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o6.nacrHoe rocyAapcrBeHHoe aBToHoMHoe yqpexAeHr{e 3ApaBooxpaHeHuq
((cToMaroJroruqecKaq rtortl KJu4 H r{Ka ropoA a ry6rcuua>>

TIPI,IKA3

or <<31>> Mapra 2026 rola J\b 63
r. fy6xzu

O 6 opraH v3ar\vLr [poB eAeHV t
BHyTpeHHero KoHTpor.rr KarrecTBa

Ha ocnoeaHutr rpe6onaHuit x opraHr43arlnu 14 rrpoBeAeHrzro BHyrpeHHero
KoHTpoJUI KaqecrBa Ia 6esonacHocrl,I MeArrrlr4Hcrofi 4erreJrbHocrr4, yrB. rrpr46€l3oM
MnnzcrepcrBa 3ApaBooxpaHeHvr PO or 31 vrrorrfl 2020r. N785H. B ueJrf,x
o6ecneqeH]u'fl npaB rparxAaH Ha noryrreHr4e MeAr4qrzucr<ofi rroMorrlr4 ueo6xo4raMoro
o6renaa kr HaAnexalrlefo Kar{ecrBa B coorBercrBr4r4 c rroprAKaMr4 oKa3aHr4t
ve4zqzucrofi noMolrlt4, c yrreroM craHAaproB rrae4zquucxofi rroMorrlu v Ha
ocHoBe KJrI4HIzqecKI4x peKoMeHAaryuit, a rarc(e co6ruo4euur o6ssare6nrrx
rpe6onaHzfi K o6ecneqeHuro KaqecrBa Lr 6egonacnocru ueAuuzHcxofi
.IIE'TENbHOCTI,I

TIPI4KA3bIBAIO:

l. Vrnep4nrb Lr BBecrv n 4eftcrnze
IIOpTAKe OpraHrr3arllil4 Lr npoBeAeHrrt
6esonacHocrr4 MeAr,rrllzHcnofi neflTeJrbHocrrz
noloNenrae).

c 1 aupent 2026 ro4a IIolo)KeHVe o
BHyTpeHHefo KoHTponr KarrecTBa LI

B MeAurut4ncxofi opraHrl3aqurra (4anee -

ropoAa Craporo Ocxola:
no Me.ur4uuucrofi qacrrr -

2. Vrneplr4rb cneAyroulufi cocraB r<onauccuft:
2.1. [trt pa6oru B crpyKrypHhrx rroApa3AeJreHrzrx

Ilpe4c e4areJrb Ko Mrz cer4pr: 3aMecrr4TeJrb ruraBH o ro Bparra
Bepelaenr<o E.B.;
3annecrurelr npeAceAaren.fl KoMr,rcct4rr: :ane4yrcu1ufi AercKr4M orAeJreHr.reM -
MaprnHa II.l4.;
rlneHrr KoMr4ccrrt4:

Bpav-croMaroJror-Aercxzfi - Htrxolaeaa O.A.;
I'I.o. 3aBeAyroqero re'Ie6Ho-npo0znaxrvqecKkrM orAeneHr4eu - TolnraqeBa IO.B.:
Bparr-croMaroJror-xr4pypr - Mnreea E.A. ;
craprr€u M eAr,rrlLr HcKar c e crp a - I/.r,auoea IO.E.

2.2. lw pa6orrr B crpyKTypHbrx noApa3AereHrz.f,x ropoAa fy6xzHa:
flpe4ce4areJlb KoMrrccr4u:3aMecrr4TeJrb rJraBHoro Bpaqa [o MeAr4rluHcrofi qacrr.r -
Eepeueur<o E.B.;
3auecrztelr npeAceAareJlt KoMr4ccr4r4: 3aBeAyrcrqzfi oproneAr4qecKr4M
orAeneHr4eu - BpyceHcK€ur M.H.;
9renu KoMrlccr4lt:
I't. o. 3aBeAyroqef o repaleBTz qecKr{M orAeneHr4eu - Tomu arreBa A.H. ;
Bparr-croMaronor-xrrpypr - Ceerzroe @.B. ;



DraBH a.rr M eAr4rlt4 H cKa.rr cecrp a _ Mapagyaa H. C.
3' tlne'aru KoMI4ccI,kI B ceoefi AerreJrbHocrr4 pyKoBoAcrBoBarbc,

floloxenue o noptAKe opraHu3allvl4 rr rrpoBeAeHr4r BHyrpeHHero KoHTponrr
KaqecrBa v 6egonacnocrn ue4zqzHcrofi Ae-rrreJrbHocrr4 B U.AZUZUCTOI
opraHr43arlun.

f . rrpur pa"LvLNtvlvr)t DbrKUrJy u.qr. pa3MeCTI4Tb [plrKa3 v nonoxeHl4e B
HHQOprvraIIuoHHoM rIOJre oSrzqzanrHofo cailra ofAy3 <<crouarororr4qecKa,
rroJrr4KJrkrHrzKa r. fy6rzna.

4. flporpanal,rvcry Errroey o.o.

5' 3arraecrvreJllo DraBHoro Bparla no MeAr4rlzHcxoft qacrr4 Bepenaeuro E.B.
paspa6 0rarr flnau M epollpu{rufi nHyrpeHHero KoHTpon, KaqecrB a.6. cercperapro pyKoBoAr4Tenr Koilua.rzxHnofi JI.B. o3HaKoMr,rrb cHacrotlquM rIpI4Ka3oM JI'II, rIoIrMeHoBaHHhrx B rrpr4Ka3e.

6' c Aaru perl4crpaur4v HacroflIrlefo npr4Ka3a npr{3Harb yrparvBrrr vM cvny
nprrKul3}lb 34 or 10.01 .2022 ro.rra.

7. KoHrponr 3a LrcrroJrHeHr4eM Hacrorruero [pnKa3a
3AMECTI4TCJUI UIABHOfO BPAIIA [O MCAI4IIZTTCTOfi qACTI,I BCPETTAEHTO

flanHufi npau
,.{.O.3alaynraH

BO3JIOXI4Tb HA

E.B.

$
?



llpnroxeHne
K rrpr{Ka3y or <<31>> Mapra 2026 r. J\b

IJoroxenue o flopqAKe opraHIr3auHIr H rIpoBeAeHHs BHyrpeHHero noHlpoJrrr KarreclBa Il
6esonacHocrrr rueArrrIHHcKor"r Aesre,TbHocrrr B MeArrrlrrHcRor"{ opraHHzav.vtr (no.ntIm;tHuuxe)

Of Ay3 <<Cronraro.norfl qecKaq troJr rrKJrrrHr.rKa r. fy6rcuHa>>

1. O6uue uoiroxreHHs

1.1. Hacroqnree rroJrox(eHr4e rro opraHu3arrnv BHyrpeHHerc KoHTponfl KaqecrBa u 6egolacHocrr4
MeAr,rqr,rHcKofi 4errerrHocrrr (.qanee - rroJrolr(eHrae) r OfAy3 <Crouarorofur{ecKar noJII,IKJII4HI4Ka f.
fy6rczua> (.qanee - MeAr4r-Ir4HcKa.fl opmHuzaqut) paspa6orano B qen.sx o6ecne.{eur4r rrpaB fpiDI(AaH Ha

nonyqeHue MeAurlr4HcKofi nouoqu Heo6xo4urvroro o6reua v HaAnexauero KaqecrBa B coorBercrBrlu c

[opqAKaMn olragaHns. MeAUrIr{HcKofi nououlu, c yqeroM craHAaproB MeAurlrdHcrofi nououlrz 14 Ha ocHoBe

KJrr4HHqecKux peKoMeHgaguit, a rarcKe co6lro4enuq o6sgaremnux rpe6ora:auit rc o6ecne,{eHlalo KaqecrBa
n 6esonacHocrr4 MeAr4rlrascrofi AeqrerbHocrr4.

_ 1.2. Bnyrpenuzfi roHrponb ocyqecrBJuercr MeAvrlrrHcKofi opraHuza4uefi B coorBercrBvtv c
JTpe6oealvffiMvt K opmHz3ar\vrLr v [poBeAeHr4ro BHyrpeHHefo KoHTpoJu Kaqecrsa Ia 6esonacHocrt4

MeAarIHHcKofi Aesre:rsHocrr4, yrB. rrpr4Ka3ou MznucrepcrBa 3ApaBooxpaHeHr4q P@ or 31 utols 2020 r.
N 785H.

I.3. OrsercreeHFruN,r 3a opfaHh3arll4ro fi npoBeAeHr4e BHyrpeHHefo KoHrponfl, fl,Brfl,ercfl,

pyKoBoAr4renb MeArrut4ucrcofi opmHn3aurru r;.t6o y[onHoMorreHHnfi t4 M 3aMecruTerb pyKoBoAI4Ter.s.

1.4. llo perreHlrrc pyKoBoArrrenr nreAaqnucrofi opraHr43aur4r, euyrpeuHufi KoHTpoJrb

opfaHz3yercr H npoBop.prrcs. Kouuccuefi (CryN6ofi) rro BHyrpeHHeMy KoHrponlo (4a,ree - KoMuccltq
(Clyx6a)), BKJrroqarcqefi pa6orHzKoB MeAr4ur,rHcrcofi opraHz3auuu, u (unu) ylonHoMor{eHHblM nl4uoM no
KaqecrBy u 6esonacnocru MeAurlrascnofi AesreJrbHocrH (galee - Vnomrovor{eHHoe ruqo).

1.5. flo perxeHr4ro pyKoBoAr4Ten.s MeAr4rluucrofi opraHpr3arlprn 4rfl. ocyulecrBneHra.s Mepolpunui,t
BHyTpeHHero KoHTponr MoryT rrprrBneKaTbc.rr Hayr{Hbre v vHbre opmHr43arluu, yqeHbre u cllequaJlzcTbl.

1.6. Hacro.flrrlee nonoxeHrre pa3pa6orano B coorBercrBurvt c:
- (De4epamHbrM 3aKoHoM or 2l.ll.20ll r. N 323-@3 "06 o*rosax oxpaHbl 3AopoBbr fpalKAaH B

Poccuficrofi @e4epaqun" ;

- 3arouou Poccuficrcofi @e4epaquv or 07 .02.1992 r. N 2300-I "O 3aulure rpaB norpe6urerefi";
- llocranoBJreHr4eM llparnremcrra PO or 1 zroHq 2021r. N 852 "O Jrr4I-IeH3I4poBaHvpl

ue4uquHcrofi AerreJrbHocrrd (sa vcKJrroqeHrreM yrcasauuofi AerreJrbHocrrr, ocyuecrBnseuofi
{ verw\uHcKlrMrrr opraHn3arJuflvrvr v Apyfr4Mr4 opraHu3a\r4flMn, BXoAq[Ir4Mr4 B r{acrHyro cr{creMy

3ApaBooxpa HeHlv,s, Ha reppr4To pvw nHHo Baur4oH Horo u,eHTpa " C ro,r rco ao " ) ;

- flpaenlavn npeAocraBreHnq MeA[rur4HcKHMx opraHA3at\AflMA [JrarHbrx MeAULI]rHcKax ycnyr,
yrB. nocraHoBreHueM flpanzrerrcrsa Poccrficrcofi @e4epaquu or I I Ma.s 2023 r. N 736;

- flopr4xoM co3AaHr4fl v 4eflTeJrbHocrLt npaue6uofi KoMr4ccrirr neAzquHcr<ofi opraHnsa\vu,
yrBep)KAeHHbrM nplrKasolr Muur4crepcrBa 3ApaBooxpaseaus. Pocczficxofi @e4eparlnra or 10 anpenfl
2025 r.l\b 180H

2. @yurcquu u iloprrAoK B3arrMoAeirc'rsufl Koruuccuu (c"'ryx6ul) rro BHyrpeHHeMy KoH'rpoJrrc r{
npaue6uoii KoMrrccuu MeArrrlnrrcn<lii opranu3allflH B palrnax opraHr{3aquu [r flpoBeAer'rrrfl

rlHyTpeH r{ero KoH't'poJrrl

J\! I
8z

2.1. Ctryx6a no KoHTponrc KaqecrBa
BOnpocaM:

- orreHKr4 KaqecrBa, o6ocHoeaHHocrz

esauuo4eftcrByer c npaue6uofi rcouuccuefi no cneAyroqr,rM

r,r e<p<pexrunHocrpr leue6no-gzarHocrr{qecKr4x Meponp utrui,t,



d TOM r.r14CJ'1e Ha3HaqeHHt neKapcrBeHHblx IlpenaparoB;
- HanpaBneHHr Coo6UIeHfift B PocaApaBHaA3Op B UentX OCyUlecTBneHt4fl MoHliTopu Hfa

6e:onacHocru neKapcrBeHHbrx npenaparoB o BbltBreHHblx cnyqaflx rto6o'{Hblx AeilcrBt4il, He yKa3aHHblx

B HHcrpyKquv no flphMeHeHn|o neKapcrBeHHoro npenapara, cepbe3Hblx HelKeJIareJIbHblx peaKlll4il 14

HenpeABr{AeHHbrx He)r(erareJrbHbtx peaKUZ h npz npuMeHeHht neKapcrBeHHblx rtpeIaparoB;

- oueHKu co6nroAeHHr B MeAhUt4HcKoil opmHn3allul4 ycraHoB,'IeHHofo [opqAKa BeAeHillI

MeAr{uH Hc Kofr Ao Ky MeHTauvn;
- pa3pa6orKr4 Meponpr4srufi rro ycrpaHeHuo 14 rlpeAynpelKAeHulo HapylxeHafr B rlpoqecce

AUaTHOCTLI KH 14 JleqeHuq [aIIHeHTOB;

- Bar.lMoAeftcrsvq B pa6ore rro BonpocaM, orHocttql4Mcr K KoMnereHllllh BpaLle6Hofi KoMHccfll4, c

TOOMC, peruoHanbHbtMr4 orAeneHnqMh OCC, reppnropl4aJlbHbtMl4 opraHaMh Poc:4pasua43opa lI

Pocnorpe6HaA3opa, QeAepa,'rsuul,ln yqpexAeHLrtMH MC3, co crpaxoBblM14 MeAuul4HcKI4M14

opfaHu3aqurMLl, L't HbIMI,t OpfaHaMI4 14 OpfaHI{3a\AAMU;

- paccMorpeHbs o6paulesnfi (Nano6) no BorlpocaM, cBt3aHHbIM c oKa3aHueM MeArIoMolrlI4

fpaxAaH B MeAHIII4HCKOfr OpfaHu3ar\vt4.

3. f)cruetwffit,te aie'tx't nf 3Altr:trIl,t xlp{}Be,r{€ft{{!} }t:{1r'i'AletrggL'x(} Molt t-3t{},xt{ tr{:}txec't'E:? pl Ge3&lciec*}tle't'n

m,{c.{tM €r nt ciloii .'{ex-r*;rr"al$erl{

3.1. BHyrpeasnfi KoHrponb KaqecrBa u 6e:onacsocrl4 MeAuqnHcroi Ae.srerbHocrH (Aanee -

BHyrpeHH14fi rcourpo,'rt) ocyrUecrBnqercfl c Uenbto o6ecneqeHnt rlpaB fpaxAaH Ha flonyqeHfie

Me,[r4uuHcKofi lomou1tz Heo6xoAl4Mofo o6'beMa 14 HaAnexaqero KaqecrBa B coorBercrBnn c [op.sAKaMI4

oKa3aHUr me4n qraHcrofi rroMouln, npaB14naMa flpoBeAeHht ra6oparopHbIX, 14HcrpyMeHTarbHbIx'

rlaroJlofo-aHaroMuLtecKHX Lr I,IHbIX BI{.qoB AuarHoorl4t{ecKl4x nccleAoeauufi, rlojlo)KeHLIflMI'I 06

opraH143arlhh oKa3aHH s, Me112r\uHcKoil noMoulta no BnAaM uleAnlltlscrcofi troMoI]-114, nopflAKaMZ

opraHu3auu14 MeAnrIhHcrcofi pea6n rATaL\Au h caHaropHo-KypoprHofo reqeHnq, noplAKaMU npoBeAeHI4t

MeAuqr,lHcKl4x 3KcnepTA3) LyenaHcepv3ar\un, AllcflaHcepHoro Ha6,rrcLeHufl. MeA[lIIt4 HcKxx ocMoTpoB h

MeAl4ur4HcKHX ocBnAerenbcrBoBaHr4fi, c yqeroM craHAaproB ueAullnucrcoi rloMoulh H Ha ocHoBe

KJf l4HHr{ecKHX peKoMeHAa|;ah, a rapr(e co6,rroAeuut o6q3arenlHbIX Tpe6oBauufr rc o6ecneqeHu}o KaqecrBa

fi 6eeo nacHocru Meal4IrI4HcKo il AesreJl bHocrt"t.

3.2. O6r,,enrorr,r BHyTpeHHefo KoHTponfl KaqecTBa sBJlteTcf, MeAilIIItHcKafl rIoMoIrIb,

npeAcraBnrrcqa.q co6oii KoMn!'reKc naeponpzrrufi, HanpaBneHHbIX Ha noAAepxaHUe w (.vnv)

BoccraHoBr,reHhe 3AopoBbt r.i BKJIroLrarcurnx e ce6r npeAocraBneHhe MeAilllHHcKl4x ycnyf.

v 3.3. Opraun:aqul H npoBeAeHile BHyrpeHHefo KoHrpont c yLleTOM BILA ue,qlturHcrcoil

opraHg3aqri n. BLrLoB, yc,roeuil ra {opv oKa3aHflfl MeAuut4HcKoil lovorufi H flepeqar pa6or (yclyr),

yKa3agHbrx B nTueH3lru Ha ocylqecrBreHl4e MeAhul4HcKoil Aeqre,rsHocrl'{, HanpaBneHbl Ha pe[eHl4e

cneAyrouII4x 3aAarr:

3.3.1 . CoeeprueucrBoBaHne noAXoAoB K ocyUecrBJIeHurc veAsUuucttoil AesrenbHocrtt !.nfl

lrpeAyrrpex Le1vrfl, BbrqBreHr4r rj flpeAorBpau{eHus pI4CKOB, CO3AarOqux yfpo3y )Kll3HH t4 3AOpOBb}O

fpaxAaH, v MvlHAMA3aIlnu nocJle qcreufr hx HacrynreHuq.

3.3.2. O6ecnelreHr4e H oqeHKa co6,lrcgeHrr npaB fpa)KAaH e cQepe oxpaHbl 3AopoBbt rIpI4

ocy uecrBJteHI4 h MeA uIItz H crcoil AetreJI bHocr14.

3.3.3. O6ecfleqeHlre u oqeHKa [puMeHeHus fropeAKoB oKa3aHus MeAnqhHcKofi nonaoula, [paB[4,l

npoBeAeHufl la6oparopHslx, t4HcrpyMeHTarbHblx, naroJlofo-aHaroM14qecKl4x 14 HHblx Bl4IoB

nuarHocrHqecKr4x l4ccneAoBaHnft, noloxeHrafi o6 opfaHu3auhv ota3ale:,z.e MeAuIII.IHcKofi non,toulu no

Br4naM neArquucrcofi rroMorqr4, rroprAKoB opraHu3aqlru MeAI4unscrcofi pea6uluraryuu vl

caHaTopHo-KypopTHofo JreqeHr4q, cTaHAapToB MeAUIII4HCKOfr nOltOullt.

3.3.4. O6ecneqeHHe u oueHKa co6rroAeuar ropsAKoB npoBeAeHht MeAI4IIHHcKlzx 3KcrleprH3'

1ilcnaHcepy 3aL\14v, AilcnaHcepHofo ua6rrrcAeHHq, MeAULIHHcKHX ocMoTpoB n MeA)4Ul4HcKl4x



OC BU NET E T bCTBO BAH I,IU.

3.3.5. O6ec[er{eHhe il oLleHKa co6,ro4eHnr MeAr4r-lr4HcKhMH pa6oruurcatru H pyKoBoAurer.flMt4
MeAL'l-lt4HcKhx opraHl43aquil orpaHnueuuh, HaJrafaeMbrx Ha yKa3aHHblx Jtnt-l npn ocyuecrBreHHH hM14

npoQeccroHaltHofi AeqrenbHocrl4 B coorBercrBt4t4 c (De4epa,rbHbrM 3aKoHoru or 2l Hor6pl 2011 r.
N 323-@3.

3.3.6. O6ecneqeHne il oueHKa coorBercrBr4r oxa:rrsaeN{ofi MeAaur4HcKhMta pa6orHnrcaun
MeAaLU4HcKofr nonoulvt KpvrepvflM oLleHKr4 Kar{ecrBa MeAiluHHcKofi nonaorqr4, a raKxe paccMorpeHr.re
[pHr{I4H Bo3HI,IKHoBeHI4.a HecoorBercrBr4.s Kar{ecrBa oKut3brBaeMoil ve4uqr.rHcrcoft rroMorrlr4 yKa3aHHbrM

KpuTepu rM.
3.3.7. flpe4ynpeNAeHre Hapyurenufi npv ota3aHlrw nre4uqzucrcofi roMorqa, rBJrsrorr1r4xcrr

pe3ynbraroM:
- HecoorBercrBr4s oxasauHofi MeALiur4HcKoii nouloulrz cocrorHuto 3AopoBbr nauzeHTa c yqeroM

creneHU flopaxeHut opmHoB n (ntn) cr4creM opfaHil3N4a ,ru6o uapyruesuit nx Qynrir1r.rfi, o6yc,roe,reHHofi
ga6oregaHra eM vlt4 cocrorHueM lu6o nx ocJro)KHeHileM;

- HeBbIrIoJtHeHuq, HecBoeBpeMeHHolo t4tt4 HeHaAne)Kauleto BbInorHeHZq Heo6xo4tzntbIX [auueHTy
lpoSra,rarcrueecKI4x, Al,IafHocrl4r{ecKUX, ,leqe6srrx u pea6ntnraqi4oHHblx MeponpusrHfi e coorsercrBat4 c
noptAKaMI4 oKzt3aHu.s MeALrur4HcKofi nonorqn, c yr{eroM craHAaproB MeAr4t-u4HcKofi nououlrz u Ha ocHoBe

- Rrnut4\ecnl4x peKoM eu lauuit
- Heco6lrcLeHl4e cpoKoB o)KilAaHrzq MeAUUr4HcKo[ nonorqu, oKa3brBaeNloil e n,raHoeofi Qop,rae,

BKrrcqafl cpoKu o)KuAaHHfl oKa3aHHt MeAzrlr4HcKofr nonaoulr4 B crauuoHapHbrx ycnoBt4rx, npoBeAeHr4t
orAerbHblx ArzafHocrl4qecKnx o6c:regoeaurafi u rcoHcy,rsraqufi apaueil-cneLIHanHcroB;

- trpvHsrus. Mep no npeceqeHilrc u luttu) ycrpaHeHr4ro nocneAcrBr.lil u npnunu Hapyneuuft,
BbLflBreHHbrx B paMKax Se4epa,rluoro rocyAapcrBeHHofo KoHTpoJrr KaqecrBa n 6esonacHocrr4
nae4zqnucrofr AetreJlbHocTH, BeAoMcTBeHHOfO KOHTpOn.fl KaqeCTBa U 6eSOnaCHOCrn nAe4VrqUUCrcOfi

AeqrerbHoctn, o6:seutoB. cpoKoB u yctoP'nk oKa3aHr4q MeAuLIr4HcKofi nonrouqrz, BbrqBrTeHHbtx B paMKax
KoHTponq KaqecrBa MeAHuI4HcKofi nououru SoHganru o6q:areJtsHofo MeAHuHHcKoro crpaxoBaHzr H

crpaxoBbtMil MeAilUHHcKHMH opfaHH3auztM14 B coorBercrBHH c 3aKoHonarer'tbcrBoM Poccuficxofi
@eaepaunn o6 o6ssarerbHoM MeaHurlHcKoM crpaxoBaHV,a

- npuHerrfl ynpaBneHqecKnx pettler*tit no coBepileHcrBoBaHHro noAXoAoB K ocyuecrBJleHno
MeAr.r uHHc Ko il Aeqre,'ItHocrlt.

4. opt'aHltaaulrn I{ cpoKLI r]poBeilcnrur BHylpeHrrclo KoH'r'poirs ttarlec'lBa

J 4.1 . BHyrpeuHnfi rcoHrpoJ'tb BKrrol{aer cJreAyroulue MeponpytflTtfl:
- oUeHKy KaqecrBa n 6esonacnocru MeAI4rlnHcrcoii AerrerbHocru MeAhUriHcrcofi opraHr,r3arlnH, ee

crpyKrypHbrx [oApa3Aeteuuir flyreM npoBeAeHHl rraHoBbrx il ueneBbrx (nuen,rauonux) npoeeporc;
- c6op craracruLtecKux AaHHbrx, xapaKTepu3yroillr4x KaqecrBo u 6e:onacuocrb MeAurluucxofi

AegreJlbHocr Lr MeAuut4scno f optaHu3aqr4 n, 14 L4x aHarr43;
- yrler Hexenarenbsux co6uruit npu ocytUecrBn eHW Me\nqnHcxofi AerrenbHocrz (Qaxroa r,t

o6crosrelrcrB, co3Aaloql4x yfpo3y npuquHeHus. LttH roBJreKrlr4x rrpwrvrHeHue BpeAa )Kr43Htl H 3AopoBblo
fpDI(AaH n (unu) MeAulluHcKzx pa6orHuKoB, a raKxe npuBeArxnx K yAnr{HeHn}o cpoKoB oKa3aHn.fl
MeAHuHHcKoil novoutu);

- MoHl4TopHHr HaIlL4tlnfl neKapcrBeHHbrx npettaparoB 14 MeAt]UuHcKr4x us1estuit c yqeroM
craHAaproB MeAhLlHHcKofr novorqn H Ha ocHoBe KJ'lt,tHhqecKr.tx peKoMeHga4nil:

- aTaria3 nuQopnraqura o no6oqrstx 4eicrerax, He)neJta'renbHbrx peaKr-U4rx, cepbe3Hbtx
He)XeIaTeJIbHblx peaKI-U4tX, HeI|peABUA€HHblx Hex(er'laTeJ'lbHblx peaKUhflX nph IIpHMeHeHI4H
JIeKapcrBeHHblx npenaparoe, o6 :oHI.],1'BAAyalruoil HerrepeHocr4Mocr14, orcyrcrBHt4 e$semr.reHocrra
neKapcrBeltHbrx [pe[aparoB, a raK)I(e o6 aHrrx $axrax z o6crosrerbcrBax, npeAcraBnr]orrlr4x yrpo3y
xh3Hl4 AnH 3AOpOBblO r{eroBeKa npH npr4MeHeHnu neKapcTBeHHbtx flpe[apaToB t4 Bbr.sBreHHbrx Ha Bcex



lranax o6paqeurar neKapcrBeHHbIX npe[aparoB, coo6rqaevofi ue4nqzHcrcoil opraHasaquefi B
ylonHoMo rresuufi Qe4epar surr I opraH r4c [oJr Hr4TeJrrHO fi elacru ;- aHaIrh3 zn$opuaqna o6o Bcex cnyqatx Bbr.rrBreHras no6o.rFrux geficrn uit, ue yKa3aHHbrx B
HHCTpyKIlt4H rlo rlphMeHeHI4lO I4Itt1 pyKoBOACTBe fro 3KCnnyaraqr4u MeAUUt4HcKOfO r.,3Aenuq. o
He)KenarenbHblx peaKunflx npn efo npfiMeHeH|,Ll) o6 oco6euHocrgx s:anvo4eilcrBtlr Mer:lt4ullHcKt4x
uzgetnil MelI(Ay co6oi, o Sarcrax a o6 o6croflreJlbcrBax. co3Aaloulr4x yrpo3y AtA3Ht4 r, 3AopoBbro
rpaxAaH h M ttpnMeHeHull 14 oKcnJ]yaruL\Arr MeAHur.lHcKux ns1e;1uit,coo6ruaenaoh B ycraHoBneHHoM yrroirHoMoqeHHbrM flpaeurelrcrBoM
Poccraficnofi O M r4crronHure,rrHofi Blacru nopflAKe;

- MoHaropHHr HarLIquq y MeALIIIHHcT<ax pa6orHaxoB AoKyMeHroa o6 o6pa:oBaHVu z ceprn$zrcara
ctreLluanucra tn60 cBr4Aerenbcrsa o6 aKKpeAr4Tau w cnerJuanucra.

4'2' l\stanoBbte npoBepKu npoBoAtrcs B coorBercrBut4 c exeroAHbrM rrraHoM, yrBepxAaeMblM
pyKoBoAr{TereM MeAurlnscrcofi opfaHu3arlu14, He per{e I pa:a B KBaprar.

rlpe4naer nJlaHoBbIX t4 l]eJleBbtx (uHen,rauosux) npoeepoK olpeAerrercq B coorBerc rBuA cyqeroM BI4Aa MeAu uuscxofi opfaHl43auuv, Bt4AoB, yc,ronufi vt fiopru oKa3aHr.rr MeAnulzHcKofi nououlr,t rz
fiepeqHt pa6or (yc,ryr), yKa3aHHblx B nI4UeH3fipl Ha ocyqecrBreHr4e MeAuUt4HcKofi 4e.are.ltHocrtr,

4.3. I_{enenne (anenrauonsre) npoBepKrl npoBoArrc,:
- npv Hanwtvvt orpul\arerrHofr rr4HaMzKU CTaracrurrecKHx AaHHbrX,

H 6esonacHocrb MeAlrrruscxoft AerrenbHocrr4 MeA qzHcxofi opraHn3arlur4, B
pe3ynbrare npoBeAeHhq n,raHoeoii npoBepKV;

- npn nocryflneHt4tz >xa,ro6 rpa)KAaH tlo BonpocaM KaqecrBa H AocryrrHocrl4 ivenzquHcxor;
tloMoull4' a raKlKe no I4HblM BOnpocaM ocyuecrBneHHr MeAtqzHcrcoi AeqrerbHOcrH B N4enuuzHcrcofi
opraHl43auHfi, coAepxaqnx nu$opMallfito o6 yrpo:e nphqt4HeHun n (ntn) rlpnrrr4HeHuv BpeAa n<n3HA vl
3AOpoBblo fpaxAaH;

- BO BCeX Cnyqa.qx:
- JreTa,[bHbrx r4cxoAoB;
- BHyrpz6olsuuquoro uusu4uposauun

BMCIIIATCIbCTBOM.

4.4. fipoaepKu, B 3aBucl4Mocrv
nae4uqnucxofi rroMorrlH, oro6paHurrx
oAHopoAHofi conoxynuocrr4 cnyqaeB.

xapaKTep14 3yro uax KaqecrBo
ToM qucre ycraHoBneHHofi e

n oc,toxueuzfr, Bbl3BaHHsIX MeafiuuHcKHM

or nocraB,'leHHblx 3araq, BKJ'lroqaror aHaru3 cnyqaeB oKa3aHug,
MeroAoM ctyuafruofr ost6opxtz u (nm) no reMarrjqecKr4

flpooeprca ro reMarvqecKu oAHopoAHofi coeoxylHocrt4 cnyr{aeB npoBoAt4Tc.s B orHorrreHr/rr4
onpeAeneHHofi coeoxynHocrl4 cJlyqaeB, oro6paHHrrx no reMararrecKr4M rrpl{3Ha6aM.

Blr6op Te*.arvIRU Ane npoBeAeH,t npoBepK, ocyqecrBrqercr Ha ocHoBaHur,r pe3ynbraroBa aHaril3a crarHcrl4qecKl4x AaHHbIX, xapaKTepll3yroql4x KaLtecrBo u 6e:onacHocrb nrenzuuHcrcol
AerrerbHocru M9A4LLAHCrcOi Oprau h3a4t4l't. ee crpyKTypHbrx froApa3Ae,'reHafi.

4'5' '\Ha,ru: cnyLtaeB oKa3aHt4t uegnquucnofi 
',oMoul, B xoAe rJraHoBbrx fl ueneBbrx(eHen,rauoeslx) npoBepoK ocyqecrBnrercq Enfl olleHKlr KaLrecrBa z 6e:onacHocrr4 venzuuucxoi

AeqrenbHocr|4 Me[nulffscxoi opfaHu3aqHlz, B ToM Lu4cJIe,Anr oqeHKr4 xapaK'lepa, qacrorbr t4 trpv1,1,1
Bo3Mo)KHblx uapynenuit npl4 oKa3aHnn MeAr4r\t4Hcrcofi noMorrlr4 narlueHTy, npuBeAur4x K yxyAffeHuro
cocTosHl4q 3AopoBbt IlaUI4eHTa' co3AaBlxefo pacK nporpeccfip oBaHufl nMeloulerocs 3a6olenauzl,
co3AaB[ux pI4cK Bo3Hl'lKHoBeHI4t HoBoro ga6oreeaHaq, npuBeAur4x K aHBar n1l3a\uvr, K nerarbHoMyl'lcxoAy, a raK)Ke r uee0freKraBHoMy I4cIIonb3oBaHulo pecypcoB veAzuzucrcofi opraHh3aqgu,
HeyAoBn erBopeHHocru rra Llrje HTa MeAr4 rlr.rHcKo fi notrousro.

4'6' Cporc fipoBeAeHHq nJtaHoBblx 14 uereBbrx (euen,raHoerrx) npoBepoK ycraHaBraBaerc,
pyKoBoAHTeneM MeAl4lltlucrcofi opfaHH3aqHv tu6o y[onHoMoqeHHbrM r4M 3aMecrr4TeireM pyKoBoArzrenq B
3aBHcl4Mocrti or [perMera rlpoBepxu t't oco6euHocrefi AetrerbHocru Meru\urrcxoft opraHr.r3arluq, Ho He
Aonx(eH npeBbrurarb 10 pa6ovax 4Hefi.

MoHlaropuur Harnqvs' JleKapcrBeHHbrx [penaparoB r,r MeAr4r-u4HcKHX n3renvtit nponogurc, no
pelxeHl4lo pyKoBoAl4TenA nr''eLnr\vHcrcofi opraHI43aIII4 14, Ho He pexe qeM 1 pa: e KBapraJr.



/' Ananug rautfoprraaqrzr,r o no6oqsstx 4eficrez.rx, HexeJrareJlbHbrx peaKqr4.sx, cepbe3Hbrx
HexeJlareJlbHblx peaKlu4.flx, HenpeABLrAeHHbtx HexeJrareJ'lbHbtx peaKrlr4rx npn npr,rMeHeHUA
JleKapcrBeHHbIX lpenaparoe, o6 4HALLBVIyallsofi HerrepeHocHMocn4, orcyrcrB1414 sQsexraouocrra
neKapcrBeHHbIX npe[aparoB, a raKxe o6 uuttx dar<rax H o6croqrerbcrBax, flpeAcraBn.flror{l,rx yrpo3y
)Kn3HV HnI4 3AOpOBbIO qenoBeKa ilpu npl4MeHeHhn neKapcrBeHHbrx fipenaparoB r4 Bbl.sBreHHr,rx Ha Bcex
3Tanax o6pauleHua neKapcrBeHHbtx flperlaparoB, coo6u1ae,r,rofi nre4uquHcrcofi opraua:aqueit B
y[orHoMotleuHstfi Se4epa:rrnslil opraH HcnoJ]HHTensHoil a,tacrv, A alarus uusoplraqnu o6o ecex
cnyqatx BbItBreHnq no6oqHstx geilcruuh, He yKa3aHHbrx B t4HcrpyKr{l4h ro rrpuMeHeHr4ro Ltru
pyKoBoAcrBe rlo 3KCrInyaraIIUA MeAI{UI4HCKOfO n3\errLlL, O He)KeJrareJrbHblx peaKrlr4qx npu efo
rlpaMeHeHuz, o6 oco6eHHocrqx a:auvo4eficrBr4q MeAr4t-U,tHcKr4x uzgetnfi MexAy co6ofi, o Sagax n o6
o6crosrelrcrBax, co3Aaloqnx yfpo3y >Kvr3Ha Lr 3AopoBbro fpaxAaH u Mert4\uHcnrax pa6orHuKoB npn
npHMeHeHHL, 14 3KcIrJIyara\AV MOAI4UI,IHOKI4X t{3AeJlafi, coo6rqae,Mofi neguquHcrcoil opraHusaqHefi e
ycraHoBneHHoM ynonHoMoLleHHblM ilpasure,rscrBoM Poccrilcroil @e4epaqau cpe4epa,,rsubrM opr.aHoM
t4cnorHl4'reJ'lltiofi e,lacril nopnAKe, npoBoAHrcr Kovrcczei (C,ryx6oil) u (ntn) Vno,rsoiuoqeHHbrM
nuqoM He pe)Ke I pa:a B KBapran.

4.7. tlpn rpoBeAeHuu nJIaHoBbIX u ueneBbrx (euenraHoesrx) npoeeporc Konauccns (C:tyx6a) u
(rz,rr,r) Yno,rHoMoqeHHoe nlluo uMercr npaBo:

r - ocyuecrB-[.srb [onyrleHl4e, c6op u aHarv3 cae4eHufi o AerrerbHocrrz crpy6r.ypHbrx
noAp a3Aen e nuil ve gtt4r,r uc xo fi op |aH A3arJu LI;

- 3FIaKOMI4TbCq C AOKyMeHTaMI4, CBt3aHHbtMr.r c rJenqMr.r, 3a!iaq'al/J/. U rrpeAMeroM BHyrpeHHefo
KoHTpoJIt' B ToM r{acne c MeAHIIliHcxofr 4orcynteuraquefi, cHHMarb Korrur4 c yKa3aHHbtx AoKyMeHToB, a
TaKXe [poH3BoAI4Ts e ueo6xoAl4MbIX cnyqatx rforo- 14 Br4AeocbeMKy frp]4 ooyrltecrBneHuu ocMorpa vl
o6cle4oaaunr;

- 3HaKoMl'lrbct c pe3ynbraraMil aHKerHpoBaqns H ycrHbrx onpocoB rraqrzeHToB u (ulu) ux
3aKoHHbIX rlpeAcraBHTelefi, uleHoB ceMbr naIII4eHTa, pa6orHuxos MeArdur4HcKofi opraHusar\r1t , a raKlKe
pe3ynbraraMr aHar,n3a Na,ro6 u o6parqeurah rpaxgau;

- Aocryna B crpyKTypHble rloApa3AeneHr4s MeAUqHHcKoii opraura3al\nr4, a ra1)Ke B s1aHns)
crpoeHI4s' coopyx(eHH.s, roMeilIeHuq, K ucrloJlb3yeMoMy o6opy4onaur4to t4TpaHcnoprHblM cpeAcrBaM;

- opfaHH3oBblBarb r]poBeAeHHe ueo6xo4uvbIX hccreAosauni4.3Kcnepru 3, aHanrz3oB H oUeHoK.
4.8. fl,raHoBble fi lleJ'IeBble (eHen,raHoetre) nposepKil, ocyqecrBrreMbte B paMKax BHyrpeHHero

KoHTpont l(aqecrBa il 6esonacHocrli MeAhtltlt-tcttofi AetrerbHocru; B 3aBuct4Mocrl4 or BVAa veAnunHcrofr
opraHu3allnu' Bt4AoB, yclosrzfi n rfopn oKa3aHHt ,raeAIauuHorofi [oMoult4, nepeqHq pa6or (yc,ryr),
yKa3aHHblx B nl4lleH3na Ha ocyulecrBJ'leHue MeAHUr4HcKofi geme,rlHocrr4, [peAycMarpfiBaror oUeHKy
creAyloul14x noKasarereil :

-r l) rra:rzuae B MeAltuaHcrofi oprauw3ar\L4u HopMarr4BHbrx rrpaBoBbrx aKToB (e rona r{r4cre u3AaHHbrx
Se4epalsullMll opraHaMl,r focyAapcrreuHofi Bracrr.r, opfaHaMfi rocyAapcrBeunofi Bnacrpt cy6t,exroa
Pocct'tficttofi oe4epaqraz, opfaHaMI4 MecrHoro caMoytlpaB teu.lri.), pefJraMeHrr.rpy]orrIHX Borrpocbr
op raHu3aqu H MeAu r_u4Hcrco fr gerreJr bHocrr4, B KJt roqar :

- IlpeeMcrBeHHocrb oKa3aHHt MeAuur4HcKoil novoulrz Ha Bcex 3Tarrax:
- oKa3aHHe MeAaIILtHcKofi lonoulz, B ToM qr4cre e yb,roararx upe:esluafiHux cHryaqnfi;
- Maprxpyrl43auilIo IIalJaeHToB, BKrroqa{ opraHr43aur.rro KoHcyJrbraguit, AononHr,rrerbHblx Me,r.oAoB

o6c,regoeauuq B uHbrx MeAl4ur4HcKrzx opraHu3 al\fisx;
- nepeBol naul4eHTa B Apyfl4e MeAUrlt4HCK'{e opfaHH3aqfir4, BKJr]Oqaq flepeqeHb MeAHqHHCKT4X

n o rcasaFrr4f n Me 4vr\uHc Kr4e op f aH v3arJr4pl Anr n epeBoAa ;

2) o6ecneueHhe oKa3aHvtfl Mer,z;uvucrcofi floMorqn B MeAflrlnHcxofi opraHn3ar\AV B coorBercrBav c
noptAKaMt4 oKa3aHut veAnuzHcrcofi noMoulh, npaBhnaM14 npoBeAeHHr la6oparopuurx,
f4HCTpyMeHTaIbHblX, flaTOIOTO-aHaTOM14 qeCKhX H HHbIX BHAOB Al4a|HOCTHLteCKhX uCCS'te2OVauWil,
flonox(eHu.strtu o6 opfaHI43allAu ota3aHz.fl MeAuqr4HcKoil nouoqv no BnraNl MeAr.llr4Hcrcofi nouor_r1rz,
noptAKaMfi opfaHl43aql4l4 MeAuLu4Hcrcofi pea6nnvral\uu u caHaropHo-KypoprHoro JreqeHUfl, 1topqAKaMr.I
flpoBeAeHat MeAI4lrl4HcKhx 3KcneprA3, LucnaHcepv3ar\nu, Ar.rcnaHcepHoro ua6,rroAesLts, MeAu rlr4HcKr4x



MOTpOB fi MeAr4Ur4HCKr4X OCBt4AeTeJrbcTBoBaH:ait, c vqeToM craHAapToB MeAr4Ut4HCKOfi nOMO[[r4. Ha
ocHoBe KJrr4HHr{ec Kr4x peKoMeH IAr\Lri4:

3) o6ecneueHl'Ie B3allMo4efic*z.a MeAI4IIrrHcKofi opraHusa!",v c Merr4 rrHcKr4Mr4 opfaH."3a\vtflMvr,
oKiI3bIBaIoqI'IMI4 cKopylo, B roM qI4cJIe cKopyto cile\rr'tan]/tshrpoBaHHylo, MeAvLIzHcKyro nOMOrqb,
rleHrpaMr4 MeAzrrt4Hbr raracrpoS, B ToM qvcJre:

- flepeAar{a r{u0opr'rarllru vB MeIr4qHHcKI4x opfaHIBaIII4fi, orca3rrea}oil{Hx cKopyrc, B ToM qgcJre
cKopyto cneL\varv3upoBaHHyro, MeAHI-II4HCKylo froMoulb, r-(eHTpoB MeAr4r_lHHbl na.a"tpo6;

4) co6lro4eHue 6esonacHbtx ycnoBufi npu rpaHcnoprrzpoBKe nar1r,reHra 1a npeae,rax ne4uqzucnofi
opfaHu3arrr4 n u (utru) ilepeBoAe B Apyfylo MeAUqHHcKylo opfaHr43aqraro);

5) o6ecneveHl4e rlpeeMcrBeHHocru oKa3aHnsMeAarrr4HcKofi nouo4u Ha Bcex 3rarrax (r rou qilcJre
rIpI4 ilepeBoAe naIIheHTa' BhIrIt4cKe ns MeIr'rIJHHcxofi opruHz3aqn u, ilepe1arre AexypcrBa 14 r4Hbrxo6cro.srerscreax) c co6:to4euzeu rpe6orasnfi x BeAeHr4ro MeAnur4HcKofi 4orcyueu ra\rrv;

6) o6ecneueHze nonyqeuua zHSopMI4poBaHHoro go6pononbHofo cofJracv.fl fpu,n.AaH'Ha r4Jru efo3aKoHHofo I]peAcraBI4TeJIt Ha MeAI4qI4HcKoe BMelrlareJlbcrBo Ha ocHoBaHI4r4 npeAocraBnenHofi
MeAI4III4HcKzu pa6orul4KoM B 4ocrynHofi $opvre nornoX ran0oprraaqrar4 o qeJrrx, MeroAax oKa3aHv,ue4uqzucrcofi rIoMoIrIlI' cBt3aHHoM c HvtMIlt pl4cKe, Bo3MoxHhrx BapnaHTax MeAr4r-Ir.IHcKofo
BMeIrIareJIbcrBa' o efo nocJIeAcTBI4tx, a TaKxe o npel[oJlaraeMblx pe3yJlbTarax oK€BaHkIf, ue4uqngc6o7v nouottttt:

7 ) ua'uuue Jro KaJr'Hhrx HopMarr4 BHbrx aKro B, pe f naM eHTzpyrc qr4x pa6 ory
MeAulrlaHcKofi opraHzsa\vvl; B ToM ttI4cJIe rrpr{ oKa3aHuu Me1nr\vtncnofi rloMorrll4 B
yr{eroM o co6ennocrefi 4erremHocTr.r crpyKTypHbrx noApa3Ae rcuuit) ;

8) ocyqec'rBJleHl4e coprllpoBxn narIHeHToB rrpr4 nocryn reHlu vr (utru) o6parqeHzu
or rr)r(ecrh coc"toflHnfl a nepeqHr eeo6xo4uvbrx MeAUUr4HCKr4x BMe[rarerbcrB:

9) o6ecne. eHI4e cBoeBpeMeHHoro oKa3aHu q MeAurlrf HcKofi nonaouln npu fiocry nre11u n (u'n)
o6panleurarz nar\t4eHTa, a raKxe Ha Bcex gTarrax ee oKa3aHr4q:

l0) o6ecneqeHue oKcrpeHHoro orroBerr{euut u (uwr) c6opa MeAr4rlr4HcKzx pa6orHuroe, He

[plreMHofo oTAeneHzt
excrpeuHofi Qopnre (c

B 3aBVICI4MOCTZ

HaxoA_rrqlrxcfl Ha Aexypcrne (npz ueo6xo4zruocru);
I l) o6ecner{eHr4e Bo3Mo)KHocrH Bbr3oBa MeAvur4HcKt4x

IAJIATbI;
paooTHr4KOB K naqueHTaM, B TOM r{I4CIe B

l2) o6ecneqeHl'Ie oKa3aH[q fpDI(AaHaM MeAr4rlr4HcKoft lolrorqu B BKcrpeHHofi Qopnre, BKrroqaq
npoBeAeHhe peryntpHoro o6yveuut (rpeuuuroe), Haluulle B MeAhr-tuscrcofi opfaHr43arlu14 neKapcrBeHHbrxflpe[aparoB l{ MeAI4IIITHoKI'IX I'I3AeJIuit gttt oKiBaHI4f, MeAr.tqr4HcKofi lonaorqu B oKcrpeHHofi Qopnae;l3) opraHn3aql4q 6esonacHofi AeqrenbHocrt4 Knr4Hr4Ko-Ar.{aruoc.rzqecxofi na6oparopun(or4eleultr), nattuuue clicreMbl u4eurzQzx a4uu olpasr-IoB H rrpocJrexr4BaeMocrt4 pe3ynbraroB;\J 14) o6ecneqeuue co6mo4euur opaue6Hofi rafiHu, B ToM qr4cJre rcoHQu4eurlnaJrbHocrr'
rlepcoHanbHblx AaHHbIX' I4crIoJI63yeMbIX B MeAVIII'IHcItzx uu{opMaIIpIoHHrIX cr4creMax MeAr{rIrzHcKIzx
opmHr'r3arla it, npu ocyqecrBneHkra MeAr4rlrzHcxofi Aef,TenbHocrr4;

15) co6lrogeHze npaB naI{veHToB rrppr oKa3aHVLr rre.4uqzucnofi rroMorrlz, B ToM qLrcJIe,
o6ecne'IeHze rcorvrQoprHblx ycnoBufi npe6rrs aHVfl naL\t4eHToB B MeAr4qr4HcKr4x opraHfi3al(r4rx, BKrro'aq
opfaHu3aul4rc Mecr olKl/,raHus AJI' [aqueHToB, 3aKOHHbtx npeAcraenrerefi u qJleHoB Ceveil naLlaeHTOB;l6) ocyrlecrBJleHl4e Mepofipl4trnfi no opraHhsaqn, 6egonacHoro rp,MeHeHr4fl neKapcrBeHHbrx
fipefiapaToB, B TOM r{I4CJIe:

- o6ecneqeur4e KoHTpOnr cpoKoB foAHocrkt neKapcrBeHHbrx npefiaparoB;
- o6ecneqeHlze KoHrpo ttf ycnovuit xpaHeHr4r neKapcrBeHHbrx [penaparoa, rpe6yrorqr4x oco6uxycnonnfi xpaHeHvr;
- xpaHeHHe neKapcrBeHHbIX [pelaparoB B cnelluaJlbno o6opy4oBaHHbrx noMerrleHarx u lunu)3OHaX l.nflxpaHe}ll{fl:'
- co6lroAenze rpe6onaunfi rc Ha3HaqeHl4ro neKapcrBeHHbrx flpeflaparoB, a ra1xe yr{er pr4cKoB npLlnpaMeHeHVL neKapcrBeHHbIX npenaparoB (e rou ql4cJte anJlepfonoruqecKoro aHaMHe3a, oco6esHocrefisgauNro4ertcrsufl' vI coBMecrl4Mocrl{ JleKapcrBeHHbrx npenaparon) c BHeceHLreM coorBercrByroqfix



ocyuecTBrleHl4e KoHTpoIg KaqecTBa I]ucbMeHHbrx Ha3HaqeHV|"/, neKapcTBeHHbrx npenapaToB, B

TO M rr 14 Cr e il Cn O,'t b30 Ba HUe y HHbHqI4pO BaHH blx J1I4 CTO B Ha3 Haq e H U q 
;

17) ocyuecrBreHze Mepolpzrruit no o6ecneqenzFo 3nHAeMr,roJroflrqecKofi 6e:onacuocru, B roM
rt}{cre:

- npo{u,raKTr,rKa uuSexqufi, cBs3aHHbrx c oKa3aHr4eM MeAnrlr4Hcxofi nonouru (B ToM r{I4cJIe

eHyrpn6olrHrarrHbrx r't uQerqufi ) ;

- opraHu3al{ur 4e:rauQeKL\vA A crep14n14 3aqAA MeAt4\AHcKLlx nz1etnfit
- o6ecneqeHrze onr4AeMHoronzqecrcofi 6egonacHocru cpeAbr (arcrro.ral pacqer norpe6uocru s

4esrzH$vt rlnpylou-Iux v a+TneenruqecKtax cpeAcrBax, KoHTponb Lrx HaJTytHrlfl B MeAHur4ecrofi
opmHn3aqHn; paur4oHamnufi eu6op 4e:un{raqrzpy}oult4x cpeAcrB n ralrcTlz'Kt4lesrF{$eKqnn; o6pauleHne
c orxo4amu);

- o6ecne.ieHr4e ycnoBr4fi oxasauuq MeAUquHcKofi nouorqn nauneHraM, rpe6yroulnv usolrquu (c
uufrexqnruu, nepeAaloqr4Mr,rcr Bo3AyrxHo-KaneJrbHbrM ryreM, oco6o o[acHbrMa rauQerc4nrnara), B

coorBercrB14H c noptAKaMA ona3aHrfl ve4uqnHcxofr rroMorrlr4, caHzTapHo-f?rfr4eHuuecKuMp{
rpe6onaHzrur.r;

- co6rroAeHue npaBtn fnrileHbl MeAUuHHcKnvu pa6orHilKaMH, HarALrL4e o6opyrtosaHHbrx Mecr
\/ A,rr Mbrrbr ra o6pa6orxn pyK;

- nporpra,raKTuKa ranQercr1xfi, cBr3aHHtrx c ocyqecrBJreH14eM MeAr4r-u,iHcKofi AeqrerrHocrl4. y
MeAHuf4HcKax pa6oruuxoe (rruroua.s u cnorb3oBaHr4e r4HIr4Bt4IyarbHbrx cpeAcrB :arqrzru);

- paqHoHaJrbHoe r,icflonb3oBaHr4e auru6amepilaJ'rbHbrx JreKapcrBeHHblx fipenaparoB AJts
npo$uraxruKA 14 reqeHnfl ga6oresaHr4it u (nru) cocrorHnfi;

- [poBeAeHne nporl4BogtruAeM].rqecK]4x Mepottputrui.t npu Bo3Hr4KHoBeHuu cnyqae r.rH$erqura;
18) npoBeAeHue MoHI,ITopI4 Hfa AJ'rHTeJrbHocrn npe6sreauuq [aqueHTa B MeAr4rIr4Hcrcofi

op faHli3allu H, oKa3bl Barculeil MeAu ul4 H c Kyto n oMotrlb B craulloHapHblx yc,'t o B lr rx ;

l9) no4reepxAeHl4e coorBercrBt4fl Ha Bcex 3Tanax oKa3aHr,rs MeAhuuHcKofi nonaorqz (orclrcuan
npuMeHeHHe neKapcrBeHHbrx fipe[aparoB ],r MeAVt\t4HcKl4x uzaetnk) ,'nzr{Hocrr4 rlar1r4 eHTa efo
[epcoHanbHblM AaHHbIM, coAep]KaqHMCr B TOM qucre B AOKyMeHTaX, yAOCTOBep.s]Orrlt4X Jrr4qHOCTb

($arnrunut, t4M.tI, orqecrno (npu nastuuuu), rroJr, Bo3pacr),uz MeAlrqr4HcKofi 4orcyueurar\vtvt;
20) ocyurecrBJreHue Mepo[puqrvtft no 6egonacuonay npuMeHeH]r]o MeAHurrHcKHX uz1enufi, B roM

ril4cJle:

- npLlMeHeHhe MeAI4UHHcKHX uzgetv,th corracHo rexHuqecxoii rz (utu) oKcflnyaraunouuoI
AoKyMeHTaw4It, B coorBercrBl4t4 c Koropofi ocyuecrBJrttorcq npoz3BoAcrBo, l43foroB,'leHze, xpaHeHne,
TpaHcnopTHpoBKa, MOHTaII(, HaJraAKa, flpflMeHeH|4e, 3KCnryaTaLlHr, B ToM r{t1cre rexHnqecKoe

v o6clyxnBrane, a raKxe peMoHT, yr'z.nv3arJtl ultv yHnqroxeHne MeAI4 ql4HcKoto t43Aenhr;
- o6y'ueHze pa6oruvtxon MeALrlr4HcKofi oprauusauufi npr4MeHeHr,rrc, 3KcrrnyarauAn MeAVwtHcKHX

nzgetuit;
2l ) ocyrqecrBJleHne Mepoflpl4qruil npu xzpypru qecnr4x BMe[rareJrbcrBax (no4roronxa nauueHra K

oneparl,lBHoMy BMeuareJlbcrBy, BeAeHue [arlr4eHTa B nopreofiepaqaoHHOM rrepHoAe, npn [poBeAeHnr4
nepeu:orc) rz npoQu,raKTI,IKa pt cKoB, cBt3aHHbIX e HnMV, B ToM qLIcJte Ha ocHoBe KJ'u4Hr4qecKLtx
perconeu4aqufi;

22) ocyxtecrBneHI,Ie veponpurrufi no o6,rer.reHHro 6o,'u't, cesgaFrFroft c :a6oreeaHrzeM,
cocrotHI4elvI u (u[u) MeAI4IILTHCKI4M BMe[rarerbcrBoM, MeroAaMH v JreKapcrBeHHbrM14 flpenaparaMil;

23) ocyulecrBneHl4e veponpunnfi ro opraHlr3arrur4 6esonacHoii cpeAbr rnfl rraqrzeHToB vr

pa6orHuxoe MeAr4rlr4HcKofi op raHra: ar\u t4 ) B ToM r{ r4cre :

- co3AaHI4e palu4oHanbHofi n,raHIzpoBKr4 crpyKrypHbrx noApa3Aeneuuk velu\r,rHcrofi opraHr43arlHr4
(erclrouar ux pa3MeIrIeHI4e Apyf orHocureJrbHo Apyra, nnaHr,rpoBKy rroMelrleHufi exo4Hofi rpynnur u
rpheM Ho fo orAereH Hr, nnaH r4poB Ky BHyrpH crpy KrypHbtx noApa3AeleH ra il):

- npoBeAeHue ueponpurrni tto cHrz]KeHHro pHcKa rpaBMarr3Ma H npo$ecctoHarbHbtx
:a6olesauu fi;



_l

obecfie.{eHr4e 3aulr4Tbl or rpaBM14poBaH.nfl 3reMerrraM]4 MeAuUl4Hc(ux A3\enhil;
ocHailleHze MeAz uHHcKoil opfaHil3aquu o6opyAoBaHueM AJlr oKa3aHne MeLn\t4HcKofi noMoull4 c

yqeroM oco6blx norpe6Hocreii uHBanuAoB 14 ApyrHX rpy[n HaceneHur c orpaHr.rqeHHbrMt4

BO3MOlr(HOCTS Mr4 3AOpOBbr;

- Harnttue u HcnpaBHocrb cr4creM )xa3Heo6ecneqeHzq (er<nrcuar pe3epBHoe gneKTpocHa6xeurae);

- co6rn4euue BHyrpeHHef o pac[opqAKa M eAu ut4 HcKofi o prauu: a\t414 ;
- o6ecleqeHne oxpaHbl H 6esonacuocrll B MeAr{rIr4HcKoi oprauasaqnn (erc,rroqa.s opraHu3arlurc

AocTyIIa B MeAHI_(lrHCKyIO OpfaHx3arluro u ee crpyKrypHble roApa3AeneHr4r, npeAorBparueHHe A ilpprHflTne
Mep B cnyvaax HanaAeHhq Ha MeAhu14HcKrzx pa6orHvtxoe. yrpo3ax co cropoHbl nauheHToB nrm
nocerfi Tenefi , s c,ryvarx cy rzqra4a);

- co6nrc4eHre Meponpunruit no o6ecneqeuurc 6egonacHocru nph yrpo3e u Bo3HrzKHoBeHHh

upes srr v ail H atx cury atluh;
- o6ecneqeHlze 6ecnpeflqrcrBeHHoro froAT,e3Aa rpaHcnopra Anq MeAuurzHcKofi :earyaqr4rr Ha

reppurop14ro MeAHrIr4HcKoE opraH as ar\Avt;

- c6op v alarv3 lrH$opuarlzz o6o Bcex cr'ryqaex Hapy[eHras 6esonacHocrr4 cpeAbr (srlrcuar
na;.e HAs n aqueHron) B M eAr4uI4Hc rco fi op ra u u 3aL\L,tv;

24) opraHH3allilfl Meporpusruir flo npo$zrarcrnrce HeueSercqn oHHbrx sa6oreeaHLrfi v
Sopl,lrapoeauaro 3AopoBoro o6pasa xLl3HH coorBercrByrorrlhM14 crpyKrypHbrM14 noApa3AeneHuflM14

naeAaqnHcrofi opraHu3aquu (or4ereHueu (na6rzHeronr) n,teArzrlr.trcxofi npoSra,rarcrurcu, ueHrpoM
3AopoBbt, qeHTpoM MeAI{Ir,I4HcKofi nporprz,rarcrnxu), B ToM qucne raHfiopnrr,rpoBaHae naq}reHToB o MeroAax
npo$rz,raxruxa ueuu$eKuhoHHblx sa6o,qeeaHufi, ocHoeax 3AopoBoro o6pasa xH3HH,

2 5) o pranu3a\vs. pa6orur pe rh crparyp br, B KJrroqafl :

- AetrTenbHocrb crpyKTypHbrx no4pa:4eleHufi perr4crparypbr, B ToM qr,rcJ're "crofiKta
r.rufiopvraqzH", "QpoHT-oQhca", "xaptoxpauI4ItLrDla", KoHTaKT-IIeurpa, "call-qeHrpa";

- ocfopnl,renv e rhcrKoB epevleuuoil HerpyAocnoco6Hocru. ux yqer ri perilcrpaqufl:
- frpeABapvTenbHyFo 3anHcb nauHeHToB Ha npfleM K Bpaqy:
- [pHeM u pernaTpauHrc Bbr3oBoB Ha Ao]\l;
- co6,rro4eHue [oprAKa esr6opa fpa)KAaHhHoM MeAilul.{Hcrcoil opraHZ3aqilv npr oKa3aHur{ eMy

nae4uqnHcrofr noMoulr.r B paMKax [pofpaMMbr rocyAapcrBeHHbrx rapaurui't 6ecn,ralroro oKa3aHuq
rpalKAaHaM tt,reAr4 r (r, HcKofr no uorqu ;

- cncreMarr43aqulo xpaHeHl4t MeAI4uHHcKofi 4orynaeHTaqur4 L4 ee AocraBKr4 B ra6nuersr npr4eMa

epare il -cnei-luanHcroB;
- o6ecne.{eHl4e HaBu raquoHHofi zu$opnarlrz A Anfl nat1:'reHToB c yqeroM xapaKTepa pacnonox(eHufl

noneuleuu fi;
- B3ahMoAeilcrsne pefl4cTpaTypbl co crpyKrypHbrMh rroApa3AeneHuqMr4 rroJlHKJrr4Hr4rcz, 4ercrcofi

N O J'I I,I KJI 14 H I4KI,T ;

- KoMx,IyHI,IKaIIuro pa6orHHrcoe pefucrparypbr c rrauHeHTaMH, B ToM rlr4cre Harvvne "pegeBbrx
noAylefi" Ha pa3Hbre rurrbr n3azuro4eftcrnzl, flopflAKa I'eficrsws B cJryr{ae xa,ro6 [aqneHToB L'l

rcouQ,rurcrusrx curyaqnfi ;

26) opraurcawe ynpaBneHHt rIoroKaMH nauueHroB, B roM qr4cJre npil nepBuqHonr o6parqeHlrui
- pacnpeAeneHHe noroKoB nauneHTos, rpe6yrou1ux oKa3anHr MeAr.iut4 Hcnofi noMonlr.{ e n,rauosoii,

HeorJroxHofi u ercrpeHHoii rpopvax;
- HanpaBneHHe naLIueHToB B Apyfr4e MeAilUr4HcKfie OpfaHh3auh|.1;
- Map[pyrr3ar\t4r [aqaeHToB e oco6srx cnyqarx: B nepnol cnn1evuh rpnntla, nHbtx ocrpbrx

pecnuparopHbrx Br4pycHsrx zu$ercqnit n qpyrnx rzHQercqrouHux :a6o,,r esanwil;
- [opqAoK 3anvcv u orMeHbI 3arucu naqHeHToB Ha npneM tlpn HenocpeAcrBeHHoM o6paulenaa n

MeAI4t-u4HcKyro opfaHIa3aIIZrc, rro re,reSoHy c HcrroJlb3oBaHr4eM vregzqnHcrcoil r.rHQopnraqraouHoil
ctzcTeMbt;

- nopqAoK yBeAoMneHLlt [alu4eHTa o6 orveHe npueMa no HHr.ruuarnBe opfaHrr3arJr4r4,
27) o6ecneqeHue SynxqraoHzpoBaHlrs MeAZr-tr4HcKoft rau$opuaqxoHuofi chcreMbt ve4nqaHcxofi



'opraHI43aIII4Ll' BKJIIoqat uHQopMaIII4oHHoe Bal4MoAeficrBae c rocyAapcrBeH hrMz t4HoopMaqr4oHHbrMr4

ffilffffi:"",'Htffj:X""T:t:;::::-?^u::l: p;,;;;or oeaepaq 
^^ 

, "o,,,i rocy4apcreeHHon#,#"*; xxx : #:# ;TJffl.?".# :3aKoHoAareJrbcrBoM poccraficrofi Degepa4nu;
28) npose4e'ze uu@opttpo"u"".q rpax(AaH B AocrynHofi Soprue, B ToM qr4cJle c vcnoJrb3oBaHneMceru vrurepHer' o6 oty.,Itttun"euofi lte4uqzHcxofi AerreJrbHoc r,r u o MeALrrInHcKzx pa6orHzxaxMeAHqaHcKoft oprauzsar\ur4, o6 ypoene zx o6pasoo ur^r'^ o6 ann$urcat1uu;29) opraurca\us, npoBeAeHr.t.s npo$zaanruqecKrzx- M r4x ocMorpoB, .qrrcnaH cepu3ar\vru,AncnaHcepHoro Ha6mo4eHufl, B ToM qI4cJIe 3a )r(eHrrlt4H aMvr BrreplroA 6epeueuuocrn;30) ocyruecrBneHl4e veponpunrvt'r ro o6ecneqeHnro nposecczoualrgofi roAroroBK'r,[epenoAfoToBKr kr

3aKoHoAare"""r""r"J"".1}i#Jotilll:;::i" MeAI4uI'tHcKux pa6orurznou 
" .oot" ercrBvtvrc rpyAoBbrM

3 I ) o6ecneqeHr,re Aocryrra pa6orHraroa nae4uqzHcxofi
Knr4HrrlrecKr4e peKoMeH rar-\upt", nop"o*, oKasaH's ,.o^*#:HxTJ:ffi ":'g:xHly,';lH..r?,Tiff#
rIoMoIrIt'' a TaPI(e ocyqecrBneHze Mepo npunui't no uH0opvapoBaHr4'o pa6orHzroa nre4aqzHcxofiopraHu3a\uvt o6 ony6lzrcoeaHnz H.BEIX rclzrrruqecrczx pexouen4aqufi, ,,op.sAKoB oKa3aHr4.qMeAr4rlzHcKofi lonaoqn lr ux lepecMorpe.

5. 0{ropv.ne Hlle pe3yJlIlTaTOB llpoBeAerrrrfl tuepollpusrnfi rgnyrpennef6 KorrTpOJrfl naqecTBa r.r6e:or l a cHoc.ru MeI H rl r{ ucxofr 4"u.r."",i on o"., 
"

5'1' rlo pe3yn'raraM nJlaHoBblx t4 IlereBbrx (nHenraHoe'x) npoBepoK Kolrr.rccaeft (cnyN6ofi) z(unn) vnolHouoqeHHblM nuIIoM cocraBr.flercr orqer, ar,rrovarouqnfi B ToM qvcne aupa6orxybrx Hapyuer'uit u ynyqrxeHr4ro Ae.srerbHocru MernrJlucxofr

il nHyrpeHuero KoHrpol, ocyrqecrBJrqrorc, :
Lr npeAynpexleHuro uapymeuuit B npoqecce

KOHTponr B qen.flx yrx r4cnoJr63oBaHrd AnflMeALrrIzHcKofi 4exrenrHocrr4 ;
no hTofaM BHyTpeHHefo KOHTponr.

pyKoBoAn reneM n,te4uquucxori opraHt3ar\t4u
Koppe Krr4pyroqr4x Mep.

5.4
cBereHvrfl nyHKrax 5'2 u 5'3 uacroqrqero rlolol*eHr4fl,.qoBoAnrcq ro

roM szc,e ilTffixT,.ffi.#;x""TiH*,',,.,1,,^::i:;;*;r#ru,.;

6. 3aK.unr.rrrreJrbHbte rroJroxeH ns

6' l ' Hacrosu{ee rloloxeH'e Bcryn aer B cuJry c MoMeHra ero yrBepx Ae*us.6'2' Me4zquHcrax opra'v*a\ufl o6ecnequsaer HeofpaHr4rreHsufi Aocryn K HacrorqeMyAoKyMeHry.
6'3' Hacrorrqee llololl(eHue AoBoAttrct ro cBeAeH,nr Bcex pa6ornzroB rrepcoHaJrbHo [o,rlpocnncE.


