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IIroorrAsBAu E trA Ef,3on.Acuocr.rA
l' I{e'rra Ha npoqeAyl,Ta e,Ea ce onpe.qeJr* peA}r 3a npocre.qrBa,e Ha 6eronacsoc*a uaH3IHTBaHHT€ npoAyKTI{t nplrlraraHl4 I oAo6peHN o, E.rrrrara KoMHcHffTa 3a KJrHHIp{HH

H3n[TBaHr4fl Ha JreKapcTBeHH npoAyK.rH.
2' o6xeaqa BcHr{K}l AaHHH 3a 6esonacnocr no Kir,H}rrrHrl r{3nHTBaHHfl, rreJryrr,JrHnofloxnTerHo craHo Br,trrlg or. Kourscrrra
3' orronopnoc'r no r..nlr'e'Hero e Ha npeAceAareirr. 3aMecrHHK-npeAceAareJrfl.qreHoBere !! cerperiprr sa Kouucarr.a.

4' HoprvrarHBHlI aKTolrc u AoI(yMeHTH, H3tlofl3naHn 3a H3rorBsrrero Ha rarn COII4'l' Hapeg6a Jt 31 3rr orpeAeJlrHe Ha npaBnna'ra ra ,[o6pa Kir4H]rrrHa npaKrr.rxa (o6H., .{8,6p. 67 or 2007 r.);
4-2. rlpunoNexne Ns l - np,Hu,nLre na fio6para K.{HHr.rr{Ha rrpaKrHKa (rKn)

5. Ilpoueaypa (r.S,6,'t, g n 9)

5.l. IfugrelrAyeJrlru cuo6rqeHur 3a Hexerarru peaKuHH

5'2. BBroxHTeJrrr :/Be.ir,oMrBa Kouucusra 3a Bc,r*a llacrRflHna B xora Ha KJulHHr{Horo
H3nHTBaHe Ha ':epHTop]arra Ha P. FurapNfl lroAo3apara HeoqapBaHa cepuo3Ha
Hex(enaHa JIeKapcTBeHa peaKllHff, r(oflTo BO.ilH :!O gilr.bpr HjtH )KHBOTO3aCTpauaEauoclcrorxne, Haii_lcrsHo 7 ilta or rrojtyqaBanero Ha nH$opuauNr sa Her.Br3loxa'telsr tbe,[oc'rass Ha KoMHcHflTa Aor]rxHHTe.,rHa nu$opnnaux, no oryrra, I
opor 8 AHII or Atrqra, Ha Korro e fi3npareHo yBe1oMneHuero.

5.3. BtsJroxHTeJl.ar )BeAoMffBa Kousouxra 3a BcHqKH no4o3ltpaHr,r HeoqaKBar{H ceppro3HH
HexeJIaI{H neKapcrBeHI4 peaKuHH' Hacrbn,r, B xoAa Ha Ki'rHHHqHoro npoyr{BaHe HaTepuToputra Hl p. Eurrapun, Kolilo He ca cbc cMbpreu H3xoA tutl
xr.rBoro3acrpauitgatrlll, uaft-xtcxo 15 auu orurojlyr{aBar.rgro xa nn$opnaauHl 3a
HagTbnBaHgTO Htr.

5'4' BulnoxHTeJIfiT yBeAo['tflBa l(ovptcrnra 3a Bcr.rrrKr{ no-,ro3HpsrH rrcorraKBaHr.r cepr,o3Hrl
He)TeJIAHH neKa['crBeHH peaKqI{H, HaC'r-bnHrH B XOAa Ha KJrHHr,rrrHoTO npoyqBaHe
ll3BaH TepuTopr4[Ta rta p. Banrapnff Ha no:rolte:ur4 rrepuoAn, Ho He ilo-prAro or
BeAH]b}K Ha ulecT Meceqa.

5.5. PeueuNeTo 3a c)oxoBere Ha AoKJrarBaHe Ha noAo3upaHr{ cepHo3HH H Heor{aKBaHrd
HexeJIaH}I peaKl tHH ce B3eMa or Ko*rxcNrla 3a BceKH Ko]rKperex crryuaft, raro
Bb3AOXI'ITeJI,T oe yBeAoMgBa nHcMet{o 3a r't3r.lcKBaHero 3a cpot(oBe Ha AOKraABaHe.

5,6. BtsMoxHocrra ]a yAbjrxaBane HHlepBa.,lxrg Ha AoKnaABaHe ce ougusBa npu
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ETYqHA KOM}ICHR 3A KNUHNL{MHI4 I,I3NhTBAHI4R
cOl-l Ne 10' l-lpocnepttBaHe Ha 6eeonacnocrra Ha KfiHHrlr{HV t^3nuraalvs Ha neKapcrBeHr4

nDOflVKTtl

nbpBoilaqarHolo prl3FJrexAaHe Ha npoyqBaHero u e qacr or cTaHoBr.rqero no HoBo
3atBJIeHHe 3a lirHHl,lqHo H3ilHTBaHe Hflr.{ npH oueHKa Ha AOKila.{H 3a nporpeca Ha
npoyqBaHeTo, tla Kosro BtsloxNrenf ce yBenoMrBa [r4cMeHo 3a H3HCKBaHeT0 3a
cpoKoBe Ha AOhraABaHe.

5.7. Koraro H3nr{t'BaHur:r neKaporBer{ npoAyKT. He e pa3peilreH 3a ynorpe6a,
Bt3tIOXfiT3rf,T yBeAOMf Ba Komucaxra 3a BcHrrKH noAo36paHr.r cepHo3Hg y
HeoqaKBaH!'I HlxeJIaHH peaKqHH npH yn0Tpe6am Ha H3nr.rTBaHHff Jre6apcrBeH

HeoqaKBaHH HexeflaHl,t peaKqr{fi ce
uocuTeJr w/n;m no otlnqnarrHara

5.9. Crc6ruexl{Ero :,a HexeilaHa peaxurrfl cblrbpx(a rauHa H cire,,lnoro: 3arflaBnero H KoAa
Ha u3nHTBaHgT(t, Bb3JloitHTer'lt, onHoaHue Ha ct6ltr'?IeTo. ,t3xoAa, pa3KpuBaHe HJII{ He
Ha KOAa' BptslaTa Ha I'I3nHTBaHHfl npoIyKT cbc cl6nrreto (r,lua/xrrtra npHqHHHo
cJreAcrBeua aprsra) cnope.q ruraBHh, H3creAouarej,r. MrrenHe 3a npeoqeHKa H.rrt4 He Ha
pa3p€ueHHe,r o : ta KJTHHHqHOTO H3n nTBaHe.

6. IogurueH AorJraA 3r 6e3onacnocr

6.1. BgaoxuTe,'rrr npeAocraBn BeAnbx Fo/lr,rilruo Ha tjHKH cnHcLK Ha BcHqKr,t
noAo3HpaHH CellIro3HH He)KeraHH JreKapcrBeHH peaKuHH, KoHTO Ca Bb3HHKHaTH npe3
H3MT4HIUIH' ncp 4O,[, H AOKJIaA 3a 6e3onacHoc.rra Ha yqacTHHqHTe B r43nHTBaHerO.

6.2. <Dopnaara H ctlspxaHuero Ha.qoKraAa ce onpeAenxr m Hapea6a J{b 3l sa [o6pa
K.rI ItHl.tqHa npaK il,t Ka.

5.3. IoauruHHrIT Aocqa.{ sa 6e:onacHocr ce npc.1c.raBfl rra e.lTer(rpoHeH HocHTe.r r{ no
o$nquanxara e.teKTpouna noula Ha Kouucnxra.

6.4. IogunrHllrr AoI:naA sa 6egonacuocr cb,[bp)r(a o6o6qenu AaHH[r m 6elonacuocrra Ha
H3nHTBaH?It JIeI:apgrBeH npoAyr$ 3a nocJIeI,HHX CTXHOTOAHU€H nepHoA, CTIUTaHO OT
.{aTaTa Ha ntl,BoTo pa3peueHHe 3a npoBexrLaHe Ha KflHHHTIHO H3nHTBaHe c
u3nBTBaHHg np(rAyr(T Ha TepHTOpH.rrra Ha Enponeitcrra, crto3.

6.5. Koraro npoBexqa [oBeqe or e,{Ho K;'rhHr4r1.to H3nH.rBaHe c e,rIHH H cb111a r,r3nHTBaH
npoAyKr, BL3Jr(,xHTerrr noAaBa o6u roelfiueH AoKnaA :a 6esonacHocr. B resl.r
cryqaH AoKJIa.[br cbA,upxa aaHHH :a npotfu.rra r.ra 6esonacHocr Ha u3nfiT*a*un
NPOAYKT H I'O.UHIIIHHTE AOKNAAU SA 6E:ONACHOCT NO BCflKO OT IIPOBEXAAHUTE B
EulrapHn KJrr,rHr Ftrr.t r,tsnnTBaHr,tfl

6.6. Bts.rroNHTeJIrr roAara roAItuIHHfl AoKnaA sa 6e:onau.rosr B cpoK Ao 60 rarreugapHn
AHLI cneA l(parl ra nepuoAa, rofiro oCxaaula ,r{oKna/xbr, 3a x.rrnHl,r.tHH H3nHTBaHHfl c
npo.II1>JI)I(HTej-rH(,CT noa eAHa foAHHa, I.o;lt4l.ileil AoKIan sa oegonacuocT ce [OAaBa B
cpoK Ao 90 .qHl cJIeA npl{Knor{BaHe Ha u3ilHt'BaHero, c yBeAoMneHgero no \n,L42
ax.? or 3JIil>:M. IIpu noHcKBaHe or Ko:vtrcxs'ra Bb3JroxHTeJrflT npeAocraBx
roAuileH AoKnal ga 6egonacuocr u lt3sbH ltocoqeililfl cpoK.

6.7. folprul{HTe Aot(JIa4n sa 6eeouacHocr ce nperxexAar or onpeAeneH oT npeAceAareJu
ruleH Ha Kouuc uflTa u, npn xeooxoltlrMocT (no npeqeHra lra npefnexAauur), ce
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npoIylff, He3aBt{cl.rMo or npoH3xoAa ur{.

5.8. Cm6rueHurra 3a rroAo3upaHH cepHo3HH H

rrpeAcraBgr s KoMr,rcr,rRTa Ha ereKTpoHeu
eJreKTpoHHa rorqa Ha EKKH.
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ETUI.IHA KOMHCHfl 3A K'IHHHqMHI4 H3NNTBAHHfl
Col-] Ns 10. l'lpocnepRBaHe Ha 6eeonacxocrra Ha Hflr4Hr4qHH H3nnrBaHt,c Ha neKapcrBeHr4

npqAyKrH_

npellcraBflT HA 3a8e.(aHue Ha K0MHCH$TA.

7. .{pyru itrauux sa 6e ronacHosr

7'1. BrtliroxHTe;IflT npeAcraB, xa Kouncu{ta rrculn{lr aK'yaJrn3arral Ha AaHHH're 3a
6eaonaenoc'r H nepr.{oAurrHn lloxJraA}l.

7.2. Br:noxHTeJIsr ransopur.rpa Kouucur,a 3& BcflK& .{pyra uHSopuaun.r, KoflTo Mor{e
Aa npe/ilCTaBJIrBa 3anJlaxa 3A 3flpaseT0 u 6laronolyqueTo Ha naUfieHTHTe, Aa
noBJlHfle Ha xoita Ha npoyqBaHer0 Hrr4 .Ita fipOMeHH noro)KHTCnr{OTO craHoBHllle HA
Koruucxxra 3a Itpogbrxenue Ha KrlrHH{Hu.ro }r3nHTBaHe.

7.3. tlpeacr:aBenuT€ HoBH AaHHH ce pfl3rxe;d(Aar H oueHrrBar or onpe4ere6 or
npe,rlceAarer'L {iIeH Ha Kourtcnnra }tjlr B'r,Hrre}l ercrrepr H ce npercrart'r Ha
Kolra ncn xra 3ir ( TaHoB[ule :a seo6xo::tx tvr H.re Mep KH.

8. Ax'rya.rrn:*ulrs Ha ilporuypa fla lnc"{e.roRn.rc..trr

8.1. I"trpx aKryarrfiHpaHe Ha Spourypa Ha Hscre1osflTeflrr B.b3.r:roxl.lrerrru npeAocrarfl Ha
KOMldc.HgTa 3a c leAeHHe.

8.2. llour.irsaHero lra dpotlypara Ha H3r:ireAonfl.rerfl c HoBu AaHHH He e cttrlecrBena
IlpoM'Ha, aKo He AoBe?&4a Ao np0r{eHl'l B llpoUeAypgTe no fipoTor(olt BnH
Nn$oprtr upaHor, ) ctruacue (aa 6r,ae Soprvrl,ir H pauo o'l nr,:l.rox<arelx).

8.3. Fl-tlryra NHSoluaqua ce npe.[cranll Karo o6o6ueune, BrcqrcqrreJrHo Kparpo
o6o6qeune ua 5urapcKH eeHK: tl ce otdejrs:]Bar ctpaqr,tufiTe or AoxyMeuTaunrra, c
M*pKIlpSIlIl HlloMeHn! CPaBHTBAUIH AKr;va.jtH]t're fi npejlnar?HHTe HOBH TeKCTOBe
(rm,laoxrro xaTrl track changes), Karro H ofiocHosra Ha npoMeHHTe l, craHoB1,1ule (x.
B'b3Jlo?{(H"I€-:Ix o1'HocHo npoM r{I{a Ha c'bo'rHollteHHero norsa./prcx.

9. Ilpexr:pneruarre Ha Hepnr! or Ko*rncnsra

9.1. l(omvrcurra npeteHrra IlocrrlnHxa,u uurlrapuau,rfl (or Nu;tnau.ilya.,lHg cto6uteHnx :a
Hexeranu peaKttHtL roAnrxltu AoKnaAu m 6e:omacrrocr. Apyru JaHHH ra CresonacHocr
H arrya-flH3tipafa 6pouypa H& x3cJle{ogflT$:tx) lr xerinoro 3HaqeHHe 3a npogex.q,aue
HA H3III'TBAI.IC:IO,

9'2. KouNcrffTa nporoKoJIHpa peureHuero ornocro c'raryra Ha H3nHTBaHero no gAHH or
CNCIHHTC HAqHEH:

r IIOTBIPXAaH, noJrO)Kr4TerHOTO cTalr0BHule;

r H3HCKBS AOnl,rHHTeflUa uHtlopmalurt:

' H3HcKBa npo!{flHa B nporoKona ulann uH{toprwnpar{o'ro cbrJracne 3a orpa3rBape Ha
HoBara r,ru$oruauux;

r ll3JIHS& C peueHhe 3a npeKp6lrflEalle Ha noroxlrrenHoro craHoBH[Ie.

ftpu peureHne sa Neo6xoAHMocr or npourxa B npffroro:ra, sranoBuulsro ce 11pgnpaua ao
HAJI c ttpenopbxa HI.JI aa H3HcKa or Br3iro]Kr{rclfl rrpoMrHa B nporoxo.rrar cbruracflo
rlpanouor{}rfl'ra Ha Areu rns.ra no q.il. l27. arr.I or 3JlllXM.
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