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O 6 nopndrce es au"tuod eilcmrut
ueduquucrcux pa6omuurcoe EV3 BO (WI-TI Ns I >

c u e d uquu c KrLMu u Q apu aq e e muq e c KuM u KoMnaHltiut n t,

a maK)rce ux npedcma*umerflnru

Bo t4cIIorIHeHI,Ie cr.74 (De4epa:nnoro 3aKoHa or 2l no.a6pt 20ll r. N 323-@3
"05 ocfloeax oxparrbr:]ropoBbn fparrAaH u Poocuiicrcoi.i @e4epaqar"

IIPI,IKA3bIBAIO:

1. Braurrao4eficrBl,Ie MeAurlrrHcKr4x pa6iornuron (nesaeuczuo or 3aHr.rMaenaofi 4olxnocrvr) c

opI'aHLI3aIIvItMvt 3aHllMarorlvrv'krcs. paapa6oxofi, nporr3BoAcrBoM vr (unz) peanzsaqnefi

neKapcrBeHHbIX npeflaparoB, MeA[rIr4HcKr{x usgell.uit, opraHr,Isarluit, o6tagarouux [paBaMrr Ha

LICIIOJIb3OBaHI4e TOpIoBOIO HaLIMeHOBaHat neKapcTBeHHOIO [penapaTa, OpfaHv3allnft OurOsofi

ToproBnll neKapcrBeHHbrMr{ cpeAcrBaMr,r. arlTeqHblx opraHr,r:al4.uit, a raK)r(e ux [peAcraBLrreJUrMr4

npu ocyqecrBJleHllu npo$eccnonamuofi AerrenbHocrLt cB pa6ouee BpeMs orpaHr.rqr.rrb.

2. Yrnepaum lloroNeure o roprAKe nsauuo4eficrBns. MeAr,rqr.rHcKrax pa6ourzros BY3 BO
<HepenonellKa{ AercKat fopolcKa.f, roruKrkrnvrKa Nsl) c MeALrrIprHcKvrMpr u QapvaqenrnqecKvMr,r
KoMrraHr,rfl Mr.r,a raKxe r{x [peAcraBVTeJUn,{[)) (llpunoxeHue Jtlb 1 ).
3. 3anrecrureJrro fJraBHoro Bpaqa rro MeA?qvncrofi qacrlr o3HaKoMlrrb MeAr.rqrrHcrux pa6orHr.rKoB c

llo:roxenueM o rroprAKe Bar.rMoAeftcrsns c MeAzrlr.rHcKrrMlr u QapuaqeBTr.rqecKr.rMr,r KoMlaHr{rMr4

I{ I4x rlpeAcraBr,rreJrrMv u o6ecreqprrb KoHTponb 3a co6nroAeHI,IeM orpaHuqeHui1 nastaraeMbrx

.rlarrHbrM lloroNenueu.

hannrrfi npa.r C.A.Eropona
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<O uopr4re n:anro4eficraua
MeAr4Ur4HcKr.rx pa6orHuKoB Ey3 BO <IIIII Nt l>

c MeAI4uI{HcKuuu u Sapua[,eBTl,rlrecKlrMr4 KoMITaHI{;IMLI,

a TaKXe I,IX npeACTaBI4TeJItMLI)

rIoroxenne

O nopngrce B3ar.rMoAeiicrnus MeArrrlr{HcKrrx p a6orHrrKoB

Ey3 BO ((rlepenoBeqKafl Aercnafl ropoAcKafl rroJrrrrcJrrrHrrrca l\b 1>

c MeAurlr{HcKrrMrr u QaprvraqeBTrrqecKr{Mrr KoMrraH[qMn rr IIx [peAcTaBrrTeJrflMrr

1. B coorBercrBr.ru co cr.74 @e4epanrnoro 3aKoHa or 2l HosSpr 2011 n N 323-@:l

"O5 ocnonax oxpaHbr 3;ttopoBb{ fpaxJlaH s Pocuriicxoii OeAepaqllrz" HacrotlqrlM flonoxenueu
perynupyrcTcr Bonpocbr B3ar,rMoAeftcrBur MeAvrlrlHcKr{x pa6orHI4KoB (He3aBLIcI4Mo or 3aHuMaeMofi

4olxHocrra) c opfaHu3arlurMr.r, 3arrr,rNraroqvMvtcfl, pa3pa6orKofi, [poI{3BoAcrBoM u (uln)
peanlr3arlr4efi neKapcrBeHHbrx npenaparoB, MeALrrIrrHcKtIx uzgettuit, oprarlll3arlkrflMvI

o6naAaroqrrMl4 [paBaMpr Ha [crroJrb3oBaHr4e roproBoro HaIrMeHoBaHu.n neKapcrBeHHoro flpelapara,

opraHla3arlprf,Mlr orrroBoft ToproBnrr neKapcrBeHHbrMrr cpeAcrBaMl{, anreqHblMn opraHlrcar\vlflMvI, a

TaKxe r4x rrpeAcraBr.rreJrflMr4 rrprr ocyuerJTBJreHurr [po(beccuoHanbHoft Aef,TenbHocrl{ Bo BpeMt

pa6orbr n BY3 BO (r{epeloBerlKas AercKiur ropoAcKiul TIoJILIKJII,IHI4Ka Ns 1>(aanee

YupeN,uenne).

2. Me;'urrytrrcKlre pa6o'rnuxn r p,vKoBoAL4'r'eJrLt r\{eAI{uI4HcKr4x opraul}I3atltlfi ue BIrpaBe:

- rrpr4ur4Marb or opfaHn3arlr4fi. 3aHr.rn{a}orrllrxcx pa:pa6orrofr, npol{3BollcrBoM kt (nlz) peanu:aqveli

rroKapcrBeHHbrx lrpe[aparoB. MelIHrIr,rHcr(HX us6enl,Iii, opranu:aunfi, cl6laAarorqux [paBaMI,I Ha

ftcrroJlt 3ol]aH[e fi)pr'oBo|o Har,rMerroBaHxs JreKapc'I]BeI{IIOI'O nperlapula, oprallu3allufi onroroil
,toprollJru JreKetpcrBerrrrblMl{ cpeAc'lBa\ru. arlTeclnbrx opfaHlt3aunfi (ux ilpeAc'taBl{'reJreft, I4Htlx

cpn:uvecxrzx u mpr4llrzqecKlrx JIr{{, oc)/ilIecrBJIsIoIIIux cRo}o JletreilbHocrb or HN4eHI{ 3TI4x

oprauu:aqlrii) (Aalee coorBercrBeHHo * I(oMIIaHHt, [peilcraB]ITeilb rorunauun) noAapKa,

Aer{exrrbre opeAcrBa (,;a [cKJrroqer[4eM Bo:illiilpax(relluit ilo Aot'oBopaM npl4 rIpoBeAeHI4ll

KJtuwrqecK1zx ucc;re4otaltuil JreKapcrBennbIX rrpellaparoB, KJIIITI[qecKI{x ucur,rranui

MSIIXUL{HSK1I; u:4elufi, Bo3Hatpax,4eHuli, cBt3aI{HbIX c ocyrUecrBJIeHIreNI MeAI4IITIHOKT'IN{

pa6oruunov nelaroru*{ecKofi u (u-nu) Ha,vuuoii ,tqerrelsuocrz). B Tol\I qucre Ha olnary

pa3ts.rreqeHuii, orgsrxa, [poe3Aa r( MecTy ol)Iblxa, a TaKx(e yqaoTBoBarb ts pa3BneKareJlbHbrx

- Nrepoflpu flTpttrx,lpoBolltr4brx 3a cqer cpe!(clt ttoivtilanufi, fipe.{craBl4re;refi xovuautlfi;

- 3a6i-uoqarb c xoivrnanneii, rrpellcraBuTe.ueN{ KoMuaHI4I{ corJIaIrIeHIlt o Ha3HaqeHVI{ vtiul

perOMeHIaUr4r{ naUrreHTar\,i neKapcTBeHHbltx [peflapaToB, MeIHIII,IHCKI{X lI3IeJInfi (aa I4cKJIIoqeHLIeM

lloloBopoB o IrpoBeAerr[r4 K_lurrr4rrecKtzx uccneAoBanuri "rrerapcrBeHtlbtx flpenaparoB, KJILIHI4qeCKLIX

vtcuun auufr N{ea Hutlttc Kttx ul4e;ul[):
- nolyq2y;b o'; Korvrrlaq4kr, npe/lcraBl4Tenf, KoMITaHLIu o6pasqtr .rIeKapcrBeHHbIX IrpenaparoB.

N{eAr{uuHcK}rx r{:Jrrlenufi ;1nq BpyqeHnr rraIUeHTaN,{ (:a zcxruoueHueM cJlyqaeB, cBfl3aHHbIX c

Irpo3eAerger\r tos4glrqecKlx l4ccJreAoBaluaft .xerapcrBerilrblx rlpellaparoB, KJrpIHl4qecKI'Ix uclrblranari

NreALIuHItcKux nue.;tufi );
- fiper(ocraBJrrrh rrprr Ha3HarreHr{r{ Kypca iIeaIeHI{t{ rralluoHlv- HellocroBepHyro n (utu) HenonHyro

rzHoopnraqurc oC> ucnonb'3yeMr,rx neKapcrBeHHlrx llpefiaparax. o MeII'IqI'IHcKl4x r43leIfirtrx' B Tol\t

qr4cJle cr{phrBarb or}eAer.rwr o na;rnqflr4 e o6piurlel[4ra a]railof]Iqllbrx neKapcrBel{Hblx [pelaparoB.

i\{eAul{l{ItcKnx rl3Ae;ruil :

- ocy.ilIecrBJrrrr, nprreM rrpeAcraBlrreaei:r r<omnanlrrl. 3a I,IcK-rIIoqeHI'IeM cJIylIaeB, cBtr3aHHbrx c

ilpoBe/IeHqeM KJII{HlIrIecKI,Ix uccneAoBaHliui :rexapcrBeHHllx [pelaparoB, Igll4HurlecKux I4crlblrar'uit

MeAnuurrcKtrx r.r:rAeJru h, yvaclllu B rroplAi(e, ycral{oItJIeHrIOM aAMr{Hllc'tpaqzefi ueAnqlftrcnoft

opragr{3arluz, n cg6paril{5rx MeA[ur4trcKu.r parSoutttroB I,I uIlbIX Mepoilpl'Itrt4tx' Ha[paBJIeIIFIbIX I{a



rroBbrrrreHrze nx rrporbeccuoHairr;Horo -vporfrHA vrirl4 r'ra illleAoc'raB.rlerl[e uH{ropMarII4I4, ct]t3altHofi c

ocyue crBxeHrieh,r r\'roHr{Topr.rHfa 6egonacuocrn JIeKapcrBeHHbIX rrpetraparroB r4 IvIoHI{TopI,IHfa

6e::<lnacsocru Nre;lr4r{rrHcrrrx n:r1elrzfi ;

- tsbrAaBarb perlerrrbr rra Jrer(apcrBeHHr,re [peflapa'rbr, N{eAr,rurzncKl4e r43/]e.jr}Ifl Ha 6-rranxax,

coAep)Karr{r4x rall$oprvrauurc perJraMrroro xapaKTepa, a rarurie fla peqeflrypHl;Ix 6naur<ax, Ha

KoTophrx 3apaHee HaneqaTaHo Har{r\{eHoBaHHe neKapcTBeHHoro npenaparTa, MeilHIIHHcKoro I,I3AeJIHfi.

3. BgannoAeficrBr4e MeAr,rrlt4HcKr.rx pa.6ornzron c MeAr,rqr{HcKr{M}r v (fapuaqenuqecKr{Mlr

KOMnaHIf,MVt Vt VtX npeACTaBIrTeJIrMr,I AOny CKaeTCfl :

- Trpil npoBe4eur4r,l xa 6age Vupex;1eur{fl KJrr{HurrecKrrx lrccire;1orJanuit texapcrBeHHblx cpo/IcrB ]I
prcnsrrauuii rt,reAurlllHcxllx ll:Aerlii ;

- B pirMKax o6uux co6panuft, [poBoAt4Mbr]i n Yupex4entrv.
4. ITpw Bgaa\aoAefic'lt]I4l,I B pal{Kax rrpoBoAr4rvrlrK Kiurr{l,rqecrlrx l{ccJleAonalrufi u Ltc[utaI.tuli,

N{eIErIHHcKr{e trra6orHlmu .rloJrx(Hbr pyKrlBollcrBoRar}ct coorBercrByrrlllrutvlu iloKTMeHTat\ln kr

Mare pE a-ll aNr r{ r4 c cne/loe annft n ilcnrnaH n ii.

5. Yqacrue MeAr4rlr.rHcKux r,r QaprvrarleBTurrocKrrx KoMlaHLIit uux rrpeAcraBl{renefi B MepoilpuflTnflx,

lpoBoAlrMbrx c yqacrr,reM MeAr,rqlrHcKr.rx pa6ornzxon YupeNAenrz'fl AonycKaerct B

o6pa:onareJrbHbrx rleJrsx, qenrx nn(foprr,rupoBar{[{ MeALIqI,IHcKI,IX pa6ornuxor o clyrlarx
no6oqnHx 4eficrnnfi, He yKiBarrHbrx B r.rncrpyKrlrll,I [o [pLIMeHeHLIIo neKapcrBeHHoro nperrapxta, o

cepbe3Hblx HexeJIaTeJIbHbfx peaKllr{rx, HerrpeABI,IAeHHbIX HeXenaTeJIbHbIx peaKIILItx llpll

rrpr,IMeHeHlrlr neKapcrBeHHbrx [pelaparon, o6 oco6ennocr,nx B3arlMo4eficrrzr JIeKapcrBeHHbIX

lpelaparoB c Apyr[Mpr neKapcrBeHurrMr,r [pelaparaMl,I, Koropble 6l'lttu BrUIBJIeHrI nppl

rrpoBeAeHr4rr KJrr.rHI4qeCKr.rx r{CCJIeAOsaHUft I4 IIpI,IMeHeHUI{ neKapcTBeHHbIX IIpelapaTOB.

6. [yx yqacrus. n o6Uux co6panrarx u ur]6rx MaccoBblx Meporrpl{sruflx c yqacrl,IeM MeATIIII{HcKIIX

pa6olrurcoB, MeAr{rIr4HcKIae u QapuaqeBTr,IrIecKI,Ie KoMTIaHI4I{, paBHo KaK I,I rax upeAcraB]ITeJII{,

AonxHbr He MeHee qeM 3a 10 pa6o.rzx 4neft nucrMeHHo yBeAoMI,ITb aAMlaHrIcrpaquro YupeN,4enux

o cBoeM HaMepeHrrrl rrpr.rHrrb ytracrpre n co6panu[, pr3Jroxl{Tb IIeJIb LI [pLIMepHyIo [polpaMMy

cBoero BblcrynneHl{t.

7. AArrausucrparlktf, V-rpex4euur coxpilHfler 3a co6oft lpaBo orKuBarb KoM[aHI4u vrlrvt ee

rrpeAcraBlrreJrro B yrracrprv n co6pauun, rll6o lpeAnox{lTt Ilnoft <popnrar yqacrl'It.

8. Ilper ygracrvil4 KoM[aHr4r.r urrrr4 [peAcraBl4Tent n co6panr.lu MeAITIITIHcKLIX pa6ornuron

Yupexgeuprr - KoMrraH.vs. v ee [peAcraB]rreJILI He I,IMeror rlpaBo pacflpocrparltrb rIpoI'I3BoAI'IMbre

vnLr pegwgyeMbre LrMLl ToBapbr, paBHo KaK rI rIHbIe HocLITeJIII un(poprvraquu o npo[3BoA]IMoM TIJIIa

peanr{3yeMoM ToBape.
-9. 

V"p.*g."". ocraBJr.fler sa co6ofi upaBo 4orrycrllTb K yqacrulo n co6panuu 2 u 6olee

rounanraft LUrLr Lrx [peAcraBllrelefi oAHoB]peMeHHo.

10. Hapyureuue MeAlrquHcKLrM pa6orunxou Hacro.sIqero rIoJIoxeHI,It n (ulu) AorryqeHl'Ie

neco6ruoAenzs orpanrauenufi Hturaraer\dbrx Ha H?rx 3aKoHoM flBIllerc . AlIcqrIrIJrI{HapHbIM

rrocrynKoM, 3a Koropoe pa6oroAareJlb r4Meer npaBo fipl,IBnerrb K orBercrBeHHocr]I B rloptAKe'

ycraHoBneHHoM 4efi crnyrorql4M 3aKoHoAiIlleJIbcrBoM.


