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

H30a0ena om munucmovpa Ha 30paseonazéaremo

Ob6wn. JIB. 6p.24 om 31 mapm 2009e2., usm. /[B. 6p.34 om 8 mau 2009e., uzm.
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 ronu 20222., usm. /[B. 6p.100 om 1 oexemspu 20232., don. /IB.
op.43 om 17 maii 2024e.

I'naBa mbpBa.
OBIIH MOJIOKEHUSA

Un. 1. (U3m. - JIB, Op. 48 ot 2014 r., uzm. - JIB, Op. 17 ot 2019 r.) C Tazu
Hapez0a ce OIpeelIaT:

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 JeKapCTBEHUTE MPOAYKTH B XyMaHHaTa MenuuuHa (3JIIIXM),
IIpeIHA3HAYEHU 3a IOMAILIHO JICYEHHUE;
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2. yCIIOBUSTA, PEABT, MEXaHU3MUTE U Kputepunte, no kouto H30K 3amnama
U3BBbH CTOMHOCTTA Ha OKa3BAaHUTE MEAMLMHCKHM YCIYI'M JEKapCTBEHU MPOAYKTH I10 YL
262, an. 6, 1. 2 3JIIIXM, BKJIIOYEHHU B MakeTa 1o wi. 45, ain. 2 ot 3aKkoHa 3a 3/]paBHOTO
ocurypsisane (330) U NPUIOKUMH TPU JICYCHUETO HA 3JI0KAYECTBEHUTE 3a00JISIBAaHUS B
OOJMHMYHATA MEOUIIMHCKA IIOMOLI, KaKTO U  JIGKAPCTBEHU MPOAYKTH IpHU
YKMBOTO3aCTpalllaBally KPbBOU3JIMBY U CIEIIHU ONEPAaTUBHU U MHBA3UBHU MHTEPBEHLIUU
IIPU MalUEHTH C BPOJICHU KOaryJlonaTuu;

3. ycioBusiTa, peAbT, MEXaHU3MUTE U Kputepuure, o kouto H30K 3amnama
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
mMenuuuHCekn u3nenus (MUW), mpepHasHadeHH 3a JIOMAIHO JIEYEHHE Ha 3a00JsIBaHMA,
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. ycnoBuATa U peAbT 3a 3alljIalllaHe U 3a CKIIOYBAHE HA WHJMBUIYaTHU
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. ycinoBusiTa, peAbT, MEXaHU3MUTE U Kputepuure, o kouto H30K 3amiama
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 OTCTHIIKK U BUJOBETE OTCTHIIKHU B CirydauTe 1o 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
3/1paBHOOCUTYPEHHUTE JINLIA;

10. ycnoBusita, kputepuute u penpr, no kouto H3OK mnposexna
3aIbJKATETHO LIEHTPAJIM3UPAHO 10TOBapsIHE HA OTCTBIIKHU 32 JIEKAPCTBEHUTE NIPOTYKTH 3a
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 na nekapctBenu npoaykrtu, 3a kouto H30K e goroBopuiia 3amaiiaie Bb3 OCHOBA
Ha pe3yiraTa OT TEpanuAra 3a JIEKapCTBEHW NPOAYKTH, 3a KOHUTO € OIPEIEICHO
npociesiBane Ha eexTa OT TepanusiTa chriacHo wi. 259, an. 1, 1. 10 3JIIIXM, kakTo u
BB3CTAHOBSIBAHE OT TMpUTEKATETUTe Ha paspelieHus 3a yrnorpeba WM TEXHU
ynbiaHoMolieHu npeacrasutren Ha H3OK Ha 3amnatenure cpenctBa mpH JMIca Ha
pe3yaTar;

12. (noBa - /1B, 6p. 19 ot 2020 r.) ycioBusiTa U peIbT 32 Bb3CTAHOBABAHE OT
NpUTEXKATENIUTE Ha paspelieHusTa 3a yrnoTpeda WIM TEXHU YIBIHOMOIICHH
MPEJICTaBUTENI Ha MPEBUIICHUTE CPEACTBA MPH MpHJIaraHe Ha MEXaHU3bM, rapaHTUpaILl
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 or H30K Ha momomHM cpenctBa, MPUCIOCOONIEHUS, ChOPBHKEHUS WU
MEeAMIMHCKH n3nenus 3a xopara ¢ yBpexaanus ([ICTICMUXY), kakto u 3a ckiltouBaHe
Ha MHAMBUYaAJIHU JOrOBOPH 1o wi. 45, an. 16 330 ¢ nuuara, ochbLUIECTBABAIIM IEHHOCTH
[0 TMPEIOCTaBsIHE U PEMOHT Ha MOMOUIHHM CPEACTBA, MPUCIOCOOJIEHUS, ChOPBKEHUS U
MEJIUILIMHCKHU U3ENINS 3a X0paTa C YBpEXKAaHUs, PETUCTPUPAHH KAaTO ThPrOBLUHU 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 11e1 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) (Hdom. - 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.) HanimonanHata 31paBHOOCUTYPUTETHA Kaca 3aruiamia mpoayKTUTe 1o . 1,
T. 1,2,4,6,7 u 13 npu cria3Bane Ha CIACAHUTE OOIIN YCIOBHS:

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 meaunuHckute u3aenus (3MU), 3akoHa 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 HAa CTpaHATa 3a JUIa C HENPEKbCHATH 3]PAaBHOOCUTYPUTEIIHU 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 3ApaBHUTE ACHHOCTH 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 TSIXHOTO MPHJIaraHe, KakTo W Ha ChOTBETHUTE HAI[MOHAHH, PETHOHAIHU U OOITUHCKH
3/IpaBHU MPOTPaMH;

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

(3) (dom. - ]IB, 6p. 49 ot 2022 r., B cuna ot 01.07.2022 r.) 3amanianero Ha
nekapctBenute npoayktu, MU u JIXCMI], kakto u va [ICTICMUXY ce u3BbpIBa npu
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.
YcaoBus, pea, MeXaHU3bM M KPUTEPHUH 32 3aIJIallIaHe HA JIEKAPCTBEHHU
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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. - JIB, 6p. 48 ot 2014 1., m3m. - IB, 6p. 62 ot 2015 r., B cuia ot
14.08.2015 r.) HammownamHara 31paBHOOCHUTYpUTEIHA Kaca 3aruiamia 3a JEKapCTBEHH
MIPOJIYKTH, BKJIFOYCHHU B MO3UTHUBHHUSA JiekapcTBeH cnuchk (I1JIC) mo wim. 262, an. 6, 1. 1
3JIIIXM u npeHa3HAYEHH 32 JOMAIITHO JICYeHUE Ha 3a00IIBaHNs, OTIPE/ICITICHHU B CIIUCHKA
no wi. 45, an. 4 330, ciex moiydaBaHEe Ha MHUCMEHO 3asiBJICHUE OT MpPUTEXKATEIs 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 nexkeMBpH Ha TeKyllara roauHa uHpopmanuara 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 mpenxomnata roawHa, W 3a KOUTO
JIEKapCTBEHHU MPOAYKTU ca MOJaJAeHU 3asBieHus mno wi. 4 o 30 mekeMBpu Ha chliaTa
roJINHa, ¢ U3KJII0YEHUE Ha nHpopMalusaTa 3a jJjekapcTBeHu npoayktu ¢ INN mo an. la.

(1a) (Hosa - JIB, 6p. 73 ot 2021 r., B cuia ot 03.09.2021 r.) Hannonanuara
3/IpaBHOOCUTYPHUTEJIHA Kaca aHaiu3upa u oboOmaBa kpM 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 10 WI. 4 HE MO-KBCHO OT 24-TO 4uClO Ha npeaxoanus uiu 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 OlpeAeiisHe Ha 3a00JiIBaHUATA, 32 YHWETO JIOMAIIHO JICUYCHHE
Hammonannata 3ApaBHOOCHTYpHUTENTHA Kaca 3aruialja  HamblIHO WM YacTUYHO
JIEKAPCTBEHU TMPOAYKTH, MEIUIIMHCKH W3NS U JUETUYHH XpaHU 3a CICIUATHU
meaunuHcku nenu (B, 6p. 89 ot 2015 r.).

(2) (U3m. - IB, 6p. 73 ot 2021 r., B cuna ot 03.09.2021 r.) U3BbH cinyuaute
no an. la HanmonanuaTa 3/paBHOOCUTYpHUTENTHA Kaca aHAIM3Upa U 00o01aBa KbM 1-Bo
Wi 16-0 4YuCIO OT CHOTBETHHUS KaJeHAAapeH Mecell MHpopMalusaTa 3a JIEKapCTBEHU
npoayktu ¢ INN, Bkimtoueno B [IJIC no wi. 262, an. 6, 1. 1 3JIIIXM, 3a koeTto 3amiaia, 1
€ T0JIaJIeHO 3asBJICHUE 10 Wi. 4 HE MO-KbCHO OT 24-TO 4MCIO Ha npeaxoaHus win 10-o
YHCJIO HA ChOTBETHUS KaJE€HAAPEH MECEIL.

(3) Anunes 1 ce mpunara U 3a KOMOMHHpPAHU JIEKAPCTBEHU MPOAYKTH, MIPH
KouTo KoMOuHarusATa cpaspka INN, Bximodeno B [UJIC mo um. 262, an. 6, 1. 1 3JIIIXM,
3a koeto g0 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
uHQEKIMo3Ho 3abonsBane mo 4i. 4 or Hapenba Ne 7 ot 2015 r. 3a kputepuute 3a
ompenensHe Ha 3a00nsgBaHMATa, 3a YHETO JOMAaIIHO JedyeHne HammonamHaTa
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 chabpka INN, BximroueHo B [IJIC no wi. 262, an. 6, 1. 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, 1. 1 3JIIIXM.

(5) (Hom. - AB, 6p. 73 ot 2021 r., B cua 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, 3aIUIalllaHu HAmbIHO Wik yactuaHo oT H3OK, mpu kouto 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 TOKa3aHUS W/WU 3a00JsBaHMs HE C€ 3aIuaiia/T ApYr/vu JEeKapCTBEH/H
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) (Hosa - JIB, 6p. 73 ot 2021 r., B cuna ot 03.09.2021 r.) Harmonanuara
3[paBHOOCUTYpUTEIHA Kaca aHaiu3upa ¥ 0000maBa kpM 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(MEKIIMO3HO 3a00sBane o wi. 4 ot Hapemba No 7
ot 2015 r. 3a KpUTEpUUTE 3a ONpPEICISIHE HA 3a00JIIBAHUATA, 32 YUETO JIOMAIIIHO JICYCHHE
Haumonannata 3apaBHOOCHTYpHTENIHa Kaca 3alvialia HambJIHO WM YaCTHYHO
JICKapCTBEHU NPOAYKTHU, MEIWLMHCKA U3JENUS W JUETUYHH XpaHU 3a CHEIHaIHU
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 choOpa3HO KPUTEPUUTE MO ad. 3, MPeAOCTaBAT
chOpaHaTa mHpOpPMAITHS 32 BCEKH JICKAPCTBEH MPOAYKT HAa HarmoHamHus ChBET 1O IIEHU
U peuMOypcrpaHe Ha JIEKapCTBEHUTE MPOIYKTH, KOMTO OT CBOs CTpaHa s 00padoTBa BbB
BUJI, TIOJXOJAIN 32 aHAJINW3, U Ha BCEKW ImecT Mecena s npenocraBs 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 uHpopmanms mo ain. 4 3a menuTe Ha e(pEeKTUBHOTO W IEJIechoOpa3HO
pa3xo/iBaHe Ha MyOJUYHU CPEJICTBA M CHIVIACHO MMOKA3aTEeIUTE, YTOBOPEHHU B I0rOBOPA IO
an. 2. B anaimza ce mocouyBa OposT Ha MAIMEHTUTE, IPU KOWUTO € HAJMIIEC JIMIICAa Ha
pe3ynTaT OT TepanusiTa ChC ChOTBETHUS JIEKAPCTBEH MPOIYKT Mpe3 Mepro/ia, 3a KOUTO ce
OTHAacs WH(OPMAIIKATA, CHIVIACHO ITOKA3aTeIIUTE, YTOBOPEHH B JIOTOBOpA 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 WU HErOoB YIMBIHOMOIIEH IpeICcTaBUTeN crpaBka 3a 3amnareHute or H30K
CpEICTBA 32 JIEKAPCTBEHUS MPOIAYKT IMPE3 OTHOCUMHUS IIEPUO]T 32 MAIIUESHTUTE, IIPU KOUTO
€ HaJIMIIE JIUTICA Ha Pe3yNITaT OT TePanusiTa, KOsTO ChIbpKa:

1. manHU 3a OpPOsI MAIMEHTH, ITPU KOUTO € YCTAaHOBEHA JIUIICA HA PE3YJNITAT 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
paspemenuero 3a ynorpeba H3OK mnpemoctaBs aHOHMMU3MpPAHU JaHHU OTHOCHO
MOKa3aTeINnTe, B3 OCHOBA HA KOMTO € YCTAHOBEHA JTUIICaTa Ha Pe3yaTar OT JICYSHHETO 3a
BCEKH OT CHOTBETHUTE IMAIMCHTH, JAaHHW OTHOCHO JICUEOHOTO 3aBElICHHE, B KOETO €
npociesieH ePeKThT OT TepanusTa, KOUTO HE ChAbPKAT JaHHH, Ype3 KOUTO MOXKe Aa Oble
UACHTH(HUIIMPAH KOHKPETEH TAIHCHT.

(8) (HoBa - JIB, 6p. 19 ot 2020 r.) B 7-mHeBeH Cpok OT MOJy4aBaHE Ha
CIpaBKaTa Mo al. 6 MPUTESKATEIAT Ha pa3pelIeHUueTo 3a ynorpeda Ha JICKapCTBEHUS
MPOJYKT WM HETOB YITBITHOMOIIIEH MPEICTAaBUTEN MMa MPaBO HA MUCMEHO BB3paKECHHE,
koeto H30K pasriexiaa B Cpok 10 2 JAHM W yBEAOMSABA MHUCMEHO NPUTEXKATENIsd Ha
pa3pelieHueTo 3a ymorpeda WM HEroBUS YIBIHOMOIIEH MPEJCTaBUTEN 3a CBOETO
peleHue.

(9) (HoBa - IB, 6p. 19 ot 2020 r.) Korato He € MOCTHIUIIO Bb3paKEHUE 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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YITBJIHOMOIIIEH MPECTaBUTE IOAMKUCBAT MPOTOKOJI 110 00pasell ChIrilacHO NpuiioxkeHue Ne
2. B 10-gHeBeH cpok OT MOJMKUCBAHETO HA MPOTOKOJIA TPUTEKATEIAT HA Pa3pEIICHUETO 3a
ynotrpeba Ha JIEKapCTBEHHUS TMPOAYKT WJIM HETOB YI'BIHOMOILIEH MpeICTaBUTEIN
Bb3cTanHoBsiBa Ha H3OK 3amnarennte CpeacTBa 3a MAOUCHTUTC, MPH KOHUTO € HAJIULC
JIUIICa Ha Pe3yiTar OT TepanusTa ¢ JeKapCTBEHUS MTPOIYKT.

. 9. (U3m. - [IB, 6p. 67 ot 2011 r.) (1) IIpurexxarenst Ha pa3pelIeHHETO 3a
yrnoTpeba Ha JaieH JEKapCTBEH MPOAYKT HIJIM HETOB YITBJIHOMOIIEH IPEACTAaBUTEN
nucmeno ysegomsisa H30K mpu:

1. m3KmOYBaHE Ha JIEKApCTBEHHUS MPOAYKT OT [l03UTHBHHUSA JEKapCTBEH
CITUCDHK;

2. mpoMsiHa B HMBOTO Ha 3allialllaHe W/MJIM CTOMHOCTTA Ha JICKapCTBEHHS
NpoAyKT, 3amamana ot H30K;

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

4. npyru 00CTOSTENCTBA, CBBP3aHU C M3ITBJIHEHUETO Ha JOTOBOPUTE T10 . 7,
an. 1.

(2) Cpoksbrt 32 yBenomsiBaHe 1o ai. 1 € 10 5 1Hu OT:

1. (m3m. - JIB, 6p. 49 ot 2012 1., u3m. - JIB, Op. 48 ot 2014 r.) Bu3aHe B criia
Ha pemeHneTro Ha HammoHamHUs ChBET MO IEHU W peuMOypcHpaHe Ha JIEKapCTBEHHUTE
MPOJYKTH - B ciryyauTe o ai. 1, T. 1 u 2;

2. HacTBIIBaHE Ha CHOTBETHOTO OOCTOSTEJICTBO - B CllydauTe 1o ai. 1, T. 3 u 4.

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

(4) (U3m. - IB, 6p. 49 ot 2012 r., usm. - /IB, 6p. 48 ot 2014 r.) B cnyuaute
Ha ai. 1, T. 1 ¥ 2 mpuTek)aTeAT HA pa3peuIeHUETo 3a ynoTpeOa MiTd HETOB YIIbIHOMOIIIEH
npencrasuten npeactass B H30K 3aBepeHo xonwe Ha penieHrneTo Ha HannonanHus cbBet
10 [IEHH U peuMOypCHpaHe Ha JIEKAPCTBEHUTE MPOTYKTH.

(5) Ipu u3kIrOYBaHE Ha JIEKApCTBEHUS MPOAYKT OT [I03UTHBHUS EKapCTBEH
CIUCHK B 3aBUCHUMOCT OT JlaTaTa Ha Mpe/ICTaBsIHE Ha pelIeHueTo 1o ai. 4 - no/cinexn 15-o
yrcno Ha Mecerna, H30K mpeycraHoBsiBa 3amiialiaHeTO Ha CHOTBETHHS JIEKapCTBEH
MPOJYKT OT 16-0 YKCII0 OT TeKYIIUs KaJleHJapeH MECEIl MU OT 1-BO YHCIIO Ha CIICABAIIIHS
KaJIeHJJapeH Mecell.

Un. 9a. (Hos - 1B, 6p. 67 ot 2011 1.) (1) IlpuTexarenst Ha pa3peiieHUETO 3a
ynotpeba MM HEroB YITBJTHOMOIIECH MpejacTaButen Moxe na nogaae B H30OK nmucmeno
3asBJICHHE CBHIVIACHO TpuiiokeHne No 3, ye jkenae Ja ce MpeKpaTd 3aruiallaHeTo Ha
CHOTBETHHS JICKAPCTBEH MPOAYKT IO pelia Ha Ta3u Hapenoa.

(2) B 3aBucuMOCT OT J1aTaTa Ha MOJaBaHe Ha 3asBIECHUETO MO al. | - mo/cren
15-0 uucno na xanengapaus meceir, H3OK mpeycranoBsiBa 3aruiamanero Ha ChOTBETHUS
JIEKapCTBEH MPOIYKT OT 1-BO WK OT 16-0 YKCIIO HA CleIBalUs KaJIeHIapeH Mecell.

(3) (U3m. - B, 6p. 49 ot 2012 r., u3m. - JIB, 6p. 48 or 2014 1.) B cnyuaute
no an. | H30OK B 5-mHeBeH cpok OT mofiaBaHe Ha 3asBICHUETO OTIOBECTSABA HHPOPMAITUATA,
1ocoueHa B 3asBJICHHETO, HA WHTEPHET CTPAHUIATA CH W MPAaBH MOTHBHPAHO MHUCMEHO
npeioxkeHne 10 HamuoHanHus ChBET MO LIEHW W peUMOypCHpaHe Ha JIEKapCTBEHHTE
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 mo 4ui. 45, an. 10 330, 3a KOUTO HE ca JOrOBOPEHU OTCTHIKU IO pea Ha Ta3u
Hapen0a, 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 cuita ot 02.02.2010 1., u3m. -
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.,
nom. - J1B, op. 67 ot 2011 r., u3m. u gomn. - [IB, 6p. 48 ot 2014 r.) [Ipu uskirouBane Ha
nexkapctBeH npoaykT ot [1JIC unu otnanane Ha koa no MKbD u B ciayyaute no 4. 9a, an.
| u3pangeHuTe penenTy ce U3MbJIHABAT OT JuuaTa o wi. 7 u ce 3amnamar ot H30K B cpox
1o 15 aHu oT naTaTa Ha BIU3aHE B CHJIAa Ha IPOMEHUTE, CJIe/l KOETO CIYKEOHO ce aHylIupaT
1o pena Ha Hapeno6ara o wi. 221 3JITIXM.

(5) (Ilpeaumna an. 4, usm. - JIB, 6p. 9 ot 2010 r., B cuna ot 02.02.2010 r.,
u3M. - JIB, 6p. 48 or 2014 r.) [Ipu mHacTenwm npomeran H30K yBeomsBa H3BIIHUTEIATE
HAa MEIUIIMHCKA TOMOII M JUIaTa Mo wWi. 7 TpH YCIOBUS U MO eI, ONpelejeHH 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 3aK0oHa 3a 31paBeTo
(Hos - /IB, 0p. 48 o1 2014 r., 3ara. u3m. - JIB, op. 17 ot 2019 1.)

YUn. 10a. (Hos - B, ©Op. 48 or 2014 r.) (1) Hanuonannara
3IpaBHOOCUTYpUTETTHA Kaca 3alJjalla 3a JIEKapCTBEHU MPOIYKTH, HEOOXOJUMH 3a
W3MBJIHCHUE HA 3]IpaBHU JICWHOCTH 10 HAITMOHAITHH, PETMOHATHU HJIA OOIIMHCKH 3paBHU
nporpamu 1o wi. 82, an. 2, T. 3 33 ciea noiayyaBaHe Ha 3asBJICHHE OT MPUTEKATENs Ha
paspelieHneTo 3a ynoTpeda WJIM HEroB YI'BIHOMOIIEH TMPEICTABUTEN CBHIVIACHO
npunoxenue Ne 3a, ye jxellae CbOTBETHUSAT JIEKAPCTBEH MPOAYKT J1a Ce 3ariamia mo penaa
Ha Ta3u Hapeaoa.

(2) KbM 3asBneHueTO o an. | 3asBUTENAT MpHiara Komue OT B3O B cUlia
petenue Ha HarmoHaHusI ChBET 10 LIEHW U pEUMOYpCUpaHe Ha JIEKAPCTBEHUTE MPOTYKTH
3a CbOTBETHUTE JIEKAPCTBEHU NPOJIYKTH, JOKYMEHT, YAOCTOBEpsBAIll MIpeACTaBUTEIHATA
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 or 2014 r.) (1) 3a Bceku JekapCTBEH MPOAYKT, 32
KOWTO € mojaieHo 3aasienne no wi. 10a, ain. 1, H30K ckirouBa 1oroBop ¢ nmpurexarens
Ha pa3pelieHueTo 3a yrnoTpeda WM HEeroBHs YIBIHOMOLIEH NpPEACTaBUTENl U C
IIOCOYCHUTE B 3aSABICHHETO TNPHUTE)KATEIH Ha pa3pelleHre 3a THProBUS Ha €Ipo C
JIeKapCTBEHU MPOAYKTH, B KOITO ce MOCOUBaT:
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1. noroBopeHara Mo peAa Ha Ta3u Hapeada OTCThIIKA OT IIeHaTa Ha
JIEKapCTBEHMsI MPOAYKT (ako TakaBa € JOroBopeHa) W croiHocrra, kosito H3OK mie
3araia B pe3yJaTaT Ha JOroBOpeHaTa OTCThIIKA 32 ChOTBETHATA KaJeHapHa ro/IMHa;

2. ycnoBUsATa U pebT 3a pa3lpOCTPAHEHHUE U JIOCTABSIHE HA JIEKAPCTBEHUS
HOPOIYKT JI0 JIeueOHUTE 3aBEe/ICHUS;

3. HaYMHBT HA OTYUTAHE HA JIOCTABEHUTE KOJMYECTBA OT JIEKAPCTBEHUS
MPOJIYKT;

4. mpenocTaBsiHe HAa HH(POPMAIUS MEXKy CTPAHUTE;

5. ycnoBusaTa 1 peasT 3a 3amnamane oT H30K Ha nekapcTBeHUTE NPOAYKTH B
CHOTBETCTBHUE C Ta3W Hapeaoa;

6. IpyTH YCIIOBHUS.

(2) Horoopure no an. 1 ce ckirouBaT 3a CPOK JO €/1Ha IOJIMHA U BJIU3aT B
CHWJIa OT JjaTaTa Ha MOJMMCBAHETO UM WM OT Ipyra Omnpe/esieHa OT CTpaHUTe Aata.

(3) Ilpu mpomsiHa Ha IPUTEXKATEIS/UTE HA pa3pelIeHUE 32 THPrOBUS HA €IpPO
C JIGKApCTBEHU MPOAYKTH CE MOAMKICBA TOMBIHUTEIHO CIIOpa3yMeHUe KbM JI0r0OBOPA.

Y. 10B. (Hos - /IB, 6p. 48 ot 2014 r.) JIekapcTBeHUTE TPOAYKTHU 32 3PABHUTE
JIeHHoCTH 1o wi. 82, ain. 2, T. 3 33, 3a KOUTO ca CKIItoUeHu qoroBopu mo wi. 100, an. 1, ce
OCHUTYpSIBAT U JIOCTABSAT A0 JIeYeOHUTE 3aBE/ICHUS 32 U3BbHOOTHUYHA ITOMOIL, CKIIOYIIN
noroBop ¢ H30K, ceriacHo umn. 209a, an. 1, . 5 3JIIIXM.

Un. 10r. (Hos - B, ©Op. 48 or 2014 r.) (1) Hanuonamnara
3[PaBHOOCUTYPUTEIHA Kaca TMPEeJoCTaBs Ha BCEKM NpUTEXaTeNl Ha pa3peuieHue 3a
THProBUs Ha €JIpO C JIEKApCTBEHU NPOAYKTH 000011eHa ClIpaBKa 3a JI0OCTaBEHUTE OT HETO,
OPUIOKEHH M OTUETEHH OT JIeueOHUTE 3aBelICHUs JIGKAPCTBEHU TMPOIYKTH IIpe3
npeaxoaHust kajaeHaapen mecen. CrpaBkaTa ce mpeaoctaBs B Cpok q0 20-o 4yucio Ha
Mecella M ChABbpKA: JIeUeOHUTE 3aBeACHUS 3a MbpPBHUYHA M3BBHOOIHMYHA MEAMLMHCKA
MOMOII, Ha KOMTO Ca JOCTAaBEHU JIEKaPCTBEHWUTE MPOAYKTH; JaTa Ha IpuUJlaraHe 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 JIEKApCTBEHU MPOIYKTH MPe3 MPEIXOAHUS KaJeHJapeH Mecell B CbOTBETCTBUE
C IpeJocTaBeHaTa My CIpaBKa Mo al. | B cpok 10 25-0 4Mcio Ha Mecelia.

(3) KM mokymeHTHTE 1O aJl. 2 ce IpujaraT U IpueMaTeIHO-TIpelaBaTeIHUTE
MPOTOKOJIM MEX/y JICUEOHHUTE 3aBEACHUS U MPUTEKATEIUTE HA pa3pellieHe 3a ThProBUs
Ha eJIpo C JIEKAPCTBEHU MPOAYKTH 3a JOCTABEHUTE JIEKAPCTBEHU MPOIYKTH, IPUIPYKEHU
ChC cepTU(dUKAT 3a OCBOOOKJAaBaHE HA CBHOTBETHHUTE WAPTUAHU, W3TAACH OT
M3neaHuTENHATa areHnus Mo JiekapcTBaTa cbrylacHo wi. 69, an. 4 3JIHIXM, wmm ¢
yBeioMJIeHHe OT V3mbiIHUTENHaTa areHus 1o JieKapcTBaTa, Y€ ChOTBETHATa MapTuia
MoXe /1a ObJle MycHaTa Ha Masapa, U3/1aZieHo cbhriiacHo wi. 4, an. 2 ot Hapenba Ne 35 ot
2007 r. 3a ycioBuUATa, pela W W3UCKBAHUATA KbM JOKYMEHTAIMATA 3a W3/IaBaHE HaA
cepTUdHKAT 32 0CBOOOXKAAaBaHE HA MapTHJA JIEKApCTBEH HPOAYKT oT M3mbiaHuTenHarta
areHIus o sekapcerpara (1B, 6p. 71 ot 2007 1.).

(4) Hanuonannata 3IpaBHOOCUTYpUTENHA Kaca 3aIulalia MPHIOKEHHUTE
JIEKapCTBEHU MPOJIYKTH 1O ajl. 1 Ha MpUTeKaTeNs Ha pa3pelleHue 3a ThproBusl Ha e/Ipo ¢
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JIEKapCTBEHU IPOAYKTH B cpok 110 30-0 yKcio Ha Mecela, cileBalll OTYETHUS Mecell, IIpe3
KOMTO ca IPUJIOKEHH JIEKAPCTBEHUTE MTPOYKTH.

Un. 10n. (HoB - [JIB, 6p. 62 or 2015 r., B cuma ot 14.08.2015 1.)
JlekapcTBenuTe npoayktu no wi. 45, an. 13 330, 3a KOUTO HE ca JOTOBOPEHU OTCTBHIIKH
o peja Ha Ta3u Hapenoa, He 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.

MN3TOYHUK: MpaBHO-MHPOPMALMOHHHK cucTemu "Crnena”



(2) JlekapcTBeHHMTE TPOAYKTH MO ajl. 1 ce 3amiam@ar B Ciy4ad, 4e ca
IPEIIUCaH, NPUIOKEH U OTUETEHH, KaKTO U MEAMIMHCKHUTE YCIYI'M ca OKa3aHu U
OTYETCHHU MPHU YCIOBHATA U TI0 pena, ycranoBenu B 330, HapenOara no wi. 45, an. 2 330
Y HallMOHAJIHUS PaMKOB JI0TOBOP 3a MEJULMHCKUTE IeHHOCTH 110 wi. 53, an. 1 330.

Ui 103. (Hom - IB, 6p. 62 ot 2015 1., B cruta ot 14.08.2015 r.) (1) (U3m. -
B, 6p. 17 or 2019 r.) HammonanHara 3ApaBHOOCHUTYpPHUTENIHA Kaca 3arviama Ha
U3ITBIHUTETIUTE Ha OOJIHUYHA MEIUIIMHCKA IIOMOIIL 32 MPUJIOKEHH OT TAX MIPU U3BBPILIBAHE
Ha MEMLUHCKUTE YCIYTH JIEKapCTBEHU NpoayKTu 1o wi. 10e, an. 1 cien npeacrabsiHe Ha
dakTypa win enekTpoHHa ¢akTypa; crneuu@ukKanus 3a MPWIOKEHU JIEKapCTBEHU
NPOAYKTH W CHOTBETHU OTYETH 32 JICUCHUE C JICKAPCTBEHU MPOAYKTH, NMPHUIATAaHU B
OOJHMYHATA MEUIIMHCKA ITOMOII 10 00pa31y ChITIACHO HAIIMOHATHUS PAMKOB JOTOBOD 32
MEIUIMHCKUTE JerHocTH mo wi. 53, an. 1 330.

(2) U3npaauTenuTe HAa OOJTHUYHA METUIIMTHCKA TOMOII] TPEICTaBAT OTUETHUTE
JIOKYMEHTH TI0 aJ1. | exkeMecedHo B ChOTBETHATA PAiOHHA 3]JpaBHOOCHTYPHUTEIIHA Kaca 110
YTBBbPJCH rpaduk A0 ocMus paboTeH JIeH Ha Mecella, CleABAalll OTYETHUSI.

(3) HamumonanHaTta 3ApaBHOOCHUTYpUTEIHA Kaca 3amuiamia eXeMECEYHO
JeKapcTBeHUTEe MpoaykTH 1o wi. 10e, an. 1 cien mpoBepka Ha OTYETHUTE TOKYMEHTH 11O
an. 1.

(4) IInamanusTra Ha U3NBIHUTENNUTE Ha OOMHUYHA MEAMIIMHCKA MOMOII Ce
u3BbpuiBat oT P3OK 1o 30-0 uncno Ha Mecena, ciieBalll OTYETHUS.

(5) IlpunoxxeHuTe M OTYETEHU JIEKAPCTBEHU MPOAyKTH 1o wi. 10e, an. 1 ce
3arIaniat mpy YCJIOBUS M MO PEJl, OTMPECIICH B Ta3W Hapea0da W CKIFOYCHUTE MEXIY
H3O0K u m3nbiaHuTENHTe HA OOJTHMYHA MEIUIIMHCKA MTOMOII JOTOBOPH 1o 4wi. 59, aim. 1
330.

Ui 10u. (Hos - JIB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r., u3m. - JIB, Op.
17 or 2019 r.) JlekapcTtBenute mpoayktu no wi. 45, an. 21 330, 3a kouto He ca
JIOTOBOPEHH OTCTBIIKM I10 pejia Ha Ta3u Hapenda, He ce 3armutamar ot H30K.

Y. 10k. (Hos - IB, Op. 17 ot 2019 1) (1) (M3m™. - JIB, Op. 19 ot 2020 r.) 3a
JeKapCTBEH MPOIYKT, 32 KOHTO € OINpelesIeHO Mpocie/siBaHe Ha edekTa OT Tepamnusra
cbriaacHo wi. 259, an. 1, 1. 10 3JIIIXM, H30K u npurexatenar Ha pa3pelnieHUeTo 3a
ynoTpeba/HeroB yIbJIHOMOILEH MPEICTaBUTE] MoraT Ja JOTOBOPST 3aIllalllaHe Bb3
OCHOBA Ha pe3yJTara OT TepanusTa.

(2) (M3m. - IB, 6p. 19 ot 2020 1.) [Ipu ckiatodeH K0ToBOp 3a 3arjiamlaHe Bb3
OCHOBa Ha pe3yiTara OT TepamnusTa 3a cpoka Ha mnpocieasBaHero H3OK 3amnama
JIEKapCTBEHUSI MPOJIYKT MPH ycIoBHsITa HA Wi 10K.

(3) (M3m. - JIB, 6p. 19 ot 2020 r.) B moroBopa mo an. 2 ce aoroBapst
KOHKPETHH II0Ka3aTesyd 3a MpocieAsBaHe Ha edeKkTa OT Tepamnusra B CbOTBETCTBHUE C
yCIIOBUSITA U KPUTEPUUTE 3a IpocieqsiBaHe Ha epeKTa OT TepamnusTa, ONpeiesieHu OT
Hanyonannust cbBeT 10 1IeHU U peuMOypcrpaHe Ha JIEKapCTBEHUTE MPOITYKTH.

(4) (Hom. - JIB, 6p. 19 ot 2020 r.) JleueOHUTE 3aBENCHUS, B KOUTO C€
npociesBa epeKThT OT Tepamuara ChbOOPA3HO KPUTEPUUTE MO ajl. 3, MPEeaoCTaBsT
chOpaHaTa HHQOpMAIIUS 32 BCEKH JIEKapCTBEH MPOIYKT Ha HarmoHamHus chbBET MO LIEHU
U penuMOypcupaHe Ha JIEKapCTBEHUTE MPOAYKTH, KOUTO OT CBOSI CTpaHa st 00paboTBa BbB
BHJI, TIOJXOJIAIN 3a aHaJIM3, U Ha BCEKM ImecT Mmecena s npemoctaBs Ha H3O0K, mpu
yCIIOBHATA U 10 pesia Ha HapeabaTa mo wi. 261a, an. 5 3JIIIXM.
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(5) (M3m. - JIB, 6p. 19 ot 2020 r.) KoMucusi B IEHTPAIHOTO YIPaBJICHHE Ha
H3OK u3BbpiuIBa anaan3 Ha NoJdy4eHaTa HHPOpMALUs 1o ajl. 4 3a neiauTe Ha ePEeKTUBHOTO
U 11eNIech0o0pa3Ho pa3xoABaHe Ha MyOnIMuYHU cpefcTBa. B aHanm3za ce mocouBa OposT Ha
NAalMEeHTUTE, TIPU KOUTO € HAJIWIE JIUICA Ha Pe3yaTaT OT TepamusiTa ChC ChOTBETHHS
JIEKapCTBEH MPOIYKT Mpe3 Meproja, 3a KOUTO ce OTHAacs HH(popManusTa.

(6) (U3m. - JIB, 6p. 19 ot 2020 r.) B3 ocHOBa Ha ananu3a mo an. 5 H30K
U3TOTBS M MPEOCTaBs Ha MPUTEKATENsI Ha pa3pelIeHUETo 3a ynoTpeda Ha JIeKapCTBEHUs
IPOAYKT WM HETOB YIBJIHOMOILIEH IIpeicTaBUTEN clipaBka 3a 3amiareHute or H30K
CpEICTBA 3a JIEKAPCTBEHUS MPOAYKT MpPe3 OTHOCUMHUS MEPHO/] 3a MALUEHTUTE, P KOUTO
€ HaJIMIIE JIUIICA HA PE3YJITAaT OT TEePaIuATa, KOSTO ChIbpiKa:

1. nanHu 3a 6post MAIMEHTH, IPU KOUTO € YCTAaHOBEHA JIUIICA HA PE3YNITaT OT
JICYCHUETO CHIITACHO MMOKA3aTEeNUTE, yTOBOPEHH B IOTOBOPUTE TI0 all. 2;

2. mepuojia, 3a KOWTO € yCTaHOBEHO, 4ye € Oujia Hallule JUIca Ha pe3yliTaT, u
CHOTBETHUS OPOI ONTAaKOBKHU OT JICKApCTBEHUS MPOAYKT, 3armaTern oT H30K 3a mepuona,
3a KOWTO ce OTHACS CIpaBKaTa.

(7) (HoBa - B, O6p. 19 or 2020 r.) Ilo uckane Ha mpUTEXATENs Ha
pa3pemienuero 3a ymnorpeba H3OK mnpenocraBs aHOHMMU3HpPAaHU JaHHH OTHOCHO
NOKa3aTenTe, Bb3 OCHOBA HA KOUTO € YCTAHOBEHA JIMIICATa HA PE3YNITAT OT JICYEHUETO 32
BCEKH OT CHOTBETHUTE MAllMEHTH, JAaHHH OTHOCHO JIEYEOHOTO 3aBelIeHHE, B KOETO €
npociieieH epeKThT OT TepanusiTa, KOUTO He ChAbP)KAT TaHHH, Ype3 KOUTO MOXKeE Ja ObJie
UACHTU(HUIIMPAH KOHKPETEH MaIHeHT.

(8) (Homa - JIB, 6p. 19 ot 2020 r.) B 7-mHeBeH Ccpok OT moyiydaBaHE Ha
CIpaBKaTa Mo aji. 6 MPUTEXKATEISIT Ha pa3pelieHueTo 3a ynorpeba Ha JIeKapCTBEHUs
NPOAYKT WM HETOB YITBIHOMOIIEH MPEICTABUTEN UMa MPAaBO Ha MHCMEHO BB3PAXKECHHUE,
koeto H30K pasrnexxna B cpok 10 2 IHU M yBEAOMsBA MHUCMEHO MPHUTEXKATENs Ha
paspeuieHueTo 3a yrnoTpeda WM HETOBUS YI'BIHOMOILIEH IPEACTaBUTEN 32 CBOETO
pelIeHue.

(9) (Homa - IB, 6p. 19 ot 2020 r.) Koraro He € MOCTHIIUIIO BB3paKEHUE B
CpOKa MO ajl. 8§ WIM KOraTo MOCTBHIMJIOTO BB3PaXKEHHE € OTXBBPJICHO H3LSIO WU
gyactuyHo, H3OK wu mnpurtexarenar Ha pa3spemieHHeTo 3a ynoTpeda WM HEroB
YITBIHOMOIIIEH MPeJICTaBUTEN OAMUCBAT IPOTOKOJI 10 00pa3ell ChIIacHO NpuiiokeHue Ne
2. B 10-gHEBEH CPOK OT MOANMCBAHETO HA MPOTOKOJIA MPUTEKATEIAT HA Pa3pPEIICHUETO 32
ymotpeba Ha JIEKapCTBEHHUS TMPOAYKT WJIM HETOB YII'BIHOMOIIEH MPEICTaBUTEIN
BBh3cTaHoBsBa Ha H3OK 3aruiatenurte cpepcTBa 3a MAMEHTHTE, TPU KOWTO € HAIUIE
JUTICa Ha PEe3yATaT OT TepanusTa ¢ JeKapCTBEHUS MPOTYKT.

I'naBa Tpera.
YCJ0OBUs, PEA, MEXAHU3BM U KPUTEPUU 3A 3AIIJIALLIAHE HA
MEJUIUWAHCKHA U3JEJIUA U TUETUYHU XPAHU 3A CITEHUAJIHA
ME/UIUHCKHA LOEJIA 3ATJI. U3M. - IB, BP. 17 OT 2019 T".)

Pasznea 1.

YcaoBus, pel, MEXaHU3bM M KPUTEPHUH 32 3alJIalllaHe HA MeTUIIUHCKHU
usnequs (Hos - /IB, Op. 48 ot 2014 r., 3aru. usm. - IB, 6p. 17 ot 2019 1.)
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Ui 11. (M3m. - IB, 6p. 48 ot 2014 1.) (1) (U3m. - JIB, Op. 49 ot 2022 1., B
cuna ot 01.07.2022 r.) Hauumonannara 3apaBHOOCHUTYpUTEIHA Kaca 3aruiama 3a MU,
BKJIFOYEHH B cnichbka mo Hapen6a Ne 7 ot 2021 r. 3a yciaoBusTa U peqa 3a ChCTaBIHE Ha
CIIMCHK HA MEIUIIMHCKUTE u3zenus 1o wi. 30a ot 3akoHa 3a MEAUIIMHCKUTE U3/1CNIUs U 3a
ompenessiHe Ha CTOMHOCTTA, 10 KosATo Te ce 3armtamat (B, 6p. 20 ot 2021 r.) (Hapenba
No 7 ot 2021 1.), 32 KOUTO € OIpejeieHa CTOMHOCTTA, 10 KOSITO T€ CE 3alliallarT 1o peaa
Ha rjaBa TpeTa, pa3zaen | ot Hapenbara.

(2) MenuuuHckuTe U3AeIUs 1o al. 1 cieaBa 1a OTroBapsT HAa U3UCKBAHUSATA
Ha 3MU u noa3akoHOBUTE HOPMATUBHU aKTOBE 10 HETOBOTO IIpUJIaraHe.

Ui 12. (M3m. - IB, 6p. 48 ot 2014 1.) (1) (U3m. - JIB, Op. 62 ot 2015 ., B
cuna ot 14.08.2015 r.) MemuuuHCKuUTE U3AENUs, M[PUIATaHU B YCIOBUATA Ha
U3BBHOOHUYHATA MEJUIIMHCKA IOMOII, Ca peIHa3HAYCHN 3a 3a00IIBaHUsI, ONIPEACICHU
B cIIMCBKa 110 4. 45, ai. 4 330.

(2) (Hom. - IB, 6p. 95 ot 2018 1., B crua ot 16.11.2018 1.) MeaunuHCKUTe
U3JIeNUs], IPUJIaraHd B YCJIOBHATA HA OOJHHMYHATA MEJUIIMHCKA MIOMOII, CE 3aIUIaliaT OT
H3O0K u3BbH LieHUTE Ha ChOTBETHUTE KJIMHUYHU ITbTEKH, B U3IbIHEHHUE HA JIOTOBOPUTE
3a OKa3BaHe Ha OOJHMYHA MEIWIMHCKA MOMOII, CKIIOYCHU MEXKAY M3IBIHUTEINTE Ha
MEIUIIMHCKA TIOMOII M IMPEKTOpa Ha ChOTBETHATA palilOHHA 3PaBHOOCUTYPHUTENHA Kaca
(P30K), ¢ uskmouenne Ha MU, konro H30K 3annama Ha Ipon3BOAUTENN WK THPrOBLU
Ha eJjpo ¢ MU niM TeXHU yIIbIHOMOIIEHH IPEeCTaBUTeNH, CKItounian Joropopu ¢ H30K
3a goctaBka Ha MU o pena Ha Hapeabata mo wi. 11, am. 1.

Un. 13. (U3m. - B, 6p. 67 ot 2011 r., u3m. - IB, 6p. 48 ot 2014 r.) (1)
Hauuonannara 31paBHOOCUTYPUTENIHA Kaca B CbOTBETCTBHE C MPEIBUJICHUTE CPEJCTBA B
Oro/KeTa cu 3a ChbOTBETHATA KaJleH1apHa Fo/IMHAa eXeroAHo onpenens rpynure MU, kakto
U CTOMHOCTTA, JI0 KOSATO I'M 3aIlialla, Ipu yciIoBUATa U 1O pela Ha Hapenbarta mo ui. 11,
an. 1.

(2) ExeronHo, cieq NpuKIIOUYBaHEe Ha Mpoleaypara o Hapeadata mo ui. 11,
an. 1 3a onpenensiHe Ha cToiiHOCTTA, 10 Kosito H30K 3amnama MU, npunaaiexaiy KbM
enna rpyna, H30K cwcraBs:

1. cnucek ¢ MU mo rpynu, xomto H3OK 3amnama B ycioBusita Ha
U3BBHOOJIHUYHATA METUIIMHCKA TIOMOILL, ¥ CTOMHOCTTA, 10 KoaTo H30K 3amuaima 3a Besika
I'pyna,

2. (m3m. - [IB, 6p. 95 ot 2018 r., B cuna ot 16.11.2018 r.) ciucsk ¢ MU no
rpynu, kouto H3O0K 3amnama B ycinoBusita Ha OOJHUYHATA MEAMIIMHCKA TMOMOII, U
cToiHOCTTa, 10 KosATo H30K 3amnama 3a Bcsika rpyna Ha:

a) JieyeOHM 3aBeJCHMs] B W3MBIHEHHE Ha JOTOBOPHUTE 3a OKa3BaHE Ha
OOJIHUYHA MEAMLIMHCKA TIOMOLI, CKIIFOYEHU MEX/Y M3ITBIHUTENIN Ha MEJUIIMHCKA TOMOIIL
U aupekTopa Ha cborBeTHaTa P30K;

0) MPOM3BOAUTENN WIH THProBLHU Ha eApo ¢ MU niM TeXHH yITbIHOMOLICHU
npencraBuTeny, ckiarouniau noropopu ¢ H30K 3a nocraBka Ha MU no pena Ha Hapenbarta
moun. 11, am. 1.

(3) (Hom. - B, 6p. 17 ot 2019 r.) Cnuceaure mo an. 2 ca cho0pa3eHu ¢
pe3yaTaTUTE OT IpoLEeAypaTa o ONpeAeIsHe Ha CTOMHOCTTa, 10 kosito H30K 3amnama
MEIUIIMHCKUTE W3JeNUs ChriacHO Hapembata mo wi. 11, am. 1 u ¢ wi. 30, an. 1 or
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HapenOara mo wi. 11, an. 1 u Bau3ar B cuna ot 1 siHyapu Ha cieqBaiiaTta KajeHJapHa
TOJIMHA.

(4) (Homa - IB, 6p. 17 ot 2019 r.) Koraro cniuchiiure He ObJaT ChCTABEHU U
YIBBPJIEHH B CPOKOBETE, OIpeiesieHd B HapeabaTa mo wi. 11, an. 1, H30K 3arumama MU
OT CIIHCBHLUTE U JI0 CTOWHOCTTA, OIIPE/IeNIeHa U MoclieIHaTa MPOLeaypa, HO He O-KbCHO
oT 31 MapT Ha TeKyllaTa rojuHa.

(5) (HoBa - IB, Op. 17 ot 2019 r.) Koraro no 1 anpun Ha Tekymiara roguHa
HSIMa BJIE3JIM B CHJIa HOBM CIHCHIM MO ajl. 2, MO HM3KIIOYEHHE, C IIeNl HeAONMyCKaHe
OrpaHMuYaBaHe Ha JIOCThIIa Ha 3ApaBHOOCHrypeHuTe jauma a0 MU, chucwiure oT
nocjeaHara npouenypa npoabkasar aeiictsuero cu 1 H30K nmpoabixasa aa 3amnaia
MU ot 15X, 10 CTOWHOCTUTE U IPU YCIOBUATA, ONPECIICHU IIPU MOCIeAHAaTa IPOLEAYpa.

Uin. 14. (U3m. - JIB, 6p. 48 ot 2014 1.) (1) (M3Mm. 1 mom. - JIB, 6p. 17 ot 2019
r.) Hanmonannara 3npaBHoocurypurenta kaca 3amiama MUY ot cnucbuure no wi. 13, an.
2, 32 KOUTO ca CKJIIOUEHU JOTOBOPH 3a JI0CTaBKa Ha MU ¢ mpou3BOAUTENH UITU THPrOBLHU
Ha epo ¢ MU unu TexHU yIbJIHOMOIIECHH NPEICTABUTENIN WK Ca MOJAJCHU MUCMEHU
sasBieHus no wi. 30, an. 4 or HapenbaTa mo wi. 11, an. 1, OT MPOU3BOIUTEIUTE WU
TBPrOBIUTE HA €IPO C MEIUIUHCKA W3JENHUS W/WIM TEXHUTE YITbITHOMOIICHU
MPEJICTAaBUTEIH.

(2) HaumonannaTta 31paBHOOCUTYpHUTENHA Kaca 3armutama MU mo an. 1 go
CTOMHOCTHTE, ITOCOYCHH B CITMCHIUTE 110 4. 13, ai. 2.

(3) B cnyuaute Ha poroBopenu orctbiku H30K 3amnamia 1o Hamanenara ¢
pa3Mepa Ha OTCThIIKaTa CbOTBETHA CTOMHOCT MO ai. 2.

(4) Hanmonanuata 31paBHOOCUTYpUTEIHA Kaca 3amuiama MU o oruerenara
CTOMHOCT, HO HE IMOBeYE OT CTOMHOCTTA 110 aJl. 2 U 3.

(5) (Homa - JIB, 6p. 17 ot 2019 r.) B cnyuaure mo wi. 21, an. 5 ot HapenOara
no wi. 11, an. 1 H30K 3amnama MU He no-paHo OT miecT Mecela ciesl BIU3aHe B CUJla Ha
cnuchwIMTe o wi. 13, an. 2.

Un. 15. (Msam. - B, ©Op. 48 or 2014 r.) (1) Hamuonamnara
3/IpaBHOOCUTYpUTEITHA Kaca NMpeycTaHOBsBa 3aramaneto Ha MU B ciegauTe coyyau:

1. mpu 3asinyaBane Ha MU oT cniuchbka Ha MEIUIMHCKUTE u3Aenus no wi. 30a
oT 3aKOHa 32 MEIULIMHCKUTE U3/ENs, H3BBPIIEHO M0 pesa Ha Hapeadara mo wi. 11, an. 1;

2. Tpu TMojaBaHe OT JMmara nmo wi. 14, anm. 1 Ha 3asBIEHUE CBHIVIACHO
npunokenue Ne 36, ye Kenasar Ja ce mpeKpaTy 3arjaialeTo Ha CboTBeTHOTO M.

(2) B 3asBnenuero no an. 1, T. 2 ce mMocouBa CPOKBT, A0 KOWTO IIe ObaaT
OCHUTYpSIBAHU KOJIMYECTBA OT ChOTBETHUTE MU, KOITO HE MOXKe J1a Ob/ie MO-KpaThbK OT TPU
Mecera.

(3) B 3aBucuMOCT OT AaTara Ha MojilaBaHe Ha 3asBiieHueTo mo ai. 1, 1. 2 H30K
MPEyCTAaHOBSIBA 3aILIAIIAHETO HA ChOTBETHOTO MU 0T 1-BO UKCIIO Ha KaJeHaapHUS MECell,
cJeqBaIll U3THYaHe Ha CPOKa Mo ail. 2.

Un. 16. (1) (U3m. - [IB, 6p. 48 ot 2014 r.) 3a ornyckane Ha MU ot criuchbka
mo wi. 13, anm. 2, T. 1 H30K ckitouBa qoroBopu ¢ juIa, MOJydUId pa3peiieHnue mo .
229, an. 2 3JIIIXM 3a TeproBus Ha IpeOHO C TEKAPCTBEHH MIPOTYKTH.
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(2) (Homa - JIB, 6p. 48 ot 2014 r.) Koraro nuieTo 1o an. 1 1 ppKOBOAUTENAT
Ha arfTeKaTa He ChBIIAJAT, IOTOBOPHT CE CHIVIACYBA U OT PbKOBOJUTENS HA alTeKaTa.

(3) (U3m. - JIB, 6p. 67 ot 2011 r., npenumna an. 2, u3M. - JIB, 6p. 48 ot 2014
r., m3M. - JIB, 6p. 49 o1 2022 1., B cuna ot 01.07.2022 r.) JloroBopuTe 10 ai. 1 ce ckiroyBaT
ype3 aupektopa Ha P30K, Ha 4usATO TEpUTOpHUs € anTekaTta, MPHU YCIOBUS U IO pej,
YCTaHOBEHU B CbOTBETCTBUE € wi. 45, an. 17 330.

(4) (Ilpenmumua an. 3, w3Mm. - JIB, Op. 48 or 2014 r.) Hamumonamnara
3/IpaBHOOCUTYpHUTEIIHA Kaca 3aIulalia Ha Jumara mo ai. 1 3a ormycHatu ot X MU cien
NpeJCTaBsIHE Ha EJIEKTPOHEH OTYeT, H3TOTBEH CHOOPa3HO EJIeKTPOHHUs (dopmar,
nyOnuKyBaH Ha uHTepHeT cTpanunara Ha H30K.

(5) (IIpenumna an. 4, u3m. - JIB, 6p. 48 ot 2014 r.) OTmycHaTuTe U OTYETEHU
MU ce 3amnamar or H30K npu ycnoBust U 1o pen, omnpeAeiieHHu B Tasu Hapenda u
CKJIFOUYEHUTE JIOTOBOPH.

Un. 16a. (Hos - /IB, 6p. 48 ot 2014 r.) Hannonannara 31paBHOOCUTypUTEIIHA
kaca 3amiama 3a MU no ut. 16, an. 1 Ha oTIycHaJIUTE I'M allTEKU B CPOKOBETE, ONPEIEIICHU
3a 3aIUIallaHe Ha JIKAPCTBEHUTE MPOJYKTH 33 JIOMAIIIHO JICYUSHUE ChITIACHO TJIaBa BTOPA,
pazznen L.

Un. 166. (Hos - JIB, op. 48 or 2014 r.) (1) Hammonamnara
3/[paBHOOCUTYPUTEIIHA Kaca J1aBa yKa3aHUs OTHOCHO pefia 3a MPEJUCBAaHEe U OTIIyCKaHE
Ha MU ot ciucbka o wi. 13, an. 2, T. 1.

(2) Ykazanusra no an. 1 ce myGnukyBar Ha uHTepHeT crpanunata Ha H30K.

Un. 168. (Hos - JIB, 6p. 48 ot 2014 1.) (1) (dom. - IB, 6p. 95 ot 2018 r., B
cuna ot 16.11.2018 r.) Hanmonannarta 3apaBHOOCHMTypuTenHA Kaca 3amama MU ot
cnuchbka mo wi. 13, an. 2, T. 2, OykBu "a" u "0" Ha neueOHHUTE 3aBEICHUS, CKIIOYHIN
noroBopu 1o wi. 20, ain. 1, T. 4 330 3a oka3BaHe Ha OOJIHMYHA MEIUIIMHCKA ITOMOII U Ha
MIPOU3BOIUTENN UITU THPTOBIH Ha epo ¢ MU uiu TeXHH yITBIHOMOIIIEHH MPEICTABUTEINH,
ckimounsi gorosopu ¢ H30K 3a nocraBka Ha MU 1o pena Ha Hapen6ata mo wi. 11, an. 1.

(2) MenunuHCcKUTe U3ENUs 10 ajl. 1 ce 3aruianaT npu HaJlu4due Ha CIeTHUTE
YCIIOBUSI:

1. BIOKEHHU ca MPU U3MBIIHEHUE HA KIIMHUYHA TbTEKA ChIVIACHO U3UCKBAHUATA
Ha JUArHOCTHYHO-JICYCOHUTE AJTOPUTMHU 33 HM3MBJIHEHUE HA CHOTBETHATA KIMHUYHA
I'bTEKA, YCTAHOBEHU B HAIIMOHAIHUTE PAMKOBH JIOTOBOPH, MPUIIOKUMH MPe3 ChOTBETHATA
TOJINHA;

2. (mom. - 1B, 6p. 17 ot 2019 r.) U3nbJIHEHN Ca U3MCKBAHUATA, CBBP3AaHHU C
OKa3BaHe Ha OOJHWYHA MEIWIIMHCKA ITOMOIN, YCTAHOBEHW B HAIIMOHAIHUTE PaMKOBU
JIOTOBOPH, TPWIOKHUMH TPe3 ChOTBETHATa TOJIMHA, KAKTO M yKa3aHUATA MO TAXHOTO
MpHJIaraHe;

3. (u3m. - [IB, 6p. 95 ot 2018 1., B cuna ot 16.11.2018 r.) oTueTeHu ca oT
JedeOHUTE 3aBEACHHMS 110 all. | TI0 pe/ia, yCTaHOBEH B HAIMOHATHUTE PaMKOBHU JJOTOBOPH,
MPUJIOKUMH TIPE3 ChOTBETHATA TOMHA.

(3) (Hom. - JIB, 6p. 95 ot 2018 r., B crma ot 16.11.2018 r.) Hanmonanuara

3/IpaBHOOCUTYpUTEHA Kaca 3arutama MU ot cnuchka mo wi. 13, an. 2, 1. 2, 6ykBa "a" Ha
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Je4eOHUTE 3aBEACHUS 110 all. 1 ciel mpe/icTaBsHe Ha CICAHUTE IbPBUYHU MEAUIIMHCKH U
(MHAHCOBO-OTYETHH JIOKYMEHTH:

1. pakTypa unu enexTpoHHa GpakTypa;

2. cneruduKanys 3a BIOKCHHTEC MEIUIUHCKH W3JEIHUS 1O CHhOTBETHATA
KIIMHUYHA [THTEKA;

3. exzemMmusip Ha GOPMYIISp 3a BIOKEHU MEIUIIMHCKH U3JICIHS, CTOMHOCTTA
Ha kouTo ce 3amiama oT H30K u3BbH LleHaTa HAa KIMHUYHATA [TTEKA.

(4) (M3m. - 1B, Op. 95 ot 2018 r., B cuma ot 16.11.2018 r.) JleueOuuTe
3aBEJICHMS 1O all. | peACTaBIT OTYETHUTE NOKYMEHTH exxemecedHo B P3OK no yrBbpaeH
rpaduk, ompemeneH TO peAa, YCTAHOBEH B HAIMOHATHUTE PaMKOBU JOTOBOPH,
MPUIOKHUMH IIPe3 ChOTBETHATA TOMHA.

(5) ®opMarbT Ha OTYETHUTE JOKYMEHTHU CE€ JOroBapsi B HAIIMOHAIHUTE
PaMKOBH JIOTOBOPHU, IPUIIOKUMU IIPE3 ChOTBETHATA TOJMHA.

(6) (Homa - IB, 6p. 30 ot 2015 r., m3m. - JIB, 6p. 95 or 2018 r., B cuna ot
16.11.2018 r.) Koraro npu u3nbIHECHUE Ha KIIMHMYHATA IIbTEKA Ca BJIIOKCHHU €JIEMEHTH OT
MEIUIIMHCKN W3JIeTus, MPUHAJICKAIM KbM TOBEUYE€ OT €JHO TPYMNHUpPAHE ChIIIACHO
cnucbuute mo wi. 13, an. 2, 1. 2, 6ykBu "a" u "6", H30K 3amama croitHocT, KoATO € cOop
OT IICHHUTE IO €JICMEHTH, OTPa3CHH BHB (haKTypara, HO HE MO-BUCOKA OT Hal-BHCOKAaTa
CTOWHOCT, MOCOYEHA B CIHMCHhKa 32 CHOTBETHOTO TpyNUpaHe, OT YHUHUTO EJIEMEHTH €
ChCTaBEHA BIIO’KEHATA CUCTEMA.

(7) (Hosa - JIB, 6p. 95 ot 2018 r., B cuna ot 16.11.2018 r.) Hanimonanuara
3IpaBHOOCUTYpHUTENHA Kaca 3amuiama MUY ot cniucbka mmo wi. 13, an. 2, 1. 2, Oyksa "0" Ha
MIPOU3BOIUTEINN HIIM THPTOBILHU Ha eApo ¢ MU niy TeXHH yITbIHOMOIIECHU IPEICTaBUTENN
mo aJt. 1 cies mpencTaBsiHe Ha CIIETHUTE JOKYMEHTH:

1. dbakTypa unu enexTpoHHa GaKTypa;

2. 00o0ImIeHa cnpaBka 3a JOCTaBEHUTE W BIIOkeHUTe MU 1o ChOTBETHU
KIMHUYHUA T'BTEKU, OTYETEHU OT JICUCOHHUTE 3aBECHHUS TMpe3 MPEeIXOIHHs KalleHIapeH
Mmecel, nonydeHa ot H30K B usnbiiHeHue Ha JoroBopuTe 3a JoctaBka Ha MU no pena Ha
HapenOara mo wi. 11, an. 1;

3. cnenudukaiys 3a J0CTaBEeHUTE U BiIokeHuTe MU 1o cbOoTBETHH KIIMHUYHU
I'bTEKU TPe3 MNPEIXOJHUS KaJleHJapeH Mecell, ChOTBETCTBAIlla Ha KOJIMYECTBATA IO
CIpaBKaTa Io T. 2.

Un. 16r. (Hos - 1B, 6p. 48 ot 2014 r., gom. - IB, Op. 95 ot 2018 ., B cuna ot
16.11.2018 r.) HammonamnaTa 31paBHOOCHUTYpHTENIHA Kaca 3arviania eXeMECEYHO
Bioxenute MU no un. 13, an. 2, 1. 2 cnex npoBepka Ha JOKYMEHTHUTE 1O Wi. 168, ai. 3 u
ait. 7 no 30-o0 4unciio Ha Mecela, ciieABalll OTUETHHS.

Un. 17. (1) Ilpon3BoauTensiT WM HETOB YI'BIHOMOILIEH MpPEICTaBUTEN €
nbxkeH na ysenomu H30K B ciiywaute Ha:

1. (u3m. - JIB, 6p. 48 ot 2014 r.) mpomMsiHa Ha THPrOBLIUTE HA €IPO, KOUTO IIe
noctaBaT MU no antekute/nedeOHuTE 3aBefeHNs, ckitounin qorosop ¢ H30K;

la. (moBa - 1B, Op. 48 ot 2014 r.) mpomsiHa B nHGOpMAIUATA IO WI. 5, an. 1 u
4. 8 ot HapenOata mo wi. 11, am. 1;

2. (mom. - JIB, Op. 48 ot 2014 1.) Apyrum OOCTOSITENCTBAa, CBBP3aHH C
OCUTypsIBaHE U 3aruiamane Ha M.
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(2) YBegomiienueTo 1o ai. 1 ce u3BbpIBa B 7-IHEBEH CPOK OT HACTHIIBAHE HA
MIPOMEHUTE.

Paznea II.
YciaoBus, pel, MeXaHU3bM M KPUTEPHH 32 3alJIalllaHe HA TUETHYHN XPaHH 32
cnennajHu meaunuucku neau (Hos - JIB, 0p. 48 ot 2014 r., 3ar. u3m. - /1B,
op. 17 oT 2019 1.)

Un. 18. (M3wm. - JIB, 6p. 48 ot 2014 1.) (1) (Hom. - AB, 6p. 62 ot 2015 1., B
cuna ot 14.08.2015 r., u3m. - /1B, 6p. 17 ot 2019 r.) Hartmonannara 3jpaBHOOCUTYpUTETHA
kaca 3aruiania 3a JIXCMIL] mo 4. 1, 1. 7 npenHa3HaueHu 3a 3a00/sIBAaHUS, ONPEACIICHU B
crnuchbka 1o wi. 45, an. 4 330, KOUTO OTroBapAT Ha U3UCKBaHUATA HAa 3X U MOJA3aKOHOBUTE
HOPMATHBHU aKTOBE I10 IPUJIATaHETO MY.

(2) Hammonannara 3apaBHOocuryputenHa kaca 3amuiamia 3a JAXCMI] mo
cnuchk, onpeaeneH or Hamzopuus cwvBer Ha H30K cbrioacuo um. 56, an. 2 330, 3a
€MHUIIA BELIECTBO WIH OIPEAEIIEHa MECEYHA CTOMHOCT.

(3) Hatimonanuara 31paBHOOCUTypUTeTHA Kaca 3aruiaiia 3a JIXCMI no ain. 2,
P YCJIOBHE Y€ T€ Ce 3aliamiar OT OOIIECTBEHH 3APAaBHOOCUTYPHUTENHU (OHAOBE, IIpU
CBIIUTE 3a00JIIBaHMS WU MHAMKAIIMY Hall-MaJIKO B TPH OT CJIETHUTE IbpKaBu: PymbHuUS,
UYexwus, Ecronus, I'epuus, YHrapus, Jintsa, [lopryranusa u Mcnanus.

. 19. (Hos - JIB, 6p. 67 ot 2011 r., m3m. - IB, Op. 48 ot 2014 1.) (1)
Haumonannara 3apaBHOOCHTYpuTenHa Kaca 3amuiama 3a JXCMI] cnen monyuyaBane Ha
MUCMEHO 3asBIIEHUE OT MPOU3BOAUTENS WM HErOB YITBIHOMOIIEH MPEICTaBUTEIN, ue
JKellae ChOTBETHHUST MPOAYKT Ja Ce 3alulallia Mo peJa Ha Ta3u Hapenda ChIVIACHO
npuioxeHue Ne 4.

(2) B 3asBienuero no aji. 1 ce mocoyBaT THPrOBLUTE HA €ApPO, KOUTO IIE
noctassaT JAXCMI] no antekure, ckmounnu gorosop ¢ H30K.

(3) KbM 3asBeHueTO CE mpujiarar:

1. nexnapanus, ye crorBeTHara JJXCMILI otrosaps Ha ycioBueTo no ui. 18,
aJl. 2, KaTo ce MocoYBaT KOHKPETHUTE OOIIeCTBEHU (DOH/I0BE B CHOTBETHATA bPKaBa;

2. aexnapanus 3a cbriacue OT TBPrOBLUTE Ha €1IpO, IOCOUYEHH B 3asIBIEHUETO,
3a gocraBka Ha JIXCMII;

3. neknapauus, 4€ ChOTBETHMSAT 3asBUTENI MOXKE J1a OCHIYpsIBA PETYJIAPHO
3asiBenute [IXCMI] 3a nmepuo He mo-Marbk OT 12 KalleHIapHu Mecela;

4. TOKYMEHT, YJOCTOBEPSIBAILl [TPEICTAaBUTEIIHATA BIACT HA 3assBUTEIIS.

Y. 19a. (Hos - IB, 6p. 48 o1 2014 1.) (1) CnirichkbT 1o uit. 18, an. 2 chabpika:
1. Bup/monBun Ha JIXCMII;

2. ThproBcko HaumeHoBaHue Ha JIXCMI];

3. popma/KomnUecTBO;

4. cronnocT, 3amnamana oT H30K;

5. ycroBusI 3a IPEANKUCBAHE U OTITYCKAHE,

6. H3OK kog.
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(2) CiucbKbT ce myonKyBa Ha HHTEpHET cTpanunara Ha H30K.
(3) CiuchbkbT MOXKeE J1a OBJIE TOMBIBAH BEAHBK TOAMIIHO.

Ui 196. (Hos - /IB, 6p. 48 ot 2014 r.) (1) 3a ormyckane na JIXCMIL] H30K
CKJIFOYBA JOTOBOPH C JIMIIA, MOJYYHIN paspenieHue no wi. 229, an. 2 3JIIIXM 3a Teprosust
Ha JIpeOHO C JIEKapCTBEHU MPOITYKTH.

(2) Koraro nunero mo an. 1 U ppKOBOAMUTENSAT HA anTeKkaTa HE ChBIAJAT,
JIOTOBOPBT CE€ ChIJIaCyBa U OT PbKOBOJIUTENS HA alTeKaTa.

(3) (M3m. - /IB, 6p. 49 ot 2022 r., B cuma ot 01.07.2022 1.) JIoroBopuTe 110 aJ.
1 ce ckmrouBar upe3 gupekropa Ha P3OK, Ha uuaTo Teputopus € anTekara, pu yCcJIOBUs
Y 10 pell, YCTAHOBEHHU B ChOTBETCTBHE C Wi. 45, an. 17 330.

(4) HanmonanuaTa 31paBHOOCUTYpUTEIHA Kaca 3aIulallia Ha Jiuara 1o ai. |
3a ormycHatu oT TAx JAXCMIL] cnen mpenacraBsHe Ha €IEKTPOHEH OTYET, U3TOTBEH
ChOOPA3HO ENEKTPOHEH opMaT, KOMTO ce myOIMKyBa Ha HHTepHET cTpanunara Ha H30K.

(5) Otniycnarure u otuerenu JIXCMIL] ce 3amnamar ot H30K npu ycrnoBus u
0 pejl, ONpeesiCHU B Ta3u Hapea0a U CbOOPa3HO CKIOYEHUTE JOTOBOPH 110 ail. 1.

Un. 198. (Hos - 1B, Op. 48 or 2014 r.) (1) [IpousBoautensIT Uiu HEroB
YI'BIIHOMOLIIEH IpecTaBuTelN € JurbxkeH Aa ysenromu H30K B ciydaunte Ha:

1. mpomsiHa Ha TBHpProBUUTE Ha e€apo, kouto e aoctaBaT JAXCML no
anrtekure, ckiatouniu gorosop ¢ H30K;

2. npyru 00CTOATEICTBA, CBBP3aHU C OCHTypsiBaHe U 3aruiamane Ha JJXCMII.

(2) YBenomsiBaHeTo 1o ai. 1 ce u3BbpIIBA B 7-THEBEH CPOK OT HACTHIIBAHE HA
IIPOMEHUTE.

(3) B cayuaute mo am. 1 B 5-mHeBeH cpok oT yBenomsBanero H3OK
OTIOBECTSIBa HA UHTEPHET CTpaHMIIaTa CH MOJja/ieHaTa HHPpopMaIusl.

Un. 19r. (Hos - JB, ©Op. 48 or 2014 r.) (1) Hamuonamnara
3IpaBHOOCUTYPUTEIHA Kaca JaBa yKa3aHHWs OTHOCHO pela 3a MPEANHUCBAHE U OTIIYCKAaHE
Ha JIXCMII, 3aruramanu ot H30K.

(2) Ykazanusta o an. 1 ce myOauKyBat Ha HHTEpHET cTpaHunara Ha H30K.

Un. 19a. (Hos - [IB, 6p. 48 ot 2014 r.) (1) IIpousBoauTensT WIU HETOB
YVI'BJIHOMOIIIEH TMpeacTtaBuTen Moxe naa noxane a0 H3OK 3asBnenue cbriacHo
npuioxenue Ne 30, ye jkenae J1a ce MpeKkpaTH 3aramnateTo Ha cboTBeTHara JJXCMI] o
pena Ha Ta3u Hapeaoa.

(2) B 3asBnenuero mo an. 1 ce mocouBa CpPOKBT, O KOWUTO mie Obaar
OCHUTYpsIBaHH KOJTMUeCTBa OT choTBeTHaTa JIXCMII, kaTo TO# HE MOXKe J1a OBJe TO-KpaThK
OT TPH MeceLa.

(3) B 3aBucuMocCT oT marara Ha mojaaBaHe Ha 3asBieHueTo mo an. | H30K
MpeycTaHoBsIBa 3aramniaHeTo Ha cborBeTHaTa JXCMIL] ot 1-Bo uMcno Ha KalleHIapHUs
Mecell, cie/IBalll U3THYaHe Ha CpoKa 1o ai. 2.

(4) B ctyuauTe o ain. 1 B 5-AHEBEH cpok 0T nojaBaHe Ha 3asiBiaeHueTo H30K
OTIOBECTSIBa HA MHTEPHET CTpaHMIIaTa CU MHPOpMAIUATA, IOCOYEHA B 3asIBJICHHUETO.
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I'maBa yerBbpTA.
YCJIOBUS, KPUTEPUU U PE]] 3A JOT'OBAPSHE HA OTCTBIIKH 3A
JIEKAPCTBEHUTE ITPOAYKTHU (HOBA - 1B, BP. 67 OT 2011 I'., 3AI'JL.
HU3M. - IB, BP.48 OT 2014 I'., U3M. - 1B, BP. 62 OT 2015 TI'., B CUJIA OT
14.08.2015T'.)

Paznea 1.

YcaoBusi, KpUTEPHH U pejl 32 MPOBeKIaHe HA 32IbJKUTETHO
HEHTPAJTU3MPAHO IOTOBAPSIHE HA OTCTHIKH 32 JIEKAPCTBEHH NMPOIAYKTH,
BKJIIOUEHH WJIM 32 KOUTO € MoAaJeHo 3asaBJeHue 3a BKiIw4YBaHe B IIJIC mo
wi. 262, ai. 6, T. 1 u 2 3JIIIXM (Hos - /IB, 0p. 48 ot 2014 r., 3arua. u3m. - 1B,
op. 62 ot 2015 r., B cu1a ot 14.08.2015 r.)

Ui 20. (Hos - IB, 6p. 67 ot 2011 r., u3m. - JIB, 6p. 62 ot 2015 r., B cuna ot
14.08.2015 r.) (1) (M3wm. - JIB, 6p. 89 ot 2017 ., B cuna ot 07.11.2017 r., mu3m. - JIB, Op.
17 ot 2019 r.) Ha ocnoBanue ui. 45, an. 10 u 21 330 H30K exeromHo mnposexaa
3aIBJKUTEITHO EHTPAIM3UPAHO JOTOBAPSIHE HA OTCTHIIKH 3a:

1. (mom. - 1B, 6p. 17 ot 2019 r.) nekapctBenu npoayktu ot [1JIC mo un. 262,
an. 6, . 1 3JIIIXM, 3a kouto crorHOCTTa, 3amiamana oT H30K, ce uzuucissa upes
rpynupaHe, B KOETO HE y4yacTBaT JIGKAPCTBEHU MPOAYKTH Ha APYTU MPHUTEKATENHd Ha
paspelnenue 3a ynorpeda, ¢ U3KJIIOUYCHUE HAa TEHEPUYHUTE JICKAPCTBEHU MPOJYKTH U Ha
JIEKapCTBEHUTE NMPOAYKTH 1o wi. 29 3JIIIXM;

2. (u3m. - JIB, 6p. 17 ot 2019 r.) nexapcrBenu npoayktu ot [1JIC mo 4. 262,
an. 6, t. 2 3JIIIXM, 3a kouto ctoiiHOCTTa, 3amamana or H30K, ce u3zuucnsaBa upes
rpynupaHe, B KOETO HE ydacTBaT JICKAPCTBEHU MPOAYKTH HaA JIPYrd MPUTEKATEIH Ha
paszpeleHue 3a ynorpeda, ¢ U3KIOUEHUE Ha TeHEPUYHUTE JIKAPCTBEHU MPOAYKTH U Ha
JeKapcTBeHuTe npoayktu no wi. 29 3JIIIXM, BkitoueHu ca B IakeTa, ONpEIesieH ¢
HapenOara mo wi. 45, an. 2 330, u KouTo:

a) ca MpeHa3HAuYCHU 3a JICYCHUE Ha 3JI0KaYeCTBEHHU 3200 IsIBaHNUS,

0) ce mpuiaraT NpU KUBOTO3aCTpaIlaBallld KPHBOU3IMBU U CIICIIHH
OTICpaTUBHU ¥ HHBA3UBHU MHTEPBEHITUH TIPH TIAITUCHTH C BPOJICHU KOATyJIOMATHH;

3. JeKapcTBEHM TPOAYKTH C HOBO MEXIYHAPOJHO HEMATeHTHO
HaMMEHOBAHHE, 32 KOUTO € I10J1aJICHO 3asBJICHUE 32 BKIIFOYBAHE BHB:

a) [IJIC mo umn. 262, an. 6, . 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 MPOAYKTH ca BKIIOUYEHH B MaKeTa, rapanTupas ot oromkera Ha H30K,
nMpeHa3HAYeHW ca 3a JICUCHHE Ha  3JI0KAYeCTBEHWM 3a00sBaHMs U 34
YKUBOTO3aCTpalliaBaliyl KPHBOU3IUBH U CIEIIHU ONEPAaTUBHU U MHBA3UBHU WHTEPBEHIIUU
MpU TAIMEHTH C BPOJEHU KOAryJoMaTHH W TOJUIeKaT Ha 3aluianiaHe B OOJHWYHATA
MEAMIIMHCKA TIOMOII U3BBH CTOWHOCTTA HA OKA3aHUTE MEIUIIMHCKH YCITYTH.

(2) HoroBapsiHeTo 1o aji. 1 ce mpoBexaa ¢ MPUTEKATEIUTE HA pa3peleHusITa
3a ynorpeba Ha CHOTBETHHUTE JIEKAPCTBEHU MPOAYKTH WIU C TEXHU YITBIHOMOIICHU
MIPEICTABUTEIH.
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Ui 20a. (Hos - IB, 6p. 49 o1 2012 r., u3m. - /IB, 6p. 30 ot 2015 1., oTM™. - /IB,
Op. 62 ot 2015 ., B cuiia ot 14.08.2015 1.)

Ui 21. (Hos - IB, 6p. 67 ot 2011 r., u3m. - [IB, 6p. 48 ot 2014 1. (*), u3m. -
B, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r., u3m. - [IB, 6p. 89 ot 2017 r., B cuna ot
07.11.2017 r.) (1) 3a nekapctBenuTe npoayktu no wi. 20, an. 1 H30K norosaps ciegaute
BUJIOBE OTCTHIIKU:

1. (u3m. - [IB, 6p. 17 o1 2019 r.) OTCTHIIKA 32 BCUYKHU JICKAPCTBEHU MPOIYKTH
mo wi. 45, an. 10 u 21 330 Ha enuH TpHUTEKATENl HA pa3pelieHUe 3a ymoTpeOa/HeroB
VIIBJTHOMOIIIEH MPEJICTaBUTEN WIM Ha pa3M4yHU MPUTEXKATeTd Ha pa3pelieHus 3a
yrnoTpeda, KOUTO ca YI'bJIHOMOIIMINA €AUH OOII MpeACTaBUTEN, pasnpeaeieHa U3Lsio B
non3a Ha H30K non popmara Ha Bb3cTaHOBSIBaHE Ha Pa3XxoAu, B 0011 pa3Mep HE MO-MaTbK
or 10 Ha cro ot pasxomute Ha H3OK 3a choTBETHO Tpumeceuue 3a JEKAPCTBEHUTE
IIPOYKTH,

2. (ot™. - 1B, 6p. 17 o1 2019 1.)

3. (u3m. - JIB, 6p. 17 ot 2019 r.) MeAMIMHCKH YCIYrM HU3BBH IMaKeTa
MeauIMHCKa oMol 1mo wi. 45, an. 2 330, ocurypsiBaHd 3a CMETKa Ha MPUTEKATENs Ha
pa3pelieHueTo 3a ynorpeda, CBbp3aHy C JUArHOCTHKATA U MPOCIIEASIBAHETO HA JICYEHUETO
Ha 3a00JiIBaHE CbC CHOTBETHUTE JIEKAPCTBEHU IPOJYKTH, KaTO BUIBT, CTOHHOCTTA U
U3MBIHUTEIUTE Ha MenuuuHckuTe ycnyru ce ompenenst or H3OK, cwrimacyBano c
IIPUTEXKATEIIS Ha Pa3peLICHUETO 3a yIoTpeoa;

4. OTCTBIIKA OT CTOMHOCTTA 3a OMAKOBKa, M3YUCIIEHA Ha 0a3za pedepeHTHaTa
CTOMHOCT Ha ChOTBETHUSA JIEKAPCTBEH MPOAYKT 10 wi. 45, an. 10 330, 3amiaian 4acCTUYHO
ot H30K, xosTO0 ce pasnpenens U3LsIIO B [10J13a HAa ChOTBETHOTO 3/IpAaBHOOCUTYPEHO JIHIIE.

(la) (Homa - IB, 6p. 19 ot 2020 r.) 3a nekapcTtBeH npoaykT mo wi. 20, amn. 1,
T. 1 wnim 2, 3a KOWTO CcTOMHOCTTA, 3aruiamana ot Owomkera Ha H30K (pedepentnara
CTOMHOCT), 32 4acT OT TepalNeBTUYHUTE MY TMOKa3aHUS C€ M3UUCIISIBA Upe3 IPyNUpaHe, B
KOETO ydYacTBaT JICKAPCTBEHM MPOJIYKTH Ha JAPYTHM NpUTEXATeud Ha pa3peuieHue 3a
ynotpe0a, a 3a OCTaHAIUTE TEPANeBTUYHU MOKAa3aHUsS C€ M3YMCISABA Ype3 rpyNupaHe, B
KOETO HE y4yacTBaT JICKAPCTBEHU MPOAYKTH Ha JIPYTH MPUTEkKATeNW Ha pa3pelieHue 3a
ynotpe0a, 3a MOCIEIHO TMOCOYEHUTE MOKa3aHUs MPUTEXKATENsAT Ha pa3pelieHueTo 3a
yrnotpe0a/HeroB ymbIHOMOIIEH npeactaButen npenoctass Ha H30K otctenka mo an. 1,
T. | B TakbB pazmep, KOWTO BOJM 10 U3paBHsIBaHe Ha pe)epeHTHATa CTOMHOCT 32 BCUYKU
MOKAa3aHUA.

(2) 3a gnekapcTBEH MPOAYKT C HOBO MEXKAYHApOJHO HENATEHTHO
HaMEHOBaHHeE, 3a KOWTO € MojaieHo 3asgBiieHne 3a BkiarouBane B I1JIC mmo . 262, an. 6,
T. 1 wm 2 3JIIIXM, 3a1bKUTENTHO ¢ JOTOBapsl OTCTHIIKA OT 3asBEHATa 3a 00pa3yBaHe
neHa no uwi. 8, an. 2 or Hapenbata 3a ycrnoBusTa, mpaBuiaTa ¥ pela 3a peryjiupaHe u
perucTpupaHe Ha LIEHUTE Ha JIEKapCTBEHUTE MPOJYKTH ChOOpPA3HO MPOTHO3HUS OIOJIKET
Ha H30K 3a cboTBETHMSI JOTOBOpEH mepuoi. PazmMephT Ha OTCTHIIKATa ce€ AOTOBaps B
CHOTBETCTBHUE C JIOKJIAJA 33 OLIEHKA Ha 3/IpaBHUTE TEXHOJIOIMH, U3TOTBEH U YTBBPJEH 10
pena Ha HapeabaTa no wi. 262, an. 4 3JIIIXM. JloroBapsHeTO Ha OTCTBIIKaTa € yCJIOBUE
3a BKJIIOUBaHE Ha JiekapcTBeHUs npoaykT B [1JIC chrimacHo wi. 262, an. 10 3JIIIXM u He
C€ cuuTa 3a MPOBEJICHO 3aJBJDKUTEIHO JOrOBapsHE Ha OTCTBIKH KAaTo YCJIOBHE 3a
zamtamiasero My oT H30OK. [IponeHThT Ha OTCTBIKATA C€ 3ama3Ba clie]l yTBbPKIaBaHE HA
[[eHa Ha JIEKapCTBEHUS MPOIYKT, KAKTO U TIPU HEHHA MPOMsIHA.
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(3) (M3m. - [IB, 6p. 17 ot 2019 r.) OTcThnkara mo an. 1, T. 1 Moxe na 6bae
JIOTOBOpPEHA B PA3JIMUEH pa3Mep 3a pa3iIMyHU TEpaleBTHUUHU MOKa3aHUs HA JIEKapCTBEH
MPOIYKT.

(4) IIputexarensaT Ha pa3pelICHUETO 3a YHOTpeOa/HeTOBHUST YITbIHOMOIICH
MPEJICTaBUTEIN pa3mpeens oomus pa3Mep Ha KOMIIEHCAIMSTA [0 CBOSI MIPELIEHKa BbPXY
BCEKHU JIEKApCTBEH MPOAYKT, KOeTo € yacT oT gorosopa My ¢ H30K u He ce onoBecTsiBa
myOJIUYHO.

(5) (M3m. - IB, 6p. 17 ot 2019 r.) Bceku nputexaTen Ha pa3pellieHue 3a
yrnoTpe0a/HeroB yIbIHOMOIIEH MPEACTaBUTEN JOrOBaps caMo OTCThIIKA 110 aj. 1, T. 1 wiun
KOMOHMHaIMs oT oTcThOku Mo an. 1, T. 1 u3unmnmno an. 1, 1. 1,3 u 4.

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

(7) (U3m. - [IB, Op. 17 ot 2019 r.) 3a KOHKpETEH JIEKAPCTBEH IMPOIYKT,
ChBpPIKal] AKTUBHO BELIECTBO/BEIIECTBA C 10Ope YCTaHOBEHA yrnoTpeda B MEAUIIMHCKATa
npakTuka no cmuckbia Ha 3JIIIXM, 3a KOWTO € HaauIEe HEBB3MOXKHOCT 110 IPUYUHHU OT
00EKTHBEH XapakTep 3a MPeAOCTaBsHE HA OTCThIIKA B MUHUMAJIHUS pa3Mep, YCTAHOBEH B
an. 1, 1. 1, o U3KIJIOUEHUE U ClIe]] IPEAOCTaBIHE HAa MOTUBUPAHO MUCMEHO CTAHOBHMILE OT
CbOTBETHHUS TMPHUTEXKATEN Ha pa3pelieHueTo 3a YHNoTpeOa/HeroB  yIMbIHOMOIIEH
npencrasutes H30K Moxxe n1a ckirouu AOroBOp 3a OTCTBIKA 0] MUHUMAJIHUS pa3Mep.
To3u MexaHu3bM ce Impujiara, Koraro € Halvile JMIICca Ha JeKapCcTBeHa ajTepHaTHBa 3a
JICUEHUE WIN CHILECTBYBAIINUTE AITEPHATUBH Ca CbC 3HAUUTEIHO MO-BUCOKA CTOMHOCT.

Ui 22. (Hos - IB, 6p. 67 ot 2011 r., u3m. - [IB, 6p. 62 ot 2015 r., B cuna ot
14.08.2015 1., u3m. - JIB, 6p. 89 ot 2017 1., B cmma ot 07.11.2017 r.) (1) (M3m. - [IB, Op.
17 ot 2019 r.) Orcrpnkutre no wi. 21, an. 1, 1. 1 ce Bp3cranoBsiBat npsiko Ha H30K ot
MPHUTEKATEIIS Ha Pa3pelIeHUeTo 3a yrnoTpeOa/HeroBHsl YIIBIHOMOIIEH MPEICTABUTEN OT
usBbpiienute oT H30K pasxonu 3a 3amnamnianeTro uMm cien Kpas Ha IbpPBOTO, BTOPOTO U
TPETOTO TPUMECEUHE Ha TEKyIlaTa KaJleHJapHa ToJInHA, a 32 YETBBPTOTO TPUMECEUUE CE
3amuaniat aBaHcoBo 10 15 HoemBpH Ha 6a3ata Ha peannus pasxoa Ha H30K 3a tperoto
TpuMeceune. Jlo kpas Ha TBPBOTO TPUMECEUHE Ha Clie[BalaTa KaJeHJapHa rojnHa ce
U3BBPIIBA CHOTBETHO U3PaBHSIBAHE.

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

(3) (Ot™m. - 1B, 6p. 17 01 2019 1.)

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

(9) (Ot™m. - 1B, 6p. 17 01 2019 1.)

(10) Horoopenara orcthiika mo wi. 21, am. 1, T. 3 ce mpemoctaBs OT
MPUTEKATENS Ha Pa3pelIeHUeTo Ha yIoTpeOa/HEroBUs YITbITHOMOIIEH MPEACTaBUTEN 0T
dbopmara Ha cpeacTsa, ¢ kouto H30K 3amamia 3a chOTBETHUTE MEIUIIMHCKH YCIYTH HA
OTIpe/IeIEHUTE OT Hes W3MBIHUTENIM HAa MEIUIMHCKa momoll (pedhepeHTHH ledeOHU
3aBeCHUS).

(11) (Hosa - IB, 6p. 17 ot 2019 r.) [loroBopenara orcTbika mo wi. 21, an. 1,
T. 4 ce peaoCcTaBsi aBaHCOBO ChOOPA3HO YCIOBUATA U CPOKOBETE, ITOCOYCHH B Wil. 2311, OT
MPUTEXKATENs Ha pa3pelieHrueTo 3a yrnoTpeda/HeroBus YITbIHOMOIIEH MPEJCTaBUTEN Ha
H30K Ha 6a3a Ha NMPOTHO3HHWTE KOJWUYECTBA B MPEUIONKEHUETO Mo 4wi. 23, am. 3 3a
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ChOTBETHHUS JIEKApPCTBEH IMPOIYKT, KaTo JOrOBOPHT 3a OTCTHIKATa 3aJbKUTEITHO
ChIbpKa:

1. nokymeHTauMsTa, IOKYMEHTOOOOpPOTa M CpPOKOBET€ 3a OTYUTAHE U
3aIuIallaHe Ha OTCTHIIKATA;

2. ycioBHATa M pela 3a MpelocTaBsHE Ha OE€3yCIIOBHM U HEOTMEHSEMU
0aHKOBM TapaHIMM, KOMTO 00€3leuaBaT BbB3CTAHOBABAHETO OT MPUTEXKATEIS Ha
paspenieHueTo 3a ymnoTpeOa/HeroBUs yOBJIHOMOINEH mnpenactaBuren Ha H3O0K Ha
CpelcTBaTa, 3allVIAaTEHU Ha JuuaTa 1o 4i. 7, aj. 1 HajJ aBaHCOBO IUIATEHUTE CyMH 3a
oTcThIIKaTa mo wi. 21, an. 1, T. 4;

3. pena 3a mpoMsiHa Ha pa3Mepa Ha OTCThIIKaTa MpU MPOMsiHa Ha peepeHTHaTa
CTOMHOCT Ha JiekapcTBeHus npoaykT B [TJIC.

(12) (Ilpepumna an. 11, uzm. - B, 6p. 17 ot 2019 1.) JloroBopeHHUTE OTCTHIIKH
WM KOMOMHALMA OT OTCTBIIKM HE MOraT Ja BOJAAT /0 YBelIMYaBaHE HAa CTOMHOCTTA,
3armamana ot H30K 3a nedmnupana queBHa 103a wim 3a TepaneBTrydeH Kypce mo INN cbe
CHOTBETHHUS JIEKAPCTBEH MPOJYKT M HA CpelHaTa roJWIIHA CTOWHOCT Ha JIEYEHUE Ha
HALUEHT C TO3M JIEKAPCTBEH MPOAYKT, CIIPSAMO MPEAXOAHATA TOAUHA.

Uin. 23. (Hos - IB, 6p. 49 ot 2012 r., u3m. - 1B, 6p. 62 ot 2015 ., B cuna ot
14.08.2015 r.) (1) Haunonannara 31paBHOOCUTYPHUTEIIHA Kaca €KeroJHo A0 1 OKTOMBpHU
nyOJiiMKyBa Ha OQHIMATHATA CH WHTEPHET CTPaHWIA TOKaHa 10 TNPHUTEXKATEIUTe Ha
paspeiieHusi 3a ymnorpeba Ha JIeKapCTBEHUTE NpoAykTd mo wi. 20, am. 1/TexHu
YITBTHOMOIICHU MPEICTABUTEIH 32 MPEICTaBsIHE Ha MPEJIOKEHHS 32 OTCTHITKH 10 Wi 21,
am. 1, 1. 1,3 u4.

(2) Ilokanara o ai. 1 ceappxa:

1. agpecaTtuTe Ha OKaHATA;

2. BUJIOBETE JIEKAPCTBEHU MPOJIYKTH, 0OEKT Ha JOTOBApPSHETO;

3. KpaeH CpOK 3a MoJIaBaHe Ha MPEATIOKEHUATA;

4. MSCTO W HAYWH 32 TMOJABaHE Ha MPEUIOKEHUATA W JIMIE 32 KOHTAKT -
ciyxuren Ha H30K.

(3) B eqnomecedeH cpok oT myOIMKyBaHe Ha TTOKaHATa IM0 aj. | mpuTexaremnsT
Ha paspelieHueTo 3a ynorpeba Ha JEeKapCTBEH NPOAYKT/HETOB YITBIHOMOIIEH
npeacrasuten npeactass B H30K npennoxkenne 3a oTcThIIKa/u.

(4) (U3m. - 1B, 6p. 49 o1 2022 1., B cuna ot 01.07.2022 r.) B ciiydaute mo ui.
4a, an. 1, 3 u 5 npu onpezeneno HUBO Ha 3ariamane 100 Ha cTo, KaKTO U B CIIy4auTe 10
y1. 4a, an. 6 TmpuTexaTeNuTe Ha paspelieHds 3a yrnorpeba Ha JeKapCTBEHU
MPOIYKTH/TEXHUTE YITHTHOMOIICHH TPECTABUTEIN MMOJaBaT MPEIIOKEHUS 32 OTCTHITKA
HE T0-KbCHO OT 20 paOOTHU JAHM MpEeIU U3TUYAHE HAa ChOTBETHATA KaJeHIapHa roJInHa 3a
o6o6mraBane Ha nHpopmarusata or H3OK.

(5) (M3m. - JIB, 6p. 89 ot 2017 r., B cuma or 01.01.2018 r.) Kum
NPEUTOKEHUATA 10 all. 3, KAaKTO M KBbM MPEUIOKEHUAITA 32 JIOTOBapsTHE Ha OTCTBHIIKU B
ciIydauTe 1mo wi. 21, an. 2, mpurexaTtenuTe Ha pa3pelieHus 3a ynotpeda Ha IeKapCTBCHUTE
MPOIYKTH/TEXHU YITBIHOMOIIEHH MPEACTABUTEIN MPUJIaraT CICAHUTE JOKYMEHTH:

1. uaopmanysi OTHOCHO €AVMHHUS UICHTU(UKAIIMOHEH KO/ Ha IPYKECTBOTO
WJTH KOOTIepaIsITa OT ThPTOBCKHS PETUCTHP, a 3a APYKeCTBATa, PETUCTPUPAHU B TbPrKaBa
- uieHka Ha EBpomeickusi cbi03, WIM B IbpkaBa - crpaHa mo Cropa3yMeHHETO 3a
EBpomeiickoTo MKOHOMHYECKO MPOCTPAHCTBO - KOMHE OT JOKYMEHT 3a aKTyallHa
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perucrpanys 0 HAMOHAIHOTO 3aKOHOJATENICTBO, M3/1aJleH OT KOMIIETEHTEH OpraH Ha
CbOTBETHATa IbpPKaBa, HE IO-KbCHO OT 6 Mecena INpeau IO0JaBaHE Ha 3asBICHUETO;
uH(pOpMaLUATa ce IPEeI0CTaBs 3a IPUTEXKATeN sl Ha pa3pellieHUEeTo 3a yrnoTpe0a, a B cirydai
4e MPEAJI0KEHUETO Ce MojaBa OT YII'BJIHOMOILIEH IPEACTABUTEN - U 34 YIIBJIHOMOIIECHUS
IPEJCTaBUTEIT;

2. OBJIHOMOIIHO 3a y4YacTH€ B JOrOBapsHETO, B T.4. W 3a IOJAaBaHE Ha
IPEUI0KEHHE 3a OTCTBIKA/M - B CiIydail 4e IPeJI0KEHUETO Ce M0J1aBa OT YII'bJIHOMOILEH
IIPEJICTAaBUTEI HA IIPUTEXKATENS Ha Pa3peIIEHUETO 3a ynoTpe0a; KOoraro MbJIHOMOIIHOTO €
U3JaJIEHO Ha YYXKJ €3HMK, KbM HEro ce Mpuiiara peBoj Ha ObIrapcku €3MK, U3BbpPILEH OT
peBo/iady, KOWTO MMa CKIIIOYEH JIOroBOp ¢ MUHHCTEPCTBOTO Ha BBHHIIHUTE paboTH 3a
U3BBPIIBAHE HA OQUIMAIHM NPEBOJM; B I'BJHOMOIIHOTO cie/Ba Ja ObIaT MOCOYEHHU
KOHKPETHUTE JIEKapCTBEHW NpOoAYKTH no wi. 20, an. 1 ¢ TexHUTe MeXIyHapoJHU
HEMaTeHTHU HaUMEHOBAHMSA U THPrOBCKM HAaMMEHOBAHMS, 32 KOUTO IPEICTABUTENAT €
YI'bJIHOMOIIIEH;

3. Apyr" OTHOCUMHU JOKYMEHTH.

(6) IlpennoxxkeHusita ce TMojaBaT B JeJOBOJACTBOTO Ha lLleHTpamHoTo
ynpasienue Ha H30K B 3amewaran Hempo3pauyeH IUIMK C HEHapylleHa LSJIOCT, BbPXY
KOMTO c€ II0COYBAT MOJATENST U aApec 32 KOPECIIOHICHLIUS.

Un. 23a. (Ho - JIB, Op. 62 ot 2015 r., B cuma ot 14.08.2015 r.) (1)
PasrnexxnaneTo Ha mpeasioKeHUsATa Mo Wi. 23 ¥ JOrOBapsSHETO HAa OTCTHIIKU C€ U3BBHPILBA
OT MOCTOSIHHO JeiicTBaia komucus ot ciyxureian B H30K, onpeznenena cbe 3anoBen Ha
ynpasutens Ha H30K. B 3amoBenra ce ompenens npeacenaTesl Ha KOMHCHSTA, HEroB
3aMECTHUK U PE3EPBHU WICHOBE.

(2) B cbcraBa Ha KOMHUCHSATA 33ABDKUTEIHO CE BKJIIOYBAT MPABOCIIOCOOEH
IOPUCT, JIeKap/MarucTbp-hapmMaieBT U UKOHOMHUCT.

(3) UneHoBete Ha KOMHUCHATA ca JUIbXKHHU Jla Ma3sT B TailHa 00CTOSATENICTBATA,
KOUTO Ca Y3HaJu BBbB BpPb3Ka ChC CBOSTa pabOTa B KOMMCHATA, 3a KOETO MOJIUCBAT
JIeKJ1apanus.

(4) (U3m. - [IB, 6p. 89 o1 2017 1., B cuna ot 07.11.2017 r.) Komucusira no a.
1 u3BBpIIBA TpPOBEpKAa Ha MOCTHIMIUTE IMPEUIOKEHUS 32 CHOTBETCTBHETO MM C
M3MCKBaHUATa Ha Hapea0ara, KaTo MMa IpaBo Jja OMCKa OT YYaCTHUK B CPOK J10 3 paboTHU
JHU /1a OTCTPaHM YCTAaHOBEHHUTE HEPEIOBHOCTH W/WIM Jla MPEJOCTaBH JONBIHUTEIHA
uH(popManus.

(5) B cnyuaii ye yyaCTHMK He OTCTpaHM HEPEIOBHOCTUTE W/WIU He
MPEI0OCTaBU U3MCKAaHATa JOMbIHUTENHA HH(POPMAIUs B ONPEAEICHUS CPOK, CE€ CUUTA, Ue
3a CbOTBETHUTE JIEKAPCTBEHH NMPOJYKTH HE Ca IOTOBOPEHU OTCTBHIIKH.

(6) IlpencenarensT WM HETOBHUSAT 3aMECTHHK W JBaMa OT WICHOBETE Ha
KOMHCHSATA Ce TIOJIHICBAT BbPXY BCSIKA CTPAHUIA OT MPEJIOKEHUETO Ha KaHu1aTa.

(7) Komucusita o ain. 1 u3rotss rpaduk 3a qaTata U 4aca 3a MpoOBEXIaHEe Ha
IPEroBOPH C JIONyCHATUTE yyacTHULM. ['paduKkbT ce 00sBsBA HA OQHUIIMATHATA HHTEPHET
crpanuna Ha H30K He mo-kbcHO OT 5 paboTHU AHU NP 3all0YBaHe Ha MPETOBOPUTE, 3a
KOETO YYaCTHUIUTE CE€ CUUTAT 3a YBEIOMEHH.

(8) IIpn HEOOXOIMMOCT WJIM MO MpEeleHKa Ha KOMUCHSITA YYACTHUK MOXKE Ja
ObJle TTOKaHEH BTOPH ITBT 3a MPOBEXJAaHEe HA MPETOBOPU IO JOMBIHUTEIHO OIpEesIeH

rpaduxk.
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(9) (U3m. - IB, 6p. 89 01 2017 1., B cruta ot 07.11.2017 r.) Komucusita cbcraBs
MPOTOKOJIM 3a CBOSITA pa0oTa W C pemieHue OOsBsIBa PE3yNTaTHTE OT IMPOBEIACHOTO
JIOTOBapsHE, KaTo IMOCOYBa:

1. 3a orcTbnku no wi. 21, an. 1, 1. 1 - pena 3a onpezaensiHe Ha pa3mepa Ha
JIOTOBOpEHATa OTCTHIIKA U pa3NpeesIeHHeTO Ha 00U pa3Mep Ha KOMIICHCALIUATA BbPXY
BCEKHU JIEKAPCTBEH NPOJYKT, KAKTO W MPOTHO3HUTE KOJUYECTBA 32 BCEKU JIEKAPCTBEH
MPOJIYKT;

2.3a OTCTHIOKM 110 wi. 21, ain. 1, T. 3 - BUga, CTOMHOCTTA U H3ITBIIHUTCIINTS HA
3aryIallaHuTe MeIULIUHCKU YCIYTH;

3. (noBa - JIB, Op. 17 oT 2019 r.) 32 orcThiiku no wi. 21, an. 1, 1. 4 - pazmepa
Ha JIOTOBOPEHUTE OTCTHIKU U MPOTHO3HUTE KOJUYECTBA 32 BCEKH JIEKAPCTBEH MPOJIYKT.

(10) (M3m. - B, 6p. 19 ot 2020 r.) B 20-1HEeBeH CPOK OT YTBBPXKIAABAHE Ha
peuienueTo no ai. 9 ot ynpasureins Ha H3OK komucusita u3rorss npoeKkTH Ha JOTOBOPH,
KOUTO TIPEJICTaBI Ha TMPUTCKATSIIMTE Ha pa3pelieHUs 3a yrmoTpeda/TeXHUTE
YI'BTHOMOIIICHH MTPEICTABUTENH 32 MOJIIIHC.

(11) (U3m. - B, 6p. 19 or 2020 r.) IIpoexkture Ha goroBopu mo ai. 10
3aIBJDKUTEIHO ChIBPKAT:

1. TOrOBOpPEHUTE OTCTHIIKU 110 all. 9;

2. ycloBUATAa U PEIbT, MO KOUTO C€ MpenocTaBs HHGPOpMAIUS MEXKIY
CTpaHUTE;

3. (voBa - /IB, 6p. 89 o1 2017 1., B cruta ot 07.11.2017 ., ot™. - [IB, Op. 19 ot
2020 r.)

4. (moBa - IB, 6p. 89 ot 2017 1., B cuma ot 07.11.2017 r., mom. - JIB, 6p. 19 ot
2020 r.) MpPOTHO3HUTE KOJIMYECTBA 32 BCEKU JIEKAPCTBEH MPOJIYKT, 382 KOWTO Ca JOTOBOPEHHU
OTCTBIIKU;

5. (moBa - JIB, Op. 17 ot 2019 r., u3m. u gom. - JAB, Op. 19 ot 2020 r.)
3aIuUlallaHe Bb3 OCHOBA Ha pe3ysTara OT TepamusiTa, KOraTo TakoBa € JOTOBOPEHO 3a
JIEKapCTBEHU TIPOJIYKTH, 32 KOUTO € OIPECIICHO MpOocieasBaHe Ha edeKTa OT TepamnusiTa
cbriacHo wi. 259, an. 1, 1. 10 3JIITXM, kakTo ¥ Bb3CTaHOBSIBAHE OT MPUTEXKATEIUTE HA
paspenienus 3a ynorpeba WM TeXHH ymbiaHoMolleHu mnpenactaBurenu Ha H3O0K nHa
3arIaTeHUTe CPeICTBA IIPH JIUIICAa Ha Pe3ynTar;

6. (HoBa - /1B, Op. 19 ot 2020 r., u3m. - JIB, 6p. 49 ot 2022 r., B cwia ot
01.07.2022 r.) 3agb/KeHUs] HA CTpaHUTE NP NMPUJIAraHEeTO Ha MEXaHU3Ma, FapaHTHpall]
NpeIBUAUMOCT U ycToWuuBOCT Ha Orojkera Ha H30K mo un. 45, an. 31 330, copsimo
BCUYKH JIGKAPCTBEHU TMPOJIYKTH Ha TMpUTEXKATeNs Ha pa3pelieHHeTo 3a ymnorpeoda,
3aIlIallaHy HAIThJIHO MM yacTuaHo oT H30K;

7. (mpeaumHa 1. 3 - JIB, 6p. 89 o1 2017 1., B cuna ot 07.11.2017 ., npeauiHa
1.5 - B, 6p. 17 o1 2019 1., npeaummna 1. 6 - /1B, 6p. 19 o1 2020 r.) 1pyru ycnoBus.

(12) (U3wm. - B, 6p. 89 ot 2017 1., B cuna ot 07.11.2017 r., u3m. - /1B, 6p. 19
o1 2020 r., u3m. - 1B, 6p. 49 o1 2022 1., B cuna ot 01.07.2022 r.) JloroBopuTE 32 OTCTHIIKU
moun. 21, am. 1, 1. 1 w/unu 3, u/unu 4 ce ckirouBar 1o 1 anpui Ha cieaBamiara KajJeHaapHa
rOoJIMHA U BJIM3aT B CWJIA OT | ssHyapH Ha mocodyeHaTa roAnHa.

(13) (Hoga - JIB, 6p. 19 ot 2020 r., u3m. - IB, 6p. 49 ot 2022 r., B cuna oT
01.07.2022 r.) JIekapcTBEeHU MPOAYKTH, TOJICKAIIHA HA 3aBHKUTEIIHO IEHTPATU3UPAHO
JIOTOBapsiHE Ha OTCTBIKHU 1o wi. 21, an. 1, T. 1, 32 KOUTO HE ca CKIIOYEHU JOTOBOPH B
cpoka 1o an. 12, e ce 3ammamar or H30K ot 1 anpui Ha mocodyeHaTa rojirHa. 3a nepuojaa
ot | suyapu 0 | anpuit Ha TocoveHaTa roJiiHa JIeKapCTBEHUTE IPOAYKTHU Ce 3ariamar oT
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H3O0K wu 3a Tax npurexaTenuTe Ha pa3pelieHusTa 3a ynoTpeda/TeXHUTe yIbIHOMOIICHU
npeacraButenu AppkaT Ha H30K oTCThIIKM B MUHUMATHUS pa3Mep, TOCoYeH B wi. 21, aj.
I,T. 1.

(14) (Hosa - IB, 6p. 19 ot 2020 r.) [loroBopure 3a OTCTHIKHU 110 4. 21, ai. 2
BJIM3aT B CWJia MpPH YCIIOBUE, Y€ JIEKAPCTBEHHUTE MPOAYKTU, MPHUHAJJICKAIIN KbM HOBO
MEXyHApOJAHO HEMAaTeHTHO HauMeHoBaHue, 0baaT BKiItoueHu B [JIC mo uin. 262, an. 6,
T. 1, choTBETHO 110 4iI. 262, aim. 6, T. 2 ot 3JIIIXM u oT jmaraTra Ha 3alulallaHETO Ha
nexapctsenure npoayktu or H30OK mpes cienpamara kajneHaapHa roinHa.

(15) (HoBa - JIB, ©Op. 19 ot 2020 r.) 3a 7neKapCTBEHHUTE MPOAYKTH,
MPUHAJICKAIM KbM HOBO MEXIYHAPOJHO HEMATEHTHO HAUMEHOBAHHUE, BKJIIOUCHU B
[To3uTHBHUS JE€KAPCTBEH CUCHK MO 4. 262, ai. 6, T. 1 unu 2 ot 3JIIIXM:

1. no 30 centemBpu Ha TeKyllaTa roJuHa, 3a KOUTO 3a IbPBU IBT ILE CE
3amama ot 6ropkera Ha H30K, nogaBaneTo Ha npeyiokeHus, TAXHOTO pas3riexaane u
JIOTOBApSIHETO HA OTCTHIKH 1Mo wi. 21, an. 1, T. 1, 3 w/mm 4 ce u3BbpIIBA ITPH YCIOBHUATA
U 1o peaa Ha wi. 23 u 23a;

2. canen 30 centeMBpH Ha TEKyllaTa roJiMHa, 3a KOUTO 3a MbPBU IBT LIE CE
3amama ot 6ropkera Ha H30K, mogaBaneTo Ha mpeyiokeHUs, TAXHOTO pas3riexaane u
JIOTOBAPSIHETO HA OTCTHITKH 110 Wwi. 21, am. 1, T. 1, 3 u/unm 4 ce u3BbpIIBA OT HAYATIOTO HA
cleqBaliaTa KajJieHaapHa ToAnHa.

(16) (U3m. - 1B, 6p. 89 o1 2017 1., B cuna ot 07.11.2017 r., npenuina an. 13
- JIB, 6p. 19 ot 2020 r.) 3a nekapcTBeHuTe MpoaykTH 1o 4i. 20, an. 1, T. 3 B 1oroBopure
CE ChIbpXKAT U:

1. (uam. - IB, Op. 17 ot 2019 r.) nmporHo3eH Opoil MalMEHTH, ChOTBETHU
MIPOTHO3HU KOJIMYECTBA JIEKAPCTBEH MPOAYKT U CbOTBETHU IMPOTHO3HU TOAUIITHU Pa3Xxou
3a JIEKapCTBEHHUS MPOIYKT 3a TPUTOJUIIEH Iepruoa oT BKiIrouBaHeTo My B [1JIC - 3a Bcsika
OT TOJAMHUTE;

2. KpUTEpUH 3a NPENMCBAHE HA JIEKAPCTBEHUS POAYKT;

3. IpyTH yCIOBUSI.

(17) (U3wm. - B, 6p. 89 o1 2017 1., B cuna ot 07.11.2017 ., npeauimxa an. 14
- 1B, Op. 19 ot 2020 r.) Ex3eMmiisip OT CKJIFOUEHUTE JOTOBOPH 3@ OTCTHIIKH 110 4. 21, al.
2 ce mpenoctaBs or H30K Ha HarnumonanHus cbBeT 1Mo LEeHM UM peMMOypcHpaHe Ha
JIEKapCTBEHUTE MPOAYKTH ChIIacHO wi. 262, an. 10 3JIIIXM.

(18) (Ilpenumrna an. 15, gom. - 1B, 6p. 19 o1 2020 1.) lIoroBOpeHUTE OTCTHIIKU
ca 3abJDKUTENTHU 32 CPOKa Ha JeMCTBHE Ha JOTOBOPUTE M HE MOTaT Ja CE€ U3MEHST I10
Ha4YMH, KONTO BOJM /10 yBenuuaBaHe Ha pazxoaute Ha H3OK. B ciyuaii ue 3a nekapctBeH
MIPOJIYKT, 32 KOWTO € IOTOBOPEHA OTCTHITKA 1Mo Wi. 21, ant. 1, T. 1, oTmagHe yciIoBUETO MpHU
W34YUCIIsiBaHE Ha CTOWHOCTTa, 3amnamaHa or H3OK, ga He ywacTBar nekapCTBEHH
NPOAYKTH Ha JPYTd NpUTEXAaTeIud Ha pas3pelieHHe 3a ynorpeda, NMpUTEKATEISIT Ha
pa3pelieHueTo 3a ynorpeba/HeroB YIMBIHOMOIICH MPEICTaBUTEN YBEAOMSBA MHUCMEHO
H3OK B nByceqmuyeH cpok oT oTpa3siBaHeTo Ha npomsiHara B I1JIC mo un. 262, an. 6, T.
1 wnu 1. 2 3JIIIXM, ue xenae Ja ce NpeKpaTu JOrOBOPHT MO OTHOUIEHUE HA OTCThIIKATA
3a TO3W MNPOAYKT WIM 1€ npoabbku aa npegoctaBds Ha H3OK orcrenkara karo
JOOPOBOJIHA B CHIIUS UM IPYT pazMep.

(19) (ITpepumna an. 16 - JIB, 6p. 19 or 2020 r.) B cpoka Ha jeiicTBue Ha
JIOTOBOPHUTE MOTaT J1a C€ CKIIIOUBAT JIOI'BJIHUTENIHU CIOPAa3yMEHHS 3a TO-BUCOKU pa3Mepu
Ha OTCTBIIKUTE, KOUTO BJIM3AT B CHJIA OT JlaTaTa Ha CKIIOYBAHETO UM.
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(20) (Hosa - JIB, 6p. 17 ot 2019 r., npeaummna an. 17 - JIB, 6p. 19 ot 2020 1.)
[Ipu HOBA OlIEHKA HA 3/IPAaBHUTE TEXHOJOTUH 32 JIEKAPCTBEH MPOJIYKT, U3BBPIICHA IO peia
Ha 4. 262a, an. 3 3JIIIXM, e Hanulle OCHOBaHUE 3a MPEIOroBapsiHe Ha OTCThIIKATa 3a
JIEKAPCTBEHMSI MPOAYKT, KAKTO U 3a MPEIOroBapsHe HA OTCTBIIKH 3a JIPYrU JIEKAPCTBEHU
MIPOJIYKTH ChC CHIIMUTE UM CXOJIHU TEPANCBTUYHH MOKA3aHUSI C OTJIC]] CPAaBHUTETHATA KM
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 r., B cmia ot 01.07.2022 r.) JloroBopeHHTE OTCTHIKY 1O (hopmara Ha
BBH3CTAHOBSIBAHE Ha PA3X0/IU CE MPEJOCTABAT ClIe] MPUKII0YBAHE Ha BCAKO TPUMECEUHe OT
OPUTEXKATENI Ha pas3pelieHreTo 3a ynorpeda Ha JIEKapCTBEHHS INPOIYKT/HErOBHUS
YIIBJTHOMOIIIEH MpeacTaBuTeN upe3 aupekTHo miamane Ha H30K cnen momyuaBane Ha
CIpaBKa 3a KOJMYECTBATA OT JICKAPCTBEHHS MPOIYKT IO €IEKTPOHEH OTYET CHITIACHO YII.
8, an. 3, 3amnarenn or H3OK mnpe3 choTBeTHUs mepuoia. B crmpaBkata ce mocouBar
pasxogure Ha H3OK 3a Bceku nexapCTBEH NPOAYKT B 3aBHCUMOCT OT OTYETECHHUTE
KOJIMYECTBA 33 TPUMECEUHETO, KAKTO U CTOMHOCTTA Ha IBJKUMATa OTCTHIIKA.

(2) (Jom. - [IB, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 r.) Harmonanmuara
3[PaBHOOCUTYpUTEIHA Kaca TMpeACTaBs Ha TMPUTEKATeldsl Ha pa3pelieHueTo 3a
yrnotpe0a/HeroBusl yIrbTHOMOIIICH IIPEICTABUTEI CripaBkaTa 1o ait. 1 B 30-1HEBEH CPOK OT
M3TUYaHe Ha OTUYETHHUS Nepuo. B cimyyauTe, KOrato ca JOroBOpeHU OTCTHIIKU B pa3IHieH
pasMmep 3a pa3IuyHH TePANleBTUYHH NOKA3aHUS HA JIEKAPCTBEHUS MPOJYKT CHITIACHO UL
21, an. 3, cnpaBkata MOXe Ja ChAbpxka MH(OpMalMs 3a 3aIlUIaTeHUTE KOJIUYECTBa OT
JIEKapCTBEHUS MIPOAYKT IMOOTACITHO 32 BCIKO OT TEPANeBTHUYHUTE MOKA3AHMS.

(3) (U3m. - JIB, 6p. 49 ot 2022 1., B cuia ot 01.07.2022 1.) [Iputexarenar Ha
pa3penieHneTo 3a YHoTpeOa/HETrOBUAT YITBIHOMOIICH MPEACTaBUTEN HWMa MpPaBO Ja
MPEJICTaBU MMMCMEHO Bb3PAKEHUE B 7-IHEBEH CPOK OT MOJTYYaBaHETO Ha CIIPaBKaTa, KaTo
H3OK pasrnexna He3a0aBHO Bb3paKEHUETO M M3Mpallla MUCMEH OTIOBOp IO HEro B 7-
JTHEBEH CpPOK OT Jarara Ha moiyyaBaHeTo My. JupektHoro mamane kbM H3O0K ce
oChIIecTBsIBa B CpoK oT 20 (IBajmeceT) KaJCHAapHU JHH CJIE/ MoydaBaHe Ha ClipaBKaTa
no an. | mpu nMmca Ha BB3PAKEHUs, PECIEKTUBHO Cle] MOJy4yaBaHE Ha MHUCMEHUS
oTroBop. 3a wu3BbpiieHoTO Twiamane H3OK u mpurexartensT Ha paspenieHueTo 3a
yrnotpe0a Ha IeKapCTBEHUS MPOTYKT/HETOBUAT YITBITHOMOIIEH MPECTaBUTEN MOAMKUCBAT
MIPOTOKOJI ChIITacHO Tpriioxkenne Ne 8a.

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

(5) (Ilpequmina an. 4, nom. - 1B, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 r.,
u3Mm. - JIB, 6p. 17 ot 2019 1.) 3a oOe3neyaBane Ha IUIANMAHUATA IO aJl. 3 MPUTEKATEIAT HA
pa3pelieHueTo 3a yrnoTpebda/HeroB YI'bIHOMOIIEH MPEACTaBUTEN Y4peAsBa B IOJI3a Ha
H3O0K 06e3ycnoBHa u HEOTMEHsieMa TapaHIUs ChC CPOK HE IMO-Majko oT 15 mecemna u
pa3Mep He mo-mManko oT 120 Ha CTO OT CTOMHOCTTA Ha JIOTOBOpPEHATa OTCTHIKA BHPXY
NPOTHO3HMS TOIMIIEH Pa3XoJa 3a JISKapCTBEHHUTE TMPOIYKTH OT CHOTBETHATa TpyIa.
[TporHO3HHST 51 ce Ompeness €KErogHO 3a BCEKHU MPHUTEkKaTell Ha pa3pelieHue 3a
yIoTpeOa/HeroB YIrbIHOMOIIEH TPEACTaBUTEN. 3a Ta3| YacT OT MPOTrHO3aTa MOTrar Jia ce
M3HUCKBAT W M3MOJ3BAT MPOTHO3M HAa MPUTEXKATEIUTE HA Pa3pelIeHHs 3a ynoTpeOa/TeXHU
YITBTHOMOIICHHU TIPEACTaBUTEIH.

(6) (Ilpegumina an. 5 - 1B, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 r.) B
€HOMECEYeH CpOK OT IMpuKiIouBaHe Ha jgoroBapsHero H3OK myb6nukyBa Ha

MN3TOYHUK: MpaBHO-MHPOPMALMOHHHK cucTemu "Crnena”



oduIaTHaTa CH MIHTEPHET CTpaHuIla 00111a HHpopMaIys 3a JOrOBOPEHUTE OTCTHIIKH, 03
Jla I0COYBa pa3Mepa uM.

(7) (IIpenumna an. 6 - JIB, 6p. 89 or 2017 r., B cuna ot 07.11.2017 r.) Beceku
TBHProBELl Ha €IpO MOJKE J1a M0a/Ie YBEJOMJICHUE Upe3 MIPUTEXKATENS] HAa pa3pEICHUETO 3a
ynorpeba mo H3OK, dye xemae pga pasnpocTpaHsBa JIEKAPCTBEHH TMPOAYKTH C
JIOTOBOPEHUTE OTCTHIIKH.

(8) (ITpegumrna ain. 7, u3m. - IIB, 6p. 89 ot 2017 ., B cuna ot 07.11.2017 1.)
B 3-nneBeH cpok oT moctenBaHe Ha yBepomuieHueto no an. 7 H30K nedunupa xon Ha
THProBell Ha epo.

Un. 23B. (Hos - JIB, 6p. 62 oT 2015 1., B cuna ot 14.08.2015 1., u3m. - JIB, Op.
89 o1 2017 r., B cumma ot 07.11.2017 r.) (1) OTcTBIKHK MOTAT Aa C€ JOTOBAPST MpE3 IsIaTa
KaJIeHJIapHa roAHa 110 pe/ia, YCTAHOBEH B TO3U pa3/iel, 3a JICKapCTBEHHU MPOYKTH:

1. (mom. - IB, Op. 19 ot 2020 r.) mo wi. 20, an. 1, T. 3 - 3a Te3u NPOAYKTH
OTCTBIKUTE MO 4. 21, ai. 2 ce J0roBapsAT B €JHOMECEYEH CpPOK OT II0JlaBaHE Ha
MPEJIOKEHHS 32 TSIX;

2. (mom. - /IB, 6p. 19 ot 2020 r.) 3aruianiaau HarbJIHO WK YacTHaHO 0T H30K
¥ KOUTO HE MOJAJEXAT HA 3aABJDKUTEITHO [IEHTPAIM3UPAHO JOTOBAPSHE HA OTCTHIIKH - 3a
TE3H MPOJYKTH CE IOTOBAPST JOOPOBOIHH OTCTHITKH 0T (hopMaTa Ha Bb3CTaHOBSIBAHE HA
pa3xo/u B OIpesieieH OT cTpaHuTe pa3Mep oT pazxoaute Ha H3OK 3a te3u mpoaykrTu;

3. (mom. - IB, 6p. 19 ot 2020 r.) 3amananu HarrbiaHO Wik yactuaHo oT H30K,
KOUTO B pe3yirar Ha u3MeHeHus W jombiaHenus B IIJIC ca cranamm oOekT Ha
3aIBJDKUTETHO [IEHTPAJTU3UPAHO JOTOBapsiHE Ha OTCTBIKU - 3a TE3U IMPOJIYKTH
MOIABAaHETO HA MPEJIOKCHHS U JIOTOBAPSIHETO HA OTCTBIKM 10 Wwi. 21, an. 1, 1. 1, 3 w/unm
4 ce U3BBPIIBA B €JHOMECEUYCH CPOK OT JlaTaTa, Ha KOSTO MPOJYKTUTE Ca CTAHAIH OOEKT
Ha 33bJDKUTEITHO LIEHTPATU3UPAHO JOTOBapsHE HA OTCTHIIKH.

(2) (M3m. - IB, 6p. 19 ot 2020 r.) doroBopure 3a OTCTHIKMU 1O ai. 1, T. 1
BIIM3aT B CUJia ChINIacHO 4i. 23a, an. 14, mo am. 1, T. 2 - OT JaraTa Ha CKJIIOYBAHETO UM, a
mo ain. 1, T. 3 - oT garaTta, OT KOSITO ca OOCKT Ha 3aIBJDKUTEITHO IIEHTPAIU3UPAHO
JIOTOBApsIHE HA OTCTHIIKU.

Un. 23r. (Hos - JIB, Op. 44 ot 2016 r., B cuna ot 10.06.2016 r.) (1) 3a
JeKapCTBEHUTE TPOJYKTH C HOBO MEXIYHApOJHO HEMaTeHTHO HauMEHOBaHUE,
NOJJIeXKAlIM Ha JOTOBapsHE Ha OTCTHIKH, WM KoMOMHanusATa (pu KOMOWHUpPAHU
nekapctBeHu mnpoayktu), H3OK mnpoBepsiBa mamu MEXIyHapOIHOTO HEMAaTEHTHO
HaNMEHOBAaHME, KbM KOETO MPHHAJICKH JICKAPCTBEHHUAT MPOAYKT WM KOMOWHAIHWATA
(mpu KOMOMHHMpAHM JIEKaPCTBEHU MPOJYKTH), MOKE Jla CE MOJI3Ba OT MAIlMEHTUTE B TIOHE
NeT IbpXKaBH - WICHKH Ha EBpomelickus Chbi03, Ype3 CHOTBETHHTE WM CHCTEMH 3a
3arJamate ¢ MyOJUYHU CPEeICTBA.

(2) He ce cximrouBat JOrOBOPH 32 OTCTHITKH 32 JIGKAPCTBEH MPOAYKT 10 Wi 21,
aJl. 2, aKo MEKYHApOJAHOTO HEMATEeHTHO HAMMEHOBAHKE, KbM KOETO TOM MPUHAIEKH WU
KOMOMHanusTa (Mpy KOMOMHUPAHU JIEKAPCTBEHU IMPOIYKTH) HE MOXE Ja Ce MOJ3Ba OT
NalMEeHTUTE B TIOHE TeT AbPKaBU - WieHKU Ha EBponeiickust cbio3, Upe3 ChOTBETHUTE UM
CUCTEMH 3a 3aIulaljaHe ¢ MyOJIMYHU CPEeCTBA.

(3) 3a ymoctoBepsiBaHe Ha OOCTOSTENCTBAaTa MO al. | MpUTEXKATENAT HA
paspenieHueTo 3a yrnoTpeda/HerOBUAT YITBIHOMOIIECH npeacTaButen npencrass Ha H30K
CIHCBK Ha Jbp)KaBUTE - WIEHKU Ha EBpomeilickus cbi03, B KOMUTO MEXIYHApOJHOTO
HETaTeHTHO HAaWMEHOBAaHWE, KBbM KOETO TPUHAUICKH JIEKAPCTBEHHUAT IMPOIYKT WIN
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KOMOHMHaNusATa (Mpu KOMOWHUPAHU JIEKAPCTBEHU MPOAYKTH), MOKE Ja CE IOJI3Ba OT
MAIUEHTHTE Ype3 CHOTBETHUTE UM CHCTEMH 3a 3alllallaHe C IMyOJWYHH 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 aBaHCcoBO 110 10-0 4KCI0 HA TBPBUSA MECEI] OT TPUMECEUHETO OT
NPUTEXKATEINS HA Pa3peIIeHUeTo 3a yrnoTpeOa/HeroBusl YI'bIHOMOIIEH MPEACTaBUTEN Ha
H30K na 6a3a Ha NpPOTHO3HHTE KOJUYECTBA, MOCOUYEHU B CKIIIOUEHHUS JOTOBOp 3a
OTCTBIIKU 332 ChOTBETHATA I'OJIMHA 32 CbOTBETHUS JIEKAPCTBEH IPOAYKT.

(2) U3paBHsBaHETO Ha CpeCTBATA 3a IOTOBOPEHATA OTCTHIIKA, HAABUIIIABAIIN
aBAaHCOBOTO IUIAIaHe MO all. 1, ce M3BBpIIBA HA 0a3a MOANMCAHUS MPOTOKOJ CHITACHO
npunoxxenue Ne 80, mpuapyKeH CbC crpaBKara mo 4wi. 230, an. 1, oT mpuTexarens Ha
pa3peIIeHneTO 3a yoTpeda/HeroBus YIrbIHOMOIICH MPEACTABUTEI C IJIAlIaHe B CPOKA 110
4. 236, an. 3. B ciy4aii ue Bb3HUKHE pa3iinka 3a Bb3ctaHoBsiBane oT H3OK, 1s1 moxke na
ce MPUXBaAHE OT JAbHKUMATa OTCTHIIKA 32 CJIEBALI0 TPUMECEUHE.

(3) 3a oOe3neuaBaHe Ha IUIAllAHUATA 1O aj. 2 TPUTEKATENAT Ha
pa3penieHneTo 3a ynorpeda/HeroBHAT YIIBIHOMOIIEH MPEICTABUTEN yUpesiBa B 0132 HA
H30K 06e3ycioBHa U HEOTMEHsieMa rapaHIUs CbC CPOK HE MO-Maiko OT 15 mecema u
pa3mMep He mo-mManko oT 120 Ha CTO OT CTOMHOCTTA Ha JIOrOBOPEHATa OTCThIIKA Ha 0a3za Ha
MPOTHO3HOTO KOJMYECTBO 3a ChOTBETHHS JIEKAPCTBEH MPOJIYKT.

Paznea II.

YcaoBusi, KpUTEPHH U pel 32 3abJKNUTETHO HEHTPAJIM3HPAHO JOTOBapsHe
HA OTCTBHIKHU OT CTOHHOCTTA HA JIEKAPCTBEHUTE MPOAYKT 32 3APaBHHUTE
AeMHOCTH 10 4WiI. 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 H3OK mposexaa
3aIBJDKATETHO I[IEHTPAIU3UPAHO JIOTOBApSIHE C MPHUTEKATSIMTE HA pa3pelicHus 3a
yrnotpeba Ha JeKapCTBEHU MPOAYKTU W/WIH C TEXHH YITBITHOMOIICHHU MPEICTaBUTENN Ha
OTCTBITKH OT I[eHAaTa Ha JIEKAPCTBECHUTE MPOAYKTH 3a 3JPABHHUTE IECHHOCTH 10 WiI. 82, aJl.
2, 1. 3 33 u 3amania CTOMHOCTTa, OTy4YeHa B pe3yliTaT Ha HaMajeHaTa ¢ JOTOBOPEHUTE
OTCTBITKH I[€HA HA JICKAPCTBEHUTE TIPOIYKTH.

(2) (U3m. - 1B, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r.) Hanmonanuara
3/IpaBHOOCUTYPHUTEITHA Kaca IMPOBEXKIA JIOTOBApPSHETO MO aj. | mpeau 3amo4yBaHEe HA
ChOTBETHATA HAIIMOHAJIHA, PErHOHAaIHa WM OOIIMHCKA MporpaMa, KakTo M 3a BCSKa
cleqBania KaJieHJapHa ToJIMHa OT TIepro/ia Ha ISHCTBUETO H.

(3) (dom. - B, 6p. 62 o1 2015 1., B cmma ot 14.08.2015 r.) B ciiyuaute, korato
Ce JIOTOBApsT OTCTHIIKH 3a KaJICHJapHa TOMHA, JOTOBAPSHETO Ce U3BBPINBA B CPOK 10 31
sHyapyd Ha cblaTa TofuHa. JOrOBOpEeHHUTE OTCTBHIIKH Ca 3aTbJDKUTEIHU 32 CpPOKa Ha
JICHCTBUE Ha JIOTOBOPHTE W HE MOTaT Jia Ce M3MCHAT 10 HAa4YMH, KOHTO BOAH JO
yBenmuuaBane Ha pasxomute Ha H3OK. Ilpe3 kanenmapHara roawmHa MoraT na ObaaT
JIOTOBAPSTHA JIOITBIHATETHO MTO-BHCOKH Pa3MEpH Ha OTCTHITKUTE.
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Ui 25. (Hos - JIB, 6p. 48 ot 2014 r.) (1) 3a nmpoBexaaHe Ha JOTOBapPsHETO
H30K otnpaBs mnokana mno oOpasen, yTrBbpAeH or ynpasutens Ha H3OK, no
NPUTEKATEIIUTE HA pa3pelieHus 3a yrnotpeba Ha ChOTBETHHUTE JIEKAPCTBEHU
IPOAYKTH/TEXHHUTE YII'BIIHOMOILECHH MPEICTABUTEIH.

(2) Ilokanara chabpIKa:

1. anpecaTuTe Ha TOTOBAPSHETO;

2. HAaMEHOBAHKE Ha JICKAPCTBEHUS IPOIYKT, 00EKT Ha JOTOBAPSIHETO;

3. CpOK M MSCTO 32 MOaBaHe Ha MPEIOKEHUATA;

4. anpec, TenedoH, Gakc, eICKTPOHEH apec U JIHIIC 3a BPb3Ka.

(3) llokanara ce myOnukyBa Ha HHTepHET cTpaHunara Ha H30K.

(4) KpM mokaHata ce npuiiara oopasell Ha J0roBop, YTBbPJCH OT YIPaBUTEIIS
na H30K.

Un. 26. (Hos - JIB, 6p. 48 ot 2014 r.) (1) B cpoka, mocoueH B mokaHara,
KaHIUJATUTE TPECTaBAT B JEN0BOACTBOTO Ha LleHTpanHoto ympasnenue Ha H30K B
3arevyaTaH HEMpO3payeH UMK ¢ HEHapYILIeHa LSUIOCT CIEAHUTE JOKYMEHTH:

1. mpenyoxeHue, NOAMUCAHO OT MIPUTEKATENS HA pa3pelIeHUETo 3a ynorpebda
Ha CbOTBETHUS JIEKAPCTBEH MPOAYKT WIIK OT HET'OB YITBJIHOMOIIIEH IIPE/ICTaBUTEN,

2. (m3m. - JIB, 6p. 89 ot 2017 r., B cuna ot 01.01.2018 r.) nundopmanus
OTHOCHO €IWHHHS HISHTH()HKAIMOHEH KOJA Ha JPYKECTBOTO WM KOOMEpAaIHsITa OT
THPTrOBCKUSI PETUCTBP, a 3a JPYXKECTBaTa, PETHCTPUpPaHU B Ibp)KaBa - 4WICHKa Ha
EBpornelickus cbio3, UIM B AbpkaBa - cTpaHa 1o Crnopaszymenuero 3a EBponeiickoTo
MKOHOMHMYECKO MPOCTPAHCTBO - KOMHE OT JOKYMEHT 3a aKTyallHa pPerucTpanusi 1Mo
HAI[MOHAJIHOTO 3aKOHOJATEJICTBO, M3AaJe€H OT KOMIIETEHTEH OpraH Ha CbhOTBETHATa
I'bpKaBa, He MO-KbCHO OT 6 Mecela Ipeau Mo/laBaHe Ha 3asBIIEHHETO; MH(popManusTa ce
IpeloCcTaBsl 3a MpUTEeXaTelnsl Ha pa3pelIeHHeTo 3a ymoTrpeba, a B ciaydail de
NPEUIOKEHUETO Ce TOJaBa OT YIBJIHOMOIIEH IMPEJICTaBUTEN - M 32 YI'bJIHOMOIICHUS
IpEJICTaBUTEIL;

3. (m3m. - [IB, 6p. 89 ot 2017 r., B cuna ot 01.01.2018 r.) meaHOMOIIIHO 32
ydacTue B JOTOBapsSHETO, B T.4U. U 32 II0JIJaBaHE HA MIPEJI0KEHHUE 3a OTCTHIIKA/U - B CIIydail
4ye NpeJIOKEHHETO ce IMOAaBa OT YI'bJIHOMOILEH IpeJICTaBUTEN Ha IpHUTeXaTeis Ha
pa3pelieHneTo 3a ynorpeda; Koraro mbJIHOMOIIHOTO € U3/1aJIEHO Ha UYK]l €3UK, KbM HEro
ce mpuiara MpeBoJl Ha OBJITapCKU €3UK, U3BBPILEH OT MpeBojay, KONTO MMa CKIHOYEH
JIOTOBOpP ¢ MMHHMCTEPCTBOTO Ha BBHUIHUTE PA0OTH 3a W3BBPLIBAHE Ha O(QULMATHU
IpPEBO/Y; B ITBJIHOMOIIHOTO cie[Ba Ja ObJaT MOCOYEHH KOHKPETHUTE JIEKapCTBEHU
NPOAYKTH C TEXHUTE MEKIYHApOJHW HENMAaTeHTHH HANMEHOBAHHUS W THPTOBCKH
HalMEHOBAHMUs, 32 KOUTO MPEJCTABUTEIIAT € YITbJIHOMOIIIEH;

4. mpurtexaTell/n Ha pa3pellleHue 3a ThProBUS Ha €IpO C JIEKapCTBEHHU
HPOAYKTH, KOHTO/KOUTO pa3npoCTpaHsIBa/T CbOTBETHUS JEKAPCTBEH MPOAYKT.

(2) Bwppxy mumka cieaBa Ja € IIOCOYEH MOJATENsAT W ajpec 3a
KOPECTIOHACHIINS.

(3) B nenoBoactBoto Ha LlenTpannoro ynpasnenue Ha H30K He ce mpuemar
NpPEUIOKEHHs, KOUTO Ca TMOJAJACHU CJieJ H3THYaHETO Ha KpallHMs CpOK WM ca
Ipe/ICTaBEeHU B He3aleyaTaH, Mpo3paydeH UMK W UMK ¢ HapyIlIeHa LSJIO0CT.
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(4) Ilpurexartenure Ha paspelieHds 3a yrnorpeba Ha JIEKapCTBEHU
MPOIYKTH/TEXHU YITBITHOMOINECHU IPEJCTABUTEIM MOTaT Ja MoJaBaT MPEJIOKCHUS 3a
OTCTBHIIKHU U 0e3 Aa ¢ otnpaBeHa nokana or H30K, kakTo u u3BBH cpoka 1o 4. 24, ai. 3.

(5) [pennoxenusita o ai. 4 ce MoAaBar 1Mo 0opasell ChIIIACHO MPUITOKESHUE
Ne 9, kbM KOHUTO ce TpuIarat JOKyMEHTUTE 10 4. 26, an. 1, T. 2 - 4.

Ui 27. (Hos - JIB, 6p. 48 ot 2014 r.) (1) 3a nmpoBexaaHe Ha JOTOBapPSHETO
ynpasurenst Ha H30K onpenenst cvc 3anmoBen xkomucus ot ciayxkurenu Ha H30K. B
3aroBe/ATa Ce ONpPEAeAT Mpe/ceiaTeNl Ha KOMUCHATA U ChOTBETHU PE3EPBHU WICHOBE.

(2) B cbhcTaBa Ha KOMHUCHATA 3aBJHKUTEIIHO CE BKJIOUBAT MPABOCIOCOOEH
IOPUCT, MarucThp-(hapManeBT/u 1 HKOHOMHCT/H.

(3) 3amoBeara mo ain. 1 ce u3gara cien NyOIMKyBaHe HA MOKAHATA MO 4. 25,
an. 1.

Ui 28. (Hos - /IB, 6p. 48 ot 2014 r.) (1) KoMucusita u3BbpIiBa npoBepka Ha
MOJIaJICHUTE JJOKYMEHTH 110 4. 26, al. 1 3a CbOTBETCTBUETO UM C Ta3u Hapea0a, KaTo uMa
NpaBo Jla TIOMCKA OT YYaCTHUKA B 3-JHEBEH CPOK Jla OTCTPAaHH HEPEJOBHOCTU W/HWIIU Jia
NPEOCTaBH JOITBIHUTENHA HH(OPMAIHS KbM TOAAICHUTE TOKYMEHTH.

(2) Komwmcusata He pasriexia MpeUIOKeHUs, KOUTO HE OTroBapsAT Ha
M3MCKBaHUATa Ha Hapendara, KaKTO M Ha YYaCTHHILUTE, KOWTO HE ca OTCTPAHMIU
HEPEJIOBHOCTUTE W/WIM HE ca TPEJAOCTaBHIM JIOMBJIHHUTENHATAa HHpOpManus B
OTIPENIEIICHUS CPOK.

Un. 29. (Ho - JIB, Op. 48 ot 2014 r.) (1) Ilpu pasraexnane Ha
NPEUIOKEHUATA Ha YYaCTHULIUTE MPEJCEeNaTeN AT U IBaMa OT YWIEHOBETE Ha KOMUCHSTA ce
MIOJIIIFICBAT BBPXY BCSIKA CTPAHUIIA OT MPEITIOKECHHUATA.

(2) Komucusita o cBos MperieHKa MoXe Ja MOKaHU YYaCTHHK Ja TI0Jia1e HOBH
MPEIOKEHUS.

(3) Komucusta n3roTs NpoOTOKOJIM 3a CBOATA paboTa U ¢ pelieHue o0sBsABa
pe3ysTaTuTe OT NPOBEACHOTO JOTOBapsHE, KaTo MOCOYBA!

1. pa3mMepa Ha IOTOBOPEHUTE OTCTHIIKHU, aKO TAKHBA Ca JOTOBOPEHHU;

2. croriHocTtTa, Kosito H3OK mie 3amnmamia, moiydeHa B pe3ysTaT Ha
HaMaJieHaTa C JJOTOBOPEHAaTa OTCThIIKA 1I€Ha Ha JIEKAPCTBEHUTE MPOIYKTH.

(4) Bp3 ocHOBa Ha peHIEHUETO MO ajld. 3 KOMHUCHSATAa M3TOTBSI MPOEKTH HAa
JIOTOBOPH U I'M npezcTass Ha ynpasurens Ha H30K.

Y. 30. (Hos - /1B, 6p. 48 ot 2014 r.) HaunonanHara 3{paBHOOCUTYpUTEIIHA
Kaca IMyOJIMKyBa HAa HHTEPHET CTPAHHUIIATa CH MH(OPMAIIHS 33 CKIIFOUEHHUTE JOTOBOPH, 0e3
Jla ce I0COYBaT pa3MepUTE Ha JOTOBOPEHHUTE OTCTBIIKH, KAKTO U MH(OpMAIIHS 32 aApeCcuTe
Ha TMpUTEXKATEIUTE Ha paspelleHus 3a yrnoTpeda W/MIM YIOBJIHOMOUICHUTE UM
IpeJCTaBUTENH, TeIe(OHHN HOMEpa U JIMIA 32 KOHTAKT.

Paznea I11.
YcaoBus, KpUTEepHHU U pejl 32 10roBapsiHe HA OTCTHIIKH OT CTOMHOCTTA 32
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CHhOTBETHATA IPyNa MeAUIMHCKH U3/1eJIUsl, BKJIIOYEHH B CIUCHKA M0 4. 30a
oT 3akoHa 3a mequuuHckute u3aenaus (Hos - IIB, 0p. 48 o1 2014 1., oT™M. - /IB,
op. 62 ot 2015 r., B cuJi1a ot 14.08.2015 r.)

Y. 31. (Hos - IB, 6p. 48 ot 2014 r., ot™. - [IB, 6p. 62 ot 2015 1., B cuina ot
14.08.20151.)

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

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

I'naBa nera.

YCJIOBUS U PEA 3A Bb3CTAHOBABAHE OT IIPUTEXATEJIUTE HA
PA3SPEHIEHUSTA 3A YIIOTPEBA UWJIN TEXHU YIITBJTHOMOILIEHHA
NPEACTABUTEJIN HA IIPEBUINEHUTE BIO/’KETHHU CPEACTBA
IIPU ITPUJIATAHE HA MEXAHU3BM, TAPAHTHUPAIILL
NPEABUINMOCT U YCTOMYUBOCT HA BIOJ/I’KETA HA H30K
(HOBA - IB, bP. 17 OT 2019 I'., 3AT'JI. U3M. - /IB, bP. 19 OT 2020T".)

Ui 34. (Hos - IB, 6p. 17 or 2019 1.) (1) (M3Mm. - [IB, 6p. 19 ot 2020 1., u3m.
- B, 6p. 49 ot 2022 1., B cuna ot 01.07.2022 r.) 3a rapa"nTupane NpeaBUIUMOCT U
ycroituuBocT Ha 6roketa Ha H30K 3a 31paBHOOCUTYpUTENTHY IUIALAHNS 32 JIEKAPCTBEHU
MPOJIYKTH ChIIacHO 3akoHa 3a O0romkera Ha H30K 3a cvroTBeTHara roguna Hamgzopuust
cbBeT Ha H30K exeronHo npuema c penieHue MexaHus3bM 1o wi. 45, an. 31 330.

(2) Mexanu3msbT 1o ai. 1:

1. e npuI0XkUM 3a BCUUKH JIEKAPCTBEHU NMPOAYKTH, BKItoYeHH B I1JIC mmo ui.
262, an. 6, T. 1 3JIIIXM, 3amnamadu HambjHO wid yacTuuHo ot H3OK, u 3a Bcuuku
JIEKapCTBEHU NPpOoAyKTH, BKItoueHH B [1JIC mo un. 262, an. 6, T. 2 3JIIIXM wu 3annamanu
or H30K B OonHuMYHAaTa MEIMLMHCKA IOMOII H3BBbH CTOMHOCTTa HAa OKAa3BaHUTE
MEAMLVHCKH YCIIYTH;

2. uMma JeicTBHE CpSMO BCUYKU MPUTEKATEIN Ha pa3pelleHue 3a ynorpeda
Ha JIEKAPCTBEHUTE MPOAYKTH IO T. | M TEXHUTE YIBIHOMOUICHHW NPEACTABUTEIN NPU
HaJIMYMe Ha OCHOBAHUATA U YCIOBUATA, yCTAHOBEHH B HETO;

3. (m3m. - [IB, 6p. 19 o1 2020 1.) ce mpuitara 3a KaJleHAapHaTa roJiiHa, 3a KOsTO
€ Tpuer.

(3) (U3m. - 1B, 6p. 19 ot 2020 r., u3m. - [IB, 6p. 49 ot 2022 r., B cuna oT
01.07.2022 r.) HanmonanHarta 3paBHOOCHUTYPHUTETHA Kaca, B CPOK JI0 5 paOOTHH JHH OT
oOHapoBaHe B "/[bpxkaBeH BeCTHHK" Ha pelIeHHETO Mo al. 1, myOoJuKyBa Ha MHTEPHET
CTpaHHLIaTa CH ChOOUIEHHE JIO0 MPUTEKATEIIUTE Ha pa3pelleHus 3a ynorpeda Wik TeXHU
YI'BJIHOMOIIIEHH ITPEICTABUTENHN 3a CKJIFOUBAHE HA JOTOBOPH 3a IIpWJIaraHe Ha MEXaHU3Ma
no wi. 45, an. 31 330 3a roguHara, 3a KOATO € mpuer. JloroBopurte ce CKIoYBaT Mo
oOpa3zel, myOIUKyBaH Ha MHTepHET cTpanunaTa Ha H30K.

(4) (U3m. - 1B, 6p. 19 ot 2020 r., u3m. - IB, Op. 49 ot 2022 r., B cuna ot
01.07.2022 r.) loroBopuTe 1o ai. 3 ce CKI04BaT A0 | MapT Ha rOAMHATA, 33 KOATO € IPUET
CBOTBETHUSAT ME€XaHU3bM 10 wi. 45, ain. 31 330, u Biu3ar B cujia oT 1 sHyapu Ha chIata
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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 110 Wwi. 45, an. 10 w/mm an. 21 330 kaTo ycnoBue 3a 3amamanero um ot H30K,
3a MPHUJIaraHEeTO Ha MEXaHU3Ma U 32 OTCTBIIKUTE Ce CKJII0YBA 00IIl JOTOBOP.

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

Ui 35. (Hos - IB, 6p. 17 oT 2019 r., u3m. - /1B, 6p. 19 ot 2020 1.) (1) (U3Mm.
- JIB, 6p. 49 ot 2022 1., B cmta ot 01.07.2022 r.) 3a npuiiarane Ha MexaHHU3Ma 110 4. 45,
ain. 31 330 H30K ny6nukyBa Ha MHTEpHET CTpaHUIaTa CU MH(POPMALUSA 3a BCSIKA OT
OCHOBHHUTE IPYIH JIEKAPCTBEHH MPOJYKTH, ONpe/eleHH B 3akoHa 3a Oropkera Ha H30K
3a CbOTBETHATA T'OJMHA.

(2) B 30-mHeBeH Cpok OT U3TUYAHE Ha BCAKO TPUMECEUHE Ha TEKyIIaTa roInHa
H3O0K nybnukysa:

1. OpyrHu pasxomu Ha H3OK 3a Tpumeceunero 3a OTIyCHATUTE, PECII.
MPWIOKEHN W OTUYETEHU KOJIMYECTBA JICKAPCTBEHU MPOIYKTH 32 BCSIKA OT OCHOBHHTE
TPyIH JEKapCTBEHH MPOIYKTH IO ajl. 1, M0 MEeXIyHAPOIHU HETTaTEeHTHN HAUMEHOBAHUS U
THPTOBCKM HAaUMEHOBAHUS,

2. o0ur HeTeH pa3xo[ (cien MpuclagaHe Ha JOTOBOPEHUTE 3aIbJKUTEIHUA U
nobpoBoan oTcThiki) Ha H30OK 3a Tpumecednmero 3a BCAKA OT OCHOBHUTE TPYIH
JIEKapCTBEHU MPOIYKTH IO all. 1;

3. CTOMHOCT Ha MPEBUILIEHNUETO WM HEJJOCTUTAHETO Ha YCIOBHMS OIOKET 3a
TPUMECEUHUETO 32 BCSIKA OT OCHOBHMTE TPYIU M0 aj. 1, ompeneneH ChbriaacHO MEXaHU3Ma
mo wi. 34, an. 1.

(3) B 30-gueBen cpok ot u3tndane Ha Besko Tpumeceune H30K npenocrass
Ha CHOTBETHUTE MPUTEKATEIN HA Pa3pelIeHUs 3a ynoTpeda WM TeXHU YITbIIHOMOIICHH
MPEJICTAaBUTENHN CleIHaTa HHPOpMAITHS:

1. HerHm paszxomu Ha H3OK (cmex mnpucnazane Ha JIOTOBOPEHUTE
3aIBJDKUTETHE U JJOOPOBOJIHM OTCTBIIKM) 3a TOBa TPUMECEUHE 3a OTIIYCHATHTE, PEcIl.
MPWIOKEHW W OTYETEHH KOJIMYECTBA JICKAPCTBEHU TMPOAYKTH HA TIPUTEXKATENIs Ha
pa3pelieHueTo 3a yrnoTpeda, 3a BCsika OT OCHOBHUTE IPYIH JIEKapCTBEHH MPOYKTH IO ajl.
1, Mo MeXTyHApOIHU HETIATCHTHH HAMMEHOBAHUS U ThPTrOBCKY HAUMEHOBAHUS;

2. NOArpyNUTE JEKAPCTBEHU MPOAYKTH HA MPUTEKATENS HA Pa3pelICHUETO 3a
ynotpeba OT BCsIka OCHOBHA TpyIa, IMIPU KOUTO MOATPYIH € YCTAHOBEHO HAJBUIIICHUE Ha
pazxoaute Ha H30K cprriacHo mexanusma no ui. 34, an. 1; CTOWHOCT Ha HaJIBUILIEHUETO
3a BCsSIKa OJrPyIa U pa3Mepa Ha KOHKPETHUTE CYyMH, MOJIekKAIlld Ha Bb3CTaHOBSIBAaHE HA
H3O0K.

(4) B TpumecedeH cpok OT u3THMYaHE Ha KajneHaapHaTa roguHa H3OK
W3BBPILIBA TOJUIIHO H3paBHABAaHE HA BH3CTAHOBEHUTE MO TPUMECEUUS MPEBUIICHU
CpEICTBa OT MPUTEKATEIUTE Ha pa3peleHusITa 3a yrnoTpeda Uil TeXHH YITbIHOMOIIEHU
MPEJICTABUTENN CHPSIMO OOIIOTO TOMWIIHO TIPEBUIICHHE HA OMNPEICICHUTE IIEeNEeBU
cpencTBa B 3akoHa 3a O0roxeTa Ha H30K 3a choTBeTHATa roAMHA TIPH YCIOBHS U TIO eI,
YCTaHOBEHU B MEXaHMU3Ma 110 4. 34, an. 1.

Un. 36. (Hos - JIB, 6p. 17 ot 2019 1.) (1) (U3m. - IB, 6p. 19 o1 2020 T1.) B 7-
JTHEBEH CPOK OT TOJIydaBaHE Ha HMH(pOpManusaTa 1Mo 4Wwi. 35, ajn. 3 mpuTexarensT Ha
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pa3pelieHueTo 3a ynoTpeda/HeroB yrbJIHOMOIIEH MPEeICTaBUTEN UMa IIPaBO HA MHUCMEHO
Bb3pakeHHe. HammoHanmHata 34paBHOOCHUTYPUTENHA Kaca pasriiexnaa He3abaBHO
MOCTBHIIMWIOTO BB3PAKEHUE U YBEAOMSBA MHCMEHO IMPUTEkKATENsd Ha pa3pelieHueTo 3a
yrnotpeda/HeroBusl YI'bJIHOMOIICH MPEACTABUTEN 3a CBOCTO PEIICHHUE.

(2) (U3m. - 1B, 6p. 49 o1 2022 1., B cuna ot 01.07.2022 r.) B ciygauTe, korato
BB3paKEHHUE HE € MOCTHIIMIO B CPOKA MO all. | WM KOraTro MOCTHIIUIOTO Bb3PaXKEHHUE €
OTXBBPJICHO U310 UM YaCTUYHO, IPUTEKATEIIAT Ha pa3pelieHueTo 3a ynoTpeda/Heron
YITBIIHOMOIIIEH IPEACTaBUTEI U3BBPIIBA TUPEKTHO uianiane kbM H30K.

(3) (M3m. - B, 6p. 49 ot 2022 r., B cuia ot 01.07.2022 r.) JIbmKuUMOTO
mupekTHo Iutamane kbM H3OK 3a choTBETHOTO TpuMeceune Ha TeKyllaTra rofuHa ce
U3BBpIIBA OT TMpUTEXKATEIs Ha pa3pelieHueTo 3a yHoTpeOa/HEeroB YIBIHOMOILIEH
IpeJcTaBUTEN B CpoK 10 20 IHU OT MoJdy4daBaHe Ha CIpaBKaTa, pecil. Ha OTrOBOpa I10 all.
1, mo ob6sena or H30K Ha mHTEepHET cTpaHmmara u 0aHKOBa CMETKA. 32 M3BBHPIICHOTO
wiamade H30K u mpurexartenst Ha pa3pelleHHueTo 3a ynoTpeda Ha JIeKapCTBEHUS
MPOJYKT/HETOBUAT YIMBIHOMOIIEH TMPEACTaBUTEN MOJIMUCBAT MPOTOKONI ChITIACHO
npunoxenue Ne 11.

(4) B cpok 1o Kpas Ha TBPBOTO TPUMECEUUE Ha cle/BallaTa KajeHaapHa
TOJIMHA CE€ U3BBPIIBA CHOTBETHO M3PABHSIBAHE.

Y. 37. (Hos - IB, 6p. 17 ot 2019 1.) (1) (M3m. - JIB, Op. 19 ot 2020 r.)
[lputexxatenuTe Ha paspelIeHUsITa 3a yHoTpebda Ha JIEKapCTBEHUTE MPOAYKTH OT
OCHOBHMTE TPpyIH 1o wi. 35, ajl. 1 Bb3CTaHOBSIBAT MIPEBUILICHUTE CPEJICTBA, YCTAHOBEHU
Npy TpujiaraHe Ha MexaHu3Mma. Bb3cTaHOBSBAHETO € B IBJICH pa3Mep Ha pa3xoJuTe Ha
H30K 3a nekapcTBeHHM NpOJIYKTH HaJ OIpPEJEIEHUTE LEIEeBU CPEACTBAa B 3aKOHA 3a
oromxera Ha H30K 3a cphoTBeTHaTa rojuHa, KaTo ce OTYMTA U JIEIbT HA pe3epBa Mpu
pemienne Ha Hanzopuus ceBer Ha H3OK no un. 15, an. 1, 1. 7 330.

(2) HenbT Ha pe3epBa 3a HENPEABUACHHU U HEOTJIOXKHU Pa3Xo/u Mo ai. 1 e He
IIOBEYE OT JIeJIa Ha CPe/ICTBATa 3a Pa3Xo/M 3a JEKApCTBEHU NMPOJYKTH 3a OCHOBHA Ipyna
no 4. 35, T. 1 B oOuus pasmep Ha pazxoaute U Tpancdepure no O6romkera Ha H30OK 3a
ChOTBETHATa FOJIMHA.

(3) Pa3xoaute 3a jgexkapcTBEHU MPOAYKTH ca OOBBbp3aHM C MapaMeTpUTE Ha
3akoHa 3a Orojkera Ha H30K 3a choTBeTHaTa roauHa, MjiaHUpar ce€ B ChOTBETCTBHE C
napaMeTpuTe Ha CpeIHOCpOYHaTa OJKETHA TPOTHO3a, C PBCTa HAa Pa3XOAWUTE 3a
3/IpaBHOOCUTYPUTEIIHY IUIAIIAHUS U B pAMKUTE Ha TEMIIOBETE HA U3MEHEHHUE Ha Pa3XO0JIUTe
3a 3/[paBHOOCUTYPUTEITHH IJIAIAHHS 32 ChOTBETHATA TOJIMHA CIIPSIMO TPEIXO0/HATA.

I'maBa mecra.

YCJIOBUS A PEJl 3A BAIVIAIIAHE HA JIEKAPCTBEHMU ITPOJIYKTU,
MEANINHCKHA U3JIEJIUA, IMETHYHU XPAHU 3A CIIELIMAJIHHA
MEUIWHCKHA HEJIU U BUCOKOCIIEHIUAJIU3SUPAHUAU
AITAPATHU/YPEJU 3A UHIAUBUAYAJIHA YIIOTPEBA OT OBXBATA
HA HAPEJIBATA 110 YJI. 82, AJI. 6 OT 3AKOHA 3A 3IPABETO (HOBA
-JIB, BP. 17 OT 2019T".)

Un. 38. (Hos - /B, 6p. 17 or 2019 r.) (1) Hamuonannara
3IpaBHOOCUTYPUTEIHA Kaca 3aIulalma 3a JekapcTBeHu mnpoayktd, MU, JAXCMI[ un

BHCOKOCTICIMATIM3UPaHH arnapaTi/ypeau 3a WHIUWBHIyaldHa ymnoTpeba oT oOxBara Ha
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HapenOara no wi. 82, an. 6 ot 3aKoHa 3a 3/IpaBeTO U MPHU YCIOBUITA U pela, YCTAHOBEHU
B HeEsl.

(2) 3a nekapcrBenute npoayktu, MU, IXCMII u BucoKOoCTEIIMaTU3UPAHUTE
amapatu/ypeau 3a MHIMBUAyallHa ynoTpeda mo ai. 1, 3a KOUTo ca MoAaIeHH 3asBICHUS 32
zamnamane, H30K ckitouBa chbOTBETHH JIOTOBOPU C MPOM3BOAMTENN WM THPrOBIU Ha
€PO/TEXHU YITBITHOMOIICHH MPEACTABUTEIN W/WIN ¢ IeueOHU 3aBeneHus. B moroBopure
Ce YpeXJIaT YCJIOBHSTAa U PeIbT 3a JOCTaBKa, OTYUTAHE, KAKTO W JAPYrd CHEHU(PUYHU
YCIIOBUS, CBBP3aHHU € IIOJaICHOTO 3asIBIICHUE 3a 3aIlallaHe.

(3) B cnyuyante mo an. 1 H30K 3amiama CTOWHOCTH HE IO-BHCOKH OT
3aIUIalllaHUTe ChOTBETHU CTOMHOCTH MIPE3 MPEAXO0AHATA FOJIMHA, ChC CPEJICTBA, TOIYUCHU
oT TpaHcdep oT MUHUCTEPCTBOTO Ha 3/1paBEONa3BaHETO.

Un. 39. (Hos - /IB, 6p. 17 ot 2019 r.) HanimonanHara 3paBHOOCUTYpUTEITHA
Kaca 3aIjiaiia ciejl MpeJICcTaBsHe Ha ChOTBETHA OTYCTHA (DMHAHCOBA M MEIUIIMHCKA
JIOKYMEHTAIMS B U3IIBJIHCHUE HAa CKIIFOYEHUTE JOTOBOPH 10 4. 38, ai. 2.

Un. 40. (Hos - [IB, 6p. 17 or 2019 1.) (1) 3a MU u BucokocHenuaiu3upaiu
anapartu/ypeau 3a nHauBUAyanHa yrmotpeda mo 4. 38, an. 1 H30K goroBaps oTcThIku
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 THPTOBLUTE HA €APO/TEXHUTE YIBIHOMOIICHH IMPEACTABUTENN OTCTHIIKA B
pa3mMep He mo-Mainbk oT 10 Ha cTO OT JOCTaBHATA LIEHA.

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

Un. 41. (Hos - JIB, 6p. 17 ot 2019 r.) Hartnonanuata 3paBHOOCUTYpUTEIIHA
kKaca myOnumKyBa Ha oduIMaTHATA CH HWHTEPHET CTPAHMIA EXKETOJCH OTYeT 3a
nexapctBeHute npoaykru, MU, IXCMII u Bucokocnennain3upaHnuTe anapatu/ypenu 3a
MHAMBHUAYyallHa yrnoTpeba M 3allaTeHUTE 3a TSIX CPEeACTBA, KOWTO MEPUOJUYHO Cce
aKTyaJlu3upa.

I'naBa ceama.

YCJIIOBUS U PEJ 3A SAIVIAIITAHE HA ITOMOIIIHU CPEJACTBA,
NPUCIIOCOBJIEHUSA, CbOPBXXEHUA U MEJIUILIMHCKHU U3JIEJINS,
INPEJHA3ZHAYEHMU 3A XOPATA C YBPEX/JAHUS U 3A
CK/IIOYBAHE HA JJOT'OBOPH 110 UJI. 45, AJI. 16 OT 330 (HOBA - /1B,
BP. 49 OT 2022 T., B CUJIA OT 01.07.2022T".)

Un. 42. (Hos - /1B, 6p. 49 ot 2022 1., B cuna ot 01.07.2022 r.) Hanonannara
3apaBHoocuryputenHa kaca 3aminama [ICIICMUXY, B T. 4. peMOHTHM JI€MHOCTH,
BKJIIOYEHHU B crieNU(UKAIMATA - CIIUCHK 10 Wwi. 63, ain. 1 ot Hapen6a Ne 7 ot 2021 r., npu
CJIETHUTE YCIIOBHUS:

1. na ca onpeneneHn NHANBUAYAIHO 32 JINLETO C YBPEXKIaHUSI C METULIUHCKU
JIOKYMEHT, M3/aJieH OT JIeKapcKa KOHCYJATaTHMBHA KOMHCHS, TEPUTOpHUAIHA €KCIIepTHA
Jekapcka komucus win HanponanHara ekcrepTHa jJeKkapcka KOMHCHS ITPU ChoOpa3sBaHe
Ha MEIULIMHCKHUTE YCIIOBUS, €KCIUIOATAIIMOHHUTE CPOKOBE U HEOOXOIUMUTE MEIULIUHCKU
JIOKYMEHTH 32 IIPEIOCTABSIHETO UM;
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2. IpH OTPEICSTHETO UM OT KOMUCHHTE 110 T. | 12 ObJ1e MOCOYeH KOHKPETHUSIT
Bug [ICIICMUXY/choTBeTHaTa pPEMOHTHA JEHHOCT, WHIUBUAYATH3UPAHU ChHC
crorBeTHUsE H30OK ko, mocoden B cnenudukamusata mo 4i. 56 or Hapenba Ne 7 ot 2021
T.;

3. na e omobpeno ot aupektopa Ha P30K, choTBeTHO OT ympaBuTeNsS Ha
H3O0K, 3asBnenuero 3a npegocraBsne Ha [ICIICMUXY nHa nuuero ¢ yBpexiaaHus, Ha
YI'BJIHOMOIIIEHO OT HETO JIMIIE WK Ha JIUIEeTo mo wi. 21, an. 2, T. 2 - 4 3XY;

4. na otroBapsAT Ha M3UCKBaHUATAa HA 3MU M Moa3aKOHOBUTE HOPMATHUBHU
aKTOBE 10 HETOBOTO IPHJIaraHe;

5. MEIUIIMHCKHATE U3MICIIMS Ja Ca BKIIOUYCHH B cnuchKa 1mo wi. 30a, an. 1 3MU;

6. 1a UMaT CTOHHOCT, JI0 KOSITO Ce 3aIulalar, orpeeeHa no peaa Ha Hapenba
Ne 7 ot 2021 r.

Un. 43. (HoB - [AB, 6p. 49 ot 2022 1., B cuna ot 01.07.2022 r.) (1) 3a
npenocrassiHe Ha [ICIICMUXY no un. 42 H30K ckirouBa gorosopu 1o wi. 45, an. 16
330 ¢ nunata, OCHIIECTBABAILM JIEHHOCTH MO MPEJOCTAaBIHE U PEMOHT HAa MOMOIIHHU
CPEICTBA, IMPUCIOCOOJIEHUS, CBHOPHKEHUS W MEIMLMHCKM H3JEIusl 3a Xopara ¢
YBPEeXKIAHU, PETUCTPUPAHU KaTO THPrOBIM M BIHCAHU B pEruCThbpa Ha JHUIATA,
OCBUIECTBSBAIIM JEHHOCTH IO NPEJOCTAaBSIHE M PEMOHT Ha IIOMOIIHU CPEACTBA,
MPUCTIOCOOJICHHUSI, ChOPBHKEHUS U MEIULIMHCKU U3JIEIHS 32 XOpaTa C YBPEKIaHUSI.

(2) B norosopure no an. 1 ce ypexnaar ycioBus M Pell 3a U3BbpIIBAHE Ha
JnerHoctuTe 1o mpegoctaBiHe U peMoHT Ha [ICIICMUXY, mpaBa W 3aabiKEHHUS Ha
CTpaHUTE, OKYMEHTAllUsi U OTYETHOCT, YCJIOBMS U PEI 32 KOHTPOJ M CAaHKLUUU IpU
HEU3IIbJIHEeHHEe. J[oroBopuTe ce CKIYBaT MO oOpasell, YTBHPAEH OT YIpaBUTENS Ha
H30K.

(3) Jlunero mo an. 1 ckmouBa goroBopa ¢ H3OK upe3 aupexropa Ha
cpoTBeTHaTa P30K, Ha unATO TEepUTOpUS € PA3KPUT CHOTBETHUST THPIrOBCKM OOEKT 3a
npenoctasiie U peMoHT Ha [ICIICMHMXY. 3a Bceku OTIeNeH ThPrOBCKH OOEKT ce
CKJIIOYBA OTJEJIEH J0TOBOD.

(4) B noroBopute ce mocouBaT ¥ NOJU3IMBIHUTEINTE, B CIIydail ye Ma TaKUBa.

(5) Horoopure 1o an. 1 ce ckirouBaT 3a CPOK JO €/1HAa FOJMHA W BJIM3aT B
CHJIa OT JlaTaTa Ha BIIM3aHE B CUJIa Ha crelM(UKaLusATa - CIIUCHK M0 4. 42, KaTo Morar aa
ObJaT yabKaBaHU B ciydauTe 1o wi. 63, ain. 6 ot Hapen6a Ne 7 ot 2021 r.

Un. 44. (Hos - JIB, 6p. 49 ot 2022 r., B cuma ot 01.07.2022 r.) (1) 3a
CKJIIOYBAHE Ha JIOrOBOp MO ui. 43, an. 1 KaHAUAATHT Clie[Ba Ja OTroBaps Ha CIEAHUTE
YCIIOBHSL:

1. na e BriMcaH B perucTbpa mo 4i. 88, ai. 1 ot 3XV;

2. na HsIMa MyOTUYHU 3aIbIKEHUS;

3. 00eKThT, B KOWTO IIe C€ U3BBPIIBA JEHHOCTTA, 1a € BKJIIFOYCH B CIIHCHKA C
0o0eKTHTe, 0 OTHOIIICHHE Ha KOUTO € U3/1a/ICHa 3allOBE/ITa 32 BIIMCBAHE B PETHCTHPa IO T.
1, c mocouen azapec, TenaedoH, eIeKTPOHHA MOIIIA U JIMIIE - OTTOBOPHUK Ha 00EKTa;

4. na UMa ocUrypeHa TeXHUYeCKa Bb3MOKHOCT 3a TI0JI3BaHe Ha coTyep, upe3
KOWTO Ja MMa Bpb3Ka Cbe crnenuanusupadn copryep Ha H3OK 3a npeitHOCTHTE TIO
npeocTaBsiHe, OTYMTaHe, KOHTpoa U 3amamane Ha [ICIICMUXY/peMonTHY eiiHOCTH;

5. 5a uMa OCHUIypeH TMepCOHalieH WU MNpodecuoHaleH KBaTupuIUpaH
enektponen  moamuc  (KEII) Ha  orroBopHmka Ha  oOekTa  WIM  Ha
yIpaBUTENS/IIBIIHOMOIIIHIKA HA ThProBela.
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(2) 3a ckmouBane Ha q0roBOp 1O 4. 43, an. 1 kaHauaaTsT noaasa g0 P30OK
3asBlIeHHE 10 oOpasel, yTBbpAeH oT ynpasutens Ha H30K, B koeTo BnucBa gaHHU 32
eAVHHUS HACHTU(UKAIMOHEH KOJ Ha TbpProBela OT TbProBCKUS peructbp. KbMm
3asIBJICHUETO C€ IPUJIAraT CIEIHUTE TOKYMEHTHU:

1. TOKyMEHT 3a aKTyajiHa PerucTpalus M0 HAIIMOHAIHOTO 3aKOHOJIATENICTBO,
U3J1aJIEH OT KOMIIETEHTEH OpraH Ha CbOTBETHATa JIpyra JAbp)kaBa Ha KaHAMUJaTa - camo 3a
Ipy’KecTBaTa, perUCTpUpPaHU B Jpyra IbpkaBa - uieHka Ha EBporeiickus cbio3, Wid B
IbpkaBa - cTpaHa no CriopazymMeHHeTo 3a EBponeiickoTo MKOHOMUYECKO ITPOCTPAHCTBO;

2. yIOCTOBEPEHHE 3a BIIMCBAHE B perucrobpa mo wi. 88, ain. 1 3XVY;

3. Aeknaparus/AeKkaapaniy oT JHIe, PEACTaBIABAI0 KaHAUIaTa, 3a:

a) HAJIMYMETO Ha IPaKJAHCKHU JIOTOBOP 3a YIPaBJIICHUE WU TPYAOB JOTOBOD
Ha OTTOBOPHHKA HA 00CKTa;

0) HAJIMYMETO Ha JOrOBOP C pEMOHTHA 0a3a, B Cllyyail ue JIMLETO Mo Wi. 88,
ann. | He pa3nosara cbC COOCTBEHA TAaKaBa;

B) OCUT'YpEHa TEXHUYECKa B3MOKHOCT 3a MOJI3BaHe Ha codTyepa mo ui. 44,
ain 1, 1. 4;

r) ocurypex KEII no uin. 44, an. 1, 1. 5.

(3) IIpu xoHCTaTUpaHE HA HEMBJIHOTH WJIM HECHOTBETCTBHS B IOJAJICHUTE
nokyMmeHTu aupektopsT Ha P3OK nucMeHo yBenoMsiBa KaHIuaTa 3a TOBa U ONpeesns 3-
JHEBEH CpPOK 3a OTCTPaHSABAHETO UM, Karo My YyKa3Ba, 4€ IpU HEOTCTpaHsSBaHE
MPOU3BOJICTBOTO MO 3asBIECHUETO Ie ObJe MpeKpareHo. B Te3u ciiyyan CpoKbT 3a
IPOM3HACAHE IO 3asBJICHMETO 3amoyBa Ja Teye OT Jarara Ha OTCTPaHsABaHE Ha
HECHOTBETCTBUSATA.

(4) AupekropbT Ha P30OK B 14-1HeBeH cpok OT IOJaBaHE Ha 3asBJICHUETO
CKJIIIOYBA JIOTOBOp MO oOpasern, yTBBpAeH oT ympaBuTens Ha H3OK, unu uznasa
MOTHUBHPAH OTKa3 3a CKJIIOUBAHETO HA JIOTOBOP, B CiIy4ail ue KaHIUAAThT HE OTroBaps Ha
yCIIOBUSATA MO all. 1.

(5) OrkazpT 1o an. 4 mnomieku Ha oOXajaBaHe Ha pega Ha
AJIMUHHMCTPATHUBHOIIPOIIECYaTHUS KOJIEKC.

Uin. 45. (Hos - JIB, 6p. 49 o1 2022 1., B cuna ot 01.07.2022 1.) (1) JIuniara cbe
CKJIFOUEHH J0roBopH 1o wi. 43, ain. 1 oTpassBar B cnenuanusupanus copryep Ha H30K
no ui. 44, an. 1, 1. 4 geitHoctute 1o npenoctassine Ha [ICIICMUXY wunu u3BbpIiiBane Ha
PEMOHT HEMOCPEACTBEHO CJI€J M3BBPIIBAHETO WM. JlOCTBIBT [0 CHELHATU3UPAHUA
codryep Ha H30OK ce ocpiiectsiBa ¢ KEII cbriacuo un. 44, an. 1, . 5.

(2) IlpemoctaBsnero Ha IICIICMUXY wu peMOHTHUTE JNEHHOCTH ce
M3BBPIIBAT CHIVIACHO clieNU(UKaLNATa - CIUCHK 0 4. 63, an. 1 ot Hapenba Ne 7 ot 2021
T.

(3) [penocraBsnero Ha I[ICIICMUXY u peMOHTHUTE JAEHHOCTH Ce€
U3BBPIIBAT B CHOTBETCTBUE € of00peHOoTO OT ympasutens Ha H3OK, choTBeTHO OT
nupekropa Ha P30OK, 3asBnenue no wi. 69, an. 1 ot [IpaBunHuKa 3a npuiaraie Ha 3aKkoHa
3a xopara ¢ yBpexaanus, npuer c Ilocranosnenne Ne 65 na Munucrepckus ceset ot 2019
r. (IAB, op. 27 ot 2019 1.).

Un. 46. (Hos - JIB, 6p. 49 ot 2022 r., B cuna ot 01.07.2022 r.) (1)
Hanmonannara 31paBHOOCUTYpUTETHA Kaca 3arialia Ha JIMIATa CbC CKIFOUYEHH JIOTOBOPU
no wi. 43, an. 1 3a npenocraBerure ot X IICIICMUXY u u3BbpiieHUTE pEMOHTHU
JIEHHOCTH TIPH CIIa3BaHE HA yCIOBUATA M0 4I. 45.
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(2) Cnen n3ThuaHe Ha KaJIeHJApHUS MeECEll Ype3 CelHuaTu3upanus copryep
Ha H30K 1o 4. 44, an. 1, 1. 4 ce popmMupa MECe4HO U3BECTHE, ChABPIKAIIO OJJ0OpeHATa
U OTXBBpJICHATA OT 3aIllalllaHe JeHHOCT, KAKTO U MPUYMHATA 32 OTXBBPIISHETO.

(3) CroitHocTuTEe 3a 3arUlalllaHe B MECEYHOTO M3BECTHE Ca ChIVIACHO
crienudukanuaTa - CouchbK 1o wi. 63, ain. 1 or Hapen6a Ne 7 ot 2021 1.

(4) MeceyHoTO u3BEeCTHE MO aj. 2 ce MpeaocTaBs Ha juuara mo ai. 1 mo
€JICKTPOHEH BT upe3 cnernuanusupanus copryep Ha H30K mo wi. 44, an. 1, 1. 4.

(5) HeliHocT ce OTXBBpisl OT 3alJjalllaHe, B Cilydail ue IpeloCTaBeHOTO
[ICIICMHUXY, CcbOTBETHO OT4YE€T€HaTa pPEMOHTHA JEWHOCT, HE OTroBaps Ha
rpynara/moArpynara/rpynara mo texandecku uzuckpanus Ha [ICIICMUXY, cproTBETHO
Ha PEMOHTHATa JIEHHOCT, 10 0JJ00PEHOTO 3asBJICHHE 10 WiI. 45, ai. 3.

(6) Ha 6a3aTa Ha MOIYy4EeHOTO MECEUHO M3BECTHUE JIMIIETO 10 all. | mpeacTaBs
upe3 cnenuanuzupanus copryep Ha H30K mo wi. 44, an. 1, 1. 4 enexTpoHeH puHaHCOBO-
OTYETEH JTOKYMEHT, ChIbpKalll KOJUYECTBA M CTOWHOCTH, MJACHTHYHU C OJOOPECHHUTE
CTOWHOCTH B MECEYHOTO U3BECTHE IO all. 2.

(7) HaunonanHara 3paBHOOCUTYpUTENIHA Kaca U3IUIAlla 3asBEHUTE CPEACTBa
3a npenocraBenute [ICIICMUXY/u3BbpiieHuTe peMOHTHH AEWHOCTH Bb3 OCHOBA Ha
(bMHAHCOBO-OTUETHHUS IOKYMEHT 110 aJl. 6.

(8) HamumonanmHaTta 3paBHOOCHTYpUTENIHA Kaca 3aruialia B CpPOKOBETE,
IIOCOYEHHU B IOTOBOPA, CJIE/ MIPEACTABIHE HA IOKYMEHTHUTE 110 ajl. 6.

Ui 47. (Hos - JIB, 6p. 49 ot 2022 1., B cruta ot 01.07.2022 r.) Hartnonanuara
3/IpaBHOOCUTYPHUTEIHA Kaca npeycranoBsiBa 3amuamanero Ha [ICTICMUXY/peMoHTHH

JIEHHOCTH TIPH 3aJIMYaBAHETO UM OT criennpuKanusaTa - CHuchK 1mo wi. 63, ain. 1 ot Hapenba
Ne 7 012021 1.

JlombJIHHTEIHE pa3nopendu

§ 1. (Hos - IIB, Op. 43 ot 2024 1., B cuna ot 17.05.2024 r.) Ilo cmuckia Ha
Ta3u Hapenda "MoBEpUTETICH UHTEpPBal OT CTOMHOCTH'" € MHTEpBaJl, B KOMTO ce HaMupa
JeficTBUTENIHATa CTOMHOCT Ha OLIEHSBAHMS MapaMeThp "cpeHOIpeTerieHa CTOMHOCT" oT
CHBKYITHOCT OT CTOWHOCTH Ha JICKAPCTBEHUTE MPOIYKTH. [|OBEPUTETHHUAT HHTEPBAT MOXKE
na ObJIe M3pa3eH KaTo AMana3oH OT CTOMHOCTH B cienHara ¢popma: OnensBane + Mapxux
Ha rpemikara. O0mure HuBa Ha toBepue ca 90 %, 95 % u 99 %.

IIpexoanu n 3aKIIOYUTETHHA pa3nopeaou

§ 2. (Ilpequmen § 1 - 1IB, 6p. 43 ot 2024 r., B cuna ot 17.05.2024 r.) B
JIByMECEUEH CpOK CJIeJl BIM3aHE B CWJIa Ha NO3UTUBHUSA JekapcTBeH cnucbk H3O0K
3amiana JEKapcTBEHUTE NPOAYKTH, OTIYCHATH CBIJIACHO JIEKApPCTBEHUS CIUCHK Ha
H3O0K, npuer ¢ pemenne Ne PJI-YC-04-127 ot 27 nexemBpu 2007 T. 3a omnpenensHe
YCIIOBUATA, HA KOUTO TPsIOBa J1a OTTOBAPST U3ITBJIHUTENINTE HA METUIIMHCKA TOMOIIL, pesia

3a CKJIFOYBAHE Ha JIOTOBOPUTE C TSIX U APYry YCIOBHS 1O wi. 55, an. 2, 1. 2,4, 6 u 7 330
(o6mH., JIB, 6p. 5 ot 2008 1.; u3Mm., O6p. 45 ot 2008 1.).

§ 3. (IIpegumren § 2 - [IB, 6p. 43 ot 2024 1., B cuna ot 17.05.2024 1.) (1) (U3m.
- JIB, 6p. 40 o1 2009 1., B cua ot 03.04.2009 r.) B cpoxk m0 30 mait 2009 r. mputexxatenure
Ha paspelieHne 3a ynorpebda WM TeXHH YIIBITHOMOIICHH IPEICTABUTEIH I10/aBaT IO

MN3TOYHUK: MpaBHO-MHPOPMALMOHHHK cucTemu "Crnena”



H3O0K 3asBienus no wi. 4 3a 3arianiaHe Ha CbOTBETHUTE JICKAPCTBEHU MPOAYKTH 3a€IHO
C TIPUJIOKEHUTE KbM TAX JTIOKYMEHTH CBHIIIACHO WI. 5 OT Ta3w Hapenoa.

(2) (U3m. - IB, 6p. 49 ot 2012 1r.) B cmyuauTe 1o an. 1 kbM 3asBJICHUETO HE
ce mpujara Komhe OT BIISI3JIOTO B cwia pemienue Ha Komucusita 1o mHeHU U
peumOypcupane.

§ 4. (Ilpegumien § 3 - JIB, Op. 43 ot 2024 1., B cuna ot 17.05.2024 r.) B cpok
no 15 gHM oT BiIM3aHE B cuia Ha NO3UTHBHMS JiekapcTBeH cnucbk H3OK 3amousa
CKJIFOYBAHE Ha JIOTOBOPU C JIMIIA, TOJYYWIU paspeiienue mo wi. 229, an. 2 3JIIIXM 3a
THProBUsl Ha JPeOHO C JIEKAPCTBEHU MPOJIYKTH M MOJAIN 3asBJICHUE IO pela Ha Ta3u
Hapeza0a 3a OTIIyCKaHe Ha MPOIYKTUTE 1O 4. 1.

§ 5. (Ilpequmien § 4 - B, Op. 43 ot 2024 1., B cuiia ot 17.05.2024 r.) B cpok
JI0 JIBa Mecela OT BIM3aHETO B CUJIA HA IIO3UTUBHUS JIEKAPCTBEH CIMCHK MTPUTEKATEIUTE
Ha pa3pelieHus 3a ThProBus Ha IpeOHO ¢ JIEKAPCTBEHH MPOIYKTH, CKIFOUYMIIH JOTOBOP C
H3O0K, mpuBexaar copryepa cu B CbOTBETCTBHE ¢ HOBUTE n3nckBanus Ha H30K.

§ 6. (Ilpemumen § 5 - 1IB, 6p. 43 or 2024 r., B cwia ot 17.05.2024 r.) [o
BIIM3aHEe B CWia Ha Hapenbara mo wi. 30a ot 3akona 3a memuiuHckuTe m3aenus H30K
3aruiania MpeImUCaHuTe U OTIYCHATH MEIWIIMHCKUA W3JENUs 1O IEHH U TPU YCIOBUS

cbriacHo npuioxenue Nel5 keM Pemenne na Ynpasurtenuus cbBer Ha H3OK Ne PJ[-YVC-
04-127 ot 27.12.2007 r. (06H., [IB, 6p. 5 ot 2008 r.; u3m., 6p. 45 ot 2008 r.).

§ 7. (Ilpenumen § 6 - [IB, 6p. 43 ot 2024 r., B cuia ot 17.05.2024 r.) [do
CKJIFOUBaHe Ha JoroBopute no wi. 16, an. 1 H30K 3amnama npeanucanuTe U OTOycHAaTH
JUETUYHU XPaHU 3a CICIUAIHA MEIUIIMHCKHU 1IeJIM 10 IEHU U MPHU YCIOBHUS CHIIACHO

npunoxkenue Ne 15 kpm Pemenue na Ynpasutennus csBeT Ha H30K Ne P/1-V(C-04-127
ot 27.12.2007 r. (06H., [IB, 6p. 5 ot 2008 T.; u3m., O6p. 45 ot 2008 1.).

§ 7a. (Hos - JIB, 6p. 40 o1 2009 1., B cuna ot 03.04.2009 r., npeautieH § 6a -
B, Op. 43 ot 2024 r., B cuna ot 17.05.2024 r.) ITepBusT TprMecedeH nepuos no 4wi. 10,
an. 1 3anouBa na teue ot 1 ronu 2009 r.

§ 8. (IIpenumien § 7 - B, 6p. 43 012024 1., B cuna ot 17.05.2024 1.) Ykazanus
Mo MpUJIaraHeTo Ha HapeaOaTa naBa YnpaBuTeaHUAT cbBeT Ha H30K.

§ 9. (M3m. - IB, Op. 49 ot 2012 r., npeauiuen § 8 - /IB, 6p. 43 or 2024 1., B
cuna ot 17.05.2024 r.) HapenOata ce u3naBa Ha ocHoBaHue wi. 45, an. 9 330.

3aK/Il04UTeHU pa3nopeadu
KBbM HAPEJBA 3A UBMEHEHUE HA HAPE/IBA Ne 10 OT 2009 T'. 3A
YCJIIOBUMSATA U PEJA 3A 3AIIVIAITIAHE HA JIEKAPCTBEHH
MNPOAYKTHU O UJI. 262, AJI. 4, T. 1 OT 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJIUIIUHA, HA
MEINIIUHCKU U3AEJIUA U HA JMETUYHU XPAHU 3A
CIIEHIUAJIHU MEJUIIUHCKHU NEJN

(OBH. - JIB, BP. 40 OT 2009 T".)
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§ 4. IMaparpadwu 2 u 3 Bimu3ar B cuna ot 3 anpui 2009 r.

IIpexonnu u 3aK/JII0YUTEHU pa3nopendu
KbM HAPE/JIGA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPE/IBA Ne
10 OT 2009 I'. 3A YCJIOBUSITA U PEJA 3A 3AIIJIAIIAHE HA
JIEKAPCTBEHHU INPOAYKTHU 1O YJI. 262, AJI. 4, T.1 OT 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJIULIUHA, HA
MEJAUNOUHCKHA U3JEJIUA U HA JUETUYHU XPAHU 3A
CIHEIUAJIHA MEJUIIUHCKH LIEJIN

(OBH. - JIB, BP. 9 OT 2010 T, B CWJIA OT 02.02.2010 T.)

§ 6. 3aBapeHuUTE JIEKapCTBEHU MPOAYKTH, BKIOYeHH B [lo3uTuBHUSA
JIEKapCTBEH CIHCHK, 32 KOUTO € MOJaICHO 3asBJICHUE MO0 4. 4 WM YBEJOMIIEHHUE 1O WI. 9
KBbM JlaTaTa Ha BJIM3aHE B CHJIA HA HapeabaTa, MO KOMUTO HE € 3al0YHAN0 IUIANIaHe OT
H30K, ce 3amnammar cuntado ot 01.02.2010 r.

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

§ 8. Hapenbara Bim3a B cuiia OT AcHS Ha oOHapoaBaHeTo M B "J[bpikaBeH
BECTHHK".

IIpexoanu n 3aKII0OYUTETHE pa3nopeaou
KBbM HAPEJIBA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IBA Ne
10 OT 2009 T'. 3A YCJIOBUSITA U PEJIA 3A 3AIIVIAIIIAHE HA
JIEKAPCTBEHHU MNPOAYKTHU 110 YJI. 262, AJI. 4, T. 1 OT 3AKOHA 3A
JJEKAPCTBEHUTE ITPOAYKTU B XYMAHHATA ME/IUIIUHA, HA
MEJIUIIWAHCKHU U3JIEJINUSA U HA JTUETUYHU XPAHU 3A
CIHHEHIUAJIHU MEJIMIIMHCKU LEJIN

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

§ 25. [IspBUAT TpUMECEUEH NEpUOJ IO Wi 4a, all. 2 3all04Ba Jja TeYe CYUTAHO
or 01.07.2011 r.

§ 26. (1) HaunonanmHata 3ApaBHOOCUTYpPHUTEIHA Kaca OTIIpaBsl MOKaHa 3a
JIOTOBapsiHE [0 TMPUTEXATEIUTe Ha paspelleHHe 3a YNoTpeda/TexXeH YIbIHOMOIIEH
IIPEJICTAaBUTENl 3a IPEICTaBSIHE Ha MNPEMJIOKEHUs 3a OTcThIKM mo wi. 20, am. 1 3a
JIEKAPCTBEHNUTE NPOAYKTH, BKIFOYEHHU B I103UTUBHMS JIEKapCTBEH CIIMCHK IO WI. 262, ail.
5, 1. 1 3JIIIXM kbpM fgarata Ha BIM3aHe B cuja Ha HapendaTa, HO HE MO-KHCHO OT
01.10.2011 r.

(2) HoroBapsinero mno ain. 1 ce u3BbpIlIBa 10 pejia Ha IJ1aBa YETBbPTA.
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§ 27. MenuuuHCKUTE HU3AEAUS U JAUETUYHUTE XPaHU 3a CHEUUAHU
MEIUIIMHCKHU IIeJIM, 3ailaimaHd HanwaHo win vactuyHo oT H3OK mpes 2011 r., ca
onpexaenenu ot Hapzopuus cpBer Ha H30K B npuiioxenne Ne 7 "Crnucbk Ha METULIMHCKU
uznenus, 3amwtamany ot H30K" u npunoxenne Ne 8 "Cnucbk Ha JMETUYHU XpaHH,
3amtamany ot H30K" kM HanpoHanuus paMKoOB JOTOBOP 338 MEAUIIMHCKUTE TEUHOCTH

mexny Hanmonannara 3npaBHOOCUTypUTEIHA Kaca U bearapckus ekapcku cbro3 3a 2011
r. (B, 6p. 3 or 2011 r.).

§ 28. (1) B 15-nHeBeH cpok oT Bim3aHe B cuiia Ha Hapenoata H30K nedunupa
KOJl Ha THProBell Ha €ApO Ha BCUYKU THPTOBIM HA €IIPO, MOJYYHIIU pa3pelieHUue 3a
THProBus Ha eApo mo wi. 195 or 3akoHa 3a JEKapCTBEHHUTE NMPOAYKTH B XyMaHHATa
MEIWIIMHA, W HW3TOTBS CHOTBETHUTE EINEKTPOHHU (opMaTH 3a H3NBIHUTEINUTE Ha
MeAMIIMHCKA MIOMOIII ¥ 3a JIMIaTa 1o 4j. 7.

(2) B emnomecedeH cpok oT u3tudane Ha cpoka o ain. 1 H30K npusexaa B
CHOTBETCTBUE YKA3aHUATA, TyOIUKYBaHU Ha HHTEPHET CTPAHUIIATA M U JIOTOBOPUTE I10 YJI.
7,am 1.

§ 29. (1) Pasnopenbata Ha § 8 oTHOCHO uJI. 8, ain. 5 Biu3a B cuiia ot 1 sHyapu
2012 r.

(2) o 31.12.2011 r. H3OK 3amnania Ha nunara mo wi. 7, ai. 1 mo 1,00 nB. 3a
OTUYETeHa perenTypHa 0J1aHkKa 3a 00pabOTBAaHETO HA PELICTH 32 JICKAPCTBEHU MPOIYKTH C
HuBO Ha 3aruiamade 100 ga cro.

HAPEJIGA 3A U3MEHEHME M JOITLJIHEHUE HA HAPEJIBA Ne 10 OT
2009 T. 3A YCJIOBUSITA U PEJIA 3A 3AIIJIAIIAHE HA
JEKAPCTBEHU MPOJAYKTH 110 UJI. 262, AJL. 5, T. 1 OT 3AKOHA 3A
JEKAPCTBEHUTE MPOJIYKTH B XYMAHHATA MEJULIMHA, HA
MEJIMLWHCKU U3AEJNS U HA TUETUYHU XPAHMU 3A
CNELUAJHA MEJUIMHCKHA [EJA

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

§ 12. HaBcskbae B tekcta nymute "Komwucus mo Ilo3utuBHUS JleKapCcTBEH
cuchk" ce 3ameHsT ¢ "Komucus no e u peumOypcupane'.

IIpexoxnu pasnopendu
KbM HAPE/IGA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IBA Ne
10 OT 2009 I'. 3A YCJIOBUSTA U PEJIA 3A 3AIIVTIALIIAHE HA
JIEKAPCTBEHMU ITPOAYKTMH 1O UJI. 262, AJL. 5, T. 1 OT 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTHU B XYMAHHATA MEJAULIUHA, HA
MEJULIUHCKHA U3JEJINA U HA JUETUYHU XPAHUA 3A
CIHHEIIUAJIHA MEJUIIUHCKH LIEJIN

(OBH. - IB, BP. 49 OT 2012 T".)
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§ 13. (1) 3a cpok eHa roAMHA OT BIM3aHE B CHJIa HA Hapea0aTa JeKapCTBCHUTE
MPOJYKTH 3a JOMAIIHO JICYEHHE Ha 3JI0KaYeCTBeHH 3a00JIsIBaHUs ce 3aruiaiiar 1o peaa u
IIPU YCJIOBUSITA HA Ta3U Hapeada Ha CTOWHOCT, HaMaJIeHa C JIOTOBOPEHUTE OTCTBIKHU IO
pena Ha npunoxxkenre Ne 10 ot Hapenba Ne 40 ot 2004 r. 3a onpejensiHe Ha OCHOBHHS
HaKeT OT 3/IpaBHU ACWHOCTH, rapaHTHpaH oT Oromkera Ha H30K.

(2) HamaneHuTe ¢ OTCTBHIIKKA CTOMHOCTH Ha JIGKAPCTBEHUTE MPOIAYKTH 110 ajl. |
Cce 3aIulalaT Ha JuuaTa 1o 4i. 7, ajl. 1| Ha ocHoBaHue 10roBop, ckitoueH mexay H30K u
NpUTEXKATeIMTE Ha paspelieHue 3a yrnorpeda WIM TEXHUTE YIIbJIHOMOIICHU
MPEJICTAaBUTEIH.

§ 14. IIppBusAT mIECTMECEUEH NEPUOA MO 4. 4a, aj. 2 3amoyBa Jia Te4ye OT
BJIM3aHE B CHJIA HA Ta3u Hapezaoda.

IIpexoxnu pasnopendu
KbM HAPE/IGA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPE/IBA Ne
10 OT 2009 I'. 3A YCJIOBUSTA U PEJIA 3A 3AIIVIALIIAHE HA
JIEKAPCTBEHMU NNPOAYKTMH IO 4UJI. 262, AJI. 5, T. 1 OT 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEAULIUHA, HA
MEJULIUHCKHA U3JEJINA U HA JUETUYHU XPAHUA 3A
CIHHEIIMAJIHA MEJUIIUHCKH LIEJIN

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

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

IIpexoanu pasnopendu
KbM HAPE/IGA 3A UBMEHEHUE U JTOITbJIHEHUE HA HAPE/IBA Ne
10 OT 2009 I'. 3A YCJIOBUSTA U PEJIA 3A 3AIIVTALIIAHE HA
JIEKAPCTBEHMU INPOAYKTMH IO 4UJI. 262, AJI. 6, T. 1 OT 3AKOHA 3A
JIEKAPCTBEHUTE ITPOAYKTU B XYMAHHATA ME/IUIIUHA, HA
MEJNIUHCKHA U3JEJIUA U HA JTUETUYHU XPAHUA 3A
CIHEIIUAJIHA MEJUIIUHCKHU LNEJIU, KAKTO U HA JIEKAPCTBEHU
IMPOJAYKTH 3A 3JIPABHU JEMHOCTH 11O YJI. 82, AJI. 2, T. 3 OT
3AKOHA 3A 3IPABETO

(OBH. - IB, BP. 30 OT 2015 T".)
§ 5. B cpok no equn Mecelnr ot Bim3aHe B cwiia Ha Hapenoata H30K ormpass
MOKAHU JI0 MPUTEKATEIUTE Ha Pa3pelIeHus 3a ynoTpeda Ha JIeKapCTBEHHU MPOTYKTH/TEXHU

YI'bITHOMOIIIEHH MPEICTABUTEIIN 33 TOTOBAPSHE HA OTCTHIKK MO Wi. 204, aj. 3 He3aBUCUMO
JIaJIH 32 TE3U JIEKAPCTBEHU MPOAYKTH Ca JOTOBOPEHHU OTCTHIIKH.
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IIpexoanu u 3aK/JII0YUTETHU pa3nopeadu
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne
10 OT 2009 I'. 3A YCJIOBUSITA U PEJA 3A 3AIIJIAIIAHE HA
JIEKAPCTBEHU INNPOAYKTMH IO 4UJI. 262, AJI. 6, T. 1 OT 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJIULIUHA, HA
MEJIUIIUHCKU U3JAEJIUA U HA JUETUYHU XPAHU 3A
CIHIEHOUAJIHU MEJUIIUHCKH LEJIN, KAKTO U HA JIEKAPCTBEHU
IPOJYKTH 3A 3JIPABHU JEMHOCTH 11O YJI. 82, AJL. 2, T. 3 OT
3AKOHA 3A 3IPABETO

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

§ 15. (1) IIspBoTO mOroBapsiHE MO pella Ha Ta3u Hapeada Ha OTCTBHIKHU 3a
JIEKapCTBEHUTE MPOAYKTH 1o wi. 45, ain. 10 u 19 330 3anousa B cpok 10 paboTHH 1HU OT
BiIM3aHeTo U B cuia, kato H30K ornpas nmokanu 3a oropapsiHe 10 MpUTEXKATEIUTE HA
paspeleHue 3a ynorpeda 3a npecTaBsHe Ha MPEUI0KEHUS 3a OTCTHIIKYM U MyOJIMKyBa Ha
UHTEpHET CTPAaHMIIaTa CU CIIOPa3yMEHHMETO 10 Wil. 22, ail. 2.

(2) B cpok go 10 pabGotHu aHM OT nyONMKyBaHE Ha IIOKAaHUTE M
CIOpa3yMEHHETO N0 wWwi. 22, ajl. 2 NpUTEeXaTeJIUTe Ha pa3pelleHus 3a yrnorpeda/TeXHu
YI'BJIHOMOIIIEHHU NIPEACTaBUTENH 3asBABAT KOS OT OTCThIKUTE 1O wi. 21, an. 1, 1. 1 uim 2
n30MpaT a 10roBapsT U He MOraT J1a IPOMEHSAT CBOsI U300p.

(3) HoroBapsinero no ain. 1 ce u3BbpIBa 10 pejia Ha IJ1aBa YETBbPTA.

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

1. ot pmarara, ot kossto H30OK 3amouBa na 3amiama jgeKkapcTBEHUsI TPOILYKT
IIpM YCJIOBHATAa Ha TIjaBa BTopa, pasuen I, cworBetHO pasumen III, B cioydain ye
JeKapCTBEHUAT NMPOAYKT Obje BkiatodeH B IIJIC - 3a jnekapcTBeHH MPOAYKTH C HOBO
MEXYHapO/JHO HEMaTeHTHO HaMMEHOBaHUE, 3a KOMTO € IOJaJCHO 3asBIICHUE 3a
BkirouBane B I1JIC mmo un. 262, an. 6, T. 1 u 2 3JIIIXM,;

2. OT naraTa Ha BIM3aHE B CHJIa Ha HapealaTa - 3a BCHUYKM OCTaHAIU
JIEKapCTBEHU MPOAYKTH, & 3a CIIOPa3yMEHHMETO IO Wil 22, ajl. 2 - OT JOTOBOPEHUS B HETO
HEepUoS.

(5) Horosopurte o ain. 3, T. 1 u 2 ca cbe cpok Ha neicteue 10 31.12.2016 .,
a CIIOpa3yMEHMETO M0 Wil. 22, ai. 2 - 32 JOrOBOPEHUS B HETO NEPUO]I Ha IEHCTBUE.

§ 16. (1) IIpu mbpBOTO AOroBapsiHE C MPUTEKATETUTE HA pa3pelleHus 3a
ynotpeba Ui TEXHU YII'BITHOMOIIEHHU MPEJCTaBUTEIN Ha OTCTHIKY 1o wi. 21, am. 1, 1. 1
pa3mMepbT Ha oOliara OTCThIKA € He mo-Manko oT 20 Ha cto ot paszxoaure Ha H30K 3a
nepuo/ia OT BIM3aHe B CHJjia Ha HapenOaTa j0 Kpas Ha 2015 1.

(2) B cniydaute no an. 1 He ce npunara ui. 22, an. 10.

§ 17. HaumonannaTa 3ApaBHOOCHUTYpUTEIHA Kaca CIHpa Ja 3arjamna 3a
JIeKapCTBEHU MpoaykTu no wi. 45, an. 10, 13 u 19 330, 3a kouTO HE ca TOrOBOPEHU
OTCTBIIKHA.

§ 18. IlpuTexarenute Ha pa3pelIeHHs 3a yroTpeda Ha JIeKapCTBEHH IPOAYKTH
no wi. 10e, an. 1, KOUTO KbM MOMEHTA Ha BJIM3aHE B CUJIa Ha Hapendara ca BKJIIOUYEHH B
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ITJIC no un. 262, an. 6, 1. 2 3JIIIXM, B 30-1HEBEH CpOK OT BJIM3AHETO M B CUJIa MOJaBaT
3asiBJICHUE 110 00pasel cbriaacHo npuioxkenne Ne la kpm wi. 10e, ai. 2.

§ 19. HapenOata Bin3a B cuiia OT JaTtara Ha oOHapojaBaHeTo i B "JIbpikaBeH
BECTHHK".

3aK/JII0YUTeHU pa3nopendu
KBbM HAPEJIGA 3A U3MEHEHME M JOITBbJHEHUE HA HAPEJBA Ne
10 OT 2009 T. 3A YCJIOBUMSTA M PEJIA 3A 3AIIJIALIIAHE HA
JEKAPCTBEHU MPOJYKTH MO YJI. 262, AJL 6, T. 1 U T. 2 OT
3AKOHA 3A JEKAPCTBEHMTE NMPOJAYKTU B XYMAHHATA
MEJIMIUHA, HA MEIUIIMHCKY U3JIEJUS U HA JTUETUYHUA
XPAHH 3A CNEIAAJHA MEJULIWHCKHA HEJHT, KAKTO U HA
JEKAPCTBEHHU MPOJYKTH 3A 3APABHU JEMHOCTH IO Y.J1I. 82,
AJLL 2, T.3 OT 3AKOHA 3A 3JIPABETO

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

§ 4. Hapenbara Bim3a B cuiia OT JACHS Ha oOHapojaBaHeTo M B "JIbpkaBeH
BECTHHK".

IIpexonHu u 3aK/JIIOYUTETHH pa3nopeadu
KbM HAPE/IGA 3A UBMEHEHUE U JTOITbJIHEHUE HA HAPE/IBA Ne
10 OT 2009 T'. 3A YCJIOBUSTA U PEJIA 3A 3AIIVIALLIAHE HA
JIEKAPCTBEHU NPOAYKTMH IO UJI. 262, AJ1.6, T.1 U T.2 OT
3AKOHA 3A JIEKAPCTBEHUTE INPOAYKTHU B XYMAHHATA
ME/IMIIUHA, HA MEJUIIUHCKU U3JAEJUSA N HA IUETUYHU
XPAHU 3A CIIEHUAJIHU ME/IMHUHCKHA LHEJIA, KAKTO U HA
JEKAPCTBEHU IMPOJAYKTH 3A 3IPABHM JJEHHOCTH IT1O UJI. 82,
AJL. 2, T.3 OT 3AKOHA 3A 3IPABETO

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

§ 9. loroBopenute oTcThIKU 1Mo wi. 21, an. 1, T. 1, OykBa "a" 3a 4eTBBPTOTO
TpuMeceune Ha 2017 r. ce 3arutamar aBancoBo 10 15 HoemBpu 2017 r. Ha 6a3ata Ha peajieH
pasxon Ha H30K 3a tpetoTo Tpumeceune Ha 2017 r. Jlo kpas Ha MbPBOTO TPUMECEUUE HA
2018 r. ce u3BBpIIBA CHOTBETHO W3PaBHIBAHE ChOOPA3HO peaTHUs pa3Xxo/ 3a YETBBPTOTO
Tpumeceune Ha 2017 r. (Ipy HaJABULIEH UM NTO-MAJIBK pa3Mep Ha KOMIIEHCALUATA).

§ 10. (1) IIpu obm pbct Ha mporHoznute paszxonu Ha H3OK 3a Bcuuku
JIEKapCTBEHM TMPOAYKTH, 3aIlJIalllaHd HarmbiHO Wi yactuyHo oT H3OK, nmo-Bucok ot 3
NpPOIIEHTA 3a MepHUo/ia OT BIIM3aHe B cuila Ha HapeabaTa 1o 31 nekemBpu 2017 1. cpsamo
W3BBPIICHUS pa3xof 3a Cbiuusa nepuod Ha 2016 r., U34uCieH ciel NpucHajaHe Ha
JIOTOBOPEHUTE OTCTBHIKHU 1O wi. 21, an. 1, 1. 1 u an. 2 3a nepuoaa, npurexaTeanuTe Ha
pa3perieHueTo 3a yrnoTpeda/TeXHUTE YIIBIHOMOIICHHU TMPEICTaBUTENN, (DOPMHUPATH TO3U
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PBCT 3a JIGKAPCTBEHUTE CU NMPOAYKTH 1o wi. 20, an. 1, mpeaocTaBaT OTCThIIKA MO Wi. 21,
ain. 6 B pazmep 40 mpolieHTa OT ChOTBETHUS pa3Mep Ha PbCTA CH 32 IIOCOUYEHUS TIEPHUO/I.
[IporHo3HusT pa3mep Ha ab/KUMaTta oTcThlika ce ompenaens or H30K u ce 3amnamia
ABAaHCOBO OT CBHOTBETHHTE TMIPHUTEKATEIM Ha paspelieHue 3a ymoTpeda/TeXHUTE
YI'bJIHOMOIIIEHU MPEeCTaBUTENU B cpok 10 15.11.2017 1.

(2) CxmoueHnTe KbM JIaTaTa Ha BIU3aHE B CHJIAa HAa Hapeadara JOTOBOPH 3a
OTCTBIIKM 10 4. 21, am. 1, T. 1 ocraBar B criia g0 31.12.2017 r., xaTo ¢ JONMBIHUTEIIHU
CIOpa3yMEHHUsI KbM TAX CE YpexKIa aBaHCOBOTO MPEIOCTaBsIHE Ha OTCTHIIKU IO al. 1.

§ 11. Hapenbara Bnu3a B cuia OT JeHS Ha oOHapoaBaHeTo U B "J[bpikaBeH
BECTHUK" ¢ U3KJIOYeHUE Ha § 4 u 8, KouTo Biau3aT B cuja oT 1 ssayapu 2018 1.

3aKJII0YUTEeHU pa3nopeadu
KBbM HAPEBA 3A UBMEHEHUE U JOII'bJIHEHUE HA HAPEJIBA Ne
10 OT 2009 I'. 3A YCJIOBUSATA U PEJA 3A 3AIIVTAITIAHE HA
JIEKAPCTBEHHU ITPOAYKTH IO YJI. 262, AJ1. 6, T.1 U T.2 OT
3AKOHA 3A JIEKAPCTBEHUTE INIPOAYKTHU B XYMAHHATA
MEJIMIINHA, HA MEJUIIUMHCKU U3JEJINA 1 HA JUETUYHUA
XPAHMU 3A CHEIIMAJTHA MEJUIIUMHCKH LHEJIN, KAKTO 1 HA
JEKAPCTBEHH ITPOJAYKTH 3A 3IPABHU JEHHOCTH 110 4.1I. 82,
AJL. 2, T.3 OT 3AKOHA 3A 3IPABETO

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

§ 5. Hapenbara Biu3a B cuiia OT JeHA Ha oOHapojBaHeTo ¥ B "JlbpikaBeH
BECTHHK".

IIpexoanu u 3aKIIOUYUTETHHA pa3nopeadoun
KbM HAPE/IGA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPE/IBA Ne
10 OT 2009 I'. 3A YCJIOBUSATA U PEJIA 3A 3AIIVIALLIAHE HA
JIEKAPCTBEHHU TPOAYKTHU 11O YJI. 262, AJ1. 6, T.1 U 2 OT 3AKOHA
3A JIEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA MEJUILINHA, HA
MEJUIOUHCKHA U3JAEJINA U HA JTUETUYHU XPAHUA 3A
CHEHOUAJIHU MEIMIIMHCKH LEJIA, KAKTO U HA JIEKAPCTBEHH
IMPOJYKTH 3A 3JIPABHU JEMHOCTH 110 YJI. 82, AJ. 2, T. 3 OT
3AKOHA 3A 3IPABETO

(OBH. - 1B, BP. 17 OT 2019 I'., U3BM. U JIOIl. - /IB, BP. 47 OT 2019T".)

§ 33. B enHomeceueH Cpok OT BIM3aHE B CUjla HA HapeadaTa MpuTeKaTeInTe
Ha pa3pelieHue 3a ynorpeda/TeXH! YITbIHOMOIIEHHU MPEICTaBUTENN TOaBaT 3asiBICHUS
no wi. 10e, am. 2 3a 3ammamane or H3OK Ha nekapcTBeHUTE MNPOAYKTH TpPH
YKMBOTO3aCTpalllaBally KPbBOU3JINBY U CIEIIHU ONEPATUBHU U UHBA3UBHU MHTEPBEHLINN
IIPpU MAUEHTU C BPOACHH KOAryJolaTruu, 3alljialllaH B OoJIHMYHATAa MEAUIIMHCKA ITOMOII]
W3BBH CTOMHOCTTA Ha OKAa3aHUTE MCIUIUHCKHU YCIIYTH.
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§ 34. B nBymeceden cpok oT Bim3aHe B cuia Ha Hapembara H30K wu
MPUTEKATEIIUTE HA pa3pelieHus 3a yMoTpeOa/TeXHH YIIBIIHOMOIIECHU MPEICTaBUTEIN
CKJIFOYBAT JIOTOBOPH 3a OTCTHIIKU M 3a MpUJIaraHe Ha Mexanu3ma mno 4i. 34, an. 1 3a 2019
I., KOUTO BKJIIOYBAT nepuoaa ot 1 suyapu o 31 aexkemspu 2019 1.

§ 35. B nBymMecedeH cpok OT BIM3aHE B CHJIa HAa HapendaTa ce IpoBEXIa
3aIBJDKUTENHO LIEHTPAIM3UPAHO J0roBapsiHe Ha OoTcThIkH 3a 2019 r. 3a nexapcTBeHUTE
MIPOJIYKTH MIPH JKMBOTO3AaCTpalIaBali KPHBOU3IMBU U CIICITHU ONEPATUBHU U MHBA3UBHU
MHTEPBEHIIMM TpPU MAIMEHTH C BPOJCHH KOAryjiolaTHH, 3alllallaHd B OOJHUYHATA
MEJIUIIMHCKA TIOMOI U3BbH CTOMHOCTTA HAa OKA3aHUTE MEIMUIIMHCKU YCIIYTH, 332 KOUTO
CTOMHOCTTA, 3aramniana oT 0ropkera Ha H30K, ce u3uucnsaBa upes rpynupaHe, B KOETO
HE y4acTBarT JIEKAPCTBEHU MPOYKTH HA IPYTU MPUTEXKATENU Ha pa3pelieHne 3a ynorpeoa.

§ 36. B n1BymMecedeH cpoK OT BJIM3aHE B CHJIa HA Hapea0aTa MpUTeKaTeIIUTE Ha
paspenieHre 3a ynorpeba/TeXHH YITBTHOMOIICHU TMPEACTaBUTEIM MOrarT Ja IoJaBaT
npeoxenus u na porosapsat ¢ H30K orcrenku no wi. 21, ain. 1, T. 4, npeaocTaBsHu U
3aIyiallaHy Ipy YCIOBUSATA U N0 pefia, perjaMeHTUpaHu ¢ HapendaTa.

§ 37. (1) (Hon. - B, 6p. 47 ot 2019 r.) MexaHu3mbT, rapaHnThpay
HpPEeIBUANMOCT U ycToiunBOCT Ha Oropkera Ha H30K no riaBa nera v npuiiokeHue KbM
Ne 10 kpMm un. 34, an. 1, 3a 2019 r. ce npunara 3a BCUYKHU JIEKAPCTBEHU IMPOIYKTH,
OTITyCHaTH, ChOTBETHO MPHUJIOKEHH, OTUYETEHU U 3aIUIaT€HH HAIIBJIHO WJIM YaCTHYHO OT
H30K mpe3 mepuoga 1.01.2019 - 31.12.2019 r., ¢ u3KIIOYEHHWE HA JIEKAPCTBEHUTE
HPOAYKTH IIPH KUBOTO3AaCTpALIaBAIM KPbBOU3JIMBY U CIELIHU ONIEPAaTUBHU M HHBA3UBHU
MHTEPBEHLIUY IIPY MALMEHTHU C BPOJIEHU KOAryJsonaTuu, BKIIOYEHHU B IAKETA, ONPEAEIIEH C
HapenOara o 4. 45, ain. 2 ot 3akoHa 3a 3ApaBHOTO ocurypsisane, kouto H30K 3amnamia
Ha M3IBbJIHUTENNTE HAa OOJHUYHA MEIULIMHCKA TIOMOIIl U3BbH CTOMHOCTTA HA OKa3BaHUTE
MEAMLMHCKH YCIIYTH.

(2) (HoBa - IB, 0p. 47 ot 2019 r.) [Ipu npunarane Ha MEXaHU3Ma Pa3XOJIUTE
Ha H3OK 3a nexkapcTBeHHTE NPOAYKTU INPU KMBOTO3ACTpAllaBAIU KPBBOU3IMBU U
CIEIIHU ONIepaTUBHU U MHBA3UBHU MHTEPBEHIINH MPH MMALMEHTH C BPOJICHU KOATyJIONaTUN
HE ce BKJIIOYBAT BbB:

1. rogumnug 6ro/pket 3a 2019 1. 32 OCHOBHA Ipyma JEKapCTBEHU MPOIYKTH
"B", mocouena B ui. 35, an. 1, 6yksa "B";

2. OpU U3YUCIABAHE HA TPUMECEUHUTE M TOJUIIHOTO HAJBMILIEHUS 3a
OCHOBHATa rpyna no T. 1;

3. Ipu U3YMCIIABAHE HAa CyMUTE 3a Ha/IBUILIEHUS, YCTAHOBEHH MPU MpHUJIaraHe
Ha MEXaHH3Ma, MOAJISKAIIN Ha TUPEKTHU IJIAllaHMs, 3a JIEKApCTBEHUTE MPOAYKTH OT
OCHOBHaTa rpymna no t. 1.

(3) (Ilpeaumna ain. 2 - IB, 6p. 47 ot 2019 r.) B nBymMeceueH cpok OT BIU3aHe
B cuia Ha Hapen6ata H30K u mputexarenure Ha paspelieHHsATa 3a yrnoTpeda/TeXHu
YITBJIHOMOIIIEHHU MPEJICTABUTENN HA JIEKAPCTBEHUTE MPOJYKTH, 3aIlIall[aHd HAIIBJIHO WU
yactuuHo oT H30K, konTo He moasieskar Ha 3aAbJKUTEITHO HEHTPAIU3UPAHO JTOTOBAPSHE
Ha OTCTBIIKH, CKJIIOYBAT JOTOBOpH 10 ui. 34, an. 3 3a npunarase 3a 2019 r. Ha MmexaHu3zMa
1o aj. 1 3a Te3u NpOAYKTH.

3ak/Il0uuTeIHU pa3nopendu
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne
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10 OT 2009 I'. 3A YCJUIOBUSATA, PEJA, MEXAHU3MA U KPUTEPUUTE
3A SAIVTAINAHE OT HAITMOHAJIHATA 3IPABHOOCHUI'YPUTEJIHA
KACA HA JIEKAPCTBEHMU ITPOAYKTHU, MEJUIIUHCKH U3JAEJIUA U
HA JUETUYHU XPAHMU 3A CHEINUAJIHU MEJJULIIUHCKU LEJIA,
JOT'OBAPSAHE HA OTCTBHIIKU U ITPUJIA'AHE HA MEXAHU3MMU,
TAPAHTUPAIIU NPEABUIUMOCT U YCTOMYUBOCT HA
BIOJVKETA HA H30K

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

§ 19. Horosopure 3a 2020 r. mexay HanuoHnanHaTa 34paBHOOCUTYpPUTENTHA
Kaca U IPUTEKATEINTE Ha pa3pelleHus 3a ynorpebda Ha JIEKAPCTBEHU NMPOTYKTH/TEXHU
YI'BJIHOMOIIIEHHU [IPEICTaBUTENM, KOUTO BJIM3AT B cuiia oT 1 sHyapu 2020 1., ce ckirouBar
OpU YCIOBMATAa W IO pela Ha Ta3u Hapenda M ChIVIACHO MEXaHM3Ma, IapaHTUpaL]
MPEeBUIUMOCT U yCTOMUMBOCT Ha Oropkera Ha H30K 3a 2020 r.

3aKJIl04YUTeHH pasnopendu
KBbM HAPEJBA 3A JOITBJIHEHUE HA HAPEJIBA Ne 10 OT 2009 T'. 3A
YCIIOBUATA, PEJA, MEXAHU3MA U KPUTEPUUTE 3A
SAIIVTAIHTAHE OT HAIIUOHAJIHATA 3IPABHOOCHUT'YPUTEJIHA
KACA HA JIEKAPCTBEHMU INPOAYKTHU, MEJUIIUHCKH U3JAEJIUA U
HA JUETUYHU XPAHMU 3A CIHEIUMAJITHA MEJIMIITUHCKH LEJIA,
JOT'OBAPSAHE HA OTCTBIIKU U Bb3CTAHOBSABAHE HA
NPEBUIIEHUTE CPEJACTBA IIPU IPUJIAT'AHE HA MEXAHU3BM,
TAPAHTHPAI ITPEJABUIUMOCT U YCTOMUYMUBOCT HA
BIOVKETA HA H30K

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

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

3akJIl04YUTeHH pasnopenou
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne
10 OT 2009 I'. 3A YCJUIOBUSTA, PEJA, MEXAHU3MA U KPUTEPUUTE
3A SAIIVTAINAHE OT HAHMOHAJIHATA 3IPABHOOCUT'YPUTEJIHA
KACA HA JIEKAPCTBEHMU INPOAYKTHU, MEJUIIUHCKH U3JAEJUA U
HA JTUETUYHU XPAHMU 3A CHIEINUAJIHU MEJNIIUHCKH LEJIN,
JOT'OBAPSHE HA OTCTBIIKU U Bb3CTAHOBSABAHE HA
NPEBUIINEHUTE CPEJACTBA IIPU IPUJIATAHE HA MEXAHU3bBM,
TAPAHTHPAI ITIPEJABUIUMOCT U YCTOMUYUBOCT HA
BIO/I’KETA HA H30K
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(OBH. - 1B, BP. 73 OT 2021 I"., B CWJIA OT 03.09.2021T".)

§ 3. Hapenbara Bim3a B cuiia OoT AcHS Ha oOHapoaBaHeTo M B "JIbpikaBeH

BECTHHUK".

3ak/II0YNTeIHE pa3nopenoun
KbM HAPEJBA 3A U3BMEHEHUE HA HAPE/IBA Ne 10 OT 2009 I'. 3A
YCJIOBUSATA, PEJA, MEXAHU3MA U KPUTEPUUTE 3A
SAIIVTIAIHIAHE OT HAIIMOHAJIHATA 3IPABHOOCUI'YPUTEJIHA
KACA HA JIEKAPCTBEHMU IMNPOAYKTU, MEAULIUHCKU U3JAEJINUA U
HA JUETUYHU XPAHU 3A COIEUAJIHU MEJJULIUHCKHU LEJIAU,
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. 109 OT 2021 T'., BCHWJIA OT 01.01.2022T".)
§ 2. Hapenbara Bim3a B cuia ot 1 ssHyapu 2022 T.

3aK/JII0YUTeHU pa3nopendu
KbM HAPE/IGA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPE/IBA Ne
10 OT 2009 I'. 3A YCJIOBUSATA, PEJA, MEXAHU3MA U KPUTEPUUTE
3A BAIIVTAINIAHE OT HAIIMOHAJIHATA 3IPABHOOCUTI'YPUTEJIHA
KACA HA JIEKAPCTBEHHU TPOAYKTU, MEJUIINHCKHU U3AEJUA U
HA JTMETUYHU XPAHU 3A CIIENUAJIHA MEJUIITUHCKU L EJIA,
JOI'OBAPSHE HA OTCTBHIIKU U Bb3CTAHOBSIBAHE HA
HPEBUHIEHUTE CPEJACTBA ITPU ITPUJIAT'AHE HA MEXAHU3bM,
TAPAHTHUPAII TPEABUJIMMOCT U1 YCTOMUYHUBOCT HA
BIOJ/KETA HA H30K

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

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

BECTHUK".

3ak/Il04uTeHU pasnopendu
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne
10 OT 2009 I'. 3A YCJUIOBUSTA, PEJA, MEXAHU3MA U KPUTEPUUTE
3A SAIVTAINIAHE OT HAIITMOHAJIHATA 3IPABHOOCHUT'YPUTEJIHA
KACA HA JIEKAPCTBEHMU INPOAYKTU, MEJULIUHCKHU U3JAEJUA U
HA JUETUYHU XPAHMU 3A CHEIIMAJTHU MEJIMIIUHCKH LEJIA,
JOTI'OBAPSAHE HA OTCTBIIKU U Bb3CTAHOBABAHE HA
NPEBUIIEHUTE CPEJACTBA IIPU IPUJIATAHE HA MEXAHU3bBM,
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TAPAHTHUPAI IPEJBUIUMOCT U YCTOMUYABOCT HA
BIOI’KETA HA H30K

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

§ 20. Hapenbara Bim3a B cuna ot 1 romum 2022 1.

3aKII0YNTeIHE pa3nopenoun
KbM HAPE/IGA 3A UBMEHEHUE HA HAPE/IBA Ne 10 OT 2009 I'. 3A
YCIIOBUSTA, PEJA, MEXAHU3MA U KPUTEPUUTE 3A
SAIIVTIAITAHE OT HAIIUOHAJIHATA 3IPABHOOCHUT'YPUTEJIHA
KACA HA JIEKAPCTBEHHU NPOAYKTU, MEJUIINHCKU U3AEJUA U
HA JTMETUYHU XPAHU 3A CIIENUAJIHA MEJUIITUHCKH IEJHU U
HA IOMOIIIHU CPEJACTBA, ITPUCITIOCOBJIEHU S, CbOPBKEHUSA
N MEANLOUHCKUA U3IEJINSA 3A XOPATA C YBPEKJIAHUS,
JOI'OBAPSHE HA OTCTBIIKU U Bb3CTAHOBSIBAHE HA
HPEBUHIEHUTE CPEJACTBA IIPU ITPUJIAT'AHE HA MEXAHU3bM,
TAPAHTHUPAII TPEABUJIMMOCT U1 YCTOMUYHUBOCT HA
BIOJ/KETA HA H30K

(OBH. - 1B, BP. 100 OT 2023 I'., B CUJIA OT 01.12.2023 T".)

§ 2. Hapenbara Bnu3a B cuia OT AcHsS Ha oOHapojBaHeTo U B "JbpkaBeH
BECTHHK".

IIpexoanu u 3aKIIOUYUTETHHA pa3nopeadoun
KBbM HAPEJIBA 3A IOITBJIHEHUE HA HAPE/IBA Ne 10 OT 2009 I'. 3A
YCJIIOBUSATA, PEJA, MEXAHU3MA U KPUTEPUUTE 3A
SAIIVTAITAHE OT HAIIMOHAJIHATA 3IPABHOOCHUT'YPUTEJIHA
KACA HA JIEKAPCTBEHU ITPOAYKTU, MEJULIUHCKHU U3JIEJNUSA U
HA ITMETUYHHU XPAHUA 3A CIIEHUAJIHA ME/IMIIMHCKHAU LIEJIN U
HA IOMOIIIHA CPEJACTBA, ITPUCITOCOBJIEHUS, CbOPBXKEHUSA
N MEJUIHUHCKHU U3JTEJINA 3A XOPATA C YBPEX/IAHUA,
JOT'OBAPSAHE HA OTCTBHBIIKHU U BB3CTAHOBSIBAHE HA
HPEBUUHIEHUTE CPEJACTBA ITPU ITPUJIAT'AHE HA MEXAHU3bM,
TAPAHTHUPAII TPEJABUJIMMOCT U YCTOMUYHUBOCT HA
BIOJ/KETA HA H30K

(OBH. - 1B, BP. 43 OT 2024 T'., B C1JIA OT 17.05.2024 T".)
§ 4. B cnyuaii ye xpM 1 roam 2024 r. HAMa CKIIOYEHH OT MUHHMCTHpA Ha
3[paBeoNa3BaHETO B KadecTBOTO My Ha lleHTpaneH opraH 3a HOKYNKH B CEKTOp

"311paBeona3BaHe” 1 BJIC3JIK B CUJIa paMKOBH CIIOPAa3yMCHHS, OT Ta3U AaTa A0 CKIIIOYBAHC
U BJIM3aHC B CHUJIa HA HOBU PAMKOBH CIIOPA3YyMCHUA CC IpuJiara 4. IO)K, an. 1r - 1.
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§ 5. IIspBOoTO mIECTMECEUME, 3a KOETO C€ OIpEeAes CPEIHONpETericHa
CTOMHOCT 1o peaa Ha ui. 10k, an. le u an. 1, o6xBamia nepuona ot 1 nexemspu 2023 r.
1o 31 mait 2024 .

§ 6. ITbpBOTO HIECTMECEUHE, 32 KOETO ce MyOnrKyBa nHpopmarus 1mo 1. 10k,
an. 11, ooxpamra nmepruoaa ot 1 roymm 2024 r. 1o 31 nekemspu 2024 T.

§ 7. HapenbaTa Bim3a B cuia OT JACHS Ha oOHapoaBaHeTo M B "[IbpikaBeH
BECTHHK".

[Tpunoxenne Ne 1 kbM ui. 4

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

JAJABJIEHUNE

(NbIHO HAUMEHOBANUE HA NpUMedcameis Ha paspeulenuemo 3a ynompeoa)
ChC CEJANIUIIE U aJpec Ha YIpaBJICHUE:

(3a puOUUecKo nuye - NbIHO HAUMEHO8AHUEe HA npedcmasumens, ceoanuue u aopec Ha
ynpasnenue; 3a uzuyecko auye - mpume umera, EI'H, nocmosmnen aopec)

8 KAUeCmeomo My Ha: npumexicamei Ha paspeuwienue 3a ynompeoa/ynviHomMoujeH
npedcmasumer

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

Anpec:
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YBAXAEMU I'OCITOJJUH/T'OCITIOXO
YIIPABUTEIJI,

Ha ocHoBanwue 1. 4 BB Bpb3Kka ¢ wi. 5 ot Hapeg6a Ne 10 ot 2009 r. 3a ycnoBusTa u peaa 3a
3arulallaie Ha JeKapCTBEHHU MPOAYKTH 10 Wi. 262, at. 6, T. 1 oT 3akoHa 3a JIeKapCTBEHUTE
IPOJYKTHU B XyMaHHATa MEIMLIMHA, HA METUIIMHCKU U3/eNUs U Ha TUETHYHU XPaHH 32
CIIELUATHY MEIUIIMHCKH 11eJI, KAKTO U Ha JIEKAPCTBEHU MPOAYKTH 32 3[paBHUTE ACHHOCTHU IO
1. 82, an. 2, T. 3 o 3aKOHa 3a 37ApaBETO 3asBSIBaM, 4e xkejas jaa ce 3amnamar oT H30K
CJICIHUTE JIEKAPCTBEHH MPOAYKTH:

KbM HacTOAIIOTO 3asiBI€HUE TPUIIaraM CJIEIHUTE TOKYMEHTHU:
1. Komrie ot Bsi3710 B cuita perieHue Ha HarmoHanHus ChbBET MO LIEHU U peUMOypCcupaHe Ha
JIEKAPCTBEHUTE MPOAYKTH

(npunazam ce peuwleHusma 3a 8CeKu eOuH om NOCo4eHume no-20pe 8 3as8J1eHUeno nPoOyKmu)

JLATAL (oo e
(noonuc u neuam Ha 3as8umeisi)

ITpunoxxenne Ne 1a xpm ui. 10e, ain. 2

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

3AABJIEHUWE
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(NbIHO HAUMEHOBAHUe HA npumedicamelis Ha paspeulenuemo 3a ynompeoa)

ChC Cc€aaInuic U aapeC Ha YIIPaBJICHHUC!

(3a ropuouuecko auye - NbJIHO HAUMEHOB8AHUE HA Npedcmasumels, cedaiuwe u aopec Ha
ynpasnenue; 3a guzuiecko auye - mpume umena, EI'H, nocmosnen aopec)
B Ka4E€CTBOTO MY Ha: IPUTEKATEI HA pa3pelieHre 3a ynoTpeda/yrbIHOMOIIEH TPEICTaBUTEI
(HessipHOMO ce 3auepmasa)
C IOKYMEHT, yJI0OCTOBEPSIBAIIl IPECTaBUTEIIHATA BIIACT:
3a chOOIIEHHS U KOHTAKTH:
Anpec:

YBAXAEMU I'OCITOJJUH/T'OCITIOXO
YIIPABUTEIJI,

Ha ocnoBanwue ui. 10e, an. 2 or Hapen6a Ne 10 ot 2009 r. 3a ycnoBusiTa 1 pejia 3a 3arianiafHe
HAa JIEKapCTBEHU MPOAYKTHU IO wiI. 262, an. 6, T. 1 u 2 ot 3aKkoHa 3a JIEKApCTBEHUTE MTPOJYKTH B
XyMaHHaTa MEJUIIMHA, Ha MEIUIIUTHCKH U3JIENNs M Ha JUETUYHN XPAaHU 32 CTICIUATHU
MEIULMHCKH 11€JIM, KaKTO U Ha JIEKapCTBEHM MPOAYKTH 3a 3JIpaBHUTE IEHHOCTH 1Mo 4. 82, ai. 2,
T. 3 oT 3aKOHa 3a 3/IpaBETO, 3asBsiBaM, 4e kenas aa ce 3amiamar ot H30K crnegaute
JIeKapCTBEHH MPOAYKTH:

KbM HacToAI110TO 3asiBJIEHUE MPUIaraM CleAHUTE JOKYMEHTH:
1. Kone ot Bisi3710 B cuila perieHre Ha HaloHanHus ChBET 10 LIEHU U peuMOypcrpaHe Ha
JIEKapCTBEHUTE MPOIYKTH.

(npunazam ce pewleHusmMa 3a 6ceKu eOUH Om NOCOYeHUme no-20pe 6 3AsA6IEeHUEMO NPOOYKMU)
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(noonuc u neyam
Ha 3as6umeins)

[Tpunoxxenue Ne 2 kpm 4. 8a, an. 9 u un. 10k, an. 9

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

[MTPOTOKOJI

No MHara: OPUT'MHAJI
000000000...

IIpurexaren Ha
paszpelieHue 3a
yrnorpebda/Hero
YI'BJIHOMOLIECH
IpeJICTaBUTEN

Anpec:

WH o 3/1/1C/MH no
HAIMOHAJTHOTO
3akoHojarencTso 3a [JJC:

EUK/BYJICTAT:
M.O.JI.

ITomyyarenn: HauuonanHa 31paBHOOCUTYPHUTEIHA Kaca

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

Or: JHo:

3a nepuon;

3a mocodeHus NepUo AbJKMMaTa 3a Bb3cTaHoBsiBaHe cyMa Ha H3OK ot nputexarens Ha
pas3pelieHue 3a yrnorpeda/HeroB yrbIHOMOIIEH MpeacTaBuTelN Ha 3ariateHu oT H30K
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TCparuAaTa, Bb3JIM3a Ha:

Cp€ACTBa 3a JICKaAPCTBCHU IIPOAYKTH 34 MaMCHTH, ITPU KOUTO € HAJIUIIC JIMIICA HAa PE3yJITaT OT

No| I'pyna| JlexapctBen
(A, B, MPOIYKT
B)

KomngectBo 3anaTeHa cyma 3a 3amnaTeHa cyma ot
eaquauna ot H30K, H30K, nomexaia Ha
MoJjiesxaiia Ha BB3CTaHOBSIBaHE 00IIIO
Bb3CTAHOBSIBAHE

H3MmeHeHne Ha JaHbYHATAa OCHOBA O6HIOI

JJIC craBkaj

N3amenenue Ha JIJ1C:

CYMa 34 IJ1alma”He:

CpOK 3a I1alIa”He:

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

OcHoBanue 3a HU3JaBaHC!:

Unen 8a, ann. 9 u un. 10k, an. 9 or Hapen6a Ne 10 ot 2009 r.
3a yCJIOBHSTA, pella, MEXaHU3Ma U KPUTEPUUTE 32
3amiamane ot Hamonanxara 31paBHOOCUTYPHUTEINIHA Kaca
Ha JICKapCTBEHU MPOIYKTU, METUIIMHCKHU U3ETHS U HA
JUETUYHU XPaHU 3a CTIELIMAIHA METULIIUHCKY LEJH,
JIOTOBApsIHE HA OTCTHIIKK U BH3CTAHOBSIBAHE Ha
MIPEBULIEHUTE CPEICTBA MPHU MPUIAraHe Ha MEXaHU3bM,
rapaHTHpaIl TPEABUANMOCT U YCTOWYHUBOCT Ha OIOHKEeTa Ha
H30K

Jlata Ha BH3HUKBaHE HA
JaHBbYHOTO CHOUTHE:

IIpunoxenue:

CnpaBka 3a KOJIMYECTBATa Ha JIEKapCTBEHU MPOJYKTH 3a
MAIUEeHTH, TIPH KOUTO € HAJUIIE JIUTICA Ha PE3YITaT OT
Tepanusira, u cpeicrrara, 3amnarenn ot H30K 3a tsx

3a mpuTexkaTens Ha
paspenieHueTo 3a yrnorpebda/
HETOB yIIBJIHOMOIIIEH
TIPEICTaBUTEIL:

3a Hauuonannara 3APAaBHOOCUTYPUTCIIHA KacCa:

ITpunoxxenne Ne 3 xbM 4. 9a, an. 1
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(U3m. - IB, 6p. 34 ot 2009 r., npeauminao [Ipunoxkenue Ne 3 kbM wi. 7, an. 3
uun. 16, an. 2, usm. - JIB, 6p. 67 ot 2011 r., u3m. u gom. - IB, 6p. 48 ot 2014 1.)

J0
YIIPABUTEJIA HA H30K

JAJABJIEHUNE

(NbIHO HAUMEHOBAHUE HA Npumedicamelis Ha paspeulenuemo 3a ynompeoa)
ChC CENAINIIE U aIpEC Ha YIIPABIICHUE:

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

B Ka4eCTBOTO MY Ha: IIPUTEKATEI Ha pa3pelIeHne 3a yrnoTpeda/yrbIIHOMOIIEH PeACTaBUTEN
(HessApHOMO ce 3auepmasa)
C IOKYMEHT, YI0CTOBEpsIBaII] MPEACTaBUTEIHATA BIACT:

Anpec:

YBAXAEMU I'OCIIOAMH/T OCITIOXKO
YIIPABUTEJI,
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Ha ocHoBanwue 4. 9a, an. 1 or Hapen6a Ne 10 ot 2009 r. 3a ycnoBusATa 1 peja 3a 3arianiaHe Ha
JIEKapCTBEHM MPOIYKTH 110 4il. 262, an. 6, T. 1 oT 3aKoHa 3a JIeKapCTBEHUTE NPOAYKTHU B
XyMaHHaTa MeJIMLMHA, HA MEIUIIMHCKY U3/eNUs U Ha TUEeTHYHU XPaHH 3a CIIeLUaTHI
MEAMIMHCKH 11€JIU, KAaKTO U Ha JIEKAPCTBEHU MPOAYKTH 3a 3ApaBHUTE JEHHOCTHU 1O wiI. 82, ai. 2,
T. 3 oT 3aKOHa 3a 3JIpaBeTO 3asBsiBaM, ue »kKejas Ja ce npekparu 3amiamnanero or H30K no pena
Ha HapendarTa Ha CIICAHUTE JIEKAPCTBEHH MPOYKTH:

3.
B s ;PPN
(noonuc u neuam Ha 3aa8umeisi)
[Ipunoxenue Ne 3a kpm 4. 10a, an. 1
(Hogo - JIB, 6p. 48 oT 2014 1.)
3ASBJIEHUE
oT

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

ChC CEAIHIIE U apec Ha yIpaBJICHHE:

(3a puOUUecKo nuye - NbJIHO HAUMEHO8AHUEe HA Npedcmasumens, ceoanuue u aopec Ha
ynpasnenue;
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3a ¢usuuecko auye - mpume umena, EI'H, nocmosinen aopec)

B KaUECTBOTO MY Ha: MpUTEKATE] Ha pa3pelleHue 3a yrnoTpeda/ymbIHOMOIIEH MPeICTaBUTEN
(HessipHOMO Ce 3auepmasa)

C JIOKYMEHT, y10CTOBEpsBalll IPEACTaBUTEIHATA BIIACT:

3a chOOIIeHHS U KOHTaKTH:

Anpec:

YBAXAEMU I'OCITOJJUH/T'OCITIOXO
YIIPABUTEIJI,

Ha ocnoBanme uin. 10a, an. 1 ot Hapen6a Ne 10 ot 2009 r. 3a ycnoBusTa U pefia 3a 3ariamiaHe Ha
JIEKapCTBEHU MPOJIYKTH 110 Wil. 262, an. 6, T. 1 oT 3akoHa 3a JIEKapCTBEHUTE MPOJYKTH B
XyMaHHaTa MeJIUIMHA, HA MEIUIIMHCKY U3eNUs U Ha TUEeTHYHU XPaHH 32 CIIeLIUaTHI
MEAMIIMHCKH IIeJTU, KAaKTO U Ha JICKAPCTBEHU MPOJYKTH 3a 3PABHUTE JCHHOCTH O WI. 82, a. 2,
T. 3 oT 3aKoHa 3a 3/paBETO 3asBsBaM, Ue XKelas CICIHUTE JIEKAPCTBEHU MPOJTYKTH, HEOOXOAUMHU
3a U3IIBJIHEHUE Ha ICMHOCTUTE TI0 3[paBHA IPOrpama: ...........

(HaumeHoB8aHUe HA CbOMBEMHAMA NPOCPAMA)
nma ce 3amtamart oT H30K:

KbM HacTOAIIOTO 3asBIE€HUE TPUIIaraM CJIEIHUTE JOKYMEHTH:

1. Komrie ot Bisi3710 B cuita penieHue Ha HarmoHamHus ChBET O 1IEHW U peuMOypcrpaHe Ha
JIEKApCTBEHUTE MPOAYKTH (IIpUiIarar ce pelieHusTa 3a BCEKH €IMH OT TOCOYEHUTE M0-TOPE B
3asBJIEGHUETO MPOIYKTH).

2. CnuchK Ha IpUTEXaTeIUTE Ha pa3pellleHue 3a ThProBUs Ha €/Ipo C JIEKApCTBEHU MPOAYKTH.
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7 s - PR
(noonuc u neyam Ha 3a36uUMeJis).
[Tpunoxxenue Ne 36 kbm ui. 15, an. 1, 1. 2 mwi. 197, ai. 1
(Hogo - JIB, 6p. 48 oT 2014 1.)
J0
YIIPABUTEJIA HA H30K
3ASBJIEHUE
oT

(nvano Haumenosanue Ha npouzgooumens Ha MU (wa JIXCMIL])/ynvanomowen
npedcmasumen/mvpzogeya Ha eopo ¢ MH/ynvinomowen npeocmasumern)

ChbC CCAAIMIIC U aApEC HA YIIPABJIICHUC:

(3a opudu1ecKo nuye - NbIHO HAUMEHO8AHUe HA npedcmasumens, ceoaiuue u aopec Ha
ynpaeénenue; 3a ¢usuyecko auye - mpume umena, EI'H, nocmosanen adpec)
B KaueCTBOTO cH Ha: mpousBoauten Ha MU (1a JJXCMII)/ymbpaHOMOIIIEH TIpeicTaBuTeN/
Thprosemna Ha eapo ¢ MU/ynmbITHOMOIIEH ITpeicTaBUTEN
(HessipHOMO Ce 3auepmasa)
C IOKYMEHT, yI0CTOBEpsBaII] MPeACTaBUTEIHATA BIACT:

[TocouBam cremHus aapec 3a ChOOIIEHUS U KOHTAKTH:
Anpec:
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YBAXAEMU I'OCITOJJUH/T'OCITIOXO
YIIPABUTEIJI,

Ha ocnoBanue 4. 15, an. 1, 1. 2/4n. 197, an. 1 or Hapen6a Ne 10 ot 2009 r. 3a ycnoBusiTa u pena
3a 3aIlUIalllaHe Ha JICKApCTBEHU MPOAYKTH 10 Wi. 262, ain. 6, T. 1 oT 3akoHa 3a JIEKAPCTBEHUTE
MPOJYKTH B XyMaHHATa MEIUIIMHA, HA MEIUIIMHCKU M3CIUs U Ha TUSTHYHU XPaHH 32
CHeIUaIHA MEAUIIMHCKH LIEJH, KAKTO U Ha JIEKAPCTBEHH MPOIYKTH 32 3paBHUTE ACHHOCTH 110
. 82, an. 2, T. 3 ot 3aKoHa 3a 3/JpaBETO 3asBsABaM, Ue XKeJast 1a ce MPEKpaTH 3aIlialiaHeTo OT
H3OK mno pena Ha Hapenbara Ha CASAHUTE MPOAYKTH:

(noonuc u neyam Ha 3a368uUmMeJis).

ITpunoxxenne Ne 4 xpm 4. 19, ain. 1

(M3m. - B, 6p. 67 ot 2011 r., npeaumHo [punoxenue Ne 4 kpM uit. 14, u3m.
- 1B, 6p. 48 o1 2014 1.)

3ASBJIEHUE

(NbIHO HAUMEHOBAHUe HA NPOU3BOOUMETS/YNBIHOMOWEH NPEOCMAagumen)
ChC CeTAIMIIE U a/IpeC Ha YIpaBJICHHE:
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(3a ropududecko auye - NbIHO HAUMEHOBAHUE HA Npedcmasumens, ceoanruuje u aopec Ha
ynpaenenue; 3a ¢usuyecko auye - mpume umena, EI'H, nocmosanen aopec)
B KaUECTBOTO MY Ha: MPOU3BOAUTEN/yITBITHOMOIIEH IPEICTABUTEI
(HessipHOMO Ce 3auepmasa)
C IOKYMEHT, yI0CTOBEpsBalll IpeJCTaBUTEIHATA BIIACT:
[TocouBam creaHust aapec 3a ChOOIICHHS] U KOHTAKTH:
Anpec:

YBAXAEMU I'OCITOANH/TOCITIOXKO
YIIPABUTEIJI,

Ha ocnoBanue ui. 19, an. 1 or Hapen6a Ne 10 ot 2009 r. 3a ycnoBusaTa 1 pejia 3a 3arianjaHe Ha
JIEKApCTBEHU MPOAYKTH 1O Wi. 262, ant. 6, T. 1 oT 3akoHa 3a JIEKapCTBEHUTE IPOIYKTH B
XyMaHHAaTa MEJIUIIMHA, HA MEIUITMHCKY U3/CIUs U Ha TUETHYHU XPaHU 32 CIICIIHATHI
MEAMIIMHCKH 1IeTTU, KAaKTO U Ha JIGKAPCTBEHU MPOAYKTH 32 3[ApaBHU JIEHHOCTHU 1O 4. 82, an. 2, T.
3 ot 3akoHa 3a 3/IpaBeTo 3asBsiBaM, ue kenas Aa ce 3amamar oT H30K cnennure JIXCMILI;

I[I/IGTI/I‘IHI/ITC XpaHHu 3a CnCuaJIHu MCIUIUHCKHU LCJIN € CC pa3npOoCTpaHiaABaT A0 allTCKUTE,
CKIIFOYHJIA JOT'OBOP C H3OK, OT CJICAHUTC ThPTOBLU Ha €APO:

(HaumeHo8aHUe HA TUYEmO, NPUMENHCABAUO YOOCOBePeHUe 3a pecUcCmpayus Ha 00eKm 3a
MbP20BUSA C XPAHU, U30A0EHO NO peda Ha 3aKoHa 3a XpaHume)
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HpI/maraM CJICOIHUTE NOKYMCHTH:

1. Hdexnaparus, ye crotBeTHaTa JIXCMILI oTroBaps Ha ycioBuero 1o wi. 18, an. 3, kato ce
MOCOYBAT KOHKPETHUTE 00IEeCTBEHU ()OHIOBE B CHOTBETHATA bPKABA.

2. Jleknapaiys 3a CbIilacHe OT MIOCOYCHUTE THPrOBIM HA PO 3a JIOCTABKA Ha JTUCTUYHHUTE
XPaHU 3a CHEIUAIHN MEAUIIMHCKY LU (npuiazam ce 0ekiapayuy 0m 6CU4KU HOCOYeHU
Mbp2osyU Ha eopo).

3. Jleximapariusi 3a peryJisipHO OCUTYPsIBAaHE HA 3asIBEHUTE TUCTUYHU XPaHH 32 CIICIIHATHU
MEJUIIMHCKU 1I€JIM 3a MEePUOo/ HE MO-MaIbK OT 12 KajeHAapHU Mecela.

4. Konime oT TOKYMEHTH, Y0CTOBEPSBAIIM H3MCKBAaHUATA 10 4. 18, an. 1 (mpunarar ce
JIOKYMEHTH 32 BCSIKA TUETUYHA XpaHa 3a CIIeHHUATHA MEIUIIMHCKH 1IN ).

(noonuc u neyam Ha 3aA6uUmeJis).

[Ipunoxenne Ne 5 xpM ui. 16, an. 2

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

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

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

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

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

[Tpunoxxenne Ne 8 xbm ui. 21, an. 3 u 4

(Hoso - JIB, 6p. 67 ot 2011 r., npenumHo [Ipunoxenne Ne 8 xbpm ui. 21, an.
2, u3m. - /IB, 6p. 48 ot 2014 1., oT™. - /IB, 6p. 62 o1 2015 r., B cuna ot 14.08.2015 r.)

[Tpunoxenne Ne 8a kbM ui. 230, an. 3

(Hoso - IB, 6p. 30 ot 2015 1., npeaumno [Ipunoxenne Ne 8a kpm ui. 22, am.
11, m3m. - JIB, 6p. 62 ot 2015 r., B cmma ot 14.08.2015 ., uzm. - JIB, 6p. 19 ot 2020 1.,
npenuinHo [Ipunoxenne Ne 8a xkpm un. 236, an. 1 - [IB, Op. 49 ot 2022 r., B cuna ot
01.07.2022 1.)

I[MTPOTOKOJI

Ne 000000000... |Hara: OPUT'MHAJI
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[purexaren Ha pa3penieHue 33
ynoTpe6a/HeroB ybIHOMOIIEH
IPEICTABUTEI

Anpec:

WH no 3/11C/UH no
HAI[MOHAJTHOTO
3akoHojarenctso 3a J1JIC:

EUK/BYJICTAT:

M.O.JL.

[Tomyuaten: HauunonasHa 31paBHOOCUTYPHTEIHA Kaca

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

EUK/BYJICTAT: 121858220

M.O.JL.

Or: JHo:

3a nepuon;:

3a MoCOYeHHs EPUOJ ABJKUMATAa KOMIICHCALIMS 32 CMETKA Ha MIPUTEXKATEIs Ha pa3pelieHue 3a
yroTpeda/HeroB yIrbJIHOMOIICH MPEACTABUTE 3a 3aIUTAllaHe HAa OTITYCHATH M OTYCTCHU KbM
H3O0K nekapcTBeHn NpoayKTH Bb3JIM3a Ha:

z

I'pyna (A,| JlekapcTBeH KomuuectBo [Orcrbnka 3a enununal  OtcTbika o010
b, B) MPOIYKT

HM3MeHeHne Ha JaHbYHATA OCHOBA O6H_[OZ

JJC craBka:

Nzmenenue na JAJIC:

CyMa 3a IJiama”ne: CpOK 3a IJI1alaHe:

ITo cmerka Ha H30K: BIC: BNBGBGSD, IBAN: BG46 BNBG 9661 3100 1100 01
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OcHoBaHue 3a HU31aBaHC!

Unen 236, an. 1 or Hapen6a Ne 10 ot 2009 1. 3a
yCIIOBUSITA, pE/Ia, MEXaHU3Ma U KPUTEPHUUTE 32
3aruianiane ot HanmonamHaTa 3JpaBHOOCUTYPHUTEITHA
Kaca Ha JICKApCTBEHU MPOAYKTH, MEIUIIUHCKH U3ICIHS
Y Ha JIMETUYHH XPaHU 32 CICIHATHN MSIUIIMHCKH LIEIH,
JIOTOBApsIHE Ha OTCTHIIKU M Bb3CTAHOBSBAHE HA
MPEBUIIICHUTE CPEJICTBA MPH IpUjIaraHe Ha MEXaHU3bM,
rapaHTUpAI] TPEIBUANMOCT U YCTOWYMBOCT Ha
oromxera Ha H30K

I[aTa Ha Bb3HUKBAHC HAa JaHBYHOTO crouTHE:

IIpunoxenue:

CrpaBka 3a KOJIM4YecTBaTa OT JIEKAPCTBEHUTE MPOAYKTH
IO EJICKTPOHEH OTYET ChIJIACHO WiI. 8, all. 3, 3aIulaTeHu
ot H30K npe3 choTBETHMSI IEPUOJT

3a mpuTexarelns Ha pa3pelIeHueTo 3a
yrnotpe0a/HeroB ymbIHOMOIICH
IpeACTaBUTEII:

3a HanmoHaniHata 3ipaBHOOCHTYPUTEITHA Kaca:

[Tpunoxenne Ne 86 kbM wit. 231, ai. 2

(HoBo - 1B, 6p. 17 o1 2019 1., m3m. - IB, 6p. 19 ot 2020 1.)

Hapen6a Ne 10

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

[IpuTexaren Ha
paspelieHue 3a
ynotpeba/Heros
YITBJTHOMOILIEH
MIpeICTaBUTEN

Anpec:

WH no 3/1/1C/MH
10 HAI[HOHAJIHOTO
3aKOHO/IATEICTBO 3a

JAJIC:

EUK/BYJICTAT:

M.O.JL
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[omyyaren: HanmonanHa 31paBHOOCHTYpHTEITHA Kaca
Anpec: I'p. Codus, yn. Kpuuum Ne 1
EUK/BYJICTAT: 121858220
M.O.JL.

Or: Jo:
3a nepuo;

3a moco4eHwust Mepuo/l AbHKUMaTa KOMIICH AL 32 CMETKa Ha MpUTeXaTess Ha pa3pelleHue 3a
yrmoTpe0a/HeroB yirbJTHOMOIIICH MTPEICTABUTEN 3a 3aIUIalllaHe Ha OTITYCHATH U OTYETEHH KbM
H3O0K nekapcTBeHM NpOIYKTH Bb3JIU3a HA:

Ne | TI'pyna | JlekapctBe| Konmnuects| Otcrbnka3a | Orcrenka| ABancoBo| Cyma 3a
(A, b, B)| H nponykT 0 eauHUIA 00110 IJIATEHU | U3paBHSABaHE
CpencTBa
V3meHeHne Ha TaHbYHATA OCHOBA OOIIO: 0 0 0
JJIC craBka 20 % 20 % 20 %
N3menenue na JJJ1C: 0 0 0
Cymana 0,00 0,00 0,00
OTCTBIIKA
Cyma 3a Cyma 3a Cpoxk 3a
W3paBHSBAHE: TIallaHe: TUTallaHe:
ITo cmetka Ha H30K: BIC BNBGBGSD/IBAN BG46 BNBG 9661
3100 1100 01

OcHoBanue 3a nu3naBane: |Ynen 231, an. 2 ot Hapen6a Ne 10 (mapen6ara o 4. 45, an. 9 ot

330)
JlaTa Ha BHb3HUKBAHE HA JAHDBUHOTO | eerureeiutieaiureeainieastseessneestsaesnsesesssessssbeessssessssnessansessnnessanes
cpomTRE: ...
[Tpunoxenue: CnpaBka 3a KOJIM4eCTBaTa OT JIEKAPCTBEHUTE MPOIYKTH T10

€JIEKTPOHEH OTYET ChIIacHO wi. 8, ai. 3, 3amiarenu ot H30K mpe3
CHOTBETHHS TIEPHO/T
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3a mpuTexarens Ha 3a HanmoHanmHarta 3/jpaBHOOCUTYPHUTEIHA Kaca:
pas3penIeHueTo 3a

ynoTpe0a/HeroB yIrbJIHOMOIIICH

MIPECTaBUTEI:

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

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

MPEAJIOXKEHUE

(NIHO HAUMEHOBAHUE HA NPUMENCAMEN HA PA3PeUeHUemo 3a YRompeoa/yniHOMOUueH
npeocmasumei)

ChC CEAMIIE U aJJpec Ha YIpaBJICHHE:

(3a ropuoudecko auye - NbJIHO HAUMEHOB8AHUE Ha Npedcmagumelts, cedaiuwe u aopec Ha
ynpasnenue; 3a uzuuecko auye - mpume umena, EI'H, nocmosinen adpec)

B Ka4E€CTBOTO CH Ha: MIPUTEXKATEN HA pa3pelIeHHE 3a yoTpeda/yIrbIHOMOIICH PECTaBUTEI
(HessipHOMO Ce 3auepmasa)
C IOKYMEHT, yJIOCTOBEPSIBAIIl TPECTABUTEIIHATA BIIACT:

3a chOOIIEHN U KOHTAKTH:
Anpec:

YBAXAEMHU I'OCITOANH/TOCITIOXKO
YIIPABUTEIJI,

Ha ocHoBanwue 4. 45, an. 13 330 npeynaram OTCTBIKA OT CTOWHOCTTA HA CIECAHUTE
JIEKapCTBEHH MPOJYKTH 3a 3APABHUTE NCHHOCTH 1O Wi. 82, ai. 2, T. 3 oT 3aK0oHa 3a 3JIpaBeTo,
IIPWJIAraHy B U3IIBJIHEHHUE HA porpama
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(HaumeHoOBaHUe HA NPOCPAMAMA)

1. - -
(Haumenosanue Ha (pazmep na npeonodicenama (CMOUHOCM, NOLYYEHA 8 Pe3VIMam Ha
JleKapcmeenusi npooyKm,) omcmwnka 6 %) npeonodceHama OmcmvnKa)

(noonuc u neyam Ha 3a36UMeJis).

[Ipunoxenue Ne 10 xbpm uin. 34, an. 1

(Hogo - JIB, 6p. 17 ot 2019 1., oT™. - /IB, 6p. 19 o1 2020 T1.)

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

(Hoso - IB, 6p. 17 ot 2019 r., npeaumrxo [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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