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flpuloNeHue I
Yrnep>r<geuo M fJraBHofo Bpaqa or
23.01.2020 r.

floloxeune o noprAKe opraHu3arlru n [poBeAeHr.rr BHyrpeHHero KoHTporq
KAqECTBA N 6CSOUACHOCTI' MEAI{II IT HC KOfi AEfl TCJI bHOCTII

B IBY3 PK < KIIB Nb 5>

I. O6ruue roror(eHnq

1 . 1 . Hacro{rlee lloloxen r4e y er aHaBJr HBaer rpe6 onaru4r K opra Hkrca\w
c I'IcreMbI BHyrpeHH ero KoHTporr Kaqec rBa v 6 es onacHocrr4 MeAr4ur4Hcr<ofi
AeqrerbHocrl4 (4anee BKK z EM[) s fBV3 PK (KP[E Ns 5) ra paspa6oraHo B
COOTBCTCTBW C:

- @e4epanbHblM 3aKoHoM or 2l.Il.20II Ns 323-@3 (06 ocHoBax oxpaHbr
3AopoBbr rpalrAaH n Pocczficr<ofi @e4epaquz>;

- npl4K€Boir,r Muu:4paBcoupa3Btrrtrfl or 05.05 .2012 J\rs 502u <06 yrnepxAeHr.rr4
rloptAKa co3AaHllf, n AeqrenbHocrr4 npave6nofi KoMr4ccrzn B MeAr4rrrzHcr<ofi
opfaHr43arJldr4>>;

- rlpllKa3ovr Mzn:4paBa or 07.06.2019 J\lb 381u <06 yrnep)KAeHnr4 Tpe6oranzfi x
opraHI43aIII4I4 Lr [poBeAeHHro BHyrpeHHero KoHTponr KaqecrBa v 6esonacHocrt4
MeAr4 ur4Hcxofi ne.srenbHocrr4)) .

1.2. BKK v EMA B fEy3 PK (KIIE l\b 5) opraHkr3yerc.s kr rpoBoAr4rct
YnolsouoqeHHblM nI4IIoM [o Kar{ecrny z 6e:oracHocrl,I MeAI,IrIr{Hcxofi AerreJrbHocrt4
(4anee - VnolnoMorreHHble nzqo) B rlenrx o6ecne.reHu-s [paB rparKAaH Ha nonyqeHr,re
MeAI4III4Hcxofi rIoMoIr{kI Heo6xo4nMoro o6reua 14 HaAner(axrero KaqecrBa B
coorBercrBtrr4 c nop{AKaMr4 oKa3aHr4q MeAurluncxofi rroMorrlr4, c yqeroM craHlaproB
MeAI4IIZHcrofr noMolrlv v Ha ocHoBe Knr4HHqecKL.rx peKoMeHA a:qtuit, a raK)r(e
co6mo4enus' olszareJlbHblx rpe6onaHuit x o6ecneqeHr4ro KarrecrBa u 6ezonacHocrrr
MeAr4 rlr4 Hcrofi AeqrerbHo crrur.

1.3' OcHosHrtMI4 3aAaqavrz BKK u BMA e fBV3 PK (KIIB J\b 5) rBJrrrorcr:
1) pa:pa6orKa pr peanvrcar\ufl Mep [o rroBbrrrreHkrro KaqecTBa MeAzur,rHcxofi

rIoMoIrIZ Ant rlpeAynpexAeHvIfl., BbrflBrreHufl 14 npeAorBparrleHr4q pzcKoB, co3Aaroqr4x
yrpo3y xrr3Hl4 14 3AopoBblo rpaxlaH, 14 Mt4HlrMr43ar\vrv [ocJreAcrsuir ux HacrynneHu.f,;

2) o6ecneqeHnfl 14 oIIeHKa co6mo4euvrfl ilpaB rpaxAaH B csepe oxpaHbr
3AOpOBbr rrpr4 ocyqe crBn e Hzr4 Me AI'i'rJr4U CXOft reqrenbHocrlr l

3) o6ecue'IeHHe Lr oIIeHKa [oprAKoB oKa3aHzfl MeAkrrlr{Hcr<ofi rroMorrlr4 14

craHAaproB MeAr4rluucxofi [oMorur4 ;

4) o6ecneqeHve 14 oIIeHKa co6mo4euLrfl rropflAKoB rrpoBeAeHrrr MeAr4ur4HcKr4x
3KClepTI43, MeATTIIUHCKHX OCMOTpOB V Me II..{[\]y'HCKT4X O CBr4AerelrCreonauzft ;

5) o6ecleveuzq kr oIIeHKa co6mo4euzx MeAr,rur4H cKkrMvr pa6oruzxauz Lr

TJIaBHbIM BpaqoM fBy3 PK K[ENs5 orpauHueuuit, HaJraraeMbrx Ha yKa3aHHbrx nr4rl
trpLI ocyqecrBIreHr4K uMkr npo0eccHoHamHofi AeqrenbHocrz B coorBercrBzrLr c



(De4epanrHbrM 3aKoHoM or 21.11.2011 J\b 323-O3 (06 ocHoBax oxpaHbl 3AopoBbq

rpaxAaH s Poccuficxofi Oe4ePaqnu>;

6) o6ecneqeune v oueHKa COOTBeTCTBI'If, OXa^SrInaeN',IOfr N1e'fHUI4HCKI4MI{

paoorHut<aMH MeAutluncxofi IIOMOLIII4 KpuTepI4sM OIIeHKI'I KarIeCTBa I{eJHUHHcxofi

IIoMotIIu,aTaKXepaccMoTpeHuenpuql,lHBo3HI4KHoBeHLIflHecooTBeTcTBHcKaqecTBa
o Ka3 br B aeu o fi rrae 4raquu crofi IIOMOUIU yKa3 aH HbIM Kp I4Tep vflM;

8) ngnonHeHue MeAI4IIIIHCKI4MII pa6oruuxaMu AoJIx(HocTHbIx I4HcTpyKUVvr B

qacTr4O6eCueqe HLlfl. KaqeCTBa 14 6egOnaCnOCTI4 MeAI4III4HCXOfi AetTenbHOCTH;

9) [peAyrrpexAeHr4e napyurenufi npu oKa3aHI4I{ MeAI4UI4HCxOfi IIOMOIUU'

rBJIf, TOIqUXCfl p e3yJlbraroM :

_ HeooorBercrBr,g oKa3aHHofi vreAraqrascrofi noMolqu cocroqHl4lo 3AopoBbq

naq1aeHTa c yr{eToM CTeIIeHu IIopa)I(eH}Iq opraHoY w (unu) Cucreu OpraHI43Ma lu6O

HapylxeH uitt vtx $ynrqrafi, o6ycrrt"leHsofi sa6o;tesaHueM I{JII4 cocro{HueM tw6o ux

OCJIOXHEHI4EM;

- He BbIIIOJIHeHI4q, HecBoeBpeMeHHOfO VIrkI HeHalnexauelo BbIIIOJIH9HVfl

geO6XOAIaUltx [aIII4eHTy npOQr'rnaKTl4r{eCKI4X' AI4aTHOCTI'IqgCKLIX' leqe6nrX v

pea6VnVTaIII4oHHbIX Meponpustuit B CooTBeTaTBVkr c nopsAKaMI4 oKa3aHut

MeAUUT4HCKOfi froMotrln, c yI{eToM cTaHAapToB MeAI'IqI'IHCKOfi IIOMOUIn v Ha ocHoBe

KJIIIHNAICC KI,IX PEKOMEHAAIIIfi ;

- Heco6nrc AeH;glfl cpoKoB olr.:/.aaHr4g. Me[r4IJr4HcKofi rIoMoIrI]I, oKa3bIBaeMoI4 B

rrJraHoBoM noprAKe, npoBeAeHr4r orAeJrbHbrx Ar{arHocrrrqecKr4x o6creAoeauuit' kI

KoHcynbr a\uit npa'refi - cleuua^IlllcroB ;

10)ycrpaHeHr4errocilellc'isufr.t'Irpl4r{uHHapylxeHuit',usttwIeHHbIXBpaMKax
rocKoHTpoJrq KaqecrBa 14 6egonacHocrr4 MeAr4rlr,rHcKofi AeqreJlbHocrl4' BeAoMcrBeHHoro

KoHTpoJrr Kar{eCTBa u 6egOuacHoCTI4 MeAI4IILIHcxOfi Aef,TenbHOCTlI, O6tevOn' CpoKoB 14

yclonnfi oKa3aHHq M9AIIOMOIIIU, BbIflBJIeHHbIX B paMKax KoHTpOnt Kar{ecTBa

ralnotorqra SonA AMu o6fl3aTeJlbHoro MeAIIUI4HCKOTO CTpaXoBaHvIfl' vI CTpaXOBbIMH

MeAr4rIr4HCKlrMtr opfaHu3a r\vrfl"n't B cooTBeT CTB."V. C 3aKOHOAaTenbcTsol\a Poccuit'cxoit

Oe4epaqrau o6 o6qs areJIbHoM MeAI4 ITHHOKOM crpaxoBaHnr4;

1l) rrpvHflT:|le ynpaBneHr{ecKl4x peureHr,rfi [o coBepIxeHcTBOBaHI4tO TIOAXOAOB'

ocyuecrBJleHl4lo MeAI4III'IHcrofi AeqrerbHocrblo'
1.4. OreercrBeHHbIM 3a opraHI43aIIHro : rlpoBeAeHrae BKK u EMA tBJlterct

3aMecTI,ITeJIbfJIaBHofoBpaqaIIoMeAI4III4HOKOI4l{aaTr.
l.5.VnonHoMOrreHHOe nUqO [O KatIecTBy v\ 6egonacnocTl'I MeAVIII4HCXOfi

AeqTelbHocTlt ocyqecTBlqeT cBolo AetTenbHOcTb Bo B3aHMOAefi'ctsVu C ApyrHMI4

cnyx6aMlr r{ crpyKrypHbrMr4 rIoApa3AeneHI'ItMra fEY3 PK (KIIB J\b 5)' a raKxe B

np eAen ax c s o e ft KOMrreTeH III4 14 C O CTOp O HH I4MII Op f aH v3aI\vIflMVI

l.6.YuonHoMor{eHHOe nuqo IIO KaqecTBy v 6egonacHocTl4 MeAHIII'IHCKOI4

AerreJlbHocrr B cBoefi pa6ore pyKoBoAcTByeTcq coBpeMeHHbIMI4 MeroAaMI4 V

rIpI4HrII4rI aMI4 ynpaBJIeHI{.fl Kaqe crBoM B 3Ap aBooxpaH eHI4I4'

1.7.llo perxeHr4ro fraeHorO Bpaqa paspa6arblBaloTot I'lHbIe JIOKa'IIbHbIe aKTbI B

paMKaXBHyTpeHHefoKoHTpoJI'BcooTBeTcTBv|v|cHOpMaTI4BHb-IMI4[paBoBbIMVaKTaMV,
pefnaMeHTr4pyrorur{Mn Bonpocbl opfaHl43aql4l4 MeAI4III4HCKOfr AeqTeIbHOCTll' B roM

qr4cJre noprAKaMu oKa3aHr4q MeAI,IqUUCXOfi IIOMOIII4, a TaKXe C yqeToM CTaHAapToB

Me.rllrur,rHcKofi IIOMOTqU, Ha ocHoBe KJII4HI4qeCKI4X peKoMeHA ary]/.fi,.



1.8. llo perreHr4ro fraeHoro Bpar{a p.nfl ocyqecrBreHvrfl Mepoilpl4trl4l4

BHyTpeHHefo KoHTpoJrfl MofyT [rpr4BneKaTbct HayqHble I'I IIHbIe OpfaHLI3aIIUU' yrleHble

14 crIeqLraJII4cTbI.

II. Oprauu3aIIuq rpoBeAeHl{fl Mepo[pHqrHRt
ocyulecTBJrfleMbrx B paMKax BHyTpeHHefo KoHTpoIq KaqecTBa H

6egonacHocru MeAHutrHcrcofi AeqrerbHocrlr.

2. 1. BuyrpeHunfi KoHrponb BKJ[oqaer cneAyroqlle Mepo1rpvf'rvfl;

- orIeHKy KaqecrBa u 6esouacHocrrr MeAI4uI4Hcxofi AetreJlbHocrl4 fEy3 PK

KIIE J\&5, ero crpyKrypHbrx rroApa3AeneHr,lfr nyreu npoBeAeHuq rraHoBbIX H IIeneBbIX

(euenraHoBbIX) rpoBepoK;

- c6op erarvrerr4rrecKrax AaHHbrx, xapaKTepl43ytoql4x KarreerBo u 6egonacHocrb

MeAr4ut4Hcxofi AeqrenbHocrl,I fEy3 PK KIIB J\!5 u ux aHaJrLr3;

- yr{er He)r(eJrareJrbHbrx co6rrruft [pI4 ocyrlecrBIreHlakr MeArrlruHcxofi

AerreJrbHocrz (Qarron Lr o6croqreJrbcrB, co3Aa[oIrIkIX yrpo3y trpwlvHeHnfl' vurv

rroBJreKrxux trpvqvHeHr{e BpeAa xlr3Hr4 14 3AopoBblo rpa}I(IaH 14 (utm) MeAI4IIIIHcKHX

pa6oruuxon, a rarcKe rrpr{BeArxux K yAnrrHeHI4Io cpoKoB oKa3aHI4q MeAI4I{I'IHcxofi

nououlu);

- MOHr4TOpr4Hfa HAIrr4I{krA neKapcTBeHHbIX npenapaToB v MeALIIII4HCKIIX

uzgerrui'r B rroApa3AeJreHr4flx fEy3 PK KIIEN5 e coornercrBl4l4 c rlop{AKaMH oKa3aHlns'

M eAr4rIr4H cr<ofi noMourl4 I4 Ha ocHo Be KJI I4HI'IqecKrrx peKoMeHA auuit;

- aHaJrvr3 HuQopvrarlur4 o no6oqstrx Aeftcrelltx, HexeJIareJIbHbIX peaKul4qx,

cepbe3Hbrx HexenaTeJrbHbrx peaKrllrrx, HenpeABI{AeHHbIX He)KeJIaTeJIbHbIX peaKul4qx

npr4 npr4MeHeHr4r4 neKapcrBeHHbrx npenaparon, o6 vl1nBur4yalruofi HerlepeHocrrMocrl4,

orcyrcrBr4ra e$Sercu4BHocrr4 neKapcrBeHHbIX npelaparoB, a raK)Ke o6 uurrx Qaxrax ra

o6crosrenbcrBax npeAcraBnrroqr4x yrpo3y )KII3HI,I unI,I 3AopoBbro 6olurorrly npu

npprMeHeH:z';z pr Bbr.sBreHHbrx Ha Bcex grarrax o6parqeru4t neKapcrBeHHbIX npe[aparoB,

coo6uraeuofi fBY3 PK (KIIE J\b 5) n Oe4epanbHyro cnyx6y no HaA3opy e cQepe

3ApaBooxpaHeHrq ( e rolr qlrcJre, e Teppraropr4€ulbHbtfi oprau no Pecny6nzre Kpula n
ropoAy Q e4epanrHoro 3HaqeHI,Is C e eacrononro) ;

- aHarrkr3 zusoplraqzu o6o Bcex cnyqaqx BbIqBJIeHlrq uo6oqHux 4eficrvuitt, rue

yKa3aHHbrx B lrHcTpyKrIr4H IIo [pr,rMeHeHI4IO I/J]pr pyKOBOACTBe nO 3KcrlnyaTar\uvr

MeAurl[HcKr.rx uzger.uit, o He)r(eJrareJrbHbrx peaKIIZtx npn efo rIpLrMeHeHI4I4, o6

oco6eHsocrqx B3ar4naoAeficrer{r MeAr4rIHHcKrrx uzgerruit MexAy co6oft, o Saxrax u o6

o6croqreJrbcrBax, co3Aarorqr4x yrpo3y xr43Hrr 14 3AopoBblo rpaxAaH I,I MeApa6ornuron
[pta [pr,rMeHeHr4r4 r4 oKcnnyarar\vrr4 MeAr4rIr4HcKr4x uzgetwit n @e4epanbHyro cnyN6y uo

HaA3opy n cSepe 3ApaBooxpaHelvrfl (n rou r{r4cJle, e Teppuropl4aJlbHblfi oprau no

Pecny6naxe Kprtn 14 ropoAy Se4epanrHoro 3HaqeHI4-s Ceeacrouonro).
2.2. tbnHoBbre rrpoBepKu npoBoArrcfl B coorBercrBl4l4 c exeroAHblM rIJIaHoM,

yrBepxAaeMbrM rJraBHbrM BparroM fBy3 PK (KIIB l\b 5) - | paza B KBapran.

2.3. I-{erenrre (nHeulauonrre) rpoBepKl4 rpoBoAtrcq:



- npvr HaJrvrLtkrtr orpl,IrlareJlbHofi Ar4r^aMuKvr cralvlcrr4rlecKllx AaHHbIX'

xapaKTepr43yroqux KarrecrBo u 6esouacHocrb MeAI4III,IHcrofi Aef,TenbHocrl4 fBy3 PK

KfIENs5, B ToM rrrrcJre ycraHoBJrer+rofi B pe3ynbrare rlpoBeAeHlafl, lraHosofi [poBepKI4;

- 11pu [ocryrrneHLTrr xrullro6 rpaxgaH no BonpocaM Kar{ecrBa 14 AocrynHocrll
MeAr4rlr4Hcxofi rroMorrltr, a raKxe xano6 rro I4HrIM BonpocaM ocyulecrBreHut'

MeAr4rllrHcrofi AeqrerbHocrr.r fBy3 PK KIIBJ\b5, coAepxaIqLIM IznQoprvraquro o6

yrpo3e npur{r4HeHux u (ulu) nprauuneHrlt BpeAa x{I{3Ht4 14 3AopoBblo rpaxAaH;

BO BCeX Cnyqatx:
o JleralbHblx I4cxoAoB;

. BHyrpz6olrHuqHoro zHQraqzpoBaH:afl v ocltoxuennfr, BbI3BaHHbIX

MEA}IIII4HCKI{M BMEIIIATEJIbCTBOM.

2.4. lltaHoBbre r4 rleJreBbre (nHenranonue) npoBepKlz, ocyulecrBJlf,eMble B

paMKax BHyrpeHHero KoHTporr Kaqec rBa 14 6esouacHocrll MeAI,IIIHHcroft

Ae{reJIbHocT}I npeAycMaTpLTBaIoT oIIeHKy cneAyloqux lloKa3arelefi :

H€uu4qne s fBV3 PK (KIIE J\b 5) 14 ero crpyKrypHblx rIoApzBAeJIeHI4tx

HOpMaTUBHbTX npaBoBbrx aKToB, pefJraMeHTupyloqt4x BoIIpocbI opfaHl43a\vvI v-
MeAl{quHcrofi AesrenbHocrl,I, BKJIK)tIaq :

rrpeeMcrBeHHocrb oKa3aHVt MeAurlr,rHcrofi noMorIIkI Ha Bcex STarIax;

oKa3aHLIe MeALTIII4Hcrofi IIoMoIqLr, B ToM rII4cJIe B ycnoBl4tx r{pe3Bbl'IafiHHx

curyaryufi,;

M ap urpyru3 arlr4ro rr arlr4 e HTo B, BKJrroq at opraH v 3 aIII4rc KoH cyJlbr aryuit,

,rlo rr o Jr H r{Te JrbH bIX M eroAo B o6 cr eAo n aHvrfl B I,IHrIX MeAI4 IIII HcK}IX

opraHl43aIII{f,X;

rrepeBoA IIaqLleHTa B ApyII4e MeALIULIHAKI4e OpraHI43aUULl, BKJIK)r{at fleperleHb

Menr{ur4HcKr,rx rroK€BaHr4itt u veIurIr4HcKI,Ie opraHll3ar\r4vr Anfl nepeBoAa;

o6ecne.reHlre oKz13aHvrflMeqvrquucrofi rroMoullz B MeArIIII4Hcroft opraHl,I3a\uuB

cooTBercTBvrv c nopf,AKaMlr oK€tsaHnfl. MeAklrlrlHcxofi rIoMoIrIu, c yqeroM

craHAaproB MeAlrrluncrofi rroMorrlu, Ha ocHoBe KJIt4HI4tIecKI{x peKoMeHAauuit;

o6ecne.reHr{e B3arzMo4eficrnuq MeAurlt4ncrofi opraHll3arJr4vr c M€AI4III4HOKI4MI4 
\e_.

opfaHI43aI\I4flMVI, OKa3bIBatOqI,IMI{ CKOpyrc, B TOM tII4CIe CKOpyK)

cleqlr€lJrlr3r{poBaHHyro, MeAr4rIr4HCKyIO IIOMOIIIb, IIeHTpaMI4 MeAI4III4HbI

rcaracrpo$;
co6ruoAeurae 6esoracHbrx ycnonHfi rrpr4 rpaHcrloprl4poBKe rIaIII4eHra (n

npeAenax MeAI4III4Hcrcofi opr HI'I3aIJvrvkr (ralu) repeBoAe B Apyryro
MeAH uI4HcKyto opraH H3aurz ro) ;

o6ecueqeHr4e rrpeeMcrBeHHocrr4 oKa3aHnfl. Me4nquucrofi rIoM uII4 Ha Bcex

grallax (n ro1,r qLrcJIe rrpv nepeBoAe rIaIIueHTa, BbIrIt4cKe 143 MeAullnscxofi

opraHr43arlr4r4, rrepeAaqe AexypcrBa v I,IHbIX o6crosrelrcrnax) c co6lroAeHI'IeM

rpe6onanufi r seAeHI4Io MeAraqnncrofi AoKy eHTa\krv;

o6ecneqeHlre noJry.:reHnfl, ranQoplanpoBaHHoro 4o6ponoJlbHoro corJlacl4t

f p a)KAaH 14 HA I/,^IWI e f O 3 aKOH HOf O np eAcTaB pIT e JIfl. H a M eALI IIIIH CKOe

BMerrrareJrbcrBo Ha ocHoBalnvr lpeAocrasreHHofi MeAI{III4HcKI4M pa6orHurov

B AocTyIIHofi Qoprr,re nolnofi unQopvraIIHI4 o IIeJIIX, MeToAax oKa3aHI4t

MeAlrrlr4Hcrofi rroMorrlr4, cBr3aHHoM c HI4MII pl4cKe, Bo3MoxHbIX BapuaHTax



MeAHIIIIHCKO|O BMerrraTeJrbCTBa, O efo nOCneACTBIlflX, a TaK)Ke O

rrp eArr on af aeMbrx p e3yn bTaTax o Ka3 aHVfl Me [vrlr,rH c Kofi rroM o rrlt4 ;

Halrr4rrr,re JroKaJrbHbrx HopMaTr4BHbrx aKToB, pefnaMeHTr4pyrorqzx pa6oTy
npr4eMHoro orAeneHr4r fBy3 PK (KIIE J\b 5>;

ocyqecTBJreHr4e copTr4po BKH rraqueHroB rrpr4 no cTynneHr.rr4 u (uru)
o6parqenr4ur B 3aBurcrrMocrlr or rrxecrr4 cocroflHLrfl. v nepeqHq Heo6xoAr4Mbrx

MeAIIIII,IHCKI4X BMeIIIaTeJIbCTB ;

o 6 e c ne.I eH rr e c Bo e Bp eM e HH o ro o K a3 aH r,r fl, Me 1prrJvru c x ofi rroM o rrlr4 np r,r

[ocrynneHvrkr v (wtw) o6parqeu:zrz na\verTa) a raK)Ke Ha Bcex 3Tanax ee

OKA3AIlI/.fl;

o6ecueqeHr4e 3KcrpeHHoro orroBeqeHnn w (utm) c6opa MeAV rrktHcKr4x

pa6orur.rr<oB, He HaxoArrrlnxcfl Ha Aexypcrne (upz seo6xoAzvrocru);

- o6ecneqeHl'Ie Bo3Mo)KHocrr4 Bbr3oBa MeAr4rIr4HcKHX pa6orHrzxoB K narrr4eHTaM,

B TOM I{I4CIC B NA.IATbI;

- o6ecuerreHl,Ie oK€BaHr4q rpan{AaHaM MeAr4ur{Hcrofi noMorrl}r n excrpennofi
'r Sopue, BKrtoqar npoBeAeHr4e peryn.spHoFo o6yuenn-a (rpenunron), nalur{r4e B

MeAnIILtHcrofr opraHH3allur4 neKapcrBeHHbrx npe[aparoB 14 MeAr,trlr4HcKr4x uzger'lwit

Anr oKa3aHlrfl, v'ep.vqzucrofi noMorrlr4 B 3KcrpeHuofi $opvre;
- opraHI,I 3aIJVfl 6 esonacHofi 4exrerbHo crr4 KJrr4Hr4Ko-AH arH ocru.recxofi

na6oparopvrv\ :r'aJwrqr4e czcreMbr LrAeHrzQraxaqun o6pa:qoB 14 rrpocJrexr,rBaeMocrr4
pe3ynbraToB;

- o6ecner{eHne co6ruo4euur apaue6Hofi rafrnbl, B ToM r{prcJre

rconQu4eulll4aJlbHocrl4 [epcoHaJrbHlrx AaHHbrx, r4cnonb3yeMbrx B MeAr,rIIr4HcKrax

z u Q op rr,r aII 14 o H H bIX c 14 cre M ax M eAurlr4 H c Kr4 x op raH r43 a 1uit, npu o cyrq e crB reHwkr
MeAr4rIIzHcxofi AerrenbHocrr4 ;

- o6ecner{eHl4e xorrtSoprHbrx ycnonuft npe6brBaHnfl narIHeHToB B MeArzrIr4HcKHX

opfaHn3allztx, BKrrorlafl opfaHl43arlLrro MecT O)KI4AaHUs. Anfl rrarlr4eHToB, 3aKoHHbrx
npeAcraB ut etefi, u qJreHoB ceruefi rrarlr4 eHToB ;

- ocyqecrBJleHl,Ie Meponpr4f,rzfi no opraHr43aurzz 6esorracHoro rrpr.rMeHeHr4f,
v neKapcrBeHHbrx flpenaparoB, B ToM qr4cJre:

o6ecne.IeHl4e KoHTpons cpoKoB roAHocrr4 neKapcrBeHHbrx npe[aparoB;
o6ec ne.{eHz e KoHTpon.s ycnonufi xpaHeHr4f, neKapcrBe HHbrx [penaparoB,

rpe6yrorqrax oco6rrx ycnoBr4 fi xp aneuux;
xpaHeHI'Ie neKap crBeHHbrx npeflaparoB B crreqr4aJrbHo o6 opy4onaHHbrx

rroMerrleHlz.flx vr (ulu) 3oHax Anr xpaHetrfl;
co6lrc4enue rpe6 on asuit K H a3Har{eHr4ro Jre KapcrBeHHbrx [pe[aparoB, a

TaKXe yqer pvcKoB rIpI4 rrpr4MeHeHr4r{ neKapcrBeHHbrx npelaparon (e roM qr4cJre,

annepronofnr{ecKoro aHaMHesa, oco6ennocrefi B3ar4MoAei4crsvs r4 coBMecrvMocrl4
neKapcrBeHHbIX [penaparon) c BHeceHr4eM coorBercrByroqzx cne4enufi n
MeAr4rlr4HcKyro AoKyMeHTarIr4ro);

- ocyqecTBJIeHI4 e KoHTpOnt KarIeCTBa nI4CbMeHHbIX Ha3Ha\eHUir
neKapcrBeHHbIX [penaparoB, B ToM qr4cJre I4crroJrb3oBaHr4e yuuQr,rqzpoBaHHbrx Jrr4croB
HA3HAIIEHI4-fl;



- OcyurecrBJreHrre Mepolpv sruir no o6ecneqeHr4ro gnuAeMl4ororuqecxoil

6esonacHocrr4, B ToM rrLrcJle:

r' npobuJraKTlrKa unQercqufi, cusauHbrx c oKrBaHLreM MeAI4III4Hcrofi rIoMouII4

(n rou qLrcre nnyrpu6orbHLtqHbrx un$exqufi);
/ rtp ose AeHrr e vru xp o6 n or o rr4r{e c Krlx 14 c cJr eAo s aHn fi ( nrrrcv ar cnyY'avl

rroAo3peH ut u (utm) nosHlrxHoBeHuq nnyrpz6oJrbHr,rrrHbrx rzH$erqufi ) ;

/ oprat^3ar\prfl,4euaHQerllz,vv crepr4nr,r3arlutr MeAT4III,IHcKLIX us$eruiL:
{ o6ecnerreHr4e 3rrr4AeMr4ororr4r{ecKofi 6esouacHocrrl cpeAbr (nrcruouar pacrrer

norpe6uocrra B 4esran$nqr4pyroulr4x v aHTprcerTr4qecKr4x cpeAcrBax, KoHTpoJrb I{x
Harvsvfl B MeAr4ur,ru xofi opraHr43artLrr4; parlr4oHarruufi nrr6op 4esranQuql4pyloIqllx
cpeAcrB r4 TaKTr4Kr4 4eruu$erqnr,r; o6parrleHue c orxo4alan);

,/-I/ COOJITOACHI4E TEXHOJIO|T4LI TIPOBCAEHLII.I,IHBA3IIBHbIX BMEIIIATENbCTB;
/-Y OOECIIEIIEHT4C YCNOBLIU OKA3AHLI' MEALIIII4HCKOZ IIOMOIIII{ IAIILIEHTAM,

rpe6yroqr,rM H3oJrrqzn (c unQexquflMv1 rrepeAaroquv'ucs. Bo3AyIrrHo-KaIIeJIbHbIM

rryreM, oco6o orracHbrMra raHQexquxrvtu), B coorBercrBm c noptAKaMI4 oKa3aHlafl
MeAr,rrlt4Hcrofi rroMorrlt4, caHr,rrapHo-rnrr{eHr4rrecKr4Mrr rpe6onanvflMkr;

y' 
c o 6nroAeHr{e npaBr4n rrrrpr e Hbr MeAV rlrzH c Kt4 Mt4 p a6 ornur aMu, HaJrvrqve

o6opy4onaHHbrx Mecr AJrs Mbrrbr u o6pa6orKrr pyK;
{ rryobvtJraKTr'rKa ranQerquit, cntzauHbrx c ocyqecrBJreHl,IeM MeAI4III,IHcrofi

AetreJlbHocrl,r, y MeAr,rrlr4HcKr4x pa6orunron (nrnroqar r4cloJlb3oBaHl4e

vH4nBkr1yarrbHbrx cpeAcrB :arqurrr ) ;

/ p aryuonarrbH o e r4 c rr oJrb3 o B aHr4 e arttu6 axtepr4 anbHbrx neKap crBeHHbIX
rpelaparoB Anq upoSunaKTr4Kr4 r4 reqeHlrs sa6oreea:r.uir u (uttu) cocroruufi;

y' nposeAeHze nport4Boglr,lAeMr4rrecKux Meponpr{.f,ruit rtpu Bo3HI,IKHoBel:avr

cny-uaflnH$exqzz;
rrpo BeAe HLr e MoHr4 Topr4Hra Anr{TenbHocrlr np e6unaH vfl, r'a\veHTa B

MeArrrlr,rHcKor,I opfaHl43arlzrl, oK€BbrBaroqev MeALrrIr4HcKyro rroMorrlb B cTarlr4oHapHbrx
ycnoBuqx;

- noATBep)KAeHr{e cooTBeTcTBkrs. Ha Bcex 3Tarrax oKa3aHlrt MeAI4III4Hcxofi
rIoMoIrII4 (nrnrouar upLrMeHeHHe neKapcrBeHHbrx [pelaparoB r,I MeAuIII4HcKI4x

uzger'uit) flLrrrHocru narlr4eHTa ero nepcoH€rrrbHbrM AaHHbrM, co.4epxalql4Mcq B ToM
tll4cre B AoKyMeHTax, yAocroBeprrcqux Jrr'rrrHocrb (Qauunur ) r4us, orqecrBo (np"
nalatuu), rroJr, noapacr), r4 B MeAr4rlzucrofi AoKyMeHTa\vvr;

- ocyqecrBJreHr4e Meponpzsruit no 6esonacHoMy rrpr4MeHeHr4ro MeAr4rILtHcKt4x

uzgel'uit, B ToM rll4cre:
/-r' npuueneHr,re MeAzrILrHcKr4x uzI.er.uit B coorBercrBvrv c rexHr4qecxofi u (url'u)

SKcrlnyaraqzoHnofr AoKyMeHTaqueit, B coorBercrBvrv c xoropofi ocyulecrBrsrorct
TIpoI43BOACTBO, r43fOTOBJIeHI4e, XpaHeHZe, TpaHCIIOpTI4pOBKa, MOHTaX'. Ha.JraAKa,

rIpI,IMeHeHI4e, gKcrrJryarar\ufl, B ToM ql4cre rexHl,Iqecxoe o6cnpxrrBaHr4e, a raK)Ke
peMoHT, yTLrJrr43arlvrfl r4lrvr yHr4r{To}KeHr4e MeAprllr.rHcKofo v34enufl,;

{ o6y'qenrae pa6orHr4KoB MeAurlr.rHcr<ofi op aHr43ar{vrr [pr,rMeHeHlrro,

s Kc rrnyar a\vu MeALr rILr Hbxux us Ae rufi;
- ocyqecrBJreHr.re Mepolpusruir uo o6[er.{eHr4ro 6orz, cnssaHHofi c

ga6orenaHr4eM, cocro.f,Hl4eM !I (nnu) MeALrrIr,rHcKLrM BMeIIrareJrbcrBoM, MeroAaMr.r rr

\..



/

neKap cTBeHHbTMH rrpellapar aMv\ B ToM rrr4cJre HapKorr,rqecKr4Mr4 r{ ilcuxorponHbrMz
neKap cTBeHHbrMr4 rrpenapaT aMLr;

- ocyqecrBJreHr4e MeponpkrflTnir no opraHz3a\vv 6esonacHofi cpe4u 4rx
flaqr{eHTon z pa6orHlrxoB MeAlrqr,rHcxofi opraHr43ar\vrv, B ToM qr4cne:

/ cos Aatrr4 e p arlr{ o u aruuofi nJr aH r4p o B Krr crpyKTyp H br x rr oApa3Ae te]e.uit
MeAI4III4Hcrofi opraHrr3aqnu (nrnro.uafl vx pa3MerrleHr4e Apyr orHocr,rreJrbHo Apyra,
[naHlapoBKy noMelrlelr^uit nxo4nofi rpyrrnbr r4 rrpveMHoro orAenele^las, nnaHr4poBKy
BHyrpr4 crpyKrypHbrx noApas4enenufi );^/-V NPOBEAEHI4E MEPONPIJ'flTI4I/ TIO CHI4)KCHI,Irc PI4CKA TPABMATVT3MAIl

np o Q ec c u o H aJr b Hbrx za6 o tenauwirt;
/ o6 ecneqeHlI e 3arrluTbr or rpaBMr4poBaHur 3JreMeHTaMr4 MeAr4r.Ir4HcKHX

wzgerruit;
/ ocuaqeHrze MeAr'rrlrzHcrofi opraHr43aqzz o6opyAoBaHr4eM Anr oKa3aHr4q

MeALIqI{Hcxofi noMolrlr c yqeroM oco6rx rorpe6uocreit urrsurr4AoB vr 4pyrprx rpynn
HaceJreHr4.f, c ofpaHr,rr{eHHblMl4 BO3Mo)KHOCTqMT4 3AOpOBbt;

/ Ha:l.u'ave vr vcnpaBHocrb clrcreM Nzgneo6ecreqeHr4r (nrrrcuaa pe3epBHoe
oneKrpocHa6xenrae);

/ co6 nroAeHI,Ie BHyrpeHHero pacroprAKa MeAr4rlr4Hcr<ofi opraHr43a rryrv;
/ o6ecteqeHue oxpaHbl Ia 6esonacHocrr4 B MeAr4rluucxofi opraHr43arlr4lr

(ernrova.r opraHI43aIII4Io Aocryrra B MeAurrr4HcKyro opraHr43arlr4ro u ee crpyKTypHbre
fIoAp€BAeIreHr4s., [peAoTBparrleHr4e vr npvrlJsTr.re Mep B cJlyqaqx Haila4eHvrfl Ha
MeAI,IqI4HcKt4x pa6ornuxoB, yrpo3ax co cropoHbr rraqueHToB vrrrv [ocervreleft, n

cnyr{aflx cyutgla);
{ co6noAeHI4e Meponpl4stuit no o6ecneqeHr.rro 6egonacHocrr4 rrpr4 yrpo3e v

Bo3Hr4KHo BIHlzra qpe3Bbrqafi uux cwty aquit ;

{ o6ecneqeHl4e 6ecrpeuxrcrBeHHoro rroA6e3Aa rpaHcnopra Ans MeAr4rlrzHcxofi
s BaKyarlura Ha repp r{Topr'r rc MeAr'r qr.r H cro fi op raHr4 3 a rJr4v;

./F{ c6op 14 aHalrur3IanQopvraquz o6o Bcex cflyrra-sx HapyrueHus 6esonacHocrr,r
cp eAbI (nnnrov ax ila4eHufl n arlr4 e HTo n) n nae4uqu u cxofr op raHZ3 a r\Lrkr;

- ocyqecrBJleHl4e Meponpr4qrufi. ro o6ecner{eHr4K) yxoAa rrpr4 oKa3aHr4H

MeAI4III'rHcr<ofi floMorrlt4, B ToM r{zcJre:
./-v orIeHKa pr4cKa Bo3Hr4KHoBeHVfl rrponexHer4;
/ npoeeAeHHe Meporpaflrufi no npoQunarcTr4Ke 14 Jrer{eH[ro nponexHefi;
/ aruasrugvnsopvrauuz o cnyqaqx nporexuefi;
/ ocyrqecrBneHr4e yxoAa 3a ApeHa)KaMkr v croMaMV;
r' xopuneHr4e rrarrrreHToB, BKlroqaq 3oHAoBoe rrlrraHr4e;

- opraHI'I 3aIlvfl Meponpr4rrufi no npo Qrzn aKTrrKe neuuQer<qr4o HH brx
s a6 or e s a suir u S opu zp o B aH r4ro 3Aop o Bo ro o 6p a^s a x{r,r3 H r,r c o orB ercrByro rqr,r M r4

crpyKrypHbIMI,I noApa3AereHr4.sMu MeAr{rlr4Hcxoft opraHr43aqraz (or4eJreHr4eM
(r<a6ra nerorvr) vre4uquncxofi npo $nnaKTr{Kpr, rIeHTpoM 3AopoBbs, ueHTpoM
MeAI4III4Hcxofi upoQznaxrzru), B ToM r{zcre unSoprr,rupoBaHr4e rrarlr4eHToB o MeroAax
npo Qunarrr,rKr4 neran$exllzouuux sa6 oreeauufi , o cnoBax 3AopoBo ro o6p a: a

- opfaHl43al\vlfl Meponpr4qTr4r,r IIo paHHeMy Bbr_qBreHr4ro oHKoJrofr4qecKr4x

sa6oreea:r.uit, n roM r{r4cJre:

{ cozrauue ycnoBr4it glt paHHero BbrqBreHr4r oHKoJrorr4qecKr{x za6orresauuit;



/ npoeeAeHue o6yuenur MeAr{rIr,rHcKZX pa6ornuxoB rlo BorlpocaM paHHero

BbrqBJreHLrq oHKororlrqecKlrx sa6oresaHafi ;/
'r uoHuroplrHf cBoeBpeMeHHocrl4 ycraHoBn eHufl AV af Ho3a oHKoJIorI4r{ec Kofo

s a6 or ena Hprfl , alrraJlas e Q Q e rrr.rBHo crr,r Aerre Jrb H o crrl no paHH eMy BIIIBJI e HI4Io,

rerreHr,rrc oHKoJrorr4r{ecKr4x ga6oresatuit, gucnaHcepHoMy na6nro4eHl4lo 3a

rr aqlreHTaMr4 c oH Ko JI orl4rl e c KI4Mu s a6 or e na Hlaflv'Ll;
/ urrbopMr{poBaHrre [arrr4eHToB rro BonpocaM paHHero BbItBJIeHLIt

oHKoJrof r4rrecKrlx sa6oresa nuit u AllcnaHcepHoro na6ruoAenuq ;

oQoplaneHze Jrr4crKoB BpeMensofi HerpyAocnoco6nocrvr, vIX yrrer 14

peflrcTparlur;
oplaHr,r3arlr4q y[paBrreHl'.Ifl. rroroKaMr4 rraqr4eHToB, B ToM tlzcne IIpH

tl?v paclpeAeneHHe rroToKoB rrarlr4eHToB, Tpeoyrculprx oK€L3aHrIfl MeAUIII4HCKOI,I

/ Hanp ar.Jr eHlre tr arlrr eHTo B B Apyrr4e M eA urlr4Hc KI4 e op raH I,I3 aIII4 LI ;

/ rrapttpyrvrca\vrfl. rrarlr4eHros e oco6Hx cnyqatx: B trepzoA grlvAeMufi rpurna, \i-
r4r{brx ocrpbrx peclvrparoprrbrx Br4pycr{brx r,ur$ercqr,rfi ra Apyu,rx ranQexqraoHHbtx

3AOOJICBAHI4II.

2.5. B xoAe rrpoBepoK BHyrpeHHrafi xoHrponb rrpoBoAr4rc{ MeroAaMI4:

- Anarvsa cnyqaeB oKa3aHlrr MeArroMorqu, oro6paHHblx MeroAoM cnyuafinofi
nrr6opxu u (uttu) rro reMarr4rrecKr,r oAHopoAHofi coeoxyrrHocrr4 cJIyrIaeB, Ha ocHoBaHI4LI

aHanvga nepBr4qHofi yverHofi rureAurlzHcxofi AoKyMeHTaIJLrv, ulaoit AoKyMeHTaWvr c

oueuxoff rroJrHorbr ra o6ocHoBaHHocrr'r :

c6opa xaro6, aHaMHe3a, AaHHbrx o6rerrusHoro ocMorpa;
nJr aHa Ar{af Ho cTuq e cKLrx M eponpu flTr4vr;

o$opune lr^lzfl, vr o6ocHosaHvrfl, AprarHo3a;
re.re6Ho-npoQunaKTr4qecKux Mepo[putruit, Me.qr4rllrHcrofi pea6ututarJuvr;
cpoKoB oKa3aHrr{ MeArroMorrlv.
c o 6moAenkr q upe eM crB eHHo c'tv v gr ailHocrll o Ka3 aHl4f, M eAn oMo IrrI4.

Karr e crBa o Q op vue Hr4 r p e3yJrbraroB oKa3aHvs. MeAr4 rlr,rH c rcofi n oM oIrII{.
- Ha6nro Ae:a:z'fl 3a opraHr43a\uefi TeKyrrlr4x rlpoqeccoB MeAVIII4Hcxoil

AC'TEJIbHOCTI4.

corpyAHr4KaMr4, nyreM :

BOrrpocaM MeAVIII,IHCXOfr

pa6ovux Aneft.

lepBr4r{HoM oopaqeHvv:

rroMorrlrz B rrJraHoBoft, Heotroxnofi 14 3KcrpeHHofi Qopvrax;

- Opranv3arJr4vr o6parnofi cBfl3kr c naqueHTaMu Lr

c6opa npo6nevr u ilpeAnoxeHufi;
- Perucrpar\vpr o6parqenufi rpaxAaH rro

AerTenbHocTr4;
- llponeAeHlzs. olpoca u aHKerr,rpoBaHrr{.

2.6. Cpor rpoBeAeHr4-f, rrraHoBbrx 14 BHerrJraHoBbrx rpoBepoK ue 6oree 10

2.7. llo pe3ynbraraM rrJraHoBbIX u BHeTIJIaHoBIIX npoBepoK cocTaBJrreTct
ycTpaHeHr,rrcorrrer, BKJrroqaroxlr4ir, B ToM rrr4cJre eupa6orxy Mepo[pl4srufi, rro



BbrqBreHHbrx HapyueHr{fi r4 ylyqueHr,rro AerTeJIbHocTI4 MeAI'IqI'IHOKOfi OpfaHI43aI\W V

MeAr4rIr4HCKHX pa6OTHUKOB.

III. @ynrcquu VnoJrHoMoqeHHoro Jrnqa rlo KaqecrBy H 6eronacHocrll
MeArrIIIr Hcrco fr AeqrerbHocrl,l

3.1. B qacrl4 npoBeAeHnt npoBepoK

6esonacHocrl4 Menl4ul4Hcxofi AeqrerbHocrl,I
l) opranra3a\r4fl, vr o6ecne'IeHue

opfaHI,I3aIII414;

2) xourponr 3a co6lro4enueira o6qgarerbHblx rpe6onaHIzfi K BHyrpeHHeMy

KoHTponrc KatrecrBa vr 6egonacHocrr.r MeAI4III4Hcrofr Ae{TenbHocrl4 v cpoKoB

rrpoBeAeHl4-s rpoBepoK B MeAI4III4Hcrofi opraHI43aqLIH ;

3) uo4roroBKa vr yrBep)KAeHr4e y rJraBHoro Bpaqa orqera o pe3ynbrarax

rrpoBepoK peopfaHr8a\w r4 cBoAHbrx oTqeToB IIo pe3ynbTaTaM BHyTpeHHefo

KOHTpOJTT;

4)paspa6orKa, BHeApeHr{e r4 aKryanvrcarJars. KpI,IrepI,IeB rlpoBepKurMel'r4r\utrcxofi

opfaHr43alluu.
3.2. B rracrr,r ilpoBeAeH[-f, MoHr4Topr4Hra noKa3arerefi ra.IecrBa 14 6esonacHocrl4

MeAr4ulrHcxofi AeqrerbHocru Vnoluol,rorreHHoe nI4IIo rto B KarlecrBy I4 6egouacuocrl4

MeArrrlr4Hcxofi AetreJlbHocru ocyuecrBJlter cneAylourae Qyuxquz:
1) paspa6orKa, BHeApeHr,re 14 aKTyanvrca:ql,zrfl, rroKa3arelefi ruouuropl4Hra KaqecrBa

r,I O e3o[acHo crl4 MeAI4IILIHCKOI{ AeqrerbHocrl{ ;

2) auatruz AaHHIIX, nonyr{eHHblx or
roApa3Ae terruit coorBercrByloulero lpoQulr,
AetTenbHocTI4 An.f, yr{eTa lI LI3MepeIJIlfl. BbIqBreHHbIX

Anq npuHflTr4fl, ynpaBneHr{ecKl4x peureHufi B paMKax

3.3. Pa:pa6orra, yrBeplrqeHr4e y rJraBHoro Bparla fBy3 PK KIIB JYs5 nraHa

.* KoppeKTlrpyroqux Meponpr4srufi, Ha ocHoBaHvv pe3ynbraroB rlpoBepKu v analrvr3a

MoHr4Topr{Hra rroKa3arelefi Kar{ecrBa l,t 6esonacHocrl4 MeAI{III4Hcrofi AetrenbHocrl4.
3.4. Konrponb 3a peaJrr43aquefi rJraHa KoppeKrl4pyroql4x Meporpusruit.

IV. Vno.ryHoMoqeHHoe Jrrrqo rro KaqecrBy H 6eronacnocrl{ MeAHIII{Hcrofi

AefreJrbHocTI{ lrMeer rIpaBo:

4.1. llonyuaru nocryrrarculr4e B MeAr{qrrHcKylo opraHI43aIII4Io AoKyMeHrbI H

r4Hbre zHsoprvrarlr{oHHbre Mareprr€trrbl Iro cBoeMy npoQr,rnro AeqrelbHocrl4 Anfl

O3HaKOMJIeIJVIs, CT4CTeMaTI{3r{pOBaHHOIO yqeTa H I4CIIOJIb3OBaHI4' B paooTe.

4.2. 3aupaurnBarb v nonyrrarb or rrraBHoro Bpaqa fBy3 PK KIIB }lb5 ra ero

3aMecrr4Telefi, a raK)Ke 3aBeAyrou{Lrx crpyKrypHbIMLI noApa3Ae reHkrflv^vr Ian$opvralrl4o,

neo6xoAraMyro AJrfl BbrrroJrHeHr{q Bo3Jro)KeHHbIX Ha Hero 3al.a-t ra Synrqufi.
4.3. OcyulecrBJrf,Tb B rrpeAenax csoefi KoMIIereHIII,Itl rlpoBepKy vr

KoopAr4Harlr4ro AerreJrbHocrrr crpyKTypHbIX rloApa3Ae:-ile]c^uit opraHI43aIIuI4 IIo

BorrpocaM o6ecneqeHr,rs KarlecrBa r{ 6esonacHocrt4 MeALIIII4Hcrofi Ae-qrerbHocrl4.

YuornorraoqeHHoe nI4IIo no KaqecrBy I4

ocyuecrBJlter cneAyroque Qynxqulr :

npoBeAeHI4tr rIpOBepoK MeAI,IIII4HCXOfr

v

pyKoBoAl4relefr crpyKrypHbIX
O COCTO'HI,II4 MCAIIIII4HCXOfi

rroKa3are teit u 3aKoHoMepHocre fi

BHyTpeHHefo KoHrponfl.



'

ro rroA6opy v

4.4. Bnocurr pyKoBoAcrBy npe.qror(eHr4q no coBepIrIeHcrBoBaHI4Io Qopu l't

MeroAoB pa6oru MeAlrrlrlHcxofi opraHrr3aIII4I4 B o6lacru KaqecrBa I4 6esonacHocrul

MeAuIII4Hcrofr Aef, TenbHocrla.

4.5. Buoczrr [peAno]I(e[vfl' pyKoBoAcrBy yqpe]qeHl'It

paccTaHoBKe KaApoB rro cBoeuy npoounro AeqTeJrbHocrl4.

4.6. BHOCurr [peAJroxe[Vfl, pyKoBoACTBy yqpexAeHl4t IIO TIOBbIIUeHI4K)

rnaln$r,rxar\prv, rrooqpeH:zro 14 H€uroxeHl4ro B3blcKarruit:napa6ornuroB yqpexAeHIdfl'.

43. I4nQopvuapoBarb corpyAHr,rKoB coorBercrBylorqux roApa3AeleHIafi o

pe3ynbrarax rlpo BepoK Ir rIpI4HqrbIX p elxeHl4qx.

4.8. VuolHoruroqeHHoe nr4rlo fro BHyrpeHHeMy KoHTponrc B cnoefi pa6ore

.rloJrxHo o6ecue.rusarr o6reKTzBHocrb rIpI{ opraHLl3a\vv v [poBeAeHI{I'1 npoBepoK.

V. OrnercrBeHHocrb

VrolnouorreHHoe nuqo ro KarrecrBy 14

,IIEf,TEJIbHOCTI4 HECET OTBCTCTBEHHOCTb 3A:

6esonacHocrLI MeAI4III4HcKo14

5.l.Heco6JrroAeHue yrBep)rqeHHoro flopr4ra rIpoBeAeHI4fl BHyrpeHHero

KoHTponq KaqecTBa Ia 6esouacHOcTLI MeAuUI{Hcrofr AesTeIbHocTI4.

5 . 2 . HeceoeBpeMeHHoe 14 HeKarrecrBeHHo e BrITIoJIHeHI,Ie o6qsaHHocreft .

5.3.HapyureHr4e coxpaHHo crvvxoHQra4euul4aJlbHocru e pa6ore c ranQoprraaqzefi

14 AoKyMeHraMI{ fBY3 PK KIIE J\b5.

V. BsatlN{oleilcrsue

VnonHovtor{eHHoe nI4IIo uo KaqecrBy

Aef, TeJIbHocrI{ B3aI4MoAefi crnyer :

vr 6esouacHocrrr MeArIuI4HcKou

6.1. C uannrtM BpaqoM no BorlpocaM:

- yrBep)rq eHVfl JroKuurbHbrx HopMaTI,IBHbIX AoKyMeHTos s o6racrl4 KaqecTBa;

-yTBep)KAeHVrs. oTr{eToB o pe3ynbTaTax BHyTpeHHeIo KOHTpOJI' Vr IIJIaHOB

KoppeKTllpyroql4x Mepolpllnufi;rrv 
narrrau r.ti.t p rtqcrrr vc."lr2r{ er','c - t-- npvrHflTr4r yrrpaBJreHqecKr4x perueuzfr B qacrl4 ycrpaHeHl4t HecoorBercrBt4l4

.IIocrI4xeHI,It IIeJIeBbIX rloKa3arenefi KarlecrBa.

6.2. C sa1aecrvrerrfly'kr rJraBHoro Bpaqa B qacrl4 o6cyx4eul4.fl I4 cofracoBaHl{f,:

- KaHAI,IAaTyp ayl.vropoB Anq npoBe!eHnfl, BHyTpeHHefo KoHrponq;

- IIeJIeBbIX rloKa3areneil s o6lacrra Kar{ecrBa;

- JIoK€UIbHbIX HopMaTI4BHbIX AOKyMeHTOs n O6IacTu Kar{ecTBa;

- pe3ynbTaToB BHyTpeHHeIo KoHTpoJIt, BbItBJIeHHbIX npO6leru u

HecoorBercrnufi;
- rrJraHoB KoppeKTzpyrcqr4x Mepo[pr{rtuitt u crparerLlr pa3BrTvrs' avcreMbl rlo

ynpaBneHl{Io KaqecrBoM B CraIIHOHape;

- Ae{TenbHocrlr Bpaue6nrrx KoMr4ccuit u npoBeAeHl4q 3Kc[eprl43bl KaqecrBa

MeAnoMoIrII4.



6.3. C Bpaqe6Hofi rouzccuefi (uo4KoMr4ccr{r{ rpaue6uofi rouzccuu) n Lracrv

o6 cyx4e u vrs. vr cor IracoBaHvrs.i

- orIeHKr,I Kar{ecrBa, o6ocnoBaHHocrr.I kr eQQerrzBHocrl4 re'Ie6Ho-

AuarHocrl,[qecKlrx uepoupuxrzfi, B ToM aIrIcJIe Ha3HaqeHI4t neKapcrBeHHblx

npenaparoB;
oTTrero B o rrpo BeA eHvrLr np o B ep oK MeALI III{Hcroft opraHl{3 aI\vrv;

- cBoAHbrx oTqeroB o pByJrbTarax rrpoBeAeHLIt BHyTpeHHefo KoHTpoJIt B

MeAr,rrlr4Hcrcoft opraHu3 arlun;
, .- rrJraHa Meponpusrufi. no coBeprrreHcrBoBaHllro KarlecrBa Ia 6esonacHocrl,I

MeAurlr,rHcrofi AerreJrbHocrr{ B MeAlrrluncrcofi opraHu3alluv Ha rlpeAcrosIqzfi nepIao4,

6.4. C pyKoBoAr.rreJrrMlr rroApuBAelesnfi ro BonpocaM npoBeAeHl4t

MoHr4Topr4Hra KaqecrBa Lr 6esouacHocrr4 MeAI4III{Hcroft AetreJIbHocrI,I B orAeJIeHI'II4,

cBoeBpeMeHHocTLI npeAocTaBJreHvTA oIIeHorrHbIX JII,ICTOB.

VnorHouoqeHHoe JIIrqo rro KaqecrBy
u 6econacHocrl{ MeAuIII{Hcrcofi AeflTeJrbHocrlr I4onrcnHa LI.B.


