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Cy6rexraM o6pauleHut
neKapcTBeHHbrX CpeAcTB

O npoteprax opraHrcaqxfi-nponseo4nrenefi
JreKapcTBeHHbtx cpeAcTB

<DegepanrHzu cilyx6a no HaA3opy B c$epe 3ApaBooxpalelut r.rHQopMrpyer, rrro B
paMl(ax ocyqecrBJleHHt KoHTpoJIbHo-HaA3opHhIx QyHrqufi, /cToHoBJreHHhrx
rocraHoBJIeHI,IeM flpanntelbcrBa Poccuficrofi Oe4epa\uu or 30 HroHr 2004 r, Ne 323, s
2012 roAY PocegpanHaA3opoM ocyulecrBrreHbr npoBepKr.r 28 oreqecrBeHHbrx
opraHH3arlHfi -rpon3BoAHrenefi nexapcrBeHHbrx cpeAcrB (tlpr.rnoxeHHe).

B upoqecce npoBepoK rIpoBoAHnHcb Meponpurrrrr no KoHTpoJrro 3a co6JrroAeHHeM
o6sgarelbHblx rpe6osauuft, ycraHoBJreHHbrx 3aKoHoAareJrbcrBoM PoccrEftcrcofi
(De4epaquu n c$epe o6pauleHl4t neKapcrBeHHbrx cpeAcrB, l,t o6ssareJrbHbrx rpe6onauufi,
ycraHoBJIeHHbIX $e4epanrHbIMI,I HopMarr,rBHbrMr,r aKTaMH, perynupyrorqr{Mn KoHTpoJrb
KatIecTBa neKapcTBeHHhIX cpeACTB, OAHOBpeMeHHO B XOAe rrpoBepoK ocyulecrBJrs,Jrcs,
or6op o6pasqon JIeKapcrBeHHbIX cpeAcrB B coorBercrBnr,r c nnaHoM rocyAapcrBeHHoro
KoHTpont KaqecTBa neKapcTBeHHbIX cpeAcTB sa 2012 roA H eKcnepTn3a oro6paHHbrx
o6pasqon.

B pe3ynbrare npoBeAeHHbIX rrpoBepoK BbrrBJreHbr HapyrueHr,r.r opraHu3arlr,ru
[pOLI3BOACTBa n KoHTpoJIt Kar{ecTBa iIeKapcTBeHHbIX cpeAcTB, KoTopbre MOryT
npr{BoAr.rrb K Bbrrycrcy He4o6poKarrecTBeHHofi [poAyKrlr,pr, TaKHe KaK:

- HapyueHr,r e npaBr,rn xpaHeHr,rr JreKapcTBeHHbrx cpeAcTB ;

- HapytueHue rroprAKa rreTa ABlrxeHr,rr reqaTHofi [poAyKrIr{H;

-orKJIoHeHLIe or yrBepxAeHHofi TexHoJrorHr,r [por{3BoAcrBa neKapcrBeHHbrx
rpenaparoB.

Tar, n pe3ynbrare rocyAapcrBeHHoro KoHTponr KatrecrBa neKapcrBeHHbrx cpeAcrB
3a roA 6ulo ea6paxonaHo 25 cep.uit 5 ropronrrx Har{MeHoBanuir JreKapcrBeHHbrx
npeilaparoB rlpola3BoAcrBa OOO ,<froAHue rexHoJrornr{ H MapKerHHr) (karryxcrae
o6n.). flponepxa opraHH3aIIHI,I-npo[3BoAr{Tenfl BbrflBr4rra MHororlrcJreHHhre HapyrxeHr,r.r,
cBt3aHHhIe c orcyTcrB[eM c[cTeMbI o6ecne.reHr,r{ KaqecTBa Ha npeAttpllf,TvH, rrTo B
oAHoM cJlyqae npuBeJlo K rlepenyrblBaHHlo sTI,IKeToK (no QnaroHax, npoMapKr{poBaHHhrx
KaK nepeKucE BoAopoga, 6ru o6napyxeH aMMr{aK) r,r nuuycry n o6pauleHr4e upoAyKrltrH,
Koropar MorJra HaHecru yruep6 3AopoBbro norpe6ureJrefi.

B xo4e rocyAapcrBeHHoro KoH'tpoJrr s 2012 roAy tr3bflro lls o6pauleHnfl 13 cepnfi
JleKapcrBeHHoro npeuapara KopaanoJl KalJII4 Ans [pueMa BHyrpb nrrr,t npor,r3BoAnTenefr

Ns_

OT

(3AO ((CecaHD), OAO <Map6raoQaprr, OAO <.{amxnrvrQuprr, OOO <<fnnnorpar>>,



oAo <cauapaueArlpoM)). Bo ncex ceputx B'rrBJreHo cHrr)KeHr,re Hrrxe Aorycrr,rMoroypoBHt aKT[BHoro I'IHrpeAHeHra srnrloBoro esupa anrQa-6poMr,r3oBaJrepuanorofi
KrrcJlorhl' flpuvuuofi HecoorBercrBl{f, .flB'rocb HapyureHue rexHoJrornn npold3BoAcrBa
AaHHOTO npe[apaTa.

foceapanHaA3op exeKBaprarrbHo p€BMerrlaer Ha cBoeM
r vvJAPClI'nsA5\,P erKeKIraPTarIbHo p€BMeIIIaer Ha cBoeM oonqnanrHou cafirehttp//www'roszdravnadzor.ru r,rnQoprraaqrErc o6 oreqecrBeHHhrx npolr3BoA[TeJrrx, Ha[poAyKIII{rc Koropblx nocrynHJlo Han6olruee KoJII,IqecrBo pexnanaaqnfi. Buuycx Bo6paqeuue HecoorBercrsyloueft [DoIIvKIIHH qRrrqer..s rrnr.nD4rTAra' rranr'r-^-----v,HecoorBercrnyoqeft rpoAyKrIHH sBJrrercr noKa3areJreM napyuennfi

opraHII3aIII'IH [pOU3BOACTBa I,I KOHTpOT.S Kar{ecrBa JreKapcrBeHHbrx cpeAcrB Ha AaHHbrx[poH3BoAcrBax' lITo orHoc[Tcs, x rpy6rnta HapyureHI,ItM n]rrleH3r{oHHhrx rpe6onaHnfi uycxoauir.

flpunoxeHhe Ha I( Le I exr.

Bpuo pyKoBoAr.rreJrt E.A.TenrHoBa

Tpanrona A.A.
8 (49e) s78 0r 26



\gngry"yye K nr{c bMy poce4panrrq[3_opa

Creqexxr o peryatrarar [IXtBepo& trporeaesnr|r PocaaprBEaa3opou E 2012 roay B paMKNx ocyqecrBre[f,f, OyHrqtrE tro
TOCYAAPCTBCNHOMY KOIITPONrc KATICCTBA JIEKAPCTBCIIHbIX CPCACTB

Ns

nln
HaunreHonaHne
oprEurr{3arlr{H, a.4pec

I,II{H .{ara arra nponepxn/upeAnncaHnf, , BbrrBJreuHbre Hapyuen

Hegocrarolnro rrnoq4A"fi .rornt"tq
BerqecTB;

I'lueer Mecro HecoorBercrBl{e cueuuQuraqrna Ha QapuaqenrrqecK).ro cy6crauquro
<<MeloxcnKaru, cy6cranqur-flopomoK> [por.I3BoAr{Tenb <gxeqsxn oxcenr
@apuacrrorl{KilJr Ko.JItg>, Knrafi, yrBepxAennoft nopnaarunnoft AoKyr![eHTarIr{H.

I 2 J
3AO <KanonQapua
[poAaKmH)
Aapec npolruBoAcrBa:
l4l100, Mocxoscxat
o6lactr, r. Il{elrono, yn.
3aperuar, A.105

5050026081

2. 3AO <PocroBcK:If,

QaprtraqenruqecKat
Sa6pura>,
Aapec [por{3BoAcrBa:
3 4406 5, r. Pocros-Ha-,{ony,
yr. 50-nerux PocrcerbMilura
n.7.

6r66009986 Arcr oo )m}{qroxeHnH 3aopaKoBaHHoE upogyrquu He nplrBeAen B coorBercrBqe c
rpe6onannnrru nocraHoBnerrHr flpannrelrcrra P(D or 03.09.2010 J\l! 674 (06
yrBepxAeHrlu [paBl{n yHu.rtoxeHHt nelo6porauecrBeHHhD( nexapcrBegHbD( cpeAcrB,
QanrcnSnlupoBaunbD( JreKapcrBeHHbD( cpeAcrB w ron'rpaQarcnrrx neKapcrBeHHbD(
cpeAcTBD.

lalJ. OOO <<OsoHD

Aapec npor{3BoAcrBa:
445351, Cauapcxa.r
o6nacrr, r. Xnrynencx.
fnapocrponreneft, g.6

yn-

6345002063 ivrecro oroopa fipoo He coorBercrByer rpe6onagl{rtM H4Anexarqefi npontnogcrnennofi
IpaKTI{KI{ Opmlrx3als{I{ IIpOH3BOACTBa H Korrlpom KaqecrBa neKapcrBeHHhrx cpeAcrB.
(Oe4epamnrui gaKoH or 12.04.2010llb 6l-O3 (06 o6parr{enun JreKapcrBeHnbrx cpeAcrB)),
cr.45, |OCT P 52249-2009 n.n. 3.3).
HerocraroqHo rloMelqesuit lutg xpaueurrr chrpbr, noJryfipoAyrcroB rr roroBoft upogSrrqnn.
Hrueer Mecro xpaHe'r.re npoAyKrlr{fi B [por{3BoAcrBerrHbD( Kopr.rAoprx, rrro flpornBopet'r
tpe6onanunn HaffIexarr{efi npousnoAcrBenHoft nparnarfi opfaHr{3arluu npo143Bo.qcrBa r,t
KOHTpOJI' KaqecrBa neKapcrBeHrrhD( cpeAcrn (@e4epanrnrul 3aKoH or 12.04.2010 Ne 61-
@3 <06 o6parueur{H neKapcrBeHHbx cpeAcrB>, cr. 45, focr p s224g-2009 n.n. 3.3,
5.36).
floMeqenne ta6ngruponanut u Hil(oAtrqeecs n Hervr q6opyro*a"r4e cr{JrbHo 33rrbrrreHo



cpeAcrB)), cr.45, |OCT p 52249-2009 n.n. 3.3,3.12).
.(orrycraercr xpaHeHr{e uaprnporaHHoft ne.raruoft [poAyKrlr{fi B ycJroBr{rx, Hercxrloqaroqro( norrycKa rocropounr{x Jrr{rl (Oe4epannnrft 3axon or tZ.Oq.ZOtONs 6l_03 (06 o6parqenun rIeKapcrBeHHbD( cpeAcrB), cr. 45, focT p 52249-200g n.n. 5.45).Heo6xo.qnnao aKTyiulrc[poBarb npoMbrrrrJreH'bre pernaMe'Tbr B coorBercrBr.rn cnpol{3BoIcrBeHHbIM npoqeccoM (@e4epanurrrfi sarog or 12.04.2010 Ns 6l-03 (06
o6parrleHnu nerapcrBeHnbD( cpeAcrn >, cr. 45).

lpoAyKraMfi [pol{3BoAcrBa' qro roBop}rr o neo6xo4tlrttoctN MoAepHrcarlau o6opyao"arr-'q(@eaepansnrni gaxon or 12.04.2010 Ne 6l_03 <06 o6parqegrrrr rreKapcrBennrD(

3AO <@apuaqeBTr{qecKoe
npeA[purrne <O6onencxoe )
Aapec [por{3BoAcrBa:
142249, Mocroscxa,
o6[acrr, Cepnyxoncrafi
pafion, [oc. O6oneucr.
ropn.7-8.

s077009710 HeAocraro.nro nnoqaAeft A""
Bc[oMofare[EHhD( BelqecrB' Hueer Mecro xpaneul{e Ha oAHoM noAAoHe HecKoJrbKr,rxRaulrenosaHr,rfi aKTlrBHbD( OapvaqesrnqecKr.fx cy6crauqnft, qro fiporr.rBopeqnrrpe6osaHutM HaAJrell(erqeft nponrno.qcrBeHHofi nparrllxu opraHr{3arl'r.r npo'3BoAcrBa HKoHTpoJIt KarlecrBa neKapcrBeHHhD( cpeAcrB (Oe4epanrnrrfi 3aKoH or 12.04.2010
l{s^61--@3 <06 o6parqeur,ru neKapcrBeHnrD( cpeAcrB)), cr.45, |OCT p 52249_2009 n.n.3.3, 5.36).

OAO <Erarepun6yprcrar
QapvaqeurrrqecKilfl
Qa6pnra>
Aapec npon3BoAcrBa:
620 | 00, r. ExarepnH6ypr,

666202s544 Arru Ha yur{rrrox(enr{e neKapcrBeHn
rpeSonanunrr rocrilHoBrreuur flpaaxrenrcrsa Poccnficxoft oeg"paq", or 03.09.2010ll! 674 <06 yrnepxAenl{r{ npaBun ynl{.Iroxenus HeAo6poKaqecrBeHHhH neKapcrBeHHhD(cpeAcrB' SamcuQmg{poBaHHbD( JIeI(apcrBeHHbD( cpeAcrB vt ronrpaQarrnrx



6. OAO <Opranrra>
Aapec rpor{3BoAcrBa:
654034, Keveponcra.n
o6nacrr, r. Honoryaneqx,
mocce Ky:neqroe,9.3

4221000630 HeRcnomreuue tpe6onaunfi cr. 14 Oegeparruoro 3itKona or 12.04.2010 Ns 6l-03 (06
o6parqenun JIeKapcrBeHHbD( cpeAcrB)) B qacrr,r upor{3BoAcrBa neKapcrBennbD( cpeAcrB: He
al(ryaJm3lrpoBalra AoKyMeHTaIIfit npeAnpnrTnr no BeAeH[K) TexHoJroF[qecKoro npouecca
I{ KonTpont KaqecrBa BblrrycKaeMbD( JreKapcrBeHnhrx cpeAcrB, cr{creMa o6ecneqeuus
KaqecrBa rpe6yer aKTyamr3arl[u. llolvrerqeHfi.ff n o6opyaoBzrHr{e qexa ro npoH3BoAcrBy
nu$yrxonnbx pacrBopoB, tr,tofiKll, Bo.uo[oAroroBKrr He coorBercrByror rpe6oBaHr{rM
H4lrex€Iqefi npousnoActseHHoft npaICI{Kr{ H KoHTpoJrr KaqecrBa neKapcrBeHHhx cpeAcrB.
HeNcnomrenue rpe6onannfi @egepalsHoro 3aKoHa or 12.04.2010 }lb 6l-03 (06
o6parqenuu neKapcrBenubD( cpeAcrB)), nplrKa3a Mnnucrepcrea 3ApaBooxpaHeHr.r-f, *r

coqrallbxoro piBBrrns Poccrftcroft Oeaepauur{ or 23.08.2010 Ns 706H <06 yrnepxAeunr{
np:rBru xpaxeHrur neKapcrBeHHbx cpeAcrn>r (ne BbrleJrenbr 3oHbr npEeMKr4, gKcfieAr,rqr{r{,

HeAocrarortrro npn6opoB AJII perl{crpauilu [apaMerpoB Bo3.[yxa, noBepenHbrx opraHaMr{
MgrpononFlecKoro KoHTpoJLfl, He opragg3oBaH exegnennrnt y.{er uoragatelefi
TeMnepaTypbr n BJroKHocrrr, He Bo Bcex npoE3BoAcTBeHHbrx H cKJI4AcKI{x ITOMeIIIeHIITD(

I{Meerct Bo3Moxnocrb sra}cHofi y6opru [po]r3Bo.qcrBeHHbx r,r cKJraAcKrrx noueueurft).

7. OAO <<Keueponcrar

Sapl,raqenrnqecKzlt
Sa6pnra>
Aapec npou3Bo,ucrBa:
650055, Keueponcral o61.,
r. Keuepono, np-T
Ky:ueqxufi, g.l2l

4200000365 Heucnomrenne rpe6orannfi cr. 14 @eaepanruoro 3aKoHa or 12.04.2010 Ne 61-03 (06
o6parqeHr.rn JIeKapcrBeHHbD( cpeAcrBD B qacrr.r EpoH3BoAcrBa JreKapcrBeHHbD( cpeAcrB: He
alcryaJnBrrpoBaHa AoKyIlreHTaIIm [peArrplrrTr{r rro Be.ueHr{rc TexHojrorFrecKoro npoqecca
u KolrrpoJlt KaqecTB4 aKTbI Ha yHI{tIToxeHHe JreKapCTBeHHbD( CpeACTB rre npHBeAeHbr B

coorBercrBue c rpe6oBaHI{ffMI{ nocraHoBJreHur llpau{TeirbcrBa Poccnftcroft Oeaepaqn[r or
03.09.2010 Ns 674 (06 ytBepxregnu npaBrrn ynr{qroxeHur ue4o6poKaqecrBerrnhD(
neKapcrBerrnbD( cpeAcrB, Qanrcn$uq[poBaHHbD( neKapcrBeHnbff cpeAcrB u
ronrpaQarrnbD( neKapcrBenubD( cpeAcrB>.



OAO dlsarroncxa.r
0apr.raqesrr,rqecKiur
Sa6puxa>
Aapec nporr3Bo,qcrBa:
153007, r. llnauoro, yl.
fenepana fop6aror4 t. l9a

370205t403 Hencnornrenre rye6osaul
o6parrlenfiu neKapcrBenHhD( cpeAcrB), [prrra3a MnnncrepcrBa 3ApaBooxpaHeH vrs vlcoqll:IJlbHoro pa3BI{TI{s PoccNftcroft tDe4eparlul{ or 23.08.2010 J{! 706n oOO yru"px.rleHr{r{
lp:tBl{n xpaHelut JIeKaPcrBeHHbD( cpeAcrBD: HeAocraroqHoe Kon[rrecrBo nnorqa4efi 4lrxpaHeHr{t neKapcrBeHHbD( cpeAcrB B coorBercrBrtu c Qararo-x}rMrrqecKr{Mr{ cBoftcrnalall,He Bo Bcex cKJr4AcKI{X U [poTBBOACTBeHHbD( noMerrleHr{tx l{Melorcf, npu6oprr .qnqperrrcrpaqnlr [apaMerpoB oKpyxarc4efi cpelu, [oBepeHnBre opraHaMr{ Merponor[qecKoro
KoHTpoJrf,' He Bo Bcex rloMelqeHl{f,x opraHIBoBaH exe4nennrfr yqe; noragarenefiTeMnepaTyphl H BJItDKHocrIt' He co6mo,qatorct ycnoBl{r xpanerlur cru{pra grr{JroBoro Bcfilrproxpaur{,Jrr{rqe, orcyrcrByer Mecro o.r6opa npo6.
Heucnonnenne rpe6onaHnfi cr. 46 @e.qepalrnoro 3axoHa or 12.04.2010 }ls 6l_03 (06
ooparqennu neKapcrBeHlfbD( cpeAcrBD B gacrr{ MapKr{poBKr{ neKapcrBeH'hrx cpeAcrB.

OOO <flpon:no4irBeHHo-

Aapec rpor{3BoAcrBa:
353440, Kpacuolapcrnfi
Kpd, MO ropoA-Kypopr
AHaua, [ep.
Cnaccxufi / y n. flapronax
A.3/57.

flop"aor Be,qenr{r AoKyrueHTarl[u or
coorBercrByeT rpe6oBaHlrtM HaAner(alqefi nponrnoAcrBeuuoft nparmxra opragr13arl6'

Mapruponra EcxolForo pacrureJrruoro cbrpbr He coorBercrByer rpe6onaHnruu4Alexaqefi npol'I3BollcrBeHrrofi nner(Trnu nnr,.rr'aqrnr' Enn,,^D^E^ffi^

npol{3BOACTBa Ir Kolrrpont KatlecrBa 
_JreKapcrBeHHbD( CpeAcrs (Cr. a5 oe4epanrnoro

3aKona or 12.04.2010 j{e 6l-03 <06 o6parq""rn ,r"*upcrBeHubD( cpeAcrB)), |OCT p
52249-2009 n.6).
Heo6xoAuuo aICyaJIIB[poBarb npoMbrrrrne'Hbre pernaMeHTbr B coorBercrB'H crIporr3BoAcrBeHHEIM rPoqeccoM (cr. 45 <De4epanrHoro 3aKoua or 12.04.2010 Ns 6l-O3<06 o6palqeur{rr neKapcrBenHrD( cpe4crn >).
,{ocre Ha cepnll{ roronoft npoAyKrlr{[ rpe6yror fiepecMorpa Nn ,IpnBeAeHH' BcoorBercrBl{e c IIpoMbrrIIneHHhlM pernaMeHTOM (Cr. 45 Qeaepanrnoro 3aKOHa or12.04.2010 Ns 6l-03 <06 o6paqenllr.r nexapcrBeunbrx cpeAcrB)), |OCT p 52249_2009n.n.4.17,4.18).
B 4ocre Ha cepno He BKJIK)qeHII fiporoKonhr Mr'rKpo6fionoru.recKoro Mogr{Topr{Hra
g9M-elqeHlifi, o6opyaoBanr{t H nepconarla (cr. 45 <De4epanbHoro 3aKoHa or 12.04.2010 Ns6l-@3 <06 o6paqeHlrr rreKallcrBerrHhD( cpeAcrBD, |OCT p 52249-2009 n.n.4.17,4.1g).
Ha uouenr [poBepKlr Ee [peAcraBneHo n-oMerqeuue or6opa npo6 (cr. 45 oe4eparuroro
3aKoHa ot 12'04'2010 Ns 6l-03 <06 o6parq"""" ,r"*uicrBeHuhD( cpeAcrBD, foCT p
52249-2009 n.n.3.22\.



KaqecrBa neKapcrBenHbrx cpeAcrB. (cr. 45 @e4epanrnoro 3axoHa or 12.04.2010 Ns 6l-@3
<06 o6paueuun neKapcrBeunbD( cpeAcrB)), |OCT P 52249-2009 u.n. 5.29,5.30).

10. oAo
<Taunl,r S apMrperaparbr D

Aapec rpou3BoAcrBa:
420091, r. Kasanr, yn.
Eenouopcras,260

1658047200 B Aocbe Ha cepnro fipoAyKrrr.rr He pa3AeJreHbr uarepuarsnrni 6anasc neqarHbrx

Marepr{arroB r{ norynpoAyKroB (cr. 45 (De.qepanrnoro 3aKoHa or 12.04.2010 Ns 6l-03 (06
o6parqenrn neKapcrBeHubx cpeAcrn >, fOCT P 52249-2009 n.rt.4.17, 4. 1 8).

He npore.qeHa Bamrlaqllr pacnpeAeJrenr,rfl K;ruMarr{qecK}rx [apruerpoB Ha cxraAe Ns2

rorosofi npoAyKqrrq c ycraHoBJreHHeM KpnTurrecKnx 3oH Nrs, pa3JlfiqrrhD( BI{,(oB

npoAyKrlun B 3uMHee H JrerHee BpeMr (cr. 45 <Degepanruoro 3aKoHa or 12.04.2010 Ns 61-
03 (06 o6parqenuu neKapcrBeHnrm cpe4crn>).
He npono,4nrcr MapKnpoBKa KoHTpoJrbHbD( TorreK KJrlrMarI{qecKID( napaMerpoB Ha cKJraAax

(cr. 45 Oe4epanrnoro 3aKoHa or 12.04.2010 Ns 6l-O3 <06 o6paueHllu neKapcrBeHnbD(

cpe.umn>>).

He opranu3oBaHa cncreMa 44pecHoro xpaHeHrr.f, Ha cK;Iaril( rorosoft npoAyKqIM (cr. 45

Oegepanrnoro 3aKoHa or 12.04.2010 Ns 6l-03 (06 o6paqennu neKapcrBenHblx

cpeAcrB)t.
3arrolra gnercrpoHuED( AaHHbD( npeAycMorpeHa He Ant Bcex KoMnbIoreplr3I,IpoBaHHbD(

cucreM (cr. 45 @eleparmnoro 3aKoHa or 12.04.2010 Nq 61-<D3 <<06 o6parqennu
neKapcrBeHurx cpegcrn>).
B nouelqeHr{fi xpaueril{r [ogroroBJreHnoro cbrpbfl XOII Ne2 He npeAycMorpenbl Mepbl

no fuarvecxoMy pa3AeneHr{ro pa3Jrr{rtrrbD( Br{AoB rrpo,{yKllnrl (cr. 45 Oe4epanruoro 3aKoHa

or 12-04.2010 Ne 61-03 (06 o6parqennu neKapcrBegusx cpe.4crn>>).

He seAercr )Kypu€ur ABerlnenus. pa6oyrx craHAaprnrm o6pasqon (cr. 45 <DegeparuHoro

3aKoHa or 12.04.2010 Ne 61-O3 (06 o6paqennu JleKapcrBeHnrx cpe4crnt>).



xr{Mr{Ko-0 apMarleBrffqecKr.rfi

625005, r. Trouenr, y\.
Beperonax, g.24

7202tt9731 He.{ocrarorrno cKJrqAcKrx noMerqennfi An xpaHeurar .or
neo6xo4rura peKorrcrpyKrlnc yKa3{urHbD( cror4los B coorBercrBrru c .rpe6onanuruu
saAlexaqefi [poH3BoActseHnoft IpaKTI,IKI{ oprauu3ar{r{H npor{3Bo.qcrBa H Kogrpons
KaqecrBa neKapcrBeunbD( cpeAcrn (cr. 45 @eaepanbuoro 3aKoga or 12.04.2010 Ns Oi_Og
<06 o6parqerrun neKapcrBennhD( cpeAcrB>, focl p 5zz4g-2009 n.n. 3.3,5.36).
floMeIqeHug ra6netnpor,aunfr H Hutxo,{ttqeecr B nnx o6opy4oBaglre cEJrbHo 3arrbrJrenbr
npoAyICrilMH [poH3BoAcrBa' qro roBopI{T o neo6xoAtlMocrl{ MoAepHrnaquu o6opygoBagr{t
I'r BegrllrrtrItr{onnofi c}IcreMhl (cr. 45 @egepalrnoro 3aKoHa or 12.04.2010 Ne 6l-O3 (06
obpaqenuu neKapcrBeurrbx cpercrB), |OCT p 52249-2009 n.n. 3.3,3.12).
HeobxoAnuo alffyilmlg'poBarb flpoMbtrruIeHHhle pernaMeHTbr B coorBercrB'[ c

npol'BBoACTBeHTTbIM npoqeccoM (cr. 45 @e4epanrnoro 3aroHa or 12.04.2010 Ns 61-@3
<06 o6parqeur{H neKapcrBenHrD( cpegcrn>).
He npono.qgrct MapKHpoBKa KoHTponbHbD( ToqeK Kr[Mar'rrecKrrx napaMerpoB Ha cKJraArx
(cr. 45 (DelepalHroro 3aKoHa or 12-04.2010 }lb 6l-O3 <06 o6parq"""" ,r"*upcrBeHgbrx
cpe.qcrB>, |OCT P 52249-2009 n.u.3.3,3.19).
B [poH3BoAcrBeHHbD( 

''oMeqeHlrtx 
Ha MoMeHT npoBepK' TeMrreparypa Bo3A)rxa He

coorBercrBoBarla rpe6onannnrr n4Alexaqefi [pornBoAcrneHuofi nparruxu (cr. 45(Deleparrnoro 3aKoHa or 12.04.2010 Jl! 6l-o3 (06 o6paqenuu rreKapcrBenHbrx cpeAcrB)),
|OCT P 52249-2009 u.n.3.3, 3.19).
flo npe4craBJrelrnblM AoKyIueHTilM rrera ABI{xeHur neqarnofi npoAy6rlr{u HeBo3Mox(Ho
npocne.[I{Tb HCnOlb3oBilHI{e OCTaTKoB He npoMapKnposaHHoft ueqarHoft [poAyKrI]rI{ B
rlocneAyloqrx cepr{frx npenaparoB (ct. 45 @e4epanruoro 3aKoHa or 12.04.2010 Ns 6l-O3
<06 o6paqeHnr{ rreKapcrBenHbD( cpeAcrB), roct p 52249-2009 n.n.4.17,4.lg).
.{ocre Ha cepxlr rorosofi npo.{yKrlr{l rpe6yror flepecMorp a NU ,rpHBeAeHn,, B
coorBercrBHe c npoMhIIIueHIrhIM peDr:MeHToM (cr. 45 @egepanrnoro 3aKoga or
12.04.2010llb 6l-03 <06 o6parqeHuu neKapcrBerrHbD( cpeAcrB>, |OCT p SZZ4g_200g
n.n.4.17,4.18).

OAO <Hosocn6xuuQaprr.r >
A,qpec [pon3BoAcrBa:
630028, r. Hosocu6npcK, yn.

5405101302 flonrerqennr cKJra,AcKoro xpaHeHrrr cbrp6x, .re"anroft
rpebyot peKoHcrpyKlllrrr n MoAepHIBarIrur B coorBercrBHr{ c rpe6onaHr.rsMu
HaAnexalqefi npourao.qcrseHnofi [parcrr{Kn oprarrn3arlrlfi [por{3BoAcrBa LI KoHTpont
KaqecrBa neKapcrBerrHbD( cpeAcrB (cr. 45 (Delepantsofo 3aKona or 12.04.2010}fe 6i_O3
<06 o6paqennu nexapcrsenrrx cpeAcrs)), fOaT p 52249_2009 n.n. 3.3.5.



B noMeqeH[It [pocMorpa 3arroJTgeunbrx aMryn @
Ilo]ryfipoAylcra 6er npone4eunt MoHI{TopnHra reMneparypbr }r BJrrDKHocr[, q1s Mo)Ker
IloBnl{.flTb Ha KarlecrBo BbrrycKaeuofi npo.4yxunn (cr. 45 @e4epanbHoro 3aKoga or
12.04.2010 Ne 6l-03 <06 o6paqeHr{r{ neKapcrBeuHbrx cpe,qcrBD, |OCT p 52249_2009
n.n.3.3,3.19).
B Aocre Ha cepElo npoAyKul{n He BKJIaAsrBaercr aKT Ha cnncagr(e HeacnoJrb3onanHofi
ne'{arHofi nPonyrcrun (cr. 45 @elepanrnoro 3aKoHa or 12.04.2010 Ng 6l-03 <06
o6pauenrnr.r neKapcrBenuhD( cpe.qcrs)), rocr p 52249 -2009 n.n.4.1 7, 4. 1 g).
flotrteqeune crepl{nnsyrouefi Qnlrrrpaunn pacrBopoB JreKapcrBeHnbrx npenaparoB

Hyxllaercff B npoBeAelrufi KocMerl{qecKoro peMoHTa r{ npr{BeAeHr.rt B coorBercrBr{e c
'rpe6onanrnr'rrr Ha,qrexaqeft nponsnoActsenHoft nparcrlrxr{ opranr.Barlnr{ nporr3BoAcrBa r{
KoH'rpont KaqecrBa neKapcrBeHHhD( CpeAcrB, T. K. CyrqecrByer pHcK 3arpr3HeHr.rt
nPoAFcra (cr. 45 @e.uepatrnoro 3aKoua or 12.04.2010 Ns 6l-<D3 <06 o6paruennn
neKapcrBeunbx cpeAcrB)), |OCT p 52249-2009 n.n. 3.3, 5.36).
B xypnane frera ne'Iaruoft npoAyKrILrH He orpar(arcTcff cepnfi roroeoft npoAyrflIqu, Ajrt

roropoft lrcnoJrE3oBaEa AaHHat [erlarHutf, npoAyKrlur (cr. 45 @e4epzurrnoro 3a6orra or
12.04.2010 Ns 6l-03 <06 o6parueHr{r{ neKapcrBeHHbrx cpeAcrB)), |OCT p 52249_2009
n.n.4.17,4.18).
Heo6xo,qxuo Aooc'acrnrb floMerqeu'r BHBapr{r rpy3oBbrM noAbeMHr{KoM A'6_
rrepeMelqeHnt KJIeroK c )KI{BorHbIMu n ycrpoftcrBilMu glx $r,rrccaqrur )KltBorHbD(.

3AO <<flponsro4crBerrHat

QapuaqenruqecKat
KoM[aIrHr <<O6noeneuue>
Aapec npor{3BoAcrBa:
630071, r. Honocn6npcr,
Jlesxncrarfi paiion, yJr.
CranrEonnar, 1.80

5408151534
HerocratottrIo cKJraAcKI{x fioMelqenl{ft Anr xpaneH[r cbrprfl [r rreqarHofi npogyrqnu,
KpoMe roro neo6xo,ql{Ma peKoHcrpyKIII{t yKa3aHHoro cKJraAa B coorBeTcrBlr[ c
tpe6oralrn-nlrn H4AJIexaIqeft npousnogcrnennofi nparcrlrKl{ opraHlt3alluu npol{3Bo,qcrBa 14

Kotrrponr KaqecrBa JreKapcrBeHHbD( cpeAcrB (cr. 45 (De4epamnoro 3aKoua or 12.04.2010
Ne 6l-03 <06 o6paueHr{H neKapcrBegHbD( cpeAcrB)), iOCf p 52249_2009 n.n. 3.3,
5.36).

He nponognrct MapKI{poBKa KoHTpoJIbHbD( TotreK Kllr{Marr{qecKr{x flapaMerpoB Ha cKJr4Ae
chrpbt H nesarHoft fipoAyKqrm, sro Moxer [p[Becrn K yxyAmeHr{ro KaqecrBa
nexapcrBenHbD( rrpenaparon (ct. 45 <De4epanbuoro 3aKoua or 12.04.2010 Ns 6l-03 (06

|OCT P 52249-2009 n.n.3.3,3.19



Heo6xoArnr,ro aKTyiIIrH3IrpoBaTL npoMbIIrrJIeHHbIe pernaMelmbl B cooTBercTBI{H c

npou3BoAcrBennbrM npoq;ccoM (cr. 45 @egepa*noro 3aKoHa or 12.04.2010 Ne 6l-O3

<06 o6parueHl{H neKapcrBenubD( cpe4crn >>).

,{ocre Ha cepEu rorosofi flpoAyKrllr]r rpe6yror [epecMoTpa A\e' [pI{BeAeHruI B

cooTBeTcTBUe C npoMbImJIeHHbIM penIaMeHTOM' BbIBecTH pa3Aen B3BeItrUBaHHe B

oTAenslryrc oflepallgrc, c IIeJrbIo KOHTpont KpI'ITHr{ecKI'[x ToqeK [poll3BoAcrna (ct' 45

Oe4eparrnoro 3aKoHa or 12.04.2010 Ns 61-O3 (06 o6parr(enun neKapcrBeHHbD( cpeAcrB)),

|OCT P 52249-2009 n.n.4.17,4.18)-
Axrrr o6 ynnyroxeHul{ m6parOnanHofi npo.qyKllnu He npuBeAegbl B cooTBeTcTB}Ie c

rpe6onanuxrr.rn ,rorr*o"n"nl{' flpauxreffictna P(D or 03.09.2010 Ne 674 (06
yrBepxAegr,rfl fipaBr{r ynr{rrroxeuur neAo6poKaqecrBenHbrx neKapcrBeHHbD( cpeAcrB'

QanrcuQ*tUnpoBaHnbD( neKapcTBeHHbD( cpeAcTB n rorrrpaQarrnrx JIeKapcTBeHHbrx

cpeAcTBD.

B upol{3BoAcTBeHHhD( [oMeIqeHIIf,x Ha MoMeHT npoBepKlr TeMnepaTypa Bo3Ayxa He

coorBercrBoBaJra rpe6oBagurM HaAnexaueft npol'I3BoAcrBeHHofi npaKTLIKI{' qro Moxer

noBJII{tTb Ha KaqecTBo BbmycKaeuofi npo.Uyrqun (ct' 45 Oegepalrnoro 3a6oga oT

12.04.2010 Ne 6l-O3 <06 o6paruenr{H rreKapcrBeHnbrx cpeAcrBD, |OCT P 52249-2009

r.n.3.3,3.19).
Jarrurr1 OneIcIpOtIHbD( AaHHbD( npeAycMoTpeua He Anfl BCex KoMnbIOTepI{3IlpOB'lHHbD(

cncreM (cr. qs @e,4epanruoro 3aKona or 12.04.2UA Ns 6l-03 (06 o6parr{enun

rIeKapcrBeHHbD( cPeAcrB), IOCT P 52249-2009 n'n' 4'9)'

He.{ocrarotrylo noMeqe:gluit UtsxpaHeHIIt cblpbt' noJrynpoAylcron n roronofi npoAyKIIIM'

I,Irr,reer Mecro xpaHeHlre [poAyKrlun B [pOr{3BO.[CTBeHHbtX KOpI{AOpO(, trfo fiporl{Bopeql{T

rpe6onanurM rr4Ane)Kan(efi [po[3BoAcrBeHuofi npaKTuK[r opraHI{3aIIfiI{ npoH3BoAcrBa u

KOHTpOnT KaqecrBa neKapcTBeHHbD( Cpe.UcTB (ct. 45 OeAepanbHoro 3aKoHa or 12-04-2010

lrts Oi-O: <06 o6parueHr{u neKapcrBegubD( cpeAcrB)), |OCT P 52249-2009 n.u. 3.3,

5.36).

t4 oAo
< MocxnnaQapMnpenaparbr
utu. H.A-CeMaIrrKo))
A-uoeca nDou3BolrcrBa:

7705721727
He aKTyilJII{3HpOBaII npOMbIIIIJIennrni peUIaMeHT Ha [pOIr3BoACTBo rreKaps'r'ncuuuru

npeuapaTa <Sxrepoger@ uopomoK Ans npIIFoToBneHI{t pacTBopa AJII npl{eMa BIIyIpb

(uarenarH) 5 rrrr>> (cr. 45 rDegepanrnoro 3aKoHa or 12.04.2010 Ns 6l-@3 (06 obpalqeHrr

neKapcrBennrn< cpeac'rn>).
B ofiere rro BamiAallun rexHono



r. Mocra4 yn. Fonrume
Kauenrqnrr, g.9;
r. Mocrna, yfi.
Pycaroncxoro, 4. I 9-2 I

<3nrepo,uer@ uopomoK AJII rrpnroroBnenru{ pacrBopa Arr npfieMa Buyrpb (naxeruxN) 5
Mr)) He noctnrrau BhD(oA npo.fiyxrlrfi (cr. 45 @e.ueparuroro 3aKoHa or 12.04-2010 J\b 61-
03 (06 o6parqenru neKapcrBeunru< cpeAcrnr).
He negercr xypnaJr ABHxeHr{r pa6o.nm cranAaprHrx o6parqon (cr. 45 Oe1epalrrnoro
3aKoua or 12.04.2010 Jt 6l-@3 <06 o6paueHuu neKapcrBeHHbD( cpeAcrB>, |OCT P
52249-2009 n.n.6.21).
XpaneHue apxnBHbD( o6pasuon neKapcrBenubx npenaparoB ocyqecrBJrrercr 6es yrera
reMreparypuoro pexr{Ma (cr. 45 Oe4epanrrHofo 3aKona or 12.04.2010 Nb 6l-O3 (06
o6parr{euuu neKapcrBennrx cpe4crn>).

15. I OOO <Oapuanon-Bonra>

I Aapec npon3BoAcrBa:
446100, Cauapcrax
o6nactr, r. 9anaencx, yn.
flpousnogcrreunar, g.4

6362008s87 B Aocre Ha cepurc [poAyKII[H He BKJIK)veH Marepnanrnufi 6alarc fleqarnbD( Marepn:lrroB,
noryrpoAylctoB I{ roroBoft npo;tyrqnn (cr. 45 @e,qepanbHoro 3aKoHa or 12.04-2010 Xb 61-
03 (06 o6parqeulrr neKapcrBeuHbD( cpeAcrB)), |OCT P 52249-2009 n.n.4.17,4.18).
Mecto ot6opa npo6 ne coorBercrByer rpe6onana.f,M HaAne)Karqefi npousnoAcrneHnoft
npaKTI{KH OpfaHrBaIIHr{ npOIT3BOACTBa H KOHTpOJUT KaqeCTBa neKapcTBeHHbD( cpeAcTB
(ct. 45 @egepa-nrnoro 3aKoHa or 12.04.2010 }lb 6l-03 <06 o6parueHr{r{ neKapcrBeHHbD(
cpe.qcrB), |OCT P 52249-2009 n.n. 3.3).
Heo6xo[ruo aKTyarrn3upoBarb upoMhrrrrrrenHbre perniueHTbl B coorBercrBulr c
rpoI,I3Bo.[crBeHHbrM rpoqeccoM (cr. 45 @egepanrHoro 3aKoua ot L2.04.2010 ]le 6l-03
<06 o6pauennn neKapcrBerrnbD( cpegcm>).
,{ocre Ha cepun rorosofi [poAyKuuu rpe6yor nepecMorpa Nra rpuBeAeHr{r B

coorBercrBl{e c npoMblrlrfleHHbrM pernaMeHToM (cr. 45 @egepanlnoro 3aKoHa or
12.04.2010 Ns 6l-03 <06 o6parueHr{r{ rreKapcrBeHHbD( cpeAcrB), |OCT P 52249-2009
n.n.4.17,4.18).
B Aocre Ha cepno He BKrroqeHhl rlporoKonbr MnKpo6uororr.rqecKoro MoHr{TopHHFa
noMelqeHl{fi, o6opygoBaur{fl H repcoHana (cr. 45 @e4epar6Horo 3aKona or 12.04.2010 }lb
6l-03 <06 o6pauenr{rr neKapcrBeunbD( cpeAcrBD, fOCT P 52249-2009 n.n.4.17,4.18).

16. OOO <HoAnlre rexuoJronru
rr MapKeTr{Hr)
Agpec npor{3BoAcrna-. 497 17,
Karyxcxar o6lacrr,
Kosenrcxufi pafion. c.

77t4t27661 Ha npe.{npwxrrrrl ne cQoprr,rupoBaua cr'rcreMa o6ecneqennr KaqecrBa (cr. 45 @e4epanrnoro
3aKoHa or 12.04.2010 Ng 6l-O3 <06 o6paueHnr{ neKapcrBeHHbn( cpeAcrB)), |OCT P
52249-2009 n. I tlacm l).
flo npegcraulenHblM AoKyr(euftM y.Iera ABr{xeulrr neqarnofi npoAyKrIHH HeBo3Mo)KHo
npocnelu{Tb Hctlorrb3oBarul{e ocrarKoB He rlpoMapKnponanRofi neqarnoft npoJryKllllrr B



l0

Oponorcroe nocneAylo4{x cepED( nperaparon (ct. 45 Oe.{epanbHoro 3aKoHa or 12.04.2010 Ne 6l-03
<06 o6paruennr neKapcrBeHrrhD( cpeAcrB), focr P 52249-2009 n.n.4.17,4.18).

t7. 3AO (EI{OKOM)
Aapec npou3BoAcrBa:
355016, r. Cranpononr,
9anaencxnft npoer4, 54

2636004967 B coorsercrBr{ti c OeaepanrrrbrM 3aKoHoM or 12.04.2010 }t! 6l-03 <06 o6parqeHnu
neKapcrBeHHbD( cpe.(crB> flpoBecrr{ aKryarnrfiarll{Io flpoMbrrtrneHHbD( perJIaMeHToB B

coorBercrBl{I{ c BHeceHHbIMI{ IBMeHeHIrrMr.r B npoqecc [pou3BoAcrBa (na MoMeHT
npoBepKl{ o6napyxenbl lrecoorBercrBl'rt B rrpoMhrrlJrennoM penraMenTe ua <<Encaxognn
ta6nerru, rroKpbrrbre Kr{meqnopacrnopul,roft o6olo.rxofi 5 rr,rr>).
floMerqenuc mnrpo6uolorrrcecxofi H xnMrdKo-anar[rn.recroft laboparoprafi He
coorBercrBylor rpe6oBanfi.flu ttopuamnnoft loKyrvreHTarlr{H Poccnficrofi (Delepaqnr
(neAocratox nouelqerufi He no3Bo[rer parlnouanbno pa3MecrnTb aHEUrHTrqecKoe
o6opl2onau[e E HcKJIIoqurb [epeceqeHue noroKoB trpn [ocryflJreHru o6parqon n XAJI pr

MED.
He npe.ucraBneubl AoKyMeHTbI, flo,(rBepxAarcrq[e npoBeAenne caHuTapnoft o6pa6o6u
cHcTeMhr BoAonoAroToBKr{ Ha IIpeAIIpH'THI{.

l8

3AO <Cecalra>
Alpec npor{3BoAcrBa:
Mocroscrar o6racrr,
Illil(essKo; pafion, [oc.
Illaxoscrar, yn. l-s,
Cosercrafl, A.3

7701656629
BHennanosat BbIe:AHas [poBepra 3AO <Cecana> npoBo.ufinacs Pocr.4panx4A3opoM B

cBt3u c nocrynneHueM uni[opuaqur{ o HecoorBercrBlrH rpe6onanuxrr nopuarnnnoft
AoKyIlteIrraIIHrr JIeKapcrBeHHbD( [penaparon: <<KopBanoJr KanJrH Anr [pr{eMa nnyrpr 15
MJI)) IIo noKa3aTeJIIo <<KomlqectreHHoe onpeAeneHr.re: ernnosrfr eonp anrQa-
6pouuronalepuanonofi KLIcJrorBr)), BhrflBJreuHoro npu rocyAapcrBerrHoM KoHTpoJre
KaqecTBa neKapcTBeHHbD( cpeAcTB.
Pemennelr AeBtroro ap6ntpaxHoro aneJrJrrrlnoHHoro cyAa r. MocxsH 3AO <Cecana>
rIpeArII{caEo ylrruToxc{Tb nego6porauecrBeHHbre neKapcrBeHHhre cpe,{crBa. Mnpognr
cy,ureft lllaxoncroro paftoua npurrtro pemenr{e o B3brcKaur{u rrrpaSa c 3AO <<Cecana> s
pa3Mepe 20 rnc. py6.

19. OAO <EuoxnMuK)
A,qpec npou3BoAcrBa:
430030, Pecny6rmrca
Moplosnr, r. CapancK, y:r.
Baceuxo, a.t5a

r32s0303s2 B xypnane y.Isra neqarHoft npoAyKrlxrr (ynaronra MrrKax neKapcrBennrx Qoprra) ne
orptDKarorcfl. cepuu rorosoft [poAyKIII{H, Arc Koropofi ncuonr3oBaHa ,qaHHar{ [eqarHilff
npoAylau.rt, )KypHEIJI Ir Mapmpyruat Kapra 3a[onHrroTcr He B pexnMe peaJrbHoro BpeMeHrr
(cr. 45 @egepalrnoro 3aKoga or 12.04.2010 Ne 6l-03 <06 o6parueHr{r.r neKapcrBeHnbD(
cpe,qcrB)), |OCT P 52249-2009 n.n.4.17, 4. I 8).
I{ex no [por{3Bo,qcrny nnrbwrroHHhD( pacrBoDoB TDe6ver Mo]reDHu3ulufir{ ttv t



crepnmByuqero o6opy,uonannx B coorBercrBur{ c tpe6onanlrsnu Ha4nexaulefi
npo[3BoActeeHHofi IIpaICrHKI{ opftullarallrrra npor{3BoAcrBa n KogTponr KaqecrBa
neKapcrBegurn( cpeAcrn (cr. 45 OegepanbHoro 3aKoHa or 12.04.2010 Ns 6l-@3 (06
o6pauenun neKapcrBeuHhD( cpeAcre>, focr p 52249-2009 n.n.3.3, 3.19).
flopaaox paccMorpentrt u IrplrHtrl{r{ KoppeKrurpyorqux rr,reponpnxmfi npn pa6ore c
peKJrtMaIII{flMH HyxAaercs B crlcreMarn3arlull r,r nrrpa6orKe flporpaMMbr Meponpuxrwit,
couracosaHuofi c Pocs4paBHaA3OpOM, [O ycraHoBneHr{ro npIIqHH BbmycKa
He.uo6poKa'IecrseuHoft npoAyKrlur{ Ir rrx ycrpaHeunK) (cr. 45 Oe4epzurruoro 3aKoHa or
l2-04-2010llb 6l-03 <06 o6parueHrrn neKapcrBeHnbx cpeAcrB); 184-<D3 <O rexsnqecKoM
perympoBaurn>r).

Oryn <focHHH O[IE)
@MEA Poccun
Agpec npor{3BoAcrBa:
197 I10, Canrc-flerep6ypr,
yn. fly4oxcxa4 g.7.

7813045723 He,uocraroqno cKna,AcKr.rx rroMerqenufi Anr xpane"u" io
Oe.aeparruoro 3aKona o'r 12.04.2010 Ns 6l-03 (06 o6parrlenuu neKapcrBeHHbrx cpeAcrBD,
|OCT P 52249-2009 n.n. 3.3, 5.36).
Xpauenue BcnoMorareJlbHbD( Marepuaflon u cy6cranrlufi lns npon3BoAcrBa roroBhD(
neKapcrBeHHbD( npe[aparoB ocyrqecrBJrrercr coBMecrHo c 4ernu0l{Ilup)/IorrlHMlr u
Morcl4{Mn cpeAcrBrlMH (cr. 45 @e4epanrHoro 3aKona or 12.04.2010 .llb 6l-O3 (06
o6parueHnr neKapcrBenHrD( cpeAcre), focr P 52249-2009 n.n. 3.3, 5.36).
flo upe4craBJrengbrM AoKyrlreHT:lM y.rsra ARrlxeHr{f, neqarnofi npoAyKrll,ru HeBo3MoxHo
npocneAHTE I{c[oJrb3oBalr[e ocrarKoB He npoMapKr{poeaHHoft ne.rafirofi rpoAyKrtrrrn B
nocneAyloqEx cepllrx nperaparon (cr. 45 @eaepanbHoro 3aKoHa o'r 12.04.2010 Ns 6l-@3
<06 o6parqenr{a nexapcrBeHHbD( cpeAcrB)), |OCT p 52249-2009 n.n.4.17,4.1g).
floMerqeHuc uurpo6nolonrqecxofi na6oparopun He o6re4unenu n e.rprnrni 6rox, BxoA B
na6oparopuro \t 6oxc .qnr o[peAeneH[rr crepHJrbHocrr{ ocyqecrBJrrercr r{3 o6qero
Kopl{'(opa" rrro He coorBercrByer rpe6onanltIM HaAJlexeqefi nporarnoAcrsegHofi npaKTnKr{
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, (flpeAynpex.uarofr(I{e AeftcrBl{t> He aKTyaJII{3HpoBaHbI B

cooTBercTBllu c rpe6oBaHr{flMl{ noat*"nernu flpau{TeJlbcTBa Poccnftcrofi @eaepaqnn

or 03.09.2010 Ne 674 <<06 yrBepx,qeHr{H upaBun yHHtIToxeHnr ne4o6poKaqecTBeHHbIx

neKapcTBeHHbD( cpeAcTB, QanrcnsrqfipoBaHHbD( neKapcTBeHHbD( cpeAcTB Lr

ronrpa$arnrbn( neKapcrBeHubD( cpeAcrB)'

'2010 Ns 6l-<D3 (06

o6paueunu neKapcTBegr{bD( CpeAcTBD B t{acTl{ npolI3BoACTBa neKapcTBeHHbD( CpeAcTB: He

yrBepxAellaAoKyIt[eHTaqu'npeA[pI{'TwInoBeAeHI,IrcTexllojloruIqecKoro[poqeccan
KoHTpon'KaqecTBaBbl[ycKaeMbxneKapcTBeHHbIxcpeAcTB'[peAcTaBneHHbIeAocbeHa
cepl{u He coAepxaT nomroft nnQopr"rawln o xoAe TexHoJIoFHtIecKoFO npoqecca'

Hencnomrenne 'rpe6onaxufi Oe.UepanbHoro 3aKoHa or 12'04'2010 Ns 61-03 (06

oopauenuu neKapcTBeHHbD( cpeAcTB)), npl{Ka3a Munuc'repcTBa 3ApaBooxpaHeHl{t I{

coUgaJrbgoro pa3BHTnt Poccuficxoft OeAepaII1a11 or 23'08'2010 Ns 706H <06 yrnepxAeHl{H

[paBr{n xpaHeH[c neKapcTBeHHbD( cpeAcTB) (se BbIAeJIeHbI 3OHbI npIIeMKI{' 3OHbI

ra6paronanuoE nPogYxqnr.
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peKOHcTpyKIII{[, B cooTBeTcTBI{[ c 'rpe6Onanuxrln nAAlexatqefi npgl{3BoAcTnennOft

-onnm /cr
ffi#;iffi;J*"n rpor{3BoAcrBa H KoHrponr KarrecrBa reKapcrBeH'bD( cpeAcra (cr'

45 OeAepairbHoro .oo"i or 12.04.2010 Ng 6l-tp3 <06 o6paUeHl{r neKapcrBe'HbD(

cpeAcrBD; pOCT P 52249-2009 n.n. 3.3, 5.36) 14 rpe6onanufi K rloMeltre'I{ro 14

o$opyAonanuro, ycTanoBJIeHHbx IIpIIKa3oM Mxnucrepcrna 3ApaBooxpaHenuc I{

coqfianFHoro pa3BI{rI{t Poccuficrofi @egepaUrl{ or 23'08'2010 Ne 706H <06 yrnepxAeHgu

npaBl{n xpaHeHat JIeKapcTBeHHbD( CpeAcrB D'

Texnonorr.recKoe o6opygonanne NE noJrflelrufl nn$-y:nonnbn< pacrBopoB Mopanblro

yrrup"rro (cr. 45 @e4eparsnoro 3aKoHa or 12.04-2010 Ns 61-03 <<06 o6porr{ennu

neKapcTBeHHbD( cpeAcTB)D. Heo6xoAutrta MOAepHlI3aIIHt O6Opy4onauu'r vI

BeuTlrJltquornrofi cucreMbr.
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