3AKOH 3A JTEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA MEJIUIIUHA

| fd&z0 ls 13.04.2007 ¢.

[Bdz. 1. Bt.31 s 13 oftedqd 2007¢c¢.,
JdLd.. rBte. 65 I8 22 Sdd 2008c¢., dqLd&. 1. B
sls 6 AjotezOted 2009¢., dLds. rJ. Bt.23 wls
2009¢c¢. , dL d3. rl . Btc. 88 tsIs 6 1 t8jdkoted 20009
dL ds. [ Isls B3tdl. 509dzd 2010¢6. , gL o3 rl. Btc. 98
Btc. 9 I 28 (dkzOted 2011¢. , gL o3 rl Bte. 12
bockfls 2011¢., dLd&. ). BE.61 s 9 dockt
qLa®. d HGY.7rbocEgs6R08EBE., dqLd&. d HEGY.
2012c¢. , dL d3. ril. Btc. 15 BlIs 15 AjotwkzOted 20
d Htst. rl . Btc. 18 ls 4 [ Otls 2014¢G6. , dL .
Hsf . 1. Bte. 48 Bls V. Sezf. 2818688. 7 YHdzedfz 201
24 [CIlssdgeated 2017¢6. , HEST . rl. Btc. 103 sls
sls 12 [SClssddated 2018¢. , HEST . rl. Btc. 91 I
sls 11 [ jSjdiatid 2018 @& itm td7O taxfs 22061 9nG.

I'naBa nbpBa.
ObIA ITOJIOKEHUA
Paznean L.
O61m paznopenou

Un. 1. To3nm 3aKoOH ypexpga ycnosumarta U pepga 3

1. pa3pewaBadHe ynotTpeobarta nnu permnmcrtpaumuns
npoumsBegeHnMn nNno wmeToO4n, BKNWYBAaALW NpPWMUTLPEHH ai3pHale
XyMaHHaTa MegUWLWUHa,;

2. (-48wm. 6p. 102 o1 2012 r ., B cumna o1 21.1
BHOCAa Ha /neKapcTBeHMUW NPOAYKTMU,;

2 a. -FABBa b6p. 102 o1 2012 1., B cumna o1 21
TbPproBaseapo C aKTWBHW BewecrTBaA;

3. pas3pewaBaHe WU nNpoBeXAgaHe Ha KAMWHWUYHM N3N
4. TbproBumusasTa Ha efppo U Ha [ApebGBHO C nNnexKkapcrT
5. napaneneH BHOC Ha /NnexKkapcTBEeHUW NPOAYKTMWN;
5a. (BB abdp. 102 o1 2012 r ., B cwnabomcaial
neKkapcTBeHUTEe NpoayKTMU;

56. ctaB®.Babdp. 18 o1 2014 r.) WM3HOC Ha nNnekxKxapc

"
6. peknamaTtTa Ha NeKapcTBEeHW NPOAYKTMU;
7. npocnepsBaHe 6e3onacHocTTa Ha nNycHaTuTe
8. KnkKaxwyupmt a 3a HauyuMmHa Ha nNnpeagnuceBaHe U 0T
9. KOHTpPOSJTaAa Ha NpPoOM3IBOACTBOTO U BHOCA, Ha T
KNMWHUYHN MU3INWUTBAaHWUS, Ha peknamMaTa U Ha cucrtema

I

a3mPa nNeKkapcTBEHUNU NPOAYKTMWU;
10. ueHoo6pas3yBaHeTO Ha /NeKapcCcTBeHUTe npoay
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11. M3TroTBAHETO Ha NO3NTUBEeH NeKapcTBEeH cnwu

Yn. 2. To3nm 3aKoH wMmuMa 3a uUen pjfJga cb3pgapne yc/J
eKapcTBEeHU NPOAYKTUGKEDHMIT DT ®TI HBRAPWEC HRO M3Me 30

yn. 3. {AB, (M.MmM.71 o1 2008 1., B cuna oT1 1
yMaHHaTa MeguuuMmHa e:

1. BCAKO BewecTtTBO MUAMW KOMOMHaAaumMa OT BewecTB
a neMemMUERPOPU NaKTMKa Ha 3abongaBaHwmwsga npu XxXopa,

2 . BCAKO BewecTBO WUAW KOMOMHaumsa oOT BewecrtT
punaraHum Ha XxXopa C Uuen:

a) Bb3CTaHOBSABAHE, KoOpuUTrunpaHe nnwu npoMsaH

hbapMako/nOoOr myHo, MeyaOoommHMeOj@M@aTBMUE, UNU

=

6) nocTaBAHEe Ha MeguMULWMWHCKaAa AuMmar HoO3 a.

(2) BewecTBO € BCAKa MaTepwusa, YNUTO NPOM3XO

1. yoBewkun (YoBeWKa KPbBB, UYOBEWKMUW KPBbBBHU nNp

2 . XMUBOTUHCKMN (MHKpOOPpPraHmsmu, X U B OKTCWIHHCUK, U
PBBHW NPOAYKTWU WU [pPpYyT W),

3. pacTuTtenex (MHKpoOOpPraHwmwsmm, pacTeHunsa, Y
ekKpeTun wnu gpyrmu);

4. Xmmumyeckwn (enemeHTMU, MNPUPOAHMN XMUMUYUYUHN Ma
ewecTtBa W Apyrmwn).

Un. 4 . KopaazgyKk®eag@aHr eiBapad eHOBpPEMEHHO Ha X:
poaoyKT M Ha nNpoAaykKT, ypeapeH ¢ Apyr 3akKoH, ce n
Un. 5. NNexapcTBeHNUTE nNPoOoAYyKTM ce

HaT-DeMpanegMMWMOGAa KNnacudpUKBWMM S CBUNTHORBEFIETT A
ApaBHa opraHuszauyuma (C30).

yn. 6 . To3nm 3akKoOH He ce npumnara 3a:
1. XepMeTMN4YeCcCKMU 3aTBOPEeHU pajuoHyKAU[N,;
2. KpbB, nnasmMma MUAUW KPbBBHWU KNANEeTKW OT 4YOBELWK

oNnyuyeHa No MeTMW/ BK NOME@LAAIC .N P O

Yn. 7. (1) PaspewaBaT Cce npoumsBOACTBOTO, B H
neyeHwnerTo, npodmnakTunukKkartra U [guMmarHocTmkarta ca
aspeweHne 3a ynotpeba no pepga Ha:
1. TO3UMW 3aKOH, mMnu
2. nPremre HT (EO) N 726/ 2004 Ha EBponenckwua nap
(2) 3ab6bpaHaBart ce BHOCHDLT, THBProBmMAarTa, newvye

eKkapcTBeHUW NPOAYKTMW C MU3ITEeKBST CPOK Ha rofgHoOCT.
( 3) MpuntexaBsaHeToO H a pas3peweHune MBIOMA CY B @C TWU
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HUYHUM M3INUTBaAaHUA Ha NeKapcTBEeHUWU NpoAYKTMWU, n3
oboxpaBaHe OT OTrTrOBOPHOCT CbragacHO AJeWcCcTBalo
Un. 8 . He ce um3unmckBa pas3peweHMe 3a ynortvpeba
1 NnedHapmEPDHEEY KT, nPpUroTBeH NO MarumcrTpanHa pe
2. nexKxapcTBEeEH poAaykT, nPpMUroTeBeH No Gapmacko
3 MEXAMWHHWN NPOAYKTMU, npeagHas3HayYeHUW 3a nNpol
peweHne 3a NpoumMs3sIBOACTBO NO pepga Ha TO3U 3ako

4 aAaKTUBHU N nomomH
5. neKkapcTBeHUWU npoj
6 neKkapcTtTBeHWU npoAja
7 (-ABpabpPp. 71 oT 2

BewecrTBa,;
TMW B npouyuec Ha paspabo
Tu, npeagHa3HadYeHN 3 a MU
: 8 r. ,-4AB, cama »621@T1 030
21212.20InekapcTBEH OAYKT 3a MopAepHa Tepan
MHOWBUAYAaNHO nNnekapec npeagnuMmcaHne CcbobBpPpasHCI
nara B NneyebHO 3aBefgeHMWe Ha MU3IKANWYUTenHartTa

Ung a. {4B,B 6p. 102 o1 2012 1., B cuna oT1 2
apcTBeHNU nNpPpoOAYKTMWN, npefpgHas3HaYeHNW eJUMHCTBEHO

mecTBa MW Ha NOMOWHW BewecTBa Ce nNnpunanaraTt CbOT

p

yna. (1) /NleyeHMe Ha KOHKpPeTeH nNauyumeHT MOXe
€ pas3peweH nNo pepga Ha Trnasa TperTa, no cneuywn
ow npwm ycnosunua M no pepn, onpepeneHom. C Hapepo

(2) PbkoBOoOAMTEenNnAT Ha NeyebBHOTO 3aBefjeHWEe HO
an. 1.

(3) (EH®BBA6GP. 84 oT 2018 r., B cuna oT 12.10
cbcTpagaTenHa ynotTpeba cbr nac2d0o0 4y nH.a 8EB p@M €
namMmeHT U Ha CbBeTa Ce uM3IBBPWBA NPKU ycnoswusda WU

yn. 10. (1) MUHNCTBPDBT Ha 3 apaBeona3BaHeTO
XaBeH 3a0paBeH WMUHCNekKTOp, CbHRAatlgBAE@NT ENBATE
nekxapcTtBaTta (WAN), MOXe CcbC 3anoBepjg pAJga pas3|
AY KT, KOWNTO He e pa3peweH NoO pepa Ha rnas.a

YNHeHa OT naTOlTeHHUW MUKPOOGPp Ma@N IINDL Mo aT @l o
npocTpaHeHMWe Ha XUMUYECKWNW areHTWU UNKW SALpPpEH
Tpeba nekapcTBeH NpPoOAYKT.

(2) B cnywyvante no an. 1 npurtexatenurte Ha p
MUMHCKUIME@T K Nkea, nAaIC AT rpaxgaHcka UAW ajMUHUCT
nepctBunAaTa npum ynotTpeba Ha Hepa3peweHO MNOKa:-
AYKT, KOWNTO He e pas3peweH nNo pepga Ha rnasa T
(3) Pasnopepgb6aTa Hrao Bolp.H 02C THTea M33aK JiopeuYgBeak TOHTU C
3awmMTta Ha noTpebutTennte.

Yyn. 11. (1) MUWHUMCTBPBT Ha 3A4paBeonas3BaHeToO
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(2)

TmBeabaynmekapcTBEeH NPOAYKT, KOWTO He e pa
Ka bbnrapumua ©“U 3a KOWTO HAMaAa nNnopgageHo 3
H B Apyra QAbpXaBa UY/leHKa.

B cnyuyuauTte no an. 1 u3nb/HIMHTOBMDHIVESHTO [OUTP

MHpopMMpa nNpuTexaTens Ha pa3peweHMeTo 3

oyuBaHe Ha nNpouepgypa nNo pas3pewaBaHeTOo Ha nNpo

BNMCBa KaTo npurtexatTen B U3IfafeHOTO pas3p
M3 MCKBTAO POHTU dgp eorpyraaH Ha QAbpXaBaTa Y/eHKa, L
T OULEeHBYHMA [goKnapg U Konue OT pas3peweHune
cemBn. 6p. 102 o1 2012 r ., B cuna oT1T 21.
BarTa e ANbXHaAcCTRERAEe owvaAT YPTMN K € Ba T BETNCTOB
KauwuwarTa, peknamaTta UM npocnepgdasBaHeTo Ha ¢

no an. 1 ¢ Mm3smckBaHmMaTa Ha TO3U 3 aKOH.

BeHMUA. npopgke BajanxumurtenHo pga 6bage Ha O0b
M3nbAnHUTEeNHMAT agupekTop Ha WA MHPOp MUY
HuAa no an. 1, 3a MMeTOoO U ajgpeca Ha npu-
ABaHe Ha BajllMmpgHocCcTTa WUM.

12. (1) OdumuymanHa Gapmakonesa B Penyobnukea
OpmyumanHata Gapmakoneda MoxXe pa ©6bage pfo
nes.

MUHMCTBPBT Ha 3a4paBeonas3BaHeTOo onpepjgensd
OTO M3gaHMWe Ha oduymanHata Gapmakonesa wu

3anoBepgTtTa no an. 3 ce OoO6GHapopgEa pBHULBE X
B MHTEepHeT.

MoHoOorpagpmumrte Ha EBponeiickaTa |
paTun WU nNeKkapcTBeHU Gopwmu, KOWNTO
ponenctxwmwTar ajra pmwaw OKEeaH U acTea Ha a
nemTe Ha AbpXaBUTEe UYUNEeHKMWU, CAWlL v dnoHwWna,
ckaTtTa GapmMakonesa.

KoratTo cneuyuvmdpukayumarta, cCbobpXawa ce B

MW B @PWomas/HHa dGapmMakones, e HepgocTaTbuyHa 3a

n ne
ABUTE

yn.

KapcTBeHaArTa dopma, NAN MO Xe O a M3 nNCK.
na/npurtexaTtena Ha pas3peweHnmMeTo 3a ynorTvTpe

I'naBa BTOpA.
OPT'AHU HA YIIPABJIEHUE U ®PUHAHCUPAHE

Pa3nean 1.
Oprann Ha ynpasJieHue

14. (1) NexapcTBeHaTa nNnoMTMUKaAa e YyacT C

Bbnrapwuna n c e ocbuwecTBABaAaA oT MUWHUCT BbBpPpa Ha 3 Opas
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(2) MUHUMCTBPBT Ha 3A4paBeonas3BaHeTO:

1. e HauumoOHaNeH KoopAVMAaPCDRPEeMOTA@POPOARBRWKTIE, H

2. yyacTBa B MeXAyHapoAHW oOopraHuw u”U opraHunsa
neKkapcTBeHUTEe NPOAYKTM;

3. (-4ABmM. 6p. 60 oT 2011 r. ,-AB,cbpa 6@020B6T0820
oT 21.12.2012 nmpe)fjoopamHmasmM@a Ha nyo6nunmuHa MHGO
opraHumsauyumm n Ha opraHumszaumumurtTe Ha nNnoTpebutTenmn
banwunpmuyumpaHeTo Ha fneKkapcTBEeHUW NPOAYKTMWN;

4. ocbwecTtTBABA ApPpYyrm gemMHocTMUM, NOCOYeHU B 3
(3) ¢LOB,M.60p.01680 TQaT, B8 cumna oTvT 05.08.2011 r.)

p
y

Yn. 15. (1) KbM MMUHMCTBpPpaAa Ha 3gpaBeonasBatH
KOHCYynTaTMWBEH oOpraH nNo BbNpoOCUTEe Ha p[JgelncTBawarta

(2) MUWHUCTBPDBLT Ha 3 ApaBeonas3BaHeTO nNo npeagm
MANT onpepensa cbC 3anoBefjg cbCcTaBa Ha ®apmakonetm
M yTBbpXAaBa nNpaBuUNHMUKAa 3a geWHoOCTTa UM,

(3) HAennHocTTa Ha ®dapmMakonemHma KomMuTtetT ce (
Ha 3 apaBeonas3BaHeTO.

Un. 16. -4B,) @pdhon91 oT 2018 r1.) KbM MUHUCTBP
Bucw cbvBeT no ddapmauyms, KOWTO BKAWYBA nNneTunmma I
3aApaBeonas3BaHeTO, neTmuma npepgcrtrasutenn Ha bbnar:
Ha bbaAamapa@KoLuMnauyn shaHpam an, e ns o Y H ek, ABamMa npepgcTas
3apaBHoocurypurtenHa «kKkaca (H3O0K) MW NnNo eagunH npe/
MeAUWUMHCKMUTE BUCWKM yuyumnunuwa. MUHMUCTBPBT HaAa 3p4[pa
npawa r nac.

(2) BmcwmaTt cbBEeT No Gapmauyumsa e KOHCynrtTaTtTwus
no:

OCHOBHMUTE HaAacCOKWU MU npuopmteTm B obnacrtTTa
eTUYHNM npobnemMm Ha dapmMauyumarta;

NpPOEeKTWNW Ha HOpPpMaAaTWUBHW akKToOBEe, CBbp3aHKU C
Haey ynHppitopmu tTeTun B oOob6BnacTtTa Ha @GapmMayuunarta;
nporpamum 3a oOpraHmaImpaHe Ha ob6WeCTBEHM
neKkapcTBeHUTEe NPoOAaYKTMU.

(3) €¢eLOB,M.O6p. 60 o1t 2011 r ., B cumna o1 05. 08.

(4) OpraHumszaumaTa WU AennHOcuMTaa cHea YyBreoxuguasr cCb ¢
m3papeH OT MMUHUMUCTBpPaAa Ha 3apaBeonas3BaHeTO NO nNpe

apbrwnN -

Yn. 17. (1) MNM3snbnNnHUMUTenHaTa areHumsa no nekap
Ha 3a0paBeona3BaHeTO 3a HaHMDMIOPr aB WP XeypnkKkaau eHooTCBr or Tao |
(2) ctAB M. 6p. 15 o1t 2013 r ., B cumna oT1 01.C

nekKkapcrtBaTtTa € WOpuUMAMYecKO numuye Ha OGwaoXeTHa M3 APT
Ha 3apaBeona3BaHeTO.
(3) W3 nbnHeMHTUEWISH amoa /aseFk apcTBaTtTa Cce pbkKkoBOAagW |
AVpeKTOp, KOWTO Cce Hal3HavyaBa NOoO pepgpa Ha 3akKkoHa
(4) CtrpykTtTyparta, PYHKULUNT e n opraHmsayguunar .



ycTpohncTBEeH NpaBUNHWUK, nNpuet OT MMUHUCTEePCKUSA Ct

(5) MW3snbnNnHMTenHaTa areHyumsa No nNnekapcTBAaATa:

1. mspgaBa pas3peweHNMda 3a NPOM3IBOACTBO Ha neck

2 . m3paBga pa3peweHma 3a ynoTpeba MU ypocrToO
NPOAYKTMW;

3. (0B, 6p. 71 oT 2008 r., 3 BaBcan Nn@a 3oTe wWe |
ygocToBepeHMA 3a THbBProBMSA Ha epnpo C neKapcTBEeHMN

4. wn3paBa pas3peweHMsa 3a nNnapanenneH BHOC Ha n

5. (-48Bm. 6p. 60 otT 2011 r ., B cuna o1 05.08
pa3speweHns 3mpabHT OBUHAEeKHaABPCTBEHNU NPOAYKTM;

5a. -FABBa b6p. 102 orT 2012 r. ., B cmna OT 21
BHOCUTEeNuUTe MU TbpPproBuUUTEe Ha efpo C aKTWUBHMU BeELWE

56. (ABBabp. 102 orT 2012 r ., B cuna OT 21
ocbwecTBABaAWM nocpepHMYyecTBO B ObGBnacTTa Ha nNneka

6. M3gaBa pa3peweHMs 3a NpoBexXgaHe Ha KNWUHMN

7. M3IBbPpWBAa OLEHKaAa Ha KadyecTBOTO, e UK acH«C
NpPpoOoAYKTMW B DBe UBaPBbaBHKeAT OC Mpva 33pa ynoTpeba;

8. mM3pgaBa pa3peweHMHa 3a peknamMa Ha neKkapcrTB

9. ocbwecTBABA KOHTPON BBPXY NPOM3IBOACTBOTO
M ppebHO, KAMWHMWYHWUTE M3INMUTBaHMUG, 6GBe3onacHOCTTa

10. M3BbpPpLWB A na6opaTopeH aHanns npwu CbMHeE
epukacHoOCTTa M 6Ge3onacHOCTTAa Ha nNeKapcTBeHUTE
MePpKMWU;

10a. -(ABgBap. 102 o1 2012 r ., B cumuna oT1v 21.
KoMneTeHTeH oOopraH 3a npocnepgpsaBaHe Ha nekKkapcTBEeH

11. {B,m.6p. 102 o1 2012 r1 ., B cuna oT1vT 21. 1.

3a npocnepgdaBawHe Ha J1eKapcTBeHartTa 6e3onacHOCT,;

12. mspgpasa cepTtTupmnkatum cbCBEOGHO cepTuUudmkKkartH

l12a. -Bosé&p. 18 o1 2014 r.) wmu3IpaBa cepTunduk

13. mspasa cepTtunupnkatm 3a LJobpa npomsBOACTSB

14. (B, m.6p. 18 o1 2014 r.) KOHCynTuMupa WUHBEC
HOBW W/ uT/prvo NICPreBY0OC Ha cCcbwecTBYBaAaWN o06eKkKTwMU, CBbp3e
npoaykKTMW, B CbOoOTBeTCTBME C npasBmnaTta Ha JobparTa

15. M3NbnNHABA PYHKLUNUUTE Ha KoopaguHaTop n
CBbp3aHM C KayertaswTOeszemaegmCEDTA Ha JieKkapcCcTBEH

16. ocbuectTBABA KOHCYNTaHTCKa, HayuHa, MHQO
Ha NnNeKapcTBeHWUd CeKTop;

17. KoopAuHUpPaAa n yyacTBa B AenHoCTMu, CBDbf
pa3paboTBaHeTaor aH apabBpuwarkaopnce 1 ;

18. yyacTBa B penMHocTwm B oOobGBnactTa Ha nekap
EBponeinckaTta aredHumsas no nekapcTtBarTa, EBponeincck
3ApaBeonasBadHe, Ha MeXayHapoaoHM opsrnabHIvH € i ea @r
MeXayHapoaoHW pagAorosBopwu, no KoumTto Penyob6nuka bbvbnr a

18a. -(dBaB abp. 102 o1 2012 1., B cuna oT1v 21
XapMOHM3auUuuH MW cTaHpgpapTu3laum4 Ha TeXHunYeckumMrTe
nekmpeHaTa 6e3o0nacHOCT, nog KoopAaAuHauyumaTta Ha EBs

186. {A®Baobdp. 102 ot 2012 r ., B cuna oOT

HauMoHanNneH WMWHTepHeT nNopTan 3a NekKkapcTBeHW nNpoAay
19. ocbwecTBABA APYTaAKQ@HL.MAHOCTU, NOCOYEHU B
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oT 2010 r. , B cmna oT 01. C
pa penWHOCTTaAa cwu C per noHar

(6) ¢@ABM. 6p. 8

H ”

apcTBEHUWTE NPOAYKTMN.
0B

9
apcTBaTta KoopAawu
Tpona BbBPXY neck

1

(7) ((HBpBpabp. ecmnadaodz2 1, 12.2012 r.) 7
M 3 akKoH, CBbp3aHW Cc nNpepoTBpaTgaBaHe Ha HaBII
apcTBeHWNW nNpoayKTwn, ce ocbuwecTBABAa B CbBTPYAHU
( 8) -BAB8Bpa6p.2088 oT, B cuna oT1T 12.10.2018
apcTtTBaTtTa MOXe fga W3IBbBpPpWBAa CHBBMECTHMWU npoBep
HuwuAd "MnTHMUKM" HaumoHanHarta 34opaBHOOCMUT )
aBeonas3BaHeTO TM nkba UUMEOHHMA /IMH Upsie UICMBOBYep C M paHe Ha N

wecTtBABaHe Ha cBOMUTe @MYHKUMM B obBGBNnacTTa Ha K

yn. l17aA0B( HG6PB. 60 o1 2011 ., B cmna oT1 O
nekunmunm wmn3gaeaTti3pgperaBepayumnsa Ha gporepuu.

Un. 1764B,( Hoops. 18 o1t 2014 r.) (1) KbM mn3nbni
nepTeH cbBET no THProBwus Ha AaApebHO c nek:é
AcTaButTennm Ha bbnarapckKkmmAH mapevpQTEdBBEIMTHE/H Ha O
yntTerTm Ha MegUWULUMWHCKUTE BUCWWN yymaoumuwa U 4YyerTl
eTa Cce onpepgpensa cbCcC 3anoBej Ha U3INBAHUTENHIMNS:
aBeonas3BaHeTO.

(2) CbBEeTbMHCIYOITaA/T.NBH 0O 3KBB H O, KoeToOo:

1. M3roTBsd CcTaHoBMWa nNo nopapeHunTte B WA 3 a
TO NpepctTaBda Ha U3INBNHUTEeNHUWA pgunpekTop Ha WNA
2. npaswu MOTUBUPAHMN npeagnoxXxXeHNAd Ao MWUHMU
bAHUTEeNHWMWEBA MMApPleksTaopnogobpsaBaHe Ha pAgocTbna H
AYKTMWN.

( 3) OpraHmsaumaTa W pgendHoOCTTaAa Ha eKcNnepTHU.
afgeH OT U3INBANHUTEeNnNHuUua agumpexkTtTop Ha WA no npe
(4) UneHoBeTe HMa NRex caeptTlmnmnAaecwvBAyYaBaT BbBH3I
efaHMNg Ha cbBeTa.

(5) 3a cBOdATa A€eMWHOCT eKCNnepTHWAT CbBEeT nNo
aBeonas3BaHeTO.

Un. 1784B,( Homs. 18 o1 2014 r.) He mMo@araesB@gmn I
176, an. 1 nwnuya, KonmTtTo ca:

1. cob6bcTBEHUWLUUN, YHTEeHOBE Ha ynpaBUTENHU UM KO
ONMYHWN TbHBProBymM Cc nNpepgmMeT HaAa [JeNWHOCT NpouUs3B
apcCTBEHN NPOAYKTM;

2 . CbAPYWHAMKWMN AHIE P U, KOMTO nNnpumTtexaBaT Hapg b5
XecTBa C npepMeT Ha pAeWWHOCT nNpowMm3BOA[CTBO, B |
AYKTW MAun paboTHaAT Ha TPyagoB AOroBOpP B Tes3un [

Paspean I1.
Perucrpu



un. 18-IB( O6 m. 60 o1 2011 r ., B cumuna o1t 05.0

Yn. 19. (1) M3nbANHMUTenNnHaTa areHumsa no nekKkap

1. -a8m. 6p. 102 o1 2012 r ., B cuna oT1 21.1:
Ha fNneKxapcTBeHWNW npopgkPernyaGanmepunbspmapad u Ha K
yn. 148, T. 2 W no 4n. 161, an. 2, T. 1;

2 . (-AaBwm. 6p. 102 orT 2012 r.., B cuna o1 21.1c¢
TbPproBymMTe Ha efpo C aKTUBHW BewecrTBaA,;

3. paspeweHNTe sapypaApeéan@k PETMBEHN NpPpoagY
Penyb6nuka bbvbnrapwuasa,;

4. TbBProBuMTE Ha efnpo C NeKapcTBEeHUW NPOAYKT

4 a . ctABBabdp. 102 o1 2012 ., B cmna oT1T 21.
nexKxapcTpegyReMn

5. (-wBBw. 6p. 60 oT 2011 7., B cuna oT O05.

THProBMA Ha Apeb6GBHO C nNeKkapcTBEeHW NPOAYKTM;

6. pas3speweHNTEe KNUHUYUHWN NU3INUTBAaAHNSA,;

7. mspafpeHnTe pas3peweHnda 3a napaneneH BHOC.

8. (ﬂ@sa6p. 18 ofB204g. r84 o©ommM2018 r., B cCMu

(2) ¢/B,m. 84 o1 2018 1., B cumna o1 12.10.
1-7 <ce y6nmmwm%m BCpb4k OT MM3IfgaBaHe HKapabLWw@Bg RH
MAJZT B MWHTepHeT.

( 3) M3nbnHMTenHaTa areHumda no nekKkapcTBaTa I
LAaHHW C perynaTtTopHuUTe o0pr a&EBW oHlae NoXyarTaT e OOMHCHaAB U
areHuymsa no nekKkapcTBAarTa.

Un. 19 alB,( Hoops. 60 o1 2011 r ., B cumna oT 05. (
oaAbpXaT Nyo6 NMYHNM permcTpunm 3a uM3IgajpeHMmMTe OT T4
( 2) -OoBHBEEH CpPpoOK oT M3 paBaHeToO H a yhocToOBepeE

3 [
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|

cboTBeTHaTta P3W m3a3npawa pfO0 MUHMCTEPCTBOTO Ha
(3) MWHMCTeEepCTBOTO Ha 3aApaBeona3BaHeTO BOA
yonvmuyeHnemRumO®HIACTbBP Ha M3 JjafeHUTe yAOCTOBEpPEHMU

|

Paznea II1.
PuHaHcUpaHe
yn. 20. (1) JenHocTTa Ha WAN ce duHaHcwupa
cob6bcTBeHa AgeMNnHOCT.
(2) (BAB8m. 6p 15 o1t 2013 r ., B nawnac peimc o gk :

ocurypsasart 0T cybcupagus oT ObpXaBHMUSA 6oaxerT
3appaBeonas3BaHeTO.

Yn. 21. (1) M3anbnHMTEenHatTta areHyua nNo neka
cob6bcTBEeHaA pfelHOCT, KomtTo ce dopmumpart OT:
1. XxXwudvevpkma 4y @B T RBKCNEPTU3WU,

2. na6opaToOpHMW aHaAanNuUaumw WU U3INUTBAHMNS;


http://www.bda.bg/

3. oueHKa Ha A[AOKYyMeHTauuMs WU wn3IgaBaHe Ha pa

APYT W [QOKYMEHTMU, NOCOYEHW B TO3UW 3aKOH;

4 . OULEeHKa npwu nogHOBSABAHE, npoMsaHa n 3anwu
yADoBepeHMe 3a permcrTpayuma Ha nekKkapcTBeH npopgyk

5. nogaobpXaHe Ha pas3peuweHMATa 3a ynoTpeba
nekapcTBeH NpPOAYKT;

6 . rno6um M MUMywecTBEeHMUWU cCcaHKUuWUK, HanoXeHWn ¢
HapyweHMAa No TO3U 3akKOoOH);

7. KOHCYNTaHTCKa, mMs3pgaTtTenceka " Hay4dHOM3CAN
nekapcTBeHNUSA CceKTop;

8 . cbrnacysaHe Ha WUHBEeCTUUWMWOHHWUTE NpPoOeKTN 3
Ha cbwecTBYyBaAawMm obekTwHn, CBbp3aHMW C NPOM3IBOACTBO

9. M3BbPpLWBAHE Ha MWHCNEeEKLUKNMU BbB Bpb3Ka ¢ 0l
nNpomMsIBOACTBO C MU3IUCKBaHMATaAa Ha J[fobpaTa nNpounmsBOA

10. cABBabdp. 84 o1 2018 ., B cumna o1 12.1
pas3speweHn 3&XNMPUBIMXNIMBE UTBAHNSA;

11. -(ABBaobp. 84 orT 2018 r. , B cumna oT 12.

CBbp3aHWU C M3 paBaHe Ha cepTtunudcdumkar 3 a LJob6pa
AncTpubyTopcKkKa npakTmnmkKka NO MCKaHe Ha MUHCNEeKTWUpa

12. (ngpep-ABHO 6p. 84 oT 2018 r., B cwumuna oT 1

(2) -ABm. 6p. 84 orT 2018 1., B Ccuna oOT 12
penvnHocTunute 50 mvalnl WA 1Tc.bbBlMpa Takcum B pas3mMep, or
MnHUT epCcKUa CcbBeEeT.

( 3) - B B abp . 71 o1 2008 1., B cumna oT1T 12.08
NEHMWCKNW WU Ppa3/IMYHM NO pa3mMep TakKcum 3a ocCcbuwecrtT
ynotpeba, NPOM3IBOACTBO WU BHO@G HAa3AEKPR@HBME HIP em
bapmMaueBTMUYHMA CeKTOpP NO CcCMMUCBAAa Ha 3akoHa 3a N

yn. 22. (1) ®mHaHcoBUTEe cpepgcTtTBa no un. 21

1. KOHTpPpOnNnHaTa pJgenHocT Ha WAN;

2 . 3annauwaHe Ha pAeWnHOCTWMN ywa wtne., 2klo r aarno. ul3, B
Bb3/10XeHO oT WAJl mo poroBoOp Ha aApyrwuvw nuvwuya,

3. (-4Bm. 6p. 38 oT 2012 r., B cuna oT 01.07.

4. cb3pgpaBaHe, nopgAabpXaHe M BOAgeHe Ha perwuncrt

5. noAaAgbpXaHe Ha CcucTeMn 3ca peerey/TgTOHPeHHN TRO6 M
Apyrmrte AbpXaBuW 4YneHkun, ¢ EBponeiickaTa KOMMUCMUS

6 . (-fAdBn . 6p. 102 o1 2012 r., B cumuna o1 21. 1
LeVWHOCT, CBbp3aHa C KauyecCCrHBOOCTTOT,a EHJBE KT@B A DC T H @H

npocnepnAaBaHe Ha fnekapcTBeHaTa 6e3o0nacHOCT;
7. (-ABp. 6p. 84 oT1T 2018 r. (*)) obes3nevyaBaHe

no 4n. 47 , an. 1 n 2, KoMmcmarta no 94i. 103, an.
8 (-48m 6p. 38 oT 2012 r., B cuna oT 01.07.
9. yyacTmnma B MeXAYyHapoAHW WU HauUMOHANHW MexX/]
10. {MBBB,m.6p. 60 o1 2011 r. ., OB, c@Gpa 88 O0P. Q281

or 01.07.2012 r.)

(2) (B,n.BpoT 72008 1.

na o1 08.-A0B, 26p1 60, om
r. ., B cuna -@1B,2HB.pl2.824

B cuna -gB, 1@ap0812008
3011 r.,-0B,cb/pa di0 2
O ozr r2.0,&€8wpwe.4€CTppap ®PoDH



1. (-ABm. 6pPp. 60 OoT 20112 r., B cmna oT 05.08.

2 . AeMHOCTUM Ha PapmMakKkonemwHMsa KOMUTET;

3. (-48m. 6p. 60 o1 2011 r. ,-OB, cGpa ©206206T080
orT 21. 12 .02 6p. 84 o1 2018 (*)) penWHOCTMWN H

4. (-A4Bm. 6p 38 o1t 2012 r., B cununa o1 01.0°7.

5. (-A8n. 6p. 71 o1 2008 . ,-OAB,clepa 42 bD2. 281
or 08.02.20B16mpP., 6W3.T 2011 r., -BB,cunm. 038 0&bT O:
cmna ot 01.07.2012 r.)

I'naBa Tpera.
ITYCKAHE HA ITA3APA HA JIEKAPCTBEHHU ITPOAYKTHU

Pa3nen 1.
OO0 moJ10KeHus

yn. 23. -AB) eM3m71 oT 2008 7., Bleconapomns3bea
eKkapcTBeH nNpPOAYKT MnNu nNneKkapcTBeH NPOAYKT, no
pouec, MOXe pfga 6bAe nNnycHaT Ha nasapa caMO0O Cchne/l

ONyyaBaHe Ha ypocToOoOBepeHUWE Ha FOBWMC T3PAKLPWMHA , N NmM3
ernamMeHTtT (EO) N 726/ 2004 Ha EBponeunckwusa napnaanh
a Pernamednt ( EO) No 1901/ 2006 Ha EBponenckwnsa n
T HO /1eKapCTBeHUTeympapneBmn M3 adanegmEaEHRMHWEA H
7 92, OvpekTnea 2001/ 20/ EO, OupexTnea 2001/
eHatTaTbk " PernameHnt (EO) Ne 1901/ 2006", m Ha P
apnameHT n Ha CpmBeR8@&0DTTrl13O0HWOWEMBO JeKapcTBEH
epanma N 3a MU3IMeHeHWe Ha JupexkTtwnmsa 2001/ 83/ EO
T 10 pekewmBpwu 2007 r.).

(2) PaspeweHne 3a ynortpeba no cMmcbna MH,a an
AaOVWOHYKNNWAEH nNpekypcop UM 3a KWurt.
3) BmposeTe npouepgypum no cmMumcbnaa Ha an. 1
LUeHTpanmaumpaHa,;
npouyuepgypa nNOoO B3aMMHO nNpus3HaBaHe/ feuyueHTpa
HauunmoHannHa.
4) (HBBabp. 71 o1 2008 1., B cuna oTKal2.0
Bvbnrapumua wmMorat pga 6bjgaT nyckKkaHuW Ha nasapa CcaMc
pa3speweHnMeTo 3a ynoTtpebal/ypocToBepeHNe 3a per uni
YNneHKa.
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Yn. 24. -gB) 6pP3m71 oT 1220.088 .r20088 rc.un aP ao3Tp e w
He Cce wMW3uMcCKBAaAa 3a papguodapmMauyueBTuUywn, NnPpUTroTBEH
pas3peweHNn 3a ynoTpeba pafgUWOHYKNUAHW T eHepaToOpwU
CbOTBEeTCTBME C yKasaHuMaTa Ha npoumussBopguTtTens unUM.

(2) MpoaoyKkKTNTeE no an. 1 ce nPpuUTroTBAT oT |
MHCTUTYTMW, nonyuyumnmn pa3peweHMne 3a WU3IBbpPpWBAaAaHE
6es3onacHO M3MNO/I3BaHe Ha AapeHaTa eHeprwunsa.

( 3) MpuroTrTBsaAHETO, M3 N 03 ByakKHTeUTToe un on paun.ar A H €
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Yn. 25. (1) Kpuntepmnunurte 3a onpependgaHe Ha ne
ohbmnakTmukKka MNMW AMarHocTMKAaAa Ha pepgkmnm 3abpvasdBaH
ponenckuna napnameHT M CbBerTa.

(2) YcnoBugaTtTa MU penfbT 3a M3 fgaBaHe Ha paspeuw

an. 1 ce onpepenat B PernamedHTtT (EO) N 726/ 20

Yn. 26. -gB) O6pP3m71l om »0082r 08.R20068 r.) Pa:
nekapcTBeH NpPOAYKT, yAoCTOBepeHMUWUE 3a peruncrp
MNnun yaoCcTOBepeHMNE 3a permcrtpauyuuma Ha Tpagunmuuc
putTopuaTa Biw@anrPaepnnysd nanek am3 gaBa OT WU3INDBANHUTENHNSA
m wpmamyeckKko nuue, KOeTO e ycTaHOBEHO Ha Tepwu

(2) KoratTo nwuwmuyueTtTo no an. 1 He e ycTaHOBEHDO
pepgens cBOW npepacTaBuTen.

B)MNputexatTenaT Ha pas3peweHneTo 3a ynoTtTpeba |
KapcTBEeHMU NPOAYKTMW. OnpepenaHeToO Ha nunuye n
3peweHNeTO 3a ynotpeb6a oT OTrTrOBOPHOCT Cbrln
KoOHE@g&8Den

Pazpen 11.
HN3uckBaHusl KbM JOKYMEHTAIUSATA 32 U31aBaHe HA pa3pellleHue 3a ynorpeda

Yyn. 27. (Mg, (MB.m. 71 oT 2008 r ., B cuna OT
3peweHne 3a ynoTtTpeba Ha neKapcTBEeH NpOHWE& TN 01U
pas3euy, npunapyxeHdo c Jocwue BbB dbopmar "Enex
ObpXxa:

1. mnMe W ajppec Ha ynpaBneHwme/ nocToOdaHeH appe
2, KoratTo 3adaBUTeNnaT € NUWULEBOPABFMEPSC OHa
ekKTnTe 3a nNpoms3sBO[CTBO,

2. HanmMeHOBaHWE Ha nNeKapcTBEeHUWA NPOAYKT,

3. O aHHMU 3a KauyecTBeHMU4d n KonmyecTBEeHNSH C
coyBa MeXAYHapoOaHOTO HenaTeHTHO HauMMeHOBa@aHMUE,
M CHBOTBETHOTO XWMMYECKO HauMeHOBAaHMUE,

4. TepaneBTUWYHW nNoOoKas3aHWUA, npoTuMBONOKAas3aHMUA

5. (-48Bm. 6p. 71 o1 2008 1., B cumna oT1 12. 08
YNH Ha NpuUuToOXeHNE U XRSBH CH@AOB HBE XO@BKO UT Npesno

6 . npegnasHMU MepKMU n MepKMU 3 a 6e3onacHOC:
mnaradHeTo MYy Ha nNnauuvMeHTUTeEe U NPU YyHULWOXaBaHE
a3aHmMga 3a NoTeHUMaAaNHUTeEe puUcCKoOoBepga®T JeKapcTBEH

7. OoOnNMcCaHMWe Ha HayuMHa Ha NpPpoOM3IBOACTBO,;

8. onmcaHuMme Ha KOHTpPONHWTEe MeTOaW, wM3INonNs3Ba

8 a. (B®,B abp. 102 o1t 2012 r ., B cumna ot 02.0
mtTa nNo 4Yn. 160, an. 2, NppCOTBBEEAHENHA ONTP OMApPy &K W 3, B ONJOW

TUWBHOTDO BewecTBO e nponsseengeHoOoO B CbOTBETCTSB
oOons3IBoaAaCTBEHa npakT WK a,; B AeKnapauyuunarta ce mMocao



9. OLEeHKAa Ha nNOTEeHULUWANHWIYBERACK a0 TOKDEAHAT AT K
oTpeneH cnyvaiw M MepKWU, nNpeaBuUageHU 3a OrpaHUYaB

10 pesyntaTtmn oT:

a) @GapmaueBT UUHWMUTYEH W ,PUBMX/DOT WY HN UNDU MUKPOOVY

6) nNnpeAKAUHUYHNTEe (TOKCWUKONOTNTMYHKM N Gapmako

BXAUHUYHN MU3INUTBAHUSA,;

11 LeKnapauwnasa, ye npwu KJAMNHUYHUNTEE M3InNuTBaAaA
ObpXaBUTEe YNNEeHKM, ca cnas3eHNW eTUYUYHUTEe nNPpuHUuNu

12. claBM. 6p. 102 oT 2012 r. , B cuna 3o0ar 21
npocnegaBaHe Ha NnNexKkapcTBeHaTa 6e3onacHOCT, KoerT

a) MMe Ha KBanumdpmuumpaHOTO #oubepammB@aAMe 19y
npodpecunmoHaneH onuT B oO6GBnacTtTTa Ha npocnepgsaBaHe H
M3BMMHEeHMWE Ha 3agb/iXeHMATa My nNno pepga Ha rnasa o

6) BCAKa epHa AbpXaBa 4UYNneHKa, B KOATO KBan
cn,;

B) apgpec, TenedgoH, ddakc, agpec Ha €eNeKTPOHH

r) agppec, Ha KOMWTO CKYy MEbHXTp aHEA B@UW OTTEHNBHM 93 a
neKkapcrtBeHaTa 6e3o0onacHOCT;

l12a. -(ABgBaOPp. 102 o1 2012 1., B cumna o1 21.
pas3nonara ¢ HeobxopguMmMmTtTe cpepcTBa fa M3NbAHABA

13. {MB,m.6p1T 2A2@R2 or . , B cuna oT1T 21.12.2012
onMmcaHume Ha cucrtemMaTa 3a ynpaB/leHWe Ha puUceka,
neKkapcTtTBeH NPOAYKT, 3aefpHO C pe3lwMe Ha nnakHa;

14. KpaTKa XxXxapakTepucTuKa Ha npoagykTta Ccbrna

15. MaKeT Ha NbpBMYHATa WU BTOPMYHATa ONakKOBK

CbOTBEeTCTBME C MU3UCKBaAaHMATAa Ha TrjaBa wecrTa,;
16. Konwue oT pa3peweHneToO 3 a NnpPpoM3IBOACTBO
XxaBarTa, B KoAaTo ce N3 PYKEB @ T G N 3CBEONRLTCUT (BVOKT &
m3IBopcTBEeHaAa NpakTunka wnwnam cepTtudukart, ygocToO
AY KT M Ha aKTMUBHMUTEe BewecrTBa, BANmM3awm B C1
HoapMailKk Hadlk BUBaneHTAU lvédpaTaHgapvVBBe LB TBEHa
17. Konwue oT LOKYMEeHT, c KOMWTO nekapcrTvBEet
bnnaktTumka uUAUW [fuUMarHOCTMUKA Ha pepkun 3abongasa
onenMckaTa aredHuyumsa no neKkapcTBarTa;
18. KonuvmapespesewewmmKmsm 3a ynoTpeba, M3pgapeHwu
TpeTa AbpXaBa, 3a J/leKapcTBeHMUA NPOAYKT, 3a KOWUT

18a. -O0BoB&p. 102 o1 2012 ., B cuna oT1T 21.1
3a 6e300nacWTOEC/TH O BKATHHNT €, CbAbpXawnm ce B nNepunol
beszonacHOCT, M Korarto TakKkKumBa ca Hanwuuye, CbO0OO L
peakuyunwmu,;

19. cnucbK Ha AbpXaBuUTEe YANeHKU, B KOUTO e n
3anoytTpeba Ha /neKkapcTBeH NPOAYKT;

20. {mMB,m.6p. 71 oT 2008 r., B cumuna oT 12.08.
Ha nNpoAaykKTa, npepnoxeHa OT /AMueTo nNo 4. 26, é
npoaykKkTa, ofob6peHa Ba pBpXYXABAOpPIgILHOAlFNAHBPIXABMU
pa3peweHNne 3a ynoTpeoba;

21. KonuMme OT OTKas3a 3a MW3IfaBaHe Ha pas3peweH
ObpXasa, nNpUAPYXeEeHO C MOTMUBMW,; MHpopmMayma 3a B
JecTBUERIPDe HAHPEeTO 3a ynoTtTpeba;
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2 2. Konwue oT npepgnoxeHarta nNnncrToBKa 3a nal
ynrtratTmrte OT OLeHKaTa Ha HWMUBOTO Ha pas3bupaemc

BUTeNnNda uyuenesa rpyna OT nafQpeHauwnoTumper yoaamenp

XaBa 4YNneHKa, Be4ye M3 gan paspeweHnme 3a ynorTpe

2 3. AOKYMEeHT 3a nNnaTtTeHa TaKca B pas3wmMep, onp

2 4. (AdBBa 6p. 7 or 2008 r ., B cuna oOoT 26.
0

1
nam@)HTNe (IE901/ 2006 .
(2) cmaBn. 6p. 18 o1t 2014 r.) JOKYyMeHTUNTE nNo
XaBUTEe YIeHKW, CcbOoOTBEeTHO no T. 19, ce nopgasa
(3) 3a pafgVMWOHYKNUWAHUW T eHepaToOpW KDbMWUTIBHHMNT
OHUTEe [LOKYMEeHTMU:
1. onmcaHue Ha cuMmcTemMaTa 3aepHOoOMNC KMOoMATPoOo OGMHOON &
nnmAaaTtT Ha cbCcTaBBa MWAMW HAa KayecTBOTO Ha AblepH
2. KayecTBeHMU U KOoONMmyecTBeHM ocobBeHOCTHN Ha
(4) Joxktlyeve T JaHHWUTEeE oT hapmMaueBTUYUYHNUTE,
MTBaHMUSA ce npuapyxasartT c o6ob6wWweHwMn AOoOKnapgwu,
HuMyeckKka ®W npodecmnmoHanHa KBanumdpukauma. KbM pfc
ekKcnepvume JOKIIRA@EB
(5) AocumeTOo Ha nNexKxapcTBeHUS NPOAYKT ce npeapg
(6) (HBBabp. 102 o1 2012 r ., B cumna oT 21.
Ka no an. 1, T . 13 T1Tpa6esa pAga uve HMAp OmMTpelHILPpHaa
KOBe OT /NneKapcTBeHMUA NpPoOoAYKT MU Ha HeobXoawuM
TMapKeTMWHI OBWU NpoOy4YBaHSA.
(7)) CRBBaAab6p. 102 o1 2012 r ., B cumuna oT1v 21.1
ynotTpeba REKAY@aNpInmacpaTrTo no an. 1. 3a BC4dl

AbT Ha rnasa TpeTa, pas3pgen VI, kKkoraTtTo e npuno

A

yn. 28. -gB) 6pPisms7s71 oT 2008 ., B cuna oT1 1.
ONKOTO He HapyuwaBaan masBrablpad OB&E KIBH LYOTFIBaE/MHOCT
HMTe no 94in. 27, an. 1, T . 10, 6yksBwu " 6" n "
O4YeH B 3asB/ieHUEeTO, e reHepumyeH Ha pedgepeHT
pas3peuea 36 YBIORPB A UY-NMAARKaa, oOMpBAMOBRHRMNO
(2) MNpuTexaTensaT Ha pas3peweHMmeTo 3a ynotTpeb
ro nycHe Ha nasapa, npeagn pa wmatekaTt 10 ropg
pedepeHTHRABONQRKBPCTBEH

(3) NwnyeTo NoOo 4n. 26, an. 1 npm cnas3BaHe Ha
BNeHMWe 3a pas3peweHuMme 3a ynoTtTpeba Ha reHepwuu

PepeHTHUAT NPOAYKT He e uMan eBRagRmDT @ al P e Rie

n

p

—_

rapwuas.

(4) B cnywyvaunTte no an. 3 nuvueTtTo nNo 4yn. 26,
XaBaTa 4UYUNeHKa, B KOATO pedepeHTHMAT NpoayekrT
(5) B cnyuyante no an. TGpHIWAY wm@BmaK BAa 01 b [PX
oyeHa B 3aa9BnNeHmMeTo nNo y4yn 27, an. 1, NMOTBDBEY

ecTBeHNUSs cbcTaBB Ha pedepeHTHUSs NPOAYKT U ako
(6) UU3sNbNHUTEeNHaAaTBadaREHIPLFT O T aBRK APUT NOMUCK
aH Ha QAbpXaBa 4Y/fleHKa, B KOATO e nNnopgapgeHo 3as
oY KT, KOWTO e pas3peweH unanm e 6un paspeuwet
rapums, Heo6Xosgwuvoa Taal .1 H5POBp Mcapuok 40 e A MH Mecel
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(7) QHfeceTropgnMWWHMAT nepumop nNOMRGOLO 2C MOXKKa 4RO

KaHe Ha npurtexaTtTensda Ha pa3peweHMeTo 3a YNOoOTC
€3 nNbpBUTEe GBaABPAEVHIA @R3IPEemMeHMETO 3a ynoTpeb
OLYKT nputexartenatrT MY nonayudym 3a CcbwuMmsa nNpoayYyK:T
MTO 3HAUYUTENHUW KAUHWMWYHWN nNnpepgummMcTBa nNpepjg cCbue
OCHOBAHM.

( 8)o B(-aHIB, 6p. 12 o1 2011 71 ., B cmna ot 08. 02
fJafLeHO NbpBOHAaA4yYa/IHO pas3peweHnme 3a ynoTpeba E
NNyecTBOTO Ha aKTWMWBHOTO BewecTBO, B KJ/BE K aBp CMTHBT

BbBeXjgaHe Ha JieKkapcTBeHUA NPOAYKT, KakTo n

BaTa Ha pas3peweHMmeTo 3a ynotTpeba CcbwWo ce "3,
OH UMW NbBPBOHAYANHOTO PpaspelUe HVEEeS U3 &P ay3rpoeTupeeHa
O nNpuHagnexawnm KbM efgHO T 106anNHO pa3pelleHu:e
MTe Ha nNpunaraHe Ha TO3U UYNEeH.

S5 4 X X

yn. 29. (1) NnyueTo no 4yn. 26, an. 1 npepac
EAKNUWHMWYHWN HIM/ MBM UK BAMWME B CNy4dyaunrte, KoraTto n
ABNEHNETO:

1. He MOXe QJa ce onpejgenunm KaTo TFTeHepuUuYeH, n

2. M3nNuTBaHMgaTa 3a O6MOHANMUYHOCT He pgokKkasBar

3 (-ABpn. 6p. 71 o1 2008 r.,p@®MsTHWaaB oak 112B W@BT
M BewecTBa B KO/IMYEeCTBOTO Ha aKTUBHOTO B e LE
paneBTUWYHUTE nokKkasaHWS4, H a neKkapcTBeHarTa (0 o)

hbepeHTHMA nNnekKapcTBEeH NPOAYKT.

4. (-ABm. 6p. 7.1, oBT cmOn0a8 ort 12.08. 2008 r1.)

(2) KorarTto 6Gunonor mnyed neKkapcTBEH npoay«kxkrT,
hbepeHTeH OMONOrmMyeH JTeKapcTBeH NPOAYKT, He O0T
HepuyeH nNeKapcTBEeH NpPOAYK T3 BIOOAPCATABMO PUATZNI UHEE3H UH
Tepunmanm B CcpaBHeHUWUEe C pedepeHTHMUWA wUAau 0o [p
3yntratuntTe oT HeobGXxoauMMUTE nNpeaKNMUHUYHMNM mnl nn
noswnsa.

(3) B cnyyaumTte no an.eHLT aiy n2a Tcae, nNopnepoecareasBesH an |

yn. 30. (1) NnyueTo no 4yn. 26, an. 1, OOKON

proBcka co6cTBeHOCT, He npeacTtaBda B WAl pgaHHI
Xe jJa JOoOKawWe, ompegpaereBmunB Hapepgbata no uyn. 4 .
cbCcTaBa Ha npepgnaradHnga 3a pas3peweHne 3a ynort
oTpeba B MegumumHckKkaTa npakKkTwuka, mMa npusHarTa

mes3x nyyam pes3ynrtatTnuTte OT wU3INUTBaAaHMATAa U TecT
YUYHU nyobnumkauyunmu.

(2) NfTnueTo no an. 1 npepcTtaBda pes3ynrtatwutTe
NnMTBaAaHMA B CNyyalh Ha nNeKapCTBEHC NPO@Y&ETYCTali
oTpeoba, KOMTO He ca 6wunum m3nonsBaHW B npepgnal

nyyaih He ce npepagcrtTaBsa AOKYMeHTAUMSA NO OTHOILIEHMW

( 3) KoratTo aKTWUBHO BeWwWecTBO nNAROBEMUTBpAaANEaBAT
Ka3aHunme Ha 6aszaTa Ha 3HaYuUMU NPEeAKAUHUYHMN
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Kas3aHue, efHOKpPATHO 3a CPOK OT efAHa TopAawuHa
HHMUTEe 3a HOBOTO NOKas3aHWUEe HaAa aKTWUBHOTO Bewecrt

Un. 31.anB ®&poy@waTo nNnekapcTBEeH NPOAYKT CbOobPX
cTaBa Ha pas3peweHuM 3a ynoTpeba nekapcTBEeHM
MOMHaUWNSA 3a TepaneBTUWYHM uenwu, numuerTo no L
EAKNUHUY KM MWMHMWITE U3INUTBAaAaHUA, CBbp3aHM Cc T

ABUNTENAT He npeagcTasBHA AOOKYMEHTaumn4d OTHOCHDO 6
TWNWBHO BewecTHBO.

Un. 32. MpuntexatTendaT Ha pas3peweHune 3aApgwW@mOTHP
nonsBaHeTOoO Ha @apmaueBTMWyYHATa, npeaKAUHUYHATE
cmeTo Ha nNeKkapcTBeHMUA npoayxkT, npunm oueHdaBaH

OLYKTMNW CHBC CbHWMA KayecTBEH W K OI VY eBCETUBEECHT BCAb CU
wata nexKkapcTtBeHa dopwma.

Yn. 33. MpoBexXxgaHeTO Ha HeobGBXOAMMUTE nNpPoywHN
KyMeHTauma 3a pas3peweHme 3a ynotpeba ®n nocne
3pewaBaHeTO 3a ynopepeywaTwWanagiewuapc?2Bemnm 29 He
M Ha cepTupumkKkarta 3a [OoONbBANHUTEeNHa 3aKpuna Ha

Yn. 34. (1) KpaTtTkaTa xapakTepucTtmka Ha npoapjg

1. HaMMeHOBAaAaHMWE Ha nNeKkapcTBePm® BPLUBYRBPO RBE
MHUMLa, nNexKxapcTBeHa opwma;

2. KONMMyecTBEH UM KayecTBeH CbCTaB MNO OTHOLW
MOLWHMUT e BewecrTBaA, MHpoOopMaAaUuMAaT a 3 a KOWTO e
ooyKTa,;, nM3Inoni3sea BexVPAWOROVWEeTOMBDCAMNMRE N

3. nekapcTtBeHa ®Gopma;

4. KNWUHWYHU [JAaHHMW:

a) TepaneBTWMWYHUW NoKaszaHUSA,;

6) pAO3MpPpOBKAa M HauYWMH Ha NPUTOXEeHWEe Npu BB3IP

B) NpoTmMBONOKA3 aHMWS4,;

r) cneuyumanHu npepynpexageHuna w©n npejgnas3HN Me
KBPEHN nNpoapewRmnNAsI HNMN MepKKM 3a naumyarta, KonmrtTo p
UMEeHTHNW, KakKToO WU npepgnasHWN MepKKU, KOWUTO TpAabBa

A) B3aummMopgemcTtBMUA C [ApYyruvm nekxapcTBeHUW npopjy

e) ynowvpée®@aMEBHOCT UWUNUWU KbPMEHeEeE,;

X) Bb3fgenctBMUE BbBPXY CNnocoObBGBHOCTTAaAa 3a wWodgupa

3) HexXe/laHuMW NeKapCcTBEeHW peakxKkuyuwunwu,

m) npeposunmpaHe (cumMnTOMU, aHTUALOTWU, CNeEeWHMN

5. MapmMakonor M4H”M [JaHHMU:

a) @GapmMakKkogAMHAMWMYHM CBOWNCTBA,;

6) dapMaKoOKMWHBEAT,MYHW CBOWUCT

B) NPpefpKNUWHWUWYHNW JaHHKW 3a 6e3onacHOCT,;

6. @dGapmMayueBTMUWUYHN [aHHMWU:
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a) cnNMCbK Ha NoOMOWHMWTE BewecrTBaA,;

6) OCHOBHMW HEeCbBBMECTUMOCTMWU,;

B ) CpoK Ha TTOAHOCT, CpoOK Ha TTOAHOCT cnep
eobxoaMMOCT) UMW cnNnepaeDBApPpsSB@ Aa»apBUPBBIHATA O

ry cneymanHM yKasaHMUA 3a CbXpPaHeHMWUeEeE,;

A) BMUAo MU CcCbCTaB Ha ONakKOBKMWUTE,;

e) cneyunanHwu yKasaHWMs4 3a M3XBbPnAHE Ha ocC

TnagbyHUT e MaTepumanm OT HerT 0;

7. npunTtexaTesn Ha pas3peweHnMeTo 3a ynoTtTpeba;

8. per HEHp HWHWME P ;

9. fJaTa Ha nNbpBO pas3peweHume 3a ynoTpeba u
noTtTpeoba;

10. parta, Ha KOSATO €e u3BbplWeHa nNpomMsHa B C
poAYyKTa,

11. 3a pagnothaypwapeaTeamma UWHPOp&aLpA ARG OBH
o3nmMeTpuAa,;

12. 3a pagvodroyNpPpLEBT MWW CTPYKLNN 3a ekKkcrTel
ayecTBEH KOHTpPO/NT M KoOratTo e nNpuUNOXUuMO, MaK C U

BOTBETHUAT MeXAUHEeH nNPOAYKT KaT@®BeEeMYaT bOMBETC
neuyuvmdpumkaymarta cu.

(2) B kKpaTtTkaTa XxapakTepucTtunka -Bé8 /MoK apc TABAE H
KnwyBaT 4YacTuTe OT KpaTkKaTa XapakTtTepucTwumkKka Ha
O nNoKas3aHuUa N nNneKkapaThenum dGopmMuMm,aTeREmMAA 3 aKpu.
eEeHepuMyYHMAT NpPpoAyKT e O6uMn1 Ha nasapa.

(3) W3sumckBaHMATAa KbM @GopmMaTa UM CbBABPXAaHUETDO

e onpepenaT B Hapepgb6baTa no 4n. 4 2 .

(4) -(-HBBabp. 102 oT1v 20.1201Ir2 ,r .B) cKupnaat koatt a2 IX.e
eKapcTBeHMUTE npoaoyKTMWN, BKNReeEARameH TC N(MEG)k aNen @
BponenWwckunma napnameHTtT wn CbBeTa, CbaobpXa WUHCOOPN
poaoykKT noagnexun Ha [AONbARBAWNTE/KHO aH atn opectmas' a3l
Bra1acHO 4. PE,r nmaveaTp g Oy dNg 726/ 2004 Ha EBpo
punaopyXeH OT O6ACcCHMUTenNnHa O6enexkKa.

(5) (+-HBBabp. 102 o1v 2012 r ., B cuna oT1 21.
e@KpCTBEHUTEe NPOALYKTMU CbABPXaAa CcTaHfapTeH TekKcCcT,
a jAoKnapsBaT BCAKa nopo3MmpaHa HexenaHa nekKkapecTel
: T . 4 .

Pa3pea I11.
CrnenuduyHu U3MCKBAHMS 32 XOMEONATHYHH JIEKAPCTBEHH NMPOAYKTH

Yn. 35. (1) YpocToOoOBepeHMEe 3a permcrtpauyuma Ha
O onpocTeHa npouepgypa, akKo oTrosapsda Ha cnepgHnT

1. npumnara ce nNepopasiHO WUNWN BbBHLWHO,

2. BbPpXY oOnakKkoBKaTtTa MYy UMK B ApPpYyra@acoawewpwMm
neyunmpmuHm TepaneBTUYUYHN NOoOKaszaHWA,

3. pa3spefjpeH e B JgocTaTbyHa cCcTenewH, 3a Jja

BPAODBP XKa noBeudye oT e Ha gecetToxunnagHa yacT oT T |
T -MmamkKkarTa Ao3a, namasAdaIBaHaHaB a&@8mMa@aBHWUT € B e lwecC
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naTMWyeH fneKapcTBeH NPOAYKT BOAW A0 3agbnXWUTeE
(2) 3a m3pgaBaHe Ha yAaocToBepeHMWUEe 3a perwuncrtT

nnmueTo nNo 4n. 26, an. 1 pnao3geauB,a BB Ki/bAe/lr 03 aMAOBI IAETH UA
cepmda OT nNneKapcTBeHUWU nNpoAayKTMWN, nonyvyeHuU OT enwu
ChbWN MN3ITOYHMULMN.

(3) 3a pgokKkas3BaHe Ha QapmMaueBTMWUYHO KayecTBO
NPOAYKT KbM O3 aada/B.neHuceeronpimnara cnepHata AOKYMeH

1. (-wkBw. 6p. 71 o1t 2008 ., B cuna oT1T 12.
hbapMakonehnHO HaMuMeHOBAaHWE Ha xXxomMeonaTWUWyYHMA WU3T
nbTUuUWa Ha BbBexXjaHe, @epKkaAapcpaspeaxgapey M cTen

2. Locwue, B KOETO Cce onNuMucBa HAUYMUHBT Ha nNo
M3TOYHMUK nnwn M3TOYHMLMN, A OKa3s3Bauo XxXomMmeonartMunuyt
6noénmnor padwus,;

3. focuvne Ha MeToOoOaUWTe Ha NpouBBEACTI®R@PMA KOW®T
Ha MeToOoaWTe Ha pas3spexpjgaHe N NoTeHUUpPpaAHe,

4 . pa3speweHne 3a nNpomsBsBOACTBO, npPpuUAaPYyXeHo
npakTunka MKMW CcbBC cepTuhpmkat, poKas3Baw, uYe npoay
M3NCKBaHIWPRa NPaOaMBBOALCTBEHA NpakTuUKa;

5. Konma OT perumcrpauymunm wmam pas3peweHnmsda 3a
APpYTUW AbpXaBWU YeHKMWU,;

6 MakeT Ha nNbpBMYHAaTa W/ mnnm BTOPUYHAaAaTa onNa

7. [fAaHHKW 3a cTabuanHocCcTTa Ha NPOAYKTaAaA.

(4) WN3uMCKBaHWMATTEa NKObM N4ga 3 ce onpepgenaT B Hap

Yn. 36. (1) 3a XomMeonaTWUYUHWN NeKapcTBEeEHU Npo
1, ce npumnarat paXnopepburte Ha 4n. 27

(2) 3a XomMeonaTWUYUHWN NeKapcTBeHUW Dpeoe@ayRp@aCD
pesyntaTtTunu OT NPefgKAUHUYHW N KAMUHUYHWN UNU3INUTBAHM
LaHHMU 0T HayyHaTa /nAuntepaTtypa, ye XomMeonaTWUHa
XoMeonaTtTMWYHUTE U3ITOYHUUMKU, KOWNUT OO EB3INIMMBaACTH BC TC.bC T a B

(3) B cnyuyante no an. 2 o0oT 6ubébnumorpadckute

1. XoMeonaTMUYHMAT XapakKTep Ha UW3INON3BaAaHWUTE
npm 3asdBEeHOTO NOKa3aHMWUeEe,;

2. bes3BpefgHOCTTa Ha XoMeonaTneHWME wWaKapeTn B
paspexjgaHe Ha BCfAKa OT CbCTaBKUTeEeE.

Paznmen IV.

Cl'lelll/l(l)l/l‘l}ll/[ H3UCKBAHUA 32 TPAJUIUOHHHA PACTUTECTHH JICKAPCTBCHHU IPOAYKTH

yn. 37. (1) YpocTtToBepeHWE 3a perumcrTpauymsa Ha
ce M3 paBa NO OoONpREOTEOemAaOBPpPpHeBpwWpaiefHUWTE YyCOBMUA

1. mnMa TepaneBTWMWYHU NOKasaHU4, npuMcbHWNU Ha
neKkapcTBeHUWU nNpoAaykKTwH, m cnopepg cbcTaBa U LenT:

eKapcko npegnucaHue U HabGnwaeHwe,

2 . npniAaRaQaT EE&H @® 4B onpepneneHaO KonmyecTtTBO H a

eoMHMLA MU NpU onpepeneHa [AO3UPOBKaA,;

3. npumnara ce nepopanHo, ypes BaounwBaHe (wntr



ynoTtTpeba;

4. nepumoabT Ha TpagUMUUMOHHA YN TWPEOAK E/bF NacH
5. JQaHHUTe 3a TpapguuMmoHHaATa ynoTpeb6a Ha neck
npu onpepgeneHmTe ycnoBus Ha ynoTpeba w”n GapmMa
nekKkapcTBeHMA NPOAYKT ca ycTaHoOBeHUNAPRI ABATOT O

(2) M3nbnHMTenHaTtTa areHums nNno nekKkapcTBaTa
npamo pacTuTenex nekapcTBEH npoagyekT, KOWTO
3onacHOCT e jJgoKa3aHa QAOKYMeHTAanHO WU 4YumeTo
BewecTBa B nNpoaykTa NO OTHOWeEHME Ha cneuUNPUUHNT

o0
D

Yn. 38. (1) 3a m3pgpaBsaHe Ha yAoCcTOBepeHUe :
nexapcTBeH NpPOAYKT n1muetTo no 4. 26, an. 1 nop
OBYMeHTaumnAa:

1. LAHHNT e, nocoyeHwumnm BT .4ynlo,276ykaeia "la" ;7. 1

2. (-nBBw. 6p. 71 oT 2008 r., B cuna oOT 12.
npoagykrta, C W3KNKWYeHWe Ha [JaHHUTe no uyn. 34, an

3. B C/ayuyaim Ha pHACTPOoERYIEH mMEKaMOTB@AA Ha u
KOMOMHMUPAH pacTuUTeNeHH Jexnaplmwsera moywyy.kTtT37, an.
KoratTo oOTAenNHUTe akKTWUBHWNW BewecTBa Ha KOMOWMHMUDP:
npeagcrtTaBAT [JammaTaaymTeapmpe@aaoHa BCAKO OT TAX,;

4 . Konume OT pas3peweHune 3a ynoTtpeba uaum ypao
nekKkapcTBeH nNpPOAYKT, ms3pgajpgeHn OT AbpXaBa UYJ/IeHKa
nNpMaopPpyXeHo C MOTUBUTE 3a peweHnNerToO;

5. (-n3Bvo. p . 71 oT 2008 r. , B cuna oT 12. 08
eKcnepTtTHMW CTaHOBWUWLWa, KomtTo pAgoKas3BarT, ye pacTuT
3adaBNnNeHne 3a perunmcrtpauynsa, NNV NagRBOPOWUBALYMDTH
BCBeTOBHaTa MegUWULWMWHCKAaAa nNpakTuKa, OT KOWMWTO NOHE
yneHkKka J[JO faTaTa Ha nojfaBaHe Ha 3agdB/fleHuMeTO 3a

6 . 6unoenmorpadpckm pfgaHHWU OTHOCHO 6e30MNacHOCT:?
AoKnaag,;

7. KONWeewaHneao 3 a npoMmsBoOACTBO, MNPULOPY XKE
npomsBOACTBEHAa NpakKTuMuKa UMAKMW CbBC cepTuhpmkart, 40K

eEeKBMUBANIEHTHN Ha MU3IUCKBaHMATA 3a Jfobpa npowumsBopgcC
(2) M3nbnNnHMTEeNHaT aa Taar ealwel ma wielKa@kpeae T@T 3 ad
MHPpopmMaumsa 3a oueHKa Ha 6e3onmnacHoOCTTa Ha nekKkapec
(3) M3nbnHMTEenHaTtTa aredHuma no nekKkapcTtBaTa N\

pacTuTenH™ nNnexapcTBeHMN npoAayKT IO K1® M a pEcBTpBOanTeain C
LOCTOBEepPpHOCTTAa Ha pAaHHWTe No an. 1, T . 5, KaTo
nNexKxapcTBeHMNA nNpoaoykKT.

(4) MpepgctTaBeHNWTe [AaHHW nNno an. 1, T. 5 <ca
30rogaMwHaTa ynoT mera NP akerMKLAKM H C K

1. CbOTBeTCTBaAWMAT nNeKapcTBeH nNpPpOoOAYKT Ha nj
peruncTtpauymnsa, e 6un Ha naszapa 6e3 paspeweHne AWK

2. KoratTo O6podaT Ha CbCTaBKMUTe B J/TeKapeTsaHHMU
peruncTtpauymnsa, € HamManeH MNKW e HaManeHO KO/NMWYecCTHB

yn. 39. (1) KoratTo pacTuTtTenHuWaT JeKapcTBEH



neMmanko oOoT 15 roguWHW, HO OTroBaps Ha ycnoBuATaAa

LABYyMeHTaUMATa n o yn. 38, an. 1 H a KomMnrterta |
EBponeinckaTta areHuumsa no nexKkapcTBarTa.
(2) M3nbnHUTeEenHartT a aredHuywmns no neKxapcTtBar &

nybnumkyBaHeTO Ha MOHOrpadua OTO KHoamMUIT RO MAY KIToa aol . |
3a permcrTpauyuma 3a TpaguuunmoHHaAa ynoTpeoba.
(3) B cnyvyawuTte no an. 1 cpok®T no 4un. 44 cn

Yn. 40 . M3anbnHMTEeNnNHarTa areHumns no nexkapecrt
pacTuTeneH nNeKapcTBEeH Npo@yUYm3PA2vnnopoAagedynoKky deH

yn. 41. -AB) 6mMam71l o1 2008 r ., B cuna oT1T 12
nNo JfNexKxapcTBaTacTpyubmupayma N HaepHeT CnucmbHK Ha pa
npenaparTtu nnwu KoMOUHaAUWNN oT TAaX, M3NON3BaHU
npoAyKTW, MUW3ITOTBeH OT KomumTeTa nNo pacTUTEeNHUN ;i
no NeEeKeEypT a. CnMCDBHBKDBT CbAabpXa 3a BCHASKO pacTurtTe
CbAbpXaHMWe Ha aKTuUuBHaTa CbCTaBKa B pJo3o0oBa epfgul
MHpoOopMauma, Heobxoaguma 3a 6e30nNnacHOTO M3INON3BaAt
neKkapcTBEeH NpoAaykT.

(2) KoraTtTo npepgnoxXxeHMaT B 3adABNeHMEeTO nNnpoay
CbAobpXa pacTWTeNHO BewWwWecTBO, npenapat w“ununm Komb
3aaBMTEeNnaT He npepagcTtaBda paé-®6umtTe, NOCOYEHM B 4.

(3) KoraTtTo pacTMTenHoOTO BewecTtTBO, nNpenaparThdb
OT cnumcbka no an. 1, nNnputTexaTtTenaT Ha ypJocToOBeEp:

npoaoykTtT Tpab6bsa pfga npepgctasu B WVAplommbme aTpu URY
npomMmaHarTta.

(4) B cnyuat ye npunrtexartenart Ha ypjpocToOBEDp
NneKkapcTBeH nNPOAYKT He U3INBANHW 3 agbNnXeHWeToOo nNoO
permcTtpaumnma Ha npoAaykKkTa.

Pa3zgea V.
IIpouexnypa 3a u3naBaHe Ha pa3pelieHUe 32 YNOTpeda HA JIEKAPCTBEHHM NMPOAYKTH U PerucTpanus
HA XOMeONATHYHU U TPAAUIMOHHU PACTUTETHU MPOAYKTH

yn. 4 2 . Ma3nmckBaHMATa KbM JaHHUNT-8E 2 B[MOKY MBBHT
y . 36, an. 2 W NOo 4n. H3WMBC TCHep ao NHpae A3eqpsars eBO MHaa3pBeafHo

yn. 4 3. (1) B cpok pgo 30 AHM oOoT pgaT-8Ra HMa.r
35, an. 3 nnwu no 4y . 38 MAN1T npoBepsaBa MNbBAHOT
3agdB/leHMeTO, WU CbOTBeTCIpEBABEeMNMNMaAaCpPA3I PEeKWBAWBAADAZ
ygocTOBepeHMeEeTO 3a permcrtpauyma nNo TO3W 3 aKOH.

(2) KoratTo He ycTaHOBW HEeNBNHOTW UNU HEeCHBOT
yBegomMmaBa NMUWCMeEeHO 3aaBuMWTensa, B CpoOKa me Hae.T ol ,c
nocoysa pjgaTtaTa, OT KOSATO 3anoyBa jJa Teye CPOK©DBT

( 3) KoratTo ycTaHOBMW HeNnbBAHOTW WU/ MAN HEeCHBOTI
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AoMABAa NUCMeHO 3adBuTenda pjpga npepcrTtasuM AoOoNbal
MNUCMEHOHWE® NO KOHCTATWpPAHWUTEe HEenNnbBNHOTU U
aTa Ha yBefgOMNeHMNETO.
(4) KoratTo uM3umckBaHmaTtTa no an. 3 He ca us3m
poomMABa 3aaBuTenda, ye 3 aaABNeHNETO Heaj@ H@Ba N
yMeHT gaiHesB el ItH oK MU BB3ICTaHoBABaAa 75 Ha CTO O
(5) KoratTo mu3nmckBaHumarta no an. 3 ca wu3nNnbANli
MeHO 3adaBuTenqa, ye [AJOKYMeHTAaALULWATaA A aer aB a /o HKao,
oYyBa pJa Teye CPOKBT No Y. 4 4 .

Yn. 4 4 . Mpoyepyparta no M3 paBaHe H a paspeLl
apcTtTBeH nNpoAyKT 3anoyBa OT pjpgaTarTa, mMocoyvyeHa
an. 5, n PpRKAOWB @ . B CPOK A

Yyn. 45 . (1) KoratTo B WA/l e nopjgajgeHo 3aaBn
mcrTpaumsa Ha nNeKkapcTBeH NpPpoOAYKT, 3a KOWTO B

dbopmMauyuma, 4Ye B [AbpXaBa UNeHKaAa WEaCBREAAL@ERGEALCL

AY KT, MAZl ysBegomMaBa NUCMEHO 3adaBuTend 3a npu
(2) Korato B WAJl e nojgajeHO 3aAaB/neHMe 3a pa
apcTBeH NpPpoOAYKT, 3a KoWnTto Bl,c uoT BLEIT cutmvean en Hed Of
XaBa 4Y/1eHKa pJocuerTo Ha CcbWwuA neKkapcTBEH np
rnexga pJoKkymeH32umAamauno 85, an. 3, nmnnm no

BMUTenda 3a npunaraHe Ha npoueAypaTa no 4. 75
3) 3a npunaraHe Ha pasnopepgbwur Ha an. 1 n

L, pa3peweH B Apyra AbpXaBa YeHKa, MK Kart

meTo B Apyra AbpXaBa uYneHKa, KoraTto pAgBaTta ne
1. MNMaRbBeAH@YeCTBEH 7 KonmuyecTBEH cbcTas

ewecTtBO/ BewecTBa MU ce npepgnaraTt B eAgHa M Cbuwa

1 a
K
A
K

® O D =

-0 - w
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MOWHMWTEe BewecTBa, akKo ToBa He BnAuMse Ha 6e3ona

2 . npuHagne xXapywKac M, MnNu 3asBnNeHuWe 3a ne

npuHaagnexauwnm KbM €4HO MU CbHWO APYXecTBO MU
apCTBeHMTe nNPoOAYKTW nopaBaT 3assBnNeHWe nuya,
OBOpP WUNUC MBMEMTUBIIA T 4EeiCcTBMUSA, CBbBpP3aHM ¢ nyc
apcTBeH NpoAayKT B pa3/WYHUTEe OAbPpPXaBWU UYNEeHKMWU.

Un. 46. (1) MNpu oyueHABaHEe Ha f[JOKYyMeHTauMATa
1. MOXe Aa MW3IBbBPWWMW MU3INMUTBaAaHe Ha KpaWhhHwua n
oOooHUT&ENMWAIIE PpMEeKapCTBEeHNA NpPpoOaYyKT, KakTo ”n pfa
cmcrtTemaTa Ha odpuuyumanHuUTe KOHTPONHW nekKkapecrT

TaHOBMW ganu KOHTPONTHNTE€E MeTOaAWN 3 a aHanmnmas3, n3i

oBapAaT Ha M3IUCKBaHMAT a,
2. NOTBbBPXAaBa cnep npoBepkKa H a MACTO mnun
apcTBEeHMU npoAayYyKTMN oT TpeTn AbpXxaswu M3 BbbPpLWBaA
caHu B 4n. 27, an. 1, TO. T B7e, T CUT/BWISEN CUW 3NMBEBTpoLABNATTE
an. 1, T . 8 ;

3. npoBepasBa MoCOYeHUH B 3adaBnNeHneTO (
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mspoagurtTenartr/ npoumssBoguntTenntTe Ha NnNekKkapcTBEeHMN |
nNoXunwn Ha ApYT N po NeBEO/OeMHTEe fie Taaan w 308Tb PrLuBaM 3081004
NeKapcTBeHNdAd NPOAYKT.

(2) KoratTo WAJl ms3sbpwBa nNpoBepkKa Ha MACTO H
pa fga Teye p[O M3ITOTBAHEe Ha AoKnap Cc pe3ynTtart
( 3) B cnyvyawunTte pioou3asno.gulr,enmrte2 s mandamaTt Takec
mpata no 4. 21, an. 2 .

Yn. 47 . (1) KbM M3INBAHUWTEeNHUAaA gupekTtTop Ha V
AHUWUTe cneuyumanmaumpaHNMW KOMUCUMN:
KomMmnucuma 3a nexKkapcTBeHMNW n
KoMucuma niaia mn meK@/pTIim B e HN

pop

npo W,
KoMunmcums 3a xomMeonaTWUUYHU nNexk

Kap

Tuy

KT
y K
pcTBEeHUW nNpoag

KomMmncuma 3a pactTuTtTenHuw ne TBEHW Npoayk
KomMmncuma 3a papgnodapmaues
: (-l a 6 p. 71 o1 2008 1., B cumna ot 12.08.
p YH/MoeX eB eanaTtTpunarta,

7. (-ABpab6pPp. 71 oT 2008 r. ,-O0B, capa »621@T 030
21.12.2012 r.) Komumcumua 3a nekapcTBEeHW nNpoayk
8. (-4dBB a 6 p. 102 o1 2012 r1., BOGQlem& aoHaAa2punti
cnepgfdaBaHe Ha fnekKkapcTBeHaTa 6e3o0nacHOCT.

(2) Mpn HeobBXOAMMOCT M3NBANHUTENHNAT [UPEKT
umanmsaumpaHM KOMMUCUM U3IBBH nNocoyeHwmte B an. 1
(3) B cneyumnanumsumpaHuTe KOMMUCUMN Ce H®BKYHOW B &
TUXEeHNSA U nNpakKTUYeCcKWUW ONUT B CbBOTBETHUTE C Qe
(4) KbpbM NnNOCTOAHHMA CbCTaB Ha KOMMUCUMUMUTE MOT a
UYHM NO3HaHMA MU NpakKTuMmyecKU onNnunuTtr symeéd.nacTTa H
(5) NW3snbAHUTEeNHMAT agupekTtTop Ha WA onpepgensd
rogunHu, pasMepa Ha Bb3HaAarpaxjgeHuwetTo UM ”n Yy
oTaTtTa uUM.

(6) Ao 30 AHyapwnw BCHAKaAa T 040WHAaAT MBEDOROIHME €CITHME
neprTunrte M3 BDbH cbcTasa H a KOMMUCUNTE no an
aBeonasBaHeTO.

(7) M3nbAnHUTENHNAT AvpekKkToOop Ha NAN MO Xe
umanmiaumpaHa KOMMUCKMA NO HeroBaaman®myg BpMNBBRAS
eyua Mnum nNnpum HepgobpoOoCHBBECTHO OCbWEeCTBABAHE Ha
(8) CbcTaBbBT Ha KOMUCUUTE U CNUCDHDKHIP AHM LAR G
MAJl B MHTepHeT.

OO WNBE
T HYOOO0O0O0

Yn. 4 8 . (1) UneHoOBeTe Ha cneyvanusasImpaHwumTe K
an. 4 noanucseaT pfJeKnapaumda, € KOATO Cce 3aft
1. pas3rnacasart LaHHMU n WHB E&ORA RN CITPBIA , U JIONT &

buUeCcCTBABAaHEeE Ha fAgeilWHOCTTA WUM;

2. yyacTtTBAaT B AeWMHOCTMU, CBbBP3aAaHMW C NpPpoOMU3IBOL
apcTBeHUWU NPOAYKTMU.
(2) B cnyuyanm 4ye nnmuyata no an. 1 ca ydyacTsB

NOKYyM@HATA, HeobGXOAMMA 3a pas3pewaBaHe 3a YnorTpe
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ydyacTBarT B 3acegaHmnAaTa H a cboTBEeTHAaAT a cneunanmnms3

( 3) NTnuaTta no an. 1 He T nacysBaT npwu B3eMaH
YyNneHoOBEMe&ElN HTaB ™0 MM uMMaT TbpProBCKW, GUHaAaHCOBU ©

yn. 49. -gB) 6@P3wml102 oT 2012 1., B cuna OT
fJaTaTa Ha nocTbnBaHe Ha BanNnumpgHa pfOKYyMeHTauwua WU
47, an.seal KaWeKaTa BOTO, bes3onacHocTTa WU e@ukKkKacHOC
oueHbYeH pJoKnNnapjg C KOMeHTapuw Ha pe3ynrtatTunrte OT
KANMWHNWYHUTE U3INUTBAaAHNA, Ha cucTemMaTtTa 3a ynpasBne
6bes3onacHoOCTTa Ha CbBOTBETHMUA nNeKapcTBEeH NPOAYKT.
M3INBbBAHUTENHNWA JgupekTop Ha WAIN.

(2) (-HlBg a 6 p . 102 ot 2012 r., B cumna oT 2
akTyanusunmpa nNpun HanNnvmuyme 3ra OHIEGHXK amraPH@EM XLBAMHSE,C TB D>
epmkacHOCTTAa Ha nNekKkapcTBeHUWUA NPOLOYKT.

(3) (NpepgylBHa 6n. 102 o1 2012 r., B Ccuna oOT
POAOYKT CbAbBpXaAa T EeHEeTUYHO MogudpunuumpaHU OpHraaH U3
KonHaTta cpepfga W BOAMTe HeobxopgummMaTa [OJOKYMEHT:
SNCKBa CTaHOBMWLWe B CpoOK 60 A4OHWM no OTHOWEeHMUE
ecTpeceTAHEBHMAT CPOK € B paMKuMUTe Ha cpokKka no

(4) (MpepnmMBap .60n1L023 o1 2012 r ., B cuna OT
pagnocdapmayeBTmnum WAl npepocTaBsa HeobxoagummarTa
nNpoAYKT M M3UMCKBaAa cTaHoBuUuWeEe B Cpok 60 agHuM o1 Al
KayecTBOTBRO@TOa@3IpPaaopoOAayKTa. llectTpeceTpHEBHUAT

(5) (NMpegvwHaliB,n.6p4d, WB2v.oT 2012 1., B CMWJ
MHNHMCTEepPCTBOTO Ha OKONHaTa cpepa MW BoauTte n Are
ycAH@aBeHunTe no an. 3 n 4 cpokKkoBe, Cce npuema, ye

ESO:I

Un. 50. (1) KoratTo WMWANl ycTaHOBWUW HecCcbOTBETCT
pa3peweHne 3a ynoTtpeba wMAM ypgocCcTOBepeHUE 3a peEe
3 mMTeEensa pga npepactTaBuU AONbAHWUTEeNHa WUHOOPMAUMMEY

no 4y . 35, an. 3, nnn no 4y . 38, mli nnwu ha T
KOHCTaTupaHMTe HEeNbBJAHOTMW U HeCHbBOTBETCDBUA B CPpPoO
(2) B cnywyvaunTte no an. 1 CcCpoOKBT NO 4Yn. 44 ¢
npepgocTaBAaHe Ha MCKaHaTa WHPoOopMauwusa.
(3) M3nbAnHUTEeNHNAT AVnpexKkToOp Ha NAN npekKp p:

paspeweHne 3a ynotTpeba WUNU JyelkoXProOTBBEEH HMPEO BYaK Tp,e T

1. 3aaBunTendaT He npepocrTaBu MHPoOopMaumaTtTa no
2 . nunuyaTta no 4yn. 26, an. bh. mnomckKkaT NUCMEHO
Un. 51. B CpoOK 10 OHMU oT M3TroTBAHETO H a

M3NbNHUTENHM ASHaA aAAdRkmrodDaoaBa pa3pelwleHnme 3a YNOTPE
Ha fNeKapcTBEeHWUS NPoOAYKT WUNMW NpaBuU MOTUBUPAH OTK

un. 52. -4B) @gMami102 o1 2012 r ., B cuna oT1T 2.
mM3fgaBaHe Ha pas3peweHWsBTEP eHaMey0o B@me Palifyga paymnsa



1, T. 3 ce BONMUCBAT CNegHWUTe JaHHW 3a pas3pelweHune

1. pervMcTtpauvMoHEH HOMEep;

2 . HoMep W pfaTa Ha pas3peweHMeTo 3a ynoTp
neKkapcTBeHMUA NpoAayKT,;

3. HaBEm®@WMEe Ha /NeKapcCTBeHMUWA NpPpoOAYKT,;

4. MeXAYyHapoAagHO HenaTeHTHO HaMMeHOBAaAHMUE Ha

5. MMe W ajgpec Ha nNpuTexaTtensas Ha pas3peuwe

perumcrtpaumuas;
5a. (MLB,B abp . 102 o1 2012 r.,aBacmgogadvyaT 83hal
BNMcaHuW B pa3peweHmMeTo 3a ynoTtpebal/ ypocToOBEpEH
6 . AarTa Ha M3BbpPpLWEHaA nNpomMsaHa B paspeweHmu
perumcrtpauuvara,;
7. paTa Ha nNpekpaTsaBaHe Ha pas3peameprWaepalLBAT
8. Apyrun pgaHHN.
(2) PaspeweHneTo 3a ynotpebal/ypoctoBepeHunert

ce BpbYyBa Ha nNuMmyeTo NO Y. 26, an. 1 n BAnMsa B
19, an. 1, T1. 3.

Un. 53-ABLW306MpM0O2 o1 2012 r ., B cumna oT 21.12.
no nexKkapcTBaTatHTY@MWLKY BCATUDHA @ W I § DKH Mg o017l 43 gaBaH

as3peweHneTo 3a ynoTpebal/ypocToBepeHMUe 3a perwmn
paTKa XapakTepumcitmukKka Ha npoapykKkTa MU [JaHHUTe OT
(2) M3nbnHUTenHart a areHumsa WUMHOTepBERapccCTBpaATHAM
LEeEHDbBUYHMUA LoKnNnap no un. 49, an. 1 C MOTUWUBMUT €
peagcTaBngaBawMm TbprosBcka TaWHa.
(3) JAoknapece mpumplyXxaZzsa OT pe3wMe Ha pas3bduj
Pe3wmMeTo cbaobpXa paspgen, CBbp3aH C ycnoBumdarta 3a

T

=N o]

yn. 54. -(mB), (O6WKY3.m.12 o1 2011
pas3peweHNneTo gTT9gREOEPpPPRDATY 3a p
yBegomaBsa WAl 3a paTtTaTta Ha pgenc
Penyb6nuka bbnrapwuwasa.

(2) (N3O0, 6p. 18 oT 2014 r.) Mpunrtexart
ynotTpeba/ ygoc B@B eperHmeETTpauyu- Ha /feKkapcTBEH npo
HaManko pABa Meceua npepgun nNpeycTaHoOBSABaHeEe Ha npoc

B cuna ofT
pauuns Ha

r )
ermcrT
TBUTENHOTO nNyc

r
B

Lanun e BpPpemMeHHOo, MNN NOCTOAHHO.

(3) (N3O0, 6p. 18 oT 2014 r.) Mpunrtexart
ynoetbpa/ ygocToOBepeHNeTO 3 a peruncrtpauymuasA Ha nekxa
npeycTtTaHoBABaHe Ha nNpopaxbmrte B CbOTBEeTCTBMUE C
OT Hero pgeunwcTBUAa n an. 2 ce p[pbnxaT 2#Wa HAaKoe OT

1

0
(4) cMB M. 6p. 8 o1 2014 7r1.) Mpun nNpeycTaHOB:

npoAayKkKT B pesynTtart H a HenpeaBUAUNMMU obcToaTeEN
ynoTtTpeba/ypoctToBepeHNeTO 3a perumcrpauyumsa BH&X PO&K ¢
4O 7 AHM OT ycTaHOBsAsBaHe Ha ob6cTodaTencTtBarTa.

yn. 54a4B,( Hope. 60 o1 2011 r., BOBpmnéapoT 185071


http://www.bda.bg/
http://www.bda.bg/

=

d® 3 3

| O\ T =

o<
S

OO0 O30 T SO

©OT =4 0o
W DT X W

. ) Mpwu nonydyaBaHe Ha cCcur Han B M3nbnHMTEenNnHarTa

popaxburteTB@HNA@PAO@PY KT, C MW3KNWYeHMWe Ha cnanyyal
3BbpwBa npoBepka B cpok 30 AgHM OT NonNnyvyaBaHeToO

(2) Mpwn M3IBbpWBAaAaHE H a npoBepkKkarTa no an. 1
putexartens Ha paspeweHunemTwyueyad® YNoOoTypPreba 24,/ nma

peycTaHoOBsSBaHeTO Ha npopgax6bumte HaAa KOHKPETHMWUS
APO C NeKapcCcTBEHW NPOAYKTMW OTHOCHO HalNWUUYHUTE K

( 3) M3nbnHMTEeNHaTa aleHLUWSA CTpPaHIKLWWaATBL TMBHATTEAp |
e3yntTaTtTuTtTe 0T MU3IBbpPlIEeHaAaTa NpoBepka.

1) PaspeweHnetrTo 3a ynoTtTpebadegHioCT
AJaBa OT U3NBAHUTENHUA AUPEeKTOoOp Ha
p o] B cumna oT1t 12.08
3 T

yn. 55. (
poAYyKT ce un3

(2) (MB,n.o6 r. .,
aspeweHneTo JgocToBepeHMeTOo 3a pe
4 NOLHOBEHO O aTa Ha OLeHKa Ha Ccbo

( 3) (- B Bw,. 6p. 008 r. ., B cuna oT
notTpebal/ yaocTtToBepeHNEeTO 3a permcrtpauma MOXe 438
n. 1, akKo npuTtTexarTtenatr MYy nomckKka MNUCMEHO TOBa
PUUYMNHNT €.

(4) (- AbBn, . 6p. 71 0T 2008 r. ., B cumna 0T
notTpebal/ypocTtToBepeHNeTO 3a PperwuncTpauluyna occTBaeBHA
yyaunmTte no an. 5.

(5) €emBm. 6p. 71 o1 2008 r.,-0B,cwuompa 0110 21 20.70 &

na orT 21.12.2012 r.) Mpwu Hanumuune Ha OCHOBa:-
KapcTBeHaTa 6e30nacHOKCCTN O 3B H,MEY VHTae /1/H @ K anpocpTaBAerH |
JoctTaTbyeH O6poOW nNnauyuumeHTMU, MAJT Moxe pa MU3IUCKa
nopajge 3aAaBNNeHMe 3a NOoOfHOBABAaHEeTO MYy 3a oO0lLWwe
(6) FABm. 6p. 71 o1 200.820r0.8, rB )cuulpay oA TUZ A
peweHuneToO 3 a ynotTpebal/ygpoctoBepeHuneToO 3 a
apcTBeHUAT NPOAYKT MOXe ga ©6bpge npopgaBadH L
aHarT a, HO He noBeuye OT aeAfHA PNdIOUHAKETCOY T a
KpaTsaBaHeTO, C M3KNWYeHMEe Ha caAydvawurte, Kor a
onacHOCTTa Ha NnekKkapcTBeHWA NPOAYKT.
(7) M3nbAnHUTENHNAT AvpekKkToOop Ha NAN OTHEN
Tpeba/ ygoatTpBepernpaenma3Ha nNeKkapcTBeH NpPpoagykT
1. npurtexartenatT MYy He e nycHan nexKkapcTBeHMNSd
a M3pgaBaHe Ha pa3peweHMeTo 3a ynoTtpeba, wunamnu

2 . npopgaxoébunre H a nekapcTBeHMUH NPOAYKT ca
ocnapeBHUW TOAMWHW cnepjg NyckKkaHeTo MYy Ha nasapa.

(8) 3anoBepgTta no an. 7 nopanexwu Ha obGxXansaHe
ofeckKcC.

(9) No m3knNnwyeHMe U B UHTepec Ha obWecCTBEHDO
npumnar a, akK o TrepueTHenea Toe N3dar YHMAO TPpae3dm Ha nekanp
CHOBATE/IHU NPUYUHN., B Te3un cnyyvyaum U3INBAHUTENHMU

(10) Mpunurtexatenart H a paspeuweHune 3 a ynoTpe

npepeneH B TapundpataomybdbpxKaHRZl Haam3 gA,4E€HOTO pa:
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un. 55aldB( Hop . 102 o1 2012 1., B cuna oOT

eKTOp Ha WAJl MoXe paga w3 pgapjge pa3peweHne 3a

apcTBeH N pobdabyakarT, BBK JIKKDYEETHOM [eaq HO WU NOUWM nNnoBe4ye OT
1. 4 a ce npeapgnpunemart onpepenedHwu” MepKWU 3a

apcTtTBeHUd NPOAYKT, KOMTO pga 6bfaT BKNWYEeHU B
2. [fa ce nposBexpagaT nogTMVMapEeITvHAOBOWC M;pOYyYBa
3. fa Cce-capaiImaToTnaioco4YyeHWTe B T fnaBa O0cCMa

NapBaHe Ha nNofpoO3UPaHWTeE HeXenaHW JTeKapCcTBEeEHMU
4. pa ce cnas3BaT BCHAKakKBMWU ApYTIruMm ycnoBusa WUNWU
Tp@aba@aekapcTBEHNA NPOAYKT;

5. Hanmuune Ha ajpeKkBaTHa cucrtTemMa 3a npocnepgs
6 . fa ce mM3IBbpwWBAT MNOCTMaApPKETMUHIOBU MNPOYUYB:
p3aHMW Cc eduKacHOCTTAa Ha N ekKapcar3BpeedHwes H un pcoagm ok
O nNeKapcTBEeHNUAT NpoaykKT 6bAe nNycHaT Ha nasap
(2) B pas3speweHnertTo 3 ynotTpeba/ ypocTtToBepeHMU
b/ITHEHNWE Ha ycnoBWATaAa an. 1, kKoraTto e npwurn
(3) OcHoBaHMATA 3a H ar aHe 6Ha ey CO/MOPBENLECTNCA TN O
H 2R2WbpeamTmnBa 2001/ 83 o, KaTo ce oTuymnmrtTar

oBOACTBOTO NO 4n. 1914

(4) M3nmckBaHMATaAa 3a nNpoBexpaHe Ha nNocTMapk
efenAaT B pReEEeEBOgTTEBpOmMBAAaKAaAaTAa areHuumsa no ne

K
a
no
al
I E
a

Un. 56-40H,M36up . 102 o1 2012 r ., B cuna oT1 2
cyntTauma cCcbC 3ag9BuUTend U3INDBAHUTENHUAT [UPpEK
Tpebal/ ypocTOoOBEePEROR BPQIPEBRMN@CTPAr aTtTo 3 asaBUTE
AcTaBuUN M3yepnaTenHW faHHW OTHOCHO e@UKacHDOC
HOpManHW ycnoBWMUsAs Ha ynoTpeba nopapgum epHa oOT
1. nokKkasaHWNWAaTa, 3a Nkexmpac T BEeHIWERLHAEPBAYRHA,
wWaHM, 4Yye 3agBUTeNaT He MOXe fJa npeagcTtaBu N bn
2. CHBCTOAHMETO HaAa HAYUYHWUTE NO3HAHMWUA KbBM MOM
o6XBaTHW [faHHWU, UMK
3. CbOMpaHeT HHHa NMPoOgu@HLWelar Ha ob6WoONpPUET UT E
K a.
(2) PaspeweHmMeTo 3a ynoTtpebal/ypoctToBepeHuert
cneapHMTe ycnoswuA:
1. 3adaButenat/ nputexaTtTenaTrT Aga MU3INbBANHAB@ Npo
yntTatTmnmTte OT Te3MW NPOyuUYBaAaHMUSA CAYPKMACTK ;3a Npeowye
2. NexKxapcTBEHWAT NpPoOAYKT € C pPexXumum Ha o0Tnyc

npepeneHnm cnydvaum MOXe pAga ce ynoTpebGsBa camo
aBeHNne 3a O6OONHWMUYHA NOMO U, a BCaZMyuyadg HaoOwWRR
onpaBOMOLUWEHO NuULe,;

3 B nmnmcrtToBkKartTa, KaKTa®Oo n B bB BCAKa MeagunLUuWmHC

poAYyKT, cneapBa pna e npeaBuMageH TEeKCT,HCKUTKeIH
neymanucTun, UYe HSAKOW OT HANWUYUHUTE AaHHUW 3a ne
poyudyBaHuSN.

(3) PaspeweHMeTo 3a ynoTpebal/ypocTtToBepeHUuert

eoHa roaguMHa UM 3a BCcsAKka chnNnepBawaar Gas@maa MeEEe Of
3Nb/IHEHNETO Ha ycnoBusTa no an. 2.

n



Yn. 56a4AB,(H6P. 102 ot 2012 r1., B Ccuna oOT
paspeweHneTo 3a ynoTpebal/ypocToBepeHMeTo 3a pe
Ha pas3peLwerHo/BeeTPOR/HWMAOTCO A a nNpoBepfe:

1. NoOCTMapKeTMUWHT 0OBO npoyuyBaHe 3 a beszonac
mopunympaHm MUAKN NOTEeHUMANHUMW PUCKOBEe UAM M0
cTBeHaTa 6e30nacHOCT 3a CbO0 TIBee TPHAMCAK O/BESK acpec T
ApYyrum nekapcTBeHW NPOAYKTWU, cNnepj KOHCYNTal
KonorumyHata O6aguTenHoCcT, Ccb3fgapgeH Preor npeveaH Tt
No 726/ 2004 Ha EBpoQmesilectkan, 1 MmAa/Ip NrapMe&ma p bY B i ¢
TexXaTen Ha pas3peweHuMne 3a ynoTtTpeba pfa npoBefe
erHaTtTun npurtexaTtTenu Ha pas3pelweHune;

2 . nNocTMapKeTUHT 0OBO npoyuyBaHe 3a e@M@umkKkacHOC
M3InonNB@akKAMWHMWYHA MeTO[AONOrIMA pfaBa OCHOBaHWe 3a
mM3IsBoaoMTe 3a KOMTO Ca HanpaBeHMUW KbM pgaTaTtTa Ha #ns

(2) M3nbnHUTeEenHarT a areHuymnsa no neKxapcTtBarTa
paspeweHneTOo 3aBgpPOAPedDa/ gmocprermcrTpayuma 3a 3a
obocHoOBaBa NPUYMHMUTE MU NOoOcCOYBA LeNUWTe Ha NpPpoOyus

( 3) -BH 6€88e H CpoOK oT nonyyasaHe H a yBeagomne
HMeToO 3a yreaopas@al/pegucT@RamMeHMOoXe [a no

a BB3MOXHOCT 3a nNpepgcrtaBsfaHe Ha MWHGopmMaumsa OTHGO

(4) Cnep nonydyasBaHe Ha MWCKaHeToO no an. 3
MHpopMayumaTa OT nNputTexaTepaeGaHplPaBPReB@MIEdT DO 3Aa

(5) WW3snvnHuTenHaTa areHuusa nNo nekKkapcTtTBaTtTa C

1. pa nNnoTBBPAM 3agbiXeHuMeTo no an. 1, wnnwu

2. Aa Ir o OTMeHMW.

(6) WW3snbnNHMUTenHaTa areHyumsa nNoOo nNekKafmPeEUEHME )
no an. 5.

(7) B cnyuvawnrte no an. 5, T . 1 M3NBbAHUTENE
M3 pafpeHoOTO pas3peweHMne 3a ynoTtTpeba/ ypgocToBEepPEeHMWUE
BKNANWYBA B Hero KaTo ycnoswue 3ajgbnNnXeHWeTo no an.

(8) OcCcHO®B amau/AaaraamBe Ha 3ajgbnxXxeHuaTtTa no an. 1
no 4yn. 226 o1 OupexTusBa 2001/ 83/ EO.

i o]
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yn. 5664AB( Hop . 102 ot 2012 r., B cununa oOT
pa3peweHNneToO 3 a ynotTpeba/yapocT@aBepergBORAT A 38U Q@
ynpaB/ieHne Ha puckKka BCUYKM ycnoBMuAa No Y. 55a,

(2) B cnyyaunwte no an. 1 npumnrtexaTtTenaTtT Ha pa
pernmctTpauyumnma nopasa Ao WAl yBsBepgomMneHue 3a nNpommMsaH

Un.B.56(-ABB 6p. 102 o1 2012 ., B cuna oT1 21.
neKxapcTtBarTa ms3npauwa MHPoOpMaUMUS ho EBponenckart
paspeweHna no Y. 55a, 56 u 56a.

yn. 57. (1) M3nbnHNTEeNHUWATI JABRE@RT OHpA Hpaa 3 @A



ynotTpeba wuMnam ypgocToBepeHMEe 3a perunmcrtpaymns Ha
pocnmeTtTo -BQ@ wmre. yZzmraHoOBMWU, ye:

1. cbOTHOWeHMEeTO nNnonsal/lpumuckKk e HebnaronpuaTH

2. e(pumKkacHOCTTaAa Ha NeKkapydOPBREMAL/TMPOQYK BaKE U

3. KONMMnyecTBEeHNAT n KauyuecTBeHNAT cCbCTas H ¢
onncaHma B [JoOoCuUeToO.

(2) cemBn. 6p. 71 o1 2008 1., B cuna ot 12.0
NAN oOTKas3Ba M3 gaBaHe oOMHme bpa3p/enie y ;. © C 3@B eypre H M e
nNneKkapcTBeH NpPpoAoYKT, KOoOrartTo HAKOW OT p[JaHHUTeEe B [
-32 unun Ha HapepgbaTa no uyn. 4 2 .

(3) M3nbnHUMTenHunAaT AupekTtTop Ha WAl oTKas3Ba
neakpcTBeH NPOAYKT, KOraTtTo chnepj oOuULeHKa Ha pJoOoOKywme
Ha ycnosBudaTtTta no yYn. 37, an. 1, JaHHWTe B pocwuer

1. KONMYyecTBEHNAT U KauyecTBeHUAT CcbCcTaB He

2. mMEeXKBeHWAaT nNpPpoOAYKT MOXe pfa O6bae BpepgeH np

3. AaHHUTE 3 a TpagmuyumoHHaAaTa ynoTtpeba C
bapMakonnorMmyHmMTeEe cCcBOMWCTBA WUAAMN edpukacHOCTTA He
ynotTpeba M HaTpynaH ONwWUT,;

4. QapvMaogeBRAWERCTBO Ha nNeKapcTBeHWUS NPOAYKT

Yn. 58. Mputexatenart Ha pas3peweHMWeTo 3a yn
JoOCTOBepHOCTTAa Ha fJaHHWTe B pJoCuUeToO.

Yn. 59. (1) OTKas3bT Ha MUW3INBNHUTeaAspaWEaWMIpEe K
ynotTpeba/yapoctToBepeHNe 3a peruncrtpauunmsa Ha Jnekapec
AgMUHUMCTpPaTMBHONpPOLULECYaAaNHMUA KOp[eKEC.

(2) OTKas3bT Ha UNU3INBAHUTENHWA AupekTop Ha W«
cCcTpaHWBaaBaeHUMATAa B UHTepHeT.

yn. 59a/]lB,( Homs. 71 o1t 2008 ., B-/Binab po.T 11022
2012 ., B C W iac /oyry a2vlt. el 2n. a2 Oul/2. r5k5b c Baon .0 72 9 wNbe, C et
M3TMYaHETO Ha CpoOKa Ha pas3peweHMeTOoO 3a ynoTpeob:
My nopgpasBa B WAJl 3aaBneHuMme 3a nNopgHOBABAHE, npun/
KayecToBemwToo,acHOCTTa UM edumKacHOCTTa, BKNKYUTEINHC
JoKnaguTe 3a nNogo3MpaHW HexXe/laHW nNeKapcTBeHMUW pe¢
3a 6e3onmnacHOCT, nogaBaHUW B CbOTBETCTBWE CaHIenas:

Ha pa3peweHMeTo 3a ynoTtpebal/ypgpoctToBepeHNneTo 3a
(2) M3nmckBaHmMmaTa KbM [faHHUTE n LOKYMEHTMWUT e
Hapepgb6baTta no 4yn. 42.
( 3) B cpok pgo 120 AHMW OT nNnocTbnNBaHe Ha 3as

oueHA®BR&@&TBATO, 6be3onacHocTTa MU edumkacHoOCTTa Ha

AoKNnapg, KOWMTO npepgcrtTaBsa Ha MW3INDbBANHUTENHUA [AUPEKT
(4) KoratTo ycTaHOBWUW HeNbANHOTW WU/ NAU HECHBOTE

an. 1, MAJZT yBepgoOaRaBRE MAMCHMBHPpaATIPHMDMEeHMNETO 3a Yynoc

peruvMcTpauymunas 7 AaBa yKasaHUA 3 a oTcTpaHsaBaHeT
ynoTtTpeba/ypoctToBepeHnNetTo 3a perumcrtpauynsg OTCTQpa
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LOKYMeHTaumaTa OBl cgpaorka T/po HA0 nmpHy YyaBaHe Ha yBepfo.
(5) B cpok 10 AgHMW OT noslyyaBaHe Ha OLEHDBYHM

Ha WAJl wm3paBa pas3speweHnMe 3a nogHoBABaHEe Ha pa

permcrtpaumnma Ha NeK ampaovBepWAH DOEFEABKT UNU

Yn. 596.0B( Homp . 71 orT 2008 r ., B cumna oT
onpekKkTOp H a NAN OTKas3Ba nopHOBABAHE H a paspe
perunmcrtpauymnasa Ha /fNneKapcTBeHMNHd npoagyxkm, ¥9aaTta@anc
ycTaHoOBMW, 4Ye:

1. nexapcTBeHUWUAT NPOAYKT € BpepgeH nNpun npaswu

2. fnuMmncea TepaneBTWMWYHaAa edPumkacHOCT, nnmn

3. CbOTHOWeHMETO Nnonsal/punck e HebGBnaronpuartH

4 . KoOnmyecTBEeEHNAT n KadyecursBeApALY KTbCH @B O HE
onncaHma B pJAocCuUMeTo, UMK

5. JAaHHWTe B pocuMeTo NO 4Yn. 59a, an. 1 ca H

6 . KOHTPO/NBT Ha nNexKapcTBeHWA NpPpoOoaYyKT wu/ unnmn
npomMsBOACTBEHMA nNpouLec He e U3BbWBamMHeypnmpwme K
m3pafpeHo pas3peweHMeTo 3a nNpouMs3iIBOACTBO, nnu

7. HAKOW OT faHHWTe B AJOoOCWUWEeTO He oTroBapar

(2) OTkKkasbT Ha MW3NDbBNHUWTENHWA AUPEeKTOop Ha
ynotpeb6a/ yphocT O BUeMpse HHMae Ji3eak appecrTMBCETHp an PO A4 Y K T MO X e
AoAMUHUMCTpPaTmMBHONpPOLECYaNnHNA KOfEeKEC.

(3) OTKas3bBT HaAa MU3INBAHUTENHUS [WUPeKCcTToppa HHral amrA:
Ha WAJl B MWHTepHeT.

Un. 59 8B,( Hops. 60 o1 2011 r. ,-AB,cwpa 40205671
B cmna o1t 01.04.2013 r1.) M3nbnHMTEenHatTa arlr eHUMWUSFs
UeHnM N pemmbypcupaHe Ha nNexKkapcTBeHWUTEe NPOAYKTMU
ynotpeba, KakTo M 3a HanpaBeHUWTe oOoTKas3unw 3a noAa
neKkapcTBEeEHU-AMHEBEWHK TWOK ©HT M3 gaBaHeTO Ha CbHBOTBE]T

Pa3zngea VI.
IIpoMeHnu B n31a/1eHO pa3pellieHne 3a ynorpedoa

Un. 60. -(mB, (6WKY3.M.12 oT 2011 r ., B cuna O0T
pas3peweHne 3a ynortpeba Ha nNnexKxapcTBeH nNpPOAYKT e
ycnosuarta, npm KewevbunmertTmasgajgeHo pasp

(2) ¢/MB,mMm.06p. 12 ot 2011 r ., B cuna ot 08.02.
I A, Tun | b, Tun | pas3wnmpsBaHe Ha ob6xBaTa Ha |

I 1
Mepkn 3a 6e3onacHOCT.
( 3) ctABMm. 6p. 12 emaz20i1108.02B2C€11 r1.) Ycnc
Knacumpukaumsa Ha nNpomMeHUTe ce onpepensaTtT ¢ Hapepbo

(4) cAB M. 6p. 12 ot 2011 r ., B cuna oT1T 08.C
pas3swnmpsaBaHe Ha ob6xBaTa W 4YnNgIeH ak TaiecymPpmpaIyives aHET
MW KputepunmnTte nNno Hapepgbata no un. 42, ce cmMaTa 3

(5) (-ABBa 6p. 12 o1t 2011 r ., B cumuna oT1 08.
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npomMsaHa, KOATO He Cce £ B4 BfaT Op ak3/uaicpusideriakHael, nHia 0o0cCOT XaBE
cnep npumnaradHe Ha ycnosumdaTtTa W KpUTepuuTte Ha Haf
cnepHmnTe cnAnydyamn:

1. NMo MUCKaHe Ha nNpunrtexaTtTena Ha pas3peweHunert
npoMsaHa,;

2 . KorlhAtondllA oueHKa Ha BanumpgHocTTa Ha yBej
npomMmaHarta MO Xe ha nmMma CbuwecTBEeHDO Bb3genmcrtBue
epmkacHOCTTaAa Ha nNekKkapcTBeHUWUA NPOLOYKT.

yn. 6 1-4 B(, N36m.. 12 o1 2011 r. 3aBBCHARaA apo@BH
I A, Tun | b, TKnn (I mMnmnm pas3wnpaBaHe Ha ob6xBarTa
nexapcTtBeHMNAa npoaykT nopgpaBa B WAJl oTaenHoO yBepgo

(2) KoratTo papeHa nNpomMaAHa BOAW ap@aKT@PWMEHAK
npoAYyKTa, Ha onmnakoBKaTa wnw/wmnnu B /AMcToOBKATa, T €
npomsaHa UM 3a THAX He Cce nNojgaBa OThneNnNHO 3afAB/ieHWUE

(3) MNpuTexaTenaT Ha pas3peweHMeTo 3a ynoTtpeb

1. yBegoMe@Ba@aHEL@HDBPEegHN U CHWW NPOMEHN TwuUnN
noseye pas3peweHMma 3a ynoTpeoba;

2. 3afAaBABAa €efHOBPEMEHHO HAKOMNKO MnNPOMEHMU B
npuHaggnexawm KbM T NnNob6alHOTO pas3pelweHne Ba@ai WKITO,T |
npm ycnoBue 4Yye CHBOTBETHWTEe NpoMeHW nonapgatT B e/

a) epHa OT NpoMeHMWTe B TrpynaTtTa e pas3wmpsaBadd

6) epHa OT nNpoMeHWTe B rpynaTta € npomMsaHa Twu
np oHve, KonmTtTo ca cnepctBue oT npomMaHaTta Tun ||

B) efAHa OT NpoOMeHMUTe B TrpynaTtTa e npomMsaHa TWu
npomMeHMNu, KonmTtTo ca cnepcTtBue oT npomaHaTta Twun | E

r BCWUWYKWNW NPOMEHMW B TrpynatTa Ce OTHAPAKTEPM®
KpaTKaTa XapaKTepucTtTukKka Ha npoagykKkTta, JucrtoBKaAaATa

a) BCWUYKMU nNpomMeHMU B rpynarta ca TnpoMeHM B
BeuwecrTBO, OCHOBHAaAaTa pJOKYyMeHTauwn4 Ha BaKCUHHMUSA
nnasmarta,

e) BCMWUYKM NPOMEeHM B TpynaTta ca BBB BpPbB3KaAa
npomsBoOACTBEHMHA nNpouLec MU KayecTBOTO Ha CcboTBET
aKTMBHO/ aKTMUBHNW BewecTBO/ BewecrTBa,

X)) BCUUYKU TNPOMEHMN B TrpycarTaTCc&xaRpomBBAERD K
nNpoTMUBOTITrpUNHAaAa BaKCMWUHa,

3) BCMYKM NpPpOMEHM B rpynaTtTa ca NpPOMEeHU B CcMu
ocwMa;

M) BCWUYKKW NPOMEeHNW B T pynaTtTa ca cnepgcTtTBunue oOfT
ca nNnopgajgeHmBUR CbLOTIBE 66T

K ) BCUYKMU MPpOMEHMU B rpynartTa ca CBbp3aHWU |
hbapmMaepaneBTUWYeEeH Knac,;

n) BCUYKMU nNpoMeHMU B rpynarta ca <cnepcTtBue
6eszonacHOCT;

M) BCWMYKW NpPOMEHW B T pydaHmg ac/taj CME/4CY BBMEH @ T
3a ynortpeba, npoBefgeHO NOopjg HajA3Iopa Ha nNpuTexarTe

H ) BCMYKM NpoMeHW B Trpynarta ca cnepcrteunme 01
ynotTpeba no uyn. 56;



3. 3afBeHUWTEe NPOMEM UM BCHyWOIOBAMRAFT@LIHAN e aHA Y N

cnyyanmnTte no T. 2, npm ycnosune 4ye WMWAJl ce cCcbrna
npouyeppypa.

(4) Mpun TrTpynmpaHe Ha MNPOMEeHW nNno an. 3, T.
ynotTpeba nogaBa B WAN:

1. epywBHEHO MNEeHUeE, KoratTo noHe efHa OT nNpomMeH
Il A nnn TtTwun | b;

2. eoMUWHHO 3adABNeHUe, KoratTo OCHOBHAaTa nNnpowMm4
He e pa3wuMmpsaBaHe Ha o6xBaTa Ha pas3peweHunmeTo 3a

3. €EANHHO KOarasBTIeHIWE& HOBHAT a nMpoMSAHa e pas
paspeweHneTo 3a ynoTtpeba.

(5) 3aefpHO CbC 3aaAB/IeHWETO, CbOTBETHO yBeg
pa3speweHneTo 3a ynotpeba nopgasBa:

1. pAoKyMeHTauuMmsda, CBbp3aHa CT an pnooM e4yHn.T e4,2 ;onp e

2. [ALOKYMEeHT 3a nNnaTtTeHa Takca B pas3mMep, onpe

(6) M3anbnHUTenHMAaT aAunupekTtop Ha WA yTBBP XA
yBeagomMneHunme no an. 1 wmH& epHeEnT ;laedAniyi@/Tiak y B aTtT H

Un. 62.-0BUN3 fap. 12 o1 2011 r ., B cuna oT1 C
pas3peweHnMeTo 3a ynotTpeba wmooevmedar magia geA yBB eCOO00M/
npmnaraHeTo UM C U3IKIWYEeHUE Ha NPOMEHUTE, KOUTO

(2) NpomeHwnTe THUND | A, KOMTO M3MCKBAT He3aba
no 4n. 4 2 .

(3) B cnyyaumuTte NOo apeWURHMBADEe SaATEMDT pied apao
npomMaHaTta Twun | A He3abaBHO cnepg npunaraHeTo

(4) -BHE8HeH CpoOK OT nNnonyyaBaHe Ha yBeAOM/JIeHMN
yBegomMaBa npurtexartrend Ha pas3peweHunmeTo 3a ynoTpe

1. panun npomMse@TRpRNeE@&ERpmeMaT WUAWN He,; Kor a
ce npumnemMal/ npmnemat, Cce nocouysBaT MOTMUBWUTE 3a TOBaA

2 . panmn npomMsasHaTa/ npoMeHUTE BoaAawnu/ BopgAarT ao
pa3peweHNne 3a ynoTpeba; KOoOrarto Ce Haanyama@aT prepooam
npumnara 4in. 64 a.

(5) MNpuTexaTenaT Ha pas3peweHMeTo 3a ynoTpebob
cboTBeTHaTa/ cboTBEeTHUTEe npomMaHal/ npomMeHun Twun | A
3a HenpumemaHe.

yn. 63-4B,VN366Mp.2012 0T, B cumna ot 08.02.2011
npomMsaHa TuUN | B oTrosaps4 Ha M3MCKBaAaHUWATa Ha
paspeweHneTo 3a ynotpeba, 4Ye yBepfOM/IeHMETO e Ba
3anoyBa fJga Tedye.

(2) -BHE88H0eH CcCpoOK OT MnNoNnyyaBaHe Ha BanNnuWAaHO VI
LOKYyMeHTauMa M yBepomMsaBa nNpurtexartrena Ha paspeuwe

1. ALanun opobpsaBa nNpomMsHaTa WUNUW  He,; Korarto
MOTMWBUTE 3a ToOoBaAa, WU

2 . ApOMAsHWmaTa BOAMW [JO nNpoMAHAaAa Ha fjJaHHWUTe B
KoratTo ce Hanhara npomMaHa B M3 JgafeHOTO pas3pelweHMU

(3) KoraTtTo B Ccpoka no an. 2 WANN ycTaHOBWU H
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M3InckBaHarRODBAEaHA Bapepgbarta no 4n. 4 2, TA yBepol
ynoTtTpeba.
(4) -B H 6€88e H CpoK oT nonyyasaHe H a yBepomne
paspeweHneTo 3a ynotpeba MOXe fa NPOMEeHU uUNu f[o
(5) KoratTo B 4papatT@weaTaeniaT Ha pas3peweHwunert
pomMeHeHa WAW [AOoONbNHeHaAa A[AOKYMeHTaUuWaAa, MWAJT npei
npumrtexaTtena Ha pa3peweHMmeTo 3a ynoTtTpeba.
(6) -BH 88He H CpPpoOK oT nonydyasBsaHe H a n pdwvie HeH
yBepomMaBa nNpurtexartTend Ha pas3peweHMeTo 3a ynoTpe

1. Aanun opao6GpsaABa NpoMsHaTa WUAKW He; Korarto
MOTMBWUTE 3a ToBa, W
2. QAanuw nNnpomMsHaAaTa BOAWM A0 NpPOMsSHA Ha pAaHHMU

KorartTo Ce®OMHMa/AamBa NB@MageHOTO pa3peweHne 3a ynorTpe
(7) MNpuTexaTenaT Ha pas3peweHMeTo 3a ynoTpeb

nonyvyaBsaHe Ha yBepgomMneHwmwe no an. 2, T. 1, CcCbOTHB

Un. 64-0B,M36up . 12 ot 2011 r ., B cmna oT1T 08.
npomaHa Twun || oTroBapsa Ha MU3IUCKBaHmWAaTa Ha 4.
3a ynoTtpeba, ye 3adAB/eHMWEeTO e BanNumpgHo3zaRawBanNpg
Teyvye.

(2) -BHE&GHNeH CpPpOK OT nofnyvyaBaHe Ha BanNnumpHoO 3 a
3a nNpomMAaHaAT a.

(3) CpokbBT Nno an. 2 MoOXe pJga O6bpe:

1. HaManeHt npwu CnewHwun cnydyawm, KOWTO ca (
neKkapcTBeHNUA NPOAYKT, UAMN

2. 88BN A0 90 OHMU npwu npomMsaHa, C KodaTo ce

nokasaHMUe.
(4) Korato WAZl ycTaHOBMW HEeCBOTBEeTCTBMUA B MNC

3akoHa UM HapepgpbaTta no uyun. 42, T8 yBepgomaBa nNpu-
CPOK 3a npepocTtTaBfAHe Ha JonbhNHUTenHaTa WHGoOpMauL
(5) B cnyyaumuTte no an. 4 CcpoOKBT Nno an. 2 cnwu

MHPOpMaAaULUMA U [JOKYMeHTaumuns4a.
(6) B cpok Ao 15 AgHuUu oOT M3T OTBAHE KHTAo po UHeaH 1

NAN:

1. ogpob6psBa npomMAasHaTtTa WAW NpaBuUM MOTUBUPAH (
pa3peweHnMeTo 3a ynoTpeoba;

2. yBepomMmaBa nNpurtexartTensa Ha pa3peweHunmeTo 3a
npomMmsasHa Ha faHHWTe B U 3TApaeadeaH; O TKOO paar30p ecuee HHVaen asraa Y
pa3peweHne 3a ynoTpeoba, ce npunnara un. 64a.

(7) MpurtexatTendaTrT Ha pa3peweHMeTo 3a ynoTpel
Tun |1 camMoO Ccnepjg M3IgaBaHeTO Ha pas3peweHMme 3a n0p

yn. 64a0B6(pHoRBL2 oOoT 2011 1., B cuna oT1 08.02.
MA/l m3pgpaBa pas3peweHMWe 3a NPOMAHA B paspeweHNeToO

1. TpunpeceT LOLHU OT M3 gasBaHe Ha yBefgOMNEeHMUNE:
CbOTBETHO 4YBRA. nNAERB, uan. 68, an. 6, T. 2, KoraTtTo C1

c 6 Meceua Ha cpokKa, nocoweH neaMemMmaH NdL 3,76@Bd®PE&r pe
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18 wHN 1992 1. OTHOCHO Cb3gaBaHeTO H&HmMaRebH|
OaAYKTMN, B CbOoOTBeTCTBMUE C 4. 36 o1 PernameHT

2 . wecTtTaApeceT AHW OT M3 JaBaHe HMAP W BEOMEIHEIH NTel
MTO He M3IumckKkBaT He3zabaBHO yBepgomMsasBaHe,

3. wecTaAeceT AHW OT W3 [ aBda H e NH3aa 6y, BpeaMeMyve HMrer

4 . CTO N O<BELMBA BCCAUTUKMHIMW CTaHaAanNM cnydvamn.

yn. 64640B,( Hos. 12 o1t 2011 r ., B cumna oT1T 08.
AO NpoMeHMW B aAaKTWBHOTO BewecTBONPAOTUEORNDPE@TNH
KCUHMU, npurtexaTtTenaT Ha pas3peweHMeTo 3a YNOTC
KyMeHTauna, onpepeneH agHce Beap ecapboakT al Alo nupsio.B edpHA
fhajeHaTa JAOKYMeHTaUuUuuMa.
(2) KoratTo 3adB/1eHWBE&EB@aHDATAaABApPpA anwa 04, MANT
aspeweHnetTo 3a ynoTtpeba, ye 3aAaBNnNeHmMeTo e
3 3anouyBa fa Teye.

(3) -BHelbeH CpOK OT nNnofny4vyaBaHe Ha Ba/luWuAfgHO 3a
MBRAODLEHDBYEH JdoKnapg.

p

(4) M3nbnHUTenHart a aredHumnsa no nekKkapcTBaAaATa
3peweHnMeTo 3a ynoTpeba pfa npepgcrtvaswm KNTWHWYH
KapcTBeHMUA NpPpoOaykKT. MpnrtexaTtTenatrT HA PpPaBRpPpRABRMKUI
HHMU B CpokK 12 AgHM OT M3TUYaHEeTO Ha CcpokKka no a

(5) M3nbnNnHMUTenHaTtTa areHyumda nNo nexKkapcTtTBaTta o
weHne B CcpokK 10 AHM OT nNoOoO/lyyaBaHeTO Ha [JaHHM
M OTKas.

yn. 65. (1) KoratTo npunrtexaTtTenaTtT Ha pas3peuweHH
M ynotTpebaTa Ha /NnNeKkapcTBeHUA NPOAYKT, T O M
abaBHO yBegomMaBa nucmMeHo WATN.

(2) M3nbnHMTenNHaTa areHuasa nNoO MERRAPTEBAT & P (
epfoMNeHNneEeTO.

(3) KoraTtTo WAN1T He ce npomsHece B CpoKa no a
(4) KorarTto MANT ycTaHoOBM, ye nma pucK 3 a
apcTtTBeHUA NPOAYKT, p ap aDPeELKE BN eHTa0 nN3pa T e NK@ T [E a1l
abaBHO OrpaHWUYUTENTHN MepKMU.

(5) B cnywywawnte no an. 1 uw 4 npurtexaTtTenaT H
OAYKT cbrnacysa ¢ WAl HadyumHa M CcpoKoOoOBeTe 3a B
(6) MpunrtexasppaIeHWATOPp 3a ynoTpebBa Ha JexKarfrf
bAHUTEeNHUAa pgupexkTop Ha WAJI 3aaBrkysHUuEeo 3@T npo
A fAaTaTa Ha npeagnpumemMaHe Ha MepKWUTe.

w

D 3

yn. 66. -(MB), (6Kp3.M.12 oOT 2011 r..), [Bpwuctremaa T @
3peweHne 3a ynotpeba Ha nexKkapcTBeHWUA NPOAYKT
AafneHOTO pa3peweHMe 3a ynoTtpeba npwu:

1. npoMAaAHa Ha aKTUMUBHOTO/ aKTUBHUTEe BewecTBO/

a) 3aMAaHa Ha XUMMUYEeCKW aKaMmiBm®K CB equeepcutssact , C
nl ecrtep, CbcC cbuwarTa TepaneBTUWUYHa yacrT,
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bnkacHocTTal/ 6es3onacHoOCTTa He Cce pas3fnmyaBaT Cbl
6) 3aMAaHa C pas3fnNumyeH wu3omep, pa3/inyHa cmMec
3omMenp (Hanmpmemap ka emaHMNYeH eHaHTMnoMep) , npwu

hbekTMBHOCTTAa/ 6e3onacHOCTTa He ce pas3fnNnuMmyaBaT Ct&T
B ) 3aMAaAHa Ha OMONOTMYHO aKTUBHDO BP@AABCVHEMO A !
oneKkynapHa CTpPpYyKTypa, npwu K ORROTOT TXad e Oa@mIC HOIK
as3nnyasart CblWwWecTBEeHDO, c M3 KNWYeHne Ha npome
peanaHjgeMMyHa MUNUM NaHJeMMWUyHaAa NPOTMBOTNpPMUNHA Bak
ry npomMaHa Ha BeKToOpa, M3Inon3BaH 3&amppuUaBO
KNWYNTEenNnHO HOBAa OCHOBHA KneTbyHa 6GaHka oOT 4p)
hbekTMBHOCTTAa/ 6e3BpefgHOCTTAa He Cce pas3numyasaT Ct
a) HOB nur adHapg nnwu CBbp3BaLw MeXaHUW3bBM 3
apakTepuUuCTUKNTd OHLaEB OaGqAECKHTONCBIHTGAC THTea Ce pas3AumMyasBart
e) nNpoMSAHa B ekKcTpaxunupaiwms pas3TBOpPUTEDN
ewecTBO/ pacTurTeneH npenapart, NPpM KOEeTOo XapakKTe
as3numyasaTtT CbUWeCcTBEHDO,;
2 . nNpoMAHA BHABAORARKIYMBHBOTDO BelWwecrTBsBO, nekapec:

bBeXAgaHe:
a) npomsHa B OMOHaAaNMUYHOCTTa,;
6) npomMaHa BbBbB GapMaKoOKMWHeTMKaTa, Hanpumep
B) nNpoMsasHa AW pJobaBAHEe Ha HOBO KO/IMYecCcTBO
r) mmspHoa mnm pob6baBAHe Ha HOBa NnNekapcTBeHa @dor
a) npoMsaHa uWAKW p[fobGaBAHe-NMHaM HEBHEMBEPAAH®GDLBEP
eobxopuMmMo pfa ce nNpaBuW pas3rpaHuMyeHuUue MeXAY WUHT
OAKOXeH M ApYyruM nNnbTUuwWa Ha BbBexXpgaHe.
2)3adaBneHneTo no an. 1 ce nopaBa 3aepHO C
Bbp3aHa C€C nNpomMeHWUTEe no an. 1.

(3) M3umckBaHMATAa KbM [JOKYMeHTauumsaTta no an.

(4) HavmMmeHoOoOBaHMETO Ha nNeKkapcTBe@eRN3aANP@sYHP S
a ob6bxBaTa Ha nNbpBOHAYanNnHOTO pa3peweHnme 3a ynort

(5) M3 pgaBaHeTO Ha pas3peweHMe 3a pas3WMpsaABaAHE
notTpeba Ha nNneKkapcTBeH NpPpoOAYKT ce wWHBbBpWBA npwu

4yne 7 . (1) MpunutexaTtTenaTtT Ha pa3peweHMmeTo 3a Yy
aAdB/leHMe 3a M3 JaBaHe Ha HOBO pas3peweHUMe 3a ynao

1. fJob6aBAHE nnwu npemMaxBaHe Ha efHoOo nnwu mn
HTUIEeHHNW KOMMNOHEHTW 3a BaAaKCUHUTE;

2. MIApHOA B KayecTBOTO Ha aKTUMUBHOTO BewecTBO
bUWEeCTBEHDO XapakTepuUcTUKUNTEe 3 a beszonacHOCT n
pOMEHEeHOTO BewWwWecTBO Ce onpepjgena KaToO HOBO,;

3. fob6aBAHE H a HOBO mnnu npoMamme HAa Crbeye
podunakTunka UAWM AumarHocTuUuKa B Apyra TepaneBTwunuy

(2) HBBAOGDP. 71 o1t 2008 ., B cmna o1 12. 08
a ynotpeba Ha nekKkapcTBeHWUA NPOAYKT nogasBsa 3a
npeoba, KoratTo 3asB/ileHMEeTO 3a NojgHOBSABAaHEe Ha p:
O yn. 59a, an. 1.

( 3) (NpepniBa ap. Z1 o1 2008 r ., B cuna o
pnapyxaBsa OT [fOKYMeHTaumuma, onpepeneHa B Hapepo



(4) (NpeagvwHBB,an6p.3,7lgpoont. 2008 r ., B cuna 01

1 n 2 ce npunara -Phouegypata no 4n. 49

yn. 68 -40B W3 @p. 102 oT 2012 r. ., B cumna oT
paspeweHNne 3a gpeApeda/ ygopgeoBCTpPpaumMma Ha nekxKkapec

1. oTYynMTa NOCTU-KEeKNHWRAWNacKASsHAPAOHpPpEeC WU [Oa BbLB
npoMeHNW B J[JOKYyMeHTaumaTtTa nNo 4n. 27, an. 1, T . 1
M KOHTPOQUAKPHA coorwonpmeTmnTe HayYyUYHU MeTOAMN; npommMe
TpeTa ®W nerTa,

2. nogaBa Hes3abaBHO B WAJl BcAka HoBa WHQOP
LAaHHUWUTEe UM [LJOKYMBATWMTER HPadMHilaT@ /XapakKTepucrtwuka H

3. nHgapmegHara WA 3a BcAaka 3abpaHa ununm or
opraHm Ha ApyTrwn AbpXaBwu, B KOWMWTO /fNeKapcCcTBEeHMNA
nopagun KOMUTO Cca HaNnoOXeHW Te3n MepKwu, KakTo w”n 3
nomsMAae Ha OULeHKaTa Ha non3swmtTe WU puckKkoBeTe Ha C
BKNANWYBA KaKTO MNONOXUTENHNTEe, Taka W oTpuuaTenH
apyrwu npoyuyBaHMNA Ha BCMUUYKMU nokasaHWUA n nonyrr
paspeweHneTo 3a ynoTpeba, KakKTo UM pfaHHW 3a Yynoc
ynotTpeba e M3BBbBH yCcnosBuATa Ha pas3peweHuMmeTo 3a Yy

4 . CbXpaHaBa W akKkTyanui3upa uUHPopMaumaTtTa 3a
nNnosHaHU4, B K 1 lMUEMHT/ESVTTHE0 @BTa K K e HA B aHeTOo n npeno

EBponehnckuma MUHTepHeT nopTtan 3a nNekKkapcTBeHW np
oPernameHT (EO) N 726/ 2004 Ha EBponenckunms napin:é

5. pasnpocTpaHsaBa /1 eK a pocaToBOEpHenHsa Trnap OKAPYakTTK ac  Xnaop
npoAayKkKTa MU NUCTOBKAa 3a NauyuunmeHTa;

6 . (-fddBg a 6p. 18 ot 2014 r.) wMmHpopmupa WANT 3
bp3aHO C BpPpeMeHHO cnupaHe npepgnaraHeTo Ha nNas
aipaa3 Ha onpepesieH nNekKkapcTBeH nNPOAYKT, MCKaHe

3afAaBeHO HamMepeHMe 3a HenopHoBABaHEe Ha pas3

oo a0 0
OMT o - w

n
MYNHNT e, nopagwu KOKTO e npeagnpueTo TOBaAa O €
peweHMeTO 3a ynotTpeba pgexknapupa Jganunm npepnpu
HoOBaHusaTa NnNo 4. 276 vunonnm no 4n. 277 ;

7. (-8B a 6 p . 18 o1 2014 r.) wuHopmMupa WAN, é

TpeTa AbpXaBa W CEHDBRAXMHTHA NWAKAe @760 wunanumMm no

8 . (-8B a 6 p . 18 o1 2014 r.) wvnHGopmMupa EBpone
pencrtBmaTtTa no T. 6 WM 7 ca npepgnpuMmeTunm Ha OCHOBAaAH
9. (HbB,a 6p. 18 o1 2014 r.) OCHMT YyYpB8RBRaAp @OKE

nNPpoAYKT 3a 3ajoBoNnNfABaHEe Ha 34ApaBHUTEe noTpeb6GHOCT
10. (MuB,BAb6GP. 84 oT 2018 r., B cwumuna oT 12.10.

MmN nNpuMm nNpoMAHA Ha o0b6cTOoOATe/NCTB@HKRE CPEBEe Md eMNA ;
1 mnHdpopmayma 3a:

a) focCcTaBeHMUTE Ha TepuToOpumMAaTa H a Peny6nwuk
neKkapcTBeHU NPOAYKTMN, BKAKWYEeHNW B To3uUTUBHUMA ne

pa3peweHnMeTo 3a ynoTpeoba;
6) Tbhbprosmma.e W& KOMTO Cca pJocTaBeHUW Konuye
6ykBa " a",;
B) pJaTaTa, Ha KOATO Ca U3IBbBPWEHW pJocCcTaBKUTE
rY HanNW4YHWTeEe B CKnapoBeTe KonumuyecTBaA, noc o
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MTUBHUA JNeKapPpOMBOHECNPE@EBRXama/l Ha pas3pelweHuneEe
(2) MNpuTtexaTenaTtT Ha pa3peweHMeTo 3a ynoTpeb
nonmckBaHe oT WAl pa npepgcrtaBWn:

1. JAaHHKW B nNoAgKpena Ha MNOJTOXUTENHOTO CBHBOTHO
2.(n3@dB 6p. 18 ot 2014 r.) paHHUW 3a obema H
KakBa Apy a wnwHdpopwmauyuwnsa, Cc KoOAaToO npurtexarTen
OCHO ob6bemMa Ha /fneKapcKkurtTe npepgnmcaHuma 3a nNpoog
3. Konme OT OCTHQBHAa THHa JOKC/TMeEMaTa 3 a npocne
onacHOCT.

( 3) MpunrtexaTtTenaT Ha pas3speweHMeTo 3a ynortvped
2,-oHeBEEBH BCPOK OT No/nyyaBaHe Ha MUCKaHeTO.

Yn. 6 9. (1) MpuTtTexaTenaT BHaaK CpMaH3ap eUUEMH nrea 3i1aMm)
apcTBeH NPoOAYKT, npepgHas3HayYeH 3a MMYHM3auunsa,
nasapa e ANbXeH pAga npepgctasBda B WAN:

1. MocCTpa OT KpaunWwHuma nNnpoaAaykKT u/wmnum MocTpa
Ay KT,

2N PpPOTOKOAM OT NPOM3IBOALCTBOTO UM KayecTBeHMUNA
3. LOKYMEeHT 3a nnaTteHa Takca B pa3mMep, onpe
(2) Mpunrtexatendart Ha pas3peweHMeTo 3a YNOTQPE
AYyKTMN MNnnM Ha WUMYHONOT MUMIPOMBEANEABEIKN HOBMA
HONOTNTMM UAUM C TexXxHOoONOor unuun, HOBMW 3a oTpahpenneH 0j
KpeTHuMUA nepmopn, nNocoyeH B pas3peweHMmeTo 3a ymn
(3) B cpok 60 AHM OT pfaTtTaTa Ha npelddltassda
bpwBa OULEeHKa Ha nNpoToKONMWTEe OT NPOU3IBOACTBO
HONOT MY HM n HOBWU MMYHO/NTOT MYHN JieKapCTBEHMU
TpnM B akKkpepuntupaHa nabopatopwusa, 3@ Aa.ydT aH
mM3IsBefeHNW B CbBOTBEeTCTBUE C OopobpeHuTe cneuywn u
(4) MNpwn nonoxurteneH pes3yntTaTtT OT MU3INUTBAHETO
napTtunpgarta.

(5) YcnoBunarta, peagsT, KakKTo n M3NCKBaAaHNAT
TungdwKaTo 6paKkgaBaHe Ha nNnapTtTumpgaTta 3a NPoOAYKTUTE
mMcTbpa Ha 3 apaBeonas3BaHeTO.

(6) Korarto oueHKkaTa M um3nurtBaHeTOo nNno an. 3
M3BBbPWEHNW OT ohpumumanHa nNAOBDEHRIN OPPMELBKET K OH TR
HKa, npurtexatensart H a pas3peweHNeTO 3a ynort
oboxpaBaHe Ha napTwupgpaTa neKkapcTBEeHW NpPpoayKTY
HKa.

(7) B cnyuyante no anocdtbuimMdA/lneeam3iBIbpuBd. geil

yn. 70. (1) MpurtexatTendaT Ha pas3peweHune 3a Yy
ewKka KpbB MUANM YyoBewWwWKa nnasmwma, npeagun MNYyCKaHEe
XeH pa npepcTtaBa B UNAIJ:

1. MOCTpa OT Kpainmog TPROOYKMpW/AWRTAa B Hacwu

nNPOAYKT;

2. NPOTOKONU OT NPOMW3IBOACTBOTO U KauyecTBEeHMU
3. QAOKYMEHT 3a nnaTeHa Takca B pa3vmep, onpe
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(4)

B cpok 60 AHM oT fpatTatTa HaKkunpepowm T ¥MAA
a ouLeHKa Ha nNpoToOKONUWTEe OT MNPOU3IBOACTBI
, NONy4YeH OT YyoBewWKa KpbB MWAKM 4YyoBewWkKa njJ
mpaHa nab6opaTopwuns4a, 3a ARTYyOooaaoBu lap&nmp
cTBME C opfobGBpPpeHNMWTEe cneuyunpumnkaummn.

Mpun NonoxuTtTeneH pe3yntaTtT OT U3INUTBaAaHeETO
nparta.

YcnoBunarta, peaobT, KaKkKTo n M3MNCKBaAaHMNAT

TuHpMkmabaexrgdO®BaAaHeEe Ha nNapTuparta 3a NPOAYKTMUTE

an.
(5)

bpuwe

HKa,

5.

Korato oueHkaTa W uM3nuTBaHeTo nNno an. 2

HMU OT oduuMmanHa nabGopaTopwusa 3 aa KIOBHPTHAOBA
npurtexaTtenar H a pa3peweHneToO 3a ynor

o6oXxpaBaHe Ha nNapTupaTtTa neKkapcTBeH nNpoAaykKT,

HKa.

(6)

yn.
peuwe
OVHe

(2)

nar a

B cnyyanTte no an. 5 WAl He uM3BbpPpWBA p[geil

71. (1) MpunutexaTtTenaTtT Ha pas3peweHune 3a Yy
He W n3TernaHe OT Nas3apa Ha nNexKkapcTBeHMN
o, 6e3onacHoOCT ”W edPumnkKacHOCT.
MpurtexaTtenar Ha p & 3 pe/uexenHe  mpaa  Oy/mooKT pped
BeHUTeEe nNpoaYyKTMWU, nokKkasa/JMW HeCbBOTBETCTBM
HOCT, no pepga Ha HapepgbaTa no 4n. 274, a

7 2-0B( OT1OND.. 102 o1t 2012 r ., B cuna oT1T 21.

73 .Te(kla)t eThpir Ha pas3peweHMeTo 3a ynotvpebobe
HnerTo 3a ynoTtpeba Ha JfNeKapcTBeHUSA npo,
HMNSA, KOMTO He ca wpumagmMYeckKMUW nAmya, YycCcTaHDO
NMpunTexapasspPeWLeHNeTO 3a ynoTpeba nopgasa
LOKYMeHTauwunsa, onpepeneHa B Hapepgb6baTta n

eXBbpnAaHETO.

7

K

K

(3)

Mpwu yCcCTaHOBABAaAHEe H a HeNbMNTHOTW® B AOOKYME

TTeeKBss Ha pas3peweHmeTo 3a ynotTpeba pga npepgcrTa
CpocK

aHarT

(4)

y M€ H

npoaykT

I

a

|

(5)
NAN

POMSHa

(6)

30 AHWM. CpokbT no an. 5 cnupa p[fAa Teye
a MWHPopmauwusa.
AK o B Cpoka no an. 3 NpuipeXdaT eHled T [ cHrat
Tayumnarta, npoueagypartra nNo nNpexBbBPNAHE Ha
ce nNnpekpaTtsasBa.
B cpok 30 AHMW OT pgaTaTa Ha nopgpaBaHe Ha
M3 gaBa pas3pewrerHNEe 3@L0PEDMBEAE af p €X BKOPeN A H e
ce noco4yBa M JfgaTaTa Ha nNpexBbBPNAHEe Ha p
HoBwuart npumrtexartTen Ha paspeweHneToO 3a

3afgbNXeHMsAsTaAa Ha nNpeagVMWHUA nNpuTae.XaTen Ha pas3peuwe

1-6

(7)

NMpun NpexBbBPNSHETO HaAa pas3peweHMeTo 3a yn

CPOKBT MYy He Ce NPOMEeHS .
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Pazpen VII.
IIpouenypa nmo B3auMHO NMPU3HABAHE M JIELlEHTPAJM3MPAHA NPoleaypa

yn. 74. (1) KoraTtTo nunmueTto nmnMueHwe. 346, ynamq.peb
pXaBa 4Y4YNnNeHKa 3a CcbWwMmga nNeKapcTBeH nNpoOAYyKT no
AsB/IeHNWE 3a pa3peweHnme 3a ynoTpeba pggo NAnN, T
coyeHa OT Hero B 3afAB/ledwnraovadbip XapadeipieHTKBA]
roTBuM OLEeHBYEeH [JAOKnapjpg MNAW fa akKTyanumsaumpa Cble

(2) Cbc 3afABNeHNeTO JunyerTo no an. 1 nopjpgas
fafjeHOTO B pedd@epeHTHaTa AbpxXaBa #u B 4 poy,runrte
pUYaHaNT a&iTobK "3 acerHaTun AOAbpxXaBWu

(3) M3nbnHMTenHaTtTa aredHuuma nNo nekKkapcTBartTa WU
rynatTopHua opraH Ha pedepeHTHaTa pAgbpXxXaBa no
aTKa XapakKkTepucTunxobd preadnmpo gmakkiear MHac oa@aakoBKa
LUMeHTa.

(4) M3nbnHMTEenHaTtTa aredHuumsa nNo nexkapcTBarta |
hbopmMupa pedepeHTHaTa AbpXaBa 3a B3eTOTO pewe

(5) B cpoxmo3iuaBAaHEeTO Ha yBepomMjeHune 3a np
peHTHaTa AbpXaBa MUW3INBbBAHUTENHUAT [AUPEeKTOpP H
KapcTBeHMUSH npoAayKT H a TepurtTopmnuarta Ha Peny
KTepucTuMKaemaHARpPOORKD@KamMakunw nucrtoBkaTtTa 3a

yn. 75. (1) Korato nuueTtTo no 4. 26, an. 1
EHKW 3afsBNeHMWe 3a pas3peweHuMme 3a ynoTpeba Ha
3peweHune 3a ynortpe bHha HBEbPpK@BAT OY/UEIH K a , TO n
rynatTopHMAa opraH Ha bPpPXBaB8abRkR UYUpegppepeHHHAPUASB
roTBMW MNPOEeKT Ha OLeHbYeH A[JoOoKAMag, npoekT Ha K
KeT Ha oNasE@EBRRaTad3annAWMGOEOTa.

(2) Cbc 3adaBneHuMeTo nunmuertTo no an. 1 nopgasBa
My KM apyrmwu AbpXasu UYNneHKMU, N O GHOaYTEaHTMb KB " 3 a 8 B
pxaBwu'".

( 3) M3nbnHMTEenNHaTa areHuUuuMsa WaBAEBRKAPCTBIEXaO A
rynatTopHuMua opraH Ha pedgepeHTHaTa JAbpXaBa npo
pakTepucTumkKka Ha nNnpoayKTa M nNpoekKTa Ha MakeT H

(4) M3nbAnHMTEenNHaTa arlr eHLUVosk YIME® HT@MK &P aiToB aar/a. |
bopmMupa pedgepeHTHaTa AbpXaBa 3a B3eTOTO pewe

M .

e
e

(5) B cpok 30 pgHM OT nonyyvaBsaHeTO Ha yBegao
hepeHTHaTa pAabpxXaBa U3INbB/NHNIBgABAAPAZPPRIERDP B
KapcTBeHMUNA npoAaykKT Ha TepuTtTopumnAarta Ha Peny

XapakTepumcTmuka Ha npoaykTa, MakeT Ha onakoBKarTa

un. 76 . (1) Korato Penyb6nuka b nrlahdha e pedd
1. B CpPpoOK 90 OHN oT paTtarTa H a nogasBaHe



perynatTopHuUTe oOpraHum Ha 3acerHaTuTe AgbpxXasBu u
opobpeHaTa KpaTkKa XxapakTepucTukKka Ha npoAaykKTa
nnmcrtToBKaTtTa 3a nNaumeHTa,

2. 3akpuBa npouepgypata Wu yBegomMmaBa 3afdaBUT.!
3acerHaTtTun AbpXaBWuw ca 8 opob6Gpunun.

(2) B cpok 30 AgHM OT 3aKpuBaHeTO Ha npouyuepjqy
Ha WAJl um3pgpaBa paspPaeaueaveesapympaPpuna nNPOAYKT Ha
Bpnrapma ¢ ofpobGpeHMWTEe KpaTKa XapakTepumcTuka Ha
3a nNnayuuneHTa.

(3) KoratTo Penyb6bnuka bbnrapumsa e p

1. B CpoOK 120 HAHMONQa&B agHaeT a A a B a
perynaTtTopHuMUTeEe oOopraHum Ha 3acerHarturte [,
npoekTa Ha KpaTKa XapakTepucTtwnmkKka Ha np
3a nauywnmeHTa,

2. 3akpyeaypnapt a n yBeapomMmaBa 3agaBuUuTensd n 3
3acerHaTtTun gbpXaBwmw ca A opob6Gpunan.

(4) B cpok 30 AHM OT 3aKpuBaHe Ha npouyepypa
MANT wm3pgpaBa pas3peweHne 3a ynoTpebasdsrHa ReKk Ppayod
Bbnrapuma ¢ opobpeHUMTeEe KpaTKa xapakTepucTtumka Ha
3a nauynmeHTa.

yn. 77. (1) Korato WAl He opobGpwn npepgpcrtasBeH
75, an. 3 NOoO CcCboOpaXEHMESAH 3ANCIKO TeaH LN AP @B e TT® pPHa

nogapobeH pJgoKnapjg C MOTUMUBW [0 pedepeHTHaTa AbpxXa
3aaBurtensa.

(2) CnopHnTe BBOPOCKW nNO an. 1 ce pasrnexpgar
YNeHKMU . 3asmeT qUpseIACN@Be CcBoOoOATa no3unuumsa no pasr
YyCTHO.

(3) M3nbnHMTEenNnHaTtTa aredHuuma nNno nekapcTBarta Yy

4O 3aKpuBaHe Ha npouyuegypaTta OT pedd@epeHTHaTa Abp

(4) B cpok 30 OHMU oT nNyaysaxgpmas aHa Kya&demeEN

epepeHTHaTa pAgbpXaBa MU3INBANHUTENHUWAT [JUPEeKTOP +

eKkapcTBeHMUA NPOAYKT C opobpeHUTeEe KpaTKa xapakTt
nmcrtoBKaTtTa 3a nNaumeHTa.

=)

yn. 78. (Mmpo Keogyaprao mBpepng KoopauwHauyumoHHaTa T p

UNEeHKW He nocTurHaTtT cCcbrnacue, CNOpPHUTE BbBNPOC.I
npoaoyKTNW 3a XyMaHHa ynoTpeb6a KbM EBponeiickarta
npoueagypajgokgmeetTangumaTa ce uu3nNpauwa Ha 3aABUTEnNs

(2) 3asaBuTtendaTtr npeagcTtaBsa B EBponenckata are
NPOAYKT W KpaTKaTa XapakKTepucTtTumkKka Ha npoagykKkrTa.
e

( 3) B cnyyaumTte no an. 1, ako WAN opgo6GpwuIJ
XapakTepumcrtumKka Ha npoapykKkTa M MakKkeTa Ha oONnakoBKa
pedepeHTHaTa AbpxXasa, M3NBbBNHUTENHNAT [AUpPpEeKTop

pas3speweHne 3a ynoTtTpeba Ha neKkapcp@reHpaEXHPOEYyKTQ
no an. 1.
(4) Cnep npuknwyBaHe Ha apbuTtpaxHaTta npouye
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mBexaga wW3IgafgeHOTO pas3peweHne 3a ynoTpeobGa N
poneinckaTa KoOMuUCHUS.

Yn. 79. (1) KoraToH®PerypRARAT PN THEA OHPATKaoHIMK O
mennm pas3TUUYHWN peweHMA NO OTHOWEHWUE Ha pas3peL:
O4YKT MWNMW NO OTHOWEHMWE HaAa HEeroBOTO BPEMEHHO
npoca A0 KoOMWTeTaay K3Tan JBeaK axpyCMTaBHeHHan ymipoor pe 6a K b M
KapcTtBarTa 3a npunar aHe H a apburtpaxHa Npou e
3peweHMeTo 3a ynoTpeba MOXe pfa OTHece BbBNpPO
MaHHa ynoTpeba &meHUMEFEpOMEnareaBPCTBATA 3a NE
oueagypa no CBOSA nNpeueHKkKa.

(2) ¢OB,m.6p. 102 o1t 2012 ., B cuna oT1T 21. 1c¢
(3) €mBm. 6p. 102 o1 2012 r ., B cuna o1 21. 1
ABUTEeNAT/ npmarsepkeaTeeHIeETT oHa3 a ynoTtpeba Ha nekapoec
poneinckKkaTa areHumsa nNo nNnekKkapcTBaTa UuUaANaTtTa Hannwu
(4) ¢eLOB,M.O6p. 60 o1t 2011 r ., B cumna o1 05. 08.
(5) ¢eOHBM.6p. 60 oT 28612041, rB)cmuna o1 05.0
Yyn. 79a 0B Hop . 60 oT 2011 r ., B cuna o1 C

weHMeTOo H a EBpOHeﬁCKaTa KOMMUWCMUA cnenp NnpPpunKIMNTKOYE
n oT monyyasBaHe Ha yBeagomMm/meHMeETO:

1. ms3pgpaBa, BpeMPRAGBA@NnppPpapemeHmpena ynortpebo
2 . M3 NCKBa A a ce mM3IBbpwart NMPpoOMEeHMU B N3 pge
oTBeTCTBWUE C peweHmeto Ha EBponenckarta KOMMUCMU
(2) M3nbnHUTenHart a aredHuunsa no nekKkapcTBaAaTa

pOﬂGﬁCK&D&ﬂ&W@W@W%&Wa 3 a M3 gapgeHunA akKT no an.

yn. 79640B,( Homs. 102 o1 2012 1., B cuna oT1 2]
cerHarTwu MHTepecurtTe Ha EBponenckwnsd C b3 n n
3peweHne 3a ynoTeeykKaT Ha3 d eX@eOMNaGBEMHT 01 pMYy Ccnupa
npomMAaHaTa MYy, NAnN, 3aABUTENAT UNKUW NputTexarTe/
poca pJoO KomMuTteTa nNo 4. 79, an. 1 3a npwunar a
(2) B cnyyaumteesapaneTd,ekBraeoeyaoraTt Ha ol
ocnepaBaHe Ha JfNneKapcTBeHaATa 6e3zonacHOCT Ha

npocsT Ce oOTHaca [0 KoMuTeTa NOoO 4. 56 a, an.
4 Ww.

( 3) -AB M. 6p. 18 or 2014 r.) M3nbnHuUTeEenHart
oyuepgypaTta no rJjgasa ocCcMa, pasgen |V, KorarTto
CoYyeHW B 4. 19

4y , an. 2 n 3.
(4) ((HBpBpabp. 18 o1 2014 -13.,) KIlée maemMOCXONION MOT C
ncTBME 3a 3awmrTa Ha ob6WeCTBEHOTO 34ApaBe Ha HA
cnpe pJAeWcTBMWETO Ha pa3peweHmMeTo 3a ynoTped
KapcTBeH MNPOAYKT Ha TeputoppaesdamaTroPemy 00KDE
weHUeE.

(5) -A8Ba 6p. 18 o1 2014 r1.) B cnydyaute no
MUCWUSK, EBponeinckaTta areHumsa no neKkapcTBaTta MU



peweHMEK BHCEBHON OO T CcNnepgmHawmsa pabGoTeH pfe

yn. 80-4AB VN3 ®@mp. 12 o1 2011 r., B cuna oT1 O
M3IBbpWBaAaHe Ha NPOMEHW B U3I[JafeHUTe pas3peweHna I
1234/ 2008 Ha EBponeickaTa KomMumcusa ao HA H@OOWEMU
ycnosmnarta Ha pa3peweHnAaTa 3 a TbPr oswus4 c neka
BeTepumHapHUW nekapcTtBeHWU npoagyktwn (OB, L 334/ 7 o

I'naBa yerBbBpTA.
KJIMHWUYHU U3ITUTBAHUST
Paznea 1.

OO0uwu pasnopendoun

Un. l1-0B,p3am.84 o1 2018 1. (*)) (1) KnnmHuwuu
Penyo6nmu Bvnrapwuasa MO Xe ha ce npoBexgja

cn
m no pepa Ha PernameHTtT (EC) N 536
MOTKNWAMWOHNTE U3INUTBAHMWA Ha NexKkapcTBEH

8
a
ycnoBuaTa
d
a AupekTtunmBa 2001/ 20/ EO ( OBH,a TLa 17158 /"1P eorTn
3
N
0
1

K
T
anpun 20
oOTMAHa H

5

(EC) Ne 6/ 2014", M Ha TO3M 3aKOH.

(2) 3N bAHUTENHAT a areHuymng@ie MO CTNKTEPCH @B a [|d |
CbOTBEeTH Ha 3acerHaTa ObpXaBa WU AONDbBANHUTENHO 3
No 536/ 2014, M e HauMOoOHAaAaNHOTO 3BEeHO 3a KOHTakKkT

yn. 8 2-[ B(, N 36Mm.. 84 o071 w304la8B arH.e (H*a) )p a(3lp)e uBeaH u e
KNMHMYHO M3NMTBaHe U 3a U3 JaBaHe Ha pa3peweHwune
M3InumTBaHe BbB3INOXUMTEeNAT MnNopaBa 3afsBAeHUeEe U [OC
536/ 2014 upe3 MNopTaznal BH@) EmB@p owiye.i c&M 90 1Cc bRoer namMe H

(2) 3a nopaBaHe Ha 3agaB/eHUMe nNno an. 1 wn 3a
Hero, BbB3/1OXMWTenaT 3annauwa Takca B pas3mMep, onpe

yn. 8 3-/4 B(, N 36nm.. 84 oormm2cOulsa8t ar .no( *wyn. K1LO3, an.
EeTUMUYHNTEe acnekKTKMW Ha KAMWHMUYHOTO MU3INUTBAaHEe U Ha I
npm ycnosemdarta M no pepgpa Ha PernameHTtT (EC) Ne 53
npepgcrtasa Ha WAIN.

(1) N3 nt

Un. (N8B, 6p. 84 o1 2018 1. (*
n e, paspe

) )
3faBa pas3peweHuMme 3a KANUHUYHO uU3INUTBAaAH
cnoswnas4a, pa3peweHne 3a CcblUwWecTBEeHa NpomMAHa Ha K
poMaHa Ha KNWHMUWYHO MNU3INUTBaAaHe NpuW onpepfpeneHun y
pun ycnoBuaTa M no pepa Ha PernameHT (EC) N 536
(2) OrTkas3bT no an. 1 nopgnexunm Ha ob6GxXanBsaHe
Kopgekc.

O30 =

Un. 85-AB(,mM36m84 oT 2018 1. (*)) C Hapepb6a Ha
onpefpenarT:
1. ycnoBusTa M pepgbT 3a NogaBaHe HaAa faHHW un



34 K/IMWHUYHM mM3nurtsBaHma B T[TlopTtTana Ha EC no u4yn. 8

2 . Joc TMAUITM HHARA ETMYHaTa KoMUMCKUMUA 3a KNUHWUYUYH
EC no un. 81 ot Pernamednt (EC) Ne 536/ 2014;

3. ycnoBmnmaTtTa WU pepb»T 3a nNpepcrtaBgaHe Ha CTadkH
mMmexay WAl m ETMUYUHaAaTa KOMUCKUA 3a&a KJNIUHUYHU U3ISNUTB

4. 0Ky MEHTNTE€ M p[JaHHWTe OfT MpunnoxeHwue I n |
536/ 2014, KoMTOoO ce oueHasaT oT WANT n oT ETWUYHE:
€e3UNKDBT, Ha KOWTO ce npepgpcTtTaBAaAT.

yn. 86. -(AB, (po.n.84 oT 2018 npoBe(@pana)uwmbB cKumMuKt
M3NUTBAHE, Tpa6besa pjJa wumaT CcboOTBeTHaTa Mnpodgecwna
NbAAHABAT CBbpPp3aHWTe C uM3INMUTBaAaHeTO 3ajayun B
npakTtTunka cbrnacHo PernamedHT (EC) N 536/ 2014.

(2) KnwunHmMmTHBOA HUE Ha JeKapcTBeH NpPpoOAoYKT Cce un3
mMNnu nexkap NO JeHTa/iHa MeguuyumHa C nNpumaIHatTa MefgUL
e 3anos3Har c Ha/lTnyHNUTE npeagKNUHUYHMN mil nnwn K 1|
npoyuegypaTnpoyyBaHeTO.

(3) MNo BpemMe Ha K/NIUWUHWMYHO MU3INUTBAaAaHe 3a MeAagwuLly
B U3INUTBaHeTO, M 3a B3eMaHeTO Ha MegUWUWHCKMU p
KBanmdpumkauma uMnum neKkap nNo JeHTanHa MegWULUMHa.

=
w

Un. 87. -AB) eM3am59 oT 2010 r.,-AB,cpa GO DI
, B cumna oT1 -AB, 0@8p 2084 o1 ,2@D& .1 ., B cuna OT
Xe fJa ce npoBexpga B neyvyebHUW 3aBefeHUREBaB e 0
HTPOBE -BEHEWMNHIET K U 3abonasaHusa, KOMMNONEKCHMWU (
HTpPpOBE, BKNOAH CHYO/CTTaUTYMHBOH M1 L e HT p OB e, MeagULULUHCKMWU
0 WIKEOH T aTH MU LUeHTpoOBE, KakTo n B MWHOUBBMYIHa /TH U
eyumnannsunmpaHa MeagUWLUHCKa nomo u, nonyyumnmu p a
rmcrtTpauma no pepgpa Ha 3akoHa 3a nevyebHUTe 3aBe

(2) (-HllBg a 6 p . 84 oT 2018 r ., B cwuna oOfT 12
KapCTBEHMUW 1 p o AHYaKPTKMO, T MCHBIMD pBXealgnc 7T B a MOXe fa CeEé
BegeHMAa 3a O6O0O/MHMUYHA nNOMOLU, LEeHTpOBEEe H3eap UTHEIC X |
bonaBaHMAa MU KOMMNNEKCHW OHKONOTNIMWYHWN LEeHTpPOBeE,
MTexXaBawWarmagews mal. c B3, an. 1 o1 3aKoHa 3a K
npekypcopurte, MNM KOMTO Cca CcKAwYymnm [OroBop
eTo e pas3skputa anTtexka, npmrtexaBawa nAMyeH3INa
PKOTMYHMUTE BewecTBa U NpeKkypcopurte.

( 3) (NMpeavwH-alBan.6p2, 83T 2018 1., B cuna
mMTBaHe MOXe pa Cce npoBexpa camMo B nevyebHO
TakT no 4n. 107 a, an. 1.

(4) (NMpeviyBa @m. 84 o1 2018 1., B cuna OT
ebHOTO 3aBepjeHMUe, B KOeToO We ce npoBexpga Kin
nacumeTo CM 3a yyacTuMmeTo Ha TrnaBHUSA U3 CepoBa

TozEEZ O
@ 3aOMd® ®d® ®d® O

I XS Owws3S
o O T 9 9 D

X< s
o w
T O

O 3
o O
- c

Un. 18)8 KNA(MHMUYHO mM3nNuTBaHe BBPXY Xopa Ce MU3IBEL
1. Hepa3peweHNW 3a ynoTtpeba B Penyobnuka bwvbnr



2 . pa3peweHmn 3a ynoTtpeba B Penyb6nuka Bvnar
msnurtear 3a Hepas3pelweHO nNoKkaaaAMeHa 3T /1paape.
HemscnegBaHa JO MOMeHTa rrpyna nayumeHTUM uUaAKM 3 a 0

(2) PaspeweHuM 3a ynoTrTpeba B Penybnuka bbnara
KTW, MNONyuYyumunun pas3peweplag oxda nyimomnme @& @0 H@AE
/| 2004 Ha EBponennckwnmda napnameHT U CbBeTa.
yn. 8 9-4B( OToN.. 84 o1 2018 r. (*))

90-4B(,OM™W.. 84 oT1-ABQ1&pr.. 1(F7* o, ROHM9 1. (*
Un. 91. Bb3noxutenart n I AdB HNACAT plaxX®/B&KMAQ B a
OTroBOpHOCTTAa UM 3a NPUYMUHEHUTEe NpuU U“UAKMW NO nNo
HemmyuwecTBEeEHNW N UMylWwWecTBEeHMU Bpegnm Ha ydyacTHWUUNT

Un. 92. -am) O6pP3m84 oT 2018 1. (*)) BbB3noxXur
yBepKaaHMA Ha 3a4paBeTo MUANW Ha CMbBPT, NPUYMUHEeHMU n
m3anmiTBaHe, KoraTtTo M3NuMWTBaHEeTO € NpoBexXpgaHO CbrlJ
NPOTOKOI.

(2) ¢eMB,M.6p. 84 oT 2018 r. (orroBopeB@IETT BUZ
yBpexgaHuma Ha 3apaBeTo UAW HaAa CMbBpPT, NMPUWYUHEH
KAMWHMUYHOTO M3NMTBAaHe, KOraTtTo He Cca ChNha3eHuWn unusmunc

yn. 93-40B,36wp . 84 o1 20d4BuHMYHOTO U3Lnwn TKBOAr Haet
camMo Ha TeputopumaTtTa Ha Penybnuka bbnrapuvma wunnu

TepuTtTopumaTa Ha TpeTa AbpxXaBa, BbB3INOXMTenAaAT onpe
Bbnrapma 3a KOHKPETHOTO KANMHMUYHO U3INUTBAaAHE
(2) NMwvwuyueTo no an. 1 e appecaT Ha KOMYHMUKaA AL

(EC) Ne 536/ 2014.

Un. 94. Be3noxurtenatr ocurypaBsa 6e3BbB3IMEe3aHO
MW BCAKO u3s3genune, HeobXxoagMMO 3a nNnpunaraHeTo MYy.

(*))

. (*)) KnuHuMmuyHoO
O e pJgano cBOeTO
)

)

MHdpopmMupaHo cbrnac

ce gonycka ¢

~

o
—~ @D
* =

(2)

(3) ¢t/MB,m.6p. 28480 T . )
No 536/ 2014 mMoxXxe pga AgaBa CaMO fgeecnocoO6GHO nwuuye,
n eBeHTyanHuUTe pncekosBe o] KNANMWHWMWYHOTO M3NUTBAaAH
KNVMHMUYH@HE3 MOTKEE Ja O6bpe OoOTTeraneHoO NO BCHAKO Bperl

(4) tMsm.6p. 84 o1 2018 71 . (*)) WhdopmumpaHoO
No 536/ 2014 3a HegeecnocobHO NbANHONETHO /1UULEe Ce
Ha 3aKOHHWSA 1N peagac TrapeenrceTia BI/pasBoaB an pegnosiaraemarta
6bAae OTTerseHo NO BCAKO BpemMe 6e3 oTpuyatTenHun

(5) B cnyyawumTte no 4. 162, an. 3 oT 3aKkoH



Ha3HavYeHOTO OT Cbpaa nuue.

(6) Ha HGHieeTeEC NOBOHO/TETHO /AMLe Cce npepgocTas
eBeHTya/lHUNTe pUCKOBEe MU nNons3umrtTe B CbOTBeTCTBMUE

(7) WNW3IpMUYHOTO XenaHuWe Ha HepeecnocobBGBHOTO

c e oTTeEer nun NMOoOTB CKA/JKIDH UBIH ® M & M3NUWTBAaAHE Tpﬂ6Ba

macnegoBatTensd, &ompmnaaaﬁnonMﬂenosaTen.

c

nb

yn. 97. -AB) @mM3m84 o1 2018 r. (*)) KAUHMYHO
npoBexpga cnej nNonyvyaBaHecC BW@NaCMEM eHa mMBapoap™MaIp A

HacTOWHMULUMTE HaAa NUWULEeTO NPU cnas3BaHe Ha rnasBa

3 a ManoneTtTHOTDO nnuge.

(3) M3IpMyYyHOTO XenaHMWe Ha MaloONeTHOTO nunuye
4 a

w
(¢
n

K O BpewmMe oT KOAMWHWMWYHOTO M3IMWUWTBAaHE TpF|6Ba
O6XORAOMOKLMAaBHMSA ms3cneposarten.

I
(¢
o

(4) cHMB M. 6p. 84 o1 2018 r. (*)) KNnMHMWYUYHO
Bexga cnepjp nonyvyvyaBaHe Ha NUWCMeHO UMHpopmMupadd
OT noneuyntensda npum cnaBB@HeNHB3I6/N2BH4 Vn oan .P

HMNAT poawnTten e Hens3BecCcTE®EeH, noyYyumHan nmnun

I 3o s 3
®T Rk 2T
M SSO

rnaBHMWNA mn3cnepgosartTen.

(7) Ha mManoneTHOTO WNW HENDBNHONMNETHOTO /Aunue
3a eBeHTyanNnHUTe PUCKOB®@MW33aHEBDO3IHWRE@MWHAOODPAIE®MKE

ManoneTHMW " Henb/THOMNETHMN nnuya.

Un. 98-4B( OToN.. 84 o1 2018 r (*))
Un. 99-4B( OTonp.. 84 oT1T 2018 T (*))
Pazgen 11.

Kiannnyno n3nurBane ¢ ysa3BuMu rpynu namuent (Orm. - JIB, 6p. 84 ot 2018 1. (¥))

Un 100-AB,Otmp. 84 o1 2018
yn. i10x0B,(O6Gm. 84 o1 2018 T
yn. 10240B,(O6m. 84 o1 2018

N
EEE
— N
— N

Pazgen I11.
ETuuna komMucus 3a KIMHUYHYA n3nuTBanus (3aria. uzm. - IB, 6p. 84 or 2018 r., B cuia ot
12.10.2018 r.)

Yn. 103-.4B( N306N.. 84 o1 2018 ., B cuna oOT

3
c

AgpaBeona3BaHeTaO ce Cb3 gaBa ETMWnYHa KoOMMUCMUA 3 a
bC 3anoseq H a MUWHUNCT BbBpPa H a 3 gpaBeona3BaHeETO

V
(2) CbrnacumeTo Ha poaumTennmTe U HACTOMNHUMLUNTE
BONA Ha ManoneTHOTO eIMALEEH oM MNVOO XBeC sakao 6OBbpaeemM eo T6Te 3

o

£

7

JocTaBeHW TakuBa nNnpaBa B CcNnNyyaumTtTe Ha pasBoOf
BAHONETHOTO /WL ey nup aoKTH SipBOaJ, VPTOE/MST, € IKCOKAMTToe N p a B a
(5) CbrnacueTo Ha HenNnbBNHONETHOTO nNuue, Ha
OTTErneHo NoO BCSAKO BpemMe 63 oTpuuaTennHW NOCAeq/

(6) M3pMUYHOTO XenaHWe HaAa HeNbBNHX/OEeTBHDPaEGMe Nda
KANWHMWUYHOTO MU3INUTBaAaHe Tpsasb6GBa ga 6bAe B3eToOOTNpeER/

P

1



Pes

e B HUMTEe H O B € vyyacTBartT B 3acegaHunAartTa H a KOMMUC N

pepoBHUWTE Y/TeHOBE.

(2) Kommcumarta no an. 1 ce cbvbcTOM OoT 7 po 12
3amMecmMmMHeanxkcepnarten, KoOWNnTo nmMmart KBanundwan KawaHa TN H@&
MegUWLUHCKUTE N eTUWYHUTEe acnekKTUW Ha nNpepnnoxeHO
KBanmdpumKkaumarTa Ha 4Y/JieHOBeTe Ha KomMumcwumaTta no an
Ha NOWMWMEHHMA CcCbCTaB Ha KomMmoumana t66ypempgat.c n

( 3) KomMmnmcumarta no -Mmaislik ol OBTK figoBiaBMAA HpEee OJIOOB HU Y e
obpaszoBpeymeTraBunTennn Ha pABaTa nona.

(4) 3a HY XOQWUTe Ha CBOSATa paborTa KoOMMCUATa
cneymanumcTun.

(5) CaMO YROWMUE@HAFaH&AO an. 1, KOMNTO He ca
yyacTBaT B KOHKPeTHO MW3NMWTBaAaHe MU Cca He3aBUCUMMU
npoBexXAga KANMWHUYHOTO UMU3INUTBAHE, M OT T NaBHNUA U3
8 3, mawaor nacysaTt W jJa yyacTBaT B oOo6GcbXpaHeTO.

(6) 3a BbHWHMW cneumanmcTun no an. 4 MoraT |
KOHMpDAMKT Ha WuUHTepecwu, He y4yacTBaT B KOHKPeTHDO
ne4yeobOHOTO 3aBefjeHMUWEeE,H MKYBHIOETTOO MC3EN UNTPBOABHEEX 4, al KOITU T 1 a

(7) 4YneHoBeTe Ha KOMMCHMATA NO an. 1 ”n BDBHLW
yacTeH WHTepec wnunum ob6Gnar a, KoMTo OMxa wMoOrnawm pf
oyueHKaTtTa no 4n. 8 3.

(8) 3a WmHETOHBRE posIGCTOoOATénanBaovoaemne BA. Kbmuc
BbHWHMWTEe cneynmanmcTtum no an. 4 noagnuceatT p[JexKknapa
no 4n. 106, an. 1.

yn. 1040B,(O6m. 84 o1 2018 1 , B cuna o1 12.

Un.5.10(1)Y4B ,M36mp . 84 oT 2018 r., B cuna oT1 1
Ha KomMumcumaTa n yn. 103, an. 1 e ¢ NpoaobBNXUTEINH

(2) €emMBM.O6p. 84 oT 2018 r ., B cumna oT 12.10
OT CbCT aBuad THaa MNKOO MHWIC. 103, an. 1 ce o6HOBABA.

(3) ¢eMB,M.6p. 84 o1 2018 r ., B cumna oT1T 12.10.
1 He MoOXxe pa 6bAe Ha3HavyaBaH B Ccbwarta KomMumcwumsa 3

yn. 106-4B( 3avwp.. 84, 0B ZUWh& T 12.10. 2018
3ApaBeona3BaHeTO YyTBbpXpaBa nNpaBWMWNHWUK 3a YCNnoBI
an. 1.

(2) KomMmncumara no 4n. 103, an. 1 um3spaborBa
npouyuepgypumw B caremVmBa@Ta@aTrTB@ae JOOpPPR K/AMHMYHA NpPpakKTMUKE

(3) 3acepaHmdartTta Ha KomMucmaTtTa nNno 4. 103, an

Yyn. 107AB,(O6Gm. 84 o1 2018 r. (*))

yn. O7-d&4B, (B 84 o1 2018 1. (*)) (1) PbKoO
KOMWNTO C€e U3BWMpUBaAMTBAMHMMYH onpenenaTtT nauvue wuwaum ni

(2) NMnyeTo wMmnNnm nnuMmyata 3a KOHTakKT no an. 1
MOHWUTOPMUHT BbPpXY nNpoBexXjgaHWTe B NeyebHOTO 3aBE

BMnarta Ha J[Jobprmaa KJAMUHMUYHA npakKkTwu
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Paznen VI.
Cnupane Ha KIMHUYHOTO M3nuTBaHe (OTMm. - /IB, 0p. 84 o1 2018 1. (*))
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Pazgea VII.



IIpocaensiBane Ha 6e3omacHocrra (OT™M. - /IB, 0p. 84 o1 2018 1. (¥))

yn. 13540B,(O6m. 84 o1 2018 r. (*))
Un. 1364B,( O6m 84 o1 2018 . (*))
Un. 13740B( O6m 84 o1 2018 r. (*))
YUn. 1384B,( O6m 84 o1 2018 . (*))
Un 139 -AB.,0Ttovp 84 o1 2018 . (*))
Un. 14040B,(O6m. 84 o1 2018 r. (*))
Un. 14:0B,(O6m. 84 o1 2018 r. (*))
Pa3znen VIII.

YBenomiienne 3a NPUKJIOYBAHE HA KIMHUYHOTO u3nurBane (OTm. - JIB, 0p. 84 ot 2018 r. (*))

YUn. 1420B( O6gwr. B0M18 r. (*))
Yn. 1430B(O6GmM. 84 oT 2018 r. (*))
YUn. 1440B(O6m. 84 oT 2018 r. (*))

I'naBa ywerBbpTa "a'".
HEUHTEPBEHLIMOHAJIHU NTPOYYBAHMUS (HOBA, IPEJIUILIEH PA3JIEJI IX
"HEMHTEPBEHIIMOHAJIHO ITPOYYBAHE" - IB, BP. 12 OT 2011 I'., B CWUJIA OT

08.02.2011T.)

yn. 145. -48,) 6&plkonl2 o1 2011 7., B cuna orT1
npoyyBaHe Cce npoBexpga € pas3peweHnMm 3a ynoTtTpeoba
KoratTo ce wu3numTBaT 3a MNofNyyaBaHe HapgonNnBOBRARE
o6bnMyahHMAe HauymH B CbBOTBEeTCTBME C ycnoBuarta, 0
yyacTHMUULUMTE B HeWHTepBeHLUWOHANHMW nNpoyuyBaHUA He
npouepgypwu, pa3/TMYHM OT O06MYaNHaAaAETHAM TNep aKarHIHKIA , C & al
enmnagemMmMonor M4YHmM MeTOAaAN.

(2) B M. 6p. 12 ot 2011 r.,-0B,cwpa 0l10 20 80.70
cumna oT 21.12.2012 r.)

( 3) B M. 6p. 12 ot 2011 r.,-/0B,cwpa 0l10 BO 80.70
cumna oT 21.12.2012 r.)

(4) -HBBaAaobp. 12 ot 2011 r.,-08B,cwspa 0ol10 20 8.707°
cumna oT 21.12.2012 r.)

(5) (HBBabp. 12 ot 2011 r.,-08B,cwspa 0ol10 20 8.707°
cumna oT 21)12.2012

(6) (HBBabp. 12 ot 2011 r.,-08B,cwspa 0ol10 20 8.707°
cumna oT 21.12.2012 r.)

yn. 1454B, (8ps 102 o1 2012 1., B cuna oT1T 2
nNocTMapKeTUMUHIOBW nNpoyeBapmsexmpadenonaenwgaaTieBa
pa3peweHnMeTo 3a ynoTtTpeba uMANuM B U3INBANHEeHUEe Ha )
cbbupaHe Ha JaHHW NO neKkapcTBeHa 6e3onacHOCT OT

(2) ¢/MB,mMm.6p. 17 om XM nrp.o)y ukB@mrHae T 0 cC e

nnaHMW

OT nNauyuuneHTN, cneapsBa pa O6bpe NONYyYeHO THAXHOTO
obpaboTBaT nNpuM cna3BaHe MU3INCKBaHMATAa 3a 3awWwurtTa

(3) MeguWUMHCKMUTE chneuwnanwncTop yHer rcormymyansia T3 ad
HeEMHTEpPBEHUMOHANHNTE NpPpoy4yBaHWMA 3a 6e3onacHOCT



cpeacTBa.

yn. l145640B,( Ho B . 102 orT 2012 r ., B cumna oOT
npoBexpaHe Ha npoyuydawemol.nad 4bre., khHadB,1 ai/p.nNTeExa
ynotpeb6a ocbuwecTBABaA MOHUTOPWUHT H a MONTYYEHUTE
CbOTHOWEeHMWETO nNnonsal/ puckKk 3a neKapcTBeHUA NPOAYK

(2) ﬂpMTemaTenﬂT Ha pa3peweHneToO 3a ynor |
MWHpopmayuma, KoATO 6GM Morna pga nNoBAMAE HaAa CBOTHO
( 3) 3aAbnmeHmeTo no an. 2 He ocBOGOXpgpaBa nf
M3NCKBaHeTO H a yn. 1943 3 a npepgocTaBsAHEeEN THea "

aKTyanms3unpaHwu OOoOKnapawn 3 a 6eszonacHOCT.

yn. 145dgB, (W@ 102 o1 2012 71 ., BAByunéGapoT82
2018 r. , B cmna oT 12.10. 2018 ) KorarTo npo:
Penyb6nuka bbnrampmes 3sBo4BIKBHAMEH Me Y 1. 56 a, npuTeE
ynoTtpeba npepncTtasBa4da B NAN npoexT H a npoToOKOANa
nNpunaopyXeH C NUCMEHO Ccbrnacwue no 4Yn. 145a, an. 2

(2) M3anbnapupernRapT Ha WAJl B cpokK Ao 60 AHM
LOKYyMeHTaumdarta no an. 1 m3npawa Ha nNnpurtexaTtend

opobpsaBaHe Ha nNpoy4yBaHeTO WU

(3) M3nbnHUTEeNHMNAT [Oupe
noBeye OT MOTUBWUTE NO Y. 1 , an. 2, T . 2.

(4) ¢i/MB,MmM.6p. 84 o1 2018 , B cuna o1 12.10.
o 60 A4HM oOoT paTaTa Ha nNonNnyyasBaHe Ha [JOKYMEHT
papeweHMeTo 3a ynotpeba nNonNoXMTtTenHo munm oTtTpuyart

(5) €mMBm. 6p. 84 o1 2018 r ., B cumna o1 12. 1(
MOXe pfa 3ano4yHe cnepg nonyyasaHe Ha opobpeHwue o0
no 4yn. .103, an. 1

nn npasun MOTUBUPAH O
KTOoOpaHapoOAYlB dDF&®AG B @
45e
r

(6) 3a ouULeHKa Ha p[fOKYyMeHTauumaTa no an. 1
Tapudata no uyn. 21, an. 2.

yn. 145@0B, (Bps 102 o1 2012 71 ., sABypnépoT82
2018 r ., B cumna oT 12. 1PeRdHBeTa )3 dlpymew@aag @aam
CbhbluwecTBEeHMU NMPOMEHM B npoToKkona B cnydvyaurTe no
opo6paBaHe oT WANMT wmw oT KomMumcumgaTa NOo 4. 103, an

(2) ¢i/MB,MmMm.6p. 84 o1 2018 r., B CcCMnNPpewrHU2T1DO.:
ynoTtTpeba npeagctaBa B WAl m B KomMucumAaTa Nno 4n. 1

m MOTMUBWUTE 3a TOoOBaA.
( 3) M3anbnHMNTEeNHMWAT pgupekTop Ha WA B CcpokKk A

no an. 2 opobpaAaBa NpPpOpEMEeRAEeNMODTI UBPOPRAEBKOMKAANNNYBE,
pa3peweHneTo 3a ynoTtpeba.
(4) ¢i/MMB,MmM.6p. 84 o1 2018 r., B cwmna oT 12.10.

o 30 A4HM oOT paTaTa Ha nNnonNnyyvyaBsaHe Ha [JOKYMEHT

pas3peweHnMeTo 3a ynortTpeba NONOXUTENHO MUAU OTpuULa
(5) M3anbnHnTenHumaTt pupektop Ha WAJl oTKasBa

MOTUWUBMUT e, MOCOYEeHU B 4. 145e, an. 2, T . 2.



(6) (B,M.06p. 84 o1 2018 r.,xa8TenAaa va fHaA3peLuU

ynotTpeba MOXe ga MNPUTOXMN npoMeHUWTEe nNno an. 1
NONOXMWTEeNHO CcCTaHOBWUWWE OT KomMmcumaTtTa nNo 4Yn. 103,
(7) 3a OoOULeHKa Ha p[JOKYyMeHTauumgaTtTa no an. 1
Tapudgama Bd, yvan. 2.
yn. 145-p4B, ( Hoops. 102 o1 2012 r ., B cuna oOT

pa3speweHNnNeTo 3a ynoTtTpeba npepcrtaBsgda OKOHYaTeneH
MeceuLa cnejg nNpuKNwYBaAaHe CbOMpaHaT ! & 3MaMEeH H.a K1
OT nNpoyuyBaHeTO.

(2) MpunrtexaTenaTtT Ha pa3peweHMeTo 3a ynoTpe:d
MAJZT 3a oTnar aHe Ha-MmZplo&aT mwmIo Mmec e ula Hapine g u D aTe

OKOHYaTenHua poknanpg, nocoyeHa B nNpoToKoOANa.

B M3snbNnHMUTenHaTa aredHunsd no nNneKapcTBaTa 01
mckKkaHeTo no an. 2 N yBepgomMaABa npurtexartenda Ha pa

(4) KoratTo nputexaTtTenaTrT Ha pas3peweHuMneTo 3a
npeuyeHwu, 4ye ne owvesiH@X B MPVMBEB pewleHMneTo 3a ynoTtpeba,
npoMaHa nNo pepjga Ha Trnasa TperTa, pas3gen VI

(5) M3NnbAHNTENHNAT onpekTtTop Ha WANI c¢cbBc 3 an
pas3peweHnMeTo 3a ynoTpeoba, Koratoun NAfleBBHBOHHWETWH/DTE
npuTtexaTtTena Ha pas3peweHMeTo 3a ynoTtTpeba npeuyetH

Ha pas3pelweHneTo 3a ynoTtpeba.

Un. 145aAB, (ApB 102 o1 2012 71 ., B cuna oT1 21
BexXJja KaRD@PUuAaBRa Ted Penyobnuka Bbnrapwma, T ak
XaBW YNEeHKMU, 3a NnNeKapcTBEeHUW nNpoayKTwn, pas3pel
onenckwua napnameHT n Ha Coma&3arme /mnwvl InoB preymtl
b 1 Xae HMOA TY N . 55a mwan no un. 56a, nputexaTtensda
mtTetTa no 4n. 56 a, an. 1, T . 1 npoekTa Ha npo
(2) B cpok pgo 60 AHM OT pgaTaTa Ha nonyyasadH
, an. 1, T.e 1l eI MDpeBlHa CHa HIDBmTLEe XaTtTenda Ha pas3
1. yBepomMneHune 3a opobpeHue, nnwu
2. MOTMWBUPAH OTKas, Korarto:
a) KOHCTaTtTunpa, ye MnNpoBeXfJaHEeTO Ha nNpoOyuUYBadH:¢
npoAyKT, ulwnnwu

6) nNnpeuyeHwn, 4ye O MUM3aviaH bara HMao CATPUOryHYEB a3HaesT 00X EHHAN T
m/ nnn
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O W g T
=S TTO

)]
(o))
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B ) oyuyBaHeTO uMMa Xa
( 3) nA8m. 6p. 84 o1 2 .

npuTtexaTenaT Ha pas3peweHwu 3a KAoTpeba npepgecrT
(4) ¢/MMB,MmM.6p. 84 o1 2018 ., B cmumna oT1T 12.10.

Ao 15 aHmM oOT pgaTtTaTa Ha nNnonydvyasBaHe Ha YyBeJoOMANE

paspeweHneTo 3a ynotpeba NOTOXMTENHO MUAU OTPpPMULaA
(5) mfMB, 6p. 84 o1 2018 r., B cuna oT1 12. 1(

MOXe fAJa 3anoyHe chnepjg nonyyaBaHe Ha MNOJTOXMUTENHO
(6) CbabpXaHNnerTo n dopmarTta Ha nNpoTOKONa n

m3nbvneHe@C) No 520/ 2012 Ha KomMumcwumarta oOT 19 IOH |

TEep H a KNTWHWMYHDO na3r

np
€ B cuna oT1T 12.

~
—|Om
-
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MHOCTMUTE € B o6bnacTtTa Ha @apmMakKkonorumyHata 64w
6/ 2004 Ha EBponenckwus napnameHT 7 Ha CbBerTa
pnameanTCuBenx a ( OB, L 159/5 oT-HAG amuHm 2P4adR2nai
nbnHeHunme (EC) N 520/ 2012".

yn. 145x4B,( HomB. 102 orT 2012 1., B cununa OT
3peweHNeTO 3a ynoTpeba B cngMHapaeuvnnobMaeacTHdEHa

OTOKONa Ha NpoyuyBaHeTO Ccnepj nNpeagBapuUTEeNnHOTO W
(2) NputexaTendatT Ha pas3peweHnMmeTo 3a ynoTtTpeb
LOKYyMeHTaumnaTa, ©BBMPBABA BaNpOREHWNUT e,
(3) ¢MB,M.O6p. 84 o1 2018 ., B cumuna oT1v 12.10
T. 1 opob6punm NpomMeHMTeEe B NpoToOKONa, nNputexarte
KoMucumaTtTa no 4. 103, an. 1.
(4) MB,m.HpoT 82018 1., B cumna o1 12.10.2018
oTpeba MOXe da NPUTIOXM nNPOMeHUTe nNno an. 1 cn
MnuecuatTa no 4. 103, an. 1

Un. 145-34B, ( Hbops. 102 o1t 2012 r.l1l) dlpamaxaDnpen
3peweHMeTo 3a ynoTpeba npepcrtTaBsas NO enekKkTpol
oHYaTeneH pokKknafg, npuAapyXeH C pes3twMe Ha peasy

el nNpuKkniwysBaHe CbbOMpPpaHeEeTO Ha [faHHMU.

(2) MpuTepanrerAUREHM@T0O 3a ynotpeba mMoOXe pga
MuTeTa no 4in. 56 a, an. 1, -mra.n klo 3Tap Mo TMeacreauHae MHp:
efCTaBAHe Ha OKOHYaTefnHua p[JokKknapg, nocovyeHa B

(3) KomuteTs T nb oimobpsHmag wmm rmMpasm MOTWUBMUP
2 N yBejgomMaBa nNpurtexaTensa Ha pas3peweHuneTtTo 3
(4) CobpapbpXaHuMeTo U GpopmMaTa Ha pjfJokKknapga no an

(EC) Ne 520/ 2012.
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yn. 1454B, (Bee 102 eTc2Grhda2o0om 21.12.2012 71 .)
. 1, T. 1 B b3 OCHOBaAa Ha pJgoknapga no yn. 145
3peweHneTo 3a ynotpeba umM3IpgaBBa MOTUMUBUPAHA Tnpe

KapCcCTBeHUUMN3IMPAmBK mon 4
1. KomMmnuTteTtTa no nekKkapcTBeHUTEe nNpoayKTu 3a XYy
726/ 2004 Ha EBponenckusa napnameHT M Ha CbBerTa
2 . KoopaguWHauunoHHaTa T pyna no 4. 77, an. 2.
(2) B cnyuyaunTte no an. 1, m. 2, Xorarte RpPpeRND
npaHe nnu npekKkpaTaBaHe Ha paspeweHnerToO 3 @
eagcTtTaBngBaHa oOT ObpXaBUTe YTeHKMW, B Konmrto e
HOCHO HeobGXxoaguMUTEe p[JeWcTBlAT, NOOWTHOWEHMEA HMAA
ynotTpeba, BKNWUYNTENNHO rTpadPuk 3a U3INBbBNHEHWNETDO
(3) Korarto npepcrtTaBeHUTE ObpXaswu YN EeHKMU E
HCeHCYC OTHOCHO CcTaHOBMUWeETO nNno an. 2, TO ce
K38@®HMTe nNpoaoYyKTW nNno 4. 6 8, an. 1, T . 4 wn ¢
oTpeoba.

(4) M3nbnHUTEeNHMNAT aAupektTop Ha WAT B CcboOoTB
mcTBMETO UAWN NpeKkpaTaBa pa3peweHMeTo 3a ynorTp
(5) KoraTtTo B a/T.aHdDBMayempPe m@pbyYyaHNU NPOMEHMU B



ynotpeb6a, npunrtexartenart Ha pas3peweHMeTo 3a yno
m3InbnNnHeHMe nopgaBa [Jo WAJI 3aaBneHmMe 3a NPOMAHa
akKkTyannmsunmpapakkRppmEaMKa Ha npoagykKTa MU NnNUMCTOBKa.

(6) KoraTtTo He MOXe pga Obpe nNOCTUTNTHATO CbT Né
MumAaTa Ha MHO3MHCTBOTO OT AbpXaBUTe 4YNeHKMU
emMa peweHuWe 3a NppavsABaHenNnMpapae3IpeEWEeRpPerRO 33
TBETHWUWTE perynatTopHW OPpPraHM Ha AbpXaBuUTe 4YIe
(7) PeweHnmeTo no an. 6 ce nyo6bnumkysBa Ha EBp:
nNpoAYyKTW NO 4. 68, an. 1, T . dveToes3asypampewa
(8) M3nbnHuMTenHaTtTa aredHuyumsa no nNnexKkapcTBarTa

MepKW OT peweHmeTo no an. 6 wn wnmnHdoopmumupa EBpone
KoMUCHUSA.

(9) B cnyyawunTte no an. 1, ntp.o gly KKroum ym3T1ae TXBYTM arHOH ¢
TBEeTCTBME C TnNpenopbKaTtTa Ha KomMumTteTa nNno 4.
as3BaHeTO, M3 MeHeHNneT O, cnMmpaHeTOo WUAKM nNpPpekKkpa
Tpeba, BKANKWYUTENHO ITRHPMBMIWETI ON3ICEAHMSOBMEE R a
onenMckKuMma UHTepHeT MnNnopTan 3a nNekKkapcTBeHWUTe N
TexXaTena Ha pas3peweHMeTo 3a ynoTtpeba.

(10) KoraTtTo B cTaHoOBMWETO nNo an. 9 e wmBpase
CTBMA NO OTHOWeEHMWE Ha pas3peweHMmMaTa 3a ynoTp
MAHa, CcnNnuMWpaHe MUAW nNpeKkpaTsBaHe Ha pas3peweHUs
) N 726/ 2004 Ha EBponenwckusa napnameHT n Ha C
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Yyn. 145@4B, (Bee 102 o1 2012 r ., sABuyunéapoT82
2018 r ., B cmuna oT1vT 12.10.2018 7r1.) HenHTepBeHLUWM
Bvnrapwusa ce npoBexpagart npwu ycnoswus n no pena,
3 AppEaoEIa3BaHeTO.

(2) MNpwu npoBexXfJaHe Ha HEeWHTepBEeHLWMWOHANHUW np
Ha @GUuHaHCuUupaHe.

I'naBsa nera.
MNMPOU3BOJCTBO U BHOC HA JIEKAPCTBEHMU ITPOAYKTU U AKTUBHU BEHLIECTBA
(BAI'JL. U3M. - IB, BP. 102 OT 2012 T'., B CUJIA OT 02.01.2013T".)

Pasnean 1.
IIpoussoacreo

yn. 146. -ABR,) qMM3mM102 oT 2012 r ., B cCcuna oOT
BCMYKMN BMUJOBEe JeKapcCTBEeHU NPOAYKTWMW NO CMUCDBNA
npefgHa3HavYeHM 3a KANUWHUYHO NM3INnmeadape AT amoHaT Pga
Bvbnrapma camMo @PuU3IMYeCcCKUW UAWN WOPpUAMNYEeCKU nNuya, p
ObpXaBa UY4NeHKa, KOMTO Cca MNoONyuymnu pas3peweHwune
M3nbnHuTenHaTa areHyumns nNo nekKkapcTBarTa.

(2) PaspemenseogaTBO Ce MU3IUWCKBaAa MU B CcAy4dYamnni
npegHas3HayvYeHNW camMoO 3a WU3HOC.

(3) €mMBWM™M. 6p. 71 o1t 2008 ., B cuna oT1 12. 08
m3InmckKkBsa U 3a nuya, KOMTO W3BDP LWB acr /1 eeHHNOTBED € MER IiH H



NbAHO MW YaCTUYHO NPOMU3IBOALCTBO, pa3fiMmyHN npouy
eTukKkeTunupaHe, KayecTBEeH KOHTPOT " ocBObGOXOgaBal
neKkapcTBeHUW NPOAYKTWNU, nNpepgHas3HayYeHW 3a KMNWUHUYHO
4OormaoB, 6p. 71 oT 2008 T., B Ccumuna oT 12.08.
(5) He ce M3 MNCKBa pas3peweHune 3 a npouM3BOAC
cMecBaHe MWAWMW oOnNnakoBaHe Cce MW3IBbBPWBAaT NO MarucrTpa

yn. 14740B( Mo @m.2 011022 ro.T, B cumuna ot 02.01.2013
nNo JeKapcTBaTa BbBexpga MUWHPopMauuma 3a U3 gajeHnT
npoAayKTNW M cepTundpukaTtm 3a [Jobpa npomsBojgCTBEeHaA

Yn. l148yya3BaHeo/Ha pas3peweHne 3a NpPpoUM3IBOACT
pasnonar a:

1. o nepcoHan C noagxopasauwa KBanumdpukauyums
npouMsBeXpaHWTe BUALOBEe NeKapcTBEeHUW NPOAYKTU N e

2 . MO BC S KWa JIBKpOE MCeé eHpHla H @ BANM KL PN LK PETO OTT OB aj|
yn. 159,;

3. C nomMeweHuMa 3a NpPpouMsBOACTBO, KOHTpPpOA M

CHabpeHM Cc HeobBXOAMMOTO TexHMYecKO obGBopyaBaHe u

Yn. 149. PbkoBoaouTEenNnNTE BBLPXIPXAHRBCTBOBE® Ha
npoaoyKTW B npeagnpumartTmarta 3a nNpoms3sBOoOafCTBO Cca nuu

1. KOUMWTO N pwuTeXakBeaar/1 nojmpkaasuoMBoaHTHEA/1 HCOT e me H " mMar |
" thapmayuuna", "Xunmnma'" uvnann K b 6 NpPBNEO T W D'A N HAM  HMApAa K T 1
hbapMau®BDMWPON3IBOALCTBO,

2 . KOMTO OTroBsapaTtT Ha uM3IUCKBaHMWgTa no T. 1
pagunobébunonor uns MABa ppAMOGXMAPMaALEBT NLMN nnu 3a
NOANOXEeHNW Ha WOoOHM3IMpaAWM AbyYyeHNSd,

3. C nNpu3HaTa CRNeLKE®/MATCOTIOMIOA K TM&MMIlIAHCK a
BUPYCONOT NS UFBAVNMPHONBBOMELTBOTO Ha UMYHOFOT UUYI
BAKCUHU, TOKCMUHM, CcepyMuUu, 3a OUMOTEXHONOT MUYHU 0

4HO0Be€LUWKa nnas3mMa nmnn oT 4HO0BE€LWKa KPBbB.

Un. 150. (1) TvueTo no u4n. 146 npepgcTtaBa |
onpexkTopa Ha aredHumarta.
HO CbBC 3aAaBNeHWMEeTO NO an. 1 3aaBurT
. 6p. 103 o1 2017 1., B cuna o1 01.0

3a npumpobmMmrta cneuyunmanHocT, LOKYMEHT 3 a

OrMyeH J[JOKYMEHT Ha NunuetTo, akKko He e O6bANrapec
: T . 2 U 4yn. 149,
2. Konma OT AOrosBopwn 3 a ue wi3/yma rkamHeT pHoan an pHoau 3
nponM3sBOACTBED COPYWUFHTE@E N0 Y. 151;

3. -ABwm. 6p. 71 o1 2008 r.,-AB,cewpa 60 D2. 281
or 05.08.2011 r.) OAaHHW 3a EAWHHMA wnpemsamapma aL
TbproBckKkusda perumcrTbp, a 3a agpyxeernwsaTaa BeBpocep
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B A-bcpTipaaBHAa nNo Cnopa3ymMeHuMueTtTo 3a EBponreucck
YyMEeHT 3a akKTyanHa perumcrtpauuvMa 88 BaALKOWARH @
aH Ha cboTBeTHaTa AbpXaBa;

4 . (-48m. 6p. 60 o1 2011 r. ,-OB, cGpa 206206T080
02.01. 2013 r.) cnucmbovkK H a nNpPpOM3IBOACTBEHMUTE
mnseBexpapgar;

5. CXemowMedge HuaTa 3a MNPOM3IBOACTBO, KOHTQPpPO
msBoacTBeHaAaTa MOWHOCT ;

6 . oueHkKa 3a Bb3pgencTBMUE BbBPXY OKONHAaTa C|
AYKTW B nNpeaBupgeHumTe B 3akKoHa 3a onas3BaHe Ha
7. pas3peuweeimien sotTTa A a AL4pPeHO perynupadHe, KO

M3IBOoOAgCTBO Ha pagunodapmayeBTuUnuuMm UMUAW Ha JekKap

eHnAa npu nNpoM3IBOACTBOTO UM;

8 . pas3speweHne 3a NonNs3BaHe Ha

ageHo nNo pepga Ha 3aKOHa ycrT
9. (-ABwm. 6p. 98 o1 2010 r. ,-IAB,

05.08.2011 r.)

0 JOKYMEHT 3a nNnaTeHaBTaapadaTpasmepn. off
3) Mpu NpomM3IBOACTBOTO HA HAPKOTUYHU BelwecT

mea BewecTtTBa, Ce cnas3BaT WU MU3INCKBaHMATA Ha ./

Kypcopurte.

(4) -ABBab6p. 103 emn20b7# 0.1, 01.2018 r1.) N3

apcTBaTtTa ycTaHoBABa CcnyxebHo ob6cToaTencTtBart

aTo ca O6bnAnrapckKkunm rpaxpgaHwu.

NMoMe LWe HmsEeT, a -
pocTBO Ha Tep
cowpa 60 01i. 2D1

Un. 151. KoratTo HgKoOowWmw OT eTannrte Ha nNpowna3.
M3IBOACTBEHNA npouec Cce U3IBBpPpWBAT NO [JOTOoOBOYp
rapma wmWnunm WMU3IBDBH Hes4da, nvmyata no 4n. 146 ca
KT n Konwnme oOT Jorosopa, B KOMTO caHWmMeeme.
oweHwMe Ha cnasBaHe M3UWCKBaAHMNAT a Ha QJHOob6parTa
AYKTWN N 3afgbANXeHuUAaTa Ha KBanumpumumpaHoOTO nNuuye

yn. 152-4B( N3owp.. 102 oT 2012 r. , B cuna oT
CKkmaHmMaaTJo6pa nNnpomum3sBOACTBEeHa MNpakTwmkKka 3a BC
apcTBeHUW NPOAYKTMU 3a KNMWUHMUYHO MU3INWUTBaAaHEe N H
mMcTbpa Ha 34paBeona3BaHeTO W C aKToOBe U pPbKO
(2) MpuHUMNINTE WU U3IUCKBaAaHMATAa 3a odpuuyuumanHa
pa nNnpoum3BOACTBEeHa MNpakKkTukKka 3a NOMOWHMKW Belwec

oBojpgcCcTBaA, npumetTun oT EBponenckaTa KoOMMUCHUSN.

yn. 153. (1) Mpwn nocoOobnNB/AHEe 1 3HA WBA/ABOLEGRHATL
yMeHTayuuMma MW M3IBbBPWBA NpoBepkKa Ha MACTO Ha o06F¢€
MUNTEeNHO U B CcChNyyawumTtTe nNo Y. 151, 3a ycTaHCc

yMeHTauus U1 yCJTOBBOW S TKAO H3Tap OMpP oMM 3CBHOXACA H e HU e H a
M3BOACTBO M HAa T OTOBWUTEe /eKapcTBEeHWU MNpPoOAYK
paTa npouMsBOACTBEeHa NpakKkTUKa.



(2) Pas3xoguTe NO M3IBBpPpWBAaHEe Ha NpoBepKa Ha
(3) 3a uM3IBbBpPpWBAaAaHe Ha MNpoBepkKa Ha MACTO MO
onpepeneH B TapwudaTta no 4. 21, an. 2.

yn. 154. (1) KorarTto MAT ycTaHOBM HenbnNnHOT
HecbOTBETCTBUE MeXAY CbAbpWKAasWMEIION H AN NERGETAT ABIE
MW M3UMCKBaHMATAa 3a KBanudukKkaumarTa Ha nNnepcoHane:e
yKasaHWsa.

(2) B cnyuyaunte no an. 1 cpoKBT no 4yyn. 155,
Ha AOKYMeHTauB¥MEA CB IGHMECKBAGHUHT T a .

X
o |

yn. 155. -4B) 6pamB84 oT 2018 r ., B cuna OT
onpekTtop Ha WAJl B cpok 60 agHM oOoT pgaTaTtTa Ha nopga

1. ms3pgpaBa pas3peweHne 3a NPOU3IBOALCTBO, UMK

2 . npaBuW MOTWUBUPAH OTKas.

2)( N3-M.B, 6p. 60 o1t 2011 r.,-0B,cwumpa 0110 20 50.70 &
cmna o1 02.01.2013 r1.) PaspeweHne 3a npowumssBoAacC
NPOM3IBOACTBEHUNW [AJeWHOCTU U JNeKapcCTBeHMA@3I Hapeny
KNMHMYHO U3INUTBAHE, M 3a noMeweHMATa, KbaoeTo LU
CbXpaHeHMETO.

(3) AkToOBEeTEe Nno an. 1 ce BpbuYBAT Ha 3adBUTE

(4) Pas3peweHMWeTO 3a NpomsBOACTBO € 6e3CpPOUH

(5) OTKasbT no an. 1, T . Ro npgpaxunH

AgoMUHUCTpPpaAaTuMBHONpPpOLULECYaANHUSA Kopgekc.

yn. 156. (1) NputexaTenaT Ha pas3peweHune 3a
Ha:

1 nmyueTo nNo 4. 148, T. 2

2 . nunuyaTta no 4yn. 149;

3. (-4Bm. 6p. 60 o1t 2011 r ., B cuna o1 05.08.

4 MEacXTook e HMeTo0o MW nNpPpeycTpPOMCTBO Ha HAKON

MNN CbXpPaHeHUeE,;

5. (-AaBm. 6p. 60 oT 20 r., B cuna o1 05.08.

6 . -4Bm. 6p. 60 o1 20 r.,-AB, capa 80®2Q@5r08.
orT 02.01.2013 r.) npousBexXxpaHUTe neKapcTBeHUN o

7. (-aBm. 6p. 60 oT 2011 r ., B cuna o1 05.08.

(2) KbM 3aaBneHnmeTo no an. 1 ce npwunarart [
onpepenegmmaBaH@A@ ey . 152.

(3) (HBBabGp. 60 orT 011 r. ,-pBegenHiacwak 0GT 0B
Ha nNpomMsHa Ha obopyaBaHeTO nNpurtTexaTtTenaTtT Ha pas3|
NAN.

(4) ((HBBaAabp. 60 oT 201011 1r .r,. )B TEtpuwtrae xoatr ednH:.70 &
npomsBoacTBO nopgasa B WAJl yBepomMneHune npum 3ano
3a ynotrpeba nekapcTBEeH NpPpoagy«kKT.

(5) (NMpepnBa ap. 60 oT 2011 7., B Ccuna oT
nponwsB@AC® TnNpekparTsasa, B ClNnyyan 4ye npuTtexartTenH-

1
1

[y



LONBbXeH numcMeHO pga yBepgomu WA,

yn. 157. (1) Mpn wmn3IpgpaBaHe Ha pas3peweHnerTo,
pas3nopepburte Ha 4. 150 myl®l gpokaTo CPOKBT 3a WU

1. 148 pHHmMy yanTte no 4Yn. 156, an. 1, T. 1, 2

2. (-AaBwm. 6p. 60 o1 2011 r., -B cwmyaaomeO5H.008.
1, -16. 4

(2) ¢MB,m.O6p. 60 otT 2011 r ., B cumna o05605a038
1, 6. H4e wmMOTaT jJa Ce OoOLEeHAT NOoO J[JOKYMEeHTMN, NANT v
CPOKBT nNno an 1, 1. 2 cnwnupa pAfa Teye [0 3aBbplwsBa

(3) Pas3xogutTe NO M3IBBbBPWBaAaHE Ha NpoBepKa Ha
43a umM3IBbBpWBaAaHEe Ha nNpoBepkKa Ha MACTO nNo an

onpepeneH B TapudaTta no 4. 21, an. 2.
Yyn. 158. (1) WW3snb nNnHUMTenHaTa aredHuuma nNo nekxKa
M3pgafneHNTe pas3pelwleH U S b3Jab pKAC M 3 BO JCTBO, KONTO
1. HoMep M pgaTa Ha pas3peweHMeTo 3a Npous3BOA
2. nwme, cepanwuuwe n anpec Ha ynpaBnedue

npons3sBoancTBO,;

3. agpec Ha nomMeweHMmAaATa 3a nNpomsBsBoOfCTBO, K O
4 . (-vd3Bv. 6 p. 102 mTckeAM4d2o0T1T. 02.01. 2013 r.)
bopmMHUTeE, 3a KOMWTO € nNONyyYyeHO pas3peweHunerToOo;
mnmMe Ha nNunuyeTo No 4n. 148, T. 2

faTa Ha 3anumyaBaHe OT perumcTbpa Ha paspe

2) HAae OT perumcTbpa Ha uU3IfgajfjeHNTe pa3spewe
cTpaHWwpgaWMAJ]l B MHTepHeT.

(3) MNpunm nNnovmckKkewmaevaoROEBEPOWAEeMW NN OT perynatTop

MANT npepoctTaBd MHPopMaumsa 3a M3 fgafeHO pas3pelweHMN

5.

6 . MMeHa Ha nuuaTta no 4n. 149;
7.

(

yn. 159. (1) Mputexatenart Ha pas3peweHune 3¢
HaManko efAHO KBanumdpmuumpmreeTaunmgenaoTaAaAHHG4IBa mer
(2) KBanuduympaHoOoTO nuuye no an. 1 Tpa6ébsa pga
1. pa e MarmcTtTbp NO MeguMmuunmHa, Gapmauuma, XUM
2. Ja -MBAKEGa@Be T OAWHWU NpPpakT MHEHOK D airpmwT 3 BB

m/ Mmnn B MU3IBBPWBAHETO HaAa KayecTBEH WU KonmuyuecrTBeE
BewecrTBa.

( 3) KorarTto npurtexartrenart H a pa3peweHneToO 3
oTroBapsa Ha MU3UCKBaHuMUATAaAa BajganxeBpeTohnHEmOKBAAR(

(4) (-Hildg a 6 p. 102 o1t 2012 r ., B cuna oT1T 2
oTroBapsa 3a ToBa, 4ye BbBPXY ONakKoBKaTa Ha neka
6es3onacHOCT nNo 4n. 168, an. 8.

(5) (NpeAgwvABi,a @p1.. 102 o1 2012 r ., B cuna 0T

nunuye mspgpasa cepTunudhnukart 3a ocBobGoxpgaBaHe Ha BC
nekKkapcTBEeH npoAyKT e npoms3sBegeHa " KOHTpPOANUP
pa3speweHuep®b6adangnmejga Ha TO3M 3akKOoOH.
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(6) (NpepgwvwiBia 6Gapn. 1502 o1 2012 rr. ,-AB, cama &4
(*)) KBanmdpumyumpaHoTo numue wn3gasBa ceprT

yoocToBepsaBall, e nNapTUM@EMAH a/BEHKAMPECHT BR & HI JD IO Hl Iy % |
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omssBepeHa U KOHTpoOAuMpaHa B CbOTBEeTCTBMUE C U3V
NPOM3IBOALCTBEHOTO AOCMUE Ha nNpoaykKTa UM C [JOKY!
rnacHo PernamedHTtT (EC) Ne 536/ 2014.

(7) (NMpepgwiBi,a @p1.. 02 o1 2012 1., B cuna 0T
ue BOAMN per mcTsp Ha M3 pgapeHnTe cepTundhukartm
KapcTBeHUA NPOAYKT.

( 8) (NMpeagvwH-diBanbp7, 182moT 2102.22 12 rB. )c niaal
rmcTbpa nNo an. -Manee® OEbXpPawmMmaTT Nea@din nocnegHOTO

KOHTPONHWNTE OpraHW nNpu nNoumckKkBaHe.

(9) (NpepguiBH,a 6Gapn.. 1802 o1 2012 71 ., B cuna oOT
MUHUCODPpaAaRBABATENHO nNPpoOM3IBOLCTBO 3 a HapyuweHSH
ObNXeHMATAa Ha KBanaumdpumuyumpaHOTO nuuye, MANT pas3n
OM3IBOACTBO fJa OTCTpaHW BpPEeEMEHHO OT ANBXHOCT K

(10) (MpepgwiyBi,a 63pn.o11902012 71 . , B cumuna oT1T 21.
McKBaHMaTa KbM KBanumdpmkaumartra U obyyvyeHMeTo
pepg6bata no 4yn. 152.

Yn. 160. (1) MNpuTexaTenaT Ha pas3peweHune 3a

1. (nBBw,. 6p. 84 T O0ROQL@paBa (K3BbpWBAHETO |
epauumum B CbHBOTBEeTCTBWUE C MU3INUCKBaHmMmATa Ha [obp:
obpeHaTta o1 WAl uMHPpopmMauumug no uyun. 27, an. 1,
MHWYHO “BMNUCTEBOATHBEE TC TBUNUE C [JOKYyMeHTaumarta 3a
rnacHo Pernamednt (EC) N 536/ 2014;

2 . -ABwm. 6p. 102 o1 2012 r ., B cmna o1t 02.01
MTO Cca NpouM3IBefeHW B CbHOTBETPOVUBIBEO ACTHEHBHEKB P!
TUBHW BelwecrTBa,

2 a. ctABBabp. 102 orT 2012 r. , B cumna oOT 02.
wecrTBa, BnaraHum B NeKapcCcTBeHWTEe nNpoAayKTMW, C i
6puM nNpoumMsIBOLCTBEHMW NPAKIB@KEBEA,3 a0 mMmpaeiayieH N Ha
eHKa Ha pucKa B CbOTBeTCTBWUE C NPUNTOXUMUTE P

3. ocMmrypsaBa MNOCTOSAHHO KBanumdpuuupaH nepcoH
McCKBaHMATa Ha HapepgbaTtTa no 4. 152;

4, (A m, 6p. 12 orT 2011 r ., B cuna oOT 08. 0.
OoYKTW, KOMTO mMMaT pas3peweHuMe 3a ynoTtpeba, np
5. (-4Bm. 6p. 12 o1t 2011 r ., B cuna oT1T 08. 02.
6. YyBe/JoO MS0B ak OHHET3paoO/laHBMHT € O pr aHMW B CNny4dyanl Ha

y . 148, T. 2

7. ocurypsasa no BCAKO Bpewme AOCT®BN H a KO
KymMeHTaumnmarTa,;

8. ocurypasa Ha KBanumdpuuupaHoOTOo nwuye no Y
Nn/mMHee Ha 3 afgbNXeHuUAaTa MY,

9. (-HdBg a 6 p . 102 o1 2012 1., B cuna ot 02.C
ntTexartenda Ha pa3peweHuMeTo 3a ynoTtTpeoba, ako n
MTO MnNnonapgart B oO6xBaTa HaBMHERITOB®,TOCPadaps weeu
wecTtTBYyBAaT CbMHeHMUA 3a @GanwndpuuyunmpatHe, He3aBMuUuC
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6nnun pas3npocTpaHABaHW B paMKUTe Ha 3aKOHHaAT
BKANWYNUTENHO nNoCpenCcCTBOM WEeBWRDREaAaHaAapopexXxpmaypeoH
10. (-nMhHB,a 6p. 102 oT 2012 r. ., B cuna oT
omsBoguUTeEeNnuTe, BHOCUTENUTE nnn THBProBuUKnTE,
permnmcrTpupaHm OT KOMMNDETEHT HBM K 00pTroa HC aH ay CAT EapHM0aBBeaHTUa
11. cABBabp. 102 o1 2012 71 ., B cuna oT1v 02.
KayecTBOTO Ha aKTWUBHMUTEe MU Ha NOMOWHWTE BelWwecrTBaA
(2) C(RBBaAabdp. 102 o1 2012 r ., B cmna o1t 02.0
M3ppO0 4 CTBO M3BBPWBA OoOAMTWMW B O0b6eKTWTe 3a nNpowu
a3BaHeToO H a LJobGparTa npomsBOgCTBEHaA npakTMuK
ntTexartenar Ha pas3peweHMeTo 3a NPOU3IBOACTBO
BWMpwwagmMmTtTa OT HeroBo MMe UM 3a HeroBa CMeTKa.
(3) C(R®BBabdp. 102 o1 2012 r ., B cumna ot 02.0
nNpoM3IBOALCTBO [JOKYMeHTWpa npepgnpuetTmnute no an.
(4) (NpepwiBHa 6apn. 1202 o071 02002 . 201tRBrcHm.as3s
2018 r. (*)) MNpuTtexaTenaT Ha pas3peweHnme 3a nNpo
npoumsBegeHMTeEe OT HEro nNeKkapcTBEeEHWU MNPOAYKTHMU
onpepeneHn B HapepgbaTtTa no 4n. 152, an. 1.
(5) (NpepwibBHa 6apn. 1302 o1 2012 r. -AB, cpma 4
2018 . (*))
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(6) (NpepapuniBya 6Gapn.. 21402 oT1vT 2012 r ., B cuna OT
BCAKAaAa CKAWYeHa cpefnkKka Ce CbX paaWMEBHOBAHReJHRAN NIt
npoAYyKT, AOCTaBeHO KONMYyecTBO, WUMEe N appec Ha 0

(7) (NpegwiyB,a @m. B0O02 o1 2012 1., B cuna o
pas3speweHne 3a NPOU3IBOLCTBO OCMUTHYp B a4 3T €T QIAMHEEDP 03
neKkapcTBeHNW NPOAYKTW, NoKas3alalunW HecbOoOTBeTCTBUE C

(8) (NMpegwiyB,a @m. 02 o1 2012 71 ., B cununa o
pas3peweHNne 3a NPOU3IBOACTBO € [ /BEXeNHT ef al peoO/moykkmrma
HecbOoOTBEeTCTBME C M3INWCKBaAaHMATA 3a KauvecTBO, e pu
yn. 274, an. 1.

(9) (NMpegwipkra @pmpm. 02 o1 2012 1., B CcCuna o
pas3peweHNne 3a NPOUWABOOCHBPEREWMABKENPON3IBOLCTBELE
C pa3BUMUTMEeTO Ha HOBWUTEe TexHoONOrumMumu u pas3paborTBaAH

(10) -(AHBg B & p . 12 o1t 2011 r ., B cuna-Agdr, 6GP..0
102 o1 20h2a og1, OR.01.2013 r.) B®b3 ocHOBa Ha pa
pega Ha ToO3WU paspgen, npurtexatenar MYy MOXe [Aga

Heob6xoaMMMW 3a MNPOM3IBOACTBOTO Ha JeKapCTBeHMUTE
npounswaagcTB

yn. 160a4B,( Hos. 60 oT 2011 r ., B Ccuna oOT
onpekTtTop Ha WAJl c¢cbCc 3anoBej OTHemMa U3 gajeHOTO
Hanunue ycnosBudaTta no Y. 148 W He Cca eBRasIPRAKHTMUE
onpejgeneHun nNo pepga Ha 4yn. 152.

(2) M3nbnHUTEeNHNAT AnpexKkToOop Ha AN Cbce 3

nNPOM3IBOACTBO:
1. NOoO NMUCMEHO UMCKaHe Ha nNputTexaTtensa MYy,
2. nNpu nNnpekKkpaTsBaHe Ha AgeWHoCcTWUTEe, 3a KOWUTO
3. npwu 3 anuuyassTaad eH @ eT mpcrTopeaealya ;



4 . NP CMBPT Ha-eq@mM3OWIWMEICCKHO TTOb PJT IDLBER L, .
( 3) 3anoBepgta no an. 1 mMoxe pa ce ob6xansa

Kogoekc, KaTo o6xanBaHeTo He cnupa MU3INbAHEHUETO.

Pasnea I1.

BHoc Ha nexkapcTBeHu npoaykTu (3ariu. usMm. - /AB, 6p. 102 ot 2012 r., B cuiia ot 02.01.2013 r.)
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yn. 161.-A4B1) 6(pMM3M.02 oT 2012 71 ., B cuna oT1
y6bnumka bbnanrapumua oT TpeTa AbpXaBa Ha BCUYKMNM

AYKTMWN, Mmype[gAaaKHAMIHEN HHO U3 NUTBAHE, mMorart Aga

Anyeckn numuya, permcrTpumpaHum KaTo TbpPprosuu no
yynmnum pa3peweHne 3a BHOC, MU3IpfgafgeHO OT M3NbAH
(2) 3a paga noJ/Byay vB Hpoac3, p enwetHemreo nNo an. 1 Tpa6Ba
1. (-AaBwm. 6p. 102 o1 2012 ., B C M Awaa siokto 0c2 . e0al
nmpmnumpaHo nNnuuye, KOeToOo oOoTroBapsd Ha MU3IUCKBAHMU
2 . (-\4dBm. 6p. 102 omT1T2MR2 0. 20&83cmna Cc naboj
€ecCTBOTO B CbOTBEeTCTBME C M3IUCKBaAaHMATA Ha Haf
apcTBeHUTe nNpoagykTwu, n Ha nNnekKkapcTBeHWUTEe nNp
6X0OA4AMMOTO T eBXaHHMeY, € CBK OC boobroBpeyTAC TBMUE C U3 UCKBAaHU

yn. 162. (1) 3a monyyaBaHe Ha pa3peweHNne 3 a
BNeHMe no obpasey, YTBbBPAEH OT U3INBNHUTENHMUS
(2) KbMmM 3agaBneHmatratno an. 1 ce npwu
1. (-AaBwm. 6p. 71 o1 2008 r..,-AB,cwbwpa 60 D2Z2. Q281
05.08.2011 r1.) AaHHUW 3a EpanHHuAa wvwpeHTUMhUkKat
roBckKuMg permcrTsvp, a 3a [gpyweeAwaTAa PBeBpOocep
B A-bcpTipaaBHaa nNo Cnopa3ymMeHuMueTtTo 3a EBponrelck
YyMEeHT 3a akTyanHa permcrtpaumMa nNoOo HauwmoHanNNHO
aH Ha CcboOTBeTHAaTa AObpXasBa,;
2 . (wBByw. 6p1T 220220T ., B cuna o1 02.01.201:
AYyKTn n dopmMumrte, KOMWTO WwWe Cce BHacAarT,;
3. (-pdoBn,. 6 p. 71 o1 2008 ., B cuna OT 12.
mM3IBoOaCTBO, M3 pgapeHo oT perynaTopHpP® U JMpxKraarH,
cToBepdaBal, CbOTBEeTCTBUETO Ha ycnoBmnmarTa 3a
HOoapMailK HaglKk BMBaNneHTHW Ha CcTaHpgapTtuTe Ha o6
4 . LOKYMEHTMN, C KoOMtTo <Cce yjpocToBepsaBaa 006
nmpnumpaHoTo nuuye;
5. AaHHW 3a ajppeca Ha nabopaTtTopua Ha Tepurto
NbNeH KOoONUWYecCTBEH-MANKAY @@T BBKH NBHA/TIE3 Bleale c T B
TOBEe WU nNPOBEepKW 3 a [0K ac3eBHaaH en aHpar Mknay eficeTkBaop CH .
TBEeTCTBME C MU3IUCKBaHuMATA Ha pas3peweHUNeTOo 3¢
eweHmMaTa 3a CbXpaHeHMUE,;
6 . AoOorosop, B KOWTO Cca onpepgpeneHum OTrI OBOPH
3BaHeTO @aHapifilegpama nNnpomsBOAgCTBEeHaAa nNpakTMUK
TO KBanumdpumuympaHoOTO Auye no Y. 161, an. 2,
aTo nNnunueTo No 4n. 161, an. 1 He pas3nonara Ct&t
7. L0OKYMEHTaKk3ca [IB/ gTaesHve pT, onpepgeneH B Tapwuda
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(3) (HBBaAab6bpp. 71 o1t 2008 r ., B cuna oT1 12.08
1 WAl oueHdAaBa nNnopapgeHaTa AOKYyMeHTauua “U U3
TpoONn N @omMalWEemLKPAHEeHNE Ha NeKapcTBeHU npopa:

AHAa3Ha4yYeHUW 3a KAUHMYMHO U3INUTBAHE, 3a ycTaHo
paTa npounm3BoOAgCTBeHa nNpakTmka WU Ha JobpaTta awu
(4) (NpepgwiBHp.6anl &1 2008 r ., B cumuna oT1 12.

nNPpPoOM3IBOACTBO Ca pas3nNoO/IOXeHW B TpeTa AbpxXaBa
pa3ymMeHMWe 3a B3aWMMHO nNpu3IHaBaHe Ha cepTuNdPUK:
yn.anl6é6l, npunarart KbM 3adABnNeHMWerToO agppeca Hae
apcTBeHUW NPOAYKTMN, aKTMBHWN BewecTtTBa WUNWN JleK:
MTBAaHEeE, HanmmeHOBAaHMNE, cepanvnuwe U ajpgpec Ha Yy
mM3IBoO[gCTBO, cepTunudcdmkat, ypgocToBepsaABalw CbOTBET
bXpaHeHMWEe CcbBC CcTaHpgapTwu, eKBMUBANEHTHNW Ha CT:é
mM3IBoOACTBEeHaAa NpakKTKUkKa, M MMeTo Ha KBanumdbuuyunpa
(5) (M@ae i -AB, Gm. 71 o1 2008 1., B Ccuna

NUWYHKNM OT an. 4 MAJZT m3sBbpwBa npwu Heob6Xxoaumwm
TBeTCTBMUE Ha LOKYMeHTaumarTa c ycnoBunarta 3¢
apouTEe NPOAYKTNW B AbpXaBaTa WU3IHOCUTEIN. Mpwn
msseopgcTBeHa npakTtmnka WAl wmw3ipgasBa cepTudumkar.

(6) (NMpeagvwHdBanbpsb, 7a3m@1r 2008 1., B cuna

bpwBaHe Ha nNpoB&pKaAT 8 aH& MeAT KTA0 HMO BaA/O.CUT ensqa.

(7) (NpegvwHBB,an6p.6,7wm3omr. 2008 r., B cuna 0TI
Bepka Ha MgacTO no an. 3 uaum no an. 5 3aa9BUT
yn. 21, an. 2.

yn. 163. ndivlynplsa@amr o nunye no yn. 161, an.
oboxpaBaHe Ha BCHAKa napTtupga, yoocToOoOBEepSdBaluU,
Ta AbpXaBa, He3aBUCUMO Janum NPOAYKTBHBT € nNpow
nyac HreasHapa Ha TeputopumaTtTa Ha Penybébnuka bBbnr
MyecTBEH-ManR&OMHA HXWNBHMUTE BewecTBsBa, m ca
MTBaAaHMWA U NPOBEepPKUW B CbOTBEeTCTBMUE C U3MXKBAalIl
a Ha TO3MW 3aKOH.

(2) KoratTo napTtupgparta /nekKkapcTBeH nNpPOAYKT, B
nm3Inrte no an. 1 B Apyra JAbpXaBa 4YfneHkKka w©n ce
Tupgarta, nognumMcaH OT [APYTOKBKKaBaAMPOBMEXNHAM® nalL
MTBaHMWA Ha TepumntopumartTa Ha Penyobnuka bvnrapwus
( 3) KorarTto naptumpgartTa neKxapcTBEeH npoAay«kKT €
oneckaTta oOo6WHOCT MWMa nNoAnNMCaHO chnopa3yMeHM
pa np@eeHmBoOJ@PaKkTuUKa, KBanmpuuyumpaHoTo numue us3
TupaTtTa BbB3 OCHOBAaAa Ha npuagpyxasawaTta naprtupgar
TPONHWNW M3INUTBaAaHUA Ha TepurtopumaTtTa Ha Penyobnwuck
(4) OB ,M.6Pp 84 ¢6t)2018

(5) ¢eOLBM.6p. 84 o1 2018 r. (*))

(6) {(MBM.6p. 71 oT 2008 r. ,-AB, coama &4 d4d2. D@1
(7) KBanundpmumpaHoTo nunmuye no an. 1 cbXxpaH4aBa
apCcCTBEeH -Map/okKpop Kbm HMa M a9 npepgcTaBsa NPWU NOUCKBAEF
(8) TMNMpuTtexaTenaTtT Ha pa3peweHMWe 3a BHOC OCWUT
erngaHe oOfT nasapa Ha /NneKxapcTBeHM npoAYKTMWN,
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(9) MNpuTHaKapgeIIMagWwWeHNe 3a BHOC e ANbXeH pga 6
KTwW, nokasanm HecbOoOTBEeTCTBMUE C M3MUWCKBAHMU
6ata no un. 274, an. 1.
(10) -@aB3 mbp. 12 o1t 2011 ., B TEenmMa om.08.6M2
ce npumnaraTtT M NO OTHOWEHWE Ha NpuUuTexarTenwu
(11) MNpuTexaTenaT Ha pas3peweHne 3a BHOC ocCwMu
2, T. 1 HeobOGXOAUMUTE YyCNOBMUSA 30aMd9BAN BI/EHBaAHA
TPONHNWTE OoOpraHunM nNpu HerosaTa NpoOMSAHa.
(12) Mpwu obpasyBaHe H a agMMUWHMNCTpPAaTUBHOHAK
bpWeHNW NpPU MU3INDbBAHEHMETO Ha 3ajgbiXeHMATaa Ha
TexaTens H a pas3pe& WeHIIceTTpce HB a BBE@KMEHHO KBasnmn.:
XHOCTTa.

a
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N B

Un. 163dB, (Bes 12 o1 2011 1., B cuna oT1T 08
BAHOTWNW WU HepgocTaTbuwWm B nNpepgcTaBeHaTa [OKYME.L:
MEHW .yKasaHMUA4

(2) B cnyyvyawnmnte no an. 1 CpoOK®BT no 4n. 16 <4
yMeHTaumartTa B CbOTBEeTCTBME C MU3IUCKBaAHWMUATAaA.

Yyn. 164. (1) MN3SNbAHWUTEeNHUAT pUpekTop Ha WAT
fJaTaTa Ha nojpaBaAaHel@ad BAABMeERARWBWMPAHAO @TKa3Ba
(2) OTkas3bT no an. 1 nopnexm Ha oO0b6BXanBaHe
eKc.

( 3) PaspeweHnetrTo 3a BHOC Cce wu3pgpaBa camMo 3
AYKTWNW, TexXxXHWNW dopMn akKkTHNBKAPBERIEKABAPOLBKAT M,0
KANTMWHMYHO M3NmMmTBaHe, U 3a nNomMeweHMmdATa, KbAeToO
(4) Pas3peweHMeTO 3a BHOC e 6e3CpPoOYHO.

yn. 165. (1) Mpunrtexatenart Ha pas3peweHwne 3:;
B/NleHIP®O MAMIME H a:

1. nmuyeTo No un 161, an. 2, T. 1;

2 . (-vd3Bv. 6 p. 102 o1 2012 7., B cuna oT1 02.
MHUTeEe, 3a KOMWTO e u3jgapeHoOo pa3peweHMeTo 3a BH
3. agpeca Ha nab6bopaTtopusaTa no 4n. 161, an.

4 . cCbpebOHaITwa pea UTBPr oseuya.

(2) KbM 3aaBneHumeTo no an. 1 ce npunaratTt pfgo
apep6baTta no un. 152.

yn. 166. (1) Mpun wmn3IpaBaHe Ha pas3peweHNerTO,
nopeapbunrte Ha Yyn3pgaBadHeRaTMYyCPOKDBT 3 a

1. B cnNnyyanTte no uymo ULH5,HAN. 1, T. 1, 2 n
2. B Clnydyauwte n-@goysB.0 IlJpGs5,. an. 1, T1. 3

(2) KoratTo npomMdaHaTa nNoO 4n. 165, an. 1, T .
bpwBa NpoBepkKa Ha MACTO. aB. 143 TCNRYUHETMUNE@AROIG



npoBepkKkarTa.
(3) Pas3xogutTe NO M3IBBbBPWBAaHE Ha NpoBepkKa Ha
(4) 3a M3BbBPWBAaAaHEe Ha nNpoBepKa Ha MACTO nNo
onpepenedH B Tdpwundata 2no 4.

yn. 167. (1) VW3snmbnNnHUMUTenNnHaTa areHuuAa nNno neka
mM3papeHNTe pas3pewleHMsa 3a BHOC, KOMNTO CcbAabpXa:

1. HoMep M fgaTa Ha pas3peweHMeTo 3a BHOC,;

2 . HanMMeHOBAaAHMeEeE, cefanvnuwe M ajygpP&COHPaypeaerAH
BHOC;

3. appec Ha noMeweHMATaAa 3a KOHTPON U CbXpaH

4 . (-vI3Bv. 6 p. 102 o1 2012 1., B cumna oT1 02.
hbopmMutTe, 3a KOMTO € NONyyeHO pas3peweHNnerToO,;

5. mnmMme Ha naygeanao.n@, ym. 16

6. paTa Ha 3a/JimMmyaBaHe OT permcrTtbpa Ha paspe

(2) [AaHHWU OT per nccrppauvHiaa THAJD Nav KWwHTAETP HeaT .

Pazgea II1.
IIpou3BoaCTBO, BHOC M THProBUs Ha eapo ¢ akTuBHU BemectBa (Hos - /IB, 0p. 102 ot 2012 1., B
cuiaa ot 02.01.2013 r.)

Un. 167d4B, (@ 102 oT 2012 r ., B cumna oT1 O
AP0 C aKTWUBHW BewecTBa MoOoraTtT AgJa WU3IBbBP LW
mpa-t

:
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n KaTao TBHBPr osumn no 3aKoHOgaTencTBOT
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Un. 167640B,( Hom. 102 o1 2012 ., aB BCwWMg&Bane
permnmcTtbpa no 4n. 167r 3aaBunutenaTt nopgasa B WA 3
ounwpekTop Ha WAN, KoOeToO CbAabpXxa:

1. nme, cepannuwe MU appec Ha ynpaBneHue Ha n

2. CNUWCBHBK HA aAQKTUWUBHUTE BOUWBBEKAATKOAMWMO T THET T §

3. penHOoOCTMUTE, KOMTO nNnunuetTo nNo 4Yn. 167a we

4 . agpec Ha MnNomMeweHMATaAa WU [JaHHKU 3a TexHU\y
AenHocTTa Ha nNnumuyaTta nNno 4yn. 167a.

(2) KbM 3aga9BneHunmeTo no an. 1 ce npuwnarart:

1. fgaHHKW 3aTk@wmHawmmo Mo HKOJ4 Ha Tbproseya, a
B AbpXaB-ggoK/yeMekHar 3 a akKTyanHa peruvmcrtpayuma no Ha
OT KOMNeTeHTEeH oOopraH Ha CcboTBeTHaTa AbpXxXaBa;

2 . OOKYMeHT 3a nNnaTtTeHa TakKca no 4. 21, an.

(3) B €@ogHM OT NocCcTbNBaAaHe Ha 3adBNeHUMeTOo W
OCHOBAa Ha OLeHKa Ha pucka:

1. BnNnmMmcea nNnunyetTo no 4n. l167a B perunmcrtbpa no
2. yBeagomMaBa 3a pgaTaTa Ha UW3IBbLbpUWBaeECHaWRHAO
ycnoseumaTtTa 3a U3IBbPWBAaHE Ha AeMWNHOCTMUTEe NO 4. 1
npakTunKka no 4n. 152, an. 1 n Ha Job6bpute AUNCTPpPUEG

(4) KorarTto B pes3ynrtar Ha AMHycerkaHmwssma CMboO T a8
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MckKkBaHMAaTa Ha JobpaTa nNpouM3IBOACTBEHAaAa NpakTMUKaZ

AKTUMWKWN HaAa aKTWBHW BewecTBa NO 4i. 198, TA BNV
epomMmdaBa.
(5) PasxoauTe Ba WMBBMHLPHUBWASHT A NOo ain. 3, T . 2
(6) 3a uM3IBbBpPWBAHE Ha WMUHcNneKumaTa no an. 3,
pepeneH B TapudaTta no 4n. 21, an. 2.
(7) B cnyyaumute no an. 3, T. 1 un BABadfeameo
cnejgp BnuMmceaHeTOoO B permcrtsbpa no uyn. 167rT
yn. l167-AB, (Blpe 102 o1 2012 r ., B cuna o1 02
3 NAN He yBeagomu, ye we 6bpge M3IBbpPpLWEHa

bUWeCTBSARAMHOTTT THA [

Un. 167+-40B, ( Hoops. 102 o1 2012 r ., B cwuna ofT
eHuUMAa No nNnNekapcTBarta BOAUW Nyo6/AAMyYeH perunmcTbp
eapo C aKTUMUBHWW BeuwecrTBa, KOMWTO CbAaobPpXa:

1. nme, cejRANYURPD B AEPIELE Ha NUNLEeTO NO Yi. 1

2. CNMWCBHBK HaAa aKTMWBHUTEe BewecrTsBa, KOMWTO Cce B

3. penHOoOCTMUTE, KOMTO nunuetTo nNo 4Yn. 167a we

4. appec Ha nNnoMeuweHUMATa, B KOMTO Ce nU3IBbBpLWA

5. 3abennexXxkun noeBOwmBaHMUTe o06CcTOAT

(2) M3nbnHUTeEenNnHarTa aredHuymns no neKxapcTtBarTa
bopmMauywnsa 3 a peruvcTpupaHurTe BHocCcuTtenu, npowus
wecrTBa.

yn. 167-g4.B, ( Hhpe 102 oTv 2012 1., B nowu yHan . 0 71 60
fJaBa B MAT exeropgHo po 31 aHyapw yBeaAOM/EHMU
mMcaHa B permcrTbpa nNno 4. 167r

(2) Mpwu HacTbhnBAaHE Ha NPOMEHM, KOWTO MOT a
30NacHOCTTAa Ha akKT W B H3MBIeeX MBaeTue CBTHBaac, 1 TK OMUTMO  pcae3 I
yn 167a yBegomaBa WA/l He3zabaBHO.

yn. 167e.-4Bl) 6pHoda 02 oT 2012 1., B cuna o0
0OCBHT M TbprosemaTa Ha efnpo € aKTWUBHWU BewecrT
MYUMTENHO HaAa akKTWBHW BewecTBa, npegHas3HavYeHU

Jo6paTa npoum3BoOACTBEeHaA NpakTuka M Job6bpute AUCTP

O

n

p

(2) BHocuTenuTe MOraT fJa BHaCAaT aKTWUBHBW BeL,
1. aAaKTWBHMUTEe BewecTBaAa Cca 6uMNM nNpounsBeeHM
oM3IBOACTBEHA MNpaMamK@, e KBDWH @/ eCHAaT HMaliHa Yy CcTaHoOo

b3, n

(0]

p

2. (B cuna oT 02.07.2013 r.) AKTUBHUTE
BPBXAEHNEe OT KOMNEeTeHTHWSs opraH Ha [AbpxaBaTa WU

a) CTaHpapTuTe 3 a Ao6pa npomMsBOACTBEHa A n
OMN3BOACTBO Ha W3HeCeHUW-Ma/IKETREBMB@BRETABAaAHATC

EBponeihnckunusa Ccblo3;
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6) CbHLOTHEKHMWSBTA GIPOM3IBOALCTBO NOANEXW Ha pepj

bekTMBHO Job6bpaTa nNnpoumusBOACTBEHA MNpakKkTuWkKa, K a
HCNnekKLWMU, C LeN rapaHTUpaHe 3VaAKIXWA P alBadH 0C T neidHTAl
Bponeswyuna MU

B ) B ChNyyaWh Ha KOHCTaTuUupaHO Hecnas3BaHe Ha
Hpopmumpa HezabaBHO WAI.
(3) (B cmna o1t 02.07.2013 r1.) M3nmckBaHeTO

3HocunMTen e BKNwyeHa B cnnoOtkd83nh&Oun. 1116 oT1 [
yn. 167-4B, (s 102 o1 2012 1., B cuna o1 02
Heob6bxoaguMumo fJa Cce OCUTrypu HanumuymeTo Ha nekap
KTUBHOTO BewecTtTBO 63 NUCMEHOTO RAOBBbLEEMEHIHET
poka Ha BanumpHocT Ha cepTudpukata 3a Jobpa n
pom3IBOACTBO Ha AakKTWBHO BewecTBO B AbpxXaBaTa |
praH Ha pAbpXaBa UYUJ/leHKa WHLENNWMCTTaHMWBRHO OB HPEC TG
pomsBOACTBEHaAa NpakKTKUKa.

(2) B cnyuyante no an. 1 WAN yBepomaBa EBpon

Yyn. 16734B,( Hos. 102 o1 2012 1., B Ccuna o0T
aspeweHnda 3a NPOU3IBOACTBINDLDBKANBANTEEAHIOO TRBME T
e cmMgaTaT 3a npowusBoguTenunm nNno cMmcwvrna Ha 8§ 13,
awmTta Ha noTpebutennte U HOCSAT OTrTroBOpPHOCT 3
penpBunageHa B Her 0.

I'naBa mecra.
OITAKOBKH U JIMCTOBKUN HA JIEKAPCTBEHU NPOAYKTHU

yn. 168. (1) OnakoBKaTa Ha /nexKxapcTBeH npopj
nakoBKa M OT NuMcrtoBKa 3a NauuvmeHTa.

(2) -ABwm. 6p. 61 oT 2011 r., B cuna oOT 10.
€ K ap CnmpBOeMHYMK T ” , CbobpXawnm BewecTBaA, mMocCOYeHUN B
OHTPON BBPXY HAPKOTWMYHMNTE BewecTBa U MNpPpeKypcoO
eHTNW, a BTOpPpMYHATA ONaKOBKAaA Ha JekKkapc mee mw .n p3c
n. 2, T . 3 oT 3aKoOHa 3a KOHTPO/ BBPUBEHETPKHOT I
nakoBKaTa 3aAbNXWTenNnHO CbAobPpXa YyKasaHMUe, ye
neymanHoO JeKapcKO npepgpnunmcaHue.

(3) €mMBMm. 6p. 102, o QwA& oT 21.12.2012 7r1.)
poAyKTW, BK/TIHUYEHMN B cnuMmcobkKa no . 23 oT Pe
apnameHrt m Ha CbBerTa, cCbaobpXa uWHPopMaumsa Cbec
oonexun Ha p[go nmmmmménHMpmm6anCTa ce nocTtaB4da 3
3, napakR eramga e (EO) Ne 726/ 2004 Ha EBponenckwu
T ob6AacHUTEenNH benexka.

a
(4) ¢MB,mM.O6p. 102 o1 2012 1., B CmMeX a@T TBEHMN
ce

POAYKTMU BK/NwYBa <CcTaHpgapTeH TeKCcT, C KOWTO
egUNLUUNHCKNTE cneyumanumcTu nnun ONpPEeEKTHDO H a NnA-N
eakuyuma cbrnacHo ob6bpas3yuumrte nNo 4n. 185, an. 2, T



(5) Korartwsa/re KNg@OCATYKETH Ce pas3pewaBa 3a ynoTpe
Bvnrapwasa, BbpXY BTOpPpMUYHATa MYy onakoBKa ce no
peunmknupaHe cbrnacHo 3akKkoHa 3a ynpaBraeHUWue Ha OT

(6) Kor aTt oM fi/Te KnappocATyBKETH C € pas3 pewaBa 3a ynoTp

BTOpMYHAaTa oONakKkoOoBKa, nexkapcTtTBeHaTa d@opma UM Cb|
eAuMWHMULAa ce m3numcea MU ¢ bpavnosBa a3byka.

(7) WMW3ImckBaHMgaTa Ha an. 6 He cpeo Anyxwma rea 16 03na
onakKkoBKMW®.

(8) (HBBabp. 102 o1t 2012 r ., B cuna ot 21.1
aK0oO HAMaBBPAKFBA BbPBMYHATA ONakoOBKa Ha J/eKkapcTsB
pagnodcgapmayeBTmnuUmMm, Cce HaHacarT:

1. MHAnNBUARYBADHBEKaAaWM@HeEeH Oener 3a nNnokKkasaTenun:
Bb3MOXHOCT Tbprosuyumrte Ha egpo M pgpebHO pga:

a) npoBepsaBaT aBTEeHTMYHOCTTAa Ha NeKkapcTBeHMN

6) mpeHtTudpuyumnmpat OTAEHU ONakKoOBKM,

2 . cpepgcTtBO, C KOeTO fjfga Ce UBSBKHPLEBTAB ENHWSB €Ip
AJann e 6una noagnpasBeHa.

Un. 168d4B, (Bes 102 o1 2012 71 ., B cuna oT1 2
neKkapcTBEeEH npoayxkrT, KOWTO Cce oTnyckKa no nekKapfg
6es3onacHOCT noc ymskKkJs/llbBeHMaen . Ha8,cnyvyaunrte, B Kowu
BKANWYEH B cnNuMcbka, onpepgeneH oT EBponenckaTta KO

(2) Bbpxy onakoBKaTa Ha nekKkapcTBEeH NpoOagykKkT,
He Ce HaHacCAaTOem®WKaAXHOEL/TU NPa 4 N. 168, an. 8, C
neKkapcTBEeHUWAT NPOLYKT € BKNKWYEeH B CcCNuUuCbKa, ONpE
no 4n. 1686, cneg KaTtTo € OULEeHeH, ye e U3 /M10XeH H

(3) WV3nbnHWNTHA NMHoA T/Ae KaarpecHTuBMa T a yBepgomMaBa EBpor

1. 3a NnNeKapcTBeHMUWU MNPOAYKTMHU, KOMTo Cce oTnyc
ycTaHoBMula, 4Ye cbwecTtTBYyBa pPUCK OT dGanwndpuuympatHe

2. 3a neKkapcTBeHM npoAaykKTM®N, 3 a KOWNToO e y
hbanwunpmuyumnpaHe, NpuM OTUYMTAaHe Ha CNejgHWUTE KpPpUTepwu

a) yueHa M obemM Ha npojgaxbwmwtTe Ha /neKapcCcTBEeHM

6) O6poM M YyecTOTa Ha cnydvaunm Ha dGanwnmdpuyupal

pamMKkunrte Ha EBponeMckusa CbHBHW3 U BCT@EEA UH & bIPOKABMHH 1
McTopuyeckKkun nnanadH,;

B) cneuyunm@PpuuHuMm XapakKTepuUCTUKNW HAa CHBOTBETHMUTE

ry TexecT Ha 3abonaBaHuMATa, UYMeTO NeyvyeHUe C

A) ApyruMm nNoTeHUMANHW puUCKOBe 3a ob6WeCTBEHOT

Un. 168-4B, ( Hps 102, o @wWA2 oT 21.12.2012
nokasaTenurte 3 a 6es3zonacHOCT no yn. 168, an.
peneruvpaHnTe aKkKToBe nNo 4yneH 54a, naparpad¢ 2 o0T

(2) MNokasaTenutTe 3a 6e3T001 aced OXaK HEB &Te unapceTMia
OCBEH akKo ca M3NbJ/IHEHW CcNnefpHUTe YyCNOBMUSA:

1. npurtexaTtenar Ha pa3peweHMeTOo 3a MNPOU3BACA
npeMaxHe UWUOIW 3aKpue noKkasaTenumTte 3a 6e3o0nacHO
npoAyKGH®BMNW@BH W [Jasinm He e 6N noagnpasBeH,;



2. nNpuntexaTendaTtT Ha pas3peweHnMme 3a npomsBoAacCT
8 MO Xe Aa 3aMeHMu nokasaTenuTtTe 3a 6e3onacHOCT
BbB3MOXHOCTTa 3 a rapaHTuparnedpuka yesT&@HTMMYBOATY
fJOoOKa3aTencrtBa 3a nNoagnpaBsHEeTO Ha NnNeKkapcTBeHMUSa 0
(3) MNokaszaTenmte 3a 6e3onacHOCT ce cMsaTaT 3

1. oTroBapsaT Ha M3UCKBaHMATA, onNnpepjgesneHN B
oT AupekTUHED,2M01/ 83
2 . ca Cbuwo ToOnNkKoBa e€e®MeKTuUuBHU, KaTo Nno3BO.J

mnopeHTnpmKkayumarTa Ha JeKapcTBeHWUTe NpPOAYKTW U OC
nMm.

(4) 3amMaHarTa no an. 2, T . 2 ce M3 BbPABaA,
nekapcTBeHMUSH npoAaykKT " B CboTBEeTCTBMUE C LJo6pa
nNPoOAaYKTMWN.

(5) NM3nbnHMWTEeNnHarTa areHumns n o nexapcrTtBarTa
nokas3aTenunrte 3a 6e3o0nacHOCT.

Un. 1609. (1) MH bopMauymBa T/aM CBrOBXXYa T @ N aHKao BJK EeNKT &
TpabBa fga e B NbNHO CbOTBEeTCTBME C fJaHHUTe B K
MANT npm wm3pgpaBaHe Ha pas3peweHMeTo 3a ynoTpeba,
Hapepgbata no 4yn. 170.

(2) NMH chboap MBablpuxsslyT onakKoOBKWUTeEe MU B /NAMCTOBKaAaTtTa M
agabNXNTeEenHoO epnHuMmaT Tpab6bsa fga e 6bArapckmum esn
es3numn TpAaAbGBA fAa € ULEeHTUYHO.

( 3) HavmMmeHOBaAaHMETO Ha /NeKapCTBEHUWSODMPApRYKW
K, a MeXpyHapoOAHOTO HenaTeHTHO HauMMeHOBAaAHM
6pas3HO-T AHATOMOMW MG aT a Knacundgpumkayma H a C30.
Te

w

(@]
o
o

npwu XaTena Ha pa3peweHMeTo 3a ynortpeba Moxe pfa
(4) pMmapognaTtTa BBPXY ONaKOBKMUTE U B JIMCTOBKMUT
e3sunkKk, pJa e 4yeT/nAmBa W pfa e He3anNnumyumma.
(5) ¢¢HMHB,Batbp. 18 o1t 2014 r.) /NmncTtoBKaTa Tpabl
AcHa u pa3bupaema, KaTo npegBepnema HAHa/X@LMBIHT
Heob6bxoaMmmocT, C nNomMowra Ha MegUWUWHCKW chneymanmnc

Un. 170. (1) (NpepfiBeH 6pekdD2H®dTYRO01270 ., E
M3nmckBaHMATAa KbM ONakKOBKWUTE U NUCT O BIAKTU TBE HHaap espeodk
MUHUCTBHBPaAa Ha 3ppaBeonas3BaHeEeTO.

(2) (-HBBabp. 102 o1 2012 . ,-OB, clepa 48 1.
KoratTo nekapcTBeH nNpoAagykT, pa3peweH 3a ynoTtpeb
OVpeKTHa pJocCcCmaakKkaiMmaHBaBMme@anumyeH Ha nasapa B P
pas3pewn ynotTpebaTtTa MYy, KOrartTo HSASKOW OT AJaHHMUTEe,
BbpXY OnNnakoBKaTa uMunNnuMm B NAucToOBKATa.

( 3) (-HllBBg a 6 p. 102 oT 2012 r.B @nycira/mar e 0 M 0 2

MHPOpMaumMmaTa BBPXY ONakKOBKWUTEe MU B JMcCcTOBKaAaTa M
€3 nK.

(4) (BHBBabp. 102 o1 2012 7., B cumna oT1 21.1
Ha NnNeKapcTBeHWUWTEe nNpoagykamem@amBaar.n® wr. ohP&.agensar
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I'naBa cenma.
KIIACHO®UKANUSA HA JTEKAPCTBEHUTE INTPOJAYKTH

yn. 171. (1) B 3aBumcummMocT oT HauyuHa Ha
acmpunuyumpart KaToO:

1. nexapcTBeHUWU NPOAYKTMU, OTNYyCKaHU nNno nekKkap

2. J1eKapcT B ETHNMy CnKkpaoHony K6tems, sfoe Kk apCcK O npegnucaHy

(2) c4OB8npn. 6p. 71 o1 2008 1., B cumuna ofT 12.
KapcTBEeEH npoaoyKT ce onpepgensd oT NnAIN B pasp
rmcrTpauyma AW paspeweHvVvaepoTBAHMBPRAPE@OYHT BH® C
nyénumka bbnrapwuasa.

( 3) NfTnyueTtTo no un. 26, an. 1 nmocouyBa pexwunme
AB/NEeHNEeETO 3 a pa3speweHwune 3a ynotTpebal/ yaocCcTOE
3peweHNeT O 3a oygiHOTBPseBOaAH eNT/Ion MIYp.U 1

Yn. 172. NNekapcTBeHNTEe NpoAYKTU NO 4. 171,

1. nekKkapcTBEeHUWU NPOAYKTW C OrpaHM4YeHO nNnekKkapec
MO B HSAKOM cneuymanmiaumpaHumw obnacrTtTwu,;

2. /NeKapcTB-OHLKTPpHMBYKMELLNANTHO NeKapcKo npeagj

3. neKxkapcTBeHNW MNPOAYKTMWUW 3a MHOTOKpPaAaTHO uUAaMK
KapcKko npepgnumcaHumMe.

Yn. 173. Mo nNnekapcko npegnmcaHuwe ce oOoTnNyckKa
eAHNTEe U3IUCKBaAaHWMA:

l.orvaT pfa npepgcTaBngBaT nNpdakKa WUNUW KoOCBeHa
aBMnNHa ynoTtTpeba, ako ce npumnaraTt 6e3 MegUWUMHC

2. yecrToO n MHOT O WM pokKOo ce npumnarart Henpa
egcTaBnNngaBaT onaxcoeHmamTa;3a 34paBeToO Ha

3. cCbobpXaT BeuwecrTBa, YNATO aKTMUBHOCT WU/ nni
cnepgBawo AONBAHWUTENHO NpPOy4yYBaAHE,

4. O06MKHOBEeHO Cce npepgnuceBaT OT nNnekap 3a nap

Un. 174. NNexkapcTBeHNTE NPOAYKTMPEMOHMTAKMNTE , Ha

ropapAart H a HAKOE

1

2 .

npuM HenpaBWUANHA

oT

c

BeapaTt AO fnekapcTBeHa
CbaobpXar HOBMU
BECTHMW U nNnopajgwm
KapcTBeHW nNpopayek

3.

yn.

rosBapart H a HAKOE

1

OrpaHuMn4dYeHmNn

TWHU

oT
ca

no

c
3 a

negHuWTe yYyCnoBMuSA:
ChbAbBPXAaT HaAaPKOTMWUYHWU BelUwecTBaA
wmecTtBAa WU NpekKypcopurte

B KOlum4yecTBa,
ynoTpe 6nae HMoprvactk  foar

no CMMUCDNa

3aBuUCUMMOCT MAKU p[a
nekKkapcTBeHMU
Taswu

nNPpMUYNHa c
T . 2.

175. NlexkapcTBeHNTE NpoAoYKTMN

nNnPpMMNTOXeHNE

AONYCTMWNMMU

C3w130yarn,

ce

BewecrTBa,
npeB pyMAFT KA

n 3T
4yn

nognexart H a
negHMNTe e ycnoBwua4da:

cawmMo

B

60 NnH



=k

I

W I =< O
Q9 » 30T

(¢

oTpebpammMnapec Ha obuUeCcCTBEHOTO 3apasBe,;

2. npefHas3HauyYyeHW ca 3a JevyeHuWe Ha ©6GonectT
arHocTMuUMpPAaHUN camMo B /nevyebBHUWTE 3aBepgeHUSN, He
Xofda Ha NeyeHWUETO MOXe pP/A®B HMe 3@BRPEHVMBEFIB AT U
3. npeapHasHayYeHW ca 3a /NeuvueHmMme Ha ambynart

eagun3BunkKa cepunosHMNU HeXeJ/lTaHMW" nexKkapcTBEHMU peacxlu
6ﬂl0,U,EHI/Ie no Bpewme Ha /ne4dyeHumertTo.

Yn. 176. (1) M3nbnHenKrEepiHag aT aar eHXxe aga oHe 0
ABUTEenNda no 4n. 26, an. 1 peXxMmMm Ha oTnyckKaHe H
1. MakKcumManHarta eaoMNHNYHaA 403 a, MaKCcuMalsnHart

wecTBO B effHa [JomemBaT & fjdemMmea, CCiIre«lpppguwyeH BN A
npoagykTta, wnl/l nnwn

2. Apyrm cneumnmdpunuHm ycnoswma Ha ynoTpeba.
(2) M3snbnHUTEenHaTtTa aredHuunMma nNo nNnekKkapcTBarTa
KapcTBeHMUA npoAayYyKT no yn. 17127,4 wo 1c/iBr narcpHe

=

apcTBEHMUAT NPoOoAYKT ce Knacudunmumpa KaTo npoay

Un. 177. NNekapcTBEeHNTE NpPOAYKTMU, KONTO He
5 M Ha Kputepuunte, onNpepeaecomVMnBcHape@@OATAECKNDP

Un. 178. Kpurtepunte 3a Knacumdpumkaumsa Ha ek
ymMmeHTayumnarta 3a M3BbpWBAHE Ha npoMsaHa B K 1.
mMctTbpa Ha 3apaBeonas3BaHeTOoO.

I X

yn. 179 . nHuIN)e nlAaAaM® areHumMs nNo JeKkaptpaBamBaaN:
B MHTEepHeT CNWUCBK Ha J1ekKapCnroB e/HMKTap CrKPoo ANy X er mn,
punrtopmaTta Ha Penyo6bnuka bvbnanrapwuasa.

(2) CnucbKkbBT no an. 1 ce aKkTyanmsaumpa exerop

yn. 180. Mpwn Hanmuume Ha HOBW [JaHHW 3a nNnek
peweHuMne 3a ynoTtTpeba AN yaoCcCpdIBERpPEHRMEB, 3a& I
6xoanmo, npoMeHA Knacwudpumkaumartra CcbrnacHOoO "3\
apep6baTta no un. 178.

I o Ww

Yn. 181. B cnyuyanrte, KoraTtTo e pas3speuweHa npo
OAYKT BbB3 OCHORpaEAKANBHWAHUTAMMN KANHUYHU U3TUT
M nNnpuTtexartTesq Ha pa3peweHune 3a ynoTtTpeba He MO

pa3speweHnMeTo 3a NPOMAHaAa, m3papeHo OT perynat
ABNepoeAada mMa Knmacum@pumkaumarTa Ha CHbHBWOTO Bewecrt

Un. 182. M3nbnHMTEeNHATa areHuunsa n o nexapecrt
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M perynaTtTopHUTeEe opraHM Ha ApyruTte AObpXK:

T'1aBa ocma.
MNPOCJIEASABAHE HA JIEKAPCTBEHATA BE3OINIACHOCT

Paznea 1.
OO01u nmoso:xenus (Hos - /IB, 6p. 102 ot 2012 1., B cuia ot 21.12.2012 r.)

yn. 18 3-.4B( N 36m.. 102 o1 2012 r ., B cumna oOT

Hu WA No nNexKkapcTBaTa oOpraHumsIunm@aenm HAEO MEKEPE T
onacHOCT 3a MW3NbNHeHWEe Ha 3afAbNXeHuUuATaAa NOo Ta
(2) CunctematTa no an. 1 ce mM3nonsBa 3a CbbowU
apcTBeHUTe NPOAYKTM 3a 3A4paBeToOo Ha nauuneHTV
BamabuweHnMa 3a HexeslaHW nNekKkapcTBeHWU peakuyuunwm

TBeTCTBME C YyTBbpAeHaTa KpaTkKka XapakTtepwucrtT
oTpeoba, KOATO He e B CbOTBEeTCTBMUE c YyTBbBP/
nMoMe NTHO WMHGpoOopMayumMmsa 3a HexeNnaHW nekKkapcTBeHMUW p
opecmMoOHaAanNHMU 3apgbNXeHMUSA.

(3) M3nbnHuTenHarta areHuyuwns no nekapcTtBarTa
bopmMaumnmarTa no an. 2, npaswu HayudyeH eakKanunna
3MOXHOCTMNUTEe 3a HamMannsaABaHe W nNpepoTBpaTABaHe |

OTHOWEHMWE Ha pas3peweHnmeTo 3a ynoTpeba Ha necx

(4) WVW3snbnNnHuUTenHaTtTa aredHuyumsas no nekKkapcTtTBarta v
emBIe L OAMHM M3Npawa Ha EBponennckaTtTa KoMumcusa ac

(5) M3nbnHuTenHaTa areHuma no nexKkapcTBaTa I

D

O X =X

yecTBO, 3a pa ocurypm cboTBeTCTBMUE Ha <cucrTe
HUMaMMBMTT&K BaHMA 3a cmcrtemaTta NO KayecTBO ce O
520/ 2012.

Un. 184-[4B( N36wp.. 102 o1 2012 ., B cuna oOT

eynmanmcTtTun ca ANDBXHW Ja cbobwaBaT HegJNOGTPpeH@a HWma
MAJT 3a BCAKa nojgo3unMpaHa Ccepumo3Ha HexenaHa

MCKBaHe pfOoONbNHUTEe/NNHa WHGOpMayumMa OT nNnpocsepnsasa
(2) MaumeHTUTeEe MOraTtT pga cbobwaBaT HexenaHwu

MegunumnuearkwmenmncTtTumn unnaum Ha WAIJ.

- -

QT T

r

( 3) B cnyuyaumuTte no an. 1 n 2, KOrarto Cbo 6 e
oayKT, npepgnucadt, pa3npocTpaHeH wWUAuXMW nNpopgaBatH
fs6Ba ACHO Aga 6bae NAOEHTUNDULO PRAYW WOWME ChbODalp T e mqH
3M MHPpopmMauma pa 6bAEe nNnpepocTaBeHa nNpwu [AO0NMbBAH

Yn. 185-.40B( N 36m.. 102 or 2012 r ., B CcCuna oOT
eHUMA NOoO nekapcTBaTtTa NOLADBP X CHEBLLWHMNH aAIJPEOH], Y IK H TUE
EBponenckunma MHTepHeT noprtan 3a NnNekapcTBeHUTE

(2) W3snvbnHuTenHatTa areHuUumMda nNO JieKapecwas/akroa

nepgHaTtTa MHPoOpMaLUWMSA:
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1. NYyOGANMUHMUTE OLEHDBDY.HNU2 OO KTNneaxagHn Tneo pHen3. 1o Me3T, a ;a

2. KpaTKuWTe XapakKTepuUCTWUKNW HaAa NPOAYKTUTE U

3. pe3tMe Ha nNNnaHoBeTe 3a ynpaB/eHWUEe Ha pwuc
noTpeb6a Ha TeputopumusaTa Ha Penyb6nuka bBbnrapwus;

4 . o6pa3umMm Ha CTaHfapDHKIAPEBAKUE GO P MYyNIOSIPOM3 U P |

eKapcTBEeHM peakxkumnmu 0T MeaAUWLULUHCKMNU cneymanumcTu
3MmckBaHnataPemrnamemT 26EO) N 726/ 2004 Ha EBpone
5. akKTyanusmpaH CNUWCBHBKW HAO NNerRapcPBe HWT eP emp
26/ 2004 Ha EBponennckunua napnameHT M Ha CbBerTa,;
6 . CbobuWwWeHwusa, npefgocCcTasBsaLWwu MHPoOopMauwuA Ha
THOCHO 6e3o0onacHocTTa OT ynoTtpebaTtTa Ha pJpajeH ne
7. yKasaHW®Ms4a 3a BCMWWKM CHaOWwWHaB ame GoP MImopanos3
eKapcTBeHMW peakKkumm OT MegJUUUHCKU cneymanumcTun u

Un. 1864B( Mo m. 102 o1 2012 r ., B cuMuna oT1T 2
O NekKkapcTBaTa W3IBbBPWBA CcNepgHUTenyewanwBTHa3aas;d
enybébnuka bbnrapwuna:

1. MOHMUTOPUHTI Ha pes3ynrtarta OT MepKuTtTe 3a H
bAOBbBPpXawWnm ce B NsaHa 3a ynpaBfneHUWe Ha puUCKa,;

2. MOHUTOPUHI Ha pes3ynrtaTta OT U3INBbBNHEeHWETO

3. oupeHABaHe aKkTyanms3aumsaTa Ha cumcrtemaTtTa 3a

4 . MOHUTOPMUHT Ha 6aszaTtTa pgaHHW " EudraVigila

PernameHTt ( EO) No 726/ 2004 Ha EBponeihckwuda naphnmn
poMAaHa \BCbBaHB®EBIEHNW M 3a NpPpoOMAHA B CbOTHOWEHMUWETO

Un. 187-.40B( N 36m.. 102 o1t 2012 r ., B cumna o0fT
redHyms no nekapcTtBaTa WUHopmupa EBponennckarta
aspeweHne 3a ymodwew@aHep NH a1 AECMHI HalKn 3a HOBWU |
CTaHOBEHWTEe puUCKOBEe, UAUMW NPU NPOMAHA Ha CHBOTHO

(2) KomMurteTdbT nNno 4n. 56 a, an. 1, T. 1 aHani
OBMW pUCKOBRHR/ITBbBaBBEpPOMYCTAaAaHOBEHMUTE WU 3a NPpPOMA

( 3) KorarTto KoMunrtertTsbT no yn. 56a, an. 1,
oopagauMHauMmMoHHaTa Tpyna no 4. 77, an. 2 nNnunm cb
yMaHHa y3nroorTpeestb ac TMaHoB MU We 3a perynatTopHUWU [encrTas
notTpeba B paMKWTe Ha T pahunk, CbCTaBeH B CbOTBE

(4) M3nbnHMTenHatTa areHumMa nNo nNnexKkapcTBarTa
OOPFPAUMOHHATaAa T pyna no 4n. 77, an. 2 nnu B pe.
/ Mmnn OKOHYaATEeNHUW MepkKUu.

yn. 188-.40B( N 36m.. 102 oT 2012 r. , B cumna oT
reHyumsa nNo fnekapcTBaTa WH@Op MmcpTas aEreap, 0 npeeiir cyksiaartao p
a jgpyrunte ObpXaswu YNeHKN -wmankompo2ndeic&a@aaanpemiun
bobwaBaHe Ha WUHPoOopMauMsa OTHOCHO oONnaceHWSd, CBb
eKapcTBEH npoAayYyKT, OCBEHTOB HCalyO@ue @ T B eKHOOrTaoT O 3
e3abaBHO onoBecTsaBaHe Ha WMUHoOopMaAaUuMAaTa.

(2) M3nbnHMTenHaTa areHyuua no JsnexKkapcTBarta



BewecrTBa, CbAbpXawm ce B NeKapcTBEeHW MNpPoOAYKTM,
UYNeHKW, usamn3Ba XapMOHWU3IMWpaH npoexT Ha Cbo b6 LW
npepgnoxeHnm oT EBponeinckaTa areHuyums nNo eKkapcTBa

(3) B cnyyaumTte no an. 1 u 2 wmnHpopmMaumarTa, C
TbproBcka TaWHa, cCe 3amprnmvaBa, TEGREHAMHN RY GRIDIO)Y
Ha ob6wecTBEeHOTO 3agpaBe.

yn. 189-.4B( LN 36m.. 102 oT 2012 r. , B cumna oT
areHuyumsa no nnekKapcTBaTa MOXe [fa pJeneruvpa HSAKOM
perynaorporpaéHH Ha pgpyra pAbpXaBa 4Y/leHKa 4Ypes3 CKANWYB

(2) B cnyyawuTte no an. 1 NWANT vwHdopmMupa EBpon
nekapcrTtBarTa n perynaTtTopHUTeE opramHwu H a APpYT WUT
npasBoMowmaTa W WLRBWGRNKHYEB aMHOKR@MHEeT nopTamaTRBREHSE

cTpaHB@myarTa

Un. 190-.4B( N36m.. 102 o1 2012012, r1r B) cuha PDBpwu
pas3speweHne 3a ynotTpeba e ANbXeH pfa pas3nonara
6es3onacHOCT 3a MU3NbJ/IHEHMWE Ha 3agb/iXeHumAaTa CuU 0O

(2) MNMNpuTexaTenaT Ha pas3peweHNne 3ayYWHHAT peael@a K
H a cbbpaHarTa MHPopMauWnsa OTHOCHDO 6e3onacHOCTT &
Bb3MOXHOCTUTEe 3a MUHUMaAaIuUusIuMmpaHe wunam npeportTBpart
MepKMWU.

( 3) MpnrtexaTenaT Ha pas3peweHuVNe KIMBYHROTMET & N
a jJa ocurypum cCcboTBEeTCTBMUE Ha cCcucCTE

K a4 3
e M3INMCKBaHMMA 3 a cmcrtTemMarta no Ka4dyecTBoC/

ecTBO,
MUHUMUMaANHNUT
No 520/ 2012.

(4) MNpuTtexaTenaT Ha peawppUeBUAe Hpuee[ 03Bae Hy noogrvpTe GHaa
1. MHdpopmMauma 3a OCHOBHMUTE KoHcCcTaTauuMum OT O0AQMuUT
cmcrtemaTtTa U CNyXuW 3a MU3ITOTBAHEe Ha nnaH 3a npwun

MHpopMaUuMsa MOXe OA QBAECBAOVNMBARAGNBEEBRMNE Ha KOpMUTr

yn. 191-.4B( N30w.. 102 o1 2012 1., B cuna OT
pas3peweHne 3a ynoTpeba onpepgensa KBanumdpuuyumpaHo J
npocnepjgsaBaHe HGae 3/10eMKaacpHCOTCBTE.H a T a

(2) NfTnyuetTo no an. 1 e ycTaHOBEHO Ha TepurTao
HenpekbCHAaATO Ha pa3NnNoO/IoOXeHMWE Ha nNputTexartrena Ha

(3) 3a nmnoagnomMaraHe pagenWHOCTTa Ha KBanumdpuuywupa
3anotpeba onpepgenda nAuMmuye, YyCcTaHOBEeHO Ha Teputopwu
TakoBa /uMuyue He ocBObGOXpgaBa KBanumdpuuumpaHOTO nunuye

(4) MpurtexaTendaT Ha pa3peweHneTo 3anyndTpea
1, T. 12-"B6ywmN nmaj'ata no an. 1 n 3.

(5) MpurtexatTendarT Ha pas3peweHMeTo 3a ynoTpe
LaHHWTe no an. 4 .

(6) Mpunrtexatendar Ha pa3peweHMneToO 3 a ynorTtp
KBanunoounynpamoEspomgédckarta areHumsa no nekapcTtBart
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yn. 192-.4B( N36Mm.. 102 o1t 2012 1., B cuna oOT
pa3peweHneTo 3a ynoTtpeba e [gNbXeH pjga:

1. noagAabpXa ®W npepgocTtTasBsA npum nNoMckKkBaHe OT
npocBma@me@ Ha nNeKkapcTBeHaTa 6e3onacHOCT,;

2 . npunara cmcrtTemMa 3a ynpasneHwme Ha pucka 3

3. ocbuwecTBABaA MOHUTOPMUHT Ha pe3ynrtartTa oT
ynpaBneHune Ha puckKa, nnu

4 . ocCcblWwWecTBABA MOHMWTOMHLHIMEN D [HaA3 W/CTIOBaA A0 Ta M
56 a;

5. akTyanmsumpa cumcrtemMaTtTa 3a ynpasneHwme Ha p

6 . ocbwecTtTBABA MOHWUTOPMUHTI HaAa AJAaHHWTe OT cCcuUc

HOBW PUCKOBE UAUW NpoMAHAa Ha YyCTaHOBEHVAT eH ajCr CbKN(
nNpoOMeEHNW B CbOTHOWeHMEeTO nNnons3al/ puck 3a Habnwpgasa

(2) CbAbpXaHnMeTo U peps»T 3a nNopgabpXaHe Ha
npocnegsdaBaHe Ha JeKkapcTBeHaTa 6e3o0nacHOCT ce C
520/2012.

Un. 193 40BWN3 Mo.p . 102 orT 2012 r ., B cuna ofT
pa3peweHne 3a ynoTtpeba uHDopmMumupa WAN wn EBponerv
nopoeHTndpnympaHe Ha CUTHaAanAWM 3a HOBMW P UKCOKBOEB, € WUWUUN I
npoMAHaAa Ha CbOTHOWEeHMETO Non3al/ puckKk Ha nNeKkapcTaB

Un. 194-.0B( N36Mm.. 102 o1t 2012 r., B cuna oOT
3peweHnMe 3a ynotTpeba efHOBPEMEHHDO nnwu npeagv
bopmMaullmMag eHNAa, CBbp3aHMW Cc npocnepasBaHe 6e30
3peweH 3a ynoTpeba Ha Teputopmata Ha Penyo6ni
eHumMAa no nekapcTtBaTa M EBponeinckaTta KoMUCMUSA.

(2) WHdopmauvmartTtTa noeamunBlaTtTpapfraHpBpaebBg@EBe

( 3) Mpeaun pa pas3npocTpaHw MHGpOpMaywuAa, CB Db
beszonacHoOCT, npurtexaTtTenaTtT Ha pa3peweHune 3a yn
M3 KNWYeHNe Ha cnydvyaumTte no an. 1.

(4) 3a uM3BbBpPpLBAWAGT MHH@D pOBREMURTA NO ain. 3 <ce
onpepeneH B Tapudarta no 4n. 21, an. 2.

QT =T
T T QO

yn. 194a4B,( Hos. 102 o1 2012 1., B Ccuna o0T
mMckBaHmaTa Ha JobpaTtTa npakTunukKka 3 a chep oocnpeeaisesnast
pbkKOBOACTBO, WU3fapnpeHo OoT EBponeickaTa aredHuyuumsa n
(2) Mpnm ocbwecTtTBABAaHEe Ha pfennHocTWUWTeEe NO Npo
npurtexartenatT Ha pa3peweHuMme 3a ynoTpeba cnassa [

=
w

Paspnea I1.
CnOupane u cpo01aBane Ha HH(pOpMaLUs 32 MOJ03MPAHU HEKEJIAHH JIEKAPCTBEHN PeaKIuu
(Hos - 1B, 6p. 102 ot 2012 r., B cuaa ot 21.12.2012 r.)
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yn. 194640B,( HoB . 102 o1t 2012 r ., B cuna oOT
az3peweHMeTo 3a ynoTtTpebaaB cm3 MmN MHEHNE 9Da €3 PO BIK
CMYKMN CcbobOWeEeHMA 3a NofoO3MpaHW HexenaHu nekapecrT
BponewWwckusa CcbBW3 wWAM B TpeTun AbpXaBu, p[oKknapgsa
AN OT nNauvmMeHTUW MRPRBABHAHMNPBEBRKABHBRPER NOCTMAapKE

yn. 194-84B, ( Hops. 102 o1 2012 r ., B cuna oOT
a3peweHneTo 3a ynoTtTpeba nopgpaBa NO eNeKTPOHEH
PernameHT (PO@) Hide EBRPOZI@IVWCKMA NapnameHT U Ha
Of[O0O3UpPpaAaHN HexXenaHW nNeKapcTBEeHMW peakKuUMKU, HaACTH®DBI
peTun AbpxXaBwu, B CPOK p[fo 15 pgHM oOoT pgaTtTaTtTa Ha no

(2) MNpuTtexaTenamwBaHy NnpapedlEe HwWEATAB A N0 eNeKTEr
EudraVigilance" cbobweHMAa 3a BCUYUYUKW nNnoposunMmpad
ocoyeHUTe B an. 1, HacTbBNMUAKU Ha TeputTopuatTa HE
onNyJyaBabme miae T®.O

( 3) MpnTtexatTendaT Ha pas3peweHMeTo 3a ynoTpe

eoVMLUMHCKAa nNuTepaTypa n AOKnNnapgBsa B baszaTta pfa
ofoO3MpaHa HexXenaHa /fNeKkapcCTBeHa peakKkunmpcTBE@EBKAN
eakuuMm OT nNeKkapcTBEeHUWU NPOAYKTWU, KOUTO ChbAobpPpXAT
7 PoetTr namMeHT ( EO) No 726/ 2004 Ha EBponenckwunsd |
nTepatTypHuMU M3ITOYHMUUKM, nNpocnepsasBaHuMm oT EBponeiic

(4) MNpuTexaTendaT Ha pas3peweHMeTo 3a ynoTpeb
OCTOBEpPHMU LAaHHMU, NMo3BONABALN Hayu4yHa OUeHKa b
eKapcTBEeHM peakxkuymum TexaTtenar H a pas3peuwe

Hdpampwsa BbBB BpPb3KaAa
(5) dopmaTa wn c
3nbnHeHnme (EC) Ne 5

Mpwn
Te3nW cbobBWeHMA M nNnpepgocrTal
ObpXaHnedocmraopnprpgpegnrtecnd
0/ 2012.

yn. 194+4B, ( Hoops. 102 ot 2012 rr..), (Bl)c ukmsan bo1TH
eHumMAa nNo nekapcTtTBaTa perumcrTpupa B cucrtTemMarTa
XenaHmn nekKkapcTBEeHMU peakuyunmu, HacTbnunwu H a T
OVNULWHCKMN cneymnanncTmn n oT nauunedTngonmw HMITKE
dbopmMauyuma OT npocnepgpAaBaHeTOo Ha chaydyas.

(2) KoratTo cbobweHumaTa 3a nNopgo3umpaHWm Hexen
punrtopmarta Ha Penyb6bnumka bbnanrapwsa, ca nopgapeHw
M npefpocCcCTaBRAH@pOpPpMAHMAEeAaRaNpocsegaBaHeTo Ha cn

=N O BN O R

yn. 194p40B,( Homs. 102 ot 2012 7r ., B cuna oOfT
HUumMAa nNo JeKkapcTBaTa nNojaBa NO eNNeKTPOHEH nNb
4K U CEPMOBHMAHMN HeXenaHW NexKapcCcTBEeHMN peacxuyv
y6nuka bbvbnanrapwsa, B CpPoOK Ao 15 aAHmMm oOoT pgaTartTa
(2) M3nbnHMTenHaTta areHyuusas nNo nnexKkapcTBarTa
EudraVigilance" cepgbEaleprAN3 BEEBEAMAMNHINM NeKapcTBeE.
ocoyeHuUTEe B an. 1, HacTbnuUAMW Ha TepurTopuaTa H:
a nonyyaBaHe Ha CcbobweHMeETO.

(3) M3nbnHuTEenHatTa areHuyumnda no nNnekKkapg@ogBaBawma

r
c
e

= 0]



EudraVigilance" AoKnNnagagwu 3 a nogo3unpaHm HexXen
Teputopumuara Ha Peny6bnumuka bbnrapwusa, BCnepgcrTtBue |
M3nbnHuTenHaTtTa aredHumMsa nNOoO J/eKapcTBaTpaBELHO@EEBMIBMHE
M CHBCNOBHMUTE OpPraHmMsayumMum Ha MeAUUMHCKUTEe cneywna

(4) Bcekwu opr aH nnwu MHCTUTYyUNA, B KoOATO €
HeXefnaHa fnekKkapcTBeHa peakxKkuyuwunsa, HacTbnuna Ha Tep
MAJZT 3a TOBaA.

(5) bppxxaHMETO MU GopmMaTa Ha CbOoOGMBe HWwda Toan ple 4 & 0
PernameHT 3a uu3nbnaHeHne (EC) N 520/ 2012.

yn. 194e4B, ( Hoops. 102 o1 2012 r ., B cwuna ofT
areHuma nNo nNnekKkapcTBaTa MNOJJYYI&EB aH an opfga3gpeeHLaeTHan e @ D
MHPpoOpMaAaULMAg 3a CepuMO3HUW NOoOJfO3UPAaHW HexenaHuWn nek
Ha EBponeickusa CcbBW3I MUNKMW B TpeTa AgbpxXaBa, uypes 6

(2) M3nmckBaHMATaAa 3a MOHUTOpAPAHE HBUMMHaP\Gipgia

onpepenaTt ¢ PernameHT 3a us3nbnHeHune (EC) N 520/

Un. 194xB, ( Hops. 102 o1t 2012 r ., B cumna oOoT 2
MHpopmMauwns NnA-N, npumrtexaTtTenunrte H a paspeuweHune 3
neg@arBaTtTa CKW CcbTpyagHuMyaT 3a OTKpuMuBaHe Ha p[yo6~n

nNnekKkapcTBEeEHW peakuuu.

Pazpea I11.
Ilepuoaguunm akTyaausupanu 1okjaaam 3a 6esonacuoct (Hos - /IB, 0p. 102 ot 2012 r., B cuiia ot
21.12.2012 r.)

Yn. 19 4-340B, ( Hoops. 102, 0B 2002 o1 21.12.2012
pa3peweHneTo 3a ynoTpeba e ANbXeH fa NpejgocTass
nekKkapcTtBaTa NepuMoaMYHN akKkTyanmampaHW pfokKAnagu 3a

1. obobWeHNI Ha [LRAGH&HFIILEe OO HDC MDA /CPWCTK Ha E€

BKNWYNTENHO pe3ynrtatTurte OT BCUUYKMW MNpoyuyBaHUSNA,
paspeweHneTo 3a ynoTtpeba;

2 . HaydYyHa oOULeHKa Ha CcbOTHOWeHMWETO nNnonsal/ pwu
OCHOBABAYKWa HEBOWMYHN JaHHU, BKNWUYNTENHO Ha [gaH
HepaspeweHNW nNoKas3aHUS U 3a LeneBMUW TpPpynunm, KOWUTO
NPOAYKTa,;

3. BCUUYKN fAJaHHM 3a obGema Ha npopgaxoéurte Ha
MHpopmaAULB KOSATO nNputTexatTensT Ha pa3peweHnMmeTo 3
npeanucaHmaTa, BKNWYUTENHO NpubnusaunteneH 6poii +

MNWN MN3INOXEHW Ha Bb3geNcTBMETO MYy NOo Apyra npuymn
(2) ChbAbpXaHMNETO TWOMHGEMMEBET alepaMmognNnerNn akTyan
6es3onacHOCT ce onpepgendaTtT ¢ PernameHT 3a MU3NbJ/HE
( 3) MHPpopmMaumara no an. 1 ce cbbObUpa U CbHBXP
25aPemrnameHT (EO) N 726/ 2004 wa EBpomnajcHUNE Oa@
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yn. 194un4B,( HoB. 102 o1 2012 r ., B Ccuna oOT
peweHMA 3a ynoTpeba/ypocToBepeHUsds 3a per mncrTy
7 nopaBaT nNnepunmogmagunisakdgaaomnaepesm gaxmaoaB CJ
1. nopaBaHeTO Ha pJokKknanapg e ycnosue no  4yn.
noTpeba/ypoctToBepeHneTo 3a permcrtpaunma, wunu

2 . M3anbnHMTenHaTtTa areHums no nNnekKkapcTBatTa w
NeHK@GKMaB MToBa BbB3 OCHOBAa Ha CcbobpaxeHuUAa 3a O6e
opagumw o AamMnca Ha nNepuUOAUYHM aKTyanusumpaHum [OK:;
bBOBbPXaLWo ce B neKkapcTBeHMUSA nNpoAyYyKT, H a K
noTpebapgpmwmeTd®BRBEPErNCTpPALMA.

a3
3

yn. 194k40.B, ( HhopB. 102 o1 2012 1., B cuMmna OT
notTpebal/ypoctToBepeHNeTo 3a perumcrTpauymsa ce O0nNf
KTyanusunpaHun pgoknapgwm 3a 6e3onacHOCT.

(2) JAaTwvarBeaHHea HMao goOK nagmTtTe B 3aBUCUMOCT OT
aTatTa Ha uM3jgaBaHe Ha pas3peweHuMmeTo 3a ynoTpeobal

(3) MepnmoanmyHmMTe akKTyanmsauvmpaHu [JoKknapgwn 3a
peMeBMUW WHT e pYBeaH/MMe, Hca WC3/KY/MKA U T €, KoratTo 4YyecToOTa
c

noswune 3a M3 pgaBaHe H a pa3peweHNneToO 3a ynorTp
npepeneHa B CbOoOTBeTCTBMUMUE C Y. 194n, 194m nu 19
1. Ha BCekKkWw 6 MeceuLua OT JaTanayRaTpefiaBgpec
a permcrTpauyumnma Ha neKapcTBeH NpoAYKT AO pgaTarTa
2 . Ha BCekW 6 mMeceua npes nbpBUTE ABe T 04
eKapcTBeHMUA NPOAYKT,
3. BeAHDBX rTroguvMwHO nNpe3 chnejgBawunTte aABe T O0OAWMH
4. nBBX Ha TpuUu TOoOAMHM cCcnepng YyeTBbBpPTAaTa T OANEF
eKkapcTBeHUA NpPpoOaoYyKT.

(4) M3BBH cCcnNnydyaurte no an. 3, nepuognyYHMNTeE
ogfaBaT He3abaBHO nNpuMu nNnoumckBaHe OT KAl mnu pery
(5) AnuHenm 3 n 4 ce npunarat U 3a NeKapcTBE
epuntopumuaTtTa Ha Penyobnuka bvbnrapwusa, KOMTO He nor

yn. 194n4B,( Hoops. 102 ot 2012 r., B cununa oOT
PYRT M, KOMTO CbAaAbBpPpXaAaT efHO MU CbHBWO aKTUBHO BeE
KTMWBHW BewecTBaAaA, ca nonyyuwnun OTL[EeTHW pas3pelweH

ecToTarTa " OaTunTtTe H a nogasBawHe H a nepuno@mume Hmd e
baoartT NPOMEHEHMWN n XapMOHMW3IMNPpaAaHMN Cc or nepg M3 BbBP LWB

Yn. 194-B, ( Bps 102 o1 2012 r ., B cumna o1 21
epumnognyHNTeEe akKTyanumiaunmpaHuw AOKI/Iapgmyk3tam 6neo3 ovl/a.c H:
3yncnasaTt cbobpas3HO pedepeHTHaTa pjpgaTa Ha EsBpon

(2) PedepeHTHaTa paTa Ha EBponenckwuda cbw3 n

1. JaTaTa Ha nNbBPBOTO pa3peweHme 3a ynoTpel
npoAYKT, CbAbpXalwl CHeTBEBOHWUUIMN EKbTOWMBBHOI HBE R, KO M
BeuwecTtBa, wunamn

2. -pamiHaTa OT MU3BEeCTHWUTEe pfaTKUu Ha pa3pelweHNs



CbAbpPpXal,Lb CbOTBETHOTO aKTWBHO BelWeCTBO UAW CHOTI
faTaTa, nhcoHweHmoxkeTaa 6bae ycTaHOBeHa.

yn. 194+408B, ( Hoops. 102 o1 2012 1., B cuna oO0T

peweHMeTo 3a ynoTpeba Ha neKkapcTBeHW NpPOAOYK

aHe 4 o KomMmunrtertTa no NewWam@aHHBREHYIT@ETPRDOPALY KT 1

pAnMNHaUyUMOHHAaAaTa Trpyna no 4n. 77, an. 2 3a onp
3a nNnpomMaHa Ha 4YyecToOTaTa Ha nopaBaHe Ha nep

eAHO OT CchnejgHUWTeEe OCHOBAHMWMNA:

npunuyovBHwmp3IaHM Cc obwecTBEeHOTO 34pase,;

3a fAa ce un3berHe pgybnumupaHe Ha OLeHKa;

3a pa ce NOCTWUIHEe MeXAYHapoagHa XapMOHMWS3a
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2) KomMmnrtertsr no neKkapcTBeHMUTE npoaoykKTMW
KoopaAuMHaAaUMWOHHAaAaTa T pyna no 4YnoMWT/eTaanno 24 nc n ejnd a
opobpsasBBa MCKaHeTO MUNW NpaBW MOTUMUBUPAH OTKaAas.
( 3) UecToTaTa Ha nopaBaHe UM pedepeHTHaTa Af4eé
cynrtayuma ¢ KomMumTteTtTa no 4yn. 56 a, an. 1, T . 1
1. KomMmnteTtTa nNoOo nekKkapymaHHaM T R-NKOUTppaesopxK TNMo HE a e X
peweHMATa 3a ynoTpeba 3a fneKkapcTBEeHUW NPOAYKT
JocCcTaBeHO B CbOTBEeTCTBME C ULeHTpanusumpaHarta
ernameHT (EO) N ZrRBA208pnameEBpwpneBa CbBeEeTa, WU
2. KoopAgMWHaAaUMWOHHAaATa3apyngpuam, yupas3s daMyHANOT 2N
(4) CnMcbKbT C pedepeHTHUTEe pfgaTwnm Ha EBponel
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yn 194n U XxXxXapMOHUM3INpPpaAaHaMajMeBmODEaMWBaaKROyYyaBASBR
6bes3zonacHoOCT ce nyb6bnukysaT Ha EBponeMmckunmsa UHTepH

(5) MpunurtexaTtTenaTtT Ha pas3peweHMetTo 3a ynotvpeb
npeagctasBa B WA/l 3aaBneHmesaaynpome@a Ha @©aopBa
nNpoAYyKT. Bcaka npomMAaHa Ha paTuTe Ha nNnopfgaBaHe
akTyanumsumpaHun pgoknapgpun 3a 6e3onacHOCT, onpepene
Meceua cnep paTtaTtTa Ha nNnyb6bnumkyBaHeTO UM.

Un. 19404B,( Hoops. 102 o1t 2012 r ., B cuna ofT
areHuunas no nekapcTtBarTa OuUeHSABa nNepuUuoaNYHNTE ;
neKkapcTBeHUTE NPOAYKTMN, 3a p[ga onpepgenwu aanmn
yTaHOBEHNWTE pUCKOBEe, UNMW NpPpOMSHA Ha CHBOTHOLWEHMNE

(2) M3nbnHMTeEenHaTa areHyuma no nekKkapcTBaTa |
akTyanumsunmpaHun pgoknapgu 3a 6e3onacHOCT 3a nexKkapecT
mM3InbnNnHABanN@ae wakpBpepeHTHaAa AbpXaBa NO0O CMUCDBANaA
KoopaAMHaAaUMOHHATa Trpyna no 4yn. 77, an. 2.

( 3) Joknapguywnk oT Penyb6nuka Bbvnrapwuna yyacTeE
akTyanumsunmpaHun pgoknapgm 3a 6e3onacwHecegNad OEK AIPOT
€ pas3peweH 3a ynoTtpeba no pepga Ha Pernamednt (E
CvrBerTa, m e onpepgeneH 3a TakbB OT KoMuTtTeTa no v

Yn. 194@mAB, (Ape 102 oT 2012 rr., yBaoaeranoT 4yal
an. 2 n 3 WAnN, CbOTBETHO pJOKANaag4YuMKBT OT Peny®o6.



oNlyyaBaHe Ha nepumogunmuyuHuma akKTyanumsupaH pfokKknapg
3npawa NO €eNeKTPOHEeH nNbT Hpac TEBERAPran e CHKaa Tae rayr JeaHT
a OLbpXaBUTe UYNeHKMU. MpnTtTexatTenaT Ha pa3pelweHune
BponewWckaTta areHumsa no fnexKkapcTBarTta.

(2) B cpok pgo 30 AHM OT nNnony4vyaBaHe Ha p[oKnna
nodbapenvnsan perynaTtTopHUTeEe OoOpraHuM Ha AbpXaBuUTe Yt
o EBponeinckaTta areHuumsa no nexkapcTtTBaTa u pgo WAT
( 3) B cpok pgo 15 pgHM OT paTaTa Ha nonydvyasat
HbYHMUA [fOKNaAaL,BXMATION BBRMAC TPEEABW AB b3 paXeHNAa,
yn. 56 a, an. 1, T. 1 3a opgpob6peHMe MU nNpenopobkK
(4) EBponeinckarta aredHunsd no NekKkapcTBarTa
nopbkKkaTa Ha KomMuTtTeTa nNno 4n. S5fGa, 3am. TD, UB.N|
TexXxaTtTena Ha pas3peweHMeTo 3a ynotpeba.
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Un. 194p4B,( Ho®B. 102 o1 2012 7r., B cuna OT
Bvnrapuma He e pokKknajgyunmk B npouyuepgypata no 4. 1
cpoka no, Yyain. 1®4p0 EBponeickaTtTa aredHuyuuwsa no net
ObpXaBaTa 4YneHKa, M3TOTBUAN OLEeHBbBYHMUA [JoKnNnadpg.

Un. 194-41.B, ( Wps 102 o1t 2012 7., B cmna oT 2
K Ha nNepuMoOoAUMYHMN aKayy@MAIGHEPAHWNH JOREKRAPC BEAE
KoratTo HWMTO efHO OT pas3peweHMmdaTa 3a yno
ameHT (EO) Ne 726/ 2004 Ha EBponeunckwus napnal
77, an. 2 eTCpaxap® B menydvyaBaHe Ha nNnpeno.
T . 1 m3IpgpaBa CTaHOBWWE OTHOCHO 3 ana3BaHeToO,
TBETHMUTE pas3peweHnMma 3a ynoTtTpeba, BKNWYUTENHDO
(2) K@regalcor ameHNTe AbpXaBW UYNEeHKW B KOOPAWUH
TUTHAT cbrnacuwue OTHOCHO pJencTBMUATa A, KOUWUTO
nNpMeToTo pelweHUe.

( 3) KoratTo cTaHoBMUMWEeTO nNno an. 1 e 3a cnwup
ynTtpeba, M3INBbBAHNUTENHNAT pgupekTtTop Ha WAJT mns pgasa

(4) KoratTo B cTaHoBUMWeTo nNno an. 1 ca npenoj
ynotpeba, npuntexartenart Ha pas3speweHnMeTo 3a ynor
BKNYBaAaLo akKTyamamapkatTHeap MK g @akKi@a Ha nNpoAaykKTa n
onpepeneHnma rpapumKk 3a M3INbNHEeHUE.

(5) KoraTtTo He MOXe pga 6bae nocTurHaTo Cbrlrna
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y . 77, an. 2, no3snMumsaTa HaAa MHO3UHCTBOIRMCEBRBTA]
KoMucwua, KoOATO nNpuemMa peweHMme 3a nNpomMdaHa, cnwu
ynotpeba, Mm3pafpeHM OT CbLOTBETHUTEe perynaTtTopHN O

(6) M3nbnHMTenNnHaTa aredHumda no JnneKapcTBarTa
Mepew peweHMmeTo no an. 5.

Yn. 194-1B, ( Hps 102 oTv 2012 7., B cuna oT1 2
OueHKa Ha nepumoagunmyHu akKTyanusumpaHwmw p[gokKknapgwn 3a
194n M KoraTtTo nNOHe eAHO €0 TW 3papasfpecHLoe HIMOA T@me Baa Hyal o
726/ 2004 Ha EBponeunckwus napnamMmeHT n Ha CbBerTa
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MaHHa ynoTtTpeb6ba B cpok pgo 30 AHMW OT nNnony4vyaBadHEe
1 m3paBa CTaAaHBBHEREOOTHOMREEBIAGRG, cnumpaHerT
nMmagHoOocCcTTa Ha CbOTBEeTHUTeEe pas3peweHMa 3a ynor |

aHoOBMLWETO.
(2) KoratTo B cTaHoOBMWUWEeTO nNo an. 1 e mn3pase
MCTBWUS HIMOE OHTaH OpuBe3 peweHMATa 3a ynoTtTpeba, EBpon
1. npumema peweHMWe 3a NPOMSAHa, cnupaHe unun T
fAageHn no pepgpa Ha PernameHT (EO) N 726/ 2004 H
2 . npmnemMa peweHmMPOGMSAsAAENOpBPAHBAMNNMN NpeKkpart
ynotTpeba, uM3pgajgeHuM OT CbBOTBEeTHWUTEe perysnatopH
( 3) ManbnHMTEeNHaTtTa aredHunsA nNo nNekKkapcTBAarTa
pKMW OT peweHMWeTOo NOo an. 2, T . 2.
Pazpen IV.
Cnemna npouenypa Ha HuBo EBponeiickus cbro3 (Hos - /IB, 0p. 102 ot 2012 r., B cus1a ot
21.12.2012 r.)
Yyn. 194y1B, (B@es 102 o1 2012 r ., B cumuna o1 2]

BO EBponeMmckus Ccbw3 MOXe paga O6baoe, nemukBpanRai
eHUuMAa no nNnekapcTBaTa MNM OT AbpXaBa 4Y/NeHKa.
(2) (-ABwm. 6p. 18 o1 2014 r.) M3nbnHUTeNnHartT &

ewHa nNnpouepaypa no pepa Ha TO3MW pas3pgen upes y
pXaBu B/peOHIKEWI,CKETa areHums no nekapcTBaTa Mu
o6bpaxeHwus, CBbpPp3aHWU C¢c nNpocnepsiBaHe Ha nekKkap
KapcTBeH nNnpoAaykrT, nycHaTtT Ha O6Gbnrapckumsa nasa

eaHNTE MepK

1. cnupaHe UMW NpeKkpaTaBaHe Ha pas3peweHnneToO

2. 3abpaHa Ha pas3snpocTpaHeHMWEeTO Ha nNeKapcTB

3. m3paBsaHe Ha OTKa3 3a nNnopHoOBABaHe Ha pasp

(3) (-ABwm. 6p. 18 o1t 2014 71 .) N3 nbnmmwemmpa :
ouepgypata no an. 2, KoraTtTo e yBejgoMeHa OT nj
obpaxeHwuasa, CBbp3aHwu c npocnepaBaHe Ha ne K
3npocTpaHeHMWeTO Ha /NeKapcTBeHUWA nNEpafYIEANPW e
mcTBMA 3a M3ITernaHetTo MYy oOT nas3apa, MANM HAM
JafjeHOTO pas3peweHnme 3a ynoTtTpeba.

(4) (-aABm. 6p. 18 ot 2014 71 .) M3nbnHuTeEenHart
mummpa npouepypavraam Treq &/b.r azom npewgeiyu, ye no
ocnepsasaHe Ha nNnekapcTBeHaTa ©6e3onacHoOCT, 3a

6aBeHMW HOBM NpoTMUBONOKAaAa3zaHUA UANW pfa 6bJe HaMe
AaT OTrpaHWYeHN.

G)msmaB, 6p. 18 o1t 2014 71 .) M3nbnHMUTenHarta
poneinckaTa areHuyuuMmsa no JexKkapcTBaTtTa UM Ha pery.
naTtTa Hay4vHa WUHoOpMauwusa, c KoAaToO pas3nonar a,
TUBUTE 3a MHMUULMMpPpaAaHeEe Ha npouepypaTta no pepga H

(6) (-ABm. 6p. 18 o1 2014 *r4) EBpacmgH@wmaTea nal
KapcTBaTta yBepgomMsaBa MANl 3a 3anouyBaHe Ha npo
3onacHoOCTWVa foe J@PYRACANMEBKAPCTBEHN NPOAYKTMN, K O
paneBTMW4YHA T pyna wunwu CbAbpXxXart enHo n C bLwo
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HdpopmMaumsaTa no an. 5, MUnAam KoratTo TO3UWU NeKapcTeE

OpyprxaBmb YNeHKMN.
(7) -ABwm. 6p. 18 o1 2014 r1.) B cnyuyawnte 0
pepgnpmnemMaTt CcnewHU MepKwUu, MWAJZT npmnara npouepgypa
( 8) -A8Bpa ob6p. 18 o1 2014 1 .) M3anbnHMTENHATa

P n TTEEXKAA H a pa3peweHnmMeTaO 3 a yn0Tpe6a 3a 3anfo4yBa

Yn. 194-iB, (@se 102 o1 2012 r., B CcKMna oT1T 21
. 2, KorarTtao npeueHwu, ye e HeobOXOAMNMPT agaHac e
wecTBEeHOTO 3 a4pasBe, MAJT Mo Xe BpeMeHHO pga <c¢cnp
oTpebaTtTa Ha nexKxapcTBeHWUSA NPOLYKT Ha TepuTopl
OHYaTeNnNHO peweHWe No 4. 1944y wvwnn 194 w.

(2) M3anbnNnHMUTenHaTRpC T TaBraeTHay My Bengoo maAB&a EBponev
apcTtBarTa, EBponenckaTta KoMUCMUSA n perynaTopt
onpumeTmnTte MepKuUu no an. 1 B CpokK AJAO0O eagunH pabo

X 3O oo
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(3) KoratTo VMamemypmaemeama@akapcTBaTa y4yacTBa
MCKaHe H a EBponeinckarta KOMMUCMKA NAI npeanp.
HoWweHMWNE Ha pas3peweHMeTo 3a ynoTpeba Ha neka
AY KT e pa3spoeweHo 3@me gyanorgpe PernameHT ( EO) No
pnamMeHT-Nw OEBHOMWE HMWE Ha caMuga NPOAYKT, AO Npwul

Yyn. 19444B, (B@se 102 o1 2012 1., B cuna o1 2
nekapcTtBamod weHMen Hy@B HaulmMOHAaNHMA UHTEepHET nNo,|
KOWTO 3aMmHTepecoBaHWTe cCcTpaHW MoratTt pfa npeapg
ptan no 4n. 6 8, an. 1-.n pte.nq M4e T3 & anl @KPaOLCeTABY @ HAT A
MOXHOCTTAa pfJa yyacTtBaT B obwecTBEeHO ob6cCcbXAagaHe,

Un. 194-0B, (B@es 102 o1 2012 71 ., B cuna oT1 2]
n. 1, T . 1 B cpok pgo 60 pgHWM oOoT pgaTaTtTa Ha 0606¢
an uM3roTBda MOTMUBUpPaAaHaAa nNpenopbkKa.
(2) MputexatTendaTrT Ha pa3peweHnMeTo 3a ynoTpe

©
—

MCMEHNW KOMeHTapwu.

(3) TMpenopbKaTa Nno an. 1 ce nybébnukyBa Ha EB
M CbaobpPpXa €AHCTBRAHVNTE@BGSAE T@YEHUNSIN:

1. He e HeobGxoanmMmo AONBAHUTENHO npoyuyBaHe
GUWHOCTHO HWBO;

2 . npurtexartenar H a pas3peweHneToO 3a ynoTpe
poyuyBaHe M aHanNnmMmi Ha f[faHHUTE,;

3. npuntexatenart Hyan o prHawemHmsedtrsoa 3/pa N poBef
poyuBaHe 3a 6e3o0nacHOCT C nocnepBawa oOoULeHKa Ha

4. pabpxXaBaTa 4YNeHKa MWAW nNputexaTtTenaTtT Ha pas
amManaBaHe Ha puUCKa;

5. pas3peweHneTOo 3aa OyHImpE peO@aHTP,A0B@eKIgpaTeEeHO

TKa3 3a NOAHOBSBAHETO MY ;
6. pa3peweHMeTo 3a ynotpeba TpabGBaAa ga 6BAE
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(4) KOHKpeTHUTEe MepKkKwnw no arn. 3, T. 4, KakTo
AaT BKNWYeHU B pelBa,e weed NMeorcoo BeRa Ty NnBD TrppenopbkK aT

(5) B cnyyaumTte no an. 3, T . 6, KorartTo nNpoME
PopmMauma B KpaTKaTa XapakTepucTwuka, BbPXY Of
OAY KT, B npenopbKarta aea Bl IOMB@NE H@OG @M A NI
hopmMauyuma M MACTOTO, KbhpeTo cnepgsBa T4 Jga 6bpe

yn. 194-y1B, ( Hpe 102 o1 2012 r ., B cuna oT1 2
oueaypaTta no 4Yn. 194y He e BKDANwY e anaaioa ppcerasa
rnameHT (EO) N 726/ 2004 Ha EBponeunckwusa napnal

77, an. 2 BBbB3 OCHOBAaAa Ha npenopbkKkaTa na 4i.

JaBa CTaHOBWWE OTHOCHO H&AT®,3 BAMHEK®a T AIPOHIESATHA TH
OTBeTHUTEe pas3peweHuMda 3a ynoTpeba wmMAKM oO0TKas :
NbNHEeEHMWE Ha CcCTaHOBMULWETO.

(2) KoratTo B cTaHOBMWWETO € npenopbyaHO T
NnbnHWTeywmHpresk Top Ha WAJI cbc 3anoBepg cnupa A
oTpeoba, Mnu oOoTKa3Ba NoagHOBABAaAHETO MY.

(3) KoratTo B CcTaHOBMUWeTO nNno arn. 1 ca npenoy
oTpeoba, npunrtexartenar Ha apgaa3s prrale MM BT G a8 B e/ HIWE
Ny BaLlwo akTyanumsumpaHa KpaTKa XapakTepucTuka
pepeneHnsa rpadPuk 3a U3INbNAHEeHWE.

(4) Korato B CcTaHOBMUWeETO nNno arn. 1 e npenophms

T4, 2NPpAB@ANT Ha pas3peweHMeTo 3a ynoTpeba np
bopmMupa WAl n perynatTopHUTEe OpraHm Ha Apyrunrte

(5) KoratTo B paMKWTe Ha KoopaoWHaUMWOHHaAaTa T
CTUrHarTo Cbrnacume, BDODBUNLOUMMATADLpPHKA B MA 6 3 WMHICETH K U
poneMnckKkaTta KoMuUcwusa, KOATO NpumemMa peweHune ¢ np

paspeweHneTo 3a ynoTtpeba, mM3pafpeHo OT CbOTBE

(6) WMN3INBAHNT e N/HaAK ap AT EeaTuam An@wnara npenopbyal
EeMEeHHN U/ NAN OKOHYATESITHU MepKMu.

peaj
enc

Un. 19 4B, ( Hoops. 102 o1 2012 r ., B cuna oT1 2
aTa n o yn. 194y e BKNWYEH N @10 a ppceragae HH
T (EO) No 726/ 2004 Ha EBponeinckuda napna

3a XymMaHHa ynoTpeb6ba BB3 O0OCHOBa Ha npe
Ha NwonygasaHETToaA H OB U We Q T HMOPCOHMOA H A & A& @& 3 Bcarl
patTaBaHeTO Ha BanmpHoOCTTa Ha CbOTBETHMUTE
HOBABaHeTO UM, BKAKYMTENHO rpadPuk 3a MU3NbIHE
(2) KoratTo B cTaHoBMWWeEeTO nNo an. 1 e m3pase
CTBMA NO OTHOWEeHWE Ha pas3peweHumMaTa 3a ynoTpe
1. npmemMa peweHMe 3a NpPpoMAHa, cnupaHe uaun T
ynoTpeb6a, ms3pgapgeHnm no pepa Ha PernamedHTtT (EC
BeTa,

2ZnpunemMa peweHMe Cc npenopbkKa 3a nNpomMAHa, cnwnu
3peweHnmaTa 3a ynortpeba, M3pafpeHnM OT CHLBOTBETHMU

(3) M3nmnbnHUMTenHatTa aredHuwunsd no JekKkapcTBaTa
peoiMmMckaTtTa KomMucua no ari. 2, T. 2 BpemMeHHU wn/ wnn
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Yn. 19444.B, ( Hhops. 102 o1t 2012 r ., B cuna o1 2]
an. 1, cTaHoBMUMWETO NO 4. 194w, an. 1 v peweHwM
ynl.94w, an. 2 ce nyb6bnumkysaT Ha EBponenckua uUuHTEe

I'n1aBa neBera.
TBPI'OBHUSA HA EJIPO C JIEKAPCTBEHU ITPOAYKTHU U TIOCPEJHUYECTBO B
OBJACTTA HA JIEKAPCTBEHUTE IIPOAYKTHU 3AT'JI. U3M. - IB, bP. 71 OT 2008 I'., B
CHUJIA OT 12.08.2008 I'., U3M. - IB, BP. 102 OT 2012 I'., B CHUJIA OT 02.01.2013T".)

(3arn. "Paszpgen | . TbproBusa H-ZdBepgpmop.c 7/de wapc
cmna oT 12.08.2008 r.)

Yn. 195. (1) Tbproeuma Ha eppo C fneKapcTBEeHI
rpmwmapaecKuUn nuuya, npmtexasalwnm pas3peweHunme 3a Taswmn
CbOTBEeTHAaTa JbpXaBa 4YneHKa.

(2) KoratTo numuyueTo no an. 1 wmwmMa cKnapgoBwu 1
Bvnrapwuasa, TO MOXe pfga W3IBbpPWBaAa OWWTWBE@AEeMann @/oPY
pas3speweHne OT U3INBAHUTEeNHUa AupexkTop Ha WAIJ.

Yn. 196. (1) MpomsBsBoanMTeEen Ha JeKapcTBeHW nj
M3IBbBPWBA TbBProBMmA Ha efppo camMo C NeKapcTBeHMNUTE
npone BB (.

(2) BHocuTen Ha nekKkapcTBEeHW nNpPOAYKTW NO CN
TbpPproBemda Ha efpo camMoO C /NeKapcTBeHUTEe NPOAYKTMU,

yn. 197. JlmyaTta no y4yn. 195 Tpsab6bsa pa pas3non
1. NOoOAXOMA4SA WK OnNpoynieBUAEHHEN AN, COBOO P bXEeH U A U NOoOAXOAS
ocuUurypsasalum nNpaBMNHOTO CbXpaHeHMUE, pa3npocTpart
npoAyKTW, B CbOTBeTCTBUE C U3ZUCKBaHMaTa Ha [Lobp
2 . KBanmdpuumpaH neprcioccERP Wa LOSTBFMABUX OB afiBMa I 0
TPYAOB CTaxX nNo cneymanHocTTa, 4YUUTO 3afblIXKXeHMWSH
yn. 198 48,3 @™p. 102 oT 2012 r. ., B cunmna o]

M3nmckKkBaHmMmsaTa 3a [Jo6puTe  [IWMECKTAPPUCOTYBTEOHPUC K M P ONAPYaKKTTUM
BewecTtBa Cce npuemaT ¢ Hapepagba Ha MUHUCTBPA Ha
EBponeiickata KoOMUCMUS.

yn. 199. (1) NMwvuyuaTta nNno u4n. 195, an. 2 nopas

1. 3aadaB/eHue, KoeTo CbAbpXapeKauwWmE H B PRAIB @ £
Tbproseuya; agpec M onuMncaHuMue Ha nNomMeuweHumsaTtTa U C
NPOAYKTMW;

2 . (nAB, 6p. 6 0 oT 2011 r. ., B cumna oT (



MAoeHTUNPUKaAaLUMNOHEH KOO Ha TbpPproeR@gapenIUMCcCRBOPNepant
peruvcTpupaHn - Bnemdymikamwa EBponeininckwnsa -cceHpsaHamn o
Cnopa3ymMeHnerToO 3a EBponenckoTe [ OMKKYOMHEOHMIM 4 8 @K O a K
pervMmcTpayma nNoO HaAaUuMOHAaNHOTO 3aRE@HOMDMPT E@/HC THBAO , C B
ObpXasa,;

3. (-f®8n. 6p. 103 oTvT 2017 r ., B cumna oT1 01.0
nnwu aHanor Mnyex LOKYMEHT Ha nuuyerTo, akKo He e
bpa3oBaHMe U [JOKYMeHT 31a MaprydpaopBM palea@dX HIa@ OITIN O E
onnme OT TpyposuMuda My [AOT O0OBOp,;

= O

4. (-A4BmM. 6p. 60 OoT 2011 r., B cuna oT 05.08.
5. (-4aBm. 6p. 60 oT 2011 r ., B cumna ot 05. 08.
6. OLOKYMEeHT, yjpocToBepdaBalw npaBHWEATT®;0CHOBAaAH
7. (ﬂBM 6p. 98 o1 2010 r -AB, cowpa 87 0. @2D1
oT 12. 2018 r.)
8 AOKyMeHT 3a NnaTtTeHa Takca B pas3smep, onpe
(2) NMwuaTta no 4n. 195, ano rbrmopaBaT 3adaBne
1 Konume OT pas3peweHMeTo 3a Tbprosuga Ha efgp

YNneHKa,;
2. MUMe W ajppec Ha NMULeTo 3a KOHTaAaKTW Ha Tep
3. agpec Ha nNoMeuweHMATa 3a CbXpaHeHWeHaHa
ObpXaBUTe YTeHKMU.

(3) Mpu TbBpPprosewusda Ha efapo ¢ HapKOTWUYHMN Bel
bADbPXaALWM Takusa BewecrTBa, ce npunarart n n3v
HapKOTMYHUMUTE BewecTBaAa U NpeKypcopurte.

(4) Mpun TBHBProBmMsa HBTBRRPOCE ppaAaOTHapmMauecTartr
3a AApeHO perynunmpaHe.

(5) -ABBab6p. 103 o1 2017 r ., B cumna oT1v O01.
nekKkapcTtBaTtTa ycTaHoBABa CnNyxXxebHOoO ob6cTtodaTencrtBart .
Koramaoirap@km rpaxjgaHWH.

(@)

yn. 200. ManbnHMTeEenHata areHyuma no nekKkapecrtT
npoBepkKka Ha MACTO Ha o06ekKkTwuTe, nocoyeHNW B 3 agasB
M3nckBaHMaTa 3a JobpaTta gucTpubyTopcKka npakTMNKa

Un 201. (1) M3nbnHMTenHaTta aredHumnd no nek
KoratTo ycTaHOBW HeNBNHOTW B nNpepcrtaBeHaTa J[OKYN
(2) B cnyyawnte no an. 1 CcCpOKBT NO 4n. 202,

yn. 202. -O0B, M3 wm84 oT1T 201@8. 2018 Br .cyynB opok

fJaTaTa Ha nopaBaHe Ha 3agdB/ileHuMeTOoO NO 4. 199,
pa3peweHNne 3a TbHBProBmA Ha efpo MNuM nNpaBuU MOTMUBMU

(2) OTkas3bT no an. 1 nopnexm Ha ob6GXansare
Kogekc.

Yn. 203. B cpok pgo 15 agHM OT p[fgaTaTa Ha no/l
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bAHUWTEeNHUWAaT pgupektop Ha WAl m3spgpaBsa ypgpocToOBeE
mntTopmaTtTa Ha Peny6bnumka bbnrapwma Ha nmueTtTo no

un . 204. (1) PaspeweHMeTo 3a TbProBusa Ha eqpfy
(2) PaspeweHunerTo no yn. 202 nnwn yhocCcTOoOBEDp
TeXatTenaTtT MYy NOWUCKa MEHO ToOoOBa OT MU3INDBANHWUT

nwuec

( 3) Nnuyuerto noxXxwa. pgdo9yBsegommvb NAERE6RA 2AAK
KpaTsaBaHe Ha pfeWHocTTa CKWU NO TbPprosBwusd Ha e
BAHUWTEeNHNAT pgupekTtop Ha WA/l npekpaTtTdaBa un3pgal
efpo C NnNexKapcTBeHUW NPOAYKTMU.

yn. 205. (1) M3nbnHUMTenHaTtTa areHuyumnsd no ne
peweHMWA 3a TbHBProBMA Ha efppo C nNeKapcTBEeHUW n0p
1. HOMep M fgaTa Ha pas3peweHNerToO;

2. HaMMeHOBaHWEe, cejanvuweTa, agpRrYYHAOYypAABA
3. appec Ha nNoMeweHMdaTa 3a CbXpaHeHUWe Ha ne
4 . AaHHUWTe 3a oThepmapeBd mar Wmatbvp 997, T . 2,
5. CNUCHBHK H a nekapcTtBarTa, CbADBPXaLWwu Hapk -
HONOT MYHN pPiIERKYVKWTWH BBHMEeKaAapPCTBEHN NPOAYKTMU, n

e K a KPbB,;

6. JAaTa Ha 3a/JlMyaBaHe Ha pas3peweHnMeTo OT pe
7. 3abenexkm no BNMcaHwmTe obcToATencrtTBaA.

(2) M3nbnHMTenNnHaTa areHyumna nNo nNeKypmoTBaOBEPB
yn. 203 3a TbproBuMda Ha efpo C NeKapcTBEeHMUWU nNp
1. HoMep MU pfaTa Ha yjocToBepeHWUETO,;

2. HOMEp Ha pa3peweHMeTOo 3a TbProBmuAa Ha enp
3 fgan;

3. HanMMeHOBaHWEe, OpaaedHBaevnHagpeaQgema, ynonyu
4 . NAHHW 3a nunuyueTtTo nNo 4. 199, an. 2, T . 2 ;
5. paTtTa Ha 3aiuMmyaBaHe Ha yjocToBepeHMWETO OT
6. 3abenexKkm no BNMcaHwmTtTe obcToATencrtTBaA.

(3) OAaHHMW OT perncrtppaenaaVAyYloBUuKYBE@PHERAA.
(4) -HBBabp. 102 o1 2012 1., B cumuna oT1 02.
apcTBaTaacBB@®BapanNe noa 3 n. 147 wvwHpopMauma 3a
eApo C NneKapcCcTBEeEHW NpoAayKTMW.

(5) ¢(HB,BaAb6p. 102 o1t 2012 r., B cwuna oT 02.0

mncwunasA nnn oT ObpXasa YNneHKa NAdIH on peeaaoTalasHn
roBma Ha eppo C nNekKapcTBeHUW NPOAYKTMU.

yn. 206 . (1) Mpn npomAaHa Ha ob6cToOoOAaTencTBAT
roeumsa Ha epfpo, npumrtexartenarT MYy nopaBa 3asfdB)/
nara CBbpBaHaAaTAOKKY MO MAL N A .

(2) PaspeweHMeTOo 3a nNpomMaHa ce N3 A262. nidpw
MAHa Ha nNoMeuweHMaTa 3a CbxpaHeHUue ce npwunar
KbT e 14 pagHwn.


http://www.bda.bg/

Un. 207. (1) MputTexapeosmaHaapaegagpelweKnATd®AMN
CnW Ha Teputopumuartra Ha Penybnuka bbnrapwusa, e AN Db

1. ocurypsasa AOCT®bBnN no BCAKO Bpewme Ha KO
CbXpaHeHMUEe Ha NekKkapcTBeHWTEe NPOAYKTMWU,

2. Tbprysa caMO C pas3pemlexwapooDBPeRpanpasyoOBHU

3. Tbprysa € NneKapcTBeHUWU NpPpoOAYKTMU, YNNTO C
mM3pganeHoTo pas3peweHnme 3a ynoTpeba, npm YCNOBMWS
rogoHOCT He e N3TeKdBDN,;

4 . ce CcHabpasa C 16K aoprc TMBPeOHW3 BMNOPOOVAT YEK/TUW,  CBaHNMD C
Ha efppo C fNekKkapcTBEeHUW NpoAYyKTMWN, nonyuyumnm paspe.l
TO3MKW 3aKOH,

4 a cABBabp. 102 orT 2012 1., B cuna oOT 02.
neKxkapcTBeHOT NPOEPFFRAMNNO T. 4 He ca GQanwumdpunuunpat:
6e3onacHOCT BbBbpXY BTOpPpMYHATAaA ONakKoOBKa,;

5. CcHabpaBa C nNneKapcTBeHUW nNpoaoyKTW [pyrun n
eapo, anTtTeKkunw N pporepumnm, OTKPUTW NO pepfga Ha TO03

5a. affB,B 6p. 71 oT 2008 r.,O0B,ca@apa 884 a42. 28]
or 12.10.2018 r.) cHabpaBa C nNexKapcTBeHUWU NPOAYK

a) neyebHUM 3aBepneHUSs,;

6) BMUCLWKW Yyuynmnwuua, KOMWTO O CbHLUJEACCTHBOA BUYaUT. JiZead e ®T

nevyeobGHNUTE 3aBegeHunsa,;

MHCTUTYLUNUNTE no yn. 26, an. 1, T. 1 n

3ApaBHU KabuUuHETMN;

Kopabonpurtexatenum 3a ULennTtTe Ha OCUTYpPAB.

Kopa6v|Te CeoHoacma KPRIOBCKOTO Kopa6onnaBaHe;

6 . CHabpaBa € NeKapcCcTBEeHW MNpPOAYKTUWU nNnexKkapwu
HaceneHOTO MACTO HaMa anTeka, npu ycnoswuda u N
3opaBeonas3BaHeTO,;

6 a. tBB®,Babp. 102, og @QwA&2 oT -@B, 0bp20B8BH ro0.T, =
cumna oOT 12.10. 2018 r.) BnNnucBeBa B OOKYMEHTMUTE :
neKkapcTBeHW NPOAYKTNW, KaKTO U ajpeca Ha pocTasbBkK

66 . -(-ABBa 6p. 102,08 Z2ZWInAa o1 02.01.2013 1.
M3BBbHPEeQHU cuTyayumu, KOWNTO CcbAaAbpXa ed@PeKTUBHU M
nas3apa no pasnopexpagaHe H a WATT wnnn no MHULUmatTm
pas3peweHNeTO 3aABRPTNOVPEeD@KAPCTB@®H NpPOaYKT,;

6B . (ABBa 6p. 18 o1 2014 r1.) ocumrypdasa CHa
neKkapcTBeHNW nNpoapykKTuMm 3a 3ajoBonABaHe Ha 34ApasBH
Bbnrapwma;

7. (-aBm. 6p. 102 o0oT10200Q2.2013Brcymn@abxpgaHsanBa
NONy4yYeHwu, JOCTaBeHW wWUNuWMW peanmnmsuvmpaHuMm 4Yypes mnocpe
Ha QakTypu-npajgaxdgnwmaeaunm B eNNeKTPOHEH BwUA, nnwu
cnepagsa:

a) pAaTa Hau nnopreyayoaceTaaHBes H e ;

6) HaMmmMeHOBAaHMWEe Ha NeKkapcTBeHWUA NPOAYKT;

B) NONy4YyeHO, p[fOCTaBeHO MUNW peamnmsumpaHoOo uypes

r) mme ”N appec Ha nNOuyeTo, OT KOeTO € nony:
npoAYyKT,;

A)

naptTmageH HOMepKaTaomMapoeROoOGCeRgaMmEpmHe Ha I
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nmpunuyumpaHoTo nunuye no 4. 148, T . 2, CbOTBETH
oMep Ha cepTudpmnkata 3a O0CBOOOLERIYHEA UHTE MaOP T

8. CbXpaKmymB@HTauwunA 3a nNOoOKynKwurtTe mli nnun np o/
AYKTMW®N;
9. cnas3Ba MU3IMCKBaHuMAaTa Ha QfJobpaTa gucTpubyrT
198,;
10. (B ,B abdp. 102 o1 2012 r ., B cumuna oBoP2.0
efpendwa OTrOBOPHOCTMUTE, npouyuecuTtTe U MepKUTE
11. ctB®Badp. 102 oT 2012 ., B cunmna o1 02. (
TexXxaTensq Ha pas3speweHneToO 3a ynotmmei@ane KoM
apCcCTBEeEHMWAT NPOAYKT, KOWMTO e nonydyumn wmnum My C
12. ctBB®Babp. 102 o1t 2012 r ., B cuna oT1T 02.0
o, OT KOrFroTo e nofnyyun nekKkapcTBeHWa B@o0 HJHOKOTE
TPMOYTOPCKMU NpakKTWUKW N0 4. 198, KakKTo ©n pgan
13. (hB,B abp . 102 o1 2012 r1 ., B cmna o1 02.0
BHoOCUTEeNAaT, oT KOrorTo e M ce/kyauslasl  prae3KpaepLCeTHE

mM3IBoAaCTBO/ BHOC;

14. ctABBabp. 102 o1t 2012 1., B cumna o1 02. ¢
3 KOrotTo e nNOoONyuYyun nexKkapcTBeHMUA NPOAYKT, OTT
15. tB®Babdp. 84 o1 RD.1BO0.r2018 rc.m)ynanpoetaocT as
3 cmcrtemMaTta no 4. 2176, an. 1 mHopopmayma 3 a
a) JocTaBeHMUTe Ha @MU3IMNYeEeCKUTEe N KLPpUJUYECKNT
neKkapcTBEeHW NPOAYKTMU, BKNWYeHU B TIO3UTUBHMNS

6) dGukdmMTyee cn wWpUuAgMYecKUTEe nNumuya no T. 5, 5a #u
apcTBeHMW npoagykTtTum no 6GByksa "a",;

B) HanNMyHWTe B CKnhapgpoBeTe UM KO/lmyecTBaA, no

Mo3snMTNMBHUA nexKkapcTBEH cCnunmcecbkK,;

c

O =

ry KonNnumyecTBaNM@KkapoOTBHRRMUN MOLYKTU, BKAKYEHMNU
CbK, 3a KOMTO Ce nNnaHumpa uW3IBbBpPWBAaAaHEe Ha MU3IHO
M3HOCa;

A) KonwmyecTBaAaTa, MNOCOYeEeHMUW NO NeKapcTBEeHWU np
CbKWTHAae KW3BbPWEH M3HOC, W AgbpXaBaTa, B KOAT
(2) JoKkyMeHTauyumartTa no an. 1, Manka@ & BomZwHYV
JocTaBsda NpW NOMUCKBAHEe Ha KOHTPONHWUTE OpPraHwu.

Yn. 208A4B,( AO@M. 71 oT 2008rr,.,-ABMchBpa D021@8rT
mnna o1t 02.-0B, 26p3 B4, om3 @018 r ., B cuna oT
: anrls1lpy mwn. 22 wn 4n 209a ce npwunarat u 3a

cntTennoagagunimemmamw3 B KOUUTO TbprysartT Cc npouns3sBepgne.t

Un. 2009. 3a TbproBuMA Ha efpo C nNeKapcTBEHMU
nonyyeHwU oT KpPpbB, c MMYHONOT MYHMN npoAayKT!I
ULWnanHUWaTHEN a1 3HMaC KABP Y T M 3 a K O H U .



un. 209-d1B, ( Hps 71 o1t 2008 r ., B cumna oT1T 12
neKkapcTBEeHNW NPOAYKTW MoOraT AJga CcHabpgaBaT C nekKkap

1. ppyrvm TbBpPproBumM Ha efpo C NeKapcTBeHW nNnpo

2. anTtekun wnu pgporepunun,

3. MarepcTBOTO Ha oTbO6paHaTa MU MMUHMCTEepPCTBOT
HY XAaun, C MW3KNWYeHMWEe Ha BeJOMCTBEeHWUTEe UM nedvyebob
"AdbpXaBeH pe3epB W BOEHHOBpPEeMEeHHW 3anacwun';

4. MMUHMCTEepPpCTBOTO Ha 3apaBeonas3BaHEeTO CbC:

a) BHaWK, C UT O K C U H U n cepywmu, HeobXxoanmu 3 a v
KaneHpgap Ha Peny6bnuka bbnanrapuma, KakKTo W Npwu ©N3B

6) nNnekapcTBEeHW NPOAYKTMU, npegHasHadYeHU 3a J

nNo pepa Ha 3akowmakB@ BAPpaBeTaArypssBaHe WU3INbAHEH
cthepatTa Ha 3apaBeonas3BaHEeTO.

5. (#nABa 6p. 60 oT 2012 r. ., B cumna oT 07
M3BBHOONMNHMUHaA nomo u, CKAw4Yunmnamn LOoroBsop c Hauw
neapcTBEeHW NpoAayKTUW, HeobXoagummMm 3a U3INbBANHEeHWUE H

3akoHa 3a 3apaBeToO.
(2) NekapuTe MU nNeKaputTe No JeHTanHa MegWLUWNH
oraTtT pga ce CcHabpasaT C J1ekHaap CeTABPEOH v ON ppoefdyaK TH/MA  OHT
207, an. 1, T . 6 .

yn. 209@B, (Bpe 102 o1 2012 r ., B cumna oT1 02
neKkapcTBeHUWU NpoOAYKTWNW B TpeTwWw AbpXaBMU He ce npwu
KakKTucKBmMHMATAa Ha rnasa peBeTa "a'".

(2) KoraTtTo nekapcTBeH NpoOAYKT Cce nofnyyvasa A
Teputopmarta Ha Penyobébnuka bvnrapwuasa, He ce npwunar

(3) ((HABBab6p. 18 o1 0Ad an) B THpPHABOUTE HE
CbcC CbOTBETHUTE [LJOKYMEHTMU, 4ye nNexKkapcTBeHWUTE n
aspeweHwne nnwu npasBo Aa pocTaBAaAT neKkapcTBEeHM
auMoOHaAaNHO 3aKoOHOJaTe/NCTBO Ha TpeTaTa [AbpXxas

(4) (-HilBg a 6 p . 18 or 2014 r.) KoraTtTo TbBbpr oOE
pooyKTMW Ha nuua B TpeTun AbpxXaBwu, TOW ypocTOBE
a camMo 3a nuuya, KOMKTO nmart pas3peweHne TUAMU r
pegfHa3HayYeHW 3a TbHProBMmA Ha enfpo MAM 3a [OCTasB
ayuUnMoHaAaNHO 3aKoOHOJAaTenNncTBO Ha TpeTaTa [AbpXxasa.

(5) (NMNpepyBHa 6gpn. 18 o1 2014 r.) Twvprosewy H
NPpoOAYKTMN 4O emwmuyajb@wxa BTup, KOMNTO mnmart npaso n
3aKoHOJaTenNncTBO fAJa p[ocTaBAT JeKapcTBeHUM nNpPOAYK
ygocTtoBepsaBa:

I T

I 30 3
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1. AaTa Ha npeagocTaBsaHeE,;

2. HanmeHOBaHMWe U ¢GopmMa Ha nNexKapcTBeHUSA nNpo
3. gocTaBe®p KOAM4yecrTB

4 . nMe U ajgpec Ha nunyerTo, Ha KoeToO e pgocTas
5. napTtTunpeH HoOMeQp.

Yn. 210-.40B( \sbwm.. 60 orT 2011 r ., B cuna oT (

paspeweHneTo 3a ynotpeba unu/vmnanum numuyegw a0 pa3p el



3a ynotTpeba neKkapcTBEeEHW NPOAYKTMU Ha:

1. nexapwuw ®W nNneKkapu nNo pfeHTaNnHa MegUWUWHa,

2. BUCWM MEeOAUWLUMUHCKMUW yymnumuwa U MegULUHCKU KO

(2) B cnyuumTte no an. 1 BBpXY oONakKoBKaTa Ha
"MocTpa“

( 3) Ha nwnyalr,a Tnno lasMmoXxXxe pgAa ce pfocTaBdaAT He 0N
cbuwa nNnekKkapcTtTBeHa @opmMa Ha /NeKapCTBEeHUWA-MAPOAYAT
buwecTBYyBalWwa ONakoOBKa Ha npoussBogunTen, a Ha BMUCI
onexamMo B KonmyecTBa, HeobBxoagMWMKM 3a ULenTe Ha

(4) MNputexaTenaT Ha pas3peweHnMmeTo 3a ynoTtpeb
a BCWUYKWN nwnuya, Ha KOMTO ca pjgocTaBfanNuM MOCTpMU,
PV NOWCKBraHBed TN pree/BMC J AaHHW Ha KOHTPONHWUTE OpratH

O

O w

Yn. 211. (1) TbproBumTte Ha eppo Tpabsa pga T
Ha NeKapcTBeHMWTEe NpPOAYKTWUW, nNoOKas3aaAlWn HeCbBOTBETC:
edpukacHOCT.

(2) MNpwuTexXapTeewesHTM eH a3 ap al3bpPpr oBMsSs Ha egpo e Aan

neKxkapcTBeHWNWTEe NPOAYKTMU, nokasa/nalun HeCbBOTBETCTBMWU
epnkacHoOCT nNno pepgpa, onpepeneH B HapepgbaTta no Y

yn. 212. (1) M3anbnHuutle nypme g0 MgavBpae K E ® |p o NHeall ¢ K
perynaTtTopHMWTeEe oOopraHm Ha A[APpYyruvmrte AbpXaBWU YTeHKYV
mn3papeHnTe pas3peweHMmMda 3a TbProBuMmga Ha eppo, 3a |
npmnymHmMTe 3a TOBaA.

(2) -ABm. 6».0T1102012 1., B cuna o1 02.01. 2
ounpekTop Ha WAl ycTtTaHOBMW®, ye AnAMyeTo NoOo 4Yn. 195,
1, ¥14,2 ToWW yBepomMsaABa perynaTtTopHusa opraH Ha 41
Tbpre|aneggpo, m EBponenckaTa KOoOMUCUKSA.

( 3) KoratTo perynatTopHMWaT opradH no an. 2 BF
TbproBumMmda Ha efppo Ha nAuMuuyueTo No 4. 195, an. 1,
EBponeinckatTa KOMUCUS.

Un. 212dB, (l@pxB oT 2012 r ., B cwunaBoT1T 60p2 . 0118
2014 r.) MocpepgHMYyecTBO B ObGBNnacTtTTa Ha J/eKapcTB.
punagmnyeckKkum nunya, permcrTpupaHmn KaTo TbProBCKW N
Penykbanubbvnr apwuma, KOMTO Cca permcrtpumpaHnm 3a U3IBDBP

(2) NTnuaTta no an. 1, KOMTO MCKaT pJpga ce pel
yBepomMneHne no obGpaseyu, yTBbBPALEH OT U3ISNBAHUTENH

1. Mme, WuUC eafaprenclleHa ynpaBneHdHwue,

2. JAHHW 3a KOHTakKT.

(3) KbmM yBegomMnaneHmeTo no an. 2 ce npwuwnarart.:

1. JAaHHMW 3a eguWHHUA nMpeHTUNOHOUMKALUMWOHEH KOA,;

2. [JOKYMEHT 3a nnaTtTeHa TakKca B pas3mep, onpe

(4) M3nbnHUTenHartT a areHans myob6mexKxapc prava

ocbwecTBABaAaWM nocpepHMYyecTBO B Ob6GBnacTTa Ha nNneka
(5) TvyuaTta no an. 1 mMoraTt pga ocbuwecTtBSABAT



npoAyKTW cnepjg nojpaBaHe Ha yBepomMaeHMeTo no an.
(6) NMnuatTepgomaaaT-fMAHEB €pPOK OT HacTbhinBaHe
obctoaTtencrTtBarta no an. 2.

yn. 212-@B, (Bps 102 o1 2012 1.
1 ca ANBXHU:

1. pa ocbuwecTBsABAT A€l HOCTTpTeab ac Wi eckaavpoc TCB epHam3 P

2. Aa uMMaT nNnaH 3a geWcTBUE B U3IBBHPEe[HU CI
M3ITerndHe Ha NekKapcTBEeH MNpPpoAYKT OT nas3apa no
npomsBOAMUTENA NUNU NpPpUTeEeXaTeHada HRO PERSTPHUE HNEK DP G

3. AJa CbxpaHaBaT AaHHMW, BKnAnwyBawm cnepHartTa
ypes3 nNocCcpefgHMYEeCTBO /TeKapCTBEHW NPOAYKTMWU:

, B cuna oT1T 02

a) QJaTa Ha cpenkarta;

6) HaMmMeHOBAaHMWEe Ha nNekKkapcTBeHWUA NPOAYKT;

B) peanunms3uvpaHOTOBOpPpE®/INGEepERBNnYecC

ry mme M apgppec Ha nunmuyaTta, NOAYyYMAW WU p[fOCTaB

A) napTtupeH HoOoOMep,;

4. pa cnas3BaT WMW3IMWCKBaHuaTa Ha JobpaTa [UCTEC
yn. 198,

5. fga noaggobpxXaT cucTeMa 3aCKRAWEeCTBEPOLOOPERERE
3a ynpaB/eHWe Ha pucka, CBbBpP3aHU C [JehHoOCTTAa MY

6 . He3abaBHO pga uWHopmMupat WA wn nputexartTer

ycTaHoOBW/A UAW UMaAa CbMHeHWUe,Mpe@MEaTRKaR@C TNBOECHVEALTH U
banwn pugumnpa

7. 4 a npoBepasBart Aanmn Tbproseysr nNpPpuUTeEXas
NeKapcTBeHN NPOAYKTMU;

8. A a npoBepasBart Aanu npomssBoaunuTenar nnu
npoums3BOACTBO/ BHOC,;

9. fJa CbXpaHABaAaT JaHMameondSuvrmragaBHM anpeQe&cH

nNOMCKBaAaHEe Ha KOHTPONHWUTE OpraHwU.
(2) M3nmckBaHMNATa KbM LOeWHOCTUTE no nocpeag
npoAyKTW ce onpepenaTtT ¢ Hapepgbata no uyn. 198 n

I'maBa nesera "a".
IMAPAJIEJIEH BHOC HA JIEKAPCTBEHMU ITPOAYKTU (ITPEJJUIIEH PA3JIEJ II - IB, BP.
71 OT 2008 T'., BCHJIA OT 12.08.2008 I'.)

Un. 213-4B( N3aovp. . 71 oT 2008 r., B cuna oOfT
neKkapcTBEeHNW NPOAYKTWNW Ha TeputopumsaTta Haed®leoyodNMK
punagnyueckKko nuuye, permcTpupaHo no TbproBcKMuSA 3a

cnep nNnonyuvYaBaHe Ha pas3pelleHMe 3a napaneneH BHOC

Yn. 214. (1) NexapcTBeH nNpogybkonka B@a vplelaHa , 3
Ce BHac{a mnNnapanenHo Ha Teputopuata Ha Penyobnwuke
neKkapcTBeH NpoOAYKT, pa3peweH 3a ynotpeba B Peny
(2) ¢/MB,mMm.6p. 71 o1 2008 .py-ddMB, capa 2 A4a2.DE6]



or 08.02.2011 r.) Mo cmMucbvna Ha an. 1 epHaK BB
efHakKbB B KayecTBEeH n KonmyecTBEH cbCcTas no 0T

BewecrTBa, npepnar aKk acpec TBe@ aH apopvapwapagnara ce
onakoBKa, € nopgpobeH rpad@PmyieH Au3alkhH Ha oOoNnakKkoBKa
yn. 215. (1-)40B( WHoMW.. W1lpom. 2008 71 ., B cuna o1
pas3peweHNne 3a NapajieneH BHoOoOpasTna&aKapc Peay onpe
nmnuerTo no yn. 213 nogaBa 3adBNnNeHune Ao M3 NbAHV
ObpXaBaTa 4Y/JleHKa, OT KOATO We wm3IBbpWBAa Napanene
(2) KbpbM 3aaBneHmeTo ce npumnaratTt cnepHunte pAa
1. avHMeHOBaHME, nekapcrtBeHa dgopwma, KonuuyecT
eoMHMULAa Ha pas3peweHMa 3a ynotpeba B Penybnwumka E
2 . HaMMeHOBAaAHMeE, nekapcTtBeHa ®opwma, KONKnuye
eguVHMLAa Ha 1eKkarp,C TnBpeeHoyHsAa 3NHpaoyaeyH 3 a napafneneHdH BHO
3. (-pH>B1,. 6 p. 12 orT 2011 r ., B cwuna oT 08

paspeweHneToO 3a ynoTtpeba n Ha npoumsBoagunTensa,
paspeweHNeTo 3a ynoTtTpeba,HaaAHACKRBPTIBRAMANEAPOHY
4 . HOMep Ha pas3peweHMeTo 3a ynotTpebBa Ha necx
HOMep Ha pas3peweHMeTOo 3a ynoTtpeba Ha nekKkapcTBeE
M3IBbpPpWBAa NapaneneH BHOC,;
5. AeKNnapaunmsgsHAaaopcTaMmoRrMBEBABAT A NO 4. 217,
6 . Konme OT /NMCTOBKa 3a NauumeHTa UM MOCTpa O
faBa B [AbpXaBaTa 4YNeHKa, OT KOATO Ce WNU3IBbBPLW
TOBKaTa Ha Obnra@ap@ger ieapamumanpuegpypeBsosbT €
Ha NnNuMmcrtoBKaATa;

a
T
O O

7. npepgnoxXeHnme 3a NuMcToOBKAa 3a nNauumeHTa Ha
nNPpUAPYXeEeHO C peknapauwusa, ye CcbAabpPpXaHMeEeTO Ha Al
NNCTOBKAaAaTy& THa IpmepeweH 3a ynoTrtTpeba B Penybnuxka
LAaHHN:

a) HammMeHOBaHWe WU appec Ha ynpaBneHUWe Ha nnu

6) HaMMeHOBAaAaHMWETO Ha NpoumsBOAMTENA, KoOrartao

B) nepuwojg HaOr@Qmaob wnH@BT,MUYK H 3a ABaTa nNpoAayk

ry noMowHMW BewecTBa, Korarto ca pas3nNUuyYHW B f4

8. B cnyyaihn Ha npeonakoBaHe:

a) (-48m. 6p. 71 o1t 2008 r ., B cumna o1 12.08
BbB BMUAJa, B KOWNTO uwerrcaepumy,cka Ha naszapa B b

6) Konunme OT p[pOroBoOpa Mexagy nAnumuyueTo, WU3IBbBPWBA

yacTMUYHa NpPpous3B-MAA@KBDBHE eje eHUNXTETNpPpAHE,;

B) cepTudpukat 3a [Jobpa npoumsBoagCcTBEeHAaA nNpakrt
M3BbpPpWBAT WMHAETHR THeap wreaybnuka bbnrapuasa,;

r) KoratTo Ce UVW3IBbBPWBAODMEe Namepas3pewewneT2d 3
mM3pafpeHo OT perynaTtTopHMA oOoOpraH Ha AgbpXaBaTa 4Yne

9. LOKYMEeHT 3a nNnaTeHa T aaktcaa MBO pyYaus.MmeZpl , oaup.e

( 3) cAB M. 6p. 71 o1t 2008 1., B cuna ot 12.C
nNPoaoYyKT 3a MnNapanesieH BHOC UM nNPOAYKTa, pas3peuwe
Bvnrapwa, cbwecTtTBYBAT pas3nukma(m® @pyTaBA WMaL aT
npepcrtaBa p[fokKas3aTencrTBa, ye Te He Cce oTpas3aBa
nNPoaoYyKT 3a nNapanesieH BHOC.

<
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TO no an. 1 n
T pas3snunkKkurtTe.
M3IBbbpWBAa nNnpeon

(4) B cnyyaumTte no an. 3

(5) KoraTtTo numueTtTo no 4n.
KT Ha ObnArapckKkunm es3munk Ha Teputopuarta Ha P
weHMWe 3a NpPpoOwWM3BOAC TUBAO ,A UMpseKarooepH oH ao TMAWIS. N B 1 H U
(6) MNapanenHo BHecCeHMWAT NPOAYKT Cce M3nonssa
Tpeba Ha nekKkapcTBeHWS NPOAYKT Ha TeputopunmartTa

yn. 216. (1) Pas3peweHMeTO 3a W3BbDBP LEBIAYHOEN UHKaa
rapma ce ms3pgpasa B CPOK 45 AHKM OT pgaTaTta Ha
(2) KoratTo WA/l m3anmcka OT 3adaButena AONBAHNUT
Teye p[O nNofny4yaBaHe Ha uMcCKaHaTa UMHPpoOopMauwusa.

(3) Korato WAJl n3 WE@PKa HO ™ ap earbyp/KaamB@prHaN sH 1 e H K a,

aneneHdH BHOC, MHpopmMmauwunsa, cBbp3aHa € wnu3pgasat
apcTBeH NPOAYKT, CPOKBT no an. 1 ce yAabnxasa
(4) Ako B cpoka no an. 3 WAJnpeyapyiyama UTK al

paspeweHne 3a nNapaneneH BHOC Ha Teputopuarta
(5) M3 papgeHNnTe pas3peweHwunsd 3 a M3BbpLWBAHE H
y6nuka bbnar ap ucar pcaeH unayadvnan/k yBB auTH THeap H € T .

(6) Pas3speweHMeTO 3a M3IBbBPWBAaAaHEe Ha NapaneneH-H
m3paBsa NO pepga Ha 4. 215.

(7) PaspeuwursmmEFd®HS8 aHaM3nNapanesied BHOC He ce
TexaTtTenar Ha pas3peweHnMeTo 3a ynoTpeba Ha 7
ntTopmarta Ha Penyo6bnuka bbnrapwuasa, ro oTTernnnu
aBeame /HEAH He T O.

Un. 217. MpunutexaTtTenaT Ha pa3peweHMeTo 3a na
1. yBepgoMmw npurtexaTtTenda Ha pas3peweHMmMertro 3a Yy
apa Ha TeputopuaTtTa Ha Penyobnumka bbnrapousay 3.

nonmckKkBaHe MY npepgocrtaBfa MOCTpa OT napanenHo
2 . CbXpaHAaBa 3a CPOK S r1TopuMuHM cnepHaTtTta J[OKY
TaBeH NapanenNnHoO BHaACHAHWAT nNeKapcTBEeHUYRETABYKT
apTunageH HoOoMep,;

3. npepctasa B WAI:

a) akTyanmsumpaHa nNMcToOBKAa 3a nNauumeHTa Ha na
TBbAMUWAN NPOMEHW B U3 JafeHOTO pas3peweHwne 3a y
apcTBeH NPOAYKT,;

6) (-f@dBm. 6p1 o1 2008 r ., B cuna oT1T 12.08. 20
ToBKaTtTa no 6ykBa "a" e MWAOEHTMUYHO CHBC CHBADBPX
Tpeba B Peny6nuka bbnrapwsa, C W3KNWY-ERMNhe Ha
4 . AOKYMeHTMpPpaAa W p[JoKNagBa Ha nputexartrensa +
YK WU cbobuweHwuns4 3 a nogo3unpaHM HeXenaHwu neekarfr
AYKT,

5. (-8B a 6 p . 84 o1 2018 7« ., B Ccuna oagMPyHO.

npwu nNpoMAHa H a obcTodaTencTBarTa 4ypes cneuwnar

HpopmMaunma 3 a:

a) napanefnHo BHeceHWTe Ha TeputopusaTtTa Ha Pe
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neKkapcTBeHW NpPpoAayKTMU, B K /1 Y €CHMMN CBb K [[1 0 3HV/AT VMKBOHWATSAO Jlee
pa3peweHNeTO 3a nNnapaneneH BHOC,;

6) JOoOCTaBeHMWTe Ha @GU3IMYEeCKNTeEe U KWOpUAMYEeCKHM!N
KonmyecTtTBa, NOCOYEeHW NO NeKapcTBEeEHW NPOAYKTMW, B
B) ®MW3MYeCKMHTEEC KmTepmmnuya no 4in. 207, an. 1,
KonmyecTtTBaTa NeKkapcTBeHW npoaykTtTm no 6GykBa "a",;
r)y paTtaTta, Ha KOATO e MU3IBbBPpWEH BHOCBT/ AgoOCTa
a) HanMyiHWTe B CKnapgoBeTe KONWYew,TBBK/THWOECHOWK
MoO3MTUMBHMA NeKapcTBEH CNUCBK, Ha KOWTO e NpPpuUTEH

I'maBa neBera "0".
HN3HOC HA JIEKAPCTBEHU NPOAYKTHU. CHEHHUAJIN3UPAHA EJIEKTPOHHA
CUCTEMA 3A ITPOCJEJASIBAHE U AHAJIN3 HA JIEKAPCTBEHUTE ITPOAYKTHU (HOBA
-JIB, BP. 18 OT 2014 I'., 3AI'JI. U3M. - /IB, BP. 84 OT 2018 I'., B CUJIA OT 12.10.2018T.)

yn. 2174B, (Bps 18 o1 2014 r.) (1) M3HOC Ha
Ha Peny6bnuka bbnrapuma MOXe fa WU3IBbpPpWBA GPuU3MYe
pa3peueaHUeEBPr oBmMa Ha efpo € JNeKapcTBEeHWU MNPOAY
nNpoM3IBOLCTBO.

(2) MpunrtexaTen Ha pas3peweHWe 3a NPOM3IBOACS
npoums3BefgeHUNTeEe OT Hero nNekKkapcTBEeHW NPOAYKTMN.

( 3) Mo cMMcCcbna Ha Tas3u HIO/taBkHa W30HOoGABRAa MB E
EBponeinckunusa cbo3.

(4) /MB,M.06p. 84 o1 2018 1., B cuna o1 12.10.
B Mo3nWTMBHMA nNnekKkapcTBeH CNUCBK, 3a KOUTO € YyCT ;.
6bpaT M3HaAGCARBIA XDUWOmoKa CbAabpXaT B chnuUucbka Nno

Un. 217-AB, (Bps 18 ofB20@ap.r84 azm2018 1., B
(1) Cb3paBa ce CneuvmanusnmpaHa eneKTPOHHaAa cucrTe
NPOAYKTW,HUBKBNIWO3 UTUBHNA nNeKapcCTBEH CNOUCDBK, KO
ManbnHMTenHaTa areHyumns no nekKkapcTBarTa.

(2) Cb3pgpaBaHeTO M NoOAABbBPXaHEeTO Ha cneuunanwmu
M3BBbPWBA BbB3 OCHOBA Ha CcCNegHWTE NPUHLUNMN:

1. rapaHTypaHecHaVWaRDYHOCT Ha npepocTaBeHNT

2. ocurypaBaHe Ha noagxopdauwa cpepa 3a o06mMeH

3. rapaHTuMmpaHe Ha pernamMeHTuMmpaH pfgocTbvn Ao
cmctTemMa nNpu cnasBaHe UM3INCKBaHMATa Ha 3aKoOHa;

4. ocurypempaHEBHaE OBBMEeCTUWMOCT U UHGOpMaAaLUKNOLI

(3) CneyuvmanusnmpaHaTa eNnNeKTpPOHHa cucrtTemMa no

1. MHPOpMaAaumMaTa nNno 4. 54, yn. 54 a, 4y . 68,
yn. 232a, npepoctTaBeHa OT CbBOTBEeTHWUWTe nuya,

2. nmapops , npepgocTaBeHa 0T HauvmoHanHarta
KonumyecTtBarTa, KOMTO Ca NoOCOYeHMUWU nNo 3ansaTeHun

neKkapcTtTBeH CNMWCBK 3a npepgxopHuwa efgunmH Mecely,;

3. MHpopmMauyuusa, npegocTaBeHa 3@BBRHMmMmIBPYC Bap ®koB1a
KOMTO Cca MNocCcoOYeHM NO 3ansatTeHN JeKapcTBeHU np
CNMUCBK 3a nNpeapxopgHuna ennmH mecel.



(4) Bpb3 ocHoBa Ha uUHPOpMaumaTtTa no an. 3 upe
ap
H

an. 1 ce ©n3BwbBypCUIBaaH OBH&B/AMHE HaE HefgoOCTUT Ha nek
MoO3NMTMUBHMA nNekKapcTBEeH CNUCDBK, Ha TeputopuartTa
onpepeneHn B Hapepgbata no an. 8.

(5) HepocTturstT no an. 4 Ha nNeKapceEexXxa@apwL TBPpA
CNUCBK, ce ycTtTaHoBAaABaA, KorartTo nNpu wWMW3IBbBpPpWBAaAHE H
Teputopmarta Ha Penyobnumka bbnrapumwa KonnwmeaaxKm®a 00T
65 Ha CTO OT HeoOobGXOAWMWMWTE KaoOB/HMYTEEC TrnBoar p3eabd H30acar oMB OH
3a nepumopg OT efuUH Mecewl, M34yncneHuM BB3 OCHOBaA
neKxkapcTBeH nNpoAYKT 3a npeagxopgHwmte 6 Mecewuya.

(6) CneuvmanusnmpaHatTa eieKTpPOHHa cucrtema no
npapocrtaBAaHe Ha MWHPopmMaumaTa no an. 3 M 3a M3Npa

(7) MNMNpaBO Ha pfgoCTBN [AO cnhneywnanmsaunmpaHaTa ene
mw numuyaTta no an. 3 camMo 3a uULennTe Ha nNpepgocTas:
HOCSHAT OOTCITOB308P H4LOCTOBEpPHOCTTAa Ha nNpepjgocTaBemHarta
npepocTtaBAHE.

(8) YcnoBunarta n peagbT 3 a npepgocTaBAHE, Ct
MHpopMaUuMAaT a no an. 3, KakTo n 3a agMMUHNCT
cnevuywmwg/amH3aTa enNeKTpPOHHA cucrtema no an. 1 ce C
3ApaBeonas3BaHeTO.

(9) M3nbnHMTenHaTta aredHuunasda nNo nNekKkapcTBAaATa
MHPOpPpMaAaUMOHHATa CUTNYPHOCT Ha cneuwnanunsun HaEH aHTaa
3afgb/iXeHMe 3a onas3BaHe TalWHaTa Ha nNnonydvyeHaTa WH

Un. 217-d4B, ( Hps 18 o1 2014 r ., o6aBeH 3a np
201540B, 6p. 12 ofagB20®%p.r1r84 w3ImM2018 1., BB ac ucnea
Cnncmok Ha nNeKapcTBeHWTe MNPOAYKTMW, BKNHWYeEeHU B
ycTaHOBEH HepgoCTMuUT Ha TeputopumartTa Ha Penyobnunke
nogaobpxa OT UW3nbnHuTeEenHarta areHuyumsa nNo nNexKkapcTBa

(2) CnuMCDBKBAT3INOOT Bas/1 .B bl3 COECHOBA Ha MW3IBbBPWEHNSH
4 n ce nyb6bnumkKkyBa Ha MUHTepHeT cTpaHMyartTta Ha MWN3nNt

(3) CNnMCBKBT Ha J/eKapcTBeHUTEe NPOAYKTMWN, 3a
2176, an. 5Mm,0 CHeEAUMEHOBEM U € Ha NeKapcTBeHMUHA np
neKapcTBEeH CNUCDBK, MeXAYHAaAapPOAHO HenmnaTeHTHO Hamuh
neKkapcTtBeHa QpopmMa M KO/JMYyecTBO B ONakKkoBKa.

(4) CnucbKkbBT nNno an. 1 ce aKkTyanumsupa:

1. execenMunU4yHo,;

2. unpipoMsaHa Ha ob6cTtogaTtencrTtsBartTa, CBbp3aHM
npoaoyKTW, BKNwYeHU B NMo3nMTtTuMuBHMA NekKkapcTBEeH cnOuUc

(5) Npwm akTyanusnmpaHe Ha cnNMucbKka NO pepga Ha
Ha ob6cTodAaTencrtBaTa anHaam.pefgociT.aB2,Hag®3 Moapo@sia
yn. 207, an. 1, T . 15 v un. 217, T . 5, ypes3 Cne¢
msnpawa cbobwWeHMWe O ANAMuata Mo YA 68, an. 1, L
cCnuncokK. CnMcbKbT He3abaBHO ce nybnumkyBa Ha WUHTE
nexapcTtBarTa.

(6) B cnyyaumte no an. 4 cnnmcbKbBT Nno an. 1 c
cnyxebeH peng.

(7) Cnep BKNWUYUBaAaHeEe Ha NeaapoTa8BHMWINpPpeaNMET MO



3a cpoka, 3a KOWTQ ce CbAobpPXaAaT B CNUCDHBKaA

yn. 2170B, (Blpe 18 ofAB206p.r84 mw3zm2018 1., B
Ma3anbnHMuTenHaTa areHumMs nNo nNekKkapcTBaTabMESBSBRHI WA A
npegocTaBaT MHPOpMaumMmsa NoO pejfa Ha Tas3um rnasa.

T';1aBa necera.
THPI'OBUS HA IPEBHO C JIEKAPCTBEHU ITPOAYKTH

Yn. 218. TbproBumaTtTa Ha pA[ApebBHO C /NeKapcTBEH
Lporepummn no pepga Ha TO3U 3akKOH2,32c VasK.NnkK24ueHMUEe Ha

yn. 219.-4AB1) 6(pVW3W.1 oT 2008 r. ,-AB, cbpa @88 i1
r.., B cuna oT1T -BB, 08p2002 oT,2@0608.r1. ,-OB, cwopa 670
2011 r ., B cuna o0T1Ta0B.B8p2GbdD BapeAeBmRBEAaA B KO:¢
LEeWHOCTM: CbXpaHsSBaHe, NpUroTBAHE, onakoBaHe,
nNo nNnekapcko ®n 6e3 nNekKkapcko npegnumcaHume Ha pa:-
NneKapcTBEeEHU MEEDUPWWKHUK N HM3 4enunsa, Ha AMWEeTUWYHKNU Xp

uenu n XpaHMWu 3 a KbpMayerTa n npexoaHmn XpaHW,
CaHWTXAPHMWOE HH N cpeagcTBa.

(2) -ABm. 6p. 60 orT 2011 r ., B cuna BT 05
opraHmsaumarta Ha paboTaTa Ha anTeKkuTtTe, HOMEHKINE
B Hapepba Ha MMUHMCTBPAa Ha 3apaBeona3BaHeToO.

(3) ¢eMBMm.6p. 71 oT 2008 r. ,O0B, cama 3 A4aR.DBC
or 30.03.2009 r.)

Un. 220. (1) QHOdeinnHocTwnuTe no unrpam@MaOye ga.. 1 ¢

(2) ¢p,n.6p. 71 o1 2008 r., B-hbapmauesThAR. € 8,
Aa MW3NbNHW N3 fafeHO JfeKapck npeagnuncaHuWeHn BIKAlIOY
MarumcrtpanHa W @GapmMakoneiHa peuenTypa no pegja,

(3) €mMB M. 6p. 102 o1 2012 r ., B-hbapmauyueBTB8R2. 0
4 a M3BbpLWBaAa BCUYKMU LeNnHOoOCTWN no yn. -hbamBeBmnc
M3 KMTIYEeHNnNe Ha: OTNycKaHe Ha JneKapcTBeH NpPOAYKT
KOHCcCynTauuMu, CBbpPp3aHMW C NeKapcTBeHUTE NPOAYKTMN.

Un. 221. (1) (NpepylBeH 6pek c/tl wa w/H.08221 , B
MUHMCTbppaBse@nayxyBaHeTOo onpepgpensd B Hapepba mepguuy
m3IpaBaTtT peyenTn, pepa 3a npepgnucBaHeTO Ha nekKaf
cnyyaunrte n pepa, -l Ma&ne@BObTMaMadXeE bpga OTKaxe
npepcaHue.

(2) -A8gabp. 71 ot 2008 r., -ABcuap. 09 a2.
Bbnrapckn rpaxgaHn ”NU 4YyxXpeHUuU, Ha KOMTO e pasp
nm MW3BbBH Peny6nunka Bvnrapws MOraT HAAa NPO@YFKT
npegHas3HaYeHW 3a nNeyeHMeTo MM, Npwm ycnoswumda ”NU 0O

( 3) -A8Babp. 71 ot 2008 r., -ABcuap. 09 a2.
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XAoeHun, Ha KOUTO e usjgageHa BpRaoOpASRPamaolp

nrapwuas, MOraTtT fAa npuTtexaBaT /neKapcTBeHW npogj
nunyecTBa, onpepeneHuMm B HapepgpbaTta no an. 1.

(4) ((HBBaAabpp. 1 o1t 2014 ., B cumna oT1T 03.01.
epMMmsIC,aHK OMTO Cca uM3IpgajgeHnm nNo UMcKaHe Ha nauunmeHT
pXaBa 4NneHKa, KaKToO M nNpuU3IHaBaHeTO U WU3INBAH
eHKa, Cce uM3BbpWBAT NpKM ycnosuda M No pep, onpe

(5)BaAIB, O6p. 1 o1 2014 1., B cmna o1t 03.01.
KapcTBeHMUWU MNpPpoOoaYyKTMU NO MeAgUWUWMHCKU nNnpegnucaHamn:
BbpwBa NpuW ycnosBusa U NnNo pepj, onpepgenBmaiB KO TH®A
MrypsBaHe.

yn. 222. (1) (O6baBeHa 3a NPOTUBOHBHCOPTY IIBC
08 r-4B,us36w.. 71 o1 2008 1., B cuna oT1 26.07.
ebHO C nNnekKkapcTBEeHMU NPOAYKEBKUMANUM,3 MUPECKOTC(
proBel nNo 6bBATrapckoOoTO 3akKoHojgaTencTtTBO MWUAKM nNO
nwoymno TpPpypos AOroBOpP UAW [JOroBOppapamayspapin
eABUAEeHNTeEe OTC 3 al0MefpH@WeBiTa,M KaTo Ha Teputopry
nrapuma MOXe fa OTKpuUe He noBeye OT 4 anTekKkwu.

(2) -A®BBa 6p. 71 o1 2008 ., B cumna oT 26.

rmagbapmayeBT UM € PpPpbKOBOAWTEN Ha antTekKkapaB He

roBop Mnu [OroBOp 3a ynpasineHMWe Ha anTekKkarTa.
( 3) (MpeagwvwHa- [MHBn,. 62p,. u73Im. OT 2008 r. ., B

rmedrabppma e B TbT Nno an. 1 e pbKoOBOAMTEN Ha anTe

(4) (NpepviiBa @m. Bl oan/RDOBT r26.07.2008 1.
TeKka 3a 3ajoBonABaHe Ha co6CTBeHWUTEe CU HYXAMNU

1. neyebGHNTEe 3aBepgeHuMsa no 4. 5 oT1T 3akKkoHa
NHMWYHA NOoOMOLW,;

2. NnNeyvyebHUMTe 3aBepgeHMA 3a O6O0ONHMYHA NOMO LU

3. (-48By. 69 o1T 2010 r ., B cmna ot 31.07.20
HTpoBeT@®B8elHa@pMmOEBEN 3abongBaHMA U KOMNNEKCHMUTE

4 . XxXocnmecmrte CcbBC CcTauyuumoHap nNo 4yn. 10, T . 5

(5) ((HBBa6bp20860 oOT, B cumna o1t 05.08.2011 r.

HYyXaAun nevyebHUTe 3aBepfjeHWda no an. 4 KOUTO
Teka Ha /evyebHO 3aBepfgeHue, nonyyunmno pas3peuwe
OLYyKYyB/IDBMA WU NO pepj, onpepgpeneHun ¢ HapepgbarTa

(6) (OTwm. , AhBRgvaupa abh.ow 2008 r ., B cuna o
M AB, 6p. 60 orT 2011 r ., B cumna o1 O05.08.20

BbHOONPBMOBHIA KbBPM MUHMCTEPCTBOTO HaAa oOT6paHaTa
6oTM MoOoraT pga Ce -hpapROBYEBHT ©OC MOMQMOBMEHMNE Ha
cneag n3gapeHo pas3peweHnme OT U3INBAHUTEeNHUSa ANP

yn. 223. (-hg p WeaeMecTN WM -CPEALP MA LLE BT MOXe pga 6bf

MO Ha efHa anTteka UM 3aAbNXUWUTeNnHO paboTwMm B HeH
(2) ctAB M. 6p. 12 ot 2011 r ., B -Jeapivaa uoemB T B8 .
MO WWpa@EMayeBT bT, KOMTO € pbKoOBOAOMTemaHPahboTack

roBop C eAHONWYEeH TbproBelywy MWAU TbBProBCKO AP
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C, TbproBunusa Ha efgpo uUuaunm [ApebHO C NeKkapcTBEHM!
( 3) NnuerTo no an. 1, nonyuyunno pas3peweHwune

apcTB&HWM, NpH@EALYMOXe pafa O6bae cobcTBEeHWUK uunanm A
amerT Ha AelHOCT npoMmsBoOACTBO, BHOC nnu Tb
MYNTEeNHO B [ApyXecTBa Ha CBbp3aHWU AuMupa NOo CMMU

Yn. 224. PbkoBoewmaTepabesaaga:

1. e MepapmaABPEBT, CboOT-(BaepPMaL eMBOTMO WH MR PpEeaBUAE
yawu,

2. He e nNuweH OT NpPaBOTO fJa ynpaxHAaBa npode
3. He e ocCbXpAagaH 3a npecTtbnneHnasa, CBbp3aHMm
CTBHBN/NEHNAT BIEPHOTMNTBT aCOMO CCTONAaHCTBOTO mnmn 3a Yy
HOCTTa,;

4. MNMMa/HKMN efHa FToOAMHap@EpRARXLEBT.O Mar McTbp

Un. 2250B( Ndm@. 71 o1 2008 r ., B cumna oOoT 26
TO TepuTopua BagMapeaeBPpiiBa NBMBTHLEKUBA TbHBPTr oBUA
AYKTWNW MMa numye no 4yn. 222, an. 1, KOeTo € Ck
antTekarTa@(ap maoOLMEOBUH NIK/Ha [CM aMAe-BUAC/TKLOPN O T e AHa T 0 4

a Xx.

(2) Mo vpaypHm a L € BT BT wap vamae MTB EHP NO an. 1 e
ekatTa M 3agbnXuTenHo paboTwnm B Hesd.
( 3) (-AdBBa 6p. 60 oT 2011 r ., B <wheapavages OBT
oBoAMTeEen Ha anTtekaTa nNo an. T bXN@KeE BARA €U B B[
nekapceko npepgnucaHue H a pas3peweHwU 3a yno
AYKTW, Ha MegUWUWHCKW u3genma, Ha [AUNETUYHMU X |
MayeTa MU NPexXOoOfHUW XpaHUW,, KKOKITVME TW YHax /I P/EEHHIHHTVE
ACTBaAa.

Yn. 226 . (1) Ha TeputopmaTtTa Ha neyvyeobHUNU 3 aBE¢e
puBaT anTekun 3a npopgaxba Ha nekapcTBeHWU nNnpoa
(2) Ha TeputopumdarTa Ha 3 [,p aBaHKMO H3aa B3ea[ e3HmpAa BNeor
efeHMNs 3a O6O0ONHMYHAa noMow MU nNeyvyebHUM 3aBejeHUSs
aT fJa ce oOTKpuBaT anTtTekun 3a npopgaxba Ha neka

Un. 227. (1) (NpepfiBeH 6peXx0d0MO2 Hra. 7,4 NB. C2W2J5ifa O T
KBaHMdaTa 3a MecTOHaxXxOXAeHMeTo MU KbM MNOMELUWeH
219, an. 2.

(2) (HBBabp. 102 ot 2009 r. ,-40B, cama 60 a2. 1
a oT 0.5). OIB3. RAOKIBlaHrM A Ta KBbM YyCTPOMCTBOTO U NOM
e onpepenaTtT B HapepgbaTta no an. 1.

Un. 228 4AB( Ndm@. 71 o1 2008 r ., B-Bi,nab Tt &®B
1 ., B cuna o1 05.08BRAGlHar gpeBaspeeweiHeke p:
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eKa Cce uM3IpgaBa OT MU3INDBAHUTENHUA [JUPEeKTOP Ha
TO CcCe npunarart:

1. (nAB, 6p. 60 oT 2011 r. ., B cuna oT (
HTUMPNKaAaLUNOHEEH ak MJQI VH & oToBIEerp@B,maTtTa OT Tbpr oBCK
MCTPUPAHU - BNEeEMEK@BXaABA EBponeinckunsa -ccuipsaHaun mo
pasyMeHMNeTO 3 a EBpoOonenMncKOT®O [ OMKKYOMHEOHMTM 4 8 @K O a K
mcrTpaumda nNo HAATEeWME8NBOTO M3 A@@EROE OT KoOMNOerTert
XaBa Ha /numyaTta no 4yn. 222, an. 1,;

2. TpypoB [AOroBOpPp MUNWU [JOToBOP 3a yHhapprRAEE BE
C nana@uHanke BT ;

3. Konme OT aKTa 3a cba/g.aBhHe Ha nunmuyata no
4. [O0OKYyMeHTMU, ypocToOoBepAaBalWn, 4ye ca cnas3eHMN
5. (-fABn. 6p. 103 o1 2017 r., B cumna o1 01. (
namapmayesTa, ChbOTH@APWMA LB TAOMOIWMKEIOKM EH 3a PbK
He ca O6bArapckKkum rpaxpgaHwu,;

6 . MeaguULUUHCKDO cBuUpgeTeapwaleBHa, M &CTbVOCT TBH

OO

nomMo w@a@EmMalLeBTa, NOCOYEeH 3a pbkKoBOAWTEN Ha anTe

TDbHBP
Ha
MHC

222

3ad
Bbn

7. (-ABpn.6p. 60 o1 2011 r. ,-O0B, cooma 648 ObBb.DB1!
7 a. (hB®Bpa6b 60 oT 2011 r ., B cuna o1 05.08. 2«
cboTBeTHaTa P3WU;
8. .4 MEHT 3a nNnnaTteHa Takca B pa3mep, onpe
(2) Bab6p. 60 oT 2011 r ., B cuna oTe 035a 08
roBmsa Ha ApebHO C NeKkapcTBEeEHW NpoAayKTU Cce MU
Ma FgMacpTMmapy, € B T a4pe @ ma wie B K a e M3 pgapeHa oT C b
TUTYyuUWSN.
(3) (NpegvwHAB,an6p.2,6®M3mr 201011 1r .r,. )B Acnur/ieak Mot
, an. 4 wn 6 ce oTKpuBaAaT U 3aKpuBaT NO MUCKaHEe
(4) (NpepnmBa ap. 860 oT 2011 r., B cuna o0fT
eKka, B KOSATO Cce OTIn YbGIKbad K a/lMK aHPaCPTKBOET HAMH HIUP B R WKET
3McKkBaHMATa Ha 3aKkKoHa 3a KOHTPOA BBPXY HapkKoO
(5) (HBBabp. 102 o1 2009 r ., B CcwlBa 06Tp .2 26.01
1 ., B cunmna o0TmnMe53a8.7TxprbemAa) HBRa upedHaHD C
eKka, KOATO Ce OTKpumBAa B HaceNNeHO MACTO C Hac
BNeHMe no obpasey, KbM KOeTO Cce npwunarart:
1. (-ABwm. 6p. 60 oT 2011 r. ,-AB,cwpa 87 05. 281
12.10.2018 r.) pdaymeHTMUTEe Nno an. 1, T . 1
2. (-v4dBm. 6p. 102 orT 2012 1., B cuna oOT 02.
Mep 50 Ha cTO OT TakcaTa, OMNpem[ee3Hpae uBe HTMaEp 1B
roBmsa Ha ApebBHO C NekKkapcTBEeHMU HpOAyKTM no Y
(6) (MNpeagvwHBB,an6p.4,1002n01 2009 -4 B compna 9«
2010 r., B cuna oT 01-AB1. D11 610 wTMMQmWﬂmm8a
3adBNeHMeTO U [JOKYMEHTMUTe Nno an 1 n 5 ce
(7) (NpeagvwHmBB,anop.5,1mMxB3mMmoT 2009 r.-,40Bs compna 9c

11610

KLKWn

~ 0
U<

2010 r., B cuna oT 01-AB1. DO®
PervoHanHunTe 3a4paBHW WKUHCNE
nogaBaHe Ha Monba 3a ToOBaA.
(8) (-HBBabp. 48 o-14B201H6% .1 .9,1 mmon.2018 r1.) B
BnNneHmeto WMAN amanplawa Ho cnyxebewH pejj WCKaHE
rapckKkwus apmMaueBT UMY eH C b3 3a un3IpgaBaHe Ha

conaeO®OALDBa 04
ms3pgasaTt XWUT
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KTPOHEH perumMcTbp Ha UY/NeHOBET-8aH ala BiIpmvaapIceKBTAa
oBOAMTE/KaTHaa, aun T €0 ynpaBuTenHus cCbBEeT H a

MO WWhHBEMaLeBBRMTI® MPpajpMaLeBTa, pbpKkoBOAMUTEN T Ha a

oOoHa cnydvyawu, KakKTo MW 3a npepocTtTaBsasHe Ha WHGoO
OHa 3 aa CobpcrfiaoHBMH3aary Wa HNaa weas METe pn Ha 3 akKoHa 3
(9) C¢(RBBaAa6bp. 48 oT1T 2015 r.) YnpaBuUuTtTenHuwatT c
K 5 paboTHMW AHM OT NOCTbNBAaAaHe Ha MCKaHeTO.
(10) -(OHBo B ab p . 103 o1t 2017rr), MBnsmprAaT®AH®Tla
apcTtTBaTa ycTaHoBABa CcNnyxebHo ob6cTodaTencrtBar
aTo ca O6bANrapckKkwu T paxpgaHu.

yn. 229.-AB1) 6(pAorwr.1 o1 2008 r. .,-OB,cbBbpa 60 b3z

MmMne@m oT 05.08.2011 r.)

(2) tmAp,n. 6p. 71 o1t 2008 r.,-0B,cwuompa 0ol10 21 20.70 €
a oT 22.1pB206Pp. 160 @3M2011 rr. ,-OB, cl@pa ©8 O0f
B epHomMeceudyeH HapQKoKgVMemDaEaOTBABAH@O yn. 228
Top Ha WA, cnepg cTaHoBuUuWwWe Ha EkcnepTHWMA
KTW, M3 fpasa pas3peweHnme 3a UM3IBbBPpWBaAaHe Ha T
a unun npaxms3IvMesRMBABRaEAHB aHeTO0 Ha pas3peweHune.
a Ha numuyueTto, nopano 3adAB/eHUeE.,
(3) ¢MB,mM.06p. 60 oT 2011 r. ., aBegeHmacwak 0T O
AOKYMeHTauuMmaTa no 4. 228, anaseHviARNl poXy Me
foMasBa NWCMeEHO 3adBuUTena 3a YCTaHOBEHWUTE HE
KbT nNno an. 2 cnunpa Ja Teye OT p[AeHSA Ha yBepow
(4) (BHBBabp. 71 o1 2008 rB ,c /By ycamiin a4 eo TB 1c2p. o0k8
aTa Ha yBejgomMsBaHeTO nNno an. 3 3aaBuTenaT H
BAHOT N, nNPpoOM3IBOALCTBOTO NO U3 JaBaHe Ha paspe
AYKTW MAKMW 3a NpomMsaea Bpesxpajeamsa. pa3pelweHune
(5) (NpeawnwAiBi,a Gp1.. 741 o1 2008 7., -0B,c wuonpa 06710
1 ., B cmna ot 05.08.2011 r.) OTKas3sbT Ha
peweHWe NOANEXWNW Ha Ob6Xa/BPpHweemTyapeid KD OLARKNMEU

yn. 229AB, (BpB 23 o1 2009 r., B cwuhB, o6p 304
2009 r ., B cunalB,T 60p2.. 0968 2A010 9201 Q m.3,MmOdB, c un n:
60 oT1 201015.10.8,. 2P1ltwuna) oisnbnHuUuTenHarta are
pawa B P3W no MecTOHaXOXAeHMWEe Ha CbOTBEeTHAT:
BKNwWYBaWoO MW3IBBbBpWBaAaHEe Ha TbprosuAa Ha aApebdHO
umangmnHeoewmwmnuyenwu, XpaHMW 3a KbpMayeTa ©“U npexo
cBaHe B peruvmcrtbpa no 4Yn. 14, an. 1 o1 3aKkoHa
(2) (W3 wm-.4Byw Hepn. 41 o1 2009 1., B cuna oOT
bpwBaT TbHBPTr oBWUANHM g@éadHKon ,Cc [KXPeaTHMUYTHEN X paHu 3
M, XpaHUW 3a KbpmMayeTa W NpPexXO[AHUN XpaHMU, noAan

yn. 230.-AB1) 6(PUN3 .0 oT 20121 1., B cumna oT1 O°EF
nNeKkapgwBpeRMBObBP HaAa U3 gajeHUWTe pas3peweHunma 3
AYKTW Nno 4yn. 229, an. 2, KOWTO CcbaobpXa:

1. HoOMEep M pfaTa Ha pas3peweHUneToO;

2. (-A8n. 6p. 71 ot 2008 r. , B cumna oT1t 12.08.



c

p

I 3O 3

(@20

p
e

7

efjannieHa yampEENeHNne Ha nAuMmueTo, NONyuyYmno paspe

3. -AaBwm. 6p. 12 o1 2011 r ., B cuna o1 08.02.
bKOBOAWUWTEeNsds Ha anTtekarTa;

4. apgpec Ha anTtekarTa;

5. pgeWHoCTMTeEe, KOMTO We ce M3IBbBpWBAT B anNnrTe

6. pJaTaTaBRaempewpapai3peweHMeTo M 3anNumyaBadHt
OB a,;

7. 3abenexkun nNno BNMCaHMW obBcTOATeEenNncTBaA.

(2) -AaABwy. 6p. 60 oT 2011 r. ., B cmna oT 05

y6fll/IKyCBI'@TaHI-HEB.aV|aI'I'bﬂHVITeﬂHaTa aredumumsd no nexKkapece:’

YUn. 231. (1) TMNpwn npomMaHa Ha BNWNERHMOTET BA TPEIT (
nuyerTo, Mo /1 yHuaven 03 ap aB PBEwYEWB aAaHeEe Ha TbprosBua Ha [
opgasBa 3agaBneHune no pepa Ha yn. 228, an. 1,
OKYMEHTMWN.

(2) (-HllBs a 6p. 60 orT 2011 r ., B Ccuna o0T 0"
LAHOBpeaeHamMmM@HOBAaHMWE MU BWUA Ha Tbproseuya, apjgpec
e nopaBa HOBO 3afdAB/JeHWe NO pepa Ha 4Yn. 228, ar
a TbproBmsa Ha ApebHO C nNnekKkapcTBEeHW Ymp o YLK T va NB

(3) ((HBpBabp. 60 oT 2011 r ., B cuna oT1 O05. 0¢

bproBma Ha ApebHO C NeKapcTBEHW NPOAYKTMW nNno p
an

O 4. 230, . 1, T. 4 g a MO@000B M»Huarcee/yme.H 0O MSACTO C
(4) (BHBBab6p. 60 oT 2011 r ., B cuna o1 O05.08
3BbpWNM MnNpomMAHAaAa NO Y. 230, an. 1, 000 XKwnwsBe /Hm,C
annauwa TakcaTa 3a W3 p[aBaHa [Hpae O0Ha3 pce WeeimaEp C3TaB €
nTeka, onpepeneHa B TapudcdaTta no 4n. 21, an. 2.
(5) (NMpepnwiBa am. @0 oT 2011 r ., B cuna OT
as3peweHnmeTo, C KOeTO Ce ponyckKka npomgHaTa no a
yn. 232. (1) NekapuTe MU nNeKapuTe NO AeHTanNH
pooyKTMW NO CNUWCBK, oOonpepeneH OT MUHMCTbBPaAa Ha 3

(2) KoratTo B HacefnneHOTO MACTO HAMaAa anTeka,
popgaBaT H/Me KNGPPOCATYBKET U CcCaMO ako ca MNONyuYunum paspe
apenp6a Ha MUHMUCTbBpPpA Ha 3apaBeonas3BaHEeTO.

yn. 232a4B,( Hom®. 84 orT 2018 r ., B cuna oOT
azpeweHne 3a Tbproseuda Ha pgprbaoa cnalekKk/a.pcaI@eHwu
XeaoHeBHO npepgocTtaBAarT Ha WAl uypes cneyuuvmanumsunpa
HpopmMaunma 3 a:

1. JOoOCTaBeHMUTE n m KonmuyecTBaA, MOCOYEeHM n

Mo3snMTMUBHMUA nexKkapcTBEH CNMNMWCDBDK,;

2. oTmMmyeMmpopgageHWTe KoONnNMmyecTBAa, MNOCOYEHMU T

Mo3snMTUBHMUA nexKkapcTBEH CNMNMWCcbB K,

n

3. HanNnMWyYyHUWTe UM KonmyecrTtBa, nMocoyeHNW NO nNneckx
eKapcTBeH CNUWCDBK.
Yn. 233. PbkoBOaAMTENAT THa3sz angeikHmad@T WHTOE,n MOT


http://www.bda.bg/

yn. 234. (1) 3abpaHaBa ce npopgpaxbaTta Ha net
neKkapcTBeHUWTEe NPOAYKTMU, MNOCOYEeHNU B CNUCBK, oNnpe
(2) ABTOMaATMTeEe No GOTBE&H®MOTatTapma ®BagAmMUEDa

3abpaHaAaBa ce OKa3MWOHHaAaTa npopgpaxba Ha ne
3abpaHgaBa ce npopgaxba NOoO MHTepHeT Ha ne
npegnuncaHune.

(5) ((-ABBa 6p. 60 oTO0ORODS. 08, 2®1 1c um.a) Nexapc

—

neKapcko npepgnumcaHunue MoraTtT pfa Cce npopgpasBaTtT no wu
pas3peweHne nNpm ycnosmdarta M NO pepga Ha TO3U 3ak
y n 243.

(6) C(HEHBEBM. 102 o1 2012 r ., B cumna oT1t 02.01.
nyébnmkyBaT Ha MUHTepHeT cTpaHMWuyartTa, 4Ypes3 KOATO v
neKkapcko npegnmcaHunme, ob6bWo nNnoro, pas3nos3HaBaemMmo

(7) ¢(HBBab6bp. 102 o1 2012 r1 ., B cuna o1t 02.0

no an. 6 ce onpepenaTtT ¢ AenfgnpeeEnBaT2001483/ BA

Un. 23 4-a4B, ( Hoops. 102 o1t 2012 r ., B cwuna ofT
areMmHi, Nno neKkapcTtBaTa nyb6bnuekyBaHBTOOLpDBPEPKEGaHa CB.
1. MHpopMauUumKN4 3 a HauMOHANHOTO 3 axroadHesraor e A

nekKkapcTBeHM nNnpoaykTu 3a npopgaxba nNo UHTepHeT,
MoraTtT jJga CcbWecTBYyBAaT pas3inMmuyuna MexXay AbpXaBuUTe
neKkapcTBeHUTEe NPOAYKTWU M Ha ycnoBumsaATa 3a AOCTasb

2. WHCMOPTMHAOUCMHIO L enTa Ha o6wWOTO NOT O;

3. cnNnucbK Ha nNunuata, npepgnarawnm JeKapcTBEHMU
agpecnTtTe Ha TeXHWUTeEe UHTepHeT cTpaHULUWN;

4 . obwa MHPopmMaumsa OTHOCHO pPpUCKOBETE, CBbps3

noTpe6uUuTBNUAREEePEPET B HapylleHMe Ha HapepgbaTa no

(2) MHTceparemHpmaTIAAN no an. 1 e CBHLPB IMEMAT ac
EBponenckarta areHumsa no nexKxapcTBarTa.

yn. 234@B, (Bese 102 o1 2012 1., B H@Gm@Aaa ao e HOQ
no onNneKkapcTtTBaTa y4yacTBa B nNnpoBexpaHu oT EBpone
nekapcrtBaTtTa WUWHMPOPMALULWMOHHW KaMnaHMUKU OTHOCHO o0On
NPOAYKTMN.

Un. 235. (1) PaspeweHMeTOo 3acuvuBempLernBEeHMHaAnN
no 4n. 229, an. 2 Cce nNpeKkpaTtTaBa C nNpekKkpaTaBaHe
(2) cmB M. 6p. 60 oT 2011 r ., B cumna o1t 05.0
MAT npekpaTtTsaBa pas3peweHNEeTO 3HA0 WUC3 BECPKUABPACHTEB €HHaM TNt
1. no Monb6a Ha nAuMuyeTo, NONYYUZIO pas3peweHwne
2. KoratTo Cce ycTaHOBMWU, ye pbkoBOAMUTENAT H

NMoOCOYEeHW B Y. 224 wn 225,


http://www.bda.bg/
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(3) ¢eMB,m.6p. 60 oDT2051 01B. 200HdelscenHn ac pBo k1l 40T np
Ha pAeWWHoCTTa no an. 1 nnyaTta no 4. 222 wn 225 n

Un. 236. (1) AnTekaTa He MOXe pga O6bpe 3arTBC(
KaneHpjgapHa rFrognHa nNopaei/wR OTCbCTBUE Ha pPbKOBOAMWUT
(2) {®O,n.6p. 71 oT 2008 r. ,-AB,capa b2 A42. 2861

or 08.02.2@B1 ®.p, WHM.oT 2011 7., B cuna oT1 05
antTekKkaTtTa He e B CBHBCTOSAHMWME opaa AM3 MONHABBAEH €3 aHAb JOX enH
HeTpyagocnocob6HOCT nopajgwu 6onecrtT, GpemMeHHOCT n
OTrnexpaHe Ha Manko pageTe no pepa Ha Kopgekca H
noBeuye 0T ABe rogunuHMU noja Mapr MKEpBypL & I 8B TT ,0 H®O
nNoMO LypaMEMaLyeBT, B cCnyyaunTte no 4n. 225, KOMNTO O
cnyyaun ce umu3paBa pas3peweHme OT UINBNHUTENHUA LOU
(3) PaspeweHmeTo no an. 2 ce uM3IgaBa B CPpPOK
Yn. 23 7p.eklpppr AMmaHe pfeMWHOCTTaAa Ha nNnuuerTo, non
anTeka, neKkapcTBeHUWTe nNpoaykKkKTwumw wMoratTt pga ©O6bpgart

THProBMA Ha €eApo C NeKapCTBEeHMW NpPoOAYKTM.

Yyn. 238.-4BL) 6(p3 M/.1 oT 2.0008. 2r0.0,8 Br .c)um n/be koarp clr
TO ce oTnyckaTtT 6e3 nekKkapcko npepgnumcaHwune, M C
aT fAJAa ce npogasBaT M NpPOAYKTW MU CTOKMU CbBC 3
ep6barta no uyn. 243, MW MegUWLULUWHCKWN us3pgennasA
(2) ¢tM/MB,m.6p. 71 o1 2008 ., B cumna oT1tT 12.08
pebHO C NeKkapcTBEeHW NpPpoOAYKTMU, KaTo oOTkKkpusaTtT [
mnya, perumcrTpumupaHum nNo TbHBProBCKMUA BaAaKOGWEHKAW 0O
( 3) ctABMm. 6p. 71 o1 2008 1., B cuna oT1 12.
6Ba ga e MegMUMHCKW cneunvmanumcrt, KOWMWTO:
1. He e /TnweH OT NpaBOTO Ja ynpaxHsaBa npocde
2. He e OCbXpgaH 3a nNpecTbnNNeHUWAGUN ACTED PBY,H U
CTbNNeHN4 npoTmMB cobBcTBeHOCTTAa WU CTOMAHCTB (
NMNYHOCTTa;

3. MMMa /JHKAW efgHa roAMHa CcTaX No cneuuManHOCTTE:q
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239.-ABl,) 6pM3 MO0 oT 2011 r ., B cuna oT1 G
rmcrtTpayma B CcboTBeTHaTtTa P3W.
) (MB,mM.6p. 60 oT 2011 r .., B cumna oT1T O05.08.
cbpoTBeTHaTa P3W 3aaBneHnme 3a perumcrtpayuna, KBbM K
1. (nAB, 6p. 60 oT 20108.r20,11B rchnaggnaBmrun (
moeHTMPMKayuMoOHEH KOA Ha TbproBeuvua uMAKM Koonepawuyv
permMcrTpupaHn - BNeMEKm@Xama EBponeinckusa -ccuwpsaHau mmo
Cnopas3ymMeHMNnerTO 3 a EBponencko0T © [ OMKKYOMVHEOHMIM 4 8 @K O a K
permcTtpayuma nNo HauMWOHaAanNHOTO 3aKoHoOpgaTencTBO, n
AObpXaBa Ha nunmyaTta no Y. 238, an. 1;
2. (-gddBn. 6 p. 103 oT 2017 r. , B cuna ©oOT 01.

yn
c/me pe
(2



cBUpgeTencvB@CBaAaHEbBHANULETO, onpepeneHo 3a PbKOB
6bNrapckum rpaxpgaHWUH,;

3. MeagMUWMWHCKO cBMAeTenNncTBO Ha AuWyeTo no T.

4. (-A4BmM. 6p. 60 OoT 2011 r., B cuna oT 05.08.

5. -ABM. 6p. 98 o1 2010 r..,-OB,cwpa 60O 0. @D1
or 05.08.2011 r.)

6 . YyMeHT 3a nnaTteHa [AbpXaBHa Takca B pas

A 0 K
(3) ((BMBBaAa6bp. 60 oT 2011 r.,AmBeEeHacPak 0&dT 0B
Ha 3aaBneHMNer onm3NBOL pauB.a 221 pBIepka OTHOCHO cna3BaH
yn. 243. B cnyuyawnrte, KoratTo ce ycTaHOBMU, ye He
/- He BeH CpoOK oT M3IBbpWwWBAaAHE Ha npoBepkKkarTa P3WU
OTCTpamac B/AM.€

(4) ((BBBabGp. 60 o1 2011 r. ,AmBeEaeHiacmak 0&T 08

Ha 3 afAB/IeHWETO n AOKYMEHTMUTE no an. 2 4OUNpPpEeK T
KOHCTaTMpaHUTEe Henb/HOTUW B TAX U onpepnena CPOK
(5) Ho B-&1 B, 6p. 60 oT 2011 r ., B cumna oT1T 05.0
peruvcTtpaymna Ha Aporepma Mnm 3a MU3IBBPWBaAaHEe Ha iy
B pas3wmep, onpepeneH ¢ TapudpaTta no 4n. 21, an. 2
(6) (-ABB a 6p. 163,00 ZMIm&Ada o1 01.01.2018

6e3onacHOCT Ha XpaHWTe ycTaHoBfABaAa CNnyxebHo o6¢c
an. 2, T. 2, KoratTo e O6bNnrapckKkuw rpaxjgaHUWH.

Un. 240-40B(VNDp. 60 o1 2011 r.) BpapkeésiaH oap o0k5
M3IBbBbPWBAaHEe Ha NpoBepkKkaTa nNo 4. 239, an. 3 nnwu
onpekxTtTopbrT Ha P3W m3pgpaBa ypgocToBepeHWUE 3a per nc
3a mM3pasaHeTO MY.

(2) ¢(HBBaAabp.O0L1d®2r o7 B cumna oT 21.12.2012 r.)
OTKa3Ba M3JaBaHeTO Ha yjJoCcTOBepeHMWUE 3a permnmcrTpa
: He e npegctTaBeH HAKOW OT [JOKYMeHTMUTe no
: B CpoKa no 4in. 289paann AdosBasBmmpPpAANTBEH
3) -A®BBa 6p. 102 o1 2012 7., B cuna oT1 21
ONPEeKTOoOpPbBT Ha P3W He e wu3pgpan ypocTOBEpeHUNEe 3a
MOTMUBUPAH OTKas3, Cce nNprewma,acwe.e Hanuvnue Mba4yanwu

(4) ABBabp. 102 o1 2012 r ., B cumna oT1T 21.1
MOXe fa 3anoyYyHe W3IBbBpPpWBAaAaHe Ha 3adABeHWUTEe p[feWHO
OrpaHmyaBaHe aAMUHUCTPaAaTMUBHOTO perBynpuxpya HET O ad A
oenHOCT.

(5) (NpepgyBHa 6pn. 122 o1 2012 r., B CcumTa OT
Ha P3W no an. 1 nognexXxnm Ha ob6GxanBaHe NO pepga Ha

1
2
(

yn. 240a4B,( Homs. 102 o1 20122020128 rc.wna( loT
cboTBeTHaTa P3W npekpaTtTsaBa CbC 3anoBej perwunmcrTpa

1. no Mmon6ba Ha nunuerTo, nonyynmno ypocTtToBepeH

2. C npekpaTtsaBaHe AeNnHOoOCTTa Ha nNnunueTo no
cwsroBeTHaTta P3W.

(2) -BHEBleH CpPOK OT nNpekpaTsBaHe Ha AeWHOCTT

nncmeHoOo yBepgpomMaBa CcboTBeTHaTa P3W.



yn. 241. -AB,) 6(pn3mM60 o1 2011 r ., B cuna oT1 C
BOAW per ncTwovpe HlouwsTmHpaBeepHelH 1A 3 a perunmcrtpauunmsa Ha

HoMep W JgaTa Ha U3 gafeHOTO yAoOCTOBepeHMUe
cepganunue W appec Ha nNuuyueTo, NONYyuywmno ypgo
MMe, NUYHWU AaHHWU U ajgpec Ha pPbKOBOAUTENS

apapEePoOmepnAarTa,

fJaTa Ha nNpeKkpaTdaBaHe Ha peruvmcrTtpauynaTta u

. 3abenexkunm no BNMUCaHUTe obGcToATenNcTBaAaA.

2) -AaABy. 6p. 60 oT 2011 r. ., B cmna oT 05
nyébnumkysaT Ha CcCTpaHuyaTtTa Ha cboTBeTHaTa P3UW B

SOOI WN B

yn. 241-4a4B, (ApB 60 oT 2011 r ., B cumna oT1 O05.
m3IgageHnNTe yagoctToOBepeHUWdIS 3a perumcrtpayuna Ha p[pgpor

1. HaMMeHOBaHMWe Ha cboTBeTHaTa P3WU, mspgana

2 . HOMB@TA Ha M3 fafeHOTO yaocToBepeHMWE,;

3. cefjannue u ajgpec Ha nunuyerTo, nonyyunmno ypno

4 . MMe Ha pbKOBOAMUTENA Ha Aporepuarta;

5. agpec Ha pgporepmarTa,

6. JAaTa Ha npekpaTtTdaBaHe Ha perwuvmcrTtpauynaTta wu

Un. 2pAn2 .npfbmaHa Ha ajgpeca Ha pjpporepumaTta uUnv
ygoCcTOBepeHMWe Ba nNopKBaB a8HaeATBOTeHMe No pepga Ha M
npomMmaHaTtTa AOKYMEHTMWN.

yn. 243. YcnoBunuaTtTa M pefbT 3a O@gE&EHMIaIBUH AW
Ha MMUHMWCTbpa Ha 3apaBeonas3BaHeTO.

I'imaBa enunajgecera.
PEKJIAMA HA JIEKAPCTBEHUMTE ITPOAYKTH

yn. 244, (1) Peknawma Ha neKxapcTBeHMU npoag
npepgcrtaBsaHeE, npoMoumnmAa uMUNKW NpepnoxXxeHunagaxaemna gaJ
ynoTpebaTta Ha nekapcTBeHMUS NPOAYKT WU BKANKWYBaA:

1. pexnama, npepgHas3HauvyeHa 3a Hace/ieHuUerTO,;

2. pekxnama, npejHa3HayeHa 3a MegUUWUHCKWUTE C

3. noceweHnme Ha MegULUMUHCKW TbBProBCKWU npepgcrtT

4. nNnpejoCTapPMHEO THaIeM@PCTBEHN NPOAYKTMU,

5. CNOHCOPCTBO Ha NpoOMOLMWOHANHMKW Cpewun U Hay
cneuvannmcTmu, BKNKWYMTENHO 7 noemMaHeToO Ha TeXHV
CcCbOTBeTHaTa /AbpXaBa, B KOATO Ce nNnpoBexpga Meponpg

(2 HpepcTaBBnaBa peknama Ha NeKapcTBEeHW nNnpo

1. TEKCT BbBPXY BTOpPMYHATa oONakoOBKa WU B JnNC
paspewaBaHe 3a ynoTtpeba,;
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2. KopecnoHAeHUMA NO nNoBOpAJ cneuuvmdpumyueH BBNOP
KapcTBeH nNpoagykrT,

3. MHAPOPMALMOHHMU cbobweHwunsa n yKasaHmMasa 0
egynpexageHuna 3a HexXe/laHW JfeKapCcCTBEeHW peakKkuunwu
eKapcTBeHMUA NpoAYKT, TBHBProBCKWW KaTanosun u I
aMeH xapakTep NO OTHOWeHWE Ha NeKapcTBeHMUSA
4 . M3daBneHNSa, oOoTHacawnm ce p[O 3A4paBeToO Ha 4o
AVNPEeKTHO He Haco4yBaT KbM J/1eyeHUe, npodunnnackTmunK

5. npoBexpaHlepeTeoTdMnHacBApaBeonasBaHeTO K
ceneHnerTo, KoratTo CBbp3aHUTe C TAaAX MaTepwunany

OAYKT.

Yn. 245 . (1) MputexaTtenart Ha pas3peweHUeTO
€HO 3 a HpeaHuepoka paHOoOopMayns 3a NneKkapcTBeHMNTE
3peweHne 3a ynoTtTpeba no pepa Ha TO3M 3aKOH.

(2) MNpuTexaTenaTtT Ha pas3peweHuMeTo 3a ynoTtpebob

1. rapaHTupa, ye pekKknamaTa Ha /fnexKapcTBeHMUH
OVWULUUMHCKNTE cneymanunmcTu BbB BWALA, CbOTBETCTBa
oTBEeTcTBME C M3 fafeHOTO pas3peweHunme 3a peKknama

2 . pas3nonara ¢ JAaHHW U MaTepuanum OT BCUYKMN

HeroBaTa [AeNHWOKPQpP BALIUOH NFT& NHPY ICNTeEe, 3a KOMUTO

HauyMHa Ha OoOCbEKTT@® AL aHe THmaTaTa Ha cTapTupaHe

3. rapaHTupa obyyeHMeTo Ha MeAUUMUHCKUTE Tbp

4 . M3NbAHABAa TOYHO B aH UAIM@e MHea eqHIMbHK HOOCOr KH U YT ke a

peknamarta.

(3) MegvmuuMHCKMUTE TBProBCKW npepcrtasBuTtenn T1p
BCAKa WMUHopmMauyumsa 3a ynoTpebaTtTa Ha /neKkapcTBert
HoWwWeHMWE Ha VadadhopMeanoawmaleKapCTBEHN peakuummn,
eyumnanncTu.

yn. 2454B, (BlpB 71 o1 2008 1., B cuna oT1T 12.
KapcTBeHW NpoayKTW, 3a KOMWTO e umus3gajeHo pa3spe
Un. 246. (1) CbaobpXaHMeTo Ha pexknamata Tpab

M pas3pewaBaHeTOo 3a ynoTpeba KpaTKa XapakTepwu
MO nNocoYyeHMUTEe NpuUu pa3pewaBaHeTOoO 3a ynoTtTpeba n

(2) PeknamgpmraseangieRpoagyKkKT Tpab6bBa p[ga Haco!
oTpeoba, KaTo npepcrtaBd 06eKTWMWBHO TepaneBTWUYH
eyBennMmyaBa Bb3IMOXHOCTMUTEe 3a /ievyeHune, npodunacx

(3) P bpXa nopgBexgawa WUHCOOP

(4) ¢ 2 8 r ., B cumuna oT1 12. 0E¢
Hne 3a nojgapbk ul/lwvwnu [py
20@8 om. 12.08.2008 r.) \Y
ue, npeagcTaBAWoO Cce 3a MeAgUWULUMHCKM cneuyumanuctT
KnamMa Ha /eKapcTBeHMUW NPOAYKTW B nNevyaTHUTe wnl u

e kK g

HB B
e
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Un. 247 . MpepceapgengBKaT peknama camMo Ha nel
nyckaTt 6e3 nekKkapcko npepgnumcaHwue.

yn. 248a4B,( Ag@om. 71 o1 2008 r., B cuna oT1T 1l2.
nyckKkaT peKnaMHKW KaMnaHWUW NO BawKaemePUuPpaH,a3pR
oTpeba, npuMm cnas3BaHe U3IUCKBaHMUATAaAa Ha 4n. 251

yn. 249

yn. 2484dB, (s 71 o1 2008 r ., B cumna oT1 12
TepHeT Ha nNeKkapeTeee@ OAOPODWYYKAWM, N /NeKapcKoO nNf
KnamMHUW KaMnaHWW NO BaKCWUHWUpPpaAaHe, M3BbpWBAaAHN nNQC
raHm.

Yn. 249, Ma3nmckBBaHMATaAa KbM pekKknamMaTtTa Ha neka

MW HNHTAb@B ApaBeona3BaHeTOo.

Yn. 250. 3adBnNneHNWe 3a pa3pewaBaHe Ha pexkn:
nTexartTenda Ha pas3peweHmMeTo 3a ynoTpeba Ha nexk

ue.

yn. 251. (1) 3a paspewaB2bhd mad ekl ad8MalAdl Bk

pas3ey, ofo0o6GpPeH OT MU3INDBNHUTENTHNWA [UPEeKTOpP Ha a

1. NPpoOeKT Ha peKnawmarTa,;

2 . HoOTapumanHo 3aBepeHO MNBHBAHOMOWHO OT NPpKUTE
ratTo 3afsaB/eHMeTO Ce nopgasBa OT ApPYyro nunuye;

3. PATEPHNUTE MU3ITOYHMUW Ha M3INON3BaHWUTE ULUMUT
ratTo uMmMa TakKWBa,;

4. [JOKYMeHT 3a nnartTeHa TakKkca B pas3mep, onpe

(2) MNpoekTwnte 3a peknama no an. 1, T.Te, Tp:s
raTtTo wuMWuMa TakodbvB, M fAa p[fasaT B BW3EMOMHEOTTEK C3Ta WO

cTpauum.

( 3) Kbm WAJl ce cbvp3pgaBa EkcnepTeH CcbBBeT Nno p
cneyumanunmcTunm C NpPpakKTMYeCKW ONUTUBT OAQMPERTAP HRA
pepensd Cbce 3anoBepjg CcbCcTaBa Ha CcbBerTa, KbBM |
MucmaTa nNo npodpecumoHasnnHa eTwnmkKka Ha bbnrapckwnd
03 MW Ha bbnrapckuma GapmMaueBOBRHEARTEC bWAa, Yypas o
BbpXAaBa nNpaBMWNHWK 3a ycnosumaTa UM pepa 3a pa
nNwyYyeHNW “U nNpepgcTaBuTennm Ha NayuMEeHTCKUTEe OpPr aHMU

(4) CbBeTdbBT Nno an. 3 M3ToOoOTBA eKcnepTwUsga No
NbNHUTEeNHMNA pgupekTop Ha WNAI.

(5) Mpn ycTaHOBABAaHEe Ha HecCcbOTBEeTCTBWUA Ha

7-AoHe BeH CpoOK oT AgaTtarTta Ha nogasBaHe H a 3adBeHl

oT

cTpaHAaABaHEeTO UM B e/ HyYBMEOeMYIESH Neprmk oCIp oK abTTa T3 a
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3a nepuopga OT AeHS Ha yBegoMsBaHeTO A0
B cnyuyaih uye 3aaBUTEeNsT He WU3INBAHU YKa:

BaHeTO nNo an. 5,T ol pcoey enapyepkapraat smpeoa .p a3 p e wa B
252. (1) B epHoOMeceyeH CpPOK OT npeppgcrTaet
Ha CTaHOBMUWeEeTO NO 4Yn. 251, an. 4 N3NBbBNHI

Ta MWW nNpaBuUu MOTUBUpPIPHU TE KT B A3 M aK PaB @
a.

(-ABs a 6 p. 60 oT 2011 r ., B cuna oT1 O05.
TenHmnAaTt paupekTtop Ha WA/l He pas3pewnm cCcbC
ce nNpuema, uUren ac vHea Jicn LNep OVELKNTYaA SIHA8B OP €CKb/l a M a
6bnoe pas3npocTpaHsaBaHa.

(NMpepgwn-ulBa abmp.. 260 oT 2011 r ., B cwuna
TenNHuWAa AAuUpekKToOp nNnopnexu Ha obxansaHe N

253. (1) W3papeHOTO pas3peweHne Ha pekKkna
BeEH NpoOAYKT B paMKMUTe Ha CpoKa Ha BanupgH
KoratTo ca MW3BBbPWEHUW MNPOMEHMU B paxpeuweHt

oaAT 4O NpOMEeHW B pas3peweHa peknama Ha

a nogpaBa B WAJl 3aaBneHme 3a NpPpoMAHa.
254, Mpn nNpomMAHA Ha pas3peweHaTa pekKknawm
yn. 251

2584a B, HG p . 60 oT 2011 r. ., B cumna ofT
HayeHa 3a MegWUWMWHCKWNUNTe cneun-axsmmcrTtun, He ¢
PeknamaTta no an. 1 ce pasnpocTpaHsaBa C
e npummrarperRpamarTa, M Npu cnas3BaHEe U3UNUCK.I
249 .

255 . (1) 3abpaHaBa ce pasnpocTpaHeHue

Wn HapKOTMYHWMN BewecTBa NO cCcMUCBNAaAa Ha 3ack
pcopurte.

3abpaHaBa ce ONPEKTHOTO npepgocTtTaBAHE
CKUTe TbProBsCckKW nNpeagctTaButTenun no 4n. 244
256. MocTpu OT /fNneKapcTBEeHW nNnpoagykKkKTwm ce
BMA MU no penqn, onpepeneH B Hapepgbata no Y
257. (1) MeagnuyuMHCKNTE THBPIroOBCKWNU NpepncrTeE

nnm obyuyeHwus, opraHm3mMpaHunm OT nNputTexarten



Has3Hauyuvn, [fayHHWMT dXa8HaATHUNH UM Aa Morat Jga-MfbpeAaocC:
MHpoOpMaAaULUMa 3a eKapcTBEeHUA NPOAYKT, KOWTO npegec

(2) Mo BpemMe Ha BCHAKO nNoceweHuWne MegULMUHCK.YV
pas3nonaraTt C KpaTKaTa XaMHamT smn QTelHa eH & an pie XK yakT
3a ycnosemnmgrta 3a 3annawaHeTo MYy UM pa IMm npepocrTa

(3) Mpw npepcrtaBsaHe H a nekapcTBeHMU npopny
MegUWULUHCKUTE TBbBProBCKW npepgcTaBUTeNnun YyHIEe CM@Breadma |
HeMmMywecTBeHa ob6nar a.

I'maBa nBananecera.
PET'YJIUPAHE HA HEHUTE HA JIEKAPCTBEHUTE NPOAYKTHU (3AI'JI. U3M. - /IB, bP.
102 OT 2012T.)

Paszpnea L.
HauuonaseH cbBeT 10 eHH U peuMOypcHpaHe Ha JekapcTBeHuTe npoaykru (Hos - /IB, op. 102
ot 2012 r., B cuaia ot 21.12.2012 r.)

Un. 25840B(MBmM. 60 oT 2011 r. ,-OAB, c@Gpa ©00206T
B cumuna o1 21.12A0BO01Bpr. p3(dy UBA4@. r.) KbM MUHM
cb3pgaBa HauyuwmoHaned CbBeTe T[HOA LUleeHKa p B T PeEeHmIoe p O P |
neHaTtTaTt bk "cbpBeEeTa". CbBeTbT e PpUNAVNBEBCE OC T/EUNLEeH
pasnopeguten ¢ 6twapxeT. ToW e cbBC CcTaAaTyT Ha AbpH

(2) LelWHOCTTa Ha cbBEeTaA ceoxeEMTHawpe@pa 60 X!
MUWHMCTeEepPCTBOTO Ha 34ApaBeonas3BaHeToO.

(3) CbBEeTBHBT €€ KoNnermvmaneH opraH ©“ ce CcbCTOMU

TpumMa ca neKkaghapwawemwamyc mB@Ma KWOpUCTKU U [Bama
nNo cnewuwnanHWE/TKT(B GHTe H10r oAU HMU. MpepcepaTtenaTtT wu
ocBobGoxpgaBar o peweHwune Ha MnHumcrtepckKkmnsd CbBeE"
3ApaBeona3BaHeTO. MpepcepatTenatT pbKOBOAWU [eWHOC

(4) UneHoBeTe THaAAa b3BaeeTMma TH L /MEOKHAO CT WUNUWM fJa W:
an 6 oT 3aKoOHa 3a agMuHuUucTpauuAarTa.

(5) JAenHocTTa Ha CcbBeTa Ce nopgnomara OT apgw
Ha pab6boTa ce onpepenatT C€C ycTpoOWcTBEH NpaBUMNHUWK,

Un. 25940B( MBmM. 60 oT 2011 r. ,-OAB, c@Gpa ©0206T
B cumna ot 21.12.2012 r.) (1) CbBEeTBHBT:

1. yTBbpXpgasBa, oTKas3Ba Aga yTBbpawu, M3MeHSa U
yna. 261a, an. 1;

2 . Yy TBbpKKag3aBeaa , 4, a0 TY TBbp Aau, M3MeHda MWW 3anunya
nNPpOoOAYKTW NO Y. 261a, an. 2

3. permcTtpupa, oTKas3Ba fAa permcTtpupa, N3 M-t
npoaoykKTMW, oTnyckaHu 6e3 nekapcKko npepgnumcaHue no

4 . (-y/4Bw.p . 48 oT1T 2MDBR,5 Gp., WwB2v.o0oT 2018 1., B

BbpXAgasBa, OTMEHSATeMaN#B Mewmn pppmMaBOLCTBa, K O U
eHKa Ha pe3ynrtaTta OT npunanaradHata Tepanwuna wn
rnacyBaHoO Cbce CbOTBETHMNSA ekKcneprTeH cCbBET na
MHOCT no un. 6 a, an. 1, T. 1 o1 3akoHa 3a 34p



5. BKNWYBa, npomeHsas WUNAW U3KAWYBA JeKapcTBeE
MCbK ;

6 . (-fdBg a 6 p . 102, o @WA8 o1 01.01.2019 r.)
XHONOINIMM Ha nNeKapcTBEeHUW NPOAYKTMU,;

7. (npep@dByrabp. 402 o1 2018 1., B cuna oT1 O

Mo3snMTUBHMUA nexKkapcTBEH CNMMNWCDBK,;

w w
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8. (-ABpabp. 48 oTHaZ WAB, T 6p.NABAMMT 2018 r .,
) noAaAgabpXa peummMbypcHMA cTaTyc Ha NeKapcCcTBEHMNT
B NMO3MTUBHUA nNneKapcTBeH CNUCDBK,;

9. (-HdBg a 6 p . 48 oT1T 2015 -AB, 6pepli8uiRra.o,m. B2 8G 1

.01.2019 r.) oKas3Ba CbpencTBMEe Npunu [OrosBapsaH:
OT 3aKoOoOHa 3a 34paBHOTO ocurypaBsaHe 3a nekKkap:
BKnwyBaHe B [IOSNTUBHUA NeKapcTBEH CNUCDBK,;

10. ( H oBAB, 6p. 102 o1 2018 1., B cuna oT1 0]
OAYKTWU, 3a KoOMWTtTo ce npocnepgpasa e@dpekTbT OT Te
MTO Ce unu3IBbBBPpWBaA, npum ycnoswus4a, no p2x@la, KgpM.TeHh

11. (FABBabp. 102 orT 2018 1., B cuna OT 01.

faTtTefncka W -AagHAeaoO@m@N@OCRKO CBbp3aHa € ULeHOOO
apcTBeHaTa NONUTMUKaAaA.
) CbBeTBHBT BOAU NYyONAMUYHU perunmcTpu Ha:
TBbPAEHNUTE LEeHNW Ha NneKkapcTBeHUTEe NPOAYKTMNM
YyTBbpPpOLEHUTEe NpefenHN LeHUW Ha JeKapcCcTBeHMU
pernmcTpupaHnTe LEHW Ha nNeKapcTBEeHUWTe nNpo
3) CbBeTbT ocbwecTBABaA KaHT/peoKTapBBEPBRYMN MO
BbpAeHa LeHa, nNpepjgenHa ULeHa WU perumcrTpupaHa LUue
(4) CbpBeTdbHT nNpuemMa nNUCMeHUTe 3aaBNeHWdI 3a Yy
BK/TYBaAHE, M3KNwyYyBaHe WU NPOMEHW Ha nekKkapecrT
mMchLRazIw T nas.Ba, M3BbpPpWBA MNPOBEPKU U nNpoyuyBaHM
weHS4.
(5) CbBEeTBHBT CbbOUMpaAa Takcum B pas3mMepwun, onpeagaen
3asBneHnda 3a:
1. yTBbpXAaBaHe, pernvcTtpupaHe neampunppemasBaalLeE
KapcTBeH NpoAaykKT,;
2 . (-v4Bm. 6p. 48 o1 2015 r.) BKNWYBAHE, npo
aTyc Ha BKJONWYeH B CcnMUWCbKa No 4. 262, an. 1
3. (-AaBBabp. 102 oT 2018 r.,HEABE 8B8ppaBBMTOLTAO
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yn. 259A4AB, (Bl p 60 o1 2011 r. ,-AB, c@Gpa 50206T
cuna oT1T 21 2.2012 r1.) (1) 3acepgpaHnmaTa Ha Ct
noemHaTta OT obuwusy .6poli Ha uUYUunNeHoBEeTE

(2) CbBEeTbBT B3emMa peweHMsas C MHO3MHCTBO nNO

eHoBeTe cCcwWn.

( 3) -BABBa 6p. 102 ot 2018 r., B cuna o1 01
ObNXUTENHO npucbcTBAT npepcrtaBsunTen/ npegacTas
paBeonas3BaHeTo ©n WA, KoratTo ce uM3IBbBpPpWBAaA oLUeH

(4) (NMpepgwiBi,a G@p1.. 1302 o1 2018 1., B cuna o0fT

BeTa MO Xeée O a 6'b,£l|aT KaHeHMWU 4 a npumncowocTBAT 3ant

gartaTta W" 4yaca Ha 3 acepagaHmerTO, B KoeTa®o e ce pas
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un. 259AB, (BpB 60 oT 2011 r. ,-A0B, capa 0206T
cmna oT 21.12.2012 r.) (1) CbBeTBHBT Ce NpoOMU3HaA

1. wecTAecCTeOrT €1 HMO 4 &KMPE&HO 3adB/ieHUMeEe 3a YTBbDHP X,
BK/NWYBaHe Ha neKkapcTBeHUA npoaykT B [lo3nTuUBHMU

2. TpunpeceT [HN, KoratTo e nojajpeHO 3adB/ieH.l
SUTNUBHMUA NeKapcTBEeH CNUCBK NPOAYKT,;

3. TpunpeceT AHN, KoratTo e nopgajeHo 3afaB/NEeHYV

LeHa no 4. 261a, an. 2,

4 . TpunpeceT AHU, KoratTo e nopfpajeHO 3adB/eHMU
Ha no 4n. 261a, an. 3;

5. TpuageceT [gHe/ paeryceppKagAaeaHa LeHa Ha ek
NoONyyYyeHO pas3peweHMWe 3a napaneneH BHOC,;

6 (-d4dBBa b6p. 48 ofAB20@p.rl102umwewm. 2018 r ., B C

emageceT [

HU, KoraTtTo e nojagdgevweHBAsSBREAPETBAaAH
KapcTBeH MNPOAYKT C HOBO MeXAYHapogHO HemnarTeH
paBHUTE TEeXHONOT UK,

7. (#ABa ©6p 48 oT 2015 r.) wecTtapecerT O HV
AobpXaHe Ha pevMvMOGOypecHUNITIeKBRPTYBeHaAaNPOALYKT B |
Mc oK ;

8 . (HDB,a 6p. 102 o1 2018 1., B cuna oT1 01
fajleHO 3afsB/feHMWe 3a pas3wumpaBaHe Ha NokKas3aHMUA
OAYKT, 3aHK@UWHE@® RO 3MOIMa WaHao,;

9. (HDhB,a 6p. 102 o1 2018 1., B cuna oT1 01
fajeHO 3afAB/ieHMe 3a OLeHKa Ha 34ApaBHUTEe TeXxXHO

(2) 3a nekapcTBeHUTEe NPOAYKTW nNOo Yn. 262, 8

AHWNW, T@EOERBaAa NoOoagaapgeH?O 3adB/eHNe 3 a YTBbpPpXAgaBaHe H @

n

B

p

a

oaykTa B [lloO3MWTMWBHMUA NeKapcTBEeH CNUNCDBK.
(3) CpokoBeTe no an. 1 n 2 3anoyBaT pfa TekKka
pep6bata no 4yn. 261a, an. 5.

Un. 2%e@AB, O6p. 60 oT 2011 r. ,-AB, caGpma »20206T
cmna oT 21.12.2012 r1.)

yn. 2594aAB, (6l pB 60 o1 2011 r. ,-AB, c@Gpa D0206T
cmna oT 21.12.2012 r1.)

Un. 26040B( WBpm. 60 oT 2011 r ., -BB,cuép. 0110 20 50 10
cmna oT 21.12.2012 rr.) JAvbpXaBHUTe oOopraHwu, an

O DbBXHMN O a oKa3BarcT C'b,ﬂ,eﬁCTBme H a CbBeTa XMeHaT &€ 1Y

n

M

3afgbnXeHuns.

yn. 26r0B(MBM. 60 o1 2011 r. ,-AB, c@Gpa ©D0206T
cumna oT 21.12.2012 r.) (1) UneHoBeTe Ha Cb



pa3rnacsaBaT O0O6CTOSATENCTB@AT HM dnapkiT MY T UC TrRH anN v B MM
CNyXebHUTEe UM 3agbNXeHUa NOoO TO3U 3aKOH, OCBEH
TOBA € nNpeAgBUAEHO CbBC 3akoH.

(2) BbB BpPpbB3IKA CbHBC 3agbiXeHuUusastTa Ccu no an.
yTBbpaoeHepaT@apeaLa CbBeTa.

Paszgea I1.
Peryiupane u perucTpupaHe Ha HEHUTE HA JIEKAPCTBEHUTE NMPOAYKTH. AJITOPUTMH 32 JIeYeHHe C
JexkapcTBeHH npoaykTu. Ouenka Ha 3apaBunte Texnosjorun. (Hos - /1B, 6p. 102 ot 2012 r., B cuia
or 21.12.2012 r., 3ar.a. aom. - IB, op. 102 ot 2018 r., B cuia ot 01.01.2019 r.)

yn. 261-AB, (Blps 60 o1 2011 r. ,-O0B, cGpa D0206T
B cumna oT 21.12.2012 r1.) (1) CbBeTbBHBT perynumpa
MO3NMTUBHMA nNekapc2TéB2eH auinu clb kKM Moa NWwua.waHuM ¢ nyo6nwu
C HHAMMIC K MTe pedepeHTHN LeHUW OT LbpXaBWU UYJTeHKMNU

(2) CbBeTdHT perynupa npepenHurtTe LeHW Ha necx
neKkapcko npepgnumcaHwue, M3BDbBH THIBWUK UIToe apne.pelpen T B
ObpXaBWU YNeHKMU.

(3) CbBeTbT perumcTtpupa MakKcumManHMmM NpoagaxXH

nNpoAYyKTW, KOMTO Cce oTnyckaT 6e3 nekapcKko npejanwu
(4) UewHnarTa, onpepgeneHa nNo pepga Ha anu hpue
npopaxb6bata UM Ha ApebHO.

(5) MMUHUMCTEPCKMAT CbBBEeT NO NpepnoxeHuwe Ha N
a ycnosewnmata W npaBumnata 3a perynumpaHe Ha
paHe Ha nNpejenHWTEEK afedHKO HMP e MUy CCaKHAVHEN T e e Ké

2 npuw npopax6baTta MM Ha pagpebHoO, KakKTo WU
CTBEeHWTEe NPOAYKTMU, KOMTO Cce oTnyckKkat 6e3 7

p
r

33T T
CDO('DQJ

yn. 262ﬂB( Bm. 60 o1 208.12011-4rB.,,canypsam.80®206T
cuna oT1T 21.12-.ABQ12 pr.. )15( lo)t (2MW031M8. T . , B cuna
KapcTBeH CNMUWCBK Ce M3TroTBA U noagAabpxXa OT CbHBB
neKkapckounpagmawamme cbC cpepgcrtTBa OT OAXeTa
BbH oOoO6xBaTtTa Ha 3aLbIXWTEeNHOTO 34ApaBHO ocCcuUuryp
5 oT 3aKkoHa 3a NnNeyebHUMUTe 3aBepfeHUdA UM OT 0K
WM Hycukaoc TMe no uyn. 9 m 10 oT 3aKkoHa 3a /evyeobdHM
(2) ¢MMB,mMm.6p. 102 o1 2018 r ., B cuna o1t 01. 0
nwyBa nNexKapcTBEHW nNpoAYyKTMU, KnacunmdbmumpaHm nc
aT-oMpPaned NMHHOT a Knacundopukaymsa, Cbce CbOTBETHMU
MMeHOBAaHMA, npunHagnexawnTte KbM THAX HauMWMeHDOB:
3a/ TepaneBTUNWYEeH Kypc, ueHa no 4. 261 a, an.
opaxbatgpewbmorapedepeHTHaAa CTOWHOCT 3a pedPuUHUDP
OMHOCT H a onaKOBKaTa, m3ymcneHa Ha ©6GaszaTa H
bnHMpaHa pAHeBHa p[Jo03a, HMBO Ha 3ansauwadHe, Tep
6amwmmTa ( MKb) . 3a NnNekapcTBeHUWTe nNpoaykTu ped

onpepeneHa pedPuHunpaHa [fHeBHa p[fo3a UMUAKM Tepane

( 3) FABMmM. 6p. 102 ot 2018 r ., B cmna oT1 01
MCBHBK Ce BKAWYBAT NeKapcCTBEeHWUW NPOAYKTMN, Ha K Ol

O£ =330 w
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BPM KOETO TnNpuHapnexum neKkapcTBEeEHWNAT npoaykT/ Kol
poAyKTM®N) , ce 3annawa oT obwecTtBEH 3ApaBHOOCMU
OKas3aHMUga noHe B 5 AbpXaBW, MNOCOYeHW B Hapepbar

(4) cmBon. 6p. 4 8 -Tﬂ,820165p.r.1,02|/|30|v|r. 2018 r ., B
NexapcTBEeHNTEe nNnpoAa y B MNo3smtumBHMA nNnekKkapcTBEH
3a puKkacHoOCT, TepaneBTUMYHA edPeKTMUWBHOILKQHOMANMHEIT
okas3aTe/snm KaToO 3a ﬂeKapCTBeHMTe nNPOAYKTMW C HO
3BbpwBa WU OoOULeHKa Ha 3aApaBHWUTe TexHONoOrwsem n@Pwet
cnoBunda M no pepn, onpepeneHm C¢c Hapepbarta no 4.
(5) (-ABwm. 6p. 102 o1 2018 r ., B cuna o1 01
apcTBeHUW NPOAYKTUW CHBC CHWOTO MeXAYHaAPOJHO HE
LeHTHpaa LMK T MBHOTO BelWwecrTBO, Beye ca BK/AYeEeHMU
apctTBeH CNUCBHbBK, He ce uU3IBbBPWBA OLEeHKa no an.
(6) TMO3SMTUMUBHMAT nNeKkapcTBeH CNWUWCBK BKANWYBA:
1. nexapcTBeHUWU NPOAYKTWU, nNnpepgHasHaveHU 3a N
pga Ha 3aKoHa 3a 34paBHOTO OCUTypAaABaHE,;

2 . nekKkapcTBeHNW NPOAYKTMU, 3annawaHun oT 614X
3akoHa 3a neyebHuUTe 3aBepeHuusa M oT OwpxeTa Ha J
yyacTunue no 4. 9 N B@Bepmed3:MoOHA 3a nNeyvyebOHUTE

3. neKxapcTBeHMU npoaykKTMWM, npefgHas3HaudyYeHM 3a
abonasaHwusga, Ha 3abonsasaHuMa MU3IBBH o6GxBaAaTa Ha 3
efa Ha u4n. 8 2, an. 1, T. 8 0T 3aK®HWa UMy HNB @map
e
e

3 3

< =X 3
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MMYyHU3aLUM, BaAaKCMUHM NO chneuymanHuM nokKkasaHma wu
py mu, MMYHOT NTOBGYNUHM,;

4 . npegenHa ULeHa Ha NekKapcTBeHUWTEe NPOAYKTMN

(7) MUWHMNCTEPCTBOTO Ha 3paBeapRaIBamPerq@ o Xda3
no 4n. 258, an. 1 3a npepasrnexgaHe Ha BKAWYeEH
CbK npum ycnoswmda U nNno pepn, onpepenneHm B Hapedgn
(8) HauyumoHanHaTa 34ApaBHOOCUMHWMITILT a/pHoad ykKaua no
1 npum ycnoBuaTa M No pepa Ha Hapepgbata no uyn. 4
(9) -ABpabp. 18 o-r4AB20164p .1 .4,8 pootn .2015 71 .) Y
TepumurTe 3a BKNKWUYBaAaHe,HAlpoOaEeamc TME eAHIM  TUB K OIWOKYTB
apcTtBeH CNUCHDBK n 3a noAaAabpXaHe Ha peumbypc
efgenatT B Hapepgpb6baTta no 4. 261 a, an. 5.

(10) -(OHBoBabp. 48 o1AB20BH.r.102nom. 2018 J ., E
n apcTBeHUWUTe NpoaoYKTMU NO Y. 45, an. 10, 13 n
ca pJoroBopeHM OTCTBNKMU, He ce BKnwuyBsar B Mo 3
npepoctTaBAaHe Ha OTCTBbBNKW NOoOCTbNBA®B B OCHWBleTR6Ma@,
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(11) -(OHBo B adp . 48 o14B20B%H.r .102nom. 2018 r ., E
NekapcTBEeHNTE npoAaykKTWU, 3a KOuKTO B npoueaypart
nNonoXMTenHata OLEeHKa nNpu T SOXTH dTOGB UBTKA/BIHWIBAA HIEe,K acpec

(12) -(OHBgB b p . 84 o1 2018 r.,-OB,cwmpa d021dT1
cmna o1t 01.01.2019 r.) MHWHMWNCTEepPCTBOTO Ha 3 gpas
an. 6, T. 3 ¢ HOB@®HWMBX/[WHUNMEMHIDB aHREA aKO TMNpeE

Mo3nWTWBHNUS nNeKapcTBEeH CNUCHDBK € CKnwyeHO npeaqg
MUHMUCTEPCTBOTO Ha 3apaBeona3BaHeToO 7 npuTexart
ynb/lHOMOLWEH nNpeagCTaAaBUT®R/NC ODAMWCHD, MAKCKOMATNTEATDBHO
nNPOAYKT MOXe pApga ce paocTaBs Ha MMHUCTEepPCTBOTO

obwecTBEeEHUNTEe Nopbuyku. ChnopasymMeHMETO € 3apgbnaxmu
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(@)

ocTbnBaT B CbBeTAapeapPpana oopepen2éla, an. 5.
(13) -ABgB ®Pp. 102 o1t 2018 7., B cumna oT1T 01.0
: T. 3 C HOBO MeXAYHapoOaHO HenmaTeHTHO HaWMeHDO

aMKOBO Ccnopas3yMeHUVW@aAMo BaMl.o3MX MBHM AC g1 eEKKA/PICT B € H
yn. 262AB, (6lps 60 o1 2011 rr. ,-A0B, c@Gpa 0206T
cmna oT1vT 21.-B,20®Pp2 r1.0,2 woB 2018 r ., B Ccuna
ApaBHUTEe TexHDdDNnoamunm HoHE@NCe2B3BLPWBA 3a TreHep
eKapcTBeHU NpoAyKTMHN, KOMTO CbaobpXaT akKTuBHO/ a
notTpeba B MeguMyumHcKaTa npakTUKa.

(2) 3a NnNeKkapcTBeHUTe nNpoaykTwun, BK,NIWEGE@HU3BDL
LeHKka Ha 3a0paBHUTEe TEexXHONOT UMK, KoratTo e 3adBe
OMNTO [O MOMEHTa He e 3annawaHoO € Nyo6ANAMYUYHNM cCPp
apeg6barta no 4yn. 26la, an. 5.

( 3) MnHMcTepcTBO@IBaHERT 03 MpalHBOK MO Xe MOTMWB

3 BbpuwBaHe§e Ha ouueHKkKa Ha 3 ApaBHWUTE TexXHONnNor mu

Mo3snTUMBHMUA nexKkapcTBEH cnunmcecobkK, npwu ycnoBwusd n no

yn. 262-@MB, (Aps 802. otTB20OANna o1 01.01.2019 7
eXHONoOrmm BKAKWYBA:

1. aHanms Ha 34ApaBHWA npobnem;

2 . cCpaBHWUTeneH aHanns Ha TepaneBTMWYyHaTa e
eKapcTBeHMA NPOLYKT,;

3. aHanNnMms3 -NKaD HPpaupIMaEK X MmT,e nNoKa3szarTern

4 . aHanms Ha OWAXEeTHOTO Bb3geMucTBUE

(2) OueHkKkaTa Ha 3aApaBHWUTEe TexHONOIrMm ce U3B

1. Hanmuiunme UMW NUNCa Ha anNTepHAaAaTUBHO NeyeHMU

2 . HanmuuMme UMW NMUNCa Ha NeKapcTBeHa anTtTepHa

3. @a@uioCT M TepaneBTMWYHA edheeAwWMBHEAQT TRPpaAME
onsa, yAbnxXaBadHe NPOABNXUTENHOCTTa H a XWNBOT:
aMansaBaHe Ha YCNOXHeHMATa OT OCHOBHOTO 3abonas

4. 6poOoil Ha nNoTeHUMANHUTE NauUUNEeHTHU,;

5 6 e 3 OHNaa C/HEOKCaTP C T B EWHANGIT QPO AW KT EPUO3HOCT Ha
y Xnaa 0T npunar aHe H a AONBAHUTENHM npodwunac
pegoTBpaTaABaHEe Ha HeXenaHWU peakuunuu,;

6 . hba-pMAKOMMNUYECK - PradKkKao3ganT eanan T ep an uoig yck T/ euK

paBHeHMWEe Ha pa3xoaguWTe 3a Tepanumsa C HpPpENVWAMAER,
KOHOMMYEeCKaAa OoOLeHKa Ha AONbAHUWUTENHUTE NOoON3mu;

7. nons3m OT 3apaBHaTa TexXxHONOT uA, npepcTas
AnHa XuBOT, CTbBOOOTpOa 3(e@AL Yc) ,Kamrele nNpu nAunca Ha
pe3 npepocTaBsAaHE HaAa MeXAWHHW Takwusea,;

o

8. aHanni3 Ha 6HWAXEeTHOTO BbB3gencTBUME Ha 6as3a
9. oOouyueHKa Ha pas3xXoAWTe OHJaM UNEYHO /mreypHno AC;p e 4 C T B a
10. aHanns3 aHaleppgpaBEABA 3a MWHCTUTYyLULWNATa,
eyeHMe Cc Nyo6GnNnmMuyHm cpepgcTBa, mnun obuwecTtBeHaTa n
11. MoOpanHWU U eTUYHW cbobpaxeHuMma (nNnpwu cneuywn

yn. 26 2-80B, ( Hhpe 102 o1 2018 .r).,( 1B) -cluproac noetq a(



edpekTa OT TepanumaTtTa nNo 4Yn. 259, an. 1, T. 10

Ha

UMOHANHMWA CbBBEeT NO ULeHUW nu pemmbypcupaHe Ha ne
(2) HayuvwoHanHaTa 34A4paBHOOCUTIYPpPMUTEeENMHaas BRAAEA O

mM3IBbpwBaT aHanNnmia Ha CcbbpaHaTa OT neyvyebHMUTe 3as
pen, onpepeneHn B Hapepgbata no 4n. 26l1la, an. 5.

yn. 2634B(VMBmMm. 60 oT 2011 r. ,-O0B, caGama b5 O06.
cumna 1. 0014 71 .) Cbc cpepgctTBa OT pAOgbpXaBHWUSA 610,
3opaBHO oOocuUurypsaBaHe MOoT arT fJa ce 3annawart nexk:
npegnmMmcaHnme, KOWMUTO He Cca BKAWYEeHW B cNMUCcbKa nNno
nevyeHwune npw enunagemMunyHH B3puMBOBE, enungemMmunun, r
npepgnonaraemo UWUAW NOTBbBPAEHO pas3npocTpaHeHUNE |
AnopeHa papgunaumunsa.
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yn. 2640B(MNMBM. 60 o1 2011 r. ,-ABopgpumnBO0ODTOD52
cuna oT 21.12A0Bpl1ldpr.)18(ay e@maoa.r.) TNpu npey

54, an. 3 Ha nekKkapcTBeH NPOAYKT, KOWTO e B
MKMWUTEe Ha CbOTBETHORDHOMEKAYWMaE@pPpOBHEHBMNEEeRAmME pas3,
3M 3aKOH papyr nekapcTBEeH npoayekT, npuTtexarte
eaomaBa MuHwu epcTBOTO Ha 3aApaBeonas3BaHeTO U
nekKkapcTBeHMU

cCT
Te nNpoaykTwu.
(2) .¢@mdn 6p. 18 o1 2014 71 .) MpunurtexaTtTenaTtT H
epomMmaBa MMHMCTepCcCTBOTO Ha 3apaBeonas3BaHeEeTO MU
neKkapcTBeHUWTEe NPOAYKTWUW MU B CcNyyaunTe Ha nNnpey:
ATO LeHa CNYyXW 3a onpepensHe Ha pedepeHTHa CT
NaTEeHTHO HaMmMeHOBaHWEe U nNekKkapcTBeHa Gopwma.

( 3) KoratTo npoAyKT®BT nNno an. 1 n 2 e npepfHa
nnauwaTt Mo pe fsaB HHoAT 03 aockCcovHray p3sasB a3Haep, npurtexartenar
cMmeHoO yBegomMaBa U H3OK B cpokoBeTe no an. 4

(4) MpunurtexaTenaTtT Ha pas3peweHmMmMeTtTo 3a ynoTtvpeb

1 He NO KBCHO OT 18 mMeceuapoppexbunpeaejawnaBbBHa
-H -KN'oCHO OT TpPpWU Meceuyua nNnpeagn pgartaTtTa Ha npeyc:

(5) (ABn. 6p. 18 ot 2014 71 .) Lo npeycTaHoOB
nTexaTtTenaT Ha pas3peweHMeTOo 3a TyHYOHTp elo@n vey egsT
OTBEeTHMUA JeKapcTBEeH NpPOAYKT 3a 3ajoBonaABaHeE
ratTo nNnpeyctTaHOBsABaHeEeTO Ce Ab/IXMW Ha HAKOEe OT O

(6) Cnep uM3TMYaHe Ha CcpoKoBeweHmeT@nNn3a 4y mc
AaBa 3afaBneHNe 7 CbOTBETHMUTE OOKYMEHTM 3 a
SUNTUBHMUA NeKapcTBEH CNOUCDBK.

(7) KoratTo cnep npeycTaHoBABaHe npopgaxounrte
3peweHMeTo 3a ynopmpeik@HHeT@® ©®BNBOHW@M. 3 &, Cb
yXebHO ro um3knwuyBa O0T [MoO3MTMUBHUA NeKapcTBEH C

: 65. (1) MuHmMcTepcKkMmMaT cbBBeT cCcb3pgaBa Ko
(2) cABpn. 6p. 60 oT 2011 r ., B cumna o1 O05.
O3 payvyHOCT ce onpepensd oT MuHuMcCcTepckKkmns C bBI
paBeonas3BaHeTO. B Hesd 3agbIXNTeNnHo ce B K /1Y
paBeona3BaHeTO, Ha MmHMcCTeEepcTBOTO Ha Tpypga #u



Bvnrkammc nekapckunm Cbl3, Ha bbnrapckuma 3bb6oOonekap
CbHW3 W Ha oOpraHmMsayumMum Ha nauumeHTUTe N PapmMauyuesT
( 3) B m. 6 p. 60 ot 2011 r.,-0B,cwuompa 0110 20 50.70 &
cmna oT 21)1ZIv2z@l2KoeTO0 € 4/leH Ha KomMumucwumarta no
HauvmoHanHMAa cbBEeT NO UeHUW MU pemmbypcupaHe Ha ne
(4) MmHucTtTepcKmMAT CcbBEeT onpepend C nNpaBUTHMU

nNo Npo3pavyHOCT.

yun662 (1-pB(MNW®dp. 60 o1 2011 r. ,-O0B, cama D0206
r. ., B cuna o1 21.12.2012 7r1.) KomMmncumarta no npos3
peweHMAaTa Ha HauuMoOHaTHMA CHBBET NO0e UEHMNLWK IPE.UAMOY
(2) PeweHuMaTa Ha KomMucwmarta nNoO nNpo3pauyvyHoOCT C

n.

( 3) PeweHunarta no an. 2 nopgnexart H a
AoMnMHUMCTpaTuMuBHONpPOLECYaNnHMA Kopekc, KaTo ob6bxans

Yyn. 266-iB, (BlpB 60 oT 2011 ., B cumuna oT1 05
CbOTBEeTHO 3abonsasaHe e 6e3 anTepHaTuBa B CTpaH
neKkapcTBeH nNpPOAYKT, KOWTO e-ypaspikaleHa 3 BB pyaImeaip
pa3pewe 3a ynoTtpeba no pepga Ha TO3MW 3aKOH, HO H

(2) ¢emBm. 6p. 102 o1 2018 1., B cuna o1 01.
neyebHMNTe 3aBefgeHMAa 3a O6O0/THMYHA NOMOLW MTCmeOL
CboTBeTHaTa MegWMUMWHCKA cneunmasHOCT UNU MeOULUH:!
3ApaBeTO0 MUHUCTBPBT HaAa 3 a4paBeonas3BaHeTO YTBDbBPX,
1, KOWTO CcbaobpXa cnepgHaTa MUWHGOpMaAaUWNA:

1. KoA nNDepa@E@MBWYHATA Knacudpukauywnsa,

2. MeXAYyHapoAHO HenaTeHTHO HaWMMeHOBAaHMUE, Kb

3. 3ab6onaBaHe NOoO MeXAyHapoageH Kop Ha 3abonq

4. nekKkapcTtTBeHa dpopmMa M KOAMYEeCTBO aKTWUBHO B

5. pAonbAHUWUTeNnHa UHPopMauwus§a.

( 3) CnMCcbBKDBT my 6 nawk.y c& p acMHiaa T MU HUCTEepCcTBO

3ApaBeonas3BaHeTO B WUHTepHeT.
(4) YcnoBuaTa ”“U pevPEwHM 3val B KA/BHKWIBCGEHHBEA,H €N HGA /1 e K
cnMmcbrka no an. 2 ce onpepgenaT ¢ Hapepgb6baTtTa no Y
(5) NekapcTBEeHNAT NPOAYKT no an. 1 ce A O0C
3aBefgeHnme 3a 6O0NTHMYHAa nNnomMouWw nNnpwm yoaoema @A, nanpe
(6) PbkoBoaunTenaT Ha NeyebBHOTO 3aBefgeHuUue nc
neyeHunetro no an. 1.

I'maBa Tpunagecera.
ABPXKABEH KOHTPOJI BbPXY JIJEKAPCTBEHUTE INPOAYKTH

Un. 267 .-0B1) 6(p4M3®8 o1 2010 momAB, caama G204

r., B cmna oOT 21.12.2012 r.) MUWHMNCTEPCTBOTO H &
BbpXY neKxapcTBeHUTE nNPpoAayKTMWN. HenocpepnocrtBeHOT
LObpXaBeH 34ApaBeH WUHCNHeKTOAp,nooTYNMNpeZ2nxc&,paarnalHe
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onpekTtTop Ha WAN wn oT pupekxkTtTopumurte Ha P3WU, KounrTao
nNneKkapcTBeHNUTEe NpPpoaYyKTMWN.
(2) cEMB m. 6p . 98 ot 2010 r.,-0B,cwuompa 0ol10 20 10.70 1

cumna o.12@®U2 1r2.) OpraHn 3a AbpXaBeH KOHTPON BbBP>
yn. 258, an. 1, MAND wnw P3W.

(3) €mBm. 6p. 98 oT 2010 r.,-0B,cwuompa 0ol10 20 10.70 1
cmna oT1T 21.12.2012 r1.) HeRrngaepenaoTHRABKMDCH & T @O U
n ekcnepTwu, onpepeneHn CbBC 3anoBepgn Ha npepgcene

MWANT mnun Ha punpeKkTopa Ha cboTBeTHaTa P3W.
(4) Mpnm ocbwecTBABaAaHE HaAa KOHTPONMHWUTE CTn Gyt
CbaencTBMETO Ha oOoOpraHurte Ha MUHUCTEepPCTBOTO Ha B

yn. 267AB, (Bl p 60 o1 2011 r. ,AB, c@Gpa 20206T

B cumna oT1T 21.-1012B.,2068@. r102 vem™m.2018 r ., B HKaina
areHumnas4 "MegoUWUUHCKM Hapagsop" ocbuwecTBABaA K OH"
bapmMaepaneBTMYHN pPpbKOBOACTBA M MU3IBBPpWBaAaHETO Ha
CbOTBEeTCTBMUE C Kpurtepumute no Y. 259, an. 1, T .
YUn. 268. (1) WV3smsnHwm T/egHap@T Baea Uy npaxHsaBsa &
1. (-A8n. 6p. 102 oT 2012 r., B cuna oT1T 02.01
CbopbXeHMAaTa M ycnosmdatTa 3a NpomssBoOACTBO, K OH

NPOAYKTWNW U aKTUWBaMBBKReUekwaABEA3IMCBBRawKMATA Ha Jobpa
Ha NneKkapcTBeHW npoAaykTwun n fobpaTa pguncrtpubyrtopck

2 . (-adBm. 6p. 102 o1 2012 r ., B cumna oT1 02.0
pa3peweHne 3a ynoTpeba, T eau Tnep, 0 UT3BOILUBTLEWITUET €H & B @
NpPpOAYKTMW ©U aKTUBHW BewecTBa, Ha MnNocpegHUWUUNTE
antTekunTte U ApOrepunrtTe,;

3. KayecTBOTO, 6e3onacHoCcTTa M edumkKkacHOCTTa

4 . KAMHWUYHNT € M3NBeEBAH® A NP@yKeTkmapie T KOHTPO
mM3nmckKkBaHumgaTa Ha [JobpaTa KAMWHWMYHA NpakTWUKa;

5. nekapcTtTBeHaTa WHPOpMauUuMa, CcBbp3aHa Cc pas

6 . (-4ABm. 6p. 102 o1 2012 r ., B cumna oT1 21.1

nekapcrtBeHa 6e3o0nmnacHOCT Ha nputexaTtTenumrte Ha pas
Ha Jlob6bpaTa npakTukKka 3a npocnepgaBaHe Ha nekKkapcrTaB

(2) B M. 6p. 98 o1 2010 r.,-0B,cwuompa 0110 20 10.70 1
cumnma m1.01.2019 r.) PernmoHanHmnrte 3A4paBHW WUHCNEeK

1. BbpPpXYy nNoMeweHNATa, CbOpbXeHMaTa, Yycnoswusa
nNPpoAoYyKTMWU,

2. BbPXY AfelWHOCTTaAa Ha TbprosuumTtTe Ha epngpo,
TeputTopumewvraTBeTHaTa obnacrt,;

3. 3 a cnasBaHerToO Ha YTBbpAeHUTE ueHun, npe
neKkapcTBeHUTe NpoaoykKTNW npu npopgaxbaTtTa UM Ha APpE
TeputTopumAaTa Ha CcCboTBeTHaTa obnacrT.

( 3) -(-A8Ba 6p. U2r .ot 20cumna o1 01.01.2019
ynpaxXxHaBa KOHTPOIN:

1. 3a cnas3BaHeToO Ha YTBbpLoeHWTE UeHUu, npe
neKkapcTBeHUWTe NpPpoAaYyKTUW nNpu npopgaxbarta MM OT Tbp



2 . BbPXYTHa& N HMa nputexaTtTenunrte H a pas3peweHwu
NPOAYKTW OTHOCHO CcNna3BaHeTO Ha 3agbnNnxXxeHwmwsaTa UM,

(4) (NpepygBHa 6gpn. 12 o1 2018 ., B cunmna oOT
MHBECHARMUMO NpPOEKTW 3a CTPOMTENCTBO HaAa HOBMU WU/ wnn
CBbp3aHMU c NPOM3IBOACTBOTO H a nekapcTBEeHM npoc
npomM3sBOACTBEHA NpaKTMWKa HaAa NeKapcTBEHW NpPoOAYyKTHMU

un. 268dB, ( Hps 60 cima2 Tl O0r5..,088 -200B1,1 6rp..) 8(41
2018 r ., B cuna o1 12.10.2018 r.) QOapeHunda Ha
3a ynoTtpeba, npoumssBoaguntTenn, TbBProBLULW HaAa efpo WU
M3IBbBpPpWBaATeACaIMQQEaB/AHE Ha yBejgoOMNeHWe OT JaputTen:
MUHUMCTBPAa Ha 3 apaBeonas3BaHeTO NO Npef/ioXeHWE HaA

(2) QHdapeHumsaTa ce M3IBbBPWBAT NpPpM Ccnas3BaHe Ha
CBeToOBHaTaasagapagua. opTr

(3) ¢eOHBEM.60p. 84 oT 2018 r., B cwumuna oT 12.10.

(4) NeuyuebHnUTe 3aBepeHumda U bvnrapcknmart UYeps
fJapeHMAa Ha NeKapgEgHESKM TPOAKYWOTUW NBAFYaBaHEeTO WUM.

(5) B «kKkpas+ Ha BCSAKOPaWp weHcdeoupvea LM AJT B M 3MM H 1”
3ApaBeonas3BaHeTO 3a MW3IBbBPWEeHWNWTEe [JapeHWda no an.

(6) 3a mM3IBbBpWBAHETO Ha fJapeHWe Ha /NeKapcTBE
npepgHas3HayYyeH 3a J/leyeHMe Ha KOHKpPpeTeH MnNnauueHT
yBegomMaBagHeABle B C/pOK OT MW3IBBPWBAHETO MY.

(7) QHdAapeHwmdaTtra no an. 6 He MoOoOraTtT fga HapagBULWAaAE
Kypc Ha ne4dyeHwune.

Un. 269. (1) KoHTpoOoAn®»T NOoO u4n. 267 ce U3IBDBPLW

(2) WVWHcamexuymamGiopaToOpHUTE M3InNnuiTBaHMEa no an. I

1. BbB BpPpb3Ka C M3 pgaBaHe Ha pas3peweHms 3a
nNo peja Ha TO3M 3akKOoOH,;

2. BbB BpbB3Ka C ocbwecTtTBABaHe Hap3op Ha nas

3. npun 3asBmdamea EBpcoecm@@AcKaTa KOoOMUCWKSN, Ha
nekKkapcTtBaTtTa MUANMW OT CcTpaHa Ha KOMNeTeHTHMWA Oopr aH

4 . npu 3adABABaHe OT CcTpaHa Ha npownwsBoOaMUTEDN,
ynotrTpeba M3BBH cnydyvyaunte no T1. 1.

(3) (mBm. 6p. 102 o1 2012 7., B cuna oT 21.
nekKkapcTtBaTtTa MU3BbBPWBA MUHCNEKUUMN:

1. Ha npouns3sBOAMTENM Ha NekKkapcTBEeHUW NPOAYKTHM
Bvpnrapumua, Ha AbpXaBa UY/eHKa WUAW B TpeTwnw AbpXaBbMWu

2. Ha /BHOL UTTEPIr OBLUMW Ha efpoO C nNeKapcTBEeHWU 0Ny

3. Ha nNoMeweHMATa Ha NpPpoOMU3IBOAUTENUTE, BHOC .
BewecTtTBa, pa3noNnNoxXeHUW Ha Teputopumata Ha Penyo6nwu

4 . Ha MnNoMeweHMATaAa Ha MnNpoumussBoOgUTEeNHIWAAONB A,b
pa3nonoXeHW B TpeTun AbpXaBU, KakKTO M Ha NpPOMU3BO

5. Ha nNoMeweHMATaAa Ha nNpuTtexaTtTenurtTe Ha pas
OAYKTWNW M Ha nocpepHumuuTte B O0b6NnacTTa eHlaa JHeaK ayup
2 a;
6 . KaTo 4YyacT OT <cepTudukKkayumoHHa npouepgypa,

np
21



EBponeckaTta ¢apmMakones,;
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7. Ha npouns3BoOagMTEeNM Ha U3IXOAHMW MaTepumanum no
(4) M3nbnHMTenNnHaTa areHuuna nNnw HEKAPOMBBDAMUNT
apcTBeHMU NPpPoOAYKTMN, ycTaHOBEHM B TpeTa ObpX
yyaBaHe Ha pa3peweHne 3a ynortTpeba MM BHOC.

(5) €mBm. 6p. 102 o1 2012 r ., B cumuna oT1T 21.
bpwBATBBTCTBME C pbKOBOACTBA, nNpueTtTm oOoT EBPO
(6) cHMB M. 6p. 102 o1 2012 r ., B cuna oT1T 21.

apcTtTBaTtTa yuyacTBa nNoO MckaHe oT EBponenckarta
AbpXaBanuYneBmBALWBAHETO Ha WHCNeKUuMW nNno an.
XaBwu.
(7) cHMB M. 6p. 102 o1 2012 r ., B cuna oT1 21.
apcTBaTtTa CWU CBHBTPYLHMUYNM U o0ob6MeHA UHPpopmMauwusd
HuMpaHe U MW3IBBPWBAaHE Ha MWHcCcNnekKuuMmmnmtTe no an. 3.
(8) -ABBab6p. 102 o1 2012 r1 ., B
c

cumna oT1T 21.
apctBaTtTa CWU CbHBTPYAHUYUYM EBponeinckaTta areH-H
neKkyuumunm B TpeTu AbpxXaswu.

Un.9a&.6 (dHBoB 6 p . 102 o1t 2012 r ., B cuna ot 21
267, an. 3 M3roTBAT pA[JOoOKNnajg 3a BCAKa W3BDPLWE
HUMNMNTe M pbkKkoBOACTBaTa 3a JM[obprae npPwuUuBEBWEXTTA
KTWKW, UAKW 3a cna3BaHe MNW3INCKBaHMATA Ha T naBa
(2) JoknaagbvT no an. 1 ce npepgpocTaBda Ha TnNpo

€EXKW nNo Hero.

(3) MNpn NnonyyaBaHe Ha oabupac HMNOOB aeH/De KATCpKOoaHHeeH VNAWT
1 Ha KoOMNEeTeHTHMUSH opr aH Ha Apyra AbpxXasa

apcTtBarTa.

yn. 269-@B, (6ps 102 o1 2012 1., B cuna oT 2
bpweHa WHCNekaymsa 30 0C ey ny c T2a6H9,B U CcCboTBEeTCTBMUE
KTWNK a, CbOTBeTHO [Job6Gpurte AguctpubyToOpCcCKkKN npa
mssoaunuTensa, BHOCUKUTeEeNsd nnu Ha Tbproseuya Ha

KTWNK a, Cbom@aBeTHOD LeppadppumcTpunubyTopcka npaek:
bpwWBaHe Ha MHCNEeKunarTa.

(2) KorarTto B pesynTtart Ha MW3IBbBpWEeHa WHCNEeK
msBoaunTenar, BHoCcuUuTenaT wWUNWNW TbproseeuyusT Ha e

e B a He cnas3Ba M3INCKBaHMNAT a Ha 3 aKOoOHa n/ vn

omssBopcTBeEeHa npakTtTuka wnu/ vmnam Ha Lobpurte [gUCTDPL
CbOTBeTCTBMUE.

(3) MNM3snbnNnHUMUTenHaTtTa aredHuma no nNnerRKapé4TsBazIAagaR
pTundpmnkaTtunm no an. 1 u mHdpopmauuma no an. 2.

Yn. 269-1B, ( Bps 102 o1t 2012 ., B cumna oT1T 2
BbpweHa uMWHCROHekKuua no 4in. 270, an. 1, T . 5 ¢
oTmHeebacnasBBa MU3IUCKBaHMATAa Ha TrnaBa ocCcMa, AT
CbOTBEeTCTBMUAT aA.



(2) B cnyvyawunrte

n an. 1 MAJZT yBepgomMaBa AObp>
nekapcTtBaTta n EBpone

0]
mckaTa KoOMMUCMKSA.

yn. 270. (1) B pamMmrMDeTHAN®BKBATAHWKO®MNAWMAEARA N
npasBo:

1. (-AaBwm. 6p. 102 o1 2012 ., B cuna ot 02. 0]
CBbp3aHMW C nNpepgmMmeTa Ha MUHCNeKUuMAarTa, KakTo w©n g
HapyuweHwmne Ha MN@A3MHa3 askaKHOHO [ aT e NcTBOTO H a A bpo
M3InmckBaHumaTa Ha [OAupexkTwnBa 2001/ 83/ EO, He3aBUCUN

2. pa pasnopepfgaTtT Ha BCAKO nNnunuyue pfa npepocTas
M3BECTHMU,

2 a. (-npB,a 6p. 20A2 arT , B cunna oT 02.01. 2
npouM3BOACTBEHUTE U TbProBCcKMUTe 06eKTM Ha npowuns
MnuM NOMOWHM BewecrTsa, KakTo MU nabopaTtopuurte, n

nNPOM3IBOACTBO UMW BHOC,;

3.4a WMHcCcNnekKkTuUupart mMo BCAKO Bpeme o0b6eKkTwurtTe,
npoBepasBart n npaBAaT Konws oT BCMWUYKM ALOKYMeH
KOHTpOnNnupaHuma obexkrT,;

4 . 4 a B3ewmMarT npoo6wu oT nekKkapcTBEeHMU npoAayK
napatTopHM uM3INUTBaAaHMUSA,;

5. (-4A4Bm. 6p. 102 o1 2012 r., B cuna oT1v 21.1
apxumBunurte, A[AOKYMEeHTMUTe MU OCHOBHAaTa AOKYyMeHTauwusA

6es3onacHOCT H a npunrtTexartenda UHIH piaq3yme werHat e K 0 U 3@
M3 BbpPpLWBAaAHE Ha AEIZHOCTI/ITE no rnasa OCMa ,;

6 . (-H{lB8s a 6 p . 102 o1 2012 r ., B cumuna oT 21. 1.
cnas3BaHeTO Ha YTBbpPpALEeHWUTE ULeHU, npefpenHnTe LULeH
NeKBPEHN NPOAYKTMWN;

7. (npepwiBHa 6tp.. 6102 o1 2012 71 ., B cuna o0T

ycTaHoBABaHe Ha agMWHUWCTpPATUBHWN HapyuweHNSH.
(2) €¢eOB,M.6p. 102 o1t 2012 r., B cuna oT1T 21. 1c¢
( 3) cmB M. 6p. 98 oT Q0101r201B rcm)nalDMBbAHNT ¢
MANT wmwnn cbOTBETHWAT pgupektop Ha P3W B 3aBucuma

YyCTAHOBMW/IO HapylleHumeTo, uMuMa npaBo pga:
1. pas3nopeagun NUCMEHO Ha HapywuTensa pga npeyc
2. UV3MTCKWBapywunTens pAga pAeknapupa, uye we npey

npum HeobGXOAMWMOCT pAa O 3afAbnNXW ga HanpaBWu fpekna
3. pasnopeaun npekpaTsaBaHe wWnNuMm 3abpaHa Ha

Heo6Xo0AMMOCT A&@O0 HeX/pamaeiTopaza TnNpekpaTsBaHe WAV
obwecTBEeHO AOCTOSAHMUE.

(4) ((BBBaAabdp. 102 o1 2012 7., B cumna o1 21.1
258, an. 1 nmMma npaso ha pasnopeAawu nNMcMeHDO H a
ytaHOBEeHO nNpwWm nNnpoBepKaTa nNno an. 1, 1. 6.

yn. 271.-4B1L,) 6phA3 M8 oT 2010 r ., B cuna oT1 O
MHCNeKUMM umumMaT nNnpasBo pfa:

1. cnumpaTt cTpouTenctTBOTO W [ga wnus3pasBart npe/

XNT NEHHWT en SncCXMa Him A B npouyeca H a M3NbnNHEeEHMWE H



(@]

TpOMTEeNncTBO Ha O060eKTMW U CHBOPBXEHMA 3a NPOU3IBO
poAyKTW yBepomMaBaT [upekumaTta 3a HauuMmoHaneH CT
6 WwwrHmg
2 . 3abpaHasBar nyckaHerToO B ekcnnoaTtaumnas4 n
bOPbXeEeHMUSA nNpM HapyuwaBaHe Ha MU3IUCKBaHMUATa #u H
bXpaHeHMEeTO MU nNnpofgaxbatfmo HAT OTRXaAHSTE B M VUH dl PO K
3. m(-4B8B, 6p. 71 o1 2008 r., B cumuna oT1T 12.08
npu HanAuuyme Ha J[JOKYMeHTMUpPpaAaHa WUHDoOpmMayumsa 3a: H
nekKkapcTBEeHMU NPOAYKTMWN, BHEeCeHMU nnwu npousBeneHNn
nPoAYKTMW, KOMTO Cce npepgnarat B ONakKOBKW C JINCTO
3akKoOH,; m ms3npawat MocTpu oT TAaAXx B WAI;
4 . AaBart 3akKnw4yeHnsda 3a CbOTBETCTBMUETO H a
onpepeneHNTe MU3INUCKBAHWNSE,;
5. M3 gaBarT dpas3mpeppenKpaadHma N yKkas3aHWAa B paMK
KOMTO Cca 3agblXWUWTeNnNHMW 3a BCUYKM NuMya Ha TepurTop
(2) (-3 Bw,. 6p. 98 oT 2010 r.., B cuna oT
agMMUHNCTPATUBHN MepKUW @A .aB. ck wamam@aTymg.bc2 B@&n
( 3) 3anoBegunTe no an. 2 nognexart H a
AoMnHuUcCTpaTumMBHONpPOLECYyaNnHMAa Kopekc, KaTo ob6xans

o

OO0

Yn. 27 2. (1) M3nbNnHUTenHaTa areHumsa nNo nekKa
1. (-HB16 p . 102 oT 2012 r. , B cuna oT 02.
nnoartauma M cnupa eKcnnoaTtauyumaTa Ha o06ekTwu
paTa npoum3sIBOACTBEeHa nNpaKTWKa Ha nNeKapcTBeHMU
PUNTTEO UHDWCT OPCKKN NpPpaKTUKNW [O OTCTpaHABaHe Ha H.
2. 3abpaHaBa NpouM3IBOACTBOTO, BHOC a, M3 HOCa

R
oo =
oo 0

NPAKO MW KOCBEHO 3acTpawaBar 3opaBeTo Ha XxXop
npepaboTeHN wNgp Mr3m oyies/Bla;HM 3 a

2a. (B ,B abp. 102 o1 2012 r ., B cumna oT1 02.0
M3 BbPLWB ALK AenHoCT no nocpegHMyecTBO c nexk a;p
3agbNXeHuMdaTa no 4. 2126.

3. BpPpeMeHHDO cnupa eKcnApROBUMSA HaA tadpP oo @K TH
neKkapcTBeHUWU NPOAYKTMN, KoratTo He Cce uU3NbAHABAT
pas3peweHne;

4 . 6nokmpa neKapcTBEeHMU NPOAYKTMN npwu Hanwunu
HecbOTBEeTCTBUE C U3IUCKBAHOIKLIT an 30k 3l0TQEHOET, 1@
BHECEeHW unm npomsBefjeHW B HapylweHwme Ha TO3U 338
npepgnarart B ONakKOBKW C JIUWNCTOBKMWU, KOMWTO He OoTT
Heob6XOoOAMMOCT Hapexga aliTE&MITEH eNT O4 PVOM e PUUT e, oT
eapo, oT npomsBOAUTENNUTE M neyvyebHUTEe 3aBepfeHMN
3aApaBeonas3BaHeTO,;

5. (-aBm. 6p. 84 o1 2018 r . (*)) oTHemMa wuspganpg
cnup@aBeygaHeTo Ha KNWHMYHOTO M3NUWTBaAaHe MUNWM 3apghb
cbuwectTBeHa nNpoMAHAaAa B KNIUHMUYHOTO MU3INUTBaAaHe nNpwu
536/ 2014 npnm ycnosuaTtTa MU no pepga, npeanBunpgeHnM B

5a. tmB®,Babdp. 7.1, o Q2QWMO&B a1 12B,086RO0OBO2 .0T1T M
cumna oT 02.01. 2013 r.) pasnopexga O6NnNoKupatHe,
neKkapcTBeHNW NPOAYKTUW WU HaAa NeKapcTBEeHUW NPOAYKTMU



O T 1O c

o
o'

=
(¢

A S 3W

O O T O

w

T 9

=

(0]

H

56. (-Hldg a 6 p . 60 ouwmna20adtl G5.,088 2611 r1.) ns3

paBeHWTe pfapeHNWa nNo 4yin. 268a, an. 1,;
6 . m3paBa pasnopexpgaHwnsa, npeagnumcaHma ©n  YyKa:
TO Ca 3aAbNXUTEenHW 3a BCUYKW nNnuuya,

7. (-d4dBBa 6p. 60 o1 20111rr,)BnoecemnassTnoOoh. 83
AYKTW WU aKTMWBHM BewecrtBa NPU CbBMHEHMUE B OTK
cToBepuMTenHMW 3Hauum B O0bO6eKTWMWTe 3a NPOMU3IBOLCTHEB
(2) MNpuHyanTenHuUTe agMUHUCTpPAaTMUBHMU NIMAE PAKTN ClbAC

oBeag Ha pgupekTtopa Ha WAN.
( 3) 3anoBegunTe no an. 2 nopgnexart H a
MHMUCTpPpaTMWBHONpPOULECYyanHMAa KopgekKc, KaTo o6xans

Un. 272AB, (Blpe 102 orT 12 r ., B acHuwl aa KoTtTo BOe2

526, nafaperdgpunsea @0OVO0 83/ EO ce ycTaHOBSAB
JoTBpaTsaABaHe nNyckaHeTo B obpauweHune Ha nekapec
HenpeagHa3HayYeHM 3a MnNyckKaHe Ha MarmapmrocHaT k!

20
1/

OBaHMA 3a CbMHeHMEe, 4Ye ca GanwumdpumnuumpaHm.

(2) M3nbnHUTenHart a aredHumnsa no nNekKkapcTBarTa
TBEeTCTBME C pJefnerumpaHunTe aKToBe nNno an. 1 3
apcTBeHUW nNnpoaypEame KkbBSe &€HmWm3 B HO HenpepgHas

n @ H @
EBponeinckunua cbw3, 3a KOMUTO MMa J[JocTaTbyHO OC
( 3) MWTHMYeCcCKNTe opradHum ysBepgpomaBaTtT WA 3a B
rapumusa Ha ngKkapcmeean. npog ornepn npegnpumnemMaHe

Yyn. 273. (1) YcnoBunmatTa M pepgbT 3a B3eMaHe

NawaHeTo UM ce onpepenaTtT B Hapepgpb6ba Ha MUHUCT
(2) Mpnm ocnopBaHe HaHPe3yROBOPANTOOPHAT VAEBRATBPL
TOPHM M3NUTBAHNA. Te ce M3IBbBpPpWBAT npwu nwunc
paB@HH@BEH/ CPOK OT pAfJaTaTa Ha nNnonydyaBaHe Ha pe
( 3) MoBTOpPHNUT E Mm3InuTtTBamad ma &KRcCNEpTUME 10 3
BAHUTENHNSA onpekTop H a NnA-N, KounTto He ca y
CbCTBMWETO Ha yYynNnbnNHOMOWEH nNpejgcTaBuTen Ha 3aMWu

yn. 27 4. (1) YcnoBunaTtTa M penbvT 3 anp@/pokKkmma
a3anunm HecbOoOTBEeTCTBWUE C MU3INCKBaHMAaTa 3a Kaue
epba Ha MMHMCTBPaAa Ha 3 apaBeonasBaHeToO.

(2) YcnoBunatTa U pepbT 3a YyHuWoOXaBaHeToO, np
M Ha nNeKapctTeBewnmnpeepaAyBTHMapenba Ha MWUHUCTT

Yn. 275. (1) Mpnm ocbpwecTBABAaAaHEe Ha KOHTPpPONna

ja ocurypu npasBuNHO BanumpgupaHe Ha npouyuecwurtTe
AYKTWN, AOBRgHRANKPBEB UMUNW 4YyoBewWwWKa nNnnasmMma, nocrt
rapaHrTtupaHe, LOKONMKOTO TEeXHOoONnNor narTa mMo3BON:S

TaMuHaumusa.
(2) MponmsBoaunuTENNTE ysBepgomMmaBsart NAN 3 a Me
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TpaHaBaBAEOlrNIeHHN BUpPpYyCHU, KoMToOo Morat pga 6bpga
y4yeHM OT YyoOBewWKa KPpPbB MUNM YyoBewKa njgas3mMa.

(3) M3nbnHUuTenHart areHuyma no nNnekKkapcTtBaTtTa |
uMmanHa nabopaTopusa 3pOEYKHTIPOB Ranyi@erRmapaTB®A
XaBa 4Y/leHKa MOCTPMU OT HacuneH/ HepasnaTtT npoag)
ofa 3a OULeHKa Ha 3adB/ieHuMe 3a pas3pewaBaHe 3.

pa3pelweHne 3a ynoTpeoba

P
P
a

Yn. 276. M3nbnNnHNTEeNHUAT AnpekTop H a NAN C
KpaTtTaBa uUunwn npoMeHs4d paspeweHneTo 3a ynoTpe
aTo Ce ycTaHoOBMW®, ye:

1. MMma HeponycTuMa HexenaHa nepeaparBRABA pea
2. nmncea TepaneBTUWYHa ehukacHoOCT (tTepane
aHoBWU, ye He MoOoraTt pga O6bAaaT NonAnyyvyeHWM o0b6ABEH
3a ynotrpeba), wunwnm

3. CbOTHOWEeHMWEeTO nNnons3al/ pwucKyneo THpeebbnaa,r ovspm 9 T H
4 . KoOnmyecTBEeEHNAT n KayecTBeHMNAT cbCcTas H ¢
napumpaHuma npu pas3pewaBaHeTo 3a ynoTtTpeba, nnu
5. JAaHHNWNTe OT -RAcrwaTeaeBe@pPHWM, 22Awn

6 . (-AaBwm. 6p. 71 o1 2008 r1raHHBTEenDa @OCHE]RBTOSI
ca [ONBbANHEHMWMW UNIW He ca NPOMEHEHM CcbrnacHoO K3
6 a. (LB ,B ab p . 102 o1 2012 1., B cumna ot 21.1

55a, 56 wvwnnm 56 a, nnwu
66 . (MB,B.a6p02 o1 2012 r ., B cumna oT1 21.12. 2(
n 3 O B CbOTBEeTCTBWUE C oNnwucatH

AYKT He e BbpuweH

7. (-vd3BMm. 6 p. 102 o1 2012 r ., B cuna oOHn 21.
MTBaAaHMWA UMW Te He Cce nU3IBbpPpWBAT B CbLOTBETCTBMU
8. pJaHHWTeEe BbBPXY ONakKkoBKaTa M/ mMnAnum B NUCTOB:HE

aBaHeTO Ha pas3peweHuMeTo 3a ynoTpeba;
9. (-HlBBg a 6 p . 71, o Q@QWMB o1 12.08.2008 71 .) n
Tpeba He e UM3INBAHWUN 3afgbiXeHMWdAaTa NOo 4YneH 45,

Un. 27 7. (1) M3nbAnHUTEeNHNAT agupexkTop Ha W/
paHAaBa CbC4B3aaHNeoTBoe 4C CAAQKAPCTBEHUNSH NPOAYKT n
ernaHeTo My OT nasapa, KorarTo:

1. (-v03Bm. 6 p . 102 oT 2012 r. , B cumna oOT 21.
apcTBeHa peakuuwa, wunu

2. nunncea TepaneBTMWYHaAa edPdumkacHOCT, UMK

3. (-v4BM.p . 102 o1t 2012 1., B cumna oT1 21.12
naronpuaTHO, WNUAMK

4 . KONMun4yecTBEHUNAT M KadyecCcTBEHMAT CcbCTaB H:e
napumpaHuma nNpu pas3pewaBaHeTo 3a ynoTtTpeba, wnnwu
5. KOHTPONBT Ha nNnekapeTHaAHWKSCMABRWRKE WU Ha
M3BOACTBEHNWS NpoyLec He e U3IBbPWEH, WUNW HEe Ce

peweHMeTo 3a NPOM3IBOACTBO.
(2) M3nbANnHUTEeNHNAT [Aupektop Ha WA MoxXe pfeé



OTHOWRAVWEBROHKPETHNW NapTuagm OT nNnekKkapcTBeHWUA npopgy

yn. 278. (1) M3nbnHUTenNnHMNAT pgupekTtTop Ha WAJ
pa3peweHneTo 3a ynotrTpeba Ha rpyna uMAuM Ha BCMUYKI
MACTOTO UM Ha NP®»UBBPABABOMBBCIKBAHMATA, NpPU KOl

3a nNpomsBOACTBO.

(2) M3nbnHNTENHUAT AnpekTop H a MAJZT ocBeH |
BpeMeHHO fga cnpe BHOCAa Ha Trrpyna uMAMW Ha BCUYUYKWMU
OTHeMeeHWBTA®A ApPpa3pewleHnNe 3a BHOC Ha Trpyna uAK Ha
ca B CbOoOTBeTCTBWUE C MU3IUNCKBaHMATAa Ha TrnasBa nerTa.

( 3) M3nbnHNTEeNHUAT AnpekTop H a MAJZT ocBeH |
BpeMeHHDO Aa cnpe nnn A a  O3TBHOEOMCET B P & 3Hpae Wepyieda 0 U .

neKkapcTBeHW NPOAYKTMU, KOMTO He Cca B CbHBOTBETCTBMWU
yn. 279. (1) 3anoBegnrte no yn. 276, 277

pa3peweHneTo 3a ynotTpeba, CbBOTBETHO Ha NPOWU3BO
(2) 3anoBegurTe no an. 1 nopgnexart Ha

ApgMuHuncTpatTumBHONpPOUuecyanHMa KopfgekKc, KaTo o6xans
Yyn. 280. (1) Mpn ycTaHOBABAHEe Ha HapylweHMUS:

CbOTBETHO Ha Hapwm®/THEKN TNEoN HWMM.T 20MP,eK Top Ha WA
cnunpaHe pas3npocTpaHeHMeTO Ha pekKknamarTa.

(2) Cbc 3anoBeagTa no an. 1 agunpekKkTOp®BT H a
nyébnumkysa uMAKM fJa pas3npocTpaHM cbrnacysaHata WA
Yypes3 CcbwWMTe cpepgcTBa MW B CcbwWma GopmMaTt M o0b6Bewm.

(3) 3anoBepgpTta no an. 2 nopapnexwu Ha obGxXansBaHe
Kopekc.

I'naBa yeTupuHajaecera.
AJIMUHUCTPATUBHOHAKA3ATEJIHU PA3SITIOPE/IGA

Un. 281.-AB1) 6@Aow.l o717 12008 .12.00BB,rcama 3@ 2 o
, B cmna oOT 02.01.2013 r.) KohTto npouns3BexXpga
orTpeba B Penyb6bnuka bbnrapua nekapcTBeHU nNpoAay
nyyaunTte no 4ymno B, T8&KkmwmBal 0C Ke&KCTaHOBEH -TMPRWMA XO
aKkas3aHMUue, ce HakasdBa ¢ rno6ba o1t 25 000 pmgo 50 O

(2) ChbwoTo HakasaHuMue ce Hanara W Ha nNuyarTa

I o ™
o

ponyckaTt pa ce ynoTpebobsaBaBeBUPOPY@BYHKR&, bxoma pwu
M3NCKBaHMATAa Ha AgeWcTBawaTta Gapmakonesa MU Ha YyCI
( 3) KoratTo HapyweHmaTa no an. 1 um 2 ca CB©DY
NPOAYKTWN, CbAbBPXaWN HAPHOTMWBHIO PBHSINOC MBIA M 3IB/bIP LWB ¢
cbcTaBngBaT nNpecTbnjeHne, pas3peweHnertTo, u3gapgeH
(4) Me gunUUHCKMU cneuyuvmanumcTn, KOWTO npounss

I
()

pas3peweHN 3a ynoTpebGa 1 eTk aopTc TIBEaHBIO NP0 AWK K H S
CM 3a CpPoOK OT 6 wMeceua [JO ABe T OLWHMWN.



(¢

T r~I DN

(5) Hakas3aHnetTo no an. 4 ce Hanara cbC 3an
pepnoxXxeHnme Ha U3INBAHUTEeNHWUda gupexkTtTop Ha WAIN.

yn. 28 2. (1) KoWTO npopagmaKao BIKK ap/TW BE H/MU a1Tp B
OMNTO He oOTroBapAaAT Ha MU3IUCKBaHMATA Ha TO3M 3ack
OBTOPHO M3BbpWBaHEe -cHar toawd ToT HEPYWemme3 000 nB.

(2) KomTo npopgaBa nekKkapcTBaZHWme mMPOd,4Yy&d MHDKES3
50 pgo 1500 nB. , a npun nNnoBTOp-KOo rMPdOBp OEFaH&E Oa Ac

yn. 283. (1) Konto BHacsa, TbpryBa unau npeagj
3TekKbn CcCpoK Ha ropgrod®, 00® Hmak 29BH 0O mmobdba o

(2) KoiiTo HapywaBa nNbpBWMYMHAa/ BTOpMYHA oOMNakKol
p KTMW C HapyuweHa nNbpBMYHA/ BTOpMUYHA ONakKoOBKa
0] pHo Ha prymwe®@ameor 1500 go 3000 nsB.

Un. @BY.Konto npousBexpga, BHaca UWUNUW TbbpryBsBa
pogpaBa NneKkapcTBeHW npoaykTtu, 6e3 pga uma paspeu
(2) €¢MBnN.6p. 71 ot 2008 r.,-0B,cwompa 011021 2&T0 €
mna o1t 02.01.2013 r.) Kounwto npoumssBexpga, BHacs

popaBa nekKkapcTBEeHW NPOALYKTMW B HapyweHue Ha wns3
nn npepgpocTaBd neKapcTBeHUM NPOAYKTEB, HA@ABBAca
00 mgo 50 000 nsB.

(3) ¢B,n.6p. 71 o1t 2008 1., B cuna o1 12.08
a AbpXaBHWA KOHTpPON cnumpaT CbBC 3anoBepj eKcnnoa
(4) 3anoBepgTta no an. 3 WMagMA@gxXwm HME TOAXABB A E
ofekKc, KaTo oObO6XanBaHeTO He cnupa MU3INbJAHEHUNETO
Un. 2844AB, (Bps 102 o1 2012 71 ., B cuna oT1 02
3HacA4a, CbXxpaHsaBa, npojgaBa uMNuM nNnpepgocTawa nudpan

ocpegHMUYn -MpowagaKREMmROHA GanwnduympaHm nekKkapecrT
no6a o1t 25 000 pmgo 50 000 ns.

yn. 284@AB, (BBpB 102 o1 2012 r., B cwuna oT1T 02
a npowuws3sBopfCcTBO, Ko®keBuWMHEaAa Mgmbneasa. 346075 ce
aHkuyuma o1t 5000 pgo 10 OO0 nsB. , a npwuc MNUOVBYTLDEPCHTOB €l
aHkKuma ot 10 000 pmgo 20 000 ns.

yn. 284 -A0B1)6g HoBO2 oT 2012 r ., B KMT1ay Jjo.T
84B,-ABon 6p. 84 o1 2018 B cmna o1 12.10.20
a efApo C nexKxapcTBeEeHW np : He3us3mbnil
ald n an. 2, ce HaKa3Ba BCAHRLRMNPMU

o]

Ha
a CbhWOTO -Kamwmyellelwd BeHa 000 pgo 10
(2) (HBpBpabp. 84 o1 2 na oT1 12.1



TbProBuMA Ha efpo C NeKapcTBBREHU MPOAYKTBME H K OMT ®
pas3s/TMyYHM OT NoOcCOYeHWTEe B Y. 207, an. 1, T . 4,
000 nsB. , a nNpu NOBTOPHO MVW3BLPpMBAREeTBAHA&BHLOLARDWDL KA
100 000 nsB

yn. 284+0B (6pB 84 o1 2018 1., B cuna oT1 1
sagbiXeHuMdaTa cuUnW No 4Yn. 68, an. 1, T . 9 u 10, c
nMpuM NOBTOPHO M3BbBPLWBaAaHCE THMO 6Cab UBO Tpoa 3HMaePpPy woetH nle0 0 O

un . 284 a0B,( Hos. 84 o1 2018 r ., B cumna oT1 12
neKkapcTBeHUWU MNPOAYKTMU, BKNKWYEeHNW B CcNMuCbBKaAa N0 4Yn
000 pgo 100 000 nsB. , a nNnpuM NOBTOpPHOaIPEHEBPHEPIUBAR €0
000 pgo 150 000 nsB.

Un 2844aB, (BB 84 o1 2018 1., B cuna oT1T 12
M3NbBNHKW B oOonNpejeneHMTe B 3aKOHa CPOKOBEe 3afjbllXe
2176, an 3, T.BlpasmepawnaizbO 000n@m6al100 000 n
Ha CcbwWoTO -Kapylwdmamne pas3mep oT 100 000 pmgo 150 OC

Un. 284x40B,( H6 p . 84 o1 2018 r., B cuna oOT
MHPoOpMaLUuMAa nNno 4N 217bywnmande BouHa CdbAH pHKEANHBATEH, O
pasmMep o1t 5000 go 10 000 nsB., a npuncnoBOOAHB pa
or 10 000 pgo 15 000 nsB.

Un. 28434B, ( Héops. 84 o1 2018 1., B cuna oOT
sagbiwmkera no  4Yn 2176, an. 9 Ha U3INBANHWUTENHUa |,
nnue oT WAnN, ce Hanara rno6ba B pas3mMep oT 50 00O
CbwotTo Hapywbanme pasmep oT 100 000 pmgo 150 000 n

Un. 285. Hplr)yBKaoiictr onetk apcTBEeHNW nNpoAaykKTu 6es3
napTtwunpga, ce Hakas3Ba ¢ r1rnoba o1 5000 pgo 10 00

HapyuweHwuweno6ba o1 10 000 go 20 000 nsB.

(2) ¢M/MB,M.Op. 60 o1 2011 TrTbpreoscenyl aH ao Te a0p50., 0 8k
Ha pAagporepuunm nNneKapcTBEeHU NPOAYKTMU, KoOMWTo ce OTT
mnMyuwecTtTBeHa caHkuyuyma o1 2500 pgo-6000o0o@ad. oT ab 0@ O
nB.

(3) KBanngpuuynpaHosmBspusaH@OARRC MPpoOo@amwda Ha n
npoaoykTunu 6e3 cepTtTucdmkat 3a ocBoboxXxgaBaHe Ha BC:
o 5000 nsB.

Un. 285AB, ( ®
r., aB ocrms/R21. 12. 2
Ha 3 apaBeona3sBa
caHkuyuyma oT1t 25 O

pe 60 o1t 2011 r. ,-0B, cama D020Ba
012 r.) MNpuTexaTen Ha pas3peweHun
HeTo 3a nNpeycTaHoOBABaHe Ha npoaAa
00 mgo 50 000 nsB.

Un. 285@AB, (Bpes 102 mar 0210 121 .r1 2. 2801c2n r . ) Ko
m3Haca4a, npogaBa UMUJAUW CbXxXpaHABAaAa aKTWUBHW BelwecTBa
Hakas3Ba ¢ rno6a ot 10 000 go 20 000 nsB.

yn. 285@B, (Bps 18 ofAB20@p. r 84 wmas m210 1182 .r1.0,. 28l



KoOMTO M3Hece nNeKkapcTBEeH# OMBPMAY IOTN KB NMORKIYB@ATRA ,
15, 6ykBa "r", ce HakasBa ¢ rnoba B pas3mep oOT !
CbWoOTO Hapyweef@e B PO&Ov@apP 4dH01000 nsB.

yn. 286. -4B) @@g@on84 oT 2018 1. (*)) 3a K i
HapyweHune Ha TO3MW 3aKoOH unAaum Ha PernameHT (EC)
npecTtbnneHune, Ha BWHOBHUWTE NVH@EPY | POHWE Hagoe mwama
5000 po 10 000 nNnB., @ NMPUW NOBTOPHO AonNnyobaH©TMU:/
000 pgo 20 000 nsB.

(2) Ha ™MeguMuuyuwmHCKW cneuuvmanumcTwn, ponycHanu wun
Ce Ha/loXM UM HakKkalIampasBOd Nwm@asapeaXHaBaT MNpodecuns
rogunuHM.

( 3) MapkaTta no an. 2 ce Hanara oT MUHUNUCT BP

M3INbNHNWTEeNHUWAa pgunpekTtop Ha WAIN.

Un. 287 .-AB1) 6(PJAorir.l o1 2008 r. ,-AB,cbpa 60 b3z
: B cumna ot 05.08.2011 r1.) KonTo m3BbBpWBA Tb
M a pas3peweHne/ ygoctToBepeHUe 3 a ToBa, nnu P .
pa3peweHne/ ygoctToBepeHNe, ceBHakas3Ba ¢ rnobta orT

(2) -A®8Ba 6p. 84 o1 2018 r., B cuna oT1T 12.
JocCcTaBW nNekKapcTBEeHW NpoAayKTM OT cCchOnuMcbKa nNo Y.
myua B HapyuweHMe Ha WMU3IUCKBaHMATA Ha NODO3HAETIDBIOA
punnar aHe, ce HakasdBa ¢ rno6ba, CbOTBEeTHO MYy ce
B . , a npun nosoopRBH OAaGAPpYyYmeHBBE 000 nsB.

3) (MNpepwiBHa 6apn. 84 o1 2018 1., B cCuna oOT
ara W Ha nuyartTa, KOMTO wM3IBbBPpWBAT TbHbProswn
pekpaTsaBaHe fAeNCTBMUETO Ha pas3peweHunmeTtTo/ ygocrToB

(4) ¢eiMBM.6p. 71 oT 2008 r. ,-O0B, caGama 60 4. D8]
T 05.08ezsilub ataadBy . o . 84 o1 2018 r ., B cuna OT
bXpaHABa B Aporepumsa neKkapcTBEeHW NPOAYKTMWN, K O WU
POAYKTMW MU CTOKMU CHBC 3HauyueHUe 3a 3 4pasBedyrio. H2ad 3y,
e HakasBa ¢ rno6b6arta no an. 1, a npun TMNOBTOPHC
3ajeHOTO ypocToBepeHMWe 3a permcrtpauumsa Ha pgpor

(5) (NpeagvwHBB,an6p.4,8m3om. 2018 r ., B cuna 07
1, 2 WH U3r eo pHraa A bpXaBHMUSA KOHTPpPON BBbPXY nekKkapecrtT
ekcnnoataumaTtTa Ha o6ekTa.

(6) ¢€OBM.6p. 71 o1 2008 r., B cunager Hp.08
oT 2018 r ., B cumna OT 12.10.20A8 006 Xa /BeaaiHoes e [«
AoMMHUMCTpPpaTuMBHONpPOLECYaNnHMA KopekKc, mkato obxans
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Yn. 287-AB, (6lp 71 o1 2008 r ., B cumna oT1T 12.
Konto pab6boTum npu nuya, M3 BDbRAPECALBIE HUD JITPOBIWSK T W a
paspeweHne/ ygaoctToBepeHne 3a TOBAaAa, Ce HaKas3Ba C

(2) HakasaHumeTo no arn. 1 ce Hanara wu Ha nunuy

cnepjg npekpaTsBaHe penWcTBUMEeTOWMHA pa3peweHunmeTo/ y
( 3) Mpwu ycTaHOBEeHMU nosBeuye oT hBe HapyuweH



Beonas3BaHeTO MOXe Jga /NAUWU CHBOTBETHUS MepaMnl
ecmaTa CU 3a CPOK A[AO ABe TFTOoOAUHN.

g9

yn. 287-@lB, (e 102 o1 2012 r.) EKodmoaunusebpnR

C NeKapcTBEeHW NPOAYKTW NO WMUHTEepHET B HapyuweHwune
no 4n 234, an. 5, ce HakasBa C¢C rnotba oT1T 5000 n
yn. 288. (1) Tbproseuy Ha p[apebdbHO cpqelieKAETCW TBE
NOCOYEeHU B 4. 219, fJa Cce u3IBbpPpWBAT OT HenpaBbBoO(
or 5000 go 10 00O nsB. , a nNpuM NOBTOPHO HapyuweHMUE
ApebHO.
(2) B cnydyanrte no an. KowppamumnmTa mpar LW

(¢

KcnnoataumaTtTa Ha ob6bekTa.

Un. 289. (1) (NpepylBeH 6ppek B0 HWa w/HO.12289 , B
n3miB, 6p. 102 o1 2018 1., B cumna o1t 01.01. 201
obpasyBaHarcmr/pmmpmHa LeHa UMUAW N0 LeHUu, pas3nnyHn
ce Hakas3Ba ¢ rnotba ot 1500 pgo 3000 nB. ,carmp@anr
ot 2500 pgo 4000 nsB.

(2) HBBabp. 60 oTv 2012 r .m.-[08BB,cuwrpa o0l10 20 70.70 &

cmna oT 21.12.2012 r.) MpuntexaTtTen Ha pas3pewewHy
onpepeneHo ¢ HapepgbaTta no 4n. 261 a, an. 5, ce
nse. , a nNpun MNOBTOPHOH &[B)BLEHLBKANVHYELLEHCST BEBILAO TCOA H K UL U A
000 nsB.

(3) ((HBBaAab6GppP. 102 o1 2012 rr. -AB, cmp.a DbG2 2dT 1
mna ot 01.01.2019 r.)

(@)

Un. 289-4d4B, (B 60 oT 2011 r ., B-AcBu n@ap o011 ®>5
2012 r ., B cununa -@ddB,265p1212@12>T1tr 20183 m. , B cuna
B HapyuweHwNe Ha yT-BepaReBTIRYHMAaPMBKOBOACTBaAa nnu
pes3yntaTta OT TepanwuaTta B 0215910 He/H.mel ,0oTT .K pM,Tepe
1000 pgo 2000 nsB. , a nNpuM NOBTOPHOrN Mma@apauB aXH®0 K apg

(2) FABm. 6p. 102 o1 2018 r ., B cumna oT1 01
ycTaHoBABAaT C akKThOKHE®O,C THWC TNMBIBH N OCITPEMRTEHN OT U
M3nbnHUTeEenNnNHa areHumns+4 "MepgUUMWHCKMN Haps3op", a H
M3NBbBNHUTENHNA [JgUpekKToOp Ha MNW3nbAHMUTenHa areHuyunsd

yn. 290. -4B) O6EM3am71l omna20®B® I2.,08.2008 7r1.)
neKkapcTBeEHUW NPOAYKTMU, KOMTO He ca pas3peweHn 3a
rno6éa o1t 10 000 pgo 20 000 nsB.

(2) ((HBBaAabp. 71 o1t 2008 r ., B cumna oT1 12.08
MypmnucBa U/ mnnum HacouyBa KbM CBOMWCTBA, CBbp3aHMU
6onecTtTun nNpu 4YyoBEKa, ce Hakas3Ba ¢ rno6ba oT1t 10 0O

( 3) (NMpegwiiBa @am. 21 o1 2008 1., B cuna O0T
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KapcTBeWNBNpapyweHMNe Ha TO3MW 3aKOH, Ce Hakas3B
(4) (NpepgnvwHAB,an6bp3,7uM3mt 2008 r ., B cuna o
-31ce Hanarat W Ha nNuyaTa, pfoONycHanuw wuU3/NbuyBa

KnamMarTa.

yn. 290-&1.B, ( Hps 71 o1 2008 1., B cuna o1 12
nuuye, npeapcTaBAWoO ce 3a MegWUWHCKUW cneuywnanit
neKxapcTtTBeHUWU NPOAYKTWNW B NEYRAKNDOENVNBUNHUTBPBAT
no6a o1 1000 pmgo 5000 -mE. 30D0Nnm@mw MOB OOMH a1 BH a p

-

Yn. 290@AB, (Bps 60 oT 2011 r ., B cumna oT1 05.
apcTBeHUW NPOAYKTMW B Hea pHyalkeaH3nBea Hca ruysio. 6 a2 6o8ta , 1 Oa
TOPHO M3BbBpPpWBAaHEe -dar TGWD TOT HAPYWemme5000 nB.

o X

YUn. 290AB, (
ynoTtTpeba, K
Kas3Ba C UMY
Py LWwecH nemy we c T

cmna o1 21
@PpYUWOHRAAHMH
0O pgpo 10 Of
o 20 00O

B 102 o1 2012 r., B

TO N PpoBEOKYAB aHHeUsH TEEe P B
TBeHa caHKuyuuma oT1 500
Ha caHKuyuyma oT1t 10 00O

Un. 290AB, (6lpB 102 o1 2012 rpunTeBXacTmesia Hoar p2al3
K O

ynotpeba, MTO He wM3INbBAHABA ycnosuaTa no
HKyuma ot 5000 mgo 10 OO0 nsB. , a npwuc NUOVBYTLOEPCHTOB €l
HKuma ot 10 000 pgo 20 000 ns.

Un. 290AB, (BBpB 102 o1 2012 B cuna o1 21
ynoTtTpeba, KOMWTO He VI3ﬂblfQI-Qﬂ,Bal93466,ﬂ,bfﬂ.)i964I-BVLHlT9a43ﬂO
mnMyuwecTtBeHa caHkuma o1t 5000 pgo 10 OHEP ynuse H 1 ea
mMyuwecTtTBeHa caHKuma ot 10 000 pmgo 20 000 ns.
yn. 290484B, (Blpe 102 o1 2012 r., B cuna oT1T 21
ynotpeba, KOWMTO He mnm3nbAnHABAaAa 3agb/AXeHMNATa
HKumna oT5QO0®0nm. , a nNpunW NOBTOPHO -3 BAHVPyUIBEECHTEB €l
HKumga ot 5000 pgpo 10 000 nsB.

Un. 291.-AB1) 6(pA4OomB.O oT 2011 r. ,-AB,cbpa 60 OFf
B cuna oT1T -0B, 08p201r@.2,roBr c2vBie2 oT -ABR, 1@p 2082
0.

= -

8 ., B cumna oT1v 12.1 201284 a) K8 4284289 Yy Wi
. 286, an. 1, yn. 287 wn 2876, y . 289, an.

BbHMUEOT wWpUAMYEeCKU nnuMmua UANW efHONUYHU TbPTros
3IMep;MaHl&e KN ®T TPOWHWUSA pas3Mep Ha nNpeaBUAEHUTE
o6 WOoOHEAMN®T TPONHMA pas3Mep Ha nNpepBUALEHUTE
6n.



(2) tmp,n. 6p. 60 oT 2012 r ., B cuna oT1T 07. 0¢
mnMyuwmecTBeHaTa CaHKUMA e B JeBeTopeH pa3mMep Ha |
pa3mMep Ha caHKuumarta no an. 1.

(3) HanaraHeTtTo Ha HWeMyWRK/TBEBEHaA Ha&A/HXILaMHET O Ha
ONBXHOCTHW My a.

(4) HanaraHeTo Ha MMywecTBEeHUW CaHKUWUU He U3
OTHOCHO npaBocCcnocob6bHOCTTa Ha MeAUWUWUWHCKWTE cnewuywu

Yn. 292. (1) bamopeekgAaAdRbAMPEANNCAaHNE UAAN
ObpXaBHUA KOHTPON NO TO3MU 3akKOH, M3BBbBH CANyyYyawnrte
ot 1500 pgo 3000 nB

(2) 3a Heu3INb/IHEHMWE Ha pas3nopexpaHe nNnoe 4.
Hakas3BaT ¢ rno6ba ot 500 pgo 1000 nsB

Yyn. 293.-AB1) 6(pM3M.02 oT 2012 r.-,ABs dOwpna 8AT 0O
: B cunna oT 12.10. 2018 r.) Mpwu Hecnas3BaH:
a3peweHundaTal/ yaocCT COBIECPTEBHOW A THEH 03Ca  Mpacpvasnee 1 e H BHO
bPproBmsa Ha ApebHO C nNexKkapcTBeHW nNpopgykK-T3W BY AN
8 3, an. 1, 4y . 2848, an. 2 N 4yn. 287, an. 2
AXHOTOEOTHeMaH

(2) e¢emBMm.6p. 102 ot 2012 . ,0B, cGpa 8% O0%2.¢C
mna oOT 12.10.2018 r1.) Mpwu Hecnas3BaHe Ha ycno
ermcrtTpauma Ha pfporepwusa, KaKTO WbTB H@J YCYbaOUTTBER T IHG
3faBa 3anoBejg 3a OTHeMaHe Ha ypgocToBepeHMUEeTO.

( 3) Mpun HeuM3INbNHEeHMWE Ha 3ajbNlXeHUMeEeTO 3a yBe
Ha fAeWHOCTTa OT CcTpaHa Ha Tbproseuya Ha eppo c r
MAJZl aBda@ 3anoBejg 3a OTHeMaHe H M3 papgeHoTo pa3spe

(4) (-HloBB a 6 p . 84 orT 2018 r ., B cuna oOT 12
M3MCKBaHMATa 3a MU3IHOC Ha nNeKapcTBeHUW NPOAYKTMU
neKkapcTBeHMU npoAayKTmMe Ku3omb Ama T &VAHIN a3 omB a 3anoe
pas3speweHuneToOo, KoratTo TbproBeusvT Ha efpo M3IBbBpPUW
KoratTo CMCTeMHO He u3NbNHABA 3agbNXeHuUuAaTaAa CU NO

(5) €mMBM™M. 6p. 102 o1 202201r3. ,r .8 ayley nadmpa O 2840
2018 1., B cmna oT1T 12.10.2018 r.) MpM HEeNM3INDbBNHE
3 3a npekpaTtgaBaHe H AeMnHocTTa OfT cTpaHa Ha |
THBProBmMsa Ha APE@ORAPOEYREKWAPGTBEAHUTENHUAT OUPEKT:
OTHemMaHe Ha M3 pgafeHOTO pas3pelweHune.

(6) (MNMpeagvwHmB,an6p.5,8m3omr. 2018 r., B cuna 0T
1-5 nopgnexat Ha ob6XanBaHe NO pepjgk@oMaKk AL MMAHNT TE @
He cnuMpa U3INBANHEHUWNETO UM.

A N-HT ™

ST O

a
r
a

2

a
y

=
p
B

Yn. 294. KonTo Hapywu pas3nopeppgburte Ha
M3 BbBH cnyyant-&€98o ea. HdB8Ba&as3Ba ¢cC rnob6a
M3BbplWBAaHe Ha C BCcworTaioo 6Haa poyTwe3Hom0e0 pfo 5000 nsB.



yn. 295.-A0B1) 6(pM3®8 o1 2010 r. ,-AB, caapmpa 0204
r. , B cumna oT1 01.01.2019 7r1.) HapyweHuaTtTa no T
ONBXHOCTHW nunya no 4n. 267, an. 3.

(2) €¢MBnN.6p. 84 o1 2018 r.,-0BB,cwuempa 011021 20.71 C
cmna ot 01.01.2019 r.)

(3) €mB,m. 6p. 98 o1 2010 r ., -0B,cwumpa 0110 20 10.70 1
cunna oT 01.01. 2019 r-) Huhak &a*raTtTe@espaBaT NOTCTAamM
3ApaBeonas3BaHeTO, OT T nNaBHWUA AbpXaBeH 34paBeH |
an. 1, OT U3INBANHUTEeNHNMWA agupekTtTop Ha WA wn o1 AU
Ha ANBXHOCTHOTO NueeMey®TaHOBMUIO Hapy

(4) -BEBBao6dp. 102 o1t 2018 ., B cumna ot O01.C

MOXe pa ce mnspgasart n oT APYTWNW ANBXHOCTHMU NKUL;
npepcepartTendaT Ha CcbBeTa NO 4Yn 2 5k80, M racin. A4 Tla .M 0 X e

Yn. 296. CbcTaBAaHeTO H a akToBeTE, M3 pgasal
HaKka3aTe/lHUTe NOoOCTaHOB/NEHNWA Cce UNU3IBBLBpPpWBAT NO peg
Hakas3aHWUAa.

Yyn. 297-40B( e m. 84 o1 2018 rr..), (Bl)c vBnac noyty am2r.
: 284, 285 wn 287 HakKkasBawWmAaT opraH no.:

282, 283

NeKapcTBeHN-MPemmegy Hlan M3 BbBPLWLEHOTO HapylweHune, n |
B 3aKkoHa 3a afMWHMWCT paakTam3BaHHMITAE WH ag YCAR GI MBI € TUC THB U €
952/ 2013 Ha EBponenckus napnameHT n Ha CbBerTe
MnTHMyeckmn Kopgpekc Ha Cbwsa (0B, L 269/1 o1 10

(EC) 2015/ 2447 Ha MBopwmM cUGBTrm .7 R oowegenaHe
npunaraHeTo Ha HAKoOuM pas3nopepbum Ha PernameHT (I
CpbBeTa 3a CcCb3pgaBaHe Ha MMmtTHMUYeckunW Kopgekc Ha CbK

(2) NNexkapcTBwRHMDEe ampopaglyKkae YyHuuwoxassart npwu
Hapepgpbata no 4yn. 274, an. 2.

JlombJIHHTEIHE pa3nopeadu

g 1. Mo cmMuMmcbna Ha TO3WNW 3 aKOH:

1. (-\iBm. 6 p. 102 orT 2012 r. , B Ccuna oOT 02.
BewecTtTBO MAU CMRBES,HAa3 HBaeUueeHCUT B3ag M3 nNo/13BaHe 3a n
npoagyxkrT, KOMTO NpPpu M3INON3BaHeTO CU B HEeroBsBoTO T
TO3 MU npoayxkT, npegHas3HaudyYeHa 3 a ynpaxHsaBaHe
MeTabonNnTHOemNeBGBEM@HOBH BAHE, KopurumpaHe uau n|
mnm 3a nocTaBAHEe Ha MegUWUWMWHCKAaAa Auar Ho3 a.

2 . "bunoekBuBaneHTHOCT" e Hanunue, KorarTo N e

eKBMUBANEHTHW uUuAun GapmayeBTNYHW alJ TTMe PCHIAETAN BMUP, U JIUO e
cbwarta MONnapHa pfo3a ca nNopfpoObGBHWM [0 TakaBa cTenet
6es3onacHOCT Cca CblWecTBEeHO NOJOOHMNM.

3. "bnoHanmyHocT" € CKOpoCcTTa W CcTeneHTa, C
akKkTMBHaTa avwropdwpaoce oT nekKkapcTBeHaTa ®Gopma unu c
KoratTo nekxapcTBeHOTO BewecTBO € npeagHa3HauyYeHO



GMoOHaAaNMYHOCT O3HayaBa CKoOpocTTa WU cTeneHTa, c |
aKkTHmera MYy YacT Cce ocBOOGoOXpaBa OT nekKkapcTBeHaArTa
4 . (nAB,. 6p. 8 4 oT 2018 r. (*)) "bpouwypa
m3cnepoBaTend No cMuUcbnNna Ha 4. 2, naparpacdcg 2,
5. "BHaan A OKyMeHTauuma" e [AOKYyMeHTauwusda, KoaTo
M3NMCKBaHMATa, npeaBUMAEeHN B onpepgenneHa npouepgypa
6 . "BewecTBO C pJOoOb6pe ycTaHoBeHa ynoTpeba B

=

oeTo MOraT fa cepmpepoxMaTtT CcnegHuUTe

a) nepmoagsT 3a JOoOKa3BaHe Ha pfob6pe ycTaHOBEH
e&KkpaTbk oOoT 10 roaguMHWM OT p[gaTaTa Ha nbpBAaTtTa CHUC
ewecTBOTO KaToO nNnNexKkapcTBEeH nNPOAYKT BK EHB®WIM®E T K
pocTpaHCTBO,;

6) KonNmMmuyuecTBEeHW acnekKTuUW Ha ynoTtTpebaTta Ha Be
norTpeba B MegMUMHCKaTa npakTwuka, cTeneHTa Ha
pocnepgsaBaHe ypes cumcrtemMaer/sRHo3 anpogsemRa@AQCTNPO
ycKaHeToO Ha nasapa n cnep ToOBaA n ny6numkyBsaH
poyuyBaHMWsa MU B YacCTHOCT CPaBHWUTENHUW enunmpgemMunmonor

B ) BUCOKaA <CcTenewH Ha HayuyeH MHTepec KbM yr
nyénmkaumum) MU eAUMHCTBO B HaydvYHuTe cpepgn B HayuH

a0 W 3

O3 3%

7. "BTOoOpunuuHa onakosBka"“ e onakoBkKarTa, KoAarT
NeKkapcTBeHNdAd NPOAYKT.

8 . (-AaBm. 6p. 84 o1 2018 r. (*)) "Bb3noxuten"
2,4yra 14 o1t PernameHTtT (EC) N 536/ 2014.

9 "ITeHepunyeH nNnexapcTBEH npoagykrtT" e nekxkap

KayecTBeH WU KOoONMyecTBEH CbCcTaB NO OTHOWEHMNWE H
dbopmMa KaTo pedepeHTHUSs /NeKkapBTBEETTNAPOMY K TC, pue

neKkapcTBeH NPOAYKT e pAOoOKa3aHa C noAaxopgdawnm wnu3nun-
neKkapcTtBeHNU PopMMU ¢ He33abaBHO ocBoObOGBOXAJAaBaHe ce
Pasnuuunurte conwu, ecCTepmM3IOMEPPN, KDMOMERO N @mMacpm
BewecTtTBO Ce cMATAaAaT 3a CbBWOTO aKTWBHO BewecTBO,
6eszonacHocCcT u/unnu edpunkKkacHOCT.
10. ctAB M. 6p. 84 o1 2018 1. (*)) "I'naBeH K3
cMcbna Ha un. 2, naparpadg 2, Touyuka 16 o1 Per nan
11. "NednHnmpaHa pgHeBHa pgo3a’ e cpepHa AHeB
nNpoAyYyKT, KOAaTO CcCe npumnara nNpu BbB3pPacTHMU NO OCHDO
12. ctABM. 684 o1 2018 T (*)) "Job6pa KAOAWHM
npakTMnWkKka nNo CcCMUCBNaAa Ha 4. 2, naparpad 2, TOYK a
13. "Nob6pa nNnabopaTopHa npakTtTwunka'" e cumcrTtema

OTHOWEHNE HaAa YyCAEBGBUATPORECMNMAHMUR OpPraHuMmsaIumpaHe,
JOKYMEeHTUMpaHe Ha na6bopaToOpHUTE M3INUTBaAHMUSA.

14. "Aob6pa npomssBoacCcTBEeHaA npakTtTunkKa“ e Cunci
npaswuna, KOATO o6XBawa BCU-UYKIPCOHPAH W, N ECHE0T)P-EK/ESHB/
MaTepuanwu, LOKYMeHTaUuUuna, KayecTBeH KOHTPpPON, n v
CbOTBEeTCTBME CbBC cnhneyuundPpunkKkauyunmarta.

15. {MmB,n.6p. 71 o1 2008 ., B cuMmna oT1 -12. 0¢

£
3
@D

HK a H a EB p aimenin Cc K W g X & R1AII3A no CnopasymMeHMNUeToO
HOMMWYECKO npocTpaHCTBO.
16 "ETMnKeT" e uMuHpoOopMayuuMmsa BBPXY nNbpBMYHATaA

npoqykT.
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17. "MMyHONnNOrmyeH nekKkapcTBeH npoagykTtT" e nek

KCWUHWU, cepymMum unnun anepreHun. B o6xBaTtTa Ha Bal
MTOoO Cce M3INnon3sBaT jfa Ccb3fgajgaT aKTUBEH WUMYHUTET
eaAmnM3IBMUKAT NacuBEeH UMYHWUTET. Anepreanmpepgaasies
eHTunpmnuyumnpat MAuM cCcTUMynupaTtT cneuympnuHa UvLeneHa
M aneprumyeH areHT.

18. "W3cnepBaHe 3a 6uMmoekBMBaneHTHoOcCT" e Kn
Kaxe, Uye [ABa JieKapwBHREKWHTHMQLWYKIOA TEa C@n aparbv a |
n apmMayueBTUWYHO antTepHaTuBHMN, n KorarTto 6nMOoH
NapHa pfo3a Cca CXO0OAQHW [JO cTenewH, KOATO € YyCNnoB

19. "WNW3cnepBaHeesan@unaHaonwBowmT'BaHe, C Koe-
KBW Cca CcCcKopocTTa M CTeneHTa, npm KOMUTO akKTMuUB

M3NUNTBAaAaHMUSA neKkapcrTBEeEH nNPOAYKT pocTtwurart 0
bBOOOGpPpauweHwue.

20. (48Bw.. 684 oT 2018 r. (*)) "MN3nntBaH-H n
KapcTBeH nNpPpoagykKT NnNo cMmcbna Ha 4yn. 2, napar pa

2 1. (B .M. 06p. 84 o1 2018 r. (*)) "W3cnepgposBart

parpaea2l57T0T1T PernameHTtT (EC) No
*

536/ 2014.
22. {MBEB,m.6p. 84 o1 2018 r. ( )

) "VNHdPOoOpMUPaHC

mncovna Ha 4. 2, naparpad 2, Toyka 21 oT1 Pernna
2 3. "Knut" e BCAKO BeuwecrTBO, Kpoae3TTOB agoGAn, K HCOyBCer:
3pexga uaAmMm KoMOGUMHMpPA C pajguoHyK nIunmagw, B pes3ynTt
KapcTBeH NpPoOAYyKT.
2 4 . cABM. 6p. 84 o1 2018 r. (*)) "KnMHMYHO
MHMYHO MU3INUTBaHZ, nNobagamgap@a2 Hateyika 2 0T Pern
25. "KAMWHMWNYHO nNpegumcTBO" € 3HauuTenHo Tepa

MH NekKapcTBeH NPOAYKT B CpaBHeHMUEe C NeKapcTB:¢
oTpeoba.

25a. -(OHBobBpa 84 o1 2018 r ., B cuna o1 12.10
H(PAMKT Ha WMUHTepecwnm NO CMUCBAa Ha T /JaBa oOcCcMa
pynuumaTtTa M 3a OTHEeMaHe Ha HEe3aKOHHO npumagobéurto

26. {Br,m.6p. 84)oT1T 2018 r. (*)

27 "IlmcTOoOBKa 3a nauyuneHtTa'" e nNnmcToBKa, cova
npoBOXAa /eKkapcCTBeHMUA NPOJYKT.

27a. -0BoB dp. 71 ot 2008 r.,-O0B,cwpa di0 21 D.70:
oT 21.12.2012 rrmopépglex apeparma Npeo NERaAaB@T E
H 2 oT PernameHT (EO) No 1394/ 2007 Ha EBPpoO
r. OTHOCHO fNeKapcTBeHWTe MNpoAayKTHW 3a MOfL
83/ EO u Hle PEG6NAMNMEA ( EO)
276. {MB,Babp. 84 orT 2018 r.., B cuna O0T 12
atTenHa ynoTtpeb6a” € /NeKkapcTBEeH nNpopgykT 3
d 2 ot PernameHTtT (EO) N 72682084 Ha EBpoO

28. "lekapcTBeH NpPpoAaykKT, nonydyeH OT YOBeEeLWKa
OAY KT, npoMmsBefgeH OT Y4OBeWKW KPBbBBHWU CbCTasBKMU
M TAX CcCe OoOTHacaT anbyMWuH, MMY HOT Neoad3ym,n HMa 3 TKED @
a3MeHW nNpPpoOTEeuHWn, [Jpyrm nnasmeHun ddpakymm unaunm K

29. "JlekapcTBeH nNpoagykKkT, npepHasHavYeH 3a ne
" e npoAaykrT, KOWTO:
a) e npepgpHas3HayYeH 3a AVMalrHWETHAaAXWBEPO@IAATK |
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necT”nW WUNUW NPOTrpPecuUBHO NpoTMYaWU XPOHWUYHKM 3ab
O ywoBeka Ha TeputopumsaATa Ha cTpaHaTa, WMWK

oo

6) e npepHas3HayeH 3a pagumarHoOCTWHUKa, npoddgnmnacx:

ecTun MD3WMd aepPexpgawnm 34paBeTo XPOHUYMHM CbBCT
ecTHOCBbBpP3aHarTa HepaboTocnocobHOCT n MHBan
AaxbarTa H a NPOAYKTa He ocurypsasa 3agosonu

gaTens Ha npoagykTa, Mu
B ) KoratTo HaAaMa 3ajgoBOAMTeEeneH wMeTon 3a pAuna

T
QD

YynTtTenHo nNosBeye npegummMcTBa OT Hero nm nons3a 3
30. "NekapcTBeHa @Gopma" e nogxopAawa 3a np

(
V

6 X 0p4VBVEACTTEM UMMHA 3 @ HayyHoOM3CnepoBaTesncka UM pas

TBETHOTO CbCTOAHMWNE, nnun akKko nMa TYKHEB UNMWAT

a
V

ewecTtTBO (BewecTBAa), KOATO MOXe Aa BKAWYBaA uUnwn

-1

abMnHOCT NpPU CbXpPpaHeHMWEe B CpoKa Ha ropgHoOoCT.
31. {MB,m.6p. 71 oT 2008 r., B cumuna oT 12.08

oHopgaTenNncTBO HaAa AbpXaBa uYNeHKa UMW cb3pgapge
jaanvnuwe W ajgpec Ha ynpaBrleHWeTPagapRaBLnopany
pPpONefMcKOTO NUKTOPAMBIBOKO MNpPoO

W DD
X

AbpXaBa UYNeHK@AKT,e pRpMEGH M CHYH N0 rpaxpgaHec

3 npumnnar aHe H a onpegeneHn TEXHONOINI NYHMN onmnepa

.
[

32. "MarumcTtpanHa peuenTtypa" e npepgnumcaHune 3

AnNuncaHne Ha MeagUWUUMHCKM cneumanucTt WUAKM NO YT
LMEeHT.

Vo)
0]

33. "MeXAyHapoAaHO HenaTeHTHDO HammwmerHoBaHme'

KTUBHOTO BewectTBO, OfAOOPEeHO MU NyoGNMKYyBaAaHO OT

34. "MegouUWUUHCKM cneymanumcTtun" cC a nexapwu,
ar napmpmayesTn, MeaoUuLUHCKMN cecTtpwu, aKyuwepkwm,
OMO WPAMBEMaLEBTNU.

E

C

35. "MeOVHPHGCE 1K U npepctasuten” e nuye, np

TexaBaluwo HayudHM NO3HaHSH 3 a npegocTaBsaAHE
apcTBeHMUA NPOAYKT, KOWTO peknamupa.

35a. -(BgB a p. 1 o1 2014 71 ., B C W neag noutc ain.ed
eaonuMmcaHnMme Ha /nNeKkapcTBeH nNpoAaykT mnun Ha Me]

®© T
X =

aBoO pga npaBu TOBa B Ab
36. {oBr,m.6p. 84 o1 20 r. (*))
36a. -(ABgB O Pp. 84 o1 2018 1., B cumna oT 12.

1
v

paXHABa perynmpaHa mMeaguMUUMHCKa npodecwus no ¢
3nopepbnm Ha 3akKoOHa 3a NpuU3IHaBaHe Ha 3IPLOCERKE T
pXaBaTa 4YneHKa, B KO0ATO
18

1

MrypHocrt"” e SawmTaTtTaoTHaAHenpdspmMmapaA nnwu cCnyuya
e

paBeHe [OCTOSAHM

37. "HaummMmeHOBaHMWe Ha nexKkapcTBeH npoaykKkT"” e
bAae:

a) cBob6boagHO umus3bpaHo uMmMe (TBProBCKO wuUMe) ;

6) (-48Bwp..6 12 oT 2011 r ., B cumna oT1T 08.02.20
apka MmnuMm uMMeTOoO Ha npuTtexartens a pas3peweHuneTo

Ha TpeTwn Nuua, nNpPpoMsSHA WUNU YH

H
B) (-d48Bwm. 6p. 12 o1t 2011 r ., B cumuna oT1T 08.02.

apKka AU VNMeTOMaH P aBpreLexaiea/d 3a ynortpeba.
38. "HayyHa nutepaTtypa" e nybébnumkauyuuna/ nyoébnumk
neyuvManmsmnmpaHum MeXLYHaApPOAHWNW HAYUYHU U3 JaHWUA.



38a. -(MBo,Babp. 84 o1 2018 r ., B cuna o1 12.
AyKagfoceTMH bT Ha JeKapcTBeHUWU MNPOAYKTMU, BK /Y
aAaHOBEeH uYypes3 cneuyManmsaumpaHaTtTa eneKTpPOHHAaAa CuUCT
39. "HoBO aKTuMUBHO BewecTBO" e€:
a) XWMWUYHO, GMoONOrMyHO UAKU papgunodapvMaegese T Ny
3a ynortpeba KaTo fneKkapcTBeH npoaykT B EBponenncck
6) msomep, cMec OT U3 OMeEepU, KoMMONNeKC uawn pge
6nno pas3peweHoO 3a ynoTtTpeba KaToO nekKkapcTBeH nNpo
OTHOLWEeHMNeacCHHao coTeT3ao MM e PMmKacHOCTTAaAa CUM OT nNpejunLlHO
B) O6MONOrmMyHO BewecrTBO, KoeTo e 6Mno paspeu
EBponeinckuna cb3, HO e C pas3/uMmyHa MONexKkynHa CT
XOOLHMWA METEDPUYM EeWON Yype3d pas3NmMmyeH NPOU3IBOLCTBE
r)y pagvwodpapmaueBTMWYHO BewecTBO, YynMmMTO papguo
aHaown) , KOMTO He ca 6wunnwu pas3peweHwu KaTo neil
M AHUN3MDBT 3a CBbp3BKYHeNTB MABOPAKLAM OH J K MIODIET €  H E
EBponeinckunusa cbo3.
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40. {MB,mMm.6p. 84 o1 2018 r. (*)) "HexenaHO C°
B 3ApaBHOTO CbCTOAHWMWEe, HabnwpgasaHa nNpwu npunar at
HenpewmeHHMHHO CBbp3aHa C ToOBa JileyeHMUe.

41. {B,m.6p. 102 o1 2012 rr. 0B, cupla 4 @mn.2A
"HexenaHa nexapcTtTBeHa peakuna” e BCekKwMu HeXena
npoaoyKT. BupoBeTe HexkBMmMaB@A: NneKapcTBeHUNU peack

a) (-ABm. 6p. 84 o1 201-Benkenf@Hp) nNenapecamseamap
e noco4yeHa B KpaTKaTa XapakTepumcTtukKka Ha npoayt
OTroBapsaT Ha NOoOCOYeHUTEe B KpaTKaTa XapakKTepucrTwu

6)no'Ao3npakke@NnaHa nNnexKkapcTBeHa peakuywunsa, 3a KOos
Ha pas3speweHMeTo 3a ynoTpeba npeeAaMNC/gaCciTaB,eHae BPN
npmemaHunua fneKapcTBEeH NpPoOAoYKT,

B) "cepmmoasHa"Heb6NnNaronpumatTeHCBPERAHBODPXYORBRTOO
pnymHa 3a CMBPTEH wU3IXona, HenmnocpepagcTBeHa onac
CpokKa H a xocnurtanunsauyuwnsa, 3HaAaUYNTEeNHMU nnu Tpa
HoManuwu,

H
7
ry kKomMbumHauyuunmum wmexpgy pweakef'mm no O6GykBu "a", "
4 2 . "o6bwonpneTtTo wume" e MeXAYyHapoAgHOTO Hena
mnu nomowHoTo BewecTBO (I NN), npenopbyaHoO OT (
EBponenckarta hbapmMakoneagpyakoo qGapwmawmo NEMWirHmB an me
dhbawakonenwHO MMe, Ce UM3NO0ON3IBa 0OMYaAaMHOTO nNpueTo
42a. -(OBgBabp. 102 o1 2012 r., B cuna oT1 21.
mcrtemaTta 3a nNpocnepgsAaBaHe Ha NnekapcTBeHaTa 6e3
pocnepgpAaBaHe Ha OexapadcmB@cR, ms3InonssaHa OT np
noTpeb6ba NO OTHOWeHMWE Ha efUWUH MNKM nNoBeyYe paspeLl
426. -0BoB@&®p. 48 o1 2015 r.) "OueHKa Ha 3pgapa
a) @Gopma Ha nonuitneeaesundbnNnegsalaNAa KAaFHE NP
ABNTOCPOYHUTE pe3ynrtatTwu, CBbBp3aHUW Cc npwunar aHtH
pepocTtaBun MHAPOpPpMAUMA OTHOCHO anTepHaTUBHWUTEe 30
6) MynTumagumcumnnmHapHa ALeMNHOCTBA KTOSIXTHON Y4 & OK
apakTepucTuUuKMU, 6es3onacHOCTTa, KNMHMYHaAaTa edunk:
ek TUBHOCT, OpraHmM3auuMoOHHUT e, coumanHurte, npart
eKapCcTBeHMU NPOAYKTM B 3 4paBxeyonas e A-HKOJTVOHT/BM H & € V
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HOMMUYECKa, KaTo aHanmss»T e CpaBHmO@ma&aHa CHIP
eHTa anTtepHaTwnsa.

4 3. "Maptwnpga™ e onpepgeneHoOoTO KonmyecTBO e
aHoOBeHa Bb3MNPOMN3BOALUME U ITyepxaHBoa/ILpar 1 WHHea 6 Xcoxaenvivay
oreHmtTeT NO OTHOWEeHMWE HAa U3IUCKBaAHWUTE KOHTPOI
43a. -0BoB®&p. 102 o1 2012 r., B cunmna oT 21.1
OOpOBHO oOoNMMCaHMe Ha cucrtemaTa 3a ynpas/eHwue
4 4 . "MNMaHepwHpKapaspeweHMeTo 3a ynotpeba Ha ne
6xoamMmmMmnm pfeWHOCTM C oOornepn nopgabpXaHe Ha akTy
AY KT, BKNWYMNUTENHO N npocnepdaBaHeTOo Ha nekapec
44a. -(HB,Babp. H8r.o)yy 200dagaobpxXaHe Ha penmMoyp
apcTBeH NPOAYKT Bb3 OCHOBAa Ha JAOoOKa3aTencrTs
onmacHOCT W avHKaolHMO3M MHYae cdxavp Miaockkoa 3 aT e 1 un .

45 . “"Monsza" € NOoONoOXNUNTeneH peE3AyYyMEXBPTCEBEMABRT
oTAenHMNA nauunmeHT, rpyna OT nauyuuvmeHTUNW munaum 3a 0

3a BKNwYyBa NpubBGNM3INTENHO M3YNCNEHNUEe Ha Bepos
46 . (tB.™m. 6p. 102 o1t 20102 3r .o,.)B "dliomad weao @2 L
TaBKa Ha NnekKkapcTBeH NpoAyKT, pa3/iMmyHa OT akT

47 . "fflocTMapKeTUWHT 0BO npoyuyBaHe" e BCAKDO M
apcTBeHMA NPOAYKT B paMXKITTEp nHicar N Mo 6Hpae HR I @[ YK

L pa3pewaBaHe 3a ynoTpeoba.

47a. -O0BoB®p. 102 o1t 2012 r ., B cmna oT1T 02.0
apcTBeHNWTEe NpPpoAYyKTM" ca BCUUYKMU [JeUhHOCTMU, K O U
omdxba Ha nNexKxapcTBEeHMUWU NPOAYKTMU, C U3IKNIWYEHMUE
MYyeCcKO AbpXaHe n KOUTO ce m3pasgasart B AOT
AnNyecKOo uUNKU GU3IMNYEeCKO nuuye.

48. {B,m.6p. 102 ot 2012r.r). ," I'Bo cctnnnaap KOETT W2HLr. 0lB2
onacHocT" e BCAKDO npoyuyBaHe, CBbp3aHoO c P
BeXnaHo C uen pfa ce wpeHTwUduuynpa, xXapakTep

oOoweHMWe Ha 6Ge3onacHOCTH&a, OEF30CACHOTBLHPAN NRE A
Ja ce npeueHnm edpeKTMBHOCTTAa Ha MepKuTe 3a Yy
49 . "floTeHyuManeH cepunmoseH pPUCK 3a 3a4paBeToO

oka CTeneH Ha BEepPOATHOCT yaiompefAIBNKHEA HEXKT
onpaBuUuMU U HeobBPAaTWUMWU HeraTWUBHWU MNOCNEeACTBMW
CHoOCTTAa OT MNPUMUYMHSSBaAaHEe Ha BpPpeaun 3i/ee K3CHIPOaHBIEDTACH
wMmpokaTta ynoTpeb6ba Ha BpEppApeTa. BCKDHITEKILT T
efpeneH nekapcTBeH NPoAaYyKT MoxXe Aa 6bae npetue
a) edPuka@amemTe, nNnpepgcTaBeHW 3a TepaneBTUYH.
ANOXeHOTO mnNokas3aHuWue/ nNnokasaHuWusSpynNnwWwa NAEREARADKE
ANoXeHaTa fJO3MpOBKa, MNOCOYEeHMW B nNpoekTa Ha

Ha CcTeneH nNpeTeHUMUTeEe 3a edPUKacHOCT;

6) 6e3o0-MajeHXE@TTAa Ha AfaHHUWTEe OT nNpPpepKNAMHUYHA
oOnNacHOCTO@&3 XmMmaMHWMOIHTa He MOXe pga 3awuTtun ybeawu
eHyuMmanHm cTpaHMW 3a 6e3o0nacHOCT NO OTHOLWEeHME
epnaTeNnnHO OTpa3eHW B nNpejgnoxeHaTtTa /NUCTOBKa
puwe’i

B) KayBpeBODOXEHMAT HaUYMH HaAa NPOM3IBOACTBO MU
aHTuMpaT /fnmMmnca Ha CcblwWecTBEH ped@ekT B KauyuecTs
onacHocTTa u/mnnamnm edpmkKkacHoOCTTAaAa Ha NPOLYKTaA,;
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r) ChPbOTHOWEHW@L ga0KA3 aH/ap ICCBLKOT HOWe HMeTO nonsal
A XapakTepa Ha upgeHTunduuyumpaHuma PUCK/] pPUCKC
Hne/ nokasaHunua M uyLeneBaTa Trpyna/rpynu nauywu
50. "MpepapcTaBsuten Ha /uMyeToO noHay/p.as3de,we aum.
oTpeba" e nwuuye, ycTaHOBEeHO Ha Tepurtopumarta Ha
26, an. 1 nnun oT npurtexarTtens H a pas3peweHd
rynatTopHuUTe opraHum Ha TeputopumaTtTa Ha Penyo6nuk
5." MpunemMnmBo HMUBO Ha 6Ge3onacHoOCT" e Hanwmuye,
n cTatTnmcrTunyeckKknm AJOCTOBEepHa 6es3onacHOCT cno
orTBeTcTBMUE ¢ JobGpaTa KNMHMYHA NpakKTUKa.

52. "TlponM3BOACTBO Ha N e KnaeppcaTuBMenH, MNCpBObLAPY3KaTH N cca
Tepunanurte, TAXHOTO obpaboTBaHe npwu nponsBsBoOA
nKeTunpaHe, KayecTBEHMNWAT KOHTPOIN, ocBob6oxpgasa
bp3aHMAT C Te3un onepaunmunm KOHTPpPON.

53. (mB.m. 6 p. 84 o1 2018 1. (*)) "MpoTokon |
mcovna Ha 4. 2, naparpad 2, ToOYyKa 22 oT1T Pernna

54. "flyckaHe Ha nasapa" € pas3snpocTpaHeHUerT

exXxa Ha TepuTtToprwaTdbARaafPemy@3BbH [AUPEKTHWS K
3peweHneTo 3a ynortpeba.

55. "MMbpBMUWYUYHA onakosBka"“ e onakoBkKarta, K O ¥
KapcTBeHMUA NPOAYKT.

56. "PagnodcdapmMauyueBT UK e neKkapcTBeH @m@a@,0A4YK
ObpXa egouWH MNUMW nNoBevye pajguoHyknmaun (papgunoackTwU

57. "PagoMWoOHYKNIuppgeH reHeparTtop" e BCAKa cCuc:
ONWNOHYK NIUA, OT KOWTO Cce nonyvaBa [bllepewmupanghmu
e3 Apyrum mMeToAM U Ce m3nons3sBa B pagunodcdapmayes

58. "PagounoHyKnupgeH npekypcop"” e ceku papyr
T
H

b
il
B
pkmpaHe Ha A[OpPYyro BewecTBO HenocpepcTBEeHO nNpeg

59. "PacTunrteneeappgyxerk'apeT TBRIeeK apPTBeE npoaoy«kKT.
KapcTBeHKW BewecTBa efAHO MUNW nNnoBe4ye pacTUTenH
naparTtwu, nnu efHOo nnu noBeye pacTuUTeEeNnHMN B e
CTUTeEenHNW npenapartTwu.

6 0. "Pasermeemmsa" Cca OCHOBHO pacTeHUdaA UNN YE
we u, KomtTo ca uenwu, HaudyyneHwu nnu Hapsa3aHM
MKHOBEHO B MU3CYyWeH BMUA, HO nNOoOHAKOrINa W nNpecHMU

chrewma ob6paboTKkKa, CbWO Cce oTHAaAcCaT KbM pacrTwu
a6Ba Jga ca C TOYHO onpepeneHo O6OTaHMYecKO H
omsxoxpgaTt, CcbrnacHo O6MHOMMHanHaTa cuctema (po

61. "RP@dTmmpenapaTt”" e nNpoAoYKTDBT, KoWTO Cce n
CTUCKBAaHe, bpakyumoHMpaHe, npeyncTBAHE, K OHL,E
we cTBO. PacTtTurtenHwunart npenapart MOXe ga ©O6bpge
wecTBAypmuUHeKCTpPpakKTnNn, eTepuyHmnm Macna, npepabo

6 2. "Pepkwu 3abonaBsaHua” ca 3abonaBaHunAarTa,
snpocTpaBeBepeaHeTnd Ha 10 000 goywum oOoT HaceneH

6 3. "PedepeHTeH nNerappTBBBHNPPORYNEKT, epaspeuw
oTBeTcTBME C M3NWCKBaHuMATa Ha 4yn. 27.

6 4. "PedepeHTHa CTOWMHOCT 3a pagedGunHupaHa AHE

(¢

HaMMeHOBaAaHMWE CbC CbOTBeTHaTa /neKkapcTBeHa @Gopma
feKkapcTBaHTMac kKeaTHRAaMC TOMHOCT 3 a pedPUuHMpaHa pA[HeBHa |,



Ha QAJed@uHuMupaHa p[fHeBHa f[JO03a 3a pas3nNuMyHMTe JeKkapec
HenmnaTeHTHDO HanmmeHOBAaAHME Cbc CbOTBETHAT & Y HNaeTKaa |
KnacunmopmkKkayuma Ha nekapcTtBarTa.

6 5. "PedepeHTHa CTOWNHOCTHIHG@AK arTed adi eI HMOIETH HKay

Kypc, onpepeneHa Ha 6as3a CTOMHOCTWUTE Ha Tepane
HenaTeHTHO HaMMeHOBaHWKa BEW®@ CwE@MBeTHaTa Neka

6 6 . "Puck npu ynotTpebaTtTa Ha fnekKkapcTBeH npopj

a) puUCK 3a 3a4paBeToO Ha nNauumeHTa MUNU PUCK 3
KayecTBOTO, 6e3onacHocTTa AU edPukacHOCTTaAa Ha

6) pUCK OT HexXenawmaTadepaemaBbpXy OKON

67 . "CepMnoO3HO HeXenamHo cvburtne™ e BCAKa
CbCTOSAHMUE, KOATO € CcTaHana npumymHa 3a CMbBPTEH
xXocnurtanusauyumus nnwu yAobnXaBaHe H a CpokK a H a X
yBpexXxgaHuma, UWHBanNnuagusaunmsa M BPOAEeHW aHOMaAaNuUM.

6 8. "CepTtTunohpnkart 3 a ocBObGOXgaBaHe H a naprTwu

KBanmdpuuyumpaHoTo /AuMuyue Ha npoumssopunTensa wMUnNu Ha B
3NcKBaHMATAa B CHBOTBEACTEAETODbBU GREYKPUIPEBBIWAT a
ocBoObOXpgaBaHeTO Ha nNapTunpgarta.
6 9. "CepTunuohmkat 3a pfonbnNHUTenNHa 3akpunna" e
€EHTHAa 3akKkpusa Ha /N-BRKapoTiBbe HVoAL NH MO ACY/KETS HOfaWT a
OBIRAM®HT.
69a. -(ABgBadPp. 102 o1 2012 r1 ., B cuna oT1v 21.
Ka" e cmcrtema oT MepKWMU 7 AeNnHOCTMN 3 a npo
AHaAa3Ha4yYeHUW 3a uMpaeHTUnhdUMyuMmpaHe, XapaKhepMBEWPHY
punckKkoserTe, CBbp3aHMW C nNekKkapcTBEeH MNPOAYKT, [
HOCTW WU MEepKMU.
696. -(ABgBdp. 102 o1 2012 71 ., B cuna ot 21.
KapcTBeHaTa 63 00N acHHa0 COTT" nep UCTUECXKTaETMEAN], I MH3an opsia33Bpae
M3NbNHEeEHNE Ha 3ajadynte U OTrTIOBOPHOCTHUTE
6niwpeHnme Ha 6Ge3onacHOCTTAa Ha pas3peweHUWTe 3a
BCAKAa NpHOMEHa es ocsi@m3 al/ pucek.
69B. -(4HBogB abp . 84 oT 2018 r ., B cuna o1 12.°:
M3BBbPWEHO TPWUW MUAMW NoOBeYyYe NbBTU B €[HOTNTOAMUIWEH CP(
nocTaHOBNEeHNE, C KOEeTO Hae HAP YUWHMWLETIA @ BAam aH ap
70. "CnewH”W OrpaHuMUYmTenHum MepkKkn 3a 6e3onacH
3a nNpoAaykKTa nNo OTHOWeHMEe Ha efHa UMW NoBeYyYe Yg;
Kas3aHusa, Ha4yYunmH Ha npunn oexieyHnmpee, X ANepHOUTAN, B OKNOOMKTa03 acHau
MHPOpMaUuMAa, CcBbp3aHa Cc 6Ge3onacHaTa ynoTpeba Ha
71. "CnNOHTaHHO cbobweHne" e [JOOPOBONHO MU3INP
eakumsa npum ynoTtTpebaTa Ha NeKappLgaoaREeHMUN PO LY A TY MG
praHm 3a Hapf30p BbBPXY J/eKapcTBeHUTE NPOAYKTMU Vv
npoyuyBaHe wWnNu pgpyra opraHmiaumpaHa cucrtema 3a Cbb
7 2. "CpoK Ha T opgHOCT Ha /1eKapecTB eHo MTpw,4Yy &R
bXpaHaBa npwu npepgnuMmcaHuntTe ycnoBwuAa, nekapcrTtBe
cneyuunpmnKkauyumara, pas3pabboTrTeHa BbB3 O0OCHOBAa Ha wuu3cCcnH
rotTosaTta dQopwma.
73. ctABM. Op. 71 o1 20088. 2r0.0,8 B .QuAaCvromT B&2C
AYKT Ha pacTunuTtTeneH JeKkapcTBeH npoagykrt" e n,
ecTBa, He3aBMCMUMO OT CbCTaBa Ha NOMOWHWTE B
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KBMBANEHTHO KO/MYEeBEROC HRO/MBEKBAPCTBEHOMOC efHa
bwmMmsa mnum nopobeH NbBT Ha BbBexXpaHe KaTo NPOAYKT

7 4. "CbobweHMe 3a HexXenaHa nexKxapcTBeHa peack
nu noBeuye NoAgO3MPAaHBZB HHpe3XaeHwa H 1 peagpenmaTa Ha
eKapcTBeHMU NpPpOoOAYKTMW OT epunuH nauyuwmeHT. 3a 3a4YnT:;
eKapcTBeHa peakuwus ca Heob6XxXoaumMwu MUHUMYM fAa
MHMUUManu WM ajgpec,owunmn NHHaO PexwAe CTaE LMiaummmy nany
a paxpaHe, UMW Non), Ha HexenaHaTa peakuumal cbht

75. tmB.m. 6p. 84 o1 2018 1. (*)) "CbhwecTBEH:
3NnTBaHe" e cbhWE@COCBIEGBTAPOMAWA. 2, naparpadg 2,

536/2014.

75a. -(0HBo,B ab p . 102 o1 2012 r ., B cuna ot 21
poToKO/JMa Ha HEeMWHTEepBEHUMWOHANHO NOCTMaAapPKEeTMUWHT OB
e3 orcacamq PnsmyeckKkarta nnwu ncumxumyeckKkarta Henpwu
e3ynrtratTumrte OT NpPpoOyyYyBaHeTO U TAXHaTa WMUWHTepnperta

76. {MB,m.6p. 71 oT 2008 r., B cwmna oT 12.08.
e e [ObpweaBKaa Ha EBHWDNeWBKHKUAeCTp gaHbgp Xm@ aCnopasyl
BPONeWCcCKOTO MKOHOMMYECKO NpocTpaHCTBO.

77 . "Tb prosuna Ha epgpo” ca BCUYKWN pfenHOCTMN
HOC nnwu M3 HOC Ha /NnexKxapcTBEeHM n OYKTUN, HEZ n 3
eKapcTBEeHMU NPOAYKTU AWK ceneHnerTo.

78. {B,m.06p. 84 o1 2 '
: ToyukKka 17 o1 PernameH 5

79. {Br,m.6p. 84 oT1T 2 *)

80. "PapmMakonea" eHMUC OOMPEHWMKPUXKX ay "B bML CBHOTBE:
pbp3kKa C€C NpouM3IBOACTBOTO, M3nutTBaHeTO, CbXpaH4aB
OWwHMW BewecTBAa, /NeKapcTBeHWUW dopmMU, MaTepunanwu
poAYyKT.

81. "dapmMaraomgpaa pempeagnmcaHme 3a nNeKapcTE
O peuentTypa OT peuncTtTBawa @Gapmakonesa M npepjgHas|

Y

H

) "YyacTHMUK (
36/ 2014.
)

a

o
<

nTekxa.

8la. -dBoB®p. 71 o1t 2008 r.,-O0B,cwmpa di021D.70:
mna o1t 02.01.2013 7r1.) "PanwnhpmnumpaH nNeKapcTBE
ONTO Cca nNpepcTaBeHUW HEeBAPHO:

a) HerosaTa MWAEHTWUYHOCT, BKANKWYMNTENHO fJaHHU
nakoBKa, MMeTOo MY MUNWN CHhbAbPXKAaHI@e Te0 ONMro HoeTr HooBLMET
KNwyntTenHo nNnomMowHMWTEe BewecTtTBa, U KONMYeCcTBOTO

6) HeroBMAT U3ITOYHMUK, BKNWUYNTENTHO NpoumsBOAMN
bpXaBaTa, B KOATO e TnNYycdaHdra TH aH ap arnsap3eaupeaH,n emr/on Miyp BT

B) XpOHONOTrumarta, BKAKYMTENHO 3anmcurte ©N [OK
a jJocTaBkKa.

He ce cMsaTa 3a dGanwundhuuyumpaH neKkapcTBeH nNpo
TKNOHEHUWS B KauyecBBBTOPORWKTP KOMBEaAapcmycHar
paBaTa Ha WHTenekTyanHaTta co6CcCTBeHOCT.

8 2. "XomMeonaTtTunuyeH nNekKapcTBeH npopagykrt" e nei
apuyaHwm XomMeonaTtunyeH-r M3TOYHMUK, CbrnacH@mTapowu
apmMakonesa, a nNpuUbU/MalCcHO HHAA MWXWMaB/AHaTa @Gapmakone

8 3. "leHa, M3yYynmcneHa H a 6asa pedepeHTHa C

eKapcTBeH nNpoAaykKT, BKnAntwyeH B TI0O3MTUBHUME HHETKa P



pedepeHTHa CTOMWHOCT 3a pgeduMmHMpaHa A[AHeBHa pgo3a WU
84. {Br,m.6p. 84 o1 2018 r. (*))

85. "3noynoTtpeba Cc fnekKkapcTBEeHUW npoayktwu" e
nNpeKkoMepHa ynotpeba H a nekKkapcrTEgHHWM MM G M \H ke T K M
NMCUMXOoONoOrmyeckun edPekTn.

8 6. FABBab6p. 41 o1 2009 ., B cumna oT1 02.0
Meceuya.

87. tBaB®.Babdp. 41 o1 2009 r ., B cuna oT1T 02.06
npegHas3HauYeHN x@aHoMmeewivHdaM Y\ HmROTpeba OT KbpMauyerTa
Meceuwu, KOMTO camMum ca p[focTaTbuyHW pJa 3apoBONAT

MOMeHTa Ha BbBexXpgaHe Ha noagxogsawa AONBbBAHUTEeNHa

88. cABBabp. 41 o1 2009 r " Npexocpgma »pawR" O
npegHas3HavYeHM 3a cneuyum@PumyHa XpaHUTenHa ynoTpeobe
LONbNHWTEeNHa XpaHa WU KOWTO nNpepgcTtTaB/igsBaT OCHDOBH
ce pa3Hoo6Gpa3ne Ha XpaHuUTe nNpum Te3NW KbpmauyuerTa.

89. ctB®Babdp. 12 ot 2011 r., B cumuna o1 08. 0:
MUHUMANHO Bb3genWcTBME MU 6Be3 BbB3IJeWCTBUE BDBPX
Ha CbOTBETHWUA fNeKapcTBEeH NpPoOAYKT.

90. cABBabdp. 12 oT10T1720Q8. 0r2.,2081 1Cc urn.a) "MpomsaH
KoATO He e HuUuToOo TUNn | A, HUTO npomMaHa Twun | I, F
ynoTtTpeoba.

91. cABBaobp. 12 o1 2011 r ., B cumna oT1T 08.0
KOATO He acaunpmHBmBaep Ha o6xBaTa Ha pas3peweHunerToO
CblWwecTtTBEeHO Bb3gencrTBMUE BbpXY KayecTBOTO, 6eso
nNeKkapcTBeH NPOAYKT.

92. -(ABBaobp. 102 o1t 2012 r ., B cunaktoTtTno2l
cMMcbNa Ha u4n 290 o1 OdoroBopa 3a (QPYHKUWMWOHMUpPpAaAaHeEe

8§ 2. HamnmeHoBaHnmeTo Ha WAl ce wmu3nmcea Ha J
Agency".

8§ 3. MnHmcrtepckKkmnar cbBET onpepensd yCnoBw®usa:
OOGHOABHAEB Ha JleKapCTBEeEHUTEe NPOAYKTMU, CbXpaHdAaBaHMU

BOEeHHOBpPEMEHHMU 3anacwu

§ 4. -(ABon.6p. 18 ot 2014 r1.) To3n 3aKoOH B
2001/ 83/ EO Ha EBponenckumsa napnamerHT HaCDbayHaCT
neKkapcTBeHNW MNPOAYKTMUW 3a XyMmMaHHa ynoTpeba, moc
EBponeckunda napnameHT n CbvBeTa MW Ha [OnpexkTtTusa
CbBeTa oO0T 25 okTomMBpuM 2012 1. /[3BO nBMeBEHDE@EH
bapmMakonorumuyHata 6aumtenHocTt (OB, L 299/ 1 ot1v 27

§ 5. CpokoBeTe 3a 3awWwmrta Ha pfaHHMWTe 3a pedd
CbrnacHo pas3nopepgpburte Ha 4n. 89 orT PernaweHT (
CbBeTa wlwpre.k T2ZuBoarT 2004/ 27/ EO Ha EBponenckwuna nap



§ 5a.-ABHoBpPp. 60 oT1T 2011 r., BOAOBMUNGpoOoT1G@D. 069D
B cuna oT1T 01.0AaAB,204B8. r85 @a83mM2017 71 .)namsumHancerte®
HayuynmoHanHmaTt c¢cbBeT NO LeHUW U peummMbypcupaHe Ha
aredHuyunas no nekapcTtBarTa 7 per moHanHuTe 3 apaBH
npepocTaBAaHe Ha MWHGMGoOpMayumsga MU NpuUuemMaHeeHAaKBPRPAB@K
nNb T NpuWU ycnosBmaTa U NO pefa Ha 3aKoOHa 3a eNnNekKkT(
ycnyrm unu 3aKkoHa 3a eNeKTPOHHOTO ynpaBneHUNeE.

(2) MpepocTaBAHETO Ha MHGpoOpMaywusA n npunema
enNneKTpPOHEH NbT COEC UM YBPBIBLAKHET H@NECLOTBETHNTE TexX
ycnoBusa, KakKTO M Ha CbOTBETHMUTE NpPOrpamMHUN Npoay

IIpexoanu u 3aKIOYUTESTHU pa3nopendon

§ 6. 3aKOHBT 3a JekKkapcTBaTa U anTekuTe B XY
6p. 61 oeoRmd®mWe& M.10 Ha KOHCTUTYUMOHHMA CcbBA oT 1
oT 1999 r ., 6p. 10 oPeie@@der No 36pa EKpoHoTN20QQO
m3mMm. , 6p 59 o1 20RPOwWeHye 6.7 7Ba OKO®WODOGAMOHEHI
6p. 41 oT 2001 r ., 6p. 107 n 120 o1 2002 1. ; n
6p. 70 »» 111 oT 2004 T., O6p. 37, 76, 85, 87, 9
OTMeHSA4a, C U3IHKPDPEe@awma aHa ap a&Jl. 10, an. 2, KoAaToOo
LeHA Ha BAM3aHeTO B cuUJa Ha TO3WUW 3 akKOH.

8§ 7. (1) PaspeweHuMATa 3a ynoTrTpeba Ha nekapc
Ha TO3Mu 3akKkoH no HauMoOHAaANHaH NN PMO LR AP KAaBIOME O
ueHTpanaumsuvmpaHa npouyuepgypa, Ce npekpaTtaBaT, CUYMUTa

(2) PaspeweHuMAaTa 3a ynoTtpeba Ha neKkapcTBEeHMU
TO3MW 3aKOH NO HauumoHanHa npouepgypapmpsatctea NMPURBMA;
Ha nNnoagHOBABAHETO UM.

( 3) PaspeweHnaTtTa 3a ynotpeba Ha nekKkapcTBEH
Pernament ( EO) No 726/ 2004 Ha EBponeckusa napna
pefga Ha OTMeHeHMWSA 3akeokHm TEa B/ eXxkyavpacHTHBaartaa Me A a MW H
nNofoOGHM NpPOAYKTM, HO He ca pa3peweHNW 3a ynorTp
npoyepgypa, Cce npekpaTtsaBart.

(4) NekapcTBEeHNTE NPOAYKTMU, pa3peweHwn 3 a
ueHTpanusvpaHaToOp HlaayMYOMHaEA,THON pa3peweHne 3a ynort
an. 1, wMoraTtT pga 6bgaT nNpojaBaHWU Ha TepuTopuAarta
CbOTBEeTCTBME C NpeKkpaTeHOTO HaLWOHaAaAIHLOA b a 30pTe e/
roguHagaTatTa Ha nNpekpaTsaBaHeTO MY.

§ 8. (1) YTBbpAhEHUTeEe NpefjenHn LeHUW U perncrtT

nekapcTtBaTta # anTekunrte B XyMaHHaTa Meaguuywut
oTpeba B EBponennckusa Cboad, NONATECHTHALNMGHMPAMA@
oTpeba e nNpeKkpaTeHO No pepga Ha 8§ 7, an. 1, C
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npekpaTsaBaHeTO MY.
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(2) YTBbpAoEHNTEe NpefenHnNn ULeHU U peruvcrtpupat
apcTBaTa yYMaHH&KaMATEREe BUUXMHA Ha nNeKapcTBeHUW N
aBaT B cununa B cpokK Ao 31 pgekewmBpu 2007 r

§ 9. (1) 3aAaBNneHndaTa 3a Ppas3peweHunme 3a yno
peweHUe, nojgajgeHnW [0 BAM3aHeEexXQaTB W UMPW KIJARIOYTE
oBuMaAaTa MU Nno pepa, nNpeapBUgeHUW B Her o.

(2) MopafgeHNWTe 3adB/ieHMA UM [JOKYyMeHTauuma 3 a
AYyKTKW, KOMTO nonapaTtT B o6xBaTa Ha npouepgypart
TBETUSTMBCMKEB aCH M A Ta Ha TO3WMW 3aKOH B CPOK AO Tpwu

( 3) KoratTo B cpoka no an. 2 3adaBneHMmeTo wu
TBEeTCTBME C MU3UCKBaHMATAa Ha TO3M 3aKOH, nNpou

§ 10. KMMHMYHMNTE uM3INUTBaAaHUSA, pas3speweHwn p[go

bpwBaT NO JocerawHuWsa peaj.
(2) 3agBneHmAaTa 3a nNpoBexXfJaHe Ha KIAUWHWUYHO
rapma ce nopgasBart, pas3rnexpagat W nN3PMKIIOMBRAT
3aHeTO0O B CuMla Ha Hapepgpbata no un. 82, an. 3.
(3) 3aaAaBneHmsaTa 3a NPOMEHUW B pas3pewleHNn KAIu
a Ha TO3M 3aKoOH, Cce pa3s3rnexpgaTt UM npukKknwusart

§ 11. 3asmB/peamBmH e3 aeda pas3peweHMda 3a NpousBO/
apcCTBEeEHWN NPOAYKTMU, nopajgeHn [O BAM3IaAaHEeTO B
ycnosemarta M no pepa, npeagBunageHn B Her oO.

§ 12. (1) MNpowu3BOAWTE N TEEW eHHa/ €N e3Kaa prcprosuas, B OMA0C/T
H 3akoHa 3a nekapcTBaTtTa MU anTeKkunTte B X))
H T B CbOTBEeTCTBME C MU3IMCKBaAaHMATA Ha TO:

: 8, T . 2B BM 3CapHOEKT OT pPBM CMIeficae UHaa OTTO 3 M 3 a K O H .
(2) 3aBapeHuUTe KbM B/UM3aHeToO B cuna Ha T
HocTTa CcCMW BB3 OCHOBA Ha W3 fgafeHUWTe UM NO pe,
yMaHHaTa MegnuUMHA pas3pewleHunsa.

b [ ¢ R
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§ 13. (1o Wywuanva , pa3 peweHne 3a Tbproswud H a
eHeHMA 3aKOH 3a nekKkapcTBaTtTa M anTtTekunmTtTe B X\
TBeTCTBWUE C M3IUCKBaHMATaAa Ha TO3UW 3aKOH B CPpoO
(2) 4o wn3pmampeHEEL HWME 3a TbHBProBMA Ha eppo c n
M 3aKO-KpbCHO @ mM®BTMYaAaHe Ha CcpoKa no an. 1,
Bb3 OCHOBA Ha M3 pgajeHOTO NO pepja Ha OTMeHEeEH
MyumHa pas3peweHMe 3a TbLProBUMA Ha epnpo € nekKkap
(3) C mM3pgaBaHeTO Ha pas3peweHunme 3a Tbproswus-
M 3 akKoH, CbOTBETHO C M3TMWYyaHe Ha CcpoKa no a
apcTBaTa XwMaMRHa@RAT MEe@mMyUMNHA pas3peweHnme 3a T



npekparTtsBa.

8§ 14. (1) NNnyarta, nonydyumnmnu pas3speweHne 3a 1
OTMeHeHMA 3aKOH 3a /NnNeKapcTBaTa WU anTeKkuTtTe B XYN
NeRapcTBEeEHUW NpPpoOoAYyKTM Ha Teputopuatra Ha Penybnunk
TOBaAa pas3peweHne [fO NonNnyyasaHe Ha pas3pemHeHwe 03 al
mMeceua OT BNM3IaHeTO MY B cuna.

(2) B epHOMeceyeH CpaeKToO3IMBRAEBEAHeTNauaTauna

yBegomMneHmne 3a naumuyeTo, KoeToO We uM3nbAHABA @QYHK.L
161, an. 2, T . 1.
§ 15. CpoOKBT Ha penncTBME Ha pas3peweHumaTtTa 3

mn3papgeHn HARO opegaeHNa 3aKOH 3a /nekKkapcTBaTa W a
yAbnxXxaBa cnyxe6bHo pgo 31 pgekemBpu 2007 1.

§ 16.-BQTM.p. 71 o1 2008 r., B cumna oT 12. 08

g§ 17. (1) 3aBapeHuTe [JO BNM3aAaHEeTO B AHW/TA THaA
CM BB3 OCHOBAa Ha wuUu3IgajeHWTe UM ypocToBepeHUuda I
anTeknTe B XyMaHHaTa MeagUWUWHa.

(2) 3agdBneHunda 3a uM3IpfaBaHe Ha yJAocToOBepeHUS
BAM3aAaHETO B CUNa HaTTO3IMPUNEAKIGOMBATE NP3 YL EARBIA AT
B Her o.

§ 18. (-AB, (pm.71 o1 2008 . .,-AB, capa DO d44.:
cumna oT 29.01. 20009 r.) Mo3SMTUBHUMAT nexKxapcTBEH
npeagBUNBEeHET O, w Bnmsa B cumna Ha 31 wmapt 2009 1.

(2) €mMBwM.O6Gp. 71 o1t 2008 r ., B cumuna oT1 14.04
no an. 1 pecTtBaw lMNo3uMTmMBEeH JeKapcTBeH CNUCDBK
Hapepbata 3a onpegennakwaepaaBaD3IunmmeB8bK B Penyo6nwnu
113 o1t 2003 r.; M3M., ©O6p. 18 o1 2004 r., ©Op. 4

(3) ¢(HMB®BBAGP. 71 oT 2008 1. ,-AB, campa »3 d4a7.DAc
oT 30903..20B AaABYyMEeceuyeH CpPOK cnepg BNM3IaHeTo B
MeauMUMHCKAa nomMow npegnmceat u H3OK 3annauwa neck:
CNUNUCDBK Ha H3O0OK, npweaeodlc2 7/Peocure H2A &2 MNe kPeuB p u 2007
ycnosundarta, Ha KOUWTO TpAb6GBaAa fga oTroBapaT U3INbAHMU
Ha pfAoroBopuTe € THAX W [Apyrum ycnoswumda no 4. 55
ocurypsasaHe.

§ 19. (1) B cpokKk poO Tpu mMmarKeHa OT B/M3aHe B
1. MHWHUMCTEpPCKNAT CbBBEeT U3IMeHAa U AgonbnBa YcCT
areHuymsa no fnekKkapctTBaTa B CbOoOTBeTCTBWE C TO3MKU 3a
2. MMWHUCTBPBT HAaAa 3 apaBeonas3BaHeTO M3 JgaBa Ha



(2) B cpok pgo 6 Mecelad GRKPAMNMumercBepaxKasaH
MUHUCTBPBT HaAa 3 gpaBeona3BaHeTO uu3IgasBa [Apyrunrte H

§ 20. Cnep mM3TuMmyaHe Ha NbpPpBUTEe [ABe TOAWUWHKU O
103, 107, 259 wun 2 64lT nNNoo NKEPBEVOHIAAT & €0 TO NYJ/eeaHeaB e T € Yy
8 21. -ABN3 M6 p. 71 oT 2008 r. , B cumna oOrT 14.

BNN3aHe B cmna Ha TO3MNU 3akKkoH MAT npepgnpuema
nabopaTtTopuaTa H@UM N apoCHRBREN NPOAYKTMU M akKTMWUBH
onpexTopaTtT NO KayecTBOTO Ha /fnekKkapcTBaTa W 3 4apasB

§ 22. (B cumna o1 14.04.2008 r1.) B 3akoHa 3
1998 r . ; n3m. , 6p. 93 671589pT1711098 113 6p. 1892
r. ., 6p 41 o1 2001 ., 6p. 1, 54, 74, 107, 112
28, 38, 49, 70, 85 n 111 o1t 2004 r ., 030,.33,349, 4°¢
59, 95 u 105 o1 2006 r., -PrpwebhheoN BOBGA KoOHCOW.
oT 2007 r.) ce nNpaBAT CcCnNnepHMWTEe U3IMEHEHMWSH:

1. B un. 45 :

a annmHen 4, 5, 6 U 7 ce OoOTMeHdaT;

6

)
) allunHeda 8 ce M3IMeHSa Taka:
(

"(8) YCcnoBwWA3Taan iva W@aeHEbTHas aiekapcTBEeEHU nNnpoayek
nNneKapcTBeH CcNOUCBK NO 4n. 262 o0oT 3aKoHa 3a /NecxK:
MeEAUWUUWHCKN uM3Igenma MU Ha AUEeTUWYHW XpaHUW 3a cneuy
MUHUCTbpBREeBRARaAa3IEApRAETO. "

2. B un. 55, an. 2, T. 7 ce nN3IMeHda Taka:

T cnmcbyumrTte € MegUWUWMUWHCKW wn3pgenuma U AneTund
LeEHNUTE e, b o KOWNTtTo H3 OK HanbaHO nnu yacTUWUYHO ro

nonfyyaBaHeTO HauUuMEGKAPC VMBORAMAMALMUNET NYHN XpPpaHMU
uenn. "

§ 23. B 3akoHa 3a neyebHunte 3aBepgpeHusa (O0OOH.
1999 r.; nonp., ©O6p. 114 o1 1999 1. ; -MesmweH A¥ pNe 2
Ha KOHCTUTYUMOHHMA CcbBA OoT 2001 r . ; n3m. , 6p. 2 €
otr 2004 r ., 6p. 46, 76, 85, 88 mum 105 o1 2005
LONBAHEHNA:

1. B un. 17 ce cb3pgpaBa an. 4 :

"(4mMmaBHD CKKOMHEHYNTAaTMUBHMA LEeHTBP MoOrart pga ce
Ha NnNeKkapcTBeHW nNpoAYyKTW No pepga Ha 3akKkoHa 3a ne

2 . B un. 26 ce cb3pgaBa an. 4 .

"(4) B gouMmcnaHcepa MOraTt pfa cHea [pexxBaepicoaBTe HKAMT U
no pejga Ha 3aKoHa 3a fNneKapcTBeHUTEe NPOAYKTU B X

§ 24. B 8 14 orT npexoaHUTEe MU 3aKNWOYUTEeNHNT
3aKkoOHa 3a CbCNOBHMUTEe oOpraHmMmsauyuuMmum Ha JTeKapcreT en pma
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egHUTEe NU3IMeHeHNWA N AO0ONbNHEHWA:
1. JocerawHumaTt TexKkcT cTaBa an. 1 n ce w3 meH
"(1) WupuwBumaoyanHmTe U TPYynosBwWTe nNpakKkTUWKKN 3a
MeZLUmwiomMmaTOoO/NNOrTr NYHNUTE LEeHTpOoOBeE, KoniTepcaBpeE@UMHACTS
M KaTo Koonepauumm no 3aKoHa 3a KoonepauumunrTe,
2 OT TO3M 3aKOH ® BRNuMMcBAaAaT NpomMasHAaAaTa B Tbprlr 0BC

r’moHaneH ULeHTBP No 3A4ApapaomRdDIE/aHe "B CPOK [0 3
2 . Cbp3pgaBaT ce an. 2, 3 n 4:
"(2) WHpmnBMAagyanHuTe nNpakTWKKW 3a cTOMATONOT U
proBuuM nNo TbpProBCKMA 3aKOH, nNpusBexpgaTtT HauUMEeHDO

mceaTtT NpomMaHaTa TIB Upasr tocoamBeEXUM@T HAermoHaneHd
oKa no an. 1.
( 3) BnumcBaHeTOoO Ha nNpomMAaHaTa Ha HaWMEHOBAHLMUE
proBckmna pernmncrtbvp U pernctvp BYNCTAT ce UM3BbBYP
1. Ao 1 womw 2@ArmMBCKmWA 3 akKOoOH, 3akoHa 3a K
rmcTtTbvp BYNCTAT,;
2. oT 1 wmwm pROM&Z Ha 3akKkoHa 3a TbproscKMA per
(4) ObpxXaBHW TakKcCKu 3a BnNucBaHe Ha NPOMEeHMUTE

§ 25. B 3akoHa 3a naTeRenARTHN NPEIMNTWT paO@@| T
93 . ; m3 m. , 83 o1 1996 1., 6p. 11 o1 1998 1.
2006 r©r.) B un 20 T 7 Cce OTMEeHSsa.

§ 26. B 3akoHa 3a Cbcno spaaprma Loepsr TafHBies afupmGaH 7H5a
o6 r.; u3m., 6p. 105 oT 2006 T.) B uyn. 5 T. 9
"9, fJaBa CcTaHoOBMWaAa 3a OTKpuBaHe Ha anTekKkwu

KapcTBeHUWTe NpoagyKTKW B XyMaHHaTa MeguuyunHa. "

8§ 27. B § 1, T. 7 oOoTa AHa@lbI@amaoreaHaaAa MBABRNP,]
pexpaHua (o6bwH., OB, 6p. 81 oTv 2004 r.; WMU3IM.,
: 95, 97 n 108 orT 2006 1 .) mM3IpeyvyeHnme BTOpPO
MOILWHMW C p e AccoToerae, H MNP MMC MCOb O P bX e H N 9"

§ 28. B 3akoHa 3a akKkumsImTte U [JaHBUYHUTE CKINa

2005 r ., 6p. 30, 34, 63, 81, 105 m 108 o1 20
anTekKnNnTtTe B XymeaHBawmMaHMeEe gBBBHA3aKOHAa 3a nekapoc
AMnuUunHa" .

§ 29. B 3akoHa 3a TrTeHeTUWUYHO MOAgUMUULUUPAHN OF
. 88 mnu 99 o1t 2005 r., 6p. 30 oT 20064 ra.nT €BK UYTN
XyMaHHaAaATa MeagunuyunmHa'" ce 3amMeHAaT CbcC "3aKOoOHa

AMnuUunHa" .



§ 30. B 3akoHa 3a 3awumTta Ha noTtpeburtennte (
59, 105 wn 108 orT 2006 1. ) 3akoHwa d&B86per@apcT2BaT
XyMaHHaTa MegunmuyuuHa" ce 3aMeHAT cbc "3akKkKoHa 3a

§ 31 B 3akoHa 3a 3ppaBeTo (o0o6H., 4B, 6p. 7
2005 r ., 6p.1,18,5,308,1,3495 9,102 oT1r 2006 r.) ce
1 B un. 4 pymMute "3aKoHa 3a NnexkxapcTBaTta Wu
CbC "3aKOHa 3a NnNekKkapcTBeHWTEe NPOAYKTNW B XYyMaHHa
2 . B un 21, an. 3 AymrnaeTéEBAKOHEB XgmMapBKap
3aMeHAT cbcCc "3akKkoHa 3a NnNekKapcTBeHUTEe NPOAYKTMU B
§ 32. B 3akKkoHa 3a KOHTPON BBPXY HAPKOTUYHMUT
ot 1999 r . ; mam., 6p. 63 DODT,20Pp0 BO6,006p20038, 7
2005 r., ©6p. 30, 75 wmu 82 oT 2006 r.) ce npaBAarT
1. B un. 32, an. 3 poymMurte "3aKoHa 3a nekap
3aMeHAT cbC "3aKOHa 3a NeKkapenemeAahTe NPOAYKTMU B
2. B un. 33, an. 1, T . 1 pymnte "3akKoHa 3a
3aMeHAT cbc "3akKkoHa 3a NnNeKapcTBeHUTEe NPOAJYKTMU B
3. B un. 34 cnepg A[AywmarTa -(Jasp3vgaaupeasTT'"  Acyem U3Taen KW' UHa
4 . B3%,n.an. 2 AoymuTte "un. 55, T . 2 oT 3axko
MeagununmHua“ ce saMeHAT C "un. 197, T . 2 oT 3 ack

MeagununmHa“
n. 44a an. 3 ce OTMeHSHa.
n. 446 4pppmbe e'BmpamacTe.bp anmu
1, 7 14 o1 pgonbNnHWMTenHaTa pas3nopepnbob
a MeagumuyuunmHa" ce 3aMeHAaT CcbCc "3akKoHa 3a n

5. y
6 . y
7 8

L W w

XyYyMaHHa

8§ 33. B 3akoHa 3a KpbBTa, KpbvBARap@GpaHt®d a
r. ; n3m. , 6p. 70 o1 2004 r ., 6p. 30 n 65 oT 2
anTeKknTtTe B XyMaHHaTa MeguuywuHa“ ce 3amMeHAaAT cCcbc
MeagununmHa“

8§ 34. B 3akoH@aKkaeaHO®Ta3Is@aega H@oobH. , OB, 6p.
2002 r . ; Mn3m. , 6p. 86 o1t 2003 ., 6p. 70 o1 20
99, 102 mn 105 o1t 2006 1 .) B 4. 140 pymume " (e
cMMmcbna Ha 8 1, T . 40 oOoOT pAoNbNHMUTEeNHWTe pas3no
XyMaHHaATa MeagunuyuunmHa'" ce 3amMeHAaT c "nNnekapcTBEH
neKkapcTBeHUWTEe NPOAYKTMWNW B XyMaHHaTa MegumuwmHa u N

§ 35. B3 a3 axkpoaHHamn T e (o06H., OB, 6p. 90 oT 1999
2004 r ., 6p. 87, 99 m 105 oT 2005 r ., 6p. 30, .
Taka:

"4, NeKkapcTBeHUTEe NPOAYKTMUW nNonpopygrmnAa Baxm

MeagununmHa'" .



8§ 3 6. o BAM3aHeToO B cMmna Ha akKToOBEeTE no
npumnaraHeTo Ha OTMeHeHMHA 3akKoH 3a NnexkapcTBarTa
LOKONKOTO He nNpoTmBOpeyaT Ha TO3U 3aKOH.

§ 37.Hb3akBonm3za B C
M3KNWYeHNMe Ha § 22, KO

3aKOHDBT e JTpunedHapomHdOcbvbbpaHue Ha 30aHMapT
obmumanHmga neyvaTtT Ha HapoagHOTO CcbbpaHWMeE.

na OT fAeHss Ha Oo6HapoOAB:
TO BNM3a B cuna epHa T 0f

IIpexoanu u 3aKIOYUTETHU pa3nopendon
KBbM 3AKOHA 3A UBSMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
HPOAYKTU B XYMAHHATA ME/IMLIUHA

( ObH4 B, BpP. 71 OT 2008 T., B CUMWNTA OT 12.08. 2
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h3emeas eHHan ToeT MlecH e HM A 3 aKOH 3a JnekKkap
6H., OB, 6p. 36 oT 1995 r.; wm3m., ©06p¢p
n 78 o1t 2000 r., ©6p. 41 di1l22 ®O1 2r0.0,3
11 ot 2004 1., 6p. 37, 76, 85, 87, 9
, 6p. 31 o1 2007 r.) paspeweHunma 3a ynoTtTpebas
oTMeHeHUa PernametlCwBEE@) oNe 220 %NN3 1®93 1., (
ObwHocCcTTa 3a w3 pgaBaHe paspewnTennHNn (nnuyeHnsmn
peagcTtTBAa, MW3NO0ON3BaHW B XYyMaHHaTa W BeTepuHapHarT
UeHKa Ha O0PpERAPTBBREHMO HEe Cca pa3peweHN 3a ynor
pouepgyparta, ycTaHoBeHa C OTMeHeHaTa [AupekTusa
THOCHDO cbnunxasaHe Ha HauMOHANHUTE MepKWn, c
MCOKOTEXHOI/e®MHWY HIMP OJOE&/ K T U , cneynmanHo Te3Wu, non\y
ernameHTt (EO) N 2309/93, ce npexkpaTaBarT.
(2) M3papeHuTte cnepng 20 HoemBpwu 2005 71 . no
NTeKMTe B XyMaHHaTa MeaWuLUuWHa epHam3 prnepunesHymKsT u3, a KYOmnuC
o6xBatTa Ha Pernament (EO) No 726/ 2004 Ha EBPp
a3peweHN NO ULeHTpanui3auupaHa npouyuepgypa, Cce npekp
8§ 66. (1liypadavamweBs M -hbapmangaBmnK, KOMTO ca noris
3aTkKpmBaHe Ha anTekKka KaToO eAHONWYMHW TbProsuwu,
nNonNy4yYumam pa3peweHmMe 3a OTKpuMuBaHe Ha anTteka no
anTekmTtTe B XYMaHHaTa MeaguuWHa, ocbwecTBABAT 4
pa3peweHmnda.

(2) MNopapgpeHUWTe [JO BAM3IAaHEeTO B Ccunaa Ha To3Mu
TbproBemsa Ha ApebHO C nNeKapcTBeHMW NPOAYKTWU Cce PpEe
Her o.

( 3) N3 BDBH cnydyanrte no an. 1In a3 aiEa PTeHMIT € 3 & Kbl
NONy4yYmnmnwu pa3peweHne 3a OTKpuBaHe Ha anrTtTeka,
M3nMcKBaHMAaTa MYy B CpPOK [AO efHa rogumuHa oT BANAK3aH

(4) NTvuarta no an. 3 nopgasart B MHWHMCTeEepCTI
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npep®oraAUMN®E, KbM KOeTo npunarart:
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1. 3afAaBNeHNe 3a M3 JgaBaHe Ha pas3speweHunme 3a T
uaTta no 4n. 222, an. 1, no ob6bpasey, yTBbpAEeH

2. akTyanHo yagocToOBepeHMUWeEe 3acC BAMBEEBTAH®E [[BO KTYH
TyanHa perumcrtpauma Ha nunmuetTo nNo 4. 222, an.

3. Konwue 0T mn3pgapeHoToO no pegja Ha OTMeHeH
MaHHaTa MeguuMHA pas3peweHmMe 3a OTKPMUBaAaHeEe Ha a

4 . 3aBepeHO Konue OT TPpyAaLBOBI/AATLAOHIEO BHOP WMmMpa
KoBOAUWTEeNSB HanpwywmalK@rakorarTo Ce MU3UNCKBAaAa TakKwdbvB

5. AeKnapauyunua oT nuuaTta no 4. 222, an. 1,
3peweHMeTo 3a TbpPprosema Ha p[ppebHA CcC nNekKkapcTBEeEH

6. [LOKYMEHT 3a efHOKpaTHO nNnaTteHa Takca B p

§ 67. Nnuyuarta, noganun 4O BAM3IaHeTO B CUNa He
Aa Ha OoOTMeHeHMAa 8§ 16 oOoT nNpexopgHUTeEe U 3akKkInwy.
MHOCTTa I o1 KBbWwOWEBBHNAT A Ha TO3M 3aKOH, no
paBeonas3BaHeTO B CpPOK A[O TpWMW Meceua OT BAKU3aAH

1. 3aaBneHnme no obpasey, yYyTBbBPALEH OT MMUHUCT

2. akTyanHo yapocTOBepewMme pRanenvppaeaeaoBBdTD
TyanHa perwuvmcrtpauyma wmunaum 3aBepeH nNpenumc OT CXO,

Obpwad®mka Ha EBponehncknmnsa cCcbr3, MNN ROT P@AHKDH

Cnopa3ymMeHneTo smmnEseponoenpeoTpaneorno, no 4n.

3. TpypoB AOTroBOpPp MW [AOTroOBOpP 3a yHpprRagemE
M no MpayHwEly e BT .

8§ 6 8. (1)dbadaaweBBP W N-pa pIMOAMIOEUBHT, K M O JTY Y4 U N p
KpuMuBaHe Ha RaATEeKEHem®OHWELR 16 o0oT npexofgHUTeEe
Xe Aa npexBbBpAM M3 fgafeHOTO MYy pas3peweHune Ha

(2) 3a M3IBbBpPWBAaHEe Ha MNpPexBbBPNAHEeTO nNunuartTa
paBeona3BaHeTO 3adaBJ/ieHNe, KbM KOeTO npunarart

1. 3aAaBNnNeHNe 3a M3 JgaBaHe Ha pas3speweHume 3a T
uaTta no 4n. 222, an. 1, no ob6bpaseuy, YyTBbpAEeH

2 . akKkTyanHo ypapocTtToBepeHUe 3a BNOMU He B Tb

cCBa
KyTanHa perunmcrtpauyuma Ha nAuMmuyeTo nNo 4. 222, an. 1

y
e

n

3. Konwue oT mn3pgapeHoToO no pegja Ha OTMeHeH
MaHHaTa MeAMLMWHAa pas3peweHne 3a OTKpPpMUBAHEe Ha
fJa Ha OoTMeHeHMUA 81BN TOETN HIPTEEX OaH3NIm eep enf B1a;K

4 . 3aBepeHO Konwnwe OT TpyapoBsBwWmda L[OTOBOpP WUNMU
TexKkarTa,;

5. AeKnapauyunua oT numuaTta no 4. 222, an. 1,
3peweHNeTOo 3a TbprosmpopgKknpedBRON@auUABRApPpOTBAAH

(3) MNpexBBbBpNAHEeTO NO an. 1 mMoxXxe pAga ce U3IBDBYP
3aKOH.

3aBapeHuTe npwu BNM3aHeToO B cuna Ha
BaT LENHOCTTAUTEUN UBMDY JOCH OB & pPlea NA3 BaAL @K

OnpepeneHaTta Ao BANM3aHeTO B cuna H .
€eH CnNUCbK OCbhbWwWecTBABA [Je@UHOTAB aBCUb@DB €
an. 6 .

MpoaoykTHMTe,0obkBATA RHATREYARWLU BBF HH U pac:-
eEeHNW nNpoayKTMWMN, M ca nycHaTtTu Ha nasapa B
ce npumBexpgaTt B CboT-BEaTtTeoBpDe BO0vampwmrmaRlnd
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g8 72. (1) OJo 3 1poacekeetMoB pmo 2908 27 3a paspe
neKkapcTtTBeH NpPOAYKT nNno npouepypa no B3aWUMHO npwu
MOXe fAgJa ce nopgasa BbB GopmaT "O6W TexXxXHMUYEeCKU pn[o
(2) Ao 31 pekewmBpu 2009 r. LOOT@EG AN Gl ay meK
NPOAYKT NO HauMOHalNNHa npouyuepypa MOXe fa ce nofga
8§ 75. 3aKOHDBT BANmMs3a B CcuMuna OT pAeHHA Hacobt
M3KNWYeHNe Ha pas3nopepgbata Ha 8§ 64, T. 2, K O
pasnopepburte Ha 8 9, T1. 4, 8§ 41, 42 wnu 43, KOMUTO

3aKJII0uNTEeTHU pa3nopenoun
KBbM 3AKOH 3A UBMEHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE NPOAYKTU B

XYMAHHATA MEJUIIUHA
( ObHL B, BP. 10 OT 2009 TI., B CUNTA OT 29.01. 2
g§ 2. 3aKOHBT BNAM3Ia B cuna Ha 29 aHyapun 2009

IIpexoaHu U 3aK/IIOYUTESHH pa3nopeadn
KBbM 3AKOHA 3A UBSMEHEHUE U JOITbJJHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
HPOAYKTU B XYMAHHATA ME/IMLIUHA

©obpHA4B, EpP. 23 OT 2009 TI., B CMWNTA OT 30.03. 2

§ 4. Nnuyarta, nonyuyvnun p[O0 BNMW3IaHeToOo B Ccuna
BKNnwyBauwo wnW3IBbpWBaHEe Ha TbProBuAa C XpPaHUTENHMWU
ApebHO C gVMeTNMeHUWAXPAHMEZALULMUHCKN ULenwn.

8§ 5. B pABymMeceuyeH CpPOK oT BIM3aHeToO B cwu
3opaBeonas3BaHeTO CNyxXebHO mM3npawa B CbOTBEeTHAT :
BNnMceaHe B permcrtbpa nNo 4yn.eld7 paspéwemm8aaone
mns3papeHun O BNM3IaHEeTO B cuMnNna Ha TO3W 3aKOH.

8 7. 3aKOHBBT BAuM3a B cuna o1t 30 mMapTt 2009 r

IMpexoanu u 3aKII0OYUTETHH pa3nopenon
KBM 3AKOHA 3A UBSMEHEHUWE U JOITBJIHEHUE HA 3AKOHA 3A 3IPABETO

(ob+HfB, BHP. 41 OT 2009 ., B CWUNA OT 02.06. 2

8§ 92. (1) Nwnuyarta, nonyuyumnum O BNmM3aHeTo B C
OT 3akKkoHa 3a NnekKkapcTBeHUTe NPOAYKTUBBHKYMAHHBPE
C XpaHuTenHu pgobGaskKkwnW, wMoratT fga M3IBbBpPpWBAT U TbBPT
XpaH.

(2) B CpoK ABa Meceluya oT BNM3aHeToO B cn.

ApaBeona3BaHeTO C/NYyXeOHO X3NpaHU@X 0BX ACEHHONTEB €HraH ad |
OMTO wM3IBbBPpWBAT M TbpPprosBuma Ha [JpebdBHO C XpaHwWU
nmceaHe B perumcrTbpa nNno 4. 14, an. 1 oT1T 3aKoHE
T 3akKoHa 3a /NeKapcCcTBEREaVmMeJMPOWMy KT N3 BgaKXe/HaHE@
031U 3aKOH."
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8§ 96. 3aKOHDBT BAms3a B cmna oOT LeHAa Ha 006t
M3 KNWYeHNe Ha:

1. napar padgwn 30,1351 6B u nin,a koormtlo aHyapum 2009

2 . naparpadpu 26, 36, 38, 39, 40, 41, 42, 4
8 8, 89 n 90, KoumTtTo BnNnmMs3art B cumna oT1 1 wnwm 2009

3. naparpadg 21, KOWTO BNM3a B cumna OT 1 WHMU

3aKJII0uNTEeTHU pa3nopenoun
KbM 3AKOHA 3A JOITbJJHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE INPOAYKTHU B
XYMAHHATA MEJIUIIUHA
( ObHLB, BP. 88 OT 2009 TI., B CUWTA OT 06.11. 2
§ 2. 3aKOHBT B/NIM3a B CcuUna OT fJeHA Ha oOo6Hapo
IIpexoaHu 1 3aK/IIOYHUTESHU pa3nopeadn
KbM 3AKOHA 3A UBMEHEHUME U JJOITBJIHEHUE HA 3AKOHA 3A IEKAPCTBEHUTE
MNPOAYKTU B XYMAHHATA MEJULIUHA

(ob+H1B, BP. 102 OT 2009 1., B CUNA OT 22.12.

§ 4 . (1) 3aBapeHuUuTeE Ji o) BAW3aHedGapvEALEBTA
NMOMOLWMPaEMaLlyeBT WILO JKYOUMT/ION Cpaa3 pelweHMne 3a OTKpPpUBAaAaHeEeE
no 4n. 228, an. 4 no pepa Ha OTMeHeHUA 3aKOH
(o6H., OB, 6p. 36 o1t 1995 r . ; PeweHompe. N& 11 0o TH al 9
n3Im. 6p. 38 o1 1998 ., 6p. 30 o1t 1999 ., 6p. |
or 20®GP.r .37 o1t 2000 1. ; n3m. , 6p. 59 o1 2000
200066p. 78 o1 2000 . ; M3m. ,0oT62.00&LL raTt, 21N .r
n3m. , 6p. 56, 71 »w 112 o1 2003 1., 6p. 70 un 11
30, 31, 34, 75, 80 m 105 o1 2006 T ., OT M. , 6p
npeperncoTcpakm®aa nNe 8§ 6 6, an. 3 orT 3akoHa 3a us
nekapcTBeHNWTEe NPOAYKTW B XyMaHHaTtTa wMegunuuHa ( OE
CbOTBEeTCTBME C MU3INCKBaAaHMATA Ha TO3U 3aKOH B CpoO

(2) NNTvyuaTta pgraosaan.e IMMAA@CTEepPCTBOTO Ha 3 papalt
npeperumvMcrTpayma, KbM KoeTo npunanarart:

1. 3aAaBNeHNe 3a M3 JgaBaHe Ha pas3speweHunme 3a T
nunuyarta no 4yn. 222, an. 1 no o06paseaq;, YyTBBPALEH O

2 . akKkTyanHo yapocToBepeHUWUEe 3a BnuMcBaHe B Tb
akKTyanHa perwumcrtpauyuma Ha nuMmuyeTo nNo 4yn. 222, an.

3. Konwue oT M3 pgafpeHoToO no pegja Ha OTMeHeH
XyMaHHaTa MeAUWUMWHA paaapemeeKe; 3a OTKpuBaHe

4 . 3aBepeHO Konwme OT TpyposBusd p[OrTroBOpP UMK
pbkKkOoOBOAUTEeNAsB HAN@EAmMaB®KArTakorartTo CcCe UM3UCKBa Takbs

5. AeKnapauyunua oOoT nuuaTta no 4. 222, an. 1,
pa3pemeHBAaAa TbproBumda Ha ApebHO C NexKkapcTBEeHW nNpo

6 . LOKYMEeHT, mn3IgapeH OT KMeTa Ha cboTBeTHaAT

Ha CbOTBETHOTO Hace/NleHO MSACTO,;
7. [O0OKYMEHT 3a eJAHOKpPaTHO nNnnaTtTeHa Takca B p



§ 5. B Tpmk mgoeua oOT BANM3aHeTO B cuna H
3ApaBeona3BaHeTO M3MeHSs M pfgonbnBa HapepgbaTta no
8§ 6. 3aKOHBT BNIM3a B cuMuna OT feHA Ha O6Hapo

IIpexoanu u 3akII0OYUTESHU pa3nopeadn
KBbM 3AKOHA 3A UIBMEHEHUWE U JOIIbJIHEHUE HA 3AKOHA 3A JIEYEBHUTE

3ABEJIEHUA
( OB+ B, BP. 59 OT 2010 T., B CUWNTA OT 31.07. 2
8§ 77 . 3aKOHDBT BNAmMs3a B cmna oT O eHsa Ha 0601

M3 KNWYeHNne Ha:
1. naparpadunu 9 (OTHOCHO c4HIO uYl/B., %9@81,. a&n., 5 3u
B cuna o1 1 auyapwn 2011 1.
2 . naparpadp 75, kKkouto BnNnmsa B cuna o1 30 ce

IIpexoaHu U 3aK/IIOYUTESHH pa3nopeadn
KbM 3AKOHA 3A BIOJ’KETA HA HAIIUOHAJIHATA 3JPABHOOCUT'YPUTEJIHA KACA
3A 2011 T.

(obHLB, BEP.20a8 OT , B CMWnTA OT 01.01.2011 T.)

§ 5. (1) MNpes3 2011 r. peVHOCTMUTE NO A[fMATHOC
M Ha 60nNHM ¢ ObBOpeuyHa HepgpocCcTaAaTbBUHOCT Ha Aguanu
neKkapcTBEeHUW NPOAYKTUN NOMBOAQRYHEBRKE MeAROWHCKHKARH
2010 r. ca PUHaAaHCUMpPaAHMWM ypes 6raxXeTa H a Mu Hn®
fJeneruvpaHurte OT [AbpXaBaTa JeWHOCTMU npes3 O6wLAXET:
yn 1, an. 2, pepg 5.

(2) JAeinHoapPTWTBE,HMWTEK NPOALYKTN U MeOUULMUHCKUTE

pep u MeToguka, onpepeneH”M OT MUHMCTBPAa Ha 34pa

(3) CpepgpctTBata no 4n. 1, an. 2, pean 5 ce 1
Mecel.

8 7. HapsopHunart CwBeFApHaB HOHacuDYRWHEHAQMH a K a
M3BbpWBA BbBbBTPEWHU KOMNEHCUpPAHUW MNPOMEHU Haa Kpe,
TpaHcPepurTre no 4n. 1, an. 2, KOMWNTO Ca B paMKuUTe

8§ 8. Haps3opHMAaTtT c¢cbBeT Ha Haum@owWanHWaETHO BAMMEE
an. 2 OoT 3akoHa 3a 3a0paBHOTO oOCUTrypsaBaHe uUMa
HenpeagBUWAEHWNW N HEOT/NOXHW pas3xoAu Nno 4Yn. 1, an.

§ 15. 3akaoHBbLTCUBIAM OT 1 dHyapu 2011 71 . C W3 KT
LeHda Ha ob6bHapoagBaHeTOo MYy B " ObpXaBeH BeCTHUK"

Ipexoanu u 3aKJIIOYUTEHN pa3nopendon
KBbM 3AKOHA 3A UIBMEHEHHUE U JOII'bJIHEHUE HA 3AKOHA 3A 3JIPABETO

( ObHALB, BP. 98 OT 2701001 .70 1. 280 1ICIMJTTA. )O



§ 106. B 3akoHa 3a NnekKkapcTBEeHWUTE NPOAYKTM
2007 r . ; n3m. , 6p. 19 o1t 2008 1. ; P ebupe. H n6e5 Na T5 2
r. ; m3am., O6p. 71 o1 20@8DOM. r.o6m. 6PQ, 583,074 12,018

"permMoHanHuTe WMUHCcNnekuum 3a/no onas3BaHe U KOHT,
MHCNeKULMA NO oOoOnma3BaHe U KOHTPON Ha ob6OWecCTBEHOT
"perMoHanHuTe 3'4,paBHer mHKa/eKama 3 4paBHa MUHCNOeKL

§ 121. 3aKOHBT BnAM3Ia B cuna o1 1 aHyapu 201

1. naparpadpun 1, 16, 20, 29, 3968, 78,76,80383,90, 3 4,
92, 96, § 102, T1. 3, 4, 5, 7 wn 8, § 105, T1. 1,
byksa "a", § 1009, 110, 112, 113, § 115, 1. 5, §
CunaggeHT™ Ha O6GBHapoagBaHeTO Ha 3akoHa B " [ObpXaBeH

2. naparpadgp 102, T 1, 2 un 6, KouMTO BAmMm3art

3. naparpadgu 22, T 1 (OTHOCHO 4n. 36, an.
KomtTo BnNnus3atT B cumna o1 1 wnnm 2011 r.

4, naparpadgp 107, T 15, 6ykBa "6", KOWTO BANMU

IIpexoaHu U 3aK/IIOYUTESHH pa3nopeadn
KBbM 3AKOHA 3A UBSMEHEHUE U JOITbJJHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
HPOAYKTU B XYMAHHATA ME/IMLIUHA

( ObH4 B, BP. 12 OT 2011 €1, rB)yCMNA OT 08.02. 2

8 2 4. MopapeHNnTeE BanunpagHM 3aaBnNneHnd n yBe/a:
ynotTpeba npegnm BNM3IaHeTO B Cu/Ja Ha TO3UW 3aKOH C
§ 25. MUHMCTBPBT Ha 3 a4paBeona3BaHEeTO NpuBeH

no 421.B CPOK AO Tpwu Meceua OT BAM3IAHETO MYy B CWU

8§ 27. 3aKOHBT BNM3a B cula OT AeHHA Ha ob6Hap

IIpexonnu u 3aKJII0YHTETHE Pa3nopeadH
KBbM 3AKOHA 3A UIBMEHEHUE U JOIIbJIHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
MMPOAYKTHU B XYMAHHATA MEJUIIUHA

( OB+ B, EpP. 60 OT 2011 ., B CMWNTA OT 05.08. 2

8§ 66. (1) NpouwsBopguntenumte no 8§ 12, an. 2 0T
npmneexpgart B CboTBeTCHBUE 1&d 81 Hnun HkaB aHumGipraatr aH an p o0 u
onpepeneHuM no pepa Ha 4Yn. 152 B CpoOK p[oO 6 Mecedl

(2) Cnepgp M3TMWYaHEeTO Ha CpokKa no an. 1 AN
CboTBeTCTBME C unUsncesdlowpraaHapoenssdg8rmemra np
pepga Ha 4n. 152.

( 3) KoratTo cnepgp vW3BbpwWBaHeTO Ha nNnpoBepkKkarTa

npoumsBoOAaCTBO, KOHTPON U CbXpaHeHUWEe Ha WU3IXO0OOAHUT
NeKapcTBEeEHHENPDOYEBRAPSAT Ha MU3INWCKBaAaHMWATA Ha TO3Mu
npakTunukKka, TS yBeAgoMsBa NMUCMEHO CbOTBETHOTO NWULE

(4) B cnyyahn 4ye B CpPpOK pfoOo 60 AHM OT pgaTtartTa
OTCTpaAATKWPAEBUNTE HECbBOTBETCTBWUA, U3INBAHUTENHMNS



a Ha OTMeHeHMA 3aKOH 3a /nekKa
; PeweHune N 10 Ha kOpcTBIVYyQ

30 ot 1999 r., 6p. 10 o1 2

C o n3m. , 6p. 59 o1t 2000 1. ; €6
M., ©6p. 41 oR0DPQ@OZI.T . 6p. 212606 @0DO
: 6p. 70 111 ot 2004 1 ., 6p 37, 76, ¢

;, OTM., ©O6p. 31 o1 2007 r.) paspeweHwune 3a

KoratTo cnepg uM3BbBpPWBAaAaHETO Ha npoBepKaTa n

1 He ce e nNpumuBeno B CbOTBEeTCTBUE C U3ZUCKB
TUWKa no 4. 152, MAJT oTHeMa W3 [gapAasLHaOo HBA3IPHR

NNT N7 =3
o
- o-
o
~ A mw T T
®
I
AN
\l
@D
oo
-
N
N)

39
OHOT O

(6) Korato cnepg m3BbpwBaHeTO Ha nNpoBepkarTa
an. 1 ce e nNnpumBeno B CbOTBETCTBWUE C U3IUCKBaHI
npakTnkKka no 4n. 152, MAJZl m3paBa pBpepa Ppa3pesiRHBBaA

1. nojaBaHe Ha 3afsB/ieHMWEe N [JOKYyMeHTauuMmsa no

2. npeapcTaBAHe Ha AOKYMEHT 3a nNnnaTtTeHa Takca

(7) KoratTo B epgHoMeceyeH CPOK OT NpPpUKAII
He e nopjpaweo U3 afdoBKlyeMHe HT auyuuMa nNno Y. 150 n 151, n
no peja Ha OTMeHeHWda 3aKoOH 3a nekapcTBaTtTa #u

8§ 67. (1) OTKpuTUTEe WU HenpuUKAIWLYMUAWN [0 B
M3 ga&eBamnu MPOMEHM H a pa3peweHnd 3a Tbproswunsga
pas3rnexpaTtT UM poOBbpWBAT NO pfoOcerawHuma pepng 6e3 n
hbapmMauyunsa.

(2) B cpock Ao AaABa Meceupua OT BNM3aHeToO B
3paBeonasBaHeTO nNpepocTaBa Ha W3 nbaHMpe/aAaBTAT €alr
NPOTOKO/N apxuBa Ha nNpuknwymnumrte npomsBoOagCTBaA.

( 3) B cpock O aABa Meceuyua OT BNM3aHeToO B
ApaBeonas3BaHeTO NpegacBaBRALULHMA MDINBPRWNPRPEBBATE N ¢
poTOKON BOAEHMUA OT MMHMCTEepPCTBOTO Ha 3a4paBeonae
bProBmsa Ha ApebBHO C nNekKkapcTBEeHW NPOAYKTW B antT

(4) Cnep mM3pgaBaHe Ha pas3peweHwWHa B@pPpRresEg®d®NAaAaIl
3npawa B TpuagHeBeH CPOK cnyxebHo A0 UN3nNnbnHUTE!
nnmceaHe B permcrtbpa Ha M3 fgajeHUTe pas3peweHuna 3

(5) Cnep 3aBbpwBaHe Ha nNEDeBBDEHCT@BaRAaA BOpa
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npepgpocTaBsa Ha WMW3nbnNnHWTeNHAaTa -MFeMHapaT e/0e HI ernkpaopTco
apxuns.

8§ 68. (1) 3aAaBneHmMaTtTa 3a wuU3IJaBaHe UAW NPoO.
aporepumn, nopgapgeHuW [ovM B3aMk30aHH, € TCOe BP ac3urjviae xHaaa TT ai3p b
npeagBuMAgeHN B Her oO.

(2) B cpok pJO eguMH Mecelu OT BNM3IaHeTO B CMUJ
eKapcTBaTa npejgocTtTaBd Ha CbOTBEeTHAT-RAP LT BI8DTHEATI
POTOKOEMHMU3IgarTsaB M [ OK Y MEeHTUTe, nofgajgeHn 3a nNpowunss
a pernmcrTtpauuma Ha pAgporepwunwn, KakKToO MU apxwuBa Ha

(3) B cpok pJO eguMH Mecelu OT BNM3IaHeTO B CMUJ
eKkapcTBaTma npegMuHancTepcTBOTO Ha 3nappeaaBaeBoanTae3 /B
poToKkon BoageHUda oT WAl perumcTbp Ha U3 gajeHnNnrTe

(4) B cpok p[O egouMuH Mecelu OT npepjpoctaBAHEeTO
ApaBeona®»seamemo nydmumkyBa Ha CcTpaHuyaTta Ccwn Haly
Nnn3aHeTo B CMUNa Ha TO3MW 3aKOH ypocToOoBepeHMdA 3a
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8§ 609. (1) B cpok O Tpwu Meceuya OT B/IWU3aHEe

bpXAaBaHeTO aTIM HWe&erlyUeRpUnMHaEH NeKapcTBEeHUTE n
erawHma pepg ot KomMumcumaTta no LeHUWTe Ha nekKkapc
(2) Cnepg mMm3TmyaHeTo Ha CpokKa no an. 1 Kowmwni
pJoCTasBH4 Ha KoMmncuarta no @ HIOp e MaBREBMEYP CIUF
BNeHMdaTa U [JOKYMEHTUTE, nopajgeHun 3a npouepny

ueagypwuw 3a yTBbpXAgaBaHe UNIUW perumcrTpumpaHe Ha U
( 3) Cnepg M3TMyaHeTO Ha CpPpOKa meK aplic T Ble HKMOTMEN
fJocTaBsda Ha KomMumcwmartTa no HepHyawapemmedy giquEak
KomMmcumaTtTa permcTpun Ha wmw3pgajeHuWTe peweHunma 3,
apcTBeHUTEe NPOAYKTMU.
§ 70. (1) B cporx pBOnIgpwmeTMecEULEAMNA Haa TO3WU
oY BaHe, M3kKnwusaHe wn/l unnwu NpoOMEHW Ha nNekKkapec
CbK Ce uM3IBbBpWBAT NO AocerawHunmsa pepn o1 Komucwu
(2) Cnep uM3Tu4YaHeTKOMHMa MEp @K aiononoamTUWRHMUA
fJocTasBHA Ha KomMmucumarta no ueHpeymaBsBpeReM@YP CU[
BNeHMAaTa U [JOKYMEHTMUTE, nojgajeHn 3a npouepny
ueaypwu 3a BKIJY B anHpeo, M eMHMK JHKERY B/aeHkea puc/ TMBIEMH 1 N p O,
apcTtTBeH CNUCDBK.
g§ 71. ObpXaBHUTEe TakKcwu, BHeceHW no npo
obe3neyaBaHe H a CbOTBETHMUTE agoMUHNCTQP
MCNADEPRAGI HOE T .
§ 72. (1) UeHunrTe, onpepeneHn nNo pepga Ha 4yn.
BANM3aHeTo B CcCuMNna Ha TO3WMW 3aKOH ca BKNWYEeHMU
HNW npepgenHn uyueHun npu npopgaxkd®atanumm3dHa ApebdHO
(2) B cpokxk po Tpu Meceua OT B/iM3aHeTO B CV
apcTBeHUTE npooyKTW cCcnyxXebHO 3anmyaBa OT p
LeNnNHUW LeHW Ha nexKxapcTBeHUTEe NpPoayKTuUu no an.
( 3) Ao 31 pgexknepwBrpeka2 @h2Te€ . Ha pas3peweHunsa 3
MEHAT LeHaTa Ha nNeKkapcTBEeH NPIJPYRPO LY MT3IK,/ IOM @
3aHeTO0O B CKMNJa Ha TO3MW 3aKOH Cca uWuManu onpeagj
apcTtTBeH CNUCDBK.
§ 73(1) C BAM3IaHeTO B CHMUATa Ha TO3MW 3aKOH 06
KTW, OTNYyCKaHMmu no neKkapcko npeagnuncaHune,
KTwn, oTnyckaHunu 6e3 nexKxapcko npepagnuc 2%8une, C

uepayp
aT WnWBH

(2) W3IBBH cnyvyawmTte no an. 1, Cc BNM3IAaHEeTO B
nekKapcTBeHNWTe nNpoayKTwn, KOMTO nNpuHapgnexartT K
TO € BKNwYyeHO B TloO3UTUBHNA N €OKOAYPKCTTUBTEEH,  CBMKW/ICHRE
noxXxeHwmwe N 2 Ha cnUCDBKa, ce cMATAT W 3a TexHI
Morat pga 6bapaT NPOMEHAHM [O NpuMemMaHeTO Ha Ha
(3) B cpok pao Tpwu ™Meceua OT B W 3NaH eUreoH UBT ecC
apcTBeHUWUTEe NPOAYKTMW M3ITOTBA perumcrTbpa no 4.
§ 74. B cpok pgo Tpwm Meceua OT BNM3aHeTO B
apcTBeH CcnNUCBK npuBexga [llo3BTBRHENE MSWMEE G AB G
: anA3 b5, T . 1
8§ 75. B cpok O Tpwn mMeceua OT BANM3IaHeTO B
bcTaBa Ha KomMumcumarta nNo ueHUW U peunumbyp
8 76. B cpok pgo Tpwm Meceuyua OT BJ/iM3IaHeTO B C



1. MaRbpBT HaAa 3 gpaBeonas3BaHeEeTO U3IMeHda W pgon

an. 2 1N 4un. 243 B CbOTBETCTBWUE C TO3WUW 3 akKOH.

2. MHNHMCTEepPCKNAT CcbBBEeT nNpuema Hapepgbata no
an. 2 N YCTpPOMNCTBEHMUMC MP@ABMN NHM K3 MH@a ManHmaE3srBEa He T C
3aKOoOH

§ 84. 3aKOHDBT BNnmM3a B cwuna OT pAJAeHsSs Ha o061
M3KNwWYyeHMe Ha 8§ 65, KoM B2ZiBh B. cumna o1 30 ce

IIpexoanu u 3aKIOYUTETHU pa3nopeadon
KbM 3AKOHA 3A UIBSMEHEHUE U JOII'BJHEHHUE HA 3AKOHA 3A KOHTPOJI BHPXY
HAPKOTHUYHUTE BEHIECTBA U ITIPEKYPCOPUTE

(ob+H1B, BP. 61 OT 2011 ., B CMNA OT 10.11. 2
8§ 54 .3alkoBHM B/iM3a B CUuapaTpmawmeTe yunamy cene'nlwmdxa
IIpexoanu u 3aK/II0OYUTETHU pa3nopeadu
KBbM 3AKOHA 3A UBMEHEHUE U JOIIbJIHEHUE HA 3AKOHA 3A I BbP)KABHUS
CIHYXUTEJ

(obHLB, BpP. 38 OT 2012 T ., B CUWJTA OT 01.07. 2

§ 84. (B cmna o1 18.05. 20H2aproaBaBecpomagago
ObpXaBeH BeCcTHWUK":

1. MHNHMCTEepPCKNAT cCcbBEeT npuBexpga Knacwumdpmnkarto
CboTBEeTCTBME C TO3U 3aKOH,;
2. KOMMNEeTEeHTHNTE opraHwu npmBexpgart yCTPpO.I

agMUWNHMNWCTpPpayumsda CB TOBMT BEATKCTHB N €

§ 85. (1) MpaBOOTHOWEeHMNATA C nnuyuata OT apj
enesmnsumartra, 3aKoHa 3a He3aBuUCUMMUA GMUHAaHCOB 04N
omMmmncmaTtTa 3a @MGuUHaHCOB Hapgs33op, 3ekWwomaesa® [BAC DHME
pnHapnexXHoOCT Ha ObBArapckum T paxpaHu KbM [Obpxas
bATapckaTa HapopgHa apwmvmusa, 3akoHa 3a OTHewmMaHe
T npecTbnHa pendwHOCT, 3aR@awm@BgBaHemaT B D& T B X |
ofekca 3a coLMaAaNHO oOocCuUurypsaBaHe, 3akoHa 3a 34p
eMegenckmnTte npoumussBoagunTennm M 3aKkoHa 3a NbTuwWwaTas:
pexoapHUWTe U 3aKnpbiwmTeaHBarOPWa3IBap@#3IMeHeHUE U
bpXaBHUA cnyxurten (4B, 6p. 24 o1 2006 T .).

(2) C aKxTa 3a Ha3HayYyaBaHeTO Ha AbpXaBHMUA CN

1. npucoexpga onpepeneHdHuns B Knacumdpunkartopa
MUWHMMaAaNeH paHTI BacipeodaBaRaagKOoObXK/NBPHBOEGNPAHNPUTE

2. onpepena MHAMBULYyaAaNnNHa OCHOBHAa MeceuyHa 3a
(3) OonbnNnHMUTEeNHO HeobXoaumMMTe cpepgcTBa 3a o
ocurypsasart B paMKuWTe Ha pas3xXoAuTerTea/aH N3 aBIHI@T K
broaXeTMTe Ha CbLBOTBEeTHWTe pas3nopepguTenunm ¢ O6GLAXeT

PraowXxXoopa X



(4) MUHMCTEepPCKMAT CcbBBEeT fa MU3IBBPWKM HeobBXOAM
Ha ObpxaBeH @GoHpg " 3emMepgenune", npoumsTumyawm OT TO

(5) OpraHuTe Ha YynpamsoiverHypen THean eHia UMMHOCHTaWTTHYUTA U
3ApaBHOOCUTYpPUTENHaAa Kaca A a M3IBbpLWAT HeobGxopAawu
npomsTuMmyawWm OT TO3M 3aKOH.

(6) HenmsnonssaHNTE OTNYyCKMWU no TpypoBuTeE M
KoMneHcUMpaT C Na@EAPUYHKM obOe3WweTeHM
§ 86. (1) B epHomMeceyeH CPOK OT B/iM3IaHeTO B

MeceuyHa 3annaTtTa Ha CnNnyxXuTens ce onpepgens Taka
3aA0bNXUTENHUTE OCUTYPUTENHU BHOCKMU 3 al XAMET, K gl aH @
e -AacKa OT nonyyaBaHaTtTa fJO TO3W MOMEHT 6pyTHa
3aA0bNXUTENHN OCUTYPUTENHNUW BHOCKWM 3a cCcMeTKa Ha
ObNXUMUS AaHDBK.

(2) B 6pyTHaTtTa 3annaTta no an. 1 ce BKNnwuyBAarT
1. oHcaHTOBB Mece4YyHa 3annaTta MNMW OCHOBHOTO Mecew\
2. [AONBNHWUTENHW BbB3IHATrpaxpgeHusa, KOMWTO Cce 1”3

OCHOBHAa MeceyHa 3anfatTa MNWNW OCHOBHO MeCe4yHO B©bB
OTpaboTeHOTO BpewMe.

8§87 . 3aKOHBBT BNAUM3a B cuna o1t 1 wnum 2012 1.
AeHA Ha ob6bHapoagBaHeTO Ha 3akoHa B " JAbpXaBeH Bec

IIpexoaHu 1 3aK/IIOYHUTESHH pa3nopeadn
KbM 3AKOHA 3A UBSMEHEHUE U JOII'bJIHEHHUE HA 3AKOHA 3A 3IPABHOTO

OCUI'YPABAHE
(oeH1 B, bP. 60 OT 2012 1., B CMWNTA OT 07.08. 2
§ 44. 3aKOHBT B/AM3aAa B cuaa OT [JeHA Ha ob6bHap

JlonbIHUTEIHN pa3nopendu
KBbM 3AKOHA 3A UIBMEHEHME U JOITBbJIHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
MNPOAYKTHU B XYMAHHATA MEJIULIUHA

( ObHLB, BP. 102 OT 2012 T., B CUNA OT 21.12.

§ 118. Tos3wmn 3akKOoOH BbBEeXJaja M3INCKBAHMAT a H a
napnameHtT W Ha CbBeTa oT1T 15 pexewmBpwn 2010 r1 . 3
6aontTenHoOoCT Ha [OupeakTwysAabp2o0g0ale/a8H3e/ EMa 3 Ko agekc H &
nekapcTBeHNW nNpoAayKTWMW 3a XymaHHa ynoTtpeoba (OB,
2011/ 62/ EC Ha EBponennckwmsa napnameHT UM Ha CbBerT
2001/ 83/ EO 3aayrXKpHEEpXgaBaHEOOMHOCTTAa OTHOCHO ek
ynotTpeba nNO OTHOWEeHWE Ha nNpejgoTBpaTsaBaHeEeTO Ha
nNpoAYyKTW B 3aKOHHaTa Bepura Ha pocTtaska (OB, L

Ipexoanu u 3aKIOYUTESHU pa3nopeadu
KBbM 3AKOHA 3A UIBMEHEHUE U JOITbJIHEHHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
NPOAYKTHU B XYMAHHATA MEJIUILINHA
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( OB+ B, BP. 102 OT 2012 T., B CUNA OT 21.12.

§ 119. (1) Cnepgp 2 daHyapwum 2013 7. npounsBOAMU
TMBHNM BepnaeasaBdsaB WA/l B cpok pgo 2 wmMapTt 2013 7
Aa Ha un. 1676.

(2) MpomsBoaunTEeENNTE n BHOCUTEeNUTE, Konrto
wecTtBa BbB3 OCHOBAaAa Ha uUu3IgafeHWTe UM [OHO0Z, A Hyea
nnawaTt TakKkca 3a BnNuMcCBaHeTO UM B perumcrtbpa no

(3) Ao 2 wmapT 2013 r. nnnmyata no an. 2 0C b Ly
TMUBHW BewecTBa BbB3 OCHOBAaAa Ha U3 JgafjeHUTe MM pa

§ 120. NIvyaTacTBHBATO NOCPEEHMNYECTBO B 06n
OAYKTWNW M Cca 3anoyHanum cBoOosATa pAJAelWHOCT npepgun 2

pega Ha 4. 212a B cpok pgo 2 wmMapTt 2013 7

8§ 121. 3anoyHanunTte 40 B/AUM3IaHeTOpaB3 pEUWIBEB aHa
oTpeba ce pfoBbBpWBAT Npu ycnosumsaTa M nNo pefga,

§ 122. (1) MpuTtexatTennrte Ha pas3peweHunmda 3a Yy

pumcka no 4n. 192, an. 1, T . 2 3a neksmpzase
oTpeba npeagn 21 wnu 2012 r ., ocBeH B Clnyvyawurte

(2) WW3INnbBAHWMTenHaTa aredHumMAa nNo nekKkapcrtTBaTa M

pa3peweHMne 3a ynoTpeba p[Jga cb3pgajge wu pfa npw

eyeHun, ymeksapcOgaEeH NpoaykKT mma onaceHUSd, K OV
OTHOWeHMETO nNnons3al pucek. B T03KM cnyudai MANT n
oTpeba pga npepgcTaswm n nopgpob6bHO onwnmcaHwue Ha
3HaMepsaBea 3yPa BHBEBETHWUA NeKapcTBEeH NPOAYKT.

( 3) B cnywvawuwte no an. 2 WAl nucMeHO yBegao
oTpeoba, KaTo mnocoyBa MOTMUBMUTEe 3a HanaraHerToO

ApOoO6GHOTO OoONMMCaHMe Ha cux.tTemaTa 3a ynpasJsieHMue
(4) -B H 6€88e H CpoOK oT nonyyasaHe H a yBeagomne

3peweHnMeTo 3a ynotpeba MoxXe pga noumcka oT WA

PopMaumMa OTHOCHO HaNoOXeHOTO 3ajjgbNXeHwWe nNo an.
(5) Cnep nonydyas@aHe@anHas4nNiAdlH eotnop e e N1 A CpoK

bopmMaumaTa OT nNpuTexaTtTena Ha pas3peweHUMeTo 3a
(6) Bbs3 OCHOBAa Ha MnNpepjgcTaBeHaTa MWHPoOpMaLuW:

ObnNnXeHWe no an. 2 wuawnm pfa ro OTMeHMW.

(7) M3nbnHUMTenNnHaTa yBEeHOMABRAO NPEARaKaTBAHAA 3 ¢

an 6 .

(8) KorarTo NATN NOTBbBbBPAMN SagbnNnXeHnNerTo, M3nNnts
OMAsHa B pas3peweHnmeTo 3a ynoTtpeba, KaTo BKIANWY.]
an. 2.

§ 123. MpuTeakapeweNHLd HxAa pynortpeba Ha nekap
ean 21 wnn 2012 71 ., M3InbnNnHABAT 3agbNXeHWNeTo

M OT pfJaTaTa Ha NoOfpHOBABAaHEe Ha pa3peweHmeTtTo 3
B U C MUTM OTCOTB &0, KoAa OT ABPB@GOLAaTN We HacTbBOKU nNO

§ 124. 3anoyHanuTte [fO BAM3IaAaHeTO B cuUuna Ha T
BbpwBaTtT NO AOCerawHwuwa peag.

§ 125. (1) Jo HacTbnBaHe Ha Jrepowmmaa M40 Ic
nNTexarTe Ha pas3speweHnsd 3 a ynoTtpeba msnpawart
KapcTBeEeHMU peakuuu, HacTbnunawu Ha TepuTopumMAarTa
ponenckaTa aredHumsa no nekapcTtBaTa B cpok pgo 1
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M3nbnHNTeOHAEBERAPCEBAMA mMpoBepssBa M3NbAH

( 3) KoratTo cbpobweHMeTo Cce OTHacd 3a Cepuo3H
TeputTopmdaTtTa Ha TpeTa Abpxasa, npunrtexartenunrte
AOMSABAaAOK &B@ oairegilHUMsa NO feKkapcTBarTa.

8§ 126. (1) MpunTtexatennrte H a pas3speweHund 3 a
yanumsaunpaHm pgoknapgm 3a 6e30nMacHOCT B CbOTBETC
apcTtTBeHUTEe NpoAYKTMWN, Ma KB@n Tya oap ebag apexpm R
TO YyecTOTaTa MW JaTuTe Ha nopjgaBaHe Ha nepwunopgl

BNMnWcCaHM KaTa®o vycnosewuns4d B pa3peweHmneTaO 3a ynortTp

(2)

Pasnopepgb6bata Ha an. 1 ce n unJHaar ag poya Mo nope

aBaHe Ha fAoKnapgwurte B pas3peweHuneToO 3a ynorTp
nacHO-1OM.H.194n

8

127. (1) MpurtexaTtTennmrte Ha pas3peweHunsd 3

yanumsunpaHum pgoknapgun 3anbedormacpHeorcutc Tm@ a4y m.o M
MyaHe H a 12 Meceuya OT fgaTtarta, H a KoAaTo EB
KLUWOHMUPAHETO MY.

(2) Lo HacTbnBaHe Ha CcpokKa no an. 1 nputexa
MOOUWYHWMBaIpPAKRNY gI/DK napgu 3a 6e3onacHoOCT Ha WA
rmtTe AbpXaBW YNeHKMU, B KOUWTO CBHBOTBETHUAT JNecx
§ 128. MpnrtexatTennte Ha pa3peweHne/ ygocToBe
AYKTwva BANaAn T4EPKOr epma no 4n. 234, an. 5 nomecT
: an. 6 B CpPOK 0O efgHa roguMHa OT pjpgaTtTaTa Ha
ektTmuBa 2001/ 83/ EO.

§ 129. M3nbnHMTenNnHaTa areHuyuuveagmD wWaKkapcTemla
: an. 1 u wm3npawa Ha EBponeinckart aK BKCOHVOM CIMAA 2

TemMBp#n 2013 71 .
§ 130. (1) [o 20 wmapTt 2013 r. 3anoyvyHanuTe WU

" n

(2)

penmMbypcupaerae 0e paOBBpABAMAOPEL/S,.
Cnep 1 anpwun 2013 r. HeNPUKOAKOYNANT e r

M6bypcupaHe ce pgoOBbBpWBAaT OT HauMmoHasnnHMA CbBeE
AYKTW nNpu ycnoBusTa M NOo pepga Ha TO3M 3akKOH.

(3)

B cpok 2#4d331. m&pmucumartTa N0 LeHMU n p el

MOHANHUSA CbBET NO LEHWU U peumMbypCMpaEHa BHRa ema
TOKON 3assBnNeHUATa U HOAOKYMEHTUTE, nogageHmu
Knwouyvnnunpea. npouegay

(4)

B cpok Ao 31 wmMapT 2013 r. KomMmuncumarta T

MOHaAanNHMWg CcCbBEeT NO LEeHW U peumbypcCmMpaeHa BRa eme

TOKONJN BOAEeHMWTe OT KoMMUCUATaAa perumcrTpmu.

§ 131. (1) Jo 20 w~vMappaR®dHES Ha ITaKkEmagtrun s as

M/l npeagenHun ULeHMN, permMmcTpupaHe Ha ULeHW Ha ne
MPpPOMEHMU Ha nNeKapCcTBEHM NPOAYKTM B Mo3untwu

McTepcTBOTO Ha 34ApaeepeocBnpepgaeapgenpVMBBpPAAPRMPaATaAa

(2)

Cb6paHunte pgo 20 wmMapTt 2013 r. PMuHaAaHCOBM

KomMmnmcumartTa no ueHUM u pemmbypcupaHe n Ha Kowmwuc
§ 132. B cpok A0 Tpwu MecC e3laaK 0OHT MWHMW3CATHEEPTCOK UBA
LNOXeHne Ha MUHUCTBPAa Ha 34paBeonas3BaHeTO:

1

onpepens npepcepaTens M YyneHoBeTe Ha Hauy

apcTBEHUTE NPOAYKTMWN;



2 . npunema Yy MCTBEeEH nNpaBWNHUK Havu HaHe OHa .
neKxapcTtBeHUTE n K
§ 133. (1) CpOK QABa Meceua OT BAuM3IaHeToO
M3IMeHsa TapudaTta no 4. 21, an. 2.
(2) B cpokxk pgo 1 anpun 2013 71 . MnHMcrtTepcknar
§ 134. 3@ bNEE HIMA 159, an. 4 , yn. 168, an
M3nbnNnHAaBAaT Tpwu roguvHMU cnep fJaTtarTa Ha nyoéenumky
ofluwpekTtTmnmBa 2001/ 83/ EO B "O(hpmumaneH BeCTHUK" Ha
8§ 138. 3aKOHDBT BAuMms3a B cmna oOT LeHda Ha 06
M3 KNWYeHNe Ha:

1. naparpad¢g 9, I3.6,1;8 33yWkBad4d4 adT,HBCHD uyn. 16

16740, 4un. 167e,m am.. 1-6Mi63gns88 WY T1T.. 11 wn 2, § 101,
103,106-1 0 8 , 111, 116, § 117, T1. 1, 6yksu "a", "e"
r.;

2 . naparpadpm 20 wn 117, T 2, KonTtTo BAM3 AT B

.apnarpac¢g 44 OTHOCHO 4n. 167e, an. 2, T1T. 2 |
2013 r.

IIpexoaHu U 3aKIIOYUTESHU pa3nopeadn
KBbM 3AKOHA 3A ITYBJIMYHUTE ®UHAHCHU

( ObHA B, BP. 15 OT 2013 TI., B CUWJTA OT 01.01. 2
§ 123. 3akKoHbTaABYIapAa BOté4#nm. ot MA3K/MNWYeHUE H
oT 1 aHyapwu 2013 r1 ., n 8§ 18, § 114, § 120, § 12

IMpexoanu u 3aKII0OYUTETHH pa3nopenon
KBbM 3AKOHA 3A UBSMEHEHHUWE U JOITBJIHEHUE HA 3AKOHA 3A 3JIPABETO

(ObH1B, BP. 1 OT 2014 T ., B CUWTA OT 03.01. 20

8 18. B CpoOK b o eaunH MecC el oT BNnM3aHeTO
3 ppaBeona3BaHeTO nNpuBexpa B CbOTBEeTCTBUE C Hel
nNneKapcTBeHNWTEe NpoaywWKHa. B XyMaHHaTa Meguuy

§ 19. 3aKOHBT BNM3a B cula OT AeHHA Ha ob6Hap

IIpexoanu u 3aKIIOYUTESHU pa3nopeadn
KbM 3AKOHA 3A UBSMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A 3IPABHOTO
OCUI'YPSABAHE

( ObHA B, BP. 48 OT 2015 T .)

8 46. (1) B C p OXA ya30a HTepTMo MBE3CEeEHUOaA OMra L M QB M C K U T
ApyXecTBa npepcrtaBarT Ha HaunmoHanHmna cbBET no
nNpoAyKTW pbKOBOAJCTBAaTAa U anropumitMmTe no Y. 25¢
B XYyMaHHaTa MeguWLWUHa.



(2 Korato B cpoka no an. 1 MegUWUWMWHCKUTE Hay
nw anropmTmMmTe nNo 4n. 259, an. 1, T . 4 oT 3aKoH
HauvMmoHanHMAT CcbBBEeT NO ULeHW UnU penmmbypaoppaFa@xHart
M3roTBAHE OT HauUMWOHANHWTE KOHCY NTaAaHTW UKW OT Af
B CbOoOTBeTHaTa ob6nacrt.

(3) HauMoHanNnHMAT CcbBBEeT NO ULEeEHUW U peumumMbypcup
pbrpkoBoOagCTBaAaTa UM anropurr.Mmmdeomno3amoHa5da mak a pl
XyMaHHaTa MeguMyuuHa B CpPOK p[O TpUMu Meceupua OT U3TMWU

8§ 47. (1) B cpok Ao Tpwu Me cxa ko HO T M UBH/MUC3T abHP!
3ApaBeonas3BaHeTO WuU3jgaBa HapepgmbaTRAe KNOPCU/B.eHRABG 2,
XyMaHHaTa MeAUWLWHa.

(2) B cpok 4O 6 wMecelua3 ®dKOoHB/NBM3ANEITTON BH LM N/ae |
MOraTtT fJa Cce BK/AWYBAT J/ileKapCTBEHUW NPOAYKTMU C HOE
Aa e W3BbpPLWe HaaB HOWTEEH KTae XHHAO /BQArpU U .

IIpexoaHu 1 3aK/IIOYHUTESHU pa3nopeadn
KbM 3AKOHA 3A JOITbJHEHUE HA 3AKOHA 3A O'PAHUYABAHE HA
AIMUHUCTPATUBHOTO PEI'YJIUPAHE U AIMUHUCTPATUBHUSA KOHTPOJI BHPXY
CTOIMAHCKATA JEMHOCT

( ObHA B, BP. 103 OT 2017 T., B CUNA OT 01.01.
§ B&AKOHBT BNM3a B cumuna o1 1 gaHyapwm 2018 r1.
IIpexoaHu 1 3aK/IIOYUTESHU pa3nopeadn

KBbM 3AKOHA 3A UIBMEHEHUE U TOII'bJIHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
MMPOAYKTHU B XYMAHHATA MEJUIIUHA

(ob+H1B, BP. 84 OT 2018 T ., B CMNA OT 12.10. 2
8§ 70. PaspeweRrRwTae TN/ TBNMAEAaH 03N 3 aKOH KJAWHWUVY
npoayKTMW, CbaobpXawnm HaAaPKOTMWUYHM BewecrTsa, ce np
nNoANyyeHNW pas3peweHmMa 3a nNpoBexxpgaHe Ha CBbHBOTBETHMWUT
§ 71. (1) HMu ByEPTAaBEWM a3 BaHeTOo onpepgensa CbCTE
1 B CpokK p[O TpuM Meceua OT BAM3IaHeTO B Ccuna Ha T
(2) KomMmuncumarta no yn. 103, an. 1 e npaBo

MHOT OLEHTPOBU U3INUTBAHMUSA.

( 3) KomMmncumarta maoB ad nc. T alHOo3B,m ugan .M Ino HenpuwukKkNwu
KoMnmcumunmrte nNo eTunmkKa, Cb3pgajfjeHUM KbM NneyvyebHMUTe 3as

(4) Jo onpependaHe Ha CcbCcTaBa Ha KoMucwuAarTa
MHOT OLEHTpPOBMW WU3INWUTB aHKIAAB an paoenibHioxcarsTaa AcaM Orncob LeOCCTEeB

8§ 72. (1) LleHTpanHaTa KOMMUCHUA NO eTuUuKa nNpeck
BCMYKMN nNpomsBopgcTBA, ObOpas3yBaHWU npepng Hesa.

(2) MNpepcepaTtTendaT Ha LUeHTpanHaTa -KpeMMTBIEAT & /0
npoT@px/mBa Ha LeHnTpanHaTta KoMucudga nNo eTunmkKa Ha
3ApaBeonas3BaHeTO ANBXHOCTHO nAuye OoOT MMmHuUucTepcrTaB
OT nNpeKkpaTsaBaHeTOoO Ha pAgeWWHoCTTa Ha LULeHTpanHaTa K

§ 7 3. (lxye/PpK®O®BEAN NNEYHEeOHUTE 3aBejgeHuna, B



MTBAHMWS NO pepga Ha TO3M 3aKOH, onpepaensart
a B CpPoOK OO Tpu Meceua OT BAMW3AaHEeTO B cuna

~ 3

(2) KomMmncumnrte no eTHMKE@AQ HNCTK3 gAageaime HMBEIM  NMJD

npoagbnNnxXaBaT QAa ocblWecTBSBAaT pAgelWHocTTa Ccu Ao

( 3) Cnep onpepenaHe Ha nNunue 3a KOHTakKT no
eTunkKa, Cb3JgafjeHN KbMON@EgYeeéRAMEN3 aPpefeHIKL® O0C DU

an. 1, C UW3KNKWYEeHWMme Ha

KOHTAKT no 4n. 107 a,
103, an. 1.
a

KoMucumaTa no 4.
(4) ApxwuBwunurte H
peag, ce npejgaBaT W CbXpaHaBaT B CbOTBETHOTO

KoMMcumTte nNo eTumkKka, CHBsSLage

8§ 74. B cpok po 6 wMeceua oOT nyébnumkyBaHeTO

Y
(0]
-

yCNnNoOBUSA BERHPpE&L,CNyHaunutTe No Y. 98 o1 PernamewHr

nameHT (EC) N 536/ 2014 KNUHWYHUTE MU3INUTBAHMUS

§ 75. (1) M3nbnHMTenHaTa aredHumMma no nekKkapec:

cmcrTtema no yna. 2176, an. 1 B cboTBeTCTBMUE (o)
3aHeTO0O MYy B cuna.

(o]
3
=

@2)MbpBMaT CnNnMUCBK Ha J/eKapcTBeHUTEe NPOAYKTMWN,

OBa Ha
moag oOT
apcTBEeEH

y . 2176.
(3) 3a M3roTBSAHEe Ha NbBPBUA CNUCBK NO YA.

egunH Mmeceuy, M3yvYymcneH™ B b3 OCHOBaA

I S3O000
QDO ®d®O 33
XTI QO X

(@)

DO O W
D® =
(¢

n. 1.
(4) CnuMmcbBKBT NoOo an. 2 ce unmsnpawa o1 WAN wu
(5) MuHuMucHR@pBsBHmpaAaBeONai3BaHEeTO OKa3Ba Cbaenc
cneymannmnsuvmpaHaTtTtTa €eNnekKTpPOHHaAa cucTtemMa nNoO Y. 217
§ 76 . Moop3akoHOBUTE HoOpMaAaTWUBHMW akKkToBeE no

o0
- ¢
o

BnNmn3aHerTO MYy B cnmna.

CbK, 3a KOMWTO e ycTaHOBEeH HepgpocTMuUr Ha Tepwurt
3BaHe Ha M3UWCKBaHWMaTa Ha 4n. 2178, K aBTao0 BHbE3[ O
HeobGXxXoaAMMMTeEe KoNmyecTBa 3a 3a[J0BOJIABE

NPOAYKT 3a nNpeagXoagHUKEpPOHMaAaceUuaTepa:

e npepgpocTaBaA 3a nNpeaxoagHuTe 6 Mecelua OT [JeHSs
TemMa no an. cle «MmdiBreoc TNsyBban UHBH OV HT € PHET CTpadHy
npepoctTaBsa B CpPOK AO ABa Meceua OT Cbhb3gaBadH

TBEeTHO ms3pgaBarct " npunseexXmaT HBA CrHGBTMB €TaCKTOBHN €B CC

8 77. MopagpeHnTe [JO BAM3IaHeEeTO B CcCuMuna Ha TO03

npoayKTMW, BKNKYEHMU B Mo3snMTMBHMA JekKkapcTBEH
Pe
§ 7 8. 3aKOHDBT BNAms3a B cmna oT O eHsa H a

ny6nunkacébvpaapmnaxjgaTtT M [JOBbpWBAT NO JOoCer alWwHM

M3KNwyeHne-H2A, 8§82 51,4-80Z77 8 31, F41,2,8 85,2, 8-86 B 9u

10, 12, 15 17, 19- 22, KomtTo BNANmM3IaTtT B cuMuna 6 wMeceuyua cnep
naparpadg 3 o1 PernameHT (EC) N 536/ 2014.

IMpexoanu u 3aKJIIOYUTEHN pa3nopendon
KBbM 3AKOHA 3A BIOJ’KETA HA HAITUOHAJIHATA 3IPABHOOCUTI'YPUTEJIHA KACA
3A 2019T.

( OB+ B, BP. 10288 CWM/N2A0 108T 10.1,. 01. 2019 T .)
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8§ 43. 3aKOHBBT BAM3Ia B cuna o1 1 aHyapun 2019
1. naparpadgp 29, T1. 13, 6ykBa "6", T. 14 n 1
apoagaBaHeTO Ha 3aKoHa B " JbpXaBeH BeCTHUK",;

2 . napargpa® 28if9y7r18 35, T. 3, C MNU3KNKWYeHUNe

5 w28, nTt-40836 -Bl, TT. 92 6yksBun "a" wmu "B" M T
mn 2019 r1 . ;

3. naparpadg 29, T. 5, bgKk ®BaogketTaoraoMume ngy
aBeonas3BaHeToO 3 a 3annauwatHe H a MeaAWNLUHCK

cnocobneHmnAarTa " CbOPBXEHNMATa 3a XoparTa C YBP

MEeAWLUWUHCKMN nspgenus, MO MO WHAN CCbpOEPALCKTEBHAM, i M3pan C

exgaHuna", T. 9, 6yKBa r OTHOCHO AYyMUTE
PbXeHMssTa 3a xXxopaTa C yBpexpgaHWs" U OTHOCH:
HOCTW NO nNnpepocTaBAHE PRMOMIT G@Ae METTBIA,MNHIT KU

n
CbOpbXeHMUSA 3a Xopa C yBpexpgaHus, perumcrTpupa
e N H

aTa, oCblWwecTBABaAaLM a ocTM no npepocTasaA
cnocobneHwunsa, CbOpbXeHUNUa u ymspewpmHukh wm3 are. 1 ne
OCHO an. 15, T . 3 unu an. 16 OTHOCHO AyMWUTE

fJocTaBsaHe u PeMOHT Ha MNOMOWHW <cCcpepgcTBaA, nj
enMa 3a XxXxopa C YBpEexXnaHwmsa ,n pseenrumccaTHpMM P H @ e K VeCT
wecTtTBABaWM Q[JeWHOCTM NO nNpepgpocTaBsAsHE N pemMo
PbXEeHUWA U MeAUUMWHCKMNW U3 [gesasd 3a|n axupgoHaer aH ac M
enwunsa, NMOMOWHWN cpepgcCcTBAQHUMPHENROPABNEHWBPER XS

a-a n. 1, T . 13 OTHOCHO AyMuUTe "NnNoMOWHW CpenpcTs

exgaHnma" wn T. 25, O6ykBa "6" OTHOCHO an. 4 o071
npefpocTaBAHME MU UMEHAMEKHT uUHBaL e nun e, MO MO WH K cpe
pbXeHUA 3a xXxopa C yBpexpgaHwusa, peruvMcrTpupaHm
wecTtTBABaWM Q[JeWHOCTM NO nNpepocTaBsAsHE U pemMo
pPpbXeHUSA N VveE@aRMUWMHCKXM XoparTa C yBpexpgaHunga"
cnocobneHMa MU CHBOPBbBXeEeHMA 3a XopaTa C yBpexa
Ba " 6", KomtTo BAM3aTtT B cuna o1 1 aHyapu 2020
PesieBanTHH akTOBE 0T EBpOMNEiicKoTO 3aKOHOAATEICTBO

z!HpeKTI/IBI/I:

OWPEKTWMWBA ( EC) 2017/ 1572 HA KOMUCUATA orT
bANHeHUWe Ha upekTtusa 2001/83/ EO Ha EBponenc
HUMUNUTe n HacoOKuTe 3a pobpa nNnpomumsBOACTBEHA
aHynoTpeoba

OWPEKTWBA 2012/ 26/ EC HA EBPOMNEWCKWUA MNAPNAM
OMBDpPMU 2012 rogunHa 3 a M3 MEeHeHUEeE H a Onpeck
MaKonormyHaTta 6agmMmTenHocCT

OVWPEKTWBA 2011/62/ EC HA EBPONEWCKWA NAPNAME
1 r3oggumamMeHeHNne Ha [OupexkTtTwnmuBa 2001/83/ EO 3a
OCHO nNneKapcTBEeHW MNPOAYKTW 3a XyYyMaHHa ynorTap:
nni3aHeTo Ha GanwundunympaHum nNneKkapcTBeHU NpPpoagyek
OVWPEKTWNBA/ D/IEC HA EBPOMNEWNCKWA NAPNAMEHT WU
e MB pWu 2010 rogunHa 3 a M3 MeHeHMNe no OTHOLWeEH
ektTmpa 2001/ 83/ EO 3a yTBbpXAgaBaHe Ha Kopjpekc
XyMaHHa ynoTpeoba



OVWPEKTWBA362000%/HA EBPOMENCKWA NAPNAMEHT WU
centemMBpn 2005 ropmHa OTHOCHO nNpuMm3IHaBaHeTO Ha n
OWPEKTWBA 2005/ 28/ EO HA KOMUCUATA o1t 8 anpwu

Ha nNpPpUMHUMNKU WU NOLPOOBGBHM HaACOHIWL DTaHOAOgWEBPpAEeKARAHIME
npoAyKTW 3a XyMmMaHHa ynoTpeba, npepHas3HayYeHUW 3
mM3IpaBaHeTO Ha pa3pewnTenHo 3a NPOM3IBOACTBOTO WU

OVWPEKTWBA 2004/ 27/ EO HA EBPOMNEWCKWA NAPNAM
MapT 20014 rogunHa 3a M3 MeHeHMUue H a OunpekTunea 2
ObwHOCTTAa OTHOCHO nNnNekKkapcTBeuTe NPOAYKTMU 3a Xyma

OWPEKTWBA 2004/ 24/ EO HA EBPOMEWCKWA NAPNAM
MapT 2004 rogpumHa 3 a n3 Mme3H/ eBHn e 3 aH ay TuEppexkaranseaaH e 2
ObwHoOCTTAa OTHOCHO nNnNeKapcTBEeHUWU NPOAYKTMU 3a Xywmat
pacTNWTEeNnNHU NexKapcTBEHWNW NPOAYKTHM

OWPEKTWBA 2004/ 10/ EO HA EBPOMEWNCKWA NAPNAM
hbeBpyapwu 20014 rogAvMvHavVvp@aHBROC H@ BapEQOGOBNT e, I
agMMHMCTpPaTuBHUTEe pas3nopepnbu, CBbp3aHUW ¢ npwuna

npakTtTunka nu BepumdpuuyumnpaHerTo Ha THAXHOTO nNnpwunar aHt
(kogndmumpaHa Bepcusa)

OWPEKTUWBA 200 KXOMWMWCEAATHHA o1 25 twHuMu 2003 r1onav
OunpexTunuBa 2001/ 83/ EO Ha EBponeunnckwus napnameHT
ObwHoCTTAa OTHOCHO J/leKapCTBeHUTEe NPOAYKTW 3a XYN

OWPEKTWBA 2001/83/EO HA EBPONEWCKWUA NAPNAM
HoemMBpun 2001 ropgmHa 3a YyTBbpXAaBaHe Ha KopgeKC |
XyMaHHa ynoTpeba

OWPEKTWBA 2001/20/ EO HA EBPOMEWNCKWUA TMNAPNANMN
anpwun 2001 rogmHa OTHOCHDO c6nmnxasaHe Ha 3 akKoH
pasnopepgo6bwu HYa/1 € M & MXX aBTUHTEC H O npumnaraHeToO Ha pJo06b6
npoBexXxgaHeToOo Ha KJNWHUYHM U3INUTBAHUA HaoTReKapcTas

OWPEKTWBA 93/16/ EMNO HA CBBETA oT 5 anpwun
CBOOOABIWA®H e Ha NeKkapumTe MU B3aMWMHOTO nNpui3HaBaH
Apyrum oduuymansHM [OKYMEHTUN 3armpodgecumoHannHa KBarl

ONWPEKTWMWBA 89/381/ CEE HA CBBETA orT 14 wHWU

NMPUJTOXeHNe H a ovpexkTns®/ BBO 63/AENO6 nwmxauBaHARMD1
noA3aKOHOBMUTE U ajgMUHUCTpPpaAaTWBHWUTEe pas3nopepnbébunm of
cneumanHum pas3nopepnbu 3a MegUKAMEHTMUTT. NOTYyYeHU
OWPEKTWNBA 89/ 105/ ENWO HA CHbBESI8A roorgumia 0 e K
npo3payHoOCTTa Ha MepKuTe, perynupawnm uyeHWUTeEe Ha
BKNHYBaHeTO UM B O6XxBaTa Ha HauMOHaAaNHWUTE CUCTEN
OWPEKTWMWBA HA CbBETA 87/ 18/ EWO o1 18 pgelaewMBDp

3aAaKOHOBMUT €, noag3aKOHOBMUWUT e n agMNHUNCTPaAaTUBHMWUT €

npumHUMNMUTEe Ha pfobpaTtTa nabopaTopHa nNpakTukKka U 0|
Ha XUMMYecCcKummmBeuwecTBa

OWPEKTUWBA 85/ 433/ ENO HA €bBEg83A obpopgpadalacemnmmew
npus3HaBaHe Ha Aagunnomu, ygocToBepeHUN4d n apyrmwu
KBanundbomkauymasa B oO6bnacTtTta Ha @Gapmayumnarta, BKJ/TIY B ¢
ynpaxXxHsaBaHe Ha NpaBOTO Ha yigTeggHolEessHBMa HIee NMHWMD CaT MH &
hapmauywmspmt a (

BTOPA AWPEKTWMBA HA CBBETA 75/319/EWO o1 20
Ha 3aKOHOBMUTE, nNoAa3aKOHOBW N agMUHUCTPATMUBHMU



(o1 m.
PerjaamenTu:

LOENETr NPAH PETJ/CAMBRHTL7/BE569 HA KOMUCUATA oT =
LONbAHEHNE Ha PernameHT (EC) No 536/ 2014 Ha E

onpeaensHe Ha NPUHUMANM MU HaAacoOKKW 3a Ao6p npoua3 |
NPOAYKTMW 3a XY MaHHa3 nyaiperpted az a4 THp OB e XjaH Ha WH
LOENETr NPAH PETNTAMEHT ( EC) Ne 1252/ 2014 HA KOM

0

3a gonbnHeHMWe Ha QOAupexkTumuBa 2001/ 83/ EO Ha EBpone
npUHUMUNNTE MU HaAaCOKUTe 3a g@odbpaarKmpwBBBOBEeNLBEeRAaAa
nNPOAYKTNW 3a XyMaHHa ynoTtpeba

PErTrMAMEHT ( EC) Ne 536/ 2014 HA EBPOMNEWCKWA i/
16 anpumn 2014 roaMHaAa OTHOCHO KNUHWUYHUNTE U3INUT
ynoTtTpeba, ©n 3a oTwARA/ E® OAupekTtTwnmsa 200

PETTAMEHT 3A W3NBbAHEHWE ( EC) No 520/ 2012 HA
rogomHa  OTHOCHDO M3BbpWwWBAaHETDO Ha fAJeWHOCTMUTE B (
npeasunageHn B PernameHTtT (EO) N 726/ 2004 Ha EBpoO
20013/ EO Ha EBponennckunua napnameHT MU Ha CbBeTa

PEFTNTAMEHT (EO) Ne 469/2009 HA EBPOMENCKWA NA
Ma i 2009 roapavmHa OTHOCHO <cepTudPukKkaTtTa 3a p[onbaH
(kogndmumpaHa Bepcusa)

PETrMTAMEHT ( EO) Ne 1234T2008 RA KOMKEGWMHA 2008
pasrnexgaHeTtTo Ha NPoOMeHUTeEe B ycnoBMmAaATa Ha paspe
XyMaHHa ynoTpeb6a M BeTepUHAPHU NeKapcTBEeHNW MNpogS

PETTAMEHT ( EO) N 1394/ 2007 HA EBPOMNEWNCKWA T
13 wmepam 2007 ropgMmHa OTHOCHO /1eKapCcTBeHUTEe npogy
OupexTunusa 2001/ 83/ EO n Ha PernameHT (EO) Ne 26/

PETrMTAMEHT ( EO) No 1901/ 2006 HA EBPOI‘IEI/ICKI/IFI I
12 LeKeMBpMU 2006 rogunHa O MH O3Ca&H O N @EBKaTpCrBHEaH Ny 8
M3IMeHeHNWe Ha PernameHrT (ENO) No 1768/ 92, Onpeck
PernameHT (EO) N 726/ 2004

PETrMTAMEHT ( EO) N 726/ 2004 HA EBPOMEWNCKWA ¢
31 mMapTtT 2004 roagumHa 3 a Hyac TGAOHUPHBOSICBTAaTHAEe 3Haa prapsopLeeLaye
nNneKapcTBeHNW NPOAYKTM 3a XyMaHHa ©W BeTepuHapHa
nNo nNnexkapcTBarTa

PETrMTAMEHT ( EO) No 1085/ 2003 HA KOMUCUATA o1
aHe Ha W3 Me Hae Hpvan3Tpae LUBM TYeC/VHOMBTVEA T38a HT b Pr OB U A
a ynotrpeba M BeTepuUuHaApPHUW NexKapCTBEHWN MNpo;[.
/ 93 ovm. CbBeTa

PETrTAMEHT ( EO) No 1084/ 2003 HA KOMUCUATA o1
npoyyBaxHMeHeaH MMAT A B YCNOBMATA Ha paspeweHumaTa :
XyMaHHa ynoTpeba U BeTepuHaAPHUW JNeKapcCTBEeHW MNpo
O b pxaBaHk . (

PETTAMEHT ( EO) No 847/ 2000 HA KOMWCUATA 01
yeTaHoOBABaHe Ha pas3nopepburte 3a npunaraHe Ha Kp
KaTo fnexKkapctBpAKNnpOgWMKTONpeAaenaHEe Ha NOHATUATaA
"KNAMWHMWYHO NnNpeBbB3IXOACTBO"

PETrMTAMEHT ( EO) Ne 141/2000 HAHEBRPOIMANCKHBSE TIA
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16 pexemBpwn 1999 ropmHa 3a NnNekKkapcTBaTtTa Ccupauwu
PETTAMEHT HA CDBBETA (CbBeTa Ha EBponenckart.

1993, c KOWMUTO ce ycTaHOBSBaA peabT B O6WHOCTT
ynpaxXxHsBaHe Hapgs3op p edmcoT B A€ Kiasprncor/B3eBHalH U C B Xy MaHH
MeguMmuyumHa, UM ce cb3pgaBa EBponcerfucka AreHumsa 3a Ouu

PET TAMEHT (ENO) No 1768/ 92 HA CBBETA orT 1
Cb3paBaHeTO Ha cepTudPukKkaTt 3a [AONDbAHMITMENHA 3 akpwu



