
PA3~CHEHHE 

Ha OCHOBaIUle ":IA.10 16, aA.6 OT 3aKOHa 3a 06mecTBeHlue rrop1>'iKH /30rI/, 
B'bB Bp'b3Ka C rrOCT'brrl1i\O Ha 19.04.2016r. l1CKaHe 3a rrpe,uoCTaB5IHe Ha pa35ICHeHl1e 
OT CTpaHa Ha KaH,ul1,uaT rroAyn'Il1i\ ,uoKYMeHTaIl.l15I 3a yn'IaCTl1e B rrpoll.e.uypa 3a 11360p 
Ha 113rr'bAHl1TeA Ha ,uoroBop rro 06mecTBeHa rrop1>'iKa rro pe,ua Ha 30rI, C rrpe,uMeT: 
"rIepl1o,ul1'iHl1 ,uOCTaBKl1 Ha ,ue311H<peKTaHTl1 3a HpK,ul1Te Ha "MEAA-Eyprac"A.LJ.", 
rrpaBl1M CAe,uHl1Te pa35ICHeHl15I rro ,uoKYMeHTaIl.l15ITa 3a rrpOBe)K,ll.aHe Ha 
rrp0ll.e.uypaTa: 
rIo 060c06eHa rr0311ll.115I NQ 1­ rIperrapaTl1 3a ,ue311H<peK1I.115I Ha rrOB'bPXHOCTl1 
60AHl1'ieH l1HBeHTap, KOpl1,uOpl1, CaHl1TapHl1 B'b3Al1, rrOJJ:i\orl1, orrepaIl.110HHl1 3aAl1, 

AeKapcKH Ka611HeTl1, aCaHCbOpl1 11 ,upyrl1,KaKTO CAe,uBa: 

n03HIlHSI 1.1. C aA,ueXl1,ul1 Ha Bo,uHa OCHOBa C myTapoB ai\JJ:eXH,u 11 rA110KCaA 


.lla He cn,u'b p)KaT <popMai\JJ:eXl1,u 

.lla e C 111l1pOK CrreKT'bp Ha ,uel1:cTBl1e: 6aKTepl1ll.11,uHO, Bl1pyCOll.l1,uH0 
((Adeno,Rota,Vaccinia,Polio) H BHpYCHeYTpaJiH3Hpawo (HBV,HCV,HIV)lleHCTBHe 

B'hUpoC 1: llI.e 6'b,uaT All ,uorrycHaTl1 yn'IaCTHl1ll.l1, 'il1l1TO ai\JJ:eXl1,uHl1 rrpO,UyKTl1 
cn,u'bp)KaT rAYTapOB aA,ueXl1,u, HO He cn,u'bp)KaT MYTareHHaTa cnCTaBKa rA110KCaA 11 
KaHll.eporeHHaTa cncTaBKa <popMai\JJ:eXl1,u 11 l1MaT roperrOCO'ieHOTO 11311CKBaHe 3a 
CrreKT'bp Ha ,ueHCTBl1e, 3a ,ua ce pa3111l1pl1 06XBaT'bT Ha rrpeJJ:i\araHl1Te rrpOJJ:YKTl1 'ipe3 
,uorrycKaHe Ha rrO-llll1pOK Kp1>r yn'IaCTHl1ll.l1, peCrreKTl1BHO ,ua ce rrOCTl1rHe HaR-Hl1CKa 
rrpeJJ:i\araHa ll.eHa 11 ,ua ce 3aIII.I1Tl1 3,uPaBeTO Ha rraIl.l1eHTl1Te 11 rrepCOHaAa, B 
cnOTBeTCTBl1e C 11311CKBaHl15ITa Ha PErAAMEHT (EC) NQ528/20 12 HA 
EBPOrIEI1CKI15I I1APAAMEHT 11 HA CbBETA OT 22 MaR 2012 ro,ul1Ha? 

OTrOBOp Ha B'hupoC N!!l: 
.lla, me 6'b,uaT ,uorrycHaTl1 yn'IacTHl1ll.l1,'il1l1TO ai\JJ:eXl1,uHl1 rrpo.uyKTl1 cn,u'bp)KaT 
rAYTapoB aA,ueXl1,u 11 oTrOBap5IT Ha 11311CKBaHl15ITa 3a CrreKT'bp Ha ,ueHCTBl1e. 
Oll.eH5IBaHeTO Ha rrpeJJ:i\O)KeHl15ITa Ha yn'IacTHl1ll.l1Te ce 113B'bplllBa cnrAacHo 
3aAO)KeHl1Te Kpl1Tepl1l1 3a Oll.eHKa Ha rrpeJJ:i\O)KeHl15ITa 11 Ha'il1H 3a orrpe,uei\5IHe Ha 
Te)KeCTTa 11M B KOMrrAeKCHaTa Oll.eHKa Ha rrpeJJ:i\O)KeHl1eTO cnrAacHo YCAOBl15ITa Ha 
rry6Al1'iHaTa rrOKaHa. 

n03HIlHSI 1.2. 3a Pl1CKOBl1 rrOMemeHl15I 11 KpaHHa ,ue311H<peKll.115I Ha rrOB'bpXHOCTl1. 
11311cKBaHl15I: .lla He cn,u'bp)Ka <popMai\JJ:eXl1,u, .lla e C 111l1pOK CrreKT'bp Ha ,ueHCTBl1e: 
6aKTepHUHLJ.HO (BKJl.Tbc,MRSA),CPYHrHUHLJ.HO,BHpYCOUHLJ.HO (Adeno,Rota,Vaccinia,Poiio) H 
BHpYCHeYTpaJiH3Hpawo (HBV, HCV,HIV); )J,a npHTe)!(aBaT cnOpOUHLJ.HH CBOHCTBa ­
eKcn03HUH5I LJ.O 60 MHHYTH; 

http:cnOpOUHLJ.HH
http:BKJl.Tbc,MRSA),CPYHrHUHLJ.HO,BHpYCOUHLJ.HO
http:6aKTepHUHLJ.HO
http:yn'IaCTHl1ll.l1
http:yn'IaCTHl1ll.l1
http:MEAA-Eyprac"A.LJ


B'hlIpoC 2: H5IMa i\H ,L(a e rro-rrpaBHi\HO 3a ,L(a ce ,L(orrycHaT rrOBe"Ie OT e,L(HH 

y<IaCTHHIJ,H, ,L(a 6'b,L(e H36paH rrperrapaT C ,L(eiicTBHTei\HO CrrOpOIJ,H,L(HO ,L(eiiCTBHe, KaTO 

3a IJ,ei\Ta ce rrpe,L(5IBH H3HCKBaHeTO 3a ,L(OKa3BaHe Ha CrrOpOIJ,H,L(HO ,L(eiiCTBHe 

C'bri\aCHO CTaH,L(apTa EN 13704:2002r. C TeCTOBH crropH Ha B.Subtilis, 6e3 

OrpaHH"IeHHe 3a BpeMeTO Ha eKCrr03HIJ,H5I? 

OTrOBOp Ha B'hlIpoC NQ2: 
,lLa, lll.e 6'b,L(aT ,L(OrrycHaTH y<IaCTHHIJ,H oTroBap5Illl.H Ha H3HCKBaHH5ITa 3a rrperrapaTa. 

D03HII.HSI 1.3 Be3 M,L(eXH,L(H H t.JAC 

)J.a ca c umpoK cneKTbp Ha }leliCTBHe: 6aKTepHUH}lHO ( BKJI. MRSA , 


Tbc) ,<PYHrHUH}lHO,BHPYCOUH}lHO (Adeno, Papova, Rota) H BHpycHeYTpaJIH3Hpawo (HBV, 

HCV,HIV) 

B'hlIpoC 3: H5IMa i\H ,L(a e rrO-rrpaBHi\HO 3a 60i\HHI.J,aTa ,L(a ce ,L(OrrycHaT rrOBe"Ie OT 

e,L(HH y<IacTHHIJ,H, KaTO 6'b,L(aT ,L(OrrycHaTH H rrperrapaTH C'b,L('bp)K~H l..JAC H/H.1ill 

MKHi\aMHH, 3a,L(a ce rrOCTHrHe HaH-HHCKa rrpe,L(i\araHa IJ,eHa? 

OTroBOP Ha B'hlIpoC NQ 3: 
,lLa, lll.e 6'b,L(aT ,L(OrrycHaTH H y<IaCTHHIJ,H , "IHHTO rrperrapaTH C'b,L('bp)KaT l..JAC H/Hi\H 

MKHi\aMHHH. 

o IJ,eH5IBaHeTO Ha rrpe,L(i\O)KeHH5ITa Ha y<IacTHHUHTe ce H3B'bpllIBa C'bri\aCHO 

3MO)KeHHTe KpHTepHH 3a OIJ,eHKa Ha rrpe,L(i\O)KeHH5ITa H Ha"IHH 3a orrpe,L(ei\5IHe Ha 

Te)KeCTTa HM B KOMIli\.eKCHaTa OIJ,eHKa Ha rrpe,L(i\O)KeHHeTO cnri\aCHO YCi\OBH5ITa Ha 

rry6i\H"IHaTa rrOKaHa. 

06oco6eHa II03HII.HSI NQ3 
ITperrapaTH 3a XHrHeHHa H xHpyprH"IHa ,L(e3HHcpeKIJ,H5I Ha p'bIJ,e 

3 .1 ITperrapaTH 3a XHrHeHHa H XHpyprH"IHa ,L(e3HHcpeKIJ,H5I Ha p'bIJ,e Ha 6a3aTa Ha 


KOM6HHaIJ,H5I OT ,L(Ba MKOXOi\a, 6e3 HMH"IHe Ha l..JAC H 6eH3MKoHHeB Xi\OPH,L(. 


H3HCKBaHH5I: 


C 6'bP30 ,L(eiiCTBHe 3a 2 MHHyTH 3a xHpyprH"IHa ,L(e3HHcpeKIJ,H5I. 


B'hlIpocNQ4: H5IMa i\H ,L(a e rro-rrpaBHi\Ho ,L(a ce crra3H C'bOTBeTCTBHeTO 

H3HCKBaHH5ITa Ha CTaH,L(apTa, KaTO ce rrpoMeHH roperrOCO"IeHOTO H3HCKBaHe 3a 

6'bP30 ,L(eiiCTBHe rrpH xHpyprH"IHa ,L(e3HHcpeKIJ,H5I OT 2 MHHYTH Ha 3 MHHYTH. 

OTrOBOp Ha B'hlIpoC NQ 4: 
<paKT'bT,"Ie Ha rra3apa ce pa3peillaBa yrroTpe6aTa Ha ,L(e3HHcpeKTaHTH C 6'bp30 

,L(eiiCTBHe ,L(O 2 MHHYTH, 3a xHpyprH"IHa ,L(e3HHcpeKIJ,H5I Ha p'bIJ,e , rrOKa3Ba,"Ie 

H3HCKBaHH5ITa He ca B pa3pe3 C H3HCKBaHH5ITa Ha " Me,L(HIJ,HHCKH CTaH,L(apT rro 

rrpocpHi\aKTHKa H KOHTPOi\ Ha B'bTpe6oi\HH"IHHTe HHcpeKIJ,HH". 

HMH"IHeTO Ha CTPYKTYpHH e,L(HHHIJ,H B "MBM-Byprac" A.a, KOHTO ca 

BHCOKOPHCKOBH, H3HCKBa i\e"Ie6HOTO 3aBe,L(eHHe ,L(a T'bPCH HaH-KpaTKaTa 

eKCrr03HIJ,H5I 3a H3rr'bi\HeHHe. 

C 


