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YETUPUJAECET 1 AEBETO HAPOJHO CbBPAHUE

KOMHUCHA IO 3IPABEOIIAZBAHETO

TOKJIAJ

OTHOCHO: 0011 3aKOHONPOEKT HA IPHETHTE HA MLPBO Ijiacysane Ha 25 simyapm 2024 .
3aKOHOHPOEKT 32 H3MeHeHHe H JoIbJIHeHHe Ha 3aK0HA 32 3/APABHOTO ocHrypsBane, Ne 49-354-
01-96, BHecer o1 Bacua Xpucros Ilangos 1 rpyna Hapoauu npeicrapuren Ha 14 cenremspn
2023 r., 3aKOHONPOEKT 32 M3MEHECHHE U {0ILIHeHEE HA 3aK0HA 32 3PABHOTO OCHrypaBaHe, Ne
49-354-01-100, Buecen ot Kocraaun I'coprues AHIe/I0B B rpyna HADOOHM NPEICTABHTE/IH HA
19 cenremBpu 2023 r. 1 3aKOHONPOEKT 32 JONBLJIHCHHE HA 3AKOHA 32 3APaBHOTO OCHTYPABAHE,
Ne 49-354-01-122, aecen oT boxxknaap ILnamenos bokanos i rpyna HApOANM NPEICTABHTETH
ua 17 HoemBpu 2023 r., u3roTBEH HA ocHOBaHHe WI. 78, a1, 2, n3pedenne nbpeo ot IlIpapunnnka
3a opraaumsanuaTa u geiitnocrra va Hapoanoro cx0panne.

OBm ITPOEKT!

3JAKOH
3A HF3MEHEHHE H JOIIbJIHEHHE HA 3AKOHA 3A 3fPABHOTO OCHI'YPABAHE

(06u., 1B, 6p. 70 ot 1998 r., u3M. u gom., Gp. 93 u 153 or 1998 1., 6p. 62, 65, 67, 69, 110 u 113
ot 1999 r., 6p. 1 u 64 ot 2000 1., Gp. 41 oT 2001 1., Op. 1, 54, 74, 107, 112, 1191 120 or 2002 1.,
op. 8, 50, 107 u 114 o1 2003 1., 6p. 28, 38, 49, 70, 85 u 111 ot 2004 r., 6p. 39, 45, 76, 99, 102,
103 m 105 ot 2005 r., Op. 17, 18, 30, 33, 34, 59, 80, 95 u 105 o1 2006 1., Op. 11 o1 2007 .,
Pemenune Ne 3 wa Koncrurynmonsns csi ot 2007 r. - 6p. 26 or 2007 r., m3m., 6p. 31, 46, 53, 59,
97,1001 113 or 2007 r., 6p. 37, 71 m 110 o1 2008 1., 6p. 35, 41, 42, 93, 99 u 101 o1 2009 1., Gp.
19, 26, 43, 49, 58, 59, 62, 96, 97, 98 u 100 ox 2010 r., Op. 9, 60, 99 1 100 o1 2011 ., Op. 38, 60,
94,101 u 102 o1 2012 1., 6p. 4, 15, 20,23 1 106 07 2013 1, 6p. 1, 18, 35, 53, 54 u 107 oT 2014 1.
u 6p. 12, 48, 54, 61, 72, 79, 98 u 102 ot 2015 r., Perenne Ne 3 pa KoHCTHTYIHOHHHS CHI OT
2016 1. - 6p. 20 ot 2016 1., u3m., 6p. 98 ot 2016 1., 6p. 85, 101 u 103 or 2017 1, 6p. 7, 17, 30,
40, 77,92, 102 u 105 01 2018 1., 6p. 24, 99 n 101 o1 2019 1., 6p. 54 1 67 u 103 01 2020 1., 6p. 21
or 2021 r., 6p. 18,32 m 62 01 2022 1. 11 Gp. 8, 13, 64, 66, 82, 84 u 106 o1 2023 1.)

Bapuany 1:
§ 1. B un. 45 ce cp3nasar an. 17a u 176:

.{(17a) Mnmusuayanaute gorosopd mo 4. 20, an. 1, T. 5, AONBIHATENHHTE CIOPa3yMEHUs
KBM THX, YBEJOMASHHS K JPyIH JAOKYMEHTH OTHOCHO CKIIOYBAHETO, H3MEHCHHETO H
MPEKPATABANETO MM, CE H3TOTBST Karo eJeKTPOHEH JOKYMEHT M CE€ HOANMCBAT OT CTPAHHTE C
KBayruuiupan eIeKTPOHEH MOJIIHC.

(176) Horosopure 1o um. 20, am 1, T. 5, IONBIHATEIHHTE CHOPasyMEHHA KbM TAX,
YBEIOMIICHHS U IPYTH JOKYMEHTH OTHOCHO CKIIOUBAHETO, H3IMEHEHUETO H IPCKPATABAHETO UM,
ce H3Ipamar 9pe3 HHPOPMAIMOHHa CHCTEMa 33 CHI'YPHO CNICKTPOHHO BPBYBAHE o WL 26, ai. 2
0T 3aK0oHA 3a €IEKTPOHHOTO yIpaBicHue.
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Bapuanr 2:
§ 1. B un. 45 ce mpapAT ClIeIHUTE U3MCHEHUS ¥ JIOTTBTHEHH:

1. Anmrres 29a ce U3MEHA Taka:

~(292) B cnydaute mo an. 29, xorato HiAMa ACHCTBAIH PAMKOBH CIOpa3yMeHHs 33a
CHOTBETHATA MOJMHA, 38 BCeKH oTueTeH Mecen oT Hest H30K 3aimama neKkapCcTBEHATE IPOIYKTH
Ha CTOMHOCT, M3UHCiieHa Ha Oaza Hal-HHCKaTa CTOMHOCT HA €OMHHUA aKTHBHO BEIICCTBO IO
MEXIYHAPOIHO HenaTeHTHO HaumeHosanue (INN) u nexapcTeeHa Qopma, oT:

1. cpenHoapHTMETHYHATA CTOMHOCT HA CHMHHIA aKTHBHO Bemectso 1o INN m
¢opma, uzwricTeHa Ha Oa3a 5-Te Hal-HMCKM LECHM 3a CLOTBETHHTE JIEKAPCTBCHHM IIPONYKTH, Ha
KOHMTO €A JIOCTABCHH Ha M3MBJIHHTENINTE Ha OOIHWYHA MEJUIMHCKA [IOMOHI ¥ OTUETEHH KbM
H30K mpe3 TpuTe Mecelia, TpeaxX0XAaliy ¢ S1H Mecell OTUETHHI MECeIT,

2. CTOMHOCTTa 34 eJMHHIAa aKTHBHO BeifecTBO o INN u Qopma, m3vucieHa Ha
Oasa meHATa, HA KOATO JIEKAPCTBEHUST MPOAYKT € JIOCTABEH M OTYCTEH OT H3IBIHHTENS Ha
OOHMYHA MeIUTIMHCKA TIOMONL,

3. croHHOCTTA 32 CAMHHIIA AKTHEHO BEIECTRO, H3UHCIEHA Ha Da3a CTOHHOCTTa Ha
OTIAKOBKA, ONpeleicHa CboOpasno pedepeHTHATa CTOWHOCT, mocodeHa B [losmrHBHMA
JICKAPCTBECH CHECHK MO WL 262, ain. 6, T. 2 oT 3aKkoHa 3a NEKapCTBCHATE NPOAYKTH B XyMaHHATA
Meauuaa.

2. Cn3mapat ce an. 290, 298 u 29r:

,»(296) M3rpiauTenuTe Ha GOMHMYEA MEIMIMHCKA MOMOLL JOIOBAPAT ¢ THPTOBIHTES Ha
CApO YCIOBUATA U Pela 38 3aIUiaiiaHe pH OTUHTAHE Ha JeHCTBaliaTa HOpMaTHBHa ypenba # B
paMKWTE Ha CTOHHOCTHTE, 3amnamany oT H30K.

(298) Koraro 3a KOHKPETCH JIeKapCTBEH IPOAYKT He MOXKe Jia Obe onpejieNieHa CTORHOCT,
cermacHo an. 29a, 1. 1, H30K sanamia 3a CeIIHA CTOMHOCT, M3uMC/IeHA HA Oasa Hali-HUCKaTa
CTOMHOCT HA €IMHUIA aKTHBHO BemecTso mo INN U nexkapcTBeHa (opMa, OT CTOHHOCTTA 3a
eIUHMIA aKTHBHO BENISCTBO, M3YHC/IeHA Ha 0a3a IeHaTa, Ha KOATO JEKapCTBCHUAT NPOAYKT €
JOCTABCH W OTYCTEH OT M3NBIHUTENA Ha OONHMYHA MEAMIMHCKA MOMOII M CTOMHOCTTA 3a
€/[MHHI1A AaKTHRHO BEIICCTBO, H3YNCIHeHA HA 6a3a CTOHHOCTTA Ha OIIAKOBKA, OlpeflelicHa ChINIacHo
pedbepenTHaTa CTORHOCT, MocoucHa B 1 103UTHBHUS JIEKAPCTBEH CIUCHK IO i, 262, ai. 6, T. 2 o1
3aKoHa 3a TeKapCTBEHUTE HPOJYKTH B XyMaHHaTa MEOMITHHA.

(29r) C nen mpeABHAAMOCT B KOHTPOJ, ¢cToHHOCTHTE 1o al. 2%9a, T. 1 ce mybnukysar
exeMeceuno Ha WHTepHeT cTpanmpara Ha H3OK. VYenosusta u peasr 3a MpedocTaBAHE Ha
HHOOPMANHMATEA OT U3LBIHNTEIMTe Ha OOHHIHA ITIOMOMHI c€ onpeAenit oT Hansopuus ¢hBET Ha
H30K u ce omoBecTABaT M Ha WHTEPHET cTpaHurara Ha H30K.“

Bapnanr 3:
§ 1. B wi. 45 ce mpaBAT cleAHETE M3MEHEHMS H JIOMBIHCHHA:

1. AnmaHes 29a ce U3MeHs Taka:

»(2932) B cnyuaute mo ai. 29, xorato HsAMa JEMCTBAillM PaMKOBH CHOPa3yMEHHS 3a
choTBerHara roguna, H30K e Moke fa 3ammama NeKapcTBEHUTE LIPOJYKTH Ha CTOHHOCT IO-
BHCOKA OT Haf-HHCKATa CTOMHOCT MEXIY HOCJISAHO JICHCTRAIIMTE PaMKOBH CIIOPAa3yMEHHUS H
cpenHo mnpereriiegara crolfHoct, samnateHa ot H30K mpes npejxonHara roamHa 3a BCEKH
JIEKAPCTBEH TPOAYKT, M CTOMHOCTTAa, HA KOHTO JIEKApCTBEHMAT IPOJAYKT € JOCTaBeH Ha
CHOTBETHHS H3LIBJIHHATEN HA OOTHHYHA MCIUIIMHCKE TOMOLL[, HE3ABHCAMO JTATH TOH € BE3JIOKHTEII
no 3akoua 3a oOIecTBeHHTE MOphukd., CpellHO NpeTErTeHaTa CTOMHOCT €€ ONPCACHI H
OTIOBECTRA HA WHTepHET cTpanmuara Ha H3OK mpu ycirosust M 10 pefl, ONpecHeH: B Hapendara
no aim 9.%

2. Cn3gaear ce an. 296 u 29s:

,(296) Korarto 3a KOHKpeTeH JIeKapCTBeH IIPOAYKT He Moxke jJa Obae oupeserncHa
croitroct, 3amnamana or H30K mo peaa ma an. 29a, H30K sannania ChOTBETHHA JICKAPCTREH
IPOJYKT Ha CTOMHOCT HE MO-BACOKa OT MAaKCAMANHaTa cToHHOCT 1o ain. 30.

(298) CrofinoctaTe, Ha kouto H30K 3amnama jiekapcrBeHHTe MPOAYKTH 1o al. 29a 1 290
ce nyOnUKyRar Ha HHTEpHET cTpanuuara ia H30K 1o pex 1 B cpoKoRe, onpeaelieHr B Hapeadara
o an. 9.



§ 2. B un. 59 ce cr3naBar an. 15 u 16:

»(15) Joropoputre mo =i 20, am. 1, T. 4, NONLIHHTEHATE CHOPa3YMEHHUA KBM THX,
YBEJOMIICHHS H IPYTH JOKYMEHTH OTHOCHO CKIEOUBAHETO, M3MEHEHMETO U HPEKPaTABAHETO UM,
Ce M3TOTBAT KATO EJIeKTPOHEH NOKYMEHT H Ce TIOJIHCBAT OT CTpaHHTe ¢ KBaTHGHIHpaH
€IIEKTPOHEH MTOMITHC.

(16) Hororopute mo un. 20, am. 1, T. 4, HOUBIHHUTENHHTE cnopa3yM6Hm1 KBbM THX,
YBEOOMIICHHSA ¥ APYTH JOKYMEHTH OTHOCHO CKIIOYBAHETO, H3MEHEHHETO U IPEKPATABAHETO UM,
ce M3mpamar 9pe3 HaGopMalHoHHa CUCTEMa 338 CATYPHO €IeKTPOHHO BpHYBAHE 1O Wi. 26, an. 2
0T 3aK0oHa 3a eNeXTPOHHOTO yIpaBicHHE.

TIPEXO/JAHHU U 3AKJKYUTEJJIHH PASBNMOPEABH

Bapuanr 2: |
§ 3. (1) Hamuownanuara 31paBHOOCATYpHTENHA Kaca NyONMKyBa YCIOBMSTa M pefda 3a

OPeOCTABIHE HA MHQPOPMALHATA OT HIIIBIHKTEINTE Ha OONHHYHA IFIOMOII 10 Wi 45, an. 291 Ko
01.11.2023 1. u o0sBsBa Ha HHTEPHET CTPAHKIIATA CH CPEIHOAPHIMETHYHHTE CTOMHOCTH IO 9IL.
45, an. 29a Ha nexapcTBeHHTE IpoIayKTH 10 30.11.2023 r.

(2) Haumomanuara 31paBHOOCHTYPHTEIHA Kaca 3aIijalla Ha H3NGIHUTCIHUTE Ha GOJHmYHEa
IIOMOL CTOﬁHOCTTa Ha JIeKapcTBeHHTe IPOAYKTH 10 pefla Ha Wi 45, am. 29a o1 01.12.2023 .

BapnaHT 3: L _
§ 3. (1) B cpox mo GIMH Mecell 0T BIHM3AaHCTO B CHNA ‘Ha TO3H SaKOH MHHHCT‘BP’BT Ha

3OPAaBEOIIA3BAHETO NPUBEHIA Hapeﬂﬁa'ra 1o 41, 435, a. 9 B C’BOTBGTCTBHC c HBI/IGKBaHHHTa Ha T03H
3aKOH. L : T

(2) B cpok ;o Ba Mecena OT BIM3AHETO B CHIIA Ha HIMEHEHHATA M JIOI’ILJ'IHGHHHTa Ha
gapenbara no ain. 1 H30K 3anuania nexapereennte npoz(yxm Ha CTOHHOCT paBHa Ha CTOHHOCTTa,
OnpeAeIeHa o pena Ha wi. 45, an. 29a u 296. : | : : :

§ 4. B 3axona 3a 6romxeTa Ha Hanronammara Sz[paBHoocHrypHTenHa Kaca 3a 2023 r. (06w, /1B,
Op. 66 ot 2023 1., ¥2M. # jom., Op. 87 oT 2023 r.) B HpeXOI[HHTe H BaKJ'I}O‘:JHTeJIHPI'I‘e pasnope,E(Gn

B § 15 1. 1 ce oTMenHA.

§ 5. 3axoHLT BIM3a B CHJIA OT [IcHA Ha 0OHAPOIBAHETO MY B ,,JI5p)KaBeH BECTHHK .

NPEJCEJATEN HA
KOMMCHS IIO 3[IPABEOIIA3BAHETO:

HMPO®. JI-P KOCTAJAH AHTEJIOB,A.M.



