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I,Ixeecr

06 yrnepxAeHr{rir flonoxen ut o6 opraHrd3arlu}r
pa6oru no co6nroAeHzro orpaHurre nutrt, nataraeMbrx
Ha MeAr{rIr4HCKr.rX pa6oruuron n SapuarleBTr{qecKr{x pa6oruuxon
npu ocyuecrBJreHr{ Lr uv.u npo QeccuoHalrHofi AerreJrbHocrr{
s YY3 dXA-MeAr4qr,rHD) r. I4xescK)

PyxonogcrByscb cr.74-75 @egepamHoro 3aKoHa or 21.11.2011 N 323-@3
(06 ocHoBax oxpaHbr 3AopoBEs rpaxAaH B Poccuficrofi @eAepaqzro>,
floctanouleHueM flpannrenbcrBa Poccraficrofi (De4epaquu or l2.ll.20l2r.
N 1152 <06 yrBepxAeHl{u [oJloxeHr{, o rocy,qapcrBeHHoM KoHrpoJre KaqecrBa rI
6egonacHocrl{ MeAl{quHcrofi AeflTeJrbHocrrD), upHKa3oM Mranr,rcrepcrBa
3.qpaBooxpameukrn Poccuficrofi (De4epaquu or 07.06.2019 r. N 381n (06
yrBepxAewuu rpedosauuit K opraHl{sal\uu H rpoBeAeHr{ro BHyTpeHHero KoHTpoJrf,
KarlecrBa u 6egonacHocrl{ MeAI{rIIaHcrofi Ae.f,TeJlbHocrr,r)>, B cBflsLr c r43MeHeHHeM

H €t3 B aH rrs rrp exAeHkrfl , vr Ka4po BbrMr{ r{3 M e He Hr4 flI[.{ur,

[IPI4KA3bIBAIO:

1. Yrnep4utr Ioroxesue o6 opraHr.r3arlrru pa6oru no co6mo4eHnro
ol'paHzrreuuit, ualaraeMrrx Ha Me.quqr.rucrrrx pa6otnurcoB r{ SapuaqeeruqecKr4x
pa6oururcoB rrpu ocyqecrBJreHur{ ular,r upofiecc}roHaJmnofi AesreJrbHocru (4aaee
flonoxenue), ycraHoBneHHrrx @egepanbHbrM 3aKoHoM or 2L.11.2011 N 323-03
<06 ocsoBax oxpaHbr 3AopoBb{ rpax.qaH s Poccuficrcofi @e4epaqvu>> B rly3
(PXA-MeAI{IIIIHo) r. I4xerco (flprEnoxeHr,re J\! I r Hacrosrqerray upurca:y);

2.HasHaqurt:
2.1. OtsercrBeHHbIM JII{IIoM B MeAI,IrII4ucrofi opraHr{3arJuvl 3a opraHu3ar{nrc)

pa6otu rro co6mogenuro orpaHuqeuuit, HzrJraraeMbrx Ha MeAVquHcKrrx
pa6orHuron v QaprvraqeBTlrqecKrrx pa6oruuxon rrpr4 ocyulecrBrrenvfi4 Lrvrtt

upoQeccuonanrnofi AerreJIEHocrH, H.o. 3aMecrureJrfl HraBHoro Bparra [o
MeAurlr{Hcrcofi qacrr{ Areesa A.n. (.qanee - OtsercrBeHHoe maqo),'



MeAr,rqr.rHcKofi

MeAr,rquHcKr{x

2.2. OrsercrBeHHbrMu Jrr{rtraMu 3a opraHu3arlnro pa6orrr n noApa3AeJreHuflx

opraHu3allun rro co6uro4euuro orpaHr{rreuuit, HalraraeMrrx Ha

pa6orunror Saprr,taqesrlrrrecrl,tx pa6orHI,IKoB nppr

ocyqecrBJrcHuLt uur4 upoQeccuonanrnofi Ae.rrreJrrHocru, 3aBeAyroqvx
cTpyKTypHbIMIa nOApa3AeIeHLIsMI,I yqpexAeHllfl .

3. OrsercTBeHHoMy nu{y opraHu3oBarb:
3.1. Pa6ory B MeAHIII,IHcrofi opraHlr3arluu no co6nro4eHr,rro orpauuueuufi,

Hu[JIaraeMbIx Ha MeAI{rIIaHcKr,rx pa6orHraron u QaprrnarleBTr.rqecK}rx pa6ornuroB npr{
ocyulecrBlrennvl uvtn upoQeccnonanrnofi AerreJrbHocrrrr, B coorBercrBr{r{ c
yrnepxg6HHbrM floloxen?reM;

3.2. OgnarouJIeHLIe c flouoxeHraeu MeAr,rqr,IHcKr.rx pa6oruuror vr

QaprvraqenruqecKxx pa6ornuror MeAr{rlr{Hcroft opraHr{3arlr{r{ uoA rraqHyro
pocnlrcr B Jrucre o3uaKoMJrenufl. B cpoK,qo 31.10.2019 roAa.

4. flpraras HIaBHoro Bpaqa or 22.0I.2016 roAa }le 44lfB <06 opranr4sa\uv
pa6oru no coSnrc.qeuuro orpaHuqe:nuilt Nts MeAr{rlr{HcKrrx u QapnaaqeBTuqecKr,rx
pa6oruuros Hy3 <<OrAereHrrecKafl 6o.nrsuqa Ha cr. I,Ixescr OAO <PX,{> upn
ocyqecrBJleldiuLt I{MI{ [pooeccuouarsHofi AeflTeJrbHocrrlD) cqr4Tarb yrparr,rBrrrr,rM

cr.rJry c 14.L0.20L9 ro.qa.

5. KontpoJlb 3a BbInoJIHeHr{eM Hacroflrrlero npuK€l3a ocraBJrflrc 3a co6ofi.

IrasHrlfi Bpaq O.B. Oprona



flounoNenue I'Jffi^#titry/ats-*,@r+

IIOJTOXEHIIE
o6 opranrr3arluu pa6oru no co6.uroAeHl{Io orpaH[qennfi, HaJraraeMblx Ha

MeAH IIII HcKIIx pa6oru u Ko B Ir QaprvraUeBTlrrl ecKrlx pa6oru rI KoB rI pr
ocyUIecTBJIeH II II II M II I poQeccuoH a.n rnofi Aefl TSJI6HOSTII

1.O6que rloJroxeHlrfl

1.1. flouoxegue o6 opraur,r3aqr{u pa6orrr uo co6moAeul,In orpaul,Iqeuuft, HararaeMrx

Ha MeAr,rqlrHcKr,rx pa6otnuror u QaprvraueBTHqecKl{x pa6ofiruKoB rIp}I ocyuIecTBJIeIIfiId vtl/'vr

upo([eccuouanuroft AesrerBuoctu (Aanee - <floroNeuue>)

, paspa6orauo B coorBercrBlrl{ c:
- Oe4epanrubrM 3aKoHoM or 2l uox6pa 2011 r. Ns 323-03 <06 ocuoBax oxparrbl

sAopoBbs rpaxAaH n Poccraftcrofi Oe4epaquu> (garee Oegepannnrrft garon N 323-O3)i
- Oe4epanbHbru 3aKoHoM or 12 arrpeJrf, 2010 roAa N 61-03 (06 o6paqenzu

JreKapcrBeHHbx cpeAcrB) ;
- flocranoBrreur.reM flpanurelrctsa Poccuficxoft Oegepaquu or 12.11.2012 r. N 1152

<06 ytnepxAeHufi floroxeHr,rs o rocyAapcrBeHnoM KoHTpoJIe KaqecrBa Ia 6esonacnocr]r

MeAr,rqr{HcKofi AegtelrHocr}I ) ;
- Tpy4onuM KoAeKcoiu Poccuftcrofi (De4epaw4t41'

- flpr.rKa3oM MranxctepcrBa 3ApaBooxpaHeHr{s Poccrftcxoft Oegepaqurl or 07.06.2019 r.
N 381n <06 pnepx.{eH}rr,r rpe6onanufi r oprauu3a\uv l,t flpoBe.{eHfiIo BHytpeunero KoHTpoJIs

KaqecrBa u 6egouacnocrrl MeA?Iquscroft AerreJIbHocrI'I) ;

- firrbrMr,r geficrnyrorquMr,r HopMarr.rBHo-[paBoBblMrr aKTaMI,I PocctIfict<oft Oe,qepaqun

(aanee - 
(PO)).

1.2. flonoxeHue peilraMeurr,rpyer pa6ory B MeArquucroft opranlraqlm (4anee MO) uo

co6mo4enurc orpau[qennfi, HaJraraeMbrx Ha MeAI,IqLIHcK[x pa6otuuron u lpaprr,raqeBTl,IqecKl,Ix
pa6otuzrcoB rrplr ocyrqecrBJrennfit4ut4 upo(peccnouamnoft AeflTeJIbHocrI,I.

2. Opranu3arlufl pa6oru no co6uroAeHlre orpaHuxennfi, HaJraraeMbrx Ha MeAlrurrHcKrrx

padornurcon u QaprraueBTlrqecnux padorHrlKoB npu ocyqecrBJreHnrr lrMrr
upoQeccnoualrnoft AeflTeJrbuocrr{

2.1 .flpuxazoM pyKoBo,qurcnx MO :

2.1.1. Hasna.rarcrcs:
- orBercrBeHHoe Jrr,rrlo 3a opraur,rgarluro pa6otrt s MO ro co6utoAeHulo orpallu.reuufi,

HairaraeMbrx Ha MeAr,rutrHcKr.rx pa6otuuron u SaprrlaqentuqecKl,Ix pa6ornuroa IIpII
ocyrqecrBreHl,Ill HMII upolpeccnonanruoft ,qe.flTeJlbHocrll;

- orBercrBeHubre Jrr.rqa B floAprrAeireur,rfix MO rro co6nroAeunro orpauu.renuft,

HarraraeMbrx Ha . MeAr,rqr{HcKr{x pa6oruuror Lr ifapnraqentuqecKl,Ix pa6ornuron fipu
ocyrqecrBJr enfivr vtuvI upo([ecczonalrnofi AeflTeJlbuocr]r.

2.1.2. Ytnepx4atorcr:
- rroJroxeHr,re o fiop.f,AKe B3ar,rMo4eitcrsufl. MeAI,IqI,IHcKux pa6orul{KoB MeAl,Iquucroft

opraur,r3arrfi?r c flpeAcraBr,rreflsMr,r opranrsaquil rro paspa6ome, [poLI3BoAcrBy ulunvt
peanr.I3allfir{ MeAr,rqr{HcKI,Ix }rs,qeJrvfi, nexapcrBeHHblx upefiaparoB, opraHu3a\uit, o6laAatoqux
IIpaBaMI,I Ha IIOIIOJrb3OBaHHe TOpTOBOIO Ha]IMeHOBaIrI,If, JIeKapcTBeHHOTO flpeflapaTa,

opraHr6arluft onrosofi roproun JreKapcrBeHHbIMu cpeAcrBaMlr, arrTequblx opranusaUufi;
- cooTBeTcTByrouue Ao[oJrHeHr.rfl B AoJrxHocTHbIe LIHCTpyKq[]r MeAUqI,IHCKHX t4

$apuarlertuqecKllx pa6orHI,IKoB;



- (poprrarr yBe.qoMJreHraft ueAnquHcKr.rx u $apuaueBTI,IqecKI,Ix pa6otuuroB o HailaraeMblx

orpaHr4qeullrx trpIa ocyIqecTBJIeHI,I]I I,IM upo(peccnonalrnofi Aef,TeJIbHocTI,I;

- r.rHbre JroKul.IILHBIe HopMaTI,rBHbIe aKTbI no BorlpocaM coonloAeH[Ir orpaHn'reuufi,

H[rlraraeMbrx Ha MeA]rqr,rucKr{x pa6otutuon u $aprraaqentuqecKl,Ix pa6otuuron rIpH

ocyrqecrBJreHl{I{ }IM}I upo(peccnoualrnoft AeflTeJlbuocru.
2.2. flpu ocyqecrBJreHr,rr{ cBoefi Ae.firemHocrr,r, yKtL3aHHbIe B u.II. 2.1.1, HacroflIrlero

pa3.qeJra OrsercrseHHbre Jrr,rqa, pyKoBo,(crByerc.,r HopMaMI,I 4efictryoulero 3aKouoAareJlbcrBa,

Hacros[IuM llonoxenueM, a raKxe JroKrrJrbnbrx aKToB MO uo BbItueyKa3aHHbIM BoIIpocaM.

2.3. K KoMtrereuquu OrnercrseuHoro nfirla 3a opranu3arlurc pa6omI a MO uo
co6moAeuup orpauuqeuufi, HaJraraeMLrx Ha MeAr,IuI,IHcKI,Ix pa6otuut<ou ra ([aprr,raueBTnqecK[x

pa6oruuroB rrpra ocyuecrBJreHlrlr r{Mr,r trpolboocuouamsoft AeflTeJIbHocrH, orHogllTof, pglugnug

cJreAyrouux BoIIpocoB:
2.3 .l . Opranrsaqux pa6otu uo cJIeAyIouI,IM HaupaBreuusM :

1). Hanr.rue u ucrroJrr3oBaHr.re B MeAr,rqlrncxofi opranu3arlukr AoKyMeHToB I,I MareputuloB,

xapaKTepu3yrorqux opraHr,r3arlurc pa6orrr, Hanpanneuuofi Ha co6moAeulae orpaul,Iqeuufi,
ycraHoBJreuHbrx crarbeit T4 @ercpallbHoro 3aKoHa N 323-03, B ToM rIrIcJIe:

- AOTOBOpOB O [OCTaBKaX JTeKapCTBeHHbIX rrpeflapaToB, MeALIquHcKI,Ix us4enwfit, HI4 IIp?I

KaKr,rx o6crosremcrBax, He coAepxarqux ycronufi o HfflHarIeHlI[I uilu peKoMeHAaqI{u

[aqr{eHTaM nn6o o rrpeAJroxeHuu rracerreHr,rlo o[peAeJreuHbx JreKapcrBennbrx upeflaparoB,
MeAr{rIr{HcK ux uz ge nutrt:,

- yrBepxAeHuoro a.qMr,rHficrpa\uefi opranrrarluu uoprAKa fracrl,L [peAcraBl{teleft
opranusaqufi, 3arrr,rMaroryxc, paspa6oirofi, ilpou3BoAcrBoM vr (uru) peanusaquefi
JroKapcrBeHHbrx upefiapaToB, MeAr{rlr{HcKrlrx usge]riufi., opraHrr3arlnit, o6,lmatoqux [pasaMl{ Ha

rrcloJrb3oBarrrre roproBoro Har,rMeHoBaHr,rfl JreKapcrBeHHoro uperrryffid, opranil3aqr{fi ourosofi
ToproBJrr,r JreKapcrBeHHbrMr{ cpe,qcrBaMrr, arlTerrubrx opraHr.I3aqI,Ifi (rx fipeAcraBl,Irerefi, uHbD(

([uszuecrux u rcpr{Ar,rrrecK}rx nuq, ocyrqecrBJrrroulrrx cBoro AerreJILHocrL or TIMeHI,I erl{x
opraHr,r3arlufi) (4uee coorBercrBeHuo - KoM[aHr{s, EpeAcraBI,ITeJIb KoM[anuu) r co6panurx
MeA[rrIr{HcKHx pa6oruuxon yr uHbrx MepoflpuflTlryx, cBs3auubx c [oBbIIueHI,reM ilx
npo([eccrEourrlrbnoro ypoBus ]rJrr,r [peAocraBJreHr,reM nu$opnaaqufi, rtpeqycrraorpennofi qactrro 3
crarrr{ 64 OeaepanbHoro 3aroHaN 6l-(D3 r{ qacrbro 3 cratrn 96 @eaeparbuoro 3aKouaN 323-
<D3;

- AoroBopoB o fipoBe4enfipt Knr{Hr{qecKr,rx }rccJre1osaHr,rfi JreKapcrBenHbrx upeflaparoB,
Krr,rur,rqecro,rx ncnrrranufi ueAurluncKr.rx ugxenutrt (n cry.rae, ecJr]r raKoBrre upono4xtcr);

- AoroBopor o6 ocyruecrBJrenr,ru MeAr,rqr,rHcKuru pa6orurirKoM ueAaroriz.recroft r,r (nnu)
nayunofi AeflTeJrbuomz (n cJryqae, ecJrr{ TaroBrrfl AerreJrbnocrb ocyrqecrBJrrercx);

2). ?InrpopuupoBaHr{e MeAr{rIr{HcKr{x pa6ornuron, Qaprr,raqenruqecKr,rx pa6ornuron,
rounauufi, upeAcraBurereft xonauanufi u rpaxAaH o6 ycrauoureuHbrx 3arrperax Ha coBepruenr,re
orrpeAeJreHsrx Aeffcrswit u orBercrBeHuocrr{ 3a r{x coBeprueH}re;

3). flpunmue Mep tro HeAouyrrleHr.rrc HaJtu,trrfl u rrorBJreul{t B rroMell{eur,If,x ueAuquucroft
oprauu3aquu 6nauxor, coAepxarqnx uuSopMarruro perJrzrMHoro xapaKTepa, peqeuTy)Hbrx
6.uauxon, Ha KoropLD( 3apaHee HaneqaraHo HalrMeHoBaHr.re JreKapcrBeHHoro uperrapara,
Me.qr{qr,rncKoro rrcAeJlyrfr, a rarNb o6pasuon JlerapcrBeuHbrx flpe[aparoB H MeAI{qI{HcKI{x
usryeilflfi AJrfl Bp) reHLIfi [aqI{eHTilM;

4). Ananfis o6pauenuft rpaxAau, coAepxarq[x cBeAeulrff o [peAocraBJreHr,r]r

HeAocroBepnoft, neuonuoft url,r rrcKaxeHuoft ran(poprr,raquu o6 ncnonbsyeMbrx flpfl HagHaqeHHLI

Kypca fieqeHras neKapcTBeHHbrx [pe[apaTax, o MeAr.rqlrHcKux I,BAeJI[rx, BKJIroqafl coKpblT]re

cse.qeHr,rft o Htull{qfir,I n o6parqenur4 aflutorr,rqHbrx neKapcrBeHHblx lrpelaparoB, MeAI,IqI,IHoKI,IX

uzAetutt;
5) Asalug BhurBJreHHbx B ueAuquucroft opraHlrsaltrufi cJIfIaeB neco6moAenns

orpaHr.rqeHuir, ycrauoBJreuubrx crarrefi 74 QercpurLuoro 3aKona N 323-(D3 c paspa6orrofi
upegnoxeunfi ,qJrf, pyKoBoAlrreJrr laeAuqrucroft opraul{3aql{rr, Ha[paBJIeHHbD( Ha

rrpeAorBpaueuue neco6Jllo.qeull orpaul{qeuufi ueAuquHcKI,IM}I pa6otuzxauu.



2,3.2. Pyrono4mro OrsercrneHurrMlr JITIIIaMII 3a Aanuufi pa3AeJI pa6otu B

[o,qpa3AeJrenurx MO;
2.3.3. Kourponr 3a cocrorHlreM pa6orbr B rloApul3AeJlenrflx MO uo co6ruoAenrto

orpaguqeguft, uararaeubrx Ha MeAr,rqlrucrr,Ix pa6otul,tKoB I4 Sapuaqeutuqecrux pa6orHI4KoB

[p]r ocyqecrBJleHl,Iu Urr,Ua npo(pecc]IoHzulbHoft AextenrHocr]I;
2.3,4. Opranueaqnr co6pauufi MeAr,rrluncKux pa6otuuKoB II uHbD( uepoupuatuft,

flpeAycMorpegHbrx 4eftcmyorquM 3aKoHoAareJIbcrBoM, cBrgaHHbrx c BorlpocaMu co6rroAenus

oipurrreriir, ,axaraeMbrx Ha MeAr{qr.rucrux pa6otru{KoB I,I SaprrtaqenrilqecKllx pa6otrulxor

upu ocyu{ecrBJleHl,Iu nrrau upo([ecc?IoHuulbHoft AestemHocrl'I;
2.3.5. Peruenze Bo[pocoB o rleJrecoo6pasuoctu [poBeAeHI{r s MO KIIUHI'Iq€OKI'IX

I4ccJreAoBagufi nerapctBennbrx flpeuaparoB, KJII{HuqecKI{x }IofiblTauufi rrre4rltrI{HcKl'Ix us4enufi;

2.3.6. Oprauueaqua nsauuogeficrBl'L B coorBercrBlll{ c tpe6onaul{rM}I

3aKoHoAareJrbcrBa PO rro co6ruo,qegzro orpauuueHr,Ift, HaJIaraeMBrx ua MeALIqrrHcKI{x

pa6oruuron r,r (faprrraqeBTuqecKr{x pa6oruuKoB rpr ocyuIecrBJIeHHI,I I,IMI{ npO(peCCUOsalrUofr

Ae"rrreJrbgocrr{, c opranrrartrr{rMr,r, 3aHr.rMarolqfiMttcfl paspa6otroft, upousBoAcrBoM rl (unu)

pealusaquefi Jrer(apcrBeHHbrx flpe[aparoB, Me,qHIII,IHcKtIx' r.r3,qemlfi, opranlrcallvlfitittvr,

o6naAaroquuu [paBaMI{ Ha r{c[oJrb3oBaur{e roproBoro HaI,IMeHoBaHI,Ifl JleKapcrBeHHoro

flpellapara, opraHll3arltrflMrt ourosof ToproBJIrI iIeKapcrBeHHbIMil cpe.4crBtlMu; &nrouHBttvrll

opragl3aqr,rsM[ (xanee coBMecrHo - rouuannu) Lr ux flpeAcraBl,ITe[rMu (4aaee

rrp eAcraBI{TerII,I KoMrI auufi) ;
2.3.7. PaccuorpeHr{e Bo[pocoB, cBfl3aHubx c Bo3HIrKHoBeHrreM rou$marm [IHTepecoB

npr,r nsalrMoAeftcrszlr MeAr.rqr,rucKax u i[aprraalleBTl,IqecKux pa6ourflroa MO c KoMlaH[IflMu t4

npo,qcraBl,ITe:rsMu xouuanuft ;

2.3.8. Peruenne BorrpocoB o rlenecoo6pa3uocrll u neo6xoAl{Mocrl{ rIpoBeAeHI,Is s MO
Tpeglrgra ulunu lrHcrpyKTaxa uo fipaBunarrt pa6orll c olpeAeJIeHHbIM BI{AoM MeAI,IqI{HoKI,IX

rasAenr,Ifi;

2.3.9. Perueuue BorrpocoB o qerecoo6pa3uocrrd HaTIpaBJIeHI,L MeAI,IUI{HoKI{X tt

{aprr,rarlerrr.rqecKr,rx pa6oruuron MO Ha MepollptrrTrrfr. AJIfl 3acJlyluvBailfifi r,rn(poprr,raq]IoHHoro

r,rJrr,r HayqHoro AoKJraAa rro Boflpocarrt npo([r{JraKTI,IKI,I, AI,IarHocrI{KI,I }I Jleqeufis sa6orerauuft,

cuequQure fieqeHus o[peAeJreuHbrx sa6onesaHl,Ifi y orIeJIbHbIx rpyufl ilaIII{eHToB,

oco6ennocrrM flpr,rMeHeHnfl o[peAeJreHnoro MeAI{IIHHcKoro fig4elr.fifr UJII,I JleKapcrBeHuoro

flperrapara u uubrM cBr3aHHbM TeMarlrKaM, a raKxe AIrfl o6cyxgeurr MeAIIIIuHoKI,IMI,I

pa6oruuraur,r Bbrllrellepeq[creuublx Bo[pocoB B ItreJIrx oSueua oflbrroM;
2.3.10. Oprauusaqux Kirr.rHlrqecKr{x pas6opoe B tecuofi cBs3u c BorIpocaMI,I o6

uclloJrb3oBalrulr Tex I{JIra r,rHBD( JIeKapCTBeHHLIX ilpeflapaToB, MeAI{qI,IHCKI'IX UgAemlfi;

2.3.11. Oprauusauafi B3auMo,qeftcrsu.s MO c KoMlaHI,IrMI{ H [peAcraBurersM[ rouuaur,rft

uo BorrpocaM rrplrMelreHfif, r{ r,rcuoflrgosaHus Jrer@pcTBeHHbrx flperlapaToB, MeAffIII,IHCKI,IX

usryelwtrtB nopffAKe, ycraHoBJIeHHoM JIoKaJIrHrTMI,I HopMarI{BHbIM}r axtarr,ru MO;
2.3.t2. Peruenrae r.rublx BonpocoB, cBr3aHubrx c co6.upAeHl{eM orpannteuwtrl, HaJraraeMbrx

Ha MeAVrIr,rHcKr{x tt SapuaqentuqecKr,rx pa6otnnroB rrp]r . ocyuecrBJIeHI{I{ HM}r

npo([eccuonalrnoft AeffTeJrbHocrr,r, ycraHoBJlenubrx Oe4epanrnblM 3aKoHoru or 21 nor6px 2011

r. Ilb 323-(D3 (06 ocHoBax oxpanbr 3AopoBb, rpaxAaH s Poccuftcrofi @eaepaltrull> u
Oe4epaarnErM 3aKouorrr or 12 arrpeJrf, 2010 roaa N 6l-03 <06 o6paIqeHI,ILI JleKapcrBeHHbrx

cpeAcTB)).

2.4. K KoMrrereHrlrarn OrsercrseHHbrx JrHrI 3a opraHu3allurc pa6otu B rroApzlsAeJleHfiflx

MO 11o co6urc.qeuuro orpanuuenuft, HaJraraeMblx Ha MeAI,Iq[IHcKI{x pa6onturon t4

t[aprrrarlentuqecKr,rx pa6oruurcoB rrp]r ocyuIecrBJreH]II,I I,IMI,I upo{eccuonalrnoft AerreJlbuocrtz,
orHocr,rTc.fl perueHl,Ie cileAylolllux BolrpocoB:

2.4.1. I4n([oprrlr,lpoBaHr,re MeAr{rIuHcKr{x t4 Qaprr,raqentutlecKl,Ix pa6otuuron
coorBercrByroqux [oApagAeJrennfi MO o6 orpauuqenl{flx, HaJraraeMblx Ha MeAI{II}IHoKI,IX

pa6oruurcon u QapnaaqeBTl,trrecKrrx pa6otnrKoB rrp]I ocyIqecrBJIeHHLI I4MLI upoipecczosanrnoft

AetTeJIbHocTI,I;



2.4,2. Opranusaqux pa6orrr B coorBercrByloqux [oApa3AeJIeHI'If,x MO IIo

co6mo,qeuuro oaparrueuuit, HaJraraeMbrx Ha MeAI{quHcKI,Ix pa6otnuron u SaprvraqeBTuqecKux

pa6otuuroB rpu ocyulecrBJleul{u I,IMI,I upo{ecct,tonaJlbHgfi Aef,TeJIbHOCTI{;

2,4.3. Peurenue BorrpocoB B [peAeJrax cBoeft KoM[ereHUI{}I o IleJlecoo6pa3Hocrn

flpoBeAegrry B EoApasAeJreurEr,r MO rnunuqecKl,Ix ]IccJIeAoBaHuft lerapcrBeHHblx upe[aparoB,

KJII{HI{qeoKI,IX uclrbrrtulufi ueAuquncKl{x usILenuft;

2.4.4. BsauNroAeficrBr,re B coorBercrBr{r{ c tpe6onauutMl{ 3aKoHoAareJILcrBa PO uo

co6moAenun orpaguqortuit, HaJraraeMbrx Ha MeAuq[HcKI,Ix pa6otuztcon u Qaprr,raqeBTuqecKux
pa6ornuroB flpu ocyulecrBJrenilfi trMr4 uporpeccuoualrnoft AerreJIBHocrI4, c KoMTIaHI'IrM]r I'I

lpeAcTaBLITeJIrMlI rOUUanrnft1, 
-- 

2.4.5. Peueuue BorrpocoB B rrpeAgJril( cBoeft KoMrIereHqI{u o IleJlecoo6pasnocru tr

ueo6xoAr,ruoctu fipoBeAeu]rfl B rroApa3AeJIeHI,Iu MO rpenl{Hra u/unu [HcrpyKTaxa uo

rpaBr{JraM pa6orbl c o[peAeJIeHHbIM BI,IAoM MeAI'IqI{HcKI{x tls,4efluft ;- 
2.4.e. flpe4craureHlre upeAJroxeur,rft OrsercrBeHuoMy.nfiqy 3a opraHrl3aqIato pa6otu r

MO flo co6moAenurc orpanuueHnfi, HalraraeMblx Ha MeAurIlIHcKI,Ix pa6ornnroa il
i[aprraaqenrnqecKr,rx pa6oruuroB rrpu ocylqecrBJlenutr tMvr npo([eccuona.nurofi AetreJlLuocr]r,
o 

-qe.rr"coo6pasuocru 
Ha[paBfleuus MeAr{qr,rHcKLtx pa6oruuron [oApa3AeJreHI'It MO Ha

Mepoflpusrkrfi. Nrs.3acJryru[rBaHr,la r,rni[oprrtaql{ounoro }IJII,I Hayquoro AoKJIaAa rlo BoIIpocaM

npo([unarruKr{, ,4r.rarHocrr.rKu il fieqeHuff ga6onesauufi, cuequ([I,IKe fieqeuus onpeAeneHHbD(

sa6oresaur,rfi y orgenrubrx rpylu fiartrueHToB, oco6enuocrsM trpl{Meuerluf, otrpeIeJleuuoro

MeAr,rrltlHcKoro r,I3AeJrfifl. II.III4 JTeKapCTBoHHOTO flpefiapaTa I,I ]IH6IM CBT3aHHbIM TeMaTI'IKtM, a

TaKxe.qns o6cyxAenr,rs MeAr,rqr,rucKr{M}r pa6oruurauil BblrlerrepeqzcreuHblx Bo[pocoB B ueJlrx
o6uena o[bIToM;

2.4.7. floAroroera MareplrrrlroB AJr, rpoBeAeHr,If, KJTuHI{qecrnx pas6opoB B rccnofi cBfi3}I c

BorrpocaMu o6 racnolr3oBaHr,rfi Tex lrJrr,r r,rHbrx JIeKapcrBeHHbIx flpeflaparoB, MeAI{III,IHoKI{X

usAertir;
2.4,8. Bgaurrro.qeficrBr,re c KoMrraHr{frMht Lr [peAcraBl,ITersMu rouuanufi IIo BolpocaM

[pr,rMeHeHr,rr E r,rcrroJrb3oBaHus JreKapcTBeHHhIx upelapaToB, MeAI,IquHcKI,Ix usxe]/.uft B IIopflAKe,

ycraHoBJIeHHoM JIoKaJIbrrbIMI{ HopMarIlBHbIMI{ aKTaMu MO;
2,4,9. Kourpolr ga co6uroAesueu orpannueuufi, HaJraraeMbD( Ha MeAI,IqlIHcKI,Ix

pa6oruuron n rpaprvraqeBTr,rtrecKr,rx pa6orurroB rrpfi ocyqecrBJlenfi?t ttvtur upoifeccnonalrsoft

AesTenbHooTI,I;
2.4.10. I,InSopnaupoBaur.re pyroBoAcrsa MO o cryqarlx neco6nroAeHu.r orpanutelauir,

HaJraraeMbrx Ha MeAlrrllrHcKr,rx pa6ornzron u ([aprrtaqemuqecKl{x pa6otnuron [p]I
ocyulecrBJrenuyr vtMu upo(feccuonalrnofi AeffTeJlbHocrn, a raKxe o cJrflartx Bo3HI{KHoBeHur

ron([nurra LlurepecoB r Aauuofi crpepe.

3. OrpannrreH[s u Barrperbr, co6moAerure Koropbrx o6ecue.rrlBaercfl s DreAuquncrofi
opraHrr3aIIrur

3.1. B coorBercrBr{r{ c rpe6oeautrsutr cr. 74 @e4epanrnoro gaxona N 323-03
MeAurIr,rHcK[e pa6otuuru He BIIpaBe:

- rrpr{Hl{Marb or [peAcraBurenefi rouuanuft.qeHexubre cpeAcrBa, B ToM qficlre Ha ollJrary
pasnneueuufi, orAbrxa, upoeAa K Mecry orAbrxa, 3a rrcKJIIoqeHI{eM BosHarpax.4euzfi no

AoroBopaM rrpu [poBeAeHr{I{ Kfllrur,rqecKr,rx EccneAosaHuft nerapcrBeHubnr fipe[aparoB,
Kr14guqecKux uc11LlTaHuft ueAraquHcKux n3genuit, B cBr3]I c ocyulecrBJreHl4eM Me,qIIII{HcKI,IM

pa6otuuroM reAaroru.recrofi u (unu) nay*rofi AerreJlbuocrll;
flpuHr{Marb or IlpeAcraBzteuefi rounauufi [oAapKI{;
[pr.rHr{MaTb rracTHe B pa3BJreKaTeJrbHbrx MepoflprlrTl,Itrx, tIpoBoAI,IMbIX 3a CqeT cpeAcTB

rorr,tuanuft , [pe,{craBl{teleft rouuannft ;
- 3aKnroqarl c KoMuaHr{efi, upe4craBI{TeJIeM KoMuaHI,Iu coHIiltIeHI{, o Ha3naqeufiu llllkr

peKoMeHAaqI,II,I [aqI{eHTaM JreKapcTBerrHbrx [peflapaToB, MeAI{qI{HCKUX IaSAeruft (Sa



ucKJrroqeHr{eM AoroBopoB o [poBeAeHr,ru KII{HHqecKIEx I{ccJIeAoBaHI,Ifi JIeKapcrBeHHBrx

[pe[apaToB, KJIuHI{qecKI{x I{cIIbITaHlIft MeAI,IqI{HCKI,IX LI3AeJII{fi );
- flonyqarb or KoMrraur,r[, upeAcraB]ITeirfl KoMIIaHI,Iu o6pasqrr JIeKapcrBeHHbD(

upe[aparoB, Me.{uquHcxr{x nspLeiluEt Am Bpyqeul,If, llau}Ieurarrt (sa ucKrloqeuueM cJlfraeB,
cBfi3auurrx c [poBeAeur{eM K[uHr,rqecKux nccreAosaHxfi JIeKapcrBeHHbx npeuaparoB,

KrlluuqecKr{x r4crrLrraHufi ueAuquHcxl{x us4e.uIEft);

- Bpfrarb rlaqueHTaM TaKI,Ie o6paeqrr ga ucrltloqeurleM cJIfIaeB, cBtr3arlubx c
[poBeAeur,reM KJlr,rHtlqecKrlx r.rccneAonannfi JreKapcrBenublx [pelaparoB, KltI4HI,IqecKux

ucnsrranufi MeAr,rqr.rHcKux ugAeaufi ;

- [peAocTaBJrrTL rrpu Ha3HarreHr4r,r Kypca JreqeHr{fl IIaIII,IeHTy HeAocToBeprrylo, HerIoJIHyIo

ultr r.rcKaxeuHyro . znQoprraaquro o6 Hc[onb3yeMbrx neKapcrBeuubrx npeuaparax, o
MeAr4rIlrHcKHx ltAeJrr{flx, B ToM qr,rcre cKpbrBarr cBeAeHI{f, o Harirur.rmfi B o6parqenuu
auaror[qubrx JreKapcTBeHHbIx upelapaToB, MeAr,rqr,rucrux zsAerr,Ifi ;

- ocyrqecrBrsrr npudrr,r npeAcraButerefi rouuauufi, 3a ucKrIotIeHI4eM cJlfraeB,
cBfl3aHHbrx c upoBeAeu[eM Kflr.rur{qecKr.rx zccre,qosaHr,rft JreKapcrBeuublx npeflaparoB,
Krr.rHl,rtrecKr,rx ucnrrranr,rft Me.4Hqr.rHcKr{x trSgeilwfa, Y,a,cTilfr, B rropf,AKe, ycraHoBJIeHHoM

a,qMr,rur{crpauueft Me,qlaqr,rHcKoft oprauusar\ut4, n co6pauurx ubAuquncrux pa6orur{KoB r{ r{Hbx
Mepoflpllsru.sx, cBs3aHHLrx c [oBbrrueur{eM r{x upo([eccnouaJrruoro ypoBur utr
rrpeAocraBJreHr,reM nn([oprr,raqfiu, npeAycMorpeunofi qacrbro 3 crarrn 64 @eaepanbuoro 3aKona

or 12 anpens20l0 roAa N 6l-O3 "06 o6parueur.rr.r JreKapcrBeHHBD( cpe4crr" u qacrrrc 3 crarbr.r
96 Oeaepa-nruoro 3aKoua or 2l uox6pa 2011 r. Ilb 323-03 <06 ocuosax oxpaubr 3,qopoBBs

rpaxAaH s Poccfificrofi Oegepaqraz>;
- BbIAaBarL peqerrTbl HI,I JreKapcrBeHHbre rrpeflaparbr, MeA[qr{Hcxr,re r,r3AeJrkrfr, Ha 6rauxax,

coAepxar[ux rn([opir,raqr,rrc peKJraMuoro xapaKTepa, a raKxe Ha peqe[Typsrx 6nanrax) Ha

KOTOpbTX 3apaHee Ha[eqaTaHo Har{MeHoBaHI{e JIeKapcTBeHHoro [peflapaTa, MeAr,rquHcKoro
I,I3,4EJII,I'.

3 .2. B MeAr.rqr.rucKofi opranusaqur,r 3arrpeqaercr:
- Hutrtllque y MeAI{qI,IHcKHx pa6oruuron cyrennpuofi flpo,uyKrlru or rounanuft,

rrpeAcTaBllTe JIf KoMII aH,fivt;

- HaJILIq[e B ue4uqr,Incrofi opraHlr3arlur{ cyneuupnofi rrpoAyKrll,Ir,I or roMuaurfi,
rpeAcraBl{teneft ronauanr.rfi (sa ucrrroveHr{eM Bo3uarpaxgeuzfi uo 4oroaop'au flpu rpoBeAeHu[r
KrI{HI,IqecKI,Ix uccneAosaullfi JIeKapcrBeHHBrx [peflaparoB, K[I,rHI,IqecKLrx r,rcnrrranr.rfi
Me.quqI,IHcKI,IX UlletUtrt, Bo3HafpaxAennft, CBr3aHHbre C OCyUeCTBJreHrneM MeAr,rqr,rHcKtrM

pa6orunroM [eAaroruI.recxoft w (unu) uay.ruoft gertelruoctu);
- HarI,IqI4e B .(oroBopax c rouuanr.reft (upe4cmnureJreM ronauanuu) o rrocraBKtx

neKapcrBeuHblx [pe[aparoB ycronuft o HrBuaqeHr{u ufiir peKoMeH,qarl}r}r naq[euTaM
oupe4erdnHblx JreKapcrBeHHblx flpeuaparoB (aa ucrmoqeuueM AoroBopoB o [poBeAeHr,rpr
KJrr,rur{lrecKr,rx uccJre4osaHr.rft JreKapcrBeuHbrx fipeuaparon);

- HaJII{que B AoroBopax o [ocraBKe MeAI{qr{HcKr,rx usAerl.rfi c norrlnanueft
(upe.ucrarurefleM Itounanuu) ycnonrafi o HEBHaqeHlrr{ vtfiir peKoMeHAauvu flaru.reHTutrvr

onpe4eldnurx Me,ru{qI{HcKlIx ugAeruft (ga ucrrroqeHr,reM AoroBopoB o rrpoBeAeH[r,r
KJrr{HlIqecKr{x r{crrbrraHufi ueAurlnucKr{x ras4euraft);

- HaJI[ItII{e B Me.quq[scroft opranrcartruu o6pasqoB JreKapcrBeHHbrx fipeilaparoB AJu
BpyqeHl,Ifl IIaqI4eHTaM (sa ucrnroqenr,reM cflyqaeB, cBr3auHbrx c [poBeAeHr{eM Krr,rHr,rqecKux
fi ccJreAoBaHufi lerapmBeunbrx npeuapator);

- HaJII{q[e B MeAI,IIIt4Hcrofi oprauvgarJfivr o6pasqor Me.quqr,rHcKr{x H34eJr[rit ws Bp1nreH]r,
[aqI{eHTaM (sa ucrmoqeH[eM cJlyqaeB, cBfi3anubrx c [poBeAeHr.IeM KrruHt,rqecKux ucnrrrannft
Me,quqr,rHcKnx usgeuuft ) ;

- HaJrr,rq[e B ueAuquncrofi opraHr{3arlufi 6taurcon, coAepxarqux
peKnaMHoro xapaKTepa o JreKapcTBeHHoM npe[apaTe;

- Htuu{rrue B naeAurluucxofi opraHlr3aqilu 6lanxon, coAepxarqux
peKJraMHoro xapaKTepa o MeAr.rrIt4HcKoM r8Aeirr{H;

r.rHQopnraqruo

zn([oprraaqrro



- rrpeAocTaBJreHlre He.4ocToBepHofi, He[oJrHofi rutht ]rcKaxeHHofi uHoopMaql,Iu 06
r4c[oJrb3yeMbrx rlpu Hrl:}HaqeHuu Kypca JreqeHr{, JreKapcTBeHHbx llpe[apaTax, BKJIIoqa"f,

coKpbrTrae cBeAeHr.rfi o HaJrutquv B o6parrleHu?r aHarrcrltrqHhlx JIeKapcTBeHHbIx [pe[aparoB JII,I6o

O HAJII{qI'IH B MEAI,IqI,IHCKOft OPIAHI{3AIIruI IEKAPCTBEHHbIX ilPEIAPATOB, I,IMEK)IIUX OAI{HAKOBOE

MexAyHapoAHoe He[aTeHToBaHHoe Har{MeHoBaHr{e, BKrrroqa, coKpbrTr{e r,rHQopMauuu o
Haltul{t4u JreKapcrBeHHbrx flperrapaToB r{Merouux 6onee Hr{3Kyro rleHy.

3.3. KontpoJrb 3a cocrosuuena pa6otu s MO uo co6mo.(eur,rro yra3aHHbrx B ryHKTax
3.1. tr 3.2. orpaHuuenufi u 3arrperoB, HrrJraraeMbrx Ha MeAr,rqilHcrr,rx pa6orHr,rKoB t4

([aprr,raqentraqecKlnx pa6otuuxoB rrpu ocy[trecrBJrenuu uut4 npoqpeccuouamnofi AerreJrbuocrr{,
ocyulecTBJrreT Jrr.rrtro 3a opraHr.r3aqurc Aauuoft pa6oru s MO.

4..{eftcrnufl aAMrrnrrcrparlwl MO upu BbrflBJreHlru cnyrrafl neco6moAeHrrff orpanuuennft,
HaJraraeMblx Ha MeAlIIIrrHcKrrx pa6ornurcon u QapnrarleBTnqecrnx pa6ornrrKoB rrprl

ocyqecrBJreHutt *tur*t npoQeccnonalrnofi AerrreJrbuocrlr
4.1. flpu BburBJreHr{u cilyqu neco6rroAenrEs orpanuueur'rft, HaJraraeMbrx Ha

MeAr{rlr,rHcKr.rx pa6oruuxoa Lt Qapnaaqenruqecrr,rx pa6ornuxor [p]r ocyrqecrBneHr,ru uuu
npo(leccuouamuoft AerreJrbuocrr.r, OrretcrBeuubre Jrlrrtro 3a ,qaHHoe HaupaBJreHrae pa6otrr r
MO aoao,ql,IT Ao cBe.qeEI,It pyKoBoAr{Tens MO r,rnQopuaquro o BEUTBJTeHHoM Hapy[reu]rr{.

4.2. flpurasou pyKoBoAllrens MO no r[amy HapyrreHr.rs cosAa0rcfl KoMrrcclls. t4

[poBoAr,rrcr cryxe6Hoe paccJreAoBaHr.re.

4.3. IIo pe3ynbraraM cnyxe6uoro paccJreAoBaur{f, cocraBJrflercs coorBercroyroulufi axr.
4.4. IIpu Bbrf,BJreHI,II{ BuHoBHbD( Jrr,rq pyKoBoAr,rreJrr MO upr.rnr,rMaer perrrenrae o

flpl,IBreqeHiluux K orBercrBenuocrfi B coorBercrBr.rfi c 4efictnyrouprM 3aKoHoAareJrbcrBoM.

5. 3an nroqlrreJrbHbre [ofl oxeHlrs
5.1. Hactosuee flonoxeHlle BcTyrraer B cnny c MoMeHTa yrBepxAeunfl v AeficrByer

6eccpo.ruo
5.2.Bce MeAI,IqI,IHcKue u (paprraaqeBrr,rqecKue pa6orutrxu MO Hecyr orBercrBeHHocrb 3a

BBI[oJIHeH]Ie Hacrorlqero floroxeur.rs B coorBercrBuu c geitcrByroqr,rM 3aKouoAareJrbcrBoM.
5.3. LIs[4eHeHux B Hacroslqee flonoxenue Moryr 6rrrr BHeceHbr [pr,rKa3oM

pyKoBoAureJL trleAI,tquucxofi opraur.Barlr{H rryreM yrBepxAeu}r, flonoxenus B Hosoft
peAaKrlr,ru.

5.4. B crytlae Bo3HrIKHoBeuzx xou$Jrr,rKTa MexAy HopMaMr,r JroKalrbuoro arTa MO,
peryJlllpyloIrlero yKzr3anuble B uoJroxeHr,u4 Borrpocrr, r4 HopMaMr,r Hacrof,ruero flonoxen[s
flpr,rMeHsroTcf, HopMbr aKTa, rrp]rHflToro [o3AHee.


