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
«O BHeCeHMH M3MEHEHUI B OTAeJbHbIC 3AKOHOAATEIbHbIE aKThl Poccniickoi
Deepanvy B YACTH NPOTUBOAEHCTBUSA 000pOTYy pajibCuPUIUPOBAHHBIX,
KOHTPa(aAKTHBIX, HeAOOPOKAYECTBEHHBIX H He3aPeruCTPUPOBAHHBIX
JIEKAPCTBEHHBIX CPEICTB, MEAUUMHCKUX U3eauil U (pajabcu(PuuMpoOBAHHBIX
0MOJIOTMYEeCKH AKTUBHBIX 100aBOK», BHECEHHOTO0 B ['ocynapcTtBennyio Jlymy
®enepaabHoro Coopanus Poccuiickoit @egepannu gemyraramu
T'ocynapcrBennoii Aymbl @enepanbuoro Coopanus Poccuiickoii @egepanum.
(manee — IonpaBkn)

PaccmarpuBaembie I[lompaBku ciiyKaT LEJISAM YCTPAaHEHUS HEAOCTATKOB
[Ipoexkta ¢denepanmpnoro 3akoHa Ne 392886-6 (mamee - 3aKOHOMPOEKTA),
HaIpaBJIEHHOT0 Ha oOecreyeHne Oe30MacHOCTH 370POBbsl HACEIEHMs] B CBSI3U C
obopoToM (pabcuUIIMPOBAHHBIX, HEJOOPOKAUYECTBEHHBIX, KOHTPA(PaAKTHBIX U
HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, MEAUUMUHCKUX u3aenuii u bA/|
MIyTEM BHECEHUS M3MEHEHHWW B COOTBETCTBYIOIIME  3aKOHOAATEIbHBIE aAKThI
Poccuiickonn ®@enepanuu. CoxaepkaHue W HampaBieHHOCTH [lompaBok B 1enom
3aciy’KMBaeT MoJepkku. BMmecte ¢ TeM, [lonpaBku UMEIOT psii HEOCTATKOB, O€3
yCTpaHEHUsI  KOTOPBIX TMPUHATHE  3aKOHOIMPOEKTa HEBO3MOXHO  JIOCTUYb
HaMEUEHHBIX LieJel 3aKOHOIIPOeKTa. B 3ToM CBA3M nmpeaiaraercs:

1. JIOTIONIHATS HAMMEHOBAHME U TEKCT 4acTh | mpemraraemoii cratem 235

«He3akoHHOE TPOU3BOACTBO JIEKAPCTBEHHBIX CPEICTB U MEIUIIUHCKHUX
waeauin» YK PO , mociae cioBa «IpPOM3BOACTBO» CJOBAMHM  «MJIH
U3IrOTOBJICHHE», MOCKOJBbKY JICHCTBYIOLIEE 3aKOHOAATEAbCTBO PD (Hanpumep,
cratbs 56 PegepanbHOro 3akoHOB «O0 00palIeHUH JICKAPCTBEHHBIX CPEICTBY)
MpeaycMAaTPUBAeT anTevyHOe M3roTOBJIEHHE JIEKAPCTBEHHBbIX cpeacTB. Kpome
TOT0, HY?KHO YYHTBIBAThH, YTO (akTHYecKOe Oe3/THIeH3UOHHOEe MPOU3BOICTBO
JIEKAPCTBEHHBIX CPEACTB HeJIb3sl MMEHOBATH COOCTBEHHO NPOM3BOJCTBOM B
TOM CMbICJIE, KOTOPbIil BbITeKaeT U3 coaepxkanus n.31 crarou 4 @enepanbLHOro

3aKkoHa «O0 o0paleHUN JIEKAPCTBEHHBIX CPEIACTBY.

2. Tlpemnoxennsiii B IlompaBkax BapuanT crathi 327° YK P® m3-3a

TEPMUHOJIOTHYECKOW TIEPETPY’KEHHOCTH, HaJW4Hs TMPU3HAKOB OOBEKTUBHOTO



BMEHEHUS, BHYTPEHHHUX IMPOTUBOPEYMI, HECOOTBETCTBUS TpaauuuoHHoN mia YK
P® ropunnueckoil TeXHUKE W HETOOIICHKU CTETICHH OOIIECTBEHHOUN OMAcHOCTH, B
TOM YHCJIE OpPraHU30BAHHBIX (opM MPEAYCMOTPEHHBIX B HEH JESHHUIA,
I1EJIECO00Pa3HO M3JIOKHUTH B CICIYIONIEH PeIaKITuu:

«Cratest 327°. Tloamenka [OKYMEHTOB WM YIIAKOBKH JIGKAPCTBCHHBIX
CPEACTB WU MEIUIIUHCKUX U3CIIUM

1. U3roToBienue 3aBeJOMO MOAJIEIbHBIX JOKYMEHTOB 00 (hanbcudukanms
JTOKYMEHTOB Ha JICKAPCTBEHHBIE CPEACTBA WM  MEIUIMHCKHE  U3JETus
(pETUCTPAlIMOHHOTO  YJIOCTOBEpEHUs, cepTUdUKaTa WIM  JIeKJIapaludu O
COOTBETCTBHM, HWHCTPYKIIMM TIO MPUMEHEHUIO JIEKAPCTBEHHOIO IIpernapara |
MEUIIMHCKOTO U3/eJHs, PYKOBOJICTBA MO AKCILTyaTallM MEAMIIMHCKOTO U3JIEus),
B LIEJIIX UX UCIOJIb30BaHUS MO0 CObITA -

HaKa3bIBAIOTCA MITPadoOM B pazMepe OT MATUCOT THICSY 10 OJJHOTO MUJIJTMOHA
pyOJsield uiam B pasmepe 3apaOO0THOM IUIATHl WJIM MHOTO J0XOJa OCYXKJICHHOTO 3a
MEepPHOJI OT OJHOTO ro/ia 0 JBYX JIET, MO0 MPUHYAUTEIbHBIMUA paboTaMu Ha CPOK
JI0 TPEX JIET, JIMOO JIUIIEHUEM CBOOOIbI HA CPOK OT OJHOTO rojia 10 IIECTH JIET.

2. 3roToBneHne 3aBe10MO MOAACIbHON NEPBUYHON UM BTOPUYHON YHAKOBKHU
JIEKapCTBEHHOIO Mpernapara B IEISX WX UCIOJIb30BaHUs JUOO cObITA, a paBHO HX
banbcuduKkaius B TeX Ke 1esix -

HakasbIBalOTCs mTpadoM B pazMepe OT MATUCOT ThICSY JO OJHOTO MUJUIMOHA
pyOseit unu B pa3Mepe 3apa0OTHOW TUIAThl WM WHOTO JI0XOJa OCYXKJIEHHOTO 3a
nepuoj OT OJAHOTO ToJia 0 JIBYX JIET, IUOO MPUHYAUTEIBHBIMU pabOTaMu Ha CPOK
JI0 TpeX JIET, JIN0O JIMIIEHUEM CBOOOIbI Ha CPOK OT OJTHOTO TOfla /10 IIECTH JIET.

3. CoBepuieHue AESIHUM, MPEIYCMOTPEHHBIX YaCThIO TMEPBOM MM YACTHIO
BTOPOU HACTOSIILENU CTaTbU, OPraHU30BAHHOM IPYNITON —

HaKa3bIBaCTCs JIMIIEHUEM CBOOOABI Ha CPOK OT TpeX JET JO0 JAECSATH JIEeT C
JUUIEHUEM MPaBa 3aHUMATHCS ONPEETIEHHON AEATEIbHOCTBIO HA CPOK JI0 TPEX JIET.

4. Ncnonb30BaHUE 3aBEOMO TOAJCIBHBIX TOKYMEHTOB, MPEAYCMOTPEHHBIX B
YacTH MEPBOX HACTOSIIEH CTAThH, -

HaKa3bIBaeTCs MTpadoM B pa3zMepe OT MATHCOT THICAY O OJHOTO MUJIJTMOHA
pyOseit unu B pazMepe 3apabOTHOW TUIAThl WM WHOTO JI0XOJa OCYXKIEHHOTO 3a
Mepuoj OT OJHOTO rojia 10 TpPeX JIeT, MO0 MPUHYIUTEIbHBIMU padOTaMU Ha CPOK

JIO TISITH JIET, JIMOO JTUIIEHHUEM CBOOOIBI Ha TOT K€ CPOK.».)».

3axnouenue no020MmMoGIeHO CEKMOPOM Y20I08HO020 NPABA U KPUMUHOTIO2UU
UT'TI PAH ¢ yuemom 3ameuanuii u npeonodxcenuii 0.10.H., npog. C.B.Maxcumosa,
odoxkmopanma-cmadicepa HUI'TI PAH, xk.wo.n. K.A.Ymaposa, couckamens HITI PAH
A.B.Eeoposa u A.B.Cyxanosa



