
O6.uacruoe rocyAapcrBeHHoe aBToHoMHoe yqperqeHr.re 3ApaBooxpaHeHnq
<<CrouaroJro rlrqecKafl rroJr HKJr rrHr,rKa ropoAa ly6nnna>>

tIPITKA3

r. fy6ruu

O cos4aHura npaue6noft rouzccvn

B qentx coBepllreHcrBoBaHr4r opraHr43aur4r4 oKa3aHr,rfl rueAzunucrofi
rloMolul4, npLrrrtkrfl pelreuufi e Hara6oree cJro)r(Hbrx u roHQJrr{KTHbrx cnyqarx rto
BorlpocaM npo$rzlarrr4Kv, AI4arHocrI4Kr4, Jreqe]Hr4fl vr MeAr4rlr4Hcr<oft pea6n rrkrrarJrrv)

orlpeAene Hlzfl Tpy [ocnoco6Hocrrz rpalr p.ar Lr npoQeccuonalrnofi npuroAHocrrr
HeKoropblx rareropzfi pa6orHzron, ocyqecrBJreHr4{ orIeHKr4 KarrecrBa,

o6ocuonaHHocrI4 z e$SercrzBHocrkt reue6no-4narHocrnqecKrrx Meponprzrruit, it
TOM TII4CJIe Ha3HaqeHl4.fl neKapCTBeHHhrX [pelapaToB IJrfl MeAr4rlr4HcKofo

rIpI4MeHeHut, o6ecneqeHl4r Ha3HaqeHnfl, v KoppeKrIHI4 rerreHr4r B rleJrrx yrrera

AaHHbIX [aq[eHToB npl4 o6ecne.reHvr4 neKapcrBeHHhrMr{ npenaparaMn, a rarcKe

rrpvHflTnfl perrreHr4r rro r4HhrM MeAr.rqr.rHcKr4M BonpocaM B OfAy3
<CroruaroJlorl4qecK€ul rroJrr4KJrr4HrrKa r. fy6runu (4aree - MeAr4rIr4HcKal'

opraHl43allut), n coorBercrBr,rr4 co craruefi 48 OeaeparrbHoro 3aKoHa or 2l Hor6pr
20ll r. J\lb 323-03 (06 ocHoBax oxpaHbr 3AopoBbr rpaxAaH B Poccnficroft
@e4epaqzu>, llopr4rorr,r co3AaHr4fl 14 AerreJrbHocrrr npave6Hofi KoMuccr4r4

ue4uquuct<oft opraHl43arlr4r4, yrBeplKAeHHbrM rrplrKa3oM MnsncrepcrBa
3ApaBooxpaHennfl Poccraficrofi @e4epa\ww or l0 anpen-q 2025 r. J\b 180n

IIPIIKA3bIBAIO:

1. Yrnep4Iarr floroNeuze o npaue6Hoff KoMt4corr4 OfAy3
<Crouaronorr4r{ecKa-fl rroirr4KJrr4HnKa r. fy6rraHa (llpranoNeHrle Ns l K npurasy).

2. Coslarb nocrotHno Aeficrnyroqyo KoMr4ccr.rK) B cneAyrcrrleM cocraBe:
llpe4ce4arenr KoMr{ccr4r4: 3aBeAyroulraft AercKt4M orAeneHrreM Jt{bl

Konurypo fl.K.;
3auecrurenb rlpeAceAarenr KoMr4ccrrr4: 3aBeAyroulzfi AercKr4M orAeJreHHeM J\lb2 -
Tpery6oea C.fI.;
rfueurr KoMr4ccr4rr:

ceKperapb KoMr4ccr4r4 Bpar{-croMaroJror-xr{pypr - CzuellqrrKoBa H.H. ;

Bparr-croMaroJror-Aercruft - @uceuro M.IO. ;
dpau- cronraroJror-xrpypr - MoHcee s I4.O .;

4y6nupyrorqufi ureu KoMt4 ccr4r4 : Bpaq-croMaroJror-TeparreBr - JIyruHa O.A.
3. r{nenavr apaue6Hoft roir,ruccr4r4 B cBoeft 4emelrHocrr4 pyKoBoAcrBoBarbct

KoHcrHry\ueir. Pocczficxofi @e4eparJvrv, Qe4epanrHbrMr4 3aKoHaMr4) yKasaMpr vr

pac[op-arrcelakrflMvr flpeara4eHra Poccnficxofi @e4epaquu, nocraHoBreHv.sMr4 u
pacrropt)KeHI,ItMI4 flpanurenbcrBa Poccuficrofi @e4epaquz, HopMarnBHbrMr4
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rrpaBoBbrMr4 aKTaMrr Qe4epanrHbrx opraHoB ucnoJrHr4TeJrbHoft eracrl4, BKJIIoqat

Ilopr4orc co3AaHr4r u AerrenbHocrlr npave6Hofi KoMI{cct4I4 ue4nquHcxofi

opraHn3a\vv, yrBep)KAeHHrrfi npr4Ka3oM MzHucrepcrBa 3ApaBooxpaHeHl4t

Poccuficroft @e4epapr or 10 aflpenfl,2025 r. lVs 180n, 3aKoHaMrr r4 I4HbIMI4

HopMarvBHbrMr4 rrpaBoBbrMr4 aKTaMr4 Benropo4crofi o6ractn, a raKlre

floroxeHr4 eM o npaue 6nofi rou z cc zrr M eAr4rlr4 Hcrofi opraHLr3aIII4 I4.

4. llporpalanrvary Furony O.O. pa3Mecrrlrb nprrK€I3 v rroJro)KeHl4e B
unQopnaarlzoHHoM noJre oQuqnanrHoro cafna OfAy3 <<CroruarororurrecKult
[oJrr,rKJrrrHlrKa r. fy6xuna.

5. C Aaru perwcrpaqvrr4 leacroflrrlero npr4Ka3a rrpr43Harb yrparr4Blur,rM cr4Jry

npnKa3 JS 15 or 09.01 .2025 roAa.
6. KoHrpom 3a r,rcrroJrHeHzeM Hacro.fl[Iero [pr4Ka3a Bo3Jro)Kr4Tb Ha

3aMecrr.rreJrfl rJraBHoro Bparra rro MeAzrlzscroft .tacrv BepeueHro E.B.

frannufi npau ,{.O.3avrynzH



[Io,roxeHue o npa.rc6Hoti xclitlllccuu
OIAy3 <<Crouaroror[rlecKaq rIoJrHKJrIt Hrrrca r. Iy6rcuna>

1. Odrque rroilolmelrutl

LI. Hacrosu{ee flo,roxeune pa:pa6oraHo e coorBercrBr4H c noroxeHuqMu crarbil 48

@e4epalsuoro 3aKoaa or 21 Hor6pr 20ll r. J\b 323-03 <06 ocHosax oxpaHbl 3AopoBbt rpaxAaH B

Poccyficrofi Oe4epa4rau>>, llop.r4ra co3AaHr4r n AeqrenbHocrl4 Bpaqe6uofi novruccl4n MeAnqusctcofi

opfaHr43aur4r4, yrBep)KAeHHofo npfiKa3oM MuHncrepcrBa 3ApaBooxpaHeHl4.fl Pocctzficrcoft Oeaepaqnu or
l0 anpenr 2Q25 r. N 180n, 14 orpeAenqer uerr4, 3a1auv ra QyHnqrau rpaue6Hofi KoMlIccuH OfAy3
<CrouarolopuqecKat [onr4KJII,IHr4na r. fy6nuHD), nopqAorc pa6o'rsI, yr{era Ir npeAcraBrenus. orr{erHocrl4

no vrofaM ee Aef,TeJrbHocua (4alee coorBercrBeHHo - npaue6uax KoMrIccI4t, MeAI4III4HcKatr opraHv3aryut).

1.2. I_[enrro AetrTeJrbHocrn npaue6uofi xolruccr4Lr flBrrflercr coBeplxeHcrBoBaHne opnaHH3aIIuI4

oKa3aHr4t MeAurlr.rHcKofi nouorqu, rrpytHflTne peneHrail s Hau6oree cJIoxHbIx u roHQlIaxrHblx cnyqasx tro

BorrpocaM npoQularcrurlr, AHarHocrHKr{, rer{eHHq v rreAuIluscHofi pea6ututaryuu, onpeAeneHlre

rpyAocfloco6socrn rprDKAaH ra npo$eccHonamsofi [pl4foAHocrn HeKoropbtx Karefopnfi pa6orHuron,

ocyulecrBneHr,re orleHK14 Kar{ecrBa, o6ocHosaHHocrl,t v sQSercrznHocru :reue6uo-4HarHocrur{ecKVX

Mepoflpr{srnfi, n rolr qprcJre Ha3HaqeHr,rq neKapcrBeHHbIX flpelaparoB Ant MeAI,IqLIHcKoro npuMeHeHzc

(4a,ree - neKapcrBeHHbre npe[aparbr), o6ecreveHlle H,BHar{eHVfl, 14 KoppeKIIHI4 Jler{eH}rt B Ilenqx yr{era

AaHHbrx [arIVeHToB npz o6ecneqeHr,ru neKapcrBeHHbIMI4 rlpeflaparaMl4, MeAl,Iq]rHcxofi pea6ulrvrar\Aw) a

TaKrKe rrpHHsTI4e perxeHllt r]o HHbIM MeAvUITHCKI4M BOnpOCaM.

1.3. B csoefi AeqrenbHocru epaue6Harr KoMr,rccur pyKoBoAcrByerct Koecruryuneil Poccnilcrcofi

@eleparlrzra, Se4epanbHbtMt4 3aKoHaM14, yKa3aMn 14 pacnopnl(eHneMr'r flpesngeura Poccnficroil
@e4epaqzra, rocraHoBreHAAMvr v pacrtoprrreHus,MV flpaeurelrcrna Pocct'tilcttofi Oelepaqun,

HopMaruBHbtMtr rrpaBoBbrMr4 aKTaMr4 rfe4epalrnbrx opraHoB I4clloJlHureltgoil Bnacrv, 3aKoHaMI4 14

t4 HbrMn HopMarr4BHbIMI4 npaBoBbIMrI aKTaMI{ Eelropo4crcofi o6,lacrn.

2. (Dynnqnu npave6uoil xontrccuu

2.1 . Bpaue6Haq KoMI4ccuq Moxer ocyulecrBJltrb cneAyrorqrae Qynxqur'r :

- rrpvHsrne peneuafi rro BorrpocaM coBepueHcrBoBaHuq opmHlr3allnA olra3aHvfl naeAHIluncrofi

noMol]It4 HaceJreHI,In Ha ocHoBe BHeApeHI4q cI4creMbl MeHeAxMeHTa Kar{ecrBa;

- npr,rHqrae peureHufi no BorrpocaM orrpeAeneHl,rt noAXoAoB K BHeApeHI4Io B lreArlqIancrcoft

opraHr.r3arlur.r rexHoJroruft, uanpaBJreHHbrx Ha paIIpIoH{lJIbHoe I4crroJlb3oBaHue BpeMeHI,I naql4eHTa I'I

MeAHrIr4HcKoro pa6oruura, o6ecneqeHr4r rorvrQoprnocrl ycnoBl4fi npe.4ocraBreHlas. MeAI4III4HcKI4x ycnyr;
- npv:nflrve peureHufi rto BonpocaM npofrunarcrvKvq plaafHocrl4Ku, JleqeHuq, nreAuIlllucrcofi

pea6ra,'rrzraqnu, B ToM qr4cre caHaropHo-KypoprHoro reLreHHq, npoBeAeHat MeAilqaHcKt4x 3Kcneprl43,

MeAr4ur4HcKhx ocMorpoB u MeAHuHHcKr4x ocBr4Aere,tsc.raonaHnfi, o[peAeneHI4a npoSeccnosa,lssoil
npuroAHocrr{ HeKoropbrx Kareroprzft pa6oruuKoB 14 cBfl3t sa6oresaHur c npoQeccueit B cJlyqasx,

ycraHoBneHHbrx 3aKoHoAarenbcrBovr Poccuftcxofi @eAepa\w, s Hau6oree cJloxHbtx u rou$lurrultx
cJryqaqx, rpe6yrorqnx KoMI4ccI4oHHofo paccMorpeHI4q ;

- onpeAeneHr4e rpyAocnoco6socrri rpa)KAaH B cryqaqx, ycraHoBJreHHbIX 3aKoHoAareJlbcrBoM

Poccnicrofi (De4epaquz;

- rrpoAneHr4e Jrr4crKoB HerpyAocnoco6nocrv B cny.uaflx, ycraHoBJIeHHbIX 3aKoHoAareJIbcrBoM

Poccnficxofi @elepauuu;
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- rrpvtHflTvte perxeHufl o HaflpaB[eHvrLr [arlueHTa Ha MeAI4KO-COqUanbHyto 3KC[epTH3y B

coorBercrBlrr4 c 3aKoHoAareJlbcrBou Poccuft cxofi (Degepaqun;

- or-IeHKa KaqecrBa, o6ocnoeaHHocrr4 Lr e$$enrrznHocrn reqe6Ho-AlrarHocrI4qecKI,IX vrepolpuxrufi,
B TOM qLrCJre Ha3HaqeHl4.fl neKapcTBeHHbIx npe[apaToB;

- npI4HtTLre pellleHl4q o Ha3HaqeHw v npvrueHeHrrl,I neKapcTBeHHbIX npe[apaToB, MeALIIIpIHCKI4X

usgeluit v ciler\vanvcl,IpoBaHHbrx rrpoAyKTos reqe6uoro nnraHl4.s, He BxoAtITIHX B coorBercrByrcqufi
craHAapr me4nqzucrcofi rroMorrlr4 vtJrt He rrpeAycMorpeHHbrx coorBercrByrouefi KrHHu'{ecxofi
peKoMeHAaqueil, tu6o no roproBbrM HahMeHoBaHHtM npl4 HarAeL'tA MeAuqtrHcKI4x noxagasufi
(unguyugy arusofi HenepeHocaMocn4, rlo )I(H3HeHHu u n o rca:auu I n,t ) :

- rrpr4Hrrue pe[eHrlq o ueo6xo4raMocrr4 Ha3HaqeHrrr neKapcrBeHHbrx fipeflaparoB, He BXoAtIIrI4x B

[eperreHb )r(H3HeHHo ueo6xoArzl,rrrx u gaxHeftruux neKapcrBeHHbIX [penaparoB (upn oKa3aHvrvI

ue.quqnucxofi noMorrlr4 B paMKax nporpaMMbr focyAapcrBeHHblx rapaurzil 6ecuarnoro oKa3aHI4.s

fpDKAaHaM MeAr4rIItHcKofi nouotqu) ;

- B cnyqae ilpvrtfl"tvs, perxeHr,rr o H€BHaqeHlzra He 3aperr4crpl4poBaHHoro s PoccfificHofi (De4epaqzra

neKapcTBeHHofo rrpelapaTa, onpeAeneHr4e nopqAKa ero npr4MeHeHr.rt Ha ocHoBe VIJIId c yqeroM

rdHcrpyKrlr4l4 no [prrMeHeHr4ro (4oar,rponxu, cloco6a BBeAeHI4.s 14 rIpuMeHeHI,Ifl, pexuMa Ao3]IpoBaHvIs.,

lpoAonx(r4renbHocrr4 rer{eHr4q v o6ocHosaHzrr H€BHaqeH}rt neKapcrBeHHoro lpenapara), BKJIIoqat

ua6mogeHr.re 3a narrr4eHToM, Irp[Me HtIouII4M raro fi [pe [apar;
- np:aHflTLre perxeHr4r o Ha3HaqeHr4r4 He3aperr{crpr.rpoBaHHbrx s Poccuficrofi (Degepaqvu

MeAr4rlr4HcKuxusael.uittrpvHanvqvrr MeAHrIHHcKrrx rroKa3anzfi (no xc43HeHHbIM norasauu.au);
- fipr4:orT:ze perxeHr4q o HarrpaBneuuu coo6uleHuit s @e4eparuuyro cnyx6y no HaA3opy cQepe

3ApaBooxpaHeHur B rlerqx ocyqecrBneHuq MoHrrropr,rHfa 6esolacHocrlr JreKapcrBeHHblx npelaparoB o
Bbf rrBJreHHbrx cnyqaflx ro6o.{Hux aeitcreuk, He yna3aHHbrx B hHcrpyKr-lnl4 no [p]'IMeHeHI4]o

J,reKapcrBeHHofo npenapara, cepbe3Hblx He)r(eJ'rareJlbHblx pearcqnfi 14 HenpeABUAeHHbIX Hexe,rtarerbHblx
pear<qr,rfi npr4 npr4MeHeHnr4 neKapcrBeHHbrx fipe[aparoB, B ToM r.lucre [ocny)I(I4Blxl4x ocHoBaHaeM Ant
Ha3HaqeHr,rr neKapcTBeHHbrx npenapaToB B cooTBeTcTBW c rrpuH.flTr4eM perxeHl,rq o Ha3HarIeHI4I4 I,I

npr{MeHeHr.r[ neKapcrBeHHbrx npenaparoB, MeAurIHHcKr4x t43Aenr.ri,t u cnet\uanH3HpoBaHHblx rIpoAyKToB

reqe6rroro rrvtraHns, He BXoAq[Iux B coorBercrByroruuit crasrapr MeAHIII4scrcofi IIoMoITII4 I4JII4 He

rrpeAycMorpeHHbrx coorBercrByroqefi rcruszqecnoft peKoMeHAaryueit, lu6o [o roproBblM
HaHMeHoBaHr4rM nph laalwrqvwt MeAr,rqprHcKr4x norcasaFll4ft (uttguyuyyamsofi HerrepeHocktMocrlr, no
xH3HeHHbrM norcasaHurv);

- npvHflTne perxeHl,Ifl IIo BonpocaM Ha3HaqeHr4q 14 KoppeKrlr4n llerteHl4q B IIeLsx yqeTa AaHHbIx
[aqueHToB npr,r o6ecneqeHur4 neKapcrBeHHbrMr4 npenaparaMr4 B coorBercrBvIr c 3aKoHoAareJIbcrBoM

Poccraficxoft @eAepaquu;
- rrpuH[Tlde pelxeHl4r o Ha3HaqeHur,r neKapcTBeHHbrx lpefiapaToB B cnyqaqx u B noptAKe, KoTopHe

ycraHoBneHbr HopMarvBHbrMr4 npaBoBbrMt4 aKTaMH Poccuficrcofi (De4epaqlrz u cy6rexros Poccaficroft
@eAeparlr,ru, ycraHaBJrvBaroqr4Mrr [opqAoK Ha3HaqeHr4r 14 Bbrnr,rcbrBaHr,rr neKapcrBeHHbIX [penaparoB,
o6ecleqeslre KoropbrMr,r ocyIr1ecrBr.serc.s B coorBercrBr4r,r co craHAapraMr4 MeAurlr4Hcrcoft nouoql4 no
peuelrraM Bpaqa (rpenrglrepa) npra oKa3aHaa rocyAapcrBeuuofi corlua,rruofi roMoull4 B BnAe Ha6opa

couHanbHblx ycnyr:
- [poBeAeHhe or6opa [arrr4eHToB B coorBercrBktvl c nopqAKoM opfaHH3auun oKa3aHlar

BblcoKorexHo:roruqHofi ueAuqnHcrofi [oMorqu c rrpr4MeHeHHeM e4nuofi rocyAapcrBeuuofi
r,ru fi opuaquo ssoft cr4creM br r c Qepe 3ApaBooxpa HeHvre,;

- BhrAaqa 3aKrror{eHu.fl o HyxAaeMocrr,r BerepaHa s o6ecreqeHzu npore:arrau (rponre sy6uux
nporeson), [pore3Ho-oproneAr4qecKr4Mr4 u31envflv'vr B coorBercrBvtu c llpann,rauu o6ecneqenzq
r4HBaJInAoB TexHl4qecKuMrr cpeAcrnav,u pea6vnvffar\vtvr kt orAenbHbrx Kareropvfi rpax4aH I43 trucra

BerepaHoB rrpore3aMr4 (rponle sy6urrx nporeson), [pore3Ho-oproneAr4r{ecKrrMl,I r434etwffiv'u,
yrBep)rqeHHbrMr.r nocraHoBJreuueu llpau4TeJrbcrBa Poccuficxofi @egepaqrau or 7 anpett 2008 r. N 240;

- ocyuecrBJreHve MeAr4rlr4HcKofo ocBr,rAereJrbcrBoBaHlrr rroAo3peBaeMbrx ultu o6sur^teMblx B

coBepIxeHHlI npecryrrneuuit, B orHorrreHvr4 Korophrx us6paua Mepa flpecerreH:ag. B BHAe 3aKrloqeHl4t rIoA
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CTpaxy, Ha rrpeAMeT HaJruqar y HHX Tq)KeIOrO 3a6oneBaHuq, BKJltor{eHHOro B flepeqeHb Tfl)Itelblx

3a6oneBaHr4ft, fiperrrrcrByroxl]4x coAep)KaHu]o fioA crpoKeft noAo3peBaeMblx wv o6elaHqel\4slx B

coBeprxeHr4r4 rrpecryrrJreHnir, yrBeplr(AeHsufi nocraHoBJteHaeM flpaenre,rlcrea Poccnficrcofi (De4eparlrau

or 14 rHeaps,20ll r. N 3;
- BagMoAeficrsr4e n pa6ore rro BorrpocaM, orHoctql4Mct K KoMrIereHIIult epaue6uofi rcouuccnn, c

Teppr4Topr4aJrbHbrMl,I Qou4aruu o6qsareruHofo MeAI4IILIHcKofo crpaxoBaHllr, @ougovr rreHcl4oHHoro ll
coqganbHoro crpaxoBaHr4r Poccnficrofi @e4epaqlru, TeppI4TopuaJIbHbIM14 opraHaMI4 @e4epalruoft

cryx6u rro HaA3opy e c$epe 3ApaBooxpaleHr4s, rz (De4epalruofi clyN6u no HaA3opy n c$epe 3aull4rbl

npaB norpe6uretefi n 6larololyquq qenonerca, Se4epanbHbIMI4 yr{pexAeHl4qMu MeAuKo-coqualrsofi

3KonepTr43br, co cTpaxoBbrMr,I MeAr4uI4HCKr,rM14 OpfaHI43At\IdsMn, HHhIMl,t opfaHaMl4 14 OpmHl43auxflM'1.

- nHhre $yurcqnra, [peAycMorpeHHbre QegepansHblMl4 3aKoHaMlI, HopMaruBHbIMlI npaBoBbIMI4

aKraMa flpesr4eHra Poccuficrofi @e4epaquu, flpaaureJlbcrBa Poccprficrofi @eaepauuu, QegepaJlbHblx

opmHoB r4crroJrHurelruofi BJracru v opnaHoB rocyAapcrBenHofi BJIacrIl cy6rerton Poccuficroft
(De,qepaqnu.

2.2. flo peureunrc pyKoBoAurerq MeAr4rlr4HcKofi oprauusa\vpt npaue6uar KoMuccuq Mox(er

ocy qecrBJr.f,rb cneAyroulze Qyurcqnra :

- pa:pa6orrca u BHeApeHfie ueponpurrufr, Ha[paBneHHblx Ha noBbI[IeHne KaqecrBa

leqe6so-AnarHocruqecrofi pa6orsr, B roM rttrcre npeAyfipexAeHI,Ie il ycrpaHeHI4e Hapy[IeHnfi s npoqecee

n1rafHocrl4Kt4 14 reqeHktt [arIueHToB, cHr4)KeHUe rloKa3arerefi :a6o,reeaeMocrl'I, cMeprHocrLl, 6olluu'rHofi
neTaJrbHo cT vt vr nHBaITLiAHO CTI4 ;

- 'onpeAeneHr4e rroAXoAoB vr Bo3MoxHocrl4 npHMeHeHI4q B lre4uquucrcofi opmHI43aIII4Ir

coBpeMeHFrbrx MeroAoe rpo(funaKTr4Klr, AHafHocrI4KI4, JIeveHLlt 14 MeAIzIII4Hcrofi pea6rzrvraww c yqeroM

MexAyHapoguofi ir,te4nquuctcofi npaKTLIKI4;

- og,eHKa npoBeAeHr,r.s Me,qr4rIr4HcKrrMI4 pa6oruurcauu rconcyltraquil c [pI4MeHeHueM

TeneMeAhUrrHcKt4x rexHonotufi, aHalrvr3 cBoeBpeMeHHocrtr u KaqecrBa I4x npoBeAeHuq;

- opraHu3a\r4s, v npoBeAeHr,re BHyrpeHHero KoHrpont KauecrBa u 6esonacHocrl4 wteAuqnucroft

AeflTenbHocTl4;
- opfaHr43arlr4oHHo-MeroAuqecKas noAAepxKa yqera HexeJIareJIbHbIX co6rtrufi [pI4

ocyuecrBneHlrq MeAr4rrzscxofi AerreJrbHocrl4 MeAI4ITI{scxofi opmHu3aul{efi (Qaxror H o6ctoqreJlbcrB,

co3Aarout4x yfpo3y rrpr4qr4HeHr,rs. vrv noBJreKrxux [pI4quHeHHe BpeAa )IC43HL 14 3AOpOBbIO fpax.qaH 14

(ranra) ryre4rarlnHcKr4x pa6oruuroB, a raKxe rrpr4BeArxr4x K yAnr4HeHI4rO CpOKOB OKa3aHI'It trleAuuuscrofi

nououlu);
- paspa6orr<a opmHa3aqtroHHo-MeroAnqecKux Marep'aJloB no pa6ore M.AU'-l,nHcKoil opramuzaryuu

il AoBeAeHI4e ilx Ao cBeAeHus MeAI4ql4HcKhx paOorHI4KoB;

- opraHlr3aqrar ranrpopMaqr4oHHo-o6pa:oeareJlbHbIX Mepoflp]'ttruit Nn MeAHIll4HcKl4x

rro BeAeHr4lo (bop,"r crarncrr4qecKoro yqera I4 orqerHocrra e cQepe 3ApaBooxpaHeHuq;

- r4Hbre Qyurquu, He rrporr.rBopeqarque 3aKoHoAarenbcrBy Poccuficrcoft (De,qepaqtlpt.

3. llopr,qox co:]Aalrlre n pa6o'rul npaueduofi KoMltcc]Itl

3.1. Bpaue6nar KoMr4ccr4r co3Aaerc.rr Ha ocHoBaHl{u npI,IKa3a pyKoBoAurens MeAI4Ill4HcKoI'l

opmHu3alluu.
3.2. llo peureuulo pyKoBoAVTerrr MeAnrlr.rHcKofi oprauusa\vIvI B cocraBe epaue6uoft KoMHcckIIt

Moryr (f oprraraponarbcl noAKoM vtccvvr rpaue6Hofi KoMLIooI4LI.

pa6oruurcoe

3.3. Bpaue6Haq rcoNancczr (no4roMnccvfl npaue6uoft xouucczu)
oAHofo l4nu AByx 3aMecT7Teneft npe4ce,4aTeJls I4 HHrIX qJIeHoB KoMI'IcCuu.

MnsuualsHoe KoJIpIqeCTBO r{IeHOn npaue6uOft rcOnauCC t'tu (nO4xOuucCr'U npaue6noft rcouuccnu)

cocraBrter 3 qeroeeKa c yrleroM npeAceAarerq u 3aMecrATeIts npeAceAarenq'

3.4. Cocras npaue6uoi KoMhccur4 (no4rcovnccufi apaue6Hofi rcovnccuu) yrBepxAalorct

cocTor4T I43 rlpeAceAure[fl,
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pyKoBo.qr4TeneM MeALIqI,IHCKOfi OpmHI43aUI,114.

3.5. llpegce4areleu rpaue6Hofi KoMlrccna Ha3Haqaerct pyKoBoAl4renb lteAuquucrofi

opmHa3auuvvrJrr4 3aMecrvreJrefi uasHoro Bpaqa, oALIH I43 pyKoBoAnrele[ crpymypHoro noApiBAeneHI4q

MeAr4rlr4HcKofi opraun3at\vtvt, B AonxHocrnrre o6qsaHHocrll Koroporo BXoAlrr pelreHl4e BorlpocoB,

orHeceHHbIX K KoMrIereHIrI4I4 npa're6Hofi KoMI{ccI4I4.

3.6. llpe4ce4arenela noAKoMr4ccr4r4 npave6uofi KoMtlcctrl4 Ha3Haqaerct pyKoBoAI4TeJIb

ueAurlragcrcofi opfaHrtallr4r4, Lltv 3aMecrrrreJrb pyKoBoAuTerfl N,reAzIIIaFIcroft opraHI'I3aIII4I4, vrrvl

pyKoBoAr4renb crpyKTypHofo rroApa3AeneHr4r MeAr4rlnncItofi opmHI,I3auI4I4, B AoJI)I(HocrHbIe o6ssaHHocrz

KoToporo BXoAr4T perxeHr4e BonpocoB, orHeceHHbIX K KoMTIeTeHIIHH noAKoMHccura apave6uoft tcotr,luccnu.

3.7. B cocraB npaue6Hoi KoMt ccr4u n noAKoMuccufi epaue6Hoil rcovnccltl4 Moryr BKJltoqarbctt

pyKoBoAtrrenu crpyKTypHbrx rroApa3AeneHufi veAuqnHcrcofi opraHn3aUuA, Bpaql4 lt3 tlhcJla MeAaUuHcKI4x

pa6orHzrcoB MeAr,rUl4Hcxofi oprauv3ar\nv, n rcoropofi co3Aaercr epaue6Har KoMI4ccHs, a raKxe Bpa.rr v3

qvcra MeAI4Ul4HcKux pa6orHzKoB 14HbIX MSAI4IIIIH9KLIX opraHI'I3 auuit.

3.8. OprauusaqvoHHoe o6ecneqenue AesreJIbHocru npaue6uoil KoMaccLlH (no4rovuccrar't

epaue6uofi xouzccuu) ocyqecrBn sercfl MeAHIII4HoKI4M pa6orunrcovr vrLr HHIIM pa6oruzxon'l

rueAuquucroil opmHa3auvr4 (Aanee - ceKperapl npaue6nofi KoMI4ccI{l{ (no4rcouuccuu Bpar{e6Hofi

KoMr4ccuI4).

3.9. Cerperapu ePave6nofi
cneAyrcurl4e rpyHrquv:

KoM14ccIzI4 (no4rcoltuccnn rpave6nofi ronuccut't) ocytuecrBnqer

- cocraBneHl4e rlJlaHon-rpaQuxon

KOMnCCHI );
- rloAroroBKa MareplranoB An.s

zacerasuh epaue6Hoft KoMI4ccI4l4 (no,4t<onuccvtn npave6uofi

3ACeAAHus. Bpaqe6Hofi KoMI4CCpIu (no,4rouuccuu npaue6uofi

KOM14CC1414J;

- yBeAoMneHVe qJreHon rpaue6uoil xovruccuu (no4rcol,rvccvv opa're6Hoi ttounccltu) o Aare I4

BpeMeHr4 npoBeAeHr4 s 3ace1LaHvts Bpaqe6Hofi xoulzccua (nognouuccuu epave6uofi rcourcczt't);

o$opvrneHrae 11poroKoJloa opave6Hofi roivucctztz (no4xoluuccl4h Bpaqe6Hoil xonauccvtvt);

- BHeceHue pe11eHnr npaue6Hofi KoMr4ccl4t4 (no4rovuccnn spave6Hofi rcovnccnn) B

MeAI,IquHCKyto AoKyMeHTaUI4lO [aUI4eHTa;

- BeAeHr4e )KypHana Bpaqe6Hofi KoMr4ccr4r4 (nogrortltccau npa're6sofi rcovruccnu) ua 6yltaxuotvt

Hocr4TeJre n (utu) r Qopvre 3neKrpoHHofo AoKyMeHra, B KoropoM yKa3blBalorct Aara, BpeMt [poBeAeHpr's

z tpr,gcrapyrorcq lpuHrrbre pelreHr4r epaue6uofi ro*ruccul,t (nogrounccuu npaue6uoft rouuccztz);

- opraHr43aUrdr xpaHeHr,rr Marepl4anoB AeqrerbHocTH npaue6nofi KoMI4ccI4I4 (noqnouzccuu

Bpaqe6Hof rcovHccnu).
3.10. 3aceAaHuq Bpa.{e6Hofi KoMl.tccur4 (no4rcoruucct'ru epaue6Hofi KoN,l}'Iccrzra) npono4qrcq He pexe

oAHofo pa3a B Mecrq Ha ocHoBaH:aLr nra*oB-rpaQuxon, yrBep)KAaeMbIX pyKoBoAlrreneM vreAuIrIaHcrofi

opmHa3aqu14.
llo pe[reHr{ro rpeAceAarenr epaue6Hoft KoMl.IccuI4 (noArcoltucctllt Bpaqe6Hoft rcouucczu),

cofnacoBaHHoMy c pyKoBoAHreJreM ue4uquHct<ofi opfaHu3auul4 (ynoluottloqeHHblM 3aMecrI4TeJIeM

pyKoBoAr4ran" r"arqnncrofi opraHr,r3arruu), naoryr [poBoAl4Tbct BHenJIaHoBbIe 3aceAaHux epave6noft

KoMl4ccLII4 (no4rcorr,luc cuu tpaue6Hofi rcouuccltu)'

3.11. 3ace4auue npaue6Hofi KoMt4ccr.rl4 (lo4norrauccnra apa're6nofi xouzccllu) cqplraercq

[paBoMoqHbrM npz Harvll4tl KBopyMa, roropsrft cocraBJ'tqer He MeHee AByx rperefi cocraea epaue6Hofi

KoMl4ccn14 (no4rovrnccrzu npave6uofi novaccllu).
peureHse opaue6uoil KoMtrccl4lr (no.qxortauccua npaue6uoil rcouuccwu) cuuraerc.f, rlpHHtrbrM, ecJl14

efo [oAAepxano He MeHee AByx rperefi q:reHoe epaue6Hofi KoMI4ccI4I4 (no4xouuccuu epave6Hofi

KoMVccLlv)) flpvcyrcrByrour4x Ha 3aceraH:lil epaue6Hoft KoMIdccIzI4 (nogxolanccuu epaue6Hofi

rconanccltn).

3.12. Pelrenne npave6uofi KoMl.rccrrr4 (rolrouncclEtt npaue6uofi r<ounccuu) oSoprvrlrercr

nporoKonoM ua 6yltaxHoM HoclrreJre, rroAnr{cbrBaeMoM npHcyrcrBoBaBIrIl'IMI'l Ha 3aceAaHlrll rlJIeHaMI4

epa.re6Hofi KoMHcctrH (no.4xouuccuu npaue6sofi nolrvccuu), utn tfopuupyercr e QopNte 3neKTpoHHoro
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AOKyMeHTa, rrOAnr,rCaHHOrO yCHJreHHbrMr4 KBurnI40HIII4pOBaHHbIMI4 3neKTpOHHbIMH nOAnIzCqMu yKa3aHHbIX

Jrr4rl, B cpoK, He rrpeBblrxarorqnfi Tpex pa6o.rtax AHel{ co AHs fipoBeAeHvfl 3ace1aHl4t Bpar{e6soft xovruccuu

(no4rcounccau npaue6Hofi rovnccnu), roroputf coAep)+(tir cneAylourile cBeAeHHt:

- AaranpoBeAeHufl3ace1aHte apaue6Hofi KoMHccr414 (nogrconncczu epaue6uoil xontuccnn):
- cn14coK qreHoB npave6uofi KoMhcct414 (no4xorr.raccun zpaue6Hofi xovtzccuu), npncyrcrBoBaBlrlax

Ha 3ace ;al:rla opaue6Ho fi rco vuccuu (lo4rcov ra cc az npave6 e o il xouucc nn) ;

- repeqeHb o6cyx4aauruxcfl Ha 3ace1aHtu epave6uofi KoMI4ccLII4 (nogrortuccuu spaue6aoit
rcounccuz) BonpocoB;

- perxeHr4e epaue6Hofi KoMltccua (no4rcovruccuuvpaue6uoil xonnccrau) ra ero o6ocuonaHue;
- cBeAeHr,rq o6 vH4vtB:a1yalruofi HenepeHocIzMocra B3avMo3aMeHqeMbIX JIeKapcrBeHHbIX

npenaparoB (npra npuHxrun npaue6sofi rcovaccuefi (no4rcouuccueft epave6uofi nouncczu) peueHI4q o

Ha3HaqeHHr,r 14 rrpuMeHeHr4r4 neKapcrBeHHbrx flpenaparoB, MeALIqI,IHcKl4x H3AenI4it v cte\uanH3I4poBaHHhIX

rrpoAyKToB re.{e6uoro ilvrraHnfl, He BxoAqqr4x B coorBercrnyrcrqufi craHAapr MeAuul,tHcKofi novouln ulz
He rrpeAycMorpeHHbrx coorBercrByrorqefi rc,rusuqecxofi peKoMeHAa\ueir, lu6o no roproBblM

Ha[MeHoBaHr4.flM npu :aarrv.r^nla MeAurIr4HcKr4x norasaHlafi (uuguyugyalrsofi HerlepeHocuMocr]I, [o
)I(I43HeHHbIM loxaSauurrrl)).

3.13. BrrnucKa Hs rrporoKona rpa.re6Hofi KoMr4ccr4r4 (nogrconauccnlt epaue6Hoft rconazccltu)

BbrAaercs nauvreHry vt (ulu) ero 3aKoHHoMy npeAcraBUTeJIro :ru6o nnovty nu[y, yKa3aHHoMy IaqfieHToM

HJIn ero 3aKoHHblM npeAcraBHTeJIeN4 B n/cbMeHHoM corJracuh Ha pa3fnaueHUe cBeAeHufr, cocraa,tflloulHX

rpaue6Hyro railuy, u,rr ueQopMr4poBaHHov 4o6poro,'rbHoM corJraclu4 Ha MeAhqhHcKoe BMe[IareJIbcrBo

(lanee - /uoe ,ruqo), no 3anpocy, HanpaBJreHHoMy B roM qncre B gneKrpoHuoi Qoprr,re, Ha 6yuaxuona

HocrdreJre u (vltu) n Qopnae gJreKrpoHHoro AoKyMeHra B cpoK, He rpeBbltxatoulafi rpex pa6ounx AHefi co

AHr nocrynrreHnfl B MeAr4IIHHCKyIO OpruHu3aL(HlO yKa3aHHOfO 3anpooa.

3.14. flpororco:ru epaue6uofi KoMr4ccr.ur (noAKoMr4ccr4r4 epave6Hofi ronHcczu) rtoAJIelKar

xpaHeHHro B TeqeHrde Aec.srl4 reT.
3.15. flpe4ce4arelr epaue6uofi KoMlrccrur exeKBapraJrbHo, a rarcKe rlo I4TofaM roAa

rrpeAcraBnser pyKoBoAr.rrenrc neAr.rqzscnofi opraHI{3aIII4H nnclnaesusli orr{er o AesreJIbHocru
npaue6no fr KoMr4ccl4l,r I4 rIoAKoM I4cc afi rpaue6nofi tcounccn u.

3.16. KonrpoJlb 3a AeqrenbHocrrrc rpaue6uofi nouncctvr t4 noAKoMl4ccr.rfi epaue6Hofi rcovrccutE

ocy uecrBnqer pyKoBoAldrenb MeAI4IILI H c Kofi oprauusaquu.

4. 3arc.rr rcqlrreJlbHr,Ie rro.ro]I(eHHff

4.1 . Hacrosulee floroNeHze Bcryfi aer B cnny c Aarbt efo yrBepxAeHl4t.
4.2. Hacrosruee lloloxeHue.Mox(er 6srrs r3MeHeHo a (utn) AononHeHo, B ToM t{t',cre B cryqae

n3Me HeHHr 3aKoHoAareJlbcrBa Poccnfi crcofi @e4epaqra z.
4.3.. llztaerteHnfl v AononHeHuq K HacroruleMy floloxeHuro Bcryrlalor B cl4ny c Aarbl t4x

yrBep)KAeHuq B ycraHoBJreHHoM nop.flAKe.

4.4. Hacrorulee rroJro)KeHr4e AoBoAUTcq Ao cBeA€Hr,r.f, Bcex qJIeHoB npave6uofi KoMI4ccIdu

(no4xorr,r u cc uu epaue5uofi rcou ucctt u), nepcouanbHo r oA rt oArlt4cb.
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