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TOCYIIAPCTBEHHAS JIYMA
®EIEPATIBHOT'O COBPAHUS POCCHUCKOY OENEPALINY
CEOBMOT'O CO3BIBA

IIOCTAHOBJIEHUE
TOCYIAPCTBEHHOM VMBI

O npoexTe penepaabHoro 3axona Ne 231634-7 «O BueceHuM U3MeHeHUH
B ®enepanbHblii 3aK0H «O0 00palleHHH TeKapPCTBEHHBIX CPENCTBY

Tl'ocynapcreennas Jlyma @epepamsnoro CobOpanus  Poccuiickoit

Denepallii NOCTAHOBIAET:

1. IlpuHATE B ©EpBOM YTEHUH IIPOEKT QelepalsbHOro 3aKOoHa
Ne 231634-7 «O Brecennu usmeHeHult B @enepanpueli 3axoH «O6 obpamenun
JNEKapCTBEHHBIX  CpPEAcCTB», BHeCeHHBIM IIpaBurensctBOM  Poccuiickoit
denepauuu.

2. HanpaBute ykasaHHBI 3akoHompoekT [Ipesunenty Poccuiickoit
@enepauyy, B Coer Pepepaumnm DepepansHoro Cobpanus Poccuiickoi
Qenepauyy, KOMUTETH M Komuccud I'ocymapcreeHHo¥ Jlymsbl, BO (pakiuu

B locynmapcrBennoit [lyme, B IlpaButensctBo Poccuiickoii Penepamum,




3aKOHOJATeNbHbIe (IIpedCTaBUTENbHbIE) OpraHel TOCYJApCTBEHHOHW BJIACTH
cyobexroB Poccuiickot Denepaliuy.

VY CTaHOBUTE, YTO ITONPABKU K YKa3aHHOMY 3aKOHOIIPOEKTY HaIlpaBIIsAIOTCs
B Komuret I'ocynapcrsenHor JlyMmpl 110 0XpaHe 3[0pOBbs B TPUALIATHIHEBHBIA
CpPOK CO JIHS NPUHATUS HacTosiero IloctanoBneHUs.

3. Komurety I'ocymapcrBenHo# J[yMBl o OXpaHe 370pOBbsi D0pabOTaTh
yKa3aHHBIH 3aKOHOINPOEKT C Y4YeTOM IOCTYNMBIUMX IIONPaBOK KW BHECTH €ro
Ha paccMoTpeHue I'ocynapcTBeHHO# JIyMBl BO BTOPOM YTEHUH.

4. Hactosmee [locTtanoBenne BCTYIIAE€T B CUITY CO JJHA €I'0 IPUHATHA.
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OenepansHoro Cobpa
Poccuiickoit @enepany
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Brocurcs [IpaButenscrsom
Poccuiickoit @enepanum

ITpoexT

A~ 281634 -4
®EJEPAJIBHBIN 3AKOH

O BHecennu nzmeHennii B MegepanbHblii 3aK0H
"00 ofpanieHHH JeKapCTBEHHBIX cpeacTB'

Crartba 1

Buectu B @epnepanbHblii 3akoH oT 12 anpens 2010 roma Ne 61-®3
"O6 obpamenun sekapcTBeHHBIX cpenctB” (CobpaHue 3akoHOIATENHCTBA
Poccuiickoiit @epepamun, 2010, Ne 16, cr. 1815; Ne31, cr.4161; Ne42,
cT. 5293; Ne 49, ct. 6409; 2011, Ne 50, ct. 7351; 2012, Ne 26, cr. 3446; Ne 53,
ct. 7587; 2013, Ne 27, c1. 3477; Ne 48, ct. 6165; 2014, Ne 11, ct. 1098; No 43,
ct. 5797; Ne52, ct.7540; 2015, Ne 10, crt. 1404; Ne27, ct.3951; Ne29,
ct. 4359, 4367, 4388; Ne 51, c1. 7245; 2016, Ne 1, ct. 9; Ne 23, cr. 3287; Ne 27,
cr. 4194, 4238, 4283) cnemyromue n3MEHEHUA:

1) craThio 4 HONONHUTH MyHKTaMu 56 - 58 cnenyroiiero coaepxaHus:

"56) cuctema MOHUTOPMHIA JBW)XEHHs JIEKAPCTBEHHBIX IIpenaparoB
IS MEAWIMHCKOrO TpUMEHEeHMs - (QemepanbHas rocyJapcTBeHHasl

HH@OPM&HHOHH&S{ CHCTéMa MOHHMTOpPHHIa JBHIXKCHHA  JICKAPCTBEHHBIX
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NpenapaToB A MEJULMHCKOrO MPUMEHEHHS OT IPOU3BOAUTENS 10 KOHEYHOIO
noTpeOuTeNs ¢ WCHONb30BAHMEM KOHTPONBHBIX (MACHTH(QHKALMOHHEIX)
3HAKOB [N 1elied uOeHTU(HUKALUKM JIEKapCTBEHHBIX IIpenaparoB IJis
MEIOULIMHCKOrO MPUMEHEHHUS,;

57) ucnons30BaHUEe KOHTPONBHBIX (MOCHTU(PUKALUOHHBIX) 3HAKOB -
HaHeCEHHWE Ha YNAKOBKYy JIEKapCTBEHHBIX IIpenaparoB I MEOUIMHCKOro
NPUMEHEHUs KOHTPOJBHEIX (MAEeHTH(OHKALMOHHBIX) 3HAKOB B COOTBETCTBHH
co cratheii 67 Hacrosero OenepasbHOroO 3aKOHa;

58) mapTus neKapcTBEHHOro CPEJCTBa - JIEKAPCTBEHHBIE CPEACTBA OAHOIM
CepuHu, eJUHOBPEMEHHO BBE3€HHEBIE Ha Tepputoputo Poccuiickoii Denepanuu
WM eJUHOBPEMEHHO BBIMyIEHHBIE B FPAXIaHCKui 000poT.";

2) nyHkT 1 yacty 2 cTaThi 18 U3NOXKUTE B ClieAyIOlIel peaakiyun:

"1) HauMeHOBaHHE, anpec, CBEJCHWS O PpErucTPalMy 3asBUTENS |
IPOU3BOAMTEIA JIEKAPCTBEHHOIO Npenapara Ajig MEAULIHHCKOTO IPUMEHEHHS B
KayecTBE HAJIOrolulare/ibliuka B CTpaHe perucrpauuu (AJis pPOCCUHCKHX
IOPUAMYECKUX JMIL - HWACHTUQHUKAIMOHHBEI HOMEpP HAJOrOIIATEIbIINKA
(UHH), nns WHOCTPaHHBIX IOPUAWYECKUX JIMI[ - CTPaHa pEerucTpamyH,
HauMEHOBaHNE PETMCTPUPYIOLIET0 OpraHa, pericTpaioHHBIA HOMEp, KOJ
HaJOroIUiarenbinyKa B CTpaHe perucTpauuy (MHKOPIOpauyK) WK €ro aHaor)

U ajpeC MeECTa OCYMECTBICHUA €ro IpPOHM3BOACTBA (B Ciiyda€ HaJIU4YINA
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HECKOJIBKHX Y4YaCTHHKOB IIpoIe€cca IIpOHU3BOACTBA HGOﬁXO,I[HMO YKazaTthb

KQOKIOr0 yYaCTHHKaZ B COOTBETCTBHM C OCYIIECTBISEMOM cTamuei
TIPOU3BOICTRA);";

3) B ctathe 33:

a)Byactu 1:

noAmyHKTH "B" M "I MyHKTA 1 H3MOXUTE B CNEIYIOMIEH penakiuu:

"B) HAMMEHOBaHUE JepXareiids WIM BIaJeNblla PEerucTPalHOHHOrO
yIOCTOBEpPEHHs JIEKApCTBEHHOrO IIpenapaTta M CBeleHUS O perucTpaluH
JiepKaTes WJTH 23 &0 (S 1 34 F:] PETUCTPALIHOHHOrO yIOCTOBEPEHHS
JEKapCTBEHHOIO IIpemnapara s MEIULMHCKOTO MpPHMEHEHUS B KauyecTBe
HAIOrOoIIaTeNbli¥Ka B CTpaHe perucTpauuu (IUisi POCCHICKUX IOPHANYECKHAX
i - UASHTUOWKANMOHHBIA Homep Hanoromiarensimuka (MHH), s
WHOCTpaHHBIX HOPHIWYECKHX JMI[ - CTpaHa peTrucTpalid, HaWMeHOBaHHE
PEeruCTpUpYIOLIEro oprasa, perucTpalOHHBIH HOMEp, KOJ
HaJIOrOTUIaTeNblMKa B CTpaHe perucrpanuu (MHKOpHIOpalyu) WIH €ro
aHaJor);

I') HaMEeHOBaHue U ajpec MIPOU3BOAMTENS JIEKAPCTBEHHOIO Iperapara u
CBEJIEHHA O pErvucTpaiy TMPOU3BOAUTENS JIEKapCTBEHHOrO mpernapaTra s
MEIUIIMHCKOrO IIPHMEHEHHS B Ka4eCTBe HAJNOrONjaTeNbliuKka B CTPaHE
pericTpaiyy (A1 POCCHUIACKMX IOPHAMYECKHX UL - HACHTH(OHKALXOHHBIA

HoMmep Hanoromnarensiiuka (MHH), ans MHOCTpaHHBIX OPUAWYECKHX JIAL -
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CTpaHa  perucTpaly, HaWMEHOBAHWE  PETMCTPUPYIOLIETO  OpraHa,
PETHCTPALMOHHBIH HOMEp, KO HaJoromJiaTeNbiliika B CTpaHe perucTpaliuu
(MHKOpPNOpALKK) WK €0 aHanor);";

NOAMYHKT "6" MyHKTa 2 W3N0XUTE B CleAyIOMed pefaKiuu:

"0) HaUMeHOBaHWe,  agpec  MpoOM3BOAMTENs  (apManeBTHYECKOH
cyOCTaHIWH, a TaKXKE€ B OTHOLIEHUH JIEKApPCTBEHHBIX CPEACTB MEIUIMHCKOIO
NIPUMEHEHUS - CBENEHHSA O PErHCTpalli{ NMPOW3BOAUTENA (papMaleBTHUECKOH
cyOcTaHIMM B KavyecTBE HAJIOTOIUIATENBIIUKA B CTpaHe perucrpauuu (ans
DOCCHHCKMX  IOpUAMYECKMX  JML -  HMICHTHM(QUKALUOHHBI  HOMeEp
Hanoromiarensiuka (MHH), nns mHOCTpaHHBIX IOPHUAMYECKHMX JIHI] - CTpaHa
" perucTpaiuy, HaHMEHOBAaHHE PETHCTPUPYIOIIEr0 OpraHa, PerHcCTPalHOHHEBIH

HOMeEp, KOJl Ha/IOTOIUIaTeNbIIMKa B CTpaHe perucTpauuu (MHKOPIopanyuu) uin

€ro aHainor);";

;

0) myHKT 2 4acT 2 U3NOXKUTH B CleAyIoLel peaKiiu;

"2) HauMeHOBaHHE,  agpec  npousBoAuTeNs  GapMaueBTHYECKOM
cyOcTaHLMH, a TakKe B OTHOIIEHHH JIEKAPCTBEHHBIX CPEACTB MEAMIHHCKOIO
IIPUMEHEHHS - CBEACHUS O PErucTpalUy NMPOU3BOAUTENS (PapMalieBTHYECKOH
cyOcTaHIMM B KayecTBE HAIOTOIUIATENBIIMKA B CTPaHe perucTpaluu
(mns poccuiickux IOPUANYECKUX JTAIL - HICHTHOUKALMOHHBIH

HoMep Hanoromnarensimuka (MHH), nns MHOCTpaHHBIX IOPHAMYECKUX JIMI] -
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CTpaHa pPerucTpanui, HaWUMEHOBaHHE PErUCTpHPYOLICTO opraHa,

pEFI’ICTpaHHOHHHﬁ HOMED, KOJ HAJIOromjaTteJIbliika B CTPaHE DPErucCTpaliuu

L ]

(MEKOpIOpAalMHK) WK €ro aHanor);";

4) gacTs 2 crateH 34 IONMOJHUTE MYHKTOM 4 CIEAYIOLIEro COAepKaHuUs:

"4) MOKYMEHT, colepKalliuii CBEACHUS O PErucTpaluy TpPOU3BOIUTENSA
NIEKApCTBEHHBIX CPEeACTB [Jid MEAULHUHCKOTO IPHMEHEHHUS B KA4eCTBE
HanoromnjaTenbliyka B CTpaHe perucTpauuy (A8 pOCCUHCKUX FOPUIANYECKUX
oML - WOeHTUOUKalMOHHBIM HoMep Hanoromnarensmuka (UHH), s
VIHOCTPaHHBIX OPUIWYECKUX JIMI] - CTpaHa perucTpalvy, HauMeHOBaHHE
PETUCTPUPYIOLIETO oprasa, PEeTUCTPALIMOHHEIIA HOMeEp, KoJ
Haloromiarensliyka B CTPaHe perucTpauuyd (MHKOPIOpalWv) HIH €ero
aHaJor).";

5) myHkT 1 yactu 2 cTaThyl 62 U30XKUTE B CIEAYIOIIEH peIakiuu:

"1) HameHOBaHMe JepiKaTellss WINM BlaAelblla PErucTpaldoOHHOIO
yIOOCTOBEpEHUS JIEKapCTBEHHOro IMpemnapaTra, HauMEHOBaHHE NPOH3BOAUTENA
JIEKapCTBEHHOrO [Mpenapara, CBEJCHHS O PErucTpalldy JeplKaTenst WK
BNIaJie/iblla PErMCTPalMOHHOIO YIOCTOBEPEHHS JIEKAPCTBEHHOrO IIpemnapara,
NIPOM3BOAMTENS JIEKaPCTBEHHOIrO Ipenapara B KayeCTBE HaJOroriaTeNnbiyKa
B CTpaHe perucrpauud (WId  POCCHHMCKHMX  IOPMIWYECKHX  JIHI -

uaeHTHGHKALMOHHEINH HoMep Hanoromnarensiuka (MHH), nns naOCTpaHHBIX
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HOPpHOANYECKUX JIUII - CTpaHa pErucTpanyi, HAUMEHOBAHHUE PETrHCTPHPYIOLIETO
Oprana, peI‘HCTpaIIHOHHBIﬁ HOMEpP, KOJ HaJIOromiatreibliiKa B CTpaHE

peructpauuy (MHKOPIIOpallMM) MM €ro aHajor), MeCTO HaXOXIECHUs

IIPOU3BOJACTBCHHEBIX IUIOHMIAAOK, YYAaCTBYHOIIHX B IIPOLECCE IIPOU3BOACTBA

JIEKapCTBEHHOro Mpemnapara, C yKasaHheM CTaJuy Npolecca NPOu3BOACTRa;";

6) B rnaBe 14:

a) HaMEHOBAaHUE U3JIOXKHUTH B CIENYIOIIEH peAaKIiu:

"I'maBa 14. Wudopmanusi 0 iekapcTBeHHBIX Npenaparax.
CucTemMa MOHHTOPHHIA IBHKEHUS JIeKAPCTBEHHBIX
Nnpenaparos JJis MeIHIHHCKOr0 MPHMeHeHus ";

0) B cTarbe 67:
HAaUMEHOBaHUE U3JIOKHTH B CIEAYIOUIECH pefaKiiuu:
"Cratps 67. VHpopmanus o JekapcTBeHHbIX NpenaparTax.
CucreMa MOHUTOPHHIA ABHIKEHHS JeKAPCTBEHHBIX
NpenaparoB JJisi MeIULHHCKOr0 NpUMeHeHUs " ;
IONOJIHUTE HacTsamu 4 - 10 crenyromiero cogepiasus:
"4, [ina ueneit uaeHTU(UKALMKM YNAKOBOK JIEKAPCTBEHHBIX IpeNapaToB
JUI. MEUIUHCKOrO NMPUMEHEHHUs MPOM3BOJAUTENM JIEKAPCTBEHHBIX CPEACTB B
nopsake, ycranopieHHoM [IpaButensctBoM Poccuiickoit @enepaiiu, HAaHOCAT
Ha TMEpPBUYHYIO YMAKOBKY (B OTHOINEHHMH JIEKAPCTBEHHBIX MpENnaparoB mJis

MEIMIIMHCKOTO NPUMEHEHMs, Ui KOTOPHIX He IpPeNyCMOTpeHa BTOpUYHAs

yNakoBKa) M BTOPUYHYIO (MOTPEOUTENBCKYIO) YMAKOBKY JIEKApCTBEHHBIX
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TpernaparoB IJist MEJULMHCKOTO TIPUMEHEH NS KOHTPOJIBHEIE
(MneHTH(HKAUIMOHHEIE) 3HAKH, 33 MCKIIIOUEHHEM JIeKapCTBEHHBIX MIPENapaToB
IJIs  MENMIMHCKOTO TNPUMEHEHHs, TNPOU3BOAMMBIX Ui  TPOBEAEHMS
KIMHWYECKHX MCCIEN0BaHUM, SKCIOPTa, a TAKKe JIEKaPCTBEHHEIX MPENAPAaTOR
I  MEOUWIVHCKOrO IPUMEHEHWs, HE TMOJJIeXamuxX TrocydapCTBeHHOM
perucTpalMd B COOTBETCTBMM C 4acTbio 5 crathu 13 HacTOSIIETO
QDenepanbHOro 3aK0OHa.

5. XapakTepuCTUKH KOHTPONBHOrO (MAEHTU(UKAIMOHHOIO) 3HAaKa,
MOPAJOK €ro HaHeceHMs, a Takke TpeboBaHHsS K CTPyKType U Qopmarty
HHOOpMaLlMi, KOTOPYIO COXEpXaT KOHTPONbHBIE (MOCHTH(DHKAHOHHEIE)
3HaKy, onpepenstorcs [Ipasurenscreom Poccuiickoit @enepammn.

6. [lopsamox co3paHus, pa3BUTHSA, BEICHHS, BBOJA B DJKCIUIyaTallMIo,
IKCIUTyaTallid ¥ BBIBOAA M3 IKCIUTyaTallud CHCTEMbl MOHUTOPHHIA NBHKEHUSA
JIEKapCTBEHHBIX IIpENapaToB Uil MENUIWHCKOrO IIPHMMEHEHHs, Omeparop
yKa3aHHO! CHCTEMBI, MOPSJOK B3aMMOAEHCTBHS C UHBIMY IOCYJapCTBEHHBIMH
MHQOpPMALIMOHHBEIMA ~ CHCTEMaMH  ycTaHaBiuBaroTcs  [IpaButenscTBOM
Poccuiickoi @enepanyu.

7.¥0punuueckve U@ W UHAUBUAYAIBHBEIE TNpPEeANPUHUMATENH,
OCyILECTBIISIOIKE TPOU3BOJCTBO, XpaHeHHe, BBO3 B Poccuiickyro Penepauuio,

OTIYCK, pealu3aiuio, nepeaadyy 1 YHHITOXKCHHE JICKapCTBEHHBIX npenaparos
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Ui MEIUIMHCKOrO INpUMEHEHHs, 00ecnmeyuBalOT B TOPSOKE U COCTaBe,
koTopeie ycraHoBieHsl [IpasutensctBoM Poccuiickoit Depepanuu ¢ y4eToMm
BUIA  OCYIIECTBIAEMON  JEATENbHOCTH, BHECEHHe HUHPOpMALMH O
JIEKApCTBEHHBIX Ipenapatax M MEAULMHCKOrO IPHMEHEHHUS B CHUCTEMY
MOHHUTOPHUHIa IBWDKEHHs JIEKAPCTBEHHBIX IIPENapaToB Ui MEOULIMHCKOIO
IIPUMEHEHHS.

8. Opranuzauuss  WHQOPMAIMOHHOTO  B3aUMOJAEHCTBHS  CHUCTEMBI
MOHHUTOPHUHIa JIBHKEHHS JIEKapCTBEHHEBIX IIpEemnapaToB Uil MEAULIMHCKOro
NPUMEHEHUS C WHBIMH TOCYJapCTBEHHBIMM HH(OPMALMOHHBIMH CHCTEMAaMH
obecrieynBaeTcs B TOM  4YHCIe  TOCPEACTBOM  MHOPaCTPYKTYpHI,
bﬁecneqﬂaalomei’i MHGOPMALUOHHO-TEXHOJIOTHYECKOE  B3aUMOJAEHCTBHE
AHQOPMALMOHHEIX  CHCTEM,  MCIONB3yeMEBIX  JUIS  MPEAOCTaBJICHUS
rOCyAapCTBEHHBIX M MYHHLMITAIBHBIX YCIYT U UCIOMHEHUS TOCYAapCTBEHHBIX
M MyHHIMIAIBHEIX QYHKIUHA B 2JIEKTPOHHO#M PopMme.

9. ObmenoctynHass  HHQOpMalMsi, CONEp)Kalasics B  CHCTEME
MOHMTOPHHIZ IBIKEHHS JIEKAPCTBEHHEIX IIPENapaToB Ui MeEIMIMHCKOTO
IPUMEHEHHUs, pa3memaercs B HUHOOPMALMOHHO-TEIEKOMMYHHKAIHOHHOM
cerd "HHTepHer", B TOM 4HCle B (OpME OTKPHITHIX HAaHHHIX, B IOpPSAKE,

yctanosieHHoM [IpaButensctBom Poccuiickoit @enepauuu.
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10. 3a mpou3BOACTBO MIIM TPOJAXy JIEKAPCTBEHHBIX MpENaparoB s

MEJUITHHCKOI'O NMPUMCHCHHUA oe3 HAaHECCCHMA KOHTPOJIBHBEIX

(npenTHhHUKAINOHHEIX) 3HAKOB, C HapyLIEHUEM YCTaHOBJIEHHOTO MOPSOKA KX
HaHECEHWs, a TakKe 32 HECBOCBPEMEHHOE BHECEHHWE WM BHECEHHE
HEJOCTOBEPHBIX JaHHBIX B CHCTEMY MOHHTOPHHIA JBHXEHUS JIEKAPCTBEHHEBIX
npenaparoB 8 MEIULUHCKOrO IPHUMEHEHUs IOpUIWYECKHe JHUa |
MHIUBUyaNbHbIE NpPENNPUHUMATENM, YyKa3aHHBE B YacTh 4 HacToseH
CTaTb¥, HECYT OTBETCTBEHHOCTH B COOTBETCTBHHM C 32KOHOJATEIBCTBOM
Poccuiickoit @enepanum.”.

Crartpsa 2

1. Hacrosmuit ®enepanbHblii 3aKOH BCTyNaeT B CUIy ¢ 1 ssHBaps
2018 roga, 3a wuckmoyeHweM al3ana MATOrO ¥ BOCBMOro moamyHkTa "O"
myHkTa 6 crateM 1 HacTosuiero dPefepaasHOro 3aKOHa, KOTOpHIE BCTYMNArOT
B cuty ¢ 1 suBaps 2019 ropa.

2.TIpaBurensctB0 Poccmiickoit ®Depepanuu BIpaBe YCTaHOBUTH
0COOEHHOCTH BHEIPEHUS CHCTEMBl MOHHTOPHMHIA JBH)KECHHS JIEKaPCTBEHHBIX
NpenaparoB s MEJWUIMHCKOrO NMPUMEHEHHUs B OTHOLUIEHHY JIEKapCTBEHHBIX
NpenaparoB A MEAULHHCKOro NPUMEHEHMS, BKIIOYEHHEIX B IE€pEYEeHb
KH3HEHHO HeoOXOMMMEIX U BaXKHEHMIIMX JIEKapCTBEHHEIX IIPENApaToB, a TaKXkKe
NIEKApCTBEHHBIX TpenapaToB, MpeAHa3HAYeHHBIX s obecrnedeHus Jui,

GONMBHBIX TreMOQuiMeldl, MyKOBHCHHZO30M, TMIO(QU3APHEIM HAHH3MOM,
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Gonesnpro ['ollle, 370Ka4eCTBEHHBHIMH HOBOOOpPa3oBaHHAMH JIUMOPOUIHOM,
KPOBETBOPHOM U PpOICTBEHHBIX MM TKaHEH, paccesHHBIM CKJIEPO3OM, JIHIL
Nocle TpaHCIUIAaHTaM¥ OpraHoB W (WIM) TKaHe#, a TakkKe HHBIX

JICKapCTBCHHBIX IpenaparoB Al MEOULIMHCKOIO TIpUMEHEHUS C Y4YE€TOM

COLIANBHOMN 3HAUMMOCTH yKa3aHHBIX JIEKAPCTBEHHBIX MPENapaToB.

IIpesunent
Poccuiickoit @enepariuu
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NOSACHHUTEJIBHAS 3ATIMCKA

K npoeKTy (enepanbHoro 3akona 'O BHeCeHuM HU3MeEHEHHI
B ®enepanabubiii 3axkoH ""O06 oOpamenny JeKapcTBeHHBIX cpeacTs'

Ilpoexr denepansHoro 3akoHa "O BHeceHuMu H3MeHeHuH B DenepanbHblii
3akoH "OG ofpaiieHud JeKapCTBEHHBIX cCpeAcTB" (Hamee - 3aKOHOIPOEKT)
[IOATOTOBJIIEH B COOTBETCTBHMM C IIYHKTOM 5 mnepeuyHs mnopydyenuit [Ipe3umenTa
Poccutickodi @efepanyd MO HTOraM COBEI@HMA € 4YieHaMH [IpaBHTeNbCTBa
Poccuiickoii ®@enepanmu ot 4 ¢epans 2015r. NelIp-285 o paspaborke u
TIO3TAIHOM BHENPEHUM aBTOMATU3UPOBAHHOW CUCTEMBI MOHWUTOPHMHTA [IBHIKEHWS
NIEKaPCTBEHHBIX IIPENapaToB OT MPOH3BOAUTENS OO0 KOHEYHOro TMOTpeduTens c
WCIIONB30BAHMEM MapKUPOBKM M HWACHTH(QMKAUMA YIAKOBOK JIEKADCTBEHHBIX
npenapatoB, B IHensx obecriedenus 3(GQPEKTHBHOTO KOHTPONA KadecTBa
JIEKaPCTBEHHBIX TIPENaparoB, HaXomAlMXcs B oOpameHud, u OOpsOBl C HX
banscuduxanueii.

[lo wrToraM OCyIECTBIEHHS TFOCYJapCTBEHHOrO KOHTpPOJIi KadecTBa
nekapcTBeHHBIX cpeacte 3a 2015 roxm Poc3mpasHamzopoM ObLIO  IPOBEpPEHO
31866 obpazuos nexapcTBeHHBIX cpelacTB (16% or obmero xomuwdectsa cepwii,
MOCTYIMBIIMX B oOpaieHue, KoTopoe cocraBiser npuMepHo 200 TeicSd cepuii),
U3BATO U3 obpamerns 1713 cepuit HenoOpokauecTBEHHBIX, HATBCUOULIMPOBAHHBIX
¥ KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB. YHHYTOXEHO Oonee 2 MULUTHOHOB
300 ThICSY ymaKOBOK JIEKapCTBEHHBIX MpenaparoB. IIpu 3ToM, cleoyeT OTMETHUTS,
YTO KOJIMYECTBO M3BIMaeMbIX U3 0OpalieHus Hel0OpOKaYeCTBEHHBIX IEKAPCTBEHHBIX
CPENCTB B TEYEHHE IOCIENHUX 5 JIeT OCTaeTcs Ha ONHOM YPOBHE M COCTaBISAET
oxono 1% oT Bcex cepHil JIEKapCTBEHHBIX CPElCTB, NMOCTYNAKOIIUX B oOpallleHHe.
HecmoTps Ha TO, 9YTO KOJHMYECTBO BEHIABIEHHBIX (anscu(UIIPOBAHHBIX
NekapcTBeHHBIX cpenct 3a nepwoxn ¢ 2010 mo 2015 rox cHusunock MpUMEpPHO B
2 pasa (c 44 po 22 cepwii) npobiieMa MPOJOIDKAET OCTaBaThCSA KpalHE aKTyallbHOH,
TIOCKOJIBKY HalM4Ke BhINIEYKa3aHHBIX NMpenaparoB B 000poTe NpeicTaBisieT yrpo3y
AHYHBEIM OXpaHAEMBIM HHTEpPECaM, TAKUM KakK JKH3Hb U 3J0POBbE IPajKIaH.

3aKOHOMPOEKT TpeNyCMAaTpPUBAET BHEJPEHHWE Ha BCEH TeppUTOpHH
Poccuiickoii Depepauyu  GeniepanbHOi roCyJapCTBEHHOW HH(OPMAIMOHHOMN
CHCTEMBI MOHHTOPHHIA JBIKEHUS JIEKADCTBEHHBIX MPENapaToB Ul MEIULIMHCKOrO
TIPUMEHEHUS OT IPOW3BONUTENSA HO KOHEYHOTO MOTPeOUTENs ¢ KCMONLE30BaHHEM
KOHTPONBHEIX (MAEHTH(QUKAIMOHHBIX) 3HAKOB Ui Leled MACHTHQUKAIUH
JIEKapCTBEHHALIX TPEnapaToB IS MeJUIMHCKOrO NpHMEHeHus (Jajiee - CHCTeMa
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MOHHUTOPHMHIA [BIDKEHHS JIEKADCTBEHHBIX MpPEeNnapartoB s MEJUIHHCKOro
NpUMEHEHU).

Ilens BHeApeHHS CHCTEMBl MOHMTOPHHIA JIBIDKEHUS JIEKAPCTBEHHBIX
NpenaparoB [ MEOMIMHCKOTrO TpUMeHeHHst - ObOecreueHHe MOCTaBOK
noTpeCuTeNIM KAa4YEeCTBEHHBIX, S(PGEKTUBHBIX M 0€30MacHBIX JIEKapCTBEHHBIX
NpenapaToB MyTEM 3alOUTHl JieranbHOro obopora oT (anbCUDUIMPOBAHHBIX H
KOHTpa()akTHEIX JIEKAPCTBEHHBIX CPEACTB, a TaKKe JIEKAPCTBEHHBIX CPEMCTB, HE

OTBEYANIMX YCTAHOBIEHHBIX TpeOOBAaHUSIM K KadecTBY, 3(POEKTHBHOCTH W
0e30IacHOCTH.

3aKOHONPOEKTOM NpeNyCMaTpPHBAETCs:

yrBepxkaenue IlpaBurensctBoM Poccuiickoit @enepanyy XapaKTEpHCTHK
KOHTPOJIBHOTO (MAEHTU(UKALMOHHOIO) 3HakKa, MOpsJKa €ro HAaHECEHHd, a TakKe
TpeGoBaHuif K CTpykType H Qopmary uHPOpMALMHM, KOTOPYIO COOEpXKAT
KOHTPOJIbHBIE (MOEHTH()UKALUOHHBIE) 3HAKY;

ytBepxnaenue IlpaBurensctsoM Poccuiickoli Penepanuu mopsaka Co3JaHusd,
pa3sBUTHS, BEACHHA, BBOJA B OSKCIUIyaTallMlio, O3KCIUTyaTalldd H BBEIBOJA M3
SKCIUTyaTalMi CUCTEMBI MOHUTOPHHIA ABWKECHMA JIEKADCTBEHHEBIX IIPENapaToB AJisd
MEJUIMHCKOr0 NPUMEHEHHUs, €€ Omneparopa, MOpPAAOK B3aMMOAEHCTBUSA C HHBIMH
rocyIapCTBEHHBIMHM HH(OPMALMOHHBIMHU CHCTEMaMHu;

ytBepxaeHue IlpaBurensctBoM Poccuiickoit ®enepanuy nopsjaka BHECEHUS
uHbOpMaIK O JIEKAapCTBEHHBIX MpenapaTtax il MEAULMHCKOrO NPUMEHEHHUS B
CHCTEMY MOHHUTOPHHIA JBMXEHUS JIEKAPCTBEHHBIX IMPENapaToB Ui MEAHIMHCKOTO
IIpUMEHEHHs ¥ COCTaBa BHOCUMOH HHpOpMaLuy;

YCTaHOBJIICHHUE aIMUHHUCTPATHBHON OTBETCTBEHHOCTH 34 IPOM3BOJACTBO MJIH
IIPOAaXy IIeKapCTBEHHBIX [MPENapaTtoB Ui MENULMHCKOro TmpUMeEHeHus 0e3
HAaHECEHHMsI KOHTPOJBHBIX (MOCHTU(PUKALMOHHBIX) 3HAKOB, C HapylIEHHEM
YCTAaHOBJIEHHOTO NOpsAAKa MX HAHECEHHd, a TaKXKe 32 HECBOEBPEMEHHOE BHECEHHE
WM BHECEHHE HEAOCTOBEPHBIX MAAHHBIX B CHCTEMY MOHHTOPHMHIA IBHIKECHHS
JIeKapCTBEHHBIX NIPENapaToB JUIs MEAUIMHCKOro IPUMEHEHHUS,;

nonHomouus Ilpasurensctsa Poccuiickoit Penepanyu 10 yCTaHOBICHMIO
ocoOeHHOCTed BHEApEeHUS CHCTEMBl MOHUTODMHTA J[BMIKEHUS J€KapCTBEHHBIX
IpenapaTtoB If MEJUUMHCKOro IPHUMEHEHUs B OTHOLICHHH JIEKapPCTBEHHBIX
IpenaparoB A MEAHULHHCKOTO NPHUMEHEHHS, BKIIOYEHHBIX B IIEpeYEHb XKU3HEHHO
HEOOXOIUMBIX U BaXXHEHMIMX JIeKapCTBEHHBIX NPENapaToB, a TAKKE JIEKapCTBEHHBIX
npenapaToB, NpefHa3HAa4YeHHBIX A obecredeHus ML, OONBHBIX reMOGUIHEH,
MYKOBHCIHI030M, I'HITIOpH3apHEIM HAHU3MOM, Oone3nbio ['ome, 3noKkayecTBEHHEIMH
HOBOOOpa30BaHUAMHU JTUMGOUAHOH, KPOBETBOPHOW ¥ POACTBEHHBIX MM TKaHeH,
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paccesHHBIM CKJIEPO30M, JHML TOC/ie TPaHCIUIAaHTAlWKM OPraHoB U (WNU) TKaHeH, ¢
Y4ETOM COL[MaIbHOM 3HAYMMOCTHU yKa3aHHBIX JIEKAPCTBEHHBIX IIPENapaTos.

[IpuHsATHE 3aKOHOIPOEKTA MO3BONMT rpaxkaaHaM 3G GEeKTUBHO pealii30BaTh UX
KOHCTUTYLIMOHHOE TIpaBO Ha OXpaHy 370poBbS M pEIINT: Haubonee ocTphie
npobneMsl KOHTpOJIS KavyecTBa JIEKAPCTBEHHBIX IIpenaparoB, HaXOMAIIMXCH B
oOpallueHUH.

3aKOHOTIPOEKT COOTBETCTByeT mnonoxeHusM JloroBopa o Espasuiickom
skoHOMHYeckoM coro3e u CornameHwro O €OUHBIX MPUHLUMIAX M IpaBHiIax

oOpallleHHs JIEKApCTBEHHBIX CPEACTE B paMKax EBpa3suiiCKOro 3KOHOMHYECKOro
COH3a.
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OUHAHCOBO-3KOHOMHUYECKOE OBOCHOBAHHE

K npoekTy ¢enepansHoro 3akoHa 'O BHeceHHH H3MeHEHHH
B ®enepanbublii 3akoH "O6 oOpamennH JeKapcTBEeHHbIX CpeAcTB"

Peamsanus denepansaoro 3axoHa "O BHeceHHM U3MeHeHHH B DenepanbHEIi
3akoH oT 12 ampens 2010 1. Ne 61-®@3 "O BHeceHuu usmeHeHuidl B PDenepanbHEBIN
3akoH "O6 oOpainesuu JexkapcTBEHHBIX CpeACTB" (Hanee - 3aKOHOIPOEKT),
[IOATOTOBJIEHHOTO B COOTBETCTBUU C IyHKTOM 5 mepeuHs nopydenudt Ilpesumenra
Poccuiickoii ®enepanuu no wuroram coBemjanus c¢ wieHamu [IpasurenscrBa
Poccuiickoii ®enepammu ot 4 despanms 2015 r. Nellp-285 o paspaborke u
MO3TAlTHOM BHEPEHWH aBTOMATH3UPOBAaHHONH CUCTEMBI MOHHUTOPHMHIA JIBDKEHMS
JIEKapCTBEHHEIX IIpeNapaToB OT IPOM3BOAMTENS A0 KOHEYHOro TOTpeOuTens c
UCMONB30BAaHUEM MAPKUPOBKM U HAEHTH(QUKAIMU YNAKOBOK JI€KapCTBEHHBIX
npenaparoB, OyZeT OCYIIECTBIATHCS 3a CUET CPeAcCTB (efepanbHOro Oromkera M
OIOIKETOB YYaCTHUKOB HH(OPMALIMOHHOTO B3aUMOIECHCTBHUS.

3aKOHOIIPOEKT IMpeAycMaTpUBaeT BHEApeHWe Ha BCel  TeppUTOpUHU
Poccuiickoit @epepanvii rocyaapCTBEHHON CHUCTEMBbI MOHMTOpPHHIA I'PaXXIaHCKOI'O
000poTa NeKapCTBEHHBIX IpENapaTroB IIOCPEACTBOM CO3JaHWS M HCIOJIb30BaHUA
OHOMMEHHOW CreqUaTM3upOBaHHON HHPOPMALMOHHOK cucTeMsl (namee - OI'UC
MJUJII).

Co3paBaemas cucTeMa mnpegHa3sHa4eHa Uil OpraHW3aldHd HENpephIBHOIO
MOHHUTODHHIA [BIXKEHHsS JIEKapCTBEHHBIX IMIPENapaToB OT IPOU3BOJAUTENA MO
KOHEYHOIro MOTpeOHTeNs ¢ UCHONIE30BAHHEM KOHTPONBHBIX (MASHTHMUKAIMOHHBIX)
3HAKOB s LieJiel MAeHTUDUKALMY JIEKAPCTBEHHEIX IPETApPaTOB Ul MEIUIIMHCKOTO
IpUMEHEHHs B uensIx ofecrmedenus 3SPPEKTUBHOTO KOHTPOJIA KauecTBa
NIEKapCTBEHHBIX IpenapaToB, HAaXOINAIIMXCS B ofOpameHud, u OOpeOB C HX
danscudukanuei. [Ipd MpoU3BOACTBE JEKAPCTBEHHEIX IPENApaToB HA YIaKOBKY
HAHOCHTCSl KOHTPOJNBHBIM (MACHTH(UKAIMOHHBIH) 3HAaK, HHQOPMAIMA O KOTOPOM
NOCTyNaeT B MHQOPMAallMOHHYIO cHCTeMy. B cocraBe ostoifi uHbOpMaLUU
COIIEPMHTCS KOJ MPOU3BOAUTENS, THII JIEKAPCTBEHHOrO Npenapara, CPOK rOJHOCTH U
Ipyras CONYTCTByIOmIas wuH(OpMauwsi, NO3BONSIOMAS HASHTHUOHIHPOBATH
ynakoBky. Ilomusii coctaB cBeneHuii Oynmer ompenenen IlpaBuTensCcTBOM
Poccuiickoii @enepanuu.

Ilpu  peanusanum  nonoXeHwi 3a8KOHONPOSKTa  MNpPEeANOoNaraeTcs

NpeNoCTaB/IEHNEe HEOrpaHU4YEHHOMY KpYTy moTpeburenei (rpaxiaH) BO3MOMXHOCTH
NIPOBEPKH  JIETANBHOCTH 3apErMCTPUPOBAHHBIX  JICKAPCTBEHHBIX IMPENapaToB,

97070226



OCYHIECTBJIIEMOM C UCIIOJIB30BaHMEM Cco3laBaeMo¥ cucteMs! ¢ oxsaroMm 100%
JIeKapCTBEHHBIX MIPENapaToB, BEIIyCKaeMbIX B rpaXJaHCKU# 060poT.

Takum o6pa3om, mocne BHEIPEHWS CHCTEMBI MOSBISETCS BO3MOXHOCTB
OTCIENMBATh IPOUCXOXKACHUE KX IO OTACABHON YIIAKOBKM UK IPYIIITEI YIIAKOBOK
NIEKapCTBEHHBIX MpENapaToB M TEM CaMbIM IPEJOTBPAllaTh PpaCIpOCTpaHEHUe
(momananwe B TOpProsele CETH) K MOTpeONeHue (anbCHOUIUPOBAHHEIX NMPEMAapPaToB
KOHEYHBIMH NOTPEOUTENIMH.

B pamkax peanuzaluy MpOEKTa NpPEAIONaraeTcs IO3TAaNHOe BHEAPEHHE W
NOJKIIOYEHHEe K Cco3/laBacéMod (elepanbHOM CHCTeMe pa3iHYHEIX YYaCTHHKOB
UHOOPMAIIHOHHOTO B3aHMOAEHCTBIS, BKIIIOYAs:

MunucrepctBo 31paBooxpaHenust Poccuiickoit @enepauvu (Mun3npas
Poccun);

MunncrepcTBO IPOMBIILIEHHOCTH M Toprosiu Poccutickoit ®enepauum;

®enepansHas coyx06a o Hax3opy B cdhepe 3ApaBOOXpaHEHNS;

®enepanbHas HANOroBas ciyxoa;

Teppuropuansueie opransl DenepanpHON CIyxOBl [0 Hag3opy B cdepe
3[PaBOOXPaHEHNUS;

opraHsl yIpaBJICHUA 3paBOOXpaHeHreM cy0bekToB Poccuiickoii ®enepauuu;
; TPOM3BOAUTENH JIEKAPCTBEHHBIX IPENapaTos;

OpraHM3alli¥ OIITOBOM TOPTrOBJIM JIEKADCTBEHHBIMH IIPENapaTaMu;

OpraHH3alliyi PO3HUYHON TOProBIIH JIeKapCTBEHHBIMHU IIpenapaTaMy;

OpraHH3alyy, OCYHIECTBISIOMNE YHHITOXEHHE JIEKapCTBEHHBIX NPENaparos;

MeIULUHCKHE OPraHu3alWH.

Ilpu pacyere pacxoZoB Ha MNpOBEJEHWE SKCIEpUMEHTa [0 MapKHPOBKe
KOHTPONBHBIME (MIAeHTUOHKALMOHHEIME) 3HaKAMH M MOHMTODHHIY OTAENBHBIX
NeKapCTBEHHBIX MpenapaTtoB Aus MepMuuHcKoro npuMeneHus (®@IYC MJJIII)
UCTIONB30BANIACE AHANMTHYECKWe JaHHble 3aTpaT Ha pa3paboTKy CUCTEMBI
MapKHpPOBKH TOBapOB KOHTPOJGHBIMM (MAeHTHOMKANWOHHBIMM) 3HAKaMM IIO
ToBapHO# mno3uiuu "lTIpeaMeTsl OmeXAbl, NPUHAMIEKALIME K ONEXKIE M IIPOYMe
M3JIeNHs U3 HaTypalibHOro Mexa" paspabotanHas PenepanbHoi HaoroBoi ciayx6oi
B cooTBeTcTBMH ¢ TmopydeHusmu IlepBoro 3amecturens Ilpencemarens
[lpaButensctBa  Poccuiickoi Qepeparn = W.A. IllysanoBa  (mpoTokona
or 25 centsbps 2015r. Ne WII-T113-63mp, npotokon ot 5 okrabps 2015 r.
Ne AII-TT13-67np, mpotokon ot 1 nexabps 2015 r. Ne MIII-IT13-90mp).

Vicrions3ys yKasaHHBIE JaHHbIE, OBLIM MPOU3BEACHEI CIEAYIOLIHE PACYEThI:

B 2017romy - 256,76 Teic. py6.*962 u./mec.(TpyHOEMKOCTB) =
247 000,00 ThIC. PYO.
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Takum oOpasom, mns ob0ecriedeHUs TIPOBEJECHHS OKCIEPUMEHTa IIO
MapKHPOBKEe KOHTPOJIBHEIMH (MAECHTHOUKAIMOHHBIMU) 3HAaKaMM W MOHHTOPHHIY
OTJIENbHBIX JEKAPCTBEHHBIX IpenapaToB Ui MEAUIMHCKOr0 NpHMEHEHHUS
yBeJIMYeHHe OIOKETHRIX aCCUTHOBAHUE MO BUAY pacxofoB 242 (3akymnka TOBapoB,

pabor, ycnyr B chepe HHPOPMALHOHHO-KOMMYHHUKALMOHHBIX TEXHOJOIHI)
COCTaBHT:

HUroro: 247 000,00 TrIC. pyO.

JlanbHeiiee BHEAPEHHE U SKCIUTyaTalys CHCTEMbI MOHHTOPMHIA ABHXKESHUS
JIEKAapCTBEHHEIX NpenapaTtoB OyAeT OCyLIECTBIATHECH W3 CPEJCTB, BBHIAENCHHBIX Ha
TeKyILIuit (UHAHCOBBIH roji, B COOTBETCTBUU C MACIOPTOM NPHOPUTETHOrO MPOEKTa
"BHeapeHue = aBTOMATWU3WPOBAaHHOW  CHCTEMbl  MOHMTOPMHIA  JBHIKEHMS
JIEKAPCTBEHHEIX TpENapaToB OT NMPOM3BONUTENS JO KOHEYHOTO NOTpeOMTENs Iis
3al0UTHl HaceleHWs oT GanbCH(UIMPOBAHHBIX JIEKapCTBEHHBIX IIpEeNapaToB H
OMEepaTHBHOrO BhIBEIEeHHs M3 000poTa KOHTpahaKTHBIX W HeNOoOpOKadeCTBEHHBIX
npemnaparoB”, yrBepxaeHHEIM npe3uauyMoM Cosera npu [Ipesunente Poccuiickoi
®denepanyu 1o CTpaTerniecKoMy Pa3sBUTHIO U NPHOPHUTETHHIM NpOeKTaM (TPOTOKOII
3acemanus oT 25 okrabps 2016r. Ne9) u cBOAHBIM IUIAHOM YKa3aHHOIO
NPUOPUTETHOIO IIPOEKTa, YTBEPKACHHBIM MPOEKTHBIM KOMUTETOM [0 peanu3aliiy
NPHOPUTETHOTO NpoekTa "BHepeHne aBToMaTU3HPOBaHHOH CHCTEMBI MOHHMTOPHHIA
OBIDKEHHST JIGKAPCTBEHHBIX IpENapaToB oOT MPOHU3BOJMUTENSA JO KOHEYHOIO
norpebuTens I 3aliUTH HaceleHus OT (QanbCHPHUIHPOBAaHHBIX JIEKaAPCTBEHHBIX
IpernapaToB M ONEpPATHBHOTO BBIBENEHHMs W3 000poTa KOHTPadaKkTHBEIX M
HenoOpokayecTBEHHEIX npemnapatoB” (mporokon 3acenanus ot 20 susaps 2017 r.
Ne 1).

Ilpunsatue genepansHoro 3axoHa "O BHeceHMH HM3MeHeHHH B DenepanbHBIH
3axoH ot 12 anpeina 2010 r. Ne 61-®3 "O6 obpamienun j1eKapcTBeHHBIX CPEACTB" B
LeJIAX CO3aHHus CHCTEME MOHHUTOPHHTA JBHIKEHHS JIEKAPCTBEHHEBIX IPENapaToB UL

MEeHIMHCKOT0 NpUMEHeHHs" He NpHBEJEeT K YBEJIHYEHHIO KOHCOJMIMPOBAHHOTO
6romxera Poccuiickoit @enepanun.
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IIEPEYEHD

(denepaabHBIX 3aKOHOB, NOMJIEKANHAX NPHHATHIO, H3MEHEHHIO,
NPHOCTAHOBICHHIO HJIH NPU3HAHUIO YTPATHBIIMMH CHJIY B CBSI3Y C NPUHATHEM
®enepanbHOro 3axona " BHeceHMH H3MeHeHMH
B @enepanbHbiii 3akon "0 oOpamiennn JekapcrBenHbIX cpeacTs’

[Tpunsatue @enepansHoro 3akoHa "O BHeceHuM uaMeHeHud B DenepalbHbBIN
3akoH "O06 obpaleHnH JIeKapCTBEHHBIX CpeAcTB" NoTpedyeT BHECEHUS U3MEHEHUH B
Kozexc Poccuiickoit @enepanuu 06 aAMUHHCTPAaTUBHAIX IPABOHAPYIIEHUIX B YaCTH
YCTaHOB/IEHHS aJIMUHUCTPAaTHBHON OTBETCTBEHHOCTH 3d IIPOW3BOJCTBO HIIH
NpoJaxy JNEeKapCTBEHHBIX MNpenapaToB /i MEJWIUHCKOrO TpUMEHeHus 0e3
HaHEeCeHHs KOHTPOJNBHEIX (WAEHTHU(UKAIMOHHBIX) 3HAKOB, C HapyIIEHUEM
YCTaHOBIEHHOTO NOPAAKA UX HAHECEHHUS, a TaKXKe 32 HECBOEBPEMEHHOE BHECEHHE
WIA BHECEHWE HEJOCTOBEPHBIX JAHHBEIX B CHCTEMY MOHHTOPWHI2 IBMDKEHHS
JNIeKapCTBEHHBIX MPENapaToB /sl MEIHIIMHCKOTO IPUMEHEHUS.
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NHNEPEYEHD

HOPMATHBHBIX NpaBoBbiX akToB IIpesnaenta Poccuiickoii @enepaunu, lipaBurenncrea Poceniickoii ®enepaunn
u ¢eaepanbHBIX OPraHoOB HCMOJHHTENLHOM BJACTH, MOMJIEKALUX NPH3ZHAHHUIO YTPATHBLUIMMH CHJTY,
NPHOCTAHOBJIEHHIO, H3MEHEHH IO HJIH IPHHSATHIO B CBA3H ¢ NpHHATHeM Pexepasibuoro 3axkoHa "O BHeceHMH H3MeHeHH i

B ®enepanbhblii 3axoH "'06 oOpamennn NekapcTBeHHbIX cpeacTB'

ITpunarue ®enepansHoro 3akoHa "O BHeceHHH u3MeHeHUH B Denepanbhrlii 3akoH "O06 obpalieHHH NeKapCTBEHHBIX cpeicTs"
norpedyeT NPUHATHA CIEAYIOLUIAX HOPMAaTUBHBIX IPAaBOBBIX aKTOB:

Caenenns o
€lepabHBIX OpraHax
ObocHoBanue Genep P
Cpok noJAroToBKH UCTIOJIHUTELHON
HEeoOX0IUMOCTH Kpatkoe onucanue (1eib, NpeaMer,
HauMeHOBaHHE IPOEKTa HOPMAaTHBHOTO NpPOEKTa BJIACTH MCHOJHHTEISIX
Ne NOATOTOBKH MPOEKTA cojiepXaHHe) poeKTa HOPMaTHBHOIO
IpaBOBOro aKTa HOPMATHBHOT'O H COHCITOJTHUTEISIX
HOPMaTHBHOIO IpaBOBOTO aKTa
I m——— NIpPaBOBOrO aKTa pa3paboTku npoexra
pasc HOPMaTHBHOTO
IIPaBOBOro aKTa
1. TIlocranosnenue IIpapuTenscrea ITynkr 3 crateu 1 4 xBapran YTBepxKIeHHE NOpAIKa HAHECCHH] Ha Mumnsnpas Poccun
Poccuiickoit ®enepanuu 3aKOHOIPOEKTa 2017 r. MEPBUYHYIO YNIaKOBKY Poc3npaBHanzop
"O6 yTBepKaAeHHH nopaaKa (B OTHOIIEHHH JIEKAPCTBEHHBIX MuH3KOHOMPa3BUTHSA
HaHEeCEHUA HA NEPBUYHYIO YIIAKOBKY MpernaparoB I MEAHIHHCKOTO Poccun
¥ BTOPHYHYIO (IOTPeOUTENBCKYIO) IIPUMEHEHMS, VIS KOTOPEIX HE Munnpomropr
yIaKOBKY JIeKapCTBEHHBIX npeayCcMOTpeHa BTOpHYHAs ynakoBka) #  Poccun
BTOPHIHYIO (IOTPEOHUTENBCKYIO) Mundun Poccuu

IIpenaparoB JUIt MEHIIHHCKOTO
NPUMEHEHUS KOHTPOJIBHBIX
(nmeHTH(HKANHOHHEIX) 3HAKOB"

YIAaKOBKY JIEKAPCTBEHHBIX NPENapaToB ®HC Poccun
U MEJHITMHCKOIO NPUMEHEHHUA

KOHTPONBHBIX (HACHTHHUKAITHOHHEIX)

3HaKOB, 33 HCKJIIOYECHHEM

NeKapCTBEHHBIX Mpenaparos Ui
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HaumeHoBaHHE NPOEKTA HOPMATHBHOTO
NpaBoBOrO aKTa

O6ocHoBaHKE
HeobxoauMoCTH
NO/IFOTOBKH IIPOEKTA
HOPMATHBHOT'O
[IpaBOBOro aKTa

CpoK mo/iIr0OTOBKH
OpoeKTa
HOPMATHBHOTO
IpPaBOBOFO aKTa

Kparxoe onucanue (1ie/1b, npeaMer,
CO/IEpaaHME) IPOCKTa HOPMATHBHOIO
IIPaBOBOIO AKTa

CBeicHHA 0

(enepansHBIX Opramax
HCIIONTHUTENBHOH

BJIACTH HCIIOJTHATEIAX
H COMUCIIOTHHTEAX
pa3paboTku nNpoekTa
HOpPMAaTHBHOTO
IpaBOBOr'o aKTa

[Toctanosnenue Ilpasutenscrpa
Poccuiickoii ®denepanuu

"O6 yTBEpKIEHNH XapaKTePHCTHK
KOHTPOJIBHOTO
(uneHTHUKAIHOHHOTO) 3HAKA,
MOps/IKa ero HAaHECEHMUS, a TAKIKE
TpeboBaHuii K CTpyKType U hopMaTy
HH(popMaIHH, KOTOPYIO coJiepxar
KOHTPOJIbHBIE (MIEHTH()HKAMOHHBIE)
3HaKn"

ITocranopnenue [IpaBurenscrpa
Poccuiickoii @enepanuu

"O6 yreepxaenuu [Topsnka
CO3/1aHHs, pa3BUTHS, BEJICHHA, BBOJIA
B 9KCIUTYaTaLyIo, SKCIIyaTaluy u
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nyHkT 3 crateu 1
3aKOHOINPOEKTa

NyHKT 3 cTaThy |
3aKOHOIIPOEKTa

4 xBapran
2017 .

4 kBapTan
2017 r.

MEIHIHHCKOT0 IPUMEHEH U,
[IPOU3BOAUMBIX IS IPOBEIECHUS
KJIMHHYECKUX HCCIIEIOBAHNM, SKCIIOPTA,
a TakKe JIEKapCTBEHHBIX [IPENapaToB JUIs
MEIUIMHCKOrO IIPUMEHEHNS, He
HOUIeNAINUX FOCYIapCTBEHHOM
pErHCTpaIHH

YTBepaIeHNE XapaKTEPHCTHK
KOHTPOJILHOTO (MACHTH(HKAIIMOHHOTO)
3HaKa, [IOpAJIKa ero HaHeCEH!U, a TakKe
TpeboBaHusA K CTPYKType | hopMary
HHpOPMaIMU, KOTOPYIO COAEPKAT
KOHTpPOJIbHbIE (HACHTH(HKAIIMOHHEIE)
3HAaKH, B IeJISIX CO3MaHMA M obecrieyeHus
(hyHKUHOHHPOBAHUA CHCTEMBI
MOHHTOPHHTA JIBHOKEHHS JIEKAPCTBEHHBIX
[penaparos /Ui MEJHIIHHCKOIO
[IPUMEHEHHS

VTBepxIeHHe MOPAIKa CO3anHusd,
pa3BHUTHSA, BEJICHHA, BBOJIA B
IKCILIYATALHIO, KCILTYaTAllMK | BBIBOJA
U3 KCIUTyaTALHA CHUCTEMBI MOHUTOPHHTA
JBHOKEHHS JIEKAPCTBEHHEIX NIPENapaToB

Mpunsnpas Poccun
Pocaapasnanzop
MHH3KOHOMpPa3BUTHS
Poccun
MunnpomTopr
Poccun

Mundun Poccuu
@®HC Poccun

Mpunznpas Poccun
Pocsnpasuanzop
Munkomcsasp Poceun
MusnpomMTopr
Poccuu



Caenenus o
e/IepaIbHbIX OpraHax
Oancuonanye Cpok NoAroTOBKH . ﬁcﬁonﬂmem]:mﬁ
HeobXoMMMOCTH Kpatkoe onucanue (11enp, NpeaMer
HauMeHOBaHHE IIPOEKTa HOPMATHBHOIO m IPOEKTa P (€5, mpenuer, BJIACTH HMCIIOTHATENSAX
Ne MOATOTOBKH IIPOEKTA coiepiKaHue) POEKTa HOPMaTHBHOTO
[paBOBOro aKTa HOPMAaTHBHOI'O M COMCIOJIHUTENSX
HOPMaTHBHOTI'O MpaBOBOIro aKkTa
pa3pabOTKH NMPOEKTa

IpaBOBOIO aKTa

IPaBOBOI'O aKTa

HOPMaTHBHOTO
npaBOBOI'0 aKTa

BBIBOJ1a M3 SKCIUTyaTallid CHCTEMBI
MOHMTOPHHIA JIBUKEHHUS
JIEKapCTBEHHBIX IIPENaparoB Ui
MEIMUIIMHCKOTO IPUMEHEHN, TOPSAIKa
B3aUMOJIEHCTBHA C HHBIMHU
rocy/lapCTBEHHBIMH '
HH(QOPMAaHOHHEIMH CHCTEMAMH H
OIIpe/iesICHHe oneparopa
UHPOPMALHOHHOM cHCcTeMBI"

4. Tlocranosnenue [IpaButenscrea
Poccuiickoii ®eneparuu
"O6 yrBepxneHuH ITopanka BHeCeHHS
HHG(OPMAIHH O JICKAPCTBEHHBIX
npenaparax Uil MEIHIIHHCKOTO
NMPHUMEHEHHA B CHCTEMY MOHUTOPHHTa
JIBUXEHHUA JIEKAPCTBEHHBIX
NpenaparoB JUIA MEIHIHUHCKOTO
IIPUMEHEHHA U COCTaBa BHOCHMOH
uHpopmManun"

97070223

NyHKT 3 cTaTthH 1
3aKOHOINPOEKTa

4 xpapran
2017 r.

JUIA METHIIHHCKOTO IpHMEHEHH,
HopsaKa B3aUMOJACHCTBHSA C HHEIMH
rocyapCTBEHHBIMH HH)OPMAHOHHBIMHI
CHCTEMaMH B LeJIX obecniedeHus
2BTOMAaTH3HPOBAaHHOIO BEIEHHA CHCTEMBI
MOHHTOPHHI'A ABHXXCHUA JICKAPCTBEHHBIX
[penaparos, a TaKXe ONpeNeIeHUue
oneparopa HH(GpOPMAHOHHOH CHCTEMBI

Vreepxnenue ITopsaka BHECEHUS
HH(OpPMALHH O JIEKApCTBEHHBIX
npenaparax Ui MEJULIHHCKOro
NPUMEHEHHS B CHCTEMY MOHHTOPHHTA
JIBH)KEHHS JIEKapCTBEHHBIX. IPENapaToB
IU1 MEIULIMHCKOrO NPUMEHEHHUA H
COCTaBa BHOCHMOH HH(OPMAIMH B LEJIIX
(opmupoRaHus ¥ obecnedeHUs
GYHKUMOHHPOBAHHUSA CHCTEMBI
MOHHUTOPHHIA JABHXXEHHS JTEKapCTBEHHBIX
NpenaparoB Ui MEIHIIHHCKOTO
IIPUMEHEHHUS

Mundun Poccun
®HC Poccun

Munznpas Poccuu
Pocanpasuanzop
MunkoMmcs3s Poccuu
MunnpomMropr
Poccun

Mundun Poccuu
OHC Poccun




Caenenus o
i, T —— dhenepansusx opraHax
HCIIOJHHUTCIBHOH
HeoOX0IUMOCTH Kpatkoe onucanue (ueJib, npeaMer, e
HaumenoBauue NMpOEKTa HOPMaTHBHOI'O IMPOEKTA BJIACTH HUCIIOJIHHUTENAX
Ne MOJIrOTOBKH IPOEKTa COJIepKaHHE) IPOEKTa HOPMATHBHOIO
NpaBoOBOr'o aKTa HOPMATHBHOTO U COHCIIOJTHHATEISX
HOPMAaTHBHOTO [IpPaBOBOI'0 aKTa
pa3paboTKH IpoeKTa

TIPaBOBOTO AKTa

NIPaBOBOTO aKTa

HOPMAaTHBHOI'O
[IpaBOBOTO aKTa

5. Tlocranosnenue [IpaBurenscTBa
Poccuiickoii ®enepanuu
"O6 yTBEpAICHUH TOPSIKA
pa3sMeIeHus B HHQOpMAaIHOHHO-
TEJIEKOMMYHHUKALMOHHOM! CETH
"Untepuer", obuegocTynHol
HH(popManuy, coepxaeiics B
CHCTEME MOHHTOPHHTA JBHMKCHUS
NIeKapCTBEHHBIX ITPENapaToB JUIs
MEIUIMHCKOrO IPUMEHEHHS, B TOM
yucie B ()opMe OTKPBITHIX JaHHBIX"

6. Ilocranossenue IlpasuTenscrsa
Poccuiickoii @enepanuu
"O BHECEHHH H3IMCHEHMH B
HexoTopkle akThl [IpaBuTenscTpa
Poccuiickoii ®enepanun”

97070223

nyHKT 3 cratey |
3aKOHONPOEKTA

Cratbsa 1
3aKOHOIPOEKTA

4 xpapran
2017 r.

4 xBapTan
2017 r.

YTBepKIeHHE TOPS/KA PA3MEIIECHHS B
HH(pOpPMALIHOHHO~
TEJIEKOMMYHUKAIIHOHHOM CeTH
"Unrepuer", B ToM uncie B popme
OTKPBITEIX JAHHBIX, 06Ie0CTyIHOMH
uHdopMaluy, cofepxameiics B cHCTEME
MOHHMTOPHHTA JABH)XEHHS JIEKapCTBEHHBIX
[PEenapaToB sk MeJUIHHCKOTO
NIPHMEHEHU ¢ LENbIo obecneyeHns
OTKPBITOCTH U JOCTYITHOCTH
cooTBeTcTBYyIOMEH nHpOpMaluu

Buecenue U3MEHEHHH B TOCTAHOBJICHHS
IlpasutenscrBa Poccuiickoii
Genepaumn: ot 6 mronsa 2012 r. Ne 686
"O6 yTBep>XIEHHH TIOJIOKCHUSA O
JIALEH3HPOBAHNH NPOH3BOICTBA
NeKapCTBEHHBIX CpencTB";
- oT 22 nekabps 2011 r. Ne 1081

"O nuueH3HpoBaHuK (papMaleBTHIECKOH
nesTenbHOCTH"

B LIEJIIX BKJIIOYCHHUST HEOOXOMMOCTH
HaHECEHH Ha yIaKOBKY JIEKapCTBEHHBIX
npenapaToB Ui MEIHIHHCKOTO
IPUMEHEHUS KOHTPOJILHBIX

Munszapas Poccnu
Pocanpasnanzop
MunxomMcasasu Poccun
MUHIKOHOMPA3BUTHS
Poccuu
MunnpomMropr
Poccun

Mundun Poccun
®HC Poccun

Munsznpas Poccun
Pocsnpasnanzop
MuUHIKOHOMPAa3BHTHS
Poccun
Munnpomropr
Poccuu

Mun¢nn Poccun
®HC Poccun




Csenenus o
OBocHOBANHE . henepanbHeIX Opranax
HeoGxommocrs | CPOX OMXOTOBKE|  po o6 ommcanme (e, mpeaMer. e
HaumeHnoBanue poeKTa HOPMAaTHBHOIO [IpoeKTa p ». TIPGIMET, BJIACTH HCIIOJTHHTEIISX
Ne TIOATOTOBKY MPOEKTa coJepKaHHe) NPOEKTa HOPMATHBHOTO
HOPMAaTHBHOTO =t p—— H COHCHOJIHHTEAX

IIpaBoOBOIo aKTa
HOPMATHBHOI'O

HpaBoOBOI'O aKTa

IIpaBOBOI'O aKTa

pa3paboTkH NpoexTa
HOPMaTHBHOIO
[IpaBOBOrO aKTa

Cratpa 1

7. Ilpuxas Munszapasa Poccun
3aKOHOIPOEKTa

"O BHeCeHHU U3MEHEHHUH B
HEKOTOpBIE NpHKa3bl MunHcTepcTBa
3npaBooxpaHeHHs Poccuiickoi

®enepauun”

97070223

4 xsapran
2017 r.

(nneHTHGHKALMOHHBIX) 3HAKOB B
nepeyeHk JTUIEH3UOHHEIX TpeOoBaHmil 1

ycnoBui
BHECEHHE N3MEHEHMUI B: Mun3znpas Poccun
- mpuka3 MuHHCTEPCTBA Poc3npaBHamszop

3/IpaBOOXpaHEHHs ¥ COLIHAIIEHOIO
passutHa Poccuiickoii enepaunu ot
28 nexabpsa 2010 r. Ne 12221

"O6 yTBEp)XIEHUH NPABUI ONITOBON
TOPIOBJIH JIEKAPCTBEHHBIMH CPEICTBAMH
JUIS MEIMIIMHCKOTO IIpUMEHeHH";

- mpuka3 MuHHcTepcTBa
3paBOOXPAaHEHHUS H COLHAIBLHOrO
pazButus Poccuiickoit @enepanuu ot
14 nexabps 2005 r. Ne 785 "O nopsaxe
OTIyCKa JIEKaPCTBEHHBIX CPEICTB";

- mpuka3 MunncrepcTsa
3/IpaBOOXpaHEHHs ¥ COLHAIBHOIO
passutus Poccuiickoii @enepanuu ot
23 asrycra 2010 r. Ne 7061

"O6 yrBepxxnenud IIpaBui xpaHeHuA
JIEKapCTBEHHBIX CpeACTB"




Csenenns o
OGocHosaune Cpox noaroToBku lbeﬁeﬂaﬂﬁﬂ Oprafﬂx
OJIHHTEC
HE0OXO0IUMOCTH p Kpartxoe onmcanue (Lie)b, peMerT, R
Haumenoranue npoexTa HOPMATHBHOTO IIpoexTa BJIACTH HCIIOJIHUTEJISIX
Ne HIOArOTOBKY NPOEKTa coJiepiKaHue) NpoeKTa HOPMaTUBHOIO
HOPMATHBHOI'O H COHCIIOJIHHTENAX
[IPaBOBOTO AKTa

MPaBOBOTO aKTa

HOPMAaTHBHOI'O
IpaBoOBOro aKTa

IIpaBOBOro aKTa

pa3paboTKu MpoeKTa
HOPMATHBHOIO
IIPABOBOTO aKTa

97070223

- ipuka3 ot 31 asrycra 2016 r. Ne 6461
"O6 yTBEPIKIECHUH IIPABMII HaJIEKaIIelt
NpaKTHKH XPAHEHHUS H TEPEBO3KH
JIEKapCTBEHHBIX CPEZICTB LISk
MEIHIMHCKOTO NPUMEHEHHS "

B neJuix obecneueHus
(YHKIHOHHPOBAHHA CUCTEMBI
MOHHTOPHHTA ABHIXCHHSA JIEKAPCTBEHHBIX
HpenaparoB Uil MEJIHUIHHCKOIO
NPAMEHEHHs ¥ BHECEHHS B HEE CBENCHAH
Ha BCex dTanax obpalgesus
JIEKapCTBEHHBIX NPenapaToB I
MEAUIMHCKOTO IPUMEHEHHS,




