HAPE/IBA Ne 10 ot 2009 r. 3a ycioBusita, peaa, MexaHu3Ma U KpUTEPHUTE 3a
3amamane or HanuoHnasaHaTa 31paBHOOCUTYPHUTETHA KACA HA JIEKAPCTBEHH
NPOAYKTH, MEAMUMHCKHU H3/1eJIMs U HA IUETHYHH XPAHH 32 CIICHHATHU
MEIMUIMHCKH LeJIM M HA IOMOLIHH CPeICTBAa, NIPUCIOCO0IeHUs, CbOPBKEHHUA 1
MeIMUIMHCKHU H3/1eJIHA 32 X0PaTa ¢ YBPeKIaHUsl, J0r0BAPsiHE HA OTCTHIIKHU H
Bb3CTAHOBSIBAHE HA NIPEBUIIEHUTE CPEACTBA NPHU NMPWIAraHe HA MEeXaHU3bM,
rapaHTHPAL NPeABUAUMOCT M YCTONYMBOCT Ha 0r01xeTa Ha H30K
(3aru. u3m. - /IB, Op. 67 ot 2011 r., u3m. u goi., op. 48 ot 2014 r., xom., Op. 62 ot
2015 r., B cuaa ot 14.08.2015 r., 6p. 17 ot 2019 r., u3m., 6p. 19 ot 2020 r., K0MI.,
op. 49 ot 2022 r., B cuaia ot 1.07.2022 r.)

W3nanena oT MEHHCTHPA HA 3/IpaBeora3BaHeTo, o0H., JIB, op. 24 ot 31.03.2009 r., uszm., Op.
34 ot 8.05.2009 1., mom., 6p. 38 ot 22.05.2009 r., u3m. u gorm., 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 r., Op. 48 oT
10.06.2014 r., 6p. 30 ot 24.04.2015 r., O6p. 62 oT 14.08.2015 r., B cuna ot 14.08.2015 r., Op. 44 ot
10.06.2016 1., B cuna ot 10.06.2016 1., 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 r., 6p. 17 ot 26.02.2019 r., nom., 6p. 47 ot 14.06.2019 r., u3m.
1 ao1., op. 19 ot 6.03.2020 r.; m3m. ¢ Pemenue Ne 9042 ot 8.07.2020 r. Ha BAC na Pb - 6p. 104 ot
8.12.2020 1., B cuna ot 8.12.2020 r.; mom., 6p. 106 ot 15.12.2020 1., B cuna ot 15.12.2020 1., 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., m3m. u jgom., 6p. 26 ot 1.04.2022 r., B cuna ot 1.04.2022 1., 6p. 49 ot 30.06.2022 1., B
cuna ot 1.07.2022 r., uzm., 6p. 100 ot 1.12.2023 r., B cuna ot 1.12.2023 r., u3m. u gorm., 6p. 43 ot
17.05.2024 1., B cuna ot 17.05.2024 1., 6p. 104 ot 10.12.2024 1.

I'naBa mbpBa
ObIIA ITOJIOKEHUA

Yn. 1. (U3m. — 1B, Op. 48 ot 2014 1., u3Mm. u fo1., 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.,
u3M., 6p. 17 o1 2019 r.) C ta3u Hapenba ce onpenessr:
1. ycnoBusTa, pebT, MEXaHU3MUTE U KPUTEPUUTE, IO KOUTO HarmoHnanHara 31paBHOOCUTYPUTEIHA
kaca (H30K) 3ammama nekapcTBeHH MPOAYKTH MO Wi 262, an. 6, T. 1 oT 3akoHa 3a JIEKapCTBEHUTE
MPOJYKTH B XyMaHHaTa MenuuuHa (3JIIIXM), npegHazHaueHH 3a JOMAIIHO JI€UEHUE;
2. ycloBUSATA, PEIBT, MEXaHU3MUTE U KpuTepuute, no kouto H30K 3amnamia u3BbH CTOMHOCTTA Ha
OKa3BaHUTE MEJAUIIMHCKU YCIYTH JIEKAPCTBEHU MPOAYKTHU 10 Wwi. 262, ai. 6, T. 2 3JIIIXM, BKItoUeHH
B [TaKeTa 1o 4. 45, an. 2 oT 3akoHa 3a 31paBHOTO ocurypsiBane (330) v NPUII0KUMHU MTPH JICYEHUETO
Ha 3JI0Ka4ecTBeHHUTE 3a00isiBaHUS B OOJHUYHATA MEAMIIMHCKA TOMOII, KaKTO U JIEKapCTBEHU
MPOAYKTA TMpPH >KMBOTO3ACTpalllaBallld KPBHBOU3IMBH M CIELUIHUM OINEPATUBHM U HWHBA3WBHU
WHTEPBEHIIUU MIPU NAIMEHTHU C BPOJIEHU KOAryJIONaTHH;
3. ycioBusTa, peIbT, MEXaHU3MUTE U KpUTEepUUTE, 110 kKonto H30K 3amama sexkapcTBeHH NPOAYKTH
3a 37paBHUTE JACMHOCTH 110 4. 82, ant. 2, T. 3 oT 3akoHa 3a 37paBeTo (33);
4. ycroBusTa, peabT, MEXaHU3MUTE U Kputepunte, no kouto H30K 3amnamia MeuunHCKHA U31eIus
(MU), npegHazHaueHu 3a TOMAITHO JICYCHHE Ha 3a00JsBaHusl, onpeesieHn chritacHo 330;
5. yclnoBusiTa, peabT, MEXaHU3MUTEe U Kputepuute, mno kouto H3OK 3ammama
BHCOKOCHEIMAIU3UPAHH anapaTH/ypeu 3a HHANBHUIyaIHa yroTpeda mo ui. 82, an. 3 33;



6. yCIOBHSITa U peAbT 3a 3aIUIall[aHe U 3a CKJII0YBAHE HA MHIUBUIYAIHH JOTOBOPH C MPOU3BOAUTEIN
WJIH C THPTOBIIH HA PO C MEAWIIMHCKY U3/ICIHSI/TEXHU YITHITHOMOIIICHH MPEACTABUTEIH 32 JIOCTaBKa
1 3amiamane Ha MUY, npunaranu B 60JHUYHATa MEIUIIMHCKA ITOMOIIL,
7. ycinoBusiTa, peabT, MEXaHU3MUTE U kputepunte, o kouro H30K 3amnaima aueTudynu xpaHu 3a
cnenpanau MenuiuHcky nenu (JIXCML), npenHasHaueHu 3a TOMAIIHO JICUeHUE Ha 3a00JsBaHuUs,
ONpEe/CNICHU B CIMChKa 1o 4. 45, an. 4 330;
8. ycioBusITa U peIbT 3a MPOBEXKIaHEe HA 3aAb/DKUTEITHO LIEHTPATU3UPAHO JOTOBapsHE Ha OTCTHIIKU
Y BUJOBETE OTCTBIIKU B ciydyauTe 1o wi. 45, ain. 10 u 21 330;
9. KpUTepuuTe U peAbT 3a paslpeAesiHe Ha JOTOBOPEHUTE OTCTHIIKH 3a JIEKApPCTBEHUTE MPOTYKTH
o wi. 262, an. 6, T. 1 3JIIIXM mexny H30K u 31paBHOOCUTYpEHUTE JIUIIA;
10. ycnoBusita, KputepuuTe U peasT, o kouto H30K npoBexaa 3aAbIKUTEITHO HEHTPAITU3UPAHO
JIOTOBapsIHE HA OTCTBIIKY 32 JIEKapCTBEHUTE NPOAYKTH 3a 3paBHUTE AEHHOCTH 110 ui. 82, ain. 2, T. 3
33;
11. (u3m. u mon. — IB, 6p. 19 ot 2020 1.) ycioBusiTa u pensT 3a 3armwiamane o H30K Ha nekapcTBeHN
npoayktu, 3a kouto H30K e moroBopmiia 3amuiaiiaHe Bb3 OCHOBA Ha pe3yliTaTa OT TepamusTa 3a
JIEKapCTBEHH MPOAYKTH, 32 KOUTO € OMpPEJIETIeHO MpocieasBaHe Ha eeKkTa OT Tepanusita ChIriacHO
. 259, an. 1, 7. 10 3JIIIXM, KakTo M BB3CTAaHOBSIBAHE OT MPUTEXKATEIUTE HA pa3pelieHUs 3a
ynotpe0a Uiy TeXHU ybJiHoMoIeHu npeacrasutenu Ha H30K Ha 3amnmaTenuTe cpeacTsa Mpu Jumca
Ha pe3yJirar;
12. (moBa — 1B, Op. 19 ot 2020 r.) ycnoBusATa U peIbT 32 BH3CTAHOBSBAHE OT MPUTEKATEINUTE HA
paspenieHusTa 3a ynorpeda win TeXHU YIIBITHOMOIIEHH MPEICTABUTEIHN Ha IPEBUIICHUTE CPEICTBA
[IpY MpUJIaraHe Ha MEXaHU3bM, TapaHTUPAIL TPEABUANMOCT U YCTOWYHBOCT Ha Oroketa Ha H30K;
13. (noBa — /IB, 6p. 49 ot 2022 r., B cuina ot 1.07.2022 r.) ycnoBuaTa U peabT 3a 3aIuialiaHe OT
H30OK Ha momoIuHu cpeacTsa, MpucnocoOeHus, CbOPbKEHUS U MEAUIIMHCKH U3JIeNUs 3a X0opara ¢
yepexaanus ([ICIICMUXY), kakTo u 3a CKII0YBaHE HA UHAMBHUIYaAIHU AOTOBOPH 1o ui. 45, an. 16
330 ¢ numara, OChUIECTBSBAIIM JIEHHOCTU IO MPEJOCTAaBIHE W PEMOHT Ha MOMOIIHH CPEACTBA,
MPUCTIOCOOJICHUS, ChOPBKEHUS U MEIUIIMHCKHU W3JIETHUs 32 XOpaTa C YBPEKIaHUs, PErUCTPUPAHU
KaTo THPrOBIM U BIIMCAHU B PETUCThpPa HA JHUIATa, OCHIIECTBIBAIIN JEHHOCTH MO MPEIOCTABIHE U
PEMOHT Ha IMOMOIIIHU CPEACTBA, IPUCIIOCOOIEHHUS, CbOPBKEHUS U MEUIIMHCKU U3/EHUs 3a X0paTa C
YBpEXKIaHUS.

UYn. 2. Hapenbara uma 3a 11e71 TapaHTHpaHE Ha:
1. mpuHIMnuTe no wi. 5 330;
2. myOIUYHOCT M TMPO3PAYHOCT HA MPOIEAYpUTE MO 3aruialllaHe Ha JIEKapCTBEHHUTE MPOIYKTH,
MEIULUHCKUTE U3JENHS U TUETUUHUTE XPaHU, TOCOYEHH B Ul 1;
3. ycioBus 3a e(heKTUBEH KOHTPOJI TPH U3Pa3X0ABAHETO Ha cpeacTBa oT O0romxeTa Ha H30K.

Uin. 3. (U3m. — IB, Op. 48 o1 2014 1.) (1) (dom. — AB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015
r., maMm., op. 17 or 2019 r., 6p. 49 or 2022 r., B cuma or 1.07.2022 r.) Hamumonamnara
3paBHOOCUTYPHUTEIIHA Kaca 3aruiania npoayktute mo wi. 1, 1. 1, 2, 4, 6, 7 u 13 npu cna3zBaHe Ha
CJIEZIHUTE OOIU YCIOBUS:
1. (u3m. — 1B, 6p. 62 ot 2015 1., B cuma ot 14.08.2015 r., 6p. 49 ot 2022 1., B cuna ot 1.07.2022 1.)
Ja ca MpeInucaHd M OTIyCHATW NpU cma3BaHe Ha pasnopenoure Ha 330, 3JIIIXM, 3akoHa 3a
MeaunuHckuTe n3nenus (3MU), 3akona 3a xpanure (3X), 3akoHa 3a xopara ¢ yBpexxaanus (3XVY) u
MOA3aKOHOBUTE HOPMATHUBHU aKTOBE 10 TSAXHOTO MPHUJIAraHe;
2. (mon. — JIB, Op. 49 ot 2022 r., B cuna ot 1.07.2022 r.) ga ca oTIycHaTH Ha TEPUTOpPHUATA Ha
CTpaHaTa 3a JIMIA C HENPEeKbCHATH 3PaBHOOCUTYPHUTEIHU IIpaBa, OCBEH B ciiydanTe mo ui. 1, 1. 13.



(2) (M3m. — IB, Op. 17 ot 2019 r.) HanmonanmHarta 31paBHOOCHTYPUTENIHA Kaca 3aruiamia
MPOAYKTHUTE TI0 Wi. 1, T. 3 Ipu cria3BaHe Ha CIIETHUTE OOIIU YCIOBHS:
1. na ca mpenBHUICHH 3a 3paBHUTE AeHOCTH MO Wi. 82, ai. 2, T. 3 33;
2. (w3m. u non. — JIB, 6p. 19 ot 2020 r.) na ca npeAnucanu, OTIYCHATH U TPUIIOKEHU TIPU CIIa3BaHE
Ha pasnopendute Ha 330, 3JIIIXM, noa3akOHOBUTE HOPMATHBHU AKTOBE IO TAXHOTO IpUIIaraHe,
KaKTO M Ha ChOTBETHUTE HAIIMOHAJHY, PETHOHAIHU M OOIIMHCKHU 3]JpaBHU MPOTPaAMHU;
3. 1a ca OTIyCHATH Ha TEPUTOPHSTA HA CTpAHATA 3@ JIMIA, IOCOYCHU B ChOTBETHHUTE HAIMOHAIIHH,
pPETHOHAIHU ¥ OOIIUHCKH 3JIPaBHU NIPOTPAMHU U B CPOKa Ha TAXHOTO JICHCTBHE.

(3) (dom. — JIB, 6p. 49 ot 2022 r., B crita ot 1.07.2022 r.) 3aniamianeTo Ha JIGKapCTBEHUTE
npoayktd, MU u IXCMI], kakto u Ha [ICIICMUXY ce u3BbpIIBa Mpu Cra3BaHe HAa 3aKOHA 3a
oromxera Ha H30K 3a choTBeTHaTa roauHa.

I'naBa BTOpa
YCJI0OBUA, PEJ, MEXAHU3BM U KPUTEPUU 3A 3AIIVTIAINIAHE HA JIEKAPCTBEHUA

HNPOAYKTH

(3ara. usm. — /IB, 6p. 17 ot 2019 1.)

Pasznen I
(Hos - /IB, 0p. 48 ot 2014 1.)
YcaoBus, pei, MeXaHU3bM M KPUTEPHH 32 3aIlJIalllaHe HA JIEKAPCTBEHH NMPOAYKTH 32
JAOMAIIIHO JIeYeHUe HA TEPUTOPUATA HA CTPaHaTa
(3ara. u3m. — 1B, 6p. 17 o1 2019 1.)

Un. 4. (Jon. — JIB, 6p. 48 ot 2014 1., u3m., 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.)
HanuonannaTta 3apaBHOOCUTYpUTENIHA Kaca 3allialla 3a JIEKapCTBEHM NIPOAYKTH, BKIIOYEHU B
no3utuBHuA jekapcrBeH cnuchk (IJIC) mo un. 262, an. 6, 1. 1 3JIIIXM u npenHa3HaueHu 3a
JIOMAIITHO JICYCHHE Ha 3a00JIsIBaHUs, ONPEEIICHH B CIIUCHKA 110 Wi. 45, an. 4 330, ciex noaydaBaHe
Ha MHUCMEHO 3asIBJIIEHHE OT MPUTEXKATENs HAa pa3pelIeHneTo 3a ynorpeda Wik HEroB YI'bJIHOMOIIEH
MIPEJICTaBUTEN, Ue JKelae ChOTBETHUSAT JIEKAPCTBEH MPOIYKT Ja Ce 3arialia Mo pejia Ha Ta3u Hapeada
cbIUIacHO npuioxkenue Ne 1.

UYn. 4a. (Hos - IB, 6p. 9 ot 2010 1., B cuna ot 2.02.2010 r., u3m. u gor., 6p. 67 ot 2011 r.,
u3M., 0p. 49 ot 2012 1., 6p. 48 o1 2014 1.) (1) (Jom. — IB, 6p. 73 ot 2021 r., B cuna ot 3.09.2021 r.,
u3M., op. 49 or 2022 r., B cuna ot 1.07.2022 r.) HanmonanHaTa 3apaBHOOCHUTYpUTEITHA Kaca
aHaym3upa U 0600masa kbM 31 nekeMBpH Ha TeKylaTa roguHa UHQOpMaIMsITa 3a BKIIOUYEHUTE B
IUIC mo wn. 262, an. 6, T. 1 3JIIIXM mpe3 chbliata rojuHa JIEKApCTBEHU MNPOAYKTU C HOBO
MeXyHapoaAHO HenaTeHTHO HauMeHoBaHMe (INN), koeTo He € Ouilo BKJIIOUEHO B [TOCOYEHATa YyacT
Ha [TJIC npe3 nmpeaxoanara rofnHa, U 3a KOUTO JIEKAPCTBEHHU MPOAYKTH Ca MOJAJACHU 3asiBICHUS 110
yin. 4 mo 30 mekeMBpU Ha ChIllaTa roJWHA, ¢ M3KIIOYEHHE Ha WH(GOpMAIUATA 3a JEKApPCTBEHU
npoayktu ¢ INN mo an. la.

(la) (Hoea — JIB, ©p. 73 or 2021 r., B cuma or 3.09.2021 r.) Hammonamnara
3IpaBHOOCUTYPHUTEIIHA Kaca aHalu3upa U 00001maBa kpM 1-Bo i 16-0 9MCIIO HA CHOTBETHHS
KaJIeHJIapeH Mecell nHpopmaiusaTa 3a JekapctBeHu npoaykT ¢ INN, Bkmtoueno B [TJIC mo . 262,
ai. 6, 1. 1 3JIIIXM, 3a xoeTo 70 MOMEHTA HE € 3aIIalnana, i € IoIaJeHO 3asgBJICHHE 110 WI. 4 He Mo-
KbCHO OT 24-TO YUCJI0 HAa TPpeAXoaHus nin 10-0 4rucio Ha ChOTBETHUS MECEL, KOTaTO JIEKApPCTBEHUTE
MPOJYKTH ca MpeAHa3HAUYCHHU 3a JIeYeHHe Ha ocTpo UH(]EKIro3Ho 3abonsBane mo wi. 4 ot Hapenba
Ne 7 ot 2015 r. 3a kpuTepunTe 3a ONpeAeTsHE Ha 3a0O0NSBAaHUATA, 32 YUETO JOMAIIHO JICYCHHE
Harmonanuata 31paBHOOCHTYpUTENHA Kaca 3alulallla HaMbJIHO WM YacTUYHO JIEKapCTBEHH



MPOYKTH, MEIUIIMHCKY U3JIENIHS U TUETUYHU XPaHH 3a CIeluaaiiu Menuuuacku nenu (B, op. 89
ot 2015 .).

(2) (U3m. — B, 6p. 73 ot 2021 r., B cuna ot 3.09.2021 r.) M3BBH cinyyaute mo an. la
Hanmonannata 31paBHOOCUTYpUTENIHA Kaca aHAIM3KUpa U 0000mmaBa KbM 1-Bo uian 16-0 4yucio ot
CHOTBETHUS KaJICHAapeH Mecell MH(opMaIusTa 3a jekapcTBeHu npoayktu ¢ INN, Bkitoueno B [1JIC
mo 4i. 262, ain. 6, T. 1 3JIIIXM, 3a koeTo 3amiaiia, ¥ € moJaAcHO 3asBJICHUE 10 Wi. 4 HE ITO-KBCHO
0T 24-10 yKcio Ha npeaxoaHus win 10-0 yuCiio Ha ChOTBETHUS KaJleHIapeH Mecell.

(3) Anunes 1 ce npunara u 3a KOMOMHUPAHU JIEKAPCTBEHU MPOJYKTH, MPU KOUTO KOMOMHAIUATA
cpabpika INN, Bxmroueno B ITJIC mo um. 262, an. 6, T. 1 3JIIIXM, 3a koeto 10 momenta H30K He e
3arJaasia.

(3a) (HoBa — /IB, 6p. 73 ot 2021 r., B cuna ot 3.09.2021 r.) Anunes la ce mpunara u 3a
KOMOMHHpAHU JIEKaPCTBCHH NPOAYKTH, IMPEAHA3HAUYEHU 3a JICUEHHUE Ha OCTPO HWH(EKIIMO3HO
3abomsBane 1o wi. 4 ot Hapen6a Ne 7 ot 2015 1. 3a kpuTepuuTe 3a OnpezensHe Ha 3a00JIBaHHTA,
3a YyMeTo JOMallHo JeudeHue HamuonanHata 31paBHOOCUTYpHUTEIHA Kaca 3alulalia HabIHO WM
YaCTUYHO JIEKAPCTBEHH NPOAYKTH, MEAMIIMHCKH H3JeNUs M JUETUYHH XPaHU 3a CHEIHaTHU
MEJUIIMHCKH TIEJIH, TIPH KOUTO KoMOuHanusaTa chabprxka INN, Bkatoueno B [1JIC mo wi. 262, an. 6, T.
1 3JIITXM, 3a xoeto no momeHTa H30K He e 3amamana.

(4) Anunest 2 ce mpuiara ¥ 3a KOMOMHHMPAHU JIGKapCTBEHU MPOAYKTH, mpu kouto H30K
3arutama 3a Bcuuku INN, chabpxaniu ce B komOuHanusta v Bkitouenu B [1IJIC mo um. 262, an. 6, T.
1 3JIIIXM.

(5) (Jom. — JIB, 6p. 73 ot 2021 1., B cwa ot 3.09.2021 r., u3m., 6p. 49 ot 2022 r., B cuiia ot
1.07.2022 r.) HarmonanHara 31paBHOOCUTYpUTETHA Kaca aHainu3upa u 00o0masa kbM 31 nekemBpu
Ha TeKyllaTa roavHa HHQOpMaIMiITa 3a JIEKapCTBEHHUTE MPOAYKTH, 3aIlIalllaHd HAMBIHO WU
yactuuHo oT H3O0K, npu xouto B IIJIC mo un. 262, an. 6, 1. 1 3JIIIXM npe3 cbinata roauHa e
BKIJIIOUEHO pAa3IIMpsiBaHE Ha TepaneBTUYHU MokazaHus u/wiau 3abonsBanus (MKB-komose), mpu
yCIIOBUE Y€ 3a Te3M TEpareBTUYHHU IOKa3aHWA W/WiM 3a00NiiBaHUA HE ce 3aruiama/T JIpyr/u
JeKapcTBeH/u npoaykt/v, BkirodeHu B [1JIC mo um. 262, an. 6, . 1 3JIIIXM, npuHaaiexamy KbM
cpinoTo INN, ¢ u3kirouenre Ha nHOpMAIUATa 3a JTIEKAPCTBEHH MPOAYKTH TI0 ajl. Sa.

(5a) (Hoea — B, 6p. 73 ot 2021 r., B cuma ot 3.09.2021 r.) Hanwuonamnara
3IPaBHOOCUTYPHUTEIIHA Kaca aHalu3upa U 00001maBa kpbM 1-Bo wiau 16-0 4MCIIO HAa CHOTBETHHS
KaJIeHJapeH Mecel MH(popMaIusTa 3a JJIeKapcTBeHU NpoayKTH, 3a kouto B [1JIC mo . 262, an. 6, T.
1 3JIITXM mMa BKIIFOUEHH pa3lInpeHu nokasanus u auario3u (MKb-kozmoBe) 3a neueHune Ha ocTpo
uH(pekro3Ho 3abonsBane mo wi. 4 ot Hapenba Ne 7 ot 2015 r. 3a kputepunte 3a onpeaesHe Ha
3a00NABaHMATA, 32 YMETO JOMAIIHO JeueHne HarronanHara 31paBHOOCUTYpUTETHA Kaca 3aralia
HaITbJTHO WJIM YAaCTHYHO JICKAPCTBEHU MPOJIYKTH, MEAUIIMHCKH W3S U JUETUYHU XpaHU 3a
CHeIUaTHU MEIUITUHCKH 1IEIIH.

(56) (Hoa — JIB, 6p. 49 or 2022 r.,, B cuma ot 1.07.2022 r.) Hammonamnara
3IpaBHOOCUTYPHUTEIIHA Kaca aHalu3upa M 0000maBa kpM 1-Bo mwiam 16-0 9MCIIO HA CHOTBETHHS
KaJieHAapeH Mecel] HHGOopMaIusITa 3a JIeKapCTBEHUTE MPOAYKTH, 3aIIANIaHNA HAITBIHO UK YaCTUYIHO
or H3O0K, npu xouto B IJIC mo wi. 262, an. 6, 1. 1 3JIIIXM e BkItOueHO pa3lIUpsiBaHE Ha
TEepameBTHYHU TMoKazaHus wu/wim 3abomsBanust (MKbB-komoBe), mpu ycnmoBue de 3a Te3d
TEpaneBTHYHU TOKa3aHUs W/WIW 3a00JIIBaHMS C€ 3aIulalia/T APYr/H JEKapCTBEH/M MPOIYKT/H,
BKitoueHH B [1JIC mo uin. 262, an. 6, T. 1 3JIIIXM, npunamiexamu kM cbioto INN 1 nekapcTBeHa
dbopma.

(6) (dom. — /1B, 6p. 44 or 2016 r., B cuma or 10.06.2016 r.) Hammonamnara
3IPAaBHOOCUTYPHUTEIIHA Kaca aHajau3upa W 0000maBa Ha JBaHAIECETMECEYHU TMEPUOIU



nHpopmanusra 3a INN, 3a kouto B [1JIC mo ui. 262, an. 6, 1. 1 3JIIIXM uma noBuiraBaHe Ha HHBOTO
Ha 3arUianiane, ¢ u3KmoveHne Ha nadopmarnmsta 3a INN mo ain. 7.

(7) (Hoea — JIB, Op. 44 ot 2016 r., B cuma ot 10.06.2016 r.) Hauuonannara
3IpaBHOOCUTYPUTEIHA Kaca aHaIM3Upa u o0oOmaBa KM 1-Bo win 16-0 4HMCIO OT CHOTBETHHS
KaneHaapeH mecen uHpopMmanusra 3a INN 3a nedyeHue Ha 3aboisiBaHe, Crafamo KbM HSKOW OT
knacoBete 6osectr ot I kimac mo knac X VII sximrountenno no MKB 10, xouTo 3aemMaTt BOI€EIO MSICTO
(TbpPBUTE LIECT MECTA) B CTPYKTypaTa Ha CMbPTHOCTTA 10 IPUYMHU 32 YMUPAHUS WU B CTPYKTypaTa
Ha XOCMUTAIN3MpaHaTa 3a001eBaeMOCT, WIH B CTPYKTypaTa Ha MbPBUYHO WHBATUAU3UPAHUTE JIULIA
B PenyOinka bwiarapus 3a nocineanute Tpu roauHu, 3a kouto B I[1JIC mo un. 262, an. 6, 1. 1 3JITIXM
MMa MOBUILIEHO HUBO Ha 3aIljiallaHe.

Ui 5. (U3wm. - [IB, 6p. 67 ot 2011 r., 6p. 49 ot 2012 r., 6p. 48 ot 2014 r.) KBM 3asBICHHETO
no wi. 4 ce mpwiara Komue OT BJISA3J0TO B cujia pelieHre Ha HanuoHanHUs ChBET MO LIEHU U
peuMOypcupaHe Ha JIeKapCTBEHUTE POAYKTH.

Y. 6. (1) [Ipu nocTenBane Ha 3asBienueTo mo wi. 4 H30K ce 3agbmxkasa:

1. na nedunupa H30K ko 3a Bceku iekapcTBEH MPOIYKT;

2. (ot™. - 1B, 6p. 67 ot 2011 1.);

3. (u3m. — JIB, Op. 48 ot 2014 r.) na nane ykazaHus OTHOCHO pefia 3a IpeINuCcBaHe U OTIyCKaHe Ha
JIEKapCTBEHHMSI MPOIYKT, ChOOpa3eHu C JIeicTBaIIaTa HopMaTHBHA ypenoa;

4. na U3rOTBYM CHOTBETHUTE CJCKTPOHHU (POpPMATH 32 U3IIBIHUTEIUTES HA MEIUIIMHCKA TOMOII B 32
Jyuara o 4i. 7.

(2) (dom. - IB, 6p. 9 ot 2010 1., B cuia ot 2.02.2010 r., u3m., 6p. 67 ot 2011 1., Op. 49 oT
2012 r., 6p. 48 ot 2014 r.) Uudopmanusra no ai. | OTHOCHO JIeKapCTBEHUTE MPOAYKTH MO 4. 4a,
an. 1, 3, 5 u 6 ce nmybnukyBa Ha unrepHer crtpanunata Ha H30K B cpok g0 25-0 uucno Ha
JIBAHA/IECETHUS] MECeIl.

(3) (Hoea - JIB, Op. 67 ot 2011 r.,, usm., Op. 48 or 2014 r.) HanumonamHara
3/IpaBHOOCUTYpUTEIHA Kaca MyOInKyBa KbM 13-0 min 27-0 4MCII0 OT ChOTBETHHUSA KaJICHIaPEH Mecell
nH(popmManuaTa no aji. | OTHOCHO JIEKAPCTBEHUTE MPOIYKTH 110 4Jl. 4a, ai. 2 u 4.

Y. 6a. (Hos - /1B, 6p. 9 ot 2010 1., B cuna ot 2.02.2010 1., u3m., 6p. 67 ot 2011 r., Op. 49 oT
2012 r., 6p. 48 oT 2014 1.) (1) (U3m. — IB, 6p. 49 ot 2022 r., B cuna ot 1.07.2022 r.) Hanimonannara
3IpaBHOOCUTYPHUTEIIHA Kaca 3aruiaiia 3a JIEKapCTBEHUTE MPOAYKTH 1o wi. 4a, ain. 1, 3 u 5, kakTo u
MOBUILIEHOTO HUBO Ha 3allialllaHe 1o 4i. 4a, ajn. 6, CuuTaHo OT 1-BO 4YMCIIO HAa Mecela, CieaBall
M3TUYAHETO Ha KaJleHJapHaTa TOINHA.

(2) (U3m. — [IB, Op. 44 ot 2016 r., B cuna ot 10.06.2016 r., 6p. 73 ot 2021 r., B cuna oT
3.09.2021 r., 6p. 49 ot 2022 r., B cuna ot 1.07.2022 r.) HanmonanHaTa 31paBHOOCUTYpUTENIHA Kaca
3aruiaina 3a JIeKapCTBEHUTE MPOJYKTH wil. 4a, an. la, 2, 3a, 4, S5a, 56 u 7, cuutano ot 1-Bo wiu 16-0
YHUCJIO HAa CHOTBETHUS KaJIEHJAPEH MECEIl, B 3aBUCHMOCT OT JIaTaTa Ha MojJaBaHe Ha 3asBJICHHUETO.

(3) (HoBa — JIB, 6p. 73 ot 2021 r., B cuna ot 3.09.2021 r.) JIekapcTBEHUTE NPOIYKTH MO YII.
4a, an. la, 3a 1 5a — OTHOCHO HOBUTE MOKa3aHUA U AuarHosu, ce 3amiamar or H30K 3a Bpemero Ha
00sIB€HO M3BBHPEIHO MOJIOKEHHE MOPaTu SMUIEMUYHO Pa3IPOCTpaHEHUE HA 3apa3Hu OOJECTH IO
uit. 61, an. 1 unm 3 ot 3aKoHa 3a 3ApaBeTO WK MPU 00sIBEHAa U3BBHPEIHA eMUAeMUYHA 00CTaHOBKA
Mopajy eMUIEMUYHO PA3MPOCTpaHEHUE HA 3apa3Ha Oosect mo wi. 61, ain. 1 oT 3akoHa 3a 37paBeTo.

Yn. 66. (Hos - IB, 6p. 9 ot 2010 ., B cuna ot 2.02.2010 1.) (1) (U3m. - B, 6p. 67 ot 2011
r., Op. 49 ot 2012 r., Op. 48 ot 2014 r.) JlekapcTBeHUTE NPOAYKTU CE€ BKIIOYBAT B 000OIIEHATa
nH(popManus 1o wi. 4a B paMKUTE Ha CbOTBETHHSI IEPUOJ, B KOHTO € MOAACHO 3asIBJICHUETO.

(2) JlexapcTBeHHUTE MPOAYKTH IO NpeaxoaHara anuHes ce 3amnamar or H30K no pena Ha uit.
6a.



Un. 7. (1) 3a ormyckane Ha npoayktute 1o wi. 1, . 1 H30K ckmrouBa moroBopwu ¢ ymiia,
MOJYYHITH pa3penieHue rno wi. 229, an. 2 3JIIIXM 3a TbproBust Ha 1peOHO C JEKapCTBEHU MPOIYKTH.

(2) B cmyudauTe, KOraro JHIIETO, TOTYYHJIO pa3pelieHUue 3a THPTOBUsS Ha JpeOHO C
JIEKApCTBEHH MPOJYKTH, U PHKOBOJAMUTEIIAT HA allTeKaTa He ChBIIAJIAT, TOTOBOPHT CE ChIJIaCyBa U OT
PBHKOBOJUTEIS HA allTeKaTa.

(3) (U3m. - IB, 6p. 67 ot 2011 1., O6p. 49 o1 2012 1., Op. 48 o1 2014 1., Op. 49 0T 2022 1., B
cuna ot 1.07.2022 r.) dorosopure mo an. 1 ce ckmrouBat 4pe3 aupekropa Ha P30K, Ha umsaTo
TEPUTOPHS € anTeKaTa, P YCIOBUS U IO pell, yCTAHOBEHHU B ChOTBETCTBUE ¢ wil. 45, an. 17 330.

Y. 8. (M3wm. - IB, 6p. 34 ot 2009 1., gom., 6p. 38 ot 2009 1., u3m., 6p. 40 ot 2009 1., Op. 67
or 2011 r.) (1) (M3m. - JAB, 6p. 49 ot 2012 r., 6p. 48 or 2014 r., mom., 6p. 17 ot 2019 1.)
Hanmonannara 31paBHOOCHrypUTENIHA Kaca 3alljialla Ha JiMiara mo wi. 7, ai. 1 croilHocTTa Ha
JIEKapCTBEHHSI TIPOAYKT, OTIpe/IesieHa ChraacHo Wwi. 55 ot Hapenbara 3a ycnoBusTa, mpaBuiiaTa u peia
3a peryJimpaHe U perucTpupaHe Ha LIEHUTE Ha JICKapCTBEHUTE NMPOAYKTH, npueta ¢ [locranoBienue
No 97 na Munucrepckus cbet oT 2013 1. ([IB, 6p. 40 ot 2013 1.), KakTO M pasnpenens cpeacTBara,
MOJIYYEHU MO JIOTOBOPU 3a MPEAOCTaBsSHE HA OTCTHIKHU Mo wi. 21, an. 1, T. 4 OoT mpurexarens Ha
paszpelieHueTo 3a ynorpeda/HeroBus yirbJIHOMOIIECH MTPEICTABUTEN.

(2) (U3m. — 1B, 6p. 48 ot 2014 1., 0TM., Op. 62 oT 2015 1., B cunia ot 14.08.2015 r., HOBa, Op.
17 ot 2019 1.; 06siBena 3a HumoxHa ¢ Permenue Ne 9042 na BAC na Pb - 6p. 104 ot 2020 r., B cuia
ot 8.12.2020 r.).

(3) Hammonannara 31paBHOOCHUTYpPHUTENIHA Kaca 3aruialia Ha Jjuiara mo wi. 7, an. 1 3a
OTIIYCHAaTH OT TAX JICKAPCTBEHU MNPOAYKTH CIieJ] MPEJCTaBsHE Ha EJIEKTPOHEH OTYET, U3TOTBEH
CcbOOpa3Ho eNneKTpoHHHS Gopmar, myOarMKyBaH Ha UHTepHET cTpanunara Ha H30K.

(4) OtnycHatuTe U OTYETEHH JIEKapCTBEHH MPoaykTH ce 3amnamar ot H30K mpu ycrnoBus u
0 pejl, OTpeieNieH! B Ta3u Hapea0a U CKII0YEHUTE JOTOBOPH 10 4. 7, an. 1.

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

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

(6) (U3m. — /IB, 6p. 48 or 2014 1., O6p. 26 oT 2022 1., B cuna ot 1.04.2022 r., Op. 100 ot 2023
r., B cuia ot 1.12.2023 r.) HaunonanHarta 31paBHOOCUTYpUTETHA Kaca 3ariaiia CyMuTe 1o ai. 1 B
cpok 10 30 kaneHAapHu THU CYUTAHO OT JlaTaTa Ha MPeCTaBsHE HAa HEOOXOAUMHUTE JOKYMEHTH.

(7) (HoBa — IB, Op. 48 o1 2014 r., oT™., Op. 62 0T 2015 1., B cuna ot 14.08.2015 1.).

Yn. 8a. (HoB — /IB, 6p. 17 ot 2019 1.) (1) (U3m. — [IB, 6p. 19 ot 2020 r.) 3a nexkapcTBeH
MIPOJYKT, 32 KOMTO € OIPEJEeNIEHO MpocieasiBaHe Ha eeKTa OT TepanusiTa cbriiacHo wi. 259, an. 1, 1.
10 3JIIXM, H30K wu mnputexarTensT Ha pa3pelieHueTo 3a YNnoTpeOa/HeroB YI'bIHOMOILEH
MIpeICTaBUTEN MOTaT J1a JOTOBOPSAT 3aIUlalllaHe Bb3 OCHOBA Ha pe3yJiTaTa OT TepanusTa.

(2) M3m. — 1B, Op. 19 ot 2020 r.) [Ipu cxiroyeH AOroBOp 3a 3arialiaHe Bb3 OCHOBA Ha
pesynrata oT TepanusTa 3a cpoka Ha nmpocneasBaneTo H30K 3amaiia nekapcTBeHUs MPOIYKT IPU
ycnoBusiTa Ha 4IL. 8, an. 1 — 4.

(3) (M3m. — [IB, 6p. 19 ot 2020 1.) B moroBopa mo ai. 2 ce JoroBapsAT KOHKPETHU MTOKA3aTEeNN
3a mpocneasBaHe Ha e(deKkTa OT TepamusitTa B CHOTBETCTBHE C YCJIOBHATa W KPUTEpUUTE 32
mpocieqsiBane Ha e(dexkTa OT TepamusaTa, ompeaeseHd OT HamwoHamHus ChBET MO I[EHU H
penMOypcrpaHe Ha JISKAPCTBEHUTE TTPOTYKTH.

(4) (Hom. — JIB, 6p. 19 ot 2020 r.) JleueOHuTE 3aBeeHNUS, B KOUTO C€ MPOCIeasiBa ePeKThT
OT TepamnusTa chboOpa3HO KpUTEpUUTE MO aji. 3, MpeAocTaBAT chOpaHaTa MH(OPMALUS 3a BCEKH



JIEKapCTBeH NpPOAYKT Ha HamuoHanHHs ChBET MO IEHH M peuMOypcupaHe Ha JIeKapCTBEHUTE
MIPOJYKTH, KOWTO OT CBOs cTpaHa s 00paboTBa BHB BUJ, MOAXOJSII 32 aHAIU3, U Ha BCEKH IIECT
Mecena s npenoctasst Ha H3OK, ipu ycnoBusita u mo pena Ha Hapeaoara o wi. 261a, an. 5 3JIIIXM.

(5) (U3m. — 1B, 6p. 19 ot 2020 r.) Komucusita 3a u3BbpiIBaHe Ha €KCIIEPTU3H 110 WiI. 78, T. 2
330 B nenTpanHoro ynpasinenue Ha H30K u3BbpiiBa aHanu3 Ha noiaydeHara nHdopmanus mo ai. 4
3a 1enuTe Ha e(EeKTUBHOTO U 1ENeChOOpa3HO pa3xoJ/iBaHEe HA MYOJIMYHU CPEJICTBA U CHIVIACHO
MOKa3aTeInTe, YTOBOPEHU B JIOroBopa 1o aji. 2. B ananusa ce mocouBa OposIT Ha MalUEHTHUTE, IPU
KOUTO € HaJMIIe JIMIICA HA PEe3yNTaT OT TepaluAra ChC CHOTBETHHS JIGKAPCTBEH IMPOIYKT Ipe3
nepuoja, 3a KOUTO ce oTHacs UH(opMalusITa, ChIIIACHO MOKA3aTeuTe, YTOBOPEHU B JIOTOBOpA MO
ain. 2.

(6) (U3m. — 1B, 6p. 19 ot 2020 r.) B3 ocHoBa Ha ananu3a no aix. 5 H30K wusrores u
MPEIOCTaBs Ha MPUTEKATENS HA Pa3pelICHUETO 3a yIoTpeOda Ha JIEKapCTBEHUS MPOIYKT WIH HETOB
VITBITHOMOIIICH MPECTaBUTEN cipaBKa 3a 3arutarenute or H30K cpencTsa 3a nekapcTBeHHS TIPOAYKT
Ipe3 OTHOCUMUS MEpUOJ 3a MAIMEHTUTE, IPU KOUTO € HAJUIIE JIUIICA HA pPe3yiTaT OT TepamusTa,
KOSITO ChAbpXKA:

1. naHHu 3a Opos MAIMEHTH, IPU KOUTO € YCTAaHOBEHA JIUIICA HA PE3YyATaT OT JICYCHHETO ChITIACHO
MOKAa3aTeINTe, yrOBOPEHH B IOTOBOPUTE 110 all. 2;

2. mepuoza, 3a KOWTO € YCTaHOBEHO, 4e € Onia HajuIle JIUIca Ha pe3yiTar, U ChOTBETHHS Opoi
OMIAKOBKM OT JIEKapCTBEHMsI MpoAykT, 3amiareHn oT H3OK 3a nepuopa, 3a kolTo ce oTHacs
CIIpaBKaTa.

(7) (HoBa— 1B, 6p. 19 ot 2020 r.) [To rickaHe Ha pUTEXKATEIIs Ha pa3peIICHUETO 3a yroTpeda
H30K mnpemocraBs aHOHMMHU3UMpAHU JaHHH OTHOCHO IIOKa3aTeluTe, Bb3 OCHOBA Ha KOUTO €
yCTaHOBEHA JIIICcAaTa Ha Pe3yiTaT OT JICYEHUETO 32 BCEKU OT ChOTBETHUTE MALIUEHTH, JAHHU OTHOCHO
ne4eOHOTO 3aBe/IeHUE, B KOETO € MPOCeIeH ePEeKThT OT TepanusiTa, KOUTO He ChAbPIKAT IaHHU, Upe3
KOUTO MOKe J1a ObAe UACHTU(PHUIMPAH KOHKPETECH MAI[UCHT.

(8) (Hosa — /IB, 6p. 19 ot 2020 r.) B 7-aHeBeH cpok OT MoJly4aBaHe Ha CIpaBKaTa 1o aji. 6
MIPUTEKATEIAT HA PA3PEHICHUETO 3a YIOTpeOa Ha JIGKAPCTBEHUS MPOAYKT UM HETOB YIIBJIHOMOIIEH
MpEeACTaBUTEN UMa MPaBO Ha MUCMEHO Bh3paxeHue, koero H30K pasrnexna B cpok A0 2 qHU U
YBEJIOMSIBA MMHCMEHO TMPHUTEKATENS HA Pa3pelIecHHeTo 3a yrnorpeda WM HETOBHUS YITBITHOMOIICH
MIPEJICTABUTEI 32 CBOCTO PEIICHHE.

(9) (HoBa— 1B, 6p. 19 ot 2020 r.) Koraro He € mOCTHIIUIO Bb3PAKEHUE B CPOKA TIO all. 8 MK
KOTaToO MOCTBHITUIOTO BBb3paXKEHHE € OTXBBPICHO u3Isuio win yactuayHo, H30K u nputexarenst Ha
paspelieHneTo 3a yrnoTpeda WM HEroB YIBIHOMOIIEH MpPEACTaBUTEN MOIMUCBAT MPOTOKOJ IO
oOpazer; cbriaacHo mpuinokenue Ne 2. B 10-gHeBeH CpOK OT MOANMMCBAHETO Ha MPOTOKOJIA
MIPUTEKATEIAT HA Pa3peICHUETO 3a YIoTpeOa Ha JICKApCTBEHUS TPOAYKT WU HETOB YITBITHOMOIIICH
npencraBuTeN Bb3cTanoBsBa Ha H30OK 3arutateHuTe cpeacTBa 3a MAIlMCHTHTE, IPH KOUTO € HAITUIIE
JIUTICA HA PE3yATaT OT TepanusTa ¢ JCKapCTBEHUS MTPOTYKT.

Yn. 9. (Hon. - 1IB, 6p. 9 ot 2010 r., B cuna ot 2.02.2010 r., u3m., 6p. 67 ot 2011 r.) (1)
[IputexxaTenar Ha pa3pelieHHeTo 3a ymoTpeba Ha JajieH JIGKApCTBEH NPOAYKT WIM HEroB
YITBITHOMOIIIEH TIpeicTaBuTeN nucMeHo yBeaomsisa H30K mpu:

1. u3KITIOYBaHE HA JIEKAPCTBEHUS MPOAYKT OT [103UTHBHUS T€KapCTBEH CITUCHK;
2. mpoMsiHa B HHUBOTO Ha 3alljlalllaHe W/WIIM CTOMHOCTTA Ha JIEKAPCTBEHUS MPOIYKT, 3allialliaHa OT
H30K;
3. mpekparsBaHe/OTHEMaHE Ha pa3peuIeHueTo 3a ynorpeda Ha JeKapCTBEHHS MTPOAYKT;
4. npyru 00CTOSATENCTBA, CBEP3aHU C M3MTBJIIHEHUETO Ha JJOTOBOPHUTE 110 4. 7, ai. 1.
(2) CpoksbT 32 yBeiomsiBaHe 1o al. 1 e 10 5 1Hu OT:



1. (u3m. - IB, 6p. 49 ot 2012 1., Op. 48 ot 2014 r.) BIM3aHe B cujia Ha penieHneTo Ha Harmonamamst
CBBET 10 IIeHU ¥ peuMOypcHpaHe Ha JIEKapCTBEHUTE MPOAYKTH - B ciryyaute o ai. 1, 1. 1 u 2;
2. HaCTBIIBaHE HAa CHOTBETHOTO OOCTOSTEIICTBO - B CllydauTe o ai. 1, T. 3 u 4.

(3) Undopmanusara no an. 1 ce myonmkyBa Ha uHTepHET cTpanunara Ha H30K.

(4) (M3m. - B, 6p. 49 ot 2012 r., 6p. 48 or 2014 r.) B cnydaure Ha am. 1, 1. 1 u 2
MIPUTEKATEINIAT Ha pa3pelieHneTo 3a yrnoTpeda Uilu HeroB YI'bJIHOMOUICH MPEICTaBUTEN MIPE/ICTABS B
H3O0K 3aBepeno komue Ha pernieHueTo Ha HanwoHamHUs CHBET MO IIeHW U peuMOypcupaHe Ha
JIEKapCTBEHUTE MPOIYKTH.

(5) Ilpu um3kmouBaHEe Ha JIEKapCTBEHUs MPOAYKT OT [lO3UTHMBHHUS JI€KapCTBEH CIHUCHK B
3aBHCHUMOCT OT JlaTaTa Ha MpeJCTaBsiHEe Ha pelIeHUeTo 1o ai. 4 - go/cien 15-o ymcno Ha Mecena,
H3OK npeycraHoBsiBa 3a1iaiaHeTo Ha CbOTBETHUS JIEKAPCTBEH MPOAYKT OT 16-0 4nCII0 OT TEKyIUs
KaJIEHAApEH MeCELl WM OT 1-BO UMCIIO Ha cleABallys KaJleHAApEH MECELL.

Ui 9a. (Hos - JIB, 6p. 67 ot 2011 r.) (1) IlpurexaTensar Ha pa3pelIeHUETO 3a ynorpeda uim
HEroB YIBJIHOMOIIEH MpejactaBuTen Moxe na nomaae B H30K mucmeHo 3asiBieHue ChIIIacHO
npuiiokenue Ne 3, ye skenae Ja ce mpekpaTH 3alljlallaHeTo Ha ChOTBETHHS JIEKAPCTBEH MPOAYKT 10
pena Ha Ta3u Hapezaoda.

(2) B 3aBuCHMOCT OT JaTaTa Ha MMOJAaBaHE Ha 3asBJICHHUETO 1O aj. 1 - go/cnen 15-0 ducio Ha
kanenaapHus mecel, H30K npeycraHoBsiBa 3aruialjaHeTo Ha CbOTBETHUS JIEKAPCTBEH MPOIYKT OT
1-Bo unm ot 16-0 4Kco Ha cleaBaIUs KaJleHJapeH Mecell.

(3) (U3wm. - IB, 6p. 49 ot 2012 1., Op. 48 o1 2014 r.) B ciyyaute no an. 1 H30K B 5-gHeBen
CPOK OT TOJaBaHE Ha 3asBICHHETO OIOBECTSABAa MH(OpMAILUATA, MOCOYEHA B 3asBICHUETO, Ha
MHTEPHET CTPAHUIIATa CH U MIPaBU MOTHUBHUPAHO MHUCMEHO MpeuiokeHne 10 HarpronanHus cbBeT 1Mo
LIEHU ¥ peruMOypcUpaHe Ha JeKapCTBEHUTE MPOAYKTH 3a U3KIIOYBAHE HA JIGKAPCTBEHUS MIPOAYKT OT
TJIC.

Yn. 96. (Hos — JIB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) JlekapcTBeHUTE TPOAYKTH IO
1. 45, an. 10 330, 3a KOUTO HE ca IOTOBOPEHHU OTCTBIIKH 110 Pe/ia Ha Ta3H Hapea0a, He ce 3arialiar
ot H30K.

Ui 10. (1) (U3m. - AB, 6p. 9 ot 2010 1., B cuina ot 2.02.2010 r., 6p. 67 ot 2011 r., oT™M., OPp.
48 ot 2014 1.).

(2) (HoBa - 1B, 6p. 9 ot 2010 r., B cuna ot 2.02.2010 r., oT™., 6p. 48 o1 2014 1.).

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

(4) (ITpenumna an. 3, usm. - JIB, 6p. 9 o1 2010 1., B crta ot 2.02.2010 ., gorm., 6p. 67 ot 2011
I., U3M. U J01., Op. 48 o1 2014 r.) [Ipu uskmrouBane Ha gekapcTBeH npoaykT ot ITJIC unm otnagane
Ha xkoj1 o MKDB u B ciiyuaute o 4. 9a, an. 1 nu3nageHuTe pelenty ce 3IbIHIABAT OT JIMLATa 110 4Jl.
7 u ce 3armutamat ot H30K B cpok 10 15 muu oT garara Ha BIM3aHE B CUJIa HA TPOMEHHTE, CJIe] KOETO
CITy»e0HO ce aHyJIHMparT 1o peaa Ha HapenOaTa mo wi. 221 3JIITXM.

(5) (Ilpenumna an. 4, uzm. - [1B, 6p. 9 ot 2010 r., B cuna ot 2.02.2010 r., 6p. 48 ot 2014 1.)
[Tpu nacTemunu npomenn H30K yBenomsiBa M3NBIHUTENNTE HA MEIUIIMHCKA TIOMOIII U JIMIIATa 110
Y. 7 IpU YCIOBHS U MO PeJl, ONPEICTICHU B CKIIFOUEHUTE IOTOBOPH.



Pazgea 11
(Hos - /IB, 0p. 48 ot 2014 1.)
YcaoBus, pea, MexaHu3bM M KPUTEPHH 32 3aIJIallaHE HA JIEKAPCTBEHHN NMPOAYKTH 32 3IPABHHU
AeHHOCTH MO 4. 82, ai. 2, T. 3 oT 3aKoHa 3a 31paBeTo
(3aru. u3m. — /1B, 6p. 17 o1 2019 1.)

Ui 10a. (Hos — IB, Op. 48 ot 2014 r.) (1) HanmonanHata 31paBHOOCUTYpHUTEIHA Kaca
3amiama 3a JIEKapCTBEHU MPOAYKTH, HEOOXOAWMH 3a HM3MBIHEHHE Ha 3[ApaBHU JICHHOCTH MO
HAIIMOHAIHU, PETHOHATHU WM OOIMMHCKHM 3[ApaBHU Mporpamu mo wi. 82, am. 2, T. 3 33 cuen
MOJTy4yaBaHe Ha 3asBJICHHE OT IPUTEXKATEIIS Ha Pa3pelIeHUETO 3a YIOTpeOa WM HErOB YITbJIHOMOIICH
MIpe/ICTaBUTEN ChIIacHO mpuiiokeHue Ne 3a, ue jkemae ChOTBETHHST JIEKAPCTBEH MPOIYKT Ja ce
3arJiaiia mo peja Ha Ta3u Hapezoa.

(2) KM 3agBnenueTo mno an. 1 3asBUTENAT mpuiara KOmue OT BIIS3JIO B CHJIa pellleHue Ha
Hammonanuusi chBeT MO LEHU U peuMOypcHpaHEe Ha JIEKapCTBEHHUTE MPOAYKTH 32 CHOTBETHUTE
JIEKapCTBEHU NPOAYKTH, JOKYMEHT, YIOCTOBEpSBAl IPEJCTaBUTEIIHATa My BJIacT, U CIHUCBK Ha
MIPUTEKATEIINTE Ha pa3pellieHue 3a ThProBUs Ha €pO C JIEKaPCTBEHU MIPOAYKTH, KOUTO 1€ JJOCTABAT
JIEKapCTBEHUTE MIPOIAYKTH.

Ui 106. (HoB — 1B, Op. 48 ot 2014 1.) (1) 3a Bceku JEKapCTBEH MPOIYKT, 32 KOUTO €
noAazieHo 3asapieHue no wi. 10a, an. 1, H30K ckirouBa noroBop ¢ npurexarens Ha pa3peluieHueTo
3a ynorpeba WM HErOBHsI YIIBIHOMOIIEH MPEACTAaBUTET M C MOCOYEHHUTE B 3asBICHUETO
MIPUTEKATENIN Ha pa3pelieHne 3a ThProBHsI Ha €pO € JIEKAapCTBEHU MPOJIYKTH, B KONTO CE MOCOYBAT:
1. noroBopeHaTa Mo pena Ha Ta3W Hapeada OTCThIKA OT LIEHATa Ha JIEKAPCTBEHHS MPOIYKT (aKo
TakaBa € JOTrOBOpeHa) U cTohMHOcTTa, Koaro H3OK mie 3amnamia B pe3yinrar Ha JOTOBOpeHaTa
OTCTBIIKA 32 CHOTBETHATA KaJIEHJapHA I'OJIMHA;

2. ycIoBHSATa U PEbT 32 PA3IPOCTPAHEHUE U JOCTABAHE Ha JIEKAPCTBEHMSI MIPOIYKT 10 JIEUeOHUTE
3aBEJICHUS;

3. HAUMHBT HA OTYUTAHE HAa JOCTABEHUTE KOJIMYECTBA OT JIEKAPCTBEHUS MPOAYKT;

4. mpenocTaBsiHe Ha HH(OPMALIKS MEXKIY CTPAaHUTE;

5. ycrnoBusiTa U pensT 3a 3amnamane oT H30K Ha nekapcTBeHUTE MPOAYKTH B CHOTBETCTBUE C Ta3u
Hapenoa;

6. Ipyru ycioBusl.

(2) HdoroBopuTe mo ai. 1 ce ckiroyBar 3a CpoK JI0 €JHa F'O/IMHA U BIM3AT B CUJIa OT JlaTaTa Ha
MOJNKCBAHETO UM WJIM OT JIpyra OnpeJielieHa OT CTpaHUTe JaTa.

(3) [Ipu nmpomsiHa Ha MPUTEKATEIISI/UTE HA Pa3pelIeHUE 32 ThPTOBUS Ha PO C JICKAPCTBEHU
MPOJYKTH C€ MOJNUCBA JOI'BJIHUTEIHO CIOPAa3yMEHHE KbM JJOTOBOpA.

Yn. 10B. (Ho — /1B, Op. 48 o1 2014 r.) JlekapcTBeHUTE NPOIYKTH 32 3/IpaBHUTE JEHHOCTHU 11O
ui1. 82, an. 2, T. 3 33, 32 KOUTO ca CKJII0YEeHH JoroBopH 1o 4wi. 100, an. 1, ce ocurypsiBat u JOCTaBAT
70 Ne4eOHUTE 3aBeJeHUs 3a U3BBHOONMHUYHA ToMoll, ckitoumtn noroBop ¢ H30K, cwerimacHo ui.
209a, an. 1, T. 5 3JIIIXM.

Y. 10r. (HoB — IB, 6p. 48 ot 2014 r.) (1) Hammonannara 31paBHOOCUTYPUTETHA Kaca
MIPEIOCTaBs Ha BCEKU MPUTEXKATE Ha pa3pelieHne 3a ThProBUs Ha €po C JEKapCTBEHU MPOAYKTU
00o0011eHa crpaBKa 3a JIOCTABEHUTE OT HEro, MPUJIOKEHW U OTYETEHHU OT JIeUeOHUTE 3aBEICHUS
JIEKapCTBEHU MPOJIYKTH Ipe3 MpeaxoaHusl KaneHaapeH Mecell. CripaBkarta ce IpeocTaBs B CPOK J0
20-0 4nci0 Ha Mecela U ChbpiKa: TeueOHUTE 3aBe/IeHHs 3a MbPBUYHA U3BbHOOTHUYHA METUIIMHCKA
MOMOII], Ha KOUTO Ca JOCTaBEHU JICKAPCTBEHUTE MPOAYKTH; JaTa Ha MpUIaraHe Ha JIEKApCTBEHUTE
MPOJIYKTH U HOMEp Ha aMOyJIaTOPHUTE JIMCTOBE, B KOUTO € BITUCAHO MPHIIATaHEToO.



(2) lIputexkaTenar Ha pa3pellieHue 3a ThProBHs Ha €/Ipo C JEeKapCTBEHH MPOIYKTH IPEICTaBs
Ha H30K ¢axtypa u ciennukaius 3a 10CTaBEHUTE OT HETO U MPUIIOKEHH JIEKAPCTBEHHU MPOIYKTH
IIpe3 NPEeAXOAHUS KaJeHIapeH Mecel] B CbOTBETCTBHE C IIPEIOCTaBEHATa My CIIpaBKa 110 all. 1 B cpok
IO 25-0 4KUCIIO Ha MEcCeIia.

(3) KM poxymeHTHTE 1O all. 2 ce IpwiaraT ¥ IpUEMaTeIHO-IIPEJaBaTEIIHUTE IPOTOKOIN
MEX1y JIeueOHUTE 3aBe/ICHUS U IPUTEKATEIUTE Ha pa3pellieHre 3a ThProBHs Ha eJIpo C JIeKapCTBEHU
MIPOJYKTH 32 JJOCTAaBEHUTE JIEKAPCTBEHU MTPOTYKTH, MPUAPYKEHU ChC cepTUDUKAT 32 OCBOOOXK1aBaHE
Ha ChOTBETHUTE MapTHUJIU, U3/1aJIeH OT V3nbJIHUTENHATA areHLIUs 110 JIEKapcTBaTa ChIVIaCHO Wi. 69,
an. 4 3JIIIXM, unu ¢ yBegomiieHrne OT M3mpaHUTENHATA areHIys 110 JE€KapcTBaTa, 4e€ ChbOTBETHATA
napTujia Moxe 1a ObJie MycHaTa Ha ma3apa, U3JaJeHo chriiacHo Wi 4, an. 2 ot Hapenba Ne 35 ot
2007 r. 3a ycIIOBHSTA, pe/la U U3UCKBAHUATA KbM JOKYMEHTAIMATA 32 U3/JaBaHe Ha cepTudukar 3a
0CBOOOJKJaBaHe Ha MapTUa JEKapCTBEH MPOAYKT OT M3IbJIHUTENIHAaTa areHuus IO JieKapcTBaTa
(IB, 6p. 71 or 2007 1.).

(4) Hanumonamnata 3ApaBHOOCUTYpUTEIHA Kaca 3arulialia I[PHIOKEHHUTE JIEKapCTBEHU
MPOJYKTH 1O al. | Ha mpuTexarens Ha pa3pelieHre 3a ThProBUs Ha €O C JIEKAPCTBEHU MPOTYKTH
B cpok 10 30-0 uymcrmo Ha Mecelna, cleABall OTYETHHUS Mecell, Mpe3 KOWTO ca MPHIIOKEHU
JIEKapCTBEHUTE MPOIYKTH.

Ui 10a. (Hos — JIB, Op. 62 ot 2015 r., B cuna ot 14.08.2015 r.) JlekapcTBeHUTE POAYKTH
o wi. 45, an. 13 330, 3a KOUTO HE ca JOTOBOPEHU OTCTBHIIKM IO pefa Ha Ta3u Hapeada, HE ce
3amamar or H30K.

Pazgen 111
(Hom — IB, Op. 62 ot 2015 r., B cus1a ot 14.08.2015 r.)

YcaoBusi, pei, MeXaHU3bM H KPUTEPHH 32 3alJialllaHe H3BbH CTOHHOCTTA HA OKA3aHUTE
METUIIUHCKHU YCJIYTH HA JIEKAPCTBEHH MPOAYKTH, MPUJIOKUMH B 0OJJTHUYHATA MeIMLIMHCKA
MOMOII ¥ BKJIIOYEHH B NMaKeTa, onpe/iesieH ¢ HapeadarTa nmo 4wi. 45, ain. 2 330
(3ara. u3m. — [IB, 6p. 17 o1 2019 1.)

Yn. 10e. (Hos — JIB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) (1) (M3m. — [IB, 6p. 17 oT
2019 r.) HaunonanHata 31paBHOOCUTYpUTENHA Kaca 3aljialla Mo pela Ha Ta3u Hapenda HU3BbH
CTOMHOCTTA Ha OKa3BaHUTE MEAUIIMHCKH YCIYTrH JiekapcTBeHU npoayktu ot I1JIC mo wi. 262, an. 6,
1. 2 3JIIIXM, npuiioxumMu B O0JTHUYHATA METUIIMHCKA TTOMOII ¥ BKIIFOYEHH B MMaKeTa, OMPEJIENICH C
HapenOara o uwi. 45, ain. 2 330:
1. nexapcTBEHU MPOJYKTH, ITpEeIHA3HAYECHH 32 JIEYEHHE Ha 3JI0KaueCTBEHU 3a00JIsIBaHuUs;
2. JeKapCTBEHU MPOAYKTH, TMPUJIAraHU IpPH KUBOTO3ACTpAlllaBalllli KPBHBOM3IMBU U CIELIHU
OIlepaTHBHU U NHBA3UBHU UHTEPBEHIIMY TIPU NALMEHTH C BPOJEHHU KOAryJoNaTuu.

(2) JlekapcTBeHUTE MPOLYKTH 1O aj. 1 ce 3amiamar cies| nojJydaBaHe Ha IMCMEHO 3asiBIICHHE
OT IPUTEKATENs Ha pa3pelIeHneTo 3a ynoTpeda Wi HEroB YI'bJIHOMOIIEH MPEJICTABUTEN, e XKellae
CBhOTBETHUSAT JIEKAPCTBEH MPOAYKT J1a Ce 3aIulallia 1o peaa Ha Ta3u Hapenda ChIIIacHO MPUIIOKEHUE
Ne 1a.

(3) Kbpm 3asBnenmero mo aj. 2 ce Mpuiara KOMWE OT BIISI3IOTO B CHJIAa DEIICHHE Ha
Harnmonanuust cbBeT 10 LIeHU U peuMOypcHpaHe Ha JIEKapCTBEHUTE MTPOTYKTH.

(4) TIpu nocrenBane Ha 3asBienuero no ain. 2 H30K ce 3aapmkaBa:
1. na nepunnpa H30K kox 3a Bceku JIeKapcTBEH MPOIYKT;
2. na Jaje ykKa3aHMs OTHOCHO MPEANHMCBAHETO M OTIIYCKAHETO Ha JIEKAPCTBEHUTE IPONYKTH
Ccb0OOpa3HO TEpareBTUYHUTE CXEMH 3a JIeUeHHE, YCTAHOBEHHM B HAIIMOHAJIHHUS PaMKOB JJOTOBOP 3a
MEIULMHCKUTE AeiHocTy 1o wi. 53, an. 1 330 u nelicTBaiata HOpMaTUBHA ypeaoa;
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3. Ia U3rOTBU CHOTBETHUTE EIEKTPOHHU (OpMaTH 3a JUIaTa, Ha KOMTO 3aIlialia.

(5) B cpok 1o enuH Mecel OT U3rOTBAHE Ha MH(POPMAIUATA 10 al. 4 chlaTa ce MmyOInKyBa
Ha uHTEepHeT cTpanunara Ha H30K.

(6) (Usm. — B, O6p. 49 or 2022 r, B cuma ot 1.07.2022 r.) Haumonamnara
3IpaBHOOCUTYPHUTETHA Kaca aHau3upa u 00001aBa kbM 31 TekeMBpHY Ha ChOTBETHATA KaJICHJapHA
roguHa wHpopmanuaTa 3a BkiItodeHutre B I1JIC mo um. 262, an. 6, 1. 2 3JIIIXM mnpe3 cebmara
KaJleHJapHa TOAMHA JIEKapCTBEHH NMPOAYKTH ¢ HOBO INN, KoeTo He e 6110 BKIIOYEHO B TOCOYEHATA
yact Ha [1JIC npe3 mpenxogHaTa roAnHA, U 32 KOUTO JIEKAPCTBEHH MPOYKTH ca OJIaJICHH 3asBICHUS
mo an. 2 no 30 mekeMBpH Ha chllaTa KalleHJapHa roJuHa. 3arulalllaHeTO 3a Te3H JIEKApCTBEHU
MPOJIYKTH 3all0uBa OT HAYAJIOTO HA CeABaIlaTa KajJeHaapHa roJInHa.

(6a) (Hoea — JIB, Op. 49 or 2022 r., B cuna or 1.07.2022 r.) Hauuonannara
3IpaBHOOCUTYPUTETHA Kaca aHAIM3Upa U 0000maBa kbM 1-BO miau 16-0 YMCIO HA CHOTBETHHS
KaJleHaapeH Mecel nHpopManusra 3a gekapcrBenu nmpoaykt ¢ INN, Bkmtodero B I[TJIC mo wi. 262,
ai. 6, T. 2 3JIIIXM, 3a koeTo 3amiaia, ¥ € HoAaJIeHo 3asBJICHHE 110 al. 2 He IT0-KBCHO OT 24-TO YHCII0
Ha npenxonuus win 10-0 9ucio Ha Mecela. 3arialaHeTo 3a Te3H JIEKapCTBEHU MPOIYKTH 3al0uBa
oT 1-Bo uymucno uinu 16-0 4KCIO Ha CHOTBETHHUA KaJeHIApeH Mecell, B 3aBHCHUMOCT OT JaTaTra Ha
M0/IaBaHe Ha 3asBJICHHUETO.

(66) (Hoa — JIB, Op. 49 or 2022 r., B cuima or 1.07.2022 r.) Hammonamnara
3/IpaBHOOCUTYpUTEIHA Kaca aHaIM3Upa U 00obmaBa kbM 31 IekeMBpU Ha TEKyllaTa KaJeHJapHa
roauHa nHpOpManMsITa 3a JICKapCTBEHUTE MPOIYKTH, 3aIlIalllaHd HA'bJIHO Wik yacTiuaHo oT H30K,
npu kouto B IIJIC mo um. 262, am. 6, 1. 2 3JIIIXM mpe3 kaneHgapHata TOJWHA € BKJIIOYEHO
pasumMpsBaHe Ha TEPAleBTUYHU [OKa3aHWs W/WIM 3a00JNsiBaHUS, TNpPU YCIOBHE Y€ 3a TE3U
TEparneBTUYHU MMOKa3aHUsA W/WiK 3a00JsIBaHUS HE C€ 3aIuialla/T APYr/u JEKapCTBEH/U MPOIYKT/H,
BritoueHH B [1JIC mo uin. 262, an. 6, 1. 2 3JIIIXM, npunaanexamu kbM cbifoto INN. 3amnamanero
3a HOBUTE MOKA3aHUs W/WJIH 3a00JsBaHUs HA TE3U JIEKAPCTBEHH MPOAYKTH 3aro4yBa OT HA4allOTO Ha
clieqBaIlaTa KajueHaapHa roIuHa.

(6B) (HoBa — /JIB, 6p. 49 or 2022 r., B cuma or 1.07.2022 r.) Hauuonannara
3IPaBHOOCUTYPHUTEIIHA Kaca aHalu3upa U 00001maBa kpbM 1-Bo i 16-0 4MCIIO HAa CHOTBETHHS
KaJIeHJIapeH Mecell HHGOpMaIHsTa 3a JIEKapCTBEHUTE MPOAYKTH, 3allJIall[aH! HAITBIHO I YaCTUYHO
or H30K, npu xouto B IUJIC mo wm. 262, an. 6, 1. 2 3JIIIXM e BKIIOYEHO pa3lIUpsBaHe Ha
TeparneBTHYHU TOKa3aHUs W/WIK 3a00JsBaHUS, TIPU YCIOBHE Y€ 3a Te3U TePANEeBTUYHH MOKA3aHUS
u/unn 3a00JIIBaHuUs ce 3aIJama/T Apyr/u JeKapcTBeH/u npoaykT/u, BkiatodeHu B [1JIC no un. 262,
an. 6, 1. 2 3JIIIXM, npunaanexamy kpM cbiioTo INN. 3amnanianeTro 3a HOBUTE TTOKa3aHUS U/ MU
3a00NBaHUs Ha TE€3W JIGKAPCTBEHU MPOAYKTH 3amouBa OT 1-Bo wiau 16-0 4HcIO HAa CHOTBETHUS
KaJIGHJIapeH Mecell.

(7) COUCBKBT C JIEKapCTBEHUTE MPOJIYKTH IO al. 1, 32 KOUTO ca MOJAJACHH 3asBJICHHS 110 aJl.
2, CBhIbpXKANl MEXKIYHAPOAHH HEMATCHTHW HAWMCHOBAaHUS, TBPrOBCKM HAWMCHOBAaHUS U
chOTBeTHaTa fata, oT kosito H30K ru 3arumama, ce mybnukyBa Ha opuIinaiHaTa MHTEPHET CTPAHHUIIA
Ha H30K.

Yn. 10x. (HoB — 1B, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) (1) (M3m. — IB, 6p. 17 oT
2019 r., 6p. 19 or 2020 r.) HaunonanHara 37paBHOOCUTYPUTENIHA Kaca 3aruiallia JIeKapCTBEHUTE
npoayktu mo wi. 10e, an. | Ha M3MBIHUTENHTE HAa OOJHMYHA MEAWIIMHCKA TIOMOIN, OKa3alu
CHOTBETHUTE MEJIUIIUHCKU YCITyTH.

(1a) (Hoea — JIB, Op. 43 ot 2024 1., B cmia ot 17.05.2024 r.) Ha Bceku u3MbIHUTEN Ha
OOJTHWYHA MEIUIIMHCKA MOMOII CE 3aruianiaT OTYeTeHHTEe U ofo0peHu 3a 3amamiade oT H30K B
CHOTBETCTBHE C HOPMATHBHO YCTAaHOBEHUTE M3MCKBAHUS 3a MPEANUCBAHE, OTITYCKAHE M 3arlIalaHe
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JIEKapCTBEHW MpOoAYyKTH 1o ai. 1. 3a Bceku sekapctBeH npoaykT H3OK 3amnama Haii-HUCKaTa
CTOMHOCT 3a €IMHHUIIA aKTHBHO BEIIECTBO OT JIEKAPCTBEHUS MPOAYKT OT BCHYKU JOTOBOPEHHU
CTOMHOCTM B PaMKOBUTE CIIOPa3yMEHHUs, CKJIIOYEHM OT MMHHUCTBPA Ha 3/IpaBEOIa3BaHETO B
KauecTBOTO MY Ha lleHTpasneH opraH 3a MOKYNKHU B ceKTop "3apaBeomnasBaHe’, U CTOMHOCTTa 3a
€IMHUIIA aKTUBHO BELIECTBO OT JIEKAPCTBEHUS MPOJYKT, Ha KOATO MPOAYKTHT € JOCTaBeH Ha
U3IIBJIHUTENUTE Ha OOJTHUYHA MEIULIMHCKA IOMOILL, HE3aBUCHMO JIaJIU T Ca Bb3JI0KUTEIH 10 3aKOHa
3a O0IIECTBEHUTE IOPBUKHU.

(16) (HoBa — JIB, 6p. 43 ot 2024 r., B cuna ot 17.05.2024 1.) JlekapcTBeH MpOAYKT 10 ai. 1
HE MOJKE J1a Ce 3aljalia Ha CTOHHOCT, KOSITO € I10-BUCOKa OT MaKCUMaJIHaTa CTOMHOCT 1O 4J1. 45, ai.
30 ot 330.

(18) (HoBa — 1B, 6p. 43 ot 2024 r., B cmia ot 17.05.2024 r.) B 14-gHEBEH CpOK OT
CKJIIOYBAHETO HA PAMKOBUTE CIIOPa3yMEHHUs 110 aJl. 1a MUHUCTBPBT Ha 3paBEONa3BaHETO YBEIOMSIBA
ynpasutens Ha H30K u ny6nukyBa B EnekTpoHHaTta cucrema 3a 3aKylyBaHE Ha JICKapCTBEHHUTE
npoaykT B PenyOnuka bbirapus nHpopmanus B e1eKTpoHEH (popMar 3a OCTUrHaTaTa Hai-HUCKa
CTOMHOCT 3a €JJMHULA AKTUBHO BEILLECTBO OT JIEKAPCTBEH NMPOIYKT B PAMKOBUTE CIIOPa3yMEHHUsL.

(1r) (HoBa— IB, 6p. 43 o1 2024 r., B cuna ot 17.05.2024 r.) [Ipu npomsiHa B YCIOBUSITA H/HIIN
o0XxBaTa Ha CKJIIOYEHUTE PAaMKOBM CIIOpAa3yMEHHUs MO al. la, B T.4. U IpPU HU3TUYAaHE CPOKa Ha
JEWCTBUETO MM U TIPH JIUTICA HA HOBH PAaMKOBH CIIOpPa3yMEHHsI B HOPMATHBHO YCTaHOBEHHUS CPOK,
MUHUCTBPBT Ha 3/paBeolna3BaHeTo yBenomsiBa ynpaButenss Ha H3OK B 14-mHeBeH cpok oT
HACTHIIBaHE HAa CbOTBETHOTO OOCTOSATENICTBO.

(1x) (Hoa — /1B, Op. 43 ot 2024 r., B cuna ot 17.05.2024 r.) Ha ocHoBanue ui. 45, an. 29a
ot 330 B ciay4yaure, KOraTo HiMa JEWCTBAIO PAMKOBO CIIOPAa3yMEHHE 32 KOHKPETEH JIEKapCTBEH
npoaykr, H30K 3amnama exemeceuyHo BCsika oTyeTeHa U oa00peHa 3a 3amnamane or H30K
OIAaKOBKa OT JIGKAPCTBEH MPOJYKT 110 aj. | Ha MOo-HUCKaTa CTOMHOCT U3MEXly CpeHOIIpeTeraeHara
croitHocT, 3amiateHa oT H30K npe3 mpeaxonnure 6 Mecema 3a TO3M JEKapCTBEH MPOIYKT, U
CTOMHOCTTA, Ha KOSITO CBIIUAT € JOCTaBEH Ha ChOTBETHUS M3IBIHUTEN HA OOJHUYHA MEAMLIMHCKA
IIOMOLI], HE3aBUCUMO JJaJIM TOM € BBH3JI0KUTEIN 110 3aKOHA 33 00IECTBEHUTE MOPBUKH, [P CIa3BaHe
Ha ai. 16.

(le) (Hosa — JIB, 6p. 43 ot 2024 r., B cuna ot 17.05.2024 r.) 3a Bceku JeKapCTBEH MPOIYKT
nmo an. 1 ce m3uMcisABa cpegHonpeTerieHa croiHoct, 3amnateHa or H30K mpes3 npeaxonnute 6
Mecella, B ChOTBETCTBUE C IpylaTa, KbM KOSTO CHUIMAT MPUHAIIIEKHU ChOOpPA3HO IPYNUPAHETO Ha
nekapctBeHuTe npoaykTy B IIJIC no un. 262, an. 6, 1. 2 ot 3JIIIXM, 1o ciaexHUTE KPUTEPUU:

1. B ChOTBETCTBHUE C pelia 3a onpezessiHe Ha pedepeHTHaTa CTOMHOCT Ha JIEKapCTBEHUTE MPOAYKTH
BCSIKA TpyIa e ChbCTOM OT:

a) JIEKApCTBEHUTE MPOAYKTH, ChAbpIKAIM €THO U ChLIO aKTUBHO BemecTBO 1o INN u siekapcTBeHa
(dhopma/TepaneBTUYHO MOKa3aHue, WIn

0) JeKapCTBEHHWTE MPOAYKTH KbM KOHKpPETHAa XMMHYHA TOATPYNA 10 aHATOMO-TEPareBTUYHO-
xumuyHaTa kinacudukamms (ATC);

2. cTOMHOCTTA Ha OOIIOTO KOJIMYECTBO OT BCUUKH JIEKAPCTBEHU MPOAYKTH B CHOTBETHATA IPyTIa IO
T. 1, OTUETEHO OT BCUYKH U3IIBJIHUTEIN Ha OOJTHUYHA MEIUIIMHCKA TTIOMOII U 0JT00PEHO 3a 3aIljialiaHe
ciex meceueH KoHTpodl oT H30K 3a cboTBeTHOTO 1IecTMeceune, ce pa3zess Ha 00II0TO KOJTMYECTBO
€IMHUIIM aKTHUBHO BEIIECTBO OT CHIIUTE MPOIYKTH, OTUETEHO U 000pPEHO 3a 3alJamiaHe 3a ChIIUsI
IIecTMeceUeH Mepuo/I; B pe3yJiTaT ce MojyyaBa CpeJHONpETEerIeHa CTOHHOCT 3a IECTMECEUHETO Ha
€IMHUIIA aKTHBHO BEIIECTBO OT JICKAPCTBEHUTE MPOAYKTH OT TPYIaTa, KOSITO CTOWHOCT € ME)KAMHHA,;
3. Ipu U3YKCISIBAHE HA CPEHOMPETErNIEHaTa CTOMHOCT IO T. 2 ¢ BKJIIOUBAT M OTYETEHHUTE Ha HyJIeBa
CTOMHOCT KOJIMYECTBA OT JIEKapCTBEH MPOYKT;
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4. ompenens ce AOBEPUTENIEH MHTEPBAJ 3a MEKIUHHATA CPEIHONpPETErNIeHa CTOMHOCT Ha €IMHULIA
aKTUBHO BEIIECTBO OT JIEKAPCTBEHUTE IPOAYKTHM OT CBOTBETHATAa Ipyla 3a HIECTMECEUYHETO,
IIpeICTaBsL] JUana3oHa OT CTOMHOCTH, B KOMTO C€ 04aKBa ChIIlATa J1a I0NaHE B OIPEAEIICH IPOLIEHT
Mexay 90 u 99; npoleHTHT 3a ONpeeissHEe Ha JOBEPUTEIHUS UHTEPBAJI CE M3UUCISIBA ChOOpPA3HO
cneur(urKaTa Ha JaHHUTE 32 CTOMHOCTUTE, KaTO Hal-MaJikaTa CTOMHOCT B uHTepBana 90 — 99, 3a
KOSITO B JAaHHUTE CHIIIECTBYBA IIOHE €JHA CTOMHOCT, MO-MaJIka OT MPOU3BEICHUETO 10 T. 5;

5. OKOHYaTenHaTa CpeIHONpEeTerieHa CTOMHOCT Ha €IMHUIA aKTUBHO BEIIECTBO OT JICKAPCTBEHUTE
MPOAYKTH OT rpynara 3a IIeCTMEceYHeTo ce (opmupa KaTo CpeAHOIpETeryieHa CTOMHOCT Ha
BCUYKUTE CTOMHOCTH, TIOMAJAIllY B JOBEPUTEIIHUS UHTEPBAT 11O T. 4;

6. B ciy4yauTe, B KOUTO B JIMalla30Ha OT CTOMHOCTH, OIPEJEICHN Ype3 TOBEPUTEIEH UHTEPBAI I10
pena Ha T. 4, HE TIONaja HUTO €HA CTOWHOCT, OTYETEHA OT M3ITBJIHUTEIN HAa OOJTHUYHA MEIUIIMHCKA
noMoIl U oxoOpeHa 3a 3amamade or H30K 3a choTBeTHOTO IIecTMecedne, OKOHYATEIHATa
CpEIHOIIpETErIEHa CTOMHOCT CEe OIpeess 110 pefa Ha T. 2;

7. 32 BCEKH JIEKapCTBEH MPOAYKT OT rpymnara o T. 1 ¢bc choTBeTHUs: My H30K ko1, onpenenen no
pena Ha un. 10e, an. 4, T. 1, monydyenara mo T. 5 CTOWHOCT Ha €IMHHUIIA AKTUBHO BEILECTBO CE
YMHOXkaBa Mo Oposi €IUHUIN aKTUBHO BEIIECTBO B HErOBaTa OKOHYATENIHA OMIAKOBKA; B PE3YJNITAT Ce
M0JIy4aBa CPpeTHOMPETErIEHAa CTOMHOCT Ha OMTAKOBKA OT JIEKAPCTBEHUS MPOAYKT, 3ariaTeHa or H30K
3a HIECTMECEUYHETO.

(1x) (Hoea — JIB, Op. 43 or 2024 r., B cuna ot 17.05.2024 r.) [lpu u3uucisBaHe Ha
CpeHoIIpeTerjaeHara CTOMHOCT 10 all. 1€ Ha JIeKapCTBEHUS MPOAYKT 3a IPEIXOJHO [IECTMECEUHE Ce
CuMTa MEPUOIBT OT LIECT Mecela, NMPEeAXOoXKJIall ¢ €IUH Mecel] Mecela, 3a KOHTO ce 3aruialia
JIEKapCTBEHUSIT MIPOYKT.

(13) (Homa — JIB, 6p. 43 ot 2024 r., B cuna ot 17.05.2024 r.) Esxkemece4yHo B Cpok 70 25-0
YICIIO Ha MEcella CpeIHOIpeTerieHaTa cToitHocT, 3amiareHa ot H30K npe3 npenxoanure 6 mecena
3a JIEKapCTBEH MPOAYKT 1O all. 1, ¥ ompeieNIeHusIT 10 pefia Ha ajl. le, T. 4 MPOLIeHT 3a orpeessaHe Ha
JIOBEPUTEIIHUS UHTEPBAJI Ce MyOIMKYyBaT Ha MHTepHET cTpanunara Ha H30K.

(1u) (HoBa — ZIB, 6p. 43 ot 2024 1., B cuna ot 17.05.2024 r.) Korato 3a KOHKpeTeH
JIEKapCTBEH MPOJYKT HE MOXKE Ja ObJie onpesiesieHa CToMHO T, 3amamana ot H30K, no pena Ha ain.
1n — 1:x, H30K ro 3amnamia Ha CTOMHOCTTA, HA KOSITO € JOCTABECH Ha ChOTBETHHS U3IILIHHUTESI HA
0OJHMYHA MEIUIIMHCKA MTOMOIII, aKO ChIIaTa € MO-HUCKa OT MaKCHMaJIHaTa CTOMHOCT 1Mo 4i. 45, ai.
30 ot 330. B ciyyaii ye cTOIHOCTTa, Ha KOATO JICKAPCTBEHUST MPOAYKT € I0CTaBEH Ha ChOTBETHUS
W3MBIHUTEN Ha OOTHUYHA MEUIIMHCKA ITOMOII], € TT0-BIUCOKA OT MaKCHUMalHaTa CTOMHOCT 1O 4. 45,
as1. 30 ot 330, H30K 3amutamnia sekapcTBEHHs MPOAYKT IO TOCOYEHATa MAKCHUMAaJIHA CTOMHOCT.

(1x) (HoBa — /IB, 6p. 43 ot 2024 r., B cuna ot 17.05.2024 r.) B cny4aii 4ye nekapcTBeH
MpoayKT uMa otueTeH pazxona B H30K 3a eaus niam noseye Mecely OT MPEAX0IHOTO IECTMECEUHeE,
3a JIEKapCTBEHUS MPOAYKT C€ OIPEEs CPEAHONPETErNIEHA CTOMHOCT 3a €JMHUIA aKTHBHO BEILIECTBO
OT JIEKAPCTBEH MPOAYKT 3a TO3W/TE3W MECEIH 10 peaa Ha ai. 1a — 13.

(1) (HoBa — JIB, 6p. 43 ot 2024 1., B cuia ot 17.05.2024 r.) AxryanHa undopmaius 3a
3aIIaTeHUTE CTOMHOCTH IMpe3 MIeCTMECEUHETOo ce MyOIMKyBa Ha MHTepHeT cTpanunara Ha H30K B
CPOK 70 25-0 4HMCIIO Ha Mecela, CaeABalll IeCTMECEUHETO.

(1m) (HoBa — IB, 6p. 104 ot 2024 r., B cuna ot 1.01.2025 r.) 3a nekapcTBeH NPOAYKT, 3a
KOITO pedepeHTHaTa CTOMHOCT ce M3YHUCIIsABA Upe3 rpylnHupaHe, B KOETO HEe y4acTBaT JIEKAPCTBEHU
MPOJAYKTH HA CHIIMS WIM Ha JPYr/U MpPUTEXKATENIN HA paspelleHue 3a ynorpeda, u 3a KOWTO IMpe3
MPEIXOAHOTO MECTMECEYHE O all. 1K € HaCThIIWIO YBEJIMYECHHUE HA YTBBPACHATA [IeHa 1o 4. 261a,
an. 1 ot 3JIIIXM u/unum yBennueHnue Ha CTOWHOCTTa Ha OTIaKOBKa, U3YKCIIeHa Ha 6a3a pedepeHTHaTa
croitHoct, H30K 3amnama npoaykra Ha CTOWHOCTTa, Ha KOSATO € JIOCTABEH Ha CHOTBETHUSA
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U3IBIHUTEN Ha OOJTHUYHA MEAUIIMHCKA [TOMOIL], aKO ChIIlaTa € Mo-HUCKa OT MaKCUMalHaTa CTOHHOCT
1o wi. 45, an. 30 ot 330. B ciyuaii ue cTOHOCTTa, Ha KOSITO JIEKAPCTBEHUSAT IIPOJYKT € I0CTaBEH Ha
CHOTBETHUSI W3IIBIHUTE] HAa OOJHUYHA MEAWIIMHCKA IOMOII, € I0-BUCOKAa OT MaKCHMAaHaTa
croitHocT o wi. 45, an. 30 or 330, H30K 3amnamia sekapcTBeHUsT MPOIYKT MO IMOCOYEHATA
MakCHMajHa CTOMHOCT. 3aIljIalllaHeTo 10 TO3M PEJ C€ OCBHLIECTBSBA J0 M3THUYaHE Ha 6 Mecela OT
nyonukyBaHe B [TJIC mmo wi. 262, an. 6, T. 2 Ha yBeJIMYCHHUE Ha YTBBPACHATA IIeHa 1Mo Wi. 261a, ai. 1
ot 3JIIIXM wu/unu yBelWueHHE Ha CTOMHOCTTA Ha ONAKOBKAa, M3YMCIICHa Ha 0a3za pedepeHTHaTa
CTOMHOCT 3a ChOTBETHHUS JICKAPCTBEH MPOYKT.

(2) JIekapcTBeHUTE MPOIYKTH 1O ajl. | ce 3amyamar B CiIy4aid, ue ca npeAnucau, NpuiIoKeHn
Y OTYETEHU, KAKTO U MEIUIMHCKHUTE YCIYyT'H Ca OKa3aHU U OTYETCHH IPH YCIOBHATA U MO pela,
ycranoBenn B 330, Hapenbata mo ui. 45, an. 2 330 u HauMOHATHHUS PAMKOB JIOTOBOP 32
MEIUIMHCKATE JeiHocTy no wi. 53, an. 1 330.

Ui 103. (HoB — JIB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r.) (1) (U3m. — JIB, 6p. 17 ot
2019 r.) Hanuonannara 3ApaBHOOCHUTYpHUTENIHA Kaca 3aIulallla Ha M3MBIHUTENUTe Ha OOJHUYHA
MEIUIIMHCKA TOMOII] 32 IPUJIOKEHU OT TSAX MPU U3BBHPILIBAHE HA MEIULIMHCKUTE YCIYTH JIEKApPCTBEHH
npoayktu o wi. 10e, an. 1 cinen npeacrapsiHe Ha hakTypa WK eJIeKTPOHHA (pakTypa; cnenudukanms
3a IPUIIOKEHU JIEKaPCTBEHH MPOJYKTH U CHOTBETHU OTYETH 32 JICYCHHE C JICKAPCTBEHU MPOAYKTH,
Mpuiarany B 00JIHMYHATA MEIUIIMHCKA ITOMOII] IT0 00pa3Iy ChITIACHO HAIIMOHAHUS PAMKOB JIOTOBOP
3a MEIUIUHCKATE aerHocTu no wi. 53, an. 1 330.

(2) U3nbiauTENIMTE HA OOJTHUYHA MEIUIIMHCKA IIOMOIII ITPEICTABAT OTYETHUTE JOKYMEHTH I10
an. 1 exemece4yHO B ChOTBETHaTa pallOHHA 3PAaBHOOCHUTYPHUTENIHA Kaca MO YTBBPACH Ipaduk a0
ocMus pabOTeH JIeH Ha Mecella, ClIeBaIll OTYETHUSI.

(3) Haumonannara 31paBHOOCHUTYpUTEIHA Kaca 3aruiala €KEeMECe4YHO JIEKapCTBEHUTE
npoayktu 1o wi. 10e, an. 1 cien npoBepka Ha OTYETHUTE JOKYMEHTH 1O ai. 1.

(4) InamanusTa Ha U3MBJIHUTENNTE HA OOJHMYHA METUIIMHCKA MOMOII C€ M3BBHPIIBAT OT
P30K gm0 30-0 uncio Ha Mecelia, cjieaBalll OTUETHHUS.

(5) IpunoxeHuTe U OTUYETEHU JIEKAPCTBEHM NpoaykTu mo wi. 10e, an. 1 ce 3ammamar npu
YCJIOBHS U IO peJl, OTpe/IeJIeH! B Ta3u Hapenoa u ckimodeHuTe mexay H30K u usnbaHuTenure Ha
OOJTHUYHA MEAUIIMHCKA ITOMOIII JOTOBOpH 1o wi. 59, an. 1 330.

. 10u. (HoB — JIB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r., usm., 6p. 17 ot 2019 1.)
JlekapcTBenuTe npoaykTH 1o wi. 45, an. 21 330, 3a KOUTO HE ca JOTOBOPEHH OTCTHIIKH MO pea Ha
Ta3u Hapenba, He ce 3amtamar ot H30K.

Yn. 10kx. (Hos — [IB, Op. 17 ot 2019 1.) (1) (U3m. — IB, 6p. 19 ot 2020 r.) 3a nexkapcTBeH
MPOJYKT, 32 KOMTO € OIpe/IeNieHo MpocieasiBaHe Ha edeKTa OT TepanusiTa chriacHo wi. 259, an. 1, 1.
10 3JIIIXM, H30K wu mnpurexarensT Ha pa3pelieHueTo 3a YNnoTpeOa/HeroB YI'bIHOMOILIEH
MIpeICTaBUTEN MOTaT Ja JOTOBOPSAT 3aIljlalllaHe Bb3 OCHOBA Ha pe3yJiTaTa OT Teparuara.

(2) (U3m. — 1B, Op. 19 ot 2020 r.) IIpu ckiroyeH A0roBop 3a 3amJjallaHe Bb3 OCHOBA Ha
pesyJiTara ot Tepanuara 3a cpoka Ha npociueasBaneTo H30K 3amnamnia gekapcTBeHHs TPOAYKT MPHU
ycinoBusTa Ha Wi 10x.

(3) (M3m. — [IB, 6p. 19 ot 2020 1.) B moroBopa mo ai. 2 ce J0roBapsAT KOHKPETHU TOKa3aTeNn
3a mpocneasBaHe Ha e(deKkTa OT Tepamusita B CHOTBETCTBHE C YCJIOBHATa W KPUTEpUUTE 32
mpociensBaHe Ha edekTa OT Tepamusara, ompeneieHn OT HaruoHamHuss ChbBEeT MO IIEHH U
penMOypcrpaHe Ha JICKapCTBEHUTE TTPOTYKTH.

(4) (Hom. — JIB, 6p. 19 ot 2020 r.) JleueOHUTE 3aBeeHNUS, B KOUTO C€ MpOCiensBa epexThT
OT TepamnusTa chboOpa3HO KpUTEpUUTE MO aji. 3, MpeAocTaBAT chOpaHaTa MH(OPMALUS 3a BCEKH
JIEKapCTBEH TPOMYyKT Ha HamnwmoHamHus CHBET MO IEHW U PEeUMMOypCHpaHE Ha JICKapCTBEHHUTE
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MIPOAYKTH, KOUTO OT CBOsI CTpaHa s 00paboTBa BHB BUJI, IMOAXOJIAII 32 aHAIHW3, M Ha BCEKU MIECT
Mmecena s npeaoctasst Ha H30K, npu ycnoBusTa u o pena Ha HapeabaTa mo wi. 261a, an. 5 3JIITXM.

(5) (U3m. — AB, 6p. 19 ot 2020 r.) Komucus B nienTpannoto ynpasienne Ha H30K u3swpiiBa
aHaIM3 Ha MoyiydyeHata uMHpopMmanus nmo an. 4 3a nenure Ha e()EeKTUBHOTO M LEIeChOOpazHO
pa3xoiBaHe Ha MyONIWYHH cpeacTBa. B aHanmm3a ce mocoyBa OpoAT Ha MALMEHTUTE, IPU KOUTO €
HAJIMIIE JIUTICA Ha PE3yJITaT OT TepalusiTa ChC ChbOTBETHUS JICKAPCTBEH MPOAYKT IMpe3 MepHoja, 3a
KOHMTO ce oTHAacsi HH(opMaIHsITa.

(6) (M3m. — 1B, 6p. 19 ot 2020 r.) Bp3 ocHoBa Ha ananu3a nmo ai. 5 H30K wusrores u
MPEIOCTaBs Ha MPUTEXKATEIIS Ha pa3pelIeHUEeTo 3a yrnorpeda Ha JCKapCTBEHHSI MPOIYKT HIIM HETOB
YITBTHOMOMIEH MpeJICTaBUTEN crpaBka 3a 3amarenute o H30K cpeicTBa 3a nexkapcTBEHHS TPOTYKT
1pe3 OTHOCHUMHMS MEPHOJ 3a MAIUEHTUTE, PH KOUTO € HaJUIIe JIUICAa Ha Pe3ysTaT OT TepanuAra,
KOSITO ChIbpIKa:

1. naHHM 3a OpOs MAIMEHTH, IPU KOUTO € YCTAaHOBEHA JIMIICA HA Pe3yJTaT OT JICYEHUETO ChIIacHO
MoKa3aTeInTe, yrOBOPEHH B JOTOBOPUTE I10 ajl. 2;

2. mepuoja, 3a KOWTO € YCTAaHOBEHO, Y€ ¢ Ouiia HaJMIIe JIUICAa Ha pe3yiTar, U ChOTBETHHS OpoOi
OMAaKOBKU OT JIEKapCTBEHMsI MPOAYKT, 3aruiareHn oT H3OK 3a mepuopma, 3a KoWTO ce oOTHacs
CIpaBKaTa.

(7) (HoBa— 1B, 6p. 19 ot 2020 r.) [To rickaHe Ha pUTEXKATEIIs HAa pa3peIIeHUETO 3a yroTpeda
H30K mpenocraBs aHOHMMM3MpaHH JaHHU OTHOCHO TIOKA3aTENIHMTE, Bb3 OCHOBA HA KOUTO €
YCTaHOBEHA JIUTICAaTa Ha PE3YJITAT OT JICYCHUETO 32 BCEKH OT ChOTBETHUTE NAIIMEHTH, TAHHA OTHOCHO
7e4eOHOTO 3aBEJICHHE, B KOETO € Mpocie/ieH ePeKTHT OT TepanusTa, KOUTO HE ChIbPIKAT JTaHHHU, YPe3
KOUTO MOXe Jia ObJie HIeHTH(DUIIUPAH KOHKPETCH MAIMCHT.

(8) (Hosa — /1B, 6p. 19 ot 2020 r.) B 7-aHeBeH cpok OT MojiydaBaHe Ha CpaBKaTa 1o ai. 6
MPUTEKATEIAT HA Pa3pEUICHUETO 3a YIOTpeda Ha JIGKAPCTBEHUS IIPOIYKT HIIM HETOB YITBJIHOMOIIICH
MpeJICTaBUTENl UMa MPaBO Ha MUCMEHO Bb3paxeHue, koero H30K pasrnexna B cpok 10 2 JHU U
YBEIOMSIBA MMUCMEHO NPUTEKATENSI HA Pa3pEIICHUETO 3a ynoTpeda WM HErOBHUS YII'BIIHOMOIICH
MIPEJICTAaBUTEI 32 CBOCTO PEIICHHE.

(9) (HoBa — 1B, 6p. 19 ot 2020 r.) KoraTo He € mOoCThIIIO Bh3paKeHUE B CPOKa 10 ajl. § Uiu
KOTaTO MOCTBHIIIIOTO BB3PAXKEHUE € OTXBBPICHO U3IswI0 Win yactnaHo, H30K u mpurexarenst Ha
pa3penieHneTo 3a yrnoTpeda WM HErOB YI'BIHOMOIIEH IMPEICTABUTEN TOJIIMHMCBAT MPOTOKOI MO
obpasery cbriacHo mnpuioxkeHue Ne 2. B 10-m1HeBeH CpoK OT HOJANMCBAHETO Ha MPOTOKOJA
MIPUTEKATENAT Ha Pa3peUICHUETO 3a yoTpeOa Ha IeKapCTBEHUS MPOAYKT UM HETOB YII'BIHOMOIIEH
npencraBuTen Bb3cTaHoBaBa Ha H30OK 3amatenute cpeacTBa 3a MallieHTUTE, IPU KOUTO € HAIIUIE
JUTICa Ha Pe3yaTaT OT TepanusTa ¢ JeKapCTBEHUS MPOTYKT.
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I'naBa Tpera
YCJIOBUS, PEJ, MEXAHU3BM U KPUTEPUU 3A 3ANIVIAIIAHE HA MEJJUIIUHCKHA

N3JAEJUA U JUETUYHU XPAHU 3A

CIHEHUAJIHA MEJIMIITUHCKU LEJIN
(3aru. u3m. — /1B, 6p. 17 o1 2019 1.)

Pazgen I (Hos - /IB, 0p. 48 ot 2014 1.)
YciaoBus, pea, MeXaHU3bM M KPUTEPUH 3a 3aMIalllaHe HA MeTHIIUHCKH H3/1eJIusl

(3ara. usm. — /IB, 6p. 17 o1 2019 1.)

U 11. (M3m. — 1B, 6p. 48 o1 2014 1.) (1) (U3m. — [IB, 6p. 49 o1 2022 1., B cmuta ot 1.07.2022
r.) Haunonannara 3npaBHOOCUTypUTeIHA Kaca 3amama 3a MU, Bkitodenu B cnucbka o Hapenba
No 7 ot 2021 r. 3a ycinoBusTa U pelia 32 ChCTaBsiHE HA CIUCHK HA MEAUIIMHCKUTE U3aenus mo wi. 30a
oT 3aKOHA 3a MEIUIIMHCKUTE U3JETHUS U 32 ONpEENIIHE HAa CTOMHOCTTA, 10 KOATO T€ Ce 3aruiamaT
(IB, 6p. 20 ot 2021 r.) (Hapen6a Ne 7 ot 2021 r.), 3a KOUTO € OompeiejeHa CTOMHOCTTA, JI0 KOSATO TE
ce 3arulauiar 1o peja Ha IJjiaBa Tpera, pas3zaen | ot HapenOara.

(2) MemuuuHCKUTE U3EIUs TO aji. | cieasa Ja OTroBapAT Ha M3MCKBaHuATa Ha 3MU u
MOA3aKOHOBUTE HOPMATHUBHU aKTOBE 110 HETOBOTO MpUJIaraHe.

Un. 12. (U3m. — IB, 6p. 48 o1 2014 1.) (1) (U3m. — B, 6p. 62 o1 2015 1., B cuma ot 14.08.2015
r.) MenuuuHcKuUTe U3AeNus, MPUJIaraHy B yCIOBHUATa Ha U3BbHOOIHUYHATA MEUIIMHCKA ITOMOII, Cca
NpeAHa3HauYeH! 3a 3a00JIIBaHUs, ONpeIe]IeH! B CIIMChKa 1o wi. 45, an. 4 330.

(2) (Hom. — IB, 6p. 95 ot 2018 r., B cuna ot 16.11.2018 r.) MeaumuHckuTe M3ISIH,
MIpUJIaraHy B YCIOBUATA HA OOJTHUYHATA MeIULIMHCKA oMo, ce 3aramat ot H30K u3BbH nienure
Ha CHOTBETHUTC KJIMHUYHHM IThTEKH, B W3IIBIHCHHWE HA JIOTOBOPHUTE 332 OKa3BaHE Ha OOJIHHYHA
MEJIUIIMHCKA TIOMOIIl, CKJIIFOYEHH MEXAY M3IBJIHUTEINTE Ha MEAUIIMHCKA IMOMOII M JUPEKTOpa Ha
ChOTBETHaTa pailonHa 3apaBHoocuryputenta kaca (P30K), ¢ uskmouenne na MU, kouto H30K
3ariama Ha TPOM3BOJUTENM WM TBHProBUM Ha enpo ¢ MU unm TeXHM ymbIHOMOIIECHU
npenacraBuTen, ckiarounau goropopu ¢ H30K 3a nocraska Ha MU no pena Ha Hapen6ara o wi. 11,
an. 1.

Un. 13. (U3m. - B, 6p. 67 ot 2011 r., Op. 48 or 2014 r.) (1) Hamumonamnara
3IpaBHOOCUTYpUTEIHA Kaca B CBHOTBETCTBHE C MPEIBUICHUTE CpeAcTBa B OlO/pkeTa CcU 3a
ChOTBETHATA KaJICHJapHa TOJIMHA €KEroJHO ompeens rpynute MU, KakTo U CTOMHOCTTA, IO KOSTO
T' 3aruiaiia, py YCJIOBUATA U 10 peja Ha HapenbaTa o ui. 11, an. 1.

(2) ExeronmHo, cien NMpUKIIOYBaHE Ha Mpolleaypara mo Hapembara mo wi. 11, amn. 1 3a
orpezensiHe Ha CTOMHOCTTA, 10 kKosaTo H30K 3amnama MU, npunaanexamu keM egxa rpyna, H30K
CHhCTaBs:

1. cmucwk ¢ MU o rpymnu, kouro H30K 3amnama B ycrnoBusiTa Ha M3BbHOOTHUYHATA METUITMTHCKA
IIOMOMI, ¥ CTOMHOCTTA, A0 KosATo H30K 3annama 3a Beska rpyna;

2. (u3m. — JIB, Op. 95 ot 2018 1., B cuna ot 16.11.2018 r.) cnucek ¢ MU no rpynu, kouro H30K
3ariania B yCJIOBUsATA Ha OOTHHYHATA MEIUIIMHCKA MTOMOII], U CTOHOCTTa, 10 Kosito H30K 3amnarma
3a BcsKa rpyrma Ha:

a) 1e4eOHU 3aBE/ICHUsI B U3ITBbJIHEHNE Ha JJOTOBOPUTE 32 OKa3BaHE Ha OOTHUYHA METUITMHCKA TTOMOIII,
CKIIFOYEHU MEXKTY U3I'BJIHUTEIN Ha MEIUIIMHCKA ITOMONT ¥ AUpeKkTopa Ha choTBeTHaTa P3OK;

0) TPOM3BOAUTENM WM THPrOBIHM Ha eApo ¢ MU uiam TeXHW YIBIHOMOIIEHU MPEICTABUTEIH,
ckmounu goroopu ¢ H30K 3a nocraska Ha MU no pena Ha Hapenbata o ui. 11, an. 1.

(3) (Jom. — JIB, 6p. 17 ot 2019 r.) Cnucwiute mo ain. 2 ca cho0pa3eHu ¢ pe3yNTaTUTe OT
npolieaypara mo onpejaesssHe Ha cTOMHOcTTa, 10 KoAto H3OK 3amnama MeauuuHCKUTe U3Aenus
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chriacHo Hapenoata mo wi. 11, an. 1 u ¢ wi. 30, ain. 1 ot Hapen6aTa mo wi. 11, an. 1 u BMu3aT B cuiia
ot | ssHyapu Ha ciieBamniara KajJeHaapHa TOAnHA.

(4) (HoBa — JIB, 6p. 17 ot 2019 1.) Koraro crniuchiure He ObJIaT CHCTABCHH U YTBBPACHU B
CpOKOBeTe, omnpezaeneHu B Hapendara mo wi. 11, am. 1, H30K 3amnama MU ot cnuceumre u 10
CTOMHOCTTA, ONpE/esIeHa MPU NOCIEAHATa MIPOLEaypa, HO HE MO-KbCHO OT 31 MapT Ha Tekyliara
rOJUHA.

(5) (Hoa — 1B, 6p. 17 ot 2019 1.) Korato g0 1 anpui Ha TekyiaTa ToJuHa HsIMa BJIE3JIU B
CHJIa HOBH CIIMCBHIM MO al. 2, MO0 M3KIIOYEHHE, C 1eJI HEJOMyCKaHe OrpaHnYyaBaHe HAa JOCThIA Ha
3/IpaBHOOCUTYpeHuTe Juia 10 MU, ciiiebluTe OT nmocienHaTa npoueaypa npoabhkaBar 1eHCTBUETO
cu 1 H30K mpoxwsmkasa na 3amnama MU oT T4X, 10 CTOWHOCTUTE U MIPU YCJIOBUSATA, ONPEAEICHU
IIpU [IOCJIEHATA [TPOLEypa.

Un. 14. (M3m. — IB, 6p. 48 ot 2014 r.) (1) (U3m. u mon. — [IB, O6p. 17 ot 2019 1.)
Hanmonannara 3apaBHOOCUrypuTenHa Kaca 3amiana MU ot cnucsuure no wi. 13, an. 2, 3a KouTo
ca CKJIIOUEHU JOrOBOpH 3a JocTtaBka Ha MU ¢ mpou3BoauTeny WM ThpProBUU Ha enpo ¢ MU umu
TE€XHH YIbJIHOMOIICHH MPEACTAaBUTENH WU ca MOAaJeHU MUCMEHHU 3asBieHus mo wi. 30, an. 4 ot
HapenOara mo wi. 11, an. 1, oT mpou3BOAUTENNTE WU THPTOBIUTE HA €IPO C MEAUIIMHCKU U3EIUS
W/WJM TEXHUTE YITBITHOMOIIICHU MPEICTaBUTEIH.

(2) Hamumonannara 3apaBHOOCHUTIypUTeNHa Kaca 3amiama MU mo an. 1 no croiiHocTure,
IMOCOYEHH B CIIMCBIMUTE 110 4. 13, ai. 2.

(3) B cinyuyaute Ha moroBopenu orcthiikn H30K 3amnama g0 HamaneHarta ¢ pa3mepa Ha
OTCTBIIKaTa ChOTBETHA CTOMHOCT 1O aj. 2.

(4) Hartmonanmuata 3paBHOOCUTYpUTENHA Kaca 3amaiia MU no otueTenara cToifHOCT, HO He
[OBEYE OT CTOMHOCTTA 110 ai. 2 u 3.

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

Un. 15. (U3m. — JIB, Op. 48 ot 2014 r.) (1) HamuonanHaTta 3apaBHOOCUTYpUTETHA Kaca
IIpeyCcTaHOBsBA 3amtanaseTo Ha MU B ciieqnuTe cinyvau:

1. npu 3ammuaBane Ha MU oT cnuchbka Ha MemuuuHCKuTe m3fenus no 4wi. 30a ot 3akoHa 3a
MEJUIIMHCKUTE U3/IEHs, U3BBPIIEHO IO penia Ha Hapeabarta mo ui. 11, an. 1;

2. mpu ToJlaBaHe OT JuIlara o 4i. 14, an. 1 Ha 3agBleHue chriacHo mpuinoxkeHue Ne 30, ue xenast
Jla ce MPeKpaTy 3arjailaHeTo Ha CbOTBETHOTO M.

(2) B 3asBnenuero mo an. 1, T. 2 ce MocouBa CPOKBT, 10 KOWTO Ile OBAAT OCUTYpsIBAHU
KOJIMYECTBa OT ChOTBETHUTE MM, KOITO HE MOXKe J1a ObJIe MO-KpaThK OT TPU MeEcella.

(3) B 3aBucumoct oT Aararta Ha Ioj1aBaHe Ha 3asBieHuero no ai. 1, 7. 2 H30K npeycranossiBa
3aIuIalllaHeTO Ha ChOTBETHOTO MM OT 1-BO 4MCIIO Ha KaJIeHIapHUS Mecel, ClelBalll U3TUYaHe Ha
CpoKa 1o ai. 2.

Yn. 16. (1) (U3m. — [IB, 6p. 48 oT 2014 r.) 3a otnyckane Ha MU ot cniuchka no wi. 13, an. 2,
T. | H30K ckirouBa 4OrOBOPH C JIMLIA, TOJIYYUIIU paspewenue no wi. 229, an. 2 3JIIIXM 3a Teprosus
Ha JPeOHO C IEKapCTBEHH MPOTYKTH.

(2) (Homa - IB, 6p. 48 ot 2014 r.) KoraTo nuiero no ai. 1 u ppKOBOAUTENAT HA aniTeKaTa He
CHBIIAJIAT, IOTOBOPHT CE ChIIIACYBA U OT PHKOBOJIUTEINSI HA alTeKaTa.

(3) (M3m. - 1B, 6p. 67 ot 2011 r., mpeaumnHa ain. 2, u3Mm., op. 48 ot 2014 r., 6p. 49 ot 2022 1.,
B cuna ot 1.07.2022 r.) dorosopure mo ai. 1 ce ckmouBaT upe3 nupekropa Ha P30OK, Ha yusto
TEPUTOPHUS € anTeKaTa, IPU YCIOBUS U MO PeJl, yCTAaHOBEHU B ChOTBETCTBHE ¢ wil. 45, an. 17 330.
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(4) (ITpegumna an. 3, usm. — /IB, 6p. 48 ot 2014 r.) HanmonanHara 34paBHOOCUTYpUTETHA
Kaca 3aruiaiia Ha Jiiara o aju. 1 3a ormycHaru ot Tsx MU cien npeacraBsiHe Ha €EKTPOHEH OTYET,
M3rOTBEH ChOOPA3HO eNEKTPOHHUA (hopMmaT, MyOIMKyBaH Ha HHTEpHET cTpanunaTta Ha H30K.

(5) (Ilpepumna an. 4, u3m. — /1B, 6p. 48 ot 2014 r.) OtnycHarure u otyerenu MU ce
zarutamat ot H30OK npu ycinoBus u o pej, onpeieneHu B Ta3u Hapea0da U CKI0YEHUTE JOTOBOPH.

Y. 16a. (Hoe — 1B, 6p. 48 ot 2014 r.) HanmonanmHaTa 31paBHOOCHTYpUTEITHA Kaca 3arialia
3a MU no un. 16, an. 1 Ha oTImycHanuTe I'M anTeKH B CPOKOBETE, ONPEICICHH 3a 3alllallaHe Ha
JIEKapCTBEHUTE MPOIYKTH 3a IOMAIIHO JICYeHHEe ChITIACHO T1aBa BTopa, pasen L.

Y. 166. (Hos — /IB, Op. 48 ot 2014 r.) (1) Hanimonanuara 31paBHOOCUTYPHUTETHA Kaca JaBa
yYKa3aHHsI OTHOCHO pefia 3a NpeAnucBane u orinyckade Ha MU ot cniucbka no wi. 13, an. 2, 1. 1.

(2) Ykazanusta no ain. | ce myOimkyBar Ha MHTepHET cTpanunara Ha H30K.

Yn. 168. (Hos — JIB, 6p. 48 ot 2014 1.) (1) (om. — JIB, 6p. 95 o1 2018 1., B cuita ot 16.11.2018 1.)
Harmonanmuara 31paBHOOCHTYpUTENIHA Kaca 3amiama MU ot cnimewka no un. 13, an. 2, 1. 2, OykBu
"a" u "0" Ha JeyeOHUTE 3aBeJCHUS, CKIFOUIIN 1oroBopH 1o wi. 20, ai. 1, T. 4 330 3a oka3BaHe Ha
OOJHMYHA MEAMIIMHCKA MOMOII M HA MPOU3BOIUTENIN WIM THProBIM Ha eapo ¢ MU wim TexHu
YITBJIHOMOIIIEHU TpeacTaBuTeny, ckmounian goropopu ¢ H30K 3a gocraBka Ha MU mo pena Ha
Hapeabara o wi. 11, am. 1.

(2) MenuuuHckuTe U3Aenus 1o ai. 1 ce 3amnamar npyu Hajluuue Ha CJISAHUTE YCIOBUS:

1. BIOXEHU ca NPH M3MBIHCHUE HA KIMHWYHA ITHTEKA CHhIIIACHO M3MCKBAHUATA HA JUATHOCTHYHO-
JIedeOHUTEe aIrOPUTMHU 32 HM3MBIHEHHE HA CHOTBETHATa KIWHUYHA IThTEKA, YCTAHOBCHH B
HallMOHATHUTE PAMKOBH JIOTOBOPH, IPHJIOKUMU TIPE3 CHOTBETHATA T'OAMHA;

2. (mom. — 1B, Op. 17 ot 2019 r.) M3mrbIHEHU Cca U3UCKBAHUATA, CBbP3aHM C OKa3BaHE Ha OOJHUYHA
MEIMIIMHCKA TOMOII, YCTAaHOBEHH B HAIMOHAIHUTE PAMKOBH JOTOBOPH, NPUIOKUMHU IIpe3
ChOTBETHATA rOJIMHA, KAKTO U YKa3aHUATA O TAXHOTO MpHUJIaraHe;

3. (u3m. — [IB, 6p. 95 ot 2018 1., B cuna ot 16.11.2018 1.) oTueTeHu ca oOT JieueOHUTE 3aBEACHUS 110
an. 1 mo pena, yCTaHOBEH B HAllMOHAIHUTE PaMKOBU JOTOBOPH, MPUIOKHMH IpPE3 ChOTBETHATA
TOJIMHA.

3) (dom. — 1B, 6p. 95 or 2018 r., B cuma or 16.11.2018 r.) Haumonamnara
3IpaBHOOCUTYpHTEINIHA Kaca 3arutama MU ot ciuckbka mo wi. 13, an. 2, T. 2, OykBa "a" Ha neueOHUTE
3aBeICHUs 10 ajl. | clieq mpeACTaBsiHe Ha CICHUTE MbPBUYHU MEIUIIMHCKU U (PMHAHCOBO-OTYETHU
JTOKYMEHTH:

1. dpakTypa niaM eneKTpoHHa QaKTypa;

2. crienu(UKalys 3a BIOKEHUTE MEIUIIMHCKU U3JIENHS 110 ChOTBETHATA KIIMHUYHA MIBTEKA;

3. ex3eMIUIsIp Ha GOPMYIISP 3a BIOKEHU METUITUHCKU U3/ENs, CTOHHOCTTA Ha KOUTO CE€ 3arjalia ot
H3O0K u3BbH LIeHaTa Ha KIMHUYHATA IHTEKA.

(4) (U3m. — IB, 6p. 95 ot 2018 1., B cuna ot 16.11.2018 r.) JIeueOuuTe 3aBeneHus mo ai. 1
MPEACTABAT OTUETHUTE TOKyMeHTH exemecedHo B P3OK mo yrBbpeH rpaduk, onpeneneH mno pena,
YCTaHOBEH B HAIIMOHATHUTE PAMKOBH JOTOBOPH, IPHJIOKUMH TIP3 CHOTBETHATA TOAMHA.

(5) ®opMaThT Ha OTUETHUTE JOKYMEHTH CE€ JIOTOBapsl B HAIIMOHATHUTE PaMKOBHU JIOTOBOPH,
MPUIIOKUMU TIPe3 ChbOTBETHATA TOMHA.

(6) (HoBa — JIB, 6p. 30 ot 2015 r., u3m., 6p. 95 ot 2018 r., B cuna ot 16.11.2018 r.) Korato
Ipy W3MBIHCHWE Ha KIWHWYHATA MHTEKA Ca BIOXKEHH EJIIEMEHTH OT MEIUIUHCKH W3JeNus,
MIPUHAISKAIM KbM TTOBEYE OT €IHO IPYIHUPaHe ChIVIACHO CIUChIMTE 1O Wwi. 13, an. 2, T. 2, OykBU
"a"u"6", H30K 3amaiia cToiHOCT, KOATO € cOOp OT LIEHUTE MO eIEMEHTH, OTPa3eHH BbB (haKkTypara,
HO HE TMMO-BHCOKA OT HaW-BHCOKAaTa CTOMHOCT, TOCOYEHA B CIUCHKA 32 CHOTBETHOTO TPYMHUPAHE, OT
YUUTO €JIEMEHTHU € ChCTaBEHa BIIO)KEHATa CHCTEMA.
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(7) (Hoea — JIB, Op. 95 ot 2018 r., B cuma ot 16.11.2018 r.) Hanmonamnara
3[paBHOOCUTYpUTENHA Kaca 3arutama MU or cnuceka mo wi. 13, am. 2, 1. 2, OykBa "0" Ha
MIPOM3BOIUTENIN WU THPrOBIH Ha epo ¢ MU win TeXHU YITbITHOMOIICHH TPEJCTABUTEINH MO ail. 1
CIIe/] IPEJICTaBsIHE Ha CIETHUTE JOKYMEHTH:

1. bakTypa unm enexkTpoHHa akTypa;

2. 00o0mieHa crpaBka 3a JOCTaBEHUTE U BlioxkeHuTe MU o chbOTBETHH KIIMHUYHU TbTEKU, OTYETEHU
OT JIe4ueOHUTE 3aBeJIeHus Mpe3 NMPEeAXO0IHUs KaneHaapeH Mecel, noiaydeHa or H30K B usnbinenue
Ha JJOrOBOpHTE 3a JocTaBka Ha MU o pena Ha HapenOaTa mo wi. 11, an. 1;

3. cneuudukanus 3a J0CTaBeHUTE U BiokeHHUTe MU 1Mo ChOTBETHH KIMHUYHU IBTEKH Ipe3
MPEIXOAHUS KAJIEHAapEeH MeCell, ChOTBETCTBAIlA Ha KOJIMYECTBATA 110 CIIpaBKaTa 1o T. 2.

Ui l6r. (Hos — IB, Op. 48 ot 2014 1., mom., 6p. 95 ot 2018 r., B cuna ot 16.11.2018 r.)
Hannonannara 3/1paBHOOCUTYpHTEIIHA Kaca 3ariialia exxeMeceuno Bioxkenute MU no un. 13, an. 2,
T. 2 ciel MpoBepKa Ha JOKYMEHTUTE o wi. 168, ait. 3 u an. 7 go 30-0 4uciao Ha Mecela, cleBalll
OTYETHHUSI.

UYn. 17. (1) Ilpon3BoAUTENAT UM HETOB YIIBJIIHOMOIIEH NMPEACTABUTEN € AIIBKEH J1a YBEIOMU
H3OK B cirydanre Ha:
1. (m3m. — JIB, Op. 48 ot 2014 r.) mpoMsiHa Ha THProBIUTE Ha €IpoO, KOUTO Ie AoctaBaT MU no
anrTekuTe/nedeOHuTe 3aBefeHus, ckimoumm gorosop ¢ H30K;
la. (HoBa — /IB, Op. 48 ot 2014 r.) npomsina B nH(pOpManmsTa 1Mo wi. 5, an. 1 u wi. 8 ot Hapegdara
moun. 11, an. 1;
2. (mom. — /1B, 6p. 48 ot 2014 r.) mpyru 00CTOSATENCTBA, CBBP3aHU C OCHTYPSBAHE W 3aIUIallaHe Ha
MU.

(2) YBenomiienueTo 1o ai. 1 ce u3BbpIIBa B 7-THEBEH CPOK OT HACTHIIBAHE HA TPOMEHUTE.

Pazaen 11
(Hos - /IB, Op. 48 o1 2014 r., u3m., 6p. 104 ot 2024 1.)
YcioBusi, pel, MEXaHH3bM U KPUTEPHUH 32 3aMUIalIAHe HA THETHYHH XPAHH 32 CIIEIHATIHI
METUIUHCKHU eJTH
(3ara. u3m. — [IB, 6p. 17 o1 2019 1.)

UYn. 18. (U3wm. - IB, 6p. 67 ot 2011 r., 6p. 48 ot 2014 r., nom., 6p. 62 ot 2015 ., B cuna ot
14.08.2015 r., u3m., Op. 17 o1 2019 1., 6p. 104 o1 2024 1.) (1) Harmonanuara 31paBHOOCUTYPHUTEITHA
Kaca 3arJiaiia 3a JOMAIIIHO JieueHue Ha teputopusara Ha crpanara JIXCMI] no un. 1, 1. 7, kouto
OTrOBapsT Ha CIEAHUTE YCIOBUS:

1. ©MaT perucTpanus OT MUHHUCTBPA Ha 3JpaBeONa3BaHETO Ha OCHOBaHME wil. 76, ain. 1 oT 3akoHa 3a
XPaHUTE;

2. BKJIIOYEHH ca B MMyOJUYHUS PErHCThp HA MUHHUCTEPCTBOTO HA 3/IpaBeona3BaHETO 1o Wwi. 24, ai. 2,
T. 2 OT 3aKOHa 3a XpaHMTE 3a MycHaTuTe Ha nasapa JXCMII;

3. mpeaHa3HaYeHHU ca 3a 3200 sIBaHMs, ONIPEJIeNIeHH B clIuchKa 1o wi. 45, an. 4 330;

4. 3amamaT ce ype3 ChOTBETHUTE CHCTEMH 3a 3aIljalllaHe ¢ MyOJIMYHU CPeJICTBAa B MOHE TPU OT
IbpXKaBUTe — YiIeHKU Ha EBpomelickus cbio3, MPU CHIIWTE WHIUKALMU WIK 3a00JsBaHUS WU ca
samnamanu ot H30K npe3 nocnenuure S roagnHu;

5. BKitoYeHH ca B CIUCHK € TUETHYHU XPaHHU 3a CIIeUaTHU MEIULIMHCKH 11eJTH, 3aIlJIalllaHy HAIThJIHO
nmu yactuuHo ot H3OK, onpenensin exeroqno or Hagzopuus ceBer Ha H30K mo pena Ha to3u
paszzeln.

(2) Haumonanuata 3paBHOOCUTYpHUTeIHa Kaca 3amama 3a JIXCMI] no an. 1, 3a exununa
BELIECTBO WJIM ONPEJEIIEHa MECEUHA CTOMHOCT.
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Y. 18a. (Hos — /1B, 6p. 104 ot 2024 1.) (1) IIponienypara no norosapsine Ha JIXCMII, kouto
1€ ce BKJII0YAT B cMChbKa o wi. 18, an. 1, T. 5, u onpenaesnsiHe Ha CTOMHOCTTA 32 €AMHUIIA BEIIECTBO
WJI Mece4Ha cToMHOCT, o kouto H30K mie ru 3amiaiia, ce npoBex/ia exeroiHo.

(2) IIpouenypara mo an. 1 ce U3BBpIIBA HA OCHOBATa Ha CrieUU(UKAIM 32 U3TOTBAHE HA
CIUCHK C AUETUYHU XPAHU 32 CIICLMAIIHA MEIUIIMHCKH 11€J1, 3aIlJIalllaH! HAITBJIHO WJIK YaCTUYHO OT
H3O0K, kosTo ce yrBbpkaaBa or Hagzopuus csBetr Ha H30K.

(3) CnenmdukanusaTa ChIbpxa:

1. rpyna, B kosiTo ce BkirouBar JJXCMII;

2. By Ha JJXCMII;

3. moxsua Ha JIXCMII;

4. Buma Ha ocHOBHOTO BemiectBO Ha JIXCMI] oT Bcsika rpymna/BUI/NONBUI, TMOBIUSBAIIO
3a00isBaHeTo, 3a koeto H30K e 3amnama crorBeTHata JIXCMII;

5. u3UCKBaHMA 3a npeanucBane u ornyckane Ha JIXCML] ot croTBeTHaTa Tpyna/noarpyna/Bui, B
T.4. ¥ YCJIOBHS 3a IEPUOIUYHOCT H/WIIH KOJIMYECTBO Ha mojydaBanute JJIXCMILI;

6. MKb xonx Ha 3a00J1IBaHETO/Ta;

7. MaKcHMaJlHa CTOMHOCT 3a €IMHHIIA BEIIeCTBO/MeceuHa cToiiHocT, mo kKogto H3OK 3ammama
JAXCML.

(4) MakcumanHata CTOMHOCT 3a €IMHUIA BEHIECTBO/MECEYHa CTOMHOCT, 10 koaro H30K
3aruiamia, He MOXe J1a ObJie MO-BICOKa OT CTOWHOCTTA HA €MHHUIIA BEIIECTBO/MECeUHa CTOMHOCT Ha
CbOTBETHATa JUETHMYHA XpaHa 3a CHEHUaJHU MEIUUUHCKU Ienu, 3amiamada or H30K cuep
rocjieiHaTa MpOBEJEHa Ipoleaypa MO JOrOBapsiHE, YBEIMUYEHA C IPOLIEHTAa Ha CTAaTUCTUYECKU
oTyeTeHaTa WH(pIanus 3a nepuoja Ha ASHCTBHE OT MOclIeqHaTa 0Opa3yBaHa MaKCHMallHa CTOMHOCT
3a eZIMHUIIA BelecTBo, A0 kKosaTo H30K 3amnamia choTBeTHATA AMETUYHA XPaHa.

(5) MakcumanHata CTOMHOCT 3a €IMHHMIIA BEIIECTBO/MECEYHa CTOMHOCT, 10 Kosito H30K
3amama 3a Hosa rpyna/Bun/moasun JIXCMLI, kosto He e Ouina 3aruiaimana, He Moxe J1a Obe 1o-
BHUCOKa OT CPEeIHOAPUTMETHYHATA CTOWHOCT 3a €IUHUIIA BEIIECTBO/MECEYHA CTOMHOCT 3a ChIlaTa
JUEeTHYHA XpaHa, OIlpe/esieHa OT LIEHUTe Ha ChOTBETHATa JAMETHYHA XpaHa, Bb3 OCHOBAa Ha KOUTO
OOIIIECTBEHUTE 3/IPaBHOOCUTYPUTEITHU (POHIOBE B cTpaHuUTE 1o wi. 18, an. 1, 1. 3 3amnamar npu
ChIIMUTE 3a00JSBaHMS WM WHIAUKAIMM. 3a [IeHaTa Ha JUETUYHATa XpaHa KaHIUAAThT MPEACTaBs
nekJapaiusi. B To3u ciaydait MakCMMaliHaTa CTOWHOCT HE CE TI0COYBa B Crieu(pUKanusTa.

Un. 186. (HoB — 1B, 6p. 104 ot 2024 r.) (1) 3a U3roTBsiHE Ha MPOEKTA Ha crieU(HUKAIUATA
no wi. 18a, an. 2 u 3a mpoBexxaaHe Ha mpouenypara no wi. 18a, an. 1 ynpasurenst Ha H30K
Ha3HavaBa CbhC 3alOBE] MOCTOSHHO AeiicTBama komucusa ot cayxutenu B H30K. B 3anosexara ce
onpenens npeiceaaTe] Ha KOMUCHATA, HETOB 3aMECTHUK, OCHOBHU M PE3EPBHU WICHOBE.

(2) B cbhcTaBa Ha KOMMCHSTA 3aJbDKUTEIHO C€ BKIIIOYBAT JIEKap, MarucTbp-¢papmaleBT,
IOPUCT U UKOHOMMCT. 3a CBOsITAa pab0Ta KOMHUCHSITA U3TOTBS IPOTOKOJIHU U PEILICHUSI.

(3) Ilpu HEoOXOAMMOCT KOMHCHSTa MOXE Ja H3UCKBAa HH(OpMalUs OT E€KCIEPTHUTE
ChBETH/HAYYHHTE JPY>KECTBA MO NMPOoQuIia Ha CbOTBETHOTO 3a00IsIBaHE.

UYn. 18s. (Ho — IB, 6p. 104 ot 2024 1.) (1) 3a BxirouBane B crienudukanusara mo wi. 18a,
an. 1 Ha HoBa rpyna/Bun/moasun JXCMI] ce mpuemar mpeanokeHus, KOUTO MOraT jga Obaar
MoJaBaHu OT:

1. ChCIOBHM OpraHM3aluy 1Mo 3aKOHA 33 ChCIOBHUTE OpraHU3allMd Ha JICKApUTE U Ha JIEKapuTe Mo
JICHTaJIHA MEeIMLIMHA 1 3aKOHa 3a ChCJIOBHATA OpraHMU3alisl Ha MarucTbp-papMaleBTUTE;

2. MpeACTaBUTEIHU OpraHM3aIMM 3a 3alllUTa IpaBaTa Ha MalUEHTUTE ChIVIACHO Wi. 860, an. 1 or
3akoHa 3a 3/IpaBeTo;

3. ne4eOHHU 3aBeJCHMS 3a OOTHUYHA ITOMOIIT;
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4. ekCIepTHUTE CHBETH 1O Wi. 6a, ait. 1, T. 1 oT 3akoHa 3a 3paBeTo;
5. mpeAcenaTenuTe Ha HayYHU JPYKECTBA M0 CbOTBETHUTE MEAUIIMHCKH CIICIUATHOCTH.

(2) Ilpennoxxenusita no an. 1 ce moxasar B Cpok A0 15 anpuii Ha CbOTBETHATA KaJIeHIapHa
roJIMHA.

(3) B cpok g0 30 roHu Ha ChOTBETHATa KaJleHJapHa roJMHa KOMHUCHsATa 1o wi. 180, an. 1
pasriiexaa MOCTBIWINTE MpenoKeHus, 00001aBa U aHajau3upa CHIIUTE U U3TOTBS MPOEKT Ha
cnenudukanuys mo wi. 18a, ai. 1.

(4) Komucusra npeacrass Ha ynpasuteiss Ha H30K npoekra Ha cnenudukanys, KOUTo s
BHAacs 3a yTBbpkaaBane oT Hamzopuus cweT Ha H30K.

Ui 18r. (Hos — JIB, 6p. 104 ot 2024 1.) (1) B cpok o 5 paboTHU AHM OT YTBBPKIaBaHE Ha
cnerudukanusata mo wi. 18a, an. 1 H30K s my6nukyBa Ha HHTEpHET CTpaHUIIATa CH 3a€/THO C TOKaHa
3a yyacTHe B Ipoueaypara mo 4wi. 18a, ai. 1.

(2) Ilokanara o ain. 1 ceabpixa:

1. agpecatu Ha MMOKaHATa, KOUTO MOTraT Ja ObJaT KaHAUIATH B MPOLIeypaTa — IPOU3BOAUTEIN WIH
BHOcHUTenu Ha cboTBeTHUTE JIXCMLI, KouTO Cca rv 3asBUIIH 3a ITyCKaHe Ha Masapa o peaa Ha 3aKoHa
3a XpaHUTE;

2. mpenMeT Ha mpoleaypara — gorosapsine Ha JIXCMII, kouTto 1me popmupar cnuchka mno 4i. 18, an.
1, T. 5, v omipenensiHE HA CTOMHOCTTA 32 €MHUIIA BEIIECTBO UJIM MECeUHa CTOMHOCT, o kouto H30K
1€ 'Y 3aIUIalla;

3. MSICTO, HAYMH M KPAaeH CPOK 3a MOJaBaHe Ha MPEIJIOKEHUS 32 yJacTHE B IPOLIEypaTa, KaTo CPOKBT
HE MOXKe J1a ObJIe TO-KpaThK OT 15 paboTHU THU OT IMyOIMKYyBaHE Ha TIOKAHATa,

4. nurie, TenedoH U eneKTpoHeH aapec 3a KoHTakT B H30OK.

(3) K»m nokanara ce npuiiarat yrBbpaeHu ot ynpasurens Ha H30K oOpa3iu Ha 3asBieHue
3a y4acTHe B IpOLEeaypaTa, HEHOBO NPEJIOKEHNUE U AeKapauu no wi. 19, an. 2, 1.4, 5u 6.

Un. 18x. (Hos — 1B, 6p. 104 ot 2024 r.) (1) [Ipouenypata mo un. 18a, anm. 1 ce mpoBexzaa oT
KoMucusTa 1o wi. 186, an. 1 crnex u3ThnyaHe Ha Cpoka 3a MOJAaBaHE HA TJOKYMEHTUTE 3a y4acTue B
JIOTOBAPSTHETO.

(2) YnenoBere Ha KOMUCHUSATA MOANKCBAT JIEKJIapalys, Y€ He ca CBbpP3aHHM JIMLA [0 CMUCHIIA
Ha § 1, am. 1, 1. 1 oT ThproBckust 3aKOH C MPOU3BOIUTEIUTE WU C TIOAAJIUTE IOKYMEHTH JIMIIA, KAKTO
M 4e HsAMa Jia pa3npoCTpaHsBaT JIaHHMU, CTAHAIU UM W3BECTHU IPH WU MO TOBOJ M3IBJIIHCHHUE HA
(GYHKIHUUTE UM.

UYn. 19. (Hos - IB, Op. 67 ot 2011 r., u3m., 6p. 48 ot 2014 1., 6p. 104 oT 2024 1.) (1) 3a
ydacTHhe B Ipoliefypara KaHIWJaThT MOJaBa JIMYHO WIIM Ype3 CBOM YI'BJIHOMOIIEH MPEICTaBUTEIN
3asiBJIEHUE 10 0Opasell B cpoka, 00sBEeH B MOKaHaTa. B ciydail 4ye kKaHIUAATHT HE pa3NpOCTpaHsIBa
camoctosaTenHo [IXCMII, B 3asiBI€HHETO TOCOYBA THPTOBIIUTE HA €IPO, KOUTO 1€ TH JIOCTABST J0
anTekure, ckirouniu gqorosop ¢ H30K.

(2) KbMm 3asBienuero no ain. 1 ce npumnarar:

1. undopmanust otHocHo EWK (ennHeH wuaeHTU(UKAIMOHEH KOA) Ha JpPYKECTBOTO WIIU
KOoomepalusiTa OT ThPrOBCKUSI PETUCTHP, a 32 JIPYKeCTBaTa, pETUCTPUPAHU B Ibp)KaBa — UJE€HKA Ha
EBponeiickusi cbi03 — HM3BICUEHHE OT PEruCTpalusTa MO HALIMOHATHOTO 3aKOHOAATEJICTBO Ha
CbOTBETHAaTa JAbpkaBa Ha mpousBoautTens win BHocutens Ha JXCML; 3a 3aaButenure,
peructpupanu mo Teproeckus 3akoH B PemyOnuka bwirapus, ce npuiara pa3nedarka OT HHTEPHET
CTpaHHIaTa Ha THPTOBCKHS PETUCTHD U PETUCTHhPA HA IOPUIMUYECKHUTE JIUIA C HECTOMAHCKA 1IeTT 10
3aKoHa 332 THPTOBCKUS PETUCTHP M PETUCTHPA HA IOPUIUUECKUTE JIUIA C HECTOIIAHCKA T1ET,;

2. BIMJIHO TBJIHOMOIIHO (OpWUTHHANT WM 3aBepeHo ¢ rpud "BspHo ¢ opurunama"), korato
3asBJICHUETO CE€ MOj[aBa OT YIIBITHOMOIIEH PEICTaBUTEN Ha TPOU3BOIUTEIS I BHOCUTETIS;
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3. BaIMJHO MBJIHOMOIIHO/OTOPU3ALIMOHHO MUCMO OT IPOU3BOJUTENS (OPUTHMHAN WM 3aBEPEHO C
rpu¢ "BsapHo c opurunHama"), yaocToBepsiBalll NpPaBOTO HAa BHOCUTENS Ja AUCTpUOyTHpa
koHkpeTHUTe JJXCMII; aKk0 MBIHOMOIIHOTO/OTOPU3AIMOHHOTO MIUCMO € Ha 9YXK]I €3UK, KbM CHIIIOTO
ce mpuJjiara mpeBoJl Ha ObJATapCcKH €3MK OT JHMILIEH3UPaH MPeBo/Iay;

4. nexnapauus, ue cborBetHara JJXCMIL] otroBaps Ha ycnmoBuero mo wi. 18, an. 1, T. 4, kato ce
MOCOYBAT KOHKPETHUTE oOmiecTBeHn (OHIOBE B CHOTBETHATA JbpXKaBa UJICHKA, KAKTO H
M3TOYHUIINTE, HA KOUTO ce 6a3upa mpenocraBeHara nHhopManus;

5. nexkyapaius 3a CbIJlacM€ OT THPrOBLUTE Ha €ApO, MOCOYEHU B 3asBJICHUETO, 32 pEryJisipHa
nocraBka Ha JIXCMII no TeproiuTe Ha IPeOHO C JICKAPCTBEHU MPOIAYKTH, CKIIOUUIIN JOTOBOPH C
H3O0K 3a ormmyckaneTo UM Ha 3JpaBHOOCUTYPEHUTE JIUI1IA;

6. nekiapaiusi, 4Ye ChbOTBETHUAT KaHAMAAT MOXKE J1a OCUTYpsiBa peryisipHo 3asBenute [IXCMI] 3a
IIEpUOJ] HE ITO-MaIbK OT 12 KajeHIapHU Mecela;

7. KaTajor Ha IPOU3BOJUTEIS C ONIMCAHNE U MHCTPYKIMS 3a NpuiioxkeHue 3a crorBeTHaTa JIXCMILI;
8. yKazaHus 32 HAYMHA HAa TIPUTOTBSIHE, yoTpeda u chxpaHsBane Ha [IXCMII;

9. mpeaioKeHne 3a CTORHOCT 3a €IMHUIIA BEIIECTBO/MECeYHa CTOMHOCT 32 ChOTBETHATA/ChOTBETHUTE
JAXCMLI; B mpeanokeHUETO ce MOCcoYBa M KpalHa IIeHa 3a ThpProBell Ha ApeOHo (amTeka) 3a
cpoTBeTHaTa/choTBeTHUTE JIXCMILI.

(3) 3asBIEHUETO U MPUIIOKEHUTE KbM HETO U3UCKYEMH JOKYMEHTH IO aj. 2 ce MPEJICTaBAT B
H3OK B 3aneudaran Henmpo3payeH IUIMK JUYHO WIM M0 IOIATa ¢ IPEernopbyaHo MUCMO C oOpaTHa
pas3ucKa WK ¢ KypUepcKH yciayru. Bbppxy minka 3asiBUTENUTE OCOYBAT MOJATEN, TOJJaraT TEKCT
"JlokymMeHTH 3a y4dacTue B mpolueaypa mno aoroapsiHe Ha JIXCMII", anpec 3a KopecrnoHIEHIINS,
Tene(OH U eIEKTPOHEH afipec.

(4) 3asBuTEenUTE MPEACTAaBAT MPEAJIOKEHHETO Mo al. 2, T. 9 B oTmeneH o0O3HAYeH
HEIPO3payveH 3anevyaraH UMK, IOCTABEH B IUIMKA ChC 3asBJICHUETO.

(5) Ilpu mpuemane Ha 3asBIEHUSTA BbPXY BCEKH IUIMK C€ OTOENA3BAT MOPEIHUSIT HOMED,
JaTaTa ¥ 4achT Ha MOJIy4aBaHETO U TE3M JAHHM CE€ 3alIMCBAT BbB BXOJAI] PETUCTBP.

(6) He ce mpuemar 3asBieHMs M M3UCKYEeMH IO al. 2 JIOKYMEHTH, MpPEJICTaBEHU CJel
M3TUYAHETO Ha KpailHMsI CPOK, MOCOUYEH B MIOKaHAaTa, WM M0/aJIEHU B He3alevyaTaH Ipo3padyeH MUK
WM B IUTUK C HapyIleHa IsUI0CT.

Ui 19a. (Hos — 1B, 6p. 48 ot 2014 1., u3m., 6p. 104 ot 2024 r.) (1) Komucusita o 4. 186,
aln. 1 oTBaps IUIMKOBETE, DPA3IIEXKIa 3asBICHUATA C NPUIOKEHUTE KbM TAX JOKYMEHTH, C
M3KJIIOUYEHNE Ha NPEAJIOKEHNATa 10 Wl. 19, an. 2, T. 9, 1 U3BbpIIBA OLIEHKA 32 CbOTBETCTBUETO UM C
M3HMCKBaHUATa Ha Hapenbata B cpok 1o 10 paOoOTHM AHU OT JaraTa Ha OTBApsSHE HA IUIMKOBETE.
Komucusara nma rmpaBo J1a HOUCKa OT YYaCTHHUK B CPOK A0 3 paOOTHU JTHU 2 OTCTPAaHH YCTAaHOBEHUTE
HEPEIOBHOCTHU W/WIIM J1a IPEAO0CTaBH JAON'BJIHUTEIHA HH(OpMALIUSL.

(2) Komucusita He 1omycKa 10 y4acTHe 3asBUTEINTE, YUUTO MPEJIOKEHHUS] HE OTIOBAPSAT Ha
M3HMCKBaHUATA, OIpPENEICHU C IOKAaHaTa, KaKTO U 3asBUTENIUTE, KOUTO HE ca OTCTPAaHWIH
HEpEeJIOBHOCTUTE W/WJIM HE ca MPEJOCTaBUIIN JOMbIHUTEIHATa HHPOpPMAIHs B CpoKa 1o ail. 1, 1 He
OTBapsl TEXHUTE [ICHOBU IIPEIOKEHUS.

(3) 3a cBosita paboTa KOMHCHSTA U3TOTBS NMPOTOKOJIHM, KAaKTO M OOOOIIEH MPOTOKON OT
pas3riekJaHeTo Ha NOCTHIIMIINTE 3asIBJICHUS 3a JONYCHATUTE/HEIOMYCHATUTE KaHIUIaTH 0 y4acTHe
B IIpoLIeypaTa.

(4) B cpox or 3 paboTHM IHU OT HM3rOTBSHETO Ha O0OOOIIEHUS MPOTOKON MO ail. 3
npejaceaarensiT Ha KOMHUCHSTA YBEAOMSBA 3asgBUTENUTE, YUUTO NPEUIOKEHHUS HE OTroBapsT Ha
M3HMCKBaHUATA Ha Hapendara, ye He ca JOMYyCHATH 0 ydacTHe B Ipolie/lypaTa, ¢ MOCOYBaHE Ha
KOHKpPETHH MOTHBH.
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Y. 196. (Hos — /1B, 6p. 48 ot 2014 1., u3m., 6p. 104 ot 2024 1.) (1) Komucusita mo ui. 186,
an. 1 orBaps nmpeuioxkeHusTa o wi. 19, an. 2, 1. 9 B cpok 10 7 pabOTHH AHU ciie]l U3THYAHE Ha CPOKa
no wi. 19a, an. 4. Ilpencenarenar u aBama 4WIEHOBE Ha KOMMCHSTA CE€ MOJINKMCBAT BbPXY BCSKa
CTpaHMIIA OT LIEHOBOTO MPEIOKEHHUE.

(2) Komucusita n3BbpiiBa OlEHKA HAa MpeIoKeHusTa mo wi. 19, an. 2, 1. 9 u o0sBsBa Ha
uHtepHeT crpanunata Ha H3OK Hail-HuckaTa mpemyioxkeHa CTOMHOCT 3a €IMHHUIA BEUIECTBO 3a
JAXCMI] oT chOoTBETEH BU WM MOABHU], KOATO € peepeHTHa CTOWHOCT 3a €MHHUIIAa BEIIECTBO, 3
cporBeTHUsT Bua wiau moaBua JXCMII. Haii-Huckara mnpeioxkeHa CTOMHOCT He TpsOBa aa
HaJBHIIIaBa CTOMHOCTTA 1o Wwi. 18a, ain. 4 nim 5.

(3) Kanguaarute, YyuuTO NpeUIosKeHuUs 110 wi. 19, an. 2, T. 9 ca m0-BUCOKH OT Hail-HHUCKAaTa
MpeAJIoKeHa CTOMHOCT 32 €AMHUIIA BEIIECTBO OT ChOTBETHUS BUJ WM MOABU JUECTUYHHU XPAHU 32
CHEIMAIHA MEIUIIMHCKU IIeTU, aKo >kenast choTBeTHaTa/ute uM JIXCMII ma ce Briouw/atr B
CIHUCHKa U Ja ce peuMmOypcupa/T HambiaHO win dactuaHo oT H3OK, morar nma momamat HOBO
MPEAJIOKEHUE B CPOK 70 3 paOOTHU JHU OT OOSBSIBAHETO IO al. 2, C KOETO Ja MpeJIokKaT HOBa
CTOMHOCT 3a E€JWHUIIA BEIIECTBO, IO-HUCKAa OT IIbPBOHAYAJIHO MpeaIokeHara oT Tax. Hosara
CTOMHOCT MOXE Ja € IO0-BHCOKa, paBHa WJIM TO-HHCKa OT OOSBEHATa Hal-HHCKA MPEIIOKEHa
CTOMHOCT 3a €IMHMIIA BEIIECTBO.

(4) HoBo npenyoxeHue B cpoka 1o aji. 3 MOXe Ja MoAaJ e U KaHAUAAThT, MPEUI0KUIT Hali-
HUCKaTa 00sIBEHA CTOMHOCT 3a €JIMHHIA BEIIECTBO, C KOETO J1a MPEJIOKHU MO-HUCKAa CTOMHOCT 3a
€AMHUIIA BEIIECTBO OT II'bPBOHAYATHO MPE/JI0KEHATA OT HETO.

(5) B pe3ynTaTr Ha BCUUYKH MOAAJCHH HOBU MPEIJIOKEHUS] KOMHUCHTA 00sIBSIBA Ha MHTEPHET
crpanuiata Ha H30K okoHyaTenHaTa Hali-HUCKa CTOMHOCT 3a euHuIla BeniecTBo, kosito H30K mie
3aruiama, KoAaTto € pedepeHTHa CTOMHOCT 3a €IMHMIIA BEUISCTBO, 32 ChOTBETHUS BUJ WJIH TOJBH]
JAXCMII. OxkonuarenHaTa Hali-HUCKA CTOMHOCT HE TPsAOBA Jia HAJBHINIaBa CTOMHOCTTA 1Mo wWi. 18a,
an. 4 unu 5.

(6) B cpok 110 3 paGoTHM JTHHU OT OOSIBSIBAHETO T10 aJl. 5 BCEKH KaHIUAT IMOaBa 10 KOMHCHATA
neknapaius mo oOpasen, yrBbpaeH oT ympaButenss Ha H3OK, ue xemae choTBeTHaTa/ute UM
JAXCMI] na ce Brimroun/at B ciuchbka u aa ce peumOypcupat ot H30K, kato u3pruyHo mocousa ganu
3amnamanero oT H30K mie e HanbaHo mnm yactuyHo. Ilpu mocoyBaHe Ha HAMbJIHO 3allJiallaHe
KaHJIMJAaThT JeKIapupa, ye moemMa anraxxuMmeHt crorBetHara JIXCMI] na ce otmycka 6e3 nomnaiiane
OT CTpaHa Ha NAlUEHTUTE OT JINLATa, TOJIy4MIIN paspemenue rno wi. 229, an. 2 3JIIIXM 3a Teprosus
Ha JIpeOHO ¢ IeKapCTBEHH MPOIYKTH B anTeka, u chriaacue, ue H30K mie um s 3amnaia Ha CTOMHOCT,
M3UKClIeHa Ha 0a3a KOJIMYECTBOTO OCHOBHO BEIIECTBO 3a OMAKOBKAa, YMHOXKEHO MO OKOHYATEeTHATa
Hali-HHCKa CTOWHOCT 3a ChUIOTO, IOCTUTHATA B MPOLIEAypaTa.

(7) Illpu HenmoiaBaHe Ha JIEKJIapalys B MOCOYCHUS CPOK CE€ CUMTA, Y€ KAHAMIATHT HE XKeyae
cpoTBeTHaTa/ute JAXCMIL] na ce Bkitoun/aT B CHOUCHKA U Jla c€ peMMOYpCHpa/T HAIIBIHO WU
gactuyHo oT H30K. B to3u cny4vait crorBeTHaTa/ute JJXCMIL] He ce BKIIOYBA/T B CIHCHKA IO YJI.
18, an. 1, 1. 5 3a cienBaniaTa KaJieHAapHA TOJMHA.

(8) HarmmonanmHaTa 3apaBHOOCHTYpUTENHA Kaca 3arama 3a Beska [IXCMI] ot choTBeTHA
rpyna/BUA/TOBU CTOWHOCT, MU3UMCIIeHa Ha 0a3a Hali-HHUCKaTa MOCTHTHATa CTOWHOCT 3a €IMHUIIA
BEILIECTBO B IpoIleaypara.

(9) HuBoto nHa 3amnamane or H30K na konkpernute IXCMIL], 3a kouTo € mopaaeHa
JeKJaparus mo ai. 6, ce onpeaens B IPOLEHTH OT peepeHTHAaTa CTOMHOCT 3a €IMHMIIA BEIIECTBO,
samramana ot H30K, B pamkure Ha cphorBeTHHS BuA wiu noasua JIXCMII, u kpaiina 1eHa 3a
THprosell Ha pebHo (anTeka) 3a crorBeTHaTa/ute JJXCMII.
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Y. 198. (HoB — /IB, Op. 48 ot 2014 1., u3Mm., 6p. 104 ot 2024 r.) (1) B cpok g0 5 paboTHH
JTHU OT TIPOBEXKIAHETO Ha Mpoleaypara mo 4i. 196 KoMucusTa H3roTBs 3aKJIFOUUTENICH MTPOTOKOI 32
cBOsITa paboTa C pe3ylTaTUTe OT MPOBEACHATA MPOIEAYypa, B KOWTO CE€ MOCOYBAa CTOMHOCTTA 3a
enuHUIa BemecTBo (pedepeHTHaTa cTOMHOCT), KosATO mie Obae 3amnamana or H30K 3a Bcska
rpyna/noarpymna JJXCMLI.

(2) Komucusra npeactaBs NPOTOKOJI 3a€IHO C MPOEKT Ha CrUchKa mo wi. 18, an. 1, 1. 5 —
CHnuChK ¢ AMETUYHH XPaHU 3a CIIEIUATHI MEIUIIMHCKY 11SJIH, 3aIlJIalllaH| HAITBIHO WM YaCTUYHO OT
H3O0K. IlpoexktbT Ha cnuchbk ce mnpeaoctaBs Ha ynpaButenss Ha H3OK, koilito ro BHacs 3a
onpeaeinsine oT Hanzopuus cbBet Ha H30K.

Uin. 19r. (Hos — JIB, Op. 48 ot 2014 r., u3m., 6p. 104 ot 2024 r.) CiuchksbT no wi. 18, an. 1,
. 5 cpappxa:

. Tpyna/Bug/moasun Ha JAXCMLI;

. ThproBcko HauMmeHoBanue Ha JJXCMLI;

. ipon3BouTeN/BHOCUTEN Ha JIXCMII;

. (hopMa/KOTUYECTBO B OMAaKOBKa/OKOHUYaTeNHa onakoBka Ha JIXCMLI;

. H30K kon na JIXCMII;

. cTorHOCT, 3amamana oT H30K 3a enunanna BemecrBo/Meceuna ctoiHocT 3a JJIXCMII;
. croriHOCT, 3amamana oT H30K 3a JIXCMII;

. HuBO Ha 3amamane or H30K B %;

. yclioBusI 3a peanucBane u ormnyckane Ha JIXCMII.

Ui 19xa. (Hos — JIB, Op. 48 ot 2014 r., usm., 6p. 104 ot 2024 1.) (1) Cien onpenensiHe oT
Hanzopuus ceBer Ha H30K Ha cnimcbka mo wi. 18, an. 1, T. 5 chIusAT ce myOIMKyBa HAa HHTEPHET
ctpanunata Ha H30K u Biau3a B cuinia ot 1 ssHyapu Ha ciefBaniaTta KajieHAapHa roiuHa.

(2) Koraro ciuchbKbT 110 aj1. 1 He ObJie onpeiesieH B CPOKOBETE 110 Ta3H Hapea0a, MOCICTHUAT
JercTBal] CUChK mpoabiikaba JaerictBuero cu 1 H30K 3amnama JIXCMI] 1o cToifHOCTUTE U TIpU
yCIIOBUSITA, ONIPEJICTICHU B CHIIUS.

O 00 3 N L A W N —= H

(3) CuchKbT HE MOXKeE J1a ObJIe TOMbJIBAH U/WIIM U3MEHSH 33 CPOKa MYy Ha JIeiiCTBHE.

Un. 19e. (Ho — IB, 6p. 104 ot 2024 r.) (1) 3a ornyckane Ha JAXCMI] H30K ckmrouBa
JIOTOBOPH C JIMLA, MOJIYYUIU paspemieHue no wi. 229, an. 2 3JIIIXM 3a TbproBust Ha IpeOHO ¢
JIEKapCTBEHU MPOJIYKTH B arlTeKa.

(2) Koraro nuuero mo an. 1 U pbKOBOAUTEIAT Ha anTekaTa HE CHBIAAAT, IOTOBOPBHT CE
ChIJIaCyBa U OT PbKOBOAMTEIS HA arTeKaTa.

(3) Horosopure no an. 1 ce ckirouBar ype3 aupekropa Ha P30K, Ha ymsto Teputopus e
anTeKaTa, IIpH YCJIOBHUS U IO PEJl, yCTAHOBEHH B ChOTBETCTBHE € Wi 45, an. 17 330.

(4) HatmonanuaTa 3jpaBHOOCUTYpUTENIHA Kaca 3alljallia Ha JJuiara no a. 1 3a OTnycHaTH OT
tax JIXCMI] cnen npencraBsHe Ha €IEKTPOHEH OTYET, U3TOTBEH CHOOPA3HO €IEKTPOHEH (popmar,
KONTO ce myOsnKyBa Ha uHTepHeT cTpanunaTta Ha H30K.

(5) Ornycnatute u otuerenn JIXCMII ce 3amnamar or H30OK mpu ycrmoBus u mo pen,
OTIpeJIeJIeHH B Ta3U Hapeada U ChboOpa3HO CKIFOYEHUTE JOTOBOPH 1O ail. 1.

Yn. 19%. (Ho — [IB, 6p. 104 ot 2024 r.) (1) [Ipou3BoaUTENAT WM HETOB YITBIHOMOIICH
npenacraButeln € AnbxeH na ysenomu H30K B cnywanre Ha:
1. mpoMsiHa Ha THProBLUTE HA €1po, KOUTO 1€ gocTasat JAXCMI] no anTtekure, CKIFOUUIN TOTOBOP
¢ H30K;
2. npyru 00CTOSATENCTBA, CBBP3aHU ¢ OCUTypsiBaHe U 3arutamane Ha JIXCMII.

(2) YBenomsBaneTo 1o aji. 1 ce u3BbpiIBa B 7-AHEBEH CPOK OT HACTHIIBAHE HA IIPOMEHUTE.
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Y. 193. (HoB — 1B, 6p. 104 ot 2024 r.) (1) Ham3opuusar ceBer Ha H30K BB3mara Ha
ynpasurenss Ha H30K n3naBaneTro Ha yka3aHMsl OTHOCHO Pelia 3a IPEANNCBAHE M OTIIYCKAaHE Ha
JAXCML, 3amnamanu ot H30K, kouto ce cbriacysar ¢ beiarapckus jgekapcku cbio3 U bbarapckus
(dapmaleBTUUYEH ChHIO3.

(2) Ykazanusdra o ajn. 1 ce u3gaBaT B €JHOMECEUEH CPOK OT ONpEIesiHe Ha CIIUChKA IO YJl.
18, an. 1, T. 5 3a cieaBamiara KajJeHAapHa TOANHA U ce MyOJIMKyBaT Ha MHTEPHET CTpaHMIIATa Ha
H30K.

Y. 19u. (Hos — JIB, 6p. 104 ot 2024 r.) (1) [Ipon3BoauTENAT UM HETOB YITHIIHOMOIICH
npeactaButen Moxke na nogane 10 H30K 3asBnenue cpriiacHo npuiiockeHune Ne 30, 4e kennae 1a ce
npekpaTH 3amiamanero Ha cborBetHaTa JIXCMII o pena Ha Ta3u Hapenoa.

(2) B 3asBnenueTo o an. 1 ce mocouBa CpoKbT, 10 KOWTO 11 ObAAT OCUTYPSIBAHU KOJTMYECTBA
ot crotBeTHaTa JJXCMII, karo Toi HE MOke a OBJe MO-KpaThK OT TPU Mecela.

(3) B 3aBucumoct ot garara Ha nojaBaHe Ha 3agBiieHueTo 1o ai. 1 H30K mpeycranoBsiBa
3amaniaiero Ha cboTBeTHata JJXCMII oT 1-Bo uMciio Ha KaJleHAApHUSL MECEL, ClIe/IBall] U3THUYaHE
Ha CpoKa 1o ai. 2.

(4) B cmygante no an. 1 B 5-aHeBeH cpok oT nojaBane Ha 3asBiennero H30K onoBectsiBa Ha
MHTEPHET CTpaHuIaTa cu HH(GOpMaIUATa, IOCOYEHA B 3asBJICHUETO.

I'naBa yerBBpTa
(Homa - /1B, 0p. 67 ot 2011 1.)
YCJIOBUSA, KPUTEPUU U PEJ] 3A IOTOBAPSIHE HA OTCTBIIKH 3A
JIEKAPCTBEHUTE INPOAYKTHU
(3aru. u3m. - /IB, Op. 48 ot 2014 r., Op. 62 ot 2015 r., B cu1a ot 14.08.2015 1.)
Pazgean I (Hos - /IB, 0p. 48 ot 2014 1.)

Yci10BUS, KPUTEPHHU U Pe/l 32 MPOBEKIaHEe HA 32IbJIKUTETHO HEHTPATU3UPAHO 10TOBapsiHe
HA OTCTHIKH 32 JIEKAPCTBEHH MPOJYKTH, BKJIIOYEeHH HJIH 32 KOUTO € MOIa/1eHO 3asiBJIeHue 3a
BrJ0uBaHe B [1JIC mo 4. 262, aji. 6, 1. 1 u 2 3JIIIXM
(3arua. u3m. - /IB, op. 62 ot 2015 r., B cus1a 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 r.) Ha ocroBanwme 4. 45, an. 10 u 21 330 H30K exeronno mpopexia
3aIBJDKUTEIHO IIEHTPATU3UPAHO JOTOBAPSHE HA OTCTHIIKH 3a:

1. (mon. — JIB, 6p. 17 o1 2019 r.) nekapctBenu npoayktu ot IIJIC no un. 262, an. 6, T. 1 3JIIIXM, 3a
KOUTO cToMHOCTTa, 3amnamana ot H30K, ce u3uncnsaBa ype3 rpynupaHe, B KOETO HE ydacTBaT
JIEKapCTBEHH MPOJYKTH Ha JIPYTH MPHUTEKATENU Ha pa3pelleHue 3a ynorpeda, ¢ M3KIIOUYEHHE Ha
TeHEPUYHUTE JICKAPCTBEHU MPOAYKTU U Ha JIEKAPCTBEHUTE NMPOIYKTH 10 wi. 29 3JIIIXM;

2. (m3m. — JIB, 6p. 17 ot 2019 r.) nexapctBenu npoayktu ot [1JIC mo un. 262, an. 6, T. 2 3JIIIXM, 3a
KOUTO cToiHOcTTa, 3amnamana ot H30K, ce u3uucnsBa upe3 rpynupaHe, B KOETO HE ydacTBaT
JIEKApCTBEHH TMPOAYKTH Ha APYTH MPUTEKATEIHM Ha pa3pelieHne 3a ynorpeba, ¢ M3KIIOUEHHE Ha
TEHEPUYHHUTE JICKAPCTBEHU MPOAYKTH U HA JIEKAPCTBEHUTE NPOAYKTH 110 wi. 29 3JIIIXM, BKiItoueHu
ca B TIakeTa, ompesiesieH ¢ HapenbaTa mo 4wi. 45, an. 2 330, u KOHuTo:

a) ca MpeHa3HAYCHH 3a JICYCHUE Ha 37TI0Ka4eCTBEHU 3200 IsIBaHNS,

0) ce mpwiaraT HpU KUBOTO3AcTpalllaBallld KPHBOM3IMBU U CHEIIHU ONEPATUBHU U MHBA3UBHU
WHTEPBEHIIMU TIPH MALMEHTH C BPOJICHU KOAryJIONaTHH.

3. IeKapCTBEHHU MPOIYKTH C HOBO MEXIYHAPOIHO HEMATEHTHO HAMMEHOBAHUE, 38 KOUTO € MOJaJeHO
3as1BJICHUE 32 BKIIIOYBAHE BbB:
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a) [JIC mo un. 262, an. 6, 1. 1 3JIIIXM;

0) (mom. — JIB, 6p. 17 ot 2019 r.) [IJIC mo un. 262, an. 6, 1. 2 3JIIIXM, kKoraro Te3u JiekKapCTBEHU
MPOAYKTH ca BKJIIOUEHH B ITaKeTa, rapanTupan ot 6roxera Ha H30K, npeanasHauenu ca 3a JeueHue
Ha 3JI0KQUYeCTBEHU 3a00JIsIBaHUS U 32 )KMUBOTO3aCTPAIIaBAIY KPHBOU3IIMBY U CIICIIHU ONEPATUBHU U
WHBa3WBHU WHTEPBEHIIUU NP MAIMEHTH C BPOJCHU KOATYyJOMATHU W TOJUICkKAT Ha 3allialllaHe B
OOJHMYHATA MEIUIMHCKA TOMOII U3BBH CTOMHOCTTA Ha OKa3aHUTE MEAUIIMHCKHU YCITYTH.

(2) HoroBapsuero 1o aji. 1 ce mpoBex/1a ¢ MPUTEKATEIUTE HA pa3pellieHusTa 3a ynorpeda Ha
CbHOTBETHUTE JIEKAPCTBEHH MPOAYKTH WU C TEXHU YII'BIHOMOIIEHHU MPECTABUTEIH.

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

Ui 21. (Hos - [IB, 6p. 67 ot 2011 r., usm., 6p. 48 ot 2014 r., 6p. 62 ot 2015 r., B cuiia oT
14.08.2015 ., 6p. 89 o1 2017 1., B cuta ot 7.11.2017 1.) (1) 3a nekapcTBeHUTE NPOAYKTH 110 4. 20,
an. 1 H30K noroBaps cieiHUTE BUIOBE OTCTHITKU:

1. (mu3m. — JIB, Op. 17 or 2019 r.) OTCTHIIKA 32 BCUYKH JICKAPCTBEHU MPOIYKTH 110 wi. 45, an. 10 u 21
330 Ha eauH MpUTEKATEN HAa pa3pelleHre 3a ynorpeda/HeroB ybJIHOMOIIEH MPeCTaBUTEN WIH Ha
pa3IMYHUA TPUTEXKATEW HA pa3pelieHus 3a ymnoTrpeda, KOUTO ca YIM'BIHOMOIIMIN €IUH OOl
IpesicTaBuTeN, pasnpezeneHa u3isuio B nomsa Ha H3OK mox dopmara Ha Bb3CTaHOBSIBAaHE Ha
pasxonau, B o011 pa3mep He mo-Manbk ot 10 Ha cTo ot pazxoaute Ha H30K 3a choTBETHO TpHMeceune
3a JICKapCTBCHHUTE IPOAYKTH;

2. (ot™m. — 1B, 6p. 17 o1 2019 1.);

3. (u3m. — [IB, 6p. 17 o1 2019 1.) MEIUIIMHCKH YCIYTH U3BBH MMaKeTa MEAUIIMHCKA TTOMOIIL 10 4JI. 45,
an. 2 330, ocurypsiBaHd 3a CMETKa Ha MPUTEXKaTellsd Ha pa3pelieHrueTo 3a ynorpeda, CBbp3aHu C
JIMArHOCTHKATa U TMPOCJEIIBAHETO HA JICUEHUETO Ha 3a00JsiBaHE ChC CHOTBETHHUTE JIEKAPCTBEHH
MPOJYKTH, KaTO BUJIBT, CTOMHOCTTA U U3IIBIHUTEINTE HA MEIUIIMHCKUTE YCIYTH C€ OMPEAesaT OT
H3O0K, cpriacyBano ¢ mpurexaTels Ha pa3pelieHHeTo 3a yrnorpeoa;

4. OTCTBIIKA OT CTOMHOCTTA 32 OIIAaKOBKA, M34KCIIeHa Ha 0a3a pedepeHTHATa CTOMHOCT HA ChOTBETHUS
JIeKapCTBEH MpoAyKT 1o wi. 45, an. 10 330, 3amnaman yactuuno ot H30K, kosaTo ce pasnpenens
M3ISUIO B T10JI32 HA CHOTBETHOTO 3/IPABHOOCUTYPEHO JIHIIE.

(1a) (HoBa — ZIB, 6p. 19 ot 2020 r.) 3a nekapcTBeH npoaykT no wi. 20, an. 1, . 1 unm 2, 3a
KOWTO CTOWHOCTTa, 3amuiamiaHa ot Owomkera Ha H3OK (pedepentHara croifHOCT), 3a 4acT OT
TEpaneBTUUYHUTE MY IMOKa3aHWs Ce M3YMCISABA 4pe3 TpYyMUpaHe, B KOETO y4acTBAaT JIEKApCTBEHU
MPOJAYKTH Ha JIPYTH MPHUTEXKATeNd Ha pa3pelieHue 3a yrnorpeda, a 3a OCTaHAIUTE TepareBTHYHU
MOKAa3aHUs Ce U3YMCISABA Upe3 TPyMUpaHe, B KOETO HE yJ4acTBAT JEKApPCTBEHU MPOJYKTH Ha JAPYTU
MIPUTEKATENN Ha pa3pelieHre 3a ynorpeda, 3a MOCIEAHO MOCOYCHUTE MMOKA3aHMsl IPUTEKATEIAT Ha
pa3pelIeHneTo 3a yroTpeda/HeroB YIrbIHOMOIIEH peactaButen npepoctass Ha H30K orcrenka mo
an. 1, T. 1 B TakbB pa3Mep, KOMTO BOJAM 10 M3paBHIBAaHE Ha peepeHTHaTa CTOMHOCT 32 BCHUYKHU
MTOKAa3aHUSI.

(2) 3a nexapCTBEH MPOIYKT C HOBO MEXIYHAPOJIHO HEMATEHTHO HANMEHOBAHHUE, 32 KOUTO €
nogazieHo 3asaBiaeHue 3a BkiarouBane B I1JIC mo un. 262, an. 6, T. 1 unm 2 3JITTXM, 3aabKATEITHO CE
JIOTOBapsi OTCTHIIKA OT 3asBeHaTa 3a oOpa3yBaHe IieHa 1o 4wi. 8, an. 2 oT HapenOata 3a ycioBusra,
MpaBWJIaTa W pela 3a perylupaHe U pPEerUCTpUpaHe Ha IIEHUTE Ha JIEKQpPCTBEHUTE MPOIYKTH
cboOpa3Ho mporHo3uus Oromxer Ha H3OK 3a choTBeTHHsI JoroBopeH mepuoi. PasmepbT Ha
OTCTBIIKATa Ce JOTOBaps B ChOTBETCTBHUE C JOKJIA/Ia 3a OIEHKA Ha 3/[PABHUTE TEXHOJIOTUH, U3TOTBEH
U YTBBPJIEH MO pena Ha HapenbaTa mo wi. 262, an. 4 3JIIIXM. [loroBapsiHETO Ha OTCTBIIKaTa €
YCJIOBHE 3a BKJIIOUBaHE Ha jiekapcTBeHus mpoaykT B [1JIC cerimacuo . 262, an. 10 3JIITXM u He ce
CUMTA 32 MPOBEJICHO 3aBJDKUTEITHO TOTOBAPSHE HAa OTCTHIIKH KaTO YCIOBHUE 32 3aIUIANIAHETO MYy OT
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H3O0K. IIponeHThT Ha OTCTBHIIKATAa C€ 3ama3Ba CieJ] YTBbpPJK/IaBaHE Ha II€HAa Ha JIEKApCTBEHUS
MPOJYKT, KAKTO U TIPU HETHA MPOMSIHA.

(3) (U3m. — [IB, 6p. 17 ot 2019 1.) Otcrhiikara mo an. 1, T. 1 Moxe na Obae AOTOBOpPEHA B
pa3IuYeH pa3Mep 3a pa3InyHH TEPANeBTHYHH IMOKa3aHHs Ha JIGKAPCTBEH MPOJIYKT.

(4) IIputexarensT Ha pa3peUICHUETO 3a YHNOTPeOa/HETOBUAT YITBIHOMOIIEH MPEICTABUTEIN
pasmpenens oOuus pa3Mep Ha KOMIIEHCAIMSITA 110 CBOS IIPEIIeHKa BbPXY BCEKH JIEKapCTBEH MPOIYKT,
KoeTo ¢ yact ot noroBopa My ¢ H30OK u He ce onoBecTsiBa myOIM4HO.

(5) (M3m. — IB, Op. 17 ot 2019 r.) Becexn nputexaren Ha paspelieHue 3a yrnorpeda/Heron
YI'BIIHOMOIIEH MPEICTaBUTEN JOTOBaps CaMO OTCTHIIKA MO ajl. 1, T. 1 win KOMOUHAIMS OT OTCTHIIKH
moan I, . 1lu3umnoan 1,1. 1,3 u4.

(6) (Otm. — IB, 6p. 17 oT 2019 1.).

(7) (M3m. — B, 6p. 17 ot 2019 r.) 3a KOHKpETEH JIEKAPCTBEH NPOAYKT, ChAbpIKAalll aKTUBHO
BEIIIECTBO/BEIIECTBA C JOOpE YCTaHOBEHAa ymoTpebda B MEAMIIMHCKATA MPAKTUKA IO CMUCHIA HA
3JITIXM, 3a KOWTO € HaJuIle HEBb3MOXKHOCT I10 IPUYMHHA OT OOCKTHUBEH XapaKTep 3a MPeIOCTaBsIHE
Ha OTCTBIIKA B MUHUMAIIHUS pa3Mep, YCTAaHOBEH B all. 1, T. 1 Mo W3K/IIOUEHUE U cie/l MPeAoCTaBsIHe
HA MOTHBUPAHO NHCMEHO CTAaHOBHINE OT CHOTBETHHUS IMPHUTEXKATE] HA pa3peuIeHHEeTo 3a
ynotpeba/Heros ymbiaHomoleH npeacrasuten H30K Moske aa ckiitouu A0roBOp 3a OTCTHIIKA O]
MUHUMaJTHHAA pa3Mmep. To3u MEeXaHW3bM ce€ Tpuiiara, KOoraro € HaJliIle JIMICa Ha JIeKapcTBEHA
aJITepHATHBA 32 JIEYCHWE WJIM CHIISCTBYBAIUTE AITEPHATUBU Ca ChC 3HAYUTEIHO I10-BHUCOKA
CTOMHOCT.

Ui 22. (Hos - [IB, 6p. 67 ot 2011 1., u3Mm. u nor., 6p. 48 ot 2014 r., gom., 6p. 30 or 2015 1.,
u3M., 6p. 62 ot 2015 ., B cuna ot 14.08.2015 r., 6p. 89 or 2017 r., B crta ot 7.11.2017 1.) (1) (U3Mm.
— B, Op. 17 ot 2019 r.) Otcrenkure no ui. 21, an. 1, T. 1 ce Bp3cTanosBat npsko Ha H30K or
MPUTEXKATENI Ha pa3pelieHHeTo 3a ynoTpeOa/HEroBHsl YIBIHOMOIIEH MPEACTaBUTEN OT
u3Bbpiiennte or H30K pa3xoau 3a 3ammamaneTo UM ciell Kpas Ha MbPBOTO, BTOPOTO U TPETOTO
TpUMeceune Ha TEeKyIlaTa KajeHaapHa roJlHa, a 32 Y4eTBbPTOTO TPUMECEUHE CE 3arliallaT aBaHCOBO
1o 15 HoemBpu Ha 0azara Ha peannus pa3xoa Ha H30K 3a tperoro Tpumeceuue. Jlo kpast Ha MbpBOTO
TpUMeceure Ha ClIe[BaIaTa KaJeHIapHa ToIMHa ce U3BBPIIBA ChOTBETHO U3PABHSBAHE.

(2) (Otm. — IB, 6p. 17 oT 2019 1.).

(3) (Or™m. — [IB, 6p. 17 01 2019 1.).

(4) (Ot™m. — IB, 6p. 17 01 2019 1.).

(5) (Or™m. — IB, 6p. 17 01 2019 1.).

(6) (Ot™m. — IB, 6p. 17 01 2019 1.).

(7) (Ot™m. — IB, 6p. 17 o1 2019 1.).

(8) (Orm. — IB, 6p. 17 oT 2019 1.).

(9) (Otm. — IB, 6p. 17 oT 2019 1.).

(10) Horosopenara orcTbnka mo wi. 21, an. 1, T. 3 ce mpenocraBst OT HmpUTEXaTels Ha
paspenieHneTo Ha yrnoTpeOa/HeTOBUs YITBITHOMOIIEH MPEACTaBUTEN 1o ¢opmaTta Ha CPEICTBa, C
kouto H30K 3amnamia 3a chOTBETHUTE MEAUIIMHCKH YCIIYTH HA ONPENETICHUTE OT Hesl U3ITbIHUTENN
Ha MEJHMIMHCKA oMol (peepeHTHH JIedeOH! 3aBeICHHS).

(11) (HoBa — 1B, 6p. 17 ot 2019 r.) loroBopenara orcthnka mo wi. 21, am. 1, 1. 4 ce
MIPEJIOCTaBs aBaHCOBO ChOOPA3HO YCIOBUATA M CPOKOBETE, MOCOUEHH B WI. 2311, OT MpUTEXKATENS Ha
paspemnieHueTo 3a ynoTpeOa/HeroBus ymbiHOMOIIEH mpeactaButer Ha H3OK Ha 06aza Ha
IIPOTHO3HUTE KOJIUYECTBA B MPEMIOKEHUETO MO Wi. 23, all. 3 32 CbOTBETHUS JICKAPCTBEH NMPOAYKT,
KaTo JIOTOBOPBT 32 OTCTBIIKATA 33IBJDKUTEITHO ChIBpPIKA:

1. HoKyMeHTaIusTa, TOKyMEHTO000pOTa M CPOKOBETE 332 OTYMTAHE M 3aIlIalllaHe Ha OTCTHITKATA;
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2. ycIoBUSITa U pelia 3a MpeloCcTaBsiHe Ha 0e3yCIOBHU M HEOTMEHSIEMU OaHKOBH TapaHLUU, KOUTO
o0e3neyaBaT BB3CTAHOBSBAHETO OT TMPHUTEXATeldsl Ha pa3pelIeHHeTo 3a YynoTpeOa/HeroBus
ynbiaHoMmouleH npeacrasuren Ha H30K Ha cpeactBara, 3amiareHy Ha JmuaTa 1o 4i. 7, ain. 1 Hapg
aBaHCOBO IUIATEHUTE CYMHU 3a OTCThIKATa 1o wi. 21, an. 1, 1. 4;

3. pema 3a mpoMsHa Ha pa3Mepa Ha OTCTHIIKaTa NMPH MPOMsSHA Ha pedepeHTHaTa CTOHHOCT Ha
nekapcTBenus npoaykt B [JIC.

(12) (Ilpepumaa an. 11, w3m. — JIB, 6p. 17 ot 2019 r.) JloroBopeHHUTE OTCTBIIKH HIIA
KOMOMHAIMSI OT OTCTBIIKK HE MOTaT Jla BOJIAT /10 YBEJIMYaBaHE HA CTOMHOCTTA, 3aruianiana oT H30K
3a neduHMpaHa JHEBHA J103a WU 3a TepamneBTHUeH Kypc mo INN cbC ChOTBETHHS JIeKapCTBEH
IIPOJAYKT U Ha CpeAHATa TOAMILIHA CTOMHOCT Ha JIEYEHHE Ha MAalMEeHT C TO3M JIEKApCTBEH IPOIYKT,
CTIPSIMO TIPEXOAHATA TOIMHA.

Ui 23. (Hos - JIB, 6p. 49 ot 2012 r., u3m., 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) (1)
Hanmonannata 31paBHOOCUTYPUTEIIHA Kaca eKEroaHo A0 | OKTOMBpH MyOJMKyBa Ha OpHUIIMaIHATA
CH MHTEPHET CTpaHMIla MOKaHa 0 MPUTEKATEINTE Ha pa3pelieHusl 3a ynoTpeda Ha JIeKapCTBEHUTE
mpoAyKTH 10 ui. 20, an. 1/TexXHu ymbIHOMOILEHU NPECTAaBUTENH 3a IPEACTaBsSIHE Ha MPEATIOKEHUS
3a oTCTHIOKM Mo wiI. 21, aim. 1, 1. 1, 3 u 4.

(2) Ilokanara 1o ain. 1 crabpika:

1. agpecatute Ha MOKaHaTa;

2. BUJIOBETE JIEKAPCTBEHU MPOJIYKTH, 0OEKT Ha JOrOBapsHETO;

3. KpaeH CpOK 3a I10JIaBaHe Ha MPEAJIOKEHUATA;

4. MACTO U HAa4YMH 3a MOJaBaHE Ha IPEUIOKEHUITA U JIMIIE 3a KOHTAKT — ciry>kuten Ha H30K.

(3) B emnomeceueH cpok OT NyOJMKyBaHe Ha IMOKAaHAaTa MO al. | MpuUTeXaTenasT Ha
pa3peleHneTo 3a yrnoTpeda Ha JIEKapCTBEH MPOIYKT/HErOB YIIBIHOMOIIEH MPEACTaBUTEN MPEACTABS
B H3OK npennoxxeHue 3a OTCThIIKA/H.

(4) (U3m. — [IB, 6p. 49 ot 2022 1., B cuinia ot 1.07.2022 r.) B cnyyaurte o ui. 4a, an. 1,3 u 5
IIpH oTpeieNIeHo HUBO Ha 3aruianade 100 Ha cTo, KaKTO U B CllydauTe o 4il. 4a, aj. 6 mpuTeKaTeanTe
Ha pa3pelieHus 3a yrnorpeda Ha JIEKapCTBEHU MPOAYKTHU/TEXHUTE YI'bJIHOMOLIEHH MPECTaBUTEIN
MoJIaBaT MPEUIOKEHUST 32 OTCTBHIKH HE MO-KbCHO OT 20 pabOTHH JTHH Tpeau H3TUYaHE Ha
CHOTBETHATa KaJeHAapHa rojinHa 3a o0obmaBane Ha nuHpopmanusta ot H30K.

(5) (U3m. — 1B, 6p. 89 ot 2017 r., B cuna ot 1.01.2018 1.) KM nipemyioxkeHusita mo ai. 3,
KaKTO M KbM IMIPE/UIOKEHUSATa 3a JOroBapsiHE Ha OTCTBIKM B ciydauTe no wi. 21, am. 2,
NPUTEXKATEINTE Ha pa3pelieHus 3a ynoTpeda Ha JIEKapCTBEHUTE MPOAYKTH/TEXHH YITbIHOMOIICHU
MPEJCTaBUTEIIN NPUIIaratT ClIeAHUTE TOKYMEHTH:

1. nHpOpMaLIKs OTHOCHO €IUHHUA UACHTU(DHUKAIIMOHEH KOJ] Ha JPY>KECTBOTO WM KOOTIEpaLusiTa OT
TBPTOBCKHS PETUCTHP, a 32 IPY)KeCTBaTa, PErUCTPUPAHH B IbpKaBa — WieHKa Ha EBponeiickus cbro3,
WIK B AbpkaBa — cTpaHa no CropasymeHueTo 3a EBponeiickoTo MKOHOMUYECKO MPOCTPAHCTBO —
KOIIME OT JIOKYMEHT 3a aKTyaJlHa perucTpanusi Mo HalMOHAJIHOTO 3aKOHOJAATEJICTBO, U3Ja/JEH OT
KOMIIETEHTEH OpraH Ha ChOTBETHATa IbpXaBa, HE MO-KbCHO OT 6 Mecela Mpeau MoJaBaHe Ha
3asBJICHUETO; MH(pOpPMAIUATA CE€ MPEJOCTaBs 3a MPUTEKATE Ha pa3pelIeHUueTo 3a ynorpeba, a B
cllyyail 4e IpeasioKEHHETO €€ IMO0JIaBa OT YIBJIHOMOIIEH MPEACTaBUTEN — U 3a YITbJIHOMOIICHHUS
MIPEJICTaBUTEIT;

2. IBJTHOMOIITHO 32 Y4acTHe B JOrOBapsSHETO, B T.4. U 32 MI0JJaBaHe Ha MPEJI0KEHUE 32 OTCTHIIKA/U —
B Cllydyail 4e NpeUIOKEHHETO C€ I0JlaBa OT YI'BJIHOMOILEH IMpEACTaBUTEN Ha MpPUTEXKATels Ha
paspelieHneTo 3a ynorpeda; KoraTo MbJIHOMOIIHOTO € U3/a/IeHO Ha UyX/1 €3UK, KbM HEero ce mpusara
MpeBoJl Ha OBJArapcKuW €3WMK, H3BBPIIEH OT TMpeBoJay, KONTO HMa CKJIIOYEH JIOTOBOp C
MUHHCTEPCTBOTO Ha BHHITHUTE Pa0OTH 32 M3BBPIIBaHE Ha O(PHUIIMATHA IPEBOIN; B ITBTHOMOITHOTO
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cinenBa na ObJAT MOCOYCHH KOHKPETHUTE JIEKAPCTBEHH MpoaykTh mo wi. 20, am. 1 ¢ TexHure
MEXIYHApOIHH HEMATCHTHU HAMMEHOBAHUS M ThPTOBCKU HAUMEHOBAHUS, 32 KOUTO MPEICTABUTEIIST
€ YITbJIHOMOIIICH;

3. Ipyru OTHOCUMHU JJOKYMEHTH.

(6) Ilpemioxxenusra ce mojaasar B A€s10BoAcTBOTO Ha LlenTpannoro ynpasnenne Ha H30K B
3areyaTaH Helpo3payeH IUTMK ¢ HEHapYILIeHa ISUI0CT, BbPXY KOHTO ce MOCOYBAT MOAATENAT U aJpec
3a KOPECTIOHACHIIMS.

Y. 23a. (Ho — JIB, Op. 62 ot 2015 r., B cuna ot 14.08.2015 r.) (1) Pasrnexxmanero Ha
MpeIOKEHUATa 0 Wi. 23 U JOTrOBapsSHETO Ha OTCTHIKU CE M3BBHPILIBA OT MOCTOSHHO JeiCcTBAalla
komucus ot ciuyxkurenu B H30K, onpenenena cbe 3anosen Ha ynpasurens Ha H30K. B 3anoseara
ce oTmpeies MpeJice1aTesl Ha KOMUCHSTA, HETOB 3aMECTHHK U PE3EPBHH YWICHOBE.

(2) B chcraBa Ha KOMHCHSATA 33IBDKUTEITHO CE€ BKIIOYBAT IIPABOCIOCOOCH FOPHUCT,
JIeKap/MarucThp-hapMameBT 1 UKOHOMHCT.

(3) UnenoBeTe Ha KOMUCHSITA ca JIIBKHH J1a M1a3SIT B TaiiHa 00CTOATEICTBAaTA, KOUTO ca y3HAIIU
BBB BPB3Ka ChC CBOATA pabOTa B KOMUCHSATA, 32 KOETO MOJIUCBAT JIeKJIapalus.

(4) (M3m. — JIB, Op. 89 ot 2017 r., B cuna ot 7.11.2017 r.) Komucusra nmo an. 1 u3BbpiiBa
MIPOBEPKa Ha MOCTHITMIIUTE PEIOKESHHS 32 ChOTBETCTBUETO UM C U3MCKBaHUATA HAa Hapea0aTa, KaTo
MMa IpaBO Ja TOWUCKA OT YYaCTHUK B CPOK 10 3 pabOTHM JHHM Ja OTCTPAaHU YCTAaHOBEHHUTE
HEPEIOBHOCTHU W/WIIH J]a PEAOCTaBH JOMBIHUTEITHA HH()OPMAIIHUS.

(5) B ciyuaii 4ye yyaCcTHUK HE OTCTPaHU HEPEIOBHOCTUTE W/WJIU HE MIPEIOCTaBH M3UCKAaHATA
JOMBTHATETHA WH(OpPMALHS B ONMPEACICHUS CPOK, CE€ CUMTA, Y€ 3a CHhOTBETHHUTE JICKAPCTBEHU
MIPOJYKTH HE Ca IOTOBOPEHU OTCTHIIKU.

(6) IlpencenaTenaT WM HETOBUSAT 3aMECTHUK M JIBaMa OT UWICHOBETE HA KOMHCHSTA Ce
MOJNKCBAT BHPXY BCSIKA CTPAHUIIA OT NPEIOKEHUETO Ha KaHIUaTa.

(7) Komucusra no an. 1 u3rorss rpaduk 3a natata U 4aca 3a MPOBEKIAaHE HA MPETOBOPH C
JOMyCHATUTE ydyacTHUIM. ['padukbT ce 00sBsiBa Ha oduiranHaTa uHTepHET cTpanuia Ha H30K ne
MO-KBCHO OT 5 paOOTHH JTHH MIPEIH 3aIl04BaHe HA IPErOBOPUTE, 32 KOETO YUACTHUIIUTE CE CUUTAT 32
YBEJOMEHHU.

(8) IIpu HEOOXOAMMOCT WJIM TIO TIPEIIEHKAa HAa KOMHUCHSTA YYACTHUK MOXKE Ja ObJe MOKaHEeH
BTOPH ITBT 32 MPOBEKIAHE HA TPETOBOPH TI0 JOMBIHUTEIHO OMPE/IeNIeH TpaduK.

(9) (U3m. — IB, 6p. 89 o1 2017 1., B cuna ot 7.11.2017 r.) Komucusita cbcTaBsi IPOTOKOJIH 32
cBOsITa paboTa U ¢ pelieHue 00sSBsABa pe3yaTaTUTE OT MPOBEACHOTO AOTOBapsiHE, KaTO MOCOYBA!

1. 3a orcrhiku o wit. 21, an. 1, T. 1 — pena 3a onpenensiHe Ha pa3Mepa Ha JOrOBOpeHaTa OTCTHIIKA U
pasmpeneseHHeTo Ha o0 pa3Mep Ha KOMIICHCAIIUATA BbPXY BCEKH JIEKAPCTBEH MPOIYKT, KAKTO U
MIPOTHO3HUTE KOJIMYECTBA 33 BCEKU JICKAPCTBEH MPOIYKT;

2. 3a OTCTBIKM mo ui. 21, am. 1, 7. 3 — BHga, CTOMHOCTTA W M3IBJIHUTEIINTS Ha 3aIlIAlaHUTE
MEUIIMHCKHU YCITYTH,

3. (moBa — /IB, 6p. 17 ot 2019 r.) 3a orcThiku no ui. 21, an. 1, T. 4 — pa3Mepa Ha JIOTOBOPEHUTE
OTCTBHIIKU U MPOTHO3HUTE KOTUYECTBA 32 BCEKH JIEKAPCTBEH MPOJIYKT.

(10) (M3m. — IB, 6p. 19 ot 2020 r.) B 20-gHEBEH CPOK OT YTBBPK/IaBaHE HA PEIICHUETO 10
an. 9 ot ynpaBurens Ha H30K komucusita u3rorsst mpoeKkTH Ha JOTOBOPH, KOUTO MPEACTaBs Ha
MPUTEKATENNUTE Ha pa3pelieHus 3a YIIoTpeOa/TEXHUTE YITHITHOMOIIEH! PEICTaBUTENHN 32 TTOIIHC.

(11) (U3m. — [IB, 6p. 19 ot 2020 r.) [Ipoekture Ha noroBopu mo ai. 10 3aAbIHKUTETHO
ChJIbPIKAT:

1. TOrOBOpEHUTE OTCTHIIKM MO ai. 9;
2. YCIIOBUSATA M PEABT, TI0 KOUTO CE TPE0CTaBs WH(OOPMAIIHAS MEXKIY CTPAHUTE;
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3. (moBa — /IB, 6p. 89 or 2017 r., B cuma ot 7.11.2017 ., oT™., Op. 19 o1 2020 1.);

4. (moBa — /1B, Op. 89 ot 2017 r., B cuna ot 7.11.2017 r., gom., 6p. 19 ot 2020 r.) mporHO3HHUTE
KOJIMYECTBA 32 BCEKH JICKAPCTBEH MPOJIYKT, 32 KOUTO Ca JIOTOBOPEHU OTCTHIIKH;

5. (moBa— 1B, 6p. 17 o1 2019 r., u3m. 1 gor., 6p. 19 ot 2020 r.) 3amuiaiane Bb3 OCHOBA Ha pe3yJiTaTa
OT TepamnusiTa, KOraro TakoBa € JOTOBOPEHO 3a JIEKAPCTBEHU MPOJYKTH, 32 KOUTO € OIMPEIEICHO
nmpocieqsiBane Ha edekTa OT TepamusaTa cbriacHo wi. 259, am. 1, 1. 10 3JIIIXM, kakto u
BB3CTAHOBSIBAHE OT IPUTEKATEIUTE HA pa3pelieHus 3a ynorpeda WM TEXHH YIIbIHOMOILIEHU
npencraButenu Ha H30K nHa 3amnaTeHuTe cpeictsa mpu Jurca Ha pe3yiTar;

6. (HoBa — JIB, Op. 19 ot 2020 r., u3m., 6p. 49 or 2022 r., B cuna ot 1.07.2022 r.) 3aabiKeHUs Ha
CTpaHUTE MPH MPUIIATAaHEeTO HAa MEXaHW3Ma, TapaHTHPAII IPEIBUIUMOCT H YCTOMUMBOCT Ha OI0KeTa
Ha H3O0K no un. 45, an. 31 330, copsiMo BCHYKH JIEKAPCTBEHU MPOJIYKTH HA IMPUTEXKATENd HA
pa3pelnieHueTo 3a yrnorpeda, 3amiamany HarmbIHo uin yactuuno ot H30K;

7. (mpegumnHa 1. 3 — 1B, 6p. 89 o1 2017 1., B cuma ot 7.11.2017 1., mpenumina 1. 5, 6p. 17 01 2019 1.,
npeaumiHa 1. 6, 6p. 19 ot 2020 r.) npyru ycioBus.

(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 OTCTBIKK 1Mo wi. 21, aim. 1, T. 1 w/mm 3, u/wm 4 ce
CKJIIOYBAT A0 | ampui Ha cieiBaimaTa KalleHAapHa ToJWHA M BiM3aT B cuia OT | sHyapu Ha
MMOCOYEHAaTa roJIMHA.

(13) (HoBa — IB, O6p. 19 ot 2020 r., u3m., 6p. 49 ot 2022 r., B cmia ot 1.07.2022 r.)
JlekapcTBeHH MPOAYKTH, TOAJIEKAIIM HA 3abJDKATEITHO [IEHTPATU3UPAHO JOTOBApSIHE HA OTCTHIIKU
mo ui. 21, an. 1, 1. 1, 32 KOUTO HE ca CKJIIOYEHU JIOTOBOPHU B CpOKa Mo ai. 12, He ce 3aruiamar ot
H3O0K ot | anpun Ha nocoueHarta roauHa. 3a nepuoga ot 1 siHyapu a0 1 anpus Ha mocoyeHaTa
roJuHa JeKkapcTBeHuTe npoayktu ce 3amiamar oT H30K u 3a Tax mpurtexaTenuTe Ha pa3perieHusTa
3a yrnoTpeda/TeXHUTE YITbIHOMOIIEHH npeacTaBuTenu abpkaT Ha H30K oTcThiku B MUHUMATHUS
pasmep, nocoueH B wi. 21, an. 1, 1. 1.

(14) (Hosa — JIB, 6p. 19 ot 2020 r.) JIoroBopuTe 3a OTCTBIIKH 10 wi. 21, ai. 2 BIU3aT B cuja
MIPU yCIIOBHUE, Y€ JICKAPCTBEHUTE MPOJAYKTH, MPUHAICIKAINA KbM HOBO MEXTYHAPOTHO HEMATEHTHO
HauMeHoBaHue, 0paat BraroueHu B I1JIC mo wi. 262, an. 6, T. 1, ceoTBeTHO 1O WiI. 262, an. 6, T. 2 OT
3JIIIXM u ot nmarata Ha 3amianiaHeTo Ha jekapctBenute npoayktu oT H30K mpes crnenBamiara
KaJIeHJIapHa TO1HAa.

(15) (Hoa— 1B, 6p. 19 ot 2020 r.) 3a 1ekapCTBEHUTE NMPOIYKTH, IPHUHAICKALIN KbM HOBO
MEXIYHApOJAHO HEMATeHTHO HAaUMEHOBaHME, BKIIOYEHH B [I03UTHBHUS JIEKapCTBEH CIUCHK IO Y.
262, an. 6, 1. 1 mmm 2 ot 3JITIXM:

1. no 30 cenTeMBpH Ha TeKyllaTa rOJAMHA, 32 KOUTO 32 IBPBU BT III€ CE 3arJalia oT OrKeTa Ha
H3O0K, nmogaBaneTo Ha mpeayioKeHHS, TIXHOTO Pa3riiekIaHe U JIOTOBAPSHETO HA OTCTBIKH IO YJl.
21, an. 1, 1. 1, 3 u/unu 4 ce u3BBHpIIBA IIPH YCIOBUATA U IO peaa Ha 4. 23 u 23a;

2. cnen 30 cenTeMBpU HA TEKYIlaTa TOJIMHA, 32 KOUTO 3a IIBPBH BT 1€ CE€ 3aruiaiia oT Ol KeTa Ha
H3O0K, nogaBaneTo Ha MpeIOKEeHUs, TAXHOTO Pa3TIICkKIaHE U JJOTOBAPSIHETO HA OTCTHIKH IO YII.
21,an. 1, 1. 1, 3 u/unu 4 ce M3BHPIIBA OT HAYAIOTO Ha CJIeJBAIIATa KaJleHAapHa TOIUHA.

(16) (M3m. — [IB, 6p. 89 ot 2017 1., B cuna ot 7.11.2017 ., npeaumna an. 13, 6p. 19 ot 2020
r.) 3a JekapcTBeHUTe MpoAyKTH 1o wi. 20, an. 1, T. 3 B IOroBOpUTe CE ChIBPKAT U:

1. (m3m. — 1B, 6p. 17 ot 2019 r.) nporHo3eH Opoii marMeHTH, CbOTBETHU MPOTHO3HU KOJIMYECTBA
JIEKApPCTBEH TPOJIYKT U CHOTBETHH MPOTHO3HU TOAMIIHHA PA3XOJU 3a JIEKAPCTBEHUS MPOIYKT 3a
TPUTOJIMIIEH EPUOJ OT BKItOUBaHETO My B I1JIC — 3a BcsAKa OT roMHMUTE;

2. KpUTEpUH 3a MPEIMCBAHE HA JIEKAPCTBEHUSI MPOIYKT;

3. IpyTH YCIIOBHS.

30



(17) (U3m. — IB, 6p. 89 ot 2017 r., B crta ot 7.11.2017 r., mpeaumiHa ain. 14, 6p. 19 ot 2020
r.) ExksemIuiap ot ckiroueHHUTe JOTOBOPH 3a OTCTHIKM 1O ui. 21, an. 2 ce npenocrass oT H30K Ha
Hanmonanuus chbBeT 1o EHH U peuMOypCcHpaHe Ha JIEKapCTBEHUTE MPOAYKTH ChIIACHO WiI. 262, all.
10 3JIIXM.

(18) (Ilpemumaa an. 15, mom. — JIB, 6p. 19 ot 2020 r.) JloroBOpeHHTE OTCTBIIKH Ca
3aJIBJKUTENHU 32 CPOKa Ha JCMCTBHE HA TOTOBOPUTE U HE MOTAT Jla Ce MU3MEHAT MO0 HA4MH, KOUTO
BOJIM J10 yBennyaBaHe Ha pasxoaute Ha H3OK. B ciyuyaii dye 3a nekapCTBEH MPOJYKT, 32 KOUTO €
JIOTOBOpPEHA OTCTBIKA M0 Wi. 21, an. 1, T. 1, oTnagHe ycnoBUETO MPU U3YUCIISIBAHE HA CTOWHOCTTA,
zamnamana oT H3O0K, na He ywacTBar JekapcTBEHHM HPOAYKTH HA JPYrd IpUTEXaTelu Ha
paspelieHrue 3a yrnorpeda, MPUTESKATENAT Ha Pa3pelIeHHETO 3a ynoTpeOa/HEroB YITbIHOMOIICH
npencrasuten yBeaomsia nucmMeno H30K B nBycenmuueH cpok OT OTpa3siBaHETO HA MPOMsHATA B
TUIC no un. 262, an. 6, 1. 1 win 1. 2 3JIIIXM, 4e xenae 1a ce IpeKpaTu JOroBOPHT 110 OTHOIIEHUE
Ha OTCTBIKATa 3a TO3U MPOIAYKT WIH 1€ Mpoabinku Aa npexoctaBs Ha H30K orcrhnkaTta xato
N0OPOBOJIHA B CHILUSA WIH IPYT pa3Mep.

(19) (ITpegumna an. 16 — JIB, 6p. 19 ot 2020 r.) B cpoka Ha nelicTBHE Ha IOTOBOPUTE MOTaT
Jla ce CKIIFOUBAT JIOMBIIHUTEIIHU CIIOPa3yMEHHs 32 M0-BUCOKHU pa3MepH Ha OTCTHIIKUTE, KOUTO BIM3AT
B CHJIa OT JlaTaTa Ha CKJIIOYBAHETO UM.

(20) (HoBa — /1B, 6p. 17 ot 2019 r., npenumina an. 17, 6p. 19 ot 2020 r.) IIpu HOBa o1cHKA
Ha 3J[paBHUTE TEXHOJIOTUHU 3a JIEKAPCTBEH MPOAYKT, U3BbPIIECHA IO peaa Ha wi. 262a, an. 3 3JITIXM,
€ HaJMIle OCHOBAaHWE 3a MPEIOroBapsiHE Ha OTCTHIIKATA 3a JICKAPCTBEHHs MPOIYKT, KaKTO U 3a
MPEOTOBapsiHE HA OTCTBIKH 3a JPYI'H JICKApPCTBEHH TPOIYKTH CBhC CBHIIATE WM CXOJHHU
TEpaneBTUYHU TOKAa3aHUsl C OIJIeJ] CpaBHUTEIHATa WM TepaneBTUYHA €(PEKTUBHOCT CBITIACHO
YTIBBPACHHUS TOKJIA]l 32 OIICHKATA.

Y. 236. (Hos — 1B, Op. 62 ot 2015 r., B cuna ot 14.08.2015 r.) (1) (M3m. — JIB, Op. 49 ot
2022 r., B crua ot 1.07.2022 r.) JloroBopeHHTE OTCTBHIKM IOA (popMaTa Ha BH3CTAaHOBSBAHE HA
pa3xoIu ce MPEeAoCTaBAT cjel TMPUKIIOYBAHE Ha BCSIKO TPHUMECEYHEe OT TpUTexarens Ha
pa3peleHueTo 3a yrnoTpeda Ha JIeKapCTBEHUS MIPOYKT/HETOBHUS YITbJIHOMOIIIEH NPEACTaBUTEN Ype3
mupektHo ruianjane Ha H30K cnex momywaBaHe Ha cmpaBka 3a KOJIMYECTBaTa OT JIEKAPCTBEHUS
MIPOJYKT IO €JIEKTPOHEH OTUYET ChIIACHO 4Jl. 8, ail. 3, 3arateHu or H30K npe3 choTBeTHUS NEepHo.
B cnpaBkara ce nocouBaT pasxoaure Ha H30K 3a Bceku jiekapcTBEH MPOJIYKT B 3aBUCUMOCT OT
OTYETEHUTE KOJINYECTBA 3a TPUMECEUUETO, KAKTO U CTOMHOCTTA Ha IbJKMMaTa OTCThIIKA.

(2) (dom. — 1B, 6p. 89 or 2017 r., B cuma ot 7.11.2017 r.) Haumonamnara
3/IpaBHOOCUTYpHUTENIHA Kaca MpeJCTaBs Ha MpHUTEXaTessl Ha pa3pelieHueTo 3a yrnoTpeda/HeroBus
YITBJIHOMOIIIEH TpeACTaBUTEN crpaBkaTa 1mo ajd. 1 B 30-gHEBEH CpPOK OT M3THYaHE HAa OTYETHUS
nepuon. B ciydamTte, Korato ca JOTOBOpPEHH OTCTBIKM B pa3iMdeH pa3Mep 3a pa3IndHd
TEpareBTUYHU TOKa3aHUs Ha JICKApCTBEHHS MPOAYKT ChIVIAaCHO Wi. 21, an. 3, crpaBkaTa MOXe /a
ChIbpKa WH(POPMAIIHS 32 3aIJIATEHUTE KOJIMUYECTBA OT JICKAPCTBEHHS MPOYKT MOOTIEITHO 3 BCSIKO
OT TepaNIeBTUYHHTE TIOKA3aHUSI.

(3) (U3m. — IB, 6p. 49 ot 2022 r., B cuiia ot 1.07.2022 r.) [Ipurexxarenar Ha pa3perieHHueTo
3a ynoTpeOa/HeroBUAT YITbIHOMOLUIEH MPeICTaBUTEN MMa IPaBo Jia IPEACTaBU MMCMEHO Bb3paKEHHE
B 7-7IHEBEH CPOK OT MOJIy4aBaHETO Ha crpaBkarta, kato H30K pasriexna He3a0aBHO Bb3pakKeHUETO
Y M3Mpallla TUCMEH OTIOBOP IO HEero B 7-THEBEH CPOK OT JjaTara Ha Mojy4aBaHeTo My. JIUPEeKTHOTO
wiamane kbM H30K ce ocbiiectsiBa B cpok oT 20 (aBajgeceT) KajlleHAapHU JTHU CJie/l ModydyaBaHe
Ha CTpaBKaTa 1Mo al. | MmpH JMmca Ha Bh3paKEHHsI, PECIIEKTUBHO CIIE/ MOJydyaBaHe Ha MUCMEHUS
otroBop. 3a u3BbpiieHoTO Mamade H30K u mputexarenatr Ha paspelnieHueTo 3a yrnorpeda Ha
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JIEKaPCTBEHMSI MPOJYKT/HETOBUAT YIIBIHOMOILEH MNPEACTaBUTENl MOJMUCBAT MPOTOKOJI ChITIACHO
npuiiokeHue Ne 8a.

(4) (HoBa— 1B, 6p. 89 o1 2017 1., B cuna ot 7.11.2017 r., ot™., 6p. 17 0T 2019 1.).

(5) (ITlpequmina an. 4, mom. — JIB, 6p. 89 ot 2017 1., B cuna ot 7.11.2017 r., u3m., O6p. 17 ot
2019 r.) 3a oOe3neuaBaHe Ha IJIAIIAHUATA IO al. 3 MPUTESKATEISAT HA Pa3pEIICHUETO 32
ynotpeba/HEroB YI'BJIIHOMOIIEH NpeacTaBuTen yupensBa B mnonza Ha H3OK O6esycnoBHa wu
HEOTMEHsIeMa TapaHIKs ChC CPOK HE MO-MAJIKO OT 15 Mecena u pazMep He mo-mMajnko ot 120 Ha cTo
OT CTOMHOCTTa Ha JOTOBOPEHATa OTCTHIIKA BbPXY MPOTHO3HUS TOJUIICH Pa3XoJ 3a JIEKApCTBEHUTE
MPOJAYKTH OT ChOTBETHATA rpyna. [IporHO3HUAT AsT ce ompesenis eXKeroJHO 3a BCEKH IpUTekKaTes
Ha pa3peleHue 3a yrnoTpeda/HeroB yIrbJIHOMOIIEH MTPEICTABUTEIN. 3a Ta3H YacT OT MPOrHO3aTa MOTatT
Jla ce M3MCKBAT W WM3IOJI3BAT MPOTHO3M HAa MPUTEKATEIUTE HA Pa3pelieHUs 3a ynorpeda/TexHU
YI'BJIHOMOIICHH MPEICTABUTEIIH.

(6) (ITpeaumna an. 5 — JIB, 6p. 89 ot 2017 r., B cuna ot 7.11.2017 r.) B eqHOMece4eH cpok
oT npukitouBane Ha foroBapsHero H30K nybnukyBa Ha odulinanHaTa cu HHTEpHET CTpaHuIa oo1a
nH(pOopMaIKg 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
€1pOo MOJKeE J1a TMoJja/ie yBeJIOMIICHHE Upe3 MpUTexkaress Ha pa3pernieHuero 3a ynorpeda 1o H30K,
Ye JKeJlae Ja pa3npocTpaHsiBa JEKAPCTBEHU MPOAYKTH C IOTOBOPEHUTE OTCTHITKH.

(8) (Ilpeaumrna an. 7, uzm. — 1B, 6p. 89 ot 2017 r., B cuuta ot 7.11.2017 r.) B 3-nHeBen cpok
OT MOCTHIIBaHE Ha yBenomiieHueTo 1o an. 7 H30K nedwuHmpa ko Ha THProBel Ha epo.

Y. 23B. (Hos — [IB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r., uzm., 6p. 89 ot 2017 r., B
cwia ot 7.11.2017 r.) (1) OTcThnKM MoraT Ja ce AOroBapsAT Mpe3 IisiaTta KajleHAapHa TOANHA 10
pena, ycTaHOBEH B TO3M pa3fiell, 3a JIEKapCTBEHU MPOIYKTHU:

1. (mom. — JIB, 6p. 19 o1 2020 r.) o un. 20, an. 1, T. 3 — 3a T€3u NPOIYKTH OTCTHIIKUTE 1O Wi. 21, a.
2 ce JOroBapsT B €IHOMECEUEH CPOK OT MOJaBaHe Ha MPEJIOKEHUS 32 THX;

2. (mom. — JIB, 6p. 19 ot 2020 r.) 3amnanany HarbjHO Wik yactuaHo oT H30K u kouTto He mosiexar
Ha 3aBJDKUTEITHO LEHTPATH3UPAHO JOTOBAPSHE HA OTCTHIIKU — 34 TE€3U MPOAYKTH C€ JOTOBApST
NOOpPOBOJIHM OTCTHIKK T0J (hopMaTa Ha BH3CTAHOBSIBAHE HA PA3XOJUd B OMPENEICH OT CTPAHUTE
pasmep ot pazxoaute Ha H30K 3a Te3u mpoaykTu;

3. (mom. — 1B, 6p. 19 ot 2020 r.) 3annamanu HarbiaHO Uik yactuyHo oT H30K, kouto B pe3ynrat
Ha u3MeHeHus u nombiHeHUs B [IJIC ca craHanm oOGEKT Ha 3aIBIDKUTENHO IEHTPATU3UPAHO
JIOTOBapsiHE HAa OTCTBHIIKU - 332 TE€3U MPOJYKTH MOJABAHETO HA MPEVIOKECHHS U JIOTOBapsHETO Ha
OoTCTBHIKHU 1O ui. 21, an. 1, 1. 1, 3 u/unu 4 ce U3BBHpIIBA B €THOMECEUYEH CPOK OT Jarara, Ha KOSITO
MPOJYKTUTE Ca CTAHATHN O0EKT Ha 3abJDKUTEITHO IIEHTPATH3UPAHO IOTOBApsIHE Ha OTCTHITKH.

(2) (U3m. — [IB, 6p. 19 ot 2020 r.) JoroBopute 3a OTCTHIKH 1O ai. 1, T. 1 BIu3ar B cuna
chrilacHo 4ii. 23a, an. 14, mo ain. 1, T. 2 — OT JaTaTa Ha CKJIIOYBAHETO UM, a o ai. 1, T. 3 — ot garara,
OT KOSITO ca 00EKT Ha 3abJDKUTEITHO IIEHTPATU3UPAHO JIOTOBAPSHE HA OTCTHITKHU.

UYn. 23r. (Hos — 1B, 6p. 44 ot 2016 r., B cuna ot 10.06.2016 r.) (1) 3a nekapcTBeHUTE
MPOAYKTH C HOBO MEXIYyHApPOJIHO HEMAaTeHTHO HAaMMEHOBaHWE, MOJUIekKAIld Ha JIOTOBapsiHE Ha
OTCTBIIKHU, UM KOMOUHAaIMATA (Tipu KoMOUHUpaHu ekapcTBeHu mpoayktu ), H30K mposepsiBa ganu
MEXIYHApOJAHOTO HEMATeHTHO HAMMEHOBaHUE, KbM KOETO MPHHAJJICKU JICKAPCTBEHUSAT MPOIYKT
WM KOMOMHANUATA (IpH KOMOMHHUPAHU JIEKapCTBEHU MPOIYKTH ), MOXKE Ja CE MOJI3Ba OT MAI[UCHTUTE
B TTOHE TI€T JIbPKaBH — YWICHKH Ha EBpOIENCKus ChI03, Ype3 ChOTBETHUTE UM CHCTEMHU 3a 3alljIalllaHe
C MyOJIMYHH CPEeJICTRA.

(2) He ce cxirouBar JOrOBOPH 3a OTCTHIIKM 3a JIEKAPCTBEH MPOIYKT 1o wi. 21, an. 2, ako
MEXIyHApOJAHOTO HEMAaTeHTHO HAaMMEHOBaHWE, KbM KOETO TOW MPUHAJJICKH WM KOMOWHAIUASTA
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(py KOMOWHUpAHU JICKAPCTBEHU TPOJYKTH) HE MOXKE J1a C€ IOJI3Ba OT MAIMEHTHTE B TIOHE TMET
IbpKaBU — 4iIeHKH Ha EBponeiickus cbio3, Upe3 ChOTBETHUTE MM CUCTEMH 3a 3aIUIallaHe ¢ MyOInYHN
CpeAacTBa.

(3) 3a ynocroBepsiBaHe Ha 00CTOSITENICTBATA MO all. | MpHUTEKATENAT HA pa3pelICeHUETO 3a
ynoTpeba/HEeroOBHSIT YITBITHOMOIICH TpenctaButen npenactaBs Ha H30K cnuchbk Ha abpikaBUTE —
4iIeHKH Ha EBponeiickus chio3, B KOUTO MEKIYHAPOJIHOTO HENMATEHTHO HAUMEHOBaHKE, KbM KOETO
NPUHAJICKNA JIEKAPCTBEHUAT MPOAYKT WM KOMOWHamwusta (Mpu KOMOWHHpAHH JICKapCTBEHU
MPOAYKTH), MOXKE Jla C€ TOJI3Ba OT NAIMEHTHTE Ype3 ChOTBETHUTE UM CHUCTEMH 3a 3aIljallaHe C
MyOJIMYHM CPEJICTBA, M IOCOYBA U3TOYHUIIMTE, HA KOUTO ce 0a3upa mpeprocTaBeHaTa HHPOpMaIus.

Uin. 231. (HoB — 1B, 6p. 17 ot 2019 1.) (1) JoroBopenara orcrbnka mo 4wi. 21, an. 1, T. 4 ce
mpenocTaBs aBaHCOBO 10 10-0 WMciIO HA MHPBUS MeEcell OT TPUMECEYHETO OT MpPHUTEk,ATels Ha
paspeieHueTo 3a ymnoTrpeda/HeroBust ymbiHOMoIeH mnpeacraBurenr Ha H3OK wa 6a3za Ha
MIPOTHO3HHUTE KOJMYECTBA, TOCOUYCHHU B CKITFOUSHUS JIOTOBOP 32 OTCTHIIKHU 32 ChOTBETHATA I'OJIMHA 32
CHOTBETHUS JICKAPCTBEH TPOJIYKT.

(2) UspaBHsiBaHETO HA CpEICTBATa 3a JOrOBOpEHATa OTCTHIIKA, HAJBHINABAIIN aBAHCOBOTO
IUTalane mo aia. 1, ce W3BBpIIBA Ha 0a3a MOANMCAHUS TPOTOKOJ ChIVIACHO TpuiiokeHue Ne 80,
NPUIPY)KEH CBhC chpaBkaTa nmo wi. 230, aix. 1, OT mpuTekaTens Ha pa3pelieHueTo 3a
yrnotpeda/HeroBusl YII'bJIHOMOIIEH MPECTABUTEI C IUIAIIaHe B Cpoka 1o 4wi. 230, an. 3. B ciy4aii e
BB3HUKHC pa3/IMKa 3a Bb3CTAHOBABAHEC OT HBOK, TS MOXKE J1a CC IMIPHUXBAHEC OT AbJDKMMATa OTCTHIIKA
3a CJICABAIO TPUMECEUue.

(3) 3a oOe3meyaBaHe Ha IUIANAHUATA MO all. 2 TPUTSXKATENIAT Ha Pa3pelICHUETO 3a
yIoTpeOa/HEerOBUAT YIIBJIHOMOIIIEH TpeAcTaBuTeNl yupensBa B mon3za Ha H3OK Ge3ycioBHa u
HEOTMEHsIEMa rapaHIMs ChC CPOK HE MO-MaJIko OT 15 Mecena u pa3mep He no-manko ot 120 Ha cTo
OT CTOMHOCTTa Ha JIOTOBOPEHATa OTCTHIIKA Ha 0a3a Ha MPOrHO3HOTO KOJIMYECTBO 332 ChOTBETHUS
JICKapCTBEH MPOIYKT.

Paszpen 11
(Hos - /IB, 0p. 48 o1 2014 1.)

YcaoBusi, KpUTEPUH H Pejl 32 3abJIKHTETHO HEHTPAJU3NPAHO I0rOBapsiHe HA OTCTHIKHU OT
CTOHHOCTTA Ha JIEKAPCTBEHUTE NMPOAYKT 3a 3ipaBHUTE AeiiHOCTH MO 1i1. 82, an. 2, T. 3 o1
3akona 3a 3apasBeto, 32 konto H30K 3amuama
(3ara. pon. — /IB, Op. 62 ot 2015 r., B cuaia ot 14.08.2015 r.)

Uin. 24. (Hos — JIB, 6p. 48 ot 2014 r.) (1) (U3Mm. u gom. — JIB, Op. 62 ot 2015 r., B cuna ot
14.08.2015 r.) Ha ocHoBanwue uin. 45, an. 13 330 H30K mnpoBexaa 3aAbKUTETHO LEHTPATU3UPAHO
JIOTOBapsiHE € IPUTEXKATEINTE Ha Pa3pelIeHus 3a ynoTpeda Ha JIeKapCTBEHH MPOIYKTH U/UIH C TEXHU
YI'BJIHOMOIIIEHH TPEACTaBUTENN Ha OTCTHIIKH OT LIeHAaTa Ha JIEKapCTBEHUTE MIPOAYKTH 3a 3/[paBHUTE
AeiHocTy 1o wi. 82, an. 2, T. 3 33 u 3aruiama CTOMHOCTTA, IIOJy4YeHa B pe3y/ITaT Ha HamalleHaTa ¢
JIOTOBOPEHHUTE OTCTHIIKM IIEHA Ha JIEKAPCTBEHUTE MPOAYKTH.

(2) (Usm. — 1B, ©Op. 62 or 2015 r.,, B cuma or 14.08.2015 r.) Hauuonannara
3/IpaBHOOCUTYpUTEIHA Kaca MPOBEXJa J0roBapsHETO Mo aji. | mpeau 3amoyBaHe Ha ChOTBETHATa
HaIlMOHAJIHA, perMOHaIHA I OOIIMHCKA MporpaMa, KakTo U 3a BCSAKa clie/[Ballla KaJleHJapHa ro/InHa
OT Mepuoa Ha AEHUCTBUETO M.

(3) (Hom. — [IB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) B ciydaute, korato ce J0roBapst
OTCTBIIKM 3a KaJICHIapHa roJMHa, JOTOBapsSHETO Ce M3BBPIIBA B CPOK 10 31 siHyapu Ha chllarta
roauHa. J[oroBopeHUTEe OTCTHIIKM Ca 3aIbJKUTEIIHH 32 CPOKA Ha JACWCTBUE HA JOTOBOPHUTE U HE MOTaT
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Jla C€ U3MEHST MO HA4YMH, KOMTO BOAM 10 yBennyaBaHe Ha pazxoaute Ha H3OK. IIpe3 kanengapHara
roJuHa Morar Ja ObAaT JOroBapsHU AOMBIHUTETHO TIO-BUCOKU Pa3MepU HA OTCTHIIKUTE.

Y. 25. (Hos — JIB, 6p. 48 ot 2014 r.) (1) 3a npoexxnane Ha norosapsinero H30K ornpass
nokaHa 1o oopasen, yrBbpAeH oT ynpasutens Ha H30K, no mpurexarenute Ha pa3peuieHus 3a
ynoTtpeda Ha ChOTBETHUTE JICKAPCTBEHU MPOAYKTH/TEXHUTE YII'BIHOMOIIEHH MPEICTABUTEIH.

(2) Ilokanara chabpxa:

1. agpecaTuTe Ha AOrOBAPSHETO;

2. HaMMEHOBAHKE Ha JICKAPCTBEHUS IPOAYKT, 0OEKT Ha JOrOBAPSHETO;
3. CpPOK U MSCTO 3a MOJaBaHe Ha MPEJIOKCHUITA,

4. anpec, TenedoH, Gaxc, eIEKTPOHEH aapec U JHIIE 33 BPb3Ka.

(3) INoxanara ce myOnukyBa Ha HHTepHET cTpanunara Ha H30K.

(4) KpMm mokanara ce mpuiara o0pasell Ha JJ0roBop, YTBbpAeH oT ynpasutelns Ha H30K.

Ui 26. (HoB — JIB, Op. 48 ot 2014 1.) (1) B cpoka, mocoueH B moKaHaTa, KaHIUAATUTE
MpEJCTaBAT B J1e0BOACTBOTO Ha LlenTpaniHoto ynpasnenue Ha H30OK B 3ameuatan Henpo3paudeH
IUTHK C HEHapYIIeHAa USJIOCT CIETHUTE TOKYMEHTHU:

1. mpenjoxkeHue, MOAMMCAHO OT MPUTEXKATENs Ha pa3pelIeHHeTo 3a ymorpeda Ha CHOTBETHUS
JIEKapCTBEH MPOJYKT UM OT HErOB YITbJIHOMOIIIEH MTPEICTAaBUTE,

2. (mm. — /IB, Op. 89 or 2017 r., B cuma ot 1.01.2018 r.) mHbOpManMs OTHOCHO ETUHHUS
UICHTH(HUKAIIMOHEH KOJ Ha JPYKECTBOTO WJIM KOOIEpaIHsITa OT THPrOBCKUS PETHCTHP, a 3a
JPYXKECTBATa, PETUCTPUPAHU B IbpikKaBa — WieHKa Ha EBponeiickust Chio3, WK B IbpKaBa — CTpaHa
no CriopazymeHuero 3a EBpomneiickoTo MKOHOMHUYECKO MPOCTPAHCTBO — KOMHE OT JOKYMEHT 3a
aKTyallHa perucTpanus Mo HalMOHAIHOTO 3aKOHOJATEJICTBO, U3/1aJ€H OT KOMIIETEHTEH OpraH Ha
ChOTBETHATa JAbPKaBa, HE MO-KbCHO OT 6 Mecella Mpey MoJaBaHe Ha 3asBICHUETO; HH(OpMaLIUITa
ce MpeIoCTaBs 3a MPUTEKATENs Ha pa3pelIeHUeTo 3a yrnoTpeda, a B ciaydyail ye NpeasiosKeHUeTo ce
M0/1aBa OT YII'bJIHOMOIICH MPEACTABUTEN — U 32 YIIBIHOMOILIEHUS TIPECTABUTEIL;

3. (m3Mm. — /1B, 6p. 89 o1 2017 r., B cuia ot 1.01.2018 1.) IBIHOMOIIHO 32 y4acTUE B IOTOBAPSHETO,
B T.Y. ¥ 3a II0JIaBaHE Ha MpPEJIOKEHUE 32 OTCTBIIKA/U — B CIy4ail 4e IpeyIoKEHUETO ce MojaBa OT
YIBJIHOMOIIEH NPEACTaBUTENl Ha MpPUTEXATels Ha pa3pelieHHeTo 3a ynorpeda; Koraro
II'BJIHOMOIIIHOTO € U3JaJICHO Ha YYXJ €3MK, KbM HEro ce Ipujara mnpeBoj Ha OBIrapcku €3uK,
U3BBPIIEH OT NPeBOay, KONTO NMa CKIIIOUYEH J1I0roBOp ¢ MUHUCTEPCTBOTO HAa BHHIIHUTE paboTH 3a
U3BBpIIBaHE HA OQUIIMATHU MPEBOAH; B IBIIHOMOIIHOTO CJe/iBa Aa ObJaT MOCOYCHH KOHKPETHHUTE
JIEKapCTBEHH TMPOAYKTH C TEXHUTE MEXKIYHAPOJIHW HENMAaTEeHTHU HAWMEHOBAHMUS M THPTOBCKU
HAaUMEHOBAHMSI, 32 KOUTO MPEICTABUTEINST € YITbTHOMOIIICH;

4. mpuTexaTeln/u Ha paspelleHre 3a THPrOBUS Ha €IpO C JEKAPCTBEHH MPOJIYKTH, KOUTO/KOUTO
pa3npocTpaHsBa/T CbOTBETHHSI JIEKAPCTBEH MPOIYKT.

(2) Bppxy nuMka cieBa /1a € IoCOY€eH MOJATeNAT U a/Ipec 3a KOPECIOHIEHIH.

(3) B nenoBoacreoto Ha LlenTpanunoro ynpasnenue Ha H30K He ce mpuemaT npeanoxxeHus,
KOUTO ca MOJAJEHU CJIe]] U3THYAaHETO Ha KpalHMsS CPOK WJIM ca MpeJICTaBeHH B He3aleyaTaH,
MPO3padeH MUK WIH IJIUK C HapyIIeHa IsUIOCT.

(4) IlpurexarenuTe Ha pa3pelleHHs 3a ymnoTpeba Ha JEKApCTBEHHU MPOIYKTH/TEXHU
YITBITHOMOIIICHU TIPEICTABUTENIN MOTaT Jia IMOoAaBaT MPeIOKEHHS 32 OTCTHIIKH U 03 Ja € OTIpaBeHa
nokana oT H30K, kakTo 1 n3BbH cpoka 1o 4. 24, ai. 3.

(5) llpennoxxenusita 1o ai. 4 ce mojaBar mo oopaser] CbriracHo mpmioxeHue Ne 9, KbM KOUTO
ce mpuiiaraT JOKyMEHTHUTE 1o 4wi. 26, ai. 1, . 2 — 4.
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Y. 27. (Hos — JIB, Op. 48 ot 2014 1.) (1) 3a mpoBek1aHe Ha JOTOBAPSHETO YIPABUTEIST HA
H3O0K onpenenst cbc 3anoBen komucus ot ciayxutenn Ha H30K. B 3amoBenra ce ompepensr
npejceaares Ha KOMUCHATA U CbOTBETHU PE3EPBHU YJIEHOBE.

(2) B cbcTaBa Ha KOMHCHATA 33 IBJDKUTEIHO C€ BKIIFOYBAT PABOCIIOCOOEH IOPUCT, MarucThp-
(dapmaieBT/u ¥ UKOHOMHCT/U.

(3) 3amoBenTa o aj. 1 ce u3aasa ciel MyOIMKyBaHe Ha IMOKaHaTta 1o 4i. 25, ai. 1.

Y. 28. (Hos — JIB, 6p. 48 ot 2014 r.) (1) KoMmucusita nu3BbpiiBa MpoBepKa Ha MOaICHUTE
JOKYMEHTH IO WiI. 26, all. 1 3a CbOTBETCTBUETO UM C Ta3H Hapeada, KaTo UMa IMPaBo Jia MOUCKa OT
y4acTHUKAa B 3-JIHEBEH CPOK Ja OTCTPaHU HEPEAOBHOCTH W/WIM Ja MPENOCTaBU JONBJIHUTEIHA
nH(pOpMaUs KbM MOJIAJICHATE JOKYMEHTH.

(2) Komucusita He pasriexaa MpeayioKeHHs, KOUTO HE OTroBapAT Ha HM3WCKBAaHUATA Ha
Hapen0aTa, KaKTO M HA YYaCTHHULUTE, KOMTO HE ca OTCTPAaHWIM HEPEAOBHOCTUTE /WM HE ca
MPEJOCTaBIIIN JIOTBbIHUTEIHATA HH(POPMAIIHS B ONIPEICIICHUS CPOK.

Y. 29. (HoB — JIB, 6p. 48 ot 2014 r.) (1) Ilpu pasriexnane Ha NpeIOKEHUATA Ha
YYaCTHUIIUTE TMpeAcenaTeNIaT U JBaMa OT WICHOBETE Ha KOMHCHUATA C€ TMOJMUCBAT BBPXY BCSKA
CTpaHUIIA OT MPEIOKECHHSITA.

(2) Komucwusita mo cBos MpereHKa MoXKe /1a MOKaHW YYaCTHHK J1a [T0/1a]1€ HOBU MPEATIOKEHUSI.

(3) Komucusita u3roTssi MpoOTOKOJIM 3a CBOsATA paboTa U C pelieHue 00sIBSBa PE3YJITaTUTE OT
IIPOBEJICHOTO JI0rOBapsiHE, KaTo MO0COYBA:

1. pa3mepa Ha 1OrOBOPEHUTE OTCTHIIKH, aKO TAKHBA Ca JJOTOBOPEHH;
2. croitHoctTa, koaro H30K mie 3ammnamia, mosydeHa B pe3ysiTar Ha HamajeHaTa ¢ JOTOBOpEHATa
OTCTBIIKA I[€Ha Ha JIEKapPCTBEHUTE MPOAYKTH.

(4) Bp3 ocHOBa Ha pENICHHETO MO ajl. 3 KOMHUCHUATA M3TOTBS MPOEKTH HA JOTOBOPU U THU
npezacrass Ha ynpasutens Ha H3OK.

UYn. 30. (Hos — 1B, 6p. 48 ot 2014 r.) Hanonannara 3ApaBHOOCUTYpHUTENIHA Kaca MyOIHKyBa
Ha UHTEPHET CTpaHUIIaTa cu HHGOpMaIus 3a CKIFOUYEHUTE IOTOBOPH, 03 Jla ce I0CoUBaT pa3MepuTe
Ha JIOTOBOPEHUTE OTCTHIIKHU, KAKTO U MH(POpMAIUs 3a a[peCUTE Ha MPUTEKATEITUTE Ha pa3peLICHHs
3a ynotpe0a /WK yITbJIHOMOIIEHUTE UM MPEJCTaBUTEH, TeIE(POHHN HOMEpA U JIUIA 332 KOHTAKT.

Paznen 111
(Hos - /IB, Op. 48 ot 2014 r., oTM™M., Op. 62 o1 2015 1., B cnJia ot 14.08.2015 r.)
Yci10BUS, KpUTEPHHU U Pej 32 J0roBapsiHe HA OTCTHIIKH OT CTOIHOCTTA 32 CLOTBETHATA IPymna
MeIUIHHCKH U3/eJIHsl, BKJIIOYeHH B CMUCHhKA 1o Wi. 30a oT 3akoHa 3a MeIHIIMHCKHATE
H3/1eJTUsA
Y. 31. (HoB — [IB, 6p. 48 ot 2014 r., oT™., Op. 62 oT 2015 1., B cuna ot 14.08.2015 1.).
Y. 32. (Hos — [IB, 6p. 48 ot 2014 r., oT™., Op. 62 oT 2015 1., B cuna ot 14.08.2015 1.).
Y. 33. (HoB — [IB, 6p. 48 ot 2014 r., oT™., Op. 62 oT 2015 1., B cuna ot 14.08.2015 1.).
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I'naBa nmera
(HoBa — /IB, 0p. 17 o1 2019 1.)

YCJO0OBUSA U PE/] 3A Bb3CTAHOBSIBAHE OT ITPUTE KATEJIUTE HA
PASBPEHIEHUSTA 3A YIIOTPEBA WJIN TEXHU YIITBJIHOMOIIIEHA
HPEACTABUTEJIN HA NIPEBUIIEHUTE BIO/IZKETHU CPEJICTBA IIPH
INPUJIATAHE HA MEXAHU3BM, TAPAHTUPAILL ITPEABUIUMOCT U
YCTOUUYHUBOCT HA BIOJ)KETA HA H30K
(3ara. usm. — /1B, 6p. 19 ot 2020 1.)

Ui 34. (Hos — IB, 6p. 17 o1 2019 1.) (1) (M3m. — IB, 6p. 19 ot 2020 1., 6p. 49 o1 2022 1., B
cuna ot 1.07.2022 r.) 3a rapanTupaHe MPEABHAMMOCT M ycToluuBOocT Ha Oromxkera Ha H30K 3a
3IPaBHOOCUTYPUTEIHH IUIAIAHUS 32 JIEKApCTBEHHM NPOAYKTHU CHIVIACHO 3aKOHA 3a Or/KeTa Ha
H30K 3a cporBetHara roamHa Hamzopuusat cbBer Ha H3OK exerogHo mpuema ¢ penieHue
MexaHu3bM 110 4iI. 45, ain. 31 330.

(2) Mexanu3msbT 1o ain. 1:

1. e MpUIIOKKUM 32 BCUUKH JIEKapCTBEHU NMPOAyKTH, BKItoueHd B [1JIC mo . 262, an. 6, 1. 1 3JIIIXM,
3aruiamany HarmbiaHO Wi yacTuYHo oT H3O0K, 1 3a BCHUKU JI€KapCTBEHU MPOAYKTH, BKIIOUEHU B
IJIC 1o 4. 262, an. 6, T. 2 3JIIIXM u 3amnamanu or H30K B OonHnyHaTa MEIUIIMHCKA ITOMOII]
W3BbH CTOMHOCTTA Ha OKa3BaHUTE MEIULIUHCKH YCIIYTH;

2. UMa JIeHCTBUE CHPSMO BCHUKH IMPUTEKATENM HAa paspelleHre 3a ynoTpeba Ha JeKapCTBEHUTE
MPOAYKTH MO T. | U TEXHHUTE YMBIHOMOIICHH MPEACTaBUTENN MPH HAIUYME Ha OCHOBAHUATA U
yCIIOBUSITA, YCTAHOBEHU B HETO;

3. (u3m. — JIB, 6p. 19 ot 2020 1.) ce mpuiiara 3a KaJieHJapHaTa roJnuHa, 3a KOsITO € MpHUeT.

(3) (U3m. — IB, 6p. 19 ot 2020 1., 6p. 49 ot 2022 r., B cuna ot 1.07.2022 r.) Haunonannara
3JIpaBHOOCUTYPHUTETHA Kaca, B CPOK 70 5 paboTHU JHH OT 0OHapoaBaHe B "/[bpikaBeH BeCTHUK'" Ha
penrenreTo mo ai. 1, myOiauKyBa Ha MHTEPHET CTPaHUIIATa CH CHOOIICHUE J0 MPUTESIKATEIUTE HA
paspernieHus 3a ynorpeda uiim TEXHU YITHIHOMOIIEHH MTPEACTABUTENH 3a CKIIFOYBAHE Ha IOTOBOPH 32
npuiarane Ha mexanusma no wi. 45, an. 31 330 3a roauHara, 3a kosTo € npuer. [loroBopure ce
CKJIIOYBAT 10 o0paszell, myOanuKyBaH Ha UHTEpHET cTpanunata Ha H30K.

(4) (U3m. — 1B, 6p. 19 ot 2020 ., 6p. 49 o1 2022 1., B cuna ot 1.07.2022 r.) JloroBopuTe MO
an. 3 ce ckiIrouBar A0 1 MapT HA rOIMHATA, 32 KOATO € MPHUET ChOTBETHUSAT MEXAaHU3BM T10 4Jl. 45, al.
31 330, u Bau3ar B cuia ot | sHyapu Ha cbliata roauHa. JlekapcTBeHUTE MPOAYKTH, 32 KOUTO HE ca
CKJTFOUEHHU JIOTOBOPH /10 1 MapT Ha chlata roauHa, He ce 3amamar ot H30K.

(5) Ilpu noroBopeHN OTCTHIIKM 3a CEABAIIAaTa FOJAMHA 32 JIEKAPCTBEHHUTE MPOAYKTH IO UJl.
45, an. 10 w/mmm an. 21 330 kato ycnosue 3a 3amnamianero uMm or H3OK, 3a nmpunaranero Ha
MEXaHHM3Ma M 32 OTCTHIIKUTE C€ CKJIF0UBA OOII[ TOTOBOP.

(6) B cnydanTe Ha ymbJIHOMOIIIABaHE MO ai. 4 ce mpuiiara TbIHOMOIIHO MPH Clla3BaHe Ha
W3UCKBaHMATA MO 4. 23, ai. 5, T. 2.

Yn. 35. (HoB — IB, 6p. 17 o1 2019 1., u3m., 6p. 19 o1 2020 1.) (1) (U3m. — IB, 6p. 49 ot 2022
r., B cuia ot 1.07.2022 r.) 3a npunarane Ha Mmexanusma 1o wi. 45, an. 31 330 H30K ny6nukysa Ha
WHTEpPHET CTpaHuIlata cu WH(OpMaIMs 3a BCAKAa OT OCHOBHUTE TPYIU JICKAPCTBEHU MPOAYKTH,
ompeseneHu B 3akoHa 3a 6romkera Ha H30K 3a choTBeTHaTa roauHa.

(2) B 30-ngHeBeH cpoK OT M3THMYaHE Ha BCSIKO Tpumeceune Ha Tekymarta roguHa H30K
nyoJInKyBa:

1. 6pyrau pasxoau Ha H30K 3a Tpumecednero 3a OTIYyCHATUTE, PECI. MPHIOKEHU U OTYETCHU
KOJIMYECTBA JICKAPCTBEHU MPOAYKTHU 32 BCAKA OT OCHOBHHUTE IPYIH JIEKAPCTBEHH MPOIYKTH 1O all. 1,
M0 MEXAYHAPOIHHU HETIATEeHTHN HAMMEHOBAHUS M ThPTOBCKHM HAUMEHOBAHUS,
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2. 0011 HEeTeH pa3xo. (clie MPHUCTaaaHe Ha JOTOBOPEHHUTE 3aIbJIKUTEITHA U JJOOPOBOJIHA OTCTHITKH)
Ha H30K 3a Tpumeceunero 3a BCsika OT OCHOBHUTE TPYIH JIEKAPCTBEHU MTPOLYKTH 110 all. 1;

3. CTOMHOCT Ha MPEBUIIEHUETO WIM HEJOCTUTAHETO HA YCIOBHUS OIOJKET 32 TPUMECEUHETO 3a BCSIKa
OT OCHOBHHUTE TPYIU 1O aj. 1, OIpesieseH ChIilacHO MeXaHu3Ma 1o wi. 34, an. 1.

(3) B 30-nHeBeH cpok ot u3tnyane Ha Besiko Tpumeceune H30K npenocrasst Ha CbOTBETHUTE
IIPUTEXKATEJIN HA PAa3peIICHUs 3a ynoTpeda WM TEXHHU YII'bJIHOMOILEHHU NpPEeACTaBUTENN ClleHAaTa
nHpopmanus:

1. metnu pasxoau Ha H3OK (cnen mpucnagaHe Ha JOTOBOPEHUTE 3aIBIDKUTEIIHUA M JTOOPOBOIHH
OTCTBIIKM) 3a TOBAa TPUMECEYME 3a OTIYCHATUTE, PECH. MPUIOKEHU U OTYETECHH KOJIMYECTBa
JICKapCTBEHH MPOJIYKTH HA MPUTEKATEN Ha Pa3pelIeHUueTO 3a ymoTpeda, 3a BCSIKA OT OCHOBHUTE
IpyIHU JEKApPCTBEHHU MPOIYKTH 10 al. 1, o MeKAyHApOIHU HEMATEeHTHH HAUMEHOBAHUS U ThPTOBCKU
HAaMEHOBAHMUS;

2. mMOATrpyIUTE JIEKAPCTBEHU MPOIYKTH HA IMPUTEKATEN Ha pa3pelieHHeTo 3a ynorpeda OT BCsKa
OCHOBHA I'pyIa, IpY KOUTO MOATPYNH € YCTAaHOBEHO HaJBuIleHue Ha pazxoaure Ha H30K cbriacuo
MexaHu3Ma 1o wi. 34, an. 1; cToMHOCT Ha HaJBMUIEHHETO 3a BCsSKa MOJArpyna M pa3Mepa Ha
KOHKPETHUTE CyMH, MO/JIeKAIIX Ha Bb3cTaHOBABaHe HA H30K.

(4) B TpumeceueH cpok oT u3THUYaHe Ha KajeHjaapHata roguHa H30K u3BbpuiBa rogumHo
M3paBHJIBAaHE HAa BBH3CTAHOBEHHUTE 10 TPHUMECEYHs NPEBHIICHH CPEACTBA OT IMPHUTEKATEIUTE Ha
paspelieHusTa 3a ynorpeda wid TeXHH YITbIHOMOIICHH MPEACTABUTENHN CIPSMO OOIIOTO TOAHUIITHO
IIPEBUILIEHNE Ha ONPEJIETICHUTE LIEJIEBU CpesicTBa B 3akoHa 3a Oromkera Ha H30K 3a chorBeTHara
roJIMHa NP YCJIOBUS U IO PEJl, yCTAaHOBEHU B MEXaHU3Ma 110 ui. 34, ai. 1.

Y. 36. (HoB — JIB, 6p. 17 o1 2019 1.) (1) (U3m. — JIB, 6p. 19 o1 2020 1.) B 7-1HEBEH CPOK OT
nojryyaBaHe Ha MH(pOpManusaTa o 4i. 35, an. 3 npuTexaressaT Ha pa3pelieHueTo 3a ynoTpeda/Heron
YI'BJIHOMOIIIEH — IpeJICTaBUTE] HMMa IMpaBO Ha NHCMEHO Bb3paxeHue. Hamnuonannara
3JIpaBHOOCUTYpHUTEIHA Kaca pa3Iiiexk/ia He3a0aBHO MOCTBIIMIIOTO Bb3PaXKEHUE U YBEJOMSBA TUCMEHO
IpUTEXKATENId Ha pa3pelieHueTo 3a yHnorpeda/HeroBHsl YIBIHOMOLIEH NpPEACTAaBUTEN 3a CBOETO
pelieHwue.

(2) (M3m. — [IB, 6p. 49 ot 2022 r., B cuna ot 1.07.2022 r.) B ciiydaute, Korato Bb3pakxeHue
HE € MOCTBHIIIIIO B CPOKA IO ajl. | MIIM KOTaTo MOCTHIIIOTO BB3PaKEHUE € OTXBBPICHO U3ISIIO0 WITH
YaCTUYHO, TPUTEKATEISAT Ha pa3pelieHHeTo 3a YMoTpeOa/HeTOB YITBIHOMOIIEH MpPEICTaBUTEIN
U3BbpLIBa IUPEKTHO Iiamane kpM H30K.

(3) (M3m. — [IB, 6p. 49 ot 2022 r., B cuna ot 1.07.2022 r.) IbIKUMOTO TUPEKTHO IJIalIaHe
kbM H3O0K 3a choTBETHOTO TpuMeceuHMe Ha TeKylllaTa T'OJMHA C€ M3BBPIIBA OT MPUTEKATENs Ha
pa3pelIeHneTo 3a ynoTpeda/HeroB ymbJIHOMOIIEH NPeACcTaBUTeNl B CpoK 10 20 AHM OT MosyyaBaHe
Ha CIIpaBKarTa, pecil. Ha 0TroBopa 1o ai. 1, mo odsisena or H30K Ha unTepHeT cTpanuiara it 6ankoBa
cmetka. 3a u3BbpiieHoto mianaHe H30K u mpurexarensT Ha pa3pelieHueTro 3a ymnorpeda Ha
JIEKApCTBEHHS MPOAYKT/HETOBHST YITBIIHOMOIIEH TPEACTABUTEN IOANUCBAT MPOTOKOJ CHIIIACHO
npuiioxxkenne Ne 11.

(4) B cpok 110 kpast Ha TbPBOTO TPUMECEUHE Ha CieBalllaTa KajleHaapHa roinHa ce U3BbpIIBa
CbOTBETHO U3pPaBHSBAHE.

UYn. 37. (Hos — JIB, 6p. 17 ot 2019 1.) (1) (M3m. — [IB, 6p. 19 ot 2020 r.) [Ipurexxarenure Ha
paspelieHusTa 3a yrnorpeda Ha JIEKapCTBEHUTE MPOAYKTH OT OCHOBHHUTE Ipynu mo wi. 35, am. 1
BB3CTAHOBSBAT IMPEBHUIICHUTE CPEICTBA, YCTAHOBEHHM TPH TpWIAraHe Ha MEXaHHU3Ma.
Bw3craHoBsiBaHeTO € B mbieH pa3mep Ha pasxomute Ha H3OK 3a nmexapcTBeHW TPOMYKTH HAJ
oTpesieNIeHUTe LIeJIeBU cpeAcTBa B 3akoHa 3a Oromkera Ha H30K 3a choTBeTHATa roaunHa, Kato ce
OTYHUTA U JENIBT Ha pe3epBa npu peuienre Ha Hagzopuus cpBer Ha H30K no un. 15, an. 1, 1. 7 330.
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(2) ensT Ha pe3epBa 3a HEMPEABUIACHU M HEOTIOKHH PA3XO/H 10 al. 1 € He moBeue oT Jefa
Ha CpeJCTBaTa 3a Pa3XOAH 3a JIEKAPCTBEHU MPOAYKTH 32 OCHOBHA rpyma mo 4i. 35, T. 1 B o0mus
pa3Mep Ha pasxoaute u Tpanchepure mo 6romkera Ha H30K 3a choTBeTHaTa roiMHa.

(3) PasxomuTe 3a JEKapCTBEHUW MPOAYKTH ca OOBBpP3aHHM C MapaMeTpUTe HAa 3aKOHA 3a
oromxera Ha H30K 3a choTBeTHAaTa rojuHa, IJIAHUPAT CE B CHOTBETCTBHE C IMapaMeTpUTE Ha
cpeaHocpoyHaTa OrOKeTHA MPOTHO3a, C PbCTa HA Pa3XOAUTE 32 3/[PaBHOOCUTYPUTEIHH TUIAIAHUS
U B paMKHTE Ha TEMIIOBETE Ha M3MEHEHHUE Ha Pa3XxOoJuTe 3a 3/PaBHOOCUTYPUTEIHH IUTALaHUs 3a
ChOTBETHATA rOJIMHA CIPSMO MPEAXOAHATA.

I'naBa mecra
(HoBa — /1B, 0p. 17 o1 2019 1.)

YCJIOBUSA U PE]] 3A 3AIIVIAIAHE HA JIEKAPCTBEHU ITPOAYKTHU,
MEJIUIWHCKHU U3AEJUSA, TUETUYHU XPAHU 3A CHEHUAJIHU MEAUIINHCKHA
HEJHU U BUCOKOCIHEINNAIN3NPAHU AITAPATH/YPEJIN 3A HHIANBUAY AJIHA
YIHOTPEBA OT OBXBATA HA HAPEJIBATA 110 UJI. 82, AJL. 6 OT 3AKOHA 3A
3APABETO

U 38. (Hoe — JIB, Op. 17 ot 2019 r.) (1) HanmonamHaTta 3apaBHOOCHTYpPUTEIIHA Kaca
3amama 3a jekapcrsenu npoaykta, MU, JIXCMI] u Bucokocnenuanu3upaHy anapaTi/ypean 3a
WHIUBUAYalIHA yroTpeba oT oOxBaTa Ha Hapeabara mo wi. 82, an. 6 oT 3akoHa 3a 37paBETO U MPHU
YCIIOBHSITA U pPEJa, YCTAHOBEHHU B Hesl.

(2) 3a nexapcrBenute npoayktu, MU, JIXCMII u Bucokocnenuaiu3upanuTe anapaTu/ypenu
3a MHAMBUIyalHa ymorpeba mo ai. 1, 3a KOWTO ca mojaneHu 3asBieHus 3a 3armamane, H30K
CKJIFOYBA CHOTBETHHU JIOTOBOPH C TPOU3BOAMTENM WJIM THPTOBIHM HA €IPO/TEXHH YITBIHOMOLICHU
MPEJCTaBUTENIN W/WIU ¢ JiedeOHU 3aBeneHus. B IoroBopuTe ce ypexaar yCIOBUSTa W peAbT 3a
JOCTaBKa, OTYMTAHE, KAKTO U JAPYrH CHenu()UIHH YCIOBUS, CBBP3aHU C MOJAICHOTO 3asBICHHE 32
3arJianiaxe.

(3) B cayuyaute mo an. 1 H3OK 3amnama CTOWHOCTH HE MO-BUCOKH OT 3allIalllaHUTE
CbOTBETHU CTOMHOCTU Ipe3 MpeaxojaHaTa TOAMHA, ChC CPENCTBA, HOJIYYEHH OT TpaHChep OT
MUHHUCTEPCTBOTO Ha 3APaBEOINA3BAHETO.

Yn. 39. (Hos — IB, 6p. 17 ot 2019 r.) HanmonanzaTa 3ApaBHOOCUTYpHUTEIHA Kaca 3arjialia
Cclle]] IIpe/ICTaBsIHE Ha ChOTBETHA OTYETHA (PMHAHCOBA U MEIUIIMHCKA TOKYMEHTAIUS B U3IIbJIIHEHUE
Ha CKJIFOUEHHTE JIOTOBOPH 1o wi. 38, ai. 2.

Ui 40. (Hos — 1B, 6p. 17 ot 2019 1.) (1) 3a MU u BUCOKOCTIEIMATU3UPAHHU allapaTu/ypeau
3a uHAMBHAYyalHaA ynoTpeda no ui. 38, an. 1 H30K norosaps oTcThIKuU 1O peaa Ha HapendaTa 1o
yi. 30a, an. 3 or 3MHU.

(2) 3a nekapcrBenu npoxayktd U JAXCMII no un. 38, an. 1 H30K moxe na porosaps c
THPrOBLUTE Ha €IPO/TEXHUTE YII'BIIHOMOILEHH MPECTaBUTENN OTCTHIIKA B pa3Mep HE MO-MallbK OT
10 Ha cTO OT AOCTAaBHATA ILI€HA.

(3) Haumonannara 31paBHOOCHUTYpUTEIHA Kaca 3arulallia J0 HamMajleHaTa C pa3Mmepa Ha
OTCTBIIKaTa ChbOTBETHA CTOMHOCT MO aJl. 1 u 2.

UYn. 41. (Hos— 1B, 6p. 17 ot 2019 r.) Hanronanuara 3apaBHOOCUTYpHUTENIHA Kaca MyOIMKyBa
Ha oQuIMalHaTa CH HHTEPHET CTPaHMLA €XEeroJeH OTYeT 3a JIEKApCTBEHHUTE MpoaykTH, MU,
JAXCML n BUCOKOCTIEIIMATM3UPAHUTE anapaTH/ypeau 3a MHIAMBUAYyallHA yHoTpeba U 3arulaTeHUTe
3a TAX CPEACTBA, KONTO MEPUOANYHO CE aKTyalIn3Hpa.
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I'naBa cenma
(HoBa — 1B, 0p. 49 ot 2022 r., B cuya ot 1.07.2022 r.)

YCJIOBUSA U PE/L 3A BAIIVTAIIAHE HA NIOMOIIIHU CPEJACTBA,
HPUCITIOCOBJIEHUSA, CbOPBKEHUA U MEIUIIUHCKU U3JIEJINUSA,
NPEJHA3HAYEHMU 3A XOPATA C YBPEXKJIAHUSA U 3A CKJIFOUBAHE HA
JOT'OBOPH 110 UJI. 45, AJIL. 16 OT 330

Un. 42. (HoB — 1B, Op. 49 or 2022 r., B cmma ot 1.07.2022 r.) Hammonamnara
3napaBHoocuryputenna kaca 3amiamia [ICIICMUXY, B T. 4. peMOHTHU JI€HHOCTH, BKJIIOYEHU B
creruduKanusaTa — CIUChK 1o wi. 63, an. 1 or Hapen6a Ne 7 ot 2021 r., ipu clieIHATE yCIOBHUS:

1. 1a ca onpeneneHy NHAUBUIYATHO 3a JIMIIETO C YBPEXKIaHUS C MEIUIIMHCKU IOKYMEHT, U3aJIeH OT
JIeKapcKa KOHCYJNTAaTMBHA KOMHCHS, TEpPUTOpHAlHA €KCIepTHA JIeKapcKa KOMHCHS WM
HammonannaTta excrepTHa JieKapcka KOMHCHUS MpU CchoOpa3sBaHEe HAa MEIULMHCKUTE YCIIOBUS,
€KCIUJI0ATAlMOHHUTE CPOKOBE M HEOOXOIMMHUTE METUIIMHCKU JJOKYMEHTH 32 MPEJOCTaBIHETO UM;

2. TpH ONPEACNSHETO MM OT KOMHUCHUUTE TO T. | 1a OBbIe MOCOYeH KOHKPETHHUST BHI
[ICIICMUXYVY/choTBeTHaTa peMOHTHA ACWHOCT, MHANBHAyanu3upanu cbe chorBeTHUS H30K Koz,
MOCOYCH B crienupukanusTa mo wi. 56 or Hapen6a Ne 7 ot 2021 r.;

3. na e omobpeno ot aupekropa Ha P30K, cwrorBeTHO OT ympaButens Ha H30K, 3asBienuero 3a
npeaocrassHe Ha [ICIICMUXY Ha nuieTo ¢ yBpexaaHusi, Ha YI'bJIHOMOLIEHO OT HEro JIULIE UK Ha
nunero mo wi. 21, an. 2, 1. 2 — 4 3XY;

4. na otroBapAT Ha u3MckBaHUATAa Ha 3MU U MoA3aKOHOBHTE HOPMATHBHU aKTOBE MO HETOBOTO
MpUJIaraHe;

5. MEIMIUHCKUTE U3JICIINS a ca BKIIFOYCHH B cnuchka no wi. 30a, an. 1 3MU;

6. 1a ©UMaT CTOMHOCT, J0 KOATO Ce 3aIianiaT, onpezaeneHa mno pena Ha Hapenba Ne 7 ot 2021 r.

Ui 43. (Hos — JIB, 6p. 49 ot 2022 r., B cuna ot 1.07.2022 r.) (1) 3a npenocraBsHe Ha
[NICTICMUXY 1o un. 42 H30K ckirouBa gorosopu o wi. 45, ain. 16 330 ¢ nuiara, oChleCTBIBAIIH
JEMHOCTH 10 MPEAOCTaBsSIHE U PEMOHT Ha IOMOIIHU CPEACTBA, MPUCIOCOOJIEHUS, ChOPBKEHUS U
MEIUIIMHCKH HU3JENUs 32 XOopaTra C YBPEKIaHHs, PEerHCTPUPAHU KaTO THPTOBIIM M BIUCAHH B
perucTbpa Ha JHIATa, OCHIIECTBABAIIU JEWHOCTH TO MPEJOCTaBSIHE UM PEMOHT Ha MOMOIIHH
CpeICTBa, MPUCTIOCOOIEHUS, ChOPBKEHHS U MEAUIIMHCKH U3/ 32 XOpaTa C YBPEKIaHUSI.

(2) B moroBopurte mo an. 1 ce ypexaar ycloBHUsS U pell 32 U3BBPIIBAHE HA ACHHOCTHUTE IO
npenocrabsiHe U peMoHT Ha [ICIICMUXY, npaBa u 3aabJKEHUST HA CTPaHMUTE, TOKyMEHTalUs U
OTYETHOCT, YCJIOBUS U PeJl 32 KOHTPOJI U CAaHKIIUH NIPU HEU3IbJIHEHUE. [|oroBopUTe ce CKII0YBAT 110
oOpasetr, yrBbpaeH oT ynpaBurens Ha H30K.

(3) JIunero mo an. 1 cknrouBa goroBopa ¢ H30K upe3 qupekxropa Ha cbotBetHata P3OK, Ha
YUSATO TEPUTOPUS € Pa3KpPUT CHOTBETHUSAT THPrOBCKU OOEKT 3a MPENOCTaBsHE W PEMOHT Ha
I[ICIICMUXY. 3a Bceku OTAENeH ThPIrOBCKH O0EKT Ce CKIII0UBA OTAEIEH JOTOBOD.

(4) B noroBopurte ce mocouyBaT U MOJU3IBIHUTEINTE, B CIIydall 4Ye NMa TaKuBa.

(5) HoroBopuTe mo ain. 1 ce CKIIOYBAT 32 CPOK JI0 €JHA TOJAMHA U BIM3aT B CUJIa OT JlaTaTa Ha
BIIM3aHE B CWJa Ha crenuduKausaTa — CIUCHK Mo 4. 42, KaTo Morar Ja ObJaT yAbJDKaBaHH B
ciydauTe 1o wi. 63, an. 6 ot Hapen6a Ne 7 ot 2021 1.

UYn. 44. (Hos — 1B, 6p. 49 ot 2022 r., B cuna ot 1.07.2022 r.) (1) 3a ckirouBaHe Ha AOTOBOP
1o wi. 43, ain. 1 kKaHAUAATHT ClIeABA Ja OTrOBaps Ha CIEAHUTE YCIOBHUSA:

1. na e Bucan B peructbpa 1o 4i. 88, an. 1 or 3XV;
2. na HsIMa MyOJTUYHH 3aIbIKEHUS;
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3. 00EKTHT, B KOHTO I CE HM3BBHPIIBA JCHHOCTTA, Ja € BKJIIOYEH B CIUCHKA C OOEKTUTE, IO
OTHOIIIEHHE Ha KOMTO € M37aJeHa 3all0BEATa 3a BIIUCBAHE B PErMCTHbpa IO T. 1, ¢ OCOUYEH ajapec,
TenedoH, eNIeKTPOHHA IOIA U JIMIIE — OTTOBOPHUK Ha 00EKTa;

4. na IMa OCUTypeHa TeXHUYeCKa Bb3MOXKHOCT 3a MOJI3BaHe Ha coTyep, Upe3 KONTO 1a uMa Bph3Ka
cbe cneruanmsupan codpryep Ha H30K 3a peifHOCTHTE 1O MpenOCTaBsSHE, OTYUTAHE, KOHTPOI U
3armtamane Ha [ICIICMUXY /peMOoHTHH IEHHOCTH;

5. a ©Ma OCUTYpEH MepcoHalleH win npodecuonaneH kanuduiupan enekrponer noanuc (KEIT)
Ha OTTOBOPHHKA Ha 00EKTa WU Ha YIPAaBUTENSI/IbIHOMOLTHIKA Ha ThProBela.

(2) 3a cxirouBane Ha AoroBop mo wi. 43, an. 1 kauauaaTeT noaasa 10 P30OK 3asBienue mo
obOpazen, ytBbpAeH ot ympaButens Ha H3OK, B koeTto BOWCBa JaHHU 3a CIUHHHS
UACHTU(UKAIIMOHEH KOJI Ha ThProBela OT ThPTOBCKUS PerucThp. KbM 3asBieHHeTo ce mpuiiarar
CIIEHUTE TOKYMEHTHU:

1. MOKyMEHT 3a akTyajlHa perucrpanus I0 HAlUOHAJHOTO 3aKOHOAATEICTBO, W3AAaJEH OT
KOMIIETEHTEH OpraH Ha ChOTBETHATa JApyra IbpkaBa Ha KaHIUAaTa — caMO 3a JpYXKecTBara,
pEerucTpupaHu B Ipyra AbpkaBa — WieHKa Ha EBpomneiickusi cbio3, WM B AbpiKaBa — CTpaHa Mo
Crnopazymenueto 3a EBpornelickoTo HKOHOMHYECKO MPOCTPAHCTBO;

2. yIOCTOBEpEHHUE 3a BOMCBAHE B perucTbpa o ui. 88, ai. 1 3XV;

3. meknaparus/aeKaapaniy OT JHIIe, PEICTaBIABAIIO0 KaHANUIATa, 3a:

a) HAJIMYMETO Ha IPakJaHCKU JIOTOBOP 3a YNpPaBJICHHE WIM TPYIOB JOTOBOP Ha OTTOBOPHHKA Ha
00eKTa;

0) HaJTMYMETO HA JIOTOBOP C PEMOHTHA 0a3a, B CJIydal 4e JiMIero 1o wi. 88, an. 1 He pa3mnoiara che
cOOCTBEHA TaKaBa;

B) OCHUT'YpeHa TeXHHUYECKa Bb3MOXKHOCT 32 MOoJI3BaHe Ha copryepa mo ui. 44, an. 1, 1. 4;

r) ocurypex KEII o uin. 44, an. 1, 1. 5.

(3) Ilpu xoHcTaTupaHe Ha HEMBIHOTH WJIM HECHOTBETCTBUSA B MOJAJCHUTE TOKYMEHTHU
mupektopbT Ha P30K mucMeHo yBenomsiBa KaHAuJaTa 3a TOBa M ONpeaens 3-IHEBEH CPOK 3a
OTCTpaHSIBAHETO UM, KaTO My YKa3Ba, Y€ IIPU HEOTCTPaHsBaHE IPOU3BOJCTBOTO MO 3asIBICHUETO 111€
ObJie mpekpaTeHo. B Te3u ciyyan CpoKbT 3a MPOU3HACSHE O 3asBJICHUETO 3a1104Ba Ja Teue OT Jarara
Ha OTCTPaHsBaHE Ha HEChOTBETCTBUSATA.

(4) HupextopbT Ha P3OK B 14-1HEBEH CpOK OT MOaBaHE Ha 3asBJIEHUETO CKIIIOYBA JI0TOBOP
1o obpaszell, yrebpeH ot ynpasurens Ha H30K, nnu u3naBa MOTUBUpPAH OTKa3 3a CKIIOYBAHETO HA
JIOTOBOD, B CIydai 4ye KaHJIUJaThT HE OTrOBaps HAa yCJIOBHsTA MO aj. 1.

(5) Otka3bT 1o ain. 4 moJuIexku Ha oOXxaJiBaHe Ha pesla Ha AJIMUHUCTPATUBHONPOLIECYATHHUS
KOJIEKC.

Ui 45. (Hos — 1B, Op. 49 ot 2022 r., B cuna ot 1.07.2022 r.) (1) JIuuara cbc ckitoueHU
noroBopu 1o ui. 43, an. 1 orpassBar B cnenuanusupanus copryep Ha H30K o uin. 44, an. 1, 1. 4
nertnoctute 1o npeaocrapsie Ha [ICIICMUXY wnm u3BbpiiBaHe Ha PEMOHT HEMOCPEICTBEHO CIIE]T
u3BbpuIBaHeTo M. JlocTenbT 1o crnenuanusupanus codryep Ha H30K ce ocwvmiectBsiBa ¢ KEII
ceriacHo wi. 44, an. 1, T. 5.

(2) Hpenocrasneto Ha [ICTICMUXY u peMOHTHUTE NEHHOCTH CE€ U3BBPIIBAT CHIIACHO
crnienu(puKanusaTa — CIUChK 1o wi. 63, an. 1 or Hapenba Ne 7 ot 2021 r.

(3) IlpenoctraBsnero Ha [ICIICMUXY u peMOHTHUTE MAEHHOCTH c€ W3BBPIIBAT B
cbOTBeTCTBUE ¢ ono0peHoTo ot ympasutens Ha H3OK, cworBetHOo oT aupekropa Ha P30K,
3asiBiieHue o 4i. 69, an. 1 ot [IpaBuiHuKa 3a mpuiiarane Ha 3aKoHa 3a Xoparta ¢ yBpeKJIaHUs, IPUET
¢ [TocranoBnenue Ne 65 na Munucrepckus cbBet ot 2019 r. (JIB, 6p. 27 ot 2019 1.).
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Un. 46. (Ho — JIB, Op. 49 ot 2022 r., B cmwia ot 1.07.2022 r.) (1) Hammonannara
3IpaBHOOCUTYPHUTEJIHA Kaca 3alljialia Ha JIMIATa ChC CKIIOYEHH JOoroBopu mo wi. 43, an. 1 3a
npenocraeHure oT Tax [ICIICMUXY u u3BbplIeHUTE PEMOHTHU JEHHOCTH IPU CHA3BaHE Ha
yCJIOBHSTA MO 4. 45.

(2) Cnen n3THuaHe Ha KAICHIAPHUS Mecell Upe3 cnenuanusupanus copryep xHa H30K mo uir.
44, an. 1, 1. 4 ce dopmupa MeceuHO M3BECTHE, ChABPKAIIO OAOOpEeHaTa M OTXBbpJEHATa OT
3aruiala’ie JeMHOCT, KaKTO U MPUYMHATA 32 OTXBBPIISHETO.

(3) CroiinocTuTe 3a 3aIUiallaHe B MECEYHOTO M3BECTHE Ca ChIVIACHO clenuduxanusaTa —
CIUCHK 1Mo wiI. 63, an. 1 or Hapen6a Ne 7 oT 2021 1.

(4) MecedyHOTO M3BECTHE I10 aJl. 2 CE MIPENOCTaBs Ha JINLATA 110 aj. | 10 eJIEKTPOHEH T Ype3
cneunanuzupanus copryep va H30K o ui. 44, an. 1, 1. 4.

(5) HeiiHocT ce OTXBBpJs OT 3amjamiaHe, B ciaydail ye mnpenocraBeHoto [ICIICMUXY,
CHOTBETHO OTYETEHATa PEMOHTHA JEHHOCT, HE OTroBaps Ha rpynaTa/moArpymnara/rpynara Io
texuuyecku u3nckBanus Ha [ICIICMUXY, choTBETHO Ha pEeMOHTHATa ACHHOCT, IO OJ00PEHOTO
3asBJICHHE 110 WI. 45, an. 3.

(6) Ha 6a3ata Ha MOJNIyueHOTO MECEUYHO M3BECTHE IHUIETO MO aji. | mpeacraBs upes
cnenuanuzupanus copryep Ha H3O0K mo um. 44, an. 1, 1. 4 enexTpoHeH (PUHAHCOBO-OTYETEH
JOKYMEHT, ChIbPIKaIll KOJIMYECTBA U CTOMHOCTU, UACHTUYHH C 0I00OPEHUTE CTOWHOCTH B MECEUHOTO
W3BECTHUE TIO all. 2.

(7) HamumonamHata 37paBHOOCHUTYpPUTEIHA Kaca U3IUIANA 3asBEHUTE CPEJCTBAa 3a
npenocraBeante [ICIICMUXY/u3BbpiieHnTe peMOHTHH JEHHOCTH BB3 OCHOBAa Ha (DMHAHCOBO-
OTUETHHUS TOKYMEHT 110 all. 6.

(8) Harmonanmuata 31paBHOOCUTYpUTEIHA Kaca 3ariaiia B CPOKOBETE, TIOCOYEHH B JIOTOBOPA,
cleJl peACTaBsiHE HA JOKYMEHTHUTE 1O ai. 6.

Yn. 47. (HoB — JIB, Op. 49 ot 2022 r.,, B cuma ot 1.07.2022 r.) Hamumonamnara
3IpaBHOOCUTYpUTEIHA Kaca mpeycTtaHoBsBa 3amiamanero Ha [ICIICMUXY/pemonTHH neiHOCTH
IIpY 30JIMYaBAaHETO UM OT CHelupuKanusaTa — COUchbk mo wi. 63, an. 1 or Hapen6a Ne 7 ot 2021 1.
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JOITbJIHUTEJIHA PA3IIOPEJBA

(HoBa — /1B, 0p. 43 ot 2024 r., B cuaa ot 17.05.2024 r.)
§ 1. ITo cmuchia Ha Ta3u Hapenda "MOBEPUTEIICH MHTEPBAT OT CTOMHOCTH" € MHTEpBaJ, B KOHUTO ce
HaMHpa JIEUCTBUTEIIHATa CTOMHOCT HA OLICHSIBAHUS MapaMmeThp ''CpemaHOIpeTerjieHa CTOMHOCT" OT
CBHBKYITHOCT OT CTOMHOCTH Ha JIEKAPCTBEHUTE MPOAYKTHU. [[OBEpUTEITHUIT UHTEPBAT MOXKE Ja Obae
M3pa3eH KaTo JMara3oH OT CTOMHOCTH B cieaHara (gopma: OueHsiBaHe = MapuH Ha rpeukara.
OO6mumTe HEBa Ha poBepue ca 90%, 95% u 99%.

MNPEXO/JHU U 3AKTFIOYUTEJIHU PA3BIIOPE/IBU
§ 2. (Ilpegumren tekct Ha § 1 — JIB, 6p. 43 ot 2024 r., B cuna ot 17.05.2024 r.) B nByMeceueH cpok
cjie]l BAM3aHe B CWJIa HA TO3UTUBHMUS JiekapcTBeH cnuchbk H30K 3amaina iekapcTBeHUTE NMPOAYKTH,
OTIyCHATH ChINIacHO JekapcTBenus cnuchk Ha H30K, mpuer ¢ pemenune Ne PJ[-YC-04-127 ot 27
nexemBpu 2007 r. 3a ompeneNsiHe YCIOBHSITA, HA KOUTO TPsiOBa J1a OTTOBApST M3IMBIIHUTEINTE HA
MEAMIMHCKA IIOMOIL, PeJia 33 CKJIOYBAHE HA JOTOBOPUTE C TAX U JIPYTH YCIOBHUSA 110 4. 55, al. 2, T.
2,4,6u 7330 (06H., /IB, 6p. 5 oT 2008 T.; m3M., O6p. 45 ot 2008 1.).
§ 3. (Ilpenumen Texcr Ha § 2 — JIB, Op. 43 ot 2024 1., B cruta ot 17.05.2024 1.) (1) (U3m. - JIB, Op.
40 ot 2009 r., B cuia ot 3.04.2009 r.) B cpok g0 30 maii 2009 1. npuTexaTeauTe Ha pa3pelicHue 3a
yrnotpeda UIu TEXHH YII'BIHOMOIIEHHU npeactaBurenu nonasar 1o H30K 3asgsnenus mo umi. 4 3a
3aruianiaHe Ha CbOTBETHUTE JICKAPCTBEHU MPOAYKTU 3a€JHO C MPHIOKEHUTE KbM TAX JOKYMEHTH
CBIJIACHO 4JI. 5 OT Ta3u Hapenoa.
(2) (U3m. - 1B, 6p. 49 ot 2012 r.) B ciryuaute no an. 1 KbM 3asBJICHHETO HE C€ MpHJIara KOmMe ot
BIISI3JIOTO B cwila penieHue Ha Komucusira o 1eHu u peuMOypcupane.
§ 4. (ITpenumen Texcr Ha § 3 — 1B, Op. 43 ot 2024 1., B cruta ot 17.05.2024 r.) B cpok a0 15 quu ot
BIIM3aHE B CHJIa Ha TO3UTUBHUS JekapcTBeH cnuchbk H30K 3anouBa ckiitouBaHe Ha IOrOBOPH C JIMIIA,
MOJIYYMJIN paspernienue o wi. 229, an. 2 3JIIIXM 3a ThproBus Ha JpeOHO € JIEKapCTBEHU MPOAYKTH
Y TIOJIAJTH 3asiBJIICHUE IO pelia Ha Ta3u Hapeada 3a OTIyCKaHe Ha MPOIYKTUTE 1Mo 4. 1.
§ 5. (Ilpegumien Texcr Ha § 4 — JIB, 6p. 43 o1 2024 1., B cuya ot 17.05.2024 r.) B cpok 110 1Ba Mecerna
OT BJIM3aHETO B CWJIA HA TO3UTHUBHUSA JIEKAPCTBEH CIHCHK MPHUTEKATEIUTE HA pa3pelIeHHs 3a
THProBUs Ha JAPEOHO C JIEKapCTBEHU MPOIYKTH, ckitounin foroop ¢ H30K, npusexnar copryepa
CH B ChOTBETCTBHUE ¢ HOBUTE M3nckBanus Ha H30K.
§ 6. (Ilpenummen Texcr Ha § 5 — JIB, O6p. 43 ot 2024 r., B cuna ot 17.05.2024 r.) Jlo Bniu3aHe B cuja
Ha Hapenbara mo wi. 30a ot 3akoHa 3a MeaunuHckuTe u3aenus H30K 3amnama npeanvcanure u
OTIIyCHATH MEAMIIMHCKH W3JENHs MO LEHW W TPHU YCIOBUS ChIVIACHO mpuioxeHne Ne 15 xbm
Pemenne na Yrnpasurennus cbBeT Ha H30K Ne P/1-YC-04-127 ot 27.12.2007 r. (06H., /IB, 6p. 5 ot
2008 r.; u3m., 6p. 45 ot 2008 1.).
§ 7. (Ilpenumien texct Ha § 6 — JIB, 6p. 43 ot 2024 1., B cuna ot 17.05.2024 r.) [lo ckiarouBaHe Ha
noropopute no wi. 16, an. 1 H30K 3amiama npeanvicanute M OTIYCHAaTH TUETHYHU XPaHU 3a
CIIELIMAIHU MEIUIIMHCKY LEJIH T10 [IEHU U MPH YCIOBUS ChIIacHO npuioxkenue Ne 15 kpm Pemenne
Ha Yrpasurenaus cbBeT Ha H30K Ne P/I-YC-04-127 ot 27.12.2007 . (06H., [IB, 6p. 5 ot 2008 T.;
u3M., 6p. 45 ot 2008 1.).
§ 7a. (Hos - JIB, 6p. 40 ot 2009 r., B cuna ot 3.04.2009 r., npeauiieH TekcT Ha § 6a, Op. 43 ot 2024
r., B cuna ot 17.05.2024 r.) [IspBusT Tpumeceuen nepuon no 4i. 10, an. 1 3anousa na tede ot 1 1oHH
2009 r.
§ 8. (Ilpegumen Texcr Ha § 7 — JIB, O6p. 43 ot 2024 r., B cuna ot 17.05.2024 r.) Yka3zanus mo
MpUJIaraHeTo Ha HapenOaTa aBa YnpaButeaHUAT cbBeT Ha H3OK.
§ 9. (U3m. - [IB, 6p. 49 ot 2012 r., npenuien Tekct Ha § 8, 6p. 43 ot 2024 r., B cuna ot 17.05.2024
r.) Hapenbara ce u3gaBa Ha ocHoBanue ui. 45, an. 9 330.
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3AKJIFOUMUTEJIHA PA3IIOPEZIBA

kbM Hapenbata 3a usmenenne Ha Hapen6a Ne 10 ot 2009 r. 3a ycnoBusTa 1 peja 3a 3arviaiiane Ha
JIEKapCTBEHU MPOAYKTH 10 wi. 262, ant. 4, T. 1 oT 3akoHa 3a JIEKapCTBEHUTE MPOYKTH B XyMaHHaTa
MEAMIIMHA, HA MEIULIMHCKY U3JIeIHs U Ha AUSTUYHHU XPaHU 3a CIICHUATHA MEAUIIMHCKH 11eTTN

(IB, 6p. 40 ot 2009 1.)

§ 4. [Taparpadu 2 u 3 Bimu3at B cuia ot 3 anpuia 2009 r.

IMPEXOAHU 1 3AKJIFOUUTEJIHU PA3IIOPEIBU

kbM HapenOata 3a usmenenue u gonbsiaenne Ha Hapen6a Ne 10 ot 2009 r. 3a ycrmoBusita u pea 3a
3aIJIallaHe Ha JEKapCTBEHU NPOAYKTH o Wil. 262, an. 4, T. 1 or 3akoHa 3a JIEKapCTBEHUTE IPOAYKTH
B XyMaHHaTa MEJIUIIMHA, HA MEIUIIMHCKH U3JIHSI U Ha TUCTUYHH XPaHH 32 CIICIIUAITHA METUIIUHCKA
nemu (B, 6p. 9 or 2010 1., B cuna ot 2.02.2010 1.)

§ 6. 3aBapeHuUTe JEKaApPCTBEHU MPOIYKTH, BKIIOUeHU B [103UTHBHUS JIEKapPCTBEH CIUCHK, 32 KOUTO €
MOJIaJICHO 3asiBICHHUE MO 4. 4 WM yBeIOMIIEHHWE MO wi. 9 KbM JaTara Ha BIIM3aHE B CHJIA Ha
Hapeabara, mo KouTo He e 3anouyHaio miamade ot H30K, ce 3amnamar cunrano ot 01.02.2010 r.

§ 7. [IepBuUsT NByMeceueH nepuo mo ui. 4a, ai. 2 3amnouna aa tede cunutano ot 01.01.2010 r.

[MPEXOIHU 1 3AKJIFOUWUTEJIHA PA3ITOPE/IB1

kbM HapenOara 3a uamenenue u gombinenue Ha Hapen6a Ne 10 ot 2009 r. 3a ycnoBusTa u pena 3a
3aruiallaHe Ha JIEKapCTBEHH MPOAYKTH 10 Wi. 262, ain. 4, T. 1 oT 3akoHa 3a JIEKapCTBEHUTE MPOAYKTH
B XyMaHHaTa MEJIMIIMHA, HA MEIUIIMHCKH U3JIEHs U Ha TUETUYHH XPaHU 32 CIICIUAIHA MEIULIUHCKU
uenu (JIB, Op. 67 ot 2011 1.)

§ 25. IIbpBuUAT TpuMecedeH nepuo/ 1o ui. 4a, a. 2 3anousa aa tede cuutrano ot 01.07.2011 r.

§ 26. (1) HamumonanmnaTta 37paBHOOCUTYpUTENIHA Kaca OTIpaBsl IOKaHa 3a JOroBapsiHe 0
MIPUTEKATEIIUTE HA pa3pelieHue 3a yrnoTpeda/TeXeH YIIBJIHOMOIICH MPEICTABUTEI 3a MPECTaBIHE
Ha TPEMJIOKEHHUS 3a OTCThIKH mo wi. 20, am. 1 3a JeKapCcTBEHUTE MPOJIYKTH, BKIIOYECHH B
[To3uTHBHUS TEKAPCTBEH CIUCHK 10 Wi. 262, an. 5, T. 1 3JIIIXM kbM naTata Ha BIM3aHE B CHJIa HA
Hapezabara, HO He mo-KbcHO oT 01.10.2011 T.

(2) HoroBapsineto mo an. 1 ce u3BbpIIBa [0 pejia HA TJIaBa YETBHPTA.

§ 27. MeauuuHCKUTE U31eNus U JUETUYHUTE XPpaHH 3a CIIEUUATHU MEAUIIMHCKU 1IENH, 3arlaliaHu
HansJIHO M yactuyHo oT H30K mpe3 2011 r., ca onpenenenn or Hanzopuusa ceeer Ha H30K B
npuioxkenue Ne 7 "Cnucbk Ha MeIUUMHCKHN u3aenus, 3amiamanu oT H30K" u npunoxenune Ne 8
"Crniuchk Ha aueTH4HH xpaHu, 3amtamanu oT H30K" kpm Harmumonannust paMKoB JOTOBOp 3a
MEIUILMHCKUTE JAeMHOCTH Mexay HanumonanHata 3apaBHOOCHUTIYpUTENHA Kaca M bwiarapckus
nekapcku cbro3 3a 2011 1. (1B, 6p. 3 oT 2011 1.).

§ 28. (1) B 15-naeBen cpok oT Bimu3ane B cwiia Ha Hapeabara H30K neduHupa ko Ha Thprosell Ha
€ApO Ha BCUYKU THPrOBIU HA €IpO, MOJYYWJIM pa3pellieHrue 3a ThProBHUs Ha enpo mo wi. 195 or
3akoHa 3a JIKapCTBEHUTE MPOAYKTH B XyMaHHATa MEAUIMHA, U U3TOTBS CbOTBETHUTE €JIEKTPOHHU
(dbopMaTu 3a U3ITBIHUTEINTE Ha MEAUIIMHCKA TOMOIIT U 32 JIUIaTa 1o 4i. 7.

(2) B ennomeceueH cpok oT u3THM4aHe Ha cpoka mo ain. 1 H30K mpuBexnaa B ChOTBETCTBUE
yKa3aHUATa, MyOIMKYBaHU Ha MHTEPHET CTpaHUIaTa i U JOroBOpUTe Mo wi. 7, ai. 1.

§ 29. (1) Pasnopenbara Ha § 8 oTHOCHO 4. 8, an. 5 Bim3a B cuia ot 1 stayapu 2012 .

(2) o 31.12.2011 r. H30K 3amnama Ha aumata mo wi. 7, ai. 1 mo 1,00 7B. 32 oT4eTeHA perenTypHa
OyiaHKa 3a 00pabOTBAaHETO HA PEIENTH 3a JEKAPCTBEHH MPOAYKTH ¢ HUBO Ha 3arutamane 100 Ha cTo.
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HAPEJIBA 3a u3menenue u aombianenne Ha Hapen6a Ne 10 ot 2009 r. 3a ycnoBusiTa U pena 3a
3aIIallaHe Ha JEKapCTBEHH MPOAYKTH IO Wil. 262, ain. 5, T. 1 oT 3akoHa 3a IeKapCTBEHUTE IPOAYKTH
B XyMaHHATa MEJIUIIMHA, HA METUIIUHCKHU U3/IENHS U HA IMETUYHU XPaHU 32 CIICIIMAITHA METUIIUHCKH
uenu (B, 6p. 49 or 2012 1.)

§ 12. HaBcskbae B Tekcta nymure "Komucus no [103UTUBHUS J€KapCTBEH CHUCHK" CE€ 3aMEHST C
"Komucus no ienn u peumoypcupane'.

[Ipexoanu pasnopeadu

§ 13. (1) 3a cpok egHa roauHa OT BIM3aHE B CHJIA Ha HapeadaTa JICKAPCTBEHUTE MPOJIYKTH 3a
JIOMAITHO JICYCHHE Ha 3JI0KAaYeCTBEHU 3a00JIIBAHUS CE€ 3aIlIaliaT 1o peaa U IpH YCIOBUsATA HA Ta3u
Hapen0a Ha CTOMHOCT, HamalleHa C JIOTOBOPEHHUTE OTCTBHIIKMA IO pefa Ha mpuiiokeHue Ne 10 or
Hapen6a Ne 40 ot 2004 r. 3a onpenensiHe Ha OCHOBHUS MAKET OT 3[JpaBHU JIEHHOCTH, TAPAaHTUPAH OT
oroxera Ha H30OK.

(2) Hamanenute ¢ OTCTBHIKMA CTOMHOCTU Ha JIEKAPCTBEHHUTE MPOAYKTHU MO aji. |1 ce 3ariamar Ha
munaTta mo wi. 7, ain. 1 Ha ocHoBaHME NOTOBOp, ckitoueH Mexay H30K u mputexarenurte Ha
paspelleHue 3a yrnorpeda uid TEXHUTE YII'BIHOMOIIEHHU MPECTaBUTEINH.

§ 14. IIbpBUAT HIECTMECEUYEH NIepuo 1Mo Wwi. 4a, aji. 2 3amoyBa Jja Te4ye OT BIM3AaHE B CHJIA HA Ta3Hu
Hapezoa.

IMPEXOAHA PA3IIOPE/IFA

kbM HapenOara 3a usamenenue u gomnbiaHenue Ha Hapen6a Ne 10 ot 2009 r. 3a ycnoBusTa u pena 3a
3arialiane Ha JeKapCTBEHH MPOAYKTH Mo Wil. 262, an. 5, T. 1 oT 3akoHa 3a TIeKapCTBEHUTE MPOAYKTU
B XyMaHHaTa MEJIMIIMHA, HA MEIUIIMHCKH U3JIEHs U Ha TUETUYHH XPaHU 32 CIICIUAIHA MEIULIUHCKU
uenu (/IB, Op. 48 ot 2014 1.)

§ 44. JIBananecermeceunute nepuoau mo § 6, § 8, 1. 2, § 9 u § 33 3amouBar ga Tekar, cuuTaHo ot 1
sayapu 2014 r.

I[MPEXO/IHA PA3IIOPEIBA

kbM HapenOara 3a usamenenue u gombiaHenue Ha Hapena6a Ne 10 ot 2009 r. 3a ycnoBusTa u pena 3a
3arJiamlaHe Ha JeKapCTBEHU MPOAYKTH o Wil. 262, ain. 6, T. 1 oT 3akoHa 3a JIeKapCTBEHUTE IPOAYKTU
B XyMaHHaTa MEJUIMHA, HA MEUIIMHCKY U3/1€IMsI M HAa TUeTUYHH XPaHH 3a CHICIMaTHU MEeTULIMHCKU
LIEJIM, KAKTO U Ha JIEKapCTBEHM MPOAYKTHU 3a 3paBHU JEHMHOCTH IO 4i. 82, an. 2, T. 3 oT 3akoHa 3a
3npaseto (/IB, 6p. 30 ot 2015 1.)

§ 5. B cpok no enuH mecerny or Biau3aHe B cuia Ha Hapen6ara H30OK ornpaBs mokanu 1o
MPUTEKATEIUTE HA pa3pelieHus: 3a yrnorpeda Ha JIEKapCTBEHH NPOIYKTH/TEXHU YITBIHOMOIICHU
IIPE/ICTaBUTEINHN 32 JOrOBapsiHE Ha OTCTBHIKH 10 wil. 20a, ajl. 3 He3aBUCUMO JJaJIM 32 T€3H JIEKapCTBEHU
MPOAYKTH Ca JIOTOBOPEHH OTCTBHITKH.

I[MPEXO/IHU U 3AKJIFOYUTEJIHU PA3ITIOPE/ZIBA

kbM Hapenbarta 3a usmenenue u gonbanenue Ha Hapen6a Ne 10 ot 2009 r. 3a ycnoBusita 1 pena 3a
3aIIallaHe Ha JEKapCTBEHM MPOAYKTH IO WiI. 262, ain. 6, T. 1 oT 3akoHa 3a JIEKapCTBEHUTE IPOJYKTH
B XyMaHHaTa MEIUIMHA, Ha MEJUIIMHCKU U3/I€IUs M HA TUETUYHU XPAaHU 3a CIeIUATHA METUIIMHCKU
[I€JIA, KaKTO U Ha JIEKApCTBEHH MPOAYKTH 3a 3[IPABHU JEUHOCTH 1O 4. 82, ain. 2, T. 3 oT 3aKoHa 3a
3apaseto (B, op. 62 ot 2015 r., B cuna ot 14.08.2015 r.)

§ 15. (1) IIspBOTO MOTOBApsIHE MO pea Ha Ta3W Hapen0a Ha OTCTHIKH 3a JIEKAPCTBEHUTE MPOIYKTH
o . 45, an. 10 u 19 330 3amouBa B cpok 10 paboTHu qHU OT BIU3aHETO U B cmia, kato H30K
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OTIIpaBsl OKaHM 3a JIOTOBapsiHE 10 MPUTEKATEINTE Ha pa3pelieHne 3a ynorpeda 3a mpeacraBsHe Ha
MPEJIOKEHUS 32 OTCTHIIKHM U MyOJIMKYBa HA MHTEPHET CTPAHUIIATa CH CIIOPa3yMEHHUETO 10 Wi. 22,
ain. 2.

(2) B cpok mo 10 paGoTHH IHU OT MyOJUKYyBaHE Ha MOKAHWUTE U CIIOPA3yMEHUETO MO wi. 22, ai. 2
MIPUTEKATEIIUTE HA Pa3pelIeHHs 3a yrnoTpeda/TeXHH YITbITHOMOIICHH TPEJICTABUTENH 3asBSIBAT KOS
OT OTCThIKUTE MO Wi. 21, an. 1, T. 1 wiu 2 u3bupar na 10roBapsT U HE MOratr Ja MPOMEHST CBOS
n300p.

(3) HoroBapsinero 1o ain. 1 ce u3BbpIlBa 10 pejia HA IJIaBa YETBbPTA.

(4) CxuroueHUTe B pe3ysTaT Ha JOTOBApSHETO 110 all. 1 JOroBOPH BJIM3AT B CUJIA:

1. ot narara, ot kosato H30K 3anouBa na 3amnaiia jekapcTBEHUs IPOLYKT IIPH YCIOBUATA HA IJ1aBa
BTOpA, pazaen I, chorBeTHO paszaen 11, B ciydail ye nekapcTBEHUAT MPOAYKT Ob1e BitoueH B [TJIC
— 3a JIGKapCTBEHU MPOJIYKTH C HOBO MEXKIYHApOJHO HEMATEHTHO HAMMEHOBAHME, 3a KOUTO €
IoafcHo 3asBicHue 3a BkirouBane B I1JIC mmo un. 262, ain. 6, T. 1 u 2 3JIIIXM;

2. OT jaraTa Ha BJIM3aHE B CHJIa HA Hapen0aTa — 3a BCUUKU OCTaHANU JIEKAPCTBEHH MPOAYKTH, a 3a
CHOPa3yMEHHETO MO Wi. 22, ajl. 2 — OT JOTOBOPEHUS B HETO MEPHUO/I.

(5) Horoopure 1o ain. 3, T. 1 u 2 ca cbe cpok Ha aeiictBue 10 31.12.2016 r., a ciopazymMeHueTo 1o
yj1. 22, aj. 2 — 3a TOrOBOPEHUS B HETO MEPUO/] Ha JEHCTBHE.

§ 16. (1) IIpu mBpBOTO MOTOBapsiHE C MPUTEKATEIUTE HA pa3pelIeHUs 3a YnoTpeda Wiu TEeXHHU
YI'BJIHOMOUIEHH MPEACTAaBUTENN Ha OTCTBIKHU 10 wi. 21, an. 1, T. 1 pa3MepbT Ha 00111aTa OTCTHIIKA €
He mo-Maiko ot 20 Ha cro ot pa3zxoaute Ha H30K 3a meproaa ot Biau3aHe B CHila Ha HapeadaTa J10
kpas Ha 2015 1.

(2) B ciydaute o an. 1 He ce mpunara ui. 22, an. 10.

§ 17. HaunonanHara 3paBHOOCUTYpHUTENIHA Kaca CIUpa Jia 3aruiamia 3a JIKapCTBEHU MPOIYKTH IO
yi. 45, an. 10, 13 1 19 330, 3a KOUTO HE ca IOTOBOPEHU OTCTHIIKH.

§ 18. Ilpurexarenure Ha pa3pelieHUs 3a ynorpeda Ha JeKapcTBeHH MPOoAykKTH mo wi. 10e, am. 1,
KOUTO KbM MOMEHTA Ha BJIM3aHE B CWjia Ha HapenOaTa ca BkiatodeHH B [1JIC mo i, 262, an. 6, T. 2
3JIIIXM, B 30-gHEeBeH CpOK OT BJIM3aHETO I B CHJIa IO/aBaT 3asBIEHHME 1O oOpaszel] ChIIIACHO
npuioxkenue Ne la kpm wi. 10e, an. 2.

I[MPEXOAHU 1 3AKJIFOUUTEJIHU PA3IIOPEZIBU

kbM Hapenbarta 3a usmenenue u nonbisnenre Ha Hapen6a Ne 10 ot 2009 r. 3a ycnoBusiTa 1 pena 3a
3aIlJIallaHe Ha JIEKAPCTBEHU MPOAYKTH MO Wi. 262, ain. 6, T. 1 u T. 2 oT 3aKkoHa 3a JIEKAPCTBEHUTE
IIPOAYKTH B XyMaHHaTa MEAUIMHA, HA MEJULMHCKN U3IENNs U Ha TUETUYHU XPaHU 3a CIICLUAIHU
MEIUIMHCKH LENH, KAaKTO ¥ Ha JIEKApCTBEHHU NPOAYKTH 3a 3APAaBHU JEHHOCTHU 1o wi. 82, ai. 2, T. 3
ot 3akoHa 3a 3apaseTto (/IB, 6p. 89 or 2017 ., B cuna ot 7.11.2017 1.)

§ 9. loroBopenute oTcThIKM 10 4. 21, an. 1, 1. 1, 6yksa "a" 3a yerBbpTOTO TpUMeceune Ha 2017 r.
ce 3amiamar aBaHcoBo 10 15 HoemBpu 2017 1. Ha 6a3ara Ha peaneH paszxon Ha H30K 3a tperoro
tpumeceune Ha 2017 r. Jlo kpasg Ha mbpBOTO TpuMeceune Ha 2018 r. ce u3BBpIIBA CHOTBETHO
U3paBHIBaHE ChOOPA3HO PEATHHUS Pa3Xxo/] 32 YeTBBPTOTO TpuMeceuune Ha 2017 r. (mpu HaJBHILEH WIN
[I0-MaJIbK pa3Mep Ha KOMIIEHCALIUATA).

§ 10. (1) Ipu obur peeT Ha nporHo3HuTe pazxoau Ha H30K 3a Bcuuku JekapcTBEHH MPOJYKTH,
3amyamady HambiaHo WK yactuyHo oT H30K, mo-Bucok ot 3 mpoueHTa 3a nepuosia OT BIM3aHE B
cuia Ha Hapeabara 1o 31 nekemBpu 2017 T. cipsiMO U3BBPIIEHUS Pa3X0/1 3a ChIus nepuo Ha 2016
T., U3YMCIICH CIIe] TPUCIIa/IaHe Ha JOTOBOPEHUTE OTCTHIIKM Mo wi. 21, an. 1, 1. 1 m an. 2 3a nepuona,
MPUTEKATEIIUTE Ha pa3pelieHueTo 3a YNoTpeOa/TeXHUTE YI'BIHOMOILEHU MpPEeACTaBUTENH,
(dbopMupay TO3W PHCT 3a JIGKAPCTBEHUTE CU MPOAYKTH 1Mo 4wi. 20, an. 1, mpeaocTaBsaT OTCTHIIKA MO

45



. 21, an. 6 B pa3mep 40 mpoueHTa OT ChbOTBETHUS pa3Mep Ha PbCTa CH 3a MOCOYECHUS MEPHUOI.
IIporHo3HuAT pazMep Ha IbKUMaTa oTcThIKa ce onpenens oT H30K u ce 3amnama aBaHCcOBO OT
CHOTBETHUTE MPUTEIKATEIH HA pa3pelIcHHE 3a yoTpeOa/TEXHUTE YIThTHOMOIIECH! TPEICTAaBUTEIN B
cpok 0 15.11.2017 r.

(2) CximroueHUTE KBbM JaTaTa Ha BIM3aHE B CHJIA HA Hapea0aTa IOTOBOPH 3a OTCTHITKH 1Mo Wwi. 21, ai.
I, T. 1 octaBar B cuyia 10 31.12.2017 r., Kato ¢ IOMBIHUTEIHA CIIOPA3yMEHUS KbM TSIX C€ ypexKIa
aBaHCOBOTO MPEJIOCTaBsHE HA OTCTHIIKH 110 ail. 1.

§ 11. Hapenbara Biu3a B criia OT JicHs1 Ha 0OHapoABaHEeTO i B "J[bpKaBeH BECTHUK' C U3KITFOUCHUE
Ha § 4 u 8, kouTo BIM3aT B cuia ot 1 auyapu 2018 r.

IMPEXOAHU 1 3AKJIFOUUTEJIHU PA3IIOPEIBU

kbM HapenOata 3a usmenenue u gomnbsiaaenne Ha Hapen6a Ne 10 ot 2009 r. 3a ycioBusita u pena 3a
3aruialaHe Ha JIEKAPCTBEHH MPOAYKTU Mo wi. 262, an. 6, T. 1 u 2 ot 3akoHa 3a JIeKapCTBEHUTE
MPOJAYKTH B XyMaHHAaTa MEAUIIMHA, HA MEIUIIMHCKU U3IENUs U Ha JUETUYHH XPaHU 3a CIELUATHU
MEIULMHCKH LIE€JU, KaKTO U Ha JIEKapCTBEHU MPOAYKTH 32 3APaBHU JEHHOCTH IO 4. 82, an. 2, T. 3
ot 3akoHa 3a 3apaseto (B, 6p. 17 or 2019 r., nom., 6p. 47 o1 2019 1.)

§ 33. B exHomeceueH cpok OT BiIM3aHE B CHJIa Ha Hapeadara MpUTEKATEIUTE HA pa3pelieHue 3a
yrnoTpeda/TeXHH YITbITHOMOIICHH MPEICTaBUTEIH OAaBart 3asBieHus 1o wi. 10e, ai. 2 3a 3aruianiane
or H30K na nexapcTBEHHUTE MPOIYKTH IPH >KHUBOTO3ACTpPAIlABAIIM KPHBOW3IMBU M CIEIIHU
ONEepPaTUBHU M WHBA3WBHM WHTEPBEHILIUU TMPH MALMEHTH C BPOACHH KOAryJONaTHH, 3alljIalllaHd B
OOJIHMYHATA MEJUIIMHCKA TIOMOII] M3BBbH CTOWHOCTTA HA OKa3aHUTE MEAUIIMHCKHU YCIIYTH.

§ 34. B nBymeceueH cpok OT Biu3aHe B cuiia Ha Hapenoara H30K u npurexarenure Ha pa3penieHus
3a ynoTrpeba/TeXHU YIBIHOMOUICHH NPEICTaBUTENN CKIIOYBAT JIOTOBOPU 3a OTCTBIKH M 32
npujiaraie Ha Mexanusma 1o wi. 34, an. 1 3a 2019 r., kourto BkiItouBar nepuoja ot 1 suyapu o 31
nexkemBpu 2019 r.

§ 35. B mByMeceueH cpok OT BiHM3aHE B CHJa Ha HapeadaTa ce MPOBEXIa 3aAbHKUTEITHO
LEHTPAJU3UpaHo JloroBapsitHe Ha OTCThIKU 3a 2019 r. 3a JexkapcTBEHUTE NPOAYKTH IpHU
YKUBOTO3aCTpalllaBallli KPHbBOM3JIMBU M CIICIIHW ONEPATUBHU W WHBA3UBHU WHTEPBEHIIUU TIPH
MAlUEHTH C BPOJAEHM KOAaryjionaTHH, 3aIulalllaHi B OOJHMYHATa MEIMIMHCKA IOMOL] H3BBH
CTOMHOCTTA Ha OKa3aHUTE MEIUIIMHCKU YCIYTH, 32 KOUTO CTOMHOCTTA, 3aIulaliaHa oT Oro/KeTa Ha
H3O0K, ce u3uucnsBa upe3 rpynupasHe, B KOETO HE ydacTBAT JIEKAPCTBEHU MPOAYKTH Ha JAPYTH
MIPUTEKATENN Ha pa3pelieHne 3a ynorpeoa.

§ 36. B aBymecedyeH cpok OT BIM3aHE B CHUJia HAa HapeadaTra MpUTEXaTeIUTE Ha pa3pelieHHe 3a
ynoTpeda/TeXHH YITbITHOMOIIIEHHU MPECTaBUTENN MOTAaT J1a TI0/1aBaT MPEeJIOKESHUS U J1a IOTOBapsIT C
H3O0K otcrbnku mo un. 21, an. 1, T. 4, npeoCTaBsHUA U 3aIUIalllaHd TPU YCIOBUATA U TIO pea,
periaamMeHTHpaHu ¢ HapeadaTa.

§ 37. (1) (Hon. — [IB, 6p. 47 ot 2019 r.) MexanusmbT, rapaHTupaill NpeABUINMOCT U YCTOMUYUBOCT
Ha Oromxeta Ha H30K mo rnaBa mera u nmpwioxenue kbM Ne 10 kpm un. 34, an. 1, 3a 2019 1. ce
npuiara 3a BCUYKHM JIEKAPCTBEHUW NPOJAYKTH, OTIHYCHATH, CHOTBETHO MPWJIOXKEHU, OTYETEHU U
3aruIaTeHyu HarrbJIHO 1k yactTuuHo oT H30K mpes nepuoaa 1.01.2019—31.12.2019 r., ¢ uzkitouenue
Ha JIEKapCTBEHHUTE MPOAYKTHU IMPH KUBOTO3ACTPAIIABAIIN KPHBOU3IUBHU U CIEIIHU ONEPATUBHU U
WHBa3WBHHU UHTEPBEHIINH MIPH MALMEHTH C BPOJICHU KOAryJIomaThu, BKIFOUEHH B ITaKeTa, OpeaeTieH
c HapemOaTa mo wi. 45, an. 2 ot 3akoHa 3a 37apaBHOTO ocurypsiBane, kouto H30K 3ammama Ha
M3MBJIHATENIUTE Ha OOJTHUYHA MEIUIIMHCKA ITOMOII U3BBH CTOMHOCTTA HA OKAa3BAHUTE MEIUITUHCKH

YCIIyTH.
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(2) (HoBa — JIB, Op. 47 ot 2019 r.) Ilpm mpunarane Ha mexaHusma pasxoaute Ha H3OK 3a
JIEKapCTBCHUTE MPOAYKTH MPH KUBOTO3ACTPAIIABAIIN KPHBOM3IMBH M CIEIIHA ONEPATUBHU H
WHBA3WBHYU MHTEPBEHIINH MIPH MAIIMECHTH C BPOJICHU KOATryJIONATHH HE CE BKIIOYBAT BHB:

1. roqumrans 6ropket 3a 2019 1. 3a ocHOBHA rpyna JiekapcTBEeHU NpoaykTy "B", mocouena B wi. 35,
an. 1, Oyksa "B";

2. IpY U3YHCIISIBAaHE HA TPHMECEYHUTE U TOAMITHOTO HA/IBUIIICHUS 32 OCHOBHATA IpyMa 1o T. 1;

3. NpU W3YMCIISBaHE HA CYMHUTE 3a HAJBUIICHUS, YCTAHOBEHH IPH TpUJIaraHe Ha MEXaHW3Ma,
MOJIeXKAIY HA JUPEKTHH TUTANAHNUS, 32 JICKAPCTBEHUTE MPOIYKTH OT OCHOBHATA Tpyma 1o T. 1.

(3) (ITpepumna an. 2 - JIB, 6p. 47 ot 2019 r.) B nByMeceueH cpok OT BiM3aHe B CUJla HA Hapeabara
H30OK u nputexarenute Ha pa3pelieHusITa 3a yoTpeOa/TeXHU YIIBIIHOMOIICHH PECTAaBUTENIN Ha
JIEKapCTBEHHUTE MPOIYKTH, 3allIalllaHd HambJIHO Wi 9actuyHo oT H3OK, kouto He moanexar Ha
3aIbJDKUTEIHO LIEHTPAIU3UPAHO JOTOBAPSHE HA OTCTHIIKH, CKIIOYBAT JIOTOBOPH 1O Wwi. 34, ain. 3 3a
npunarane 3a 2019 r. Ha MexaHu3ma 1o aj. 1 3a Te3u IPOIYKTH.

S3AKJIIFOUUTEJIHA PA3IIOPEJIBA

kbM HapenOata 3a usmenenue u nombiaHeHre Ha Hapenba Ne 10 ot 2009 r. 3a ycioBusTta, pena,
MeXaHW3Ma W KpUTEpHHTE 3a 3aliamaHe oT HamuonamHaTa 3apaBHOOCHUTYpUTENHA Kaca Ha
JIEKAPCTBEHH MPOIYKTH, MEAUIIMHCKA U3CIINUS U HA NUETUYHU XPaHM 32 CIELUATHU MEIUIIMHCKU
LIeJIM, JIOTOBapsitHE Ha OTCTHIKM W TpUJaraHe Ha MEXaHW3MH, TapaHTUpAIId MPEABUIUMOCT U
ycroiurBocT Ha Oromkxera Ha H30K (/JIB, 0p. 19 ot 2020 1.)

§ 19. Jorosopute 3a 2020 r. mexxay Haunonannara 31paBHOOCUTYpUTETHA Kaca U MPUTEKATEITUTE
Ha pa3pelieHus 3a yrnorpeda Ha JEKApCTBEHH MPOIYKTH/TEXHU YITbIHOMOIIEHU MPEICTaBUTEINH,
KOUTO BNIK3ar B cuiia ot 1 stayapu 2020 r., ce CKIIIOYBAT MPHU YCIOBHATA U 110 pelia Ha Ta3u Hapenoa
Y CHIVIACHO MEXaHU3Ma, TapaHTHUpalll IPEeIBUIUMOCT U YCTOWYUBOCT Ha Oromketa Ha H30K 3a 2020
I.

I[MPEXO/IHU U 3AKJIFOYUTEJIHU PA3ITIOPEZIBA

kbM HapenOara 3a mombiaHenue Ha Hapen6a Ne 10 ot 2009 r. 3a ycnoBusiTta, pena, MexaHu3Ma 1
KpuUTepuuTe 3a 3aruianjaHe oT HaruoHanHaTta 3ApaBHOOCHUTYpPHUTENHA Kaca Ha JIEKapCTBEHU
MPOAYKTH, MEIUIMHCKA HM3/IENHS W HAa AUETUYHU XPaHW 3a CIEIHaTHH MEIWUIIMHCKH LEeNd U Ha
MIOMOIIHU CPEACTBA, NPUCHOCOONEHUS, CHhOPHKEHUS U MEIUIMHCKM H3JeNus 3a Xopara ¢
YBpEXJaHMs, JOroBapsHE Ha OTCTBIKM M BB3CTAHOBSIBAHE Ha IPEBUIIEHUTE CpEJCTBA MpHU
IpujaraHe Ha MEXaHU3bM, FapaHTHpAIll IPEIBUAMMOCT U yCcToH4YMBOCT Ha Orokera Ha H30K (/IB,
op. 43 ot 2024 r., B cuna ot 17.05.2024 r.)

§ 4. B cioyuait ue kpM 1 1oam 2024 r. HAIMA CKJIIOYEHM OT MHHHUCTbpA Ha 37paBEONa3BaHETO B
KauecTBOTO My Ha lleHTpaneH opraH 3a MOKYNKH B CEKTOp "3apaBeora3BaHe’ W BIIE3IH B CHIIA
pPaMKOBHM CIIOpa3yMEHHs, OT Ta3W Jara JO CKJIIOYBAaHE M BJIM3aHE B CHJIa Ha HOBU PaMKOBHU
criopazyMenus ce nmpuiara wi. 10k, an. It — 1.

§ 5. IIppBOTO 1MIECTMECEUHE, 32 KOETO CE ONPEAEIS CPEAHONPETENNIEHA CTOMHOCT 110 pesa Ha uil. 10k,
an. le u an. 1, obxBama nepuoaa ot 1 nexkemspu 2023 r. 10 31 maif 2024 .

§ 6. [IspBOTO mIECTMECEUHE, 3a KOEeTO ce myOnukyBa nHpopmanus no wi. 10k, an. 11, o6xBara
nepuoza ot 1 romu 2024 r. no 31 nekemspu 2024 r.

IMPEXOAHU N 3AKJIFOUUTEJIHU PA3IIOPEZIBU
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kbM HapenOara 3a m3ameHenue u nonwinenne Ha Hapemba Ne 10 ot 2009 r. 3a ycnoBusita, pena,
MEXaHu3Ma U KpUTEpUHTE 3a 3amiamaHe oT HamuonanHata 3apaBHOOCHUTYpUTEIHA Kaca Ha
JIEKAPCTBEHH MPOIYKTH, MEAUIIMHCKUA U3ACNIUS U Ha TUETUYHU XPAHH 3a CHEHUATHU MEIUIIUHCKU
I[eJTH U Ha TIOMOIIIHH CPEJICTBA, IPUCIIOCOOICHHUSI, ChOPBHKECHUS U MEAUIIMHCKY H3/ICTUs 33 Xoparta ¢
YBpEXKJaHUS, JIOTOBapsHE HAa OTCTBIKA W BB3CTAHOBSIBAHE HA IPEBUIICHUTE CPEICTBA IPHU
MpujIaraHe Ha MeXaHW3bM, TapaHTHPAI] TPEABUANMOCT U YCTOMUMBOCT Ha OroxeTa Ha H30K

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

§ 3. ITaparpad 1 Bnu3a B cuia Ha 1-Bo 4KMCIIO Ha CHOTBETHUS KaJIGHAPEH Mecell, ClIeIBalll JaTaTta Ha
oOHapoaBaHEeTO Ha HapeaoOara B "/Ibp>kaBeH BECTHUK'.

§ 4. lo Bu3aHe B cuJia HA IbPBUS CIUCHK, OMPE/IEIICH MPU YCIOBUATA U IO peia Ha § 2, ce mpuiiara
CHUCBHKBT, U3TOTBEH IO JIOCETAIIHUS PEJI U ACUCTBAII MPY BIU3aHE B CHJIAa HA HapeaoaTa.
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[Tpunoxenue Ne 1

KbM Wi 4
(M3wm. - IB, 6p. 67 ot 2011 r., 6p. 49 ot 2012 ., u3m. u gom., 6p. 48 ot 2014 1.)

3AJABJIEHUWNE

(NBAHO HAUMEHOBAHUE HA NPUMENCAMEINS HA PA3PEUEeHUemo 3a ynompeoa)
ChC CEAAIUIIE U ATPEC HA YIPABICHUE: ...cvuvrereerneeareenieeaneeannes

(3a ropududecko auye - NbJIHO HAUMEHOB8AHUE HA NPeOCmasumelis, ceoanuwe u
aodpec na ynpasnenue; 3a guszuuecko auye - mpume umena, EI'H,

nocmosiner aopec)

B Ka4E€CTBOTO MY Ha: IPUTEKATEI HA pa3pellieHue 3a yroTpeda/yibIHOMOIIECH
IIPEJICTaBUTE

(HessaApHOMO ce 3auepmasa)

C IOKYMEHT, yIOCTOBEPSBAII] MMPEACTABUTEITHATA BIIACT: .....vveeveenvennee.

3a chOoOIIeHUS U KOHTAKTH

ATIPEC: ittt

TAME: .ottt

Tenedow ................. dakc ............ E-mail .....................

YBAXAEMU I'OCITOAVH/TOCITIOXO YIIPABUTEJI,

Ha ocnoBanme ui. 4 BB Bpb3ka ¢ wi. 5 or Hapen6a Ne 10 ot 2009 r. 3a ycrmoBusaTa u pena 3a
3arJiamlaHe Ha JeKapcTBEHU MPOAYKTH o wi. 262, an. 6, T. 1 oT 3akoHa 3a JIeKapCTBEHUTE IPOAYKTU
B XyMaHHaTa M€AUIMHA, HAa MCIUIIWMHCKU U3ACTIUA U HAa JUCTUYHHA XpaHH! 3a CTICHUAJTHU MEAULIMHCKHA
1I€JTH, KaKTO U Ha JIGKapCTBEHU MPOYKTH 3a 3[paBHUTE JEHHOCTH MO Wi. 82, ai. 2, T. 3 oT 3akoHa 3a
3JIpaBeToO 3asABsIBaM, ue xkenas aa ce 3amiamar oT H30K crneanure nekapcTBeHH MPOIYKTH:

L s

(HCZMM@HOG’GHH@ Ha 1eKkapcmeeHus npodykm, Jlekapcmeena gbopMa U OKOHYamelHa

ONnaKkosxa)

KbM HacToA110TO 3asiBIIeHNE TIpHJIaraM CICIHUTE IOKYMEHTH:

1. Komme ot Bsi3710 B cuiia penieHue Ha HarmoHamHus ChBET 1O 1IEHW U pEUMOypcrupaHe
Ha JIEKapCTBEHUTE MPOJYKTH

(npunazam ce peuieHUAMAa 3a 6CeKU eOUH Om NOCOYeHUme no-20pe 8 3as6l1eHUENO
npooyKkmu)

JLATa: (oo
(moamuc u nevar Ha 3asBUTEI)
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[Tpunoxenue Ne 1a

kbM ui. 10e, ai. 2

(Hoso — JIB, 6p. 62 ot 2015 1.,
B cmita ot 14.08.2015 1.)
3AAdBJIEHUE

(NbIHO HAUMEHOBAHUe HA Npumedicamelis Ha paspeulenuemo 3a ynompeoa)

ChC CEJTAITUIIC U AJIPEC HA YIIPABICHUE: ...vevrerrerereieenrenrenseeeeninns

(3a ropuouvecko auye — NbJIHO HAUMEHOBAHUE HA Npedcmagumens, cedaiune u aopec

Ha ynpasnenue, 3a gusuyecko auye — mpume umena, EI'H, nocmosauen adpec)

B Ka4E€CTBOTO MY Ha: IPUTEKATEI Ha pa3pelieHne 3a ynorpeda/ybIHOMOIIEH PEICTaBUTEN
(HessapHOMO ce 3auepmasa)

C IOKYMEHT, yJIOCTOBEPSBAIIl IPEIACTABUTEITHATA BIIACT: ...evvverveenveereneennnss

3a choOIIEHNS U KOHTAKTH:
ATIPEC: ettt

TAME: e

Tenedon ................ DaKC ......ccueee. E-mail .......c.coveennes

YBAXAEMU I'OCITOAVH/TOCITOXO YIIPABUTEJI,

Ha ocnoBanme un. 10e, an. 2 ot Hapen6a Ne 10 ot 2009 r. 3a ycrmoBusATa 1 pena 3a 3arviaiiaie Ha
JIEKapCTBEHHM MPOAYKTU MO wi. 262, anm. 6, T. 1 u 2 or 3akoHa 3a JIEKApCTBEHUTE NPOAYKTU B
XyMaHHaTa MEeIUIMHA, HA MEIUIIUHCKH M3/ICHsI ¥ Ha JUSTUYHHN XPAaHU 3a CIIEIHATHI MEIUIIHHCKA
[I€JIA, KaKTO W Ha JIEKApCTBEHHU MPOIYKTH 3a 3[paBHUTE JEHHOCTH 1O Wi. 82, al. 2, T. 3 oT 3aKoHa 3a
3JIpaBeTo, 3asBsABaM, ue xenas Aa ce 3amnamar ot H30K crneanure nekapcTBEHH NPOIYKTH:
e

(Haumenosanue Ha 1eKApCMEeHUs NPOOYKm, 1eKapcmeeHa opma u OKOHYamenHa onakoeka)
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KbM HacTOAmOTO 3asBII€HNE TPUIIAraM CJIEIHUTE TOKYMEHTH:

1. Komue ot Bis13710 B cuita penieHue Ha HalimoHamHus ChBET 10 IICHH U PeUMOypCUpaHe

Ha JICKAPCTBEHUTE MTPOJYKTH.

(npunazam ce pewleHusma 3a 6CeKu eOur Om NOCOYeHuUme no-20pe 8 3As6J1eHUenmo NPOOYKmMu)

J F: S

(noonuc u neuam
Ha 3as6umes)
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[Tpunoxenue No 2

KbM wi. 8a, ain. 9 u un. 10k, an. 9 (U3m. - 1B, 6p. 34 ot 2009 r., oT™., Op. 67 oT 2011 T., HOBO, Op. 19

ot 2020 1.)

[TPOTOKOJI

Ne 000000000... |ara:

OPUTHAJI

[Ipurexxaten Ha paspeuieHue 3a)
YIIOTpeOa/HeroB  yIbJIHOMOIICH
[pe/ICTABUTEI

Anpec:

H o 311C/MH 10|
HAI[MOHATTHOTO 3aKOHO/IATEJICTBO

3a JIJIC:
EVK/BYJICTAT:
M.O.JL
[lomyuaren: [HauuonaHa 31paBHOOCHTYPUTEIHA Kaca
Anpec: ['p. Codus, yin. Kpuunm Ne 1
EVK/BYJICTAT: 121858220
M.O.JL
Or: Ho:
3a nmepuon; |

3a mocodeHus nepuoa AbJDKHUMaTa 3a BB3CTAHOBABAHC CyMa Ha H30K or MPUTCIKATCIIA HA
Pa3spCIICHUC 3a ynOTpeﬁa/Hel"OB YII'BJIHOMOIICH IMPEACTABUTECI HA 3aIJIATCHU OT H30K CpeacTBa 3a
NICKAPCTBCHU IIPOAYKTH 3a IMAIIMCHTHU, IIPU KOUTO € HAJUIC JIMIICA Ha PE3YJITaT OT TCpalludra,

BB3JIM3a Ha!
["pyn BarnyaTeHa cyMma 3a eaMHuna otf3amnateHa cyma ot H3OK,
Ulexapcrse [Komnuect
Noia (A, H30K, Mo yIesKara Ha[IoUIeKAaIlla Ha BH3CTAHOBIBAHE
H TIPOJYKT [BO
b, B) ponyxK BH3CTAHOBSABAHE 001110

3MeHeHMEe HA JaHbYHATa OCHOBA O6HIOI

JIJ1C craBka:

3menenue na JJIC:

CyMa 3a Iranase: CpoK 3a Iuramase:

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

OcHoBaHUeE 3a n3aaBaHC:

Unen 8a, an. 9 u un. 10k, an. 9 ot Hapen6a Ne 10 ot 2009 r. 3a ycrnoBusTa,
pera, MexaHu3Ma M KpUTepuuTe 3a 3amiamaHe oT Hanumonannara
BPaBHOOCUTYpUTEIHA Kaca Ha JIEKapCTBEHU IPOLYKTH, MEIULMHCKU
M3eNUsl U Ha JUETUYHM XpaHU 32 CHENMATHU MEIULMHCKU ILEINH,
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TOroBapsiHe Ha OTCTBIIKM M BBH3CTAHOBSBAaHE Ha TPEBUIICHUTE CPEICTBA
[pY [pWIAraHe Ha MEXaHW3bM, TapaHTUpAIl [OPEABUAUMOCT U
ycToitunBoCT Ha Oroxera Ha H30K

I[aTa Ha BB3HHKBAHC HAQ|
J[TAHBYHOTO crOuTHE:

CripaBKka 3a KOJM4YeCTBaTa Ha JICKAPCTBEHU MPOAYKTH 3a MAIUCHTH, MPHU
[Ipunoxenue: KOUTO € HaJuIe JIMIIcCa Ha pe3yiTaT OT TepamusTa, U CpeJCTBaTa,
arutaredu ot H30K 3a tax

3a mpuTexarens — Hal

pa3pereHueTo 34
yrotpeba/ Heros3a Hanmonanuara 31paBHOOCUTYpUTETHA Kaca:
VITBTHOMOIICH
[PE/ICTAaBUTEN:

[Tpunoxxenne Ne 3
KBbM 1. 9a, an. 1
(U3m. - JIB, 6p. 34 ot 2009 1., 6p. 67 ot 2011 ., u3M. u gom., 6p. 48 ot 2014 1.)

HO
YITPABUTEJIA HA H30K

3AJABJIEHUWE

(NBIHO HAUMEHOBAHUE HA NPUMeENCAMeNsi HA Pa3peuweHueno 3a ynompeoa)
ChC CEAANUIIE U AAPEC HA YIPABICHUE: ...ovvvrerreenneeeeeenneeenneens ,
TIPEIICTABIIIBAHO OT: .eevvveeeveeereenveenereeseensnesseesseesseensnns

(3a ropuduuecko auye - NbJIHO HAUMEHOB8AHUE HA NPedCmasumelis, ceoanuue u
aopec Ha ynpasnenue,; 3a guzuuecko nuye - mpume umena, EI'H,

nocmosinen aopec)

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

(HeespHOMO ce 3auepmasa)

C IOKYMEHT, yIOCTOBEPSBAII] MPEACTABUTEITHATA BIIACT: ..ecvvvervveeneennnen.

3a chOoO0IIEeHNS U KOHTAKTH:

ATIPEC: ittt

ME: oo

Tenedow ........... dakc ............. E-mail .......coooveviiinn

YBAXAEMU I'OCITOAVH/TOCITOXO YIIPABUTEJI,

Ha ocnoBanme ui. 9a, an. 1 or Hapen6a Ne 10 ot 2009 r. 3a ycioBusita M penia 3a 3arviallaHe Ha
JIEKapCTBEHU MPOJYKTH 10 wi. 262, ant. 6, T. 1 oT 3akoHa 3a JIeKapCTBEHUTE MPOJIYKTH B XyMaHHaTa
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MEIULMHA, HA MEUIIMHCKY U3AETHs U Ha JUETUYHH XPaHU 33 CHELUAIHN METUIIMHCKH LEIH, KaKTO
U Ha JIEKQpCTBEHU MPOAYKTH 3a 3/IpaBHUTE JEHHOCTH MO wiI. 82, ail. 2, T. 3 oT 3aKoHa 3a 34paBETO
3asBsiBaM, 4e Xkesas Ja ce npekpatu 3amiamadneto oT H30K no pena Ha Hapen0arta Ha ciieqHUTE
JIEKapCTBEHH MPOAYKTH:

PRSP PRSP PP

(Haumenosanue Ha 1eKapcmeerus NPoOYKm, 1eKapcmeena hopma u OKOHYamenna

0ONnaKkosxka)

JaTa: oot e,
(noonuc u neuam Ha 3aseumeis)
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[Tpunoxenue Ne 3a

kbM il 10a, an. 1

(HoBo - 1B, 6p. 48 oT 2014 1.)
AABJIEHUWUE

(NbIHO  HAUMEHOBAHUe HaA npumedcameisi HA paspeuleHu-emo 3a Ynompeoa/ynvbiHOMOWEeH

npeocmasumer)

CHC CENTATUIIC U AJIPEC HA YIIPABIICHUE: ....veevvereeenreeseenseenseeseesseesesseenseensesssessessssessesssesseesesnsens
.................................................................................................................................................. ,
TIPEICTABIIIBAHO OT: ..euuveuttenteeurerutenseensenseensesssesseenseensesseenseensessstasseabeesseasseabeasseaaeeabeeneaseeaneene e
.................................................................................................................................................. ,

(3a 1puouyecko auye — NBIHO HAUMEHOBAHUe HA npedcmasumens, ceoaiuuje U aopec Ha
ynpaeienue; 3a ¢usuiecko auye — mpume umena, EI'H, nocmosinen adpec)

B Ka4E€CTBOTO MY Ha: IPUTEKATEI HA pa3pellicHue 3a yIoTpeda/yIrbIHOMOIIEH MPEICTaBUTEN
(HessapHOMO ce 3auepmasa)

C IOKYMEHT, YIOCTOBEPSBAIIL PEACTABUTEITHATA BIIACT: ...eerveerveseeresseesseessesseessessseassesesssesssens
3a chOoOIIeHUS U KOHTAKTH

Y2 | o1 o SOOI
0 < PPPPSRR
TenedoH ..c.eoevveevieriieiieenne » DAKC e ,e-malil oo

YBAXAEMU I'OCITOAVH/TOCITIOXO YIIPABUTEJI,

Ha ocnoBanme un. 10a, an. 1 ot Hapen6a Ne 10 ot 2009 r. 3a ycrnoBusita U pea 3a 3ariaijaHe Ha
JIEKapCTBEHU MPOJYKTH 1O 4. 262, ant. 6, T. 1 oT 3akoHa 3a JeKapCTBEHUTE NPOAYKTH B XyMaHHATa
MeIMILMHA, HA MEUIIMHCKY U3AETHUs U Ha TUeTUYHH XPaHH 3a CHEeIMaTHU METUIIMHCKH LeJIH, KaKTO
Y Ha JICKapCTBEHM MPOAYKTH 3a 3/paBHUTE NEHHOCTH MO wi. 82, ai. 2, T. 3 oT 3aKkoHa 3a 3/IpaBeTo
3asBsBaM, Y€ JKeJas CIEeJHUTE JEKapCTBEHU NPOIYyKTH, HEOOXOIMMHU 3a U3ITbIHEHUE Ha IEHHOCTHUTE
T10 3/IPABHA TIPOTPAMA. ...nveeuveurenreenteeutenteetesstenseentesstenseessesseenseessesseenseessesstenbeessesseensesasesseensesasesseensesnnens :
(HaumeHnoeanue Ha cbOMEeMHAMA NPO2PAMa)

na ce 3amutamat ot H30K:

TSP OP R PPT PR PR
(Haumenosanue Ha 1eKapCcmeenus nPoOyKm, 1eKapcmeeHa opma u OKOHYamenHa onakoeka)

Kem HACTOAIIOTO 3asABJICHUC ITpHJIaraM CJICIHUTE JOKYMCHTH:

55



1. Konue ot Bis3/o B cuja perieHue Ha HaruoHamHMS ChBET MO IIEHW M peuMOypcupaHe Ha
JIEKAPCTBEHUTE MPOAYKTH (MpuUjiaraT ce peHIeHUsiTa 32 BCEKU €JUH OT IMOCOYEHUTE IO-TOpe B

3asIBJICGHUETO MTPOIYKTH).

2. CnuchK Ha IpUTEXATEIUTE Ha pa3pellieHue 3a ThPrOBUs Ha €/IpO C JIEKAPCTBEHU IPOIYKTH.

(noonuc u neuam Ha 3as8umess)
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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
VIIPABUTEJIA HA H30K

JAJABJIEHUNE

(nvino  HaumeHnoéanHue  Ha — npousgooumens Ha MU (na  AXCMIL])/ynvanomowen

npeocmasumen/mvpeoseya Ha eopo ¢ MU/ynvanomowen npedcmagumen)

ChC CEHAITUIIE U AT[PEC HA YIIPABIICHIE, ...eeuvveeureeureenreenesesssseansesasseessesssseessesasseessssssesssesansesssesanns ,

TIPEIICTABIIABAH OT: ...eeuvreuttenteenuteenseeauseeseesuseeseessaeesseesseeeabeesuseemseessseeaseesheeenseessaeeaseesseeensesaareessneas

(3a wpuduyecko auye — NBIHO HAUMEHOBAHUE HA npedcmasumens, cedaluwje u aopec Ha

ynpasnenue; 3a ¢uzuiecko nuye — mpume umena, EI'H, nocmosnen adpec)

B KauecTBOTO cu Ha: nmpousBoauten Ha MU (na IXCMLI)/ynbiiHOMOIIEH peAcTaBUTeN/ ThproBena

Ha efipo ¢ MU/ympiHOMOIIIEH TIPeCTaBUTEN

(HessaApHOMO ce 3auepmasa)

C IOKYMEHT, yI0CTOBEPSBALL MPEACTABUTEITHATA BIIACT: ..evveeuvrerureereeaureenirerreenseeaeeenseesseenseenns
[TocouBam creHus aapec 3a ChOOIICHUS U KOHTAKTH:

Y2V {01 o PP

FIME: ettt e e ettt e e ettt e e ettt e e ettt e e e et e

TETEPOH ..o, , DAKC e ,e-mail oo

YBAXAEMU I'OCITOAVH/TOCITIOXKO YIIPABUTEJI,

Ha ocnoBanue un. 15, an. 1, 1. 2/un. 197, an. 1 ot Hapen6a Ne 10 ot 2009 r. 3a ycnoBusiTa u pena 3a
3aIlIallaHe Ha JEKapCTBEHU NPOAYKTH 1O Wil. 262, ait. 6, T. 1 oT 3akoHa 3a IEKapCTBEHUTE IPOAYKTH
B XyMaHHaTa MeIUIIMHA, HA MEIUIIMHCKU U3IENUS U Ha TUETUYHU XPaHH 3a CIICIHATHU METUITUHCKU
LI€JIM, KAKTO U Ha JIEKapCTBEHU MPOAYKTH 32 3[paBHUTE ACHHOCTH 10 uil. 82, ai. 2, T. 3 oT 3akoHa 3a
3/IpaBETO 3asBsBaM, Y€ jkelas na ce npekparu 3armtamanero oT H30K mo pexa Ha HapenOara Ha
CIIETHUTE MPOIYKTH:

e e b et e e ate et e ehe e be e teara e be et e abeebeeteeraeabeebeeateares
(naumenosanue na MU, JIXCMI], 6uo, onakoska)

CpOK 1o KoiTo 1ie 6baat ocurypsisanu MU/JIXCMI]
JaTa: .o

(noonuc u neuam Ha 3as8umeisi)
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[Tpunoxenue Ne 4

KbM 4. 19, an. 1

(Uzm. - IB, 6p. 67 ot 2011 1.,
op. 48 ot 2014 r.)
3AAdBJIEHUE

(NBbJIHO HAUMEHOBAHUE HA NPOU3BOOUMETIS/YNBIHOMOWEH Npedcmasumenn)

ChC CEHAIUIIE U ATPEC HA YIIPABIICHUE: ...cuveereierureeueeateanteesteanseeaseaseessseasseesnseenseesnsesnseesseans ,

TIPEICTABIIIBAH OT: «.uveuvettenseeuterutenseenseastenseensesseenseenseaseenseensesseeseenssesseasseabeanseasseabeebeaseeabeene e ,

(3a 1Opuouyecko auye — NBIHO HAUMEHOBAHUe HA npedcmasumens, ceoanuuje U aopec Ha

ynpaenenue; 3a guzuiecko auye — mpume umena, EI'H, nocmosinen adpec)

B KaUECTBOTO MY Ha: IPOU3BOIUTEN/YITETHOMOIIICH MTPEICTABUTEIN

(HesaApHOMO Cce 3auepmasa)

C IOKYMEHT, yIOCTOBEPSBAII MPEACTABUTEITHATA BIIACT: ..eeuvvevreaureenueeeeeenureenneesseeenseesneeenseennns
[TocouBam crneanus aapec 3a ChOOIICHHS] U KOHTAKTH:

a1 o1 o TP PT PP TRUPRRP

YBAXAEMU I'OCITOAVH/TOCITIOXO YIIPABUTEJI,

Ha ocnoBanue . 19, an. 1 or Hapea6a Ne 10 ot 2009 r. 3a ycnoBusita U pesa 3a 3arialiaHe Ha
JIEKapCTBEHM MPOJYKTH 1O wi. 262, ant. 6, T. 1 oT 3akoHa 3a IeKapCTBEHUTE MPOIYKTH B XyMaHHaTa
MeIUIHA, HAa MEIUIIMHCKY M3AETHs U Ha JTUETUYHN XPaHU 32 CTICIUAITHA MEUIIMHCKA eJTH, KAKTO
U Ha JIEKapCTBEHU MPOIYKTH 3a 3[ApaBHU JEWHOCTH 1o wi. 82, an. 2, T. 3 oT 3aKoHa 3a 3apaBETO
3asBsBaM, 4e xxkenas aa ce 3amnamar or H30K cnenaure JXCMIL:

T TP S TR T P PRRRPPPPON

(HCZMM@HO@GHH@ Ha ouemuyHama XpaHa 3a cneyuailiu Meaul/ﬂ/tHCKu yeiu, 6140, OVZCIKOBKCZ)

I[I/ICTI/I‘-IHI/ITC XpaHU 3a CICHUaJIHU MCIHULOHWHCKHU LCJIN MII€ CC€ pPasnpoCTpaHABAT OO AaAITCKUTE,
CKJIFOYHJIN TOT'OBOP C H3OK, OT CJICAHUTC ThPTOBLU HA €APO:

SR P RS OTURTPRPR
(Haumeno8aHUe HA TUYEMO, NPUMENCABAUO YOOCTNOBEPEHUe 3 Pe2UCMPaYs HA 00eKmM 3 MbP2O6Us.
¢ Xpauu, u30adeHo no peda Ha 3aKoHa 3a xpanume)
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PP
[Ipunaram caeaHUTE TOKYMEHTH:

1. Hexnapanus, ye choTBeTHata JJXCML] otroBaps Ha ycioBuero mo 4i. 18, an. 3, kato ce mocousar
KOHKpETHUTE 001IecTBeHH (DOHIOBE B CHOTBETHATA IbPIKABA.

2. I[eKnapauH;I 3a ChIjiaCue€ OT IMIOCOYUCHUTE THPIroBIM HAa €APO 3a 10CTaBKa HA JUCTUYHUTE XpaHH! 3a
criegyuaJiHu MEIUIUHCKHU LCJIN (npnnaraT CC ACKIapaly OT BCUYKH ITOCOYCHU ThProBIM HA C,HpO).

3. Jlexnmapamusi 3a peryJspHO OCUTYpsIBAHE Ha 3asBCHHUTE JHCTUYHU XPaHH 33 CHCIUATHU
MEIUIIMHCKH 1IEJIM 3a EPUO]] HE MO-MalbK OT 12 KajJeHgapHU Mecelia.

4. Konime oT TIOKYMEHTH, yI0CTOBEPSABAIY M3UCKBaHUATA 110 Wwi. 18, an. 1 (mpuiaraT ce JOKyMEHTH
3a BCSKA IMETUYHA XpaHa 3a CIICIHUATHA MEIUIIMHCKH TSN ).
JLaTa: e,

(noonuc u neuam Ha 3aa8umeisi)
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[Tpunoxenue Ne 5

KBbM 4. 16, an. 2

(HoBo - 1B, 6p. 67 oT 2011 1.,
oTM., Op. 48 o1 2014 1.)

[Tpunoxenue Ne 6

KBbM 1. 16, am. 2

(Hogo - JIB, 6p. 67 ot 2011 1.,
OTM., Op. 48 oT 2014 1.)

IIpunoxenune Ne 7

kbM ui. 19, amn. 1

(HoBo - 1B, 6p. 67 oT 2011 1.,
OTM., Op. 48 oT 2014 1.)

[Tpunoxenne Ne 8

kpM Ui, 21, a1. 3 u 4

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

oTM., Op. 62 oT 2015 1.,

B cruta ot 14.08.2015 1.)

[Tpunoxenue Ne 8a

KBM 4. 230, ai. 3

(Hoeo — JIB, 6p. 30 oT 2015 1.,
u3Mm., op. 62 or 2015 r.,

B cmta ot 14.08.2015 r.,

op. 19 ot 2020 1.,

op. 49 oT 2022 1.,

B cuia ot 1.07.2022 1.)

[TPOTOKOJI
Ne 000000000... JlaTa: OPUT'MTHAJI
[Iputexaren Ha paspenieHune 3a
yroTpeba/HeroB YITBIIHOMOLIEH
peCTaBUTE
Anpec:

NMH nmo 3AJC/MH mno HanmmoHaTHOTO
3akoHozAaTencTro 3a JAJIC:

EVK/BYJICTAT:

M.O.JL.

[Nomyuaren: [HanmoHa1Ha 3ApaBHOOCUTYPHTEIHA Kaca
Anpec: ['p. Codus, yn. Kpuunum Ne 1
EVK/BYJICTAT: 121858220

M.O.JL.
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Or:

Ho:

3a nepuon;

3a mocoueHus Mepuoj AbKMMaTa KOMIIGHCAIUS 32 CMETKA Ha MpUTEXAaTess Ha pa3pelleHue 3a
yroTpe0a/HeroB ybJIHOMOIIICH MIPEICTaBUTEIN 3a 3aIlialiane Ha oTiycHaTtu u otdyeteHd kbM H30K

UVICKAPCTBCHU IIPOAYKTH BB3JIM3a Ha:

Z

of"pyma (A,
b, B)

UlexapcTBeH
[IPOJTYKT

KommnuectBo [OTCTBIIKA 32 €AUHALIA OTCTBIIKA 00IIO

I3MeHeHre HAa JaHbYHATa OCHOBA O6H_[OZ

JIJ1C craBka:

3menenue na JIJIC:

CYMa 3a IJ1alaHe:

|CpOK 3a IJ1almaHe:

[To cmerka Ha H30OK: BIC: BNBGBGSD, IBAN: BG46 BNBG 9661 3100 1100 01

OcHoOBaHUeE 3a HU31aBaHC:

Unen 236, an. 1 or Hapex6a Ne 10 ot 2009 r. 3a ycrnoBusTa,
peda, MexaHW3Ma M KpPUTEpHUHTE 3a 3allUlallaHe  oT
HannonanHaTta 3ApaBHOOCUTYPUTENIHA Kaca Ha JIEKAPCTBEHU
POIYKTH, MEAWIUHCKA W3ICIHS U Ha JUETUYHH XpaHH 3a
CIIeUATH MEAWIMHCKN IeNM, JOTOBapsHE Ha OTCTHIKU H
BH3CTAHOBSIBAaHE HA IPEBUILIEHUTE CPEJICTBA PU NIpUJIaraHe Ha
MEXaHU3bM, TapaHTHpal] NPEABUIUMOCT U YCTOWYMBOCT Ha

oromkera Ha H30K

/laTa Ha BB3HUKBaHE JTaHBYHOTO,
cbpOuTHE:

CripaBka 3a KOJIMYECTBaTa OT JIEKAPCTBEHUTE MPOILYKTH IIO
[ Ipunoxenue: CIIEKTPOHEH OTYET ChITIaCHO Wil. &, ail. 3, 3aruiarenu ot H30K

IMPE3 CbOTBCTHUA NICPUOT

3a npuTexaress Ha pa3penieHneTo 3a)
yrorpeba/HeroB

[MPCACTAaBUTCIIL:

YI'BJIHOMOILIEH

3a Harmonannara 3APAaBHOOCUTYPUTEIIHA KacCa:
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[Tpunoxxenue Ne 86
KBM 4iI. 231, a1, 2

(Hoo — JIB, 6p. 17 oT 2019 1.,
u3M., op. 19 o1 2020 1.)

Nsrotsen ot IIPVY ..

Ha 0a3a JOrOBOPEHHUTE OTCTHIKH 1Mo Wi. 21, an. 1, T. 4 ot Hapenba Ne 10

[TPOTOKOJI

N

OPUTTH
AL

[Ipurexaren
paspelieHue  3a

Ha

yrotpeda/HeroB
YITBJIHOMOIICH
[peCTaBUTE

Anpec:

WH 1o 3JJIC/MH
110 HAIIMOHAJITHOTO,
3AKOHOAATCIICTBO

3a JIJIC:

EVK/BYJICTAT:

M.O.JL

[lonyuaren:

Harmonamaa 3APaBHOOCUTYPHUTECIIHA Kaca

Anpec: ['p. Codus, yn. Kpuanm Ne |
ENK/BYJICTAT:[121858220
M.O.JL.

Or: Jo:
3a nepuon; |

3a TMocoYeHMs nepuoa AbJKUMATa KOMIICHCAIMA 3a CMCTKa Ha HPUTCKATCII HA pa3pCHICHUC 34|
yHOTpe6a/Her0B YII'BJIHOMOIICH IMPEACTABUTCII 3a 3aIlJIalllaHC Ha OTIITYCHATHU U OTUCTCHU KbM H30K
JICKAPCTBCHU MPOAYKTH Bb3JIM3a HA:

Nel['pynt PlexapctBe [KonmnuectB|OTcThKAa  3a0OTCTBHIKA OOLIO[ABAHCOBO Cyma 3al
A (A,H IPOAYKT [0 CIMHHLIA [JIATCHU M3pABHSABAHE
b, B) CpencTsa

3MeHeHne Ha JaHbYHATa OCHOBA O0IIIO: 0 0 0

J1J1C craBka: 20 % 20 % 20 %
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3menenue Ha [{J1C: 0 0 0
C
M 0,00 0,00 0,00
OTCTHIIKA!
Cyma 34 Cyma 3a Cpok 3a
HM3paBHSIBAHE: [1aIaxHe: M1alane:

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

OcHoBaHue 34

Unen 237, an. 2 ot Hapen6a Ne 10 (Hapen6ata mo ui. 45, an. 9 ot 330)
M3/1aBaHe:

JlaTa  Ha  BB3HHKBAHE  HAl ......o.ooiiiiitt ittt ittt e e et e e e
naHbyHOTO CHOUTHE:  |...

. ) CripaBKa 3a KOJIMYECTBATa OT JICKAPCTBEHUTE MPOAYKTH MO €IEKTPOHEH OTYET
PHIOACHHE: ChbIUIacHO 4. 8, ai. 3, 3amnarenu ot H30K npe3 choTBETHUSI TEpHO]

3a HpUTEXATEIS Haj

pa3pereHneTo 34

3a Hannonannara 3/jpaBHOOCUTYpHUTEIHA Kaca:
yroTpe0a/HeroB ybJIHOMOIICH

[MPCACTAaBUTECIIL:

[Tpunoxenue Ne 9

KBM 1. 26, aj. 5

(Hogo - JIB, 0p. 48 oT 2014 1.)
NPEJJOXEHMUE

(MvIHO  HauMeHOBAHUe HA Npumedicamens HA paspeuleHuemo 3d yYnompeoa/ynviHoMoOueH
npeocmasumer)
CHC CEHATUIIE U ATPEC HA YIIPABIICHUE: ....cvveerrrerreeereesreereesseessseesseeesseesseessseesseessseessesssseesseens ,
TIPEIICTABIIABAHO OT: .eeuvveeutiesureeseeauseeseesnseaseesnseeseesnseenseeanseesseesnseenseesnseasssesseenseesnseesseesnsesanseens
(3a topuduyecko nuye — HNBIHO HAUMEHO8AHUe HA npedcmasumens, cedanuuje u aopec Ha
ynpaenenue; 3a ¢usuiecko auye — mpume umena, EI'H, nocmosinen adpec)
B KaUECTBOTO CH Ha: MIPUTEKATEN Ha pa3pelieHne 3a ynorpeda/ymbIHOMOIIEH MPEACTaBUTEN
(HessaspHOMO ce 3auepmasa)
C IOKYMEHT, yIOCTOBEPSBAII MPEACTABHTEITHATA BITACT: ..ecvveervveereerereerseensreenseessseesseesssessseesneans

3a chOoOIIeHU U KOHTaKTU:

YBAXAEMU I'OCTIOAUH/TOCIIOXO
YIIPABUTEJI,

Ha ocHoBanmue 4. 45, an. 13 330 npemnaraM oTcThIIKAa OT CTOMHOCTTA HA CIIETHUTE
JIEKapCTBEHM MPOJYKTH 3a 3APaBHUTE AEUHOCTH M0 4. 82, ai. 2, T. 3 oT 3aKOHA 3a 3/1paBeTo,
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L ettt TP VPR URRRPIN

(HaumeHoBaHUe HA (pasmep Ha (cmoiinocm, nonyyena 8

NeKapcmeenusi npOOyKn) npeonodtceHama pesyimam Ha npeonodceHama
omcmuwvnka 6 %) omcmuvnKa)

TSP P TR PP PRPPR PRSP

KBbM HACTOSAILIOTO 3ASIBICHHIE TIPHITATAM: «..eeuvrenreenrereeserneenseenseensenseesesseenseensesssessesnseseensesnses

Jata: ..o,

(noonuc u neuam Ha 3as8umeis)

[Ipunoxenune Ne 10

KbM 4. 34, an. 1

(Hoeo — JIB, 6p. 17 ot 2019 1.,
oTM™., Op. 19 o1 2020 1.)
[Ipunoxenne Ne 11

KBbM 4. 36, ai. 3

(Hoo — JIB, 6p. 17 ot 2019 1.,
u3M., Op. 49 ot 2022 1.,

B cuia ot 1.07.2022 1.)
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HMaromen ot HIPY . YT .
GazaTa Ha PAINDA MO NEKAPCTEEHH MPOIYKTH, JANTAUAHN HAMEIHO HIH YacTHYHO oT HIOK

Ha

NPOTORON

OPFUNHMHAL

IlpuTesaTen a paspelleinite 3a
Vo Tpefia/HeroB ViTkIoMa e

peICTABHTED

Aapec:

HH no 3JU1C/MH no HaukoHamHOTO
akoHozaTencTeo 3a 10

EMK/BYJICTAT:

MOJL

Hoayuaren:

Hausonansa IIPABHOOCHIYPHTEIHA Kaca

Agpec: I'p. Cotia, ya. Kpuuas® Ne
EMK/BEYJICTAT: 121858220
M.OJL
or Ao
3a nepuon:

3a nocoyenus MEPpHOA JETHHMATA KOMIEHCAUHS 34 CMETHA HA NPHTEXATEIR HA PAIPELeHHS 33 }'!‘IL‘-TpEﬁ;I.- HETOB ¥MEJHOM OLUEH HETOR
NMPEICTABHTEND 33 33MNT3MAHE HA OTNYCHATH H OTHETEHH KbM H3IOK JNEKAPDCTEEHH NPOJYETH BLIMM3E Ha®

Hoarpyna Pazviep na Paiviep na Paivep ua Paswvep na
HATBHIIENHETD HATBHIIENHETO | HA1BHLIENHETO HATBHILENHETO 38
rpvia A rpviia b rpyvia B rpyin A+b+B

HNoarpyna CaMocToATE N JEKAPCTRENN NPOIYKETH =

Hauvenosanne na JexapeTRen NPOIYET

HNoarpyna CHOpIH TeKaPCTBENH HPOIVKTH =

HauMenosaie ua JeRapeThen npoIyeT

HMaMeHsHHe HA JTAWLUHATA OCHOBA Of1L0:

IO cTanka: 204 20 2084 208

Hamenenne na J0C:

(Cyma 32 nualamne:

(Cpok 3a niatiase:

o cvetxa wa H30K: BIC BNBGBGSD! IBAN B(#6 BNBG

9661 3100 1100 01

(Ocuosanue 3a H3JaBaHe:

4136, an.2 o1 HapenGa Nel()

[]aTa Ha FLIHHKBAHE HA JAHBLYHOTO crHTHE:

lIprnowenne:

Cnpapka 3a HaJBHWeHHETO no 4a.33, T.2 o1 Hapeada MNeld

NMPEACTARHTEN:

3a MPHTEXATENS HA PAIPEUIEHHETD 338 YNOTPE fa/merom YILIHOMOLIEH

3a HaumosanuaTa IIPABHOOCHIYPHTENHA Kaca:
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