HAPEJIBA Ne 10 ot 2009 r. 3a ycjoBusiTa, peaa, MexaHu3Ma 1
KpuTepuuTe 3a 3amjaamane or Hanmmonananara
3/IPABHOOCUTYPUTEIHA Kaca HA JIeKAPCTBEHU MPOAYKTH,
MeTUIMHCKY M31eJIMsl M HA IMeTHYHH XPaHU 3a crieluaJTHi
MeTUIMHCKH 1eJIM M HA TOMOIIHH CPeACTBA,
NMPUCIIOCO0JIeHUS, ChOPBKEHUSI U MeTUIIMHCKY M3/1eJIMsl 3a
XopaTa ¢ YBpe:KJIaHusl, J0roBapsiHe HA OTCTHIKH U
Bb3CTAHOBSIBAHE HA MPEBUIIIEHUTE CPeICTBA NPHU NPUJIaraHe
HA MeXaHU3bM, TApaAHTUPAILI NPEABHIAMOCT H YCTOHYNBOCT
Ha O0101:xeTa HAa H3OK
(3ara. m3m. - /IB, 6p. 67 or 2011 r., u3M. u gom., 6p. 48 ot 2014
r., aom., op. 62 or 2015r., B cuaa ot 14.08.2015r., Op. 17 o1
2019 r., u3m., op. 19 ot 2020 1., gom., Op. 49 oT 2022 1., B cui1a
or 1.07.2022.)

W3nanena ot MUHHCTHPA Ha 3[paBeolia3BaneTo, ooH., JIB, 6p. 24 ot 31.03.2009 ., uzm.,
op. 34 ot 8.05.2009 r., nor., 6p. 38 ot 22.05.2009 r., u3Mm. u gor., 6p. 40 ot 29.05.2009 ., 6p. 9 ot
2.02.2010 ., B cwia ot 2.02.2010 ., 6p. 67 ot 30.08.2011 1., 6p. 49 ot 29.06.2012 1., 6p. 48 oT
10.06.2014 r., 6p. 30 ot 24.04.2015 1., 6p. 62 ot 14.08.2015 1., B cruta ot 14.08.2015 r., Op. 44 ot
10.06.2016 r., B cuna ot 10.06.2016 r., 6p. 89 ot 7.11.2017 r., B cuna ot 7.11.2017 r., 6p. 95 ot
16.11.2018 ., B cuita ot 16.11.2018 r., 6p. 17 ot 26.02.2019 1., nom., 6p. 47 ot 14.06.2019 r., u3m.
u gort., 6p. 19 ot 6.03.2020 r.; u3m. ¢ Pemenne Ne 9042 ot 8.07.2020 r. na BAC na Pb - 6p. 104 ot
8.12.2020 1., B cuna ot 8.12.2020 r.; nom., 6p. 106 ot 15.12.2020 1., B cuna ot 15.12.2020 ., u3m. u
nortt., op. 73 ot 3.09.2021 r., B cua ot 3.09.2021 r., usm., 6p. 109 ot 21.12.2021 1., B cmiia ot
1.01.2022 r., u3Mm. u gor., 6p. 26 ot 1.04.2022 1., B cuna ot 1.04.2022 1., 6p. 49 ot 30.06.2022 ., B
cwra ot 1.07.2022 r., uzm., 6p. 100 ot 1.12.2023 1., B cuna ot 1.12.2023 1.

I'naBa nbpBa
ObLIHA ITOJIOKEHUSA

Ya. 1. (M3m. — [IB, 6p. 48 ot 2014 1., u3Mm. u jgor., 6p. 62 ot 2015., B cuna ot
14.08.2015 r., u3m., 6p. 17 ot 2019 r.) C ta3u Hapemda ce OmpeaesisT:
1. ycrnoBusiTa, peabT, MEXaHU3MUTE U KPUTEPUUTE, 110 KouTo HarmonanHara 3jpaBHOOCUTypUTEITHA
kaca (H30K) 3arutamia aekapcTBeHu MPOAYKTH 1m0 wi. 262, ait. 6, T. 1 ot 3akoHa 3a JeKapCTBCHUTE
NpOIyKTH B XyMaHHaTa MenunuHa (3JIIIXM), npeqHa3HaueHH 3a JOMAIIIHO JICYCHUE;
2. yCIIOBHSATA, PEABT, MEXaHU3MHUTE U KpuTepunte, mo kouto H30OK 3amamia u3BbH CTOMHOCTTA Ha
OKa3BaHHUTE MEIUIIMHCKH yCIYTH JIEKapCTBEHH MPOAYKTH 10 Wwi. 262, ai. 6, 1. 2 3JIIIXM,
BKJIIOYECHH B TTakeTa 1o wi. 45, an. 2 ot 3akoHa 3a 37apaBHoTO ocurypsisade (330) u mpuiIoKuMu
MIPU JICYCHUETO Ha 3JI0KaYeCTBEHHUTE 3a00IABaHus B OOJTHUUHATA MEAULIMHCKA TTOMOIII, KaKTO U
JIeKapCTBEHU MPOIYKTH MPH KUBOTO3aCTpallaBallld KPbBOU3JIUBY U CIEIIHU ONIEPATUBHU U
WHBa3WBHU UHTEPBEHIINH MPU MAIIMEHTH C BPOJACHU KOAryJIONaTHH,
3. yCIIOBHSATA, pEBT, MEXaHU3MUTE U KpuTepunte, 1o kouto H30K 3amnaria nekapcTBeHn
IPOJYKTH 3a 3[paBHUTE JAEHHOCTH 10 wi. 82, ai. 2, T. 3 oT 3akoHa 3a 3apaseto (33);
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4. ycnoBusATa, pelbT, MEXaHU3MUTE U Kputepuute, no konto H30K 3amama Me1uIuHCK n3aeus
(MU), npenHa3HaveHH 3a JOMAIIIHO JICYCHUE Ha 3200 siBanus, onpeaeneHn cbriaacuo 330;

5. ycioBusTa, pebT, MEXaHU3MHUTE U KpuTepuure, no kouto H30K 3amnama
BHCOKOCTICIIMATM3UPaHH anapaTi/ypeau 3a HHANBHIyadHa ymoTpeda mo wi. 82, an. 3 33;

6. yCIIOBUSATA U peAbT 3a 3allIalllaHe U 33 CKIIIOUBAaHE HAa MHJIMBUAYAJIHU IOTOBOPH C
MPOM3BOUTEIHU WK C THPTOBIIM HA €IPO ¢ METUIIMHCKH U3/ICIHSI/ TEXHH YITBJIHOMOIICHU
MIPEJICTaBUTEIHN 32 IOCTaBKa U 3aruiamane Ha MU, npuiarany B 60JIHUYHATA MEUIIMHCKA TIOMOILI;
7. ycnoBusTa, peIbT, MEXaHU3MHTE U KpuTepuute, mo konto H30K 3amnama nueTnaHn XpaHu 3a
criermanan MeaunuHckn e (JXCMILI), npeanasHadeHu 3a TOMAIIHO JIeYeHUE Ha 3a00JIsIBaHus,
ompeJiesieH! B criuchka 1o wi. 45, an. 4 330;

8. ycioBusiTa ¥ pebT 3a MPOBEXKAAHE HA 33 IbJDKUTEIHO LIEHTPAIU3UPAHO I0OTOBApsHE HA OTCTBIIKU
Y BUJIOBETE OTCTBIIKU B cirydante 1o wi. 45, an. 10 u 21 330;

9. KpuUTEpUUTE U PEIBbT 32 paslpeelisiHe Ha JOTOBOPEHUTE OTCTHIIKU 32 JIEKAPCTBEHUTE MTPOAYKTH
o wi. 262, an. 6, 1. 1 3JIIIXM wmexay H30K u 31paBHOOCUTYpEHHUTE JINTIA,

10. ycnoBusita, kpurepuure u pensT, o kouto H30K npoBexkaa 3abKUTENHO HEHTPAIU3UPAHO
JIOTOBapsiHE Ha OTCTBIIKY 32 JICKAPCTBEHUTE MPOIYKTH 3a 3[paBHUTE NeHHOCTH 10 wi. 82, ai. 2, T. 3
33;

11. (u3m. u mom. — JIB, 6p. 19 ot 2020 r.) ycioBusita u peast 3a 3amamiade or H30K na
JeKapcTBeHU NpoayKTH, 3a kouto H30K e noroeopuia 3ariaiiane Bb3 OCHOBA Ha pe3yJiTaTa oT
TEpanusiTa 3a JIGKAPCTBEHHU MPOTYKTH, 32 KOUTO € ONPEeNICHO POCIie/IIBaHe Ha eeKTa OT
TepanusTa cbrinacHo wi. 259, an. 1, . 10 3JIIIXM, kakTo U Bb3CTaHOBSIBAHE OT NPUTEKATEIUTE HA
paspernieHus 3a yrnoTpeda wiv TeXHU ynbJIHOMOIIeHH npeactaButeny Ha H30K Ha 3amnarenure
CpeZCTBa IpH JIMIICA HA Pe3yJITaT;

12. (noBa — /IB, 6p. 19 ot 2020 1.) yc0OBUATA ¥ PEIBT 32 Bb3CTAHOBSIBAHE OT MIPUTEIKATEIIUTE HA
paspelieHusTa 3a ynorpeda niu TeXHH YI'bJIHOMOILIEHH MTPECTABUTENN Ha MIPEBUILICHUTE CPEICTBA
MIpH TpUJIaraHe Ha MEXaHW3bM, FrapaHTHpAI IPEABUINMOCT B ycTOHIuBOCT Ha Oromketa Ha H30K;
13. (noBa — /IB, 6p. 49 ot 2022 1., B cuna ot 1.07.2022 r.) ycnoBusTa 1 peAbT 3a 3aIUIalllaHe OT
H3O0K nHa nomomHu cpeacTsa, NpucnocoOIeHus, ChOPBKEHHS U METUITMHCKH U3/ISITUS 32 XopaTa ¢
yBpeskaanust ([ICTICMUXY), kakTo U 3a CKIII0OYBaHE Ha WHIHUBHIYAIHH JOTOBOPH 10 uiI. 45, an. 16
330 c nunara, oChIIECTBIBAIIN IEHHOCTH TI0 MPEOCTABIHE U PEMOHT Ha MTOMOIIHUA CPEJICTBRA,
MIPUCIIOCOOJIEHHUS, ChOPBHKEHUS U MEIUIIMHCKH U3JIeNINs 3a XOpaTa ¢ YBPEXKJaHUs, pErUCTPUPaHU
KaTo THPTOBIM M BITMCAHH B PETHCThpa Ha JIMIIAaTa, OCHIIECTBABAIIN JCHHOCTH 110 TIPEAOCTABSIHE U
PEMOHT Ha MIOMOIIHH CPEJCTBA, IPUCTIOCOOIEHNUS, ChOPBKEHHSI U METUIIMHCKH U3JIeNUs 3a XopaTa
C YBpEKIaHUS.

Y. 2. Hapenbara nma 3a 11e71 rapaHTUpaHe Ha:
1. npunnunute no ui. 5 330;
2. myOIUYHOCT M MPO3PAavyHOCT HA MPOILETyPHUTE IO 3aIUIallaHe Ha JIEKapCTBEHUTE MPOIAYKTH,
MEJIUIUHCKUTE U3ICTUS U JUETUIHNTE XpaHH, TOCOYEHH B 4iI. 1,
3. ycioBus 3a epeKTUBEH KOHTPOJI IIPU U3pa3X0/IBaHETO Ha cpeacTBa oT Oromkera Ha H30K.

Ya. 3. (M3m. — [IB, 6p. 48 ot 2014 1.) (1) (dom. — [IB, 6p. 62 ot 2015 1., B cuiia ot
14.08.2015 r., usm., 6p. 17 ot 2019 ., 6p. 49 oT 2022 1., B crina ot 1.07.2022 r.) Hanmonanuara
3IpaBHOOCUTYPHTEITHA Kaca 3aruiamnia npoayktute mo wi. 1, 1. 1, 2, 4, 6, 7 u 13 ipu cria3BaHe Ha
CJICZIHUTE OOIIHU YCIIOBUS:

1. (m3m. — [IB, Op. 62 ot 2015 ., B cuna ot 14.08.2015 ., 6p. 49 ot 2022 1., B cuna ot 1.07.2022 r.)
Jla ca MpeNucaH U OTIYCHATH MpH crha3BaHe Ha pasnopenoute Ha 330, 3JIIIXM, 3akoHa 3a
MeaunuHckuTe usnaenus (3MUN), 3akona 3a xpanute (3X), 3akoHa 3a xopata ¢ yBpexxaanus (3XVY)
Y TI0I3aKOHOBUTE HOPMATHUBHHU aKTOBE 110 TSXHOTO MPHJIaraHe;

2. (mom. — /1B, Op. 49 ot 2022 1., B cuinia ot 1.07.2022 r.) 1a ca OTIyCHATH HA TEPUTOPHATA HA
CTpaHara 3a JIMIa ¢ HeMPEKbCHATH 3/IPAaBHOOCUTYPHUTEIIHU TIPaBa, OCBEH B ciryvauTe 1o wi. 1, 1. 13.
(2) (U3m. — 1B, 6p. 17 ot 2019 r.) HanmonaiHata 31paBHOOCHTYPHTEIIHA Kaca 3aIuialia
NPOAYKTHTE 1O Wi. 1, T. 3 IpU cria3BaHe HA CIICHUTE OOIIN YCIOBUS:
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1. na ca mpeABUACHHU 3a 3IpaBHUTE JeHHOCTH 10 Wi. 82, an. 2, 1. 3 33;

2. (u3m. u nom. — /1B, 6p. 19 ot 2020 r.) na ca npeAnucany, OTIYCHATH U TPUIIOKESHHU TPH CIa3BaHe
Ha paznopendute Ha 330, 3JI[1XM, noa3akoHOBHTE HOPMATUBHU aKTOBE IO TSIXHOTO MpUIIaraHe,
KaKTO ¥ Ha ChOTBETHHUTE HAI[MOHATHH, PETHOHATHU ¥ OOIIMHCKH 3/IpaBHU POTPaMH;

3. 1a ca OTIyCHATH Ha TEPUTOPUSATA HA CTpaHATa 3a JIHIA, TOCOYCHH B ChOTBETHUTE HAIIMOHATHH,
PETHOHAHU ¥ OOIIMHCKH 3/IpaBHU TIPOTPaMH M B CPOKa HA TAXHOTO JICHCTBUE.

(3) (dom. — 1B, 6p. 49 ot 2022 1., B cmna ot 1.07.2022 r.) 3ariamaHero Ha JIEKAPCTBEHUTE
npoayktu, MU u IXCMI, kakto u Ha [ICTICMUXY ce u3BbpiIBa npu cria3BaHe Ha 3aKOHA 3a
orooxkera Ha H30K 3a choTBeTHATa roguHa.

I'1aBa BTOpAa
YCJIIOBUSA, PE/I, MEXAHU3BM U KPUTEPHUU 3A
JAIIVTAINIAHE HA JIEKAPCTBEHMU ITPOAYKTHU
(3ara. usm. — [IB, op. 17 ot 2019T1.)

Paznea |
(Hos - /IB, op. 48 ot 2014 1.)
YciaoBus, pea, MeXaHU3bM M KPUTEPHH 3a 3aIllalllaHe Ha
JIEKAPCTBEHM MPOAYKTH 32 JOMAIIHO JleYeHHe Ha

TEPUTOPHUATA HA CTPAHATA
(3ara. usm. — JIB, op. 17 o 2019T1.)

Y. 4. (Jom. — JIB, 6p. 48 ot 2014 r., usm., 6p. 62 ot 2015 ., B criaa ot 14.08.2015.)
HarnmonanuaTa 31paBHOOCUTYPHUTENTHA Kaca 3aruiaiia 3a JIGKApCTBEHH MPOTyKTH, BKIIOYCHH B
no3utuBHUsA JlekapcTBeH cnuchbK (ITJIC) mo wir. 262, an. 6, 1. 1 3JITIXM u npeaHasHaueHH 3a
JIOMAIITHO JICUEeHUE Ha 3a00JIsIBaHsI, ONIPEICIICHN B cCTUChKa 1o wi. 45, an. 4 330, cien nomydaBaHe
Ha MTMCMEHO 3asiBJICHUE OT MPUTEXKATEIS Ha pa3pelIeHUETo 3a YyIoTpeda NIl HETOB YITBIHOMOIIICH
MIPEJICTABUTEN, Y€ JKeJlae ChOTBETHUSAT JIGKAPCTBEH MPOAYKT Ja Ce 3aIljiaiia 1o pe/ia Ha Ta3u
Hapeaba ceritacHo nmpuinoxenue Ne 1.

Y. 4a. (Hos - 1B, 6p. 9 ot 2010 ., B cmiia ot 2.02.2010 ., u3m. u jori., op. 67 ot 2011
r., u3M., 0p. 49 ot 2012 ., 6p. 48 or 2014 1.) (1) (JTom. — JIB, 6p. 73 or 2021 1., B cuia OT
3.09.2021 r., u3m., 6p. 49 ot 2022 1., B cuna ot 1.07.2022 r.) HanmonanHara 3paBHOOCUTYPHUTETHA
Kaca aHaJim3upa u 00o001aBa kbM 31 1eKeMBpH Ha TEKyIlaTa roJAuHa HHPpopManusTa 3a
Biurouenute B [JIC mo ui. 262, an. 6, 1. 1 3JIITXM mnpe3 chiiaTa rorHa JIEKapCTBEHU MPOAYKTH C
HOBO MeKayHapoaHo HerareHTHO HanMeHoBaHue (INN), KkoeTo He e OHMI0 BKIIOYEHO B [TOCOYEHATa
gact Ha [1JIC mpe3 npenxoaHaTa ronHa, | 32 KOUTO JIEKAPCTBEHH MPOIYKTH ca MO ICHU
3asBieHus 1o 4wi. 4 1o 30 nekeMBpH Ha ChIllaTa roJIMHa, C U3KIII0YCHUE Ha HHpOpMaIusITa 3a
nexapctseHu nmpoayktu ¢ INN mo an. la.
(1a) (Hosa — JIB, 6p. 73 ot 2021 r., B cuia ot 3.09.2021 r.) HannonaaHara 31paBHOOCHTYPHTETHA
Kaca aHaiu3upa u 0000masa kbM 1-Bo minn 16-0 unciio Ha CbOTBETHUS KaJIEHAAPEH MEcCell
nHpopmanusara 3a nekapcrseHu npoaykTu ¢ INN, xmoueno B I1JIC mo un. 262, an. 6, 1. 1
3JIITXM, 3a KOeTO O MOMEHTA HE € 3aIllalliaja, U € IIOAaaeHO 3asiBIeHNUe 10 Y. 4 He TO-KbCHO OT
24-10 yncno Ha ipeaxoaHus Wi 10-0 YKMCiIo Ha CHOTBETHHS MECEIT, KOTAaTO JICKAPCTBEHUTE
MPOAYKTH ca MpeHa3HaYCHHU 3a JISYCHHE Ha 0CTPO MH(EKIMo3HO 3abomsBane o wi. 4 ot Hapenba
Ne 7 ot 2015 1. 3a kpuTepHHTE 32 ONpeAeITHE Ha 3a00/SIBAHKATA, 32 YUETO JJOMAIIIHO JICUCHHE
HanmonanuaTa 31paBHOOCUTYpHUTENTHA Kaca 3aIuialla HalbJIHO WIH YaCTHYHO JIEKAPCTBEHH
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MPOAYKTH, MEAMIIMHCKU M3/ICIIHS U TUETHYHH XPaHU 3a CrielaaiHu MeauuuHcku neiu (1B, 6p. 89
ot 2015r.).

(2) (U3m. — [IB, Op. 73 ot 2021 1., B cuia ot 3.09.2021 r.) M3BbH citydauTe 1o ai. la
Hanmonamnara 31paBHOOCUTYpHUTEITHA Kaca aHATM3Upa U 0000masa KpM 1-Bo uiu 16-0 4mcio ot
CHOTBETHUS KaJeHIapeH Mecell MHpopMaIrusTa 3a iekapcTBeHu nmpoayktu ¢ INN, BkiIoueHo B
TIJIC o wit. 262, an. 6, T. 1 3JIIIXM, 3a koeTo 3ariaiia, 1 € IoaajacHo 3asBJIeHHE 10 Wi. 4 He 1o-
KBCHO OT 24-T0 uncio Ha npeaxoanus win 10-o 4nucio Ha ChOTBETHHSI KalleHIapeH Mecell.

(3) Anmunes 1 ce npuiiara u 3a KOMOMHUPAHH JIEKAPCTBEHU TPOYKTH, P KOUTO KOMOMWHAIIUATA
ceabpka INN, Bxmroueno B IUIC mo un. 262, an. 6, 1. 1 3JIITXM, 3a koeto 10 momenta H30K He e
3amiaiana.

(3a) (Hoa — JIB, 6p. 73 ot 2021 r., B cmia ot 3.09.2021 r.) Anunest la ce npuiara u 3a
KOMOHMHHPAHH JICKAPCTBEHU TMPOJAYKTH, MPEIHAZHAYCHH 32 JICUCHUE Ha OCTPO HH(EKITMO3HO
3abomsBane no wi. 4 ot Hapen6a Ne 7 ot 2015 r. 3a kputepuute 3a onpezensHe Ha 3a00JIIBaHUsATa,
3a YMETO JOMAITHO JieueHne HamnmonarHaTa 3 jpaBHOOCHTYpHUTEITHA Kaca 3aIijalia HalbJIHO HITH
YaCTUYHO JIEKAPCTBEHH MPOIYKTH, METUITMHCKU U3ACNUs U TUETUYHH XPaHU 32 CIEIHATHU
MEIUIIMHCKY IIeJTH, PU KOUTO KomOmHanusATa cbabpka INN, Bxirroueno B [TJIC mo 4. 262, an. 6,
1. 1 3JIITXM, 3a xoeto 1o momenta H30OK He e 3amamana.

(4) Anunes 2 ce npuiiara v 3a KOMOMHUPAHH JICKAPCTBEHU MPOAYKTH, Iipu kouto H30K 3amnaina
3a Bcuuku INN, cpabpxkamu ce B komOuHarusaTa u Bkiouenu B [IJIC mo un. 262, an. 6, 1. 1
3JIIIXM.

(5) (dom. — B, 6p. 73 ot 2021 1., B cuna ot 3.09.2021 r., usm., 6p. 49 ot 2022 1., B cuia ot
1.07.2022 r.) HarnonanHaTa 3[paBHOOCUTYPHUTEIIHA Kaca aHAIM3upa U 00001masa kpM 31
JIEKEMBPH Ha TEKyIIaTa ToAruHa HH(OpMaLKATa 3a JIeKapCTBEHUTE MPOAYKTH, 3alUIAlaHU HAITBIHO
i yactiaHo oT H30K, ipu kouto B [1JIC 1o wi. 262, an. 6, T. 1 3JITIXM mnpe3 chiaTa roanHa €
BKJIIOUCHO pa3lIMpsIBAHE HA TEPANEBTUYHU Moka3anus u/wiu 3abonsBanus (MKb-komose), npu
YCJIOBHE Y€ 3a Te3H TEPANCBTHYHH IMOKa3aHus W/1iK 3200 sIBAaHKS HE ce 3arutamial/T apyr/u
nekapcTBen/u npoaykt/u, Bkitodenu B [IJIC no wi. 262, an. 6, 1. 1 3JIITXM, npuHaaiexaim KbM
chiioTo INN, ¢ u3kmrouenre Ha nHOpMAaIUATA 32 IEKAPCTBEHH MPOAYKTH 110 aj. Sa.

(5a) (Hosa — /IB, 6p. 73 ot 2021 1., B cuna ot 3.09.2021 r.) HannonanHara 31paBHOOCHTYPHTEITHA
Kaca aHajm3upa u 0000maBa kbM 1-Bo mim 16-0 9nciio Ha CHOTBETHUS KAJIEHAAPEH MECeIl
nH(popMaIuATa 3a JeKapCTBEHU MPOoAYyKTH, 3a KouTo B [1JIC mo uin. 262, an. 6, T. 1 3JIIIXM uma
BKJIFOUCHH pa3lIMpeHu nmokasanus u auarno3u (MKB-komoBe) 3a iedeHue Ha ocTpo HHPEKIIMO3HO
3abomsBane no wi. 4 ot Hapen6a Ne 7 ot 2015 r. 3a kputepuute 3a onpezensHe Ha 3a00JIIBaHusATa,
3a YMETO JOMAITHO JieueHne HanmroHaiHaTa 3 jpaBHOOCHTYPHUTEITHA Kaca 3aIijaiia HalrbJIHO WITH
YaCTUYHO JICKAPCTBEHH MPOAYKTH, MEAMIIMHCKU U3/ICITHS U TUETHYHH XPaHU 32 CIICIIHATHH
MEIMITUHCKH IETIH.

(56) (Hosa — /1B, 6p. 49 ot 2022 r., B cuia ot 1.07.2022 r.) HarmonanHara 3paBHOOCHTY pUTEITHA
Kaca aHaim3upa u 0000masa kbM 1-Bo mim 16-0 9nciio Ha CHOTBETHUS KAJICHAAPEH MECeIl
nHpOpMaIIUATA 32 JICKAPCTBEHUTE MPOIYKTH, 3aIUIalllaHy HabJIHO Wik yactTuaHo oT H30K, mpu
kouto B [IJIC 1o un. 262, an. 6, T. 1 3JIIIXM e BKIFOUEHO pa3mIupsBaHe HA TEPANICBTHUHH
nokaszanust u/unu 3abossiBanusi (MKB-kooBe), pu yCIIoBHE e 3a T€3W TEPANCBTUYHH MOKa3aHUS
n/vnu 3abonsgBanHus ce 3ariamalT apyr/u nekapcrBen/u npoaykt/u, Bkiarouenu B [TJIC mo u. 262,
an. 6, t. 1 3JIIIXM, npunamiexanu kbM cbiioto INN u tekapcrBena dpopma.

(6) (dom. — B, 6p. 44 ot 2016 1., B cuta ot 10.06.2016 r.) HanmonanHara 3ipaBHOOCHTY pUTEITHA
Kaca aHaJIM3upa 1 0000111aBa Ha ABaHaeceTMeceYHu neproau nHpopmarmsata 3a INN, 3a kouto B
I1JIC mo ui. 262, an. 6, T. 1 3JIIIXM uMa nosumaBase Ha HUBOTO Ha 3allIalllaHe, ¢ M3KIIIOUYEHUE Ha
nHpopmanusra 3a INN mo an. 7.

(7) (Hosa — JIB, 6p. 44 ot 2016 1., B cuta ot 10.06.2016 r.) HarmonaiHaTa 3{paBHOOCUTYPUTEITHA
Kaca aHaJiM3upa u 00001aBa KbM 1-Bo wii 16-0 4KMCIIO OT CHOTBETHUS KAJICHIAPEH MECEI]
nHpopmanusara 3a INN 3a neuenue Ha 3a00s5BaHe, cragailo KbM HIKOM OT KiacoBeTe OosiecTy OT |
kiac 10 kinac XVII sxiarountenno mo MKB 10, kouTo 3aemar Bozelno Msacto (ITbpBUTE IIECT MECTA)
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B CTPYKTypara Ha CMBbPTHOCTTA 110 MPUYMHH 32 YMUPAHUS WIH B CTPYKTyparTa Ha
XOCITUTATM3UPaHaTa 3a00JIeBaeMOCT, HITH B CTPYKTypaTa Ha MbPBUYHO HHBATUAN3UPAHNUTE JIUIIA B
Peny6nuka brarapus 3a mociennute Tpu roaunu, 3a kouto B [IJIC no un. 262, an. 6, . 1 3JIIIXM
¥MMa MIOBUIIIEHO HUBO Ha 3alljIallaHe.

Y. 5. (U3m. - IB, 6p. 67 ot 2011 1., 6p. 49 ot 2012 1., 6p. 48 o1 2014 1.) KBM
3asIBJICHHETO IO WI. 4 ce Impuyiara Komue OT BIIA3JI0TO B CHIIa peliieHrne Ha HarmoHamHus ChbBET 1Mo
LIEHH U peuMOypCUpaHe Ha JICKAPCTBEHUTE MPOTYKTH.

Ya. 6. (1) [Ipu noctrernBane Ha 3asBiaeHneTo mo wi. 4 H30K ce 3aapmkasa:
1. na nedunupa H30K konx 3a Bceku IeKapcTBEH MPOIYKT;
2. (ot™. - 1B, 6p. 67 ot 2011 1.);
3. (u3m. — /1B, 6p. 48 ot 2014 r.) na naje ykazaHus OTHOCHO pejia 3a MPEeNMCBaHe U OTITyCKaHe Ha
JIEKapCTBEHUS IPOIYKT, ChOOpA3eHU ¢ JeiicTBaIIaTa HOpMaTHBHA ypenoa,
4. na U3roTBU ChOTBETHUTE EIEKTPOHHU (POPMATH 3a U3IIBIHUTEIINTE HA METUIIMHCKA TOMOII U 32
aunara mno 4i. /.
(2) (dom. - 1B, 6p. 9 ot 2010 ., B cuia ot 2.02.2010 ., u3m., 6p. 67 ot 2011 r., 6p. 49 oT 2012 1.,
oOp. 48 ot 2014 r.) Uupopmanusita o ajn. 1 0OTHOCHO JIeKapCTBEHUTE MPOIYKTH 1Mo 4i. 4a, an. 1, 3, 5
u 6 ce myOnukyBa Ha uHTepHeT cTpanunara Ha H30K B cpok 10 25-0 yucio Ha 1BaHaAeceTHs
Mecell.
(3) (Hosa - 1B, 6p. 67 ot 2011 1., u3m., O6p. 48 ot 2014 r.) HanoHanHata 31paBHOOCUTYpUTEITHA
Kaca myonuKyBa KbM 13-0 uimi 27-0 9HCII0 OT ChOTBETHUS KAJICHAAPEH Mecell HHPOpMAaIusiTa 1mo
asl. 1 OTHOCHO JIeKapCTBEHUTE MPOIYKTHU 1O 4JI. 4a, an. 2 u 4.

Y. 6a. (Hos - /1B, 6p. 9 or 2010 ., B cuita ot 2.02.2010 ., u3m., 6p. 67 ot 2011 r., Op.
49 or 2012 ., 6p. 48 ot 2014 1.) (1) (U3m. — JIB, Op. 49 ot 2022 1., B cmiia ot 1.07.20221.)
HammonannaTa 31paBHOOCHTypUTETHA Kaca 3aIuiaiia 3a JIEKapCTBEHUTE MPOAYKTH 1Mo Wi. 4a, ai. 1,
3 1 5, KaKTO ¥ MOBUIIIEHOTO HUBO Ha 3aIUTalliaHe 1o 4. 4a, an. 6, cuutaHo ot 1-Bo 4KCIIO Ha
Mecera, cJIe/IBall U3THIAHETO Ha KaJleHAapHaTa ro/InHa.
(2) (U3m. — 1B, Op. 44 ot 2016 1., B cuna ot 10.06.2016 1., O6p. 73 ot 2021 1., B cuiia ot 3.09.2021
r., 0p. 49 ot 2022 1., B cuna ot 1.07.2022 r.) HarmonanHaTa 3[paBHOOCHTYPHUTEIIHA Kaca 3ariiamia
3a JIEKapCTBEHUTE NMPOJYKTHU 4. 4a, ai. la, 2, 3a, 4, 5a, 56 u 7, cuntano ot 1-Bo win 16-o0 yucno Ha
CHOTBETHUS KaJCHIAPCH MeCell, B 3aBUCUMOCT OT JlaTaTa Ha I0JIaBaHe Ha 3asBJICHHUETO.
(3) (HoBa — 1B, 6p. 73 oT 2021 1., B cmiia ot 3.09.2021 r.) JIekapcTBEHUTE MPOAYKTH TI0 4il. 4a, al.
la, 3a 1 5a — OTHOCHO HOBHUTE MOKA3aHUA U TUarHo3, ce 3amamar or H30K 3a Bpemero Ha
00SIBEHO U3BBHPEIHO MOJIOKEHUE MTOPAIH SIHIEMHUYHO Pa3MPOCTPAHEHUE Ha 3apa3HU OOJIECTH IO
1. 61, an. 1 wm 3 ot 3akoHa 3a 3paBeTO WK NPU 00SBEHA U3BBHPEIHA CMTUIEMUYHA 00CTaHOBKA
Mopajiv eMUIEMUYHO PAa3MPOCTpaHeHHEe Ha 3apa3Ha Oosect mo wi. 61, ain. 1 ot 3akoHa 3a 31paBeTo.

Y. 66. (Hos - /1B, 6p. 9 or 2010 ., B cmita ot 2.02.20101.) (1) (MU3m. - /IB, 6p. 67 ot
2011 ., 6p. 49 ot 2012 ., 6p. 48 o1 2014 1.) JIekapcTBEHUTE MPOIYKTH CE€ BKIIOYBAT B
o0o0mieHaTa nHGoOpManys 1O Wi. 4a B paMKHUTE Ha ChOTBETHHS MEPUOJT, B KOUTO € IOIaIeHO
3asIBJICHUETO.
(2) JlexapcTBeHMTE IPOIYKTH 1O MpeaxoqHaTa anuHes ce 3amiamar ot H30K no pexa Ha . Ga.

Ya. 7. (1) 3a ormyckane Ha mpoaykrute mo 4wi. 1, T. 1 H30K ckirouBa 10roBOopH ¢ JIUIIA,
MONYYHIK paspemenne 1o wi. 229, an. 2 3JIIIXM 3a TeproBust Ha ApeOHO C JIEKAPCTBEHU
MPOIYKTH.

(2) B ciyuaunTe, KOraTo JMIETO, MOTYYHIO pa3pellieHUE 32 ThPrOBHUs Ha APEOHO ¢ JIEKapCTBEHU
MPOAYKTH, U PbKOBOJUTEIIAT HA allTeKaTa HE ChBIAJAT, IOTOBOPBT CE ChIVIACYBA U OT
PHKOBOJIUTEIISI HA alITeKaTa.

(3) (U3m. - JIB, 6p. 67 ot 2011 1., 6p. 49 ot 2012 1., 6p. 48 o1 2014 1., Op. 49 o1 2022 1., B CHJ1a OT
1.07.2022 r.) oroBopuTe 10 aji. 1 ce ckimouBaT upe3 aupexropa Ha P3OK, Ha uusito Tepuropus ¢
anTeKara, Py yCIOBHS U TI0 Pell, yCTAaHOBEHHU B ChOTBETCTBHE ¢ Wwi. 45, an. 17 330.
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Ya. 8. (U3m. - IB, 6p. 34 ot 2009 1., o, 6p. 38 ot 2009 r., u3m., 6p. 40 ot 2009 1., Op.
67 or 2011 1.) (1) (M3m. - ZIB, 6p. 49 ot 2012 1., 6p. 48 or 2014 1., fH011., 6p. 17 0T 2019T.)
Harnponannara 31paBHOOCUTYpUTEITHA Kaca 3aruialiia Ha JIuIara o wi. 7, ain. 1 cToiHocTTa Ha
JIEKapCTBEHMSI MPOAYKT, OINpeiesieHa chriiacHo wi. 55 ot Hapenbarta 3a ycnoBusTa, ipaBuiaTa u
pena 3a peryJimpaHe U perucTpupaHe Ha IICHUTE Ha JICKAPCTBEHUTE MPOYKTH, MPUETA C
[MoctanoBnenne Ne 97 Ha Munucrepckus cbet ot 2013 r. (IB, 6p. 40 ot 2013 1.), KakTO M
pasnpeens cpeicTBaTa, OJAYYSHHU 0 JOTOBOPH 3a MPEI0CTaBsIHEe Ha OTCTHIKK 1o wi. 21, a. 1, T.
4 0T TpUTEXKATEIIS Ha Pa3pEIICHUETO 3a YIOTpeOa/HEeroBUs YIIBITHOMOIIEH MTPECTaBUTEIL.
(2) (M3m. — ]IB, Op. 48 ot 2014 ., 0T™., Op. 62 0T 2015 1., B cmna ot 14.08.2015 r., HOBa, Op. 17 oT
2019 .; ob6siBeHa 3a HumnoxHa ¢ Pemenue Ne 9042 na BAC na Pb - 6p. 104 ot 2020 1., B cmita ot
8.12.2020r.).
(3) HanmonanHara 3/jpaBHOOCHTYPHTEITHA Kaca 3aIuiallia Ha JIMiara mo 4i. 7, ar. 1 3a oTmycHatu ot
TSAX JIEKAPCTBEHH MPOYKTH CIIE MPEACTABSIHE HA EJIEKTPOHEH OTUET, M3TOTBEH ChOOPa3HO
eJIeKTpoHHMSI popmart, myOauKyBaH Ha HHTepHET cTpanunaTta Ha H30K.
(4) OTnycHatuTe M OTYETEHH JIEKapCTBEHU MPOoAyKTH ce 3amiamar ot H30K npu ycnoBus u mo
pen, onpeesieHH B Ta3u Hapen0a M CKII0YEHUTE JOTOBOPH 1Mo Wwi. 7, ai. 1.
(5) (B cuna ot 1.01.2012 . - IB, 6p. 67 ot 2011 r., no11., 6p. 106 ot 2020 1., B cuina ot 15.12.2020
T., u3M., 0p. 109 ot 2021 1., B cma ot 1.01.2022 r., ot™., 6p. 100 ot 2023 1., B cmna ot 1.12.2023
r.).
(5a) (Hosa — JIB, 6p. 26 ot 2022 1., B cmita ot 1.04.2022 r., ot™., 6p. 100 ot 2023 1., B crjia OT
1.12.2023r.).
(6) (M3m. — 1B, 6p. 48 ot 2014 ., 6p. 26 ot 2022 1., B cuina ot 1.04.2022 r., 6p. 100 ot 2023 1., B
cuna ot 1.12.2023 r.) HanmonanHara 3jpaBHOOCHTYpUTETHA Kaca 3aIuiala CyMHTe 1o ain. 1 B cpok
1o 30 KaJleHIapHy JHUA CUUTAHO OT JIaTaTa Ha MPECTaBsiHe Ha HEOOXOAUMHUTE TOKYMEHTH.
(7) (Hosa — JIB, 0p. 48 ot 2014 1., 0TM., Op. 62 oT 2015T., B cuita ot 14.08.2015.).

Ya. 8a. (Hos — /IB, Op. 17 ot 20191.) (1) (M3m. — AB, 6p. 19 ot 2020 r.) 3a nekapcTBeH
MIPOAYKT, 32 KOMTO € ONpeAeIeHO NpociesiBaHe Ha eeKTa OT TepanusTa cbriacHo wi. 259, an. 1,
1. 10 3JIITXM, H30OK u npurexaTenstT Ha pa3peiieHueTo 3a ynorpeda/HeroB yrbIHOMOIIEH
MPEACTaBHUTEN MOTAT Jla JOTOBOPSIT 3aIlIalllaHe Bb3 OCHOBA HA pe3yJiTara OT TepanusTa.
(2) (U3m. — 1B, 6p. 19 ot 2020 r.) [Ipu ckirodeH JOrOBOp 3a 3aIuialllaHe Bbh3 OCHOBA Ha pe3yJiTaTa
OT TepamnusTa 3a cpoka Ha npocneassadero H30K 3amama gekapcTBeHHs IPOIYKT TP YCIOBUSTA
Ha wI. 8, air. 1 — 4.
(3) (M3m. — [IB, 6p. 19 ot 2020 1.) B moroBopa 1o ai. 2 ce 10roBapsT KOHKPETHH MOKA3aTeNH 3a
npocieasBaHe Ha eeKTa OT TeparusaTa B CbOTBETCTBUE C YCIOBHUSITA U KPUTEPUHTE 32
npocliesiBaHe Ha ehekTa OT TepanusTa, onpeaeicHn oT HalmoHamHus ChBET 10 1IEHH U
peuMOypcHupaHe Ha JIEKapCTBEHUTE MPOTYKTH.
(4) (Tom. — OB, 6p. 19 ot 2020 1.) JIeueOHuUTE 3aBe/icHNs, B KOUTO C€ MPOCIesiBa epekThT OT
TepanusATa ChoOPa3HO KPUTEPUUTE TIO all. 3, IPEIOCTABIT ChOpaHaTa MHPOPMAIHS 33 BCCKH
JICKapCTBEH MPOAYKT Ha HalimoHaHUS ChBET 1O IEHU U PEeUMOYpCHUpaHe Ha JICKApCTBCHUTE
MPOJIYKTH, KOMTO OT CBOsI CTpaHa st 00pab0oTBa BB BUJI, TIOAXO/SIII 32 aHAJIM3, ¥ HA BCEKHU IIECT
Mecena s npeaoctas Ha H30K, mpu ycnoBusTa u no pena Ha HapenOaTa mo 4i. 261a, an. 5
3JIIXM.
(5) (M3m. — 1B, 6p. 19 ot 2020 r.) KomucwusTa 3a u3BbpIiIBaHe Ha eKcriepTH3u 1o wi. 78, T. 2330 B
nentpainnoro ynpasienue Ha H30K u3pbpiiBa ananus Ha noigydeHata uadopmarnus mo ai. 4 3a
LEJIUTE Ha €PEKTUBHOTO U 1IEIeCh00pa3HO pa3xoBaHe Ha MyOJIMYHH CPEJCTBA U ChIVIACHO
MOKa3aTeluTe, yrOBOPEHH B JIOrOBOpa 110 aji. 2. B aHanmu3a ce nmocouBa OposIT Ha NAIUEHTUTE, TIPH
KOUTO € HAJIMIIE JIUTICA HA PE3yJITAT OT TEPANHiITa ChC ChOTBETHHUS JICKAPCTBEH MPOIYKT Mpe3
NepUO/Ia, 32 KOMTO ce OTHACS MHPOPMAIHATA, CHIIIACHO [TOKA3aTeNIUTe, YTOBOPEHH B JOTOBOPA T10
an. 2.
(6) (M3m. — /1B, 0p. 19 ot 2020 1.) BB3 ocHOBa Ha aHanu3a o ain. 5 H30K u3rorss u npemocrass
Ha MPUTEXKATENS HA Pa3pPEIICHUETO 32 YIoTpeda Ha JICKapCTBEHHS TPOAYKT MU HETOB
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YI'BJIHOMOIIIEH IpecTaBUTEN clipaBka 3a 3amatenure oT H30K cpencrsa 3a nekapcTBeHus
MPOJYKT MPe3 OTHOCHMHUS IIEPUO/] 38 AIIMCHTUTE, IIPH KOUTO € HAJIMIIE JIMIICA Ha Pe3yiTaT OT
TEpanusiTa, KOSITO ChAbPKA!

1. naHHM 32 OpOs MAIMEHTH, TIPU KOUTO € YCTAHOBEHA JIMICA Ha PE3yJITaT OT JCYCHUETO ChIITaCHO
MoKa3aTeInTe, yTOBOPEHH B JIOTOBOPHUTE IO aJl. 2;

2. mepro/a, 3a KOWTO € YCTAHOBEHO, Ue € OMyIa HAJTUIIE JIUTICA Ha Pe3yJITaT, U ChOTBETHHUS Opoil
OTaKOBKH OT JIEKapCTBEHUs MPOAYKT, 3amiateHn or H30K 3a nepuona, 3a KOWTO ce oTHACs
crpaBKara.

(7) (HoBa — JIB, 6p. 19 ot 2020 r.) [To nckaHe Ha MpUTEKATEIS HA Pa3pelICHUETO 3a yrnorpeda
H3OK mnpenocrapsi aHOHUMU3UPAHU JAHHU OTHOCHO MOKa3aTeINTe, Bh3 OCHOBA HA KOUTO €
yCTaHOBEHA JIMTICATa Ha PE3YJITaT OT JICYCHUETO 33 BCCKH OT ChOTBETHUTE MAIIUCHTH, JaHHU
OTHOCHO JIeueOHOTO 3aBe/ICHHE, B KOCTO € MPOCIIeieH e(PeKThT OT TepanusTa, KOUTO HE ChIbPIKAT
JIAHHH, 4pe3 KOUTO MOXe Ja ObJie HISHTH(DUIIUPAH KOHKPETCH MaIMeHT.

(8) (Hosa — JIB, 6p. 19 ot 2020 1.) B 7-1HEeBEH CPOK OT MOJTy4aBaHE HA CIpaBKara 1o aj. 6
MPUTEKATEIAT HA Pa3pEIICHUETO 3a yroTpeda Ha JICKApCTBEHUS TIPOTYKT UM HETOB YIIBJIHOMOIICH
MpeCTaBUTEI MMa MPaBO Ha MHUCMEHO Bh3paxenue, koero H30K pasriexaa B cpok 10 2 THU U
yBEIOMsIBa TUCMEHO MPHUTEXKATENSI HA Pa3pPEIICHUETO 33 YIIOTpeda Wi HETOBHS YIThTHOMOIIICH
MPEICTABHUTEI 332 CBOSTO PEIICHHUE.

(9) (Hoa — JIB, 6p. 19 ot 2020 r.) Koraro He € MoCThIIMIO Bh3paKEHHUE B CPOKa I10 ajl. 8 UK
KOTaTo MOCTBIMIOTO Bb3PAKCHUE € OTXBBPIICHO M3Iisuio win yactuuno, H30K u nmpurexarenst Ha
pa3pereHreTo 3a ynorpeda ik HEerOB YIIBIHOMOIIIEH MPEICTaBUTEN MOJIKUCBAT IPOTOKOJ MO
obpa3zerr cbriiacHo npuiaoxenue Ne 2. B 10-1HeBeH CpOK OT MONMUCBAHETO HA MPOTOKOJIA
MPUTEKATEIIAT HA Pa3pPEIICHUETO 3a yroTpeOda Ha JIGKAPCTBEHHUS POITYKT UM HETOB YII'BJIHOMOIICH
npejcTaBuTell Bb3craHoBsiBa Ha H30K 3aruaTtenuTe cpejicTBa 3a MaMSHTUTE, IPH KOUTO € HAJUIIE
JIMTICA HA PE3YJITaT OT TepaIusiTa C JICKAPCTBEHUS MPOTYKT.

Ya. 9. (Jom. - /IB, 6p. 9 ot 2010 ., B cuna ot 2.02.2010 ., u3m., 6p. 67 ot 2011 1.) (1)
[IputexxaTenar Ha pa3penIeHHeTo 3a yrnoTpeda Ha JAaJieH JIEKapCTBEH MPOAYKT WIIH HETOB
YITBITHOMOIIICH TTpeicTaBuTeN mucMeHo yBeaoMssa H30K mpu:

1. u3kITIOYBaHE HA JIEKAPCTBEHUS MPOIYKT OT [103UTHBHMUS IEKapCTBEH CIUCHK;

2. MpoMsiHA B HUBOTO Ha 3aIljlaliaHe u/Wiii CTOMHOCTTA Ha JIEKapCTBEHHS MIPOIYKT, 3arjamnaHa ot
H30K;

3. IpekpatsBaHe/0OTHEMaHE Ha pa3pelICHUETO 3a yIoTpeda Ha JeKapCTBEHHS MTPOAYKT;

4. npyru 00CTOSTENCTBA, CBBP3aHH C U3IIBIHEHUETO Ha JOTOBOPHUTE 1o 4. 7, ai. 1.

(2) Cpoksbr 3a yBegomsiBane 1o ai. 1 e g0 5 guu oT:

1. (u3m. - IB, 6p. 49 ot 2012 1., 6p. 48 ot 2014 1.) BNM3aHe B CHJIa Ha perieHreTo Ha HannonamHust
CBBET 110 IIeHH U peuMOypcHpaHe Ha JIEKapCTBEHUTE MPOAYKTH - B cirydanTte 1o air. 1, 1. 1 u 2;

2. HACTBIIBaHE HA ChOTBETHOTO OOCTOSITENICTBO - B ciiy4aute 1o ain. 1, . 3u 4.

(3) Uudopmanusra o ain. 1 ce myOsinMkyBa Ha HHTepHET cTpanunata Ha H30K.

(4) (M3m. - /1B, 6p. 49 ot 2012 1., 6p. 48 ot 2014 1.) B cnyyante Ha ai. 1, 1. 1 u 2 mpuTekarensr
Ha pa3penicHUeTo 3a YIoTpeda Wi HETOB YITBIHOMOIIEH peacTaBuTen npeactass B H30K
3aBepeHO KOIKe Ha perieHneTo Ha HarmoHamHus ChbBeT M0 1IEHU U peuMOypcHupaHe Ha
JICKapPCTBCHUTE TIPOIYKTH.

(5) Ipu u3kIIOYBaHE Ha JCKAPCTBEHHS MPOIYKT OT [103UTUBHHUSI JTIEKAPCTBEH CIUCHK B 3aBUCHMOCT
OT JlaTaTta Ha MPEJCTaBsHE Ha PEICHUETO 1o all. 4 - no/cnen 15-0 uucno Ha mecena, H30K
MIPEeyCTaHOBSIBA 3aIUIALAHETO HA ChOTBETHHSI IEKAPCTBEH MPOIYKT OT 16-0 4rcio OT TeKyuus
KaJIeHAapeH Mecell Wi OT 1-Bo 4ucIio Ha cieBaiys KajJeHIapeH Mecell.

Y. 9a. (Hos - IB, 6p. 67 ot 2011 1.) (1) IIputexarenaT Ha pa3peiieHUETo 3a yrnoTpeda
WM HETOB YITBJIHOMOIIICH MpeIcTaBuTeN Moske 1a nojaaae B H30K mucMeHo 3asiBIeHHE ChITIACHO
npuioxenne Ne 3, ge xesae Jia ce NPEKpaTH 3arulallaHeTo Ha ChOTBETHHUS JIEKAPCTBEH MPOIYKT T10
pena Ha Ta3u Hapenoa.

MHdopMaumroHHa cuctema AIMNC
Awc  https://web.apis.bg

CTp. 7 oT 52



(2) B 3aBucuMOCT OT JaTaTa Ha IOJaBaHe Ha 3asBjIeHHeTo 1o ain. 1 - mo/cien 15-0 uncio Ha
kasieHapHus Mecel, H30K npeycraHoBsiBa 3aruiaiaHeTo Ha CbOTBETHHSI JIEKAPCTBEH MPOAYKT OT
1-Bo um ot 16-0 uncIio Ha cieaBanys KaleHIapeH MEecell.

(3) (U3m. - [IB, 6p. 49 ot 2012 1., 6p. 48 ot 2014 1.) B cniyuaute mo an. 1 H30K B 5-1HeBeH cpok
OT TO/IaBaHEe Ha 3asBJICHHETO OMOBECTIBAa MH(OpPMAIIHATA, TOCOUYEHA B 3asBICHHETO, HA MHTEPHET
CTpaHHUIlaTa CU ¥ MPABU MOTUBUPAHO MHUCMEHO MpeIokKeHue 10 HalmoHamHus ChBET MO0 1ICHU
penMOypcHpaHe Ha JIEKapCTBEHUTE MPOIYKTH 32 M3KII0UBaHE Ha JiekapcTBeHust mpoaykt ot [1JIC.

Y. 96. (Hos — JIB, 6p. 62 ot 2015 1., B cuina ot 14.08.2015 r.) JIekapcTBeHuTE
npoayktu no ui. 45, an. 10 330, 3a kouTo He ca JOrOBOPEHH OTCTBIIKH IO pesia Ha Ta3u Hapenoa,
He ce 3amtamar ot H30K.

Y. 10. (1) (U3m. - B, 6p. 9 ot 2010r., B cuia ot 2.02.2010 1., 6p. 67 ot 2011 1., OTM.,
oOp. 48 or 2014 1.).
(2) (Hosa - 1B, 6p. 9 ot 2010, B cuiia ot 2.02.2010 ., oT™., Op. 48 o1 2014 1.).
(3) (ITpeaumina an. 2 - /1B, 6p. 9 or 2010 1., B cmita ot 2.02.2010 1., u3m., 6p. 67 or 2011 r., 6p. 49
or 2012 r., oT™., Op. 48 oT 2014 1.).
(4) (TIpenumna an. 3, usm. - [1B, 6p. 9 or 2010r., B cuna ot 2.02.2010 r., gom., 6p. 67 ot 2011 1.,
U3M. U Jo11., Op. 48 ot 2014 r.) IIpu u3kmouBane Ha JekapcTBeH npoaykT ot [1JIC wnu oTnagane
Ha ko mo MKB u B cirydaute mo wi. 9a, aji. 1 u3gageHuTe penenTy ¢e M3IbIHIBAT OT JIMIATA 110
ui1. 7 u ce 3amnamat ot H30K B cpok 0 15 1HU OT 1aTata Ha BIU3aHE B CHJIA HA TPOMEHHTE, CJIC]T
KOETO CITY»eOHO ce aHyJIMparT 10 pea Ha Hapenoara mo wi. 221 3JITIXM.
(5) (ITpeaumina an. 4, usm. - JIB, 6p. 9 ot 2010 ., B cunna ot 2.02.2010 ., 6p. 48 ot 2014 r.) [Ipu
nHacteimin npomenn H30K yBenoMsaBa H3MBIHUTEINTE HA MEIUIIMHCKA TOMOIII U JIMIATa 10 Wi. 7
MIPH YCJIOBHUS U 110 PEJI, ONIPEICIICHU B CKIIFOYCHUTE IOTOBOPH.

Paznea ||
(Hos - /IB, op. 48 ot 2014 1.)

YcioBus, pea, MeXaHU3bM M KPUTEPHH 3a 3aIjIallaHe HA
JIEKAPCTBEHHU MPOAYKTH 32 3APABHHU JeHHOCTH 10 4. 82, aJ. 2,
T. 3 0T 3aK0HAa 3a 3IpaBeTo
(3ara. usm. — [IB, op. 17 ot 2019T1.)

Y. 10a. (Hos — /IB, 6p. 48 or 2014 r.) (1) HarmonanuaTa 31paBHOOCUTYPUTEITHA Kaca
3ariania 3a JeKapCTBeHH MPOYKTH, HEOOXOIMMU 3a U3ITBIHCHUE Ha 3APaBHU JCHHOCTH 110
HaIlMOHAJTHHU, PETHOHAIHYA WU OOUTMHCKH 3ApaBHU MporpaMu 1o wi. 82, an. 2, 1. 3 33 cien
MOJTy9aBaHe Ha 3asBIICHUE OT MPUTEXKATEIS Ha Pa3pelIeHUueTo 3a ynorpeda Wik HEToB
YI'BJIHOMOIIICH MPEICTaBUTEN ChITIacHO MpritoskeHne Ne 3a, ye jkesae ChbOTBETHHUSAT JICKapCTBEH
MPOJIYKT JIa Ce 3aruiamia 1o peja Ha Ta3u Hapeaoa.
(2) KbM 3asBi1eHHETO 10 ail. 1 3aBUTENAT MIPHUIara KOmue OT BIISA3JI0 B CHIIA PEIIEHHE Ha
Hanmonamuust CbBET IO IEHHU U peUMOYpCUpPaHEe Ha JIEKAPCTBEHUTE MPOTYKTH 3a CHOTBETHUTE
JICKapCTBEHH MPOIYKTH, JOKYMEHT, YOCTOBEPSBAIIl IPEICTAaBUTEIIHATA MY BJIAacT, U CIIMCHK Ha
MIPUTEKATEIIUTE HA pa3pelIeHre 32 ThPrOBHS Ha €O C JICKAPCTBEHU MPOIYKTH, KOUTO e
JOCTaBAT JICKApPCTBEHUTE MPOIYKTH.

Ya. 106. (Hos — B, 6p. 48 ot 2014 r.) (1) 3a BcekH JIeKapCTBEH MPOIYKT, 32 KOUTO €
nojaazaeHo 3assieHue mo 4wi. 10a, an. 1, H30K ckiro4Ba 10roBop ¢ mpUTeKaTess Ha Pa3pelieHueTo
3a ynorpe0a WM HEroBHs YIIbIHOMOIICH MPEICTABUTEN U C TOCOYCHUTE B 3asIBICHUETO
NPUTEKATEN Ha pa3pelleHue 3a THProBUs Ha €/IpO C JICKAPCTBEHU MPOIYKTH, B KOMTO ce
MOCOYBAT:
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1. noroBopeHara 1o peja Ha Ta3u Hapeada OTCTBIIKA OT IIeHATa Ha JIGKapCTBEHMUS MPOAYKT (aKO
TakaBa € JJOrOBOpeHa) U cToiHoCTTa, Kosto H30K mie 3amnamia B pe3yarar Ha JOroBopeHaTa
OTCTBIIKA 32 CHOTBETHATA KaJleH/IapHa TO/IMHA,

2. YCIIOBUSTA U PEABT 32 pa3NpOCTPaHEHUE U JOCTABSIHE Ha JISKAPCTBEHHSI MTPOAYKT JI0 JICYeOHHUTE
3aBeJICHUS,

3. HAYUHBT Ha OTYUTAHE HA JOCTABCHUTE KOJMYECTBA OT JICKAPCTBEHUS MIPOIYKT;

4. npenocTaBsiHe HAa MH(OpPMAIHS MEXTy CTPaHUTE;

5. ycnoBusiTa 1 peasT 3a 3amamane ot H30K Ha nexkapcTBeHuTe NpOAYKTH B ChOTBETCTBUE C Ta3u
Hapez0a,

6. IpyTH yCIOBHSI.

(2) doroBopute 1o ain. 1 ce ckiIr0UBaT 3a CPOK JI0 €HA TOAWHA U BIIM3aT B CHJIA OT JlaTara Ha
MOJITMCBAHETO UM HJIH OT JpyTa OIpe/esieHa OT CTPaHUTE JaTa.

(3) Ilpu mpomsiHa Ha TIpUTEXKATEISA/UTE HAa pa3pelICHUE 32 THPrOBUS Ha €PO C JIEKAPCTBEHU
MPOAYKTH C€ TIOIHCBA JOMBIHUTEIHO CIIOPa3yMEeHHE KbM JIOTOBOPA.

Ya. 10B. (Hos — /IB, 6p. 48 ot 2014 r.) JIekapcTBEHHUTE MTPOIYKTH 32 3IPABHUTE
neiHocTy o wi. 82, an. 2, 1. 3 33, 3a KOUTO ca CKIIFYeHHU AoroBopw mo wi. 100, an. 1, ce
OCUTYPSIBAT U JIOCTABSAT JI0 JIeUeOHUTE 3aBe/ICHHs 32 N3BbHOOIHNYHA TIOMOIL, CKIIFOYMIIN JOTOBOP C
H3O0K, ceriacuo uir. 209a, ax. 1, 1. 5 3JIIIXM.

Ya. 10r. (Hos — /IB, 6p. 48 ot 2014 r.) (1) Hanmonanuata 31paBHOOCUTYPUTETHA Kaca
MIPEOCTaBs Ha BCEKU MPUTEKATEI Ha pa3pelIeHUe 3a ThPrOBUS Ha €IPO C JIEKAPCTBEHH MPOTYKTH
0000111eHa crIpaBKa 3a JOCTaBEHUTE OT HETO, MPUIIOKEHU U OTYETEHH OT JIeUeOHUTE 3aBE/ICHUS
JIEKapCTBEHH NIPOIYKTH Ipe3 MPEeIX0oaHus KajdeHaapeH mecer. CripaBkaTa ce peIoCcTaBs B CPOK JI0
20-0 yuciIo HA Mecela U ChIIbpKa: JeueOHUTE 3aBe/IeHHs 32 IbPBUYHA U3BBHOOIHUYHA
MEIHIIMHCKA ITOMOIII, Ha KOUTO Ca JJOCTABEHH JICKAPCTBEHUTE MPOIYKTH, AaTa HAa MpUaraHe Ha
JIeKapCTBEHUTE MPOIYKTH U HOMEp Ha aMOyJIaTOPHUTE JINCTOBE, B KOUTO € BIMCAHO MPUIATraHEeTo.
(2) lputexarensaT Ha pa3pelieHUE 3a ThPrOBHsI HA €APO C JICKAPCTBEHH MPOIYKTH MPEICTABs HA
H3O0K ¢akrypa u cnerudukanys 3a 10CTaBEHUTE OT HETO U MPUIIOKEHH JIEKAPCTBEHU NMPOTYKTH
npe3 MPeIXoaHUs KaIeHIapeH MEecell B ChOTBETCTBUE C MTPEI0CTaBEHaTa My CIpaBKa 1o ai. 1 B
CPOK 710 25-0 YHUCIIO Ha Mecelia.

(3) KpM mokymMeHTHTE 110 all. 2 ce MpHUiIaraT U MpUeMaTeTHO-TIPeIaBaTeIHUTE TPOTOKOIH MEKIY
Je4yeOHUTE 3aBEJICHHS U TIPUTESIKATEIUTE HA pa3pelieHNe 3a ThProBHS Ha €[PO C JICKAPCTBEHU
MIPOAYKTH 32 TOCTAaBEHHUTE JIEKAPCTBEHU MPOIYKTH, TIPUAPYKEHH ChC CEPTUPHUKAT 3a
0CBOOOKIaBaHE HA CHOTBETHUTE MAPTHIU, U3/IaICH OT M3mbIIHUTEIHATA areHIIMs 10 JIeKapcTBaTa
chriacHo wi. 69, an. 4 3JIIIXM, unu ¢ yBenomiieHrne ot V3mbaIHUTETHATA areHITHS 110 JISKapCTBaTa,
4e ChOTBETHATA IMAPTH/IA MOXKE J1a ObJIe ITyCHATA Ha Ta3apa, U3JaJIeHO ChIIacHO WiI. 4, al. 2 T
Hapen6a Ne 35 ot 2007 r. 3a yciioBusiTa, peia U U3NCKBAHUITA KbM JOKYMEHTAIUATA 32 H3/1aBaHE
Ha cepTu(duUKaT 3a 0cBOOOKIaBaHe Ha MapTUAA JEKAPCTBEH MPOAYKT OT M3MbIHUTEIHATA areHIINS
o siexkapctBara (/IB, op. 71 ot 2007 r.).

(4) HanmonanHarta 3paBHOOCHTYPUTETHA Kaca 3aIuialiia MPHIOKEHUTE JIEKAPCTBCHU MPOIYKTH I10
ait. 1 Ha mpuTekaTeNns Ha pa3penieHne 3a ThProBHsI Ha €IPO C JIEKapCTBEHH MPOAYKTH B cpok 10 30-
0 YHCJIO Ha MECeIla, CIICABAI OTYCTHHSI MECEIl, IPe3 KOHTO ca MPUII0OKCHHU JICKAPCTBEHUTE
MPOAYKTH.

Y. 10a. (Hos — /IB, 6p. 62 or 2015., B cuia ot 14.08.2015 r.) JlekapcTBeHuTe
MPOIYKTH 10 9wi. 45, an. 13 330, 3a KOWTO HE ca JOTOBOPSHH OTCTHITKH IO pejia Ha Ta3u Hapenoa,
He ce 3amiamar ot H30K.

Paznea |1
(Hos — /IB, op. 62 ot 2015T., B cuna ot 14.08.2015r.)
YciaoBus, pel, MEXaHU3bM H KPUTEPHH 32 3aILIalaHe H3BbH
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CTOIHOCTTA HA 0KA3aHUTE MEIUIMHCKH YCJIYTH Ha
JIEKAPCTBEHU NMPOAYKTH, NPUIOKMMH B 00JTHUYHATA
MeIUIMHCKA MOMOII ¥ BKJIYEeHH B MaKeTa, onpeaeieH ¢
HapeadaTa nmo 4. 45, aua. 2330
(3ara. usm. — [IB, 6p. 17 o 2019T1.)

Y. 10e. (Hos — /IB, 6p. 62 ot 2015 1., B cuia ot 14.08.2015r.) (1) (U3m. — JIB, 6p. 17
ot 2019 r.) HanmonanHara 3jpaBHOOCHTYpHUTEIHA Kaca 3aIlialiia 1o peJa Ha Ta3u Hapea0a H3BbH
CTOMHOCTTa Ha OKa3BaHUTE MEAMLIMHCKH YCIIyTH JiekapcTBeHH npoayktu ot I1JIC mo wi. 262, an. 6,
T. 2 3JIITXM, npusioxumMu B O0JTHUYHATA MEIUIIMHCKA TTOMOIIl U BKJIFOYCHH B TIAKETa, OTPEIEIICH C
HapenOata o wi. 45, an. 2 330:

1. mekapCTBEHU MPOIYKTH, MPEAHA3HAYCHH 32 JICUCHUE HA 3JI0KAYeCTBCHH 3a00JIIBaHHUS;

2. IeKapCTBEHU MPOYKTH, MPUIIATaHU MPHU KUBOTO3ACTPAIlIaBaIl KPbBOU3JIUBU U CIICIITHU
ONepaTUBHU M MHBA3UBHU HHTCPBEHIIUH IPHU TAIIMCHTH C BPOJCHH KOAryJIOMaTHH.

(2) JlekapcTBeHuTe NMPOAYKTH 1O al. 1 ce 3amiamar cjie/ mojiyvyaBaHe Ha MUCMEHO 3asiBJICHHE OT
MIPUTEKATEIIS Ha Pa3pelICHUETO 3a YIIOTpeda HiTM HETOB YIThTHOMOIIECH IPECTABUTEII, Ue XKellae
CHOTBETHUST JIEKAPCTBEH MPOAYKT Ja Ce 3aIliaiia 1o pesia Ha Ta3u Hapea0a ChIIIacHO MPUIIOKEHHE
Ne 1a.

(3) KM 3asBiieHreTO 10 ajl. 2 ce mpujiara KOIue OT BIIS3JI0TO B CHIIa pelieHue Ha HanmonanHus
CBBET I10 [ICHH U PEUMOYpCUPAHE Ha JICKAPCTBEHUTE MPOJTYKTH.

(4) Ipu nocrpnBane Ha 3asBiaeHueTo 1o ai. 2 H30K ce 3aabimkasa:

1. na nepurupa H3OK kox 3a Bceku JIeKapCTBEH MPOAYKT;

2. 1a najie yKazaHusi OTHOCHO IMPEMMCBAHETO U OTIYCKAHETO Ha JIGKAPCTBEHUTE MPOTyKTH
ChOOPA3HO TEPANEBTUIHUTE CXEMH 3 JICUCHHE, YCTAHOBCHH B HAIIMOHATHUS PAMKOB JIOTOBOP 32
MEAMLMHCKUTE AeiHocTu no 4i. 53, an. 1 330 u neiicTaniara HOpMaTuBHA ypenoa,

3. J1a M3TOTBU CHOTBETHUTE CJICKTPOHHU (OpMaTH 3a JIUIaTa, Ha KOUTO 3aIljIallia.

(5) B cpoxk 10 enuH Mecell OT U3rOTBSIHE Ha WH(pOPMAIIUATA 110 ajl. 4 chIlara ce myOJIMKyBa Ha
nHTepHeT cTpanunara Ha H30K.

(6) (M3m. — 1B, Op. 49 ot 2022 ., B cuna ot 1.07.2022 r.) HanmonaiHaTa 3[paBHOOCUTYPUTEITHA
Kaca aHajm3upa u 0000maBa kbM 31 TeKeMBpY Ha CHOTBETHATA KaJIEHIapHA TOAMHA
uHpopmanusara 3a BkmoueHuTe B [1JIC mo um. 262, an. 6, 1. 2 3JIIIXM npe3 chlarta kaaeHaapHa
rojauHa JexkapcTBeHn npoaykTu ¢ HoBO INN, koeTo He e 6mI0 BKIIFOUEHO B MMOCOYEHATA YacT Ha
IJIC npe3 nmpeaxoaHaTa TOAMHA, ¥ 32 KOUTO JICKAPCTBEHU MPOAYKTHU Ca MOJaICHHU 3asBICHUS TI0 all.
2 no 30 nexeMBpH Ha ChIlaTa KaJeHIapHa TOAMHA. 3alIalaHeTo 3a Te3U JIEKAPCTBEHHU MPOTYKTH
3armoyBa OT HAYAJIOTO Ha CJIe/BAIlaTa KaJeHIapHa roInHa.

(6a) (Hosa — [IB, 6p. 49 ot 2022 1., B cuina ot 1.07.2022 r.) HanmonaiHata 31paBHOOCHTYPHTEITHA
Kaca aHanu3upa u o6o0masa kpbM 1-Bo unn 16-0 uncio Ha CHOTBETHHSI KaJIGHIAPEH Mecel]
nHpopmanusTa 3a nexapctBeHu mpoayktu ¢ INN, Bkmodeno B [IJIC mo . 262, an. 6, 1. 2
3JIITIXM, 3a KOeTo 3aIuiaiiia, u € MoJIaJcHO 3asBIICHUE 110 all. 2 HE MTO-KbCHO OT 24-TO YUCJI0 Ha
npeaxoaaus wim 10-0 9uciio Ha Mecena. 3aranaHeTo 3a Te3H JICKAPCTBEHU MPOTYKTH 3aIl04Ba OT
1-Bo ymucno unu 16-0 yrcno Ha ChOTBETHUS KaJeHIapeH Mecell, B 3aBUCUMOCT OT JaTara Ha
[10JIaBaHe Ha 3asBJICHUETO.

(60) (Homa — /1B, Op. 49 ot 2022 ., B cuna ot 1.07.2022 r.) HanmonanHaTa 3[paBHOOCUTYPUTEITHA
Kaca aHajm3upa u 0000maBa kbM 31 qeKeMBpH Ha TEKyIIaTa KaJeHJapHa ronHa nH(pOopMaIHsTa
3a JIeKapCTBEHHUTE MPOAYKTH, 3aIjlamany HambiaHo win yactuuHo oT H30K, mpu kouto B IJIC mo
1. 262, an. 6, T. 2 3JIIIXM mnpe3 kajleHaapHaTa rOIMHA € BKIIOYCHO pa3IIupsIBaHe HA
TEpaneBTHYHH MMOKa3aHMsI U/WiK 3a00JsIBAHUS, TIPU YCIIOBUE Y€ 32 TE3U TEPAINICBTUYHHU TIOKA3aHUS
n/v 3a00sBaHusI He ce 3arvianial/T apyr/u nexapcrBen/u npoaykt/u, Bkitodenu B [1IJIC 1o u.
262, an. 6, . 2 3JIIIXM, npunaanexamnu kbM cbiioto INN. 3annamanero 3a HOBUTE MOKa3aHU
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u/vin 3a00J1sIBaHUs HAa TE3H JICKAPCTBEHH MPOJYKTH 3all0YBa OT HAYAJIOTO Ha Clie/IBalaTa
KaJICHapHa TOINHA.

(68) (HoBa — 1B, 6p. 49 ot 2022 1., B cuna ot 1.07.2022 r.) HanroHanHata 3/jpaBHOOCUTYpUTEITHA
Kaca aHaM3upa u 00o6masa kpbM 1-Bo min 16-0 9nciio Ha ChOTBETHHS KaJICHIAPEH Mecel]
uHpOpMaIIKATA 3a JICKApPCTBEHUTE MPOTYKTH, 3aIUTalllaHd HambJIHO Wik yactuaHo oT H30K, mpu
kouto B [IJIC 1o um. 262, an. 6, 1. 2 3JIIIXM e BKIFOUEHO pa3mIupsBaHe HAa TEPANICBTHIHH
noKa3aHus /vy 3a00JIsIBaHNs, IPH YCIIOBHUE Y€ 33 TE3U TEPANCBTUYHHU TIOKAa3aHUs U/WITH
3a0oJsiBaHMs ce 3aruiama/T apyr/u sekapctBen/u npoaykt/u, Bkmodenu B [1IJIC mo wi. 262, ain. 6, T.
2 3JIITXM, npunamiexary kbM cbiroto |NN. 3amnamanero 3a HOBUTE OKa3aHUs U/WIH
3a00JIsIBaHMS HA TE€3M JIEKAPCTBEHU MPOIYKTH 3a1mouBa oT 1-Bo min 16-0 4nciio Ha ChOTBETHHUS
KaJICHIapeH Mecell.

(7) CiuchbKBT € IEKapCTBEHUTE MIPOAYKTH IO aj1. 1, 32 KOMTO ca MO aIcHH 3asiBICHHUSI 10 a. 2,
ChIbPIKAI MEXKTYHAPOTHN HEMATCHTHH HAUMCHOBAHUSI, THPrOBCKM HAUMEHOBAHUS M ChOTBETHATA
nata, ot koato H30K ru 3amnamia, ce ny0nukyBa Ha opuianHaTa uHTepHeT cTpanuna Ha H30K.

Y. 10xk. (Hos — /IB, 6p. 62 ot 2015 1., B cuina ot 14.08.2015r.) (1) (U3m. — IB, 6p. 17
ot 2019r., 6p. 19 ot 2020 r.) HarnmonanHaTa 31paBHOOCUTYPUTEIIHA Kaca 3ariiaiia JeKapCTBEHUTE
npoayktu no wi. 10e, an. 1 Ha u3nbIHUTENUTE HA OOJTHUYHA METUIIMHCKA IOMOIL, OKa3aIH
CHOTBETHUTE MEIUIIMHCKU YCITYTH.

(2) JlexapcTBeHnTE poAyKTH 1O ain. 1 ce 3amumamar B cirydaid, ue ca Mpeanucaly, MPHIOKESH! U
OTYETEHH, KAKTO ¥ MEJUIIMHCKUTE YCIYTH Ca OKa3aHU M OTUYETCHHU TPH YCIIOBUSATA U TI0 pefa,
ycranoBenu B 330, Hapenbarta no ui. 45, ant. 2 330 u HalMOHAJIHUS PAMKOB JI0TOBOP 3a
MEIUIMHCKATE aeiHocTy mo wi. 53, an. 1 330.

Y. 103. (Hos — /IB, Op. 62 ot 2015., B cuna ot 14.08.2015r.) (1) (M3wm. — JIB, Op. 17
ot 2019 r.) HanmonasiHata 3paBHOOCHTYPHTEIIHA Kaca 3aIllallla Ha U3IbJIHUTEeINTE Ha OOTHIUYHA
MEUIIMHCKA TTOMOII 32 MIPHIIOKEHHU OT TAX MPHU U3BBPIIBAHE HA MEIUIIUHCKUTE YCIYTH
JekapcTBeHH poaykTH 1mo wi. 10e, ain. 1 cien npencraBsHe Ha GakTypa WK eIeKTPOHHA (DaKTypa;
cnienuguKaus 3a IPUI0KEHH JICKAPCTBEHU MPOAYKTH U CbOTBETHH OTYETH 3 JICUCHUE C
JICKApCTBEHH MTPOIYKTH, IPHJIATaHA B OOJTHUYHATA MEIUIIMHCKA TTOMOII] 110 00PA3IH ChIIACHO
HAI[MOHATTHUS PaMKOB JIOTOBOP 32 MEIULIMHCKUTE ASHHOCTH 1o 4. 53, an. 1 330.

(2) UsmrpyiHuTenuTe Ha OOJHUYHA METUIIMHCKA TIOMOIIT MPEICTABAT OTYCTHUTE TOKYMEHTH 110 ai. 1
€XKeMeCceYHO B ChOTBETHATA pallOHHA 3/IpaBHOOCUTYPHUTETHA Kaca M0 YTBBP/IeH TpaduK 10 OCMUS
paboTeH JIeH Ha Mecella, Ciie/IBalll OTYCTHHS.

(3) HanmonanHara 31paBHOOCHTYPHUTETHA Kaca 3aIllallla eKeMeCeUHO JIEKAPCTBEHUTE MPOIYKTH 110
1. 10e, an. 1 citeq mpoBepka Ha OTUYETHUTE JOKYMEHTH 110 ai. 1.

(4) TnamanusTa Ha U3MTBIHUTEINTE HA OOJTHUYHA MEAUIIMHCKA TOMOII ce u3BbpIinBaT oT P3OK 10
30-0 yncio Ha Mecela, ciIeaBal] OTYETHHUS.

(5) IpunoxkeHNTE U OTYSTEHH JIeKapCTBEHH poaykTH 1o wi. 10e, an. 1 ce 3amamar npu ycioBus
U TI0 pen, onpeesieH: B Ta3u Hapeada u ckimouenute mexxy H30K u usnbinuTenure Ha
OOJTHUYHA MEAUITMHCKA ITOMOIII ToToBOpH 1o wi. 59, an. 1 330.

Y. 10u. (Hos — /1B, 6p. 62 ot 2015 ., B cuna ot 14.08.2015 1., u3m., 6p. 17 ot 20191.)
JlexkapcTBeHHUTE POAYKTH 110 4. 45, an. 21 330, 3a KOUTO HE ca IOTOBOPEHU OTCTHIIKU IO pelia Ha
Ta3u HapenoOa, e ce 3aruiamar or H30K.

Ya. 10k. (Hos — IB, 6p. 17 ot 20191.) (1) (U3m. — 1B, 6p. 19 ot 2020 T.) 3a
JIEKapCTBEH MPOAYKT, 32 KOHUTO € OMpeAeIIeHO MPOociesiBaHe Ha eeKTa OT TepanusITa ChbIIIacHO Wil
259, an. 1, 1. 10 3JIIIXM, H30K u nputexaTensT Ha pa3peiieHueTo 3a ynorpedba/Heron
YITBTHOMOIICH NPEACTaBUTENl MOTaT Ja JOTOBOPST 3aIllalllaHe Bb3 OCHOBA HA Pe3yJTaTa OT
TepanusITa.

(2) (U3m. — 1B, 6p. 19 ot 2020 r.) [Ipu ckiroueH JOroBOp 3a 3aIuialllaHe Bb3 OCHOBA Ha pe3yJiTaTa
OT TepanusTa 3a cpoka Ha npociensBanero H30K 3aruiaria iekapcTBeHUs POILYKT IPH yCIOBHUATA
Ha wi. 10x.
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(3) (M3m. — 1B, 6p. 19 ot 2020 r.) B moroBopa o ain. 2 ce A0roBapsT KOHKPETHH IMOKA3aTeNu 3a
npocieasBaHe Ha eeKTa OT TeparusaTa B CbOTBETCTBUE C YCIOBHUSITA U KPUTEPUHTE 3a
npocieasBaHe Ha eeKTa OT TepanusiTa, onpe/eieHn OT HallmoHaHus ChBET 1O IIEHU U
peuMOypcHpaHe Ha JIeKapCTBEHUTE MPOTYKTH.

(4) (Hom. — 1B, 6p. 19 ot 2020 1.) JIeueOHMTE 3aBeICHUS, B KOUTO C€ pOCIe/isiBa eeKThT OT
TepanusITa ChoOPa3HO KPUTEPHUHTE TIO all. 3, MPEIOCTABAT ChOpaHaTa MHPOPMAIIUS 32 BCEKH
JIeKapCcTBEH MPOAYKT Ha HalmoHanHus chBeT MO EHN U peMMOYpCUpaHe Ha JIEKapCTBEHUTE
MPOJYKTH, KOMTO OT CBOsI CTpaHa st 00paboTBa BB BUJI, TIOAXOISIII 32 aHAJIM3, U HA BCEKHU IIECT
Mecena s npenoctass Ha H30K, npu ycnoBusTa u 1o pena Ha HapeabaTa mo wi. 261a, an. 5
3JHIXM.

(5) (M3m. — 1B, 6p. 19 ot 2020 r.) Komucus B nienTpanHoto ynpasienue Ha H30K u3BbpiiBa
aHaJIM3 Ha MoJTydyeHaTa HHpopMaIys 1o ai. 4 3a ueiauTe Ha epeKTUBHOTO U 11eJ1eCh00pa3HO
pa3xo/JBaHe Ha MyOJMYHH CpeAcTBa. B aHanm3a ce moco4sa OposT Ha MAIIMEHTHTE, TPU KOUTO €
HAJTUIIC JIUTICA Ha PE3YJITAT OT TEPAIKsITa ChC ChOTBETHHS JICKAPCTBEH MPOAYKT Mpe3 MepHoa, 3a
KOMTO ce OTHACS MHPOpMAIIHSATA.

(6) (M3m. — JIB, 6p. 19 ot 2020 r.) BB3 ocHoBa Ha ananu3a mo aix. 5 H30K u3rorss u npemocrass
Ha MIPUTEKATENS Ha Pa3pelICHUETO 3a ynoTpeda Ha JIeKapCTBEHHS IPOIYKT M HETOB
YI'BIHOMOIIICH TPEICTaBUTEN cipaBka 3a 3amiarenute or H30K cpenctBa 3a nekapcTBeHUsI
NPOJIYKT IPe3 OTHOCHMHUS MIEPUO/] 32 ALIMCHTUTE, IIPH KOUTO € HAJIMIIE JIUIICA Ha PEe3yTaT OT
TeparnusATa, KOSATO ChIbpKa:

1. naHHM 3a OpOs MALMEHTH, IPU KOUTO € YCTAHOBEHA JIMIICA Ha PE3YJITaT OT JCYCHUETO ChIIIACHO
MOKa3aTeNINTe, yTOBOPEHH B JIOTOBOPHUTE TIO all. 2;

2. mepuoja, 3a KOWTO € YyCTAaHOBEHO, Ue € OMyIa HaJIMIIE JIUTICA Ha Pe3yJITaT, U ChOTBETHHUS Opoil
OIIaKOBKH OT JIEKapCTBEHUs NpoAyKT, 3amiarenu or H30K 3a nepuopa, 3a KoiTo ce oTHacs
crpaBKara.

(7) (Hosa — JIB, 6p. 19 ot 2020 r.) [To nckaHe Ha IPUTEKATEIIS HAa Pa3pelIeHUETO 3a yrnorpeda
H3O0K npenocraBsi aHOHUMU3UPAHU JAaHHU OTHOCHO MOKa3aTeNNTe, Bb3 OCHOBA HA KOUTO €
yCTaHOBEHA JIUTICATa HAa PE3YJITAT OT JICYEHHETO 33 BCEKU OT ChOTBETHUTE MALIMCHTH, JaHHH
OTHOCHO JIeueOHOTO 3aBe/ICHHE, B KOETO € MPOCieieH eeKThT OT TepanusiTa, KOUTO HE ChIbpPIKAT
JIAHHH, Ype3 KOUTO MOXKe Jia Objie UACHTU(DUIIMPAH KOHKPETSH MAIUEeHT.

(8) (Hoa — /IB, 6p. 19 ot 2020 1.) B 7-1HEBeH CPOK OT MOJTyYaBaHe Ha CIIpaBKaTa 1o ai. 6
MPUTEKATENAT Ha Pa3peIICHUETO 3a YIOTpeOa Ha JIEKapCTBEHHUS MPOAYKT WM HETOB YIIBITHOMOIIIECH
NpeICTaBHUTEN MIMa IPaBoO Ha MUCMEHO Bh3paxeHue, koero H30K pasrnexna B cpok 10 2 qHU U
yBEJIOMSIBa MUCMEHO MPUTEXKATEIS Ha Pa3pelIeHHeTo 3a YIOTpeOa T HErOBHS YIIBITHOMOIIICH
MPEAICTaBHUTEI 32 CBOETO PELICHUE.

(9) (Hosa — JIB, 6p. 19 ot 2020 r.) Koraro He € MoCThIIMIO Bh3paKEHHE B CPOKa 110 ajl. 8 WiIu
KOTaTO MOCTBIIMIOTO BB3paKEHNE € OTXBBPICHO M3Isuto win yactuaHo, H30K u mpurexarenst Ha
pa3pelIeHreTo 3a yrnoTpeda Wik HEroB YIIbIHOMOIIICH MPEICTaBUTEN MOIMUCBAT MPOTOKOJ MO
oOpaszer cpriacHo npuioxenue Ne 2. B 10-1HeBeH CpoK OT HOANMCBAHETO HA IPOTOKOIIA
NPUTEKATENAT HA Pa3pEIICHUETO 3a YIOTpeOa Ha JIGKapCTBEHHUS MPOAYKT WM HETOB YIIBIIHOMOIICH
npezacTaBuTeN Bb3cTaHoBsiBa HAa H30K 3ammaTenuTe cpepcTBa 3a MalMeHTUTE, IPH KOUTO € HAJIUIIE
JIMTICA HA PE3YJNITAT OT TePaNusTa C JICKAPCTBEHHS MPOIYKT.

I'naBa Tpera
YCJI0OBUA, PEJA, MEXAHU3BM U KPUTEPUHA 3A
3ATUIAIIIAHE HA MEJUIIMHCKY W3JEJVS U
JUETHUYHHU XPAHUA 3A
CIIEHUAJITHU MEJJUIHWHCKUA LEJIN
(3ara. usm. — [IB, 6p. 17 ot 2019T1.)
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Pa3pnea |
(Hos - /IB, op. 48 ot 2014 1.)
YciaoBus, pea, MeXaHU3bM M KPUTEPHH 3a 3alllalllaHe Ha

METUIITHHCKH U31eJTusl
(3ara. usm. — [IB, 6p. 17 o 2019T1.)

Y. 11. (M3m. — 1B, Op. 48 ot 2014 1.) (1) (M3m. — [IB, Op. 49 ot 2022 1., B cujia OT
1.07.2022 r.) HarmonanHaTa 31paBHOOCUTYPHTEIIHA Kaca 3arniamia 3a MU, BKIIIOYEHH B CIIMCHKA 110
Hapen6a Ne 7 ot 2021 r. 3a ycioBusITa U peia 3a ChbCTaBSIHE HA CIIMCHK Ha MEIUIIMHCKUTE U3ICITHS
o wi. 30a ot 3aKoHa 3a METUIIMHCKUTE U3/IEIUS U 3a OINpeiessiHe Ha CTOMHOCTTA, A0 KOSITO TE Ce
samtamar (JIB, 6p. 20 or 2021 r.) (Hapen6a Ne 7 ot 2021 1.), 3a KOUTO € onpeiesicHa CTOWHOCTTA,
710 KOSITO T€ CE 3aIulaliaT 1o pejia Ha IJlaBa TpeTa, pas3nen | ot Hapenbara.

(2) MenuiuHckuTe U3eIus 1Mo aji. 1 cjaeBa 1a OTroBapsT Ha u3uckBanusTa Ha SMU u
M0/I3aKOHOBUTE HOPMATHUBHH aKTOBE [0 HETOBOTO MpHJIaraHe.

Y. 12. (U3m. — 1B, Op. 48 ot 2014 1.) (1) (M3m. — [IB, Op. 62 ot 2015., B cujia oT
14.08.2015 r.) MeauIMHCKHUTE M3eiHs, IPUIaraHi B YCIOBUATA HA H3BHHOOJHHYHATA
MEUIIMHCKA TIOMOIII, Ca MPeHa3HAueHH 3a 3a00JsBaHus, ONPEICTICHH B CIIUCHKA 1o 4. 45, an. 4
330.

(2) (dom. — 1B, 6p. 95 ot 2018 1., B cmna ot 16.11.2018 r.) MeaAMIIMHCKUTE U3CNHUs, IPUIAraHu B
yCJIOBHsITa Ha OOJTHMYHATAa MEIUIIMHCKA TioMoltl, ce 3amtamar oT H30K u3BbH neHuTe Ha
CHOTBETHUTE KIIMHUYHU ITbTEKH, B U3IIBIHCHNE Ha IOTOBOPUTE 3a OKa3BaHEe Ha OOJIHUYHA
MEJIMIIMHCKA TIOMOIIT, CKJIFOYEHU MEXAY U3IMBJIHUTEIUTE Ha MEAUIIMHCKA ITOMOII U TUPEKTOpa Ha
ChOTBETHATa paiioHHa 31paBHoocHrypuTenHa kaca (P30K), ¢ uzkmrouenune Ha MU, kouto H30K
3aruiaia Ha TPOU3BOAMTEINN WU THPTOBIM Ha e1po ¢ MU win TeXHU YITbITHOMOIIICHU

npeacrasuteny, ckiounnu gorosopu ¢ H30K 3a nocraBka Ha MU no pena Ha Hapen6ara 1o 4.
11, an. 1.

Ya. 13. (U3wm. - JIB, 6p. 67 ot 2011 1., 6p. 48 ot 2014 r.) (1) Hanmonanuara
3JIpaBHOOCUTYPHTEIHA Kaca B ChOTBETCTBHE C TIPEBUICHHUTE CPEJICTBA B OFO/KETA CH 32
ChOTBETHATA KaJICHJapHA TOJMHA €XKETOAHO onpeaens rpynure MU, kakTo U CTOWHOCTTA, 0 KOSITO
T 3aIj1aia, Mpy yCIOBUATA U IO peia Ha HapenbaTa mo wi. 11, am. 1.

(2) Exxeronno, ciex npuKIIIOYBaHE Ha poLieaAypaTa o Hapeaodata nmo wi. 11, an. 1 3a onpenensite
Ha cToitHocTTa, 10 Kosito H30K 3amnama MU, npunapiexanu kbM eqna rpyna, H30K chcrTaBs:
1. ciucwk ¢ MU no rpynu, kouto H30K 3amama B ycnoBusiTa Ha M3BbHOOTHUYHATA MEAUIIMHCKA
TOMOIII, ¥ cTOoMHOCTTA, A0 Kosto H30K 3ammama 3a Bcsika rpyma;

2. (m3m. — JIB, 6p. 95 ot 2018 ., B cuina ot 16.11.2018 r.) ciuckk ¢ MU o rpymu, kouto H30K
3aruiaiia B yCJIOBHsITA Ha OOJTHMYHATAa MEIUIIMHCKA TIOMOII, 1 CTOWHOCTTA, 110 Kosito H30K
3ariana 3a Besika rpyra Ha!

a) JeucOHH 3aBe/ICHUS B U3ITBIHEHUE HA JIOTOBOPHUTE 3a OKa3BaHE Ha OOJHMYHA MEAMIIMHCKA
MOMOII], CKITFOUEHU MEXKy U3IMbIHUTEIN Ha METUIIMHCKA TIOMOIII U JUPEKTOpa Ha ChbOTBETHATA
P30K;

0) IPOM3BOIUTEIH WM THPrOBIM Ha e1po ¢ MU Wi TeXHH YITBIIHOMOIICHH MPEICTAaBUTEIIH,
ckmounnn gorosopu ¢ H30K 3a noctaBka Ha MU no pena na Hapen6ara no ui. 11, an. 1.

(3) (dom. — AB, 6p. 17 ot 2019 r.) CmchIimTe 1O al. 2 ca ChOOPa3eHU C PE3YJITATUTE OT
mporieayparta 1mo onpenesHe Ha CToMHocTTa, A0 koaro H30K 3arurama MeTuimHCKUTE H3ISITHs
cbriaacHo Hapeno6ara mo wi. 11, an. 1 u ¢ un. 30, an. 1 ot Hapen6ara mo wi. 11, an. 1 u Bau3at B
cwia ot 1 stHyapu Ha ciieBanaTa KaJieHIapHa TOAMHA.

(4) (HoBa — JIB, 6p. 17 ot 2019 r.) Koraro cnuchluTe He ObJaT ChCTABCHH U YTBBPCHU B
CPOKOBETE, orpeziesienn B Hapenoara mo wi. 11, an. 1, H30K 3amnama MU ot ciucbuute u 10
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CTOMHOCTTA, OIpe/ieJicHa MPH MOCJIeIHATA TPOIIeypa, HO He MO-KbCHO OT 31 MapT Ha TeKymaTa
roJIMHa.

(5) (Hosa — JIB, 6p. 17 ot 2019 r.) Koraro no 1 anpui Ha TeKyIara roJMHa HaMa BJIC3JIH B CHJIa
HOBHM CITHCBIIH T10 ajl. 2, [0 U3KIIIOYEHHUE, C IIe]T HeIOMMyCKaHe OrpaHnYaBaHe Ha JOCThIIA Ha
3IPaBHOOCUTYpEHUTE Jiniia 10 MU, ciuchluTe OT MOCIIEHATA POLIEAyPa POIbKABAT
nericteueto cu 1 H30K mponsmkasa na 3arurama MU oT TsX, 70 CTOMHOCTHTE U MIPU YCIOBUATA,
OTIPEJICJICHU MPH MOCIIEIHATA TPOIETypa.

Ya. 14. (U3m. — IB, 6p. 48 ot 2014 1.) (1) (M3™m. 1 gon. — JIB, Op. 17 ot 2019T.)
Harnmonannara 3apaBHOOCHTYpHUTENHA Kaca 3aruiaimia MU ot cniucwiute o wi. 13, ain. 2, 3a KOuTo
ca CKJIFOYEHH JJOTOBOPH 3a 1ocTaBka Ha MU ¢ mpousBoauTenu win ThproBuu Ha eapo ¢ MU nnmn
TEXHH YITBITHOMOIIICHH MPEICTAaBUTENH WIH ca TIOaJeHH MMCMeHU 3asBneHus mo 4wi. 30, an. 4 ot
Hapezabara o wi. 11, an. 1, oT mpOU3BOAUTENNUTE WU THPTOBIIUTE HA €IPO C MEIUIIMHCKU U3ICTUS
U/WM TEXHUTE YITBJIHOMOIICHH MPEICTAaBUTEIIH.

(2) HarrionanuaTa 31paBHOOCUTYpHUTETHA Kaca 3arutamia MU mo an. 1 10 CTOWHOCTUTE, TOCOYCHH B
couchinre mo wi. 13, an. 2.

(3) B cityuaunte Ha moroBopenn orctbiikr H30K 3amiamia 10 HamaneHaTa ¢ pa3mepa Ha OTCThIIKAaTa
CHOTBETHA CTOMHOCT 1O ai. 2.

(4) HarrionanuaTa 31paBHOOCUTYpHUTEITHA Kaca 3arutaiia MU mo oTdeTeHara CTOHHOCT, HO HE
MOBEYEe OT CTOMHOCTTA M0 al. 2 U 3.

(5) (Hosa — JIB, 6p. 17 ot 2019 1.) B ciay4aute mo uwi. 21, an. 5 ot Hapeadara mo wr. 11, an. 1
H3O0K 3amnama MU He mo-paHo OT mIECT Mecelia Clie]] BIM3aHe B CUJjla Ha COUChIMTE 1o wi. 13, ai.
2.

Ya. 15. (U3m. — IB, 6p. 48 ot 2014 r.) (1) HanmonanHara 31paBHOOCHTYpUTETHA Kaca
MpeyCcTaHOoBsIBa 3aruamanero Ha MU B cieauTe Ciiydyan:
1. npu 3annuaBane Ha MU oT ciuchka Ha MeaUIMHCKUTE U3aenus mo 4wi. 30a ot 3akoHa 3a
MEUIMHCKUTE U3/1EIHs, U3BBPLICHO MO pesia Ha Hapeabara no wi. 11, an. 1;
2. ipu moj1aBaHe ot Jauiara mo 4wi. 14, an. 1 Ha 3asBneHue chriaacHo npuinoxkenue Ne 30, ye xemast
Jla ce MPEeKpaTH 3aIIAlAHETO Ha ChOTBETHOTO MU.
(2) B 3asBnenueTo 1o aji. 1, T. 2 ce mocouBa CPOKBT, A0 KOKTO Iie ObJaT OCUTYPSIBAHN KOJTHYIECTBA
oT choTBeTHUTE MU, KOWTO HE MOXKeE J1a ObJIe TTO-KPAaThK OT TPU MECEIIa.
(3) B 3aBrcuMOCT OT j1aTaTa Ha 1MojaBaHe Ha 3asBieHuero mo ai. 1, T. 2 H30K mpeycraHoBsiBa
3aIIam@aneTo Ha cboTBeTHOTO MU OoT 1-BO 4MCi0 Ha KaJeHIapHUS Mecell, cie/IBalll N3THIaHe Ha
CpoKa 1o ai. 2.

Ya. 16. (1) (U3m. — [IB, 6p. 48 ot 2014 r.) 3a ornyckane Ha MU ot criuckka 1o wi. 13,
an. 2, . 1 H30K ckirouBa J0roBOpH € JUIA, MOJIYYUIU pasperienue mo wi. 229, an. 2 3JIIIXM 3a
THProBUs Ha APEOHO C JICKAPCTBEHH MPOTYKTH.

(2) (Hosa - 1B, 6p. 48 ot 2014 r.) Koraro snuiieto mo ai. 1 ¥ ppbKOBOAUTEAT Ha anTeKara He
CBHBIIAJIAT, JOTOBOPBT CE CHITIACYBA M OT PHKOBOAUTENS HA anTeKara.

(3) (U3m. - JIB, 6p. 67 ot 2011 r., npeaumiHa aji. 2, usM., op. 48 or 2014 r., 6p. 49 ot 2022 ., B
cuna ot 1.07.2022 r.) JloroBopurte 1o ai. 1 ce ckirouBar upe3 qupekropa Ha P3OK, Ha uusito
TEPUTOPHSI € arTeKara, MPH yCIOBHS U 110 Pell, yCTAHOBEHHU B ChOTBETCTBHE ¢ wi. 45, ain. 17 330.
(4) (TTpenumna an. 3, uam. — JIB, 6p. 48 ot 2014 r.) HanonanHata 31paBHOOCUTYPUTEIIHA Kaca
3aruiaiia Ha Jimnara mo ai. 1 3a ormycHaTu ot Tsx MU cien npeacraBsiHe Ha €IEKTPOHEH OTYET,
M3TOTBEH ChOOPA3HO ENEKTPOHHMUS (opMar, MyOJIMKyBaH Ha HHTEpHET cTpanunara Ha H30K.

(5) (ITpenumna an. 4, usm. — 1B, 6p. 48 ot 2014 r.) OtnycHatute U oTdyeteHr MU ce 3aruiamar ot
H3OK npu ycnoBus u o pea, onpeneseHy B Ta3u Hapeaoa v CKII0YEHUTE JI0TOBOPH.

Y. 16a. (Hos — 1B, 6p. 48 ot 2014 r.) HarmonanHara 3ipaBHOOCHTYPUTEITHA Kaca
3arrama 3a MU mo ui. 16, an. 1 Ha OTHycHaIUTE M aNTeKH B CPOKOBETE, ONIPEICIICHH 3a
3aIuialaHe Ha JISKapCTBEHUTE POIYKTH 32 JJOMAIIIHO JICUEHHE ChITIACHO TJIaBa BTOPA, pasmel |.
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Ya. 166. (Hos — 1B, 6p. 48 ot 2014 r.) (1) HaunonanHara 31paBHOOCHTYPHTEIIHA Kaca
JlaBa yKa3aHHs OTHOCHO pejia 3a Mpe/nucBane 1 otimyckade Ha MU ot cnimebka no wi. 13, ai. 2, T.
1

(2) Ykazanusta o an. 1 ce myOimKkyBat Ha HHTepHeT crpanuiiata Ha H30K.

Ya. 168. (Hos — JIB, 6p. 48 ot 2014 1.) (1) ([dom. — JIB, 6p. 95 ot 2018 ., B cmiia ot
16.11.2018 r.) HarmonanHara 31paBHOOCHTYpUTETHA Kaca 3amama MU ot crimebka mo wi. 13, ai.
2, T.2,0ykBu "a" u "0" Ha neyeOHUTE 3aBeIeHNsI, CKItoumIn qorosopu mo wi. 20, ain. 1, 1. 4 330 3a
OKa3BaHe Ha OOJIHMYHA MEIUITUHCKA TIOMOIII M Ha MPOM3BOJIUTEIIH WU THPTOBIM Ha eapo ¢ MU
WM TeXHH YI'BIHOMOIICHH MpeacTaButTend, ckitoumu gorosopu ¢ H30K 3a gocraBka Ha MU mo
pena Ha HapenOaTa mo wi. 11, an. 1.

(2) MenuiuHckuTe U3ACTH 10 aj. 1 ce 3ariaiiat Mpy HaJMJue Ha CIICIHUTE YCIIOBHS:

1. BJIOKCHHM ca TIPH U3IIBITHCHHUE HA KJIMHUYHA ITBTEKA ChIIIACHO M3MCKBAHUATA HA TUATHOCTHYHO-
JIe4eOHUTE aITOPUTMHU 32 U3ITBJIHCHUE Ha ChOTBETHATA KIIMHUYHA IThTEKA, YCTAHOBCHU B
HAI[MOHAJTHUTE PAaMKOBH JIOTOBOPH, IPHIIOKUMH TIPE3 ChOTBETHATA TOJMHA;

2. (mom. — JIB, 6p. 17 ot 2019 r.) u3nbJiHEHH ca M3UCKBAHHATA, CBbP3aHH C OKa3BaHE Ha OOJTHHYHA
MEIUIIMHCKA TTOMOIIl, YCTAHOBCHH B HAIMOHATHUTE PAMKOBH JOTOBOPH, TIPHIIOKUMH TIPE3
ChOTBETHATA FOJIMHA, KAKTO U YKa3aHUATA 110 TIXHOTO MpUJIaraHe;

3. (u3m. — 1B, 6p. 95 ot 2018 ., B cmna ot 16.11.2018 r.) oT4eTeHH ca OT JeueOHUTE 3aBEICHUS 110
an. 1 mo pena, yCTaHOBEH B HAI[MOHATHUTE PAMKOBH JIOTOBOPH, MPUIIOKUMHU MPe3 ChOTBETHATA
ro/IMHA.

(3) (dom. — 1B, 6p. 95 ot 2018 1., B cmina ot 16.11.2018 r.) HarmonanHaTa 3ipaBHOOCUTYPUTEITHA
kaca 3amiama MU ot cnucbka mo wi. 13, an. 2, 1. 2, Oyksa "a" Ha JiedeOHUTE 3aBeIeHUS 10 ar. 1
clie] IpeCTaBsiHE HA CIEIHUTE MbPBUYHU METUIIMHCKU U (PMHAHCOBO-OTUYETHU TOKYMEHTH:

1. pakTypa nwiu enekTpoHHa paxTypa;

2. crienuuKaIys 32 BIOXKCHUTE METUIIMHCKU U3JCIHS 110 ChOTBETHATA KJIMHUYHA ITBTEKA;

3. ex3eMIUTsAp Ha (POPMYIISp 32 BIIOKEHU MEIUIIMHCKH WU3JICIHsI, CTOMHOCTTA Ha KOUTO Ce 3aruiama
ot H30K u3BbBH 1leHaTa HA KIIMHUYHATA IHTEKA.

(4) (M3m. — 1IB, 6p. 95 ot 2018 1., B cuita ot 16.11.2018 r.) JleueOuuTe 3aBeaenus mo ai. 1
MIPEJICTAaBAT OTYETHHUTE JOKYMeHTH exxeMecedHO B P3OK o yTBbpeH rpaduk, onpeeieH mno peaa,
YCTAaHOBEH B HAIIMOHAIHUTE PAMKOBH JIOTOBOPH, MPUIIOKUMHU IPE3 ChOTBETHATA T'OJIMHA.

(5) ®opmaThT Ha OTYETHUTE TOKYMEHTH C€ IOTOBApS B HAI[HOHATHUTE PAMKOBH JIOTOBOPH,
MIPWIOKUMH TIPE3 ChOTBETHATA T'OJIUHA.

(6) (Hosa — 1B, 6p. 30 ot 2015 ., u3Mm., 6p. 95 ot 2018 r., B cuia ot 16.11.2018 r.) Koraro npu
M3IIbIHEHNE HAa KJIMHUYHATA IBTEKA Ca BIOKEHH €JIEMEHTH OT MEIUIIMHCKH U3IEIIHS,
MPHUHAJISKAIIN KbM TIOBEYE OT €IHO IPYIHPaHe ChIIIACHO CHUCHIUTE 1o Wi. 13, ai. 2, T. 2, OykBU
"a" u"0", H30K 3arurama cToifHOCT, KOSITO € cOOp OT IEHUTE 10 SJIEMEHTH, OTPA3CHH BHB
¢dakTypara, HO HE M0-BUCOKA OT Hai-BUCOKAaTa CTOMHOCT, TOCOYEHA B CITUCHKA 32 CHOTBETHOTO
rpynupaHe, OT YHUTO SJIEMEHTH € ChCTaBeHA BIIOJKEHATA CHCTEMA.

(7) (Hosa — 1B, 6p. 95 o 2018 ., B cmia ot 16.11.2018 r.) HaroHanHara 31paBHOOCUTYPUTETHA
Kaca 3armtama MU ot cnimcbka no wi. 13, ai. 2, 1. 2, OykBa "0" Ha MPOU3BOAUTENN WU ThPTOBIU
Ha epo ¢ MU uiu TeXHU YIIBJIHOMOIIEHH MPEICTABUTENH 0 al. 1 ciies mpencTaBsiHe Ha CIICTHUTE
JOKYMEHTH:

1. pakTypa nnu enekTpoHHa GaxTypa,

2. 0000mIeHa cripaBKa 3a JOCTaBEHUTE M BIIOKeHUTE MU 10 ChOTBETHH KIIMHUYIHH ITBTEKH,
OTYETEHU OT JICUCOHUTE 3aBE/ICHUS MPE3 MPEAXOJHHS KaJeHIapeH Mecell, nmoiydeHa or H30K B
U3IIBbJIHEHHE Ha J10roBopUTe 3a JoctaBka Ha MU no pena Ha Hapenbata no ui. 11, an. 1,

3. cenuduKanus 3a J0CTaBEHUTE M BIIO)KeHUTEe MU 10 ChOTBETHH KIIMHUYHH ITBTEKH IIPE3
MIPEIXOTHUS KAJICHIAPCH Mecell, ChOTBETCTBAIA Ha KOJIMYECTBATA IO CITpaBKaTa 1o T. 2.

Y. 16r. (Hos — IB, 6p. 48 ot 2014 r., mom., 6p. 95 ot 2018 1., B cuia ot 16.11.2018 1.)
HanmonanHara 31paBHOOCHTYpPHTENHA Kaca 3ariialia exxeMecedHo Biokeaure MU mo wi. 13, ai. 2,
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T. 2 cJie]] MpOBEpKa Ha JOKYMEHTUTE o wi. 168, an. 3 u an. 7 go 30-o0 ymcno Ha Mecena, ceaBaiil
OTYETHHUSA.

Ya. 17. (1) [Ipon3BOIUTENAT MK HETOB YITBJIHOMOIICH TPEICTABUTEN € JAITBXKCH J1a
yBegomu H30K B cinyyante Ha:
1. (m3m. — /1B, Op. 48 ot 2014 r.) mpoMsiHa Ha THPrOBLUTE HA €O, KOUTO Iie goctaBsiT MU no
anrekure/meyeOHUTE 3aBecHUs, CKitounn gorosop ¢ H30K;
la. (HoBa — JIB, Op. 48 o 2014 r.) npomsiHa B nHpoOpManusTa 1o wi. 5, an. 1 u 4. 8 or HapenOara
mo wi. 11, an. 1;
2. (mom. — /1B, Op. 48 ot 2014 1.) npyru 0OCTOSATEICTBA, CBHP3aHH C OCHTYPSIBaHE U 3allialiaHe Ha
MU.
(2) YBenomuienueto 1o ai. 1 ce u3BbpIIBa B 7-THEBEH CPOK OT HACTHIIBAHE HA IPOMEHHTE.

Paznen ||
(Hos - /IB, op. 48 ot 2014 1.)
YciaoBusi, pea, MeXaHU3bM H KPUTEPHH 3a 3aIllalllaHe HA
AUETUYHHU XPAHM 32 CHIeNMAJTHU MeTUIMHCKHU eJIU

(3ara. usm. — [IB, op. 17 o 2019T1.)

Y. 18. (U3wm. - JIB, 6p. 67 ot 2011 1., 6p. 48 ot 2014 1.) (1) (Tom. — JIB, 6p. 62 ot 2015
r., B cuia ot 14.08.2015 r., u3m., 6p. 17 ot 2019 r.) HanrionanHaTa 31paBHOOCUTypUTEIIHA Kaca
3arutama 3a JIXCMI] no 4. 1, 1. 7, npeqHa3HadeHu 3a 3a00JIIBaHus, ONPECIICHH B CIIUCHKA 110 4.
45, an. 4 330, KOUTO OTTOBAPAT HA U3UCKBAHUATA HA 3X U MOJ3aKOHOBUTE HOPMATUBHU aKTOBE TIO
MPUJIAraHETO MY.
(2) Haumonanunara 31paBHOOCHTYpHTeTHA Kaca 3arutama 3a JIXCML] no cnuchk, onpeneneH ot
Hanzopuus ceBeT Ha H30K chrimacHo wi. 56, an. 2 330, 3a euHMIIA BEMIECTBO WJIH OIPE/ICIICHA
MeCE€4YHa CTOMHOCT.
(3) Harronanuara 31paBHOOCUTYpHUTETHA Kaca 3arutaiia 3a JIXCMI] no ai. 2, mpu yclioBHe 4e Te
Ce 3aruiamar oT O0IIeCTBEH! 3JPaBHOOCUTYPUTEIHU (DOHIO0BE, TIPU CHIIUTE 3a00IBAHUS HIIN
WHIMKAIMU Hal-MaJIKo B TPH OT ClIeHUTE abpxaBu. Pymbuus, Yexus, Ecronus, ['epuns,
VYHrapus, JIutsa, Ilopryranus u Ucnanus.

Ya. 19. (Hos - /IB, 6p. 67 ot 2011 r., u3m., 6p. 48 ot 2014 r.) (1) Hatmonanuata
3JI[paBHOOCUTYpHUTETHA Kaca 3amaiia 3a JJIXCMI] cien nomyuaBaHe Ha MUCMEHO 3asBJICHHUE OT
TIPOU3BOIUTEIIS WJIM HETOB YITBIHOMOIICH MPEJICTABUTE, Ue JKelae ChOTBETHHAT MPOAYKT Jia Ce
3ariaia mo peia Ha Ta3u Hapeada chriaacHo mpuioxkenue Ne 4.

(2) B 3asBnenueTo mo ai. 1 ce mocovyBar ThProBIUTE Ha eapo, KOUTO 1e goctaBat JJXCMI] mo
anTekure, ckirouniau gorosop ¢ H30K.

(3) KbM 3asBII€HHETO CE IIpUIarar:

1. nexnapanus, ye crorBetHara JIXCMI] otroBaps Ha ycrnoBueTo mo wi. 18, an. 2, kato ce
IMOCOYBAT KOHKPETHUTE O0IIeCTBEH! (DOHIOBE B CHOTBETHATA IbPKABa,

2. IexIapalys 3a chriiacue oT ThPrOBIIMTE Ha €/IpO, IOCOYCHHU B 3asBICHUETO, 3a JOCTaBKA Ha
AXCMIL;

3. mexmapaius, ue CbOTBETHUSAT 3asBUTEN MOXKE J]a OCUTYpsiBa peryisipHo 3asBenute JJXCMI] 3a
MIEPHOJ] HE TTO-MaTBbK 0T 12 KaJeHIapHu Mecela,

4. TOKYMEHT, YJIOCTOBEpsIBAIIl ITPEICTABUTEIHATA BJIACT HA 3asBUTEIIS.

Y. 19a. (Hos — IB, 6p. 48 ot 2014 r.) (1) CriucwekbT 1o wi. 18, ain. 2 chabpxa:
1. sun/moasuz Ha JJXCMLI;
2. ThproBcko HamMmeHoBaHue Ha JIXCML];
3. popma/konmyecTBo;
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4. croyHoct, 3amiamana or H30K;

5. yclioBHs 3a MPEINMKUCBAHE U OTITYCKAHE;

6. H30OK xog.

(2) CnncwkbT ce myOnuKyBa Ha HHTepHET cTpanuiiata Ha H30K.
(3) CrcbkbT MOXKeE /1a OBbJIe TOMBIIBAH BEAHBK TOTUIITHO.

Ya. 196. (Hos — IB, 6p. 48 ot 2014 r.) (1) 3a ornyckane na JIXCMI] H30K ckirouBa
JIOTOBOPH C JIMIIA, MOJYYMIH pa3perienue mno wi. 229, an. 2 3JIIIXM 3a TeproBus Ha JIpeGHO C
JIEKapCTBEHU TIPOTYKTH.

(2) Koraro nuuero mo an. 1 1 ppKOBOAMUTEINAT HA anTeKaTa He ChBIAAaT, IOTOBOPHT CE ChINIACyBa U
OT PBKOBOJUTEIS Ha anTeKara.

(3) (M3m. — ]IB, Op. 49 ot 2022 ., B cuiia ot 1.07.2022 1.) JloroBopuTe 1o aji. 1 ce CKIIIoUBaT upes3
mpektopa Ha P3OK, Ha umsiTo TepuTopus € anTekara, mpH YCIOBHSI U TIO pell, yCTaHOBEHHU B
ChOTBETCTBUE C . 45, an. 17 330.

(4) HanmonanHarta 3/[paBHOOCHTYPUTEITHA Kaca 3aIuialiia Ha Jidiara o ai. 1 3a oTmycHaTH OT TsX
JAXCML cnex npencTaBsiHe Ha €IEKTPOHEH OTYET, U3TOTBEH ChOOPa3HO eNeKTpOHEH (hopMmar,
KOHTO ce myOnMKyBa Ha uHTepHeT crpaHunata Ha H30K.

(5) OrnycHarure u oruerenu JIXCMI] ce 3amamiat or H30K nipu ycioBus U 1o pej, onpeaesieHu
B Ta3W Hapenda U chboOpa3HO CKIIOYEHUTE JOTOBOPH T10 ai. 1.

Y. 198. (Hos — /IB, 6p. 48 ot 2014 1.) (1) [Ipor3BOIUTENAT UM HETOB YII'BIHOMOIICH
npeacTaBuTen € IrbkeH na ysegomu H30K B cmyuaute Ha!
1. mpomsiHa Ha THProBUMTE HA eApo, KouTo 1ie foctaBaT JAXCMII no antekure, CKIIOYUIN
norosop ¢ H30K;
2. ipyru oOCTOSATENICTBA, CBbP3aHU C OCUTypsiBaHe U 3aruiamane Ha JIXCMLI.
(2) YBenomsiBaneTo 1o aj. 1 ce u3BbpIIBA B 7-THEBEH CPOK OT HACTHIIBAHE HA IPOMEHHTE.
(3) B cinyuaunTe no ain. 1 B 5-nueBen cpok ot yBegomsiBaneto H30K omoBectsiBa Ha HHTEpHET
CTpaHuLaTa CH MojiaJieHaTa nHpopMaLus.

Y. 19r. (Hos — /IB, 0p. 48 ot 2014 r.) (1) HaumonanHara 3/jpaBHOOCUTYpUTEIHA Kaca
JlaBa yKa3aHUs OTHOCHO pejia 3a npeanucBane u ornyckane Ha JIXCMII, 3ammamanu ot H30K.
(2) Ykazanusta o ain. 1 ce myOinKkyBat Ha HHTepHET cTpanuiiata Ha H30K.

Ya. 19xa. (Hos — 1B, 6p. 48 ot 2014 r.) (1) [Ipou3BOANUTENAT WIIM HETOB YITBIHOMOIICH
npencrasuten moxe na noaane 1o H30K 3assnenue cbpriacHo npusioxenue Ne 30, ye xernae Jia ce
MpeKpaTy 3amjamanero Ha cboTBeTHaTa JIXCMIL 1o pena Ha Ta3u Hapezoa.

(2) B 3asBnenneTo 1o aji. 1 ce mocoyBa CpOKbT, 10 KOWTO I1e ObIAT OCUTYPSABAHH KOJHYECTBA OT
crorBeTHaTa JJXCMLI, kato Toit He MOXe Aa OBbJe MO-KpaThK OT TPU MEceIia.

(3) B 3aBrcuMOCT OT JaTara Ha mojaaBaHe Ha 3asBienuero mo ai. 1 H30K npeycranoBsiBa
3arutamanero Ha cboTBeTHaTa JJXCMI] ot 1-Bo uncio Ha KaJIeHIapHUsI MECell, CIIeIBalll U3THYAHE
Ha CpoKa 1o ai. 2.

(4) B cityuaunTe 1o ai. 1 B 5-qHeBeH cpok oT noaaBane Ha 3asBiaeHrero H30K onoBecTsiBa Ha
WHTEPHET CTpaHuIaTa cu HH(GOPMaIUATA, TOCOUCHA B 3asBICHUETO.

I'1aBa yeTrBBHpTA
(HoBa - IB, 6p. 67 oT 2011 1.)

YCJIOBUSA, KPUTEPUU U PEJl 3A IOT'OBAPSHE HA
OTCTBIIKA 3A JTIEKAPCTBEHUTE ITPOAYKTH
(3ara. uzm. - /IB, 6p. 48 or 2014 1., 6p. 62 o1 2015T., B cH1a OT
14.08.2015r.)
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Pa3pnea |
(Hos - /IB, op. 48 ot 2014 1.)

Yci10BUS, KPUTEPHH U Pejl 32 MPOBeKAaHe HA 3a0bJKUTETHO
HEeHTPAJM3UPAHO A0roBapsiHe HA OTCTHIIKH 32 JIeKAapCTBEHH
MPOAYKTH, BKJIIOUYEHH HJIH 32 KOUTO € MoaJAeHO0 3asiBJICHHE 32
prJouBane B [1JIC nmo uwi. 262, an. 6, T. 1 u 2 3JIIIXM
(3ara. u3m. - /IB, op. 62 or 2015T., B cuna ot 14.08.2015r.)

Y. 20. (Hos - 1IB, 6p. 67 ot 2011 1., u3m., 6p. 49 ot 2012 r., u3Mm u jort., 6p. 48 ot 2014
r., U3M., 0p. 62 ot 2015 ., B cmiia ot 14.08.2015r.) (1) (M3m. — JIB, 6p. 89 ot 2017 r., B cuiia ot
7.11.2017 r., 6p. 17 ot 2019 1.) Ha ocroBanwue ui. 45, ain. 10 u 21 330 H30K exeroaHo mpoBexaa
3aIBJDKUTEIHO LIEHTPAIU3UPAHO I0OTOBApsSHE HAa OTCTHIIKHU 3!
1. (mom. — JIB, 6p. 17 ot 2019 r.) nexkapctBenu npoayktu ot I1JIC mo wi. 262, an. 6, . 1 3JIIIXM,
3a KOUTO CTOMHOCTTA, 3amnamana or H30K, ce u3uncisaBa upe3 rpynupase, B KOETO HE y4acTBaT
JIeKapCTBEHU IPOAYKTH Ha PYI'H IPUTEXKATENN HA pa3pelleHne 3a ynorpeda, ¢ U3KII0UeHHe Ha
TeHEPUYHHTE JICKAPCTBEHU MPOJIYKTH U Ha JIEKAPCTBEHUTE MPOAYKTHU 10 1. 29 3JIIIXM,;
2. (u3m. — JIB, 6p. 17 ot 2019 r.) nekapctBern npoayktu ot [1JIC mo wi. 262, ai. 6, 1. 2 3JITIXM,
3a KOUTO CTOMHOCTTA, 3amamana or H30K, ce u3uncisaBa upe3 rpynupase, B KOETO HE y4acTBaT
JIEKapCTBEHU IIPOIYKTH Ha IPYI'H IPUTEXKATENIN HA pa3pelleHue 3a ynorpeda, ¢ U3KII0UYeHHe Ha
TeHEPUYHHTE JICKAPCTBEHU MPOJYKTH U Ha JIEKAPCTBEHUTE MPOAYKTHU 10 ui. 29 3JIIIXM,
BKJIFOUCHHU Ca B ITAKeTa, onpeelieH ¢ HapeaoaTa mo wi. 45, an. 2 330, u KouTo:
a) ca mpeJHa3HAUCHH 32 JICUCHHUE Ha 3JI0KaYeCTBEHH 3a00JISIBaHMs;
0) ce mpuiaraT Mpu KMBOTO3aCTpalllaBali KPHBOM3JIMBY U CIICIIHU ONIEPATUBHHA U HHBA3UBHU
WHTEPBEHIIMU NIPU MALMEHTH C BPOJICHU KOAryJIONaTHH.
3. JIeKapCTBEHU MPOYKTH C HOBO MEXKTyHAPOIHO HETTATCHTHO HAUMEHOBAHHE, 32 KOUTO €
MI0JIa/ICHO 3asBJICHHUE 32 BKJIIOUYBAHE BHB!
a) ITJIC mo ui. 262, an. 6, . 1 3JITIXM,;
0) (mom. — JIB, 6p. 17 ot 2019 r.) [JIC mo un. 262, ain. 6, 1. 2 3JITIXM, korato Te3u JeKapCTBCHU
MIPOJYKTH ca BKIIIOUEHU B MaKeTa, rapantupan ot Oropkera Ha H30K, npennasnauenu ca 3a
JIeYeHHE Ha 3JI0KaueCTBEHM 3a00JIsIBAaHUS U 32 )KUBOTO3aCTpalllaBallld KPbBOM3INUBU U CIICIIHU
OTIEpPaTUBHYU M WHBA3WBHU MHTEPBEHINH ITPH MAIIMEHTH ¢ BPOACHU KOATYJIOMATHH U TTOJIEKAT Ha
3aruialaHe B OOJHUYHATA MEJUIIMHCKA TIOMOII] U3BbH CTOMHOCTTA HA OKAa3aHUTE MEAULIMHCKU
YCITyTH.
(2) JoroapsineTo 1o an. 1 ce mpoBexa ¢ NpUTEXKATEIUTE Ha pa3pelIeHusITa 3a ynoTpeda Ha
CHOTBETHHUTE JICKAPCTBEHH MPOAYKTH HIIM C TEXHH YITBITHOMOIICHH MPECTaBUTEIH.

Y. 20a. (Hos - /IB, 6p. 49 ot 2012 r., usm., 6p. 30 ot 2015 1., oT™., Op. 62 0T 2015T., B
cuna ot 14.08.2015 r.).

Y. 21. (Hos - 1B, 6p. 67 ot 2011 1., u3m., 6p. 48 ot 2014 r., 6p. 62 oT 2015 1., B cua
or 14.08.2015r., 6p. 89 ot 2017 r., B cua ot 7.11.2017 r.) (1) 3a nekapcTBEHUTE MPOAYKTH IO HJI.
20, an. 1 H30OK noroBapst ciieqHUTE BUAOBE OTCTHIIKU:

1. (u3m. — [IB, Op. 17 ot 2019 1.) OTCTBIIKA 32 BCUYKH JICKAPCTBEHU MPOAYKTH 110 wi. 45, an. 10 u
21 330 Ha eauH MpHUTEXKATEN HA pa3pelIeHue 3a ynoTpeda/HeroB yIbIHOMOIIEH MPEICTaBUTEN WIN
Ha pa3IMyHU MIPUTEKATEH Ha pa3peuieHus 3a yrnorpeda, KOUTO ca YIIbIHOMOIIMIIN €IUH 001I]
IpeJCTaBUTEN, paspeenera u3isuio B noiasa Ha H30K nmox ¢popmara Ha Bb3cTaHOBSBaHE HA
pasxoju, B 00111 pazmep He o-Marbk oT 10 Ha cTo oT paszxoaute Ha H30K 3a choTBETHO

TpUMeCeUHre 3a JEKAPCTBEHUTE MPOAYKTH;
2. (orm. — 1B, 6p. 17 oT 20191.);
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3. (u3m. — 1B, 6p. 17 ot 2019 r.) MEMIIMHCKHU YCIIYTH U3BBH MaKeTa MEIUIIMHCKA TIOMOII] 110 YJI.
45, an. 2 330, ocurypsiBaHU 32 CMETKa Ha MIPUTEKATEIS HA pa3pelIeHueTo 3a yrorpeda, CBhp3aHu ¢
JIMAarHOCTHKATa U MPOCJIEIIBAHETO Ha JICYCHUETO Ha 3a00JIs1BaHe ChC ChOTBETHHUTE JIEKAPCTBEHU
MPOAYKTH, KATO BUBT, CTOMHOCTTA M M3ITBIHATEIINTE HA METUIIMHCKUTE YCIIYTH CE OTMPEACTAT OT
H3O0K, cpriacyBaHo ¢ mpurexarens Ha pa3pelieHueTo 3a yrnorpeoa,

4. oTCTBIIKA OT CTOWHOCTTA 3a OIIAKOBKA, M34HCIICHA Ha 0a3a pedepeHTHaTa CTOMHOCT Ha
CBHOTBETHUS JIEKAPCTBEH MPOIYyKT 1o wi. 45, an. 10 330, 3annaman yactuuno ot H30K, kosito ce
pasnpezens u3IUI0 B 0132 Ha ChOTBETHOTO 3APAaBHOOCHTYPEHO JIUIIE.

(1a) (Hoa — JIB, 0p. 19 ot 2020 r.) 3a nekapcTBeH mpoaykt 1o wi. 20, an. 1, T. 1 unu 2, 3a KOHUTO
CTOMHOCTTA, 3aruiaiiana ot 0ropkera Ha H30K (pedepenTHara cTOMHOCT), 3@ 4acT OT
TepaneBTUYHUTE My NOKa3aHUs Ce U3YHUCIISABA Upe3 IPyNUpaHe, B KOETO y4acTBaT JeKapCTBEHU
MPOAYKTH Ha APYTH MPHUTEKATEITH Ha pa3pelieHne 3a yrnorpeda, a 3a OCTaHAJIUTE TePATICBTHIHH
MOKa3aHMs C€ U3UUCIIABA UpE3 TPYIUpPAHE, B KOSTO HE yUacTBAT JIEKAPCTBEHU MPOILYKTH Ha IPYTH
MPUTEKATENN Ha pa3pelIeHue 3a yrnoTpeda, 3a MOCIeJHO TTOCOYCHHUTE TIOKa3aHuUs IIPUTEKATEIAT Ha
pa3peleHneTo 3a ynorpeda/HeroB ybIHOMOIIEH mpeacTaBuren npepocras Ha H30K orcrenka
mo ain. 1, . 1 B TakbB pa3Mep, KOWTO BOAM JI0 U3PaBHSIBaHE HAa peepeHTHATa CTOMHOCT 3a BCUUKH
MOKa3aHMs.

(2) 3a nekapcTBEH MPOAYKT C HOBO MEKAYHAPOIHO HEMMATCHTHO HAMMEHOBAHUE, 32 KOWTO €
nogaeHo 3aasiaeHue 3a BriarouBane B [1JIC mo wi. 262, an. 6, 1. 1 mnu 2 3JIIIXM, 3a1bIDKUTETHO
ce oroBaps OTCTBIIKA OT 3asiBEHATa 3a oOpa3yBaHe IieHa 1o wi. 8, ai. 2 ot Hapenbara 3a
YCIIOBUATA, IIPaBUJIATA U PE/a 3a PEryJIMpaHe U PErUCTPUPAaHE Ha IEHUTE Ha JIeKapCTBEHUTE
MPOAYKTH choOpa3Ho nporuo3uus 6romketr Ha H30K 3a choTBeTHHS MOoTrOBOpEeH nepuo. Pasmepst
Ha OTCTBIIKaTa Ce I0roBapsi B CbOTBETCTBHE C JI0KJIA/1a 3a OLICHKA Ha 3/]paBHUTE TEXHOJIOTHH,
W3TOTBEH M YTBBPJICH 110 pesia Ha Hapeaoata mo wi. 262, ain. 4 3JIIIXM. [loroBapsiHeTo Ha
OTCTBIIKATA € YCJIOBHE 3a BKJIIOUBaHE Ha jekapcTBeHus npoaykT B [1JIC cerinacHo wi. 262, an. 10
3JIIIXM u He ce cunTa 3a MPOBEACHO 3aABJKUTEITHO JOTOBAPSHE HA OTCTHIIKU KAaTO YCIOBUE 32
3artamaero My oT H30OK. IIponieHTHhT Ha OTCTBIIKATa ce 3ama3Ba clie/l yTBbpIKIaBaHe Ha LieHa Ha
JIEKapCTBEHUS IPOIYKT, KAKTO U IIPU HEiHa IPOMSIHA.

(3) (M3m. — 1IB, 6p. 17 ot 2019 r.) OTcThnkara mo ait. 1, T. 1 Moxe 1a Ob/ie J0roBopeHa B
pa3uyeH pa3Mep 3a pa3IMyHH TEPANeBTHYHH ITOKa3aHUs Ha JIGKAPCTBEH MPOIYKT.

(4) TlpuTexatensT Ha pa3pelICHUETO 32 YIOTPeOa/HETOBHAT YITBIHOMOILCH IPEICTAaBUTEI
pasnpezens o0 pa3Mep Ha KOMIIEHCAIUATA IO CBOSI MPEIIEHKA BbPXY BCEKH JICKApCTBEH
MPOAYKT, KoeTo € yacT oT goroopa My ¢ H30K u He ce onoBecTsBa myOIn4HO.

(5) (M3m. — [IB, 6p. 17 ot 2019 r.) Beeku mpuTekaren Ha pa3pelieHue 3a ynorpeda/Heron
YI'BITHOMOIIIEH MPEICTaBUTEN JOTOBaps caMo OTCThIIKA 1Mo ai. 1, T. 1 unu komOuHaus ot
orcrpinkmo an. 1, . lu3mwmmoan. 1, 1.1, 3u 4.

(6) (Ot™m. — 1B, 6p. 17 ot 2019T1.).

(7) (U3m. — 1B, 6p. 17 ot 2019 r.) 3a KOHKPETEH JIEKAPCTBEH MPOIYKT, ChAbPIKAIL AKTUBHO
BEIECTBO/BEIIECTBA ¢ 10Ope YCTaHOBEHA yIoTpeda B MEIUIIMHCKATA TIPAKTHKA IO CMUCHJIA Ha
3JIITXM, 3a KOHUTO € HaJIMIIe HEBB3MOXKHOCT IO MPUYUHU OT OOCKTUBEH XapaKTep 3a MPEeA0CTaBsIHE
Ha OTCTBIIKA B MUHUMAIIHUS pa3Mep, YCTaHOBEH B ail. 1, T. 1 mo u3KIIt04YeHue U ciel peJoCTaBsIHe
Ha MOTHBHPAHO MICMEHO CTAHOBUILE OT ChOTBETHUS MPHUTEkKATEI Ha Pa3pEeIICHUETO 3a
ynotpeba/ueros ymbsianoMoreH npeacraputes H30K Moske 1a CKITF0OYH JOrOBOP 32 OTCTHIIKA MO
MUHHMAaJTHHA pa3Mep. To3M MEXaHW3bM Ce Ipujiara, Korato € HaJluIle JIUICa Ha JIeKapCTBeHA
anTepHaTHBA 32 JICYCHHE WIH ChIIECTBYBAIIUTE AITEPHATHBH Ca ChC 3HAUUTEITHO MO-BUCOKA
CTOHHOCT.

Y. 22. (Hos - [IB, 6p. 67 ot 2011 r., u3Mm. u goi., 6p. 48 or 2014 r., gom., 6p. 30 ot
2015r., u3m., 6p. 62 ot 2015 1., B cmita ot 14.08.2015 r., 6p. 89 ot 2017 1., B cua ot 7.11.2017 1.)
(1) (U3m. — 1B, 6p. 17 ot 2019 1.) Otcrhnkure mo wi. 21, an. 1, 1. 1 ce Bb3cTaHOBSABAT MPSAKO HA
H3OK ot npurexatessi Ha pa3peleHHeTo 3a yrnoTpeOa/HeroBUs YITbIHOMOIICH PEICTABUTEI OT
u3BbpuieHnTe oT H30K pasxo/u 3a 3amiamaHero uM cliesl Kpasi Ha ITbpBOTO, BTOPOTO U TPETOTO
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TPUMECEUHE Ha TeKyIlaTa KaJeHAapHa rOJIMHa, a 33 YeTBBPTOTO TPUMECEUHE CE 3arlamar
aBaHCOBO 70 15 HoeMBpH Ha 6a3arta Ha peanHus pazxoa Ha H30K 3a tpetoro tpumeceune. Jlo kpas
Ha MFPBOTO TPUMECEUHUE Ha ClIe/IBalllaTa KaJCHIapHa roliHa Ce U3BBPIIBA ChOTBETHO
H3paBHsBaHE.

(2) (Otm. — 1B, 6p. 17 oT 20191.).

(3) (Orm. — 1B, 6p. 17 o 2019T1.).

(4) (Otm. — 1B, 6p. 17 oT 20191.).

(5) (Otm. — 1B, 6p. 17 ot 2019T1.).

(6) (Otm. — IB, 6p. 17 oT 20191.).

(7) (Orm. — 1B, 6p. 17 ot 20191.).

(8) (Otm. — 1B, 6p. 17 oT 20191.).

(9) (Otm. — 1B, 6p. 17 o 2019T1.).

(10) doroBopenara otcthrka mo wi. 21, ain. 1, T. 3 ce mpegocTaBs OT MPUTEKATEINs Ha
pas3perieHneTo Ha yrnoTpeOa/HeroBrs YIIbIHOMOIIEH MPEACTaBUTEN Mo (hopMaTa Ha CPE/ICTBa, C
kouto H30OK 3aruiaiia 3a CbOTBETHUTE MEAMIIMHCKU YCIIYTH Ha OTPEICICHUTE OT Hesl U3IbJIHUTEIH
Ha MeIUIMHCKA oMol (pedepeHTHH JIedeOHH 3aBEICHNS).

(11) (HoBa — JIB, Op. 17 ot 2019 1.) JloroBopenara oTcThika mo wi. 21, an. 1, T. 4 ce npeaocTassi
aBAHCOBO CHOOPA3HO YCIOBUATA H CPOKOBETE, TIOCOYCHH B WI. 23]1, OT MIPUTEIKATEIIS HA
paspenieHueTo 3a ynorpeda/Herous ymbiaHomolieH npeacrasurent Ha H30K Ha 6a3a Ha
MIPOrHO3HHUTE KOJMYECTBA B MPEIOKEHUETO 110 4. 23, ajl. 3 3a ChOTBETHHS JICKAPCTBCH MTPOAYKT,
KaTo JIOTOBOPBT 32 OTCTHIIKATA 3abJDKUTEITHO ChIIbpPKA:

1. ToKyMeHTanuATa, J0KYMEHTO000POTa U CPOKOBETE 3a OTUYNTAHE U 3allIalllaHe Ha OTCTHIIKATA,

2. yCIIOBUSTA U pefia 3a IPEJ0CTaBsiHEe Ha 0€3yCIIOBHU U HEOTMEHSAEMH OAaHKOBU T'apaHIIUU, KOUTO
o0e3reyaBaT Bb3CTAHOBSIBAHETO OT MPUTEKATEIIS HAa Pa3pelIeHUETO 3a yrnoTpeba/HeroBus
ymeiHOMolieH npezacrasutes Ha H30K Ha cpezicrBata, 3aruiareHu Ha Jidiara o wi. 7, ain. 1 Haj
aBAHCOBO TUTATCHUTE CYMH 3a OTCThIKaTa mo wi. 21, an. 1, 1. 4;

3. peza 3a mpoMsiHA Ha pa3Mepa Ha OTCThIIKATa MPU MPOMSIHA Ha peepeHTHATA CTOMHOCT Ha
nexapctBeHus npoaykt B IJIC.

(12) (ITpemumna an. 11, w3m. — JIB, 6p. 17 ot 2019 1.) JIoroBOpeHUTE OTCTHITKH WIH KOMOWHAIINS
OT OTCTBHIIKM HE MOTAT Jia BOJAT JI0 yBEIMYaBaHE HAa CTOWHOCTTA, 3ariamniada oT H30K 3a
neuHUpaHa JTHEBHA J103a WK 3a TepaneBTrueH Kypce 1o INN ¢bc chOTBETHHS JI€KapCTBEH MPOAYKT
W Ha CpeJHaTa TOJUIIHA CTOWHOCT Ha JICYCHHE Ha MAIlMEeHT C TO3H JICKapCTBEH MPOAYKT, CIIPSIMO
MPEIXOIHATA TOJIMHA.

Ya. 23. (Hos - 1B, 6p. 49 ot 2012 1., u3Mm., 6p. 62 ot 2015T., B cuia ot 14.08.2015r.)
(1) HamonanmHata 31paBHOOCHTYPHTENTHA Kaca €XeroaHo 10 1 okroMBpu myOIMKyBa Ha
o(uIMaHATa CH HHTEPHET CTPAHMIIA TOKAHA JI0 IPUTEKATEINTE Ha pa3peIlcHHs 3a yIoTpeba Ha
JeKapcTBEHHUTE MPOAYKTH 110 wi. 20, ait. 1/TeXHU yIIbIHOMOIICHH TIPEICTABUTEIH 32 TIPEICTaBsSIHE
Ha TPEUIOKECHHS 32 OTCTHIKH 1Mo wi. 21, an. 1, 1. 1, 3u 4.
(2) Iokanara mo an. 1 ceabpiKa:
1. agpecarure Ha oOKaHaTa,
2. BUJIOBETE JIEKAPCTBCHHU MPOAYKTH, OOEKT Ha JOTOBAPSHETO;
3. KpacH CPOK 3a I0J[aBaHe Ha MPEI0KCHHATA;
4. M5ICTO ¥ HAYHWH 3a M0J[aBaHe Ha MPEUIOKCHUATA U JIHIIE 3a KOHTAKT — cayxurten Ha H30K.
(3) B exHoMeceueH cpok OT IyOIMKyBaHe Ha TIOKaHaTa 10 ajl. 1 mpUTeKaTensIT Ha pa3peIeHHeTO
3a ynorpeda Ha JIeKapCTBEH MPOIYKT/HETOB YITBJIHOMOIIEH peacTaButen npeacrass B H30K
MIPEUIOKEHHUE 32 OTCThIIKA/H.
(4) (M3m. — 1B, 6p. 49 ot 2022 1., B cua ot 1.07.2022 r.) B ciayuaute no ui. 4a, an. 1, 3u 5 npu
ompezenaeHo HuBo Ha 3arutamane 100 Ha cTo, KakTo U B ClTydauTe 1Mo 4. 4a, ajl. 6 mpuTeKaTemuTe
Ha pa3pelleHus 3a yroTpeda Ha JIEKapCTBEHH MPOAYKTH/TEXHUTE YITBIHOMOIIECHH MPEACTABUTEIIN
[0JIaBaT MPEUIOKEHHS 32 OTCTBIIKK HE MO-KbCHO 0T 20 pabOTHHM JHU MTPEIH U3THYAHE HA
ChOTBETHATA KaJICHapHAa TOIMHA 3a 000011aBaHe Ha nHpopmarusara or H30K.
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(5) (M3m. — 1B, Op. 89 ot 2017 r., B cuna ot 1.01.2018 r.) KM nipeasioskeHusTa mo ai. 3, KakTo
KBbM TIPE/TIOKECHHATA 32 IOTOBAPSTHE HA OTCTHITKU B CITydauTe 1o wi. 21, an. 2, mpurexarennure Ha
paspeleHus 3a ynorpeoda Ha JIeKapCTBEHUTE POIYKTU/TEXHU YII'BIHOMOIICHH TPEICTABUTEIN
npusaraT CiIeTHUTe JOKyMEHTH:

1. unpopmaryst OTHOCHO €IUHHUS UACHTU(PHUKAIIMOHEH KO/ Ha IPY>KECTBOTO UJIM KOOTIEpaLUsATa OT
THPTOBCKUS PETHCTBHP, a 33 APY)KECTBATa, pETUCTPUPAHU B IbpKaBa — wieHka Ha EBponeiickus
ChI03, WM B AbpikaBa — cTpaHa o CrnopazymeHueTo 3a EBponeickoTo MKOHOMUYECKO
MIPOCTPAHCTBO — KOTHE OT JTOKYMEHT 32 aKTyallHa PETUCTPAIHS 10 HAIIHOHATHOTO
3aKOHOJATEJICTBO, U3/1aIeH OT KOMIIETEHTEH OpraH Ha CbOTBETHATa Jbp>KaBa, HE MO-KBCHO OT 6
Mecela Ipen MolaBaHe Ha 3asBJICHUETO; HH(POpMAIUITa ce MPEeI0CTaBs 3a MPUTEKATEIS Ha
paszpelieHrneTo 3a yrnorpe0a, a B ciryyail ye npeiiokKeHUeTo Ce M01aBa OT YII'bJIHOMOIEH
MPECTaBUTEN — U 32 YIIBITHOMOIIEHHS TTPEICTABUTEI,

2. TBTHOMOIIHO 32 y4YacTHe B JIOTOBAapSHETO, B T.4. U 3a M0J[aBaHE HA MPEUIOKEHUE 38 OTCThITKA/H
— B CIIy4ail 4e MPeUI0KEHUETO ce TI0/[aBa OT YITHTHOMOIICH NMPECTaBUTEI Ha MIPUTEKATENS Ha
pa3pelIeHneTo 3a yrnorpeda; KoraTo MbJIHOMOILIHOTO € M3/1aJICHO Ha YyK[ €3UK, KbM HEro ce
npujara mpeBoJ] Ha OBIrapCKH €3UK, U3BBPIICH OT MPEBOIa4, KOMTO MMa CKIIFOYEH JJOTOBOP C
MUHHCTEPCTBOTO HA BHHITHUTE paOOTH 3a M3BBPILIBAaHE HA O(UIIMAIHYU IPEBOJH; B II'BJIHOMOIIHOTO
cienBa 1a ObIaT MOCOYCHN KOHKPETHHTE JIeKapcTBeHU mpoayktu no wi. 20, an. 1 ¢ TexHuTe
MEXIyHapOJHU HEMAaTeHTHU HAMMEHOBAHUS U ThPIrOBCKM HAMMEHOBAHUS, 32 KOUTO
MPEJCTABUTEIAT € YITHIHOMOIICH;

3. IpYr¥ OTHOCUMHU JOKYMEHTH.

(6) IpennoxxenusTa ce moaaBar B 1e0BoACTBOTO Ha L{enTpannoro ynpasnenue Ha H30K B
3areyaraH HeMpo3payeH IUIMK ¢ HeHapyLIeHa ISUI0CT, BbPXY KOWTO ce M0COYBAT NOJATENAT U aJipec
32 KOPECTIOHICHITHS.

Y. 23a. (Hos — /IB, 6p. 62 ot 2015., B cuiia ot 14.08.2015r.) (1) Pasrnexmaneto Ha
NPETIOKEHUSTA 110 WI. 23 U JOTOBAPSHETO HA OTCTHIIKK CE U3BBPILBA OT MOCTOSHHO JiciicTBaIA
komucus ot ciyxurenu B H30K, onpenenena cbe 3anosen Ha ynpasurens Ha H30OK. B 3anosenra
ce ompees MpeJce1aTeNl Ha KOMUCHSTa, HETOB 3aMECTHUK U PE3ePBHH WICHOBE.

(2) B cbcTaBa Ha KOMHCHSATA 33BJDKATEIHO CE BKIIIOYBAT [TPABOCIIOCOOCH IOPUCT, JIeKap/MarucThbp-
(hapMarieBT 1 UKOHOMHUCT.

(3) UnenoBeTe Ha KOMHCHsITA ca JUTHKHH J1a A35T B TallHA 00CTOSATEICTBATA, KOUTO Ca y3HAIU BbB
BPB3Ka ChC CBOSITAa pab0OTa B KOMUCHSATA, 33 KOSTO IMOAMUCBAT JICKIapaIlisl.

(4) (U3m. — [IB, 6p. 89 ot 2017 r., B cuna ot 7.11.2017 r.) Komucusita no an. 1 u3BbpiiBa mpoBepka
Ha MOCTHITWINTE NPEITI0KEHH 32 ChOTBETCTBUETO UM C U3UCKBAHUATA HAa HapenOara, KaTo uMa
MPaBo Ja MIOMCKA OT YYaCTHHK B CPOK 70 3 paOOTHU JHH J1a OTCTPAHU YCTaHOBEHHUTE HEPEAOBHOCTH
u/viy 1a PeA0CTaBy OMbIIHUTEIHA HHPOPMALIHS.

(5) B cityuaii ye yyacTHUK HE OTCTPaHU HEPETOBHOCTUTE U/WIIM HE NMPEIOCTaBH H3HCKaHATA
JOIBIHUATEITHA UH(OpMALIKS B OTNPENICIICHHS CPOK, CE CUNTA, Y€ 32 ChOTBETHHUTE JICKAPCTBEHU
NPOIYKTH HE Ca JOTOBOPEHHU OTCTHIIKH.

(6) IpencenaTessT WK HETOBHUAT 3aMECTHUK M IBAMA OT YWICHOBETE HA KOMUCHSITA CE TIOAMUCBAT
BBPXY BCSKA CTPAaHUIIA OT MPEUIOKCHUETO Ha KaHI1/1aTa.

(7) Komucusra mo an. 1 u3rorss rpaduk 3a qarata u yaca 3a MpoOBEKIAaHE HA PETOBOPH C
JOMyCHAaTUTE y4acTHUIM. [ padukbT ce 00sBsiBa Ha odunnanHara uHTepHeT crpanuna Ha H30K ne
MO-KbCHO OT 5 paOOTHU THH MPE/IX 3alI0YBaHE HA ITPETOBOPHTE, 32 KOCTO YYACTHHUIIUTE CE CUUTAT
3a YBEJIOMEHHU.

(8) Ilpu HEOOXOAMMOCT HJTH IO MPEIICHKA Ha KOMUCHATA YYaCTHUK MOKE J1a ObJIe MOKaHEH BTOPH
BT 32 MPOBEKAAHE HA MPETOBOPH 110 AOITBIHUTEIHO ONpeIesieH rpaduK.

(9) (M3m. — /1B, 0p. 89 ot 2017 r., B cuita ot 7.11.2017 r.) Komucusita chbcTaBsi MPOTOKOJIH 3a
CBOsITa paboTa U C pelIeHre 00sBsIBa PE3YJITATUTE OT IPOBEACHOTO JOTOBapsiHE, KaTO MOCOYBa:
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1. 3a orcrbnky no ui. 21, an. 1, T. 1 — pena 3a onpenensiHe Ha pa3Mepa Ha JIOrOBOpPEHATa OTCThIIKA
Y pa3MpeIeIICHUETO Ha OOMIHS pa3Mep Ha KOMITCHCAIUATAa BbPXY BCEKH JICKAPCTBEH MPOIAYKT, KAKTO
Y IPOTHO3HUTE KOJIMYECTBA 32 BCEKH JICKAPCTBEH MPOAYKT;

2.3a oTcTBIKH 110 wi. 21, ann. 1, T. 3 — BUAa, CTOMHOCTTA U U3IIBIHUTEIINTE Ha 3alUIAIaHATE
MEUIIUHCKH YCITYTH;

3. (moBa — JIB, 6p. 17 ot 2019 1.) 3a orcThiKH o wi. 21, an. 1, T. 4 — pa3mepa Ha JJOTOBOPEHUTE
OTCTBHIIKU U TIPOTHO3HUTE KOIMYECTBA 32 BCEKH JIEKAPCTBEH MPOIYKT.

(20) (M3m. — 1B, 6p. 19 ot 2020 1.) B 20-1HEBEH CPOK OT YTBBPKAABaHE HA PEIICHUETO MO al. 9 OT
ynpasurens Ha H30K komucusita u3roTst IpOeKTH Ha IOTOBOPH, KOUTO MPECTaBs HA
MIPUTEKATEIIUTE HA Pa3peIICHHs 3a yIOTpeOa/TEXHUTE YIIBIHOMOIICHH MIPEICTaBUTEIN 3a IO/IITHUC.
(11) (U3m. — B, 6p. 19 ot 2020 r.) [Ipoektute Ha moroBopw 1o ai. 10 3aXbIKUTETHO ChIbPIKAT:
1. TOorOBOpPEHUTE OTCTHIIKH 110 all. 9;

2. yCTIOBHSITA U PEIIBT, [0 KOUTO CE MPEA0CTaBsi HHPOPMAIUST MEXKIY CTPAHUTE;

3. (moBa — J/IB, 6p. 89 ot 2017 r., B cua ot 7.11.2017 r., oT™., Op. 19 ot 2020 1.);

4. (moBa — /IB, 6p. 89 ot 2017 r., B cwia ot 7.11.2017 r., nom., O6p. 19 ot 2020 r.) nporHo3HuTe
KOJIMYECTBA 33 BCEKH JICKAPCTBEH MPOIYKT, 32 KOWTO ca JOTOBOPCHH OTCTHITKH;

5. (HoBa — /IB, Op. 17 ot 2019 ., u3m. u gom., 6p. 19 ot 2020 r.) 3amanase Bb3 OCHOBA Ha
pe3yJiTata OT TepalusaTa, KOraTo TakoBa € JIOTOBOPEHO 3a JISKAPCTBEHH MPOJTYKTH, 32 KOUTO €
ompezeNeHo MpocieasBane Ha edekra oT Tepanusara cbriaacuo wi. 259, an. 1, T. 10 3JIIIXM, kakto
Y BH3CTAHOBSIBAHE OT MPUTEKATEIUTE HA Pa3pelIeHUs 3a YIIOTpeOda HiTH TEXHU YITBIHOMOIIECHU
npencraButenu Ha H30K Ha 3amnaTenuTte cpecTBa mpu JIHICa Ha pe3yiTar;

6. (moBa — /1B, Op. 19 ot 2020 ., u3Mm., 6p. 49 ot 2022 1., B cmita ot 1.07.2022 r.) 3aabKeHHs Ha
CTpaHHTE NPU MPUIATAHETO HA MEXaHU3Ma, TapaHTUPAIIl TPEIBUAUMOCT M YCTOHYMBOCT Ha
oromxera Ha H30K o ui. 45, an. 31 330, cripsiMo BCHYKH JICKApPCTBEHH MPOAYKTH Ha
MIPUTEKATEINS Ha Pa3pelIeHHETO 3a YIoTpeda, 3arianiand HambJIHo uiu yactuaHo oT H30K;

7. (npepumina . 3— /1B, 6p. 89 ot 2017 r., B cuna ot 7.11.2017 r., npexuina T. 5, 6p. 17 ot 2019
r., npeaumHa T. 6, 6p. 19 or 2020 1.) IPYyTHU yCIoBus.

(12) (M3m. — 1B, 6p. 89 ot 2017 1., B cuinia ot 7.11.2017 r., 6p. 19 ot 2020 1., O6p. 49 0T 2022 T., B
cuia ot 1.07.2022 r.) JloroBopute 3a oTcThiku 1o wi. 21, an. 1, 1. 1 w/unu 3, u/unu 4 ce ckirouBar
1o 1 anpwit Ha cieBamiaTa KajJeH apHa roJiMHa ¥ BIM3aT B cujia oT 1 sHyapu Ha mocodeHaTa
roJIMHA.

(13) (Homa — /1B, 6p. 19 ot 2020 1., u3m., 6p. 49 ot 2022 r., B cuia ot 1.07.2022 r.) JlekapcTBeHn
MPOAYKTH, MOJUISIKAIIN HA 33 JBJDKUTEIHO IIEHTPAIM3UPAHO JIOTOBAPSTHE HA OTCTHITKK 10 wi. 21, ai.
1, 1. 1, 32 KOUTO HE ca CKJIFOYEHH JOTOBOPH B cpoka 1o ait. 12, ve ce 3amramar ot H30K ot 1
ampwII Ha MOCOYCHATA rouHa. 3a Tiepuoja oT 1 ssHyapu 10 1 anpui1 Ha mocoueHaTa roinHa
JeKapcTBeHHTE poAyKTH ce 3amramaT oT H30K u 3a Tax mpuTekatennTe Ha pa3penieHusITa 3a
yrnoTpeba/TeXHUTE YITbIHOMOIIEHH MpeacTaBuTeNu abikaT Ha H30K oTCThIIKH B MUHHMATHUS
pasmep, mocoueH B wi. 21, am. 1, T. 1.

(14) (Homa — ZIB, 6p. 19 ot 2020 r.) JloroBopuTe 3a OTCTBHIIKHU 10 4. 21, aji. 2 BIU3aT B CHjIa IpU
YCIIOBHE, Y€ JICKAPCTBEHUTE MPOJIyKTH, MPUHAICKAIN KbM HOBO MEKTYHAPOIHO HETTATEHTHO
HauMmeHoBaHue, 0baat BkiroueHu B [1JIC o uit. 262, an. 6, T. 1, cborBeTHO O wi. 262, ai. 6, T. 2
ot 3JIIIXM u ot nataTta Ha 3araniaHeTo Ha jJekapctBenure npoayktu oT H30K mpes cnenpamiara
KaJIeHJapHa rO/IMHA.

(15) (HoBa — 1B, 0p. 19 ot 2020 r.) 3a JiekapCTBEHUTE NPOYKTH, IPUHAJICKAIIA KbM HOBO
MEXyHapOJIHO HEMIAaTCHTHO HAMMEHOBAHKE, BKIIIOUEHH B [103UTUBHUS JIEKAPCTBEH CIUCHK 10 UJI.
262, an. 6, 1. 1 wum 2 ot 3JITIXM:

1. mo 30 cenTeMBpH Ha TEKyIaTa FOJMHA, 32 KOUTO 33 IIBPBU ITBT IIIE CE 3aIulalia OT OF/DKETa Ha
H30K, nogaBaneTo Ha MPEIOKECHUS, TIXHOTO PA3TJIekKIaHe U TOTOBAPSIHETO HA OTCTHIIKH I10 9JI.
21, an. 1, 1. 1, 3 u/unu 4 ce u3BBPINBA IPU YCIOBUATA U 110 peaa Ha wi. 23 u 23a;

MHdopMaumroHHa cuctema AIMNC
Awc  https://web.apis.bg

CTp. 22 oT 52



2. ciien 30 cenTeMBpH Ha TEKyIIaTa TOJMHA, 32 KOUTO 3a MFPBU ITBT 1€ CE 3aruiaiia oT O/ pKeTa Ha
H3O0K, nogaBaneTo Ha MpeAJIOKEHHS, TAIXHOTO Pa3TJICkKIaHE U TOTOBAPSHETO HA OTCTHIIKHU IO YJI.
21, an. 1, 1. 1, 3 u/wnu 4 ce u3BBPINBA OT HAYAJIOTO HA CJIC/BAIATa KaJCHIapHA FOINHA.

(16) (M3m. — 1B, 6p. 89 ot 2017 1., B cuiia ot 7.11.2017 r., npeaumina an. 13, 6p. 19 ot 2020 r.) 3a
JexkapcTBeHuTe npoaykTu no ui. 20, an. 1, T. 3 B 1oroBopure ce ChIbpxKar u.

1. (u3m. — JIB, Op. 17 ot 2019 1.) mporHo3eH Opoii marueHTH, ChOTBETHU MPOTHO3HU KOJIHMYECTBA
JIEKapCTBEH MPOIYKT U ChOTBETHU MPOTHO3HU TOJUIITHUA PA3XOH 32 JIEKAPCTBEHUS MPOAYKT 32
TPHUTOJUIICH IMepUoJT OT BKIItouBaHeTo My B [1JIC — 3a Bcska OT FOJIMHUTE;

2. KpUTEepUH 32 IPEINUCBAHE HA JIEKAPCTBEHUS MIPOIYKT;

3. IpyTH yCIIOBHSI.

(17) (U3m. — IB, 6p. 89 ot 2017 1., B cuna ot 7.11.2017 r., npeaumHa ai. 14, 6p. 19 ot 2020.)
Ex3eMIuisp ot CKIFOYeHHTE JOTOBOPH 32 OTCTHIIKH 1Mo Wwi. 21, an. 2 ce mpemoctass o H30K Ha
Harmonanuus CbBeT M0 IEHU U peuMOYypCUpaHe Ha JIEKAPCTBEHUTE MPOTYKTH ChIVIACHO Wi. 262,
an. 10 3JITTXM.

(18) (IMpemuina an. 15, nom. — 1B, 6p. 19 ot 2020 r.) /IoroBOpeHUTE OTCTHIIKH Ca 3aAbIDKUTCITHH
3a CpoKa Ha JCWCTBHE HA JOTOBOPHUTE U HE MOTAT Jia C€ U3MEHSAT 10 HAYMH, KOWTO BOIH 10
yBenuuaBaHe Ha pazxoaute Ha H30K. B ciydaii ye 3a nekapcTBeH MPOIYKT, 32 KOWTO €
JIOTOBOPEHA OTCTHITKA M0 Wwi. 21, ain. 1, T. 1, oTnagHe yCIIOBUETO MIPH M3YMCIISIBAHE HA CTOMHOCTTA,
3amamana or H30K, n1a He yyacTBaT neKapcTBEHH MPOIYKTH HA JPYTH MPUTEKATENN HA
paspelienue 3a ynorpeba, MPUTEKATENIAT Ha Pa3pelIeHUETO 3a yroTpeba/HeroB yIrbIHOMOIICH
npencraButen yBeaomsna nucMeHo H30K B aBycenMudeH Cpok OT OTpa3siBAaHETO HA MPOMSHATA B
TJIC no wi. 262, an. 6, T. 1 wum 1. 2 3JII1XM, 4e xenae 1a ce MpeKpaTH JOTOBOPHT 110 OTHOIIECHUE
Ha OTCTBIIKATA 32 TO3M MPOIYKT UIH 1€ TpoAbIDKH fa npeaoctaBs Ha H30K orcTenkara kato
JOOPOBOJIHA B CHIIHS WK IPYT pasMep.

(29) (ITpemumna an. 16 — 1B, 6p. 19 ot 2020 1.) B cpoka Ha neiicTBHE HA JOTOBOPUTE MOTaT Jia ce
CKJTIOYBAT JIOMTBITHUTEITHU CIIOPa3yMEHHSI 32 IMO-BUCOKH pa3MepH Ha OTCTBHIIKUTE, KOWTO BIIM3aT B
CHJjia OT JaTaTa Ha CKJIIFOYBAHETO M.

(20) (HoBa — 1B, Op. 17 ot 2019 r., npeaurinHa ain. 17, 6p. 19 or 2020 r.) [Ipu HOBa O1leHKa Ha
3JIpaBHUTE TEXHOJOTHUH 32 JIEKAPCTBEH MPOAYKT, U3BBPIIEHA 10 peaa Ha wi. 262a, an. 3 3JIIIXM, e
HaJIMIIE OCHOBAHWE 3a IPEIOTOBAPSIHE HA OTCTHITKATA 3a JIEKAPCTBEHUS MPOIYKT, KAKTO H 32
MpeIoToBapsiHe Ha OTCTHIIKU 32 APYTH JEKAPCTBEHU MPOAYKTH ChC CHUTUTE UIH CXOIHU
TEPANeBTHYHY TTOKA3aHUS C OTJIC/I CPABHUTEIIHATA KM TEPAIEBTHYHA €)EKTUBHOCT CHIIIACHO
YTBBPICHHSI TOKJIA]l 32 OLICHKATA.

Y. 236. (Hos — JIB, 6p. 62 ot 2015., B cuta ot 14.08.2015.) (1) (M3wm. — JIB, 6p. 49
ot 2022 r., B cua ot 1.07.2022 r.) JIoroBopeHUTE OTCTHITKH MO (hopMaTa Ha Bh3CTAHOBSBAaHE Ha
Pa3xoau ce MPenoCTaBAT Clie/l MPUKITIOYBAHE Ha BCIKO TPUMECEUHE OT MPUTEXKATEIS Ha
pa3pelieHreTo 3a yrnorpeda Ha JeKapCTBEHHS MPOAYKT/HETOBUsI YITBIHOMOIICH MTPEACTABUTEN Ype3
mupexTHO Tamane #a H30K ciien mommydaBaHe Ha cripaBKa 3a KOJMYECTBATA OT JIEKAPCTBEHUS
MPOJYKT IO €EKTPOHEH OTYET ChIaacHo wi. 8, an. 3, 3amarenu ot H30K mpe3 choTBeTHUS
nepuo. B cipaBkara ce nocousar pasxoaure Ha H30K 3a Bceku iekapcTBEH NPOAYKT B
3aBUCHMOCT OT OTYETEHHTE KOJIMYECTBA 32 TPUMECCUUETO, KAKTO M CTOHHOCTTA Ha IbJDKUMATa
OTCTBIIKA.

(2) (Tom. — 1B, 6p. 89 ot 2017 r., B cuna ot 7.11.2017 r.) HaronasaHaTa 31paBHOOCUTYPUTETHA
Kaca MpeICTaBs Ha MPUTEKATEIs Ha pa3pelleHHeTo 3a YIOTpeOa/HeroBus YIIbIHOMOIICH
npezacTaBuTel cripaBkara 1o ain. 1 B 30-1HeBeH CpoK OT U3THYaHE Ha OTYETHHUS mepuos. B
CITy4auTe, KOraTo ca JIOrOBOPSHU OTCTHIIKH B Pa3IMYCH pa3Mep 3a pa3iinuHHi TePareBTUUHH
MOKa3aHMsl Ha JIEKapCTBEHHS NPOIYKT ChIriacHo wi. 21, an. 3, cipaBkaTa MOXe Ja ChIbpiKa
nHpOpMaNys 3a 3aIUIATCHUTE KOJMYECTBA OT JICKAPCTBEHUS MPOAYKT IMMOOTACITHO 32 BCSIKO OT
TepareBTUYHHUTE TOKa3aHMUI.

(3) (U3m. — [IB, 6p. 49 ot 2022 1., B cuna ot 1.07.2022 r.) [IpurexaTensT Ha pa3peiieHUETO 3a
yrnotpe0a/HEroBHsT yI'bIHOMOILCH MPECTABUTEN UMa IPABO Ja PEICTAaBH MUCMEHO Bb3paKCHHE
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B /-THEBEH CPOK OT IOJIy4aBaHETO Ha cripaBkaTa, kato H30K pasriexna He3abaBHO BB3pakeHUETO
Y M3Tpalia TICMEH OTIOBOP TI0 HETO B 7-JAHEBEH CPOK OT JlaTaTa Ha MOJy4yaBaHEeTo My. JIMPEKTHOTO
wianfane kbM H30K ce ochinectssiBa B cpok ot 20 (n1BajzeceT) KaJeHIApHHU JIHU CIIE]T IOJy4YaBaHe
Ha CIIpaBKaTa 1o ai. 1 mpu imrica Ha Bb3paXeHHUsI, PECTIEKTHBHO CJIe]T TIOJTyYaBaHe Ha TUCMEHUS
otroBop. 3a m3BbpuIeHoTo mianane H30K u nputexarensT Ha pa3peiieHueTo 3a ynorpeda Ha
JIEKapCTBEHHUS TIPOYKT/HETOBUAT YITBIIHOMOIICH TPEICTABUTEN MOIMUCBAT MPOTOKOJ ChIIIACHO
npusnoxenue Ne 8a.

(4) (Hosa — IB, 6p. 89 ot 2017 r., B cuia ot 7.11.2017 r., ot™., Op. 17 ot 20191.).

(5) (ITpeaumina an. 4, non. — 1B, 6p. 89 ot 2017 1., B cuna ot 7.11.2017 r., usm., 6p. 17 ot 2019T1.)
3a oOe3nevaBaHe Ha MUIAIIAHKAITA 110 al. 3 MPUTEKATEIAT Ha pa3pelIeHUEeTo 3a yrnoTpeda/Heros
YI'BITHOMOIIICH MpeicTaBuTeN yupeasna B moi3a Ha H30OK 6e3ycrnoBHa 1 HEOTMEHsieMa rapaHius
ChC CPOK HE MO-MaJKo oT 15 Mecemna u pa3mep He mo-mMaiiko ot 120 Ha ¢TO OT CTOHHOCTTA Ha
JIOTOBOpPEHATa OTCTHIIKA BHPXY MPOTHO3HUS TOAMILIEH Pa3Xo/ 3a JEKAPCTBEHUTE MPOIYKTH OT
ChOTBEeTHaTa rpyna. [IporHO3HHAT AsT Ce OTpeetst eXKEeT0{HO 3a BCEKH MPUTEXKATeN Ha
paspelicHue 3a ynorpeda/HeroB yIirbJIHOMOIICH MPEICTaBUTEIN. 3a Ta3H YacT OT MPOTHO3aTa MOrat
Jla Ce MU3UCKBAT U M3IOJI3BAT IPOTHO3U HA MPUTEKATEIUTE HA Pa3pelICHHUs 3a ynoTpeda/TeXHU
YI'BITHOMOIIICHH MTPEICTABUTENH.

(6) (ITpeaumina an. 5— 1B, 6p. 89 ot 2017 r., B cuina ot 7.11.2017 r.) B exHOMecedeH Cpok OT
npukiIrouBane Ha goropapsiHeTo H30K nmyOnukyBa Ha ouipanHaTa Ci HHTEPHET CTpaHuUIla 001a
nH(popMaIus 3a T0roBOPEHUTE OTCTHIIKH, 0€3 /1a MOCoYBa pa3Mepa UM.

(7) (ITpeaumrna an. 6 — 1B, 6p. 89 ot 2017 1., B cuna ot 7.11.2017 r.) Bceku Thproseir Ha eapo
MOXeE J1a T0a/Ie YBEIOMJICHHE Upe3 MPUTEKATENsI Ha pazpenieHueTo 3a ynorpeda no H30K, ue
JKelae Aa pa3npoCcTPaHsBa JIEKaPCTBEHH MPOTYKTH C JOTOBOPEHUTE OTCTHIIKH.

(8) (ITpeaumina an. 7, usm. — JIB, op. 89 or 2017 r., B cuna ot 7.11.2017 r.) B 3-1HEeBeH CPOK OT
nocThIIBaHe Ha yBegomieHueto no ai. 7/ H30K nedunupa koq Ha Thprosell Ha eApo.

Ya. 23s. (Hos — /IB, 6p. 62 ot 2015 1., B cuma ot 14.08.2015 r., u3m., 6p. 89 ot 2017 r.,
B cwia ot 7.11.2017 r.) (1) OTcThKM MOTAT J1a ce AOTOBapAT Mpe3 IslaTa KaJieHIapHa T'oIMHA 110
pena, yCTaHOBEH B TO3H pasell, 3a JICKAPCTBEHU MPOTYKTH:
1. (mom. — JIB, 6p. 19 ot 2020 1.) mo wi. 20, an. 1, T. 3 — 3a Te3u MPOAYKTH OTCTHIKKUTE 1O 4wi. 21,
aJl. 2 ce 0rOBapsT B €IHOMECECUEH CPOK OT I0/IaBaHe Ha TPEIOKCHUS 32 TAX,
2. (mom. — JIB, 6p. 19 ot 2020 r.) 3amiamnianu HambIHO WK yacTuaao o H30K u kouto He
MOJIISKAT Ha 3aBJDKUTEITHO [EHTPATU3UPAHO JIOTOBAPSHE HA OTCTHITKH — 3 T€3H MPOIYKTH CE
JIOTOBAPAT AOOPOBOJIHU OTCTHIKHU O] hopMaTa Ha Bb3CTAaHOBSIBAHE HA Pa3XO0JU B OMPEAENEH OT
cTpanuTe pasmep ot pazxoaute Ha H30K 3a te3u npoaykTy;
3. (mom. — 1B, 6p. 19 ot 2020 r.) 3amiamnianu HambaHO WK YacTudao o H30K, kouto B pesynrar
Ha u3MeHeHus u nombiaHeHus B [IJIC ca ctanamy 00eKT Ha 3aIbKUTEITHO IICHTPATH3UPAHO
JIOTOBApsIHE HA OTCTBHIIKY - 33 T€3U MPOJIYKTH MMOJAABAHETO HA MPEATIOKEHUS U IOTOBAPSIHETO Ha
orcThiku 1o wi. 21, an. 1, 1. 1, 3 u/vnu 4 ce u3BbpIIBa B €IHOMECCUEH CPOK OT JaTara, Ha KOSTO
MPOJIYKTHUTE Ca CTAHATU O0EKT Ha 3aAbKUTEITHO [IEHTPATU3UPAHO IOTOBAPSIHE HAa OTCTHIIKU.
(2) (U3m. — 1B, 6p. 19 ot 2020 r.) [loroBopuTe 3a OTCTHIKH 1O aj. 1, T. 1 BIMU3aT B CUJIa CHIITACHO
i1, 23a, ain. 14, no an. 1, T. 2 — oT garara Ha CKJIKOYBAHETO UM, a 1o aji. 1, T. 3 — oT marara, oT
KOSITO ca 00EKT Ha 3abJKUTEITHO IEHTPATU3UPAHO JOTOBAPSHE HA OTCTHITKH.

Y. 23r. (Hos — /IB, 6p. 44 ot 2016 1., B cuia ot 10.06.2016 r.) (1) 3a nekapcTBeHHTE
MPOJYKTH C HOBO MEXYHAPOJIHO HEMATCHTHO HAMMCHOBAHHKE, [TOJJIC)KAIIH Ha TOTOBAPSIHE HA
OTCTBIIKH, UK KOMOUHanusATa (Mpu KOMOMHUpaHH jiekapcTBeHu npoayktr), H30K mposepsisa
JaJId MEXyHapOIHOTO HETIATEHTHO HAMMEHOBAHUE, KbM KOETO MPUHAICHKH JICKAPCTBCHUST
NPOJYKT WM KOMOMHAIUATa (P KOMOMHUPAHH JIEKaPCTBEHH MIPOIYKTH), MOKE JIa CE MOJI3Ba OT
MAUCHTHUTE B TIOHE MET AbPKABU — WICHKH Ha EBPONCHCKHS ChIO3, UPE3 CHOTBETHUTE UM CHCTEMHU
3a 3aIulalante ¢ MyOJInYHHE CPEICTBA.

(2) He ce cxirouBat A0roBOpH 3a OTCTBIIKU 3a JICKAPCTBEH MPOAYKT 1o wi. 21, an. 2, ako
MEXTyHapOIHOTO HEMATEHTHO HAMMEHOBAHKE, KbM KOETO TOW MPHHAUIEKHU WIIH KOMOMHAIIUATA
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(mpu KOMOMHUpAHH JIGKAPCTBEHU MPOYKTH) HE MOXKE J1a CE MOJI3Ba OT MAlMCHTUTE B IIOHE TIET
IbpKaBU — WIEHKU Ha EBponeiickus cbio3, Upe3 CbOTBETHUTE UM CUCTEMH 3a 3aIulalaHe ¢
myOJIMYHM CPECTBA.

(3) 3a ymocroBepsiBaHe Ha 0OCTOSTENICTBATA N0 aj. 1 MpHUTEKATENAT Ha Pa3pEIICHUETO 3a
ynoTpeOa/HeroBHsT YIIbIIHOMOIIIEH npecraButen npeactass Ha H30K cnimcbk Ha 1bpikaBUTE —
wieHKH Ha EBponeiickus ¢bio3, B KOUTO MEXIyHAPOJAHOTO HEMATeHTHO HAMMEHOBAaHUE, KbM KOETO
NPUHAJUICKHN JIEKAPCTBEHUAT MPOIYKT WM KOMOMHanusTa (Mpu KOMOMHUPAHH JIEKapCTBEHH
HPOJYKTH), MOXKE J]a Ce TOJI3Ba OT MaMEHTHTE Ype3 CHOTBETHUTE UM CHCTEMH 3a 3aIlIaliaHe C
nyOJIMYHM CPEJCTBA, M TOCOYBA U3TOYHHUIINTE, HA KOUTO ce 0a3upa mpeaocraBeHaTa HHpopMarus.

Ya. 23n. (Hos — B, 6p. 17 ot 20191.) (1) [loroBopeHara otctbika 1o wi. 21, an. 1, 1. 4
ce npenocTaBs aBaHCOBO A0 10-0 yuciio Ha MBPBUS MEcel] OT TPUMECEUUETO OT MPUTEKATENI Ha
pasperieHueTo 3a yrnorpeda/nerosust yubiaHomoiieH npeacrasures Ha H30K wHa 6a3a Ha
MIPOTHO3HUTE KOJIMYECTBA, IOCOUYECHHU B CKIIFOYEHHUS JOTOBOP 32 OTCTBHIIKHM 32 ChOTBETHATA I'OAMHA 32
CHOTBETHUS JIEKAPCTBEH TPOJTYKT.

(2) UspaBHsaBaHETO HA CpEeCTBATA 3a JOTOBOPEHATa OTCTHIIKA, HAJIBUIIABAIIA aBAHCOBOTO
IJIamande 1o an. 1, ce u3BbpPIBa Ha 0a3a MOANMKMCAHUS ITPOTOKOJI ChIITacHO TpuiioxkeHue Ne 80,
NIPUIPYKEH ChC ClpaBKaTa o wi. 230, ajl. 1, oT mpuTexarens Ha pa3pelieHueTo 3a
yrnoTpeOa/HeroBus yIrbJIHOMOIIEH MPEICTABUTE € TUIAIaHe B cpoka mo wi. 230, an. 3. B ciy4aii ue
BB3HUKHE pa3iuka 3a Bb3cTtaHoBsiBaHe 0T H30K, 151 Moxe J1a ce mpuxBaHe OT AbJDKMMATa OTCThIIKA
3a CJIeJIBAILO TPUMECEUHE.

(3) 3a oOe3neuaBaHe Ha IUIAIIAHKUATA T10 ANl. 2 TIPUTEXKATEIAT HA Pa3peIICHUETO 3a
ynotpeba/HeroBHsT YIIbIHOMOIIIEH Mpe/cTaBuTeN yupeassa B nmoiasa Ha H30K 6e3ycioBHa u
HEOTMEHsIeMa rapaHLus CbC CPOK HE MO-Maliko oT 15 mecena u pazmep He no-manko ot 120 Ha cTo
OT CTOHHOCTTa Ha JOTOBOPEHATa OTCTHIIKA HA 0a3a Ha MPOrHO3HOTO KOJIMYECTBO 32 ChOTBETHHS
JIeKapCTBEH MPOAYKT.

Paznean ||
(Hos - /IB, op. 48 ot 2014 1.)
Yci10BUSI, KPUTEPUH U Pejl 32 30 bJKUTETHO
HEHTPAJM3UPAHO I0TOBapsiHe HA OTCTHIIKM OT CTOHHOCTTA Ha
JIEKAPCTBEHUTE MPOAYKT 32 3[IPaABHUTE JeHHOCTH 10 4. 82,

aj. 2, T. 3 ot 3aKkoHa 3a 3apaBeTo, 3a kouto H3OK 3aniama
(3ara. gon. — [IB, 6p. 62 ot 2015 ., B cuara ot 14.08.2015.)

Y. 24. (Hos — /IB, 6p. 48 ot 2014 1.) (1) (M3Mm. u nom. — JIB, 6p. 62 ot 2015 1., B cua
ot 14.08.2015 r.) Ha ocHoBanue 4. 45, an. 13 330 H30K mpoBex/ia 3aabKUTETHO
LEHTPAJIM3UPAHO IOTOBAPSHE C MPUTEIKATEIUTE HA pa3pellcHus 3a yroTpeda Ha JIeKapCTBCHU
MPOAYKTH W/UIK C TEXHH YITBITHOMOIICHH MPEACTABUTEIIN Ha OTCTHIIKK OT I[CHATa Ha
JICKapCTBCHUTE MPOYKTH 3a 3[PaBHUTE JCHHOCTHU 10 wi. 82, ain. 2, T. 3 33 u 3aruiamia CTOHHOCTTa,
MOJIyYCHA B PE3yJITaT Ha HAMaJIeHaTa C JOTOBOPEHHUTE OTCTHITKH I[CHA Ha JICKAPCTBEHUTE TPOTYKTH.
(2) (U3m. — 1B, Op. 62 ot 2015 ., B cuna ot 14.08.2015 r.) HanmonanHara 31paBHOOCHTYPHUTEITHA
Kaca MPOBEkK/Ia JOrOBapsSIHETO MO al. 1 mpe/u 3armoyBaHe Ha ChOTBETHATA HAIMOHAIHA, pETHOHATHA
WK OOIIMHCKA MPOrpaMa, KaKTo M 3a BCsKA ClIE/BAllla KaJICHIapHa TOMHA OT Meproja Ha
JIEMCTBHUETO .

(3) (dom. — 1B, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r.) B cinyyaure, KOrato ce J0roBapst
OTCTBHIIKM 3a KaJIeHJapHa roIuHa, J0roBapsHETO Ce U3BBPINBA B CPOK 10 31 ssHyapu Ha chinata
rojuHa. JJoroBOPEeHUTE OTCTHIIKH Ca 33IbDKUTEITHH 32 CPOKa Ha JICHCTBUE HA JJOTOBOPUTE U HE
MOTarT Jia c€ U3MEHST 10 HaYyuH, KOUTO BOJIU 70 yBenuvaBane Ha pazxoaute Ha H3O0K. I1pe3
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KaJICHAapHaTa roJjuHa Morart aa 6’bIlaT AOTrOoBapsaHU JOMBJIHUTCIIHO MMO-BUCOKH Pa3sMEpH HA
OTCTBIIKUTEC.

Y. 25. (Hos — JIB, 6p. 48 ot 2014 1.) (1) 3a npoBexaane Ha goroapsHeTro H30K
OTIIpaBs OKaHa 1o obpasell, yrbpeH oT ynpasurtens Ha H30K, no mpurexarenure Ha
paspelieHus 3a yrnorpeda Ha ChOTBETHUTE JICKAPCTBEHH MPOAYKTH/TEXHUTE YITJIHOMOIICHU
MPEeICTABUTEIIH.
(2) Mokanara chaBpIKA:
1. appecatute Ha JOTOBAPSHETO;
2. HAUMEHOBAHUE Ha JIEKAPCTBEHUS MPOTYKT, OOEKT HA JOTOBAPSHETO;
3. CPOK U MSICTO 3a MOJJaBaHE Ha MPEIOKEHHSATA;
4. anpec, TenedoH, (akc, eISKTPOHEH aJpec U JIUIIE 3a BPb3Ka.
(3) INokanara ce myOnukyBa Ha HHTepHET cTpanuiara Ha H30K.
(4) KpM mokaHata ce npuiiara oopaserl Ha JoroBop, YTBbp/cH oT ynpasureis Ha H30K.

Ya. 26. (Hos — [IB, Op. 48 ot 2014 1.) (1) B cpoka, mocoyeH B mokaHata, KaHIUIaTHTE
MIPEJICTaBAT B AeN0BOACTBOTO Ha LlenTpannoto ynpasienne Ha H30K B 3anedaran Hempo3paueH
IUTMK C HEHApYIIeHA ISUTOCT CIICIHUTE JTOKYMCHTH:

1. npeayioxkeHue, MOAMUCAHO OT MPUTEKATEINS HA Pa3pelICHHETO 3a YIIoTpeda Ha ChOTBETHUS
JICKApPCTBEH MPOIYKT WU OT HETOB YITBTHOMOIIICH IIPEICTABUTEIT,

2. (u3m. — JIB, 6p. 89 ot 2017 r., B cuia ot 1.01.2018 r.) nrdopmMaius OTHOCHO eIUHHHUS
HUICHTH()HUKAITMOHEH KO Ha JAPYKECTBOTO WIIH KOOTIEpAIUATa OT THPTOBCKHSI PETHCTHD, a 3a
Jpy’KecTBaTa, peTUCTPUPAHU B IbpKaBa — YieHKa Ha EBponeiickus chio3, WK B AbpKaBa — CTpaHa
o CriopazyMeHHeTo 3a EBponeiickoTo MKOHOMUYIECKO IMTPOCTPAHCTBO — KOITKE OT JOKYMEHT 3a
aKTyaJlHa PeTUCTpaIUs 10 HAIMOHATHOTO 3aKOHOJATENICTBO, U3/1aJIeH OT KOMIIETEHTEH OpTraH Ha
ChOTBETHATA JIbPKaBa, He IMO-KhCHO OT 6 Mecela mpe/u MoJaBaHe Ha 3asBICHUETO; HH(popMamusTa
ce MpeA0CTaBs 3a MPUTEkKATEIs Ha pa3pelIeHUETO 3a YIoTpeda, a B Cllydail 4e MPeasiosKeHUETO ce
10/1aBa OT YIIBJIHOMOIICH MPEACTABUTEI — U 3 YITBITHOMOIICHUS TIPEICTABUTEI,

3. (u3m. — 1B, 6p. 89 or 2017 1., B cma ot 1.01.2018 r.) mbJIHOMOIIIHO 32 y4acTHE B IOTOBAPSHETO,
B T.4. M 3a TI0J[aBaHe Ha MPEUIOKEHUE 3a OTCThIIKA/H — B CIyYail 4e Mpe/I0KEHHETO ce T0/[aBa OT
YI'BITHOMOIIICH MPEICTAaBUTEN Ha IPUTEXKATENs Ha pa3pelIeHUeTo 3a ynorpeda; Korato
IIBJTHOMOIITHOTO € M3/I3JICHO Ha Yy K]I €3UK, KbM HETO Ce Mpuiara mpeBoI Ha ObITapCKu €3UK,
W3BBPIIEH OT MPEBOIay, KOWTO UMa CKITFOYEH JIOTOBOP ¢ MHUHHUCTEPCTBOTO HA BHHIITHUTE PabOTH 3a
W3BBpPIIBaHE HA OQUIHMATHU TIPEBON; B ITBTHOMOIIHOTO CJIe/IBA JAa OBJAT TOCOYCHN KOHKPETHHUTE
JIEKapCTBEHU MPOJYKTH C TEXHUTE MEXKIyHAPOIHU HEMATEeHTHU HAMMEHOBAHUS U ThPTOBCKH
HAaWMEHOBAHMSI, 32 KOUTO MPEJACTABUTEIIAT € YITHITHOMOIIICH;

4. mputexaren/u Ha pa3pelieHre 3a ThProBHUs Ha €pO C JCKAPCTBEHH MPOILYKTH, KOUTO/KOUTO
pasnpocTpaHsBa/T CbOTBETHHUS JIEKAPCTBEH MPOIYKT.

(2) Bopxy minka ciiesiBa Jia € ToCOYeH MOJATes ST U aapec 3a KOPECIOHICHIIHS.

(3) B nenmoBoactBoTo Ha L{entpantoro ynpasienune Ha H30K He ce nmpuemar mpeioskeHus, KOUTO
ca MoJaJIeH! CJIe]] M3THYAHETO Ha KpalHUs CPOK WM ca MPEJCTABCHH B He3ameuyaTaH, Mpo3padcH
TUTMK WM TUTHK ¢ HapyIIeHa MsII0CT.

(4) TIputexarenute Ha pa3pelIeHUs 3a ynoTpeda Ha JCKAPCTBEHH MPOLYKTH/TEXHH YITBIHOMOIICHH
MPEJICTAaBUTEIIM MOTAT JIa MTO/IaBaT MPEIJIOKEHUS 3a OTCTHIIKU M 03 J]a € OTIpaBeHa IOKaHa OT
H3O0K, kakTo u u3BbH cpoka 1o ui. 24, ai. 3.

(5) MpemnosxkenusTa mo ai. 4 ce MoaaBart 1Mo oopasel] ChriIacHO mpuiokeHue Ne 9, KbM KOHUTO ce
mpuiarat JOKyMeHTUTe 1o ui. 26, an. 1, 1. 2— 4.

Ya. 27. (Hos — /1B, Op. 48 ot 2014 1.) (1) 3a mpoBekaaHe Ha TOTOBAPSHETO YIIPABUTEIISAT
Ha H3OK onpenens cbe 3anosen komucus ot cayxkurenu Ha H30K. B 3anoBeara ce onpenensar
npejceaares Ha KOMUCUATA U ChOTBETHU PE3EPBHU WICHOBE.
(2) B chcTaBa Ha KOMHCHSATA 3aIbIDKUTEIHO CE BKIIOYBAT IIPABOCIIOCOOCH FOPUCT, MAarUCThP-
(bapMarieBT/vi 1 HKOHOMHCT/H.
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(3) 3amoBenra mo an. 1 ce u3aasa cie/ myOJMKyBaHE HA MOKaHaTa 1o wi. 25, ai. 1.

Ya. 28. (Hos — /1B, 0p. 48 ot 2014 1.) (1) Komucusita u3BbpiiiBa mpoBepka Ha
NOJaICHUTE JOKYMEHTH 10 Wi. 26, ait. 1 3a CbOTBETCTBUETO MM C Ta3H Hapeada, KaTo uMa MpaBo Ja
MOMCKA OT yYacTHHKA B 3-JTHEBEH CPOK J]a OTCTPAHU HEPEIOBHOCTH M/UITH J1a PEAOCTaBU
JTOIBIHUTEHA UH(OpMALUs KbM TTOAaCHUTE JOKYMEHTH.

(2) Komucusta He pas3riex/ia npeiosKeH s, KOUTO He OTTOBapsIT Ha U3UCKBAHUATA HAa HapenOara,
KaKTO U Ha YYaCTHHUIIMTE, KOUTO HE Ca OTCTPAHIIN HEPETOBHOCTUTE U/WITU HE ca TMPEIO0CTABHIH
JOMBIIHATEIHATA HHPOPMAIIHS B ONPEACICHUS CPOK.

Ya. 29. (Hos — /1B, Op. 48 ot 2014 1.) (1) IIpu pasriexaane Ha IpeIOKEHUATA HA
YYACTHHIIUTE MIPECEeNATENSAT U ABaMa OT WICHOBETE Ha KOMUCHSTA Ce TIOANMCBAT BEPXY BCIKA
CTpaHMIIA OT MPEAJIOKECHUATA.

(2) Komucusrta 1mo cBOsI IpeIieHKa MOJKE Jla MOKAHU YYaCTHHUK Ja T10/1a/1e HOBH MPE/IOKCHUSI.

(3) KomucusTa n3roTssi MpOTOKOJIH 32 CBOSITa padOTa U C pelIeHHe 00sIBsIBA PE3yJNTaTUTE OT
MIPOBEICHOTO JIOTOBAPSHE, KaTO MOCOYBA!

1. pa3mepa Ha JOrOBOPEHHUTE OTCTHIIKH, aKO TAaKUBA Ca JOIOBOPEHH;

2. croiiHoctTa, KosiTo H30K e 3amania, moiaydeHa B pe3yiTaT Ha HaMajieHaTa ¢ JOrOBOpeHATa
OTCTBIIKA [ICHA Ha JIEKAPCTBEHUTE MPOTYKTH.

(4) Bb3 ocHOBa Ha PELICHUETO IO aJl. 3 KOMUCHATA U3TOTBSI IPOCKTH HA JIOTOBOPH U TU MPEICTABS
Ha ynpasutensa Ha H30K.

Y. 30. (Hos — /IB, 6p. 48 ot 2014 r.) HarnonanHaTa 3jpaBHOOCUTYPHUTEIIHA Kaca
nyOJIMKyBa Ha MHTEPHET CTpaHUIIaTa CH HH(POPMAILIUS 33 CKIIFOUSHHUTE JIOTOBOPH, O€3 1ia ce
IIOCOYBAT PasMEPUTEC HA JOTOBOPCHUTE OTCTHIIKU, KAKTO U I/IH(i)OpMaHI/Iﬂ 3a aApECUTC HA
MIPUTEKATEIIUTE HA pa3peIleHus 3a yroTpeda u/WiM YIrbJIHOMOIICHUTE UM MPEICTABUTEIIH,
tesie)OHHN HOMEpA | JIMIIA 32 KOHTAKT.

Paznen |11
(Hos - JIB, 0p. 48 oT 2014 1., 0oTM., Op. 62 0T 2015T., B cIJ1a OT
14.08.2015r.)

YciaoBusi, KpUTEPUH U Pe/l 3a IOroBapsiHe HA OTCTHIKH OT
CTOIHOCTTA 32 CHOTBETHATA IPyNa MeIUIMHCKHU H3IeJIusl,
BKJIIOYEHH B cCMUCHKA M0 W1. 30a oT 3aKoHa 32 MEeINIIHHCKHTE
H31eIus

Ya. 31. (Hos — /IB, 6p. 48 ot 2014 1., oT™., Op. 62 o1 2015 T., B cmia ot 14.08.2015.).
Y. 32. (Hos — JIB, 6p. 48 ot 2014 1., oTM., Op. 62 oT 2015 T., B cuita ot 14.08.2015.).
Ya. 33. (Hos — JIB, 6p. 48 ot 2014 1., oT™., Op. 62 o1 2015 T., B cuia ot 14.08.2015.).
I'naBa nera
(HoBa — JIB, 6p. 17 o1 2019T1.)
YCJIOBUA U PEJ/I 3A Bb3CTAHOBSABAHE OT
NPUTEXATEJIUTE HA PASPEHIEHUSATA 3A
YIIOTPEBA WJIN TEXHUA YITBJIHOMOIIEHHU
INPEACTABUTEJ/IN HA IIPEBUILIEHUTE BIOJKETHHU
CPEACTBA IIPHU ITPUJIATAHE HA MEXAHU3BM,
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TAPAHTUPALL MTPEJABUIMMOCT U YCTOMYUBOCT
HA BIO/I’KETA HA H30K
(3ara. usm. — [IB, op. 19 ot 2020 1.)

Ya. 34. (Hos — /IB, 6p. 17 ot 20191.) (1) (3m. — IB, 6p. 19 ot 2020 1., Op. 49 ot 2022
r., B cuia ot 1.07.2022 r.) 3a rapanTHpaHe NpeIBUAMMOCT U YCTOHYMBOCT Ha Oroykera Ha H30OK
3a 3[paBHOOCUTYPHUTETHH IUIAIIAHUA 32 JIEKaPCTBEHH MTPOIYKTH ChITIACHO 3aKOHA 3a OI0/KeTa Ha
H3O0K 3a chorBeTHaTa roguna Hamgzopuusr ceBer Ha H30OK exxeroano mpuema c perieHue
MexaHu3bM 110 wi. 45, an. 31 330.
(2) Mexanu3msbt 1o ai. 1
1. e npuoXXMM 3a BCUYKH JIEKApCTBEHH MPOAYKTH, BKItoueHu B [1JIC mo wi. 262, ain. 6, 1. 1
3JIIIXM, 3amnamanu HarrbiaHO uin yacTuuHo oT H3OK, u 3a Bcuuku JekapcTBEHU NMPOAYKTH,
prirroueHd B I1JIC mo wit. 262, an. 6, 1. 2 3JIIIXM wu 3amnamanu ot H30K B 6osHM4YHATa
MEHUIIMHCKA TIOMOIIl U3BbH CTOMHOCTTA HA OKa3BaHUTE MEIUIIMHCKU yCIyTH,
2. UMa JIeHCTBUE CIPSMO BCHUUKH MPUTEKATENN HA pa3pelieHre 3a ynorpeda Ha JIEKapCTBEHUTE
MPOJIYKTH 1O T. 1 ¥ TEXHUTE YITBITHOMOIICHU MPEICTABUTENIN TP HATHMYME HA OCHOBAHHSTA U
yCIIOBUSITA, YCTAHOBEHU B HETO;
3. (u3m. — 1B, 6p. 19 ot 2020 r.) ce npuiiara 3a KaJeHIapHaTa FOAMHA, 33 KOSATO € MPUET.
(3) (M3m. — JIB, 6p. 19 ot 2020 ., 6p. 49 o1 2022 1., B cuna ot 1.07.2022 r.) Hanmonannara
3/IpaBHOOCUTYpUTEIIHA Kaca, B CPOK 110 5 paboTHuU 1HU OT 0OHapo/BaHe B " /IbpkaBeH BECTHUK Ha
peuieHueTo o ai. 1, my6GnukyBa Ha UHTEpHET CTpaHHIlaTa CU ChOOILEHUE 10 PUTEKATETUTE Ha
paspelieHus 3a ynorpeda Wik TEXHHU YITbITHOMOIICHH MPEICTABUTENHN 33 CKIIFOYBAaHE Ha IOTOBOPH
3a Npwiaraie Ha Mexanusma 1o wi. 45, an. 31 330 3a roaunara, 3a KosATO € npuet. JloroBopure ce
CKJIFOUBAT 10 00pasel, myOauKyBaH Ha HHTepHeT cTpanunara Ha H30K.
(4) (U3m. — 1B, 6p. 19 ot 2020 1., 6p. 49 ot 2022 1., B cuna ot 1.07.2022 r.) JloroBopure 1o ai. 3
Ce CKJIF0YBAT 710 1 MapT Ha TOJUHATA, 33 KOSATO € MPHUET ChOTBETHUAT MEXaHU3bM M0 ui. 45, an. 31
330, u Bnu3ar B cuia oT 1 sHyapu Ha cbiata roauHa. JlekapcTBEHUTE IPOYKTH, 32 KOUTO HE ca
CKJIIOYECHH JOTOBOpH 10 1 MapT Ha chiaTa roauHa, e ce 3amtamat ot H30K.
(5) IIpu goroBopeHH OTCTHIIKH 3a CiIeABalllaTa roJuHa 3a JIEKapCTBEHUTE MPOAYKTH 110 1. 45, ar.
10 u/wnm an. 21 330 kato ycnoBue 3a 3amiamanero uM ot H30K, 3a npuiiaraneTo Ha MEXaHU3Ma U
3a OTCTBIIKUTE C€ CKIIFOYBA OOII] JIOTOBOP.
(6) B ciyuaunTe Ha yIrbJIHOMOIIIABAHE 110 ajl. 4 ce mpuiiara bJIHOMOIIHO TIPY CITa3BaHe Ha
M3UCKBAHMATA [0 WiI. 23, ai1. 5, 1. 2.

Y. 35. (Hos — /IB, 6p. 17 ot 2019 1., u3Mm., Op. 19 ot 20201.) (1) (M3m. — JIB, Op. 49 ot
2022 1., B cuna ot 1.07.2022 r.) 3a npuiarane Ha Mexanu3Ma o 4. 45, an. 31 330 H30K
MyOIMKyBa HAa MHTEPHET CTpAaHUIIATa CH UH(OpMAIIHS 32 BCSIKA OT OCHOBHUTE TPYIIU JIEKApPCTBEHU
MPOYKTH, ONIpeiesieH! B 3aKoHa 3a O0romxeTa Ha H30K 3a choTBeTHATA TOAMHA.
(2) B 30-nHeBeH cpoK OT M3TUYAHE HA BCAKO TprMeceune Ha Tekymara roguaa H30K ny6nukysa:
1. 6pyTHu pazxoau Ha H30K 3a TpuMeceuneTo 3a OTIyCHATUTE, PECTI. MPUIIOKEHU U OTYCTCHH
KOJIMYECTBA JICKAPCTBEHHU MPOAYKTHU 32 BCAKA OT OCHOBHHUTE IPYIH JIEKAPCTBEHH MPOTYKTH MO ai. 1,
IO MEKIYHAPOIHU HEIIATCHTHN HANMCHOBAHUS M ThPTOBCKH HAUMCHOBAHHS;
2. 00111 HeTeH pa3xoj (ciies] Mprcnagane Ha JOTOBOPEHHUTE 3ab/DKUTEIIHU U JOOPOBOIHU
orctriku) Ha H30K 3a TpumeceuneTo 3a BCsKka OT OCHOBHUTE IPYITH JICKAPCTBEHH MPOIYKTH 110
ai. 1;
3. CTOMHOCT Ha MPEBUIICHUETO WM HEJOCTUTAHETO HA YCIOBHUS OIO/DKET 32 TPIMECEYHETO 32
BCSKAa OT OCHOBHUTE IPYIHU MO an. 1, ompeseneH cbriiacHO Mexanu3ma 1o ui. 34, an. 1.
(3) B 30-1HeBeH cpok oT n3tnuane Ha Besako Tpumeceure H30K nmpenoctaBst Ha CbOTBETHUTE
MIPUTEKATENN Ha pa3pelIeHus 3a ynorpeda Wik TeXHH YIIbIIHOMOIICHH MIPEICTABUTENH CIIeIHATA
nHpopManus:
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1. vetnu pasxoau Ha H30K (cnen npucnagane Ha JOrOBOPEHUTE 33 IbJDKUTEIIHU U JOOPOBOJITHH
OTCTBHITKH) 3a TOBA TPHMECEUHE 3a OTIYCHATHUTE, PECIL. TPUIOKEHH M OTYCTEHH KOJHUECTBA
JIEKapCTBEHU MPOIYKTH Ha IPUTEXKATEIs Ha pa3pelIeHUeTo 3a ynorpeoda, 3a Bcsika OT OCHOBHHUTE
TPYIY JEKapCTBEHU MPOAYKTH IO al. 1, MO0 MeXIyHApO HU HETIATCHTHN HAMMEHOBAHUS 1
THPrOBCKM HAUMEHOBAHUS;

2. IOJTPYTHTE JICKApPCTBEHN MPOAYKTH HA TIPUTEXKATEIS Ha pa3pelICHUETO 3a yrnoTpeda OT BCsIKa
OCHOBHA Ipymna, pu KOUTO MOArPYIHU € YCTAHOBEHO HaJBUIIeHUE Ha pazxoaute Ha H30K
CBIIIACHO MEXaHW3Ma 1o wi. 34, air. 1; cTOMHOCT Ha HAJBUIIICHUETO 3a BCSIKA MOJATPYTa U pa3Mepa
Ha KOHKPETHUTE CyMH, IOJJIekaII Ha Bb3cTaHOBsiBaHe Ha H3OK.

(4) B TpriMeceueH CpoK OT U3THYaHe Ha KaneHaapHata roquaa H30K u3BbpiiBa roauiHo
M3paBHSBAHE HAa Bb3CTAHOBEHUTE MO TPUMECEUUS TPEBUIIEHU CPEJICTBA OT MIPUTEKATEIUTE HA
paspenieHusTa 3a yrnorpe0da UM TEXHUA YIIBJIHOMOIICHH MPEICTABUTEIN CIIPSIMO OOIIOTO TOIUIITHO
MIPEeBUIIICHNE Ha OMPEICTICHUTE IIEJIEBH CpPe/ICTBA B 3akoHa 3a Oromkera Ha H30K 3a choTBeTHaTa
TOJIMHA TP YCIIOBHSI U TIO PEJI, yCTAHOBEHHU B MeXaHu3Ma 1o wi. 34, ai. 1.

Y. 36. (Hos — IB, 6p. 17 or 2019 1.) (1) (M3m. — 1B, 6p. 19 ot 2020 1.) B 7-nHeBeH
CpPOK OT IMoJTy4aBaHe Ha HHpOpMaIuaTa mo wi. 35, ajr. 3 IPUTESKATEIAT Ha Pa3peIICHUETO 3a
ynoTpeOa/HeroB yIrbJIHOMOIIEH MPEJICTaBUTEI MMa TPaBO Ha MMCMEHO Bh3pakeHue. HanmonanHara
3IPaBHOOCUTYPHUTEIIHA Kaca Pas3riiekaa He3a0aBHO MOCTHIIMIOTO Bb3pakKeHUE U YBEIOMSIBA
MUCMEHO MPUTEXKATENSI HA PAa3pPEIICHUETO 33 YIOTpeOa/HEroBUs YIIbIHOMOIICH MTPEICTABUTEIN 32
CBOETO pEIICHHE.
(2) (U3m. — [IB, Op. 49 ot 2022 ., B cunia ot 1.07.2022 1.) B ciydante, KOrato Bb3pakeHUE HE €
MOCTBITHJIO B CPOKa IO aj1. 1 MM KOTraTo MOCTBIIMIOTO Bh3PaKEHUE € OTXBBPIICHO U3ISIO WU
YaCTUYHO, IPUTEKATEIIAT HA Pa3PEIICHUETO 3a yIOTpeOa/HeroB yITbJIHOMOIICH MPECTABUTEI
W3BbpLIBa IUPEKTHO Iiamane kbM H30K.
(3) (M3m. — JIB, Op. 49 ot 2022 ., B cuna ot 1.07.2022 r.) IbIDKUMOTO TUPEKTHO IUTALIIAHE KbM
H3O0K 3a ¢hOTBETHOTO TpUMECEUHE Ha TEKyIlaTa roIMHa CE U3BBPIIBA OT IPUTEKATEIIS HA
pa3pelieHueTo 3a yrnorpeda/HeroB yrbJIHOMOIIEH MPEICTaBUTEN B CPOK 10 20 THH OT MoJTyyaBaHe
Ha CIIpaBKaTa, pecil. Ha oTroBopa 1o ai. 1, mo o6sseHa or H30K Ha uHTepHET cTpanuiara i
0aHkoOBa cMeTKa. 3a u3BbpiIeHoTo miamane H30K u npuTexaTensaT Ha pa3pelieHreTo 3a ynorpeda
Ha JIEKAPCTBEHUS MPOAYKT/HETOBUAT YITBITHOMOIICH MIPECTaBUTEIT TIOIMMCBAT IPOTOKOJ ChITIACHO
npunoxenue Ne 11.
(4) B cpoxk 110 kpast Ha TBPBOTO TPUMECEUHE Ha Clie/IBalaTa KajleHaapHa roJJiHa Ce U3BbPIIBa
CBHOTBETHO M3paBHSIBAHE.

Ya. 37. (Hos — [IB, Op. 17 ot 2019.) (1) (U3m. — [IB, 6p. 19 ot 2020 1.)
[IputexxaTenure Ha pa3pelIeHusTa 3a ynorpeda Ha JIeKapCTBEHUTE MPOIYKTH OT OCHOBHUTE IPYITH
mo wi. 35, ain. 1 Bb3CTaHOBSBAT MPEBUILICHUTE CPEICTBA, YCTAHOBEHH NIPY TIPUJIaraHe Ha
MexaHu3Mma. Br3craHoBsBaHETO € B ITbJieH pazMep Ha pasxoaute Ha H30K 3a nexapctBenu
MIPOAYKTH HaJ| ONpEACTICHUTE IIeJICBH CPEJICTBA B 3aKoHa 3a OromkeTa Ha H30K 3a choTBeTHaTa
rOJIMHA, KaToO C€ OTUMTA U ACNIbT Ha pe3epBa npu peumieHue Ha Haazopuus ceBet Ha H30K 1o u.
15, an. 1, 1. 7 330.

(2) densbT Ha pe3epBa 3a HEMPEABUICHHA M HEOTIOKHH Pa3X0u 10 aj. 1 e He moBeue OT Jeia Ha
CpeICTBaTa 3a Pa3X0/Iy 3a JICKApCTBEHU MPOAYKTH 32 OCHOBHA rpyna 1mo wi. 35, T. 1 B oOmius
pasMep Ha pa3xoauTte u Tpanchepurte mno Oromxera Ha H30K 3a choTBeTHaTa rouHa.

(3) Pasxomute 3a IeKkapCTBEHH MPOIYKTH ca OOBBP3aHU C MApaMETPUTE Ha 3aKOHA 3a OI0JKETa Ha
H3O0K 3a choTBeTHaTa roanHa, MJIaHUPAT CE B CbOTBETCTBUE C MapaMETPUTE HA CPETHOCPOUHATA
Oro’KeTHA MPOTHO3a, C PbCTA HA Pa3XOAUTE 3a 3IPABHOOCUTYPUTEIHH IIJIAIlaHUs U B PaMKHUTE Ha
TEMIIOBETE HAa U3MEHEHUE HA Pa3X0UTE 3a 3PAaBHOOCUTYPHUTEIHY TIAIAHUS 32 ChOTBETHATA
roJiMHa CIpsIMO MPEAXO0IHATA.

I'naBa mecra
(HoBa — JIB, 6p. 17 o1 2019T1.)
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YCJOBUS M PEJI 3A 3ATLIAIIIAHE HA JEKAPCTBEHM
MPOAYKTHU, MEJULIMHCKU U3JAEJUS, TUETUYHUA
XPAHU 3A CIIELIUAJTHA MEJUIIMHCKHY LEJIA U
BUCOKOCHEIUAJIU3IUPAHU ATIAPATU/YPEJIM 3A
WHJUBUIYAJHA YIIOTPEBA OT OEXBATA HA
HAPEJIBATA MO W 82, AJL. 6 OT 3AKOHA 3A
3JIPABETO

Y. 38. (Hos — /IB, 6p. 17 ot 2019 1.) (1) HanmonanHata 3paBHOOCHTYpUTETHA Kaca
3aruiaia 3a jgekapcteeru npoaykta, MU, IXCMII u Bucokocnenuain3upanu anapatu/ypeam 3a
WHIWBHIyaTHa yrioTpeda oT o0xBaTa Ha HapembaTa o wi. 82, ai. 6 oT 3akoHa 3a 37paBeTo U MPH
YCIIOBUSITA U PE/Ia, YCTAHOBEHH B HES.

(2) 3a nexapctBenute npoaykr, MU, JIXCMIL] u BUuCOKOCTICIIMATM3UPAHUTE arapaTu/ypeau 3a
WHAMBUyaIHa yroTpeba 1o ai. 1, 3a KouTo ca mojxaaeHu 3asBienus 3a 3amamane, H30K
CKJIFOYBA CHOTBETHH JOTOBOPHU C ITPOM3BOAMTENN WM THPTrOBIHU HA €PO/TEXHHU YITbIIHOMOIICHN
MPECTaBUTENIN U/WITH ¢ JieucOHU 3aBe/ieHus. B 0roBopuTe ce ypekaar yciaoBusATa U PeIbT 3a
JIOCTaBKa, OTUUTAHE, KAKTO U APYTU CHEHU(PUYHU YCIOBHS, CBbP3aHU C MOAAIEHOTO 3asBJICHUE 32
3arianiaHe.

(3) B cityuanTe mo ain. 1 H30K 3amaia CTOMHOCTH HE IMO-BHCOKH OT 3aIlIalllaHUTe ChbOTBETHU
CTOMHOCTH Ipe3 MpeIX0oAHaTa roJIuHa, CbC CPEICTBA, MOIYUYEeHHU OT TpaHchep oT MUHHCTEPCTBOTO
Ha 3]JpaBeOIa3BaHETO.

Ya. 39. (Hos — /1B, Op. 17 ot 2019 r.) HanmonanHaTa 31paBHOOCUTYpUTEIHA Kaca
3aruiaia cjej MpeaCcTaBsHe Ha ChOTBETHA OTYETHA (PUHAHCOBA M MEIUIIMHCKA TOKYMEHTAIIUS B
W3MBIHEHUE HA CKIIFOYEHHUTE JOTOBOPH 10 ui. 38, ai. 2.

Ya. 40. (Hos — /1B, Op. 17 ot 2019.) (1) 3a MU u BHCOKOCTICIIHATU3UPAHA
amapatu/ypeau 3a HHAUBUAyanHa yrnorpeda mo wi. 38, an. 1 H30K moroBapst OTCTBITKHM O pefa Ha
HapenoOara o wi. 30a, air. 3 or 3SMU.

(2) 3a nexapctBenu npoayktd u JIXCMI] no ui. 38, an. 1 H30K moxe 1a 1oroBapsi ¢ TbproBIUTE

Ha eIpO/TEXHHUTE YITBIHOMOIIEHH MPEJICTABUTEIN OTCThIIKA B pa3Mep He mo-Marsk ot 10 Ha ¢To OT
JI0CTaBHATA IICHA.

(3) HarrionannaTa 31paBHOOCUTYpHUTEITHA Kaca 3aIuiaiia 10 HaMajieHaTa ¢ pa3Mepa Ha OTCThIIKAaTa

CHOTBETHA CTOWHOCT 110 an. 1 u 2.

Y. 41. (Hos — IB, 6p. 17 ot 2019 r.) HarnonanHaTa 3jpaBHOOCUTYPHUTEIHA Kaca
myOIuKyBa Ha O(UIIMATIHATA CH HHTEPHET CTPAHMIIA €KETO/ICH OTUET 3a JIEKAPCTBEHUTE MPOTYKTH,
MU, IXCMII u BHCOKOCTICITHAIM3UPAHUTE anapatu/ypeau 3a MHAUBHIyalHa yroTpeda u
3aIUIaTEHUTE 3a TSIX CPEACTBA, KOMTO MEPUOJAUYHO CE aKTyalu3upa.

I'naBa ceama
(Homa — JIB, 0p. 49 o1 2022 1., B cuaa ot 1.07.2022r.)
YCJIOBUA U PEJ] 3A 3AIIVIAITIAHE HA ITOMOIIIHHA
CPEACTBA, IPUCIIOCOBJIEHHUSA, CbOPBKXEHUA U
ME/IMIIMHCKU U3JAEJIUA, IPEJHA3ZHAUYEHU 3A
XOPATA C YBPEXJIAHUSA U 3A CKJIFOYUBAHE HA
JOI'OBOPH 11O UJI. 45, AJI. 16 OT 330

MHdopMaumroHHa cuctema AIMNC
Awc  https://web.apis.bg

ctp. 30 oT 52



Y. 42. (Hos — /1B, 6p. 49 ot 2022 1., B cuna ot 1.07.2022 r.) Hanmonanxara
3apaBHOOCUTYypuUTesHa Kaca 3amiania [ICIICMUXY, B T. 4. peMOHTHHM A€HHOCTH, BKIIOUYECHH B
crienupuKanusaTa — CIUCHK 1o wi. 63, an. 1 or Hapen6a Ne 7 ot 2021 r., pu clieAHUTE YCIIOBHSL:
1. na ca omnpeneneHH HHAMBUAYATHO 32 JIMLETO C YBPEXKIAHUS C MEIUIIMHCKHU TIOKYMEHT, U3J1aJIeH
OT JIeKapcKa KOHCYJITaTUBHA KOMUCHSI, TEPUTOPHUATTHA €KCIIEPTHA JIEKApCKa KOMUCHS HITN
Hanmonannara excriepTHa Jiekapcka KOMUCHS IPU CboOpa3siBaHe Ha MEAUIIMHCKUTE yCIIOBUS,
€KCIJIOATAIMOHHUTE CPOKOBE M HEOOXOIMMUTE MEIUIIMHCKU JOKYMEHTH 32 MPEOCTABIHETO UM;
2. IpH OTIPECIITHETO UM OT KOMUCHUTE 110 T. 1 J1a ObJIe MOCOUeH KOHKPETHUSAT BU]T
I[ICIICMUXVY/choTBeTHaTa pEeMOHTHA JISHHOCT, MHAWBUAYaTH3upanu cse choTBeTHHSE H30K Ko,
MOCOYeH B crienpukamnusaTa mo wi. 56 or Hapen6a Ne 7 ot 2021 r.;

3. na e ogobpeno ot aupekropa Ha P3OK, crorBeTHO oT ynpasurens Ha H30K, 3asBnenuero 3a
npenocrtapsHe Ha [ICIICMUXY Ha nunieto ¢ yBpexkaaHus, Ha YI'BITHOMOIIIEHO OT HETO JIUIE W
Ha aurero no wi. 21, an. 2, 1. 2 - 4 3XYVY;

4. na oTroBapsT Ha U3NCKBaHUATa HA 3MU 1 moA3aKOHOBHUTE HOPMATUBHU aKTOBE TTO HETOBOTO
TIpHUJIaraHe;

5. MeIMIIMHCKUTE U3EIN A ca BKIIOYEHH B ciuchKa 1mo 4. 30a, ain. 1 3MU;

6. 1a UMaT CTOHHOCT, 10 KOSTO Ce 3aIuiaiiaT, onpeseneHa no peaa Ha Hapen6a Ne 7 ot 2021 r.

Y. 43. (Hos — IB, 6p. 49 ot 2022 1., B cuna ot 1.07.2022 r.) (1) 3a npemocraBsite Ha
[ICTICMHUXY 1o un. 42 H30K ckirouBa goroBopu 1o ui. 45, an. 16 330 c nunara,
OCBUIECTBSBAIIM JEHHOCTHU 1O MPEIOCTABSIHE U PEMOHT Ha MOMOIIHYU CPEJCTBA, IPUCIIOCOOIEHMS,
ChOPBIKEHUSA U MEIMLIMHCKU U3JENINA 3a XopaTa ¢ yBpPEKIaH!sl, pETUCTPUPAHU KAaTO ThPrOBLU U
BIIMCAaHU B PETUCTbhpa Ha JUIaTa, OChLIECTBIBAIIM JEHHOCTHU 1O MIPEIOCTABsIHE U PEMOHT Ha
MIOMOIIIHU CPEJICTBA, IPUCIIOCOOICHHS, ChbOPHKEHUS U MEAULIMHCKHU U3/IeIHs 32 XOpaTa ¢
YBPEKIaHUS.

(2) B noroBopwure 1o ain. 1 ce ypexxaar ycloBHs U peJl 3a U3BbPIIBAHE HA ICHHOCTUTE TI0
npenoctabsiHe v peMoHT Ha [ICITICMUXY, npaBa u 3aqb/KeHHs] Ha CTPAHUTE, TIOKyMEHTALUS U
OTUYETHOCT, YCJIOBHA U PEJl 32 KOHTPOJI U CAHKLMH IPU HEU3I'bJIHEHUE. /[[OroBOpUTE CE CKIIOYBAT 110
oOpaset1, yTBspeH oT ynpasurtens Ha H3OK.

(3) JTuuero mo an. 1 ckimrousa gorosopa ¢ H30K upe3 mupekropa Ha chotBeTHata P3OK, Ha unsTo
TEPUTOPHS € Pa3KPUT CHOTBETHUAT THPTOBCKH 00EKT 3a mpenocTtaBsine U peMoHT Ha [ICIICMUXY.
3a BCEKH OT/I€JIEH ThPTOBCKU OOEKT Ce€ CKJIF0YBA OT/IEJIEH JOTOBOP.

(4) B noroBopute ce MOCOYBAT U MOJM3IIBIHUTEINTE, B CIIy4Yail ue UMa TaKUBa.

(5) HdoroBopuTe 10 ai. 1 ce CKIFOUBAT 3a CPOK JI0 €Ha TOJAMWHA U BIU3aT B CHJIa OT JlaTata Ha
BJIM3aHE B CHJIA HA CrielM(UKAUATA — CIIUCHK 110 Wi. 42, KaTo MOraT J1a Ob/1aT yabKaBaHU B
ciydaute 1o 4wi. 63, an. 6 or Hapen6a Ne 7 ot 2021 r.

Y. 44. (Hos — 1B, 6p. 49 ot 2022 1., B cuina ot 1.07.2022 1.) (1) 3a ckimouBaHe Ha
noroBop 1o ui. 43, ai. 1 kaHAUIATHT CJIe/iBa J]a OTrOBaps Ha CIEIHUTE YCIOBHS:
1. na e Briucan B peructbpa no 4wi. 88, an. 1 ot 3XV;
2. na HaAMa myOJIMYHU 33 IbIKCHHUS,
3. 00eKTHT, B KOWTO IIIe CE M3BBPINBA ACHHOCTTA, Ja € BKIIFOUEH B CIIHCHKA ¢ 00CKTHTE, TIO
OTHOIIICHHE Ha KOWTO € U3/1aJicHa 3al0Be/ITa 3a BIUCBAHE B PErHCThpa Mo T. 1, ¢ TOCOYeH ajpec,
TenedoH, eeKTPOHHA TOIIA U JIUIE — OTTOBOPHUK Ha OOCKTa,;
4. na UMa OCUTypeHa TeXHUYEeCKa Bb3MOKHOCT 3a MOJI3BaHE Ha cOPTyep, upe3 KOUTO /1a uMa Bpb3Ka
cbe crienmanmsupan copryep Ha H30K 3a peiftHocTHTE 110 IPe0CTaBsIHE, OTYMTAHE, KOHTPOJ U
samtamane Ha [ICTICMUXY/peMOHTHU IEHHOCTH;
5. 1a ©Ma oCHTypeH nepcoHaieH win npodecronanen ksanudunupan enekrponen noamnuc (KEIT)
Ha OTTOBOPHHKA Ha 00CKTA WIIM HA YIPABUTENS/ IbIHOMOIIIHHKA HA ThPrOBEIIa.
(2) 3a cxrouBane Ha qoroBop 1o wi. 43, an. 1 kanauaarsT nmogasa 10 P3OK 3assieHue mo
oOpaszen, yTBbp/eH ot ynpaButens Ha H30K, B koeTo BnucBa JaHHU 32 €IUHHUS
UICHTH(HUKAITMOHEH KO/ Ha ThProBella OT ThPTOBCKHUS PETUCTHP. KbM 3asMBICHHETO ce mpriiarar
CJIETHUTE TOKYMEHTH:
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1. ToKyMeHT 3a aKkTyajHa perucTpanus o HallMOHATHOTO 3aKOHOJATEJICTBO, U3/1aJIeH OT
KOMIIETEHTECH OpTaH Ha ChOTBETHATA JIPyTa Jbp)KaBa Ha KaHIUIaTa — caMo 3a JPy’KecTBara,
PETUCTpUpPAHU B JIpyra AbpkaBa — 4ieHKa Ha EBporneicKus cbio3, WK B IbpKaBa — CTpaHa 1o
Cnopa3ymenneTo 3a EBponeickoTo HKOHOMHUYECKO TPOCTPAHCTBO;

2. yIOCTOBEpEHHE 3a BIHUCBaHE B perucTbpa no wi. 88, ain. 13XV,

3. mexmapaiysi/ ieKnapaiyy ot JIIe, MPEICTABISIBAII0 KaHIU/IaTa, 3a:

a) HaJIMYMETO Ha IPaKAaHCKH JJOTOBOP 3a YIPABJICHUE WM TPYAOB IOTOBOP HAa OTTOBOPHUKA Ha
00eKTa;

0) HaJIMYHMETO Ha JIOTOBOP C PEMOHTHA 0a3a, B cirydaii ye nuuero mo wi. 88, an. 1 He pasnonara cbe
COOCTBEHA TAKaBa;

B) OCHT'YpeHa TeXHHUYECKa B3MOKHOCT 3a MoJI3BaHe Ha copryepa mo ui. 44, an. 1, 1. 4,

r) ocurypen KEII no . 44, an. 1, 1. 5.

(3) Ilpu koHCTaTHpaHE HAa HETBJIHOTH WJIK HECHOTBETCTBUS B MOJA/ICHUTE JOKYMEHTH AUPEKTOPHT
Ha P3OK nmcMeHo yBenomsiBa KaHIMIaTa 3a TOBA U OINpeeNsi 3-AHEBEH CPOK 32 OTCTPAHSIBAHETO
UM, KaTo My YKa3Ba, 4e IpU HEOTCTPaHsBaHE MPOU3BOCTBOTO MO 3asBJICHUETO I1ie Obe
npekpaTeHo. B Te3u ciyyan CpoKbT 3a MPOU3HACSHE MO 3asBJICHUETO 3all0YBa JIa TeUe OT JaTara Ha
OTCTpaHsBaHE HA HEChOTBETCTBUSATA.

(4) dupexropst Ha P3OK B 14-1HEBEH CPOK OT MMO/IaBaHE Ha 3asBJICHUETO CKIII0YBA JJOTOBOP IO
oOpasel, yTBbpeH oT ynpasureins Ha H30K, unu u3naBa MOTUBUpPAH OTKa3 3a CKIIOYBAHETO HA
JIOTOBOP, B CIy4ail 4e KaHAUIAThT HE OTTOBAps Ha YCIOBUsATA IO aj. 1.

(5) OtkazwT 1o ai. 4 moiexu Ha o0XkajaBaHe HA pesia Ha AIMHHUCTPATUBHONPOLIECY ATHUS
KOJICKC.

Ya. 45. (Hos — /IB, 6p. 49 ot 2022 1., B cuiia ot 1.07.2022 r.) (1) JIunara cbe crimroueHu
noroBopu 1o wi. 43, an. 1 otpasssar B criermanusupanus copryep Ha H30K no un. 44, an. 1, 1. 4
nerinoctute no npeaocrapsHe Ha [ICIICMUXY unu u3BbpiiBaHe Ha PEMOHT HETIOCPEACTBEHO
cieq u3BbpIIBaHeTo uM. JlocTebT A0 cnenuanuzupanus copryep Ha H3OK ce ochiiecTsiBa ¢
KEII cernacuo wi. 44, an. 1, 1. 5.

(2) lpenocrassirero Ha [ICTICMUXY u peMOHTHUTE IEHHOCTH C€ U3BBPILIBAT CHIIIACHO
cnenuguKanusaTa — COUChbK mo wi. 63, an. 1 ot Hapen6a Ne 7 ot 2021 r.

(3) Ipenocrassuero Ha [ICIICMUXY 1 peMOHTHHUTE AEHHOCTH CE€ U3BBPIIBAT B CHOTBETCTBUE C
onobpenoro ot ynpasutens Ha H30K, crorBeTHO OT Aupekropa Ha P30OK, 3asBnenue mo ui. 69,
an. 1 ot IlpaBuiHuKa 3a Ipusarase Ha 3akoHa 3a Xopara ¢ yBpexxJaHus, npuet ¢ [loctanoBneHue
Ne 65 Ha Munuctepckus cpBet ot 2019 1. (JIB, 6p. 27 ot 2019T1.).

Ya. 46. (Hos — /1B, Op. 49 ot 2022 1., B cuina ot 1.07.2022 r.) (1) Haumonanuara
3IpaBHOOCUTYpPUTETHA Kaca 3arialia Ha JIMaTa ChC CKII0UEHH T0TOBOpH 1o wi. 43, an. 1 3a
npenoctaBerure ot TAx [ICIICMUXY u u3BbpiieHuTe pEMOHTHU AEHHOCTH NPU ClIa3BaHE HA
yCIIOBUSTA MO 4. 45.

(2) Cnen n3tnuane Ha KaJeHAapHUS Mecell upe3 crenuanusupanus copryep xva H30K o wi. 44,
an. 1, . 4 ce popmupa MeceuHO U3BECTHUE, CHABPIKAIIO OJO0OpEHaTa U OTXBbpJICHATA OT 3aljiallaHe
JIEWHOCT, KaKTO U MPUYMHATA 32 OTXBBPJISTHETO.

(3) CroitHocTHTE 32 3aMUIalaHe B MECEYHOTO M3BECTHE Ca CHIIIACHO CIEIM(UKAIMATA — CITUCHK TI0
1. 63, ain. 1 or Hapen6a Ne 7 ot 2021 r.

(4) MeceuHOTO M3BECTHE IO all. 2 ¢€ MPEIOCTaBs Ha JHMIATa MO ajl. 1 [0 eNEKTPOHEH MbT Ype3
cnernpanusupanus copryep Ha H30K mo un. 44, an. 1, T. 4.

(5) deitHocT ce OTXBBPIIS OT 3aIuiainaie, B ciay4dail uye npegocraBeHoTo [ICTICMUXY, ¢chOTBETHO
oTYeTeHaTa PEMOHTHA JICHHOCT, HE OTroBaps Ha rpymnara/moarpynara/rpynara o TeXHHUECKH
m3uckBanus Ha [ICTICMUXY, ch0TBETHO HAa pEMOHTHATA JACHHOCT, IO 0JJ00PEHOTO 3asABJICHUE 110
qi1. 45, ai. 3.

(6) Ha 6a3ata Ha MoJy4eHOTO MECEYHO M3BECTHE JIUIIETO 10 aj. 1 mpeacTasst Ype3
cnenranusupanus copryep Ha H30K mo 4. 44, an. 1, T. 4 enekTpoHeH GUHAHCOBO-OTYETEH
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JOKYMEHT, ChIbpiKalll KOJIMYeCTBAa M CTOMHOCTH, MCHTUYHU C O00PEHUTE CTOHHOCTH B
MECEYHOTO U3BECTHE T10 a. 2.

(7) HanmonanHata 3/ipaBHOOCHTYpUTEITHA Kaca W3IUIAIIa 3asiBEHUTE CPE/ICTBA 3a MPEIOCTABCHUTE
I[ICIICMUXY/u3BbpiIeHUTe PEMOHTHHU ICHHOCTH Bb3 OCHOBA Ha (PMHAHCOBO-OTYETHHUS JIOKYMEHT
1o ai. 6.

(8) HanmonanHara 3/ipaBHOOCHTYPUTEITHA Kaca 3aIuialiia B CPOKOBETE, IOCOYCHH B JIOTOBOPA, CIIET
NpeJCTaBsIHE Ha JJOKYMEHTHUTE 110 aJ. 6.

Ya. 47. (Hos — JIB, 0p. 49 ot 2022 1., B cuia ot 1.07.2022 r.) Hanmonanuata
3paBHOOCUTYpUTENHA Kaca npeycTaHoBsBa 3amamaneto Ha [ICTICMUXY/peMonTHH AeiiHOCTH
MIPY 3AJIMYABAHETO UM OT CHeIH(HUKAIUATA — CIUCHK 1Mo wi. 63, an. 1 ot Hapenba Ne 7 ot 2021 1.

INPEXO/JHU U SAK/ITFOYUTEJIHA PA3SIIOPE/IBU

8 1. B aAByMeceueH cpoK cliell BIM3aHe B CHJIa Ha MO3UTUBHMS JiekapcTBeH criucbk H30K
3ariania JeKapCTBEHUTE MPOAYKTH, OTITYCHATH ChIJIACHO JekapcTBeHus cnuchbk HAa H30K, npuer ¢
pemenne Ne P/I-YC-04-127 ot 27 nexemBpu 2007 r. 3a onpenensiHe yCIOBUATA, HA KOUTO TpAOBa
Jla OTrOBapsT U3MBJIHUTENINTE HA METUIIMHCKA TIOMOIII, peJia 3a CKII0YBaHe Ha JJOTOBOPHUTE C TAX U
JpyTH ycnnoBus 1o wi. 55, an. 2, 1. 2, 4, 6 u 7 330 (06H., IB, 6p. 5 ot 2008 r.; u3m., 6p. 45 ot 2008

r.).

8§ 2. (1) (M3m. - /IB, 6p. 40 ot 2009 ., B cuia ot 3.04.2009 r.) B cpok 10 30 maii 2009 r.
MPUTEKATEINTE HA pa3peIlIeHIe 3a yoTpeda WM TEXHH YITBITHOMOIICHN NPEACTaBUTEIH IT01aBaT
no H30K 3asBrnenus no 4i. 4 3a 3amaniane Ha CbOTBETHUTE JICKAPCTBEHU MTPOIYKTH 3a€IHO C
MPUIIOKECHUTE KbM TSIX JOKYMEHTH CHITIACHO Wi. 5 0T Ta3u Hapenoa.

(2) (U3m. - ]IB, 6p. 49 ot 2012 r.) B cityuauTe 1o an. 1 kbM 3asBICHUETO HE CE MpHIara KOmue ot
BJISI3JIOTO B CHJIa penieHre Ha KoMucusiTa o 1eHu u peuMOypcupane.

8 3. B cpok 10 15 iHU OT BJIM3aHE B CHJIa HA MO3UTHBHHMS JekapcTBeH cuchbk H30K
3arovBa CKJIFOYBAHE Ha JIOTOBOPH C JIMIIA, TIOJTYUYWIH paspemenue mo wi. 229, ai. 2 3JIITXM 3a
THProBUs Ha JPEOHO C JIEKApCTBEHU MPOAYKTH U TIOJIAJIH 3asiBIICHUE TI0 pe/ia Ha Ta3u Hapeada 3a
OTITyCKaHe Ha MPOIyKTUTE Mo wi. 1.

8 4. B cpok 10 /1Ba Mecela OT BJIM3aHETO B CHJIa Ha MO3UTHUBHUS JIEKAPCTBEH CITUCHK
MIPUTEKATEIIUTE HA Pa3peIIeHHs 32 ThProBUs Ha IPEOHO C JICKAPCTBEHU MPOIYKTH, CKIFOUUITH
norosop ¢ H30K, npuBexxaat codryepa cu B ChoTBeTCTBHE ¢ HOBHUTE M3nckBaHus Ha H30K.

8 5. Jlo Bu3ane B cuita Ha Hapeaoara 1mo wi. 30a oT 3aKOoHa 32 METUIIMHCKHUTE W3IEITHS
H3O0K 3amnama npenucaHuTe U OTITyCHATH MEIUIIMHCKH H3AENUs TI0 [IEHU U MPHU YCIOBUS
chriacHo npuinoxkenue Ne 15 xvMm Permrenne Ha Ynpasutenaus cbBeT Ha H30K Ne PJ1-V(C-04-127
ot 27.12.2007 r. (00H., 1B, 6p. 5 ot 2008 r.; u3Mm., Op. 45 ot 2008 1.).

8 6. Jlo ckimouBane Ha goroBopute 1mo wi. 16, ain. 1 H30K 3amnaina npeanucaHurte u
OTIyCHATH JUETHYHU XPaHH 3a CTICIUATHI METUITMHCKH IIeJIU TI0 [IEHU U NP YCIOBUS CHITIACHO
npunoxenne Ne 15 kpm Penrenune Ha Ynpasurenaus cpBer Ha H30K Ne PJI-VC-04-127 ot
27.12.2007 r. (06H., IB, 6p. 5 ot 2008 r.; u3m., 6p. 45 ot 2008 1.).

§ 6a. (Hos - /1B, 0p. 40 ot 2009 r., B cuia ot 3.04.2009 r.) [T6pBUAT TpUMECEUEH MEPHO.T
o wi. 10, an. 1 3arousa xa teue ot 1 rouu 2009 r.

8§ 7. Ykazanus 1o npuiiaraHeTo Ha HapeaOara naBa YmpaButenHusT cbBeT Ha H30K.

§ 8. (U3m. - IB, 6p. 49 ot 2012 r.) Hapenbara ce nznaBa Ha ocHoBaHue ui. 45, ai. 9
330.
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3AKJIIOUUTEJIHA PA3ITIOPE/IBA
kbM HapenOara 3a m3menenne Ha Hapenoa Ne 10 ot 2009 r. 3a ycnoBusiTa 1 pena
3a 3aIuTalaHe Ha JeKapCTBEHH MPOAYKTH 1o wi. 262, ain. 4, T. 1 ot 3akoHa 3a
JIEKapCTBEHHUTE TMPOIYKTH B XyMaHHATa MEJMIIMHA, HA METUIIMHCKH U3/ICITUS

Y Ha JMETHYHU XPAHU 32 CIICIUATHA MEIUIIMHCKH [SITH
(OB, 6p. 40 oT 2009T.)

8§ 4. [Naparpadu 2 u 3 Bau3ar B cuna ot 3 arput 2009 .

[MPEXOJHU U 3AKJIFOYUTEJIHU PA3IIOPEABUA
kbM Hapenbara 3a usmenenue u gonbaHenne Ha Hapen6a Ne 10 ot 2009 . 3a
YCIIOBHATA M PeJia 3a 3aIliallaHe Ha JIKApCTBEHH MPOIYKTH 10 Wi. 262, an. 4, 1. 1
OT 3aKoHa 3a JeKapCTBEHUTE MPOIYKTH B XyMaHHATa MEULIMHA, HA METULIMHCKU
W3JIeNUs ¥ HA TUETHYHH XPaHH 32 CIICIHATHA MEAUIIMHCKH [IETH

(1B, 6p. 901 2010 ., B cmita ot 2.02.2010.)

8§ 6. BaBapeHHUTE JIEKaPCTBEHU MPOYKTH, BKIFOUeHH B [103UTHBHUS JICKAPCTBEH CIHCHK,
3a KOUTO € MOJIaJICHO 3asBIICHUE 110 Wi. 4 WK yBEeAOMJICHHE TT0 Wi. 9 KbM JlaTaTa Ha BIM3aHE B CHJIA
Ha Hapen0ara, Mo KouTo He ¢ 3anoyHaiio mwianane or H30K, ce 3armmamar cunrano ot 01.02.2010
I.

8 7. [IbpBUAT IBYMECEUEH MEPHO.I 10 Wi. 4a, aJl. 2 3armoyBa Jia Te4e CYUTAHO OT
01.01.2010 .

IMPEXOIHU 1 3AKJIFOUUTEJIHU PA3ITIOPE/IEU1
kbM Hapenbara 3a m3menenue u gonbiaHerne Ha Hapen6a Ne 10 ot 2009 . 3a
yCIIOBUSITA M PE/Ia 3a 3aIlialllaHe Ha JIKAPCTBEHU MPOAYKTH 10 4. 262, an. 4, T. 1
oT 3aKOHA 3a JICKAPCTBCHHUTE MIPOIYKTH B XyMaHHATa MEIUIINHA, HA METUITTHCKU

HU3JCIHA U Ha JUCTUYHU XPaHHU 3a CTICHUAJIHU MCIAUIIUHCKU LCJIN
(JIB, 6p. 67 or 2011 1.

§ 25. [IppBUAT TpUMECEUEH MEePHOJ 110 WiI. 4a, ail. 2 3armoyBa Jia Te4e CYUTAHO OT
01.07.2011r.

8§ 26. (1) HarmonanmHara 3/ipaBHOOCHTYPUTETHA Kaca OTIIPaBsl MIOKaHa 3a TOroBapsiHe 110
MPUTEKATEIIUTE HA pa3pellieHHe 3a yIoTpeda/TeXeH YIIbIHOMOIIEH MPEJICTABUTE 3a MTPEICTABSIHE
Ha MpeaIokeHus 3a oTcThiku 1o wi. 20, ai. 1 3a 1eKapCTBEHUTE POTYKTH, BKIIIOYCHU B
[To3uTuBHUS JIEKapCTBEH CIUCHK 1m0 wi. 262, air. 5, T. 1 3JIIIXM kbM JaTaTa Ha BIU3aHE B CHJIA HA
HapenOarta, HO He o-KbcHO oT 01.10.2011 r.

(2) HoroBapsiueTo 1o ain. 1 ce u3BbpIBa 110 pelia Ha I1aBa YeTBhpPTa.

8§ 27. MeqMIMHCKHUTE U3/ICNs U TUCTUYHHUTE XPaHH 3a CIICHUATHNA MEAUIIMHCKH 1IeH,
3aramany HarrbaHo Wik yactuaHo ot H30K npes 2011 r., ca onpenenenu ot HagzopHus chBeT Ha
H3O0K B npunosxenue Ne 7 "Crnuchk Ha MEIULIMHCKU n3aenus, 3amnamanu ot H30K" u
npunoxenne Ne 8 "Crnmcpk Ha quetnyan Xpand, 3amiamany ot H30K" kem HanmonamHust paMkoB
JIOTOBOP 32 METUIIMHCKUTE IeHHOCTH Mex 1y HarronanHaTa 31paBHOOCUTYpUTENIHA Kaca U
bwirapckus nekapcku cbio3 3a 2011 r. (B, op. 3ot 2011 1.).

§ 28. (1) B 15-aneBeH cpok OT Bau3aHe B cuiia Ha Hapenbata H30K nedunupa ko Ha
THProOBeI] Ha €Ip0 Ha BCHYKHU THPTOBIHU Ha €APO, TOJTYUYHIN pa3peuieHne 3a THProBHs Ha €pO 110
ui1. 195 ot 3akoHa 3a IeKapCTBEHUTE MPOITYKTH B XyMaHHATa MEAUIIMHA, U U3TOTBS ChOTBETHUTE
€JIEKTPOHHH (DOPMATH 3a U3ITBIHUTEIUTE HA MEUIIMHCKA TIOMOII M 33 JIULIATa I10 4JI. 7.
(2) B emHomeceueH cpok oT u3TH4aHe Ha cpoka mo ain. 1 H30OK mpuBekaa B ChOTBETCTBHUE
yKa3aHUATa, MyOJIMKYBaHU HA UHTEPHET CTpaHMIIaTa i 1 JOroBopuTe 1o 4i. 7/, ai. 1.

8§ 29. (1) Pasnopenbara Ha 8 8 orHOCHO ui. 8, ai. 5 Biu3a B cuna ot 1 suyapu 2012 1.
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(2) Mo 31.12.2011 r. H30K 3amuaria Ha aumnara mo wi. 7, ait. 1 mo 1,00 nB. 3a oTueTeHa
penientypHa OaHKa 32 00pab0TBaHETO Ha PEIICTITH 3a JICKAPCTBEHH MPOIYKTH C HUBO HA
samiamane 100 Ha cro.

HAPEJIBA 3a usmeHenue u A0bIHEHUE
Ha Hapen6a Ne 10 ot 2009 r. 3a ycnoBusTa 1 pesia 3a 3ariaiiaHe
Ha JIEKapCTBEHH MPOJYKTHU 10 Wi, 262, an. 5, 1. 1 ot 3akoHa 3a
JIeKapCTBEHUTE NMPOJYKTH B XyMaHHATa MEAMIIMHA, HA METUIIMHCKU
W3JIeNUS ¥ HA TUETHYHH XPaHH 32 CIIEIHaTHA MEAUIINHCKH [IETH

(1B, 6p. 49 0T 2012 7T.)

8 12. HaBcsikbae B Tekcta aymure "Komucus mo [103UTHBHUS JIeKapCTBEH CIUCHK' ce
3ameHsaT ¢ "Komucus no neHu u peumOypcupane”.

[Ipexomnu paznopendu

8 13. (1) 3a cpok eHa roJMHAa OT BJIM3aHE B CHJIa Ha HapeabaTa JeKapCTBCHUTE
MIPOAYKTH 3a JOMAIIIHO JICYEHUE Ha 3I0KaYeCTBEHH 3a00JIIBaHMsI Ce 3aIllallaT 110 peaa u npu
yCIIOBHATA HA Ta3u Hapen0a Ha CTOMHOCT, HaMaJIeHa C IOTOBOPEHUTE OTCTBIIKH 10 pe/ia Ha
npusnoxenue Ne 10 ot Hapen6a Ne 40 ot 2004 r. 3a onpesessiHe Ha OCHOBHUS MAKET OT 3[paBHU
neitHocTy, rapantupas ot Oromxera Ha H30K.

(2) Hamanenure ¢ OTCTBIKH CTOMHOCTH Ha JIEKAPCTBEHUTE NPOIYKTH 10 ai. 1 ce 3amamar Ha
JunaTa mo wi. /7, ai. 1 Ha ocHoBaHue J0roBop, ckitodeH Mexxay H30K u npurexxarenure Ha
paspelieHye 3a ynorpeda Ui TEXHUTE YI'bIHOMOIIEHH MPECTaBUTEIH.

8 14. [IbpBHSAT IIECTMECEUEH TEPUO/I 10 4il. 4a, ajl. 2 3ao4Ba Ja Teue OT BIIM3aHEe B CHJIa
Ha Ta3u Hapezaoda.

IMPEXO/IHA PA3IIOPEIBA
kbM Hapenbara 3a u3MEHEeHUE U JONbJIHEHHE
Ha Hapen6a Ne 10 ot 2009 r. 3a ycnoBusTa 1 pejia 3a 3arialiane
Ha JIEKapCTBEHH MPOJYKTHU MO ui. 262, an. 5, T. 1 ot 3akoHa 3a
JIEKapCTBEHUTE MPOIYKTH B XyMaHHATa MEAWIIMHA, HA METUIIMHCKA

HU3JCIHA U Ha JUCTUYHU XPaHHU 3a CTICHUAJIHU MCIAUIIMHCKHU LCIIN
(JIB, 6p. 48 ot 2014 1.

8§ 44. JIpananecermeceunute nepuoau o 8 6, 8 8, 1. 2, 8 9 u § 33 3amousar aa Tekar,
cuntano ot 1 sayapu 2014 r.

I[MPEXOJ/IHA PA3ITIOPEJIGA
kbM HapenbOara 3a m3menenue u qonbaHerne Ha Hapen6a Ne 10 ot 2009 . 3a
YCIIOBUSITA M PE/Ia 3a 3allIalllaHe Ha JIGKAPCTBEHU MPOAYKTH 1o wi. 262, an. 6, T. 1 ot
3aKkoHa 3a JIEKapCTBCHHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA, HA MEIUIIMHCKHY H3ICTUs 1
Ha IMETHYHH XPaHH 32 CTICIIMATHA MEIUIIUHCKH LIEJIH, KAKTO U Ha JICKAPCTBEHU TPOTYKTH

3a 3/IpaBHU JeWHOCTH 10 Wwi. 82, at. 2, T. 3 oT 3aKOHA 32 37[PaBETO
(1B, 6p. 30 oT 2015T.)

8 5. B cpok 10 erH Mecelr OT Biu3aHe B cuiia Ha Hapeabata H30K oTmpass mokanu 10
NPUTEKATEINTE Ha pa3pelleHus 3a yIoTpeOa Ha JIeKapCTBEHH MPOAYKTU/TEXHH YIIBIHOMOIICHH
MIPEJICTaBUTEINH 32 IOTOBapsiHE Ha OTCTHIKK 1o Wi. 20a, an. 3 He3aBUCUMO Jalii 3a Te3U
JIEKapCTBEHH NPOIYKTH Ca JIOTOBOPEHH OTCTHIIKH.

I[MPEXOJIHU 1 3AKJIFOUWTEJIHA PA3ITOPE/IBM1
kbM Hapenbara 3a usmenenue u nonbiaHeHue Ha Hapen6a Ne 10 ot 2009 . 3a
YCIIOBUSITA M PEJIa 32 3aIUIalllaHe Ha JICKAPCTBEHU MPOAYKTH 0 Wi. 262, an. 6, T. 1 ot
3akoHa 3a JeKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA, HA MEAUIIMHCKY U3/ U

MHdopMaumroHHa cuctema AIMNC
Awc  https://web.apis.bg

cTp. 35 oT 52



Ha IMETHYHH XPaHH 32 CICIIMATHA MEIUIIUHCKH LIEJIH, KAKTO U Ha JICKAPCTBEHU TPOTYKTH
3a 3JpaBHU JIGWHOCTH 110 Wwi. 82, alr. 2, T. 3 OT 3aKOHAa 32 37[PaBETO
(1B, 6p. 62 ot 2015 ., B cuna ot 14.08.2015.)

§ 15. (1) [TepBOTO JIOTOBApSIHE 1O pelia Ha Ta3u Hape0a Ha OTCTHIIKH 32 JICKAPCTBEHUTE
npoayktu no ui. 45, an. 10 u 19 330 3anousa B cpok 10 paGoTHU IHU OT BIM3AHETO i B CUIIa, KATO
H3O0K otmpags mokanu 3a JoroBapsiHe 10 MPUTEKATEITUTE Ha pa3penieHne 3a ynorpeda 3a
NPEJCTaBsIHE Ha MPEUIOKEHUS 3a OTCTHIKU U MyOJIMKyBa HA MHTEPHET CTpaHHIIaTa CU
CIIOpa3yMEHHETO 10 WI. 22, all. 2.

(2) B cpok no 10 paboTHM THU OT MyOJMKYBaHE Ha MOKAHUTE U CIIOPA3yMEHHUETO 110 WiI. 22, ai. 2
NPUTEKATEINTE HA Pa3peIICHUs 3a YIOTpeOa/TeXHN YIIBIHOMOIIECHH MPEICTABUTEIN 3asBSIBAT KOS
OT OTCTBIKUTE 1O Wwi. 21, an. 1, T. 1 unu 2 u30upar aa 0roBapsAT U HE MOTaT Ja NPOMEHSAT CBOS
n300p.

(3) HdorosapsineTo 1o an. 1 ce n3BbpIBa 10 pesia Ha IJ1aBa YeTBHPTA.

(4) CxiroueHHTE B pe3yITaT Ha TOTOBAPSHETO 110 ajl. 1 TOrOBOPH BJIM3AT B CHIIA!

1. ot narara, ot kosito H30K 3anouBa ga 3armuiamia gekapcTBEHUS MPOAYKT IPH YCIOBHUATA Ha IJ1aBa
BTOpa, pasznaen |, cboTBeTHO pazzaen |1, B cioyyaii ye nekapcTBEHUAT TPOAYKT Obae BkirodeH B [1JIC
— 3a JICKapCTBEHH MPOAYKTH C HOBO MEKIYHAPOJIHO HENAaTEeHTHO HAMMEHOBAHUE, 32 KOUTO €
nonmaneHo 3assienne 3a pxirousane B [1JIC mo uin. 262, ain. 6, 1. 1 u 2 3JIIIXM;

2. OT JlaTaTa Ha BJIM3aHe B CHJIAa HAa Hapea0aTa — 3a BCUYKU OCTAHAJIM JIEKAPCTBEHU MPOIYKTH, a 3a
CTIIOPa3yMEHHETO IO WI. 22, all. 2 — OT JOTOBOPEHHSI B HETO IEPHO/I.

(5) dorosopute 1o axn. 3, . 1 u 2 ca cbe cpok Ha xaeiictue 10 31.12.2016 r., a ciopasyMeHHETO T10
1. 22, al. 2 — 3a IOTOBOPEHHS B HETO MEPHO/I Ha JICHCTBHE.

§ 16. (1) IIpu mbpBOTO JAOTOBApSIHE C MIPUTEIKATEIIUTE HA pa3peIICHUs 3a yIoTpeda Win
TEXHH YITBIHOMOIICHH MTPEICTABUTEIM HA OTCTHIKK 1o Wwi. 21, ain. 1, 1. 1 pa3MepsbT Ha obmiara
oTcThIKa € He mo-Manko oT 20 Ha cTo oT pasxoaute Ha H30K 3a nepuoaa ot Biau3aHe B cuiia Ha
HapenOara 10 kpas Ha 2015 .
(2) B cmygauTe no ain. 1 He ce npuinara wi. 22, ain. 10.

§ 17. HanmoHnanHata 3/ipaBHOOCHTYPHTEITHA Kaca CIHpa Ja 3aruialia 3a JeKapCTBEHH
MpOoayKTH 1o ui. 45, an. 10, 13 u 19 330, 3a KouTo HEe ca JOTOBOPEHHU OTCTHIIKH.

8 18. [Ipurexarenure Ha pa3pelIeHus 3a yrnorpeda Ha JIEKapCTBEHHU MPOIYKTH TI0 HJI.
10e, an. 1, kouTO KbM MOMEHTA Ha BJIM3aHE B cHiia Ha HapenOaTa ca BkitoueHu B [1JIC mo un. 262,
an. 6, T. 2 3JIIIXM, B 30-1HEBEH CPOK OT BIU3aHETO i B CHJIA TT0JIaBaT 3asBIICHUE TI0 00paser]
cbriaacHo npunoxxenue Ne la kpm ui. 10e, an. 2.

IMPEXOJHU 1 3AKJIFOUUTEJIHU PA3ITIOPE/IBM1
kbM Hapenbara 3a msmenenue u qonbaHerne Ha Hapen6a Ne 10 ot 2009 . 3a
YCIIOBUSITA M PE/Ia 3a 3alljialllaHe Ha JIKAPCTBEHU MPOAYKTH MO wi. 262, an. 6, T. 1 u 1. 2
oT 3aKOHA 3a JICKAPCTBCHHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA, HA MEIUIIMHCKU H3ACITUSI U
Ha IMETHYHY XPaHH 32 CIICIIMATHA MEIUIIUHCKH LIEJIH, KAKTO U Ha JICKAPCTBCHU TIPOIYKTH 32
3IpaBHU JIeHHOCTH 10 Wwi. 82, ail. 2, T. 3 oT 3aKOHa 3a 37JPaBETO

(1B, 6p. 89 ot 2017 r., B cua ot 7.11.2017 1.)

8 9. JloroBopenute OTCTHIKH 10 Wwi. 21, an. 1, T. 1, OykBa "a" 3a 4eTBBPTOTO TPUMECECUHUE
Ha 2017 r. ce 3amnamar aBaacoBo 110 15 HoemBpu 2017 r. Ha 6a3zara Ha peaneH pasxon Ha H30K 3a
tperoro Tpumeceune Ha 2017 r. J{o kpas Ha mepBOTO TprMeceune Ha 2018 r. ce n3BbpmIBa
ChOTBETHO M3PaBHIBaHE ChOOPA3HO PEaTHUS Pa3Xo/l 3a YeTBHPTOTO TpuMeceune Ha 2017 . (mpu
HAJIBHIIICH WJIA TIO-MaJIbK pa3Mep Ha KOMIICHCAIIUATA).

8§ 10. (1) ITpu obu1 pbeT Ha nporuo3uute pasxoau Ha H30K 3a Bcuuku jiekapcTBEHH
MPOAYKTH, 3aIjIalliaHy HarbaHO Wik yactudHo oT H30K, mo-Brucok ot 3 mporieHTa 3a nepuojaa ot
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BIU3aHe B cwiia Ha Hapeabata 1o 31 nekemBpu 2017 r. cipsiMO U3BBPIICHUS Pa3Xo/ 3a ChITUSI
neproy Ha 2016 1., M3YUCIICH ClIe]T IPUCTIaJaHe Ha JOTOBOPSHHUTE OTCTHIKK 1o wi. 21, aim. 1, 1. 1 m
aJl. 2 3a TIepHo/Ia, IPUTESIKATEIUTE HA PA3PEIICHUETO 33 YIOTPeOa/TeXHUTE YITbITHOMOIICHH
MpeIcTaBUTENH, (POPMHUPAIIA TO3HM PBCT 3a JIEKAPCTBEHHUTE CH NpoaykTH 1o wi. 20, ai. 1,
MIPEIOCTaBAT OTCTHIKA 1Mo 4. 21, an. 6 B paszmep 40 nporieHTa 0T ChOTBETHHUS pa3Mep Ha PhCTa CH
3a IMOCOYCHHUS MepuoI. [IpOTHO3HUAT pa3Mep Ha IbJDKAMaTa OTCThIKa ce onpenes or H30K u ce
3aruiaia aBaHCOBO OT ChOTBETHUTE MPUTEKATEIIN HA Pa3pelICHUE 3a yoTpeOa/TeXHuTe
YITBITHOMOIICHH TIpecTaBuTeN B cpok 1o 15.11.2017 .

(2) CruroueHnTe KbM JlaTaTa Ha BIIM3aHE B CHJIA HA HapendaTa JOroBOPH 3a OTCTBIIKH 1Mo wi. 21, ai.
1, 1. 1 ocraBar B cuia 1o 31.12.2017 r., KaTto ¢ TOMBIHUTEIHU CIIOPa3yMEHHSI KbM TSAX CE ypexaa
aBAHCOBOTO MPEAOCTaBsHE Ha OTCTHIIKH 10 ai. 1.

8 11. Hapen0ara Biu3a B cjia OT JCHs Ha OOHapoABaHeTo i B " IbpikaBeH BECTHUK C
n3kiIroueHue Ha 8§ 4 u 8, kourto Bim3at B cuia ot 1 ssnyapu 2018 .

I[MPEXOHU U 3AKJIFOYUTEJIHU PA3IIOPEABUA
kbM Hapenbara 3a usmenenue u gonbiHenne Ha Hapen6a Ne 10 ot 2009 . 3a
YCIIOBUSATA M PEJIa 32 3aIlIalllaHe Ha JICKAPCTBEHU MPOAYKTH 10 Wi. 262, an. 6, T. L u 2
oT 3aKoHa 3a JeKapCTBEHUTE MPOIYKTHU B XyMaHHATa MEAMLIMHA, HA METULIMHCKU U3ETUs
Y Ha JUETUYHU XPAaHU 3a CTIICIHUAITHN METUIIMHCKH eJTH, KAKTO ¥ Ha JIEKAPCTBEHU MPOTYKTH

3a 3/[paBHU JAEWHOCTH MO0 wi. 82, a. 2, T. 3 OT 3aKOHa 3a 3[[PaBETO
(4B, 6p. 17 ot 2019 ., mom., 6p. 47 ot 2019T1.)

§ 33. B eqHoMeceueH CpoK OT BIIM3aHE B CHJIAa Ha Hapea0aTa NpUTEKATENUTe Ha
paspenieHue 3a yrnorpeda/TeXHu yIIbIHOMOIICHH PEICTaBUTEINH IToJaBaT 3asBieHus mo wi. 10e,
ai1. 2 3a 3amamane ot H30K Ha nekapcTBeHUTE NPOIYKTH IPU )KUBOTO3ACTPAIIaBaIH
KPBHBOU3JIMBH U CIIEIIHU ONIEPAaTUBHU U MHBa3UBHU MHTEPBEHLIUU IIPU NALUEHTH C BPOJECHU
KOaryJonaTuu, 3arvialaiy B O0JIHUYHATa MEUIIMHCKA TIOMOII] U3BBbH CTOMHOCTTA HA OKa3aHUTE
MEJUIMHCKHU YCIYTH.

§ 34. B nBymMeceueH Cpok OT Bin3aHe B cuiia Ha HapeaOara H30K u npurexarenure Ha
paspeleHus 3a ynoTpeda/TeXHu YIIbIHOMOIICHH MPEACTABUTENN CKITIOYBAT IOTOBOPH 33 OTCTHIIKH
U 3a MpUjlaraie Ha Mexanusma no wi. 34, an. 13a 2019 r., kouTo BKJIOYBAT Nepuoja ot 1 sHyapu
no 31 nexemBpu 2019 .

§ 35. B 1ByMecedeH CpoK OT BIIM3aHE B CHJIa Ha Hapeadara ce MpOBexk/a 33 JbDKUTEITHO
HEHTPAIM3UPAHO TOTOBApsiHE HA OTCTHIKH 3a 2019 1. 3a IeKapCTBEHUTE MPOAYKTH TIPH
KHMBOTO3acTpalllaBallld KPbBOU3JIMBYU U CIEIIHU ONEPAaTUBHY U MHBA3UBHU MHTEPBEHIIMU NIPU
MAIMEeHTH ¢ BPOJCHU KOAryJIONaTHH, 3aIUIalllaHd B OOJTHUYHATA MEAUIIMHCKA TIOMOII U3BBH
CTOMHOCTTA Ha OKa3aHUTE MEIUIIMHCKY YCIYTH, 32 KOUTO CTOWHOCTTA, 3aIulallaHa OT Or0/pKeTa Ha
H3O0K, ce n3uncisBa upe3 rpynupane, B KOETO HE y4acTBAaT JIGKAPCTBEHU MPOIYKTH Ha IPYTH
MPUTEXKATEeNN Ha pa3pelieHue 3a ynorpeoa.

8 36. B 1ByMeceueH CpoK OT BIIM3aHE B CHJIa Ha Hapea0arTa MPUTEKATEIUTe Ha
paspelieHue 3a ynorpeda/TeXHu YIbIHOMOIIECHH MPEJACTABUTENIN MOTAT Ja TOAaBaT MPETOKCHHUS
u na goroBapsat ¢ H30K orcTenku mo wi. 21, an. 1, T. 4, npeocTaBsiHA 1 3aIlIallaly Ipu
yCIIOBUSITA U 10 pefia, perJaMeHTHpaHu ¢ HapendaTa.

8§ 37. (1) (dom. — 1B, 6p. 47 ot 2019 r.) MexaHU3MBbT, rapaHTUpAIll PESIBUAAMOCT U
ycroiunBocT Ha Oroxeta Ha H30K mo rnasa neta u nmpunoskenue kbM Ne 10 kbMm un. 34, an. 1, 3a
2019 r. ce mputara 3a BCUYKH JICKAPCTBEHU MPOTYKTH, OTITYCHATH, ChOTBETHO MIPHIIOKEHH,
OTYETCHH W 3ariaTeHu HarrbIHO uin yactTuaHo ot H3OK npe3 nepuona 1.01.2019 — 31.12.2019 1.,
C M3KIIIOYCHHE Ha JICKAPCTBEHUTE MPOIYKTH IIPH KHUBOTO3aCTPAIIABAIIN KPHBOU3IHBY H CIICIITHH
OIEPATUBHYU M WHBA3WBHU MHTEPBEHIMH ITPH MAIIMEHTH C BPOJACHU KOATYJIONATHH, BKJIFOUYCHH B
MaKeTa, orpeeNieH ¢ Hapeadara mo wi. 45, an. 2 ot 3akoHa 3a 3[paBHOTO OCUTYpPSBaHE, KOUTO

MHdopMaumroHHa cuctema AIMNC
Awc  https://web.apis.bg

CcTp. 37 oT 52



H3O0K 3amnama Ha U3IBJIHATENUTE HA OOJTHUYHA MEAMIIMHCKA TIOMOII U3BBbH CTOMHOCTTA Ha
OKa3BaHUTE MEIUIIMHCKH YCIYTH.

(2) (Hosa — 1B, 6p. 47 ot 2019 1.) IIpu npunarane Ha Mexanu3ma pazxoaute Ha H30K 3a
JIEKapCTBEHUTE MPOIYKTH TP KHUBOTO3aCTPAIIABAIM KPHbBOU3IMBH U CIICIITHH ONIEPATHBHU U
WHBa3MBHU MHTEPBEHILIUH TP MTALMCHTH C BPOJICHN KOATYJIONIATHH HE CE BKIIFOUBAT BBB!

1. rogumaus Oro ket 3a 2019 1. 3a ocHOBHA TpyTia JieKapcTBeHU poAykTH "'B", mocodyena B 4. 35,
an. 1, Oyksa "B";

2. IpH U3YUCIIABAHE HA TPUMECEUYHHUTE U FOJAMIIIHOTO HA/IBUIIICHHS 32 OCHOBHATA rpyma 1o T. 1;

3. Ipu U3YKCIIABaHE HA CyMUTE 32 HAJBHIICHUS, yCTAHOBEHU IIPH NPUJIaraHe HAa MEXaHU3Ma,
MOJJI)KAIM Ha TUPEKTHH TUIAINAHMS, 32 JICKAPCTBEHUTE MPOAYKTH OT OCHOBHATA rpyma 1o T. 1.

(3) (IIpenumna an. 2 - /1B, 6p. 47 ot 2019 r.) B 1BymeceueH Cpok OT BIM3aHE B CUJIa HAa Hapea0aTa
H3O0K u npuTexarenure Ha pa3pelieHusTa 3a ynorpeda/TeXHu yIbIHOMOIICHHU MPEICTaBUTEIH Ha
JIEKapCTBEHUTE MPOAYKTH, 3aIlIalllaHi HabIHO win yacTudHo oT H30K, kouto He moiexar Ha
3abJDKUTEITHO [ICHTPATM3UPAHO JOTOBAPSHE HA OTCTHIIKH, CKIIIOYBAT JOTOBOPH 1o wi. 34, ain. 3 3a
npuiarade 3a 2019 r. Ha Mmexanu3ma 1o aj. 1 3a Te3u NpOoLyKTH.

3AKJIFOYUTEJIHA PA3IIOPEIBA
kbM Hapenbara 3a usmenenue u gonbiHenne Ha Hapen6a Ne 10 ot 2009 r. 3a ycnoBusita,
pena, MexaHn3Ma M KpUTEPUHTE 3a 3aruiamane oT HannonanHata 31paBHOOCUTYPHTEITHA
Kaca Ha JIEKapCTBEHU MPOIYKTH, MEAUIIMHCKH U3JEJINs ¥ HA IUETHYHU XPaHU 3a CIICLHUATTHU
MEJIHUIIMHCKH IIEJH, JTOTOBApsIHE Ha OTCTHIIKH U TIPUIIaraHe Ha MEXaHU3MH, TapaHTHPAIIU

MPEeIBUIMMOCT U YCTOMUMBOCT Ha Oropkera Ha H30OK
(4B, 6p. 19 oT 2020 T.)

§ 19. Jlorosopure 3a 2020 r. mexxay Hanmonanuara 31paBHOOCHTYpUTETHA Kaca U
NPUTEKATEINUTE HA Pa3peIleHUs 3a YIOTpeOa Ha JISKAPCTBEHHU MPOAYKTH/TEXHH yITbJIHOMOIICHU
MPECTaBUTENN, KOUTO Biu3aT B cuiia oT 1 suyapu 2020 r., ce ckiitouBaT pH yCIOBUATA U 10 pesia
Ha Ta3u Hapeada M ChIITACHO MEXaHW3Ma, rapaHTHpaIl IPEIBUINMOCT M YCTOMUMBOCT Ha OIOKETa
Ha H30K 3a 2020 .

Npunoxenmne N 1
xkbM wi. 4
(M3m. - IB, 6p. 67 or 2011 r.
6p. 49 or 2012 r.
usM. u mom., 6p. 48 or 2014 1.)
3SAAdBIEHIUE

( mBIHO HamMMeHOBaHME Ha NPUTEXATEJS HA PaspelleHMeTo 3a yrnorpeba)
CBC cemajiMile U aIPEeC Ha YHIPABIIEHME! . v vt vttt nne e

( 3a wpumuuecko Jsmile - OBJIHO HAMMEHOBAHME Ha NPEACTaBUTEJA, Cenaaume U
ajpec Ha yHOpaBJjleHue, 3a Qu3NJYecKo Juile - TpuTe mMeHa, EI'H,
NOCTOSHEH anpec)

B KAauyeCTBOTO My Ha: NpUTeXaTeJl Ha paspemeHre 3a ynorpebal ymbiHOMOmEH
pencTaBuUTe

( HeBapHOTO Ce 3aveprTana)
C IOOKYMEeHT, YHOOCTOBepABall MNPEOCTaBUTEJIHATA BJIIACT. . vt v vt vttt vttt
3a cpobueHMsa M KOHTaKTU.

YBAXAEMM TOCIIOAMH/ TOCIOXO YIIPABUTEJI,

Ha ocuoBaHme ujyi. 4 BBB Bpb3ka C uwil. 5 or Hapemba M 10 or 2009 r. =a
YCJIOBMATA M pela 3a 3alUlallaHe Ha JIeKAapCTBEHM NponyKTu no wi. 262, amn 6, 7. 1
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OT 3akKOHAa 3a JIEKAPCTBEHMTE MNPOAYKTM B XyMaHHATa MeIMUMHA, Ha MEIULMUHCKU W3OS
M Ha IOMETUYHM XPaHM 3a CIelUMaljHM MeOULMHCKU LeJM, KaKTO M Ha JIeKapCTBEHU
IPOOYKTU

3a 3OpaBHUTE OeMHOCTM o uji. 82, an 2, T. 3 oT 3akoHa 3a 3OpaBeTo 3adBaBaM, ue
%ejlags ma ce samnamarT oT H30K ciegHuTe JIEKApCTBEHM NPOIOYKTHU:

L
( HamMeHOBaHME HA JIeKAPCTBEHMS OPOAYKT, JIEKAPCTBEHa (QopMa M OKOHYATEJIHA
OHNaKOBKA)
22
L

KBM HACTOAWOTO 3asBJeHME NpuilaraM CJEeOHUTE SOKYMEHTN!
1. Komme oT BIA3JO B Cujla pelmleHue Ha HalUMOHAJHMSA CBBET [IO LEHU U
penMbypcHUpaHe
Ha JIeKAapCTBEHUTE MNPOAYKTU
(mpumarar ce pemeHusTa 34 BCEKM €OMH OT HOCOYEHMUTE IIO- 'Ope B 3asBJICHUETO
NIPOOYKTH)

(mommmc m mevaT Ha 3agBUTEJA)
Npunoxeune N la
xkeM uj. 10e, am. 2
(HoBo - IIB, 6p. 62 or 2015 r.,
B cuna ot 14.08.2015 r.)
3AAdABIJEHNWE

( mBSIHO HaMMeHOBaHME Ha MNPUTEXATeJd Ha PpaspeleHreTo 3a yrnorpeba)

CBC CemajiMie M aOPeC Ha YIPABIIEHMED . . i i ittt it it ittt e e s ettt e e e e i e e

( 3a wpunguuecko smie — OBJAHO HaMMEHOBaHME HAa NPeICTaBUTENd, cenanume M ampec
Ha ympaBJieHue, 3a (U3MIECKO JIMIle — TPpUTe uMeHa, EI'H, NOCTOSHEH azpec)
B KAueCTBOTO My Ha! MNpuUTexaTeJ] Ha paspemeHre 3a ynorpebal ymbjHOMOmEH
nperncTapuUTesn

( HeBapHOTO Ce 3aveprasa)
C IOKYMEHT, yIOCTOBEPABAll NPEeACTABUTEIHATA BITACT. . vt v vttt n v ettt ten e ee e

3a cbofueHMs UM KOHTAKTU.
514 @ T

YBAXAEMM TOCIOIMH/ TOCIOXO YIPABUTEJI,

Ha ocHoBaume uj. 10e, an. 2 or Hapemba M 10 or 2009 r. 3a ycnoBusaTa m pema 3a
3anjlamaHe Ha JIeKapCTBEeHU NpomaykTu mno ujy. 262, an. 6, 7. 1 m 2 or BakoHa 3a
JIEKAPCTBEHUTE MNPOINYKTM B XyMaHHaTa MeOMUMHAa, Ha MEIVMUMHCKM M3OeJUa U Ha OUSTUYHU
XPaHU 3a CHeUMallHM MeOVMUMHCKM LeJiM, KaKTO M Ha JIEKAPCTBEHM MNPOAYKTM 3a 3IpaBHUTE
neruocTy no uia. 82, an. 2, T. 3 oT 3akoHa 3a 3IpaBeTo, 3agB4BaM, uYe Xejiag ma ce
samyamaT orT H30K crlemHUTe JjIeKapCTBEHM NPONOYyKTM.
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(HaMMeHOBaHVIe Ha JIeKapCTBEHMA IIPOAYKT,

KeM HacToOAWOTO 3BasBJIeHMe IpuiiaraM CJeIHUTEe IOKYMeHTU!
1. Komme oT BIAS3JO B Cujla pelleHre Ha HauMoHAJIHMS CBBET [0 LEeHM U perMOypcupaHe
Ha JIEKapCTBEHUTE MNPOOYKTH.
( npumarar ce pemeHusaTa 3a BCEKM eOMH OT NOCOUYEHMTE IO- IOpEe B SBAaSBJICHUETO

NIPOOYKTH)

(momgmmc u meuar
Ha 3asBUTEJIS)

[lpunoxenne N
KeM uj. 8a, an. 9 m un 10k, aum.

JIEKAPCTBEHAa d)opMa M OKOHYAaTeJIHa OHaKOBKa)

©O© N

(Mzm. - 1B, 6p. 34 or 2009 r.
orM., 6p. 67 or 2011 r.,
HOBO, Op. 19 or 2020 r.)

[IPOTOKOJI
Ne e OPUTMHA
000000000. .. ara. J1

[IpuTexaren Ha
pa3pelieHue 3a
yroTpeba/Heros
YITBJTHOMOLIEH
MPEICTaBUTEI

Anipec:

MH o 3IC/UH no
HAIIMOHAIHOTO
3aKOHOJATEICTBO 32

JC:

EVK/BYJICTAT:

M.O.JL.

[Tonyuaren:

[Hanmonamana 3APABHOOCUTYPUTE/IHA Kaca

Anipec:

['p. Codust, yi. Kpuunm Ne 1

EVK/BYJICTAT:

121858220

M.O.JL.

Or: J1o:

3a nepuo;

3a moco4eHus epHUOJ AbJKUMAaTa 3a Bb3cTaHoBsiBaHe cyMa Ha H30K ot
PUTEKATEIIS Ha pa3pelieHre 3a ynoTpeda/HeroB yIrbIHOMOIICH
npencraButeln Ha 3aruiarenu o H30K cpencTsa 3a JiekapCcTBEHU NPOAYKTH 32
MAIMEHTH, TPU KOUTO € HAJIMIIE JIUTICA HA PE3YJITAT OT TepanusTa, Bb3JIM3a Ha!
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I'py
3amaTeHa cyma 3a
na [JIexapcr 3amutarena cyma ot H30K,
Kommae enuauna ot H30K,
Nd (A, Ben MoJyIeXania Ha
CTBO o IyIe)KaIna Ha
b, [mpoaykr BB3CTaHOBSIBAHE 00110
BH3CTAHOBSIBAHE
B)
M3MeHeHue Ha JaHbyHaTa OCHOBA OOIIIO:
JJC craBka.
W3menenune va JIJ1C:
Cyma 3a .
) Cpok 3a mianiaHe:
M1alanHe:.

1100 01

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

OcHoOBaHuE 3a

Unen 8a, an. 9 m wi. 10k, an. 9 ot Hapen6a Ne 10 ot 2009
. 32 YCJIIOBUSATA, pelia, MEXaHU3Ma U KPUTEPUUTE 32
aruiamiane ot HanonanaHarta 31paBHOOCHTYPHUTEIHA Kaca
Ha JICKAPCTBCHH MIPOJAYKTH, MEAMIIMHCKY M3/ICIHS U HA
ITMCTUYHU XpaHI/I 3a CIICNUaJIHU MCOUIIMHCKHU 1ICIIN,

13]]aBaHe!
lI0roBapsiHe Ha OTCTBHIIKY U Bb3CTAHOBSIBAHE HA
MPEBUIIICHUTE CPEICTBA MIPU NIPHJIaraHe HA MEXaHU3bM,
rapaHTHpAIl MPEABUIMMOCT U YyCTOMYHUBOCT Ha OI0/KeTa
Ha H30OK

JlaTta Ha

BBH3HHUKBAaHE Ha

TaHBYHOTO

cnOuTHE:
CripaBKa 3a KOJMYeCcTBaTa Ha JIGKapCTBEHHU MPOIYKTH 32

[ Ipunoxenue: MAIMEeHTH, IPU KOWTO € HAJIMIIC JIUTICA Ha PE3yNITaT OT

TepanusaTa, u cpeacrnara, 3amnateHu oT H30K 3a 1sx

Ba mpuTexarens Ha
pa3perneHneTo 3a
yrorpeba/ Heros

Y ITBJTHOMOIIICH
[pEICTABUTEI:

3a Hamuonannara 30paBHOOCUTYPHUTEIIHA Kaca.

Npunoxenue N 3

KBM YJI.

IB, 6p. 34 ot 2009 r.,

(Uzm. -

9a, an 1

6p. 67 or 2011 r.,

M3M. U OOI. ,

1o

6p. 48 or 2014 1.)

YIIPABUTEJIA HA H30K

SAAdBIJEHMUE
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( mBIHO HamMeHOBaHME Ha NPUTEXATeJd HA PaspelleHMeTo 3a yrnorpeba)
CBC CelayiMile M aIPEeC Ha YIHIPABIIEHME. . . vt vt vttt ottt et st et et et et et e e e ,
OPENCTABIIABAHO OT:i 4t v vt v vt vttt bttt e et e e et e e e e
( 3a wpumuuecko Jsuile - MOBIHO HaMMEHOBAHME Ha MNPeICTaBUTEJId, Ccenajume u
azgpec Ha yHOpaBJjleHue, 3a QU3MYEeCKO JiMuIle - TpuTe mMMeHa, FEI'H,
MOCTOSHEH anpec)
B KayeCTBOTO My Ha. NpuUTexaTeJl Ha paspemeHre 3a ynorpebal ynIbIHOMOMEH

npencrTaBuUTel

( HeBapHOTO Ce 3aveprTana)

C IOKYMEHT, yIHOCTOBEpABAall NPEICTaABUTEIHATA BIACT. . vt v vttt et eee e
3a cpofleHMsa M KOHTaKTU.

51 @
M. o i e e e e e e e e e e e e e
TenedoH . ... vvv .. ®AKC v E-mail ... ..

YBAXAEMM T'OCHOIMH/ TOCIIOXO YIPABUTET,

Ha ocuoBanue ujy. 9a, asn. 1 or HapemGa N 10 or 2009 r. 3a ycmoBusra u
peIma 3a 3arjallaHe Ha JIeKapCTBEeHM NpoaykTu no uj. 262, an. 6, 7. 1 or 3akoHa
3a HeKapCTBeHMTe HpO,HyKTM B XyMaHHaTa MeIUMIMHaAa, Ha MeIMLIVHCKM U3OeJind n
Ha IOMEeTUUHM XPaHM 3a ClHeLUMallHM MEeOULMHCKM LeJjiM, KaKTO M Ha JIEKapCTBEHU
NPONYyKTM 3a 3APaBHUTE OeMHOCTM o uj. 82, aia. 2, T. 3 oT 3akoHa 3a 3OpaBeTo
3aapaBaM, UYe Xejlad IOa Cce IIpeKpaTM 3amnjamaHeTo oT H30K no penma Ha Hapenbara
Ha CJIeOHUTE JIEKAPCTBEHM NPONYyKTN:

L e e e
( HamMeHOBaHME Ha JIeKapCTBEHMS NPOAYKT, JIEKAPCTBEHa (opMa M OKOHYATEJIHA
ornaKoBKa)
2
L
Tama: e e e e e e e e e e e e e e
(mommmc m meuar Ha 3aABUTEsIA)
Npunoxenne N 3a
xkeM uj. 10a, am. 1
(Hoso - IIB, 6p. 48 or 2014 r.)
SASABIEHUE
1
(l’l'b]lHO HAUMEHROBAHUE Ha npumestcameliid Ha pa3peuerueno 3a ynompe6a/ynbﬂHOM0u;eH
npeocmaesumenn)
ChC CENNATHIIE U AJIPEC HA YIIPABIICHHUE, .veuvereerressersseeeesserssesssessesssesssessssssesssessesssesssessessesnsens
.................................................................................................................................................. ,
npeaAcCTaBJIABAHO L0 0 P
.................................................................................................................................................. ,

(3a opuouuecko nuye — NbIHO HAUMEHOBAHUE HA NPeOCmasumes, ceoanuue u aopec Ha
ynpaenenue; 3a gusuyecko auye — mpume umena, ECH, nocmosinen aopec)
B KQUECTBOTO My Ha: MMPHUTEKATEI Ha pa3pellieHue 3a yIoTpeda/yrbIHOMOIIEH MPEICTABUTE
(nessapromo ce 3auepmasa)

C IOKYMEHT, yIOCTOBEPSBAI MPEACTABUTEITHATA BIIACT. ..uuveeueeaureessersnressseesseessnsssesssessnsesssns
3a chOoOIIEeHU U KOHTAKTH.

F 11 1T PR RT PR
(PPt
TenmedOH ..oovevereieeeeieeeeee y DAKC e ye-Mall oo
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YBAXXAEMU I'OCITIOAVH/T'OCITOXO YITPABUTEJI,

Ha ocnoBanue wi. 10a, an. 1 or Hapen6a Ne 10 oT 2009 r. 3a ycnmoBusTa 1 pena 3a 3arvialiane
Ha JIKapCTBEHH MPOAYKTH 10 wi. 262, ai. 6, T. 1 ot 3akoHa 3a JIeKapCTBEHUTE MPOJYKTH B
XyMaHHaTa MEIUIMHA, Ha MEIUIIMHCKH U3IeNIUS M HA IUeTUYHHU XPaHU 3a CIICIHATHU
MEJIMLMHCKH 1IEJIH, KaKTO U Ha JIEKapCTBEHH MPOAYKTH 3a 3/[paBHUTE JICHHOCTH 110 4. 82, ai.
2, 1. 3 0T 3aKOHa 3a 3/IpaBETO 3asiBsIBaM, 4e KeJasi CJICTHUTE JIEKAPCTBEHU MPOTYyKTH,
HEOOXO/IMMU 32 M3ITBIHEHUE Ha JIEHHOCTHUTE IO 3/[paBHA IpOrpama:

(HCZZ/IMEHOGCIHMQ HA cvomeenmHama npoepaMa)

nma ce 3amiamat oT H30K:

TSP PR PR ORPRPPPORON

(raumenosanue na nexapcmeenust npoOyKn, 1eKApCmeeHa Gopma u OKOHUAMENIHA ONAKOBKA)

Kbvm HaCTOAIOTO 3as4BJICHUE IIpUJIaraM CICAHUTE JOKYMECHTH.

1. Konre oT Bs13710 B cHiia penieHne Ha HarmoHamHus ChBET MO IIEHU U peuMOypcHupaHe Ha
JIeKapCTBEHHUTE MPOAYKTH (TpHiIarat ce perieHusTa 3a BCEK! eJMH OT MIOCOUSHHTE MO-TOpe B
3asIBJICHUETO MPOJYKTH).

2. CiuchK Ha MPUTEXKATEINTE HA Pa3pelIeHue 3a ThProBUS Ha €APO C JIEKAPCTBEHH MPOTYKTH.

(noonuc u neuam na 3aseumerst)
Npunoxeune N 36

xeM uyt. 15, am 1, 7. 2 u un. 19m, an 1
(HoBo - IIB, 6p. 48 ot 2014 r.)
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J0
YIIPABUTEJIAI HA H30K

JAJABJIEHUNE

(nvano naumenosanue na npoussooumens va MU (na IXCMI])lynvinomowen
npedcmasumenlmopzoseya na eopo ¢ MUlynvanomowen npeocmaeumen)
ChC CEIAMIIE U apeC Ha yIpaBICHHE:

(3a ropuouuecko 1uye — NbAHO HAUMEHOBAHUE HA NPeOCMAsUmMes, cedanuuje U aopec
Ha ynpasnenue; 3a uzuyecko auye — mpume umena, EI'H, nocmosinen aopec)
B Ka4eCTBOTO cu Ha: mpousBoautes Ha MU (na JIXCMILI)/ynbiaHoMoteH
npeacraButet/ Thproseia Ha eapo ¢ MU/ymbIHOMOIIEH MpecTaBUTEN
(nessipromo ce 3auepmasa)
C IOKYMEHT, yIOCTOBEPSBAIIl IIPECTaBUTEIIHATA BJIACT:

[TocouBam cremHuUs aapec 3a ChOOIICHUS U KOHTAKTH:
Anpec:

YBAXAEMU I'OCITOAVH/T'OCITOXO YITPABUTEJI,

Ha ocnoBanue ui. 15, an. 1, 1. 2/an. 191, an. 1 ot Hapen6a Ne 10 ot 2009 1. 3a
YCIIOBUSATA M PEJIa 32 3aIUIalllaHe Ha JICKAPCTBEHU MPOAYKTH 10 Wwi. 262, an. 6, T. 1 ot
3aKkoHa 3a JICKapCTBEHHUTE NPOAYKTH B XyMaHHATa MEIUIIMHA, HA MEAWIIMHCKH H3/ICTUs
Y Ha TMETHUYHU XPaHU 3a CIICIUATHN MEIUIIUHCKY 1ICJI, KAKTO M Ha JICKapCTBEHU
MPOJIYKTH 3a 3APaBHUTE ICWHOCTH 110 Wwi. 82, ait. 2, T. 3 0T 3aKoHa 3a 3PaBETO
3asiBsiBaM, 4e kenas aa ce npekpatu 3amtamaneto or H30K no pena na Hapenbara Ha
CJIETHUTE MPOTyKTH:

USSP UR PR OSPRPPPORON

(raumenosanue na MU, JJIXCMI], 6uo, onaxosxa)
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LG T
Cpok, 10 koiTo 11e obaar ocurypsisanun MU/JIXCMI]
JIaTa: oo,

(noonuc u neuam na 3aseumerst)
Npunoxexnne N 4
keM uiy. 19, am. 1
(Mzm. - 1B, 6p. 67 or 2011 r.,
6p. 48 or 2014 1.)

3AJABJIEHUWNE

(nvano naumenosanue na npoussooumenslynvinomowen npedcmasumenn)
CHC CEIATMIIE U ATPEC HA YIIPABIICHIE: +evvereerrereessersessessessessensemssessessessessessessessemseessessessessessenss :
TIPEIICTABIITBAH OT: +.vvverveseesessesensessessesessessenemsessessesessensessesessensasessessessesessessnsessessesessessensesessensens :
(3a ropuouuecko ruye — nbaHO HAUMEHOBAHUE HA NPeOCmasumes, ceodaluue u aopec Ha
ynpaenenue; 3a gusuuecko auye — mpume umena, ECH, nocmosinen aopec)
B KQUECTBOTO MY Ha: MPOM3BOIMTEI/YITBIIHOMOIIEH IPEICTaBUTEN
(nesspromo ce 3auepmasa)
C IOKYMEHT, YIOCTOBEPABAIIL TIPEIACTABUTEITHATA BIIACT: «vevverversesersessersenseeseessessessessessessensensens
[TocouBam ciieTHHS aapec 3a ChOOIIECHHS ¥ KOHTAKTH:

YBAXAEMHU I'OCITOAWH/TOCITIOXO YITPABUTEJI,

Ha ocHoBanwme wi. 19, an. 1 ot Hapen6a Ne 10 ot 2009 r. 3a ycioBusTa U pefia 3a 3aruiamaHe
Ha JIEKapCTBEHU MPOAYKTH 10 Wi. 262, ait. 6, T. 1 oT 3akoHa 3a JIEeKapCTBEHUTE IPOIYKTH B
XyMaHHATa MEIUIIMHA, Ha MEIUIIMHCKH U3/ICNUS ¥ HA TUETHYHU XPaHU 32 CIICIHATHH
MEIMIIMHCKY 1IeJTH, KAaKTO U Ha JICKApCTBCHH MPOIYKTH 3a 3JIPaBHU JACWHOCTH 10 wi. 82, aj.
2, 1. 3 oT 3aKOHa 3a 3JIpaBeTo 3asBsiBaM, ue xkemas faa ce 3amiamar ot H30K criennure
JAXCMII:

(HauMenoeaHue Ha ouemuynama XpaHa 3a cneyuainu Medmwncxu yeiu, 8140, 01’1617('067(’61)
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I[I/IGTI/I‘IHI/ITe XpPaHM 3a ClicuuaJIHUu MCOAUIUHCKHA LCJIN 1€ CC Pa3lIpOCTpaHsABaT 10 alITCKUTE,
CKJIFOYHJIN OOT'OBOP C H3OK, OT CJICIHMTE ThProBIU HA €IpO.

TP U UR PRSPPSO

(Haumenosanue na 1uyemo, npumesrcasauyo yOoCmoseperue 3a pecucmpayus Ha 0bekm 3a
MbP206UsL ¢ XPAHU, U30A0EHO NO pedd Ha 3aKOHA 3a Xpanume)

R
[Ipunaram ciieTHUTE TOKYMEHTH:

1. lexnapamus, 9e chorBeTHaTa JJXCMI] oTroBaps Ha ycioBueTo mo wi. 18, an. 3, kato ce
MOCOYBAT KOHKPETHUTE 00IeCTBEHH (OHIOBE B ChOTBETHATA IbPIKaBa.

2. Jlexapariys 3a ChIJIacue OT MOCOYEHUTE ThPrOBIM HA €APO 3a JOCTaBKa HA JUCTHYHHUTE
XpaHH 3a CHCIHMATHA MEIUIIUHCKH e (MpUiiarar ce JeKJIapaiuu OT BCHYKU TTOCOYCHU
THPIOBIU HA €/IPO).

3. lexmapanus 3a peryJsipHO OCUTYPsIBaHE Ha 3asSBEHUTE IUETUYHU XPaHU 3a CTIICIIHATHU
MEIUIIMHCKY IIeJTH 32 TIEPUOJI He TIO-MarbK OT 12 KaJleHJapHu Mecera.

4. Konvie 0T JOKYMEHTH, YI0CTOBEPSBAIIM H3UCKBaHUATA M0 wi. 18, an. 1 (mpuarar ce
JOKYMEHTH 3a BCSIKa TUCTHYHA XpaHa 3a CICIHATHA MEIUIIUHCKH [IEJIH).
JlaTa: ..o,

(noonuc u neuam na 3aseumerst)
Npunoxexnne N 5

N

keM uj. 16, aJ.

(HoBo - IIB, 6p. 67 or 2011 r.
orMm., O6p. 48 or 2014 r
[lpunoxenne N

keM uj. 16, aJ.

(HosBo - 1B, 6p. 67 or 2011 r.
orm., 6p. 48 or 2014 r
[lpunoxenne N

xeM uji. 19, aum

(HosBo - IIB, 6p. 67 or 2011 r.
orm., 6p. 48 or 2014 r
[IpunoxeHue N

keM ujl. 21, an. 3 u

N N O~~~

oo~~~
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(HoBoO -

IB, ©p. 67
usM., 6p. 48
orm., Op. 62
B cuya or 14.

oT
oT
oT

08

2011
2014
2015
. 2015

)

HH A

Npunoxenne N 8

K'BM WJI.
(HoBo - IIB, 6p. 30
usMm., 6p. 62
B cuia ot 14.
op. 19
6p. 49
B cuia ot 1.
ITPOTOKOJI
No 000000000... [flara; 3 H1HHA
[IpuTexaTen Ha pa3penicHue 3a
yroTpe6a/HeroB yrbIHOMOILEH
peICTAaBUTEN
A nipec:
MH no 3/IC/UH no
HALMOHATHOTO 3aKOHOJATEIICTBO
za JIJIC:
EUK/BYJICTAT:
M.O.JL.
Monyaaten: [HanuoHaiHaA 31PABHOOCHTYPHTETHA
Kaca
A ipec: ['p. Codus, yiu. Kpruum Ne 1
EVK/BYJICTAT: 121858220
M.O.JL.
Or: Jlo:
3a mepuo: |

3a mocoueHwusl MEPUOJT AbKUMATa KOMIICHCAIIHS 32 CMETKA Ha MPUTEkKATEIIs
Ha pa3pelleHne 3a ynoTpeda/HeroB yIrbJIHOMOIIEH MPEACTABUTEN 3a
BaruiaiaHe Ha oTimycHatu U otTueTeHn kbM H30K nexkapcTBeHu npoaykTu

BBH3JIM3a Ha!
INd I'pyna | JlexapctBen |[Komnuect| OTcrhnka 3a equanna | OTcThbIKa 00110
(A, B, | mpomykr BO
B)

M3MeHeHune Ha JaHbYHATA OCHOBA 0611_10:

JJIC craBka:

M3menenue na JIJ[C:

CyMa 3a mianjaHe: |

| CpoK 3a I1alaxe:
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ITo cmetka Ha H30K: BIC: BNBGBGSD, IBAN: BG46 BNBG 9661 3100
1100 01

Unen 230, an. 1 or Hapen6a Ne 10 ot 2009 1. 3a
yCTIOBHSITA, Pella, MEXaHU3Ma U KPUTEPUUTE 32
BarnTaniane oT Hammonamnara
BPaBHOOCUTYPUTEIIHA Kaca Ha JIEKAPCTBEHU
MPOAYKTH, MEIUIIMHCKH U3JICTHS ¥ HA JUCTUIHU
XpaHH 32 CTICIUATHI METUIIUHCKY 11eITH,
JlTOroBapsiHe Ha OTCTHITKH U BH3CTAHOBSIBAHE HA
MPEBUILICHUTE CPEICTBA MPH MPUIIaraHe Ha
MEXaHU3bM, TapaHTHPAI TPESIBUIAMOCT U
crounBocT Ha O6romkera Ha H3OK

OcHOBaHMeE 3a U3IABaHE:

/laTa Ha BH3HUKBaHE Ha
MTAaHBEYHOTO CHLOUTHE:

CripaBKa 3a KOJIMYeCTBaTa OT JIEKapCTBEHUTE
MPOJYKTH IO EJIEKTPOHEH OTYET ChITIACHO 4. 8,

[IpunoxeHue:
p . 3, 3artatedn oT H30K npe3 choTBeTHUSA
epuos
3a mpuTexaTens Ha
[pa3perieHueTo 3a
yrmoTpeba/Heron 3a HanrionanHaTa 31paBHOOCUTYpHUTEIIHA Kaca!
YI'BJIHOMOIIICH
MpeCTaBUTEN.
Npunoxeune N 86
KeM ujn. 23m, ajn. 2
(Hoeo - OB, 6p. 17 or 2019 r.,
usm. , 6p. 19 or 2020 r.)
Usrorsen ot I[TPY .............. IV, Ha [IPY..............

Ha 0a3a JOrOBOPEHHUTE OTCTHIKHU 10 wi. 21, ai. 1, T. 4 ot Hapenba Ne 10

[TPOTOKOJI
N s

JlaTa:......... OPUT'U
....... HAJI

[IpuTexaren
Ha
pa3peleHue
3a
yroTpeda/uer
OB
[YITBJIHOMOII[E
H
peICTaBUTEN
Agnipec:

NH o
31IC/VH o
HAI[MOHAJHOT
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0
3aKOHOATEJIC
rBo 3a JIJIC:

EUK/BYJICT
AT:

M.O.JL.

[Tonyuaren:

HaI_II/IOHaJ'IHa 3APAaBHOOCUT'YPUTCIIHA Kaca

A nipec:

['p. Codust, yi. Kpuunm Ne 1

EUK/BYJICT
AT:

121858220

M.O.JIL.

Or:

Jlo:

3a nepuon;

3a mocoveHus NeproA IbDKMMAaTa KOMITIEHCAINS 32 CMETKa Ha MPUTEXAaTeIs
Ha paspelleHre 3a ynoTpeoa/HeroB YIrbIHOMOIIIEH MPEICTaBUTEN 3a
3aruraiiaHe Ha oTiycHaty 1 otdyeteHn kbM H3OK nexkapcTBeHN MpoayKTH

BB3JIM3a Ha!

NdI'py |JIexaper|Konnuec|OTerpnka 3a| OTcThnka | ABaHCOBO Cyma 3a
na | BeH TBO eAMHUIIA 00110 IUIATEHU |U3paBHSIBaHE
(A, |mpoxykT CpelcTBa
b,

B)
M3meHeHMe Ha TaHbYHATA OCHOBE} 0 0 0
00110:
JJC craBka. 20 % 20 % 20 %
W3menenue Ha JIJ1C: 0 0 0
Cyma tia 0,00 0,00 0,00
OTCTBIIKA!

Cyma 3a Cyma 3a Cpoxk 3a

M3paBHSBAHE! Miamaxe: IUIalIaHe:!

[To cmetka Ha H30K: BIC BNBGBGSD/IBAN

BG46 BNBG 9661 3100 1100 01

OcHOBaHuE 3a
M31aBaHe:

ot 330)

Unen 23, an. 2 ot Hapen6a Ne 10 (mapen6ara 1o ui. 45, an. 9

/laTa Ha B3HHUKBAaHE Ha
IMTAaHBYHOTO CHOUTHE:

[Ipunoxenue:

CripaBKa 3a KOJIHYECTBATA OT JICKAPCTBEHUTE MPOTYKTH TI0
CJICKTPOHEH OTYET ChIVIACHO Wi. 8, an. 3, 3amtarenu oT H30K
Hpes CBbOTBCTHUSA nepno;[
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3a mpuTexaTens Ha
pa3perieHneTo 3a

yrotrpeba/Heron 3a HanmonanHarta 3paBHOOCHTYpPHUTETHA Kaca!
YITBJTHOMOIICH
MPCACTAaBUTECIL .

Npunoxexnne N 9
kM ui. 26, am 5
(Hoeo - IB, 6p. 48 ot 2014 1.)

IMIPEJJOXEHMNUE

(nvano naumenosanue na npumedsicamens Ha paspeuieHuemo 3a ynompeoalynvinomouen
npeocmaesumenn)

CHC CEIATMIIE U ATPEC HA YIIPABIICHHUE: .e.vvereereereerseseessessessessessesseessessessessessessessessesssessessessessenes :
FR§01CTi (V213150 2 (0 X 0
(3a ropuouuecko ruye — nvaHO HAUMEHOBAHUE HA NPEOCMABUMEISL, CeOanuue U aopec Ha
ynpaenenue; 3a gusuyecko auye — mpume umena, ELH, nocmosinen aopec)

B KQUECTBOTO CH HA: MPHUTEKATEI Ha pa3pelieHue 3a ynoTpeda/ymbIHOMOIIEH
IpEeICTaBUTEN
(Hessapromo ce 3auepmasa)
C IOKYMEHT, yIOCTOBEPSBAII PEICTABUTETHATA BJIACT:
3a chOOLICHHS U KOHTAKTH:
Anpec:

YBAXXAEMHU I'OCITIOAWH/TOCITOXO
VYIIPABUTEJI,

Ha ocnoBanue ui. 45, an. 13 330 npeayiaraM OTCTBIIKA OT CTOMHOCTTA Ha CIEIHUTE
JIEKapCTBEHM MPOAYKTH 3a 3[[PaBHUTE ACHHOCTH 10 Wi. 82, an. 2, T. 3 oT 3aKoHa 32
3JIpaBeTo,

MpUJIaraHy B U3IIBIHCHHUE HA poTrpamMa
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(Haumenosanue na (pasmep na (cmotinocm, nonyuena 6 pesynmam
JleKapcmeeHust npooyKnt) npeonodceHama HA NPeONoACeHama OMCmvnKQ)
omcmwnka 6 %)

SRR
KBM HaCTOSAMIOTO 3ASIBICHUE TIPHITATAM: ..vveeereurreeessureeessssereesssssressssssseesssnsssesssnsssessssnsseess
JaTa: ..o,

(noonuc u neuam na 3aseumerst)

Npunoxeune N 10

xeM us. 34, an 1

(HoBo - IIB, 6p. 17 ot 2019 r.
orMm., 6p. 19 or 2020 r.)
Npunoxenne N 11
KkeM uj. 36, amn. 3

(HoBo - IIB, 6p. 17 or 2019 r.

n3Mm. , 6p. 49 or 2022 r.,
B cuna ot 1.07.2022 r.)
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HMaromeen ot [IPY YT
GazaTa Ha PaINDA MO JeKAPCTEEHNH MPOIY KTH, JANIa1Ua HH HANGIHO HIH YacTH4Ho oT H30K

NPOTORO

JaTa e iieenn

OPFUNHMHAL

IlpsTesaTen 1a paspeilente 3a
Vit Tpeda/ HETOB VITLIILOMOLIET

[Lpe] CTABMTED

Aapec:

HMH no 3010/ HH no HauHoHATHOTO
makoHogaTencTEo 3a 0

EMK/BYJICTAT:

MOUL
Hoayuarea: HauuoHata 31pasHOOCHIYPHTENHA Kaca
Aapec: I'p. Codna, v Kpuaas® Ne |
EMK/BYIICTAT: 121838220
M.OJL
or o

3a nepuoa:

3a mocoyeHHs MepHOd JLMEHMATA KOMIEHCAUHA 33 CMETED HA NPHTEMRATENAR HA PAIpelleHHe 33 }'L‘IDTpEﬁEI. HETOB ¥NEIHOM OLUEH HETOR
MOEICTABHTEN 33 33MTAMAHE HA OTNYCHATH H OTHETEHH KEM H3I0OK ne EADCTEEHH NMDOJVETH BL3TH33 Ha!

Hoarpyna Pagviep na Faavep na Pazmep na Pazmep na
A1 BHIIETHETO HATBHUIEHHETD | NAIBHILEHHETO NAIBHILIENHETO 38
Ipviia A rpvia b rpyvia B rpyin A+b+B

Noarpyna CoMocTOATETIH 1€ KAPCTHENH NPOIYKTH =

Hauvenosaine un 1exapcTHel NpOIYKT

HNoarpyna CHopig TeKapcTRENH NPOIVKTH =

Hauvenosanue un aexapeTRen NpOIYKT

HameHeHHe Ha JANLYHATE OCHOEA ofwWo:

ILIC cTankar bl 20045 208 205

Hamenenne na JAC:

C}'MEI. 33 NIalaHe:

CPDN I3 Miauame:

[lo evetka wa HIOK: BIC BNBGBGSD/ IBAN B(#4 BNBG

9661 3100 1100 01

(Ocuoranue 3a H3JaBaHE!

41.36, an.2 ot Hapeada Nel()

[1aTa Ha FLIHHKEAHE HA JANLYHOTO CcLOHTHE:

lIprnomenne:

Cnpaera 33 HaJBHIWEHHETO no 4n35, 7.2 o1 Hapeada Meld

NMPEICTARHTED

3a MPHTEXATENS HA PAIPEUEHHETO 33 }'E'I-DTpEﬁZl HEM0B ¥ MLIHOMOLIEH

3a HaumonanuaTta JAPABHOOCHTYPHTEIHE Kaca:
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