3akioueHue
DeepanabHOro rocyiapCcTBEHHOI0 0K/ZKETHOT0 YUYpesKIeHU HAYKH
HMucTuTyTa rocygapcrsa u npasa Poccuiickoi akagemun Hayk o [lonpaBkax
KO BTOPOMY YTE€HHUIO MpoeKkTa (peaepaibHoro 3akona Ne 392886-6
«0O BHeCEeHNH U3MEHEHHI B OTAeJbHBIC 3aKOHOAATEIbLHEIE aKThI Poccuiickoi
Deepanvy B YACTH NPOTUBOAEHCTBUSA 000pOTYy pajibCuPUIUPOBAHHBIX,
KOHTPa(aAKTHBIX, HeAOOPOKAYECTBEHHBIX H He3aPeruCTPUPOBAHHBIX
JIEKAPCTBEHHBIX CPEICTB, MEAUIMHCKUX U3AeJuil U PpaabcupuuupoOBaAHHBIX
0MOJIOTMYEeCKH AKTUBHBIX 100aBOK», BHECEHHOTO0 B ['ocynapcTtBennyio Jlymy
®enepaabHoro Coopanus Poccuiickoit @egepannu gemyraramu
T'ocynapcrBennoii Aymbl @enepanbuoro Coopanus Poccuiickoii @egepanum.
(manee — IonpaBkn)

PaccmarpuBaembie [lompaBku cityxaT WensM yCTPAHEHUS HEIOCTAaTKOB
[Ipoexkta ¢denepanmpnoro 3akoHa Ne 392886-6 (mamee - 3aKOHOMPOEKTA),
HaIpaBJICHHOTO Ha oOecrieyeHue O€30MacCHOCTU 3/I0POBbSi HACEJICHHS B CBS3U C
obopoToM (pabcuUIIMPOBAHHBIX, HEJOOPOKAUYECTBEHHBIX, KOHTPA(PaAKTHBIX U
HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, MEIUIIMHCKUX m3aenuit u BAJ|
NyTeM BHECEHUS W3MEHEHUHW B COOTBETCTBYIOIIME  3aKOHOAATEJIbHBIC aKThI
Poccuiickonn ®@enepanuu. CoxaepkaHue W HampaBieHHOCTH [lompaBok B 1enom
3aciyKMBaeT Mojepkku. BMmecte ¢ TeM, [lonpaBku UMEIOT psii HEOCTATKOB, O€3
YCTpAaHCHHS  KOTOPBIX TPHUHATHE  3aKOHOMPOEKTa HEBO3MOXXHO  JOCTHYb
HAMEYEHHBIX LI€JIeN 3aKOHOMpoeKTa. B 3ToM cBsA3M nmpenaraercs:

1. JIOTONIHATS HAMMEHOBAHME U TEKCT 4acTh | mpemaraemoii cratem 235

«He3akoHHOE MPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB M MEIULMHCKUX W3ISTUN»
YK PO , nocne cnoBa «IpoOU3BOACTBO» CIOBAMH «UJIM U3TOTOBJIEHUEY», TOCKOJIBKY
NehcTBytolee 3akoHomarenbcTBo Pd (Hampumep, crtatha 56 DeaepaibHOTO
3aK0HOB «O0 00pallleHuH JIEKAPCTBEHHBIX CPENICTBY») MpeayCMaTPUBACT alTEYHOE
W3TOTOBJICHUE JIEKAPCTBEHHBIX CpeACTB. Kpome TOro, HyHO YYUTBHIBATb, 4YTO
(daxkTHyeckoe OE3JIMIICH3MOHHOE MPOU3BOJCTBO JICKAPCTBEHHBIX CPEACTB HEJb3s
MMEHOBaTh COOCTBEHHO IPOM3BOJICTBOM B TOM CMBICIIE, KOTOPBHIA BBITEKAET W3
conepxxanus .31 crateu 4 denepanpHOro 3akoHa «O06 oOpaIeHnn JTeKapCTBEHHBIX
CPEACTBY.

2. Tlpemnosxennsiii B ITompaBkax BapuanT cratbi 327° YK P® wu3-3a

TEPMUHOJIOTUYECKON TMEPEerpy>KEHHOCTH, HaJIUYMUS TMPU3HAKOB OOBEKTUBHOIO

BMEHEHUS, BHYyTPEHHUX IMPOTUBOPEUMM, HECOOTBETCTBUS TPAAUUHMOHHON Wit YK



P® ropuanyeckoil TEXHUKE M HEJOOIICHKH CTEMEeHU OOIIECTBEHHON OMAacHOCTH, B
TOM 4YHCJIE OpPTaHW30BAHHBIX (HOpM MpPEAYCMOTPEHHBIX B HEH JESHUH,
1EJIeCO00Pa3HO H3JIOKUTH B CIEIYIONIEH pelaKInu:

«Crates 327°. Tommenka JOKYMEHTOB WJIA YNAaKOBKHM JICKAPCTBEHHBIX
CPEACTB WU MEIULIUHCKUAX U3EIIAN

1. U3rotoBienue 3aBeIOMO MOACIbHBIX JOKYMEHTOB JTHO0 (anbcudurarius
JTOKYMEHTOB Ha JICKAPCTBEHHBIE CpPEACTBA WM  MEIULMHCKHE  U3JETus
(pETUCTPAIIMOHHOTO  YJIOCTOBEpEHMsI, cepTUdUKATa WM  JCKJIApalldh O
COOTBETCTBHM, HWHCTPYKIIMM MO IPUMEHEHHUIO JIEKAPCTBEHHOIO IIpenapara Hu
MEJIUIIMHCKOTO U3/, PYKOBOJCTBA MO AKCIUTyaTallud MEIUIMHCKOTO U3/EIus),
B LIEJISIX UX UCIOJIb30BaHUs OO0 cObITA -

HakasbIBalOTCs mTpadoM B pazMepe OT MATUCOT ThICSY JO OJHOTO MUJUIMOHA
pyOnelt unu B pazMepe 3apaOOTHOM IUIaThl MJIM MHOTO JI0XOJla OCYXKJIEHHOTO 3a
nepuoj OT OJAHOTO ToJia 0 JIBYX JIET, IUOO MPUHYAUTEIBHBIMU pabOTaMu Ha CPOK
JI0 TpeX JIET, JIN0O JIMIIIEHUEM CBOOO/IbI HA CPOK OT OJHOTO Tojia JI0 IIECTH JIET.

2. 3roToBieHne 3aBEIOMO MOJJICTBbHON IEPBUYHON WA BTOPUYHOM YITAKOBKHU
JIEKapCTBEHHOT'O Tpernapara B LENSX WX MCIOJIb30BaHUS MO0 cObITa, a paBHO HX
banbcudukaius B T€X Ke Uesix -

HaAKa3bIBAIOTCA MITPadoOM B pazMepe OT MATUCOT THICSY 10 OJJHOTO MUJIJTMOHA
pyOJsieli uiam B pa3mepe 3apaOO0THOM IUIATHl WJIM MHOTO J0XOAa OCYKJICHHOIO 3a
MEepHoJl OT OJAHOTO To/ia 0 JBYX JIET, TMO0 MPUHYAUTEIbHBIMUA paboTaMu Ha CPOK
JI0 TpEeX JIET, MO0 JUIIEHUEM CBOOO bl HA CPOK OT OJHOTO T'0J1a JI0 IIECTH JIET.

3. CoseplieHue AESTHUM, MPETYCMOTPEHHBIX YaCThIO MEPBOM WM YacCThIO
BTOPOM HACTOSILIEN CTATbH, OPTAHU30BAHHOM TPYIITION —

HAKa3bIBACTCS JIMIICHUEM CBOOOJBI Ha CPOK OT TpeX JIET JO NIECATH JIET C
JIMILICHUEM TPAaBa 3aHUMATHCS ONPEAECICHHON NEATEIBHOCTHIO HA CPOK JI0 TPEX JIET.

4. Vcnonb30oBaHUE 3aBEJIOMO MOJCIbHBIX JOKYMEHTOB, MPEIyCMOTPEHHBIX B
YacTU NEPBOM HACTOSAIIEH CTAThH, -

Haka3bpIBaeTCs MTpadoM B pazMepe OT MATUCOT THICAY J0 OJHOTO MUJUTHOHA
pyoJsieit unu B pasmepe 3apabOTHOM TUIAThl WJIM MHOTO J0XOAa OCYXJICHHOTO 3a
MEPUOJT OT OJTHOTO TOJa JI0 TPEX JIET, TMOO0 MPUHYIUTEITHLHBIMU pa00oTaMu Ha CPOK
JI0 TISITH JIET, JIMOO JIUIIEHUEM CBOOOIBI Ha TOT K€ CPOK.».».

3axntouenue no020MOBIEHO CEKMOPOM Y2O0J08H020 NPABA U KPUMUHONO2UU
UT'TI PAH ¢ yuemom 3ameuanuti u npeonodxceHutl 0.10.H., npogh. C.B.Makcumosa,
doxmopauma-cmaxcepa HITl PAH, k.ro.n. K.A.Ymaposa, couckamens HUITI PAH
A.B.E2oposa u A.B.Cyxanosa



