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Ky Intertek

PA3SSCHEHHE

Ha ocroBanue 4ya.1016, aa.6 ot 3akona 3a obmecrBenure nopwruku /30I1/,
BBB Bpb3Ka C NOCTHIINAO Ha 19.04.2016r. nckaHe 3a NpenoCcTaBgHE HA Pa3siCHEHUE
OT CTpaHa Ha KaHAMWJAT IIOAYYHMA JOKYMEHTAIlMs 3a y4YacTHE B Ipoueaypa 3a usbop
Ha U3II'bAHHUTEA Ha [OroBOP IIO obliecTBeHaA NOpbYKa 0 pena Ha 3O0II, ¢ npeamer:
»IIEpPHUOAUYHU NOCTABKH Ha AE3UH(EKTAHTH 3a Hyxaure Ha “MBAA-Byprac’All”,
IIpaBUM CA€JHHUTE pPAa3siCHEHHMs II0 [JOKyMEHTalMsTa 3a IIpPOBEX/JAHE Ha
npoueaypara:
[To obocobena mosunumss Nol- Ilpemaparu 3a ae3nH(EKIHS Ha IOBBPXHOCTH
6OAHHYEH HHBEHTAp, KOPHUAOPH, CAHUTAPHHU BBH3AHU, IIOJAOTH, OIIEPALIMOHHH 3aAH,
A€KapCKH KabHWHETH, aCaHChOPU U APYTIH,KaKTO CAEIBA:
INosnumus 1.1. C aanexuau Ha BOAHA OCHOBA C TAYTApPOB aAAEXHA U TAHOKCaA
- [a He cpabpxkaT opMasaeXU/
- Ja € ¢ HmHUpPOK CHEKThP Ha [AE€HUCTBHE: OaKTEPHLUAHO, BHUPYCOLMIHO
((Adeno,Rota,Vaccinia,Polio) n Bupycueytpammsupawo (HBV,HCV HIV)zaeiictue

Benpoc 1: Illle 6boar AM [OONMyCHATH YYACTHUIH, YUHUTO AANEXUIHU IIPOAYKTH
CBABPKAT TAYTAPOB aANEXHU[, HO HE ChABbpP¥KAT MyTareHHaTa CbhCTaBKa ['AHMOKcaa H
KaHILIEPOT€HHATa CBhCTaBKa (opMasexyu] M HMaAT TI'OPEIIOCOYEHOTO H3HCKBAHE 3a
CIIEKTHP Ha AEHCTBUE, 3a A CE€ PA3UIUPH 00OXBATHT HA IIPEeJAaTaHUTE IIPOAYKTH YPE3
JOIMyCKaHe Ha MO-IIHPOK KPBI YYACTHUNH, PECIIEKTHUBHO [la C€ IIOCTUTHE HaH-HHUCKA
npensaraHa IeHa M Ja Ce 3allMTH 3ApaBeToO Ha IMAalMEHTHTE U II€PCOHajaa, B
CBOTBETCTBHE C wu3uckBaHudata Ha PEICAAMEHT (EC) Ne528/2012 HA
EBPOITEMCKHS [TAPAAMEHT Y HA CBBETA OT 22 mait 2012 roguna?

OrroBop Ha Benpoc Nel:

Ha, me Oboatr AOIMyCHATH YYACTHUOM,YUATO aAAECXUIAHH IIPOAYKTH CBHABPKAT
TAYyTApPOB aAl€XHJ H OTroBapsAT Ha H3UCKBAHHUATA 3a CIEKThp Ha [OEHCTBHE.
OunenaBaHeTO0 Ha IPEIAOKEHHSATA Ha YYaACTHHULUTE CE€ H3BbpIIBA CBrAACHO
3aA0XKEHHUTE KPHUTEPHUH 34 OLIEHKA Ha IIPENAOKEHHATAa U HA4duH 3a OIPEEcAdHE Ha

TEXKECTTA UM B KOMIIAEKCHATA OLICHKA Ha IIPEJAOKEHHETO CBIAACHO YCAOBHSATA HA
nybAanyHaTa okaHa.

IMo3nuus 1.2. 3a pUCKOBH IIOMEIIEHHUS U KpaiHa Ne3WH(EKIUS Ha TOBHPXHOCTH.
HsuckBanuga: [la HE cpabpxka dopMasnexun, [la € ¢ IIMPOK CIEKTHhP Ha ACHCTBHE:
6axTepuuuano (Bki1. Tbe,MRSA),byHrunuano,Bupycounaio (Adeno,Rota,Vaccinia,Polio) u
BupycHeytpanusupawio (HBV, HCV,HIV); [la uputexaBar CHOpPOLUHIHH CBOHCTBA —
€KCrno3uuus 10 60 MUHYTH;


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

Benpoc 2: Hama aM ga € mo-mpaBHAHO 3a Oa C€ MAOIyCHAT IIOBEYE€ OT €AUH
y4acTHHLUH, Aa 6pae n3bpaH npenapar ¢ AEHCTBHTEAHO CIIOPOLMAHO ACHCTBHE, KATO
3a lieaTa C€ IMpPEeAsdBH HIHCKBAHETO 3a [JOKa3BaHE Ha CIIOPOLHMAHO JAEHCTBHE
cpraacHo craHaapra EN 13704:2002r. ¢ TectoBuH cmnopu Ha B.Subtilis, 6e3
OrPAaHUYEHHE 32 BPEMETO Ha €KCITO3UILHS ?

OTrosop Ha Benpoc Ne2:
[a, me 6paaT AOMyCHATH YYACTHHULM OTIOBapPSIIIM Ha U3UCKBAHUATA 3a [Ipelapara.

ITosanumusa 1.3 Bes3 aagexuau u HAC
Jla ca ¢ mupok cnekTbp Ha gdeiictBue:  OaktepuumaHo ( Bki.  MRSA,

Tbe),pynrununno,supycounnio (Adeno, Papova, Rota) u Bupycueyrpaausupamo (HBV,
HCV,HIV)

Benpoc 3: Hama am na e mo-nmpaBHAHO 3a OOAHHIIATA [ga CE€ AOIyCHAT IIOBEYe OT
€IUH yJacTHHLM, KaTo ObAaT AONycHATH U mOpenapatH cbabpxamy YAC u/uan
aAKHAAMHH, 3a [1a C€ IIOCTUTHE Hal-HUCKA IIpefaaraHa 1eHa?

OTrrosop Ha Bwsnpoc Ne 3:

[a, e 6baaT JONyCHATH U YYaCTHHIM, YUHUTO Npenapatd cpabpxat YAC u/uan
aAKHAAMHUHH.

OueHgBaHETO Ha IIPEJAOKEHHSITA HA YYACTHULHTE CE€ H3BBPIIBA CBLAACHO
3aA0KEHUTE KPHUTEPHH 3a OLEHKA Ha MPENAOKEHHUATA U HAYUH 3a OIpeacAssHE Ha

TEXKECTTaA UM B KOMIIAEKCHATA OILlEHKa Ha IIPEAAOXKEHHETO ChrAaaCHO YCAOBHATA Ha
nybaudYHaTa NoKaHa.

O6ocobena mosuuusa Ne3
IIpenapaTty 3a XUTHeHHA U XUPYPrudHa Ae3uHGEKIHS Ha PBLE
3.1 IlpenapaTu 3a XUr'ME€HHaA U XUPYpPruyHa ae3uH(peKIHsi Ha PhlEe Ha 0a3ara Ha

KOMOHMHAIMS OT ABa asKoxoaa, 6e3 Haanyue Ha YAC u GEH3aAKOHHEB XAOPHUL.
H3uckBanuda:

C 6pp30 AeHcTBHE 3a 2 MUHYTH 3a XUPYPTUYHA Ae3UHQEKITHS.

BbrnpocNe4: Hama AM ga € DO-IpaBUAHO /A C€ Cla3u CBOTBETCTBHETO C
H3MCKBaHUATA Ha CTaHAapTa, KaTo Ce IIPOMEHH TOPENOCOYEHOTO HM3HCKBAaHE 3a
ObppP30 ACHCTBHE NIPHU XUPYPrUYHA AE€3WH(EKIIUG OT 2 MUHYTH Ha 3 MHUHYTH.

OtroBop Ha Benpoc Ne 4:
dakThT,4€ Ha I[a3apa ce pasdpeuraBa yrnorpebara Ha gAe3HMH(MEKTAHTH C OBP30
AeHcTBHUE [0 2 MHHYTH, 3a XUpPyprudyHa MAE€3HH(pEKIMd Ha pblie, I10KasBa,de
U3UCKBaHHUATA HE ca B pa3pe3 C H3UCKBaHUATA Ha ,MEOHUMHCKH CTaHAapT II0
nnpopHAaKTHKA U KOHTPOA Ha BbTPEeOOAHHYHHUTE HH(DEKIINH .

Haanynero wHa crpykTtypHH emunnuu B ,MBAA-Byprac” AJ/l, kouto ca
BHCOKOPHCKOBH, M3HCKBa Ae4eOHOTO 3aBeJeHHE Ja TbhPCH/ | Hali-KpaTkKara
€KCIIO3UIHS 32 U3II'bAHEHHE.
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