
|OCYAAPCTBEHHOE EIOAXETHOE YIIPEXAEHI4E 3NPABOOXPAH EHI4fl,
CB EPAI o B CKoI,I OBJIAC TI,I
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IIPTIKA3

or <12> rHBapf, 2017 r. Ns 62

06 yrnep)KAeHr{rr llopr4r<a ylraarufl rrpeAcraB ureteit
xounasufi n co6panurx MeAlirlr{HcKrrx pa6oruuxoB u B

LIHbIx Meponpll{TvIflx, HanpaBneHHbrx Ha rroBbrrleHr,re upoQeccnoHulrrbHoro ypoBHt
MeAr{r{r4HcKr4X p a6 OrHAxoB, Ha np eAo craBJreHr4e unoopuaqun,

cBt3aHHofi c ocyulecrBJleHlaeM MoHr{TopI4Hra 6egouacHocrtr
JIeKapcrBeHHbIX [penaparoB rI MoHkITopI{Hra 6esonacHocrr{ MeALrr{LrHcKtrx uzgettuit.

HaocnosailVzr ryHKra 5 .{acru I crarrn T4Qegep€urbHorc}3aKoHa or2L 11.2011 r
Ilb 323-o3 (06 ocHoBax oxpaHbl 3AopoBbs rpDKAaH e Poccuficroft <De4epaqnu>>

TIPI,IKA3bIBAIO:

1. Vrnepgl4Tb rlpLIJlaraeurrfi llopx4ox ylracrufl,npercraBurerefi xouuaHufi B
cofpauvtxx MeAurIuHcKI4x pa6oruurcoB r4 B r4Hbrx Mepolpurrrvrflx) HarrpaBneHHbrx Ha
rIoBbIIrIeHlIe upoQecczoHaJlbHoro ypoBHf, MeAr4rIHHcKr4x pa6orHzxou. Ha
[peAocraBJIeHI{e zHQopnaaquu, ce.f,saHnofi c ocyulecrBneHr{eM MoHr{Topr{Hra
6esonacuocrn neKapcrBeHHbIX npelaparoB u MoHr4ToprrHra 6esouacHocrrr
MeAraU rzH c Kr4x uz Ae tuitr

2.Ha'rNrtHI{I(y orAena r<a4ponofi n rcpLrAzrrecrofi rroJrlrrtrKr4 yp6ancxofi VI.B.
o3HaKOMr4Tb C HaCTO.Sqr,rM [pr4Ka3oM MeAHIII{HCKLIX, SaprvraqenrrrqecKr{x
pa6orHuxon fEy3 CO (IFE r,lleproyp€urbcK)), a rarcKe o6ecueqrna6 B
Aalruefirueu o3HaKoMJIeHI{e c HacrorrqlrM npr{KrroM BHoBb rrpr{Hl{MaeMbx
MeALrrIHHcKr{x, S apvraqemrrrre cKr4x p a6 orHraxo B yr{pe)KA el:afl .

3. llporpaMM?Icry Marnefiqyxy B.H. pa3Mecrr4rb reKcr Hacro.rrtr1ero rrpraKa3a Ha
cafire f{pex.qeur,rs.

4. KonrpoJlb 3a I{cnoJIHeHI4eM rIp?IKa3a Bo3Jloxr,rrb Ha 3aMecrureIrfl.DraBHoro Bpaqa
rlo MeAr4qnscxofi qacrlr lllecraxony IrI.E.

Lnasnrrfi Bpaq
IBY3 CO <<AIF r: O.B. Illafilypoea



YTBEPXITEH
npr4Ka3oM DIaBHO|O Bpaqa

J\b 62 or 12.01 .2017 r.

flopx4xa yr4acrufl, npeAcr aB ur etetrr

rolrnasufi e co6paul4tx MeAIzIIHHcKI4x pa6oruvroB Lr B

rrHbrx Meporrpusrvrflx, HarrpaBJreHHbrx Ha rroBbIIueHI4e upoQeccraoHaJlbHofo ypoBHf,

MeAlrrllrHcKrrx p a6 ourraro B. Ha rrp eAo craBJIeHLIe nn Q opuaqun,
cBr3aHHofi c ocyuecrBJreHr4eM MoHr4TopI4Hra 6esonacHocrl{

JreKapcrBeHHbIX npenaparoB r4 MoHr4TopI,IHra 6eaouacHocrl4 Me,qI,IqrIHcKI,IX uzheltuit'
(,qanee llopr4or)

qacrr4 1 crarcu 741. Hacrosurufi llopx4or yrBepxAeH Ha ocHoBaHI4u nyHrra 5

(De,qepalrHofo 3aKoHa or 2I.1I.20I1 r Ns 3n-A3 <<06 ocHoBax oxpaHbl 3AopoBbt

!paxAaH Poccnficnofi @egepaquu>>

2. ,{eficrnne Hacro.f,ulero llopx4na pacilpocrpaH{ercf, Ha Bcex MeA[UI4HcKI{x,

QaprvraqeeruqecKr{x pa6orHuron fEy3 CO (AfF rllepnoyparlbcx>) (aalee
yrpeNgeHue), a rarcKe Ha rlpeAcraBurelefi
3aHr,rMaloqt4xct pa:pa6orrofi, npon3BoAcrBoM I,I (ulu)
JreKap crBenHbIX rlp enap aro B, MeAIIIII4H c KIIX uzgerrufi;

orrToBoH Top |OBJILI JIeKap crBeHHbIM?I cp eAcrBaMu,

Iax npeAcrasurerefi, I{HIIX lppr3r4riecKl4x 14 FOplrAl{qecKI4X JIEII,

ocyulecrBJr.rrrcqux cBoro AerreJrbHocrb or I4MeHII 3TI4x opraHusaqufi (,qaree

npeAcraBnTeJrb lcounaHua).
3. V.racrue [pe,ucraBrareJrf, (npegcranurenefi) KoMIIaHI4IT n co6paHvrflx MSAUII]IHoKI4x

npoQeccuoHaJrbHoro ypoBHfl MeALrrIr.rHcKr4x pa6orHIztcoB vrlwr Ha npeAocraBJleHlae

un$opuaquu, cessaHHoft c ocynlecrBJIeHIleM MoH?ITopI4Hra 6egouacuocrla
MoHHTopI4Hra 6egonacuocrl4 MeAI4III{HcKI4X uzaelmit,
[olyrreHHfl rI]lcbMeHHOfO pa3pelxeHl4ll rJraBHofo Bpaqa

pa6orHuroB f{pex{AeHr{rr r,r B r4Hbrx Meponplatrvrflx, Ha[paBJIeHHbIX Ha rIoBbIIrIeHI4e

JreKapcTBeHHbIX Cpe,{cTB 14

AorrycKaercr roJrbKo rlocne
yrpexAeHr{fl.
3.l.CornacoBaHLre BpeMeHr.r kr Aarbr y-rracrus, trpeAcraBurelrfl. KoMIraHI4lI e co6panun
r4rru B HHoM Mepolplrf,Tr{H ocyruecrBJr{ercf, B rerleHrae 5 (nxrra) pa6oulax 4ueft no

r.llepnoypaJrbcK, yr.farapIaHa,
public@mis66.ru>.
3.2.8 o6paqeuul{ AoJrxtnrt 6um yKa3aHbI cJIeAyIoqLIe cBeAeHI4.fl:

- Har{MeHoBaHue KoMfraHI{I{, aApec, KoHTaKTHbre AaHHbIe ;

- AaHHbIe JII{qa, ynonHoMorleHHofo Aeficrnosarb or lrMeHu I,I B I{HTepecax KoMnaHI,II4;

- cQepa Ae.rrreJrbHocrr{ KoMrraHuH;

opfaHII3aIIUI,I,
pearrnsaquefr

rpeAcraBurerefi
opraHr43aqrEfi, o6naAaroq[x [paBaMr,r Ha r4cnoJlb3oBaHl4e roproBoro HaI4MeHoBaHus.

JreKap cTBeHHoronpen apara ; IIpeAcTaBHTeJIeul OpfaHLI3aIII4I4

arrrerrHbrx opr anuzaquit;

npe,4Bapr{TeJrbHoMy o6patqenuro
rrrrcbMeHHoM Br{Ae B aApec

rrpeAcTaBr4TeJrfl KoMnaHI4I,I HA r4Ms,IJIaBHO|O Bpaqa B

frpexAeHr4.rr: 623106, CnepAnoncrar o6lacm,
38A vrrvr ro elerrpoHHoft rorlre <prdb-

- npo Q e ccrroHaJrbHaf, ay illzrt opuf, MeAIaIIUHc KI4x p a6 orHuxo B frp exA eHus,.



/

4. Me4uqnucKlre pa6orHur<vr rtpvrHvrMaror yrracrrae B co1pauuxx MeAr4rIr4HcKr4x

paooTHLlKOB pl UHbD( MeponpuflTldfl]K, CB.fl3aHHbrX C nOBbrIIreHI{eM I4X

npo$eccuoH€IJlbHoro ypoBHr vrru c [peAocraBJreHr4eM unQopvraquw, cBflsaHnofi c
ocyulecrBJreHr4eM MoHr{TopuHra 6egonacsocrr4 neKapcrBeHHbrx cpeAcrB vr

MoHI{TopHHra 6esonacHocrr{ MeAr4rlr{HcKr4x nsp.eruia, c f{acrr{eM rrpelcrasprrerefi
r<oiunanufi B cno6oAnoe or oKa3aHra{ MeAr4rlrdHcxofi noMorrlr4 BpeM.f,.

5. B coorsercrBl{H c q. 1 cr.74 (De4epanrHoro 3aKoHa or 21.11.2011 r Ns 323-@3
<<06 ocroBax oxpanbr 3AopoBbr tpaxAaH B Poccraficrcoft @e4eparJvru>> MeArarlr{HcKr.re

paooTHr{Kr4 14 pyKoBoALrTeJrr4 yrrpexAeHr4s He B[paBe:
5.1. lIpuHLIMarb or KoMrranufi, upeAcraBnTerefi rounasuit rroAapKr{, .qeHe)KHbre

cpeAcrBa (sa I4cKrroqeHr4eM Bo3HarpaNlesuft ro AoroBopaM npr{ npoBeAeHr4r{

KJILIHI{rIecKI{x rlccJle4oeanufi neKapcrBeHHbrx npenaparoB, KJrHHI4rrecKI4x ucnstranuit
MeAI{III{HcKIIx uzgenuit, B cB.s3u c ocyqecrBJreHr4eM MeIl,trIr4HcKHM pa6oruurolr
rleAarorl{.{ecrcofi u (uru) nayunofi Ae.rrrerbHocrz), B ToM rrr{cJre Ha orrJrary
p€t3BileqeHvfi, or4uxa, [poe3Aa K Mecry orAbrxa, a raKx{e [plrHr{Marb yqacrr.{e B

p€l3BJIeKareJIbHbIX Mepolpr4rrTrrflx) npoBoAr4Mbrx 3a cqer cpeAcrB r<orunallufi,
rrpeAcTaBr{TeJre}r KOMIIAHI4I4.

5.2. 3axnroqarr c xouuaHrzefi, npeAcraBr{TeJreM KoMrraHrrr{ conrarrreHlrs o
Ha3HaqeHI,IU VrV peKOMeHAAT\UV\ nar{HeHTaM JreKapCTBeHHbrX [pe[apaToB,
MeAI{IIIIHcKI,IX uz4enufi (sa ucxrlor{eHr4eM AoroBopoB o npoBeAeHrrr4 Krr{HurrecKr.rx
I{ccneAoBarruit JleKapcrBeHHbrx [penaparoB, KJrr4HrrrrecKr4x r4crrblTaHkrfi rraeAur{uHcKr{x
wz4errufi).

5.3. llolyrarb or KoMTIaHI{II, npeAcraBr{TeJrr KoMrraHr{H o6pasqrr ireKapcrBenHbrx
npenaparoB, MeAaIII{HcKI,IX uz4exvfit Als Bpyr{eHufl narl?reHTavr (sa HcKJrrorreHr4eM

cJIf{aeB, cBt3aHHbIX a [poBeAeHr4eM KJrrrHr4qecKr4x r4ccJregoeauuit neKapcrBeHubrx
[pelaparoB, K[I{HLIIICCKI4X wcnlstrauuit MEAI{III,IHCKI{X ras4ernft);

5.4. flpeao craBJIf,Tb rlplt H€t:HaqeH uu r<ypca reqeHr,r.s [arlr4eHTy HeAo croBepHyro,
HerIoJIHyIo r4lru I4cKaxeHHyro unQopvraqun o6 ucloJrb3yeMbrx JreKapcrBeHHhrx
lpenapaTax, O MeAI4III{HCKIIX I43AeJILL[X, B TOM TILICJIe CKpbIBaTb CBeAeHLIt O HaJI,TIkILI
n o6paqeHl4l4 aHaflorl{qHbrx neKapcrBeHnbrx [penaparoB, MeAr{rI}rHcKHX uzgenufi.

5.5. OcyuecrBJl.arb rIp?IeM rlpeAcraBurerefi SapvrauenruqecKr4x xovruanufi,
rlpol43BoAurer'eft UJILI [poAaBrIoB MeAI,IqLrHcKr,rx uzgenufi,,3a ]rcKJrroqeHr4eM cJrfraeB,
npeAycMorpeHnblx HacrotrrqraM llopx4xou 14 3aKoHoAareJrbcrBoM Poccuficr<ofi
@e4epaqrEu.

5 . 6. BrruncblBarb JleKapcrBenHbre npenaparbr, MeA?rurlHcKHe u3qerrvrfl ua 6lanrax,
coAepxaIrIIzIX uuSopvlaqraro peKJIaMHoro xapaKTepa, a raKxe Ha perderrrypHbrx
oJIaHKaX, Ha KOTOpbIX 3apaHee HailerraTaHo Har{MeHoBaHr4e neKapcTBeHHofo
ilpelapaTa, MeAHTIT,THCKO|O ]/r3nelrufl..
6. 3a napyruenufl. rpe6onaHufi uacro.sIqero llopx4r<a pa6oruux?r r4 pyKoBoAr4reJru

f{pexAeHl4.f, a TaKXe KoMIIaHI,lu, [peAcTaBIzITeJII4 xorrrlaHzfr HecyT oTBeTcTBeHHocTb,
np eAycMorp eHHyro 3 aKoHoAare Jrb crBoM Po c crEfi c xofi (D e4ep aqzu.


