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MOpranrr yfipaBneHlis 3ApaBooxpaHeHlie

cy66eKToB Poccqfi cxofi @ePePaquu

Ynpaueaux Poca4paeua4sopa no

01_!!_2!U (/ -. cy6beKraM Poccr.rf cxofi @e4epaqun

Pyxouo4lnenll reqe6uo-
npo$rlax'ru.recKI,Ix u Saptr,raqeeru'recrcltx

)qpexqeHl,Ifi Poccufr croft (Degepaqun

flo npe4ocraonenKro cBeAeHsr
o HexeJrareJIE'HbD( peaKunsx

Ha neKaPcTBeI{HbIe [PenaPaTI'l

@e,qepalrna-n cnyx(6a no HaA3Opy B Coepe 3ApaBooxpaHeHl4t LI CoquanbHoro

pasBrt-tvrfr B paMKax I{c1rOnHeHIaJI foCyAapcTBeHHOfi SymUuu no MOHI4TOpIIHT

6egouacsocrn JTeKapcrBeHHrrx rrpelaparoB, HaxoArlrll4xcx u o6parqeunl,I Ha reppl4Toplrl{

PoccrEftcroft Qe4epaqrar,r, flpeAnaraer opIaHaM y[paBneHi'Iq 3ApaBooxpaHeHI'IeM

cy6beKToB Pocczftcxofi @eaeparluu, a TaKxe py1oBoAlrTentM nerIe6HbIX v

Sapuaqenru.recKr{x }qpexAexlrfi o6parurb nplrcr€r,'ILHoe BHITMaH[e Ha opraHu3aIII4Io

pa6orbt no.[Be,[oMcTBeHHbtx yqpexleHl.ifr no BbleBIeHLlro I,I HanpaBneHHrc IzHQopMaUuH o

HexeIaTeJrbHbIX peaKr{I{tx JIeKapcTBeHHbIX fipenapaToB B PocaApaBHaA3Op'

B coorsercrslrfl co cTaTbefi 64 @egepanl6Horo 3aKoHa or 12.04.2010 ]\'e61-o3

<06 o6paqeHr.ru neKapcTBeHHr,rx cpeAcrB) r{ c r{eToM rl3noXeIIHoIo, cy6T,eKr6I

o6pa111egr.1s neKapcrBeHnblx cpeAcTB o6.fi3auu coo6qarb B PocaApaBtrPA3op 060 Bcex

cn1n{a5rx 1O6OTIHLIX AeiIc"tBvril, He yKa3aHHLrx B t4 HCTpyKI{III4 tto'' IpI'IM€HeHI'IIO

JIeKapcTBeHHOTO [penapaTa, o cepbe3Hbrx HexeJIaTeJIbHbIX peaKIII4t:X, Helpe.{BrlAeHHblx

HexeJraTeJI;HEIX peaKqI,ItX 11p1,1 npI,IMeHeHI'IIl JIeKapcTBeHHLIX flpenapaToB' 06

oco6eHHocTrx Bar.rMoAeficTBr{r JreKapcTBeHHErX flpe[apaToB c ApyrHMI4

JreKapcTBeHHEIMv npelapaTaMl4, KoTopLIe 6unu BrIxBJIeHLI npfi [poBeAeHI'I[

KJlnHr4qecKrrrx LIccJreAoBaHl,rfi I{ nplrMeueHnr4 neKapcrBeuHbrx [pe[aparoB. HecooOrIeHI'Ie

Unri cOKpbITI{e AaHHbIx cBeAeHIIft JIUIIaMfi, KoTOpBIM oHI{ cTIIJIH I'I3BeCTHBI r1o poAy fix
nposeccriouanbHofi AetrenbHocrr4, BJreqer 3a co6ofi orBercrBeHHocrb B coorBercrBl4l'I c

3aKoHOAarenbcTBoM Poccl4fi cl(ofi oeAepalluu.
flpurarou MirHsgpancoqpa3Btrrnfl Poccrau or 26.08.2010 Ns757H (06

yTBepXAeHr.t[ [oprAKa ocyqecTBneHl,It MoHItTopI{Hra 6e3o[acHocTll neKapcTBeHHbIX

npelapaToB AJr{ MeAxIIUHcKoTO npLIMeHeH}It, pefLIcTpaqIII{ [O6orIHbIX AeficTBI-Ifi,

cepbe3nbrx HexeJraTeJrbHhrx peaKIII4fi, HenpeAB[AeHHbIX Hex(eJIaTeJIBHbIX peaKllr4fi npu

[pr4MeHeHr{I4 JIeKapCTBeHHbIX npenapaToB An[ MeAI{III4HCKOTO [pI{MeHeHI'IrI>

ycTaHoBJreHo, rrTo AaHHbre cBeAeHr4rI HanpaBrqloTcf B PocaApaBHaA3op B cpoK He no3.4Hee

15 xalen4apHblx AHefi co ,qHt, KofAa cTaJIa usBecI1a cooTBeTcTByloqat I'IH(bopMaIII4q.

llpu peurenr.rl4 Bonpoca o Heo6xoAI,IMocrIr oneparrlBHoro nHabopMl'IpoBaHus

Pocs4panuag:opa o BBUrBJreHHbrx HexeraTeJibHblx peaxqu{x JIeKapcTBeHHbIx npelapaToB



CneAyeT pyt(OBoACTBoBaTbCt OnpeAeJreHI4tMH cepbe3Hofi HeXeJIaTeJIbHoI peaK.l{llU pI

HenpeABlr,qeHuofi He)KenarenlHofi peaKrIHIt, [pI4Be.qeHHbrMr{ B crar6e 4 (Degepalrroro

3aKoHa or 12.0 4.20 1 0 l\!6 1 -@3 <06 o6palqesul{ rleKapcrBeuHbrx cpeAcrB)).

BrrssreHlre qacrorbl npeABIr.qeHHLIx HexerareJlbHbrx peaKIII'Ifr, npeBrlurarcqeu
3HAI{CHIiI', YKA3AHII6IE B I{HC'IPYKIIITII NO MCAAIIIiHCKOMY IIPI{MCHEIII'Io, CNCAYCT

xnaccn$nqrpoBarb KaK HenpeABLIAeHH)'Io Hexenarenblryrc peaKIIHIo, rpe6youlyto
r4HoopM[poBanur Pocs4paaHaA3opa B yKa3aHHhIe cpoKI,I.

BeaKtU{LiBII{9rQ.s Jll4gqeuqHne o no6oqnolr
oTcyTcrBrtu oxtnlaeMoro TepaleBTurrecKoro

.ueficrBuu. HexeJrareJlbHo it peaxuuu unu
eQQerra JreKapcrBeHHoro cpeAcrBa),

pa3MerueHHoe Ha unrepner-carire Poco4parna4sopa (py6pura <<Jlexapcrneuuue

cpeAcrBa), no4py6pzrca <<Monvropullr 6egonacsocru neKapcrBeHHbIX cpeAcrB>, <Kapra-
usrerqenue>>). ,{annrre I43BerIeHu-* HarlpaBrtlorcx n PocsgpaBHaA3op oAHIIM r4s

yKa3aHHbrx cnoco6on: no floqre (Cnaraucrar nJlolqa"qb, 4. 4, crpoenue l, Mocrna,
10907 4); AucraHrII,IoHHo, c ncnoJlb3oBaulteM nepcoHaJlli3rrpoBaHnoro Aocryna B

AarovarlrslrpoBaHHyro uu(f opvaquonHylo ct4creMy Pocs4parua4sopa; no enerr"ponnofi
roqre @); no Saxcy (495)689-25-73.

,{ononnu:renrno o6parqaem BHItMaHIre, qro ttpu 3arIoJIHeHI,Iu IBBeIrleHI4t oqenKy

rrpl{lII{HHo-cneAcrBeHHoE cBs3[ MexAy npl{MeHeHtr eM JleKapcrBeHHoro npelapara I'l

pa3Blrru eM HexeJlareJlbHofi pearqlru cileAyer [poBo.qI{TL rro uulropuTMan'r HapaHxo,

llpe4no.rrureJrbHbrM ifopuarorr,l Ha[paBJIeHLuI ltrQopuaquu o HexeJIareJIbHbIx

BO3, onracanHbrM B MeroAlrqecxr'rx peKoMeHAaIIu-ax Poc:gpaBuaA3opa or
<<Onpe4eneuue crelreHIr aocroBepHocru npI,rtIIlHHo-cne4cteeuuo[ cnrlu

<He6laronpasruaq no6o.rnas peaKlrnt - neKapcrBeuHoe cpeAcrBo>> (xlaccaQrlxaqux
u rraerogrr)>, ony6nnroeanHr,ix Ha cafire Poc:4paBHa.q3opa (py6purca <JlexapcrnenHr,le

cpeAcrBa)), nogpy6pzr<a <Mouuropuur 6esonacnoc'ru neKapcrBeHHoIX cpeAcrB)),

<<Mero4uuecrr.re paspa6orrr.r>).
Kporr,re toro, PocsgpaBuaA3op HafloMlrnaer, qro ocJIoxHeHI'IlI JleKapcreeHHofi

Tepa trqt, BK;rroqur no6oqnrre AefcrBr4f,, cepbe3Hbte Hex(eJlareJrbHble peaKlllzlt,

HelpeABI4AeHHbIe HeXeJIaTeJIbHbIe peaKIIu[ JIeKapcrBeHHbx npenapaToB, a TaK)Ke

naToron4qecK[e c}cTofl],j,rIfr, BbI3BaHHbIe IeKapcTBeHHbIMlI nlar.rlto4efrCrsuruu,

BKJrror{eurr n Mex4ynapoAHyro xraccuSuxaquro 6oresneft Bceur4nofi Opranuaaquu

3gparooxpaneurffi 10-ro nepecMorpa, BBeAeHHyIo e 4eficrnue e Poccuficrofi (DeAepauuu

npnKa3oM Mrn:4paea Poccuu or 27 .05.1997 }le l 70. B cn.sgr c errlM, cBeAeHI4t o

BbrrBJIeHHrIx s JIITy HexeJIareJIbHbIx peaKlll4f,x, BKJIIoq€u peaKlluu, uuQoprraaqrax o

KoropLrx Ha[paBJUIJIac6 n Poc:gpaeaa4aop, ueo6xogr'ruo QuxcupoBarb B MeAllqrlncxofr

AOKyMeHTaIII4LI [aIII4eHTOB.
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