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1. O6uue roJIo)KeHpIt.

1.1. IIoJroxeHHe o BHyrpeHHeM KoHTpore KarlecrBa n 6esouacHocrl{

ve.rTrrTrncxofi AetrenbHocrtl n MEIOy A/c J{s 28(la:tee MEIOy)

)'crauaBJtr{Baer e.4zHrrfi rropflAoK opraHu3a\vvr I4 rlpoBe4euvrfl. BHyrpeHHero

KoHTpo Jrs,3a coorBercrBr,reM KarrecrBa BbrrroJrHfleMbrx Me.{uuuHcKLIX pa6or (yclyr)

)'crau o B Jr eHHbrM rp e 6 o n a:nuflM ( cran4 ap ravr ) .

l.2.Hacroruee floloxeHlre pazpa6oraHo B coorBercrBl4u c:

(DelepanrHbrM 3aKoHoM or 22 nos6pr 20Il J\|l 323-03 (06 Ourosax oxpaHbl

3ropoBbq rpiDK,{aH B Poccprficroft @elepaqr4v>>; fIocraHoBJIeHI{evr fIpaBI4TeJIbcrBa

Poccuficrofi (Deaepaqvftr or 16.04.2012 J\b 291 (O nuueH3npoBalalzlz,

Me.tr[[trncrofi AerrenbH ocrr{ (sa ucrJIrorIeHI4 eM yK€t3aHnoft AetrenbHo crll,

ocyrUecrBJureMofi rueAprrlprHcKrrMtr opraHI43aIIpLsMu u I.PYTLIMI4 opraHl43ar\krflMrl'

BXOA_fl qr,rMLr B rracTHyro cr{ cTeMy 3Ap aB o oxp aH eHvlfl, Ha TeppvT opuLr

HHHoBarIproHHoro rIeHTpa " CKoJrron o " ) ; llo crauoBJreHl{enr flp anl{TeJlbcrs a PO or

25.09.2012r. Ns 1I52 <<06 yrnepxAeHr{r rroJrontenvrs. o focyAapcrBeHHoM

KoHTpo Jre KarrecrB a pr 6 es ou acH o crl4 M eAI,IIIHH cKo it 4esr e.IIbH o crl4 ) .

1 .3. I{eJrbro BHyrpeHHero KoHTpoJr.rr KarlecrBa IE 6esonacHocrl,I MeArlquucxofi

AerrenbHocrrr (4anee - KoHTpoJr,[ KarrecrBa MeAI4rILIHcKofi nouorrlu) flBlrfl.ercfl.

o6ecuerreHpre [paB rpax{AaH Ha rroJryrreHr,re MeA[rIHHcrofi rIoMoIrIn ueo6xoAllMoro

o6terua vr Ha1nex{arqefo KarrecrBa, Ha ocHoBe craHAaproB MeAuIII{Hcrofi rIoMorrII{,

ycraHoBJreHHbrx rpe6osalnir K oKa3aHl{ro MeAulll4ucxofi noMoIrIV, d raK xe

rp e6 on auuiq np eAbrBJrreMbrx K MeALTTIrIH cKofi u ovtorqu B M eAkI tlnu crofi

rrpaKTuKe.

I.4.3alaqavrr KoHTpor.rr KarrecrBa MeArlrll4ncrofi rroMolrlrr flBlrflrorcq: [poBeAeHI{e

KoHTp o Jrr KaqecrB a MeAr{rlr4u crofi rr oMoIrI 14; p en4crp allrt p e3ynbraroB

trpoBeAeHHoro KoHTpoJrfl KarrecrBa MeAulluHclcofi tIoMoIrIn ; oIIeHKa

opraHr.r3aur.roHHbrx rexHoJrorwfi oKa3aHu,fl MeALIIIpIHcKofi nouolqlr; I{3)nreHlae

y.4oBnerBopeHHocrr{ poAr4Te teit oKa3aHuofi MeAl,IquHcxofi noMolrlbro; anaIrvr3

AaHHbrx, ilo[JrqeHHbrx npu npoBeA enr4vr MoHLITOpI4Hfa IIOKa3aTelefi KarIecTBa

MeArrrluncrofi roMolrlu s MEAOY; roAroroBKa rpeAnoxenplfi p.nfl

M eAHrIuH cKoro p a6 orn vrKa ) H arrpaBJIeHHbIX H a ycrp aH eHLI e rlpIa.rlaH

Bo3HprKHoBeHr,rx 4eSeKToB MeArrrlr4ucrofi rIoMoIrIrI, rIoBbIIrreHLIe KaqecrBa 14

e Q Q errprB Ho crpl oK€t3bls aeN,Iofi M e.{I4IIHH crcofi rr oMo IrIt4 .

1.5. llo LrrofaM [poBeAeHHoro KoHTpoJr.f, KaqecrBa MeAllqrIscrofi [oMoIrIn

MeAuqnncroft opfaHnsarlzefi pazpa6arbrBarorcfl,r4 pearl{3ytorct MeporpvrfrTufl,no

ylrp aBn eHraro KaqecrB oM M eAr.rqran crofi rr oM o rrlu : [pLrH flTve pyKoB oALI TeneM

NGAOY (unu 3aMecrlrreJreM pyKoBo 4rrenn) yupanreHqecKplx peruenufi,
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HalpaBJreHHbrx Ha ycrpaHeHue npr{rrr4H Bo3HHKHoBeHI{t AeQeKToB MeAPIII[HcKofi

rroMoqrr, rroBbrrueHr{e KaqecrBavr eQQenu{BHocrE oKa3brsaeN,Ioft MeAllql,Iuclcoft

troMou,r, c oB eprrr eH crB oB aHH e opraHu3 aIIpI oHHbIx rexHo Jlorufi oKa3 aHuf,

Meitflqr{u cxofi 11oMorrlu ; [naHrrp oB aHpre Mep orrpl4truit, uanp aBneHHbrx H a

ycrpaH eHrr e 11puquH B o3Hr4KH oB eHlrx 4 e S eKToB M eApIIII{u crofi rIoM oIrII4,

rroBbrrrreglre KaqecrBa:n e$Sexu{BHocrlr oKa3blsaeNdofi MeAl{qIancrofi rloMorrlll,

coBepmeucrBoBaHue opraHlr3arllroHHbrx rexHoJlornfi oKa3aHl{fl MeAnIluscrofi

troMonTq; ocyqecrBJreHlre KoHTporIt 3a peafir4sar\vefi npnuqrblx ylpaBneHrrecKl{x

pemesnfi g.II1' BbmoJIH eHLI eM rIJIaHa Mepolp usruit.

2. flopx,uoK opraHrr3arluu u rpoBeAeHlrf, KoHTpor.l KaqecrBa MeArUuHcrofi

uoMorr[tr.

2 .2 . KourpoJrb KaqecrB a MeAprrluu crofi r oMoIrIIl o cyru e crBr.f, ercfl :

- pyKoBol1trTeneu MEAOy, Bo BpeMr ero orcyrcrBvrs. JII{IIOM, ero 3aMeHflroIqI{M; -

BpaqoM AercKofi uonnKJr[HprKn. Bpau AercKofi noTIKJILIHLIKI4 ocylqecrBJlter

KoHTpoJrb KaqecrBa u 6esonacHocril MeArrIIrIHcKofi AesreJlbHocru I paz B KBapraJI

c trpoBeprcofi npaBlrnbHoro oQoprraJreHlrfl MeALIIIuHcKI{x Kaprorrer (ne MeHee I0%).

2 .3 . Ors ercrB eHHbr fi, sa rrp oB eA eHr4 e KoHTp onfl H ec er rI ep coH €trlbHylo

orBercrBeHHocrb 3a o6rerrlrBHocrb orIeHKI{ KarlecrBa oKa3aHnofi MeAI4III4scrofi

troMorqu rp14 [poBeAenvrv KoHTpoIfl KarrecTBa MeArallllncrofi [oMoIrILI B

coorBercrBlru c TpyaoBbrM KoAeKcou Poccuficrofi @e.qepa\uvr u AonxHocrHbIMI4

HH.CTpyKrIvrflI[.|dr[.

2.4.Konrporb KaqecrBa MeAr4Ulrncrofi rloMorrlu rpoBoALITcf, s o6racrn:

- MeAHrILrHcKoro na6ruo4elaprfl. B neprroA aAarrra\uu K ycnoBr4flM AercKoro caAa

BHoBb nocryrlrlBrrrux Aerefi .

- BeAeHne yrerHo-orrrernofi AoKyMeHTaII[Ii ycraHoBJleHHofi Qopnru;

- ocHaqeHrre MeAr,rquHcKoro ra6usera na6opoM LIHcrpyMeHTapI{fl'

trepeBt3ollHbrM MarepuiuloM ;

- BeAeHne yrera ga [onyqeHlreM r,r pacxoAoBaHI'IeM MeALIIIUHCKI'IX [pe[apaToB:

cbrBoporoK, BaKuuH, co6lroAeHueM cpoKoB roAHocrLI, xoJloAosofi uerlz,

rropr4KoM yHr{rrroxeHr4s MeAr4rILrHcKr{x orxoAoB (CfI 3.3.2.1248-03 <<Ycnosll.f,

Tpancnoprr4p oBKLr r4 xp aH ennfl. r,rMMyH o 6z ol orl{qecKl{x ilp en aparon >>, MV

3.3.2.176I-03 (llopqAoK yHlrrrrolKeHlrr Henpr4roAHbrx K r{crOJIb3oBaHI4rO BaKTII4H

E aHaroxcuHon>>):

- 3afroJrHeHLIe Kapr upoQnnaKrllqecKl4x TIpLIBTIBoK (0. 63lY);

- cBepKr,r c BpaqoM exeMecflrlHblx IIJIaHOB IIpIBUBOK, [pOBeAeHLIeM AHAIIU3a

BbmoJrH e:etufl, e)KeM e c.rrrrHoro [naH a up o SunaKTpIrIecKI{x tIpIdBuB oK ;
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_ trpoBeAeHlreM rroA KOHTpoJTeM Lr B flpucyrcrBlrr.BpaqalrMMyHv*awvr 
B paMKax

E arrr4oH aJrbH oro KaJreH trap flnp o QunaKTtIqecKLIx IpLIBI{B oK LI KaJreHA ap fl'

u p o Q n n aKTr,r q e CKLIX II p LI B LI B O K fI o 3 II LI A e MI4 rI e cKII M II O K a3 AH'VTflIvI;

- ruQopMprpoBa'LreM poA'rre nefi.(saron'blx [peAcraBplreneft) B.'TIIITaHHLIK.B o

Lra'Epyerraofi r,rMMyHOnpo$HJraKTLrKe, uposlrJraKTlrrrecKlrx ocMoTpaxvr Apyrux

\fe.TF{U}rHCKr4X Mepo[p r,flTVrflxAOrrrKOJrbHLrKoB rr npoBOAI4T I4X rlocne [onyrre''vrfl

pa3pertr e*r4fl;- opraH r43a'*vru [poBeAeHlrf, AoBparre6noro nposunaKTurrecKoro

}TC TTTtrIIHCKOTO OCMOTPA BOCIETAHHIIKOB;

_ opra'rr zawr4r{ [poBeAeHlre npo sunaKTr4rrecKlrx M.ALIU''HCK'I* o cMOTpoB

BOCTTHTaHHIIKOn (npaue6nHfi ' cleq'Uurlr3r.poBanuHfi) coBMecrHO C BparroM;

- u--raHr{poBaHprfl Lr [poBeAeHrrr upoS?IJIaKTI{qecKlIx IpPIBLIB.K BceM noAnexaull4M

BaKtrrrH a\uHBOCfrI{TaHHLIKaM C yrerou 4eficTBylouefo KaJIeHAapq IpLIBIIBOK I{

c)rtrecrByrouprx rporlrBorroKa3 auuit (rlpraras Ngzzg or 27.06'01 r' <o

g a rTr o H airbH OM KaJIeHA ap e IIp o Qularu4rIecKLIX 
ilpIIBLIB OK fI o

3ns.re\rronorurrecKlrM rroKa3aHr{flM>. flpuras Ng 1 4 or 1 1'0 r '07 r' <o BHeceHI{LI

rr3\reue nuit'B npplKag Ns 229 or 27 '06'01);

- trpoBereHlrs [porrrBogrr'rAeMr4rrecKux nn [posunaruqecKllx MeporrpvrflTr4ft no

trp e flTrp el*,rl eHuro p aclp o crp a*e'vrfl, un s erq'r o H Hbrx u '' ap a3l{TapHbrx

ra6 ore sail[{irB AOIIIKO JIbH oM O6p a": oB aTeJIbH OM y'Ip exAeHULI ;

. - KOHTpoJur TeMrrepaTypHoro pex'Ma *.'.ALIJIbHLIKOB' c oTMeTKOfi e

re\ileparypHoM xcypHaJle' rpoueAypHofo ra6unera;

- Ko'Tpoffr 3a cocroflH'reM u coxpaHHocrbro lIHcTpyMeHTapI4fl' JIeKapcrBeHHbIMI{

cp ef c rB alull, g eanH Q uUHpyIoIILI MI{ I{ M o IouI r4y1vr cp eA cTB aMn ;

_ trp aBrlJbH Of o ',pr'rf oroB JreHLrfl Ae3p acrB Op on (cornacHo M eroAlrrre cKr.IX

pexo\teruauufi);

- trpoBef,eHr{q KBaprIe Ba*vrfl.rrporleAyp'oro ra6unera rlo rpasury' BeAeHvrfly"era

pador' 6arrepr4ur.rAHbrx o6ryqareJreft, o [poH3BeAeH[LI 3arILIcb B xypHure)

[o'rpox{pyer cBoeBpeMeHHyro 3aMeHy, orpa6oTaBrlrux cpoK JraMrI (PyronoAcrBo

p i.5 _I 904-04 prcuoJrb3oBaH're ynbrpaSuoneroBofo 6axrepuquAHoro LI3JIyqeHr.fl

L-,Ao 5 e : r ap axtplB aH pIfl B o 3AyXa B II o M gIII eHLIfl p> ) ;

- oxa3aHu-fl AoBPaqe6uofi neouoxnofi rroMolqu;

_ xoHTpo--rfl 3a cBoeBpeMeHHbrM rrpoxo)KAeHlreM nep'roAr4r{ecK'X M.ALIUI'IHCKI'X

c,. \rorp oB c orpyAHr,rKoB AorrrKo JrbHor o o 6p a^: oB areJIbH oro yr{p exA e*krfi'

-1 . 3arcnoqllTeJrbHble rronox enr4fl"



3.1. B uacroflrqee flonoxeHtre rro Mepe neo6xoArrMocrrr, BbIxoAa yxasanwtrt,

IteKoMenlaUllfi Bbrrrrecrorqnx opraHoB Moryr BHo cr{Tbct rl3MelJeH'vrfl' vI

AonoJrH e;glnfle Koropbre [prrHr,rMarorcfl o6lqurvr co6paruleM rr yrBepxAarorcfl

3aBeAyIorqLIM IleHtp ona .

3 .2.Cpor Aefi cm vrfl. :nacrorrqero flonoxeHufl He orp aHuqeH. floloxeHHe

Aeficrsyer Ao rrpflHflTnfl.IloBoro. e
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