CIIPABKA
0 MOATOTOBKeE NPOEKTA 3aK0HA (TOCTAHOBeHNs) 3akoHoAaTenbHoro CoGpanus OpeHOyprexosi
obsacTH

O npoexte penepansHoro saxoHa Ne 346344-7 «O BHecennu u3MmeHeHHi B Oenepas-
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CATITacoBdtite ¢ 3aHHTEPECOBAHHLIMH OPraHH3ALHAMH

HaumeHoBaHie OpraHn3anun DaMHJIHA ¥ HHHIHAJIbI Hara IHoanues
{pa3bopumnso) COrJIACOBAHUA
MpPOEKTA
[TepBHIH 3aMeCTUTEND PYKOBOAUTENA Epemenxo T.M.

amnapara 3akoHoxaTeasHoro CobpaHus
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HauMeHOBaHNe OPraHn3aLiy DAMILIHE M HHHUHATLI Jara IToanuce
(pa3bopuneo) COT/1acOBAHHA
npoexTa

I[TPUMEYAHHE. Ilpy nanuune 3ameuadui W npeanoxesnii caemyer nocle MOANKCH YKa3aTh «JaMevaHHsa H MpeanoMe-
HHA [IPHNAraloTeay. JaMeyYaHHA MPHIAraloTes K IPOSKTY IIOCTAHOBNEHNA (3aKOHA) C YKa3aHUeM JaThl ¥ MOANMCHIO,
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f Bxy-nokymeﬂmrpaccﬂomenmo‘na’-saCeannn-S*aROHonaTenLHoro Ccﬁpan‘m'ogymeémﬁn Chioeo6rna R
(aminus, WHUUHARE, AaTa)
Pazocnano:
B JJIEKTPOHHOM BHIE:

KoMHTeTy 3akoHojaTesbHoro Cobpanus o61acTH o 3ApaBOOXPAHCHHIO

Ha OyMaXHOM HOCHTEJIC:
Komutery ["'ocynapersennoit Jymsr ®eaepansHoro Cobpanua Poccniickoit denepanum no
TI0 OXpaHe 3[0pOBLA

Yrasanie Ha HeoGX0LHMOCTD ONYG/IHKOBAHMA NOKYMEHTA
IMepeuyeHb pacchUTKH XOKYMEHTA I yKasaiHe Ha HeofXomHMocTh ero ony6muxosanns noarorosmwi_Crniocobuna
C.A. — IIaBHBIA CHenuanucT oTAena 1o ofeclneueHHio AeATeNbEOCTH KOMHUTETa 3aKOHOAATENHHOrO

Cobpanus obaacTH 110 3ApaBOOXpaHeHHIO, T. 44 04 61
(dbampann, HHHLUATDL, ZOMKIOCTE H Nognnck pafoTuika annaparn 3axonoaatensnoro CoGpanun ofacTu)

Jata nocTynieHHA MPHHATOrO ROKYMEHT2 B YNpaBJeHHe OPraHH3aLMOHHO-A0KYMEHTAUHOHHOIO
obecnedenna H HHQOPMATIHIALNH annapata 3akoHogaTeasHoro Cobpanus o6nacri

oT paloTHHKA anmapaTa OT npencefaTens 3aK0HOAATEILHOIO ot I'yGepHaTopa obnacTn
3akonoaarensHoro CoGpanns Cobpanis obnactn
ofnacTH

OTtmerka 00 0TIpaBKe AOKYMEHTA NQ NIEKTPOHKOIT MouTe




3AKOHOJIATEJIBHOE
COBPAHHE
OPEHBYPI'CKOM OBJIACTH
IIECTOH CO3bIB
ITIOCTAHOBJEHHE

Ne

r. OperOypr
O npoekre themepansHOro 3aKo-
Ha Ne 346344-7- «O BHeceHHH
H3MeHeHull B @enepanpHelii 3a-
KoH «O6 oOparueHus rexap-
CTBEHHBIX CPEICTBY»

Paccmotpes npunsaTeiit ocynapeterHoit Tymoit ®enepansroro CobpaHus
Poccniickoli (enepanuu B I€pBOM YTEHMH MPOEKT (heepalbHOro 3aKOHa
Ne 346344-7 «O Buecenuu usmeneHuil B PenepansHblii 3akoH «O6 obpaleHun
JIEKapCTBEHHBIX CPEACTB», JakoHoHaTensHoe Cobpanue obnacTy

HIOCTAaHOBIAET:

1. OmoGpute mpoekT denepansHoro 3akona Ne 346344-7 «O BHeCEHHH U3-
MeHeHH# B QenepanbHEIi 3ak0H «O6 o6palleHUr JIeKapCTBEHHBIX CPENCTBY.

2. Hanpasuts nocranosienve B Komurer I‘ocy,napc*rBeHHon JyMe1 (De,ue-
pamsHOro Cobpanus Poccuiickoit @enepanuu 1o 0xpaHe 3AOPOBBA.

3. KoHTpons 3a HCIONHEHHEM JaHHOTO IOCTAHOBIEHHS BO3JOXKHTEL Ha KO-
MuTeT 3aKoHoAaTenbHOro Cobpanus 06M1acTH 10 34paBOOXPAHEHHIO.

4. HacToslliee mOCTaHOB/IEHHE BCTYAeT B CHILY CO JHS €ro IPHHATHS.

IIpencenarens 3aKOHONATENHHOTO
Cobpanns Openbyprcexoit o6aacTu C.i.I'paues



3AKOHOJIATEJILHOE COBPAHUE
OPEHBYPI'CKOH OBJACTH

Komurer o 3ApaBOOXpPaAHCHHIO
460015, r. Openbypr, Jom CoseToB, Ten. (3532) 44 04 61

OT Ne Ha Ne oT

SAKIIOYEHHUE
0 npoekTe QenepanbHoro 3akoHa Ne 346344-7 «O BHeceHHH H3MeHeHHMi B Dejte-
pansHbli 3aKkoH «O6 o6palneHNH JTeKapCTBEHHEBIX CPENCTBY

Qnobputh BrecTu nonpaBku
a) WICHOB KOMHTETA!

1. IllyxypoBa TaTbsaHa Onerosna
2. AGnpaxmaHoB Aytekceil PapHibeBuy
3. KasapmiukoBa TatbsiHa AleKceeBHA

6) npencenateneit (3amMecTHTENe} NpeaceaaTeNnei) KOMATETOB U KOMHCCHI
3axonogatensHoro Cobpanus obnactu:

No OamMunus, HHUIHAAIBI Onobputh BHecTH nonpaBku
/I |

1. | ABepbsiHoB I'.M. +

2. | Anxynos E.K. +

3. | AnukeeB A A. +

4. | EpmakoBa JX.A. +

5. | XKapxos A.H. +

6. | Moparumos H.P. +

7. | Kyrnnoscxkuii A A, +

8. | Xpomymmua O.H, o+

9. |IllBemuos A.B. +

Hacrosmpii NpoeKT 3akoH HaIpaBleH Ha yCTpaHEeHHe NpaBoBOM HeoIpe-
ACICHHOCTH, BO3HUKAIOILEH IIpK BBO3e aKTHBHOH (papManeBTHIeCKOl cy6cTaHIyu
AT TIPOM3BOJICTBA JIEKAPCTBEHHBIX IIPENApaToB, a TaK)Ke B UCKIIOYEHHH Iy6iH-
PYIOIINX ¥ M30BITOYHBIX MEXaHH3MOB KOHTPOJIS B paMKaX BeeHUs ToCyJapCTBEH-
HOT'O peecTpa JIEKapCTBEHHBIX CPE/ICTB,

B cootBercTBHM €O cT. 27 4. 1 ®epepansHOro 3akoHa «O6 oOpaweHuy Je-
KapCTBEHHbIX CPEJICTB» IOCIE PELIEHHS O MOCYJapCTBEHHON PETHCTPAIMM JIeKap-
CTBEHHOI'O IpeniapaTa B rOCYJapCTBEHHBIM peecTp JICKapCTBEHHEIX CPEACTB BHO-




CATCS MaHHEE 00 akTHBHOH (apMaleBTHYeCKOH CyOCTaHIMM, BXOAALIEH B COCTaB
JIEKapCTBEHHOTO IIpernapara. IIpy 3ToM B cOOTBETCTBHU ¢ CT. 45 4. 4 BhlleyKa3aH-
HOIO 3aKOHa I[IPOH3BOJCTBO JIEKAPCTBEHHBIX CPEICTB OCYILECTBIAETCS U3 aKTHB-
HEIX (papMaleBTHYECKHX CyOCTaHIMMM, BKIIOYEHHBIX B TOCYNApCTBEHHEIN peectp
JIeKapCTBEHHBIX CPELCTB.

TamosxeHHbIe opraHbl, ane/uIupys K 4acTi 2 craTeu 47 ®enepansHoro 3a-
koHa «OO0 oOpallleHNH JIeKapCTBEHHEIX cpencTs» TpeOyroT, YToGs akTHBHAs dhap-
MaleBTHIecKas cyOcTaHLus OblLIa OTAENBHO BKIIOYEHA B TOCYJApCTBEHHBIH pe-
€CTp JIEKAPCTBEHHEIX CpeACTB. [IpH 3TOM (hakT BHeceHHs akTUBHOH (apmaneBTH-
YeCKOH CyOCTaHIMH B COCTaBe JIEKApPCTBEHHOTO IIperapaTa B IOCYIapCTBEHHBIH
peecTp JIeKapCTBEHHEIX CPEICTB He paccMaTpHBaercsi MMM Kak TpeOOBaHHE BEI-
TIOJIHEHYUS JAHHOIO 3aKOHa.

Bumecre ¢ TeM, eIHHCTBEHHOE OTIIMYHMe aKTUBHOH ¢(papMalleBTHUECKOH cy6-
CTAQHIHM B COCTaBe JECKAPCTBEHHOIO IpenapaTa OT OTAENLHOM akTHBHOMU (hapMa-
LIEBTHYECKOH CyOCTaHIMH 3aKI04aeTcs B TOM, UTO craThell 34 QemepanbHOro 3a-
koHa «O0 obpaleHny IeKapCTBEHHEIX CPEJICTB)» YCTAHOBIEH CIIELUANBHEIM [Ops-
IOK BKIIFOUEHHS MX TOCYAApCTBEHHBIN peecTp JIeKapCTBEHHEIX CPEJICTB.

ITprt 5TOM aKTHBHaA (hpapMaleBTHYecKas CyOCTaHLMs MPH IPOBEIEHUH JKC-
IIEPTH3EI JIEKAPCTBEHHOIO lIpenapaTa, B COCTaB KOTOPOT'0 OHAa BXOJAKT, M OTHEINb-
Hasl aKTMBHAs (apMaleBTHYecKas CyOCTaHIIMs IPOXOAAT OAUHAKOBYIO SKCIIEPTU3Y
Ka4ecTBa.

B HacTosImee BpeMst IPOM3BOAUTEIIN IEKAPCTBEHHDIX CPENCTB B LENAX BBO-
3a (hapMaleBTHYECKHX CyOCTaHLM MIA IPOH3BOACTEA JEKAPCTBEHHBIX Mperapa-
TOB BBIHYXXIEHBI IIPOBOJUTH IKCIIEPTH3Y KauecTBa aKTHMBHOM (apMalleBTHYECKHX
cybcTaHuuid CHaYajla B COCTaBE JIEKAPCTBEHHEIX IIPENAPATOB, 4 3aTeM IIPOBOJMTE
JIOTIOJIHUTENIBHYIO 3KCIIEPTU3Y KaueCTBa OTAENBHO II0 KaXKIOH aKTHUBHOM (apma-
IIeBTUYECKOH CyOCTaHIMMA, MOATBEPXKIAs T€ K€ BBIBOIEI 3KCIIEPTOB, YTO OBLIH
CHIENaHbl IIPH IKCIEPTH3€ JIEKapPCTBEHHBIX IIPENapaToB B OTHOIIEHMK axTHBHOM
(bapManeBTHIECKHX CYOCTaHIIMIA.

JU1s OTeYeCTBEHHBIX IPOU3BOAUTEINEH 3TO CYIIECTBEHHEIE HOMOIHUTENbHEIE
(HHAHCOBEIE 3aTpaThl Ha KXIYI0 TaKylo (apMaleBTHYecKylo CyGCTAaHIMIO, a
TAKXE 3HAYUTENBHEIE IOTEPH BO BPEMEHH, UTO CYLIECTBEHHO 3aMeUISET H YAOPO-
KaeT NpolLecc HMIIOPTO3aMEISHHS, '

JTO NPUBOXUT K JUCKPMMHUHAIMK OTEYECTBEHHEIX NPOM3BOAUTENEH, SHAUH-
TEJIIBHO YBEJNHYHBAET CPOKH ¥ ce6ecToMMOCTh roToBoiM mpoxykuuu. Ilpu 3ToM
MHOCTPaHHBIM IPOUSBOJUTENSM JOCTATOYHO 3apErMCTPUPOBATH B TOCYAApCTBEH-
HOM PEeecTpe JIeKapCTBEHHEIX CPEJNCTB FOTOBEIH JIeKapCTBEHHEIHM IIpenapar - Heol-
XOIMMOCTH BO BHECEHHH B I'OCYHApCTBEHHBIH PEECTp JIEKAPCTBEHHEIX CPEACTB
CBEJICHYH O (apMaleBTHIECKUX CYOCTAHLMAX, BXOAAIMX B €r0 COCTAaB, Y HHO-
CTPaHHBIX MPOU3BOAUTENEH OTCYTCTBYET.

Taxoe monosxenne GnarompuATCTBYeT pasMeICHHIO HPOM3BOACTBA JeKap-
CTBCHHEIX CPEICTB 3a npenenamu P®, me cnocobcTByeT ycmeImHoM peanm3amig
IIPOrpaMMbl IMIIOPTO3aMeleH .

B nensx ycrpameHHs RaHHOM Kpaline HeraTHBHOM IS OTE€YECTBEHHOTO




IPOU3BOAUTENS CUTYALMH 1 YCTPaHeHUs H30BITOYHOM aIMHUHHCTPATHBHON Hpolie-
AypHl NaHHBIM 3aKOHOIPOEKTOM IIPEIaraeTcs ONpeAeNnTh, YTO aKTHBHAA (apMa-
LIEBTHYECKas CyOCTaHLIMA CYMTaeTCs BKIIOYEHHOMN B TOCYNAPCTBEHHBIN peecTp Jie-
KapCTBEHHBIX CPEACTB ¢ MOMEHTAa BKIIIOUEHHS B HaHHOM PEECTPe JIEKApCTBEHHBIX
CPeACTB JICKAPCTBEHHOIO Ipelapara, B COCTaB KOTOPHIX OHAa BXomuT. IIpm 3ToM
JaHHOE MPaBHIIO IPUMEHAETCH [IPH NPUOOpPETEHNH, BBO3E 1 HHOM HUCIIONE30BaHUH
TaKuX $apMaleBTHYECKUX CYOCTAHIMH HCKIIOYHTENBHO JUIsl ieieit IIPOU3BOACTBA
JIEKApCTBEHHEIX IIPENapaToB, B COCTAB KOTOPhIX OHH BXOJIAT.

JIaHHBIH 3aKOHOMPOEKT ITO3BOJIUT YCKOPUTH BEIBOJ| OTEYECTBEHHBIX JIEKap-
CTBEHHBIX IIPENapaToB HA PBIHOK B paMKaX HMIIOPTO3aMelleHHs, OyeT CIocos-
CTBOBATb CHIDKEHHIO LIEHBl HA WHHOBALIMOHHBIE M HOBBHIE JIEKAPCTBEHHbIE MIpemna-
paThl, CHU3UT AIMHHHCTPATUBHYIO HArpy3Ky Ha OT€YECTBEHHOIO IIPOU3BOAKTEIS.

YKa3aHHBIH IPOEKT (DeZepalbHOro MPHHST B IIEPBOM YTEHHUH.

C y4yeToMm M3)10XXeHHOro KOMHUTET 3axoHoAarensHoro CoGpanus o6IacTH 1o
3apaBooxpaneHuio pekomenayer OJOBPUTD yka3anHEI HpoeKT QenepatsHOro
3aKOHa.

IIpencenarens xoMuTETA T.O.Iykypopa



INnct pPe3ynbTaToB cornacoBaHuUA

L —
aronoeroK o] coFﬁacoaaHnu npoekta ®3 Ne 346344-7 [ 0 BHECEHUK M3MEHBHUM
B ®epepanbHbtit 3akoH «O0 00paweHn NeKkapcTBeHHbIX CPeacTBy,
MNoanuck LWyxyposa T.0., Mpeacenaren komureta, KomuTeT no
3APAaBOOXPAHEHUID
WHuumaTop CnocoGuna C.A., MnaBHbi cneynanuceT, OTAeN No opraHu3auuu
: AeATENbHOCTH KOMUTETA N0 34paBOOXPAHEHKID
WenonHutene CnocoGuna C.A., MnaBHbiii cheynanuct, OTAeN no opraHK3auuu
AeATeNbHOCTH KOMUTETA NO 34pABOOXPAHEHUIO
Tun cormacoBaHMs MapannensHoe
Cpok cornacoBaHuA 20.,03.2019
flaTa Hayana npouecca 18.02.2019 16:50

[aTa okoH4aHKWA npouecca 19.02.2019 09:23

KommeHTapuu nHMumMaTopa

Bu3a IHonxHocTh ®.N.0. Harta u Bpems
Cornacex [ lpeacenavens komuteTaAsepbanos .M. 18.02.2019 16:04
CornaceH Ilpencenatens KommeTa]Anxynoa E.K. 18.02.2019 17:04
Cornacex [lpeacesarens koMuTeTaAHMKeeB AA. 18.02,2019 17:01
Cornacen peacenaTtens komutTeTaEpmMakosa XA, 19.02.2019 09:20
Cornacex INpencepaTens komuteTapKapkos A.H. 18.02.2019 16:52
Cornacex lpeacepaTens komuretaGparumos H,P, 18.02.2019 17:29
[Cornacex IpepcepaTent KOMUTETAKYHNUNOBCKUI A.A. 19.02.2019 09:21
Cornacen [pepcesatens KomutetaXpomywura O.H. 18.02.2019 16:56
CornaceH INpepcepaTens KOMMTeTa].LIBeuOB A.B. 18.02.2019 17:43
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I'OCYIAPCTBEHHAA TYMA
OEJEPAJIBHOI'O COBPAHUSA POCCUMCKOW ®EJEPALIAU

CEJAbBMOTIO CO3EIBA

HOCTAHOBJIIEHHE |
TOCYIAPCTBEHHOU VMBI

O npoexre denepansroro 3akoHa Ne 346344-7 «O BHeceHHH H3MeHeHHH
B Menepanbublii 3aKkoH «00 00panieHHH JleKapCcTBEeHHBIX CPENCTBY

locynapcreennast [Jyma  @enepansHoro Cobpamus  Poccumiickoit

®eneparii nocTaHOBASAET:

l.IlpuBaTs B [NEpBOM YTEHHH [IPOEKT cpe,uepaﬂmoro 3aKOHAa
Ne 346344-7 «O precennu uaMmeHeHu# B DenepansHpli 3akoH «O0 oOpameHHn
JIEKAPCTBEHHBIX CPEJICTB», BHECEHHBIA NemyTaTamu I ocymapcTBeHHOH Jlymsl
H.A.Mopozopeiy, A.3.QappaxoBsiM, A.JLTlerpossiv, H.T.AHTOIUKHHEM,
A.B.Bacunenxo, K.I.Cupuuenko, A.B.Kanuuenko, E.A.Brtopsirusoii,
N.3.buxbaeBriM, HO.B.Ko63eBbIM, B.C.Ckpyrom, E.A.Cepriepoym,
M.B.I'yneBckum, H.A.YepuseBotii, P.K.XycrynmuHEIM, W.B.Bennx,
A.B.KaHaeBbIM, P II1. XaitpoBeIM, N.C.MHUHKHHbIM, M.M.bapueBbiM,

@.I'I'anuesem, T.B.Conomatuno#t, A.B. Jlamaunosemv, A.M.IleTpoBnim,

oCnacTk

Annapart 3aKoHOAaTeNbHOro
CoBpanmue OpeHOyprcKoi

«ﬁﬁ ﬂg zﬁﬁg Ngag'_a gd—g




P.A.A3uMOBEIM, . X .3uHHYypOBBIM, H.B.I'oBopunsiM, A.A.KyBbIuKo,
AT Kob6unepriM, B.B.CemusepctoBeiM, A.H.Tkauesrim, B.W.CunAroBcKHM,
B.H.IlnotrukoBeiM, M.E.CrapmunossiM, E.B.JIlynenoBbiM, 3.J1.I'exkueBniM,
A.B.XapxoselM, A.B.MarpamoesiM, H.B.Hazaporoit, B.B.3y0apesnin,
B.M.Adouckum, H.ILCapuno#t, M. T.IamxuesciM,  B.IL.Bomonanxum,
T..®ponosoi, H.H.[Tumoc, B.B.Cyb6oTtowM, [".K.Cagapanuenrim,
M.C.I'amxiaeBEIM, B.A.ENBIKOMOBBIM, P B.KapmaszuHoi, A.ATerra,
E.B.Kocsanenko, E.B.bommapenko, A.H.KpacmomrtanoseiM, H.I .BpBIKHHEBIM,
O.A Bbonuaps, B.M.MupoHOBOii.

2. HanpaBuTe  yKazaHHbBIM  3axoHoupoekT [Ipesupenry Poccuiickoit
®epepand, B Coser ®epepamuu Denmepansroro Codpanus Poccuifckoit
Qenepallvy, KOMUTETEI %} KOMHCCHH FocynapcTeenHOR JyMEL,
Bo ¢pakurd B [ocymapcteenHod [Hyme, B [IlpaButensctBo Poccuiickoit
Depepaluy, 3aKOHONATeNEHEIE (IPEICTABHTENEHBIE) OPratbl roCYAapCTBEHHOH
BlacTH cyobexToB Poccuiickoi Penepanny.

Y CTaHOBHTE, UTO MONPABKH K YKAa3aHHOMY 3aKOHOINPOEKTY HAllpaBIITIOTCA
B Komurtet 'ocynapcTBennoi dymel 10 oxpane 370pOBbA B TPUAUATHAHEBHEIH
CPOK CO THA NpUHATHS HacTosmero [locTaHOBIEHNUS.

3. Komurety T"ocynapcteennoit JIymel no oxpane 310poBbsi ZopaboTaTh
YKa3aHHBIH 3aKOHOMPOEKT ¢ YYETOM NOCTYIIHMBIIMX ITONPABOK M BHECTH €ero

Ha paccMmorpeHre ['ocynapeTBeHHOM JlyMBl BO BTOpOM YTEHHH.



(WS

4. Hacmamee ITocTanoBneHue BCTYIIA€T B CUITY €O OAHA €ro IIPpUHATHSA.

Ilpencenarens I'ocynapcTBeHHOW,
®enepansroro Cobpanusd

Poccuiickoit Qepeparun B.B.Bononux

MockBa
14 deppans 2019 ropga
¥ 5717-7 T}



Brocurea nenyratamy locynapersennofi ymsl J1A. MopososeiM, A.3.(appaxoBrIM, l}.ﬂ. Terpopriv,
H.T.Antowxnueiv, A.B.Backnenko, K.I.Cronnerro, A.B.Kanuuenko, E.A.Bropirisodi,
W.3.BuxGaepniv, 10.B.KoGaerrm, B.C.Cxpyrom, E.A.Cepnepom, M.B I'ynercknm, H.A.UepHseroii,
P.K. Xycuynunen, U.B.Besmix, A.B.Kanaesrim, P Xaitpoeei, H,C.Munknasm, M.M.Bapucsbim,
&.I'lanuesrim, T.B.ConomaruHoit, A.B. lamandosstm, A.M.ITetpobeiv, P.A, AzumoBb,
H.X.3unnypoebiv, H.B.T'opopnubiv, A A Kyssmko, A KoGinesrm, B,B.Cennseperonniy,
A.H.Txaueprm, B.M.Cunarosckum, B.H.IInothukossM, M.E.CTapuHOBLIM, E.B.illynenonein,
3.L.lexkueBtiv, A.B.apxkonwim, A.B.Marpamoeem, H.B.Hasaposofi, B.B.3y6apeneiM, B.H. Adotickum,
H.ILCansnnofi, M.T.I'amunesein, B.IT.Boponaukum, T.W.Gponoeoti, H.H.ITumtoc, B.B.Cy66oToM,
I".K.Cadrapanuesbim, M.C.Tamxnesbis, B.A. Enpiconmosein, P.B.Kapmasunoii, A.A.Terra,
E.B.Kocaneuxo, E.B.Bonnapenxo, A.-H.Kpachowranossm, H.I . Bpbikanbiv, O.A.Founape,

B.M.Miuponosoii- .
ITpoexT Ne 346344
OENEPAJIBHBINA 3AKOH

O BHeceHHH M3MeHeHMIl B Denepaabuelii 3aKoH
«006 o6pamennu exapcTBeHHLIX cpeacTB»

Cratea 1

Brectn B ®eziepannHbIf 3akoH o 12 ampenst 2010 roga Ne 61-®3  «Q6
OOpaIleHNH: JIeKAPCTBEHHEIX CPEICTE (Cobpanme 3axoHomaTenscTea Poccwiickoii
Depeparmu, 2010, Ne 16, cr. 1815; Ne 31, ctT. 4161; No 42, cr. 5293; Ne 49, ct. 6409;
2011, Ne 50, et. 7351; 2012, Ne 26, c1. 3446; Ne 53, cr. 7587; 2013, Ne 27, cT1. 3477;
Ne 48, cr. 6165; 2014, Ne 11, cr. 1098; Ne 43, cT. 5797; Ne 52, cr. 7540; 2015, Ne 10,
cT. 1404; Ne 27, ct. 3951; Na 29, cT. 4359, 4367, 4388; Ne 51, cr. 7245; 2016, Ne 1,
CT. 9; Ne 23, cT. 3287; Ne 27, cr. 4194, 4238, 4283) creayromye W3MeHEHI:

1) pononemTs crarsio 33 myrkTom 1 CIIEAYIOLIETO CONEPIKAHMA:

«1l. ®apMmareBTHYECKHE CyOCTaHIMK, BXOISIIME B COCTAB JIEKapCTBEHHOTO
TIPenapara, CIMTAIOTCS BKIFOYSHHEIMH B TOCYNapCTBEHHLIN PeecTp JeKapCTBEHHEIX
CPEICTB CO JHA TDHHATHS® DENIEHHS O TOCYJAapCTBEHHOM PETHCTPAIMH TAKOTO
JIEKaPCTBEHHOTO IIpeNapaTa B CIydae IpHoOpeTeHns, BRO3A B HHOIO HCIIONIH30BAHMS
YKa32HHEIX  (apManeRTHYECKHX Cybcranmmit HCKIIIOYHTENIBHO JId  Ledneit
IIPOM3BOJCTBA JIeKAPCTBEHHBIX IPENIAPaToB, B COCTAR KOTOPBIX OHH BXOJST. ),

'2) IyHKT 4 cTaTEK 45 H3IIOXKHATE B CIIeAYFOIIEH perakimu:

«IIpu IPON3BONCTRE JIEKapCTBEHHBIX CpPelCTB HCIIONB3YIOTCH
apmanepTHdeckme CyGCTAHIMM, BKIIOYEHHELR B TOCYIapCTBEHHBI peectp
JICKapCTBEHHBIX CpEeACTB, 34 HCKIFOYCHUEM tapManeBTHYeCKHX CyGCTaHIMmi,
HPOW3SBOMMEIX IUT NPOBENEHHS KIMHWYECKHX UCCIEI0RAHMM B U 3kcnopra. He
AOIYCKACTCA MCIONE30BATh (hapMalleBTHIecKie cybGcTaHImH, ykasaEHER B gacTH 1
CTATBH 33 HACTOAMIEro ®enepantHoro 3aKOHA, IIpU JIPOM3BOACTBE JIEKAPCTBEHHEIX
TIpENapatoB, B COCTaB KOTOPEIX 3TH (apManeBTHdecKue cy6cranmun He BogsT. K
TIIpoLecCy mpOM3BO/CTBA (hapMalleBTHYECKO CYGCTAaHIEN OTHOCHTCS TOOkIEe CTamHu

TEXHONOTHIECKOTO  IPOLIECCa, IO3BOISIONIHE NOIYy9WTh TCOTOBBIH IIPOIYKT,
COOTBETCIBYIOMMI TpebopanmaM (apmaxomeiinoi CTaThH.»;

3) B cTaThe 57 HANMEHORAHME M3IIOKHTE B ClIeNyIOMEH penakImm;
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«Crarps 57. 3anpemerne npogaku barscHGHIHPOBAHHEIX JIEKapCTBEHHBIX
CpencTs, HeJOoOpOKA9ECTBEHHHIX JIEKAPCTBEHHBIX — CpPEACTB, KOHTpahaKTHEIX
JICKApCTBEHHBIX CPEJICTB, a TakKe OTHENBHBEIX BHEOB ()apMaLEeBTHEECKHX
CyOCTaHI@M, BKIIOYEHHEIX B FOCYapCTBEHHELH peecTp JIEKApCTBEHHEIX CPEJICTEY;

4) Crareto 57 mocne cloB «KOHTpa(aKTHEIX JIEKapCTBEHHEIX CPEACTB»
AOIONHHTE CIIOBAMH «, a TAKKE (apMaleBTIIeCKHX CyGCTAHIIMH, BKIIOYEHHEIX B
TOCYAapCTBEHHEIH PECCTp JIEKAPCTBEHHEIX CPENCTB B KAYECTBE (hapMaleBTHUCCKHX
CyOcTaHImH, BXOAAIHX B COCTAB JIEKAPCTBEHHOTO npenapara, HO IpUOOpeTaEMBIX
HE U1 Lenell IPOX3BOACTBA JIEKAPCTBEHHEIX IIPEMApaToB, B COCTAB KOTOPEIX OHH
BXOISATY.

ITpesunent
Poccuiickoit depepanun




HNOACHHUTEJIBHAS 3AITUCKA
K poeKTy ¢enepaiboro 3akona «0 BHECeHHN H3MeHEeHHI B Depepanbupii

3aKoH «00 obpalleHuH JiekapCTBeHHbIX cpeacTs»

IIpoext dienepansHoro 3axona «Q BHECEHMM H3MeHEeHWH B denepannHeii
3akoH «O0 ofpameHn# IeKkapcTBEHHBIX CPEACTB» IOATOTOBIEH B IENAX
YCTPaHCHMs IPaBOBOH HEONpEZENeRHOCTH, BOSHUKAIOINEH NPX BEO3E AKTHBHOM
(hapmareBTHYeCKOl CyOCTAHIMHE s npduaBonCTBa JIEKapCTBEHHBIX IIPENapaToB,
4 TaKKe B UCKIIOYEHHH TyOIMPYIOMMX H M3GEITOUYHEIX MeXaHH3MOR KOHTpOJIL B
paMKax BEJ/ICHHA TOCY JapCTBEHHOIO PeeCTpa JIeKapCTBEHHEIX CPE/ICTB.

B cooteercremu ¢ cr. 27 u. 1 ®@epepansHoro 3axoHa «O6 obparnennu
JIEKAPCTBEHARIX CpEeJICTBY TOCJIe DEeIIeHUs O TOCYNapCTBEHHOM perHcTpaumu
JIEKapCTBEHHOTO Mpernapata B rOCYAapCTBEHHEIN PEECTp NEKAPCTBEHHBIX CPENCTB
BHOCATCH JAHHEIE 06 AKTHBHOM (apmanesTHIeckoll cy6cTaHIuH, BXOJSINEH B
COCTaB JCKapCTBEHHOro npemnapara. IIpu aToM B cooTBeTcTBHM ¢ or. 45 4. 4.
BHITIEYKa3aHHOTO 3aKOHA IPOH3BOJICTEO JEKapCTBEHHEIX CPEMICTB OCYIIECTBISSTCS
M3 aKTHBHEIX (hapManeBTHIeCKUX cyGCTaHIHM, BRIIOYEHHEIX B roCyAapCTBeHHEIH
PeecTp NeKapCTBEHHEIX CPEJICTB.

Tamoxennsle oprausl, aneuEpyd K 4acTH 2 crared 47 -(I)e;(epam,Horo
3akoHa «OO6 obpalneHyn JNeKapCTREHHEIX CPeACTBY» TpedyioT, YTOOHI aKTﬁBHaa
thapMaueBTEIecKas CyGCTAHIMS GEUIA OTIENBHO BKIIOYEHA B roCcyJapCTBEHHEIH
PEeCTp JICKApCIBEHHEIX cpeAcTB. IIpm 3T0M ¢akT BHeceHMs aKTHBHOlM
bapmaneBTHYeCKOE CYGCTAHUMM B cocTase JIEKapCTBEHHOI0 Ipemapara B

TOCYAapCTBEHHBIN PEECTp JIeKAPCTBEHHEIX CPECTR He PacCMaTpHBaeTCa HMM Kak

TpeGoBaHHe BEIIOHEH A TAHHOrO 3aK0Ha, ~ —~— —

Bmecte ¢ TeM, emmHCTBEHHOe oOTIMUEE aKTHBHOM (apMarteBTHYECKOM
cyGcTaHIUM B cocTase JIEKapCTBEHHOTO MPemapara OT OTHAEHBEHON AaKTHBHON
dapMmaneBTHYecKoM CyGCTaHOMM  3aKmiouaeTcs B TOM, 4YTO cTateeil 34

DenepansHoro 3akona «06 ofpameHus J1eKapCTBEHHEIX CPEeACTBY YCTAHORIEH
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CIICIIWANBHEIN MOPANOK BKMIOYEHHs HX TOCYNapCTBEHHEIN peecTp IeKapCTEEeHHEIX
CpEACTB. |

Ilpn sToM axTMBHas ¢apManeBTHIeCKad CyGCTAHIMS TpPH POBEHEHMH
OKCIISPTH36l I€KapCTBEHHOTO Ipemapara, B COCTaB KOTOPOTO OHA BXOAHT, H
OTAeNBHAd aKTHBHas (apManeBTHUecKad CyOCTAHIMA IPOXOZAT OJMHAKOBYIO
5KCHEPTH3Y Ka9eCTBa.

B HacToslee BpeMd NpPOM3BOJMTENK JEKADCTBEHHEIX CPEACTB B LIENAX
BBO3a (ApMalEBTHIECKAX CyOCTaHIMH [ NPOH3BOACTBA NEKAPCTBEHHEIX
NpenapaToB  BEIHYXKIEHEL IIPOBOOWTH OKCHEPTH3Y KayecTBa  AXTHBHOM
(hapManieBTHIECKUX CyGCTAHIMMN CHAaYaNa B COCTABE JEKAPCTBEHHBIX IIpenaparos,
a 3aTe€M NPOBONTE NONOMHUTENBHYIO SKCIIEPTHIY KAa4eCTBa OTHENLHO 10 KaIOH
aKTHBHOHM ¢apmarieBTHdeckod CyGCTaHUME, TNOATBEPKIA® T e BEIBOIEI
OKCHEPTOB, 4T0 OBUIM CHeNaHbl MpH SKCIEpPTH3E JIEKaPCTBEHHBIX TPEIIAPaToB B
OTHOILNEHWH aKTHBHOH (apMaleBTHIeCKMX CyOcTaHIuiL.

JU15 OTEYeCTBEHHBIX IIPOM3BOAUTENEH 5TO CYIIECTBEHHEIE NOTOTHHTeIbHEIE
(huHaHCOBEIE 3aTpPaTHI HA KaXKIYI0 TAKYIO ¢bapManeBTHYECKyI0 CyOCTaHIMIO, a
TalOKe 3HAYUTCJIBHEIE IIOTEPH BO BpPEMEHH, 9TO CYINECTBEHHO 3aMemIieT M
YZOPOXaeT MPOLECC UMIIOPTO3aMEIICHHA.

JT0 INPUBOEUT K MAUCKPMMHMHANWH OTEYECTBEHHEIX TIPOH3BOZMTENEH,
SHAYWTCNIEHO YBEIMIHBAET CPOKH M Ce0eCTOUMOCTh roToBoif mpoxykruu. Ilpm
9TOM  HHOCTPAHHEIM NPOM3BOAWTENSIM JOCTATOYHO 3aPETHCTPHPOBATH B
TOCYHapCTBCHHOM DEECTpe JCKAapCTBEHHBIX CPEICTB TOTOBBIA JE€KAPCTBEHHEIH
IpenapaT - HeoOXOZMMOCTH BO BHECEHHH B TOCYJAPCTBEHHEIH peecTp
JICKApCTBEHHBIX ~ CPEACTB CBeleHHA o0 (apMalleBTHYECKHX CyGCTaHIEsX,
BXOIAIIX B €T0 COCTaB, Y HHOCTPAHHEIX IPOH3BOJUTENCH OTCYTCTBYeT.

Taxoe monoXeHWe GUATONDHATCTBYET —pasMEINeHHIO IIPOA3BOACTBA
JICKApCTBEHHBIX CpPECTB 3a mpefenamu P®, me cmocoGersyer yememnod
peanu3aliy NporpaMMhl AMIIOPTO3aAMEIIEHHS.

B nensx ycrpamenus pmaHHOM KpaiiHe HETAaTHBHOM I OTE4eCTBEHHOIO

NIPOM3BOJATENIT CHUTYalMH M YCTpaHeHHs H30BITOYHOH amMuHHC UBHOI
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TIPOLICAYpE! AHHBIM 32KOHOMPOEKTOM TPENJIAraeTcs OIPEAENNTh, YTO aKTHBHAS
(hapMmaneBTHYeCKaT Cy6CTaHIES cumTaeTcs BIIIIOYEHHOM B roCyAapcTBEHHbI
PEECTp JICKAPCTBEHHEIX CPEICTB C MOMEHTA BKIIOYEHHS R JaHHOM peecTpe
JICKAPCTBCHHEIX CPE/CTB JICKAPCTBEHHOI'O IpENapara, B COCTap KOTOpPEIX OHa
Bxozut. Ilpn stoM maunoe mpasmno mpumensercs IIPH IPHOOpPETEeHUH, BBO3E M
HHOM HCTIOB30BAHMM TaKKX (apMalleBTHYECKHX CyGCTAHIM HCKITIOYHTENEHO
ANA LeNeH [POU3BOACTBA JEKAPCTBEHHEIX IPETNapaToB, B COCTAR KOTOPBIX OHH
BXOJAT.

HJaHHEIR 3aKOHONPOEKT MO3BONUT YCKODHTb BEIBOJ OTEYECTBEHHEIX
JIEKAPCTBEHHBIX NPEApaToB Ha PHHOK B paMKax HUMITOPTO3aMeIIeHns, Oyaer
CTIOCOOCTBOBATE CHIDKEHMIO LEHBI HA HHHOBAIHOHHEIE 1 HOBBHIE JIEKAPCTBEHHEIE

penaparel, CHU3UT aIlMIf_IHHGTpaTHBHYIO Harpy3Ky Ha O0Te4YeCTBEHHOro

TIPOU3BORUTEIA.

A., iy



(DHHAHCOBO-BKOHQI\HI‘[ECKOE OBOCHOBAHMHE
K NpoeKTy (hefepannnoro 3akona «O BHeceHNH M3MeHeHHi B ®enepansublii 3axon

«006 o0paureHnn JexapeTBeHHBIX CPEACTB»

Ilpunste npoexta denepansHoro 3axoma  «O BHECEHUH W3MEHEHHT B

OenepansHpii 3akoH  «06 OOpailleHNH  JIeKApCTBEHHEIX CpencTe» He morpeGyer

AOTIOTHHTENLHBIX PACXOLOB 32 CUET GHOAKETHEIX aCCHTHOBARMIL henepansroro Gromxera.



IIEPEYEHD
3akoHoB Poccmiickoii ®eepanun u 3akonos PCOCP, penepanbarnix

KOHCTHTYUHOHHBIX 3aKOHOB, thelepajLHLIX 3aK0HOB H HHEIX HOPMATHRHLIX

npaBoBbix akToB PCOCP 1 Poccniickoii Mexepamun, MOAJIEZKANHX NPH3HAHUIO

YrpaTHBmMIHMH CHJIY, ITPHOCTAHOBJICHHI0, H3IMEHEHHIO HiIH IMIPHHATHIO B CBA3M C
IIPHHATHEM NpPOEKTa tl)e,uepa.nbnoro 3axoHa «0 BHeceHHH H3MEHEHHH B

Denepannubtii 3axon «O6 oSpamenun JEKAPCTBEHHDIX CPEACTB)

Ipueatwe npoexta denepamsHoro saxoma «O BHECEHHWH H3MEHEHMiI B

DeneparbHail  sakoH «O6 OCpaIeny:  JeKapCTBeHHEIX CPEACTB» He noTpebyeT

NPUSHAHKA YTPATMBIIMMM CHIY, NPHOCTAHOBNEHWH, M3MEHEHHS WM IPHEATHS aKTOB
denepatszoro 3aKOHOZATENLCTRA.




