HAPEJIBA Ne 10 ot 2009 r. 3a ycaioBusita, peaa, MexaHuzma 1
KpuTepuuTe 3a 3amamane or Hanuonannara
3[PABHOOCUTYPHTEJHA KAca HA JIEKAPCTBEHU NMPOAYKTH,
MeTUIMHCKY M3/1eJIUS U HA TMeTHYHHM XPaHM 32 CIeIUAJITHH
MEeTUIUHCKH 1eJIM U HA IOMOILIIHHU CPe/ICTBA,
MPUCIIOCO0JIEHUSA, CbOPBKEHUSI M MEAMIIUHCKHU N3/1eJIUs 32
XopaTa ¢ YBpe:KIaHus, 10roBapsiHe HA OTCTBIIKH H
Bb3CTAHOBSIBAHE HA NMPEBHIIEHUTE CPeACTBA IIPH NPUJIaraHe
HA MeXaHM3bM, TAPAHTHPAILI NPEABUAMMOCT M YCTOMUYMBOCT
Ha Orakera Ha H30OK
(3aru. u3m. - JIB, op. 67 ot 2011 r., u3m. u goi., op. 48 ot 2014
I., 101, Op. 62 ot 2015 r., B cus1a ot 14.08.2015 r., 6p. 17 o1
2019 r., u3m., op. 19 ot 2020 r., 1011., OP. 49 0T 2022 1., B CHJIA
ot 1.07.2022 r..)

W3nanena oT MEHHCTHPA HA 3/IpaBeora3BaHeTo, ooH., JAB, 6p. 24 ot 31.03.2009 r., u3m., 6p.
34 ot 8.05.2009 1., mom., 6p. 38 ot 22.05.2009 r., u3m. u gom., 6p. 40 ot 29.05.2009 r., 6p. 9 ot
2.02.2010 r., B cuna ot 2.02.2010 r., 6p. 67 ot 30.08.2011 r., 6p. 49 ot 29.06.2012 1., Op. 48 oT
10.06.2014 r., 6p. 30 ot 24.04.2015 t., Op. 62 ot 14.08.2015 r., B cmna ot 14.08.2015 r., Op. 44 ot
10.06.2016 r., B cuna ot 10.06.2016 r., 6p. 89 ot 7.11.2017 1., B cuna ot 7.11.2017 r., Op. 95 ot
16.11.2018 r., B cuma ot 16.11.2018 ., 6p. 17 o1 26.02.2019 1., #om., 6p. 47 ot 14.06.2019 r., u3m.
u j1o1., 6p. 19 ot 6.03.2020 r.; u3m. ¢ Pemenue Ne 9042 ot 8.07.2020 r. Ha BAC na Pb - 6p. 104 ot
8.12.2020 r., B cuna ot 8.12.2020 r.; mom., 6p. 106 ot 15.12.2020 r., B cuma ot 15.12.2020 ., u3m. u
nor., 6p. 73 ot 3.09.2021 r., B cuna ot 3.09.2021 r., usm., 6p. 109 ot 21.12.2021 r., B cuna ot
1.01.2022 r., u3m. u nom., O6p. 26 ot 1.04.2022 r., B cuna ot 1.04.2022 r., 6p. 49 ot 30.06.2022 r., B
cuna ot 1.07.2022 r., uzm., 6p. 100 ot 1.12.2023 r., B cuna ot 1.12.2023 r., u3m. u gor., 0p. 43 ot
17.05.2024 r., B cuna ot 17.05.2024 r., 6p. 104 ot 10.12.2024 1., Op. 55 ot 8.07.2025 1., B cuna oT
8.07.2025 1.

I'naBa nbpBa
ObIIIU ITOJIOXKEHUSA

Yn. 1. (U3m. — 1B, Op. 48 ot 2014 1., u3Mm. u qo1., 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r.,
u3M., op. 17 ot 2019 r.) C Ta3u Hapeaba ce onpenemsT:

1. ycrmoBusiTa, peAbT, MEXaHU3MHTE U KPUTEPUUTE, IO KoWTo HaruoHaiHara
3napaBHOoocurypuTenna kaca (H30K) 3ammama nekapcTBeHH mMpoAykTH 1mo wi. 262, an. 6, T. 1 oT
3akoHa 3a JIEKQpCTBEHUTE NPOAYKTH B xymanHata wmeauiuHa (3JIIIXM), mpeanazHaueHu 3a
JIOMAITHO JICUCHUE;

2. (u3m. — JIB, 6p. 55 o1 2025 1., B cuna ot 1.06.2025 r.) ycnoBusTa, peAbT, MEXaHU3MHUTE U
kputepuute, o kouto H3OK 3ammama M3BbH CTOMHOCTTa HA OKAa3BAaHUTE MEAUIIMHCKH YCIYTH
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JIEKapCTBEHU MPOAYKTH 10 wi. 262, an. 6, T. 2 3JIIIXM, BxiIto4eHH B makeTa mo wi. 45, ain. 2 ot
3akoHa 3a 31paBHOTO ocurypsisane (330) W NPWIOKUMHU TPHU JICYCHUETO HA 3JIOKAYECTBEHUTE
3a0onsiBaHusT B OOJHWUYHATA MEIUIIMHCKA IIOMOIN, KaKTO H JIEKAPCTBEHU TMPOIYKTH TMPH
YKUBOTO3aCTpalllaBallli KPbBOU3JIMBU M CIICIIHW ONEPATUBHU W WHBA3UBHU WHTEPBEHLUU MPU
MalUEeHTH C KOaryJonaTuu;

3. ycioBuATa, peabT, MEXaHU3MUTE U Kputepuute, no kouto H30K 3amnaimia nekapcTBeHn
MPOYKTH 3a 3[paBHUTE ACHHOCTH 110 4. 82, air. 2, T. 3 oT 3akoHa 3a 31paBeTo (33);

4. ycnoBusTa, pebT, MEXaHU3MUTE U Kputepuute, no kouro H30K 3amnmama MenuuuHCcKu
m3nenus (M), npenHa3sHaveHH 3a JOMAIITHO JICUeHHE Ha 3a00sIBaHuUsA, onpeieseHu cbriacHo 330;

5. ycnoBusATta, peAbT, MexaHu3MuTe U Kpurepuure, no kouro H3OK 3amnama
BHCOKOCHECIIMAIM3UPAHH anapaTH/ypeau 3a UHANBHIyaTHa yroTpeda mo ui. 82, an. 3 33;

6. ycioBHATa W PEAbT 3a 3alUlalllaHE M 3a CKJIIOYBAHE HA HMHAMBUIYaTHU JOTOBOPH C
MPOM3BOJUTENIA WU C THPrOBIM HAa €IPO C MEAUIUHCKH W3ICIUS/TEXHH YII'BIHOMOIIECHU
MIpe/ICTaBUTENHN 3a JOCTaBKa U 3aruianiane Ha MU, npunaranu B O0JIHUYHATa MEAUIIMHCKA TTOMOIIL;

7. ycnoBusTa, peAbT, MEXaHU3MHUTE U KpuTepuute, no kouto H3OK 3amnama nuetnunu
Xpanu 3a crneuuanHu MeaunuHcku nenu (AXCMLI), npenHazHadeHu 3a JOMAIIHO JIEYCHHE Ha
3a0015BaHUsI, ONIPEICIICHU B CITUCHKa 1o 4. 45, an. 4 330;

8. ycloBHATa U PEABT 3a MPOBEKAAHE HA 3aBJKUTEIHO IEHTPATU3UPAHO JOTOBApSHE Ha
OTCTBIIKU U BUJOBETE OTCTHIIKH B ciiydauTe 1mo wi. 45, an. 10 u 21 330;

9. KpUTepUUTE U PEIBT 3a pas3NpelesiHe Ha JIOTOBOPEHUTE OTCTBHIIKK 3a JICKAPCTBEHUTE
MPOAYKTHU 110 Wi. 262, an. 6, T. 1 3JITIXM mexny H30K u 31paBHOOCUTYpEHUTE JINIIA;

10. ycnoBusara, kpurepuutre u peabT, no koutro H3OK mnpoexna 3aIbmKUTEIHO
LEHTPATU3UPAHO JOrOBapsHE HA OTCTHIKH 32 JEKApPCTBEHUTE MPOAYKTHU 32 3APABHUTE ACUHOCTH 10
. 82, aim. 2, T. 3 33;

11. (u3m. u gom. — IB, Op. 19 ot 2020 r.) ycnoBusiTa u pensT 3a 3amiamane o H30K Ha
JeKapcTBeHH NpoAyKTH, 3a kouto H30K e nmoroBopmiia 3amiaimiaHe Bb3 OCHOBAa Ha pe3yliTaTa OT
TepanusATa 3a JICKAPCTBEHU NPOAYKTH, 3a KOUTO € OMNpENETICHO MpocieasBaHe Ha edexkTa OT
TepanusaTa cbriacHo wi. 259, an. 1, 1. 10 3JIIIXM, kakTo ¥ B3CTAaHOBSIBAHE OT MPUTEKATEIUTE HA
paspenieHus 3a yrnorpeda wiM TeXHH ymbJIHOMOIIeHHU mnpeactaButenn Ha H30K na 3ammarenurte
CpelICTBa MpH JIUIICA Ha PE3yJITaT;

12. (HoBa — /1B, 6p. 19 o1 2020 r.) ycnoBusATa U peIbT 32 Bb3CTAHOBSBAHE OT IPUTEKATEINUTE
Ha paspelieHusATa 3a ymorpeda WM TEeXHH YIBIHOMOIIEHU MPEACTaBUTEIN Ha MPEBUIICHUTE
CpeICTBa IMpH MpHJIaraHe Ha MEXaHW3bM, TapaHTUpaIll MPEABUAUMOCT U YCTOWYMBOCT Ha OrO/KeTa
Ha H30K;

13. (HoBa — 1B, 6p. 49 o1 2022 r., B cmina ot 1.07.2022 1.) ycroBusiTa ¥ pebT 3a 3arvianiaHe
ot H30K Ha momotiHu cpencTBa, MpUCocoOIeHUs, CbOPHKEHHS U METUIIMHCKHU M3ENIHs 3a X0paTa
c yBpexaanus (IICIICMUXY), kakTo 1 3a CKIIOYBAaHE HA MHAMBUAYAIHU JIOTOBOPHU IO 4. 45, aj.
16 330 c nunara, oChIIECTBIBALIM JEHHOCTH MO MPEAOCTABSIHE U PEMOHT Ha MOMOIIHHU CPE/ICTBA,
MIPUCTIOCOOJICHHSI, ChbOPBKCHHSI U MEAUIIMHCKN U3JENUS 32 XopaTa C yBpEeXKIaHUs, PETUCTPUPAHU
KaTo ThPrOBIM U BIIMCAaHU B PErUCThbpa HA JUIATa, OCHIIECTBIBAIIN JEHHOCTH IO MPEJOCTABSIHE U
PEMOHT Ha MOMOIIIHU CPEACTBA, MPUCIIOCOOICHHUSI, ChOPHKEHUS M METUITMHCKU M3AENHUs 33 X0paTa C
YBPEXKJIaHUS.

Un. 2. Hapenbara uma 3a 11e1 rapaHTHpaHEe Ha:

1. mpunnunure no wi. 5 330;

2. myOJIUYHOCT U TPO3PAYHOCT HA MPOIICAYPHUTE IO 3arljIallaHe Ha JIEKaPCTBEHUTE IPOIYKTH,
MEIUITMHCKUTE U3ETHS U TUETHUYHUTE XPaHH, TOCOYEHH B UIl. 1;



3. ycroBus 3a €peKTUBEH KOHTPOJ MPU U3Pa3X0BaHETO Ha cpeAcTBa oT OromxkeTa Ha H3OK.

Yn. 3. (U3m. — [IB, 6p. 48 o1 2014 1.) (1) (dom. — JIB, 6p. 62 ot 2015 r., B cuua ot 14.08.2015
r., usm., op. 17 or 2019 r., 6p. 49 or 2022 r., B cuma or 1.07.2022 r.) Hammonannara
3IpaBHOOCUTYPHUTEIIHA Kaca 3aruiaiia npoaykrure mo wi. 1, 1. 1, 2, 4, 6, 7 u 13 npu cna3BaHe Ha
CIICZIHUTE OOIU YCIOBUS:

1. (m3m. — 1B, Op. 62 ot 2015 r., B cmia ot 14.08.2015 r., 6p. 49 ot 2022 r., B cuna ot
1.07.2022 r.) na ca mpeanucaHd W OTHYCHATH MPHU cra3BaHe Ha pasnopenoute Ha 330, 3JIIIXM,
3akoHa 3a MegunmHckuTe u3nenus (3MU), 3akona 3a xpanute (3X), 3aKkoHa 3a X0parTa ¢ yBPEKIaHUS
(3XY) 1 noa3aKkoHOBUTE HOPMATUBHU aKTOBE I10 TSIXHOTO MPUJIATaHeE;

2. (mom. — /1B, 6p. 49 ot 2022 r., B cuna ot 1.07.2022 r.) 1a ca OTIyCHATH HAa TEPUTOPUSATA HA
CTpaHara 3a JIUIa C HeMPEKbCHATH 3[PaBHOOCUTYPUTEIHU MpaBa, OCBEH B ciiydyaute mno wi. 1, 1. 13.

(2) (M3m. — IB, Op. 17 ot 2019 r.) Hanmonanuara 31paBHOOCUTYpUTENIHA Kaca 3aruiamia
MPOAYKTUTE 0 Wi. 1, T. 3 IpH clia3BaHe Ha CIEIHUTE OOILU yCIOBUS:

1. na ca npenBuAeHU 3a 3paBHUTE ACHHOCTH 10 Wi. 82, ai. 2, T. 3 33;

2. (m3m. u non. — JIB, 6p. 19 ot 2020 r.) na ca mpeanucaHu, OTIYCHATU U MPHJIOKEHU MPU
cna3Bane Ha pasmnopendoute Ha 330, 3JIIIXM, nmoa3akoHOBUTE HOPMATHBHH AaKTOBE IO TSIXHOTO
MpuUJiaraHe, KakTo ¥ Ha ChOTBETHUTE HAIIMOHAIHU, PETUOHATTHU U OOLIMHCKHU 3[IpaBHU MPOTPAMH;

3. 5a ca OTIyCHaTH HAa TEPUTOPHUSATA Ha CTpaHaTa 3a JHIA, TOCOYEHU B CHOTBETHUTE
HallMOHATHU, PETHOHAJIHU U OOIIMHCKH 3JIpaBHU IIPOrPAMH M B CpOKa Ha TAXHOTO JICHCTBHE.

(3) (dom. — JIB, 6p. 49 ot 2022 1., B cuna ot 1.07.2022 r.) 3aruiamaHeTo Ha JEKapCTBCHHUTE
npoayktu, MU u IXCMI], kakto u Ha [ICIICMUXY ce u3BbpIBa Mpu cra3BaHe HAa 3aKOHA 3a
orokera Ha H30K 3a choTBeTHAaTa roguHa.

I'naBa BTOpa
YCJIOBUA, PEJA, MEXAHU3BM U KPUTEPHUU 3A
SAIIVTAIIIAHE HA JIEKAPCTBEHMU ITPOAYKTHU
(3ara. uzm. — JIB, 0p. 17 o1 2019 1.)

Pa3znen 1
(Hos - /IB, Op. 48 o1 2014 1.)

YciaoBus, pel, MeEXaHN3bM M KPUTEPUU 32 3alIalllaHe HA
JIEKAPCTBEHM NMPOAYKTH 32 JIOMAIIIHO JieYeHe HA TEPUTOPHUsITA HA
cTpaHaTa
(3ara. uzm. — JIB, 0p. 17 o1 2019 1.)

Un. 4. (Jom. — JIB, 6p. 48 ot 2014 1., u3m., 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.)
HarmonanmuaTta 371paBHOOCHTYPUTEIIHA Kaca 3aIjialia 3a JICKapCTBEHH NPOAYKTH, BKIIOYCHH B
no3utuBHUA JekapctBeH cnuchk (IIJIC) mo um. 262, an. 6, 1. 1 3JIIIXM u npenHa3HaueHu 3a
JIOMAITHO JieueHue Ha 3a00sIBaHus, OMIPe/Ie]IeHH B CIIUChKa 1o wi. 45, ain. 4 330, cien nonyyaBaHe
Ha MHUCMEHO 3asiBIICHUE OT MPUTEXKATENsI HA Pa3pEIICHUETO 3a YIoTpeda WM HEroB YII'BIHOMOIIEH
MPEJICTAaBUTE, Ue JKelae ChOTBETHUSAT JIEKAPCTBEH MPOJIYKT Ja Ce 3aruialia 1o peia Ha Ta3u Hapeaoa
chriacHo npuiioxeHue Ne 1.

Un. 4a. (Hos - [IB, 6p. 9 ot 2010 1., B cuna ot 2.02.2010 r., u3m. u gor., 6p. 67 ot 2011 .,
u3M., op. 49 ot 2012 r., 6p. 48 ot 2014 1.) (1) (Hom. — IB, Op. 73 ot 2021 r., B cruta ot 3.09.2021 r.,
u3M., op. 49 or 2022 r., B cuna ot 1.07.2022 r.) HanmonanHaTa 3apaBHOOCHUTYpUTETHA Kaca
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aHanu3upa U 0606maBa kbM 31 nekeMBpH Ha TeKylaTa roguHa MHQOpMAaIUATa 3a BKIIOUYEHUTE B
[UIC mo wn. 262, an. 6, 1. 1 3JIIIXM mnpe3 chbliara rojvHa JEKAPCTBEHH MPOAYKTH C HOBO
MEXIyHapOAHO HemareHTHO HauMeHoBaHue (INN), koeTo He € OMII0 BKIIFOUEHO B IIOCOYEHATa 4acT
Ha ITJIC npe3 npeaxoaHara rofuHa, v 3a KOUTO JIEKAPCTBEHHU IPOAYKTHU €a MOJAJACHU 3asiBICHUS 110
yi. 4 no 30 nexkeMBpHM Ha chlllaTa TOAMHA, C HM3KIIOYCHHE Ha MH(GOpMAIMATa 3a JEKapCTBEHU
npoayktu ¢ INN mo an. la.

(1a) (HoBa— JIB, 6p. 73 ot 2021 1., B cuna ot 3.09.2021 r., u3m., Op. 55 ot 2025 ., B cuna ot
8.07.2025 r.) HanmonanHata 3paBHOOCUTYpUTEIHA Kaca aHaau3upa 1 006001asa kbM 1-Bo wim 16-
O YHCJIO Ha CHOTBETHHUS KalleHIapeH Mecell MHQpopMaiusaTa 3a JieKapcTBeHU MNpoaykTH ¢ INN,
BkiroucHo B IIJIC mo um. 262, an. 6, T. 1 3JIIIXM, 3a Koero 0 MOMEHTA HE € 3alamaia, U e
[I0JIaJICHO 3asBJIEHUE 1O Wi. 4 HE MO-KbCHO OT 24-T0 4ucio Ha npeaxogHus wiu 10-o yuciao Ha
CBbOTBETHUS MECELl, KOraro:

1. JexapcTBeHHMTE NpPOAYKTH ca IMpeJHa3HAuYeHH 3a JICYCHHE Ha OCTPO HHQEKIHMO3HO
3abonsaBane 1o wi. 4 ot Hapenba Ne 7 ot 2015 r. 3a kpuTepunte 3a onpeiesHe Ha 3a00JIsIBaHMsITa,
3a 4MeTo JOMAIIHO JeuyeHue HammoHanHata 31paBHOOCUTYpPUTENIHA Kaca 3allialla HalmbJIHO WU
YaCTUYHO JIEKAPCTBEHU NPOAYKTH, MEAUIIMHCKU U3JeNUS W JUETUYHH XpaHU 3a CHEIHATHU
MenuuuHcku nenu (1B, 6p. 89 ot 2015 1.);

2. NeKapCTBEHUTE MPOAYKTHU ca I0 JIEKAPCKO MPEANNUCaHUE 3a JIOMAILHO JICYEHUE Ha OCTpU
WH(EKIMO3HN 3a00JsIBaHMS, BKIIOYUTCIHO AaHTHOAKTEPHAIHA JICKAPCTBEHH TPOIYKTH, Ha
TEPUTOPHSTA HA CTPAHATa Ha JIMLA 10 7-TOJIMIIHA BB3pacT U B 3aKOHA 3a Oro/keta Ha Hanmonannara
3/IpaBHOOCUTYPUTEIHA Kaca 3a ChOTBETHATA I'OAMHA €A IPEIBUICHH CPEICTBA 3a 3aIJIAIIAHETO UM.

(2) (U3m. — B, Op. 73 ot 2021 r., B cuna ot 3.09.2021 r.) M3BbH ciydauTe mo ai. la
Harnmonanuata 3apaBHOOCUTYpHUTENTHA Kaca aHalu3upa U odolmiaBa kbM 1-Bo mwin 16-0 yucio ot
CHOTBETHUS KaJIeHIapeH Mecell nHpopmanusTa 3a jiekapctBeHu npoayktu ¢ INN, Bxiroueno B [TJIC
mo wi. 262, an. 6, 1. 1 3JIIIXM, 3a koeTo 3ariama, 1 ¢ NoAaACHO 3asBICHUE 110 WI. 4 HE I0-KbCHO
0T 24-10 yKcno Ha nmpenxoaHus win 10-o0 yuciio Ha ChOTBETHHUSA KalleHAAPEH MECell.

(3) Amuness 1 ce mpunara ¥ 3a KOMOMHMpAHU JIEKapCTBEHM HPOAYKTH, NHPU KOHUTO
koMmOuHammsTa cpabppka INN, Brmtoueno B IIJIC mo win. 262, an. 6, 1. 1 3JIIIXM, 3a xoeto 110
momeHnta H30K He e 3amnamana.

(3a) (Hosa — JIB, 6p. 73 ot 2021 r., B cuna ot 3.09.2021 r.) Anunes la ce mpuiara u 3a
KOMOMHHpaHU JIEKapCTBEHH NPOAYKTH, MPEAHA3HAUEHU 3a JIEYEHHE Ha OCTPO HWH(EKIIMO3HO
3abomsBane 1o wi. 4 ot Hapen6a Ne 7 ot 2015 r. 3a kputepuure 3a onpenensHe Ha 3a00ABaHuUsATa,
3a YMeTo JOMAIIHO JeueHue HarmoHanHata 3paBHOOCUTYpPUTENIHA Kaca 3aljialla HalmbJIHO WU
YaCTUYHO JIEKaPCTBEHH NPOAYKTH, MEAMIIMHCKH H3JENUs U JUETUYHH XpaHU 3a CHEIHaTHU
MEJUIIMHCKH TIeJIU, TTPH KOUTO KoMOuHanuaTa chabpka INN, riatoueno B [1JIC mo un. 262, ain. 6, T.
1 3JIITXM, 3a xoeto 1o momeHTa H30K ne e 3amnamiana.

(4) Anunest 2 ce mpuiiara U 3a KOMOMHUpaHU JIEKapCTBEHU MPOAYKTH, npu kouto H30K
3arutama 3a Bcuuku INN, chabpxamnu ce B komOnHanusta u Bkitodenu B [1IJIC mo 4m. 262, an. 6, T.
1 3JIIIXM.

(5) (Jom. — 1B, 6p. 73 ot 2021 r., B cuna ot 3.09.2021 r., uzm., 6p. 49 or 2022 r., B cuna ot
1.07.2022 r.) HaunonanHarta 3paBHOOCUTYPHUTEIHA Kaca aHainu3upa 1 00o0mmasa kbM 31 gekeMBpu
Ha TeKyllaTa roJWHa HHQOpMAIMATa 3a JIEKAPCTBEHUTE NPOAYKTH, 3allIalllaHU HAMBIHO WIH
gactuaHo oT H30K, mpu xouto B [JIC mo wi. 262, an. 6, T. 1 3JIIIXM mnpe3 chiiara roguHa €
BKJIIOUEHO pa3lIMpsiBaHE Ha TepaneBTUYHU MokazaHus u/wiau 3abonsBanus (MKB-konose), mpu
yCIIOBUE Y€ 3a TE3M TEpaleBTHYHU IOKa3aHWs W/WiaM 3a0oisiBaHMsI HE ce 3aIama/T Japyr/u



JIeKapCcTBEeH/M npoaykT/u, BkimrodeHu B [1JIC mo um. 262, an. 6, . 1 3JIIIXM, npuHaaiexany KbM
cbioro INN, ¢ u3kimouenne Ha HHpOpMaIUATA 3a JIEKAPCTBEHU MPOIYKTH I10 al. Sa.

(5a) (Hoea — JIB, op. 73 or 2021 r., B cuna or 3.09.2021 r.) Hauuonannara
3IpaBHOOCUTYPUTEITHA Kaca aHAIM3Upa U 0000maBa kbM 1-BO uiau 16-0 YMCIO HA CHOTBETHHS
KaJIeHJapeH Mecel] MH(opMaIusTa 3a JIeKapcTBeHU NpoayKTH, 3a kouto B [1JIC mo wr. 262, an. 6, T.
1 3JIITXM mma BKIIFOUEHH pa3mIpeHn noka3zanus u auarnosu (MKbB-konoBe) 3a nedeHune Ha ocTpo
nHpeknno3Ho 3abonsaBane mo wi. 4 or Hapenba Ne 7 ot 2015 1. 3a kputepuuTe 3a onpeaeisiie Ha
3a00JIIBaHUATA, 32 YHETO JOMAIIHO JeueHne Harponannara 34paBHOOCUTYpUTENIHA Kaca 3ariala
HAI'bJIHO WMJIM YAaCTHUYHO JIEKAPCTBEHU MPOMYKTH, MEIUIMHCKUA W3JENUS U JUETUYHH XpaHU 3a
CHEIUAaTHU MEAUIIMHCKH LIETH.

(56) (Hoa — 1B, Op. 49 ot 2022 r., B cuma or 1.07.2022 r.) Hammonamnara
3IpaBHOOCUTYPUTETHA Kaca aHAIM3Upa U 0000maBa kbM 1-BO miau 16-0 YMCIO HA CHOTBETHHS
KaJleHaapeH Mecel] nHPOopMaIusITa 3a JIGKApCTBEHUTE POAYKTH, 3aIUIAIIaHN HAITBITHO WU YaCTHYHO
ot H30K, npu kouto B IIJIC mo un. 262, an. 6, 1. 1 3JIIIXM e BkiIIOYEHO pa3lldpsBaHE Ha
TepamneBTHUYHU TMoKazaHus wu/wim 3abonsBanus (MKb-komoBe), mpu ycnmoBue ue 3a Te3d
TEparneBTUYHU MOKa3aHWsA W/WiIu 3a00NIABaHMS C€ 3aIulalia/T APYr/U JIEKapCTBEH/M MPOIYKT/H,
BiJtoueHH B [1JIC mo uin. 262, an. 6, 1. 1 3JIIIXM, npunamiiexamu kbM cbiioto INN u nekapcTBeHa
dbopma.

(6) (dom. — /1B, 6p. 44 or 2016 r., B cunma or 10.06.2016 r.) Haumonamnara
3IPaBHOOCUTYPUTEIHA Kaca aHanmm3upa W o0oOm@aBa Ha JBaHAJCCETMECEYHH IEPUOIU
nHpopmanusara 3a INN, 3a kouto B [TJIC mo wi. 262, an. 6, T. 1 3JIIIXM nma noBuiiaBane Ha HUBOTO
Ha 3arUiailaHe, ¢ u3kimodeHue Ha nundopmanusra 3a INN mo ain. 7.

(7) (Hoea — JIB, Op. 44 ot 2016 r., B cuma ot 10.06.2016 r.) HanmonamHara
3/IpaBHOOCUTYpUTEIHA Kaca aHaiIu3upa u oboOmiaBa KbM 1-Bo win 16-0 4HMCIO OT CHOTBETHHUSA
KaneHaapeH mecen uHpopMmanusata 3a INN 3a jeueHue Ha 3a0o0isBaHe, CHaJanio KbM HSKOH OT
knacoBete 6onectu ot I kimac no knac X VII sximrountenno mo MKB 10, kouTo 3aemaTt BOIEIO MSICTO
(TBpBUTE HIECT MECTA) B CTPYKTypaTa Ha CMBbPTHOCTTA IO IPUYMHY 32 YMUPAHUS UK B CTPYKTypara
Ha XOCHHUTAIM3UpaHaTa 3a00JIeBa€MOCT, WU B CTPYKTypaTa Ha MbPBUYHO WHBAIUIU3UPAHUTE JIUIIA
B PenyOnnka briarapus 3a nocineanute Tpu roauHu, 3a kouto B [1JIC mo un. 262, an. 6, 1. 1 3JIIIXM
¥Ma MOBUIIIEHO HUBO Ha 3arulalliaHe.

Yn. 5. (U3wm. - AB, 6p. 67 oT 2011 1., 6p. 49 o1 2012 1., Op. 48 oT 2014 r.) KM 3as1BiEeHUETO
o wi. 4 ce mpuiara Komue OT BIIS3J0TO B CHjia pelleHre Ha HanmoHanHMs ChBET MO LIEHU U
peumOypcrpaHe Ha JIeKapCTBEHUTE MPOAYKTH.

UYn. 6. (1) [Ipu nocTenBane Ha 3asBienuero no 4i. 4 H30K ce 3agbmkasa:

1. na nedpunupa H30K kox 3a Bceku JieKapCTBEH MPOAYKT;

2. (ot™. - 1B, 6p. 67 ot 2011 1.);

3. (m3m. — JIB, Op. 48 or 2014 r.) na mage ykasaHusi OTHOCHO peja 3a NMpEeANUCBaHE U
OTITyCKaHe Ha JIEKApCTBEHUS ITPOYKT, CbOOPA3eHN ¢ JeiCcTBaIaTa HOpMaTUBHA ypeaoa;

4. 1a U3TOTBY CHOTBETHUTE EIEKTPOHHU (POpMATH 32 U3MBIHUTEINUTE HA METUIIMHCKA TIOMOII
Y 3a JIIaTa 1o 4i. 7.

(2) (dom. - AB, 6p. 9 ot 2010 r., B cuna ot 2.02.2010 r., u3m., 6p. 67 ot 2011 r., O6p. 49 oT
2012 r., Op. 48 ot 2014 r.) Mudopmarusata o an. 1 OTHOCHO JIeKapCTBEHUTE MPOIYKTHU 110 Wil 4a,
an. 1, 3, 5 u 6 ce nybnukyBa Ha mHTEepHeT cTpanmmara Ha H3O0K B cpokx nmo 25-o0 ymcio Ha
JIBaHA/IECETUS MECell.



(3) (Hoea - JIB, Op. 67 ot 2011 r., u3m., Op. 48 or 2014 r.) Hanuonamanara
3/IpaBHOOCUTYpHUTENTHA Kaca MyO0IMKyBa KbM 13-0 miin 27-0 YUCIIO OT ChOTBETHHSI KaJICHapEH Mecell
uHpopManuaTa 1o aja. | OTHOCHO JIEKapCTBEHUTE MPOAYKTH 110 4il. 4a, an. 2 u 4.

Ui 6a. (Hos - IB, 6p. 9 o1 2010 1., B cuna ot 2.02.2010 1., u3m., 6p. 67 ot 2011 r., 6p. 49 oT
2012 r., 6p. 48 o1 2014 1.) (1) (M3m. — [IB, 6p. 49 ot 2022 r., B cuiia ot 1.07.2022 r.) Haunonanuara
3/IpaBHOOCUTYpUTEIHA Kaca 3aruialia 3a JIEKapCTBEHUTE MPOIYKTH Mo Wi 4a, an. 1, 3 u 5, kakTo u
MOBUIIIEHOTO HHMBO Ha 3aIlialiaHe mno wi. 4a, ajn. 6, cC4UTaHO OT 1-BO YKMCIIO HA Mecela, ClieBalll
M3TUYAHETO Ha KaJIeHJjapHaTa roINHA.

(2) (U3m. — IB, Op. 44 ot 2016 r., B cuna ot 10.06.2016 r., 6p. 73 ot 2021 1., B cuia ot
3.09.2021 r., 6p. 49 ot 2022 1., B cuna ot 1.07.2022 r.) HanmonanHara 31paBHOOCUTYpUTETHA Kaca
3aruiaia 3a JIeKapCTBEHUTE MPOAYKTH 4. 4a, an. la, 2, 3a, 4, 5a, 56 u 7, cuurano ot 1-Bo wiu 16-0
YKCJIO Ha CbOTBETHUS KAJIEHIapEH MECEL, B 3aBUCUMOCT OT JlaTaTa Ha [10/IaBaHE Ha 3asBJICHUETO.

(3) (HoBa — /1B, Op. 73 ot 2021 1., B cuna ot 3.09.2021 r.) JIekapcTBeHUTE MPOAYKTH T10 HJI.
4a, an. la, 3a 1 5a — OTHOCHO HOBUTE MOKa3aHUs U AuarHosu, ce 3amiamar oT H30K 3a Bpemero Ha
00sIB€HO M3BBHPEIHO IMOJIOKEHHE MOPaau SMUIEMUYHO PA3IPOCTpaHEHUE HA 3apa3HU OOJECTH IO
uit. 61, an. 1 unm 3 ot 3akoHa 3a 3ApaBeTO WK MpU 00SIBEHA U3BBHPEIHA eMUAeMUYHA 00CTaHOBKA
Mopajy enuIeMUYHO Pa3IpPOCTpaHEHHE Ha 3apa3Ha bosect mo wi. 61, an. 1 oT 3akoHa 3a 3ApaBeTo.

Ui 66. (Hos - [IB, 6p. 9 ot 2010 r., B crita ot 2.02.2010 1.) (1) (M3m. - B, 6p. 67 ot 2011
r., Op. 49 ot 2012 r., Op. 48 ot 2014 r.) JlekapcTBeHUTE NPOAYKTH CE€ BKIIOYBAT B 0000IIEHATA
uHbOpManKs 10 WiI. 4a B pAMKHUTE Ha CHOTBETHHS MIEPUO/T, B KOWTO € IMOAaJICHO 3asBICHUETO.

(2) JlexapcTBeHUTE NPOAYKTH 110 NpeaxoaHara anuHes ce 3amiamar or H30K no pena Ha wit.
6a.

Yn. 7. (1) 3a ornyckane Ha npoayktute mo 4i. 1, T. 1 H30K ckmtouBa noroBopu ¢ nuia,
MOJIYYWJI pazperienue mo wi. 229, an. 2 3JIIIXM 3a TeproBus Ha ApeOHO C TEKAPCTBEHH MTPOIYKTH.

(2) B cnyuauTe, KOraro JHIIETO, TMOJTYYHJIO pa3pelieHUue 3a THProBUsS Ha JpeOHO C
JIEKapCTBEHH MPOJIYKTH, M PbKOBOAMUTENAT Ha alTeKaTta He ChBIAAAT, JOTOBOPHT CE€ ChIIacyBa U OT
PBHKOBOJIUTEIS HA alTeKaTa.

(3) (U3m. - IB, 6p. 67 ot 2011 1., 6p. 49 o1 2012 1., Op. 48 o1 2014 1., Op. 49 0T 2022 T., B
cwia ot 1.07.2022 r.) Horosopure mo an. 1 ce ckmtouBatr upe3 aupekropa Ha P30K, Ha yusto
TEPUTOPHUS € anTeKaTa, Ipu YCIOBUS U MO Pel, yCTAaHOBEHHU B ChOTBETCTBHE ¢ Wil. 45, an. 17 330.

Yn. 8. (U3wm. - [IB, 6p. 34 ot 2009 1., gom., 6p. 38 ot 2009 1., uzm., 6p. 40 ot 2009 r., 6p. 67
or 2011 r.) (1) (U3m. - JIB, 6p. 49 ot 2012 r., 6p. 48 ot 2014 r., mom., 6p. 17 ot 2019 1.)
HarnmonanuaTa 3ApaBHOOCHTYpHUTENIHA Kaca 3aljamla Ha Jdiara mo wi. 7, ai. 1 cToWHocTTa Ha
JIeKapCTBEHMs MPOIYKT, ONpesiesieHa cbriacHo wi. 55 ot Hapenbata 3a ycinoBusita, mpaBuiiaTa v peia
3a peryjvpaHe U perucTpupaHe Ha LEHUTE Ha JIEKapCTBEHUTE MPOAYKTH, pueta ¢ [loctanoBneHue
Ne 97 na Munuctepckus ceBet ot 2013 1. (IB, 6p. 40 ot 2013 r.), KaKTO U pasznpenens cpeacTBara,
MIOJIyYEHHU IO JIOTOBOPH 3a MPEAOCTaBsSHE HA OTCTHIKMU o wi. 21, an. 1, T. 4 or npurexarens Ha
paspenieHueTo 3a yrnoTpeda/HeroBUsl YI'bIHOMOIIEH TPEICTABUTEI.

(2) (U3m. — 1B, Op. 48 ot 2014 1., 0T™., Op. 62 0oT 2015 1., B criia ot 14.08.2015 r., HOBa, Op.
17 ot 2019 r.; 00siBeHa 3a HumoxHa ¢ Pemenne Ne 9042 na BAC na Pb - 6p. 104 ot 2020 1., B cuna
or 8.12.2020 r.).

(3) HaumonanHata 3ApaBHOOCUTYpPHUTEIHA Kaca 3alllallla Ha Jumara mno wi. 7, ai. 1 3a
OTIIyCHATH OT TSAX JIEKApPCTBEHU MPOAYKTH Cliel MpEICTaBIHE Ha EJIEKTPOHEH OTYeT, U3TOTBEH
ChOOpa3HO eNeKTPOHHMS (popMat, MyOJIMKyBaH Ha HHTEpHET cTpanunata Ha H30K.

(4) OTnycHaTUTE ¥ OTYETEHH JICKapCTBEHU MpoayKkTH ce 3arutamaTt ot H30K npu ycnoBus u
0 pejl, OTpeieNieH! B Ta3u Hapea0a U CKI0YEHUTE J0rOBOPH 1o wi. 7, ai. 1.



(5) (B cuna ot 1.01.2012 r. - IB, 6p. 67 ot 2011 1., mom., 6p. 106 ot 2020 r., B criia oT
15.12.2020 r., u3m., 6p. 109 ot 2021 r., B cuna ot 1.01.2022 ., ot™., 6p. 100 ot 2023 1., B cuna ot
1.12.2023 1.).

(5a) (Hosa — JIB, 6p. 26 ot 2022 1., B cuna ot 1.04.2022 r., ot™., 6p. 100 ot 2023 r., B cuiia
or 1.12.2023 r.).

(6) (M3m. — JIB, 6p. 48 ot 2014 1., 6p. 26 ot 2022 1., B cuna ot 1.04.2022 r., 6p. 100 ot 2023
r., B cruia ot 1.12.2023 r.) HanmonanHaTa 31paBHOOCUTYPHUTEIIHA Kaca 3ariaiia CyMUTe 1Mo ajl. | B
cpok 10 30 kajneHaapHu THU CUUTAHO OT JlaTaTa Ha MpeJCTaBsHE HAa HEOOXOIUMUTE JOKYMEHTH.

(7) (HoBa — 1B, 6p. 48 ot 2014 r., oT™., Op. 62 0T 2015 1., B cuya ot 14.08.2015 1.).

Ui 8a. (HoB — JIB, 6p. 17 ot 2019 1.) (1) (M3m. — AB, Op. 19 ot 2020 r.) 3a nekapcTBeH
MIPOAYKT, 32 KOMTO € OIpeesieHO MpocieisiBaHe Ha eeKTa OT Tepanusara chriacHo wi. 259, an. 1, 1.
10 3JIIIXM, H3OK wu npurexarensT Ha pa3pelieHHeTo 3a YIOTpeOa/HEeroB YIbIHOMOILIEH
MPEJCTaBUTEN MOTAT Jia JOTOBOPAT 3aIUIalllaHe Bb3 OCHOBA Ha pe3yiTara OT Tepanusra.

(2) (U3m. — IB, 6p. 19 ot 2020 r.) IIpu ckaroueH MOTOBOP 3a 3alljIaliaHe Bb3 OCHOBA Ha
pe3ynraTta oT TepanusTa 3a cpoka Ha npocieasBaneTo H30K 3amuaia ekapcTBeHus: MPOIYKT HMpU
ycnoBusiTa Ha i 8, an. 1 — 4.

(3) (M3m. — JIB, 6p. 19 o1 2020 1.) B noroeopa mno ai. 2 ce JoroBapsAT KOHKPETHU MTOKa3aTeln
3a mpociensBaHe Ha e(deKkTa OT Tepamusita B CHOTBETCTBHUE C YCJIOBHATA W KPUTEPHUUTE 32
mpociensBane Ha edekTa OT Tepamusara, OmpelneieHHn OoT HaluoHamHWS CBHBET MO IEHU H
peuMOypcrupaHe Ha JICKapCTBEHUTE TIPOAYKTH.

(4) (dom. — JIB, 6p. 19 ot 2020 r.) JIeueOHUTE 3aBeIeHUs, B KOUTO C€ MPOCeasiBa eheKThT
OT TepamnusTa ChbOoOpa3HO KPUTEpUUTE MO aji. 3, MPeAOoCTaBAT chOpaHaTa MH(GOPMALUA 32 BCEKH
JIeKapCcTBeH NpPOAYKT Ha HamumonanmHusi chbBeT MO LIEHW U peuMOYypCcHpaHe Ha JIEKapCTBEHHTE
MPOJYKTH, KOWTO OT CBOs cTpaHa s 00paboTBa BHB BHJ, MOAXOJMAIN 32 aHAJIN3, U HA BCEKH ILIECT
Mecena s npegocrass Ha H30K, npu ycnoBusiTa u o peaa Ha Hapendara o 4. 261a, an. 5 3JITIXM.

(5) (M3m. — 1B, 6p. 19 ot 2020 r.) KoMucusiTa 3a U3BbpIIBaHE HA EKCIIEPTU3H 110 Wi. 78, T. 2
330 B nentpanunoto ynpasierue Ha H30K u3pbpiiBa ananu3 Ha noixydeHata uHdopmaius mo ai. 4
3a 1eauTe Ha €(EeKTUBHOTO W IeNechoOpa3HO pa3xoJBaHE Ha IMYOJMYHU CPEICTBA U CHITIACHO
MOKa3aTeJInTe, YTOBOPCHH B JIOTOBOpA 10 ajl. 2. B aHanm3a ce mocodBa OposT Ha MAUEHTUTE, TIPU
KOUTO € HAJMIIE JIUIICA Ha Pe3yNiTaT OT TepaluiTa ChC CHOTBETHHS JIGKAPCTBEH IMPOIYKT Tpe3
nepuoja, 3a KOUTo ce oTHacs UH(opManusTa, ChIIIaCHO MOKa3aTeNuTe, YTOBOPEHU B JIOTOBOpA 1O
an. 2.

(6) (M3m. — IB, 6p. 19 ot 2020 r.) B3 ocHoBa Ha anamu3a mo ai. 5 H30K wusrotss u
MPEIOCTaBs Ha MPUTEKATENS Ha Pa3pelIeHUETo 3a ynoTpeda Ha JTeKapCTBEHUS MPOIYKT WM HETOB
VITBITHOMOIIIEH MpeICTaBUTEN cripaBKa 3a 3armarenute oT H30K cpencTsa 3a nexkapcTBEHHS TPOTYKT
Mpe3 OTHOCUMUS TIEPHOJ 3a TMAIMCHTUTE, IPU KOUTO € HAJIUIIE JINIICA HA PEe3yJTaT OT TEpaIHsTa,
KOSITO ChIBpXKA:

1. maHHW 3a OpOs MAIMEHTH, NMPU KOWTO € YCTAHOBEHA JIMIICA HA PE3Yy/ITaT OT JICYCHHETO
CBITIACHO TIOKA3aTeNIUTe, YTOBOPEHU B JOTOBOPHUTE T10 all. 2;

2. mepuoja, 3a KOMTO € YCTAaHOBEHO, ue € Ouiia HaJlMIle JINICAa Ha Pe3yiTar, U ChOTBETHUS
Opoil omakoBKH OT JIEKapCTBEHHsI MPOIYKT, 3armateHu oT H30K 3a mepuona, 3a KoiTO ce oTHaAcs
CIpaBKaTa.

(7) (HoBa— 1B, 6p. 19 o1 2020 r.) [10 nckane Ha MpUTEKATEII HA Pa3pEIICHUETO 3a yrnoTpeda
H30K mnpemocraBs aHOHUMHU3WPAHH JTaHHW OTHOCHO ITOKa3aTeluTe, Bb3 OCHOBA Ha KOHUTO €
YCTaHOBEHA JIUTICaTa Ha Pe3yJITaT OT JICYCHUETO 3a BCEKH OT ChOTBETHHUTE MAIIMCHTH, TAHHH OTHOCHO



71e4e0HOTO 3aBe/IeHUE, B KOETO € MpocieieH ePeKThT OT TepanusTa, KOUTO He ChABPXKAT JaHHU, Ype3
KOUTO MOXe Jla ObJie MIAeHTU(DUIPAaH KOHKPETEeH MaIHEHT.

(8) (HoBa — JIB, 6p. 19 ot 2020 r.) B 7-nHeBeH cpok OT mosiy4aBaHE HA CIpaBKaTta 1o ai. 6
MIPUTEKATENAT HA PA3PEUICHUETO 3a yIOoTpeOa Ha JIEKAPCTBEHUS MPOAYKT UM HETOB YIIBIIHOMOIIEH
MpeACTaBUTEN UMa MPaBO HA MUCMEHO Bh3paxkeHue, koero H30K pasrnexnaa B cpok A0 2 THU U
yBEJIOMSBA MHCMEHO MPUTEXKaTelld Ha pa3pellieHHueTo 3a yrnoTpeda WM HErOBHUS YIIbIHOMOILEH
MIPEJICTAaBUTEI 32 CBOETO PEIICHUE.

(9) (HoBa — 1B, 6p. 19 ot 2020 r.) KoraTo He € MoCThIIIO Bh3paKEeHUE B CPOKA 110 ajl. § WK
KOTaTo MOCTBHITUIOTO Bb3paXKEHHE € OTXBbPJIeHO u3lsuio win yactuuHo, H30K u mpurexarenar Ha
pa3pelieHrueTo 3a yrnorpeda WM HErOB YITBIHOMOIICH MPEACTaBUTEN TOIIMUCBAT MPOTOKOJ IO
obpazeny chriaacHo mpuwiokeHne Ne 2. B 10-mHEBeH CpOK OT MOANKMCBAHETO HA MPOTOKOJIA
MIPUTEKATENAT HA PA3PEUICHUETO 3a yIoTpeOa Ha JIGKAPCTBEHUS MPOAYKT UM HETOB YIIBIIHOMOIIEH
npencraBuTeN Bb3cTanoBsaBa Ha H30OK 3aruiateHuTe cpeacTBa 3a MAllMSHTUTE, IPU KOUTO € HAIIUIIE
JIUIICa Ha Pe3yaTaT OT TepanusTa ¢ JeKapCTBEHUS MIPOIYKT.

Y. 9. (Hom. - JIB, 6p. 9 ot 2010 r., B cuna ot 2.02.2010 r., u3m., 6p. 67 ot 2011 1.) (1)
[Iputexxatenar Ha pa3pelieHHeTo 3a ynoTpeba Ha JaJeH JIeKapCTBEH MPOAYKT WIM HEroB
YI'BIHOMOIIIEH TpeicTaBuTen nucMeHo yseaomsisa H30K npu:

1. M3KIIFOYBAHE HA JIGKAPCTBEHUS MPOAYKT OT [103UTHBHUS JICKAPCTBEH CITUCHK;

2. mpoMsiHA B HUBOTO Ha 3alUIalllaHe W/WIW CTOWHOCTTa HA JIEKAPCTBEHHUS MPOIYKT,
3amramana ot H30K;

3. mpekpatsiBaHe/OTHEMaHE Ha Pa3pelIeHneTo 3a ynorpeda Ha JIeKapCTBEHUS IPOIYKT;

4. mpyru 00CTOSTENICTBA, CBBP3aHH C U3IIBIHEHUETO Ha JOTOBOPHUTE 10 Wi. 7, am. 1.

(2) CpoksbT 32 yBemomsiBaHe 1o an. 1 e 10 5 1Hu oT:

1. (m3m. - JIB, 6p. 49 ot 2012 r., Op. 48 ot 2014 r.) BIM3aHEe B CWjIa Ha PEIICHHETO Ha
Harmonanuus cbBeT 10 IIeHU U peUMOypCUpaHe Ha JIEKapCTBEHUTE MPOAYKTH - B CIIy4auTe 1o ai. 1,
T.112;

2. HacTBHIIBaHE Ha CbOTBETHOTO OOCTOSITENICTBO - B CitydauTe 1o ai. 1, T. 3 u 4.

(3) Undopmarnusita mo ai. 1 ce myoiukyBa Ha mHTEpHET cTpanunara Ha H30K.

(4) (M3m. - 1B, 6p. 49 ot 2012 r., 6p. 48 or 2014 r.) B cayuaute Ha an. 1, 1. 1 u 2
MIPUTEKATEIIAT Ha pa3peIIeHUETO 3a yIoTpeda WM HETOB YITBIHOMOIIEH IMPEACTABUTEN MPEACTABS B
H3O0K 3aBepeno xomme Ha peuieHHeTo Ha HarmoHanmHus ChBET MO IIEHH M peuMOypcHpaHe Ha
JIEKapCTBEHUTE MPOIYKTH.

(5) Ilpu um3kimOUBaHE Ha JEKApCTBEHHUs MPOAYKT OT [lO3UTHBHHUS JIeKapCTBEH CIHCHK B
3aBHCHMOCT OT JiaTaTa Ha MpeACTaBsiHEe Ha pelieHueTo 1o ai. 4 - mo/cien 15-o 4yucno Ha Mecera,
H3OK npeycraHoBsiBa 3amianiaHeTo Ha CbOTBETHUS JIEKaPCTBEH MPOAYKT OT 16-0 4KCII0 OT TEKyIUs
KaJIeHIapeH Mecell MM OT 1-BO YMCIIO Ha CIIeBAIINS KAICHIAPEH MECEII.

Y. 9a. (Hos - IB, 6p. 67 ot 2011 1.) (1) [IpuTexaTensT Ha pa3pelIeHUETO 3a yrnoTpeda win
HErOB YII'BJIHOMONIEH MpeacraBuTen Moxe na nogane B H30K mucMmeno 3asBieHue ChriacHO
npuiokeHrne Ne 3, ye skenae Ja ce mpekpaTH 3alljlallaHeTo Ha ChOTBETHHS JIEKAPCTBEH MPOAYKT IO
pena Ha Ta3u Hapenoda.

(2) B 3aBuCHMOCT OT JaTaTa Ha MOAAaBaHE HA 3asBJICHHUETO Mo aj. 1 - go/cnen 15-0 4ncio Ha
kanenaapuust mecell, H30OK npeycraHoBsiBa 3amianiaHeTo Ha ChOTBETHUS JIGKAPCTBEH MPOJIYKT OT
1-Bo wim ot 16-0 4KCcIO Ha CleABaNTUS KaJIeHJapeH Mecell.

(3) (U3m. - IB, 6p. 49 ot 2012 1., Op. 48 ot 2014 r.) B cmyuaute mo ain. 1 H30K B 5-gHeBeH
CpPOK OT IOj[aBaHE HA 3asABJICHHUETO OITOBECTSIBAa HMH(pOpPMAIUATA, IMOCOYEHA B 3asBICHUETO, Ha
WHTEPHET CTPAHMIIATA CH U TIPAaBU MOTHBHPAHO IMHCMEHO TPeUIOKEeHHE 10 HaroHaHus ChBET 110
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LIEHU ¥ peruMOypcUpaHe Ha JEKapCTBEHUTE MPOIYKTH 32 U3KIIIOUBAHE HA JIEKApPCTBEHUS MPOIYKT OT
IJIC.

Ui 96. (Hos — IB, 6p. 62 ot 2015 1., B cuita ot 14.08.2015 r.) JIekapcTBEHUTE IPOIYKTH 110
ui1. 45, an. 10 330, 3a KOUTO HE ca TOTOBOPEHHU OTCTHIIKH TI0 Pejia Ha Ta3H Hapeada, He ce 3ariamar
ot H30K.

Y. 10. (1) (U3wm. - IB, 6p. 9 ot 2010 1., B cruta ot 2.02.2010 1., 6p. 67 ot 2011 1., OTM., OP.
48 ot 2014 1.).

(2) (HoBa - 1B, 6p. 9 ot 2010 1., B cuna ot 2.02.2010 ., oT™., Op. 48 oT 2014 1.).

(3) (ITpepumna an. 2 - /1B, 6p. 9 ot 2010 r., B cuna ot 2.02.2010 1., u3m., 6p. 67 ot 2011 r.,
op. 49 ot 2012 ., oT™., Op. 48 oT 2014 T.).

(4) (Ilpeaumrna an. 3, usm. - /IB, 6p. 9 or 2010 1., B cuna ot 2.02.2010 r., gor., 6p. 67 ot 2011
T., U3M. U Jio1., Op. 48 ot 2014 r.) I1pu u3knrouBane Ha jekapcTBeH npoAykT oT [1JIC unm oTmnanane
Ha ko 1o MKD u B ciiydante no . 9a, an. 1 u3nageHuTe peuentu ce U3bIHABaAT OT JIMLaTa 110 4.
7 u ce 3amnamar ot H30K B cpok 10 15 aHu oT gaTaTa Ha BIM3aHE B CUJIa HA IPOMEHUTE, CJIe]] KOETO
clIy>)ke0HO ce aHynupar mo peaa Ha Hapeaodara mo wi. 221 3JIIIXM.

(5) (IIpenumna an. 4, usm. - JI1B, 6p. 9 ot 2010 r., B cua ot 2.02.2010 r., 6p. 48 oT 2014 1.)
[Tpu nacTerunu npomenn H30K yBenomsiBa M3NBIHUTENNTE HA MEIULIMHCKA TIOMOII M JIUIIATa 10
YI. 7 IpU YCIOBHS U 110 PEJI, ONPEICTICHU B CKIIFOUEHHUTE JIOTOBOPH.

Paszpen 11
(Hom - JIB, Op. 48 oT 2014 1.)

YcioBus, pel, MEXaHU3bM H KPUTEPHUH 32 3aIJIalaHe HA
JIEKAPCTBEHM MPOAYKTH 32 3IPABHH JA€HHOCTH MO WiI. 82, ax. 2, T. 3 0T
3axkoHa 3a 3ApaBeTo
(3arua. u3m. — JIB, op. 17 oT 2019 1)

Un. 10a. (HoB — JIB, Op. 48 ot 2014 r.) (1) HannonanuaTta 3paBHOOCUTYPHUTEIIHA Kaca
3amiamia 3a JIGKAPCTBEHU TIPOJYKTH, HEOOXOJWMH 3a W3MBJIIHEHWE HA 3]PaBHHU JICHHOCTH II0
HAIlMOHAJIHU, PETMOHAHU WM OOIIMHCKU 3[paBHU NIporpamu no wi. 82, an. 2, 1. 3 33 cien
MOJTyYaBaHe Ha 3asBJICHHE OT MPUTEKATENS HA PA3pEHIICHUETO 32 yIOTpeda UK HETOB YITHTHOMOIICH
MPEJICTaBUTEN ChIIacHO mpuiokeHue Ne 3a, ye jxkejmae ChOTBETHHUAT JIEKAPCTBEH MPOAYKT Ja ce
3araia mo peja Ha Ta3u Hapezaoa.

(2) KM 3agBnenueTo mo an. | 3asBUTENST mpuiara KOMue OT BIS3IIO B CHJIA pPEllleHHe Ha
Harnmonanuusi chBeT MO IEHU U peuMOYpCHpaHe Ha JIEKAPCTBEHUTE MPOJYKTH 3a CHOTBETHHUTE
JIEKapCTBCHH TPOAYKTH, JOKYMEHT, yIOCTOBEPSBAI MpEICTaBUTEIHATA MY BJIACT, U CIUCHK Ha
MIPUTEKATESIIUTE HAa pa3peIeHue 3a ThPTOBUS Ha €pO C JICKAPCTBEHH MTPOIYKTH, KOUTO IIE JOCTABSAT
JIEKaPCTBCHHUTE TTPOIYKTH.

Y. 106. (Ho — JIB, Op. 48 ot 2014 1.) (1) 3a BCeKkH JIEKapCTBEH MPOIYKT, 3a KOHTO €
noAaieHo 3aspiueHue no wi. 10a, an. 1, H30K ckirouBa 1oroBop ¢ npurexaTens Ha pa3pelieHueTo
3a ynorpeba WM HETOBHs YIIBIHOMOIIEH MPEACTaBUTET M C TOCOYCHHUTE B 3asBICHUETO
MIPUTEKATENN Ha pa3pelIeHne 3a ThProBHs Ha €APO C JEKAPCTBEHU MPOIYKTH, B KOUTO CE€ MOCOYBAT:

1. moroBopeHara 1Mo peja Ha Ta3u Hapeada OTCTHIIKA OT I[eHaTa Ha JIKAPCTBEHUS MPOAYKT
(axo TakaBa e JOroBOpeHa) u cTolHocTTa, Kosito H30OK mie 3amnama B pe3yaTaT Ha TIOroBopeHaTa
OTCTBITKA 32 CHOTBETHATA KAJICHIapHA T'OJIUHA;

2. YCIOBHATAa M PEIBT 3a Pa3spPOCTPaHCHHE M JOCTaBSHE HA JIGKAPCTBEHUS IMPOJIYKT IO
JIeueOHUTE 3aBEICHMU,



3. HAUUHBT HA OTYUTAHE HA JOCTABEHUTE KOJIMYECTBA OT JIEKAPCTBEHUS POAYKT;

4. mpenocTaBsiHe Ha UHDOPMALIUS MEXKITY CTPAHUTE;

5. ycnoBusTa 1 peasT 3a 3amaniane oT H30K Ha nexkapcTBeHUTE NPOIYKTH B CbOTBETCTBUE
C Ta3u Hapenoa;

6. IpyTH YCIOBUSL.

(2) HoroBopuTe 1o ai. 1 ce ckiI0YBaT 3a CPOK JI0 €JHA F'OIMHA U BJIM3AT B CUJIa OT JlaTaTa Ha
MOJANKCBAHETO UM WJIM OT JIpyra Onpe/esieHa OT CTPaHUTE JaTa.

(3) Ilpu npomsiHa HA IPUTEKATENS/UTE HA pa3pelleHre 3a ThProBUs Ha €ApO C JIEKAPCTBEHU
MPOJIYKTH C€ MOJMUCBA JOM'BJIHUTEIHO CIOPa3yMEHHE KbM JJOTOBOPA.

Ui 10B. (Hos — /1B, Op. 48 ot 2014 r.) JIekapcTBEHUTE IPOLYKTH 3a 3ipaBHUTE JCHHOCTH 110
1. 82, an. 2, T. 3 33, 3a KOUTO ca CKIr0YeHH JoroBopu 1o wi. 100, an. 1, ce ocurypsBar u JOCTaBAT
70 JIe4eOHUTE 3aBEJICHUS 32 M3BBHOONHMYHA TIoMOII, cKitoumtn n1oroBop ¢ H30K, cwerimacHo wi.
209a, an. 1, T. 5 3JIIIXM.

Y. 10r. (HoB — IB, 6p. 48 ot 2014 r.) (1) HamuonanHara 3apaBHOOCHTYpUTEITHA Kaca
MIPEIOCTaBs Ha BCEKU MPUTEXKATE Ha pa3pelieHne 3a ThbProBUs Ha eApo C JIGKAPCTBEHU MPOIYKTH
00001IeHa crpaBka 3a JIOCTABEHUTE OT HEro, MPHJIOKEHW U OTYETEHH OT JiedeOHUTE 3aBelCHUS
JIEKapCTBEHH MPOJYKTH Ipe3 MpeaxXoAHus KaneHaapeHn Mecel. CrpaBkaTta ce mpeIocTaBsi B CPOK 110
20-0 yncno Ha Mecela U ChAbPIKa: JICUCOHNUTE 3aBeICHHS 3a ITbPBUYHA U3BHHOOIHUYHA MEUIIMHCKA
MIOMOIII, Ha KOUTO Ca JIOCTaBEHH JICKAPCTBEHHUTE MPOJYKTH; JAaTa Ha MPUIIaraHe Ha JIEKapCTBEHUTE
MPOAYKTH U HOMEp Ha aMOyJIaTOPHUTE JIMCTOBE, B KOMTO € BIIMCAHO MPUIIATaHETO.

(2) [lputexxatenar Ha pa3pellieHue 3a ThProBUs Ha €/1pO C JIEKaPCTBEHU IIPOJYKTH IIPEICTaBs
Ha H30K daxtypa u ciennduxariys 3a 10CTaBEHUTE OT HETO U MIPUIIOKEHU JIEKAPCTBEHU MPOAYKTH
pe3 MpeAxXoAHUS KaJeHIapeH Mecel] B ChOTBETCTBHE C MPEAOCTaBeHaTa My CIIpaBKa 1o ai. 1 B Cpok
710 25-0 4MCIIO HAa Mecena.

(3) KM poxkymeHTHTE 1O all. 2 ce Mmpuiarar ¥ NpueMaTeHO-TIPeJaBaTeIHUTE MPOTOKOIN
MeX 1y JeueOHUTE 3aBe/ICHUS i IPUTEKATEIUTE Ha pa3pellleHre 3a ThProBHs Ha eJIpo C JIEKapCTBEHU
MPOAYKTH 32 JOCTABEHUTE JIEKAPCTBEHU MPOAYKTH, IPUAPYKEHH ChC CEPTHHKAT 32 0CBOOOKTaBaHE
Ha CbOTBETHUTE MAPTHUIH, U3AaJeH OT V3IIbIHUTETHATA areHIUs 0 JIEKapCTBaTa ChIIIACHO Wi 69,
ann. 4 3JIIIXM, wu ¢ yBenomiieHHe oT M3mbIHUTETHATA areHIUs 10 JISKapCTBaTa, Y€ ChbOTBETHATA
nmapTuga MOXe J1a ObJie TycHaTa Ha Tasapa, u3/1aJieHo chryiacHo wi. 4, ai. 2 ot Hapen6a Ne 35 ot
2007 r. 32 ycloBUATa, pela U U3UCKBAHUATA KbM JOKYMEHTAIUATA 3a U3JaBaHe Ha cepTU(UKAT 3a
0CBOOOKIaBaHe Ha MapTUIa JEKApCTBEH MPOIYKT OT V3MbIHUTENHATa areHIus Mo JieKapcTBaTa
(B, 6p. 71 ot 2007 1.).

(4) Hamumonamnata 3ApaBHOOCUTYpUTEIHA Kaca 3aruialia MPWIOKEHHUTE JIeKapCTBEHU
MIPOAYKTH 110 all. | Ha TpUTEKATEN Ha pa3pelieHne 3a ThPTOBUS Ha PO C JEKApCTBEHH MPOAYKTH
B cpok 10 30-0 uymcio Ha Mecena, cieABalll OTYETHUS Mecell, Mpe3 KOWTO ca MPHIIOKEHU
JIEKapCTBEHUTE TPOTYKTH.

Yn. 10a. (HoB — /1B, 6p. 62 ot 2015 r., B cuia ot 14.08.2015 r.) JIekapcTBeHUTE IPOAYKTU
mo wi. 45, an. 13 330, 3a KOUTO HE ca JOTOBOPEHHM OTCTHIKU MO pefa Ha Ta3W Hapenda, He ce
3amtamat ot H30K.

Paszmen 111
(Hos — JIB, Op. 62 oT 2015 ., B cui1a ot 14.08.2015 1)
YcaoBus, pel, MEXaHU3bM U KPUTEPHUH 32 3aIJIalaHe U3BbH
CTOMHOCTTA HA OKA3aHUTE METUIIMHCKHU YCJIYI'H HA JIEKAPCTBEHHU
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NPOAYKTH, MPUJIOKUMH B OOJTHUYHATA MEeUIMHCKA MOMOII U
BKJIOYEHHM B MaKeTa, oNpe/ieseH ¢ Hapeadara nmo wi. 45, ai. 2 330
(3arua. uzm. — JIB, op. 17 o1 2019 1.)

Ui 10e. (HoB — IB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 1.) (1) (U3m. — JIB, 6p. 17 ot
2019 r.) Hanwonanmnara 31paBHOOCHUTYPUTEIIHA Kaca 3aluialia Mo pefa Ha Ta3u Hapeada M3BBH
CTOMHOCTTA Ha OKa3BAaHUTE MEUIIMHCKU yCIYTH JekapcTBeHU poaykTu oT [IJIC mo uin. 262, an. 6,
1. 2 3JIIIXM, npwioxumMu B O0JTHUYHATA MEIUITMHCKA TIOMOII U BKJIIFOUEHHU B TIAKETa, ONPEICIICH C
Hapezabara o wi. 45, an. 2 330:

1. nexkapcTBEHM NMPOAYKTH, MPETHAZHAUCHH 3a JICUCHUE Ha 37I0KAYECTBEHU 3a00JIsIBaHNUS,

2. (m3m. — 1B, 6p. 55 ot 2025 1., B cunna ot 1.06.2025 r.) nekapcTBEHU MPOIAYKTH, IPHIAraHu
IIPH JKMBOTO3ACTPAIIABAIY KPHBOU3IUBU U CICIIHU OMEPATHBHU M WHBA3WBHU MHTECPBEHIMH IPU
MalKUeHTH C KOaryjaonaTuu.

(2) JIexapcTBEeHUTE MPOYKTH IO al. 1 ce 3ariamaT cie/l mojlyyaBaHe Ha MHUCMEHO 3asiBICHUE
OT MPUTEKATEIS Ha Pa3pelIeHUeTo 3a ynoTpeda Wik HETOB YII'bJIHOMOIIEH MPEJCTaBUTEI, Ue Kelae
CHOTBETHUST JICKAPCTBEH MPOIYKT Jla Ce 3aIialla 1o pejia Ha Ta3u Hapeada ChbIIIaCHO MPUIIOKEHUE
No 1a.

(3) Kbpm 3asBnenuero mo aji. 2 ce Mpuiara KOMUE OT BIISA3JIOTO B CHJIa DPEIICHHE Ha
Hannonannus chbBeT 10 LIEHU U peuMOypcrpaHe Ha JICKaPCTBEHUTE MPOYKTH.

(4) Ilpu nocrpnBane Ha 3asBienuero 1o ain. 2 H30K ce 3aabpmkaBa:

1. na nepunupa H30K kox 3a Bceku JiekapcTBEH MPOIYKT;

2. 1a fane ykasaHusi OTHOCHO IPEIIMUCBAHETO M OTIIYCKAHETO Ha JIEKapCTBEHUTE MPOAYKTU
CbOOpPa3HO TEepamreBTUUHUTE CXEMH 3a JICYCHHE, YCTAHOBEHHU B HAIMOHAIHUS PaMKOB JOTOBOpP 3a
MEAUIMHCKUTE NeiiHocTy 1o wi. 53, an. 1 330 u nmelicTBamniara HopMaTUBHA ypeada;

3. Ia U3TOTBU CHOTBETHUTE EIEKTPOHHU (OpMaTH 3a JTUIaTa, Ha KOUTO 3aIliaiia.

(5) B cpok o eauH Mecell OT U3TOTBAHE Ha HHPOpMaNusITa 1o al. 4 chilata ce myOoIuKyBa
Ha uHTepHeT cTpaHunara Ha H30K.

(6) (Usam. — JIB, Op. 49 or 2022 r, B cuma ot 1.07.2022 r.) Hanmonamnara
3IpaBHOOCUTYPHTEIIHA Kaca aHaiIu3upa u 006061asa ksM 31 1eKkeMBpH Ha CHOTBETHATA KaJIeHIapHa
roguaa uHpopmanmaTa 3a BkiIoueHutre B [1JIC mo uwm. 262, an. 6, 1. 2 3JIIIXM mnpe3 cobiara
KaJleHJAapHa TOAMHA JIEKapCTBEHU MPOIYKTH ¢ HOBO INN, K0eTo He € OUJI0 BKIFOYEHO B TOCOYEHATA
gact Ha [1JIC nmpe3 mpenxoHaTa TOANHA, ¥ 32 KOUTO JICKAPCTBEHU MPOIYKTH Ca MMOAa/ICHU 3asIBICHUS
mo an. 2 go 30 mekeMBpH Ha chlaTa KalleHJapHa ToJuHA. 3arulalllaHeTO 3a Te3H JIEKApCTBEHU
MPOJYKTH 3a04YBa OT HA4aJOTO Ha cie/BalaTa KaJeHJapHa ToaHa.

(6a) (Hoa — JIB, 6p. 49 or 2022 r., B cuna or 1.07.2022 r.) Hanuonamnara
3IPaBHOOCUTYPHUTEJIHA Kaca aHaiu3upa U 0000maBa kpbM 1-Bo wian 16-0 4MCIIO HA CHOTBETHHS
KaJleHJ1apeH mecel] nHpopmarusTa 3a JekapctBeH npoaykT ¢ INN, Bxmtoueno B [TJIC mo 4. 262,
ai. 6, T. 2 3JIIIXM, 3a koeTo 3aIiaIa, ¥ € HoAaIcHo 3asBJICHHUE 110 al. 2 He IT0-KBCHO OT 24-TO YHCII0
Ha mpenxoaHus win 10-0 9ucio Ha Mecela. 3ariaiaHeTo 3a Te3H JIEKapCTBEHU MPOIYKTH 3aloyuBa
oT 1-Bo umucio uiu 16-0 4KCIO Ha CHOTBETHHUS KaJCHIApEH Mecel], B 3aBUCHUMOCT OT JaTara Ha
M0/IaBaHe Ha 3asBJICHHUETO.

(66) (Hoa — JIB, Op. 49 ot 2022 r., B cuma ot 1.07.2022 r.) Hammonannara
3IpaBHOOCUTYPHUTEIIHA Kaca aHaIu3upa U 0000maBa kpM 31 HeKeMBpH Ha TEKyIIaTa KajeHIapHa
roauHa nH(OpMaIuATa 3a JEKapCTBEHUTE MPOYKTH, 3aIUIallaHy HambJIHO i yacTudHOo oT H30K,
npu kouto B IIJIC mo um. 262, am. 6, 1. 2 3JIIIXM mnpe3 kaneHaapHaTa ToJWHA € BKIIOUYEHO
pasmupsiBaHe Ha TEPANEBTUYHH TOKA3aHWUs W/WIM 3a00JsABaHUS, TPH YCIOBHE Y€ 3a TE3H
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TEepaneBTUYHU TIOKA3aHMUs W/WJU 3a00JsBaHMS HE CE 3aIuialia/T IPYyTr/v JIKApCTBEH/W MPOIYKT/H,
BiitoueHu B [1JIC mo uin. 262, ain. 6, 1. 2 3JIIIXM, npunannexamu kbM cbioto INN. 3amnamnanero
3a HOBHTE MOKa3aHMs W/WiM 3a00JIBaHUS HA TE3U JEKAPCTBEHU MPOAYKTH 3all0yBa OT HAYAIOTO Ha
ciie/BallaTa KajeHaapHa roiuHa.

(6B) (HoBa — /B, 6p. 49 or 2022 r., B cuna or 1.07.2022 r.) Hauuonannara
3/IpaBHOOCUTYpUTEIHA Kaca aHalIM3upa U o6o0maBa kbM 1-Bo uiau 16-0 4MCIO HAa CHOTBETHHUS
KaJleHAapeH Mecel] nHGopMaIusTa 3a JIeKapCTBEHUTE IPOAYKTH, 3aIIAIaHN HAITBIHO UM YaCTUYHO
ot H30K, npu kouto B IIJIC mo un. 262, an. 6, 1. 2 3JIIIXM e BKJIIOYEHO pa3lldpsBaHE Ha
TEparneBTUYHU MOKa3aHUs W/WIK 3a00JIsiBaHus, TIPU YCIOBUE Y€ 3a Te3U TePareBTUYHH MOKAa3aHUS
n/uny 3a00JIIBaHuUs Ce 3aIiama/T APYyTr/u JeKapCcTBEH/u npoaykT/u, BkiarodeHu B I1JIC no . 262,
ai. 6, . 2 3JIIIXM, npuHaanexamy kpM cbioTo INN. 3armianianero 3a HOBUTE TTOKa3aHUs W/ HITN
3a00JIIBaHMST HA TE3W JICKAPCTBEHU MPOAYKTH 3armodBa OT 1-Bo wiu 16-0 4HCIO HA CHOTBETHUS
KaJIEHJapEeH MECELl.

(ér) (Hoa— /1B, 6p. 55 o1 2025 1., B cruta ot 8.07.2025 r.) B ciryyaii ue B 3aKoHa 3a 0r0/1xeTa
Ha HarnmonanHata 31paBHOOCUTYpHUTETHA Kaca 3a ChOTBETHATA TOJMHA € MPEABHUICHO 3aIUIAIaHETO
ot H30K Ha aHTHHEOIUTaCTUYHH JIEKAPCTBEHH MPOIYKTH, IPUIIaraHu Mpu 6a30Ba XUMUOTEpANHs 3a
JIeYeHUE Ha 3JI0KaYECTBEHH 3a00JIsIBaHMS, BKIIOUYEHU B MaKeTa 3JApaBHU JACWHOCTH, FapaHTUPAH OT
oroxera Ha H30K, n npunaranu B ycroBusiTa Ha OOJHUYHA MEAMIIMHCKA TIOMOIL, TIPUHAJICKAIIN
KbM H30pOEHM B 3aKOHAa MEXJIYHAPOJIHU HEMAaTeHTHU HAUMEHOBaHUS, ajl. 6 He ce mIpuiara 3a
ChOTBETHATa TOJIMHA CIpsiMO Te3u oT TaX, yniito INN e vo 3a [IJIC mo wn. 262, an. 6, 1. 2 ot
3JIIIXM. 3amiaianero Ha Te3U JICKaPCTBEHU MPOAYKTH 3aI104YBa OT 1-BO YKMCIIO HAa MECEIa, CIIeABAII]
Mecella Ha BKJIFOYBAHETO UM B [103UTHBHMS JIEKapCTBEH CIUCHK 10 4wil. 262, an. 6, T. 2 ot 3JIIIXM,
aKo € M0/IaJICHO 3asiBICHUE 10 ajl. 2 He MO-KbCHO OT 24-TO YUCIIO Ha Mecela Ha BKIIFOYBAHETO.

(6m) (HoBa — JIB, Op. 55 ot 2025 r., B cuna ot 8.07.2025 r.) U3BbH ciydauTe 1o ai. Or,
AHTHHEOIUTACTUYHUTE JIEKAPCTBEHU MIPOYKTH, PUJIAraHu MpHu 6a30Ba XUMUOTEpaIus 3a JIeueHHE Ha
37I0KQYE€CTBEHU 3a00JIsIBaHUs, BKIIIOUEHHU B TMaKeTa 3/IpaBHU JEHHOCTH, TapaHTHpaH OT OI0pKeTa Ha
H3O0K, u mpunaranu B ycioBuaTa Ha OOJHUYHA MEAMIIMHCKA Tomoril, ce 3ariamar oT H30K mpu
yCJIOBHSITA M TI0 pejia Ha ajl. 6a.

(7) CIUCBKBT C JIEKapCTBEHUTE TMIPOYKTH 10 aJl. 1, 32 KOUTO ca MO/Ia/IeHU 3asBJICHUS T10 aJl.
2, ChIBpXKAI] MEXKIYHAPOJHU HENMATEHTHW HAUMEHOBAHHUS, THPTrOBCKM HAaWUMEHOBAHHUS U
ChOTBETHaTa Aata, oT kosito H30K ru 3amnama, ce myonukyBa Ha oullMaiHaTa MHTEpHET CTPaHUIIA
Ha H30K.

UYn. 10x. (HoB — IB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) (1) (M3m. — IB, 6p. 17 oT
2019 r., Op. 19 or 2020 r.) HaunonanHara 37paBHOOCUTYPUTENIHA Kaca 3arlialla JIeKapCTBEHUTE
npoayktu no wi. 10e, an. 1 Ha M3MBJIHUTENUTE Ha OOJHUYHA MEIUIMHCKA IOMOLI, OKa3alu
CHOTBETHUTE MEAUITMHCKH YCITYTH.

(1a) (HoBa — JIB, Op. 43 ot 2024 r., B cuna ot 17.05.2024 r.) Ha Bceku u3MBIHUTEN Ha
OOJTHWYHA MEIUIIMHCKA TOMOII CE 3aruianiaT OTYeTeHHTEe M oAo00peHu 3a 3amamniade oT H30K B
ChOTBETCTBHE C HOPMAaTUBHO YCTAHOBEHUTE U3MCKBAHUSA 32 MPEANUCBAHE, OTITYCKAHE U 3arllalllaHe
JIEKapCTBEHW NpOAYKTU 1o an. 1. 3a Bcekn nekapcrBeH npoaykT H3OK 3amnama Hali-HucCKaTta
CTOMHOCT 3a €IMHMIIA AKTHUBHO BELIECTBO OT JIEKAPCTBEHMS MPOAYKT OT BCHUYKU JIOTOBOPEHHU
CTOMHOCTH B PAMKOBUTE CHOPAa3yMEHMS, CKJIIOYEHM OT MHUHHUCThpPA Ha 3[paBEONa3BaHETO B
KauyecTBOTO My Ha lleHTpasieH opraH 3a MOKYNKH B CEKTOp "31paBeomnas3BaHe', U CTOMHOCTTA 3a
€AVMHUIIA aKTHBHO BEIIECTBO OT JIEKAPCTBEHHS MPOJIYKT, HA KOSTO MPOAYKTHT € JOCTaBEH Ha
U3MBJIHUTENUTE HAa OOJTHUYHA MEIULIMHCKA TTOMOIII, HE3aBUCHMO JIaJIi T€ Ca BB3JIOKHUTENH 110 3aKOHA
3a 0OIIECTBEHUTE MOPBHUKH.
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(16) (HoBa — JIB, 6p. 43 ot 2024 r., B cuna ot 17.05.2024 1.) JlekapcTBeH MpOAYKT 10 ai. 1
HE MO>KE J1a ce 3ariaia Ha CTOMHOCT, KOSITO € MO-BUCOKa OT MaKCHMallHaTa CTOMHOCT 1o Wil. 45, ail.
30 ot 330.

(18) (HoBa — 1B, 6p. 43 ot 2024 r., B cmia ot 17.05.2024 r.) B 14-gHEBEH CpOK OT
CKJIFOUBAHETO Ha PAMKOBHTE CIIOPA3yMEHUS MO aJl. 1a MUHUCTBHPHT Ha 3/JPaBEOIAa3BAaHETO YBEIOMIBA
ynpasutens Ha H30K u myOnukyBa B EnexkTpoHHaTa cucreMa 3a 3aKylnyBaHE Ha JICKAPCTBEHUTE
npoayktu B Peny6nuka brirapust unpopmaius B e1eKTpoHeH ¢popMmaT 3a MOCTUTHATaTa Hali-HUCKA
CTOHMHOCT 3a €IUHHIIAa aKTUBHO BEUIECTBO OT JIEKAPCTBEH MPOIYKT B PAMKOBUTE CIIOPA3yMEHHUS.

(1r) (HoBa— 1B, 6p. 43 o1 2024 r., B cruta ot 17.05.2024 1.) [Ipu mpomsiHa B yCIIOBUSTA W/ WA
o0xBaTa Ha CKIIOYEHUTE PaMKOBH CIIOpa3yMEHHs MO al. la, B T.4. W NpU H3THYAaHE CPOKa Ha
JEUCTBUETO UM U IIPH JIMIICA HA HOBU PAaMKOBU CIIOpPa3yMEHUs B HOPMAaTUBHO YCTAaHOBEHHS CPOK,
MUHUCTBPBT Ha 3/paBeolna3BaHeTo yBenomsiBa ympasurens Ha H3OK B 14-mHeBeH cpok ot
HACTBHIIBaHE HAa CbOTBETHOTO OOCTOSATENICTBO.

(1m) (HoBa — JIB, 6p. 43 ot 2024 r., B cruta ot 17.05.2024 r.) Ha ocHoBanue ui. 45, an. 29a
ot 330 B ciayyauTe, KOraTo HsMma JEHCTBAIl0O PAMKOBO CIIOpa3yMEHHE 32 KOHKPETEH JIEKapCTBEH
npoayktr, H30K 3amnama exemeceuHo Bcsika oTueTeHa M oaoOpeHa 3a 3amnamane or H30K
OIIaKOBKa OT JIEKAPCTBEH MPOAYKT MO aj. | Ha Mo-HUCKaTa CTOMHOCT U3MEXIY CpEAHOIpPETErIeHaTa
croiiHocT, 3amiareHa oT H3OK mpe3 mpenxonnute 6 Mecena 3a TO3M JIEKAPCTBEH IMPOIYKT, U
CTOMHOCTTA, Ha KOATO CBHUIMST € JOCTAaBEH HAa ChOTBETHUS M3IBJIIHUTEN HA OOJIHUYHA METUITMHCKA
IIOMOLI], HE3aBUCUMO JIaJIM TOH € BB3JI0KUTEI 110 3aKOHA 33 0OILECTBEHUTE MOPBUKH, [IPU CIIa3BaHE
Ha ai. 16.

(le) (HoBa — JIB, 6p. 43 ot 2024 r., B cuna ot 17.05.2024 r.) 3a Bceku JeKapCTBEH MPOIYKT
no aji. 1 ce m3uucnsBa cpeAHoIpeTeryieHa croitHoct, 3aruareHa or H30K mpe3 npenxonnure 6
Mecella, B ChOTBETCTBHE C IpylaTa, KbM KOATO CHIIUAT MPUHAUICKU ChOOPA3HO TPYNUPAHETO Ha
nekapctBeHuTe npoAykTH B I1IJIC mo ui. 262, an. 6, 1. 2 ot 3JIIIXM, 1o ciieqHuTe KpUTEPUU:

1. B CbOTBETCTBHUE C pelia 3a ONpejesiHe Ha pedepeHTHATa CTOMHOCT Ha JIEKapCTBEHUTE
MPOIYKTHU BCSIKA TPyIia c€ ChCTOU OT:

a) JIEKQpCTBEHUTE MPOIYKTH, ChIBPKAIIMA €JHO U CHIIO0 aKTUBHO BemiecTBO 1mo INN u
JeKapcTBeHa (popMa/TepaneBTUUHO TOKA3aHHE, UITH

0) JTIeKapCTBEHUTE MPOAYKTH KbM KOHKPETHA XUMHUYHA TTOATPYIIA M0 aHATOMO-TEpaneBTUYHO-
xumuyHata kinacudukamus (ATC);

2. cTOHHOCTTa Ha OOIIOTO KOJIMYECTBO OT BCHUYKHU JIEKAPCTBEHH MPOAYKTH B CHOTBETHATa
rpyna mno T. 1, OT4ETeHO OT BCUYKHU U3MIBIHUTEIN Ha OOTHUYHA METUIIMHCKA MTOMOII] M OJJOOPEHO 32
3amnaimiane cieq MmecedeH kouTpoa oT H30K 3a cboTBeTHOTO 1mIecTMeceuune, ce pasiens Ha 001oTo
KOJIMYECTBO €AMHUIIA aKTUBHO BEIIECTBO OT CHIIUTE MPOJTYKTH, OTYETEHO U 0JJ0OPEHO 3a 3arJialiaHe
3a ChUIMS ULIECTMECEYEH NEpUOJ; B pE3ysTaT ce IOoJydaBa CpPETHOINpETEryieHa CTOMHOCT 3a
MIECTMECEYNETO Ha €UHHUIIA aKTUBHO BEIIECTBO OT JIEKAPCTBEHUTE MPOJYKTH OT rpyrara, KOsTO
CTOMHOCT € MEeKIMHHA;

3. Ipu U3YMCIIIBaHE HA CPEIHOMPETETNIEHAaTa CTOMHOCT MO T. 2 ¢€ BKJIFOUBAT U OTUYETEHUTE Ha
HyJIeBa CTOMHOCT KOJIMYECTBA OT JIEKAPCTBEH MPOJIYKT;

4. ompenens ce JOBEPUTENIEH MHTEPBAN 3a MEXIMHHATA CPEJHONpPETErjeHa CTOMHOCT Ha
€MHUIAa AKTUBHO BEIIECTBO OT JIEKAPCTBEHUTE MPOAYKTH OT ChOTBETHATA IPyMa 3a HIECTMECEUHETO,
MpeICTaBsAl] Juana3oHa OT CTOMHOCTH, B KOWTO € 04aKBa ChIllaTa J1a [OMNa He B ONPEENIeH MPOIEHT
Mexay 90 u 99; npoleHTHT 3a omnpezessHe Ha JOBEPUTEITHUS MHTEpPBaJl CE€ M3UMCIsIBA ChOOpPA3HO
cnenudukaTa Ha JaHHUTE 32 CTOWHOCTUTE, KaTO Hal-MajkaTra CTOWHOCT B mHTepBaia 90 — 99, 3a
KOSITO B JJAaHHUTE CHIIECTBYBA IIOHE €JHA CTOMHOCT, MO-MaJIKa OT MPOU3BEIEHUETO 10 T. 5;
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5. OKOHYaTeJIHaTa CpPEAHOIPETErJIeHa CTOMHOCT Ha €OUHUIA AKTUBHO BEUIECTBO OT
JIEKapCTBEHUTE MPOAYKTH OT rpynaTa 3a IIecCTMEcednero ce (Gopmupa KaTo CpeaHOIpETErcHa
CTOMHOCT Ha BCUUKHUTE CTOMHOCTH, MOMA Iy B JOBEPUTEIHUS UHTEPBAJ 110 T. 4;

6. B clly4auTe, B KOUTO B JJUANIa30HA OT CTOMHOCTH, ONIPEACIICHH Ype3 TIOBEPUTEIICH MHTEPBAJ
0 peJia Ha T. 4, He MoTa/ia HUTO €IHa CTOWHOCT, OTYEeTEHA OT U3IIBIHUTEN Ha OOTHUYHA METUITUHCKA
nomoul U ojoOpena 3a 3arutamane or H30K 3a chOTBETHOTO IIecTMeceune, OKOHYaTeIHATa
CpeIHOIpeTerjeHa CTOMHOCT ce onpeens 1Mo peaa Ha T. 2;

7. 3a BCEKHM JIEKApCTBEH MNPOAYKT OT rpymara mo T. 1 c¢bc cborBeTtHUa My H3OK kop,
omnpezeseH no peaa Ha wi. 10e, an. 4, 1. 1, monaydeHara mo T. S CTOMHOCT Ha €IUHUIA AKTUBHO
BEILIECTBO C€ YMHOXaBA 110 OpOsi €MHUIM aKTUBHO BEILIECTBO B HErOBaTa OKOHYATEIHA OMAKOBKA; B
pe3yaTaTr ce MojydaBa CpPEIHOIpPETEryieHa CTOMHOCT Ha OINAKOBKA OT JICKAPCTBEHUS MPOIYKT,
3amateHa oT H30K 3a mectmeceuunero.

(1xx) (HoBa — JIB, Op. 43 ot 2024 r., B cuna ot 17.05.2024 r.) [lpu uzuucisBane Ha
CpeIHoIpeTerjeHara CTOMHOCT 10 all. 1e Ha IeKapCTBeHHs MPOAYKT 3a MPEIXOAHO IIeCTMEceune ce
CuMTa MEPUOIBT OT IIECT Mecela, MPEAXOXKIall C eIUH Mecel] Mecela, 3a KOWTO ce 3aruiaima
JIEKapCTBEHUSIT MIPOYKT.

(13) (Homa — JIB, 6p. 43 ot 2024 r., B cuia ot 17.05.2024 r.) EsxxemeceyHo B cpok 110 25-0
YHUCJIO HA MECela CpeIHOIpeTeriieHaTa cTouHocT, 3amateHa or H30K npes npenxonnure 6 mecena
3a JISKAPCTBEH MPOJIYKT 110 aj. 1, ¥ ompeneneHusT o peaa Ha al. le, T. 4 IpOLeHT 3a onpeeisHe Ha
JIOBEPUTEIIHUS UHTEPBAJl ce MyOJMKyBaT Ha UHTEepHET cTpaHuuara Ha H30K.

(1u) (HoBa — B, 6p. 43 or 2024 r., B cmia ot 17.05.2024 r.) Korato 3a KOHKpeTeH
JIEKapCTBEH MPOJYKT HE MOKe Aa ObJe ompezeneHa cToiHoct, 3amamana ot H30K, no pena Ha an.
1x — 1>x, H30K ro 3amnamia Ha CTOHHOCTTA, Ha KOSTO € JOCTaBEH Ha ChOTBETHHS M3IBIHHUTEI Ha
OOJTHMYHA MEIUIIMHCKA TIOMOIII, aKO ChIlaTa € MOo-HUCKa OT MaKCHUMallHaTa CTOMHOCT 1o ui. 45, a.
30 ot 330. B ciyuail ye CTOMHOCTTA, HAa KOSITO JIEKAPCTBEHUST IPOJYKT € JOCTABEH HAa ChOTBETHUSA
W3MBIHUTEN Ha OOTHUYHA MEUIIMHCKA ITOMOII], € TO-BIUCOKA OT MaKCHUMalHaTa CTOMHOCT 1O 4. 45,
an. 30 ot 330, H30K 3amuamma gekapcTBeHUs MPOAYKT IO MTOCOYEHATa MaKCUMaTHA CTOMHOCT.

(1x) (HoBa — /IB, Op. 43 or 2024 r., B cuna ot 17.05.2024 r.) B ciyuaii 4ye nekapcTBeH
npoaykT uma otueteH pasxos B H30K 3a enun unu moBede Mecery oT MPeIXxoHOTO IeCTMECeUue,
3a JIEKapCTBEHUS MTPOJIYKT CE€ OMPEIETsi CPETHONPETETIIeHa CTOMHOCT 3a €JMHUIA AKTUBHO BEIIECTBO
OT JIEKapCTBEH MPOYKT 3a TO3W/TE3H MeCeI| Mo peaa Ha ai. 1 — 13.

(1m) (HoBa — 1B, Op. 43 ot 2024 r., B cuna ot 17.05.2024 r.) AxryanHa uHpopmanus 3a
3aMIaTeHUTe CTOMHOCTH Mpe3 IMIECTMECEUUETO ce MyOInKyBa Ha HHTepHeT cTpanunara Ha H30K B
CPOK 10 25-0 4MCJI0 HAa Mecella, CAeABalll IECTMECEUNETO.

(Im) (HoBa — 1B, 6p. 104 ot 2024 1., B cuna ot 1.01.2025 r.) 3a nekapcTBeH MPOAYKT, 3a
KOWUTO pedepeHTHaTa CTOMHOCT C€ M3YMCIIsABA UYpe3 TPyNupaHe, B KOETO HE y4acTBaT JIEKAPCTBEHU
MPOJAYKTH Ha CHIIMS WIM Ha APYI/W MPUTEKATEeNId Ha pa3pelleHue 3a ynorpeda, U 3a KOHTO mpe3
MPEIXOAHOTO MECTMECEYHE TIO all. 1% € HaCThIIWIO YBEJIMYECHHE HA YyTBBPAEHATA [IeHa 1o 4. 261a,
an. 1 ot 3JIIIXM u/unu yBenndeHrne Ha CTOMHOCTTA HA OMAKOBKA, M34KCIIeHa Ha 6a3a pedepeHTHaTa
croitHoct, H30K 3amnama mnpoaykra Ha CTOWHOCTTa, Ha KOSTO € JIOCTaBEH Ha ChOTBETHUSA
W3MBIHUTEN Ha OOJTHUYHA MEAUIIMHCKA ITOMOII], aKO ChIIAaTa € MOo-HUCKa OT MaKCUMaTHAaTa CTOWHOCT
o ui. 45, an. 30 ot 330. B cnyuaii ue cTOMHOCTTa, HA KOSITO JIEKAPCTBEHUAT MPOJIYKT € IOCTaBEH Ha
CHOTBETHHUSI HW3MBJIHUTEI Ha OOJTHWYHA MEIMIIMHCKA IOMOIN, € MO-BUCOKAa OT MaKCHUMaJHaTa
croitHocT o wi. 45, an. 30 ot 330, H30K 3amnamia nekapcTBeHUS TMPOIYKT MO TMOCOYEHaTa
MaKCHUMaJHa CTOWHOCT. 3aruialaHeTo Mo TO3HW peJ C€ OCHIIECTBsIBA 0 M3THYaHE Ha 6 Mecera OT
nyonukysate B [IJIC mo ui. 262, an. 6, T. 2 Ha yBeJIMYeHHe Ha yTBbpJCHATA IIeHa 1o 4. 261a, an. 1
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ot 3JIIIXM wu/unu yBenuueHHWE Ha CTOMHOCTTA Ha OMAKOBKa, M3YMCIICHA Ha 0a3a pedepeHTHaTa
CTOMHOCT 3a ChOTBETHHSI JICKAPCTBEH MPOAYKT.

(2) JlekapcTBeHHTE IPOYKTH 110 ajl. 1 ce 3ariamar B ciydaid, ue ca mpeAnucanu, IpHIokKeH!
M OTYETEHHU, KAKTO U MEJAMLMHCKUTE YCIYTU Ca OKa3aHU M OTUCTECHHU IPH YCIOBHUATA M IO pena,
ycranoBenn B 330, Hapembara mo win. 45, an. 2 330 W HaIMOHAJIHUS PaMKOB JIOTOBOP 32
MEIHUIIMHCKUTE JerHocTy mo wi. 53, an. 1 330.

Y. 103. (HoB — JIB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r.) (1) (M3m. — IB, 6p. 17 ot
2019 r.) HauuonanHara 3ApaBHOOCHUTYpPHUTENIHA Kaca 3aruialla Ha U3MBIHUTENNTE HAa OOJHUYHA
MEAMUIIMHCKA TOMOII 32 PUJIOKEHU OT TSAX IPU U3BBPILIBAHE HA MEIULIUHCKUTE YCIYTH JIEKApCTBEHU
npoaykTH 1o wi. 10e, an. 1 ciex npeacraBsiHe Ha (pakTypa WK eIeKTpOoHHA (pakTypa; cnenuduranms
3a MPUIIOKEHH JIEKAPCTBEHU MPOIYKTH M CHOTBETHU OTUETH 32 JICUCHUE C JICKAPCTBEHH MPOIYKTH,
npuaraHy B 00JTHUYHATA MEAULIIMHCKA TOMOIIL IT0 00pa3liy ChIIaCHO HAIIMOHATIHHS PAMKOB JOTOBOP
3a MEIMIMHCKHATE neiinocTy no wi. 53, an. 1 330.

(2) UznpanuTenuTe HAa OOJTHUYHA MEIUIIMHCKA IIOMOIIL TPEACTABIT OTYETHUTE TOKYMEHTH 110
an. 1 exxemeceyHo B ChOTBETHATa pailOHHA 3APAaBHOOCUTYPHUTENHA Kaca MO YTBBPAEH Tpaduk a0
ocMus pabOTeH JIeH Ha Mecella, CleABalll OTYETHUS.

(3) Haumonannara 31paBHOOCHTYpUTEIHA Kaca 3arlialia €KEeMECE4YHO JIEKapCTBEHUTE
npoayktu 1o ui. 10e, ann. 1 ciaen npoBepka Ha OTYETHUTE JOKYMEHTH 11O ail. 1.

(4) TlnamanusaTa HA U3MBIHUTEINTE HA OOTHUYHA MEIUIIMHCKA MOMOII CE U3BBHPIIBAT OT
P30K no 30-0 yuciio Ha Mecelia, cieaBall OTYECTHHUS.

(5) IpunoxenuTe U OTUYETEHHU JIEKAPCTBEHM NpoaykTu 1o wi. 10e, an. 1 ce 3amnamar npu
yCIIOBUS U TI0 pell, OnpeeNieHu B Ta3u Hapenda u ckimodenute mexay H30K u u3nbinuTenure Ha
OOJTHUYHA MEAUITMHCKA ITOMOIII IOTOBOPH 1o 4. 59, an. 1 330.

Y. 10u. (HoB — /IB, 6p. 62 ot 2015 r., B cuma ot 14.08.2015 r., uzm., 6p. 17 ot 2019 1.)
JlekapcTBenuTe npoaykTu o wi. 45, an. 21 330, 3a KOUTO HE ca JOrOBOPEHHU OTCTBIIKM IO peJa Ha
Ta3u Hapenoa, He ce 3amtamar oT H30K.

Un. 10k. (HoB — IB, 6p. 17 ot 2019 1.) (1) (U3m. — [IB, Op. 19 ot 2020 r.) 3a nekapcTBeH
MPOJIYKT, 32 KOWTO € OMpPEeIeTICHO MpociieIsaBaHe Ha eeKTa oT Tepanusita CbriaacHo wi. 259, am. 1, T.
10 3JIIIXM, H30K wu mnputexarensT Ha pa3pelieHueTo 3a YNnoTpeOa/HeroB YI'bIHOMOILEH
IIpeICTaBUTEN MOTaT J1a JOTOBOPSAT 3aIUIalllaHe Bb3 OCHOBA Ha pe3yJiTaTa OT TepanusTa.

(2) (M3m. — [IB, 6p. 19 ot 2020 r.) [Ipu ckiaroyeH AOToBOp 3a 3aljallaHe Bb3 OCHOBA Ha
pe3ynraTa oT TepamnusTa 3a cpoka Ha npocneasBaneTo H30K 3amnaia nekapcTBeHus NPOAYKT IPH
ycioBusTa Ha WI. 10xK.

(3) (M3m. — [IB, 6p. 19 o1 2020 r.) B noroBopa mo ai. 2 ce J0roBapsAT KOHKPETHU TTOKa3aTeNn
3a mpoclieAsBaHe Ha e(dekTa OT Tepamuira B CHOTBETCTBHE C YCJIOBUATA M KPUTEPUUTE 32
npoclieAsiBaHe Ha e(eKTa OT TepamusTa, OIpelneslieHd OT HamuoHamHUs CHhBET TO LEHU U
peumOypcrpaHe Ha JIeKapCTBEHUTE MPOAYKTH.

(4) (Hom. — JIB, 6p. 19 ot 2020 r.) JleueOHUTE 3aBeeHNUS, B KOUTO C€ MPOCiensBa epeKThT
OT TepamusTa ChOOpa3HO KPUTEPUUTE MO aj. 3, MPeJoCTaBAT chOpaHaTa MHQOpPMAIHS 32 BCEKH
JEKapCcTBeH NPOAYKT Ha HalmoHamHHS CBHBET MO IEHH W peuMOypcHupaHe Ha JIEKapCTBEHHUTE
MPOJYKTH, KOWTO OT CBOs cTpaHa s 00paboTBa BHB BHJ, MOAXOJAIN 32 aHATN3, U HA BCEKH IIECT
Mmecena s npeaoctasst Ha H30K, npu ycnoBusTa u o pena Ha Hapeabata mo ui. 261a, an. 5 3JIIIXM.

(5) (U3m. — 1B, 6p. 19 ot 2020 r.) Komucus B ienTpasinoTo ynpasienne Ha H30K u3sbpiiBa
aHaJM3 Ha MojdydyeHarta uHpopmanusg no an. 4 3a nenure Ha €(QEeKTUBHOTO M IeJIechoOpazHO
pasxoJiBaHe Ha MyOJWYHH cpelcTBa. B aHammsa ce mocoyBa OposT Ha MAlIMEHTUTE, MPU KOUTO €
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HaJIMIIE JIUICAa Ha pe3yiTaT OT TepamnusTa ChC CbOTBETHHS JIEKAPCTBEH MPOAYKT Ipe3 Mepuoja, 3a
KOITO ce oTHacs nH(opMaIHsITa.

(6) (M3m. — 1B, 6p. 19 ot 2020 r.) B3 ocHoBa Ha ananm3a no aix. 5 H30K wusrores u
MIPEIOCTaBs Ha MPUTEKATENS HA Pa3peIICHUETO 3a yIoTpeda Ha JIEKapCTBEHUS MPOIYKT WIH HETOB
YITBTHOMOMIEH MpeJICTaBUTEN cripaBKa 3a 3amarenute oT H30K cpencTBa 3a rexkapcTBeHHUS IPOIYKT
1pe3 OTHOCUMUS NEpUOJ 3a MAlMeHTUTE, IPU KOUTO € HAJUIIE JIUIICA HA PEe3yaTaT OT Tepamnuaira,
KOSITO ChAbpXKA:

1. nanHu 3a Opos MAlMEeHTH, MPU KOUTO € YCTAHOBEHA JIMIICA Ha Pe3yiTar OT JICYCHHETO
CBIJIACHO MOKa3aTeJIUTe, YTOBOPEHU B JJOTOBOPHUTE 110 all. 2;

2. mepuoja, 3a KOWTO € YCTAaHOBEHO, Ue ¢ Ouiia HaJWIe JINICa Ha Pe3yiTar, U ChOTBETHUS
Opoil ONmaKkoOBKH OT JIEKapCTBEHHsI MPOIYKT, 3amiateHun oT H30K 3a mepuona, 3a KOMTO ce oTHaCs
CIIpaBKaTa.

(7) (HoBa— /1B, 6p. 19 ot 2020 r.) [To rickaHe Ha pUTEXKATEIS HAa pa3pEIICHUETO 3a yIoTpeda
H30K mnpenocraBs aHOHMMH3UMpaHM JaHHH OTHOCHO IIOKa3aTeluTe, Bb3 OCHOBA Ha KOUTO €
yCTaHOBEHA JIUIICAaTa Ha PEe3yTaT OT JICYCHHETO 32 BCEKU OT ChOTBETHUTE MAIIUEHTH, JAHHU OTHOCHO
ne4eOHOTO 3aBe/IeHUe, B KOETO € MPOCeIeH ePEeKTHT OT TepanusiTa, KOUTO He ChAbPIKAT IaHHU, Upe3
KOUTO MOe J1a ObJe UACHTU(DHUIMPAH KOHKPETECH MAI[UECHT.

(8) (Hosa — [IB, 6p. 19 ot 2020 r.) B 7-nmHeBeH cpok OT moyiydaBaHE HA CIpaBKarta 1o ai. 6
MIPUTEKATEIAT HA PA3PEUICHUETO 3a yIoTpeOa Ha JIGKAPCTBEHUS MPOAYKT UM HETOB YIIBJIHOMOIIECH
MpEeACTaBUTEN UMa MPaBO Ha MUCMEHO Bh3paxeHue, koero H30K pasriexna B cpok a0 2 qHU U
YBEJIOMSIBA MMHCMEHO MPHUTEKATENSI HA Pa3pelIeHHETO 3a yrnorpeda WM HETOBHUS YITBIHOMOIICH
MIPEJICTAaBUTEI 32 CBOETO PEIICHUE.

(9) (HoBa — /1B, 6p. 19 ot 2020 r.) KoraTo He € MoCThIIIO Bh3paKEHUE B CPOKa 110 ajl. 8 Win
KOTaTo MOCTBHIIUIOTO Bb3paXKEHHE € OTXBbPICHO u3lsiio uin yactuyHo, H30K u mpurexarenst Ha
paspeleHneTo 3a yrnorpeda WM HEroB YIMBIHOMOIIEH MpPEACTaBUTENl MOJIIMUCBAT MPOTOKOJ IO
oOpazery cbriaacHo mnpuioxkenue Ne 2. B 10-gHeBeH CpOK OT MOJNMCBAHETO Ha MPOTOKOJIA
MIPUTEKATEIAT HA Pa3pelICHUETO 3a YIoTpeOa Ha JICKAPCTBEHUS TPOAYKT MU HETOB YIThTHOMOIIICH
npencraBuTeN Bb3cTanoBsBa Ha H30OK 3arutateHuTe cpeacTBa 3a MAIlMCHTHTE, IPH KOUTO € HAITUIIE
JIUTICA HA PE3yTaT OT TepanusTa ¢ JCKapCTBEHUS MTPOTYKT.

I'naBa Tpera
YCJIOBUSA, PEJA, MEXAHU3BM U KPUTEPUU 3A
SAIIVTAHTIAHE HA MEJUIIUHCKHU U3JAEJIUA U ITUETUYHHAN
XPAHHU 3A
CIHHEIUWAJIHU MEAUIIWHCKH LHEJIN
(3ara. uzm. — JIB, 0p. 17 o1 2019 1.)

Pasznen 1
(Hos - /IB, Op. 48 oT 2014 1.)
YcioBus, pel, MEXaHU3bM H KPUTEPHUH 32 3aIJIAlAHE HA
MeIUMIIUHCKH U31eIusl
(3ara. uzm. — JIB, 0p. 17 o1 2019 1.)
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Yn. 11. (U3m. — AB, 6p. 48 o1 2014 1.) (1) (M3m. — [IB, Op. 49 oT 2022 1., B cuna ot 1.07.2022
r.) Hanlmonanxara 31paBHOOCUTYpUTETHA Kaca 3armamia 3a MU, BkitoueHu B cichka mo Hapenba
Ne 7 ot 2021 r. 3a ycnoBusiTa M pesia 3a CbCTaBsIHE HAa CIMCHK Ha MEAUIIMHCKUTE U3/1eus 1o 4. 30a
oT 3aKOHa 3a MEIULMHCKUTE U3JIETUs U 33 ONpelelisiHe Ha CTOMHOCTTA, A0 KOATO TE€ CE 3aruiamiar
(B, 6p. 20 ot 2021 r.) (Hapen6a Ne 7 ot 2021 r.), 3a KOUTO € OIpeaesieHa CTOWHOCTTA, /10 KOSITO T€
ce 3aruiamiar 1o peja Ha rjiaBa Tpera, paszaen | ot Hapenbara.

(2) MemunuHCKATE U3IeIUs 1o aj. | ciensa Aa OTroBapsT Ha M3UCKBaHWATa Ha 3MU u
M0/I3aKOHOBUTE HOPMATHUBHH aKTOBE 10 HETOBOTO MpHUJIaraHe.

Y. 12. (U3m. — [IB, 6p. 48 or 2014 1.) (1) (U3m. — [IB, Op. 62 o1 2015 1., B cruta ot 14.08.2015
r.) MeIUIIMHCKHUTE U3SNUS, TPUIIATaHN B YCIOBHATA HA U3BbHOOIHUYHATA MEIUIIMHCKA IIOMOIII, Ca
npeAHa3HauYeHu 3a 3a00JsIBaHUs, ONPeIeNIeH! B cliichKa 1o wi. 45, an. 4 330.

(2) (Hom. — B, 6p. 95 ot 2018 r., B cuna ot 16.11.2018 r.) Meaunuuckure u3aenus,
MIPUJIaTaHH B YCIOBUATA HA OOTHUYHATA MEIUIIMHCKA TTomor, ce 3aruamat oT H30K u3BbH nienure
Ha CHOTBETHUTE KJIMHUYHHU MBTEKH, B U3IIBIHEHHE HAa JOrOBOPUTE 3a OKa3BaHEe Ha OOJIHHMYHA
MEAUIIMHCKA TTOMOIII, CKIIFOUYEHU MEXy M3MBJIHUTEINTE Ha MEIUIIMHCKA TTOMOINI M JUPEKTOpa Ha
ChOTBETHATa paiioHHa 37paBHOOcuUryputenHa kaca (P30K), ¢ uskmouenne na MU, kouro H30K
3amama Ha NPOU3BOJUTENM WM THProBuM Ha eapo ¢ MU uiam TeXHM YI'BIHOMOIIEHU
npenacraBuTeny, ckiarounau goropopu ¢ H30K 3a nocraBka Ha MU no peaa Ha HapenOara o ui. 11,
an. 1.

Ut 13. (M3m. - 1B, 6p. 67 or 2011 r., 6p. 48 or 2014 r.) (1) Hamumonamnara
3IpaBHOOCUTYPUTEITHA Kaca B CBOTBETCTBHE C MIPEIBHICHUTE CPEACTBAa B OIODKETa CH 3a
ChOTBETHATA KaJICHJapHa FOJIMHA €KEroJHO onpeens rpynute MU, kKakTo U CTOMHOCTTA, 10 KOSITO
T 3aruiamia, py YCIOBUATA U 1O pefa Ha HapenOaTa mo ui. 11, am. 1.

(2) Exeronmno, cien NMpUKIOYBaHE Ha MpoleaypaTa mo Hapembara mo wi. 11, am. 1 3a
onpenensHe Ha cToitHocTTa, 10 KosATo H30K 3amnama MU, npunagnexamu kbM eana rpyna, H30K
CbCTaBS:

1. cnucek ¢ MU mo rpymu, kouro H30K 3amnama B ycioBusiTa Ha W3BBHOOJHUYHATA
MEIUIIMHCKA TIOMOIIl, 1 CTOWHOCTTA, 10 KosTo H30K 3amama 3a Besika rpyma;

2. (u3m. — [IB, 6p. 95 ot 2018 r., B cuna ot 16.11.2018 r.) cnucek ¢ MU no rpynu, Kouto
H3O0K 3amnama B ycrnoBusita Ha OOJTHMYHATAa MEAUITMHCKA TIOMOII, U CTOMHOCTTA, 10 Kosito H30K
3arJaia 3a Beska rpymna Ha:

a) neueOHU 3aBeJIeHHS B U3IIBIHEHHE Ha JIOTOBOPUTE 32 OKa3BaHe HA OOJIHUYHA MEIUIIMHCKA
MOMOII], CKJIFOUEHHU MEXAYy U3IBIHUTEIN Ha MEIUIMHCKA MOMOI U JAMPEKTOpa Ha ChOTBETHATA
P30K;

0) MPOU3BOUTENH WU THPTOBIH Ha eApo ¢ MU mnn TeXHU yIIbIHOMOIIEHU TIPEICTaBUTEIIH,
cxmrouniu gorosopu ¢ H30K 3a nocraBka Ha MU no pena Ha Hapen6ata mo wi. 11, an. 1.

(3) (Hom. — JIB, Op. 17 ot 2019 r.) Cniuchiute mo ai. 2 ca chboOpa3eHu C pe3yJaTaTuTe OT
npoueaypara 1no onpeaessiie Ha cToMHocTTa, 10 kKoAto H3OK 3amnama MeauuuHCKUTE W3IeTus
cbriacHo Hapeabara mo wi. 11, an. 1 u ¢ un. 30, an. 1 or HapenOara mo wi. 11, an. 1 u Bu3ar B cuiia
ot | sHyapu Ha clieJjBaniaTa KajJeHaapHa roinHa.

(4) (HoBa — JIB, 6p. 17 ot 2019 1.) Koraro crniuchiure He ObJIaT ChCTABEHH U YTBBPACHU B
CpoKOBeTe, omnpeaeneHu B Hapeabara mo wi. 11, an. 1, H30K 3amnama MU ot cniuchuure u A0
CTOMHOCTTA, OINpeJeNIeHa P MOCIeIHaTa TPOoIEeAypa, HO HE MO-KbCHO OT 31 mMapT Ha Tekymniara
TOJIMHA.

(5) (Hosa — 1B, 6p. 17 ot 2019 1.) Korato a0 1 ampui Ha TekyiaTa ToJuHa HsMa BJIE3JH B
CUJIa HOBHM CIHCHIIM 1O aj. 2, 10 M3KIIOYECHHE, C 1Ie7T HEeJONMyCKaHe orpaHWYaBaHe Ha JOCTHIIA Ha
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3IpaBHOOCUTYpeHuTe Juia 10 MU, cniicpuuTe oT nocneaHaTa nporeaypa npobkaBat JeiicTBHETO
cu nu H30K npoasmxasa fna 3amiama MU oT TX, 10 CTOWHOCTUTE U IIPU yCIOBUSATA, ONPEAEIEHU
IIpU MIOCJIEAHATA [TPOLEypa.

Un. 14. (M3m. — AB, 6p. 48 ot 2014 1.) (1) (U3m. u mon. — [IB, 6p. 17 ot 2019 1.)
Hanmonannara 3apaBHOOCUTypuUTENHA Kaca 3amiama MU ot cniepiute no ui. 13, an. 2, 3a KOUTO
ca CKJIIOUEHU JOrOBOPH 3a JocTtaBka Ha MU ¢ mpou3BoauTeny Win ThpProBuu Ha enpo ¢ MU umu
TE€XHH YIbJIHOMOIICHH MPEACTaBUTEIN WU ca MOAaJeHU MUCMEHHU 3asBiieHus no wi. 30, an. 4 ot
HapenOara no wi. 11, an. 1, oT npou3BOAUTENNUTE UIH THPrOBLUTE HA €APO C MEAULIMHCKH U3IENUs
W/WJIM TEXHUTE YITbITHOMOIICHU MPEICTaBUTEIH.

(2) Hanuonannara 3apaBHOOcHUrypuTenHa kaca 3amtama MU mo an. 1 go croitHocTuTe,
IIOCOYEHH B CIIMCBIMUTE 110 4. 13, ai. 2.

(3) B cayuaute Ha noroBopenu orcrbiku H3OK 3amurama 1o HamaneHara ¢ pa3mepa Ha
OTCTBIIKAaTa CbOTBETHA CTOMHOCT MO ai. 2.

(4) Hanmonanuara 3paBHOOCHTYpUTETHA Kaca 3arutama MU o otyereHara CTOMHOCT, HO HE
[OBEYE OT CTOMHOCTTA 10 ai. 2 u 3.

(5) (HoBa — JIB, 6p. 17 ot 2019 r.) B cnyuaute no uin. 21, an. 5 ot Hapen6ata mo wi. 11, an.
1 H30K 3amnama MU He no-paHo OT miecT Mecela ciej BIM3aHe B CUJjla Ha CIIUCHIUTE Mo Wi. 13,
an. 2.

Un. 15. (U3m. — JIB, Op. 48 ot 2014 r.) (1) HauuonanHaTta 3apaBHOOCUTYpUTETTHA Kaca
IIpeyCTaHOBsBA 3amtaniaieTo Ha MU B ciieqnuTe cinyvau:

1. npu 3anuyaBane Ha MU ot cniuchka Ha MeauLMHCKUTE U3Aenus 1o wi. 30a oT 3akoHa 3a
MEAUIIMHCKUTE U3/1ETHs, U3BBPIICHO MO pea Ha Hapeabarta o wi. 11, am. 1;

2. Ip¥ ToJIaBaHe OT JMIara 1o wi. 14, an. 1 Ha 3asBIeHUe ChIIacHO npuiiokeHue Ne 30, ue
JKEINasT Ja ce MPeKpaTH 3aruiallaHeTo Ha CbOTBETHOTO M.

(2) B 3asBnenuero mo an. 1, T. 2 ce mocouBa CPOKBT, 10 KOWTO Iie ObJAT OCUTYpsIBAHU
KOJIMYECTBa OT ChOTBeTHUTE MU, KOITO HE MOXKe /1a ObJie O-KPaThK OT TPU Mecella.

(3) B 3aBucumoct oT Aararta Ha IojiaBaHe Ha 3asBieHuero no ai. 1, . 2 H30K npeycraHossiBa
3aIuIalllaHeToO Ha ChOTBETHOTO MM OT 1-BO 4mMCIIO Ha KaJIeHIapHUS Mecel, CleABalll U3TUYaHe Ha
CpokKa 1o ai. 2.

Ui 16. (1) (U3m. — [IB, 6p. 48 ot 2014 r.) 3a otnyckane Ha MU ot cniucwka no wi. 13, an. 2,
T. | H30K ckirouBa 40roBOpH C JIMLA, MOJIYYHIIU paspemenue no wi. 229, an. 2 3JIIIXM 3a Teprosus
Ha JIpeOHO C JIEKapCTBEHH MPOIAYKTH.

(2) (Homa - IB, 6p. 48 ot 2014 r.) KoraTo nuiero mo an. 1 ¥ ppbKOBOAUTENAT Ha aniTeKaTa He
CBBIIAJIaT, IOTOBOPHT CE ChITIacyBa U OT PbKOBOJUTENS Ha anTeKara.

(3) (M3m. - 1B, 6p. 67 ot 2011 r., npeauinHa an. 2, u3m., op. 48 ot 2014 r., 6p. 49 ot 2022 1.,
B cuna ot 1.07.2022 r.) dorosopute no ai. 1 ce ckmouBatr ype3 aupekropa Ha P3OK, Ha uusrto
TEPUTOPHUS € anTeKaTa, IPU YCIOBUS U MO PeJl, yCTAaHOBEHHU B ChOTBETCTBHE ¢ uil. 45, an. 17 330.

(4) (Ilpenumna an. 3, usm. — JIB, 6p. 48 ot 2014 r.) Haunonanuara 3apaBHOOCUTYpUTENTHA
Kaca 3ariania Ha Juiara o ai. 1 3a ormycHatu ot 4x MU cien npeacTaBsiHe Ha €I€KTPOHEH OTYET,
M3rOTBEH ChOOPA3HO €NEKTPOHHUA (opMmaT, MyOJMKyBaH Ha MHTepHET cTpanunara Ha H30K.

(5) (Ilpepumna an. 4, uam. — JIB, Op. 48 ot 2014 r.) OtnycHatute u oTduereHn MU ce
zarutamar ot H30K npu ycnoBus u o pes, onpesiesieHu B Ta3u Hapea0a U CKIFOYEHUTE JIOTOBOPH.

Y. 16a. (Hos — 1B, 6p. 48 ot 2014 r.) HanmonanHaTa 31paBHOOCUTYpUTETHA Kaca 3aruiamia
3a MU no un. 16, an. 1 Ha OTHyCHAIUTE THM anTEKH B CPOKOBETE, OMPEACIICHU 3a 3aIlIalllaHe Ha
JIEKapCTBEHHUTE MPOIYKTH 3a JIOMAIIHO JIeYeHHE ChIJIaCHO TJIaBa BTOpa, paszzaen L.
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Y. 166. (Hos — /1B, Op. 48 ot 2014 r.) (1) Hanimonanuara 31paBHOOCUTYPUTETHA Kaca JaBa
YKa3aHHs OTHOCHO pefia 3a MpeAnucBane u ornyckade Ha MU ot cniucbka no wi. 13, an. 2, 1. 1.

(2) Ykazanusita o ain. 1 ce myOnukyBar Ha MHTepHET crpanunata Ha H30K.

Ui 168. (HoB— /JIB, 6p. 48 o1 2014 1.) (1) (dom. — IB, 6p. 95 012018 1., Bcmma ot 16.11.2018
r.) Hattmonanuara 3npaBHoocurypuresnna kaca 3amiama MU ot cniucbka o wi. 13, an. 2, T. 2, OykBH
"a" u "0" Ha yeyeOHUTE 3aBECHUS, CKIFOYIIN HoroBopH 1o wi. 20, an. 1, 1. 4 330 3a oka3BaHe Ha
OOJHMYHA MEAMIIMHCKA MOMOII M Ha MPOU3BOJIUTENM WM THProBUM Ha eapo ¢ MU unu TexHu
YI'BJIHOMOIIEHU TIpeacTaBuTeNH, ckitourin goroopu ¢ H30K 3a nocraBka Ha MU mo pena Ha
Hapeabara o wi. 11, am. 1.

(2) MeaunuHckuTe U3AeNus 1Mo al. 1 ce 3amianar npyu HajaIu4yue Ha CISAHUTE YCIOBUS:

1. BIOXKEHM ca MNpU HU3NBJIHEHHE HAa KIMHWUYHA IIbTEKA CBIVIACHO HW3UCKBaHHUATA Ha
JTUArHOCTUYHO-JICUCOHUTE QJITOPUTMU 3a M3MBJIHEHUE HAa CHOTBETHATa KJIMHUYHA ITHTEKA,
YCTAaHOBEHU B HALIMOHAJIHUTE PAMKOBHU JOTOBOPHU, MIPUIIOKUMU IIPE3 CbOTBETHATA I'OJIMHA;

2. (mom. — 1B, Op. 17 ot 2019 r.) u3anbiaHEeHU ca M3UCKBAHUATA, CBhP3aHU C OKa3BaHE Ha
OOJHMYHA METUIIUHCKA IOMOII], YCTAHOBEHU B HAI[MOHATHUTE PAMKOBHU JIOTOBOPHU, IPUIIOKUMH MTPeE3
ChOTBETHATA rOJIMHA, KAKTO U YKa3aHUATA MO TAXHOTO MpHUIJIaraHe;

3. (m3am. — JIB, Op. 95 ot 2018 1., B cuna ot 16.11.2018 r.) oT4eTeHH ca OT JIeUCOHUTE
3aBefICHUS MO all. 1 Mo pena, yCTaHOBEH B HAIIMOHATHUTE PAMKOBH JIOTOBOPH, MPHIIOKUMU TIPE3
ChOTBETHATa rONHA.

3) (dom. — 1B, 6p. 95 or 2018 r., B cuma or 16.11.2018 r.) Hanmonamnara
3IpaBHOOCUTYpHTEIIHA Kaca 3arutama MU ot ciuckbka mo wi. 13, an. 2, T. 2, OykBa "a" Ha neueOHUTE
3aBelieHus 10 al. | cien mpeacTaBsiHe Ha CIETHUTE TbPBUYHN MEAUIIMHCKA U (PMHAHCOBO-OTYETHH
JOKYMEHTH:

1. dbaktypa unu enexTpoHHa GakTypa;

2. cnenuduKalys 3a BIOKEHUTE MEIULUHCKU U3JIENIUS 110 ChOTBETHATA KIIMHUYHA MIBTEKA;

3. exzeMIUIsip Ha (QOpPMYJISp 3a BIOKEHU MEIUIIMHCKU M3JETHUsl, CTOMHOCTTa HAa KOWUTO Ce
3arutama or H3OK u3BbH 11eHaTa Ha KIIMHUYHATA ITBTEKA.

(4) (U3m. — JIB, 6p. 95 ot 2018 1., B cuna ot 16.11.2018 r.) JleueOnuTe 3aBeneHus no ai. 1
MPEACTABAT OTYETHUTE TIOKyMeHTH exemecedHo B P3OK no yrBbpeH rpaduk, onpeneneH mo pena,
YCTaHOBEH B HAIIMOHATHUTE PAaMKOBH JOTOBOPH, IPHIIOKUMH TIPE3 CHOTBETHATA TOAMHA.

(5) ®opMaThT HA OTUETHUTE JOKYMEHTH C€ JIOTOBaps B HAIIMOHAJIHHUTE PAMKOBH JOTOBOPH,
MPUJIOKUMU MPE3 ChOTBETHATA TOANHA.

(6) (HoBa — JIB, 6p. 30 ot 2015 r., u3m., 6p. 95 ot 2018 ., B cuna ot 16.11.2018 r.) Koraro
IpU U3MBIHEHHWE Ha KIWHWYHATA MbTEKA Ca BIOXKEHH EJIIEMEHTH OT MEIULMHCKH H3IeNus,
MPUHAJIEKAITN KbM [TOBEUE OT €IHO IPyHHpaHe ChINIAaCHO cUchIuUTe 1o wi. 13, an. 2, T. 2, OykBu
"a" u"6", H30K 3amaria cToiHOCT, KOATO € COOp OT LIEHUTE 0 EIEMEHTH, OTPa3eHU BbB (haKkTypara,
HO HE TMO-BHUCOKA OT HaW-BHCOKAaTa CTOMHOCT, MTOCOYEHA B CIIUCHKA 32 CHOTBETHOTO TPYMHUPAHE, OT
YUUTO €JIEMEHTH € ChCTaBEHA BIIO)KEHATa CHCTEMA.

(7) (Hoea — B, 6p. 95 or 2018 1., B cmma ot 16.11.2018 r.) Hammonamnara
3paBHOOCUTYpUTENHA Kaca 3arutama MU or cnuchka mo wi. 13, am. 2, 1. 2, OykBa "0" Ha
MIPOU3BOJUTENH WIM THProBUU HA eApo ¢ MU uiau TexHU yI'bJIHOMOIIEHH MPEICTABUTENH 1O ajl. 1
cleJl IPeACTaBsIHE HA CIEHUTE IOKYMEHTHU:

1. paxTypa nnm enekTpoHHa (pakTypa;

2. 06001mIeHa cripaBKa 3a IOCTaBEHUTE M BIOkeHUTEe MU 10 ChOTBETHM KIMHUYHU TBTEKH,
OTUETEHHU OT JICUCOHUTE 3aBEJICHUS TPe3 MPEIXOTHUs KajleHaapeH mecel, moiaydeHa or H30K B
M3MIBJIHEHUE Ha TOTOBOPHTE 3a JocTaBka Ha MU no pena Ha Hapen6aTta mo wi. 11, an. 1;
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3. crienuduKkanys 3a J0CTaBeHUTE U BiokeHUTe MU 10 ChOTBETHU KIMHUYHU IIBTEKU MPeE3
MPEIXOTHUS KaJIeHIapeH Mecell, ChOTBETCTBAIllA HA KOJIMYEeCTBaTa Mo CIipaBKara 1o T. 2.

Ui lé6r. (Hos — IB, Op. 48 ot 2014 1., mom., 6p. 95 ot 2018 r., B cuna ot 16.11.2018 r.)
Hauunonannara 3paBHOOCUTypUTEITHA Kaca 3aruialia exxeMeceuHno Biaoxxkenure MU no uin. 13, an. 2,
T. 2 cjel MpoBepKa Ha JOKYMEHTUTE o wi. 168, ant. 3 u an. 7 go 30-0 4nciao Ha Mecela, CleBalll
OTYETHHUSI.

Y. 17. (1) Ilpon3BOAUTEINAT UIIK HETOB YITHIHOMOIIICH MPEACTABUTEN € JUTHKEH JIa YBEIOMHU
H3O0K B ciyyaute Ha:

1. (u3m. — 1B, 6p. 48 ot 2014 r.) mpomsiHa HA THPTOBLUUTE HA €pO, KOUTO I1ie goctaBat MU
70 anTekuTe/neyeOHuTe 3aBeeHus, ckioumm gorosop ¢ H30K;

la. (moBa — JIB, Op. 48 ot 2014 r.) npomsHa B uHpopMarusaTa o wi. 5, an. 1 u wi. § or
HapenoOara mo wi. 11, a. 1;

2. (mom. — JIB, 6p. 48 or 2014 r.) Apyru OOCTOSATENCTBA, CBBP3aHU C OCHUTYpsSBaHE W
3arutamage va MU.

(2) YBenomiienueTo 1o ain. 1 ce u3BbpIIBa B /-THEBEH CPOK OT HACTHIIBAHE HA TPOMEHUTE.

Paznea 11
(Hos - /IB, Op. 48 ot 2014 r., u3m., 0p. 104 ot 2024 r.)
YciaoBus, pell, MeXaHU3bM U KPUTEPHUH 32 3aIUIANIAHE HA TUeTUYHHU
XPaHM 32 CHEeMAJTHUA MeJUIUHCKHU LeJTH
(3ara. uzm. — JIB, 0p. 17 o1 2019 1.)

Y. 18. (U3wm. - JIB, 6p. 67 ot 2011 r., 6p. 48 ot 2014 1., nom., O6p. 62 ot 2015 r., B crita ot
14.08.2015 r., u3m., 6p. 17 ot 2019 1., Op. 104 o1 2024 r.) (1) Haimonannara 31paBHOOCUTYPHUTEITHA
Kaca 3aruiaimia 3a JOMAIHO JieueHue Ha teputopuara Ha crpaHata JIXCMI] no un. 1, 1. 7, kouro
OTTOBapST Ha CIIETHUTE YCIIOBHUS:

1. uMaT perucTpanus OT MUHHMCThpa Ha 3/IpaBeola3BaHETO HAa OCHOBaHUE Wi. 76, ain. 1 oT
3akoHa 3a XpaHHTE;

2. BKJIIOUEHU ca B MyOJIMYHUS PETUCTbP HAa MUHUCTEPCTBOTO Ha 3/1paBEONa3BaHETO IO II.
24, an. 2, T. 2 ot 3aKoHa 3a XpaHUTE 3a MmycHaTuTe Ha na3apa JJXCMILI;

3. mpeHa3HaYeHU ca 3a 3a00JIsIBaHUs, ONIPEeNIEHH B CIUCHKa o wi. 45, ain. 4 330;

4. 3arutamaT ce ype3 CbOTBETHUTE CHCTEMH 3a 3arliallaHe ¢ MyOJIuYHU CPEe/ICTBA B MIOHE TPU
OT I'bp>KaBUTE — YJIeHKU Ha EBpormnelickusi Cbi03, MPH ChITUTE MHAUKAIMH WIN 3a00JIsIBAaHUS WIH ca
3arutamanu ot H30K npe3 nocnennure 5 roguHuy;

5. BkitoueHu ca B CHUCHK C IUETUYHM XpaHU 3a CHEIHaTHU MEAUIIMHCKY 11, 3aIllallaHu
HarreHO uin yactudHo ot H3O0K, onpexnensa exxeronno ot Hamzopuus ceBer Ha H30K mo pena na
TO3U pa3jed.

(2) Harronanuara 3apaBHOOCHTYpHTENHA Kaca 3amtamia 3a JIXCMI no an. 1, 3a exuHuna
BEIIECTBO WJIM ONPE/IeIeHa MECeUHa CTOMHOCT.

UYn. 18a. (HoB — 1B, 6p. 104 ot 2024 1.) (1) IIponienypara mo gorosapsiae Ha JIXCMLI, kouto
1€ ce BKJIK0YAT B CIMCHKa o wi. 18, an. 1, T. 5, u onpenensHe Ha CTOMHOCTTA 3a €AMHMIIA BELIECTBO
WM MecedyHa cToiHocT, o kouto H30K mie ru 3annama, ce npoBexia eKeroJHo.

(2) Ipouienypara mo an. 1 ce U3BBPIIBA HA OCHOBAaTa Ha crelU(UKAIMS 32 U3TOTBSHE HA
CHUCHK C JUETUYHHU XPaHU 32 CHEIMAIHU MEIULMHCKHU 1[€JIY, 3aIUIalllaHy HaITbJIHO WJIM YaCTUYHO OT
H3O0K, xosTo ce yrBbpkaaBa ot Hagzopuus csBer Ha H30K.

(3) Cnenmdukanusita Chabpxa:
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1. rpyna, B kosTo ce BkiarouBar JXCMII;

2. Bua Ha JIXCMII;

3. moxBua Ha JIXCMII;

4. Buna Ha ocHOBHOTO BemiecTBo Ha JIXCMI] oT Bcsika rpyma/Bui/TIOABHU, MOBJIMSIBAIIO
3a00isaBaHeTo, 3a koeto H30K e 3amnama crorBeTHata JIXCMII;

5. wu3uckBaHus 3a mnpeanucBaHe u  ornyckane Ha JXCMI[ ot cbhoTBeTHaTa
rpyna/moarpyna/Bui, B T.4. U YCJIOBUSA 32 MEPUOJUYHOCT W/WIM KOJIMYECTBO Ha MOJy4yaBaHUTE
AXCMI;

6. MKbB ko Ha 3a00J1IBaHETO/Ta;

7. MakcHMajJHa CTOHHOCT 3a €QWHMIA BEIESCTBO/MECEYHa CTOHHOCT, 0 KogTto H30K
3amarmia JIXCMII.

(4) MakcumanHaTa CTOMHOCT 3a €IWHUIIA BEIIECTBO/MEceuHa CTOHHOCT, J0 KosiTo H30K
3ariania, He Moke Jia ObJIe TI0-BUCOKA OT CTOMHOCTTA Ha €IMHHUIIA BEIIECTBO/MECEYHA CTOMHOCT Ha
CbOTBETHATa JUETHYHA XpaHa 3a CHElHalHW MEIUUUHCKU Ienu, 3amiamana or H30K cuen
nociieiHaTa MpOBEJeHa Mpoleaypa MO JOrOBapsiHE, yBEIMYEHA C MPOLEHTa Ha CTaTHUCTUYECKU
oTyeTeHaTa WH(pIaus 3a nepuoja Ha ACMCTBHE OT MOcleqHaTa 0Opa3yBaHa MaKCHMallHA CTOWHOCT
3a eZIMHUIIA BelecTBo, A0 kosaTo H30OK 3amnamia choTBeTHaTa AMETUYHA XPaHa.

(5) MakcumanHaTa CTOMHOCT 3a €IMHUIIA BEIIeCTBO/MEcedHa CTOWHOCT, A0 Kosito H30K
3aruiamia 3a Hosa rpyna/Bun/moasun JIXCMII, kosito He e Owmiia 3aruiamana, He MOXe J1a Obie 1o-
BHCOKa OT CPEIHOAPUTMETHYHATA CTOMHOCT 33 €IMHHUIIA BEIIECTBO/MECEYHA CTOWHOCT 3a ChIara
JTUETUYHA XpaHa, OnpejesieHa OT LIEHUTE Ha ChOTBETHATA JMETHYHA XpaHa, B3 OCHOBA HA KOUTO
OOIIeCTBEHUTE 3APAaBHOOCUTYPUTETHHU (HOHAOBE B cTpaHuTe mo wi. 18, an. 1, 1. 3 3amnamar npu
ChIIUTE 3a00JsIBAaHUS WM MHIWMKALMW. 3a IleHaTa Ha JUeTHYHATa XpaHa KaHIUAAThT MPEICTaBs
nexiapanus. B To3u cioyyail MakcuManHaTa CTOMHOCT HE ce ITOCOYBa B CIeH(PHUKAIUATA.

Un. 186. (HoB — 1B, 6p. 104 ot 2024 r.) (1) 3a u3roTBsiHe Ha MPOEKTA Ha crieUPHUKAIUATA
no ui. 18a, an. 2 u 3a mpoBexaaHe Ha mpoueayparta no wi. 18a, an. 1 ynpasurenar na H30K
Ha3HavaBa ChC 3aMOBe]] MOCTOSHHO JeiicTBama komucusa ot ciyxutenn B H30K. B 3anosexara ce
ompeens mpeiceaTel Ha KOMUCHSITA, HETOB 3aMECTHUK, OCHOBHU M PE3EPBHU WICHOBE.

(2) B cbhcTaBa Ha KOMHCHSTA 3aJABDKUTEIHO CE€ BKIIIOYBAT JIEKap, MarucTbp-(hapMmaleBT,
FOPUCT U UKOHOMHUCT. 3a CBOATA pab0Ta KOMUCHSITA U3TOTBSI TPOTOKOIHM U PEIICHUSI.

(3) Ilpu HEOOXOAMMOCT KOMHCHITa MOXE Ja H3UCKBa HH(MOpMALUS OT EKCIEePTHHUTE
ChBETH/HAYYHHTE JPYKECTBa MO Mpoduiia Ha ChOTBETHOTO 3a00IBaHE.

UYn. 18s. (Ho — 1B, 6p. 104 ot 2024 1.) (1) 3a BxirouBaHe B crienudukanuara mo wi. 18a,
an. 1 Ha HoBa rpyna/Bun/moasun JIXCMII ce mpuemar npeanokeHus, KOUTO MoraT Ja OblaT
MoJaBaHu OT:

1. cbCOBHU OpraHu3alMu MO 3aKoHa 3a CHCIOBHUTE OpraHU3AIMHM Ha JIEKApUTE U Ha
JeKapuTe IO JIGHTaJlHAa MEJWIMHA W 3aKkOoHa 3a ChCJIOBHATA OpraHu3alus Ha MarucTbp-
(bapmaieBTuTeE;

2. IpeICTaBUTEIIHA OPTaHU3AIINH 32 3all[UTa IpaBaTa Ha MaIllMeHTUTEe ChIIIacHO Wwi. 860, ai. 1
oT 3aKOHa 3a 37PaBeTo;

3. 1e4eOHHU 3aBeAcHM 3a OOJIHUYHA ITOMOIIL;

4. excriepTHUTE ChBETH 10 4. 6a, an. 1, T. 1 oT 3akoHa 3a 31paBeTo;

5. mpeAcenaTenuTe Ha HAyYHU JPYKECTBA M0 ChOTBETHUTE MEIUITMHCKH CIICIIUATHOCTH.

(2) lIpennoxenusita no an. 1 ce mojgaBat B cpok 110 15 ampui Ha chbOTBETHaATa KajleHAapHa
TOJIMHA.
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(3) B cpok g0 30 roHM Ha CHOTBETHATA KaJICHJIapHA TOJWHA KOMHUCHATA 1Mo 4wi. 180, am. 1
pasriiexaa MOCTHIMINTE MPeaIoKeHus, 00001IaBa U aHaIu3upa CHITUTE M U3TOTBS MPOEKT Ha
cnernudukanus no wi. 18a, amn. 1.

(4) Komucusra npencrass Ha ynpasutens Ha H30K mpoekra Ha crienudukamnms, KOUTO s
BHacs 3a yrBbpkaBane oT Hanzopuus ceBer Ha H30K.

Y. 18r. (Hoe — JIB, 6p. 104 ot 2024 1.) (1) B cpok m0 5 paboTHU JHU OT YTBBpKIaBaHE Ha
cnenudukanusara mo wi. 18a, ai. 1 H30K st myOnukyBa Ha HHTEPHET CTpaHMIIATa CH 3a€THO C TTIOKaHa
3a yyacTue B mpoueaypara no ui. 18a, ai. 1.

(2) Ilokanara 1o aint. 1 ceabpika:

1. aagpecaTm Ha TmOKaHaTa, KOUTO MOraT Ja ObJaT KaHAMIATH B Mpoleaypara —
MPOU3BOIUTENH WM BHocuTenu Ha choTBeTHUTE JXCMLI, xouTo ca ru 3asBUIM 3a MMyCKaHe Ha
razapa 1o peja Ha 3aKoHa 3a XpaHHTE;

2. mpenMeT Ha mponenypara — gorosapsine Ha JIXCMILI, xouto 1ie popmMupar CnuchbKa 1o 4.
18, an. 1, 1. 5, n onpenenssHe HA CTOMHOCTTA 3a €IMHMIIA BEIIECTBO UJIM MECEYHA CTOMHOCT, 110 KOUTO
H30K mie ru 3annama;

3. MSICTO, HAYMH M KPaeH CPOK 3a [0/IaBaHe Ha MPEJIOKEHUS 32 YIacTUE B IPOIeaypara, KaTo
CPOKBT HE MOXKe J1a ObJie MO-KpaThk OT 15 paboTHU AHU OT MyOJIMKyBaHE HA TOKaHATa;

4. nuue, TenedoH U eneKTpoHeH aapec 3a koHTakT B H30K.

(3) KbMm nokanata ce mpuiarat yrBbpaeau ot ynpasutens Ha H30K oOpasuu Ha 3asBiieHue
3a y4acTHe B IIpOLIeIypaTa, IEHOBO MPEIJIOKEHHUE U JIeKJIapauu mo 4i. 19, an. 2, 1. 4, S u 6.

Un. 18x. (Hos — JIB, 6p. 104 ot 2024 1.) (1) [Ipouenypara mo wi. 18a, an. 1 ce mpoBexnaa ot
KoMucusTa 1o wi. 186, an. 1 crnex u3TuyaHe Ha CpokKa 3a MOJAABaHE HA TOKYMEHTUTE 3a y4acTue B
JIOTOBAPSHETO.

(2) UnenoBere Ha KOMUCHSATA MOANKCBAT JIEKIapallvs, Y€ He ca CBBbP3aHHU JIMIIA [0 CMUCHIIA
Ha § 1, an. 1, 1. 1 ot ThproBckus 3aKOH ¢ IPOU3BOAUTEIUTE WIH C MOAATUTE JOKYMEHTH JIUI[A, KAKTO
U Y€ HAMA Jia pa3poCTpaHsIBaT JaHHU, CTAHATIN UM M3BECTHH MPHU WK MO MOBOJ U3MBIHEHHE HA
(GYHKIMHUTE WM.

Un. 19. (Hos - JIB, Op. 67 ot 2011 1., u3m., 6p. 48 ot 2014 r., 6p. 104 ot 2024 r.) (1) 3a
ydacTHe B MpoleaypaTa KaHAUAATHT MOAaBa JUYHO WIIM Ype3 CBOM YIIBIHOMOIIEH MPEeACTaBUTEN
3asiBJIEHUE 1O 00pasel B cpoka, oOsSBEH B MOKaHata. B ciydail ye kaHaUIaThT HE Pa3IpOCTPaHsBa
camocroarenHo [IXCMLI, B 3asiB1€HMETO NOCOYBA ThPrOBIUTE HA €APO, KOUTO 1€ T'M JOCTABAT A0
anTekure, ckirounin gorosop ¢ H30K.

(2) Kbm 3asBienuero mno an. 1 ce mpumnarar:

1. uadopmarus otHocHo EUMK (eauHeH maeHTH(UKAMOHEH KOJ) Ha APYKECTBOTO WIIH
KOOoTMepalusiTa OT ThPTOBCKUSI PETUCTHP, a 3a JIPY’KeCTBaTa, pETUCTPUPAHH B Ibp)KaBa — YJeHKA Ha
EBpomneiickusi cbi03 — HM3BIEYEHHE OT PEruUCTpalusiTa MO HAIMOHATHOTO 3aKOHOAATEJICTBO Ha
ChOTBETHATa JbpKaBa Ha Tmpou3BoauTens win BHocutens Ha JIXCML; 3a 3asButenure,
peructpupanu nmo TeproBckus 3akoH B PemyOnuka bearapus, ce mpuiara pa3nedyarka OT HHTEPHET
CTpaHMIIaTa Ha ThPTrOBCKHS PETUCThP U PETUCTbpPa HA IOPUAMYECKUTE JUIA C HECTOMAHCKA LET MO
3aKoHa 33 ThPTOBCKUS PETUCTHP U PETUCTHPA HA IOPUIUYECKUTE JIUIA C HECTOIMIAHCKA 11€;

2. BAJIMAHO ITBJIHOMOIIHO (OpUTMHAN MM 3aBepeHo ¢ rpu¢ "BsipHo ¢ opurnnana"), koraro
3asIBJICHUETO CE€ MOJaBa OT YII'BJIHOMOIIEH MPEICTAaBUTEN Ha TPOU3BOIUTEINS UJIM BHOCUTETIS;

3. BWJIUIHO NBIHOMOIIHO/OTOPHU3AIMOHHO THCMO OT TPOU3BOAUTENS (OPUTHHAT WIIH
3aBepeHo ¢ rpud "BspHo ¢ opurunana"), yaocToBepsBalil MmpaBoTO Ha BHOCUTENS J1a JUCTPHOYyTHpa
koHkpeTHuTe JIXCMII; ako mbJIHOMOIITHOTO/OTOPU3AIIMOHHOTO MTMCMO € Ha Yyl €3UK, KbM CHIIIOTO
ce npuJiara NpeBoj Ha OBJATapCcKy €3UK OT JIMLEH3UpaH MpeBoiay;

22



4. nexnapanus, ue cborBeTHara JJXCMI] orroBaps Ha ycinoBuero no ui. 18, amn. 1, 1. 4, karo
Ce IMOCOYBAT KOHKPETHHUTE OOMIECTBEHH (OHIOBE B CHOTBETHATA IbpKaBa UJIEHKA, KaKTO M
M3TOYHUIINTE, HA KOUTO ce 0azupa mpeaocTaBeHaTa HHGOpMaLus;

5. Aexnapanus 3a cbrjacue OT ThPrOBLUTE Ha €IpO, IOCOUYEHH B 3asBIICHUETO, 3a PEryysipHa
noctaska Ha JIXCML] 10 ThproBuute Ha IpeOHO C JIEKAPCTBEHU MPOIAYKTH, CKIIOUMIN JOTOBOPH C
H3O0K 3a ornyckaneTo UM Ha 3[paBHOOCUTYPEHUTE JIUIIA;

6. nekiapanus, 4€ CHOTBETHHUSAT KaHAUIAT MOXE Ja OCHUTYpsiBa PEryJIsipHO 3asBEHUTE
JAXCMII 3a nepuoj HEe 1O-MadbK OT 12 KajleH1apHHA MEcela;

7. KaTajor Ha MPOU3BOJUTENS C OMHCAHUE U MHCTPYKLHUS 32 MPUIIOKEHUE 32 ChOTBETHATA
AXCMLI;

8. yKkazaHus 3a HAYMHA Ha IPUTOTBAHE, yNIoTpeda u cbxpansBane Ha JJXCMLI;

9. nmpeanoxeHWe 3a CTOHHOCT 3a €QUHMIA BEIIECTBO/MECEYHA CTOMHOCT 3a
cboTBeTHaTa/choTBeTHUTE JIXCMLI; B peioskeHneTo ce mocouBa M KpaifHa 1eHa 3a ThproBell Ha
npeOHo (anTeka) 3a choTBeTHATa/choTBeTHUTE JIXCMII.

(3) 3asBIEHUETO U MPUIOKEHUTE KbM HETO U3UCKYEMH TOKYMEHTH IO aj. 2 ce MPEe/ICTaBsAT B
H3O0OK B 3anedaran Hempo3padeH IUIMK JUYHO WM IO MOoIlaTa ¢ MPernopbyaHo MUCMO C oOpaTHa
pas3MucKa Wi ¢ KypUepCKH yCIyru. Bbppxy Iunka 3asBUTENUTE MOCOYBAT MOJATeN, MojaraT TeKCT
"JlokymMeHTH 3a y4yacTue B mporueaypa mo aoroapsiHe Ha JIXCMII", anpec 3a KopecrnoHIEHIINS,
TeleOH U SIICKTPOHEH ajpec.

(4) 3asBuTenuTe MNPEACTAaBAT MNPEMJIOKEHHETO Mo al. 2, T. 9 B oTneneH o0003Ha4YeH
HENpPO3payeH 3arneyaTaH IJIMK, IOCTaBEH B IUIMKA ChC 3asBJICHUETO.

(5) Ilpu mpuemane Ha 3asBIECHUSATA BbPXY BCEKH IUIMK C€ OTOENA3BAT MOPEIHUSIT HOMED,
JaTaTa u 4achT Ha MOJIy4aBaHETO U T€3U JaHHH C€ 3alHCBAT BbB BXOJAI] PETHCTH.

(6) He ce mpuemar 3asBiICHHS M H3UCKYeMH IO al. 2 JOKYMEHTH, IMPEICTABEHU CIEN
M3TUYAHETO Ha KpaHUs CPOK, MOCOUYEH B TIOKaHATa, WM MOa/ICHU B He3arevyaTaH Mpo3pavyeH MINK
WJIH B IUTUK C HapyIIeHa I5UI0CT.

Ui 19a. (Hos — JIB, Op. 48 ot 2014 1., u3m., 6p. 104 ot 2024 r.) (1) Komucusta no 4. 186,
an. 1 oTBaps TUIMKOBETE, pasriexkaa 3asBICHHUSATA C NPWIOKEHUTE KbM TAX JTOKYMEHTH, C
M3KJTIIOYEHWE Ha TIPEeIOKEeHHATa 1o wi. 19, an. 2, T. 9, u u3BbpIIBa OIIEHKA 32 CbOTBETCTBUETO UM C
M3HMCKBaHUATA Ha Hapenbara B cpok 10 10 paboTHM AHM OT Aarara Ha OTBAapsHE HA IUIMKOBETE.
Komucusita vMa mpaBo Ja MOMCKa OT YYaCTHUK B CPOK 710 3 paOOTHU JIHU J1a OTCTPAHU YCTAHOBEHUTE
HEPEeIOBHOCTHU W/WIIH J]a TPEAOCTaBHU JAOMBIHUTEIHA HH(OPMALIUSL.

(2) KomucusTa He 1omycKa 10 y4acTHe 3asBUTEINTE, YUUTO MPEATOKEHUS HE OTTOBApAT Ha
W3UCKBAaHUATA, OMNpENeJeHH C TIOKaHaTa, KaKTO W 3asBUTENUTE, KOUTO HE ca OTCTPaHWIU
HEpEJIOBHOCTUTE W/WUJIM HE ca MPEJOCTaBUIIN JOIbIHUTEIHATa HHPOpPMAIUs B CpoKa 1o ail. 1, 1 He
OTBapsi TEXHUTE 1IEHOBU MPEJIOKECHUSI.

(3) 3a cBosita paboTa KOMHUCHATA W3TOTBS MPOTOKOJH, KAKTO M O00O0OIIEH MPOTOKOI OT
pa3MIekAaHETO Ha MOCTHIIMINTE 3asiBICHUS 32 I0NyCHATUTE/HEOMyCHATUTE KaHAUJATH JI0 y4acTHe
B IpoleAypara.

(4) B cpox or 3 paboTHM IHU OT M3TOTBSIHETO HAa OOOOIIEHUS MPOTOKON MO al. 3
mpeceaaTeNsIT Ha KOMHUCHUSTA YBEAOMSBA 3asBUTEIUTE, YUUTO TPEUIOKEHHUS HE OTroBapsT Ha
M3HUCKBaHUATA Ha Hapendara, ye He ca JOMYCHATH JO0 y4dacTHe B MpolieaypaTa, ¢ MOCOYBAaHE Ha
KOHKPETHH MOTHRBH.

Y. 196. (Hos — 1B, 6p. 48 ot 2014 1., u3m., Op. 104 ot 2024 r.) (1) Komucusra no 4. 186,
an. 1 oTBaps npeioxkenusaTa mo wi. 19, an. 2, 1. 9 B cpok 10 7 pabOTHU JTHH CJIe U3THYAHE HA CPOKA
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no wi. 19a, an. 4. [lpencenarenar u aBaMa 4jI€HOBE Ha KOMHCHSITA C€ IMOJIMUCBAT BbPXY BCAKA
CTpaHMIIA OT LIEHOBOTO MPEJIOKEHUE.

(2) Komucusita u3BbpiBa OlEHKA HA MPEIOKEHUATa mo wi. 19, an. 2, 1. 9 u o0saBsBa Ha
unTepHer crpanuuara Ha H3OK Hali-Huckara npenio’keHa CTOMHOCT 3a €JUHMIlA BEIIECTBO 3a
JAXCML] oT chOTBETEH BUJ WU MOABHJ, KOSTO € peepeHTHA CTOMHOCT 3a €IMHUIIA BEIEeCTBO, 32
chorBeTHUsT Bua wiau moaBua JXCMII. Haii-Huckara mnpeioxkeHa CTOMHOCT He TpsOBa aa
HaJBHIIIaBa CTOMHOCTTA 1o Wwi. 18a, ain. 4 nim 5.

(3) Kanamnarure, YuuTo npeyioxkeHus mo wi. 19, an. 2, 1. 9 ca mo-BUCOKH OT Hal-HHCKaTa
MPEeAJIOKEHA CTOMHOCT 3a €AMHUIA BEIIECTBO OT CbOTBETHUS BUJ WJIM MOABUJ IUETUYHU XPaHU 3a
CHEIMAIHA MEIUIIMHCKU IIeTU, aKo >kemast choTBeTHaTa/ute uM JIXCMII ma ce Brirouw/atr B
CIHMChKa M Ja ce peumOypcupa/T HambiaHO wiu 4yactuyHo or H3OK, morar nma momamat HOBO
MPEIIOKEHUE B CPOK 70 3 pabOTHU JHH OT OOSBSBAHETO MO all. 2, C KOETO Jia MpeJIoKaT HOBa
CTOMHOCT 3a €IMHUIIA BEIIECTBO, MO-HUCKAa OT IIbPBOHAYAIHO MpeasiokeHara or Tax. Hosara
CTOMHOCT MOXE Jla € MO-BHUCOKAa, paBHA WIM IO-HHCKa OT OOsBEHaTa Hail-HHCKa MpeioKeHa
CTOMHOCT 3a €/IMHUIIA BEILIECTBO.

(4) HoBo mpeoxeHue B cpoka Mo aji. 3 MOXe Ja Mojajie U KaHIUuAaThT, IPeIIoKIIT Haii-
HUCKaTa 00sIBEHa CTOMHOCT 3a €AMHHIIA BEIIECTBO, C KOETO Jla MPEAJOKHU MO-HUCKA CTOMHOCT 3a
€AMHUIIA BEIIECTBO OT II'bPBOHAYAIHO MPE/JI0KEHATA OT HETO.

(5) B pe3ynTaTt Ha BCUUYKH MOAAJCHH HOBU MPEIJIOKEHUS] KOMHUCHTA 00sIBIBA Ha MHTEPHET
crpanunata Ha H30K okoHuarenHaTa Hali-HUCKa CTOMHOCT 3a eAMHMLIA BenlecTBO, Kosito H30K e
3aruiaia, Koaro € pedepeHTHa CTOMHOCT 3a €IMHMIIA BEUIECTBO, 32 ChOTBETHHUS BUJ WJIH TOJBH]
JIXCMII. OxkoHuarenHaTa Hali-HUCKA CTOMHOCT HE TPsAOBa J1a HAJIBUINIABA CTOMHOCTTA IO 4i. 18a,
an. 4 unu 5.

(6) B cpok 110 3 paboTHU IHU OT OOSIBSIBAHETO IO ajl. 5 BCEKU KaHAMJIAT [10/1aBa 10 KOMUCHUSTA
nexiapanus mo obpaszen, yrBepiaeH ot ympaButens Ha H3OK, de xenae choTBEeTHaTa/uTe UM
JAXCML] na ce Bkitoun/at B cuchka u 11a ce peumOypcupar ot H30K, kato u3pudHo nmocoysa nainu
3amnamanero oT H30K mie e HanmbaHo mnm yactuyHo. Ilpu mocoyBaHe Ha HaMbBJIHO 3arJjiallaHe
KaHJIUJAThT JeKIapupa, ye moemMa anraxxuMeHt crorBetHara JIXCMI] na ce otmycka 6e3 qomnaiiase
OT CTpaHa Ha MalUeHTUTE OT JIUIATA, MOJYYMIH pasperieHue no wi. 229, an. 2 3JIIIXM 3a TeproBus
Ha IpeOHO ¢ JIEKapCTBEHU MPOAYKTH B anTeka, u cwriiacue, ue H30K 1ie uM s 3arania Ha CTOWHOCT,
M3UHKClIeHa Ha 0a3a KOJIMYECTBOTO OCHOBHO BEIIECTBO 3a OMAKOBKAa, YMHOXKEHO MO OKOHYATEeTHATa
Hali-HHUCKa CTOMHOCT 3a ChIIOTO, MOCTUTHATA B MPOLIEIypaTa.

(7) IIpu HenmogaBaHe Ha JEKJIapanus B MOCOYEHHS CPOK C€ CUMTA, Y€ KAaHAUIATHT HE Kelae
cpoTBeTHaTa/uTe JIXCMI] na ce BkirouW/aT B CHOUCHKA U Jla c€ PEeMMOYpPCHpa/T HAMBIHO WU
gactuyHo oT H30K. B to3u cny4vaii crorBeTHaTa/ute JJXCMI] He ce BKIIOYBA/T B CIHCHKA IO YJI.
18, an. 1, 1. 5 3a cienBamara KajJieH1apHa TOUHa.

(8) Hammonanuara 3apaBHOOCHMTYpUTEIHA Kaca 3aruiama 3a Besika JIXCMII ot choTrBeTHA
rpyna/BUI/TIOIBUT CTOWHOCT, U3UMCIeHA Ha 0a3a Hal-HHUCKaTa MOCTUTHATAa CTOMHOCT 3a €IMHUIIA
BEILIECTBO B IpoIleaypara.

(9) HuBoto nHa 3amnamane ot H30K na konkpernute [IXCMILI, 3a kouTo € momaaeHa
JeKIapanus mo aji. 6, ce onpenens B MPOIEHTH OT peepeHTHATa CTOMHOCT 3a eIMHUIA BEUIECTBO,
samtamana ot H30K, B pamkure Ha cborBeTHHs BuA uiu noasua JIXCMII, u kpaiina neHa 3a
Thprosel] Ha pebHo (anTeka) 3a croTBeTHaTa/uTe JJXCMILI.

Y. 198. (HoB — JIB, Op. 48 ot 2014 1., u3Mm., 6p. 104 ot 2024 r.) (1) B cpok no 5 paboTuu
JTHU OT MPOBEXKIAHETO HA MpoIleaypaTa mo wi. 196 koMucusTa U3roTBs 3aKIFOYUTEICH MPOTOKOII 32
cBOsiTa paboTa ¢ pe3yiaTaTUTe OT MPOBEJEHATa MPOIeaypa, B KOWTO C€ MOCOYBA CTOMHOCTTA 3a
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earuHUIa BemecTBo (pedepeHTHara CTOMHOCT), KosTo 1me Obae 3amnamana oT H30K 3a Bcska
rpyna/noarpymna JJXCMLI.

(2) Komucusra npeacraBs MPOTOKOJI 3a€JIHO C MPOEKT Ha CIUChKa mo wi. 18, an. 1, 1. 5 —
CnuchK ¢ AMETUYHU XPAHU 32 CIICIUATHU MEIUIIMHCKH 11€JIH, 3aIlJIalllaH| HAITBJIHO UJIM YACTUYHO OT
H3OK. IlpoexkTpT Ha cnucbhbk ce mnpepoctaBs Ha ympaButens Ha H3OK, koiito ro BHaca 3a
onpexaeinsine oT Hapzopuust cbBet Ha H30K.

Y. 19r. (Hos — /IB, 6p. 48 ot 2014 r., u3Mm., 6p. 104 ot 2024 r.) CriucwkbT 1o wi. 18, am. 1,
T. 5 ChABpPXKA:

1. rpyna/Bua/monsua Ha JIXCMII;

. ThproBcko HauMeHoBaHue Ha JIXCMIL;

. mpousBouTes/BHOCUTEN Ha JIXCMII;

. (hopMa/KOTMYECTBO B ONAKOBKA/OKOHYATeNHA onakoBka Ha JIXCMILI;

. H30K kox na JIXCMII;

. cTorHOCT, 3amamana ot H30K 3a enuauna BemectBo/Mecedna croiHocT 3a JIXCMI;
. croiiHoCT, 3amamana oT H30K 3a JIXCMII;

. HuBO Ha 3amiamane oT H30K B %;

. YCIIOBUA 3a IpeanucBaHe u otnyckane Ha JJIXCMII.

Ui 19xa. (Hos — JIB, Op. 48 ot 2014 r., usm., 6p. 104 ot 2024 1.) (1) Cien onpenensiHe oT
Hamzopuaus ceBer Ha H30K Ha cnuceka mo wi. 18, an. 1, T. 5 chumsT ce myOauKyBa Ha MHTEPHET
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ctpanunata Ha H30K u Bnu3a B cuna ot 1 ssHyapu Ha ciieBaiara KajaeH1apHa rojivHa.

(2) Koraro ciuchkbT 110 aj1. 1 He Ob/ie onpesiesieH B CPOKOBETE 110 Ta3u Hapea0a, MOCISAHUST
JercTBal] CUuchK npoabikaba aerictBuero cu 1 H30K 3amnama JIXCMI] 1o cToitHOCTUTE U NTpU
yCIOBUSITA, ONPEJICICHU B CHIIUS.

(3) CiuchbkbT He MOKe A3 ObJie AOMIBJIBAH U/UITU U3MEHSH 32 CPOKa MY Ha JIeliCTBUE.

Un. 19e. (Hos — IB, 6p. 104 ot 2024 r.) (1) 3a ornyckane Ha AXCMIL] H30K ckmtouBa
JIOTOBOPH C JIMIA, MOJYYUIU paspemienue mo wi. 229, an. 2 3JIIIXM 3a TbproBust Ha apeOHO C
JIEKapCTBEHM MPOJIYKTH B arTeKa.

(2) Korato numero no ai. 1 ¥ pbKOBOAUTENST Ha anTeKaTa HE ChBIAAAT, JOTOBOPHT CE
chIylacyBa U OT pPbKOBOAMTENS HA arTeKara.

(3) Horosopure no ain. 1 ce ckmouBar upe3 aupektopa Ha P30OK, Ha yusto Teputopus e
anTeKaTa, IIpH YCJIOBHUS U IO Pell, yCTAaHOBEHH B CHOTBETCTBHE ¢ Wil. 45, an. 17 330.

(4) HaumonanHata 3jpaBHOOCUTYpHUTEIHA Kaca 3aIljlallia Ha JIMIaTa 1o ai. 1 3a OTIycHaTH OT
ax JIXCMII crnen mpeacraBsHe Ha €IEKTPOHEH OTYET, U3TOTBEH ChOOPA3HO eNeKTpoHeH (opmart,
KOITO ce myOsinkyBa Ha UHTepHeT cTpanunara Ha H30K.

(5) Ornycnatute u otuerenn JIXCMII ce 3amnamar or H30K mpu ycrmoBus u mo pen,
ompe/iesieH! B Ta3u Hapeada U choOpa3HO CKIIFOYEHHUTE IOTOBOPH 10 ajl. 1.

Ui 19%. (HoB — JIB, 6p. 104 ot 2024 r.) (1) IIpon3BOAUTENSAT MM HETOB YI'BJIHOMOIIEH
npeacraBuTen € JrbxeH na yseaomu H30K B cinyyaute Ha:

1. mpomsHa Ha THProBUMTE HA €1po, kKouTo 1ie aoctaBAT JAXCMI] o anTekute, CKIOYMIN
norosop ¢ H30K;

2. npyru 006CTOATENCTBA, CBBP3aHH C OCUTYpsABaHe U 3aruamane Ha JJXCMLI.

(2) YBenomsBaHeTo 1o aj. 1 ce U3BbpIIBA B 7-THEBEH CPOK OT HACTHIIBAHE HA POMEHUTE.

Yn. 193. (HoB — JIB, 6p. 104 ot 2024 r.) (1) Hagzopuusar ceBer Ha H3OK Bb3mara na
ynpasutens Ha H30K u3naBanero Ha ykazaHus OTHOCHO pela 3a NMPEANHCBAaHE M OTIyCKaHE Ha
JAXCML, 3amnamanu ot H30K, kouto ce cbhriacysar ¢ beiarapckus gexkapcku cbio3 U bearapckus
(hapmareBTHUEH ChIO3.

25



(2) Ykazanusara o ajn. 1 ce u3gaBaT B €THOMECEUYCH CPOK OT OMpEIeIssHe Ha CIIUCHKA 1O YJl.
18, an. 1, 1. 5 3a cienBamara KajeHAapHa roJuHa U c€ MyOJMKyBAaT HA MHTEPHET CTpaHMIIATa Ha
H30K.

Un. 19u. (Hos — ZIB, 6p. 104 ot 2024 r.) (1) [Ipou3BOAUTENSAT UM HETOB YITBJIIHOMOIIECH
npencraButen Moke Aa noaane 1o H30K 3asBnenue cprioacuo npunoxenue Ne 30, ye xenae 1a ce
MpeKpaTy 3amamniaieTo Ha choTBeTHata JIXCMII mo pena Ha Ta3u Hapenoa.

(2) B 3asBnenuero o ain. 1 ce mocouBa CpoKbT, 10 KOUTO 111€ ObAAT OCUTYPSIBAHU KOJTHUYECTBA
ot croTBeTHata JIXCMII, kaTo Tol He MOke Ja ObJie TO-KpaThK OT TPU Mecela.

(3) B 3aBucuMocCT OT gaTtaTta Ha nojaBaHe Ha 3asBieHueTo 1o an. 1 H30K mpeycranossiBa
3aruiamanero Ha cboTBeTHara JJXCMI] oT 1-Bo umncio Ha KajneHJapHUS Mecell, CIeBall] U3THYaHEe
Ha CpoKa 1o ai. 2.

(4) B ciiyuanTe no ai. 1 B 5-nqHeBeH cpok oT nojiaBane Ha 3assienrnetro H30K onosecTtsiBa Ha
WHTEPHET CTpaHuIlaTa cu HH(OPMAIUATA, TIOCOYCHA B 3asBICHUETO.

I'naBa yerBbpTa
(HoBa - /IB, Op. 67 ot 2011 1.)

YCJIOBUSA, KPUTEPUHU U PE/l 3A JOT'OBAPSIHE HA
OTCTBIIKUA 3A JIEKAPCTBEHUTE IMTPOAYKTU
(3arJa. u3m. - JIB, 0p. 48 ot 2014 1., Op. 62 o1 2015 ., B cli1a oT
14.08.2015 r.)

Pasznen 1
(Hos - /IB, Op. 48 ot 2014 1.)

YciaoBusi, KpUTEPUH U Pell 32 MPOBEKIaHe HA 3aIbJIKUTETHO
HEHTPAJM3UPAHO I0OTOBAPSAHE HA OTCTHIIKM 32 JIEKAPCTBECHHU
NMPOAYKTH, BKJIYEHH UJIM 32 KOUTO € NMOoAaJeHO0 3asiBJIeHUE 32
BkiouBaHe B I1JIC no wi. 262, an. 6, 1. 1 u 2 3JIIIXM
(3arJa. u3m. - IB, 0p. 62 ot 2015 ., B cui1a ot 14.08.2015 r.)

Yn. 20. (Hos - JIB, 6p. 67 ot 2011 r., u3m., 6p. 49 ot 2012 r., u3m u gom., 6p. 48 ot 2014 r.,
u3M., 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) (1) (M3m. — JIB, 6p. 89 ot 2017 1., B cuna ot
7.11.2017 r., 6p. 17 ot 2019 1.) Ha ocHoBanue ui. 45, an. 10 u 21 330 H30K exeronHno npoBexia
3aIBJDKUTENHO HEHTPAIU3UPAHO JOTOBAPSHE HA OTCTHIIKH 3a:

1. (mom. — 1B, 6p. 17 ot 2019 r.) nexapctBenu npoayktu ot IIJIC mo wim. 262, an. 6, 1. 1
3JITIXM, 3a xouto cTroitHOCTTa, 3arutamana or H30K, ce uzuncnsBa upe3 rpynupane, B KOETO HE
yJacTBaT JICKAPCTBEHW NPOJIYKTH Ha JAPYTH TPUTEKATEIHM Ha paspelieHrne 3a ymorpeda, C
M3KJTIOYEHNE Ha TeHEPUIHHUTE JICKAPCTBEHHW MPOAYKTH U Ha JICKAPCTBEHWUTE MPOIYKTH TO wWi. 29
3JIIXM;

2. (m3m. — [IB, 6p. 17 ot 2019 r.) nexapctBenu npoayktu ot IIJIC mo wi. 262, an. 6, T. 2
3JIIIXM, 3a kouTo cTolHOCTTa, 3amamana oT H30K, ce uzuucnsBa upe3 rpynupase, B KOETO HE
ydacTBaT JIEKAPCTBEHU MPOAYKTH Ha JPYTd MPHUTEKATENM HA paspelieHue 3a yrnoTrpeda, ¢
M3KJTIOYEHNE Ha TEHEPUYHHUTE JIEKAPCTBEHHW MPOAYKTH U Ha JICKAPCTBEHHUTE MPOAYKTH MO 4. 29
3JITIXM, BKITIOUEHH ca B MaKeTa, OnpeiesieH ¢ Hapenoarta mo ui. 45, ain. 2 330, u KouTo:

a) ca mpeJHa3HaYeHH 3a JIEYEHHE Ha 3JI0KaueCTBEHU 3a00JIsIBaHuUs;
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6) (mm. — JIB, Op. 55 or 2025 r., B cuma or 1.06.2025 r.) ce mpumiarar mnpu
KUBOTO3ACTpAIlIaBallll KPHBOM3IMBU U CICIIHU ONEPATUBHU M WHBA3MBHU WHTEPBEHIUU TIPU
MAIMEHTH C KOAryJlonaTuu;

3. JeKapCTBEHU MPOJIYKTH C HOBO MEXJYHAPOJHO HEMAaTEHTHO HAMMEHOBAaHUE, 32 KOUTO €
[10/1aJICHO 3asIBJICHUE 32 BKJIIOUBAHE BbHB!

a) [IJIC mo un. 262, an. 6, 1. 1 3JIIIXM,;

0) (mom. — JIB, 6p. 17 o1 2019 1., m3Mm., Op. 55 oT 2025 1., B cuna ot 1.06.2025 r.) TIJIC mo .
262, an. 6, 1. 2 3JIIIXM, Korato Te3u JIEKapCTBEHH MPOYKTH Ca BKIIOUCHH B [TAKETA, TApAHTUPAH OT
oromkera Ha H3OK, mpeagnasnaueHu ca 3a Je4eHHE HaA 3J0KAUECTBEHU 3a00isiBaHHS U 3a
KUBOTO3aCTpAIIaBalll KPHBOM3IMBU W CIICIIHU ONEPATUBHU W WHBA3WBHH WHTEPBEHIUU IIPU
MAIMEeHTH C KOAryJIoNaTUu M MOJAJeKaT Ha 3alllallaHe B OOJHMYHATA MEIUIIMHCKA IMOMOI U3BBH
CTOMHOCTTA Ha OKa3aHUTE MEIULMHCKU YCIYTH.

(2) HoroBapsneTto no aji. 1 ce npoBexaa ¢ MPUTEXKATEIUTE HA pa3pelliCeHUsTa 3a ynoTpeda Ha
CbHOTBETHUTE JIEKAPCTBEHH MPOJYKTH WM C TEXHU YII'BIHOMOIIEHU MPECTABUTEIH.

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

Y. 21. (Hos - JIB, 6p. 67 ot 2011 r., u3m., 6p. 48 ot 2014 r., 6p. 62 oT 2015 1., B criia ot
14.08.2015 1., ©6p. 89 o1 2017 1., B cuna ot 7.11.2017 r.) (1) 3a nexapcTBeHuTe NpOAYKTH 110 wi. 20,
an. 1 H30K noroBapsi ciielHUTE BUIOBE OTCTHIIKHU:

1. (m3m. — [IB, 6p. 17 ot 2019 r.) OTCTHITKA 32 BCUYKH JICKAPCTBEHU MPOAYKTH T10 Wi. 45, ai.
10 u 21 330 Ha enuH IpUTEKATEI Ha pa3pellieHre 3a yoTpeOda/HeroB YIrbTHOMOIIICH PEICTaBUTEI
WM Ha Pa3IMYHU IPUTEKATEIU Ha pa3pelieHus 3a yrnoTpeda, KOUTO ca YII'bJIHOMOIIIINA €IUH 001]
mpeJcTaBuTeN, pasnpezneneHa u3isuio B nomsa Ha H30K mox dopmara Ha Bb3CTaHOBSIBAaHE Ha
pasxoju, B 00111 pa3mep He no-manbk oT 10 Ha cTo oT pazxoaute Ha H30K 3a choTBEeTHO TprMeceune
3a JIEKapCTBEHUTE MPOAYKTH;

2. (otm. — 1B, 6p. 17 oT 2019 1.);

3. (u3m. — JIB, 6p. 17 ot 2019 1., oT™M., Op. 55 oT 2025 1., B cmuta ot 8.07.2025 1.);

4. oTcThIKA OT CTOMHOCTTA 3a OINAKOBKa, M34HCIIeHa Ha 0a3za pedepeHTHaTa CTOMHOCT Ha
CHOTBETHUS JIEKApCTBEH MPOYKT o wi. 45, an. 10 330, 3annaman yactuydo ot H30K, kosiTo ce
pasmpenens U310 B 10132 Ha CbOTBETHOTO 37PaBHOOCUTYPEHO JIMIIE.

(1a) (Hosa — 1B, 6p. 19 ot 2020 r.) 3a nekapcTBeH npoaykT no wi. 20, an. 1, 1. 1 win 2, 3a
KOITO cToiHOCTTa, 3amiamana ot Oromxkera Ha H3OK (pedepentHara cToifHOCT), 3a 4acT OT
TEparneBTUUYHUTE MY IOKa3aHWs Ce M3YMCISABA 4pe3 TPyMUpaHe, B KOETO y4acTBaT JIEKApCTBEHH
MPOJAYKTH Ha JIPYTH MPHUTEXKATeNd Ha pa3pelieHue 3a yrnorpeda, a 3a OCTaHAIUTE TEepareBTHYHU
MIOKA3aHUs C€ U3YUCISABA Upe3 TPyNUpaHe, B KOETO HE ydacTBaT JEKapCTBEHU MPOJYKTHU Ha JPYrU
MIPUTEKATENIN Ha pa3pelleHue 3a ynorpeoda, 3a NoCaeHO MOCOYEHHUTE MOKa3aHUsI PUTEKATENAT Ha
paspeleHneTo 3a yrnorpeda/HeroB ybJIHOMOIIEH npeacraButen npenoctass Ha H30K otcThiika no
an. 1, T. 1 B TakbB pa3mep, KOMTO BOAM IO M3PaBHsIBaHE Ha peepeHTHaTa CTOWHOCT 32 BCHUYKH
MOKa3aHMs.

(2) 3a nexapcTBEH MPOAYKT C HOBO MEXIYHAPOAHO HEMAaTEHTHO HAaMMEHOBAHHE, 32 KOUTO €
nogajzieHo 3asaBiaeHue 3a BkiarouBane B I1JIC mo un. 262, an. 6, T. 1 unm 2 3JITTXM, 3aabKATEITHO Ce
JI0roBaps OTCTHIIKA OT 3asiBeHaTa 3a oOpa3yBaHe IieHa 1o 4. 8, ai. 2 ot Hapenbata 3a ycnoBusra,
MpaBWiaTa M pela 3a peryjlupaHe U pPErucTpUpaHe Ha IIEHUTE Ha JIEKapCTBEHHUTE NPOAYKTU
cboOpa3Ho nporHo3uusi Oroxer Ha H3OK 3a choTBeTHHMs goroBopeH mnepuoi. PasmepbT Ha
OTCTBIIKATa Ce JOroBaps B ChOTBETCTBUE C JIOKJIA/1a 3a OIIEHKA Ha 3/IpaBHUTE TEXHOJOTUH, U3TOTBEH
U YTBBPJIEH 1O pena Ha HapenbaTa mo wi. 262, an. 4 3JIIIXM. JloroBapsiHeTo Ha OTCTBIIKATa €
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YCJIOBHUE 3a BKJIIOUBaHE Ha jekapcTBeHus npoaykT B [IJIC chrimacHo . 262, an. 10 3JIITXM u He ce
CUMTA 32 MPOBEICHO 3abJHKUTEITHO TOTOBAPSIHE HAa OTCTHIIKH KaTO YCIOBHUE 32 3aIUIAIaHeTO MY OT
H3OK. IIpoueHTsT Ha OTCTBIKATa C€ 3ala3Ba CJEJ] yTBbp)KJAaBaHE Ha LI€HA Ha JIEKapCTBEHUS
MPOJYKT, KAKTO U TIPU HETHA MPOMSIHA.

(3) (U3m. — [IB, 6p. 17 ot 2019 1.) Otcrhkara mo an. 1, T. 1 Moxe na Obe JOroBOpeHa B
pa3iryeH pa3Mep 3a pa3IMuHU TepareBTUYHU [T0OKA3aHUs HA JIEKAPCTBEH MPOIYKT.

(4) IlpurexatensaT Ha pa3pelIeHUETO 3a yNOTpeOa/HEeroBUAT YIIbIHOMOUICH MpPEeICTaBUTEN
pasmpenens oOuus pa3Mep Ha KOMIICHCALUSTA 110 CBOS IIPEIIEHKA BhPXY BCEKU JIEKAPCTBEH MPOIYKT,
KoeTo € yacT oT noroBopa My ¢ H30OK u He ce onoBecTsiBa myOIM4HO.

(5) (M3m. — IB, 6p. 17 ot 2019 r.) Beeku nputexaren Ha pa3pelieHue 3a ynoTpeda/Heros
YI'BJIHOMOIIECH MPECTABUTEI JOTOBAPS CaMO OTCTHIKA MO ajl. 1, T. 1 win KoMOMHALIMS OT OTCTHIIKU
moan I, . 1lu3ummnoan 1,1. 1,3 u4.

(6) (Orm. — IB, 6p. 17 o1 2019 1.).

(7) (U3m. — [IB, 6p. 17 ot 2019 1.) 3a KOHKPETEH JICKAPCTBEH MPOAYKT, ChIbPIKAIl aKTHBHO
BEIIECTBO/BEIIECTBA C J0Ope YCTaHOBEHAa ymoTpeda B MEAMIIMHCKATa MPaKTUKa MO CMHUCHJIA Ha
3JIIIXM, 3a KOWTO € HaJTuIle HEBH3MOKHOCT 110 MPUYUHHU OT OOEKTHBEH XapaKTep 3a MpefoCTaBsHe
Ha OTCTBIIKA B MUHUMAIIHUS pa3Mep, YCTAHOBEH B all. 1, T. 1 1o U3KJIIOYEHHE U Clie]] MPEOCTaBIHE
Ha MOTHBHUPAHO NHCMCHO CTAaHOBUIINEC OT CHOTBETHHUS MPHUTESKATET HA Pa3pElICHHETO 32
yrnorpeba/HeroB ymeiHoMmonieH npeacraBuren H30K Moke fga CKIIFoYd JTOTOBOP 32 OTCTHITKA IO
MUHUMaJIHUST pa3mep. To3W MeXaHU3bM C€ Mpuiara, KoraTo € HajuIle JMIcCa Ha JIeKapCTBEHa
aITepHAaTHBa 3a JICUEHHWE WJIM ChIIECTBYBAIIMTE AITEPHATUBU Ca ChC 3HAUUTEIHO I10-BHCOKA
CTOMHOCT.

Y. 22. (Hos - /IB, 6p. 67 ot 2011 r., u3m. u gom., 6p. 48 ot 2014 r., nom., 6p. 30 ot 2015 1.,
u3M., 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r., 6p. 89 ot 2017 r., B cruta ot 7.11.2017 1.) (1) (U3Mm.
— B, Op. 17 ot 2019 r.) Otcrhnkure no 4. 21, an. 1, 1. 1 ce Bp3cranoBsasar npsko Ha H30K ot
MPUTEXKATENI Ha pa3pelieHHeTo 3a ynoTpeOa/HEroBHsl YIBIHOMOIIEH MPEACTaBUTEN OT
mBbpiienute oT H30K pa3xonu 3a 3arumamanero UM cien Kpas Ha IbPBOTO, BTOPOTO M TPETOTO
TpUMeceUune Ha TEeKyIllaTa KajeH1apHa roJIiHa, a 33 Y4eTBbPTOTO TPUMECEUHNE CE 3aIlIallaT aBaHCOBO
1o 15 HoemBpu Ha 0azara Ha peannus pa3xoa Ha H30K 3a tperoto Tpumeceuue. Jlo kpast Ha MbpBOTO
TpUMeceUHe Ha Clie/[BalllaTa KaJieHapHa TOHa Ce U3BbPIIIBA CHOTBETHO U3PABHSBAHE.

(2) (Ot™m. — IB, 6p. 17 0T 2019 1.).

(3) (Or™m. — IB, 6p. 17 0T 2019 1.).

(4) (Ot™m. — IB, 6p. 17 01 2019 1.).

(5) (Ot™m. — IB, 6p. 17 o1 2019 1.).

(6) (Or™m. — 1B, Op. 17 0T 2019 1.).

(7) (Otm. — IB, 6p. 17 0T 2019 1.).

(8) (Orm. — 1B, Op. 17 0T 2019 1.).

(9) (Otm. — IB, 6p. 17 0T 2019 1.).

(10) HoroBopenara oTcThhka mo wi. 21, am. 1, T. 3 ce mpemocTaBsl OT MpHUTEXKaTels Ha
pa3pelieHneTo Ha yrnoTpeOa/HeroBus YIBIHOMOIIEH MpeAcTaBUTeN Mo ¢opMara Ha CPeACTBa, C
kouto H30K 3amnamia 3a chOTBETHUTE MEAUIIMHCKH YCIIYTH Ha ONPENeTICHUTE OT Hesl U3ITbIHUTENN
Ha MEeIUIIUHCKA oMol (pedepeHTHH JIeueOHH 3aBe/ICHNU).

(11) (HoBa — 1B, 6p. 17 ot 2019 r.) loroBopenara orcrbnka mo ui. 21, an. 1, 1. 4 ce
MIPEIOCTaBs aBAHCOBO ChOOPA3HO YCIOBUATA U CPOKOBETE, MOCOYEHH B Wi. 2311, OT MPUTEKATENS HA
paspernieHueTo 3a ynoTpeOa/HeroBus ymbiaHOMOIIeH mpeactaButen Ha H3OK Ha 06aza Ha
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MIPOTHO3HUTE KOJIMYECTBA B MPEUIOKEHHUETO M0 Wwi. 23, an. 3 3a ChOTBETHHS JIEKAPCTBEH MPOAYKT,
KaTo JIOTOBOPBT 32 OTCTHIIKATA 33BJIKUTEITHO ChIABPKA:

1. AoKyMeHTalusTa, JOKYMEHTOOOOpOTa M CPOKOBETE 3a OTUYMTAHE M 3alulalllaHe Ha
OTCTBIIKATA;

2. yCTIOBHSATA U pefia 3a MPeIoCTaBsiHE HAa 0€3yCIOBHH U HEOTMEHSIEMHU OAaHKOBU TapaHIIHH,
KOUTO 00e3reuaBaT Bb3CTAHOBSIBAHETO OT IMPHUTEKATENsl Ha Pa3pelIeHUEeTO 3a yrnoTpeOa/HeroBus
yneiaHoMmonleH npeacrasuten Ha H30K Ha cpenctBara, 3amiaTeHd Ha jviaTta 1o wi. 7, ain. 1 Han
ABAHCOBO TUIATEHUTE CYMHM 3a OTCTBIIKATa 1Mo wi. 21, an. 1, 1. 4;

3. pena 3a mpoMsiHa Ha pa3Mepa Ha OTCThIIKaTa MpU IpoMsiHA Ha pedepeHTHaTa CTOMHOCT Ha
nexapctBeHust npoaykt B IIJIC.

(12) (Ilpegumna an. 11, u3m. — AB, Op. 17 or 2019 r.) JloroBopeHUTE OTCTBIIKH WU
KOMOWHAIMSI OT OTCTBIIKM HE MOTAT Jla BOASAT J0 YBEIWYaBaHE Ha CTOWHOCTTA, 3aruiamana ot H30K
3a neduHHMpaHa JHEBHA /10332 WU 3a TepaneBTHYeH Kypc 1mo INN chc CHOTBETHUS JIEKapPCTBEH
MPOJYKT U Ha CpeJHaTa TOAMIIHA CTOMHOCT Ha JIeYeHHE Ha MAalUeHT C TO3M JIEKApCTBEH MPOAYKT,
CHPSAMO MPEIXOHATa TOANHA.

Y. 23. (Hos - JIB, 6p. 49 ot 2012 r., u3m., 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) (1)
HarmonannaTa 31paBHOOCUTYpUTENIHA Kaca €KeroHo 10 | OKToMBpH MyOiHMKyBa Ha odullMaIHaTa
CH MHTEPHET CTPAHHUIIA TIOKaHA JI0 MPUTEKATEIIUTE HA pa3pelieHus 3a ynoTpeOda Ha JIEeKapCTBEHUTE
pOayKTH 10 Wwi. 20, ayt. 1/TeXHU YIIBIHOMOIIECHU TPECTABUTEIHN 3a IPECTABSIHE HA MPEII0KESHUS
3a OTCTHIKM o wi. 21, am. 1, 1. 1,3 u 4.

(2) Tlokanara o an. 1 ceabpxa:

1. agpecaTuTe Ha MOKaHATa,

2. BUJIOBETE JICKAPCTBEHU MPOYKTH, 0OEKT Ha JJOTOBAPSHETO;

3. KpaeH CpoK 3a MOoJaBaHe Ha MPEAT0KEHUSATA;

4. MACTO U HAYMH 32 TI0JIaBaHE Ha MPEIJI0KEHUATA U JIUIIE 32 KOHTAKT — ciykuted Ha H30K.

(3) B emnomeceueH cpok OT MHyOJIMKYBaHE Ha IOKAaHaTa MO al. | IpUTEXaTeNAT Ha
paspenieHueTo 3a ynorpeda Ha JEKapCTBEH MPOIYKT/HETOB YIThITHOMOIIEH MPEICTABUTEI IIPEICTaBs
B H30K npennoxenue 3a OTCThIKA/H.

(4) (U3m. — 1B, 6p. 49 ot 2022 1., B cuita ot 1.07.2022 r.) B cayyaute o un. 4a, an. 1,3 u 5
MIpU onpeiesieHo HUBO Ha 3arviamiane 100 Ha cTo, KaKTo U B CIIy4auTe 1o 4. 4a, ajl. 6 mpuTexaTenTe
Ha pa3pelieHus 3a yrnorpeda Ha JIEKapCTBEHU MPOAYKTU/TEXHUTE YII'BIIHOMOIIEHH MPECTaBUTEIN
Mo/aBaT MPEIJIOKEHUS 32 OTCTHIKH HE MO-KbCHO OT 20 paOOoTHM OHHM TpeAd W3THYaHe Ha
ChOTBETHATA KaJIeHJapHa ToJiHa 3a o0o0maBane Ha nHbopMmarusata ot H30K.

(5) (U3m. — IB, 6p. 89 ot 2017 r., B cuna ot 1.01.2018 r.) KeM npemioxkenusara no ai. 3,
KaKTO U KbM TMpEMJIOKEHUsATAa 3a JIOTOBapsiHE HAa OTCTBIKM B ciydyaute mo ui. 21, am. 2,
MIPUTEKATEIIUTE HA pa3pelieHus 3a ynorpeda Ha JISKapCTBEHUTE MPOIYKTH/TEXHU YITHITHOMOIIECHU
MPEACTaBUTENH MpUJIaraT CJIeTHUTE JOKYMEHTH:

1. wmHDOpMamMsS OTHOCHO CIWHHUSA WIACHTH(PHKAIMOHEH KOJ Ha JPYXKECTBOTO WU
KOOTIepaIusiTa OT ThPTOBCKUSI PETUCTHP, a 3a JIPYKECTBATa, PETUCTPUPAHU B Abp)KaBa — UIEHKA Ha
EBporneiickus cbr03, UM B IbpkaBa — cTpaHa o CriopazyMeHneTo 3a EBponeiickoTo HKOHOMUYECKO
MIPOCTPAHCTBO — KOTHE OT TOKYMEHT 32 aKTyallHa PETUCTPAIIHs IO HAITMOHATHOTO 3aKOHOATEIICTBO,
M3J1aJIeH OT KOMIIETEHTEeH OpPTaH Ha ChOTBETHATA bPKaBa, HE IO-KBbCHO OT 6 Mecella Mpeiv MoIaBaHe
Ha 3asiBJICHUETO; MH(OpMAIUATA Ce TIPEIOCTaBs 3a MPUTEKATENSI HA pa3pelIeHNeTo 3a ynorpeoda, a B
CiIydail 4e TPEeNIOKEHHETO CE€ IMOJaBa OT YIIBJIHOMOIICH MPEJACTAaBUTE — W 3a YITbIHOMOIIECHUS
MpEeACTaBUTEN;
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2. IBJIHOMOIIIHO 32 y4YacTHE B JOTOBapsSHETO, B T.Y. M 3a MOJaBaHe HA IPEAJioKEHue 3a
OTCTBIIKa/U — B CIAydall dYe MPEIJIOKEHHETO CE MOoJaBa OT YIMBIHOMOIIECH MPEICTaBUTEN Ha
MpUTEKATEIIS Ha pa3pelIeHUETO 3a ynoTpeda; KoraTto MbIHOMOITHOTO € U31aJICHO Ha YYXK] €3UK, KbM
HEro Ce Mpuiara mpeBo Ha OBITAPCKU €3UK, U3BBPIICH OT MPEBOIad, KOWTO UMa CKIIIOYCH JIOTOBOP
¢ MUHHCTEpPCTBOTO HA BRHITHUTE PAaOOTH 32 U3BBPIIBAHE HA O(DUIIMATHI IPEBOAM; B IBIHOMOIIIHOTO
cienBa Ja ObAaT MOCOYEHW KOHKPETHUTE JIEKAPCTBEHH MPOAyKTH mo wi. 20, an. 1 ¢ TexHure
MEXIYyHapOAHHU HENAaTeHTHU HAMMEHOBAHUS U ThPTrOBCKM HAMMEHOBAHUS, 38 KOUTO MPEICTABUTEIISAT
€ YI'BJIHOMOIIIEH;

3. Apyru OTHOCHUMH JIOKYMEHTH.

(6) Ilpeioxkenusra ce mojaasar B Aes10BoAcTBOTO Ha LlenTpanHoro ynpasnenune Ha H30K B
3areydaraH HeMmpo3padyeH MK ¢ HEHapyIIeHa ISI0CT, BbPXY KOWTO C€ MOCOYBAT MOAATEIAT U aJpec
3a KOPECTIOHICHIIUA.

U 23a. (HoB — IB, Op. 62 ot 2015 r., B cuna ot 14.08.2015 r.) (1) Pasrnexxnanero Ha
MpeIoKEHUATa MO0 Wi. 23 U JOTOBapsSHETO Ha OTCTHIIKU CE M3BBPILIBA OT MOCTOSIHHO JeHcTBaIla
komucus ot ciyxutenu B H3OK, onpenenena cbe 3anosen Ha ynpasurens Ha H30K. B 3anosenra
ce ompeJiens npeaceaaTeNl Ha KOMUCHTA, HEroB 3aMECTHUK U PE3EPBHU WICHOBE.

(2) B chcraBa Ha KOMHCHSATA 3aJB/DKUTEIHO CE€ BKJIIOYBAT IPABOCIOCOOEH HOPHUCT,
JeKap/MarucThp-hapMamneBT 1 UKOHOMHCT.

(3) UneHoBeTe Ha KOMUCHSTA Ca JUIHKHH JIa ITa3ST B TaifHA 00CTOATEIICTBATa, KOUTO Ca y3HAIIN
BBB BpB3Ka ChC CBOSITA pabOTa B KOMUCHSITA, 32 KOETO MOIUCBAT JEKIIapaliusi.

(4) (M3m. — 1B, Op. 89 ot 2017 r., B cuna ot 7.11.2017 r.) Komucusira o an. 1 uzpbpiisa
MIPOBEPKa Ha MOCTHITMIIUTE MPEIOKESHHS 32 ChOTBETCTBUETO UM C U3UCKBAHUATA HA Hapen0aTa, KaTo
MMa MpaBO Ja MOUCKA OT YYaCTHUK B CPOK A0 3 pabOTHM AHM Ja OTCTPAaHU YCTAaHOBEHUTE
HEPEIOBHOCTHU W/WIIH J]a IPEAOCTaBHU JAOMBIHUTEIHA HH(OPMALIUSL.

(5) B cnyuait ye yuacTHUK HE OTCTPaHU HEPEIOBHOCTUTE U/WUJIU HE MPEIOCTaBU M3MCKaHATa
JOMBIHUTENTHA WH(OPMALIUS B ONpEAENECHUS CPOK, CE€ CUMTa, Y€ 3a ChOTBETHHTE JIEKApCTBEHU
MPOJYKTU HE Ca JOTOBOPEHH OTCTHITKH.

(6) TlpencenaTensT UM HETOBHUST 3aMECTHUK W JiBaMa OT WICHOBETE Ha KOMHUCHUATA Ce
MOAMKUCBAT BHPXY BCAKA CTPAHMIIA OT MPEIIOKEHUETO Ha KaH/IU 1aTa.

(7) Komucusita o an. 1 u3rorss rpaduk 3a gaTaTa ¥ yaca 3a MPOBEKIAHE HA MPETOBOPH C
JOMyCHATUTE y4acTHUIM. ['padukbT ce 00sBsiBa Ha oduiranHaTa HHTepHET cTpanuia Ha H30K ne
MO-KBbCHO OT 5 paObOTHH JHU MpeH 3ar0YBaHE HA IPETOBOPUTE, 32 KOETO YUACTHUIIUTE CE€ CUUTAT 32
YBEIOMEHH.

(8) IIpu HEOOXOIUMOCT HIIH 1O MPEIEHKA Ha KOMHUCHUSITA YYACTHUK MOXE Ja ObJe MOKaHeH
BTOPH BT 32 MPOBEKIaHE HA TIPETOBOPH IO JOMBIHUTEIHO ONpeieieH Tpaduk.

(9) (M3m. — IB, 6p. 89 oT 2017 1., B cuna ot 7.11.2017 r.) Komucusita cbcTaBst IpOTOKOJIH 3a
cBosiTa paboTa ¥ C perieHrne 00sIBsIBa pe3yATaTUTE OT MIPOBEJACHOTO JIOTOBApsSIHE, KATO MOCOYBA:

1. 3a orcrenku mo 4. 21, ain. 1, 1. 1 — pena 3a onpezensHe Ha pa3Mepa Ha JIOrOBOpEHaTa
OTCTBIIKA M pa3Mpelle]ICHNeTO Ha OO pa3Mep Ha KOMIICHCAIUSATAa BBPXY BCEKH JIEKApCTBEH
MPOJYKT, KAKTO U IPOTHO3HUTE KOJIMUYECTBA 32 BCEKH JICKAPCTBEH MPOAYKT;

2.3a OTCTBIKH 110 uil. 21, ai. 1, T. 3 — BuAa, CTOMHOCTTA M M3I'BIHUTEINTE Ha 3aIlIallaHuTe
MEIUIMHCKHU YCIYTH;

3. (moBa — JIB, Op. 17 ot 2019 r.) 3a orcrenku mo un. 21, am. 1, 1. 4 — pasmepa Ha
JIOTOBOPEHHUTE OTCTHITKH U MMPOTHO3HUTE KOJIWYECTBA 32 BCEKU JIEKAPCTBEH MPOIYKT.
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(10) (M3m. — 1B, 6p. 19 ot 2020 r.) B 20-1HEeBEeH CPOK OT YTBBPIKIABaHE HA PEIICHUETO 0
ann. 9 or ynpasurens Ha H30K komucusita M3rorBst MpoeKTH Ha JOTOBOPH, KOMTO NPEACTaBs Ha
MIPUTEKATEIIUTE Ha pa3peIICHus 32 YIIOTpeOa/TEXHUTE YITHITHOMOIIEHU TPEICTABUTEINN 3a TIOJIIHC.

(11) (U3m. — B, 6p. 19 or 2020 r.) [Ipoekture Ha norosopu mo ai. 10 3aAbIHKUTETHO
ChIIbPIKAT:

1. TOrOBOpPEHUTE OTCTHIIKM MO ail. 9;

2. ycnoBUsiTa U PEABT, 10 KOUTO CE MpeAocTaBs HHGOpMaIUs MEX1y CTPAaHUTE;

3. (moBa — /1B, 6p. 89 or 2017 r., B crma ot 7.11.2017 1., oM., 6p. 19 oT 2020 1.);

4. (moBa— /1B, 6p. 89 01 2017 1., B cuma ot 7.11.2017 r., gom., 6p. 19 ot 2020 r.) mporHO3HHUTE
KOJIMYECTBA 33 BCEKU JICKAPCTBEH MPOYKT, 32 KOWTO Ca JOTOBOPEHH OTCTHIIKH;

5. (moBa — /1B, 6p. 17 ot 2019 r., u3m. u gom., 6p. 19 ot 2020 r.) 3amnamniane Bb3 OCHOBA Ha
pesynrata OT Tepamusita, KOraro TakoBa € JOTOBOPEHO 3a JICKAPCTBEHHW MPOIYKTH, 3a KOUTO €
OTIpe/IeNICHO MPOCIeAsiBaHe Ha eeKTa OT TepanusTa chriiacHo wi. 259, an. 1, T. 10 3JIIIXM, kakto
U BB3CTAHOBSIBAHE OT MPUTEKATEIUTE Ha pa3pelieHus: 3a ynorpeda WM TeXHU YIbIHOMOIIECHU
npencraButenu Ha H30K nHa 3annateHuTe cpenctsa mpH JUIca Ha pe3yITarT;

6. (HOoBa — 1B, Op. 19 0T 2020 1., 13M., Op. 49 oT 2022 1., B crna ot 1.07.2022 r.) 3a1bKCHUS
Ha CTpPaHWTE MpU MPUJIAraHETO Ha MEXaHHW3Ma, TapaHTHpall MPEeIBUIUMOCT M yCTOMYMBOCT Ha
oromxera Ha H30K 1o wit. 45, an. 31 330, cipsiMO BCHYKH JICKAPCTBEHH MPOAYKTH HA PUTEKATEIS
Ha pa3penIcHUeTo 3a ynorpeda, 3ariananyd HarbJIHO Wik yacTuaHo oT H30K;

7. (mpemqumHa T. 3 — 1B, 6p. 89 o1 2017 1., B cuma ot 7.11.2017 1., mpenumna 1. 5, 6p. 17 oT
2019 r., npenumna T. 6, 6p. 19 o1 2020 1.) APYTH YCIOBHSL.

(12) (U3m. — 1B, 6p. 89 ot 2017 1., B crma ot 7.11.2017 r., 6p. 19 ot 2020 1., Op. 49 o1 2022
r., B cuia ot 1.07.2022 r.) JloroBopute 3a OTCTBNKU 1Mo wi. 21, an. 1, T. 1 w/mmm 3, u/mim 4 ce
CKJIIOYBAT 70 | ampui Ha cieiBaimaTa KalleHAapHa roJWHA M BiM3aT B cuia OT | sHyapu Ha
MOCOYeHaTa ronHa.

(13) (HoBa — 1B, 6p. 19 ot 2020 r., u3m., 6p. 49 ot 2022 r., B cuna ot 1.07.2022 r.)
JlexapcTBeHH MPOTYKTH, TOJUICKAIIH HA 33IBJDKUTEITHO IICHTPATH3UPAHO JIOTOBAPSIHE HA OTCTHITKH
mo ui. 21, anm. 1, 1. 1, 3a KOUTO HE ca CKJIIOYEHU JIOTOBOPHU B CpOKa 1Mo aji. 12, He ce 3amamar oT
H3O0K ot 1 anpun Ha mocoyeHaTta roauHa. 3a mepuoga oT 1 siHyapu a0 1 anpun Ha mocodeHara
roJIMHa JICKapCTBeHHUTE MPOAYKTH ce 3arutamaT oT H30K u 3a TsX mpuTex)aTeuTe Ha pa3pericHusTa
3a yrnoTpeda/TeXHUTE YITbIIHOMOIIEHH TpeacTaBuTenu 1bokaT Ha H30K oTeThnku B MUHUMATHUS
pasMmep, mocoyeH B wi. 21, an. 1, T. 1.

(14) (Hoea — JIB, 6p. 19 ot 2020 r.) JIoroBopuTe 32 OTCTHIKH MO 4. 21, an. 2 BIU3aT B cUIia
MIPH YCJIOBUE, Y€ JEKAPCTBEHUTE MPOTYKTH, MPUHAANEKAIU KbM HOBO MEXKIYHAPOIHO HEMATEHTHO
HauMmeHoBaHue, 0baat BriIroueHu B I1JIC mo i, 262, an. 6, T. 1, cboTBETHO O Wi. 262, an. 6, T. 2 OT
3JIIIXM u or nmarara Ha 3amianiaHeTo Ha jekapctBenute npoayktu oT H3OK mpes crnenpamiara
KaJIeHapHa TO/INHA.

(15) (Hoea — 1B, 6p. 19 ot 2020 r.) 3a 1exapcTBEHUTE IPOAYKTH, IPUHAJIEKAIIN KbM HOBO
MEXIYHApOJAHO HEMATeHTHO HaWMEHOBaHME, BKItOYeHH B [103UTUBHUS JIEKAPCTBEH CIUCHK MO YL
262, an. 6, 1. 1 mmm 2 ot 3JITIXM:

1. no 30 cenTeMBpH Ha TeKyIaTa TOJAMHA, 32 KOUTO 3a TBPBU BT M€ CE 3araiia oT Ol KeTa
Ha H30K, nogaBaneTo Ha MpeAsiOKEHUs, TIXHOTO pa3riekKaaHe | JOTOBAPSHETO HA OTCTHIKHU 1O Y.
21, an. 1, 1. 1, 3 u/unu 4 ce U3BBHpPIIBA MPH YCIOBHATA U TI0 peAa Ha uwi. 23 u 23a;

2. cien 30 cenTeMBpHW Ha TEKyllaTa rOJMHA, 32 KOMTO 3a MBbPBU BT IIE CE€ 3aIUiamia OT
oromkera Ha H30K, momaBaHeTo HaA MpEIJIOKEHHS, TAXHOTO PA3MNIeKIaHE M JOTOBApSHETO Ha
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OTCTBIKHU Mo Wi. 21, aim. 1, 1. 1, 3 w/mnmm 4 ce u3BBpIIBa OT HAYAIOTO HA CleABaIiaTa KajieHaapHa
TOMHA.

(16) (M3m. — [IB, 6p. 89 ot 2017 1., B cuna ot 7.11.2017 ., mpeaumna ain. 13, 6p. 19 ot 2020
r.) 3a JiekapCTBEHUTE MPOAYKTH 110 wi. 20, an. 1, T. 3 B IOTOBOPUTE CE ChIBPKAT U:

1. (m3m. — JIB, Op. 17 ot 2019 r.) mporaHo3eH Opoil ManueHTH, ChOTBETHU MPOTHO3HU
KOJIMYECTBA JICKAPCTBEH MPOAYKT U CHOTBETHH MPOTHO3HU TOJUIIHMU Pa3XOJd 3a JIEKApCTBEHUS
MPOJYKT 3a TPUTOAMILIEH Iepro oT BKIrouBaHeTo My B [1JIC — 3a Besika OT roAMHUTE;

2. KpUTEpUH 3a MPEANUCBaHe Ha JIEKAPCTBEHUSI IPOIYKT;

3. IpyTH YCIOBUSL.

(17) (U3m. — 1B, 6p. 89 ot 2017 1., B cuna ot 7.11.2017 ., npeaumna an. 14, 6p. 19 ot 2020
r.) EksemIuisp ot ckiroueHUTE JOrOBOPH 3a OTCTHIIKM 1o 4. 21, an. 2 ce npenocrasa or H30K Ha
Hanmonanuus chBeT 1o 1eHH U peuMOypcrpaHe Ha JIEKapCTBEHUTE MPOAYKTH ChIIACHO Wi 262, all.
10 3JIIXM.

(18) (Ilpemummua an. 15, mom. — JIB, Op. 19 ot 2020 r.) [loroBOopeHUTE OTCTBHIIKH ca
3aIBJKUTENHY 32 CPOKa Ha JACMCTBHE Ha JIOTOBOPUTE M HE MOTaT Ja C€ U3MEHST M0 HaYMH, KOHTO
BOAM N0 yBenuuaBaHe Ha pazxoaute Ha H30K. B cnyuail e 3a nexkapcTBeH MPOAYKT, 3a KOMTO €
JIOTOBOpEHA OTCTHIKA 1Mo Wi. 21, an. 1, T. 1, oTragHe ycnoBHETO MPU U3YUCISIBAHE HA CTOWHOCTTA,
3amnamada ot H3OK, na He ywacTBar JieKapCcTBEHUM HPOAYKTH Ha JPYrd IpUTEXAaTeIu Ha
paspelieHre 3a yrnoTpeda, MPUTEKATENAT HAa Pa3pelIeHHETO 3a YNOTpeOa/HEeTrOB YITBIHOMOIICH
npencrasuten yBeaomsia nucMeno H30K B nBycenmMudeH cpok OT OTpa3siBaHETO HA MPOMsSHATA B
IUIC no un. 262, an. 6, 1. 1 win 1. 2 3JIIIXM, ye xenae na ce npekpaTu JOroBOPHT MO OTHOLIEHHUE
Ha OTCTBIKATa 3a TO3U MPOAYKT WIMU Ie npoAbku Aa npenoctaBs Ha H30K orcTbmnkarta kato
JI0OPOBOJIHA B CHILUS WIH IPYT pa3Mep.

(19) (ITpegumna an. 16 — JIB, 6p. 19 ot 2020 r.) B cpoka Ha nelicTBHE Ha IOTOBOPUTE MOTaT
Jla ce CKIIF0UBAT JIOMBIIHUTEIIHU CIIOPa3yMEHHs 32 M0-BUCOKHU pa3MepH Ha OTCTHIIKUTE, KOUTO BIIU3AT
B CHJIA OT JlaTaTa Ha CKJIIOYBAHETO UM.

(20) (HoBa — /1B, Op. 17 ot 2019 r., npenumna an. 17, 6p. 19 ot 2020 r.) IIpu HOBa o1eHKa
Ha 3J[paBHUTE TEXHOJOTHUH 3a JIEKAPCTBEH MPOAYKT, U3BBPILICHA MO peaa Ha wi. 262a, ai. 3 3JIIIXM,
€ HaJMIle OCHOBaHWE 3a NPEIOroBapsHE Ha OTCTHIIKATA 33 JICKAPCTBEHHS INPOJYKT, KakTO M 3a
MPEOTOBapsiHE Ha OTCTBIIKK 3a JPYrH JIEKApCTBEHH TPOIYKTH CBhC CBHIIUTE WIM CXOJHU
TEpaneBTUYHU IOKa3aHUS C OIJIe]] CpaBHUTEIHATa MM TepaneBTHYHA €(EeKTUBHOCT CBHIJIACHO
YTBBPJICHHS TOKJIAJ 3a OLIEHKATa.

UYn. 236. (Hos — JIB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 1.) (1) (U3m. — JIB, Op. 49 ot
2022 r., B cuna ot 1.07.2022 r.) /loroBopeHuTe OTCTBIKM NOJ (popMaTa Ha BH3CTAHOBSBAHE Ha
pa3sxoaM ce TMPeJOCTaBAT Clie[ TPUKIIOYBAHE HA BCSKO TpPUMECEUHEe OT MpHUTEXATeNs Ha
pa3penieHrneTo 3a ynorpeda Ha JeKapCTBEHHS MPOAYKT/HETOBHS YIIBIIHOMOIIEH PEACTaBUTEI Upe3
mupextHO Tuiamane Ha H3O0K cren momyuaBaHe Ha cripaBKa 3a KOJMYECTBATa OT JIEKAPCTBEHUS
MIPOYKT IO €JIEKTPOHEH OTYET ChIIIACHO Wil. 8, ail. 3, 3armatenu ot H30K npe3 croTBETHHA NEPHO.
B cmpaBkara ce mocouBat pazxoaute Ha H30K 3a Bceku JiekapcTBEH MPOIYKT B 3aBUCHUMOCT OT
OTYETEHUTE KOJINYECTBA 32 TPUMECEUUETO, KAKTO U CTOMHOCTTA Ha IBJKMMaTa OTCTHIIKA.

(2) (dom. — 1B, o6p. 89 or 2017 r., B cuma ot 7.11.2017 r.) Hammonamnara
3/IpaBHOOCUTYpHUTENIHA Kaca IMPeJICTaBsl Ha MPHUTeXaTess Ha pa3pelieHueTo 3a yrnoTpeda/HeroBus
YI'BJIHOMOINIEH MpEACTaBUTEN crpaBkata mo ai. 1 B 30-IHEBEH CPOK OT M3THYAHE HA OTYETHHUS
nepuon. B ciywamrte, Korato ca JOTOBOPEHHM OTCTBIIKM B pa3iMyeH pa3Mep 3a pa3IndHd
TEpaNeBTUYHHU MOKA3aHUS HA JIEKAPCTBEHMS MPOAYKT ChIIacHO 4i. 21, an. 3, copaBkara MOXxe aa
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ChIbprka HH(GOPMALIKA 3a 3aIUIATEHUTE KOJIMYECTBA OT JIEKApPCTBEHUS MPOIYKT MOOTAETHO 32 BCIKO
OT T€PANeBTUYHUTE MTOKA3aHUSI.

(3) (U3m. — IB, Op. 49 ot 2022 1., B cuna ot 1.07.2022 r.) [IpurexaTensar Ha pa3peLICHUETO
3a ynotpe6a/HerOBUSAT YITHITHOMOIIICH MPEACTaBUTEN UM ITPABO J1a MIPEICTABU MUCMEHO Bh3paKCHUE
B 7-JIHEBEH CPOK OT MOJIy4aBaHETO Ha crpaBkara, kato H30K pasriexnaa He3a0aBHO Bb3paKEHUETO
Y U3Ipallla TUCMEH OTIOBOP [0 HETO B 7-AHEBEH CPOK OT Jarara Ha Mojy4yaBaHeTo My. JIMpEKTHOTO
mnamane kbM H30K ce ocwiecTBsBa B cpok oT 20 (ABajeceT) KaJeHIApHU THU CJIE] IMOJTy4YaBaHe
Ha CIpaBKaTa Mo aj. | mpu JuIca Ha Bb3PaXKEHHs, PECIIEKTUBHO CJIe/ MOTyYaBaHe Ha MHUCMEHHUS
otroBop. 3a u3BbpuieHoTO Iamane H30K u mputexarenst Ha pa3penieHHEeTo 3a ynoTpebda Ha
JIEKAPCTBCHHSI MPOJIYKT/HETOBUAT YITBIHOMOIIEH MPEICTABUTEN TOJIMUCBAT MPOTOKON CHITIACHO
npuiioxenue Ne 8a.

(4) (HoBa— 1B, 6p. 89 o1 2017 1., B cuma ot 7.11.2017 1., ot™., O6p. 17 oT 2019 1.).

(5) (Ilpequmina an. 4, mom. — JIB, 6p. 89 ot 2017 1., B cuna ot 7.11.2017 r., u3m., 6p. 17 ot
2019 r.) 3a oOe3mneuaBaHe Ha IUIAIIAHHUATA MO al. 3 MPUTEKATEIT HA pa3pelIeHUETO 3a
yrnoTpe0a/HeroB ymbIHOMOIIEH MpeAcTaBuTeN yupensBa B mnon3a Ha H3OK O6esycnoBHa u
HEOTMEHsIEMa rapaHilis ChC CPOK HE MO-MaKo OT 15 mecena u pazmep He mo-Manko ot 120 Ha cTo
OT CTOMHOCTTa Ha JOTOBOPEHATa OTCTHIIKA BbPXY MPOTHO3HUS TOJUIICH Pa3XoJ 3a JIEKAPCTBEHUTE
MPOJAYKTH OT ChOTBETHATA rpymna. [IporHO3HUAT Js71 ce ompenensi €XKEeroHO 32 BCEKH MPUTEKATEN
Ha pa3peleHue 3a yroTpeda/HeroB yIrbJIHOMOIICH MTPEICTABUTEIN. 3a Ta3H YacT OT IPOrHO3aTa MOTatT
Ja Ce M3MCKBAT W WM3IIOJI3BAT MPOTHO3W HAa IMPHUTEKATEIUTE HA Pa3pelieHUs 3a ynorpeda/TexXHU
YI'BJIHOMOIICHH TPEICTABUTEIIH.

(6) (ITpeaumna an. 5 — JIB, 6p. 89 or 2017 r., B cuna ot 7.11.2017 r.) B enHomeceden cpok
oT npukitouBane Ha fqoroBapsHero H30K nybnukyBa Ha odulinanHaTta cu HHTEpHET CTpaHuIa oo1a
uH(pOpMaIIKg 32 JOTOBOPEHUTE OTCTHIIKH, O€3 /1a MOCOYBa pa3Mepa HM.

(7) (Ilpequmna an. 6 — JIB, 6p. 89 ot 2017 r., B cuna ot 7.11.2017 r.) Bcexu Thproserr Ha
€Ipo MOJKE Jia TMoJa/ie yBeIOMIICHHE Upe3 MPUTEXKATeNs Ha pazperienuero 3a ynotpebda no H30K,
Ye JKeJae Ja pa3npocTpaHsiBa JEKAPCTBEHU MPOJAYKTH C IOTOBOPEHUTE OTCTHITKH.

(8) (ITpeaumrna an. 7, usm. — IB, 6p. 89 ot 2017 r., B crta ot 7.11.2017 r.) B 3-n1HeBeH cpok
OT MocThIBaHe Ha yBegomiieHueto 1o ai. 7 H30K nedgunupa xox Ha Thprosell Ha epo.

Y. 23B. (HoB — [IB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r., uzm., 6p. 89 ot 2017 r., B
cuia ot 7.11.2017 r.) (1) OTcThnKM MOraT Aa ce AOTOBapsT Mpe3 IslaTta KajleHAapHa TOJAHHA IO
pena, yCTaHOBEH B TO3U pa3Jiel, 3a JIEKaPCTBEHU MPOIYKTHU:

1. (mom. — 1B, 6p. 19 ot 2020 r.) mo ui. 20, an. 1, T. 3 — 3a T€3U NPOIYKTU OTCTHIIKUTE 10 YJI.
21, an. 2 ce 10roBapsT B €AHOMECEUEH CPOK OT MOJAaBaHE HAa MPEIJIOKEHUS 32 TAX;

2. (mom. — 1B, Op. 19 ot 2020 r.) 3amnamanu HambIHO win yactuyHo oT H30K u xouto He
MOJJIeXKAT Ha 3aBJDKATETHO LEHTPATU3UPAHO JIOTOBAPSHE HA OTCTHIKU — 34 TE€3U MPOJIYKTH CE
JOTOBApST JOOPOBOJIHM OTCTBIIKH 10/ (¢opMara Ha BH3CTAHOBSBAHE HA Pa3Xxo/JM B OMpPENENeH OT
ctpanute pasmep ot pazxoaute Ha H30OK 3a te3u npoaykru;

3. (mom. — IB, 6p. 19 ot 2020 r.) 3amnamanu HanbJIHO WK 9actuyHo oT H3OK, xouto B
pesynrat Ha u3MeHeHnus u gonbiaHeHus B [1JIC ca craHanu 00eKT Ha 3aIBKATETHO LIEHTPATU3HPAHO
JIOTOBapsiHE Ha OTCTBIKU - 3@ TE€3U MPOAYKTH MOJABAHETO HA MPEAJIOKEHUS U JIOTOBAPSHETO Ha
oTCcThIKHU 1O ui. 21, an. 1, 1. 1, 3 u/unu 4 ce U3BBHPIIBA B €THOMECEUYECH CPOK OT Jarara, Ha KOSITO
MPOJYKTUTE Ca CTaHAIM OOEKT Ha 3aABJKUTEITHO IEHTPAITM3UPAHO JIOTOBAPSHE HA OTCTHIIKH.

(2) (U3m. — 1B, 6p. 19 ot 2020 r.) JoroBopute 3a OTCTHIKH O ai. 1, T. 1 Bau3ar B cuia
chritacHo 4i. 23a, an. 14, mo an. 1, T. 2 — OT maTaTa Ha CKJIFOYBAHETO UM, a I1o ai. 1, T. 3 — ot #arara,
OT KOSITO ca 00EKT Ha 33 IbJDKUTEITHO [IEHTPATU3UPAHO JIOTOBAPSIHE HA OTCTHITKH.
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Y. 23r. (HoB — JIB, 6p. 44 ot 2016 r., B cuna ot 10.06.2016 1.) (1) 3a nekapcTBeHUTE
MPOAYKTH C HOBO MEXIYyHApPOJIHO HEMAaTEHTHO HAMMEHOBAaHWE, MOJUICkKAIlM Ha JIOTOBapsiHE Ha
OTCTBIIKHU, UJIM KOMOMHaIUATA (Ipyu KOMOMHUpaHHU JiekapcTBeHu npoaykTH), H30K nposepssa ganu
MEXIyHAPOJAHOTO HEMATEeHTHO HAaMMEHOBAHME, KbM KOETO MPUHAMICHKU JICKAPCTBEHUAT MPOIYKT
WM KOMOMHANUsATA (TP KOMOMHUPAHH JIEKAPCTBEHU MPOAYKTH ), MOXKE JIa CE MOI3Ba OT NAIIUEHTHTE
B IIOHE IET IbPKaBU — WICHKU Ha EBponeiickus cbio3, Upe3 ChOTBETHUTE UM CHUCTEMHU 3a 3aIllalaHe
C MyOJINYHU CPECTBA.

(2) He ce cxirouBaT JOTOBOPH 3a OTCTBIIKM 3a JIGKAPCTBEH MPOIYKT 1Mo wi. 21, an. 2, ako
MEXIYHApOAHOTO HEMAaTEHTHO HAaUMEHOBAaHHE, KbM KOETO TOW MPUHAJUICKU WM KOMOMHALIUATA
(mpy KOMOWHUpPAHU JIEKAPCTBEHU MPOJYKTH) HE MOXKE Ja CE IO0J3Ba OT MAIMEHTHTE B IOHE TET
Ibp>KaBU — YICHKH Ha EBpOIeiiCKus ChI03, Upe3 CbOTBETHUTE UM CHCTEMH 3 3aIUIallaHe ¢ MyOInYHN
CpEICTBa.

(3) 3a ynocroBepsiBaHe Ha 0OCTOSITENICTBATA MO all. | MpHUTEkKATENIAT HA pa3pelICeHUETO 3a
ynotpe0a/HErOBUAT yIbIIHOMOIIEH mpeacraButen npencraBs Ha H30K cnuchbk Ha appkaBUTE —
yiieHKH Ha EBporeickus cbio3, B KOUTO MEXAYHAPOJAHOTO HEMATEeHTHO HAMMEHOBaHUE, KbM KOETO
MPUHAJICKN JIEKAPCTBEHUAT MPOAYKT MWJIM KOMOMHanuATa (Mpu KOMOWHUPAHHU JIEKApCTBEHU
MPOJYKTH), MOXKE Jla C€ TMOJ3Ba OT MAI[MEHTUTE Ype3 ChOTBETHUTE MM CHCTEMH 3a 3aIulallaHe C
myOJINYHM CPECTBA, M TOCOYBA U3TOUYHUIINTE, HA KOUTO ce 0a3upa rnpenocraBeHara nHpopMaus.

Y. 231. (HoB — IB, 6p. 17 ot 2019 1.) (1) JJoroBopenara orcrbnka mo 4wi. 21, an. 1, 1. 4 ce
MpeocTaBsl aBaHCOBO 10 10-0 4MCIO HAa IBPBUS MECEH OT TPUMECEUHETO OT MPUTEXKATENs Ha
paspeiieHneTo 3a ymnorpeba/HeroBust ymbiIHOMOIIeH mpencraButen Ha H3OK Ha 06a3a Ha
MIPOTHO3HUTE KOJMYECTBA, IOCOUYEHHU B CKIFOUEHHS JI0rOBOP 32 OTCTHIIKH 32 ChOTBETHATA rOJIMHA 32
CHOTBETHUS JIEKAPCTBEH MPOAYKT.

(2) UzpaBHsABaHETO Ha CpelCTBaTa 3a JOTOBOpPEHATa OTCTHIIKA, HA/IBUIIABAIIM aBaAHCOBOTO
iamaxe mo ai. 1, ce u3BbpIIBa Ha 0aza MOAMUCAHUS MPOTOKOJN ChIIIACHO mpuiiokeHue Ne 80,
NPUAPYXKEH CbC chpaBkata mo wi. 230, am 1, OT mnpurexarens Ha pa3pelUIeHHETO 3a
ynoTtpe0a/HeroBus YITBJIHOMOIIEH MPEICTABUTEI C TUTAIllaHe B CpoKa 1o 4. 230, ain. 3. B cimydaii ue
BB3HUKHE pa3ivKa 3a Bb3cTtaHoBsBaHe oT H3OK, T Moke /1a ce mpuxBaHe OT IbJDKMMAaTa OTCTHITKA
3a cie/Ballo TPUMECEUHe.

(3) 3a oOe3meyaBaHe Ha IUIAIIAHUATA MO all. 2 TPHUTEXKATENAT HA Pa3pelICHUETO 3a
yrnoTpe0a/HeroBUAT YIBJIHOMOIIEH TpenactaBuTen yupeasBa B momsa Ha H30K GesycrnoBHa u
HEOTMEHseMa rapaHIlis ChC CPOK HE MO-MaIKo OT 15 Mecena u pa3mep He mo-Manko ot 120 Ha cTo
OT CTOMHOCTTa Ha JOTOBOpEHAaTa OTCThIIKAa Ha 0a3a Ha MPOTHO3HOTO KOJMYECTBO 32 CHOTBETHHUSA
JIEKapCTBEH MPOYKT.

Paznen 11
(Hos - /IB, op. 48 o1 2014 1.)
Yci0Busl, KPpUTEPHH U Pell 32 3abJKUTETHO HEHTPAJTU3MPAHO
JA0TOBapsiHe HA OTCTHIIKH OT CTOHHOCTTA HA JIEKAPCTBEHUTE MPOAYKT
3a 3JpaBHUTE JeHOCTH MO 4iI. 82, aj. 2, T. 3 oT 3aK0oHAa 3a 3IpaBeTo,
3a kouTo H3OK 3anaama
(3ara. gon. — JIB, 0p. 62 ot 2015 ., B cui1a ot 14.08.2015 r.)

Un. 24. (Hos — [IB, 6p. 48 ot 2014 r.) (1) (U3m. u mom. — JIB, Op. 62 ot 2015 r., B cwiia ot
14.08.2015 r.) Ha ocHoBanue wi. 45, an. 13 330 H30K npoBexa 3a1bIKUTETHO IEHTPATH3UPAHO
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JIOTOBapsiHE C IPUTEXKATEIUTE HA pa3pelIeHns 3a ynoTpeda Ha JIeKapCTBEeHH MPOAYKTH U/UITH C TEXHU
YITBITHOMOIIICHH MPEJACTABUTEIN Ha OTCTHIIKH OT IIEHATa Ha JIGKAPCTBEHUTE MPOIYKTH 32 3[PABHUTE
nerHocTH 1o wi. 82, an. 2, T. 3 33 u 3ariana CTOMHOCTTa, TOJIydeHa B pe3yaTaT Ha HaMalleHaTa C
JOTOBOPEHHUTE OTCTHIIKH IIEHA HA JIEKAPCTBEHUTE MPOIAYKTH.

(2) (MBsm. — OB, 6p. 62 ot 2015 r, B cuna or 14.08.2015 r.) Hauuomnannara
3/IpaBHOOCUTYpPUTEIHA Kaca MPOBEXJa JOroBapsHETO Mo aji. | mpeau 3amoyBaHe HAa ChOTBETHATA
HaI[MOHAJIHA, perMOHaIHA HIIM OOIIMHCKA IIporpama, KakTo U 3a BCSKa clie/Ballla KaJleHJapHa ro/InHa
OT Mepuoia Ha ACHCTBUETO M.

(3) (Hdom. — JIB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r.) B ciayuauTe, Korato ce 10roBapst
OTCTBIIKM 32 KaJICHIapHA TOJUHA, JOTOBApSHETO C€ M3BBPIIBA B CPOK 10 31 sHyapu Ha chliara
roauHa. JloroBOpeHUTEe OTCTHIIKH Ca 33 IbJKUTEIHHU 332 CPOKA Ha JCWCTBUE HA TOTOBOPUTE U HE MOTaT
Jla ce U3MEHSAT 10 Ha4MH, KOITO Boau A0 yBenudasaHe Ha pasxoaute Ha H3OK. Ilpes kanennapHara
rOAMHA MOTaT Aa ObJaT JOrOBaPSIHU AOIMBIHUTEIHO TO-BUCOKU Pa3MEPH HA OTCTBIIKUTE.

Y. 25. (Hos — JIB, 6p. 48 ot 2014 1.) (1) 3a npoBexaane Ha goroBapsHeTo H30K otmpass
MoKaHa 1o obpasen, yrBbpaeH oT ynpaBurtens Ha H30K, no mpurexarenuTte Ha paspelieHus 3a
ynoTpeda Ha ChOTBETHUTE JIEKAPCTBEHU MPOAYKTH/TEXHUTE YII'BIIHOMOIICHH MPECTaBUTEIH.

(2) Ilokanara chabpxa:

1. agpecaTuTe Ha JOrOBAPSHETO;

2. HaMMEHOBAHNWE Ha JIEKAPCTBEHUS MPOIYKT, OOEKT Ha JOTOBAPSHETO;

3. CpOK U MSCTO 3a [10/1aBaHE Ha IPEUI0KEHUSITA;

4. anpec, TenedoH, Gakc, eISKTPOHEH aIpeC H JIUIIC 3a BPBh3Ka.

(3) Ilokanara ce mybnukyBa Ha MHTepHET cTpaHunara Ha H30K.

(4) Kpm mokanara ce npuiiara oopasell Ha J0roBoOp, yIBbpAeH oT ynpasurtens Ha H3OK.

Y. 26. (Ho — JIB, Op. 48 ot 2014 r.) (1) B cpoka, mocoyeH B MokaHaTa, KaHIUJIATHUTE
MIPEJICTaBAT B JeT0BOACTBOTO Ha LlenTpannoro ympaBienue Ha H30K B 3anedaran HempospadeH
IUTHK C HEHapYIIeHAa USAJIOCT CIETHUTE TOKYMEHTHU:

1. mpeyoxeHue, NOANUCAHO OT MPUTEXKATENS Ha Pa3pelIeHUETO 3a ynoTpeda Ha ChOTBETHHUS
JIEKapCTBEH MPOAYKT HJIM OT HETOB YITBTHOMOIIIEH MPEICTaBUTEIT,

2. (m3m. — 1B, Op. 89 ot 2017 r., B cuna ot 1.01.2018 r.) uHpOopMausi OTHOCHO €AUHHUS
UACHTU(PUKAIIMOHEH KOJ| Ha JAPYXECTBOTO WM KOOMEpaluara OT ThPrOBCKHS PETHUCTBP, a 3a
Ipy’KecTBaTa, pETUCTPUPAHH B AbprKaBa — WieHKa Ha EBpomeiickus cbio3, WM B IbpiKaBa — CTpaHa
no CrnopadymeHuero 3a EBporeickoTo MKOHOMMYECKO MPOCTPAHCTBO — KOIMHE OT JOKYMEHT 3a
aKTyallHa PErucTpanus Mo HalMOHATHOTO 3aKOHOJATENICTBO, M3/IaJeH OT KOMIIETEHTEH OpraH Ha
ChOTBETHATa AbPKaBa, HE MO-KbCHO OT 6 Mecela Mpeu MoJaBaHe Ha 3asBIEHUETO; HH(OpMaLIUITa
ce MPeoCTaBs 3a MPUTEKATENs Ha pa3pelIeHUeTo 3a ynoTpeda, a B ciydail ue NpeyioKeHUETO ce
MoJ1aBa OT YITBJITHOMOIICH MPECTABUTEN — U 32 YIIBIIHOMOIICHUS MTPEICTABUTEN,

3. (mam. — 1B, 6p. 89 ot 2017 r., B cuna ot 1.01.2018 r.) mpaHOMOIIHO 3a ydyacTHE B
JIOTOBApSIHETO, B T.4. ¥ 3 MI0JIaBaHe Ha MPEJIOKEHHE 3a OTCTHIIKA/U — B Cllydail 4e MpeasioKeHUEeTo
ce MojiaBa OT YII'BJIHOMOIIEH MPEACTaBUTEN Ha IPUTEkKATENS Ha pa3pelIeHneTo 3a ynorpebda; koraro
IIBJIHOMOIIIHOTO € U3JaJICHO Ha YYXKJ €3MK, KbM HEro ce Mpujiara mpeBoj Ha OBIrapcKu €3UK,
U3BBPIICH OT MPEeBOay, KOUTO UMa CKIFOYEH AOTOBOP ¢ MUHHUCTEPCTBOTO HA BHHITHUTE pabOTH 3a
U3BBpIIBaHE HA OQUIIMATHU TPEBOAN; B IMBITHOMOIIHOTO CJIeBa J1a OBAAT TOCOYEHU KOHKPETHUTE
JICKAPCTBCHH TPOJYKTH C TEXHUTE MEXKIYHAPOJIHW HENATCHTHW HAWMCEHOBAHHMS W THPTOBCKU
HAaMMEHOBAHMS, 332 KOUTO MPEJCTABUTEIAT € YITHITHOMOIIICH;

4. mpuTexaTeN/m Ha pa3peuieHHe 3a THPrOBHs Ha €Ip0 C JIEKapCTBEHH TPOIYKTH,
KONTO/KOUTO pa3mpoCTpaHsBa/T ChOTBETHHS JIEKAPCTBEH MPOIYKT.
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(2) Bppxy mumka cieziBa Jia € IoCOYeH MOJATeNAT U aIpec 3a KOPECIOHICHIIHUS.

(3) B nenoBoactsoro Ha Llentpannoto ynpasinenue Ha H30K He ce npuemar npeayioxkeHus,
KOUTO C€a MOJAJAEHU CJIe]] U3THYAHETO Ha KpalHMs CpPOK WM ca IPEICTaBEHM B He3aleyaTa,
IIPO3padeH MUK WIH IJIMK C HapylIeHa LsUI0CT.

(4) Tlpurexarenute Ha paspeuieHWs 3a ymnoTrpeba Ha JIEKAPCTBEHH IPOJIYKTH/TEXHU
YI'BJIHOMOIICHH MTPEICTaBUTEIN MOTaT J1a MOaBaT MPeIjIoKEHUs 3a OTCTHIIKY U 0€3 Ja € OTIpaBeHa
nokana ot H30K, kakTo u u3BbH cpoka 1o wi. 24, ai. 3.

(5) llpennoxenusita 1o ai. 4 ce mojaBar mo oopaser] CbriracHo nprioxeHue Ne 9, KbM KOUTO
ce mpuiiaraT JOKyMEHTHUTE 1o wi. 26, air. 1, 1. 2 — 4,

Un. 27. (Hos — JIB, Op. 48 ot 2014 r.) (1) 3a mpoBex1aHe Ha IOTOBAPSHETO YIIPABUTENAT HA
H3O0K onpenenst cbe 3anoBen komucusi ot ciayxutenu Ha H30K. B 3amoBenra ce ompexpensar
Ipejceaares Ha KOMUCHATA U CbOTBETHU PE3EPBHU YJIEHOBE.

(2) B cbcTaBa Ha KOMHCHATA 3aIBJDKUTEIHO CE BKJIIOYBAT IPABOCIIOCOOCH IOPHUCT, MAaruCThp-
(hapMareBT/u 1 HKOHOMHCT/H.

(3) 3anosenra no an. 1 ce uznasa cien MyOJIMKyBaHe Ha MOKaHaTta 1o 4wi. 25, an. 1.

Y. 28. (Hos — JIB, 6p. 48 ot 2014 r.) (1) Komucusita u3BbpIiiBa MpoBEpKa Ha MOIAICHUTE
JOKYMEHTH T0 WiI. 26, anl. 1 3a ChOTBETCTBUETO UM C Ta3H Hapeada, KaTo MMa MpaBo Jia MOUCKa OT
YYaCTHHKA B 3-THEBEH CPOK Ja OTCTPAaHU HEPEAOBHOCTH W/WIM J1a MPEJOCTaBH IOMBIHUTEIHA
nHpOpMaNH KbM IMOAACHUTE JTOKYMEHTH.

(2) Komucusita He pasriexia MpenaoKeHUs, KOUTO HE OTroBapsT Ha WM3UCKBAaHUATA Ha
Hapen0aTa, KakTO M Ha YYaCTHHIUTE, KOMTO HE ca OTCTPAHWIM HEPEIOBHOCTHTE H/MIU HE ca
MIPEIOCTaBUIIN AOMIBIHUTENHATA HH(POPMAIIUS B ONIPEACTICHUS CPOK.

Y. 29. (HoB — JIB, 6p. 48 ot 2014 r.) (1) Ilpu pasriexnaHe Ha NpeIOKEHUATA Ha
YYaCTHUIIUTE MpEACENaTeNIAT U JBaMa OT WICHOBETE Ha KOMHCHUATA C€ MOJIMUCBAT BBPXY BCSKA
CTpaHUIIa OT MPEJIOKEHHUITA.

(2) Komucwusita mo cBos MpereHKa MoXKe /1a MOKaHW YYaCTHHK A [T0/1a]1€ HOBU MPETI0KEHUSI.

(3) Komucusita U3roTssi MpOTOKOJIM 3a CBOSATA padOTa U ¢ pelieHrne 00sBsABa PE3yJITaTUTE OT
IIPOBEJICHOTO JIOrOBapsiHE, KaTo MOCOYBA:

1. pasmepa Ha 1OTOBOPEHUTE OTCTHIIKHU, aKO TAKUBA Ca JJOTOBOPEHH;

2. croitHoctTa, Kosito H3OK mie 3amamia, mojiydeHa B pe3yiTaT Ha HamajeHaTta C
JIOTOBOpPEHATa OTCTHITKA [I€HA Ha IEKAPCTBEHUTE MPOTYKTH.

(4) Bp3 ocHOBa Ha pENICHHETO MO ajl. 3 KOMUCHATA M3TOTBS MPOEKTH HA JOTOBOPHU U TH
npenacrass Ha ynpasutens Ha H30K.

Y. 30. (Hos — 1B, Op. 48 ot 2014 r.) HanmonanHata 31paBHOOCUTypUTENIHA Kaca MyOInKyBa
Ha MHTEPHET CTpaHUIIaTa cu MH(GOpMaILUs 3a CKIIOYEHUTE 1I0T0BOpH, 0€3 J1a ce TOCOYBaT pa3MepUTe
Ha JJOTOBOPEHUTE OTCTHIIKHU, KAKTO U MH(POpPMAIUS 3a aJ[peCUTE Ha NMPUTEKATEINTE Ha pa3pellieHus
3a ynotpe0a /WK yITbJIHOMOIIEHUTE UM MPEJCTaBUTEH, TeIE(POHHN HOMEpA U JIUIA 332 KOHTAKT.

Pazngen 111
(Hos - /IB, Op. 48 ot 2014 r., 0T™M., Op. 62 0T 2015 1., B cHJ1a OT
14.08.20151.)
YciaoBusi, KpUTEPUHU U Pell 32 IOTOBAPsiHE HA OTCTHIIKH OT
CTOMHOCTTA 32 ChOTBETHATA I'PyNa MeIUIIMHCKHU U31€eJIUSA, BKJIIOYEHH
B cmUchbKa nmo 4. 30a or 3aKkoHa 3a MeIUIIMHCKUTE U3/1eJIHs

Y. 31. (Hos — IB, 6p. 48 ot 2014 ., oT™., Op. 62 oT 2015 1., B cuna ot 14.08.2015 1.).
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Y. 32. (Hos — 1B, 6p. 48 ot 2014 1., oT™M., Op. 62 o1 2015 1., B cuna ot 14.08.2015 1.).
Yn. 33. (Hos — /IB, 6p. 48 ot 2014 ., oT™., Op. 62 oT 2015 1., B cuna ot 14.08.2015 r.).

I'naBa mera
(HoBa — JIB, 6p. 17 o1 2019 1.)

YCJIOBUA U PEA 3A BB3CTAHOBSIBAHE OT
NPUTEXATEJ/IUTE HA PASPEILIEHUSTA 3A YIIOTPEBA NJIN
TEXHHU YITBJIHOMOIIEHU ITPEACTABUTEJIN HA
INPEBUIIEHUTE BIO/IKETHHM CPEJACTBA I1PU IIPUJIAT'AHE
HA MEXAHU3BM, TAPAHTUPAILL ITPEJIBUAUMOCT U
YCTOMYUBOCT HA BIOJ’KETA HA H30K
(3ara. uzm. — JIB, 0p. 19 o1 2020 1.)

Y. 34. (Hoe — IB, 6p. 17 o1 2019 1.) (1) (M3m. — IB, Op. 19 ot 2020 1., 6p. 49 0T 2022 T., B
ciwia ot 1.07.2022 r.) 3a rapanTupane npeABUAUMOCT U ycToHunBocT Ha Oromkera Ha H30K 3a
3/IpaBHOOCUTYPUTEIHH IUTAIIAHUS 32 JIEKapCTBEHHM NPOAYKTH CHIVIACHO 3aKOHa 3a Orojykera Ha
H30K 3a cworBerHara rogmna Hamzopaust ceBer Ha H3OK exeromno mpuema ¢ peiieHue
MexaHu3bM 110 4. 45, ain. 31 330.

(2) Mexanu3MsbT 1o ain. 1:

1. e mprJI0’KUM 3a BCUUKH JIEKApCTBEHU NPOoAYyKTH, BKiItoueHu B [IJIC no un. 262, an. 6, 1. 1
3JIIXM, 3amnamann HambiaHO WM yacTM4HO oT H3OK, m 3a BcHuYKM JeKapCTBEHU MNPOAYKTH,
pxiiroueHH B [1JIC o wi. 262, an. 6, T. 2 3JIIIXM u 3annamanu or H30K B 6onHUYHATA METUITMHCKA
MOMOII U3BBH CTOMHOCTTA Ha OKa3BaHUTE MEIUIIMHCKHU YCIYTH;

2. uMa [eHCTBHE CHPSMO BCHYKHM MPHUTEXKATeNM Ha paspelieHue 3a yrnoTpeda Ha
JIEKAPCTBEHUTE MPOJAYKTU MO T. 1 M TEXHUTE YMBJIHOMOIIEHH NPEACTABUTENIM NpPU HAIMYME HA
OCHOBAHMSTA U YCIOBUATA, YCTAHOBEHH B HETO;

3. (u3m. — JIB, Op. 19 ot 2020 r.) ce mpuiiara 3a KajJeHaapHaTa rojJnHa, 3a KOsITO € MpHUeT.

(3) (U3m. — IB, 6p. 19 ot 2020 1., 6p. 49 ot 2022 r., B cuna ot 1.07.2022 r.) Hatnonanxata
3IpaBHOOCUTYPHUTEIIHA Kaca, B CPOK 710 5 pabOTHU THU OT 0OHapojBaHe B "J[bpikaBeH BECTHUK' Ha
penieHueTo mo ai. 1, myOiauKyBa Ha MHTEPHET CTpaHUIATa CH CHhOOIIEHHE J0 MPUTEKATEIUTE Ha
paspelieHus 3a ynorpeda uin TEXHU YIIIHOMOIIIEHHU MPEACTaBUTENH 32 CKIIOYBAHE Ha JIOTOBOPH 32
npuiaraie Ha mexanusma no wi. 45, an. 31 330 3a roauHara, 3a kosiTo € npuer. JloroBopure ce
CKJIIOYBAT 10 o0paszell, myOauKyBaH Ha HHTepHET cTpanunata Ha H30K.

(4) (U3m. — JIB, 6p. 19 ot 2020 1., 6p. 49 o1 2022 1., B cruia ot 1.07.2022 1.) loroBopure 1o
an. 3 ce CKJIIoUBAT 10 1 MapT Ha TOJIMHATA, 33 KOATO € MPUET ChOTBETHUAT MEXAHU3BM 110 WiI. 45, ai.
31 330, u Bau3ar B cuia ot | sHyapu Ha cbliata roguHa. JIekapcTBeHUTE POIYKTH, 32 KOUTO HE ca
CKJIFOUEHU JIOTOBOpH 110 | MapT Ha chIiaTa rojauHa, He ce 3amtamar ot H30K.

(5) IIpu moroBopeHU OTCTHIIKH 3a Cie/BalaTa roJuHa 3a JEKapCTBEHUTE MPOAYKTH MO HIl.
45, an. 10 w/umn an. 21 330 xato ycnoBue 3a 3amamanero uM ot H3OK, 3a npunaranero Ha
MEXaHHM3Ma M 32 OTCTHIIKUTE C€ CKJIF0YBA OOII[ JOTOBOP.

(6) B cnydanTe Ha ymbJIHOMOIIIABaHE MO ai. 4 ce Mmpuiiara MbIHOMOIIHO MY CHa3BaHe Ha
M3UCKBaHMATA 110 WiI. 23, an. 5, T. 2.

Y. 35. (HoB — 1B, 6p. 17 o1 2019 1., u3m., 6p. 19 o1 2020 1.) (1) (M3™m. — IB, 6p. 49 ot 2022
r., B cuia ot 1.07.2022 r.) 3a npunarane Ha Mmexanu3ma 1o wi. 45, an. 31 330 H30K ny6nukysa Ha
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MHTEPHET CTpaHULaTa cu HMH(pOpMalMs 3a BCAKA OT OCHOBHUTE IPYIHU JEKApCTBEHHU MPOIYKTH,
orpezeneHu B 3akoHa 3a Oromketa Ha H30K 3a choTBeTHATa roIMHA.

(2) B 30-mgHeBeH CpoK OT M3THMYAaHE Ha BCIKO TpuMeceuwe Ha Tekymara roauHa H3O0K
nyOJInKyBa:

1. 6pyrHu pasxomu Ha H3OK 3a TpumeceunmeTo 3a OTIYCHATUTE, PECI. MPUIIOKEHU U
OTYETEHH KOJINYECTBA JIEKAPCTBEHH IPOYKTH 3a BCAKA OT OCHOBHUTE IPYIH JIEKAPCTBEHU MTPOAYKTH
10 a. 1, o MeXAyHapOHU HENATeHTHU HAUMEHOBAaHUS U ThPIOBCKU HAMMEHOBAHUS;

2. 00wy HeTeH pa3xof (ciel MpHcCIafaHe Ha JOTOBOPEHUTE 3aIbJDKUTEIHU U 10OPOBOJIHU
orcTbnkn) Ha H30K 3a TpuMmeceunero 3a Bcsaka OT OCHOBHUTE I'PYIU JIEKAPCTBEHHU MPOJYKTH IO all.
1;

3. CTOMHOCT Ha MPEBUILIEHUETO MJIM HEJTOCTUTAHETO HA YCIOBHUS OIO/IKET 32 TPUMECEUHETO
3a BCAKa OT OCHOBHUTE IPYIH 1O all. 1, onpeseneH cbrilacHO MexaHu3ma 1o wi. 34, an. 1.

(3) B 30-nHeBeH cpok ot u3tnyane Ha Besiko Tpumeceune H30K npenocrasst Ha CbOTBETHUTE
IPUTEXKATENIN HA Pa3pelIeHus 3a ynorpeda WM TEXHU YI'JIHOMOIIEHU MPEICTaBUTENN CleJHaTa
nHpopMarus:

1. mernu pasxogu Ha H3OK (cnen mpucnanaHe Ha JIOTOBOPEHUTE 3aJbIDKUTEITHH U
JOOpOBOJIHM OTCTBIKM) 3a TOBAa TPUMECEUHE 3a OTIyCHATUTE, PECIl. MPUIOKEHU U OTUETEHU
KOJIMYECTBA JIEKAPCTBEHHU MPOIYKTH Ha MPHUTEXKATENs Ha pa3pelIeHNeTo 3a ynorpeda, 3a BCsSka OT
OCHOBHHTE TPYITH JIEKAPCTBEHHU MPOIYKTH I10 ajl. 1, IO MEXyHAPOAHN HEMATEHTHH HAUMECHOBAHHUS
Y THPrOBCKH HAaUMEHOBAHMS,

2. IOATPYNHTE JICKAPCTBEHU MPOJIYKTH Ha MPUTEKATENS HA Pa3pelIeHUETo 3a ynorpeda oT
BCSIKa OCHOBHA I'pyla, IIPY KOUTO MOAIPYNH € YCTAaHOBEHO HaJBuUIleHHE Ha pasxoaute Ha H30K
CBhIVIACHO MEXaHU3Ma 10 Wwi. 34, ai. 1; cTOMHOCT Ha HaJIBUILIEHUETO 3a BCSAKA IMOArPYyIa U pa3Mepa Ha
KOHKPETHUTE CyMH, MOJIeKAIIN Ha Bb3cTaHOBABaHe HA H30K.

(4) B Tpumeceuen cpok oT u3THUaHe Ha kajneHaapHara roguHa H30K u3pbpuiBa roguiiHo
U3paBHJIBAaHE HAa BBH3CTAHOBEHHUTE IO TPUMECEYMs IPEBUILIEHU CPEICTBA OT HPUTEKATEIUTE Ha
paspemieHusTa 3a ynorpebda wid TeXHH YITBIHOMOIIEHH PEACTAaBUTENN CIPSMO OOIIOTO TOIHUIITHO
MIPEBUILIEHNE Ha OINpE/IEIICHUTE LIEJIEBH CcpesicTBa B 3akoHa 3a Orokera Ha H30K 3a croTBeTHaTa
roJIMHAa MPH YCJIOBUS U O PeJl, yCTaHOBEHHU B MeXaHU3Ma 1o wi. 34, an. 1.

Y. 36. (HoB — JIB, 6p. 17 01 2019 1.) (1) (U3Mm. — IB, 6p. 19 o1 2020 r.) B 7-1HEBEH CpOK OT
nojry4aBaHe Ha MHpOpMaLusaTa 1o ui. 35, ai. 3 mpuTexkaTensT Ha pa3pelIeHUeTo 3a ynoTpeda/Heron
YI'BJIHOMOIIIEH — IpeJICTaBUTE] MMa TpaBO Ha MHCMEHO Bb3paxeHue. HanumonanHara
3JIpaBHOOCUTYpHUTEITHA Kaca pasriiexk/ia He3a0aBHO MOCTBIIUIIOTO Bb3paXKEHUE U YBEJOMSBA TNCMEHO
IpUTEXATEN] Ha pa3pelieHueTo 3a YHNoTpeOa/HeroBHs YIBIHOMOIIEH MpPEJCTaBUTEN 32 CBOETO
pelieHwue.

(2) (M3m. — 1B, 6p. 49 ot 2022 r., B cuiia ot 1.07.2022 r.) B ciiydaute, Korato Bb3paxeHue
HE € MOCTBHIIMIIO B CPOKA 10 ajl. | MIIM KOTaTo MOCTBHIMIOTO BB3PAaKEHUE € OTXBBPICHO U3ISIIO0 WITH
YaCTUYHO, TPUTEKATEISAT Ha Pa3pelIeHHETO 3a YMoTpeOa/HerOB YITBIHOMOINECH MPEICTaBUTEIN
U3BbpIIBa IUPEKTHO iamane kpM H30K.

(3) (M3m. — [IB, 6p. 49 ot 2022 1., B cuia ot 1.07.2022 r.) IBIKUMOTO TUPEKTHO IJIAIIaHe
kbM H3OK 3a chOoTBETHOTO TpuMeceune Ha TeKylllaTa TOJMHA C€ M3BBPIIBA OT MPUTEKATENs Ha
pa3pelIeHneTo 3a ynoTpeda/HeroB ymbIHOMOIIEH MpeACcTaBUTeN B Cpok 70 20 AHM OT MojydaBaHe
Ha CIIpaBKaTa, pecil. Ha 0TroBopa 1o ai. 1, mo o6sisena ot H30K Ha uHTepHeT cTpanuara it 6aHkoBa
cmetka. 3a m3BbpiieHoto mianaHe H30K u mpurexarensT Ha paspemieHueTo 3a ymorpeda Ha
JICKApCTBEHHS MPOAYKT/HETOBHST YITBJIHOMOIICH TPEACTABUTEN IOANUCBAT MPOTOKOJ CHIITACHO
npuinoxenue Ne 11.
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(4) B cpok 10 kpast Ha TbPBOTO TPUMECEUHUE Ha Cle/IBalaTa KajleH1apHa roIMHa Ce U3BbPIIBA
ChOTBETHO U3PABHSIBAHE.

Ui 37. (HoB — IB, 6p. 17 ot 2019 1.) (1) (U3m. — [IB, 6p. 19 ot 2020 r.) [IpuTexxarenure Ha
paspelieHusATa 3a yrnorpeda Ha JIGKapCTBEHUTE MPOAYKTH OT OCHOBHHTE rpymH mo wi. 35, am. 1
BB3CTAaHOBSIBAT IMPEBUILICHUTE CPEACTBA, YCTAHOBEHM TIpU TMpWIaraHe Ha MeXaHu3Ma.
Bb3cranoBsiBaneTo € B mbieH pasMep Ha pasxonutre Ha H3OK 3a sekapcTBeHHM HPOIYKTH Hall
olpezieNieHUTe 1LIeJIeBU cpecTBa B 3akoHa 3a Oromkera Ha H30K 3a choTBeTHATa roanHa, KaTo ce
OTYMTA U JACTBT Ha pe3epBa npu pemenre Ha Hagzopuus cpBer Ha H30K mo ui. 15, an. 1, 1. 7 330.

(2) (Otm. — IB, Op. 55 o1 2025 1., B cuna ot 8.07.2025 1.).

(3) Pa3xomuTe 3a JEKapCTBEHUM MPOIYKTH ca OOBBpP3aHHM C MapaMeTpUTe Ha 3aKOHA 3a
oromxera Ha H30K 3a choTBeTHAaTa roauHa, IJIAaHUPAT Ce B CHOTBETCTBHE C MapaMETpUTE Ha
cpeaHocpoyHarta Ol0/pKEeTHA MPOTHO3a, C PhCTa Ha Pa3XOAMTe 3a 3[PaBHOOCUTYPUTEIHH TUIAIIAH U
YU B paMKHUTE Ha TEMIIOBETE HA U3MEHEHHE Ha Pa3XOJMUTE 3a 3JAPABHOOCUTYPUTEIIHM IUIAIIAHUS 32
ChOTBETHATA rOJIMHA CIPSMO MPEAXOAHATA.

I'nmaBa mecra
(HoBa — /IB, op. 17 o1 2019 1..)

YCJIOBUA U PEJL 3A 3AIIVIAIIAHE HA JIEKAPCTBEHHA
MNPOAYKTU, MEJUIINHCKUA U3AEJIUA, IMUETUYHU XPAHU
3A CIIEHUAJTHU MEJUMINWHCKUA LHEJIA U
BUCOKOCIIEHNA/IN3UPAHU AITAPATU/YPE/INU 3A
NHIAUBUIAYAJIHA YIIOTPEBA OT OBXBATA HA HAPEJIBATA
1O 4JI. 82, AJI. 6 OT 3AKOHA 3A 3/IPABETO

Yn. 38. (Hos — 1B, Op. 17 ot 2019 r.) (1) HanuonanHaTta 31paBHOOCHUTYPUTENIHA Kaca
3arutama 3a JekapctBenu npoaykta, MU, IXCMIL] u BucOKOCTIeMaTU3UpaHu anapaTt/ypean 3a
MHAMBUAYaJIHA yroTpeba oT oOxBaTa Ha Hapealara 1o wi. 82, an. 6 oT 3aKoHa 3a 3paBETO U MpPHU
YCIIOBUSATA U pe/ia, YCTAHOBEHU B Hesl.

(2) 3a nexapctBenure npoayktu, MU, JIXCMII u Bucokocnenuanu3upaHuTe anapaTu/ypenu
3a MHAMBHIYyalHa ymorpeba mo ai. 1, 3a KOMTO ca MoJa/eHu 3asBieHus 3a 3amnamadne, H30K
CKJIIOYBA CHOTBETHHU JIOTOBOPU C NMPOU3BOAMTENM WIM THPrOBLUM Ha €APO/TEXHH YII'BIHOMOIIEHU
NPEJCTaBUTENIN W/UIU ¢ JiedyeOHU 3aBesieHUs. B JoroBopute ce ypexaar yciloBUSITa M PeIbT 3a
J0CTaBKa, OTYMTAHE, KAKTO U JAPYrH creuu(UYHU YCIOBUS, CBBP3aHU C MOJAJIEHOTO 3asBICHHE 32
3arJiamiaxe.

(3) B caywyaute mo an. 1 H3OK 3amnamia CTOMHOCTH HE TO-BHUCOKM OT 3allIalllaHUTE
CbOTBETHU CTOMHOCTM Mpe3 MNpeaxoAHaTa TOAMHA, ChC CPEACTBA, MOJYyYEHU OT TpaHcdep OT
MUHHUCTEPCTBOTO Ha 3/paBEONa3BaAHETO.

Ui 39. (Hos — JIB, 6p. 17 ot 2019 r.) HannonanHata 31paBHOOCUTYpUTEITHA Kaca 3aruiaiia
Clie/l Ipe/ICTaBsHEe Ha ChOTBETHA OTYETHA (PMHAHCOBA M MEJUIIMHCKA JOKYMEHTAIUS B U3ITbIIHEHUE
Ha CKJIFOUEHHTE JIOTOBOPH Mo wi. 38, ai. 2.

UYn. 40. (HoB — JIB, 6p. 17 ot 2019 1.) (1) 3a MU u BHCOKOCTIEIMATU3UPAHH artapaTy/ypenn
3a MHAUBHUAYaidHa yrnorpeba mo wi. 38, an. 1 H30K noroBapst oTcThIKH IO peAa Ha Hapendarta 1o
ui1. 30a, an. 3 ot 3SMU.
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(2) 3a nexapctBenn npoayktu u JAXCMII mo wi. 38, an. 1 H30K moxe nma goromapsi ¢
THPTOBIIUTE Ha €APO/TEXHUTE YITBIHOMOIICHH NPEICTAaBUTENN OTCTHIIKA B pa3Mep HE MO-MalbK OT
10 Ha cTO OT AOCTAaBHATA ILICHA.

(3) Haunuonannarta 31paBHOOCHTYpUTENIHA Kaca 3alUlania J0 HamalleHaTa C pa3Mmepa Ha
OTCTBIIKaTa CbOTBETHA CTOMHOCT MO aj. 1 u 2.

Y. 41. (Ho — 1B, 6p. 17 oT 2019 r.) HantnonanHara 3[paBHOOCHTYpHUTEIIHA Kaca MMyO0IMKyBa
Ha oduIMalHATA CH UHTEPHET CTPAaHUIIA €XKETrOJCH OTYET 3a JIeKApCTBEHUTE Mpoayktu, MU,
JAXCML] u BHCOKOCHEIMATIM3UPAHUTE anapaTtu/ypeau 3a HHAWBHyallHA YIoTpeda U 3aljaTeHUTe
3a TAX CPeACTBa, KOWTO MEPUOAUYHO CE aKTyallu3Hpa.

I'naBa ceqma
(HoBa — /IB, 0op. 49 ot 2022 r., B cuaa ot 1.07.2022 r.)
YCJIOBHUA U PEA 3A 3AIVIALLTAHE HA ITOMOIIIHHA
CPEACTBA, IPUCITIOCOBJIEHUSA, CbOPBKEHHUSA U
ME/IMIIMHCKH U3AEJIUA, IPEJHASHAYEHU 3A XOPATA C
YBPEXJIAHUA U 3A CKIIIOUBAHE HA JIOT'OBOPH 110 4.1. 45,
AJl. 16 OT 330

Un. 42. (HoB — B, 6p. 49 or 2022 r., B cmma or 1.07.2022 r.) Hanmonamnara
3apaBHOoocurypuTenna kaca 3armama [ICIICMUXY, B T. 4. peMOHTHU JI€HWHOCTH, BKJIIOYEHU B
crenrQuKanusaTa — CHUChK 1o Wi. 63, an. 1 ot Hapen6a Ne 7 ot 2021 r., ipu clIeTHUTE YCIOBHSL:

1. na ca ompenejaeHy WHAMBUAYAIHO 3a JIMLIETO C YBPEXKIAAHHS C MEAUIIMHCKU TOKYMEHT,
U3JIaZIeH OT JIeKapcKa KOHCYJITaTUBHA KOMHCHS, TEPUTOPHUATTHA €KCIIEpTHA JIEKapCKa KOMUCHS WU
Hammonannata ekcrepTHa JieKapcKka KOMHCHS TMPU ChOOpassiBaHE HA MEAUIMHCKHUTE YCIOBUSA,
€KCIJI0ATAI[MOHHUTE CPOKOBE M HEOOXOIMMHUTE METUIIMHCKH JJOKYMEHTH 3a MPEJOCTaBIHETO UM;

2. MpU OMPEACNSIHETO UM OT KOMHUCHHTE MO T. | ga ObJae MOCOYEH KOHKPETHUSIT BH/I
[ICTICMUXY/croTBEeTHATA pEMOHTHA JIEWHOCT, UHAUBUAYyanH3upanu cbCc choTBeTHUA H30K Kog,
MocoueH B crienudukanusTa mo @wi. 56 ot Hapenba Ne 7 ot 2021 1.5

3. na e ono6peno ot qupekropa Ha P3OK, crorBeTHO OT ynpasutens Ha H30K, 3asBnenuero
3a npenoctassiHe Ha [ICIICMUXY Ha nuieTo ¢ yBpexxJaHus, Ha YITITHOMOIIIEHO OT HETO JINLE WIN
Ha JuueTo mo ui. 21, an. 2, 1. 2 — 4 3XY;

4. nma otroBapsAT Ha u3UCKBaHHMATa HA 3MU W MOA3aKOHOBUTE HOPMATUBHH AaKTOBE IO
HErOBOTO MPUJIaraHe;

5. MEIUIIMHCKHUTE U3JEIIN JIa ca BKIIIOYEHH B criiuchka o wi. 30a, ain. 1 3SMU;

6. 1Ta ©UMaT CTOMHOCT, /IO KOSITO C€ 3aruialar, onpeaeneHa mo pena Ha Hapenda Ne 7 ot 2021

Un. 43. (Hos — JIB, Op. 49 ot 2022 r., B cuna ot 1.07.2022 r.) (1) 3a npenocraBsHe Ha
[ICIICMHUXY 1o un. 42 H30K cknrouBa norosopu o wi. 45, an. 16 330 c nuiara, 0ChIIECTBIBAIN
JEHHOCTU 1O MPEAOCTaBSIHE U PEMOHT Ha MOMOIIHU CPEICTBA, MPHUCIOCOOICHHS, ChOPHKEHUS U
MEIUILIMHCKU W3JIeNUs 3a XOpara C YBpPEXKIaHUs, PErMCTPUPAHU KaTO THhProBIM W BIUCAaHU B
perucTbpa Ha JMIATa, OCBHUIECTBABAILIM JACHHOCTH IO MPEIOCTaBIHE U PEMOHT Ha IMOMOIIHHU
CpeICTBa, MPUCTIOCOOIEHUS, ChOPBKECHHS U MEAUIIMHCKH H3/IEIUs 32 XOpaTa C yBpexkKIaHuUs.

(2) B moroBopute mo ain. 1 ce ypexaar yciaoBHS W Pela 3a U3BBPIIBAHE HA JIEHHOCTUTE TIO
npenoctaBsiie U peMoHT Ha [ICIICMUXY, npaBa u 3aabJKEHUsT HA CTPAHUTE, TOKYMEHTALUS U
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OTYETHOCT, YCJIOBHUS U PeJl 32 KOHTPOJI M CAHKIMH [TPH HEU3MbJIHEHHE. J[oroBopuTe ce CKI0YBaT 1o
oOpa3zen, yrBbp/eH oT yrnpasutens Ha H30K.

(3) JIunero mo an. 1 cknrousa gorosopa ¢ H30K upe3 qupekropa na cbotBetHara P3OK, Ha
YUATO TEPUTOPHUS € PA3KPUT CHOTBETHHUAT THPrOBCKM OOEKT 3a MpPEJOCTaBsSIHE M PEMOHT Ha
[ICIICMUXY. 3a Bceku OT/eNIEH ThPrOBCKH OOEKT C€ CKIIFOUBA OTJEJICH I0TOBOP.

(4) (Otm. — IB, 6p. 55 o1 2025 1., B crita ot 8.07.2025 1.).

(5) HoroBopuTe mo ai. 1 ce ckiIro4Bar 3a CpoK JI0 €JHA TOIMHA U BJIM3AT B CUJIa OT JlaTaTa Ha
BJIM3aHE B CUJIa Ha crHelu(HUKausaTa — CIUCHK Mo wi. 42, KaTo Morar Aa ObJaT yAbJKaBaHHU B
ciydauTe 1o wi. 63, an. 6 ot Hapen6a Ne 7 ot 2021 1.

Ui 44. (Hos — /1B, 6p. 49 ot 2022 r., B cuna ot 1.07.2022 r.) (1) 3a ckirouBaHe Ha JOTOBOP
1o wi. 43, ajn. 1 KaHIAUAATHT ClIeBA 1a OTTOBAaps HA CIEIHUTE YCIOBHUSA:

1. na e Briucau B peructbpa mo ui. 88, an. 1 ot 3XV;

2. na HAMA MyOIMYHY 3a]IBJDKCHHUS;

3. (moBa — [IB, 6p. 55 ot 2025 r., B cuna ot 8.07.2025 r.) A2 HE € B HECHCTOSATEIHOCT UJIU B
MIPOU3BOJICTBO TI0 HECHCTOSITETHOCT, WM B TMpoleaypa IO JUKBUJAIMS, WIA € CKIIOYMI
U3BBHCHACOHO CIIOpa3yMeHUe C KPeIUTOPUTE CH 10 cMUChIa Ha Wi. 740 oT ThproBckus 3aKoH, WK
€ MpeyCcTaHOBWIJI JIEHHOCTTA CH, a B CIy4yall 4e KaHIUJAThT € UyKJIECTPaHHO JIMIIE — C€ HaMHpa B
Mo00HO TIOJIOKEHUE, TMPOU3TUYAIIO0 OT CXOAHA MPOLEAYpa, CHIVIACHO 3aKOHOAATEICTBOTO Ha
Ibp)KaBaTa — WwieHKa Ha EBponeickust chio3, WM B Jbp)kaBa — cTpaHa 1mo Cropa3yMeHHeTo 3a
EBpomneiickoTo MKOHOMHYECKO MTPOCTPAHCTBO, B KOSITO € YCTAHOBEH;

4. (moBa — /IB, 6p. 55 ot 2025 r., B cuia ot 8.07.2025 r.) ga He My € HaJOKEHA U BIIsA3J1a B
CHJIa 3aloBe] 3a CaHKIUA "MpeKpaTsBaHe Ha JOroBop" Mo BpeMe Ha JEHCTBUETO Ha MPEIXOJHU
JoroBopH 1o ui. 43, an. 1 mpe3 nocneaHuTe 3 TOJUHY MpeIU JaTaTa Ha MOJlaBaHEe Ha 3asBJICHUETO
Mo aj. 5, BKIIOYUTENIHO Ha CBbP3aHU C HEro JIMla M0 CMUCHIA Ha THProBCKUSl 3aKOH, BIIUCAaHU B
perucTbpa 1o ui. 88, ain. 1 oT 3akoHa 3a XxopaTa ¢ yBpexIaHus;

5. (moBa — JIB, Op. 55 ot 2025 1., B cuna ot 8.07.2025 r.) 1a HE € OCHK/IAH C BIIsA3JIa B CUJIa
MpuUCHAA 3a npecThivienue mo wi. 108a, wi. 159a — 159r, un. 172, un. 192a, un. 194 — 217, un. 219 —
252, uim. 253 — 260, uin. 301 — 307, uim. 321, 321a v un. 352 — 353e ot Hakasarennusa Koaekc;

6. (HoBa — JIB, Op. 55 ot 2025 r., B criia ot 8.07.2025 1.) A2 HE € OCBHJEH C BIA3JIA B CUJIa
IIPUCBHAA 3 IPECTHINUICHHE, AHAJIOTMYHO Ha TE3M 110 T. 5, B Ipyra IbpKaBa — 4ieHKa Ha EBponenckus
ChlO3, WIM B JbpxkaBa — cTpaHa mo CnopadymeHnuetro 3a EBpomenckoTo HMKOHOMHYECKO
MIPOCTPAHCTBO;

7. (mpepumna 1. 3 — JIB, 6p. 55 ot 2025 1., B cuna ot 8.07.2025 1.) 00€KTHT, B KOUTO 111€ ce
M3BBPIIBA JIEHHOCTTA, J1a € BKIIOYEH B CIIUCHKA C OOEKTHUTE, 110 OTHOIIEHHE HAa KOUTO € M3/1aJieHa
3aroBe/ITa 3a BIIUCBAHE B PETUCTHpa 1O T. 1, ¢ TOCOUYEH aapec, TenedoH, eNeKTPOHHA TIOMIA U JINIIe
— OTTOBOPHMK Ha 00€KTa;

8. (mpemumHa 1. 4 — IIB, Op. 55 ot 2025 r., B cuia ot 8.07.2025 r.) na uMa ocurypeHa
TEXHWYECKa BB3MOKHOCT 3a TIOJI3BaHe Ha cOPTyep, Ype3 KOMTO J]a IMa Bpbh3Ka ChC CIEIUAIN3HPaAH
copryep Ha H30OK 3a neiiHocTuTe TO MpeAOCTaBsSHE, OTYMTAHE, KOHTPOJI U 3alljialllaHe Ha
I[ICIICMU XY /peMOHTHH JeHHOCTH;

9. (mpegumua 1. 5 — B, Op. 55 ot 2025 r., B cuna ot 8.07.2025 r.) 1a uMa ocUrypeH
nepcoHaneH win npodecronanen kBamuduuupan enekrponen noamnuc (KEIT) Ha otroBopHuka Ha
00€KTa WM Ha YIPaBUTEIS/TBIIHOMOIIHNKA Ha ThPTroOBeIa.

(2) (HoBa — 1B, 6p. 55 ot 2025 r., B cuna ot 8.07.2025 r.) U3uckBanusara mo ain. 1, 7. 5u 6
Ce OTHACAT U 3a JINIaTa, KOUTO MPEACTaBISIBAT KAaHU/1aTa, M 32 YWICHOBETE Ha HETOBUTE YITPABUTEITHA
Y HA/I30PHHA OPTaHH CBHITIACHO PETHCTHhpA, B KOMTO € BITMCAaH, ako UMa TaKbB, WIH JTOKyMEHTHTE,
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YIOCTOBEPSBALIHN MpaBocyOekTHOCTTa My. KoraTo B chcTaBa Ha T€3U OpraHu y4acTBa IOPUIUYECKO
JUIE, OCHOBAaHUATA CE OTHACAT U 3a (DU3MUYECKUTE JIMIA, KOUTO TO TMPEACTABISBAT CBHIJIACHO
perucThpa, B KOWTO € BIOUCAHO IOPUAMYECKOTO JIMIE, aKO HMMa TaKbB, WIH JOKYMECHTHTE,
YIIOCTO-BEPSIBAILU MPABOCYOEKTHOCTTA MY.

(3) (HoBa — JIB, 6p. 55 ot 2025 r., B cuna ot 8.07.2025 r.) B cnydaure no an. 2, korato
KaHJIUJAThT WK IOPUIUYECKO JIMIE B ChCTaBa HA HETOB KOHTPOJIEH WJIM YIPaBUTEJEH OpraH ce
Mpe/ICTaB-JIsgBa OT (PU3UUECKO JIUIIE 110 MBIHOMOIINE, OCHOBaHUSATA IO aj. 1, T. 5 u 6 ce oTHAcAT u 3a
TOBa (PU3UYECKO JIUIIE.

(4) (HoBa — JIB, Op. 55 ot 2025 r., B cuma ot 8.07.2025 r.) YcraHOBsiBaHETO Ha
obcrositencTBara mo ain. 1, T. 2, 3 u 5 ce u3BbpmBa ciayxebHo ot nupekropa Ha P30K wumm
OTPABOMOIICHO OT HErO JIUIIE TT0 OTHOIICHHUE Ha OBITaPCKUTE TPAKIAHU | JIUIATa C U3a/ICH JIMUEH
HoMmep Ha uyxaeHel (JIHY), kakTo 1 110 OTHOIIEHNE HA PETUCTPUPAHUTE B ThPTrOBCKU PETHCTHDP U
PErucTbp Ha IOPUIUYECKUTE JTUIA C HECTOMAHCKA 1€ FOPUIUYECKH JIULIA.

(5) (IMpepumna an. 2 — JIB, 6p. 55 ot 2025 1., B cuna ot 8.07.2025 r.) 3a ckitouBaHe Ha
noropop mo ui. 43, an. 1 xanaupateT nomaBa Ao P3OK 3asBnenue mo oOpasern, yTBBpIEH OT
ynpasutens Ha H30K, B koeTo BucBa JaHHU 32 €UHHUS UICHTU(PUKAIIMOHEH KO/ Ha ThProBela oT
THPrOBCKHUS PETUCTHP. KBbM 3asBICHHETO Cce MpUIarar CjaeIHUTe JOKYMEHTH:

1. JOKYMEHT 3a akTyajiHa perucTpanus M0 HAlMOHAJHOTO 3aKOHOJATEJICTBO, U3/1aJ€H OT
KOMIIETEHTEH OpraH Ha CBhOTBETHATa JIpyra IbpiKaBa Ha KaHIuJaTa — caMO 3a JIPY)KECTBaTa,
pETHCTpPHUpAHU B Jpyra JAbpKaBa — WICHKA Ha EBPONEHCKHUS CHIO3, WM B JAbpKaBa — CTpaHa 1o
Crniopasymenueto 3a EBpornelickoTo HKOHOMHYECKO MPOCTPAHCTBO;

2. yAOCTOBEpEHHUE 3a BIMCBaHE B perucrbpa no ui. 88, ain. 1 3XV;

3. Aexmapanus/aeKinapaniy oT JIMle, MPeCTaBIsABaI0 KaHIuIaTa, 3a:

a) HaJTMYUETO Ha TPa)<IaHCKH JOTOBOP 3a YIPABJICHUE WIH TPYAOB JOTOBOP Ha OTTOBOPHHUKA
Ha 00€eKTa;

0) HATMYKMETO HA JOTOBOP C PEMOHTHA 0a3a, B ciyyail ye nuuero no wi. 88, an. 1 He pa3nonara
CcbC COOCTBEHA TaKaBa;

B) (m3M. — [IB, 6p. 55 o1 2025 1., B cruta ot 8.07.2025 r.) ocurypeHa TeXHUYECKa Bb3MOKHOCT
3a moa3BaHe Ha codryepa mo ain. 1, T. §;

r) (u3m. — /1B, 6p. 55 o1 2025 r., B cuna ot 8.07.2025 r.) ocurypen KEII o an. 1, T. 9;

n) (HoBa — JIB, Op. 55 o1 2025 1., B cuna ot 8.07.2025 1.) nurnca Ha HaJOXKEHA U BIIS3JIa B CUJia
3armoBe]] 3a CAHKIMS "MpeKpaTsaBaHe Ha JOroBOp" MO BpeMe Ha JeHCTBHETO Ha MPEAXOIHU JOTOBOPH
o wi. 43, an. 1 mpe3 mocneqHuTe 3 TOJUHU MPEAU AaTara Ha MoJiaBaHe Ha 3asBICHUETO MO al. 5,
BKJIFOUMTETHO Ha CBBP3aHU C KaHAUAATa JIMIA [0 CMUCHJIA Ha THProBCKHs 3aKOH, BIHCAHU B
perucTbpa 1o ui. 88, ann. 1 oT 3akoHa 3a XopaTa C yBpexIaHusI.

(6) (Hoa — 1B, Op. 55 or 2025 r., B cuna ot 8.07.2025 r.) Korato xaHaumaTsT €
YY)KJIECTPAHHO JIMIIE, TOW TPEACTaBs CHOTBETHHUS JOKYMEHT mo an. 1, T. 2, 3 u 6, u3maneH oT
KOMITETEHTEH OpPTaH, ChIVIACHO 3aKOHOJIaTEJICTBOTO HA Ibp)KaBaTa — 4iieHKa Ha EBporenckus chio3,
WK B IbpKaBa — cTpana nmo CrnopazymeHneTo 3a EBponeiickoTo HKOHOMUYECKO MPOCTPAHCTBO, B
KOSITO YYaCTHUKBT € ycTaHOBeH. KoraTto B ChOTBETHaTa IbprkaBa HE C€ M3/1aBaT JOKYMEHTH 3a
MMOCOYCHHUTE OOCTOSATENCTBA WM KOTaTo JOKYMEHTUTE HE BKIIOUBAT BCUYKH OOCTOSTENICTBA,
YYaCTHUKBT TPEICTaBs JAEKIapalus, ako TakaBa ACKIapaius UMa MPaBHO 3HAYEHHE CHIIIACHO
3aKOHOJIaTEJICTBOTO HAa CHOTBETHATa JbpkaBa. Korato nmexmapanusTa HsSMa MPaBHO 3HAYCHHE,
YYaCTHUKBT MPEACTaBs OQHUITHAITHO 3asSBJICHHIE, HAPABEHO MTPe]T KOMIICTCHTEH OpPTraH B ChOTBETHATA
JbpKaBa.
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(7) (Ilpenumrna an. 3 — /1B, 6p. 55 ot 2025 r., B cuna ot 8.07.2025 r.) [Ipu koHCcTaTHpaHe Ha
HEMTBbJIHOTH WA HECHhOTBETCTBHUS B MOAAJACHUTE AOKYMEeHTH aupekTopbT Ha P30OK nmcmeno
yBEAOMSBA KaHAM/1aTa 3a TOBA U OIpeneis 3-THEBEH CPOK 3a OTCTPAHSBAHETO UM, KaTO MY yKa3Ba,
4e MpU HEOTCTPaHSBAaHE MPOHM3BOJCTBOTO MO 3asBICHHETO Iie Obae mpekpareHo. B Te3m ciyuam
CPOKBT 3a IPOMU3HACSIHE I10 3asBJICHUETO 3aloyBa Ja TE€4Ye OT JaraTa Ha OTCTPAHSABaHE Ha
HECHOTBETCTBUSATA.

(8) (ITlpenumna an. 4 — JIB, 6p. 55 ot 2025 r., B cuna ot 8.07.2025 r.) upexropst Ha P3OK
B l4-71HEeBeH CpPOK OT IOJaBaHE Ha 3asBJICHHMETO CKIIIOYBA JOrOBOP IO 0OOpasel, yTBHPAEH OT
ynpasutens Ha H30K, win u3gaBa MOTUBHpaH OTKa3 3a CKIIOYBAHETO Ha JIOrOBOp, B Clydal ue
KaHJAMJAThT HE OTTOBAps Ha yCIOBUSATA IO all. 1.

(9) (Ilpeaumina ain. 5, uzm. — JIB, Op. 55 ot 2025 r., B cuna ot 8.07.2025 r.) OTka3sT 10 aj. §
MOJIJICKH Ha 00KaJIBaHEe Ha pefa Ha AIMUHUCTPATUBHOMPOIIECYATHUS KOJCKC.

Ui 44a. (Hos — JIB, Op. 55 ot 2025 1., B cuna ot 8.07.2025 r.) (1) B cny4yaure, B KOUTO 1O
BpEMeE Ha JIeUCTBaIMs JOTOBOP 10 wi. 43, ajn. 1 Bie3e B cuiia caHKIUA "MpekpaTsiBaHe Ha 10roBop"
[0 OTHOIIICHHE Ha MPEAXOJICH JIOTOBOP ChC CHIIMS M3MBIHUTEN, AUpeKTopbT Ha P3OK mnpekpatsBa
€IHOCTPaHHO CKJIFOUEHHS JOTOBOP CYMTAHO OT JaTaTa Ha BIM3aHE B CHUJIa HA CAHKIIUATA.

(2) 3amoBeaTa 3a caHkIuUs "MpekpaTsiBaHe Ha AOroBop" Mo an. 1 mojiexu Ha oOXKaluBaHe 1Mo
pena Ha AIMHUHUCTPATUBHOMPOIECYATHUS KOJIEKC.

Ui 45. (Hos — 1B, Op. 49 ot 2022 r., B cuna ot 1.07.2022 r.) (1) Jluuara cbe ckitoueHU
noroBopu 1o ui. 43, an. 1 orpassBar B cneuuanusupanus copryep Ha H30K o ui. 44, an. 1, 1. 4
nertnoctute 1o npenocrapsie Ha [ICIICMUXY wnm u3BbpiiBaHe Ha PEMOHT HEITOCPEICTBEHO CIIE]
u3BbpiBaHeTo M. JocTenbT no crnenuanusupanus copryep Ha H30K ce ocwiiectssia ¢ KEIT
ceriacHo wi. 44, an. 1, T. 5.

(2) HpenocraBsnero Ha [ICIICMUXY u peMOHTHUTE NEHHOCTH CE€ U3BBPIIBAT CHIIACHO
cnenudukanuaTa — CouchbK 1mo wi. 63, ai. 1 ot Hapen6a Ne 7 ot 2021 1.

(3) IIpemocraBsnero Ha I[ICIICMUXY wu peMoHTHHTE [AEWHOCTH C€ H3BBHPIIBAT B
cboTBeTCTBUE € ono0peHoTo ot ympasutens Ha H3OK, cworBetHo or aupekropa Ha P3O0OK,
3asiBiieHue 1o 4i. 69, an. 1 ot [IpaBuiHuKa 3a mpuiiarane Ha 3aKoHa 3a Xoparta ¢ yBpeKJIaHUsl, IPHET
¢ [TocranoBnenue Ne 65 na Munucrepckus ceet ot 2019 r. (B, 6p. 27 ot 2019 1.).

Un. 46. (Hos — /1B, 6p. 49 ot 2022 r., B cuna ot 1.07.2022 r.) (1) Hanuonannara
3IpaBHOOCUTYPHUTENIHA Kaca 3aljialla Ha JIMLATa ChC CKIIOYEHH JOroBopu mo wi. 43, an. 1 3a
npenocraeHuTe oT TiX [ICIICMUMXY u u3BBpIIEHHTE PEMOHTHU JNEWHOCTH IPU CIIa3BaHE Ha
YCIIOBHUSITA 110 4II. 45.

(2) Cnen n3TnuaHe Ha KaleHIApHUS Mecell Upe3 cnernuanusupanus copryep Ha H30K mo u.
44, an. 1, T. 4 ce dopmMupa MECEUHO HU3BECTHE, CHIBPXKAIIO OJ0OpEeHaTa U OTXBBpPJIEHATAa OT
3aruiaiane AeHHOCT, KaKTO ¥ MPUYHNHATA 32 OTXBBPIISHETO.

(3) CroiiHocTHTE 3a 3aIUlallaHe B MECEYHOTO H3BECTHE Ca CHIJIACHO CHeIU(UKAIUATa —
CIUCHK 1Mo wi. 63, an. 1 ot Hapenba Ne 7 ot 2021 1.

(4) MecedHOTO M3BECTHE T10 aj. 2 ce MPeI0CTaBs Ha JIUIaTa Mo aji. | Mo eNeKTPOHEH BT upe3
cneunanuzupanus copryep Ha H30K o ui. 44, an. 1, 1. 4.

(5) HeitHOCT ce OTXBBpisl OT 3aljamiaHe, B ciydaid ue mpenoctaBeHoto [ICIICMUXY,
ChOTBETHO OTYETEHAaTa PEMOHTHA JEHHOCT, HE OTroBaps Ha TrpynaTa/moArpymnara/rpynara 1o
texunyecku ui3nckBanus Ha [ICTIICMUXY, choTBETHO Ha peMOHTHATa JACHHOCT, IO OA0OPEHOTO
3asBIICHHE 110 4iI. 45, an. 3.

(6) Ha 0a3arta Ha TOJYy4EeHOTO MECEYHO M3BECTHUE JHUIETO MO aj. | TpeacTaBs dpes
cnermanusupanus copryep Ha H30K mo wi. 44, am. 1, T. 4 enekTpoHeH (UHAHCOBO-OTYETCH
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JOKYMEHT, ChIbpiKalll KOJIMYECTBA U CTOMHOCTH, UACHTUYHH C 0JJ0OPEHUTE CTOMHOCTH B MECEYHOTO
U3BECTHE 110 al. 2.

(7) HauwnonanHata 3ApaBHOOCUTYpPUTENHA Kaca H3IUIAlAa 3asBEHUTE CpPEACTBA 3a
npenocraBeaure [ICIICMUXY/u3BbpiieHUTe pEeMOHTHH JEHHOCTH Bb3 OCHOBAa Ha (PMHAHCOBO-
OTYETHMSI IOKYMEHT 110 aJ. 6.

(8) Harmonanmuata 31paBHOOCUTYpUTEIHA Kaca 3aIuiallia B CPOKOBETE, TOCOYCHH B IOTOBOPA,
clie]] MPEe/ICTaBsiHE HAa JOKYMEHTHUTE 1O all. 6.

Un. 47. (HoB — JIB, Op. 49 ot 2022 r.,, B cuma ot 1.07.2022 r.) Hamumonainara
3IpaBHOOCUTYPHUTEIIHA Kaca npeycraHoBsBa 3amiamnianeto Ha [ICIICMUXY/peMoHTHH IEeHHOCTH
[IPU 3aJJMYaBAHETO UM OT CreUM(UKAIUATA — CIUCHK 1Mo wi. 63, an. 1 or Hapenba Ne 7 ot 2021 r.

JOITBJIHUTEJIHA PA3IIOPE/BA
(HoBa — /IB, Op. 43 o1 2024 1., B cus1a ot 17.05.2024 r.)

§ 1. ITo cmuchia Ha Ta3u Hapenada "MOBEPUTEIICH MHTEPBA OT CTOMHOCTH'" € MHTEpBAJI, B
KOWTO ce HamHpa ACHCTBUTENTHATa CTOMHOCT HA OICHSIBAaHUS MapaMeTbp ''CpelHONpeTeriieHa
CTOMHOCT" OT CHBKYIMHOCT OT CTOMHOCTH Ha JIEKAPCTBEHUTE MPOIYKTH. JIOBEpUTEIHUAT UHTEPBAT
Mo3Ke Ja ObJie U3pa3eH KaTo Juarna3oH OT CTOMHOCTHU B cienHata Gopma: OuensiBane + Map)kuH Ha
rpemkara. O0uuTe HUBa Ha goBepue ca 90%, 95% u 99%.

HPEXOJAHHA U 3AKTIOYUTEJIHUA PA3SITIOPEIBU

§ 2. (Ilpenumen texct Ha § 1 — 1B, Op. 43 o1 2024 1., B cuuta ot 17.05.2024 r.) B aBymeceuen
CpOK ClIeJl BIM3aHE B CHJIa Ha MO3UTHBHHUA JekapcTBeH cnuchbk H30K 3amnama nexapcrBeHuTe
MIPOJYKTH, OTIYCHATH ChIaacHo JekapcrBenus cnuchbk Ha H30K, npuer ¢ pemenue Ne PJ[-YC-04-
127 ot 27 pexemBpu 2007 1. 3a ompeiensHE YCIOBUSATAa, HAa KOUTO TpsiOBa Ja OTroOBapsT
U3MBIHUTENUTE Ha MEAUIIMHCKA MTOMOIII, pefia 3a CKJIF0UBAaHE Ha JIOTOBOPUTE C TSIX U IPYTH YCIOBUS
mo wi. 55, an. 2, 1. 2,4, 6 u 7 330 (06H., IB, Op. 5 ot 2008 1.; uzm., 6p. 45 ot 2008 1.).

§ 3. (Ilpegumien teker Ha § 2 — JIB, 6p. 43 ot 2024 r., B cuna ot 17.05.2024 r.) (1) (U3m. -
B, 6p. 40 ot 2009 r., B cuia ot 3.04.2009 r.) B cpok mo 30 mait 2009 r. mputexarenure Ha
paszpelleHue 3a yrnorpeda Uiu TEXHU YII'BIHOMOIIEHU npezcTaButenu nojgasat 10 H30K 3asaBnenus
1o 4j. 4 3a 3alianiaHe Ha ChbOTBETHUTE JIEKAPCTBEHU MPOAYKTU 3a€/IHO C MPUIIOKEHUTE KbM TAX
JOKYMEHTH CBIVIACHO 4. 5 OT Ta3u Hapenaoa.

(2) (U3m. - IB, 6p. 49 o1 2012 1.) B ciydaute 1o aji. 1 kbM 3asBIEHUETO HE CE MpuUjlara Kormue
OT BIISI3NIOTO B cuiia perieHne Ha Komucusita no e u peuMOypcupaHe.

§ 4. (ITpeaumen Texct Ha § 3 — JIB, 6p. 43 ot 2024 r., B cuna ot 17.05.2024 1.) B cpoxk g0 15
JTHYU OT BIIM3aHE B CUJIa Ha MO3UTHUBHMUS JekapcTBeH cnuchk H30K 3amouBa ckimtouBaHe Ha 10TOBOPH
C JMIa, NOJy4miIn paspemieHue no wi. 229, an. 2 3JIIIXM 3a TbproBust Ha IpeOHO C JIEKAPCTBEHU
MPOJYKTH U MOJIAJIM 3asiBJICHHE 10 peia Ha Ta3u Hapea0a 3a OTIyCKaHe Ha MPOAYKTUTE 1O 4il. 1.

§ 5. (Ilpeqummen Tekct Ha § 4 — JIB, Op. 43 ot 2024 r., B cuna ot 17.05.2024 r.) B cpok 1o
JBa Mecela OT BJIM3aHETO B CHJa HAa MO3UTUBHUS JIEKAPCTBEH CHUCHK MPHUTEKATEIUTE Ha
paspelieHusi 3a ThProBUsS Ha JIPeOHO C JEKApCTBEHHM MPOAYKTH, CKIroUmIn jaoroBop ¢ H3OK,
MpUBEXIAT cohTyepa CH B ChOTBETCTBHE ¢ HOBUTE M3nckBanus Ha H3OK.

§ 6. (Ilpenumen tekct Ha § 5 — 1B, Op. 43 ot 2024 1., B cuna ot 17.05.2024 1.) Jlo BaM3aHe
B cuwia Ha Hapenbara nmo wi. 30a or 3akoHa 3a MeauuuHckute u3aenuss H3OK 3amnama
MIPEANMUCAaHUTE U OTITYCHATH MEIUIIMHCKHU W3/IEIHs 10 IIEHU U MPHU YCIOBHS CBHITIACHO MPHUJIOKEHHE
Ne 15 xpMm Pemenne va Yrpasurenaus csBeT Ha H30K Ne PJ[-VC-04-127 ot 27.12.2007 1. (006H.,
1B, 6p. 5 ot 2008 r.; u3Mm., 6p. 45 ot 2008 1.).
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§ 7. (Ilpequmien Tekct Ha § 6 — JIB, Op. 43 o1 2024 1., B cua ot 17.05.2024 1.) [lo ckirouBaHe
Ha porosopure 1o wi. 16, an. 1 H30K 3amnama npeanucaHuTe U OTIIyCHaTH JUETHYHU XPaHU 3a
CTIELMAIIHNA MEIUIIUHCKH LIEJH T10 IIEHU U TP YCJIOBUS ChITIAaCHO npuiioxenue Ne 15 kbm Pemenue
Ha Ynupasurennus ceBeT Ha H30K Ne P/[-VC-04-127 ot 27.12.2007 1. (00H., /IB, 6p. 5 oT 2008 T.;
u3M., 6p. 45 or 2008 1.).

§ 7a. (Hos - JIB, 6p. 40 ot 2009 r., B cuina ot 3.04.2009 r., npeauiieH TekcT Ha § 6a, Op. 43
ot 2024 1., B cuna ot 17.05.2024 r.) ITspBHAT TpMeceueH nepuos o wi. 10, an. 1 3amoysa ga Teue
ot 1 ronu 2009 r.

§ 8. (Ilpenumien Tekct Ha § 7 — JIB, 6p. 43 or 2024 1., B cuna ot 17.05.2024 r.) YkazaHus 1o
IIpUJIaraHeTo Ha HapenOaTa faBa YnpaBuTeaHUAT cbBeT Ha H3OK.

§ 9. (U3m. - IB, 6p. 49 ot 2012 r., nmpenumien tekct Ha § 8, Op. 43 ot 2024 r., B cuna oT
17.05.2024 r.) HapenOaTta ce u3iaBa Ha ocHOBaHHe 4i. 45, ait. 9 330.

SAKJIIOUUTEJIHA PA3IIOPEJIBA

kbM Hapenbara 3a usmenenue na Hapen6a Ne 10 ot 2009 r. 3a ycnoBusta u

pena 3a 3arianjaHe Ha JISKapCTBEHU MPOAYKTH 1o wi. 262, an. 4, T. 1 oT 3akoHa

3a JIGKapCTBEHUTE MPOIYKTH B XyMaHHATA MEIUIIMHA, HA METUIIMHCKHU U3ICITHS

Y Ha JUCTUYHH XPaHH 3a CICIUATHU MEAUIIUHCKH LIETTN

(B, 6p. 40 oT 2009 1.)

§ 4. ITaparpadu 2 u 3 Biau3ar B cuia ot 3 anpui 2009 r.

IMPEXO/JHU 1 3AKJIIFOYUTEJIHU PA3IIOPE/IBU

kbM HapenbOara 3a usmenenue u nonbiHeHue Ha Hapen6a Ne 10 ot 2009 r. 3a

YCIIOBHSITA U pe/ia 3a 3aIlIalllaHe Ha JICKAPCTBEHU MPOAYKTH 10 uil. 262, an. 4, T. 1

oT 3aKoHa 3a JIEKapCTBEHHUTE MPOYKTH B XyMaHHATa MEIULIMHA, HA MEUIITHCKU

W3JICTUS U Ha JUCTUYHH XPaHH 3a CIEIUaTHA MEIUITUHCKY 1SN

(AB, 6p. 9 or 2010 1., B cuna ot 2.02.2010 1.)

§ 6. 3aBapeHUTE JIEKAPCTBEHU MPOJYKTH, BKJIOUEHU B [103UTUBHUS JIEKAPCTBEH CIUCHK, 3a
KOUTO € MOJaJIeHO 3asBJICHUE TI0 Wi. 4 WJIK YBEJOMIICHHE T10 4jl. 9 KbM JjaTaTa Ha BIIM3aHE B CHJIa HA
Hapeabara, mo KouTo He e 3anouyHaio miamnade ot H30K, ce 3amnamar cunrano ot 01.02.2010 r.

§ 7. IIepBUsT AByMeceueH nepuof mo wi. 4a, ajn. 2 3anoysa ga teye cuutano ot 01.01.2010

I[MPEXO/IHU U 3AKJIFOYUTEJIHU PA3ITIOPEZIBA

kbM Hapenbara 3a nsmenenue u nonsinenue Ha Hapen6a Ne 10 ot 2009 r. 3a

YCJIOBHSTA M peJia 3a 3arlialllaHe Ha JICKaPCTBEHU MPOAYKTH 10 Wwi. 262, an. 4, T. 1

oT 3aKoHa 3a JIEKapCTBEHUTE MPOJYKTH B XyMaHHATa MEIULIMHA, HA MEUIIUTHCKU

U3JIeNHS ¥ Ha IUETUYHH XPAaHU 32 CIIEUAIHN MEAUIIMHCKH L1€TTN

(B, 6p. 67 oT 2011 1.)

§ 25. IIbpBUAT TpUMECEUEH NEPUOJ IO WiI. 4a, aJl. 2 3anoysa 1a Tede cuurado ot 01.07.2011

§ 26. (1) HauuonanHara 34paBHOOCUTYpPUTEIIHA Kaca OTIpaBs MOKaHa 3a JOTOBapsiHE [0
MIPUTEKATEJINTE Ha pa3pellleHre 3a yrnoTpeda/TeXeH yIbIHOMOIIEH MPEICTaBUTEIN 3a MPeICTaBIHe
Ha NIPEeMIOKEHHS 3a OTCThIKM mo wi. 20, am. 1 3a JeKapCTBEHHWTE NPONYKTH, BKIIOYEHH B
[To3uTHBHUS TEKAPCTBEH CIUCHK 10 Wi. 262, an. 5, T. 1 3JIIIXM xbM maTata Ha BIU3aHE B CHJIa HA
Hapenbara, HO He mo-KbcHO oT 01.10.2011 1.
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(2) HoroBapsiHeTo 110 aJ1. 1 ce U3BBPINIBA MO pejia Ha T1aBa YETBBPTA.

§ 27. MeaMUMHCKUTE W3JENUsS W JUETUYHUTE XpaHW 3a CHELMATHU MEIULMHCKU LENH,
3amyamaiy HanbjaHo uii yactuuHo ot H30K npe3 2011 r., ca onpenenenu ot Hag3opHus cbBeT Ha
H3O0K B npunoxxenune Ne 7 "Cnuchbk Ha MEAUIMHCKHU U3aenus, 3amamanu o H30K" u npuiioxxenne
No 8 "Crniucwbk Ha aueTnunu xpanw, 3amiamanu or H30K" kbM Harnmonainust paMkoB 0TOBOp 3a
MEAUIMHCKUTE JIeHHOCTH Mexay HaumonanHata 3apaBHOOCUTYpUTENHA Kaca U bearapckus
nekapcku cbro3 3a 2011 1. (ZIB, 6p. 3 ot 2011 1.).

§ 28. (1) B 15-gueBen cpok ot Biau3aHe B cwia Ha Hapenbata H30OK nedunmpa xon Ha
THProBell Ha €/IpO Ha BCUYKU ThPTrOBLHU Ha AP0, OJYyYUIH Pa3pelIeHHe 32 THPrOBUsI Ha €O I10 YI.
195 or 3akoHa 3a JIEKapCTBEHUTE MPOJAYKTH B XyMaHHATa MEIUIIMHA, U H3TOTBS CHOTBETHHUTE
eJIEKTPOHHH (DOPMATH 3a U3IIBJIHUTEIUTE HAa MEIUIIMHCKA TIOMOII] U 32 JIMLATa Mo 4. 7.

(2) B ennomeceuen cpok ot u3tnuane Ha cpoka no ai. | H30K mpuBexna B chbOTBETCTBUE
yKa3aHUATA, MyOJUKYBaHU HA MHTEPHET CTPAHUIATa i U JOTOBOPHUTE 10 Wwi. 7, ai. 1.

§ 29. (1) Pa3znopenbara Ha § 8 oTHOCHO 4. 8, ait. 5 Bim3a B cuia ot 1 stayapu 2012 r.

(2) Ho 31.12.2011 r. H30K 3amnama Ha aumara mo wi. 7, an. 1 mo 1,00 nB. 3a oT4eTeHa
perientypHa 6y1aHka 3a 00pabOTBAHETO Ha PEIENTH 3a JEKAPCTBEHU MPOYKTH C HUBO HAa 3aIllalaHe
100 nHa cTo.

HAPEJIBA 3a u3meHeHue u J0MbJIHEHNE

Ha Hapen6a Ne 10 ot 2009 1. 3a ycnoBusiTa 1 pejia 3a 3aruiaiiaHe

Ha JIEKAPCTBEHU MPOAYKTHU 10 wi. 262, an. 5, T. 1 ot 3akoHa 3a

JIEKapCTBEHUTE NPOAYKTH B XyMaHHATa MEIMLIMHA, HA MEAULIMHCKU

U3JIeNHs U HA TUETUYHH XPAHU 33 CHEIUAIHN MEAUIIMHCKH LIeTTN

(1B, 6p. 49 o 2012 1.)

§ 12. HaBcsakbne B Tekcra aymure "Komucusa no IIo3UTHMBHUS JE€KapCTBEH CHUCHK' ce
3ameHat ¢ "KoMucus no enu u peumOypcupane'.

[Ipexoauu pasnopenou

§ 13. (1) 3a cpok enHa roAMHA OT BJIM3aHE B CHJIa HA Hapea0aTa JIEKApCTBEHUTE MPOJIYKTH 3a
JIOMAITHO JICYEHUE Ha 3JI0Ka4eCTBEHU 3a00JIIBaHU C€ 3aIljlalliaT 110 peJa U IpU YCIOBUATA Ha Ta3u
Hapenba Ha CTOMHOCT, HaMaJeHa C JOTOBOPEHMTE OTCTBIIKU IO peAa Ha mpuioxkeHue Ne 10 ot
Hapen6a Ne 40 ot 2004 r. 3a onpeiensiHe Ha OCHOBHUS MAKET OT 3/JpaBHU JIEHHOCTH, TapaHTUPAH OT
oromkera Ha H30K.

(2) HamaneHnuTe ¢ OTCTBIIKM CTOMHOCTH Ha JIEKapCTBEHUTE MPOAYKTH MO aj. 1 ce 3aruiamar
Ha JMIara 1no wi. 7, ain. 1 Ha ocHOoBaHMe 10roBOp, ckitoueH Mexny H30OK m npurexarenure Ha
paszpeleHue 3a yrnorpeda in TEXHUTE YII'BIIHOMOILEHHU MPECTaBUTEIH.

§ 14. ITppBUAT mIECTMECEUEH NEPUOJ 1O Wil 4a, ai. 2 3amo4Ba Ja Teue OT BIM3aHE B CHJIa Ha
Ta3u Hapenoa.

[MPEXOHA PA3IIOPEJIBA

kbM Hapenbara 3a u3sMeHeHue U JOIbJIHEHHE

Ha Hapen6a Ne 10 ot 2009 r. 3a ycioBusTa 1 pea 3a 3arJiamiaHe

Ha JIEKAPCTBEHU MPOAYKTHU 0 wil. 262, an. 5, T. 1 or 3akoHa 3a

JIeKapCTBEHUTE MPOJYKTH B XyMaHHATa MEUIIMHA, HA METUIIUTHCKH

U3JIeNHS ¥ Ha IUETUYHH XPaHHU 3a CIIEUAIHNA MEAUIIMHCKH LIeTN

(B, 6p. 48 or 2014 1.)

§ 44. JIBananecermeceunure nepuoau o § 6, § 8, 1. 2, § 9 u § 33 3anmoyBar Aa TeKaT, CYUTAHO
ot 1 sHyapu 2014 1.
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[MPEXOAHA PA3IIOPEJBA

kbM Hapenbara 3a usmenenue u qonbianenne Ha Hapen6a Ne 10 ot 2009 r.

3a YCJIOBUSITA U peJia 3a 3aIulalllaHe Ha JIEKApCTBEHH MPOAYKTH 1Mo Wi. 262, an. 6, T. 1 oT

3aKoHa 3a JIEKapCTBEHUTE MPOAYKTU B XyMaHHATA MEIUIIMHA, HA MEAUIIMHCKU U3ACIIUS U

Ha JTUCTUYHH XPAHU 32 CIICIUAIHNA MEIUIIMHCKH [IEJTH, KAKTO U Ha JIEKAPCTBEHH MPOTYKTH

3a 3[[paBHU JCHHOCTH 10 Wi. 82, aj. 2, T. 3 OT 3aKOHa 3a 3JIpaBETO

(B, 6p. 30 oT 2015 T1.)

§ 5. B cpok 10 enuH mecer] oT Biau3aHe B cuia Ha Hapenoara H30OK ornpaBs mokaHu 110
MPUTEKATEIUTE HA Pa3pellieHus 3a yrnoTpebda Ha JIEKApCTBEHU NPOAYKTU/TEXHHU YIIBIHOMOILECHU
IIPEICTaBUTENH 3a IOTOBapsiHE HAa OTCTBIKU 1O wi. 20a, ajl. 3 He3aBUCUMO J1ajIH 32 TE3U JIEKaPCTBEHU
MPOJIYKTHU Ca JOTOBOPEHU OTCTHIIKH.

[MPEXOAHU N 3AKJIFOYUTEJIHU PA3ITIOPEABU

kbM Hapenbara 3a usmenenue u gonbaHenne Ha Hapen6a Ne 10 ot 2009 r.

3a YCIIOBHSTA U Peja 3a 3aIljlallaHe Ha JIGKAPCTBEHU MPOAYKTH 10 Wi. 262, an. 6, T. 1 ot

3aKkoHa 3a JeKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA, HA MEAUIIMHCKU U3AETUs U

Ha JUETUYHH XPAHU 32 CIEIUAIHA MEAUIIMHCKH LIEJIH, KaKTO U Ha JIEKAPCTBEHH MPOITYKTH

3a 3J[paBHU JICTHOCTH 10 Wi. 82, aj. 2, T. 3 oT 3aKOHa 3a 3/[PaBETO

(1B, 6p. 62 oT 2015 1., B cuma ot 14.08.2015 1.)

§ 15. (1) IIepBOTO HOTOBapsiHE MO pea Ha Ta3u Hapeada HAa OTCTHIKU 32 JIEKAPCTBEHHUTE
npoayktu 1o 4i. 45, an. 10 u 19 330 3anousa B cpok 10 paOoTHU THU OT BIM3aHETO i B CUJIa, KATO
H30K otmpaBsi mokaHu 3a JIOroBapsiHE 10 TPUTEKATEIUTE Ha pa3pelieHue 3a ymoTpeda 3a
Mpe/CTaBsIHEe Ha MPEUIOKEHHUs] 32 OTCTBHIKKM M IMYyOJMKyBa Ha HMHTEPHET CTpaHHUIATa CHU
CIOPAa3yMEHHETO 110 Wi 22, ai. 2.

(2) B cpok m0 10 paboTHH AHM OT MyOIMKyBaHe HAa MOKAHUTE U CIIOPA3yMEHUETO 10 Wil. 22,
aJl. 2 IPUTEXKATEIUTE HA PA3pEUICHHs 3a YIIOTpeOa/TeXHU YITbIHOMOIIIEHU IPEICTAaBUTENN 3asIBsIBAT
KOsl OT OTCTBIIKUTE 10 Wi. 21, an. 1, T. 1 unu 2 u3bupat 1a AOroBapsT U HE MOTaT J1a IPOMEHST CBOA
u300p.

(3) HoroapsieTo 110 ai1. 1 ce u3BBpIIBa MO pejia Ha TJIaBa YETBHPTA.

(4) CxmroueHuTe B pe3yaTaT Ha JJOTOBApSHETO 110 ajl. 1 JOroBOpH BIIM3AT B CHIIA:

1. ot narata, ot kosiTo H30K 3anoyBa fa 3amnnania jekapcTBEHUs MPOAYKT MPHU YCIOBUATA HA
rliaBa BTOpa, pasznaen I, cborBeTHO pazzaen III, B cyuail ye JexkapcTBEHHST MPOIYKT ObA€ BKIIOUEH B
[JIC — 3a nekapcTBEHU MPOAYKTH C HOBO MEXIYHAPOJHO HEMATEeHTHO HAaMMEHOBaHHUE, 32 KOUTO €
mojaaeHo 3asBineHue 3a BkirouBane B I1JIC mo ui. 262, an. 6, 1. 1 u 2 3JIIIXM;

2. 0T AaTarta Ha BIM3aHE B CHJia Ha Hapea0daTa — 32 BCHUKH OCTaHAH JIEKapCTBEHH MPOIYKTH,
a 3a CIOPa3yMEHHUETO MO Wi. 22, ajl. 2 — OT IOTOBOPEHUS B HETO MEPUOI.

(5) HoroBopute mo an. 3, . 1 m 2 ca cbc cpok Ha nedcrBue g0 31.12.2016 1., a
CIOpPa3yMEHMETO 1O Wil. 22, aj. 2 — 3a JJOTOBOPEHMSI B HETO MEPHO/J] Ha IEHCTBHE.

§ 16. (1) Ilpu mbpBOTO TOTOBApPSHE C MPUTEKATEITUTE HA Pa3peIICHU 3a YITOTpeOa WIh TEXHU
YITBITHOMOIIIEHU MPEICTABUTENN HA OTCTHIKY 10 4. 21, an. 1, T. 1 pa3mepbT Ha o0IIaTa OTCTHIKA €
He mo-Manko ot 20 Ha cto ot pa3zxoaute Ha H30K 3a mepuoaa ot Biau3aHe B cuila Ha HapeadaTa J0
kpas Ha 2015 1.

(2) B cmyuaunTe no an. 1 He ce mpuiara wi. 22, an. 10.

§ 17. HanuoHanmHata 3apaBHOOCHUTYpHTENIHA Kaca COUpa Ja 3amiaiia 3a JEKapCTBEHH
npoayktu 1o wi. 45, an. 10, 13 u 19 330, 3a KouTo HE ca JOTOBOPEHH OTCTHITKHU.

§ 18. [IpuTexaTenure Ha pa3pelnieHus 3a yrnorpeda Ha JeKapCcTBEHH MPOayKTH 1o wi. 10e, ai.
1, KoWTO KbM MOMEHTA Ha BJIM3aHE B CHJIa Ha HapenOaTa ca BkitoueHu B [JIC mo wi. 262, ain. 6, T. 2
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3JITIXM, B 30-mHEBEH CpOK OT BJIM3AaHETO ¥ B CWJia TMOAABAT 3asBICHUE MO o0Opaseln ChriIacHO
npuioxkenue Ne la kpm . 10e, an. 2.

I[MPEXOHU 1 3AKJIFOUWUTEJIHU PA3ITOPE /1B

kbM Hapenbara 3a usmenenue u gonbaHerne Ha Hapen6a Ne 10 ot 2009 r.

3a YCIIOBUSTA U pPeja 3a 3aIljlalllaHe Ha JIGKAPCTBEHU MPOAYKTH O Wi. 262, an. 6, T. 1 u T. 2

oT 3aKoHa 3a JIEKapCTBEHUTE MPOIYKTH B XyMaHHATa MEIULIMHA, HA METUIIUTHCKU U3JENUs U

Ha IMETUYHU XPaHU 3a CHELMATHU METUIIMHCKY 11eJId, KAaKTO U Ha JIEKAPCTBEHU MPOAYKTH 32

3paBHU JEHHOCTH 1O 4Wi. 82, ai. 2, T. 3 oT 3aKOHa 3a 3ApaBETO

(B, 6p. 89 o 2017 1., B cuna ot 7.11.2017 1.)

§ 9. HoroBopenure oTcThKU 1o wi. 21, ann. 1, T. 1, OykBa "a" 3a 4eTBbpTOTO TpUMECEUHE Ha
2017 r. ce 3amnamar aBaHcoBo 110 15 nHoemBpu 2017 r. Ha 6a3zara Ha peaneH pa3xon Ha H30K 3a
TperoTo TpuMeceune Ha 2017 r. Jlo kpas Ha mbpBoTO TpuMeceure Ha 2018 r. ce u3BbpIIBa CbOTBETHO
M3paBHSABAaHE ChOOPA3HO PeaTHUs Pa3xo/l 3a YeTBHPTOTO TpuMeceure Ha 2017 r. (pu HaJBUIIIEH WK
MO-MaJIbK pa3Mep Ha KOMIICHCALIUATA).

§ 10. (1) Ilpu obm pwver Ha mporHo3uute pasxoan Ha H3OK 3a BcHUkM NeKapcTBEHH
MPOJYKTH, 3aIUlalllaHu HanbiIHO uiu yactuuHo oT H30K, mo-Bucok ot 3 mporeHTa 3a nepuojaa ot
BJIM3aHE B cuiia Ha Hapenoara 10 31 nexemBpu 2017 1. cipsiMO U3BBPIICHUS Pa3X0/1 32 CHIIUS IEPHOJT
Ha 2016 r., U34KCIIeH clie] MpUcHaaHe Ha JOTOBOPEHUTE OTCTHIKK o wi. 21, am. 1, T. 1 man. 2 3a
MepUo/Ia, MPUTEKATEIUTE Ha Pa3pEUICHUETO 32 YIOTpeOa/TEXHUTE YIIBITHOMOIIEHH MTPEICTABUTEINH,
(dbopMupalii TO3U PBCT 32 JIEKAPCTBEHUTE CH MPOAYKTH 10 wi. 20, ai. 1, mpemrocTaBsIT OTCTHIIKA 110
yi. 21, an. 6 B pasmep 40 mporeHTa OT ChOTBETHHUSI pa3Mep Ha pbhCTa CH 3a MOCOYCHUS MEPUOJ.
[TporHo3HUAT pazMep Ha IbKMMaTa oTcThiika ce onpenens oT H30K u ce 3amaimia aBaHCOBO OT
CHOTBETHUTE MPUTEKATEIH Ha pa3pelieHne 3a ynoTpeda/TeXHUTE YIIbIHOMOIIEHU PECTaBUTENN B
cpok o 15.11.2017 r.

(2) CxmroueHnTe KbM JjaTaTa Ha BIM3aHE B CUJIa HAa HapendaTa JOrOBOPH 32 OTCTHIIKHU IO YII.
21, an. 1, 1. 1 octaBar B cuia 10 31.12.2017 ., KaTo ¢ DOMIBIHUTEIIHA CIIOPA3yMEHUSI KbM TAX CE€
ypeXxa aBaHCOBOTO IIPEIOCTAaBSIHE HAa OTCTHIIKHU IO aj. 1.

§ 11. Hapenbara Bnim3a B cuiia OT AeHS Ha oOHapoaBaHeTo ¥ B "/[bpikaBeH BECTHHK' C
u3KiIoueHue Ha § 4 u 8, kouto Biau3at B cuiia ot 1 auyapu 2018 1.

[MPEXOAHU U 3AKJIFOYUTEJIHU PA3ITIOPEBU

kbM Hapenbara 3a usmenenue u nonbinenue Ha Hapen6a Ne 10 ot 2009 r.

3a yCJIOBUSATA U PEAA 3a 3aIUIalllaHe Ha JIEKapCTBEHU NPOAYKTH 1o wi. 262, an. 6, 7. 1 u 2

OT 3aKOHa 3a JIEKapCTBEHUTE MPOJYKTH B XyMaHHATAa MEIUIIMHA, HA METULIMHCKU U3IETUs

Y Ha JUETUYHH XPaHH 3a CIEIUATHU MEAUITUHCKH 11€TTH, KaKTO U Ha JIEKapCTBEHU MPOTYKTH

3a 3JpaBHU JACHHOCTH 110 4i. 82, at. 2, T. 3 oT 3aKoHa 3a 3/[paBETO

(1B, 6p. 17 ot 2019 r., mom., 6p. 47 o1 2019 1.)

§ 33. B eqHOMeceueH CpoK OT BJIM3aHE B CUJIa Ha HapeadaTa mpUTeXaTellnTe Ha pa3peleHue
3a ynorpe0a/TeXHH YI'BIHOMOIIEHU MpPEACTaBUTENN MojaBar 3asBieHus mo 4i. 10e, am. 2 3a
samtamade oT H30K Ha nekapcTBeHUTE MPOAYKTH HPH KUBOTO3ACTpalllaBallld KPbBOU3IUBU U
CHEIIHU ONEpPaTUBHU M WHBA3UBHU HMHTEPBEHIMU IpPU MALUEHTH C BPOJEHU KOAryJoONaTuu,
3amiamaHd B OOJHUYHATA MEIUIIMHCKA MOMOII M3BBH CTOMHOCTTAa HAa OKAa3aHUTE METUITUHCKU
YCIIyTH.

§ 34. B nBymeceueH cpok ot Biau3aHe B cwia Ha Hapendoata H30K u mputexarenure Ha
paspeleHus 3a ynorpeda/TeXHu yIbJIHOMOIIEHH MPEACTaBUTENN CKI0YBAT JOIOBOPH 32 OTCTHIIKU
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Y 3a MpWJIaraHe Ha Mexanusma 1o 4i. 34, ain. 1 3a 2019 r., kouto BKIIIOYBAT Nepuoja ot 1 ssHyapu a0
31 nexemBpu 2019 r.

§ 35. B nBymecedeH cpok OT BiIM3aHE B CHJIa HA HapendaTa ce MPOBEXK/a 3abJIKUTEITHO
LEHTPAJIU3UPaHO JIoroBapsitHe Ha OTCThIKM 3a 2019 r. 3a jexkapcTBEHUTE MNPOAYKTH IpU
YKUBOTO3aCTpallaBallli KPbBOU3JIMBU M CIICIIHW ONEPATUBHU W WHBA3UBHU WHTEPBEHLUU IPU
MAlUEeHTH C BPOJACHU KOAaryjionaTHH, 3aIulalllaHd B OOJMHMYHATA MEAMIIMHCKA MOMOIN H3BBH
CTOMHOCTTA Ha OKa3aHUTE MEIUIIMHCKU YCIYTH, 32 KOUTO CTOMHOCTTA, 3aIljlallaHa oT Oro/pkeTa Ha
H30K, ce u3uncnsaBa upe3 rpynupaHe, B KOETO HE ydacTBaT JICKAPCTBEHU IMPOJIYKTH Ha IPYrd
MIPUTEKATENIN Ha pa3pelieHre 3a ynorpeoa.

§ 36. B aBymMeceueH CpoK OT BIM3aHE B CHJIA HA HapenOaTa MpUTEKaTEIUTE Ha pa3pelieHne
3a ynoTpeba/TeXHH YITbITHOMOIICHHU MTPEJICTABUTENIN MOTAT /1a [T01aBaT MPEATIOKECHHS U J1a TOTOBAPAT
¢ H30K otcrbnku mo wi. 21, an. 1, T. 4, npeAocTaBsiHU U 3aIUIalllaHy MPU YCIIOBUATA U IO pela,
periaaMeHTHpaHu ¢ Hapeaoara.

§ 37. (1) (Jom. — JIB, 6p. 47 ot 2019 r.) MexaHu3mMbT, TapaHTUpaIl HTPEIABUIUMOCT H
ycroitunBocT Ha Oromkera Ha H30K mo rnaBa nera u npuiioxkenne kbM Ne 10 xbm un. 34, ain. 1, 3a
2019 r. ce mpuiiara 3a BCHYKH JIEKAPCTBEHU MPOAYKTH, OTIYCHATH, CbOTBETHO MPUJIOKEHHU, OTUECTECHH
1 3amiareHd HanwJHO uiau yactuuHo oT H3OK mpe3 mepuoma 1.01.2019 — 31.12.2019 r., c
U3KJIIOUYEHUE Ha JIEKAPCTBEHUTE MPOAYKTHU IPU >KUBOTO3ACTpallaBallld KPbBOU3IMBU MU CIEIIHU
ONEpPAaTUBHU Y WHBA3UBHU MHTEPBEHIIMM MPU MALMEHTH C BPOJEHU KOAryJIONaTHH, BKIIOYEHU B
MakeTa, OnpeieieH ¢ HapenOaTa mo wi. 45, an. 2 ot 3aKoHa 3a 3JpaBHOTO ocurypsiane, kouto H30K
3arjamla Ha M3IBJIHUTENNTE Ha OOJIHWYHA MEIUIUHCKA IIOMOII U3BbH CTOMHOCTTA Ha OKa3BAHUTE
MEIUIIMHCKH YCITYTH.

(2) (HoBa — 1B, 6p. 47 ot 2019 r.) [Ipu nmpunarane Ha Mmexanu3Mma paszxoaute Ha H3OK 3a
JIEKapCTBEHUTE MPOAYKTH MPH KUBOTO3ACTpAalllaBaIlld KPHBOW3IWBU M CIICIIHU OMNEPATUBHU U
WHBa3WBHU UHTEPBEHIIMH MIPH MALIUEHTHU C BPOJCHU KOAryJIONaTHH HE C€ BKIIOYBAT BbB:

1. roquminausg 6romxet 3a 2019 r. 3a ocHOBHA TpyIia JekapcTBeHu mpoayktu "B", mocodena B
1. 35, an. 1, 6yksa "B";

2. Ip¥ U3YMCISIBAHE HA TPUMECEUHUTE U FOJUIIHOTO HAJBUIICHUS 3a OCHOBHATA TpyMa 110 T.
1;

3. Ipu M3UYHUCIISIBaHE Ha CYMUTE 33 HAJBUIICHUS, YCTAaHOBEHH MPU NIpUJIaraHe Ha MEXaHU3Ma,
MOJJIEXKAIY Ha TUPEKTHH IJIallaHus, 3a JISKApCTBEHUTE MPOAYKTH OT OCHOBHATA Irpyma 1o T. 1.

(3) (ITpeaumna an. 2 - IB, 6p. 47 ot 2019 r.) B nBymecedeH cpok OT BiM3aHE B CHJIa Ha
Hapenbara H30K u mnputexarennte Ha paspelieHusTa 3a YynoTpeOa/TeXHU YIBIHOMOIIECHU
MPEJICTAaBUTENN Ha JIEKAPCTBEHUTE MPOIYKTH, 3allIalllaHd HambIHO Wi yactuaHo oT H30K, kouto
He MOJUIeXKaT Ha 3aIbJDKUTENIHO LIEHTPAJIM3UPAHO JOTOBAPSHE Ha OTCTHIIKU, CKIIOYBAT JOTOBOPH 110
1. 34, an. 3 3a npunarase 3a 2019 r. Ha MmexaHu3Ma 1o aj. 1 3a Te3u NpOayKTH.

3AKJIFOYUTEJIHA PA3IIOPEJIBA

kbM HapenbOata 3a usmenenue u nonsiaHenue Ha Hapen6a Ne 10 ot 2009 r. 3a ycnoBusiTa,

pena, MexaHu3Ma U KpUTepUuTe 3a 3ariamane oT HarponanHara 31paBHOOCUTYpUTETHA

Kaca Ha JIEKapCTBEHU MPOJYKTH, METUIIUHCKU U3JIEHS U HA TUCTUYHH XPaHU 32 CIEIHATHU

MEAWIIMHCKH [IeTH, IOTOBapsSHE HA OTCTHIIKU U MpUjlaraHe Ha MeXaHU3MH, TapaHTHUpaIld

MPEBUIUMOCT U yCTOMUMBOCT Ha Oropkera Ha H30K

(AB, 6p. 19 or 2020 1.)

§ 19. Horosopure 3a 2020 r. mexnay HanwoHamHata 3QpaBHOOCHTYpHUTENHA Kaca H
MPUTEKATEIIUTE HA pa3pelieHus 3a yrnorpeda Ha JIEKapCTBEHU MPOJYKTH/TEXHHU YIIbIHOMOUICHH
MIPEACTABUTENM, KOUTO BIM3aT B cuiia oT 1 sHyapu 2020 r., ce CKIH0YBAT MIPU YCIOBUATA U IO pena
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Ha Ta3u Hapeada U ChIIIACHO MEXaHW3Ma, FrapaHTUpalll PEABUINMOCT U YCTOMYHMBOCT Ha OrOKeTa
Ha H30K 3a 2020 r.

[MPEXOAHU N 3AKJIFOYUTEJIHU PA3ITIOPEBU

kbpM Hapenbara 3a noneianenue Ha Hapenda Ne 10 ot 2009 r.

3a YCJIOBUSTA, pella, MEXaHU3Ma U KPUTEPUUTE 3a 3aIuialliaHe OT

Harmonannara 31paBHOOCUTYpUTEIHA Kaca Ha JIEKapCTBEHU

MPOIYKTH, MEAUIIMHCKY U3/I€TUSl M HA TUETUYHU XpaHH 32

CHeIMaIHA MEAUIIMHCKY LN U Ha TIOMOIIHU CPECTBa,

MPUCTIOCOOJICHHUS], ChOPHKEHUS U MEIULIMHCKU U3JIENHS 38 XopaTa

C YBPEXKJaHUs, JOTOBAPsiHE HA OTCTHIIKK U Bh3CTAHOBSIBAaHE Ha

MIPEBUIIEHUTE CPEICTBA MPHU MPUIaraHe Ha MEXaHU3bM, FapaHTHPAILL

IpPEIBUANMOCT M yCTOMUMBOCT Ha Oromkera Ha H30K

(B, 6p. 43 oT 2024 1., B cruta ot 17.05.2024 1.)

§ 4. B cityyaii ye kM 1 1o1m 2024 r. HAMa CKIIFOYEHU OT MUHUCTHPA Ha 3/]paBEONa3BaHETO B
KauecTBOTO My Ha LleHTpasieH opraH 3a MOKYNKH B CeKTOp "3apaBeornasBaHe" W BIE3NU B CHJIa
paMKOBHU CIIOpa3yMeHHs, OT Ta3u JlaTa IO CKJIIOYBAaHE M BJM3aHE B CHJIA HAa HOBH PAMKOBH
crnopasyMmeHus ce npuiara 4i. 10k, an. 1r — 1.

§ 5. IIbpBOTO 1IECTMECEUHE, 32 KOETO CE OINPEACIIsi CPETHONPETErIIeHa CTOMHOCT 0 pejia Ha
wi. 10k, an. le u ann. Ik, o6xBama nepuoaa ot 1 nekemspu 2023 1. 10 31 mait 2024 r.

§ 6. IIppBOTO mIECTMEceuHe, 3a KOeTo ce mybnukyBa mHpopmanus mo wi. 10k, am. 1,
obxBamta nepuoaa ot 1 romm 2024 r. 1o 31 nexemBpu 2024 T.

[MPEXOAHU U 3AKJIFOYUTEJIHU PA3IIOPEABU

kbM Hapenbara 3a nusmenenue u nombiHenue Ha Hapen6a Ne 10 ot 2009 r. 3a ycioBusra,
pena,

MeXaHHM3Ma U KpUTepUUTE 3a 3aruiaijane oT HanuonanHaTta 31paBHOOCUTYpHUTETHA Kaca Ha
JIEKapCTBEHU

MPOJIYKTH, METUIIMHCKY U3JENHS U HA JUCTHYHU XPaHU 3a CIICIHUATHA MEIUIIMHCKHU 1eJId 1
Ha MTOMOIIHU

CpelCTBa, MPUCTIOCOOIEHNUS, ChOPBKEHUS U MEIUIIMHCKY U3JIETUS 32 XOpaTa ¢ YBpexKIaHus,
JIOTOBapsiHE

Ha OTCTBHIIKH U BH3CTAHOBSBAHE HA MPEBUILEHUTE CPEACTBA MPU MpUaraHe Ha MEXaHU3bM,
rapaHTHpal]

MPEeBUIUMOCT U YCTOMUMBOCT Ha Oro/pkera Ha H30K

(B, 6p. 104 ot 2024 1.)

§ 3. [Naparpad 1 Bnu3a B cuia Ha 1-BO YKCIIO HAa CHOTBETHUS KaJIGHIAPEH MECEIl, CJIe/IBalll
naTaTa Ha oOHapoJIBaHEeTO Ha HapeaOara B "JIbpKaBeH BECTHUK'.

§ 4. Jlo BIM3aHe B CWJIa HA ITbPBUS CIUCHK, ONMPEIETICH MPH YCIOBUATA U TIO peaa Ha § 2, ce
MpuJiara CluchbKbT, U3TOTBEH IO JOCETAITHUS pell M ISHCTBAIIl IIPH BIIM3aHE B CHJIa HA Hapeabara.

[MPEXOAHU U 3AKJIFOYUTEJIHU PA3ITIOPEBU

kbM Hapenbara 3a n3menenue u nombiHeHne Ha Hapen6a Ne 10 ot 2009 r. 3a ycnoBusra,
pena,

MEXaHW3Ma M KpUTEPUHUTE 3a 3aruianiaie ot HannoHamHaTa 3 paBHOOCUTYpPUTENIHA Kaca Ha
JIEKapCTBEHU

MIPOJIYKTH, METUIIMHCKY U3JENHS U Ha JUCTHYHHA XPaHHU 3a CIICIUATHA MEIUIIMHCKHU IeJIA 1
Ha TTOMOIIHA
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CPEICTBA, MPUCIIOCOONIEHNUS, CbOPBKEHUS U MEIULIMHCKU U3JIEHs 32 XOpaTa ¢ yBpexKIaHuUs,
JIOTOBapsiHE

Ha OTCTBIIKM U BH3CTAHOBSIBAHE HA MPEBUILIECHUTE CPEJICTBA MPHU MpPUJIaraHe Ha MEXaHU3bM,
rapaHTHpall

IpPEIBUANMOCT M yCTOHUMBOCT Ha Oromkera Ha H30K

(B, 6p. 55 or 2025 r., B cuna ot 8.07.2025 1.)

§ 13. Unen 4a, an. la ce mnpwiara crnpamo 3amamaHure oT HanuonanHara
3paBHOOCUTYpHUTENHA Kaca oT 1 rosm 2025 T. 1ekapCcTBEHH MPOAYKTH HAa OCHOBaHuUeE Wil. 1, aj. 2, pen
1.1.3.5.3.2 u § 18 oT mpexoaHHUTE W 3aKIIOUUTEITHUTE pasnopendn Ha 3akoHa 3a OoKeTa Ha
Hauuonannara 31paBHOOCUrypUTenHa Kaca 3a 2025 T.

§ 14. Ynen 10e, am. 6r m 6 ce mpuiarar crpsMo 3aramanute otr Hamumonamnara
3/IpaBHOOCUTYPHUTEIIHA Kaca JIEKapCTBEHU MPOYKTH Ha OCHOBaHue wi. 1, an. 2, pex 1.1.3.5.6 u ui. 6
ot 3akoHa 3a OropkeTa Ha Hanmonannara 3apaBHOOCHTYpHTENIHA Kaca 3a 2025 T.

§ 15. Hapenbara Biir3a B cuita OT jJarata Ha 0OHapojBaHeTo i B "/[bpikaBeH BECTHUK", C
u3kimodyeHue Ha § 1, § 3, 1. 1 u § 4, kouto Biauzar B cuia ot 1 ronu 2025 r.

[Ipunoxenne Ne 1

KbM 4II. 4

(Uzm. - IB, 6p. 67 ot 2011 1.,
op.49 or 2012 .,

W3M. | JI01., Op. 48 ot 2014 1.)

JAJABJIEHMUNE

(NbIHO HAUMEHOBAHUe HA Npumedicamelis Ha paspeulenuemo 3a ynompeoa)
ChC CENAMIIE U AIPEC HA YIIPABIICHHUE: ....eveenereeennreeeireeniieennnee

(3a 1opudU"ecKo auye - NbIHO HAUMEHOBAHUE HA NPEOCMAsUmens, ceoaiuue u
aopec Ha ynpaegnenue, 3a usuuecko auye - mpume umena, EIH,

nocmosiHer aopec)

B KaUECTBOTO MY Ha: MPUTEXKATE Ha pa3pelleHue 3a ynoTpeda/ymbIHOMOIIEH
MPeICTaBUTEI

(HessaspHOMO ce 3auepmasa)

C IOKYMEHT, yJIOCTOBEPSBAIIl MPECTABUTEIHATA BIIACT: ...eevverveeneennnene

3a chOOLIeHHS U KOHTaKTH:

YBAXAEMU I'OCITOANH/TOCITIOXKO YIIPABUTEJI,

Ha ocnoBanme un. 4 BB Bpb3ka ¢ wi. 5 ot Hapenba Ne 10 ot 2009 r. 3a ycrmoBusaTa u pena 3a
3arJiallaHe Ha JeKapCTBEHU MPOAYKTH o Wwil. 262, an. 6, T. 1 oT 3akoHa 3a JIeKapCTBEHUTE IPOAYKTU
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B XyMaHHaTa MEUIMHA, HA MEJULIMHCKU U3/1€IMsI U HAa TUETUYHU XPaHH 3a CHICLIMATHU METULIMHCKU
LIEJIM, KaKTO ¥ Ha JIEKapCTBEHU NPOAYKTH 3a 3paBHUTE JEHHOCTHU 1O Wi. 82, an. 2, T. 3 oT 3aKoHa 3a
3[IpaBETO 3asABsABaM, 4e kenas Ja ce 3amiamar ot H30K ciiegnure 1ekapcTBeHU POLYKTH:
TP U S PR ST PSP

(HauMeHoeaHue Ha j1eKkapcmeerus l’lpOOme, JlekapcmeeHa qbopMa U OKOH4YameijlHa Ol’laKOGKa)

KBM HacToAm0TO 3asBICHUE IpUIaraM ClIeJHUTE JOKYMEHTH:
1. Konme ot Bis3no B cuia pemieHue Ha HarpoHanHus ChBET MO LEHHM M pPeUMOypcuUpaHe Ha
JIEKapCTBEHUTE MIPOLYKTH
(npunazam ce pewieHuama 3a 6ceKu eOUuH om NOCoYeHume no-20pe 8 3as61eHUemo NPOOYKMu)

JLATA: et e
(moamuc v mevat Ha 3asBUTEIIA)

[Ipunoxxenne Ne la

kbM ui. 10e, ai. 2

(Hoso — JIB, 6p. 62 ot 2015 1.,
B cruta ot 14.08.2015 1.)

JAJABJIEHMUWNE

(NbIHO HAUMEHOBAHUe HA npumedcamels Ha paspeulenuemo 3a ynompeoa)

CHC CEJTANTUIIC U AJIPEC HA YIIPABICHUE: ...vvevrereerereeeaneeaneeneeaeennnans

(3a OpUOUYEeCcKo Tuye — NbIHO HAUMEHOBAHUe HA NpedCcmagumels, ceoanuuje u aopec Ha ynpasieHue;
3a uzuuecko auye — mpume umena, EI'H, nocmosinen adpec)

B KaUECTBOTO MY Ha: MPUTEKATEN Ha pa3pelleHre 3a ynoTpeda/ymbIHOMOIIEH MPeICTaBUTEN
(HeeapHomo ce 3ayepmasa)

C IOKYMEHT, yIOCTOBEPSBAII] MMPEACTABUTEITHATA BIIACT: ..vevveerveeaneeerenennes

3a chOOIIEHNA U KOHTAKTH:
ATIPEC: ittt

TIME: e e
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TenedoH ................ DAKC ....evveneene E-mail ...

YBAXAEMHU I'OCITOAVH/TOCITOXO YIIPABUTEJI,

Ha ocnoBanwue 4. 10e, an. 2 ot Hapen6a Ne 10 ot 2009 1. 3a ycrmoBusATa 1 pena 3a 3arviamiaie Ha
JICKapCTBEHW MPOAYKTU Mo Wi. 262, an. 6, T. 1 u 2 oT 3akoHa 3a JICKAPCTBEHUTE MPOIYKTH B
XyMaHHaTa MEIMIIMHA, Ha MEIUIIMHCKU U3JIeHs U Ha AUETUYHHU XPaHU 3a CIIELUaTHU MEAUIIMHCKU
LIEJTH, KAKTO U Ha JICKapCTBEHU MPOYKTH 32 3[IpaBHUTE JEHHOCTH MO Wi. 82, ai. 2, T. 3 oT 3akoHa 3a
3/IpaBeTo, 3asBsiBaM, 4e kenas fa ce 3amnamar o H30K cnegnuTe iekapcTBEHU TPOYKTH:
TR U PO PR PRSPPI

(HauMeHoeaHue Ha 1eKkapcmeerus l’lpOOme, JlekapcmeeHa qbopMa U OKOHuYamelslHa OI’ICIKOGKCZ)

KBbM HacTOAOTO 3asBIE€HUE IPWIIAraM CIIEIHUTE TOKYMEHTH:

1. Komme ot Bnsizno B cuia peuieHne Ha HalpoHamHus ChBET MO IEHH M pEeuMOypcHUpaHe Ha
JIEKaPCTBEHUTE MPOIYKTH.

(npunazam ce peuleHusma 3a 6ceKu eOUH Om NOCoYeHume no-20pe 8 3asA8JeHUeno NPOOYKmMu)

Jata: oot e

(noonuc u neuam
Ha 3as6umest)
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[Tpunoxenue No 2

KbM 4. 8a, ain. 9 u un. 10k, am. 9
(Uzm. - 1B, 6p. 34 ot 2009 1.,
oTM., Op. 67 oT 2011 1.,

HOBO, Op. 19 o1 2020 1.)

TIPOTOKO/I
No e OPUTH
000000000. .. ara: HAJI

[Ipurexaren Ha
paspernieHue 3a ynorpeda/Heron
VITBJTHOMOIIIEH MTPeICTaBUTEN

Anpec:

WH no 31/1C/UH 1o
HALIMOHAITHOTO
3akoHojarenctso 3a J1JIC:

EUK/BYJICTAT:

M.O.JL

[Tonyyaren:

Haunuonanna 3APABHOOCUTYPHUTEIHA Kaca

Anpec:

I'p. Codus, yn. Kpuanm Ne 1

EUK/BYJICTAT:

121858220

M.O.JL

Or:

Jo:

3a nepuona:

3a mocouyeHus MeproI IbJDKMMATa 32 Bb3cTaHoBsiBaHe cyma Ha H30K ot npurexarens Ha
[paspernieHne 3a yrnotpeba/HeroB yIrbITHOMOIIECH ipeacTaBuTel Ha 3amtarenn ot H30K cpenctra 3a
JICKAPCTBCHU MMPOAYKTH 3a MMALIUCHTH, IIPH KOUTO € HAJIUIC JIUIICA Ha PE3YJITAT OT TCpaIlusTa,

BBH3JIM3a Ha!
Jle K 3amaTeHa cyma 3a 3amnatena cyma ot H30K,
na 0
Py KapCTBEH enununa or H30K, nonexana| nojyuiexaia Ha Bb3CTaHOBSIBaHE
(A, JHYECTBO
MPOJYKT Ha Bb3CTAHOBSIBAaHE 00110
b, B)
M3MeHeHMe Ha JaHbYHATA OCHOBA OOIIO:
JJC craBka:
H3menenue na J1JIC:
Cyma 3a
M Cpok 3a miaiase:
rI1alaHe:

ITo cmetka Ha H30OK: BIC: BNBGBGSD, IBAN: BG46 BNBG 9661 3100 1100 01
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OcHoBaHue 3a

Unen 8a, ann. 9 u un. 10k, ain. 9 or Hapen6a Ne 10 ot 2009 1. 3a
yCIIOBUSITA, pea, MEXaHU3Ma U KPUTEPUUTE 32 3aIrllaliaHe OT
HarnronanHaTa 3/1paBHOOCUTYpUTETHA Kaca Ha JIEKapCTBEHU MPOAYKTH,
MCIUTIMHCKU U3ACIIUA U HA JTUCTUYHH XPAaHU 3a CICHUATTHU MCIUITUHCKHU

BB3HUKBAaHE HA
TaHBYHOTO CHOUTHE:

13/1aBaHE:
[1€JT1, IOTOBApsSIHE HA OTCTHIIKUA U Bb3CTAHOBSIBAHE HA MPEBUILICHUTE
CpE/ICTBa MpHU MPUJIaraHe Ha MEXaHU3bM, FapaHTUPAIL TPEABUINMOCT U
ycTouuBOCT Ha Oropkera Ha H30OK
Hara Ha

[Tpunoxenue:

CrnpaBka 3a KOJIMYECTBATa Ha JICKAPCTBEHHU MPOIYKTH 32
MalMeHTH, TIPH KOUTO € HAJIMIIE JINTICA Ha PE3YNITAT OT TepanusTa, 1
cpenctara, 3amareny ot H30K 3a Tax

3a npurexarens
Ha pa3penIeHueTo 3a
yrorpe0da/ Heros
YITBJIHOMOIICH
[peCTaBUTEIL:

3a HanmoHasiHata 3ipaBHOOCHTYPUTEITHA Kaca:

[Tpunoxxenne Ne 3
KbM 4. 9a, ai. 1

(Uzm. - IB, 6p. 34 ot 2009 1.,

op. 67 ot 2011 r.,

U3M. | JI01., Op. 48 oT 2014 1.)

HO

YIIPABUTEJIA HA H30K

3AABIIEHUE

(I’l’b]lHO HAUMEHOBAHUEe Ha npumestcamelisil Ha pa3peueruento 3a ynompe6a)

ChbC CCAAINIIC U aAPCC HA YIIPABIICHUC: .....cccvvniniininiiinnninennnn.. ,

MMpEeACTaBIABAHO OT: ......

(3a ropuouuecko auye - NbJIHO HAUMEHOB8AHUE HA NPedCmasumelis, ceoanuue u

aopec Ha ynpaesnenue; 3a ¢uzuuecko auye - mpume umena, EI'H,

nocmosiner aopec)

B KaU€CTBOTO MY Ha: MpUTEXAaTell Ha pa3pelleHue 3a yrnoTpeda/yrrbIHOMOIIEH

NpeaACTaBUTECIL

(HeeapHomo ce 3ayepmasa)
C IOKyMEHT, yI0CTOBEPSBAILl IPEACTABUTEIHATA BIACT: .c.vveenveenerennnee.

3a cbOOIEHUS U KOHTAKTH:

ATIPEC: oo
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YBAXAEMHU I'OCITOAVH/TOCITOXO YIIPABUTEJI,

Ha ocnoBanue . 9a, an. 1 ot Hapen6a Ne 10 ot 2009 1. 3a ycioBusiTa U peaa 3a 3arJianjaHe Ha
JIGKapCTBEHH MPOAYKTH 10 wi. 262, an. 6, T. 1 oT 3akoHa 3a JIEKapCTBEHUTE MPOJYKTH B XyMaHHaTa
MEAMIMHA, HA MEIUIUHCKU U3JIEIHs U Ha IUETUYHH XPaHHU 3a CIICUAIHA MEAUIIMHCKH 1I€TH, KaKTO
Y Ha JICKapCTBEHM MPOJYKTH 3a 3APABHUTE ACHHOCTU MO wi. 82, ai. 2, T. 3 oT 3aKoHa 3a 3/IPaBETO
3asBsBaM, e jKenas Aa ce nmpekparu 3amiamaneto ot H30K no pena Ha Hapenbata

Ha CJICIHUTE JIEKAPCTBEHU MPOAYKTH:

TR U PPV PPROPRTOPRS

(Haumenosanue Ha 1eKAPCMBeHUs RPOOYKM, 1eKApCmMeeHa opma u OKOHYAmeIHa

ONnaKkosxa)

JaTa: oot e,
(noonuc u neuam Ha 3aa68umeisi)

[Ipunoxenue Ne 3a
kbM . 10a, am. 1
(Hogo - JIB, 0p. 48 ot 2014 1.)
3AIABIEHUE

(NbIHO HAUMEHOB8AHUe HA npumedicamelis Ha pa3peuleHu-emo 3a ynompeoa/ynviHoMoueH
npeocmasumer)
CHC CENATHIIE U A/IPEC HA YIIPABIICHIE: .....venveeureenienreeneenseenteeneesseenseensesseesseensesseenseesesseessesnsens

(3a pudU1ecKo nuye — NbIHO HAUMEHOBAHUe Ha npedcmagumens, cedanuuie u aopec Ha
ynpasnenue; 3a uzuuecko auye — mpume umera, EI'H, nocmosinen aopec)
B KaUECTBOTO MY Ha: MpUTEXKATE Ha pa3pelleHue 3a yrnorpeda/ymbIHOMOIIEH
MIPEJICTAaBUTEI
(HessaApHOMO ce 3auepmasa)

C JIOKYMEHT, YIOCTOBEPSBAI MPEACTABHTEITHATA BITACT: ...vveervreerreerrreenreeneresseenseesseesseessseensens
3a chOOIIEHN U KOHTAKTH:
Anpec:
FIMC: .
TenePOH ..covveeveieeiinieieeeee 5 DAKC oo ,e-mail o

56



YBAXAEMMU I'OCITOANH/TOCIIOXO YIIPABUTEJ,

Ha ocuoBanwme ui. 10a, an. 1 ot Hapex6a Ne 10 ot 2009 r. 3a ycnoBusaTa u peja 3a 3aruiaiiaHe Ha
JIEKapCTBEHU MPOAYKTH 10 wi. 262, ant. 6, T. 1 oT 3akoHa 3a J€KapCTBEHUTE IIPOJYKTH B XyMaHHATa
MEAMIIMHA, HA MEIUIUHCKY U3JIeHSI U Ha IMeTUYHU XPaHU 3a CHEeIMATHU METUIIUHCKY [EJIU, KaKTO
Y Ha JICKapCTBEHU MPOJAYKTH 3a 3[IPaBHUTE ACHUHOCTH Mo wi. 82, ai. 2, T. 3 oT 3aKoHa 3a 37paBeTo
3asiBSIBaM, 4e jKeJiasi CIIETHUTE JIEKAPCTBEHH MPOITYKTH, HEOOXOAUMH 32 U3IIBIHEHHUE HA IEHHOCTHUTE
T1O 3JTPABHA TIPOTPAMA: ..c.uveeuereaureesueeanseesuseanseassseanseesnseanseessseanseesnseanseasnseaseesaseanseeanseenseesasessneesseesnseesses ,

(HawweHoeaHue Ha cvomeemHama npozpaMa)

na ce 3amtamat ot H30K:

PO PP PRTOPRPPRROTN
(HaumeHoBaHUe HA TeKAPCMBEHUS NPOOYKM, IeKAPCMEEHA hopMA U OKOHYAMENHA
ONnaKkosKa)
OO P R UPR PP
OO PP PP PUP PR

KbM HacToA110TO 3asiBIIeHNE TIpHJIaraM CJICIHUTE IOKYMEHTH:
1. Konue ot Bisi3no B cuja pemieHue Ha HarmumoHamHHs ChBET TO IIEHW M peuMOypcupaHe Ha
JIEKApCTBEHUTE MPOAYKTH (MpUjlarar ce pelIeHusiTa 32 BCEKM €JUH OT IMOCOYEHUTE IO-TOpe B

3asABJICHUCTO HpOI[YKTI/I).

2. Cnucek Ha MPUTECIKATCIINTEC HAa pa3pCIICHUC 3a TbPIroBUA Ha €APO C JICKAPCTBCHU IPOAYKTH.

(noonuc u neuam Ha 3aseumeinsi)
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[Tpunoxxenue Ne 36
KM il 15, an. 1, 7. 2 mui. 197, an. 1
(HoBo - 1B, 6p. 48 oT 2014 1.)
0
VIIPABUTEJISI HA H30K

SAJABJIEHMUE

(nvano HaumeHosanue Ha npouzeooumens va MU (na JIXCMIL])/ynvinomowen
npedcmasumen/mopeogeya na eopo ¢ MH/ynvinomowen npedcmasumern)
ChC CEJAIUIIE U aTpec Ha YIIPaBJICHUE:

(3a opuduuecKko auye — NbJIHO HAUMEHO8AHUEe HA Npedcmagumens, cedaiuue u aopec Ha
ynpasnenue; 3a Qusuyecko auye — mpume umena, EI'H, nocmosanen aopec)
B Ka4eCTBOTO cH Ha: mpousBoautes Ha MU (1a JJXCMII)/ymbpiHOMOIIEH peacTaBuTes/
Thprosena Ha expo ¢ MU/ympIHOMOIIEH peaCTaBUTEN
(HessipHOMO ce 3auepmasa)

C IOKYMEHT, yI0CTOBEpsBalll IpeACTaBUTEIHATA BIACT:

[TocouyBam creqHus ajgpec 3a ChOOLICHUS K KOHTAKTHU !
Anpec:

YBAXAEMU I'OCITOAVH/TOCITOXO YIIPABUTEJI,

Ha ocnoBanue un. 15, an. 1, 1. 2/un. 191, an. 1 or Hapea6a Ne 10 ot 2009 r. 3a ycnoBusTa u peia 3a
3arJiamlaHe Ha JeKapCTBEHU NPOAYKTHU 1o Wil. 262, an. 6, T. 1 oT 3akoHa 3a JeKapCTBEHUTE MPOAYKTH

B XyMaHHaTa ME€AWIMHA, HAa MCIUIWUHCKHU U3ACTIUA U HA AUCTUYHU XPaHU 3a CIICHUAJIHU MEIUITVHCKN

LECJIN, KaKTO U Ha JICKApCTBCHU IMPOAYKTH 3a 3I[pABHUTC JEHHOCTH 110 YJI. 82, all. 2, T. 3 oT 3aKkoHa 3a
3ApPaBCTO 3asABsABaAM, 4C€ XKCJIasd Aa CC NPCKPATHU 3aIlJIalllaHCTO OT H30K 1o pcaa Ha Hapez[6aTa Ha
CJICOHUTC NPOAYKTHU:

e e e et e b e e —e e —e e et —e e —eeahee e teeahee e beeaheeabeeabeeateeareeareeareens
(naumenosanue na MU, JIXCMI], suo, onakoska)
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X SRS
Cpok, 1o koiito me 6bsaar ocurypssanu MU/JIXCMI]
JaTa: .o,

(noonuc u neuam Ha 3as8umeisi)

[Tpunoxenne Ne 4
kbM uwi. 19, an. 1
(Uzm. - IB, 6p. 67 ot 2011 1.,
op. 48 or 2014 .)
3ASBIEHUE

(NBbIHO HAUMEHOBAKUE HA NPOU3BOOUMENS/YNbIHOMOUeH Npedcmagumen)

CHC CENATHIIE U A/IPEC HA YIIPABIICHHE .....veveereerurenuienteeneesseenseaneesseenseensesseesseensesseenseesnesseensens ,
TIPEIICTABIIIBAH OT: ..eeuvveutteueenseenteensesueenseensesseenseansesseenseenseessesseensesstesseanseensesseensesnsesseensesnesansenns ,
(3a ropuouvecko auye — NbJIHO HAUMEHOBAHUE HA Npedcmagumens, cedaiune u aopec Ha

ynpasnenue; 3a (uzuiecko auye — mpume umena, EI'H, nocmosinen aopec)
B Ka4eCTBOTO MY Ha: IIPOM3BOIUTEI/YIIBIIHOMOIIICH TIPEJICTABUTEI
(HessApHOMO ce 3auepmasa)
C IOKYMEHT, YIOCTOBEPSBAIIL MTPEICTABUTEITHATA BIIACT: ...eevveervereerrenseeseesensnenseesesssensesssenses
[TocouBam creHUs apec 3a ChOOIIEHHS U KOHTAKTH:
Y1 1TSS PP
FIME: ..t
NS (101 10) : SR , PAKC e ,e-mail ...

YBAXAEMMU I'OCITOANH/TOCITIOXO YIIPABUTEJ,

Ha ocnoBanue uin. 19, an. 1 or Hapen6a Ne 10 ot 2009 r. 3a ycrnoBusATa U peja 3a 3araijaHe Ha
JIEKAPCTBEHM MPOAYKTH IO WiI. 262, an. 6, T. 1 oT 3aKkoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa
MEAMIIMHA, HA MEIULIUHCKN U3IENHsI U HA INETUYHU XPaHU 3a CIELMATHU MEIULUHCKN LENH, KAKTO
U Ha JIEKapCTBEHU MPOJIYKTH 3a 3[ApaBHU JEHHOCTH MO wWi. 82, ai. 2, T. 3 oT 3aKOHa 3a 37paBeTo
3asBsBaM, 4de xkenas aa ce 3amiamar or H30K cnenaure JIXCMIL:

L o ————————————————————
(HaumeHoOBaHUe HA OUeMUYHAMA XPAHA 30 CNeYUATHU MeOUYUHCKU YeluU, U0, ONAKOBKA)
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JlueTuyHUTE XpaHu 3a CIICHUATHA MEIUIIMHCKH 1IeJIU III€ C€ pa3NpOCTPaHsIBaT J0 alTeKUTE,
ckimounin gorosop ¢ H30K, ot ciienHuTe THhproBIiM HA €1po:

L et

(HaumeHo8aHUe HA TUYEMO, NPUMEIHCABAUO YOOCIMOBEPEHIUE 30 PeUCPayus Ha 00eKm 3a
MBbP2OBUSL C XPAHU, U30A0EHO NO pedd Ha 3aKoHA 3a XpaHume)

PP PP PP
HpnnaraM CJICAHUTEC NOKYMCHTH:

1. Hexnapanus, ye choTBeTHaTa JJXCMILI otroBaps Ha ycinoBueto no wi. 18, an. 3, kaTo ce nmocouBat
KOHKpETHUTE 001IecTBeHH (DOHIOBE B CHOTBETHATA IbPIKABA.

2. I[eKJ'IapaI_II/IH 3a CbINIaCHueC OT ITOCOUYCHUTC ThPIOBOMU HA €APO 3a JOCTABKA HA TUCTUIHUTC XpPAHU 34
ClriCuaJIHu MCAULMHCKH LICJIN (npnnaraT CC ICKJIapalru OT BCHYKHU ITOCOUYCHU ThPIOBIU HA G,Z[pO).

3. Jlexnapamnus 3a peryisipHO OCHUTYypsiBAaHE Ha 3asBEHHUTE JAMETUYHU XpaHU 3a CHEIHAHU
MEIUIIMHCKH 1IEJIH 3a TIEPUOJ] HE TIO-MaIbK OT 12 KaJeHIapHH Meceria.

4. Komnue oT TOKyMEHTH, yIOCTOBEPSIBAIM U3UCKBaHUATA 10 wi. 18, an. 1 (mpumnaraT ce JOKyMEHTH
3a BCJAKa AMCTUYHA XpaHa 3a CliCHuaIHu MEANIUHCKHA IICJ'II/I).
Jata: ..o,

(noonuc u neuam Ha 3as8umeis)

IIpunoxenne Ne 5

KBbM 4. 16, amn. 2

(Hogo - JIB, 6p. 67 ot 2011 1.,
OTM., Op. 48 0T 2014 1.)
ITpunoxenne Ne 6

KbM 4. 16, an. 2

(Hogo - /1B, Op. 67 ot 2011 .,
OTM., Op. 48 ot 2014 1.)
[Tpunoxenne Ne 7

kbM 4. 19, am. 1

(Hoso - 1B, 6p. 67 oT 2011 1.,
OTM., Op. 48 o1 2014 1.)
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[Tpunoxenne Ne 8

KpM ull. 21, an.3 u 4

(HoBo - 1B, 6p. 67 oT 2011 1.,
u3M., op. 48 ot 2014 1.,

oTM., Op. 62 oT 2015 1.,

B cuyia ot 14.08.2015 1.)
[Tpunoxenue Ne 8a

KBM 4. 230, an. 3

(Hoeo — JIB, 6p. 30 ot 2015 1.,
u3M., 0p. 62 ot 2015 1.,

B cmta ot 14.08.2015 r.,

op. 19 o 2020 1.,

op. 49 or 2022 1.,

B cmta ot 1.07.2022 .,

op. 55 0T 2025 1.,

B cuya ot 8.07.2025 1.)

IMPOTOKOII

ITo oroBop No .......cceeueeeee. T.

Ne Mara:

OPUTI'MHAIJI

[Iputexaren Ha pa3peleHue 3a
ynorpe0a/HeroB yIrbIHOMOIICH
MpeaCcTaBUTeN

Anpec:

3akoHojaTtenacTso 3a JJJ(C:

HH no 3C/MH 1o HallnoOHATHOTO

EUK/BYJICTAT:
M.OJL
[Monyuarenn: Harnuonanna 3paBHOOCHTYpUTETHA Kaca
Anpec: I'p. Codust, yn. Kprunm Ne 1
EUK/BYJICTAT: 121858220
M.OJL
Or: Jo:
3a nmepuon;

JICKApCTBCHU IMPOAYKTH BB3JIN34d HA:

3a noco4eHHUs IEPUO IbJKUMATA KOMIIEHCAMS 32 CMETKA Ha MIPUTEXKATENS Ha pa3pelleHue 3a
yroTpe0a/HeroB yrbJIHOMOIICH MTPEICTABUTEI 3a 3aIlIalllaHe Ha OTIycHAaTH U otyeTeHn kbM H30K

H3O0K oz Ha
JITT

OcHoBHa
rpyna JIII

JlekapcTtBen npoaykt | KosnuectBo

OrcThOKa 3a
eIUHULA

OTcThOKa
001110
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H3MmeHeHne Ha JaHbYHATa OCHOBA O6IIIO§

JJC craBka:

H3zmenenue Ha JJIC:

CYMa 3a IJ1aiaHe:

Cpox
3a TUIaIaHe:

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

OcHoBaHUE 3a U37aBaHe:

Unen 236, an. 1 ot Hapen6a Ne 10 ot 2009 r. 3a ycnoBusita, pena,
MEXaHM3Ma M KpUTEpUUTE 3a 3amuiaijane ot HaiuoHaaHarta
3PaBHOOCHUTYPHUTEITHA Kaca Ha JIEKAPCTBEHU MPOIYKTU, MEIUIIMHCKA
W3JICTUSl U HA JMETUYHH XPaHW 32 CICHUATHU MEIUIMHCKH IICJIH,
I[OFOBapiIHC Ha OTCTBIIKM W BB3CTAaHOBABAHEC Ha HpCBI/IHICHI/ITC
CpeI[CTBa HpI/I npymaraHe Ha MCXaHU3bM, rapaHTHpam HpCIlBI/I[II/IMOCT
1 ycroitunBocT Ha Oromkera Ha H30K

Jlata Ha BE3HHKBaHE

Ha JaHBYHOTO CHLOUTHE:

[IpunoXKeHHUE: ....ccoveerveennennnne.

CnpaBka 3a KoJIHMYecTBaTa OT JIEKAPCTBEHUTE NPOAYKTH TIO
€JIEKTPOHEH OTYET ChIiacHo wi. §, an. 3, 3amnateHu ot H30K mpe3

CBHOTBCTHUA IICPHUOJ]

3a mpuTeKaTeNs Ha Pa3peIIeHUETO
3a ynotpe0a/HeroB yIrbJIHOMOIICH
MPE/ICTABUTEI:

3a HanmoHnannaTa 34paBHOOCUTYPUTEIHA
Kaca:

[Tpunoxxenue Ne 80
KBM 4. 237, ai. 2
(HoBo — JIB, 6p. 17 ot 2019 1.,
u3M., op. 19 o1 2020 r.,
op. 55 o 2025 r.,
B cuna ot 8.07.2025 r.)

HNzrorsen ot IIPY

Ha 0a3a IOrOBOPEHUTE OTCTHIKY 1o wi. 21, an. 1, T. 4 or Hapen6a Ne 10

[MPOTOKOJI
ITo JloroBop Ne ................... Nooie, Jara: OPUTMTHAJI
Ilpurexxaten Ha pa3penieHue 3a
yroTpeba/Heros VITBITHOMOIIIEH
MIPEJICTABUTEI
Anpec: 1. Anpec Ha yrpaBiieHUE:
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VH no 3JJIC/MH no
HAIIMOHAJIHOTO 3aKOHOOATCICTBO

3a JIJIC:

EUK/BYJICTAT:

M.O.JL

Ilonyyaren: Hannonanna 31paBHOOCUTYpUTEIHA Kaca
Anpec: I'p. Codpust, yn. Kpramm Ne 1
EUK/BYJICTAT: 121858220

M.O.JL

3a nepuon; Ort: Ho:

3a mocovyeHus Mepruoa IbIDKUMaTa KOMITEHCAITHS 32 CMETKa Ha MPUTEXKaTels Ha pa3penieHue 3a
yrnoTpeba/HeroB yrbJIHOMOIICH MIPEACTABUTEN 3a 3aIUIalllaHe Ha OTHyCHATH U oTyeTeHr kbM H30K

JIEKapCTBEHU NMPOIYKTH BB3JIM3a Ha:

Ne | OcnoBua | H3OK koxgna | JlekapctBe | KomnuecTs | Otcrbnk | OtcThnk | ABancoB | Cyma 3a
rpyna JIII JIIT H IPOIYKT 0 asa a obmo 0 HU3paBHIBaH
eAMHULIA IUTaTEeHH e
cpezcrTsa
1.
2.
3.
H3meneHue Ha JaHbYHATA OCHOBA OOIIO: 0,00 0,00 0,00
JJC craBka: 20 %
N3menenue Ha J1JIC:
CyMma Ha OTCTBIIKA:
Cyma 3a U3paBHSBaHE: Cyma 3a miamase: Cpoxk 3a
IUIalIAHE!

ITo cmerka na H30K: BIC BNBGBGSD/IBAN BG46 BNBG 9661 3100 1100 01

OcHoBaHMe 3a U3JaBaHe:

Uiten 231, an. 2 ot Hapenba Ne 10 (mapen6ara mo wi. 45, an. 9 ot
330)

)laTa Ha Bb3HHUKBAHC HA JAaHBYHOTO crouTHe:

[Ipunoxxenne:

mpe3 CbOTBCTHUA NTICPHUOJ

CrpaBka 3a KOJIMYeCTBaTa OT JIEKAPCTBECHUTE TIPOITYKTH 110
€JIEKTPOHEH OTYET ChIIacHO Wwi. 8, ail. 3, 3ammtatenu ot H30K
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3a npuTekKaTENs Ha pa3perieHUeTo 3a 3a HanmonasHata 3[paBHOOCUTYPHTETHA Kaca:
yroTpeba/HeroB yrbJIHOMOIICH MTPEACTABUTEI:

[Tpunoxenue Ne 9
KBM 4I1. 26, aj. 5
(HoBo - 1B, 6p. 48 oT 2014 1.)

NPEJJOXEHMUWE
0 OO OSSPSR P PP PSP
(NBIHO HAUMEHOBAHUE HA NPUMeENCAMEN HA Pa3peueHuemo 3a ynompeoa/ynviHoMoujen
npeocmasumer)
CHC CENTATUIIC U AJIPEC HA YIIPABIICHUE: ...uveeuveerenreeneenseeseeseesseesesseesseenseassesseensesssesseessessenseenes ,
TIPEIICTABIISBAHO OT: ..euvtueesteessesseesseassesssesseesseassessseseassesseesseassesseesseassesssenbeasseaseesbeansesseenseansessns

(3a ropuou1ecKo auye — NbJIHO HAUMEHOBAHUE HA Npedcmasumens, cedaiuue u aopec Ha
ynpasnenue; 3a (uzuiecko auye — mpume umena, EI'H, nocmosinen aopec)
B Ka4E€CTBOTO CH Ha: MMPUTEXKATEN HA pa3pelieHre 3a yrnoTpeda/yIrbIHOMOIICH MPECTaBUTEI
(HessipHOMO ce 3auepmasa)
C TIOKYMEHT, yJIOCTOBEPSBAII MPEACTABUTEITHATA BIIACT: ...euverveenrernreseenreensenseenseeneesseenseensesneenees
3a chOOIICHHS U KOHTaKTH:

21§01 oSSR PP OPPRPPPPI
FIME: ettt e e ettt e st e e e
TeneOH ..ocvveveerecreereeene, , DAKC v ,e-mail oo,

YBAXAEMU I'OCIIOANH/TOCIIOXO
VIIPABUTEJI,

Ha ocHoBanue uin. 45, an. 13 330 npeuiaram OTCTBIIKA OT CTOWHOCTTA Ha CIECAHUTE
JIEKapCTBEHM MPOJYKTH 3a 3APAaBHUTE AEWHOCTH IO 4. 82, ail. 2, T. 3 0T 3aKOHA 3a 3/1paBeTo,
MPUTIATaHU B U3ITBIIHEHHE HA IIPOTPAMA ...eovvinerenreenreentenirereenteeurenseeseemnesseenseessesseensessessssssssssenss

(HaumeHnosanue Ha (pasmep na (cmotinocm, nonyuena 6 pe3yimam Ha
JleKxapcmeenust npooyKm,) npeonoxceHama npeolodcenama omcmvnKa)
omcmuwvnka 6 %)

USRS RP PRSPPI

KeMm HACTOSAIIOTO 3adABJIICHUC an/InaraM: ...............................................................................
Jata: .o,

(noonuc u neyam Ha 3aseumers)
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[Tpunoxxenne Ne 10
KbM . 34, an. 1

(Hoo — 1B, 6p. 17 oT 2019 1.,

oTM., 6p. 19 0T 2020 1.)
[Tpunoxenue Ne 11
KBbM 1. 36, ai. 3

(Hoeo — JIB, 6p. 17 ot 2019 1.,

u3M., Op. 49 ot 2022 r.,
B cuna ot 1.07.2022 r.,
op. 55 o1 2025 r.,

B cmita ot 8.07.2025 1.)

HN3rotBeH OTIIPY ..o,

Ha ©Oa3ara Ha pa3xoJ IO JIEKAPCTBEHH MPOAYKTH, 3alUIallaHd
HaIbIHO WK YacTuyHO oT H30OK

[TPOTOKOJI

ITo oroBop No ..............

No Hara: | | | OPUT'MHA

IIpurexaren Ha pa3pelieHue
3a ynorpeba/HeroB
VITBITHOMOIIIEH MPECTaBUTEI

B kadyecTBOoTO Ha YII Ha [IPY

Anpec:

WH o 3/11C/MH no
HAI[HOHAIHOTO
3akoHoaaTencTso 3a JJJ1C:

EUK/BYJICTAT:

M.O.JL.:

[omyqaren: Harmmonanna 31paBHOOCHTYpHUTETHA Kaca

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

EUK/BYJICTAT: 121858220

M.OJL:

3a nepuon; OT: ooeeennn Ho: oo,

.................. T'. Bb3JIM3a Ha:

3a NoCouYeHHUs IEPUOA AbKUMOTO AUPEKTHO IUIAIIAHE 32 CMETKA Ha IIPUTEKATENsl Ha pa3pelleHue 3a
ynoTpe©a/HeroB yIbIHOMOILEH MIPEACTABUTEN MIPH MpUIarane Ha Mexanu3ma 1o wi. 45, an. 31 ot 330 3a
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Pazmep
HaJBHILICHUE
OCHOBHA
rpyna JIII

Pazmep
HaJBUIIIE
HUE
OCHOBHA
rpyna JIIT

Paszmep
HaJBHIIIE
HUE
OCHOBHA

rpyna
JII

Paszmep
HaJBHUILICHUE
OCHOBHA
rpyna JIII

Pazmep
HaJBUIIIE
HUe
OCHOBHA

rpymna
JIT

001 pazmep
Ha
HaJ[BUIIICHUC
32 OCHOBHU
rpynu JIIT
S SO O S o

1Py

H3Mmenenue Ha nanbpyHa
OCHOBa 00I110:

JJIC craBka:

Mamenenue na JJJI1C:

CyMa 3a IjalfaHe:

CpOK 3a IJIalIaHe:

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

OcHoBaHUE 3a U3JaBaHe:

. 36, an. 3 ot Hapen6a Ne 10, loroBop Ne ...............

I[aTa Ha Bb3HUKBAHC Ha JAHBYHOTO crouTHE:

IIpunosxenue:

CrpaBka 3a HagBumieHneTo 1mo wi. 35 ot Hapenba Ne 10 cerimacHo cripaBka

202......T.

3a mpuTexarens Ha pa3peleHUeTo 3a

yrnoTpeba/HeroB yIbIHOMOIIECH

NpeaACTaBUTEIL:

YII'BIIHOMOIIICH MTPEICTAaBUTEN

3a HaronanHata 3/ipaBHOOCUTYpPHTEITHA Kaca:

Hupexuus JIITIX
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