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AOTIOIHEHIIE K TIOJIO}ITEHI4IO OE 3TI4KB

Nororuuru pas4erou 5 <<OrpannqeHrrq, HaJraraeMbre Ha MeAurlrrHcKrrx pa6ornurcon
u QapvrarleBTr.rqecrci.rx pa6orHr.rKoB rrpn ocyqecrBJreHrrv nuvr upoQeccnona.nurofi
Aef TeJrbHocTrr>> cneAyloqefo coAep)KaHvIfl'.

l. MelnuzHcKr4e pa6otruxr4 He BnpaBe:

1) npunrarraarb or opraHpr3auuit, zanuvtarcqlrxcr paspa6orrofi, npozsBoAcrBoM u (wttu)
peasmzagueit JreKapcrBeHHbrx [penaparoB, MeALrrIr4HcKLrx usgettuit, opranusaquft,
o6laAaroqux [paBaMLr Ha r{crroJrb3oBaHrre roproBoro Har4MeHoBankrfl neKapcrBeHHoro
lpelapara, opranzsaqnft onronoft TopfoBnr4 JreKapcrBeHHbrMr4 cpeAcrBaMLr, arrreqHbrx
oprauusauzfi (ux npeAcraButerreit, I4HIIX Su:uvecxnx n rcpr4AkrqecKr4x Jrr{,
ocyqecrBntloul4x cBolo AeflTeJlbHocrb or rrMeHr,r 3Tr{x opranzsaquft) (4anee
coorBercrBeHHo - KoMnaH:zfl, rrpeqcraBr4TeJrb KoMnaHVLr) uo4aprz, AeHexHbre cpeAcrBa (sa
I4cKJrrorIeHr4eM Bo3HarpaxAelrruit no AoroBopaM rrpur npoBeAeHrlr4 KJItIHI,IqecKr4x
I4ccneAoBauuit neKapcrBeHHbIX [pelaparoB, KnI4Hr{qecKr,D( ucnsltauuit MeAr4rIr,rHcKZX

usnervil., Bo3HarpalKgeuuit, cB{3aHHbIX c ocyqecrBJreHrzeM MeALlrIrrHcKr.rM pa6ornuxou
neAarorl4tlecxofi u (wttu) uayuuofi AerrenbHocru), B ToM rrr4eJre Ha onJrary p€r3Breqeuuit,
oTAbIXa, npoe3Aa K MecTy oTAbIXa, a TaKXe yqacTBoBaTb B pa3BneKaTeJrbHbx MepollpvrflTnflx,
npoBoArrMbrx 3a crler cpeAcrB KoMflanzfi , upe4craBllTeJlefi xovruauuft ;

2) saxnroqarb c KoMIIaHI,Iefi, rpe4craBrrreJleM KoMnaHlru cofnallleHnfl, o Ha3HarleHr4rz

unv peKoMeHAaIII4I4 naIIlIeHTaM neKapcrBeHHbrx [peflaparoB, MeAurlkrHcKr4x r43Aetufi (sa
I4cK.[rorIeHueM AoroBopoB o [poBeAeHr4r4 KJrr4Hr4qecKr4x rrccJreAoBalr'uit neKapcrBeHHbrx
IIp e[ ap aTo B, KJIpTH prrrec Kr{x trcrrbrTaHr4 fi rra eAraquHcKkrx uz lietmfi) ;

3) noryr{arb or KoMnaHI'lI4, npeAcraBLrrelrfl KoMrraHrdr4 o6pasqrr neKapcrBeHHbrx
[pe[aparoB, MeAI4IILIHcKI4x usp.ettuit Arrf, BpyrreHvrfl [aUr{eHTaM (sa zcxnroqeHl4eM cJryrraeB,
cBt3aHHbIX a [poBeAeHIzeM Krl{Hr4qecKr,rx r4ccneAoBanufi, neKapcrBeHHbIX [penaparoB,
KJrr4Hr,rqecKVX r4cflbr t anufi, MeAr{rlr4Hcrrax ra:4enuft ) ;

4) tpe4ocraBJl.f,rb rIpH Ha3Ha,r'elunkr Kypca JreqeHr{.s narlr4eHTy HeAocroBepHyro u (utru)
He[onHyro zH+opuaquro o6 ncnonb3yeMbx neKapcrBeHHbrx [pelaparax, o MeAVIILrHcKrirx
LI3IeJrI.JflX, B TOM rII4CJre CKpbIBaTb CBeAeHIIT O HaJIpTqItrVI

Jr eK ap crB eHHbrx rrp enap aroB, M eAV rlr{HcKlrx uz ge r-uit1,

5) ocyulecrBnflrb npueM [peAcraBr4relei xol,rnaHufi,
cBq3aHHblx c [poBeAeHt,teM rurlrHt4qecKnx r,rccJreAoBa:euit
KJu4Hr4qecKux ucnnrasufi MeAr4rIr4HcKr4x nsI.enuit, yqaorlrt
aAMl4Hl4crpaqneft MeAI4IIrIHcxoft opraHpr3arJr4r4, n co6paHuflx Me[krIILIHcKrlx pa6oruzroB r,r

HHIIX Meponpusrvflx, HarIpaBneHHbIX Ha IloBbrrrreHr4e r4x upo$eccuoH€rrrbHoro ypoBHr vrrrvrHa

B OOparrIeHI4rz aHarronrqHbx

3a ucKIIOLreHI4eM CIyqaeB,
neKapcTBeHHbfx [pe[apaToB,
B noprAKe, ycTaHoBneHHoM



IIpeAocTaBJreHr4e VHoOpMaIIvI4, cBt3aHHofi C ocyqecTBJIeHI4eM MoHpITOpLIHTa

6esouacHocrr4 neKapcrBeHHbrx lpe[aparoB I4 MoHI,ITopI4Hra 6esouacHocrl4 MeAI'IqI4HcKI4x

usteiuit; , _
6) nrrnvcrrBarb JreKapcrBeHHbre lpe[aparbr, MeAI4III4HcKIIe u3Aelrvfl. Ha oJIaHKax,

coAepl1arrlr4x r,rHQopMarlrzro peKnaMHoro xapaKrepa, a raKxe Ha peqerlTypublx 6laurax,
HA KOTOpbTX 3apaHee Ha[erraTaHo HarrMeHoBaHI4e neKapcTBeHHofo rlpenapaTa,

MeAI4UI4HCKO| O I43AeJII4f, .

2. @apwaqeBTr4qecKr4e pa6orHLrr<lr Lr pyKoBoAktreJllr a[TerrHbIX opraHll3allufi se

BrrpaBe:

1) npunr,rrvraTb nOAapKu, AeHe)I(HbIe cpeACTBa, B TOM iIutCJIe Ha OIIJIaTy paseleUenttff,

oTAbrxa, [poe3Aa K MecTy oTAbrxa, u \pvIEvrMurb yqaoTl4e B piBBneKaTeJIbHbIx

Mepollpur'tvrflx, npoBoAr4Mbrx 3a cqeT cpeAcTB KoMIIaHI4I4, npeACTaBI4T9nt KOMnaHI,It4;

2) no,ryuarb or KoMrraHr4r4, npeAcraBlrreJlf, KoMnaHI4I4 o6pasqrr neKapcrBeHHbIX

np etrap aroB, M"eAI4qI4H cKI4x us Ie nufi. Art BpyqeHl4t HaceJIeHI4Io ;

3) 3aKJrrorrarb c KoMnauuefr, [peAcraBlrreJleM KoM[aHIltI corJlatueHl4t o

rrpeAnolKelJl,dv HacqrreHl,Ilo oilpeAeJreHHbrx JreKapcTBeHHbIx [penapaToB, MeAI4uI4HoKI4X

usrerwfir:,
4) npe4ocraBrrrrb HaceJreHrrro HeAocroBepHyro u (utm) HenoJIHyrc IanQopuaql4lo o

HAl]I,/lIc]1lr neKapcTBeHHbrx [pelapaToB, BKJrtoqaf, neKapcTBeHHbIe [pelapaTbl, lIMeIoIIII{e

oAHHaKOBOe MelKAyHapOAHOe HenaTeHTOBaHHOe HaI4MeHOBaHI4e, MeAUIIIHCTIAX IaSAelUfi,

B ToM rrucre cKpbrBarb uuQopuaqzro o :r'aJrur,qvrvr JreKapcrBeHHbIX npenaparoB Lr

M eArrur4HcKr,rx u 3AeJIIaft , utr,t etorqzx 6 olee HI43 Kyro IIeHy.

3. 3a HapyueHr4a rpe6onanvit verurlr4HcKrre u (papvraqeBTl4qecKl4e pa6orHI4KI4,

pyKoBoAtrrenr{ MeAr4rlt4HcKrrx opraHlr3arluft u pyxoBoAI4TeJIu aIITeqHbIX opraHl43allr4ir, a

TaK)r(e KoMttaHuu, [peAcraBl{TeJrr4 xouuaHnfi Hecyr orBercrBeHHocrb,
npeAycMorp eHHyro 3aKoHoAareJrbcrBoM P occprft crofi Oe4ep a\uvl

CouacosaHo:
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