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Ile.rra ua npoqeaypara e aa ce onpeAenl{ pega ua pa6ota na EKKI4 no npneM t.r nperneA Ha

aoKyMeHTalIHrra, 3a pa3peIxaBaHe Ha HoBo KnHHHTIHO I{3nHTBaHe I{JIt. C6UIeCTBeHH npoMeHL

B pa3peueHH KJIIIHHqH I{3nHTBaHh' Ha IeKapcTBeHI',l npoAylcru, nocT'brll',lJlH qpe3

Husopuauuonnara cucreMa 3a KruHI'IqHt.l I'BnurBaHH' /CTIS/, uapeuena flopraa ua

Enponuficrcur c'btcr lECl 3a KTHHHqHH uzrrutsatus IKW '
o6xnaua BcurrKr4 noAaAeHn vpes lloprana sa EC:a KI4, aaraleHux 3a pa3peuaBaHe Ha

KJrHHrqHr,rH3nHTBaHHrI',tctlqecTBeHltnpoMeHuBpa3pelxeHHrulHHUqHHI'I3nl'ITBaHH',Ha
.reKapcTBeHH npoayKru.
Orronopuocrra 3a opmHu3auHrra no npueM Ha 3a'BreHlura e Ha

npegce4are.rrl:aMecrHl4x-npeAceAarerfl Ha EKKH, a orroBopHocrra 3a H3nLJIHeHLero e Ha

a"*p*up, na EKKH H TexHr.rqecKHTe CbTpyAHHrIH, KOUrO Ca CnyXI,ITenIl na I4AJI. Cruacuo

,rr.*"unr"ru ua Hape46a N9 H-t or 25 uait 2022r.3a rloKaleH aAuuuttcrparop, rofiro

orroBap, 3a AaBaHe Ha npaBa 3a Aocrbn na EKKI'I ao 6a3ara AaHHII Ha EC sa KI4' e

onpeAeneH geKperaprr Ha EKKH.

.{oryltenrn, Heo6xo4nlun 3a u3n'brHeHl'{ero ua uacrorulara COn Nl 03 A

4.1. COn-03A-SopMynrp 0l-Perucmp na EKKI'I ga Knunuquu n3nHrBaHH''

Hopuarunnn aKToBe rl aoryMeHTHr H3rIoJt3BaHH 3a H3rorBflHero na rarr COII
5.1. 3aron 3a JleKapcrBeHl'lre rpoAylcrli B xyMaHHara MeaHqI'Iua (3JI[XM);
5.2. Perirauenr (E-C) Ns 53612014 na Enponeftcxua naprlaMeHr H Ha ctBera or l6 anpu,r

2014 roanua orHocHo KiIHHHqHI{re H3n[rBaHHs Ha neKapcrBeHH npoAyKTH 3a xyMaHHa

ynorpe6au3aorMrlHaua,[uperrr'rna20Ol/2OlEO(Per"raueur(EC)Ns536i2014);
5.3.Hape46aNsH-lor25Mafi2022r.3aycJroBI{'TaHpe.[a3anoAaBaHeHaAaHHI.}i

,nr|op*uuffi a llopra,la Ha Enpone cxnr cblo3 (EC) no q'n' 80 n 3a Aocrtrla ao Earara

aurHH nu EC no q,r. 8l or Perlaueur (EC) Ns 536/2014 Ha EeponeficrH, napJlaMeHr H

Ha cr,se.ra or 16 anpu,'r 2014 r. ornocHo KTTHHHqHHTe I{3[LtrBaHu' Ha JIeKapcrBeHv

npoAytffIr 3a xyMaHHa yrorpe6a, H 3a orMtHa ua ,(Nperruoa 2001l20lEO (Hapel6ara);

coII 03A
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ETH IIHA KOMI,ICI4JI 3A KJII'IHhIIHH I43NHTBAHI4JI

CraH4ap'rua oneparllBHa npoqeaypa Ne 03 A

HeM Ha aoKyMeHraqH, 3a flpoBexaaHe Ha KJluHHq HH II3NUTBAHI'I' HA
p

JreKapcTBe AYKTr4 qpe3
TI

HI,l unSopMauuoHHa a cucreMa 3a KJIHHt'tqHlt lrsnr4rsaHI.jq /CTIS/
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5.4. Tor"r 10 or "flpas,t,Tara' perynHpalqu JIeKapcrBeHHre npoAyl(r s EC"' ct'A't'pxau,

plKoBoAHH AOKyMeHTI',I, nptlnox]',lM t' KhM KJr l'tHltq H'ITe HsnursaH'Iq'"'

s.s. F"*oroa*"o ,u lo6pu ,*,n'*nu nparraKa Ha Mex'qyuapo'quara xou<fepeuqur no

xapMoHt'I3allurl Ha TexHuqecKHre I'I3I'ICKBaHI'Ifl IIpl4 perHcTpl'IpaHe Ha JIeKapcrBeHH

npoaylcru 3a xyMaHHa ynorpe6a (lCH) - ICH GCP E6 (AKD;

5.6, .[pyru HaqHoHarHH ]r MexAyHapoAHH aKroBe' perynaropHl4 L HayqHH ptKoBoacrBa H

HacoKH Ha Enpone crcara ui.ru* no ,leKapcrBara (EMA), Eoponeficrata roMuclrc

(EK) u KoopanHupauara rpyna 3a KrHHuqHI4 H3nI4rBaHu' (CTCG)' I'IMauIll orHoueHne

mlu aefisocrn're na EKKH;

5.7. llpaaulnur 3a ycJloBnt'ra u peAa 3a pa6ora Ha Ernquara KoMltcnt 3a KrHHI4qHn

H3flHTBaHH, no 3arcosa 3a JleKapcrBeHllre npoAyICrH B xyMaHHara MeaHuHHa (AB 6pofi:

35, or aara 30.4.2019 r. u noc'eaBanlre h3MeHeHI.{' H Aont,JIHeHUJI'

tlpoueaypa rro npueM Ha AoKyMeHTaurc
6.1. flpnapyxurarnoro nr""L, 3atBJIeHHero AoKyM€HTauI'lf,Ta 3a npoBexAaHe Ha

KJII.IHHqHO U3nl4TBaHe noc t-bnBaT nO eneKrpoHeH nr'r e CTIS;

6.2. TexHl4.recroro ,rnue/cerperaprr ua EKKH 3aBexAa npHApyxlrTenHoro- nucNto s AHC

DOCMAN /A4uunucrparna'o utt[op:uaur.roHHara cncreMa sa VAII] no peAa Ha

sefigoro noctbrlBaHe c BxoA'ul HoMep H aara;

63.';il;;;; ua EKKWrexHnqecKHtr cbrpyaHHK cBarq AoKyMeHrauHflra or CTIS sa
-'- 

cbpBbpa Ha hAJI' B AlrpeKropll' na EKKh' B orAeJIH€,fianKa ct,c c6orBerHl4' HoMep Ha

Kh, renepupau " 
nop,-u''nu"exaa aaHHHre na Kh s Ba:ara aauun na EKKH :a

Klnur'rquu v3lrt4TBa.Hul I't ct'3AaBa aAMHHltcrparHBHo aocHe' B Koero Iqe ce clxpaH'Ba

ocHoBHaTa AoKyMenrauHt Ha xaprHeH HOCHTeT no I'I3nUTBaHeTo;

6.+. C"*p".upr, ,n6oprrpu npeAc;aarent/3aMecrHl,tK-npeaceaaren' 3a nocrbtn'lrHre HoBH

3arBreHHr, nHcMa HJII'I Apyfn aoKyMeHTH AO H3lOTB',He Ha aHeBeH peA 3a cneaBallloro

3acgaaHHe U npeanara u*'*o'uune'o uM B Hefo 3a pa3npeaeagHe Ha iuleHoBeTe Ha

roMucI4gra/sluulHl'l cneulraJlrcrl4 3a u3Bt'ptrBaHe Ha oqeHxa Ha cto, nernoro KH;

O.S.'noatonrrrte T pe: CTIS npHApyxHrenHo nHcMo' 3a'BJIeHHq H aoKyMeHTauufl ce

pa3npeaerrr H pa3uexAar no peAa Ha mxHoro nocrbnBaHe npr'r clo6pa:nraaHe Ha BHra

Ha nocrtnHrara 4o*y"""'aqn' (uonn r'rNunuHlt npoyuaauux/saasreHllfl 3a cbulecrBeHH

npolreHu) H onpeAeneHllre ra Heftlrom pasrJlexaaHe cpoKoBe B HopMarHBHara ypea6a;

6.6. [nenutrr peA Ha flpeAcro'ulo 3AaceAaHI'Ie ce r'I3rorBll or Cexpvrapr na EKKh t't ce

clrnacyBa , yr"uprnouuu oinpegceaa'rerr/saMecrHnx-npeaceaare:lfl Ha EKKH ao 5

KareHAapHt4 AHI.{ npeaH 3aceAaHHSrO, Xaro c,brllHl Ce ]'3I]pau'a Ha qreHoBere Ha

rcoNrttcuara/s't uuHu cneul'taJlHcrI'I or cerperaprr ua EKKH'

Cuxpanenue u apxl{BI{paue sa AoKyMeHTaIrHqra7

con 03A
Bepcur I .l crp.2 or 3



ETI4qHA KOMI4CH' 3A KJIHHHqHfi I43NHTBAHH'
CrauaaprHa oneparlrBHa nPoqegYPa M3 A

tlpHeM Ha aoKyMeHTaqH, 3a flpoBexaaHe Ha KJII'iHHqHH H3NHTBAH}I' HA

JIeKapcTBeHIl npoAYKTI,I qpee uu0oplr AUHOHHATA CHCTEMA 3A KII,IHHt,IHH usn r,r'raaHl,Ic /CTIS/

7.1

7.2

con 03A
Bepcur I.l

[oxylteurnre, cBbp3aHu c KJII4HuqHu u3rr]?(rqa]Hrnt' Ha ileKapcrBeHu npoAyKrl'' KoHTo

ca Ha xapTHeH HOCI{TeJ'I ce c'bxpaH'BaT B aAMI4HIICTpaTHBHI',I AOCHeTa oT ceKperapt Ha

EKKH n crPatara na I4AJI;

floxyueuru, e, cBt,psaHu o KJIHHT qHH u3nI'IrBaHI'L Ha nexapcrBeHH npoayKru' KoHTo

ca Ha eneKrpoHeH HocHTeJl ce cbxpaH'Bar Ha Aupelcropltfl sa EKKH Ha ct,pBtpa Ha

hAJI.

crp.3 or 3


