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Brn nprsra c nlrcMo na M3 c per. J\bl6-00-23105.04.2019r. u Haru sx.Nb03-349108.04.2019r.
OrAen [IEK, ["H3E"na P3I4 Bapna fiMa 3a4aqara Aa u3Bbprxr,r reMarr,rqHa rlpoBepra"flpanulno
lraHupaue, [punaraHe n fispa3xoABaHe na 6nonpoA1ATpr 3a rrpoBexAane Ha 3aAIJIxI,ITeJIHLI

r,rMynlr3arlr{Lr v penupuuar\vrkr B AercKa Br,3pacr n aur6ynaropfiI{Te 3a rrbpBlrtlHa MeAI{qI,IHcKa

loMorq". 3a qenra e ueo6xoAprMo Aa o6xsaHeNr iBcr{qKr{ OIIJI crc sanplcaHvr AeIIa B TexHIlTe

naqrreHTcrvr ilLrcru. flponeprure ce lr3BbprrrBar Ha Mtcro, B npaKTlIKrITe Ha OIIJI, Karo ce

cbnocTaBflT ,4aHHlrTe 3a IIoAJre)KarrILrTe AeIIa oT [arIr4eHTcKI,ITe JII,ICTI{ C OTpa3eHI,ITe TaKI{Ba B

AoKyMerrrarlzrra rro Hapea6a l,,lb15/2005r., r43M. lr Aor. 12.05.2017r.3a I,IMyHlzsalu:z.lare B

Perry6nr,rra Eurapur, KacaeilIa nJraHrdpaHero/roAzurun nnauone/, flpuJlaraHero/ruura 3a

npo(funarrfiqnr,r HMyHla3a\w r per.rMynlt3aur.rri - nprno)KeHIaeNs6/ lI u3pa3xoAeaHero/AoryMeHTll

3a rronfreHr,rre or P3I4 6uonpoAyrTr,r, orqer 3a ra3pa3xoABaHrlTe 6nonpo4ytcur - ilplrJlolrenzeNbTa,
BK.rr. Bparynannl na 6uonpoAyKrzre. flporepr<ara rpr6ea Aa o6xsaHe rlepuorc 2017-2018r."
llrrr$oprvrar\LrflTa, Korro orAeJr IIEK rpr6na 4a cr6epe rpv ra3ld npoBepKa orueMa MHoro BpeMe or
qacotsere :ra ilperne.q Ha BcrKo OIIJI, 3aroBa crvre parpa6oruJlll yKa3aHtle la ne npeAtrrlcaHuel sa

troAfoTBrrHe Ha AaHHrr oT BceKIr ceMeeH reKap, c KoeTo Aa cbKpaTIlIM BpeMeTo 3a [poBepKa B

ra6unera Ha JreKapr.
flo ornoruenr,re Ha ,,upo6leua c o6c'rofinus. orrutc, rofiro [pLtApPKaBa rperl,ITe eK3eMlJrtp]I

Lra rrcIa1eHr.rre or OIIJI ge.neHu peqerrrr,r" H HeoSxoAr{Mocrra or rrocotlBaHe ,,B xoil nopuarzreu

AoKyMeHT e yKa3aH o6paseqa Ha ro3I,I onuc" Bu un(poprr,rllpaM cJIeAHoro:

1. Crrnaqro ulr;vrcKBalauflTaHa Hapea6a Ns4104.03.2009 r. 3a ycroBl4sraurpe4a 3a npeAnLIcBaHe

n oTnycKaHe Ha JreKapcTBeHu rrpoAyKTr4, [peAnr4cBaHeTo Ha JreKapcrBeHrl [poAyKTLt,

cbAbpxatqu EapKorrrrrHrr BeqecrBa, ce l{3BbprrlBa Ha crleqnanHa peqorlTypHa 6nanxa,

lpeAocraBeHa or MnurcrepcrBoro Ha 3ApaBeora3Bauero, c xbJIT IIBtr - 3a neKapcrBeHI'I

[poAyKTt4, cr,Atpn€urr HapKol']rqrrr4 reqecrBa or [p]InoxeHIae Jt 2 xrrra un. 3, t. 2 or
Hapi:g6ara 3a peAa sa xuacr.r$r.rqtrpane lra pacreHusran BelrlecrBara Karo HapKorI{tIHvI, vI ct,c

3eJIeI{ rIBffT - 3a JreKapClBe}r}I npOAyKT?r, cBAsp)rcaIIIl4 HapKoTIIqHI4 BeUIeCTBa OT nppIJIOXeHI4e



Ns 3 rctr,I uu. 3, r. 3 ot Hape46ara 3a peAa sa rracrszqnpaHe Ha pacreHr,rflrav BerrlecrBara

Karo HapKorLIqHH. Peqentara ce rl3AaBa B Tplr eK3eMlnrpa, IrbpBI,ITe ABa or Kor,rro ce

npeAaBar Ha rlaqlleHTa, arperurflT ce cBXpaHflBa or nerapx/JreKapr rro AeHTarrHa MeAr,rrlriHa B

npoAbnx(eHpre Ha eAHa foAt4Ha rr ce npeAocraBf, Ha KoHTpoJrHr{Te opraH}r rrp}r [poBepKa.

CneA r.rsrvqaHe Ha cpoKa legua rogzna!?/ peqerrrr{Te ce rpeAaBar c rrp}reMrro-npeAaBareJreH

rlporoKon Ha l{Hc[eKTopvre n P3IrI, Ko]rro fu cbxpaHrBar 3a cpox 10 roArrHrr, cJreA Koero ce

yHlrlqox(aBar or KoMlrclrs, onpeAeJreua cbc 3arroBeA Ha Ar{peKTopa na P3I,I.

2. Ctrnacno I,I3I,IcKBaHI,rxraHa 3aroua 3a KoHTpoJr Ha HapKorr{qHHTe BerrlecrBa }r ilpeKypcopr,rre

Muurcruprt Ha 3ApaBeona3Bauero ocbrrlecrBrBa KoHTpon Bbpxy [por43BoAcrBoro,

upepa6ornaHero, BHoca, I,I3Hoca, TpaH3I{Ta, TbpfoBl,Irra, cBxpaHtBaHero, orqerHocrra,
rrpeuactHero, rlpeBo3BaHero, ynorpe6ara r4 peKJraMara Ha pacreHlrrra Ir HapKorr,rqHr.rre

BelrlecrBa lI [pe[aparrrre or crrficbrlrire rro qJr. 3, an 2, r. 1,2 r 3 or 3aKoHa, KaKTo r.r Bbpxy
reqeHuero Ha lrurra,3aBlrclrMr4 or HapKorlrrrHpr Berqecrsa. Togu KoHTpoJr Ha repr'rropvflTa Ha

cTpaHaTa ce ocblrlecTBsBa oT lrHcrreKTopu no HapKoTurrHr{Te BerqecTBa KbM pefrroHaJrHr,rTe

3ApaBHrr lrHcrreKrlfi r,r.

flose.re or 15 roAI4Hr,r Harrr4HBT Ha nprleMaHe r,r [peAaBaHe MexAy JreKapr,rre or ne.re6Hr,rre
3aBeAeH[s Ira replrropuflTa Ha o6nacr Bapna rr cJryxr,rreJr]rre or P3I4 - Bapna ne e 6un rroBoA 3a
HeAoBoJrcrBo. Ilpe4nug c[eqrianHr4rr HaqilH Ha rrpeAocraBrHe, rrpeAn[cBaHe, orrrr4TaHe,

cro6rqanane [p]I sary6a Ha crrerlr{ulJrHrdre peqerrrypHrr 6nauru, KaKTo }r [opaAr,r rranoro6pofinure
cnpaBKE sa flpoxyparypa, O.{ na MBP u Ap. cqlrTaMe, rre peKBr,r3]rrr{Te B [p]reMo-[peAaBareJrHr{t
nporoKon ca eJreMeHTapHo neo6xogr,rrur4Te 3a r43BbprrrBaHe Ha rrpoBepKara rrplr [p]reMauero Ha
peqerlTl4Te. B cnyrafi qe ilMare KoHrperulr npeAJroxeHus 6uxlde Morurr,r Aaru o6crAnu cbBMecrHo.

Baxcranure c H3TeKbJr cpoK Ha roAHocr ce 6parynar clopeA yKa3aHr,Irra na Hape46a
Ns4116.05.2018r ga ycJroBrarra n pepLa 3a yurrrlo)KaBauero, npepa6ornanero LrJrlr lr3noJr3Banero 3a

Apyru rleJrlr Ha JreKapcrBeHHTe rrpoAyKTra. Bcuqru OIIJI, Koprro nMar BaKcvtHu c ur3reKbJr cpoK Ha

roAHocr, Morar Aa rur [peAaBar n cr. 11 na orAen [IEK, A"H3B" na P3L1 Bapna cbc cborBerHI4t
rrpr4 eMHo-rrpeAaBaTeJreH rrpoToKoJr.
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