r., u3m. - /1B, Op.
17 or 2019 r.) Ha ocnoBanue un. 45, an. 10 u 21 330 H30K exeronHo nposexnia
3aIBJDKATETHO IIEHTPATU3UPAHO I0OTOBApsiHE Ha OTCTHIIKHU 3a:

1. (mom. - /1B, 6p. 17 ot 2019 r.) nexapctBenu npoayktu ot I1JIC mo um. 262,
an. 6, . 1 3JIIIXM, 3a kouto croiiHOCTTa, 3amiamana oT H30K, ce uzumucnssa upes
rpynupaHe, B KOETO HE ydacTBaT JICKAPCTBEHU MPOAYKTH Ha JAPYTH TMPUTEKATETH Ha
paszpelieHue 3a ynorpeda, ¢ U3KIOUEHNE Ha TeHEPUYHUTE JIKAPCTBEHU MPOAYKTH U Ha
JIeKapCTBEHUTE NPOAYKTH 110 wi. 29 3JIIIXM;

2. (m3m. - [IB, 6p. 17 ot 2019 r.) nexapctBenu npoaykt ot IIJIC no ui. 262,
an. 6, t. 2 3JIIIXM, 3a kouto crtorHOCTTa, 3ariamana oT H30K, ce u3uucnsBa upes
rpynupaHe, B KOETO HE y4yacTBaT JIGKAPCTBEHU MPOJAYKTH Ha APYTU MPHUTEkKATENHd Ha
paspenienue 3a ynorpeba, ¢ U3KJIIOUYCHUE HAa TEHEPUYHUTE JICKAPCTBEHU MPOJYKTH U Ha
nekapcTBeHuTe mpoayktu mno wi. 29 3JIIIXM, BkiatoueHW ca B MakeTa, OMpeieNieH ¢
HapenOara o uwi. 45, an. 2 330, u KouTo:

a) ca MpeHa3HAYCHH 3a JICYCHUE Ha 37I0KaYeCTBEHU 3200 IsIBaHNS,

0) ce mpuiaraT TpU KUBOTO3ACTPAIABAIIM KPHBOU3IUBU M CIICUTHU
OTIepaTUBHU ¥ MHBA3UBHU WHTEPBEHITUH TP TAIIMCHTH C BPOJCHH KOAT'yJIONaTHH;

3. JIeKapCTBEHU TMPOAYKTH C HOBO MEXAYHAPOJHO HEMATeHTHO
HAaWMEHOBAHHE, 32 KOUTO € TIO/Ia/ICHO 3asiBIICHHUE 32 BKIIFOYBAHE BBB:

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

0) (mom. - JIB, 6p. 17 o1 2019 1.) IIJIC 1o ui. 262, an. 6, 1. 2 3JI[IXM, korato
T€3U JIEKapCTBEHH MPOIYKTH ca BKIIOYCHH B MaKeTa, rapantupal ot Oromkera Ha H30K,
nMpeAHa3HAYeHW ca 3a JICUCHWE Ha  3JI0KAaYeCTBEHW 3a00isBaHMs W 32
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YKMBOTO3acTpaIaBally KPbBOU3JIMBH U CIICIIHU OTNICPATUBHU U WHBA3WBHU UHTEPBCHIINU
Ipyu MAalMEeHTH C BPOJCHHM KOAryjlolaTHU W MOJJEKaT Ha 3aruialiaHe B OOJTHUYHATA
MEIUIIUHCKA TOMOIII U3BbH CTOMHOCTTA Ha OKa3aHUTE MEIIUIIMHCKH YCIYTH.

(2) HoroBapsineTo 1o ajt. 1 ce mpoBexk/ia ¢ MPUTEKATEIUTE HA pa3pelICHUsITa
3a ymorpeba Ha CHOTBETHUTE JICKAPCTBCHH IMPOAYKTH WU C TEXHHU YITBIHOMOIICHU
MPEICTAaBUTEIIH.

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

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

1. (u3m. - 1B, Op. 17 o1 2019 r.) OTCTBIIKA 32 BCUUKH JIEKAPCTBEHH MPOILYKTH
no wi. 45, an. 10 u 21 330 Ha eauH mpuTexaTell Ha pa3pelieHHe 3a yrnoTpeda/HeroB
YI'BJIHOMOIIEH NPEJICTAaBUTEN WIM Ha pa3jIM4yHU MPUTEXKATeId Ha pa3pelieHHs 3a
yrnotpeba, KOUTO ca YI'BJIHOMOIIWINA €IUH 001l MpeaCTaBUTel, pasnpeaeneHa u3Isiio B
non3a Ha H30K mox ¢popmara Ha Bb3CTaHOBSIBAaHE HA pa3XOH, B 00IIl pa3Mep He O-MaIbK
or 10 Ha cto or pasxoaute Ha H3OK 3a choTBETHO TpuMeceuue 3a JIEKapCTBEHUTE
TPOJLYKTH;

2. (ot™. - [IB, 6p. 17 o1 2019 1.)

3. (m3m. - JIB, 6p. 17 ot 2019 r.) MEOUIMHCKHA YCIyrd W3BBH IaKeTa
MeauIuHCcKa noMon 1no wi. 45, an. 2 330, ocurypsiBaHM 3a CMETKa Ha IPUTEKATENs Ha
pa3pelIeHneTo 3a yrnorpeda, CBbp3aHH € IMarHOCTUKATa U IPOCIIEISBAHETO HA JICYEHUETO
Ha 3a00JiIBaHE CbC CHOTBETHUTE JIEKAPCTBEHU MPOJYKTH, KaTO BUIBT, CTOHHOCTTA U
U3MIBIHUTENUTE Ha MeauuuHckure yciayru ce ompenenst or H3OK, cwrimacyBano c
NPUTEXATEIIS Ha pa3pelieHneTo 3a yrnorpeoa;

4. oTCTBIIKA OT CTOMHOCTTA 3a OINAKOBKa, M3YUCIIEHA Ha 0aza pedepeHTHaTa
CTOMHOCT Ha ChOTBETHHS JIEKAPCTBEH MPOAYKT 110 4. 45, an. 10 330, 3aruianiad 4acTUYHO
ot H30K, kxosiT0 ce pasnpenens u3Lsuio B 110J13a Ha CbOTBETHOTO 3/IpaBHOOCUTYPEHO JIMIIE.

(1a) (Hosa - IB, 6p. 19 ot 2020 r.) 3a siekapcTBeH MpoAyKT 1o ui. 20, an. 1,
T. | wim 2, 3a KOWTO CTOWHOCTTA, 3amyamniaHa ot Oromkera Ha H30K (pedepentHaTa
CTOMHOCT), 32 4acT OT TEPANEBTUYHUTE MY IOKa3aHUS CE U3UUCIISIBA UPE3 IPYNUPAHE, B
KOETO y4acTBaT JIEKapCTBEHM MPOJYKTH Ha JAPYrdM HpPUTEkKATed Ha paspelleHue 3a
ynoTpeba, a 3a OCTAaHAIMTE TepaleBTUYHM MOKa3aHMs ce U3UMCIsIBa Ype3 rpynupaHe, B
KOETO HE y4yacTBaT JIEKApCTBEHU NMPOAYKTH Ha JIPYr'M IMpPUTEXKATeU Ha pa3pelieHue 3a
ynoTpeba, 3a MOCIEAHO MOCOYEHUTE IOKA3aHUs MPHUTEXATeIsIT 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.

(2) 3a gnekapcTBEH MPOAYKT C HOBO MEXIYHAPOJHO HEMNATEHTHO
HaMEHOBaHHE, 3a KOUTO € mojaeHo 3aspieHue 3a BkiarouBane B I1JIC mmo i, 262, am. 6,
T. 1 nnum 2 3JIIIXM, 3aab/KUTEIHO ce JOroBapsi OTCThIIKA OT 3asBeHarTa 3a oOpa3yBaHe
neHa no wi. 8, an. 2 or Hapenbara 3a ycnoBusaTa, mpaBuiiaTa U pelia 3a peryjaupaHe u
pPETrUCTpUpaHE Ha IIEHUTE Ha JIEKApCTBEHUTE NMPOJYKTU ChOOpPa3HO MPOTHO3HUS OIOIKET
Ha H3OK 3a chorBeTHMsI AOroBOpeH nepuoi. PazmMepbT Ha OTCThIKATa ce JI0TOBaps B
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CHOTBETCTBHUE C JJOKJIAJA 33 OLEHKA Ha 3/IpaBHUTE TEXHOJIOTMH, U3TOTBEH U YTBBPJCH 110
pena Ha HapeabaTa mo wi. 262, an. 4 3JIIIXM. JloroBapsiHETO Ha OTCTHIIKATa € YCIIOBHE
3a BKJIIOUBaHE Ha JiekapcTBeHUs npoaykT B [1JIC chrimacHo wi. 262, an. 10 3JIIIXM u He
CE CYMTa 3a IPOBEJIEHO 3aJBJDKUTEIIHO JOIOBApSHE HA OTCTBIKM KaTo YCJIOBHE 3a
zamtamanero My oT H30OK. TIponeHTsT Ha oTCThIIKaTa ce 3ara3Ba clie]] yTBbpkKAaBaHe Ha
LIEHa Ha JIEKapCTBEHUsI IPOYKT, KAKTO U IIPU HEHHA POMSsIHA.

(3) (M3m. - [IB, 6p. 17 ot 2019 r.) OTcThnkara no an. 1, T. 1 Moxe na 6bae
JIOTOBOpPEHA B PA3JIMUEH pa3Mep 3a pa3iIMyHU TEpaleBTHUUHU NOKa3aHUs HA JIEKapCTBEH
MPOIYKT.

(4) IIputexarensT Ha pa3peUICHUETO 3a YHNOTPeOa/HETOBUAT YITbIHOMOIICH
MpEeJICTaBUTEI pa3mpeens oomus pa3Mep Ha KOMIIEHCAIMSTA [0 CBOSI MIPELIEHKa BbPXY
BCEKHU JIEKApCTBEH MPOAYKT, KOeTo € yacT oT gorosopa My ¢ H30K u He ce onoBecTsiBa
myOJIU9HO.

(5) (M3m. - IB, 6p. 17 ot 2019 r.) Bceku nmputexaTen Ha pa3pelieHue 3a
yrnoTpe0a/HeroB yIbIHOMOIIEH MPEACTaBUTEN JOTOBaps CaMo OTCThIIKA 1Mo ai. 1, T. 1 uin
KoMOuHaMs oT oTcTbiku mo an. 1, . lu3unmnno an. 1, 1. 1,3 u 4.

(6) (Ot™m. - 1B, 6p. 17 01 2019 1.)

(7) (U3m. - [IB, Op. 17 ot 2019 r.) 3a KOHKpETEH JIEKAPCTBEH IMPOIYKT,
ChIBPIKaI] AKTUBHO BEILIECTBO/BEIIECTBA C T0Ope yCTaHOBEHA ymoTpeda B MEAUIIMHCKATA
npakTuka no cmuckbia Ha 3JIIIXM, 3a KOWTO € HaauIEe HEBB3MOXKHOCT 110 IPUYUHHU OT
00EKTHBEH XapakTep 3a MpeAOCTaBsHE HA OTCThIIKA B MUHUMAJHUS pa3Mep, yCTaHOBEH B
an. 1, 1. 1, mo u3KIJIOUEHNUE U Clle]l IPEJOCTaBsIHE HA MOTUBUPAHO MMCMEHO CTAHOBUILE OT
CbOTBETHHUSI TMPHUTEXKATEN Ha pa3pelIieHUueTo 3a YHNoTpeOa/HeroB  yIbIHOMOIIEH
npencrasutes H30K Moxke n1a ckirouu AOroBOp 3a OTCTBIKA 0] MUHUMAJIHUS pa3Mep.
To3u MexaHu3bM ce Impujiara, Koraro € HaJluiie JIMIca Ha JIeKapcTBeHa alTepHATHBA 3a
JICUEHUE WIN ChILECTBYBAIIUTE AITEPHATUBH Ca CbC 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 cuma ot 07.11.2017 1.) (1) (M3wm. - [IB, Op.
17 ot 2019 r.) Orcrpnkute no ui. 21, an. 1, 1. 1 ce Bb3cranossBat npsako Ha H30K ot
MPUTEKATEISI Ha Pa3pelIeHueTo 3a yrnoTpeOa/HeroBHsl YIIBIHOMOIIEH MPEICTABUTEN OT
usBbpiienute oT H30K paszxonu 3a 3amnamnianeTro uM ciel Kpas Ha IbpPBOTO, BTOPOTO U
TPETOTO TPUMECEUHE HA TEKyIaTa KaJeHaapHa TOJHa, a 32 YeTBBPTOTO TPUMECEUHUE ce
3amiamniat aBaHcoBo 0 15 HoemBpH Ha 6a3ata Ha peannus pasxoa Ha H30K 3a tperoto
TpuMeceune. Jlo kpas Ha MBPBOTO TPUMECEUUE Ha Clie/BaliaTa KaJleHIapHa TOJAHHA Ce
U3BBPIIBA CHOTBETHO U3PaBHSIBAHE.

(2) (Otm. - IB, 6p. 17 o1 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.)

(7) (Ot™m. - 1B, 6p. 17 01 2019 1.)

(8) (Otm. - 1B, 6p. 17 o1 2019 1.)

(9) (Or™m. - 1B, 6p. 17 01 2019 1.)

(10) Horoopenara orcthika mo wi. 21, am. 1, T. 3 ce mpemoctaBs OT
MPUTEKATEIS Ha Pa3pelIeHUeTo Ha yIoTpeOa/HEroBUs YITbITHOMOIIEH MPEACTaBUTEN 0T
dbopmara Ha cpeacTsa, ¢ kouto H30K 3amnamia 3a chOTBETHUTE MEIUIIMHCKU YCITYTH HA
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ONpezieNIieHUTe OT Hes M3MBJIHUTENIM HAa MeIuIUHCKa nomoly (pedepeHTHH JiedeOHU
3aBEJICHUA).

(11) (Hosa - IB, 6p. 17 oT 2019 1.) loroBopenara oTcThika 1o wi. 21, ai. 1,
T. 4 ce mpeJoCTaBs aBaHCOBO ChOOPA3HO YCIOBUATA U CPOKOBETE, MOCOYEHH B WI. 2371, OT
MpUTEXKATed Ha pa3pelieHrueTo 3a yrnoTpeOa/HeroBrs YIbJIHOMOLIEH MpPeICTaBUTENl Ha
H30K na 6a3a Ha npOrHO3HHTE KOJIMYECTBA B MpEIOKeHHeTo mo wi. 23, am. 3 3a
ChOTBETHHUSI JIEKApPCTBEH IMPOIYKT, KaTo JOTOBOPHT 3a OTCTHIKATa 3aABKUTEIHO
ChIbpKa:

1. mokymeHTauMsTa, JOKYMEHTOOOOpOTa M CpPOKOBETE 3a OTYUTaHE U
3aIuIallaHe Ha OTCTBIIKATA,;

2. ycioBusATa M pela 3a MpelocTaBsHE Ha OE€3yCIIOBHM U HEOTMEHSEMU
0aHKOBM TapaHIMM, KOMTO 00e3leuaBaT BbB3CTAHOBABAHETO OT MPUTEXKATEIS Ha
paspenieHueTo 3a yrnoTpeba/HeroBus yobJIHOMOIIEH mnpenacraButen Ha H3O0K Ha
CpelcTBaTa, 3alllIaTeHH Ha JuuaTa 1o 4i. 7, aj. 1 HajJ aBaHCOBO IUIATEHUTE CYyMH 3a
oTcThIIKaTa mo wi. 21, an. 1, 1. 4;

3. pena 3a mpoMsiHa Ha pa3Mepa Ha OTCTBITKaTa IPH IPOMsIHA Ha pedepeHTHaTa
CTOWHOCT Ha JekapcTBeHus npoaykT B [JIC.

(12) (Ilpenumna ain. 11, u3m. - 1B, 6p. 17 o1 2019 1.) JloroBopeHUTE OTCTHIIKU
WM KOMOMHAIMA OT OTCTBIIKM HE MOraT Ja BOJAAT J0 YBElIHYaBaHE HA CTOWHOCTTA,
3armamana ot H30K 3a nedmnupana qaeBHa 103a wim 3a TepaneBTrdeH Kypce mo INN cbe
CHOTBETHUS JIEKAPCTBEH MPOJYKT M HA CpEeAHATa roJWIIHA CTOWHOCT Ha JICUCHHE Ha
HALUEHT C TO3M JIEKAPCTBEH MPOAYKT, CIIPSAMO MPEAXOAHATA TOAUHA.

Uin. 23. (Hos - IB, 6p. 49 ot 2012 r., u3m. - [IB, 6p. 62 ot 2015 ., B cuna ot
14.08.2015 r.) (1) Haunonannara 31paBHOOCUTYPHUTENIHA Kaca €KeroJHo 10 1 oKTOMBpHU
nyOonuKyBa Ha oduIlMaTHaTa CH HMHTEPHET CTpaHUIlA MOKaHa J0 MPUTEKATSIUTE Ha
paspemieHusi 3a ymoTrpeba Ha JIeKapCTBEHUTE NpoAykTH mo wi. 20, am. 1/TexHu
YI'BJIHOMOIIICHH MPEACTAaBUTEIH 32 MPECTABIHE Ha MPEJI0KEHUS 32 OTCTHIIKY 110 WiI. 21,
am. 1, 1. 1,3 u 4.

(2) Ilokanara o an. 1 ceabpxka:

1. anpecarturte Ha MOKaHATa;

2. BUJIOBETE JIEKAPCTBEHU MPOJIYKTH, 0OEKT Ha JOTOBAPSHETO;

3. KpaeH CpOK 3a MoJlaBaHe Ha MPEATIOKEHUATA;

4. MSCTO W HA4YWH 3a TOJAaBaHE Ha MPEUIOKEHUATA M JIUIE 32 KOHTAKT -
ciyxuren Ha H30K.

(3) B eqnomecedeH Cpok OoT myOIMKyBaHe Ha TTOKaHATA 10 ajl. | mpUTexXaTensT
Ha paspelieHueTo 3a ynoTrpeba Ha JEeKapCTBEH NPOAYKT/HETOB YIIBIHOMOIIEH
npeacrasuten npeactass B H30K npennoxkenne 3a oTcThIIKa/u.

(4) (U3m. - 1B, 6p. 49 ot 2022 1., B cuna ot 01.07.2022 r.) B ciiydaute mo ui.
4a, an. 1, 3 u 5 ipu onpeneneHo HUBO Ha 3amiamane 100 Ha CTO, KAKTO U B CIIy4auTe MO
yn. 4a, an. 6 TmpuTekKATeTUTe Ha paspelieHds 3a yrnorpeba Ha JIeKapCTBEHU
MIPOJIYKTH/TEXHUTE YITBITHOMOIIEHN TPEICTABUTENIN TTOIaBaT MPEAJIOKEHUS 32 OTCTHITKH
HE TI0-KbCHO OT 20 pabOTHU AHM MPEAU U3TUYAHE HA ChOTBETHATA KalleHAapHa TOAMHA 3a
o6o6mraBane Ha nHpopmarusata or H3OK.

(5) (M3m. - JIB, 6p. 89 ot 2017 r., B cuma or 01.01.2018 r.) Kum
MPEVIOKEHUATA TI0 ajl. 3, KaKTO U KbM MPEIOKECHHATA 32 JIOTOBapsiHE HA OTCTHIKU B
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cilydauTe 1o wi. 21, ann. 2, npuTexaTeanTe Ha pa3pelieHns 3a yrnoTpeda Ha JeKapCTBEHUTE
IPOAYKTH/TEXHH YITBIHOMOIICHU MPEACTaBUTENH MIPHIIATaT CICAHUTE TOKYMEHTH:

1. nH(popMaLMg OTHOCHO €AMHHUS UIEHTU(PUKALMOHEH KO/ Ha JPYKECTBOTO
WJIM KOOIIepalusITa OT TBPrOBCKHUS PETUCTHP, a 3a APY’KECTBATa, PETUCTPUPAHU B IbPKaBa
- yjeHka Ha EBponeiickus cbro3, MiaM B AbpkaBa - cTpaHa no Cropa3yMeHHETO 3a
EBpOnEencKOoT0O HMKOHOMMYECKO IHPOCTPAHCTBO - KOIKME OT JOKYMEHT 3a akKTyallHa
perucrpanys o0 HALMOHAIHOTO 3aKOHOJATENICTBO, U3/1aZIeH OT KOMIIETEHTEH OpraH Ha
CbOTBETHATa JbpP’KaBa, HE IO-KbCHO OT 6 Mecena Npeau IO0JaBaHE HA 3asBJICHUETO;
uH(pOpMaLUATa ce IPEeI0CTaBs 3a IPUTEXkKATeN sl Ha pa3pellieHUEeTo 3a yrnoTpe0a, a B cirydai
4e MPEAJI0KEHUETO Ce MojaBa OT YII'BJIHOMOIIEH IPEACTABUTEN - U 34 YIIbJIHOMOIIECHUS
HPEJCTaBUTEIT;

2. TBJIHOMOIIHO 3a y4yacTHE€ B JOrOBapsHETO, B T.4. U 3a I0JIaBaHE Ha
IPEUIOKEHHE 3a OTCTBIIKA/M - B CiIydail 4e IPeI0OKEHUETO Ce M0J1aBa OT YII'bJIHOMOILEH
IIPEJICTAaBUTEI HA IIPUTEXKATENS Ha pa3pellieHueTo 3a ynorpeda; Koraro MbJIHOMOIIHOTO €
U3/J1aJIEHO Ha YYXKJ €3HK, KbM HEro ce Mpuijiara npeBoj Ha ObJIrapcku e3uK, U3BbPIICH OT
peBoJay, KOMTO MMa CKIIIOYEH TO0roBop ¢ MHUHHCTEpCTBOTO Ha BBHIIHUTE paboOTH 3a
U3BBpPIIBAHE HA OQUIMATIHM NPEBOJM; B I'BJIHOMOILIHOTO cje/iBa Jja ObJaT MOCOYEHU
KOHKpPETHHUTE JIEKapCTBEHU HpOAYKTH mo wi. 20, an. 1 ¢ TeXHUTe MEXIyHApOJIHU
HEMaTeHTHU HAaMMEHOBAHUS U ThPrOBCKM HAaUMEHOBAHMS, 32 KOUTO IPEICTABUTENAT €
YI'bJIHOMOIIIEH;

3. Apyr" OTHOCUMHU JOKYMEHTH.

(6) IlpennoxxkeHusita ce TMojaBaT B JeIOBOJACTBOTO Ha lLleHTpamHoTo
ynpasienue Ha H30K B 3amewaran HempospaueH IUIMK C HEHapylleHa LSJIOCT, BbPXY
KOMTO c€ II0COYBAT MOJATENST U aApec 32 KOPECIIOHACHLIUS.

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 H30K, onpenenena cbe 3amosen Ha
ynpasutens Ha H30K. B 3amoBenra ce ompenens npeacenaTenl Ha KOMHCHSITA, HEroOB
3aMECTHHK M PE3EpPBHH WICHOBE.

(2) B cpcTaBa Ha KOMHUCHSATA 33ABDKUTEIHO CE BKIIOYBAT MPABOCIIOCOOEH
IOPHCT, JIEKap/MarucTbp-hapMaeBT 1 UKOHOMHUCT.

(3) UnenoBeTe Ha KOMHCHSITA ca JUTHXKHH J1a Ta3sT B TailHa 0OCTOSTENCTBATA,
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 ain.
1 wu3BBpIIBA TpOBEpKAa HA TMOCTBHIWINTE MPEITOKEHHS 32 CHOTBETCTBUETO WM C
M3MCKBaHUATA Ha Hapea0aTa, KaTo UMa Ipaso J1a IOUCKa OT YYaCTHHK B CPOK 110 3 pabOTHU
JTHU J]a OTCTPaHH YCTaHOBEHUTE HEPEJOBHOCTH W/MIU Ja MPENOCTaBH AOMBIHUTEIHA
uH(popMaIus.

(5) B cnyuaii 4ye y4yacTHHUK HE OTCTpaHU HEPEIOBHOCTUTE W/WIH HE
NPeJ0CTaBH M3UCKaHATa JOMIBJIHUTETHA HHPOPMAIUS B OTPEICTICHUS CPOK, CE CUNTA, Ue
32 ChOTBETHUTE JICKAPCTBEHU MPOAYKTH HE Ca JOTOBOPEHHU OTCTHIIKH.

(6) IpencemaTensaT WM HETOBUAT 3aMECTHHUK M JBamMa OT YICHOBETE Ha
KOMUCHSITA C€ MOJMKUCBAT BPXY BCSIKA CTPAHUIIA OT MPEUIOKESHUETO Ha KaHAHU 1aTa.
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(7) Komucusita no an. 1 u3rotss rpaduk 3a JaTaTa v yaca 3a MPOBEXKIaHE HA
IPEroBOPH C JIOMyCHATHTE ydyacTHULM. [ paduKkbT ce 00sBsBA HA OQHUIIMATHATA HHTEPHET
crpanuna Ha H30K He mo-kbcHO OT 5 paboTHU AHM NP 3all0YBaHE HA TPETOBOPUTE, 3a
KOETO YYACTHUIIUTE CE CUMTAT 33 YBEIOMEHHU.

(8) IIpu HEOOXOIMMOCT WIIM MO MpEleHKa Ha KOMUCHSITA YYACTHUK MOXKE Ja
ObJle TTIOKaHEH BTOPHU ITBT 3a MPOBEXKIAHE HA MPETOBOPH IO JOMBIHUTEIHO ONPEICIICH
rpaduk.

(9) (U3m. - IB, 6p. 89 012017 1., B cumma ot 07.11.2017 r.) Komucusita cbcras
MIPOTOKOJIM 3a CBOsITa paboTa M C pelieHue oOsABsIBa Pe3yNTaTUTE OT MPOBEACHOTO
JIOTOBapsIHE, KaTO IMOCOYBA!

1. 3a orcrbnku mo wi. 21, an. 1, 1. 1 - pena 3a onpenensiHe Ha pa3mepa Ha
JIOTOBOPEHATA OTCTHITKA U Pa3MpeeICHUETO Ha 00U pa3Mep Ha KOMIICHCAILIUATA BBPXY
BCEKH JIEKAPCTBEH MPOJYKT, KAKTO U MPOTHO3HHUTE KOJIWYECTBA 3a BCEKH JIEKapCTBEH
MPOJYKT;

2.3a oTcThIKYU 1o wi. 21, ai. 1, T. 3 - BUIa, CTOMHOCTTA M U3ITBJIHUTEINTE Ha
3aIUTallaHATe MEAUIIMHCKH YCITYTH;

3. (noBa - JIB, O6p. 17 or 2019 r.) 32 orcThIiku 1o ui. 21, ain. 1, T. 4 - pasmepa
Ha JIOTOBOPEHUTE OTCTHIIKK U MPOTHO3HUTE KOJUIECTBA 32 BCEKH JICKAPCTBEH IMPOJIYKT.

(10) (M3m. - AB, 6p. 19 ot 2020 r.) B 20-1HeBeH CpoK OT yTBbpXKAaBaHE Ha
pemrenueTo 1o ai. 9 ot ynpasurens Ha H30K xomucusaTa H3roTBsl IPOSKTH HA IOTOBOPH,
KOUTO TIPEACTaBd Ha TMPUTSKATEIUTEe Ha pa3peuieHus 3a ynoTpeOda/TeXHUTe
YITBITHOMOIIICHH MTPEICTABUTEIH 32 ITOJIITHC.

(11) (U3m. - JAB, 6p. 19 or 2020 r.) IIpoekrutre Ha goroBopu mo aia. 10
3aIBJDKATEITHO ChIIbPIKAT:

1. ToroBopeHUTE OTCTHIIKH 110 ai. 9;

2. yCIOBHATA W PEIBT, MO KOUTO C€ MPEAOCTaBs WHGOPMAIUAS MEXIY
CTpaHUTE;

3. (moBa - /IB, Op. 89 o1 2017 1., B crta ot 07.11.2017 1., ot™. - [IB, 6p. 19 ot
2020T.)

4. (moBa - IB, 6p. 89 ot 2017 1., B cuma ot 07.11.2017 r., mom. - JIB, 6p. 19 ot
2020 r.) mporHO3HUTE KOJIMYECTBA 32 BCEKH JIEKAPCTBEH MPOJIYKT, 32 KOWTO Ca IOTOBOPEHU
OTCTBIIKY;

5. (aoma - JIB, 6p. 17 ot 2019 r., usm. u gom. - 1B, 6p. 19 ot 2020 r.)
3amialiaHe Bb3 OCHOBA Ha pe3yiTara OT TepamusaTa, KOraTo TakoBa € JOTOBOPEHO 3a
JIEKapCTBEHU MPOAYKTH, 32 KOUTO € OMpPEIeIeHO MpocieasBane Ha eeKTa OT TepanusTa
chbriacHo wi. 259, an. 1, 1. 10 3JIIIXM, kakTo ¥ Bb3CTaHOBSIBAHE OT MPHUTEKATEINUTE HA
paspelieHusi 3a ynorpeba WM TeXHU ymbiaHoMomleHu mnpeacraButenn Ha H3OK Ha
3aIIaTeHUTE CPEJICTBA MIPH JIUTICA HA PEe3yJITar,

6. (HoBa - /IB, Op. 19 ot 2020 1., u3m. - IB, 6p. 49 ot 2022 r., B cuna ot
01.07.2022 r.) 3aabKeHUs HA CTpaHUTE MPH MPUJIaraHeTO Ha MEeXaHW3Ma, rapaHTHparl
MPEeIBUIUMOCT U yCcToWuuBOCT Ha Oromkera Ha H30K mo un. 45, an. 31 330, copsimo
BCHYKH JIGKAPCTBEHU TMPOJYKTH HA TIPUTEXKATENs Ha pa3pelmieHHueTo 3a ymnorpeda,
3aralaly HanbaHo wik yactuaHo oT H30K;

7. (mpenumua 1. 3 - /1B, 6p. 89 01 2017 1., B cumma ot 07.11.2017 r., mpeauiaa
T.5 - IB, 6p. 17 o1 2019 1., npenumna 1. 6 - 1B, 6p. 19 o1 2020 r.) APYTH YCIOBHSL.

(12) (U3wm. - AB, Op. 89 ot 2017 ., B cuna ot 07.11.2017 ., u3m. - /IB, 6p. 19
o1 2020 1., u3M. - 1B, 6p. 49 o1 2022 1., B cmima ot 01.07.2022 r.) JloroBopHTE 32 OTCTHIIKH
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mowr. 21, an. 1, . 1 w/vim 3, u/unu 4 ce ckimrouBar 10 1 anpui Ha ciieBaiiaTa KaJieH1apHa
roJIMHA U BJIM3AT B CWJIA OT | siHyapH Ha Moco4eHara rojuHa.

(13) (Homa - JIB, 6p. 19 ot 2020 1., u3Mm. - JIB, Op. 49 ot 2022 r., B cujia ot
01.07.2022 r.) JlekapcTBeHU MPOAYKTH, OJJIEKAIIN HA 3aABHKUTEIIHO LIEHTPATU3UPAHO
JIOTOBapsiHE HA OTCTBHIKHU Mo wi. 21, an. 1, T. 1, 32 KOUTO HE ca CKIIOYEHH JIOTOBOPHU B
cpoka 1o an. 12, e ce 3amnamar or H3OK ot 1 anpui Ha nocodyenara rojivna. 3a nepuoja
ot | suyapu 0 1 anmpuit Ha TocoYeHaTa roJinHa JIEKapCTBEHUTE MPOAYKTHU Ce 3aIjialar oOT
H3O0K u 3a T4x mpuTe)aTeNnuTe HA Pa3pelIeHUITa 3a yIoTpeOa/TEXHUTE YIThITHOMOIICHU
npeacraBuTenu abixaT Ha H30OK oTcThIIkM B MUHMMAJIHUS pa3Mep, TOCOYEH B WiL. 21, ail.
I, T 1.

(14) (Hosa - JIB, 6p. 19 ot 2020 1.) JloroBopuTe 32 OTCTHIKHU 110 4. 21, ai. 2
BJIM3aT B CWJIA MPU YCIIOBHE, Y€ JIEKAPCTBEHUTE MPOAYKTU, MPUHALICKAIA KbM HOBO
MEXIYHApOJAHO HEMATEHTHO HauMEHOBaHKe, 0baaT BKiItoueHH B [1JIC mo . 262, an. 6,
T. 1, choTBeTHO MO 4. 262, anm. 6, T. 2 ot 3JIIIXM m or jmarata Ha 3aIUIaljaHETO Ha
nekapctBenute npoayktu oT H30OK mpe3 crienpamiara kaneHaapHa rojinHa.

(15) (Hoea - /1B, 6p. 19 or 2020 r.) 3a nekapCTBEHUTE MPOAYKTH,
MPUHAJICKAIIN KbM HOBO MEXIYyHApPOJIHO HEMAaTEeHTHO HaWMEHOBaHHUE, BKIIOUYEHU B
[To3uTUBHUS TEKAPCTBEH CIUCHK MO Wi. 262, ain. 6, T. 1 umu 2 ot 3JIIIXM:

1. 1o 30 centeMBpu Ha TeKyllaTra TOAMHA, 32 KOUTO 3a M'BPBHU IBT ILIE CE
3amama ot 6romkera Ha H30K, nogaBaneTo Ha MpeAyioKeHHs, TAXHOTO pasriekIaHe v
JIOTOBAPSIHETO HA OTCTHIKY 1Mo wi. 21, an. 1, T. 1, 3 u/unu 4 ce U3BBPILBA MIPU YCIOBUATA
U 10 pena Ha ui. 23 u 23a;

2. cnen 30 cenTeMBpH Ha TeKylaTa rOJMHA, 32 KOUTO 32 MbPBU IBT IIE CE
3amama ot 6romkera Ha H30K, nogaBaneTo Ha MpeayioKeHHs, TAXHOTO pasriekIaHe v
JIOTOBAPSIHETO Ha OTCTHIKK 1o wi. 21, an. 1, T. 1, 3 u/mim 4 ce u3BbpIIBa OT HAYATIOTO Ha
cieqBaliaTa KajJeHaapHa ToAuHa.

(16) (1U3wm. - IB, 6p. 89 ot 2017 1., B cuna ot 07.11.2017 r., npeaumHa an. 13
- JIB, 6p. 19 ot 2020 r.) 3a nekapcTBeHUTE MPOAYKTH 110 wi. 20, an. 1, T. 3 B qoroBopute
ce ChAbpXKaT U:

1. (u3m. - IIB, 6p. 17 ot 2019 r.) mporrHo3eH Opoil marMeHTH, CbOTBETHU
MIPOTHO3HU KOJIMYECTBA JIEKAPCTBEH MPOAYKT U ChOTBETHU NMPOTHO3HH F'OAMIIHU Pa3XOaH
3a JIKQpCTBEHUS TTPOJIYKT 32 TPUTOIUIIIEH TIEpro] oT BKItouBaneto My B [1JIC - 3a Beska
OT TOATHUTE;

2. KpUTEpUHU 3a MPENMCBAHE HA JIEKAPCTBEHUSI POAYKT;

3. ApyrHu ycioBusl.

(17) (U3wm. - AB, Op. 89 ot 2017 1., B cuna ot 07.11.2017 r., npeauiuna ain. 14
- 1B, 6p. 19 o1 2020 r.) Ex3eMIIsip OT CKIFOUEHUTE JOIOBOPH 3a OTCTBIIKH 110 4. 21, ai.
2 ce npenocraBd or H30K na Hanumonannusi cbBeT mo LEHHM M peMMOypcuUpaHe Ha
JIEKapCTBEHUTE NPOAYKTH ChIiacHo wi. 262, an. 10 3JIIIXM.

(18) (Ilpenuurna an. 15, gom. - 1B, 6p. 19 o1 2020 1.) loroBOpeHUTE OTCTHIIKI
ca 3aJIbJDKUTENIHU 3a CpOKa Ha JCMCTBUE HA JOTOBOPUTE M HE MOTraT Ja C€ U3MEHST IO
Ha4uH, KOMTO BOJM /10 yBenu4daBaHe Ha pazxoaute Ha H3OK. B ciydaii ue 3a nekapcTBeH
MPOJIYKT, 32 KOWTO € JOTOBOpPEHA OTCThIIKA 1Mo Wwi. 21, ant. 1, T. 1, oTmasHe yclIOoBHETO IPpH
M3YUCIIsIBAaHE Ha CTOWHOCTTa, 3amnamada oT H3OK, nma He ydacTtBar JieKapCTBEHH
OPOAYKTH Ha JPYTH TpPUTEXKATENH Ha paspelieHue 3a ynorpeda, MPUTEKATEISIT Ha
pa3peleHueTo 3a ynorpeOa/HEeroB YIbIHOMOIIEH MHPEICTaBUTEN YBEAOMSBA MHUCMEHO
H3OK B nByceamuueH cpok oT oTpa3siBaHeTo Ha npomsiHarta B I1JIC no un. 262, ain. 6, T.
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I nmum 1. 2 3JIIIXM, ye xenae Aa ce NpeKpaTu AOTOBOPHT MO OTHOLIEHUE HA OTCTHIIKATA
3a TO3W MPOIYKT WM 1€ npoiabbku ja mpeaoctaBs Ha H3OK orcrbhnkara kato
JTOOPOBOJIHA B CHIIMS UM IPYT pa3Mep.

(19) (Ilpepumna an. 16 - /1B, 6p. 19 ot 2020 r.) B cpoka Ha neiicTBue Ha
JIOTOBOPUTE MOT'AT Jia C€ CKJII0YBAT JOMBbJIHUTENIHU CIIOPa3yMEHHUs 3a O-BUCOKH pa3Mepu
Ha OTCTBHIIKUTE, KOUTO BJIM3AaT B CHJIA OT JIaTaTa Ha CKJIIFOYBAHETO UM.

(20) (Hosa - JIB, 6p. 17 ot 2019 r., npeaummna an. 17 - JIB, 6p. 19 ot 2020 1.)
[Ipu HOBa OlIEHKA HA 3/IpAaBHUTE TEXHOJIOTUHU 32 JIEKAPCTBEH MPOAYKT, U3BbPIICHA I10 pefa
Ha 4. 262a, an. 3 3JIIIXM, e Hanulle OCHOBaHUE 3a MPEIOroBapsiHe Ha OTCThIIKATa 3a
JIEKApCTBEHUSI MPOAYKT, KAKTO U 3a MPEIOrOBapsHE HA OTCTBIIKH 3a JPYTU JIEKAPCTBEHHU
MPOJYKTU ChC CHUIUTE UM CXOJHU TeParleBTUYHU [TOKA3aHUs C OTJIe/l CPAaBHUTEIHATA UM
TepaneBTHYHAa €)EKTUBHOCT CHITIACHO YTBBPACHHS TOKJIAJ 32 OIICHKATA.

Ui 236. (Hos - JIB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) (1) (U3m. -
B, 6p. 49 o1 2022 ., B cuna ot 01.07.2022 r.) JloroBopeHUTE OTCTHIIKHU O] hopMaTa Ha
BBH3CTAHOBSIBAHE HA PA3X0/IU CE MPEJOCTABAT Clie] MPUKII0YBAHE Ha BCAKO TPUMECEUHe OT
NPUTEKATENSI HA pa3peleHreTo 3a ynorpeda Ha JIEKapCTBEHHS TMPOIYKT/HETOBUS
VITBTHOMOIIIEH MpeAcTaBUTeN upe3 aupekTHo miamane Ha H30K crnen momyuaBane Ha
CIpaBKa 3a KOJMYECTBATA OT JIEKAPCTBEHHS MPOJIYKT I10 €IEKTPOHEH OTYET CHIIIACHO YII.
8, an. 3, 3amnarenu or H3OK mpe3 cboTBeTHHMs nepuoia. B cmpaBkara ce mocoyBar
pazxomute Ha H3OK 3a BCeku JIEKapCTBEH MPOAYKT B 3aBHUCHMOCT OT OTUYCTCHHTE
KOJIMYECTBA 32 TPUMECEUHETO, KAKTO U CTOMHOCTTA Ha ABJKMMATa OTCTHIIKA.

(2) (dom. - 1B, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 r.) Harmonanmuara
3[paBHOOCUTYpUTEIHA Kaca TMpeACTaBs Ha TMPUTEKATeds] Ha pa3pelieHueTo 3a
yrnotpe0a/HeroBHsl yITbITHOMOIIICH IIPEICTAaBUTEN cripaBkara 1o ait. 1 B 30-1HEBEH CPOK OT
M3TUYaHe Ha OTYETHHUA Nepuo. B ciyuauTe, KOorato ca JOroBOpeHHU OTCTHIIKU B pa3IU4EH
pasMep 3a pa3INyH{ TePANICBTUYHH MOKA3aHUs HA JICKAPCTBEHUS MPOAYKT CHIIIACHO UII.
21, an. 3, cmpaBkata MOXe Ja ChAbpka HH(OpMaNMs 3a 3alIaTeHUTE KOJIMYECTBA OT
JICKapPCTBEHHS MTPOTYKT IMMOOT/ICITHO 32 BCSIKO OT TEPANIEBTHYHUTE ITOKA3AHHMS.

(3) (U3m. - [IB, 6p. 49 ot 2022 1., B cuna ot 01.07.2022 r.) [Ipurexarenst Ha
pa3penieHneTo 3a YHoTpeOa/HeTOBUAT YITBIHOMOIIECH MPEICTaBUTEN HWMa MpPaBoO J1a
MPEeJICTaBU MUCMEHO Bb3paKEHUE B 7-THEBEH CPOK OT MOJIy4aBaHETO Ha CIpaBKaTa, KaTo
H3OK pasrnexna He3a0aBHO Bb3paKEHUETO M M3Mpallla TUCMEH OTIOBOp IO HEro B 7-
JTHEBEH CpPOK OT Jarara Ha moiyyaBaHeTo My. JupektHoro mmiamane kbM H3O0K ce
ochIlecTBsiBa B cpok oT 20 (BazeceT) KaJleHAapHU JHH CJIeJ MoydaBaHe Ha ClipaBKaTa
no an. | mpu numca Ha BB3PAKEHHUS, PECIEKTHBHO CJE TOJy4yaBaHE Ha MHUCMEHUs
oTroBop. 3a wu3BbpiieHoTO Twiamane H3OK u mpurexartensT Ha paspenieHueTo 3a
yrnotpe0a Ha IeKapCTBEHUS MPOYKT/HETOBUAT YIIBIIHOMOIIEH MPeCTaBUTEN MOANICBAT
MIPOTOKOJI ChIITacHO Tpriioxkenne Ne 8a.

(4) (Homa - JIB, 6p. 89 ot 2017 ., B cuna ot 07.11.2017 r., ot™. - [IB, 6p. 17
ot 2019 T.)

(5) (Ilpequmina an. 4, nom. - B, 6p. 89 ot 2017 r., B cuma ot 07.11.2017 r.,
u3Mm. - JIB, 6p. 17 or 2019 1.) 3a o6e3neyaBane Ha IMUIANMAHUATA IO aJl. 3 IPUTEKATEIAT Ha
pa3pelieHnueTo 3a yrnoTpeda/HeroB yIbIHOMOIIEH MpPeACTaBUTEN ydpe/sBa B MOJ3a Ha
H3O0K 06e3ycioBHa 1 HEOTMEHsieMa rapaHIUs ChC CPOK HE MO-MaJKO OT 15 mecema u
pa3Mep He mo-manko oT 120 Ha CTO OT CTOMHOCTTa Ha JIOTOBOPEHATa OTCTHIIKA BBPXY
MIPOTHO3HMSI TOJUIICH Pa3Xxoj 3a JICKAPCTBCHHWTE MPOIAYKTH OT CHOTBETHATA TPYIIA.
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[TporHO3HMAT Js1 ce Ompeness €XKEroJHO 3a BCEKHU MpUTEXkaTell Ha paspellieHue 3a
yInoTpeba/HeroB yIbJIHOMOIIEH MpEeACTaBUTEN. 3a Ta3| 4acT OT MPOrHo3aTa MOrar Jia ce
M3MCKBAT W M3MOJ3BAT MPOTHO3U Ha MPUTEKATEIUTE HA Pa3peLICHHs 3a ynoTpeOda/TeXHu
YI'BJIHOMOILIEHHU [TPEICTABUTENH.

(6) (Ilpegumrna an. 5 - JAB, 6p. 89 or 2017 r., B cuna ot 07.11.2017 r.) B
€IHOMECEYEeH CpOK OT npukiaouBane Ha pgorosapsaero H3OK mybOnukyBa Ha
oduIaTHaTa CM MHTEPHET CTpaHuLa 00111a HHpopMaIlHs 3a JOTOBOPEHUTE OTCTHIIKH, 03
Jla I0COYBa pa3Mepa UM.

(7) (IIpenumna an. 6 - JIB, 6p. 89 or 2017 r., B cuna ot 07.11.2017 r.) Becekn
TBHProBELl HA €IPO MOJKE J1a 0a/Ie YBEJOMJICHUE Upe3 MIPUTEXKATENS] HAa pa3pEIICHUETO 3a
ynorpeba mo H3OK, dye »xemae pa pasnpocTpaHsBa JIEKAPCTBEHH IMPOIYKTH C
JIOTOBOPEHUTE OTCTHIIKH.

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

Ui 23B. (Hos - JIB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 1., u3m. - JIB, Op.
89 012017 r., B cuma ot 07.11.2017 r.) (1) OTcThIIKK MOTAT J1a CE JOTOBAPSIT IMpe3 Is1aTa
KaJIeHJIapHa TOAMHA 110 pe/ia, YCTAHOBEH B TO3MU pa3fiel, 3a JICKapCTBEHHU MPOTYKTH:

1. (mom. - IB, 6p. 19 ot 2020 r.) mo uin. 20, an. 1, T. 3 - 3a Te3u MPOAYKTH
OTCTBIKUTE MO 4Wi. 21, aji. 2 ce J0roBapsAT B €JHOMECEYEH CpPOK OT II0JlaBaHE Ha
MPEUIOKEHHS 32 TSIX;

2. (mom. - /IB, 6p. 19 ot 2020 r.) 3aruianiaau HarbJIHO WK YacTHaHO 0T H30K
¥ KOUTO HE MOJAJEXKAT HA 3aABJDKUTEITHO [IEHTPAIM3UPAHO JOTOBApSHE HA OTCTHIIKH - 3a
TE3H MPOIYKTH CE IOTOBAPST JOOPOBOIHH OTCTHITKH 0 (hopMaTa Ha Bb3CTAaHOBSIBAHE HA
pa3xo/u B OIpe/ieieH OT cTpaHuTe pazMep oT pasxoaute Ha H3OK 3a te3u nponykTi;

3. (mom. - IB, 6p. 19 ot 2020 r.) 3amnamnanu HarrbaHO Wi yactTuaHo oT H30K,
KOUTO B pe3yirar Ha u3MeHeHus U jombiaHeHuss B IIJIC ca cranamm o0ekT Ha
3aIBJDKUTETHO IIEHTPAJTU3UPAHO JOTOBapsSiHE Ha OTCTBIKH - 3a TE3U TMPOJIYKTH
M0/IaBaHETO Ha MPEUIOKEHUS U JOTOBAPSHETO HA OTCTHIKH Mo wi. 21, an. 1, 1. 1, 3 w/unu
4 ce U3BBPIIBA B €THOMECEUYECH CPOK OT JlaTaTa, Ha KOSITO MPOJYKTUTE Ca CTAaHAIH OOCKT
Ha 33JIbJDKUTENHO [IEHTPATM3UPAHO JOTOBAPSHE HA OTCTHIIKH.

(2) (U3m. - B, 6p. 19 ot 2020 r.) JoroBopure 3a OTCTHIKHU 1O ai. 1, T. 1
BIIM3aT B CUJia ChIIacHO 4i. 23a, ai. 14, mo an. 1, T. 2 - OT JaTraTa Ha CKIIOYBAHETO UM, a
mo an. 1, T. 3 - oT garaTta, OT KOSITO ca OOEKT Ha 3aIBJDKUTEITHO IIEHTPAIU3UPAHO
JIOTOBApsIHE HA OTCTHIIKU.

Un. 23r. (HoB - JIB, Op. 44 ot 2016 r., B cuna ot 10.06.2016 r.) (1) 3a
JeKapCTBEHUTE TPOJYKTH C HOBO MEXIYHApOJHO HEMaTeHTHO HauMEHOBaHUE,
MOJJIeXKAII Ha JIOTOBapsiHE HAa OTCTBIIKH, WM KOMOWHanuara (Mpu KOMOWHUPAHHU
nekapctBeHn mnpoayktu), H3OK mnpoBepsiBa gamu MEXIyHApOAHOTO HEMATEHTHO
HaNMEHOBAaHME, KbM KOETO MPHHAIJIC)KH JICKAPCTBEHHUAT MPOAYKT WM KOMOWHAIHWATA
(mpu KOMOMHHMpAHU JIEKaPCTBEHHU MPOIYKTH), MOXKE J1a C€ MOJI3Ba OT MAllUEHTHUTE B IOHE
NeT IbpXKaBH - WICHKH Ha EBpomelckus chbi03, 4pe3 CHOTBETHHTE WM CHCTEMH 3a
3arJamate ¢ MyOJuYHU CPEeCTBA.

(2) He ce ckimtouBaT JOTOBOPH 32 OTCTHIIKU 32 JIEKAPCTBEH MPOIYKT IO Wi 21,
aJl. 2, aKo MEXYHApOJAHOTO HEMATEeHTHO HAMMEHOBAHUE, KbM KOETO TOM NMPUHAIEKH HITH
KOMOMHanusTa (Mpy KOMOMHUPAHU JIEKAPCTBEHU MPOIYKTH) HE MOXE Ja Ce MOJ3Ba OT
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MAIMEHTHUTE B MTOHE MET AbPKaBH - WICHKH Ha EBporneickust cbio3, Upe3 CbOTBETHUTE UM
CHCTEMH 3a 3aIialate ¢ MyOJuYHU CPEeICTBA.

(3) 3a ymocroBepsiBaHe Ha OOCTOSITENICTBAaTa MO al. | mpuTeXarensT Ha
pa3pelIeHneTo 3a YNoTpeda/HeroBUAT YII'BITHOMOIIEH npecTaBuTen npeactasst Ha H30K
CIUCHK Ha JIbpXKaBUTE - YieHKM Ha EBpomelckusi cbi03, B KOUTO MEXIYHAPOIHOTO
HEMAaTeHTHO HAWMEHOBAaHME, KbM KOETO NIPUHAMICKHU JIEKAPCTBEHUST MPOAYKT WIH
KOMOHMHaNusATa (Mpu KOMOWHUPAHU JIEKAPCTBEHU MPOAYKTH), MOKE Ja CE IOJ3Ba OT
NAIMEeHTUTE Ype3 CHOTBETHUTE MM CHUCTEMH 3a 3aIljlallaHe ¢ MyOJIMYHU CpEICTBA, U
M0COYBa U3TOYHUIINTE, HA KOUTO ce 0a3upa npeaocTaBeHaTa nH(opmanus.

Un. 23n. (Hos - /IB, 6p. 17 ot 2019 1.) (1) JoroBopeHara orcThIka mo wi. 21,
an. 1, T. 4 ce npegocraBsa aBaHcoBO 10 10-0 4KciI0 HA TBPBUSA MecCel] OT TPUMECEUHETO OT
MPUTEKATEIS Ha Pa3peIICHUETO 3a yIMoTpeOa/HeroBUsl YITBITHOMOIICH MPEJCTaBUTEN Ha
H30K na 6a3a Ha NpPOTHO3HUTE KOJIUYECTBA, IMOCOUYEHU B CKIIIOUEHHUS JIOTOBOP 3a
OTCTBIIKHM 332 ChOTBETHATA TOJIMHA 32 ChOTBETHUS JIEKAPCTBEH MPOIYKT.

(2) U3paBHsBaHETO Ha CpeICTBATA 3a IOTOBOPEHATA OTCTHIIKA, HAJABUIIIABAIIU
AaBaHCOBOTO TUTAIIaHEe MO aji. 1, ce u3BbpIIBa Ha 0a3a MOAMHMCAHUS MPOTOKOI CHIIACHO
npunoxkenue Ne 80, mpuapykeH cbe clipaBkarta mo 4i. 236, an. 1, oT mpurexarens Ha
pa3penieHneTo 3a yrnorpeda/HeroBus YI'bJIHOMOIIEH MPEACTABUTE C IUIAIIAHE B CPOKA 110
yi1. 236, an. 3. B ciydaii ye Bb3HUKHE pa3iuKa 3a Bb3cTaHoBsBaHe oT H30K, ts moxe na
ce MpHUXBaHe OT JBJDKMMATa OTCTHIIKA 32 CIEABAII0 TPUMECEUHE.

(3) 3a oOe3neuaBaHe Ha IUIAllAHUATA 1O aj. 2 TPUTEKATENAT Ha
pa3penieHrneTo 3a yrmotpeda/HeroBUAT yITbTHOMOIIICH MTPEICTAaBUTEIT yUpeIsaBa B M0J13a Ha
H30K 0e3ycioBHa U HEOTMEHsieMa rapaHIUs CbC CPOK HE MO-Maiko OT 15 mecema u
pa3mep He nmo-manko ot 120 Ha CTO OT CTOMHOCTTa Ha IOTOBOpPEHAaTa OTCTHIIKA Ha 0a3a Ha
MIPOTHO3HOTO KOJMYECTBO 32 ChOTBETHHS JIEKAPCTBEH MPOJIYKT.

Paznea II.

YcaoBusi, KpUTEpHH U pel 3a 3aAbJKNUTETHO EHTPAJIM3HPAHO 1OTOBapsiHe
HA OTCTBIKHU OT CTOMHOCTTA HA JIEKAPCTBEHUTE NMPOAYKT 32 3APaBHHUTE
AeMHOCTH 10 4I. 82, ai. 2, T. 3 oT 3aKkoHa 3a 3apaBeTo, 32 kouTo H3OK

3amiiama (Hos - /IB, 6p. 48 ot 2014 r., 3ar. gomn. - /B, op. 62 ot 2015 ., B
cuia ot 14.08.2015 r.)

Uin. 24. (Hos - JIB, 6p. 48 ot 2014 1.) (1) (U3™m. u mom. - IB, 6p. 62 ot 2015
r., B cuna ot 14.08.2015 r.) Ha ocuoBanue un. 45, an. 13 330 H3O0K mposexaa
3aIBJDKUTETHO TIEHTPAIM3UPAHO JIOTOBApSHE C TPUTEKATEITUTE Ha pasperieHus 3a
yrnotpeba Ha JeKapCTBEHU MPOAYKTHU W/WIH C TEXHH YITBITHOMOIICHHU MPEICTaBUTENN Ha
OTCTBIIKM OT LI€HAaTa Ha JIEKAPCTBEHUTE MPOIYKTH 3a 3IPaBHUTE JACMHOCTH M0 4. 82, ail.
2, 1. 3 33 u 3amamnia CTOMHOCTTa, MOJy4eHa B pe3yiTaT Ha HaMaJleHaTa C JOTOBOPEHUTE
OTCTBIIKH I[€Ha Ha JICKAPCTBEHUTE TPOTYKTH.

(2) (U3m. - [IB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r.) Hanmonanuara
3IPAaBHOOCUTYPHTEIIHA Kaca MPOBEXKJa JOTOBapsSHETO MO aji. | mpeaw 3amoyBaHe Ha
ChOTBETHATA HAIIMOHAJIHA, PETrHOHATHAa WU OOIIMHCKA IMporpaMa, KakTo M 3a BCsAKA
cje/Balla KaJeH1apHa ToJlMHa OT Mepruoja Ha IEHCTBUETO H.
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(3) (Hom. - IB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r.) B ciiygawnte, korato
ce JIOroBapsIT OTCTHIIKH 3a KaJeHAapHa roJIMHa, JOTOBapsHETO C€ U3BBPIIBA B CPOK 110 31
sSHyapy Ha CbIlarta rofuHa. J[oroBOpeHUTE OTCTBIKM Ca 3aJb/DKHTEIIHA 3a CpOKa Ha
JIEUCTBUE HA JOTOBOPUTE M HE MOraT Ja C€ HM3MEHST [0 HayuH, KOMTO BOAM 10
yBenuvaBaHe Ha pasxomute Ha H3OK. Ilpe3 kanenmapHara roamHa Morar jga ObaaT
JIOTOBAPSIHU JOMBJIHUTETHO MO-BUCOKH pa3MEepU Ha OTCTHIIKUTE.

Uin. 25. (Hos - JIB, 6p. 48 ot 2014 r.) (1) 3a npoBexaaHe Ha JOTOBapPSHETO
H30OK ormpaBs mnokana mo oOpasen, yrBbpAeH ot ynpaButens Ha H3O0K, mo
NPUTEKATEIIUTE Ha pa3pelieHus 3a yrnotpedba Ha CHOTBETHHTE JICKApPCTBEHU
MPOJAYKTH/TEXHUTE YII'BIIHOMOLICHH MPEJACTaBUTEH.

(2) Ilokanara chabpKa:

1. agpecaTuTe Ha JOrOBAPSHETO;

2. HAMMEHOBAHUE Ha JICKAPCTBEHUS MIPOJIYKT, OOEKT Ha JIOTOBAPSHETO;

3. CpPOK U MSCTO 3a MOJaBaHe Ha MPEIOKCHUITA,

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

(3) Ilokanara ce mybnukyBa Ha HHTepHET cTpanHuniata Ha H30K.

(4) KpM nokanara ce mpuiara o0paseil Ha JJoroBOp, YTBBPJCH OT YIIPaBUTEs
Ha H30OK.

Ui 26. (Hos - JIB, 6p. 48 ot 2014 r.) (1) B cpoka, mocoueH B IoOKaHara,
KaHAMJATUTE TIPEACTABAT B JEI0BOACTBOTO Ha LlenTpamnoro ynpasienune Ha H30K B
3arevaTaH HENMpO3payueH UMK ¢ HEHAPYIICHA ISUTOCT CIICAHUTE JIOKYMEHTH:

1. mpeanoxxeHue, MOAMUCAHO OT MPUTEKATEIS Ha Pa3peIICHUETO 3a yoTpeda
Ha ChOTBETHHSI JICKAPCTBEH MPOAYKT MM OT HETOB YITBJIHOMOIIICH TPEJICTaBUTEI;

2. (m3m. - /IB, 6p. 89 or 2017 r., B cuna ot 01.01.2018 r.) undopmarnus
OTHOCHO €IWHHUS HUJCHTHU(PUKAIMOHEH KOJ Ha JPYXKECTBOTO WM KOOIMEpalusTa OT
TBPTOBCKUSI PETHCTBp, a 3a IPYKECTBaTa, PETHCTPUPAHM B Jbp)KaBa - WICHKA Ha
EBpomneiickus cbio3, uaM B AbpkaBa - cTpaHa nmo Crnopasymenunero 3a EBpormeiickoTo
MKOHOMHYECKO TPOCTPAHCTBO - KOIMHKE OT JOKYMEHT 3a aKTyaJlHa pEerucTpanus Ii0
HAI[MOHAJTHOTO 3aKOHOJATEJICTBO, M3aJieH OT KOMIIETEHTEH OpraH Ha ChOTBETHATa
Ibp)KaBa, He MO-KbCHO OT 6 Mecela Ipen MMoiaBaHe Ha 3asBICHHETO; HH(OopMaIusTa ce
MpeloCcTaBsl 3a MpUTEXKaTeldsl Ha pa3pelieHrueTo 3a ymoTrpeba, a B Ciaydail de
NPEUIOKEHUETO Ce T0J[aBa OT YITBJIHOMOIIEH IPEJICTABUTEN - M 32 YITBIHOMOIICHHUS
MPEJICTAaBUTEIL;

3. (u3m. - JIB, Op. 89 ot 2017 r., B cuima ot 01.01.2018 r.) meaHOMOIIIHO 32
y4acTue B JOTOBApSHETO, B T.4. U 32 TI0JIJaBaHE HA MPEJIOKEHHUE 32 OTCTHITIKA/U - B CITyJaid
4e MPeUIOKEHUETO ce T0JaBa OT YITBIHOMOIICH TPEACTABUTEN Ha TPUTESKATENs Ha
pas3pelIeHneTo 3a ynoTpeda; Koraro mbJIHOMOIIHOTO € U3A3aJeHO Ha Uy €3UK, KbM HEro
ce Tpuiiara IpeBoJ Ha OBJITAPCKU €3WK, W3BBPIIEH OT MPEeBOjJad, KONTO WMa CKIFOYEH
JOTOBOP ¢ MMHHMCTEPCTBOTO HA BBHITHUTE PA0OTH 3a W3BBPIIBAHE Ha O(DUIIMATHU
NPEBOJIM; B ITHIHOMOIIHOTO Cle[Ba Ja OBJAT TOCOYCHH KOHKPETHHUTE JIEKapCTBEHU
OPOAYKTH C TEXHUTE MEXKIYHApOJAHM HENMAaTeHTHH HAMMEHOBAHUS U THPrOBCKU
HaMMEHOBAHMS, 32 KOUTO MPEJCTABUTEIAT € YITHITHOMOIICH;

4. mpuTexaTell/u Ha pa3pelieHue 3a THProBUS Ha €Ipo C JEKapCTBEHHU
MPOJYKTH, KOHTO/KOUTO pa3nmpoCTPaHsBa/T ChOTBETHHS JIEKAPCTBEH MPOIYKT.
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(2) Bwppxy mumka cieaBa Ja € IIOCOYEH MOJATeNsAT W ajpec 3a
KOPECIOH/ICHIIHS.

(3) B nenoBoactoto Ha LlenTpannoro ynpasinenue Ha H30K He ce mpuemar
MpEeIJIOKEHUSI, KOUTO ca IMOJAJICHU CJIeJ] M3THUYAHETO Ha KpalHUs CpOK WIM ca
IpeJICTaBEeHU B He3aleyaTaH, Mpo3paydeH UMK Ui UMK ¢ HapyIlleHa ISUI0CT.

(4) Ilpurexartenure Ha paspelieHus 3a ynorpeba Ha JIEKapCTBEHU
MPOJYKTU/TEXHU YIIBIHOMOILEHU IPEACTABUTEIM MOTaT Ja MojaBaT MpPEeJIOKEHUS 3a
OTCTBIIKU U 0€3 11a € otnpaBena mokana ot H30K, kakTo u u3BbH cpoka 1o 4. 24, an. 3.

(5) [pennoxenusita o ai. 4 ce mojaapar 1o odpasell ChbriacHO MPUIOKEHUE
Ne 9, kbM KOUTO ce mpuiarat JOKyMEHTUTE 1o 4. 26, an. 1, 1. 2 - 4.

Uin. 27. (Hos - [IB, 6p. 48 ot 2014 r.) (1) 3a npoBexaaHe Ha JOTOBAPSHETO
ynpasutensaT Ha H30K onpenens cbec 3anmoBen komucust ot ciyxurenn Ha H30K. B
3aloBE/Ta CE€ OMPENETAT MpeiceiaTe]l Ha KOMUCHUATA U ChOTBETHU PE3EPBHU WICHOBE.

(2) B cbpcraBa Ha KOMHUCHSATA 33ABDKUTEIHO CE BKJIIOYBAT MPABOCIIOCOOEH
IOPHCT, MaruCThp-(hapMaeBT/ 1 MKOHOMHCT/H.

(3) 3amoBeara no an. 1 ce uzgasa cien MyoIUKyBaHE Ha MOKaHATA IO 4. 25,
an. 1.

Y. 28. (Hos - 1B, 6p. 48 ot 2014 r.) (1) KoMucusra n3pbpiiBa npoBepka Ha
NOJa/ICHUTE JOKYMEHTH 110 WiI. 26, al. 1 3a CbOTBETCTBUETO UM C Ta3M Hapeada, KaTo uMa
IPaBO Ja MOMCKA OT y4acTHHKA B 3-AHEBEH CPOK Jla OTCTPAHH HEPEAOBHOCTU /WM A
IPEOCTaBH JOIIbJIHUTENHA HH(OPMAIMS KbM MOAAJCHUTE TOKYMEHTH.

(2) Komucusara He pasmiexnaa IOperIoKeHUs, KOUTO HE OTroBapsAT Ha
U3MCKBaHUATA Ha Hapendara, KakKTO M Ha Y4YaCTHHULUTE, KOMTO HE ca OTCTpaHWIU
HEpPEOBHOCTUTE W/WIM HE ca NPEeJOCTaBUIM JOMBbIHUTETHATa HHPOpMAIUs B
OIIpEEIIEHUS CPOK.

Un. 29. (Ho - B, O6p. 48 ot 2014 r.) (1) Ilpm pasrnexmane Ha
IpeUIoKEHUATa Ha yYaCTHUIINTE TIPECeaTeNsT U ABaMa OT WICHOBETE Ha KOMHUCHSITA Ce
MOJIKMCBAT BbPXY BCSIKA CTPAHULIA OT MPEATIOKEHUATA.

(2) Komucusita o cBOS MperieHKa MOXKe Jla TOKaHHM YYaCTHHK J1a I0J1a/1¢ HOBU
IIPEJIOKEHUS.

(3) Komucusara u3rorBs mpoTOKOJIM 3a CBOsITAa paboTa U C pernieHue o0sBsiBa
pE3yJATaTUTE OT MPOBEACHOTO JOTOBapsIHE, KaTO TOCOYBA!

1. pa3mepa Ha JOrOBOPEHUTE OTCTHIIKU, aKO TaKHBa ca JOTOBOPEHHU;

2. croitHocTTa, KoATo H3OK me 3amnama, moiaydeHa B pe3ynraT Ha
HaMaJIeHaTa C JOTOBOpEHaTa OTCTHIIKA 1IeHA Ha JIEKAPCTBEHUTE MPOITYKTH.

(4) Bp3 ocHOBa Ha peUICHHETO MO ajl. 3 KOMHCHATA M3rOTBS MPOEKTH Ha
JIOTOBOPH M I'M nipescTass Ha ynpasurens Ha H30K.

Ui. 30. (Hos - JIB, 6p. 48 ot 2014 r.) HannonanHaTta 31paBHOOCUTYPHUTEITHA
Kaca MyOJIMKyBa HA MHTEPHET CTpaHUIIaTa cu HHGOpMAITHUS 3a CKIIFOUEHUTE IOTOBOPH, 0€3
Jla ce TOCOYBAT Pa3MEPUTE HA IOTOBOPEHUTE OTCTHITKH, KAKTO M HH(POPMAITHUS 32 aJIPECHTE
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Ha TIIPpUTCKATCIUTC Ha pa3pClICHUA 3a y1'IOTp66a /U YIIBJIHOMOIICHUTE UM
MpeaACTaBUTECIIN, TGJIG(I)OHHI/I HOMCpa 1 Jinla 3a KOHTAKT.

Paznea II1.

YciaoBusi, KpUTEPHH U pPeJl 32 J0rOBapsiHe HA OTCTHIKH OT CTOMHOCTTA 3a
CbOTBETHATA IPyNa MeAMUNHCKH U3/1eJIMsl, BKJIIOYEeH! B ciucbhbka mo 4wi. 30a
oT 3akoHa 3a meauuuHckute uaenaus (Hos - IIB, 0p. 48 o1 2014 1., oTM™M. - /IB,
op. 62 ot 2015 r., B cuaia ot 14.08.2015 r.)

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

Ui 32. (Hos - JIB, Op. 48 ot 2014 r., ot™. - [IB, 6p. 62 ot 2015 1., B cunia ot
14.08.2015 r.)

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

I'naBa nera.

YCJOBUS U PEA 3A Bb3CTAHOBABAHE OT IIPUTEXATEJIUTE HA
PASPEHIEHUSATA 3A YIIOTPEBA NJIM TEXHU YIITBJIHOMOIIEHHU
NPEACTABUTEJIN HA IPEBUILIEHUTE BIO/KETHHU CPEJIACTBA
ITPU ITPUJIATAHE HA MEXAHU3BM, TAPAHTUPAIILL
NPEABUJIUMOCT U YCTONYUBOCT HA BIOJ’KETA HA H30K
(HOBA - JIB, bP. 17 OT 2019 I'., 3AI'JI. U3M. - JIB, bP. 19 OT 20201T".)

Uin. 34. (Hos - IB, 6p. 17 oT 2019 1.) (1) (U3m. - [IB, 6p. 19 ot 2020 1., u3m.
- IB, 6p. 49 or 2022 r., B cuna ot 01.07.2022 r.) 3a rapaHTHUpaHe MPEeIBUAUMOCT U
ycroiunBocT Ha Oroxeta Ha H30K 3a 31paBHOOCUTYpUTETHY IJIaIllaHus 3a JIEKapCTBEHU
IPOAYKTH ChIVIACHO 3aKkoHa 3a Oropkera Ha H30K 3a choTBeTHata roguna HanzopHust
cbpBeT Ha H30K exeronHo npuema c pemenrne Mexanusbm 1o ui. 45, an. 31 330.

(2) Mexanu3MsbT 1o ai. 1:

1. e IpUII0XKUM 32 BCUUKH JIEKApCTBEHU NMPOAYKTH, BKItoYeHH B [1JIC mo ui.
262, am. 6, 1. 1 3JIIIXM, 3amnamann HanbiaHo i yactudHo oT H3OK, m 3a Bcuuknm
JIeKapCTBEHH NPOoayKTH, BKitoueHHu B [1JIC mo wi. 262, an. 6, 1. 2 3JIIIXM u 3amnamanu
or H30K B OonHMYHAaTa MEAMIIMHCKA IOMOII M3BBH CTOHHOCTTa Ha OKa3BaHUTE
MEAMIMHCKH YCIIYTH;

2. UMa JeiicTBHE CPSIMO BCHUKH MPUTEKATENN Ha pa3pelieHue 3a ynorpeda
Ha JIEKAPCTBEHUTE MPOAYKTH MO T. | U TEXHHUTE YI'BIHOMOILIEHH MPEACTaBUTENIN MpPHU
HaJIMYMe Ha OCHOBAHMTA U YCIIOBHSTA, YCTAHOBEHH B HETO;

3. (m3m. - IB, 6p. 19 o1 2020 1.) ce mpunara 3a KaJeH1apHaTa roIMHa, 3a KOSITO
€ Tpuer.

(3) (U3m. - IB, 6p. 19 ot 2020 1., u3m. - JIB, 6p. 49 ot 2022 1., B cuna ot
01.07.2022 r.) HarmonanHaTa 3JpaBHOOCUTYpUTEIHA Kaca, B CPOK 70 5 pabOTHU JHU OT
oOHapoaBaHe B "/IbpkaBeH BECTHHUK' Ha PELIEHHETO MO al. |, myOnuKyBa Ha UHTEPHET
CTpaHMIIATa CU CHOOIICHHE 10 MPUTEkKATEIUTE Ha pa3pelIeHus 3a ynorpebda Wiu TeXHU
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YITBJTHOMOIIICHU MPEICTABUTENH 3a CKIIF0OYBAaHE Ha JOTOBOPH 3a IpUJIaraHe Ha MeXaHu3Ma
no wi. 45, an. 31 330 3a roauHara, 3a KOATO € npuer. JoroBopure ce CKIKOYBAT IO
oOpaserl, myOJIMKyBaH Ha HHTEpHET cTpanuiara Ha H30K.

(4) (U3m. - [IB, 6p. 19 ot 2020 1., u3m. - 1B, 6p. 49 ot 2022 r., B cuna ot
01.07.2022 r.) loroBopuTe 10 aj. 3 ce CKJIFYBAT 0 1 MapT Ha TOJIMHATA, 32 KOSTO € IPUET
CHOTBETHUSAT MeXaHU3bM 110 wi. 45, an. 31 330, u Biu3ar B cujia oT 1 sHyapu Ha chllaTta
roauHa. JlekapcTBeHUTE MPOAYKTH, 33 KOUTO HE Ca CKJIIOYEHU JOroBOpHU A0 1 mMapT Ha
chblllaTa roguHa, He ce 3amamar ot H30K.

(5) IIpu moroBopeHH OTCTBHIKH 3a ClieABalllaTa TOJUHA 33 JIEKAPCTBEHUTE
OpOAYKTH 10 Wwi. 45, an. 10 w/mm an. 21 330 kaTo ycnoBue 3a 3amiamanero uM ot H30K,
3a MPHUJIAraHEeTO Ha MEXaHU3Ma U 32 OTCTBIIKUTE Ce CKII0YBA 0011l JOTOBOP.

(6) B cinyyauTe Ha yIrbIHOMOIIABAHE MO all. 4 ce mpujara MbJIHOMOIIHO MPU
crna3BaHe Ha M3MCKBaHMATA 110 WiI. 23, an. 5, T. 2.

Uin. 35. (Hos - IB, 6p. 17 ot 2019 r., u3m. - /1B, 6p. 19 ot 2020 1.) (1) (U3M.
- 1B, 6p. 49 ot 2022 r., B cuna ot 01.07.2022 r.) 3a mpuiiarane Ha MexaHU3Ma 1o 4. 45,
ain. 31 330 H30K ny6nukyBa Ha MHTEpHET CTpaHUIaTa CH MH(POPMALUSA 3a BCSKA OT
OCHOBHHUTE TPYIH JIEKAPCTBEHH MPOJYKTH, ONpe/IeJieHH B 3akoHa 3a Oropkera Ha H30K
3a CbOTBETHATA T'OJMHA.

(2) B 30-nHeBeH cpok OT U3THYAHE HA BCSIKO TPUMECEUHe Ha TeKyIlaTa roJJuHa
H3O0K nybnukysa:

1. Opyrau pasxomu Ha H3OK 3a Tpumeceunero 3a OTIyCHATUTE, PECII.
INPWIOKEHN U OTYETEHU KOJMYECTBA JIEKAPCTBEHU IMPOIYKTH 3a BCSIKA OT OCHOBHUTE
TpyIH JEKapCTBEHH MPOIYKTH M0 ajl. 1, M0 MEeKIyHAPOIHU HETTaTEeHTHN HAUMEHOBAHHUS U
THPrOBCKM HAaUMEHOBAHUS;

2. o0u1 HeTeH pa3xo[ (cien MpuclagaHe Ha JOTOBOPEHUTE 3aIbJKUTEIHUA U
nobpoBosian oTcThilkk) Ha H3O0K 3a Tpumeceunero 3a BCAKa OT OCHOBHHTE TPYIH
JIEKApCTBEHU MPOAYKTH 110 ail. 1;

3. CTOIHOCT Ha MPEBUIIEHUETO WJIM HEJJOCTUTAHETO Ha YCIOBHUS OIODKET 3a
TPUMECEUUETO 32 BCSIKA OT OCHOBHMTE IPYIH IO aj. |, ONpeneneH CbIriaacHO MEXaHU3Ma
mo wi. 34, an. 1.

(3) B 30-gHeBeH cpok oT u3THyaHe Ha Besiko TpuMmeceune H30K npenocrass
Ha ChOTBETHHUTE MPUTEKATENIM HA pa3pelieHus 3a ynorpeda WIM TEXHU YITbJIHOMOUICHH
MPEJICTAaBUTENHN ClIeTHaTa HHPOpMAITHS:

1. Hernum pasxomu Ha H3OK (cmex mnpucnazane Ha JIOTOBOPEHUTE
3aIbJDKUTEIHA U TOOPOBOJHU OTCTBIIKM) 32 TOBA TPHUMECEUHE 3a OTIIyCHATUTE, PEcIl.
NPWIOKEHH M OTYETEHH KOJMYECTBA JIEKAPCTBEHW IMPOJYKTH Ha MpUTEXKATedsl Ha
paspelIeHneTo 3a ynorpeda, 3a BCsika OT OCHOBHHUTE TPYIH JIEKApCTBEHH MPOAYKTH IO al.
1, mo MexayHapOAHHU HENTaTEeHTHN HAUMEHOBAHUS U ThPrOBCKY HAUMEHOBAHUS;

2. MOATpYNUTE JIEKAPCTBEHU NPOAYKTU Ha IPUTEXKATENSA Ha pa3pEIICHUETO 3a
ynotpeba OT Bcska OCHOBHA Ipyna, IpH KOUTO MOATPYIU € YCTAHOBEHO HAJBUIICHHE Ha
pazxoaute Ha H30K chriacHo mexanusma no ui. 34, ajn. 1; CTOWHOCT Ha HaJBUILIEHUETO
3a BCsKa MOArpyIa U pa3Mepa Ha KOHKPETHUTE CyMH, MOJJIEKAIM Ha Bb3CTAHOBSBAHE Ha
H3O0K.

(4) B TpumecedeH cpok OT u3THYaHe Ha KajeHaapHata roamHa H3OK
W3BBpIIBA TOAMIIHO M3PABHIBAHE Ha BB3CTAHOBEHWUTE 110 TPUMECEUMS IPEBUILEHU
CpEICTBA OT MPUTEKATEIUTE Ha pa3pelIeHusITa 3a ynoTpeda Wil TeXHH YITbIHOMOIIEHU
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MPEJICTABUTENIN CHPSAMO OOIIOTO TOJMIIHO TPEBUIICHHE HA OMNPEICICHUTE LENeBU
cpencTBa B 3akoHa 3a 0rokera Ha H30K 3a choTBeTHATA TOAMHA MIPH YCIIOBUS U IO Pef,
YCTaHOBEHHU B MeXaHu3Ma 1o wi. 34, ain. 1.

Ui 36. (Hos - JIB, 6p. 17 o 2019 1.) (1) (M3m. - 1B, 6p. 19 oT 2020 1.) B 7-
JHEBEH CpPOK OT MOJydaBaHe Ha MH(popManusaTa mo wi. 35, aj. 3 IpUTexaTensiT Ha
pa3pelieHueTo 3a ynoTpeda/HeroB ybJIHOMOIIEH MPEICTaBUTENl UMa MPAaBO HAa MUCMEHO
Bb3pakeHHe. HammoHanmHata 34paBHOOCHTYPUTENHA Kaca pasriiexnaa He3abaBHO
MOCTBHIIUIOTO BB3PAKEHUE U YBEAOMSBA MHCMEHO MPUTEXKATENsd Ha pa3pelieHueTo 3a
yrotpeda/HeroByst YITbIIHOMOIICH MPEJICTABUTEN 3a CBOCTO PEIICHUE.

(2) (U3m. - 1B, 6p. 49 o1 2022 1., B cuna ot 01.07.2022 r.) B cityganTe, korato
BB3pAKEHHUE HE € MOCTHIIMWIO B CPOKA MO all. | WIKM KOraTo MOCTHIIUIOTO Bb3paXKEHUE €
OTXBBPJICHO U310 WM YaCTUYHO, IPUTEXKATEISAT Ha Pa3pelleHUeTo 3a yrnoTpeda/Heros
YITBITHOMOIIICH TPEACTaBUTEI U3BBbPIIBA TUPEKTHO Tutaniane kbM H30K.

(3) (M3m. - B, 6p. 49 ot 2022 r., B cuia ot 01.07.2022 r.) JIBmKHUMOTO
mupekTHo 1utamane kbM H3OK 3a chOoTBETHOTO TpuMeceune Ha TeKyllaTra rofuHa ce
U3BBPIIBA OT MPUTEXKATEIs Ha pa3pelieHueTo 3a yNoTpeOa/HEeroB YIBIHOMOIIEH
IpeJicTaBUuTeN B CpoK 710 20 IHU OT MoJy4yaBaHe Ha CIpaBKaTa, pecil. Ha OTroBOpa o all.
1, mo o6siBena ot H30K Ha unHTEpHET cTpaHuiata 1 6aHKOBa CMETKA. 3a U3BBHPILIEHOTO
wiamade H30K u mpurexartensrt Ha pa3pelleHueTo 3a ynoTpeda Ha JIeKapCTBEHUS
MPOJYKT/HETOBUAT YIMBIHOMOINEH TMPEACTaBUTE] TMOJMUCBAT MPOTOKONI CBIIACHO
npunoxenue Ne 11.

(4) B cpok 1o Kpas Ha TBPBOTO TPHUMECEUUE Ha clejBallaTa KajleHaapHa
TOJIHA CE€ U3BBPIIBA CHOTBETHO M3PABHSIBAHE.

Ui 37. (Hos - IB, 6p. 17 ot 2019 1.) (1) (M3m. - JIB, Op. 19 ot 2020 r.)
[TputexxaTtenuTe Ha paspelieHUsATa 3a yNoTpeda Ha JIEKapCTBEHUTE MPOAYKTH OT
OCHOBHMTE TPYyIH 1Mo wi. 35, aj. 1 BB3CTaHOBSIBAT MPEBUIICHUTE CPEJICTBA, YCTAHOBEHU
Npy TpujiaraHe Ha MexaHu3Mma. Bb3cTaHOBSBAHETO € B IBJICH pa3Mep Ha pa3XxoJuTe Ha
H30K 3a nekapcTBeHHM NPOJIYKTH HaJ OIpPEJeIEHUTE IEJIEBU CPEICTBA B 3aKOHA 3a
oromkera Ha H30K 3a cboTBeTHaTa rojnHa, KaTo ce OTYMTA U JIETbT HA pe3epBa Mpu
pemenue Ha Hagzopuus ceBer Ha H30K 1o un. 15, ain. 1, T. 7 330.

(2) HenbT Ha pe3epBa 3a HEMPEABUACHH U HEOTJIONKHHU Pa3Xxoau 1o al. 1 e He
IOBEYE OT JIeJIa Ha CPeJICTBAaTa 3a Pa3Xo/U 3a JEKAPCTBEHU MPOJYKTH 3a OCHOBHA Ipyrna
no 4. 35, T. 1 B oOuus pasmep Ha pazxoaute U Tpancdepure no 6romkera Ha H30K 3a
ChOTBETHATa FOJIMHA.

(3) Pa3zxomute 3a nekapcTBEHU MPOAYKTH Ca OOBBP3aHU C MapaMeTpUTe Ha
3akoHa 3a Orojkera Ha H30K 3a choTBeTHaTa rojauHa, MiaHUpar c€ B ChOTBETCTBUE C
napaMeTpuTe Ha CpeIHOCpPOYHATa OJKETHA TPOTHO3a, C PhCTa HA Pa3XOAUTE 3a
3/paBHOOCUTYPUTEIIHY IUIAIIAHUS U B pAMKUTE Ha TEMIIOBETE Ha U3MEHEHHUE Ha Pa3XO0JUTe
3a 3JJpaBHOOCUTYPHUTEIHH IIIAIAaHHS 32 CbOTBETHATA TOJIMHA CIPSMO MTPEIXOIHATA.

I'naBa mecra.
YCJIOBUS A PE/Jl 3A BAILVIAIIAHE HA JIEKAPCTBEHMU ITPOJIYKTU,
MEANINHCKHA U3JIEJIUA, IMETHYHU XPAHU 3A CIIEIIMAJIHHA
MEAUIMAHCKHA HEJIU U BUCOKOCIIEIIMAJIUSUPAHUAU
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AMIAPATW/YPEJIH 3A UHINBUJIYAJTHA YIIOTPEBA OT OBXBATA
HA HAPEJBATA IO YJI. 82, AJI. 6 OT 3AKOHA 3A 3/IPABETO (HOBA
- JIB, BP. 17 OT 2019 T.)

YUn. 38. (Hos - B, ©op. 17 or 2019 r.) (1) Hanuonannara
3IpaBHOOCUTYpPUTENIHA Kaca 3amuiamia 3a JekapcrBeHu npoayktu, MU, JIXCMI] u
BUCOKOCHCIIMATM3UPAHH arapatu/ypenn 3a MHIUBUAYaHA ymoTpebda oT oOxBara Ha
HapenOara o wi. 82, an. 6 ot 3aKoHa 3a 3/IpaBeTO U MPHU YCIOBUITA U pela, YCTAHOBEHU
B Hesl.

(2) 3a nekapcrBenute npoayktu, MU, IXCMII u BucokocnenuaIn3upaHnuTe
amapatu/ypeau 3a UHIMBUAyallHa yrnoTpeda mo ai. 1, 3a KOUTO ca MOoAaAeHH 3asiBICHHS 32
zamnamane, H30K ckitouBa chOTBETHU JIOTOBOPU C MPOU3BOAUTENN WIM THPrOBIU Ha
€PO/TeXHU YITHITHOMOIICHH MPEACTABUTEIN U/WIN ¢ IeueOHU 3aBeieHus. B moroBopure
Ce YpeKIaT YCJIOBHSTAa U PEeIbT 3a JOCTaBKa, OTYUTAHE, KAKTO W APYTU CHEHU(PUYHU
yCIIOBUS, CBBP3aHHU € IIOJAICHOTO 3asIBJIICHUE 32 3aIljalllaHe.

(3) B cayyaute mo an. 1 H3OK 3amnama croifHOCTH HE MO-BHCOKH OT
3aIIallaHUTe CbOTBETHU CTOMHOCTH Mpe3 MPEAX0JHATa F0JIMHA, ChC CPEACTBA, TOJIyYEHU
oT Tparcdep oT MUHUCTEPCTBOTO Ha 3/1paBEOMa3BAHETO.

Y. 39. (Hos - IB, 6p. 17 ot 2019 r.) HaunonanHara 31paBHOOCUTYPUTEIIHA
Kaca 3aIiaiia ciejl IpeICcTaBsHe Ha ChOTBETHA OTYETHA (DMHAHCOBA M MEIMIIMHCKA
JIOKYMEHTAIMS B U3IIBJIHCHUE HA CKIIIOYEHUTE JOTOBOPH 10 4. 38, ai. 2.

Un. 40. (Hos - [IB, 6p. 17 oT 2019 1.) (1) 3a MU u Bucokocnenuain3upanu
amapartu/ypeau 3a nHauBUAyanHa yrmorpeda mo 4. 38, an. 1 H30K noroBaps orcThiku
1o peja Ha HapenOaTa 1o wi. 30a, an. 3 ot 3SMMU.

(2) 3a nexapcrBenu npoayktu u AXCMI] no wi. 38, an. 1 H30K moxe na
JIOTOBapsl C THPTOBIUTE HA €APO/TEXHUTE YIMBIHOMOIIEHU MPEACTABUTEIN OTCTHIIKA B
pa3mMep He mo-Mainbk oT 10 Ha cTO OT AOCTaBHATA ILIEHA.

(3) Haumonannara 31paBHOOCHUTYpUTEIHA Kaca 3aruiaiia /10 HamajeHaTa ¢
pa3mepa Ha OTCThIIKAaTa ChOTBETHA CTOMHOCT 110 ajl. 1 u 2.

UYn. 41. (Hos - 1B, 6p. 17 ot 2019 r.) HaunonanHuara 3{paBHOOCUTYpUTEIIHA
Kaca mnyOnuMKyBa Ha o(QuIMaTHATaA CH WHTEPHET CTPAaHHIA EXETroJACH OT4YeT 3a
nexapctBeHute npoaykru, MU, IXCMII u BucOkocnennalIn3upaHnuTe anapatu/ypenu 3a
MHAMBHUAYyallHa yrnoTpeba M 3allaTeHUTE 3a TSIX CPEeACTBA, KOWTO MEPUOJIUYHO Ce
aKTyaJlu3upa.

I'naBa ceama.

YCJIOBUS A PEJL 3A BAILVIAILIAHE HA ITIOMOIIIHU CPEACTBA,
NPUCITIOCOBJIEHUSA, CbOPBXEHUA N MEJIUIITNMHCKHU U3JIEJINA,
INPEJHA3ZHAYEHMU 3A XOPATA C YBPEX/IAHUS U 3A
CKIIIOYBAHE HA JOI'OBOPH 110 4JI. 45, AJI. 16 OT 330 (HOBA - /IB,
BP. 49 OT 2022 T'., B CHJIA OT 01.07.2022T".)

Uin. 42. (Hos - JIB, 6p. 49 o1 2022 1., B cmuta ot 01.07.2022 r.) Harmonanaara
3apaBHOOcurypuTenHa kaca 3amnama [ICIICMUXY, B T. 4. peMOHTHH NAE€WHOCTH,
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BKJIFOUCHH B CHielU(DHUKAIUATA - COIUCHK 1m0 WI. 63, an. 1 or Hapen6a Ne 7 ot 2021 1., ipu
CJICIHUTE YCIOBHSI:

1. na ca ompe/eaeH! HHANBUTYATHO 32 JTUIETO C YBPEXKIAHHUS C MEAUITTHCKA
JIOKYMEHT, U3JaJIeH OT JIeKapCKa KOHCYJITaTUBHAa KOMHCHS, TEPUTOpUATIHA EKCIIEpTHA
JIeKapcka KoMucus nin HanmonanHaTa excriepTHa JIeKapcka KOMHUCHS TIPH ChOOpa3siBaHe
Ha MEIUIUHCKHUTE YCIOBUS, CKCIUIOATAIIMOHHUTE CPOKOBE M HEOOXOIMMHUTE MEIUIIUHCKA
JIOKYMEHTH 32 MPEO0CTABIHETO UM;

2. Ipy OMPEIECASTHETO UM OT KOMUCHHTE 1O T. | a ObJie MTOCOYeH KOHKPETHUSIT
Bun IICIICMUXVY/choTBeTHaTa pEeMOHTHA JIEWHOCT, WHAUBUAYATU3UPAHU CbHC
ceotBeTHUsE H30K Koz, mocoueH B cienudukanusata no @wi. 56 ot Hapen6a Ne 7 ot 2021
I.;

3. ma e omobpeno ot mupekropa Ha P30OK, chOTBETHO OT ympaBUTENS HA
H3O0K, 3aaBnenuero 3a npeaocraBsine Ha [ICIICMUXY nHa nuuero ¢ yBpexaaHus, Ha
YI'BJIHOMOIIIEHO OT HETO JIMIIE WJIK Ha JUIEeTO 1o wi. 21, an. 2, 1. 2 - 4 3XV;

4. na oTroBapsAT Ha M3UCKBaHHUATA HA 3MU M MoOI3aKOHOBUTE HOPMATHUBHU
aKTOBE 10 HETOBOTO MPHJIaraHe;

5. MEIMIIMHCKHUTE U3JIeNINA J1a ca BKIFOYEHHU B crichKa 1mo 4. 30a, aim. 1 3MU;

6. 1a ©UMaT CTOMHOCT, JI0 KOSITO Ce 3aIulallart, orpeaeieHa 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
npenoctaBsiHe Ha [ICIICMUXY no uin. 42 H30K ckirouBa noroBopu mo ui. 45, ain. 16
330 c¢ nuuara, OChIIECTBABALLM JEHHOCTU IO MPEJOCTAaBIHE U PEMOHT Ha IOMOILHU
CPEICTBAa, MPUCIOCOONICHUS, CHOPHKEHUS W MEIUWLMHCKH U3Je]us 3a XopaTra ¢
YBpEXKIaHUs, PETUCTPUPAHU KaTO THPrOBUM M BIHMCAaHW B pErucTbpa Ha JuLaTa,
OCBIIECTBSIBAIIM JCWHOCTH MO NPEJOCTaBSIHE M PEMOHT Ha TIOMOIIHU CPEACTBA,
MPUCTIOCOOIEHUS], ChOPBKEHUS U MEIULIMHCKU U3JIENHS 3@ XOpaTa C YBPEKIaHUSI.

(2) B noroBopute mo an. 1 ce ypexnaaT yciaoBUsS M pej 3a U3BBPIIBAHE Ha
nerHoctute 1o npenoctaBsiHe u pemoHT Ha [ICIICMUXY, mpaBa u 3aabiDKEHUS Ha
CTpaHHTE, JIOKyMEHTalusi M OTYETHOCT, YCIOBMSI M pea 3a KOHTPOJ M CaHKIMM MpU
Heu3M'bIHEeHHe. JloroBopuTe ce CKIIIoYBaT MO 00pasell, YIBbPAEH OT YNpaBUTENIs Ha
H30K.

(3) Jlupnero mo an. 1 ckmouBa poroBopa ¢ H3OK upe3 nupexropa Ha
cpoTBeTHaTa P30K, Ha uusATO TepUTOpHUS € Pa3sKPUT CHOTBETHHUAT THPTOBCKU OOEKT 3a
npenocrasiie U peMoHT Ha [ICIICMUXY. 3a Bceku oTneneH ThProBCKH OOEKT ce
CKJIIOYBA OTIEJIEH JOIOBOP.

(4) B noroBopute ce moco4BaT ¥ MOJU3ITBIHUTEINTE, B CITy4all ye Ma TaKuBa.

(5) Jorosopute mo an. 1 ce CKIOYBAT 3a CPOK /0 €]1HA FOJIMHA U BIM3aT B
CHUJIa OT JaTaTra Ha BIM3aHE B CHJIA HA crielu(UKalKITa - CIUCHK 10 wi. 42, KaTo Morar Ja
ObJaT yabiDKaBaHU B ciryyauTte 1o wi. 63, an. 6 ot Hapen6a Ne 7 ot 2021 1.

Un. 44. (Hoe - 1B, Op. 49 ot 2022 r., B cuma ot 01.07.2022 r.) (1) 3a
CKJIFOUBaHE Ha JIOroBOp Mo wi. 43, an. | KaHAUAATHT CiIeqBa Jla OTrOBaps Ha CICAHUTE
YCIIOBHSL:

1. na e Biucau B peructbpa no 4i. 88, an. 1 or 3XV;

2. na HsAMA ITyOJIMYHU 3aTbIDKEHHS,
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3. 00EKTHT, B KOMTO 1€ Ce U3BBPIIBA JACHHOCTTA, J]a € BKJIIOUEH B CIHCHKA C
00€eKTHTE, 10 OTHOILIEHNE Ha KOUTO € U3/1a/ICHa 3all0BE/TAa 32 BIIMCBAHE B PErMCTHpa I10 T.
1, ¢ mocouen azapec, TenaedoH, eIeKTPOHHA MOIIA U JIUIIE - OTTOBOPHUK Ha 00EKTa;

4. n1a ©Ma OCUTYpEHa TEXHHUYECKA Bb3MOXKHOCT 32 IOJI3BaHe Ha coryep, upes3
KOWTO Ja MMa Bpb3Ka Cbc crenuanusupan copryep Ha H3OK 3a npeitHOCTHTE TIO
MpeocTaBsiHe, OTYMTaHe, KOHTpon u 3amamniane Ha [ICIICMUXY/peMoHTHH NEeHHOCTH;

5. 5a uMa OCHUrypeH TIepCcoHalieH WU MpodecuoHaneH Kaluduuupan
enektponen  moamuc  (KEII) wa  orroBopHmka Ha  oOekTa  WIM  Ha
yIpaBUTENIS/IIBIIHOMOIIHIKA Ha ThPTroOBela.

(2) 3a cxurouBaHe Ha JOroBop 1o 4uil. 43, an. 1 kanauaarsT nojxasa 1o P3OK
3asBlIeHUE MO0 oOpazel, yTBbpaeH oT ympasutens Ha H30K, B koeTo BIucBa JaHHU 3a
€IMHHUS WICHTH(HUKAIMOHEH KOJ Ha THProBela OT TBPIOBCKUS pPErucTbp. Kbm
3asBJICHUETO Ce Mpujiarat CleJHUTE JOKYMEHTH:

1. TOKyMEHT 3a aKTyajHa PerucTpalus M0 HALlMOHAIHOTO 3aKOHOJIATEJICTBO,
U3JIaZIeH OT KOMIIETEHTEeH OpraH Ha ChbOTBETHATa JIpyra Abp)KaBa Ha KaHAMUJATa - Camo 3a
Jpy’KecTBaTa, perucTpUpaHu B Apyra JbpiaBa - 4jleHKa Ha EBpomneiickus cbpio3, Wid B
IbprKaBa - ctpana mo CriopazymMeHHeTo 3a EBponeiickoTo MKOHOMUYECKO MPOCTPAHCTBO;

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

3. Aexmapanus/aexinapanuy ot JIdiie, IpeCTaBIABAI0 KaHIuaaTa, 3a:

a) HAJIMYMETO Ha IPa’KJaHCKHU JIOTOBOP 3a YIIPaBJIIEHUE WK TPYAOB JOIOBOD
Ha OTTOBOPHHKA Ha 00EKTa;

0) HaJMYUETO Ha JIOTOBOP C peMOHTHA 0a3a, B Cllydyail 4e JIMIETO 1o 4. 88,
an. 1 He pa3nonara chbC COOCTBEHA TAaKaBa;

B) OCUT'YpE€Ha TEXHUYECKa Bb3MOKHOCT 3a I0JI3BaHE Ha copryepa mo ui. 44,
am 1, 1. 4;

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

(3) IIpu koHCTaTMpaHE Ha HEMBJIHOTH WJIM HECHOTBETCTBUS B IOJa/ICHUTE
nokyMmeHTu aupektopsT Ha P3OK nucmeHo yBenoMsiBa kaHIuaTa 3a ToBa U onpenens 3-
JHEBEH CpPOK 3a OTCTPaHSABAHETO WM, KaTo My YKa3Ba, 4€ IpPU HEOTCTPaHSABaHE
IPOU3BOJICTBOTO MO 3asBJIEHUETO Ie ObJie MpeKpareHo. B Te3u ciiyyan CpokbT 3a
IIPOM3HACAHE IO 3asBJICHMETO 3amouyBa Ja Tedye OT Jarara Ha OTCTPaHsABAaHE Ha
HECHhOTBETCTBUSATA.

(4) HupexropsT Ha P30OK B 14-1HEBeH CpOK OT MOAaBaHE HA 3asBICHHUETO
CKJIIOYBA JIOTOBOp MO oOpasen, yTBbpAeH oT ympasButens Ha H3OK, wmm uznasa
MOTHBHMPAH OTKa3 3a CKJIFOUBAHETO HA JIOTOBOP, B CIIy4ail 4ye KaHIUAATHT HE OTroBaps Ha
ycioBudATa no ai. 1.

(5) OrtkazpT 1o an. 4 momiexkd Ha oOXalBaHe Ha pena Ha
AJMUHUCTPAaTUBHONPOLIECYAIHUS KOIEKC.

Un. 45. (Hos - 1B, 6p. 49 o1 2022 1., B cuma ot 01.07.2022 r.) (1) JIutiata cse
CKJIFOYEHH J0roBOpH 1o ui. 43, an. 1 orpaszsBar B cneuuanuszupanus copryep Ha H30K
no wi. 44, an. 1, 1. 4 neitHoctute no npegocrassue Ha [ICIICMUXY nunu ussbpuiBane Ha
PEMOHT HEMOCPEACTBEHO CJIe]] M3BBPIIBAHETO HMM. JloCTBOBT [0 cClenUaIu3upaHus
coryep nHa H30K ce ocpuiectssiBa ¢ KEII chriacuo un. 44, an. 1, 1. 5.

(2) MpenocraBsnero Ha I[ICIICMUXY u peMOHTHHTE JAEHHOCTH Ce€
U3BBPIIBAT CHIVIACHO CIIEU(HUKAIMATA - CIUCHK 1o wi. 63, an. 1 or Hapenba Ne 7 ot 2021
T.
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(3) IIpemocraBsnero Ha I[ICIICMUXY u peMOHTHHTE JCHHOCTH Ce
U3BBPIIBAT B CHOTBETCTBUE € 0f00peHOTO OT ympasurtens Ha H3OK, choTBEeTHO OT
nupektopa Ha P30OK, 3asBnenue no wi. 69, an. 1 ot [IpaBuiiHuka 3a npuiarane Ha 3akoHa
3a xoparta ¢ yBpexaanusi, npuert ¢ [locranosienne Ne 65 na Munucrepckus cpBet 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)
Hanmonannara 31paBHOOCUTYpUTETHA Kaca 3arialia Ha JIMIaTa ChC CKIIOUYEHH J10rOBOPH
no wi. 43, an. 1 3a npenocrasenure ot Tax [ICIICMUXY u u3BbplIeHUTE PEMOHTHU
JIEHHOCTH MPHU CIIa3BaHE HA yCIOBUATA M0 4. 45.

(2) Cnenq m3THuaHe Ha KaJIGHIAPHUS MECEIl Ype3 CIeIHATU3UpaHus coPpTyep
Ha H3OK 1o 4. 44, an. 1, 1. 4 ce popMupa MecedyHO U3BECTHE, ChABPKAIIO OJ00peHaTa
Y OTXBBPJICHATA OT 3aIUIalllaHe JEMHOCT, KAKTO U IPUUMHATA 3a OTXBBPIISIHETO.

(3) CroitHocTuTe 3a 3aljaliaHe B MECEYHOTO H3BECTHE Ca ChIJIACHO
cnenuduKanuaTa - CIUCHK Mo wi. 63, an. 1 ot Hapenda Ne 7 ot 2021 r.

(4) MeceuHoto u3BecTHE MO all. 2 ce MPEAOCTaBsd Ha JiMiarta mo ai. 1 mo
eJICKTPOHEH BT upe3 cnenuanuzupanus codpryep Ha H3OK mo uin. 44, ain. 1, 1. 4.

(5) HeliHocT ce OTXBBpisl OT 3aljalllaHe, B ClIy4ail ue MpeloCTaBeHOTO
[ICTICMUXY, cbOTBETHO OTuY€TEHaTa pPEMOHTHA JEHHOCT, HE OTroBaps Ha
rpynara/noArpynara/rpynara no trexuudecku uzuckBanus Ha [ICIICMUXY, cboTBEeTHO
Ha pEMOHTHATa JAEHHOCT, 110 0JJ00PEHOTO 3asiBiIeHUE 110 Wi. 45, an. 3.

(6) Ha 6a3aTa Ha mOIy4eHOTO MECEUHO M3BECTHUE JIMIIETO 10 all. | mpeacTaBs
ype3 cnenuanmsupanus copryep va H30K 1o ui. 44, an. 1, 1. 4 enekrponeH puHaHCOBO-
OTYETEH OKYMEHT, ChIbpKall KOJMYEeCTBA M CTOMHOCTH, MJIGHTUYHHU C OJOOpEHUTE
CTOMHOCTH B MECEYHOTO U3BECTHE I10 all. 2.

(7) Haunonannara 3paBHOOCUTYpUTENIHA Kaca H3IUIalla 3asBEHUTE CPEACTBA
3a npenocrasenure [ICIICMUXY/u3BbpiieHUTe pEeMOHTHH JEHHOCTH Bb3 OCHOBAa Ha
(MHAHCOBO-OTYETHUS TOKYMEHT 110 aj. 6.

(8) Hammonamnara 3apaBHOOCHUTYpUTENTHA Kaca 3aruiaiia B CPOKOBETE,
IIOCOYEHHU B JOTOBOPA, CIIEM IPEACTABIHE HA TOKYMEHTHTE 110 all. 6.

Uin. 47. (Hos - JIB, 6p. 49 o1 2022 r., B cuuta ot 01.07.2022 r.) Hantnonannara
3/IpaBHOOCUTYpUTENIHA Kaca IpeycraHoBsiBa 3amamanero Ha [ICTICMUXY/pemoHTHH
JIETHOCTH MPH 32 IMYaBAHETO UM OT creluUKalusaTa - CHUChK 1o ui. 63, an. 1 ot Hapenba
Ne 7 o1 2021 1.

JonbIHUTEIHN pa3nopendu

§ 1. (Hos - [IB, 6p. 43 ot 2024 1., B cuna ot 17.05.2024 r.) [1o cmuchia Ha
Ta3u Hapeada "MOBEpUTETICH MHTEPBAlI OT CTOMHOCTH" € MHTEepBal, B KOWTO ce HaMupa
JICUCTBUTEIIHATA CTOMHOCT Ha OLIEHSIBAaHUS MapameThp "'CpeIHONPETErIIeHa CTOMHOCT' OT
CHBKYITHOCT OT CTOMHOCTH Ha JIEKQPCTBEHUTE MPOIYKTH. JIOBEPUTEIIHUAT HHTEPBAT MOXKE
na ObJ1e M3pa3eH KaTo JAUara3oH OT CTOWHOCTH B cliefHaTa ¢popMma: OneHsBane + Mapxux
Ha rpemrkara. O6muTe HUBaA Ha goBepue ca 90 %, 95 % u 99 %.

IIpexoaHu u 3aK/IIOYUTETHU pa3nopeadu
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§ 2. (Ilpegumen § 1 - JIB, 6p. 43 ot 2024 1., B cuna ot 17.05.2024 r.) B
JIByMECEUEH CpOK CJell BIM3aHE B CHJIA HAa TMO3UTUBHUSA JiekapcTBeH crnuchbk H3O0K
3ariania JICKapCTBEHUTE MPOJYKTH, OTITYCHATH CBIJIACHO JICKAPCTBEHHS CIUCHK Ha
H3O0K, npuer ¢ pemenune Ne P/[-VC-04-127 ot 27 nexemBpu 2007 r. 3a ompexnensiHe
YCIIOBHATA, HA KOMTO TPSIOBa J1a OTTOBAPST U3ITBIHUTEIINTE Ha METUITMHCKA TTOMOIII, pe/ia

3a CKJIFOUBAHE Ha JOTOBOPUTE C TSAX U APYTH yciaoBus mo wi. 55, an. 2, 1. 2,4, 6 u 7 330
(o6H., IB, 6p. 5 oT 2008 1.; u3Mm., 6p. 45 ot 2008 1.).

§ 3. (ITIpegumen § 2 - JIB, 6p. 43 ot 2024 1., B cuna ot 17.05.2024 1.) (1) (M3m.
- IB, 6p. 40 o1 2009 1., B cuna ot 03.04.2009 r.) B cpok g0 30 maii 2009 r. nputexaTenure
Ha pa3pelieHue 3a yrnorpeda WM TeXHU YIbIHOMOIIEHU MPEACTaBUTEIN MOJaBaT 0
H3OK 3asBnenus no wi. 4 3a 3aramniaHe Ha CbOTBETHUTE JIEKAPCTBEHU MTPOJIYKTH 3a€THO
C MPUJIOKEHUTE KbM TAX IOKYMEHTHU CHITIACHO Wi. 5 OT Ta3u Hapenoa.

(2) (U3m. - IB, 6p. 49 ot 2012 1.) B cnyuyauTe 1o an. 1 kbM 3asBICHUETO HE
ce IMpwiara KOMue OT BISA3JIOTO B cuia pemeHne Ha Komucusta mo ueHH U
peumOypcupane.

§ 4. (Ilpequmien § 3 - JIB, Op. 43 or 2024 1., B cruta ot 17.05.2024 r.) B cpok
no 15 nHu oT BiM3aHe B cuia Ha NO3UTHBHMS JiekapctBeH cnucbk H3OK 3amousa
CKJIFOUBAHE Ha JIOTOBOPU C JIMLA, NOJYy4YWSIn paszpemieHue no ui. 229, an. 2 3JIIIXM 3a
THProBUsl Ha APEOHO C JEKApCTBEHU NPOAYKTU U MOJAJIM 3asBJIEHHUE 0 pela Ha Ta3u
Hapeza0a 3a OTIyCKaHe Ha MPOIYKTHUTE 1O 9JI. 1.

§ 5. (Ilpequmien § 4 - JIB, Op. 43 ot 2024 1., B cuia ot 17.05.2024 r.) B cpok
JI0 JIBa Mecella OT BIM3aHETO B CHJIA HA TTO3UTUBHUS JIEKAPCTBEH CIUCHK MPUTEKATEITUTE
Ha pa3pelieHus 3a ThProBUs Ha APeOHO C JIEKAPCTBEHU MPOIYKTH, CKIIOYHIN TOTOBOP C
H3O0K, npuexaar copTyepa cu B CbOTBETCTBUE C HOBUTE M3uckBanus Ha H30K.

§ 6. (Ilpenumen § 5 - /1B, 6p. 43 ot 2024 r., B cuna ot 17.05.2024 r.) o
BIIM3aHE B cuia Ha HapemOaTa mo wi. 30a ot 3akoHa 3a menunmHckuTe usnenus H30K
3amuania MpeAnucaHuTe U OTIMYCHATH MEAWIIMHCKH H3JENus MO IeHU W TPHU YCIOBUS

cbriacHo npuioxenue Nel5 keM Pemenne na Ynpasurtennus cbBeT Ha H3OK Ne PJI-VC-
04-127 ot 27.12.2007 . (06H., JIB, Op. 5 ot 2008 r.; m3Mm., 6p. 45 ot 2008 T.).

§ 7. (Ilpenumen § 6 - /1B, 6p. 43 ot 2024 r., B cuna ot 17.05.2024 r.) o
CKJIFOYBaHe Ha gorosopure no wi. 16, an. 1 H30K 3amnama npeanucanuTe U OTIyCHATH
JUETUYHHU XpaHU 3a CHelMaTHW MEJUIMHCKU LIEIHM 1O LIEHU U MPH YCIOBUS CHITIACHO

npuioxenne Ne 15 kem Pemenne na Ynpasutennus ceBer Ha H30K Ne P/I-YC-04-127
ot 27.12.2007 r. (06H., [IB, 6p. 5 ot 2008 1.; u3m., Op. 45 ot 2008 r.).

§ 7a. (Hos - JIB, 6p. 40 o1 2009 1., B cuna ot 03.04.2009 r., npenuiex § 6a -
B, 6p. 43 ot 2024 r., B cuna ot 17.05.2024 r.) [TppBUAT TprMeceueH nepuo mo 4. 10,
an. 1 3anouBa aa teue ot 1 rouu 2009 1.

§ 8. (Ilpenumen § 7 - JIB, 6p. 43 o1 2024 ., B cruta ot 17.05.2024 r.) Ykazanus
o MpWJIaraHeTo Ha HapeabaTa faBa YnpaBuTeaHUsAT cbeT Ha H30K.

§ 9. (U3m. - IB, 6p. 49 ot 2012 1., mpeaumen § 8 - JIB, 6p. 43 ot 2024 1., B
cuna ot 17.05.2024 r.) HapenOata ce u3naBa Ha ocHOBaHMe wi. 45, an. 9 330.
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3aK/JII0YUTeIHU pa3nopendu
KBbM HAPEJIGA 3A U3MEHEHME HA HAPEJBA Ne 10 OT 2009 T. 3A
YCJIOBMSITA U PEJIA 3A 3AILIAIIAHE HA JIEKAPCTBEHU
MPOJYKTHU MO UL 262, AJL. 4, T. 1 OT 3AKOHA 3A
JEKAPCTBEHUTE MPOJIYKTH B XYMAHHATA MEJULIMHA, HA
MEJMLWHCKU U3JAEJUS U HA TUETUYHU XPAHMU 3A
CNELUAJTHUA MEJIUIMHCKHU LEJA

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

§ 4. IMaparpadwu 2 u 3 Bimm3ar B cuna ot 3 anpuin 2009 r.

IIpexonHu u 3aK/JIOYUTETHH pa3nopeadu
KbM HAPE/JIGA 3A UBMEHEHUE U JOIIBJIHEHUE 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 INPOAYKTU B XYMAHHATA MEAULIUHA, HA
MEAUIOUHCKHA U3JEJINUA U HA JUETUYHU XPAHU 3A
CIHHEIIUAJIHA MEJUIITUHCKHU LI EJIN

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

§ 6. 3aBapeHuTre JIeKapCTBEHU MPOAYKTH, BKIHOUeHH B Ilo3uTuBHHS
JIEKApCTBEH CITUCHK, 32 KOUTO € TI0/IaJICHO 3asBJICHHE 110 WI. 4 WU YBeIOMJIEHUE TT0 4. 9
KbM JlaTaTa Ha BIM3aHE B CHJIa Ha HapendaTa, MO KOWTO HE € 3alOyHalo IJIallaHe OT
H30K, ce 3ammamar cuurano ot 01.02.2010 1.

§ 7. [IbpBUAT IByMecedeH Mmepuos mo 4ui. 4a, ai. 2 3armoysa Jja Te4e CYUTaHO
ot 01.01.2010 1.

§ 8. Hapenbara Bnu3a B cuia oT AeHs Ha oOHapojBaHeTo ¥ B "JIbpkaBeH
BECTHHK".

IIpexoanu u 3aKIIOYUTETHHA pa3nopeaoun
KBbM HAPEJIBA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IBA Ne
10 OT 2009 TI'. 3A YCJIOBUMSTA U PEJA 3A SAIIVIAIIIAHE HA
JEKAPCTBEHU NPOAYKTMU 110 YJI. 262, AJ1. 4, T. 1 OT 3AKOHA 3A
JEKAPCTBEHUTE ITPOAYKTU B XYMAHHATA MEJIUIIUHA, HA
MEJIUIWHCKHU U3JEJINA U HA JUETUNYHU XPAHU 3A
CHHEOUAJIHU MEJIUIITUHCKU L EJIN

(OBH. - JIB, BP. 67 OT 2011 T")
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§ 25. [IbpBUAT TpUMECEUEH MEPHUO O Wi 4a, aJl. 2 3aMoyBa J1a Te4e CYUTAHO
ot 01.07.2011 1.

§ 26. (1) Hamuonannara 31paBHOOCUTYpPUTEIHA Kaca OTIIpaBs IOKaHa 3a
JIOTOBapsiHE JI0 INpPUTEXATEINTE Ha pa3pelleHue 3a ynoTpeda/TeXeH YIbIHOMOIIEH
IIPEJICTABUTENl 3a IPEJICTaBSHE Ha IpPEMJIOKEHUs 3a OoTcThikUM mo wi. 20, am. 1 3a
JIEKapCTBEHUTE MIPOAYKTH, BKItOUeHH B [103UTHBHUSA 1eKapCTBEH CIIUCHK MO Wi. 262, al.
5, 1. 1 3JIIIXM kbM garata Ha BJIM3aHE B cuja Ha HapendaTra, HO HE MO-KbCHO OT
01.10.2011 r.

(2) JoroBapsiHeTo 110 an. 1 ce U3BbpIIBA [0 pella Ha IJIaBa YeTBbPTA.

§ 27. MenuuMHCKUTE W3ACAUS U JAUETUYHUTE XpPaHU 3a CHEUUAHU
MEIUIIMHCKH IIeJIM, 3ailaijaHd HanwjaHo win yactuyHo oT H3OK mpes 2011 r., ca
onpexaenenu ot Hapzopuus cpBetr Ha H30K B npuiioxenne Ne 7 "Crnuchbk Ha METUIIMHCKHU
uznenus, 3amwtam@ann ot H30K" u nmpunoxenne Ne 8 "Cnuchbk Ha JMETUYHU XpaHU,
3amiamianyd ot H30K" kbM Hanponanuus paMKoOB JOTOBOP 32 MEAUIIMHCKUTE JEUHOCTH
mexny Hanmonannara 31paBHOOCUTypUTEIHA Kaca U bearapckus nekapcku cbro3 3a 2011
r. (B, 6p. 3 or 2011 r.).

§ 28. (1) B 15-gueBeH cpok ot Biu3aHe B cuia Ha HapenOata H30K nepunupa
KOJl Ha THProBell Ha €ApO Ha BCUYKUA THPTOBIU HA €IIPO, MOJYYHIU pa3pelicHUue 3a
THProBus Ha eApo mo wi. 195 or 3akoHa 3a JNEKapCTBEHHUTE MPOAYKTH B XyMaHHATa
MEIWIIMHA, W HW3TOTBS CHOTBETHUTE EICKTPOHHM (OpMaTH 3a H3NBIHUTEINATE Ha
MEAMIIMHCKA MIOMOIII ¥ 3a JIMIaTa 1o 4. 7.

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

§ 29. (1) Pa3nopendara Ha § 8 OTHOCHO uiL. 8, all. 5 BIu3a B cuia oT 1 siHyapu
2012 r.

(2) 1o 31.12.2011 r. H3OK 3amnania Ha numara mo wi. 7, ai. 1 mo 1,00 nB. 3a
OTUYETeHa perenTypHa OJ1aHKa 3a 00padOTBAaHETO HA PEIETITH 32 JICKAPCTBEHU MPOIYKTH C
HUBO Ha 3amnaniade 100 Ha cro.

HAPEJIGA 3A U3MEHEHME M TOITLJIHEHUE HA HAPEJIBA Ne 10 OT
2009 T. 3A YCJIOBUSITA U PEJIA 3A 3AILJIAIIIAHE HA
JEKAPCTBEHU MPOJAYKTH 110 4UJI. 262, AJL. 5, T. 1 OT 3AKOHA 3A
JEKAPCTBEHUTE MPOJIYKTH B XYMAHHATA MEJIULIMHA, HA
MEJMLWHCKU U3AEJNS U HA TUETUYHU XPAHHU 3A
CNELUAJHA MEJJUIWNHCKHA [EJA

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

§ 12. HaBcskbae B Tekcta aymute "Komucus no Ilo3uTuBHUS JE€KapCTBEH
cuchk" ce 3ameHsT ¢ "Komucus no e u peumOypcupane'.
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IIpexoanu pasnopenou
KBbM HAPEJBA 3A U3BMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne
10 OT 2009 I'. 3A YCJIOBUSATA U PEJIA 3A 3AIIVIALIIAHE HA
JIEKAPCTBEHHU ITPOAYKTH IO YJI. 262, AJI. 5, T.1 OT 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJIUIIUHA, HA
MEJUIUHCKU U3AEJIUA U HA JMETUYHU XPAHU 3A
CIIEIMAJIHU MEJIMIIUHCKHA I EJIN

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

§ 13. (1) 3a cpok eqHa roAMHA OT BIM3aHE B CUJIa HA Hapea0aTa JeKapCTBCHUTE
MPOIYKTH 32 JOMAIIHO JICYCHHE Ha 3JI0KAaYeCTBEHH 3a00IsIBaHUS Ce 3aIljaliar o peaa u
[P yCJIOBHUSTA HAa Ta3U Hapeada Ha CTOWHOCT, HaMaJleHa C JIOTOBOPEHUTE OTCTBIIKHU IO
pena Ha npuioxenue Ne 10 ot Hapen6a Ne 40 ot 2004 r. 3a onpenensiHe Ha OCHOBHUS
HaKeT OT 3/IpaBHU JIeHHOCTH, TapaHTHpaH oT Oromkera Ha H30K.

(2) HamaneHnute ¢ OTCTBIIKU CTOMHOCTH Ha JICKAPCTBEHUTE MPOTYKTH 10 aj. 1
ce 3arulalaT Ha JuuaTa 1o wi. 7, aji. 1 Ha ocHoBaHue A0roBop, ckitoueH mexxay H30K u
NpUTEXKATEIUTE Ha paspelieHue 3a yrnotpeda WIM TEXHHUTE YIIbIHOMOIIECHU
MIPEJICTAaBUTEIH.

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

IIpexoanu pasnopendu
KbM HAPEJBA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IBA Ne
10 OT 2009 I'. 3A YCJIOBUSTA U PEJIA 3A 3AIIVIALIIAHE HA
JIEKAPCTBEHMU IMNPOAYKTMH ITO UJI. 262, AJI. 5, T. 1 OT 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJIULIUHA, HA
MEJUIOUHCKHA U3JAEJINA U HA JTUETUYHU XPAHUA 3A
CHEIIUAJIHA MEJUIIUHCKH LNEJIN

(OBH. - JIB, BP. 48 OT 2014 T")

§ 44. JIBananecermMeceunure nepuoau mo § 6, § 8, 1. 2, § 9 u § 33 3anounar na
TeKaT, CuuTaHo oT 1 sHyapu 2014 r.

IIpexoxnu pasnopendu
KbM HAPE/IGA 3A UBMEHEHUE U JTOITBJIHEHUE HA HAPE/IBA Ne
10 OT 2009 I'. 3A YCJIOBUSATA U PEJIA 3A 3AIIVTALIIAHE HA
JIEKAPCTBEHMU ITPOAYKTMH 1O UJI. 262, AJL. 6, T. 1 OT 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJIULIUHA, HA
MEJULIUHCKUA U3JEJINUA U HA JUETUYHU XPAHU 3A
CIHEIIUAJIHA MEJUIIUHCKH LHEJIN, KAKTO U HA JIEKAPCTBEHU
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MPOAYKTH 3A 3IPABHU JEMHOCTH 11O UJI 82, AJL 2, T. 3 OT
3AKOHA 3A 3IPABETO

(OBH. - 1B, BP. 30 OT 2015 T".)

§ 5. B cpok o equn Mecelnr ot Bim3aHe B criia Ha HapenoaTa H30K ornpass
MOKAHU JI0 MPUTEKATEITUTE HA Pa3pelIeHs 3a yIoTpeda Ha JICKapCTBEHHU MPOTYKTH/TEXHU
YI'BJIHOMOIIICHH TTPEICTABUTENH 3a IOTOBapsSIHE HA OTCTHITKH 110 wi. 20a, aji. 3 He3aBUCUMO
JIaJH 32 TE3U JIEKAPCTBEHU MPOAYKTH Ca JOTOBOPEHHU OTCTHIIKH.

IIpexoanu n 3aKII0OUYUTETHE pa3nopeaoun
KbM HAPE/JIGA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IBA Ne
10 OT 2009 I'. 3A YCJIOBUSTA U PEJIA 3A 3AIIVIALIIAHE HA
JIEKAPCTBEHMU IMPOAYKTMH ITO 4UJI. 262, AJI. 6, T. 1 OT 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJIULIUHA, HA
MEAUIOUHCKHA U3JEJIUA U HA JUETUYHU XPAHHU 3A
CIHHEIIUAJIHA MEJUIIUHCKH HEJIN, KAKTO U HA JIEKAPCTBEHUA
MPOJYKTH 3A 3JIPABHU JEMHOCTH 110 YJI. 82, AJI. 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 pella Ha Ta3u Hapeada Ha OTCTBHIKHU 3a
JIeKapCTBEHUTE MPOAYKTH 110 ui. 45, an. 10 u 19 330 3anousa B cpok 10 paboTHH 1HU OT
BIM3aHETO U B cuia, karo H30K ormpass nokaHu 3a JoroBapsiHE 10 IPUTEKATEIINTE HA
paspelieHune 3a ynorpeda 3a mpecTaBsHe Ha MPEIOKEHUS 3a OTCTHIIKM U MyOJIMKyBa Ha
MHTEPHET CTPaHULaTa CU CIIOPa3yMEHMETO 10 Wi. 22, ai. 2.

(2) B cpok go 10 pabGotHu aAHM OT nyONMKyBaHE Ha IOKAHUTE H
CIOpa3yMEHHETO MO wWi. 22, ajl. 2 NpUTEeXaTeJIUTe Ha pa3pelleHus 3a yrnorpeda/TeXHu
YI'BJIHOMOIIICHH TIPEICTABUTEIIN 3asBSIBAT KOs OT OTCTBIKUTE 10 wi. 21, an. 1, T. 1 vim 2
u30MpaT Ja IOroBapsT U HE MOTaT Jla IPOMEHST CBOSI U300D.

(3) HoromapstHeTo 110 ai. 1 ce u3BBpIIBA MO pe/ia Ha TJlaBa Y€TBHPTA.

(4) CxiroueHuTe B pe3yiTar Ha JIOrOBapsHETO MO ajl. 1 JOoroBopu BiM3aT B
cua:

1. ot marara, ot kosto H30K 3anouBa ga 3aruiama JIEKapCTBEHUS MPOILYKT
IIpM YCJIOBHUATAa Ha IjaBa BTopa, pasgen I, cvorBetHo pasgen III, B coywain de
JIEKapCTBEHUST NpoAyKT Obae BkitoueH B [IJIC - 3a nmekapcTBEHM MPOAYKTH C HOBO
MEXYHApOJHO HEMAaTeHTHO HAMMEHOBAaHWE, 3a KOMTO € IIOJAJACHO 3asBIICHUE 3a
BrouBane B [1JIC mmo wir. 262, an. 6, 1. 1 u 2 3JIIIXM;

2. OT jparaTa Ha BJIM3aHE B CWJIa Ha HapeadaTa - 3a BCHUKH OCTaHAIH
JIEKapCTBEHU MPOAYKTH, a 3@ CLIOPA3yMEHHUETO MO Wi. 22, ai. 2 - OT JOTOBOPEHUS B HETO
NEPUOA.

(5) Horosopure mo an. 3, T. 1 u 2 ca cbc cpok Ha aeiictBue 10 31.12.2016 1.,
a CIIOpa3yMEHUETO Mo Wi. 22, all. 2 - 3a JOrOBOPEHHMS B HETO NIEPUOJ Ha JICHCTBHE.
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§ 16. (1) IIpu mBpBOTO MOTOBApsSIHE C MPHUTEKATEIUTE HA paspelicHUs 3a
yrnorpe0da UM TEXHHU YII'BIHOMOIIEHHU MPEICTaBUTENIN HA OTCTHIKYU 1o wi. 21, am. 1, T. 1
pa3MephT Ha o0IiaTa OTCThIIKA € He mo-Mainko oT 20 Ha cto oT pasxoaute Ha H30K 3a
nepuo/ia OT BIM3aHe B CUJjia Ha HapenOaTa 10 kpas Ha 2015 r.

(2) B ciydauTe o an. 1 He ce npuiiara wi. 22, an. 10.

§ 17. HaumonaiiHaTa 37paBHOOCUTYpUTENIHA Kaca CIupa Ja 3arJiana 3a
JEKapCTBEHU MpoaykTu mo 4wi. 45, an. 10, 13 u 19 330, 3a koUTO HE ca JOTOBOPEHU
OTCTBIIKH.

§ 18. IlpuTexxarenute Ha pa3pelIeHUs 3a yIoTpeda Ha JIEKapCTBEHU IPOAYKTU
no wi. 10e, an. 1, KOMTO KbM MOMEHTA Ha BJIM3aHE B CHUJIa HA HapendaTa ca BKJIIOUEHH B
[UIC o un. 262, an. 6, T. 2 3JIIIXM, B 30-1HEeBEH CPOK OT BIM3AHETO M B CUJIa MIO/IaBaT
3asBieHHE 10 00paser cbriacHo mpuioxenue Ne la kpm wi. 10e, an. 2.

§ 19. Hapenbara Biu3a B cujia OT JaTaTa Ha oOHapoJBaHeTO M B "JIbpikaBeH
BECTHHK".

3aK/JII0YUTeHU pa3nopendu
KbM HAPE/JIGA 3A UBMEHEHUE U JOIIBJIHEHUE HA HAPE/IBA Ne
10 OT 2009 T'. 3A YCJIOBUSTA U PEJIA 3A 3AIIVIALLIAHE HA
JIEKAPCTBEHU NPOAYKTH IIO UJI. 262, AJ1.6, T.1 N T.2 OT
3AKOHA 3A JIEKAPCTBEHUTE INPOAYKTHU B XYMAHHATA
MEJIUIUHA, HA MEJUIIUHCKU U3JAEJNUSA U HA JUETUYHU
XPAHU 3A CIIEHUAJIHU ME/IMHIUHCKHA LHEJIU, KAKTO U HA
JEKAPCTBEHHU IMTPOJAYKTH 3A 3IPABHM JIEHHOCTH I1O UJ1I. 82,
AJL. 2, T.3 OT 3AKOHA 3A 3IPABETO

(OBH. - 1B, BP. 44 OT 2016 I'., B C1JIA OT 10.06.2016 T".)

§ 4. Hapenbara Bnu3a B cuia oT AeHs Ha oOHapojBaHeTo ¥ B "JIbpkaBeH
BECTHHK".

IIpexoanu n 3aKIIOYUTETHHA pa3nopeaou
KBbM HAPEJBA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPEJIBA Ne
10 OT 2009 T'. 3A YCJIOBUSTA U PEJA 3A SAIIJTAIITAHE HA
JIEKAPCTBEHHU NPOAYKTMU 11O YJI. 262, AJI. 6, T.1 U T. 2 OT
3AKOHA 3A JIEKAPCTBEHUTE INPOAYKTHU B XYMAHHATA
MEJIUIINHA, HA MEJUIIAHCKU U3JEJINUA U HA ITUETUYHU
XPAHMU 3A CIIEHUAJITHU MEJUIIUHCKHA LHEJIU, KAKTO 1 HA
JEKAPCTBEHHU TPOJIYKTH 3A 3JIPABHU JJEMHOCTH IT1O 4.T. 82,
AJLL 2, T.3 OT 3AKOHA 3A 3IPABETO

(OBH. - 1B, BP. 89 OT 2017 TI'., B CWJIA OT 07.11.2017T".)
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§ 9. JloroBopeHute oTCThIKM 1Mo wi. 21, an. 1, T. 1, OykBa "a" 3a 4eTBBPTOTO
TpuMeceune Ha 2017 r. ce 3arutamar aBaHcoBo 10 15 noemBpu 2017 r. Ha 6a3aTa Ha peajieH
pazxon Ha H30K 3a tpetoro Tpumeceure Ha 2017 r. [{o Kpasg Ha MbpBOTO TPUMECEUHE HA
2018 r. ce u3BBHpPIIBA CHOTBETHO W3PABHIBAHE CHOOPA3HO PEaTHUs Pa3xo/ 3a YETBBPTOTO
tpuMeceune Ha 2017 r. (pu HaABUIIIEH WIX MO-MaTbK pa3Mep Ha KOMIICHCAIUATA).

§ 10. (1) Ilpu o6y pbcT Ha mporro3HuTe paszxoau Ha H3OK 3a Bcuukum
JIEKapCTBEHU MPOAYKTH, 3aIlIalllaHyd HamblIHO Wi yactuyHo oT H3OK, no-Bucok or 3
MIPOIICHTA 3a Mepuojia OT BIM3aHe B cuiia Ha HapenOaTa 10 31 mekemspu 2017 1. cipsimo
U3BBPIICHUS pa3xo] 3a cblius nepuoa Ha 2016 r., u3ducieH ciej NpUCHaJaHe Ha
JIOTOBOPEHUTE OTCTHIKHU MO 4wi. 21, ai. 1, T. 1 u an. 2 3a neprosa, NpUTEKATEIUTE HA
pa3permieHueTo 3a yrnoTpeda/TeXHUTE yIbITHOMOIICH! MPEICTaBUTENN, (OPMUPATU TO3H
PBCT 3a JIGKAPCTBEHUTE CU NMPOAYKTH 1o wi. 20, an. 1, mpeaocTaBaT oTcTblKa 1o ui. 21,
an. 6 B pazmep 40 mpolieHTa OT CHOTBETHHUS Pa3Mep HAa PHCTA CU 332 TOCOUYEHUS TIEPHO/I.
[TporHo3HusT pazMep Ha AbDKMMara orcThiika ce ompenens oT H30K u ce 3amnama
ABAaHCOBO OT CBHOTBETHHTE NIPHUTEXKATEIM Ha paspelieHue 3a yrnoTpeda/TeXHHUTe
YI'BJIHOMOIIEHH NpecTaBuTeNn B cpok A0 15.11.2017 1.

(2) CxmoueHHWTE KBM JIaTaTa HAa BIU3aHE B CHJIAa HA Hapeadara JOTOBOPH 3a
OTCTBIIKM 1o ui. 21, aim. 1, T. 1 ocraBar B crmiia g0 31.12.2017 r., xaTo ¢ JOIBIHUTEIHU
CIIOpa3yMEHHs KbM TAX CE YPEXKIa aBaHCOBOTO MPEIOCTaBsIHE HA OTCTHIIKU 1O aj. 1.

§ 11. Hapenbara Bau3a B cuiia OT JIeHd Ha oOHapoJBaHeTo U B "/[bpikaBeH
BECTHUK" ¢ M3KJItoueHue Ha § 4 u 8, Kouto Biau3ar B cujia ot 1 ssuyapu 2018 1.

3aK/JII0YUTeHU pa3nopendu
KbM HAPEJBA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IBA Ne
10 OT 2009 I'. 3A YCJIOBUSTA U PEJIA 3A 3AIIVIALIIAHE HA
JIEKAPCTBEHU NPOAYKTH ITO 4JI. 262, AJI1.6, T.1 U T.2 OT
3AKOHA 3A JIEKAPCTBEHUTE INPOAYKTHU B XYMAHHATA
ME/IUIUHA, HA MEJUIIUHCKU U3JAEJNUA U HA JUETUYHU
XPAHU 3A CIIEOHUAJIHN ME/IMIUHCKHA LHEJIA, KAKTO U HA
JEKAPCTBEHHU IMPOJAYKTH 3A 3IPABHM JIEHHOCTH I10O 4J1I. 82,
AJL 2, T.3 OT 3AKOHA 3A 3IPABETO

(OBH. - 1B, BP. 95 OT 2018 I"., B CMJIA OT 16.11.2018 I".)

§ 5. Hapenbara Bin3a B cuiia OT JeHd Ha oOHapojBaHeTo ¥ B "JlbpikaBeH
BECTHHK".

IIpexoaHu u 3aK/JIIOYUTETHU pa3nopeadu
KBbM HAPEJABA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne
10 OT 2009 I'. 3A YCJIOBUSATA U PEJIA 3A 3AIIVTALITAHE HA
JIEKAPCTBEHU NPOAYKTMH IO 4UJI. 262, AJI. 6, T.1 U 2 OT 3AKOHA
3A JEKAPCTBEHUTE NPOAYKTU B XYMAHHATA MEJIUIIUHA, HA
MEJUIIUHCKU U3JEJIUA U HA JUETUYHU XPAHU 3A
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CHENUAJHA METALIUHCKH LHEJIH, KAKTO U HA JIEKAPCTBEHH
IMPOAYKTHU 3A 3JPABHU JEMHOCTH 110 YJI. 82, AJL. 2, T. 3 OT
3AKOHA 3A 3IPABETO

(OBH. - 1B, BP. 17 OT 2019 I'., U3M. 1 JIOIl. - /IB, bP. 47 OT 2019T".)

§ 33. B enHoMecedeH CpOK OT BIIM3aHE B CHJIA Ha HapendaTa MpUTEKaTEINTe
Ha paspelieHue 3a yrnorpeda/TeXH! yIIbIHOMOIIEH! NPEACTABUTENN M0JaBaT 3asBICHUS
no uwi. 10e, an. 2 3a 3amnamane or H3OK Ha nekapcTBeHHTE MpPOAYKTH IpHU
’KMBOTO3aCTPALIABAIIN KPHBOM3IIUBH U CHCIIHH ONEPATUBHY U WHBA3MBHU MHTEPBEHIINU
I[IpU MAUMCHTHU C BPOACHH KOAryJiolaTruu, 3aljiallflaHu B OoJIHMYHATAa MCAUIIMHCKA ITOMOII]
W3BBH CTOMHOCTTA Ha OKA3aHUTE MCIUIUHCKH YCJIIYTH.

§ 34. B nBymeceueH cpok oOT Bim3aHe B cwia Ha Hapembata H30K u
INPUTEKATEIINTE Ha pa3pelieHHus 3a YNoTpeOa/TeXHU YI'BJIHOMOILUEHU NpPEeACTaBUTENN
CKJIIOYBAT JIOTOBOPH 3a OTCTBHIIKH U 3a MpUjiaraHe Ha MexaHusma 1o wi. 34, an. 1 3a 2019
I., KOUTO BKJIIOYBAT nepuoza ot 1 suyapu no 31 nekemspu 2019 r.

§ 35. B aBymeceueH cpok OT BIIM3aHE B CHJIa Ha Hapeadara ce MpoBex.a
3aIBJDKUTETHO [EHTPAIM3UPAHO JOroBapsiHe Ha OTCTHIKH 3a 2019 1. 3a ekapcTBEHUTE
MPOIYKTH MPH KUBOTO3ACTPAIlIaBAIN KPbBOM3IUBY U CIICIIHHU ONEPAaTUBHU U MHBA3UBHU
HWHTCPBCHUWHN IIpHU ITAUCHTU C BPOACHH KOAryJjoIllaTHH, 3alllalllaHu B 60J'IHH‘IH3T3
MEAMIIMHCKA TOMOIIl U3BbH CTOWHOCTTA HAa OKA3aHUTE MEIUIMHCKU YCIYTH, 32 KOUTO
CTOWHOCTTA, 3arutamana ot O0romkera Ha H30K, ce n3uuncisiBa upes rpymnupane, B KOSTO
HE y4acTBaT JIEKAPCTBEHU MPOAYKTH Ha JPYTH MIPUTEKATEIN HA pa3pelIeHue 3a yroTpeoa.

§ 36. B nBymeceueH cpok OT BJIM3aHE B cUJjia HA Hapen0aTa NpUTeKaTelInTe Ha
pa3pelieHue 3a ymnoTpeOa/TeXHU YIBIHOMOIIEHU MPEACTaBUTENN MOraT Ja IojaBat
npemioxenus u aa goropapar ¢ H30K orcrenku mo 4. 21, an. 1, T. 4, npenocTaBsHu U
3aIuTalllaly MPU YCIOBUATA U TIO pe/ia, perIaMeHTUPAHH ¢ Hapeaoara.

§ 37. (1) (Hom. - AB, 6p. 47 ot 2019 r.) MexaHuU3MbT, rapaHTHpaIl
MPEABUANMOCT U ycToiunBOoCT Ha Oropkera Ha H30OK mo riaa meta u mpuiioxeHue KbM
Ne 10 kM un. 34, an. 1, 3a 2019 r. ce npunara 3a BCUYKHU JIEKaPCTBEHU IMPOIYKTH,
OTIIyCHAaTH, ChOTBETHO NMPHJIOKEHH, OTYETEHU U 3allJIAaTeHH HaIbJIHO WM YaCTUYHO OT
H30K mnpe3 nepuoma 1.01.2019 - 31.12.2019 r., ¢ u3KiIOYEHUE HA JIEKAPCTBEHUTE
INPOAYKTH MPH KUBOTO3ACTpAIllaBal[ KPbBOU3JIMBHU U CIIELIHU ONEPATUBHU U UHBa3UBHU
WHTEPBEHIINHU IPU TIALIMEHTHU C BPOJIEHU KOAryJsoNaTuy, BKIOYEHHU B ITAKETA, ONIPEAEIIEH C
HapezaOaTa 1o ui. 45, ain. 2 oT 3akoHa 3a 31paBHOTO ocurypsiBane, kouto H30K 3amama
Ha W3IBJIHUTENNTE HAa OOJHUYHA MEIULIMHCKA TIOMOIIl U3BbH CTOMHOCTTA HAa OKa3BaHUTE
MEAMLIMHCKH YCIIYTH.

(2) (HoBa - IB, Op. 47 ot 2019 r.) [Ipu npunarase Ha MEXaHHU3Ma Pa3XOJIUTE
Ha H3OK 3a nexkapcTBEeHHTE NPOAYKTU INPU JKUBOTO3ACTpAIlaBAIU KPBBOU3IUBU U
CIEIIHU ONIepaTUBHU ¥ MHBA3UBHHU MHTEPBEHIINH MPU MALUEHTH C BPOJIECHU KOAryJIomaTHH
HE CE BKJIIOYBAT BbB:

1. rogumnug 610/pket 3a 2019 1. 32 OCHOBHA Tpyma JeKapCTBEHU MPOIYKTH

non,

"B", mocouena B ui. 35, an. 1, Oyksa "B";
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2. mpu U3YHUCIABAHE HA TPUMECEYHHTE M TOJUIIHOTO HAJBHILIEHUS 3a
OCHOBHATa rpymna no T. 1;

3. Ipu U3YKCIIABaHE HA CYMHTE 3a HA/IBUIICHUS, YCTAHOBEHU IPU MpUIaraHe
Ha MCXaHHU3Ma, MOMJICKAIIW Ha JUPCKTHHU IUIallaHHAg, 3a JICKAPCTBCHUTC MNPOAYKTH OT
OCHOBHATa rpymna o t. 1.

(3) (IIpeaumrna ain. 2 - IB, Op. 47 ot 2019 r.) B nByMeceueH cpok OT BiIu3aHe
B cuia Ha Hapen6ata H30OK u mputexxarenute Ha paspelieHusiTa 3a yrnorpeda/TeXHu
YII'BJIHOMOIICHHU NPCACTABUTCIIN HA JICKAPCTBCHUTC MPOAYKTH, 3allJIalllaHW HAITBJIHO HUJIN
yactuuHo oT H30K, xouto He nmoasexar Ha 3aAbDKUTEIHO [IEHTPATU3UPAHO IOTOBapSIHE
Ha OTCTBIIKH, CKJIFOUBAT JJOTOBOPH 110 4. 34, an. 3 3a npuiarane 3a 2019 r. Ha Mexanuszma
1o aju. 1 3a Te3u NpOAYKTH.

3aK/JII0YUTEeHU pa3nopendu
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne
10 OT 2009 I'. 3A YCJUIOBUSITA, PEJA, MEXAHU3MA U KPUTEPUUTE
3A SAIUVIAINAHE OT HAIMOHAJIHATA 3/IPABHOOCUT'YPUTEJIHA
KACA HA JIEKAPCTBEHU MPOAYKTHU, MEJJUHIUMHCKHU U3JAEJINS U
HA JTUETUYHU XPAHMU 3A CIOENUAJIHA MEJIMIIMUHCKHU LEJIAU,
JOT'OBAPSIHE HA OTCTBIIKU U ITPUJIAT'AHE HA MEXAHU3MU,
TAPAHTUPAIIUA NPEABUIAMMOCT U YCTOMUYUBOCT HA
BIOJKETA HA H30K

(OBH. - 1B, BP. 19 OT 2020 T.)

§ 19. Horosopute 3a 2020 r. mexay Hanumonannara 3apaBHOOCUTYpUTETHA
Kaca U MPUTEKATEIUTE Ha pa3pelIeHus 3a yrnorpeda Ha JIEKapCTBEHU MPOJAYKTH/TEXHU
YI'BJIHOMOIIIEHH NPEICTaBUTENN, KOUTO BIU3aT B cuiia oT 1 suyapu 2020 r., ce CKiro4YBaT
MpU YCJIOBHATA U TO pela Ha Ta3u Hapeada W ChIIACHO MEXaHW3Ma, TapaHTHpAIll
NpeBUIUMOCT U ycToMunBOCT Ha Oropkera Ha H30K 3a 2020 r.

3ak/II0uYNTeIHU pa3nopenou
KbM HAPE/IGA 3A JOITbJIHEHUE HA HAPEJBA Ne 10 OT 2009 I'. 3A
YCJIOBUSITA, PEJA, MEXAHU3MA U KPUTEPUUTE 3A
SAIVIAINAHE OT HAIIUOHAJIHATA 3IPABHOOCHUI'YPUTEJIHA
KACA HA JIEKAPCTBEHHU ITPOAYKTHU, MEJJUIIUHCKHU U3AEJUSA U
HA TMETUYHU XPAHMU 3A CIIEINIUAJTHA MEJIUIITUHCKH L EJIA,
JOI'OBAPSHE HA OTCTBIIKM U Bb3CTAHOBSIBAHE HA
NPEBUIIEHUTE CPEJACTBA ITPU ITPUJIATAHE HA MEXAHU3DbBM,
TAPAHTHUPAIL IPEJABUIUMOCT U YCTOMUYNUBOCT HA
BIOJ’KETA HA H30K

(OBH. - 1B, BP. 106 OT 2020 I'., B CMJIA OT 15.12.2020T".)

§ 2. Hapenbara Biu3a B cuiia OT JeHA Ha oOHapojBaHeTo ¥ B "JlbpikaBeH
BECTHHK".
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3aK/JII0YUTEeIHU pa3nopendu
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne
10 OT 2009 I'. 3A YCJUIOBUSTA, PEJA, MEXAHU3MA U KPUTEPUUTE
3A SAIVIAINAHE OT HAHMOHAJIHATA 3/IPABHOOCUI'YPUTEJIHA
KACA HA JIEKAPCTBEHU MMPOAYKTU, MEJIUIIUHCKHU U3JAEJIUSA U
HA JUETUYHU XPAHU 3A CIEUAJIHU MEJULIUHCKHU LEJIAU,
JOT'OBAPSIHE HA OTCTBIIKU U Bb3CTAHOBSABAHE HA
MNPEBUIIEHUTE CPEJICTBA IIPU IPUJIATAHE HA MEXAHU3bBM,
TAPAHTHUPAII IPEJABAJMMOCT U YCTOHMUYUBOCT HA
BIOJKETA HA H30K

(OBH. - 1B, BP. 73 OT 2021 I"., B CWJIA OT 03.09.2021T".)

§ 3. Hapenbara Bim3a B cuiia OT JAcHS Ha oOHapojaBaHeTo M B "JIbpikaBeH
BECTHHK".

3aK/JII0YUTeHU pa3nopendu
KbM HAPE/IGA 3A UBMEHEHUWE HA HAPE/IBA Ne 10 OT 2009 T'. 3A
YCJIIOBUSATA, PEJA, MEXAHU3MA U KPUTEPUUTE 3A
SAIIVIAIIAHE OT HAIIMOHAJIHATA 3IPABHOOCUI'YPUTEJIHA
KACA HA JIEKAPCTBEHHU ITPOAYKTU, MEJUIINHCKH U3AEJUA U
HA IMETUYHU XPAHU 3A CIIENUAJIHU MEJUIITUHCKU L EJIA,
JOI'OBAPSHE HA OTCTBHIIKU U Bb3CTAHOBSIBAHE HA
HNPEBUHIEHUTE CPEJACTBA ITPU ITPUJIAT'AHE HA MEXAHU3bBM,
TAPAHTHUPAII TPEABUJIMMOCT U1 YCTOMUHUBOCT HA
BIOJ/KETA HA H30K

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

3ak/II0YNTeIHY pa3nopeaou
KbM HAPE/IGA 3A UBMEHEHUE U TOITBJIHEHUE HA HAPEJIBA Ne
10 OT 2009 I'. 3A YCJIOBUSATA, PEJJA, MEXAHU3MA U KPUTEPUUTE
3A SAIIVTAHTIAHE OT HAIIMOHAJIHATA 3JIPABHOOCUI'YPUTEJIHA
KACA HA JIEKAPCTBEHHU ITPOAYKTHU, MEJUIIUHCKHU U3AEJUA U
HA JUETUYHU XPAHU 3A CIIEHUAJIHU MEJUIIWUHCKUA L EJIA,
JTOTI'OBAPSAHE HA OTCTBIIKU U Bb3CTAHOBSIBAHE HA
INPEBUIIEHUTE CPEJACTBA ITPU ITPUJIATAHE HA MEXAHU3bBM,
TAPAHTHUPAI IPEJIBUJIAMOCT U YCTOMYUBOCT HA
BIO’KETA HA H30K
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(OBH. - 1B, BP. 26 OT 2022 I"., B CWJIA OT 01.04.2022 T".)

§ 2. Hapenbara Bim3a B cuia OT JACHS Ha oOHapoaBaHeTo M B "[IbpikaBeH

BECTHHUK".

3aK/II0YNTeIHE pa3nopenou
KBbM 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 CHEUAJIHU ME/IMLIUHCKHU LEJIA,
JOI'OBAPSHE HA OTCTBHIIKU U Bb3CTAHOBSIBAHE HA
HPEBUHIEHUTE CPEJACTBA ITPU ITPUJIAT'AHE HA MEXAHU3bM,
TAPAHTHUPAII IPEABUJIMMOCT U1 YCTOMUYHUBOCT HA
BIOJ/KETA HA H30K

(OBH. - IB, BP. 49 OT 2022 T"., B CWUJIA OT 01.07.2022T".)
§ 20. Hapenbara Biu3a B cuita ot 1 romm 2022 1.

3aK/JII0YUTeHU pa3nopendu
KbM HAPE/IGA 3A UBMEHEHUWE HA HAPE/IBA Ne 10 OT 2009 T'. 3A
YCJIIOBUSATA, PEJA, MEXAHU3MA U KPUTEPUUTE 3A
SAIIVIAIIAHE OT HAIIMOHAJIHATA 3IPABHOOCUI'YPUTEJIHA
KACA HA JIEKAPCTBEHHU TPOAYKTU, MEJUIINHCKHU U3AEJUA U
HA JMETUYHU XPAHU 3A CIIENUAJIHU MEJUIIUHCKU LEJHU 1N
HA NIOMOIIIHU CPEJACTBA, IIPUCITIOCOBJIEHUS, CbOPBKEHUS
N MEAUIOUHCKUA U3JIEJINSA 3A XOPATA C YBPEXKJIAHUS,
JOI'OBAPSAHE HA OTCTBIIKU U Bb3CTAHOBSABAHE HA
MNPEBUUIEHUTE CPEJACTBA ITPU ITPUJIATAHE HA MEXAHU3bBM,
TAPAHTUPAIL NPEJBUJIUMOCT U YCTOMUYUBOCT HA
BIOJ/KETA HA H30K

(OBH. - 1B, BP. 100 OT 2023 I"., B CUJIA OT 01.12.2023 T".)

§ 2. HapenbaTa BiM3a B cuia OT JAeHS Ha oOHapojaBaHeTo M B "[IbpikaBeH

BECTHUK'".

IIpexonHu n 3aK/JII0OYUTETHU pa3nopeadu
KbM HAPE/IGA 3A JOITbJIHEHUE HA HAPEJBA Ne 10 OT 2009 T'. 3A
YCJIIOBUSITA, PEJA, MEXAHU3MA U KPUTEPUUTE 3A
SAIIVTAITAHE OT HAIIMOHAJIHATA 3IPABHOOCUI'YPUTEJIHA
KACA HA JIEKAPCTBEHHU TPOAYKTU, MEJUIINHCKHU U3AEJUA U
HA JTMETUYHU XPAHU 3A CIIENUAJIHA MEJUIITUHCKH OEJHU U
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HA ITOMOIIIHAU CPEACTBA, IPUCIHHOCOBJIEHUSA, CbOPBXEHUSA
N MEJUHIUHCKHU U3JAEJINSA 3A XOPATA C YBPEKJIAHUS,
JOI'OBAPSAHE HA OTCTBIIKU U Bb3CTAHOBSABAHE HA
NPEBUIIEHUTE CPEJACTBA IIPU IPUJIAI'AHE HA MEXAHU3bBM,
TAPAHTHUPAI IPEJIBUIUMOCT U YCTOMUYABOCT HA
BIOI’KETA HA H30K

(OBH. - 1B, BP. 43 OT 2024 T'., B C1JIA OT 17.05.2024 T".)

§ 4. B cayyait ye kbM 1 roiam 2024 1. HIMa CKJIIOYEHH OT MUHHUCTHpA Ha
3/1paBEOINa3BaHETO B KayecTBOTO My Ha LleHTpaneH opraH 3a NOKYNKH B CEKTOp
"3npaBeomna3BaHe” U BJIE3JIH B CUJIa PAMKOBU CIIOpAa3yMEHHUS, OT Ta3H JlaTa /10 CKII0UYBAaHE
U BJIM3aHE B CUJIa HA HOBU PaMKOBHU CIlOpazyMeHus ce mpuiara wi. 10x, an. 1r - 1.

§ 5. IIspBOoTO mIECTMECEuYHE, 3a KOETO C€ OMpeAeis CpeaHONpEeTerieHa
CTOMHOCT 1o peaa Ha wi. 10k, ai. 1e u ann. 1k, ooxBaria nepuoaa ot 1 gekemepu 2023 T.
no 31 mam 2024 r.

§ 6. [IbpBOTO 1HIECTMECEUHE, 32 KOETO ce MyOnrKyBa nHdopmanus mo 4wi. 10k,
an. 11, ooxpamra nmepuoaa ot 1 oy 2024 1. no 31 nekemspu 2024 T.

§ 7. Hapenbara Bim3a B cuiia OT AeHA Ha OOHapojBaHeTo U B "JlbpikaBeH
BECTHHK".

IIpexonHu u 3aK/JIIOYUTETHA pa3nopeadu
KbM HAPE/JIGA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPE/IBA Ne
10 OT 2009 I'. 3A YCJIOBUSATA, PEJA, MEXAHU3MA U KPUTEPUUTE
3A BAIIVTAITAHE OT HAIIMOHAJIHATA 3IPABHOOCUI'YPUTEJIHA
KACA HA JIEKAPCTBEHHU TPOAYKTU, MEJUIINHCKHU U3AEJUA N
HA JMETUYHU XPAHU 3A CIIENUAJIHA MEJUIITUHCKH IEJHU U
HA IOMOIIIHA CPEJACTBA, ITPUCITIOCOBJIEHU S, CbOPBKEHUSA
N MEAUNLOUHCKUA U3IEJINSA 3A XOPATA C YBPEKJIAHUS,
JOI'OBAPSHE HA OTCTBHIIKU U Bb3CTAHOBSIBAHE HA
MNPEBUUIEHUTE CPEJACTBA ITPU ITPUJIATAHE HA MEXAHU3bBM,
TAPAHTHUPAII TPEABUJIMMOCT U1 YCTOMUYHUBOCT HA
BIOJ’KETA HA H30K

(OBH. - IB, BP. 104 OT 2024 T".)
§ 3. Ilaparpad 1 Bim3a B cuia Ha 1-BO YMCIIO HA CHOTBETHHS KaJICHIApPEH

Mecell, CJIe/IBalll JaTaTa Ha oOHapoaBaHETO Ha Hapeabara B "JIbp)kaBeH BECTHUK'.

§ 4. lo BIu3aHe B cujia HA IPBUS CIUCHK, OMPEENICH MPU YCIOBUATA U TIO
penaHa § 2, ce mpuiara ClUChbKbT, U3TOTBEH MO JOCETAILIHUS PE U IS CTBAILl IPU BIU3aHE
B CHJIa Ha HapemOaTa.

[Ipunoxenne Ne 1 kpm 4. 4
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(M3wm. - [IB, 6p. 67 ot 2011 1., m3m. - JIB, 6p. 49 ot 2012 r., u3m. u gom. - /1B,
op. 48 oT 2014 1.)

3AJABJIEHUWE

(NbIHO HAUMEHOBAHUE HA Npumedcamelisl Ha paspeulenuemo 3a ynompeoa)
ChC CEIANIMIIE U aJJPEC HA YIIPABJICHUE!

(3a ropuoudecko auye - NbJIHO HAUMEHOB8AHUEe Ha Npedcmagumelts, cedaiuue u aopec Ha
ynpasnenue; 3a uzuuecko auye - mpume umena, EI'H, nocmosinen aopec)

8 Kauecmeomo My HA: NPUMedCcamesl Ha paspeueHue 3a ynompeoa/ynviHomoueH
npeocmasume

(HessipHOMO Ce 3auepmasa)
C IOKYMEHT, yIOCTOBEPSIBaIIl TPECTABUTEIIHATA BIIACT:

Anpec:

YBAXAEMMU I'OCITOANH/TOCITIOXKO
YIIPABUTEIJI,

Ha ocHoBanwme 4. 4 BB Bpb3ka ¢ wi. 5 or Hapeng6a Ne 10 ot 2009 r. 3a ycnoBusTa u peia 3a
3arulalllaie Ha JeKapCTBEHU MPOAYKTHU 1o Wwi. 262, an. 6, T. 1 oT 3akoHa 3a JIeKapCTBEHUTE
MPOJIYKTH B XyMaHHAaTa MEAUITMHA, HA MEUIIMHCKA U3/ITUS U HA JUSTUIHHU XPaHH 32
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CIIELUATHY MEUIIMHCKH 11eJIM, KaKTO M Ha JIEKAPCTBEHH MPOAYKTH 32 3/IpaBHUTE JEHHOCTH 110
1. 82, an. 2, T. 3 o 3aKOHa 3a 3[ApaBETO 3asiBABaM, 4e xkenas faa ce 3amiamar or H30K
CJICIHUTE JIEKAPCTBEHH MPOAYKTH:

KbM HacTOAOTO 3asBJIEHUE IPUIIaraM CJIEIHUTE JOKYMEHTH:
1. Komue ot BiIs13710 B cWiIa penieHue Ha HalimoHamHus ChBET 110 IICHH U peUMOypCUpaHe Ha
JIEKapCTBEHUTE IIPOIYKTH

(npunazam ce pewienusma 3a 6CeKu eOuH Om NOCo4YeHume no-20pe 8 3ds6J1eHUemo NPoOyKmu)

JLATAL (oo e
(noonuc u neuam Ha 3aa8umeisi)

[Tpunoxenne Ne 1a xpm uin. 10e, ain. 2

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

3AAdABJITEHUWE
(NbIHO HAUMEHOBaHUe Ha npumedicamelis Ha paspeulenuemo 3a ynompeoa)

ChC CEIAJMIIE U aJpeC Ha yIpaBICHHUE:
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(3a ropuduuecko auye - NbJIHO HAUMEHOBAHUE HA NpedCcmasumelis, ceoaiuwe u aopec Ha
ynpasnenue; 3a guzuiecko auye - mpume umena, EI'H, nocmosnen aopec)
B Ka4E€CTBOTO MY Ha: IPUTEKATEI HA pa3pelieHre 3a ynoTpeda/yIrbIHOMOIIEH PEJICTaBUTEN
(HessipHOMO ce 3ayepmasa)
C IOKYMEHT, yJI0OCTOBEPSIBAIIl IPEJCTABUTEIIHATA BIIACT:
3a chOOIIEHHS U KOHTAKTH:
Anpec:

YBAXAEMU I'OCITOJJUH/T'OCITIOXO
YIIPABUTEJI,

Ha ocnoBanue ui. 10e, an. 2 or Hapeg6a Ne 10 ot 2009 r. 3a ycnoBusita 1 pejia 3a 3arianiaHe
Ha JIEKapCTBEHHU MPOAYKTH 110 Wi. 262, ann. 6, T. 1 u 2 ot 3aKoHa 3a JEKApCTBEHUTE MPOAYKTHU B
XyMaHHaTa MEJIUIIMHA, Ha MEAWIIMHCKY H3/ICTUs M Ha TUSTHYHU XPaHH 3a CIICIIUATHH
MEIUIIMHCKH 1IeJTH, KAaKTO U Ha JICKAPCTBEHU MPOAYKTH 3a 3APaBHUTE JEHHOCTH 1O 4. 82, an. 2,
T. 3 oT 3aK0Ha 3a 3/IpaBETO, 3asABsiBaM, 4e kenas aa ce 3amiamar ot H30K cnegnute
JIEKapCTBEHH MPOIYKTH:

KbM HacTOAI110TO 3as1BJIEHUE MPUIIaraM CI€AHUTE JOKYMEHTH:
1. Konue ot Bis13710 B cuila peieHre Ha HaroHanHus cbBeT 10 LIEHU U peuMOypcrpaHe Ha
JIEKapCTBEHUTE MPOIYKTH.

(npunazam ce pewieHuAMAa 3a 6CeKuU eOUH Om NOCoYeHUme no-2ope 8 3aa6leHUeno nPooOyKmiL,)
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(noonuc u neyam
Ha 3as6umeinsi)

[Ipunoxxenue Ne 2 kbm 4. 8a, an. 9 u un. 10k, an. 9

(HoBo - 1B, 6p. 19 oT 2020 1.)

I[TPOTOKOJI

Ne JHara: OPUTMHAIJI
000000000...

IIpurexaren Ha
paspeleHue 3a
yrnorpeba/Hero
YI'BJIHOMOUICH
IpeJICTaBUTEN

Anpec:

WH o 3/1/1C/MH no
HAIMOHAJIHOTO
3akoHojarencTBo 3a JAJIC:

EUK/BYJICTAT:
M.O.JL.

ITomyyarenn: HaunuonanHa 31paBHOOCUTYPHUTEIHA Kaca

Anpec: I'p. Codus, yn. Kpuuum Ne 1
EUK/BYJICTAT: 121858220
M.O.JI.

Or: Ho:

3a nepuon;

3a mocoyeHus nepuo AbKUMaTa 3a Bb3craHoBsiBaHe cyMa Ha H3OK ot nputexarens Ha
paspelieHue 3a ynorpeda/HeroB yIbIHOMOIIIEH IpeacTaBuTen Ha 3amiareHu oT H30K
CpEJICTBA 32 JIEKApCTBEHU MPOAYKTH 3a MAalUEHTH, IPH KOUTO € HaJIMIIE JIUICa Ha Pe3yaTaT OT
TepanusTa, Bb3JIM3a Ha:

Nof I'pyna| JlekapctBen | KomumuectBo 3aruiateHa cyma 3a 3aruiateHa cyma ot

(A, b, MPOIAYKT enmamia ot H30K, H30K, noxnexaria Ha
B) nojJiekaiia Ha BB3CTaHOBsIBaHE 00110

BB3CTAaHOBSIBAHE
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H3meHeHne Ha JaHb4YHaTa OCHOBA O6HIOZ

JJIC craBka:

H3zmenenue na JIJ1C:

Cyma 3a namase: Cpok 3a maiase:
ITo cmetka Ha H30K: BIC: BNBGBGSD, IBAN: BG46 BNBG 9661 3100 1100 01
OcHoBaHue 3a U3JaBaHe: Unen 8a, an. 9 u un. 10k, ain. 9 ot Hapen6a Ne 10 ot 2009 1.

34 yCJIOBUATA, p€lid, MCXaHU3MaA U KPUTCPUUTC 3a
3amnamiadge ot HamuonanHnara 3ApPaBHOOCUTYPHUTECIIHA Kaca
Ha JICKapCTBCHU MMPOAYKTHU, MCIAUITUHCKU U3CJINA U HA
JUCTUYHHU XPaHU 3a ClICHUaJIH MECAUIUHCKHA ICIIN,
JA0TrOoBapsAHC Ha OTCTBIIKKM U Bb3CTAHOBABAHC Ha
MPEBUIICHUTEC CPCACTBA IIPHU IIPUJIAraHe Ha MCXaHU3bM,
rapadnTupail npcaABuaIuMOCT U YCTOﬁqHBOCT Ha 6I-O,Il)KeTa Ha

H30K
JlaTra Ha Bb3HMKBaHE HA
JTaHBYHOTO CHOUTHE:
IIpunoxenue: CrnpaBka 3a KOJM4€ecTBaTa Ha JIEKAPCTBEHH MPOAYKTH 3a

MalKUEHTH, TPU KOUTO € HAJIUIE JIUIICA HA PE3YyATaT OT
Tepanusra, u cpencrnara, 3amiareau or H30K 3a Tsx

3a mputexaress Ha 3a HarmonasiHata 3/ipaBHOOCUTYPHUTEIIHA Kaca:
paspernieHueTo 3a ynorpeba/
HEr'OB YIIbJIHOMOIICH
IpeCTaBUTEIL:

[Tpunoxxenne Ne 3 xbM 4. 9a, an. 1

(M3m. - 1B, 6p. 34 ot 2009 r., npeauino punoxenue 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.)

(0]
YIIPABUTEJIA HA H30K

JAMABJIEHUE
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(NbIHO HAUMEHOBAHUE HA Npumedicames Ha paspeulenuemo 3a ynompeoa)
ChC CEIANIMIIE U aJJPEC HA YIIPABJICHUE!

(3a ropuoudecko auye - NbJIHO HAUMEHOB8AHUE HA Npedcmagumelts, cedaiuue u aopec Ha
ynpasnenue; 3a uzuuecko auye - mpume umena, EI'H, nocmosinen aopec)
B KQ4E€CTBOTO MY Ha: IIPUTEKATEI Ha pa3pelieHne 3a ynorpeda/yrbIHOMOIIEH MPeICTaBUTEN
(HessApHOMO ce 3auepmasa)
C IOKYMEHT, yIOCTOBEPSIBAIIl IPEICTABUTEIIHATA BIIACT:

Anpec:

YBAXAEMMU I'OCITOAMH/T OCITIOXKO
YIIPABUTEIJI,

Ha ocnoBanue ui. 9a, an. 1 ot Hapen6a Ne 10 ot 2009 r. 3a ycioBusita v pejia 3a 3arianjaHe Ha
JIEKapCTBEHM MTPOLYKTH M0 4. 262, ait. 6, T. 1 oT 3aKOHa 3a JIeKapCTBEHUTE NIPOAYKTHU B
XyMaHHATa METUIIMHA, HA MEIUIIMHCKY W3/IENHS M Ha JUETUYHU XPAaHH 32 CIICIIUATHU
MEIUIIUHCKH L1eJIM, KAaKTO U Ha JIEKapCTBEHU MPOIYKTH 32 3ApaBHUTE NEHHOCTH Mo wi. 82, ail. 2,
T. 3 oT 3aKOHa 3a 3J[paBeTO 3asBsIBaM, Ue Kemas J1a ce npekpatu 3aminanmanero oT H30K no pena
Ha Hape0ara Ha CIIEHUTE JIEKAPCTBEHH NMPOYKTHU:

(HaumeHoB8anUe HA JeKapCmEeHUs NPOOYKM, JIeKapcmeeHa oopma u OKOHYamenHa OnaKoeKa)
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3.
JLATAL (oo
(noonuc u neuam Ha 3as6umess)
[Tpunoxxenne Ne 3a kpm ui. 10a, an. 1
(Hoso - 1B, 6p. 48 oT 2014 1.)
3ASBJIEHUE
oT

(NIHO HAUMEHOBAHUE HA NPUMENCAMEN HA PA3PeUeHUemo 3ad YRompeoa/ynbiHOMOUeH
npeocmasumer)
ChC CeNAIMIIE U AJIPEC HA YIPaBJICHHUE:

(3a ropuoudecko auye - NbJIHO HAUMEHOB8AHUE Ha Npedcmagumelts, cedanuue u aopec Ha
ynpasienue;
3a ¢uzuuecko auye - mpume umena, EI'H, nocmosinen aopec)
B Ka4€CTBOTO MY Ha: IPUTEKATEI Ha pa3pelIeHne 3a ynoTpeda/yIrbIHOMOIIEH IPEICTaBUTEN
(HesapHOmMO ce 3auepmasa)
C IOKYMEHT, YIOCTOBEpsBaIl] MPEACTaBUTEIHATA BIACT:

3a chOOIIEHNU U KOHTAKTH:
Anpec:
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YBAXAEMU I'OCITOJJUH/T'OCITIOXO
YIIPABUTEIJI,

Ha ocuoBanwue 4. 10a, an. 1 ot Hapen6a Ne 10 ot 2009 r. 3a ycioBusTa 1 pejia 3a 3arJamiane Ha
JIEKapCTBEHH MPOJYKTH MO 4j. 262, an. 6, T. 1 oT 3akoHa 3a JIEKapCTBEHUTE NPOJYKTH B
XyMaHHATa MEIUIMHA, HA MEIUIIMHCKY U3/IeNMs U Ha JUETUYHU XPAHU 32 CIICIUATHI
MEAMIIMHCKH 1IeTTH, KAaKTO U Ha JIGKAPCTBEHU MPOAYKTH 3a 3ApaBHUTE JEHHOCTHU 10 4Wi. 82, an. 2,
T. 3 OoT 3aKOHa 32 3[[paBETO 3asBSIBAM, Y€ JKeJas CICTHUTE JIEKAPCTBEHU MPOITYKTH, HEOOXOIUMHU
3a U3MBJIHEHHUE Ha JCHHOCTHUTE M0 3[paBHA MIPOrpaMa: ...........

(HaumMeHoB8aHUe HA CLbOMBEMHAMA NPOCPAMA)
nma ce 3amiamar oT H30K:

KbM HacTOAIOTO 3asiBJIE€HUE IPUJIaraM CJIEIHUTE JOKYMEHTH:

1. Komrie ot Bsi3710 B cuita perieHue Ha HarmoHamHus ChBET 1O LIEHW U peuMOypcrpaHe Ha
JIEKapCTBEHUTE MPOAYKTH (IIPUIIAraT ce PelIeHHsITa 32 BCEKH €IMH OT MMOCOYEHUTE TO-TOpe B
3asIBJICHUETO MPOJYKTH).

2. CnuchK Ha IpUTEXATEIUTE Ha pa3pellieHue 3a ThProBUs Ha €/Ipo C JIEKApCTBEHU IMPOAYKTH.

(noonuc u neyam Ha 3a16uUMeJis).

[Mpunoxxenne Ne 36 kpMm uit. 15, an. 1, 1. 2 u 9. 197, an. 1
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(Hogo - JIB, 6p. 48 ot 2014 1.)

10
YIIPABUTEJIA HA H30K

3ASBJIEHUE

(nvano Haumenosanue Ha npouzgooumens Ha MU (na JIXCML])/ynvanomowen
npedocmasumen/mvpaogeya Ha eopo ¢ MH/ynvinomowen npeocmasumern)

ChC CEAIHIIE U aJJpec Ha YIpaBJICHHE:

(3a ropuoudecko auye - NbJIHO HAUMEHOB8AHUE HA Npedcmagumelts, cedaiuue u aopec Ha
ynpasnenue; 3a ¢uzuyecko nuye - mpume umera, EI'H, nocmosnen aopec)
B Ka4eCTBOTO cH Ha: mpousBoautes Ha MU (Ha JIXCMII)/ymrbaHOMOIICH ITpeicTaBUTEN/
Thprosera Ha eapo ¢ MU/ymbTHOMOIIEH MTpeICTaBUTEN
(HessipHOMO Ce 3auepmasa)
C IOKYMEHT, yIOCTOBEPSIBAIIl TPECTABUTEIIHATA BIIACT:
[TocouBam cneaHust aapec 3a ChOOIICHHS] U KOHTaKTH:
Anpec:

YBAXAEMHU I'OCITOANH/TOCITIOXKO
YIIPABUTEIJI,

Ha ocHoBanwme 4. 15, an. 1, 1. 2/un. 197, an. 1 ot Hapen6a Ne 10 ot 2009 1. 3a ycioBusita u pena
3a 3aIUIallaHe Ha JIEKApCTBEHH MPOAYKTH MO wi. 262, ant. 6, T. 1 oT 3akoHa 3a JIeKapCTBEHUTE
MPOJIYKTH B XyMaHHAaTa MEAUITMHA, HA MEIUIIMHCKY W3/IeTUS U HA JUCTUYHH XPaHH 3a
CIELUATHU MEIUIIMHCKH 11eJId, KAKTO U Ha JIEKAPCTBEHU MPOAYKTH 32 3[paBHUTE ACHHOCTHU IO
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1. 82, an. 2, T. 3 ot 3aKoHa 3a 3/JpaBETO 3asBsABaM, Ue XKeJast 1a ce MPEKpaTH 3arlialfaHeTo OT
H3OK mno pena Ha Hapenbara Ha CASAHUTE MPOAYKTH:

(noonuc u neyam Ha 3aA68uUmeJis).

[Ipunoxenue Ne 4 kpm 4. 19, an. 1

(M3wm. - IB, 6p. 67 ot 2011 r., npeaumino [Ipunoxenne Ne 4 kpm ui. 14, usm.
- IB, 6p. 48 o1 2014 1.)

3ASBJIEHUE

(NbIHO HAUMEHOBAHUe HA NPOU3BOOUMETIS/YNBIHOMOWEH NPeOCmagumenn)
ChC CeNAIMIIE U a/IpeC Ha YIpaBJICHHUE:

(3a ropuouuecko auye - NbJIHO HAUMEHOB8AHUE HA NpedCcmasumels, cedanuue u aopec Ha
ynpasnenue; 3a guzuuecko auye - mpume umena, EI'H, nocmosnen aopec)
B Ka4eCTBOTO MY Ha: TIPOM3BOIUTEI/YITBIIHOMOIIIEH TIPEJICTAaBUTEI
(HessipHOMO ce 3auepmasa)
C IOKYMEHT, YIOCTOBEpsIBAII] MPEACTaBUTEIHATA BIACT:

[TocouBam creqHUs aapec 3a ChOOIICHUS U KOHTAKTH:
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YBAXAEMU I'OCITOJUH/T'OCITIOXO
YIIPABUTEIJI,

Ha ocnoBanme uin. 19, an. 1 ot Hapen6a Ne 10 ot 2009 r. 3a ycnoBusTa u peqa 3a 3ariamiaie Ha
JIEKapCTBEHU MPOIYKTH 110 4il. 262, an. 6, T. 1 oT 3akoHa 3a JIEKapCTBEHUTE NMPOJYKTH B
XyMaHHaTa MeJIWIMHA, Ha MEIUIIMHCKY U3eNUs U Ha TUEeTHYHU XPaHH 32 CIIeLIUaTHI
MEAMIMHCKH 11€JI1, KaKTO U Ha JIEKAPCTBEHU MPOAYKTH 32 3ApaBHU JIEHHOCTHU 1O 4. 82, an. 2, T.
3 ot 3akoHa 3a 37paBeTo 3asBABaM, ye xkenas aa ce 3amiamar ot H30K cnennure IXCMLI:

I[I/IGTI/I‘IHI/ITC XpaHHu 3a CnCuaJIHu MCIUIIUHCKHU LCJIN C CC pa3npOoCTpaHaABaT 10 allTCKUTE,
CKIIFOYHJIA JOT'OBOP C H3OK, OT CJICAHUTC ThPTOBLU Ha €APO:

(Haumenosanue Ha TUYemo, NPUMEINCABAUO YOOCHOBEPEHUE 30 PeUCMPayus Ha 00eKm 3a
MbP20BUSA C XPAHU, U30A0EeHO NO peda Ha 3aKoHa 3a XpaHume)

IIpunaram ciaegHUTE TOKYMEHTH:

1. Hexnapanus, ye cborBeTHaTa JIXCML] otroBaps Ha ycinosuero no wi. 18, ain. 3, kato ce
M0COYBAT KOHKPETHUTE 00111ecTBEHU (OH/IOBE B CHOTBETHATA IbpPKaBa.

2. lexnapanus 3a cbriiacue OT MOCOYEHUTE ThProBIM HA AP0 3a I0CTaBKa Ha TUETUYHUTE
XpaHH 3a CHEeIHATHI MEAULMHCKY LEIH (npuiazam ce 0eKaapayuu om CuuKy noCoyeHu
Mbp2osyYU Ha eopo).
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3. lexsapanus 3a peryJsipHO OCUTYPSIBAaHE HA 3asiBEHUTE TUETUYHU XPaHU 32 CHELMATHU
MEIMIUHCKH LIEJIM 3a IEpUO]] He IO-MaJIbK OT 12 KajleHIapHU Mecela.

4. Komnue oT JOKYMEHTH, YAOCTOBEPABALLY U3UCKBaHUITA 10 wi. 18, ann. 1 (mpunarar ce
JIOKYMEHTH 3a BCSIKA IMETHYHA XpaHa 3a CIeLMaTHI MEAULIUHCKY LIETIH).

(noonuc u neyam Ha 3a16uUMeJis).

[Tpunoxenue Ne 5 kbm wi. 16, an. 2

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

[Ipunoxenue Ne 6 kbm 4. 16, ain. 2

(Hogo - JIB, 6p. 67 ot 2011 1., oT™. - /IB, 6p. 48 oT 2014 1.)

[Ipunoxenue Ne 7 kbm 4. 19, an. 1

(Hogo - JIB, 6p. 67 ot 2011 1., oT™. - /IB, 6p. 48 oT 2014 1.)

[Ipunoxenue Ne 8 kbm un. 21, ann. 3 u 4

(Hogo - JIB, 6p. 67 ot 2011 r., mpeaumrHo [Ipunoxenne Ne 8 xpm ui. 21, an.
2, u3M. - /1B, 6p. 48 ot 2014 r., ot™. - JIB, Op. 62 ot 2015 ., B cuna ot 14.08.2015 1.)

[Tpunoxenne Ne 8a xbm ui. 230, ain. 3

(Hoso - IB, 6p. 30 ot 2015 r., npeauiuno [Ipunoxenne Ne 8a kbm wi. 22, ai.
11, usm. - JIB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r., u3m. - /IB, 6p. 19 ot 2020 1.,
npenuuHo [Ipunoxenne Ne 8a xbpm ui. 236, an. 1 - /1B, 6p. 49 ot 2022 r., B cuna ot
01.07.2022 1.)

ITPOTOKOJI

Ne 000000000... |Hara: OPUTMHAIJI

[Iputexaren Ha pa3penieHue 34
ynoTpe6a/HeroB ybJIHOMOIIEH
NPEICTaBUTEI

Anpec:

WH o 3/1/1C/MH no
HaAIlMOHAITHOTO
3akoHojaresncTBo 3a J1JIC:
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EUK/BYJICTAT:

M.O.JL.
[Tonyuaren: HanmnonanaHa 31paBHOOCHTYPHTEIHA Kaca
Anpec: I'p. Codus, yn. Kpruum Ne 1
EUK/BYJICTAT: 121858220
M.O.JL.

Or: Ho:
3a nepuon;

3a Moco4yeHus Nepuol AbHKMMAaTa KOMIIEH ALY 3a CMETKA Ha IIPUTEXATeNsl Ha pa3pelleHne 3a
yrnotpe0a/HeroB ymbJIHOMOIUIECH NMPEACTaBUTEN 3a 3aIUIAll[aHe HAa OTITYCHATH U OTYETEHU KbM
H3OK nekapcTBeHu npoyKTH Bb3JIK3a Ha:

z

I'pyma (A,
B, B)

JlekapcTBeH
MPOAYKT

KomnuectBo | Otcrbika 3a equaunal  OtcThika 0010

M3MmeneHne Ha JaHbYHATA OCHOBA O6HIOI

JJC craBka:

Hzmenenue na JIC:

Cywma 3a miiamiase:

Cpoxk 3a mamiase:

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

OcHoBaHue 3a U3

JlaBaHC!

Unen 236, an. 1 or Hapen6a Ne 10 ot 2009 r. 3a
yCIOBUSITA, pe/ia, MEXaHU3Ma U KPUTEPUUTE 32
3amianiane ot HarmonamHaTa 3JpaBHOOCUTYPHUTEITHA
Kaca Ha JIGKapCTBEHU MPOAYKTH, MEIULIUHCKH U3IEIHS
" Ha JMCTUYHHU XpaHHU 3a CIICHHUATTHNU MCIUITUHCKHU LCIIN,)
JIOTOBapsIHE Ha OTCTHIIKU U Bb3CTAHOBSIBaHE HA
MPEBHUIICHUTE CPCACTBA IIPU ITPpUJIaraHe Ha MEXaHU3bM,
rapaHTUpaI] TPEIBUANMOCT U YCTOWYMBOCT Ha
oromxera Ha H30K

I[aTa Ha Bb3HUMKBAHC Ha JaHBYHOTO chouTHE:
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[Tpunoxenue: CrnpaBka 3a KOJIMYECTBATA OT JIEKAPCTBEHHUTE MPOAYKTH
10 €JICKTPOHEH OTYET CHIVIACHO WiI. 8, aj. 3, 3ariaTeHu
oT H30K npe3 choTBeTHUS NTEpUO/T

3a mpuTexkarels Ha paspenieHneTo 3a |3a HanuonanHaTa 31paBHOOCUTYpUTEIIHA Kaca:
yrnoTpe6a/HeroB yrbJIHOMOIIEH
HPEICTABUTEIL:

[Tpunoxxenue Ne 86 kM wi. 231, ai. 2

(Hogo - JIB, 6p. 17 ot 2019 1., u3m. - /IB, 6p. 19 oT 2020 1.)

Hapen6a Ne 10

Ne Hara................. OPUT'MHAJI

[Iputexaren Ha
pasperieHue 3a
ynotpeba/Heros
YI'bJIHOMOUIEH
MpeACTaBUTEN

Anpec:

WH 1o 3JIJIC/UH
I10 HAIMOHAJIHOTO
3aKOHOAATCIJICTBO 3a

JAC:

EUK/BYJICTAT:

M.O.JL

HonyaneJI: Hanmonamnna 3APAaBHOOCUTYPHUTECIIHA Kaca

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

EUK/BYJICTAT: 121858220

M.O.JL

Or: JHo:

3a nepuon;

3a mocoueHus NepuoA JbDKUMaTa KOMIIEHCAIUS 3a CMETKa Ha IIPUTEXKATells Ha pa3pellieHue 3a
yrnoTpe6a/HeroB yIrbJIHOMOIIEH MPEICTaBUTEN 3a 3aIllalllaHe Ha OTIYCHATH U OTYETEHH KbM
H3O0K nekapcTBeHn NpoAyKTH Bb3JIM3a Ha:
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No | I'pyma [ JlexapctBe| KomnuectB| Otcrbnka3a | Orcrbnka| ABancoBo| Cyma 3a
(A, b, B)| H nponykT 0 eauHuIa 00110 IJIATCHU | U3paBHsABaHE
CpeacTBa
V3meHeHne Ha TaHbYHATA OCHOBA OOIIO: 0 0 0
JJIC craBka;] 20 % 20 % 20 %
N3zmenenue Ha [JJ1C: 0 0 0
Cyma Ha 0,00 0,00 0,00
OTCTBIIKA
Cyma 3a Cyma 3a Cpoxk 3a
W3paBHSBAHE: TUIalaHe: TUTallaHe:
ITo cmetka Ha H30K: BIC BNBGBGSD/IBAN BG46 BNBG 9661
3100 1100 01
OcHoBanue 3a uznaBane: |Unen 237, an. 2 ot Hapen6a Ne 10 (napenbara o ui. 45, an. 9 ot
330)
JlaTa Ha BH3HUKBAHE HA JAHBUHOTO [ .veeeeeeiueesuriasteeaneasseeasseasseessseasseessseassssssseesseessneessessnneessessnns
cpouTmE: |
[Ipunoxenue: CrnpaBka 3a KOJIMYECTBATA OT JIEKAPCTBEHUTE MPOIAYKTH 110
€JIEKTPOHEH OTYET ChIVIacHO Wil 8, ai. 3, 3amiarenu ot H30K mpe3
CBHOTBETHUS TIEPHO/T
3a nmpuTexaTens Ha 3a Harmonanuata 3paBHOOCUTYpHUTENTHA Kaca:

pa3pemeHneTo 3a
yrnoTpe6a/HeroB ybJIHOMOILEH
MPEICTaBUTEIL:

[Tpunoxxenne Ne 9 xpMm ui. 26, an. 5

(Hoso - 1B, 6p. 48 o1 2014 1.)

MNPEAJIOXKEHUE
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(NIHO HAUMEHOBAHUE HA NPUMENCAMENs HA PA3PEUeHUENO 3 YROmpeOa/ynbIHOMOWeH
npeocmasumer)

ChC CEAJMIIE U apec Ha YIpaBJICHHE:

(3a 1opuduiecko auye - NbIHO HAUMEHOBAHUE HA Npeodcmasumens, ceoanruuje u aopec Ha
ynpaenenue; 3a ¢usuyecko auye - mpume umena, EI'H, nocmosanen adpec)

B KQ4E€CTBOTO CH Ha: MPHUTEXKATEN HA pa3pelIeHne 3a ynoTpeda/yIrbIHOMOIICH IPeACTaBUTEN
(HessipHOMO ce 3auepmasa)
C IOKYMEHT, yIOCTOBEPsIBAIIl TPEICTABUTEIIHATA BIIACT:

3a chOOIIEHNS U KOHTAKTH:
Anpec:

YBAXAEMMU I'OCIIOAWH/T OCIIOXKO
YIIPABUTEIJI,

Ha ocnoBanue ui. 45, an. 13 330 npennaram oTCThIIKA OT CTOMHOCTTA HA CICAHUTE
JIEKapCTBEHU MTPOLYKTH 3a 3APABHUTE ACHHOCTH 10 4. 82, ail. 2, T. 3 oT 3aKOHA 3a 3/1paBeTo,
IpWJIaraHy B U3IIbJIHEHHUE Ha Mporpama

1. - -
(haumeHosanue Ha (pazmep Ha npednoxcenama (CMoOUHOCM, NOJYYEHA 8 pe3yImam Ha
JleKapcmeenust npooyKm,) omcmvnka 6 %) npeonodiceHama OmcmvnKa)
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K®M HaCTOSAIIOTO 3asIBIICHUE npujaram:

(noonuc u neyam Ha 3a16uUMeJis).

[Tpunoxenue Ne 10 xbm u. 34, an. 1

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

[Ipunoxenue Ne 11 xbMm ui. 36, an. 3

(Hoso - IB, 6p. 17 ot 2019 r., npeaumxo [Tpunoxxenue Ne 11 xbm uin. 36, an.
2 - ]IB, 6p. 49 ot 2022 1., B cmita ot 01.07.2022 1.)
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