
ETH qHA KOMI4CI4' 3A KJII4HI4qHU I43TII4TBAHI4'

Crasaaprsa oneparuBHa npoueaypa N 06 A

HraasaHe Ha craHoBHura 3a Pa3PEIXABAHE HA KIHHHqHH H3NUTBAHI'I' H C'bUIECT

ot EthqHara KoMHcHfl 3a KJIHH Hr.rHI4 H3nHTBaHH, nocrt,nnJll'l uper I'lHQo

cucTeMa 34 KJIHHHTIHH H3tIursaHl,Ir /CTIS/

VrorpAvt,'t:
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Ilpofi. d-p MaPua Cmaeecxa -
Ilpedcedamen ua EKKII

I,I3AABAHE

HACTAHOBI,IIIIA3APA3PEIIIABAHEHAKJII'IHT'{IIHI'II'I3[II'ITBAHI'I'II
CbUIECTBEHI'IUPOMEHI'IOTr'fUqfflrlXOMHCI4-g3AKJ'II'IHI'IqHI'I

U3II,ITBAHUq IIOCTbIII'I;U'IPE3 I'IHOOPMAUItrOHHATA CI{CTEMA 3A

KII4HI,IqHU I'I3TII4TBAHI{' /CTIS/

l. I-(e,rra Ha npoueAypara e Aa ce oflpeaentl peA]T Ha pa6ora Ha KoMI4ct{'Ta npu H3rorBflHe

HacTaHoBI',Iqa3apiBpeuaBaHe'u*'"n'*"1'I3[[ITBaHLJIt'lcbuIecTBeHHnpoMeg'.jor
Eruqsara KoMl4cllr 3a KJIt4HHqHH I't3flI'lrBaHuJI noc'I'bnHJII't 'rpe: l4u$opuauuoHHara cllcreMa

* -rrrrn, :nrarsaHlrr /CTIS/, narparxo floprala'

2. O6xsaqa ISforB,He Ha eKcneprHrl craHoBllula or qreHosere/stHlllHl'I cfleunzlJl]tcrl{ Ha

noroxuTelHu}IJIt'IOTphqareJlH',"',unou"luno3aqBJIeHI4t3aHOBI',IKJIl',lHHqHU3nI',ITBaHI4Jt
!.1 c6uecTBeHll npoMeHU no rqx'

3. OrroooProcr no H3rorB'Hero Ha:

3.1. excnepruoTo craHoBHrII,e e ua qreHoser€/abHuIHll cnequarllcru Ha KoMLcH'Ta;

3.2. ucxatte ru npaoo"auu'l-t-* oon"'n""'Ha uHifopuauur e ua cerperapr/T exHllqecKn

ctrpyaHl'IK, CneA B3ero peueHI',Ig OT KOMI4Cl{fra;

3.3. no.noxurelHo/orpr'ruarelno craHoBI'IUle 3a npoBex'uaHe Ha HoBo KH e ua

cexperapr/rexunqecKH ct'rpyAHI'tK' cJIeA B3ero peueHlle or KoMHclt'Ta;

3.4. noaoxure,rHo/orpuuare'luo- craHoBl4ule 3a npunaraHe Ha ctulecrBeHa npoMf,Ha e Ha

cerpvrapx/rexuuqecKI4 c't'TpyaHI'lK' cJIeA B3gro peueHLe or KoMI'lcH'Ta'

4, llpuloxenun, neo6xogu*ru 3a s3n'L:IHeHrlero na ra:n COII

+.i. Con-oOe-6opuynrp-0I-Ercneprno craHoBr'Iuej--

4.2. COn-06A-0op"y'"p-OZ-lttKaHe 3a npeAocraBtH€ Ha aont;lHllrelua uut!oplraunr;

4.3. Con-06A-Oop'y"|1:-norloxt{rerlHo craHoBt'rrle na EKKH 3a npoBexAaHe Ha

KJI I,IHHI{HO 143NHTBAHE;

4.4. Co[-06A-Qopnay:up-04-Orpl{qarenHo craHoBnule Ha EKKI'I 3a npoBexAaHe Ha

KI HHI,IIIHO I{3NHTBAHC;

4.5. COn-06A-Qopuy"up-05-flonoxt{rerHo craHoB[ule na EKKH 3a npflrlaraHe Ha

cbuecrBeHa npoMflHa B KJIITHUqHO t',I3nHTBaHe;

4.6. COtl-O6A-0opuynxp-06-OrpuuareilHo craHoB,'[le na EKKI'I 3a npnJlaraHe Ha

cbul,ecTBeHa lpoMtHa B KJI]rHHqHO',t3rlHTBaHe'
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ETI4qHA KOMLTCI4' 3A KII,IHI4tIHh h3NhTBAHI4'
CrauaaprHa oneparuBHa nPoqe.qYPa Ns 06 A

HUq u cbulecTBeHH
Il]zaasaHe Ha cTaHoBHUla 3a pa:ipeuaBaHe Ha KIHHHqHU B3nuTBa

npo MeHH or ErlaqHara xoN'rI'IcHq 3a Krt.lHuqHH l't3nHTBaHI'L nocTsnunH qpe3

Vg opMaufiOHHATA CUCTCMA 3A KJI HHNqHU H3NHTBATIUg /CTIS/

con 06 A
Bepcur l.l

Hopuarunuu aKroBe E aoKyMexTlt' E3nor3BaHH 3a 
11J:TBqHero 

Ha ra3n COII

5.1. 3axou 3a rexapcrBeHl{re'npoAylcr[ B xyMauHara MeAuuuHa (3JI[XM);

5.2. Per:ravesr (EC) Ne 536/2014-Ha Euponeftcxutr napnaMeHr t4 Ha Ctssra or l6 anpn:l

2014 ro,ql.rHa orHocHo KTuHHqHI'ITe tt3nurBaHn'I Ha neKapcrBeH npoayK l 3a

xyMaHHa ynorpe6a' ' t";;;;';'; '{uperrura 
2o}lt2olEo (PernaMerr (EC) Nq

53612014);

S.:. if"p*0" l'rt H-l or 25 Mai't 2022 r' 3a ycJloButra fi peAa 3a noAaBaHe Ha aaHHH H

-'-' 
,nfiopnnuure n floprana ua Esponeficxllr ctror (EC) no'ul' 80 14 3a Aocrbna ao

Easara AaHHH Ha Ec nl "' Si 
",r 

Perrauesr (EC) Nr 53612014 Ha Esponeficrcur

;;;;;r'. u Ha Cl,sera or 16 anpnl 2014, r' orsocHo KTIHHtlt{HHre H3nHrBaHI'L Ha

reKapcrBeHH npooy*" lJ*y'un"u ynotp"Ou H 3a orM'Ha ua [uperruea 2001l20lBo

(Hapea6ata);
5.4. Tov l0 or "l lpanu,rara, perynupauu neKapcrBeHure npoaylcrH n--EC"' ctgtpxauilt

pt KOBOAHH AOKyMeHTh' np*'O'*"" KttM K,rlHHI4t{HHTe ll:nUreaHnl'";

5.5. PtrosoAc'rao:u fioopa 
'Jn'ta*''"nu 

npu*'"*u ua MexayHapoAua'ra rouQepeuuur no

xapMoHn3alu, Ha TexHHqecKI'ITe I'I3UCKBaHH', nptr perucTpnpaHe Ha reKapcTBeH['l

npoAyKrH 3a xyMaHHa ynorpe6a (lCH) - ICH GCP E6- (AKII);

5.6.,{pyrn HauHoHarHIt, *"*,oynupoa"H aKroBe' perynaropHM H HayqHH p'bKoBoAcrBa 't
HacoKa Ha EBpone cKara uitnu" no reKapsrBara (EMA)' Eeponeficrara KoMHcH'

(EK) u Koopal'rHl'rpaua'ra rpyna 3a KJll'tHuqHH Il3nHrBaHH' (CTCG)' auauru

orrorarra rulra ae uocrnre ua EKKh;

5.7. flpawtlurlx 3a yc,'loBl'{'Ta H peaa 3a pa6ora ua ErnqHara KoMHcH' 3a KJIHHI4qHH

H3[HTBaHuflno3axona3aJ.leKapcTBeHnTenpoAyl(fl4BxyMaHHaTar"leauqnrra(AB
6p"n, is, ot aara 30'4'2019 r' H noc'leAsart,rTe H3MeHeHH' I4 aoflGJIHeHI4fl'

6. flpoqegypa uo lt3rorBrHe Ha cranoBnula 3a pa3perxaBaHe Ha KJr[HHqHH H3nurBaHHr

H cLrqecrBenll npoMeurl or Eruqnara KoMtlcrlf 3a KJTHHIIqHH ll3nrlTBaurtg nocrr'nuru

upes llnrlopruauuoHHara cucreMa 3a KJIHHHqHrl H:nllrsasus /CTIS/'

6.1 I{,renoseT e/srHuIHH Cneu}rarHcTu Ha KoMt'tcll'Ta creA oqeHKa Ha AoKyMeHTalIH'Ta
''^ 

*aor"nu a uapea6ara no r' 5'3', cBbp3aHa c pa3peuaBanero 
^Ha 

HoBo K"ll'lHI{qHo

I,t3l1I{TBaHe, u3foTB,T eKcnepTHo cTaHoBHU-(e Co[I_06_sopuyrrrp_01 lt ro l43npauaT Ha

ceKPeraPt ua EKKH;

6.1.1 llpu nocrtfluJlo 3a'IBJIeHlre 3a H3AaBaHe Ha pzBpeueH e 3a 
-K.tlllHr'lHo 

H3nHTBaHe'

noAaAeHo no pt* nu'{Jr' 5 [t qr' 6 o'r uapeg6ara no r' 5'3 ' 'IreHoBcre/B'LHU]Hh

cneq zrJll'Icrn Ha KoMHct'If,Ta oqeH'Bar AoKyMeurhre or pa3AenT K-fl u-C or

flptlloNeuue i',"'p"t'"""" fEC) Ne 536/i014 3a repuropucra Ha Peny6'rnra

[i't,lrapnrnoorHouleHlleHaacneKrure'nocoqeHHavn'7'nap'lo'rPerlauesr
(EC) Ns 536/2014;

crp.2 o'r 4



ETI4qHA KOMI4CI4' 3A KJIHHI4qHh h3TIHTBAHI4'

Crau,qapr Ha onepar[BHa npoueAypa Ne 06 A

HraasaHe Ha craHoBljura 3a Pa3Pe U,IABAHE HA KNHHHqHq I,3NI'ITBAHHq !I CbulecTBeHH

npoMeHH or ET n'{Hara KoMIlcHr 3a KJI HHHqHl,l t,t3nI',ITBaHuf, nocTt,nH',lH qpe3

saHns /CTIS/
hu$opMAIIT,IOH HaTa cHcreMa 3a lL'ruHl,tqH14 I43nl{r

6,I .2 Ouenrara no r' 6' l ' l ' no nocrt,nurn 3af,BreHI'I.' no oera Ha q'r' 5 or Hapea6a'ra

ce lt3Bl,puBa n o6errnwtpa n craHoB',4tue Ha EKKh

COII-06-Qopuy:rrp- 03-flo'roxtlrerlHo craHoBl4ule Ha EKKI4 3a npoBexAaHe

Ha IUII'IHI'IqHo n'n"'*"[on-06-<f oplrylrp-04-orpuuarenuo craHoBI'tule Ha

EKKII sa npoBexAaHe 'u '6n*"'o 
H3nI'IrBaHe' B cpoK Ao 30 asu or

BalJlllAllpaHero Ha 3aflBJIeHI{ero or hAJI;

6.1.3 OueHKara no r' 6'l'l no nocrt,nu.llt't 3atBJIeHI'It no De'lla Ha qn' 6 or Hapea6ara

ce I't3BBpuBa a o6errurupa o craHoBuule Ha EKKIi

CO[-06-Qopuy"rrp 03-flonoxnreJlno craHoB-I'trlle sa EKKI4 3a npoBexAaue

Ha urr,rHnrrHo n.n"r*nircOn-06-Qopruynrp-04-OrpnUaTe'lso 
craHoBHule Ha

EKKH :a npou"*oun" 'u *'*'^'o I'r3nHrBaHe' B cpoK ao 40 atrr or

Barl'rAupaHero Ha 3zulBJreHnero ot I4AJI;

6.I .4 flpu [ocrr,nllJlo 3tuBneHlle 3a ]I3aaBaHe Ha c'bulecrBeHa npoM'Ha o6xsauaqa

acneKrn o'r qacr I "'"tt 
U I4Jrlr or qacr II ua Aox"raaa 3a oqeHxa' noAaAeHo no

;;;;;; qn' 7 o' uuptaou,.a no t' 5'3' qreuogsre/st,uHl4 cneqHarltcrl'( Ha

KoMr.ct'Inra "ut-'"#;;;;;"-'" 
ot p*"'n K-rl u c or flpuroxeuue I ua

Per,lali'teHr (EC) Ne 536i2014 3a repnropllra ua Penv6'rnxa 6'u'lrapar no

orHo,ueH,e * *"il;;;;;**r"'u "i.7, nup. I oi Per;rar.,'esr (EC) Ns

53612014;

6.1 .5 Oqeuxata no r' 6' I '4' rto nocrt,nuJll4 3a'IBJIeHuJt 3a cbluecrBeHll npoMeHl'r no peAa

tta't1.7 or uape.q6ara no r' 5'3' ce I43BtplIIBa u o6errunupa B craHoBl.ule Ha

EKKI4 Con-06-Qopllyarp-05-flonoxurelso craHoBltue na EKKI4 aa

np,naraHe nu' ' "u'l&'*nu 
npoM'Ha B KrHHuqHo

rasnursaHe/Con-OO-4ofuyllp-06-O'rpuuarenHo 
craHoBtlqe na EKKI4 sa

npunaraHe nu 
"t""&u"nu 

npo'1nu 
-u 

KJIHHItqHo H3nurBaHe' n cpox Ao 25 Anu

or BaJIItaI{paHero Ha 3a'IBreHusro or HAJI'

6.2 B AHesHux peA Ha 3aceAaHt'leTo ce BK'lrcqBar BcI'IqKlr H3rorBeHH eKcleprHu craHoBl'lula

I4 BCHqKlt nocTbllI',tJlll 3af,BJIeHI'If, 3a c'bulecTBeHl4 npoMeHu rlo peAa Ha Tf,XHOTO

nocTbnBaHe;

6.3 Cerperaprr na EKKH H3npaua 3a 3ano3HaBaHe nocrbnuJlt{re excneprHH craHoBlrula'

KaKTo !r *,u'u oo*y*"niu.,t no BcuqKH nocfl'nl,JrH 3uuBreHH' 3a cl'urecrBeHl,

npoMeHI4, BKJI,oqeHI, 
" 

on"u'"] peA Ha 3aceAaHl'rero Ha Bct'lt{KH qreHoBe Ha KoMHcI4f,Ta;

6.4 gnes Ha roMrcr{s,ra./s.bHueH cneqllaJlucr AoKnaABa npe.[ KoMHct'If,Ta u3rorBeHoro o'r

Hero eKclepTHO "',u'o"'*" 
no HoBO KJIHHI{qHo H3nI',tTBaHe nocTtnr.rllo Upe: GTIS;

6.5 Koraro oqeHKara e cBbpsaHa c'bc cr'uecrBeHa npoM'Ha c6orBsrHl.t' q'rer/stHueH

cneqlrarucr ,u *o'o.u '-J-' p*np"o"'"'u 3a aoKrarBaHe' npeAcraBc ycrHo Ha

3acelaHHero Ha KOMt',CUsra ""o"'o "'unou'ue 
cnea npeaBapl'ITeJleH npefnea Ha

C't,OTBETHATA AOKYMEHTAUH' ;

6.6 C,rea npoBeAeHo o6cr'xAase I4 cJIeA 3ano3HaBaHe c H3rorBeHure eKcneprHu craHoBlll[a

con 06 A
Bepcur l.l

crp.3 or 4



EKKH r:racyea no BcrKa eaHa or roqKl{re or aHeBHH' pea rpu cna3BaHe na COfl 02 na

KOM I,tCII'TA;

6.7 llpn ycrauoneHl nponycKtl B AoKyMeHraqHf,ra no ou'eH'BaHllre 3a'IBreHHJt 3a KrI'IHI4qHU

[3nHTBaHr.r, ,r 3a c.bulecrBeH' nio*a* KOMMCU,Ta B3eMa peureH,e 3a ornpaB'He Ha

ncKaHe 3a np"Ao"'u""" Ha AoncnHnrerHa lrutpopuauur

tori-oo-O"p"vlrp-02-HcraHe 3a npeAocraB'He Ha AontrlHurerlHa r'rHtfopuaqux;

6.8 Cerperapm Ha KoMl'lcuqra o6errurnpa B3erlITe peueHlrc or 3aceaaHuero B npmoKon'

roiro ce noAnucBa or BcH'lKI't "e"o'b 
Ha KoMIlclLTa npucbcrBanu Ha 3aceaaHl{ero'

6.9 Peruesllsra ua EKKI4 or cr'orBerHoro 3aceAaHlte ce oQopltm oT cexperapr/rexuu'r-ecru

cr,rDv.rlHllK ua KoMlc,rcra B npoe(T ua craHost4ue/HcKaHe 3a npeAocraBflHe Ha

,*$op"uu,n, B cpoK ao 5 auu or [poBexAaHe Ha 3aceaaHl'Iero;

6.10 IlpOerrure Ha cT aHost4UIe/HcKaHe 3a npeAocTaB'He sa un$opuaqu-s ce

npeAocraBflT 3a nperneA H noAnuc Ha npeaceaarenr/sauecrulrr-npeAceAareJl Ha

EKKH, xo 'ro rH npernexAa H noAnllcBa B cpoK or I pa6o'reu aen;

6.ll lloanncaHHTe craHoslaue/ucraHe sa npeAocraar-ne ua uui[opuaqu' ce 3aBexAar

or cerperapr/rexrr,""*'-"""'pio"* u e'raC DOCMAN u ce npeAcraB'r Ha HAJI vpe:

CTIS.

ETPIT{TIA KOMHCI4' 3A KJII4HI,IqHH H3IIHTBAHhq

Crau4aprHa oneparfiBHa nPoueaYPa N 06 A

HsaasaHe Ha gTaHoBI'Iua 3a Pa3Pe IIIABAHE HA KIHHI4qH}'t H3NHTBAHfi 
'

H C'b[lecTBeH]t

npoMeHu or Eru'{Hara KoMHcH' 3a KJII'IHI'lqHll I'I3nHTBaHH' nOcTT'jnHJIH qpe3

HsdopMaIIHO HHATA c creMa 3a rcl HHHqHU H3NT{TBAH r4c /CTIS/

con 06 A
Bepcna I .l

c'rp.4 or 4


