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<Vcrauoara yrurpa(f uoreronar 6anrepuqu4Hax 4lr srcrpeHuofi AesraH(berquu Bo3Ayxa noNreqeHuft s
orcyrcrBr4r{ rrroAefi OME|A-0 I -(KPOHT)

or < 01 > <[eapau 2016 roaa

HassaHue fi3aeruq - Vcrasonra y.nrrpatluoneronaa 6arrepuqu4na:r AJrfl 3KcrpeHHofi gel,ru<ferqur.r
Bo3Ayxa rroMerrtreHuft n orcyrc'rrnv rroAefi OMEfA-01-(KPOHT> no Ty 9451-049-11769436-2014
Ilpousno4ure,rr MeAnqr.rHcKoro usAerras - AO <KPOHT-M>, Poccux
Agpec npon:no4ure q 141400, Mocxoecxar o6r., r.Xuvxr.r, yl.Cnap'raroncras,A.9,nou.l
Bng ueguquucxofo r,BAeirr,rr B coorBercrBr4r, c HoMeHKJrarypHofi r,raccnQarauuefi lreAnrluscrcux
n:4eruf i  -  I  3 1980
K.lacc g sagncuuocrr4 or noreHqr4a,[bHoro prrcxa npulteHeHul - I
Kog O6rqepoccziicroro r<.naccu$r{Karopa npo4ynquu - 94 5140

B nepno4 c 24 4era6pr 2015 no 01 ([enpana e (OfEHy Pocoricnou HayqHoM
IIeHTpe xupypruu r4MeHrr aKaAeMHKa B.B. flerpogctcoro> 6rtru npoBeAeHrr Me.qr,rquHcKr.re vc brrauus
YcrauosKlr ylsrpaQuoneronofi 6axrepauuArloft gm oxcrpeHHofi ge:zxrferquu aor4yxa noveqeHufi e
orclrcrBuu rrcaefi OMEfA-0 t -(KPOHT) (e ga,rsHeilueu no reKcry Vcranoaxa), npousnogcrna AO
(KPOHT-M>.
Klunuqecxue ucnbrraHHe Mear-rur.rHcKoro H3Aenr4q <VctaHosra yrsrpa$r.rorerooal 6arrepuququar .4:rr
srcrpenuofi 4esuurperquu Bo3Ayxa noueulesufi B orcyrcrBlrr,r rrc.qefi OME|A-01-(KPOHT>
npoBoAlrJrr4cr, n ifoprlre oqenru o$$errr{BHocru u. 6esonacHocru MeAI4r{r{HcKr4x uzp.er,uit 6ez yuacrut
qEJIOBEKA.

B xoqe ucnr,rranr.rfi oqenuna,rucr,:
- cooTBercTBlre MeALtql.IHcKofo H3AenHr HopMaTneuofi 4orymeHTarlhu, TexHllqecxoft r.r

3KcnJryararlr4oHHofi 4oryueHraqrln rrpoI43BoALITent;
- coorBercrBrre npeAcraBneHHo[ 3arBhreneM AoKyMeHTaI]ul4 ycraHoBreHHr,rM lrpor43BoAureJreM

HA3HAIIEHI4IO I{ TIOKA3AHI.I'M K IIPI,IMEHEHI-Trc;
- nonHora 14 AocroBepHocrb ycraHoBneHHLIx HopMarI,IBHofi 4oryueuraquefi, rexuuvecrcoi u

sKcnnyaraurloHHofi 4onylreHraqueI npon:ao4nrenr xapar<.repucrr.lK MeAuru4HcKoro v3Ae vfl;
- KaqecrBo MeAhuxHcKoro u3Eeru*, oQ$errraaHocrr l.r 6e:onacuocru ero npuMeHeHht

ffi'a
/:.:l"Stt:i.':6Ii
: : . ' :  . I
-. .-:..:j,t-'T

\i;'..31' \ " ' .
\ " :  -

0 0 0 2 2 9



/ 3apaqu ucnnrauufi:

l. Oqenxa oQ$eKTHBHocrtl 4erlluQexqnn Bo3Ayxa c noMolrlbrc ycraHoBKlt'

l.l. [IpoqeH.r cHr.r]fieHur o6qei o6ceueseHHocrl.r Bo3Ayxa npn nrt6paHHotrt MI4HIlManbHoM

An hreJl bHocrl.l pa6ovn v peNnlue (7 ir't r'lryr) Ia o4u orparHou o6lyveHueu'

|.2. flpoqenr cHr4xeHr.{e o6ceuesesHocfl.r Bo3Ayxa 3onorl,lcturu cT a{unoxoKKoM npl4 Tex

pexHMax Pa6orst YcraHoexu '

2. Cocrasrenue 3aKJrloqeHur o qelecoo6pasHocrlr [puMeHeHuq ycTaHoBKLr B npaKTlrqecKllx

yclonurx JIflY.

Vcnttragus npoBoAltngcb B noJrHoM 14 ToqHoM coorBercrBlle rpe$onaunrv cneAyioruux

AOKYMEHTOB:
. pyKoBoAcrBo P 3.5.i904-04 <<ZcnorrsogaHrie ylrrparfuoleronoro 6aKrepnqhAHoro I43ryqeHI'Iq

4:rr obessapaxltBaHut Bo3Ayxa B noMelrleHutx))'
. pyKoBoAcrBo no sKcrrJryararrulr VcraHosKr.r yrlrpaif rlo:reronoft 6arrepu[uanofi Anq

ercrpeunofi ge:unQer<quu Bo3Ayxa noMeuleunft n orcyrcrnnu moaeir oMEfA-01 <(KPoHT).

,{lu npooegeHnr ncnr,IraHnfi 6rtlu npe4r'relenst:
- vcraHoexa y,lsrpa$no,leroear 6arrepuquA1afl Lns. srccrpeHHofi AeraHserquu Bo3Ayxa

noueurenufi B orc)'rcrBl4l'l lroaefi OMEfA-01-(KPOHT) sae'NsO01;
- pyKoBoAcTBo no 3Kcnnyaraur{l4;
- I4HCTpyKIII4 t nO npl4MeHeHr',Irc

Onucasne [3AeJlIrr' pextllMI'l pa6orbl.

YCraHoexa (o6lyuarelr oTKp!,ITOro THna) upegHasuaueHa Ant yCKopeHHofO oOe33apaxHBaHI4{ Bo3A}xa

noveuleHuil Jlflv e orcyrcTBHr4 rrcAeR npn noaforoBKe noueu.(eHuii x QyHxryroHnpoBaHI4IO (B

KaqecrBe 3aKJlrorrr4TeJlbHor.o 3BeHa B KoMnJIeKce caHI4TapHo-rufueHl{qecKl'lx veponpurrafi) Alr

cHr4xeHI.tt vrarpo6Hofi o6ceMeHeHHocrl4.
o6lacrr npr.aMeHeHr.rr - BCe noMeuleHHr, B KOTOpbIX BO3Ayx HopMnpyeTcs no ul',rxpo6nofi

o6ceueneHnocrrE B coorBercrBr.rg c CanfL.rH 2.1 .3.2630-10 <CaHmapno-snnAeMIroJIorfiqecKue

rpe6oeaulrr K opfaHu3ar{r4{M, ocyulecTBnrrcur.IM MeALIqTTHCKyIO Ae.sTenbHocTb) I'I PyKOBOACTBOM P

3.5.1904-04 <I4cno.nsgoeaHue y,llrpa$uO,reronOro 6arcrepnql.tAHofo I43IyqeHI4t 4,lr o6e:rapaNueaHur

BO3AyXa B noMeuleHhrx). ocHoeHsrr,r HanpaBIeHueM ncnoflb3oBaHuq ycTaHoBKH oMEfA 0l-

(KPOHT) rBJueTcr 3Kcllpecc o6e:sapaNUnaHUe BO3Ayxa noMeqeHut oneparyIoHHblx B nepepblBax

MexAy onepaqutMl{.

1 . 3t[semnenocTb o6essapaNznaHHs BO3Ay jHOTO nOrOKa nO 3OJIOTI40TOMy Crai[nnororry - 99,9 %.

2. VcraHosra HMeer rp14 pexHua pa6orul.

,{,,rure,rrHocrl pa6our.rx quKJroB pexHMoB, B 3aBI4Cr{MOCTl4 OT O6',r,eVa noneueHl1Lfl 11 B|1'Aa

Mr4KpOOpfaHr43MOB, BorHo eHur] KoTopbrx npoBoal4rct o6pa6orra, cocTaBJlter: 7 tvlun'' 12 A2Q MUP..

PeNIau I II III

,{,ruremuocrs
pa6o,rero pexl4Ma,
MIIH.

7 12 20

Earrepuqn4uar
sibderrlrsHocrr. o/o

q q q 99,0 99,9 99,0 95,0 o o o 99,0 flo
SnI4AnOKa3aH
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Vcraqosxa o6ecneqagaet aBToMaruqecKoe orxlrroqeHr4e JIaMI no HcreqeHr4u
orKrrorleHnq raMn 3ByKoBof curHan B TeqeHr.re 5 vuHyr onoBeqaer
AE3HH@EKUI,II4

3. i'Icroqsllx u3n)AeHHt - 8 y,rrrpa$no.'reroeltx 6axrepzqlr4nsrx U-o6pa3Hhlx JraMn BbrcoKoi MoxtHocrg
TUV PL-L 95W4P Philips c cyMMapHbrM 6axrepaqn4uuriv noroxor,r 216 Br.
*,{,tl ulloroueHul 6arcrepuqn4HbIX naMn npr,IMeH.sercr cneqt4an6Hoe creruro, o6lagarcuree BbrcoKL1M
roeQ$nqueurov nponycKaHr4r 6arrepuqu4uux yJrbrpa+lroneroBsx :ryvefi, Lr oAHoBpeMeHHO
norJlol{arcUee I43nyqeHue HHxe 200 nrr.r, o6pa":yrorqee l,ts Bo3Ayxa osou. floerony, e npoqecce pa6orrr
JraMn perl4crpHpyeTct npeAenbHo MaJloe, B npeAenax [I!K, o6pa:oranlre osoHa, Koropoe [paKrr4qecKr.r
ucrre3aer nocle 100 uacos pa6orsl launsr.

4. Cpeguuit cpor c,ryx6sr:raun 9000 qacoB npu co6,rogeHun npaBun 3Kcnryarauur4.
5. rlnraHlre ycraHoBxll or cern nepeMeHHoro rorca qacroroi 50 lq nanp.rNesuev 220 B. nplr

orKJIoHeHr{r4 Ha[psxeHr4q ceru Ha +1002 or HoMHHaJrbHor.o 3HaqeHHr.
6. Cyltnaapnaa MorllHocrb, norpe6ruteuar ycrauonxofi or cerr4 nepeMeHHoro roKa ne 6olee 900 Br GA).
7. Pexuu pa6orr,r noBropHo-xparxoepel,reunsrfi .
8. Be:onacsocrb 3Kcrrnyararlr4n ycraHoBKr.r o6ecneqeHa anroplrrMoM pa6or6r: Brc,rrcqesue

6axrepltqngHrtx naMn nponcxoAl-ir rrepe3 30 cer<yH4 nocne HaxarHr rcHonxu <CTAPT>. IIpa erolr
3BytIHT peqeBoe onoBeqeHlle o ueo6xo4uraocTl4 rtoKIrHyTL noMeuleHHe B TeqeHue 30 cexyH4. 3ro
no3BoJlter MeAul-U]HcKoMy nepcoHaJly y Aanvrbc a3 rroMe leHr]r, rAe npoBoAlrrcr ylrrpaouo,reroeoe
o6lyvenue. OrrurrcqeHue 6axrepltqu4Hux ,ravn npousoiger aBToMarlrqecKu no ncreqeHur,r BpeMeHH
o6pa6omu. flocle orrctrcqeHl4.f, raM 3aropaerc.f, r4HAr.iKarop <le:r-rH$enqrar 3aBepureHa)) r :oyrcoeofi
cr{fHaJr B TeqeHHu 5 vnHy'r onoaerqaer o6 oKoHqaHr,tH pexuua gesHutfexqr.ru.

9. Konrpolr pa6orocnoco6Hocru raMn B ycraHoBKe ocyqecrBJrrercr qepe3 KoHTpoJr6 HoMhHa1rhHofo
roKa B KaHane KaxAofi ynbrpaQrao,reroeoii ,raunu. flpu HecoorBercrBr.tu roKa HoMHHanbHoMy
3HaqeHHIo npoucxoAtlr: orKJIIoqeHUe JraMn, BKJ oqaerct cgetosoii t4HAr.rKarop <<Heucnpanuoctt> lr
AonoJIHI{TeJrbHblfi 3ByKoBoil cI4fHaJI, Ha UuOpoBoM ra6,'ro sHcee.{uaaercr HoMep ueuclpaeHoii launlr.

10' @tzrccaqrlr orpa6oraHHoro JIaMnaMIz BpeMeHr.r u KoJruqecrBo npoBeAeHH6Ix ceaHcor o6pa6crxu
(4esllnQexquu) ycraHoBK[l ocyurecrBn.lercr c noMorrlbro qra$poeoro ra6ro. Iloxasas"r aipx".ro
cqerqrlKa quQpoeoro ra6lo - apeutn Hapa6orxfi JraMrr B qacax, Hr.rir(Hero - KorHeesr.Bo ceaHcoB
4esnn$ercqnn.
cqerqux orpa6oraHHoro ,qaMnaMH BpeMeH14 $urcupyer cyMMapHyro Hapa6orry n coxpaHrrer
hMeloqyrccfl uuQopuaqurc npx BllKrtoqeHl-lr.i ycraHoBKH B TeqeHr4e 1 ro4a. flplE 3aMeHe JraMn
npetycMorpeH c6poc nora:axufi c qerq H Ka.

l1.IIo 6esonacHocrl4 ycraHoBKa coorBercrByelrpe6oBaHrirM fOCT P M3K 60601-l-2010 u snnorHeHa
no uaccy saullrrsr I.

12. fa6apuruue pa3Mepbr ycraHoBxrz (1065x350x630) uu.
13. Macca ycranoeru 29 xr.

BpeMeHH quua. Ilocle
06 oKoHqaHr.tH pexHMa



Ilopagorc npoBeAeHue llcnbrraHut

fur oqeuxu orf $exruauocrrl pa6orr,r ycraHoBxu 6r,rnu osr6pauu n.rrrb rroMe 1eHlrfi rcracca qucrorbr
E-B (nepee.raouHse orAe,qenufi cocyar-tcrofi xvpyprnr1 ropoxa,rr,uofi xupyprrn u xlrpypr'ru nuqeBoAa
l,r xenyAxa nnour,aAbrc 24 xv.u, fiaJ]arbr B grr4x xe orAereHr4qx nnoqaAsro 30 xn.u). Llcn:',traHuq
npoBoAr4nr4cr) B KoHrle pa6ouero AHr, Koraa o6ceveueggocr; Bo3Ayxa aocrr.rfJra MaKcHMaJrbHbrx
gHaqeur.rfi. B reqeuun 4ur y6opna nonerqeHnfi c 4e:IlHtplrqnpyrorqr4Mr{ cpeAcrBaMr4, KBaprIeBaHr4e r.r
npoBerphBaH e )Tux noMeueHHn He npoBorHnucb.

flpe4napure:rsuo Bce corpyAHuKr.r, npuBneKaeMble r pa6ore c Ycrauoeroft, 6r,rm4 osHaxolr,.reHrt c
Pyxono4crnou no 3Kcniryararrr4x ycraHoBKI4.

Vcranosxa pa3MeulaJracb no ueHTpy non,leqeunfi, fAe Ma(cuMaJIbHo 6ecnpen.rrcreeuuo
npoucxoAnr pacnpocrpaHeHl.re ynsrpa$rao:reroeux ayvefi. Bu6panHsrft peNulr pa6orn YcraHoertt,t I
(7 n,t uHyr).

,{rr onpege,reuur coaepxaHr4r KoJluqecrBa I,I B}.IAa MI4KpoopraHI43MoB e 1 u' eosgyu-tuofi cpeabr
noMeuleHr4r or6upa:rucr npo6u ro:gyxa c IloMonrblo nprl6opa IIV-lE (ycrpoficrBo aBroMarllqecxoro
or6opa npo6 6uolorurqecr<ux asposorefi eo:4yxa).,{:rx onpe4e:reHllt coAepxaHlIt o6ulero qncla

Mr4KpoopraHr43Moe or6upa.nocr 100 r nosgyxa. B Kaqecree nrrare,rr,Hofi cpeabr acnoJrr3ylor
nurarerrHufi arap Conda nporl3BoAcrBo l4cnatus B qauKax flerpu. ,{r.a ofipeaeneHrd coaepxaHut
cra$luoxoxxa or6upa.nocs 250 n eo:gyxa, ucno:r63yt MaHHLITHo-coneBofi arap (Conda npolr3BoAcrBo
I4cnauux).

Xpurepuu o$r[errunnocru pa6oru MI{:
1, CullNeulle o6ceuegennocru Bo3Ayxa caHr4TapHo-rroKa3areJrbHbrM Mr4Kpoopr-aHr43MoM -

3oJrorr{crr,rM cratf u.:roxorxou
- He MeHee uem ua 99,9o/o B noMeuleHr{.sx I xarenoprzll;
- He MeHee qeu na 99,0% B fioMeureHlltx II xareroprar.r;
- He MeHee qeu sa 95,0% B noMeuleHu.flx IIi xareroputl;

2. CnuNesne o6rqefo q[cra rranxpoQnopu Aolxno 6snr He MeHee, qeM Ha 70Yo or
nepBoHaqanbHofo ypoBHt.

Pe:y.lrrarur orreHXLr KJrrlHuqecxofi s$Senrunnocru Vcranoexll rpegcraerena n T a1twJax 7-2.

Ha:xaveuue,
KaTerop[q v
o6r,eru
NOMElIIEHII'. KB.M

Bpemn
o6pa6ornu,
MIIH

KOE" s lm'
BO3Ayxa
noMeI]IeHIlq
ao o6pa6orxn

KOE" e lru'
BO3AlTa

IIoMeuIeHIlq

nocne o6pa6orrn

3QQemrunuocrr
o6,ryveuun,
o

flepena:ovnar J',M
24 re.r{.

7
)JU 1 3 0 75%

flepenrsovrar J\!2
24 re.M.

7 150 20 87%

fleperrsovHa.r Ne3
24 xs.t',i.

7 60 l 0 84%

llamra Ns 807
30 r<s.M

7 750 40 95%

Ilanara Ns 1004
30 rg.u

7 860 l 0 99%

Iloc.ne nponeaeulra o6pa6orxu - aHaJrIr3 psy!'IbraroB no KoruqecrBy rco,roulteo6pa:yrcqnx
eAnHlrq o6uleii o6cevrenesnocru Bo3Ayxa rroKa3aJl oQQenruenocrr pa6orrt ycrauoBKlt cBt'I[re

70%o, n nexoropbrx rroMerrleHrrqx 6o,ree 9070.



/. Ha:uauenlre,
KaTeropus pl
o6r,eu
roMeueH[q, KB.M

BpeMs
o6pa6orxu,
MIIH

St,aureus
BO3Ayxa
|lOMEUIEHII'
ao o6pa6orK[

St.aureus
BO3AyXa

noMel_qeHI|q

nocne o6pa6orrcu

SQQelcrunnocrr
o6,ryveuun,
o

llepear:o.+rar Ne 1
24 rcs.u.

7 He o6napyxeu

flepeea:ouuar No2
24 rcs.M.

7 He o6napyNen

llepeea:ovnar Ne3
24 rce.u.

1 He ooHapyxeH

llarara Ne 807
30 rg.M

7 8 0 100%

Ila:rara }lb 1004
30 rcs.M

7 12 0 100%

St.aureus (eo.rorucrsrii crar[lr,rorcorn) B rIepeBq3oqHbIx He o6Hapyxen. B na,tarax -

aHaJIIr3 pByJI[,TaTOB nO ROJrr.IqeCTBy B BO3AyXe KOJ'rOHHfi 3OJIOTrICTOTO CraQU'rOnOXra IIOKa3aJI

erlr[enrunnocrr pa6orbr ycraHosxu 100yo.

B xo4e npore.qeHufl ucnsfiaHnfi 6lt,'ra orN4eqeHa npocrora u yAo6crBo sKcnnyaralllr4 Vctanoexu,

HeI4CnpaBHOCTH He BO3HI4KaJlh.

SrcnnyaraquouHbre xapaKTepucruxa YctaHoexu, yra3aHH6te e Pyxoao4croe no 3Kcnnyaraur't14 [t

r.rHcrpyKqr4r,r no [pxMeHeHr.rrc, B noJIHofi Mepe coorBercrsyrcr tfarrltuecKnM xapaKrepucraKaM

npeAcraBJreHHoro Ha r4cnbrraHr4q o6pasqa. OrveueHo, qro B PyKoBoAcrBe no 3KcnJlyararrh I-t Aocryi'IHo
H B rroJlHoM o6beMe r43noxeHbr npaBxna nolrb3oBaHr4t YcraHogKoft t,t noptAox npoBeAeHl4l

o6es:apaNunauur Bo3ayxa c rroMolrlbro Ycranogxs.
B qelrx 6esonacHocrr4 npuMeHeHr4r VcraHoaru, a uMeHHo. cnyqafiHoro HexenareJlbHoro

no34eficrelu yn6rpaouoneroBoro Lt3ryqeHl'tt Ha rlepcoHan, npeaycMorpeHa 3aaepxKa BKJIIoqeHufl

naMn 30 ceKyHA, qro Ilo3BoJrrer cBoeBpeMeHHo noKl4Hyrl o6pa6arstnaeuoe noMerqeHl.Ie, I4

aBTOMarHqecKoe oTKrrcqeHHe nocre oKoHgaHLlg u Kna o6pa6orKl4.
Haruqrie rluQpoBoro cqerqr-rKa, perr4crprlpyrouefo BpeMt Hapa6orxlr ynrrpaSnoleroa6IX raMn,

ynpouraeT KoHrponb cpoKa cnyx6bl naMn.
Cseroerre r.rHArrKaropbt, r.rH{oprtr rzpyroruue 06 oKoHrraHu14 III4Kna o6pa6orKl,I t o BbtxoAe I43 crpot

o4uofi u,rlr HecKo,rrKLIX yn ETpaQr{oneroBbrx ,,raMn, r.r coorBercrByrorur4e 3ByKoBbre curHaJII'I, o6nefqa}or

pa6ory nepcoHala B ycnoButx noBbImeHHot 3arpyxeHHocrl4.
Konecnue onopbl ycraHoBKr4, no3BoJrrror cBo6oAHo nepeMeqarb ee, HaJrIrqI{e ropMo3oB AJtor

BO3MOXHOCTT, HaAe)rGO 3aibI4KCI4pOBarb HenocpeAcrBeHHo Ha MecTe Hcnorb3oBaHI',t.fl.



BrrnoArr
B perynsra,re npoBg,qeHHlrx zcnrnasuft ysranosru ynbrpaQuoneroBofi 6aKreprlqr,rAHoft Alse(crpeHHofi 4eSuu(perqlru Bo3,qlxa noruerqeuufi B orc),rcrBr.rrr ruo.qeft oMEfA-O1 -(KpoHT>
noArBepxAeHa siflperruruocrs ee pa6orn.
YcraHoeKa Bo3MoxHa AJrr r4c[orb3oBa'r' B noMerqe'wrx I-III Kareropux B KaqecrBe
3llnJlloql'neJlbHoto 3Tana IIpu IloaroroBKe noMerqeHvr x $ynrcqlronupoBaHuro, B ToM quqne B qeJrrx
rlpoBeAeHnr ycropenuoro o6eesapaxr4BaHr4.f, Bo3Ayxa.

Pyrorogurelr uccle4onanzfi :

Bpau enu4euuoaor

Hccle4onare,rrcKa;r rpynna:

H.c. rpau 6arcrep aolon

flouoqnur npa.ra grrr4AeMr4oJrota

@em4ruep .na6opanr

/Huro:rrcxa"a IO.B./

fua---t*rvronar.M./
l , 'W,or ' r r 'nnoeao.A. /

UWJI rcornaxoga T.B./


