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IIroc.no4rBAHE HA EE3orrACHocrrA

l. Ilenra Ha npolreAypara e Aa ce onpe.{enpr peAbr 3a npocneArBaHe Ha 6esonacHocr.ra Ha
tt3nI4TBaHHTe [poAyKTIr, npunaraHu n o4o6peHr.r or Eruquara KoMr4cr4rra 3a KJrr.rHr,rqHH

LI3ilVTBAHl,Ifl, Ha JreKapCTBeHlr npOAyKTr,r.

2. O6xnauta BcIrqKH AaHHL 3a 6esonacHocr no KJrr,rHr.rrrHr,I pr3nytrBa*yffi, [onyqunH
rroJroxr,rreJrHo craHo Bprrqe or Konaucugta.

3. Orronopuocr no I43[aJIHeHHero e Ha [peAceAareJrr, 3aMecrHr,rK-npeAceAarenr,
r{JreHoBere r{ ceKperapq Ha Koruucrrma.

4. HopuarunH[ aKToBe Ir AoKyMeHTHr rr3rroJr3BaHrr 3a H3rorBflHero Ha ra3u COfI
4.1. Hapeg6a Ns 3l sa onpeAenrHe Ha rpaBlrJrara 3a [o6pa Kirr.rHr.rqHa npaKrr,rKa (o6n., ,(B,
6p.67 or 2007 r.);
4.2. flpn,roxeune.l\! I - nprrHunrnrc na r{o6para Krr,rHurrHa npaKrr,rKa (IKn)

5. flpoqesypa (r.5, 6, 7,8 u9)

5.1. lIHa[eHAyaJrHrr cro6rueHnr 3a HexeJraHH peaKrlrrn

5.2. BrsroNHTeJI.,IT yBeAoMflBa KoMuc[qra 3a BcflKa Hacrtnr.rira B xoAa Ha KJrl,rHr,rrrHoro

I,l3tII4TBaHe Ha repl4TopvflTa Ha P. Burapur [oAo3r.rpaHa HeoqaKBaHa cepuo3Ha
HexeJIaHa neKapcrBeHa peaKrlHr, KorTo BoAr4 Ao cMbpr r,rJII,I XI,IBOTO3aCTpa[IaBarqO

cbcroflHHe, Haft-KbcHo 7 lttu or [onyqaBaHero Ha r,rHaDopMarlfifl 3a Hefl.
BtgroNuteJlflT npeAocraB, Ha KoMprcr,Lflra Ao[bnHr.rrelHa unQopMarrr,rfl no cryrrafl B

cpox 8 AHr,r or Aarara, Ha KoflTo e H3npareHo yBeAoMneHr4ero.

5.3. BHroNHTeJIrr yBeAoMrBa Kouncusra 3a BcLrqKH noAo3upaHr,r Heor{aKBaHr.r cepuo3Hr4
HexerlaHH neKapcTBeHI4 peaKIIHH, HacTbrrr,urH B xoAa Ha KJIr.IHHr{HOTO flpoyrrBaHe Ha
Tepr.rropHflTa Ha P. EUrapua, KoHTo He ca cbc cMbpreH r.t3xoA H1u
xl'IBoro3acrpauaBalrM, uaft-rtcno 15 AHu or noJrf{aBaHero Ha nuQoprraaqur sa
HACTbIIBAHETO I,IM.

5.4. Brsroxl{TeJl.ar yBeAoMflBa Kouucurra 3a BcHr{Kr,r [oAo3npaHr,r HeoqaKBaHH cepgo3Hr,r
HexenaHl'l neKapcTBeHI{ peaKII[U, HaCTbnUJru B xoAa Ha KJII,THHT{HOTO npoyqBaHe
r.r3BbH TepHTOpr,rflTa na P. Brlrapur Ha no-toJreMn neplroApr, Ho He no-prAKo or
BeAHb)K Ha txecT Meceqa.

5.5. Peruenl'Iero 3a cpoKoBere Ha AoKJraABaHe Ha noAo3r.rpaHr,r cepuo3Hr,r r.r Heor{aKBaHr,r
HexeJIaHH peaKIII{[ ce B3eMa ot KouucttflTa 3a BceK]I KoHKpereH clyuafi, xaro
Bb3noxI'ITenfT ce yBeAoMflBa IIHCMeHO 3a I{3r,rcKBaHeTo 3a CpoKoBe Ha AOKnaABaHe.

5.6. Brsl'toxHocrra 3a yAbnxaBaHe I,rHTepBaJrHTe Ha AoKJraABaHe ce orleHrBa nplr
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ETl4tl HA KOM l4Ct4 fl 3A Kn 14 H t4i.{ M H t4 h 3n hTBAH 1,1 fi
COn Ns 10. l-lpocne4nBaHe na 6egonacxocrra Ha KnuHuqHr4 usnnrBaHne Ha neKapcrBeHr

yKT14

[bpBoHaqanHoro pa3rnexAaHe Ha npofrBaHero r{ e qacr or Crauonnrqero no HoBo
3atBJIeHpIe 3a KJIITHI4SHO I,I3IllrTBaHe VtH rrpu OrIeHKa Ha AoKnaAr,r 3a nporpeca Ha
npoyqBaHero, 3a Koero Brsroxl4teJlfl ce yBeAoMrBa nHcMeHo 3a r.r3r,rcKBaHero 3a
cpoKoBe Ha AoKnaABaHe.

5.7. Koraro vtc,rrffBaHlarr neKapcrBeH npoAyKT He e pa3pe[reH 3a ynorpe6a,
Bb3JIOXLITeJITT yBeIOMtBa KOMUCUflTa 3a BCUqKn HOAO3r,rpaHr,r cepao3HH u
HeoqaKBaHI,r HexeJIaHH peaKrrr4u npu ynorpe6ara Ha r,r3nr4TBaHr,r, neKapcrBeH
npoAyKT, He3aBHCr4MO OT [pOH3XOAa HM.

5.8. Cto6IrleHnflTa 3a noAo3I4paHI,I cepr{o3Hra u Heor{aKBaHLr HexeJraHH peaKrlr,r[ ce
flpeAcraBflT s Kot\,rl,Icusta Ha eneKTpoHeH Hocr4TeJr u/uilu rlo o$uqualuara
eneKTpoHHa nolr1a sa EKKI,I.

5.9. Cro6qeHlrero 3a HexeJIaHa peaKllla.tr cbAapxa.qaHHrn r{ crreAHoro: 3arJraBr,rero H KoAa
Ha I{3nurBaHero, Bb3Jlo}KlaTerfl) onl,IcaHr,re ua cr6uruero, I,I3xoAa, pa3KpI,IBaHe vilv He

Ha KoAa, Bp63xara Ha I,I3[I{TBaHr4fl rrpoAyKT cbc cr6uuaero (wualunua [puquHHo
cfleAcrBeHa nprsxa) cnopeA fJraBHr4, r,r3cJreAoBaTeJr, MHeHr{e 3a npeorleHKavilu He Ha
pa3peureHr,reTo 3a KJrr.rHlrrrHoTo r43nr4TBaHe.

6. IoAuuren AoKJraA ra 6egonacsocr

6.1. BrsroNIITeJIrr npeAocraBfl BeAHbx roAr4rrrHo Ha EEK}I crr4cbK Ha Bcr,rtrKr.r

[oAo3I4paHlI Cepuo3HI4 HeXeJIaHil JreKapCTBeH[ peaKUHr,r, KOT4TO Ca B63Hr,rKHanH [pe3
r43ul1,Hal;rufl, nepHoA, LI AoKJIaA sa 6esonacHocrm Ha yqacrHr4rrr,rre B pr3flr.rrBaHero.

6.2. Ooprvrata u cbAbpxaHllero Ha AoKJIaAa ce orpeAenrr or Hape46a }lb 3l sa [o6pa
KJII,IHI,Tq Ha flpaKrl{ Ka.

6.3. foapruHnqr AoKnaA 3a 6egonacsocr ce [peAcraB, Ha eJreKTpoHeH Hocr,rreJr r,r no
oQuqnalHara eJreKTpoHHa noua Ha Kouncusra.

6.4. foauruHurr AoKnaA sa 6esonacHocr cbAbpNa o6o6rqeHu AaHHri sa 6esonacHocrra Ha
I'I3nI,ITBaHI,L neKapCTBeH npoAyKT 3a nocJreAHlrfl eAHOrOAr,rrueH nep[oA, cr{r.rTaHo oT
AaTaTa Ha IIbpBoTo pa3pelxeHl{e 3a npoBexAaHe Ha KrHHr,rrrHo r43nHTBaHe C

vl:.ilurBauur npoAyKT Ha repuTopyrflTaHa Enponeficx[q cbrc3.

6'5' Koraro [poBexAa noBer{e or eAHo Kirr4Hr,rqHo r{3[r.{TBaHe c eAr,rH r,r cbrrll,t r{3[HTBaH
npoAyKT, Bb3noxl,ITenflT noAaBa o6q roAr,rureH AoKnaA sa 6esonacHocr. B resu
cryqal4 AoKnaABT cbAbpxa AaHHI{ sa npo(pr,ua Ha 6esonacHocr Ha HsrwffBanns,
nPoayxr H toAuIIlHpITe AoKnaAu ga 6egonacHocr no BcflKo or [poBexAaHr,rre B

Brnrapur KJrr4 Hr,rr{Hr4 Lr3nHTBaHilfl .

6.6. BrsroxuTeilrr [oAaBa ToALIIuHH, AoKJraA sa 6egonacHocr B cpoK Ao 30 raneu4apHu
AHI'I cneA Kpafl Ha flepnoAa, roftto o6xraqa AoKJIaAbr. 3a unHuqHr4 r.r3[r,rrBalufl c
[poAbnxl4TeJlHocr lroA eAHa roALIHa, roAnrrreH AoKnaA sa 6esonacHocr ce noAaBa B

cpoK Ao 90 anr.r cneA [pIaKJIIoqBaHe Ha r,r3rruTBaHero, c yBeAoMJreHr,rero rto qn.l42
an.2 or 3nIIXM. flpra roucKBaHe or Korrrucnrra Bb3noxr.rreJr{T rpeAocraB,
roAr4rxeH AoKnaA sa 6esouacnocr tr u3BbH nocor{eHufl cpoK.

6.7. foararuHl4Te AoKnaAu sa 6esonacHocr ce flperJrexAar or onpeAeJreH or npeAceA arerfl
qJreH Ha Kouucurra u, ilpt4 ueo6xoAnuocr (no [per{eHKa Ha nperJrexAaulur), ce
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ET]4I.I HA KOM 14 C14fl 3A KN ]4 H 141{ M H H U3N UTBAHI4F
COn Ne 10. l'lpocne4gBaHe Ha 6egonacHocrra Ha Knr4Hl4qHl4 ta3ntarBaHrf, Ha rreKapcrBeHr4

n

[peAcraB{T Ha 3aceAaHue sa Kovrr,rcvflTa.

7. Apyru AaHHrr sa OesonacHocr

7.1. Brsroxr4Teirrr npe,4craB, na KouncuflTa BcvqKLt aKTyanlr3arrvvr Ha AaHHHTe 3a

6egonacnocr H nepLIoAIrqHIa AoKnaAIr.

7.2. BrztoxnTeJrrr ux(poprrtapa Kouucusra 3a BcrKa .{pyra mr$oprrraqur, Korro Moxe
Aa flpeAcraBrrflBa 3anJraxa 3a 3ApaBero u 6rarononyqflero Ha narrueHTr4Te, Aa
rIoBIUqe Ha xoAa Ha [poyr{BaHeTo r4Jrr{ Aa npoMeHr4 rroJroxr,rTeirHoTo cTaHoBr4rqe Ha

KoM tacuqra 3a npoAbn xe Hr{e Ha KJrr,r Hr.{qHoro r,r3n HTBaHe.

7.3. llpe4craBeHuTe HoBr,r AaHHH ce pa3rnexAar v oueHrBar or olpeAeneH or
npeAceAareJu r{JreH sa Kouprcr,rrra vilvt BbHtlreH eKcnepr r,r ce npeAcraBrr Ha

KoN,rricuqra 3a craHoBr4rrle 3a ueo6xoAurur,rre MepKH.

8. Arrya.nu:aur{s Ha 6pourypa Ha r{3cJreAoBareJrfl

8.1. IIpu aKTyanil3krpaHe Ha 6pouypa Ha r,r3cneAoBareJrr Bb3Jroxr.rrenflT, npeAocraBfl Ha

KOMI,ICr4flTa 3a CBeAeHUe.

8.2. .{onrlBaHero na 6pouypara Ha r,r3cJreAoBareJl c HoBr.I AaHHI,r He e cbIIIecrBeHa

[poMrHa, aKo He AoBexAa Ao [poMeHr,r B npoIIeAypI4Te no npoToKon vilu
raHtf opnaupaHoro cbrJracue (4a 6rge SopnayJlupaHo or Bb3Jloxntena).

8.3. Hosara r,rn$oprr,raqur ce [peAcTaBs KaTo o6o6rqenrae, BKJrrorrr.rreJrHo KparKo

o6o6ulenue Ha 6urrapcKr.r e3r,rK, u ce or6err3Bar crpaHHrIHTe or AoKyMeHTarIr,rflTa, c
MapKrrpaHH [poMeHrr, cpaBHfBarrln aKTy:urHr.rTe H npeAnaraHr,rTe HoBH TeKcToBe

(nrsnaoNHo xaro track changes), KaKro u o6ocHosra Ha rpoMeHVTe v craHoBr,rule or
Bt3noxr,rreJrfl orHocHo flpoMfl Ha Ha cborHorrreHr,rero norsa/pucr.

9. IlpegnpueMaHe Ha MepKrr or Korvucuqra

9.1. Korr,tprcr.rflTa [peueHflBa trocrtnurara rauSoprtraqrar (or nH4uBt4AyanHV cro6qeH[s sa

HexeJraHr,r peaKrlurr, roAr,rruHr,r AoKnaAr,r sa 6esonacHocr, Apyru AaHHV sa 6esonacHocr
H aKTyanlr3rrpaHa 6pourypa Ha u3cneAonarerx) u uefisoro 3HaqeHr,re 3a [poBexAaHe
HA H3NI,ITBAHETO.

9.2. Korr,rucHrTa npoToKonrrpa pelreHr4eTo oTHocHo cTaTyTa Ha r,r3[]rTBaHeTo IIo eAr,tH oT

CJIEAHHTE HAqI,IHI,I:

. nOTBbpxAaBa nOiIoxHTeJIHOTO CTaHOBLIIqe;

. H3uCKBaAolbJrHr4Telnar,ru(fopMar.lprr;

. H3|.ICKBa npOMflHa B npOTOKOnaU/W\U nH(fOprrAr paHOTO Cbrira}lrle3AOTpa3sBaHe Ha

HoBara ranQopuaqux;

o H3JII,I3O C pelueHue 3a npeKpaTfBaHe Ha IOJIOXnTeJIHOTO CTaHOBI,Iqe.

flpu peureHue sa ueo6xoAuMocr or npoMrHa B flporoKoJra, craHoBr.ruero ce npenparrla Ao
VAJI c fipenopbKa LIAII rc I{3HcKa or Bb3Jroxurerfl npoMflHa B flporoKoJra, cbrJracHo
npaBoMorrlrflra Ha Aresqn.sra ro r{Jr. 127, anl or 3JIIIXM.
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