izx N2BF) [3.8.2020r

A0
HAIIMOHAJIHOTO CAPYXXKEHUE HA EKCHOEPTHTE 110 OBINECTBEHUA
HOPBYKH

Ornocuo: Ipennoxenue no Ipoexm Ha 3aKon 3a usmenenue u donvanenue na 3akona
3a obuecmeenume nopvuxu (3HA30II), ny6nuKyBan Ha [lopran 3a 06IEeCTBEHH KOHCYITAUNK
Ha Muancrepeku cpBer Ha 07.07.2020r. (mepuon Ha obmIecTBeHATa KoHcynrauusa ot 07.07 mo
07.08.2020r.)

YBAKAEMH KOJ/IETH OT EKCIIEPTHATA OBII[HOCT,

Ha ocuoBanue ui. 26 ot 3akona 3a HOPMaTHBHHTE aKTOBE, BBB BPB3Ka C MIyOIMKYBaH Ha
[lopran 3a o6mecTBeHH KOHCyNTAIMK Ha Murncrepcku cweer Ha 07.07.2020r. Hpoexm na
3H/130Il, B 3axoHOYCTaHOBEHHS CPOK OT 30 IHH OT yONHMKyBaHETO My, IPEICTaBIME CBOETO
CTAHOBMILE U IIPABHM IIPEUIOKEHHE 110 [IPOEKTa, KAKTO CIICIBA:

CTAHOBHIIIE:

BuIHO OT MOTHBHATE Ha 3aKOHONPOEKTA 3a W3MCHEHWE M JONBIHCHHE HA 3aKOHA 34
0OIIECTBEHATE MOPHYKH, YACT OT HPEATOKEHATE IIPOMEHH Ca CBBP3aHHu C HEOOXOOMMOCTTA OT;
> BobBexlae Ha  NONBIHUTENHM  IIpaBUIA, CBbp3aHH C T[pWIaraHe Ha
HenTpanusnpanata enekTpoHHa mnarhopMa 3a Bb3Tarame Ha OGIIECTBEHH
HOPBYKH;
> llpenusupane ¥ JONBIBaHE Ha HAKOM pAsIOpendu ¢ Ien yIIECHSBAaHE Ha
IPUIAraHETO M.

1) Ilpn ananusa Ha IpOBENEHUTE MPONELYPH OT JeUeGHUTE 3aBEICHHS 34 JIOCTaBKa Ha
ICKapCTBCHH NPOAYKTH M MEIWIMHCKM HM3IETHA B PAaMKHTE Ha IIPEIXONHHTE 3 TOMWHH Ce
HabmronaBa (axTa, 4e Te3W MpONENYPH OOHYANHO Ca ¢ MHOTO Ha Opoii obocobenu mozunum —
6posT um cpenro € oxono 300, a HpH HIKOH OT BH3IOKHTEIATE nocrura u 10 800. Ilpu To3m
MHOTO BHCOK Opoii Ha 060cOOEHHTEe NO3MIMM M C OLVIel 3aMbKCHHETO 3a BBTArage B
Uenrpanusupanarta aBromMatnsupaHa HHGMOPMAIMOHHA CHCTEMA ,»LJIIEKTPOHHH  OOIIECTBEHH
nopbuku® (IJAMC EOII), npm HacTosmrmTe copTyepHE (GYHKIMOHATHOCTH Ha CHCTEMATa H
Ch3la/cHaTa B MOMCHTA OpraHu3amy 3a pabora B Hesl, 00eMbT Ha paboTaTa IPH IIPOBEXIAHETO
Ha €]lHa Iponeaypa 3a Bh3/arane Ha OOIIECTBEHA IOPBUKA CE yBENMYaBa MHOTOKpaTHO. Tosa Ge
CAHA OT [VIABHUTE NIPUYMHH BCHIKY JICYeOHH 3aBeIeHHs T06BP3axa a CTapTHPaT IIPOLENYPHUTE 3a
AOCTaBKa Ha JICKAPCTBCHH NPONYKTH W MENWLHUHCKH M3IENds INpedd a4 Biele B Cuia
32/IbJDKUTEITHOTO U3MON3BaHE Ha ITaTdopmMara.

3a 1a WIOCTpUpaMe Ka3aHOTO MO-TOpe, IIe pasriie[laMme KaKBo ce HabIroaBa B MOMEHTA
TIpA Ch3MABAHE, MPOBEKAAHE M NPUKMIOYBAHE HA €/lHA ODINECTBEHA HOPBHUKA 3a [OCTABKA HA
JICKapCTBEHH MPOIYKTH, KOATO MMa Hampumep 260 obocoberu moszuimu. Ilpu IIPOEKTUPaHUS,
pcalnsupal U IpuiaraH B MOMEHTa HauMH Ha pabora B LIAMIC EOII, npu usrotsmero Ha
MIOPBYKATA BB3IOKUTENAT 0DOPMS IPOLELYPaTa [0 H3KITFOUHTEIHO CIOXKEH H TPYAOEMBK HAYUH.
Besixa exna ot Tesu 260 060cobeHH NMOSHLMM Ce MOATOTBS KATO CAMOCTOSTEIHA obimecTreHa
IopbuKa, T.€. u3rord ce EEJIOII, TexHmdecko u NEHOBO MPETOKEHHE — WM HHAYe Ka3aHo,
Maxap BB3JIONHUTEILIT Ja CTapTHPa eHA OOLIECTBEHA HOPBUKA, B CHCTEMATA TON PEAIHO IOTOTBS
AoKyMeHTamus 3a 260 6post HOpBHUKH.

Hapen ToBa, B xona Ha mpoBex1ane Ha MpoIeIypaTa KOMUCHSTA, ONPENENIECHA ChC 3aIOBE
Ha BB3NOXKHTEN, 260 mbTH TpsOBa Ja BBBE/Ee 3amoBeNTa 3a HAa3HAYABAHE HA KOMHCHS, Oa
Aexpuntupa 260 odepTH, BcekH WwieH Ha KOMHCHATA TP6BA [[a [OJIIIHIIE PECIIEKTUBHO BHB BCAKA



enHa oT Te3d 260 06ocobeHn mo3uuKH Aekapanis 3a JIUca Ha oocrosrencTsa mo wi. 103, am. 2
ot 30Il, na mpukayu / noanume npotokos Ne 1 3a Beska eana ot Te3u 260 060c06eHN MO3UIUH
nooTAenHo, na u3npatu 260 netr To3u [IpoTokom Ne 1 mpu KOHCTATHpaHHM HECHOTBETCTBUS B
EEJIOII, ma wusnopatm 260 Opost aBTOMATW4HH CHOOUIEHHS M A& OEKPHITHPA IICHOBHUTE
npeanoxenus 260 mbTu. [o chmuaT HauuH TPsAO6BA CHOTBETHO [a M3TOTBH / mpuKadun U 260 6pos
ot IIpotoxom Ne2, 260 6pos ot ITpotoxon Ne3, 260 6post moxnanu u 260 6pos peieHms, KaTo 3a
Besika mosuius pemenuero B LIAUC EOII ce n3roTes u npukada B miardopmara OTIENHO.

IIpobnemure obade He cmuparT OO TyK, Thd Karo MpeaBul GYHKIHMOHAIHOCTUTE Ha
mnarpopmara LIAVC EOIL 3a Te3u 260 o60cobeun Mo3uiyu 1ie cieaBa aa ObIaT CKIIOUSHH U
260 norosopa. Twil KaTo yyacTHHIMTE B MPOUETYPUTE MO OOIIECTBEHN HOPBHUKH 3a JOCTAaBKa Ha
JeKapCTBeHU TPOMYKTH Ca OTPAHMYEHH KaTo OpOH THProBLH, TO CHOTBETHO OOHMYaWHHUAT Opoi
JIOTOBOPH B €[lHA Takapa OOILECTBEHA MOPBUKA 3a JOCTAaBKA HA JICKAPCTBEHH MPOAYKTH MHOTO
PSIKO Ha/IBUIIIABA JIBAHAJIECET.

3a pasrnemaHaTa XMIIOTe3aTa, B KOSATO B enHa oONIeCTBEHA MOPHYKA 3a OCTaBKa Ha
JIEKapCTBEHH MPOIYKTH ¢ 260 060coOeHM MO3UIINH, HE CaMO € BE3MOXHO, HO € B MHOTO BEPOSITHO
C HAKOM OT JOCTaBYMIIMTE Aa uMaMe ckimoueHH Hax 80 morosopa. Tesm ocobeHocTd Ha
Bb3/MaraHeTo Ha Tmoppukd B 1arpopamta IJAMC EOII HemmHyemMo Ime 3aTpyaHsT
BB3JIOKUTENUTE 10 OTHOIICHUE HA 3adBIBAHETO HA JIEKAPCTBEHUTE MPOAYKTH M 00paboTBaHETO HA
MHOX€ECTBO (DaKkTypH, Thil KaTo 3a BCAKO JIEKAPCTBO IIie Ce M3IaBa OTAeHa QaKkTypa.

Camo KkaTo mpuMep B Ta3d HAcoKa Ie [OCOYMM, Y€ B MOMEHTA B CYETOBOJICTBO C€
obpabotsar cpenHo MeceqHo mo 300 Gpost daxkTypu 3a mHOCTAaBKA HA JIEKAPCTBEHH NPOIYKTH.
Ilpensun daxra, e MOBEUETO OT JieueOHHUTE 3aBE/ICHUS Ca PETUCTPUPAHM IO 3aKOHA 3a JAHBK
nobaBeHa CTOMHOCT M OO0 14-To ymcio Ha Mecela ClefIBalll W3JIaBAHETO UM CJIe[Ba 1a [10Ja1aT
oryeTHu peructpu no 3JJJIC B HAII, yBenuuaBaHeTo Ha Opos Ha TOTOBOPHTE K IO TO3W HAYHH
Opos Ha GakTypuTe wWe 3aTpydHHd paborata M Ha (GHPMUTE JOCTABYMIM M Ha JICYeOHHTE
3aBefieHUs W B To3M acuekT. He TpsabBa nma ce omanoBaxkaBa m (axkThT, Y€ pa3XOJUTE Ha
BB3JIOXKHUTEIUTE 1€ HapaCHAT OT HEU30EXKHO Mo-rojieMust Opoil MiIaTexHu HapeKIAHHUs, Thil KaTo
B NOCJICHATE TOOMHA HabaroJaBaMe eIHA TCHACHLNMSA Ha IIOCTOSHHO HapacTBaHE pa3sMepa Ha
TaKCHUTE 3a BBTPEITHOOAHKOBU M MEXKITyOaHKOBH IIPEBOIH.

JIpyr CBIIECTBEH MOMEHT, CBBP3aH C H3JI0XKEHHUTE IIO-TOPE CBOOpaKEHHs, Kacae
npunaraHeTo Ha pasnopendarta Ha wi. 30, anm. 1 or [IpaBmiHwka 3a mpuiarane Ha 3axkoHa 3a
obmecteenute mopbuku /IIII30Il/, xo#ito ce mom3Ba eOWHCTBEHO OT MMUHMCTEPCTBO Ha
3IpaBeonasBaHeTo. AKTyallHaTa pelakiis Ha HOpMaTa € KakTo CleaBa:

»dn. 30. (1) (Hsm. — [IB, 6p. 29 om 2020 2., 6 cuna om 1.04.2020 2.) IIpu npoyedypu 3a
CKIIOYBAHE HA PAMKOSU CNOPA3YMEHUs U 8b3lazane HA 00WeCmBeHU NOPBLYKU 3d 00CMAKA HA
nlekapcmeenu npodykmu no 3aKoHa 3a 1eKapcmeenume npoOyKmu 8 XyMAaHHama MeOuyuUna ui Ha
MEOUYUHCKU U30enus no 3GKoHA 30 MEOUYUHCKUMe U30eNUs 4pe3 eleKmpOHHAmMA niamg@opma,
nodovpoicana om Llenmpannus opzan 3a noxynku 6 cexmop '"30paseonaszeéane”, mooice Oa ce
oonychHe npeocmaésHe Ha oghepmu 3a eOHA ULU noGeye Om HOMeHKiamypume 6 obocobenume
nO3UYUU, 6KII04EHU 6 npedmema Ha obwecmeenama nopvuka. Tasu 6b3MONCHOCM Ce NOCOY6a 6
00s61I€HUCMO, C KOBMO Ce ON0BeCmA8A OMKPUBAHEMO Ha npoyedypama. *

Cnopen HanuuHaTta MyOIuuHO ZOCTHIHA MH(popMamws, ciaex 01.04.2020 r. o To3u pes ca
OTKPUTH MNPOLEAYPH OT MHHHCTEPCTBO Ha 3/paBeolla3BaHETO, KOHUTO CE€ IMPOBEXIAT C T0 2
000c00eHY MO3UIMH BCSAKA OT TAX. Te3u 00IecTBeH! TOPBYKH ca ¢ yHUKaIHA HoMepa B POII Ha
AOII, xakrto crenga:

v 00080-2020-0004 — oGocoGena mosmmust Nel ¢ 90 HOMEHKIATYpH/IEKAPCTBEHU
npoxykTa/ u obocobeHa mozumwms Ne2 ¢ 16 HOMEHKIIATy pu/IeKapCTBEHH MPOIYKTH/
v" 00080-2020-0009 — o6ocobena mozuuust Nel ¢ 78 HOMEHKIATYpH/IEKAPCTBEHH
nponykta/ u-o6ocobena mozurms Ne2 ¢ 16 HOMEHKIATY py/TeKapCTBEHH POy KTH/
v" 00080-2020-0010 — oGocobena mosurmss Nel ¢ 82 HOMEHKIATYpH/IEKAPCTBEHH
npoykTH/ ¥ 06ocobeHa nozutwst No2 ¢ 69 HOMEHKIIATy pH/IEKapPCTBEHH MIPOLYKTH/



v' 00080-2020-0011 — oGocobena mosuumst Nel ¢ 79 HOMEHKIATYpH/TEKAPCTBEHH
npoxykTH/ u 06ocobeHa mozumus Ne2 ¢ 90 HOMEHKNIaTy pH/IeKapCTBEHH IIPOIyKTH/
v' 00080-2020-0012 — obocobena mozuuust Nel ¢ 39 HOMEHKIATYpH/IEKApCTBEHH
npoxykTu/ u obocobeHa mo3umps Ne2 ¢ 62 HOMEHKIIATY PH/IEKAPCTBEHU IPOIYKTH/

Ot HampaBeHaTa cripaBka B [Ipoduia Ha KynyBada Ha MHHHCTEPCTBO HA 3APaBEONa3BAHETO
€ BHAHO, Y€ Te3H o0mo 621 nexapcTBeHW MPOIyKTa ca paslpeaciicHd B 00110 5 oOmecTBeHH
nopbukd ¢ o6mo 10 obocobenn nosuimu. OT Te3W HaHHH OE3CIOPHO CTaBa SCHO, Ye 3a
MuHHCTEPCTBO Ha 3[paBEOIIa3BaHETO OOLIECTBEHUTE OPHYKH 3a JIEKAPCTBEHH MPOLYKTH, KOUTO
ca ¢ MHOro 060COGEHH MO3MITMH, CBLIO Ca TPYIOEMKH 3a IOJrOTOBKA W MPOBEKIAHE IOPH B
enekTpoHHa mnardpopma. CrnenBa ma oTOelle)kdM, Ye aHANOTMUHM OsgXa JeHCTBHATAa Ha
MunKcTEPCTBO Ha 3[paBEONa3BaHETO M CPEHIAHUTE OT TAX 3aTPyJHEHHs [0 OTHOIIEHWE Ha
[I0JI3BAHETO Ha HOMEHKJIaTyputTe W npeau mpomsinata Ha [ITI30IT ot 01.04.2020 r., BuaHO OT
obmmecTBeHa mopbuka ¢ yuukaneH Homep B POIT ma AOIT 00080-2019-0022.

B mombnnenne Ha ropHOTO HIMa Kak Ja He oTOenexa u OPYT MIKPOKO M3BECTEH MpoOIeM —
aIMUHUCTPATHBHUAT IIEPCOHAN B 3[pAaBHUTE 3aBEACHUA € KpallHO OrpaHHYeH pecypc,
3aKHOMEPHOCT KOATO BaXH C 0COOCHA CHJIAa 3a €KCIEpTHTE MO OOIIeCTBeHHTE mopbukd. Karo
OTBBPXKICHME HA TOBA ILE NIOCOYa, Y& Ha MeCTa YECTO 3a TaKMBA CKCIIEPTU € OTPEACHA CaMo 1o
elHa marHa O6poiika, a caMo B eIHHHYHH CIyYad B CHOTBETHOTO 3aBEICHHE UMA Ch3aJeHO 3BEHO
3a 00IIECTBEHH MOPHYKH.

Ilpu Taka H3NOXKEHHTE MOTHBH, C el yJlecHsiBaHe paborara Ha Bwanoxurenute u
YYacTHHIIUTE B IPONEYPH MO Bb3JIaraHe Ha OOHIECTBEHH ITOPHYKHU 32 JOCTABKA HA JIEKAPCTBEHH
NPOAYKTH W MENWLMHCKHY u3jenud B miarpopmara LIIAUC EOIL, npennarame na 6bae HanpaseHa
HOAXOAAMA KaTo $opMa M IpaBHA TEXHHKA HOPMATHBHA IPOMSHA, BHBEX/AINA MIPABHIOTO Ha
wt. 30, an. 1 ot III30Il, B pegakmusara keM 30.03.2020 r., ¢ KOETO 32 BCHYKH OOILECTBEHH
HOPBYKM 34 JOCTAaBKA Ha JIEKAPCTBEHH INPOAYKTH KM MEIUIHWHCKM H3IENHsS Ja Ce JOIyCHE
npeacTaBgHe Ha OQEPTH 3a €4HA WM [IOBEYE OT HOMEHKJIATYpHTE B 000COOEHHTE mMO3Hnuy. 1o
TO3M HA4WH Ha JiedeOHHUTE 3aBEICHHUS e Ce Jase BH3MOXKHOCTTA Ja MPOBEXIAT OOINECTBEHH
HOPBYKH ¢ MaJIKO Ha O6poil 060coOeHH O3UIMK — He MOoBeue OT 2 10 3, B KOWTO JIa MOraT Ja ce
BKIIIOYBAT MHOXXECTBO HOMEHKJIATYPH.

2) Hapen ¢ ToBa, oTHpaBsMe W IIpe/UIOKEHWE 3a Ch3JaBaHe HAa HOBO OCHOBAHHE 3a
M3MEHEHME Ha JOTOBOP 3a 00ImecTBeHa nophuka, Hamp. B T. 8 B wi. 116, an. 1 or 30I1. Cemoto ¢
00ycCIIOBEHO OT JMHAMHYHATa NPOMsHA Ha IICHHTE HA JICKAPCTBEHUTE NPOAYKTH B [lo3UTUBEH
nexapctBeH cnuchk /I1JIC/ Bcexn meceny Ha 2-po u 16-to umcio. B Tasm Bph3ka cienpa fa ce
TIOCOYH, Y€ IpH MOBHINABAaHE LIEHUTE Ha JeKkapcTBeHuTe mpoxyktu B ILJIC, mpekparssanero Ha
JIOTOBOpa 3a JIOCTaBKa Ha JIEKApCTBEHH NMPOAYKTH U IPOBEXKIAHETO Ha HOBa mpouemypa mo 30I1
3a JOCTaBKaTa MM OTHEMa MHOT'O BpeMe, IIpe3 KOETO MAIMCHTUTE OCTaBaT 0e3 JICUeHHe.

CrIecTBEH MOMEHT B Clydasi € U ToBa, 4e nenute B [IJIC ca qppaBHO PETyIMpaHu U ce
oupenenaT oT HalHoHATHAAT CBBET IO IEHH U perMOypcHpaHe Ha JIEKAPCTBEHHTE MPOLYKTH.
ToBa ce saBsBa NONBIHWTENHA rapaHNHs, Y€ IPH IPOMSIHATA HA JOTOBOPH 32 OOIIECTBEHH
[OPBYKH 34 JOCTaBKAa HA JIEKAPCTBEHHM MPOAYKTH B JOCTaThyUHA CTENEH INE € 3alluTeH
nyOIMYHUST HHTEpEC.

Cpen MOTHBHMTE HH 3a €JHO TaKOBa HOBO OCHOBaHHE 3a NpPOMSIHA Ha IOrOBOp 3a
obIIecTBEeHA NMOPBYKA € W TOBa, Y€ MpPEABH] 33 10049aBariara ce TEHACHIMS Ha BIOIIABaHE Ha
3[paBHHS CTATyC Ha HACEICHHETO U HapacTBaHe Opos Ha GomHute B Permybmmka benrapus, ciensa
Jla ce ObpXH cMeTKa 3a ToBa, 4e 3011 ocBeH, ocurypsBall Npo3pavyHOCT MPH MPOBEXAAHETO Ha
00ImecTBEeHHTE TOPHYKH, IIPENN BCHYKO TPsiOBa Ma Obae U edeKTHBEeH, KaKTo U Ja croOpasssa
peajHaTa CHTyalds B CTpaHaTa M Ja JaBa 3aKOHOBA BB3MOKHOCT Ja ObJe ONa3eHO 3IPABETO W
YKHBOTA Ha Xoparta 1o Hai-1o0pust B3MOKEH HaYHH.



MPEJJIOKEHUE:

L. B 4i1. 24 ce mpaBAT c/ielHATE H3MEHEHHMST H J0Mb/IHEHM:

1. CeramHusAT TeKeT cTaBa au. 1.

2. Cw3gasa ce aJ. 2:

»(1) B obsBieHMETO, C KOETO Ce OImoBecTIBA OTKPHUBAHETO Ha MPOUEIYPaTa, Bh3IOKHTEIST
MOXE Nla HpeABHAM BL3MOXHOCT 3a NpencTaBiHE Ha odepTH 3a enHa HIH [OBede OT
HOMEHKNATypUTe B 000COOEHUTE MO3ULUK, BKIIFOUYEHH B IpeaMeTa Ha O0LIECTBEHATa IOphYKA —
IpH BB3NaraHe Ha OOLIECTBEHM IOPHYKH 33 JOCTABKA HA JCKapCTBEHH NPOAYKTH MO 3aKoHA 3a
JICKApCTBCHATE NPOAYKTA B XyMaHHATAa MEIHUIMHA WIM HA MEIMIMHCKH M3NETHA IO 3aKoHa 3a
MEIHIIUHCKUTE H3MEIIUs.

II. B 3akona 3a ofmecrBennTe NOPBLYKH Ce TPABAT CJeAHUTE H3MEHEHHN M
AONbTHEHUN

1. B un. 116, an. 1 ot 3011 ce 106aBst HOBa TouKa 8, cbe caequnn Texer:

»T.8. ca ¢ mpeaMeT nocTaBKa Ha NeKapCTBEHHA TIPOLYKTH M CE Hajlara M3MEHEHUE Ha IleHaTa
B TIOCOKa YBCIMICHHE — B CIly4aWTe Ha NOBHINCHME HA LIEHATA HA JEKAPCTBEHHTE HPOAYKTH B
ITo3uTHBEH JIEKAPCTBEH CIMCHK (IUIC) m mo pasmepa Ha TOBa MOBHITEHHE.

2. B § 2 ot poubanuTEHHUTE pasnopentu ce ch3AaBa HOBA T. 352, CbC CIICTHHS TEKCT:

“1. 35a. [lo3uTHBEH JEKAPCTBEH CHHMCHK (IUIC) e cmuchkbT ¢ nexaperBa, xouto H30K
3amnama 1o pexa Ha Hapenba Ne 10 ot 24.03.2009 r. 3a yCIOBMATA, peda, MEXaHu3Ma H
KpuTepuute 3a 3annamane or HauwomamHarta 3mpaBHOOCMIypHTenHa kaca Ha JE€KapCTBEHU
TIPONYKTH, MCIMUMHCKA H3NENHA M HA JMETHYHH XDaHHW 33 CICUHATHA MeIHUIIUHCKH LETIH,
AIOTOBAPIIHE HA OTCTBOKA M TNpHWIAraHe HA MEXaHU3MH, TapaHTHPALIA IPEABHANMOCT W
ycroiyuBocT Ha Gromxera na H30K (3ari. usm. - B, 6p. 67 ot 2011 r., u3m. u gom., 6p. 48 ot
2014 r., mom., 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r., 6p. 17 ot 2019 1.), B cua ot 16 romu
2020 r.”

Hanssam ce, 9e ¢ HanpasenmTe mpemmoxenus 3a IpOMEHU B mpoekTa 3a 33011 ue
TIOMOTHA 33 MPEUU3UPAHE H ONTUMHU3HPAHE Ha TEKCTOBETE MY.

C yBaxenne,

Hn:x. Uonka IetoBa
Ynpasumen
» Meouyuncxa Texnuxa Huxcenepune “ oon



IIPEJIOXKEHUE:

L. B wi. 24 ce npaBAT cieHATE H3IMEHEHUS H JOMBJIHECHHN:

1. CeramHuAT TeKCT cTaBa aJj. 1.

2. Cb3aaBa ce aJj. 2:

»(1) B 06sBIIEHAETO, C KOETO CE OIMOBECTSBA OTKPHBAHETO HA IIPOLIEAYPATA, BB3JIOKHUTENAT
MOXE€ Ja MNpelBUAM BB3MOXKHOCT 3a IpeACTaBsHE Ha oQepTH 3a €JHA WIA I[OBeYe OT
HOMECHKIIATYypHTE B 000COOCHHUTE TO3MIME, BKIIOYEHH B IIpeaMeTa Ha oOIIeCTBEHATa HOphYKa —
IpU Bb3jlaraHe Ha OOLIECTBEHH MOPBUKU 32 [JOCTABKA Ha JIEKAPCTBEHH IPOAYKTH IO 3aKoHA 3a
JICKapCTBEHUTE MPOAYKTH B XyMaHHAaTa MEJWIMHA WM HAa MEAMIMHCKKA H3IETUA N0 3aKoHa 3a
MEJUIUHCKUTE HU3ACITHA.

II. B 3akona 3a o0mecTBeHHTe NOPHLYKH Ce¢ NPABAT CICAHHTe H3MEHEHHS H
AONbJIHEHHUS:

1. B 9. 116, an. 1 ot 3011 ce no6aBs HOBa To4YKa 8, ChC CJAEIHHA TEKCT:

,»T.8. ca ¢ IIpeIMeT 0cTaBKa Ha JIEKAPCTBEHH NIPOAYKTH M ce HaJara H3MCHEHHE Ha IeHaTa
B II0COKA YBCIMYEHHE — B CIIyYaWTe HA IOBHUINCHHME HA I€HATa HA JEKAPCTBEHUTE IPOAYKTH B
[losurusen nexapctser cruchk (IIIC) 1 mo pasMepa Ha TOBA MOBHIIEHUE.

2. B § 2 oT monbIHHTEIHATE Pa3nopentu ce ch3AaBa HOBA T. 352, ChC CJICIHUNA TEKCT:

“1. 35a. llosutuBen nexapcteen cruchk (IUIC) e cmucskbT ¢ nexapetBa, xonto H30K
samnama no pena Ha Hapen6a Ne 10 ot 24.03.2009 r. 3a ycnoBusTta, pema, MeXaHH3Ma H
KpUTCPUMTE 3a 3amiamane oT HaunwoHanmara 30paBHOOCHTYDHTENHA Kaca Ha II€KApCTBEHH
IPOAYKTH, MEJWUIMHCKH H3I€NHs W Ha JUETHYHHM XPaHH 3a CICHUATHHA MEIUUUHCKH el ,
AOroBapsHC Ha OTCTBIKH M IpHIaraHe Ha MEXaHW3MH, TapaHTHPAIM MPEOBUANMOCT H
ycroiauBocT Ha Gromiera Ha H30K (3arm. msm. - [IB, 6p. 67 ot 2011 r., u3m. u jom., 6p. 48 ot
2014 r., mom., 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r., 6p. 17 ot 2019 r.), B cuia ot 16 rom
20201.”

HansBam ce, 4e ¢ HanpaBeHHWTE IPEANOXEHHs 3a NPOMEHH B mpoekta 3a 3MJI30IT me
IIOMOTHa 32 NPEUU3UPaHe U ONTHMHU3UPAHE HA TEKCTOBETE My .

C yBaxenmue,

Wnsx. Honka Ieropa Xpu
Ynpasumen




