HAPEJIGA Ne 3 OT 8§ MAI 2013 I'. 3A YTBBPKJIABAHETO HA
MEIUIIUHCKHU CTAHIAPT I1O ITPEBEHIIUSA 1 KOHTPOJI HA
BbTPEBOJIHUYHUTE UHOEKIINUNU

B cunaom 11.05.2013 2.
H30a0ena om Munucmepcmeomo na 30pageonazsaneno

Oon. /[B. op.43 om 14 Mait 2013e.

Unen enuncteeH. (1) C ta3u Hapenba ce yTBbpKIaBa MEAUIIMHCKH CTAHIAPT IO MMPEBEHIIUSA U
KOHTpOJI Ha B’pr660JIHI/I‘-IHI/ITe I/IH(])GKLII/II/I ChIVIAaCHO IPHUIIOKCHUCTO.

(2) CrapmaprsT mo am. 1 wMa 3a men Ja MOJOOPH KadyecTBOTO M 0O€30MacHOCTTa Ha
MCIHUIIMHCKATa IIOMOII 4Ype3 HaMaldBaHC 4YCCTOTaTa Ha B’pr€6OJ'IHI/I‘-IHI/ITe I/IH(I)CKL[I/II/I, KakTO U Ja
OTPaHHYH PA3MPOCTPAHCHUETO HA AHTUMUKPOOHATA PE3UCTEHTHOCT.

JlonbJIHUTETHH pa3nopenon

§ 1. ITo cmMucwia Ha HapenoOara:

1. "PaGoTHHK" € BCSKO JIHMIIE, KOETO € HACTO B JICUeOHO 3aBE/ICHUE, BKIIOUUTEITHO 00yUYaBaIiuTe
Ce WU CTaXaHTHUTE - 32 BpEMETO Ha 00y4YeHHe, CTaX U MPaKTHUKA.

2. "PabotHm MecTa" ca BCHYKH CTPYKTypH/MecTa B JICYCOHHUTE 3aBEICHHUS, B KOUTO C€
OCBIIECTBSABAT ACHHOCTH MO MPOQPUIAKTHKA, JUATHOCTUKA, JICICHUE U PEXaOUTUTAIHS.

3. "Paboromaren" e 1eueOHO 3aBeIeHUE IO CMUCHIA Ha 3aKOHAa 34 JIEUEOHUTE 3aBEICHUS.

4. "Octpu mpeametu" ca NMpeAMETH WIA WHCTPYMEHTH, HEOOXOIWMH 3a M3BBPIIBAHETO HA
crenupUYHA 3IpaBHU ACHHOCTH, KOUTO MOTaT Jla pekaT, MpoOoKIaT, MPUYUHSABAT HapaHABaHE W/UIU
UHQEKIHSL.

5. "Hepapxus Ha MepkuTe" € peqbT Ha e(UKACHOCT HAa M30ArBAHETO, MPEMAXBAHETO H
HaMaJISIBAHETO HA PUCKOBE MO cMHCHIA Ha wi. 4, 16, 26 u 29 or 3akoHa 3a 3ApaBOCIOBHU U O€30MaCHU
yCIIOBUS Ha TPYA.

6. "[IpeBaHTHBHU MEpKU" ca MEPKH, MPEANPUETH 3a MPEAOTBPATIBAHE HA HAPAHSIBAHUS W/WIH
pasnpocTpaHeHue Ha MH(PEKIHMH TPU TMPEJOCTABIHETO HA YCIYTHM W JIEWHOCTH, MPSKO CBBP3aHU ChC
CEeKTOpa Ha 3ApaBeola3BaHETO, BKIIOYUTEIIHO M3IMOI3BAHETO HA Hal-0€30MacHOTO HEOOXOAMMO
o0opyzBaHe, Bb3 OCHOBAa Ha OIEHKa HAa PHCKAa M METOIUTE 3a 0e30macHO 00e3BpexaaHe Ha OCTPH
peaIMETH.

7. "llpencraBurenn Ha pabOTHHLUTE" ca TPEACTABUTEIUTE MO CMHUCHIA HA WI. 7, al. 2 OT
Konexkca Ha Tpyna.

8. "l[IpencraBuren Ha paboTemuTe Mo 6€30MACHOCT U 37paBe MpH padoTa" € MPeACTaBUTEIIAT 10
cmuchiaa Ha 8 1, T. 20 OT JOMBJIHUTEIHUTE pasnopeadn Ha 3aKOoHA 3a 3APaBOCIOBHH M 0OE30MACHH
YCIIOBUS Ha TPY/I.

9. "llogu3nmbnHuTten" € BCAKO JIMIE, KOETO MpearnpueMa JeWCTBUS BbB Bpb3Ka C YCIyTd H
NEHHOCTH, TIPSIKO CBBbP3aHU CHC CEKTOpa Ha 3/7pPaBEONa3BaHETO, B PAMKHUTE Ha JOTOBOPHU OTHOIICHUS,
YCTaHOBEHHU C paboTojaress.

8 2. C ra3u Hapenba ce BbBekaaT m3nckBanuara Ha Jlupekrusa 2010/32/EC ua Coeera ot 10
mait 2010 r. 3a mpuiaraHe Ha PaMKOBOTO criopa3yMeHHE 3a NMPEBEHLUS HA HApaHSBAaHHUATA C OCTPH



NpeMETH B CEKTOpa Ha 3/IpaBeola3BaHETO U OONHUIMTE, cKitoueHo Mexxay HOSPEEM u EPSU (OB,
L134,01.06.20101.).

IIpexonnu u 3aK/IKOYNTETHN pa3nopeadu

§ 3. Hapen6ara Biu3a B cuna ot 11 maii 2013 1.

8 4. Hapenbara ce m3maBa Ha ocHOBaHHe WiI. 6, an. 1 or 3akoHa 3a jeuycOHMTE 3aBEACHUSI H
otmens Hapenba Ne 39 ot 2010 r. 3a yTBbp:kK/IaBaHEe Ha MEAULMHCKUA CTAaHIAPT MO MPOPHIAKTUKA U
KOHTpOJI Ha BbTpebonHnunnTe nHpexuun (B, 6p. 69 ot 2010 r.).

§ 5. MUHHCTBPBT Ha 3/IpaBEOIIa3BAaHETO J]aBa yKa3aHM 110 MMPUIaraHeTo Ha Hapeaoara.

8§ 6. KoHTpoabT 10 H3NBIHEHHE Ha Hapeabara ce OCBHIIECCTBIBA OT MHUHHCTbpPa Ha
3/IpaBeoNa3BaHeTO, PETHOHATHUTE 3/IpaBHU MHCIICKIHH, M3mbiHuTeHA areHiys "MeIuuHCKH oauT" 1
OpraHUTE Ha YNpaBJICHUE Ha JICUCOHUTE 3aBEICHUSI.

HpI/IJ'IO)KeHI/Ie KBbM YJICH CANHCTBCH

MEJINIIMHCKA CTAHJIAPT
TIPEBEHIINS 1 KOHTPOJI HA BETPEBOJTHUUYHUTE NHOEKLINA (BBN)

I. OCHOBHA XAPAKTEPUCTHUKA HA TIIPEBEHIIUATA W KOHTPOJIA HA
BbTPEBOJIHUYHUTE UHOEKIINN

1. lebununms, OCHOBHU [ENTU WU 3aJa4d HA MPEBEHIMATA U KOHTPOJIA Ha BHTPEOOTHUIHHUTE
unpexuu (BBN):

1.1. OcHOBHU 1eNM W 3aJla4¥ Ha TO3W CTaHIAPT Ca OrpaHWYaBaHE HA Pa3NpPOCTPAHECHUETO HA
BBU u Ha anTHMuKpOOHaTa pe3ucteHTHOCT (AMP) mocpencTBomM ynpakHsBaHE Ha €MHASMHOJIOTHYCH
HAJ30p ¥ KOHTPOJI U CUCTEMHO MPOBEXKIaHEe Ha MPOPUIAKTUIHH MEPKHU.

1.2. Tlo cmuchra HAa HACTOSAMIMA CTAaHAAPT TEPMHUHBT "BBTPEOONTHWYHM WHGpEKIuu" e
paBHO3HAYeH C TEPMHUHUTE "HO30KOMHUANHM WHPeKuuu" M "MH(EKIUH, CBbP3aHU C MEIUIITHCKO
obcmyxBaHe". 3a BbTpeOOTHUYHU HHPEKITUN CE CUNTAT:

1.2.1. undekuunte, NPUAOOUTH OT MAIMEHT BbB BPh3Ka C METUIIMHCKO OOCITy>KBaHE MO MOBOJ
Ha JIpyro 3a00JsBaHeE;

1.2.2. undexununte, NpuI0OUTH OT MEAULIMHCKH WX IPYT MEPCOHAN, KAaKTO U CHEIHAIU3aHTH,
CTYJIEHTH W Jpyru oOydamamiu ce Jmna B JieueOHo 3aBeneHue (JI3), BEB Bpb3ka ¢ OOCIyKBaHETO Ha
NAlUeHTUTe, B T.4. U IPU HApaHSIBAHUS C OCTPU MIPEIMETH.

1.3. AHTHMHKpOOHAaTa pPE3UCTEHTHOCT € OuonornueH (QEeHOMEH, MPH KOUTO OakTepuuTe
MPOIBJDKABAT CHIECTBYBAHETO CH B MPHUCHCTBHETO HA AHTHOAKTEPHATHO CPEICTBO, JIOPH B 1034,
Mo-roJisiMa OT TeparneBTHYHaTa. ToBa € HeONarompusiTHa, HO €CTECTBEHAa OHMOJOTMYHA MOCJEIUIA OT
MPWIOKEHUETO Ha AaHTUMUKPOOHU cpenctBa. Bogema mpuunHa 3a OBP30TO pa3BUTHE U IIMPOKOTO
pasnpocTpaHeHHEe Ha PE3UCTEHTHOCTTAa € HEpaIOHATHOTO NpujaraHe Ha aHTHOWOTULIUTE (HE IO
MOKa3aHMs, HENmpaBWIeH U300p Ha aHTUMUKPOOHO CpEACTBO WJIM TPUIIOKEHO B HEaJleKBaTeH



TEpaneBTUYCH PEKUM), KOETO OKa3Ba JOMBIHUTEICH CEJICKTUBEH AHTUOMOTHYECH HATHCK.

2. OCHOBHHM JIEHHOCTH U MEPKH IO HaA30pa, mpoduiakTukara U koutposa Ha BBU u AMP

C TO3M cTaHAapT ce periaMEeHTUpaT OCHOBHUTE JACMHOCTM M MEpPKH IO Haa30pa,
npoduIakTUKara U KoHTpoia Ha BBU, KakTo M OCHOBHUTE NEHHOCTH W MEpPKH 32 OrpaHUYaBaHE Ha
pasnpocTtpanenreTo Ha AMP:

2.1. Hagzopst Ha BB 1 AMP npencraBnsiBa CUCTEMHO IIPOyYBaHE, PETUCTPUPAHE U aHAIIN3
Ha MeAMIMHCKaTa uHopMalus C [ell IUIaHUpaHe M MPOBEXJaHE Ha MPOTHBOCMUIEMHYHU MEPKU U
MEpKH 3a orpanudaBane Ha AMP, olieHka Ha TsAXHaTa €PEKTUBHOCT, KAKTO U OCUTYpsIBAHE Ha oOpaTHa
Bpb3Ka JI0 BCHUYKM 3BEHA, ydacTBamlM B Ham3opa. OCHOBHaTa Iesl Ha HAA30pa € OrpaHUYaBaHE Ha
Bb3HHUKBAaHETO U pa3znpocTpaHeHuero Ha BB u AMP.

2.2. Tlpodpwiaktukara (npeBennusara) Ha BB e mpuiarane Ha KOMIUIEKCEH IMOIXOM, KOWUTO
BKJIIOYBA CHEIU(UYHU €eMEHTH, HACOUCHU KBbM 3all[UTa Ha MalUEHTUTE M MEpCcoHala Ha JiedeOHUTE
3aBEICHUS C 11eJ1 OTpaHUYaBaHe 0 Bb3MOXKHUS MUHUMYM Bb3HUKBAHETO U pasnpocTpaHeHueTo Ha BBU.

2.3. Tlpodunakrukara (mpeBeHnmsTa) Ha AMP ce ocHOBaBa Ha pamMoOHajHa ymnoTpeda Ha
AHTUMHUKPOOHHM CpEJICTBA, TapaHTUpaHa OT TIbBKaBa M MEPHOAMYHO OOHOBSIBAaHA AHTHOMOTHYHA
MOJIUTHKA, Pa3yMHO U3I0JI3BaHE Ha aHTUOMOTHIIM 3a MPO(UIAKTUKA U JICYEHHE C 11eJ1 OrpaHnYaBaHe Ha
MosiBaTa Ha MHUKPOOPTaHW3MH C MHOXKECTBEHA PE3UCTEHTHOCT, MOHHTOPHUPAHE HAa AHTUOMOTHUYHATA
ynotrpeba 1 MUKpOOHATa PE3UCTEHTHOCT.

24. KoutponbT Ha enuaeMudeH B3puB oT BBU mpencraBisBa mpeampueMaHe Ha
MPEIBAPUTETTHO TIUIAHWPAHU MEPKHU, BKIIOYBAIIM: TPOBEXKIAHE HA EMUJAEMHOJOTUYHO MPOYyYBaHE,
omnpenensiHe Ha WISHTUYHOCTTa HAa NMPUYMHUTENUTE, OLEHKA HAa pHUCKA, aHalM3 Ha IsUlaTa HaJudHa
uHpOpMAIHS U PEANPUEMaHe Ha MEPKH 3a MIPEOTBPATSIBAHE HA TIO-HATATHITHOTO PA3MPOCTPAHCHHE HA
uHbekuuara. Cien nmpukiIoYBaHe Ha Bb3HUKHAJ B3pUB oT BB Ha 0a3ara Ha peTpoClneKTUBEH aHAIHU3
ce OlleHsBa €(PEKTUBHOCTTA HA MPEANPUETUTE MEPKH U CE€ ONTUMU3HUPAT CTPATETUUTE 3a MPEBEHIIHS Ha
MIOCJIE/IBAILNA B3PUBOBE.

2.5. 3a koHTpONn Ha enmuAEMHYEH B3pHB OT WMH(MEKIHNH, MPUIMHEHH OT MHUKPOOPTaHU3MHU C
nokazana AMP, 3aIbIDKATENTHO ce TTpriIara KOMIUIEKCHT OT MEPKH 3a YIPaBJIEHUE HA B3PHUBA YCIIOPEIHO
ChC 3aCHJICH KOHTPOJI Ha aHTUOMOTUYHATA yoTpeda ¢ e u30ArBaHe Ha JOMBIHUTEIHO CEIEKTHPAHE U
pasnpocTpaHeHre Ha PE3UCTEHTHOCTTA.

3. UHTepaucMIuIMHapHa JeHHOCT B 001acTTa Ha mpoduiIakTUuKara U KoHTposa Ha BB

[Mpodunakrtukata u koHTponbT Ha BBU mpencramBnsBar MHTEPIUCIUIUIMHAPHA IEHHOCT U
OTTOBOPHOCT Ha LTS MEpPCOHAN Ha BCAKO JIEYEOHO 3aBelleHue: JIEKapH, CIELUUAINCTH MO 3ApaBHU
TpUXH, papMaleBTH, TEXHUYECKH TIEPCOHAI, CTICIIUAIM3AHTH, CTYICHTH, APYT 00yUyaBall ce IepcoHall u
Ap.

3.1. Je#tnocture no npodunakruka Ha BBU ce ochiecTssBar oT:

311  BCHYKM  MCIWIMHCKHA  CICHHAJIUCTH,  YIPAKHABANIM  NPO(QHUIAKTHYHA |
ne4yeOHO-IMarHOCTUYHA JIEHHOCT;

3.1.2. HeMeMIIMHCKHS TIEPCOHAJI, YHITO JACHHOCT KpUEe PHCK OT BH3HHMKBAHE W TpeJaBaHe Ha
BBU;

3.1.3. crienmanu3aHTH, CTYACHTH U Ipyryu 00ydaBaIiy ce B JIeUeOHOTO 3aBE/ICHHE.

3.2. JeitHocTHUTE 110 Haa30pa U KoHTposia Ha BBU ce ochbiiiecTBsIBaT OT:

3.2.1. ppKOBOIUTENS HA JIEYEOHOTO 3aBEACHHUE;

3.2.2. ompeneneHu OT PHKOBOAMTENS Ha JIEUeOHOTO 3aBECHHUE JIMIA/CKUIM MO KOHTPOJ Ha
UH(EKIMUTE;

3.2.3. komucuunte 1o BBU B s1eueOHuTE 3aBeaeHNS 32 OOJHUYHA [TOMOIIL

3.2.4. pbKOBOAUTENIUTE HA KIIMHUKH, OTACJICHUS U CEKTOPH;

3.2.5. nabopaTopusTa 1o MUKPOOHOJIOT S, O0CTy KBallla JICYCOHOTO 3aBEACHUE.

3.3. OTroBOpHOCT Ha PHKOBOJUTES HA JIEYEOHOTO 3aBe/ICHUE

3.3.1. pBKOBOAMTENAT Ha JIeYeOHOTO 3aBEeCHHE HOCH OTIOBOPHOCT 3a JEHHOCTUTE IIO



MpeaoTBpaTSIBaHe Ha PUCKA OT MH(MEKIMH MOCPEICTBOM MpUiIaraHe Ha Oe30MacHu CUCTeMH Ha paboTa
gpe3:

3.3.1.1. pa3paboTBaHe Ha IMOCJeAOBaTEIHA I[JIOCTHA TOJUTHKA 3a TPEBEHIUA, KOATO Ja
oOxBala TEXHOJOTHTAa, OpraHM3aIMsITa Ha pabdorara, YCJIOBUATA HA TPYH, CBHpP3aHUTE ¢ paborara
TICHXO-COIMAITHY (DaKTOPH U BB3IIEHCTBHETO Ha (pakTOpUTE, CBHP3aHK C padOTHATA Cpela;

3.3.1.2. cp3maBaHe Ha cpeia, B KOSATO CIY)KUTEIWTE W TEXHUTE MPEICTABUTENIM y4acTBaT B
pa3pabOTBaHETO HA MOJUTHKH U TPAKTHUKU BbB BPB3Ka ChC 3[JPaBETO M OE30MaCHOCTTA;

3.3.1.3. HacwkpuaBaHe Ha A0OpUTE MPAKTHKHA MO OTHOIIEHHWE HAa NPEJOTBPATSABAHETO H
PETHCTPUPAHETO HA MHIIHICHTH/3JIOMIOTYKH;

3.3.1.4. noBumaBane Ha UHGOPMUPAHOCTTA U OCUTYpsIBaHE Ha OOyYEHHE Ha MEePCOHANa;

3.3.1.5. ocurypsiBaHe Ha TPUXKH 32 MMOCTPAIATHN CITY)KHTETH, KOUTO BKJIFOUBAT NIPEJOCTABSIHE HA
npoHUIAKTHKA CJIEeJ CKCIO3WIMS W M3BHPIIBAHE HA HEOOXOAMMHUTE MEIUIUHCKH HW3CJICIBAHHSA, H
TIOJTXOJISITIIO METUITMHCKO HAOIOIEHUE, ICUCHUETO U PEeXaOMITUTALINATA;

3.3.1.6. ocurypsiBaHe Ha MEXaHU3MH, C KOUTO Jia TapaHTHUPAT, Y€ MOAM3ITBIHUTEINUTE CIIa3BaT
pasnopendute 3a 6e3omacHa paboTHa cpefia, B T.4. 32 MPe/a3BaHe OT HApaHSIBAHUS C OCTPHU TPEIMETH.

PrroBoguTeNMTE Ha NeUeOHUTE 3aBeicHUS PaOOTAT 3a€THO C MPEICTABUTEINTE Ha MepcoHaia
Ha CHOTBETHO DAaBHHMILE 32 IMPEMaxBaHE W MPEAOTBPATIBAHE HA PHUCKOBE, 3alllUTa HA 3APaBETO U
Oe3omacHOCTTa Ha paOOTHUIMTE W Ch3JaBaHEe Ha Oe3omacHa pabOTHAa cpena, BKIIOYHTEIIHO 4pe3
KOHCYJITAIlMM OTHOCHO M300pa u ymoTpebara Ha Ge3omacHO o0OpyABaHE C IEJ /1a C€ YCTaHOBHU Kak €
Hal-7o0pe Ja ce OCHIIEeCTBIBAT TMpollecuTe Ha oOyueHue, WH(OOPMHUpPAHE U TOBMIIABAHE Ha
OCBEJIOMEHOCTTA.

II. U3UCKBAHUA KbM JIMLHATA, OCBIIECTBABAILM ITIPOOECHUOHAJIHA
JIEMHOCT I10 ITPEBEHLIMS 1 KOHTPOJI HA BEU

1. HW3uckBaHus KbM JAEWHOCTTAa Ha CHELMAIUCTUTE IO OOJHMYHA XWTMEHA/NPEBEHLUS U
KOHTPOJI Ha HH(PEKIUUTE

1.1. UszuckBanus KkbM crenuanucta mo "bomHwdHa xurueHa (TIPEBEHIMS M KOHTPOJ Ha
uHbpekuuuTe)"

1.1.1. OtroBopHOCTH:

1.1.1.1. yyactre B ympaBJICHHE Ha IIporpamara 3a KOHTPOJ Ha HH(EKIuuTe (M3roTBSHE,
BbBEXK/aHE, YTBHPK/IaBaHE U OIIEHKA), B pa3pabOTBaHETO HA paOOTEH IJIaH U MPOEKTH;

1.1.1.2. oOyueHue Ha MEAUIIMHCKUS ITEPCOHAI 110 KOHTPOJI Ha HH(EKIIUUTE;

1.1.1.3. u3roTBsiHEe HA MPOIEAYPU MO KOHTPOJI Ha WHPEKIUUTE Bh3 OCHOBA HA MEIUIIUHCKUS
CTaHAAPT IO MPEBEHIMUS U KOHTpoJI Ha BBU;

1.1.1.4. BpBeXJaHE B MPAKTUKATa HA MIPOLIEAYPHUTE IO KOHTPOI HA HHPEKITUUTE,

1.1.1.5. KOHTpOJ HA AEHHOCTHUTE MO AC3MH(PEKINS U CTEPUITH3ALN Ha METUITMHCKUTE W3/ICIINS;

1.1.1.6. omuT 1 OIICHKA HA M3IBIHEHUETO;

1.1.1.7. peructpupane u ynpanieHue Ha B3puB ot BBU;

1.1.1.8. peructpupaHe Ha cllydyauTe Ha HapaHsBaHE C OCTPH MPEAMETH.

1.1.2. CpTpyaHHYH U TIOAKPENs IeHHOCTUTE Ha JieKaps 1o KoHTpol Ha uHdpeknuute (JIKH)

1.1.2.1. oueHka U ynpaBji€HHUE HA PUCKA;

1.1.2.2. ynpaBneHue Ha Ka4eCTBOTO;

1.1.2.3. opranusupane Ha cuctemara 3a Haa3op Ha BBU B JI3;

1.1.2.4. oma3BaHe 3ApaBETO HAa MEAMUIMHCKHS IEPCOHAN M OCUTypsiBaHE OE€30MacHOCT 3a
MAIMEHTHUTE;

1.1.2.5. pa3paboTBaHe Ha METUIIMHCKH MPOIIETYPH;

1.1.2.6. BbBeXKIaHE B MPAKTHKATa HA MEIUIIMHCKHU TIPOLIEIYPH;

1.1.2.7. ynpaBneHnue Ha ciiydanTe Ha HH(EKTUpaHU MMallMEeHTH WK TakuBa B puck oT BBU;

1.1.2.8. ynpaBieHue Ha Cilly4auTe Ha HApAHSABAaHUS C OCTPH NPEAMETH;



1.1.2.9. opranuzanus Ha paborara o koutpon Ha BBU B oTaenenusita;

1.1.2.10. excnepTHO CTaHOBWIIE B MpoIleca Ha MpHJIaraHe Ha IIOJIMTHKA 33 KOHTPOJ Ha
UH(DEKIUUTE;

1.1.2.11. yyacTue B Hay4YHU NPOYYBAHUA.

1.2. 3uckBaHus KbM JACHHOCTTA HA JIEKap - CICIHUAIMCT 10 KOHTPOJ Ha uHpekuuute "Jlekap
o koHTpoi Ha uHpekuure" (JIKIN)

1.2.1. pa3pabGoTBaHe Ha TonuIIHATA OOJHUYHA MpoTpamMa 3a nmpoduaakTuka U KoHTpod Ha BBU
¥ OrpaHruYaBaHe pasnpocTpaHeHneTo Ha AMP, paGoTeH 1u1aH U IPOEKTH;

1.2.2. ynpaBieHne Ha mporpamara 3a npoQuiakTHka W KoHTpon Ha BBU um orpanmuaBane
pasmpoctpaneHnero Ha AMP (BbBexkaaHe, yTBbPKIaBaHE U OIICHKA), PA0OTEH IUIaH U MPOEKTH;

1.2.3. excriepTHa JEHHOCT MO HAMpaBJICHUATA HAa KOHTpoJia Ha uHpekuuTe B JI3;

1.2.4. opranusupane Ha cucteMara 3a Haja3op Ha BB u AMP B JI3;

1.2.5. ynpasnenue (BbBEXIaHE, pa3BUTHE U OIICHKA) Ha Haa3opa Ha BB,

1.2.6. ananu3 u oOpaTHa Bpb3Ka ¢ MEAMIMHCKHS MEPCOHAT OTHOCHO JaHHHUTE OT Hala30pa U
U3ITBTHEHUETO Ha TPOIeIypUTE IO KOHTpoJa Ha nHpekuute B JI3;

1.2.7. peructpupane u ynpasieHue Ha B3puB oT BBU;

1.2.8. ynpaBiieHH€e Ha CIydyauTe Ha HapaHsBaHUA C OCTPHU NPEIMETH;

1.2.9. pa3paboTBaHe Ha CTaHAAPTHU MPOLEAYPHU IO 3PaBHU TPIKU M KOHTPOJI HA MH(EKIHUUTE,
B T.4. U [IPU HApAHSBAHUS C OCTPU NMPEIMETH;

1.2.10. BHenpsiBaHe B MpakTukata Ha JI3 Ha cTaHIApPTHU TPOLEAYPH IO 3APABHHU TPHKH H
KOHTPOJ Ha UH(EKIIUUTE;

1.2.11. omuT W OLEHKAa HAa M3MBIHEHHETO HAa CTAHIAPTHU MPOLEAYPH MO 3IpaBHU TPIXKUA U
KOHTPOJ Ha UH(EKIUUTE;

1.2.12. ona3BaHe 3/IpaBETO HAa MEIUIIMHCKHUS IEPCOHAT W OCUTypsiBaHe O€30MacHOCT 3a
MAIUEeHTUTE;

1.2.13. oOyueHue Ha MEAUIIMHCKUS IEPCOHAI TI0 KOHTPOJ HAa WH(EKIIMUTE;

1.2.14. opranusrpaHne ¥ NpoOBEKIaHE HA IPOYYBAHUS B PUCKOBU OTIEIICHMS;

1.2.15. u3roTBsiHE Ha aHAJIW3 M MPENOPHKU 3a MOAOOpSBaHE HA ACHMHOCTUTE MO KOHTPOJI Ha
BBU BB3 0CHOBa Ha pe3yJATATUTE OT MIPOBEACHUTE MPOYYBAHUS;

1.2.16. Hay4HHM IEHHOCTH B 00JIaCTTa HA KOHTPOJIA Ha HH(EKIIUUTE.

[Ipodecnonannu 3amadyMl ¥ KOMIIETEHIIMM IO 00JacT Ha JEHHOCTH Ha CHEIHAJUCTUTE TI0
KOHTPOJ Ha UH(DEKINHUTE

Ob6mact IIpodecnonaNHn 3a1a91 ¥ KOMICTCHITNH
1. YopaBneHue Ha mporpamMa 3a PaspabotBane 1 ocurypsBane
npodunakTuka ¥ KoHTpos Ha BBU | peanusupanero Ha IIporpama 3a
W porpama 3a OrpaHM4aBaHe Ha | IPO(UIAKTHKA U KOHTpoin Ha BBU n
AMP nporpamMa 3a orpanndaBane Ha AMP
VYipasieHue Ha MPOrpaMHuTe O KOHTPOI
Ha HQeKuunTe, padoTeH IJIaH M NPOEKTH
2. [TogoOpsiBaHe Ha Ka4€CTBOTO IIprHOC B ynipaBieHue Ha KaY€CTBOTO
IIpuHoC B ynpaBiaeHue Ha PUCKA
IIpoBexgaHne Ha OUT HA
poheCUOHAITHUTE MIPAKTUKHU M OIICHKA Ha
H3MbJIHEHUETO UM
OO0yJeHe Ha MEIUIIMHCKUS ITePCOHAT
OTHOCHO TTOJINTUKUTE U MPOIIEYyPHUTE,
CBBbP3aHU C HAPAHIBAHUATA C OCTPH
TIpeIMETH
OOy4eHre Ha METUIIMHCKHS TIEPCOHAT 110
KOHTPOJI Ha HH(EKINHUTE




VYdacTue B HayYHU NPOYyYBaHMS

3. Hang3op v KOHTpOJI HA
uHpekunTe
OpranusupaHe Ha cHUCTeMaTa 3a Haa30p
Ha BB

VYnpasinenue (BbBeXAaHe, pa3BUTHE,
OlIeHKA) Ha cucTeMara 3a Hajg3op Ha BBU
Perucrpupane, npoyuBaHe u ynpapjicHUe
Ha HapaHABaHUATA C OCTPH NPEAMETH
Peructpupane, mpoy4BaHe U yIpaBICHHE
Ha B3puB oT BB

Pa3paboTBaHe Ha cTaHAAPTHU MPOLEAYPH
IO 3[paBHU TPHKH, KOHTPOJ HA
HHEKIMHATE ¥ HHTEPBEHIINU

BeBexxmaHe B mpakTHKaTa Ha CTaHJAPTHH
MIPOLIETyPH T10 3IPABHU TPHKHU, KOHTPOI
Ha MH(OEKIMUTE U HHTCPBEHIMU
JleitHOCTH 3a orpaHNuYaBaHe Ha
pa3npocTpaHEeHUETO Ha aHTUMUKpOOHaTa
PE3UCTEHTHOCT

W3uckBaHe, KOHCYITUPAHE U U3IOJI3BaHE
HA TIOIXOISIIH Ta00paTOpHHU U
MHKPOOHOIIOTUYHHU TECTOBE 1
W3CIIeIBAHMS; U3IOI3BAHE B IIpolieca Ha
peructpupase u orpannuaBane Ha BB
Opranu3upane Ha MEpKH [IPHU HapaHsIBaHE
C OCTPH NPEAMETH, B T.4. IPEIOCTaBsIHE
Ha MPOQHIAKTHKA CIIe]l eKCIIO3UINS 1
W3BBPIIBAHE HA HEOOXOAUMUTE
MEIUIUHCKY U3CIICABAHUS M MTOIXOISAIIO0
MEIHITMTHCKO HAOIIONCHUE U JICUCHUE
JlekoHTaMUHAIASA U CTEPHIIM3ANNS Ha
MeIUITUHCKHTE m3nenus. [Ipunarane
MIPUHITUIIATE HA TIOYHCTBAHE,
JIe3UHMEKIHS U CTEPHIM3aLUs C 1Ie
OCHUTYpsiBaHe Ha O€30MacCHOCT

KoHTpon BbpXy U3TOUHHUIIUTE HA
uHGEKIMs B OONHUYHATA Cpea

3.1 Hagzop u npoyuBaHe

3.2. JleiiHOCTH IO KOHTPOJ Ha
nHpekuunTe

2. V3uckBaHus KbM JEHHOCTTA HA MEAUIIMHCKUTE CIECIUATINCTH 32 BPb3Ka C €KUM MO KOHTPOII
Ha nadeknuute (EKN) - "Jlekap 3a Bpp3ka" u "MeaunuHcka cectpa 3a Bpb3Ka'

BbB BCcsko otnencHue/knuHuka Ha JI3 ce ompenens memunuHckm crnenuanmct ("Jlekap 3a
BpBb3Ka" u/unu "MenuimHCKa cecTpa 3a Bph3ka'), KOUTo:

2.1. ochiecTBsiBa Bph3ka MEXy oTAeneHneTo/kimankara u EKU;

2.2. mpenocraBs wH(GOpPMALKS OTHOCHO MPOOJEMHU MO MpPEeBEHIUsATa U KoHTpoina Ha BBU B
OT/ICJICHUETO/KIIMHUKATA WK 3a Bb3HUKHAMI B3puB 0T BBU;

2.3. B ciyyaii Ha B3puB oT BBU axtuBHO mommomara neitHoctta Ha EKU B mpomeca Ha
MpOyYBaHE U OBJIA/sIBAHE HA B3PUBA;

2.4. peructpupa, chOupa u npenocrtass qaHau 3a BB na EKU B npotieca Ha Tekyml Haa30p Ha
BbBU u npoBexaaHeTo Ha NPEBAJICHTHU POYYBaHUS;

2.5. peructpupa, cr0upa u MpeAoCTaBs JaHHHU 3a HAPaHSIBAaHUS C OCTPHU MPEIMETH;

2.6. ydacTBa aKTUBHO B IIPEBEHIUATA U KOHTposia Ha BBU;

2.7. mputexaBa O0a3WCHU TIO3HAHUS 1O TIPEBEHIUS W KOHTposl Ha BBU, mpumobutn wu
yChbBBpIIEHCTBaHU B cucteMara Ha C[O.

3. H3uckBaHuMs KbM JICMHOCTTa HA BCHYKH JIEKapH, YIOPKHSIBAIIM TPO(HIAKTHYHA |



JIe4eOHO-TMarHOCTUYHA ACHHOCT

Bceunuku nexapu, ynpakHsBaiy Ipo@uiIakTHIHA U JIedeOHO-IHarHOCTHYHA ICHHOCT, TPsAOBa 1a
MO3HaBaT MEAMIIMHCKHS CTaHIapT MO MpeBeHIMs U KoHTpoa Ha BBU u na chOnronaBatr n3uCKBaHUITA My
B CBOSITA IIPaKTHKA.

4, V3uckBaHus KbM JIEWHOCTTa HAa MEIUIIMHCKUTE CHCIHAIMCTH, OCBIIECTBABAIIN 31paBHU
TPYKU

Bcuukyn MEIMIIMHCKY CHEIUATMCTH, OCBINECTBABAIN 3PABHU TPHXXKH, TPsSOBa J1a MO3HABAT
MEIMIIMHCKHS CTaHApPT IO MpeBeHIus U KOHTpod Ha BBU u na crOmronaBar U3MCKBaHUSATA MY B CBOSITA
MPaKTHKA.

5. M3uckBaHus KbM JICHHOCTTAa Ha JAPYTH JIMIA, OCBIICCTBABAIIM MPOoQeCHOHATHA JACHHOCT,
UMala OTHOIICHHWE KBbM MpPEBEHIMATa W KoHTposna Ha BBU, B T.4. chnemuanu3adTd, CTYICHTH HU
oOyJapaiy ce JIMIA: Ja MO3HaBaT MEAMIIMHCKUS CTaHIApT 1O MpeBeHIHsS U KoHTpos Ha BBU u ma
CcBHONMIOAaBaT U3UCKBAHUATA MY, KOUTO CE€ OTHACST JI0 TAXHATa IEUHOCT.

I1I. OB U3MCKBAHMSA 3A OCBHIIECTBSIBAHE HA JIEMUHOCTUTE 110 HAJI30P,
IMPEBEHIINA 1 KOHTPOJI HA BB

1. Kareropuu u3nckBaHus Ha MEJUIIMHCKHSI CTaHAAPT 3a MPEBEHUUs U KOHTpoi Ha BBU

M3uckBanusiTa HAa TO3M CTAaHAAPT C€ OCHOBaBAaT HA KIWHUYHU W CMHACMHOJIOTUIHHU
JIOKA3aTeJICTBA, €MIMUPUYEH OIUT, €KCIEPTHO MHEHHWE M Ha JeiCTBallMTe HOPMAaTUBHU akToBe. B
3aBUCMMOCT OT CTENEeHTa Ha HayyHaTa CH JOKa3aHOCT, MPWIOKHUMOCTTa CH B pa3indyeH
Je4yeOHO-IMarHOCTUYEH KOHTEKCT M MKOHOMUYECKaTa CH 1eJechOOpa3sHOCT HM3UCKBAaHUATA Ha TO3U
CTaHAAPT CE KaTeropu3npar, KakTo clieaBa:

1.1. Kareropust [A (3agbmxutennu): M3uckBaHusTa ce OCHOBAaBaT Ha CONMIHA TEOPETUYHA
000CHOBKAa M JIOCTaThYHH MO O0EM WM KA4eCTBO JOKA3aTENCTBA OT KOHTPOIHMPAHU EKCTIEPUMEHTAIIHU,
KJIMHAYHU U €NUAEMUOJIOTUYHYU IPOYYBAHHUS.

1.2. Kareropus Ib (3agpmxurennu): M3uckBaHusITa c€ OCHOBaBaT Ha COJIUHA TEOPETUYHA
000CHOBKAa W JTaHHU OT OTJEJTHU KOHTPOJIUPAHH EKCIIEPUMEHTATHHU, KIWMHUYHU U CTMHISMHOJIOTUIHU
MIPOYYBAHMSL.

1.3. Kareropus II (mpemopbuutennu): 3MCKBaHHUATA/IPETIOPHKUTE CE€ OCHOBaBaT Ha
TEOpeTUYHa OOOCHOBKAa M JAaHHU OT HEKOHTPOJIUpPAHMU IPOy4YBaHUS. B 3aBHCHUMOCT OT KOHKPETHUS
CIIydYaii, OT KBaH(UKAIUATA HA TIEPCOHANIA U OT (PMHAHCOBUTE BH3MOXKHOCTH Ha JICYCOHUTE 3aBEICHUS
T€ MOTaT Jja OCUTYPST MO-BUCOKO Ka4€CTBO HA MEAUIIMHCKATA JEHHOCT.

1.4. Kareropus 11 (ycnoBHO mpenopbuuTennu): M3uCKBaHUATA/IPETIOPHKUTE CE€ OCHOBABAT Ha
eMIIUPUYEH OIHUT, 3a YHUATO €(PHUKACHOCT KbM MOMEHTa JIMIICBAT pEe3yATaTH OT KOHTPOJIHpPAHU
npoy4yBaHus. B 3aBUCMMOCT OT KOHKpPETHHUS Cllydaidl, OT KBajdu(UKaIuUsATa HAa MEpcoHaNa U OT
(vMHAHCOBUTE BH3MOKHOCTH Ha JIeYeOHUTE 3aBEICHUS TE MOTAaT Ja OCUTYPAT IMO-BHCOKO KavyeCTBO HA
MEIUIMHCKATa JEHHOCT.

1.5. Kareropus IV (3ambmkutennn): M3uckBaHUATa ce OCHOBAaBAT HA NMPHUETH 3aKOHU H/WIIN
MOJI3aKOHOBU HOPMATHUBHH aKTOBE.

2. Kareropum neueOHHM 3aBefieHHMsS 3a OOJHMYHA TIOMOIIl CIIOpe[ CHeNu(DPUYHUS PHCK 32
Bb3HHMKBaHE Ha BBU

Cnopen cnenuduuHUsS PHUCK 3a Bb3HMKBaHe Ha BBU JieucOHMTE 3aBeneHHMs 3a OOTHHUYHA
MIOMOIIl C€ KaTeropusupar B TPU TPyIH, U3UCKBAIM CHOTBETEH OpOW CHENMaTUCTH MO KOHTPOJI Ha
UH(EKIUHTE:

2.1. Tpyma A: BucoxopuckoBa rpyna. B Ta3m rpyma ce BKITIOUBaT JiedeOHM 3aBEICHUS C
npeobnaaaBall 51 Ha CISAHUTE OTAeNIeHUs (KJIMHHUKH): TI0 aHECTE3HOJIOTHsI 1 HHTEH3UBHO JICUEHUE, 110
XUPYPTHUsl, IO HEBPOXUPYPTHs, TIO YPOJOTHSI, MO aKyIIEPCTBO M TUHEKOJIOTHS, IO HEOHATOJOTHUS, IO
JIETCKHU OoNecTH, MO OPTONEeAus M TPaBMATOJOTHUS, MO WH(PEKIHUO3HU OOJECTH, MO OHKOJOTHS, 3a
XEMOJIMAaJN3a, 3a JICICHHE Ha XPOHUYHU 3a00JIsIBAaHHS,



2.2. I'pyna b: YMmepeHopuckoBa rpymna. B Ta3u rpyma ce BKJIIOYBAT JEYEOHHM 3aBEICHUS C
npeoOIaiaBail JAsul Ha CICTHUTE OT/AeNIeHUs (KJIMHUKH): TI0 BBTPEIIHU OOJIEeCTH (TaKuBa, KOUTO HE Ca B
rpyna A), mo opToneaus U TPaBMaTOIOTHs, MO JTUIEBO-YENIOCTHA XUPYPTHUs, IO YIIHO-HOCHO-I'bPJICHU
OonecTH, MO OYHH OOJECTH, MO KOXHH M BEHEPUYECKH OOJecTH, Mo oOpa3Ha JTUArHOCTHKA, II0
HyKJIeapHa MEIUIIMHA, TI0 JIbYelIeueHre, 10 HepBHU 00JecTH (KOUTO HE ca B rpymna A), 1Mo NCUXHATPHUs
3a aKyTHH CIIy4aH, 110 TepuaTpruiHa MEeIUIIMHA;

2.3. I'pyma B: HwuckopuckoBa rpyma. B Ta3um rpyma ce BKIOYBAT JIeYeOHHM 3aBEICHHS C
npeobnaaBal U1 Ha CIEAHUTE OTIeNeHUs (KIMHUKU): MO Tcuxuarpus (KOUTO He ca B rpymna b), mo
pEeBMaToJIOTHS, 110 TepUaTpUIHa MEIUIIMHA, 32 JICUCHUE Ha XPOHUYHU 3a00JIBaHMs (KOUTO HE ca B rpyIia
A).

3. M3uckBaHus KbM ChCTaBa U MAaTEPHATHO-TEXHUYECKATa OCUTYPEHOCT HA CKUIUTE M JIMIATA,
OCBILECTBABAIIY IEHHOCTTA 0 MpeBeHIUs 1 KoHTposl Ha BB (koHTpoia Ha nHbekuuure)

3.1. PrroBoMTENAT HA JIeYeOHOTO 3aBeJeHUE 32 OOJHUYHA ITOMOII B 3aBUCUMOCT OT Tipoduia
My U Opos Ha JeriaTa B HEro ompezess JIMle Wiu Juia (eKur) rmo KoHTpon Ha mHbpekuuute - EKU
(Kareropust V). CbhcTaBbT Ha €KuIla MO KOHTPOJ Ha MHPEKIUUTE CE ONMpPEeeis U B 3aBHCUMOCT OT
criennUIHAS PUCK 32 Bb3HUKBaHE U pa3npoctpanenne Ha BBU (Kareropus I1).

3.2. MUHUMAJIHUAT CHhCTaB HA CKUMA IO KOHTPOJ Ha HH()EKIUUTE B MHOTONPO(UITHHUTE
OOJTHHIIM 32 aKTHBHO JiedeHue ¢ Hax 120 yerna e mpernopbuMTeIIHO JIa BKIIFOYBA JIEKap MO0 KOHTPOJ Ha
WHQEKIUUTE W TOHE eIWH cheruanucT no "bomHuYHa XurueHa (MPEBEHIMS M KOHTPONI Ha
unpexuute)" (Kareropus I1).

3.3. OyHKIMKUTE HA JIEKap MO KOHTPOJ Ha MH(EKIUUTE MOraT Ja C€ M3MBIHIBAT OT JeKap C
npu3HaTa CHEIHATHOCT 10 eNUJAEMHOJIOTHS Ha WH(GEKIHO3HUTE OO0JIeCTH, MHUKPOOHUOIIOTHS,
uHGEKIUo3Hn OoJiecTH WM C JONBIHUTENHA KBaJU(pHUKAUS MO NPOPHIAKTUKA W KOHTPOJI Ha
BbTpeOoTHNUHNTE HHGpeknnn. DyHkuuuTe Ha crnenuanuct no "bomHuyHa xurueHa (MIpPeBEHIHS U
KOHTPOJ Ha MH(eKuuuTe)" MoraT Jja ce M3MBIHIBAT OT MEIULMHCKA CECTpa/aKyliepKa WM WHCIEKTOP
1o OOIIECTBEHO 37[paBe C MpH3HATA CHENHAIHOCT Mo "bomHWYHA XWUrueHa (TMPeBEHIUs U KOHTPOJI Ha
uHekuuute)". B coyuail ye nuneTo He MpUTEkKaBa TakaBa CIIELUATIHOCT, TS clie[Ba aa Obae npuaoouTa
B CPOK J10 3 TOAAMHU CJIe]l HA3HAauaBaHe Ha JIBKHOCTTA CHENHUANUCT Mo "bomHUYHA XUrueHa (MpeBeHIus
1 KOHTpoJI Ha mHbekuuTe)". JlekapsaT u/ uid crnenuaaucThT mo "bomHnyHa XurueHa (TMpeBEHIHS U
KOHTPOJ Ha WH(EKUUuTE)" CKIOYBA TPYAOB WM TPAXKIAHCKUA JOTOBOP C JIeUeOHOTO 3aBElICHUE C
BIIMCAHO B JJIBXHOCTHATa XapaKTEPUCTHKA Ha CIY>KUTENs, CbOTBETHO B JIOTOBOpA, M3ITBIHEHUE HA
CHOTBETHUTE (PYHKIIUU.

3.4. BbB BCSKO OTACTCHHUE/KIMHUKA DPHKOBOAMTENAT Ha JICUEOHOTO 3aBEACHUE OMpPEIes
CIyXXuTen/u (KIMHWUYHUA OTroBOpHUIM) - "Jlekap 3a Bpb3ka" w/mnu "MeauimHCcka cecTpa 3a Bpb3ka',
M3IIBIHSBAIIM (QYHKIMH 110 HaJ30pa, MpoduaakTukara u koutpona Ha BBU u ockiiecTBsiBanm Bpbh3KaTa
Mexay oraeneHueto/knuHukata 1 EKU. Te3n ¢pyHKIMM ce BKIIOUBAT B AIBKHOCTHUTE XapaKTEPUCTHKU
Ha ONPEJCICHUTE CIIYKUTEIIH.

3.5. ExumrbT 10 KOHTpOJ HA nHpeknuuTe TpsioBa aa pasmoinara (Kareropus I11) cbe:

3.5.1. momxomAmio TMOMEINIEHHWE, MO Bb3MOXKHOCT B CBCEACTBO WIM B OIHM30CT [0
MUKPOOHOJIOTUYHATA JTA00paTOpHsI Ha JIEYeOHOTO 3aBE/ICHHE;

3.5.2. npsika BbHIIHA TelaedOHHA JUHUSA U BbTPEILHA JIMHUS 10 BCUYKU 3B€HA U CTPYKTYypU Ha
71e4eOHOTO 3aBENEHUE;

3.5.3. moHe e1HO KOMMIOTHPHO PabOTHO MSICTO, CHAO/IEHO C MPUHTEP M MOCTOSHEH JOCTHIT JI0
UHTEPHET;

3.5.4. aynuo-BH3yayiHa TEXHHKAa 32 OOYYHTEIHH IIeJIM W (OTOKaMmepa 3a JIOKyMECHTHpaHE Ha
CHOUTHS U MPOIIECH, KOUTO UMAT OTHOILIIEHHE KbM KOHTPOJIa Ha MH(PEKIIUUTE B JIEUCOHOTO 3aBEJICHHE.

4. V3uckBaHWsI KbM CBIBPKAHUETO W CTPYKTypara Ha MPOTpaMHTe 3a MPO(UIAKTHKA H
koHTpos1 Ha BB u AMP B nieueOHmTE 3aBecHUS 32 OOJTHUYHA TIOMOII]

4.1. Besiko siedeOHO 3aBeieHHe TpsOBa Ja pas3mojara ¢ ToAMIIHA IporpamMa 3a MpoPUIaKTHKA |



koHTpon Ha BBU u mporpama 3a orpannuaBane Ha AMP. PproBomuTensT Ha J1e4eOHOTO 3aBelleHUE
OCUTYpsiBa HEOOXOJUMHUTE OPTaHM3AIMOHHHM, KaapoBH W (DUHAHCOBH PECYpCH 3a HU3MBIHEHHE Ha
nporpamute (Kareropus IV).

4.2. Tlporpamara 3a npoduiiaktuka u koHTpos Ha BB B yieueOHuTE 3aBefcHMs 3a OOJHUIHA
nomor TpsoBa na BkirouBa (Kareropus [V):

4.2.1. otleHKa Ha pUCKa OT MH(PEKIUHU 32 MAIUEHTH U TPETH JUIA 1O Je4eOHO-TUarHOCTUIHH
3BEHA U CTPYKTYPH;

4.2.2. oueHka Ha pHUCKa OT HMHGMEKIHH 3a TepcoHana (MMYHO3AIIMTEHOCT U MEpPKH 3a
nmoIoOpsIBaHe HA CUTYyaIUATa Ype3 UMYHHU3ALUN, JTUYHA MIPEANa3HU CPEICTBA U . );

4.2.3. npuopuUTETH U KOHKPETHH MEPKU 3a HaJ30pa u KoHTpoia Ha BBU u AMP npe3s rogunara,
BKJIFOUUTETHO MEpPKH 3a HaA30p U KOHTPOJ Ha HHQEKIHH, MPUIMHEHH OT MHKPOOPTAaHU3MHU C
HapacTBalIO EMUASMHOJIOITMYHO 3HAYCHHUE U HapaHSBaHUS C OCTPU MPEAMETH;

4.2.4. olleHKa HAa TOTOBHOCTTA 3a PAHEH OTTOBOP MpPH CMHJIEMUYHH CUTyalldd W TUIaH 3a
YIOpaBICHUETO HAa B3PUBOBE, KOUTO ChIBpPIKA!

4.2.4.1. kputepuu 3a uacHTU()HUKAINS HA B3PUBA!

424.1.1. yeenuuena dectora Ha BbBUW or Tekymus Hag3op WIM ChMHEHHE 3a
eMUIEMHOJIOTUYHA BPB3Ka MEXKIY CITydaw,

4.2.4.1.2. ycTaHOBEHH CIOpPAJMYHU CIydad Ha WHPEKIHH C BUCOK EMHIECMHYEH ITOTCHIHAI,
HaIpuMep JIETMOHEN03a U aClIepPruiio3a;

4.2.4.1.3. IOBTOPHO pETUCTpHUpPaHE HA OOJECTHU MPHUYUHHUTEIN C OCOOCHA PE3WCTEHTHOCT
U/WIH MYyATHPE3UCTEHTHOCT, Hali-Beue MPU €IHAKBB TUI PE3UCTEHTHOCT;

4.2.4.1.4. peructpupaHe Ha OOJIECTEH NPUYMHHUTE] C BHUCOK CMUICMHYCH IOTCHIMAT H
BHUCOKOCTEINIEHHA PE3UCTEHTHOCT, HAMp. BUCOKOCTENICHHA MYATHPE3UCTEHTHA TyOepKyI03a;

4.2.4.2. CTPYKTYpHU U ONEPATUBHO-OPTaHU3AIMOHHA MEPKH 3a KOHTpoJ Ha B3puB oT BBU,
KOWTO CJIe/iBa J]a 00XBamiar cieqauTe ¢a3u Ha YIpaBICHUETO Ha B3pUBA: MOATOTBUTEIHA (IPOAKTHBHA)
U peaKTHBHA:

4.2.4.2.1. roroBHOCT 3a chopMUpaHe HA EKUII [I0 YIPaBJICHUE Ha B3pUBA;

4.2.4.2.2. rOTOBHOCT 32 pa3rpblllaHe Ha U30JallMOHHU CTPYKTYpH;

4.2.4.2.3. cuctema 3a paHHO OIOBECTSBAaHE B PAMKHUTE Ha JICYSOHOTO 3aBEICHHE, KAKTO M Ha
perunoHanuute 3npaBHu uHcnekuu (P3W) u Pedepertaus nenTsp no Bprpedoannyan uapekuu (PL] -
BBN);

4.2.4.2.4. roTOBHOCT 3a ChXpaHsBaHE U MOCIEABAILO H3MPAllaHe Ha U30JIUPAHU IPUYUHHUTEIH C
HapacTBallo enuaeMuyHo 3HayeHue B P11 - BbU;

4.2.4.2.5. KOMyHHKAIlMd ¥ BPB3KH C OOIIECTBEHOCTTAa B YCJIOBHSTAa Ha B3PUBOBE U TIPH
€HJEMUYHO HUBO HA 3a00/I1€MOCT.

4.2.5. Thran 3a TOBUWINIaBaHE KBaJM(UKANMATA Ha MEpPCOHAa B OOJIAaCTTa HA KOHTpOJA Ha
WHQEKINUUTE, BKIIOUYUTEIHO:

4.2.5.1. Mepku 3a TMOBUIIABaHE KBUIM(DHUKANMATA HA EKHITA 32 KOHTPOJI HAa WHPEKIHHUTE, Ha
KIMHUYHUTE OTTOBOPHUIM 32 BBU 1 Ha MeTUIIMHCKUS IepCOHAl B OTACICHUSNTA/KITUHUKUTE;

4.2.5.2. MepKku 3a TMOBHUIIABaHE KBATW(UKANMATA Ha IEpPCOHAj]a Ha 3BEHOTO 3a IIEHTPAIIHO
cHabnsBaHe cbc crepwiHu Mmarepuanu (LICCM), kakTo M Ha U3BBPIIBAIIMTE JACKOHTAMHHALUA U
CTEpUIN3AIUS HA UHCTPYMEHTH B OT/ICIICHUATA/KIIMHUKHTE;

4.2.5.3. Mepku 3a BbBEX/1aI10 00y4YeHHE HAa HOBOIIOCTHITAJINS TIEPCOHAIT;

4.2.5.4. Mmepku 3a BbBEKIAIIO U TIEPUOJUYHO 0OyUYEeHHE HA TIEPCOHANIa OTHOCHO MOJIUTUKUTE U
MPOLIETyPUTE, CBBP3aHU C HAPAHSIBAHUATA C OCTPHU MPEIMETH, BKIIFOUUTEITHO OTHOCHO:

4.2.5.4.1. npaBunHa ynotpebda Ha MEAULIMHCKU U3IEJHsI, BKIIOUBAIIM MEXaHU3MU 32 3allUTa OT
OCTpH MPEIMETH;

4.2.5.4.2. 3an03HaBaHe C T€3U BBIIPOCH Ha BCUYKW HOBHU U BPEMEHHHU CITYKHUTEIH;

4.2.5.4.3. puck, CBbp3aH ¢ EKCIIOHUPAHE HAa KPbB U TEJIECHU TEYHOCTH;



4.2.5.4.4. npeBaHTUBHU MEPKH, KOUTO BKIIIOYBAT CTAHIAPTHHU MpEANa3HU MEpPKH, O0e30MacHH
CHUCTEMHU Ha paboTa, MpaBUIIHA YIOTpeda 1 MpoLeaypHr 3a 00e3BpEekIaHe Ha OTMAIbIM, 3HAUCHUETO Ha
MMYHM3AIHITA, B ChOTBETCTBUE C MPOIIEAYPUTE HA PaOOTHOTO MSICTO;

4.2.5.4.5. nponienypu 3a AOKJIaJIBaHE, pearupaHe U MOHUTOPUHT U TAXHOTO 3HAYCHHUE;

4.2.5.4.6. MEpKHU, KOUTO CE IpEeANpHUeMaT B CIydail Ha HapaHABaHUA.

4.2.6. Crangaptau oneparuBuu nporeaypu (COIT) 3a:

4.2.6.1. u3non3BaHe HA JUYHU MIPEANA3HU CPEICTBA;

4.2.6.2. acenTUYHH TEXHUKH MPH 00CITy>KBaHE Ha MAlMEHTHUTE;

4.2.6.3. 00paboTKa M CTepWIM3AIMS Ha MEAWIIMHCKHM H3JCIHs M amaparypa 3a MHOTOKpaTHa
ynotpeba;

4.2.6.4. w3non3sane (10 U3KITIOYCHUE, 00paboTKa U pecTepUIH3allisl) Ha MEIUITUHCKU U3/ICITHS
3a eJHOKpaTHA ynoTpeoda;

4.2.6.5. MOCTEKCNO3UIIMOHHA TPOPUIAKTHKA (MEPKHA TPH CKCIO3HWIHUS HAa KPHB U TEICCHH
TEYHOCTH, NIPH paboTa C OCTPH MPEAMETH);

4.2.6.6. mpeBeH1Ms, JOKJIA/IBAHE U KOHTPOJ HA CIy4auTe Ha HAPAHSBAHUS C OCTPU MIPEIMETH.

4.2.7. Jle3nHdeKIMOHHA TOJIMTHKA Ha JIe4eOHOTO 3aBEICHHME, BKIIFOUUTETHO CTaHJIApTHU
MpoLEaypH 3a:

4.2.7.1. ne3uHdeKIus Ha KoXka, MTOBbPXHOCTU U METUIIMHCKYU U3/AETUs (MHCTPYMEHTH);

4.2.7.2. MoHUTOpUpaHE Ha e(DEeKTUBHOCTTA Ha JIE3MH(EKTAHTHUTE;

4.2.7.3. poranus Ha Ae3UH(EKTAHTHTE.

4.2.8. YnpapneHnve Ha OOJTHUYHHUTE OTHAIBIIM 34!

4.2.8.1. paznensHe Ha OTMAIBINTE ChOOPA3HO KATETOPUUTE B HOPMATUBHUTE W3MCKBAHUS U C
orJie/l HaMaJsiBaHe Ha KOJMYECTBOTO Ha OMACHUTE OTMA IbIIH;

4.2.8.2. MeXIUHHO ChXpaHEHUE 110 MeCTaTa Ha FTeHeprupaHe;

4.2.8.3. TpaHCTIOPT 70 MACTOTO 3a IIEHTPAIHO ChXpaHEHWE M IMpeAaBaHE 3a 00E3BpEKIaHE U
npepaloTKa;

4.2.8.4. mepku 3a 0€30MMaCHOCT HA aHTAXKUPAHUS ITEPCOHAT.

4.2.9. IlpoyyBarencka u Ipyra Hay4Ha JeHHOCT, y4acTHE B IPOCKTH U MEAUIIMHCKH CHOUTHS.

4.3. Tlporpamara 3a orpann4aBane Ha AMP B jeucOHHTE 3aBefCHHUS 3a OOJHHMUYHA ITOMOII]
TpsiOBa Aa ompenaens aHTUOMOTHYHATA IMOJUTHKA Ha JIeueOHOTO 3aBeneHue, BKIounTenHo (Kareropus
IV):

4.3.1. xOMIIETEHIINH 3a MPEANUCBAaHE Ha Pa3IMYHU TPYNH aHTUOUOTHILIN;

4.3.2. potanus Ha aHTHOMOTHUIINTE;

4.3.3. nepuoneparuBHa aHTHOUOTUYHA MPOPUITAKTHKA;

4.3.4. eMIOUMPHUYHO TPUIIOKEHNUE HA AaHTUOMOTHUIIHN;

4.3.5. opranm3aiys Ha MUKpOOHOJIOTUYHOTO 00CTY>KBaHE, BKIFOUUTEITHO:

4.3.5.1. ouakBaH 06eM Ha MUKPOOHOJIOTHYHUTE U3CJIEBAHUS MPE3 TOANHATA;

4.3.5.2. mpOTOKOJI 3a B3eMaHE M TPAHCIIOPT Ha MPOOH 3a MUKPOOHOJIOTMYHO HU3CIICBAHE;

4.3.5.3. mpaBuJia 3a OCUTYpsIBAHE HA OCHOBHUTE BUI0BE MUKPOOMOJIOTUYHU U3CIICABAHUS.

4.4. JleueOHuTe 3aBeJcHUSA 3a OOJHHWYHA IIOMOIN TpsOBa Ja ydyacTBaT pPEIOBHO B
CIIeMAIM3UPAHUTE HAIMOHAIHK Mpexu 3a Haa3zop Ha BBU, AMP u koHCymanusi Ha aHTUMHUKPOOHHU
cpencta (Kareropus IV).

5. HM3uckBaHus KbM CHABPKAHUETO U CTPYKTypara Ha MporpaMure 3a NpoduiIakTHKa U
koHTpos Ha BBU u AMP B neueGHM 3aBe/ieHNs 32 M3BbHOOJTHUYHA TOMOII]

5.1. JleueOHuTE 3aBEACHUS 32 N3BLHOOJHUYHA TTOMOIIl TPsiOBa Ja pasmoaraT ¢ TOAUIITHA 00IIa
nporpama 3a npoduinakTaka u kouTpon Ha BBU u orpannyaBane na AMP (Kareropus [V).

5.2. [Iporpamara 3a npoduiaakTuka u KoHTpoia Ha BBU u orpannyaBane Ha AMP B neucOHHTE
3aBeJIeHUs 3a U3BHHOOIIHWYHA oMol TpsiOBa n1a BkitouBa (Kareropus [V):

5.2.1. oumenka Ha pHucKa OT HMH(EKIMM 3a TALMEHTH W TPETH JHLIA M 3a MepcoHaja



(MMyHO3AIIUTEHOCT M MEPKH 3a MoAoOpsBaHE Ha CUTyalMsATa 4pe3 MMYHU3alUH, JIUYHU Tpearna3Hu
CpelcTBa u JIp.);

5.2.2. Mepku 3a MOBHINABaHE Ha KBanu(UKalMs Ha MEpcoHana B 0OJacTTa Ha KOHTpoia Ha
UH(EKINNTE;

5.2.3. npaBuna 3a:

5.2.3.1. u3noyi3BaHe Ha JIMYHM MPEANa3HA CPEICTBA;

5.2.3.2. acenTUYHMA TEXHUKHU MTPU OOCTY)KBaHE Ha MAIMCHTHUTE;

5.2.3.3. 00paboTka M cTepuiaM3alMs Ha MEIULIMHCKU HM3JeIHs U amnaparypa 3a MHOTOKpaTHa
ynotpeoa;

5.2.3.4. MOCTEKCIO3UIMOHHA NPOQUIAKTUKA (MEPKH IMPH EKCIO3UIMS Ha KPbB U TEJIECHU
TEUYHOCTH, paboTa C OCTPH MPEIMETH);

5.2.3.5. mpeBeHLIUs, TOKIaABaHE U KOHTPOJ Ha CIIy4auTe Ha HapaHSBaHUS C OCTPU MPEAMETH;

5.2.4. ne3nH(EKIMOHHA OIUTHKA (KOXKa, TOBBPXHOCTH, MHCTPYMEHTH);

5.2.5. ynpaBieHue Ha OOJTHUYHHUTE OTHAIBIIH;

5.2.6. monuTHKa 3a OrpaHUYaBaHe pasnpocTpanenuero Ha AMP 3a:

5.2.6.1. eMnupUYHO TPUIOKECHHE HA AHTUOMOTHIIM W AaHTUOMOTHYHA MPOPUIAKTHKA B
XUPYPrUsTa;

5.2.6.2. B3eMaHe U TPAHCHOPT Ha MPOOH 3a MUKPOOHOJIOITMYHO H3CIIE/IBAHE.

6. Kpurepuu 3a yctanoBsiBane Ha BBU

Kpurepuure 3a yctanossisane Ha BBU ce ocHoBaBaT Ha KJIMHUYHH U Ja0OPATOPHU JAaHHU U ca
aZanTupaHu mo AeduHUIUUTE, npuiaraHu oT LleHTbpa 3a KOHTpON M mpoQuiIaKTHKa Ha OONeCTUTE
(CDC).

BBU ce nposiBsiBa upe3 mosiBa Ha JIOKAJTHU WIM CUCTEMHU MPU3HAIM 32 UHPEKLNS KaTO PeaKIus
KbM HAJIMYUETO (MHBA3UATa) HA MUKPOOPTAaHU3MU WM TEXHUTE TOKCHHH. [Ipu ToBa He TpsOBa aa uma
npU3HalK, Y€ MHPEKUHUATa € ChIIeCTByBala KbM MOMEHTA Ha NMPUEMAHETO B JIEYEOHOTO 3aBeJCHHE 3a
OOTHMYHA TIOMOII WK € Oujia B MHKyOauoHeH nepuoj. OCBeH ToBa:

6.1. Pemennero 3a Hanmuue Ha WHPEKIHS ce€ B3eMa, KaTo c€ UMaT NMPEABH KIMHUIHATE TaHHH
U pe3yJTaTHTe OT J1a00paTOPHUTE U3CIIEABAHUS.

6.2. KinmHUYHUTE JaHHW MOTaT Ja ObJaT MOyYeHH OT AUPEKTHOTO HAOIIOJICHWE Ha MalueHTa
WIHM OT MEJUIIMHCKATA JOKYMEHTAIIHS.

6.3. JIabopaTopHuTEe JaHHU MOTAaT Ja OBAAT KyATYPETHH HAXOAKH, PE3yITaTH OT CEPOJIOTHYHH
U3CJIeIBaHUs, OT MUKPOCKOIICKM METO/IM 3a JOKa3BaHE U T.H.

6.4. [lpyru QMarHOCTUYHU HW3CJIEABaHMSA, KOMTO CE€ B3eMaT NPEIBUJ, ca Halp. pPEeHTTCHOBH,
yaTpa3BykoBH, kommtorbpromMorpadcku (KT), smpenomarnuren pesonanc (SIMP), cuunturpadcku u
€H/I0CKOTICKY M3CJICIBAHUS, OMOTICUN WIIHA TTyHKITHH.

6.5. Jlmarsosara Ha JEKyBaIlus JeKap, pe3ylITaTbT OT JUPEKTHOTO HAONOJEHUE 10 BpeMe Ha
orepanus, OT €HJOCKOICKO WM OT JAPYTO U3CJIEABAHE CHIIO € MPUEMIIUB KPUTEPUI 32 HIKOM HH(EKLUH,
JIOKOJIKOTO HSIMa HaJIeKaIlld MPUYMHM 33 NMPHEMaHe Ha MPOTHUBHOTO (HAIp. MPEAIoyiaraéMu JHarHo3u,
KOMTO CJIE/l TOBA HE Ca MOIVIH J1a ObAaT NOTBBPICHH).

BrrpebonanyanTe HHGEKIMH MOTaT Aa ObJaT NMpeIu3BUKaHN OT €HIOT€HHH WM OT €K30TCHHU
npuuuHuTenu. Mubekuuu, npunodbutu mo BpemMe Ha MpecTos B JieueOHOTO 3aBeACHHE 3a OOMHMYHA
MIOMOII ¥ JIOKa3aHH €1Ba CJIe]] HAIyCKaHETO MY, CBIIO C€ CUMTAT 3a BhTPEeOOTHUYHU. VHPEKINH, KOUTO
ca CBbP3aHU C YCJIOXHEHMsI WJIM MPOTPEecUpaHe Ha ChIIECTBYBAIllM OIIe NpU MpueMa B OONHMIIATA
uH(EKINUY, He ce CMATaT 3a BbTpeboHnyHu. CaMo cMsiHAaTa WK 100aBsIHETO HA HOB MPUYMUHUTEN HE €
JOCTaTh4HA, 32 Ja C€ JUarHOCTHIMpa HOBa MHGeEKUHsa. 3a JUAarHOCTHIMpaHE HA HOBa MH(MEKIMS Ha
chlllaTa OpPraHHAa CHCTEMa MEXJy JBarTa enu3ola € HeoOXOOUMO Ja MMa WHTEepBajl OT Bpeme 0e3
KIMHAYHA Tpu3Haiy. OOudaiiHata KOJMIOHM3anus (HAJIMYMETO Ha TPUYMHUTEIN BBPXY KOXKaTta,
JUraBUllaTa, B OTBOPEHU PaHU, B EKCKPETH WJIM CEKpeTH, 0e3 Ja ca Halule KIMHUYHU CUMITOMH) HE €
uHpexnus. He ce permcrpupar Bb3MaleHHATa C HEUH(EKIMO3E€H TPOU3XON (HAmp. MaHKpPeaTuT



BCJIC/ICTBME MHTOKCUKAIUS C ankoxoun). [IpegoTBparuMocTTa, peci. HempeaoTBpaTUMOCTTa, HE OKa3BaT
BIIUSIHUE BBPXY AuarHocturupanero Ha BBU. O6mure neduHumm ca BaaugHU 32 BCUYKU MAIlUCHTH
HE3aBHCHMO OT Bb3pacTTa UM, BKIIOUUTEIHO U MPU NAIMEHTH 0 eaHa roguHa. OCBEH TAX ChIIECTBYBAT
U JOIIBJIHUTEITHH OIPEENICHUs] 32 OLlEHKa Ha HMH(GEKUMUTE TPU MAIUEeHTH I0J] €AHa ToAuHa. Te3u
JOTBJIHUTEITHU Ae(UHUIIMY 32 MAIMEHTH < | TOIMHA ca MPEeACTaBeHH el 001muTe Ae(OUHULIUN.

7. NnaukaropHu MHPEKIUU

7.1. Uudexuu Ha xupypruaaoto msicto (MXM)

7.1.1. Al IloBbpxHocTHa UXM

7.1.1.1. Undexuus Ha MICTOTO HA WHIU3WATA, BB3HWKHANMA 1m0 30 AHHM Ciel oleparusira,
3acqraia caMo KojkaTa W/Wiu MOAKOKHATa ThKaH,

u

7.1.1.2. oTroBaps Ha MOHE €IMH OT CIETHUTE KPUTEPHUU:

7.1.1.2.1. 'noiina cekpeurst OT HOBbPXHOCTHATA UHIIU3USL.

7.1.1.2.2. KyntypeinHO TOKa3aHH MPHYUHHUTENN B aCENTHYHO B3€T PAHEBU CEKPET WJIH MPoda OT
THhKaH B 00JIaCTTa HAa MOBbPXHOCTHATA WHITU3US.

7.1.1.2.3. T[loHe eauH OT CIIEAHUTE MIPU3HALN: OOJIKA WM YyBCTBUTEIIHOCT IIPHU JOIHP, JOKAJICH
OTOK, 3a4epBsIBaHE WJIM 3aTOIUISIHE M Ch3HATETHO OTBapsHE Ha MHLM3UATA OT XUpypr. [Ipu orpunarenex
pe3yiTar oT MUKpOOMOJIOTUYHOTO M3CJIE/IBaHE HAa MaTepHhall OT MACTOTO HA MHIM3UATA TO3U KpUTEpUI
HE BaXU.

7.1.1.2.4. lnar"o3sa ot JeKyBaIlHs JieKap.

7.1.2. A2 Isn6oka UXM

7.1.2.1. Uudexmus B pamkure Ha 30 quU cien omnepanusata (1o 1 roamHa, KOraTto € OCTaBeH
umInTadT in situ)(ITon uMIUIaHT ce pa3dupa YykI0 TSI0, KOETO HE € C YOBCIIKH MMPOM3XOJI, BIOKEHO €
TpailHO B MaIMEHTa MO BpeMe Ha Omepalus M He Ce€ MaHUIYyIHpa PYTUHHO 3a IUATHOCTUYHHU WIIU
TEparneBTUYHU LENU [Ta300eIpeHH MPOTE3U, CHAOBH MPOTE3U, MUPOHM, TEJ, U3KYCTBEHHU Ma4dOBE 3a
NoJAbp)KaHe Ha KOpeMHaTa CTEeHa, ChPIACYHU KIanmu (CBUHCKM WM CHUHTeTH4YHH)|. Tyk He BIu3aT
MPUCAZCHUTE YOBEIIKH OpTraHu (TPaHCIUIAHTH ), KaTo HaIlp. Cbplie, ObOpEK, uepeH Apoo.)

u

7.1.2.2. e BeposITHO HH(EKIUATA J]a € BbB BPH3Ka C ONepanusiTa

U

7.1.2.3. undexuusaTa 3acara acuusaTa 1 MyCKyJIHaTa ThKaH

u

7.1.2.4. otroBapsi Ha IOHE €JIUH OT CIEAHUTE KPUTCPUU:

7.1.2.4.1. THoiiHA cekpelusi OT ABJIOOYMHATA HA Cpe3a, HO HE OT ONEPHpPAHUsI OPTaH, PEcIl.
TeJecHa KyXHHa, Thil KaTo ToraBa Ta3u MHGEKIUs craja KbM Kateropus A3.

7.1.2.4.2. Panara ce ¢ OTBOpWJIAa CIOHTAaHHO MJIM C€ € HAJIOXKHIIO MOBTOPHO OTBapsiHE OT
XHPypra, Kato MarueHThT UMa TOHE eIUH OT CIeAHUTe cuMnToMu: Temmeparypa (> 38°C), jokanHa
0onKka WIM 4YyBCTBUTEIHOCT Impu nonup. [lpum orpumarenen pesyiarar OT MUKPOOHOIOTHYHOTO
u3cJe/IBaHe Ha MaTepHall OT MSICTOTO Ha MHIM3UATA TO3U KPUTEPUI HE BaXKH.

7.1.2.4.3. Abcuiec wnu Apyru mpu3HAIK Ha UHEKIUs, 3acsraiia no-IbI00KH ThKaHHU CIIOEBE,
ca OTKPUTH TMPHU KIMHUYHUS TPETie]], IO BpeMe Ha MOBTOPHA OIepalvs, MPU XUCTOMATOJIOTHYHO WU
PaaNOIOTUYHO U3CIIE/IBAHE.

7.1.2.4.4. ]lnaraosa OT JICKyBaIlHs JeKap.

7.1.3. A3 ndeknus Ha OpraHy U TEJISCHU KYXHUHHU B 001aCTTa Ha OlepanusiTa

7.1.3.1. Undexuus B pamkute Ha 30 nHU cnen omepanusta (o 1 rommHa, ako € MOCTaBeH
UMILIAHT in situ)

u

7.1.3.2. e BeposiTHO MH(EKIMTA J1a € BB BPh3Ka C OleparusiTa

u



7.1.3.3. uadekuuara 3acara OpraHd WIK TEJIECHU KYXUHH, OTBAPSIHU MM MAHUITYIHPAHU T10
BpEMe Ha OTepaImsira,

u

7.1.3.4. otroBapsi Ha IOHE €JIMH OT CIEAHUTE KPUTCPUU:

7.1.3.4.1. Hanurie e rHOMHA CEKpenus OT APEeHaX, KOMTO UMa JOCTHII 10 OpraHa WM TeJiecHaTa
KyXuHa B 00JIaCTTa Ha ONepaIusTa.

7.1.3.4.2. KynTypenHo noKa3aHW MPUYWHUTETN OT aCENTHYHO B3ET PAHEBU CEKPET WM ThKaH
OT OpraH, pecIl. TelecHaTa KyXxrHa B 00JIacTTa Ha ONepalusiTa.

7.1.3.4.3. Abcuec nnm apyr MpHU3HAK 32 MHQEKIHS Ha OpraHa, pecil. Ha TeJeCHaTa KyXHHa B
oOmacTra Ha omepalusaTa, ca BUIHHU MPH KIWHUYEH Mperiela, 0 BpeMe Ha MOBTOpHA Omepaius, Mpu
XHMCTOTATOJIOTUYHO WM PATUOIOTHYHO M3CIIE/IBAHE.

7.1.3.4.4. Jlnuaruosa oT JIEKyBalllus JieKap.

7.2. [TbpBUYEH CEIICHC

7.2.1. B1 JlaboparopHo moTBbp/icHa TbpBHYHA centuiiemus/oakrepuemus (JITITIC)

JITITIC cnenBa ma oTroBaps Ha MOHE €IMH OT CIETHUTE KPUTEPHUU:

7.2.1.1. V3onupaH OT XEMOKYJITypa TMaTOTeH, KOWTO HE € CBbp3aH C WH(QEKIUsS Ha IPYyro
MSICTO.(AKO M30IMPAHUAT OT XEMOKYATYpara MUKPOOPTaHU3bM ChBIAAa C MPUYMHUTENS HA MHPEKIUS C
Jpyra JIOKaJIu3alus, CETCUCHT ce KIacu(puImpa Karo BTOpuyeH, a He karo otaenHa BBU. U3kimouenune
MPaBH KaTeThP-CBbP3AHUAT CEICUC, KONTO ce kinacudunupa karo JIIIIIC (B1) nopu Torasa, korato Ha
MSICTOTO HAa BBBEXKIAHE HA KaTeThpa MMa MPHU3HAIM Ha WHQEKIHUS, PECI. KOraTro IO MOJy4aBaHETO Ha
MOJIOKUTENTHATA XEMOKYITypa ca OWIM W3MBIHEHU KpUTepUHTe 3a AehUHHUIMATA -HHPEeKIus Ha
aprepunrte u Benute (F1).%)

7.2.1.2. Hanuie e moHe e€IWH OT CIEAHUTE mpu3Hanu: temmeparypa (> 38°C), Brpucane wiu
XUTOTOHUS

U

7.2.1.3. noHe eiHa OT CJIEIHUTE HAXOAKHU:

7.21.3.1. B Haii-Mamko JBE XEMOKYITypH, B3€TH IO pa3JIMYHO BpeMe, € H30JIHpaH
MUKPOOPTaHU3bM, TpPEACTAaBUTENl Ha oOuuaiiHata koxHa ¢uiopa (Diphtheroides, Bacillus sp.,
Propionibacterium sp., koaryna3a-neraruBHu Staphylococcus unu Micrococcus).

7.2.1.3.2. B Hali-manko eaHa XEMOKYJITypa NpH MAMEHT ChC CHJIOB KATeThp € H30JIUpPaH
MUKpPOOPTraHU3bM, MPEACTABUTEN Ha oOWdYaliHaTa KOkKHAa (opa, W JIeKapsT 3armouBa ChOTBETHA
AHTUMHUKPOOHA Tepamnus.

7.2.1.3.3. TlonoxuTeICH TECT 3a aHTUTEHH B KpbBTa (Hamp. S. pneumoniae, H. influenzae, N.
meningitidis wau Streptococcus gr. B), kato cuMmTomuTe, KakTo W JabopaTopHaTa Haxoaka He ca
CBBbp3aHH ¢ HHPEKIHS HA APYTO MSCTO.

7.2.2. B2 Knunnyno ycranoBeH mbpBudeH cerncuc (KYIIC)

7.2.2.1. YcraHOBsIBa C€ TOHE €IUH OT CIICHUTE NMPU3HAIM M HAXOAKH, Oe3 Japyra BHIMMa
npuunHa: temreparypa (> 38°C); xunoronus (cucronnuno Hamsrade mog 90 mm Hg) wiu onurypust (<
20 ml/ gac)

u

7.2.2.2. BCUYKHU JOTYH30POCHU KPUTEPHUH:

7.2.2.2.1. He e B3eMaHa KpbB 32 XEMOKYATYpa WU B KPBbBTA HE Ca OTKPUTH MHUKPOOPTaHU3MHU
WM QHTUTEHU.

7.2.2.2.2. He e BugHa uHdexus Ha apyro Msacto ([Ipu Hanuume Ha sBHM MHGMEKIHH C apyTa
JIOKAJIN3alus, B T.9. 1 HHPEKIUH HAa MACTOTO HAa BHBEKIAHE HA CHIOBHS KaTeThp, BKJI. CBEHTYaTHO TIPU
ChIlleCTByBalla HMH(EKIUS Ha apTepuuTe U BEHUTE, HE MOXE Ja C€ JUArHOCTHIMPA KIMHUYHO
YCTaHOBEH IIbPBUYEH CETICHC.).

7.2.2.2.3. JIexapsT 3amouBa Tepanus 3a KynupaHe Ha cerncuca.

3a manweHTH < 1-romuimiHa Be3pacT 3a Bl u B2 uma gombaauTenHu neGuHUIIN.



7.3. Karetbp-cBbp3anu undekuuu (CRI)

7.3.1. CRI1-CVC Jlokamna wHpekus, cBbp3aHa ¢ IeHTpaieH BeHo3eH kareTsp (LIBK) (6e3
MO3UTHBHA XEMOKYIITYpa)

7.3.1.1. xonmnuectBena kyarypa or [[BK > 10° KOE/ml win mosiykoluyecTBEHA KYATypa OT
CVC> 15 KOE

u

7.3.1.2. THO¥/ BB3MAJIEHWE B MSICTOTO Ha BHBEXKAHE WM TyHEJA.

7.3.2. CRI1-PVC Jlokanna uHpeknus, cBbp3ana ¢ nepudepen BenozeH karetvp (IIBK) (6e3
MMO3UTHUBHA XEMOKYJITYpa)

7.3.2.1. xomnuectBena kyarypa or PVC > 10° KOE/ml wiM HOIyKoJIMYecTBEHa KyITypa OT
PVC > 15 KOE

u

7.3.2.2. THOI/ Bb3MalieHUE B MACTOTO Ha BbBEKAAHE WM TyHENa.

7.3.3. CRI2-CVC I'enepanusupana nadpekmnus, cebp3ana ¢ [[BK (6e3 mo3utuBHa XeMOKyITYypa)

7.3.3.1. xomnuectBena kyarypa or CVC > 10° KOE/ml uiu nonykojan4ecTBeHa KyinTypa OT
CVC> 15 KOE

u

7.3.3.2. cumnTomuTe ce mogoOpsBar 48 yaca cien OTCTpaHSIBAHETO Ha KaTeThpa.

7.3.4. CRI2-PVC I'enepanusupana undexnms, cBbp3ana ¢ [IBK (6e3 mo3utrnBHA XeMOKYITYypa)

7.3.4.1. xomnuectBena kyarypa or PVC > 10° KOE/ml uiM HonyKoJIMYecTBEHa KyITypa OT
PVC > 15 KOE

U

7.3.4.2. cumnTomute ce mogoOpsBar 48 yaca cien oTcTpaHsBaHe Ha KaTeThpa.

7.3.5. CRI3-CVC mukpobuonornano norebpaecHa [IBK cBbp3ana kpbBHA HHGEKIUS

7.3.5.1. Undekuusara Ha KpbBTa HACTHIBA 48 yaca Mpey WK Cie]] OTCTPaHsIBaHE HA KaTeThpa

u

7.3.5.2. IO3UTHBHA XEMOKYATYpa ChC CHIIUS MUKPOOPTAaHU3bM KATO OT:

7.3.5.2.1. xonmnuectBena Kyarypa ot LIBK > 10° KOE/ml wiu moayKoJaHYeCTBEHA KyJITypa OT
I[IBK > 15 KOE;

7.3.5.2.2. cvoTHOIIEHHE KONMYecTBeHa KynaTypa oT LIBK/konnuectBena kyntypa ot nepudepHa
KpBB > 5; pa3nnkara BEB BPEMETO Ha MO3UTHBUPAHE MEXKIy XEMOKYIATYpa OT IeHTpalieH u nepudepeH
M3TOYHUK Ja € > 2 4 Mpu NpoOu, B3ETU MO €HO U CHIIO BPEME;

7.3.5.2.3. MO3UTHBHA XEMOKYJITypa ChC CBIIMS MHUKPOOPTaHMU3BM Karo OT Mpoda THOH OT
MSICTOTO Ha BbBEXKJaHE Ha KaTeTbpa.

7.3.6. CRI3-PVC mukpobuonornano norebpaeHa [IBK cBbp3ana kpbBHA HHPEKITUSA

7.3.6.1. UadeknusaTa Ha KpbBTa HACTHIBA 48 Yaca Mpeau WIK clie OTCTpaHsIBaHE Ha KaTeThpa

u

7.3.6.2. NO3UTHBHA XEMOKYJTYpPa ChC CHIIHS MUKPOOPTaHU3bM KaTO OT:

7.3.6.2.1. xomuuectsena kyarypa or IIBK > 10° KOE/ml uiu moayKoaudecTBeHaA KyATypa OT
[1BK > 15 KOE;

7.3.6.2.2. nmozutuBHa XK CBhC CBHIUS MUKPOOPraHU3BM KaToO OT IMpoOa THOW OT MSCTOTO Ha
BBHBEXKJIAaHE HA KaTEThpa.

7.4. adekuun Ha TOJIHUTE TUXATEITHU THTHINA

7.4.1. Cla-Clc ITneBMOHUS TTPH BCUYKH MAIIMEHTH

7.4.1.1. Cla Knuan4yHO ycTaHOBEHA ITHEBMOHUS

CrnenBa a oTroBaps Ha CIEAHUTE 2 KPUTEPHUS:

7.4.1.1.1. YcTaHnoBsiBa ce MOHE €IUH OT CJICTHUTE MPU3HAIK:

7.4.1.1.1.1. Bucoxka Temneparypa (> 38°C), 6e3 napyra ycTaHOBEHA NMPUINHA;



7.4.1.1.1.2. JleBkonenus (< 4000 Leu/mm?®) niu neskonurosa (> 12 000 Leu/mm?3);

7.4.1.1.1.3. 3ambIvieHO Ch3HaHUE, O€3 Ipyra ycTaHOBeHa MpuurHa (TIpu Bb3pacTHH, Haf 70 T.)

u

TTOHE JIBE OT CJICTHUTE HAXOJKH:

7.4.1.1.1.4. HoBo Hauajo Ha THOWHM XpayKd WJIA MPOMSHA B XapakKTepa Ha XpauyKWuTe, WIH
yBeJIMYEHU OeIOAPOOHU CEKPETH, WIH MTOBHUIIICHA HYX/1a OT acliUpUpaHe HA MAIUCHTA,

7.4.1.1.1.5. Kanummia ¢ HOBO HaAYaJ0 HIM BIOIIABAIlA C€ KalIIWIQA, WA OHUCIHES, WIH
TaxuITHes,

7.4.1.1.1.6. Haiimuue Ha 6em101poOHM XPHUITOBE UM OpPOHXHAIIHO JHIIIAHE;

7.4.1.1.1.7. Jlanuu 3a BiomaBaHe Ha razooOMeHa [Hamp. manHu 3a xunokcemus (PaO2/FiO; <
240), yBenn4eHH KHUCIOPOIHHU HYXIU WA KOMIIEHCATOPHA XUIIEPBEHTUIIALINA |;

7.4.1.1.2. Ha nBe ninu noBeue cepuiinu pentrenHorpaduu (Ilpu manueHtn 6€3 mpuapykaBaliio
OeonpoOHO WM ChbpAeUHO 3abonsBaHe [Hamp. pecnuparopeH guctpec cuHapom  (PIC),
OpOHXOITyTMOHATHA JTUCIUTA3Hs, OeloIpOOCH OTOK WM XPOHMYHA OOCTPYKTHBHA OelonpoOHa OomecT
(XOBbb)] e nocrarpuna u camo eaHa "nepuHUTUBHA" peHTreHorpadus.®) Ha 6enus Apod ce HabIromaBa
MIOHE €IHA OT CJICIHUTE HAXOAKH:

7.4.1.1.2.1. HoBu nnu nporpecupaniy u NepCUcTUpaIyd HHPUITPaTH;

7.4.1.1.2.2. KoHCconuaupaHu 3aCeHUYBaHUS;

7.4.1.1.2.3. KaBuranuu (MpoCBETISIBAHUA);

7.4.1.1.2.4. benoapoOHa XxepHUs NpH Jiena mos 1 roguHa.

3a manupeHTH < l-romMIIHA BB3pACT, KakTo M 3a gena oT 1 mo 12 roamnam, 3a Cl mma
JOTTBTHATETHY JIe(DUHUTIAH.

JlabopaTopHO MOTBBPICHA THEBMOHUS

7.4.1.2. C1b Tunnyna 6akTepHraiHa MHEBMOHUS/MUKOTUYHA TTHEBMOHUS

CrnenBa 1a oTroBapsi Ha CIEAHUTE 3 KPUTEPUS:

7.4.1.2.1. YcTaHoBsiBa ce MOHE €IUH OT CJICIHUTE MPU3HAIU U HAXOJKH:

7.4.1.2.1.1. Bucoxka Temneparypa (> 38°C), 6e3 npyra ycTaHOBEHA MPUIMHA;

7.4.1.2.1.2. JleBkonenus (< 4000 Leu/mm?®) miu neskonurosa (> 12 000 Leu/mm?3);

7.4.1.2.1.3. 3ambIiieHo ch3HaHUE, O€3 Ipyra ycTaHOBEeHA pUu4yuHa (MIpu Bh3pacTHH, Haja 70 T.);

u

MIOHE €/IHA OT CJEeIHUTE HAXOAKH:

7.4.1.2.1.4. HoBo Hauajno Ha THOWHM XpavyKd WIHA MPOMSHA B XapakKTepa Ha XpadyKHTe, WIH
yBeJIMYeHH 0e0ApOOHU CEKPETH, WM MOBHILIEHA HYXk/1a OT acupUpaHe Ha MalUeHTa;

7.4.1.2.1.5. Kanuma ¢ HOBO HaAYaJ0 HIM BIOIIABAIlA C€ KalUINAIQA, WIA OWCIHES, WIN
TaxuITHEs,

7.4.1.2.1.6. Hanuune Ha 6en0apoOHU XpUTIOBE MU OPOHXHUAIHO UIIAHE;

7.4.1.2.1.7. Jlanau 3a BOIIaBaHe Ha ra3ooOMeHa [Hamp. maHHu 3a xunokcemus (PaO2/FiO; <
240), yBeIM4eHH KMCIOPOIHHU HY KU WIA KOMIIEHCATOPHA XUIIEPBEHTUIIALINA |;

u

7.4.1.2.2. Ha nBe unu noBeue cepuitnu topakorpaduu (I[Ipm manmentu 6e3 mpuapykaBaiio
OcemogpoOHO WM ChpAEYHO 3abonsBaHe [Hamp. pecnuparopeH auctpec cuaapom (PIC),
OpOHXOMYJIMOHAJIHA JTUCIUIAa3us, OeIONPOOCH OTOK MM XPOHMYHA OOCTPYKTHMBHA OenoapoOHa Oosect
(XOBBb)] e nocrarpuna u camo enna "neduHUTHBHA" peHTreHorpadus.™) u ce HaOoaaBa MOHE eIHA OT
CIIETHUTE HAXOJIKU:

7.4.1.2.2.1. HoBM WiIH IPOTpeCUpAIH U TIEPCUCTUPALIA HHPUITPATH;

7.4.1.2.2.2. KoHCOMUIMpaHU 3aCCHUYBAHUS,

7.4.1.2.2.3. KaBuTanuu (IpoCBETISBAHUS);

7.4.1.2.2.4. benoapoOHa XepHUs TIpH Jena moa 1 roguHa;

u



7.4.1.2.3. IIpu nabopaTtopHUTE U3CIEABAHMS CE€ YCTAHOBSBA MTOHE €HA OT CJIEIHUTE HAXOAKH:

7.4.1.2.3.1. TlonoxxuTenHa XeMOKYNITypa, 0e3 Bpb3Ka Ha MPUUUHHUTENSI C UHPEKIHS Ha JPYTO
MSICTO;

7.4.1.2.3.2. IlonoxuTtenHa Kynrypa (pacTex) oT IJIeBpalHa TEUHOCT;

7.4.1.2.3.3. 30onupaHe Ha eBEHTYaJICH IPUYUHHATEI OT OPOHXHMAJICH CEKPET, B3€T MPH yCIOBHUS,
rapaHTUpald MUHUMATHO KOHTaMHHHpaHE C (opa OT TOPHUTE IUXATeIIHW ITBTHUINA [HAmp. 4pe3
Oponxo-anBeonapeH aBax (BAJI) wim GuorncudHa yeTka ¢ mpeanasuTen|;

7.4.1.2.3.4. Ilpu nupexktHa Mukpockonwus (ouB. mo I'pam), B = or 5% oT KJIETKUTE, MOTyYCHH
uype3 BAJL, ce HabmogaBaT HHTpaLIETyIapHO NTapa3uTUpaIii 0aKTepuu;

7.4.1.2.3.5. X¥CTOIOrMYHO H3CJIEABAHE C ITOHE €qHa OT CIEIHUTE MOKA3aTeIHU 3a THEBMOHUS
HAXOJIKU:

7.4.1.2.35.1. AbGcuec wWiM KOHCOJMIWpAIIX CE€ OTHHUIA, C HWHTCH3WBHO HATPYIIBaHE Ha
noTUMOpP(HO-HYKJICAPHU JICBKOIIUTH B OPOHXHOIHUTE U AJIBEOJIUTE;

7.4.1.2.3.5.2. [lonoxuTenHa KoJIHM4eCcTBEHA poda oT 6es1oipoOeH MapeHXuM;

7.4.1.2.3.5.3. luBa3us Ha reOMYHU XU(U WU 1IceBAOXUHU B OeT0pOOHUS TaPEHXHM.

7.4.1.3. Clc AtunuyHa mTHEBMOHUS

CrnenBa na OTroBaps Ha CIEAHUTE 3 KPUTEPHUS:

7.4.1.3.1. YcTaHoBsiBa ce MOHE €IMH OT CJICIHUTE MPU3HAIM U HAXOJKH:

7.4.1.3.1.1. Bucoxka Temneparypa (> 38°C), 6e3 apyra ycTaHOBEHA NMPUINHA;

7.4.1.3.1.2. JleBxkonenus (< 4000 Leu/mm?®) mnu neskonurosa (> 12 000 Leu/mm?3);

7.4.1.3.1.3. 3ambriieHo ch3HaHUE, O€3 Ipyra ycTaHOBEeHA pUu4yuHa (MIpu Bh3pacTHH, Haa 70 T.);

u

MIOHE €/IHA OT CJEeIHUTE HAXOAKH:

7.4.1.3.1.4. HoBo Hauajno Ha THOWHM XpayKd WIH MPOMSHA B XapakKTepa Ha XpauyKHTe, WIH
yBeJIMYEHH 0e0ApOOHU CEKPETH, WM MOBHILIEHA HYXk/1a OT aciupUpaHe Ha MalUeHTa;

7.4.1.3.1.5. Kanumna ¢ HOBO HaAYaJ0 HIM BIOIIABAILA C€ KalUINAIQA, WIA OUCIHES, WIN
TaxuITHes,

7.4.1.3.1.6. Hanuuue Ha 6enoaqpoOHH XPUTIOBE WU OPOHXHUAHO IUIIAHE;

7.4.1.3.1.7. Jlanau 3a BiOIIaBaHe Ha ra3ooOMeHa [Hamp. maHHu 3a xunokcemus (PaO2/FiO; <
240), yBeIM4EeHH KMCIOPOJHHU HYKIU WIA KOMIIEHCATOPHA XUIIEPBEHTUIIALINA |;

u

7.4.1.3.2. Ha nBe unu noBeue cepuitnu topakorpaduu (IIpm mammentu 6e3 mpuapykaBaiio
OcenogpoOHO WM ChpAEYHO 3a0onsBaHe [Hamp. pecnuparopeH auctpec cuHapom (PIC),
OpOHXOMYJIMOHAJIHA JTUCIUIAa3us, OeIONPOOCH OTOK MM XPOHMYHA OOCTPYKTHMBHA OenoapoOHa Oosect
(XOBBb)] e nocrarpuHa u camo enHa "neduHUTUBHA" peHTreHorpadus.™) ce HaOMOMaBa MOHE eHa OT
CIIETHUTE HAXOJIKU:

7.4.1.3.2.1. HoBuM Wiy porpecupaniy 1 nepcucTUpaniv HHPUITPaTH;

7.4.1.3.2.2. KoHCONMUIMpaHu 3aCEHYBAHUS;

7.4.1.3.2.3. KaBurtanuu (poCBETIsIBaHUSA);

7.4.1.3.2.4. benoapoOHa XepHUs TIpH Jena moxa 1 roguHa;

u

7.4.1.3.3. IIpu nabopatopHUTE U3CIICABAHUS CE YCTAaHOBSBA TIOHE €IHA OT CICTHUTE HAXOIKH:

7.4.1.3.3.1. M30nupan BUPYC WM XJIAMUAUS OT peCIIUPATOPHU CEKPETH;

7.4.1.3.3.2. YcTaHOBEH BHUPYCEH AHTHUICH WM AHTUTSAIO B PECIHMPATOPHU CEKPETH [HAIp.
ensumen uMmyHocopOenter tect (ELISA), duyopeciieHTeH TeCT 3a aHTHTENa CPElly MeMOpaHHHs
antured (FAMA), nonmumepasen tect (PCR)];

7.4.1.3.3.3. Uetupukparano nouiieH TUThp Ha 1gG KbM CHOTBETHHUS NPUYMHUTET B JBOWHH
cepyMHH npoOu (Tpu TPUMTHKA BUPYCH, XJTAMHUIUS U JIP.);

7.4.1.3.3.4. llonoxxutenna PCR peaknus 3a XJaMUAUU WM MUKOTUTa3MU;



7.4.1.3.3.5. TlonoxxureneH MUKPOUMYHO(IYOPECIIEHTEH TECT 3a XJIaMUIUU;

7.4.1.3.3.6. IlonoxuTeneH MEKpOUMYHO(IIYOPECIIEHTEH TECT 3a JIETHOHENN OT PEeCIHPaTOpPEeH
CEKpeT WU ThKaH;

7.4.1.3.3.7. YcraHOBeH 4pe3 paJMOM30TONCH WJIM CH3MMEH TeCT aHTureH Ha Legionella
pneumophila ot ceporun-1 B ypunara;

7.4.1.3.3.8. UeTnpHKpaTHO YBEJIMUYEH TUThP Ha aHTUTENIara cpenry L.pneumophila ceporum-1 >
1:128 B nBoiinu mpoOu (eqHa - MO BpeMe Ha O0JIecTTa, W €IHA - MPe3 PEKOHBAICCIICHTHUS TICPUON),
YCTaHOBEH 4pe3 UHIUPEKTeH UMYHOMITYOPECIIEHTEH TeCT.

7.4.2. Clb-Cld [lombnHuTenHH Ae)UHUIMH 32 TTHEBMOHHS IPH HMYHOKOMIIPOMETHPAHH
MalUeHTH

7.4.2.1. Clb Tunwuna OakTepua Ha MMHEBMOHWS/ MHKOTHYHA ITHEBMOHHUS TPH MAIUEHTH C
umyHeH nedunur/umynocynpecus (ITamuentu ¢ meyrponenus (< 500/mm3), neskemus, aumdom, HIV
(CD4 < 200), cmiaeHeKTOMUs, MAlMEHTH Cjel TPaHCILIAHTAlMs, IalMeHTH Ha [HUTOCTaTHYHA
XUMHOTEPAIUs U MalUeHTH, IPUEMaIlld CTEPOUIM BbB BUCOKH JIO3H 32 TIOBEYE OT 2 CEIMUIIH.)

CrnenBa 1a OTroBaps Ha CICAHUTE 3 KPUTEPHUS:

7.4.2.1.1. Hanmuure Ha MOHE €IMH OT CIAEAHUTE MPU3HAIIU:

7.4.2.1.1.1. Bucoka temmeparypa (> 38°C), 6e3 npyra ycraHOBeHa IPUYMHA;

7.4.2.1.1.2. 3amMbIVIeHO Ch3HAHME, O€3 Ipyra yCTaHOBEHA MpUUKHA (TIpU Bb3pacTHH, HajJ 70 1.);

7.4.2.1.1.3. HoBo Hauajo Ha THOWHU XpayKd WIHA MPOMSHA B XapakKTepa Ha XpauyKHUTe, WIH
yBEJIMYEHU OSIOPOOHU CEKPETH, WIH MTOBHUIIICHA HYX/1a OT acClIUpUpaHe Ha MAIUCHTA,

7.4.2.1.1.4. Kanumiia ¢ HOBO HAYaJl0 HIM BIOIIABAIA C€ KalIIWIQA, WA OWCIHES, WIH
TaxWITHES,

7.4.2.1.1.5. Hanmuune Ha 6emo1poOHM XPHUITOBE UM OPOHXHAITHO JHIIIAHE;

7.4.2.1.1.6. Jlanuu 3a BiomaBaHe Ha razooOMeHa [Hamp. manHu 3a xunokcemus (PaO2/FiO; <
240), yBenu4eHH KHUCIOPOIHHU HYKIU WA KOMIIEHCATOPHA XUIIEPBEHTUIIALINA |;

7.4.2.1.1.7. XeMonToe;

7.4.2.1.1.8. IlneBpanHa 60Ka.

u

7.4.2.1.2. Ha nBe unu noBeue cepuiinu peHtrenorpaduu (Ilpu manuentu 6e3 mpuapykaBaIio
O0enmoapoOHO WM ChpAeYHO 3abonsBaHe [Hamp. pecnuparopeH auctpec cuuapom (PIC),
OpOHXOMyJIMOHAJIHA TUCIUIA3us, OeoApOoOCH OTOK WM XPOHMYHA OOCTPYKTHMBHA OenoapoOHa Oosect
(XOBb)] e nocrarbuna u camo eaHa "neduHUTUBHA" peHTreHorpadus.*) ce HaOmMoAaBa MOHE €Ha OT
CIICTHUTE HAXOJIKH:

7.4.2.1.2.1. HoBu miu mporpecupaiiy 1 MepcucTupaiiyu HHQUITpaTH;

7.4.2.1.2.2. KoHCcOnMUIupaHu 3aCEHUYBAHMS;

7.4.2.1.2.3. KaButanuu (IpoCBETIISIBAaHUSA );

7.4.2.1.2.4. benonpoOHa XepHHs MpH Jera noxa 1 roguna;

U

7.4.2.1.3. IIpu nabopaTopHHUTE U3CIICIBAHMS CE YCTAHOBSIBA IIOHE €Ha OT CJICTHUTE HAXOIKH:

7.4.2.1.3.1. TlonoxxuTemHa XeMOKYNITypa, 0e3 Bpb3Ka Ha MPUUUHHUTENS C MHPEKIHS Ha JPYTO
MSICTO;

7.4.2.1.3.2. IlonoxuTtenHa Kynrypa (pacTex) oT IJIeBpalHa TEUHOCT;

7.4.2.1.3.3. 30nupaHe Ha eBEHTYaJICH MIPUYMHHUTEI OT OPOHXHMAJICH CEKPET, B3€T MPH yCIOBHUS,
rapaHTUpANd MUHUMATHO KOHTAMHHHpaHE C (opa OT TOPHUTE IUXATeIHW ITHTHUINA [HAmp. upe3
Oponxo-anBeonapeH naBax (BAJI) wim GuoncudHa yeTka ¢ mpeanasuTen|;

7.4.2.1.3.4. Tllpu nupekTHa MuKpockonus (onB. o I'pam) B >5% oT KIIE€TKHUTE, MOJIYYCHH Upe3
BAJI, ce nabmogaBat MHTpaleIyIapHO apa3uTUpaliu 0aKTepuu;

7.4.2.1.3.5. X¥CTOIOrMYHO H3CIIEABAHE C IIOHE €QHa OT CJIEIHUTE MOKA3aTEeIHU 3a THEBMOHUS
HAXOJIKU:



7.4.2.1.35.1. AGcuec wiM KOHCOMUAMPANIM C€ OTHHUINA, C WHTCH3UBHO HATpyNBaHEe Ha
MOJIMMOPGHO-HYKJICAPHU JIEBKOIIUTH B OPOHXHOIUTE U aJIBEOJTHUTE;

7.4.2.1.3.5.2. ITonoxxurenHa KOJIWYECTBEHA IMPoOa OT Oe0apo0eH MapeHXUM;

7.4.2.1.3.5.3. uBa3us Ha ToOMYHU XU(DU WK TICEBIOXH(U B OSIONPOOHUS TAPESHXHM.

7.4.2.2. Clc ATunnyHa THEBMOHUS TIPH MAIIMEHTH ¢ UMYHEH JAe(QUIIUT/MIMYHOCYTIPECHUS

CrnenBa na OTroBaps Ha CICAHUTE 3 KPUTEPHUS:

7.4.2.2.1. Hanmuure Ha MOHE €IMH OT CIAEIHUTE MPU3HALIU:

7.4.2.2.1.1. Bucoka temmeparypa (> 38°C), 6e3 n1pyra ycraHOBeHa IPUUMHA;

7.4.2.2.1.2. 3aMbIVIeHO Ch3HAHME, O€3 Ipyra yCTaHOBEHA MpUUKHA (TIpU Bb3pacTHH, HajJ 70 r.);

7.4.2.2.1.3. HoBo Hauajo Ha THOWHU XpayKd WIHA MPOMSHA B XapakKTepa Ha XPauyKWUTe, WIH
yBEJIMYEHU OeIOPOOHU CEKPETH, WIH TTOBHUINICHA HYX/1a OT aclTUpUpaHe Ha MAIUCHTA,

7.4.2.2.1.4. Kanummia ¢ HOBO HAYaJ0 HIM BIOIIABAIlA C€ KalIIWIQA, WA OHWCIHES, WIH
TaxWITHes,

7.4.2.2.1.5. Hanimuune Ha 6em01poOHM XPHUITOBE UM OPOHXHAIIHO JAHIIIAHE;

7.4.2.2.1.6. Jlanuu 3a BiomaBaHe Ha razooOMeHa [Hamp. manHu 3a xunokcemus (PaO2/FiO; <
240), yBenu4eHH KHUCIOPOIHHU HYKIH WA KOMIIEHCATOPHA XUIIEPBEHTUIIALINA |;

7.4.2.2.1.7. XeMONTOE;

7.4.2.2.1.8. IlneBpanna 60mka

u

7.4.2.2.2. Ha nBe ninu noBeve cepuitHu peHTreHorpaduu ce HaOIroaBa MmoHe eHa OT CICIHHUTE
HAXOJIKU:

7.4.2.2.2.1. HoBu niu nporpecupaniy u NepCucTUpaIyu HHPUITPaTu;

7.4.2.2.2.2. KoHconuaupaHH 3aCEHYBaHNUS;

7.4.2.2.2.3. KaBuranuu (MpoCBETISIBaHNUA);

7.4.2.2.2.4. benoapoOHa XepHUS NpH Jena noj 1 roguHa;

u

7.4.2.2.3. IIpu 1abopaTopHUTE U3CIICIBAHUS CE€ YCTAHOBSBA ITOHE €IHA OT CJICTHUTE HAXOJKH:

7.4.2.2.3.1. 3onupan BUPYC WK XJIAMUIUS OT PECIIUPATOPHU CEKPETH;

7.4.2.2.3.2. YcTaHOBEH BHUPYCEH AHTUICH WJIM AHTUTSJIO B PECIHPATOPHU CEKPETH [HAarp.
eH3nuMeH nmyHo-copOoenTeH Tect (ELISA), ¢myopecuenteHn TecT 3a aHTMTEna cpelly MeMOpaHHHS
antured (FAMA), momumepasen tect (PCR)];

7.4.2.2.3.3. UetupukpartHo noBuiieH TUTHP Ha |G KbM CHOTBETHHUS MPUYMHHUTEN B JIBOMHH
CepyMHHU 1poOu (TIpu TPUITHU BUPYCH, XJIIAMUIUS U IP.);

7.4.2.2.3.4. Ilonoxutenna PCR peakuus 3a XjaMUJIMA WK MUKOTUIa3MU;

7.4.2.2.3.5. IlonoxxureaecH MUKPOUMYHO(ITYOPECIIEHTEH TECT 3a XJIaMUIHH;

7.4.2.2.3.6. TlonoxxureneH MUKPOUMYHOMITYOPECIICHTEH TECT 3a JISTHOHEIU OT PECHUPATOPEH
CEKpeT WU THKaH,

7.4.2.2.3.7. YcraHOBeH 4Ype3 paJMOM30TONCH WJIM CH3MMEH TeCT aHTureH Ha Legionella
pneumophila ot cepotun-1 B ypunara;

7.4.2.2.3.8. YeTupukpaTHO YBEIMYCH TUThP Ha aHTUTeNara cpeiry L.pneumophila ceporum-1>
1:128 B nBoitHM mpoOuM (emHaA - MO BpeMe Ha OOJecTTa, W €Ha - Mpe3 PEKOHBAJICCICHTHUS TEPHO.),
YCTaHOBEH 4pe3 HHIUPEKTCH UMYHOMITYOPECIIEHTECH TECT.

7.4.2.3. Clc ITneBMOHUS, IPEeIM3BUKAHA OT CTICIIHAHA MPUINHUTENH, TIPU TAIUEHTH C IMYHEH
e (UIUT/UMYHOCYTIpECHUs

CrnenBa na OTroBaps Ha CICAHHUTE 3 KPUTEPHS:

7.4.2.3.1. Hanuuue Ha MOHE €IMH OT CIAEIHUTE MPU3HAIIU:

7.4.2.3.1.1. Bucoka Temmneparypa (> 38°C), 6e3 apyra ycTaHOBEHA PUYHHA;

7.4.2.3.1.2. 3ambriieHo ch3HaHUE, O€3 Ipyra ycTaHOBEeHA pUu4yuHa (Mpu Bh3pacTHH, HaA 70 T.);

7.4.2.3.1.3. HoBo Hauajo Ha THOWHM XPavyKd WIHA MPOMSHA B XapakKTepa Ha XPauyKHTe, WIH



yBeIMYEHHU OeIOAPOOHU CEKPETH, WK MOBUILIEHA HYXk/1a OT aciupUpaHe Ha MAIUeHTa,

7.4.2.3.1.4. Kanuma ¢ HOBO HAYaJl0 WM BIOMIABAINA C€ KalIINALQA, WIA OWCIHES, WIN
TaxuITHes,

7.4.2.3.1.5. Hannuune Ha 6e101p0oOHN XPUIIOBE WITH OpOHXHUATHO JUIIAHE;

7.4.2.3.1.6. Jlanau 3a BiolIaBaHe Ha ra3ooOMeHna [Hamp. maHHu 3a xunokcemus (PaO2/FiO; <
240), yBenM4eHH KMCIOPOIHHU HY KU WK KOMIIEHCATOPHA XUIIEPBEHTUIIALINA |;

7.4.2.3.1.7. XemonToe;

7.4.2.3.1.8. TlneBpanna Ooika.

u

7.4.2.3.2. Ha nBe nnu noBeue cepuiinu peHtrenorpaduu (Ilpu nmanumentu 6e3 mpuapykaBaiio
OeonpoOHO WM ChbpAeYHO 3abonsBaHe [Hamp. pecnuparopedH guctpec cuHapom  (PIC),
OpOHXOIyTMOHATHA JTUCIUTA3Hs, OeNoIpoOCH OTOK WIM XPOHMYHA OOCTPYKTHBHA OenonpoOHa OomecT
(XOBbb)] e nocrarpuna u camo enHa "neduHUTHBHA" peHTreHorpadus.™®) ce HabmogaBa OHE €IHA OT
CIIETHUTE HAXOJIKH:

7.4.2.3.2.1. HoBu nnu nporpecupaiiy 1 NepCucTUpaliy HHPUITpaTu;

7.4.2.3.2.2. KoHCconuIupaHu 3aCEHYBaHUS;

7.4.2.3.2.3. KaBuranuu (MpoCBETIsIBaHUSA);

7.4.2.3.2.4. benoapo6Ha XepHUs NpHu Jena noja 1 roguHa;

u

7.4.2.3.3. [Ipu 1aGopaTopHUTE U3CIICIBAHUS CE€ YCTAHOBSBA ITOHE €THA OT CJICTHUTE HAXOJKH:

7.4.2.3.3.1. CpBriagani nmonoxuTeneH pe3yarar 3a Haaumyue Ha Candida B kyaTypu oT KpBB M
Xpadka (MHTEepBaJ Ha B3eMaHe Ha mpobure < 48 yaca);

7.4.2.3.3.2. YcraHoBsiBaT ce rpOMuUkH wiu Pneumocystis carinii or OpoHXuajieH CEeKpeT, B3eT
IIPH YCIIOBHSI, TapaHTHPAII MUHUMAIHO KOHTAMHHHpaHE ¢ (Jiopa OT TOPHHUTE JUXATEITHH IBTHINA
[Hanp. upes Oponxo-anBeonapen naBax (BAJl) win 6uoncuyHa yeTka ¢ mpeanasuTen|, mpu:

7.4.2.3.3.2.1. qMpeKTHAa MUKPOCKOIIHS;

7.4.2.3.3.2.2. B KyATYypa.

7.4.2.4. C1d KnuHuyHO ycTaHOBEHA MTHEBMOHUS MPH Jena oT 1- 1o 12-roguimrHa Be3pact

CrnenBa 1a oTroBapsi Ha CIEAHUTE 2 KPUTEPUS:

7.4.2.4.1. YcTaHOBSIBaT c€ OHE TPU OT CIAEAHUTE MPU3HAIM U HAXOJKHU:

7.4.2.4.1.1. Bucoxka Temneparypa (> 38,4°C) wim xunotepmus (< 37°C) Ge3 apyra ycraHOBeHa
MPUYNHA;

7.4.2.4.1.2. JleBkonienus (< 4000 Leu/mm?) win neskonurosa (>15 000 Leu/mm3);

7.4.2.4.1.3. HoBo Hauajo Ha THOWHU XpayKd WIHA MPOMSHA B XapaKTepa Ha XpauyKWUTe, WIH
yBEJIMYEHH OeTOAPOOHU CEKPETH, WIH MTOBHUIIICHA HYX/1a OT aclIUpUpaHe HA MAI[UCHTA,

7.4.2.4.1.4. HoBo HayaJio Ha BJIOIIABAILIA CE€ KAIUINIIA, alTHEs WA TaXHITHES,

7.4.2.4.1.5. XpunoBe ui OpOHXHAITHO JTHUIIIAHE;

7.4.2.4.1.6. [Tannu 3a BJIOIIEH ra3000MeH [AaHHHU 3a XHUIOKceMus (Imysc-okcumerpus < 94 %),
YBEJIMUEHU KUCIIOPOIHU HYXIH WM KOMIICHCATOPHA XUTICPBEHTUIIAIIHS |;

u

7.4.2.4.2. Ha nBe wnu noBeue cepuiinu pentrenorpaduu (Ilpu nanumentu 6e3 mpuapykapaiio
OenonpoObHO WM ChpAeuHO 3abonsBaHe [Hamp. pecnuparopeH guctpec cuHapom  (PHC),
OpOHXOIyIMOHANIHA TUCIUIA3Hs, OeNoapoOeH OTOK WM XpOHMYHA OOCTPYKTHBHA OenonpoOHa OomecT
(XOBbb)] e nocrarpruna u camo enHa "neduHuTHBHA" peHTreHorpadus.™®) ce HabMogaBa MOHE €IHA OT
CIIETHUTE HAXOJIKH:

7.4.2.4.2.1. HoBM Wiy IpOTpeCUpaIiy U IePCUCTUPALA HHPHITPATH;

7.4.2.4.2.2. KoHCONMUIMpaHU 3aCEHUYBAHUS;

7.4.2.4.2.3. KaButanuu (IpoCBETIISIBAHUSA).

7.4.3. J1 BpoHXHT, TpaXeOOPOHXHT, TPAXEHUT, O3 MMPU3HAIIM HA THEBMOHUS



CrnenBa a OTrOBapsT Ha CIEAHUS KPUTEPU:

7.4.3.1. TlanWeHTHT HsAMA KJIMHUYHW TPH3HAIM W JIUICBAT PEHTICHOJIOTWYHHW JaHHH 32
MHEBMOHHUSA, HO Ca HaJHIle MOHE JBa OT CJIEAHUTE CHUMIOTOMH O€3 Jpyra yCTaHOBEHAa NpUYUHA:
temneparypa (> 38°C), kaliuiia, HOBOIOSIBIIO C€ HJIM YBEIMYCHO OT/ICIISIHE HA CITyTyM, CYXH XPHUIIOBE,
CBUpKAIIIO IUIIaHe

u

7.4.3.2. IOHE €IMH OT CJIEAHUTE KPUTECPUH:

7.4.3.2.1. KynTypenHo [0Ka3aHM NPUYMHUTEIN B TpaxealeH CEKpeT WIM B MaTepual OT
OpoHXOaIBEOJIAPEH JIABAK;

7.4.3.2.2. [lonoxXuTeNEH TECT 32 AaHTUI'CHU B PEJIEBAHTEH PECIIUPATOPEH CEKpeET.

3a maruenTH < 1-roguiHa Bb3pacT 3a J1 uma nqombaHUTETHA 1eGUHUTHUS.

7.5. Uadeknun Ha MUKOYHHUTE IThTUIIA

7.5.1. D1 CumnromaTnuna uHdeknus Ha mukounute metuma (CUIIIT)

CrenBa 1a OTTOBapsIT MOHE HA €IMH OT CIEIHUTE KPUTCPHH:

7.5.1.1. [loHe exuH OT ciaeIHUTE MPU3HAIM Oe3 Ipyra yCcTaHOBEHA MPUYMHA:

7.5.1.1.1. temneparypa (> 38°C), mo3uBu 3a ypuUHHpaHE, YECTO YpPHHHUpAHE, TU3YpUS WIH
cymnpamyOonueH JUCKOM(POPT

u

7.5.1.1.2. ypokynrypa ¢ > 10° koe (koe - Konouus-o0pasysaa exunauina (cfu))/mi ypuna, ¢ He
MoBeYe OT JIBa BUJIa MUKPOOPTaHU3MU;

7.5.1.2. Tlone nBa OT clIieAHUTE MPHU3HAIK O€3 Apyra YyCTaHOBEHA MPUYHHA:

7.5.1.2.1. temneparypa (> 38°C), mo3uBu 3a ypuHHpaHE, YECTO YpPHHHUpaHE, TU3YpUS WIH
cynparyondeH JuckoM@popT

u

7.5.1.2.2. moHe eIHO OT CIAEAHUTE YCIOBUS:

7.5.1.2.2.1. TlonoxuTeneH TeCT 3a JICBKOIIMTHA €CTepa3a U/ HUTPATH B yPUHATA,

75.1.222. Iluypus (> 10 nekomura/mm® wmnam > 3 JIEBKOLUTA/3PUTEIHO IOJIE B
HEelEHTpOopyrupaHa ypuHa);

7.5.1.2.2.3. Hannuume Ha MHMKpOOpraHM3MH NIpU OIBETSABaHE MO I[pam Ha mpemapar OT
HEeleHTpOoyTrupaHa ypuHa,

7.5.1.2.2.4. TloBTOpHO H30IMpaHe HA eAuH U cbil ypornaroreH ([lox ypomarorenu B ciydas 1a
ce pasoupa: I'pam-orpunarennu 6akrepun win S. saprophyticus) ¢ > 102 koe/mi B ypokyaTypa (B3eTa
OT KaTeThp YpPHUHA);

7.5.1.2.2.5. Ypokyntypa ¢ < 105 koe/mn1 ypuHa OT €AMH-SAMHCTBEH YPOIATOTeH MPH MAIUEHT,
KOWTO € Ha aHTUMUKPOOHA Teparus 3a BbIPOCHATa YPOUHPEKIIUS;

7.5.1.2.2.6. [luarno3a, nocTaBeHa OT JIEKyBaIlUs JeKap;

7.5.1.2.2.7. JlekapsT e npennucan ChOTBETHA AHTUMUKPOOHA Teparus.

7.5.2. D2 AcumnromarnyHa OaKkTepUypHst

CrenBa 1a OTroBapst Ha €UH OT CICAHUTE KPUTEPUU:

7.5.2.1. TIuko4HUAT MeXyp Ha MalMeHTa € OWJ KaTeTepu3upaH a0 7/ JHH Mpeaud B3eMaHE Ha
Marepuaj 3a ypOKyATypa, JuIcBa mnoBuiieHa temmeparypa (> 38°C) wiu japyra CHMITOMAaruka OT
CTpaHa Ha NHUKOYHWTE ITHTHINA, MOJOXKUTENHA ypokyiarypa ¢ < 10° koe/Mi ¢ He moBede oT 2 BUjA
MUKPOOPTaHU3MU;

7.5.2.2. TIlukOYHUAT MEXyp Ha TMalMeHTa He € OW KaTeTepu3WpaH Mpe3 MOCIeTHUTE 7 THH
npeau B3eMaHe Ha mpoOara 3a mbpBara OT JIB€ TMOJOKHUTEIHH YPOKYITYpH, JHUICBA MOBHIIEHA
temneparypa (> 38°C) uiam apyra CMMOTOMATHKA OT CTpaHa Ha MMKOYHHWTE MbTHIIA. [[BETe ypOKYITypH
ca ¢ > 10° koe/MJ1 ¥ JI0Ka3BaHe Ha €HAKBH (HE TI0BEYE OT JBa BUJIA) MUKPOOPIaHU3MH.

7.5.3. D3 [lpyru uHpeKknuu Ha OTAETUTEIHATa cUCTeMa [ObOpery, ypeTrep, MUKOUeH MeXyp,

ypetpa u ap. (A1OC)]



Tes3u undexum crnenpa qa OTTOBapAT IMOHE HAa €IUH OT CICAHUTE KPUTEPHUU:

7.5.3.1. W3onmupan MHKpOOPTaHU3BM OT cekpeT (0e3 ypwHa) WM ThKaH, pECIl. HATPUBKA OT
3acerHarara o0mnacr.

7.5.3.2. Tlo BpeMe Ha KIMHHWYEH TIPEIVie]l, ONepanus WIA TPHU XUCTOJIOTUYHO HM3CJICBAHE CE
yCTaHOBSIBa a0CIIeC WU IpyTa MposiBa Ha HH(EKIUSI.

7.5.3.3. Hanune ca moHe 1Ba/IBe OT CEIHUTE MPHU3HAIM U HaXOIkw, Oe3 JApyra yCTaHOBEHA
pUYUHA:

7.5.3.3.1. Bucoxka tremneparypa (> 38°C);

7.5.3.3.2. JlokanHa O0JiKa WM YyBCTBUTEIHOCT;

u

7.5.3.3.3. IOHE €HO OT CIICTHUTE YCIOBHS:

7.5.3.3.3.1. I'HoitHa cekpenus OT 3aCErHaToTo MCTO;

7.5.3.3.3.2. BepoATHUST €THUOJIOTUYECH MPUIUHUTEN C€ OTKPUBA B XEMOKYITYPa;

7.5.3.3.3.3. Jlanan 3a wmHEeKnHs OT o00pa3HO wu3ciaeaBaHe (Hamp. yatpassyk, KT, SMP,
cruHTHTpadus);

7.5.3.3.3.4. JlekyBamusT jgeKap € yCTaHOBUI HH(EKITUS;

7.5.3.3.3.5. JlekapsT 3amo4Ba ChOTBETHA aHTUMHUKPOOHA TEpaIusl.

3a maruenTH < 1-rogumiHa Bb3pact 3a D1 u D3 uMa gonbiHUTEHA e QUHUITIH.

8. Apyru uHpEKIIn

8.1. UHdekun Ha KOCTUTE U CTaBHUTE

8.1.1. E1 Ocreomuenur

CrnenBa 1a OTroBapsi Ha €IMH OT CIICAHUTE KPUTSPHUU:

8.1.1.1. KynTypenHo noka3aHu NPUYMHUTENIN B MaTEpUajl OT KOCTHA ThKaH;

8.1.1.2. YcTaHOBsSIBAHE Ha OCTEOMHENIUT IO BpEME Ha OIepanus WIA MPU XUCTOMATOJIOTHYHO
W3CIIC/IBAHE;

8.1.1.3. TloHe nBa OT caeAHUTE MPU3HAIM, O€3 Ipyra yCTaHOBEHA MPUYHHA!

8.1.1.3.1. remneparypa (> 38°C), 0KaJeH OTOK, YyBCTBUTECIHOCT, 3aTOIUISTHE WIIA CEKPEIHSI OT
MSICTOTO Ha UH(EKIUATa

u

8.1.1.3.2. Hali-MaJIKO €UH OT CJICTHUTE KPUTEPHUU:

8.1.1.3.2.1. Jloka3BaHe Ha NPUYUHUTEIN B XEMOKYJITYpaTa;

8.1.1.3.2.2. [Tomo>xuTeneH TeCT 32 aHTUTEHU B KPBHBTA;

8.1.1.3.2.3. PaaroornyHu TaHHH 32 UHPEKITHS.

8.1.2. E2 Undeknusa Ha cTaBa WM CHHOBHAJIHA Oypca

CrnenBa a OTroBapsi Ha €IMH OT CIICAHUTE KPUTEPHUU:

8.1.2.1. KynarypenHo AoKa3aHM NPUYUHHUTEIW B Tpoda OT BHTPECTAaBHA TEYHOCT WIIU B
OHOICUYEeH MaTepua OT CHHOBUS;

8.1.2.2. VYcraHoBeHa MO BpeME Ha ONepanus WIM TPU XUCTONATOJIOTUYHO H3CIICABAHE
WH()EKIMS Ha CTaBa WM CHHOBHATHA Oypca;

8.1.2.3. Ilone aBa OT cleAHUTE pU3HALM O€3 Apyra MpUYHHA:

8.1.2.3.1. Gonka B craBara, OTOK, YYBCTBHTEIHOCT, 3aTOIUISHE, MPH3HAIM 32 H3JIUB HWIIH
OTpaHHYEHUE HA JTBUKCHHUETO

u

8.1.2.3.2. Hali-MaJiKo €IUH OT CJICTHUTE KPUTEPHUU:

8.1.2.3.2.1. Jloka3BaHe Ha MHKPOOPTaHW3MH H JICBKOIIUTH TpU OIBeTsBaHe Mo [pam Ha
BbTPECTABHA TEUHOCT;

8.1.2.3.2.2. TlonoxuTeneH TeCT 32 aHTUTCHH B KPbBTA, YPUHATA UM BbTPECTABHATA TEYHOCT;

8.1.2.3.2.3. lluTtosOrMYHA ¥ XUMUYHHU JIaHHU OT M3CJEABAHETO Ha BBTPECTaBHA TEYHOCT,
roBopenty 3a HHQPEKIus (KOoraTo OTCHCTBAT JaHHH 32 PEBMATHUYEH MPOU3XON);



8.1.2.3.2.4. PaaroiornyHu TaHHH 32 UHPEKITHS.

8.1.3. E3 Mudexuus B obnacTTa Ha HHTEPBEPTEOPATHUTE AUCKOBE (XPYIISIIN)

CrnenBa a OTroBapsi Ha €IMH OT CIICAHUTE KPUTEPUU:

1. KyntypenHo noka3aHU NPUYUHHUTENH B ThKAaH OT 3acerrarara o0iacT, KOATO € B3eTa IO
BpeMe Ha OTepaius Win 4pe3 MyHKIHS;

2. Nndexnus Ha 3acerHarara 00JacT, yCTAaHOBEHA MAKPOCKOIICKH 110 BpeMe Ha OIepaIus WIH
IIPU XMCTONATOJIIOTUYHO U3CJIe/IBaHE Ha B3ET MaTepHall;

3. Temneparypa (> 38°C) 6e3 apyra ycraHOBeHa NMpUYWHA WK 0OJIKA B 3acerHarara o0JacT U
PAMOJIOTHYHY JTAHHU 32 UHPEKITUS;

4. Temneparypa (> 38°C) 6e3 apyra ycraHOBEHa NMpHYMHA U OOJIKAa B 3acerHarara oOJIacT U
TIOJIOXKUTEIICH TECT 32 AHTUTCHU B KPHBTA WJIM YPHHATA.

8.2. Undekunu Ha CbpACYHO-CHIOBATA CUCTEMA

8.2.1. F1 Nudekuus Ha apTepUNATE WA BEHUTE

CrnenBa 1a OTroBapsi Ha €IMH OT CICAHUTE KPUTEPUU:

8.2.1.1. KynTypenHo M0Ka3aHU MPUYMHHUTEIN B WHTPAONEPATUBHO B3ETH apTEPUU WU BEHH,
KOTaTo He € MMyCKaHa XeMOKYATYpa, WIH OT XeMOKYATypaTa He € U30JIHMpaH MUKPOOPTaHU3bM;

8.2.1.2. ndeknus Ha 3acerHarus ChJ, yCTAHOBEHa MaKpOCKOIICKH TI0 BpeMe Ha Omepalus Win
JTUATHOCTHUIMPAHA Ype3 XUCTOMATOJIOTUIHO U3CJICIBaHE Ha B3ET MaTEePHAIT;

8.2.1.3. IloHe eauH OT cieqHUTE MPU3HAIM 0e3 Ipyra yCTaHOBEHA MPUYUHA:

8.2.1.3.1. Temnieparypa (> 38°C), Gosnka, 3auepBsiBaHE WJIU 3aTOILISIHE HA 3aCETHATHUS Ch

u

8.2.1.3.2. [TonykoanyeCcTBEHO KyATYPEIHO J0Ka3BaHE Ha > 15 KoloHMHU OT BbpXa Ha MOCTaBEeH
BBTPECHIOB KaTETHP;

u

8.2.1.3.3. He e B3eMaHa KpbB 3a XEMOKYIATYpa WIH

8.2.1.3.4. OT xeMOKyITypara He € U30JIMPAaH MUKPOOPTaHU3bM;

8.2.1.4. THOWHA ceKpelus OT 3acCerHaTHs ChJ, KOraro He ¢ IyCKaHa XEMOKYITypa WIH OT
XEMOKYJITypaTa He € U30JIUPaH MUKPOOPTaHU3bM.

8.2.2. F2 EniokapauT Ha €CTeCTBEHA WU M3KYCTBEHA Chp/IeUHAa Kiiana

CrnenBa a OTroBapsi Ha €IMH OT CICAHUTE KPUTEPUU:

8.2.2.1. KynTypenHo JoKa3aHU MPUYUHUTEIH B ChpJeuHaTa KJlana Wik BETeTallunuTe;

8.2.2.2. Hanuie ca moHe ABa OT CJICIHUTE NMPU3HAIM, O€3 Ipyra YCTaHOBEHA NMPUYHMHA:

8.2.2.2.1. temneparypa (> 38°C), HOBOMOSIBHJI CE€ HJIH IPOMEHCH IIyM, TMPHU3HAIM 3a
aprepuaiHa eMmOoius, KOXKHM MaHudecTanuu (Hamp. METeXWH, CAMHUYHH XEeMOparuu, OoJe3HEHH
MOJIKOKHH BB3JIH ), TPU3HAIIM 32 ChPJICYHA ACKOMIICHCAIIUS WM HAPYIICHHsSI Ha ChPICUYHUS PUTHM,

u

8.2.2.2.2. mpu mocTaBeHa aHTE MOPTEM JUArHO3a JIEKapAT 3all0YBa CHOTBETHO (I[EJIEHACOUYEHO
3a eHJOKApANTa) aHTUMUKPOOHO JICUCHHE

U

8.2.2.2.3. Hali-ManKo €1H OT CJIETHUTE KPUTEPUU:

8.2.2.2.3.1. JlokazaH1 NPpUYUHUTEIHN B TTIOHE JBE XEMOKYJITYPH, B3ETH IO PA3JIUYHO BPEME;

8.2.2.2.3.2. Tlpu Mukpockomus Ha mpemapar mo Ipam ca I0oKa3aHW MHKPOOPTaHU3MH OT
ChpJieyHarTa KJiana, Koraro XeMOKY/ITypara € OTpUIIaTeIHA WM He € ITyCKaHa;

8.2.2.2.3.3. YcraHOBeHM IO BpeMe€ Ha Olepalus WIM ayTONCHs BereTallud Ha ChpjAevHaTa
KJiamna;

8.2.2.2.3.4. TlonoxuTeneH TECT 32 aHTUT€HU B KPbBTA WJIM yPUHATA;

8.2.2.2.3.5. Jloka3zBaHe Ha HOBM BereTaluy Mpu exokapauorpagus.

8.2.3. F3 MuokapauT Wik nepukapauT

CrnenBa na OTroBapsi Ha €IUH OT CIICAHUTE KPUTSPUU:



8.2.3.1. KyntypenHo noka3BaHe Ha MPUYUHHUTENHU B IIpoba OT MepuKapaa Wik B TEYHOCT, B3ETH
4ype3 MyHKIHS WIH 10 BpeMe Ha OTeparius;

8.2.3.2. IloHe nBa OT caeAHUTE MPU3HAIM, O€3 Ipyra yCTaHOBEHA MPUYHHA!

8.2.3.2.1. Temmnieparypa (> 38°C), Oonku B TpbJHHS KOIII, APAIOKCATICH MYyJIC WM YBEIHUYCH
pa3mep Ha ChPLETO

u

8.2.3.2.2. Hali-MaJIKO €UH OT CJICTHUTE KPUTEPHUU:

8.2.3.2.2.1. Haxonku B EKI', HacouBaiiy KbM MHUOKAPIUT WA IEPUKAP/INT;

8.2.3.2.2.2. ITonmo>XUTENEH TECT 32 AHTUTEHU B KPBHBTA;

8.2.3.2.2.3. Jloka3BaHe Ha MUOKApJIUT WIM MEPUKAPIUT HPU XHCTOJOTMYHOTO M3CIEIBAaHE Ha
ChpJIcUHA THKaH;

8.2.3.2.2.4. YeTnpukpaTHO MOKAaUYBaHE TUThpPA Ha THUIIOBOCICHHU(DHYHM aHTUTENA ChC WU 0€3
M30JIMpaHe Ha ChOTBETHUS BUPYC OT (paprHKCa WIH OT (eKaiiHa mpooda;

8.2.3.2.2.5. IlepukapaeH u3nuB, MoTBbpeH exokapauorpadceku, upes KT, IMP, anrnorpadus
WIH JPYTH PAIMOJIOTUYHH JaHHU 32 HH(EKIHS.

8.2.4. F4 MenunacTuHUT

TpsiOBa 1a OTroBaps Ha €AUH OT CICTHUTE KPUTEPHUHU:

8.2.4.1. KynrypenHo J0oKa3BaHe HAa NMPUYUHHWTEIN B ThKaH OT MEAMACTHHYMAa WJIM B TCYHOCT,
B3€TH I10 BpEMe Ha OTepalus Wi Ype3 MyHKIINS;

8.2.4.2. MeawacTWHUT, JOKa3aH IO BpeME Ha Olepamus WIA TPH XUCTOMATOJIOTHIHO
U3CTIe/IBaHE;

8.2.4.3. TloHe equH OT CJICIHUTE MPU3HALIM O€3 JIpyra YCTaHOBEHA IMPUYHHA!

8.2.4.3.1. remmnieparypa (> 38°C), G0JIKH B TPBAHMS KOIII, TOABUKEH CTEPHYM

u

8.2.4.3.2. Hali-MaJIKO €UH OT CJICTHUTE KPUTEPHUU:

8.2.4.3.2.1. T'HoliHa cexpenus OT MeAracTUHATHATa 001acT;

8.2.4.3.2.2. KyntypenHo J0Ka3aHH NPUYHHUTENN B KPBBTA MM B CEKPET OT MEIWACTHHAIHATA
obmacr;

8.2.4.3.2.3. YcTaHOBEHO pa3IIMpPEeHUE Ha MEUACTUHYMA MPU PAJTUOJIOTHYHO U3CIICBAHE.

3a marmenTu <1 roguna 3a F1 no F4 uma nonbiautennu neuHALAN.

8.3. Undekuuu Ha 1IeHTpaTHaTa HEPBHA CUCTEMA

8.3.1. G1 UnTpakpanuanHa nHGEKIHI

(Mo3buen abcuiec, cyOmypaiHa Wiu enuaypaiHa uHQEKus u eHiedanur)

CrnenBa na OTroBaps Ha €IMH OT CIICAHUTE KPUTCPUU:

8.3.1.1. KynaTypenHo noka3aHu MPUYMHUTEHN B MO3bUHA ThKaH WK dura mater;

8.3.1.2. YcTaHoBeH 1O BpeMe Ha OIepalus WM 4pe3 XUCTONATOJIOTMYHO M3cienBaHe alciec
WM UHTPaKpaHUaIHa UH(EKIHs;

8.3.1.3. [lone nBa oT ciaeaHUTe MpU3HALK, O0€3 Apyra yCTaHOBEHA MPUYHHA:

8.3.1.3.1. mmaBoOonme, CBETOBBPTEX, Temmeparypa (> 38°C), oruuimHa HEBpPOJIOTHYHA
CUMITOMATHKA, Pa3INYHa CTEIICH Ha HAPYIICHO Ch3HAHUE WU ChCTOSTHUE HA OOBPKAHOCT,

u

8.3.1.3.2. mpu mocTraBeHa aHTE MOPTEM JUATHO3a JIEKApAT 3all0YBa CHOTBETHO (I[EJIEHACOUYEHO
3a MHTpaKpaHUaIHa UHQEKIMS) aHTUMUKPOOHO JIeUeHHE

u

8.3.1.3.3. Haii-ManKo €1H OT CJICTHUTE KPUTEPUU:

8.3.1.3.3.1. MUKPOCKOIICKO JJOKa3BaHEe HA MUKPOOPTaHU3MHU B MO3bUHA ThKaH WU MaTepual OT
abcreca;

8.3.1.3.3.2. [lomoxxuTeneH TECT 3a AaHTUTEHU B KPbBTA UJIM YPUHATA;

8.3.1.3.3.3. Paguonoruynu AaHHU 32 UH(GEKLUS;



8.3.1.3.3.4. YcTaHOBEeH qUarHoCTUYeH TUTHP Ha IgM aHTuTenara B enMHUYHA cepyMHa mpoda
WJIH YETHPUKPATHO TIOBUIICH TUTHP Ha IgG KbM CHOTBETHHS MPUYUHUTEIT B JBOWHU CEPYMHH MPOOH.

8.3.2. G2 MeHUHTUT WU BEHTPUKYJIUT

CrnenBa na OTroBaps Ha €IUH OT CIICAHUTE KPUTCPUU:

8.3.2.1. KynTypenHo noka3aHu MPUYMHUTENN B JIMKBOPA;

8.3.2.2. TloHe eauH OT CJICIHUTE MIPU3HALIM, O€3 Jpyra YCTaHOBEHA IPUYHMHA:

8.3.2.2.1. Ttemmeparypa (> 38°C), mmaBoOojme, BpaTHa PUTHAHOCT, MCHHHTH3bM,
YepernHO-MO3bUHA HEBPOJIOTHYHA CUMITTOMATUKA WIIA CBPBXBH30YIUMOCT

u

8.3.2.2.2. Hali-MaNKo €1H OT CJIEIHUTE KPUTEPUU:

8.3.2.2.2.1. TloBumieH Opoii JICBKOIIUTH, TIOBHUIIICHO ChIbpPXKAHUE HA OCITHK W/WIA HAMAJICHO
ChABPKaHUE Ha TIIOK03a B JINKBOPA;

8.3.2.2.2.2. MUKpPOCKOIICKO JI0Ka3BaHE Ha MUKPOOPTaHU3MHU B JIUKBOPA;

8.3.2.2.2.3. KyntypenHo I0Kka3BaHe Ha MPUYMHUTEIN B KPHBTA;

8.3.2.2.2.4. TlonoxuTeseH TECT 32 aHTUTCHH B JIMKBOPA, KPbBTA WIHM YPUHATA;

8.3.2.2.2.5. YcraHOBeH nUarHocTH4eH TUTHP Ha IgM aHTuTenara B €IMHWYHA CEpyMHA Mpoda
WM YETHPUKPATHO TOBUIIIEH TUTHP Ha [gG KbM CHOTBETHHSI IPUYUHUTEN B TBOWHU CEPYMHU MPOOH;

u

8.3.2.2.3. mpu mocTraBeHa aHTE MOPTEM JTUArHO3a JIEKApAT 3all0YBa CHOTBETHO (I[EJIEHACOYEHO
32 MCHUHTHT WM BEHTPUKYJINT) aHTHMHKPOOHO JICUCHHE.

8.3.3. G3 CounaneH adcrec 603 MEHUHTUT

CrnenBa na OTroBapsi Ha €IUH OT CIICAHUTE KPUTSPHUU:

8.3.3.1. KynrypenHo noka3aHu NMPUYUHUTEIM B THOW OT abcreca B CIIMHAIHOTO €HMUAYPATHO
WK CyOIypaliHO IPOCTPAHCTRO;

8.3.3.2. YcTaHoBeH Mo BpeMe Ha omepanus Wik Ype3 XUCTOMATOJIOTHYHO U3ciieaBaHe adciec B
CIUHAIHOTO MUy PaTHO WIH CyOaypaiHO MIPOCTPAHCTBO;

8.3.3.3. IloHe equH OT CeMHUTE TIPU3HAIIM, O€3 Ipyra YCTAaHOBEHA NMPUYHHA:

8.3.3.3.1. Temmeparypa (> 38°C), Gonku B rbpOa, JOKAIHA YyBCTBUTECIHOCT, PaIUKYIUT,
naparnapesa, mapIuieTus

u

8.3.3.3.2. mpu mocTaBeHa aHTe MOPTEM JIUArHO3a JIEKapsAT 3al0o4YBa ChOTBETHA aHTUMHUKPOOHA
Tepanus

u

8.3.3.3.4. Hali-MaJIKO €UH OT CJICTHUTE KPUTEPHUU:

8.3.3.3.4.1. Jloka3BaHe Ha NPUYUHUTEIN B XEMOKYITYpPA;

8.3.3.3.4.2. PannonornyHy JaHHU 3a CIIMHAJIEH a0CIeC.

3a manuenTu < 1-roxgumrHa Be3pacT 3a G1 u G2 uMa qOMbIHUTETHH 1€ PUHUITUN.

8.4. Nudexnmu Ha okoto, YHI" u ycTHaTa KyxuHa

8.4.1. H]1 KoHroHKTHBHUT

CrnenBa na OTroBapsi Ha €IMH OT CICAHUTE KPUTSPUU:

8.4.1.1. KynTypetHO JTIoKa3aH MUKPOOPTaHU3bM B THOMHHMSI €KCy/IaT, B3€T OT KOHFOHKTHBATA WITH
OKOJIHATa ThKaH, HAMp. KJIemay, poroBuiia, MeiOOMUEBUTE WITH CIIb3HUTE JKIIE3H;

8.4.1.2. bonka unu 3a4epBsiBaHE HA KOHIOHKTHBATA WM B 00JIaCTTa HA OKOTO

u

8.4.1.3. Hail-MaJIKO €IUH OT CJICIHUTE MPU3HAIIK:

8.4.1.3.1. [loxa3zBaHe Ha JIEBKOIUTH M MHKPOCKOIICKO JOKa3BaHE Ha MHUKPOOPTaHW3MU B
eKCy/IaTa;

8.4.1.3.2. Hanmnure Ha THOEH €KCy/arT;

8.4.1.3.3. Jloka3BaHe Ha aHTUIE€HU B €KCy/laTa UM B MaTepHuall OT KOHIOHKTHBATA;



8.4.1.3.4. YcraHoBsiBaHE Ha MHOTOSIIPEHU TUTAHTCKH KJIETKU MPH MHUKPOCKOIICKO H3CIICABAHE
Ha KOHIOHKTHUBAJICH €KCY/IaT WJIK HaTPUBKA OT KOHIOHKTUBATA;

8.4.1.3.5. KyntypenHo goka3BaHE Ha BUPYC B KOHIOHKTUBAJICH €KCY/aT;

8.4.1.3.6. YcraHOBeH NMAarHOCTUYCH THTHP Ha IgM aHTHTENata B eIMHUYHA CepyMHa Mpoda
WM YETUPUKPATHO MOBUIIEH TUTHP Ha IgG KbM CHOTBETHHS IPUUMHUTEI B IBOWHU CEPYMHH MPOOH.

8.4.2. H2 JIpyru nH(EKIUU HA OKOTO

CrnenBa ja OTroBapsAT Ha €UH OT CJIEAHUTE KPUTEPUU:

8.4.2.1. KynTypenHo noKa3aHU MPUYMHUTENH B MpEIHATAa WIM 33aJHAaTa OYHA Kamepa WIH OT
TEYHOCTTA Ha CTHKJICHOTO TSJIO;

8.4.2.2. IloHe ABa OT clneHUTE MPU3HALIU, O€3 Ipyra yCTaHOBEHA MIPUYUHA!

8.4.2.2.1. 601KHU B OKOTO, HApyIIEHUE B 3pEHUETO WM XUITOITHOH

u

8.4.2.2.2. Hall-MaJIKO €JH OT CJIEIHUTE KPUTEPHUH:

8.4.2.2.2.1. lnarno3a Ha JeKaps;

8.4.2.2.2.2. TlonoxuTeneH TeCT 32 aHTUTECH B KPHBTA;

8.4.2.2.2.3. Jloka3BaHe HA IPUYUHUTEIIA B XEMOKYJITYpa.

8.4.3. H3 Otitis externa

CrnenBa ga oTroBapsi Ha €IMH OT CIICTHUTE KPUTEPHH:

8.4.3.1. KynTypenHo 1OKa3aHU IPUYUHUTENN B THOEH CEKPET OT BBHILHUSA CIYyXOB KaHal;

8.4.3.2. EnuH oT ciieHUTE MIpU3HAIKM Oe3 JIpyra yCTaHOBEHA ITPUYHHA:

8.4.3.2.1. remneparypa (> 38°C), Oonka, 3auepBsiBaHE WM CEKPET OT BHHIIHUS CIYXOB KaHa

u

8.4.3.2.2. nokazaHu 4pe3 MUKPOCKOIHUS MPUUYUHUTEIN B THOMHUS CEKPET.

8.4.4. H4 Otitis media

CrnenBa a oTroBapsi Ha €IMH OT CICAHUTE KPUTEPUU:

8.4.4.1. KynaTypenHo JOKa3aHU MPUYMHUTEIN B CEKPET OT CPEAHOTO YXO, KOMTO € B3eT upes
THMITAHOIIEHTE3a WJIH TIPU OTIePaIIns;

8.4.4.2. ]Iga oT cienHUTe MpHU3HAIM Oe3 Japyra ycTaHOBEHa mpuunHa: temmeparypa (> 38°C),
00JIe3HEHO THIIAHYE, PETPAKIIHS, Bb3IAJCHUE WM OTPAaHUYEHA MOABMKHOCT Ha THIIAHYETO WJIA HATMINE
Ha TEYHOCT 3a]] ThIIaHYETO.

8.4.5. H5 Ctitisinterna

CrnenBa a OTroBaps Ha €IMH OT CICAHUTE KPUTEPUU:

8.4.5.1. KynrypenHo noka3aHU NPUYMHHUTETH B MaTepuald OT BBTPEIIHOTO YXO, B3eT 3a
u3CcJeIBaHe M0 BpeMe Ha Onepanus;

8.4.5.2. JInarno3a Ha jekaps.

8.4.6. H6 Mactonaut

CrnenBa a OTroBapsi Ha €IMH OT CIICAHUTE KPUTEPHUU:

8.4.6.1. KynTypenaHo Joka3aHHM MPUYUHUTEIIHM B THOEH ceKpeT oT Processus mastoideus;

8.4.6.2. IloHe nBa OT claeAHUTE MPU3HAIM, O€3 Ipyra yCTaHOBEHA MPUYHHA!

8.4.6.2.1. Temmeparypa (> 38°C), Oonka, YYBCTBHTEIHOCT NpU JOMHpP, 3a4epBsSBaHE,
m1aBoOoJMe WK Napesa Ha (auuaiica

u

8.4.6.2.2. Hali-MaJIKO €THO OT CJICTHUTE YCIOBUS:

8.4.6.2.2.1. MWUKpPOCKOIICKA [OKa3aHH MHKPOOPraHM3MU B THOEH CeKpeT oT Processus
mastoideus,

8.4.6.2.2.2. TlonoxuTeNeH TECT 32 aHTUTE€H B KPHBTA.

8.4.7. H7 Undexuus Ha ycTHaTa KyxuHa (yCTa, €3UK WU HEOIIe)

CrnenBa a OTroBaps Ha €IMH OT CICAHUTE KPUTEPHUU:

8.4.7.1. KyatypenHo NOKa3aHW MPUYMHHUTENIM B THOEH CEKPET OT THhKaHTAa WJIM OT yCTHaTa



KyXHHa;

8.4.7.2. AGcniec win JpyT pU3HAK 32 WHOEKIHMS HA yCTHATA KyXWHA, YCTAaHOBEHU TIPH MTPETIIe/,
M0 BpeMe Ha OmNepalus Wi 9Ype3 XUCTOMATOJIOTMYHO U3CIIE/IBAHE;

8.4.7.3. TloHe equH OT CJEIHUTE MTPU3HALIN:

8.4.7.3.1. abGcuiec, oOpa3yBaHe Ha s3BU WK penedHU Oenu NeTHA BPXY Bb3IMajcHaTa JIMTaBHUIIA
WM HaJIeTl BLPXY yCTHATA JINTaBUIIA

U

8.4.7.3.2. Hali-MaJKO €HO OT CIIEHUTE YCIOBUS:

8.4.7.3.2.1. MHKPOCKOIICKO JTI0Ka3BaHE HA MUKPOOPTraHU3bM;

8.4.7.3.2.2. Tlonoxurenen pesyiarar npu tect ¢ kKanueBa ocHoBa (KOH) (nmokxa3zBane Ha
rbONYKN);

8.4.7.3.2.3. YcTaHOBEHU MHOTOSIPCHH TMTAHTCKU KJIETKH IPH MUKPOCKOIICKO H3CIIeJBAaHE HA
HATPUBKA OT JIUTABHIIATA;

8.4.7.3.2.4. IlonoxxuTeNeH TECT 3a AaHTUTEH OT EKCYJaTa;

8.4.7.3.2.5. YcraHOBEeH JUAarHoCTHYCH TUTHP Ha IgM aHTHTEnara B ¢IMHMYHA CEpyMHA Mpoda
WM YETUPUKPATHO MOBUIIEH TUTHP Ha [gG KbM CHOTBETHHS IPUUUHUTEN B TBOMHU CEPYMHU MPOOU;

8.4.7.3.2.6. /Inarnoza Ha Jiekaps 1 JIEUEHUE C JIOKAJIEH WINA OpaJeH aHTUMUKOTHK.

8.4.8. H8 Cunyur

CrnenBa a OTroBapsi Ha €IMH OT CIICAHUTE KPUTEPHUU:

8.4.8.1. KynTypenHo n1oKa3aHu MPUYUHUTEIHN B THOEH CEKPET OT OKOJIOHOCHA KyXHHA,

8.4.8.2. [loHe equH OT ClIeMHUTE MTPU3HAIM O3 JIpyra YCTAaHOBEHA MPUYMHA!

8.4.8.2.1. Temmeparypa (>38°C), Oonka WM YyBCTBUTEIHOCT B OOJACTTa Ha 3acerHarara
OKOJIOHOCHA KYXHHa, I1aBO00J e, THOGH EKCY/IaT WK OOCTPYKLHUS Ha HOCa

u

8.4.8.2.2. Hali-MaJIKO €THO OT CIICTHUTE YCIIOBUS:

8.4.8.2.2.1. lonoxurenna quapaHOCKOIHS;

8.4.8.2.2.2. PagnonornyHu n1aHHM 32 HHOEKITHS.

8.4.9. H9 Nndexkuus Ha rOpHUTE TUXATEIHU TbTUINA ((PApUHTUT, TAPUHTUT, STIUTIIOTHUT)

CrnenBa 1a OTTOBapsT Ha €IUH OT CICAHUTE KPUTCPHUH:

8.4.9.1. Ilone nBa OT cneaHUTE MPU3HAIM O€3 Apyra yCTaHOBEHA IPHYMHA:

8.4.9.1.1. temneparypa (38°C), 3auepmsiBane Ha (apuHKCa, OOJKM B T'bPJOTO, KAIUIHIIA,
MIPECUITHATIOCT UM THOCH eKCyaaT BbB (papuHKCa

u

8.4.9.1.2. Haii-MaJIKO €UH OT CJICTHUTE KPUTEPHUU:

8.4.9.1.2.1. KyaTypenHo qoKa3aHu NPUYMHUTEIIM B MaTepUa OT 3acerHarara o0Jacr;

8.4.9.1.2.2. Jloka3BaHe Ha NPUYMHUTEIN B XEMOKYITYpPA;

8.4.9.1.2.3. TlonoxuTeneH TeCT 32 aHTUT'€H B KPbBTA WJIK B PECIIUPATOPEH CEKPET;

8.4.9.1.2.4. YcraHOBEH IUAarHOCTHUYEH THTHP Ha IgM aHTHTEenara B ¢IMHMYHA CepyMHA IMpoda
WIM YETUPUKPATHO MOBUIIEH TUTHP Ha [gG KbM CHOTBETHHSI IPUUUHUTEN B JBOMHU CEPYMHU MPOOU;

8.4.9.1.2.5. lnarHo3a Ha Jiekaps.

8.4.9.2. AGcuiec, ycTaHOBEH MNPHU AUPEKTEH MpETIes, ONepalnus Wi MPH XHCTOMATOJIOTHIHO
U3CIIe/IBaHe.

3a maruenTH < 1-roguimrHa Bb3pacT 3a H9 nma nonbiiHUTEHA AeQUHUIIHSL.

8.5. Undekuun Ha racTPOUHTECTUHAIHUS TPAKT

8.5.1. I1 l'actpoenTeput

CrnenBa a OTroBaps Ha €IUH OT CIICAHUTE KPUTEPUU:

8.5.1.1. Jluapust ¢ ocTpo Hadano (BOJHHCTH U3IPaKHEHUs 3a moBede oT 12 yaca) che wiu 0e3
MOBpbINaHe, Wi Temneparypa (> 38°C), kaTo JUINcBa NPUYUHA OT HEMH(PEKIIMO3HO €CTECTRO;

8.5.1.2. Ilone aBa OT creAHUTE MPU3HALM, O3 Apyra yCTaHOBEHA IPUYMHA!



8.5.1.2.1. ranene, noBpbillaHe, abOMUHAIHA OOJIKa WU TIIaBOOOIHE

u

8.5.1.2.2. Hali-MaJIKO €THO OT CJICHUTE YCIOBUS:

8.5.1.2.2.1. KynTypeiaHO JOKa3aHU €HTEpONaTOreHHH MHUKPOOPTaHU3MH BbB (periec Ui aHajeH
CEeKpeT;

8.5.1.2.2.2. MUKPOCKOIICKH J0Ka3aHU CHTEPONAaTOT€HHU MUKPOOPTAaHU3MH, BKIIOYUTEIHO MPH
eJIEKTPOHHA MUKPOCKOIIHS;

8.5.1.2.2.3. Jloka3BaHe Ha €HTEPONATOI€HHU MHUKPOOTPAaHU3MHU BbB (DEKATMHUTE C IMOMOIITA Ha
AHTUTCH-aHTHUTSIIO TECT;

8.5.1.2.2.4. JIoka3aHu TOKCMHHU HAa EHTEPONATOTeHHU MUKPOOPTaHU3MHU OT (perieca;

8.5.1.2.2.5. YcraHOBeH auarHoCTUYEeH TUTHP Ha IgM aHTHTEenara B ¢IMHMYHA CEpyMHA Mpoda
WM YETUPUKPATHO MOBUIIEH TUTHP HA IgG KbM CHOTBETHHS MPUUMHUTEIN B JBOWHU CEPYMHH MPOOH.

8.5.2. 12 Xenarur

CrnenBa a OTroBaps Ha CIIEIHUTE KPUTEPUU:

8.5.2.1. TloHe aBa OT cieAHUTE MPU3HAIK O€3 Jpyra yCTaHOBEHA IIPHUMHA:

8.5.2.1.1. temneparypa (> 38°C), nurica Ha aneTuT, rajcHe, MOBpbhINaHe, abJOMHHATHA 0O0JIKa,
JKBITEHUIIA UM JAHHU OT aHAMHe3aTa 3a U3BbpIIICHA TpaHCc]y3us mpe3 MOCIeHUTE TPU Mecela

u

8.5.2.1.2. moHe eHO OT CIETHUTE YCIOBUS:

8.5.2.1.2.1. TlonoXuTeneH TECT 3a aHTUICH WJIK aHTUTSIIO, CIICIIU(UIHH 32 XETATUT A, XETaTHT
B, xemarut C, xenatut D mnu xenartur E;

8.5.2.1.2.2. JlaboparopHO-XMMHYHU JaHHU 3a HapylieHa (QyHKIUS HA depHUs ApoO (Hamp.
noButieHu ALAT/ASAT u 6unupyOun);

8.5.2.1.2.3. Ycranosen nutomeranoBupyc (CMV) B ypuHara uiu B opoapuHTeasIHus CEKpeT.

8.5.3. I3 Undexuus Ha raCTPOMHTECTUHAITHHS TPAKT

(XpaHnompoBoz, cToMax, TBHKM 4epBa, Je0el0 H TMpaBO dYepBO; C M3KIIOUEHUE Ha
TaCTPOCHTEPUT U aTllCHIMCHT)

CrnenBa a OTroBapsi Ha €IMH OT CIICAHUTE KPUTEPHUU:

8.5.3.1. Abcuec nim IpyT MpHU3HAK 32 WHPEKIHS, YCTAHOBEHH 110 BpeMe Ha OTepanys WiIH MPH
XHCTOMATOJIOTUYHO U3CIIEC/IBAHE;

8.5.3.2. Tlone nBa oT ciieqHUTE MPU3HALM, 0€3 Ipyra yCTAaHOBEHA MPUYKHA, U MPU HAJIUYME Ha
BEpOsITHA Bpb3Ka ¢ MH(MEKIMATA HA 3aCeTHATUsl OpraH WM ThKaH:

85.3.2.1. Temmeparypa (> 38°C), rameHe, moOBpbIIaHe, aOJOMHHAIHA OOJIKA WM
YYBCTBUTEIHOCT

u

8.5.3.2.2. Hali-MaJKO €JHO OT CIIEAHUTE YCIIOBUSA:

8.5.3.2.2.1. KynaTypenHo JoKa3aHU IPUYUHUTENH B CEKPET WM ThKaH, B3€TH UHTPAOIIEPATUBHO,
IIPH €HIOCKOMHS WU OT APEHAKH, TIOCTABCHH ITPH OTICPALIUATA;

8.5.3.2.2.2. MUKpPOCKOTICKH JIOKa3aHU MPUYUHUTEIM WK MHOTOSIIPEHU KJICTKH B CEKPET WIH
THKaH, B3€TH HHTPAOIIEPATUBHO, IIPU CHIOCKOIIUS WIIH OT JPEHAXH, IOCTABEHU TP OTEpaIusITa,;

8.5.3.2.2.3. Jloka3zBaHe HAa MPUYUHUTEIN B XEMOKYJITYPa;

8.5.3.2.2.4. PanuonornyHu JaHHY 32 HH)EKITHUS;

8.5.3.2.2.5. [latonornynu (apJoKany ce Ha MHPEKINS ) HAXOIKH P €HIOCKOIICKO U3CJIC/IBAHE
(Harp. e30(aruT UK MPOKTHT).

8.5.4. 14 NutpaabnoMuHanHa HHGEKIHS

(BKITIOUMTETHO HA MIIBYHHS MEXYp, >KIBUHUTE MBTHINA, YEPHUS APOO [C H3KIIOYEHHE Ha
BHUPYCEH XENaTWT|, Jajaka, MaHKpeaca, NMEPUTOHEYyMa WM CyOamadparMaaHOTO TPOCTPAHCTBO, HITU
Jpyra uHTpaadoMUHANIHA ThKaH, WM HETOYHO OIpeseieHa 00acT)

CrnenBa ga oTroBapsi Ha €IMH OT CIICHUTE KPUTEPUH:



8.5.4.1. KynrypenHo noka3aHU NPUYUHHUTENIM B THOCH MarepHal OT HHTpaabJoMHUHATHATa
o0act, B3eT HHTPAOTICPATUBHO WJIH UPE3 MYHKIIHS,

8.5.4.2. AbGcuec unu Apyr Mpu3HAK Ha WHTpaadAOMHUHAIIHA WH(EKIHs, YCTAHOBEHU IO BpeMe
Ha OTepaIys WK MPU XUCTOMATOJIOTHYHO U3CIICABAHE;

8.5.4.3. TloHe nBa OT cleAHUTE MPU3HAIM, O€3 Ipyra yCTaHOBEHA MPUYHHA!

8.5.4.3.1. remneparypa (> 38°C), ragene, noBpbIane, abJOMUHATHA OOJIKA WIIN )KBITCHHIIA

U

8.5.4.3.2. noHe e1HO OT CJEIHUTE yCIIOBHUS:

8.5.4.3.2.1. MuUKpOCKOIICKA JIOKa3aHH NPUYMHUTETN B CEKPEeT WIM THKaH, B3ETH
WHTPAONIEPATUBHO WJIH Ype3 MyHKIINS;

8.5.4.3.2.2. KynTypenHo IOKa3aHM NPUYMHUTEIN B KPBBTA WIM PAJAUOJIOTHYHU JaHHU 3a
uHDEKIs;

8.5.4.3.2.3. KynTtypenHo u3oiupaHe Ha MHUKPOOPTaHHU3MHU B CEKPETH OT JIPEHAKHA CUCTEMA,
MOCTaBeHa XUPYPruuHO (HAmp. 3aTBOpPEHA JpEeHa)KHA CHCTEMa C BaKyyM, OTBOpPEH JpeH uiu T-o0pazeH
JIPEH).

8.6. ndeknum Ha TOJHUTE TUXATETHU THTHINA

(C u3KimroueHre Ha OPOHXUT U ITHEBMOHU)

Buwx n J1

8.6.1. J2 llpyru uH(peKuu Ha JOTHUTE AUXATCITHH ITTUIIA

Crnena nma otroBapsT Ha enauH OT cieanute kputepun ([Ipw emHOBpeMEHHO HaJIMYUE Ha
MTHEBMOHHUA MH(EKIUATA HA JOJHUTE AUXATEIHH IIHTHUILA HE Ce OIEHIBA Karo J2, a KaTo MHEBMOHMUSL. ):

8.6.1.1. MUKpPOCKOIICKH WU KYATYPEIHO JAOKa3aHHW MPUYHHUTEIH B ThKaH, PECIl. TEYHOCT OT
Oenust Apo0 WK TIeBpajiHa TEYHOCT;

8.6.1.2. Abcuiec Ha Oenus Apo0 WM IJIEBpaJieH eMIIHEeM, YCTAaHOBEHU MO BpeMe Ha OIeparus
WIH MIPU XUCTOMATOJIOTUYHO U3CJIe/IBaHE;

8.6.1.3. YcraHoBeHa a0ciiecHa KyXrWHa MPU PEHTICHOBO M3CIeABaHE Ha Oeus 1poo.

8.7. Undeknun Ha MOJIOBUTE OPTaHU

8.7.1. K1 Ennomerpur

CrnenBa 1a OTroBaps Ha €IMH OT CIICAHUTE KPUTCPHUU:

8.7.1.1. KynTypesiHo 10Ka3aH!u NPUYUHUTENIU B TEYHOCT WIHM ThKaH OT €HIOMETPUyMa, B3€TH 110
BpEeMe Ha OTiepaIusi, Ype3 MyHKIIHs UM HaTPUBKA (C MTOMOIIITA HA YETKA);

8.7.1.2. Tlone aBa OT CIIEAHUTE MPHU3HAIM, O€3 Ipyra yCTaHOBCHA MpHUYMHA: Temreparypa (>
38°C), abmomuHanmHa Oosika WM OOJIKa MPU HATHCK B 00JacTTa Ha MaTKaTa, WM THOWHA CEKpeIHs OT
Markara.

8.7.2. K2 Nudekius Ha MACTOTO Ha €ITU3UOTOMUSATA

CrnenBa 1a OTroBaps Ha €IUH OT CIICAHUTE KPUTCPHUU:

8.7.2.1. T'HOlHa ceKkpelys OT MACTOTO HAa €EMU3UOTOMUSATA;

8.7.2.2. Abcuec B obnacTTa Ha €MU3UOTOMUSTA.

8.7.3. K3 Nudekmus Ha BaruHajieH MaHIIeT cied Xuctepektomus (MHdeknusaTa Ha BariHAJICH
MaHIIET CJIel XUCTePEeKTOMHUs ce oleHsBa kaTto K3 camo ako mH(eknuara HacThIH HE mo-paHo ot 30
JTHU clien omepanusTa; HHpekius B pamkute Ha 30 qHU ciien onepanusra ce cuuta 3a UXM.)

CrnenBa na OTroBapsi Ha €IUH OT CIICAHUTE KPUTSPHUU:

8.7.3.1. I'HoliHa cekpelusi OT BarMHAJHUS MaHIIET;

8.7.3.2. AGcliec Ha BariHAJIHHAS MAHIICT;

8.7.3.3. KynTypenHo qoka3aHu NPUYMHHATENH B ThKaH WA CEKPET OT BarMHAIHUS MaHIIET.

8.7.4. K4 JIpyru nHpeKun Ha MBKKUTE U KEHCKUTE MOJIOBU OPTaHu

(be3 enpomerputr, K2 wmu K3) (Emmpumumuc, TecTucu, TEHUC, MPOCTaTa, Biarajulile,
SAWYHUIIM, MaTKa U JPYTU ABJIOOKO Pa3MOI0KEHH Ta30BU ThKaHH)

CrnenBa 1a OTTOBApSAT Ha €UH OT CICAHUTE KPUTCPUU:



8.7.4.1. KynTypenHo 0Ka3aHU MPUYMHUTENU B ThKaH WM CEKPET OT 3acerHarara o0acT;

8.7.4.2. Abcuec nnm pyT NMpHU3HAK 32 WHPEKIUS, YCTAHOBEHH 110 BpeMe Ha OTepalnys WiIH MPH
XMCTOMATOIOTUYHO U3CIIECIBAHE;

8.7.4.3. Ilone nBa OT cleaHUTE NMpU3HAIIK, O0€3 Ipyra yCTaHOBEHA MPUYHHA:

8.7.4.3.1. remmnieparypa (> 38°C), rageHe, moBpbIIaHe, OOJKH, YyBCTBUTESITHOCT WM TU3YPHS

u

8.7.4.3.2. noHe eqHO OT CIETHUTE YCIOBUSA:

8.7.4.3.2.1. Jloka3zBaHe Ha IPUUUHUTENN B XEMOKYITYPa;

8.7.4.3.2.2. JInarHo3a Ha Jiekaps.

8.8. Undexnun Ha KoKaTa U MEKUTE ThKaHU

8.8.1. L1 Koxxna nHbpekms

CrnenBa a OTroBaps Ha €IMH OT CICAHUTE KPUTEPHUU:

8.8.1.1. I'HoliHa cekperysl, MyCTYIU, BE3UKYIU WU (YPYHKYIIH;

8.8.1.2. Tlone aBa OT ciemHMTE NpH3HAIKM, Oe3 JApyra ycTaHOBEHa MpUYWHA: OOJKa WIH
YYBCTBUTEITHOCT, JIOKAJICH OTOK, 3a4€PBSBaHE WIIM 3aTOIUISTHE HA 3aCETHATOTO MSICTO,

U €JTHO OT CJICIHUTE YCIOBHUS:

8.8.1.2.1. KynTypenHo N0Ka3aHU NPUYUHHUTEIN B acTIUpaT WIK CEKPET OT 3acerHarara o0nacr;
aKO MUKPOOPTaHU3MBT CIiaja KbM HOpMaJiHaTa KoKHa (propa, KyaTyparta TpsOBa aa Obae uucTa KyiTrypa
Ha eJIMH-CIMHCTBEH MUKPOOPTaHU3bM;

8.8.1.2.2. Jloka3zBaHe Ha MPUUUHHUTEIIA B XEMOKYITYpa;

8.8.1.2.3. [TonoxxuTeneH TECT 3a aHTUIEHU B ITpo0a oT MH(EKTUpaHaTa ThKaH WK B KPBBTA;

8.8.1.2.4. MUKpOCKOIICKO JOKa3BaHEe HA MHOTOSIIPEHN TUTAaHTCKU KJIETKU B 3aCeTHaTaTa ThKaH;

8.8.1.2.5. YcraHoBeH nuarHocTU4YeH TUTHP Ha IgM aHTHTENnara B eAMHUYHA CepyMHa Mpoda
WM YETHPUKPATHO TIOBUIIICH TUTHP HA IgG KbM CHOTBETHHS IPUUMHUTEI B JJBOWHU CEPYMHH MPOOH.

8.8.2. L2 Undexnun Ha MeKkuTe THhKaHU (HEKpoTHU3upail ¢dacuut, MHPEKIMOo3Ha TaHTPEHa,
HEKPOTU3HPAIIl IETYIUT, HHPEKIINO3eH MUO3UT, TUM(DATCHUT UIH TUMGPAHTHT)

CrenBa 1a OTTOBapsIT Ha €MH OT CIICAHUTE KPUTCPUU:

8.8.2.1. KynTypenHo JoKa3aHU MPUYUHUTENH B ThbKaH WJIA CEKPET OT 3aCETHATOTO MSICTO;

8.8.2.2. 'HoliHa cekperus OT 3aCETHaTOTO MSCTO;

8.8.2.3. Abcuiec unu apyr Npu3HaK 3a MH(EKIHs, YCTaHOBEHH IO BpeMe Ha OIepalus Wid Mpu
XHMCTOTIATOJIOTUYHO U3CIIE/IBAHE,

8.8.2.4. Ilone nBa OT ciiemHUTE MTPU3HALIM, O3 Ipyra yCTaHOBEHA MPUYHHA: JIOKaTHA O0JIKa WK
YYBCTBUTETHOCT, 3aU€PBsIBaHE, OTOK WJIH 3aTOILISTHE

U TIOHE €/IHO OT CJICIHUTE YCIIOBUSI:

8.8.2.4.1. Jloka3zBaHe Ha MPUYMHUTENIA B XEMOKYJITYpara;

8.8.2.4.2. [lonoxxuTeNeH TECT 3a AHTUIEHU B KPBBTA WM YPUHATA;

8.8.2.4.3. YcraHoBeH nuarHocTudyeH TUTHP Ha |gM anTHTenara B eAMHHMYHA cepyMHa mpobda
WJIH YETHPUKPATHO TIOBUIICH TUTHP Ha IgG KbM CHOTBETHHS MPUYUHUTEIT B JBOWHU CEPYMHH MPOOH.

8.8.3. L3 Mudekuus Ha neKkyOuTaaHa paHa

(BKITIOUHUTEITHO TIOBBPXHOCTHA U ABJI00KA WHPEKIINS)

Cnena na oTroBapsi Ha JBa OT CJEIHUTE MpHU3HAIM, O€3 Jpyra YCTaHOBEHAa MPUYHHA:
3a4epBsBaHe, YyBCTBUTEITHOCT WJIM OTOK Ha pHOOBETE HA paHara

U TIOHE €/IHO OT CJICIHUTE YCIIOBUSL:

8.8.3.1. KyntypenHo J0Ka3aHU MPUYMHUTEIN B YUCTO B3eT Marepual (Ipu aclupanus ¢ Urjia
uiu Ouorcus oT prOa Ha paHaTa);

8.8.3.2. Jloxa3BaHe HAa IPUYMHUTEIN B XEMOKYJITYpa.

8.8.4. L4 Nndexuus Ha paHa OT U3TapsiHe

CrnenBa a OTroBaps Ha TIOHE €IMH OT CJIETHUTE KPUTEPUHU:

8.8.4.1. IlpomsHa BbB BUJA WM XapaKTEPUCTUKUTE HA paHaTa OT U3rapsiHe



u

XUCTOIATOJIOTMYHOTO M3CJIeIBAaHE HAa OMOINCHMYEH MaTepuall OT paHaTa OT H3rapsiHe IMOKa3Ba
WHBA3Us HA MUKPOOPTaHU3MH B OKOJTHATA 37[paBa ThKaH;

8.8.4.2. IlpomsiHa BbB BUJa I XapaKTEPUCTUKUTE HA paHaTa OT U3rapsiHe

U TIOHE €/THO OT CJICIHUTE YCIOBUSI:

8.8.4.2.1. Jloka3BaHe Ha NMPUYMHUTEIIM B XEMOKYITypara 0e3 Jpyr YCTaHOBEH HM3TOYHHK Ha
nHpeKIs;

8.8.4.2.2. Uzonupane Ha Herpes simplex Bupyc, XHCTOJIOIMYHO HISHTH(DUIUpAHE dYpe3
CBETVIMHHA WA EJICKTPOHHA MHKPOCKOIHS, WM JIOKa3BaHE C CJICKTPOHCH MHKDPOCKOI Ha BHUPYCHU
YaCTULIM B MaTepHall OT OMOIICHS WM B HATPUBKA OT MSACTOTO Ha JIE3UsATA;

8.8.4.3. [lone nBa OT cieaHUTE NMPU3HALIK, O€3 Apyra YCTaHOBEHA IMPUYHHA:

8.8.4.3.1. temmeparypa (> 38°C) wmum xunorepmus (< 36°C), XUNOTEH3HsS (CHCTOIUYHO
Hasirane < 90 mm Hg), omurypus (< 20 ml/h), xuneprivkemusi, NOsSBUIA Ce NMPH OTCHCTBHE HA
HapYIICH BhIVIEXHJIPATEH TOJICPAHC JI0 MOMEHTA, WJIH ChCTOSTHUE Ha OOBPKAHOCT

u

8.8.4.3.2. moHE €IMH OT CIEAHUTE KPUTCPUH:

8.8.4.3.2.1. XuCTOMOTUYHOTO H3CJICJIBAHE HA Marepuaj OT OHMOICHsA OT paHaTra OT HM3TapsHe
MOKa3Ba MHBA3MWsl HA MEKPOOPTaHU3MH B OKOJTHATA 3/JpaBa ThKaH;

8.8.4.3.2.2. Jloka3zBaHe HA IPUUYMHUTEIIN B XEMOKYJITYypara;

8.8.4.3.2.3. Uzonupane na Herpes smplex Bupyc, XHCTOJOTMYHO HICHTH(DHUIIUpAHE dYpe3
CBETVIMHHA WJIN EJEeKTPOHHAa MHKPOCKOMHMS, WM JIOKa3BaHE C EJIEKTPOHEH MUKPOCKON Ha BUPYCHU
YAaCTUIIM B MaTepHal OT OMOIICHS WK B HATPUBKA OT MSCTOTO HA JIC3UATA.

8.8.5. L5 AbGcriec Ha TbpANTE WM MACTUT

CrnenBa 1a OTroBapsi Ha €IMH OT CIICAHUTE KPUTESPUU:

8.8.5.1. KynrypenHo noka3aHu NPUYUHUTEIN B MaTeprall OT 3acerHarara rpbJHa ThKaH WU OT
TEYHOCT, B3€TH Upe3 UHIM3US U IPEHAXK, WU MTYHKIINS;

8.8.5.2. AGcrniec Ha TBpAWTE WM JAPYr NPU3HAK 332 HWH(OEKIWs, YCTAaHOBCHH IO BpPEME Ha
orepanys Win 4pe3 XMUCTONaToIOTUYHO U3CTIe/IBaHE;

8.8.5.3. Temnieparypa (> 38°C) u 10oKaaHO Bb3MAJICHUE HA TPhIHATA HKJI€3a

U

JMarHo3a Ha JeKapsl.

9. CucreMHu UHPEKIUU

M1 Cucremna unbekuus

WNupeknms, koaTO 3acsra IMOBeYe OT CJWH OpPraH WM CHCTEMa, KOraTo HE € HaJUIe
€IHO-eIMHCTBEHO OTHHIIE HAa WHbekuusa. Te3n BumaoBe HHPEKIUN OOMKHOBEHO Ca C BUPYCEH MPOU3XO]
¥ 00M4aitHo Morar Ja ObJaarT HISHTUPUITUPAHN CaMO IO KJIMHWUYHU KpUTepuu (Harp. MOPOWIIH, 3ayIIIKa,
pyOeosna, Bapuiienia); Te He ce CpellaT MHOTO YeCTO KaTo HO30KOMHUAIHU HH(EKIINH.

10. JombaHUTETHN Te(PUHUIIIN 32 TALUCHTH TO]1 1 -rouIiHa Bb3pacT

O6mute nedpuannmu Ha CDC ca BanmIHM 32 BCUYKHU MAIMEHTH HE3aBUCUMO OT BB3pPacTTa MM.
Tyk mpeacraBeHuTe AePUHUIINK ca AONBJIHUTEIHH, MPU TAX CE B3eMa MpeaBHI (AKTHT, Y€ HIKOU
CUMITOMH U KIIMHUYHH MPU3HAIM B JIETCKATa Bh3pacT Ce MPOSBIBAT 10 pa3jINdeH HAYWH B CpaBHEHHUE C
uHbEeKIUUTe MpHU Bb3pacTHUTE. Te3n NedUHUIMU ca MPUIOKUMHU camo npu namueHtu < 1 roauHa.
OcBeH TOBa MMPU MAIMEHTUTE 0] |-TOMUIITHA BB3PACT BAXKAT U BCUYKU OO Ae(UHHUIINH, TTPEICTABEHU
Mo-rope.

10.1. Uanukaropar MHPEKIUK TTPU TAIUeHTH < |-roAMIIIHA Bh3pacT

10.1.1. B1 JlaGoparopHo TOTBBpaeHa mhpBuyHa cenrtunemus/oakrepuemus (JIIIIC) mpu
ManueHT < |-ronIIHa Bb3pacT

CrnenBa 1a OTroBaps Ha CIICIHUTE KPUTEPUU:

10.1.1.1. Hanuiie e moHe eAnH OT CIECIHUTE MPU3HALIN:



10.1.1.1.1. Temneparypa (> 38°C), xunorepmus (< 37°C), anHes win Opagukapaus

u

10.1.1.1.2. moHe eqHa OT CICIHUTE HAXOIKU:

10.1.11.2.1. B Hail-Manko JBE XEMOKYITYpPH, B3€TH II0 pa3IMYHO BpeMe, € H30JUpaH
MHUKPOOPTraHU3bM, TpEACTAaBUTE] Ha obOuyaiinata koxHa ¢uopa (Diphtheroides, Bacillus sp.,
Propionibacterium sp., koarynasza-aeraruBHu Staphylococcus nim Micrococcus);

10.1.1.1.2.2. B Haii-Manko €aHa XEMOKYJTypa IMpH MAIMEHT ChC CHIOB KaTeThp € W30JIMpaH
MUKpPOOPTraHU3bM, MPEACTaBUTEN Ha oOWdYaliHaTa KokHa (ropa, W JeKapsT 3amouBa ChOTBETHA
AHTUMHKpPOOHA Tepanus;

10.1.1.1.2.3. TlonoxxuTeNeH TeCcT 3a aHTUIeHH B KpbBTa (Hamp. S. pneumoniae, H. influenzae,
N. meningitidis wru Streptococcus gr.B), karto cumnroMuTe, KakTo M jaboparopHara Haxojaka He ca
CBBbp3aHH ¢ HHPEKIUS HA APYTO MSCTO.

10.1.2. B2 KnuauuyHo yctaHoBeH mbpBuueH cerncuc (KYIIC) npu nammentn < 1-ropumiHa
BB3pPacT

CrnenBa na OTroBaps Ha CIICIHUTE KPUTEPUU:

10.1.2.1. YcraHOBsIBa ce TOHE €IWH OT CICAHHWTE NMPH3HAIM M HAXOAKH, 0e3 Jpyra BUIMMA
MpUYUHA:

10.1.2.1.1. Temnepatypa (> 38°C); xunorepmust (< 37°C), antHes: win OpaguKapaus

u

10.1.2.1.2. BcHYKH J0TyH30POCHH KPUTCPUH:

10.1.2.1.2.1. He e B3emaHa KpPBbB 3a XEMOKYITypa WIM B KpPbBTAa HE Ca OTKPUTHU
MUKPOOPTaHU3MU WA aHTUTCHU;

10.1.2.1.2.2. He e BugHa undeknus Ha qpyro Mscto ([Ipu Hammuue Ha ssBHU MH(EKIHUU ¢ Apyra
JIOKaNu3alus, B T.4. ¥ HHPEKIUU HA MACTOTO HAa BHBEXKIAHE HA ChIOBHS KaTeThp, BKJI. €BEHTYaIIHO TpU
CBIECTBYBaIla WHQEKIHUs Ha apTepUUTe W BEHUTE, HE MOXE Ja C€ JAMArHOCTHIMpPA KIWHHUYHO
YCTaHOBEH IbPBUYEH CETICHUC.);

10.1.2.1.2.3. JIekapsT 3amoyBa aHTUMUKPOOHA Teparus 3a KyIupaHe Ha Cercuca.

10.1.3. C1d KnuanyHO ycTaHOBEHA MTHEBMOHUS IPY NAMEHTH < |-rofuiIHa Bb3pacT

CrnenBa 1a OTroBaps Ha CICAHUTE JABA KPUTEPHSL:

10.1.3.1. YcTaHoBsIBaT ce NOHE TPHU OT CIACAHUTE MPU3HALM U HAXOJIKH:

10.1.3.1.1. Bapuparia (HenocTosiHHa) TemIepaTtypa 0e3 Jpyra ycTaHoBeHa MPUIHHA;

10.1.3.1.2. Jleskomnenus (< 4000 Lew/mm?3) wim nerormrosa (> 15 000 Leu/mm?®) ¢ onessiBane
(mppukosiapern > 10 %);

10.1.3.1.3. HoBo Hawayi0 HAa THOWHU XPAa4YKd WM TPOMSHA B XapakKTepa Ha XPAYKUTE, WA
yBeJIMYEHH 0e0APOOHU CEKPETH, WM MOBHILIEHA HYX/1a OT acupUpaHe Ha MalUeHTa,

10.1.3.1.4. AniHest WM TaxuIHEes, U3PAa3€HO Pa3TBapsiHE HAa HO3APUTE C I MMOHMKaBaHE Ha
CBHIPOTUBIICHUETO NPU BAMILIBAHE;

10.1.3.1.5. Cyxu niu BIa)KHU WIN CBUPKAILU XPUIIOBE;

10.1.3.1.6. Kamuna

10.1.3.1.7. bpapukapaus (< 100/mun.) wnu Taxuxkapaus (> 170/mun.);

u

10.1.3.2. Ha nBe wnum noBede cepuitHu peHtreHorpadun (Ilpu mamuenTn 6e3 mpuapykaBaIio
OelmonpoOHO WM  ChbpACUHO 3abonsBaHe [Hamp. pecnuparopeH guctpec cuHapom (PIC),
OpOHXOMYJIMOHAJIHA JTUCIUIa3us, OeIoNpOOCH OTOK WM XPOHMYHA OOCTPYKTHMBHA OenmoapoOHa Ooyect
(XOBbBb)] e nocrarpuHa u camo enHa "neduHuTuBHA" peHTreHorpadus.™) ce HaOmOIaBa MOHE €HA OT
CJIETHUTE HAXOJIKU:

10.1.3.2.1. HoBu miu nmporpecupaniy ¥ NepcUCTUpAIN HHPUITPATH;

10.1.3.2.2. KoHconuaupaHu 3aCEHUYBAHNUS;

10.1.3.2.3. KaBuTanuu (MpoCBETASBaHUS);



10.1.3.2.4. benoapoOHa xepHHUSL.

10.1.4. J1 BpoHxXHT, TpaxeoOPOHXHUT, OPOHXHOIUT, TPAXEHT, O3 MPU3HAIM HA THEBMOHHUS, TIPH
HayeHTH < |-roauirHa Bb3pacT

CrenBa 1a OTroBapst Ha CJIEAHUTE KPUTCPUH:

10.1.4.1. [TauueHTHT HAMA KIMHUYHU WIM PAJIUOJIOTMYHU TPU3HALIM 34 THEBMOHUS

u

10.1.4.2. uma Hal-ManKo JBa OT CJICAHMTE CHMIITOMH, O€3 Jpyra ycTaHOBEHa NpHUYUHA:
temreparypa (> 38°C), Kauuidia, HOBOMOSBHIO C€ WM YBEJIHUYCHO OTIACISHE Ha CIYTyM, XPHUIIOBE,
CBUPKAIIO JUIIAHE, PECITUPATOPEH TUCTPEC, altHes WK OpauKapans

u

10.1.4.3. moHe eAuH OT CJIEIHUTE KPUTEPHUU:

10.1.4.3.1. KyntypenHo AOKa3aHW MPUIMHUTEIH B TpPaxealieH CEKpPeT WM B Marepuan oOT
OpOoHXOaJIBEONIAPEH JIABAX;

10.1.4.3.2. ITonoknTeneH TECT 32 AaHTUTEH B PEJIEBAHTEH PECIIUPATOPEH CEKPET;

10.1.4.3.3. YcraHOBeH nUarHOCTUYEeH TUTHP Ha [gM aHTHUTENa B €IMHUYHA CepyMHA Mpoda Win
YETUPHUKPATHO MOBUIIEH TUTHP HA [gG KbM CHOTBETHHUS IPUYUHUTEI B IBOWHU CEPYMHH ITPOOH.

10.1.5. D1 CumnTomarndHa WHQEKIMs Ha MHKOYHUTE MBTHIIA NMPH HanueHTH <|-ropumiHa
BB3pPACT

CrnenBa a oTroBapsi Ha €IMH OT CICAHUTE KPUTEPUU:

10.1.5.1. TTone enuH OT ClieAHUTE IPU3HAIM O€3 Apyra yCTaHOBEHA MPUYHHA:

10.1.5.1.1. temmeparypa (>38°C), xunorepmusi (< 37°C), amHes, Opamukapausi, AU3YPHS,
COMHOJICHTHOCT WJIU MOBpPBIIIaHE

u

10.1.5.1.2. ypokyarypa ¢ mokasBane Ha > 10° koe/MyI ypuHa W He MNOBEYE OT JBa BUJA
MHUKPOOPTaHU3MH.

10.1.5.2. [Tone eauH OT CJIETHUTE IPU3HAIK O€3 Apyra yCTaHOBEHA MTPUYHMHA:

10.1.5.2.1. temneparypa (>38°C), xunorepmus (< 37°C), amHes, Opaaukapaus, IU3ypHs,
COMHOJICHTHOCT WJTU TTOBPBIIIaHE

u

10.1.5.2.2. moHe €IMH OT CIEAHUTE KPUTCPUHU:

10.1.5.2.2.1. [TonoxuTeNIeH TECT 3a JICBKOLIUTHA €CTepas3a W/ WM HUTPATH B YpUHATa,;

10.1.5.2.2.2. TIuypus (> 10 neBxommra/mm?® wumu > 3 JIEBKOLUTA/3PUTENHO IIOJE B
HEIIeHTpodyTrupaHa ypuHa Py CHITHO YBEITMUEHHE HA MHUKPOCKOTIA);

10.1.5.2.2.3. Jloka3BaHe Ha MUKPOOPTaHU3MHU MpH olLBEeTsBaHe 1o ['pam Ha HeueHTpodyrupaHa
npo0a ypuHa,

10.1.5.2.2.4. J]Ise ypOKylITypu C TIOBTOPHO H30JIMpaHE Ha €IuH W CblIl ypomnartoreH (3a
yporarorenu ce cuurar ['pam-orpunarennu Gakrepun wiu S. saprophyticus.) ¢ > 102 koe/mi ypuHa ot
KaTeThbp;

10.1.5.2.2.5. Ypokynrypa ¢ <10° koe/M1 ypuHa Ha €IuH ypomaroreH (3a ypomaroreHu ce
cunutar ['pam-orpunarennu Oaktepuu wid S, Saprophyticus) mpu mamueHTt, KOHWTO ce JeKyBa ChC
CHOTBETHO aHTUMUKPOOHO CPEACTBO (I[eIEHACOUEHO 32 YPOUH(PEKIHATA);

10.1.5.2.2.6. lnarno3sa Ha Jiekaps;

10.1.5.2.2.7. JlekapsT 3amoyBa 1eJIeHACOYCHO aHTUMHUKPOOHA Tepamnus 3a ypOUH(PEKIUATA.

10.1.6. D3 [Ipyru uneknuu Ha OTASTUTEIHATA CHCTeMa IPU MAIUeHTH < |-rofuiiHa Bb3pacT

(6u0penn, yperep, TUKOYEH MEXYyp, ypeTpa u Jp.)

CrenBa 1a OTTOBapsIT Ha CIETHUTE KPUTEPHU:

10.1.6.1. [Tone exuH OT ciIaIHUATE TIPU3HALIU O€3 Ipyra YCTaHOBEHA NMPUYHMHA:

10.1.6.1.1. Ttemmeparypa (> 38°C), xunorepmusi (< 37°C), amnes, Opagukapius,



COMHOIIGHTHOCT WJIH MOBpPBIIaHEe

u

10.1.6.1.2. moHe eAWH OT CAECTHUTE KPUTEPHUU:

10.1.6.1.2.1. T'HoitHA CEKpeIrs OT 3aCErHATOTO MSCTO;

10.1.6.1.2.2. /loka3zBaHe Ha €TUOJIOTUYHO 3HAYUMHU MPUUUHHUTEIHN B XEMOKYJTYPA;

10.1.6.1.2.3. Paguonormunu mpu3Hauu 3a wuHpekuus (Hamp. yaTtpassByk, KT, SMP,
cuuHTUTpadus);

10.1.6.1.2.4. JIluarno3a Ha jeKaps;

10.1.6.1.2.5. JlekapAT 3amoyBa CbOTBETHATA aHTUMHKPOOHA Teparnus.

10.2. Ipyru uH@eKxuuu npyu naueHTy < 1-roaumiHa Bb3pact

10.2.1. F1 Muadeknus Ha apTepUUTE WK BEHUTE MPU NaIMeHTH < |-roAMIIIHA Bb3pacT

CrnenBa ga oTroBaps Ha CJICTHUTE KPUTEPHUU:

10.2.1.1. [Tone eauH OT ClIEIHUTE MPU3HALIM, O3 Jpyra yCTaHOBEHA NPUYHHA:

10.2.1.1.1. rtemneparypa (> 38°C), xwumorepmus (< 37°C), amHes, Opaaukapaus,
COMHOJIEHTHOCT, OOJIKa WU 3auepBsiBaHe, WM 3aTOIUISIHE Ha MSICTOTO OKOJIO 3aCETHATHS Ch]

u

10.2.1.1.2. nonyKOJIUYECTBEHO KYJATYpeJTHO JO0Ka3BaHe Ha > 15 KoJoHWM TpH H3CIEABAHETO
BbpXa Ha MOCTAaBEH BHTPECHIOB KATETHP

U

10.2.1.1.3. He e mycKaHa XEMOKYJTypa WIH HE € JJOKa3aH MUKPOOPTaHU3bM OT XEMOKYJTypaTa.

10.2.2. F2 ExokapauT npu manueHTy < 1-roqumiHa Bp3pact

CrnenBa a OTroBaps Ha CIIEHUTE KPUTEPUU:

10.2.2.1. Ilone nBa OT cleaHUTE MPU3HALIK, O€3 Apyra yCTaHOBEHA MPUYHHA:

10.2.2.1.1. remmeparypa (> 38°C), xunorepmus (< 37°C), amues1, OpaguKapans, HOBOIIOSIBHII CE
WIM TPOMEHEH IIIyM, MPU3HAIM 3a eMOONHs, KOXHU MaHH(ECTallMy IMPU CHIOKAPAUT (IEeTEeXHH,
IMHUYHN XEMOpParuu, OOJE3HEHH TOAKOKHHU BB3JIH), MPU3HAIM HAa ChpPJCYHA JEKOMIICHCAIUS WU
HaApYIICHUS HA ChPACYHHS PUTHM

u

10.2.2.1.2. Hali-ManKo €AHO OT CIEAHUTE yCIOBUS:

10.2.2.1.2.1. TloBTOpHO KYNITYpEITHO JIOKAa3BaHE HA €IWH W ChII MPUIUHUATE B HAH-MAJIKO J[BE
XEMOKYATYPH, B3€TH 10 Pa3IUYHO BPEME;

10.2.2.1.2.2. MUKpPOCKOIICKH JIOKa3aHW MHKPOOPTaHU3MH OT ChpJIedHaTa Kiana MpH JIUTICBAIIO0
WJIM OTPULIATEITHO KYJATYPEIIHO U3CIIe[IBaHe Ha KPBBTA,

10.2.2.1.2.3. YcraHOBsIBAHE Ha BEreTallMd Ha ChpJACYHATA KJala 10 BpeMe Ha Olepamus WId
ayTOTICHST;

10.2.2.1.2.4. [TonoXUTENEH TECT 3a aHTUTECH B KPbBTA UJIM YPUHATA;

10.2.2.1.2.5. [Toka3BaHe Ha HOBH Bererauuu npu exokapauorpagus (EKI)

u

10.2.2.1.3. mpu moOCTaBeHAa aHTE MOPTEM JUArHO3a JICKYBAIUAT JIEKap 3amo4yBa ChOTBETHA
(LlemeHaco4YeHo 3a €HI0KapIuTa) aHTUMUKPOOHA Tepamnusl.

10.2.3. F3 MuokapauT Wik NepUKapauT MPpU NAUEHTH <1-roiuIlIHa Bb3PaCT

CrnenBa ga oTroBaps Ha CJICTHUTE KPUTEPHUH:

10.2.3.1. [Tone aBa OT cieIHUTE MPU3HALIM, O€3 Ipyra YCTaHOBEHA NMPUYHHA!

10.2.3.1.1. Temneparypa (> 38°C), xunorepmus (< 37°C), anHesi, Opagukap/usi, mapagoKcaacH
MYJIC WM YBEJIHYEH pa3Mep Ha ChPIETO

u

10.2.3.1.2. moHe €AHO OT CIEAHUTE YCIOBUS:

10.2.3.1.2.1. IIpomenu B EKI', HacouBamy KbM MUOKApAUT WM IEPUKAPIUT;

10.2.3.1.2.2. /Ioka3BaHe Ha aHTUTEH B KPHBTA;



10.2.3.1.2.3. Jloka3zBaHe Ha MHOKapJUT WJIA NEPUKAPIUT MPU XUCTOJIOTMYHO H3CIIE/IBaHE HA
ChpJICUHA THKaH;

10.2.3.1.2.4. YeTtupukpaTHO MOKa4YBaHE THUThPa Ha THIOBOCICIM(PUIHN aHTHUTEA ChC MK O€3
U30JIMpaHe Ha BUPYC OT dapuHKca uin dereca;

10.2.3.1.2.5. TlepukapaeH u3nuB, NOTBbpACH exokapauorpadcku, ¢ KT, AMP, anruorpadus
WIH JPYTU PAIMOIOTUYHH JAHHH 32 MIePUKAP/ICH H3JIHB.

10.2.4. F4 MenuacTUHMT IIpU MAUMEHTH < |-roAuiiHa Bb3pacT

CrnenBa a OTroBaps Ha CIIEIHUTE KPUTEPUU:

10.2.4.1. TloHe eauH OT C€IHUTE MTPU3HALIM, O€3 Jpyra yCTaHOBEHA MPUYHHA:

10.2.4.1.1. Temneparypa (> 38°C), xunorepmus

(<37°C), anHes1, OpaguKapaus WIA TOABHKEH CTEPHYM

U

10.2.4.1.2. Hali-ManKo €HO OT CIIETHUTE YCIOBUSA:

10.2.4.1.2.1. 'noiina cekpenust OT MEIMACTHHAIHATA 00JIaCT;

10.2.4.1.2.2. KyaTypeiHo A0Ka3aHU NPUUMHHUTEIN B KPBBTA UM B CEKPET OT MEIUAacTHHAIHATA
o0OnacT;

10.2.4.1.2.3. YcTaHOBEHO pa3lIMpEHUE HA MEAUACTUHYMA MIPU PAJTUOJIOTUYHO U3CIIEBAHE.

10.2.5. G1 Untpakpanuanna uHdekus npu nanueHTH <1-roaumnisa Bb3pact (Mo3b4eH abclec,
cyOaypaaHa win enuaypaina nHdexus, eHiedannr)

CrnenBa 1a OTrOBapsT Ha CIEAHUTE KPUTEPUU:

10.2.5.1. [Tone aBa OT ciaemHUTE MIPU3HALIM, O€3 Ipyra YCTAaHOBEHA NMPUYMHA!

10.2.5.1.1. temneparypa (> 38°C), xumorepmusi (< 37°C), amnesi, Opagukapaus, OTHHUIIHA
HEBPOJIOTUYHA CUMIITOMATHKA, Pa3JINYHA CTETICH Ha HAPYIIICHO Ch3HAHUE

u

10.2.5.1.2. Hali-Manko euH OT CJIETHUTE KPUTEPHUU:

10.2.5.1.2.1. MuKpOCKOIICKO JOKa3BaHE Ha MHKPOOPTaHM3MH B MO3bYHATa THhKaH WU B
marepuai ot abcueca;

10.2.5.1.2.2. Jloka3BaHe Ha aHTUIEH B KPbBTA WJIM yPUHATA;

10.2.5.1.2.3. Paguonoruyam JaHHU 32 HHPEKIINS,

10.2.5.1.2.4. YcTaHOBEH MUArHOCTUYCH THTHP Ha IgM aHTUTENla B €IMHUYHA CEpyMHA Mpoda
WM YETUPUKPATHO MOBUIIIEH TUTHP Ha IgG KbM CHOTBETHHSI IPUYUHUTEN B TBOMHU CEPYMHU MpoOu

u

10.2.5.1.3. npu mocraBeHa aHTE MOPTEM JWArHO3a JIGKYBAIUAT JIEKap 3alo4Ba CHhOTBETHA
(IeneHaco4eHo 3a MHTpaKpaHUaTHATa MHQEKINs) aHTUMUKPOOHA Teparusi.

10.2.6. G2 MeHUHTUT WX BEHTPUKYIUT IIPU MAaUEHTH <1-roJuIliHa Bb3pacT

CrnenBa 1a OTrOBapsT Ha CIEAHUTE KPUTEPUU:

10.2.6.1. Ilone enuH OT CAEAHUTE MTPU3HAIIN, O€3 IpyTa YCTaHOBEHA IMPUYHHA:

10.2.6.1.1. temneparypa (> 38°C), xumorepmust (< 37°C), amHes, Opagukapaus, BpaTHa
PUTUIHOCT, MCHHHICAIHH TPU3HAIM, YEPEIHO-MO3bYHA HEBPOJOTHYHA CHUMITOMATHKA WA
CBPBXBB30YIMMOCT

u

10.2.6.1.2. Hali-Manko €AHO OT CIEAHUTE yCIOBUS:

10.2.6.1.2.1. TloBumien Opoil JICBKOIIUTH, TMOBUIICHA KOHILEHTpAIMS Ha TPOTCHHH W/WIN
MOHM)KEHA KOHIIEHTPALUS Ha TIIFOK03aTa B JINKBOPA;

10.2.6.1.2.2. MUKpPOCKOIICKH JIOKa3aHU MUKPOOPTaHU3MU B JTMKBOPA;

10.2.6.1.2.3. KyaTypenaHo JOKa3aHU MPUIUHUTEIHN B KPHBTA;

10.2.6.1.2.4. Jloka3BaHe Ha aHTUTEH B JIUKBOPA, KPbBTA UJIM YPUHATA;

10.2.6.1.2.5. YcTraHOBEH NMAarHOCTUYCH TUTHP Ha IgM aHTUTEena B €IMHMYHA CepyMHa Ipoda
WM YETUPUKPATHO MOBUIIEH TUTHP Ha IgG KbM CHOTBETHHSI IPUUUHUTEN B TBOMHU CEPyMHU MpoOu



u

10.2.6.1.3. mpu mOCTaBeHAa aHTE MOPTEM JUATrHO3a JICKYBAIIUAT JIeKap 3amodyBa ChOTBETHA
(LlemeHaco4eHo 3a MEHUHTUT WM BEHTPUKYIUT) aHTUMUKPOOHA Teparnusl.

10.2.7. H9 Nndexus Ha rOpHUTE AUXATETHU MHTUIIA MIPH MalMeHTH <1-TOquIlIHA Bh3pacT

(bapuHTHT, TAPUHTUT, CTTUTIIOTHUT)

CrnenBa 1a OTTOBapsT Ha CIEAHUTE KPUTEPUU:

10.2.7.1. Ilone nBa OT ciaeaHUTE TIPU3HAIIM, O3 JIpyra YyCTaHOBEHA MTPUYHHA:

10.2.7.1.1. Temneparypa (> 38°C), xunorepmus (< 37°C), amHes, OpaauKap/us, CEKpeIus OT
HOCA WM THOCH €KCyJaT BbB (haprHKCa

u

10.2.7.1.2. naii-ManKo €HO OT CIIETHUTE YCIOBUS:

10.2.7.1.2.1. KyaTypenHo TOKa3aHU MPUYUHHUTENIN B MaT€pUall OT 3aCETHATOTO MSCTO;

10.2.7.1.2.2. KyaTypenaHo JOKa3aHU MPUYUHUTENH B KPbBTA;

10.2.7.1.2.3. Jloka3BaHe Ha aHTUI'€H B KPBBTA WM B PECIIMPATOPEH CEKPET;

10.2.7.1.2.4. YcTaHOBEH MUAarHOCTUYEH TUTHP Ha IgM aHTuTeNna B eIMHWYHA CepyMHA Mpoda
WJIH YETHPUKPATHO TIOBHIICH TUTHP Ha IgG KbM CHOTBETHHSI PUIUHUTEN B IBOWHHA CEPYMHU MPOOH;

10.2.7.1.2.5. JluarHo3a Ha JeKaps.

10.2.8. I3 HexpoTusupaiiy eHTEPOKOJIUT MIPH MEeIUATPUIHH MMAIIUCHTH

CrnenBa a OTroBaps Ha CIIEIHUTE KPUTEPUU:

10.2.8.1. Ilone nBa oT cleaHUTE MPU3HALIK, O€3 Apyra yCTaHOBEHA MPUYHHA:

10.2.8.1.1. nmoBpwsIane, OaJoOHUpAH KOpPEM WM 3a0aBeHa €BaKyallus Ha CTOMAITHO-YPEBHO
CBHABPKUMO

u

10.2.8.1.2. moBTapsII0 ce MUKPO- U MaKPOCKOIICKO JI0Ka3BaHe HA KPbB BbB (pekaauure

u

10.2.8.1.3. Hail-MaJIKO €IHO OT CIEAHUTE YCIOBUS:

10.2.8.1.3.1. IIlneBMOTIEpUTOHEYM;

10.2.8.1.3.2. UpeBHa mHeBMarTo3a (pa3ayBaHe Ha UpEeBHATA CTEHA);

10.2.8.1.3.3. Henpomensiemo "puruaHu" 4peBHU OPUMKH.

10.2.9. LS5 Crpento- nnu crapuinoaepMus npy NanueHTH < |-rouirHa Bb3pact

CrnenBa a OTroBaps Ha CIICIHUTE KPUTEPUU:

10.2.9.1. ITauueHTHT UMa yCTYIN

u

10.2.9.2. enHO OT CEIHUTE YCIOBHUS:

10.2.9.2.1. JIexapsT nocraBs 1uarHo3ara;

10.2.9.2.2. JIekapsT 3amo4yBa ChOTBETHA aHTUOMOTHYHA TepPaITHsl.

10.2.10. L6 NUudekuus ciaen MUpKyMIIu3uo Ha HoBopoaeHH < 30-1HEBHA Bb3pacT

CrnenBa 1a OTroBapsi Ha €IMH OT CICAHUTE KPUTEPHUU:

10.2.10.1. [TarmeHTHT MMa THOMHA CEKpenus B 00J1acTTa Ha IUPKYMIIU3UATA;

10.2.10.2. TlamueHThT WMa HaW-MaJIKO JBa OT CICIHUTE TpHU3HAIM B oO0NacTra Ha
MUPKYMIIU3UATA, O€3 Ipyra yCTaHOBEHA MIPUYUHA!

10.2.10.2.1. 3auepBsiBane

10.2.10.2.2. Otok unu

10.2.10.2.3. bonka rpu HaTHCK

u

10.2.10.2.4. KynTypenmHO [OKa3BaHE Ha MPUYMHUTENIM B MaTepuall OT MsICTOTO Ha
UPKYMIIU3UATA.

10.2.10.3. [TanmeHTHT UMa TIOHE €IMH OT CJICTHUTE MPHU3HAIM HA MSCTOTO HA IMUPKYMIIU3HATA,
0e3 apyra ycTaHOBeHa NMPUYMHA!



10.2.10.3.1. 3auepBsiBane

10.2.10.3.2. OTok uiu

10.2.10.3.3. BoJsika mpu HaTUCK

U

10.2.10.3.4. kynTypenHO JOKa3BaHE Ha TWIPEACTaBUTEN Ha oOWdaiiHata KokHa (ropa
(Koarymnas3o-oTpuIaTeIHN CTa(QHUIOKOKH, KOPHHEOAKTEPHH U JIp.) OT MICTOTO Ha UPKYMIM3HUATA

u

10.2.10.3.5. nexapsT nocTassi AMarHo3ara WM 3all04Ba CbOTBETHA TEpaIHsl.

10.2.11. L7 Ombanut npu HoBoponeHu < 30-THEBHA BB3pacT

CnenBa 1a oTroBapst Ha €IUH OT CIEAHUTE KPUTEPUU:

10.2.11.1.1. ITanueHTHT UMa 3a4epBsIBAHE U/WIH CEPO3HA CEKPELHs OT IIbIIa

U

10.2.11.1.2. Hail-MaJIKO €IHO OT CIAEAHUTE YCIOBUSI:

10.2.11.1.2.1. KyntypesiHO IOKa3aHH MHKPOOPTaHW3MHU OT JPEHAKHA TEYHOCT WIJIM acIHpar

ura;

10.2.11.1.2.2. KyntypenHo 10Ka3aHU MUKPOOPTaHU3MHU B KPBBTA.

10.2.11.2. TlarneHTHT UMa 3a4epBSIBAHE U THOWHA CEKPELIMs OT ITbIIA.

IV. UIBNCKBAHUNSA 3A OCBUIECTBABAHE HA TEMHOCTUTE 110 HAJI3OPA HA BB
U AMP

1. OO IPUHIUITH

1.1. HaazopsT Ha BBU 1 AMP mipencraBisiBa CHCTEMHO ChOMpaHe, pErUCTPUpPaHe W aHAIN3 Ha
ChOTBETHAaTa MenuimHcka uHpopmanus (ciaydan ¢ BBU, pecnextuBHo - AMP, HapaHsBaHUSI ¢ OCTpU
IPEeIMETH) C 1IeJl OrpaHuYaBaHe Ha Bb3HUKBAHETO U pasznpocTpaneHueto Ha BBU u AMP nocpeacrsom
IUTAHUpaHEe U TPOBEXJaHEe Ha MPO(UIAKTUYHM U MPOTUBOCHHAECMUYHM MEPKH, OIEHKAa Ha TIXHATa
e(heKTUBHOCT, KAaKTO U OCUTYpsiIBaHE Ha 0OpaTHA Bpb3Ka 10 BCUYKHM 3BEHA, y4acTBallly B Haj3opa. Upes
HA/I30pa Ce€ YCTAHOBSBAT MPHOPHUTETUTE 3a MpodUIaKkTUKaTa Ha UH(MEKIMHUTE B 1eueOHOTO 3aBeJiCHHE U
ce MOCTUra 3acHUjIBaHe HA BHUMAHUETO Ha MepcoHasa BbpXy npobiema BBU.

1.2. 3a cbIOCTAaBUMOCT Ha JIaHHUTE OT Ha/A30pa ce MpujiaraT CTaHAapTU3UpaHu MeToau, GopMu
Y TIOJIXO/IH.

13. IlpoBexxmaHeTo Ha  HAA30p Ha  Ha-3HAYMMHUTE B  CNUAEMHOJIOTMYEH U
conuamHo-MeauIMHCKH acniekT BB ce u3BbpiiBa Tekymo (€KeTHEBHO) OT BCSKO JICYEOHO 3aBE/ICHUE.
Ha nan3op momnexxar obmu 3a ctpanara "unaukatopuu" BB, kouto ce onpenenst ot PL] - BBU. Ha
peructpanus u otyeT nomiexar (Kareropus [V):

1.3.1. BpTpebOTHNYHNTE UHPEKIINK HA KPBBTA (TBPBUYCH CETICHC);

1.3.2. mHEeBMOHUY, CBbP3aHU C MEXaHUYHO OOAMIIIBaHE (BEHTUIAIIMOHHU ITHEBMOHUH );

1.3.3. uH(pEeKIu Ha XUPYPTUIHOTO MSCTO;

1.3.4. npyru undexuu, cCBbp3aHu ¢ MPUIIOKEHHE Ha HHBA3UBHO MOcodue:

1.3.4.1. kateTbp-CBbpP3aHU UHPEKIIUN HA KPHBTA;

1.3.4.2. xaTeTbp-CBBbP3aHU YPOUH(DEKITUH;

1.3.4.3. undexkuuu, CBbp3aHU C TIOCTABSIHETO HA UMIUTAHTH.

1.4. Hagzopst Ha AMP u antubmornynata koHcymanus € 3aabinkuteneH (Kareropus V) 3a
JeyeOHHTE 3aBE/ICHUS 32 aKTUBHO JICUCHUE.

15. Ham3op ce u3BbpImIBa M HAa BCHYKU CIydad HA HApaHSIBaHUS Ha TEPCOHANIA C OCTpHU
npenaMeTH B ieueOHuTe 3aBeacHus (Kareropus IV).

2. YcTaHOBsSIBaHE Ha MPUOPUTETHUTE 32 MPOoDHIaKTHKa HAa HHPEKITUUTE B JICUCOHOTO 3aBEICHUEC

2.1. WpentuduuupaHero Ha PUCKOBUTE OTACICHUS/KIMHUKA U  OINpeNesHeTo Ha
CrenupUIHATE TPOOIEMH U TPHOPUTETUTE 32 MPOPUIAKTHKA HA MHPEKIUUTE B JIEUeOHOTO 3aBElICHUE
ce M3BBPIIBA KAKTO Ha 0a3aTa Ha MPOBEXKAAHUS TEKYI exXenHeBeH Haa30p Ha BB u AMP, Ttaka u upe3
NEPUONMYHO TPOBEKIAHE HA IEJICHACOYCHU TIPOYUYBAHUS BBPXY 3a00iseMocTTa W OOJECTHOCTTA



(mpeBaneHTHOCTTA) OT uHANKaTopHu BBU.

2.1.1. IlpoyuBanust Ha 3abonsemMoctTa oT BBU:

[IpoyuBanusiTa Ha 3a0015€MOCTTa BKJIIOYBAT PETPOCIEKTUBEH aHAIHM3 U JCTalIHO MPOyYBaHE
Ha peructpupanure ciydan Ha BBU 3a onpenenen nmepuoxa ot Bpeme. Llenrta e yctaHoBsiBaHe Ha ciiabuTe
MecTa B IEMHOCTTa Ha JIedeOHOTO 3aBe/ICHUE, TOMBIHUTENHO Mpelu3upaHe Ha aHalIu3a Ha JAHHUTE OT
Haja3opa Ha BBU u AMP u momoOpsiBaHe Ha cTpaTerusra 3a HamalsiBaHe Ha 3abomsemocTtTa or BBU.
[TpoyuBanus Ha 3abomsieMoctTa oT BBM ce m3BBpmIBaT B PUCKOBH OTHEICHHS, KBIETO CHIIECTBYBA
MOTEHIMAN 3a TPEAOTBpaTsABaHE Ha HWH(EKIUUTE U ONIATONPHUATHO CHOTHOIICHUE MEXAY IOJI3H U
pa3xoau, yCTAHOBEHO OT HAA30pa - HAmp. B OTJACICHUATA/KIIMHUKUTE 110 aHECTE3UOJIOTHSI 1 HHTCH3UBHO
JIeYeHUE, B OTACICHUITA/KIMHUKUTE IO XEMATOJIOTHS, B OTACICHUSATA/KIMHUKUTE MO OHKOJIOTHUA, B
OTJICJICHUSITA/KIIMHUKUTE C TpeoliaiaBaiia XUpyprudyHa HAcOYeHOCT. BB3MOXKHO € TpoydBaHe Ha
3a00NseMOCTTa ¥ B JPYTH OTICJICHUS/KIUHUKH, HAIp. B OTIACICHUATA/KIMHUKHUTE IO BBTPEIIHU
0oJieCcTH, KaTo ce MIpujiara poTalMOHEH IMOAXOJ - HaIlp. IpOoyduBaHMs Ha 3abonsemoctra oT BBU mpe3
I'BPBOTO MOJIYTOANE B OTICNICHUATA/KIMHUKUTE 0 BHTPELIHU OOJIECTH, a Mpe3 BTOPOTO MOJIYTOAME - B
OTJICJICHUATA/KIIMHUKUTE C TIpeo0iiaiaBailia Xupyprudyia HacOYeHOCT.

2.1.2. IIpoyuBanust Ha 601ecTHOCT (TIpeBasieHTHOCT) 0T BBU:

[IpoyuBane Ha GonectHoctTa oT BBU mpesncraBnsBa mpoydBaHe Ha BCHYKH PETUCTPHPAHU
3abonenu ¢ unaukaropuu BBU B naneH MomeHT (1eH, ceqMuIia) B OT/IEICHUS/KIMHUKY C MTOBUILIEH PUCK
ot BBU. Ilenecrobpa3no e orpannuaBaHeTo BbpXy H30panu BupoBe BBU ot ocoben unTepec (Hamp.
caMoO ypouH(EKIIMUTE MPHU MALUECHTH C yPETPaJIeH KaTeThp MPe3 MOCIEAHUTE CEIeM JTHH).

[IpenopbuBa ce MEpUOAUYHOCTTAa Ha MPOyYBAHUATA Ha 3a00iseMOCTTa M OOJECTHOCTTA OT
BBU B neueOHOTO 3aBeneHHE Ja ce ompeneis OT Opos Ha PHUCKOBUTE OTACICHIS/KIMHHUKHU (HAIp.
BEJHBXK Ha TPU MECeEIa).

2.2. Anamu3 Ha puckoButTe ¢aktopu 3a BBU, ompenensiHe Ha MepKM M OLEHKa Ha
MpEeINpPUETUTE MEPKH

2.2.1. 3a oTKpYBaHE M3TOYHUIIUTE HA MH(MEKIMS WIKM IIBTUIATA HA TpeJaBaHe Morar Jia Objaar
MIPOBEJICHN TMO-HATATHITHN aHAJUTUYHHU TPOYYBaHUA. Te mpejiarat Bb3MOKHOCTTA Ype3 pa3IInpsBaHe
Ha Habopa OT HaOJIOMaBaHU PHUCKOBU (PAKTOPH E€BEHTYaJdHO Ja ce OTKPUAT M aHalu3upar ApYTU
CBINECTBEHN TPOOIEMH, HEpa3KpUTH OT mpoyuBaHusTa 1mo T. 2.1. [Ipm ToBa ce WM3MON3BAT CHIIUTE
METOAM, KOUTO HAMUPAT MPUIIOKEHHUE U TIPU IPOYYBAHETO HA B3PUBOBE.

2.2.2. Tlpu aHaNWUTHYHUTE TPOy4YBaHHUS TPsAOBA Ja C€ W3MOJI3BAT OHE3W CrenupUIHH,
WHAMBUIyaIHU Ne(PUHULIUU U METOAM, KOUTO Hai-700pe CHOTBETCTBAT Ha KOHKPETHUTE YCIOBUS B
7e4eOHOTO 3aBelCHHE 3a OOMHWYHA IOMOIN W BOAAT 0 M3SCHABaHEe Ha mpobiema. ChiecTByBar
CJIETHUTE Bb3MOKHOCTH:

2.2.2.1. KOXOpPTHU NPOy4BaHUs (PETPOCHEKTUBHU WIIU IPOCIIEKTUBHH);

2.2.2.2. npoy4BaHUs CIy4au-KOHTPOJIH (PETPOCTIEKTUBHH).

2.3. He3aBucumMo OT 3aMHChiIa Ha MPOYYBAHETO € HEOOXOAMMO Ja c€ ChOMpaTr JOCTAaThYHO
KOJTMYECTBO JIAHHU 32 MAIUCHTHTE B CTaHAapTH3Upana popma. KbM Te3u TaHHU ce OTHACST:

2.3.1. nemorpadcku JaHHU 3a TAIUEHTUTE;

2.3.2. otaenenue (Ipy pa3IMuHU OTJEICHUS - IAaHHU 32 MPECTOs] BbB BCAKO OTICIICHHE);

2.3.3. cuMnToMu;

2.3.4. Hauano Ha CUMIITOMUTE, €BEHTYaJIHO Kpaii;

2.3.5. naGopaTopHU U3CIEABAHUS;

2.3.6. H”HBAa3UBHH IIOCOOUS;

2.3.7. Bb3MOXXKHH CKCIIO3WIIMU, aKO € BB3MOXKHO C Jara (3a oIepanul WU OIpPEICICHH
W3CJIe/IBaHNA );

2.3.8. (¢akTopH, KOUTO EBEHTYaJHO BIMSAT BBPXY BpB3KAaTa MEXKAY EKCIO3WIUATA H
3a00JIs1BaHETO.

2.4. Upe3 u34HCISABaHETO HA OTHOCHUTEIHHS PUCK WM HAa CHOTHOIIEHHUETO HA BEPOSTHOCTHUTE



MOXE Jla C€ OIpeleiy Jald ChUIECTBYBAa BpB3Ka MEXKAYy €IUH WJIM TIOBEYE PHUCKOBU (akTopu u
3abomnsiemoctTa oT BBU B chOTBETHOTO 3BEHO.

AKO aHaIM3bT TMOKaXKe BpB3KA MEXKAYy €AWH WM MoBeue puckoBu ¢aktopu u BBU,
JOITBTHATEITHO CE TIPOBEXK/IAT IIeJICHacOueHH mpoyuBaHus. Ha 6a3aTta Ha pe3yiTaTtuTe OT MpOyYBAHUATA
Cce IUIaHUPAT U MPOBEXKIAT KOHKPETHUTE MHTEPBEHIIMOHHU MEPKH.

Crnen BBBEXKIAHETO HA WHTEPBEHIIMOHHUTE MEPKU HAI30PBT TPsOBa J1a MPOIBIDKH, 32 Ja Ce
KOHTpOJHUpa €(heKThT OT MPUJIAraHETO UM. 3a OLEHSIBAHETO Ha WHTEPBEHLIMOHHUTE MEPKH OOMKHOBEHO
Ce M3IOJ3BAT CHIIUTE METOIU KAKTO MPH UASHTH(PHUIIMPAHETO Ha mpoliema.

3. [lefiHOCTH 110 Ha/I30pa HA HUBO JIEYEOHO 3aBeACHHE 3a OOJTHUYHA TTOMOII

Ha HuBo neue6HO 3aBefeHre 3a OOMTHUYHA TOMOII OCHOBHATA IIe]l HAa HAJ[30pa - OrpaHUYaBaHE
Ha BB3HUKBAHETO U pasnpocTpaHeHueTo Ha BB u AMP, ce nmoctura upes 1ejieHaco4eHO TOBTOPEHUE
Ha CIICAHUSI LIUKBI OT AEUHOCTH:

3.1. UaenTudunupane Ha pUCKOBUTE OTCACHUS/KIMHUKN U IPAKTUKHUTE B TAX;

3.2. Crbupane, crarucTuuecka oOpabOTKa M aHAIM3 HAa JAHHHW 3a TAIMEHTUTE B PUCKOBUTE
OTJICJICHUS U CHOTBETHHUTE MIPAKTHKHY;

3.3. OnpenensiHe Ha €HIEMUYHOTO HMBO Ha 3abossiemoct oT BBU u pasnpocrtpanenunero Ha
AMP;

3.4. PaskpuBaHe Ha TCHICHIIUHU 32 OTKJIIOHCHHSI CIIPSIMO CHIEMUYHOTO HHBO - 3a4ECTSIBAHE WIIH
HamansBane Ha BBU, paskpuBane Ha enuaeMUYHN B3pUBOBE U Ha TEHICHIIMH B Pa3lpOCTPAHEHUETO Ha
AMP, ananu3 Ha MPUYUHUTE U BIUSTHUETO HA PUCKOBUTE (aKTOpH;

3.5. BpBexxaHe Ha MEpPKHU 3a OTCTpaHsBaHE Ha MPUYMHUTE U 32 OrpaHUYaBaHE BIUSHUETO Ha
puckoBuTe (HaKTOpH;

3.6. Onenka Ha epexTa OT MPEANPUECTUTE MEPKH.

3a CBHNOCTaBUMOCT HAa JaHHHWTE OT HAJA30pa B HAIMOHAJICH W MEXIYHapoAeH Mamal ce
mpuiIaraT moCOYeHUTE Mo-rope cranaaptuzupanu meroau (Kareropus 1V).

4. Hamzop Ha BBU, cBBbp3aHu ¢ MHBA3UBHU MEAUIIMHCKU ITOCOOMS

HamzopsT Ha BBU, cBbp3aHu ¢ MHBAa3MBHU MEIUIIMHCKH IMMOCOOMS, OOXBalla CBBP3AHHUTE C
U3IMOJI3BAHETO HAa MEIUIIMHCKU TIOCOOWsI 32 WHBA3WBHU TPOIEAypU W UHTCH3UBHO JICUCHUE
(mocoOue-cBbp3ann) WHGEKIUH, KaTo T.HAp. '"BEHTWUJIAIMOHHH MHEBMOHHH', "KaTeThbp-acCOIMHpPAH
(mepBUUeH) cernicuc" U "KaTeTbp-acoruupanu ypounpexun" (kareropus V).

4.1. B UHTEH3UBHUTE OTJICJICHUSI U PUCKOBUTE OT/EJICHUs OOCKT Ha HA/I30p ca:

4.1.1. IlneBMOHMH, CBBP3aHH C OOIUIIIBAHE;

4.1.2. KareTbp-acoluupaH CETcuc;

4.1.3. Karerbp-aconuupanu ypouH(EeKIIUH.

4.2. 3a Te3u 00EKTH Ha HAJ30pa CE€ M3YUCISIBAT CICTHUTE CTaHIAPTU3UPAHH MOKA3aTeNH 3a
YeCcTOTa Ha MH(PEKIMUTE/TUIBTHOCT Ha 3a00JIsIeMOCTTa!

4.2.1. IIneBMOHUM, CBBP3aHU ¢ O0ANIIBAHE:

bpoit mHeBMOHMUM TTpU
nanuentd Ha UBB**
Yecrora Ha VAP* = x 1000
Bpoit nun Ha BB

4.2.2. KareTbp-acouMHpaH CEICHUC:

UYecrora Ha acouu- Bpoii nepBUYHU cencucu
upanus ¢ [IBK*** pu nauuentu ¢ [IBK
IIBPBHYEH cercuc**** = X 1000

Bpoii nxau ¢ LIBK



4.2.3. Karerbp-aconuupanu ypouH)EKIIIH:

Uecrora Ha Kare- Bpoit ypoundbexuum mpu
ThpP-aCOLIMUPAHUTE MALMEHTH C ypEeTpaIeH KaTeTbp
ypOUH(EKInH = X 1000

Bpoii 11U c ypeTpaneH KaTeTbp

* VAP (ventilator-associated pneumonia) - mHeBMOHWH, CBbP3aHH C M3KYCTBEHa OeroapoOHa
Bentunanus (IbB)

** 11IBB - uzkycTBeHa 6enonpoOHa BEHTHIIALNS

*#* [IBK - neHTpaneH BEeHO3EH KaTeTbp

*##* [IspBuueH cerncuc = Bk Kpurtepuu 3a ycranosssane Ha BBU, pasnen 111, T. 6.

4.3. [TpuunHHaTa Bpb3Ka PSAAKO MOXKE Ja ObJe JOKa3aHa; Ts ce MPpaBU M3KIIOUUTEIHO CaMo 0
BpeMe, T.. TAIMEHTHT € Ha M3KyCTBEHa OenoapoOHa BEHTWIIAIMS mpe3 nocienHute 48 waca mpemu
MosiBaTa Ha MHEBMOHUSATA; Mpe3 nocienHuTe 48 yaca mpeau mosiBaTa Ha MbPBUYHUS CEIICHUC € MMall
[IBK; npe3 mociennuTe ceneM AHU TMPEAM yCTAHOBSIBAHETO HA YPOMH(EKIMITA € MMall ypeTpajeH
KaTeThbp.

4.4. laute ¢ mocoOue B ChOTBETHOTO OT/CICHUE CE B3€MAaT OT JOKYMEHTAIUATA, KOSITO CE BOJU
OT TlepcoHalla Ha MHTEH3UBHOTO OT/IEJICHHE, TaKa 4e IoKa3aTeluTe Ja Morar Ja ObJaT W34HCIECHU
CBHOTBETHO 32 BCSKO MHTEH3UBHO OT/EIICHUE.

4.5. Hanzop Ha nH(pEKIMUTE Ha XUPYPTUYHOTO MACTO (TIOCTOMEPATUBHUTE PAaHEBH UH(EKINH).

4.5.1. Ham3opbT Ha uHpeknuure Ha xupypruyHoro wmsicto (MXM) oOxBamia Haii-Beue
WH/MKATOPHUTE ONEepalii, KOUTO CE€ ONMPEAEIAT OT PhKOBOAUTENS HA XUPYPrUUYHOTO OTJECJICHNE WU Ha
aMOyJaTOPHOTO XUPYPTUYHO 3BEHO. ToBa ca MO-4ecTO MPOBEXKIAHUTE WM OCOOCHO BAKHUTE 3a
oThelieHneTo BuaoBe orepanun. OCHOBHHUTE WHIUKAaTOpHH oreparuu ca: APPE/anennexromus,
ART/aptpockonuyna omepaiusi Ha kKojsHHata ctaBa, CHOL/xonenucrekromusi, COBY/koponapHu
Oaiimac omeparun, COLO/omepammss nHa komona, GC/cpmoBa xupyprusi, HERN/xeprmoTomus,
HPRO/tazo0enpena mnpotesa, HIST/abmomunamna xwuctepektomus, KPRO/konsHHa enmomporesa,
MAG/onepanuu Ha cromaxa, MAST/mactextomusi, NEPH/Heppexkromus, OSG/OP Ha ropnara ckodHa
me3eHHa craBa, OSHF/omepauus Ha mmiikatra Ha Oexapenara craBa, PRST/mpocrarexromus,
SECC/ue3apoo cekiuo, STRIP/Benozen crpununr, STRUM/oneparus Ha cTpyma.

4.5.2. 3a chIIOCTAaBUMOCT Ha JIAHHUTE YCTAaHOBEHUTE YecToTH Ha XM ce pa3mensaT Ha rpynu
criopen Opost Ha puckoBUTe ToukH (kareropus Ib), kato eqHa onepanus Moxke 1a moiayyu Haii-manko O u
Haii-MHOTO 3 pUCKOBM TOYKH. Omepanusra MojixydaBa 10 €JHa PUCKOBAa TOYKA 32 BCEKH OT CIICIHUTE
dakropu:

4.5.2.1. crenen no ckanara Ha ASA > 3 (ta6um. 1);

4.5.2.2. IpOIBIDKUTEITHOCTTa HA OMNEPANHATa € MO-IbJIra, OTKOJIKOTO TpH 75 % OT TO3H THII
orieparuy;

4.5.2.3. kylac Ha KOHTaMHUHAIlMs HA paHaTa - KOHTAMUHUPaHa WK cenTuyHa (Tab. 2).

3a BcsKa OT/ETHA WHIMKATOPHA orepanus Te3u (GakTopu ce CyMHpar.

Tabmuna 1. Ckana Ha AMEpUKaHCKOTO JIPYKeCTBO Ha aHecTe3nono3ute (ASA)

CrernieH (TOYKH) Craryc [Tpumep
I(1T1) 3npaB [TaniveHT ¢ MHrBUHAIHA XePHUS
ApTepranHa XUTIEPTOHMS, JIeKa
mer) Jlexo cuctemHo 3abomnsBaHe CTeTieH Ha auadeT, 0e3 opraHHu
HM3MEHEeHHS
CpeqHOTEXKO AHTHHA TIEKTOPHC, XPOHUIEH
I3 T.) HEKHMBOTO3acTpallaBalio OpOHXHUT C yMEpeHa KIMHUIHA
CHCTEMHO 3a00sBaHe n3siBa




ChbpacuHa HeJOCTAThUHOCT,
TexKo XKHUBOTO3aCTpaIlIaBaIllo
IV#rt) XPOHUYHO-OOCTPYKTHUBEH
3aboisiBaHe .
OpOHXWT B HAITPEIHAJ CTaHA
ITaneHT B TEpMUHATHO
V(T CHCTOSIHHE, OYaKBaHa Pynrtypa Ha aopTHa aHEBpH3Ma,
’ MIPOIBIDKUTEITHOCT HA J)KUBOTA | OemoapoOHa eMOonus
<24h

Tabnuna 2. Knacudukaius Ha paHUTE CIIOPE CTETICHTa Ha KOHTaMUHAIIHS

Omnepanus B o0act 6e3 npusHany 3a nHpeknus. Hama
Yucra OTBapsiHE Ha CTOMALIHO-YPEBHUS, PECITUPATOPHUS UII
YPOT€HUTAJHUS TPAKT.
Omnepanys ¢ IUIaHUPaHO OTBApsIHE Ha CTOMALTHO-YPEBHUS
Yncra-KoHTaMHHHpaHa TPaKT, Ha PECIIMPATOPHUS WM YPOTCHUTAITHHS TPAKT,
0e3 Mpu3HAIM Ha HHQEKIHS.
Ornepanust Ha IpsicHa paHa (< 6 Jyaca), 3HaYMTeHA
KonramuHupaHa rpelika B aCeNTHUKATA HIIM MAaKPOCKOIICKAa KOHTaMHUHAIIHS
C YPEBHO CHIBPIKHMO.
Ornepaliys Ha TpaBMaTU4Ha paHa (> 6 Jaca) ¢
HEKPOTHYHA ThKaH, YyXJ0 TAJI0 MM MacCUBHA
KOHTaMHHAIHS C YPEBHO CHIBPIKUMO WM Oeparus
ciient mepdopanys Ha YEpBO WM IIPU CaHUPaHE Ha OCTPU
GakTepranHy HHPEKINHU, TpU adcuecH (0TBapsHe Ha
adcrecn)

Wudexrupana

4.6. Jlannute 3a mocodyeHute B T. 4.5.2 puckoBu (axTopu cienasa na Obaar oTpa3siBaHU B
JOKYMEHTAIUATAa Ha BCEKH MAIUEHT, MOJIOKEH HAa XUPYPTUIHA HHTEPBEHITHSL.

4.7. C momomTa Ha pedepeHTHUTE cTOHHOCTH 3a XM 3a Bcsika jedeOHa CTPyKTypa MOXeE Ja
Obne m3uncieH oyakBanusT Opoit XM 3a puckoBara rpyna n (O - 3), nepuoxbT OT BpeMe M BUIBT
WHIMKAaTOpHA OTIEPaITus:

OuaksaH Opoii pa- Bpoit
HEBU MH(EKINU B PedepenTha croitroct 3a PI'TI orepa-
JlaJieHa PICKOBA TPY- = X 1IWH B
na maruentu (PI'TI) 100 PI'TI

CroiHOCTHTE 3a oOuakBaHus Opoit XM B dermpute pPHUCKOBH TPYNH CE€ CYMHpAT H Ce
W3YHNCIIABA CTAaHIAPTU3UPAHATA Y€CTOTa 32 BCHUKHM PaHEeBH MH(EKIIMK B OTACICHUETO/KIIMHUKATA.

CrannaprusupaHa 9ecToTa HabGmonaBan Opoii paHeBU MHpEKIMU
Ha paHeBH MH(DEKIUN = QOuakBaH Opo¥ paHeBH HH(EKIUH

CrangapTu3zupaHara YecToTa Ha paHeBUTe HWHGEKIMH € paBHA Ha €IUHUIA, KOraro
HaOmomaBaHuAT Opoll paHeBHM HWHGEKIIMM OTroBaps Ha OdYakBaHUsS Opoil. AKO CTOHHOCTTa Ha
CTaHJapTH3UpPaHaTa YeCTOTa Ha PaHEeBUTE MH(EKINHU € TIo-TolisiMa oT 1, ca HabIoIaBaHu TIOBEYE paHEBU
UH(EKIMH, OTKOJIKOTO C€ € 0YaKBaJIO CIIopea peepeHTHUTE CTOWHOCTH.

5. NUnentudukamnus Ha cirydante Ha BB

5.1. 3a ocurypsiBaHe Ha JOCTaThYHA YYBCTBUTEIHOCT HA HA/130pa € HEOOXOANMO:

5.1.1. O6xBamane (peructpupane) Ha Bcuuku BB, konTto ca 06exT Ha HHTEpEC;

5.1.2. PenoBHO yuyacTHe Ha KIMHUYHHUS MHUKPOOHMOJIOT BbB BH3UTALMUTE, OCOOCHO TE3H B
PYCKOBUTE OTICIICHHUS;

5.1.3. [Ipernex oT MUKPOOMONIOTa HA BIUCBAHMSATA 32 Ha3HAYCHM aHTUOMOTHUIM KaToO 4acT OT



MOHHUTOPUPAHETO HA aHTUOMOTHYHATA KOHCYMAIHS;

5.1.4. B puckoBuTe OTACICHUS E€KUIIBT MO KOHTPOJ Ha WHQEKIMUTE TpsAOBa Ja HM3BBHPIIBA
€XKeCeIMUYHO aHAIU3 Ha peructpupanure BbU.

5.2. KNUHHUYHUTE OTTOBOPHHUIIM CIEAST 3a MPABMITHOTO JUATHOCTUIIUPAHE, 32 PETUCTPAIUATA
Ha BBU u 3a nogaBaneTo Ha nH(MOpMaIus KbM €KUIa 0 KOHTPOJ Ha WH(EKIMUTE.

5.3. 3a nenure Ha Hag3opa Ha UXM ce crOupar 1 00paboTBaT JTaHHH U 3a MOSBHIIUTE CE CJIC]
U3IMMCBAHETO MOCTONEPAaTUBHU paHEeBU MH(EKIUH (T. Hap. HAJ30p cien u3nucBaHe). ToBa cienBa na
BaXH Hal-MaJIkO 3a CIy4yauTe, B KOUTO paHeBaTa MH(EKIUS € JoBela 0 MOBTOPHO MpPHUEMaHE Ha
nanyeHTa B chljata WiM B jApyra OonHuma. OnepupaHuTe MAallMEHTU CE€ MpOCensBar 3a IMosiBa Ha
MHPEKIUUTE Ha XUPYPrUYHOTO MsIcTO 10 30-us AEH cien onepanusra, CbOoTBETHO A0 1 romuHa mpu
BJIOYKEH UMILJIAHT.

5.4. JlanuuTte OT Ha30pa TPSAOBA J1a C€ aHAIMU3HUPAT TOCTAaThYHO YECTO, 3a Aa ObJaT pa3no3HaTH
CBOEBPEMEHHO MpoMmeHu B 3abomsemoctra oT BBU. Ot apyra crpana, mepuoauTe Ha HaONIOICHHE
TpsiOBa a ObAAT AOCTATHUHO IBJITH (HE MO-MajJKo OT 3 Mecela), 3a Jja HE Ce MOBJIUSABAT OLIEHKUTE OT
Cly4yallHW HaTpynBaHUs. B 3aBHCHUMOCT OT rojieMuHara Ha OTACJICHHETO (KJIMHUKATA) CE€ OMPEICIIST
MOJXO/SIIATE NHTEPBAJIH.

6. Unentudukanus Ha ciiydaute Ha BBU B pe3ynrar Ha HapaHsIBaHHS ¢ OCTPU MIPEIMETH

6.1. 3a ocurypsiBaHe Ha JOCTaThYHA YYBCTBUTCIIHOCT Ha HaA30pa Mo oTHomeHue Ha BBU,
BB3HUKHAJM B pE3yATaT HA HApaHSBaHUS C OCTPHU MPEAMETH, € HEOOXOIUMO:

6.1.1. noxmagBaHe (perucTprupane) Ha BCUYKH CIIy4ad Ha HapaHSIBAaHUS Ha MEPCOHANIA C OCTPH
MpEeIMETH;

6.1.2. mpoyuBaHe W aHAJIM3 HAa BCUYKH CIy4al Ha PETUCTPUPAHH HAPaHSBAHUS C OCTPH
MIpEeIMETH;

6.1.3. HachpuaBaHe Ha KyJATypa, IMPHU KOSITO HE C€ ThPCU WHAMBHIyallHA BHHA. [Ipomenypara 3a
JOKJIaJIBAHE CJIe/IBA Jla € HaCOUEHAa KbM CUCTEMHUTE (GaKTOPH, a HE KbM UHIUBUIYaTHUTE MPELIKH.

6.2. PexbT 3a peructpupane u chOOIIaBaHE HAa CIydau Ha HapaHsABaHE C OCTPH NPEIAMETH
BKJTFOUBA:

6.2.1. Tlpu Bcsika 37OMONyKa WJIM WHIUACHT, CBbpP3aH C ymoTpebara Ha OCTpU HPEIMETH,
NOCTPaJalIuAT CIY>KUTEJ YBEIOMsBa He3a0aBHO CBOs paldoTonaTesl W/WUIM OTTOBOPHOTO JIMIE IO
KOHTPOJ Ha MH(EKIMUTE U PerucTpupa UHUUACHTA B J[HEBHUK 3a perucrpupane Ha npodecuoHanHa
€KCITO3UITNS KbM KPBBHO MPEHOCUMH HH(DEKITHH.

JHEBHUK
3a perucTpupane Ha MpoheCHOHATHA eKCIIO3UIHA KbM KPBBHO IIPEHOCUMH HH(EKITUH, B T.4. HAPAHIBAHUSA C OCTPH
MpeIMeTH
Yac Ha
Jaramyac Ha  MeaunuHCK Bupg Ha M3Tounuk Ha Jlannu 3a cBOGIABAHE TIpuen Joxmang
EKCIIO3UIHATA 0 JHUIe E€KCITO3UIMATA EKCIIO3UIMATA | BaKCHHAIIMH CBHOOIIEHUETO No *

3a HHIIUJCHTA

6.2.2. OTroBOpHOTO [UIBXXHOCTHO JiMie 1o KoHTpon Ha BBU wmsrorBs J[lokiag 3a
npodecroHa Ha eKCIO3UIUS, KOUTO ChIbpKa:

6.2.2.1. JlaTta 1 9ac Ha €KCIIO3UIIMITA;

6.2.2.2. Tlogpo6HO onucaHue Ha UHIIUICHTA;

6.2.2.3. Ilogpo6HO onucaHne HAa U3TOYHHUKA HA €KCTIO3HUITHUS;



6.2.2.4. JlaHHU 32 €eKCIOHUPAHOTO JUIE (BAKCUHALIMU, PEAaKLIUX HA BAKCUHALIMATA);
6.2.2.5. Jleraiinu 3a NpOBEICHNUTE KOHCYNITALINH.

JIOKJIAJT
3a HpO(beCI/IOHaHHa CKCIIO3UIUA KbM KPBBHO IIPCHOCUMHU I/IH(I)GKLII/II/I, B T.4. HapaHsBaHUA

1. Jlara m 9ac Ha EKCIIO3HITUATA:

6.2.3. M3rotBeHHAT JOKJIA] CEe CBhCTaBsi B 2 EK3EMIUIApa, KAaTO CAWHHUAT Ce TpelaBa Ha
CITy’)KHTETIsl, a IPYTUAT C€ ChbXPaHsBA B JIEUEOHOTO 3aBEJICHHE.

6.2.4. PEKOBOAUTENAT HA JICUEOHOTO 3aBEICHHUE pa3cie/iBa MPUYUHUTE W OOCTOSATEIICTBATA H
perucTpupa 3J0IMO0NyKaTa/MHIUAEHTa, KaTo MNpeanpueMa, KOorato € Ienecho0pa3Ho, HEOOXOAMMHTE
MEpPKH.

6.2.5. Ciy>KUTeNsT € ATbKEH Jla MPeJoCTaBu ChOTBETHATa MH(GOPMAIU B MOIXOAIL CPOK, 32
Jla TOT'BITHU MOAPOOHOCTHTE 32 3JIOTOTyKaTa WIIM MHIHICHTA.

6.2.6. [ToBepuTemHOCTTa Ha MHPOPMAITUATA OTHOCHO HapaHSBAHETO, TMATHO3aTa U JICUCHUETO €
OT MBPBOCTETICEHHO 3HAUYEHUE U C€ TapaHTUpa MpHU CMa3BaHE HAa M3WCKBAHUATA 3a 3alllUTa HA JTMYHUTE
JTAaHHH.

6.3. JlanHuTe OT HaA30pa HAa HApaHABAHUATA C OCTPH MPEAMETH TPSOBa Ja ce€ aHAIU3UpaT
JOCTaTBYHO Y€CTO, 32 JAa ObJaT pa3o3HATH CBOCBPEMEHHO 3a4eCTIBAHE HA MHIUJICHTHTE B ONIPEICIICHN
CTPYKTYpH, KaTo B 3aBUCUMOCT OT TOJIEMUHATa Ha JIEYeOHOTO 3aBEJCHUE UJIH OTACTHUTE MY CTPYKTYPH -
oTIeNeHus (KITMHHUKH ), C€ ONPEIEISIT MOIXOISAIINTE HHTSPBAIH.

6.4. Undopmanins 3a perucTpupaHuTe Ciiydau Ha HapaHSBaHH C OCTPU NPEIMETH C€ IM0/aBa
Bcsiko Tpumeceure B PI - BBU kM P3U.

6.5. Pernonannara 3apaBHa WHCHEKIHMS 0000IIaBa JaHHUTE 3a PETUCTPUPAHHUTE CIIydad Ha
HapaHsSBaHUSA C OCTPU MPEIMETH M TU M3Mpalla eXerogHo B MHHHUCTEPCTBOTO Ha 3ApPaBEONa3BAHETO U
Hanmonanaus ieHTsp 110 3apazuu u napazutau 6onectu (HL3IIB).

V. UBUCKBAHUS 3A OCBHIIECTBIBAHE HA JIEMHOCTUTE IO ITPO®UIIAKTUKA

HA BBU
1. O6mu npUHIUTTH
[Mpodunaktukara Ha BBM e oTroBopHOCT Ha menus MEPCOHAN Ha JIEYeOHOTO 3aBE/ICHUE:



JeKapu, CIEUUATNCTH IO 3IpaBHU TPHXKH, (papMalleBTH, TEXHHUYECKH MEPCOHAJ, CHEIUAIN3aHTH,
CTYZIEHTH, Apyru oOydaBaly ce U Ap. 3a LenTa € HeoOXOJUMO B JUIbKHOCTHUTE XapaKTEPUCTUKH Ha
nepcoHana ga ObpAar SICHO PErIaMEHTUPAHM KOHKPETHUTE 3aJbJDKCHHS U OTTOBOPHOCTH, CBBbP3aHU C
npodunakTukara Ha BBU.

1.1. Ouenka Ha pucKa - U3BBPIIIBA C€ C IIeJI IPABIIIHO ONpEeIITHE Ha MPEANa3HUTE MEPKHU.

1.1.1. PucksT oT Bh3HMKBaHEe Ha BBU ce onpenens oT:

1.1.1.1. pakropu, CBBp3aHU ChC 3APABHOTO CHCTOSHHE HA MAIMEHTa (XpOHUYHH 3a00JIsBaHUS,
CTETeH Ha UMYHOKOMITPOMETHPAaHE);

1.1.1.2. ¢dakropu, CBbp3aHM C BHUAA Ha TPHIOKCHUTE JUATHOCTHYHO-JICYCOHH MPOIECTYpH,
KOMTO MOTAT J1a yBEeJIUYaT PHUCKa.

1.1.2. TlanmeHTUTE W TMPOLEAYPUTE Ce KaTeropusupar (Tabm. 1), a mpeanasHUTe MEPKH Ce
rianupar (tabm. 2) crnopea HUBOTO Ha pUCKa.

Tabmuua 1. Jlebunupane Ha pucka or BBU

Puck or BB [TanmenTn IIpouenypu
He ca WHBA3HUBHU, HAMA KOHTAKT C OHMOJIOTUYHHI
HeumyHnoxoMmnpometupanu; 6e3
Munumanen TEYHOCTHU (KPBB, ypUHa, (erec, TMKBOP, TCIHOCTH OT
OCHOBHO 3a00JsBaHe
TEJIEeCHU KyXUHH)
WHdexTrupany manueHT uim KoHTakT ¢ OMOIOrMYHY TEYHOCTH MM UHBA3UBHU
Cpenen TAIIMEHTH C PUCKOBU (aKkTOpH HEXUPYpPrHYHH TIPOLeypH (Harp. nepudepeH BeHo3eH
(BB3pacT, HEOIIa3MH) KaTeThp, BEBEKJAHE HA YPOKATETHP)
HNmyHOKOMIIpOMETHPAHH
narenTH (< 500 jeBkonnTa Ha XupypriudHa Wiv BUCOKOPHCKOBA MHBA3MBHA MPOIIEAYpa
Bucox MJI1); MHO)KECTBEHH TPaBMH, T&XXKH | (HAIp. EHTPAJICH BEHO3EH KaTeThp, TpaxeaTHa
W3TapsiHAs, OpTraHHA HUHTYOAaIus)
TpaHCIJIaHTalusA

Tabmuua 2. [IpeanazHu MEpKH P pa3IuyHA HUBA Ha puck ot BB

MeauuuHcKH
Puck or BBU Acenrtuxa AmnTtucentuxa Prue O6nexno AL %
15631 (S 140
YucTu Ui cien
W3muBaHe uau
CpEeIHO- U
Munumanen |Ywucrora He ce npunara BTPUBAHE HA ExenneBHO
HHMCKOCTEIIEHHA
Je3NH(PEKTaHT
JIe3UH(EKIHs
TTonxonsma 3ammra
CraHgapTHU Xurmenna cpery CTepriIHOCT WIH
Cpenen AcenTrka AHTUCENTHYHU [ — KOHTaMHUHAIHSA C BHCOKOCTENEHHA
MPOIYKTH KPBB, OMOJIOTHIHH ne3uHpexIus
TEYHOCTHU
Xn TUYHO
XupypruyHa pyp CrepuHOCT UIIH
Xupypruusa Crenuaaiu 00JIEKIIO0: IPECTHIIKA,
Bucox Je3nHBEKIHS upe3 BHCOKOCTEIICHHA
aceInTHKa MPOIYKTH Macka, Iamnka,
BTPUBaHE Je3UH(EKIHS
CTEPHJIHU PHKABUIIN

3abenexka:

* BcHUYKM MEIUIIMHCKM W3JIeTUsl, KOUTO BJIM3AaT B KOHTAKT ChC CTEPUIIHM TEJIECHU THKAHU U
KyXHHH, Cca 3aJbJIKUTEITHO CTEPUIIHH.

1.2. 3a npodunakrtuka u KoHTpon Ha BBU ce mpuiara KOMIUIEKCEH MOAXOMA, KOWTO BKJIIOYBA
CJICTHUTE CTICIIM(PUIHH €IEMEHTU ChC 33IbJDKUTEIICH XapaKTep:

1.2.1. Mepku 3a npeAna3BaHe Ha rpynuTe, U3J0XKeHU Ha puck ot BBU:

1.2.1.1. CrangapTHU TpeAa3Hu ¥ TOAXOASIIN U30TAIIMOHHN MEPKH IPU TPHKHUTE 32 TAIIMCHTA
C 1IeJ J1a ce orpaHnyu npenaBane Ha BBU ot manueHT Ha nauueHr;

1.2.1.2. 3amuTa HA MAUSHTHTE YPe3 OrpaHNYaBaHe /10 BE3MOXKHHUSI MUHAMYM Ha WHBA3HBHHUTE
MaHUMYJIAlUU U PUIOKEHUE Ha MOIXOAIIa AHTUOMOTHYHA U UMYHOIPO(UIAKTHKA,



1.2.1.3. 3amuTa Ha nepconana or BBU.

1.2.2. OCHOBHHM KaTeropuu Mpeana3Hu MEPKH:

1.2.2.1. CranmapTHu TMpeana3Hu MEPKH, KOUTO 3aJBJDKUTENIHO C€ MpHiarar MpU BCUYKU
MAIUCHTH HE3aBUCHMO OT JMarHo3ara U MHPEKINO3HUS CTaTyC.

1.2.2.2. JlonbaHUTEIHA (M30JAIMOHHU/OApUEPHU MEPKH), KOUTO Ca CHCHU(PUYHU W IEJIAT
IIPEKbCBAHE HAa CBOTBETHUS IBT HA pasnpocrpaHeHue Ha BBU: aeporeHeH, Bb31yILIHO-KAIIKOB WU
KOHTaKTEH.

1.3. CranpgapTHU Tpeana3Hd MEpPKH - CTaHAAPTHHUTE MpPeaNa3Hu MEpKU MPe/CTaBIsIBAT
3aIbJDKUTEIIHUS MUHUMYM OT M3MCKBaHUS 3a npeBeHuusa Ha BBU. Te ca npenHazHayeHu ga orpaHuyar
pHCKa OT MpeAaBaHe Ha MUKPOOPTaHU3MHTE - MpuuuHUTe I Ha BBU, kakTo OT ycTaHOBEHH, Taka U OT
HEYCTAaHOBCHH H3TOYHHIIM Ha 3apa3a B JICUCOHWTE 3aBENCHUA. 3aIBJDKUTEIIHOTO NpHJIaraHe Ha
KOMILJIEKCa OT CTaHAApPTHU MpeANa3Hd MEPKH MPHU TPIKUTE 32 BCUYKU MAIlMEHTH OCHUTypsBa BHCOKA
CTETICH Ha 3allUTa 3a MAIUeHTH, IEPCOHAT ¥ TPETH JIUIIA.

1.3.1. CranpapTHHUTE IpeaNIa3Hu MEPKH ce MpHIarat Ipyu O4akBaH KOHTAKT ChC:

1.3.1.1. xpBB;

1.3.1.2. BCHYKM BHJIOBE TEJIECCHH CYOCTAHIIMH, CEKPETH M EKCKPETH, ¢ M3KIIOYCHHE Ha TIOT,
HE3aBHCHMO OT YCTAaHOBEHOTO HAJIMYWE WIIM JIUTICA HA KPBB B TAX;

1.3.1.3. yBpeneHa koxa;

1.3.1.4. nuraBuna.

1.3.2. CraHgapTHUTE MPEANa3HA MEPKU BKJIFOUBAT KOMILUIEKC OT O€30macHU METOIH Ha pabora
U JINYHU NIPENNa3Hu CPeICTBA ¢ OapuepHU QPyHKLIUU:

1.3.2.1. xuruena Ha pbIETE;

1.3.2.2. u3non3BaHe Ha JUYHU MpPEINa3HU CPEACTBA NMPU KOHTAKT C KPbB, APYTH TEIECHU
TEYHOCTH, EKCKPETH U CEKPETH;

1.3.2.3. nmouncTBaHe, Ae3uHMEKINS U CTEPUIIU3AIUS Ha 000pyaIBaHe, OCJIbO U OKOJIHA Cpeia;

1.3.2.4. ynpaBieHue Ha OOJTHUYHHUTE OTIHAIbIIN;

1.3.2.5. 6e3omacHa ynoTrpebda Ha OCTPU MPEIMETH.

2. XurueHa Ha phlieTe

Poprere ca ocHoBeH (akTop 3a mpegaBane Ha BBU. [IpaBmiHO mpoBeneHara JeKOHTaMUHAIUS
(v3MHBaHe W/WIM Je3uH(EKIMsI) Ha pBIETe € ¢ J0KazaHa e(eKTUBHOCT 3a mpeBeHuus Ha BBU u 3a
3aIUTa KaKTO Ha MAIMEHTUTE, TaKa U HA METUITUHCKHUS TIEPCOHAIL.

C MueHeTo M XWTHMeHHaTa Oe3MH(EKIMs Ha pblLE ce MOCTUTa peAyKIHs Ha TpaH3UTOpHATa
duopa, a ¢ Xupyprudata 1e3uH(EeKIus - peIyKIUsI U Ha 4acT OT MOCTosiHHATa (ropa.

XurueHara Ha pbLETE Ce ChCTOM OT YETHUPU €JIeMEHTa, KOMTO Ce MpuiaraT OTAETHO WU B
KOMOUHAITHS:

a) MUCHE Ha PBIIE;

0) ne3uHpeKIs Ha PhIIC;

B) 3aIlMTA HA PBIETE OT KOHTAMUHAIIWS YPE3 PhKABHII;

T') TPUXKH 32 KOXKaTa Ha phIIeTe.

2.1. Muene Ha pblie

2.1.1. OGMKHOBEHOTO MHEHE Ha pbleTe (B OWTAa) ChC callyH MMa MUHUMAaJHa JIO JIMICBAIIA
AHTUMHUKPOOHA aKTHBHOCT. TOo OTCTpaHsBa 3aMbPCSIBAHUATA, MOT, KOXKHU JIUMUIAM, STUTEIHU JTIOIICIN
ce KJIETKHU M 4acT OT MOBbPXHOCTHATa TpPaH3UTOpHA ¢uiopa.

2.1.2. MueHeTo Ha pbBIEC C AHTUMHUKPOOSH (AHTHCENTHYCH) CallyH OCHTypsBa I0-J100pa
penykiusi Ha ¢uopara, HO HE MOXE Ja 3aMEHH XWTMeHHaTa Je3WH(EKIHs Ha pbhIEe B JeueOHUTE
3aBe/ICHUSI.

2.1.3. [IpaBuina 3a MUE€HE HA PBIIE

2.1.3.1. EdbexTuBHOTO MHEHE Ha pbIeTe NMpoabkaBa mone 1 - 3 muH. Heobxomumo e na ca
OCUTYPEHHU OTJEJIHO MSCTO 33 MHEHE, JOCTAThUHO IUPOK YMUBAIHHK, BOJA, TEUYCH CAllyH U KHPIH 3a



enHokparHa ynorpeba. [Ipm mMueHe Ha pblieTe NATOreHHUTE OAaKTepUU Morar Ja IMOMaJHaT BbPXY
MpEeIMETH Ha BHHIIHATA Cpella WM BbPXY CaMHs YOBEK M 00JeksioTo My. [IpermophuBa ce MUEHETO Ha
pblieTe ¢ 0OMKHOBEH CalyH U BOJa Jia MPOoAbIKaBa He oBeye OT 1 MUHyTa, OCBEH B CIy4auTe Ha MHOTO
CWJTHO 3aMBbpCSIBaHE.

2.1.3.2. [Ipy KOHTaMUHUpPaHE Ha PBIETE ChC 3AMbPCUTENH, HAMpP. KPEM, KOCMHU, OCTaThIU OT
XPaHUTEHA TPOAYKTU, OCTATHIU OT JICKAPCTBEHU MPOMYKTH - T€ BHUMATEIHO CE OTMHBAT, KaToO Ce
n30srBa onpbhckBaHe. Kpanuero Ha yemmara He ce OTBaps pSA3KO, PhLETE ca HUCKO A0y B YMHUBAJIHUKA,
a TsUIOTO € Ha pazcTtosHue. Cliell U3MHBAHETO PBIETE Ce MOJCYIIaBaT A00pe U ce M3BbPIIBA XUTHEHHA
ne3uHpEeKIHs.

2.1.3.3. [Ipu koHTaMHHAIUsl C KPBB, TEIECHU TEUYHOCTH, CKCKPETH M CEKPETH CE MOJ3Ba
namMydeH TaMIIOH WJIM XapTHeHa KbPIHYKa, HAIOCHU C JAe3WH(EKTaHT, U 3aMbpPCIBAHETO ce M30BpCBa.
N3yakBa ce Kokara Ja U3ChXHE W PhLIETE C€ U3MUBAT U MOJCYyIIaBaT oTHOBO. Cien TOBa ce M3BBPIIBA
XUTHeHHa Je3uH(peKnus. [Ipu aHTHCeNTUYHOTO MUEHE Ha PBIIETE CAlTyHBT CE BTPUBA B CYXH PBIIE OKOJIO
30 cexynnu. /lo0aBsa ce Boma mo0 oOpasyBaHe Ha IsiHa, cjell KOETO PbIIETe OCHOBHO C€ M3IUIAKBAT C
Tedama Boja. [loxcymmiaBaHeTo ce WM3BBPIIBA C EIHOKpAaTHA XapTHEHA Kbpla WM CyXa CTEpUIIHA
HEOT/eJAIa BIAaCHHKU KbpIIa.

2.2. Jle3undexuus Ha pblie

JesundekiusTa Ha phlle € XUTHEeHHA WIM XUPYPrU9IHA, B 3aBUCUMOCT OT IIEJITa, H3I0JI3BaHOTO
KOJTMYECTBO JIe3UH(EKTAHT ¥ BPEMETO Ha Bb3/ICHCTBUE.

2.2.1. XurueHHara Jae3uH(EKIUSI Ha PhIIC ¢ AC3HMH(EKTAHT € CUTYPEH, €BTUH U Obp3 METOM 3a
penyKkuuss Ha TpaH3uTopHata ¢umopa. TS ce u3BBpIIBA uYpe3 BTPUBAHE Ha Je3UMH(EKTaHT (3a
NpeanoYNTaHe Ha alKoXOJlHA OCHOBAa) W WMa 3a I[ell YHUIIO)KaBaHE/WHAKTUBHUpAHE Ha
MUKPOOPTraHU3MUTE, IPEIOTBPATIBAHE HA MTPEIaBaHETO UM U JIMYHA 3aIUTa.

2.2.1.1. Xuruenna ne3uH(EKIHs Ha PhLETe Ce MPErnophyBa;

2.2.1.1.1. [Ipenu yuctu AEHHOCTH:

2.2.1.1.1.1. paGora c ONAKOBKM ChC CTEPUIHH MaTepHalid, 3a J1a ce MpeAra3u OMaKoBKaTa OT
KOHTaMHUHUPAHE ¢ 00JIECTOTBOPHU MHKPOOPTaHU3MH;

2.2.1.1.1.2. npeny nmoArotoBka Ha WHQY3UH, MHKEKLMH, JEKAPCTBEHU NPOIYKTH, KOUTO ca
MIPOU3BEJICHU CTCPUITHU;

2.2.1.1.1.3. npenu pabota ¢ nH(GY3MOHHU CUCTEMU U IPEHAXKH, KaTO BKapBaHE Ha JIEKAPCTBEHU
MPOIYKTH B THX;

2.2.1.1.1.4. npenu MaHUIyJalMK IO MAllMEHTAa, HAMp. XUTUEHA HA ycTara u JIp.;

2.2.1.1.1.5. npeau nocraBsHE Ha PHKAaBULM IIPU CMsIHA HA IIPEBPB3Ka U MHBA3UBHU NIPOLIEAYPH;

2.2.1.1.1.6. nmpenu paboTa c XpaHu;

2.2.1.1.1.7. npeau pabota ¢ YMCTH MPEIMETU: MPUHAIICHKHOCTH 32 OOTPIIKBAHE Ha MAIMEHTA,
YHUCTO O€JIhO;

2.2.1.1.1.8. mpeau BiIM3aHE B U30JAIMOHHU MTOMEIIICHUS;

2.2.1.1.1.9. npenu BAM3aHe B 30HUTE HA ONIEPAIIMOHHUTE 3aJIH;

2.2.1.1.1.10. npenu onakoBaHe Ha CTEPUITHU MaTEpHUaIH.

2.2.1.1.2. Cnen HEYUCTH NIEUHOCTHU:

2.2.1.1.2.1. cnen cBansiHe Ha PbKABUIIY;

2.2.1.1.2.2. cnen TUPEKTEH KOHTAKT ¢ KOHTAMUHHUPAHU MPEAMETU: MPBCHO O€NbO, OTIAIBIIH,
W3I0JI3BaHU [TPUHAJIKHOCTH, TUXATEJIHU alapaT - MaCKU U [IUIAaHTOBE;

2.2.1.1.2.3. npeau HanycKaHe Ha U30JIALIMOHHO TIOMEIIEHUE.

2.2.1.2. IlpaBuna 3a XUrMeHHA JE3UH(EKIHS HA PBIIE

MaxkcumaneH edekT Ha XUTUeHHa Je3uH(EKIHs ce MOCTUTa Ype3 pasnpeeissHe BbPXy pbleTe
Hali-uecTo Ha 3 MJI KOKEH JIe3MH(EKTaHT, KOUTO ce BTpuBa 3a 30 CEK B PBIETE B MOCICIOBATEITHOCT OT
6 cThIKM (TeXHUKaTa 3a Je3uH(EKIUsI Ha phlieTe € npeacraBeHa B T. 2.2.1.3). HykHO € CTpHKTHO /1a ce
Cra3BaT MPENMOPHKUTE Ha MPOW3BOIUTEISI OTHOCHO pa3XoJHaTa HOPMa W BPEMETO Ha BB3JCHCTBHUE MPU



ynotpeba Ha ne3uH(eKkTaHTuTe. AKO phIETe ca BUAMNMO 3aMbPCEHH C Mpax WIM OpraHUYHA MaTepus,
MPeIU Ja ce MPUCTHIM KbM JIE3MH(EKIUS C aHTHCENTHK Ha aJIKOXOJIHA OCHOBA, PHIIETE CE M3MHBAT C
BOJIA U CaIlyH, CJeJl KOETO BHUMATEIHO C€ MOJICYIIaBaT.

He e HEeoOxoauMo MUEHE HA BHIUMO YUCTHTE PBIIEC MPEAU U ClIe]] XUTHCHHATA Je3UH(EKIINS.
MpueHneto Ha pblieTe yBpexkaa Koxara MHOTO TMoBeuye OT Ae3uH(eknusta. CamyHUTe U JETEPreHTUTE
noumasaT pH Ha Koxkara, peaylnupar JUMUIHOTO ChAbPIKAHUE, YBEIUYaBaT TPaHCEMUACPMATHOTO
OTJeNIIHE Ha BOJa M MoOraT Ja OJarompusiTCTBAT pa3MpOCTPAHEHHETO Ha MHUKPOOPTraHU3MHU.
AHTHUCENTHUIINTE JPa3HAT KOKaTa B MO-MajKa CTENEH, OCOOCHO aKo ChIbpKAT OMA3HHUTEIH, KOUTO
UTpasiT poJisATa Ha 3aIIUTEH QUIIM.

2.2.1.3. Texunuka 3a nesuHpexnus Ha pbiere - CraHgapTeH METOA 3a BTPUBaHE Ha
ne3uH(EeKTaHT ¢ el xuruenna ae3uadexnus Ha poiere o CEN/EN 1500

[IspBa crhnka: Jlunero Ha enHaTa JJ1aH B JTUIETO HA Apyrara AJaH;

Bropa cTenka: Jlunero Ha jsgcHara AjiaH B rbpOa HA JIsIBaTa JJIaH M JUIETO HA JIsIBaTa JJIaH B
rbp0Oa Ha JsicHaTa JJ1aH;

Tpera crpnka: JlumeTo Ha eaHara IJIaH B JIMLETO Ha Jpyrara JUIaH, HO C pa3faliedeHd H
NPETUTUTAILN C€ TPBHCTH;

UYerbpTa cTHIKA: ['bpOBT HA MPBCTUTE B JIUIETO HA CPEUIYIOJIOKHATA JJIaH MPH CKIIOYCHU
IPBCTH;

[Tera cTpnka: KpbsroBo BTpuBaHe Ha ASCHHS Majel] B 3aTBOPEHATA JIsIBa [IAH U 0OPATHO;

[Ilecra crerka: KpbroBo BTpHBaHE B CPEIIYTOIOKHHA MTOCOKA HA BHPXOBETE HA MPBHCTUTE HA
JsicHaTa pbKa B JTUIETO Ha JisiBaTa JAjaH U 00paTHo.

Jle3uH(DEeKTaHTHT ce BTPUBA €HEPTUYHO B YHCTH M CyXH pbIle (6e3 MPbhCTeHU, TPUBHU U TIP.) B
npoabkeHue Ha 30 CEeKyHAM W 1O TOPEONHCAHMsI HAuWH, 10 KUTKUTE. [[BMKeHHATa Ha BCSKa OT
CTBIIKUTE C€ TMOBTapsT mo 5 mbTu. Cren MpUKIOYBAHE HA MIECTara CTHIKA OTJACIHUTE CTBIKH CE
MOBTAPSAT /10 JOCTUTraHE Ha HeoOXxoauMoTo Bpeme. [Ipu Hykza Moxe /1a ce B3eMe olle JAe3uH(EKTaHT.
Heobxomumo e pplieTe 1a oCTaHaT BIAKHU Mpe3 ISLUI0TO BpeMe Ha Bb3JICHCTBUE.

2.2.2. XupypruvHata ne3uH(EKIHs Ha PBIETe ce M3BbPINBA UYpe3 BTPHBAHE HA JE3MH(EKTAHT
Ha aJIKOXOJIHA OCHOBa NpeIM BCsKa XUpyprudecka wuHTepBeHIus. Llenn ce orcTpaHsBane Ha
TpaH3UTOpHAaTa OakTepuasiHa (opa W peAylUpaHe Ha PE3WICHTHUTC MHUKPOOPTaHU3MHU, C KOCTO Ce
OrpaHMYaBa pPHUCKBT OT €BEHTYaJHO KOHTAMHHHMpaHE Ha OINEpPaTUBHOTO TIOJie, HANpUMeEp MpHU
HapyIIaBaHe [EJIOCTTA Ha CTEPIIIHUTE PHKABUIIH.

2.2.2.1. IlpaBuna 3a Xupypruvaa J1e3uHGEKIus Ha pblie

[Ipu xupyprudna ne3uHGeKIus ce MpernopbyBa ClIeABAHETO HA BY(a3eH MOIXOI;

[IspBa daza

Kpatko muene c¢ teueH camyH, makcumyM 1 muHyTa. He ce m3mon3Bar 4eTkw, 3a Jla HE ce
HapaHsBa koxara. CieBa M3IUIAKBaHE ¢ TEYallla BOJAA, KaTO PBIETE Ce IbpKaT HaJ HUBOTO HA JIAKBHTH;
MOJICYIIIaBaHe C YHMCTa Kbpria 0e3 BIACHHKHU (XapTHeHa calerka), KOATO He € HYXKHO J1a € CTepHUIIHA.
HoxTtuTe 1 BhpXOBETE MM BHUMATEITHO C€ M3YETKBAT €AHOKPATHO ChC CTEPHIIHA YETKA M TCUCH CaIlyH B
HAYaJI0TO HA pabOTHUS JICH.

Bropa daza

Jesundexiys Ha pblLETe: B3eMa Ce aHTHCENTHK 32 PbLie B TOCTaThYHO KOJIMYECTBO, HAll-4eCTO
15 - 25 ml, u B mpoxbiKeHNE Ha Hali-MajIko 1 MUHYTa cTapaTesIHO Ce BTPUBA BHPXY IsIaTa MOBBPXHOCT
Ha OCHOBaTa Ha pblieTe, KUTKUTE, YacTTa Ha pbIETe A0 Haja JakbTa. BHuUMaBa ce jaelicTBUeTO Ha
Jne3uH(pEeKTaHTa J1a € JOCTaThbuyHO, 0COOCHO B TaKa HapEeYCHUTE 30HU Ha "CsAHKara'", B KOMTO Hail-uecTo
MOTTaJIaT MAIIKUTE U BBPXOBETE HAa MPBCTUTE. [IOBTOPHO Ce B3eMa CHIOTO KOJUIECCTBO JIC3MH(EKTAHT U
B MPOIBJDKCHHE Ha Hali-Malko 2 MHUHYTH C€ BTPMBA IO IsjIaTa MOBBPXHOCT Ha OCHOBaTa Ha PhIIETE,
KUTKHUTE U 9aCTTa Ha PBIETE JO MO JIAKBTS.

[Tpe3 us10TO BpeMe Ha BTPUBAHETO HA JIe3MH(EKTaHTa phIETe ce MOAAbpKaT MOKpu. HyxkHo e
CTPHUKTHO Jla C€ CIa3BaT MPEMOPHKUTE Ha MPOU3BOIAMUTENST OTHOCHO pa3xojJHaTa HOpMAa W BPEMETO Ha



BB3/CHCTBHE TIpU yrnoTpeba Ha Ae3uH(pekranTtute. Ciea ToBa phlLETE ce OCTaBAT J1a U3CHhXHAT, KaTo Ce
IbPKAaT Harope M He ce mojacymaBar. M30srBa ce BcskakbB ponup. ChC CyXu pbl€ CE€ MOCTaBST
CTEpUITHU PHKABUIIH.

Br3neiicTBueTo Ha ne3uH(eKrTaHTa € 3 9aca, 3aToBa CJie/l TOBa BpeMe U3IOJI3BAHUTE PHKABUIU
Ce CBAJISIT BHUMATEJHO, BCTPAHU OT MAaIleHTa U MacHYKaTa ChC CTEPUIIHA HHCTPYMEHTU. XUpPypruvHaTa
ne3ruH(EKIHs ce MOBTapsI, KaTo ClIe] M3ChXBAHE HA PHIIETE CE TOCTABIT HOBU CTEPHIIHU PhKABHIIH.

Mesxty mocienoBaTeIHi ONEpaluy B paMKUTE Ha €1H ONepaTUBEH JIEH Cce I0Mycka 00paboTka
Ha pBIETEe caMo 1o BTopa dasa.

He ce mpenopbuBa M3BBPIIBAHETO HAa XUPYpPrUYHA A€3WH(DEKIMS HA PHIETE C AaHTHUCENTHK U
BOJIa, Thil Karo MHUTEHHaTa BOJa MOXE Ja ChIbp)Ka MUKpPOOpPraHu3Mu, nmpuuunHuTenu Ha BBU, kato
P.aeruginosa, Legionella spp., arunuyau MukoOakTepuu u Ip.

XupypruyHara ne3uH(eKIus Ha phbIeTe Ce W3BBHPILIBA Upe3 BTPUBAHE Ha IpemapaTH Ha Oasza
AJTKOXOJIH.

2.3. 3amuTa Ha PBIETE OT KOHTAMHHAIIMS Ype3 PhKaBHUIM (ChIVIAaCHO T. 3.3)

2.4. I'pwxu 3a KOKaTa Ha pbLETE

2.4.1. TpmwxuTe 3a KOXKaTa Ha phIETe (IUTAHUTE U TIPEAMUIIHUAILIATE) ca 33IbJDKUTEITHH, 3aI10TO
U Hali-MaJIKuTe Jie3un (MUKPOTPaBMH) Ca IOTEHIIUAIHN PE3E€PBOAPH HA IPUUUHUTENN Ha MH(EKITUH.

2.4.2. TlepcoHarbT TPsIOBA J1a TIOJI3Ba KPEMOBE/IIOCHOHU 3a PBIIE 3a Mpena3BaHe Ha KoKara OT
u3CylllaBaHe B pe3yaTar Ha yecrara ynorpeda Ha nesuHdextanTn. Hemomabpikanara koxka HE MOXE Ja
Opme nae3uH(EKIMpaHa I0CTaThYHO HaIekKIHO. KpemoBeTe/TocMOHHMTE 3a pblle TpsOBa ma ca
XHUJIpaTUpaIld, CbBMECTUMHU C aHTUCETITUIIUTE U J]a HE MTOBJIMSABAT HHTAKTHOCTTA Ha PHKaBUIUTE.

2.5. Ilpenopbku 3a IEKOHTAMUHAIIUS Ha PBIETE

[Tpu B3emaHeTO Ha pelIeHHe KakK J1a ce ACKOHTaMUHHpAT PhIETE Ce/IBa Jja ce UMaT MpPEeaBU
CJIETHUTE OCHOBHM (DAKTOPH: BUJI Ha TpEIIoiaraeMusi KOHTAKT C TMAIIMEeHT WIH APYyTH OOEKTH; CTETICH Ha
KOHTaMUHAIUS, KOSTO MOXE Ja BB3HHMKHE [0 BpeMe Ha KOHTAaKTa; BUJ Ha 3ApaBHUTE TPIKU U
MaHUMYJIAUUTE U B3IPUEMUHUBOCT Ha MAlMEHTA.

25.1. Prrere ce JAeKOHTAMUHHPAT TPETU W CJICI BCCKHM KOHTAKT WJIM TPIDKA 3a TAIUCHTA.
3npaBHUTE PAOOTHHUIM, KOUTO HMMaT JUPEKTEH KOHTAaKT C MAalMeHTUTe, He TpsbBa na Obaar ¢
HOKTOIIJIACTHKA W HE TPsOBa Ja HOCAT OWKyTa 1Mo pbhlieTe, BKIrounTeaHo yacoBuunu (Kareropus |A).
EcTtecTBeHHTE HOKTU c€ MOAIBPIKAT KbCH, KaTO BpbXueTaTa UM TpsiOBa na ca He mo-awiaru ot 0,5 cm
(Kareropus II). HapansBanus u jie3uu ce U30JMpaT ¢ BOJOHETPOMYCKINBO MOKPUTHE.

25.2. Tlpu BuAMMO 3aMbpcsiBaHE W/WIM KOHTAMUHAIUS C KPbB WU JPYyTU TMOTCHIIMAIHO
WHQPEKIMO3HN TEYHOCTH PBIIETE Ce U3MUBAT He3a0aBHO M OOMITHO ¢ BOJA U CaIllyH, MOJICYIIIAaBaT Ce U Ce
ne3uHdeKIupaT upe3 o0TpUBaHe ¢ MOIXOAI] KOJKEH aHTHCEeNTUK. [Ipy HEBB3MOXKHOCT /1a ObJaT U3MHUTH
BEJIHAra C BOJIa PhIIETE Ce MOAJIarar Ha Je3uH(EKIUs upe3 BTPUBAHE MO MOCOYCHHS HAYHH.

25.3. Ciaen KOHTAKT C TIOTEHIIMAIHO KOHTAMHUHUPAHW IMOBBPXHOCTH, JOPH IPH JIMIICA HA
BUJMMO 3aMbpCsiBaHe, Ce MpHjara BTPUBaHE Ha KOXXKEH aHTUCENTHK. [Ipu KOHTaKT mpe3 pbhbKaBHIM C
HapylIeHa I[UIOCT PBKABUIMTE CE€ OTCTpaHSABAT HE3a0aBHO W PBIETE C€ H3MUBAT/IEC3MH(EKIUPAT
CHOpe/1 CTENEeHTa Ha KOHTAMHUHALIUS.

2.5.4. BagpipKkuTenHa € 1e3uH(EKInATa Ha PhICTE:

2.5.4.1. nmpenu u cien oOCIyKBaHE Ha BCEKH IMAIMCHT;

2.5.4.2. pu obcayXBaHE HA €IUH U CBHII MAIlMEHT, KOraTo ce MpeMHUHaBa OT KOHTAMUHHUpaHa
KbM YMCTa YacT OT TSUIOTO Ha MAlUeHTa;

25.4.3. cnen BCcAKO CBalisHE HA PBKABUIIMTE HE3aBUCHMO OT TOBAa Jald H3MIESKIAT
HETMOBPE/ICHH.

2.6. [IpenoTBpaTsiBaHe KOHTAMUHAIUATA HA Cpeara MpH MPOBEXJAaHe HAa MEPKUTE 3a XUTHEHA
Ha pBIIETE:

2.6.1. Mscro 3a MmueHe. B paboTHH 30HM ¢ BUCOK PUCK OT WH(MEKIUS MUBKHUTE C€ TMOJI3BAT 0e3
KOHTaKT C jJilaHuTe. BomHaTta CTpys HE ce HacouBa IUPEKTHO KbM CU(OHA, 32 Ja C€ MPEIOTBPATH



pa3npbCcKBaHEe HA MUKPOOPTaHU3MUTE C BOJIATA.

2.6.2. Jlo3upary ycTporcTBa

2.6.2.1. Jlo3upamure ycTpoicTBa (103aTOPUTE) 3a NE3MH(PEKTAHTH CE€ MOCTABAT Ha YIOOHO
MSICTO U TpsiOBa J1a MOKE JIa Ce€ 3aJIeHCTBAT C JIAKbT WIH KpakK, He ce JOIyCKa JUPEKTHO 3aXBalllaHe.

2.6.2.2. JlozatopuTe 3a TE€YCH CamyH W AC3MH(EKTAaHTH TPsAOBA JIECCHO Ja C€ TOYUCTBAT H
ne3uH(EeKIupar.

2.6.2.3. JlozaTtopuTe, KOUTO HE Ca M3MPAa3HEHU HAITBIHO, HE ce JombiaBart. [Ipeau mocmeaBaio
3apex/aHe J03aTOPUTE 3a TEUCH CallyH CE MOYUCTBAT OCHOBHO uUpe3 OOMIHO M3IUIAKBAHE HA Iisjara
cucreMa ¢ ropemia Boaa. [IpemoppuBa ce ynorpebara caMo Ha IMBJIHUTENH, HAMbIHEHN (paObpuyHO Wi B
OOJHHMYHATA amnTeKa.

2.6.3. Canynu

2.6.3.1. IIpenopbuBa ce W3MOJI3BAHETO HA TEYHU CAMMyHU B €IHOKPATHU OMAKOBKH, 3aIOTO
MOBTOpHATAa MOATOTOBKA U ITJIHEHE Ca CBbp3aHu ¢ pucK oT koHTamuHanus (Kareropus I11).

2.6.3.2. He ce nonycka M3MoJi3BaHe Ha TBBP/I CAITyH.

2.7. BpB BCsIKO NIeueOHO 3aBeCHHE TPsAOBa Ja ca HAJUIC OPraHU3AIMOHHU U MaTepUATHH
MPEINOCTaBKU 32 CTPUKTHO CIa3BaHE HA XUTMEHAaTa Ha PbLETE, BKIIOYUTEIHO:

2.7.1. Teuamia Boza, camyH, MHBKH M CPEJICTBA 3a MU3CYIlIaBaHE B HEMOCPEICTBEHA OIHM30CT 70
BCHYKH MECTa, KBJIETO CE€ M3BBPIIBAT JUATHOCTUIHO-JICYCOHN MAaHUIYJIAMA W TPKU 32 TAIIMCHTUTE
(Kareropwus 1b).

2.7.2. Jle3uHdeKTaHT 3a pblle HA BCHYKH MECTa, KBJIETO CE€ U3BBPIIBAT JUATHOCTHYHO-JICUCOHH
MaHUMyNauuu 1 rpwku 3a nanuentute (Kareropus [A).

2.8. XurueHnara Ha pbIETe € 3aIBDKUTEIICH KOMIIOHEHT BBHB BBHBEXKIAIIOTO OOyYCHHE Ha
BCUYKHU KaTeTOPUH HOBOMOCTHIII MeaulnHcku nepconan (Kareropus 11).

2.9. Pa3paboreHa € U ce OCBIIECTBSIBA NMPOMOIIMOHHA MPOrpaMa 3a XWUTHEHATa Ha PBIETE C
OTJICJTHU 1ICJICBY TPYIH cpea nepcoHana u nmanuenture (Kareropus I1).

29.1. BpB Bcsko JiedueOHO 3aBEAEHHE € TMPEMOPHUUTEIIHO PEIOBHOTO TPOBEXKIAHE Ha
JIOKYMEHTHpaH KOHTPOJ Ha xurueHara Ha pbuete (Kareropus II).

2.9.2. MoHuTOpUpaHETO Ha KOHCyMalusITa Ha Je3MH(EKTaHT 3a phIE € JIeCeH, €BTUH H
MIOJIXOJISINT 32 BCHYKH BUIOBE JICUeOHU 3aBEJCHHsI METOX 3a KOoHTpos. Karo 0a3za 3a cpaBHEHHE CITYXKHU
€HOMECEUEH MEePUOoJl, TIPe3 KOUTO CTPUKTHOTO CIa3BaHE Ha M3UCKBAaHUATA, MOCOYEHU B T. 2.6, € Ouio
OCUTYPEHO TIpH KOHTpojupanu ycioBus ("3maren crtagapt"). Ilpu u3paborBaHeTO Ha '"3JIaTHHS
cTaHAapT" ce ImpenopbyBa y4acTUETO HA BbHIIEH (HE3aBUCHM) €KCIIEPT MO KOHTPOJ Ha MH(EKIUUTE.

3. JInunu npeAna3Hu CpeicTBa

JInuHuTe Tpeama3Hu CpeACTBa ca MpeIHAa3HAYeHU Ja OCUTYpAT 3allUuTa Ha MepcoHala U Ja
OTpaHHYaT Pa3NpPOCTPAHEHUETO Ha MHQEKIMO3HUTE areHTH B JieueOHUTE 3aBeaeHus. [logbopbT Ha
JUYHUTE TPEAINAa3Hu CPEJCTBA C€ OCHOBABA Ha OICHKATa 32 HUBOTO HA PHCKA B 3aBUCHMOCT OT BHJIA Ha
TPWXKUTE 3a MAIMeHTa U B ChOTBETCTBHE ¢ HOpMaTuBHara ypenda (Hapenba Ne 4 ot 2002 r. 3a 3ammura
Ha pa0OTEIINTe OT PUCKOBE, CBhP3aHM C CKCTIO3HIIHMS Ha OMOJIOTUYHM areHTH mpu padora, /1B, 6p. 105
ot 2002 r.).

3.1. JIuunuTe nIpeana3Hu CpeicTBa ce U3MOo3Bar OT:

3.1.1. MEOUIMHCKUTE CHELHUATUCTH, KOUTO HEMOCPEICTBEHO OOCIYKBAT MalMEHTUTE U MOraT
Jla IMaT KOHTAaKT C KPbB, TEJIECHH TEYHOCTHU, €KCKPETH U CEKPETH;

3.1.2. naGopaTopHus IepcoHal, KOUTO 00paboTBa MaTepHUau OT MAIIMCHTHUTE;

3.1.3. moMorHMUS TepcoHal (CaHUTapH, MEePCOHAN OT 3BEHOTO 3a IIEHTPAIHO CHAOISBAHE ChC
CTCpHWJIHH MaTepHalid, B MEPATTHOTO OTICIICHWE, MO MOYUCTBAHETO W Jp.) B CIIy4aWTe, KOTaTO HMAT
KOHTAaKT C KPbB, TEJICCHU TEYHOCTHU, EKCKPETH U CEKPETH;

3.1.4. npuapyKUTEH, KOUTO CE TPIKAT 3a MAlUEHTA, B CITyJanuTe, KOTaTo UMaT KOHTAKT C KPbB,
TEJECHU TEYHOCTH, EKCKPETU U CEKPETH;

3.1.5. cieunanu3aHTH, CTYAEHTH U Ipyry oOydaBaliiy ce Jula.



3.2. [IpuHImnu 3a U3MOI3BaHE HA TUYHUTE MPEANa3Hu CPEICTBa

JIndHUTE TpeAIa3Hu CPEeICTBA HAMAJISIBAT, HO HE OTCTPAHSABAT HAITBIIHO PUCKA OT 3apa3siBaHe.
Te TpsiOBa 1a ce U3MON3BAT LIEIeCHhOOPa3HO, MPABUIHO U BUHATK KOTaTo MMa PHUCK OT 3apa3siBaHe.

3.2.1. 3agpmKeHue Ha paboToaarens € a OCUTYPU HEOOXOAMMHUTE JTMYHU MPEIa3Hu CPEJICTBA,
KaKTO 1 00yuYeHHe 3a TIXHOTO U3MOI3BAHE.

3.2.2. M3non3BaHeTo Ha JUYHUTE MPEANA3HU CPEJICTBA HE 3aMecTBa HEOOXOAMMOCTTa OT
CIa3BaHETO Ha JIPYTMTE€ OCHOBHU MEPKH 3a MPEBEHIMs Ha MH(EKIUHUTE, KaTO XUTHMeHaTa Ha pbLETe U
Oe3omacHaTa yrnorpeda Ha OCTPU IPEIMETH.

3.2.3. JluyHuTe Tpenna3Hu CPeCTBa Ce 3aMEHST M3ISJIO C HOBH M PBIIETE CE€ M3MHBAT WIIH CE
ne3uH(eKIpaT ciel BCeKH MalueHT WK IPU U3ITBIHEHHE Ha Ipyra IeHHOCT.

3.2.4. Cnen ynoTtpeba JIMIHUTE MPEINA3HUA CPEICTBA C€ CHOMPAT B MOIXOISAIIN KOHTCHHEPH H
ce 00e3BpexkIaT ChIVIAaCHO MPABUIIHUKA Ha JIE4eOHOTO 3aBe/IeHHe 32 OOTHUYHA TTOMOIII.

3.3. JInuHuTE TpEaNa3Hu CPEACTBA BKIIIOYBAT:

a) pPbKaBUIH;

0) 3alUTHY CPE/ICTBA 32 OUUTE (OUMIIA, IINIEMOBE);

B) MacKH;

T') IpeAna3Ho 00JIEKIIO - MPECTHIIKU, O0YBKH/KAIIYHH U IIAMKH.

3.3.1. PokaBuim

3.3.1.1. PpkaBunute TpsOBa na umar CE MapkupoBKa U Ja OTroBapsAT Ha E€BPOIMEUCKHS
craugapt EN 455, vactu 1, 2 u 3 (MeaumnuHCKku pbKaBUIIM 32 €IHOKpaTHA YIIOTpeoa).

[Ipenmouutar ce T.Hap. XWUIOAIEPTMYHU PHKABUIM 0e3 Myapa MOpagul aJepru3upaiiuTe
MPOTEHHH, ChIBPIKAIIU CE B MyApara. PhKaBUIM ce U3IMOI3BAT MIPH MHBA3UBHU MPOIEAYPH, IPH BCUIKU
MPOLEAYPH, CBbP3aHHU C PUCK OT KOHTAMUHAIMS C KPbB, TEIIECHU TEYHOCTH, CEKPETH U €KCKPETH, MPHU
KOHTaKT C JINTaBUIlA M YBpEACHa KoXa, MPU yrmorpeda u oOpabOTKa Ha OCTPU M KOHTAMUHHPAHU
npenmertu (Kareropus IB).

3.3.1.2. PpkaBunure ca 3a enHokparHa ynorpeba. [locTtaBar ce HEMOCPEACTBEHO MPEau U ce
OTCTpaHsABaT He3a0aBHO cJie/l KOHTAKTa C MAIMeHTa WIIM U3BBbpIIBAaHE Ha Ipoleaypara. PrkaBunmre ce
CMEHST CIIe/l BCEKH MAIMEHT U MPU Pa3uyHU MPOLEAypH BepXy chinus nanuent (Kareropus Ib).

3.3.1.3. Cnen cBansiHe Ha pbKaBULMTE pblieTe ce AekoHTamuHupar (Kareropus 1b).

3.3.1.4. 1360p Ha pbKaBHUIIU:

3.3.14.1. CrepwiHu pHKaBUIM C€ W3MON3BAT 3a 3al[UTa HA IMMAlMEHTA IPU WHBA3HBHH
IpOLEAYPU, IPU OTIEPATUBHU UHTEPBEHIIMU U TIPU UMYHOKOMIIPOMETHPAHU MAIIUEHTH.

3.3.1.4.2. YucTtn, HECTEpUIHH PBHKABUIIM CE WM3IMON3BAT MPH PYTHHHU TPIKU 3a 3alUTa Ha
pblieTe Ha MepcoHaia OT Bb3MOKHA KOHTAMUHALUS WM KOHTAKT C JIMTaBUIA WM yBpEIeHa KOXKa, BKIL.
MIPU TPYKH 32 MAIMEHT ¢ MH(EKIUs, MpeiaBaHa Mo KOHTAKTEH IIbT.

3.3.1.4.3. 3a mouncTBaHe Ha MHCTPYMEHTH, 00paboTKa Ha 3amMbpceHO Oenbo, 0OpaboTka Ha
MOBBPXHOCTH, 3aMbPCEHU C KPBB U TEJIECHU TEUHOCTH, C€ U3IONI3BAT T'YMEHHU PhKaBUIIM, KOUTO MOTaT Ja
ce MUST, Ne3uH(DEKINpaT U U3II0JI3BAT TIOBTOPHO.

3.3.2. Macku ¥ 3alllMTHU CPEICTBA 32 OUUTE

Mackure U 3alIUTHUATE CPEACTBA 32 O4YMTEe (OYMIIA, JIUIEBHU IIIJIEMOBE) 3alIUTABAT JUTABUIIUTE
Ha HOCA, OYMTE U ycTaTa IMpU MPOLEAYPH U TPHKHU 3a MallieHTa, CBbP3aHu ¢ 00pa3yBaHe Ha MPBCKU WU
aepo30JI OT KPBB, TEIIECHU TEYHOCTH, CEKPETH U EKCKPETH.

3.3.2.1. Macku ce u3noma3Bar oT:

3.3.2.1.1. MenuIMHCKUS TIEPCOHAJ - 3a 3allliTa Ha MaIMEHTUTE NMPpU padoTa B ONepalroHHaTa,
IIPH U3BBPIIBAHE HA HHBA3UBHU MPOIICYPH ¥ IPHU TPIOKU 32 UMYHOKOMITPOMETHPAHU TTAIIHCHTH.

3.3.2.1.2. MenuuuHCKuUs IEPCOHAN - 3a 3alllUTa MPU PUCK OT KOHTAMUHUPAHE C KPBB, TEIECCHH
TEYHOCTH, CEKPETU U SKCKPETH U 3a PECIUPATOpHA 3alIUTa TPU MAIUCHTH ¢ WHPEKINH, IPEIaBaHu 110
BB3AYIIHO-KAIKOB BT, WM aepOreHHH HH(pEKIH, kKaTo Tyoepkyno3a u TOPC.

3.3.2.1.3. ITanmenture ¢ uH(EKINH, TPEAaBaHU IO Bb3AYLIHO-KANKOB WM AaE€POTE€HEH IIbT,



KOTaTo CHIIUTE Ca U3BHH MU30JAI[MOHHATA CTas.

3.3.2.2. U360p Ha MacKwu:

3.3.2.2.1. B cinyuyaure no 1. 3.3.2.1.1 u 1. 3.3.2.1.3 ce u3non3Ba XupypruuHa mMacka.

3.3.2.2.2. B ciiywante 1o T. 3.3.2.1.2, koraro ce kacae 3a HH(PEKIIMH, IIPeIaBaHH 110 acpPOreHEH
BT, C€ M3MOJI3Ba PECIUPATOPEH TUM Macku ¢ Haii-manko 95 % eduxacHocT Ha GUATHpa 32 YACTHUIH C
pa3mep | MEUKpPOMETED, a B OCTAHAIUTE CIIy4ad C€ U3IOJI3BAT XUPYPTUIHH MACKH.

3.3.2.2.3. B ciyuauTe, Korato ce Kacae 3a M3BBPIIBAHE HAa BHUCOKOPHUCKOBH MPOLEAYpPH TPH
nanueHT ¢ WH(EKuu, mpeaaBaHu Mo aeporeHeH mbT, kato TOPC, u mpu CWIHO KOHTaruo3HU
3a00JIIBaHUs, KaTO BHPYCHA XeMOparndHa TpPecKa, ce€ HM3IO0JI3BaT PECIHPATOPHH MACKH C TO-BHCOKO
HuBo Ha ¢wirrpanus (FFP-3 wim FFP-3v no esponeiickus cranmapt BJAC-EN 149:2001 (Cpenctsa 3a
3allUTa HA JUXaTeJIHUTE opraHu. DuiuTpupamy TOITyMacKd 3a 3amUTa OT YacTUIM. V3uckBaHWs,
U3MUTBaHUs, MapkupoBka) uin Mmacka N100 mo amepukanckust crangapt NIOSH).

3.3.2.2.4. Mackure 3a eTHOKpaTHa ymnorpeda ca MpeaHa3HAYCHH CaMO 3a WHAMBHIYAITHO
non3Bane. [Ipu kKOHTaMHHUpaHe ¢ TeJIeCHH CyOCTaHIMM 3a MOJMSHA HAa MacKaTa Ce W3IOJI3BAT YHUCTHU
PBKABUIIM, & PHLETE CE M3MUBAT BHUMATEITHO.

3.3.3. 3ammTHU CpeACTBA 32 OUUTE (3aIUTHU OYHUIIA, IIJIEMOBE)

3.3.3.1. 3ammTHHATE CpeACTBa 3a O4YUTE (OYMIIATa, IMUIEMOBETE) CE HOCSAT BHHATU KOTAaTO MMa
PHCK OT ONPBCKBAHE C TEJIIECHW TEYHOCTH OT MAIMEHTa (HAIPHMEp 10 BpeMe Ha acIupainus Ha I'bpPJICH
CEKpEeT, CHI0TpaxealiHa acCUpalus U TPaXeoCTOMHsI, CBaJisiHE HA TIOCTOsIHEH KarteTwp u 1p.) (Kareropus
Ib).

3.3.3.2. IIpu BUCOKOPHCKOBU CUTYallMU C€ MPENOophyUBa M3MOI3BaHE HA JTHUIIEB IIJIEM 3a 3alUTa
Ha OYHTE, HOCA U yCTara.

3.3.3.3. 3amuTHUTE OuMiIa TPsOBA J1a OTTOBAPSAT Ha CJICIHUTE U3UCKBAHMUS:

3.3.3.3.1. ga Umar cTpaHUYHU NPOTEKTOPU U MIPOTEKTOP 32 YEIIOTO;

3.3.3.3.2. na ca npo3pavyHu, Aa HE C€ 3aMbIVISABAT U J1a HE CE U3KPUBSBAT;

3.3.3.3.3. mpeanoynTar ce 3allUTHU OYHJIA 32 €AHOKpATHA ymoTrpeda, HO clie] MOYHCTBaHE H
ne3nH(EKITs MOTaT JIa ¢e U3IOJI3BAT U OYHJIa 32 MHOTOKpaTHA ynoTtpeoa.

3.3.3.4. 3amuTHMTE CpeACTBAa 3a OUYMTE 3a MHOIOKparHa ymorpeba ce Hu3MUBaT U
ne3ruH(EKIpaT CIie/T CBaJIsTHE U CJIeT BCAKA MAaHUITYJIAIINS.

3.3.4. PaboTHO 00nEKI10

3.3.4.1. U3non3BaHeTo Ha paOOTHO 00JIEKIIO HA PpAa0OTHOTO MSCTO € 3abJKUTEITHO.

3.3.4.2. PaboTtHOTO 0011€KI0 TPsiOBA Aa € HAIIPaBEHO OT MaTepuajv, KOMTO JIECHO CE TOYUCTBAT
u o0e33apa3sBar.

3.3.4.3. IlpenopbUMTEITHO € J1a C€ OCUTYPSIBA YUCTO PAOOTHO OOJIEKIIO 32 BCEKH JICH.

3.3.4.4. Ilpu HammyckaHe Ha JIe4eOHOTO 3aBE/ICHHE PaOOTHOTO OOJICKIIO CE CBAJIS.

3.3.45. B UWHTCH3WBHM OTJICIICHUS W OTJACICHHS 3a TEPMHYHA TpaBMa ce€ TNperophuBa
M3II0JI3BAHETO HA MPECTHIIKU C KbC PHKaB.

3.3.4.6. Ilpennazuu npectwiku. [Ipenna3znara (M30JaIMOHHA) MPECTHIIKA (YUCTA, HECTEPHITHA)
npeana3Ba Koxara U 00JIEKJIOTO Ha MEIUIIMHCKHS MIEPCOHAN OT KOHTAMUHHUPAHE C TEJIECHU TEYHOCTH.

3.3.4.6.1. Tlpeana3Hara mpecTHJIKA C€ W3MOJI3Ba MPU PUCK OT KOHTAMHUHAIMS Ha PabOTHOTO
00JIeKJIO C KPbB, TENECHU TEUHOCTH, CeKpeTu u ekckpeTu. [lo pasmep mpectunkara TpsOBa na e
JMOCTaThYHO ABJTA, 33 Ja MpeAmna3Ba pabOoTHOTO OOJEKIo, U Ja ce 3arBaps OTKBM I'bpOa WU Ja ce
3aBbP3Ba OKOJIO KPbHCTA.

3.3.4.6.2. Hempomokaemara (IiacTMacoBa, TyMUpPaHa) MPECTUIIKA 33 TPeJHaTa 4acT Ha TIIO0TO
Ce W3IOJI3Ba TIPH PUCK OT MAaCHBHO KOHTAMHHHpPAHE C KPBB, TEICCHU TEYHOCTH, CCKPETH M €KCKPETH.
[TpennmounTar ce MpecTUIKU 3a eAHOKpaTHA yrmoTpeoda.

3.3.4.6.3. 3ambpceHara MpecTHIKA c€ ChOIMYa He3a0aBHO, pPBIETE CE€ W3MHBAT W/WIIH
ne3uHpEKIUpar.

3.3.4.7. lanku. HlankuTe ce U3non3sar:



3.3.4.7.1. 3a 3ammMTa Ha MAIMEHTa - B ACENTUYHUTE CEKTOPU, OMEPALMOHHUTE 3aJId WU MPH
U3BBPIIBAHE HA ONPEICIICHN NHBA3UBHU TIPOIICTYPH.

3.3.4.7.2. 3a na npeanas3sT Kkocara OT KOHTaMHUHAIIMSI, BUHATH KOTaTO MMa PUCK OT OMPbCKBAHE
C KPBB U TENECHU TEYHOCTH/aepO30JIM, KOUTO MOTAT JIa TIOJICITHAT M0 KOocaTra M Taka Ja ce mpeHecar 4pe3
pblieTe BbpPXy OPYTH YacTU Ha TSAJIOTO, HAMp. JUIETO WU JIPEXUTE Ha MEAULMHCKUS MEPCOHAN, WIN
BBPXY pa3InIHHA MOBbPXHOCTH.

3.3.4.7.3. MI3non3Bar ce moAaXo/IsIy Mo pa3Mep MAaNKH 3a €IHOKpaTHA yHnoTpeda, KOUTO TUIHTHO
MOKPHBAT KOcara.

3.3.4.8. OOyBkwW/KalyHn W OOTYIIM/KANI[yHH C€ HW3ION3BaT 3a 3alldTa Ha IEpCOHaja OT
OTPBCKBAHE C KPBB, TEJIECHU TEUHOCTH, CEKPETH U €KCKPETH.

3.3.4.8.1. B acenTUYHHUTE CEKTOPU W ONEPALMOHHUTE 3aJIM MEPCOHATBT HOCH MpEIHA3HAYCHU
3a 1enTa 00yBKU, KOUTO JIECHO C€ OYHCTBAT.

3.3.4.8.2. [Ipu cuimHO 3aMBPCEHM BIIAXKHH IOJIOBH HACTWIIKK W TMPH MMOYMCTBAHE HA TOJa CE
00yBaT HEMPOMOKaeMH OOTYIIIH, KOUTO MOTaT 1a C€ MUST.

3.3.4.8.3. Kanynure TpsiOBa 1a ObJaT 32 €IHOKpaTHA ynoTpeda 1 aa ca BOJOHETPOITYCKIUBH.

4. TlouncTBane, ne3uH(EKINS U CTEPUIIM3AIUS HAa 000pyaABaHe, O€JIbO M OKOJIHA cpea

JlexontamuHaus (o0e33apas3siBaHe): B 3aBUCHUMOCT OT OOEKTHUTE, KbM KOUTO C€ MpuIiara,
JNEKOHTAMUHAIATAa MOKE Jla oOXBalla TpPHUTE KOMIIOHGHTA - TIOYHCTBaHE, Je3MH(EKIUS U
CTEpUIIN3AIUS, MU TIOYUCTBAHE U Ie3MH(EKIS, U caMO €IHO OT JIBETe.

4.1. [lounctBane

[TouucTBaHeTo e mpolec, Mpu KOWTO ce€ OTCTPaHABAT 3aMbPCIBaHMs (HEOPTaHUYHU, OPTaHUYHU
BEIIECTBA, MUKPOOPTAHU3MH U JIP.) OT NaJeH OOCKT WU MOBBPXHOCT. 3aMbPCIBAHUSITA OT BCSIKAKHB BUJT
MPEICTaBISIBAT XUTHEHEH PUCK, Th KaTO B TAX MPEKUBABAT U C€ PAa3MHOXKAaBaT MUKPOOPTaHU3MHU.
OpranuvyHATE MaTepUU 3aTPyJAHSIBAT KOHTAKTa Ha Je3MH(DEKTaHTa WIM CTePWIM3HPAIIHS areHT
(crepumnanTa) c W3JIETTUETO, Karo BB3MPEINATCTBAT u/unm orpaHuYaBaT
nesuHdeKonHus/crepunusupamus epexkr. OTCTpaHIBaHETO Ha 3aMBPCSIBAHHITA 4Ype3 TOYHCTBAHE
HamaJisiBa OWOTOBapa BBPXY OOCKTHTE, KOETO € TPEANOCTaBKa 3a Ka4eCTBCHO W3BBLPIIBAHE Ha
MOCJIEBAIIMTE €TAK HA ICKOHTAMHHANUATA (1e3UH(PEKINS U CTEPUITU3ALINS).

B MenunuHCKaTa MpakTHKa 3aMbPCIBAHUATA HA-YECTO ChABPIKAT CYOCTAHIIUH OT:

a) TMalueHTH: KpbB, (QUOPUH, MYKO3HH CEKPETH, EKCKPETH, OCTaTblld OT ThKaHHU,
MUKPOOPTaHU3MU;

0) lekapCTBEHH MPOIYKTH, MEXJIEMH, T€JI0BE, KOHTPACTHU BELIECTBA, MPEBbP30YHU MaTepUaIH
u JIp.

4.1.1. TlouncTBaHETO OCWTypsiBA HEIEJIEBO peaylupaHe Ha MHUKpoopranm3mute. [Ipeam
Je3UH(EKIVS U CTePIIIN3AIINS 33 IBIKUTEIHO Ce MOYMCTBAT BCHUKM MHCTPYMEHTH U anapatypa. Camo B
U3BBHPEIHU CUTyallMH (Hamp. MalUeHTH ¢ 0co0eHO omacHU MH(EKIUH, aKo JIUICBAT HEOOXOIUMUTE
JUYHU TpeAna3Hu cpeicTBa M T.H.) C OIVIed 3alliuTa Ha TepcoHalla ce JOMyCKa MpeIBapUTEITHO
obe33apa3siBaHe (Hal-uecTo Ae3UH(EKINS ) TPEAHN MOYUCTBAHETO.

4.1.2. Cnen ynorpeba ¥ pey OpraHMYHUTE MaTEePHH J1a 3aChbXHAT, BUIUMOTO 3aMbpCIBAaHE CE
OTCTpaHsBa Ype3 U3MUBAHE.

4.1.3. OT OCHOBHO 3Hauy€HHE B JIeYeOHUTE 3aBEACHMUS € MOYUCTBAHETO Ha MEIUIIMHCKHUTE
u3nenvs (MHCTPYMEHTH U JPYTH WHBAa3WBHH W HEWHBAa3WBHH MOCOOUS). 3aIBIDKUTEIIHO CE€ MOYHCTBAT
BCUYKU TMOBBPXHOCTH Ha MHCTPYMEHTa/MEIUIIMHCKATa amaparypa, BKIIOYUTEIHO BCUYKU KaHAIU U
KyXHHHU.

4.1.4. PpuHo nouncTBaHe. M3mon3Bar ce clieTHUTE METOIU:

a) 32 MEAMIIMHCKH HHCTPYMEHTapHyM, amaparypa W Ipyrd H3Jeus: MOTarsHe, MOTamsHe C
MEXaHW9IHA ITOMOI (YSTKH, I'bOU Ap.), BOMOCTPYHHO MTOYUCTBAHE C BOJICH IMHCTOJIET, H3CTHPTBAHE;

0) 3a MOBBPXHOCTH: 3a0bPCBaHE.

4.1.4.1. PpYyHOTO MOYMCTBAHE BKIIFOYBA 3aIBJKUTEIIHO CJIETHUTE MPOLIETYyPHU:



4.1.4.1.1. Bunaru npeau 3amouyBaHe Ha paboTa ce MOCTaBAT JIMYHWUTE MPEANa3HH CPeICTBa
(3amMTHA MPECTWIKA, Je0e)IM TYMEHH PBHKAaBHIM, 3allMTa 3a OYUTE, Macka 3a ycraTa W/WIM Macka 3a
JIUIIETO).

4.1.4.1.2. BuguMo 3aMbpceHaTa 4acT Ha MHCTPYMEHTA C€ IMOYMCTBA Ype3 M3IUIaKBaHE C XJIaJIKa
Bona (15 - 18°C).

4.1.4.1.3. UHCTpYMEHTHT Cce pas3rio0sBa M3IUIO0 M BCHUYKUTE MY YacTHU CE HAKUCBAT B Pa3TBOP
Ha JIETEPreHT ¢ pasjiaraiy, aHTUKOPO3UBHU, aHTHAOpa3UBHU CBOWCTBA, KOWTO HE 00pa3yBa MHOTO IsiHA
U Ce M3IUIaKBa JIECHO, WM MPU HEOOXOIUMOCT C€ U3MOI3BAT €H3UMHHU MTOYUCTBAIIN CPECTBA.

4.1.4.1.4. IIpoBepsiBa ce ajdy BUIUMOTO 3aMbpCSIBaHE € OTCTPAHEHO OT MHCTPYMEHTA, KaTo ce
Cra3BaT YKa3aHHUSTA Ha IPOU3BOIUTEINS.

4.1.4.1.5. C ornex MakCUMaJIHOTO IaJieHe W CHhXpPAHEHHUE CJIe]l CHITUHCKOTO IMOYHMCTBAHE U
ne3uH(MeKIsl Ha METUIMHCKUTE WHCTPYMEHTH C€ TMpenopbuBa Te€ JAa ObAaT H3IUIAKBaHU C
JeMUHEpaIu3upaHa BoJa, KOSTO ce MojlydyaBa B CHCTEMU 3a AeMOHU3alus Wik o0paTHa ocMo3a.

4.1.4.1.6. VHCTpYyMEHTHT c€ TOJACYyImaBa ¢ HembXxecTa (MHUKpOoQHOBpPHA) Kbpria WIHM 3a
MPEINOYUTAHE ChC CTBCTCH BB3IYX.

4.1.4.1.7. I3BbpuiBa ce OKOHYATEIHA BU3yaTHA MHCIICKIIUS.

4.1.4.2. OT CBIIECTBEHO 3HAUYEHUE € TOYHOCTTA HA JIO3UPAHETO Ha MOYHCTBAILIUTE CPENICTBA,
MOpajM KOETO Ce MPENophUBa U3IOJI3BAHETO HA AaBTOMAaTHYHU CMECUTEITHH YCTPOMCTBA.

4.1.4.3. 3a mouucTBaHe HAa MEAMIMHCKH u3Aenus (GUOPOONTUYHH MHCTPYMEHTH U JIPYTH
U3/ ), TPH KOUTO BU3YATHUSAT KOHTPOJI Ha KQ4ECTBOTO HA IMOYMCTBAHETO € 3aTPYJAHEH, C€ M3IOJI3BaT
€H3MMHHU Tpernaparu.

4.1.4.4. Cnen ynorpeba mocoOusiTa 3a MOYMCTBaHE (YETKH, T'BOU U Jp.) ce Ae3uH(peKIupar u
MoJICylIaBar.

4.1.5. ABTromaru3upaHo MoyucTBaHe (M Ae3uHdeKius). 3BbpIBa ce B CIICIUATHA MUSUTHA WIH
KOMOMHHMpaHU MaIllMHU 3a MUeHe U Ae3uHdexnus (M/IM) u ce mpeamnouynTa BUHATH KOTaTo € Bb3MOXKHO
¥ HE3aBUCUMO OT MpeIBapUTeNIHATA MOATOTOBKA Ype3 phYHO (Tpydo0) MOUMCTBAHE.

4.1.5.1. ABrOoMaTu3uMpaHOTO TOYMCTBAHE HaMalsBa pUCKA 3a TEpcoHAjJa U € PEHTAOWIIHO,
3aI[0TO peAyIUpa PbYHUS TPYA U IIaI1 UHCTPYMEHTHUTE.

4.152. Camo mpoIecUTe TMpPH aBTOMATHU3WpaHATa JACKOHTAMHUHAIMS C€ TOJIaBaT Ha
BaJIMJIMPaHe, C KOETO Ce TapaHTHpa He0OXOJUMOTO KayeCTBO M OE30MaCHOCT 3a MepcoHasa, MalueHTUTe
Y TPETH JINIIA.

4.1.5.3. ABTOMaTH3UPaHO MOYKMCTBAHE C YITPa3ByK. MallMHHO MOYKUCTBAHE Ype3 YATPA3BYK U
MyJIcOBa MpUTanus (HarHeTsIBaHEe HA BOAHA CTPYs), KOMOMHHUpAHU C JCWCTBUETO HA €H3WMEH Mperapar,
ce MpernopbyBa B CIy4yauTe, KOTaTO BU3YaJHHUST KOHTPOJ Ha pe3yiTara OT IOYKMCTBAHETO € 3aTpyIHEH
WIM HEBB3MOXKEH, HAIPUMEP MONYKPUTUYHH M KPUTUYHH UHCTPYMEHTH C MOBUIICHHU U3MCKBAHUS KHM
obpabotkara (Tabi. 4), MPH HHCTPYMEHTH C MHOKECTBO MHHHATIOPHH TOBBPXHOCTH, BIIHOHATHHH,
XKJ1e00Be, KyXHHHU U JIYyMECHH.

4.1.5.4. Bp3eicTBUETO HA YITpa3ByKa HE OCUTYpsiBa e3uH(DEKInsI Ha HHCTpyMeHTuTe. Hsikon
MallMHUA TO3BOJISIBAT MHTETpUpaHe Ha TMPOLECUTE Ha YITPa3ByKOBO TMOYHCTBAHE M XHMHYHA
Je3UH(EKIIHSL.

4.1.5.5. Ynrpa3ByKOBUTE MOYHUCTBAIM YCTPOIICTBA HE ca MOAXOASAIIM 3a IOYUCTBAHE Ha
TUTACTMACOBH M3/IENUs, ThBKABH EHJIOCKOIM, ONTHKA, MOTOPHH U KOMIIPECOPHH CHCTEMH, JBA WU
MOBeYE Pa3InYHU MeTaja, HAKOM CThKJICHH UHCTPYMEHTH, CIIPUHIIOBKH U JICIIH.

4.1.5.6. [IpenopbuBa ce U3MOA3BaHE HA TEYHU MpenapaTy 3a noyrcrane. [lpu cuiHO 3aMbpceH
WHCTPYMCHTAPUYM C€ TperophbyBa H3MOI3BAHETO Ha alKajdHW JCTePreHTH, KOWUTO obade ca
MO-arpEeCUBHHU CIPSMO WHCTPYMEHTHTE. 3a MO-100p0 OTMHUBAHE Ha OCTATHIUTE OT aJKATHUS AETEPTEeHT
B IIbpBaTa M3ILIAKBallla BOAAa CE¢ MNpUOABAT HEyTpalu3aTopy Ha 0a3a OpraHuuHA Wi (GochHopHHU
kucenuHu. [Ipu mo-4yBCTBUTETHN HHCTPYMEHTH U MaTepHalli ce MPEenopbuBaT HEYTPATHU MOYHCTBAIIU
CpEICTBa, HAIlP. HA €EH3UMHA OCHOBA.



4.1.6. IlouncTBamu cpeacTsa

4.1.6.1. 3uckBaHus KbM ITOYMCTBAIINATE CPEICTBA:

4.1.6.1.1. na mputexaBar 100pa CrIOCOOHOCT 3a MOYKMCTBAHE HA MPOTECHUHHU, MAa3HUHU U JAPYTH;

4.1.6.1.2. na ca m@aAsmy KbM BHCOKOJETHpaHATa CTOMaHa, JPYTH METaJH, ONTHKA, KaydyK,
JIaTeKC U TlacTMaca;

4.1.6.1.3. na ca npuIOKUMHU IIPU MEKa U TBbpJa MUTEHHA BOAA, T.€. 1a He 00pa3yBar yTalku;

4.1.6.1.4. na ce ormuBar no06pe;

4.1.6.1.5. 1a HEe ca TOKCHUYHY;

4.1.6.1.6. pa3TBOpHUTE UM Ja ca CTAOWIIHU U TIO BB3MOXKHOCT 32 MHOTOKpaTHa yroTpeoa;

4.1.6.1.7. na uMaT B ChCTaBa CH aHTUKOPO3UOHHU JOOABKH.

4.1.6.2. Bunose mounctBaiu cpeactaa (o pH):
pH > 10 (cbc/Oe3 aKTHBEH XJIOpP WA

AKTHBEH KHCIIOPO)

0) HeyTpaIHU pH7-8

pH < 6 (bochopHa kucennHa HiIu

OpraHMYHU KUCEJIMHH, KaTo JINMOHEHA)

4.1.6.2.1. AnkaJIHUA MMOYUCTBAIM CPEICTBA

Hmar ocoOeHo MHTEH3UBHO JelcTBre. Te ce U3Mmon3Bar 3a XUpypruyHu HHCTPYMEHTH, IO0COOUs
KBbM aHECTE3MOJIOTHYHA arapaTypa U MpeIMeTH 3a OOrpHKBaHE HA MAlUEHTA.

B cbcraBa um Bnm3ar:

4.1.6.2.1.1. anxkajHu CcOJM, Karo cona, (ocdaru, MeTacUIMKATH (aKTHBEH XJIOP/TIPEKUCHU
CHEJIMHCHMUS );

4.1.6.2.1.2. xoMIuiekcooOpa3yBareian 3a TBbPJAOCTTa Ha BojaaTa (Cpelly OTJaraHe Ha KOTJICH

a) aJIKalTHU

B) KHCEIIMHHU

KaMbK);

4.1.6.2.1.3. emynraropu (3a eMyJIrupaHe Ha Ma3u, Ma3HUHU, Macja).

4.1.6.2.2. HeyTpanHu MOYMCTBAIIN CPEICTBA

[MagsaT marepuana BbB BHUCOKa cTereH. M3mon3Bar ce mpu MHCTPYMEHTH 3a JlamapoCKOICKa
XUPYPrusi, TbBKaBU €HI0CKOIH, TOCOOMS KbM aHECTE3HMOJIOTHYHA arapaTypa u ap.

B cbcTaBa um Bnu3ar:

4.1.6.2.2.1. ren3uau (ITAB)/cunTeTnueH camyH;

4.1.6.2.2.2. xoMIiekcooOpa3yBaTesn 3a TBbPJOCTTa Ha BOJATA;

4.1.6.2.2.3. IpOTCONUTUYHH €H3UMH.

[Ipu mpuiiarane Ha HEYTpaJHU MOYUCTBAIIU CPEJICTBA C €H3UMH BPEMETO 3a BbB3/ICHCTBHUE €
MO-TIPOABIHKUTEIHO.

4.1.6.2.3. KucenuHHu NOYUCTBAIIU CPEJICTBA

Te pa3TBapsAT HEOPraHUYHU 3aMBPCABAHUS U CE U3MOI3BAT 3a CIICUATHU LIEH:

4.1.6.2.3.1. oTcTpaHsBaHe Ha OTJIaraHUs HA KOTJIEH KaMbK;

4.1.6.2.3.2. oTcTpaHsABaHE Ha PBHXKAQ;

4.1.6.2.3.3. orcTpaHsBaHE Ha NOBBPXHOCTHO OIIBETSIBAHE.

[Topaau TaxHaTa BUCOKA KOPO3UBHOCT MPU U3MOJI3BAHETO HA KHUCEJIMHHH MOYMCTBAIIM CPEACTBA
Clie[IBa CTPUKTHO J1a C€ CMa3BaT yKa3aHUATA Ha MPOU3BOJUTEIIS.

4.1.6.2.4. KomOMHUpaHH CpEACTBA 3a MOUNCTBAHE U JC3UH(PEKIIUSI

[Ipy WHTErpupaHOTO MOYMCTBAHE M JE3MH(EKIUs ce MpuiaraT KOMOMHUpPAHU CpPEACTBa 3a
MoYMCTBaHe U Ae3uHdpeknus. Te ousar:

4.1.6.2.4.1. AnkaJHM NOYMCTBAIIM IpenapaT ChC:

4.1.6.2.4.1.1. AKTUBEH XJIOD;

4.1.6.2.4.1.2. AXTHBEH KUCIOpOT;

4.1.6.2.4.1.3. ®enonu;

4.1.6.2.4.1.4. UeTBbpTUYHU aMOHHEBU CHEIUHECHHUSI;

4.1.6.2.4.1.5. AnkuinamMuHH.



4.1.6.2.4.2. HeyTpanuu u c1aO0KUCETUHHN NOYUCTBAILM NTPENaparu ChC:

4.1.6.2.4.2.1. UeTBbpTUYHU aMOHHEBU CHEIUHECHHUSI;

4.1.6.2.4.2.2. Annexunm.

4.1.7. EpexTUBHOCTTA HA MOYUCTBAHETO MOJJICKH HA PYyTUHEH KOHTPOJ ChINIACHO T. 4.4.3.

4.2. lesurdexuus

Jesundexmusta e mporec, mpu KOWTO ce peaynupa OposT Ha MATOTEHHUTE MUKPOOPTaHU3MU
(OGaxTepun, BKIIOUUTEITHO MUKOOAKTeprH, (yHTH, BUPYCH) BHPXY Pa3IMUHA OOCKTH Ha BBHHIIIHATA CPEa,
KOXKa W JIUTaBHIIM 10 0€30MacHO 3a 37paBeTO HUBO. J[e3MH(EKIMATa HEe rapaHTHpa YHHIOKABAaHE Ha
OaxTepuaIHUTE CIOPH.

4.2.1. Metonu 3a ae3uHpeKIus

4.2.1.1. ®usnuen Meron. PU3HMYHHMAT METO Ha JAC3UH(EKINS € €KOJOTHYHO YUCT, Oe3BpeAcH
3a mainueHTa, 0e30maceH 3a MepcoHajga M OKOJHATa cpefa, MOJIeKU Ha BaJIHIMpaHE U CE MPEANoYnuTa
KaTo TO-HAJCK/CH H CUTYPCH.

4.2.1.1.1. BnaxxHa ToruiMHa:

N3zBapsisaneto (100°C - MuHMMYyM 3a 5 MHUHYTH) KaTO METOJl KMa CaMO MCTOPHYECKA CTOHHOCT
U HE c€ M3I0JI3Ba B ChBpEMEHHATa MEAUIIMHCKA MTPAKTHKA.

Topemrara Boaa (80 - 93°C) ce npuiara B MUSUTHO-JE3UH(PEKIIMOHHN MAIIUHU 32 XUPYPTUIHU
MHCTPYMEHTH, LIUIAHTOBE U MAapKy4M Ha JMXaTejHa arnaparypa, OOJIHUYHO Oesbo U paboTHO 00JEKIIO,
npubopu U CHIOBE 3a XpaHEHe, J1adoparopHa CTHKIApUs, I'bpPHETAa U MOAJOTH. B Te3n MammHu ce
KOMOMHHUpAT TMPOIECUTE Ha IMOYUCTBaHE, AC3MH(EKIUS C Topelia Boja W HM3CyllaBaHe. TpeTupaHuTe
00eKTH M3/IM3aT OT TSAX TOTOBM 3a ymoTpeda (MapKyuyu M IIJJAHTOBE 3a JMXaTelIHA amaparypa) Wiu
MOJITOTBEHHU 33 CTEPHITU3AIINS.

Bognara mapa (kamepHa nesuHdekmus) npu pexxum 105 - 112°C, nansrane 0,5 arm. u
pa3IYHO BpeMe Ha BB3CHCTBHE ce MIpuiara 3a Ae3uH(EeKIHs Ha XalaTd, 3aBUBKH, BH3IIABHHIIU,
Mmarpany, Jieria. BoaHara mapa mpu ChIIUS PEXKUM MOXE J1a C€ H3IMOJI3Ba M 3a JAe3UMH(EKUus Ha
OTIAbIIH.

4.2.1.1.2. JIpueHue - ynTpaBUOJICTOBH JIbYU:

VYnrpaBuonetoBure ipuu (YB), ¢ nemkuHa Ha BbhaHata 250 - 265 nm, uHaKTHUBUpAT
MUKPOOPTraHU3MHUTE BBHB BB3yXa W BBHPXY IMOBHPXHOCTH. AKTHBHOCTTAa MM C€ BIIMSC OT CJICIHUTE
dakropu: MomHOCT Ha YB nammuTe, ABKMHA Ha BbJIHATA, HAJIMYME Ha OpraHWYHA Marepus,
TeMIIeparypa, BUI U Opoil Ha MUKPOOPTaHU3MHUTE W MHTCH3UTETA Ha JIbUnTe. IHTEH3UTETHT 3aBUCH OT
Pa3CTOSHUETO 10 00EKTUTE, KOUTO ce 00IbYBaT, U YUCTOTATa HA TPHOUTE, MOPAAN KOETO € HEOOXOAUMO
PEIOBHO MOYMCTBAHE HA MTyPUTE OT Mpax.

VYnTpaBuoIETOBUTE IBUU CE M3IOJI3BAT KaToO MOMOIIHO CPEICTBO 3a Ae3uH(EKINs Ha Bb3AYX U
MOBBPXHOCTH, HAIp. B OTNICPAIIMOHHH 3aJIM, M30JIATOPH 32 WH(MEKIIMO3HO OOJIHH, CTau 3a JIKAIIO OOJIHH,
naboparopun. Ilpu ne3wH(EKIUS HA BB3AYX YATPABHOJCTOBUTE JIBYM MOTraT Jia Cc€ ChUETasAT C
BucokoedextuBar (HEPA) ¢untpu. Cobio Taka ynTpaBHOJIETOBUTE JIYM MOTAT Ja Ce M3MOI3BaT W 3a
ne3rH(EKIHs Ha BOJa.

VB wusnbpuBarenure (OaKTEpUIMAHU JIaMIK) TpsOBa PEIOBHO Ja C€ KOHTPOIUPAT M IPHU
HEOOXOAMMOCT Ja C€ MOJMEHST B 3aBUCUMOCT OT YKa3aHUATA Ha MIPOU3BOUTEIIS.

4.2.1.2. XumuueH metoll. [Ipy HEBB3MOKHOCT Jia c€ MPWIOKH (PU3HUEH METON CE€ NMPEMUHAaBa
KbM XUMHYEH METON Ha ne3uH(exius. M3momBar ce XUMHUYHH CpeAcTBa (Ie3MH(EKTAaHTH U
AQHTHCENTHUIIM) C Pa3IMYeH XMMHUYEH CHhCTaB M CIEKThP Ha JEHCTBHE - OAKTEPUIUAHO, (PYHTULIKIHO,
BUPYCOIHIHO, TYOSPKYIOIHIHO U CIOPOIMIHO JEHCTBHE:

4.2.1.2.1. AHTUCENTHIINTC Ca BEIIeCTBAa WJIM CMECH 3a YHHUIIO)KABaHE/MHAKTHBHPAHE,
OTCTpaHSBaHE WJIM TOTHCKAHE Ha pacTeka Ha MHUKPOOPTraHU3MHU BBHPXY MOBBPXHOCTH OT TSIIOTO
(MHTaKTHA ¥ HEUHTAKTHA KOXKa U JIUTABUIIH).

4.2.1.2.2. Jle3uHpEKTaHTHTE ca BEIIECTBA WM CMECH 3a YyHHIIOKaBaHE/peaylupaHe Ha
MUKPOOPTaHU3MHU BBPXYy OOEKTH OT BHHIIIHATA Cpella C eMUACMHOJIOTHYHO 3HaueHue. Te ce M3Mo3Bar



noj hopMara Ha KOHIEHTPATH WK pabOTHH pa3TBOPHU M BKJIIOYBAT B CHhCTaBa CH: aKTUBHOZACHCTBAIIU
BellecTBa (YHMILOXKABAT/MHAKTUBUPAT MHUKPOOpPraHU3MHTE), crabunusaropu/Oydepu (perymupar pH),
MHXUOUTOPH HA KOPO3UATA, KOMILJIEKCOOOpaszyBaTenu (CBbP3BaT COJHMTE Ha KallUsd U MarHeswus),
VIUTBTHUTEIN (OCHTYpSIBAT ONPEICICH BHCKO3HUTET), mapioMu (HeyTpalu3upar MHUPHUCA), OIBETUTEIN
(cmykat 3a "pasmo3HaBane" Ha Je3uH(peKTaHTa), Boaa (pa3TBOPUTEN 3a AaKTHUBHU BeIIECTBA U
KOMITOHEHTH), MOBBPXHOCTHO-aKTUBHU BEIICCTBA/TCH3UIN (OCUTYpSIBAT PABHOMEPHO IOKPHBAHE Ha
MOBBPXHOCTHUTE U EMYIITUPAT 3aMbPCIBAHUATA).

4.2.1.2.3. Pabotau paszrBopu: llpurorBsiHeTo Ha paOOTHHUTE pPA3TBOPU HA XUMHUYHHUTE
ne3nH(DEKTaHTH Ce U3BBPIIBA CHIVIACHO YKa3aHUATA HA TPOU3BOAUTEIIS.

4.2.1.2.4. HaunHKTE 32 MPUIOKEHNE HA XUMUYHUTE CPEICTBA 32 JAe3UH(DEKIIHS ca:

4.2.1.2.4.1. BrpuBaHE Ha KOHIIGHTPAT B CYXH pBIE C I[eJ XHWTHCHHA WM XHPYprudHa
ne3uH(EKIHs Ha PbLIE;

4.2.1.2.4.2. HaripbCKBaHE HA KOHIICHTPAT PAaBHOMEPHO BBPXY KoXka (AHTHCENTHKA Ha KOXKaTa) -
3a MOBBbPXHOCTH HE C€ MPENopbhUBa, PHJIara ce caMo Mo U3KIIOYEHHUE IPU TPYIHO JOCTHIIHU MECTA;

4.2.1.2.4.3. 3a0bpcBaHe C MOKBP TaMIIOH - TIPU aHTHCENTHKA HA KOXKa W JIMTaBUIM (KOXKaTa |
JIUTaBULIMTE C€ OCTABAT J]a U3CHXHAT), WM C MOKBP Mapuai - Npu Ae3uH(eKIHs Ha TOBbPXHOCTH (Ciel
3a0bpCcBaHE TOBLPXHOCTHTE CE OCTABST JIa M3CHXHAT UJIU CE MOJICYIIABAT C YHCTA KbpIa);

4.2.1.2.44. noransiHe B Pa3TBOp - PHYHO - TPU JE3WHPEKIMS HA HHCTPYMEHTH, Oeibo,
npeaMeTH 3a 00cTyXBaHe Ha MAlMEHTa U Jp., WIK aBTOMATUYHO - TIpU JAe3UH(EKIINs Ha HHCTPYMEHTH,
MEIHMIIMHCKA anapaTtypa, 0elbo U JPyTH B MAIIWHU;

4.2.1.2.4.5. obrazsBane - npu JAe3UHGEKINA Ha MOMENIeHUs (M3M0I3Ba CE CaMO B CIECIUATHU
ciy4an);

4.2.1.2.4.6. cMecBaHe Ha pa3TBOPH C TEUHOCTH - MPHU JC3UHPEKIINS HA CEKPETH B €KCKPETH.

4.2.1.3. KomOunupan meron (xumuo-tepmone3uHdexius). CpueraBa ce BB3ICHCTBHETO Ha
ropera Boaa (60°C) u momxoasiu ae3uHGEKIMOHHN cpeacTBa. [Ipuiara ce B MallliHU ¢ aBTOMATHYIHO
ynpapneHue. [IpenmopbuuTeNHO € HW3MON3BAaHETO HAa MAalIMHH 32 MHEHE U JIe3MH(EKIUs, KOUTO
MO3BOJISABAT BB3MPOU3BOAMMOCT Ha €IHO W CHIO KAa4eCTBO, C BalWJAHpPaHE M KOHTPOJIHUPAHE.
XWTrMeHHUTE U3MCKBAHUS KbM MalllMHHATa 00paboTKa ca:

4.2.1.3.1. MUKpOOHOIIMAHO U BUPYCOLIUTHO ICUCTBUE HA JIe3UH(EKTAHTA;

4.2.1.3.2. BUCOKa CTENCH Ha MEXaHWYHO ITOYHCTBAHE;

4.2.1.3.3. HamaneH PHUCK OT YBPEXKIAHE 3/PaBETO Ha TMEPCOHANA BCIEACTBHE KOHTAKT C
OCTaThYHU MPOAYKTHU (KOHCYMATHBH C arpECUBHO JICHUCTBUE);

4.2.1.3.4. orpaboTeHuTe BOOM Ja OBJAT C KAauyeCTBOTO HAa NHUTEHHa BOJa B MHUKPOOHO
OTHOILICHUE;

4.2.1.3.5. mporiechT Ha MOACYIIABaHE /1a U3KITFOYBA BH3MOXKHOCTTA OT MIOBTOPHO 3aMbPCSBAHE C
YaCTHIIA U TIATOTCHHU.

4.2.2. Tlpu pe3uH(peknuiTa ce yHHIOXKABaT (MHAKTUBUPAT HEOOpaTUMO) OOIECTOTBOPHHUTE
MHUKPOOPTaHU3MHU C TIeJT MPEKbCBaHE MpenaBaneTo Ha HHPekusa. C ae3uHpeKnnsaTa ce OCTUTa IEIeBO
o0e33apassiBaHe - HaMaJsiBaHE Ha Opos HA MATOT€HHUTE MUKPOOPTaHU3MH C JIOTAPUTMUYEH KOe()UIIUEeHT
Ha pexykuus 3 - 5.

4.2.3. CrenenTta Ha ne3uH(EKIUs ce ompeens oT KilacupuKanusaTa Ha 00eKTUTe (KpUTHYHH,
MOMYKPUTUYHH, HEKPUTUYHH) CHhOOpPA3HO pHICKa OT WH(EKIUU MPH TOI3BAHETO MM (BHCOK, CPEJICH,
HUCBHK) (Tabi. 3).

4.2.3.1. Kputuunu 00€KTH ca Te3H, KOUTO MPOHHKBAT B CTEPWIHH THKAHU, OPTaHU, TEICCHH
KyXHHA W KPHBOHOCHATa CHCTEMa - XHPYPTHYHH WHCTPYMEHTH, YacT OT €HAOCKOIICKAaTa amaparypa,
BacCKyJapHU KaTeTpH U JIp.

4.2.3.2. TlonykpuTHuHU OOCKTH ca TE€3W, KOUTO BIIM3AT B KOHTAKT C WHTAKTHU JIMTABUIU WIIH
HEMHTAKTHA KOXa - JIMXaTeJIHa anaparypa, raCTpOMHTECTHHAIHU €HJOCKOMHU, OPOHXOCKOIH, BarHHAITHU
WHCTPYMCHTH U JIp.



4.2.3.3. HekputuuHu 00EKTH ca Te3u, KOUTO KOHTAKTYBaT C MHTAKTHA KOXKa, KAaKTO U 00EKTHU OT
BBHIIIHATA Cpefia, KOUTO HE ca B MPSK JIOCET C MaIUCHTHUTE.
Tabmuua 3. [IpenopbyaHa creneH Ha Ae3MH(EKIMS B 3aBUCUMOCT OT HUBOTO Ha PUCKa

IIpunoxxenve Ha Knacugukanus
Hugo na | Crenen Ha u3nuckBaHaTa
MEIUITTHCKH criopen [pumep CexpaHeHHE
pucka Je3UH(EKIHS
W3ICTIHS MIPHIIOKEHUETO
1 | 2 3 4 5 6
IlponukBane B | Kputuunu Bucox CTepmIHOCT Xupypruuecka 3aIbIKATEITHO
CTEepHITHA o0eKTH [MapHa cTepum3anys NOA | HHTEPBEHIINS € TIOIbP)KAaHEeTO Ha
THKaH, KyXUHa HaJIATaHe WIN [IponuxBane B CTEpPHITHOCT.
- OmakoBaHUTE
aBTOMaTH3UpaHa CUCTEMA | CTEPUIIHH ThKaHH,
WM KPBBOHOCEH W3JIENNS C€ OCTaBIIT Ja
3a apTPOCKOMUU
M3ChXHAT OT
XUMAYeCKa
ChII, HATIP. Buoncun CTepHIIN3aTOPA.
CTepHIIA3ALINS,
- He ce napymana
1. B choBa MIPUIOKEHUE HA APYT HNurpaBeno3na
[EJIOCTTa Ha
cucreMa TEYeH XUMHUUCH KaTeTepu3aIus
OTIAKOBKATa.
- OnakoBkara TpsiOBa
2. B cTepuIiHA CTEepUIM3UPAIll aT€HT WIH
Jla CITy>KU KaTo
KyX{HA CTepUITU3aLUs C
eexTrBHA
3. B cTepuiiHa O6mobapuepa 1mo Bpeme
STHIICHOKCH T
THKaH Ha CHXPaHEHHUETO.
- CpxpaHsBar ce gajied
OT TIOTCHIIHATHU
3aMBPCUTENN Ha
BBHIIIHATA Cpea.
- PazonakoBanu
CTEPUITHU U3EIIHS
TpsOBa J1a ce
M3I0JI3BaT He3a0aBHO.
CpbXpaHsBart ce
Konrakr ¢ [Honyxkputnunu Bucoxocrenenna Pecniuparopna
Cpenen 3aIIUTEHN OT
HEyBpeIcHa obexTn JIe3UH(EKITUS Teparnwsi, TocoOus
3aMBPCUTENHN Ha
HECTEpUIIHA IIpu TepmoycToitunBu 33 aHEeCTEe3Us BBHIIHATA Cpefa
JIUTaBUIIA, mocoous I"actpockonust
HEeyBpeAeHa - [To BB3MOXKHOCT ITapHa
YBpen P Konmockomnus
KOXKa WA CTepUIn3aLus
- Axo TOBa HeE €
HECTECPHUITHI
BB3MOXKHO, CE TIpHjIara
KyXUHHU
TepMOoIe3uHDEKITNS
ITpu TepmonabumHu
nocobus
- ABTOMaTH3MpaHa
cHcTeMa 3a XUMUYecKa
CTepHITA3ALUS
- Bucokoctenenenna
ne3nHpeKus ¢
mpujiaraHe Ha XUM.
Je3nHGEKTAaHTH
Heyspenena Hexputnunu Huchk [Tocobusara Tps6Ba na ca |Jlerta, MUBKH, CpxpassBaT ce Ha
KOXa 00CKTH YUCTH TOJIJTOTH, YHUCTO U CyXO MSCTO.

Hsama KOHTaKT ¢
MmanyeHTa

- Cnen ymorpeba ce
HM3MUBAT C BOJa U

JACTCPICHT

crerockonu, EKT’
€JIEKTPOIIU U JIp.




- AKO ce M3HCKBa

IEe3UH(EKITNS, CITE

IMOYUCTBAHETO CE

MpHUIIaraT MOIXOISIIH

nesnH(pekTanTy, Hamp. 70
[ %o ankoxon

4.2.4. B 3aBucHUMOCT OT Kiacu(uKanuaTra Ha 0OEKTUTE ce MpuiaraT CIeIHUTE TPU CTETIIEHU Ha
Je3UH(EKITHS:

4.2.4.1. BucokocrerneHHa ne3uH(EKIUs - MPOIeC, IPH KOWTO C€ YHHUIIOKAaBaT BETreTaTUBHUTE
dopmu Ha Oakrepuure, BKI. Mycobacterium tuberculosis, ¢yHru, BHpyCH, BKII. €HTEPOBHPYCHUTE U
HSKOH CITOPH.

4.2.4.2. CpegHocreneHHa Ae3UH(EKIUs - TPOIeC, MPU KOWTO CE€ YHUIIOXKABAaT BEreTaTUBHUTE
dbopmu Ha OakrepuuTe, BKJI. MUKOOakTepuure, (yHTrH, BHpPYCH, HO HE C€ Bb3ACHCTBa BbPXY
OakTepuaIHUTE CIIOPH.

4.2.4.3. HuckocrerneHnHa Je3uH(EKIUS - MPOIeC, MPH KOWTO CE YHUIOXKABAT BETCTAaTUBHUTE
dbopmu Ha GakTepUUTE C U3KITIOUEHNE HA MUKOOAKTEPUUTE.

4.2.5. Meronu 3a KOHTPOJ HA Je3UH(EKIINUTE

4.2.5.1. Meron Ha OTIEYaTHKOBH MUKpPOOHHM KynTypu. JlaBa KauyecTBeHa M KOJIWYECTBEHA
OIICHKa Ha OakTepuamHaTa KOHTaAaMHUHAIMS BHPXY Pa3IMYHU MOBBPXHOCTH - Pble, paOOTHU IUIOTOBE,
MOBBPXHOCTH, ITPEIMETH 32 0OCITy’)KBaHE Ha MAI[MeHTA, TOCTEI'BUYCH HHBEHTAp, OCIThO.

4.2.5.2. MeTox upe3 CMUBOBE C TaMMOH. J[aBa kadyecTBEHa OLIEHKA 32 MUKPOOHA KOHTaMHUHAIIHS
Ha TPYAHOMOCTHITHH MECTa, KaTo bIVIN, KAaHAIIU, POOBE, IPHIKKH.

4.2.5.3. Meton Ha mpomuBaHE C (U3HOIOTHYECH pa3TBop. Ilpwiara ce mpw METUIIMHCKH
WHCTPYMEHTAPUYM U OOEKTHU C BHTPEIICH JyMeH (KaHa).

4.2.5.4. Meton Ha Kox 3a onpezaensHe Ha MUKpOOHO YHCIIO B TeUHOCTH. [Ipwitara ce 3a KOHTpOJ
Ha MHUTEWHAaTa BOAA 32 M3TOTBSIHE HA JAMAIM3HUA TEYHOCTH M KOHTPOJI HA CAMHTE JUAIIM3HHU TEYHOCTH B
OTJICJICHUATA 32 XEMO/INaJIH3a.

4.2.55. Meron 3a ompedensHe HA MHUKPOOHO YHCIO B Je3WH(EKTAaHTH U pPabOTHH
Je3nH(EKITMOHHN Ppa3TBOPH B MpoIleca Ha TIXHATa yrmorpeoa.

4.2.5.6. KouTpon Ha MUSIHO-/e3UH(GEKIMOHHM MalllMHU. 3a BCSAKA MapTHIA CE OCBIICCTBSIBA
KOHTPOJI Ha OCHOBHHUTE (pM3UYHU NTapaMeTpu. MUSITHO-1e3WH(EKIIMOHHUTE MAIIHA C€ KOHTPOJIUPAT 110
€IMH WK B KOMOWHAIIUS OT CIEAHUTE METOU:

4.2.5.6.1. Uunukatopu 32 €peKTUBHOCT Ha TOYUCTBAHETO. [laBar BU3yaiHa, KaueCTBEHA OIICHKA
3a CTeMeHTa Ha ModucTBaHeTo. M3mon3Bar ce TeCTOBE C €CTECTBEHH 3aMbpPCUTENH - XEMOTJIOOWH,
anbymuH, puOpPHH, KOUTO UMUTHPAT 3aMbPCSIBAHE C KPBB, KAKTO U CHHTETUYHH TECTOBE, HATOBAPEHH C
MPOTEHHHU, MUY U MOJIN3axapuau, 6e3 KpbBHU ChCTAaBKH.

4.2.5.6.2. TIporennoB Ttect. JlaBa KOIMYECTBEHA OIICHKA 3a OEITHYHOTO HATOBapBaHe, IMPH
KOWTO ce HAOJI0/1aBa MPOMOPITUOHATHOCT MEX /Ty KOJTMUECTBOTO OCITHK M CTEIICHTA Ha OIBETSBAHE.

4.2.5.6.3. JIlymeHnomeTpuueH MeTo1. JlaBa konmuuecTBeHa OlleHKa Ha TOYMCTBAHETO Ha Oa3aTa Ha
ATO.

4.2.5.7. KoHTpoJ Ha Bb3yXa.

[Iperm3eH MHUKPOOHMONIOTHYEH KOHTPOJ HA BB3AyXa CE€ W3BBPIIBA 4Ype3 aBTOMATHYHU
YCTpOICTBa, 3acMyKBamlM Bb3AyX. [lo TO3W HauMH ce ompeaens KOJIWYECTBEHO OposAT Ha
MUKPOOPTaHU3MHUTE B OIMPENICIICH 00eM Bb3IyX.

[Ipu numica Ha TakMBa yCTPOMCTBA CE U3IOI3Ba CEAUMEHTAMOHEH MeTo ] Ha Kox.

4.2.6. [Tp1HO OnUCaHWe HA METOAMTE 32 KOHTPOI Ha JIe3UH(EKITUUTE

4.2.6.1. Meton Ha OTIIEYaTHKOBM MUKPOOHHM KyNTypH. M3BBpIIBa ce Upe3 KOHTAKTHHU METPH 3a
KOHTpoN Ha ae3uHdpekuuute. OTNEeYaThbKbT CE B3MMa C JIEK HATHCK OT OOEKTHUTE, MOAJeXKAalld Ha
koHTpod. [lerputara ce kyntuBupar Ha 37°C 3a 48 vaca.



4.2.6.2. Meton upe3 cMuBOoBe ¢ TammoH. [Ipumara ce, Korato OTIEYaTHKOBHUST METOI TPYIHO
WIH TIOYTH € HEBB3MOXKHO Ja ObJe MpriIokeH. M3BmpiiBa ce 4pe3 CTEpHIICH TaMIIOH, HAIOSH ChC
CTEpHUIIHA BOJa WK (DHU3UOJIOTMYEH pa3TBOp, ¢ Koiro ce oorpuBa miomr oT 10/10 cm (100 cm2), cien
KOETO C€ pa3csiBa BbpXY TBbpJa XpaHuteiaHa cpena. [Ipobute ce kyntuBupar Ha 37°C 3a 48 vaca.

4.2.6.3. Metoa Ha mpomuBaHe ¢ GusnonorudeH pastBop. Che cTepuiIHA MHUIETA TIPe3 JTyMEeHa
ce mpokapsa 5 - 10 mi crepuiieH (GU3MONIOTHYEH Pa3TBOP, KOWTO Ce ChOMpa B CTEPUIIHA €TIPYBETKA U CE
kyntuBupa Ha 37°C 3a 48 yaca.

4.2.6.4. Metog Ha Kox 3a ompenensHe Ha MHUKPOOHO YHCIO B Te4HOCTH. [Ipobute oOT
W3cJIe/IBaHaTa BOJAa W JUAIM3HH TEYHOCTH CE€ B3eMaT ChC CTEPWIIHM IHITETH. 3a BCsAKa mpoba ca
HeoOxoaumu 6 crepuiHu netputa ¢ guameTsp 90 MM, B KOMTO Ce clarat B JIB€ MOBTOPEHHSI, CbOTBETHO
mo 1 mi, 0,5 ma u 0,1 M or B3erure npoou. KeM merpurara ce nobass 15 - 20 mu pastomeH u
temriepupat 10 50°C oOMKHOBEH (MECONIENTOHEH) arap, XOMOTEHU3HPA Ce U CJIe] 3aCTHBaHE MPOOUTE ce
kyatuBupar Ha 37°C 3a 48 gaca.

4.2.6.5. Meron 3a omnpenensHe Ha MHKPOOHO 4YHCIO B Je3WHPEKTaHTH U PaOOTHHU
ne3nH(EKIIMOHHU Pa3TBOPU B TpoIleca Ha TsAXHara ynorpeba. MeToasT ce mpuiara 3a KOHTPOJI Ha
Ne3UH(PEKTaHTH U JIe3UH(EKIIMOHHN PAa3TBOPH, MpeIHA3HAYCHN 32 3a0bpCBaHE HA MOBBPXHOCTHU, KAKTO
U TaKMBa, B KOUTO C€ MOTAISAT/HAKUCBAT Pa3jMYHU OOCKTH - MpHOOpU M MOcoOus 3a oOCTyXBaHEe Ha
MAIMCHTH, CHJIOBE W MPUOOPH 3a XpaHECHE, JJA0OpaTOpHA CTHKIIAPHUS, HHCTPYMEHTAPUYM, IOCTEITbYCH
WHBEHTap, 0eNb0, KbPIHU U MOocoOus 3a mouncTBaHe U ne3uHdexnus. [lo npaBuno ne3nH(EKITMOHHUSAT
pa3TBOp TPsIOBA J]a ce M3TOTBS HETIOCPEACTBEHO Mpeau yrnorpeda U B mporeca Ha padoTa J1a ce ToAMEeHs
B 3aBHCHMOCT OT HETOBOTO 3aMbpcsiBaHEe. METONbT Ce W3BBPIIBA, KaTO KbM 1 MJI OT HW3MOJI3BaHHUS
ne3nH(EeKTaHT Wik JIe3uH(EeKIMoHeH pa3TBop ce mobaBar 9 mu HeyTpamuzatop (Wi (GU3MOIOTHYCH
pa3TBOp). XoMoreHu3mupa ce 100pe u ce 3akansa 1o 0,2 M1 BbpXy HETpH C KpbBeH arap win EHIo arap.
PascsBa ce cbe cTepuiiHa mmaryia o uscymanane. [Ipooure ce kynruBupar Ha 37°C 3a 48 gaca. bposr
KOJIOHUHU (0e3 CIOPOHOCHUTE) B €AHO METpH ce YMHOkaBa mo 50, 3a Ja ce HaMepu KOJIMYECTBOTO
MHUKPOOpraHu3mu B 1 M1 mpoba.

4.2.6.6. Metoxg Ha Kox 3a KOHTpOJ Ha BB3JAyxa. B H3CIEIBAHOTO MOMEIICHUE CE MOCTABSIT
OTBOpPEHHM TeTpu C arap (Hail-uecto KpbBeH). Excnosummsara e 2 daca, ciell KOeTo mpoburte ce
kyatuBupat Ha 37°C 3a 48 gaca.

4.2.77. Kputepuu 3a OlIEHKa Ka4eCTBOTO HA JAC3UH(ECKIIMUTE

4.2.7.1. Ne3undexius Ha pblie Ha MEIUIIUMHCKU TIEPCOHAIT:

3a mpenoTBpaTsABaHE KOHTAMUHHPAHETO HA PBIETE W PA3MPOCTPAHSIBAHE HA TOTCHIIMATHO
MATOTeHHU MPUYMHHUTENH, KAKTO W 32 WHAKTUBUPAHE HA TPAH3UTOPHU MUKPOOPTAaHU3MHU H PEIyIHpaHE
Ha pe3uIeHTHaTa ¢uopa ce mpuiara Ie3uHPEKIUs Ha phIeTe Ha MEAUIIUHCKIS IEPCOHAI.

XurueHHata JAe3uH(EKIUs eI YHUIOKABAaHE HAa TPaH3UTOpHAaTa MUKpodIopa, momaaHana
BBbPXY PBLETE B Ipolieca Ha padora.

XupypruyHara Je3uH(eKIus I[ed YHUIIOKaBaHe Ha TPAH3UTOpHATa M PEAyKUus Ha
MTOCTOSTHHATa MUKpO(hI0opa Ha phIETE.

Cren TpeTupaHe Ha PBIETE C Ie3UHPEKTAHT BbPXY TAX HE TPsIOBa Ja ce OTKPUBAT MATOTCHHU U
YCIIOBHO TIAaTOTEHHH MHKPOOpPraHH3MH OT cemeiictBo Enterobacteriaceae, Pseudomonas aeruginosa,
Acinetobacter baumannii, Stenotrophomonas maltophilia, Burkholderia cepacia, Staphylococcus aureus,
Enterococcus faecium, Enterococcus faecalis.

4.2.7.2. le3urdpexnns Ha MEIUIMHCKHA HHCTPYMEHTAPUYM:

[IpenmocTaBka 3a edeKTUBHO 00e33apa3siBaHe € MPEIBAPUTEIHOTO OTCTPAHSBAHE HA OCTATHIU
OT OpraHWYHA MaTepwisi, M0 BB3MOXKHOCT C aBTOMATH3UpPAHW METOIM 33 MOYUCTBAHE W JC3UHQEKIINS,
KOWTO TMOJIJIEIKAT Ha BaTUAMPaHE U FapaHTUPAT KauyeCTBEHA IEKOHTAMHUHAILIUS.

Crnen nesuH(EKIUS BbPXYy HHCTPYMEHTUTE HE TPsIOBa Ja MMa IMAaTOTCHHH W YCJIIOBHO ITATOTCHHH
MHUKpOOpranusmMu ot cemeiictBo Enterobacteriaceae, Candida spp., Streptococcus haemolyticus B,
Streptococcus pneumoniae, Pseudomonas  aeruginosa, Acinetobacter baumannii, Stenotrophomonas



maltophilia, Burkholderia cepacia, Staphylococcus aureus, Enterococcus faecium, Enterococcus
faecalis.

Crnen ne3uHbeKust THCTPYMEHTHTE Ce€ TOZCYIIaBaT, ONAKOBAT U CTEPUIIU3HUPAT.

4.2.7.3. Jle3uH(peKIHs Ha CIIeIMaIHa MEIUIIMHCKA armapaTypa:

CreuunanHara MeTUIIMHCKa amapaTrypa ce oOpa®oTBa ciiell BCEKH OOCIY)XEH MallUeHT MpH
CTPUKTHO CBHOJIIOZIaBaHE HA YKa3aHWsATa Ha QupMara MOPOU3BOAWTEN 3a MAaIlUHHA WIM pPbHYHA
JEKOHTaMUHAIMSI.

[Ipn WHBa3WBHU TPOIEAYPH B CTEPWIHH TEINECHH KyXUHHU (JIAMapOCKOINHU, apTPOCKOIH,
IIMCTOCKOIIH | JIp.) amaparypara TpsioBa Ja € cTepuiiHa.

[Ipn WHBa3MBHU MPOIETypU B TEIECHU KYXHHHM U OPTaHH C OTHOCUTEIIHO HHCKA OakTepHaiHa
¢opa (racTpockoru, OPOHXOCKOIHU U JP.) € 3abJDKUTETHA BUCOKOCTETICHHA 1€3UH(DEKITHSI.

[Ipu nHBa3UBHU MPOIETypU B TEIECHH KyXUHU U OPTaHU ChC 3HAUUTENHA OakTepuanHa ¢aopa
(PEKTOCKOITH, KOJIOHOCKOITH | JIp.) C€ M3UCKBA CaMO Je3UH(DEKIIHSL.

Crnen oOe33apa3siBaHe Ha cliellMajHaTa MEIUILMHCKA amaparypa He TpsiOBa Ja ce H301Hupar
NaTOTCHHU M YCIIOBHO MATOTCHHU MUKPOOpPraHM3MHU OT ceMeicTBo Enterobacteriaceae, Streptococcus
haemolyticus B, Streptococcus pneumoniae, Pseudomonas aeruginosa, Acinetobacter baumannii,
Stenotrophomonas maltophilia, Burkholderia cepacia, Staphylococcus aureus, Enterococcus faecium,
Enterococcus faecalis.

4.2.7.4. Nezundexnus Ha 1abopaTtopHa CTHKIAPUS:

O6e33apa3saBaHeTo Ha JabOpaTOpHA CTHKJIApUSA OTTOBAaps HAa CHIIUTE M3UCKBAHUS, KAKTO MPHU
ne3uH(EKIHs Ha MEAUIIUHCKUS UHCTPYMEHTapUyM.

4.2.7.5. Jlesundexuus U cTepwin3alnvs HAa TEKCTUIHM KOHCYMAaTHBH, pabOTHO OOJEKIO U
OOJTHUYHO OENBO:

TekcTUIHHTE MaTepuaiu, OoOJIeKII0 U OeThO Ce MpUeMaT KaTo MOTEHIMATHO WH()EKTHUPAHU H
MOJUIeXKAT Ha MalllMHHA TEPMO-, XUMUO-TEPMOIC3NH(EKIINS WIN Ype3 HAKUCBAHE B €3UH(EKTAHTH.

benboro B oTAeneHus 3a OTINIEXKAaHE HA HENOHOCEHH JENa, TPAHCIUIAHTAIlUs, TePMHYHU
TPaBMH M WHTCH3WBHU TPHKH, KAKTO U OTICPAITMOHHOTO 010, CE MOJjIara Ha CTCPUITH3AIIHSL.

Bopxy nesundexnupanu marepuanu, o0JIeKiIo U 0enbo He TpsOBa ga ce U30IUpaT U OTKPUBAT
MAaTOTCHHW W YCJIOBHO MAaTOTEHHW MHUKPOOPTraHWU3MH OT cemeiicTBo Enterobacteriaceae, Pseudomonas
aeruginosa, Acinetobacter baumannii, Stenotrophomonas maltophilia, Burkholderia cepacia,
Staphylococcus aureus, Enterococcus faecium, Enterococcus faecalis.

AKO OpOsIT HA MUKPOOPTaHU3MHTE BBPXY €IUH OTIEYaThbK € Haj 25 (0e3 CIIOPOHOCHUTE) WU
uMar JIOpU €IHa KOJOHUS OT M30POCHUTE MUKPOOPTaHW3MHU, Ne3uH(EKIHsITa Ha OeThOTO Ce CUMTa 3a
Hee(eKTHUBHA.

[TepunuusaT npouec € edpeKTUBEH, ako OPOAT Ha MHUKpOOpPraHM3MHUTE B 1 MII mepuiiHa Boa €
nof 50 u He ce u30aMpaT U30POEHUTE MUKPOOPTraHU3MHU.

Bobpxy crepunHus KOHCyMaTwB, OenbO0 M pabOTHO OONEKIO He TpsAOBa Ja ce H30IUpar
MHUKPOOPTaHU3MHU.

4.2.7.6. [lesuHdpeKus Ha MOBLPXHOCTH:

MenuunHCKOTO 000pyIBaHe U 003aBekIaHe, paOOTHU TUIOTOBE, TIOJ0OBE U CTEHU ce 00paboTBaT
ype3 BIaXKHO 3a0bpcBaHe ¢ JA€3UH(PEKTAHT BEAHBXK JTHEBHO, a OMEPAIMOHHUTE 3aJIH JIBa IBTH JTHEBHO.
Bb3MOkHO € 3a menTa Ja ce M3MO0JI3Ba U CyXa aepo30JiHa MbINIa. 3a MPOQPUIAKTUKA HAa CIIOPOHOCHHUTE
UHGEKIUU €AWH BT CEIMUYHO BCHYKM MOBBPXHOCTH B OIEpAallMOHHHUTE 3au ce o0paboTBar ¢
Ne3UH(EKTaHT ChC CIIOPOIUAHO JACHCTBHUE.

Pesynratute ce mperneHsBaT B 3aBUCHMOCT OT MSCTOTO, OTKBICTO ca B3eTH npoodurte. B
OTIEpPAIMOHHU 311 00IIOTO MUKPOOHO YUCIIO BHPXY €IUH OTIEYaTHK TPsOBa ga Obae A0 25, 3a MomoBe
25 - 50. He ce gomycka HaJau4ue Ha MATOTCHHU W YCIOBHO MATOTCHHH MUKPOOPTaHU3MHU OT CEMEWCTBO
Enterobacteriaceae, Pseudomonas aeruginosa, Acinetobacter baumannii, Stenotrophomonas maltophilia,
Burkholderia cepacia, Staphylococcus aureus, Enterococcus faecium, Enterococcus faecalis.



B otnenenus (6e3 kbpMaueckd W 3a HOBOPOACHH) c€ AOIMYyCKa H30JMpaHe Ha EAMHUYHU
KOJIOHUH OT U30pOCHUTE MUKPOOPTaHU3MU B HE TIoBeue OT 20% OT U30IupaHuTe MpooH.

4.2.7.7. le3uHdeKus Ha ChIOBE 32 XpaHCHE:

W3BbpmiBa ce TepMHYHA WM XUMHYHA JIE3MH(EKIUS B MUSUTHH MalluHU. B oTneneHusTa 3a
HOBOPOJEHU U B KbPMaueCKUTE OT/IEJICHUS ChJAOBETE CE CTEPUIIU3HUPAT.

4.2.7.8. Jle3uH(peKIHs Ha Bb3IyX B JICYCOHOTO 3aBEACHUC:

C men mnpodunakTuka Ha HWHQEKIUWATE, CBBP3aHH C MEAUIIMHCKOTO OOCTy>XBaHEe |
CJIeIOTIEPATUBHUTE YCIOXKHEHUS, € HE0OXOMMO J]a C€ OCUTYPH YUCTOTa Ha Bh3Ayxa. CTereH Ha YUCTOTa
Ha BB3/[yXa C€ OCUTYpPsSBA ChC CUCTEMA 332 BEHTWJIAIIUSA U KIIMMaTU3AIIHsL.

OrneHkara 3a YUCTOTa HAa Bb3/AyXa 3aBHCH OT KaTeropu3alusTa Ha MOMEUICHUITa B JIeUeOHUTE
3aBenenuss u cnena na orroaps Ha BJIC EN SO 14644-1. B omepalioHHW 3alld HE c€ JIOMycCKa
u3onupane Ha [pamM-nonoxxurenHu u [ pamM-oTpHULIaTEIHY MUKPOOPTaHU3MHU, KIOCTPUINHU, TPUINHUTETU
Ha ra30Ba raHrpeHa.

4.2.7.9. lesundexuus Ha MpeaMETH 3a 00CITy)KBaHE Ha MMAaIMCHTA:

3a BCEKH MAIMEHT CE€ OCHUTYPSBAT WHAMBHIYAIHU MPEIMETH U MOCOOUS 3a 00CITy>KBaHE U CIIE]
BCsIKa yIoTpeba ce oOe33apas3sBar.

Cnen ne3uHdeknus OT TAX HE TpsaOBa Ja ce M30IHMpaT U OTKPHUBAT MATOTEHHH U YCJIOBHO
NaTOreHHH MHUKPOOpraHM3MH OT cemeiictBo Enterobacteriaceae, Pseudomonas aeruginosa,
Acinetobacter baumannii, Stenotrophomonas maltophilia, Burkholderia cepacia, Staphylococcus aureus,
Enterococcus faecium, Enterococcus faecalis.

4.2.7.10. Jle3undexius Ha CEKPETH U €KCKPETH Ha MMaIMCHTA:

[Ipn wHpexknno3HO OONHM WM ChMHEHHE 3a HH(DEKIMO3HO 3a0oiisiBaHEe c€ W3BBPIIBA
ne3uHpexIys ¢ Ae3uH(pEeKTaHTH, KOUTO HE C€ MHAKTHBHUPAT OT OpraHuYHa MaTtepusi, B choTHomeHue 1:2
U TIpY HEOOXOAMMOCT C€ TpHUIara aBTOKJIaBUPAHE.

4.2.7.11. Ilutelina Boaa 3a TUAIU3HU TEYHOCTHU U TUATN3HUA TEUYHOCTH:

[IpoOute ce B3eMaT B CTEpUIIHH CBHJOBE M C€ IMOCSABAT BbPXY XpaHHTETHa cpema no 30-ara
MHHYTa WIH 10 24 Jaca, ako C€ ChbXpaHSIBaT B XJIaJUIHU yCIOBHSI.

JlomycTUMOTO HMBO Ha OakTepHaliHa KOHTaMHUHAIIMS Ha MUTEHHATa BO/A, OT KOSATO CE U3TOTBAT
JTMAJIM3HA TEYHOCTH, He TpsOBa ga Opae moeue or 200 mMukpoopranuzpma B 1 Mj, a Ha caMmuTe
JIMAJIU3HU TE€YHOCTH - He noBeue oT 2000 Mmukpoopranuzbma B 1 mil.

4.2.7.12. Jle3undeKIUOHHN pa3TBOPHU B IIpoIleca Ha TAxXHaTa ynorpeoda:

PaGotHuTe pazTBopu 3a Ae3uH(EKIHs ce H3TOTBAT €KEIHEBHO, aKO MPOU3BOAMUTENIAT HE €
MOCOYHJI TIO-ABIBI CPOK HA TOTHOCT.

[Tpo6u ce B3emar B CTEpUIITHH CHOBE U CE MOCIBAT BbPXY XpaHUTEIHA Cpea.

Bposit Ha Mmukpoopranuzmute B 1 M1 He TpsioBa na Hansumasa 200 u He TpsOBa 1a ce U30IUpaT
NaTOreHHW M YCJOBHO MMAaTOreHHM MUKPOOPraHM3MHU OT cemeicTBo Enterobacteriaceae, Streptococcus
pneumoniae, Pseudomonas aeruginosa, Acinetobacter baumannii, Stenotrophomonas maltophilia,
Burkholderia cepacia, Staphylococcus aureus, Streptococcus pyogenes, Streptococcus agal actiae.

4.3. Crepunuzanus

Crepwiu3anusra € MpoIec Ha YHHIOKAaBAaHE HA BCHUYKA MUKPOOPTAaHU3MH, BKIIOUHUTEIHO H
TEeXHUTE Hal-ycToiunBU (OpMU - criopuTe. 3a JIeueOHUTE 3aBEICHUS € 3abJIKUTETHO ChOTBETCTBUETO
cwe cranaapra BJIC-EN 556-1: 2003 (Crepuiau3anus Ha MEIUIIMHCKH yCTpOWcTBa. VM3MCKBaHHS KBM
MEJUIIMHCKUTE YCTPOMCTBA clie[] KpallHaTa MM CTepwiu3anus 3a Mapkupane "ctepwino"). Emxxo
U3JIeNIe € CTEPIITHO, KOTaTO € JOCTUTHATO HUBO HA JIOTAPUTMHUYHA PEIYKIUS HA MUKPOOPTaHU3MUTE OT
10, T.e. MeTomuTe W cpencTBaTa 3a CTEPUIM3AlMs B JIUcOHMTE 3aBENEHMs TPsAOBA Ja rapaHTUpar
BEpOSATHOCT OT Hanuuyue Ha He moBeue oT 1 Hectepwien obekt Ha Bceku 1 000 000 crepunmsupanu
obekra. ToBa ce HapHya OIlE HUBO Ha rapaHTUpaHa cTepuaHocT (sterility assurance level, SAL = 10).

4.3.1. Meronu Ha cTepuiin3anus

4.3.1.1. TepmMuuHa cTepuiIn3anus



4.3.1.1.1. Crepunusanus ¢ BIaXHa TOIUTMHA (aBTOKJIABUPAHE).

Hacurena napa mon Haisirane ¢ Temmeparypa, mo-sucoka ot 100°C, e Haii-uecTo M3IOI3BaHATA
B MEIMIIMHCKATA MPAKTHUKA, CATYPHA U €KOJIOTMYHO YHCTa CTEPUIIN3AIINA.

Upe3 TtomnuHaTra, KOATO €€ OTAENsS IpU KOHJEH3alUsl Ha Iapara, MHKPOOPraHU3MHTE Ce
YHHILIO)KaBaT MOCPEICTBOM Koaryiamus Ha OeNThLUTE B KIETKATa.

Crepunmzanusara ce U3BbpIIBA B anapard ¢ ppbyHO WM aBTOMATU4YHO yrpasieHue. [lapara ce
MIPOU3BEXK/a B MAPOreHEPATOPU U Ce Ipujiara B CHEIMaIHU YILIbTHEHU U U30JIMPAaHU OT BCUUKHU CTPAaHU
Kamepu (CTepUIM3aTopu C AaBTOMATUYHO YNPABIEHUE) MpPU PA3TUYHMU, CTAHAAPTU3UPAHH OT
EBpomneiickus KOMUTET 10 CTaHAapTU3alMs, PEKUMHU Ha paboTa, HalpuMep:

a) 121°C (1.15 bar) 3a 20 - 30 min;

6) 134°C (2.16 bar) 3a 10 - 15 min.

Cnopute Ha MaTOreHHUTE CIIOPOHOCHU MUKPOOpPraHU3MHU ce yHHIoxasar npu 121°C 3a Bpeme
Ha Bb3JeicTBHE OT 5 70 15 min.

[Tapara uma Obp30 AeiicTBHE U CHIIHA TPOHUKBAIA criocoOHOCT. He € TokcuuHa, He HaToBapBa
OKOJIHaTa Cpelia, HEe OCTaBsl CJIEAM BbpPXY CTEPWIM3UpPAHUTE MaTepHUalid, OTHOCUTEIHO €BTHHA € U €
n00pe KOHTpOJIMpyeMma.

4.3.1.1.1.1. EpukacHOCTTa Ha CTepUIH3AIUATA C TIapa 3aBUCH Hali-Be4e OT:

- KauecTBOTO Ha maparta (3aBHCH OT HAJAraHETO W TeMmIleparypara, napara TpsOBa na e
HACHUTEHa, Jia He € TPerpsATa Win BIaKHa);

4.3.1.1.1.1.1. cTenieHTa HA MPOHUKBaHE (IIEHETPAIMS) HA Mapara JO BHHINHUTE W BHTPEITHUTE
MOBBPXHOCTH Ha 00EKTUTE (3aBUCH OT CTETIEHTA Ha 00€3BB3AyIIaBaHE HA CTEPUIM3AIMOHHATA KaMepa);

4.3.1.1.1.1.2. yucrora (6uoToBap) Ha MaTepUATUTE - MUKPOOHO YUCIIO MPEIU CTEPUITH3AIMITA
(He MOXe J1a ce OCBHIIECTBU HaJeXJHa cTepuiu3anus 0e3 HeoOXOAMMOTO IMOYHCTBaHE Ha OOEKTUTE
Mpeau TOBA);

4.3.1.1.1.1.3. omakoBaHETO Ha OOCKTUTE 3a CTEPHIIM3UPAHE;

4.3.1.1.1.1.4. HaunHa Ha 3apek/1aHe Ha KaMepara, Ha CTEPUIIN3aTopa;

4.3.1.1.1.1.5. marepuanuTe 3a CTEpWIM3alUs TpsAOBa Jga OBJAT CyXW TpEeAd H  Cleld
CTEepHIIN3ALUATA.

4.3.1.1.1.2. To3u BUJ CTEpUIIA3AIMUS CE TIPHUIIara 3a:

4.3.1.1.1.2.1. ”HCTPpYMEHTH OT METAJ;

4.3.1.1.1.2.2. cTpKN0;

4.3.1.1.1.2.3. xepaMuka;

4.3.1.1.1.2.4. 6enb0, ONIEPAIIIOHHO OOJIEKIIO M MMPEBHP30YHU MATEPUAIIH;

4.3.1.1.1.2.5. TepMOYCTOMYMBH TJIACTMACH;

4.3.1.1.1.2.6. pa3dacoBanu pa3TBOPU MPU OMPEACTICHU PEKUMH.

4.3.1.1.2. Crepunusanus cbC Cyx ropeil Bb3ayx

Crepunmszanus ¢ BHCOKa TEMIIEparypa, KOSATO BOIM A0 JeXHjpaTalusi U YHMILO)KaBaHE Ha
MUKpoOHaTa KieTka. VI3BbpIBa ce ¢ anapaTH, ¢ pPhbYHO WM aBTOMAaTHYHO YIPABJICHHUE TIPU PEKUMH Ha
pabora:

a) 160°C 3a 2 gaca;

6) 170°C 3a 1 yac;

B) 180°C 3a 30 MuHYyTH.

[IpunokeHUEeTo ¥ € OrpaHUyYeHO - 3a TePMOYCTOWYMBU MaTepuaivd B anTeKH, JJAOOpaTopuu u
dapMalnieBTUYHATA TPOMUIICHOCT - CTBHKJICHH, TOpPIENaHOBM W MeTamHu. He ce momycka
CTEPWIN3AIMATA HA MIOYKPUTUYHU U KPUTUYHU MEIUIIUMHCKH U3AETUs (XUPYPTUYHH, ICHTAHA U IPYTH
WHCTPYMEHTH) Ype3 TO3U METO/I.

Marepuanure ce ornaxkoBar 3aIbJKUTEIHO.

4.3.1.2. XuMH4YHA CTEPUIIH3ALIMS

4.3.1.2.1. HuckoremmeparypHa ctepuiiuzaius ¢ eruwieHokcus (EO)



[Monxonsia e 3a TepmonabuiIHu MaTepuanu. ETUICHOKCUABT peacTaBisgBa Oe31BETEH CHIIHO
TOKCHYEH M omaceH ra3 ¢ mnpar Ha mupuc 500 - 700 ppm, oce3aeM eaBa IpH BHCOKH KOHIIEHTpaluu. B
CTEpUIM3AIMOHHATA MPAKTUKAa HAMUpPa MPUJIOKEHHUE CIIe/l MOTUCKAaHEe Ha JIeCHaTa MY BB3IUIAMEHUMOCT
Ha CTaifHa Temmeparypa. ToBa ce MoCTUra 4pe3 ChUeTaBaHETO MY C BBIVIEPOJICH ABYOKHC.

ETuneHokcuabT ankuiupa OeNThIUTE HAa MHUKpOOHaTa KieTKa M BOAM JO HeoOpaTumo
yBpexkaaHe. [IpuTexxaBa ronsiMa MPOHWKBAMIA CIOCOOHOCT. He Bb3melicTBa BBPXY HH(MEKIIMO3HHUTE
npuonu. [Ipumara ce B creuuaiHu ra3oBH KamMepu C aBTOMAaTHYHO peryjidpaHe Ha KOHIEHTpPAaLus,
BJIQXKHOCT, TeMreparypa (1o 60°C) u BpeMe Ha Bb3JIeHCTBUE:

ETHIEHOKCHIBT c€ CBBbp3Ba IMOBEYE WIIM IO-MAJKO WHTCH3MBHO C OIPEIEICHH IUIACTMACH,
KOETO Hajara yablikaBaHe Ha BpeMeTo 3a jaecopbuus. [Ipu razoBara crepuiuzanus ¢ €TUICHOKCH] UMa
JIBE OCHOBHU U3WCKBAHUS KbM TPETHPAHUTE MaTepUAIIH:

a) 1a ca CTepHJIHU B Kpas Ha Mpolieca;

0) 1a He OTIENAT TOKCHYHU MPOIYKTH MIPH U3MOI3BAHETO UM OT IMAIIUEHTUTE.

HecopbmusiTa (006e3ra3siBaHETO) cHaja KbM Mpolieca Ha cTepuin3anus. Bpemero 3a necopOrus
ce ompeziens OT MaTepHala ¥ TeMIIEparypaTa U eI NOCTUIaHeTo Ha croifHocty mox 1 ppm (1 mi/1 m3
BB3/yX) €TUJICHOKCHU, KOETO CTaBa Haili-uecTo B pamkute Ha 24 yaca. TpsOBa na ce uMa npeaBui, ye
MOPHO3HUTE M TYMEHHU MaTephaIy 3abpKaT MO-NMPOABIDKATETHO eTHIIeHOKcHAa. OCTaThIiuTe OT Ta3 B
KaMepara ¥ CTepUJIHUTE MPOAYKTH, BKIIOUYUTEIHO OMaKOBKaTa UM, TpsOBa Ja ObJaT OTCTpaHEHH Mpeau
OTBapsiHE HA CTEPHIIN3aTOPa Ype3 MHOTOKPATHO acpUpaHe.

Haii-uecto cTepuiHMTe MaTepuaid MoraT Ja C€ W3MOJ3BaT He Mmo-paHo oT 16 - 24 gaca cien
MPUKITIOYBAHE HAa CTEPUIU3AIMATA, 32 1a HE CE HATOBAPBAT MAIMEHTUTE C OCTATHIU OT €TUICHOKCH].

[Ipwtara ce 3a crepuH3anysl Ha TUIACTMACOBH MEIUIIMHCKH H3/ICTHUS, HHCTPYMEHTH, TYMEHH U
IUIACTMACOBH CHOPBKEHHSI, MPUOOpU, MOCOOMS M amapatd OT TEPMOJAOWIHU MaTepuaiy, ONTHYHU
YacTH W MEIWIIMHCKA armaparypa, eJeKTPOXUPYPrHUHU JIa3ePHH WHCTPYMEHTH, KOMTO C€ YBPEXKIAT OT
TOTLTMHA.

He oka3Ba KOpO3MBHO [EHCTBHE BBHPXY METAIUTE W HE YBPEKIa WHCTPYMEHTApUyMa, HO
BBIPEKHU TOBA TEPMUYHUTE METOIU HAa CTEPUIIN3ALINS C€ PEAIOUHTAT.

OCHOBHOTO HEYNOOCTBO HJBAa OT TOBA, Y€ CTUJICHOKCHIBT € TOKCHUYCH, U3UCKBA aepaius, a
MHCTAJIMPaHETO Ha CTEPUJIM3AaTOpUTE TPsiOBa /a cTaBa WJIM B OTICIHO MOMEIIEHHE, WK B 000coOeHa
"knmeTka" (Hamp. OT JIEKW MaTepuaiu), ¢ AUPEKTEH Bb3IyXOBOJ KbM BBHIIHUA 3uJ. JlomycTUMaTa ropHa
IpaHWIla 3a CKCIO3WIHMS Ha TIepCOHAla KbM MOMEHTa BB3JIM3a Ha 1 ppm mperermieHa cpeaHa
KOHIIGHTpAIMs 32 MEePUOJ Ha EKCIO3UIUs OT 8 yaca M S5 ppm MpeTeriieHa CpefHa KOHIIEHTpaIus 3a
Meproa Ha eKCIo3uius oT 15 munyTu. CTrepuim3aTopuTe ce oOCIIyKBaT caMO OT OOyd4eH IepCcOHal.
PenoBHO ce ciensT ceH3opuTe U MpeayNnpeauTeTHuTe cUcTeMH. M3BbpiiBa ce pelnoBHA MpoOBEpKa Ha
MEpKUTE 3a 0€3011aCHOCT.

4.3.1.2.2. HuckoreMmriepaTypHa CTEpUIN3AIKs C BOJHA Mapa U hopMaiexu

dopManIeXuabT € CUITHO OTPOBEH a3 ¢ OCTHP MHUPHC [mpar Ha Mupuc < win = 1 ppm (1 ml/1
m? BB3ayx)]. Toli ankuaMpa OeNTHIMTE Ha MHUKPOOHATa KJIETKA M BOAU [0 HEOOPATHMO YBPEXKIaHE.
W3nom3Ba ce kato HacureH pasztBop 35 - 38 % dopmanmexun, crabwnusupaH (TpeIoTBpaTsBaHe
obpasyBanero Ha mapadopmangexun) ¢ 10 % meranon. [IponukBamara My crnocoOHocT € ciaba -
JIeiCTBa caMO BBpPXYy IMOBBPXHOCTTA Ha TpeTupaHuTe Martepuann. OOekTurte, MOMIOKEHH Ha
CTepUIIM3aIlis, HE TpsiOBa Ja MMar NyKHaTHHH W TecHH Jymenu (< 0,5 mm). dopmanaexuabr He
WHAKTUBUPA UH(DEKIIMO3HUTE TIPUOHH, a caMo TH (puKcHpa.

[Ipwiara ce B CHelUaiHA KaMepH C aBTOMAaTHYHO PETyIHpaHe Ha KOHIICHTPAIUs, BIAXKHOCT,
TeMIeparypa U Bpeme Ha Bb3AeiicTBue. CTepunm3upal] areHT ca napure Ha 2 % Qopmangexun, npu
BpeMe Ha Bb3aeicTBrue 60 min.

Jecopbrusita Ha dopmanaexuaa ce U3BbPIIBa B CaMUTE amapard upe3 25-KpaTHa CMsiHa Ha
HAJSITAHETO: MApPHHUTE TJIACHIM MPEAU3BUKBAT KOHACH3AIMS, CIEl KOETO KOHACH3aThT CE H3CMYKBa
MOCPEJCTBOM BaKyyM.



Ortcrpanssar ce:

a) ocTarbyHaTa Bjlara;

0) ocTarbiy OT hopManIeXu]] BbPXY MOBbPXHOCTTA HA TPETUPAHUTE OOCKTH.

[ToncymaBaHeToO ce U3BBPIIBA ChC CTEPUITHO QUITPUPAH BB3IYX.

[Tpunara ce 3a cTepunu3anus Ha TEPMOIAOUITHA MaTepUaIHy.

dopmanaexuapT Ipa3Hu ouuTe, Hoca. Jlomyctumara cToiiHOCT Ha pabotHOoTO Mscto € 0,5 ppm
IpeTerieHa cpeHa KOHLEHTpPaIMs 3a Iepuoj Ha ekcrosuuus or 8 gaca (0,5 ml/1 m? Be3nyx). He ce
JIOITyCKa OTAeINssHe Ha GopManaexu oT crepuinzaropute. CTepuin3aropuTe ce 00CIyKBaT OT 00ydeH
MepCOoHA.

4.3.1.2.3. Mlonu3upamy TbueHus

W3non3Bar ce caMO B MPOMHUILJICHH YCJIOBHS 3a MEIULUHCKUA HU3JENUA 3a J1abopaTopHO
MPUIIOKEHHUE U TOCOOUS 3a MHIMBUyallHa €THOKpaTHA yroTpeoa.

Te nedcTBaT TUPEKTHO W WHIAMPEKTHO BBPXYy MHKpPOOHATa KIETKAa KaTo MPEIU3BHKBAT
HEOoOpaTUMO YBpEKIaHEe Ha XpOMO30Mara, IUTOIUIa3MEHUTE €H3UMHU U JIPYTH MaKPOMOJIECKYIIH.

[To xapakTep Ha M3MOI3BAHOTO JIHUCHUE OUBAT:

a) KOPITYCKYJISIPHA HOHU3HMPAIIIH JThUCHUS: 3-4aCTUIN HITH BUCOKOCKOPOCTHH EICKTPOHH;

0) e1eKTPOMarHUTHU HOHU3UPALLH JIBYCHHUS: Y-IIBUH.

NMat criiHa MpOHWKBAIA CIIOCOOHOCT M CTEPHIIU3UPAHHUTE C TAX MaTEPHUAH Cca C TOJSIM CPOK
Ha TOJHOCT.

4.3.1.2.4. CrepuiiHo ¢untpupane

4.3.1.2.4.1. 3a TeyHOCTH:

a) BOJa;

0) IeKapCTBEHU MPOYKTH, AHTHCEIITHIIH;

B) HH()Y3MOHHH CUCTEMH - 32 3aJIbpKaHe Ha CIIOPH.

4.3.1.2.4.2. 3a ra3oBe: Bb3lyX B ONEPaI[IOHHHU.

4.3.1.2.5. AnTepHaTUBHU METOAN

4.3.1.2.5.1. HuckoremneparypHa CTepUIM3aIys ¢ Iia3Ma - 3a TepMOJIa0MITHN MaTepHaIH.

4.3.1.2.5.1.1. C u1a3ma Ha BOJOPOJICH MEePOKCHI (KbM MOMEHTA HE € CTaHJIapTU3UPAH METON).

[IpennmcTBa Ha MeToxa:

a) HAMa OCTaThYHU TOKCHYHU MPOAYKTU OT CTEpUIIM3alusATa (pa3naj Ha BOJa U KUCIOPOA); HE
€ HeoOxoauMa ecoponus;

0) pabotu ce ¢ Hucka Temreparypa < 50°C;

B) METOIBT € Obp3 - 28 10 80 min.

OrpaHuveHusATa ca CBbP3aHH Hail-Bede ¢ ePUKACHOCTTA Ha METO/Ia MIPU UHCTPYMEHTH C JIBJITH
U THHKHU JIYMEHH, KaKTO U C U3MCKBAHETO 32 MAaKCUMAaJIHA CTETEH Ha U3CYIIEHOCT HA MHCTPYMEHTHUTE U
nocoOusiTa, mpeau Aa ObJIaT MOIJI0KESHH HA CTEPUITH3AIIHS C TIa3Ma Ha BOJIOPOJICH TIEPOKCHI.

4.3.1.2.5.1.2. C mi1a3ma Ha mepolieTHa KuceJnHa (KbM MOMEHTa He € CTaHJIapTU3UPaH METON).

[Ipunara ce 3a crepuinu3aiys Ha CTOMAHEHU UHCTPYMEHTH 0€3 JIyMEHH U CTIIOOKH.

He morar fa ce creprimsupar u3ieinus 3a UMIDIAaHTHPaHEe W KOCTHA ThKaH.

Hsma ocTarbyHu TOKCMYHU MPOAYKTH OT cTepuiu3anusaTa. He e HeoOxoauma aeparus.

4.3.1.2.5.2. Crepuimzaiusi ¢ 030H: TIOAXO/AIIA € 32 HAKOW TePMOIAOMIHU HHCTPYMEHTH (KBM
MOMEHTa HE € CTaHJapTU3UPaH METON).

4.3.2. B neueOHUTE 3aBE/ICHHS CE CIIa3BaT CIASAHUTE 3 TIPUHIINIIA:

4.3.2.1. llpenmouurtar ce craHfapTuzupaHutre Meroau. KbM HacToAlmMsS MOMEHT Ha
TepuTOpUATa HAa EBpONEiiCKuUs ChI03 Ca CTaHIAPTU3UPAHU CIICAHUTE METOMIH:

43.2.1.1. BAC-EN 1S0O 17665-1:2006: Crepunuzaiuss Ha METUIIMHCKH H3Ienus. BrakHa
ToruHa.  VI3MCKBaHWST KbM  XapaKTEpPUCTUKHUTE, BaTUAWNPAHETO ¥ PYTUHHHS KOHTPON  Ha
CTEPUIN3AIMOHHUS TIPOIEC TIPH MEAUIIMHCKHUTE U3ICITHS.

4.3.2.1.2. BJAC-EN 1S0 11135-1:2007: Crepunu3zanusi Ha MEIUIUHCKU u3aenus. ETuneHoB



okcua. M3uckBaHMS ~KBbM  XapaKTEPUCTHKUTE, BaTUANPAHETO W  PYTHHHHUS KOHTPOI  Ha
CTEPUIN3AIMOHHUS TIPOIEC TIPU MEUIIMHCKHUTE U3IICITHS.

4.3.2.1.3. BJIC-EN 15424.:2008: Crepunu3anus Ha MEAUIIMHCKY u3aenus. HuckoremneparypHaa
CTepUIM3aIusl ¢ BoAHA mapa u dopmanaexusl. V3UCKBaHUS KbM XapaKTEPUCTUKHUTE, BUTUIUPAHETO U
PYTUHHUS KOHTPOJI HA CTEPUIIM3AIIMOHHUS MPOIIEC MPU MEIUIIUHCKUTE U3AEITUSI.

4.3.2.1.4. BJIC-EN 1SO 11137-1:2006: Crepunu3zanus Ha MEIULIWHCKUA u3fenus. Pamuarms.
W3uckBaHusl KbM XapaKTEPUCTUKHUTE, BaJHIWPAHETO M PYTUHHHUS KOHTPOJI HA CTEPHIIM3ALIMOHHUS
MPOIEC IPU MEAUIIMHCKHUTE U3/

4.3.2.2. Bunaru korato € BB3MOXKHO, C€ MPEANOYNUTAa METOABT Ha CTEPHIU3UPAHETO Upe3
BJIa)KHA TOIUIMHA (aBTOKJIABHUPAHE).

4.3.2.3. 1300pbT Ha IOCTATHYHO €(PEKTUBEH HHUCKOTEMIIEpATYypEeH METOJ 32 CTCPUIU3HPAHETO
Ha TEPMOYYBCTBHTEIIHU MHCTPYMEHTH M Marepuanu (B oOuus ciydail ca He moBeue oT 5 - 20 % ot
o0mmuyst 00eM Ha 0OCKTUTE 3a CTEPUJIN3AIIMS) CE IIPaBU ChOOpa3HO: a) BHJIa HA OOCKTUTE U MaTCPHAIINTE,
0) yKazaHMATa Ha NPOU3BOAUTENNTE; B) CHOOpaKEHHSATA 32 HMKOHOMUYHOCT U 0€30MacHOCT
(BpeMeTpacHe Ha CTaHIAPTHUS LUKBJ, KOHCYMAaTHB, KOHTPOJI W BaJHIWpaHe, IICHA, TEXHUYECKa
NOJ/IPHKKa, HEOOXOAMMOCT OT BpeMe 3a aepaliusi, HeoOXoAuMa CTEIeH Ha U3CyllaBaHe, TeHepUpaHe Ha
OTHabIM U T.H.).

4.4. TIpenopbYATEITHA METOIH 32 JICKOHTAMHHAINS Ha STTHIEMHUOJIOTUYHO 3HAYNMHU OOCKTH

4.4.1. O6paboTKa U CTepUIU3AIIHS Ha MEAUIIMHCKH U3JENHS B JIeUeOHUTE 3aBEICHUS

4.4.1.1. O6paboTKaTa ¥ CTepUIIU3AIMATA HA MEAUIIMHCKUA WU3JIETUsl B JIeUeOHUTE 3aBECHUS CE
W3BBPIIBA C IIe]1 OTCTPaHsIBaHE HA PHUCKA OT Mpe/laBaHe Ha 3apas3a uype3 MeIUIMHCKU U3eNus, Karo:

4.4.1.1.1. TlporiechT Ha 00pabOTKa, KAKTO M CaMOTO MEIUIIMHCKO H3JeIHe HE TpsOBa aa
3acTpallaBat 3paBeTo U )KMBOTA Ha MAllMEHTH, MTOJI3BATENIN U TPETH JIMLIA.

4.4.1.1.2. ObpaboTkaTa W CTepWIM3ANMATA HA MEAWIIMHCKH M3AeNIus (B T.4. MEAUIIMHCKH
W3MIeTUsl 32 MHOTOKpaTHa ymoTpeda) ce M3BBPIIBA BB M OT CaMOTO JIe4YeOHO 3aBEIECHUE CamMoO aKo
CBIIIOTO pa3moiiara ¢ HEOOXOIMMHUTE CpPEACTBA: KBAMH(HUIMPAH MEPCOHAN, MOAXOAAIIU TOMEIICHUS,
obopynBane 1 HHYOPMAITMOHHA CHCTEMA.

4.4.11.3. Axo ne4eOHOTO 3aBelEHHWE HE pasmoyiara ¢ HEOOXOAMMHUTE CpEICTBA WU IO
CHOOPKEHUS 32 MKOHOMHYECKA e(DeKTHBHOCT 00pabOTKaTa U CTePUIIN3AIUATA HA METUITMHCKY H3/ICTUs
(c u3KIIIOYeHHE Ha IpenBapuTenHara oOpaboTka) ce Bb3JararT Ha BbHILIEH M3MBIHUTEN, Ha 0a3ara Ha
MMUCMEH JOTOBOP M JIOKA3aTeJICTBA, Y€ CHIIUAT pas3Ioiara ¢ HeoOXoauMuTe cpeacTsa o T. 4.4.1.1.2.

4.41.2. Nedbunnnus: BeposTHOCTTa OT HaJIMYKE HA JKU3HECIIOCOOCH MUKPOOPTaHU3BM BBPXY
MOBBPXHOCTTA Ha MEIUIIMHCKO M3JICJIUE, KOSTO € OMMaKOBaHO M 03HAYCHO KaTo "CTepuiIHO", TpsOBa Jia €
no-mainka win pasaa Ha 1 : 1 000 000 (BJIC-EN 556-1:2003). O6paboTkara Ha MEAMIIUHCKOTO U3/EIHE
cleqBa Jla MMa TaKoBa KaueCTBO, Y€ MpPHU TOCIEABAIIO MPHUIOKEHHE Aa ObJe CBEACH A0 MHHUMYM
PHUCKBT OT: TpeJaBaHe Ha 3apa3a; MUPOTCHHH PEaKINH; aJCPTHYHU PEaKIUU; TOKCHYHU PEaKIUU WITH
YBpEeXKJaHe Ha 37paBeTO Ha TAaIMeHTa, BCIEACTBHE Ha TMPOMEHEHU (YyHKIIMOHATHO-TEXHUYECKU
CBOMCTBA HA MEIUIIUHCKOTO U3/ICITHEC.

4.4.1.3. Opranu3zanus, KoMreTeHuun u kpamndukanus. OOpaboTkara ¥ CTEpHIM3AIUATA HA
MEIMIIMHCKUTE W3/ICNUs B JICUCOHHTE 3aBEACHHUS € CaMOCTOSATENHA JEWHOCT, KOATO OOCTy»XBa
MeAMLIUHCKUTE AeiHocTu. OO0padoTkara Ha MEOUIIMHCKHUTE HW3/ENHs BKIIOYBA HM30pOCHUTE pabOTHU
CTBIIKH B CIIEIHATA TIOCIIEAO0BATEIIHOCT:

4.41.3.1. IlpenBapurenna oOpaboTka - BKIIOYBA TIOYUCTBAaHE, ChOUpaHE, EBEHTYAJHO
ne3uHdeKIys, pa3niodsBaHe, TPAHCIOPTHPAHE B 3aTBOPEHU KOHTEHHEpPH 10 MSCTOTO HA CHIIMHCKATa
00paboTKa 1 MEXJAUHHO ChbXPaHEHUE;

4.4.1.3.2. TlouncTBane, ne3uH(EKIUs, U3IJIAKBAHE U CYIICHE;

4.4.1.3.3. TIpoBepka 3a YUCTOTA U TEXHUYECKA TOAHOCT, KaTo B 3aBUCUMOCT OT pe3yJITara:

4.4.1.3.3.1. uznenueTo ce mpeasa 3a Mo-HaTaThIIHA 00padoTKa;

4.4.1.3.3.2. uznenueTo ce BpbIlla 3a MOBTOPEHUE Ha pabOTHUTE CTHIKH 110 T. 4.4.1.3.2;



4.4.1.3.3.3. uznenuero ce ob03HaYaBa KaTo HETOJAHO 3a ymoTpeba M ce M3KIIYBa OT LUKBIA
BPEMEHHO (JI0 OTCTpaHsSBaHE HA TIPUIMHATA) WJIM OKOHYATEITHO;

4.4.1.3.4. Texuuyecka NOAAPHKKA U IPOBEpKa HA (PyHKIIMOHATTHATA TOIHOCT;

4.4.1.3.5. OnakoBane ¥ 0003Ha4YaBaHE;

4.4.1.3.6. Crepunu3zanus;

4.4.1.3.7. lonyckaHe 3a ynorpeoa;

4.4.1.3.8. CpxpaHeHHE U TPAHCIIOPT J0 MACTOTO Ha yrmoTpeoda.

4.4.1.4. Crpykrypure 3a 00paboTKa ¥ CTepUIN3aLNS HA MEIUIIUHCKUTE U3ACITUs ca:

4.4.1.4.1. boranunam 3BeHa 3a [ICCM;

4.4.1.4.2. 3Bena 3a cHabOAsgBaHE CbHC CTEPUIIHH MaTepuUadd KbM OTHEICHHS (KIUHUKU) H
CHOTBETHUTE 3BEHA B JICUCOHUTE 3aBEICHUS 32 N3BHLHOOJIHUYHA ITOMOIII;

4.4.1.4.3. BbHIIHY U3OBIHUTEIN HA IEUHOCTTA.

4.4.1.5. Crpykrypure 3a 00pabOTKa W CTepUIM3AIUs HAa MEIUIIMHCKUTE H3JeNus TpsOBa aa
uMar u3rpajeHa BhTpeIllHa cucTeMa 3a yrpasieHue Ha kauecTBoTo (CYK), rapantupaiia ocurypsiBaHe
Ha HEMPEKHCHATO ¥ BH3MPOU3BOAMMO KaueCTBO.

44.1.6. OOpaboTkaTa W CTepUIM3aAlNMITA HAa MEAWIIMHCKUTE U3JEIUS CE€ OpraHusupa H
JOKYMEHTHpA IO HA4YMH, KOHTO MO3BOJISIBA IBJIHA MPOCIEASIEMOCT Ha OTIACIHUTE PabOTHH CTBHIKU
(mpoiiecH) U TEXHUS pe3yaTar.

4.4.1.7. TlpenopryBar ce pabOTHH CTHIKHU (IIPOLIECH), KOUTO ca BaJUAUPYEMHU U TapaHTHpAT
BB3IPOU3BOJANMO KadecTBO. PaOOTHHUTE CTHIKH, KOWTO HE C€ TOJJaBaT Ha BalUAHpaHE
(HeaBTOMATU3UpPaHHU, PBYHU TPOIECH), cleABa Aa ObAAT CBEIECHU 0 BB3MOXKHHUS MUHUMYM H Ja
npotuyar ceriacHo COIL

4.4.1.8. TlpenopruBa ce IEHTpPAIM3UpPAHE HA JEHHOCTTA MO 00pabOTKa HAa MEIUIIMHCKUTE
U3JICITHS.

4.4.1.9. OTTOBOPHOCTHUTE M 3aIBDKCHHSITA BbB Bph3Ka ¢ 00pabOTBAaHETO U CTEPHIM3AIMATA HA
MEIMIIMHCKHUTE U3JICNUs B JICYCOHNUTE 3aBEICHHSI C€ PA3MPEILIIsiT, KAKTO CIIe/IBa:

4.4.1.9.1. PprOBOAMTENAT HA JIEUEOHOTO 3aBE/ICHUE OTTOBAPS 32 OPraHU3aIUATA HA:

4.4.1.9.1.1. crepunuzanusaTa Ha BUIAOBETE MEIUIIMHCKU H3JENHsI, KOUTO Ie ce oOpaboTBar u
CTEpUIN3UPAT B JICYCOHOTO 3aBEICHHE, M TAXHATA KaTETOPU3AIINs CIIOPET PUCKA;

4.4.1.9.1.2. cpencrBara U ycioBHsTa (OpraHH3allMOHHA CTPYKTYypa, TEXHHYECKO OOOpyABaHE,
KBaM(hUKAIKs HA TIEPCOHAJIA), TIPU KOUTO IIe ce 00padOTBaT, CTEPIIIM3UPAT U ChXPAHSIBAT METUITTHCKU
U3JIeNUs OT WM 3a JIeUeOHOTO 3aBe/ICHUE;

4.4.1.9.1.3. ocurypsiBa HEOOXOIUMHUTE CPEICTBA U YCIOBHS, KaTo KBaTU(UIIMPAH TEPCOHAT,
MOMEIIeHHsI, 000pyaBaHE M HHPOPMAIIMOHHU CUCTEMH 32 00pabOTKaTa Ha MEIUIIMHCKUTE U3/ICIIHS;

44.19.1.4. mnoamucBa JOTOBOpPM 3a Bb3Narane oOpaboTkara U CTepuiaM3aluUsaTa Ha
MEMIIMHCKHUTE U3JICITUS;

4.4.1.9.1.5. onpenens B3aumooTHomreHusita Ha L[CCM c apyrute CTPYKTypHH 3BeHa B
11e4e0OHOTO 3aBEIEHNUE;

4.4.1.9.1.6. Ha3HauaBa mpoleaypa MO BHHIIHO BaIMIUpaHe Ha 00pabdoTKaTa U CTepUIIN3aLUATA
Ha MEIULIMHCKUTE U3JIENHU B JIEeUeOHOTO 3aBecHIE, aKO € HE0OOX0ANMO;

4.4.1.9.1.7. yTBBbpKIaBa TOAMIIHATA TpOrpaMa U npuema roauinHus oruet Ha [{CCM.

4.4.1.9.2. JlexapsT/cieniMamucTbT O KOHTPOI HAa MH(EKITUHTE:

4.4.1.9.2.1. HOCH TeKyIIa OTTOBOPHOCT 3a padborara Ha [[CCM;

4.4.19.2.2. naBa TUCMEHO CTAaHOBUINE 3a OTKa3 OT o00paboTka W cTepwIM3alus Ha
MEIMIIMHCKHUTE U3JICIINS 32 MHOTOKpaTHA yIoTpeoa;

4.4.1.9.2.3. yTBbpK/I1aBa CIHCHKA C KaTEropu3alusaTa Ha 00pabOTBAHUTE METUITMHCKU WU3IEITHS
BBB WJIH 3a JIeueOHOTO 3aBeACHHE;

441924, yrBppXKaaBa Ipoleaypara 3a 00pabOoTKa Ha HECHOTBETCTBAIA MEIUIIMHCKH
U3IeNs WM TaKWBa METUIIMHCKU H3JEJHsI, KOUTO ca Ouiam 0oOpabOTeHH W/WIH CTEPUIM3UPAHU TI0



HECHOTBETCTBAIIl METO/;
4.4.1.9.2.5. monmomara HadaiHuka Ha [ICCM npu n3mbIHEHWE HA HETOBHUTE 3aTbIIKCHUS.
4.4.1.9.3. 3BeHOTO 3a LIEHTPAJIHO CHAOMSBAaHE CBHC CTEPUIHU MaTepuald c€ PHKOBOIU OT

HadanHuk Ha [JCCM. Hauanuukst Ha [ICCM ce oTunTa 3a 1eHHOCTTA CU TOAUIIHO MPEA PHKOBOIUTES

Ha JIeYeOHOTO 3aBeleHHe, a TEKYyIIOo - Mpel JeKaps/cleluanucTa Mo KOHTPON Ha HWH(pEKIHUHTE.

HauanauksT Ha LICCM:
4.41.9.3.1. nnanupa, OpraHU3HMpa, PHKOBOAM M KOHTPOJIMpA NEWHOCTUTE MO 00paboTka M

CTEpUIN3AIUS HA METUITTHCKYU H3/ICTTHS;
4.4.1.9.3.2. omnpenenss METOIUTE 32 O00pabOTKAa HA OTACITHUTE BUIOBE MEIUITUHCKU HW3JICITHS

CHOOPA3HO KaTeropusiTa UM, YKa3aHUATA HA MPOU3BOJUTEIUTE U TEXHOJIOTUYHUTE Bh3MOKHOCTH;
4.4.1.9.3.3. W3roTBI OpraHWrpama, ITHKHOCTHH xapakrepuctuku u COIIl (TexHHuYeckw

¢umose, MHCTPYKIINH, aJTOPUTMH, IIJIaH 32 pOTALMA Ha TepcoHana) 3a Bcuuku aeiiHoctu B LICCM;
4.4.1.9.3.4. moanucBa MPOTOKOJH 3a JIOMYyCKaHe J0 yInoTpeda Ha CTEPUIU3UPAHA MEAUIIMHCKH

W3NS WK JIeJIETHpa paBoTo Ha aApyr, padotent B [ICCM;
4.4.19.35. paBa WHCMEHO MpPEIIOKCHHWE 3a OTKa3 OT o0paboTka M cTepwiM3alus Ha

MEAMIIMHCKH U3IeNIHsI 38 MHOTOKpaTHa yrnoTpeoa;
4.4.1.9.3.6. mpeanara mUCMEHO TpoIlelypaTa 3a 00padoTKa Ha HECHOTBETCTBAIIN MEAUIIMHCKH

W3MIeTUsT WIIM TaKWBa MEIWIUHCKU H3/CNHs, KOUTO ca OWiau 0O0pabOoTeHW W/WIA CTEPHIN3UPAHH IO

HECHOTBETCTBAIIl METO/;
4.4.1.9.3.7. u3roTBs, mMpeaiara 3a yTBbPXKJIaBaHE OT PHKOBOIUTEIS HA JICICOHOTO 3aBelCHUE,

PBKOBOJY U KOHTPOJIMPA U3MBJIHEHUETO Ha rofuiHa nporpama Ha [ICCM, BKIIOYUTENHO 32 OCHOBHA U

MPOABIKATETHA KBUTH(DUKAIIHS HA TIEPCOHAIIA;
4.4.1.9.3.8. yuacTBa nipu u300pa Ha CpeACTBaTa M MaTepuagnuTe, HEOOXOMUMH 3a 00paboTKaTra 1

CTEpUIN3AIUATA HA MEIUIIMHCKUTE U3/IENHS B JICUeOHOTO 3aBeJICHHE.
4.4.1.9.4. HavanauksT Ha [{CCM ompenens "OTTOBOPHUK MO OCHTypsiBAHE Ha KadeCTBOTO'.

OTroBOpHUKBT IO OCUTYPSIBAHE HA KAYECTBOTO:
4.4.1.9.4.1. otroBaps 3a m3rpaxkaane u ¢pyakinnonupane Ha CYK B HCCM;
4.4.1.9.4.2. yaactBa B u3rorsineTo Ha COII 3a Bcuuku aeitHoctu B LICCM;
4.4.1.9.4.3. otroBaps 3a BeTpemHOTO Basmaupane Ha npouecure B [ICCM, 3a nmepuoamyHara

TEXHUYECKa MOJIPHKKA Ha 000pYABAHETO M HA KOHTPOJIHO-U3MEPBATEIHUTE YPEH;
4.4.1.9.4.4. npueMa U MPOTOKOJIMPA PEKJIAMAIlMU U OIUIAKBAHUS OT TPEIIKH Mpu oOpaboTkara

Ha MEIUIMHCKU M3MEJHs, MOCTHIIUIN OT MOJ3BATENUTE (CTPYKTYPHUTE 32 MEAULIMHCKUA ACHHOCTH), KaTO

3a [eJITa OCHIIECTBIBA AKTHBHO 00paTHA BPb3Ka C TAX Upe3 AUCKYCHU, AaHKETHU U JIp.;

441945, 3aeqno c¢ nHavanauka Ha I[[CCM omnpenmenss CpokoBeTe 3a ChbXpaHEHUE Ha

BbTpEIIHATA JOKYMEHTAIIHS,
4.4.1.9.4.6. nox prroBoCcTBOTO Ha HadaHuka Ha [JCCM mpoBesk/ia BCTHIIMTETHO 00ydeHUe Ha

HOBOIIOCTBIIUIIUTE CHTPYIHHUIM U OOydeHHe Ha oOpaboTBammrTe MeauuuHCKU u3aenus u3sbH LJCCM

(Harp. oTmepallMOHHN, aHECTE3UOJIOTUYHH U JICHTATHU CECTPH);

44.194.7. naBa THMCMEHO CTAaHOBHIIE OTHOCHO KaTeropusalusaTa CIIOpell pHUCKa Ha

MEIMIIMHCKHUTE U3JIeNINs 32 MHOTOKpATHa yroTpeoa;
4.4.1.9.4.8. naBa MMCMEHO CTAHOBHIIE MTPH U300pa HA CPECTBATA U MAaTEPHAIUTE, HEOOXOAUMHU

3a 00paboTKaTa M CTEPUIN3ALMATA HA METUIIMHCKHU M3/IeTHUs B JIEYeOHOTO 3aBE/ICHUE.
4.41.9.5. OtroBopuukbT mo kadectBoTo B I[CCM wW3roTBs TOAMINEH IOKJIAaJ OTHOCHO

JOIyCHATUTE TPEIIKU Tipu 0O6paboTKara (110 BUA U YECTOTa), MEPKHUTE U JCHHOCTUTE TI0 OCUTYpPSIBAHE Ha

kagecTBOTO B LICCM mpe3 roguHara.
4.4.1.10. O6paboTBaHETO U CTEPUIM3UPAHETO HA MEIUIIMHCKU H3/ETUS BbB U 3a JieueOHHUTE

3aBeNICHUST MOXE Ja ObJIe M3BBPIIBAHO CaMO OT MEPCOHAN C OINMPEICICHH KOMIIETCHIIMH U ChOTBETHA

KBaTM(pUKALIHS.
4.4.1.10.1. KommereHuuute Ha 00paOOTBAIIUTE MEAMLUMHCKH HU3IETUS C€ ONpPEeAessT OT



Havanauka Ha [[CCM, a koraro Hsima usrpajgera [LICCM - ot ppkoBoauTeNs HA JI€4eOHOTO 3aBEJICHHE.

4.4.1.10.2. Bcsiko nedeOHO 3aBeIeHUE U3TOTBSI OpraHurpama, ChabpiKalia:

44.1.10.2.1. Bcuukum pabOTHM MECTa, 3aeTH M3IIO WM YacTUYHO ¢ oOpaboTkara u
CTepUIN3AIUATa HA MEIUIIMHCKY U3/eNns (BKJI. T€3H Ha ONEpaIliOHHU, aHECTE3UOIIOTUIHH U JCHTAITHU
CECTpH, CAHUTAPH OT OTIEJICHUATA);

4.4.1.10.2.2. KOMIIETEHIIUUTE 32 BCAKO paOOTHO MSCTO;

4.4.1.10.2.3. mepuonuYHO aKTyaJM3WpaH IUIaH-TpaQUK C TIOMMEHHO ITOCOYBAHE Ha JIUIATa,
U3ITBJIHSBAIY CHOTBETHATA ACHHOCT.

4.4.1.10.3. irexHoctTa HavamHuk Ha [ICCM ce 3aema Ot JuIle, IpUTEXaBaIlo cepTudukar 3a
crepuim3anuMoHeH TexHuk I crenen.

4.4.1.10.4. Ire»XHOCTTA OTTOBOPHUK 10 KauecTBOTO B [JCCM ce 3aema OT Jinlie, IpUTeKaBaIo
cepruduKar 3a cCTepuiIN3alMOHEH TeXHUK Haii-manko || creneH u moaxoasiia MOATOTOBKA B cdepara Ha
yIpaBJIeHUE Ha Ka9eCTBOTO.

4.4.1.10.5. 3a octananute mrbxkHOCTH B [ICCM 1 3a 00paboTBamuTe MEAUIIMHCKA W3CITHS
u3BbH [ICCM e HeoOxomauMm cepTuduKar 3a CTepUIN3alMOHEH TeXHUK | cTerneH.

4.41.10.6. B cnyuante, koraTo KbM MOMEHTA Ha 3all0YBaHE Ha JIEWHOCT 1Mo oOpaboTkaTa Ha
MEJMIIMHCKH U3JIeNUs JIBKHOCTHOTO JIMIIE HE € MPUI00UI0 ChbOTBETHHSI cepTuduKar, To TpsoBa J1a ro
npuo0re He MO-KBCHO OT 3 TOJAMHU CYUTAaHO OT MOMEHTA Ha 3all0YBaHe Ha JCHHOCTTA.

4.4.1.11. Koraro neueOHOTO 3aBeleHHE Bb3NIara oOpaboTkaTa M CTepUIM3alUsATa Ha
MEMIIMHCKH U3/IENTHS Ha BHHIIEH M3IBJIHUTEI, B JOTOBOPA CE MIOCOYBAT H3PUYHO:

4.41.11.1. BuabT, B KOWTO MEIUITMHCKHUTE U3JCTHUs IIe ObJAT NMPEIOCTABIHN HA U3ITbIHUTESA
3a 00paboOTKa U CTePIIIN3AIINS,

44.1.11.2. IlenHMAT 0OXBaT M IOCIEAOBATETHOCTTAa Ha JEWHOCTUTE IO 00paboTka u
CTEpUIIN3AIUS HA METUIIMHCKUTE U3JIEIHSI, KOUTO 1€ U3BBPIIBA H3TBIHUTEIIAT;

4.4.1.11.3. TIpaBoTO Ha BB3IOKUTENS HA JOCTHII 10 BaJUIAAIMOHHUTE MPOTOKOJIH M BCIKAKBa
uHpopmarus otTHocHO CYK Ha u3mbIHUTENS;

4.4.1.11.4. Tlpouenypara mo npuemMaHe Ha OOpaOOTEHHWTE M CTEPUIU3UPAHH MEAMIIMHCKH
U3JIeNYs, BKJIIOUYUTETHO JOKYMEHTUTE, KOUTO HM3MBIHUTENSAT MPEACTaBs HA BB3JIOXKUTENS (KOMUS OT
MapTHIHUS KyPHAJI, KOS OT TPOTOKOJIMTE 3a JOIMyCKaHe 0 yrnorpeda u ap.);

4.4.1.11.5. Ilpouenypara, 4pe3 KOSATO BB3IOKHUTEIAT MEPUOIUYHO MPOBEPSIBA AU U KaK Ce
CIa3BaT OT M3MBJIHUTEIS JOTOBOPHUTE YCIIOBHSI I MEPKUTE 32 OCUTYPsIBAaHE Ha KAYECTBOTO.

4.4.1.12. loxymenrtarus. MHpopManuaTra 3a BCEKHM CTEPHIM3AIMOHECH ITUKBJI CE 3alucBa B
MapTUICH KypHAI, ChAbPKAIL CIICAHUTE JAHHHU:

4.4.1.12.1. nata ¥ mopeaeH HOMEP Ha CTEPWIINALMOHHUS IUKBJI;

4.4.1.12.2. upeaTupuKaIMOHEH HOMEP HA CTEPUIIM3ATOPA;

4.4.1.12.3. BU Ha CTEPWIM3ALIMOHHUS TTPOIIEC;

4.4.1.12.4. ciuChK Ha ChABPIKALIUTE CE B MAPTHUIaTa OMAKOBKH, PECI. MEIULIMHCKYU U3/IENHS;

4.4.1.12.5. mapaMeTpH4CH 3aIKC HA CTEPUIN3AIMOHHUS ITPOIIEC;

44.1.12.6. pesyaratd (MHIUKATOPHM JIGHTH W Jp.) OT pPyTUHHUS KOHTPOJ HA
CTEPUITN3AIMOHHHUS TTPOIIEC;

4.4.1.12.7. mpoToKo 3a JAOMyCKaHe 10 YIoTpeda Ha mapTuaara.

4.4.1.13. 3BeHOTO 3a IIEHTpaJIM3UPaHO CHAOMSIBAHE CHhC CTEPHUIIHH MaTepHUalid, PECIICKTUBHO
3BeHara 3a 00paboTKa M CTepUIM3alUsg HAa MEAULMHCKUA U3JENNs, KAKTO U BHHIIHUTE U3MBJIHUTENN Ha
ycllyrata BOJAAT, ChOMpAT, ChbXpaHABAT U MPHU HYKJA MPEJOCTABIT HA KOHTPOJIHH, aKPEIUTAIIMOHHU U
JPYTH OPTaHH CJIeIHATA TOKYMEHTAITHU:

44.1.13.1. Jlexnapanuss 3a BHJAa MEIUIMHCKH W3ACIIHS, KOUTO Ie ce oOpaboTBaT u
CTEpUJIM3UPAT B JICYCOHOTO 3aBEICHHE, M CPEICTBATA M YCIIOBUATA, TIPY KOUTO IIIE CE€ U3BHPIIIBA TOBA;

4.4.1.13.2. JlokymeHTH (Opranurpama, riaH-rpaduk, JTbKHOCTHU Xapaktepuctuku u COII 3a
BCUYKH JIEUHOCTHU 1O 00pabOTBAHETO U CTEPUIIN3ALUATA HA METULIIMHCKUTE U3EIINs);



4.4.1.13.3. VYkazaHus Ha MPOU3BOJUTEIMTE OTHOCHO O0paboTKara Ha BCHYKU BHUI0BE
00paboTBaHM, PECII. CTEPHIN3UPAHA METUIIUHCKH U3CIINS,

44.1.13.4. VYka3zaHus Ha TMPOU3BOAMTEIIUTE OTHOCHO eKCIUToaTalusaTa M TEXHHUYecKara
noapbkka Ha obopyasanero B LICCM (crepunuzaropu, MJIM, TectoBe W amapatu 3a pyTHHEH
KOHTPON);

4.4.1.13.5. Omucanue Ha CYK B ICCM;

4.4.1.13.6. TlapTuasu >XxypHaJIM ¥ MPOTOKOJIM 3a JIOMyCKaHe 0 yrmoTpeda Ha CTepUIM3UpaHu
MEIUIIUHCKH U3/IEIHS;

4.4.1.13.7. BanugaumoHHHA MPOTOKOJIH;

4.4.1.13.8. I'ogumna nporpama Ha LICCM;

4.4.1.13.9. Oruern Ha [ICCM 1 Ha OTTOBOpPHHKA TI0 Ka4€CTBOTO;

4.4.1.13.10. IIpuemHO-IpeaBaTeIIHA MPOTOKOJIM 3a KAIMOpPUpaHE Ha ypeauTe W 3a BBHHIICH
OITUT W BaJUJIUPaHE HA MTPOIECHUTE.

4.4.1.14. CpokoBeTe 3a CbXpaHEHHE Ha JIOKyMEHTAIUATA CE€ MpeajaraT OT OTTOBOPHHKA IIO
KaueCTBOTO M C€ YTBBPXKIaBaT OT PBKOBOACTBOTO Ha JICYEOHOTO 3aBEACHHE B CHOTBETCTBHE C
M3HUCKBAHMSTA HAa 3aKOHA 32 METUIIMHCKUTE U3/I€TIHs U aKTOBETE IO NMPUJIaraHeTo My, KaTo CPOKOBETE 3a
ChXpaHEHHE Ha JOKyMeHTanusTa 1o 1. 4.4.1.12 ca He no-kpatku ot 10 ronuHu.

4.4.1.15. XurneHHO-eNuAEMHOJIOTHYHA KaTEropu3alus Ha MEAUIIMHCKUTE U3IEITNS:

4.4.1.15.1. HayanuukbsT Ha [JCCM # OTTOBOPHUKBT MO Ka4ECTBOTO MpeJiaraT, a JeKapsT WiH
CHEIUAIMCTHT 10 KOHTPOJI HAa WHPEKIIMNUTE YTBBPIKIABAT CIIUCHK ¢ KaTeropu3alys Ha 00padoTBaHUTE U
CTEpUJIM3UPAHU BB WU 32 JIEYEOHOTO 3aBECHUE MEAUIIMHCKH U3ICIHSL.

4.4.1.15.2. Cp00pa3HO KIMHUIHOTO MPHIIOKEHUE U CBBP3aHHS C HETO PUCK OT KOHTAMHUHUPAHE
U MpenaBaHe Ha WHOEKIHs, KAKTO U B 3aBUCUMOCT OT OCOOCHOCTUTE CH, MEIUIIMHCKUTE U3JENUs Ce
pa3fensT Ha 3 KaTerOpuH U ChOTBETHU mojakareropuu (1. 4.4.2, Tabm. 4).

4.4.1.15.3. O6pabOTBaHETO U CTEPUITUZUPAHETO HA KPUTHUYHU MEIUIIMHCKHU U3JIETHUs C OCOOEHO
BHUCOKM W3UCKBaHHUs CHpPSAMO o0OpaboTkaTa ce JOomycKka camMoO B OONHWYHM WIH HW3BbHOOTHUYHU
CTPYKTYpH, u3rpajaenu Ha npuHiuna Ha [ICCM, kourto nputexasar ceprudunupana CYK.

4.4.1.16. Ykazanus Ha MPOU3BOAUTEIIUTE HA MEAUIIUHCKUTE U3/IEIIU.

4.4.1.16.1. TlpousBoauTensaT (IOCTABYMKHT) HA MEIUIIMHCKOTO WU3ACIUME € JUIBKEH Ja
MpeIoCTaBsl Ha ToJi3BaTelNs (JIedeOHOTO 3aBelIeHUE) yKa3aHUs OTHOCHO 0OpaboTkaTa Ha WU3IENUETO,
BKIIFOYUTEITHO TMPENOPHhUBAHUTE METOAW 32 TMOYUCTBAHE, Je3MH(EKIs, W3IUIAKBaHE, CYIICHE,
CTepUJIN3aIUsl, TPAHCIOPTHPAHE U ChXpaHEHHE.

4.4.1.16.2. Tlom3BarensaT Ha MEIUIMHCKOTO wH3Aeaue (Je4eOHOTO 3aBEJCHHUE), PpecIl.
CTpyKTypaTa, HaToBapeHa ¢ oOpaOoTka M cTepuiau3alus, ca JUTbKHU Jla CHa3BaT yKa3aHHUATa Ha
MPOU3BOUTENS] OTHOCHO O0pa0oTKaTa Ha W3MEIHETO, BKIIOYUTEIHO MPEHOPHhUYBAHUTE METOAM 3a
MOYUCTBAHE, Ae3WH(EKINS, U3IIaKBaHe, CYIICHEe, CTCPUIIH3AIIS, TPAHCTIOPTHPAHE U ChXPaHCHHE.

4.4.1.16.3. OTKJIOHEHHATA OT YKa3aHUATA Ha MPOMU3BOIUTENS cileaBa JAa ObJaT 000CHOBAaHU B
MUCMEH BHJI, KaTO W3MEHEHHWSAT METOJ Ha o0pa0oTKa TOJUIeKW HA H3MHTBAHE 33 MPHUTOAHOCT U
e(eKTUBHOCT M BaJMMpaHe Mpeau BbBEXIaHe B pyTHHHA ynoTpeoda.

4.4.1.17. TexHONOTHMYHU H3MCKBAHUS KBbM OTICITHUTE PAOOTHH CTHIKH B 0OpaboTKara u
CTEepWIN3AIUATA HA MEIUITMHCKHATE u3nenus (T. 4.4.3).

4.4.1.17.1. O6paboTKa Ha HEYIOTPEOIBAHN MEIUIIMHCKH U3ICITHS.

4.41.17.1.1. HeynoTpebssBaHN MEIUIIMHCKH H3IETUs ce 00paboTBAT W/WIM CTEPHIM3UPAT B
J1e4eOHOTO 3aBeeHUE, KOraro:

441.17.1.1.1. ce n0oCTaBAT B HECTEPHJIHO CHCTOSHUE B JICYCOHOTO 3aBEICHUE, HO CHIVIACHO
YKa3aHUATa Ha MPOU3BOTUTEIS C€ YIOTPEOsIBAT ClIe]] CTEPUITH3UPAHE;

4.4.1.17.1.1.2. onmakoBKara Ha CTEPUIHO MEAWIIMHCKO W3JENHe € Owmia TOBpEACHA WIH
OTBOpEHa, 6e3 U3/IETUETO /1a € BIISI3JI0 B yoTpeoda;

4.4.1.17.1.1.3. MEIUIIMHCKO U3JCIINE € C U3TEKBJI CPOK HA TOMHOCT (HA OMAKOBKaTa) U CaMo B



ClIydJaii, 4ye ynorpebara He Kpue JOIIBIHUTEICH PUCK 3a MAIlMeHTa U IepcoHaIa.

4.4.1.17.1.2. B ciyd4aii 4ye MEIWIUHCKO H3JCIHEC HE € KOHTAMHUHHPAHO W/WJIU TIOBPEICHO,
o0paboTkara ce ChbCTOU OT CIIEAHUTE PAOOTHU CTHIIKH:

4.4.1.17.1.2.1. pa3omnakoBaHe 1 MPoBEpKa Ha (PyHKIIMOHATHO-TEXHUYECKATa TOJHOCT;

4.4.1.17.1.2.2. NOBTOPHO OIMAKOBAHE;

4.4.1.17.1.2.3. o0603HauaBaHe;

4.41.17.1.2.4. crepunu3upaHe 4pe3 MOIXOISII METO, KOWTO TapaHTHpa OCBEH CTEPUIIHOCT U
ChXpaHsiBaHe Ha (DYHKIIMOHATHO-TEXHUYECKATa TOHOCT;

4.4.1.17.1.2.5. noxymeHTHpaHe Ha 00paboTKara;

4.4.1.17.1.2.6. nonyckane 3a ynorpeoa.

4.4.1.17.1.3. B ciry4aii ye He MOXKe Ja Ce M3KIIIOYM €BCHTYyaJHa KOHTaAMHUHAIUS, H3CIIHETO CC
00paboTBa KaTo ynorpebeHo cropes] yKa3aHHusITa Ha TPOU3BOIUTENS.

4.4.1.17.2. ObpaboTKkaTa Ha YIOTpeOSIBAHN MEIUIIMHCKH W3JCNIUs BKIIOUYBA CICTHUTE PaOOTHH
CTBIIKH:

4.4.1.17.2.1. npenBapuTeIHO MOYUCTBAHE, CHOMPAHE, EBEHTYaTHA Ie3UH(EKIHUs, pa3rio0sBaHe,
TPaHCIIOPTUPAHE B 3aTBOPEHHM KOHTEHHEPH O MSCTOTO Ha ChIIMHCKaTta obpaborka (Hamp. [ICCM) u
MEXIUHHO ChXpaHEHHUE;

4.4.1.17.2.2. CbIIMHCKO TTOYUCTBAHE U JAC3UH(EKIINs, N3TIIaKBAHE U CYIIICHE;

4.4.1.17.2.3. npoBepka (MHCHEKIUS, TECT) 32 YHCTOTa M 32 TEXHUYECKA TOAHOCT (KOpO3us,
W3HOCBaHE Ha MaTepuaia), KaTo B 3aBHCUMOCT OT pe3yJiTara:

4.4.1.17.2.3.1. uznenueTo ce mpeaara 3a Mo-HaTaThIIHA 00paboTKa;

4.4.1.17.2.3.2. u31eaUETO CE BphIlla 3a MOBTOPCHUE Ha paOOTHHUTE CTHIIKH 1O T. 4.4.1.17.2.2;

4.4.1.17.2.3.3. uznenuero ce 0003HaUYaBa KaTo HETOIHO 3a ymoTpeda M ce U3KIIF0UBA OT IMKbJIA
(Hamp. mpeniaBa ce 3a peMOHT);

4.41.17.2.4. Texundyecko oOCTy)KBaHE M MOAAPHKKA (CMa3BaHE, OTCTPAHsSBAaHE HA KOPO3Us),
npoBepka Ha (pyHKIIMOHATHATA TOAHOCT;

4.4.1.17.2.5. onakoBaHe 1 0003HAYaBaHE;

4.4.1.17.2.6. crepunuzanus;

4.4.1.17.2.7. nmpoToKOIUpaH IOMYCK JI0 yrnoTpeoa;

4.4.1.17.3. cnenupruIHUTE U3UCKBAHKS 32 00pabOTKa Ha €HAOCKOIICKA amaparypa ca moCOYeHH
B paznen V, 1. 4.4.4).

4.41.18. OcwurypsiBaHe Ha KadyeCTBOTO. BamuaupaHe Ha mporecuTe 1o o0paboTka u
CTepUIM3alusl Ha MEIUIIMHCKU W3Jenus B JieueOHWTE 3aBefcHMs. KauecTBOTO Ha MPOILECHTE TMPU
00paboTkaTa Ha METUITMHCKY U3/ICIINS CE€ TapaHTHpa Ype3:

4.4.118.1. Cucrema 3a ympaBlIeHHE HAa KayeCTBOTO. HempeKkbCHATOTO OCHUTYpsIBaHE Ha
Ka4eCTBOTO TMpH 00pabOTKa Ha MEIAWIWHCKHTE W3JCTUS B JICUCOHHWTE 3aBEJCHHS Clie[iBa Ja ObIe
rapaHTUPAaHO TMOCPEICTBOM BBHBEXKIAHETO HA BBTPEIIHA CHUCTEMa 3a yMpaBlIeHHE Ha KauyeCTBOTO Ha
0a3ara Ha HACTOSIIMS CTaHAAPT. BCUUYKHM BHIIOBE METOIW 3a 00paOOTKa HAa MEIUIIMHCKU W3ACIHUS Ce
onucBaT noapooHo ("cThika mo crbnka') B cboTBeTHU COIl (TeXHMYECKH (HUIITOBE, MHCTPYKIMH U Jp.),
BKITFOYUTEITHO CIIEU(PUIHUTE METOIH U TECTOBE 32 U3MNUTBAHE.

4.4.1.18.2. Cepruduxamus na CYK: B cinyyait ue nageHo jeueOHO 3aBeneHue oOpaboTBa M
CTEpUIN3UPA MEIUIIMHCKUA HM3JEHs 3a JIPYro JedeOHO 3aBelIeHHe, TO IMbPBOTO JIeYeOHO 3aBEJCHHE Ce
sBsiBa "Mpou3BOAMTEN Ha cTepriiHU MenuiuuHcku m3aenus” u CYK B ¢choTBETHOTO 00paboTBaIno 3BEHO
ciaenBa ja Obje cepruduiupaHa 3a cbhorBeTcTBUE Che cranmapra BJIC EN 1SO 13485 : 2004 or
akpeautupad ot bearapckara ciyx6a 3a akpenuranus (bCA) opran no cepruduxarsi.

4.4.1.18.3. I3nutaHust 1 KOHTPOJI HA ICKOHTAMUHAIIMATA U CTEPUITA3AIIMSTA:

4.4.1.18.3.1. mppBOHAYAIHO/MYCKOBO M3MHUTaHUE (KOMHCHOHHUPAHE);

4.4.1.18.3.2. pyTHHEH KOHTPOJ Yp€3 UHUKATOPH;

4.4.1.18.3.3. 1aHHU OT KOHTPOJIIHO-U3MEPBATEIIHUTE YPENIH;



4.4.1.18.3.4. nepuoAMYHU MapaMETPUYHU H3MUTAHHS Ha MPOLECUTEe (BaTUAUPAHE), KOHUTO
MOKa3BaT, Y€ HE Ca HACTHIMIN HEXEJaHW MPOMEHU B IMPOIECHTE W CTOWHOCTHTE Ha IMapaMeTpUTe
OTrOBapsT Ha CHEIU(PUKAIIUUTE.

4.4.1.19. BanuaupaHe Ha mpoliecuTe pu 00padoTka Ha MEAUITUHCKUTE U3/ICIIHS.

4.4.1.19.1. IlounctBaHeTo, Ne3WH(EKIHUATA W CTCPUIM3ANMATA HA MEAUIIMHCKH H3IETUS Ce
M3BBLPIIBAT B PAMKHTE Ha aJICKBATHU CIPSMO BHJIa HA M3ACTUATA BAIUIUPAHU TIPOIIECH.

4.41.19.2. BanmuaupaHeTOo Ha TMPOIECUTE IO TOYMCTBAHE, ME3MH(PEKIUS W CTCPUIIU3AIMS
BKITIOYBA:

4.4.1.19.2.1. TlyckoB W HHCTaJalliOHEH TecT (KOMHUCHOHHpPAHE), KOHTO Ce MPOBEXKIA H
JOKYMEHTHUPA 33 IbIDKUTEITHO MPH:

4.4.1.19.2.1.1. mppBOHAYAHO ITyCKaHE B JCWCTBHE HAa HOBO 00OpyIBaHe (M3BBLPIIBA CE
OOMKHOBEHO OT MPOU3BOAUTENS HIIM OT HETOB YII'BIHOMOIICH MPEICTABUTEN);

4.4.1.19.2.1.2. npu nipoMsiHa B TEXHUYECKHUTE YCIIOBHUS, KOSITO CHIIECTBEHO U TPAHO MOBJIHSIBA
MPOLECUTE HA MOYUCTBAHE, NE3MH(EKIUS U CTEpUIU3alus, KaTo Hamp. Mpu HpomsiHa Ha ¢GabpudHO
3a/laJIcHUTe Tporpamu, mpu oOpaboTKa W CTepwiin3anus Ha HOB BHJI MAaTEPHANId WU MHCTPYMEHTH C
pa3auyHu OT OOMYalHWTE W3UCKBAaHUSA, INPU CMSHA HAa KOHCYMAaTUBUTE, Karo JETEPreHTH,
nesuH(peKkTanTu u Ap. (Moxe aa Obje W3BBPIICHO OT MPOU3BOAUTENS] WIA OT HErOB YITBIHOMOIICH
MIPEICTABUTEI WIIH OT JPYTO KOMITETCHTHO JIHIIC);

4.4.1.19.2.1.3. npu NOBTOPHO HECHOTBETCTBHE MEXKIY PE3yITaTUTE OT PYTHHHHUS KOHTPOI,
U3BBPIIBAH OT ITOJI3BATENSI, U PE3YITATUTE OT €XKETOJHOTO peBamuaupaHe (HE3aBHCHUM MapaMeTpHUYeH
KOHTPOJI).

4.4.1.19.2.2. BUCOKO KauecTBO C€ IOCTUIa 4pe3 peBaMaupaHe (HE3aBHCHM IapaMeTpUUCH
KOHTPOJ), KOETO C€ MPOBEXJa Hal-MaJIKO BEIHBXK TOAMIIHO OT HE3aBUCHUM (BBHILIECH) BaJUAATOp Ha
0a3ara Ha CKJIIOUEH JIOTOBOP M € MPENOPBUYUTETHO 32 JIUeOHOTO 3aBeICHHE.

4.4.1.19.2.3. PyTrHEH KOHTPOJ Ype3 XUMUYHH WHIAUKATOPU U JTIOKYMEHTHUpaHe Ha (PU3NIHUTE
napaMeTpu Ha MPOILECHTE MPH BCEKU IMKBJ (M3BBPIIBA CE OT MEpCOoHalla Ha JIeYeOHOTO 3aBEACHHUE,
KOWTO u3BbpHIBAa 00paboTka M crepwin3anus). KoHTpon upe3 OMOJOTMYHM HHAUKATOPU - BEAHBK
CEIMUYHO.

4.4.1.19.3. Pesynrarute OT peBaIMAUPAHETO CE MPEICTaBAT MoA (opMarTa HA BaIWIANMOHCH
MIPOTOKOJI C KpaiHa OlleHKa "M3Ibpkal" WM ChOTBETHO "Hemsabpikan". ChIIMIT ce U3roTBsA B 3 (TPH)
eK3eMILIsIpa - 2 eK3eMIUIsApa 3a JIeueOHOTO 3aBe/ICeHNE U 1 eK3eMIUIsAp 3a BaluaaTopa.

4.41.19.4. B nponeaypara mo BaJlUJUpaHE ca OMPEICICHH MapaMeTPUTe, YUUTO CTOMHOCTH
JIOKa3BaT, 4e MPH KOHKPETHUS MPOIEC Ha MOYNCTBAHE, Ae3UHPEKIINS WU CTePUIN3aIus (B KOHKPETHUS
ypel) ce TrapaHTupar pe3ylTaTH, OTTroBapsllM Ha 3anajeHara crneuudukanus. Te3u mapamerpu
OTpa3sBaT KaKTO CHXPAHSBAHETO HAa (YHKIMOHAIHATA TMPUTOIHOCT HA MEAWIIMHCKHUTE W3aenus (cien
00paboTka), Taka M TapaHTUPAHETO HAa AJCKBATHO HHWBO HA JCKOHTAMHHAIWS, PECI. HA CTEPUITHOCT
(SAL).

4.4.1.19.5. B cinyyauTte, KOTaTo MOJUICKAIIUTE HA 00pab0OTKa METUITMHCKY M3/ICTUs HE MOrar Ja
dbopmMupar eIUHHM NApTUAM, MU3MUTBAHUATA NPU BAIUIUPAHETO CE W3BBPIIBAT C "TUNOBH u3Aenus
(M3NUTaTeTHA MOJIENIN), KOUTO Ca OCTAThYHO MPEACTABUTEIHH, 32 Hali-Ba)KHUTE CBOWCTBA HA PyTHHHO
00paboTBaHHUTE U3ENNS WIH IPOAYKTOBH IPYIIH.

4.4.1.19.6. Kpurepuute 3a MpOIYyKTOBUTE TPYIU M 33 M3MUTATEIHUTE MOIEITH CE OIUCBAT B
JOKJIaJa OT BAJIUIUPAHETO.

4.4.1.19.7. Bcuuku UW3MON3BaHU B IpaKTUKaTa METOAM 3a CTepuin3anus (JOKOJIKOTO
TPETHpPAHUTE OOEKTH Ca HAITBbJIHO MOYUCTEHU) TIOAJIEKAT HA BAJIUIUPAHE.

4.4.1.19.8. MamwuHHuTe (aBTOMATU3MpPAHUTE) METOAU 3a TOYMCTBAHE U JAe3WH(EKIHs ca
MPEINOYNTAHH, 3al[0TO IMOUICKAT Ha BaimuaupaHe. [Ipw TAX upe3 cma3BaHETO Ha MPEANUCAHUTE
napaMeTpu MOXKe Jla e rapaHTUpa OmNpeesieH KOMMUecTBeH e(eKT Ha IeKOHTAMHUHALIUS.

4.4.1.19.9. PpuHuTE TpOIIECH NPH TOYUCTBAHE U Je3UH(EKIHs TpsAOBa 1a ObAaT CBENEHH JI0



MUHUMYM M Ja ce wu3BbpuiBar BuHaru cbrmacHo COIl (TexHuyecku QUIIOBE, MHCTPYKIUH) IO
aJICKBaTHH CITPSIMO U3JICJIUETO U C JIOKa3aHa e(heKTUBHOCT METOJIH.

4.4.1.19.10.1. Benubx TOOMIIHO HAa CTepWIM3AI[MIOHHATAa amaparypa ce IMpOBEXJa BBHHIICH
KOHTPOJ Upe3 BATHANPAHE HA CTCPUITH3AIMOHHUTE POIIECH.

4.41.19.10.2. BanmuaupaHeTo ce€ HU3BBPIIBA OT HE3aBUCUMHU CKCHEpTH (BaJIMIATOPH),
MPUTEXKABAIIM HEOOXonuMaTa KBalu(UKAlMsS U MPABOCIOCOOHOCT 3a M3BBLPINBAHE HA Ta3W JCHHOCT
(Jiuna, crienuaiu3upaHy B U3BHPIIBAHETO HA BAIMAIIMOHHU IEHHOCTH).

4.4.1.19.10.3. Jlunara, KOUTO U3BBPIIBAT JICHHOCTH 110 BaJMJIUpaHE, HE TpsAOBa Ja ydyacTBaT U
He TpsAOBa J1a ca CBbP3aHH ChC COOCTBCHHMIIM HA JIPYKECTBA U €AHOIMYHU THPTOBIH, YUHTO MIPEIMET Ha
JNEHHOCT € MPOM3BOACTBO, BHOC M AMCTpUOyIHMs Ha o0OOpyaBaHe 3a OONHMYHA Je3uH(EKIus u
CTepUITH3AITHSI.

4.41.19.10.4. Jlumara, KOMUTO H3BBPIIBAT JCHWHOCTH II0 BaJuAWpaHe, HE TpsAOBa aa ca
CIy)XHTETM B JIe4eOHOTO 3aBeACHWE WM B clenuanu3upanarta Qupma, COOCTBEHHK Ha
CTEpUIIN3ALMOHHOTO 000pY/IBaHE.

4.4.1.19.10.5. Ilpu ynpaxHsiBaHE Ha JCWHOCTTA CH HE3aBHUCHMHTE BAIHJIATOPH MPEICTABAT HA
BB3JIOKUTENS ACKIapals, yIocToBepsiBaiia oocrosrencteara o 1. 4.4.1.19.10.3 u 1. 4.4.1.19.10.4.

4.4.1.19.10.6. Cnen mpuKIIOUYBaHE HAa BAIUIUPAHETO ce u3laBa [IpoTokonm 3a HW3BBpIICHA

BAJIMIAIMS HA CTEPHIM3AMOHECH POLIEC 10 00pasell.
IMPOTOKOJI
3a U3BbPUICHA BaJIUJalNAg Ha CTCPUIN3AIIMOHCH ITPOLICC

C HacTOSIUS TTPOTOKOI

(No/upeHTH(UKALNSA HA CTEPUIIN3ATOPA M MSACTO Ha HHCTAIHPAHE)
cbe cneanus pesyarar:  U3ABPXKAJI/  HEU3BPKAI
Pesynrarer [IOTBBHPXKIABA/ HE IIOTBBPXKIABA,
Ye MPOIECHT OCUTYPsIBA HCOOXOMUMOTO HABO HA TapaHTHPaHa CTCPUITHOCT BbB Bh3IPOU3BOANMA CTEIICH, TIPU YCIIOBHUE Ye Ca CITa3CHHU H3HC
Ha MPOU3BOIUTEIINTE, KAKTO U OMUCAHUTE B MPHUIOKEHUETO XaPaKTEPUCTHUKU Ha CTePILTU3AIMOHHNUTE TAPTH/IH.

Crnensaio BaauIallMOHHO U3IIMTBAHE:

(BUI M CPOK 32 U3BBPIIIBAHE HA U3MTUTBAHC
BanunupaHeTo € U3BBbPILCHO ChINIACHO M3UCcKBaHUATa Ha cTaHaapra EN ISO 17665-1:2006 1 xbM TO31 MTPOTOKOJ € MPUIIOKEH 3aIHC OT BC
U3BBPIICHU H3MEPBAHUS, KAKTO U TIOIPOOHO OMMCAHUE HA TTAPTHIUTES, KOUTO Ca WU MOTaT Ja ObJaT CTepUIH3HpaHy upe3 nporeca. Ha Bb:
€ TMPEeNaJCH JOKIA] 32 PE3YJITATUTE OT BAIUJAIIMOHHOTO U3MUTBAHE M CHOTBETHUTE MPEIOPBKH.

Jata: oo, Bamuaarop: ....occoveeeiiieieee

CnuchbK Ha NPUIIOKEHUTE KbM IIPOTOKOJIA JOKYMEHTH:

1. Konne oT TeXHUYECKHs MacopT Ha CTEPUIIN3ATOPA;

2. Onucanue Ha MPOAYKTOBUTE KaTeTOPUH, KOUTO ca MIIM MOTaT Ja ObAaT CTepHIM3UpaHH Ypes
TO3M MpoIieC, MapTuaHaTa(uTe) KOHPUrypanus(uun), odema u MacaTta Ha nmaprugara(ure);

3. OnucaHue Ha ONAKOBbYHATA CUCTEMA U METOJUTE 332 ONIAKOBAHE;

4. BanunauuMoHEeH IUIaH W JIOKJAJ] OT BaJUIUPAHETO, KAKTO M 3alHUC HA BCUYKU JAHHU OT



HaIpaBeHUTE U3MEPBAHMUS;
5. [loTBBpKACHUE 32 TOBA, Y€ U3MEPBATEIIHUTE YPEIU ca OWIN KaluOpHpaHu MpeaBapUTETHO,
BKJI. M BCSIKA, BKJTFOUEHA KbM CTEPHIIM3aTOpa U3MEPBATEIHA BEPUTa;
6. UneHTrmuHOCT W KBanu(UKalMs HAa BCHYKM YYacTBAIM JIMIIA TI0 OTHOIICHHE Ha

BaJIMIUPAHCTO,

7. Konmie 0T JOKyMEHTHTE 32 IPEMUHATO O0y4YEHHUE Ha JIMIATa, 00CIyKBallld CTEPUIIN3aTOPa;
8. Yka3aHus ¥ IJIaH 32 TEXHUUYECKA MOIIPHKKA Ha CTEPUIN3aTOpa;
9. Yka3aHus Ha IPOU3BOJIUTES.
4.4.1.19.10.7. [IpoTOKONBT 32 U3BBPIIEHA BATHIANNS Ha CTEPUIIM3AIMOHEH MPOIEC CE M3TOTBS
B 3 eK3eMIUIsipa - 2 eK3eMIUIIpa, KOUTO Ce ChXpaHsBaT B JIEYEOHOTO 3aBefeHHe W 1 ex3eMIusip 3a

BaJuaaTopa.

4.4.1.19.11. Ilpu u3BBpIIBAaHE HA JIEWHOCTHUTE IO BaJUAMPAHE CE CMa3BaT W3MCKBAHUATA HA
3aKoHa 3a 37ApaBOCIOBHU U 0€30MACHH YCJIOBHUS Ha TPyA M 3aKOHA 3a 3allUTa OT BPETHOTO BB3ACHCTBHE

Ha XUMHWYHHUTC BCIICCTBA U CMCCH.

4.4.2. Eranu Ha 00paboTKaTa B 3aBUCUMOCT OT KaTeTOPHsITa U 0COOEHOCTUTE HA METUIIMHCKUTE

A3ENHUs

Etanute Ha 00paboTKa Ha MEAMIIMHCKHUTE U3/IENUS Ca IOCOYCHHU B Ta0m. 4.
Tabmuma 4. ETanu Ha 00paboTka Ha METUITMHCKUTE W3ICIIUS

[Tpumep 3a TIpensa- 3aIbIDKATEITHA ETaTTi
PHUMCp p TTouuncTBane/ CreruaiHo Crepuiu- A
Kareropus MEIUIIMHCKO pUTEIHA Ha 00paboTKa,
JIe3UH(EKITUS 0003HauEeHNE 3amus
u3JIeNne 06paboTka 0c00EHU N3NCKBaHUS
Hexpuruunu EKT enekrponu X
ITomyxkpuTHunu
[Tone ae3nH(pEKIMS C
Je3uHd. CpeacTBa u
a) be3z ocobenn | ['mHekog0THYEH b. cp
X X X) MeTony,
M3UCKBaHUS CIIEKYITyM
MpernopbYaHu OT
HII3I1b.
IIpenopbunTeIHO €
aBTOMAaTH3UPAHO
MTOYUCTBAHE U
60) C noBumieHun | ['bBKaB €HIOCKOII X(1) X (X(2)) ne3nH(DEKus cropes
U3UCKBaHUS (racTpockor) IIPENOPBKUTE HA
HIBIIb.
JombaHUTETHU
MIPETTOPBKIL.
Kputnunu
IIpenopbunTeNHO €
aBTOMAaTH3UPAHO
a) bes ocobenn MTOYUCTBAHE U
) Exaptrop X X X
W3UCKBaHUS ne3nH(eKIus,

CTEPHITH3AITHS C
napa.




JIOITBITHATEITHO:
crienupuIHa
KBaJTH(UKANUA HA
obpabotsamys (1-Bo
HHUBO).
3aI1bIDKUTEITHO
Tpoakap ABTOMAaTH3HPaHO
(MUKPOWHBa3HBHH X(1) X (X) X MTOYUCTBAHE U
TIPOLICAYPH) TepMHUYHA
ne3uH(peKIus Ha
BCHYKHN
MPUHAIICIKHOCTH.

6) C moBuIIcHH
M3UCKBAHUSI

Ha BCUYKH
IIPUHAJICIKHOCTH.

CTepI/IJ'II/BaL[I/ISI C mapa

3a1bIDKUTEITHO
aBTOMAaTH3HUPAHO
IMOYKCTBAHE U
Je3uHpeKIus.
IMoaxonsig MmeTon Ha
CTepHUIIN3aIINs.

Bbpouxockor,
apTPOCKOIL,
HHCTPYMEHTH, KOUTO

ca OMITH B KOHTaKT C
B) C ocobeHo 3a yIpaBJlicHUE Ha
nuM(pHA WK HEpPBHA

BHCOKH X(1) X X X(3) Ka4eCTBOTO B
TBKaH OT IAIUEHTH C
M3UCKBaHUSI 00paboTBaIIOTO
BapHaHT Ha
3BEHO,

Oonecrra Ha cepTU(ULKPaHa 110
Kpoitudena-Skoode " b

Hanumuwne Ha cucrema

EN 1SO 13485/13488

(vCID)
OT aKpeAUTUPAH
opraH. AHanu3 Ha
pucka o EN ISO
14971.
3a0enexKu:

X! - mpenBapuTENIHO OYKCTBAHE, HEMOCPEACTBEHO CIIEN YIOTpeOa;

X? - B cily4au, IPU KOUTO €HIOCKOIIBT CE€ YIOTPeOsABa B CTEPUIHA KyXUHA (KOMIAPTUMEHT) Ha
TSJIOTO;

X3 - METULMHCKY U3JeIMsl, BAM3AIM B KOHTAKT ¢ JUM(HA WM HEPBHA ThKAH IPH MALUEHTH C
TpaHcMuUCHBHA crioHrH(opmena entedanonarus (Kpoiidena-Akooc (VCID), HeTepMUYHHTE METOIH 3a
CTepUIIN3aIs He ca JJoKa3aiH e(hUKacHOCT IO OTHOIICHNE MHAKTUBUPAHETO HA TIPUOHH,

X - mpoBeka ce 1o u3dop.

4.4.3. VHCTpyKIHMH 3a TPOBEKIAHETO HA OTACIHUTE pPAOOTHH CTHIOKHA (MPOLECH) MIPH
00paboTKaTa U CTepUIM3AIMATa Ha METUITMHCKY W3/IETNS B JIEYCOHNUTE 3aBEICHHUS

4.4.3.1. IIpenBapuTeIIHO MTOYNCTBAHE, CHOMpPAHE, TPAHCIIOPT U MEKAMHHO ChXPAHEHHE:

4.4.3.1.1. IlpenBapuTesHO MOYUCTBAHE:

[Ipn ommarane BBB BpEeMETO Ha CHIIMHCKOTO TOYHCTBaHE M JAe3WH(EKIUATa ce Hauara
MIPEIBAPUTEITHO TOYMCTBAHE U TIOAXOSINO ChXPaHEHUE PU CHOIFOaBaHE HA CIICTHOTO:

4.4.3.1.1.1. I'pyOute 3aMBbpCsIBaHUS M 3aCHXBAHETO HAa KPBbB M ThKAaHU IO MHCTPYMEHTHUTE CE
MPEIOTBPATIBAT 4Ype3 MOIXOAIIM TEXHUKU (Hamp. 4pe3 M30bpCBAaHE HA BBHHINHUTE 3aMbPCSIBAHUS U
U3IJIaKBaHe Ha paOOTHHUTE KaHAJN) HEMTOCPEICTBEHO Clie]] yroTpeba.

4.43.1.1.2. CpeacrBarta U TEXHUKUTE NPHU MPEABAPUTEIHOTO MOYUCTBAHE CE CHOOpA3SBAT C
nocJenBaimara oopadoTka ¢ 1ea u30sArBaHe Ha HeraTUBHU e(eKTH, Hamp. PUKCHpaHe HA OpPTraHUIHUTE
CyOCTaHIMM Ype3 TOIUIMHA WM aJICXUIU, TPUIOKEHH MPEAN CHITMHCKOTO MOoYUCTBaHe. V3KiIroueHus
ce JIoIycKar OT IVIeIHa ToYKa Ha 0e30macHOCTTa Ha o0paboTBalllvs MEPCOHAN B CUTYallud C MOBHILIEH
enuJIeMUYEH PHUCK, Hamp. o0paboTka Ha WHCTPYMEHTH, M3MON3BAHU MPH MAIMEHTH C WHQEKIUU OT



rpymnara Ha OCTpUTE 3apa3Hu 3a00JIIBaHuUs, PECII. IPU MAIUEHTH C 0COOCHO OMAaCHU MH(EKIINH.
4.4.3.1.1.3. 3non3Bar ce MpakTUKH, KOUTO HaMaJlsIBaT pUCKa OT KPUCTAIM3UPaHe Ha TEUHOCTH
B KyXUHUTE ¥ TyMEHUTE Ha UHCTPYMEHTHTE, 3al[0TO TOBA BOAU J0 MOBHILIEHA YYIUIUBOCT.

4.4.3.1.2. CrOupane:

[Tpu XUpyprudHUTE UHCTPYMEHTH C€ TPEIIOYUTa METOIBT Ha CyXOTO ChbOMpaHE Mpe] BIaXKHO
WM MOKPO ChOMpaHe (B ChJOBE C pa3TBOP).

4.4.3.1.3. TpancnopT v TpPaHCIIOPTHHU MbTHUIIIA:

[IpeBo3BaHeTO Ce M3BBPIIBA B 3aTBOPEHU KOHTEHHEPU U CHOTBETHO - B 3aTBOPEHU TPAHCIIOPTHU
cpenctBa. KoHTeliHepuTe M TPAHCIOPTHUTE CPEACTBA MOJUIEKAT CHIO HAa 0OpaOOTKa, ajeKBaTHA Ha
CBhABPKAHUETO (HAIP. CTCPUIN3UPAHA HHCTPYMEHTH B CTEPHIM3UPAHU KOHTECHHEPH ), U C LI N30sATBaHE
Ha KpbCTOCaHa KOHTaMmHHaIMs. [IpermopbuBa ce MPOCTPAHCTBEHOTO pa3leiisiHe Ha TPAHCTIOPTHUTE
II'BTHUINA, & B CIyYauTe, KOraTo TOBa € HEBb3MOXKHO, CE M3BBPIIBA BPEMEBO pa3/eiisiHE HA IMOTOIUTE OT
3aMBPCEHH M YUCTH (PECT. CTEPUITHU) MEIULIMHCKU U3JIEIHSL.

4.4.3.1.4. MexxTMHHO CbXpaHEHHUE:

[Ipn MEXIMHHOTO ChbXpaHEHUE C€ MpernopbuBa MPWIATAHETO HA MPUHLHUIA "IBPBU BIIA3bII,
IBPBU U3JA3BI", @ UMEHHO MEIMIIMHCKUTE W3JEHs, MOCTHIIMIN IIBPBH B 3BEHOTO 3a 00paboTKa, ce
npeaaBar IbPBY 32 CHIIMHCKO MUEHE, Ae3UHGEKINs U JIp.

4.4.3.2. [louncTBane (CHIIMHCKO MOYUCTBAHE):

EdekruBHaTa crepunusanus (IOCTaThYHO HUBO HA rapaHTHUpPaHA CTEPUIIHOCT) € Bb3MOXKHA
caMO TpU YUCTU MEIUUMHCKU wu3nenus. [lopaau ToBa MOYMCTBAHETO MMa OCOOCHO 3HAYEHHE B
ISJIOCTHUS TIPOLIeC Ha 00paboTKa Ha METMIIMHCKUTE U3/IEITHS.

[TounctBaneTo, ne3nHGEKIUATA, U3TUIAKBAHETO U CYIIEHETO MOTaT Ja C€ U3BbPIIBAT MAIIUHHO
(aBTOMATH3MpPaHO) WX MaHyaJIHO (pbYHO). MalTMHHUAT MPOIIEC UMa PEIrlia MPEANMCTBA TIPEl PhUHHUS,
a UMEHHO - TOJJaBa Ce IMOo-100pe Ha CTaHJapTU3MpaHE W BalWAMpaHE W HAMallsiBa pUCKa 3a JHUIATa,
M3BbpIIBaIIM oopadoTkara. [Ipu ppuHOTO MOUKMCTBaHE U Ie3MHPEKITUPAHE CE CITa3BaT MEPKUTE 3a JTUIHA
0e30macHOCT (MpeAma3sHo OONEeKIO0, TMpeanasHd OuWia, TMOAXOMAIIM PBKABHUIM, MOIXOSIIO
OBB3AyIIaBaHE W BEHTWIANMA Ha TmomenieHusTa). Jlesnndexnuara ce ochIIecTBsIBa caMoO C
He(UKCHpaIlly U ¢ JoKa3aHa e(hUKaCHOCT Je3UH(EKTaHTU MPU ClIa3BaHE yKa3aHUATA (32 KOHIICHTPAIUs
Y €KCIIO3UIINSI) Ha TTPOU3BOIUTEITUTE.

[Ipu mouncTBaHETO CE Cra3Bar CICIHUTE MPUHITUTIIN:

4.4.3.2.1. IocThITHOCT Ha BCUYKU TOBBPXHOCTH:

Bcuuky BRHIIHM M BBTPEIIHH MOBBPXHOCTH Ha MEAMIIMHCKUTE W3JEIHS J1a ca JOCTHITHH 3a
KOHTAKT C IMOYMCTBAIINTE U Je3uH(peKupanure cpeactra. OTBapsT ce BEHTHIUTE U KPAaHOBETE, KAKTO
1 BCUYKH MHCTPYMEHTH C IIAPHUPH, KaTO HOXKHIIM, ITUTIKH, KJIEeMH U Jp. KoMIIeKCHUTe HHCTPYMEHTH
ce pa3niobsBaT Mpu Bb3MOXKHOCT.

4.4.3.2.2. Orpann4aBaHe Ha pucKa OT OeNThYHA PUKCALUS U OTIATaHUS:

MeToabT M cpelcTBaTa 3a MOYUCTBAHE C€ MOAOWparT MO HAa4YMH, NMPU KOHUTO C€ MHHMMH3HpPA
PUCKBT OT OCTAThYHU OTJIAaraHus (KpbB, CEKPETH, ThKAaHHU), KAKTO U TIXHOTO (ukcupaHe. Dukcanusara
Ha OpraHUYHHU MAaTEPUH € TPEINOCTaBKa 32 KPbCTOCAHO KOHTAMHUHHUPAHE U MOTEHITUAITHO KOMIIPOMETUPA
CJIEJIBAIIINTE CTHITKU HA JE3UH(MDEKITNS U CTEPHITU3AIIS.

4.4.3.2.3. llpennoyntanue KbM ajIKaJTHU TOYUCTBAIIU CPEACTBA:

AJIKaJHHTE IMOYMCTBAIIM cpeacTBa (Hamp. 3aroruieH pa3tBop Ha NaOH) mpurexasar moOpa
e(prKacHOCT MO OTHOIICHHUE OTACISIHETO HAa MPOTEMHU M MAaCTU OT MOBBPXHOCTTA Ha MHCTPYMEHTHUTE, a
CBHIIIO ¥ U3BECTHO aHTUMHUKPOOHO JeHCTBHE.

AJKaTHUTE Pa3TBOPH ca arpeCUBHH CTIPSIMO MHOTO OoT Matepuaimte. [lopaau ToBa ciensa ga ce
MPEINOoYUTaT 3a yrnorpeda METUIIMHCKU H3JeJHsl, KOUTO ChIIACHO YKa3aHHUATAa HA MPOU3BOIUTENS CE
MOJITaBaT Ha aJIKAJIHO TTOYMCTBAHE.

4.4.3.2.4. IlpunoxxeHue Ha yATPa3BYyK:

VYrnTpa3BykbT yBenmuaBa €(UKACHOCTTA HA TIOYHMCTBAHE TPU OINpENeNeHH YCIOBUSA. B Te3m



CJy4yau C€ M3IO0JI3Ba NIOYMCTBAIIO CPEACTBO, KOETO € aKTUBHO B YCIIOBUATA HA TPETHPAHE C YITPA3BYK,
KaTo CTope] YKa3aHUATa Ha MPOU3BOAMUTENSI BPEMETO 3a E€KCIO3MWIMs C€ ChIVlacyBa C BPEMETO Ha
obOmpyBaHe. [louncTBamoTO BEmIeCTBO HE TpsiOBa Ja CHOCOOCTBA MOBTOpPHATA aaXxe3us Ha BEAHBK
OTJICJICHUTE Upe3 KaBUTALUATa OPraHUYHU MaTepuu. OrpaHUYEeHUSITA MPU U3MOI3BAHETO Ha YITPA3BYK
Ce€ OTHACSAT OCHOBHO 32 MEKHU U ChIIbPKAIIH Bb3AyX M3AENUs WIK KOTraTo ca HaJIMIE MAaCUBHH CIICIIBAaHUS
Ha M3/eJIMg WIM YacTH OT TAX, 3alll0TO YITPa3BYKBT c€ IMpeaaBa J1o0pe camo B TBbP/AAa M HEBUCKO3HA
Te4YHa cpefa. 3apekIaHeTo Ha yATpa3ByKoBaTa BaHa TpsiOBa Ja cTaBa MO HAuWMH, KOMTO IMO3BOJISBA
n30sTBaHe 00pazyBaHeTO Ha "CSAHKA", T.€. BCHUKH MOBBPXHOCTH J]a Ca TIOKPUTHU C TEUHOCT. YATPA3BYKBT
MOXKE Jla JTOBee JO IOBHINABAHE Ha TEMIIeparypara M CHOTBETHO HETAaTHBHO BB3ACHCTBHE BBHPXY
MEIUIUHCKOTO U3JIeJUe, MOPaand KOETO C€ MPEANOoYUTaT ypeau ¢ BrpajJeHa CUCTeMa 3a TeMIlepaTypeH
koHTpod. C omien Ha Ge30MacHOCTTAa 3a pabOTEIIUTE Ce MPEeANoYUuTaT ypeau (YITpa3ByKOBH BaHH) C
Karak.

4.4.3.2.5. PyruaHa noaiphKKa Ha ypeauTe U paOOTHUTE CPEIH:

C omen Ha HaMmalsiBaHE PHUCKa OT KPbCTOCAaHAa KOHTAMUHAIUMS W TOKCHYHU OCTaTbLUU OT
MOYHUCTBAIIA CPENCTBA PAOOTHHUAT PA3TBOP C€ CMEHS NPU BHIMMO 3aMbPCSIBAHE HAW-MAJKO BEIHBK
nueBHO. C 1en u30srBaHe oOpa3zyBaHETO Ha OMOGUIM paObOTHUTE BaHU C€ MOYMCTBAT MEXAaHHYHO M CE
ne3uH(EKIpaT eKeTHEBHO.

4.4.3.3. lesuadexums:

Metoaute 3a Ae3uH(pEKIHS Ha MEAULIMHCKUTE W3JeiHs B JieueOHUTE 3aBelcHHs TpsOBa 1a
UMaT Joka3zaH OakTepunuieH, GyHrunuaeH u BupycomuaeH edext. [Ipy KOHTaKT Ha KOXKa M JIMTABUIIH C
MOYUCTEHO U Ae3WH(EKIHUPAaHO MEIUIIMHCKO M3/IeNUe PUCKBT OT Bb3HHKBAaHE Ha MH(EKIus TpsOBa na
ObJ1e U3KITIOUEH.

[Tpu nesundexusITa Ha MEAUIIMHCKUTE U3JIENINS C€ CIa3BaT CIEAHUTE MPUHIUIIH:

4.4.3.3.1. Ilpeaqnoyntanue Ha TePMUIHATA JEe3MH(DEKIUSI B MISUTHO-I€3MH(DEKITMOHHN MaITHHH
(MIM)

Tepmuunara nesuadexius B MJIM ce npeamnodnrta npes XUMAYHUTE U TPe]] TePMO-XUMUYHUTE
METOJIM TIOPaJI TTO-BUCOKATA CH HAJIEKTHOCT B IPAKTUICCKH YCIIOBHSI.

4.4.3.3.2. OrpannuaBaHe Ha pUCKa OT OenThYHA QUKCAIHS U OTIaraHus:

KaxTo nmpu mouncTBaneTo, Taka v npu ae3uHGEKIIsITa € He0OX0IUMO Ja ce U30ArBa pUCKbT OT
¢dbukcupane Ha OpraHUYHU MaTepuu (KPbB, CEKPETH, ThKaHU) BbPXY MOBBPXHOCTUTE HA MEIUIIUHCKUTE
U3JeNns, 32 Ja He ce KoMIpoMmeTHpa e(DeKThT OT MPEIIIeCTBAIIUTE W OT TOCIEABAIIUTE €Tamd Ha
obpaboTkara (Hamp. crepuwnu3anus). Ako B o00paboTkara Ha JaJCHO MEAMIIMHCKO W3JACNIUe Ce
MPEIBUKIA U CTEPUITH3AIIMS, C€ N305TBa MPIJIOKEHUETO HA aTKOXONU U allZICXUAH 32 Ie3UH(EKITHS.

4.4.3.3.3. Xumu4Ha/TepMO-XUMHYHA Je3uHbekus B MJIM:

3a XuMU4HA/TepMOo-XuMHUYHa Ae3uHdekns B M/IM ce u3non3Bar camo Je3uH()EKTaHTH, KOUTO
ca TpeTnopbYaHN OT MPOM3BOAMUTENS Ha 0a3ara Ha M3MUTAHMS B yCJIOBHITAa Ha MaliuHEH mporec. He
BCUYKU JI€3UH(EKTAHTH, MPEABHICHU 3a MaHyalHa Je3uH(eKIHs Ha MEAMIMHCKH W3JEeNus, ca
JOCTaThuHO e€(EeKTUBHU TIpH ne3uHpexus B MIM.

4.4.3.3.4. Cna3BaHe yKa3aHHATA Ha POU3BOJIUTEIIUTE:

[Tpu nesuHpeknusITa OT 0COOCHA BAYKHOCT € CIa3BaHETO Ha yKa3aHUSATA HA TMIPOU3BOAUTEINS HA
npujarands Je3MH(EeKTaHT OTHOCHO KOHIIGHTpalusiTa U BpeMeTo 3a ekcrno3uuusa. Bpemero 3a
EKCIIO3MIIMS Cie[Ba ChILIO Ja C€ OTYMTAa NpPH OpraHU3MpaHE Ha LSUIOCTHUS TEXHOJOTMYEH IUKBI B
LICCM.

4.4.3.4. 3nyiakBaHe U U3CylIaBaHe:

[lenTa Ha M3MIAKBAHETO € J1a C€ OTCTPAHAT HAMMBIHO OCTATHUUTE OT MOYKMCTBAIIM CPEACTBA U
ne3uH(eKTaHTH, 3a a ce W30erHar eBeHTYaJ HH Jpa3HEHUS U aJepruyHU PEeaKIUH NPy MAlUeHTUTE U
nepconana. ToBa ce mocTura 4pe3 MHTEH3WBHO M TPIIKIMBO M3IJIAKBaHE, YUHUTO €(eKT 3aBUCH OT
EKCIO3UIINATA, TEMIIEpaTypara U OT KOJTMYECTBOTO U KaY€CTBOTO HA M3IMOJI3BaHaTa BOJA.

[To orHOomeHue Ha BojaTa, KOSTO CE€ M3MOJ3Ba 3a W3IUIAKBAHE M M3CYIIaBaHe, CE CIla3BaT



CIIETHUTE IPUHIIHITH:
4.4.3.4.1. XuMrU4HA YUCTOTA HA BO/IATA:

3a M3IUIaKBaHE HA TMOYMUCTEHH M JAE3MH(PEKIMPAHU MEIUIMHCKH H3AENUs Ce U3IO0N3Ba
JNeMUHepaTu3upana Boja ¢ Iell M30SrBaHe Ha KOPO3Hsl U M3KPUCTAM3UPAHE HA OCTATHIM OT PAa3TBOPH.
Koposusita u kpucranuzanusata (oObpazyBaHe Ha KPYCTH) BOAST IO MOBPEXJAAHE HA MEIUIIUHCKUTE
W3JICNINS U MOTaT J]a KOMIIpOMeTHupar eekra oT mocieBamiara CTepuaIn3amusi.

4.4.3.4.2. MukpoOHOJIOTHYHHA CBOWCTBA:

443421 3a wusulakBaHe Ha MEOULUHCKU U3AeIAs 0e3 0CO0EHM W3UCKBAHUA KBM
o0OpaboTkara ce J0ITycKa M3MO0JI3BaHETO Ha BOJA ¢ KaYeCTBa, EKBHBAJICHTHU Hali-MaJIKO Ha Ka4ecTBaTa Ha
NUATEHaTa BOjA.

4.4.3.4.2.2. 3a w3IUIakBaHe HA MEIUIIMHCKHA W3JCIUS C TOBHUIICHH W C OCOOCHO BHCOKH
U3HUCKBaHMS KbM 0OpaboTkata (€HJOCKOMH, HHCTPYMEHTH 3a MHUKPOMHBa3HBHA XHUPYpPIrHs U
WHCTPYMEHTH C JBJITH U TECHH JIyMEHH) U KaTO CE UMa MPEBU]] YeCTOTO KOHTAMHHHUPAaHE Ha BOJAaTa OT
BOJIONIPOBOJHATA MpeEKa C BiaroaoOuBu Oakrtepum (Hamp. Pseudomonas, Legionella, arunwunu
Mycobacteriag), ce uznckpa ¢cBoOOaHA OT (PaKyITaTUBHU OAKTEPHH BOJA, HAIPHMEP BOAA C KAY€CTBOTO
na Aqua purificata (npeuncrtena Boaa) wiu Aqua ad injectibilia (umkekimonna Boma). OCUrypsiBAaHETO
Ha HEOOXOIMMHUTE KOJIMYECTBA TaKaBa BOJAA CTaBa 4Ype3 M3IOJI3BAHETO HA TOAXOMSIIM CHCTeMH (3a
CTEpHJIHA BOJA).

4.4.3.4.3. N3cyumiaBaxe:

3a u3cymaBaHe ce IpernopbhyBa Bh3AyX MoJ HasIrane. HeqocTarbuHOTO M3CyIIaBaHe, 0COOCHO
Ha MEIUIIMHCKH U3JeNus C MOBUIICHH U3UCKBaHHUS KbM 00paboOTKaTa, MpU €BEHTYalHO M3IUIAKBAHE C
KOHTaMHUHHUPaHA BOJIa BOJU JI0 YBEJIMYaBaHE Ha OMOJIOTUYHHS TOBAP BHPXY H3/ICITUETO.

4.4.3.5. PyTUHEH KOHTPOJI MPU MOYUCTBAHETO:

CaMo 4MCTUTE MEIUIIMHCKY W3JIENHs Ce TIOJIaBaT Ha HAJICKIHO cTepuin3upane. ToBa Hamara
PYTHHEH KOHTPOJI Ha pe3yJiTaTa OT MOYUCTBaHETO. KOHTPOIBT ce MpoBexia upes:

4.4.35.1. WNucnekiusi: Bcuuku (BBHITHM W BBTPEIIHH) MOBBPXHOCTH HA MEIUIIMHCKHUTE
W3NS TPSOBa J1a ca CBOOOIHU OT BHIUMH C HEBHOPHKECHO OKO 3aMbpcsBaHUsA. [Ipw METUITMHCKU
U3JIeNNs C TIOBHILEHU M ¢ 0COOEHO BHCOKM M3UCKBAHMS CIPSMO 0OpaboTKara ce Hajara U MoJI3BaHETO
Ha CpEJICTBA 32 ONTHYECKO yBenmdeHue. OCBEH 3a YUCTOTA HA TO3W €Tall METUITMHCKUTE W3JCIHS Ce
MpOBEPsIBAT 32 MHTAKTHOCT M TEXHUYECKO aMOPTH3UpaHe (HaIp. ChbCTOSIHME Ha MaTepuaia, HaJlu4he Ha
MyKHATUHU, KOPO3HPATH TOBBPXHOCTH).

4.4.3.5.2. OOeKTUBHU METOAM (TECTUHAMKATOPH): B paMkuTe Ha pyTHHHUTE MPOBEPKH 3a
JIOKa3BaHE HAa OPraHMYHU 3aMbpcsBaHMs, cbriacHo cranmapra EN SO 15 883 u karo wact ot
CUCTeMara 3a OCUTypsiBaHE Ha KaueCTBOTO, CJIE/IBA J]a Ce Mpuiarar 1 OOEKTUBHU METOJU, KaTo:

4.4.3.5.2.1. xonmnuectBenute metonu, Harp. OPA criekrpodoToMeTpryeH TecT;

4.4.3.5.2.2. mOMTyKOTUYECTBEHUTE METO/IU, HAMp. TECT 1o Biuret;

4.4.3.5.2.3. xKaueCTBEHUTE METOY, HAMp. KIIACUYECKN HUHXUJIPUHOB TECT.

B cinyuante, koraro pe3yirarbT HE MOXE a Oblie OIICHEH Ype3 MHCIEKIUs (KyXUHH, TBJITH U
TECHU JYMEHHU, KPUTHYHU MEAMIMHCKH M3JEJHs C TOBHUIIEHH M C OCOOCHO BHUCOKM HW3HUCKBAHMS),
Ka4eCTBOTO Ha MOYUCTBAHETO W JE3MH(EKIUsATa TpsOBa ga ObJle TapaHTUPAHO HA TEXHOJOTUIHO
paBHHUILIE - Ype3 BATUIMPYEMHU aBTOMATU3UPAHH MIPOLIECHU U PyTHHEH MapaMeTPUUEeH KOHTPOII.

4.4.3.6. Texuuuecko 0OCTyXBaHE U MOJAPHKKA HAa MEIUIMHCKHTE m3nenus. [IpoBepka Ha
(byHKIMOHAIHATA TOJJHOCT:

Crnen mpoBepkaTa 3a YHCTOTa MEIUIIMHCKUTE H3ACNUSl TMOJJIeKAT HAa PYyTHHHA TEXHHYECKa
MOJUIPHKKAa W TpOBepKa Ha (YHKIMOHATHATA TOAHOCT. llenTa Ha TpPOBEpKHUTE 3a YHCTOTA U
(GYHKIMOHATHO-TEXHUYECKa TOJHOCT € HW3KIIOYBAaHE OT IMKBJIa Ha 00paboTka Ha MEIUIIUHCKUTE
U3JeNAsA, KOWTO HE Ca IIOYUCTCHH C(QEKTUBHO WJIH KOUTO Ca CTaHadd HETOJHU BHB
(YHKIIMOHATHO-TEXHUYECKO OTHOIIEHHE W/WIM ChCTOSHUETO UM HE T[I03BOJISIBA  HAJAEKIHA
CTepUITU3AIHSI.



Bunst u 00XxBaThT Ha O0O0CIYXBaHETO M (YHKIHMOHAIHHUAT TECT 3aBUCAT OT BHJA Ha
MEJHMIIMHCKUTE W3NS W OT yKa3aHWATa Ha MPOHM3BOAUTENs W momiexar Ha BnucBane B COIl Ha
oOpaboTBaiioro 38eH0. He TpsiOBa na ce momycka KOHTAaMUHHpAHE HA METUIIMHCKU U3IETUs C BPEIHH 32
3paBeTo CyOCTaHIMHU (HAIp. TOKCHYHH CMa3KH) WIIM C YaCTHUIHU (TaJIK), KOUTO €BEHTYaJIHO MOraT Ja
IIPEMUHAT Mpe3 Cie/BalliTe eTany Ha o0paboTKaTa KaTo HOCUTETU Ha MUKPOOPTraHU3MHU. 3a CMa3BaHE
ce JIOMyCKaT CTeIHUaTHU cCMa3Ku (MEIUIIMHCKN OeTi Maclia), KOUTO HE BIUSAT BbPXY €(PHUKACHOCTTTA Ha
CTepUIN3ALUATA.

4.4.3.7. OnakoBaHe:

4.4.3.7.1. IIpyHIIMIIN HA ONTAKOBAHETO:

[lenTa Ha omakoBaHETO € Ja MPeAOTBPATH PEKOHTAMUHAIIMS HA MMOYUCTEHUTE, Ne3UH(EeKIMpaHu
U CBCHTYAJIHO CTCPWIIM3UPAHU MEIUIMHCKHA W3JCNUS, PECIl. Ja T'Y 3ama3d CTCPWIHH JO MOMEHTa Ha
ynotpeba. OnakoBaHeTO, pecil. BUAbT Ha OMAKOBKaTa cje/iBa Aa ObJIaT choOpa3eHu Che:

4.4.3.7.1.1. meToga Ha cTepwiIHM3alysl (1a HE BB3MPENATCTBA KOHTAKTa HA CTEPHIIM3HPAIIHS
areHT - napa, ras, J'b4d, ¢ MOBbPXHOCTUTE HA METUIIMHCKUTE U3/IEIHs);

4.43.7.1.2. cmoiicTBaTa Ha MEAWIMHCKUTE W3ACIUs (HANp. Ja TMpeanasBa MEXaHUYHO
YYBCTBUTEIHUTE YACTH HA MEIULIMHCKUTE U3ENNs);

4.4.3.7.1.3. HaunHa Ha TPAHCIOPTHpPAaHE M CbXpaHCHHE (EBEHTYaJHH MEXaHUYHU
HATOBapBaHUSA).

OnakoBaHeTo TpsOBa Jla CTaBa KOJIKOTO C€ MOXKE MO-CKOPO CIIe/ MOYMCTBaHE, Ne3UMH(EKINS U
npoBepKa Ha (PyHKIIMOHATTHATA TOTHOCT.

4.4.3.7.2. BUnoBe OImakoBKU:

OnakoBkuTe OWBAT:

44.3.7.2.1. IIevpeuuna ("crepunaHa") ONMakoBKAa - BiIM3a B KOHTAKT C TMOBBPXHOCTUTE Ha
MEIMIIMHCKHUTE U3JICNIUs U Wrpae pojisaTa Ha HEMPOMYyCKIIMBa Oapuepa 3a MUKpOOpraHusMurte. HaunmHbT
Ha MBbPBUYHO OIAKOBAHE U MOAPEXKIAHETO HA ONAKOBAHWTE MEIWIMHCKU H3/ENus BbB BTOPHUYHATA
OIMaKoBKa (KOoTelHep) TpsiOBa Ja ca TaKuBa, 4e Ja MO3BOJSBAT ACENTHYHO U3BAXKIaHE HA MEIUIIUHCKUTE
U3JIeHs 3a yrnoTpeoa;

4.43.7.2.2. Bropuuna ("mpenmasHa') omakoBKa - OCHIypsBa MeEXaHWYHA 3alldTa Ha
IbPBUYHATA OTIAKOBKA, PECII. IPEIOTBpATIBa HapyIlaBaHe Ha OapuepHarta QYHKIHS U CTEPUITHOCTTA;

4.4.3.7.2.3. JlonbnautenHa ("TpaHCIOpTHA") ONAKOBKA - HE € 3aJb/DKUTCIHA, YJICCHSIBA
TPAHCTIOPTUPAHETO M ChXPAHEHUETO HA METUITMTHCKUTE U3IEIHSL.

4.4.3.7.3. OnakoBbUHM Marepuagd. MarepuajinTre 3a OIIAKOBaHE, pECIH. OIMAKOBLYHUTE
(OapuepHHTE) CHUCTEMH CleIBa Ja OTroBapsAT Ha HW3HMCKBaHMATa Ha craHgapra EN 868, xaro
MPUIIOKEHUETO U ChbXPAHEHHETO MM, BKJI. CPOKOBETE Ha TOJHOCT, OMBAT yKa3BaHU OT MPOU3BOJUTEIIS.
Heobxomumo € B cuctemara 3a OCHTypsiBaHE Ha Ka4eCTBOTO B 00paOOTBamIOTO 3BEHO jaa Oble
MPEIBUICH MEXaHU3bM 3a CIIUPAHE OT YIoTpeda Ha METUIIMHCKH WU3JICIHS, TIPH KOUTO IMPOU3BOIUTEIISAT
€ TpeAnucan onpeaeneH (orpaHuyueH) Opoii UKIN Ha 00paboTKa.

4.4.3.7.4. OmakoBpbuHu MammHA. ONAKOBRYHHTE MAIIMHH 32 MEKH IPO3PAadyHU OIAKOBKH
MOJUIeXKAT Ha PEOBEH KOHTPOJI, MEePHOAMYHA TEXHUYECKa MOAJIPHKKA M U3MUTBaHE (3a Temreparypa,
CHJIa Ha HATUCK IPU 3aredaTBaHe, SAKOCT Ha OMbH Ha mieBoBeTe chrmacHo EN 868-5, Anekc D), karo
pe3yiTaTUTE ce BIKMCBAT B CHEIMAJICH JKypHAI.

4.4.3.7.5. Konreiinepure (BTOPUYHH TBHPAU OMAKOBKH) 32 MHOTOKpAaTHa ymoTpeda Mojiexar
Ha BH3yallHa U (PyHKLMOHAJIHA IPOBEpKa ChOOpa3HO YKa3aHHUATAa Ha MPOM3BOIUTENS MpEAHu BCsKa
crepunmu3anusi. KoHreiiHeputre TpsiOBa na ca cHAaOACHM C WHIUKATOp Ha 3aKIIOYBallaTa CHCTEMa,
MOKa3Balll JIajdu ca OWIM OTBapsSiHU CJIEN CTEpHIN3aIisa. AKO KOHTEHHEPHT € OMJI OTBOPEH IO HIKAKBa
MPUYMHA, HO CHIBPXKAIIUTE CE€ B HEr0 CTEPWIHM MEAMIIMHCKHM W3JeNHs He ca OWIW HM3IMON3BaHU, TO
KOHTEHHEPHT MOMJICKH 3abJDKUTEITHO Ha PECTEPUIIN3AIUS MPEIN M3IMOI3BAHETO HA O3HAYCHUTE KaTO
"cTepunHU" MEIUIMHCKK u3lenus. TexHuyeckata MoJApbKKa M oOpaboTkara Ha KOHTEHHEpUTE ce
onucsa B COII Ha 06paboTBaIioTo 3B€HO.



4.4.3.8. O603HayaBaHe (€TUKETHPAHE) HA MEAUIIMHCKH U3/IEIIHS:

OnakoBaHOTO MEIUIIMHCKO W3Jeine ce 0003HauaBa MO HAYMH, KOWTO ITO3BOJISIBA HETOBOTO
pasno3HaBaHe. OcBeH HIeHTHU(UKAIUS HA BUAA HM3/ETUE OMaKoBKaTa TpsOBa Aa Obae oOoO3HaueHa C
JAHHY 32 CTEPWIIM3AIMOHHUS ITUKBJI, PECI. 32 METOJa, JaTara U 4aca (eBeHTyalnHo Ne Ha mapTuja) Ha
cTepuian3anus, T.e. Ja IO03BOJsBAa MpOCiesBaHE Ha KOHKpETHaTa MapTHIa W CHOTBETHO - Ha
U3BLPIIWIHS cTeprin3anusara. OCBEH Te3H JIaHHU OMAKOBKaTa TPSOBA J1a ChIbpKa CICAHUTE JAHHHU:

4.4.3.8.1. cpok Ha TOIHOCT;

4.4.3.8.2. 0coOeHM U3HUCKBAHMS 32 ChXpaHEHUE.

O6o03HauaBaHeTO HE TPsIOBaA /1a BIUsE HA Ka4eCTBaTa Ha OMAaKOBKaTa.

[Ipu crepunuzanus ype3 BbHIIHA (32 T1eUeOHOTO 3aBEe/IEHUE) YCIIyTra U3MBIHUTEIAT Ha yCIIyraTa
cJelBa Jia Cra3Ba M3MCKBaHUATA KbM 0003HaUeHMsITA (eTUKeTHpaHeTo) Ha ctanaapTa EN 980.

4.4.3.9. Crepunuzanus:

N360pbT Ha MeETOJ 3a CTEePWIM3AlMS 3aBUCH OT BHJAa HA MEIAWIIMHCKUTE W3JENUS U OT
CHOTBETHHUTE YKa3aHUS HA MPOU3BOIUTENIS, KATO € HEOOXOIMMO J1a CE CTa3BaTr CIeIHUTE MPUHIIUITH:

4.4.3.9.1. TlpennounTaHue Ha CTepWIM3alnuaATa ¢ ropema napa: Ilpu TepMocTaOMIHUTE
MEJMIMHCKH M3JeIHs 32 MHOTOKpaTHa yrnorpeda ce MpeArnouynTa CTepUIn3alusaTa ¢ Topelia HacuTeHa
mapa 1o METOAWTE, CTaHmaptusupanu oT EBpomeiickus komureT mo cranmaprusanus (CEN) wu
BB3MpueTU B brarapckus appxkasen cranaapt (BAC).

4.4.3.9.2. He ce nonycka cTepuin3aius Ha XUPYPruuH UHCTPYMEHTH ChC CyXa TOIUIMHA.

4.4.3.9.3. PaBHOMepHO pasmpencieHHe Ha Imapara upe3 BakyyMm: CrepuiM3alliOHHUTE
nporpamu TpsiOBa Ja ChAbpKAT Hal-Mallko enHa (pa3a Ha eBaKkyHpaHe Ha BB3AyXa OT KaMepara ¢ Lel
OCUTYpsSIBAHE Ha YCJIOBHS 32 PaBHOMEPHO pa3mpesesieHne Ha mapara. HamexaeH Bakyym ce MOCTHTa
€IMHCTBEHO Ype3 MHTETrpHUpaHa B aBTOKJIaBa Bakyymmomia. JleficTBHeTO Ha HaBiIH3alllaTa napa camo 1o
cebe cu He MOXKe J]a OCUTYPH HaJISXKTHO M3TIACKBaHE Ha Bh3/lyXa OT KaMepara Ha aBTOKJIaBa.

4.4.3.9.4. EqnorunHoct Ha napruaure: [IpeanouynTa ce 3apekaane Ha KaMmepaTa C €IHOTHITHH
naptuau  (camMo TEKCTHJI, CaMO HMHCTPYMEHTH). 3apeXIaHeTo Ha MNapTuaure TpsOBa ma e
CTaHJAPTU3UPAHO W JIa TIO3BOJISIBA PEIIPE3CHTATUBHOCT HA M3MEPBAHUSATA TIPH BaTHIUPAHE.

4.4.3.9.5. CpoTBETCTBHE C €BPOINEUCKUTE HOPMH M CTaHAApTH: METOABT 3a CTepuiIM3aIus,
KaKTO W 3a/IaJICHUTE TapaMeTpH CJe/[Ba J1a OTTOBApSAT HAa M3UCKBAHUATA HA CHOTBETHHTE €BPOTICHCKHU
CTaHJaPTH, KAKTO U HA JAHHUTE OT BAJTHMJIAIMOHHUTE TPOTOKOIH.

4.4.3.9.6. O6mm Mepku 3a Oe30macHOCT: Pa3ToBapBaHETO Ha CTEPUIM3ATOPUTE CE M3BBLPIIBA
cleq OXJaKJaHe, pecil. cliell HeOoOXOIMMOTO BpeMe 3a jerasainusi (CTepUIN3aTOpHu C Ta3), ChIVIACHO
yKa3zaHusATa 3a 0e30MacHOCT, KaTo ce H30sArBa OOpa3yBaHETO HA KOHJEH3HA BJIara W EBEHTYATHO
MOBPEXJAaHE UM KOHTAMUHUpPAHE Ha OMAaKOBKHUTE. XMMUYHATA/TEPMO-XUMUYHATA CTEPUIN3ALUS C Ta3
(eTmiieH-okcu, Gopmanmexua) TpsAOBa J1a € ChoOpa3eHa ¢ M3UCKBAHHMATA Ha 3aKOHA 3a 3allluTa OT
BPEIHOTO BH3/ICHCTBHE HAa XWMHUYHH BEIIECTBA W CMECH, KaTO BCHYKU PAOOTHU CTBHIIKH Ca ONMUCAHU
noapo6Ho B COII Ha 06paboTBaIOTO 3BEHO.

4.4.3.10. PyTuHEH KOHTPOJI U BAIMIMPAHE HA JCKOHTAMHUHAITUATA M CTCPIITH3AINATA:

[IpaBunHOTO TpOTHMYAHE HA TPOIECUTE B CTEPUIM3ANUOHHUS UUKBI TOMJIEKH Ha
HETIOCPEACTBEH KOHTPOJI, KOUTO C€ OCHIIECTBSIBA UPE3:

4.4.3.10.1. U3zBbpmiBane Ha mapameTpuueH KoHTpoi: [IpocnensBaHe W JOKyMEHTHpaHE Ha
OCHOBHHTE ()M3UYHU IMApaMETPH - HAJISTAHE, TEMIIEpaTypa U BpeMe.

4.4.3.10.2. TTapaMeTpUYHHSIT KOHTPOJ HA MPOLECHUTE MO ACKOHTAMHUHAITUS ¥ CTCPUIIU3AIMS CE
MpoOBeXAa OT IMepcoHajda Ha Je4yeOHOTO 3aBeJeHHEe PYTHHHO 3a BCsKa MapTHUaa Ha Oas3ara Ha
pasmevyaTkuTe OT MAIIHHATE (MHSUTHO-E3UH(DEKIIMOHHN MAIIUHU M CTEPIIIN3ATOPH ).

4.4.3.10.3. Haif-Manko BeIHBX TONWIIHO, KAKTO M CJeJ BCSKa MPOMSHA B 3a/aJCHUTE
napaMeTpu Ha pabOTHHTE mpomecw (pecl. Ha MPOrpaMHTE) Ha YCTPOKMCTBAaTa 3a IOYHCTBAHE,
ne3uH(MeKIys, OmakoBaHe M CTepWIM3MpaHe Ha MeauiuHcku wm3aenus (MM, yaTpa3BykoBH BaHH,
OITAKOBBYHU MAIIMHH, CTEPHIIN3ATOPH) WK CJIe OTCTPaHsSBaHE HA MOBPEIX HA CHIIUTE CE MPOBEKIA



MpoIeaypa MO PEBATHINPAHE B ChOTBETCTBUE C OMPEIEICH MTPOTOKOIL.

4.4.3.10.4. XuMUYHHM UHAWKATOPH: BCska BBHIIHA OIMAKOBKA M BCSKA MapTHIa HA MaTepUaInuTe
3a CTepUIM3HUpaHe MOAJEKAT HAa KOHTPOJI upe3 XMMUYHU HMHIUKaTopu B cboTBeTcTBHE ¢ BJIC EN 1SO
15882:2003, kato 3a rojxemMu OOTHHYHU CTEPHIIN3ATOPU € HEOOXOIMMO WHIMKATOPUTE Jla ca Hal-Mallko
Knac 4 cnopen knacudukanusta Ha bJIC EN ISO 11140-1:2006.

4.4.3.10.5. TecT 3a npoHHMKBaHEe Ha mapara: ExxeJHEBHO Mpeau 3alouBaHe HAa padoTa MapHUTE
CTepUIIN3aTOpH (ABTOKJIABHMTE) MOMJICKAT Ha BaKYyMTECT W TECT 3a NMPOHHMKBaHE Ha mapata (Bowie &
Dick) win antepHatuBeH Ha Hero TecT. [Ipeq pbhbUHO MPUTOTBEHUTE CE€ MPEANOYUTAT TOTOBHTE 3a
ynorpe0a BaluIMpaHU TECTOBE.

4.4.3.10.6. buonornunu uHaukatopu: Haii-Manko BeOHBK CEIMHUYHO CTepUIM3aTOpuTe (mMapa,
STWICHOKCHJ, (OpMaJIIEXU]], Ta3-Tula3Ma Ha XUJAPOTSH-TICPOKCH]) IOJISKAT Ha KOHTPOJI dYpe3
OMOJOTMYHU UHIUKATOPH.

4.4.3.10.7. Busyanen koHTpon Ha mnaptumute: Cremn BCEKHM CTEPHIM3ANMOHEH IMKBI CE
IpoBepsiBa J1ajii OMAKOBKUTE Ca CyXU M MHTAKTHU (C HEHapyIIeHa LSI0CT).

4.4.3.10.8. Tlpu crepwimsanusi ¢ CTHICHOKCH] 3aIb/DKHTEITHO CE KOHTPOIMpa W 3amlucBa
crenupuUYIHOTO BpeMe 3a Jiera3aius Ha BCsAKa nmapTuaa (Moxke Ja ObAe pa3inyHo 3a pa3IndHUTE BUIOBE
MEIUIIMHCKH U3JIENHsI, ChOTBETHO 32 OT/ICTHUTE MaPTUIH).

4.4.3.11. lomyckane 3a ynorpe0a Ha CTEPHIHA MEIUITUHCKH U3/ICITHS:

JlomyckaHeTo 10 ynorpeda Ha "CTEpUITHO METUITMHCKO u3zienre" MpeAcTaBlsiBa MOTBbPXKICHUE
3a ChOTBETCTBHE.

4.4.3.11.1. TlpennocraBka 3a JOMyCKaHe 0 yrnmoTpeda Ha mapTuaa OT "CTEPHIHH MEIUIIMHCKH
u3nenus’ € pe3yaTaTuTe OT PyTHHHHS KOHTPOJII J1a ChOTBETCTBAT HA 33JIaJICHUTE 32 ChOTBETHUSI METOJT Ha
crepunmu3anus napameTpu (cbabpxar ce B COIl u BbB BaluIallMOHHUTE MPOTOKONH). JomyckaneTo 10
ynorpeba ce JTOKyMEHTHpa ¢ TMOJINCa Ha PHKOBOAMTENsS Ha 3BeHOTO 3a obpabortka (LICCM) unm Ha
YI'BJIHOMOIIIEHO OT HETO JIMIIE ¢ HeoOXoAnMaTa KBaaupuKaius.

4.4.3.11.2. He ce nomyckar 10 ynorpeba CTepHIN3UPAHA MEIUIIMHCKU U3CIIHS:

44.3.11.21. 3a KOWTO pe3ylITaTHTE OT pPYTUHHHUS KOHTPOJ TPU CTEpWIM3ANMATA HE
CHOTBETCTBAT Ha 3aJa/ICHUTE TTapaMeTpH;

4.4.3.11.2.2. 3a KoUTO WMa CHMHEHHE, 4e o00paboTkaTa (BKIIOUMUTEIHO ETAlUTe TMpeIu
CTEpUJIN3aIUsl) HE € TIPOTEKIIa M0 MPEANrCaHue.

4.4.3.11.3. [lonmycHatuTe 10 ynorpeda CTepUIM3HpaHU MEIUIMHCKHA H3Jeus ce 0003HauaBaT
M0 HAYMH, KOMTO $SCHO TM OTIMYaBa OT HECTEPWIM3HPAHUTE MEAULMHCKA HU3JeIus H OT
CTEPUITN3UPAHUTE MEIUIIMHCKH U3IENHS, KOUTO OIIE HE ca IOMYyCHATH 10 yrnoTpeoda.

4.4.3.12. TpancnopT u ChbXpaHEHHE HA CTEPHIIHA MaTEPHAIIN B JIe4€OHOTO 3aBEICHHE

OO6mu u3uckBanus: [TomenenusTa 3a ChbXpaHeHHE/CKIIaupane U 000pyABAHETO 3a CKJIaIUpaHe
Y TPAHCIIOPT clieBa J1a OBIaT MOMIBPIKAHU 110 TUTAH U B JIOOPO TEXHHUYECKO ChCTOSHUE.

OO6opynBaHeTo 3a cklaaupaHe (cTenaxu u mkadose) TpsOBa 1a MO3BONABA!

4.4.3.12.1. TlpernenHo mnoapexaaHe, Oe3 MPeTpyNBaHE HA MaTEpHAIUTE, B YCIOBUS Ha
3alIUTEHOCT OT NpsIKa CI'bHYUEBA CBETIIMHA, BJIara, Mpax WId APYro 3aMbPCSIBaHE;

4.4.3.12.2. JleceH AOCTBI W PAINHMOHAIHO JABM)KEHHE HA MAaTepUAIMTE B CKJIaJa CIOpE
MpUHLIMNA "MTBPBU B3I, IBPBU U3MIA3BI".

OO0muTe M3MCKBAaHUS BaKaT M 3a CTEPHIIHU MEIUIMHCKHA W3JENHsI, KOUTO OWBAT JOCTaBSIHH
OTBBH.

4.4.3.13. CpxpaHeHue cieji CTepuiIn3alusra:

[TomemieHnEeTO WM CHOPBKEHUETO (CTeNax, mKad) 3a ChbXpaHEHUE HAa CTEPUIHM U3IENIUS U
MaTrepuaiy TpsOBa Ja € OTJEICHO OT TOMEIICHUETO MM ChOPBHKEHUETO 33 ChXpaHEHUE Ha HECTEPHUITHU
marepuand. [Ipu mompeknaHe Ha MaTEepHAIUTE HE CE JIOMyCKa CMECBAaHE HA CTCPUIHH METUITTHCKU
U3JIeNns, KOUTO ca JOMyCHATH 3a ymnoTrpeda, ¢ TakuBa, KOMTO HE ca, Pecl. MpeacTou naa Obaar
JIOITYCHATH.



He ce momycka ckiiagupaHeTo Ha CTEpWIHM MaTepuaid BHPXY Moja Ha momenieHuero. [Ipu
HYXKJa W C OIe] NpeArna3BaHe OT HapyllaBaHE IEJI0CTTa HAa ITbPBUYHHUTE OIAKOBKU CTEPHITHUTE
MEIMIIMHCKA HM3AeTUs MoraT Aa ObJaT ChXpaHsIBaHH BbB BTOPUYHU MpPEANa3HU WIM B TPAHCIOPTHU
OTaKOBKH/KOHTEHHEPH, 0003HAUCHH IT0 TOAXO/ISI] HAUHH.

44.3.14. Tpauncroptupane [0  ToJ3Barenure  (Je4eOHO-TMAarHOCTUYHUTE  3BEHA):
TpancnopTupaHeTo 10 MON3BATENUTE (JIe4eOHO-TUATHOCTUYHUTE 3BEHA) CE€ OCBIICCTBSIBA B YUCTH U
3aTBOPEHU TPAHCIOPTHU KOHTEHHEepH (KOJMYKH) IO HA4YMH, TapaHTHUpall Ola3BaHE IIeIOCTTa Ha
OMAKOBKUTE HAa CTEPUIHUTE MEIUIIMHCKU W3Aenus. TpaHCIOPTHUTE KOHTEWHEpH (KOIMYKH) Ce
00paboTBar 4pe3 PeIOBHO MOYUCTBAHE, a TIPU HEOOXOAUMOCT U Je3UH(PEKITHS.

4.4.3.14.1. JloctaBeH JaucT: JlocTaBsIHETO B JIeYeOHO-AMArHOCTUYHOTO 3BEHO CTaBa C JIOCTaBEH
JUCT, B KOWTO ca 0003HAUYEHU BUIBT, KOJIMICCTBATA HA METUITMHCKU U3JCIINs, MTOyYaTelAT U Jarara Ha
JOCTaBsIHE.

4.4.3.15. CpxpaHeHHE B JIeUeOHO-TMArHOCTUYHUTE 3BCHA:

C umen omna3BaHe IEJIOCTTa HAa ONAKOBKUTE Ha CTEPUIIHUTE MaTepuaid IOJI3BaTeInTe
(J1eae0HO-IMarHOCTHYHUTE 3BEHA) CJIe/IBa J]a OMPEACISAT CIEIUAIHO MSCTO 32 ChXPAHEHUE Ha CTEPHITHU
MaTepuaiy, KOeTo € 3alllUTEeHO OT AUPEKTHA CIIbHYEBA CBETJIMHA, BJara, pax u APyrd 3aMbpCIBaHUS.

[MompexxnaHeTo 3a chXpaHeHUE TPsOBa Ja € TaKOBa, ue J1a ce M30sArBa CrbBaHE WM MOATbBAHE
Ha OITAKOBKHTE HAa CHXPAHSBAHUTE MEIUIUHCKHA W3neius. CBIIOTO BaXXH W NMPU CHXPAHCHUETO Ha
CTEpUITHM MEIUIMHCKUA W3JENUs B CAHUTAPHUTE TPAHCIOPTHH CPEACTBA, HANpPUMEp JIMHEHKH,
PeaHUMOOWMITH, XSIIMKONITEPH U JIP.

HauunbT Ha chXpaHeHHME HAa CTEPWIHM Marepuanud B OONHUYHHUTE OTIEICHHUS M KIMHHUKU
TIO/IJIC)KH Ha peIoBHA MHCTIEKIMs oT cTpaHa Ha [ICCM.

4.4.3.16. XurneHHH W3UCKBAaHUA KbM IIOMEIICHHATAa 3a 00paboTKa W CTepWIM3aIisa Ha
MEUIIUHCKH U3/IEITHS

[Tomemienusita 3a 00paboTBaHe M CTEpUIIM3AlMs HAa MEIUIHUCKUTE WU3ZeNus B JieueOHUTE
3aBegeHus (LICCM) ca mianupaHu ¥ U3ITBIHEHU MO0 HAYMH, KOMTO MO3BOJISBA!

4.4.3.16.1. TIpocTpaHCTBEHO pa3ieisiHE Ha IOTOKA OT 3aMBbpPCEHH W IOTOKa OT YHCTH
(cTepwJIHM) MEAMIIHUCKH M3ENus, BKI. pa3felisHe 30HaTa 3a MpUeMaHe U JeKOHTaMUHAIMs (HeyucTa
30HAa) OT 30HATA 3a OMAKOBaHE M CTEPUIIU3AIIMS (YMCTa 30HA);

4.4.3.16.2. O6paboTBaHe HA TEKCTUJIHUTE MaTepUajd B OTJEITHO ITOMEIICHHE;

4.4.3.16.3. JlocTpll mpe3 CaHUTAPHU MPOIYCKHUIM (IIUTF030BE) MEXKIY OTACTHUTE 30HH C
BB3MOXKHOCT 3a npeobnuyane u ne3unpexnus Ha pouere (LICCM, kouto pasmonarat ¢ KOHTPOIHPAHU
30HHU);

4.4.3.16.4. OcBEeTEHOCT Ha MOMEIICHUATA, TIO3BOJISABAIA BU3yaJleH KOHTPOJI Ha KaueCTBOTO HA
MOYNCTBAHE;

4.4.3.16.5. JlecHo mouncTBaHE U Je3WHQEKIHs (BCHYKH BUIAMH TIOBBPXHOCTH B TIOMEIICHUSATA
ca m1ajaku, 6e3 HeJOCTHIIHU MECTa M TECHU BIVIN);

4.4.3.16.6. Be3npensTcTBaHe JOCTHIIA HA )KUBOTHHU (HACEKOMU, TPU3a4yH U JIOMAIIIHH KUBOTHH ).

[lepuonuyHOCTTa U BUABT HA TMOYUCTBAHETO U AE3WH(EKIMATA, KAKTO W OTTOBOPHUTE 3a
neitHoctTa rna ca omrcanu B COII Ha JiedeOHOTO 3aBeICHHE WIH ChOTBETHOTO CTPYKTYPHO 3BEHO.

4.4.3.17. XurueHH! W3UCKBaHHMS KbM OOpaOOTBalIUTE MEIWUIIMHCKH HW3JETUS B JICUCOHUTE
3aBeICHUS:

4.4.3.17.1. ObpaboTBamuTe MEAUIIMHCKA HU3JEIUS ca 3alo3HaTH C JOOpUTE TPAKTUKH 3a
XUTHEHA Ha PBIETE, Cla3Bar r'u U OuBaT oOydyaBaHH MEPUOJUYHO 1O Ta3H T€Ma, 32 KOETO MMa ChOTBETHA
JIOKYMEHTAITHS;

4.4.3.17.2. Paborenure B 30HaTa 3a JEKOHTAMUHAIMS U3IOJI3BAT PYTUHHO JIMYHU MPEANa3HU
CpEICTBA: MPEAa3HH OUnyIa, PHKaBUIIHM, paOOTHH 00YBKH, MacKa, IPECTHIIKA U JIp.;

4.4.3.17.3. Kocute (Opaaute) Ha paboTEHIUTE B YMCTATa 30HA Ca MIOKPUTH;

4.4.3.17.4. Hoxture Ha pbleTe Ha 0OpabOTBAIIMTE METUIMHCKHA W3NS B JIeUeOHHUTE



3aBelieHUsl ca MOAPSA3aHU KbCo, Oe3 mMaHuKIOp. He ce momycka HOCEHETO Ha TPUBHH U MPBCTEHU IO
BpeMe Ha palorTa;

4.4.3.17.5. Koncymanusita Ha XpaHa U HanuTku B paifona Ha L[CCM ce momycka camo B
oTIpe/iesieHarTa 3a Ta3u Lel 30Ha,

4.4.3.17.6. 3BeHOTO 3a MEHTPAIM3UPAHO CHAOIIBAHE CHC CTCPUIIHU MaTepUaju, PECIl. 3BEHOTO
3a 00paboTKa Ha MEIUIIMHCKH HM3/ENus, MPEACTABISABAT 30HH C PEIIAMEHTUPAH JOCTHII, KaTO BHHIIHU
MOCETUTENU/IPUIPYKaBallld JIMIA C€ JOMyCKaT CcaMO C MPHUAPYXKHUTEN M ChIVIACHO BBTPEIIHUTE
CTaHJApPTHH MPOLIEAYPH Ha JIe4EeOHOTO 3aBEJICHHIE UM ChOTBETHOTO CTPYKTYPHO 3BEHO.

4.4.3.18. V3uckBaHus KbM armaparypara M CpeICcTBaTa 3a KOHTPOJ TpU 0OpaboTka u
CTepUIM3alUsl HAa MEAULMHCKUTE W3JeNUs B Jie4eOHUTE 3aBEACHUSA, 3aKyMyBaHH OT JiedeOHUTE
3aBeICHUS:

4.4.3.18.1. Tonemu TapHU CTEPUIU3ATOPU (ABTOKJIABHM): Jla OTrOBapsAT Ha M3UCKBAHHUATA HA
cragaapra EN 285:2006.

4.4.3.18.2. HacronHu mapHH CTepuin3aTropu: aa orroBapsaT Ha cranmapra EN 13060, Knac B
wm Knac S, B 3aBUCHMOCT OT BHJAa Ha HWHCTPYMEHTUTE W MaTepHUaIuTe, KOUTO Ie Obaar
CTEPUIIN3UPAHU.

4.4.3.18.3. HuckoremmepaTypHu CTepuwIM3aTOpu ¢ (opMalgexua: Ja OTroBapsT Ha
n3nckBanusTa Ha cragaapra EN ISO 14180:2003.

4.4.3.18.4. HuckoremmnepaTypHH CTEPHIM3aTOPU C ETHICHOB OKCHUI: Ja OTroBapsAT Ha
n3nckBanusTa Ha cragaapra bJIC EN ISO 11135:2007.

4.4.3.18.5. MustHO-1e3MH(PEKIIMOHHN MAITMHU: 1a OTTOBApAT HAa M3MCKBAHUATA HA CTaHIApTa
EN 1SO 15883:2006.

443.18.6. XuMUYHU WHAUKATOPH 3a KOHTPOJ HA CTEpWIM3ALMATA: Ja OTTroBapsT Ha
m3uckBanusaTa Ha ctangapra EN [SO 11140-1 (npenopbyMTETHO € M3MOI3BAHETO Ha MHAWKATOPU OT
Kyacose 4, 5 u 6).

4.4.3.18.7. TecrtcucteMu 3a KOHTPOJ Ha MNpoOHHKBaHeTo Ha mnapara (Bowie & Dick): na
OTroBapsT Ha U3KMCKBaHUsTA Ha cTanaapta EN ISO 17665.

4.4.3.18.8. buonornuHM HMHIUKATOPH 3a KOHTPOJ HA CTEpUIM3AIMITA: Ja OTroBapsT Ha
n3uckBanusaTa Ha cragmapra EN ISO 11138-1,2,3,4,5:2007.

4.4.4. CneunpryHy U3UCKBaHUS 3a 00pabOTKaTa Ha €HJOCKOIICKa anapaTrypa

4.4.4.1. Crnen BcsKa €HIOCKOIICKA MPOIIEIypa ce MPOBEkKIa KOMIUIEKC OT CTaHAApPTHH MEPKH,
KOUTO MMAT 3a IIeJl CBEXJaHE 10 Bb3MO)KHHS MHUHUMYM Ha PUCKa OT pa3NpOCTpaHEHUE HA MaTOTeHHU
MUKPOOPTraHU3MH, BKIIOYHTEITHO TNPUYMHUTEIINTE Ha BHPYCEH XemartuT, TyOepkyno3a u CIIMH.
Mepkute ca egHaKBM HE3aBHCHUMO OT TOBa, Jalld E€HAOCKOICKAaTra MpoLeAypa Ce€ H3BbpIIBA IPU
HEMH(PEKINO3HO OOJCH MAIMEeHT, WM TpPU MAIMEeHT C W3BECTHA WHQEKIUs (BKIOYHTEITHO HSIKOS OT
TOPETOCOYEHUTE).

4.4.4.2. Tlpu BcekH MalMEHT € 3abJDKUTEITHO W3IMOJI3BAHETO HAa WHAMBHIYalHO 00paboTeHH
€H/IOCKOTI ¥ CHJIOCKOIICKH MTPHHAIC)KHOCTH (OMOTICUYHY IUIIKH, aCITIUPaTop U T.H.). BCUYKM gacT Ha
€H/I0CKOMa TOJUIeXKaT Ha MOYMCTBaHE M Ae3WH(EKINs, BKIOUUTEIHO ONTHUYECKUTE MPUHAIICHKHOCTH,
KJIanuTe U KoHekTopute. [lopaau ToBa ce JoIMycKa U3MOI3BAHETO CaMO Ha €HIOCKOIH ¢ BOAOYCTOMYUBA
OTTHKA U C pa3mIo0sABalIM C€ KJIAU U KOHEKTOPH.

4.4.4.3. EngockonuTe, W3MON3BAHU 32 WHTEPBEHIIMU, MIPH KOUTO C€ HapyllaBa IEIOCTTa Ha
KOoXKaTa W JIMTaBUIMTE W/WIM C€ HaBlu3a B CTEPWIHM KOMIAPTUMEHTH Ha TSJIOTO, MOJUIekKaT Ha
CTEpUITU3UPAHE.

4.4.4.4. Ennockonute (€HIOCKOTICKUTE MPUHAIICKHOCTH) TMOAJIEKAT HA CTaHAApPTU3UpaHa U
Banuaupyema oopadorka. Camo aBromatusupanara oopaboTka € Banuaupyema.

4.4.4.5. O0paboTKara Ha €HIOCKOIICKAaTa amapaTrypa C¢ M3BbPIIBAa B ONPEIACICHO OTIACIHO 3a
[eJITa MOMEIIeHHEe caMO OT 0OyueH 3a IeNTa MEepPCOHal W MPHU CTPUKTHO Cla3BaHe HA CTAHJAPTHUTE
Mpeana3Hyd MEpKH U yKa3aHUsATa Ha MPOU3BOJUTENIS HA araparypara.



4.4.4.6. Axo obuuaiiHo ce u3BbpIIBAT noBeue oT 15 - 20 mpouenypu Ha JieH, ce MpernopbyuBa
OCHUTYPSIBAHETO Ha JIBE WJIU TIOBEYE OTICITHH ITOMEIIICHUSI.

4.4.4.7. [IpakTHuecKuTe CTHIKU IpU 00paboTKaTa Ha €HJI0CKOIICKOTO 000OpY/ABaHE BKIIIOYBAT:

4.4.4.7.1. llpemaxBaHe Ha BUIUMHUTE 3aMbPCSBAHUS IO BHHIIIHUTE TOBBPXHOCTH Ha €HJOCKOIA
ype3 BIAXHO 3a0bpCBaHE C €AHOKPATeH TaMIIOH HEMOCPEACTBEHO CIIe/ M3BEKJaHe Ha €HAO0CKOIMa OT
TSUIOTO HA TAIMEHTA.

4.4.4.7.2. TlpenaBane 3a 00pabOTKa HEMOCPEACTBEHO Cliej 3aBbPIIBAHE Ha MpoIeAypara C
ornes U30ATBaHE HA 3aChXBAaHE U KPYCTU(DUIIMPAHE HA OPTAHUIHUTE MATEPUH.

4.4.4.7.3. TlpenBapuTeHO MOYUCTBaHe: VI3BBpIIBA Ce MaHyaHO ¥ LIEJIM OCHTYPSIBaHE Ha IThJIHA
MPOXOJMMOCT Ha KaHAJTUTE 4Ype3 MPOAyXBaHe, IPOMHUBAHE WM U3CThprBaHe ¢ ueTku. [lopaau pucka ot
KOHTAMHUHUPAaHEe Ha W3BBLPIIBANIMS MEPCOHAT M Cpelara Ce M3BHPIIBA B OTICIHO IOMEIICHUE, KaTo
paboTHaTa 30Ha BMOCIEACTBUE C€ MOYKMCTBA U JE3MH(EKIUPA, a U3BbPUIBAIIUAT NEPCOHANI € O0y4YeH U
Cra3Ba CTPUKTHO CTaHIAPTHUTE TIPEIa3HU MEPKH.

4.4.4.7.4. CpIIMHCKO TOYKMCTBaHE U Ae3uH(eKus: M3BbpiBa ce aBTOMaTU3UPAHO B MPUTOIHA
3a neara MJIM.

4.4.4.7.5. TlouncTBaHe Ha €HIOCKOICKUTE MPUHAMICKHOCTH: [lopaan KOMIJIEKCHUS XapakKTep
Ha TIPUHAJUICKHOCTHTE (MUHUATIOPHU MOBBPXHOCTH C MHOXKECTBO BIUTHOHATUHU, KyXWHH, MIAPHUPU U
T.H.) ¢ HeoOXOJMMO Jia C¢ W3BBHPIIBAa aBTOMATHU3HMPAHO, 3a IMPEANOYUTAHE B YJITPa3ByKOBa BaHA, IO
BB3MOXKHOCT CHA0/IeHa ChC CUCTEMA 3a MYJCOBA UPHUTralus U ¢ J00aBKa HAa €H3UMEH Mpemnapar.

4.4.4.7.6. Crepunmsanus (B ciiydauTe, Korato € Heooxoauma): [Tpu TexHudecka Bb3MOKHOCT Ce
MPEINoYNTa CTePUIN3alKs C Topela napa.

4.4.47.7. Cnen TOYUCTBAHE W JE3MH(EKIUS EHIOCKONHUTE W MPHUHAJICKHOCTUTE HM CE
COPTHpAT M OINAaKoBaT, CJeJ KOETO, ako € HEeoOXOAMMO, C€ CTepWIM3UpaT W/HWIH Ce ChbXpaHSBaT B
MOJIXOJISITIIH YCIIOBUS 32 TIOBTOPHA YIOTpeoa.

4.4.4.7.8. V3nnakBaHETO HAa ONTHUYECKHUTE JICHTH IO BpeMe Ha 0OpaboTKa WM MO BpeMe Ha
€H/IOCKOTICKaTa Tmpoleaypa (Hamp. ako ce Hajara XUpypruyHa WHTEPBEHIIMS) CE M3BBPIIBA CaMO ChC
cTepriHa Boja. KoHTeHHEepHTe U TAyXUTE HA HPUTAaTOPHATA CUCTEMA Ce CTCPUIIM3UPAT SKEAHECBHO.

4.4.4.8. CrienpaJiHi MPOLEYpH NP MAlMEHTH ¢ GOpPMU HAa TPAHCMHCHBHA CIIOHTH(pOpPMEHa
ennedanonarus (TSE):

4.4.4.8.1. EHAOCKOIICKUTE MHCTPYMEHTH M TPUHAIJICKHOCTH, HM3IOJI3BAaHU MPU TAIUEHTH C
BEpOsITHA WM TOTBBpJAeHA WH(MEKIHs OT YOBEIIKUS BapuaHT Ha Ooiectra Ha Kpoiindena-Adkode
(vCJID), momnexxar Ha H3KIIOYBAHE OT YHOTpeba M OTCTpaHsABaHE IO MPOIyaypara 3a OMACHU
OMOJIOTMYHU OTHABIIH.

4.4.4.8.2. EHIOCKOIICKUTE MHCTPYMEHTH M TPUHAIJICKHOCTH, HW3IOJI3BAHU MPU TAIUEHTH C
BEpOsITHA WJIM MOTBbPACHA MH(MEKIMs OT KIAacH4ecKus BapuaHT Ha Oonectra Ha Kpoiindena-Akooe
(CJD), momexar Ha crienuanHa oopaboTKa, Harmp. ¢ 4-MojlapeH pa3TBOP Ha I'YaHHIWH THOIMAHAT, IIPU
yCIIOBUSATA HA ABOWHA ekcro3unus no 30 MUHYTH, TocieaBaHa oT oOpaboTka B MJIM u crepunuzanus
Ype3 MOAXO/ISI METOI.

4.4.4.9. N3zuckBanus kbM MJIM, n3non3Badu 3a 00pabOTBaHE HAa €HJI0CKOIIH:

4.4.49.1. MusinHO-1e3uHGEKIIMOHHUTEe MAIIMHA TpsiOBa Ja MMaT HMHTETpUpaHa CUCTEMa 3a
napaMeTprUueH KOHTPOJI, KOSATO J1a MHAUKHPA OTKIOHEHHTA OT 3aJjaICHUTE Ype3 ChOTBETHATA IIporpama
CTOWHOCTH (TeMIIepaTypa, HajsIraHe, KOHIEHTpallMs Ha NEeTEepreHTa W/Huiu Ie3nH(eKTaHTa u T.H.) U Ja
MPEKbCBA U3MBIHEHUETO HA IUKBJIA, B CIy4ail ue MMa OTKIOHEHUS.

4.4.4.9.2. BausHueTO Ha Ka4eCTBOTO HAa IOJABAaHUTE E€JICKTPUYCCKH TOK M Boja KbM MJIM
TpsIOBA J1a € CBEIICHO JIO Pa3yMHUS MUHUMYM, HallpUMep Ype3 MHTETpUpaHa CUCTeMa 3a QUITPUPAHE Ha
BOJlaTa M MOMIIA, KOMIIEHCUpAI[a CMaJ0BETE B HANATAHETO HAa BOJATa, MHTETPUPAH TOKOM3MPABUTET U
ap.

4.4.4.9.3. MusnHo-ne3uH(eKIIMOHHATa MallldHa TpsSOBa Ja WMa CleaHuTe (yHKIMOHATHHU
BBH3MOXKHOCTH:



4.4.4.9.3.1. unaMKaTOp 3a TEYOBE B CUCTEMATA OT KaHAJIM HA €HJI0CKOIA;

4.4.4.9.3.2. KOMMYECTBEH WHIUKATOP 3a IIPOXOAUMOCTTA Ha KAHAIMTE Ha €HIOCKOIIA;

4.4.4.9.3.3. KOHTPOJI Ha KOJIMYECTBOTO/HAJSITAHETO Ha TOJaBaHaTa BOJIa;

4.4.4.9.3.4. XOHTPOJ HA JO3UPAHETO HA JIeTepPreHTa/Ne3nH(PEKTaHTa;

4.4.4.9.3.5. KOHTPOJI HA TeMIIepaTypara;

4.4.4.9.3.6. pabotHa (a3a 3a KpailHO W3IJIAKBaHE C BOjAa, OenHA HA (DaKyITaTUBHU MATOTCHH,
karo Pseudomonas, Legionella, Mycobacteria;

4.4.4.9.3.7. paboTHa ¢aza 3a U3CylIaBaHe.

4.4.4.10. OOpaboTkara Ha €HAOCKONH W EHAOCKOICKH TPHUHAICKHOCTH TOUICKH Ha
3aIBJDKUTENHO M TOKYMEHTUPAHO MOHUTOPHPAHE, KOETO C€ U3BBPIIBA UPE3:

4.4.4.10.1. TectoBe cbe cTranmapTau Moaeau (dummy tests). IIposexxaaT ce npu rbpBOHAYATIHA
WHCTaNalus Ha 000OPYABAHETO U CJIE]] BCEKU PEMOHT, KAKTO M PyTUHHO - Hali-MaJIko BEAHBK CEAMUYHO.

4.4.4.10.2. Banuaupane Ha npouecute B M/IM - npenopbh4uTeIHO TPOBEKAaHE Hall-MaJIKO Ha
6 Mecena.

4.4.4.10.3. MukpobuonornueH Tect ¢ mpoda ot obpaboren enmockon: [Ipobara moxke na ce
B3eME upe3 MpoKapBaHEe Ha NapyeHlle CTepwiIHa I'bda ¢ MWIMHApUYHA (opMa Mpe3 KaHaila 3a
OMOTCUYHUTE IIMIKK HAa €HAOCKOMNa. AJTEpHATHBHO aCHHUPAIMOHHUTE KaHAIM HA €HJIOCKOIMa MoraT Ja
ce mpomusT c¢bc crepuiieH ¢usnonorunyeH pastBop (0,9 % NaCl) u orpaboTeHHMsAT pa3TBOp Ia ce
uscnenBa. To3u BuI mpoba cienBa Ja ce U3BbPIIBa Hali-Mallko BEJHBK Ha 6 Mecena.

4.4.4.11. CrangapTHATE NIPEANIa3HA MEPKHU MTPU €HAOCKOIICKH MPOIEAYPH BKIIIOYBAT U:

4.4.4.11.1. HoceHe Ha pbKaBHUIM MPU BCHYKH €HIOCKOIICKHU mporeaypu. Hocene Ha nBa undra
PBKABUIM C€ MPETOPbYBa, KOTaTO € HAIWIIE TOBWINEH PUCK OT HapaHsIBAaHE HA PBIETE C OCTHp WU
pexen| npeaMer.

4.4.4.11.2. HoceHero Ha mpeAna3Ha MpecTHIKa, Macka U MPEANa3sHu O9uiia € 3aIbJDKUTEITHO B
CIIy4auTe, KOraTro ChIIECTBYBa PUCK OT KOHTAKT C KPbB U/UJIH CEKPETH.

4.4.4.11.3. BuauMo 3aMbpCEHOTO WIM KOHTAMHHUPAHO IMPEANa3HO OOJEKIO ce CMEHs ¢ OIvie]
Ipe/na3BaHe Ha MMalueHTa.

4.4.5. O6paboTka Ha OOTHUYHO OETThO, BKII. paOOTHO 0OIEKIIO

4.45.1. CoOupane u TpaHCHOPT. YNOTPeOEHOTO OOTHUYHO OeIh0 MOXe Aa ObAe ChC WM 0e3
BUJUMO 3aMbpCSBaHE C KPbB, TEIECHH TEUYHOCTH, CEKPeTH M eKCKpeTu. JlBara Buaa ce chOupar u
TPAHCIIOPTHUPAT PA3ACITHO - B OTACITHH TOPOU.

4.45.1.1. beaboTo ce chOMpa MHOTO BHUMATEIHO, 0€3 J1a ce U3ThpPCBa, pa3rphllla WIH pa3bBa,
KaTo KOHTAKTHT HA W3BBPIUIBAIIMA CHOMPAHETO TMEPCOHAN C OEeNbOTO ObJE CBEACH 0 BBH3MOXKHUS
MUHUMYM C I1eJ1 U30sirBaHe Ha MO-3HaYuTeIHa MUKPOOHA KOHTaMUHAIIMSI Ha Bb3/yXa U Ha IepcoHaa.

4.4.5.1.2. benboTo ce MOCTaBs B CAKOBE HA MSICTOTO Ha M3IOJI3BAHETO MY (B OOJHUYHHUTE CTau).
He ce coprupa, u3ThpcBa WM HM3IUIAKBa B OTACACHHATA/KIMHHKHTE. TopOuTe ce mbJaHAT 10 3/4 OT
nose3Hus o0eMm.

44513. 3a 3amMbpceHO ¢ OWOJOTMYHU TEYHOCTH O€IhO C€ W3IMON3BaT CaKoOBE OT
HENPOMYCKJIMBA MaTepusl.

445.1.4. Axo B J1eueOHOTO 3aBEJCHUE € M3rpaJieHa IIaxTeHa CHCTeMa 3a TPAHCIOPT Ha
6enmp0T0, YHOTpeOEeHOTO OENbO 3aIBIIKUTEITHO CE€ TPAHCIIOPTUPA B CAKOBE MpE3 IaXTUTE.

4.4.5.2. le3urdexuns Ha OSIbO

4.45.2.1. Tepmonesundexuus (M3MUpaHe C TOpella BoJa) - M3IOJI3BA C€ JIETEPTreHT, Karo
TeMIeparypara Ha Bojara cieBa aa ObJe noaabpkana B pamkure Ha 85 - 90°C, B npoxbikeHue Ha 25
MUHYTH.

4.4.5.2.2. Xumuno- u tepmoze3uHpeknus (M3Mupane ¢ XjIajlka BoJa) - HIUKBIBT HA H3MUPAHE C
xnanka Bozxa (40 - 60°C) mpenmonara M3MOA3BAHETO HA MOAXOJII Je3WH(EKTaHT (Hamp. OenuHa) B
MOJIXOJISIIIA KOHIIEHTPALIHSL.

4.45.2.3. N3npanoro u ne3uH(pekuupaHo Oenbo ce M3CyllaBa B CYIIWIHA U C€ IJIagd C



IJIaIa4Hy MAIIMHU.

4.45.2.4. OmneparuoHHOTO O0€mb0 ¥ O€IHOTO, HW3IMOJ3BAHO B PHUCKOBH OTJACICHHS, CE
CTEpUIIU3UPA.

4.4.5.2.5. Tpancrioptupane u chbxpaHeHne. YucToro 0eIbo ce TPAHCIIOPTUPA U ChXpaHIBa TakKa,
ye 1a He ObJie 3aMbPCEHO W/WIIH PEKOHTAMUHHUPAHO B 3HAYUTENHA CTETIEH C MUKPOOPTaHU3MH.

4.4.5.2.6. BbB BCHYKHU CTy4yau Ce MPErnopbyBa 3aeTUAT ¢ 00paboTkaTa Ha OEIHOTO MEPCOHAT Aa
cra3Ba CTaHJApTHUTE NpeNa3Hu MEpKH (XWrMeHa Ha pblLeTe M MOJ3BaHE Ha JUYHU Npeana3Hu
CpEeICTBa) PYTUHHO, T.€. IpH 00paboTKa Ha BCSIKAKBO OEbO.

4.45.2.7. TlpeioppuBa Ce ETUKETHPAHETO WM M3IIOJI3BAHETO HAa CAKOBE C pPa3lMueH IIBST,
0003HauaBaI BUIUMO KOHTAMHHUPAHOTO C TEJIECHU TEUHOCTH OEJbO.

4.4.5.3. [loBbpxHOCTUTE MOTAT Ja ObAAT (haKTOPH 32 Mpe/iaBaHe Ha UHPEKIINU YPe3:

4.4.5.3.1. nupeKTeH KOHTAKT (pblie, IPEAMETH, MAIUCHT);

4.4.5.3.2. aeporeHHO OTACINSHE W CEIMMEHTHpPaHE Ha JIPYro MsICTO (KAIKOBH sipa M IMPaxXoB
aepo3oi);

4.4.5.3.3. cpencTna 3a MOYUCTBAHE.

4453.1. B neueOHUTE 3aBeleHUS 3a OOJHUYHA TIOMOIN Ha JAE3WH(DEKIUSA MOAJIexKaT
MOBBPXHOCTUTE:

4.4.5.3.1.1. B Gu30CT 10 MALUEHTA;

4.4.5.3.1.2. c OMONOTUYHO 3aMBbPCSIBAHE;

4.4.5.3.1.3. ¢ U3UCKBaHM 3a BUCOKA CTEIEH Ha YUCTOTA;

4.4.5.3.1.4. c ronsiMa BEPOATHOCT 32 KOHTAMUHHUPAHE.

4.4.5.3.2. Jle3un(ekiusara Ha TOBbPXHOCTH OMBa:

4.4.5.3.2.1. Texyma (pyTHHHA) - U3BBPIIIBA CE TIEPUOTUYIHO;

4.4.5.3.2.2. kpaiiHa - HA BCHYKH KOHTAKTHU TIOBBPXHOCTH B OKOJIHATA Cpella Ha TMAIMECHTU C
MHQEKINU Cle]] U3MUCBAHETO UM,

4.4.5.3.2.3. He3a0aBHa - M3BBPILIBA CE HEMOCPEICTBEHO CJE] 3aMbpCSBaHE C KPbB, CEKPETH,
€KCKPETH H TEJICCHH TSYHOCTH.

5. beszomnacHa ynorpeba Ha OCTpU MIPEeaIMETH

5.1. U3nbpaHeHneTo Ha M3UCKBaHMITA 3a Oe30macHa ynorpeda Ha OCTpU NPEAMETH LENH:

5.1.1. na ce mocTUrHe Bh3MOXKHO Hali-Oe3o0macHaTa paboTHa cpena;

5.1.2. na ce mpenoOTBpaTAT HApPAHSBAHUS HAa PAOOTHUIUTE, MPUUYUHEHH OT BCSKAKBU OCTPH
npeaMeTH (BKJIIOYUTETHO YOOXKIaHHS C UK OT CIIPHUHIIOBKH);

5.1.3. na ce 3amuUTAT pabOTHUILIUTE, U3JI0KEHHU Ha PUCK;

5.14. na ce cw3maze WHTETPHpPaAH TOAXOJ], yCTAHOBSBAI TMOJUTHKH 3a OIICHKAa Ha pHUCKa,
MPEBEHIINA Ha pUCKa, o0yuyeHue, HH(OpPMUpPAHE, TOBHUILIABAHE HA OCBEIOMEHOCTTa U MOHUTOPHHT

5.1.5. na ce BbBeIAT NPOLIEAYPH 3a pearupaHe v NoCiaeABaIU JEHCTBUS.

5.2. 3a M3BJIHCHKME HA M3MCKBaHUATA 3a Oe30MacHa ynorpeda Ha OCTPH/PEKEITH MPEAMETH CE
npeanpueMaT KOHKPETHH TPEBAaHTUBHU MEpKH (MEpKH 3a MPeIoTBpaTsIBaHE HA HApPAHSBAHUS W/HIU
pasnpocTpaHeHre Ha MH(EKIUH MpU MPEeIOCTaBIHETO HA YCIyTd U JEHHOCTH, MPSKO CBBbP3aHU ChC
CEeKTOpa Ha 3[paBeONa3BaHETO W OOJHHUIIKUTE, BKJIIOUUTETHO H3IOJI3BAHETO Ha Hal-0e30MacHOTOo
HeoOXoAMMO 000Opy/IBaHe, Bh3 OCHOBA Ha OIICHKA HA PUCKAa U METOJUTE 3a 0e30IacHO 00e3BpekIaHe Ha
OCTpPU MEAMIIMHCKH MIPEIMETH):

5.2.1. OneHka Ha pUCKa - BKJIFOUBA OIPEACIISIHE Ha €KCIO3UIIUATA, pa3OupaHe Ha BAXKHOCTTA HA
no0pe obe3neueHara W OpraHM3MpaHa paboTHA cpelda W 00XBalla BCUYKH CHTYallMH, MPU KOUTO €
HAJTMIIC HApaHSIBAHE W/WJIM €KCITO3UITUS Ha KPBB WM IPYT MOTCHIMATHO HHPEKIINO3EH MaTepHall.

5.2.2. Ako pe3ynTaTuTe OT OllEHKaTa Ha PUCKa MOKaXaT HAlM4Khe Ha PUCK OT MH(EKIUN W/UIH
HapaHSIBAHUS C OCTPH MPEAMETH, TPSOBA J1a CE€ MPEMaXHAT Bb3MOXKHOCTUTE 33 CKCTIO3HIIHUS WIIA PUCKBT
OT eKCTO3WIUA Aa ObJe HamalleH 10 Bb3MOXXHOTO MUHHMAJIHO HUBO M Ja C€ MpearnpueMar MEepKU 3a
MIPEBCHIINS U 3alTUTA:



5.2.2.1. TlpemaxBaHe Ha H3JIMIIHATA yHoTpeba Ha OCTpU MpPEeIMETH Ype3 MpHiaraHe Ha
MPOMEHH B TPAaKTHKaTa W Bb3 OCHOBA Ha pe3yJNTaTHUTE OT OIICHKATa Ha PHCKAa, OCUTYpsSBaHE Ha
MEJMIIMHCKA W3JeNNs, KOUTO BKIIOYBAT MPOEKTUPAHH CHOOpa3HO Oe30macHOCTTa MEXaHU3MHU 3a
3aluTa.

OO6e3omaceHuTe MNPOAYKTH TpsiOBa Ja OCHUTYpsAT 3alluTa Ha MEepcoHala U MalueHTa OT
WHIUJICHTHU YOOXKJIaHUsSI C OCTPHU MPEAMETH MO BpEeME W Ciell ymoTpeda, KakKTo U MO BPEME U Clie]
JNENOHUPAHETO UM. XapaKTepUCTHKaTa Ha METUIMHCKU U3JeNds U TpeIMeTH ¢ 00e30IacuTesIeH
MEXaHU3bM BKIIOYBA:

5.2.2.1.1. 06e30MacuTETHUAT MEXaHU3bM Jia ObJIc HHTETPUPAH KbM HIJIATa, a HE JOIIBIHUTEIICH
akcecoap;

5.2.2.1.2. akTUBUpAaHETO HA 00C30MACUTEITHHSI MEXaHU3bM TPSOBA J1a € UHTYUTHBHO U BeIHATa
clieq U3BbPIIBAaHE HA MAHUITYJIALIUATA;

5.2.2.1.3. akTHBHpaHETO Ha 00E30MACHTETHUS MEXaHU3bM J1a MOXe J1a ObJie M3BbPIIBAHO CAMO
C ellHa PbKa;

5.2.2.1.4. u3non3BaHeTO HA 00E30MACUTEIIHUS MEXaHU3bM HE BOJIU JI0 MPOMSIHA B TEXHHUKATA Ha
CHOTBETHATa MAaHUITYJIALIUS;

5.2.2.1.5. o6e30nacUTETHUSAT MEXaHU3bM OCTaBa aKTHBHPAH Mpe3 ISUI0TO BpeMe Ha yrnoTpeda,
KaKTO H CJIC]l U3XBBPIISTHE HA U3/ICITUETO;

5.2.2.1.6. 06€30MaCUTEIHUAT MEXaHU3BM € HAIIBJIHO ChBMECTHUM C OCTAHAIUTE aKCECOapH.

5.2.2.2. OnpenensHe W TpuUaraHe Ha TPOIEIypHd 3a OE30MACHOCT TPU HU3IMOJI3BAHETO H
nenonupanero Ha OCTPU MequnuHCKy npeAMeTH U 3apa3eHH OTHaIbIIH.

5.2.3. Mudopmupane, MOBUIIABAHE HA OCBEJJOMEHOCTTa U O0OydYeHHE - paboTomarensT TpsOBa
Ja mpenocTaBs MHPOpMalKa U MUCMEHU WHCTPYKLUU HAa paOOTHUIIUTE U Jla OPraHU3Mpa U Mpe1oCTaBu
MOJIXOJISIIIO OOYYEeHHE, KOETO € 3abJKUTEITHO 32 PAOOTHUIIUTE, OTHOCHO MOJIUTUKUTE U MPOIEAYPHTE,
CBbp3aHM C HapaHSIBaHHUATA C OCTPU NPEIMETH, BKIIOYUTETHO OTHOCHO: MpaBWIHA ynorpeba Ha
MEJMIIMHCKH W3JIENHs, BKIIIOYBAIIM MEXaHW3MHU 32 3alllUTa OT OCTPU MPEAMETH; 3alo3HaBaHE C TE3U
BBIIPOCU Ha BCUYKH CITYXXKHTEIH, BKIFOYUTEITHO U HOBOIIOCTBIIMIIN; PUCK, CBBP3aH C SKCIIOHHpaHE Ha
KPBB M TEINECHU TEYHOCTH, MPEBAaHTHBHH MEPKU, KOUTO BKJIIOYBAT CTAaHIAAPTHU MPEANa3HH MEPKH,
0e30ImacHU CUCTEMHM Ha paboTa, MpaBHIIHA yIOTpeda M MpOIeAypHu 3a 00€3BpekJTaHe Ha OTHAIBIIH,
3HAYEHHUETO HAa MMYHHU3ALUATA, B CHOTBETCTBUE C MPOLEAYPHUTE HAa pabOTHOTO MSCTO; MPOLEIYPHU 3a
JOKJIaJIBaHE, pearnpaHe ¥ MOHUTOPHUHT M TSXHOTO 3HAUYEHHWE; MEPKH, KOUTO C€ MPEIIpreMar B cllydai
Ha HapaHSBaHUS.

5.2.4. CrobmaBane

5.2.4.1. YcranoBsiBaHe/TIpepa3iekaaHe HA YCTAHOBEHUTE MPOIEAYPH 3a ChOOIIaBaHE 3a BCSAKA
3II0TIOTYKA WM UHIIUACHT, CBbP3aHHU C YIIOTpedara Ha OCTPHU MPEAMETH.

5.2.4.2. PaGoTHHIINTE YBEIOMSBAT HE3a0aBHO CBOS PabOTOMATENl /WM OTTOBOPHOTO JIHIIC,
W/WITH JIUIETO, OTTOBAPSIIO 32 0€30MaCHOCTTA U 3IPaBETO Ha pabOTHOTO MSICTO, 32 BCSIKA 3JI0MONYKa UITU
WHIUJICHT, CBBP3aH C yrmorpedara Ha OCTPH MPEAMETH.

5.2.5. Pearupane u nocieaBaiiu J1eicTBUs

5.2.5.1. Uzpabotsa ce COII 3a neiicTBus B cilydail Ha HapaHsSBaHE C OCTPU MPEAMETH U BCEKH
pabOTHUK/CITY>)KUTEJ Ce 3all03HaBa ¢ Ta3u Mpolerypa.

5.2.5.2. CrangapTHara onepaTuBHA MPOIeAypa BKIIOUYBA CIEIHUTE JCHCTBUSA:

5.2.5.2.1. Ilpennpuemane Ha He3a0aBHU MEPKU OT pabOTOAATENsI 32 OCUTYPsIBAaHE Ha TPIDKH 3a
nocTpajganus paOOTHUK, KOWUTO BKIIOYBAT MPEAOCTAaBIHE HA NPOGUIAKTHKA CJel CKCHO3HIHS U
W3BBPIIBAaHE HA HEOOXOJAMMHTE METUITMHCKU H3CIICABAHMS, KOTaTO TOBAa CE Hajara 1o METUITMHCKU
MPUYUHY, U TIOJXOSIIO0 MEIUIIMHCKO HAOTIOEHHE;

5.2.5.2.2. PaboTonaTeasaT/onpeaeieHo OT HEro JIMIIE pa3cicaBa MPUINHUTE U 00CTOSTEICTBATa
U pEerucTpupa 3J0MONyKaTa/MHIMIEHTa, KaTo MpeanpueMa, Koraro € Iesecho0pa3Ho, HEOOXOIUMUTE
MEPKHU;



5.2.5.2.3. PaboTHUKBT TpsiOBa 1a MpeAoCcTaBu ChOTBETHATa MHPOPMAILIHUS B MOAXOMAI] CPOK, 32
Jla TOT'BJTHU TIOAPOOHOCTHTE 3a 3JIOTIOIYKATa WIIA UHITHICHTA;

525.24. B cnydaii Ha HapaHsBaHE padOTOmATEIAT OOMHCIS MPEANPUEMAHETO Ha MEPKH,
BKITIOYBAIIY MTPEIOCTaBsIHE HA CIEIUAIN3UPAHU CHBETH Ha paOOTHUIIUTE, KOTATO € MOIXOIAII0, KAKTO U
rapaHTUPAHO METUIIUHCKO JICUCHHUE.

5.25.25. TloepurenHocrra Ha wWHPOpPMANUATA OTHOCHO HApAHIBAHETO, JIUArHO3aTa W
JICYUEHUETO € OT MbPBOCTETIEHHO 3HaYeHHE U TPsiOBa Ja ce 3a4uTa.

5.3. IIpoueaypu 3a 6e30MaCHOCT MPH U3IMOI3BAHETO M JCTIOHHUPAHETO HA OCTPU MPEAMETH U
3apa3eHu OTHaIbIIH:

PaGorara ¢ ocTpu nmpenMeTu € CBbp3aHa ¢ M3KIIOUUTETHO BUCOK PHCK OT MpelaBaHe Ha BUpyca
Ha voBemkus umyHonepuur (HIV), Bupycure Ha xenarutu TunoBe B u C u npyru marorexu (rpymnara
WHGEKIMO3HN areHTH, MpefaBaHu MO KPbBEH MbT, BKIOYBA OIIe: Manapus, cuduiuc, Opyuenosa,
nenrocnuposa, apbosupycHu mHpekuu, 6onecrra Ha Kponndenn-Adkode, Tetanye, Kpumcka Konro
XeMOparu4Ha Tpecka, IPyrd XeMOparudHu TPECKHU).

5.3.1. Haii-ronsM € pUCKBT NpU NEPKyTaHHA HHOKYJAIWsl HAa KPHbB WU JIPYTH TEJICCHH
TEYHOCTH, NO-MaJI'BK € PUCKBT IIPU KOHTAKT Ha JINTABUIM U YBPEIEHA KOXKa C KPbB U TEIECHU TEYHOCTH.

5.3.2. Ynorpebara Ha OCTpU IPEMETH CE€ OTPaHNYaBa BUHATH KOTATO TOBA € Bb3MOXKHO.

5.3.3. OcwurypsiBar ce YyCJIOBHsS 3a NPEIOTBpATIBaHC HA HapaHSABAHUS 110 BpeMe Ha
MOYNCTBAHETO HA HMHCTPYMEHTUTE 3a MHOTOKpaTHa YMmoTrpeda, KakTO W TpH 00E3BPEKIAHETO Ha
WHCTPYMCHTH 32 eHOKpaTHA yrnoTrpeoda:

5.3.3.1. 3a menra nmocobusATa ce 0O0E3BpEKIAT HAa MSACTO BeAHAra clie] TAXHOTO HM3IOJI3BaHE
W/WJTH C€ OTCTPAHSABAT B MOIXOIAI KOHTESHHED.

5.3.3.2. OcTpute npeaMETH HE ce MpeaaBaT ITUPEKTHO OT PhbKa B PbKa M OOPaBEHETO C TAX CE
cBexkaa 10 MunumyM (Kareropus 1B).

5.3.3.3. OcurypsiBatr ce NOAXonsmyd pabOTHU TMOBBPXHOCTH, BKJ. TaOIW, MaHUIYIAI[MOHHH
KOJTMYKH U JIp.

5.3.4. besomacHa WHXKEKIMOHHA TMpakTUKa: ToBa € Ta3W MpakTHKa, KOATO HE YBpexka
pEelMIHUeHTa, HE U3jara W3BbPIIBAIMS MAHHUIYJAUATa Ha PUCK W H3MON3BAHUAT MaTepuan ce
00e3BpexIa Taka, 4e Ja HsMa OTIIAIbIIM, KOUTO JIa Ca OMACHU 3a O00IIeCTBOTO.

5.3.4.1. 3a nmpenna3BaHe Ha MAUEHTUTE OT MH(PEKIUH PU HHKEKTUPAHE € HEOOXOAUMO:

5.3.4.1.1. cBexxmaHe 10 Bb3MOXKHUSI MUHUMYM Ha MH)KEKIITMOHHUTE MaHUITYJIAlIUH;

5.3.4.1.2. u3n013BaHe HAa CTEPUIIHHU €THOKPATHU MEIULIMHCKU KOHCYMaTHBH;

5.3.4.1.3. 3agbKUTETHO W3MOJA3BaHE HA EIHOKPATHU WIVIM W CIPHUHIIOBKH, CHAaOJCHU C
00e30macuTeICH MEXaHU3bM;

5.3.4.1.4. npenoTBparsaBaHe KOHTAMUHUPAHETO HA U3IOJI3BAHUTE JICKAPCTBEHHU MPOIYKTH.

5.3.4.2. 3a mpenoTBpaTsBaHEe Ha HapaHSABAaHWS Ha 3JIpPaBHUTE PAOOTHUIM, NMPUIMHEHU OT
BCSKAKBU OCTPU MPEIMETH, BKIIOUUTEIHO YOOXKIaHUS C UM OT CIIPUHIIOBKH M KYXH 3aMBPCEHU C KPBB
UTJIA OT BTPECHIOBH KaTETPH, KAKTO M ITPH MAHUITYTHPaAHE ¢ OYTHIIKHU 32 XEMOKYJITYpa, € HeOOX0IUMO:

53.4.2.1. wmarepuaqHOTO OCHUTYypsSiBaHE W 3aJb/DKUTCIIHO H3MOJ3BaHE 10 BpeMe Ha
MaHUMYJIAUHA Ha METUIIMHCKU HM3/IENUs U KOHCYMaTHBH C 00€30IMaCHUTENICH MEXaHW3bM U Oe3omaceH
JIM3alH;

5.3.4.2.2. cia3BaHe Ha M3HMCKBaHUATA 3a 0E30MACHO 00E3BpEKIAaHE Ha H3IOJI3BAHUTE OCTPH
peaMeTH;

5.3.4.2.3. ynorpebeHHUTe UITK J]a HE C€ OTACNAT OT CIPUHIIOBKUTE WU CUCTEMUTE 32 MH(PY3HS
PBYHO, UITIUTE J1a HE C€ YYTIAT U JIa HEe C€ TMOCTaBAT OOpaTHO B Mpe/ra3Hara Kanadka (T.e. 3a0paHsBa ce
T.Hap. "3akanayBaHe") (Kareropus IV).

5.3.4.3. 3a HamayIsIBaHE HAa PHUCKa OT YOOXKIaHUS C€ MPEIophIBa;

5.3.4.3.1. 3a0pJDKATETHO U3IOJ3BAHE 10 BpeMe Ha MaHHWITYJIAUA HA MEAUITMHCKHA W3ACIHS U
KOHCYMAaTHBH C 00€30MMaCUTEICH MEXaHU3bM U O€301aceH JIU3aiiH;



5.3.4.3.2. 6opaBeHe ¢ pa3IuYHU MEIUIIMHCKH TTOCOOHUS 110 Oe30maceH HauuH;

5.3.4.3.3. cna3zBaHe Ha OapHWepHHTE MEpPKH, IO-CIICIUATHO YIOTpedara Ha pPBHKABUIU H
Mpena3BaHe Ha JIMTaBUIIMTE C MACKH, 3alIUTHU OYMIJIA U IJIEMOBE 3a JIMIICTO.

HoceneTo Ha pbBKaBUIM HE MPEJIOTBpATsABAa YOOXKIAHETO, HO HaMalsiBa oOeMa KPBB, KOWTO
HaBJIM3a B KO)KaTa MpHU yOOXKIaHEe C OCTHP MPEAMET.

5.3.4.4. 3a orcTpaHsIBaHE Ha W3IOJI3BAHUTE WIJIM M CIIPUHIIOBKH 3a €IHOKpaTHa ymorpeda ce
W3MOJI3BaT KOHTCHHEPH, KOUTO OTTOBApST HA CIICTHUTE M3MCKBAHUA: J1a ca 3a €AHOKpaTHa ymoTpeoda, C
TBBPJU HempoOrWBaeMH CTEHHU M JI0Ope 3aTBapsill ce Kamak, 0e3 Ja MMa Bb3MOXKHOCT 3a TEYOBE, /1a He
MO3BOJIABAT JIOCTBII JIO CHABPKAHUETO WM, TPH BB3MOXKHOCT Jla ca CHAaOJEHH C YCTPOWCTBO 3a
OTCTpaHsBaHE HA UTIIHTE.

Konteitnepure ce mapkupar cbc cumBoiia "OnacHu MEAUIIMHCKA OTHaabIu".

5.3.5. be3zomnacHa npakTuka Ha BEHO3HO KaHoJaupaHe: ToBa € Ta3u MpakTHUKa, KOSITO HE YBpPEXKaa
pPEILUIIMEHTAa U 3JIpaBHUs paOOTHUK, HE W3Jlara M3BbPIIBAIIUS MAHHUITYJIAUATA HA PUCK U M3IOJ3BAHUSAT
MaTepHall ce 00e3Bpexkaa TaKa, 4e Ja HiMa OTIIaIbIIM, KOUTO JIa ca OMACHHU 3a 00IIECTBOTO.

3a mpeama3BaHe Ha 3ApaBHUTE PAOOTHUIIM OT MH(EKIUU U MPEBEHIIUs OT YOOXKIaHE C OCTPH
3aMBPCEHH C KPBB UMK TIPH neprdepHaTa BEHO3HA KaHIOMAIKS € HEO0X0UMO:

5.3.5.1. 3aabpMKUTETHO W3MOJI3BAaHE HA CTCPWIHHM SAHOKPATHH NepudepHUu BEHO3HHM KaHIOJH,
CHAOJICHN ¢ TAacMBEH OO0E30mMacHTeNIieH MEXaHW3bM, IpeIIas3Bam 37ApaBHATE NPOPECHOHAIUCTH OT
yOOKIaHe ¢ KyXH 3aMbpPCEHH ¢ KPbB UIIIH, 8 UMEHHO:

5.3.5.1.1. o6e30macUTEITHUAT MEXaHNU3bM JIa € Hepas3eaHa 4acT OT H3/CITUETO;

5.3.5.1.2. o0e30macUTEIHUAT MEXaHW3bM Ja ObJc MacuBeH (HE M3UCKBA JIOMBJIHHUTEIHO
AKTUBUPAHE OT MOTPEOUTEIIN);

5.3.5.1.3. 06e30MmacuTEeTHUAT MEXaHU3bM Jla MPEOTBPATABA MOBTOPHO M3IOJI3BAHE;

5.3.5.1.4. u3non3BaHETO HA MEAWIIMHCKH H3/CTUS U MPEIMETH ¢ 00€30MMaCUTEICH MEXaHH3bM
Jla He M3MCKBa KaKBaTo U Jla € TPOMsHA B ©KEHEBHATA MPAKTHKA HA MIPHJIOKEHHUE U yroTpeda OT cTpaHa
Ha 3/IpaBHUTE MPOPECUOHATTUCTH,

5.3.5.1.5. ako ce U3MCKBa aKTHBHPAHE OT MOTPEOMTEIS, TO Ja MOXKE J1a ObJIe H3BBPIICHO C €THA
pbKa;

5.3.5.1.6. necHo pa3no3HaBaHEe HA aKTUBHPAHOTO YCTPOUCTBO 3a OE30MACHOCT;

5.3.5.1.7. obGe3omacUTEIIHUAT MEXaHU3bM Jia OCTaBa AaKTHBUPAH Ipe3 ILUIOTO BpPEeME Ha
ynotpeba, KaKTo U CJIe]] U3XBHPIISTHETO HA U3CITUETO;

5.3.5.1.8. uznenusTa Aa ca JISCHH U yI0OHH 3a yroTpeoa;

5.3.5.1.9. uznenusara ga 6paar Oe30MMacHU 3a MMAIUEeHTa;

5.3.5.2. penoTBparsBaHe KOHTAMHUHHPAHETO HAa W3MOJI3BAHUTE MEIMIIMHCKA KOHCYMAaTHUBU H
JIEKapCTBEHU MTPOAYKTH.

5.3.6. KonteitHepuTe 3a OTCTpaHSIBaHE HA OCTPH/PESKENIM HHCTPYMEHTH 3a MHOTOKpaTHa
ynorpeba TpsOBa Jja OTroBapsIT Ha 4acT OT rOPEIOCOUYCHUTE M3UCKBaHUS (1a ca ¢ HEMPOOMBAaEMHU CTEHH,
no0pe 3arBapsiil ce Kamak, 0e3 BB3MOKHOCT 3a HW3TH4YaHe). [IpemopbuuTelHO € J1a ca OT MeTal
(ycToluMB Ha KOpO3Ws) WM IJacTMaca ¢ BUCOKA TUIBTHOCT, JIa MOTaT Jia c€ 3aTBapsAT J00pe mpu
TpaHCTIIOPTUPaHE Ha HHCTpYMEHTHTE 3a 00e33apassiBane B [ICCM.

5.3.6. U nBara Buja KOHTCiHepa He OMBa Ja ce MBJIHAT moBeue oT 3/4 ot obema um (Kareropust
V).

5.3.6.1. 3ambaHEeHUTE KOHTEHHEPH, TOICKAIM Ha OO0E3BpekXIaHe, TpsAOBa 1a ca ao00pe
3aTBOPEHU M JIa C€ ChXpaHSIBAT Ha HENOCTHITHO 32 MOCETHTEIW/MPUIpYKaBaly Juma (0cobeHo aena)
MSICTO, TIPEJIU J1a C€ TPAHCIIOPTUPAT JI0 MSICTOTO 3a 00€3BpEKITAHE.

6. lombaHUTEHY (CTIEU(PUIHH) TPEATa3HA MEPKU
Jonbnaurennure (crnenu@uyuHu) MpeArna3sHH MEpPKU Ce TIpujiaraT BUHATM YCIOPETHO ChC
CTaHJIAPTHHUTE MPEINa3Hd MEPKH IMPH MAlUEHTH ¢ JUATHOCTHIIMPAHA WM ChbMHUTEIIHA UH(EKIUS, TIPU



KOSATO 32 MPEKbCBaHE HA MBTA HA PA3MPOCTPAHEHHE ca HEOOXOAMMH OCBEH CTAaHAAPTHHUTE Mperna3Hu
MEPKH U JOITbIIHUTETHN U30JIAIIMOHHYU WIH JIPYTH OapuepHU MEPKHU.

JlombIHUTETHUTE TIPEINa3Hu MEPKHU ce Mpuiarar mpu UHOEKIUH, MpeJaBaHu 1Mo aeporeHeH
BT, TI0 BB3AYIIHO-KANKOB IT U 4Ype3 KOHTakT. KomMOWHAIMM OT OTAENTHUTE BUJIOBE JOMBIHUTEIHU
Ipeana3Hyu MEpKH ce Mpuiiarat npyu HHGEKIHUY ¢ HIKOJIKO Pa3InyHU IHTHUILA Ha MPEIaBaHe.

6.1. lombIHATETHY MIPENa3Hu MEPKHU TPU UHPEKIINH, PETaBaHN IPe3 KOHTAKT.

C Te3u MepKHU ce 1M NMpeKbCeBaHe pasnpocTtpaneHnero Ha BBU, npenaBanu upes mpsk wuiu
HENpSK KOHTAKT: YPEeBHU WH(EKIUU, KOKHH HWHQPEKIUH C JIe3UH, KAaKTO U KOJIOHH3AIHs C
MHO)KE€CTBEHO-PE3UCTECHTHN KbM aHTUOMOTUILIA TPUIHHHUTENH (Ta0I. 5).

Tabnuua 5. JlonbaHuTenay (cnenuuyuHu) Npeana3Hu MepKU Ipy HIKOU WHPEKIHUU

Bun mepku

CranpapTHu
MpeAIa3Hd MEPKU

Mepxku npu aeporeHHO
npeaaBaHu HHGEKITUN

Mepku npu
MH(DEKIHH,
MpeIaBaHy 110

Bb3QYNIHO-KAIIKOB ITBT

Mepxku nipu nHbEKIHH,
MpeJaBaHu Ype3 KOHTAKT

[Tpu Bcuuku
TIAIEeHTH.

[Ipu xoHTaKT C
KPBB, TCICCHH
TEYHOCTH,
cekperu (06e3 moT),

EKCKPETH U
Matepua,

KOHTaMUHHUPAHU C

TAX

Tybepkyio3a
(moTBBpACHA/TIPH
CbMHECHHE)
Bapwunena2
Jrcemunupan xeprec
3ocTep2

Xepnec 30cTep npu
WMYHOKOMIIPOMETHPAHH!
MaIueHTH2

BupycHu xemoparuuau
TPECKHU - Harp.

E6omna2,3

Mop©6umm?2

MenuHrokoxuemus/
MEHUHTUTO
Koxmromn

I'puns

ITapBoBupyc B19
UH(pEKIHS
RS-Bupycna
HHDEKITHsS

PyGeora

CrpenTokokoBa Tpymna

A

UHOEKIHS TPH
KbpMaueTa U MaJIKu

nera
CxapnaTuHa Ui

CTPENTOKOKOBA IpyIia

A
IMHCBMOHUS BbB
BCHUYKH

BB3pPacTOBH I'PyIUO

Myntupe3ucTeHTHI
6akrepuu (MRSA, VRE u
JPYTH, OIPENENICHN OT
KOMHCHSITa TT0 KOHTPOJI Ha
HU)S

Xepnec CUMIUTEKC (BKII.

HEOHATaJICH)
BucokokoHTarno3zuu
KOXKHU HH(peKun/

rapasurTo3u (Harp.
KpacTa, BBILIHBOCT,
HUMIIETHUTO)S
Xepmnec 30cTep -

JIOKaJIN3upaH U
AUCEMUHUPAH

KspMmauera u nerna

(<6 rou.) unK BCceKH
TAIMEHT C
WHKOHTHHEHIIHS TIPH:

a) EHTepOBHPYCHA
nHpeKIus

0) xematut A

B) POTaBUPYCHH
CHTEPUTH, [ITUTEIIO3H,
namOIMa3a Wi JIpyra
(hopMa Ha TaCTPOCHTEPUT

I[a, 110 Bb3MOXHOCT WJIN
KOXOPTHaA U30J1aus (HpI/I

phleTe

Enunnuna cras Hel [Ha, cbc 3aTBOpEHa BpaTa Ha
MAIMEHTH ChC ChINATA
WHEKINA)

Bw3nyx/ Jla, o Bb3MOXKHOCT; B

OTPHILIATEITHO MIPOTHBEH CIy4ai ce

Hajsirane (BxK. He npucnocoOsBa eTUHUIHA He He

rpyma 5, Tabmn. 9, CTasl C IOAXOAAIl OOMEH Ha

10, 11) Bb31yXa M QUITpauus

XurueHa Ha Jla Jla Jla Jla




Jla, mpu puck oT
KOHTAaKT C KPbB
W/VIINA TEJIECHH

Bux cranmaptau

Bux crangaptau

JIIIETO

Macka (3a TyOepKyIo3a)

PrraBunn TEYHOCTH U MPHU Ha
Mpeana3Hu MEPKU Mpeana3Hu MEPKH
MaHHUITYJIaIuHU C
KOHTAMUHHUPaHU
MaTepuaIn
IIpu koHTaKT Ha
pabOTHOTO 00JIEKIIO Ha
repcoHasa ¢ rnaiueHTa, ¢
[Ipenmazna IIpu puck ot Buwx crannaptau Buwx crannaptau P H ’
KOHTaMHUHUPaHH
MpPEeCTHIIKA KOHTaMHHAIIUS Mpena3sHi MEPKU Mpena3Hu MEPKH
MOBBPXHOCTH U JPYTH
MpeIMETH B CTasITa Ha
MalueHTa
[Ipu puck ot
PP Ja, BKJI. BUCOKOE(DEKTHBHA Bux crangaptau
Macka OINPBCKBAaHE HA Ja

MpeanasHnu MEpKu

IIpenna3uu ounna

[Tpu puck ot
OTIPBCKBaHE Ha
JIUIIETO

Bwx cranmaptan
Mpena3Hu MEPKH

Bk cranmaptan
Mpena3Hd MEPKH

Bk cranmaptan
Mpena3Hd MEPKH

be3omnacHu
METOIU Ha paboTa

Ja4

Bux crannaptau
Npeana3Hu MEPKU

Bux crannaptau
MpeAna3Hu MEpKU

HM3mon3sar ce cpeacTea 3a
eIHOKpaTHa yrmoTpeda
WK CE MOJIarar Ha
Je3UH(CKIHS TPEIAH
yrnorpeba npu cieaBarius
MAIUEHT

Tpancnopt Ha

Ha Bcuuku otkputu
paHu ce MoCTaBs

ITanUeHThT ¢ aKTUBHA
dbopma Ha TyOepKyno3a
HOCH BHCOKOE(DEKTHBHA
Macka. 3a BCHYKH OCTaHaJIH

OOMKHOBEHA
XUPYyPruyHa Macka 3a
[alyeHTa.

Nudopmupa ce

MalueHTa HDeBDBIKA MAIUEHTH - OOMKHOBEHA Hudopmupa ce MIPUEMAIIIOTO OT/IEICHUE
peBp XUPYPTUYHA MacKa MPUEMAIOTO
Hudopmupa ce OTJIeJICeHUE
[IPUEMAIIIOTO OT/ICIICHHUE
TIpu xoxopTHa OtcrpaHsBar ce
N30sTBa ce P P P
M30JIaIMs a2 UMa PBKaBUIUTE U
KoHTamMuHHUpaHe Ha | OOyuaBa ce ManueHThT Jaa
€IMH METBP peAa3HaTa MpecTUIIKa,
Hpyru MTOBBPXHOCTHTE C MTOKPHBA HOCA U yCTara Ipu
Pa3CTOSIHUE MEKITY XHUTHUCHA Ha PBLETE MPEaH
yIoTpeOeHH KHXaHE Y KalllJIIHe
jeriara Ha HaIyCKaHe Ha CTasTa Ha
pBKaBUIU
INAaIMCHTUTC nanueHTa
3abenexKu:
1 - C  mswmoueHme  Ha  ciayvaurte,  ompenenenn  or  BKBBU,  namp.

HEYTPOIIEHUYHU/TPAHCIUIAaHTUPAHU NAIlUEHTH.

2 - TIpu Te3u 3a00sBaHUS C€ U3UCKBAT U KOHTAKTHU MPEANa3HUu MEPKH.

3 - Benuku otnaabeiy TpssOBa aa ce Tperupar karo "OmnacHu oTrmaabim'.

4 - ]Jla ce pabOTH BHUMATEIHO C WIJIM, COPUHLIOBKU M OCTpH mpeameTH. Jla ce u3momns3Bat
HenpoOuBaeMu KoHTelHepH. UiTe a He ce pa3dieHsBaT, 3aKanayBar u orpBar. [Ipu KOHTAKT ¢ KPBB U
TeJEeCHH TEYHOCTH 3aMBbPCEHOTO MACTO He3a0aBHO Jla ce U3MHE, /1a C€ YBEOMU KOMIIETEHTHOTO JIULE U
Jla ce B3eMaT CbOTBETHU MEPKH.

5 - Onpenenar ce OT MECTHUTE Pa3NoOpeKIaHUsL.

6 - Ilpy MEHMHIOKOKOBa WH(EKIUS OMBIHUTEIHUTE MEPKH Ce€ TNPEyCTaHOBSIBAT ClIEH
24-yacoBa e(dexkTHBHA aHTUOMOTHMYHA Tepanus. ChIIUTE ca H3UCKBAaHUATA NPU HHOEKIMHUTE ChC
CTPENTOKOKM Ipymna A, KOraro ce kacae 3a (hapuHreasHo HOCHTEICTBO. B ompeneneHu ciyyaun c
UHQEKINH, TPUIMHEHU OT CTPENTOKOKM Ipyna A (Hamp. B OTJEIICHUS 3a U3TrapsHe), MalueHTUTE TPIOBa
na ObJaT M30JIMPaHH MO-TMPOABDKUTETHO 3a BPEMETO, Mpe3 KOETO CE YCTAHOBSIBA NMPUYMHUTEIST B



paHara oT u3rapsHe.

6.1.1. HeoO6xoaumu TOIBJIHUTENTHU TIPENa3HU MEPKU:

6.1.1.1. [lanmeHTHT ce HAcTaHABA B €AMHUYHA CTas WIM B CTas C MAIMEHT CbC ChIIara
uHpeKkus (KOXOpTHA HM30Jamms), KaTo ce B3eMa MPEABHJ SHMUJICMHOJIOTUYHATA XapaKTePHCTUKA Ha
3a00JIIBAaHETO U OCOOCHOCTUTE Ha IpyIaTa NalueHTH.

6.1.1.2. Ilpenu BAM3aHe B cTasiTa Ha MAlMEHTa CE CJIaraT YUCTU, HECTEPUIHU PhKABUIIH.

6.1.1.3. Ilpu Bim3aHe B OOJHUYHATA CTas ce€ OOJIMYa M30JAIlMOHHA MPECTHIIKA, aKO Ce Hajara
MPSIK KOHTAKT C MAIMEHTa, TOBbPXHOCTH WK JPYTH MPEIMETH B IIOMEIIIEHUETO.

6.1.1.4. Orpann4aBa ce ABMKCHHETO M TPAHCIIOPTUPAHETO Ha MAIMEeHTa W3BBH cTasTa. Koraro
ce Hajara IpeMecTBaHe, C€ B3eMaT MIpeana3Hu MEpKH 3a HamaligiBaHe IO MUHUMYM Ha pHCKa OT
pasnpocrtpanenue Ha uHpekusaTa (paaen VII, 1. 3).

6.1.1.5. M3BbpiiBa ce MOIXOASINO MOYUCTBAHE U JIS3UH(EKITUS Ha TOBBPXHOCTH U MPEAMETH B
cTasTa.

6.2. [Ipennazuu Mepku npu UHPEKIUH, IPEAaBaHU MO Bb3AYLIIHO-KAMKOB ITBT.

6.2.1. Nudexuuurte, npegaBaHH 1O BB3AYIIHO-KAMKOB BT, Ca PE3yATaT OT KOHTaKT Ha
JUTaBULIMTE HA HOCAa M ycCTara WM KOHIOHKTHBAaTa Ha BB3MPUEMYHMB KbM HHGOEKIUITa WHIAUBUA C
KAIKOBHUSI aepo30J1 (C MO-pUTE YacTUIM > 5 M), KOWTO ChIAbpIKa MPUUUHUTEIUTE W CE OTICISA OT
WHQEKTUPAHHUS TAIMEHT MPHU KallIsTHe, KUXaHe, TOBOPCHE WJIM NPH MaHUMYJIAMKA KaTo TpaxealiHa
acmupanis u ce mnpeaana e()eKTUBHO Ha paszcTosiHue 10 1 - 2 meTpa oT maruenTta. bonectu, nmpenaBaHu
[0 BB3IYIIHO-KAIKOB BT Ca: MEHUHTOKOKOBAa WH(MEKIIWs, ITHEBMOKOKOBA ITHEBMOHUS, MAapOTHT,
neprycuc, pyoeona, rpun u ap. (tadm. 5).

6.2.2. HeoOxoauMu TOBJIHUTENTHU TIPEINa3HU MEPKU:

6.2.2.1. TlaumeHThT ce HAacTaHABa B €AMHUYHA CTas WIM B CTas C MAlMEHT CbC ChlIara
uHeKIUs (KOXOpTHA U30JIaIIHs).

6.2.2.2. [lepcoHAIBT MOJI3Ba MacKa MPHU TPHKUA, KOUTO CE ToJIaraT Ha pa3CTOSHUE, MTO-MAJIKO OT
PHUCKOBOTO (710 1 - 2 MeTpa OT malKeHTa).

6.2.2.3. IIaiueHThT HOCH XUPYPTUYHA MacKa IIPU TPAHCIIOPTUPAHE.

6.2.2.4. Hama cnieniaiHu U3MCKBAHMUSA KbM BEHTUJIAIMSTA HA CTasATa, ChONIOAABaT ce oOuIuTe
W3UCKBAHUS, IIOCOYECHU B T. 11.

6.4.2.5. 3BwpiiBa ce 1eneBa ae3uH(EKIsI Ha MOBbPXHOCTU MIPHU YCTONYMBH MUKPOOTPAHU3MHU
(manp. C.diphtheriae, S. Aureus).

6.3. [Ipennazuu Mepku npu UHPEKLIUH, IPEIaBaHU IO AEPOTCHEH IbT.

6.3.1. C Te3u mpenrnasHu MEpKHU Ce IeIM HaMaJsBaHEe Ha pUCKa OT WH(MEKINH, MpelaBaHu 10
AepOreHeH IbT, Ype3 KaIKOBU s/ipa, KOUTO MPEACTABISABAT OCTAThYHO BEIIECTBO OT OTHAEISHHUTE OT
MaUeHTa Kamyuilyd, U3NapsBally ce J0 YaCTHUIH ¢ pa3Mep oT 1 10 5 UM u 3aabprKaliy ce BbB Bb3IyXa
3a HEONPEICJICH MepHo OT BpeMe. bollecTr, KOMTO ce TpeaaBar 1Mo TO3W BT, ca aKTUBHU (OPMHU Ha
OenoapobHa TyOepKyno3a, Bapuilena, 6enoapodbHa yyma u jip. (tTabam. 5).

6.3.2. HeoOxoauMu TOIBJIHUTEITHU TIPENa3HU MEPKU:

6.3.2.1. [laiueHTHT ce HACTaHSIBA B MHAMBHUAyaJIEH OOKC C MOIXOAIIa BEHTHIAIUS CHIVIACHO
u3ncKBaHusATa Ha Ta0n. 9, 10 u 11 npu 3aTBOpeHa Bpara, OTBEKAAIINTE BEHTWJIALIMOHHU Bb3IYXOBOAH Ca
OTJaJICYeHH OT BbBEXKAAIIUTE (BB3AYXHT C€ OTBEXK/A Jlajey OT BXOJIOBE Ha Crpajara U MecTa, KbJIETO €
00HMYaliHO IPEeMHHABAHETO U CHOMPAHETO Ha MIOBEYE XOPa).

6.3.2.2. IlepcoHanbT HOCH BUCOKOE()DEKTUBHU MACKH, pECIIMpaTOpeH THUI (T. 3).

6.3.2.3. [lanMeHThT He HamycKa CTasiTa WIK HETOBOTO JBI)KCHHE M MPEMECTBaHE OT CTasATa ce
OTpaHHYaBa JI0 MUHAMYM.

6.3.2.4. Ilpu npemecTBaHe MALMEHTHT HOCU XUPYypruyHa Macka.

6.3.2.5. 13BppmiBa ce meneBa Ie3MH(EKIUA Ha TIOBBPXHOCTH M MIPEIMETH, C KOUTO MAlUEHTHT
€ B YeCT KOHTAKT (MpH YCTOHYMBH MHKpOOpraHu3mu, Hamp. M. tuberculosis), a mpu mpemecTBaHe U
U3IMCBaHe - aTeHa KpalHa Je3uH(EeKIIHs.



6.4. AGcomtoTHa (CTpUKTHA) U30nanus (MPU XeMOparuyHa TPecka, METUIHINH-PE3UCTEHTEH S.
aureus, SARS u n1p.).

6.4.1. TakbB THI H30JAIMS CE U3UCKBA, KOTaTO CHUIECTBYBA PUCK OT MH(EKIUS, TPEeIU3BUKaHA
OT CHJIHO TATOTCHEH WM JAPYr HeoOWdaeH MH(EKIIMO3eH areHT, ¢ Bb3MOXKHH Pa3jIHMYHU IMBTHINA Ha
npeaaBaHe.

6.4.2. HeoOxomumu JONIBJIHUTETHH NPEATIa3HA MEPKH:

6.4.2.1. u3onatop Wik UHPEKIIMO3HO OT/ICIICHUE;

6.4.2.2. BuCOKOe(DEKTHUBHH MACKH, PECIUPATOPEH THUIl, PhKABUIIM, MPECTUIIKH, IIAIKa, 3aIIUTa
3a OYMTE 32 BCUYKH, BIU3aIIHU B cTasATa (T. 3);

6.4.2.3. xurueHa Ha pbpLETE IPU BIU3aHE U U3JIU3aHE OT CTAsTA;

6.4.2.4. ne3uHpexnusa Ha MEIUIIMHCKUTE HHCTPYMEHTH JI0 JIETJIOTO Ha TAIlUeHTa;

6.4.2.5. wsrapsHe B HWHCHUHEpPATOp Ha CEKCKPETUTE, TEJICCHU TEYHOCTH, Ha30(apUHTCATHH
CEKpeTH;

6.4.2.6. ne3uH(ekIus Ha 6eIb0TO;

6.4.2.7. orpaHn4aBaHe Ha OCETUTEIN/ TIPUAPYKABAIIM JIMLA M BIM3aHETO Ha IIEPCOHANIA;

6.4.2.8. kpaitHa ne3uHMEKITUS;

6.4.2.9. n3non3Bane Ha 00OPy/IBaHE 3a €HOKPATHA yIOTpeoa;

6.4.2.10. ocurypena 6e30macHOCT TP TPAHCIIOPT U U3CIIEIBaHE HA TPOOH OT MAIlMEHTA.

7. llpodunaktruka Ha ocHOBHUTE Tpynu BB

7.1. UHdekun Ha MUKOYHHUTE ITbTUIIA

7.1.1. TpaucyperpanHara KaTeTepu3alusi U EHJOCKOIICKUTE YPOJOTHMYHUM MaHUIyIaluu ca
CBBP3aHH C HAN-TOJISIM PUCK OT MH(GEKIIMH HA MUKOYHUTE MbTUIIA.

7.1.2. 3a HamansiBaHe pricKa OT HH(EKIHS ce MPernopbuBa:

7.1.2.1. cTpora MHAUKALMS 3a KaTeTepU3alus;

7.1.2.2. HamansiBaHE IPOABIDKUTEIIHOCTTA HA KaTeTepU3allUsiTa;

7.1.2.3. w3non3BaHe Ha OC30MACHW TEXHUKU TPU TIOCTABSHE W IMOIIBPKAHE HA YPETPATHH
KaTeTpu;

7.1.2.4. n3rion3BaHe Ha MOAXOIAIINA MaTepHAIIH.

7.1.3. OcHOBHUTE PUCKOBH (DAKTOPH OT CTpaHa Ha MAIMEHTA ca:

7.1.3.1. 5)KE€HCKH TOJI;

7.1.3.2. HanpesiHAJIa Bb3PacT;

7.1.3.3. nuaber;

7.1.3.4. KONOHM3ALM HA OTBOPA HA MTUKOYHMS KaHAJI.

7.1.4. Kputepuute 3a nuarfosara uH(EKI¥s Ha TUKOYHUTE MIBTHINA ca mocoueHu B paszen IlI,

7.1.5. [IpeBaHTUBHU MEPKH

7.1.5.1. MU3uckBanusi KbM MEpPCoOHasa:

7.1.5.1.1. KarerepusupaHeTo ce U3BBPIIBA CaMO OT JIUIA, KOUTO ca OOy4eHH B TEXHHUKaTa 3a
MOCTaBsSIHE M U3UCKBAaHUATA 3a acenTuka u antucentuka (Kareropus 1b).

7.1.5.1.2. 3agpKUTENHO C€ W3BBPIIBA XWTHEHHA JC3MH(EKIMS HA phIETE MPEeau
MaHUITyJalus ¢ KaTeThp Wi ApeHaxkHa cucrema (Kareropus 1b).

7.1.5.2. VI3uckBaHus 3a MaTepuaInTe, TEXHUKATa 32 MOCTABSIHE U OOTPIKBAHE HA MAIIMCHTHUTE C
YpUHApEH KaTeThp:

7.1.5.2.1. TlocTOsIHHUTE KaTeTPH HA MUKOYHUS MEXYP C€ TIOCTABAT CaMO MPH CTPOTa WHIUKAIIHS
U Ce OTCTPaHABAT KOJIKOTO Moxe mo-ckopo (Kareropus 1b).

7.1.5.2.2. U3BbpiIBa ce ToaJIeT HA TIepUHEaTHaTa 00JIacT MPEear MaHUITYJIALUATA.

7.1.5.2.3. M3non3Bar ce CTepUIHM PHKaBUIIM, MMOKPUBKH, TAMIIOHU (MM CTEPHJIHA MHHCETA B
eKCTPeHH CJIy4aW, KOraro KaTeTepH3HpaHETO Ce€ W3BhbpPIIBA OT €JHO JIWIE), AHTUCENTHK 3a



JEKOHTAMUHUPAaHE Ha OTBOpPA HA MHUKOYHUS KaHAl (Cla3Ba ce BPEMETO 3a Bb3/ACUCTBUE) U CTEPHIICH Tell
(Kareropus 1B).

7.15.24. Tlpu npoab/KMTENHA KareTepusanuss (>5 OHM) HAa IHKOYHHS MeEXyp H CIIe
MO-TOJIEMH OTIEPATUBHU WHTEPBEHIIUU C€ MPEANOUUTAT CYNPAIyOMYHUTE TIOCTOSTHHA KAaTeTPH, KaTo Cce
B3eMar npeaBuj nporuBonokazanusra (Kareropus Ib).

7.1.5.2.5. Tlpu kparkorpaeH apeHax (5 qHHM) ce U30Mpa MEKAY MOCTOSHHUS TPAHCYpETpaIcH
KaTeTbp, CYyNpamyOMuYHUs KareThbp WJIM CTPOr0 acCeNTUYHOTO, MHTEPMUTHPAILO EAHOKPATHO
karerepusupane (Kareropus Ib).

7.1.5.2.6. [lpn mocraBsiHE Ha TPAaHCYpPETpPAJICH IMOCTOSHEH KAaTeThp Ha NMUKOYHUS MEXyp 3a
KparkoTpaeH JpeHax (5 qHM) MOXKe Jla ce U3I0JI3Ba JIAaTEKCOB KaTeThp, aKO € MU3KJIIUeHA aleprus KbM
narexc (Kareropus II).

7.1.5.2.7. 3a npoabIKUTENICH IPEHAX € MPpeAnoYnuTaTr cuinkoHoBH KateTpu (Kareropus Ib).

7.1.5.2.8. N3non3BaHeT0 HAa MOCTOSHHHU KaTETPH ¢ aHTUMUKPOOHO IOKPHUTHE € C HeJO0Ka3aHa
edextuBHOCT 3a npodmiaktuka Ha uHpexuure (Kareropus I1I). Cna3sa ce cTpora acenTuyHa TEXHUKA
10 BpeME Ha TOCTaBsIHE HAa KaTeThpa WJIM TMPH JPYTHM HWHBA3MBHU YPOJIOTHYHU TpOIEAypu (Hamp.
[IMCTOCKOIHSI, YPOAUHAMUYHO TecTBaHe, muctorpadus) (Kareropus Ib).

7.1.5.2.9. Tonemunara Ha KareTbpa TpsOBa Ja € choOpa3eHa ¢ pazmepure Ha meatus urethrae
(Kareropus 1B).

7.1.5.2.10. 3a arpaBMaruyHa ypeTpajHa aridKalus Ce H3MOJI3Ba CTEPHIIEH 00e300ms1Ball
JTyOpUKaHT 3a eAHOKpaTHA ynoTpeda, KOUTO MOXKeE J1a ChJIbpKa aHTUCENTHUK.

7.1.5.2.11. N3non3Bar ce camMO CTEPWJIHHM 3aTBOPEHHM CHCTEMHU 3a OTBEXKJIAHE Ha ypHHATa
(Kareropus [A).

7.1.5.2.12. KareTspbT U IpeHakHaTa TpbOa He ce pazenunsBar (Kareropus [A). Ako ce Hanara
paseAnHsBaHEe, CheIMHEHNETO ce ne3nHpekupa npeasapurento (Kareropus 1b).

7.1.5.2.13. IIpOMUBKH ¥ BIMBAHUS CE U3BBPIIBAT CaMO MPHU yPOJIOTHIHA HHIUKAIIUS, HO HE U 32
npodunaktuka Ha uHpeknun (Kareropus Ib).

7.1.5.2.14. 3a nma ce ocurypu OTTHYAHETO Ha ypHWHATa, TPsAOBa Aa ce M30sATBa MperbBaHe Ha
KaTeTbpa u apeHaxHara cuctema (Kareropus Ib).

7.1.5.2.15. KonekropHara Topba TpsOBa a BHCH CBOOOIHO ITOJ HUBOTO Ha TMUKOYHHS MEXYD,
0e3 na ce ponmpa jao noaa (Kareropus Ib).

7.1.5.2.16. He ce npemnopbh4Ba HHTEPMUTHPAIIOTO MMPEIIUITBAHE HA TIOCTOSTHHUS KaTeThp MPEAn
OTCTpaHSIBAaHETO My C IIeJl MOBUIIABAHE KalaluTeTa Ha MHUKOYHUS MEXyp, PEeCH. Bb3CTaHOBSBaHE Ha
HOpPMAJTHUSI MUKITUOHEH PUTHM (T. Hap. TpPeHUPOBKH HA nukouHust mexyp) (Kareropus Ib).

7.1.5.2.17. Toaner Ha mepuHeaTHaTa 00JIACT CE€ U3BBPIIBA BEIHHK WM JIBA I'BTH JTHEBHO C BOIA
U Te4YeH camyH, Oe3 jgo0aBka Ha aHTucenTunu. M30srBa ce nppraHe Ha karerbpa (Kareropus IB).
W3non3Bar ce enHOKpaTHU HecTepuiaHu pbkaBuiy (Kareropus Ib).

7.1.5.2.18. Nukpycranuute N0 KareThpa B ONM30CT 0 OTBOpa HA MUKOYHHS KaHAI Ce
OTCTpaHsSIBAT BHUMATEIIHO C TaMIIOH, HarloeH ¢ BojopoaeH nepokcu (3 %) (Kareropus 11).

7.1.5.2.19. [locTOSHHUTE KaTeTPU HA MUKOYHHS MEXYp HE C€ CMEHSAT PYTUHHO, a B 3aBUCUMOCT
OT Hy/1ara (Hamp. pu o0CTpyKIwus, 3aMmbpcsiBane u ap.) (Kareropus 1b).

7.1.5.3. MUKpOOHOJIOTHYHO U3CIeABaHE M YIIOTpeOa Ha aHTUOMOTHIIM TTPU KaTeTepHU3aIus

7.1.5.3.1. YpuHa 3a MEKPOOHOJIOTHYHO H3CJICABAHE CE B3eMa caMO OT MPEABUCHUTE 3a IIeNITa
MecTa Ha JpeHa)kHaTa chcTeMa, B ONM30CT 10 MalUeHTa, CJeJ IMpelBapUTeNHa Ae3uH(EeKIus ype3
3a0bpcBane (Kareropus 1B).

7.1.5.3.2. He ce mpoBexa aHTHOMOTHYHA TPO(HUIAKTHKA TIPH TTOCTABSIHE WM MPH TTOCTaBeH
kateTbp (Kareropus Ib).

7.2. Nudexuu Ha XUPYPTUIHOTO MSICTO (TTOCTONIEPATUBHU PAHEBU WH(DEKITUN)

7.2.1. OcHOBHU pUCKOBH (PAKTOPH 32 pa3BUTHE HA MOCTONEPATUBHU PAaHEBU MH(EKINH:

7.2.1.1. o0I0TO CHCTOSTHUE HA TAIIUEHTA (Bb3PACT, PEKUM Ha XpaHEHE, UMYHOCYIIPECHUS U Ip.);



7.2.1.2. cTeneH Ha KOHTaMUHAIMS HA XUPypriudHaTa paHa;

7.2.1.3. IpOABIKUTEIHOCT Ha MPEAOTIEPATUBHUS OOJTHUYECH MPECTOM;

7.2.1.4. MeTO HA NIPEAONIEPATUBHOTO 00E3KOCMSIBAHE;

7.2.1.5. IpOABIKUTEIHOCT HA OTIEPALIHITA,;

7.2.1.6. onepalluOHHA TEXHUKA;

7.2.1.7. HanuuymMe Ha OTHHUIIIE HA MH(EKLUS U3BbH OINEpallMOHHaTa 00JIacT;

7.2.1.8. U3M0JI3BaHE HA APECHAXKH.

7.2.2. Kputepunrte 3a nuarHosara MocTolepaTuBHa paHeBa MH(EKIMS ca MOCOYEHU B pasJieln
II1, 1. 6.

7.2.3. 3ucKkBaHMs KbM IIEPCOHANIA!

7.2.3.1. [lepcoHanbT B ONEPAIMOHHUTE 3aJM HE HOCU OMXKYTa, JIaK 32 HOKTH WJIM M3KYCTBEHH
HOKTH.

7.2.3.2. HoktrTe Ha MpHCTUTE HA pBIETE TPsiOBa Aa ca kKbco (He moBeue ot 0,5 cMm) u oBamHO
U3psA3aHU KaTo yCIIOBHE 3a KaueCTBEHO W3BbpIIBaHE Ha xupypruuHa nesuHdexuus (Kareropus 1B).
Bewuku nuia B onepandoHHATa 3a1a HOCST XHPYPrHYHO OOJNIEKIIO C JBITH PBHKaBU, KOETO CE IMOJ3Ba
CaMo B OTICPAIIMOHHUS OJIOK.

7.2.3.3. Ilpeau BiM3aHEe B OMEpaIlMOHHATA 3aJia C€ MOCTABAT IIANKa ¥ Macka 3a ycTara U Hoca
(Kareropust 1b). Illankata u mackara TpsOBa Ja MOKpUBAT M3LSUI0O OKOCMEHAaTa 4acT Ha IviaBara u
Opanara, kakto u ycrata u Hoca (Kareropus Ib). Mackata ce cMeHsI mpu BCsIKa omepanus ¥ Mpu BUANMO
3ambpcsiBane win HamokpsiHe (Kareropus IB).

7.2.3.4. OniepalldiOHHUAT €KUIT M3BBPIIBA XUPYpPruyHa JIe3WH(EKIUs Ha PBIETEe NMPeau BCsAKa
onepanus (Kareropus 1A). Cnen xupypruduta Jae3uHGEKIUS Ha PhIETE ONMEPAMOHHUAT SKHUII TTOCTaBs B
orepaloHHaTa 3aj1a CTepUiiHA BpbXHA MPECTUIIKA, Cle] KoeTo U cTepuianu pbkaBuiy (Kareropus IB).

7.2.3.5. Tlpu omeparuu, MpH KOUTO € BB3MOXKHA KOHTAMUHAIUS C KPBB W/WIH TEJIECHH
TEYHOCTH, CE€ HOCAT HeTpoMokaeMu BpbXHHU npecTuiku (Kareropus [A).

7.2.3.6. TlocraBsHeTo Ha 1Ba ynTa PHKABUIM CE MPENOPHUBA MPH ONEpalldH, 32 KOUTO OT
OTHUT C€ 3Hae, Y€ ca CBbpP3aHW ¢ HapymiaBaHe menoctra Ha pbkaBunurte (Kareropus Ib), u xorato ce
OTepupar MalUeHTH, 3a KOWTO € HM3BECTHO, 4e ca MH(PEKTUPAHU C KPHBHOMPEHOCHUMH MAaTOTCHHU.
PokaBumTe ce cMEHST He3a0aBHO CIIe/] BCSIKO HapyIlIaBaHEe HA TAXHATA ISUTOCT.

7.2.4. llpenonepatuBHU MEPKHU

7.2.4.1. BOJHUYHUST MPECTOU MPEIU OIepalys ce ChKpamasa 10 MHHUMYM. [10 BB3MOXKHOCT
chlllecTByBaluTe uHbekuun ce jaekysar npensapurenHo (Kareropusi [A). Koxara Ha mamueHtra B
o0JacTTa Ha ornepanusaTa ce MoYncTBa OCHOBHO M3BBH onepanronHara 3ana (Kareropus Ib).

7.2.4.2. TlpenoneparuBHa JenuiIalUs - U3BBPIIBA CE HEMOCPEACTBEHO MPEIU OINepaThBHATA
WHTEPBEHIIMS Ype3 MOJICTPUTBaHE WM Ype3 XUMHUUECKH MeTon Ha oOe3kocmsBaHe (Kareropus [A). He
ce IpernopbruBa 00e3K0CMsIBaHe upe3 OpbCHEHE.

7.2.4.3. B onepanronHara 3aia ce U3BbpIIBa aHTHCENTUYHA 00pad0TKa Ha ONEPATUBHOTO TOJIE
or 1ueHThbpa KbM mepudepusara (Kareropms I[A). B pamkuTe Ha mpeanucaHara €KCIIO3HIIHS
ne3uH(peKIpanara MoBbPXHOCT ce nmojabpxka BiaxkHa (Kareropus [A). O6paboTrenara miomnr TpsoBa 1a
ObJIe TOCTaTHYHO TOJsIMA, 3a J1a BKITIOYH IsUIaTa WHIU3US U MPHIIeXkKAIaTa KoyKa TOJIKOBA, Y€ XUPYPT'bT
Jla MOKe Jia paboTh 0€3 KOHTAKT ¢ HeoOpabOTEeHa KOoXKa.

7.2.4.4. Cnen nesuH(peKus Ha KOKaTa ChCEAHHUTE YACTH OKOJIO OONAcTTa Ha ONepalusira ce
MOKPUBAT CbC CTEPUIHH Kbphu. MHIM3MOHHUTE Qoiaua HAMAT NpPeAUMMCTBa IO OTHOIICHHE Ha
xurueHara (Kareropus [A).

7.2.5. IHTpaonepaTtuBHU MEPKHU

7.2.5.1. Tlpu onepanuu, 3a KOUTO Ce MPEAINOiara, ue € Bb3MOXHA MOsBa Ha aepO30JU/MPbCKH
cekper, ce HocAT npeana3nu oumna (Kareropus IBb).

7.2.5.2. Axo 1o BpeMe Ha ornepanuara ce KOHTaMUHUPa BpbXHATa MPECTUIIKA, CTEPHIIHOTO TOJIe
WM XUPYPTUYHUTE PHKABUIIU, T€ CE CMEHST, a OTICPAIMOHHOTO TI0JIe C€ MOKPHBA HAHOBO. CHIIIOTO BaXKU



U 3a IIpexo/ia OT HeuHcTaTa KbM uncTata (asa Ha omepanusata. CMsHaTa Ha ONepalloHHaTa MPecTUIKa
VI OTICPAITMOHHUTE PHKABHIIN CE U3BBPIIBA BCTPAHU OT orneparonHoro moie (Kareropus 1B).

7.2.5.3. 1o oTHOIIEHNE HA OCTaHAJIMS OTIEPAIMOHEH MIEPCOHAT KOHTAMHUHHUPAHETO Ha PBIETE ce
MPeIOTBpaTsSIBa ¢ HOCEHE Ha Tpeana3Hu pbkapumu. Ciiea TOTUp 10 KOHTAMHUHHPAHU TpeAMeTH (Harp.
MaHHUIMYyJIAlUKU 10 MacKaTra) He3a0aBHO ce W3BbPILBA XUrueHHa ne3uHdexnus Ha pouere (Kareropus 1A).

7.2.5.4. 3non3Ba ce miajsia onepalioHHa TEXHUKA U 3aTBOPEH IPEHAX Ha paHara.

7.2.6. Ilpunara ce mepuomeparuBHa aHTUOMOTHYHA TPO(UIAKTHKA CHINIACHO OOJTHUYHATA
AHTHOMOTHYHA TOJIUTHKA.

7.2.7. Tlpu mpoBexIaHe HA IUIAHOBM HMHTEPBEHIMM B €IHA OMNEpaIliOHHA 3ajla Ce Cra3Ba
cleHAaTa TOCTENOBAaTETHOCT: Hal-HAmpes] ce MpaBsT ONepalud Ha YUCTH, CIEA TOBa - HA YUCTHU
KOHTAaMHUHUPAaHH, HA KOHTAMUHUPAHU ¥ Hali-HaKpas - Ha HHPEKTUPAHU PaHU.

7.2.8. IIpeBaHTUBHU MEPKH, CBbP3aHU ChC CpEaTa B OlepallioHHaTa 3aa:

7.2.8.1. Tlo Bpeme Ha omepaiusATa ce OrpaHHYaBa JI0 MHHUMYM OpOST Ha MPUCHCTBAIIUTE B
orepanoHHaTa 3ajia, TSIXHOTO JABI)KEHHUE U PAa3rOBOpPHUTE, BpaTUTE Ha OINEpalMoOHHAaTa 3aja OCTaBaT
3arBopenu (Kareropus 1b).

7.2.8.2. IIpenopbyBa ce B ONEPAMOHHUTE 341U Ja C€ MOAIbPHKA MOJIOKUTEITHO HAJIATaHE.

7.2.8.3. N3paboTBa ce IuiaH 3a MOYMCTBAHE W JIe3MH(EKLUs Ha ONEepalMOHHATa 3aja, KONTOo
BKJTIOYBA:

7.2.8.3.1. Besika cyTpuH mpedu 3amouBaHe Ha paboTa M ciell BCsAKa Omepaius ce M3BbPIIBa
MOYUCTBAHE U AC3UH(PEKINS HA BCUYKH XOPHU30HTAITHU MTOBHPXHOCTH.

7.2.8.3.2. B kpas Ha paOOTHUS JCH CE M3BBPIIBA ISIOCTHO MMOYHMCTBAHE M JE3MH(EKIUSI Ha
oTiepaIMoHHaTa 3aj1a, BKIL. araparypa U HHBEHTap.

7.2.8.3.3. BenHbk cemMHYHO C€ H3BBPINBA IUIOCTHO IOYMCTBAaHE W JAe3WH(pEKIus Ha
MPOCTPAHCTBOTO HA OMNEPAlMOHHUS OJIOK, BKIIOYUTETHO BCHYKH TPWICKAIIH TOMEIIEHUS C
Je3UH(EKTAHT ChC CIIOPOLUAHO ACHCTBHUE.

7.2.8.3.4. OnepalliOHHUTE 3, KOMUTO BIM3aT B rpyma 1 Ha Tabm. 9 u ocobeHo 3amute 3a
BHCOKOPHCKOBA XUPYPrusl (HAIP. OPTOIEAMYHU MPOICTYPH ¢ UMIUTAHTH, TPAHCIUTAHTAIUS, ChPJICYHA U
Ch/IOBA XHPYPrusi U Jp.), TpsAOBa Aa ca 00OpYyABaHU CHC 3AIUTHHU 30HH upe3 Oe/lleH Ha TypOOJICHIINH,
CTEpUJICH €THOIMOCOYCH BB3AYIIEH IMOTOK M Ja OTTOBapsAT HAa W3HWCKBAHHATA, ocovueHH B Tabn. 10 u
Tabm. 11 ot pa3men V.

7.2.9. IlocroniepaTUBHU IPEBAaHTUBHU MEPKU

7.2.9.1. CmsaHa Ha TPEBPBH3KU

7.2.9.1.1. Cna3Ba ce cieaHara MmocjaeA0BaTeIHOCT MPU CMsHA Ha MPEBPB3KUTE: Hal-HAIpes ce
IpaBsIT NPEeBPBH3KM Ha YHCTUTE, CJel TOBAa HAa YUCTUTE KOHTAMUHUPAHU, HA KOHTAMHUHHpPAHUTE U
Hali-HaKpas Ha UTHPEKTUPAHUTE PaHHU.

7.2.9.1.2. OcurypsiBaT ce aceNTUYHU yCIOBHS Ha paboTa - Je3uH(EKIrs Ha pBIETe Mpeau H
clen CMsHA Ha TpeBph3KaTa, M3MON3BaHE HA OE3AONMUPHU TEXHUKHM M CTEPWIIEH MaTepuan 3a
paHara/mpeBpbh3Ka Ha paHarta.

7.2.9.1.3. IIpu cbmMHeHue 32 MHPEKIHS ce B3eMa MaTepuai 3a MUKPOOMOJOTUYHO M3CIIC/IBAHE
Ha CEKpET OT paHaTta.

7.2.9.1.4. Macka ¥ mamnka ce IoCTaBsAT caMO IPHU CJIOKHA MPEBPBH3KA € TOJIMA TUIONT WA TIPH
uHpEKTUPaHa paHa W/UiIN HATMYHe HA MYJITUPE3UCTEHTHH MUKPOOPTaHU3MHU.

7.2.9.1.5. PaGotu ce 3aabKUTETHO ¢ PHKABUIIM U TIPENa3Ha MPEeCTHIIKA.

7.2.9.2. I'puxku 3a ocTonepaTuBHa paHa

7.2.9.2.1. 3aTBOpeHara paHa ce OCTaBs 1O MPUHIIMII ITpe3 MbpBUTE 24 - 48 vaca ¢ npeBpb3Kara,
MOCTaBeHa B onepannoHHara. [1o uzkirodeHue: mo-manko ot 24 yaca npu CHITHO MOCJIEIBAIIO KbPBEHE.

7.2.9.2.2. I[loctaBsgHETO U CMsSHATA HA MPEBpbH3KaTa CE Ha3HAUaBar OT JICKap.

7.2.10. AMOynaTopHy XUPYpPrUYHU WHTEPBEHIIMU HE TPSAOBa J1a ca CBbP3aHM C IMO-BUCOK PUCK
OT WH(EKIIUU 32 MAIUEHTA, OTKOJIKOTO ONIEPATUBHUTE HHTEPBEHIINH B CTAIIMOHAPHU YCIIOBHSI.



7.3. ndexnuu Ha MOMHUTE AUXATEIHH MBTUIIA (BKJI. MHEBMOHHHU, CBBP3aHH C HM3KYCTBEHA
OeonpoOHa BEHTHIIALINS )

7.3.1. PuckoBu ¢akTopu OT CTpaHa Ha MaldeHTa:

7.3.1.1. Bp3pact nox 1 wiau Hag 65 roauHU,

7.3.1.2. HanUYHU TEXKU OCHOBHU 3a00JIsBaHUS, KOMTO BOIAT JO OTCIa0BaHE HAa MMYyHHara
3aIMTa U/WIKM HapylIeHne Ha Ch3HAHUETO;

7.3.1.3. npeaxoxkaanty 3a00JIsIBaHHsI Ha PECTTMPATOPHUS TPAKT;

7.3.1.4. TopakanHH WM a0IOMHHAITHU XUPYPTUYECKU UHTEPBEHIIUY;

7.3.1.5. n3kycTBeHa OenoapoOHa BEHTHIIAIIHS.

7.3.2. TlanmeHTH cie mMpeKkapaH MO3BYEH HUHCYNIT, C ThPYOBE C Pa3iMyHA €THOJOTHUS WM C
pa3JryHa CTETICH Ha HApYIICHHE Ha Ch3HAHUETO Ca PUCKOBH 32 Pa3BUTHE Ha HO30KOMHAITHA ITHEBMOHUS,
JIOpH J1a HE ca UHTYyOUpPaHU.

7.3.3. Kputepunrte 3a 1narHocTHKa Ha HO30KOMHAJIHA TTHEBMOHMS ca rmocodeHu B pasnen 111, T.
6.

7.3.4. OOuIO0BaNMIHY TPEBAHTHBHA MEPKHU:

7.3.4.1. XurnenHna ae3uH(EKIMs Ha PBIETE CE M3BBPIIBA NPEIU M CIEJ BCEKH KOHTAKT C
TpaxeajdHu TPHOM, TPaXeocToMa WU NPUHAJICKHOCTH 3a OOIMWIINBAHE, CJell KOHTAKT C JUTaBHIIA,
pecnuparopeH CeKpeT WK NMpeIMeTH, KOHTaMUHUpaHu ¢ pecniuparopeH cekpet (Kareropus [A).

7.3.4.2. llpenonepaTuBHO HaMallsiBaHE HA €HOTEHHUTE PUCKOBE:

7.3.4.2.1. TlpenorneparuBHaTa IMOATOTOBKA BKIIOYBA TEpaIlds Ha XPOHUYHH 3a00JSIBaHUS Ha
nuxarenaute nbpTHIIa (Kareropus IB).

7.3.4.2.2. llpoBexxna ce Tepamusi Ha JPYr'd MPEIUCIIOHMPAIIM OCHOBHH 3a00JISIBAaHUS
(Kareropus IB).

7.3.4.2.3. Tlo BB3MOXKHOCT C€ penylupa HIU MPEyCTAaHOBSBA NPHUEMBT Ha JIEKAPCTBEHH
npoaykTH 3a umyHocymnpecus (Kareropus Ib).

7.3.4.3. Tlpu mnpenomepaTMBeH NpPUEM HA CEAATUBU CE€ OCUTYpsSIBA HHIUBUAYATHOTO WM
JO3UPaHe, 3a JIa e MOCTHTHE JOCTAThYHO JOOBP YCIIOKOUTEICH eeKT Oe3 HapyllaBaHe Ha Ch3HAHUETO
(Kareropwus II).

7.3.4.4. BeBexxaaHe Ha o0I1a aHECTe3UsI U MHTYOaIusl:

73441 Ilpu wHBa3MBHU TpaxeajdHW, BEHO3HW WIH CNHUAypaTHH MAaHUITYJIAIUH
AQHECTE3UOJIOTUYHUSAT SKHIT U3M0JI3Ba PHKABUIIA U MACKH.

7.3.4.4.2. Tlpu BBBexIaHe Ha OOIIAa aHECTE3Ws C€ MpEANpHeMaT HEOOXOAMMHUTE MEPKH 3a
npenoreparaBane Ha acnupanus (Kareropus [A).

7.3.4.4.3. V3BbpmiBa ce XWrMeHHA JAe3WH(EKIMs Ha PBIETe NpPeAr U CJed WHTyOanus
(Kareropus 1A).

7.3.4.4.4. Ilpu untyOanus ce HOCAT eAHOKpaTHU cTepuiaHu pbkaBuiy (Kareropus [V).

7.3.4.4.5. Tpaxeannara TpbOa ce moaasa npu acentudau yciuosus (Kareropus [A).

7.3.4.5. Tlpu u3BexkaaHe OT 00IIa aHeCTe3us pea eKCcTyOarusaTa CbOpaHuaT B opodapruHKca
CEKpeT ce U3Ters, 3a Aa ce npenorsparu acnupanus (Kareropus 1A).

7.3.4.6. EnnoTpaxeanHa aciuparusi:

7.3.4.6.1. [Ipeau u cien eHAOTpaxeaiHa acUpalds C€ M3BBHPIIBA XUTHEHHA JAC3MH(EKINUSI HA
poiete (Kareropus [A) u ce HOoCST enHOKpaTHU cTepuiinu pbkaBuiu (Kareropus 1V).

7.3.4.6.2. V3non3Bar ce ctepwiiHu aciiupannonHu katetpu (Kareropus [A).

7.3.4.6.3. N30srBa Ce KOHTAaMHUHAIMATA HAa ACIIUPAIMOHHUS KATEThp MPEAH BBHBEXKIAHETO MY
(Kareropus 1A).

7.3.4.6.4. Ilpu eavH ¥ ChII MAIMEHT B PAMKUTE Ha €IMH aCMUPALMOHEH MPOIEC MOXE /a Ce
U3II0JI3Ba HEKOJIKOKPATHO €IMH W CBII KaTeThp, KaTo 3a W3INIAKBAHETO CE WM3I0JI3Ba CTEPHIIHA BOJA
(Kareropus 1A).

7.3.4.7. Pegyuupane Ha NaTOT€HHUTE MUKPOOPTaHU3MHU:



7.3.4.7.1. IIpu ynorpeba Ha OakTepuanaHu (QUITPU AaHECTE3MOHHATa CHUCTEMa CE€ CMEHS EIUH
sT qaeBHO (Kareropwus II).

7.3.4.7.2. Ao He ce U3Moa3Bar OakTepuanHu GUITpU, cucTeMara ce Ae3uH(EKIupa HaIekK THO
MEXy npuiarane rnpu pasnuunu nanuentu (Kareropus IB).

7.3.4.7.3. bakrepuanautre (QUITpU ce€ M3MOJ3BAT MEXIy TpaxeajgHara Tpbba W Y-dacTra
(Kareropus IB).

7.3.4.7.4. AuTUOMOTHYHA MPOHUITAKTHKA 32 TIPEBEHIMS HA MOCTONCPATUBHUTE THEBMOHUH HE
ce npenopbuBa (Kareropus [A).

7.3.4.7.5. 3HayeHNETO Ha TPEIOTNEPATUBHOTO OPOPAPUHTEATHO MPIIIOKECHNE Ha aHTHUCETITUIIH
3a nuraBuiy He e noka3ano (Kareropus I11).

7.3.4.8. CnenorniepaTUBHU MEPKU:

7.3.4.8.1. HeoOxomuma e e(heKTUBHA MEIMKAaMEHTO3HA U (PM3MKaATHA Tepanus Ha MAIMEHTUTE C
XpPOHUYHU 3a00IaBaHus Ha nuxarennurte mptumia (Kareropus Ib).

7.3.4.8.2. Tlpu puUCKOBU MAIMEHTH C€ MPOBEXIA AUXaTeaHa TEpamus IOJ HAIMbTCTBHUETO Ha
crienuaiucT no auxarenHa rumHactuka (Kareropus 11).

7.3.4.8.3. Ilpeamountar ce OOJKOYCIIOKOWTEIHH METONM O3 H3MOJ3BaHe Ha CEIaTUBHH
cpenctsa (Kareropus II).

7.3.4.8.4. Pa3nBmkBaHETO HA TAIMCHTHTE 3all0YBa BB3MOXKHO HAW-CKOPO CJIE OIEpaIHsATa
(Kareropus IB).

7.3.4.85. Ilpequ MaHWIyJalMd 10 MHXAJaTOPUTE 3a JIGKAPCTBEHH NPOAYKTH WIH
KHUCTIOPOJHUTE OBIXHUTENU (HeOynaiizepu) ce U3BBpPIIBA XWTHEHHA Je3WH(EKIHs Ha pbLETe
(Kareropus [A).

7.3.4.8.6. Nuxanatopute 3a JIEKapCTBEHU MPOAYKTU CE€ MBIHAT CaMO ChC CTEPHIIHU TEUHOCTH
(TI0 BB3MOXKHOCT B €IHOJI030BH (pJIAKOHU) U TIPU CTEPHIIHU yCIOBUS, & KUCIOPOAHUTE OBIAXKHUTEIN ChC
crepwiHa nectunupana Boaa (Kareropus 1A).

7.3.4.8.7. Bcuuky TpUHAICKHOCTH HAa HMHXAlIaTopa ce Ae3uH(EKIHpar eKEAHEBHO, aKko Ce
W3II0JI3BAT 3a €IWH ManueHT. Jle3nH(peKnus ce W3BBPIIBA W TMPEAH YHoTpeda MpU Jpyr IMMAIUEHT
(Kareropus 1A).

7.3.4.8.8. KuciopogHuTe OBIa)XHUTEIH (MapKydH, BOJHH Pe3epPBOAPHU, Ta30pa3IPEaACTUTEIIH U
MOTOKOMETpHU) ce 00paboTBar U MOATOTBIT HAa Bceku 48 yaca npu ynorpeda Mpu eIuH NalleHT, KakKTo U
npenu ynorpeba npu apyr narueHt (Kareropus Ib).

7.3.4.8.9. Ilpunara ce TepMUYHA JE3HH(EKIIHS; ITOTOKOMETPUTE € 3a0bpCBaT C Me3MHPEKTaHT
Ha aJIKOXOJIHA OCHOBA, Thi KaTo HE € Bh3MOXKHA TepMudHa ne3uHdexnus (Kareropus Ib).

7.3.4.9. EHTepaliHO XpaHEHE:

7.3.4.9.1. Tlpeaqnprema ce MOBIUTIaHE Ha rOpHATa 4acT Ha TSAJIOTO Ha MamueHTa moj broj 30 10
45 rpagyca, ako HsiMa npoTUBoNoka3aHus 3a ToBa (Kareropus IB).

7.3.4.9.2. TlpaBWIHOTO TMOJIO)KEHHWE HA COHJATa 3a XpaHEHE ce MpoBepsiBa MpPeau BCSIKO
nonaBane Ha xpana (Kareropus Ib).

7.3.4.9.3. Conmute 3a XpaHEHE CE€ OTCTpaHsABAT Bb3MOKHO Hali-ckopo (Kareropus Ib).

7.3.4.10. Uatybanus npu MHTEH3UBHA TEPAITHs:

7.3.4.10.1. Opannara uHTyOaIUs c€ MPEANOYNTa IPEl Ha3aIHaTa, ako HsIMa MPOTHBOTIOKA3aHUS
3a toBa (Kareropus 11).

7.3.4.10.2. TpaxeocToMusATa W TMOIMSHATa Ha TpaxeallHaTa KaHIONA C€ W3BBPIIBA TPH
acenTtuyHu ycioBus. M3non3sar ce crepuiinu Tpaxeannu kaHtonu (Kareropus Ib).

7.3.4.10.3. M3non3BaHeto Ha GWITPU 3a OOMWIIBAHE HSIMAa CUTYPEH IPEBAHTUBEH e(EKT
(Kareropus I1I).

7.3.4.10.4. PenoBHO ce OTCTpaHsBa KOHACH3BT OT MAapKy4YUTe M KacKaJguTe, KaTo Ce Cla3Ba
CTPUKTHA XUTHMEHA Ha PBIIETE U Ce HOCAT eAHOKpaTHU pbkasuiu (Kareropus Ib).

7.3.4.10.5. TIpu acrimpanust 3a OTCTpaHsBaHE HA CEKPETa CE U3IOJI3Ba CaMO CTEPHIICH Pa3TBOP



3a npomuBkH (Kareropus [A).

7.3.4.10.6. Ilpn m3non3BaHe Ha OTKPHUTHUS ACMHUPAIMOHEH METON C€ HM3IOJI3BAT €IHOKPATHH
crepwian karetpu (Kareropus 1b).

7.3.4.10.7. Cnen ynorpeba acriupalioHHaTa CUCTeMa ce M3IUIakBa ¢ Tedarnia Bona (Kareropus
Ib). Ako B paMKHUTe Ha €IUH aclUpalMOHEH Ipoliec KaTeThpbT TPsiOBa MOBTOPHO Aa ObJe BKapaH B
TpbOaTa, U3MIAKBAHETO CE U3BBHPIIBA ChC CTEPHIIHA BOJIA.

7.3.4.10.8. 3a nma ce mpemoTBpaTH KOHTAMHHAIIMS HA OKOJHATAa Cpela OT HaKpailHMKa Ha
aCIUpallMOHHMS MapKyd, TOH ce 3aKaya BbB BepTUKaTHO nonoxenue (Kareropus IB).

7.3.4.10.9. TlpenoppuBa ce W3BBPIIBAHETO HA CXKEJHCBHA TEepPMHYHA Je3MH(EKIUS Ha
acIUpallMOHHUS MapKy4 U Kosektopa 3a cekpeT (Kareropus II).

7.3.4.10.10. AciupatiMOHHUAT MapKyd M KOJIEKTOPHT 32 CEKPET CE U3IOI3BAT WHANBUIYATHO 32
Bceku oTneneH nanueHT (Kareropus Ib).

7.3.4.11. O0paboTBaHe Ha MPUHAIICIKHOCTUTE 32 OOIUIIIBAHE:

7.3.4.11.1. Bcuuku mpenMeTH, BIM3AIlM B JOMHP C JIMTaBUIlA HA PECIUPATOPHUS TPAKT, CE€
nesundexupar (Kareropus Ib).

7.3.4.11.2. 3a ne3uH(pexnus Ha AWXaTEIHATAa amaparypa ce MIpernopbyBa IMPUIAraHeTO Ha
tepmuueH meton (Kareropus 1B).

7.3.4.11.3. Cnen xumudHa Je3WH(EKIMS Cce M3BHPINBA W3IIAKBaHE CHC CTEPHUIIHA BOJAA 32
oTCTpaHsBaHe Ha ocTarbiuTe OT ne3uHdexranTu (Kareropus Ib).

7.3.4.11.4. lesundexuupanure npenmetu ce chxpanssar cyxu (Kareropus IB).

7.3.4.12. Ynorpebara Ha KUHETHYHH JICTJIa € TOAXOMAIIA IMPH TEKKO OOJHU TAlMCHTH H
nanyeHTy ¢ MHoxkecTBeHH TpaBmu (Kareropus I11).

7.3.4.13. PyTUHHOTO M3BBPIIBAHE HA CEJIEKTHUBHA YPEBHA JEKOHTAMUHAIMS HE C€ MPEnopbyuBa
(Kareropus I1I).

7.3.5. JlONbIHUTEIHU PEBAHTUBHU MEPKH B APYTU KIMHUYHU 3BEHA!

7.3.5.1. OTaeneHus/KTUHUKY 110 AHECTE3UOIOI S 1 UHTEH3UBHO JICUECHUE:

7.35.1.1. H3pwpmBa ce TepMHYHA Je3MH(DEKIUSA, PECI. CTCPWIH3alUs Ha YpEAUTe H
MIPUHAJJICKHOCTHTE 332 U3KYCTBEHA OenoApoOHa BEeHTHIIALINS.

7.3.5.1.2. TTonarar ce TpwXxH MO BpeMe Ha yrnoTpeda Ha TPHOU, PECIIUPATOPH U OBIAKHHUTEIIH,
3a J]a ce OrpaHNyYy KOHTaMUHAIUSATA.

7.3.5.1.3. 13BbpmiBa ce 00paboTKa Ha cuCTeMaTa 3a OOIWIIBAaHE HAa 7 THH M MPH CMSIHA MEXKILY
nanueHTu. He ce u3BbpIBa pyTHHHA CMSIHA HA PECIIMPATOPHU TPHOU.

7.3.5.1.4. TlpunoxxeHUeTO Ha AHTHALUIHU JICKAPCTBEHU MPOAYKTH U H2 Ormokepu ynecHsBa
KOJIOHM3AIUATA U TIOBUILIABA PUCKA OT Pa3BUTUE HA HO30KOMHAJIHA THEBMOHUSI.

7.3.5.1.5. U3Bbpl1Ba c€ CTEPUIIHO TPaxeaHO aCUpPUPAHE.

7.3.5.1.6. OOrpuKBaHETO CTaBa M0 Bb3MOXKHOCT B OyIHO ChCTOSIHUE.

7.3.5.2. TepaneBTUYHU OTACIICHUS:

7.35.21. OrpannuaBa ce OO0 MHHHMYM TPHEMBT Ha JIEKAPCTBEHU MPOAYKTH, KOUTO
pa3cTpoiBaT Ch3HAHUETO (CEIaTUBH, JIEKAPCTBEHU MIPOAYKTH, ChIBPKAIIN HAPKOTHUHHU BEIIECTBA);

7.3.5.2.2. KomaTo3HUTE MAIIMEHTH C€ O3UIIMOHMPAT TaKa, Y€ Ja C€ OrPaHIYU Bb3MOXXHOCTTA 32
acmupanus.

7.3.5.2.3. 130srBa ce OpaIHOTO XpaHEHE MPHU MAIUEHTH C aHOMAJIUU B I'bJITAHETO.

7.3.5.2.4. Tlpu HEyTPOINIEHUYHU WA TPAHCIUIAHTHPAHU TAIMEHTH CE OCHUTYPSBAT yCIIOBUS 3a
n305TBaHE €KCITO3UINS Ha TbOMYHU CTIIOPH 110 BpeMe Ha Olepalus Wik Bb3CTaHOBsABaHE. Te3u MmanueHTu
Ce HaCTaHsBAaT B CTaW, KOUTO TPsOBa Jla OTTOBapAT HAa M3UCKBAHMATA 3a IMOMEIICHUs oT rpyma 2 (T. 11,
tabn. 9, tadm. 10 u tabn. 11) cbe ChOTBETHA BEHTHIANMS. 33IBJDKUTCIIHO € IIPH HAIyCKaHe Ha CTaHWTe
nanueHTure aa HocsaT Macku ¢ HEPA ¢untpu, ocobeno xoraro B jie4eOHOTO 3aBEIEHUE CE€ W3BHPILIBAT
CTPOUTEIIHO-PEMOHTHHU JACHHOCTH.

7.3.5.3. HeBponoruuHu OTJEICHUS:



7.3.5.3.1. U3BbpiiiBa ce cTepuiIHa aciupanus ¢ MOAXOIIIa YeCTOTa.

7.3.5.3.2. OcurypsiBa ce TOIXO/ISIIO MOYMCTBAHE U JIe3MH(EKINSI HAa PECITUPATOPHUTE arapaTH
U IpYTH MPUCTIOCOOIEHUSI.

7.3.5.3.3. U3BbpiBa ce hu3roTeparus 3a moJroMarane ApeHaxa Ha CEKpeTHUTe.

7.4. BerpebonHuyHN UH(EKINH, CBbP3aHH ChC ChJIOBU KaTeTPH:

7.4.1. lepuannmuure Ha TO3u BUA nH(MEKIHH ca mocodeHu B pazaen 11, . 6.

7.4.2. OCHOBHHUTE ITBTUIIA 32 Bh3HUKBaHE HA MHPEKITUS ca:

7.4.2.1. BpHIIIHATA TOBBPXHOCT HA KaT€Thpa - C OAKTepHH OT KOXKHATa (propa;

7.4.2.2. IyMeHBT Ha KaTeThpa - MIPH yBEJIIMYCHA MPOABDKUTEITHOCT Ha MPECTOS HAa KaTeThpa H
MaHUMYJIAWHU TI0 CheIMHUTEIIHATA YacT (pa3equHsIBaHe);

7.4.2.3. XeMaTOreHHO - TIpH OaKTepueMusl B pe3yiTar Ha HWH(EKIMO3HH OTHHINA C JpyTra
JIOKaJIN3alIUA.

7.4.3. OOmoBaMMIHN TPaBUIIA MPU U3IOJI3BAHETO HA CHIAOBH KATETPH HE3aBUCHUMO OT TEXHHS
BUJI:

7.4.3.1. CTporo cna3BaHe Ha TEPANEBTUIHUTE WHIUKAIIMN 32 KaTeTepu3allus.

7.4.3.2. OcurypsiBaHe Ha aCENTUYHH YCJIOBUS MPU TTOCTABSIHE U TPHKH 3a KareThpa (Kareropus
IA).

7.4.3.3. OTcTpaHsiBaHE Ha KaTeThpa Bb3MOXKHO HAN-CKOPO.

7.4.3.4. AcenTUYHO MOJTOTBSIHE HA PA3TBOPHUTE 32 BIMBAHE HEMOCPEICTBEHO MPean yrnoTpeoda.

7.4.3.5. IlocTaBsHe Ha KareThpa camo oT oOyueH nepconan (Kareropus 1A).

7.4.3.6. B menunmHCKaTa JOKyMEHTalus (TeMIlepaTypeH JIMCT, PEaHMMAIIMOHEH JIUCT) Ce
3amMcBaT HMMETO Ha JieKaps/cecTpara, IOCTaBWIJI KaTeTbpa, Jarara W YachT Ha TIOCTaBSIHE U
OTCTpaHsBaHE HA KaTeTbpa U cMsHa Ha npeBpb3kaTa (Kareropus II).

7.4.3.7. [latueHThT ce nHGOpPMHUpa 3a MPEeIBUICHATa MAHUITYJIAIMS M My C€ JIaBaT YKa3aHWUs J1a
YBEZIOMH JIEKapsi/cecTpara npu AUCKoMdOpT, KONTO MOXKe J1a MMa Bpb3ka ¢ kareThpa (Kareropus II).

7.4.4. IlepudepHr BEHO3HH KaTeTPH:

7.4.4.1. [lepudepHusaT BEHO3EH KaTeThbp (KaHIONA) ce€ MOCTaBs OT JieKap, MEAMIIMHCKA CECTpa
WIM aKyliepka ciej Jekapcko mnpeamnucanue. (IIpm HEOOXOAMMOCT ce ThpCH CHACUCTBUETO Ha
AQHECTE3UOJIOTHYCH EKHII.)

7.4.4.2. TlepudepHuTre BEHO3HU KaTETPU OT MOJUTETPadIyOpEeTHSICH WM TIOJUYpETaH ce
MPEINOYNTAT TIPE]] Te3U OT MOTMBUHIIXIIOpU wiu nonuetuieH (Kareropus IB).

7.4.4.3. TlpaBwiia 3a mocraBsine Ha nepudepau BeHo3HU kateTpu ([IBK):

7.4.4.3.1. Xuruenna nesungexuus Ha pwuere (Kareropust IA) mmuaumym 30 cekyHau c
AQHTHUCENTHK Ha aJIKOXOJIHA OCHOBA.

7.4.4.3.2. Jle3undekuus Ha MACTOTO Ha YOOXKIaHE C KOXKEH aHTHCENTHUK MpH CIa3BaHE Ha
BpemeTo 3a Bb3aelictBue (Kareropus 1b). M3non3sar ce crepuiiny Mapian Uiy Tyngepu.

7.4.4.3.3. TlocTaBsHe Ha €IHOKPATHU HECTEPWIHM PBKABHUIM 3a 3allMTa HA TEepcoHala OT
NPUYUHUTEIN Ha OO0JIecTH, TpeJaBaHU 1O KPbBEH IBT. M3MoM3BaHETO HAa PHKABUIM HE H3KIIFOYBA
npensapurtenHa ne3uHdexus Ha poiere (Kareropus [1A).

7.4.4.3.4. Cnen nesunpexusaTa MICTOTO Ha yOokaHe He ce nanmupa nosede (Kareropus Ib).

7.4.4.3.5. Tlpu Bb3pacTHH MAIMEHTH nepudepHaTa BEeHO3HA KaHIOJIA CE€ MTOCTaBs Ha Jop3aaHara
CTpaHa Ha pbKaTa WM HA AWCTAHATA YacT Ha mpenMmuirauinara. M30srea ce mocraBsHe Ha [IBK Ha
JOJTHUTE KpalHUIM UM B KyOUTaIHaTa BeHa.

7.4.4.3.6. Tlpu manku gemna [IBK ce mocraBsar B obnmacTra Ha IaBara, Ha pbKara WM Ha
XOIHJIOTO.

7.4.4.3.7. IleppognuHo ce KOHTPOJIMPA CMa3BAHETO HA MPEMOPHKUTE OT LIEHs epCOHAl, KOWTO
ydacTBa B mocTaBsHeTo Ha karetpu (Kareropus I1).

7.4.4.4. IIpeBpb3ka Ha [IBK:
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MONYTIPOITYCKINBY peBpb3ku (Kareropus [A).

7.4.4.4.2. Tlpu mapieHuTe TPEBPB3KH CE TMPENOphUYBA HM3MOI3BAHETO HA CTEPWIIHU HWBUIH
miactup (Kareropus Ib).

7.4.4.4.3. V3BwpiiBa ce exeIHEBHA MHCIICKITHS Ha TIPEBPH3KUTE, a TIPU MApPICHUTE TPEBPH3KH
MSICTOTO Ha BbBEXKJaHE ce manmnupa 3a 6oika npu Hatuck (Kareropus IB).

7.4.44.4. Tlpo3pauHuTe TPEBPBH3KH HE CE€ CMEHSAT PYTHHHO, a CaMO NpU HEOOXOIUMOCT
(3aMbpcsiBaHe, OTJICIIBAaHE, HAaBIAKHsIBaHE, cCbMHEeHHE 3a nHpekus) (Kareropus Ib).

7.4.4.4.5. Ilpu nanyeHTH ¢ MPOMsIHA B Ch3HAHUETO MapiieHaTa MPeBpPb3Ka Ce CMEHs €XKEIHEBHO
(Kareropus 1B).

74.446. llpemu u cien cMsHa Ha TpeBpb3KaTa 3aTbIDKUTEHO CE€ HW3BBPIIBA XWUTHEHHA
nesuHdekus Ha pruere (Kareropus 1b).

7.4.44.7. CmsHa Ha TpeBpb3KaTa Cce M3BHPIIBA C OE3MOMUPHU TEXHUKH HIU ChC CTEPUITHH
prkasuiy (Kareropus Ib).

7.4.4.4.8. Cyxara KOopuYKka OKOJO MSCTOTO Ha yOOXKIaHE HE C€ OTCTpaHsIBa, Thil KaTo T
mpe/ana3Ba 0T KOHTAMUHAIHSI.

7.4.4.4.9. He ce HanacaT aHTHOAKTEpUATHA MEXJIEMHU WU MyApa BbPXY MACTOTO Ha BbBEXKIaHE
(Kareropus IB).

7.4.4.5. IlpogbxkuTeTHOCT Ha M3no3BaneTo Ha [1BK:

7.4.4.5.1. TlepudepHure BEHO3HU KAHIOIU CE€ OCTaBAT TOJKOBA JBJIT0, KOIKOTO € He0OX0IuMO
OT KJIMHHWYHA TIeJTHA TOYKA U aKo HsAMa nmpu3Hanu Ha ycrnoxHeHus (Kareropus IB).

7.4.4.5.2. ExxemHEBHO ce TIpeleHsABa HHaUKanusaTa 3a karerepu3anus (Kareropus Ib).

7.4.4.5.3. KaHtona, IocTaBeHa I10 CIEIIHOCT, C€ OTCTPaHsABa Bb3MOXKHO Hai-CKOPO (Hal-KbCHO
no 48-ug yac) M ce MOCTaBsl Ha APYro MsCTO, B CIy4ail uye MbpPBOTO MOCTaBSHE € W3BBHPILECHO MpU
orpannyeHo acentuunu ycinosus (Kareropus Ib).

7.4.45.4. TlepudepHUsaT BEHO3EH KaTeThp CE€ OTCTpaHsABa He3abaBHO TpH sBeH (iaedut
(Kareropwus 1b).

7.4.4.5.5. Ilpy npOABIKUTEITHY BEHO3HU BIMBAHUS C€ U3II0I3BA YABJDKATE U TPUITBTEH KPaH.

7.4.4.5.6. Korato nepudepHUSIT BEHO3eH MBT BPEMEHHO HAMAa Ja C€ HW3IMOJI3Ba, KAHIONATa,
TPUITBTHUAT KPaH U YIBDKUTENAT C€ TIPOMHBAT ¢ (DM3MOIOTHYEH Pa3TBOP U CE 3aTBAPST ChC CTEPUITHA
3amymanka. [[poMuBKa ¢ XxemapuH ce MpaBu camo MO KIMHUYHU MTOKa3aHusl.

74457, Tlpu peaktuBupane Ha wHH(]Y3UsATa KaHIOIATa CE TPOMHBA W acCIHUpUpa CbC
CIPUHLIOBKA C (PU3UOJIOTUYEH Pa3TBOP.

7.4.4.5.8. Korato BeHO3HHUSAT BT HE CE€ U3MOJI3Ba MOBeUe OT 24 yaca, cUCTeMaTa ce OTCTpaHsIBa
3aeJIHO C KaHIoJIaTa.

7.4.4.5.9. Tlpu nomarieH OTMYCK Ha MalMeHTa U HETOBUTE OJM3KHU Cce AaBaT YKa3aHHs OTHOCHO
nojabpkanero Ha karerbpa (Kareropus IB).

7.4.4.5.10. Ilpu oTcTpaHsiBaHE Ha KaHIOIATa MICTOTO Ha YOOXK/IaHETO Ce MOKPHBA ChC CTEPUIICH
Tyndep wim Mapis U ce 3aJienBa C JIEHKOIIACT.

7.4.5. Llentpanau BeHo3nu karetpu (1LIBK):

7.4.5.1. BunoBe kareTpu:

7.4.5.1.1. llenTpaJIHUTE BEHO3HM KAaTETPH OT CHUJIMKOH WM TOJIMYPETaH ca 3a MPEIIOYUTAHE
npea Te3W OT NOJMBUHWIXJIOpUA uin nonuetuieH (Kareropus [A).

7.4.5.1.2. TlpenoppuBa ce M3IMOJ3BAHETO HAa KaTETpH C eAMHUYEH JiymeH. [Ipum Heocmopumm
WHJIMKAIlMA MOTaT Jia C€ U3MOJI3BaT KaTeTpu ¢ IBOCH win TpoeH JymeH (Kareropus Ib).

7.4.5.1.3. TlpuiokeHHETO Ha KaTeTPH C aHTUMHKPOOHO WJIM aHTHUCENTUYHO TOKPUTHE W Ha
NOoCpeOpEeHN KOJNAareHOBM MaHIIETH € C HeJoKa3aHa e(EeKTHMBHOCT MO OTHOIIEHHWE Ha pHUCKa OT
Bp3HuKBaHe Ha BBU (Kareropus I1I).

7.4.5.2. IlpaBuna 3a noctaBsHe Ha [{BK:

7.4.5.2.1. 3a MscTo Ha BbBEXIaHe ce mpeanoynta v. subclavia (Kareropus 1b).



7.4.5.2.2. He ce npoBexaa npouiakTUKa cbC CUCTEMHU aHTHOMOTHUIM HPEAU BbBEXKIAHETO
(Kareropus I1I).

7.4.5.2.3. U3pppmBa ce XWTHeHHa JAe3WH(EKIHs Ha pPbBIETE MPEeAr IOCTABIHETO Ha
npenanasnoro oonexio (Kareropus [A).

7.4.5.24. TlocraBs ce Macka, IIanKa, CTEPUJIHA TMPECTUIKA W CTCPUIHH PBKABUIA OT
u3BbpuiBamioro juue (Kareropus [A).

7.4.5.2.5. V3BppmiBa ce Ae3uH(EKIHUS HAa MSICTOTO Ha yOOXKIaHE C KOKHHU AHTHUCCTITHIIH
(Kareropus IB).

7.45.2.6. MscToTo Ha TIOCTaBSHE C€ IOKPUBA C JOCTATHUYHO TOJSAM CTEPUIICH KOMIIpEC
(Kareropus 1A).

7.4.5.2.7. OcurypsBa ce cradbuiHo ¢pukcupane Ha kateTbpa (Kareropus IB).

7.45.2.8. Ha nDyHKIMOHHOTO MACTO C€ IMOCTaBs Mpo3padyHa WM MaplieHa TIpeBpbh3Ka
(Kareropus IB).

7.4.5.3. CMsaHa Ha IpeBpb3KaTa U Iprka 3a MSCTOTO Ha BbBEXK/IaHE:

7.4.5.3.1. 3BbpiBa ce exxeAHEBHA MHCIEKIMS HAa MPEBPH3KaATa, a IMPU MAPICHUTE TPEBPH3KH
MSCTOTO Ha BbBEXAaHE ce maymupa 3a 6onka npu Hatuck (Kareropwus 1b).

7.453.2. U3BbpmBa ce exeIHEBHA CMsSHA HAa MaplieHd NPEeBPH3KH IMPH OrpaHUYCHA
KOHTaKTHOCT Ha TaIlMeHTa (CMYIIEHUS B Ch3HAHUETO, 3KycTBeHa BeHTunaus) (Kareropus Ib).

7.4.5.3.3. MapneHnara npeBpb3Ka ce OTCTpaHsIBa U CE MPaBU MPOBEPKa HA MACTOTO Ha yOOXKIaHEe
npu: O0JIKa IPHU HATUCK, TeMIlepaTypa nopaau Hesichu npuunnau uinu cencuc (Kareropus 1b).

7.4.5.3.4. [Ipo3paunute npeBpb3KU ce cMeHaT npe3 7 aau (Kareropus IB).

7.45.3.5. TlpeBpp3Kara ce CMEHs BeIHAra NP YCTAHOBEHO 3aMbpCSBaHE, OBIAXKHIBAHE,
oTienBaHe Wik cbMHeHHE 3a uHpekus (Kareropus 1b).

7.4.5.3.6. Cnia3Ba ce acenTu4eH MOAXOJ MPHU CMsSHA HA MpPEeBpb3Kara - ¢ OE3IO0NUPHUA TEXHUKH
nnu crepuiau pbkasuiy (Kareropus 1B).

7.4.5.3.7. Ilpunarar ce aHTHCENTHIHM (3a NPEIMNOYUTAHEC KOXKHM AHTHUCEITHIIM Ha aJKOXOJHA
OCHOBA) - Ha MSICTOTO Ha BbBEXKJaHe MpHU cMsiHa Ha npeBpb3kara (Kareropus II).

7.4.5.3.8. He ce HaHacaT aHTHOAKTepUaAIHU MEXJIEMHU WM MyZipa BbPXY MSCTOTO Ha BbBEXJaHE
(Kareropus 1B).

7.4.5.4. [IpoabJKUTEIHOCT Ha TipecTos u cMsHa Ha [[BK:

7.4.5.4.1. He ce u3BbpmiBa pyruHHa cmsaHa Ha [[BK npe3 ompenenenu mHTEpBaiu OT BpeMe
(Kateropus 1A).

7.4.5.4.2. KareTpH, IOCTaBeHHU 10 CHEIIHOCT MPH OTPAaHUYEHO ACENITUYHHU YCIOBUS, C€ CMEHST
BB3MOXXHO Hali-ckopo (Kareropus IB).

7.4.5.4.3. Unnukauusta 3a npuwioxenue Ha LIBK ce npeuensisa exxeqneBno (Kareropus Ib).

7.4.5.4.4. KareTspbT c€ OTCTpaHsBA BeJHAra u Mpu HEOOXOAUMOCT C€ MOCTaBs HOB KaTeThp Ha
JIPYTO MSICTO TpU ChbMHEHHE 32 HHPEKIUs (BUAUMO Bb3MAJICHHUE HA MICTOTO Ha BbBEXKJAHE WU TYHEJIHA
undexnust) (Kareropust 1B). BbpxbT Ha OTCTpaHeHHS KaTeThp 3aIBJDKUTEIHO C€ HW3CIIEIBa
MUKPOOHOJIOTUYHO.

7.45.4.5. Tlpy KIMHUYHO CHMHEHHE 32 KaTeThP-CBbpP3aHa HH(PEKIUS U HOPMATHO HU3TIIEHK A0
MSICTO Ha BBBEXJAaHE ce Mpuiara JudepeHlHpaH IMOIXOI B 3aBUCUMOCT OT MHUKPOOMOJIOTHYHATA
HAXOJIKa U KIMHUYHATA TpelleHKa. 3aIbDKUTETHO C€ B3eMa KPBB 3a XeMOKYJITYypa OT Japyra nepudepHa
BEHA.

7.4.5.5. TlpomuBane Ha [[BK:

7.4.5.5.1. 3a npoMuBaHe Ha KaTeTpH Ce U3MO0I3Ba cTepuieH pusnonoruueH pa3rBop (Kareropus
[A). Korato mo KIMHUYHU MOKa3aHUS CE€ MPaBU MPOMHUBKA C XEMapHH, HaW-BAXXHOTO YCIIOBHUE € Ja Ce
OCHUTYpHU CTEPUITHOCT Ha pa3TBOPA, 3a J1a HE C€ JOMyCHE KOHTAMUHUPAHETO MY.

7.4.5.5.2. [lepponnyHOTO POMHUBAHE C pa3pelieH pa3TBOP Ha aHTUOMOTHIIM € C HeI0Ka3aHa
edexruBHOCT 32 ipeBennus Ha BBU (Kareropus I11).



8. CrneummduuHu W3MCKBAaHUS 3a TMpelna3BaHe Ha TIEpCOHANAa TPH HIKOM WHQPEKIUH
(BxumrountenHo npuanHern ot HIV, HBV, HCV u npyrn)

8.1. MenuIMHCKHAT MepCcoHall Ha JedeOHUTE 3aBeIeHHsI TPSAOBA J1a € 3aCTPaxoBaH CPEILy PHCK
OT 3apa3a U Bb3HUKBAaHE Ha MH(PEKIMH, CBbP3aHH C METUIIMHCKOTO 00CITy)KBaHE HA TTAIUEHTH.

8.2. PaboromarensT ocurypsiBa HEOOXOMUMHUTE OPTaHHW3AIMOHHU M TEXHUYECKU YCIOBHS 32
HaMalsiBaHE Ha pHUCKAa OT TpodecHoHaTHA EKCIO3WIMS Ha METUIIMHCKUS TEepCOHAN IO pena Ha
neiictBamara HopmatuBHa ypen6a (Hapen6a Ne 4 or 2002 r. 3a 3ammra Ha pabOTEUIUTE OT PUCKOBE,
CBBP3aHM C SKCIO3UIIHS Ha OMOJIOTHYHU areHTH MpH padota, 00H., /B, 6p. 105 ot 2002 r., Hapenba Ne
2 ot 2005 r. 3a opranu3zanusiTa Ha MpoduIakTUKaTa ¥ KOHTPOJa Ha BbTPEOOTHHUHUTE UHEKINHU, O0H.,
1B, 6p. 8 ot 2005 ., Hapen6a Ne 15 ot 2005 r. 3a umynmn3anuute B Penyonuka bearapus, o6H., /1B, 6p.
45 ot 2005 1.).

8.2.1. IlepuoanyHO, HO HE TMO-PSAAKO OT BEIHBK HA BCEKH S TOMMHU, 32 LENHS MEAUIIMHCKH
NepCOHaJ Ha JICYeOHOTO 3aBe/ICHUE, KAKTO U 32 HOBOIIOCTHITMIIM HAa PaboTa M MOTEHIIMAITHO U3JIOKEHH
Ha EKCIIO3UIMS MEIUIMHCKA W HEMEIUIIMHCKUA KaapHu, paboTomaTeNaT OCHTypsiBa HM3BBPIIBAHE Ha
OIICHKA Ha PHCKa OT 3apa3a U CBhP3aHH C METUIIMHCKOTO 00CykBaHe nHpeKmn. OIeHKaTa Ha pUCKa ce
U3BBPIIBA Ha 0a3zaTa Ha JaHHW 3a BHJIA HAa W3BHPIIBAHATA NEWHOCT U CBBP3AHMS C HEsl PUCK, IaHHU 3a
BHJIAa W JTABHOCTTA Ha W3BBPIICHUTE WMYHH3AIlNH, 3a MPEKapaHUTE OT CHOTBETHHS PAaOOTHUK 3apa3Hu
OosiecTu, KaKTO U 3a HACTOALIMS My UMYHEH cTaTyc, 1o otHomenue Ha HIV, HBV, HCV u ty6epkynosa.
[Tpu HEOOXOIMMOCT C€ M3BBPIIBAT CEPOJIOTHYHH TECTOBE, KOXKEH TYOSPKYIMHOB TECT H JP.

8.2.2. Ilpu Hanu4uue Ha PUCK 3a pabOTHHK, KOUTO HAMA M3TPaJIeH UMYHUTET KbM OHOJIOTHYHHUS
areHT, padOTOAATEIAT MpeJyIara U OCUTYPsiBa ChOTBETHATA UMYHHU3ALUS U PEUMYHU3ALHUS.

8.2.2.1. [IpenopbUnTEIIHUTE UMYHH3AIIMHU 3a TIEPCOHAJIa C€ MPOBEX AT 1Mo peaa Ha Hapenba No
15 ot 2005 r. 3a umyHm3anuute B PermyOnuka bbiarapus u BKITIOYBAT: UMYHH3AIHS CPENLy XemaTut B,
rpun (BCsKa ToAWHA), MOPOWIIA, TAPOTUT U PyOeosia, 3a Bb3PACTOBU T'PYIH W3BbH MMYHHU3AITMOHHHS
kaneHaap. B cneuuduunu ciydam morar a ce mpuiaraT U APYyTd UMYHH3AIHUH (Cpelly XemaTur A,
MEHHUHTOKOKOBU MH(EKITH | JIp.).

8.2.2.2. Tlpean umyHHM3aIMATa/peUMyHH3AIMATa HA PAaOOTHUIIMTE C€ MPEAOCTaBs MOAPOOHA
uH(pOpPMAIUS OTHOCHO MPEIUMCTBATA M HEJIOCTATHIUTE KAKTO MPHU W3BHPIIBAHETO, TaKa U TIPH JIUIICATA
Ha UMYHU3ALIUS;

8.2.2.3. NmyHuzanusita ce mpemyara Oe3IUIaTHO 3a BCUYKK pabOTHHIM M oOydaBalim ce,
NPEAO0CTABSIIN 3PAaBHH I'PHXKH U CBBP3aHHU C TAX JEHHOCTH HA pAOOTHOTO MSCTO.

8.2.2.4. 3a 3apaBHM pPaOOTHUIIM, HM3JIOKEHH PYTUHHO Ha IO-BHCOK PUCK OT 3apassBaHe C
Xenmatut B (Jiekapu ¢ XUpypruyHH CIEIMATHOCTH W JIEKApH IO JCHTAJIHA MEIUIIMHA, ONEPalMOHHU
CeCTpH U JICHTAJHH aCUCTEHTH), CJe]l IMyHU3anusaTa (Hanp. ciex 2 - 4 Mecena, ciea 3-tata 703a), a U
BbB BCEKH TIO-KbCEH MOMEHT, € IIeJIeChOOpa3HO Ja C€ MPOBEpPH THTHPHT HA aHTHUTEJATa CpeIry
noBbpXHOCTHUS aHTUreH Ha HBV - HBs (antu-HBs), kato 3a 7ocTaThuHO MPOTEKTUBHO CE CUUTA HUBO
> 10 mlU/ml.

8.2.3. Ilpu HacTpmMiIa pPHUCKOBA EKCIIO3HMIMS HAa MEIUIIMHCKH TIEPCOHAN pPabOoTOMATENSIT
OCHUTYpSIBa MOCTEKCIO3UIIMOHHA NPOGUIAKTHKA HA WH(MEKINH, MPHYUHEHH OT: BUPyCa HAa YOBEIIKHUS
umyHonedpunut (HIV), xenarut B Bupyc (HBV), xenarur C Bupyc (HCV) u npyru npuduHUTETH 110
HEOOXOIUMOCT.

8.3. [IpennasBane Ha MEIUIIMHCKHS ITEPCOHAT OT KPHBHOIIPEHOCUMHU UHPEKIINHU, IPUIHHECHU OT
HIV, HBV, HCV u nap.

8.3.1. 3a puckoBa ce mprueMa eKCIIO3UIIUATA, KOSITO CE€ OCBHIIECTBSIBA Ha paOOTHOTO MSCTO Ype3
NepKyTaHHA MHOKYJAIMs (Harmp. yOOXKJIaHe C UIJIa, MOPS3BaHE C OCThP MHCTPYMEHT) WU Ype3 KOHTAKT
Ha JIMTAaBWIIA WK KOXa C HapyllleHa ISUIOCT (HAmp. C parajay, OXJIy3BaHe, Bb3MAJICHUE) C KPBB U JPYTH
MOTEHIIMATHO WHQEKIIMO3HN TEIECHH TEYHOCTH (JMKBOp, CHHOBHAIIHA, IUIEBpaliHAa, TIEPUTOHEAIHA,
nepUKapAnaiIHa 1 aMHUOTHYHA TEYHOCT) WM C KOHIIEHTPUPAH BUPYCEH MPOAYKT.



8.3.2. Puck ot uH(deKIus ciaen eKCIO3uIIsI

8.3.2.1. Excrio3urusTa upe3 nepKyTaHHa HHOKYJIAIWS ¢ Hail-e(DeKTHBHUST HAYHH 32 TpeIaBaHe
Ha HIV, HBV u HCV undekmus.

8.3.2.2. Ilpu ocwmectBena excrnosumusa Ha HIV, HBV, HCV u npyru xpbBHONpEeHOCUMHU
nH(EKINY 32 OIICHKA Ha PHUCKa OT 3apa3a U MHEKIUs ce B3eMaT MpeABHUI:

8.3.2.2.1. BUIBT HA IPUUUHUTEIS;

8.3.2.2.2. THITBT HA €KCIIO3UITNATA,

8.3.2.2.3. KONMMYEeCTBOTO HA KPbBTA TP OCHIIECTBIIBAHE HA €KCIIO3ULIUATA;

89.3.2.2.4. KOHLIEHTpaNUATa Ha BUpyCa B KPbBTA Ha MAl[MEHTAa B MOMEHTA Ha €KCIIO3ULUATA;

8.3.2.2.5. mpunoxena mnpenekcnozunmonHa (¢ HBV BakcuHa) wiam MNOCTEKCIO3UIIMOHHA
npo¢unaxtuka (HIV, HBV, HCV).

8.3.3. OO M3KMCKBaHMs 3a MpeAna3BaHe OT KPbBHONPEHOCUMHU MH(EKIUU. MepKuTe, KOUTO
ce B3eMar 3a HaMmalsiBaHE Ha pPHCKA OT 3apa3sBaHe IMPU BCUYKH KPHBHOIPEHOCUMHU WH(EKIIUH,
BKJIIOYBAT:

8.3.3.1. PytuHHO cria3BaHe Ha CTAaHAAPTHHUTE MIPEINA3HA MEPKH U MIPIIIOKEHNE Ha 00€30MaceHo
o0opyaBaHe U 6€30MaCHU MPAKTUKH MPU PUCKOBUTE JUATHOCTHYHO-JICUeOHH MaHUITYIALINH.

8.3.3.2. [Ipu Bb3HHMKBaHE Ha KOHKPETHA PUCKOBA CHUTyallWs, Cla3BaHE HA CHEIU(PUYHUTE 32
CHOTBETHHUS TPHYUHHUTEN TPEINa3Hd MEPKH, BKIIOYHTEITHO ITOJI3BAHE HA JIOMBIHUTCIHU JIMYHU
npeana3Hu CpeCcTBa.

8.3.3.3. IIpobmeMHO-OpUeHTUPAHO OOYYCHHE Ha MEIWIIMHCKHS TICPCOHANI 32 YCBOSIBAHE Ha
0e30MacHU MPAKTUKH MPU KOHKPETHU PUCKOBU MaHUITYJIAIUH.

8.3.4. OcwurypsiBaHETO HAa TEXHHYECKH YCJIOBHS 32 HaMalliBaHE HA PHCKA OT EKCIO3MIIHS,
BKJIIOYMTEITHO OCUTYPSIBAHETO HA JIMYHU MpEANa3Hu CPEAICTBa € 3ab/KeHNEe Ha paboToaaress.

8.3.5. [lpu Bcuuku cinydan Ha MpodeCHOHANIEH KOHTAKT ¢ MH(DEKINH, TpeaBaHu MO0 KPbBEH
BT, CJIEJBA J1a CE OCUTYPSAT KOHCYJTAIUSl ChC CHELMATUCT U MOAXOISIIO KIMHUYHO U CEPOJIOTUYHO
pociesBaHe.

8.4. Ilpemnma3BaHe Ha MEIUIIMHCKUS TEPCOHAN OT JApyrd uHpeknun (TyOepKyso3a,
MeHuHrokokoBa uHdpeknus, TOPC u ap.)

8.4.1. PucksT OT BB3HUKBAHE M pa3lpoCTpaHEHHE HA Te3W MHPeKkimu kato BBU e cBbp3an ¢
oTmpesieNieHH 3BeHa B JIeYeOHOTO 3aBe/leHHe 3a OOJHMYHA TOMOII M MPOLEAYpU WM C BH3HUKHAIU
eMUICMUYHU CUTYAIIHH.

8.4.2. 3a mpennasBaHe Ha MEAMIMHCKUSA TIEpCOHAN JiedeOHUTE 3aBeleHUs pa3paboTBaT
yKazaHus 3a HEOOXOJMMHTE MEpPKH B CHOTBETCTBHE C HOpMAaTHBHAaTa ypeada 1O KOHTpoja Ha
uH(EKINOo3HUTE OOJIECTH B CTpaHaTa U C Pa3MOpPEeXJaHUSATAa Ha MUHHCTbpPa Ha 3/paBEONAa3BaHETO IO
MOBOJI HAa ChOTBETHATA CUTYAIUsl, HAPUMEP NPU EMUACMHUYEH B3PHB.

9. XurnueHH! U3MCKBaHUS KbM OOJTHHYHATA cpe/ia

XWTHeHHNUTE U3UCKBAHUS KbM OOJTHHYHATA cpesia 00XBaIar:

9.1. ApXUTEKTYpHO-CTPOUTENHUTE W3HUCKBaHMs. [lpu mimaHupane W NpPOEKTUpPAHE HA HOBH
Crpajid, KaKTO M TPH U3BBPIIBAHE HA PEKOHCTPYKIMH M PEMOHTH Ha CBHIIECTBYBAIIUTE CTpaau
JeyeOHUTE 3aBelCHUs TPsAOBa Ja M3UCKBAT OT U3MBJIHUTEINTE Jla MpPUTEkaBaT CEepTUPUKATH IO
kagecTBOTO (ISO 9000 1 ISO 14000).

9.1.1. [InanupaHe 3a CTpOEX M NPEYCTPOMCTBO. B rpymara mo ruiaHupaHe Ha BCEKH HOB
OOJHHMYEH CTPOEXK WIM MPEyCTPOIMCTBO Ha ChINECTBYBamiaTa 0a3a ce BKJIIOYBA WICH OT €KHUMa IO
KOHTPOJ Ha HWH(]EKIuuUTe, 32 Ja CE TapaHTUpa CHOTBETCTBHETO Ha TMPOEKTHATAa JOKYMEHTAITUS C
M3UCKBaHMTA 3a npodunakTuka Ha BBU.

9.1.2. OCHOBHUTE XWUTHCHHU W3WUCKBAHWS TPH IUIAHUPAHE 32 CTPOCIK U TIPEYCTPOUCTBO CE
OTHACAT JIO:

9.1.2.1. mpaBwiIHaTa OpraHU3aIys Ha TMOTOIMTE 3a JBW)KCHUE C IIeJ1 OTpaHrYaBaHe Ha PUCKA OT



Bb3HHMKBaHE U pa3npocTpanenue Ha BB u AMP;

9.1.2.2. mpoCTpaHCTBEHOTO pa3feisHe Ha IMAllUCHTH,

9.1.2.3. 6post ¥ BuAA HA MOMEIIECHUATA 32 M30JAlMs, ChXPAaHEHUE Ha JIEKAPCTBEHHU MPOLYKTH,
crepwiHd u apyru marepuainu, LICCM;

9.1.2.4. noctpna 10 ChbOPHKEHUATA 32 XUTUEHA HA PBIETE;

9.1.2.5. mpurogHOCTTA 32 IOYMCTBAHE U JIC3UH(EKIIMS Ha MIOBBPXHOCTUTE B OOJIHUYHATA CPE/Ia;

9.1.2.6. BeHTWIANUATa W KIMMaTH3aIMATa Ha HW30JAIMOHHUTE ITOMEIICHHS W 30HHUTE 3a
CIIELMAJIHU TPUXKU (ONlepallMOHHM 3aJI4, TPaHCIUIaHTauuOHHU otaenenus, LICCM);

9.1.2.8. mpenBwkIaHe Ha MOIXOMANIM BOJOCHAOAWTETHH CHOPHKEHUS W HMHCTAJAIMH 32
orpaHnyaBaHe Ha uHpekuu, npuuuHeHu ot Legionella spp.;

9.1.2.9. npenoTBparsIBaHe U3JIaraHETO HA MAIMEHTH HA CIIOPU OT MUKPOCKOITMIHY I'bOHYKH TIPH
pekoHCTpyKIHMs, Harp. Aspergillus spp.;

9.1.3. ApXHUTEeKTypHO 30HUpPaHE - 000cO0SBAT ce PyHKIIMOHAIHU 30HU 3a MPEAOTBPATIBAHE HA
pHUCKa OT MH(EKIHS MPU TAallMeHTUTe. PasrpaHnyaBar ce 4eTHPHU CTETICHU Ha PUCK MPU 30HUPAHETO:

9.1.3.1. HUICKOPHCKOBH 30HH, BKJI. aIMUHUCTPATUBHU OT/ICIIH;

9.1.3.2. cpemHOPUCKOBH 30HHU, BKJI. OOIIIM OT/ICJICHUS 32 MalUCHTH;

9.1.3.3. BUCOKOPHCKOBH 30HH, BKJI. U30J1aTOP, MHTCH3UBHO OT/IEJICHHUE;

9.1.3.4. 30HU C U3BBHPEIHO BUCOK PUCK, BKJI. ONIEPALIMOHHH 3aJIH.

9.1.4. NHdex1no3HO OOTHUTE TAIMEHTH TPIOBA J1a ca OTJICJICHU OT UMYHOKOMITPOMETHPAHUTE.

9.1.5. Tlpu mpoeKTUPAHETO W TUTAHWPAHETO HA HOBU CTAIIMOHAPHU JICYCOHM 3aBEICHUS Ce
3ayarat Haii-manko 30 % MHaUBHIyaTHH OOJHMYHU CTaW (C M3KIIOYEHUE HAa JIeYeOHUTE 3aBEACHUS 3a
MICUXHUATPUYHA TIOMOII] ¥ TEPOHTOJIOTHYHUTE 3aBEICHU).

9.1.6. [ImaHupaHeTO HA TOMEIICHUATA M OpraHU3aNMITa HAa PaOOTHUS MPOIIEC B MHTCH3UBHHUTE,
XUPYPTHYHUTE, POIUIHUTE, MMCTUATPHUUYHATE U BHTPEIIHUTE OTJCICHUS HAa MHOTOIIPOMMIIHUTE OOTHUIN
TpsiOBa Ja TO3BOJISABAT, IPY Bb3HUKBAHE HA CHOTBETHA HYXJa (emuaemMuvHa curyarus), mone 30 % ot
OOJHUYHUTE JICTVIa Ja MOrar Jia ObJIaT peOpPraHU3UpPaHM 3a U30JIMPAHE HA 3apa3HM MMAIlMCHTH.

9.1.7. Opranm3anys Ha MOTOIUTE Ha JIBW)KCHUE. B IedeOHNTE 3aBECHHS CE OTIPEACIIAT 30HH Ha
CHWJICH U 30HM Ha cyalb Tpaduk:

9.1.7.1. 3onute Ha cwieH Tpaduk oOXBamaT OOIIMTE 3BEHA: XpaHUTENEH OJIOK, TepasiHs,
CTEepWIM3AIMOHHA ¥ OOJIHUYHA anTeKa.

9.1.7.2. 3onute Ha cnad TpadHK ca CIENHUATHUTE 3BCHA: 32 aHECTC3HOJIOTHS U MHTCH3MBHO
Jie4eHne, 0Opa3Ha IMarHOCTHUKA, BbTPEIIHHA U XUPYPTUIHN HHTCH3UBHH TPYIKH.

9.1.8. CTpoexbT M MPEYyCTPONCTBOTO Ha JeUeOHHUTE 3aBEJCHUS HW3HMCKBA IPCIICHSIBAHE Ha
BCUYKH TIOTOIIM HA JIBM)KCHHME W BPB3KH C OINIe]] HAa BH3MOXKHA KOHTAMHUHAIMS, HAa IBPBO MSCTO, IO
OTHOIIIGHWE Ha BPB3KUTE, MPH KOWTO MOTOLMUTE C pa3IMYHM MaTepualid MoOraT Jia ce TpeceKar.
HanpuMmep npu nperieHkaTa ce B3emMa MpeaBuI, ue:

9.1.8.1. Eaun acaHchOp MOXe Ja ce€ NpuUcliocoOM 3a OONHHWYEH TepCOHAll, CTEPHUITHO
o0opyaBaHe, MOCETUTEIH/TIPUIPYKABAIIH JIUIA WA OTIIABIIH TOJIKOBA ABJITO, KOJIKOTO € HEOOXOIMMO.

9.1.8.2. CrepwiHHTEe TNPOAYKTH W OTMAABLIKATE MOraT Ja ce€ 3armedarar B 00€30IaceHH
KOHTEHHEpH, KOUTO CaMH 10 ce0e CH He TPECTABIISIBAT PUCK 32 OMOJOTUYHA KOHTAMUHAITHSI.

9.2. XurueHHH W3UCKBaHHSA KbM Bb3ayxa. C 1ien mpoduiaakTHKa Ha BbTPEOOTHUYHHTE
MH(DEKIMM W HamaJlsiBaHE Ha YecToTara Ha CJICJONEepPaTHBHUTE YCIOKHEHHUS € HEeoOXoAuMo jJa Obie
ocurypeHa HeoOXonUMara CTEINeH Ha YHCTOTa Ha Bb3/yXa B MIOMEIICHUTA HA JICYCOHUTE 3aBEACHMUS.

9.2.1. HeoOxomumara CTENEH Ha YKCTOTAa Ha BB3JAyXa CE OCHUTypsBa Ype3 CHCTEMa 3a
BeHTwianus u knumartuzanus (t. 10). B cwotBerctBue ¢ BAC EN 1SO 14644-1 BeHTHUIMpPAHETO U
KIIMMaTU3UPAHETO HA OTACIHUTE IPyNH MOMEIIeHHs TpsiOBa 1a ObAaT MPOSKTHUPAHU U M3MBIHEHU TaKa,
4e J1a TapaHTHpaT:

9.2.1.1. npuopuTETHA 3alMTA HA MAIlMEHTA - 3a TOMENIeHUs OT Ipynu 1, 2 u 3;

9.2.1.2. npuopuTeTHa 3alIUTa HA MEIUIMHCKHS TEPCOHAJ, MallMeHTa M OKOJHATa cpena - 3a



MOMEIIeHHsI OT rpyna 5;

9.2.2. B crotBerctBue ¢ kinacudukanusarta mo bJIC EN 1SO 14644-1 uHsixou Tpyny TOMETIECHHS
B JIeueOHUTE 3aBEICHHS CE M3rPaKIAT KaTo TeXHUYECKH "uncty nomerenus" (1. 10).

9.2.3. Cucremute 3a oTomieHue, BeHTwiIanusa U kiuMaruzamus (OBKIU) u obopynBaHeTo Ha
"qUCTH MOMEIIECHUsA" HE 3aMEHAT, a JOMbJIBAT MPUIOKEHUETO HAa CTAaHIAPTHUTE W JOMBIHUTEITHUTE
peana3Hu MEPKH.

9.2.4. Meronutre 3a OCUTYypsiBaHE Ha HEOOXOoAMMara CTENEH Ha YHCTOTa HAa BB3AyXa H
W3HUCKBAHMSITA KbM PA3JIMUYHUTE TPYIU TOMENICHUS Ca TOCO4YeHH B T. 10.

9.3. XurueHHH W3WCKBaHHWS KbM Bojara. DU3HYHUTE, XUMHYHUTE M OaKTECPHOIOTHIHHUTE
XapaKTepUCTUKH Ha BOJIaTa, U3MOJI3BaHa B 3/[paBEOIa3BaHeTo, TpsiOBa na orroBapst Ha BJIC.

9.3.1. Ilutecitna Boma. Bomara 3a mUTEHHO-OMTOBH HYXXKJIU B JicueOHUTE 3aBeJcHUS TpsaOBa aa
OTroBaps Ha M3MCKBaHMATA HA 4. 3, all. 2, T. 2 oT Hapen6a Ne 9 ot 2001 r. 3a kayecTBOTO Ha BojaTa,
npeaHa3HaueHa 3a MUTeiHo-O0uToBH 1eu (00H., JIB, 6p. 30 ot 2001 r.).

9.3.2. 3a cnenupuYHA METUIUHCKUM HYXIU U B YACTHOCT 3a LEJIUTE HAa EHIOCKOIICKHUTE
W3CTICIBAHUS U IPYTH MAHHUITYJIAINHA C TOTYKPUTHYHH MEIUIIMHCKY W3JIENHs, TOUICKAIIN PYTUHHO Ha
nesuHpeKys U u3IJIaKkBaHe, Oe3 MocieqBalla CTepUIM3alus, 4YelIMsHaTa Bojara 3a HU3IJIaKBaHE
(Bomara OT BOJONPOBOJHATA MpEXKa) MOXKe Ja ObJe TpeTUpaHa AONBIHUTEIHO IO XUMHYEH WU
¢usmyen meton. ToBa ce mpenopbuBa IMPU PHCKOBU TMMAIUEHTH (MMYHOKOMITPOMETHPAHH) C IIeJ
MPeIoTBpaTSIBaHe HA Bb3MOKHA KOHTAMHHAILIUS C YCJIOBHO MATOT€HHU MUKPOOpPTraHu3Mu (Tabam. 6).

9.3.3. BogompoBomHaTa Mpeka B HIKOW BUCOKOPHCKOBH 30HU (ONEPAMOHHM 3aJTH, OTICICHHS
3a aHEeCTEe3UONIOTHS. M HMHTECH3UBHO JIEUCHHE, POIMIHU, HEOHATOJOTMYHU M JAETCKH OTICNICHUS,
OTJEJICHUS 32 TePMUYHA TPaBMa, IIEHTPOBE 3a XEMOJHAIN3a) TPsOBa Ja € CHaOJeHa ChC ChOTBETHUTE
GunTHpHU YCTpPOWCTBA W OTBOAHMUTEIHH KpaHOBe (3a peAyuupaHe obema Ha ocTaTbuHaTa BoJa U
Hee(heKTUBHATA IUPKYIAIH).

9.3.3.1. OT 0c00EeHO enMMAEeMHOIOTUYHO 3HAYCHHUE MPH BOIHUTE €KOCHCTEMH € HaJMIUEeTO Ha
Ono(uIM - KOMIUIEKCEH Tell, KOUTO ce HaTpynBa BbpPXYy TPHOM M BOAOXPAHWIMIIA W TMPEACTaBISABA
JMHAMHYCH pe3epBOap 3a MHUKPOOPraHM3MH (BKJIFOYBAI [MATOTCHHU areHTH kato Legionella wu
Pseudomonas aeruginosa). OtaenHd MUKPOOPTaHW3MHU MOTaT Ja Ce OTKbCHAT OT MOBBPXHOCTTA Ha
onoduiMa pu MEXaHUYHO BH3ICUCTBUE WM BHOpAIMK (HAMp. 0 BpeMe Ha PEMOHT).

Tabnuna 6. Hiakon BUI0BE MUKPOOPTaHU3MHU, TPUYHUHSBAIIM ITPEHACSHH ¢ Bogara BBU
I'pam-oTpunarenau 6akTepuu:
Pseudomonas aeruginosa
Aeromonas hydrophila
Burkholderia cepacia
Stenotrophomonas maltophilia
Serratia marcescens
Flavobacterium meningosepticum
Acinetobacter cal coaceticus
Legionella pneumophila u npyru
MuxkobakTepuu:

Mycobacterium xenopi
Mycobacterium chelonae
Mycobacterium avium-intracellularae

9.3.3.2. BojonpoBoAHUTE CUCTEMH 3a TOIUIAa Boja ca pe3epoap Ha Legionella spp. u apyru
YCIIOBHOIIATOTEHHN MPUYMHUATENIN. JyIIOBHUTE CHCTEMH, YCIIMSHHTE aepaTopd M KIMMATHIHHUTE
MHCTAJIAIMY YJICCHSBAT Pa3POCTPAHCHUETO HA JISTHOHETHHS aepO30JI U MOBHIIIABAT PHCKA OT Pa3BUTHE
Ha BBM npu uMyHOKOMIIpOMETHPAHU MAalMECHTH.

0.3.3.3. Banute ce u3mon3BaT KAaKTO 3a XWTMEHHU, Taka M 3a CHEMU(UUHU HYXIH (TIpH
U3rapsHus, pexaOwiuTanus B IUIyBeH OaceitH, nutoTpuricus). OCHOBHUAT HHGEKIIMO3EH arcHT BbHB
BaHuTe ¢ Pseudomonas aeruginosa, koWTo MoXke ga MPUYUHHA (DOTUKYIUT, BHHIIEH OTUT M PaHEBU
uHdeku. BbB BaHuTe Morar na ce mnpemaBar u japyru npuumHutenu (Legionella, arunuunu




MukoOakTepuu, eHTepodakrepun, kato Citrobacter freundii u mp.).

9.3.4. Bomara 3a crnennWYHM MEAWIMHCKU HYXIW TpsSOBa Na OTroBaps Ha OIpeIesieHH
(GU3UYHHA, XUMUYIHH, OAKTEPHUOJIOTHYHHA U OMOJIOTUYHU TTapaMeTPH:

9.3.4.1. Tlpeuncrena Bosa - aMpoOTeHHA BOJIa, U3ITOJI3BaHAa 3a MPUTOTBSHE Ha JIEKapCTBa;

9.34.2. CrepunHa Boja - 3a WHXKCKIIMOHHM pPa3TBOPH, OBJIAKHHUTENW (HEOymai3epn),
TpaHCypeTpaTHa PE3eKIHs Ha IpocTaTara u Jap.;

9.3.4.3. Boma 3a paspexngaHe mnpu xemomuanu3a. KoHTamMuHanuaTa Ha BOJaTa MOXKE Ja
npenu3Buka uHpeknus (OakTepuuTe MHUHABAT OT JWald3ara B KPBbBTA) WM (HEOPUIHU peakiuu,
IBJDKAIIA Ce Ha IMHUPOTCHHH CHJIOTOKCHHU OT pPa3pylICHUTEe MEeMOpaHH Ha TpaM-OTPHIIATEITHHUTE
Oaxrepuu. [Ipu xeMonuanusa Bogara TpsiOBa Aa OTroBaps Ha CIEAHUTE U3UCKBAHUSA 32 MUKPOOHO YUCIIO:

9.3.4.3.1. mo-manko ot 200 komoHWM, oOpa3yBamly eAWHUIM (KOE)/MJ BOIA, W3IMOJI3BaHA 32
paspexaane;

9.3.4.3.2. mo-manko ot 2000 koe/mM1 quanu3ar.

9.3.5. XurneHHu M3WCKBaHMsI KbM BOJaTa, M3MOJ3BaHA 3a 00pabOTBaHE M CTEPUIM3ALNAS HA
MEIHMIIMHCKHUTE U3/ICNNsS B JICYCOHNUTE 3aBEICHUS:

9.3.5.1. CnetundpuyHo HEOOXOTUMOTO 3a OTIEITHUTE €Taru Ha o0paboTKa Ha MEIUITUMHCKHTE
U3JIeNMs KauyecTBO Ha BojaTta cienBa na Obae ompeneneHo u koHTponupaHo B COIl Ha neueOHOTO
3aBe/IeHHE Wi 00paboTBAIIOTO 3BEHO, KaTO:

9.35.1.1. Bomara, wH3MOJ3BaHa 3a TPOM3BOJACTBO Ha TOpella HacuTeHa mapa (Karto
CTepWIM3aIlMOHHA Cpefa), cliefaBa Ja ChoTBeTcTBAa Ha craHmapra EN 285 wm nma e ¢ xauectsa,
€KBUBAJICHTHU Hali-MaJIKO Ha KayecTBaTa Ha MUTEHHATA BOAA;

9.3.5.1.2. Bomara, W3MoJi3BaHa 3a W3ILIAKBaHE HAa JEKOHTAMUHUPAHW MEIUIIMHCKU W3ICIIHS,
cienBa na € OemHa HAa MUHEpaIM M CBOOOAHA OT (DaKyITaTMBHO IaTOTEHHW OakTepwu (HaIp.
Pseudomonas, Legionella, arunuuan Mycobacteriae).

9.3.5.2. BogonpoBogHaTa Mpexa Ha MecTara 3a 00paboTka ¥ CTEpPHIIM3AIUs Ha MEIUITUHCKHUTE
u3nenus TpsoBa 1a € cHaO/leHa CbC ChOTBETHUTE (PHITHPHU YCTPOWMCTBA U OTBOJHUTEIHU KpaHOBE (32
peayuupane o0ema Ha OcTaTbyHaTa BoJla M Hee(PeKTUBHATA LIUPKYIALINS).

9.3.6. MukpoOHOJIOTMYHO MOHHMTOpUpaHe. Ha MHUKpPOOMONIOTHYEeH MOHUTOPHUHI B JieUeOHHUTE
3aBeJICHUS MOJICKU BOJIaTa 3a Crieu(pUIHN MEAUIIMHCKH HYXIH, BKIIFOUYUTEITHO BOJATa, M3MOJI3BaHa 32
00paboTKa M CTepUIU3alMs HAa MEIUIIMHCKUTE W3S B JICUCOHUTE 3aBelieHUS (Hal-Majko 2 MbTH
TOJTUIITHO).

9.4. XurrneHH" U3MCKBaHUS KbM OOJTHUYHOTO XpaHEHE.

9.4.1. B GOMHMYHOTO XpaHeHe TpsOBa nda OBAAT MOIABPKAHU BHCOKH CTAaHIAPTH TOPAAH
MO-BUCOKAaTa BB3MPUEMUYMBOCT Ha MAIMEHTUTE KbM HHGeKuu. JledueOHuTe 3aBeieHUs ca UThKHU Ja
Cra3BaT M3MCKBAaHUATA HAa 3aKOHA 32 XpaHUTE, HOPMATHBHHUTE aKTOBE MO HErOBOTO IMpHJIAraHe, KaKTo U
Jla TIpuJIaraT CHCTEMa 3a aHaJIi3 Ha OIMTACHOCTUTE W KPUTHYHU KOHTPOIHH TOYKH.

9.4.2. Haii-uecTuTre NPUYMHHUTETN HA XPAHUTEIHH WHTOKCUKALMU/WH(GEKIMU B Je4eOHHUTE
3aBe/IeHUs 32 OOJTHHYHA TIOMOII] Ca IIOCOYeHU B Ta0II. 7.

Tabauna 7. MukpoopraHu3Mu, TPUYHHSBAIIM XPAHUTSIIHA HHTOKCUKAITMH/MHPEKITIH

Bakrepun AepoOHu
Salmonella sp Cropooopasysariu
Staphylococcus aureus Bacilli
Clostridium perfringers Bupycu
Clostridium botulinum Rotavirus
Bacillus cereus Cdliciviruses
Campylobacter jejuni IMapasutu

Y ersinia enterocolitica Giardialamblia
Vibrio parahaemolyticus Entamoeba histolytica
Vibrio cholerae

Aeromonas hydrophila

Streptococcussp.



Listeria monocytogenes
Escherichia coli

9.4.3. 3a moBuIIaBaHE Ha PUCKA OT XPAHUTEITHU UHPEKITUHU JTOTTPUHACST:

9.4.3.1. cbxpaHEeHUETO HA XpaHaTa Ha CTallHa TeMIepaTypa;

9.4.3.2. HeaJIeKBaTHOTO OXJIAXKJaHE HA XpaHaTa;

9.4.3.3. NOBTOPHOTO NMPUTOIISIHE HA XPAHATA;

9.4.3.4. HenocTaTbYHO TEPMUIHO 0OpabOTEHATA XpaHa;

9.4.3.5. KOHTaMHHAIUATA HA XpaHaTa.

9.4.4. ExunbT 1O KOHTPOJ Ha WHQEKIUUTE TpsiOBa na WACHTU(UIMPA BB3MOXKHO Hail-paHO
XpaHUTEIHUS B3PUB U J1a TIpeIprueMe MEpPKH 3a KOHTPOJ Ha B3puBa chriiacHo paszaen VII.

9.4.5. Ilpu npUrOTBSHE HA XpaHaTa Ce CIa3BaT CTPOTO CICTHUTE N3NCKBAHHUS:

9.4.5.1. Ilonapprkane Ha YKcTa pabOTHA cpea.

9.4.5.2. OcurypsiBaHe Ha pa3IeTHOCT U TOTOYHOCT IMPU 00pabOTKa Ha XPAHUTEITHUTE MPOTYKTH
JI0 TOTOBA KyJIMHAapHA MPOIYKIHS, 32 J1a C€ MPEA0TBPaTH KPbCTOCAaHATa KOHTAMHHAILIUA.

9.4.5.3. M3non3BaHe Ha MOAXOASIA TEXHUKA Ha 00paboOTKa ¢ IIeJ Mpeana3BaHe Ha XpaHara OT
MUKpPOOHA KOHTaMUHAIIHSL.

9.4.5.4. llonnbpkaHe Ha Ch3HATENHA JIMYHA XUTUEHA Cpell KyXHEHCKUTE pabOTHHUIM, OCOOEHO
XUTHEHA Ha PBIICTE.

9.4.5.5. TlepcoHanbT cMeHsI paOOTHUTE CH JIPEXU MOHE BEAHBK THEBHO U HOCHU CpPEACTBA 3a
MOKPHUBAHE Ha KOCATa, a KBJIETO € HEOOXOAUMO - TIPENIa3HO OOJIEKIIO U PhKABHIIH.

9.4.5.6. He ce momycka MpUTOTBSHE Ha XpaHa OT MEPCOHANI ChC CUMIITOMH Ha HWH(EKIIMO3HO
3a0osaBaHe (TpUIl, IHApUs, TOBPBILAHE, 3a00JIIBaHUS Ha T'BPJIOTO U KOXKaTa).

9.4.5.7. KomuuectBoTo Ha OBp30pa3BasIIUTE C€ CTOKM HE TpsAOBAa Ja HAAXBBPIA
KOJTMYECTBOTO, HEOOXOIUMO 32 €KEAHEBHA KOHCYMAIIHSL.

9.4.5.8. Cyxure XxpaHHW, CTECpPWIM3HUPAHHM M KOHCEPBHPAHU, C€ CKJIAJAMPAT B CYXH, I00pe
BEHTWJIMPAHH CKJIaJJOBE Ha paTOBE U CKapH.

9.4.5.9. CxiagupaHeTo W TPUTOTBSHETO Ha 3aMpa3eHUTE XpaHHW CJeaBa HHCTPYKIUHUTE Ha
MIPOU3BOIUTESL.

9.4.5.10. ITpobuTe roroBa xpaHa ce¢ ChbXpaHsSBaT 3a Hepuoja oT 48 yaca B XMMHYECKH YHCTH,
n3Bapenu npu 100°C 3a 30 MuUHYTH CHIOBE, B pa3Mep Ha €IHaA IMOPIHS, TO3BOJISABAIA TSCTBAHE B CIIydait
Ha CTHIEMUYCH B3PHUB.

9.4.5.11. KyXHEHCKUSAT MepcoHa TpsiOBa J1a Ob/ie MbPBOHAYATHO M TIEPHOANYHO HHCTPYKTHUPAH
3a Oe3omacHa paboTa, KaKTo M Ja cra3Ba m3uckBaHusita Ha Hapenba Ne 15 or 2006 r. 3a 3apaBHHTE
M3HUCKBaHMSI KbM JIMLaTa, pabOTel B JETCKUTE 3aBEJICHUS, ClICUAIN3UPAHUTE HHCTUTYLIUH 3a Jela U
BB3PACTHU, BOJOCHAOAUTETHUTE OOCKTH, MPEANPHUATHITA, KOUTO MPOU3BEKIAT UIU THPTYyBaT ¢ XPaHU,
OpbcHapcKuTe, PPU3LOPCKUTE M KOBMETHYHUTE calloHu (00H., [IB, 6p. 57 oT 2006 1.).

9.5. JleyeOHute 3aBefeHHMs C€ TOAABPKAT CBOOOAHM OT UJIEHECTOHOTH M TpHU3aYu C
SMUICMHOJIOTHYHO 3HAYCHHUE.

10. CnenudpuyHy U3UCKBaHUS KbM Bb3/yXa B JIeUeOHUTE 3aBe/ICHUS

10.1. OOmmTe U3UCKBAHUS KHM HHCTAJAIMUTE 32 OTOIUICHHE, BEHTWIALMS U KIMMAaTU3allus B
JedeOHUTE 3aBEICHHSI TPsIOBa:

a) J1a OCUTYpsIBaT HEOOXOIUMUSI MUKPOKIINMAT;

0) J1a mo/1aBaT B OTJCITHUTE MOMEIIECHUST He0OX0IMMHUSI 00eM BBHIIICH Bh3yX;

B) Jla OCUTYpsIBaT HEOOXOAMMaTa YHUCTOTA Ha Bh3yXa B 3aBUCHMOCT OT IpeJHA3HAUYEHUETO Ha
MTOMCIICHHUSITA,

T') 1a OTCTPaHSABAT €BEHTYAIHO OTACISHUTE BPEAHU BEUIECTRA.

10.1.1. 3uckBaHus KbM MHKPOKJIMMATA B JICUCOHUTE 3aBEICHUS

10.1.1.1. Temnepatypa Ha Bb3ayXa:

B onepanuonHuTe 3a7mM, TUATHOCTHUYHO-JICYCOHUTE 3BEHA W OONHUYHHUTE CTaW 3a BB3PACTHU




TeMIlepaTypara Ha Bb3yxa TpsOBa Ja MOxe Ja ce MOAIbpXKa, PECI. Ja ce peryiaupa B Auamna3ona 18° -
24°C.

B nexpuarpuyHUTE OTACICHHS M B OTJCICHHUATA 32 HOBOPOACHH TeMIIEpaTypara TpsoBa ga MOXe
Jla IOCTUTa 1 Ja ce mojabpika 10 27°C. JIomycTUMOTO OTKJIIOHEHHUE B peryliaiusaTa Ha TeMIleparypara Ha
Bb3IyXa He TpsOBa na Hagsumasa 1°C.

B omepammonHuTe 3anm TpsOBa Ja MMa Ha YAOOHO MSICTO MyAT 3a peryiupaHe Ha
TeMIiepaTypara Ha €THOIIOCOYHHS YUCT Bb3AYIIEH TOTOK B ONPEICTICHU TPAHUIIH.

He ce momycka W3MON3BaHETO HAa €IHOMOCOYHHSI YUCT BB3AYIIEH TMOTOK 3a OTOIUICHHE Ha
ITOMEIIEHHETO.

10.1.1.2. BraxxHocT Ha Bb3ayXa:

B momemnieHunsTa, B KOUTO 110 MEIUIIMHCKH ITOKa3aHUs € HEOOXOAMMO OBJIXKHSIBAHE HA Bb3IyXa,
MPENoOpPBUYUTENIHATA CTOMHOCT 3@ OTHOCUTEIHATA BIAXKHOCT Ha Bb3ayxa € 30 £ 5 % npu 22°C.

Korato ce n3mon3Bar OBIaKHUTENH HA Bh3IyXa (arnapary 3a MEXaHHYHO OOJUIIIBaHE, KYBbO3H),
Te TpsiOBa ma ObaaT Ae3uH(EKIMpaHd U KOHTPOJMPAHU B CHOTBETCTBHE ChC CTaHJApTHA OINEpaTHBHA
npoieaypa.

10.1.1.3. [Ipu mpoekTupaHe Ha WHCTAJAIMUTE 32 OTOIUICHUE, BEHTHJIAIUS U KIMMaTHU3AIUs 1
YUCTU TOMEILECHHUS B JICUCOHHUTE 3aBEACHUS CIIe[Ba Ja CC B3EMAaT II0J BHHMaHUE BH3MOXKHOCTHUTE 3a
OTpaHMYaBaHE Ha KAMUTATHUTE U SKCIUIOATAIIMOHHUTE Pa3X0Iy TOCPEICTBOM:

10.1.1.3.1. 000CHOBaHOTO HPUIOKEHHE HA PELUPKYIalus Ha Bb3AyXa U peKylepalus Ha
TOILJINHATA;

10.1.1.3.2. 3anaraHeTo Ha MpaBUJIHA KPAaTHOCT Ha Bb3AyX000MEHa, Majia B HAJIATAHETO, TIJIOMITa
Ha 3aIITHUTE 30HU C JIJAMHUHAPEH IOTOK, CTEIICHUTE Ha (PHIITpalvs U KJ1acoBeTe (DHITPH;

10.1.1.3.3. mpaBuiaHus OanmaHc Ha O0OeMHTE Ha BBHIIHUSA, BXONSAIINSA, W3XOISIINS,
PEIMPKYIAIMOHHUS U OTPaOOTEeHUs BB3AYIICH MOTOK (Tab. 8).

Tabnuma 8. M3uckBanusi KkbM 00eMa Ha BHHIITHHS Bb3AYIIECH TTOTOK

I'pyna momemnieHus Pa3xos1 Ha BBHIIICH BB3AYX
1-3 He nmo-manko or 100 m3/4,
pazdereHo 3a 1 JoBek
4 Crnopen B/1C
5 Crnopen B/1C
ITomemmenus, B kouto ce mpuiarar | He mo-manko ot 800 m3/4,
CPE/CTBA 3a aHECTE3Hs pa3deTeHo 3a 1 HapKO3eH amapar

3a BCSKO OTACITHO ITOMCIICHUC 00eMbT Ha BXOIAIINUA Bb3IYIICH ITOTOK
3aBHCH OT OYaKBAHOTO OOMYAIHO TOIUTMHHO HaTOBapBaHC,
HN3UCKBAHHUATA 3@ YUCTOTA HA Bb3JlyXa U MapaMETPUTE HA
MHKPOKJIMMATa.

10.1.1.4. Bxomsimy 1 U3XOSII Bb3yIIIEH MOTOK:

PasnpenenuTenHuTe pemieTkH 3a BXOMASIIMS BB3AYIIEH MOTOK TPsAOBa Ja ca MPUTOAHHU 3a
MOYMCTBAHE U JE3UH(EKIMS C PyTUHHO U3MOI3BAHUTE Je3UH(PEKTAHTH 32 TIOBBPXHOCTH.

3a euUKacHO OTCTpaHSBAaHE HA OCTATBLMUTE OT HAPKOTUYHU Ta30BE B CTaWTE 3a CHOYXIaHE
00eMBT Ha U3XOASAIIUS BB3yIIEH IIOTOK TpsA0Ba 1a € nmone 150 m®/4, pasyercHo 3a 1 manueHT.

B momemieHusTa, B KOMTO OOWYAaWHO C€ HaMUpaT NAaIMEHTH, HOCHUTEIM Ha HEU3BECTHHU
HaToreHy (Hamp. 4akajHu), 00eMbT Ha H3XOAAINMS BB3AYIIEH MOTOK TpsAOBa ga € moHe 75 m/u,
pazueTeHo 3a | manueHr.

10.2. M3uckBaHusg KbM YHUCTOTATa HA Bb3/IyXa B JICUCOHUTE 3aBEIACHNS:

B 3aBucuMOCT 0T pyHKIMATA CH Pa3IUYHUTE BUIOBE NMOMEIICHUS B JICUCOHUTE 3aBEICHUS CE
KaTeropusupar B 5 rpymnu, Kato 3a Beska rpymna ce u3uckBa omnpeneneH kiac yncrora no bJIC EN 1SO
14644-1 (Tabm. 9, Tabmn. 10 u Tadm. 11).

Tabmuua 9. Kareropusanus Ha IOMEIICHUATA B JICYCOHOTO 3aBEJICHHE

I'pyma:  IlpennasHadeHue: | OcobeHocTH: |




OmnepanioHHA 3aJH 32 PyTHHHO W3BBPIIBaHE HAa aCETITUIHU
XUPYPTUIHA WHTEPBEHIIUU ChC 3aIATHA 30HA, Upe3 OeleH Ha
TypOOJEHIINH, €THOMOCOYEH Bh3YIIEH MOTOK, 32
U3BBPIIBAHE HA!

a) MpHUCaXIaHe U TPAHCIUIAHTAIUS Ha OPTaHU U THhKaHMU,

0) UMILTaHTAIUS Ha Ty>KIH TENa;

B) PEKOHCTPYKTHBHO-Bb3CTAHOBUTEIHH ONIEPALIMH Ha ChpIIE,
roJieMHU ChJIOBE, MMKOYHO-TI0JI0BA CHCTEMA | JIP.;

T') JarapoOCKOICKH PEKOHCTPYKTHBHO-Bb3CTAHOBUTCITHH
orepanuy;

1) OTKPUTH TOPaKO-aOJOMHUHATHU OTICPAIUH;

€) HEBPOXUPYPTHICCKHU OTICPAIIHY;

K) OTIEPALMH C OOIIMPHO OTIEPATHUBHO TOJIE H/VITH
3HAYUTENIHA TPOIBDKUTEIHOCT, IPU KOETO HHCTPYMEHTHTE U
MaTepUaluTe 0CTaBaT OTBOPEHH MPOABIKUTEIIHO BPEME;

3) onepanuy Npyu UMYHOKOMIIPOMETHPAHU MMAUEeHTH, IPU
MAIMEHTH CJIE XMMUO- WK JIbUETePAITHs U MPH
MOJIMOPTaHHA HEI0CTAThYHOCT.

BnBenenue B Oopranu3Ma Ha IIalluMCHTa Ha
CTCPUIIHA U YUCTHU 1YKOU TE€JIa, B T.4. HA
UMILJIAHTATH.

[IponBIKUTETHOCT HA ONICPAIHSITA.
3Ha4nTEIIeH pa3Mep Ha OTIePaTHBHOTO
ToJie/paHara.

Ornepaiuu Ipyu UMYHOKOMIIPOMETHPAHU
MalyueHTH.

[TomenieHus Ha 3BeHaTa 3a MHTEH3UBHO JICUEHHE ChC
3aIUTHU 30HU, Ype3 OCJICH Ha TypOOJICHINH, STHOMIOCOUYCH
BB3/AYIICH ITOTOK, 32 MAICHTH:

a) ciel] TPaHCIUTAHTAIMSA Ha KOCTEH MO3BK;

0) ¢ OOIIMPHYU U3TapSHUS;

B) TPETHPAHU C XUMHO- WX JIbUYETEPAsI BB BUCOKH JJO3H;
T) cien OOMMPHU XUPYPrHUECKH UHTEPBEHIINM;

) C IOHIKEH UMYHHUTET.

[TanmenTH ¢ oTCIa0eH UMYHHTET, TIOAATINBH
Ha WHOEKIUY, CIIe]] MPOABIKUTEITHO
npeOUBaBaHe B

3BEHOTO 332 HHTEH3HUBHO JICYCHUE.

OrnepalliOHHU 3aJIi 0€3 3allMTHA 30Ha WIIM ChC 3allIUTHA
30Ha, C MO-MaJjKa IUIOII, 33 H3BHPIIBAHE HA:

a) €HJJOCKOIICKH OIepalluu;

0) eHIOBaCKyJIapHU HHTEPBCHIINH,

B) IPYTH JMAarHOCTUYHO-JICYCOHH MAHUITYIALUH C MAJIKA
pa3MepH Ha OIepPalMOHHOTO TOJIE;

I') XeMoJ1ajn3a, miasMadepesa u ap.;

) 1I€3apOBO CEUCHHC;

€) B3eMaHe/Ch0MpaHe Ha MMbITHA KPBB, KOCTCH MO3BK, MacTHA
THKaH U JIp. C IIeJ [MOCIIeBAIIO TOOUBaHE HA CTBOJIOBU
KJICTKH.

[MomereHus! ¢ MOBUIIICHU U3UCKBAHUS 33 YUCTOTA, O3
3alIMTHA 30HA, B T.4.

K) CTau 3a JieueHHe Ha MalMeHTH Clie]] TPAHCIIAHTALUS Ha
Oprau,

3) CTau 3a MalKEHTH C TEPMUYHA TPABMa;

W) TIPEIOTICPAIMOHHY 32l U CTau 3a ChOYKIaHEe CIel
orepanusITa;

i) MPEBBP30YHH 3aJTH;

K) POAVITHH 321,

J1) peaHUMAaIlMOHHU 3aJIH;

M) OT/ICJICHHS 32 HOBOPO/CHH;

H) CKJIaJIOBE 33 CTCPIIHH MaTepHaIH;

0) CTau 3a MPEBEKIAHE HA MAIIMESHTH CJIE]] OTICpaIlHs WIN
CJIe/l UHTCH3HUBHO JICUCHUE.

PHUCKBT OT KOHTAMUHUPAHE U €BEHTYyaTHA
UHOEKIM € TIO-HUCHK B CPABHEHUE ¢ TpyIa 1,
HO ca

HEOOXOIUME MEPKH 32 PEAIa3BaHe OT
3apasu, peaaBaHu 110 aePOTCHEH ITBT.

[TomMernieHus, KOUTO HE U3UCKBAT CICIHATHA MEPKH 32
3aIUTa Ha MAIUCHTUTE, TIEPCOHANA ¥ TPETH JINIIA:

a) OOJTHUYHU CTad, OCBEH IMOMEMICHUATA OT TpyIH 2, 3 u 5;
0) moMelIeHUs 3a €HI0CKOIICKA THarHOCTUKA,

B) IPUEMHH OT/ICJICHHUS,

') pexaOMINTAIIMOHHHU CTau.




5 [NomermeHust 32 MAUEHTH C OCTPH WH(EKIUK (M30JalMOHHK | 3aIIMTaTa Ha MepcoHalia, OCTaHAJIHNTe
TTOMEIIIEHUS ). MAIMEeHTH U OOTHUYHATA CPefia € IPHOPUTET.
IIpeBbp30UHM 3ai1H 3a MALMEHTH C THOWHM MH(EKIIUH.

OmnepallHOHHH 3aJT1 3a MAIMEHTH C THOWHU aHaepOOHU
| MHpeKIMY 1 Ap.
Ta6muma 10. OCHOBHU M3MCKBaHUSI KbM YHCTOTAaTa Ha Bb3yXa B MOMEUICHHUATA HA JICUCOHNUTE
3aBCACHUA
MakcumaiaHo
N MakcumaiHo
Tpyna JIOMyCTHM Opoit Ha Kiac uucrora nmo JOTYCTHMO MAKpOGHO
OMEIIEHHUS HACTHIH € PasSMCpH BAC ENISO 3ambpcsiBane B 1 m3
0,5umB 1 M3 14644-1
BB3YyX (K0e/M3)
BB3IYX
1 30Ha Ha oTnepanroHHaTa Maca 3520 5EN ISO 5
30Ha OKOJIO OMepalMOHHATa Maca 35 200 6 EN ISO 20
2 30Ha Ha OOJHUYHOTO JIETIIO 3520 5EN ISO 5
30Ha 0K0JIO OOJTHUYHOTO JICTIIO 35 200 6 EN ISO 20
3 3520 000 8EN SO 100
4 - - 500
5* 3520 000 8EN ISO 100
3abenexka.

(*) pu Hamuuue HA 3alIMTHA 30HA ¢ GUITPUPAH €IHOMOCOYCH BB3AYIICH MOTOK (JIAMUHAPCH
MIOTOK) TI0 OTHOIIICHUE Ha 3alllUTHATA 30Ha Ba)KaT M3MCKBAHUSATA 32 IOMEIICHUS OT rpymna 1.
Tabmuua 11. Buyx Ha Bp3AyIIHHS TOTOK U Ki1ac untpu

Tovia Kunac uncrora nmo Bun Ha KparHoct Ha
HOMepy N BAC EN ISO BB3AYLIHUS BB3yX000MeHa Knac ¢punrpu
& 14644-1 IIOTOK (rpTH/4YaC)
1 Sota a 5EN 1SO E - F7+F9+H14
OIEepallHOHHATa Maca
Soma okoio 6 EN 1SO T 30- 40 F7+F9+H13
OIepalMOHHATa Maca
5 30Ha Ha GOTHUYHOTO 5EN 1SO E i E7+F9+ H14
JIerIo
3oma oo 6 EN ISO T 30- 40 F7 + F9+ H13
OOITHUYHOTO JICIIIO
3 8EN ISO T 12-20 F7+F9
4* - T 1-3 F7+F9
5 8EN SO T 12-20 F7+F9

3abenexku: 1) E = enHonocodeH 4ucT Bh3AYIIEH MOTOK; T = TypOOJIIeHTEH Bb3IyIlIeH MOTOK.

2) *TlomernienusTta ot rpyna 4 oOMKHOBEHO C€ BEHTHJIMPAT IO €CTECTBEH IbT. B ciyyait, ye ce
N0JI3Ba MPUHYUTETHA BEHTHIIAINS, CE MPETIOPHYBAT PHITPU KAKTO 3a TIOMEIIEHHUTa OT TPy 3 U 5, HO
C TI0-MaJIKa KPaTHOCT Ha Bb3IyXOOOMEHA.

3) Ilpu ycnoBusi Ha TMO-BHCOKA 3alpallieHOCT WM JPYTro 3aMbpCsBaHE HA Bb3AyXa M C IE
yIbJKaBaHEe Ha EKCIUIOATAIlMOHHUS JKMBOT HAa (pUITpHUTE OT KJac 7/ ce MpernopbyBa MHCTAIMPAHETO HA
BBbHIIHU Npeaduitpu ot ki1ac G3 (G4).

4) O3HaueHHUTE B TAOIMIIATAa CTOMHOCTH 32 KPaTHOCTTA Ha Bbh3yX000OMEHa ca OPUECHTHPOBBUHHU
U ca ChOOpa3eHU CaMO C ThpCEHAaTa CTEICH Ha YHCTOTa Ha BB3/yXa, KaTo HE ca B3CTH MPEIBHI JAPYTH
(bakTopH, KaTo OTACISHETO Ha TOTUIMHA, Bjlara U BPEIHH BEIECTBA OT OOEKTHTE B MOMELICHUATA (HAIIp.
MIEPCOHAJ, OTIEPAIIOHHY JIAMITH, allapaTh 32 HApKo3a U T.H.).

10.2.1. ITomemenusTa ot kiaac 5 mo BJAC EN 1SO 14644-1 u ot rpynu 1 u 2 Tpsiba na Obaar
BEHTWIMpPAHU upe3 OeleH Ha TypOOJICHIIMU, €IHOIMOCOYEH BB3AYIICH IMOTOK (JIAMHHAPEH IOTOK),
npeMuHaBai mpe3 BucokoehekTrBan Bh3ayHu Guntpu (High Efficiency Particulate Air Filter/HEPA
¢untpm). [1o nenecr00pa3HOCT TaKMBaA 30HU MOTaT Ja ObJaT Ch3/1aBaHU U B TIOMEIICHUATA OT TPYIH 3 U
5.



10.2.2. B ocrananuTe MOMEIIEHUS YMCTOTATa HA Bb3AyXa CE€ OCUTYpSBA Upe3 HEECIHOIMOCOUYCH
(TypOoneHTeH) BB3AYILIEH IOTOK, KOWTO MpH HyXAa TpAOBa Ja NIpeMUHaBa Ipe3 ChOTBETHATa
bunTparms.

10.2.3. 3a pa3nmencHHe Ha TIOMEIICHHWATA C pPA3IMYeH KJIac HA YHCTOTA CE€ W3MON3BaT 3
npuniuna (EN ISO 14644-4):

10.2.3.1. [IpuHIHMI HA CTECHSBAIINS C€ BB3AYIICH MOTOK (MOTOKBT JIa € HACOUYEH OT MO-YUCTOTO
KbM IO-MaJKO YHMCTOTO IOMEIIEHHWE M Jla MMa CKOpOCT He mo-maika oT 0,2 m/cek B MSCTOTO Ha
pazaeIeHUeTo);

10.2.3.2. TlpuHun Ha Taja BbB BB3AYIIHOTO HaATaHe (TIO-MaJIKO YHCTOTO TOMEIICHHE J1a ©
BUHATH C MMO-HUCKO/OTPHUIIATETHO HAISITaHEe CIOPSIMO MO-YHCTOTO OMEIICHHE, KaTo MaJAbT HA HAIATAHETO
TpsioBa ga € MmunumMyM 10 - 15 Pa, Ho He nmoseue ot 20 Pa);

10.2.3.3. Ilpunuun Ha ¢usndeckara Oapuepa (M3rpaxaaHe Ha HEMPOHHUIIAEMHU OapHepu MEXKIY
MOMEIICHHSITA C Pa3JIMYHA CTETICH Ha YUCTOTA).

10.2.4. ITomemenusTa ot rpyna 1 TpsOBa 1a OTroBapsT Ha CICIHUTE OCHOBHH M3UCKBAHUS:

10.2.4.1. Jla uma wu3rpajaeHa 3amiuTHa 30Ha ¢ TpucreneHHo ¢uiarpupan (F7 + FO + H14)
€IHONIOCOYEH BB3AYILICH MOTOK (JIJaMUHAPEH MOTOK) U ChOTBETHA KPATHOCT Ha Bb3yXO0OMEHa;

10.2.4.2. 3oHaTa Ha €THOMOCOYHUS Bb3IYyIICH MOTOK TPsiOBa Ja € ¢ MUHUMAIIHA TUIONI OT 9 KB.M
1 J1a 00XBaIla orepanroHHaTa Maca, HHCTPYMEHTATHATA KOJTMYKA U OTePAIlHOHHUS CKHII;

10.2.4.3. CxopocTTa Ha HAaCOUECHHUS BB3AYIICH MOTOK TPsiOBa fa e B rpanunute 0,24 - 0,3 m/cek;

10.2.4.4. 3onara Ha eAHOIOCOYHMS BB3AYIIEH IMOTOK TPSAOBa Ja € OTrpaHMYCHA MOCPEICTBOM
HacoYBallla MPEeCTUIKa OT MpOo3padeH MaTepuan ¢ BucounmHa Hai-manko 100 MM u moanmaBamia ce Ha
ne3nH(EKIHs ¢ OOMYaitHUTE CPEICTBA;

10.2.4.5. [TonmHuAaT pp0 Ha MpecTUIKaTa TPsIOBa /1a € Ha BUcounHa Hail-manko 2100 MM oT mona
Ha TIOMENICHUETO;

10.2.4.6. Pa3nenennero Ha omeparMoOHHATa 3aja OT OKOJIHHTE TIOMEIIEHHUS CE€ OCBHIIECTBSIBA
MOCPECTBOM T4/l B HAISITAHETO WJIM HAa TIPUHITUIIA HAa CTECHSBAIINSI CE€ BB3/YIICH MOTOK;

10.2.4.7. KopumopbT 3a JOCTaBsSHE HA CTEPUIHA MaTepUalId B ONEPAlIMOHHATA 3aja TPsOBa Ja
uMa TOJOXKHUTEITHO HalsiraHe, B T.4. CIOPSAMO camara ONepalMOHHA 3aia. AKO MarepuanuTe OuBar
TPAHCIIOPTUPAHH B XEPMETUYCCKH 3aTBOPCHH CTCPWIM3AIMOHHHM KOHTCHHEPH, TO BB3IYXHT B
CIIOMEHATHsI KOpUA0p TpsAOBa 1a ObJe moJaBaH Impe3 KpaitHO pasnoyiokeHu (GUITPU, HAal-MaJIKO OT KJlac
0.

10.2.5. IlomemenusTa ot rpyna 2 TpsOBa Ja OTTOBapsAT Ha CICIHUTE OCHOBHH M3UCKBAHUSI:

10.25.1. Jla uma um3rpajaeHa 3amiuTHa 30Ha ¢ TpucteneHHo ¢uiarpupan (F7 + FO + H14)
€IHOIIOCOYEH BB3AYLICH MOTOK (JITaMUHAPEH MOTOK) M ChOTBETHA KPATHOCT Ha Bh3yX000OMEHa.

10.2.5.2. bomHUYHOTO JlerIO TpsAOBa Ja MomMajaa M3IUIO B 3allUTEHATa 30HA HAa HACOYCHUS
BB3AYIICH ITOTOK.

10.2.5.3. PasnmeneHueTro Ha TOMEIICHHATa OT Tpyma 2 CHOPSIMO OKOJHUTE IOMEIICHUS
(KOpHIIOpH) C€ OCBIIECTBSIBA MOCPEACTBOM IaJ] B HAIATAHETO, KaTO C€ TPENnophuBa HEMPEKbCHAT
(BU3yaJieH UM aBTOMAaTH4€H) KOHTPOJ Ha Majia B HAJISTaHETo;

10.2.5.4. BxonbT B OMeIIEHHsITa OT rpyna 2 TpsiOBa Ja € cHaO/ieH ¢ Bb3aymeH nuro3 mo EN
SO 14644-4.

10.2.6. [TomemenusiTa OT rpyna 3 TpsOBa J1a OTrOBapAT Ha CICIHUTE OCHOBHH M3UCKBAHUSI:

10.2.6.1. [la umar ¢duaTpamus Ha Bb3AyXa M KpPaTHOCT Ha BB3IyXOOOMEHA, OCHUTYpPsSBAIIU
CHOTBETHATA CTEIEH HAa YUCTOTA;

10.2.6.2. Tlo menechoOpa3sHOCT MOXKE Ja ObJe HM3TpajicHa 3allWTHA 30HA C TPUCTCIICHHO
¢buntpupan (F7 + F9 + H14) eqHonoco4eH Bp3ayIlIeH MOTOK (JJaMHHApPEH MOTOK) U o 3,0 - 4,0 kB. M;

10.2.6.3. Pa3nencHueTo Ha oreparioHHATa 3aja OT OKOJIHHUTE MOMEIIEHHUS C€ OCHIIECTBSIBA
MOCPEICTBOM CTECHSBAIIl C€ Bb3/AYIICH MTOTOK WM HAa MPUHIUIIA HA Majla B HAJISTAHETO;

10.2.6.4. OGrpmwxBaHETO Ha MAIMEHTH C OOIIMPHH H3TapsSHUS B OTIEJICHUSATA 10 TEPMUYHA



TpaBMa TpsIOBa J1a CTaBa B JIOKAJIHA 3alIUTHA 30HA C TPOMHO GUITPUPAH JTAMHHAPEH MOTOK.

10.2.7. ITomemienusra ot rpyma 4 TpsOBa J1a OTTOBApAT Ha CICTHUTS OCHOBHHM M3WCKBAHMS:

10.2.7.1. Tlomemenusita oT rpyma 4 ce BEHTWIHpPAT IO €CTECTBEH IIbT, Karo IO
1[eJIeChOOPA3HOCT B OTACIHU CIy4yad MOTAT Jla C€ MHCTATUPAT JIOKATHU Bh3yXONPEUNUCTBAIN CUCTEMU
¢ ¢untpu ot Kinac 9;

10.2.7.2. B omnepanMOHHHMTE 3ajdd 3a NAIMEHTH C THOMHU W/HMJIM aHaepOOHM WH(MEKIUU ¢
1eJ1echoOpa3HO U3rPaXKAAHETO Ha 3aIIMTHA 30HA C JIJAMUHAPEH Bb3AYIIEH MOTOK KAKTO 3a MOMEIEHUsITa
oT rpymna 3;

10.2.7.3. TlomenieHnsATa HA IPUSMHHTE OTJICIICHHS Ce KaTerOPU3Upar B rpyma 4, ¢ U3KIIOUCHHE
Ha TIOMEIICHUATA 32 MAJIKU XUPYPTUYHH ONepalnu (€THOAHEBHA XUPYPTrHsl), KOUTO ClagaT KbM rpyma 3.

10.2.7.4. 3a manueHTH ChC ChMHEHME 3a aKTHBHA (hopma Ha TyOepKyso3a cienpa aa Obaar
MPEIBUICHH MOMEIEHUS C OT/IEJICH OT OCTAHAINTE MOMEIICHHs Ha TPUEMHOTO OTACIICHUE BXO/.

10.2.8. ITomemienusra ot rpyma 5 TpsiOBa J1a OTTOBapST Ha CICTHUTE OCHOBHHM M3UCKBAHMUS:

10.2.8.1. Jla Obmar cHaOAeHM C aKTHBEH BB3AYIIECH IIUIIO3 Ha BXxoAa/m3xoda (LUTIO3 ¢
MPUHYIUTEITHO MO/IaBaHe HA YHCT Bh3AyX). Bparure Ha nutto3a TpssOBa ga ObaT CHaOICHU C BU3yallHA U
3ByKOBa CHUTHAJIM3alUs MPU €THOBPEMEHHO UM OTBapsiHe. Bb3ayXbT OT 1UII03a MOXKe /1a ObJe MmogaBaH
KbM TIOMEIICHHUETO;

10.2.8.2. [la Obaar pa3neiacHH OT OKOJHHUTE ITOMECIICHHUS, B T.d. OT BB3AYIIHUS IUIIO3, Ype3
oTpUIaTeieH Naj B HalsraHeTo, Haii-manko 15 Pa, kato ce mpenopbuBa HeNpeKbCHAT (BU3YyaleH MU
aBTOMAaTHYEeH) KOHTPOJI Ha M1aJ]a B HAJIATAHETO;

10.2.8.3. Jla Obmar oOe3medyeHH C OTJAEIHA BEHTWJIAIIMOHHA CHCTEMa C KpaTHOCT Ha
BB3AyX000MEHa HE MO-Malko OT 12 mbTH/4ac, Karo mpu HEOOXOAMMOCT BB3AYXOBOIUTE 3a MU3XOJSIIUSI
(oTpaboTeHus) Bb3ayX ca cHabnenu ¢ huntpu ot kiac H13;

10.3. C uen mocturane Ha HEOOXOIMMAaTa CTETIEH Ha YUCTOTA HA Bb3JyXa Ce Mpuiara 2- wiu
3-creneHHa (puiaTpanus, KaTo 3a mbpBaTa CTETEH CE JIOMyCKa M3IOJI3BaHETO Ha (GUITPHU OT KiacoBe F5
wim F6. M3non3Banero Ha GunTpu oT kiac F7 B mbpBaTa CTENeH MOBUINABA SKCTUIOATAIIMOHHUS KHUBOT
Ha GWITPUTE B IMOCIICBAIINTE CTESIICHN HA (QMITPAIUATA.

10.3.1. ®unrpute OT BTOpara cTemeH TpsOBa na ObJaT Ha OOCTAaThYHO PA3CTOSHUE OT
OBJIAXXHUTEISI HAa BB3IAyXa, 3a Ja ce W30erHe KOJIOHWU3MPAHETO C MHUKPOOPTaHW3MU Ha BBHIIIHATA
(MpBbCHaTa) UM CTpaHa.

10.3.2. 3a u30sATBaHE HA CBEHTYAIIHOTO PA3MpPOCTPAHCHHE HA 3aMBPCSIBAHUS UPE3 MU3XOSIIUS
BB3AYyX U3XOJHHUTE BH3AYXOBOIH TPsiOBa CHIIO Ja ca cHaOneHu ¢ puntpu (Hail-manko ot kiac G4).

10.4. U3uckBaHusS KBbM UYUCTOTAaTa Ha BB3AyXa B IOMEIICHUSATA HAa OOJIHUYHOTO 3BEHO 32
LCCM:

10.4.1. ITomemmenusita Ha LICCM ce BeHTWIMpaAT ¢ Bb3AyX, puiaTpupan npe3 KpailHu ¢punrpu
ot kiac 9. B 3BeHoto ce oopmst 3 cexropa:

10.4.1.1. 3a o6e33apazsiBane (IOYHCTBAHE U IC3UH(EKIINA);

10.4.1.2. 3a omakoBaHe U MMOJATOTOBKA;

10.4.1.3. 3a chbXpaHEHHUE U U3JIaBaHE HA CTEPUITHU MATEPUAIIU.

10.4.2. C omen Ha OTACISHHTE TOJEMH KOJWYECTBA TOIUIMHA W Bjara, PeCIl. PHCKa OT
o0Opa3dyBaHe Ha KOHJEH3AllMOHHA BJara B HW3XOAHUTE BB3AYXOBOJAW, BEHTHJIUPAHETO HA CEKTOpa 3a
obe33apa3siBaHe TpssOBa Ja OCHUTypsiBa JOCTaThUYHO BHUCOKA KpPaTHOCT Ha Bb3AyxooOMmeHa. Ilo
MKOHOMHYECKH ChOOpa)KeHUSI B TO3U CEKTOP MOKe J1a ObJe MmojaBaH OTpabOTEH Bb3IyX OT MO-YUCTUTE
TIOMEIICHHS.

10.4.3. B cekTopa 3a omakoBaHE M IOJATOTOBKA, KAKTO U B CEKTOPA 32 ChXPAaHCHHE W HM3/IaBaHE
Ha CTEPUJIHU MaTepuaiu, TpsiOBa fa ce MoAabpka MOJIOKUTENCH MaJ Ha Bb3AYIIHOTO HaJSTaHE.

10.4.4. B cektopa 3a ChXpaHCHHE M M3[]aBaHE HA CTEPHIIHU MaTepHaId Clie[Ba Ja ObJe B3eTa
MpeaBU Biarara, OTJeNsIa ce MpH M3CTHBaHe Ha ropemuTte mMarepuanu. C ormien Ha Jerazanusara Ha
CTEpUIN3UPAHNUTE TIOCPEICTBOM T'a3 MaTEpHUA 3a pa3lojiaraHe Ha Ta30BUTE CTEPUIIM3ATOPU TPsIOBa Ja



OB OCUTYPEHO OTAEITHO MOMEIICHHE.

10.5. MeTtonu 3a BalmuIupaHe ¥ KOHTPOJI Ha Bb3yXa B JICUCOHUTE 3aBEICHHUS:

10.5.1. IlapameTrpure Ha BB3AYIMIHUTE MOTOIKM (00eM, KPAaTHOCT Ha BB3IyX0O0OMEHAa) U
YUCTOTAaTa Ha Bh3/yXa B IOMEMICHUATa OT rpynu 1, 2 u 3 moasyexar Ha peJOBEeH KOHTPOII U BaJTHIUPAHE.
MetonuTe 3a BaJuaupaHe U KOHTPOJ Ha Bb3Ayxa B JeueOHHTE 3aBeneHus ca nedunupanu ot bJIC EN
SO 14644-1.

10.5.2. JleueOHuTE 3aBeeHUs JOKYMEHTUPAT U ChXPAHSABAT 32 CPOK HE MO-MAJIKO OT 5 TOIWHU
pEe3yATaTUTE OT KOHTPOJIA U BATHIMPAHETO HA Bh3AyXa B MOMEIIEHUATA OT rpynu 1, 2 u 3.

VI. I3UCKBAHUS 3A OCBIIECTBIBAHE HA JTEMHOCTUTE 11O OTPAHMYABAHE
PABIMPOCTPAHEHUETO HA AHTUMUWKPOBHATA PESUCTEHTHOCT (AMP)

1. AHTUMUKPOOHUTE CpEICTBa ca CyOCTAaHIIMM, KOUTO B HHCKH KOHIIGHTpalMd yOWBaT WU
MOTHCKAT PacTeka Ha MUKpOOpraHu3MuTe (0akTepuu, BUPYCH U I'bOM) U HA Mapa3uTuTe (B 4YaCTHOCT HA
npotozoute). [Ipmnaranero Ha aHTHOAaKTEpHAlHU CPEACTBA, B T.4. Ha AHTUOMOTUIM, HE OTMEHS
HEOOXOIMMOCTTa OT NMpUJIaraHe Ha MEPKHUTE 3a NMPEBEHIHMS M KOHTPOJ Ha MHGEKIuHuTe (IIOYHCTBAHE,
ne3uH(EKIHs, CTepUIN3alus U OCTaHAJIUTE CTAaHAAPTHU U JOITBIHUTEIHH MIPEINa3HU MEPKH).

1.1. ArTuOuoTuiuTe HE arakyBaT W30MpaTeNHO MaTtoreHHUTE OakTepuu. Te oka3Bar edekt
BbpPXYy HOpPMajiHaTa MUKpoQiopa M MOrar Ja JOBeaT IO eKoJoruueH aucOanaHc (aucOakTrepuosa) U
NOCJIe/IBAIl0 PAa3BUTHE HA OMOPTIOHUCTHYHM HHpekuuu. Ilopaam mo-decTus CEIEKTHBEH HATHCK
OakTepuuTe OT HOpMasiHaTa (uiopa pa3BUBaT MO-OBP30 PE3UCTEHTHOCT, KOSTO BIOCIEACTBHE MOrar Aa
npenaaar ¥ Ha OOMMraTHO MaTOTeHHH BHUJIOBE.

1.2. OcHOBHUTE TPYNH AHTHOMOTHIM M TEXHUTE MO-BaKHU MPEICTABUTENN Ca TOCOYCHU B

Tabm. 1.

Tabmuua 1. OCHOBHM Ipyl¥ aHTUOMOTHIIM U TEXHU N0-BAXKHH MPEICTABUTEIH

I'PYIIA
1

TIOJITPYIIA

ITPEJJCTABUTEJIN

2

3

INenununmuaun

bensunnennnminau

Penicillin G-Natrium
Clemizol- Penicillin G
Procain - Penicillin G
Benzathil - Penicillin G

CDGHOKCI/IH@HI/IIII/IJ'H/IHI/I

Penicillin V

AMI/IHO6CH3HJ’IH€HI/IHI/IHI/IHI/I

Ampicillin
Amoxicillin
Bacampicillin

YpennoneHuuuInHu

Azlocillin
Mezlocillin
Piperacillin

KapOokcunenuiunuau

Ticarcillin
Carbenicillin

M3okca3onuineHnImiInHA

Oxacillin
Dicloxacillin
Flucloxacillin

WNuxuburopu Ha Oeta-
JaKTaMa3nuTe

Clavulanic acide
Sulbactam
Tazobactam

Kapbanenemu

I mipenem
Meropenem

MonobOakTaMu

Aztreonam

Iedanocnopuau

I renepanus

Cefazolin, Cephalexin,
Cephalothine

II renepanus

Cefaclor, Cefamandole,
Cefprozil, Cefuroxime,
Cefuroxime axetil




Iepamumman

Cefotetan, Cefoxitin

III renepanus

Cefoperazone,
Cefotaxime,
Cefpodoxime proxetil,
Ceftazidime, Ceftibuten,
Ceftriaxone

IV renepauus

Cefepime
Cefpirom

I'muxonentuan

Vancomycin
Teicoplanin

AMHHOFJII/IKO3I/I,Z[I/I

Gentamicin
Tobramycin
Amikacin
Kanamycin

XHWHOJIOHU

Nalidix acide
Ciprofloxacin
Ofloxacin
Levofloxacin
Pefloxacin
Moxifloxacin

Makponuau

Erythromycin
Clarithromycin
Azithromycin
Roxithromycin
Spiramycin
Josamycin

JInHko3amMun

Clindamycin
Lincomycin

CrpenrorpaMuHH

Streptogramin A
(Dafopristin)
Streptogramin B
(Quinpristin)
Quinpristin/Dalfopristin
(Synercid)

OKca30IuauHOHU

Linezolid

Keronuau

Telithromycin

TeTpauukinHu

Tetracyclin
Doxycyclin

AmdeHuxonu

Chloramphenicol
Thiamphenicol

AHTHdONaTHN areHTH

Sulfonamides
Trimethoprime

AHTUMUKOTHYIHI CpCACTBA

TTonuenu

Amphotericin B

HyKJ’ICOSI/I,I[HI/I aHaJI031

5-Flucytosine

Azomm

Ketoconazole
Fluconazole
Itraconazole

AnunamMuHu

Terbinafine

Tpuazonu

Voriconazole

ExuHokanayuHn

Caspofungin

AHTUMUKOOAKTEPHATHU
cpencTBa

Isoniazid
Rifampicin
Rifabutin
Ethambutol
Streptomycin

2. Panmonanna ynorpe0a Ha aHTUHOMOTULIN




2.1. Bcesako seyeOHO 3aBeicHHE TpsOBa Ja WMa T'bBKaBa W IEPHOAMYHO OOHOBSBaHA
AHTUOMOTHYHA TMOJIMTHUKA BB3 OCHOBA Ha CHeNH(PUYHOCTTa HA TATOJIOTHATA, IM030BaBalla ce Ha
JIOKalHATa €THUOJIOTUYHA CTPYKTypa Ha WHQEKIMUTE, JIOKaJIHaTa aHTHOMOTWYHA PE3UCTEHTHOCT U
KOHTpOJUpaHaTa yrnorpeda Ha aHTHOUOTHIIUTE.

2.1.1. AHTHOMOTHYHATA TTOJIMTUKA MMa 3ajiadaTa 1a OCUTYPH:

2111 noOpa rpmwka 3a NAMEHTUTE YpE3 PasyMHO H3MOJI3BAHE HA AHTHOMOTHIM 32
npoHIIaKTHKA U JICUCHUE;

2.1.1.2. edhekTUBHO M3MON3BaHE HA PUHAHCOBUTE PECYPCH;

2.1.1.3. orpann4aBaHe nosiBaTa Ha MUKPOOPTaHU3MH C MHO>KECTBEHA PE3UCTEHTHOCT;

2.1.1.4. oOy4yeHue Ha JeKapuTe 3a MpaBWIHA yHnoTpeba HAa aHTUOMOTULUTE B MEIUIMHCKATa
MPAKTHKA.

2.1.2. AuTuOnoTHYHATa OTUTHKA ce pa3paboTBa Bb3 OCHOBA HA YETUPH OCHOBHHU KOHCEHCYCA!

2.1.2.1. 3a nmpaBUTHA EMITUPUYHA T€PATTHUSL;

2.1.2.2. 3a mpaBWIHA aHTUOMOTHYHA MPO(DUITAKTHKA;

2.1.2.3. 3a rpynupaHe Ha M3I0JI3BAaHUTE B JICUCOHOTO 3aBE/ICHUE aHTUONOTHIIH,

2.1.2.4. 3a MoHUTOpUpPAHE HA AHTHOMOTUYHATA yOTpeOda 1 MUKPOOHA PE3UCTEHTHOCT.

2.2. IlpaBuia 3a eMOUPUYHA TEpAUS:

2.2.1. EmmmpudHaTa aHTHOMOTHYHA Tepamlusi CE€ OCHOBaBa HA BHHUMATCIIHO KJIMHHYHO
u3CJIe/IBaHe W JIOKATHUTE JIaHHU 32 €TUOJIOTUYHATA CTPYKTypa M aHTUOMOTHYHATA YYBCTBUTEIHOCT HA
MHUKPOOPTaHU3MUTE.

2.2.2. 3agbKUTENHO TpEAM 3alo4yBaHe Ha EMIIMpUYHA Tepamusi ce B3eMa Marepuan 3a
0aKTEepHOIIOTUYHO U3CIIE/IBAHE.

2.2.3. Bcska anTtuOmornuyHa ymorpeba ce choOpassBa ¢ KJIMHMYHATA JUarHo3a W
Hal-BepOSITHUS €TUOJIOTUYCH areHT.

2.2.4. N300pbT Ha aHTHOMOTHK C€ ChOOpa3sgBa W ChC CTPYKTypaTa Ha PE3UCTCHTHOCTTA,
TOJIEPAHTHOCTTA HAa MAIUEHTA, JOKAN3allksATa Ha HHPEKIUATA U [IeHaTa.

2.2.5. U30areaT ce aHTUOMOTHYHN KOMOHMHAIIMH, KOTaTO TOBA € Bh3MOXKHO.

2.2.6. AHTHOMOTHIINTE TpsOBa J1a ce ao3upar mpaBwiIHO. HuckuTe 103U ca Hee(EKTUBHH H
ONarompusATCTBAT PA3BUTHETO HA PE3UCTEHTHH IIAMOBE, a BHCOKHTE JIO3W MOTaT Ja YTEKHSAT
HEe)XEeJIaHUTE PeaKklUu U J1a He MPEAOTBPATAT PA3BUTHETO HA PE3UCTEHTHOCT.

2.2.7. AHTHOMOTHYHA Tepallrs C¢ Ha3Ha4daBa CJICA MPOBEACHO MHUKPOOHOJIOTHYHO HM3CIIC/IBAHE
Ha CHOTBETEH KIMHUYEH MaTepual U ce€ cboOpassiBa C pe3ylTaTUTE, MOJYYeHH OT HU3MUTBAaHE Ha
AHTUMHUKPOOHATA YYBCTBUTEITHOCT HA IOKA3aHUTE MPUIHHUTEIH.

2.2.8. TIpoabKUTETHOCTTA HA aHTHOMOTHYHUS KypC Ciie/iBa Jda Oble orpaHudeHa - 5 mo 14
THU, B 3aBUCUMOCT OT Tuna Ha wuHpeknuara. CpIIeCTBYBaT ONPENCICHW WHAMKAIIMKA 32
MO-TTPOABDKUTEITHN KypcoBe. B cirydaii 4e aHTHOMOTHKBT HE € MoKa3aid e)eKTUBHOCT MPe3 MbPBUTE 3
JTHU OT JICYCHUETO, IPUTIOKEHUETO MYy CE MPEKHCBA U TepanusTa ce MpepasriexKia.

2.29. 3a mpoBexJaHe Ha MPaBWIHA CMIMPUYHA TEPaAIus CICIUATHU3UPAHOTO 3BEHO TIO
aHTUOMOTHYHA TIOJUTHUKA pa3paboTBa CIPABOYHHUK 332 €MIIMPHYHA Tepamus Ha Hal-4ecTUTe WH(EKIINH,
chAbpKan] WHpOpPMANUsS 3a BOMCIIMTE CTHOJIOTHYHU AareHTH, aHTUOWOTHIIUTE Ha MHPBH H300p U
aJTepHAaTUBHUTE CpENCTBAa, J03aTa, HAayMHA Ha BBBEXKIAHE, MNPOABDKUTETHOCTTa Ha TEpanuara,
KOMEHTap U MPETNOpPbKHU 3a CeKBEeHIMaTHa Tepanus. CpaBOYHUKBT C€ MPEIOCTaBsS HA MEIUIIUHCKUTE
CHEIMAJIUCTH BbB BCHUYKH JIMArHOCTUYHO-JIEYEOHU CTPYKTYpH Ha JiedeOHOTO 3aBeleHUE U ce
aKTyalnu3upa ciel NePUOAUIHH OICHKH.

2.2.10. 3abonaBanHus, KOUTO TPsIOBa Ja ObIAT BKIIOUYEHU B CIIPAaBOYHUKA!

2.2.10.1. uadexumn Ha ypuHAPHUS TPAKT;

2.2.10.2. nH(pEKIUN Ha TOPHUTE AUXATCITHU ITHTUIIIA;

2.2.10.3. uH(exuu Ha TOJHUTE TUXATETHU IbTHUINA, BKJI. ek3anepOarus Ha XObb, npunodutn
B 00I11€CTBOTO WJIM OOJTHUIIATa THEBMOHUH, TYOEpKYI03a;



2.2.10.4. mexoTbKaHHU MH(EKIMU (yXarBaHUs, LETYIUTH, XPOHUYHH YIKYCH, MOJO03PEHUS 3a
HEKPOTUYHH (DACIIUUTH);

2.2.10.5. undexun na [THC;

2.2.10.6. uHdpeKH Ha TacTPO-UHTECTUHAIHUS TPAKT;

2.2.10.7. uH(peKunn Ha TCHUTAIHNTE;

2.2.10.8. cemcucu;

2.2.10.9. repanesrnunu pexxumu 3a MRSA, C.difficilae, S.enteritidis, H.pylori u ap.

2.3. IIpaBuna 3a aHTUOMOTHUYHA TPODUITAKTHKA

2.3.1. Tlom3ara M PUCKBT OT aHTHOMOTHMYHATA MPOQPHUIAKTHKA C€ TPEICHSBAT 3a OTIACITHHS
MAIMEeHT B 3aBUCHUMOCT OT:

2.3.1.1. pucka ot uH(MEKIUs B 3aBUCUMOCT OT MSCTOTO Ha OTIEPALMITA;

2.3.1.2. pucka oT UH(MEKIUSA B 3aBUCUMOCT OT TEKECTTa Ha OTECPAIHITA;

2.3.1.3. epexTrBHOCTTA OT IPODUIAKTHKA TIPH JaJ[eHATA OTICPaIIus;

2.3.1.4. mocnencTuaTa OT NpodHUIAKTHKATA 3 TAIUEHTA;

2.3.1.5. anTuOMOTHIIMTE 3a MNPOPUIAKTHKA CE ONPEICIAT OT JIOKAJIHATa aHTHOMOTHUYHA
MOJIUTHKA U Ca ChOOPA3eHH C JIOKAJTHUTE JaHHH 32 HUBATa HA PE3UCTEHTHOCT.

2.3.2. I360p Ha aHTUOMOTHK ¥ HAYMH Ha TPUIOKEHUE.

2.3.2.1. 30paHusT aHTHOMOTHUK 32 TIPO(HIAKTHKA TPsIOBa /1a € aKTUBEH CPEIILy MO-TOJISIMA YacT
OT OYaKBaHUTE MATOreHU. B mMoBedeTo ciydyaw ce mpenopbuBa OeTa-TakTaMeH aHTHOMOTHK, a 3a
aJIepTUYHU TAIIMCHTH - ChOTBETHA aJITCPHATHBA.

2.3.2.2. Ilpodunakrrkara TpsiOBa na ce ctaptupa 30 MHHYTH IIPEIX 3al0YBaHE Ha ONepaIusaTa.

2.3.2.3. [IpenopbyBa ce HHTPABEHO3HOTO IIPHJIaraHe Ha aHTHOMOTHKA.

2.3.2.4. AuTubuotunute 3a npoduiIakTUKa He TpsOBa Ja ce M3MOJ3BAT 32 JICUCHUE B JAaJICHOTO
OTJelieHre (JIedeOHO 3aBe/ICHUE).

2.3.2.5. JloctarpyHO € MpUJIaraHeTO Ha EAMHUYHA J103a OT aHTHOMOTHUKA. J[0 TOBTOpHO
NPUIIOKEHHE Ce MTpHUOSATBa, KOTAaTO OMNEpanuATa MPOABIIKH TO-IBIT0 B CPAaBHEHUE C IJIa3MEHUS
MOJTY)KUBOT Ha JICKApCTBOTO, ak0 WMa KpbBo3aryOa moede oT 1500 mur wim BnmBanus Hax 15 mi/kr
(Tabm. 2).

Tabnuua 2. [IpumepHa cxema 3a nepuornepariBHa aHTUOMOTUYHA NPOPUIAKTUKA B XUPYprHsiTa

pouexypa OO0wuyaitHu IIpenopbuBana AnTepHaTHBHA Komenta
POHELYP OpraHu3Mu npoQHITaKTHKA npodunakTrka P
1 2 3 4 5
Vancomycin - npu
aneprus KbM
HeBpoxupypru4au Cefazolin1 g (IV) Oera-nakramu,
orepalyy - YUCTH, 0e3 S. aureus S. eqHOKpaTHa 7103 (> 80 Vancomycin1g (1V) BHCOKA YeCTOTa Ha
UMIUIaHTH (Harp. epidermidis kﬂ _ zp) A €THOKpaTHa J103a MRS B 6onnunara,
KPaHHOTOMHSI) 9-<9 TIPY MAIMEHTH,
KOJIOHH3UPAHU C
MRSA
Hespoxupypruuau Cefuroxime1,5g (1V) +
OTIEpAallHH - TIPE3 CUHYCH, Ccfai?ﬁiﬁzin’ Clindamycin 900 mg | Metronidazole 0,59 (1V)
opo-/Ha3o]apuHKC, p ’ (IV) exnokparna no3a | Amoxicillin/Clav.ac. 1, 2
aHaepoon
orsopena CNS tpaBma g (V)
Vancomycin - mpu
. . aneprus KbM
Cefazolin 1 g (1V) Trimethoprim (160 Oera-aKTamH,
Hespoxupypruuau . - mg)/Sulfamethoxazole
omepai - CNS st S. epidermidis, S. | enqHOKpaTHA 1032 (800 mg) (IV) - BHCOKa 4eCTOTa Ha
pall aureus Vancomycin1g (1V) 9 MRSA B 6onHunara,
XUPYPrus MepHOTIePaTHBHO + 3 1031
€IHOKPATHA J103a [IPY MAIMEHTH,
Ha 12 yaca
KOJIOHU3UPAHU C
MRSA




CBpIeYHO-ChIOBA

Cefazolin 1 g (IV)

8 yaca, 24 - 48 u.

€IHOKpaTHa 032 WIN
MepUONEPATUBHO + Ha

Cefuroxime 1,5g (1V)

Vancomycin 1 g (IV) cbe
ninu 0e3 Gentamycin 2

Vancomycin uiau
Clindamycin - npu
ajneprus KbM
Oera-IaKTamu
Vancomycin - npu
BHCOKA YeCTOTa Ha

S. epidermidis, S. | emHOKparHa 103a WM MRS B GonnuLara,
XUPYpTHUs, TPhAHA mg/kg (IV) eqHokpaTHa
aureus MIEPUOTIEPATHBHO + Ha . . TIPY TAUeHTH,
XUPYypTus no3a Clindamycin 900 mg
12 yaca, 10 103a 6 gm (IV) entHokpaTHa 103a KOJIOHU3UPAHH C
Cefamandole 1 g (1V) p MRSA Vancomycin
€IHOKpAaTHA /1032 WU + Gentamycin - mpu
MIEPUOTICPATUBHO + Ha MAIMEHTH C BUCOK
6 Jaca, 24 - 48 u. PHUCK OT pa3BUTHE HA
CHJIOKapINT
IIpoduiakTrka Ha
CTa(hMIIOKOKOBU TN
Mupirocin 2 % wHTpaHa3aIHO BedepTa Camo 1pH TIaITUEHTH C
XHPYPIHHHN PAHCEH S aureus MIPeIH OTIePaNnATa, B ICHA Ha OIepanyaTa | HOJOKUTEITHH HOCHU
UH(EKIUY IpU (MSSA/MRSA) P P ’ P
U 5 THU clieq Hesl - 2 TbTH THEBHO KynTypH 3a S. aureus!
ChP/ICYHO-CHIOBA,
TPbIHA XUPYPIUsl

Tactpomyonenanna
XUPYPrUst

Xupyprus Ha
OmTHapeH TpakT

E. coli, Proteus,

Klebsiella, Cefazolin1g (1V)
CTa(pUIOKOKH, Cefuroxime 1,59 (1V)
CTPETTOKOKH, Cefoxitin1-2g (1V)
OpajHu €IHOKpaTHa 1032
aHaepoou

Gentamycin 1,5 mg/kg +
Clindamycin 600 mg
(IV) egnokpatHa 1032

[Nepuoneparupua
MpOhUIAKTHKA €
MOKa3aHa camo TpU
BHUCOKOPUCKOBHU
MAlUEHTH: KbPBAIIA
S13Ba, MOHIKEHA
cTOMaIHa
KHUCEIMHHOCT,HAMaJICH
MOTHJIUTET,
3JI0Ka4ECTBCHH MPOIICCH,
obe3nrac

Cefazolin 1 gm (1V)
Cefuroxime 1,59 (1V)

E. coli, rpant (-) | cegonitin1- 2 g (1V)

YPEBHU
GaxTepuu eﬂﬂogpaT_Ha no3a

’ Ampicillin1g (V) +
CHTCPOKOKHU

Cefazolin 1 gm (1V)
€IHOKpaTHa n03a

Ampicillin/sulbactam 3
g (IV) ennoxparna no3a
Ciprofloxacin 400 mg
(IV) enHOKpaTHA 1032
Gentamycin 80 mg (1V)
TepUONEPATUBHO + 3
IIo3M Tipe3 8 gaca

[edanocnopunure ca
HEaKTUBHU CPELLy
EHTEPOKOKH, HO ca
KJIMHUYHO e(peKTHBHU
mpu npoQHIaKTHKa!
Gentamycin,
Ciprofloxacin - npu
aneprus KbM
oera-naktamu. [Ipu
XOJIAHTHT J1a C€ TPEeTUpa
KaTo MH(EKIIHS:
Piperacillin/Tazobactam
4 g na 8 yaca (IV)
Ampicillin/Sulbactam 3 g
Ha 6 gaca (IV)

Konopekranna
XUPYPTHUs, BKIL
ATICHICKTOMUS TIPH
HEYCJIOKHEH
aneHAULUT

B. fragilis w np. | Cefazolin1-2gm +

anaepo6u E. Metronidazole 0,5- 1 g
coli, rpam (-) (IV) enHokpaTHa 1032
YPEBHU Cefoxitin1-2g(1V)
Gakrepuu €HOKpaTHa 1032

Clindamycin 600 - 900
mg (1V) + Gentamycin
1,5 mg/kg (IV)
Ciprofloxacin 400 mg
(IV) enHokpaTHa 103a
Metronidazole 0,5- 1 g
+ Gentamycin 1,5 mg/kg
(IV) unu Ciprofloxacin
400 mg (IV) enHOKpaTHA
J103a

AJTepHAaTUBHU PEKHMH -
IIPH AJIEPTHS] KbM
OeTa-JIaKTaMu




[IepuoneparuBHa

CTpenTokoKHu, Clindamycin 600 - 900 | mpoduaakTiKa e
Xupyprust Ha iaBa 1 | rpam (+) u (-) Cefazolin1 g (1V) mg (IV) + Gentamycin | mokaszana camo npu
M aHaepoOu, €IHOKpaTHA J103a 1,5 mg/kg (1V) olepalyu, 3acaramu
CTa(hUITOKOKH €/IHOKpATHA J103a opaJiHa U/uiu
(hapuHreanHa TUraBuIa
Vancomycin win
Clindamycin - mpu
Opronezurann Vancomycin 1 g (1V) ajeprus KbM
oreparyu - Cefazolin1-2g(1V)
IpOTE3UpaHe B S. epidermidis, |ennoxparna nosa CAHOKpATHa 1032 Ocra-nakramu
) ' . Clindamycin 600 - 900 | Vancomycin - npu
opromnenusTa (3amsiHa | S. aureus Cefuroxime 1,59 (1V)
mg (IV) enHoxpatHa BHCOKa yectoTa Ha MRS
Ha Ta300e/1peHa, €THOKpaTHa J103a
J103a B OonHMIaTa, IPU
KOJITHHA CTaBa)
MAIUEeHTH,
konoHu3upanu ¢ MRSA
Vancomycin - mpu
. . aneprus KbM
Oproneau4yan Cefazolin1-2g (1V) Vancomycin1g (IV) p
OeTa-TaKTaMM, BHCOKa
orepaluy - BpTpelHa | S. aureus S. €IHOKPAaTHA /1032 U €/IHOKpATHA /1032 I
. - gecrora HAa MRS B
(bukcarus Ha epidermidis MIEPUOTICPATHBHO + HA 8 | IepHONEePaTUBHO + Ha S
3aTBOpEeHU (PpaKTypHu qaca - 3 1031 12 gaca - 2 no3u ’
pewi ¢paxyp A A MAIUEeHTH,
kojoHu3upanu ¢ MRSA
[MpencraBisiBa paHHa
Teparnusi, a He HICTHHCKA
S. aureus Clindamycin 600 mg PO HIIaKTHKA.
OpronenunaHn .
aepobnm, ['pam | Ceftriaxone 1 g (IV) ma |(IV) Ha 8 waca + [MpoxbmkUTETHOCTTA HA
MHTEPBEHLIUH [IPU :
(-) GakTepum, 12 gaca Gentamycin 240 mg MTOCTOINIEPATHBHOTO
0TBOpeHH (DpaKTypu
aHaepoou (IV) na 24 gaca JieueHUe 3aBUCH OT

XapakTepa Ha
nuHpekmsTa

Clindamycin 600 - 900
mg (1V) + Gentamycin
1,5 mg/kg (IV) i

T'unexonornyna - . .
I'pam (-) upesun | Cefoxitin1-2g (IV) Ciprofloxacin 400 mg
XUPYPTHSA - AJNTEepHATHBHA PEKIMU -
AGTIOMHHAHA H OakTepuu, eHOKpaTHa J103a (IV) enHokpaTHa 103a N ——
aHaepoou, Cefazolin1-2g(lV) Metronidazole0,5- 19
BarmHaJlHa . OeTa-maKkTamMu
€HTEPOKOKH €IHOKpaTHA 103 + Gentamycin 1,5 mg/kg
XHCTEPEKTOMHSI . .
(IV) unu Ciprofloxacin
400 mg (IV) enHokpaTHa
J103a
IlepuoneparuBHa
npoduIakTHKa €
Amnaepo0u, Cefazolin1-2g(1V) Metronidazole 0,5 g (1V) | mokasana npu prHCKOBH
CTa(IIIOKOKH, €THOKpaTHa 1033, €IHOKpaTHa 1034, TAIMEHTH -
Ie3apoBo ceueHme CTPENTOKOKH, NPUJIOKEH BEJHAra Cjie]] | MPHIOXKEH BeaHara cliell | MpeKIeBpeMEeHHA
rpaMm (-) YpeBHH | KJIaMIIHpaHe Ha MbITHATA | KJIaMIIMPaHEe HA IbIIHATA | PyNTypa Ha OKOJIOILT.
Gaxrepun BPBB! BpEB! OOBHBKH, 3aII0YHAIIO0

paxxJaaHe u IpyTu
CICITHY CITyYan




[IepuoneparuBHa
IIpu nHanuuue Ha npoduiaaktuka npu TYP
aHTHOHOrpama - € II0Ka3aHa camo IIpH
AHTHOMOTHK CHOOPA3HO MO3UTHUBHU
yyBcTBUTEenHOCTTa! [Ipn . MPEOTePaTUBHA
y p Gentamycin 1,5 mg/kg p P
I'pam (-) upeBHHU |IMTICa HA TaHHH 32 ypoxyntypu!
Yponorudaau (IV) enHOKpaTHa 1032
Oakrepun, AHTHOMOT. . - [IpencrasnsiBa panHa
npouenypu - TYP, Piperacillin/tazobactam
CTa(IIIOKOKH, YyBCTBUTEITHOCT: Tepamus, a He UCTHHCKA
LIMCTOCKOITHS . . 4,5 g (IV) enHoxpatHa
€HTEPOKOKH Ciprofloxacin 400 mg 033 npodunakruka. Ciexn
(IV) ennokparHa 103a, omepanusTa ce
uiu 500 mg (PO) MPOABIKaBa C
Cefuroxime 1,59 (1V) MOCTOIEPAaTHBHA TEPaIus
€IHOKpaTHa JI03a ChOOpa3HO
aHTHOMOrpamara!

2.4. I'pyniupaHe Ha U3IOJI3BAHUTE B JICYEOHOTO 3aBEJCHIE aHTUOMOTHIIN:

3a npaBuiIHaTa yrnorpebda Ha aHTUMUKPOOHUTE CPEACTBA B JICUEOHOTO 3aBe/IeHUE € HEOOX0IUMO
TE /1a ce pa3iemAT Ha TPH IPYIH, KAKTO CIIeBa:

2.4.1. Hepectpuktupanu (e(heKTUBHU, CATYPHHU M €BTHHH, HaIp. OCH3WI-TICHULIUIINH);

2.4.2. PecTpUKTHpaHU WIH pe3epBHU (32 ynoTpeda caMo B CIICIUATHU CUTYallUU C eKCIIepPTH3a,
3a ompeesIeHd HHPEKINH, TIPU OTIpeieicH (PSHOTHIT Ha PE3UCTCHTHOCT | T.H.);

2.4.3. Mzkimrouenn (aHTUOMOTHIM O€3 MONMBJIHHUTEIHU MPEUMYIIECTBA B CPaBHEHUE C APYTH
M0-€BTUHU AJITEPHATUBH).

2.5. MoHuTopupaHe Ha aHTHOMOTHYHATA YIIoTpeoa.

2.5.1. Ynorpebara Ha aHTUOMOTHUIIM B JIeYCOHUTE 3aBEJICHUS 32 OOJTHUYHA TTOMOII ITOJICKH Ha
MOHHTOPHHT, KOHTO C€ M3BBPINBA OT KIMHHYHUS MHUKPOOHOJIOT, Bh3 OCHOBAa HAa IPEIOCTABEHUTE OT
OOJHMYHATA anTeKa JaHHU 32 aHTHOMOTUYHATA KOHCYMAIIHS.

2.5.2. CnenuuyHUTE EIEMEHTH, KOUTO C€ MOHUTOPUPAT, BKJIIOYBAT:

25.2.1. xonuuecTBeHM MaHHM 3a ymorpebaTra Ha pa3NUYHU AHTUOMOTHIIM, W3IMOJI3BAHU B
OTIpeJielieH MepUo] OT BpeMe, U TCHICHIIMHUTE B aHTUOMOTHYHATA yIoTpeoa;

2.5.2.2. aHanu3 Ha aHTHOMOTHUYHATA ymoTpeda B HAKOM CICIU(PUIHHM OTIEICHHUS, KAKBUTO Ca
WHTCH3UBHUTE, XeMaTOJIOTUYHUTE, OHKOJIOTUYIHUTE U JIP.

2.5.3. AnaTnOnoTnyHaTa KOHCYMalus C€ HM3YMCIsABa B T.Hap. "nAeduHHMpaHW ITHEBHH 103"
(defined daily dose/DDD) wa 100 neriomHu 3a OTIACIHUTE BHIOBE AHTUOMOTHIIM IMOCPEICTBOM
aHTHOMOTHYHMS Kaykynatop Ha Jlomunuk Mone (Monnet DL. ABC Calc - Antibiotic consumption
calculator [Microsoft® Excel application]. Version 3.1. Copenhagen (Denmark): Statens Serum Institut,

2006. (www.whocc.no/atcddd/)). bposart na koncymupanute DDD ce onpenens o cneaHara ¢popmyina:
Bpoii onakoBku X Opoii TabiaeTH B
OIIaKOBKa X KOJMUYECTBO (B rpaMoOBe)
B e1lHa Tabnera
Bpoit DDD =

DDD 3a cb0TBETHUSI aHTUOMOTHK
B IpaMoBe

2.5.4. JlonbTHUTETHO OCBEH MOHUTOPUPAHETO CE U3BBPIIBAT MEPHUOAUYHU OLIEHKHU IO CIIa3BaHE
Ha aHTUOMOTHYHATA TOJUTHKA, BKJ. MPEIMOPHKUTE HAa CIPAaBOYHMKA 3a EMIIUPHYHA AHTHOMOTHYHA
Tepanusa. llenTa e nma ce YyCTaHOBAT MPOMEHU B AaHTHOMOTHYHATA YMOTpeda, TEHIACHIMH B
PE3UCTEHTHOCTTa HA MUKPOOPTraHU3MUTE U HE3aJOBOJIMTEIHM PE3YNITaTH OT JjiedeHuero. OueHkara ce
IUIAHHpa W W3BBPIIBA ChC 3aIBDKUTENHOTO ydacThe Ha OONMHUYHHUS (DapmaneBT, MUKpPOOHONOT U
KITUHUIACTH.

3. AHTHOMOTHYHA PE3UCTEHTHOCT

3.1. AHTHOMOTHYHATAa PE3WCTCHTHOCT BB3HMKBA KAaTO HEONArompusTHA, HO €CTECTBEHA
OMoJOTUYHA TIOCIICUIIA OT MPUIIOKEHWETO Ha aHTUMUKPOOHHU cpejcTBa. T € OuomornueH (eHOMEH,
pU KOUTO OakTepuuTe MPOABIKABAT CHIIECTBYBAHETO CH B MPHUCHCTBUETO HAa aHTUOHMOTHK, JOPH B



11034, MO-ToJIsiMa OT TeparneBTUYHATA.

3.2. Bomema mpwunHa 3a OBP30TO pa3BUTHE W IIUPOKOTO PA3NMPOCTPAHCHHE Ha
PE3UCTEHTHOCTTA € HEPAalMOHAIHOTO NpUjaraHe Ha aHTHOMOTHULUTE (HE MO TOKa3aHWs, HelpaBHJICH
n300p Ha AHTUMHKPOOHO CPEICTBO WM TPUIOKEHO B HEAJCKBATCH TEPAINCBTHUYEH PEKUM), KOETO
OKa3Ba JOI'BJIHUTENICH CEJICKTUBEH AHTUOMOTHYEH HATHCK.

3.3. AHTHMHKpOOHATa PE3UCTEHTHOCT KOMIIPOMETHpA TepamnusTa, yAbkaBa OONHUYHHS
NpEecToll Ha MalUeHTHTe, BOAM [0 TPalHO WHBAJIMIM3HMpaHE, TOBHIIABA Pa3XOIUTE 3a JICUCHHUE.
CriiecTByBa Bph3Ka MEXKAY HapacTBalara yrnorpeda Ha aHTUMUKPOOHHU CPECTBA M HApAaCTBAHETO Ha
YecToTara Ha Pe3UCTEHTHOCTTA.

3.4. Ilpu Bb3HMKBAaHE Ha EMUAEMHYEH B3PHB OT HH(EKIUH, MPUYNHEHH OT PE3UCTECHTHH
MUKPOOPTaHU3MHU, 33IBIDKUTEITHO CE TpUiIara KOMIDICKCHT OT MEPKH 3a yIPaBICHUE HA B3PHUBA, KAKTO U
3acUJIeH KOHTPOJI HAa aHTHOMOTHWYHATa ymoTpeda C men M30sSrBaHe Ha JOMBIHUTEITHO CEJICKTHUpaHe U
pasnpocTpaHeHHe Ha PE3UCTEHTHOCT.

3.5. EngemuuHaTa aHTUOMOTUYHA PE3UCTEHTHOCT CE KOHTPOIHUPA Upe3:

3.5.1. OcurypsiBaHe Ha MpaBUJIHA AaHTUOMOTUYHA yNOoTpeba:

3.5.1.1. ontumarnen u3bop, 103a U MPOABIDKUTEITHOCT HA aHTUOMOTHYHATA TEPATTHS;

3.5.1.2. npodunakTrka, OCHOBaHa Ha JJOKaJTHa OOJIHMYHA aHTUOMOTHYHA TOJIMTHKA,

3.5.1.3. MOHHTOPHUpPAHE U AHTUOMOTHYHA PE3UCTEHTHOCT.

3.5.2. Ot ocobeHo 3HaYeHHE 32 KOHTPOJIA HA AHTUOMOTUYHATA PE3UCTEHTHOCT Ca:

3.5.2.1. pyTHHHOTO W CTPUKTHO CITa3BaHE HAa MPOTOKOJIUTE 33 PA3IUMYHUTE MAHUITYIAIHHA W
IpOLEAYPH;

3.5.2.2. MepkuTe 3a KOHTPOJI W TIPEBEHIUS Ha WHQEKIUUTE (OCUTYpPSIBAHE HA IMOIXOJSIIH
yCIIOBUSL 3a aJieKBaTHa XWIHMEHa Ha pblieTe, OapHepHU 3alIUTHH MEPKH U MEpPKU 3a KOHTPOJ Ha
BBHIITHATA Cpe/ia).

3.5.3. TlogoOpsiBaHe mpakTUKAaTa MPU H3MUCBAHE HA AHTUOMOTHIIM Ype3 OOydeHHEe U TI0
aIMUHHUCTPATUBEH BT.

3.5.4. OrpannuaBane ymorpebara Ha aHTHOMOTHIIM 3a JIOKAJIHO TPIJIOKECHHWE W Ha T.Hap.
CTpaTernyecKy aHTUONOTHIIH.

4. MHOXECTBEHO-PE3UCTCHTHH  MHUKPOOPTaHW3MH  (MHUKPOOPTaHWU3MH C  HapacTBAIIO
eMUIEMHUOJIOTMYHO 3HaYeHue (alert microorganisms).

4.1. MRSA (methicillin - pe3ucrentau S.aureus)

MRS-CNS-MeTuIIMH/OKCaIine/ pe3UCTEHTHN Koaryjia3a HEraTMBHH CTaQHUIOKOKH - S.
epidermidis, S. saprophyticus. Bbs3MokHHTE MecTa 3a KOJOHHU3AIMs WM HH(EKIHs ca: HOC, I'bpIio,
NEepUHEYM, MHTBUHAIHU T'bHKH, MO-PSAJIKO - BarMHA WM PEKTyM; KOo)KaTa Ha rbpOa mpu UMOOMIN3UpPAHU
NaUeHTH (MOBbPXHOCTHU KOXKHH JIE3UH, MECTa Ha MPUTHCKAHE, SI3BU, ACPMATUTH ), XUPYPTUIHHA PAHU U
W3TapsiHAS, KaTeTepu3anus (BbTPECHIOBU, YPUHAPHH KaTCTPU, TPAXCOCTOMHHU KAHIONH, KATETPH U
KaHIOJHM Ha CTOMH).

4.1.1. MetutuninH (OKCAllMIIMH) - pe3UCTeHTHUTE mamMoBe Ha S. aureus (MRSA, ORSA) ca
PE3MCTEHTHU HE CaMO KbM BCHYKH [3-JJAKTaMHU aHTHOWOTHIM (TICHUIWIMHH, [e(arocropuHH,
KapOarieHeMHu), HO TMPOSBSIBAT HaMalleHa YYyBCTBUTEIHOCT M KbM JIPYTH TPYyOH aHTUOMOTHUIIH:
AMUHOTITUKO3HIN, TCTPAIUKIUNHN U MaKpoui. [loBe4eTo MyITHPE3UCTEHTHH IIIaMOBE Ca ChC 3ama3eHa
qyBCTBUTETHOCT KbM linezolid, vancomycin, teicoplanin u mupirocin.

4.1.2. bomranuaute mamoBe MRSA mpuunHsaBaT HHOEKIMH, TOJO0OHN HA TE3H, MPEIU3BHKAHH
OT YYBCTBUTEIHHM ILIaMOBE S.aUreus. paHeBu HHGMEKIMH, WHGEKIUA Ha JOJIHU JAUXATEeIHH MIHTHUILA,
YpOUH(EKIINH, CETITULIEMUS, KAaTeThP-CBbP3aHN HH(DEKINH, U3TapSTHUS, S3BH.

4.1.3. PuckoBu ¢akropu 3a npunoonBane Ha MRSA:

4.1.3.1. mpoabIKUTENICH MPECTON B OOHUIIATA;

4.1.3.2. BB3pacTHU NAIMEHTH, OCOOEHO TAKMBA C OTPaHUYCHA MOABUKHOCT;

4.1.3.3. IMyHOKOMIIPOMETHPAHH WIH C MPEIXO0XKAala aHTHOMOTHYHA TepaItus;



4.1.3.4. manueHTH B HAKOM crielM(UYHY 3B€HA: HHTCH3UBHHU U 32 JICUCHUE HA U3TapsSHUS,

4.1.3.5. yecTo nmpeMecTBaHe Ha MAIMEHTH U MEPCOHAT MKy OTIACICHHS U OOJHUIIN,

4.1.3.6. cBpBbXynoTpeda Ha AHTHOUOTHUITUTE B OTICICHUETO;

4.1.3.7. narpyrnBaHe Ha rojisiM Opoi MalueHTH;

4.1.3.8. HEAOCTATHYECH IEPCOHAT;

4.1.3.9. nunca Ha NOAXO/SAIIN YCIOBUS 32 XUTHUEHA Ha PBLETE U U30JIALIHSL.

4.1.4. Mepku 3a orpann4aBaHe pasnpoctpaHeHneto Ha MRSA:

4.1.4.1. He ce u3BbpIUIBAT PYTUHHU M3CIICABAHUS HA MALMEHTH WJIM MEJUIMHCKU IEPCOHAI 3a
MRSA.

4.1.4.2. ITo npenenka Ha KBBU/EKW, ckpuHUHT (HaTpUBKU OT HOCHAaTa KyXMHA U €BEHTYAJIHO
(dapuHKca, nepuHeanHaTra 00J1acT U paHU) ce MPOBEXKIA MPH:

4.1.4.2.1. naniieHTH:

4.1.4.2.1.1. mpu MOBTOpPEH MpUEM Ha NaIueHT ¢ u3BecTHa MRSA anamuesa,

414212 npu npeMecTBaHEe Ha MalUUEHT OT 3aBEACHUS C W3BECTHU CHIEMUYHH WIH
npeanonaraeMu caydau Ha MRSA (Hampumep OT OTJeNeHus 3a TEpMUYHA TPAaBMa, TUATH3HH IICHTPOBE
u ap.).

4.1.4.2.2. MEIMIMHCKYU NIEPCOHAI U HNAIlUEHTH: IPU HAJIMYUE HA €MUAEMHOJIOTUYHU TTOKa3aHHUS.

4.1.4.3. He ce nomycka Hocutenu Ha MRSA oT mepcoHana J1a ce rprbkaT 3a MalueHTH TPEan
JIOKa3aHO YCTIEIIHO CAHHUPaHe.

4.1.4.4. 3a xoHTpoJMpaHE Ha pe3yjiTara OT CAHUPAHETO C€ MPaBAT TPH IMOCIEAOBATEITHU
KOHTPOJHM H3CIIEIBAHUSA Hail-Malko TpU JAHU Clie[ MPHUKIIOYBAaHE Ha caHupaHeTto. Jlomycka ce
MOJTHOBSIBAHE Ha paboTara ¢ MAI[MEHTHUTE IPU OTPUIIATENICH PEe3yiITar OT u3cieaBanusara. [Ipu numnca Ha
e(eKT OT CaHMPAHETO CE€ HA3HAYaBaT €IHOKPATHU JAOIMBIHUTEIIHA KOHTPOJIN Ha IbPBUS U TPETHUS MECELL.

4.1.5. Ilpunobutute B 061mecTBoto MRSA ce pazinnuaBaT GUIOr€HETUYHO OT HO30KOMUATTHUTE
niamMoBe. Te MpUYMHSABAT TEXKKO MPOTHYAIIM MHQPEKLIUH, KaTO HEKpOoTH3Hpall (acluuT, MHEBMOHUH,
CBBbp3aHU C MpojayKuusaTa Ha TokcuH - PVL-Penton-Vaentin nesxoruaun. Unentuduiiupanero um ce
U3BBPILIBA B peepenTHara Jadboparopus 3a crapunokoku kbMm HI3IIB.

4.2. EHTEpOKOKH.

C enuaeMHOIOTUYHO 3HAaYCeHHWE ca MIaMOBETe, PE3WCTCHTHU KHbM BCHYKHA AHTHOHOTHIIH,
BKJTFOYMTENTHO [VIMKOMENTUAA - BaHKOMHUIMH-pe3ucTeHTHH eHTepokoku (VRE). 3a wunbekiuure,
npuYMHEHU OT mamoBe E. faecium, xowto ca pe3rCTEHTHH KbM MEHUIWINH U TIMKOMEHTHIH, HAMA
e(heKkTUBHA Tepamnusl.

4.3. Jlpyru rpamM-OTpHUIATCIIHA OaKTepun

4.3.1. I'pam-oTpunareqnd OaKTEpPHH - MPOMYIEHTH HA IIMPOKOCIEKTHPHU OeTa-JaKTaMasu
(ESBL): Klebsiella pneumoniae, Escherichia coli u npyru npencraBurenu Ha ceM. Enterobacteriaceae.

4.3.1.1. bera-maktamasure ca Haif-dyecrara TNpPHYMHA 32  PE3UCTCHTHOCT  TIPH
rpaM-OTpUIIATETTHUTE OaKTEPUU.

4.3.1.2. ESBL ca o0ekT Ha MOTHCKaHE OT OeTa-JIaKTaMa3HH MHXUOUTOPW KaTo KJIaByJIaHOBA
KHUCENTMHA U CylI0aKTaM.

4.3.1.3. TlpencraButenute Ha cem. Enterobacteriaceae, mnpomyrnmpamu ESBL, mnposesBar
PE3UCTEHTHOCT KbM OKcuMHHO-lleamocrmopunn  karo cefotaxime, ceftazidime, ceftriaxone;
MOHOOakTamMu - aztreonam, crapurte 1edaloCIOPUHA W TEHUIMIMHU, a B MHOTO CIy4al U KbM
XUHOJIOHH, amuHoruko3uau, STX/TMP, piperacillin/tazobactam.

4.3.1.4. TlpencraButenute Ha cem. Enterobacteriaceae, mnposiBsiBamu pe3UCTEHTHOCT KbM
KapOareHeMu.

4.3.1.5. KnuHUYHOTO UM 3Ha4eHHEe ce 00yciaBsi OT CEPUO3HUTE TEPANEBTUYHHU OTPAaHUYCHHUS, a
EMUICMHUOJIOTHYHOTO MM 3HAYCHHE CE OMpPEeNisi OT Bh3MOXKHOCTTA 3a TpaHC(ep Ha TUIA3MHIU MEXITY
MUKPOOPTraHU3MUTE Ype3 KOHIOTAIMs, KOETO BOAU JI0 HIMPOKO pasMpoCTpaHEHHE Ha PE3UCTEHTHOCTTA
KaKTO B paMKHTE Ha POJIa, TaKa U MEXTYPOIOBO.



4.3.2. lllamoe Acinetobacter baumanii, pe3ucTeHTHHM Ha BCHYKHM AQHTUOMOTHIIM, BKIL
KapOarneHeMH WM YyBCTBUTEITHU CaMO KbM imipenem.

4.3.3. Illamose Pseudomonas aeruginosa ¢ MHOKE€CTBEHA PE3HCTEHTHOCT, BKJIIOYHTEIHO Ha
KapOareHeMu.

5. 3BeHO MO aHTUOMOTHYHA TTOJIUTUKA

5.1. PanmonanHaTa aHTUOMOTHYHA YIOTpeOa ce OpraHu3Hpa OT CICHHAIM3UPAHOTO 3BEHO IIO0
AHTUOMOTUYHA TOJUTHKA. 1O € MYATHAMCIUIUIMHAPHO W BKIIOYBA 3aIBJDKUTEITHO MHUKPOOHOIIOT,
dapmMarieBT, MpeICTaBUTEN HA EKHIIA 32 KOHTPOJ Ha MH(EKIMHUTE, KITUHUIUCTH.

5.2. 3BEHOTO M0 aHTUOMOTUYHA TIOJTUTHKA:

5.2.1. pa3paboTBa aHTUOMOTUYHATA TIOJUTHKA HA OOTHUIIATA;

5.2.2. MoHUTOpHUpPA AaHTHOUOTHUYHATA yIIOTpeOa;

5.2.3. ydacTBa B O0y4EHHUETO Ha MEPCOHAIIA;

5.2.4. paboTu B TACHO CHTPYAHHYECTBO C €KWIA 32 KOHTPOJ HAa WHQPEKIUHUTE B JICUEOHOTO
3aBE/ICHHC;

5.2.5. ocpmecTsiBa Bpb3ka ¢ PL| - BBU u npenocraBst 1aHHM 3a TOAMIIHATA KOHCyMalusi Ha
AHTUOMOTHIIN.

6. Pons Ha MukpoOuonornyHara 1abopaTopusi B KOHTPOJIa HA aHTHOMOTUYHATA PE3UCTECHTHOCT

6.1. M3BbpiIBaHe HA TECTOBETE 32 YYBCTBHUTEITHOCT Ha MUKPOOHHW H30JIaTH TMPH CIla3BaHE Ha
CTaH/JapTH.

6.2. V3BbpiiBaHe Ha JONBIHUTEIHN TECTOBE IIPH U30IMPAHE HA PE3UCTEHTEH IIaM.

6.3. MoHuTOpUpaHe W JOKJIaJBaHE Ha CTPYKTypara Ha OaKkTepuajHaTa PE3UCTCHTHOCT IPE
komucunte o BBU B neueOHuTe 3aBeneHus 3a OOTHUYHA TTOMOII, Ch3aJCHH 10 peaa Ha wi. 74, an. 1,
T. 3 oT 3aKoHa 32 JIe4eOHUTE 3aBEICHHMS.

6.4. YBenoMsiBaHEe Ha €KHIA MO0 KOHTPOJ HAa HH(EKIUUTE U ChOTBETHOTO KIIMHUYHO 3BEHO IPH
M30JIMpaHe Ha IaM ¢ HeoOW4yaliHa PE3UCTEHTHOCT OT KIIMHWUYEH MaTepHall.

6.5. Anamm3upa u cwobmaBa B HI[3IIb ernomornyHara CTpyKTypa U PE3UCTCHTHOCTTa Ha
MUKPOOPTAaHU3MHTE, IUPKYIHpAIId B JICUEOHOTO 3aBEACHHE, KOHCyMallusTa HAa AHTUOMOTHUIIA B
7euyeOHOTO 3aBeleHre U u3npama B pedepentaute nadoparopuu kbM HII3IIb MukpoOHu m3onatu c
poOIeMHa PE3UCTEHTHOCT U JIPYTH IIAMOBE C BAXKHO KIIMHUKO-CTHIEMHOJIOTUYHO 3HAYEHHE.

6.6. YuacTBa B peIOBEH BHHIIIEH KOHTPOJI Ha KAY€CTBOTO M CE TPUXKH 32 CTPUKTHOTO M PEOBHO
U3MBJIHEHNE HA BHTPEIIHUS KaY€CTBEH KOHTPOIL.

6.7. OcwviectBsaBa Bpb3ka ¢ PI - BBM u u3npama mamMoBe ¢ KIWHUKO-CIHISMHOIOTHIHO
3HAYCHHWE, HW30JIMPaHH MPU EMUJASMUYHH B3PHBOBE 3a JIOKAa3BaHE Ha KIIOHAHA OOBBP3aHOCT U
enueMUYHa BEPHTa.

VII. UIBUCKBAHMS 3A OCBILIECTBSIBAHE HA JIEMHOCTUTE 10 KOHTPOJIA HA

BB
1. IInan 3a ynpaBieHue Ha enueMuyeH B3pus or BBU
[ToBereHMETO TIPH SMUACMIYCH B3PUB CE TUIAHUPA MTPEIBAPUTEITHO U BKITIOUBA CIICIHUTE (a3u:
1.1. TloarorButenHa (mpoakTWBHA) (aza MpU KOHTPOJA Ha MPEANojaraéM WIH MOTBbPICH
B3pUB

1.1.1. Onpenenar ce chOUTHUATA, KOUTO HACOYBAT KbM BEPOSTEH CIHUIEMHUYCH B3pHB (T. 2).

1.1.2. Onpenenar ce OTTOBOPHOCTUTE M KOMIIETCHIIMUTE HA €KUIIA M0 KOHTPOJ Ha B3PUBA, BKIL.
roBOpUTEN (3a BPB3KH C OOLIECTBEHOCTTA), JUIA U MHCTUTYLIMH, KOUTO 1€ B3eMaT y4acTue, KakTo U
MBTHINA HA KOMYHHUKAIUS (KOH KOoro HHQOpMHpa U T.H.).

1.1.3. Omnpexpenst ce BHUABT W 00EMBT Ha JaOOPATOPHUTE W3CICIBAHHSI W C€ YTOYHSBA
u3MpamaneTo Ha mnpodute. JlekapsAT/cnenuanucThbT MO KOHTPON HAa WHQPEKIUUTE U KIMHUYHUSAT
MHUKPOOHOJIOT OMPEIEIISAT KON MUKPOOHOIOTUYHN U3CIIEABAHNMS 1a ObAaT U3BbPIIEHH OT JaboparopusiTa,
oOciyxBamia OoJHMIIATa, M KOM Marepuanu TpsOBa Ja ce u3mparar B pedepeHTHa aboparopus.
W neHTndHOCTTa Ha MPUUMHUTEINTE TIPU 3aUeCTHIIA T0siBa Ha MH(EKINH ce J0Ka3Ba upe3 U3Mpamiane Ha



ChXpaHEHHWTE HW30JIaTH 3a moTBbpkaaBaHe W tunusupane B HII3IIb. IlpenBapurenHo moapobHO ce
YTOYHSIBA OOMEHBT Ha JAaHHH MEXTY JIA00paTOPHsI U OTICIICHUETO/KIIMHUKATA.

1.1.4. YTounsiBa ce penbT 3a MHPOpPMHUpAHE U CHTPYAHHUUYECTBO C JAPYTU CIYKOH, KOUTO Ie
B3EMaT y4acTHe.

1.1.5. Bcuuku MepKd MO Ta3W TOYKA C€ PENIaMEHTUPAT ChC 3aloBe] Ha PHKOBOIUTENS Ha
7e4eOHOTO 3aBE/ICHHEe, KaTo C€ TOCOYBaT JIMIATA, OTTOBOPHU 3a OTACIHUTE ACHHOCTH. 3aloBEATa
MOJUIEXKHU Ha €KEToJHA aKTyaIu3alusl.

1.1.6. Bpw3ku ¢ o011ecTBEHOCTTA

B3puBoBere or BbTpeOOTHUYHN HHGPEKIMH ca ChOUTHS OT 0COOEH OOIIEeCTBEH HHTEPEC M
NPUBIMYAT BHUMAHUETO Ha MeauuTe. ToBa Bakh OCOOEHO 3a CIy4yauTe, KOraro ca 3acerHaTH TrojsiMm
Opoil MaIUeHTH, HAIALE € TEKKO KIMHUIHO MPOTHYAHE WM CHOUTHETO BeUe € CHOOIICHO OT MEIHMHTE.
Banuano € 0cHOBHOTO MpaBuiio, 4e HHPOpPMAaILKA 32 Bb3HUKHAI B3PUB B 1aJ€HO JIe4eOHO 3aBEJCHHE CE
NPEAOCTaBs OT ONPENENICH ChC 3al0BE Ha PHKOBOAMTEINS HA JICYEOHOTO 3aBEICHHUE 3a IIEJITa TOBOPHUTEIN
oT OonHuIara, 3a Ja ce u30erHe morpemrHa Wik OpoTuBopeuuBa uHpopmanus. [Ipenoppuntento e
pabotara ¢ menuuTe a ce cbracysa ¢ P3U.

1.2. PeakTuBHa (haza nMpu KOHTPOJIA HA TIPEATIOIAraeM Win MOTBPACH B3pUB

EdexkTuBHOTO KOHTpONIHMpaHE HAa B3pUBA U3UCKBA CIEABAHETO HA aIrOpUTHM OT 10 CTHIKU:

1.2.1. Crpnka 1: YcraHoBsiBaHe Ha ChbOUTHE, HACOUBAIIO KbM BEPOSATEH €MUIEMUYEH B3pUB

[Ipu cermuenue 3a B3puB oT BBU ce mHpOpMHUpaT PHKOBOIUTENAT HA €KWUIlA TIO KOHTPOJI Ha
WHDEKIMUTE U KITUHUIHUAT MUKpoOuoior. HezabaBHO ce chOMpaT u JOKYMEHTUPAT CIESAHUTE IaHHU:

1.2.1.1. MOMEHT M MSCTO Ha MOSBaTa Ha CHOMTHETO,

1.2.1.2. nMeHa Ha 3aceTHATUTE MAIlUCHTH,

1.2.1.3. Bua Ha MPUYUHUTEISI/UTE,

1.2.1.4. naimuuue Ha pPHUCKOBH (pakTopu, KOMTO ca MomM JAa OmarompustcrBar BBU
(MHTEepBEHIINH, OTIEpaIin),

1.2.15. xnuHMYHM, J1a0OPATOPHO-MEOUIIMHCKA U IaTOJIOT0-aHATOMHUYHU pE3yATaTd Ha
3aCeTHATHUTE TAIIMCHTH,

1.2.1.6. obcrosATencTBa, MPU KOUTO CE€ € CTUTHAJIO JO MOsBaTa Ha OTKIIIOYBAIOTO ChOWTHE
(HacTaHEHUTE B CTasATA U T.H.),

1.2.1.8. HanuyHU pe3yaTaTu OT MUKPOOUOIOTUYHH U3CIIeABaHMs Ha 0OKpHKaBalaTa cpeaa.

1.2.2. Crenka 2: OneHKa Ha cUTyanusTa Ha 0azata Ha HAIMYHATA WHPOPMAIHS U PEIICHHE 32
Ch3/1aBaHE HA EKUII IO KOHTPOJI Ha B3pPHUBOBE

PrrkoBOAMTENAT Ha €KWNA MO KOHTPON Ha WH(MEKIMHUTE W3SCHSIBA JIOKOJKO CTaBa BBIIPOC
JNEHCTBUTENHO 32 EMUIEMHYEH B3PUB M YBEJOMSBAa pPBHKOBOIUTENS Ha JIe4eOHOTO 3aBEICHHE.
PrkoBoauTensAT Ha JIedeOHOTO 3aBECHHME B3eMa pelIeHHe Ja ObJie Ch3IaJCH €KHUIl MO0 KOHTPOJ Ha
B3pHBA.

1.2.3. Crerika 3: [IpoyuBane Ha cirydasi, ChOOIIaBaHE 10 YCTAHOBEHHSI PeJI IIPH MOTBBPIKIaBaHE
Ha eMUJIEMUYHHS B3PUB

C moMorira Ha HATMYHATA KBM JIAJCHHS MOMEHT MH(OPMAIIHS EKHITHT 110 KOHTPOJI Ha B3pHBA
U3BBPILBA OIICHKA Ha CUTYyalUsITa U YCTAHOBSIBA, JTOKOJIKO JCHCTBUTEIHO € HAUIE B3PUB U ChIIECTBYBa
U CIeNIHA HYXJa OT JeWCTBHEe, WM WHPEKIUUTE ca OWIM HAIWIE OIle NpPU TOCTHIIBAHETO B
6onaunara. opMyaupar ce u ce AOMBbJIBAT JIUIICBAIIM (DAKTH.

1.2.3.1. C nogpobHOCTH TpsiOBa Aa ce MPOBEPH:

a) KaxBu ungexunu ca ce nosisunu? (Kak?)

0) KakBu npuunauTeM ca Omiu nzonupanu? (BUI, pe3UCTEHTHOCT)

B) KakBu manmenTu ca 3acernaru? (Koii?)

r) KakBu npoctpancTBeHn U BpeMeBH Bpb3KkHu chitiecTByBar? (Kora? Knae?)

1) KakBu Ji1i1a ca BKJIIOYEHH JTOMBJIHUTETHO? (YCTAaHOBSIBAHE HA CIIy4YanuTe)



€) 3a KaKkBU TEXHMYECKH CHCTEMH, PECH. cpedu (BOAA, Bb3AYX, XPAaHUTEIHU MPOAYKTH U Ap.)
cTaBa Jyma (XapakTepUCTUKU HA IPUUUHUTEITUTE)

CncraBs ce neuHULIMS HA cydasi, KOATO Ce M3I0JI3Ba 32 OTKpUBAaHE HAa HOBU ciayyau Ha BBU.
B Hes ce BKIIOYBAT JAaHHU 33 CHMIITOMATHKAaTa IPH 3acerHATUTE OT HWHQEKIUATA, JaHHU 32
MPUYUHUTEIS, ONpeeNsl ce NEPUOIbT Ha Bb3HUKBAHE M pa3lpoCTpaHeHHe, KaKTO U MPOCTPaHCTBEHATa
B3aMMOBPB3Ka MEXKIy cliydauTe. M3mon3sar ce BbBeACHUTE Kiacudukanuu Ha ciydaute ("moTBbpicH",
"BepositeH" miam "Be3MOkeH" ciywait) cermacHo Hapen6a Ne 21 ot 2005 r. 3a pema 3a perucrpanus,
chOOIIaBaHe W OTYET Ha 3apazHurte Oonectu (00H., B, 6p. 62 ot 2005 r.). Aedununusra TpsOsa na
pasnuyaBa ciaydauTe Ha HHOEKIHS OT CIydanTe Ha KOJOHU3aus. T MOXKe J1a ce MPOMEHS BbB BPEMETO,
HAarp. Clie]] MOJIy4aBaHe Ha JOMBJIHUTEIHU JaHHH.

1.2.3.2. Cr0OpanuTe DJaHHH CE HAHACAT B CIICIIMATHO W3TOTBEHU 3a HenTa (GOpMYJIspH WIH B
0000111eH TaOIMYEH BHJI 32 CHOTBETHHUS B3pHB. Te TpsOBa 1a BKIIOYBAT:

a) TUYHA ¥ aHAMHECTUYHH JaHHH (BB3pacT, MOJ, MPHYMHA 32 XOCIUTATU3AIUATa W BOJEIIA
IUarHo3a, Jara Ha XOCHUTAIM3AlMATA, JaHHU 33 MUHAJIM XUPYPTUYHM HAMECH, MpPEeIBapUTEITHO
pUeMaHu aHTUOUOTHUIIN);

0) KIMHWUYHMA JaHHW (HAYajJo Ha CHUMIITOMH M TpU3HAIM, YECTOTa M BpEMETpacHe Ha
KIIMHUYHUTE TPOsiBH, CBhp3aHu ¢ BB, nedenue, n3non3Bane Ha MEIUIIUHCKU YPEIU U TIOCOOHS);

B) IPYTH IaHHU, KOUTO MOTAT Jia ca OT IoJI3a.

CpvOpaHuTe JaHHM TO3BOJISABAT J1a C€ M3YMCIM MOPA3EHOCTTa Cpel MAIMEeHTHTE U MepCOHaa,
U3JI0KEHHU Ha ChOTBETHA €KCNO3ULMsA (M3KyCTBEeHa OenoapoOHa BEHTUJIAIMS, KaTeTepu3alus, onepanuu
u ap.).

1.2.3.3. JlaHHUTE OT OMKCATEITHOTO MIPOYYIBAHE CE aHAJU3UPAT C IIeJI Ja Ce:

a) popMynupa XUIOTe3a 3a THNa Ha MHPEKIuITa (€K30reHHa, EHJOTeHHA),

0) uneHTH(GULIMPA U3TOYHUKBT U IBTAT HA NpeaBaHe Ha UH(EKIHATA,

B) MpEAJIOKAT MEPKU 32 KOHTPOII.

1.2.4. Crpinka 4: [Ipenenka Ha cuTyauusTa 1 ONpeaeisiHe Ha MEPKUTE

EXumbT 1O KOHTPOJI HA B3pHBA MpEAIprUeMa OIIeA Ha MICTO 3a TpEleHKa Ha CUTYaIusTa,
M3BBPIIBA HAOMIOICHUE U OIEHSBA CIIa3BAaHETO HA MPOTOKOJIUTE 33 PA3NIUYHUTE MEAUIIMHCKU ACHHOCTU
(MIKEKIIMOHHA ~TEXHWKHW, KareTepu3aluss W T.H.). B3emar ce [JONBIHUTEIIHO Marephaid 3a
MUKpPOOMOJIOTUYHO H3CJIE/IBaHe, MO TMpeleHKa, W ce Oomperens IIaHbT 3a JedctBue. Cnbupa ce
uHpOpMAIH C I[[e] YCTAaHOBSBAHE HA BB3MOKHHM M3TOUHUIM HA WH(EKIHS W TpEeleHKa Ha pUCKa OT
MO-HATATBIIHOTO MpEJaBaHe Ha MAlMEHTH M IEpPCOHAaJ, KaKTO M YCTAaHOBSIBAHE HAa OTKJIOHEHUS OT
OTIpeIeTICHUTE XUTHUEHHU N3UCKBAHUS.

125, Crenka 5: OmpenensHe Ha MEpPKH 3a TPENOTBpaTsBaHe Ha TO-HATaTHIITHOTO
pasnpocTpaHeHHe Ha HHPEKIUATA

Crnen ananu3a Ha chOpaHaTra UHQOpPMAIUS CE€ OMPENENsAT CIEINTHU MEPKU 32 OrpaHHYaBaHE HA
MO-HATATBIIHO PA3NPOCTPaHEHUE HAa MHPEKINATA, KaTO Ce B3eMar MPEIBU BUABT, XapaKTEPUCTUKUTE U
MO3HATHTE IHTHUINA 3a MPeJaBaHe HAa NMpUIMHHUTETUTe. Ha To3m etanm mHpoOpMammsaTa 3a B3pUBA € BCE
Olll¢ HeMbJIHA, HO MAIIMEHTUTE U MEPCOHATBT TPsiOBa Aa ObJAT 3alIMTEHU Bb3MOXKHO Ha-ObP30.

TakuBa MepkHu ca:

1.2.5.1. undopmupane Ha mepcoHasia OTHOCHO MOBEACHUETO MpPH MOSBUJIATA C€ MUIECMUYHA
CUTYyaIus, KaTo ce 00bpHE U3PUYHO BHUMAHHE HA IC3UH(EKIMATA HA PBIIETE;

1.2.5.2. nenepa ne3uHGEKIMsa Ha OOEKTH OT OOJIHUYHATA CPE/Ia;

1.2.5.3. eBeHTyaiHa M301aIMs HAa 3aCETHATH MAIlUEHTH;

1.2.5.4. eBeHTyaJIHO BPEMEHHO 3aTBapsHE HA OTACIICHUS WIH CTAI[HOHAPH CIIEH MPEIBAPUTEITHO
cpiiacyBase ¢ P3U.

3a mpuiaraHeTo Ha OTICIHUTE MEPKH 3aIBJDKUTEIIHO C€ PErIaMEHTHpPAT OTTOBOPHOCTHTE B
paMKUTE Ha €Kuna Mo KOHTPod Ha B3puBa. CHOTBETHUTE OTTOBOPHHUIIM TpsAOBa Ja pasmopensT
HEOOXOMMHUTE CIIEIITHA MEPKH | JIa CJICIAT 32 TAXHOTO MPHUJIaraHe.



1.2.6. Ctpnka 6: YcTaHOBsIBAaHE Ha M3TOYHUKA Ha HH(MEKIMS U (haKTOpUTe Ha MpeIaBaHe

B nombnHeHMe KbM CTHIIKA 4 JeKapsT/CeNUanIucThT M0 KOHTPOJ HAa MH(EKIUUTE MPOBEPsIBA
3a MOTEHIMATHU U3TOYHHUIM W (aKTOpHU 3a MpeAaBaHe Ha MH(EKIMS, TEXHUYECKUTE CHUCTEMH, APYTHU
KOHCTPYKTUBHO-(YHKIIMOHATHA U OPTaHU3AIMOHHY MIPEAMOCTABKH U JOKYMEHTHPA PE3yJITaTHTE.

Ha To3u etan Moxe a ce HalloXKU U3BbPIIBAHETO HA HOBU MUKPOOHOJIOTHYHHU M3CJIeIBAaHUS Ha:

a) HEeMpPSKO 3acerHaTu MalueHTH,

0) METUITMHCKUS TIEPCOHA,

B) BOJIa, BB3/YX, XPAHUTEITHH MTPOAYKTH, JIEGKAPCTBEHH MPOTYKTH,

') MEIUIMHCKA anaparypa 1 nocoous,

1) oOKpBKaBalara cpesa.

3a ycTaHOBsSIBAaHE MACHTUYHOCTTA HA MIPUYMHUTEIIUTE U MPOYYBAHE HA MOTEHIIMATHUTE MIBTHUIIA
U M3TOYHHMIIM HAa MHQEKUUs AOKa3aHUTE OOTHUYHU MPUYMHHUTETH 3aJAbDKUTEIHO C€ ChXpaHsSBaT U
U3MpamniaT 3a IOTBbPXKICHHE M TUIIM3UpaHe B pedepentHara nmadoparopus Ha HII3I1b.ToBa m3uckBane
BaXHM KAaKTO 3a IMPOU3XOXKJAIIM OT MAllMeHTH HW30JIaTH, Taka W 3a W30JMpaHd OT BBHIIHATA Cpena
MHUKPOOPTaHU3MH.

B cnyuaute, korato He ce ycTaHoBU (hakTOp Ha IpegaBaHe HAa MH(MEKIMATA, C€ W3BbPILIBAT
AQHAJIUTUYHY €THIEMHOJIOTUYHH MPOYYBAHUS - IPOYUYBAHUS CIy4anu-KOHTPOJIH, KOXOPTHU IPOYYBaHUS.

12.7. Crenka 7: OlmeHka Ha CbOpaHWTE JaHHH W ONPEICIIIHE Ha IEJICHACOYCHU
MIPOTHUBOETIUIEMUYHU MEPKU

Criope]1 TOJTydeHUTE OT CThIIKA 6 pe3yiaTaTw 3a Bb3MOKHU U3TOYHUIIM ¥ ITBTUIIA HA TIPEaBaHe
HAa MHQEKIuATa MNpeANpUeTUTe MEPKU 3a MPEeBEHIMS M KOHTPOJI MOraT Ja c€ MPOMEHST WU
KOHKpeTusupar. HaOmromaBa ce TO-HATaThIIHOTO PAa3BUTHE HA WHQEKIMUTE B PAMKUTE Ha B3pUBA
(yBenuueHue, 3aAbpikaHe, HaMaJeHWE WIM IIBJIHO TpeycTaHoBsiBaHe Ha wuHpekiuure). [lpu sBHO
HAMaJICHUE WU IIBJIHO MPEYCTAHOBSBAHE CE OIMpPENessIT KPUTepUUTe, Ha 0a3ara Ha KOUTO B3PUBHT CE
cuuTa 3a npukiIoumi. Ha To3u etan ce onpeesnst NMCMEHO JTalu U Ha KaKbB HHTEPBAJ OT BpeMe CJie/iBaT
KOHTPOJIHU U3CJIC/IBAHMUS.

1.2.8. Crenka 8: IlpeycTaHoBsiBAHE KOHTPOJIA HA B3pHBA M OIpPEICISHE HA TapaHTHPAIIN
CUTYPHOCTTa MEPKHU

AKO ca M3MBJIHEHU OMpEEICHUTE KPUTEPHUH 3a JUKBHIAUPAHE HA B3PUBA, CIIE] ChINIACYBaHE C
P3U Ttoii ce oOsBaBa 3a mpuxmrounia. [lucMeHO ce ompenens NEPUOABT OT BpEME, IPe3 KOWTO €
HEOOXOAMMO TPHUJIATaHeTO Ha IEJICHACOYEHU MEPKH 33 HAA30p, MPU KaKBH YCJIOBUs Morar na Obaar
Bb300HOBEHH PHUCKOBUTE PAOOTHHU IMPOLIECH, MPH KAKBH MPEANOCTaBKU 3aTBOPEHUTE OTIEJIEHUS MOTaT
Jla Bb3CTAHOBAT JEHHOCTTA CH.

1.2.9. Crpnka 9: 3akiounTeNIeH aHaIU3 U OIICHKA, KOHCTaTUPAHU MPOIYCKU U OTPEACIITHE Ha
OBJeIIN CTPATETUU 32 MIPEBEHIIHS

Crnen mpuKITIOYBaHE HA B3pHBA CE M3BBPIIIBA PETPOCTICKTUBEH aHAJIM3 HAa B3pHBA, KOWTO MMa 3a
€] 1a OTTOBOPY Ha BBIIPOCUTE:

a) CBOEBPEMEHHO JIM € Pa3Mo3HaT B3PUBST,

0) eukacHO i1 € padOTHII EKUITBT IO KOHTPOJ Ha B3PHUBA,

B) MPaBUJIHU U HEOOXOAMMH JIU ca OWJIM TIPEIIIPUETUTE CIICIITHU MEPKH,

T') MOSIBUJIU JIU Ca C€ APYTH 3a00JsIBAaHUS BIIPEKH MPEANPUETUTE MEPKH,

o) Ounmo nm e obe3nedeHo e(UKacHO U3ACHSABAaHE Ha MPUYUHHUTE YPe3 XUTHUEHHH,
MUKPOOHOIOTUYHH U €MUIEMUOJIOTUYHH NTPOYYBAHUS U U3CJICBAHMUS,

€) YCTAaHOBEHH JIM Ca U3TOYHUIINTE HA UHPEKIINS,

’K) KOU CTPATETHH 3a MPEBEHIINS ca C€ OKa3aJIu TOAXOISIIIH,

3) KOM CTpaTeruy 3a MPEeBEHIIHs € TPsOBao fa ObAaT MOAU(PHUIIMPAHU WK OTHOBO ONPEACTICHH,

1) KaKBH Ca JOMIBIHUTEIIHUTE PA3XOAH, POU3TUYAIIHN OT B3PUBA.

1.2.10. Crpnka 10: 3akyirounTesHa JOKyMEHTALIMS

JIOKyMEHTHpaHETO Ha B3pWBa CIIYXH 3a 0a3a mpu pa3pabOTBaHETO HA XHTUCHHH CTAHIAPTH U



ONTUMHU3HUPAHETO HAa CTPATETUH 32 MPEBEHIIUS Ha MMOCJeIBAIN B3PUBOBE.

2. IIpumepwu 3a ciryuan, KOUTO HacouBaT KbM B3puB oT BBU

2.1. Undexuu, KOUTO TOpU MPU €IUHUYHA TI0sSBa MOTaT J1a MPECTaBIABAT IOBOJ 3a aHATIU3 OT
mieqHa Touka Ha BB

Wudexuuu, nposiBsIBaIIM ce 0 BpeMe Ha OOJTHUYEH MPeCTOoil:

a) TOPC;

0) IeruoHeN03a;

B) acIepruio3a;

I') KOKJIFOIIL;

1) unpeknus cue Streptococcus pyogenes (rpymna A);

€) eMUIEeMUYCH KOHIOHKTHBHUT.

2.2. Undekuuu, 3a KOUTO TOsBaTa MpHU JBaMa MM TOBEYE MAIMEHTH € OCHOBaHHUE Ja ce
JIOITYCHE eTHUIEMHUOJIOTHYHA BPb3Ka

2.2.1. Undexunn ¢ MpUIMHATENIN ¢ 0COOCHa U MHOKECTBEHA PE3UCTEHTHOCT

a) Methicillin-pesucrentau Staphylococcus aureus (MRSA) u S. epidermidis (MRSE),

0) Vancomycin-pe3uctenTHu eHTepokoku (VRE),

B) S. pneumoniae,

r) E. coli,

n) Klebsiella spp.,

e) Enterobacter cloacae,

k) Citrobacter spp.,

3) Serratia marcescens,

n) Acinetobacter baumannii,

i) Pseudomonas aeruginosa,

K) Stenotrophomonas maltophilia,

1) Burkholderia cepacia,

M) Candida spp. (MHBa3UBHA KaHIUAA UHOEKIIHS).

2.2.2. Indexuuu ¢ peaku MPUIMHATETH

Cerncuc ¢ enHaKbB NPUUUHUATEN (€THAKBOCT IO BHUJI U PE3UCTEHTHOCT)

WNudexuuu ¢ npuauHUTENN, IpeaaBanu no kpbBeH bt (Hanp. HBV, HCV, CIIUH u npyrn).

2.3. llpuuunurenu Ha racrpoenteput (Hamp. Clostridium difficile, poraBupycu, HopoBUpyCH |
ap.)

3. N3onamnus Ha manueHTu

3.1. Equnanydu crau:

HacransBaHeTo B €IMHUYHM CTaW HaAMaJsiBa PUCKa OT MpefaBaHe Ha WHPEKIUsS OT U3TOUYHUKA
Ha 3apaza Ha JIPYTH JIMIAa Ype3 OrpaHUYaBaHe HA JUPCKTHUTE WM WHIUPESKTHUTE KOHTAKTH. [lo
BB3MOXKHOCT €JMHUYHUTE CTau c€ 00OPYABAT ChC:

a) YMUBAJIHUK;

0) ToaneTHa 1 OaHs;

B) IIpEIIIBEPHE.

EnuHuyHUTE cTau, N3MOI3BaHU KaToO U30JAIlIOHHU, MOTaT J1a BKJIIOUBAT U MpeBepre, B KOETO
Ce ChXpaHsIBAT JIMYHU MPEANa3HU CPEICTBA.

3.2. KoxoptHa uzonanus:

C uen orpanmuaBane Ha BBU mnpu nurca wim HEAOCTUT Ha €AMHUYHHM CTad B CIlydauTe Ha
WHQEKINS WIH KOJIOHU3AIMS C €IUH M CBIIH MUKPOOPTaHU3bM IMAlMEHTUTE CE HACTAHSBAT TPYIIOBO (B
€/IHa U ChIlla CTas).

[Ipu xoxopTHa W30JAIMsS MO BPEME HA CMHJISMUYCH B3PHB Ta3u CTas/m ce 000co0siBa Karo
CHeIMaliHa CTasi WK OTJEJICHHE, KOUTO Ca HAITBJIHO Pa3rpaHUYCHH OT JIPYTHTE MOMELIEHUS, U3TO0I3BaHU
3a 00cITy’KBaHEe Ha HEeWH()EKTUPAHHU/HEKOJIOHU3UPAHH TTAITUCHTH.



3.3. IIlpemecTBaHe HA NALUEHTUTE:

OrpannuaBa ce JBIKEHUETO U MPEMECTBAHETO Ha MAaIlMeHTa OT M30JAaI[MOHHATA CTas CaMo 0
HAJIOKUTETTHH MPUYUHM, 32 J1a C€ OTPAHUYH MPEHACSHETO Ha WH(MEKIIMO3HUTE areHTU B JPYTH YacTH Ha
OonHMLIATA.

AKoO TOBa ce Hajara, ceé B3eMaT CHhOTBETHH MpEANa3HH MEpKH, 3a Ja C€ HaMajh PUCKBT OT
npefaBaHe Ha MUKPOOPTaHU3MU Ha JAPYTH MAlUEHTH, OOJTHUYEH MEepCOHA WK cpea (MOBbPXHOCTH U
o0opynBaHe), Harp. IeIecho0pa3Ho € MpU MPEMECTBAHETO Ha MAIMeHT ¢ OenoapoOHa TyOepKyno3a (B
akTUBHA (hopMa) TOH Ja HOCHU MacKa 0 BpeMe Ha MIPEMECTBAHETO.

VIII. CIIEHU®NYHU U3MCKBAHUSA KBM TTPOOUITAKTUKATA 11 KOHTPOJIA HA
BbU B IEHTAJIHATA TTPAKTHUKA

1. Tlpu wu3roTBsiHE Ha TOAMIIHATA Tporpama 3a NpoduiIakThka W KoHTpol Ha BBU wu
orpanu4aBane pasmnpocrpanenuero Ha AMP (paszen I, 1. 5 u 6) B mekapckuTe IPAaKTUKU 110 JCHTAIHA
MeAMIIMHA CJIeBa 1a ObJe B3€TO MPEABU CIAEAHOTO:

Haii-BaxHuTe HAYMHU U MEXaHU3MU

BOHCCTOTBODHI/ITG IMPUYUHHUTECIIN C

3a IpelaBaHe Ha 3apa3u B IEHTAIHATa
NpaKTHKa ca:

JIMpeKTeH KOHTaKT Ha

MHTAKTHATa WM yBpeIeHa

KOXKa WM Ha JINTABUIATA

C KPBB, CIIIOHKA, Ha30-

(hapuHTeanIeH ceKpeT WIn

JPYT TOTSHIMAIHO HH-

(hex1mo3eH OHOIOTHYEH MaTepHall.

Hal-TOJISIMO €IUIEMHUOJIOTHYHO
3HA4YCHUC B JICHTAJIHATAa IPAKTUKa Ca.

Bupycst Ha xenarut B (HBV)
Bupycst Ha xenatut C (HCV)
HIV

Bupycst Ha herpes simplex
CrapmrokokuTe

NHaupexkTeH KOHTaKT
Yype3 KOHTaMUHUPaHU UH-
CTPYMEHTH, 3500TeXHUYE-
CKHM MaTeprajii Wi 4pe3
KOXKaTa Ha pbLETe.

Bupycst Ha herpes simplex
CrabuIoKOKUTE

HBV, HCV u 3nauntenno
no-psiako HIV, upes
3aMBPCEHH C KPBB HH-
CTPYMEHTH

Baumsane na KaImqyruim
WM KOHTaMHHHPAHU
acpo30JId, IMOCThIIBAIN
BBB Bb3yXa OT yCTara
Ha mangyueHTa UJin OT Upu-
ralnqMoHHaTra CUCTeéMa Ha
JCHTAJIHUS FOHUT.

BakrepuunTe 1 BUPYCH-
Te, IPUYUHSBAIIH PE-
CIIUPATOPHU MH(EKIUH,
BKJI. TPUITHUTE BUPYCH,
CTPENTOKOKUTE ¥ MHKO-
OakTepunTe

WNHbeknno3HusAT 1 Hali-Beue HOCUTEJICKUSAT CTaTyC Ha MaIMeHTa Hal-uecTo € HEeU3BECTEH.
[Topaau ToBa MOTEHIMANICH PUCK CHIIECTBYBA MPU BCUYKH IMAIIUCHTH.

PuckbT 0T MHpEKIMN € Hail-BUCOK NMPH MHTEPBEHIMHUTE B OpajHaTa W JIMIIEBO-4EJIOCTHATA
XUpyprusi (MMIUTAaHTAIMK, TPAHCIUIAHTAI[MM HA aBTOJIOKHA KOCTHA W/WIM ChEAWHHUTETHA TBHKaH,
PE3EKIIMY HA KOPEHU U JIp.).

2. Ilpu mBpBOTO TMOCEIIEHWE OT BCHYKH MAIMEHTH TpsOBa J1a ce CHeMa MOApoOHa aHaMHeE3a
(BKJIFOUMTEIIHO TI0 OTHOIICHHWE HA HOCHTEJCTBO W/WJIM HAJIWYHEe HAa OCTPH W XPOHHYHU 3apa3Hu
3a00MsIBaHus ), KOATO Clie/IBa MEPHOANYHO Ja Ob/ie aKTyaTu3rupaHa.

3. Tlopanu BepOSITHOCTTA 3a HEpa3IO3HABaHE HA HOCHUTEJICKUS CTAaTyC NMPH BCHYKHU MAIUCHTH
TpsIOBa CTPUKTHO Ja ObJIaT Clia3BaHU CTaHIAAPTHUTE MPEANa3Hu MEPKHU ChIVIAaCHO pa3zien V.

4. TTaumenture, xouto ca Hocureau Ha HIV, 0e3 xinuHmyHO m3siBeHa kapruHa Ha CIIMH,
cienBa ga Obmar oOCIy)XBaHW B OOMYaliHUTE amOyJaTOpHU yCIOBHs (B KaOWMHETHTE 3a JCHTAIHA
MeIHIIMHA, B M3BbHOOMHUYHATA moMoIl). Heo0xoaumo e MmoBUIIeHO BHUMAHKE 3a MPEJ0TBpaTSIBaHE Ha
KpbBHA MHOKYJAIWs (Hamp. 4pe3 yOOXKIaHe WM IMOPS3BaHE ChC 3aMBPCEHH OT KPHB MHCTPYMEHTH -
paznen V, T. 6).

5. B neHTamHUTE MpaKTUKH TPsSOBa Ja MMa paslHCaHa MPoIeaypa, YPeKIalla CUTyalusTa, B



KOATO 37JpaBHUTE PAOOTHUIM (JIEKapsAT MO JACHTalHA MEAMIIMHA, TEHTAIHUAT aCUCTEHT) UMAaT CbMHEHUE
WJIM ca 3apa30HOCUTENH Ha KpbBHONpeHocumu npuanautenu (HBV, HCV, HIV).

5.1. B ropenocoyeHUTe ciyyau 3ApaBHUTE PAOOTHHUIIM TPSOBA Ja MOTHPCIT KOHCYNITALUS ChC
CHEIHUAIIACT 0 TPYJAOBa MEIUITMHA (PECIl. CHEIUAINUCT MO0 MHPEKIIMO3HU OOIEeCTH/CIHIEMUOIOTHS Ha
MHGEKINO3HUTE OO0JECTH) U J1a Ce/IBaT HETOBUTE MHUCMEHH YKa3aHHs, BKIIOUUTEIIHO Ja OTpaHuYaT Uiu
Jla TIPEKPATAT U3BHPIIBAHETO HA JUATHOCTUYHO-JICYEOHU MPOILEAYPH C BHCOK PUCK OT EKCIO3UIIHS 32
ManueHTa.

5.2. B ormenHu cnydau, MO TpPElEHKa HA EKCIepTHAa KOMHCHs, MOXE Ja C€ HaJIOXKH
MpeKpaTsIBaHe HA JCHHOCTTA W/WIH TTPeHAa3HAYaBaHE.

6. Ilpodunaktukara Ha KpPBBHONPEHOCHMH WHQEKIHUH, KAKTO M MOCTEKCIO3MIIMOHHATA
npoduiakTuka (Hamp. npu yOOXKIaHUsI WM TOPSI3BaHMS) CE OCBHINECTBSIBAT CHIVIACHO M3UCKBAHMSITA,
nocoyeHu B pazaen V, 1. 7, 8 u 9.

7. Opanna xurneHa: [Ipeau nmpucThIIBaHE KbM XUPYPTUYHH TPOIEAYPH, BKIIOUBAIIY HHIIAZHS
U TOCJE/BAIo 3aTBapsiHe HAa paHa B yCTHaTa KyXuHa, € MPEMOpbUYUTETHO PYTHHHO Ja C€ U3BBPIIBA
XUTUEHU3UPaHEe Ha TAIMEeHTa MOCPEICTBOM TMOAXOMASI AHTUCENTHK (HAMp. XJIOPXCKCHIWH-TIIOKOHAT,
MOBHUJIOH-HON WM eTepuYHHU Macia). OpanHaTa XUrueHa MOHMKaBa 3HAUUTEIHO OMOJIOTMYHUS TOBAp
BBpPXY 3bOMTE M yCTHATa JMTaBUIA, C KOETO HaMajsBa KOHIIGHTPAIMATA HAa TOTEHIMAIHU MMAaTOTCHHU B
aepo3oiia, o0pa3ysalll ce P MHOTO OT PyTHHHUTE JICHTATHOMEUIIMHCKH TTPOIIETYPH.

8. AntuOuornyHa mnpoduiIakTuka ce H3BbpIIBA MO HHAMKANMH. OpanHaTa XUTHEHA HE
3aMeCTBa lieJieBaTa aHTHOMOTUYHA PODUIIAKTHKA.

9. Haii-cpuiectBeHu o0mM u crenuUYHA HU3UCKBAHUS TNPU CMA3BaHETO Ha CTaHIAPTHUTE
Mpeana3Hu MEpKH, TOCOYCHH B pa3aeln V:

9.1. Xuruena Ha pblleTE, KaTo:

9.1.1. mpaBunara BaxaT KakTO 3a JIGKAPUTE IO JCHTaTHAa MEIUIMHA, Taka U 3a JICHTaTHUTE
ACUCTEHTH;

9.1.2. xurueHata Ha pbleTe € 3aJABDKUTEICH KOMIIOHEHT B WHAYKIIMOHHOTO OOyueHHE Ha
HOBOTIOCTBITHIINS METUITMHCKH TepcoHal, pasnucano ¢cbe COII;

9.1.3. mpenopbuBa ce MOHMTOPUPAHE HAa MeceyHaTa KOHCyMallus Ha Je3WH(EKTaHT 3a phIIe,
KaTo 0a3ara 3a CpaBHEHHE € €IHOMECEUEH MEepHO, Mpe3 KONTO ¢ OO0 HAJIWIe CTPUKTHO CIa3BaHe Ha
W3HUCKBAHMSTA, TIOCOYCHHU B T. 2 OT pazzeia V, Ipu KOHTPOJIUPAHU YCIOBUS (3J1aTeH CTaHIapT).

9.1.1. Tlo Bpeme Ha paboTa HE ce OIMyCKa HOCEHETO Ha MPBCTEHHU, TPUBHU, PHUYHU YACOBHUIIH
u JIp.

9.1.2. He ce nomycka HOKTOIUIACTHKA.

9.1.3. Hoktute Ha pbiieTe TpsOBa Ja ca KbCO MOAPSI3aHU.

9.1.4. MueHe, XUTHEHHAa U XUPYPru4YHA Ne3UH(MEKIMs Ha PBLETE Ce M3BBPIIBAT CHIVIACHO
M3UCKBAHUATA, TOCOYEHH B T. 2 OT pa3aen V.

9.1.5. Becuuku kaOMHETH MO JIeHTaJlHA MEJUIMHA TPsOBa Jja ca 00Opy/IBaHH Hail-MaJKOTO ChC
CJIETHOTO:

9.1.5.1. no3arop 3a T€UEH CcamyH;

9.1.5.2. ycTpONCTBO WK KyTHs 32 €THOKPATHU XapTHUEHH KBPIIH 3a MOACYIIaBaHE HA PBIIETE;

9.1.5.3. otaenen mo3atop 3a Ae3MH(PEKTAHT 3a PhIIE.

9.1.6. B xabunHeTuTe Mo opajiHa XUPYprus TpsOBa ga uMa 000COOEHO MSCTO 3a XUPYpPrUYHA
ne3uH(EeKIMs Ha pblLeTe C OTJAENIEH YMUBAJIHUK M O0arepus cbC 3a/JelCTBaHE MOCPEICTBOM JaKbT WIN
neaai.

9.2. 3non3BaHe Ha JIMYHU IPEANa3Hu CPEICTBA:

9.2.1. HoceHeTo Ha pBbKaBHUIM € 33BbJDKUTEIHO MPU BCUYKU MPOLEAYPH, KOUTO MPEANoiarar
KOHTAKT ChC CJIFOHKA WJIH JIPYTH TEJICCHHU TeUHOCTH. PhkaBurure TpsoBa ma nmatr CE mapkupoBka u 1a
otroBapsat Ha eBponeickus cranaapt EN 455, yactu 1 u 2. [Ipenmnouurar ce T.Hap. "Xumoanepruysu"
pPBKaBUIM Oe3 MyApa Mopaan ajJepru3upaiiuTe MPOTEHHH, ChIbPXKAIIN Ce B MyIpara.



9.2.2. PpKaBUIIUTE CE€ CMEHSAT 3abJKUTEITHO MEXIy MAllHeHTHUTE.

9.2.3. [Ipu BcUYKH XUPYPTUYHHU TTPOLIETYPU CE€ U3TIONI3BAT CTEPHIIHA PHKABHIIH.

9.24. Tlpu BcUYKM ACHTAIHU TPOLEAYPH, CBHP3aHM C PUCK OT BH3HUKBAHE HA MPBHCKH,
KaITIHIM U aepO30JIH, ChIbPKAIIA OMOJIOTHYEH TOBap (BKIFOYUTEITHO MTPH U3TOI3BAHETO HA POTUPAILNU U
OCIIIJIMpAILld YCTPONCTBA), ACHTATHUAT JeKap U JEHTAJIHUAT aCHCTEHT 3aJbJKUTETHO HOCAT ILTBTHO
MpuienBaiia 3aluTHa Macka (IOKpYMBa HOca M ycTara) M 3amUTHU ouwina win ueMm. Crep
KOHTaMUHUpPAaHE WM OBJaXHSIBAHE MacKaTa C€ CMEHs, a OYWJIATa/IUIeMbT Ce€ JEKOHTAMHHUpPAT 4pe3
M30bPCBAHE C MOIXOIAI] 1e3UH(EKTAHT.

9.2.5. 3agbKUTETHO € HOCEHETO Ha MOAXOAII0 pabOTHO OOJIEKIIO.

10. 3ona 3a oOpaboTka Ha JeHTanMHUS HWHCTpyMmeHTapuyM: OOpaboTkara Ha JEHTAIIHUS
WHCTPYMCHTApUYM TpsIOBa Jla c€ U3BBHPIIBA B OTJCITHO MMOMEIIEHUE WIH B 000COOCHO 3a IeNTa MSCTO B
KaOMHeTa - 30Ha 32 00paboTKa Ha IEHTATHUS UHCTPYMEHTApUYM.

10.1. TIIpoektmpaneto Hu 000COOSIBAHETO Ha 30HaTa 3a O0OpabOTKa Ha JCHTATHUS
MHCTPYMEHTAapUyM Tpsi0Ba Jja clieiBa MPHUHIIMIIA 33 TOTOKA HA MPOLIECUTE OT MPBCHO KbM YHUCTO.

10.2. TIpenopbunTeIHO € 30HaTa 3a 00pabOTKa Ha MHCTPyMEHTapuyma na Oble o0opyaBaHa
ChC:

10.2.1. YMUBaNHHK C 2 OTACTHU KOPUTA - 32 TPYOO U3MHUBAHE U 32 M3IIAKBAHE.

10.2.2. YnTpa3ByKoBa BaHa ¢ Kallak, 3a MPEIIOYUTaHE ¢ KOIIHHUIA M CHCTEMa 3a UpUTAIHs Ha
KaHIOJM U UHCTPYMEHTH C JIyMEHH.

10.2.3. MusinmHO-1e3uH(GEKIIMOHHA MaIlliHA.

10.2.4. JloOpe ocBeTeH IJIOT 3a HWHCIEKTUPAHE M OMAKOBaHE HAa JIEKOHTAMUHUPAHUTE
WHCTPYMCHTH.

10.2.5. OnakoBbuHa MalIMHa 32 MEKH OMAKOBKH (CTEPUIN3AMOHHO (OJTHO).

10.2.6. TToxxonsi cTepuinn3aTop (MaxbK mapeH crepuwinsarop (aBrokian), kiac B/S mo BJIC
EN SO 13060:2006).

10.2.7. Tlomxomaum  MPUHAIICKHOCTH W KOHCYMAaruBH  (YBEJIMUYUTEIHO  CTBKJIO,
CTCPUIN3AIMOHHO (DONHMO, XUMHUYHA W OWOJOTHMYHU HHIUKATOPH 332 KOHTPOJ Ha CTEPHIIN3AINATA,
CHEIMAJIHN YE€TKH, JIETEPTeHTH U Ie3UH(EKTaHTH 32 UHCTPYMEHTH, TyOpUKAaHT).

11. O6paboTkara ¥ CTepuIN3aIUATA Ha JCHTAJECH HHCTPYMEHTApUYyM TPSOBa /1a C€ M3BBPIIBAT
caMo OT crenraiHo oOy4eH 3a 1eTa MepcoHall Ipy cra3BaHe Ha yciioBuATa Ha T. 4.4 oT pasnen V.

11.1. OtnenHure CTHIKH B 00pabOTKara Ha JACHTAJIHUS MHCTPYMEHTApUYM CE€ OIPEICIAT OT
UHCTPYKUMUTE Ha MPOU3BOJUTENIUTE, KAKTO U CHIVIACHO KAaTETOPUHUTE U W3UCKBaHUATA, OMUCAHU B
paszmen V.

12. CneuuduyHn W3UCKBaHHMS KbM O0OpabOTKaTa M CTEPWIM3AIMATa HAa WHCTPYMECHTHTE B
JICHTAJIHATa MPAKTHKA.

12.1. Tlom3Banmero, oOpaboTkara, CTepwIM3alUsATa W CHXPAHCHHETO HA JICHTAJICH
WHCTPYMEHTAPUYM U APYTH U3JENHs B IEHTAIHATA MIPaKTHKa TPsOBa 1a ObJaT OpraHU3UpPaHU ChITIACHO
CIICTHUS TIUKBII;
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12.2. 3a n1a ce nmpenoTBpaTH 3aChXBAHETO HA 3aMbPCSIBAHUS BHPXY U3IOJI3BAHUTE HHCTPYMEHTH,
CJIe]l IPUKITFOYBAHE Ha JICYCHUETO HA BCEKHU MAIMECHT TE CE HAKKCBAT B JEMHUHEPATH3UpaHa BOAA HIIH CE
HANPBCKBAT C MOAXOMANa (CH3MMHA) IMsSHA WU Tel. J[eKoHTaMHHAIMSITa HAa HWHCTPYMEHTHUTE Ce
U3BBPIIBA B Kpasi HA paOOTHHUS JIeH/paboTHATa CMSIHA.

12.3. PpuHOTO mMOUYMCTBAHE W Je3WH(MEKIHs Ha WHCTPYMCHTHUTE € Hali-Hee()UKACHUAT U
Hal-pUCKOB METOJ, KOUTO o0aue HEBUHArd Moxke na Obae m3berHar. [lpm ToBa HOCEHETO Ha T'yMEHH
(TOMaKMHCKHU) PHKABUIIM, MPECTUIKA M 3allUTHU OYWIA/IIIEM € 3aIbJDKUTENTHO. MueHeTo TpsOBa aa
CTaBa MPH HAIIBJIHO TIOTOIIEHNW HHCTPYMEHTH, 0] IOBBPXHOCTTA HA BOJIaTa B KOPUTOTO HA YMHBAITHUKA.
He ce momycka MueHe AMPEKTHO TMOJ CTPyATa Ha Tedaima Boja. M3mon3BaHuTe ne3uH(EeKTaHTu TpsiOBa
Jla ca ¢ J0Ka3aHa e()eKTUBHOCT IO OTHOIIEHHE Ha OakTepuu, (yHTH U BUPYCH U J1a HE (PUKCHUPAT KPbB U
JPYTH OPTaHUYHH 3aMbPCSIBaAHUSL.

12.4. O6paboTkara HAa HMHCTPYMEHTH C TpPAaHCMHUCHs (HAKOHCYHWIIM - TIPaBH, OOpaTHH u
TYpOWHM) C€ M3BHPILBA 110 SUH OT CJICAHUTE HAUNHHU:

12.4.1. ABromatuuHO noYUCTBaHEe MU JAe3uHPexkuus B MJIM (ako ce mnpemopbyBa OT
MIPOU3BOMIUTENIS), CMa3BaHE C TOIXOMAII JTyOpUKaHT, onakoBaHe B moaxoxsmia omakoBka (mo BJIC EN
SO 11607-1: 2006), crepunuzanus B apeH crepuiusarop kiac B/S, cma3Bane (ako ce mpernopbyBa OT
MIPOU3BOJIATETIS ).

CMa3BaHeTo Mpeau U Clie]] CTEPUIIN3AINS C€ U3BBPIIBA C OTACTHH ONMAKOBKHU TyOPHKAHT.

12.4.2. PpuHo mouucTBaHe W Ae3uH(MEKIUs 4pe3 3a0bpcBaHE - JOIyCKa CE€ CaMO ako €
IpenopbyaHo OT MPOU3BOIUTENS WU B IPAKTUKH, KOUTO HE paszmonarat ¢ MJIM (tabm. 1).

Tabmuna 1. PruHO mouncTBane U Ae3WHPEKINS HA HHCTPYMEHTH C TPAHCMHUCHS (HAKOHCYHUIIH
- paBH, OOpaTHU M TYPOUHHM)

1. O6pa60TKa Ha BbHIIHUTC MMOBBPXHOCTU HAa UHCTPYMCHTA CJIC]
CBAaJIIHEC Ha 60pepa.
HSB’prIBa C€ CJIea JICHCHUETO Ha BCCKU MAIlTMCHT.

a) MOYMCTBaHe Ype3 3a0bPCBAHE C MOIXOIAI IETEPTEHT C
HeyTpanHo pH u Boga.




0) nesuHDeEKIHs Upe3 3a0bpcBaHe ¢ MOIXOIAI Ne3HH(DEKTAHT 3a
TOBBPXHOCTH.

He ce nomycka nmoramnsHe Ha HHCTPYMEHTA B pa3TBOPH Ha
MOYMCTBAIU IpeTiapaTyu u ﬂeSI/IH(l)eKTaHTI/I WK TPECTUPAHC B
yATpa3BYKOBa BaHa.

B) noacyuiaBaHe ¢ HEMBXCCTaA KbpIia.

F) noAcylIaBaHe Ha BOOAHMUS KaHaJl C Bb3AYX IO HAJIATAHEC.

2. O0paboTKa Ha BETPEUIHUTE TOBBPXHOCTH HA HHCTPYMEHTA
W3BbpiBa ce B Kpast Ha paOOTHHUS JA¢H/pab0THATA CMSHA U CJIC]
MaHuIyJIalluu, CBbP3aHU CbC CUIIHO 3aMBbpPCABAHE HA
HAKOHCYHUIIUTE.

a) IIOYHMCTBAHC U CMAa3BaHEC C IIOAXOIAILL J'Iy6pI/IKaHT, JOKaro OoT
OTBOpa 3aIll0OYHEC Ja U3Thu4a 4ucCT J'Iy6pI/IKaHT.

6) OTCTpaHsABaHC Ha U3JIUIIHOTO KOJIUYCCTBO J'IY6pI/IKaHT C MCKa
XapTUeHa candeTka.

12.4.3. OnakoBane B noaxosia onakoBka (mo BJIC EN 1SO 11607-1: 2006), crepunu3anus B
napeH crepuiinzarop kiac B/S, cmazBaHe (ako ce mpenopbuBa OT IPOU3BOTUTEINS).

Cma3BaHETO MpEeIu U CJIe] CTEPHIIM3AIUS CE U3BBPIIBA C OTACIHA ONTAaKOBKH JTyOPUKAHT.

12.5. O6paboTkaTa Ha POTHUPALIH/IIYJCHPAIINA U SHIOJOHTHH WHCTPYMEHTH CE€ W3BBPIIBA IO
€I1H OT CJICTHUTE HAaYHHH:

12.5.1. ABromatuuHO nOYHCTBaHEe MU JAe3uHpekuus B MJIM (ako ce mpemopbyBa OT
NPOM3BOAMTENS), OnakoBaHe B moaxosina omakoBka (rmo BJIC EN SO 11607-1: 2006), crepuau3aius B
napeH crepuimsarop kiac B/S.

12.5.2. PpuHO TOYMCTBAHE W JC3MH(EKIMS - JOMyCKa CE€ camMO aKo € TMPErnopbuyaHo OT
MIPOM3BOIUTEIS WU B MIPAKTUKH, KOUTO HE pasnoiaraT ¢ MIM (tabm. 2).

Tabnmuua 2. PbuHO MouyucTBaHe U JAE3UHGEKLHsS Ha POTUPALIW/MYICHpAIIN U €HIOJOHTCKU
WHCTPYMEHTH
I/ISBT)DIHBa C€ CJIe/ JICUHCHUCTO Ha BCCKHU ITAIlUCHT.

Bunaru xorato e BBb3MOKHO, MHCTPYMCHTHUTE CC IMMOJI3BAT
CIHOKpATHO.

ITouncrBane Upe3 NOoTallAHEe 40 IbJIHO IOKPUBAHE B PA3TBOP Ha
ITOAXOSII IETePreHT WK JC3MH(PEKTAHT C MMOYKMCTBAIIO
nericTBre. MexaHnIHO OTCTpaHsSBaHE Ha 3aMbPCSIBAaHUATA C
YETKH, KaTo ce paboTH 1oJ MOBBPXHOCTTA Ha pa3TBOPA.
Je3uHdeKIus upes3 moramnsHe 10 MbIHO MOKPUBAHE B ITOAXOIMII
JIe3UH(ECKTAHT 32 HHCTPYMEHTH (HeUKCUpaIl OpraHuIHA
MaTrcpuun, CbAbprKall I/IHXI/I6I/ITOpI/I Ha KO'pO3I/IHTa).

W3nnakBane ¢ ACMHUHCPAJIN3UpaHa W ACCTUIIMPaHa Boda CJIC
HN3THYaHC HAa BpEMECTO Ha BLBHeﬁCTBHe. HO,HCYH.I&BEIHC C
HEMBXCCTA KbpIla WX C BB3AYX IO HaJIATaHE.

TTouuncTBamuTe ¥ 1e3UH(EKIINOHHN Pa3TBOPH CE H3TOTBAT
CXKCIHCBHO. HO}IMCHS[T ce He3a0aBHO Py BUAMMO 3aMBPCABaHE.
Bb3MOXXHO € chueTaBaHe Ha PBYHOTO IIOYHUCTBAHE U
aemmbexunﬁ C YJITpa3ByK (aKO CC IpenopbiBa OT
TIPOU3BOUTEIIS).

12.5.3. OnakoBane B noaxossia onakoBka (mo BJIC EN 1SO 11607-1: 2006), crepunu3anus B
napeH crepuiusarop kiac B/S.

12.6. CbxpaHeHHE Ha UHCTPYMEHTHTE.

12.6.1. CrepunusupaHuTe WHCTPYMEHTH TpsOBa Ja ObJaT ChbXpaHSIBaHU CyXH, B 3aTBOPEHU
CH/IOBE WJIM HEpas3leuaTaHw, B CTEPHIU3ANMOHHO (PoiHo (Hamp. MHCTPYMEHTHTE, KOUTO CE M3IMOI3BaT
TIO-PSIKO, KaTO KJICTIU 32 €KCTPAKIIHSA).

12.6.2. OTBOpEHUTE, HO HEM3IOI3BAHN HHCTPYMEHTH IMOJIJIEKAT Ha MIOBTOPHA 00paboTKa mpenu
U3I0JI3BAHETO UM TIPH CIIE/IBAIIl MTAIHCHT.

12.7. He ce nmomycka obOpaboTkaTa (MpecTepuan3alusiTa) Ha MHCTPYMEHTH 3a €IHOKpaTHa




ynotpeoa.

12.8. TlpaBuiiHOTO MPOTHYAHE HA MPOIECHTE HA aBTOMATHYHO TOYHMCTBaHE, JC3UH(EKIUS U
CTepUJIN3alUsl HA JCHTAIHUS WHCTPYMEHTApUYM MOAJE)KH HA €KEAHEBEH U MEePUOAMYEH KOHTPOI U
BaJMMpaHe, onucanu B T. 4.2, 4.3 u 4.4 or pa3nen V.

13. TlouucTBane U Ae3UH(EKLNsS HA MOBBPXHOCTUTE B JIGHTaJHAaTa MPaKTHKAa: MU3BBHPILIBA CE
CHINIACHO HM3UCKBAaHUSATA, OMUCAHU B paznen V, Karo ce CIemaT yKa3aHUsiTa Ha MPOU3BOIUTEIUTE 3a
CHBMECTHUMOCT MEX/1y MOBbPXHOCTUTE (HAIpP. JEHTAIHUS CTON) U Ae3UH(PEKTaHTHUTE.

Jla ce wu30srBa M3IMON3BAHETO HA JE3MH(EKTAHTH HA AaJIKOXOJIHA OCHOBA, BKJIFOUUTEIIHO
KbPIWYKH, HAIIOCHH C aJIKOXOJ, 3a JIC3MH(EKIUS Ha MOBBPXHOCTH, KOHTAMUHHPAHU C OpPTaHHMYHU
Marepuu (pUCK OT GUKCUPAHE).

13.1. Karo antepHaTthBa Ha BIAXKHOTO 3a0bPCBaHE HSIKOW OT IMOBBPXHOCTUTE, KOUTO OOWYAIHO
OMBaT KOHTAMUHHUPAHU, MOTAT Ja ObJIaT MOKPUBAHU C €AHOKPATHU XapTUEHHU mpoTekropu. [lociaennure
C€ CMEHST 3aIBJDKUTEIHO CIIe]l BCEKH MAllMeHT.

13.2. [Ipu BcuykHU cilyd4ad OT MPAKTUYECKa MOJ3a € CTPUKTHOTO 30HUPaHE Ha MOBBPXHOCTHUTE:
MEXIy OTICTHHTE TNAlMCHTH C€ MOYUCTBAT W JAe3uH(pEeKnmupar camo OOWYAiHO H3JIOKEHUTE Ha
KOHTaMUHHUPaHE MOBbPXHOCTH, a LEIUIT KaOMHET ce 00paboTBa BEIHBXK THEBHO UM MEKIY CMEHUTE.

13.3. B kpas Ha paboTHus AcH/padOTHaTa CMsSHAa acCMUPATOPUTE W IUIIOBATHHUIIMTE Ce
00paboTBaT ¢ METEPTeHT U HEMEHOO0Opa3yBalll Ae3UHPEKTAHT, 3a Ja ObJe OTCTPAHEH 00pa3yBAIMAT CE
onodpum.

14. JlekoHTaMHHAIIMS HA 3500TEXHUICCKU OTIIEYATHIH, IIPOTE3H, MOCTOBE M IPYTH MaTEPHAIIH:
U3BBPIIBA CE€ MO TMPaBUIO BeAHAra cjel H3BaXJaHEe OT ycTara Ha NAalleHTa Mpu CcleaHaTa
MOCJIEIOBATEIHOCT: M3IJIaKBaHE HA Tedala Boja (pecr. B yITpa3BYyKOBa BaHa) -> ne3uH(EKIupaHe
CBIVIACHO TpenopbkuTe Ha mpousBomutens (mpoxykt ¢ CE mapkupoBka, OennHata MoXe J1a HE €
noaxojsmal).

15. JlexoHTaMuHAIMsI W CTEPWIIM3AlMS HA MHCTPYMEHTH U O00Opy/nBaHe, NMpeAHa3HAaYeHH 3a
CEepBU3MpPAHE WM TEXHUYECKA MOAIPHKKA: M3BBPIIBA CE€ CHINIACHO OOMYaliHATa MpOIeaypa, Karo ce
JIeKJIapupa TMHCMEHO, Ye OOeKThT € o0e33apa3eH © 0e€30MaceH 3a U3BBPIIBAHE Ha
MOTMpaBKaTa/CepBU3UPAHETO.

16. YnpaBneHue Ha OTIMAIBIIUTE B ICHTATHATA MPAKTHUKA: U3BBPIIBA CE CHIVIACHO CHOTBETHHUTE
HOPMATHUBHU JOKYMEHTH.

17. ITomoBuTE MOKPUTHS B KAOMHETUTE I10 JCHTAIHA MEAUIIMHA TPSAOBa Ja ca mIaaku, 0e3 ¢yru
U Jla TIO3BOJISIBAT BJIAXKHO MOYMCTBaHE W Je3uHpeknus. [IpenopbunTenHu ca aHTUCTaTUYHU IOJIOBU
MOKPUTHSI, KOUTO MO3BOJISBAT MIAJAKO IPEMUHABAHE MEXKTY MOJIa M CTCHUTE.

18. Ilpeamouurtar ce acHUpPAlLMOHHU CHCTEMH, 3ayCTEHH TUPEKTHO B KaHAJM3allMOHHATa
Mpeka. ACMUPAIMOHHUTE CUCTEMU C TMOJBUKEH KOJIEKTOp ca MO-HeyJoOHU 3a 0O0CITyXKBaHE U Ch3/1aBaT
JOITBTHUTEIICH PUCK OT KOHTAMHHUPAHE Ha cpejara.

19. TIpenoppuBa ce mepuOINYHO 00e33apa3siBaHe Ha UPUTATOPHATA CUCTEMA.

20. BbB Bph3Ka C MPEBEHIUATA HA PA3MPOCTPAHCHNUE HA BIATOJIOOUBH MHKPOOPTAHU3MH KaTO
P. aeruginosa, Legionella spp., Streptococcus intermedius, S.sanguinis u ap. ce U3BHPILNBA MPOAYXBaHE
Ha TypOMHATa B HAYAJIOTO Ha paOOTHHUA JCH U MEX]y nanuenture. TypOuHaTa € MeIUIIMHCKO MOCOOHeE,
cBbp3aHo ¢ puck or BBU, Thil kaTo TS 3acMyKBa CEKpeTH OT yCTHaTa KyXHWHA, KOUTO ChABPXKAT
pa3zHooOpa3Ha MUKpOQIIOpa U JIECHO MOTAT Jia ce MpeHecar Ha cieaBaiius namnueHT. C orie HaTuIueTo
Ha MUKpoQIIopa OT MAIMEHTUTE CE€ MPENopbuBa M3IUIakBaHe B mpoabkeHue Ha 20 - 30 cekyHau cien
BCEKH MaIUECHT.

21. Tlo oTHOIIEHWE HW3HUCKBAHWS KJjIac YHCTOTa KAOWMHETHUTE IO JCHTAHA MEAWIIMHA CE
kateropusupar B rpyna 4 mo bJIC EN ISO 14644-1 (pa3gen V, 1. 10).



