POCCHUICKAS ®EIEPAITUA
®EJEPAJBHBINA 3AKOH

O BHeceHNH H3MEHeHHI
B OT/JeJIbHbIE 3aKOHOAaTebHbIe aKThl Poccuiickoii @enepanun
o Bompocy oopamenusi 0HOMeIMIHHCKHX KJIETOYHbIX IPOAYKTOB

[Tpunsar I'ocynapcreennoi dymoit 25 uronsa 2018 rona
Ono6pen CoBeToMm Pepmepalnu 28 mwaa 2018 ropa
Crarbs 1

Yacte 4 crateu 1 @enepanpHOro 3akoHa ot 26 nexabps 2008 roma

Ne 294-03 «O 3zamure mnpaB OPUIUYECKHX JIAI W HHIABUIYAIBHBIX
NpeANpUHUMATENe IpH  OCYIIECTBIEHHH TOCYyJapCTBEHHOTO  KOHTPOJIA
(nag3opa) m MyHuOunaigsHOoro KoHtposs» (CobpaHHe 3aKOHOIATENHCTBA
Poccuiickoit ®@enepannn, 2008, Ne 52, cr. 6249; 2009, Ne 18, ct. 2140; Ne 29,
cT. 3601; Ne 52, ct. 6441; 2010, Ne 17, cr. 1988; Ne 31, cr. 4160, 4193; 2011,
Ne 7, ct. 905; Ne 17, c1. 2310; Ne 27, cr. 3873; Ne 30, ct. 4590; Ne 48, ct. 6728;
2012, Ne 26, ct. 3446; 2013, Ne 27, c1. 3477; Ne 30, ct. 4041; Ne 52, ct1. 6961,
.
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6979, 6981; 2014, Ne 26, ct. 3366; Ne 30, ct. 4220, 4235, 4243; Ne 42, cT. 5615;
Ne 48, ct. 6659; 2015, Ne 1, ct. 72, 85; Ne 18, ct. 2614; Ne 27, ct. 3950; Ne 29,
ct. 4339, 4362; Ne 48, ct. 6707; 2016, Ne 11, ct. 1495; Ne 27, cT. 4160, 4164,
4194, 4210; 2017, Ne 9, ct. 1276; Ne 18, ct. 2673; Ne 31, ct. 4742; Ne 49,
cr. 7304; 2018, Ne 1, cr. 26, 27) [OOMONHUTH HYHKTOM 42 CIEYIOUIEro
coZiepKaHus:

«42) rocy1apCTBeHHBII KOHTPOJB 32 IeATeJIbHOCTRIO B chepe oOpaieHus
OHOMEUIMHCKHX KJIETOYHBIX IPOLYKTOB.».

Cratpsa 2

Yacte 1 crateu 12 @enepanpHoro 3akona ot 4 Mas 2011 roga Ne 99-@3
«O JHIEeH3WpPOBaHWH  OTHENBHBIX BUAOB  JesrenbHocTH»  (Cobpanue
3aKoHoAaTeNbcTBa Poccuiickoit @enepammu, 2011, Ne 19, ct. 2716; 2012, Ne 26,
cT. 3446; Ne 31, ct.4322; 2013, Ne 9, ct. 874; Ne 27, ct.3477; 2014, Ne 30,
CT. 4256; Ne 42, ct.5615; 2015, Ne 1, c1. 11; Ne 29, cr. 4342; Ne 44, ct. 6047;
2016, Ne 1, cT. 51) MONONHUTE MYHKTOM 53 CIELYIOIIETO CONEPIKAHHUS:

«53) neATeNbHOCTh II0 IPOM3BOACTBY OHOMEIUIIMHCKHUX KJIETOYHBIX
IPOXYKTOB.».

Cratps 3

Buectu B ®enepanpHbil 3akoH oT 21 HOosOps 2011 roma Ne 323-03
«O6 ocHOBax oOXxpaHBI 3I0pOBbi TpaxmaH B Poccuiickoii Denepauum»
(Cobpanue 3axoHonarenscTBa Poccuiickoit ®enepanmu, 2011, Ne 48, cr. 6724;

2012, Ne 26, cT. 3446; 2013, Ne 48, ct. 6165) crnenyroine n3MeHEHHUS:



1)B gactu | crarbu 49 cnoBa «a TakXe» MCKIIOYUTh, JONOIHHUTH
CIOBAMM «, @ TaKXke IIpH IPOU3BOJCTBE, XpaHEHHH OUOMEIUIMHCKUX
KJIETOYHBIX IIPOLYKTOB;

2) cTaThio 85 OTIONHUTE IyHKTOM 5 CHIENYIOLIEro CONepKaHus:

«5) rocymapCcTBEHHBIH KOHTPOIb B cepe oOpamieHHss OHOMEIUIMHCKIX
KJIETOYHBIX TIPOYKTOB.».

Cratba 4

Buectu B ®enepanpHbiii 3akoH oT 23 wmroHs 2016 roga Ne 180-@3
«O 6GHOMENMLMHCKMX KJIETOYHBIX MpoaykTtax» (CoOpaHue 3aKOHOJATENbCTBA
Poccuiickoit @enepanun, 2016, Ne 26, ct. 3849) cnenyromue n3MEHEHU

1) myskr 1 crateu 2 mocie clIoB «(manee - JeKapCTBEHHBIE Ipenaparhl)»
IOIONHHTE CIIOBaMH «, ® (W) ¢dapMalneBTHYeCKUMI CyOCTaHIUSAMH,
BKJIFOYEHHBIMH B TOCYIapCTBEHHBIN pEeCTp JI€KapCTBEHHBIX CPEJICTB,»;

2) ByacTty 2 ctatbd 9:

a) TIOMIYHKT «I» ITyHKTa 13 mocie cloB «JIeKapCTBEHHBIX IpernapaToBy
JOTIOJTHUTH CJIOBaMU «H (apMalleBTUYECKUX CYOCTAHIIHI;

6) B myHkre 14 cnoBa «3(PEeKTUBHOCTH OHOMEIUIIMTHCKOTO KJIETOYHOTO
NPOAYKTa» 3aMEHHUTh CJIOBaMU «KadyecTBa OWOMETUIIMHCKOrO KJIETOYHOI'O
NpOIyKTa, OKCIEPTU3bl JOKYMEHTOB [UIS IIOJNyYeHHS pa3pelleHus Ha
MIPOBEJIeHNEe KIUHUYECKOTO HCCIEIOBaHUS OHOMEIUIIHHCKOTO KJIETOYHOI'O
IpOAYKTa M  JTHUYECKOM  3KCHEepPTH3bl, OKCHEePTU3bl  3()(HeKTHUBHOCTH

OHOMEIMIINHCKOTO KIIETOYHOI'0 IPOIYKTay;
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3) B mynkte 2 wactd 1 cratbu 12 cnoBa «3QGheKTHBHOCTH TPUMEHEHHS
3aMEHHTH CJIOBOM «3(P(EKTUBHOCTIY;

4)gacts 2 crathl 15 1moCiEe CIOB «IEKApCTBEHHBIX IIPENapaToB,»
JOMOJIHUTE CIOBaMH «(apMalleBTUIECKHUX CyOCTaHIIMIA,»;

5) myHKT 6 yacTu 2 craThy 25 Nocie CIOB «JIEKapCTBEHHBIX MPENapaToB,»
JIOTIOJTHUTE CJIOBaMU «(apMalleBTUIeCKIX CyOCTaHIUH,»;

6) B myHKTe 2 uyacTH 4 cTaThé 28 ClI0Ba «ONTHMAIBHBIX HO3UPOBOK
3aMEHHUTH CJIOBaMH «ONTUMAJIBHOTO Konu4decTBa (00peMa, MacChl, TUTOIIAH )»;

7) myskT 1 wacté 1 cratbu 35 mocie CloOB «JIEKapCTBEHHBIX IIPETIapaToB,»

JOTIOTHUTE CJIOBaMH «(hapMalleBTHUECKUX CyOCTaHIIUH,».

B.Ilytun

Mocksa, Kpemib
3 aBrycra 2018 rona
No 323-03



