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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

12 anpens 2010 roga N 61-03

POCCUNCKASA ®EQEPALIUA
®EOEPANbHbLIA 3AKOH
OB OBPALLUEHUU NEKAPCTBEHHbIX CPECTB

MpuHat
NocypnapcteeHHon [dymowm
24 mapta 2010 roga

OpobpeH
CoseTom depepaumm
31 mapTta 2010 roga

Cnncok n3MeHsLWnX JOKYMEHTOB
(B pea. PenepanbHbix 3akoHOB OT 27.07.2010 N 192-93,
oT 11.10.2010 N 271-93, o1 29.11.2010 N 313-93,
o1 06.12.2011 N 409-93, ot 25.06.2012 N 93-93,
o1 25.12.2012 N 262-$3, ot 02.07.2013 N_185-93,
o1 25.11.2013 N 317-93, ot 12.03.2014 N 33-93,
0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-93 (peg. 13.07.2015),
o1 08.03.2015 N 34-93, o1 29.06.2015 N_160-93,
oT 13.07.2015 N 233-93, o1 13.07.2015 N 241-93,
o1 13.07.2015 N 262-93, ot 14.12.2015 N 374-93,
o1 29.12.2015 N 389-93, ot 02.06.2016 N _163-93,
o1 03.07.2016 N 261-$3, ot 03.07.2016 N _305-93,
o1 03.07.2016 N 350-$3)

Mnaea 1. OBLUME NOJIOXEHUA
Cratba 1. NpegmeT perynuposaHus HacTosiero ®efepanbHOro 3akoHa

1. Hactoawmn ®egepanbHbll 3aKOH perynupyet OTHOLIEHUS, BO3HUKawwWwmMe B CBA3M C obpaweHvem -
pa3paboTkon, JOKIUHNYECKUMU UCCNELOBAHNSAMN, KINMHUYECKMMU MCCNeSoBaHUSMU, 3KCMEPTU30M, rocyaapCTBEHHON
perncTpaumen, co cTaHgapTMsaumMend M C KOHTPOMNEM KayecTBa, MNPOM3BOACTBOM, W3rOTOBMIEHUEM, XpPaHEHUeM,
nepeso3kon, BBO3OM B Poccuiickyto ®efepaumio, BbiBO30oM U3 Poccuiickon ®efepauun, peknamomn, OTNYCKOM,
peanusaumen, nepegaden, NPUMEHEHNEM, YHUHTOXEHNEM NeKapCTBEHHbIX CPEACTB.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-3)

2. Hacroswmn depepanbHbli  3aKOH  yCTaHaBNMBaET MNPUOPUTET  FOCYAAPCTBEHHOTO  perynupoBaHus
BesonacHocTn, kayecTBa U 9PMEKTUBHOCTU NEKAPCTBEHHbBIX CPeACTB NPK NX obpaLleHun.

(B pea. PenepanbHoro 3akoHa ot 25.06.2012 N 93-d3)

Cratbs 2. Cchepa npumeHeHus HacTosiero ®eaeparnbHOro 3akoHa

Hactoswun depepanbHbiii 3aKOH MPUMEHSETCS K OTHOLLEHMAM, BO3HUKAKOLWMM Npu obpalleHMn nekapCTBEHHbIX
cpeacTs Ha Tepputopumn Poccuinckon depepaumn.

CraTtbsa 3. 3akoHoAaTenbCcTBO 06 obpalleHUM NekapcTBEHHbIX cpeacTB

1. 3akoHogaTenbCcTBO 06 0OpalLeHMM NekapCTBEHHbLIX CPEACTB COCTOMT U3 HacTosilero degepanbHOro 3akoHa,
apyrmnx degepanbHbIX 3aKOHOB U MHbIX HOPMaTUBHbLIX NPaBOBbIX akToB Poccuiickon ®eaepaunn.

1.1. 3akoHogaTtenbcTBO 06 OOpalleHnn neKapCTBEHHbIX CPEeACTB B OTHOLIEHUWU pUOUYECKUX Nl U
MHOMBUAOYanNbHLIX NpeanpuHUMaTtenein, OCYLECTBRAAIWMX OEATeNbHOCTb Ha  Tepputopun  MexayHapoaHOro
MEeOWLMHCKOro KracTepa, NpUMEHsieTcs C y4eTOM OCODeHHOCTel, ycTaHoBneHHbix ®PeaepanbHbiM 3akoHOM "O
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

MeXOyHapO4HOM MeOMUUHCKOM KnacTepe U BHECEHUN N3MEHEHWI B OTAENbHbIE 3aKOHOAaTeNbHblE akTbl Poccuickomn
depepaummn”.
(vactb 1.1 BBegeHa PepepanbHbiM 3akoHoOM oT 29.06.2015 N 160-93)

2. [encteue Hactosiwero ®degepanbHOroO 3akoHa pacnpocTpaHseTcss Ha obpalleHne HapKOTUYECKUX
NeKapCTBEHHbLIX CPEACTB W MCUXOTPOMHbIX NEKAPCTBEHHbLIX CPEACTB C Yy4eTOM OCOBGEHHOCTEN, YCTaHOBMEHHbIX
3akoHofgartenbCcTBoM Poccuiickon ®Penepauum O HaAPKOTUYECKUMX CPeACcTBax, MCUMXOTPOMHbIX BewectBax M 06 umx
npeKkypcopax.

3. [encrteue HacToswero ®egepanbHOro 3akoHa pacnpocTpaHsaeTcs Ha obpalleHne pagvodapmaueBTUYECKUX
NEKapCTBEHHbIX CPeacTB C Yy4eTOM OCOBGEHHOCTEN, yCTaHOBMNEHHbIX 3akoHoAaTenbCcTBOM Poccuiickon depepaummn B
obnactn obecneyeHns pagmalMoHHoN 6e30nacHOCTM.

4. Ecnu mexayHapoaHbiM aorosopom Poccuiickon depepaumm yCTaHOBMNEHbI UHbIE NpaBuna, Yem Te, KoTopble
npegycMoTpeHbl HacToAwmm PeaeparnbHbiM 3aKkOHOM, MPUMEHSAOTCH NpaBuia MexayHapo4Horo 4orosopa.

5. B Poccuiickon ®egepauum B COOTBETCTBMU C MEXAYHAPOAHbIMKU AoroBopamu Poccunckon ®egepaumm n (unu)
Ha OCHOBE MPVHLMMNA B3aMMHOCTV MPU3HAKTCA pe3ynbTaThl KNMMHWYECKUX WCCIefOBaHUA NeKapCTBEHHbIX MpenapaToB
O51S MegMLUMHCKOro NpMMEHEHUs!, MPOBEeAEHHbIX 3a npeaenamu tepputopun Poccuiickon ®epepauun.

CtaTtbs 4. OCHOBHbIE NOHATUSA, UCNONb3yeMble B HacTodAeM deaepanbHOM 3aKoHe

[ns uenen HacToswero ®efeparnbHOro 3akoHa UCMONb3YITCA CneayoLme OCHOBHbIE NMOHATUA:

1) nekapcTBeHHbIE CPeACcTBa - BELLeCTBa Uy nx KoMbnHaumm, BCTynaroLLmMe B KOHTAKT C OpraHM3mMoM 4erioBeka
NN KMBOTHOTO, MPOHUKAKOLWME B OpraHbl, TKAHW OpraHu3ma 4eroBeka WX >KUMBOTHOrO, MPUMEHsieMble Anis
NPOUNAKTUKN, ONArHOCTUKU (32 UCKIIOYEHUEM BELLECTB UM UX KOMOMHAUWWA, He KOHTaKTUPYHOLWMX C OpraHu3mMom
YyernoBeKka WMM >MBOTHOrO), nedeHuns 3aboneBaHwsi, peabunutauuu, ANs COXPaHEHWs, MpeAoTBpalleHus unu
npepbiBaHWs 6epeMeHHOCTU 1 NOSyYeHHbIE U3 KPOBW, NNasMbl KDOBW, M3 OpraHoB, TKaHeW opraHmsaMa u4erioBeka unm
XMBOTHOrO, pacTeHU, MWHEepParnoB MeTodaMu CWHTe3a WM C npuMeHeHueMm Guonormdecknx TexHonormn. K
neKkapcTBEHHbIM CpeAcTBaM OTHOCATCA hbapMaLeBTuyYeckne cybctaHuum 1 nekapCcTBEHHbIE Npenaparhbl;

2) cbapmaueBTnyeckas cybcTaHuus - nekapcTBEHHOE CPeACTBO B BWAE OAHOMO WM HECKONbKMx obnagatomx
hapMakonorm4eckon akTMBHOCTbIO AEVCTBYIOLLMX BELLECTB BHE 3aBMCMMOCTM OT MpUpOoObl NPOUCXOXAEHUSA, KOTOpoe
npefHasHadYeHo AN NpousBOACTBa, U3rOTOBIEHNS NeKapCTBEHHbIX NpenapaToB v onpeaenseTt nx 3deKkTMBHOCTb;

(n. 2 B pen. ®enepanbHoro 3akoHa o1 22.12.2014 N 429-03)

3) BcnomoraTtenbHble BellecTBa - BellecTBa HEOPraHWYecKoro WM  OpPraHUYecKkoro  MPOUMCXOXAEHWS,
ucnornb3dyemble B MNpPOLIECCe MNPOU3BOACTBA, W3TOTOBMIEHUSA JEKApCTBEHHbIX MpenapaToB ANnA  npuaaHus UM
HeobxoaMMbIX PU3NKO-XMMNYECKUX CBONCTB;

4) nekapcTBeHHble npenapaTbl - NekapCTBEHHbIE CPEACTBa B BUAE IEKapCTBEHHbIX DOPM, MpUMEHsieMble Ans
npounakTnk1, OUarHoCTUKM, nedyeHust 3aboneBaHusi, peabunutauun, ONS COXPaHEHUs, NpeaoTBpalleHust unu
npepbiBaHWA 6epeMeHHOCTY;

5) nekapcTBeHHas opma - COCTOsIHME fleKapCTBEHHOro npenapara, COOTBETCTBYOLLee cnocobam ero BBeAeHUs
N NpUMeHeHUs n obecnevmBarolLiee AOCTMKEHNE HEOBX0ANMOro nevyebHoro adhdekTa;

5.1) Bo3npoBka - cogep>xaHue 0QHOr0 UM HECKOMNbKUX OENCTBYIOLIMX BELEeCTB B KOMMYECTBEHHOM BbIpaXXeHUU
Ha eavHULy 03bl, UNn eamHuly obbema, Unn eamHULY Maccbl B COOTBETCTBUM C nekapcTBeHHon dopmon nubo ans
HEKOTOPbIX BMOOB NEKAPCTBEHHbIX (POPM KONMMYECTBO BbICBOOOXAAEMOro M3 fekapCTBEHHOW (hOpMbl OEWCTBYIOLLEro
BeLlecTBa 3a €AMHNULYY BPEMEHMU;

(n. 5.1 BBegeH depepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

6) mepeyeHb XN3HEHHO HEOBXOANMBIX N BaXKHEMLLMX FeKapCTBEHHbIX NpenapaTtoB - eXerogHo yTBepxaaeMblv
MpaBuTensctBom Poccuiickon ®efepaumnm nepeveHb nekapCTBEHHbIX NpenapatoB ANA MeAWUMHCKOrO NPUMEHEHNS,
obecneunBaloLLmMX NPUOPUTETHBIE NOTPEBHOCTM 30pPaBOOXPAHEHNS B LieNsX NPOMUNAKTUKM U NeYeHns 3abonesaHuin, B
TOM uncne npeobnagatoLmx B CTpyKType 3abonesaemoctu B Poccuiickon ®enepauuu;

6.1) opdpaHHble nekapcTBEHHbIE NpenapaThl - feKapCTBEHHbIE npenaparbl, NpefAHa3Ha4YeHHbIE WUCKMIOYUTENBbHO
ANst QNarHoCTUKN MW NaTOreHeTUYEeCKoro neveHns (nedYeHns, HanpaBneHHOro Ha MexaHu3M pas3BuTus 3aboneBaHus)
peoknx (opdaHHbIX) 3aboneBaHui;

(n. 6.1 BBegeH PegepanbHbIM 3akoHOM 0T 22.12.2014 N 429-93)

6.2) BGuonormndeckue nekapcTBeHHble npenapaTtbl - fekapCTBEeHHble npenapatbl, AeNCTBYoLlee BeLecTBO
KOTOpPbIX NPOM3BEAEHO WUIN BbIAENEHO U3 BUONMOrMYeCcKoro NCTOMHUKA 1 AN onpeaeneHnsi CBOMCTB U KavecTBa KOTOPbIX
HeobxoamMMa KOMOMHauUMsA OUOMOrMYecknx u U3UKO-XMMUYECKMX MeTodoB. K Ouonormyeckum nekapcTBEHHbIM
npenaparam OTHOCATCH MMMyHOBMOMNorMyeckme nekapcTBeHHbIe Npenaparbl, fekapcTBEHHbIe npenaparbl, NofyYeHHble
M3 KpPOBW, MMa3mbl KPOBW YernoBeKa W XMBOTHbIX (3@ WCKMOYEHMEeM LenbHOW KpoBu), OuoTexHomnornyeckue
nekapcTBeHHble Npenaparbl, FreHoTepaneBTUYeCKMe NeKapCTBEHHbIE NpenaparTbl;

(n. 6.2 BBegeH dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)
7) uMMyHOBUONOrnyeckne rnekapcTBeHHble npenapaTtbl - leKapCTBEHHble Mnpenapatbl, npegHasHadeHHble Ans
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

POPMMPOBaHUA aKTUBHOIO UMM NAaCCUBHOIO MMMYyHUTETa MO0 OUArHOCTUKM Hanuuus MMMyHUTETA WNW ONarHOCTUKK
crneundunyeckoro NpPMoBPETEHHOrO NU3MEHEHUS MMMYHONOMMYECKOro OTBeTa Ha anneprusvpylowme BewectBa. K
UMMYHOBMOMOrMYECKUM NEKapCTBEHHbIM NpenapataM OTHOCATCA BaKUMHbI, aHaTOKCWHbI, TOKCWHbI, CbIBOPOTKMU,
UMMYHOrNobyrnuHbI N annepreHsbl;

(n. 7 B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7.1) BuoTexHonornyeckme nekapcTBEHHble MpenapaTbl - FlekapCTBEHHbIE MpenapaTtbl, MPOU3BOACTBO KOTOPbIX
OCYLLECTBMAETCH C UCMOMb30BaHWEM BMOTEXHONOMMYECKMX MPoLECCOB U MeToaoB (B ToM yncne [OHK-pekomOuHaHTHOM
TEXHOJMOMMK, TEXHOJOTUM KOHTPOMMPYEMOMN 3KCMPECCMM TEHOB, KOAMPYHOLLUMX Ouonormdeckum aktmBHble 6enku B
npokapuoTax M 3dykapuoTax, BKMNOYas M3MEHEHHble KMNeTkM MrekonuTalowux), rmmbpuaoMHoro meTtoga u  MeTtoga
MOHOKINOHAanNbHbIX aHTUTEN;

(n. 7.1 BBegeH PeneparnbHbiM 3aKkOHOM 0T 22.12.2014 N 429-03)

7.2) reHoTepaneBTUYECKNE NEKapCTBEHHbIE MpenapaTbl - JeKapCTBEHHble MpenapaTbl, apmaueBTUYecKas
cybCcTaHUmMsA KOTOpbIX SABNSETCA PEKOMOWHAHTHOW HYKINEMHOBOW KWUCMOTOW MMM BKIOYaeT B cebs pekoMOWHaHTHYHO
HYKIMEVHOBYIO KWUCMOTY, MNO3BOSMAIOLLYIO OCYLWECTBNATL pPerynupoBaHvne, penapauuio, 3ameHy, pobaBneHue umm
yAaneHue reHeTu4ecKon nocrneaoBaTenbHOCTY;

(n. 7.2 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8) HapkoTMYeckMe NnekapCcTBEHHbIE CPpeaCTBa - NleKapCTBEHHbIE MpenapaTtbl M dapmaueBTudeckme cybcTaHumm,
coaepallme HapKkoTM4ecKMe CpeacTBa 1 BKITOYEHHbIe B [lepedyeHb HapKOTUYECKNX CPeaCcTB, MCMXOTPOMHbIX BELLECTB 1
MX MPEeKypcopoB, noanexawmx koHTporo B Poccuickon ®depgepauny, B COOTBETCTBMM C 3aKOHOOATENbLCTBOM
Poccuickon ®epepaunn, mexayHapoaHeiMu gorosopammn Poccuickon ®egepauumn, B Tom yncne EAMHON KOHBEHLMEN O
HapkoTuyeckmx cpegcteax 1961 roga;

9) NCMXOTPONHbIE NeKapCTBEHHbIE CpeacTBa - NEKapCTBEHHble npenapaTbl U dapMaueBTu4eckue cybecTaHumm,
cofepiallime NCUXOTPOrHbIe BELLeCTBa U BKIIOYEHHbIe B [lepedyeHb HapKOTUYECKUX CPEACTB, MCUXOTPOMHLIX BELLECTB U
X MPEeKypcopoB, noanexawmx koHTpomnto B Poccuickon ®epgepauny, B COOTBETCTBMM C 3aKOHOOATENLCTBOM
Poccuinckon ®epepaunn, mMexayHapoAaHbiMu gorosopammn Poccuiickon Pepepaumm, B TOM 4ucne KoHBeHUMen o
NCUXOTPONHbIX BewwecTBax 1971 roaa;

10) pagmodpapmaueBTUYECKMEe NeKapCTBEHHbIE CPEACTBa - JleKapCTBEHHble CpeacTBa, KOTOpble cogepXaTt B
roTOBOM ANS UCMOMb30BaHWs (hopme OaVH PaaMOHYKNNA U HECKOMbKO PaanoHYKNNA0B (pagnoakTUBHBIX U30TOMOB);

11) pedhepeHTHbIN NekapCTBEHHbIV Npenapar - NekapCTBEHHbIN NpenapaT, KOTOPbIN BNepBble 3aperncTpupoBaH B
Poccuiickon ®enepauun, kayectso, 3pdEKTUBHOCTL M 6E30MaCHOCTL KOTOPOro JoKa3aHbl HA OCHOBaHWM pe3ynbTaToB
OOKIMMHNYECKNX UCCNEAOBaHWI NTEKapCTBEHHbBIX CPEACTB M KITMHUYECKMX UCCNELOBaHUN feKkapCTBEHHbIX MpenapaTos,
NPOBEAEHHbIX B COOTBETCTBMM C TpeboBaHMsMM 4yacTen 6 u 7 ctatbh 18 Hactosiwero degeparnbHOro 3akoHa B
OTHOLLEHMWN NEKapPCTBEHHbIX CpeacTB Ans MeAULMUHCKOro NPUMEHeHUs NMbo B COOTBETCTBMU C TpeboBaHWSMMU CTaTby
12 HacTodwero PenepanbHOro 3akoOHa B OTHOLUEHWMM NEeKapCTBEHHbIX CPeacTB ANs BETEPMHAPHOro MpUMEHeHUs, U
KOTOpbIA MCMONb3yeTca Ans OLEeHKM OMO3KBMBANEHTHOCTM WM TepaneBTUYECKOW IKBMBANIEHTHOCTW, KayvecTBa,
achdekTuBHOCTM M Ge3onacHOCTM BOCMPOU3BEOEHHOrO WnuM  OuoaHanoroBoro (6MonogoOHOro) nekapCTBEHHOrO
npenapara;

(B pea. PepepanbHbix 3akoHOB OT 22.12.2014 N 429-93, ot 13.07.2015 N 241-93)

12) BoCnpoM3BeAEHHbIN NEeKapCTBEHHbIN MpenapaT - NeKapCTBEHHbIN MpenapaT, KOTOpbIA MMeeT TaKkou e
KayeCTBEHHbIN COCTaB N KONMYECTBEHHbIM COCTaB AeMCTBYIOLMX BELLECTB B TAKON Xe fnekapCTBEHHOW dopme, 4To u
pedepeHTHbIN NekapCTBEHHbIN npenapar, 1 OMO3KBMBANEHTHOCTb WM TepaneBTUYecKkas 3KBMBANEHTHOCTb KOTOPOro
pedepeHTHOMY NleKapCTBEHHOMY NnpenapaTy NOATBEPXKAEHA COOTBETCTBYIOLLMMM UCCIIEN0BaHUAMY;

(n. 12 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

12.1) TepaneBTUYecKass IKBUBANEHTHOCTb - AOCTMXKEHME KIMHUYECKM COMOCTaBUMOIrO TepaneBTUYECKOro
achdekTa Npm NPUMEHEHNM NeKapCTBEHHbIX NpenapaToB 4518 MeAULMHCKOrO NPUMEHEHNs ANS OO4HOM U TOW Xe rpynnbl
BONbHLIX MO OOHUM U TEM Xe NMOKa3aHUsaM K MPUMEHEHUIO;

(n. 12.1 BBegeH PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

12.2) 6ruoaHanoroBbIvi (bronogobHbLIN) NeKapCcTBEHHbIN Npenapat (bnoaHanor) - 6MoNorM4yecknii NNeKapCTBEHHbIN
npenapat, CXOXWA Mo napameTpaMm kKadecTBa, 3dEKTMBHOCTM M Ge3onacHoCTM C pedepeHTHbIM BUOorMYeckum
NeKapCTBEHHbBIM MpenapaToM B TaKOW Xe NiekapCTBEHHOM hopMe U UMELLNIA NOEHTUYHbIM cnocob BBeoeHUS;

(n. 12.2 BBegeH PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

12.3) B3aMMo3aMeHsieMbli NEKapCTBEHHbIN npenapaT - NEeKapCTBEHHbIM npenapat €  [OKa3aHHOM
TepaneBTUYECKON IKBMBANEHTHOCTbIO MMM OMO3KBMBANEHTHOCTbIO B OTHOLUIEHUU pedEepeHTHOro feKkapCTBEHHOro
npenaparta, UMELLNA 3KBUBANEHTHbLIE EMY Ka4eCTBEHHbIN COCTaB U KONMMYECTBEHHbIN COCTaB AENCTBYIOLNX BELLECTB,
COCTaB BCMOMOraTernbHbIX BELLECTB, NIeKapCTBEHHYO hOpMy 1 cnocob BBEAEHUS;

(n. 12.3 BBegeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

13) nekapcTBeHHOE pacTUTENBHOE Chipbe - CBEXMNE UMW BbICYLLEHHbIE pacTeHNs NMMBO MX YacTw, MCMonb3yemble
ONA Npou3BOACTBa NEKapCTBEHHbIX CPeacTB OpraHvM3aumsMu - NPOM3BOAUMTENAMWU NEKapCTBEHHbLIX CPeAacTB wunm
N3roTOBIEHUS NEeKapCTBEHHbIX NPenapaToB anTeYHbIMU OpraHM3auusamMn, BETEPMHAPHBIMW anTeYHbIMU OpraHmM3aumnsamu,
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

WHAMBUAYaNbHLIMU NPEANPUHUMATENAMU, UMEIOLLMMY NMLEH3UIO Ha (dapMaLeBTUYECKYIO AEATENbHOCTD;

14) nekapCTBEHHbIV pacTUTENbHbIA Npenapar - JIeKapCTBEHHbIV NMpenapar, NPOU3BEAEHHbIA NN N3rOTOBMNEHHbLIN
N3 OOHOrO BMAA NEKAPCTBEHHOINO PaCTUTENbHOrO ChiPbsl MMM HECKOSTbKMX BUAOB TaKOro Chipbsi U peanu3yemMbii B
pactacoBaHHOM BMAE BO BTOPUYHOW (NOTPEOUTENLCKON) YNaKoBKeE;

15) romeonaTtMyecknin NeKapCTBEHHbLIN MpenapaT - JleKapCTBEHHbIW npenapaTt, nNpou3BeAeHHbIA Unu
N3roTOBMEHHBIN M3 dapMaLeBTMYeckon cybcTaHuMM wnu  dapmMaueBTUYeckux cyObcTaHuMi B COOTBETCTBUM C
TpeboBaHNsMM 06LLMX hapMaKoNenHbIX CTaTen K rOMeonaTu4YeCckUM NIeKapCTBEHHBIM NpenapartamM Uin B COOTBETCTBUM
¢ TpeboBaHMAMU hbapmakonen cTpaHbl NPOM3BOAMTENS TAKOrO fiekapCTBEHHOMO Npenapara;

(n. 15 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

16) MexagyHapogHOe HenaTeHTOBaHHOE HaMMEHOBaHWE JeKapCTBEHHOrO0 CpeactBa -  HavMMeHOBaHue
JencTBylolWero BellecTBa papmaueBTUYeckon cybcTaHuuW, pekoMeHaoBaHHOoe BcemupHonm  opraHusauven
3[1paBOOXpPaHEHUS;

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

17) TOproBoe HaMMEHOBaHWE EKAapCTBEHHOTO CPEACTBa - HaWMEHOBaHWe JIeKapCTBEHHOro CpeacTsa,
MPUCBOEHHOE ero pa3paboTyUMKoM, AepKaTenem unu BnagenbLem PpermcTpaLMoHHOro YA0CTOBEPEHUSI NeKapCTBEHHOMo
npenaparTa;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

17.1) rpynnMpoBOYHOE HaMMEHOBAHWE NIEKapPCTBEHHOTO Npenapara - HauMeHOBaHWe NeKapCTBEHHOIO Npenapara,
He VIMEIOLLLEro MexayHapo4HOrO HEeMaTeHTOBAaHHOIO HAMMEHOBaHWUSA, UM KOMOWHaLMW NEeKapCTBEHHbIX MpenapaTos,
ncnonb3yemoe B Lensx o0beanHeHns ux B rpynny noa €4VMHbIM HauMeHOBaHWEM WCXOA4A W3 OAMHAKOBOro cocTaBa
OEenCTBYIOLNX BELLECTB;

(n. 17.1 BBegeH PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

18) obwas dapmakonerHas ctaTbsl - OOKYMEHT, YTBEPXAEHHbLIA YNOMHOMOYEHHbIM deaepanbHbiM OpraHoM
WCMNOMHWTENBHOW BNacTu M cogepXaluii nepedeHb NokasaTenen kadectBa M (MnM) MeTOOOB KOHTPOMsl KadecTBa
KOHKPETHOW  JIEeKapCTBEHHOW (POpPMbl, JEKAPCTBEHHOIO pPacTUTENBbHOIO  CbipbdA, OMNMCaHUA  BMONOrMYecKMX,
BMOXUMUYECKNX, MUKPOBNOMOrMYECKNX, (PU3NKO-XMMNYECKMX, (DUBNYECKMX, XMMUYECKMX M APYrMX METOOOB aHanmsa
NeKapCTBEHHOro CPeACcTBa, a Takke TpeboBaHMs K UCNONb3yEMbIM B LIEMSIX MPOBEAEHNS AAaHHOIMO aHanuMsa peakTuBaM,
TUTPOBAHHLIM PacTBOpaM, UHOUKATOPaM;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

19) dapmakonenHasa cTaTtbs - [OOKYMEHT, YTBEPXAEHHbIA YMNOMHOMOYEHHbIM hefdepanbHbIM — OpraHoM
WCMOMHMTENBHOW BRacTM M cogepXalui nepeyeHb MoKasaTenen KayectBa WM METOOOB KOHTPOMs KayecTBa
nekapCTBEHHOIo CPeACTBa;

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

19.1) ctaHgapTHble 0bpasupbl - BellecTBa, NOCPEACTBOM CPaBHEHUSI C KOTOPbLIMW OCYLLECTBMASETCA KOHTPOIb
KayecTBa UccregyemMbix NIeKapCTBEHHbIX CPEACTB C MOMOLLbI0 (DU3NKO-XMMUYECKMX M BUONOrMYecknx METOA0B B LIENsIX
NOATBEPXAEHUS COOTBETCTBUSA JIEKAPCTBEHHbBIX CPEACTB TpeboBaHMAM HOPMATUBHOW OOKYMEHTALMMW, YCTAHOBIEHHBLIM
NPy OCYLLECTBIIEHNM TOCYOAPCTBEHHOW perMcTpaummM, W KOTOpble MNPUMEHSATCA Ans KanvbpoBKM CTaHOAPTHbIX
0o6pasL0oB NPoM3BOAWNTENS MEKApCTBEHHbLIX CPEACTB, WCMOMb3yeMblX Of1 KOHTPONS KavyecTBa W WMHbIX Lenen npu
obpalleHnn NekapcTBEHHbIX CPEACTB;

(n. 19.1 BBegeH PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

19.2) dhapmakonenHblt cTaHAapTHLIN obpasel - cTaHAapTHbIN obpasel, NPOM3BEAEHHbLIA B COOTBETCTBUM C
dapmakonenHom cTaTben;

(n. 19.2 BBegeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

20) HopmaTMBHas [AOKyMEHTauusi - [OOKYMEHT, COAepXaliui nepeyeHb OnpedensieMblXx MO pesynbraTam
COOTBETCTBYIOLLMX IKCNEPTU3 MokasaTenen kavyecTtBa JeKapCTBEHHOro cCpeacTBa Afs MEAUMUMHCKOro nNpUMEHEHNs,
METOLO0B KOHTPOSIS €r0 Ka4eCTBa U YCTAHOBIIEHHbI €ro NPON3BoOAUTENEM;

21) HOpMaTMBHLIA [OOKYMEHT - [OOKYMEHT, COAepXallMnh nepeyeHb onpefensemMblXx Mo pesynbratam
COOTBETCTBYIOLLUX 3KCMEPTU3 NoKa3aTenen kadectea M (MnM) MeTOOOB KOHTPOMS KayecTBa JIEKAPCTBEHHOW (hopMbl,
onncaHus BNonorMyecknx, BUOXMMMIECKUX, MUKPOBUOMNOrMYeckuX, (U3NKO-XUMUYECKNX, (UINYECKMX, XMMUYECKMX U
OpYrMX METO4OB aHanu3a fekapCTBeHHbIX CPeacTB AN BETEPMHAPHOTO MPUMEHEHUS, TpeboBaHNs K UCMOMb3yeMbIM B
Lenax nNpoBeAeHMs OAHHOrO aHanu3a peakTuBam, TUTPOBaHHbIM pacTBOpaM, WHOUKATOPaM M YCTAHOBIIEHHbIV €ro
npoussoguTenem;

21.1) oBWMN TEXHWUYECKUIA OOKYMEHT - KOMMIEKT LOKYMEHTOB M MaTepuarnoB, COCTOSILLUUA K3 HECKOIbKUX
pasgenoB - OOKYMeHTauuM agMUHUCTPATUBHOIO XapakTepa, XMMUYEecKoRn, dapmaueBTUYECKON W OMONornyeckon
OOKyMeHTaumu, ¢apMakonormyeckon, TOKCMKOMOMMYECKOW  OOKYMEHTauUW,  KIWHWYECKOW  AOKyMEHTauun u
npeacTaBnsieMbIi OQHOBPEMEHHO C 3asiBIIEHNEM O TOCYOapCTBEHHOW perncrpauum nekapcTBEHHOro npenapaTta ang
MEAMLMHCKOro NpUMEHeHNs1 B oopmaTe, YCTaHOBNEHHOM YNOSTHOMOYEHHbLIM hefeparibHbIM OpraHOM MUCMONMHUTENBHON
BnacTy;

(n. 21.1 BBegeH PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

22) KayecTBO 5EKaApCTBEHHOIO CpeacTBa - COOTBETCTBME JIEKApCTBEHHOrO cpeactBa  TpeboBaHMAM
hapmakonenHomn ctaTen NMMBO B Criyyae ee OTCYTCTBUS HOPMATMBHOW JOKYMEHTaLUW UM HOPMaTUBHOTO JOKYMEHTA;

23) 6e30nacHOCTb NEKapCTBEHHOrO CPEACTBa - XapaKTepUCTUKA NEKapCTBEHHONO CPeACTBa, OCHOBaHHas Ha
CpaBHMTENBHOM aHanuae ero ageKTMBHOCTU N pucka NPUYMHEHMS Bpeda 340POBbIO;

24) 3dEKTUBHOCTL NEKAPCTBEHHOrO Mpenapata - XapakTepUCTUKA CTENeHU MONOXUTENbLHOIO BMSIHUSA
NeKkapCTBEHHOrO npenapata Ha TedeHue, MNPOAOIIKMTENBHOCTL 3aboneBaHUs wnu  ero  npefoTBpalleHune,
peabunuTaumio, Ha CoXxpaHeHue, NpegoTBpaLLeHne Unm npepbiBaHne 6epPEMEHHOCTH;

25) cepus nekapCTBEHHOIO CPeACTBa - KOMNMYECTBO NEKAPCTBEHHOrO CPeacTBa, Mpou3BedeHHOe B pesynbTate
OLHOro TEXHOMOMMYECKOrO LMKIa ero Npon3BoauTENEM;

26) perucrtpauMoHHOe YyOOCTOBEPEHME FEeKapCTBEHHOro mnpenapaTta - [OOKYMEHT, MNOoATBepXaarwun dakt
rocygapCTBEHHONM perMcTpaumm nekapcTBEHHOrO Npenapara;

26.1) gepxartenb unu Briagenew, permcTpauMoHHOro YA0CTOBEPEHUS NTEKAPCTBEHHOTO Npenaparta - pa3paboTyunk
rnekapCTBEHHOro CPeACTBa, MPOU3BOAUTENb JIEKAPCTBEHHBIX CPEACTB WM MHOE lpuanyeckoe nuuo, obnapatoulee
npaBoM BnageHUs pPEerncTpauuoHHbIM  YAOCTOBEPEHWEM, KOTOpble HECyT OTBETCTBEHHOCTb 3@  KadecTBo,
3dhpekTUBHOCTL U 6E30MaCHOCTb NIEKApPCTBEHHOrO NpenapaTa;

(n. 26.1 BBegeH PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

27) perncrTpaunoHHbIi HOMep - KOAOBOe O0O3HayeHue, MPUCBOEHHOE FeKapCTBEHHOMY NpenapaTty npu ero
rocygapCTBEHHON perucTpauuu;

28) obpaleHne nekapCcTBEHHbIX CpeacTB - paspaboTka, OOKNMHMYECKUME WCCMNedOBaHus,  KIMHUYECKUe
nccrnegoBaHus, aKCcnepTM3a, rocygapCTBeHHas perncTpaums, CtaHgapTu3auus M KOHTPOSb KayecTBa, MpOu3BOACTBO,
N3roToBIEHNE, XpaHeHne, nepeBo3ka, BBO3 B Poccunckyto Pepepaumio, BbiBo3 13 Poccuinckon depepaumm, peknama,
OTNycCK, peanusauus, nepegada, NpMMeHeHne, YHUYTOXXEHNE NeKapCTBEHHbLIX CPeACTB;

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

29) cybbekTbl obpalleHus nekapCTBEHHbIX CPeAcTB - u3nyeckMe nuua, B TOM 4uCle UWHAMBMAOYalbHble
npeanpyHMMaTenu, 1 pPUAMYECKMe Nnua, OCyLLECTBAIOLWME AEATENBHOCTL NPpY 06paLLeHNn NeKapCTBEHHbIX CPEACTB;

30) paspaboTuMk IeKkapCTBEHHOro cpeacTBa - OpraHusauus, obnagarollass npaBaMy Ha  pesynbTaTbl
OOKMMHUYECKNX UCCNEeSOBaHUIA TIeKapCTBEHHOMO CpeacTea, KNMHUYECKUX UCCefoBaHUI NekapCTBEHHOro npenapaTta U
(Mnn) Ha TEXHOMOrNI0 NPOM3BOACTBA NEKAapPCTBEHHOro CPeacTBa;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

31) NpoM3BOACTBO NEKAPCTBEHHbLIX CPEACTB - LEATENbHOCTb MO MPOU3BOACTBY JIEKAPCTBEHHbLIX CPEACTB
opraHu3auusamMun - Npou3BOAUTENSIMU JIEKAPCTBEHHBIX CPEACTB HAa OAHOW CTavu, HECKOSIbKMX WM BCEX CTagusx
TEXHOJIOMMYECKOro NMpoLecca, a Takke Mo XpaHEHMWIO 1 peanusaummn Npon3BedeHHbIX JIEKAPCTBEHHbIX CPEeACTB;

31.1) npousBoACTBEHHas nnowlagka - TeppuTopuanbHO  ODOCOGMEHHBLIN  KOMMMEKC  NpOovM3BOAMTENS
neKapCTBEHHbIX CPEeACTB, NpefHa3HaYeHHbI AN BbINOMHEHUS BCEro npouecca MpPoOU3BOACTBA JlEKAPCTBEHHbIX
CpencTB Unv ero onpeaeneHHon ctaguu;

(n. 31.1 BBegeH ®enepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

32) npon3BoauTENb NEKAPCTBEHHbIX CPEACTB - OPraHn3auus, OCyLLEeCTBSWAs NPOU3BOACTBO JIEKAPCTBEHHbIX
CpencTB B COOTBETCTBUM C TpeboBaHUsAMU HacTosero PegepanbHOro 3akoHa;

33) dhapmaueBTUYeCcKkass [OesTeNbHOCTb - [AesTenbHOCTb, BKMtovatowas B cebs  ONTOBYyH TOPrOBIMIO
nekapCTBEHHbLIMU CPEACTBAMMU, UX XpaHEHWEe, NepeBO3KYy U (UNN) PO3HUYHYIO TOPTrOBIO NIeKapCTBEHHbLIMY NpenapaTamu,
NX OTMYCK, XpaHEHNe, NEPEBO3KY, N3rOTOBIEHNE NEKAPCTBEHHbIX NpenapaTos;

34) opraHu3aums onTOBOW TOProBMNM fiekapCTBEHHLIMU CPEACTBAMM - OpraHuM3auusi, OCyLLEeCTBRSAIOLWAs OMNTOBYHO
TOPrOBII0 JIEKAPCTBEHHBIMM CpPeACTBaMu, UX XpaHeHMe, MepeBO3Ky B COOTBETCTBUMM C TpebOBaHMSAMW HaCTOALLErO
depnepanbHOro 3akoHa;

35) anTeyHas opraHusauus - opraHmMsauusi, CTPYKTypHOe rfogpasfieneHve MeauUMHCKOW — opraHv3auuu,
OCYLLECTBMAIOLME PO3HUYHYID TOPrOBMIO NIEKAPCTBEHHLIMW Mpenapatamu, XpaHeHue, NepeBo3Ky, M3rOTOBMEHME W
OTMYCK NeKapCTBEHHbIX NpenapaToB A MeAULMHCKOTO NMPUMEHEHUsT B COOTBETCTBUM C TpPebOBaHMSMM HaCTOSILLErO
depepanbHOro 3akoHa;

(B pea. PepepanbHoro 3akoHa oT 25.11.2013 N 317-93)

36) BeTepuHapHasi anTedyHas opraHusauusi - OpraHmsauus, CTPYKTypHOe mfoApasfeneHme BeTepuHapHON
opraHu3aumm, ocyLLECTBSIOLME PO3HUYHYIO TOProOBM0 fEKapCTBEHHLIMU MpenapaTamu, XpaHeHwe, WU3roTOBfeHWE W
OTMYCK flekapCTBEHHbIX NPenapaToB Afsi BETEPUHAPHOrO NPUMEHEHNsSI B COOTBETCTBUN C TpeboBaHMSIMW HacTOsILLEro
denepanbHOro 3akoHa;

37) dhanbcumumMpoBaHHOe NEKAapPCTBEHHOE CPeACTBO - NIEKAapCTBEHHOE CPEeACTBO, COMPOBOXOAEMOE JI0XKHON
MHdopmaLmen o ero coctaese v (UnNn) NPon3BoguTene;

38) HepobOpokayecTBEHHOE feKkapCTBEHHOE CPEACTBO - fleKapCTBEHHOE CpPEACTBO, HEe COOTBETCTBYHOLLEE
TpeboBaHNsIM hapMaKkonelrHom cTaTbu MO0 B criydae ee oTCyTCTBMS TpeboBaHUSM HOPMaTUBHOW [OKYMEHTaUUWU Wnu
HOPMAaTUBHOIO AOKYMEHTA;

39) KoHTpadaKTHOe nekapCTBEHHOE CPEACTBO - JIEeKAapCTBEHHOE CpeacTBO, Haxodsieecs B o06opote C
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

HapyLUEHWEM rpaXadaHCKOro 3aKkoOHOAaTENbCTBa;

40) [OKNMHMYECKOE WCCrefoBaHWe JeKapCTBEHHOrO cpeactBa - Ouonornyeckue, Mukpobuonorumdeckue,
MMMYHOJ1I0rn4eckmne, TOKCUKOoI1ormndeckue, cpaplvlakonormqecme, q)msmqecme, XMMn4eckme u gpyrme uccnengosaHuA
NlekapCTBeHHOro cpeactea nyteMm npMMeHeHuA HaydHbiX MeTOodOB OUEeHOK B uUendax nonyyvyeHuna [OoKa3aTesibCTB
B6esonacHocTn, kadyecTBa U 3hPEKTUBHOCTM NEKAPCTBEHHOIO CPEACTBa;

41) KNUHMYECKOE WCCnedoBaHWe JeKapCTBEHHOro mnpenapaTta - M3ydeHue [OMAarHOCTMYECKUX, redebHbIX,
npodunakTnyecknx, apmakosiorMyeckMx CBOWCTB JIEKApCTBEHHOrO Mpenapata B Mpouecce €ero MnpuMEHEHust Y
YyeroBeKka, XMBOTHOMO, B TOM 4MCrle MPOLIECCOB BCacbiBaHWUSA, pacnpefenieHvsi, U3MEHEeHUs W BbIBEAEHUSA, MNyTeMm
npuUMEeHeHna Hay4HbIX MeTOoOOB OLUEeHOK B uUendx nonyyvyeHua [oKasaTesribCTB 6e3OI'IaCHOCTI/I, Ka4vyectBa MU
3(pheKTUBHOCTI NEKAPCTBEHHOro nNpenapara, AaHHbIX O HexXenaTernbHbIX peakumsax opraHuama 4erioBeka, XMBOTHOMO
Ha NpuMMeHeHWe nekapCcTBEHHOro npenapata u 06 addekTe ero B3aMMOAENCTBUS C APYIUMW  NeKapCTBEHHbIMU
npenapatamu 1 (MUNn) NULWEBLIMU NPOAYKTaMK, KOpMamu;

42) MHOrOLEHTPOBOE KINMHMYECKOE NCCIeJ0BaHNe NekapCTBEHHOrO npenapaTa And MeauUMHCKOro NPUMEHEHNs -
KNMHUYECKOE MWCCMedoBaHMe IEeKapCTBEHHOro mnpenapata  Ans  MeAWUMHCKOrO  MPUMMEHEHWs,  MpOBOAUMOE
pa3paboTynMKOM NEeKapCTBEHHOrO Npenaparta B ABYX U Gonee MeAWMUMHCKUX OpraHu3auusix no eguHomy MpOoTOKOmy
KIMHNYECKOro NccneaoBaHUs nekapCcTBEHHOro npenapara;

43) MexagyHapoaHOe MHOrOLEHTPOBOE KIMHUYECKOe UccnefoBaHWe NekapCcTBEHHOro npenapaTta  Ans
MEOULMHCKOTO MNPUMEHEHUS] - KIIMHWYECKOE WCCrefoBaHWe JieKapCTBEHHOro npenapata  Ang  MeLUUUHCKOro
NPYMEHEHWs, MPOBOAMMOE pa3paboTyYnKoM NEKAapCTBEHHOIO NpenapaTa B pas3fnMyHbIX CTpaHax No €4MHOMY MpPOTOKONY
KNMMHNYECKOrO MCCMEeL0BaHMS fiekapCTBEHHOMO Npenapara;

44) nocTperncTpaumoHHoe KIIMHUYEeCKoe WccrneaoBaHMe IeKapCTBEHHOro mnpenapata ans  MeguuMHCKOro
npuMeHeHua - KNnMHn4eckoe nccregoBaHne nekapCTtBeHHOro npenaparta gna MmeanumMHCKoro npuMmeHeHnd, nposoanmoe
Npou3BOAMTENEM JEKapCTBEHHOrO  npenapaTa, rpaxgaHckuiA  obopoT  KOTOPOro  OCYLLECTBMsieTCs  nocne
rocygapCTBEHHON perucTpaumm, B Lensix AoNonHUTenbHoro cbopa gaHHbIX 0 ero 6e3onacHocTn U 3dEKTUBHOCTY,
pacLUMpeHns MOKa3aHW K MPUMEHEHMWIO AaHHOMO fIeKapCTBEHHOIO MpenapaTta, a Takke BbISIBNIEHUS HexenaTenbHbIX
peakuui naumMeHToB Ha ero AencTeue;

45) uccnepoBaHMe OMOSKBMBANEHTHOCTU IEKAPCTBEHHOrO mnpenapaTta - BW4 KIMHUYECKOrO UCCreAoBaHUsA
nekapcTBEHHOro npenapara, NpoBeAeHME KOTOPOro OCYLIECTBNSAETCS AN OnpefeneHuMsl CKOPOCTU BCacbiBaHMS U
BbIBEAEHUS OOHOMO WIN  HECKONbKMX OOnajarolimx (apMakoiormdeckol akTMBHOCTbIO [OEWCTBYIOLLMX BELLECTB,
KOnv4ecTBa NNeKapCTBEHHOIO npenapaTa, AOCTUralLLEero CUCTEMHOIO KpOBOTOKA, U pe3ynbTaTbl KOTOPOro MO3BOMNAT
caenatb BbiBOA4 O OWMO3KBMBANEHTHOCTM BOCMPOW3BEAEHHOTO JIEKApCTBEHHOrO Mpenapata B  ONpederieHHbIX
nekapcTBEHHON YOpMe WM [03MPOBKE, COOTBETCTBYKOWMX opMe U [03UpoBKe pedepeHTHOro feKapCTBEHHOMo
npenapara;

(n. 45 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

46) uccnepoBaHue TepaneBTUYECKOW 3KBMBANEHTHOCTUM FEKapCTBEHHbIX MpenapaToB - BW4 KIUHUYECKOro
nccrefoBaHuA NekapCTBEHHbIX MpenapaToB, NMPOBeAEHME KOTOPOro OCYLLECTBISETCS ANS BbISABIEHUS OOUHAKOBbIX
CBOWICTB JIEKApPCTBEHHbIX MpenapaToB oOnNpeaesieHHON fekapCTBEHHONW OpMbl, @ TakKKe HanuMyns OAMHAKOBbIX
nokasaTenen 6e3onacHoCcTV 1 3¢pHEKTUBHOCTM NEKAPCTBEHHbIX NPENapaToB, OANHAKOBBIX KITMHUYECKMX 3dhhekToB npu
NX NPpUMEHEeHUN;

47) NpOTOKON KIMHNYECKOro UccrnefoBaHUs NekapCTBEHHOTO npenaparta - AOKYMEHT, B KOTOPOM onpeaenstTcs
uenu, dopmbl OpraHu3auum M MeToOoNormsa NpPoBeAEHUs KITMHUYECKOro UCCneaoBaHus, CTaTUCTUYECKME MeToAbl
00paboTkn pe3ynbTaToB TaKoOro WccnedoBaHWss M Mepbl No obecneyeHuto 6e3onacHOCTU  (PU3NYECKMX  Nu,
Yy4acTBYIOLUX B KITMHUYECKOM UCCIEL0BaHUN NEKAPCTBEHHOIO NpenapaTa;

48) Opowtopa uccrnegoBaTtenss - CBOAHOE U3NOXKEHWe pe3ynbTaToB  AOKIMHWMYECKOro  MCCriedoBaHus
NEeKapCTBEHHOTO CPEeACTBa M KIMMHUYECKOro WCCNEeaoBaHWs EeKapCTBEHHOro npenapaTta  Ang  MeauuMHCKOro
NPUMEHEHNS;

49) MHPOPMALIMOHHbBIN NUCTOK NaUMeHTa - AOKYMEHT, B KOTOPOM cofepaTcs B AOCTynHow ¢opme cBeaeHus,
KacalLlmecsi NpoBOAMMOrO KINMHWYECKOTO WCCMNEeAOBaHWUSA JIEKApPCTBEHHOro npenapaTta, W B MNUCbMEHHOW dopMe
0oOpOoBOMbHOE cornacue naumeHTa Ha yvacTue B KIMHUYECKOM WCCNedoBaHWM JIeKapCTBEHHOrO npenapaTta nocre
O3HAKOMJIEHUSI C OCODEHHOCTAMW KITMHWYECKOrO WMCCIeOBaHUs, MMEKLWMMM 3HAYeHVWe [ BbIPaXEHUs TaKoro
cornacus;

50) noboyHoe gencTeue - peakuns opraHmama, BO3HUKLLASA B CBA3U C NPMMEHEHMEM FeKapCTBEHHOro npenapara
B 033X, PEKOMEHAYEMbIX B UHCTPYKLIMW MO €ro NpUMEeHEHNIo, AN NpodunakT1kn, AMarHoCTuKK, neveHns 3abonesaHums
unun ans peabvnurtaumu;

50.1) HexxenaTenbHasi peakuus - HenpegHaMepeHHas HebnaronpusTHas peakuusi opraHmsma, Kotopasi MOXeT
ObITb CBSi3aHa C NPUMEHEHNEM NeKapCTBEHHOMO Npenapara;

(n. 50.1 BBegeH PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

51) cepbesHas HexenaTenbHas peakuus - HexenaTenbHas peakuus opraHuama, CBA3aHHas C NpUMeHeHWeMm

neKkapCTBEHHOro npenapata, npuBefwas K CMepTW, BpPOXAEHHbIM aHoOManusM WNM nopokam passutusa nubo

KoHcynbTanTlNKoC

www.consultant.ru CtpaHuua 6 uns 69
HaeXHas npaBoBas noaaepXxkKa



consultantplus://offline/ref=6B535752175201A2021CC54EBE5F5C28F75C1E9656A5400D6EAF9816FFB738BED64161E4482E7AdBO5I
consultantplus://offline/ref=6B535752175201A2021CC54EBE5F5C28F75C1E9656A5400D6EAF9816FFB738BED64161E4482E7AdBO5I
consultantplus://offline/ref=6B535752175201A2021CC54EBE5F5C28F75C1E9656A5400D6EAF9816FFB738BED64161E4482E7BdBODI
consultantplus://offline/ref=6B535752175201A2021CC54EBE5F5C28F75C1E9656A5400D6EAF9816FFB738BED64161E4482E7BdBODI
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

npegcraenswowas cobon yrposy >xusHW, Tpebywoowas rocnutanusaummM wnuv npuBedwwas K CTOWKOW yTpaTe
TPYAOCNOCOBHOCTU U (M) UHBANMAHOCTY;

52) HenpeOBuaeHHas HexenaTenbHas peakuus - HexenaTenbHas peakumst opraHu3ama, kotopas CBsidaHa C
NpYMeHeHeM fekapCTBEHHOro npenapara B 403ax, peKOMeHAYyeMblX B MPOTOKOMNe ero KIMHWYECKOro MCCneaoBaHus,
HpoLuope nccnegoBaTtens, Unu ¢ NPUMEHEHMEM NIeKapCTBEHHOro npenaparta B 103ax, PEKOMEeHAYeMbIX B WMHCTPYKUUK
Mo ero MpMMeHeHWo ANA NpogUIakTUKX, AWNArHOCTMKW, fedeHus 3aboneBaHust unv MeavuuHCKoW peabunutauum
nauueHTa, U CyLLHOCTb, TAXECTb UMM UCXOA KOTOPOM He COOTBETCTBYeT MHGOpMauuMuM O fekapCTBEHHOM npenapare,
cogepxallencss B NMpOTOKONEe ero KIMHUYEeCKoro uccrnegoBaHus, Opollope vccrnegosatens unM B UHCTPYKUMKM MO
NPYMEHEHWIO NeKapCTBEHHOro npenapara;

(n. 52 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

52.1) chapmakoHaa3op - BUA AeATENbHOCTM N0 MOHUTOPUHIY 3ddeKTMBHOCTM 1 6e30nacHOCTN NneKapCTBEHHbIX
npenapaTtoB, HanpaBneHHbI Ha BbiSBNEHWE, OLEHKY U NpeaoTBpalleHne HexXenaTernbHbIX NocneacTBU NPUMEHeHUs
neKkapcTBEHHbIX Npenaparos;

(n. 52.1 BBegeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

52.2) nnaH ynpasneHus puckamu - nogpobHoe onucaHne MeponpuaTUn No hapMakoHag3opy, HamnpasBreHHbIX Ha
BbISIBIIEHWNE, OLEHKY MU NpedoTBpalleHme N MMHUMU3auMI PUCKOB, CBA3AHHLIX C JIEeKapCTBEHHbIMW nNpernapatamu,
BKITHO4as OLEHKY 3(pheKTUBHOCTU AaHHbIX MEPONPUATUN;

(n. 52.2 BBegeH ®enepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

53) peuent Ha nekapcTBeHHbI MpenapaT - MNWCbMEHHOE Ha3HayeHWe neKapCTBEHHOro npenapaTta Mo
yCTaHOBfIeHHON hopme, BblAaHHOE MEANLIMHCKUM Ui BeTEePUHapPHbLIM paboTHNKOM, MMEIOLLMM Ha 3TO NpaBo, B Lensx
OTMyCKa NekapCTBEHHOro npenapara unm ero N3rotToBneHns 1 OTnycka;

54) TpeboBaHMe MeanLMHCKOW OpraHu3auny, BETEPUHapHOW opraHmM3aumnm - AOKYMEHT YCTaHOBMEHHOW (opMbl,
KOTOpbIA BbIMUCAH MEAULMHCKUM WU BeTepuvHapHbIM PaboTHUMKOM, MMEKLWMM Ha 3TO NpaBoO, W COOEPXUT B
NMMCbMEHHON (OpMe YyKasaHue anTevyHoW opraHusauum o6 OTnycke mnekapCTBEHHOro npenapata WM O  ero
N3rotoBneHnn n ob otnycke Ans obecneveHus neyebHOro npouecca B MEAWMLMHCKOW OpraHusauvu, BeTepuHapHOW
opraHusauumm;

55) komnnekcHas OueHKa NeKkapCTBEHHOro mnpenapata - OuUeHKa 3aperMcTpupoBaHHOIO  JleKapCTBEHHOro
npenapata, Bknwovawwaa B cebs aHanu3 wuHdoOpMauMM O CPaBHUTENbHOW KAMHUYECKOW IMPEKTUBHOCTU U
6e30nacHOCTM neKapCTBEHHOro mnpenapaTa, OLEHKY 3KOHOMWYECKMX MOCneAcCTBUA ero MNpUMMEHEHUs, U3y4veHue
OONOMHUTESNbHBIX NOCNEACTBMIA NPUMEHEHMWS NIeKapCTBEHHOro npenaparta B Lensx NpUHATUS peLleHUin O BO3MOXHOCTU
BKIIOYEHUS FeKapCTBEHHOro mnpenapata B MNepeyYeHb >KM3HEHHO HeOoOXOAMMbIX W BaKHEWLMX feKapCTBEHHbIX
npenapaToB, HOPMAaTUBHbIE MPABOBbIE aKTbl U WHblE OOKYMEHTbI, Onpefensolme nopsagok okasaHus MeOMLMHCKON
MOMOLLN, UMW UCKITIOYEHUS €r0 U3 yKa3aHHbIX MepPeYHs, akToB N AOKYMEHTOB.

(n. 55 BBegeH depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

naea 2. NOJIHOMOYUA ®EQEPAJIbHBIX OPFTAHOB VICI'IOHHI/ITEJ'IbI:IOVI .
BNACTWU, OPFAHOB UCTNONHUTENIbHOU BJIACTU CYBBEKTOB POCCUNCKOW
®EAEPALIAU NMPU OBPALLEHNU NEKAPCTBEHHbIX CPEACTB

Cratba 5. [NonHoMouMsa begepanbHbIX OPraHoB MCMOMHUTENBHOW BRacTy nNpu obpalleHnn neKkapCTBEHHbIX
cpencTs

K nonHomounsamM dpegepanbHbiX OpraHoB WUCMOMHUTENBHOW BRiacTv Mpu obpalleHuMn NeKapCTBEHHbIX CPeACcTB
OTHOCSTCS:

1) npoBegeHne B Poccuiickon depepaummn eguHON rocydapCTBEHHOW MONMTUMKM B obnactn obecneveHus
nekapcTBeHHbIMU NpenapaTamu rpaxgaH B Poccuiickon ®eaepaunu;

(B pean. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTBepXaeHue o6Wnx dapMakonenHblx cTaTel, apMakonewmHbIX cTaTel, u3gaHue rocyaapCTBEHHON

dapmakoneu, cosgaHue n BegeHne peectpa hapMakonenHbIx CTaHAapTHbIX 06pasLoB;
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) ocyLlecTBneHne rocygapcTBEHHOIo KOHTpons (Hagsopa) B cchepe obpalleHnst nekapCTBEHHbIX CPEACTB;
(B pea. PegepanbHoro 3akoHa oT 25.06.2012 N 93-$3)

4) nuueH3upoBaHME MPOU3BOACTBA fEKApPCTBEHHbIX CpeacTB U  dapmaueBTUYECKON AeATenbHOCTU B
COOTBETCTBUWN C 3aKkoHOoAATENLCTBOM Poccuinckon ®eagepaunu;

5) opraHusaumsa aKcnepTusbl NIEKAPCTBEHHBIX CPeAcTB, 3TMYECKOW 3JKCMEepPTM3bl BO3MOXHOCTU MpOBEOEeHUs
KNMMHUYECKOTO MCCreAoBaHus NEKAapCTBEHHOro npenapara AN MeAUUMHCKOro NPUMEHEHWs, 3KCNepTusbl OOKYMEHTOB,
npeacTaBneHHbIX ANs onpeaernieHvMs BO3MOXHOCTU paccMmaTtpvBaTb JIEKAPCTBEHHbIM NpenapaTt Ang MeguuMHCKOro
NPUMEHEHNSI NPWU FOCY4apCTBEHHOW perncTpaumm B kadectse opdhaHHOro nekapcTBEHHOro npenaparTa;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

5.1) opraHusaumsa NpoBeAEHNS KOMMIIEKCHOW OLEHKM NIEKapCTBEHHOIO nNpenapara B LenaxX NPUHATUA peLUeHU O
BO3MOXHOCTM BKIMOYEHNS [eKapCTBEHHOrO Mnpenapata B MepeYeHb >KM3HEHHO HeobXOAUMbIX W  BaXHEMLWMX
NeKkapCcTBEHHbIX MpenapaToB, HOPMATUBHLIE NPABOBbLIE aKTbl U MHblE OOKYMEHTbI, Onpefensiiowmne nopsigok okasaHus
MEANLIMHCKON NOMOLLN UM UCKIIOYEHUSA €ro U3 YKa3aHHbIX NepeYHsl, akTOB U JOKYMEHTOB;

(n. 5.1 BBegeH PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

6) Bbigaya paspelleHuit Ha NpoBedeHME KIMHUYECKUX WUCCIefOBaHUA NeKapCTBEHHbIX MpenapaToB, BeAeHue
peecTpa BblAaHHbIX paspeLLeHnii Ha NPoOBEeAEHNE KITMHUYECKMX NCCNEeA0BaHUN NEKAPCTBEHHbIX NPenapaTos.;

7) rocygapcTBeHHas peructpauus nekapCTBEHHbIX nNpenapaTtoB, BedeHWe roCyAapCTBEHHOrO peectpa
NeKapCTBEHHbIX CPeACTB;

8) opraHuzaums u (MnM) NpoBeAeHWEe MHCNEKTUPOBaHUS CyObLEKTOB ObOpalleHWs NeKapCTBEHHbIX CPeACTB Ha
COOTBETCTBME MNpaBunaMm Hagnexailien nabopaTopHOM NPakTWKK, NpaBuiaM Hagnexallen KIMHUYECKOW MPaKTUKK,
npaBunaMm Hagnexaiwlen MpakTUKA XpaHeHUs! U MepeBO3KWM NEKAapCTBEHHbIX MpenapaToB, NpaBuiiam Hagnexallen
ONCTPUOBLIOTOPCKOM NPaKTUKK, MpaBuIiamMm Haanexallen anTeyHon NpakTUKu;

(n. 8 B pea. PenepanbHoro 3akoHa o1 22.12.2014 N 429-03)

8.1) opraHusaums n (unn) npoBedeHne WHCMEKTUPOBaHUS CyObeKkTOB obpalleHus MnekapCTBEHHbIX CPeacTB Ha
cooTBeTCTBME TpeboBaHMAM NpaBuil Hagnexalen Npou3BoACTBEHHOW MPaKTMKW, Bbldaya 3akniovyeHuii 0 COOTBETCTBUU
NpOM3BOAMTENS NTEKAPCTBEHHbIX CPEACTB TPeOOBaHUSAM NpaBuI Haanexallen NPoM3BOACTBEHHON MPaKTUKK;

(n. 8.1 BBegeH PeneparnbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

8.2) ycTtaHoBneHve nopsaka BeOeHUS W BedeHWe rocydapCTBEHHOro peectpa 3akfioYeHMn O COOTBETCTBUM
NpoM3BOAMTENS NTEKAPCTBEHHbIX CPEACTB TPeOOBaHUSAM NpaBuIl Haanexallen NPoM3BOACTBEHHON MPaKTUKY;

(n. 8.2 BBegeH depepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

9) rocyoapCTBeHHasa perncrTpaumsi yCTaHOBMEHHbIX NPOU3BOANTENSMU NEKAPCTBEHHbIX NpenapaToB npeaenbHbIX
OTMYCKHbIX LLEH Ha XXU3HEHHO HEOOXOAUMbIE U BaXXHEWLUNE NEKapCTBEHHLIE NpenapaTbl U BedeHWe rocyaapCTBEHHOIO
peecTpa npefernbHbIX OTMYCKHbIX LieH Npou3BoAMTENeN Ha nekapCTBeHHble npenapaThbl, BKMOYEHHble B NepeyveHb
YXM3HEHHO HEOOXOOUMBIX N BaXKHEMNLLMX NTEKAPCTBEHHbIX NpenapaTos;

9.1) cornacoBaHue NPOEKTOB PELLEHNN OPraHOB UCMONTHUTENBHON BNacTn cybbekToB Poccuickon degepaumm o6
YCTaAHOBMEHUM 1 (MNN) UBMEHEHUUN NPEAENbHbIX PAa3MEPOB OMTOBbIX HaabaBOK U MpeAernbHbIX pa3mMepoB PO3HUYHLIX
HaabaBoOK K (pakTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSIMU NEKAPCTBEHHbIX NpenapaTtoB, Ha
neKkapcTBeHHble MpenapaTbl, BKMOYEHHble B MEpeYeHb XM3HEHHO HEOOXOAMMbBbIX W BaKHEWLMX feKapCTBEHHbIX
npenapaTos;

(n. 9.1 BBegeH depepanbHbiM 3akoHoM oT 13.07.2015 N 241-03)

10) ycraHoBneHuwe nopsAka BBO3a feKapCTBEHHbIX cpedcTB B Poccuiickyio Pegepaumio M BbIBO3a
nekapcTBeHHbIX cpeacTts n3 Poccunckon degepaunu;

(n. 10 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

10.1) Bblgaya, ycTaHOBMNEHME nopsaaka Bbiaavm u QopMbl JOKYMEHTa, KOTOPbIA NOATBEPXKAAET, YTO NPOU3BOACTBO
neKkapCTBEHHOro nNpenapara OCyLLeCTBIEHO B COOTBETCTBMM C TpeboBaHUSIMM NpaBui Haanexallen npomM3BoaCTBEHHOWM
NpaKkTVKK, U NOANEXUT NPeACTaBfieHVo No TpeboBaHMIO YMOSIHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPYK BBO3UTCS
nekapCcTBEHHbIN npenapar;

(n. 10.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

10.2) Bblgada, ycTaHOBMEeHWe nopsaka Bbldayn M POpMbl AOKYMEHTa, COAepXallero CBeAeHWs O CTaausax
TEXHOMOrMYeckoro npouecca nNPOM3BOACTBA JIEKApCTBEHHOIO cpeactBa ANd  MeAULMHCKOro  NMpUMEHEHMs,
OCyLLecTBNsieMbIX Ha TeppuTopumn EBpasniickoro 3kKOHOMMYECKOIo CO33a;

(n. 10.2 BBegeH ®depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03, B pea. PepepanbHoro 3akoHa ot 13.07.2015 N
241-93)

11) cosgaHue CoBeTOB MO BONPOCaM, CBA3aHHbIM C 0bpaLleHneM nekapCTBEHHbIX CPEACTB;

12) aTTectaums n ceptTudukaumsi CneLmanmcTos;

13) ytpaTtun cuny ¢ 1 ceHtabps 2013 roga. - PegepanbHbivi 3akoH ot 02.07.2013 N 185-03;

14) ocywecTBneHue papmakoHaa3opa;

(n. 14 B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

15) yyactne B MexgyHapogHOM COTPYAHNYECTBE;

16) nonyyeHne No 3anpocam YMNoSIHOMOYEHHOro heaepanbHOrO OpraHa WMCMOSIHUTENBHOW BNacTU OT OpraHoB
ucnonHuTensHoM Bnactn cybbektoB Poccuiickon ®degepaumn, a Takke OT CyObekToB obBpalleHus nekapcTBEHHbIX
CpeacTB ANd MeOMUMHCKOrO NPUMEHEHUs MHgopmauum Mo BOMPOCaM YCTAHOBMEHUST U MPUMEHEHMS LUeH Ha
nekapCTBeHHbIE Npenaparbl 1 HaA6aBOK K HUM;

17) NnpumeHeHne Mep OTBETCTBEHHOCTM 3a HapyLUeHUe 3akoHogaTenbcTBa Poccunckon ®enepauuu;

18) yTBepxxaeHue npaBui Hagnexallien nabopaTopHON NPaKTUKK, NpaBui Haanexalen KIMHUYECKON NPaKkTuKK,
npaBui Hagnexawen nponsBoACTBEHHOW MpakTuKK, MpaBui Hagnexallen npakTVKU XpaHeHUs U nepeBo3Ku
nekapCTBEHHbIX MpenapaToB, NpaBwun Hagnexailen AUCTPUOBLIOTOPCKOM MNPaKkTUKW, NpaBwui Hagnexawlen anTteyHom
NpakTUKW, MpaBuN Hagnexawlen npakTukM dapmMakoHaasopa nekapCcTBEHHbIX nNpenapatoB AN MeOMLMHCKOro
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NPYMEHEHNS;
(n. 18 BBeaeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

19) ycrtaHoBneHve nopsggka OPMUMPOBAHWS PErMCTPaLMOHHOIO AOCbe Ha JleKapCTBEHHbIM npenapat U
TpeboBaHWU K JOKYMEHTaM B €ro COCTaBe;

(n. 19 BBegeH PepepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

20) yTBepxaeHve MpaBwui pauMoHanbHOro BblbOpa HaMMEHOBaHWUWM FeKapCTBEHHbIX MpenapaToB  Ans
MEeOULMHCKOTO MPUMEHEHUS;

(n. 20 BBegeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

21) yTBepXaeHue nepeyHs HammeHOBaHUIM NekapCcTBEHHbIX POPM;
(n. 21 BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

22) dopmupoBaHMe peecTpa TUMOBbIX WMHCTPYKUUA MO MEOULMHCKOMY TMNPUMEHEHMIO B3aMMO3aMeHSIEMbIX
nekapCTBEHHbIX NpenapaTos.;

(n. 22 BBegeH depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

23) yTBEpXaeHue TpeboBaHUM K MHCTPYKLMU MO MEAMLMHCKOMY MPUMEHEHUIO JIEKAapCTBEHHbBIX MpenapaTtoB W K
WHCTPYKLUUWN NO BETEPUHAPHOMY NMPUMEHEHUIO NIEKAPCTBEHHLIX NPenapaTos;

(n. 23 BBegeH dPepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

24) pocynebHoe 3akpbiTe CalToB, COAepXaluxX WHPOPMAUMIO O PO3HWMYHOW Mpodaxe OUCTaAHLMOHHBLIM
cnocobom, npeanoxeHme o NpUobpeTeHnn QUCTAHUMOHHBIM cnocoboMm, AOCTaBke AUCTAHLMOHHLIM CNocobomMm u (Mnu)
nepegave uanyeckomy nuuly AWCTAHUMOHHBIM — CMOCODOOM  fEeKapCTBEHHbLIX  MpenapaToB,  HAPKOTUYECKUX
nekapCTBEHHbIX NMpenapaToB U MCUXOTPOMHbIX JIEKAPCTBEHHBIX NPENnapaToB, 3a NCKITOYEHNEM CITy4aeB, YCTaHOBMEHHbIX
MpaButenscteoM Poccuinckon degepaumn.

(n. 24 BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlnoC: npumeyaHue.

lMonoxeHus ctatbn 5.1 pacnpocTpaHATCA Ha NONHOMOYMA edeparnbHbIX OpraHoB WUCMOMHUTENBHOW BnacTw,
KOTOpble He nepefaHbl AN OCYLLEeCTBIEHNs opraHam rocyJapCTBeHHON BriacTu cyobekToB Poccuiickon depepauun u
opraHam MeCTHOro camoynpaBfieHVsl COOTBETCTBYIOLLMMU dhedeparibHbIMU 3aKOHaMMU.

Cratbsa 5.1. lepegaya ocywecTBNEHNA MOMHOMOYUN dedepanbHbIX OPraHOB MCMOSHUTENBLHOW BRacTn npu
obpalleHnn NekapcTBEHHbIX CPeACTB OpraHam MCMOSTHMTENbHOM BriacTh cybbekToB Poccunckon denepaunm

(BBegeHa denepanbHbiM 3akoHOM OT 13.07.2015 N 233-03)

MonHomouuns denepanbHbiX OPraHOB WCMOSNTHUTENbHOW BAAcTM npu oOpalleHnun nekapCTBEHHbIX CpeacTs,
npegycMoTpeHHble HacTodAwmum PegeparnbHbIM - 3aKOHOM, MOMyT MepedaBaTbCA  ANA  OCYLLECTBMEHUA OpraHam
ucnonHuTenbHom Bnactu cybbektoB Poccunckon ®Pepepauum noctaHoBneHuamn [MpaButensctBa Poccuickon
depepaumm B nopsgke, ycraHoBrneHHoM PegepanbHbIM 3aKOHOM OT 6 okTabpa 1999 roga N 184-03 "O6 obwmx
NpUHLUMNax opraHusaumm 3akoHoAaTernbHbIX (MpeacTaBUTENbHbIX) W UCMOMHUTENbHBLIX OPraHoB rOCygapCTBEHHOM
Bnactu cybbektoB Poccuiickon Pegepaummn”.

CrtaTtbs 6. NonHOMOUMS opraHOB UCMONHUTENBHOM Bnactu cybbekta Poccuiickon depgepaumm npu obpalleHumn
J1eKapCTBEHHbIX CpeacTB

K nonHomouusim opraHoB McnonHuWTenbHol Briactu cybwvekta Poccuiickon Pegepaumm npu  obpalieHum
nekapCTBEHHbIX CPeACTB OTHOCATCS:

1) paspaboTka M peanu3aunsi pervoHanbHbIX MNporpamm obecnevyeHnss HaceneHusi feKkapCTBEHHbIMU
npenapaTtamu;

2) ycTaHoBMNeHWe npeaernbHbIX pa3MepoB ONTOBbIX HaAOaBOK U NpeAeribHbIX pa3MepoB PO3HWYHbLIX HagbaBOK K
HaKTUYECKNM OTMYCKHbIM LIeHaM, YCTaHOBIIEHHbIM NPOU3BOAUTENAMW NEeKapCTBEHHbIX NPenapaToB, Ha NeKapCTBEHHbIe
npenapartbl, BKIOYEHHbIE B NepPeYEeHb XN3HEHHO HEOOXOOUMBIX N BaXXHEWLUMX JIEKAPCTBEHHbIX NPenaparos;

3) ocyllecTBrneHne pernoHanbHOro rocyfapCTBEHHOrO KOHTPOMS 3a MPMMEHEHWEM LEH Ha FeKapCTBEHHble
npenapatbl, BKHOYEHHble B MEpPEeYEeHb >XM3HEHHO HeoOXOAMMbIX W BaXKHEMLUX JleKapCTBEeHHbIX npenapaTos,
opraHu3auMsMu  ONTOBOW TOProBMAW, anTeYHbIMW  OpraHusauusMn, WHAMBUOYanbHbIMW  NPEeAnpUHMMAaTENSMU,
UMeLWLMMUN NNLLEH3UI0 Ha hapMaLeBTUYECKYHO OEeATENbHOCTb.

(B pea. PegepanbHoro 3akoHa oT 25.06.2012 N 93-$3)

Mnaea 3. FTOCYOJAPCTBEHHAA ®APMAKONEA

KoHcynbTanTlNKoC
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[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

Cratbs 7. Pa3paboTka 1 nagaHve rocyaapcTBeHHo hapMakoneu, pa3MeLleHne AaHHbIX O Hel

1. lNog rocyaapcTBeHHON hapmakoneen NoHMMaeTcs ¢Bog obwmx dapmakonerHblx ctaten n dapmakonenHbix
cTaTten.

2. Pa3paboTka obLymx hapMakonenHbix cTaTen n oapMakonenHblX cTaTen, B TOM Yyucre papMakonenHbix ctaTemn
Ha chapmakoneriHble cTaHA4apTHblE 006pasLbl, 1 BKIMOYEHME UX B TOCYAAPCTBEHHYIO (hapMakonel OCYLLIEeCTBNATCA B
nopsagke, yCTaHOBITEHHOM YMONTHOMOYEHHbIM befieparnbHbIM OPraHoM UCTONHUTENBHOW BNacTu.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. PaspaboTtka dhapmakonenHom ctaTtbn Ha pedepeHTHbIN NEKAPCTBEHHbIA Mpenapat M BKAKYEHWE ee B
rocyaapCTBEHHYIO hapMakoner B TeyeHue cpoka AEWCTBUS 3alUmMTbl MUCKIYUTENBHOrO MnpaBa, YAOCTOBEPEHHOro
NaTeHTOM Ha pedepeHTHbIN NEeKapCTBEHHLIN NpenapaT, OCYLLECTBSATCSA C corfnacusi ero paspaboTyuka.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. TocypapcTBeHHas dapmakornes uM3fgaetcs YNOoNHOMOYEHHbIM efepanbHbIM - OpraHoM  UCMONHUTENbLHON
BMacTu 3a cYeT cpeacTB dpedeparnbHOro 6omaxeTa n NOANEXUT NEPEN3NaHNSM He PeXe YeM OAMH pa3 B NATb NeT, B
nepuoa Mexagy KOoTOpbiIMM M3OAKTCA MNPUIOXKEHUS K rocygapCTBEHHOM dhapmakonee, cogepxawme obuue
dapmakonerHble ctatb u (Mnu) apmakonenHble CcTaTbW, YTBEPXOEHHbIE MNOCRe W3gaHua wnu nepeunsgaHns
rocyapCTBEHHON hapmakoneu.

5. YnonHoMoueHHbI doefepanbHblil opraH UCMOMHUTENbHOW BracTu pasMellaeT AaHHble O rocyaapCTBEHHOM
dapmakoriee 1 NPUNOXeHUsX K Hel Ha cBoeM oduumansHom cante B cetu "MIHTepHeT" B yCTaHOBNEHHOM UM MOPALKE.

Masa 4. TOCYOAAPCTBEHHbIA KOHTPOJb NMPU OGPALLEHUMX
NEKAPCTBEHHbIX CPEACTB

CtaTbsa 8. nI/ILI,eH3I/IpOBaHl/Ie npon3BoACcTBa JIEKapCTBEHHbIX CpeacTB U (bapmaueBTquCKon AeATeNIbHOCTU

1. JlMueHsmpoBaHMe NPOM3BOACTBA JIEKAPCTBEHHbLIX CPeAcTB W (hapMaueBTUYECKOM JEeATEeNbHOCTHU
OCYLLIECTBMSIETCS B COOTBETCTBUM C 3aKoHOZaTeNbLCTBOM Poccuiickon ®epepauuu.

2. Oba3aTenbHbIM ycnoesumem npenocrtaBsieHnda nUUeH3nnM Ha nNpoun3BoACTBO JIEKapCTBEHHbIX CpeacTB ABNAETCA
NPUNoXeHNe K 3asBNEeHNI0 COMCKaTEeNs NULEH3UN NepeyHst NekapcTBeHHbIX opM 1 (Mnun) BuaoB hapmaLeBTU4EeCKUX
cybcTaHuun, KoTopble NPOM3BOANTESb NEKAPCTBEHHbIX CPEACTB HAMEPEH NMPOU3BOAUTD.

3. B cnyyae HeobXoAMMOCTM paclUMpEHUs MNPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB 3a CYET HOBbIX
nekapcTBeHHbIX dopM 1M BUOOB hapMaLeBTUYECKUX CyOCTaHUMI NPOM3BOAUTENDb NEKapCTBEHHbLIX CPEACTB AOSHKEH
nony4nTb HOBYHK JIMLLEH3UIO HA NMPOMN3BOACTBO JIeKapCTBEHHbLIX CpencTB.

Cratbsa 9. MocynapcTBEHHbIA KOHTPOSb (Haa3op) B cdepe obpalleHns NekapCTBEHHbLIX CPEACTB
(B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-93)

1. FocynapCTBEHHbIN KOHTPOIb (Hag30p) B cdhepe obpalleHus nekapCTBEHHbIX CPeACTB BKITOYAET B cebs:

1) NULEH3UOHHbLIV KOHTPOIb B cdhepe NPOM3BOACTBA MeKapCTBEHHbLIX cpeAcTB M B cdepe hapmaueBTnyeckon
neATensHoCTY;

2) dhepepanbHbIN rocyaapCTBEHHbIV HAA30p B chepe obpalleHnst nekapCTBEHHbLIX CPeACTB;

3) BbIDOPOYHBIN KOHTPOSb Ka4ecTBa fiekapCTBEHHbLIX CPEACTB.

(n. 3 BBeaeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

2. JINLLEH3NOHHbBIN KOHTPOMb B cdhepe NpOM3BOACTBA JIEKAPCTBEHHbIX CPeACcTB M B cdepe dapmaueBTUYECKON
0eATenbHOCTM OCYLLECTBASETCA YNONTHOMOYEHHBIMU ddeaepanbHbiM OpraHoOM WCMOSNTHUTENbHOW BiacTM M OpraHamm
NCnonHMTENbHOW BracTn cybbekToB Poccuiickon ®enepaLlmm cornacHo MX KOMMETEHUMM B Mopsigke, YCTaHOBIIEHHOM
depepanbHbiM 3akoHOM OT 26 aekabps 2008 roga N 294-03 "O 3awuTe npaB OPUANYECKMX MWL, U MHAMBUAYaNbHbLIX
npegnpuHMMaTenei Npyu OCYLLECTBIEHUN FOCYAAPCTBEHHOIO KOHTpONSA (Hagsopa) U MyHWUMNanbHOro KoHTpons", ¢
y4yeToM 0cobeHHOCTEN opraHu3aunm n NpoBeAeHUs NPOBEPOK, YCTaHOBMNEHHbIX PenepanbHbiM 3aKOHOM OT 4 mas 2011
roga N 99-03 "O nuueH3nMpoBaHMM OTAENbHbIX BUAOB AeATENbHOCTM".

3. ®egepanbHbIi TOCYAapCTBEHHBIN Haa30p B cdepe obpalleHns nekapCTBEHHbIX CPeACTB OCYyLUeCTBRAeTCs
YNOMHOMOYEHHbIMU heaeparnbHbIMU OpraHaMmn UCNONHUTENBHON BNAcTu (Aanee - opraHbl rOCyJapCTBEHHONO Hagsopa)
COrnacHo Mx KoMnNeTeHUMn B Nopsigke, ycTaHoBneHHoM [NpaButenscTtBom Poccuickon denepaumm.

4. depepanbHbIN rocyaapCTBEHHbIV HAA30p B chepe obpalleHns nekapCTBEHHbIX CPEACTB BKIOYaEeT B cebs:

1) opraHmMsauuio U NpoBeAeHVME NPOBEPOK cobnoaeHust cybbekTamu obpalleHnUsi JNeKapCTBEHHbLIX CPEACTB
YCTaHOBMEHHbIX HacTosAWwmm PenepanbHbiM 3aKOHOM U MPUHATBIMA B COOTBETCTBUM C HUM WHBIMW HOPMAaTMBHBIMMU
npaBoBbIMK akTamu Poccuinckon Pegepaumm TpeboBaHMN K AOKNNHUYECKUM UCCNEeA0BaHUAM NEKapCTBEHHbIX CpeacTs,
KNVHUYECKUM UCCNef0BaHUAM NeKkapCTBEHHbIX NpenapaToB, XpaHeHuto, NepeBo3ke, BBO3y B Poccuiickyio deaepaumio,
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

OTMYCKy, peanu3aumM JeKapCTBEHHbIX CpeAcTB, MNPUMEHEHMIO FEKApCTBEHHbLIX MpenapaTtoB,  YHUYTOXEHUWIO
nekapCTBEHHbIX CPeACTB, a Takke cobniogeHust ynonHOMOYEHHbIMWM OpraHamMu WCMONHUTENbHOW BNacTn CyObeKkToB
Poccuickon ®epgepauum MeTOAMKM YCTAHOBMEHUS npefdernbHbiX pa3mMepoB ONTOBbIX HagbaBOK WM npeaenbHbIX
pasMepoB PO3HUYHbIX HagbaBok K aKTUYECKMM OTMYCKHbIM  LieHaM, YCTaHOBMEHHbIM  MpOou3BOAUTENSAMU
neKkapCTBEHHbIX NpenapaToB, Ha feKkapCTBEHHbIe Mnpenaparbl, BKIHOYEHHbIE B MNepeYeHb XXU3HEHHO HeobXxoaMMbIX U
BaXXHEWLLNX NEKapCTBEHHbIX NpenapaTtoB (ganee - obssarenbHble TpeboBaHus);

2) opraHusauuio 1 NpoBeaeHre NPOBEPOK COOTBETCTBUSA NEKAPCTBEHHBLIX CPEACTB, HAXOOALMXCS B TPaXX4aHCKOM
o6opoTe, yCTaHOBNEHHbIM TPEOOBaAHUSM K UX KAa4EeCTBY;

3) opraHusauuto 1 npoeefeHne apMakoHaa3opa;

4) npumMeHeHWe B Nopsiake, yCTaHOBNEHHOM 3akoHoAaTenscTBoM Poccuiickon defepaumm, mep Mo npeceveHunto
BbISIBITEHHbLIX HApYLLEHWI 0bsa3aTenbHbiXx TpeboBaHWin 1 (MNKN) yCTPaAHEHUIO NOCNEACTBUMA TakuMxX HapyLeHWR, B TOM
ynucne NPUHATUE PELLEHNS O HaxXOXOEHWM TEKApCTBEHHbIX CPeacTB B obpaleHuu, Bbigady npegnucaHun ob
YCTPaHEHMM BbISBIIEHHbIX HapylleHUn oba3aTenbHbix TpeboBaHWA W MpUBMEYEHME K OTBETCTBEHHOCTW vy,
COBEPLUMBLUMX TaKMe HapyLUEeHWs.

(vacTb 4 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5. ®egepanbHbIv rocyaapCTBEHHbIM HAA30p B chepe obpalleHns nekapCTBEHHbIX CPEeACTB OCYLLEeCTBNAeTCs B
nopsigke, yctaHoeneHHoMm ®efneparnbHbiM 3akoHOM OT 26 fekabps 2008 roga N 294-03 "O 3awmTte npaB lopuandeckmnx
iy 1M MHAMBWMZYanbHbIX NPeanpuHUMaTtenen npu  OCYLEeCTBEHMU TFOCYyAapCTBEHHOIO KOHTponsa (Hagsopa) wu
MYHULMMNANbHOIO KOHTPOns", ¢ y4eTOM OCOOEHHOCTEN, YCTaHOBMEHHBIX HacToswewn crtaTeen. [lpeaBaputensHoe
corracoBaHue C opraHamu MpoKypaTypbl CPOKOB MPOBEAEHWs BHEMNMaHOBOW MpOBEPKN CyObekToB obpalyeHus
nekapCTBEHHbIX CPeACcTB, a TakKke npeaBapuTenbHOe YBeOOMIIEHVME pUOUYECKMX nuvu, WHAMBUAYarbHbIX
npegnpvHMMarenen o Hadane npoBeAeHMs 3TOM MNpoBepkn He Tpebyetcs. OpraHbl NPOKypaTypbl M3BELLAOTCSA O
npoBedeHUN BHEMNNaHOBOW MpOBEpPKN CyOBLEKTOB obpalleHuns nekapCTBEeHHbIX CpPeAcTB MOCPeACTBOM HanpaBrieHus
COOTBETCTBYIOLUX OOKYMEHTOB B TeYeHWe Tpex paboyumx OHEW C MOMEHTa OKOHYaHWs MPOBEAEHUS YKa3aHHOW
BHENIAHOBOW NPOBEPKU.

(vacTb 5 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. JomkHOCTHbIE nuua opraHa rocygapCTBEHHOro Hag3opa B nopsigke, YCTaHOBMEHHOM 3aKOHOAATENbCTBOM
Poccuiickon ®egepauun, MMeloT Npaso:

1) nony4atb Ha OCHOBaHWM MOTMBMPOBAHHbIX NMMCbMEHHbIX 3aMPOCOB OT CyObeKTOB obpalleHns neKapCTBEHHbIX
cpencTs, OpraHoB UCMONMHUTENBHONM BnacTu cyobekToB Poccuiickon ®epepauum n opraHoB MECTHOMO CamoynpaBrieHust
OOKYMEHTbI M MHGOPpMaLMIO MO Borpocam obpalleHns NekapCTBEHHbIX CPeACTB;

2) 6ecnpensiTCTBEHHO MO NpeabsABEHNM CNYXeOHOro YaAOCTOBEPEHNS 1 KONUK NpUKasa (pacrnopsbkeHus) opraHa
rocygapCTBEHHOro Hags3opa O Ha3HayeHuuM MpoBepkM noceliaTb UCMNOfb3yemble  HpUAMYECKMMU  Nuuamu,
UHOuBMAYyanbHbIMU NpegnpuHUMaTenamu, SBnaWUMUca cybbektamm obpalleHus nekapcTBEHHbIX CpeacTs, npu
OCYLLECTBMEHUN CBOEWN AEeATENbHOCTU TEppUTOPUM, 30aHUS, MOMELLUEHUS U COOPYXEHUS B Lensx nposBedeHus
MEPOMPUSATUI MO KOHTPOSIO;

3) npoBoauTb 0T60P 06pPa3LIOB NEKAPCTBEHHBLIX CPEACTB, MpeAHas3Ha4YeHHbIX ANs peanu3auun 1 peanusyembix
cybbektamm obpalleHns fekapCTBEHHbIX CPeAcTB, O MPOBEPKM UX KadecTBa, NPOBEOEHMS WCCrefoBaHuu,
UcnbiTaHUN B COOTBETCTBMU C MpaBunamum otbopa obpasuoB, YCTAHOBMEHHbIMW YMNOMHOMOYEHHbIM edeparbHbIM
OpraHoM UCMOMHUTENBHOW BNacTu;

4) BblgaBaTbh cybbekTam obOpalleHWs NeKkapCTBEHHbIX CPeACTB MpeanucaHus O NpekpalleHWM HapyLleHui
ob6s13aTenbHbIX TpeboBaHM M 06 YyCTpaHEeHM BbISIBMIEHHBIX HApYLLUEHWIA 00A3aTenbHbIX TpeboBaHNIA;

5) HanpaBnsTb B YNOMHOMOYEHHbIE OpraHbl MaTepuanbl, CBS3aHHble C HapylweHusMu o0ba3aTenbHbIX
TpeboBaHWi, 418 peLleHns BONPOCOB O BO30YXAEHUN YrONOBHbIX A& MO Npu3Hakam NpecTynieHnn.

7. BbIGOPOYHBIN KOHTPOIb Ka4yecTBa NeKapCTBEHHbIX CPEACTB OCYLLECTBNAETCS YNONHOMOYEHHbIM dheaeparnbHbIM
OpraHoM UCMOMHUTENBHOW BNacTu B yCTAHOBNEHHOM UM NOPSAKE U BKNoYaeT B cebs:

1) obpaboTky cBeaeHuIn, B 06a3aTensHOM Nopsake NpefocTaBnsemMblx CyobektaMmm obpalleHns neKkapCTBEHHbIX
cpencTs, O cepusix, MapTUsiX JeKapCTBEHHbIX CPEeACTB, MOCTyMNalWmMX B rpaxaaHckun obopoT B Poccuickon
denepaumu;

2) oTbop 00OpasuoB NEKApPCTBEHHbIX CPeACTB Yy CyObeKkToB obpalleHusi IeKapCTBEHHbIX CpeacTB B Lensx
NpoOBeAEHMS WUCMBITAHUM Ha WX COOTBETCTBME TPebOOBaHWSIM HOPMAaTMBHOW [AOKYMEHTaUMM WM HOPMaTUBHbIX
[OKYMEHTOB;

3) NpuHATME Mo pesynbTaTaMm NPOBEAEHHbIX UCMbITAaHUA pelleHns O [AanbHewweM rpaxgaHckom obopoTe
COOTBETCTBYIOLLErO NIEKaPCTBEHHOIO CPeCTBa;

4) NpUHATUE YMONTHOMOYEHHbIM befeparnbHbiM OpraHoOM WCMOSNTHUTENBHOM BracTU peLeHus O nepeBofe
NeKkapCTBEHHOINO CpPeACTBa Ha MOCEPUNHBIN BbIOOPOYHLIN KOHTPOSb KayecTBa JIEKapCTBEHHbIX CPEACTB B Criyyae
MOBTOPHOTO BbISIBNIEHUS HECOOTBETCTBUSA Ka4yeCcTBa NeKapCTBEHHOIO CpeacTBa YCTaHOBMEHHbIM TpeboBaHuaM n (Mpu
Heobx0AMMOCTU) O NpoBepke cybbekTa obpalleHns nekapCcTBeHHbIX cpedcTB. Pacxofdbl, CBA3aHHble C nposegeHveM
NMocepumHOro BbIGOPOYHOrO KOHTPONSA KayecTBa JleKapCTBEHHbIX CPEACTB, OMfaynBaloTCs Npou3BoAMTENeM
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

neKkapcTBEHHOro cpeacTea nMbo gepxxatenem unu BnagenbLemM PerncTpaumMoHHOr0 YAOCTOBEPEHMS feKapCTBEHHOro
npenapara.
(4acTb 7 BBegeHa PegeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

Mnaea 5. PASPABOTKA, JOKITMHUYECKUE UCCITIEANOBAHNA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUYECKUE UCCITIEAOBAHUA
NEKAPCTBEHHbIX NMPEMAPATOB ANnA BETEPUHAPHOIO NPUMEHEHUA

Cratbsa 10. PaspaboTka nekapCTBEHHbIX CPEACTB

1. Pa3paboTka nekapCcTBEHHbIX CPEACTB BKIOYaEeT B cebs MOUCK HOBLIX (hapMaKkoriorMyeckn akTUBHbIX BELLECTB,
nocneayliee M3ydeHMe WX NeKapCTBEHHbIX CBOWCTB, [OOKMMHUYECKME WUCCrefoBaHus, paspaboTky TexHONorum
npou3BoacTBa hapmaleBTUYECKMX CybcTaHLmMIN, pa3paboTKy COCTaBOB M TEXHOMOIUA MPOM3BOACTBA JIEKAPCTBEHHbIX
npenapaTos.

2. dnHaHcoBoe obecneyeHne pa3paboTKn NEeKapCTBEHHbIX CPEACTB OCYLLECTBNAETCH 3a CYET:

1) cpeacTB chenepansHOro GrooKeTa;

2) cpeacTB pa3paboTyMKOB NeKapCTBEHHbIX CPEACTB;

3) cpencTB Npou3BoaUTENEN NEKAPCTBEHHbBIX CPEACTB NPY BbINOSIHEHUN Hay4YHO-UCCrefoBaTeNbCkux paboT no
[0roBopy Mexay pa3paboTyMKOM NekapCTBEHHbIX CPeACTB M NPOM3BOAMTENEM fIEKapCTBEHHbLIX CPEACTB;

4) NHbIX He 3anpeLLeHHbIX 3aKkoHoaaTenbCcTBOM Poccuiickon degepaumm NCTOYHNKOB.

3. MNpaBa paspaboTynka NekapcTBEHHOro cpeAcTBa OXPaHATCH rpaXk4aHCKUM 3aKOHO4aTENBCTBOM.

Ctatba 11. [JoknuHMyeckoe nccnegoBaHue NeKapCTBEHHOro cpeactea aAnda MeguumMHCKOro npuMmeHeHuna

1. JoknnHM4eckoe nccnegoBaHne NekapCTBEHHOTO CPeAcTBa Anst MEAVLUHCKOIO MPUMEHEHUS MPOBOAUTCH MyTEM
NMPMMEHEHMS HayYHbIX METOAOB OLEHOK B LUensx MonyyYeHus [JokasaTenbCcTB 0es3onacHoOCTW, KayectBa U
3 PEKTUBHOCTU NTEeKapCTBEHHOIO cpeacTsa.

2. [loknMHu4yeckoe uccrnegoBaHue rekapCTBEHHOro CpeacTBa Ans MeOULMHCKOrO NPUMEHEHWs NpoBOAUTCS B
COOTBETCTBMM C MpaBuNaMu Haanexaiwien nabopaTOpHOM  MNPaKTUKM,  YTBEPXAEHHbIMA  YNOSTHOMOYEHHbIM
deneparnbHbIM OPraHoM UCMONTHUTENLHONM BNAaCTU.

(B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

3. Ons opraHudaumMm wn npoBedeHWNs OOKMMHUYECKOrO WUCCreoBaHUA JeKapCTBEHHOro cpeactesa  Ans
MEeOULMHCKOrO NPUMEHEHUS pa3paboTumky NekapCTBEHHbIX CPeAcTB MOryT MpuBekaTb Hay4yHO-UCCreaoBaTeribCcKkmie
opraHu3aumu, obpasoBaTerbHble opraHusauum BbICLUEro obpasoBaHus, nmetoLme Heobxoanmyto
MaTepuanbHO-TEXHUYECKYH0 6a3y 1 KBanuuUMpoBaHHbIX CNELManNMCTOB B COOTBETCTBYIOLLE 0bnacTu nccrneoBaHus.
(B pea. PenepanbHoro 3akoHa ot 02.07.2013 N 185-®3)

4. [JoKNMHMYECKOE UCCNeaoBaHNe NIEKapCTBEHHOIO cpeacTBa AJ19 MEeAULMHCKOro MPUMEHEHMsS MpoBOAUTCH MO
yTBEPXXOEHHOMY pa3paboTYMKOM NEeKapCTBEHHOTO CPEeACTBa MiaHy C BeAEeHMEM MpPOTOKOria 3TOro MCCredoBaHus U
COCTaBfeHMemM oTyeTa, B KOTOPOM COAepXKaTCs pesynbTaTbl 3TOMO UCCNEeAOoBaHWS U 3akNioYeHWe O BO3MOXHOCTU
NpoBeAEeHUs KITMHNYECKOro NccneoBaHns fiekapcTBEHHOro npenapara Ans MeauumMHCKOro NpuMeHeHus1.

5. MNpoBeneHve npoBepok coOnoAeHUs NpaBwWil Haanexaiien nabopaTOpHOM MPaKTUKM U MpaBOBbIX HOPM
NCMNOMb30BaHNA KMBOTHLIX MpPW  MNPOBEAEHUN  OOKIMHWYECKMX WUCCNEOOBAHUM  NeKapCTBEHHbLIX CPeacTB  Ans
MEOULMHCKOTO NPUMEHEHUS] OCYLLECTBIAETCH YNOSIHOMOYEHHbIM befeparnbHbIM OPraHoOM UCTOMNHUTENBHOW BNacTu.

(B pean. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. PesynbTaTbl OOKMMHUYECKOrO WCCNEAOBaHMSA NEeKapCTBEHHOro cpeacTtBa ONs MeAWUMHCKOrO MNpUMEHEHUs
MOryT OblTb MpeAcTaBneHbl B YNOMHOMOYEHHbIN befeparnbHbll OpraH WCMONMHUTENbHOW BracTu B YCTAHOBEHHOM
nopsigke B Liensx rocyfapCTBEHHOW perncTpaunm nekapCTBeHHOro npenapara.

Cratba 12. [JOKNMMHMYECKOe WCCregoBaHUE J1eKapCTBEHHOrO CpeAcTBa WM KIMHMYECKOe  UccrieqoBaHue
neKkapcTBEHHOro npenapaTta Assi BETEPMHAPHOIO NPYMEHEHUS]

1. D,OKJ'II/IHVILIGCKOG nccrnenosaHne nekapCcTtBeHHOro cpeactea And BeTepuHapHOro npuMeHeHua npoBoaUTCA
nyTem MPUMEHEHUS! Hay4YHbIX METOOOB OLEHOK B LEnsX MOMyYeHus [OokasatenbCTB 6Ge3onacHocT, KavectBa W
3(P(PEKTUBHOCTM NEKAPCTBEHHOrO CPEACTBA, B TOM YMCNEe OMNPEeAeneHWss CpoKka ero BbiBEAEHWSI M3 opraHusma
XVWBOTHOrO, B ULensx obecrnedyeHust 6e30MacHOCTVM MPOAYKUMM KMBOTHOTO MPOUCXOXKAEHWUS MOCME MPUMEHEHMS
COOTBETCTBYIOLLLENO JIEKAPCTBEHHOrO npenapara.

2. [loknuHMYeckoe uccrenoBaHWe NekapCTBEHHOrO CpeacTsa W KIMHUMYECKOe WCCriedoBaHWe feKkapCTBEHHOro
npenaparta OnAa BeTepuHapHOro npMmMeHeHud, uccrenoBaHue ONO3KBMBASIEHTHOCTH YKa3aHHOro nekapcTtBeHHOro
npenaparta NpoBOASATCA B COOTBETCTBUM C NpaBuUniaMi, YTBEPXKOEHHbIMU YMNOMHOMOYEHHLIM defeparnbHbIM OpraHoM
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"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

WCMNONHUTENbHOW BNacTu.

3. [oknuHn4yeckoe uccriegoBaHue IeKapCTBEHHOIO CpeacTBa U KIMHUYECKOE WCCRedoBaHWE NeKapCTBEHHOro
npenapaTta ANA BeTEPUHAPHOrO MPUMMEHEHWs MPOBOAATCA MO YTBEPXKOEHHOMY pa3paboTyMKOM fekapCTBEHHOro
cpenctea nnaHy C BeeHuem MNMpOTOKOJ10B 3TUX I/ICCJ'Ie,lJ,OBaHI/IVI N COCTaBlieHMeM OT4EeTOB, B KOTOPbIX coAepXaTcA
pesynbTaTtbl 3TUX UCCIELOBaHNN.

4. [Ina opraHMsauumn u NnpoBeaeHns JOKNMMHNYECKOro UCCNeaoBaHUS NEKAapCTBEHHOIO cpeacTBa U KIMHUYECKOro
nccnegoBaHus NekapCTBEHHOMO Npenaparta A BETepUHaApPHOro NpUMeHeHNst paspaboTumK NeKapCTBEHHOrO cpeacTea
MOXET NpuBreKaTb OpraHn3aunn, UMetLLMe HeObX0AMMYIO MaTepuanbHO-TEXHUYECKYD 6ady M KBanMduUUMpPOBaHHbLIX
CrneLman1cToB B COOTBETCTBYHOLEN obnacTu uccnegoBaHms.

5. KnuHnyeckne ncenenoBaHna nekapCTtBeHHbIX npenapaTtoB ON1A BETEPUHAPHOINo npuMeHeHua npoBoaATCA B
BETEPMHAPHbIX OpraHM3auusax U B OpraHu3auusax, OCYLLeCTBRSALWMX pasBefeHue, BblpallMBaHUe W copepxaHue
XXWBOTHbIX, B LIENsX:

1) yCTaHOBNEHMSA NEPEHOCMMOCTM NIEKAaPCTBEHHbBIX NPENapaToB 340POBLIMU XUBOTHbLIMU;

2) nogbopa onTuMarnbHbIX O03MPOBOK JIEKAPCTBEHHbLIX MpenapaTtoB U Kypca NeYeHUsi Ha KOHKPETHOW rpynne
XMBOTHbIX C onpeaeneHHbIM 3360ﬂeBaHI/IeM;

3) ycTaHoBneHust 6e3onacHoCTU U 3PAEKTMBHOCTN NEKapCTBEHHOrO Mpenaparta, npegHasHayeHHoro Aans
neyeHust onpeneneHHbIX 3aboneBaHWi XMUBOTHbLIX, WU  3GEKTUBHOCTM JEKApCTBEHHOro npenapata Ans
npodnnakTuk1 3aboneBaHNn 300POBbLIX XKUBOTHbIX;

4) n3yy4eHus1 BO3MOXHOCTEN pacCLUMPEHUS MOKA3aHUM K MPUMEHEHMWIO 3aperncTpyMpoOBaHHOIO feKapCTBEHHOIO
npenapaTa ¥ BbISIBIEHUS] paHEEe HEN3BECTHbBIX MOOOYHbBIX AENCTBUN.

6. KnnHnyeckoe nccnegoBaHne nekapCTBEHHOro npenapara Ansi BeTEPMHApPHOro MPUMMEHEHUST OCYLLEeCTBNsSeTC
3a cyeT cpeacTB pa3paboTynka nekapcTBEHHOro CPeacTBa.

7. OT4yeTbl O pesynbTaTax [OOKIUHUYECKONO WCCNeAOBaHUSA TEeKapCTBEHHOrO CpeacTBa W KAMHUMYECKOro
nccnegoBaHMst NEKapCTBEHHOrO Mpenapata Afs BEeTEPUMHApPHOro MPUMEHEHUSI COCTaBMATCS  pa3paboTymKkom
rniekapCTBEHHOIO CPEeACTBa C YYETOM 3aKITHOYEHUIA OpraHvM3auni, NPYHUMAaBLUMX y4acTue B opraHu3aumMm u npoBefeHun
3TUX UCcnegoBaHun.

8. KOHTpOJ'Ib 3a nposegeHnemMm [OOKIMUHUYECKUX I/ICCJ'Ie.lJ.OBaHI/IVI NeKapCTBEeHHbIX CpeactB U KIMHUYECKUX
I/ICCJ'Ie,EI,OBaHI/II7I NeKapCTBEeHHbIX npenapatoB ON1A BETEPUHAPHOrNo npuMeHeHua ocyulecTBideTcAa YnoJIHOMOYEHHbIM
deaepanbHbIM OpraHoM MCNOSTHUTENBHOW BracTu.

Mnasa 6. OCYLWECTBJIEHUE FOCYAAPCTBEHHOM PETMCTPALMN
JIEKAPCTBEHHbIX NMPEMNAPATOB

Cratbsa 13. [ocygapcTBeHHas permctpauns fiekapcTBEHHbIX NpenapaTos
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B Poccunckon degepaumm OOMycKaTCs NPOU3BOACTBO, W3rOTOBIIEHWE, XpaHeHWe, MnepeBo3ka, BBO3 B
Poccuiickyto ®epepaumio, BbiBO3 U3 Poccuiickon ®epepauun, peknama, OTnyck, peanusauusl, nepegada, npumeHeHue,
YHUUYTOXEHNE NEeKApCTBEHHbIX MpPenapaToB, €CNU OHU 3aperncTpvpoBaHbl COOTBETCTBYHOLUMM  YNOMHOMOYEHHbIM
denepanbHbIM OpraHoM UCNONHUTENBHON BNACTU.

(vactb 1 B peq. ®enepansHoro 3akoHa ot 13.07.2015 N 241-93)

2. ['ocypapCTBEHHON perncTpaumm nognexar:

1) BCe nekapCcTBEHHbIE NMpenaparthl, BepBble noanexaiwue Beoay B obpallieHne B Poccuiickon depepaumu;

2) nekapCcTBEHHble Mpenaparbl, 3aperncTpupoOBaHHbIE paHee, HO MPOM3BEAEHHbIE B APYrMX JeKapCTBEHHbIX
dopmax B COOTBETCTBUM C NEPEYHEM HAMMEHOBaHWIA NeKkapCTBEHHbLIX (hOPM, B HOBOW JO3MPOBKE NpU AoKa3aTenbCTBe
€€ KNUHNYECKON 3HaYUMOCTU U 3PP EKTUBHOCTH;

3) HOBble KOMOUHALMKN 3apErMCTPUPOBAHHBLIX PaHEE NIEKAPCTBEHHbLIX NPenapaToB.

3. N'ocypapcTBeHHasa perncTpaums NekapCcTBEHHbIX NPEnapaTtoB OCYLIECTBAAETCA MO pe3ynbTaTam 3KCNepTusbl
nekapCTBEHHbIX CPeACTB, a rocyaapCTBEeHHas permctpaums opdaHHbIX NEKAapCTBEHHbIX MpenapaToB OCyLLeCTBAseTCH
no pesynbTaTtaM 3SKCNEepTU3bl [OOKYMEHTOB, NPeACTaBMEHHbIX AN OnpefeneHuMs BO3MOXHOCTW paccMaTpuBaTtbh
nekapcTBEHHbIN NpenapaTt Ans MeAULMHCKOro NPUMEHEHWUs Mpu OCYLLECTBIEHUN FOCYAapCTBEHHOW perucrpaumm B
KauecTBe ophaHHOro nekapcTBEHHOro npenapara, U Nno pesynbTaTam 3KCNepTU3bl NEeKapPCTBEHHbLIX CPEACTB.

4. TocypmapcTBeHHasi peructpaumsi  JIeKapCTBEHHOrO  npenapaTa  OCYLECTBMASIETCA  COOTBETCTBYIOLLUM
YMOSTHOMOYEHHbIM befiepanbHbIM OpraHoOM WCMOMHWUTENBHOW BNacT B CPOK, HE MPEBbIWAKLWNA CTa LWEeCTUaecsaTu
pabounx gHeN CO OHS NPUHATUS COOTBETCTBYHOLLErO 3asiBNEHUS O rOCYJapCTBEHHOW peructpauuy feKapCTBEHHOMo
npenapaTta. B ykasaHHbI CpOK BKIOYaeTCA BpeMsi, Heobxooumoe [fsi MOBTOPHOIMO MNPOBELEHUS 3KCNepTusbl
nekapCTBEHHOro cpeAcTBa B COOTBETCTBUM CO cTaTben 25 HacToswero PegepanbHoro 3akoHa. Cpok rocygapCTBeHHON
perncTpauum nekapcTBEHHOro npenaparta UCYUCISETCS CO OHA MPUHATUS COOTBETCTBYIOLUMM  YNONHOMOYEHHbIM
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degepanbHbIM OPraHOM UCMONMHUTENBHOW BacTy COOTBETCTBYHOLLENO 3asiBNIEHMS O rOCyAapCTBEHHOW perncrpaumm
NeKkapCTBEHHOro npenapata C MpUITOKEHWEM HeoOXOAMMbIX [AOKYMEHTOB MO [AeHb Bbldayn perncTpaumoHHOro
yOOCTOBEPEHMS NIEKAPCTBEHHOro npenaparta. Bpems, Heobxogumoe pAnsa  HanpaeneHust  YrNoSTHOMOYEHHbIM
denepanbHbiM  OpraHOM WCMOMHUTENBHOW BMAcTX 3anpoca O NpeAcTaBneHMM HeobxoouMblX Martepuanos U
npeacTaBneHnss 3asiBUTENEM OTBeTa Ha [aHHbIA 3anpoc B COOTBETCTBMM CO cTaTbsmum 16, 19 n 23 HacTosLlero
depepanbHOro 3akoHa, He Y4YMTbIBAETCA MPU UCHMCIEHUWM CpOKa FOCYAapCTBEHHOW pPEerncrpauun fiekapCTBEHHOMO
npenapara.

5. FocygapcTBEHHOW pernctpaumm He noanexar:

1) nekapcTBeHHble MnpenapaTbl, U3rOTOBMIEHHbIE aANTEYHbIMU OpraHM3auuMsMu, BeTepUHapHbIMK anTeYHbIMU
opraHusaumMsMn, MHAMBUAYarnbHbIMU NpeanpuHMMAaTensMu, KOTopble MWMEKT fUMUEH3UI0 Ha dapmaueBTUYECKYHO
OesTenbHOCTb, MO peLenTaMm Ha JekapCTBeHHble npenapatbl W TpeboBaHWSIM  MeOMUMHCKUX — OpraHv3auun,
BETEPUMHAPHbLIX OpraHn3aumi;

2) nekapcCTBeHHbIE Npenaparbl, NpuobpeTeHHble uanyeckMmm nuuamm 3a npegenamu Poccuickon ®egepauum n
npegHasHavYeHHble A58 NIMYHOrO UCTONb30BaHNS;

3) nekapcTBeHHbIE Npenaparthl, BBO3uMble B Poccunckyto Pegepaumio onss okasaHuss MeAULMHCKOW MOMOLLUM MO
XU3HEHHbIM MOKa3aHUAM KOHKPETHOrO MauMeHTa Ha OCHOBaHWMM paspelleHusi, BblAAHHOMO  YMOMHOMOYEHHbIM
denepanbHbIM OpraHoM UCNONHUTENBHON BNAcTy;

4) nekapcTBeHHbIEe CpeACTBa, BBO3MMble B Poccuiickyto Pefepaumio Ha OCHOBaHUN BblAAHHOMO YMOSTHOMOYEHHbBIM
denepanbHbIM OPraHOM UCMONTHUTENbBHOM BNAcTW paspelleHns U npegHasHadeHHble OM1s NMPOBEAEHUS KITMHUYECKUX
NCCrefoBaHUM  NeKkapCTBEHHbIX MpenapaToB U (UNKn) NpPOBEAEHUS 3KCMEepTM3bl NEeKapCTBEHHbIX CPeAacTB  Ans
OCYLLIECTBMEHMS rOCYAAapPCTBEHHON pErMCTpaLmm NeKapCTBEHHbIX NpenapaTos;

5) cbapmaueBTuyeckme cybctaHumm;

6) pagnodhapmaLieBTUHECKME NEKapCTBEHHbIE MpenapaThl, U3roTOBMEHHblIe HEMOCPEACTBEHHO B MeOULMHCKUX
opraHv3aumsax B Nopsake, yCTaHOBMEHHOM YMONHOMOYEHHbIM dhefeparnbHbIM OpraHoM UCMONTHUTENBHOW BNacTy;

7) nekapcTBEHHbIE Npenapartbl, NPON3BOAMMbIE AN1A 3KCropTa.

6. He ponyckaetca rocygapcTBeHHas permcrpauus:

1) nekapCTBEHHbIX NpenapaToB, OTNNYALLUXCS APYr OT Apyra KayeCTBEHHbIM COCTaBOM AENCTBYIOLLIMX BELLECTB,
noJ 04UHAKOBbIM TOProBbIM HAMMEHOBaHUEM;

2) oOHOro nekapCcTBEHHOro npenaparta, BbiMyCKaemMoro npousBoauTeneM MoA4  pas’fMyHbIMW - TOPrOBbIMU
HaVMEHOBaHUSIMM 1 MNPEACTABMIEHHOrO Ha FOCYAApCTBEHHYIO perucTpauuio B Buae OBYX M Gonee nekapCTBEHHbIX
npenapaTos.

7. Mo 3anpocy (B 9nekTpoHHOW ¢opme mnm Ha GymMaxkHOM HocuTene) cybbekTa obpalleHusi NeKkapCTBEHHbIX
CPEeACTB COOTBETCTBYHLLUM YNOTHOMOYEHHBbIM dheepanbHbiM OPraHoM WCMOMHUTENBHOW BAcTU, OCYLLECTBASOWUM
roCyapCTBEHHYIO PEerncTpauuio NeKkapCTBEHHbIX MpenapaTtoB, B YCTAHOBMEHHOM WM MNOPSAAKE OCYLLECTBRseTCs
Hay4YHOEe KOHCYMNbTUPOBaHME No BONPOCaM, CBA3aHHbIM C NpoBeAeHUeM LOKITMHUYECKUX WCCREeLOBaHUA, KIMHUYECKUX
nccrnefoBaHUn NeKapCTBEHHbIX MpenapaToB, 3KCMEPTU3bl KavyecTBa JIEKAapCTBEHHbIX CPeacTB, 3(dEKTUBHOCTU U
©esonacHoCTH, C OCYLLECTBIIEHNEM FOCYJapCTBEHHON perncTpaummn nekapcTBeHHbIX npenapaTtoB. KoHCynbTMpoBaHWe
OCyLLEeCcTBMAETCHA C npuBriedeHnem denepanbHbiX rOCY4apCTBEHHbIX OIOMKETHBIX YyYpexaeHW, NnoaBegOMCTBEHHbIX
OaHHoMY dhefepanbHOMY OpraHy UCMONTHUTENBHOM BIACTM U HE YYaCTBYHOLUMX B OpraHM3aL MM NpoBeAEHUS SKCNEPTU3bI
KayecTBa NeKapCTBEHHbIX CPEACTB B LieNsX OCYLUECTBNEHUS MX rOCyJapCTBEHHOM perncrpaumm B COOTBETCTBMM CO
ctatben 16 Hactoswero ®defepanbHOro 3akoHa, B Buae OTBeTa B MNUCbMEHHOW dopMe  YNOSTHOMOYEHHOro
denepanbHOro opraHa UCMONTHUTENbBHOW BNAacTh Ha 3anpoc. Paamep B3vMaeMon ¢ 3asiBUTENS NnaTtbl onpeaensieTcs B
COOTBETCTBMM C 3akoHoAaTenbCcTBoM Poccuiickon ®egepauum 06 opraHnsaumn npefocTaBrieHnst rocy4apCTBEHHbIX U
MyHUUMIanbHbIX ycnyr. MHdopmaums 06 ocyLLecTBNEHUN HayYHOrO KOHCYNbTUPOBAHWS, B TOM YMcCne cTatby, 0030pbl,
CrpaBoYHble MaTepuarnbl U1 UHAA MHGOpMauus 06 OCYLWIECTBNEHUM HAYYHOrO KOHCYNbTUPOBaHMS, pasMeLlaeTcsl Ha
odmumanbHOM canTe YNonHOMOYEHHOro dedeparnbHOro opraHa WCMNOoMHUTENbHOW Bnactu B cetn "MHTepHeT" ¢
cobnogeHNeM orpaHMYEHUn, YCTaHOBIEHHbIX 3aKOHOAATENLCTBOM O MEPCOHArNbHbLIX AAHHBLIX, KOMMEPYECKON U (Mnn)
rocy1lapCTBEHHOW TanHe.

8. lN'ocypapcTBeHHasa perncTpaums NekapCcTBEHHbIX NPenapaToB, KOTopble MpefHasHavyeHbl ONns NPYMEHEHUS B
YCIOBUSIX BOEHHbIX OENCTBUN, Ype3BblYaiiHbIX CUTyauui, NPOMUNAKTUKM U feYeHns 3aborneBaHni U MNOpaKeHun,
NoNyYeHHbIX B pe3ynbTate BO34ENCTBUS HEBMAronpusiTHbIX XMMUYECKNX, BUONOrMYecknx, pagmaLMoHHbIX ¢akTopoB, U
paspaboTaHbl N0 3agaHuio dhefepanbHbIX OPraHoB UCMONHUTENBHOW BNAcTW, YNOMHOMOYEHHbIX B 0Bnactu o6OopOoHbI
cTpaHbl 1 6e30NacHOCTM rocygapcTBa, OCYLLECTBNSETCA B MNopsigke, YCTaHOBMEHHOM [lpaButenbcTtBoM Poccuickon
denepaumm.

Crtatbs 14. NpuHUMNBI SKCNEPTU3bI TEKAPCTBEHHLIX CPEACTB

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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1. DKcnepTr3a NekapcTBEHHbIX CPEACTB OCHOBLIBAETCS Ha NPMHLMNAX 3aKOHHOCTU, cobrtodeHns npaB U cBoGoa
yernoBeka U rpaxkaaHviHa, Npae pUaNYECcKoro nuua, He3aBUCUMMOCTU 3KcnepTa, OGbeKTUBHOCTU, BCECTOPOHHOCTM U
MOSHOTBI UCCREAOoBaHWUi, NPOBOAUMBLIX C  WCMOMb30BAHWEM COBPEMEHHbIX [OOCTMXKEHUA Hayku U TEXHUKM,
OTBETCTBEHHOCTU heaepantHOro rocyAapCTBEHHOTO GHOMKETHOrO  yupexaeHuss Mo MNpOBeAEeHMI0  3KCMepTU3bl
NeKapCcTBEHHbIX CPEACTB U 3KCMNEPTOB 3a NPOBEAEHWE U KAYECTBO IKCMEPTH3bI.

2. OKcnepTu3a fekapcTBeHHbIX NpenapaTtoB Ans MeauLUMHCKOro NpuMeHeHns BKIoYaeT B cebs:

1) aKcnepTU3y AOKYMEHTOB, NpeacTaBfeHHbIX AN onpeaeneHnsl BO3MOXHOCTM paccMmaTpvBaTb NEeKapCTBEHHbI
npenapar a/si MeAULIMHCKOro NPUMEHEHNUS MPY OCYLLECTBIIEHUN FOCYAAPCTBEHHON perMcTpaummn B kadecTee opgaHHOro
NekapcTBEHHOTO Npenapara;

2) 3KcnepTu3y NpennoXeHHbIX MEeTOOOB KOHTPONs KayecTBa fekapCTBEHHOTO cpeactBa WM KayecTea
npeacTaBrieHHbIX 06pasLoB NeKkapcTBEHHOro CpefcTBa C MCMONb3OBaHWMEM 3TUX MeTodoB (Janee - 3KcnepTusa
KayecTBa NiekapCTBEHHOrO CpeacTBa);

3) aKcnepTM3y OTHOLLEHWS OXMaAaeMol Nosib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs1 NTekapCcTBEHHOro npenapara.

3. OKcnepTusa NeKkapCTBEHHbIX MpenapaToB Ans BETEpPUHAPHOTO MPUMEHEHWsT BKIoYaeT B cebsa akcnepTusy
Ka4yecTBa NekapCTBEHHOTO CPEACTBA U 3KCNEPTU3Y OTHOLLEHUS OXUAAEMOM NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
NekapcTBEHHOTro npenapara.

Cratba 15. CDe/J,epaanoe rocyoapCrtBeHHoOe OropxeTHOE ydypexaeHne no nposefeHuo  3KCnepTu3bl
JIeKapCTBEHHbIX CpeacTB

OkcnepTn3a NekapCcTBEHHbIX CPEACTB NPOBOAMTCH hefepanbHbIiM FOCYAaPCTBEHHBIM BHOIXKETHLIM YUpEXAEHNEM
COOTBETCTBYHLLErO YNONIHOMOYEHHOro heieparnibHOro opraHa UCNoMHUTENbHOW BNAcTu, CO3AaHHbIM Anst obecneyeHus
WCMONHEHNsT MONMHOMOYMI 3TOro hegepanbHOro opraHa no Bbigade paspelleHWn Ha NpoBeAeHMEe  KIMHUYECKMX
nccnenoBaHWi NeKapCTBEHHbIX NMpenapaToB U (MK) MO FOCYAapCTBEHHOW PErncTpauuv NekapcTBEHHbIX MpenapaTtoB
(Danee - akcnepTHOEe yypexaeHue).

Cratbsa 16. OpraHusaunsi NnpoBedeHWs 9KCNepTU3bl NEKAaPCTBEHHbIX CPeacTB
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. OkcnepTusa nekapCTBEHHbLIX CPeaCcTB MNPOBOAMTCS KOMWUCCUEW 3KCMEPTOB 3KCMEPTHOro  yupexaeHus,
Ha3Ha4YeHHOW ero pykoBoAUTENeM, Ha OCHOBaHWW 3alaHUs Ha MpOBeAEeHWe 3KCMNepTU3bl NeKapCTBEHHOro CpeacTBa,
BblAAHHOIO YMONMHOMOYEHHbLIM edepanbHbIM  OpraHoM UCMOMHUTENbHOW BracTu. PykoBoauTENb  SKCMEPTHOro
yupexaeHus obecneudvmBaeT Hagnexallee npoBefeHUEe IKCNepTu3bl NEeKapCTBEHHbIX CPeAcTB B COOTBETCTBUM C
3ajaHneM, BblAaHHbIM YNONMHOMOYEHHbIM beepanbHbIM OpraHOM UCMOMHUTENbHOW BRAacTh, U1 OpraHn3yeT MoaroToBKY
CBOLHOMO 3aKrnto4veHUs aTon Komuccun. B coctaB aTOM KOMUCCUN MO PeLLEHNI0 PYKOBOAMUTENS SKCMEPTHOMO ydpexaeHus
MOryT ObITb BKIMOYEHbI B KAYECTBE IKCNEPTOB NMLa, He paboTawlme B OAHHOM 3KCMEPTHOM YYPEXOAEHWU, €ecniv ux
crneumanbHble 3HaHWS HEOOXOAMMbI ONS MNPOBEAEHUS 3KCNEepTM3bl U TakMe 3KCMepTbl OTCYTCTBYOT B [AHHOM
3KCNEPTHOM YUpeXaeHUN.

2. DKCnepTtoM MO NPOBEAEHMWIO 3KCMEPTU3bl NEKAPCTBEHHbIX CPEeACTB SBMSIETCA aTTEeCTOBaHHbI paboTHMK
3KCMEPTHOrO  ydpeXxaeHusi, KOTOpbIM MMeeT BbIClee MeauumHckoe, hapmaueBTudeckoe, Guonoruyeckoe,
BETEPMHAPHOE WNN XxXMMmnyeckoe obpasoBaHWe M MNPOBOAUT IKCMEPTU3Y JIEKAPCTBEHHLIX CpeacTB B Mopsiake
WCMNOSHEHNSI CBOUX OOMMKHOCTHBIX 06513aHHOCTEN (aanee - aKkcnepr).

3. MNpu npoBegeHUN 3KCNEpPTU3bl NEKAPCTBEHHbLIX CPEACTB 3JKCMEPT HE MOXET HaxoguTbCs B KakoW-rmbo
3aBMCMMOCTU OT fMua, Ha3Ha4YMBLUEro 9Ty 3KCNepTudy, pas3paboTymka neKapCTBEHHOro cpeactsa WU Apyrux
3aUHTEPECOBAHHbIX B pe3ynbTaTax SKCNepTU3bl fuLl.

4. MNpwn npoBeaeHMM IKCNEPTU3bI NEKAPCTBEHHbIX CPeaCTB He AonyckaeTca nctpebosath y 3adABUTENS MO0 MHbIX
nvy Mmatepwuarnsbl, Heobxoaumble ANsi NPOBEAEHMS 3KCNepTu3bl. B cnyyae HegoCcTaTovHOCTU NpeacTaBeHHbIX 3KCNepTy
MaTepuanoB ANs Aa4yu 3aKIIOYEHNsT SKCNEPT CTaBUT BOMNPOC O NPEeACTaBNEHMN eMy HeOOXOoOUMbIX MaTepuanoB nepes
pyKOBOAUTENEM 3KCNEPTHOTO yYpexaeHusl, KOTopbIn obpallaeTcs ¢ COOTBETCTBYIOLUM 3arpoCOM B YNOSIHOMOYEHHbIN
deaepanbHbIi opraH UCMOMHUTENBHOW BRnacTu, Bbl4aBLUMW 3afjaHMe Ha NpoBeAEeHWe IKCMEepPTU3bl fleKapCTBEHHOro
cpeacTBa. YKasaHHbIn dhegepanbHbIi OpraH UCMOSMTHUTENbHOM BNacTM B TeYEeHMe NSt paboumx OHEeW Cco  OHS
NOCTYNSIEHNSA 3anpoca PYKOBOAUTENS 3KCMEPTHOIO ydpexaeHus HanpaBnsieT 3asdABMTENO 3anpoCc O NpeacTaBneHuu
HeoOXoAMMbIX MaTepuanoB. [JaHHbI 3anpoc MOXeT ObiTb nepedaH YNoONHOMOYEHHOMY MpPeACcTaBUTENO 3asiBUTENs
NMYHO NoA pacnucKy, HanpasneH no MoyTe 3aka3HbiM MUCbMOM UMW nepefaH B 3MNeKTpoHHoW dopMe no
TenekoMMYHWKaLMOHHbLIM KaHanam cBA3u. B crniyyae HanpasneHusa gaHHOro 3anpoca no noyte 3akasHbiM MUCbMOM OH
cunTaeTcs NOoMyvYeHHbIM N0 UCTEYEHUN LLECTU AHEN C AaTbl HanpaBneHnsa 3aKkasHoro nucbma.

(vacTb 4 B pen. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

4.1. 3asButenb o00A3aH npeacTtaBuTb OTBET Ha 3anpoc  YMOMHOMOYEHHOro dhedepanbHOro opraHa

WCMNOMHMTENBHOW BNacTM B CPOK, He MpeBblllaloWuin AeBAHOCTA pabounmx OHEeW Cco  AHA  ero  NonyYeHus.

KoHcynbTanTlNKoC

www.consultant.ru Crpanuua 15 13 69
HaeXHas npaBoBas noaaepXxkKa



consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7102BEe9O7I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7102BEe9O7I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADBACF2756876CAF46A1CB86C9CF015A17F5282A7A7102BD98eAO6I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADBACF2756876CAF46A1CB86C9CF015A17F5282A7A7102BD98eAO6I
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

YNONHOMOYEHHBIN dhefeparnbHbIi OpraH UCMNOMHUTENBHON BacT, BbiAABLUMIW 3adaHUE Ha MNPOBEAEHUE 3IKCMEPTU3bI
nekapCTBEHHOro CPeACTBa, B TeYEHNE NATM pabounx OHEN CO OHS MOCTYMMEHUsA OT 3asBUTENsd OTBEeTa Ha AaHHbIN
3anpoc HanpaensieT Takol OTBET B 3KCNEPTHOE yypexaeHue. B criyyae HenpencraBneHus MO MCTEYEHUM AeBSIHOCTa
pabounx OHen 3asBuUTEnemM oTBeTa Ha [AaHHbI 3anpoc YNONMHOMOYEHHbIM dedeparnbHbIi OpraH WUCNOMHUTENBHON
BMNacTu, BblAaBLUMIA 3aaHNE Ha NPOBELAEHNE IKCMEPTU3bI NIEKAPCTBEHHOIO CPEACTBA, B TeYeHWe NATM paboumx OHewn
HanpaBnsieT B 3KCNEPTHOE yupexaeHne yBeAOMIEHME O HENPEACTABNEHNM 3assBUTENEM OTBETA Ha 3aMnpoc yKa3aHHOro
opraHa. Bpewmsi co oHA HanpaBneHusi 3anpoca 3KCMEpPTHOrO YYpeXxaeHus B YMNOSIHOMOYEHHbIM dhedeparnbHbli OpraH
WCMNOMHMTENBHOW BNacTy OO OHS MOMyYeHWs] 3KCMEPTHbIM YYpeXAEeHMEM OTBEeTa Ha 3anpoc Unv yBeOOMISIEHMS O
HenpeacTaBneHMM OTBETa Ha 3anpoc He y4YUTbIBAETCA MNPU  UCYUCNEHUN CPOKa MNPOBEAEHUS  3KCMepTu3bl
neKkapcTBEHHOro CpeacTaa.

(vacTb 4.1 BBegeHa depepanbHbIiM 3akOHOM OT 25.11.2013 N 317-03)

5. 3kcnepT npu NpOBEOEHUN MOPYYEHHOW €My PYKOBOAWUTENEM IKCMEPTHOrO YYpPEeXOeHUst 3IKCnepTusbl
rnekapCTBEHHOro cpeAcTBa 00sA3aH:

1) mpoBecTM MonHOe wuccrnefoBaHWE MNPeACTaBlEHHbIX eMy OOBbEeKTOB, MaTepuarnoB, gaTb OOOCHOBaHHOE W
OOBEKTMBHOE 3akfiodeHMe MO MOCTaBIEHHbIM MNeped HUMM BOMpocamM WM MOTUBMPOBAHHOE  3aKOYeHue o
HEBO3MOXXHOCTU MPOBEAEHNSA UM SKCNEPTU3bl NEKAPCTBEHHOIO CPEACTBa, €CNU NOCTaBfEHHbIE BOMPOCHI BbIXOOAAT 3a
npegenbl cneumanbHbIX 3HaHUA 3KcnepTa, 06bEKTbI MCCNEAOBaHMI U MaTepuarnbsl HENPUrogHbl UM HELOCTATOYHbI AN
NpOBEeAEHUS UCCNESOBAHWI U Aa4n 3aKN0YeHNsi MO0 COBPEMEHHbIV YPOBEHb Pa3BUTUS HAyKW HE MO3BOMSET OTBETUTb
Ha NocTaBfEHHbIE BOMNPOCHI;

2) He pasmawaTb CBeAeHUd, KOTOpble CTanMm €My MW3BECTHbl B CBA3W C MNPOBEOEHMEM  3IKCNepTU3bl
NEKapCTBEHHOrO CPEeACTBa, a TakKe CBEeAEHUsl, COCTaBMsLWME TFOCYAapCTBEHHYH), KOMMEPYECKYID WU  WHYHO
OXpaHseMyHo 3aKOHOM TaliHy;

3) obecneunTb COXpaHHOCTb NPEACTaBNEHHbIX OO HLEKTOB UCCIEAOBAHMI U MaTepuanos.

6. QkcnepT He Bnpaee:

1) NpoOBOAWTL 3KCMEPTU3Y NEKAPCTBEHHOIO CPEACTBA MO 0OpaLLEeHN0 HEMOCPEACTBEHHO K HEMY OpraHu3aumn unm
duM3nYeCcKmxX nuu;

2) caMocToATeNbHO cobmnpaTtb MaTepuansl ANg NPOBEAEHNS] SKCNEPTU3bI NIEKAPCTBEHHOrO CPEACTBa;

3) NpoBOAUTL SKCMEPTUIY NEKAPCTBEHHOMO CPeACTBa B Ka4eCTBE HEroCYyAapCTBEHHOrO 3KcnepTa.

7. B cnyyae HeobxoaMMOCTKM 3KCMePT BNpaBe Xo4aTancTBOBaTh Nepes pyKOBOAUTENEM SKCMEPTHOMO YUYpeXaeHUs
O MPUVBNEYEHNM K NPOBEOEHMIO SKCNEPTU3bI NTEKAPCTBEHHOIO CpeacTBa APYIrvX SKCNepPTOB.

8. Kaxgbin akcnepT, BXOASALMA B COCTaB KOMWCCUWM 3KCMEPTOB, KOTOPOW MOPYYEHO MNPOBEAEHME IKCNepTU3bl
neKkapCTBEHHOIO0 CpPEeACTBa, HE3aBUCUMMO M CaMOCTOATENbHO MNPOBOAWUT WCCMNEdOBaHMS, OLEHWBaeT pesynbTaThl,
NONyyYeHHbIE UM FIMYHO U OPYrMMM 3KcnepTamu, U1 opMynupyeT BbIBOAbl OTHOCUTENbHO MOCTABMEHHbIX BOMPOCOB B
npegenax cBoux crneLmarnbHbIX 3HaHUN.

9. PesynbTaThl 3KCNEPTU3bl NEKapCTBEHHOrO cpeactsa oopMNATCA 3aklyYeHneM KoMmccum akcnepTtos. B
3aKIMYEHNM KOMUCCUM IKCMEPTOB YKa3blBaOTCHA NepeYeHb UCCrefoBaHUN, 00beM MNPOBEAEHHbBIX KaXKObIM 3KCMEPTOM
nccrefoBaHUi, YCTaHOBMEHHbBIE KaXKabIM U3 HUX hakTbl U caeNnaHHble B pe3ynbTate UCCrefoBaHui BbIBOAbI. JKCNeEpT,
MHEHME KOTOPOro He COBMafaeT C peLleHMEM KOMMUCCUMM IKCMEPTOB, BMpaBe BbIpa3uTb CBOE MHEHME B MWCbMEHHOMN
dopme, KoTopoe NpUoBLLIaeTCst K 3aKMOUYEHNI0 KOMUCCUN SKCNEPTOB.

10. 3OkcnepThl, BXogsWMEe B COCTaB KOMUCCUM, NpegynpexparTcs 06 OTBETCTBEHHOCTUM B COOTBETCTBUM C
3akoHogatenbcTBOM Poccuiickorn ®Pepepauum  3a  gady  3aknueHusl, cogepkawero HeobOOCHOBaHHblE UMK
danbcmdnLMpOBaHHbIE BbIBOAbI, O YEM OHWU AAt0T NOAMUCKY.

11. OnpegeneHne ypoBHsi NpodeCCUOHarnbHOM NOArOTOBKM 3KCMEPTOB U aTTecTauMs MX Ha npaBoO MpoBefeHus
3KCNepTU3bl NEKapCTBEHHbIX CPEACTB OCYLLECTBISAOTCA SKCNEPTHO-KBANMMUKALUMOHHLIMU KOMUCCUAMW B NOpsAAKe,
YCTAHOBMIEHHOM COOTBETCTBYHLUUM YMOMHOMOYEHHbIM hbeaeparnbHbIM OpPraHoOM WUCMOMIHUTENBHOM BnacTu. YPOBEHb
npoceccnoHansHON NOAroTOBKN 3KCNEPTOB NOAMEXUT NEPECMOTPY YKa3aHHbIMU KOMUCCUSIMU HE pexe YeM OOWH pa3 B
NsTb NeT.

12. MNpaBuna npoBefeHNst IKCNEPTU3bI NTEKAPCTBEHHbIX CPEACTB U OCOOEHHOCTM 3KCMEPTU3bl OTAENbHLIX BUAOB
nekapCTBEHHbIX MpenapaToB (pedepeHTHbIX NEKApPCTBEHHbIX MNpenapaToB, BOCMPOU3BEAEHHbIX JFeKapCTBEHHbIX
npenapaTtoB, OMOMNOrMYecKNx JIeKapCTBEHHbIX npenapaToB, OumoaHanoroBbix (OMONOOOGHbLIX) JFEKAPCTBEHHbIX
npenapatoB (6uoaHanoroe), roMeonaTU4YECKMX JEKAPCTBEHHLIX MNPENapaToB, JIEKAPCTBEHHbIX PaCTUTENbHbIX
npenapaTos, KOMBMHaLWUA NeKkapCTBEHHbLIX NpenapaToB), PopMbl 3aKOYEHUI KOMUCCUM SKCMEPTOB yCTaHaBNMBaOTCH
COOTBETCTBYIOLLMM YNONHOMOYEHHbIM dheaepanbHbIM OpraHoM UCNONMHUTENBHOW BNAcTuU.

(vactb 12 B peq. ®PenepansHoro 3akoHa oT 22.12.2014 N 429-93)

Cratbs 17. Nogaya n paccCMOTpPeHNe 3asiBNIEHNSA O TOCYOAapPCTBEHHOW perncTpauumn NekapCTBEHHOro npenapara
ana setTepuHapHoOro npuMeHeHusA

(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

1. Ona rocydapCTBEHHOW perucTpauum JeKapCTBEHHOrO Mpenapata AnAs  BeTepUMHApHOro  MPUYMEHEHWS
pa3paboTynk Takoro NekapCTBEHHOro npenapaTta WM YMNOSIHOMOYEHHOE WM [pyroe lopuaundeckoe nuuo (ganee B
HacTosILLEeN cTaTbe - 3asBUTENb) NPeACcTaBnseT B YNOMHOMOYEHHbIM deaepanbHbli OpraH WCMOMHUTENbHOW BRacTMy,
OCYLLECTBMSAIOLMIN rocyJapCTBEHHYIO PErMcTpaLmio NekapcTBEHHbIX NpenapaToB AN BETEPUHAPHOTO NPUMEHEHUS, B
3NEKTPOHHON bopme MM Ha OyMaXHOM HOcUTene 3asiBlIEHME O rOCyJapCTBEHHOM perucTpauum fekapCTBEHHOMO
npenapata AnA BETEPUHAPHOro MpPUMEHEHWs, a Takke B Nopsadke,  YCTAHOBIIEHHOM COOTBETCTBYOLLUM
YMNOSTHOMOYEHHBbIM dhedeparnbHbIM OpPraHOM WCMOINTHUTENBbHOW BIAcTW, B 3fIEKTPOHHOW ¢hopMe mnn Ha GymMakHOM
HocuTene HeobxoaMMble AOKYMEHTbI, U3 KOTOPbIX (hopMUpyeTCs perncTpauuoHHoe AOCke Ha NeKapCTBEHHbIV npenapart
ONs1 BETEPUHAPHOIro NPUMEHEHUS.

2. B 3asBneHuun o rocygapCTBEHHON perncTpaumm nekapcTBEHHOro npenapara Ans BeTepUHapHOro npuMeHeHus
YKa3bIBalOTCS:

1) HaumeHOBaHVWe W agpec 3asiBuUTens, pa3paboTyMka M NPOU3BOAUTENS JNEKAPCTBEHHOro mnpenapata Ans
BETEPMHAPHOIO MPUMMEHEHMS MU agpec MecTa OCYLLEeCTBMEHUA NPOM3BOACTBA JIeKapCTBEHHOro mMpenapaTta Ans
BETEPMHAPHOIro MpUMMEHeHus (B Clyvae HanuMunsi HECKOSbKMX YYaCTHMKOB Mpouecca npoussBoacTBa HeobxoavMmo
yKasaTb KaXX4oro u3 Hux);

2) HaMMeHOBaHWEe feKapCTBEHHOro npenapata AN BeTepUMHApPHOro  NpUMEHeHus  (MexayHapoaHoe
HenaTeHTOBaHHOE, UMW FPYNNMPOBOYHOE, UMM XMMUYECKOE N TOPrOBOE HAUMEHOBAHMS);

3) nepeyeHb OENCTBYIOLLMX U BCMOMOraTebHbIX BELLECTB, BXOASLIMX B COCTAB NEKapCTBEHHOrO npenaparta Aang
BETEPMHAPHOIO NMPUMEHEHMS, C yKa3aHWeM KOMNMYECTBa KaXKOoro U3 HIX;

4) nekapcTBeHHas ¢opma, A03UpoBKa, cnocobbl BBEAEHWUS U NPUMEHEHWsi, CPOK FOAHOCTU fleKapCTBEHHOro
npenapata AN BeTEPUHAPHOrO NPUMEHEHNS;

5) cbapmakoTepaneBTuyeckas rpynna;

6) HeobXoaMMOCTb MPUMMEHEHMST YCKOPEHHOW npoueaypbl 3KCNEpTM3bl JIEKAPCTBEHHbIX CPEACTB B  LENsx
rocyJapCTBEHHOM perMcTpaunm nekapcTBEHHOTO Npenapara;

7) KON JOKYMEHTOB, NOATBEPXKAAOLLMX YNNaTy rocygapCTBEHHOMN NOLUNHbI:

a) 3a npoBedeHWe 3JKCNepTM3bl KayecTBa NEKapCTBEHHOro CPeAacTBa WM 3KCNepTM3bl OTHOLUEHUS OXugaemoun
Nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHOro npenaparta Ans BETEPUMHAPHOrO NMPUMEHEHUA Mpu ero
rocygapcTBEHHON peructpauuu;

6) 3a Bblga4vy perncTpaunoHHOro ya0CTOBEPEHUS NTEKaPCTBEHHOTO Npenapara;

8) Hanuume cormacus, nNPegycMOTPEHHOrO YacTbid 7 HacCTOsLWEW cTaTbW, ecnm C MOMEHTa perucrpaumm
pedepeHTHOro NieKapCTBEHHOIO Npenapara 419 BeTEPUHAPHOTO NPUMEHEHUS NMPOLUIIO MEHEe YeM LLECTb feT.

(B pen. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

3. PeructpaumoHHoe gocbe B Lensax aKcnepTusbl IeKapCTBEHHOro npenapara Ans BeTepuHapHOro npuMeHeHus
dopMupyeTcs 13 cneaywmnx JOKYMEHTOB:

1) KONWsi JOKYMEHTa Ha PYCCKOM $i3blke, BblAAaHHOIO KOMMETEHTHbIM OPraHoM CTpaHbl NPOM3BOAMTENS ANS
Ka)KOOW NPON3BOLCTBEHHOW MITOLLAAKN PEMMCTPUPYEMOrO NIEKAPCTBEHHOIO NpenapaTa Ansi BETEPUHapHOro NpYMeEHEeHNs
(B TOM uncne Ans npousBoauTens apmaueBTU4ecKOn CybCTaHumu), 3aBepeHHOro B YCTAHOBMIEHHOM MOpAAKe M
NoATBepXAaloLLero CooTBeTCTBME NPOU3BOAUTENS PETUCTPUPYEMOrO NeKapCTBEHHOMO Npenapata Ans BeTepuHapHoro
npuMeHeHust TpeboBaHUAM NpaBwuil Haanexawewn nNPou3BOACTBEHHOW MpPaKTUKM, NGO KONUS NUUEH3UM Ha
NPOM3BOACTBO NEKAPCTBEHHbIX CPEACTB OS89 BETEPUHAPHOIO NPUMEHEHUS AN POCCUNCKMX NPOU3BOAUTENEN;

2) KOMWSA 3aKMYEHUs1 O COOTBETCTBUM NPOU3BOAUTENS JIEKApPCTBEHHOrO Mpenapata Ans BeTepuHapHOro
npuMeHeHns TpeboBaHWAM NpaBuil Hagnexalwlend MNpou3BOACTBEHHON MPaKTWKW, BblAAHHOMO  YMOMHOMOYEHHbIM
denepanbHbIM OpraHoOM WMCMOMHUTENBHOW BNacTv ONS  KaXOOW NPOW3BOACTBEHHOM MNoOWAanku pPerucTtpupyemoro
nekapCTBEHHOro npenapaTta Ans BeTepuHapHoOro npuMeHeHus (B TOM ynucne Ans npouwssogutens dapmMaueBTUYeCcKon
cybecTaHuum), Nnbo KonNus NUUEH3NN Ha NPOU3BOACTBO NEKAPCTBEHHbBIX CPEACTB 4S5 BETEPMHAPHOrO MPUMEHEHUs Anis
POCCUNCKMX NPON3BOANTENEN;

3) NPOEKT HOpMaTMBHOIO JOKYMEHTA Ha NeKapCTBEHHbIV Npenapart AN BETEPMHAPHOIO NPUMEHEHNS;

4) [OOKyMEeHT, cogepXawwmi criegylowyo  uHdopmaumio o apMaueBTUYecKon  cybcTaHuum — unm
hapmaLeBTMYEeCKMX CyOCTaHUUSX, BXOOALWMX B COCTaB NIEKApPCTBEHHOIO npenapaTa Ans BETePUHapHOro NpMMEHeHNs:

a) HaumeHoBaHue hapmaueBTU4eckon cybcTaHumm, ee CTpyKTypa, obLime CBONCTBA;

6) HaumeHoBaHWe 1 agpec NPOM3BOAUTENS;

B) TEXHOMOrns MNpou3BOACTBa C OMNWCAHWEM CTaaui MNPOU3BOACTBA M METOAOB KOHTPONSA Ha BCeX CTagmsix
Npon3BOACTBA;

r) Hcopmaunsi o NpUMecsXx;

4) cneumdukaums Ha hapmaLeBTUYECKYIO CybCcTaHLMIo;

€) onucaHve MeToAMK KOHTPOMS KayecTBa;

X) pesynbTaThl aHanu3a cepun apmaneBTMYeCKON CybCcTaHLmu;

3) nepeyeHb CTaHAapTHbIX 06Pas3LOB 1K BELLEeCTB, NCMOMNb3YyEMbIX MPU OCYLLECTBIIEHNM KOHTPONS KayecTBa;
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®epnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 03.07.2016)
0 " [JokymeHT npegoctasneH KoHcynbTaHTINOC
06 obpalleHnM NekapCTBEHHbIX CPeacTB [lata Coxpanermst: 20.01.2017

(c usm. u gon., BCTYN....

1) onNMcaHne XapakTeEPUCTUK U CBOMNCTB YNAaKOBOYHbIX MaTepmanoB N YKYNOPOYHbLIX CPEACTB;

K) JaHHble O CTabMNbHOCTY;

1) CPOK rOOHOCTHU, YCIOBUS XPaHEHWS;

5) oTyeT O pesynbTaTax [AOKIUHWYECKOrO WCCNeaoBaHWs NeKapCcTBEHHOro cpeacTBa ANA  BeTepUHapHOro
NPUMEHEHNS;

6) oTyeT O pesynbTaTtax KMMHWYECKOTO WCCNENOBaHUSA JeKapCTBEHHOrO npenapaTta Ansi BETEepUMHApPHOro
NPVYMEHEHNS Y KaXX4Oro BuAa XMBOTHbIX, YKa3aHHbIX B MHCTPYKLMM MO BETEPUHAPHOMY NMPUMEHEHMIO;

7) NPOEKT MHCTPYKLUMM NO BETEPUHAPHOMY MPUMEHEHMIO NTIEKAaPCTBEHHOIO MpenapaTa, COAepXallen creyrolime
CBeAeHus:

a) HauMeHOBaHVWEe IeKapCTBEHHOro mpenapara [And  BETEepPMHApPHOro  MPUMEHEHWs  (MexayHapoaHoe
HenaTeHTOBaHHOE, UMW rPYNNMPOBOYHOE, UMM XUMUYECKOE U TOProBOE HaUMEHOBaHMS);

6) nekapcTBeHHas hopma C yKasaHUeM HaMMEHOBaHUM N KONMYECTBEHHOIO COCTaBa AEWCTBYIOLLMX BELLECTB U
KayeCTBEHHOro CoCTaBa BCMOMOraTesibHbIX BELLECTB;

B) OMMCaHuWe BHELUHEro Buaa NEKapCTBEHHOro npenapaTa Ans BETEPUHapHOro NpMMEHEeHNs;

r) chapmakoTepaneBTMyeckas rpynna JekapCTBEHHOro npenapata ANns BETEPUHAPHOTO MPUMEHEHUST UNnu
yKkasaHue "romeonatu4eckuii nekapCTBeHHbIV npenapar”;

4) dapmakognHammka W papmakokuHeTMka (3@  WUCKNIOYeHMEM  (bapMakoKMHETMKM  roMeonaTu4ecKmx
nekapCTBEHHbLIX MpenapaToB M PacTUTENbHBIX JIEKAapCTBEHHBIX NPenapaToB) UMM OnNMcaHue MMMYHOOMONOrnMYecKmx
CBOWICTB JleKapCTBEHHOIO Npenapara;

€) NoKasaHus Ons NPUMEHEHUS;

X) NPOTMBOMNOKa3aHWs A NPUMEHEHUS;

3) Mepbl NPEAOCTOPOXHOCTU NPY NPUMEHEHNM;

1) ykasaHMe BO3MOXHOCTU M OCOOEHHOCTEN MPUMEHEHUs Yy BepeMeHHbIX XMBOTHbIX, Y >KMBOTHbIX B nepuog
nakTaumm, y NoTOMCTBA XMBOTHbIX;

K) peXMM J03UPOBaHus, cnocob BBEAEHUSA 1 NPUMEHEHUS, NP HEOBXOANUMOCTY BPEMSI NMpuemMa fekapCTBEHHOMO
npenapata 419 BETEPUHAPHOIO NPUMEHEHWS], MPOAOIPKUTENBbHOCTL NEYEHNS;

1) BO3MOXHble NOBOYHbIE AENCTBUS, HexenaTternbHble peakumMu Mpu NpUMEHEHWM fekapCTBEHHOro npenapara
Onsi BETEPUHAPHOro NPUMEHEHNS;

M) CUMMNTOMbI NEPEA03NPOBKN, MEPBI MO OKa3aHWI0 MOMOLLM NPY Nepeao3nNpPOBKE;

H) B3auMogeWCTBUE C APYrMMU NEKapCTBEHHBIMW NpenapaTtamMu 1 (Unn) KopMamu;

0) dhopmbl BbinycKka fiekapCTBEHHOMO Npenaparta Ans BETEPMHAPHOIO NPUMEHEHUS;

n) ykasaHue (npu HeobxogMMocTn) OocoBeHHOCTEN AEWCTBMS JIEKapCTBEHHOroO npenaparta Ans BeTepUHapHOro
NPUMEHEHWS NPY NEPBOM NMPUEME UINN NPU Er0 OTMEHE;

p) onucaHue (MpuM HeoBXoOUMOCTW) OEWCTBUN BETEpUHApPHOro Bpaya (BeTepuHapHOro denbglepa), WHOro
cneuvanucta B obnactu BeTepuHapuu, Bnagenbla >XUBOTHOTO MPU MpOMycke npuvema OOHOW WIM HECKONbKUX [03
nekapCTBEHHOro npenaparta Ansi BETEPUHAPHOIO NPUMEHEHUS;

C) CPOK rOAHOCTU W yKasaHuMe Ha 3anpeT MpUMMEHEHMs FeKapCTBEHHOIO npenapata ANna BeTepuHapHOro
NPYMEHEHNS MO UCTEYEHNN CPOKa rOHOCTY;

T) YCNOBUS XPaHEHWS;

y) ykasaHue Ha HeoOXOAMMOCTb XpaHEeHWsl NeKapCTBEHHOro npenaparta Ans BeTEepMHApHOro NpuMEHeHust B
MecTax, HeOCTYMHbIX ANsA AeTen;

&) ykazaHue (npy HeobxoaMMOCTH) cneLmanbHbIX Mep NPEOOCTOPOXHOCTM NPU YHUUTOXEHUM HEUCMONb30BaHHbIX
neKkapCTBEHHbIX NpenapaToB A1 BETEPMHAPHOIO MPUMEHEHUS;

X) CPOKM BO3MOXHOFO MCMOMb30BaHUSA MPOAYKLUMU KUBOTHOIO MPOUCXOXKAEHWUS MOCNe BBEAEHUS KMBOTHOMY
neKapCTBEHHOrO npenapara Ansi BeTEPUHAPHOTO NPUMEHEHNS;

L) yCnoBus OTnycka;

4) HAUMEHOBaHMA U ajpeca NPOU3BOACTBEHHbIX MIOLWAA0K MPOM3BOAMUTENS NEKApCTBEHHOro npenaparta Ans
BETEPUHAPHOIO NPUMEHEHMS;

L) HAMMEHOBAHWE, agpec OpraHusauuKn, YNorHOMOYEHHOW AepXaTeneM Wnv BnagenbLeM pervcTpaumoHHOro
yOOCTOBEPEHUS NEKAPCTBEHHOIO Npenapara Ha NPUHATNE NPEeTEeH3n OT NoTpebuTens;

8) NpoeKkTbl MakeTOB MNEPBMYHOWM YMaKOBKM M BTOPUYHOM YMAKOBKWM FIEKApCTBEHHOrO npenapaTta Ans
BETEPUHAPHOro NPUMEHEHUS;

9) cnepytoLme CBeAeHMS O NekapCTBEHHOM npenapare Anst BEeTepUHapHOro NPUMEHEHNS:

a) onucaHve n cocTaB NIeKapCTBEHHOIO NpenapaTa An1s BETEPUHAPHOro NPUMEHEHNS;

0) onucaHve papmMaLeBTU4ECKON pa3paboTky;

B) onuMcaHune npoLecca NpoM3BOACTBa U €ro KOHTPOIS;

r) onnucaHue KOHTPOIS KPUTUYECKUX CTau NPOM3BOACTBA M NMPOMEXYTOYHOM NPOAYKLUN;

4) HavMmeHOBaHuA M agpeca paspaboTyvka, AepxaTens wnu Bnagenbua pPerncTpauvoHHOro yaoocToBepeHus
neKkapCcTBEHHOro mnpenapaTa, MNPOW3BOACTBEHHbLIX NMOWAaA0K NpOu3BOAMTENS FeKapCTBEHHOro mnpenapaTta ang
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

BETEPUHAPHOIO NPUMEHEHMS;
(B peq. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

e) hapmaueBTnyecKkass COBMECTUMOCTb;

) MUKpoBUonormyeckue xapakTepucTukm;

3) MaTepuanbHbI 6GanaHc Anst NPON3BOACTBa CEPUU FOTOBOIO NPOAYKTa;

1) onNMcaHne XapakTEPUCTUK U CBOMNCTB YMNAaKOBOYHbIX MaTepmnarnoB 1 YKYNOPOYHLIX CPeACTB;

K) JOKYMeHTanbeHoe noareepxaeHne (Banuaaums) npoLeccoB U (Mnn) Nx OLEHKa;

n) TpeboBaHMA K KayecTBy BCMOMOratenbHbIX BewecTB (cepTudmkart, crneuyndurkaums Ha BCHOMOraTernbHble
BelLecTBa U nx obocHoBaHue);

M) aHanuTUyeckMe MeTOAMKW, UCMONb3yeMble MPU OCYLLECTBNEHWM KOHTPOMsS KadvecTBa BCMOMOratenbHbIX
BELLECTB;

H) OKyMeHTanbHoe noATBepXaeHue (Banuaaums) aHannTuyeckmx MeToauk, NCMonb3yeMbIX NPU OCYLLIECTBIIEHWM
KOHTPOIsi Ka4ecTBa BCMNOMOraTesibHbIX BELLECTB;

0) nHdopMaLms 06 UCNonb3oBaHNM BCNOMOraTernbHbIX BELLECTB YENOBEYECKOrO U XMBOTHOMO MPOUCXOXOEHWS;

n) nHdopmaums o6 MCnonNbL30BaHUM HOBbLIX BCMIOMOraTenbHbIX BELLECTB;

p) TpeboBaHMA K KayecTBY fekapCTBEHHOro mnpenapaTta Ans BeTepUHapHOro npuvMeHeHus (cepTtudumkar,
cneummrKaLmns Ha NekapcTBEHHbIN NpenapaT U ux 06oCHOBaHue);

C) aHanmuMTU4eckne MeEeTOOMKU, WCMONb3yeEMblE MPU OCYLLIECTBIIEHMN KOHTPOMS KadecTBa JeKapCTBEHHOrO
npenapata 419 BETEPUHAPHOTO NPUMEHEHNS;

T) AOKYMEHTarnbHOe noATBepXaeHne (Banvaaums) aHanMTu4ecknx MeToamK, UCMOSb3yeMbIX NMPU OCYLLECTBIEHUN
KOHTPOMSs KayecTBa NekapCTBEHHOro npenapaTa Ans BeTePUHapHOro NpuMMeHeHus;

y) OOKYMEHT, NOATBEPXKAAOLLUNIA Ka4eCTBO NeKapCTBEHHOTO Npenapata TpeX MPOMbILWEHHbIX Cepuin (NpoToKon
aHanusa unu ceptudukaT aHanmsa), ogHa Cepusi KOTOPOro AOSbKHa coBMnajaTbh C cepuen obpasua nekapCTBEHHOro
npenapata, No4aHHOro Ha PerMcTpauuio;

&) XxapakTepucTvka npumecen;

X) NepeyveHb CTaHgapTHbIX 06pasyoB, UCMOMb3yEeMbIX MPU OCYLLECTBIIEHUM KOHTPOMS KayecTBa JeKapCTBEHHOrO
npenapata AN BeTEPUHAPHOTO NPUMEHEHNS;

L) AaHHble O CTabUNbHOCTU NEeKapCTBEHHOro npenapaTa Ans BeTepuHapHOro NpuMeHeHus:;

10) konua OoKymMeHTa, cogepxaliero MHdopmMauuio O Hanmmuum unu o6 OTCyTCTBUM (haKToB perncrpaumm
nekapCTBEHHOro npenaparta Ans BETEPMHAPHOIo NpumMeHeHus 3a npegenamu Poccuiickon ®eaepaunu;

11) cornacve B NMCbMEHHON dopMe, NPeayCMOTPEHHOE YacTblo 7 HAcTOsILLEN cTaTbk, B Criydae perncrpaumm
BOCMPOW3BEAEHHOTO NTEKAPCTBEHHOIO Npenapara;

(B pen. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) konua OOKYMeHTa Ha PYCCKOM $A3blke, 3aBEPEHHOr0 B YCTAHOBMEHHOM MOpsAake W MNOATBEPXKAAloLLEro
NPaBOMOYHOCTb 3asiBMEHUA O rOCYyOAPCTBEHHON perMcTpaumMm IekapcTBEHHOro npenapata Ansg BeTepuHapHOro
NpUMeHeHUs (JOBEPEHHOCTD).

4. Tpy npoBefeHWM YCKOPEHHOW NpOLEeAypbl 9KCNEepTU3bl NEKApCTBEHHOIO MpenapaTta ANnd BeTepuHapHOro
NMPYMEHEHNS B LENSAX €ro rocygapCTBEHHOM peructpaumym MOXeT MpeacTaBnsaTbCsa MHOpPMauMs, MoslydeHHasd npwu
NpOBEAEHUN KITMHUYECKUX MCCredoBaHWMN NEeKapCTBEHHOro npenapata u onybnvkoBaHHas B Cneumann3npoBaHHbIX
neyaTHbIX W3OaHUSX, a Takke [AOKYMEHTbl, codepxawme pesynbTaTbl WUcCnegoBaHns OGUO3KBUBANEHTHOCTH
nekapCTBEHHOro npenaparta Ans BEeTepUHapHOro NpuMeHeHus.

5. Ha akcnepTnsy pasnunyHbiX NEeKapCTBEHHbIX (POPM OLHOTO M TOrO e JeKapCTBEHHOro npenapaTta Ans
BETEPMHAPHOIO NPUMEHEHWS 3asBUTENb NPeACTaBAET OTAENbHbIE 3as8BIIEHNS U PErMCTPALMOHHBIE JOCBE HAa KaXaylo
nekapcTBeHHyo ¢opmy. pn ycnoBun OOHOBPEMEHHOW MOAaYM Ha IKCMEepTU3y OOHOM feKapCTBEHHOW ¢opMbl C
pasnuMyHbIMU JO3MPOBKOW, KOHLIEHTpaLumen, 06 beMoM 3asBMTENb NPEACTaBNAET OHO 3asBfeHWe U perncTpaumoHHoe
[0Cbe C NPUMNOXEHNEM MaKEeTOB YNaKOBOK HA KaXKOyHo OO3MPOBKY, KaXayl0 KOHLUEHTpauuio, Kaxdbln obbeM u Kaxgoe
KONMMYeCTBO J03 B yMNaKoBKe.

6. 3asBMTENb BNpaBe NPeAcTaBUTL MO COOCTBEHHOW MHUUMATMBE BMECTE C 3asiBlIEHMEM O rOCyaapCTBEHHON
pervcTpauny nekapCTBEHHOIO npenaparta A4S BEeTEPUMHAPHOrOo MPUMEHEHUA AOKYMEHThl, MOATBEpXAawLme ynnarty
rocygapCTBEHHOM MOLWIMHbI U yYKa3aHHble B NyHKTe 7 YacTu 2 HacTosilwen ctatbW. B cnydae ux HenpeacTaBneHus
COOTBETCTBYHOLLMIA YNOSTHOMOYEHHbIM bedeparibHbIi OpraH MCMOMHUTENbHOWM BRacTu npoBepsieT akT ynnarbl
3asBMTENEM rocygapCTBEHHON MOLUMMHBLI NOCPEACTBOM MCNONb30BaHUSA MHgopmauun o6 ynnaTe rocyaapCTBeHHOW
nownuHbl, cogepxatlercs B ocyaapCTBEHHON MHAOPMALMOHHON CUCTEME O TFOCYAApCTBEHHbIX W MyHULMNANbHbLIX
nnatexax, Ha OCHOBaHUW NPEACTaBMEHHbIX 3asiBUTENEM KOMUI [OOKYMEHTOB, MOATBEPXAAKWMX  ynnaty
rocygapCTBEHHOM MOLUSNHbI.

7. He ponyckaeTcsi UCMOMb30BaHWE B KOMMEPYECKMX LEensx WHopMauuum O pesynbTatax LOKIMHUYECKUX
NCCrnefoBaHUn  MeKkapCTBEHHbIX CPEACTB WM KIMHWYECKMX UCCMedOBaHUMM  feKkapCTBEHHbIX npenapaToB  Ans
BETEPMHAPHOIro MPUMEHEeHUs!, NpeACcTaBreHHON 3asBuTeneM Ans FoCyAapCTBEHHOW perncrpauun fnekapCTBEeHHbIX
npenapartoB, 6e3 ero cornacus B TeYeHMe LIecTU net C AaTbl FOCY4apCTBEHHOW perucTpauum pedepeHTHOro
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

nekapcTBeHHoro npenapaTta B Poccunckon ®egepaumn.

Cratbs 18. [Nogaya n paccMOTPEHNE 3asiBNEHNSA O TOCYSAPCTBEHHOW perncTpauumn NekapCTBEHHOro npenapara
Ons MegMLMHCKOro NpMMEHEHUs
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Ona rocygapcTBEHHOMW peructpauuu nekapcTBEeHHOro npenapata  Ans  MeauuMHCKOro  NpUMEHeHUs
IopyanMyeckoe nuuo, AenNCTByoLLee B COBCTBEHHbBIX MHTEpPecax Uiy YNONTHOMOYEHHOE NPeACTaBNsATb MHTEPECh! APYroro
IOPMAMYECKOrO NMua M 3asdBrsiollee NekapCTBEHHbIV npenapat Ha rocygapCTBEHHYK peructpauuio (ganee B
HacTosILLEeN cTaTbe - 3asBUTENb), NPeACTaBnsaeT B YNONMHOMOYEHHbIM eaepanbHbli OpraH UCMONHUTENbHOW BRacTMy,
OCYLLECTBMSAIOLMIN rOCy4apCTBEHHYIO PErMCTPaLmio NeKapCTBEHHbIX MnpenapaToB ANd MeAULMHCKOro MpUMEeHeHus, B
3NEKTPOHHON hOopMe M Ha OyMaxHOM HocuTene 3asiBlieHWe O T[OCYAapCTBEHHOW pPEerncTpauum nekapCTBEHHOMO
npenapara Ans MeauMLMHCKOro NpMMEHEeHNs, a Takke B NopsaKe, YCTAHOBIIEHHOM YNONIHOMOYEHHbLIM deaeparbHbIM
OpraHoM UCMOSMHWUTENBHOW BAcTU, B SMNIEKTPOHHOW hopMe U Ha BymakHOM HocuTene Heobxoammble OOKYMEHTbI, U3
KOTOPbIX (POPMUPYETCSH PErMCTPaLMOHHOE OOChE Ha NekapCTBEHHbIV npenapart Ans MeguuUmMHCKOro NpUMeHeHNs.

(4acTb 1 B peq. PeaepanbHoOro 3akoHa ot 22.12.2014 N 429-$3)

2. B 3asBneHnn o rocyfapCcTBEHHOW perncrpauumn nekapcTBEHHOro npenaparta Ans MeguumHCKOro npuMeHeHus
yKa3sblBalTCA:

1) HaMMeHOBaHWEe K afgpec 3asiBUTENs U MPOU3BOAUTENsS JIEKAPCTBEHHOrO npenapata Ans MeOUUUHCKOro
NPYMEHEHMS N aapec MecTa OCYLLECTBIEHNSI €ero MPOM3BOACTBA (B Criyyae Hanu4ms HECKONbKUX YHaCTHUKOB Mpouecca
Npon3BOACTBa HEOBXOAMMO yKa3aTb KaXK4oro y4acTHMKa B COOTBETCTBUM C OCYLLIECTBNAEMON CTaanen NpomM3BOACTBa);

2) HaumeHOBaHME TeEeKapCTBEHHOro nmnpenapata Ans  MEeAUUMHCKOro  MpuUMeHeHus  (MexgyHapoaHoe
HenaTeHTOBaHHOE, UMK rpynnMpPOBOYHOE, UM XMMUYECKOEe N TOProBoe HauMeHOBaHUS);

3) nepeyveHb OeNCTBYIOLLIMX U BCMIOMOraTerbHbIX BELLECTB, BXOASLLMX B COCTaB NeKapCTBEHHOro npenapaTta Ans
MeaULMHCKOro NPUMEHEHUs!, C YKasdaHUeM KONMmnyecTBa Kaxaoro U3 Hux;

4) nekapcTBeHHas ¢opma, A03UpoBKa, cnocobbl BBEAEHWMS U MPUMEHEHWsl, CPOK FOAHOCTU JIeKapCTBEHHOrO
npenapata 4ng MeavLUMHCKOro NpuMeHeHus;

5) dapmakoTepaneBTMyeckad rpynna, Kog — aHaTOMO-TepaneBTUYEeCKO-XMMUYECKOW  Kraccudpmkauum,
pekomeHOoBaHHONW BcemupHon opraHuM3aumMen 34paBOOXpaHeHus, 3asBnsdeMble MokasaHus Ans  NpUMeHeHus
nekapcTBeHHOro npenapara Ans MeAULUHCKOro NpUMeHeHNs;

6) oTcyTcTBME HEOOXOAMMOCTM MpPefoCTaBfeHUss oTyeTa O pesynbTatax KIMHUYECKOrO  UCCNefoBaHus,
uccrnegoBaHus OMO3KBMBaANEHTHOCTM NIEKapCTBEHHOIO Npenapara, pa3peLweHHoro Ans MeQUUMHCKOTO MPUMEHEHWsS B
Poccuiickon ®epepauun 6onee gpaguaty neT, C ykasaHMEM HOPMATUBHBLIX MPABOBbIX aKTOB, MOATBEPXOAIOLLMNX
OaHHbIA CPOK NMPUMEHEHMS;

7) HeobxogmmocTb OdhopMIeHMsT paspelleHnss Ha BBO3 B Poccuiickyto Pepepaumio KOHKPETHOW napTum
3aperucTpupoBaHHbIX U (UMKN) HE3aperMcTPMPOBaHHBLIX NEKapPCTBEHHbIX CPeACTB, NpefHasHayeHHbIX ANnd npoBefeHUs
3KCNEepPTU3bl NEKapCTBEHHbIX CPEACTB B LieNsAxX rocyapCTBEHHOW perucrpaumu;

8) HeobxoOMMOCTb MPOBEAEHUS 3KCNEPTM3bl LOKYMEHTOB, NMPeACTaBIiEHHbIX Of1 onpedeneHus BO3MOXHOCTU
paccmaTpvBaTh NIEKapCTBEHHbIN Mpenapat Ans MeOULUMHCKOrO MPUMMEHEHWS MpW OCYLLEeCTBEHWM rOCyOapCTBEHHON
pervctpaumm B ka4ecTse OpdaHHOro fiekapCcTBEHHOro npenapara;

9) HeobXOAMMOCTb MPUMEHEHUS YCKOPEHHOW Mpouedypbl 9SKCMepTM3bl feKapCTBEHHbIX CPeAcTB B Lensx
rocy1apCTBEHHOWN perncrTpaumm nekapcTBeHHOro npenapara;

10) kONMM JOKYMEHTOB, NOATBEPXKAAOLMNX yNnaTy rocyAapCTBEHHOW MOLLSIMHBI:

a) 3a NnpoBefdeHMe IKCNePTU3bl JOKYMEHTOB, NPEACTaBMNEHHbIX ANA ONpeAeneHnss BO3MOXHOCTU paccMaTtpuBaTb
nekapCTBeHHbIV NpenapaTt Ans MeOUUMHCKOrO MPUMEHEHUS NPW OCYLLEeCTBEHUN FOCYyAapCTBEHHOW perncrpauun B
KayecTBe opdaHHOro fiekapCTBEHHOro nNpenapaTa;

6) 3a npoBegeHWe 3IKCMEPTM3bl KayecTBa feKapCTBEHHOrO CPeACTBa W 3KCMepTM3bl OTHOLUEHWUSI OXuOaemow
nonb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS TIeKapCTBEHHOro mnpenapaTa, paspelleHHoro pAns  MeauLMHCKOro
npumMeHeHus B Poccuickon Pepepaummn 6onee gpaguaTu feT, NpU OCYLIECTBIEHWM TOCYOAPCTBEHHOW perncrpaummn
nekapcTBeHHOro npenapara;

B) 3a MpoBedeHWe 3KCMepTU3bl KavyecTBa JIeKapCTBEHHOrO CpeacTBa U 3KCMEPTU3bl OTHOLLEHMS OXMAaemown
Nnonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS IeKapCTBEHHOro npenapaTta Ans MeAMUMHCKOro MpYMEHEHMS Npu ero
rocygapcTBEHHON peructpauuu;

r) 3a nNpoBefeHWe 3KCMepTM3bl KayecTBa NeKapCTBEHHOro CpeacTBa WM SKCNepTU3bl OTHOLLUEHUS OXUOaeMou
Nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHWNSI NeKapCTBEHHOro npenapara Ansg MeAUUUHCKOro NPUMEHEHUS, B OTHOLLEHUN
KOTOPOro NpoBeAeHbl MexayHapoaHble MHOIMOLEHTPOBbLIE KIMHUYECKUE UCCnefoBaHns, YacTb U3 KOTOPbIX NpoBedeHa B
Poccuiickon depepauum, npy OCyLECTBINEHNM rOCYAapCTBEHHON perncTpaumnm nekapCTBEHHOro npenapara;

11) Hanu4me cornacusi NPOM3BOAMTENS NEeKapCTBEHHOro npenapara, Npou3Bo4CTBO KOTOPOro OCYLLECTBRAETCH 3a
npegenamu Poccuiickon ®Pepepaumu, Ha NpOBEAEHUE WHCMNEKTUPOBAHUSA MNPOM3BOAMTENSA HA COOTBETCTBME
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

TpeboBaHWAM NpaBui Hagnexallen NpoM3BOACTBEHHOW NPaKTUKK;

12) Hanu4yme cornacus, NnpegyCMOTPEHHOro YacTbto 18 HacTosLLen cTaTby;

13) ykasaHve BuAa NEKapCTBEHHOrO npenapaTta, MPeACTaBMEHHOr0 Ha perucTpauuto  (pedepeHTHbIN
nekapCTBEHHbIN NpenapaT, BOCNPOM3BEAEHHbIN NeKapCTBEHHbIN nNpenapart, buonorMyeckuin NekapcTBEHHbIN npenapar,
BuroaHanoroBbIv (6MONOAOOHLIN) NekapCTBEHHLIN NpenapaT (OnoaHanor), roMmeonaTU4ecknii iekapCTBEHHbIN Npenapar,
nekapcTBEHHbIN pacTUTENbHbIN Npenapar).

(4acTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. PernctpaumoHHoe focbe Ha NekapCTBEHHbIN NpenapaTt Ansg MeOUUMHCKOTO NPUMEHEHWs NpefoCTaBnsieTcd B
hopmMe 06LLEero TeXHNYECKOro AOKYMEeHTa.

(vacTb 3 B peq. PeaepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4. Pazgen AOKyMeHTauMm agMUHUCTPaTUBHOIO XapakTepa BKIoYaeT B cebs:

1) 3asiBNeHMeE 0 rocy4apCTBEHHOW perncTpaummn NekapcTBEHHOro npenapaTta Anst MegUUMHCKOTO NMPUMEHEHUST B
3NEKTPOHHOWN hopme 1 Ha BymaKHOM HOCUTENE;

2) Konuil AOKYMEHTa Ha PYCCKOM fA3blke, 3aBEPEeHHOr0 B YCTAHOBMEHHOM MOpsAdKe W MoATBEPXAatoLLero
NpaBOMOYHOCTb 3asBUTENSA NOLABaThb 3asBMEHNE O rOCyJapCTBEHHOM perucTpaumy fnekapCTBEHHOro npenapata Ans
MEeAMLMHCKOro NpYMEHEHUS (OOBEPEHHOCTD);

3) KONUIO NUUEH3NUN Ha MPOU3BOACTBO NEKAPCTBEHHbIX CPEACTB WM KOMUIO 3aKMioYeHUs O COOTBETCTBUM
NPON3BOAMTENS NIeKapCTBEHHbIX CpeacTB TpeboBaHMAM NPaBwi Haanexallen Npou3BOACTBEHHON NPaKTUKU, BblAaHHbIE
YMOSTHOMOYEHHbIM heepanbHbIM OPraHOM UCMONMHUTENBHOW BNacTu, B cliyyae, ecnv MNpou3BOACTBO feKapCTBEHHOMO
npenapaTta ocywecTtensietca B Poccuickon degepaumy;

4) KonuK BblAAHHOW YMNOMHOMOYEHHBIM OpraHoOM CTpaHbl MNPOU3BOAMTENS JIMLEH3UM Ha MPOU3BOACTBO
nekapCTBEHHOro npenapata U ee nepeBOd Ha PYCCKUN S3blK, 3aBEPEHHble B YCTAHOBMEHHOM MOpPSAAKE, U KOMUIO
3aKIMIOYEHMS O COOTBETCTBMM NPOU3BOAMTENSI FEeKapCTBEHHbIX CpeacTB  TpeboBaHWAM MpaBwuil  Haanexailewn
NPOM3BOACTBEHHOW MNPAKTUKK, BbIAAHHOIO YMOSIHOMOYEHHbIM (befepanbHbiM OpraHoM WCMONTHUTENbLHOW BRacTu, B
crny4ae, ecnv NpPoM3BOACTBO NIEKAPCTBEHHOIO NpenapaTa ocyLecTBhAsieTcd 3a npegenamu Poccuiickon ®egepaunu;

5) NpoekT MHCTPYKUMM NO MEAMNLIMHCKOMY NMPUMEHEHMIO JNTIEKapCTBEHHOro npenapara, cogepXallen cneaywouime
cBefeHus:

a) HaMeHOBaHWe NeKapCTBEHHOro nNpenaparta (MexayHapoaHoe HenaTeHTOBaHHOe, MMM rPynnUpoOBOYHOE, WU
XUMUYECKOE 1 TOProBOe HaMMeHOBaHUS);

6) nekapcTBeHHas hopma C yKasaHUeM HaMMEHOBaHUM N KONMYECTBEHHOIO COCTaBa AEWCTBYIOLLMX BELLECTB U
KayeCTBEHHON0 COCTaBa BCMOMOraTeNibHbIX BewecTB (Mpy  HEeOOXOAMMOCTM  KONIMYECTBEHHOrO  COCTaBa
BCMOMOraTernbHbIX BELLECTB);

B) onMcaHne BHELLHEro B1Aa NIeKapCTBEHHOro npenapara Anst MeAULMHCKOro NPUMEHEHNS;

r) dusmKo-xummnyeckne CBONCTBa (Ans pagnodapmaLeBTUYeCKMX NeKapCTBEHHbIX NpenapaTos);

0) apmakoTepaneBTUyeckasa rpynna, ko NnekapCcTBEHHOro npenaparta Ans MeauuUMHCKOro NpuMeHeHus no
aHaTOMO-TepaneBTUYECKO-XUMNYECKON Knaccudukaumm, pekoMeHO0BaHHOW BcemunpHon opraHusaumen
3[paBoOOXpaHeHs, U1 ykasaHne "romeonaTM4yeCckUin nekapcTBEeHHbIN npenapar”;

e) dapmakognHammka W apMakokMHeTMKa (3a WCKMYeHMeM  (PapMakoOKMHETMKM  roMeonaTuyecKux
NeKapCTBEHHbIX MpenapaToB U pacTUTENbHbIX TEKAPCTBEHHLIX NPenapaToBs);

X) NoKasaHusa Ans NpUMeEHeHNs;

3) NpOTMBOMNOKa3aHWs AN NPUMEHEHUS;

1) Mepbl NPEAOCTOPOXHOCTU NPU NPUMEHEHWM;

K) yKasaHue BO3MOXHOCTM U OCOOEHHOCTEN MPUMEHEHUSI NEeKapCTBEHHOrO npenapata And MegUUUHCKOro
NpMMeHeHs 6epeMeHHbIMU XEeHLUMHaMK, XeHWnHaM1M B nepuog rpyaHoOro BCKapMIMBaHWS, OETbMW, B3pOCHbIMMU,
NMeLLMMN XpOHUYeckne 3aboneBaHus;

n) pexuMm [03MpPOoBaHWs, CNocobbl BBeOEHUA U NPUMEHEHUs, MNpu  HeobXoaMMOCTM Bpems npuema
nekapcTBEHHOro npenapara Anst MeAULMHCKOro NPUMEHEHUs1, NPOAOIMKUTENBHOCTL NIEYEHNs], B TOM YMChe y AeTen Ao u
rnocne Of4HOro roaa;

M) BO3MOXHbIE HeXenaTefbHble peakuun Npu NMPUMEHEHUW NEKAPCTBEHHOrO npenaparta Ans  MeAMLMHCKOro
NPUMEHEHNS;

H) CUMMNTOMbI NEPESO3NPOBKN, MEPbI MO OKa3aHMI0 MOMOLLM MpU NEPESO3NPOBKE;

0) B3aMOAENCTBME C APYIMMU NEKapCTBEHHbIMU NpenapaTamu 1 (Mnu) NULLEBbLIMWU NPOAYKTamu;

n) chopmMbl BbiMycka NekapCTBEHHOro npenapara;

p) ykazaHue (NpuM HeOOXOAMMOCTU) OCOOEHHOCTEN OEWCTBUSI NEKapCTBEHHOrO npenaparta Ans MeauLMHCKOro
NPVYMEHEHWS NPW NEPBOM NMPUEME WITN NPU €70 OTMEHE;

C) onucaHue (npu Heob6xoaMMOCTW) OENCTBUIA Bpada (denbawepa) n (Unv) naumeHTa npu MNponycke npuema
OLHOWM UITM HECKOJIbKMX 403 NNEKAapPCTBEHHOIO NpenapaTa An1s MegULUMHCKOro NPUMEHEHMS;

T) BO3MOXHOE BfMsiIHWE NeKapCTBEHHOro npenapaTa Ans MeauLMHCKOro NpUMeHeHNsa Ha CNocoBbHOCTb yNpaBnsaTb
TPaHCMOPTHLIMU CpeacTBaAMU, MEXAHU3MaMMU;
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®epnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 03.07.2016)
0 " [JokymeHT npegoctasneH KoHcynbTaHTINOC
06 obpalleHnM NekapCTBEHHbIX CPeacTB [lata Coxpanermst: 20.01.2017

(c usm. u gon., BCTYN....

y) CPOK rogHOCTM W yKa3aHWe Ha 3anpeT MpUMEHEHUs FeKapCTBEHHOrO npenapata Ans MeaWLUMHCKOro
NPYMEHEHNS MO UCTEYEHNN CPOKa rOgHOCTY;

&) ycrnoBus XxpaHeHus;

X) yKasaHue Ha HeobXOoOUMOCTb XpaHEHWs MEeKapCTBEHHOro npenapata And MeguuMHCKOrO MPUMEHEHMST B
MecTax, HeOCTYNHbIX ANst AeTel;

L) ykazaHue (Npy1 HeoOXoAMMOCTK) crieumnanbHbIX Mep NPeAOCTOPOXHOCTU MPU YHUHTOXEHUN HEUCTONb30BAHHbLIX
rniekapCTBEHHbIX NpenapaToB As MeAULMHCKOTO NPUMEHEHNS;

4) YCrOBUS OTIMYCKa;

L) HAMMEHOBaHUA N agpeca NPOM3BOACTBEHHLIX NIOLLAA0K MPON3BOANTENS NEKAPCTBEHHOIO NpenapaTa;

LLl) HaUMEHOBaHWe, afpec opraHu3auun, ynosIHOMOYEHHOW AepxaTeneMm Wnu BnagenbLeM perncTpaumoHHOro
YOOCTOBEPEHUS JEKapCTBEHHOrO npenapata Anst MeaUUMHCKOTO MPUMEHEHUMSt Ha MPUHATUE NPETeH3Mn OoT
notpebutens;

6) MHCTPYKUMIO MO MEAMLMHCKOMY MPUMEHEHUIO UMM KPaTKyl XapaKTepUCTWKY FeKapCTBEHHOro npenapara,
yTBEPXXOEHHbIE B CTPAHE NPON3BOAUTENS;

7) NPOEKTbI MaKeTOB NEPBUYHOW YNaKOBKM M BTOPUYHOW YMaKOBKM NleKapCTBEHHOrO npenapara Ans MeauLMHCKOro
NPUMEHEHNS;

8) NpoeKkT HOpMaTUBHOW AOKYMEHTaLMU WM HOPMaTMBHOIMO OOKYMEHTa Ha JIeKapCTBEHHbIN npenapaT Aans
MEeOULMHCKOro NPUMEHEHUsI NGO yKasaHne COOTBETCTBYHOLLEN (dapMaKonenHom cTaTby;

9) AOKYMEHT, coaepallmin MHPOPMaLMIO O HaNV4YuM nnm 06 oTCyTCTBMM (HaKTOB perncTpauum nekapcTBEHHOrO
npenapaTa ansa MeauUMHCKOro NpuMeHeHus 3a npegenamm Poccuiickon ®epepaunu;

10) kONMM LOKYMEHTOB, 3aBEPEHHbIX B YCTAHOBNEHHOM MoOpsiaKe W MNOATBepXaalwmx dakT perncrpauum
nekapcTBEHHOro npenaparta B MHOCTPaHHbIX roOCyAapCTBax B kKayecTBe ophaHHOro nekapCTBEHHOro npenapara;

11) nnaH ynpaBneHuss puckamum AN GMONOrMyYeckMx JEeKapCTBEHHbIX MpenapaTtoB AN MeLUUUHCKOro
NPUMEHEHNS;

12) OOKyMeHT O cucTeme dhapMakoHag3opa AepxaTens unu Bragenbua perncTpauuoHHOrO yAOCTOBEPEHUS
rfiekapCTBEHHOrO npenapara;

13) LOKYMEHT, NoATBEPXKAAKLLMI KA4YEeCTBO NIEKApPCTBEHHOMO npenapaTa Tpex NPOMbILUIIEHHbIX Cepuin (MPOTOKON
aHanu3a unu ceptudpmkaT aHanmsa), ogHa cepusa KOTOpOoro AOfkHa coBnagaTb C cepuen obpasua NekapCTBEHHOMo
npenapaTa ana MeauLMHCKOro NpUMeEHeHUs1, NpeacTaBNeHHOro Ha rocyfapCTBEHHYI0 perncTpaumio.

(vacTb 4 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5. Pasgen xvmudeckon, cdapmaueBTMYeCcKOM U OUOMOrMYeckon AOKYMEHTauMu BKIHOYaeT B cebs OOKYMEHTHI,
cogepxaiime mHdopmaumio o dapMaueBTUYeCcKon CcybCcTaHUMM M NeKapCTBEHHOM npenapaTte Ans MeauUMHCKOro
NPUMEHEHNs], NPoLIECce ero NPoM3BOACTBaA M MeTodax KOHTPOSIS KayecTBa, B TOM YnUCre:

1) KonulO AOOKYMeEHTa, coAepXallero cneaywowylo WuHgopmaumio o dapmaueBTnyeckon cybctaHumm wunm
hapmaLeBTMHECKMX CYOCTaHUUSX, BXOOSALMX B COCTaB JIEKAapCTBEHHOIO NpenaparTa:

a) HaumeHoBaHWe hapMaueBTUYeCKor cybcTaHLmm, ee CTPYKTypa, obLime CBOMCTBA;

6) HaumeHoBaHWe 1 agpec NPOM3BOAUTENS;

B) TEXHONOMMs MPOU3BOACTBA C OMWCAHWEM CTaavi MPOU3BOACTBA M METOAOB KOHTPONS Ha BCEX CTagusix
Npon3BOACTBA;

r) onucaHue paspaboTku npoLiecca NpoM3BOACTBa;

4) onMcaHne KOHTPOIS KPUTUHECKMX CTAaUM NPOU3BOACTBA U MPOMEXYTOYHOM NPOAYKLMN;

€) JoKyMeHTanbHoe noaTeepxaeHve (Banuaaumns) npoLeccos 1 (Unn) NxX OLEeHKa;

)K) CBOWCTBaA M CTPYKTypa AENCTBYIOLLUX BELLECTB;

3) XxapaKTepucT1Kka npumecen;

n) cneundukaumsa Ha papmMmaLeBTUYECKyto CybCTaHUMIO 1 ee 0BOCHOBaHWE;

K) aHanuMTU4eckne MeToAMKM, UCMONb3yeMble MpPU OCYLLECTBMEHUN KOHTPONsS kadecTBa hapmaLeBTUYECKOM
cybcTaHumu;

n) 4OKyMeHTarnbHoe NnoATBepXaeHue (Banugaums) aHanuTuyeckmx MeToauk, UCMonb3yeMbIX NMPU OCYLLIECTBIIEHMN
KOHTpOMsi KayecTBa hapmaueBTUYECKon cybcTaHuuu;

M) pe3ynbTaTbl aHanmnsa cepuin oapmMaleBTUYECKON CyOCTaHUMK;

H) NnepeyveHb CTaHAapPTHbLIX 06pPa3L0B UM BELLECTB, CMOSb3YEMbIX MPU OCYLLIECTBIIEHUN KOHTPOIS Ka4ecTBa;

0) onucaHne xapakTePUCTMK 1 CBOWCTB YNaKOBOYHLIX MaTepMarnoB 1 YKYNOpPOYHbIX CPEACTB;

n) gaHHble O CTAabUNBHOCTU hapMaLleBTUHECKON CyOCTaHLMW;

p) CPOK rogHOCTY;

2) [OOKyMEHT, cogepXawun crnegylowmne CBeAeHMs O JIeKapCTBEHHOM npenapate Ans  MeauuMHCKOro
NPUMEHEHNS:

a) onucaHue 1 cocTaB flekapCTBEHHOrO npenapaTa 41s MeguLMHCKOro NPUMEHEHMS;

6) onncaHve dpapmaueBTudeckon paspaboTkm (0bocHoBaHMe BbIBopa cocTaBa, NePBUYHON YNaKoBKN U UHOTO);

B) TEXHOMNOrMA NMPOU3BOACTBA C ONUCaHMeM CTaaui NPOU3BOACTBA U METOOOB KOHTPONSA Ha BCeX CTaausix
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®epnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 03.07.2016)
0 " [JokymeHT npegoctasneH KoHcynbTaHTINOC
06 obpalleHnM NekapCTBEHHbIX CPeacTB [lata Coxpanermst: 20.01.2017

(c usm. u gon., BCTYN....

Npon3BOACTBA;

r) onMcaHne KOHTPOIIS KPUTUYECKMX CTagun npoLecca Npon3BoAcTBa U MPOMEXYTOYHOW NPOAYKLMY;

4) HaMeHOoBaHWe 1 agpec MecTa OCyLLEeCTBNEHUSA NPON3BOACTBA NEKAapCTBEHHOro npenapaTa Ans MeaLuHCKOro
NPUMEHeHUs (B Criydae Hanu4ums HeCKoNbKMX y4aCTHUKOB MpoLecca nNpousBoacTBa HeobxoaMMO ykasdaTb KaKgoro u3
HUX);

e) dhapmaLeBTNYECKas COBMECTUMOCTb;

X) MUKpoBUuonormyeckne xapakTrepucTukm;

3) MaTepmanbHbIi HanaHc Anst NPOM3BOACTBA CEPUU FOTOBOIO NPOAYKTa;

1) onMcaHne XxapakTepuUCTUK U CBOMCTB YNaKOBOYHbIX MaTepmnanos 1 YKYNOPOYHbIX CPeaCTB;

K) OOKyMeHTanbHoe noareepxaeHve (Banngaums) npoueccoB Npon3BoacTsa U (Mnm) UX OLEHKa;

n) TpeboBaHUsi K KayecTBy BCrMOMOraTernbHbIX BeLeCTB (cepTudpmkaT, cneumdukaums Ha BCrMoMoraTeribHble
BeLLeCTBa U nx 000CHOBaHUeE);

M) aHanuTU4YecKMe METOAMKWU, UCMONb3yEMblE MPU OCYLLECTBIIEHWM KOHTPOMsS KayecTBa BCMOMOratenbHbIX
BELLECTB;

H) JOKyMeHTanbHoe noarBepXaeHue (Banugaums) aHanuTuyeckmx MeToguk, NCNonb3yeMbiX NPY OCYLLLECTBNEHUN
KOHTPOMS KayecTBa BCNOMOraTesibHbIX BELLECTB;

0) MHdopMaumsi 06 MCNONb30BaHMM BCNOMOraTenbHbIX BELLECTB YENOBEYECKOro M XKMBOTHOTO MPOUCXOXKAEHWS;

n) nHdopmaumsa o6 MCnonb3oBaHUM HOBLIX BCMIOMOraTernbHbIX BELLECTB;

p) TpeboBaHMSA K KayecTBy J€KapCTBEHHOrO npenapata Ans MeOUUMHCKOTO MNpUMEHeHust (cepTudukar,
crneundmrKaums Ha NieKapCTBEHHbIV npenapart u nx obocHoBaHue);

C) aHanmuMTUyeckne MeTOAMKW, WCMONb3yeMble MpU OCYLIECTBIEHMN KOHTPOMNS KadecTBa MeKkapCTBEHHOro
npenapata 4ns MeavLUMHCKOro NpuMeHeHus;

T) AOKYMEeHTarnbHOe noATBepXaeHune (Banvaaumns) aHanMTu4ecknx MeToamk, UCNonb3yeMbliX Npyu OCYLLECTBEHUN
KOHTPOsi Ka4YeCcTBa JIEKAapCTBEHHOIo NpenapaTa Anst MegUUUHCKOro NPUMEHEHUS;

y) pe3ynbTaTbl aHaNM30B CepUii NIEKapCTBEHHOTO Npenapara 4515 MEAULIMHCKOrO NPUMEHEHNS;

&) xapakTepucTtuka npumecen;

X) NepeyveHb cTaHgapTHbIX 06pasuoB, UCMOMb3yeMbIX MPU OCYLLECTBIIEHUM KOHTPOMS KayecTBa JieKapCTBEHHOro
npenapata 4ns MeavLUMHCKOro NpuMeHeHus;

L) 4aHHble 0 CTabuNbHOCTM NEKAPCTBEHHOIO NpenapaTta AN MeauUMHCKOro NpUMEeHeHNs.

(vacTb 5 B peq. enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. Pazgen dhapmakonormyeckon, TOKCUKONOTMYECKON [OKYMEHTauMM BKIloYaeT B cebsa oTyeTbl O pesynbraTax
OOKIMMHNYECKMX NCCNeaoBaHWI NIeKapCTBEHHOrO cpeacTBa Ans MeOULMHCKOTO NPUMEHEHNS], B TOM Y1Che:

1) oT4eT 0 hapmakoANHaAMNYECKUX UCCNESOBAHMSAX;

2) oT4eT 0 (hapMaKOKMHETUYECKNX NCCNEOOBAHUSX;

3) OT4ET O TOKCUKONOrMYECKMX CCNEeaOoBaHUSAX.

(vacTb 6 B peq. enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7. Pasgen knuHMYeckon JOKYMeHTaumMM BKoYaeT B cebsi oTyeTbl O pesyrnbTatax KIMHUYECKMX MCCredoBaHWN
niekapCTBEHHOro npenaparta Ans MeQULMHCKOrO NPUMEHEHNSs!, B TOM YMCHE:

1) oTueTbl 06 mccrnegoBaHUax GUOOOCTYNHOCTU U BGUOIKBMBANEHTHOCTW, WUCCNELOBAHUSX, YCTaHaBNMBAOLLNX
KOppensaumio pesynbTaTos, NONyYeHHbIX B YCNOBUSX in Vitro u in vivo;

2) oT4eTbl 0 PapMakoOKUHETUYECKUX UCCIIef0BaHUSX;

3) oT4eTbl 0 hapMaKkoAMHAMUYECKUX NCCIEO0BAHUSIX;

4) oTYETbI O KITMHUYECKMX MccrneaoBaHmsax adhpekTMBHOCTM u 6e3onacHocTy;

5) oTyeT 0 NocTperncTpaunMoHHOM ONbITe MPUMEHEHMUS (MPU HANU4YKUK).

(4acTb 7 BBegeHa PegeparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

8. TpeboBaHusa kK 06beMy MHOpMaLNK, NPeAOCTaBASEMON B COCTaBE PErMCTPALMOHHOIO A0Chbe, AN OTAENbHbIX
BUAOOB feKapCTBEHHbIX MpenapaToB ANd  MEAUMLUUHCKOrO MPUMEHEHUS  YCTaHaBfMBAKTCA  YNOFHOMOYEHHbIM
deneparnbHbIM OPraHoM UCMONTHUTENLHONM BNACTU.

(yacTb 8 BBegeHa PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

9. B OTHOLLEHMM NEKAPCTBEHHbIX NpenapaToB, pas3pelleHHbIX ANd MeAULUMHCKOro npuMeHeHmsa B Poccuinckon
depepaummn bonee gBaguatu net (3a MCKNIOYEHWEM OMONOrMYECKMX FeKapCTBEHHbIX MpenapaToB), OonyckaeTcs
BKIIOMEHMEe B cocTaB pasgena hapmakonornyeckomn, TOKCUKONOTMYeCcKOMW OOKYMeHTauuu u  pasgena  KIuHUYeCcKon
OOKyMEHTaUMM BMECTO oOT4yeTa pa3pabotunka O pesynbTaTax CoOOCTBEHHbIX [OOKMMHUYECKUX — MCCreaoBaHuin
nekapCTBEHHbIX CPEeACTB U KITMHUYECKMX UCCNEeAOBaHNIA NEKapCTBEHHbIX NpenapaToB Anst MeAWLMHCKOro NpUMEHEHNUS
0630pa Hay4yHbIXx paboT O pesynbTaTax AOKIMHWYECKMX WUCCNELOBaHUN NEKAPCTBEHHbIX CPEeACTB U KIMHUYECKUX
NCCreoBaHUM AaHHbIX NeKapCTBEHHbIX MNpenapaTtoB, B TOM 4MCre BKMOYasd OMblT WX MNOCTPErMcTpaLmMoHHOro
NPUMEHEHNSI.

(vacTb 9 BBegeHa PegeparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)
10. MNMpun rocygapCTBEHHON perucTpaumm BOCMNPOU3BEAEHHbIX NEKapCTBEHHLIX MpenapaToB ANA MeAULUHCKOro
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

NPYMEHEHMS JOMyCKaeTCcsa BKIIOYEHNE B COCTaB pasgena (apmMakonormyeckor, TOKCUKOMOrMYECKON OOKyMeHTauun wu
pasgena KivHUYEeCKOW AOKyMEHTauMu BMECTO oTyeTa paspaboTymka O pesynbTatax COOCTBEHHbIX AOKIMHUYECKNX
nuccnegoBaHU NeKapCTBEHHbIX CPeACTB 0030pa HaydHbIX paboT O pesynbratax AOKMMHUYECKUX UcCnenoBaHum
pedepeHTHOro NekapCTBEHHOro nNpenapaTa 1 NnpeacTaBneHne BMECTO KMMHUYECKNX UCCnefoBaHMi B NOSIHOM obbeme,
YCTaHOBMNEHHOM pa3feriomM KNMHUYECKOW AOKYMEHTaLMKn, oT4eTa O pesynbTaTax MUCCnefoBaHuiA OUO3KBUBANEHTHOCTU
BOCMPOM3BEAEHHOIO NEKapCTBEHHOrO Npenaparta Ans MeauuMHCKOro npumMmeHeHusi. He TpebyeTca npegcrtaBneHue
oTyeTa O pesynbTaTtax UCCrNefoBaHUN OMOIKBMBANEHTHOCTM BOCMPOM3BEAEHHOIO NEKapCTBEHHOrO npenaparta Ang
MEOULUMHCKOTO MPUMEHEHWsi, €CNn  PEerncTpypyroTca  BOCMNPOU3BEOEHHblE eKapCTBEHHble  npenapartbl  Ans
MEAMLIMHCKOro NPUMEHEHMS, KOTOpPbIE:

1) npegHasHayeHbl ANA NapeHTepanbHOro (MOLKOXHOMO, BHYTPUMbILLIEYHOrO, BHYTPUBEHHOIO, BHYTPUrMasHOro,
BHYTPUMNONOCTHOrO, BHYTPUCYCTaBHOIO, BHYyTPUKOPOHAPHOIo) BBEAEHNSI U NpeacTaBnsatoT cobor BOgHbIE pacTBOPSLI;

2) npeacTaBnsaoT coOON pacTBOpLI A1 NepopanbHOro NPUMEHEHUS;

3) npon3BeaeHbl B hopmMe NOPOLLKOB U NMonnm3aToB AN NPUroTOBEHUSA PacTBOPOB;

4) ABNATCA rasamu;

5) ABNAKTCA YWHLIMWA WX TNA3HbIMU NIEKAPCTBEHHBbIMW Mpenapartamn, Npou3BeAeHHbIMU B (bopMe BOOHbIX
pacTBOpOB;

6) NnpeaHa3HaveHbl Ansi MECTHOro NPUMEHEHWS U NPUrOTOBNEHBI B hOpMe BOAHbLIX PACTBOPOB;

7) npeacTaBnsoT cOO0N BOAHbIE PAcTBOPLI A1 UCMONb30BaHUSA B (hOPME MHransiuum ¢ nomoLlblo Hebynansepa
U B Ka4YeCTBE Ha3asbHbIX CNPEEB, NPUMEHSEMbIX C MOMOLLbIO CXOAHbIX YCTPONCTB.

(vacTtb 10 BBegeHa deaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

11. Ona cny4aeB, ykasaHHbIXx B nyHktax 1-3, 5-7 yactm 10 HacToswen cTaTbM, BOCMPOU3BEOEHHbIN
nekapcTBEHHbIN Npenapar Ang MeguuUHCKOro NpMMEHEHUS OOIMKEH COAepXKaTb TakMe e BCoMoraTenbHble BellecTBa
B TaKUX Xe KonmyecTBax, kak 1 pedepeHTHbIN NekapcTBEHHbIN npenapaT. Ecnv coctaBbl BCromoratenbHbIX BeLLECTB
pasnuyaroTcs, 3asaBUTENb AOMKEH NPEeACTaBUTb AOKa3aTeNbCTBa TOro, YTO UCMONb3yeMble B AaHHbIX KOHLEHTpauusix
BCMOMOraTerbHble BeLlecTBa He BNUAIOT Ha 6e30nacHOCTb 1 (Mnn) addeKTUBHOCTL JTIEKapCTBEHHOrO npenaparta Ans
MeOULMHCKOro NpuMeHeHuns. B cniyyae, ecnv 3agButenb He MOXET MpeacTaBUTb Takue JokasaTenscrtBa v (Mnu) He
UMeeT [ocTyna K COOTBETCTBYHOLWMM [AaHHbIM, OH [OMKEH MNPOBECTU COOTBETCTBYHLIME WCCEeAOoBaHUA Anis
[oKasaTenbCTBa OTCYTCTBUS BIUSAHUS PasHbIX BCMOMOraTesibHbiIX BELECTB MMM BCMNOMOraTenbHbIX YCTPOWCTB Ha
B6esonacHocTb U (Mnn) 3chdEKTUBHOCTL NEKAPCTBEHHOIO Mpenapata Anst MeQUUMHCKOTrO MpUMEHEHUSI B Mopsake,
YCTaHOBMEHHOM YMNOMHOMOY€EHHbBIM dhedeparibHbIM OPraHOM UCMONTHUTENbHONM BNACTU.

(4actb 11 BBegeHa depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

12. Ipw rocyaapCTBEHHOW perucTpaumm KoMorMHauun paHee 3apermcTpUpoBaHHbIX JeKapCTBEHHbIX MpenapaToB
Ons MeguMUMHCKOro NpuMeHeHnst AoMyCKaeTCAa BKoYEeHe B COCTaB pasaena papmMakonormyeckom, TOKCUKONOrMYecKon
OOKyMeHTauum 1 pasgena KnMHMYEeCKoM AOKYMEHTaumMM BMECTO OTdeTa paspaboTuvka O pesynbTatax COOCTBEHHbIX
OOKIMUHUYECKNX UCCNESOBaHWUIA NeKapCTBEHHbIX CPeAcTB 0b30pa HayyHbiX paboT O pesynbTaTax AOKIMHUYECKUX
uccrefoBaHun pedepeHTHBIX JTEKAapCTBEHHbIX MpenapaTtoB, BXOASAWMX B COCTaB KOMOWHaUUKM NEKapCTBEHHbIX
npenapaToB, U 06 OTCYTCTBMM UX B3aMMOLEWNCTBUSA B OOHOWN NIEKapCTBEHHOW hOpME.

(vacTtb 12 BBegeHa deaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

13. Ha akcnepTtmnsy pasnuyHbIX NEKapCTBEHHbIX (POPM OAHOrO U TOrO Xe NeKapCTBEHHOro mnpenapaTta Aans
MEeAMLMHCKOro NpUMEHEHUA 3aaBUTENb NPEeACTaBnseT OTAeNbHbIE 3asABNIEHUSA N PErUCTPALMOHHbIE LOCbE Ha KaXayto
nekapcTBeHHylo ¢opmy. lMpu ycnosun OAHOBPEMEHHOW MOA4AYM Ha IKCMepTM3y OAHOMW NekapCTBEHHOW opMbl C
pasnuMYHbIMU JO3MPOBKOW, KOHLIEHTpaLMen, 00 beMOM 3asBUTENb NPEACTABNSAET OOHO 3asBIIEHWE U PErMCTPaLMOHHOE
[0Cbe C NPUMOXEHNEM MAKETOB YMAKOBOK Ha KaXOyHo JO3NPOBKY, KaXOyl0 KOHLUEHTpauuio, Kaxabll obbeM M Kaxgoe
KONMYeCTBO 403 B yNaKOBKe.

(vacTb 13 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

14. MNpu rocyaapCTBEHHOM perncTpauum opchaHHOro NeKapCTBEHHOro npenapata 3asiBUTENb MpeacraBnseT
NHdopmaLmo, HeobxoaMmyto Anst GOPMMPOBaHUS pasaena KIMHUYECKOW OOKyMeHTauun, B 06beme, YCTaHOBIEHHOM
YNONTHOMOYEHHBLIM hefiepanbHbIM OpraHoM UCMONHUTENBHOWN BracTu.

(4acTb 14 BBegeHa depepanbHbIM 3aKoHOM OT 22.12.2014 N 429-03)

15. lMpu peructpaumm GMONOrMYECKOro NEKapCTBEHHOrO npenapaTa, MOSyYEHHOr0 U3 KPOBW, Miia3mbl KpPOBWU
YyenoBeka, B COCTaBe PErMcTpaLVoHHOro 40CkEe Ha NIeKapCTBEHHbIV Npenapar Ansg MeAULUHCKOrO NPUMEHEHNS AOSMKHbI
ObITb NpeacTaBneHbl AONOMHUTENBHO:

1) B pasgene AOKyMeHTauMn agMUHUCTPATUBHOIO XapakTepa AOKYMEHT, COAepKaLLmMin MHopmaumio o cyobekTax
obpalLeHNsi LOHOPCKOWM KPOBM U (UNIN) ee KOMMOHEHTOB, O ToM, rge Obina ocywlecTBneHa goHauus (KpoBu v (Mnu)
nnasMmbl KpoBW), a Takke OaHHble 00 WHMEKUMOHHbIX 3aboneBaHusX, Mepefarwmnxcs napeHTeparnbHbiM NyTeM,
MHpopmaumss 0 cybbekTax obpalleHusi OOHOPCKOW KpoBM M (MNKU) ee KOMMOHEHTOB, B OTHOLUEHUM KOTOpPbIX
OCYLLIECTBMSIETCS KOHTPOMb JOHOPCKOW KPOBU U (UNTN) €€ KOMMNOHEHTOB;

2) B pasgene XMMmn4eckon, hapmaueBTMYeCcKOn 1 BMonornieckon 4oKyMeHTaLmm:

a) Kputepun 1 cnocobbl 0T6OpPa, TPAaHCNOPTMPOBAHNS U XPAaHEHWUST LOHOPCKOW KPOBM U (UNN) ee KOMMOHEHTOB;

KoHcynbTanTlNKoC

www.consultant.ru Crpanuua 24 13 69
HaeXHas npaBoBas noaaepXxkKa



consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7100B9e9O6I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7100B9e9O6I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7100B8e9O8I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7100B8e9O8I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7100B8e9O7I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7100B8e9O7I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7100B8e9O6I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7100B8e9O6I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDC1245C8263F24CA9928ACBC80E0500F261267B7103BDe9O6I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDC1245C8263F24CA9928ACBC80E0500F261267B7103BDe9O6I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7100BBe9OFI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7100BBe9OFI
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®epnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 03.07.2016)
0 " [JokymeHT npegoctasneH KoHcynbTaHTINOC
06 obpalleHnM NekapCTBEHHbIX CPeacTB [lata Coxpanermst: 20.01.2017

(c usm. u gon., BCTYN....

6) pesynbTaTbl UccrnegoBaHU OTOBpPaHHBIX LOHOPCKOW KPOBM WM (MNW) MMa3Mbl KPOBM WM MYMOB Ha Hamnuuyve
BO3OyguTenen uHdekuun, Bknwoyas MHGopMaumio 06 MCNONb30oBaHHLIX METOAMKax WCCNeAoBaHUM W B criyvyae
nccnegoBaHus NynoB nnasmbl KPOBU pe3ynbTaThl OKYMEHTANbHOro noaTBepXaeHuns (Banugauun) Mcnorb30BaHHbIX
METOLAMK;

B) TEXHMYECKME XapaKTEPUCTUKM YMakoBKM AN OTOOpa LOHOPCKOM KpOBM WM (MNKM) nnasmbl KpOBW, BKMKYas
nHdopmaumo 06 NCNoNb30BaHHbIX pacTBOpax aHTUKOArymnsiHTOB.

(yacTb 15 BBegeHa depepanbHbIM 3aKoHOM OT 22.12.2014 N 429-03)

16. KnuHmnyeckne uccnegoBaHust NEeKapCTBEHHOrO npenapaTta ans MeAWUMHCKOro MPUMEHEHUs B LensiX ero
rocygapCcTBeHHOMN peructpauuy nposogdatcs B Poccuiickon depepaumm B Nopsake, yCTaHOBEHHOM cTtaTbsamu 38-44
HacToswwero ®denepanbHoro 3akoHa. OT4YET O NPOBELEHHbIX WCCMNEeAOBaHUAX BKMKYAETCAa B COCTaB pasgena
KNUHNYECKON JOKYMEHTaLUUN perMcTpaumMoHHOro oCbe Ha NeKkapCTBEHHbIN nNpenapaT Ans MeAWLMHCKOro NpUMEHEHUS.
[nsa nekapCTBeHHbIX NpenapaToB ANst MEAULMHCKOrO MPUMEHEHUS, B OTHOLLIEHUN KOTOPbLIX B pe3ynbTaTe 3KCNepTu3bl
OOKYMEHTOB, MpPeACTaBfEHHbIX AMs onpefenieHns BO3MOXHOCTM paccMaTpvBaTh JIEKApCTBEHHbIN Mpenapat Ans
MEeAMLMHCKOro NpUMEHEHNsT B Ka4ecTBe opaHHOro NeKapCTBEHHOrO Mpenapara, Takas BO3MOXHOCTb Mpu3HaHa U B
OTHOLLIEHMWN KOTOPLIX MPOBEAEHbI KITMHUYECKME UCCeoBaHus, BbIMOMHEHHbIE 3a npegenamn Poccuiickon depepaumm
B COOTBETCTBMM C MpaBuiiamMu Hagnexawieyn nabopaTtopHOW MPaKTUKM W NpaBuiiamMu  Hagnexawewn KiMHUYEeCKom
NPaKTUKW, AOMYCKAeTCH BKINIOYEHME B COCTaB pasfena KIUHUYECKOW OOKyMEeHTauuu BMECTO oTyeTa O pesyrnbTaTax
KIMHUYECKUX UCCcneaoBaHWA NekapCTBEHHOro npenapata Ansg  MeAMUMHCKOrO  MNMPUMEHEHWsl, NPOBEAEHHbIX B
Poccuinckon depepaumn, otyeta O pesynbTatax KIMHWYECKMX WCCregoBaHUW, BbIMOMHEHHBIX 3a Npedernamu
Poccuiickon depepaumm.

(4acTb 16 BBegeHa depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

17. 3asBuTenb BNpaBe NPeAcTaBUTb N0 COBCTBEHHON MHMLUMATMBE BMECTe C 3asiBNieHMeM O rocyaapCTBEHHON
perncTpauum nekapCTBEHHOro npenapata Ans MeOuUMHCKOro NpUMEHEHUs OOKYMEHTbl, noATBepxaarolime ynnarty
rocyJapCTBEHHOM MOWNHLI U ykadaHHble B NyHkTe 10 yacTn 2 HacTosiwen ctatbl. B crnydyae mx HenpepncrtaBneHus
COOTBETCTBYIOLUIA YMONTHOMOYEHHbIN defepanbHbIil OpraH MWCMONIHUTENBHOW BracTu MpoBepsieT akT ynnatbl
rocyapCTBEHHON MOLWWSMHbI 3asiBUTENeM MOCPEACTBOM WCMNOSb30BaHMUS MHdopmauun ob ynnaTte rocyaapCTBEHHON
NOLLINMWHbLI, coaepxaLlenca B ocygapcTBeHHOM MHAOPMALMOHHOW CUCTEME O roCyAapCTBEHHbLIX U MyHUUUNANbHbIX
nnaTexax, Ha OCHOBaHWW TMpPEeACTaBIEHHbIX 3asBUTENEM KOMUIW OOKYMEHTOB, MNOATBEpXAalowux  ynnaty
rocyapCTBEHHOWN MOLUSINHBI.

(vyacTb 17 BBegeHa defepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

18. He ponyckaeTcs vcnonb3oBaHWE B KOMMEPYECKUX Uensix MHdopmauum o pesynbratax OOKITMHUYECKMX
nccnegoBaHU  NEKapCTBEHHbIX CPEACTB M KITMHUYECKMX WCCREAOBaHWM  JIEKapCTBEHHbIX MpenapaTtoB  Ans
MEAVLMHCKOrO MPUMEHEHUS, NPEeACTaBEHHON 3adBMTENeM [fsi rocyaapCTBEHHOM perncrpaumm nekapcTBEHHOIo
npenapata, 6e3 ero cornacusi B TeYeHWe LecTu neT C faTbl rOCygapCTBEHHOM perncrpaumm pedepeHTHOro
nekapcTBeHHoro npenapata B Poccunckon ®egepaumn.

(vacTb 18 BBegeHa defepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

19. [epxatens wnu Brnageney perncrpauuoHHOro YAOCTOBEPEHWUsI JIEKAapCTBEHHOro mnpenapata Ha
OMOTEXHONMOMMYECKUA MM OpdoaHHbIA JNIeKapCTBEHHbLIN MnpenapaT ob6s3aH nNpenocTaBnATb HA BO3ME3OHOM OCHOBE
06pasupl petepeHTHOro feKkapCTBEHHOrO npenapaTta 3asBuTensM ANs NPOBEAEHUS KITMHUYECKUX WCCreLoBaHUN.
CtommocTb obpasua pedepeHTHOro nekapcTBEHHOro npenapara, BKMIOYEHHOTO B NepPEeYeHb XXU3HEHHO HEOBXOOUMBIX U
BaXKHENLUNX NeKapCTBEHHbIX MpenapaToB, He AOMKHa NpeBbillaTh 3aperncTPUPOBaHHYI0 NpeaeribHYI0 OTNYCKHYHO LIEeHY
Ha pedepeHTHbIN NeKapCTBEHHbIV NPenapaT UIu LeHy Ha JIEKApPCTBEHHBIN NpenapaT B CTpaHe NpOM3BOAMTENS.

(vacTb 19 BBegeHa depepanbHbIM 3aKoHOM OT 22.12.2014 N 429-03)

20. 3asBneHue O TrocygapCTBEHHOW pernctpauum BOCMPOM3BEOEHHOrO JIEKapCTBEHHOrO Mpenapara ans
MEAMLMHCKOro NPUMEHEHNsT MOXET ObITb NOAAHO B YNOMHOMOYEHHbIN doefeparnbHbii OpraH WCMONTHUTENbHOM BRacTMy,
OCYLLECTBMSOLUNA rOCYAaPCTBEHHYIO PErMCTPaLMIo NIeKapCTBEHHbIX NPenapaToB, N0 UCTEYEHUN YeTbIpex neT ¢ Aathbl
rocy1apCTBEHHOW perncTpaumm pedepeHTHOro fiekapcTBeHHOro npenaparta B Poccuiickon degepaumm.

(vacTb 20 BBegeHa defepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

21. 3asaBneHve o rocygapCTBEHHON permctpaumm buoaHanorosoro (6MonogobHOro) nekapcTBEHHOro npenapata
(bnoaHanora) MoxeT OblTb NOOAHO B  YMOSTHOMOYEHHbIM hedeparnbHbIi  OpraH WCMNONHUTENbHOM  BRacTw,
OCYLLECTBMSIOLWUNA FOCYAapCTBEHHYIO PErncTpaumio NEKapCTBEHHbIX MpenapatoB, MO UCTEYEeHUW Tpex neT ¢  Aarhbl
rocyapCTBEHHOWN perncrpaumm pedepeHTHOro fiekapCTBEHHOro npenaparta B Poccuiickon degepaumm.

(vacTb 21 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

22. [lepxatenb unv Bnagenew perncTpaLMoHHOro yaoCcTOBEPEHMS NIEKAPCTBEHHOIO Npenaparta npeacTaBnsaeT B
YMOSTHOMOYEHHbIN befeparnbHbln OpraH UCMOMHUTENBHOW BNACcTW, OCYLLECTBASIOWMIA (DYHKLMKU MO KOHTPOIO 1 Haa3opy
B cdhepe 3a4paBoOOXpaHEHNs, OTYET MO pesyrbTaTam dapmMakoHaZ30pa OOuH pa3s B LUECTb MECSALEB B TeYEHME ABYX IeT
nocre rocyaapCTBEHHON perncrTpaunm nekapcTBeHHoro npenapata B Poccunckon ®epepaunn, eXerogHo B TeYeHue
nocrnegylLwmx Tpex net n B ganbHenwemM OanH pas B NATb feT.

(vacTb 22 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

Cratbs 19. MNpuHSTME peLleHVst O Bbldave 3KCMEePTHOMY YYPEXOAEHWI0 3afaHusi Ha MpoBedeHVe 3KCMepTu3bl
NeKapcTBEHHOro cpeacTea

(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B TeyeHve pecATM pabounx JOHEN CO [OHS MNPUHATMA 3asBMEHUA O TOCyOapCTBEHHOW permcrpaumm
NeKkapCTBEHHOro npenapaTta COOTBETCTBYHOLLMIA YNOSTHOMOYEHHbIM hbedeparnbHbli OpraH MCMOSIHUTENbHOW BRAcTU
NPOBOAMT MNPOBEPKY MOSHOTbI, AOCTOBEPHOCTU U MNPaBUINBbHOCTU OCOPMIEHNsT NpPeacTaBNEeHHbIX AOKYMEHTOB
perncTpaLmoHHOro OChe Ha NeKapCTBEHHbIN NpenapaT u NpuHMMaeT peLleHne O Bblaaye 3agaHns Ha NpoBeaeHune:

1) akcnepTu3bl AOKYMEHTOB, NpeACTaBNeHHbIX ANA onpeaeneHns BO3MOXHOCTU paccMaTpuBaTh NeKapCTBEHHbIN
npenapat 418 MeAULMHCKOrO NMPUMEHEHMWS NMPU OCYLLLECTBIEHUM rOCY4apCTBEHHON perMcTpaunm B Ka4ecTBe opdaHHoOro
nekapCcTBEHHOro Npenapara;

2) 3KCnepTM3bl JEKApCTBEHHOIO CpeacTBa B 4acTW 3KCMEpPTM3bl KayecTBa JIEKAapCTBEHHONO cpeacTtBa W
3KCMNEPTM3bl OTHOLUEHUS] OXMOAAEMOMW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NEKapCTBEHHOro npenaparta Ansi
MEANLMHCKOro NpUMEHeHNS;

3) 3KCnepTM3bl NEKapCTBEHHOr0 CpeAcTBa B 4acTM 3IKCMEPTU3bl KavyecTBa JieKapCTBEHHOrO cpeacrsa U
3KCMEPTM3bl OTHOLUEHUS OXMOAEMOW MOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NEeKapCTBEHHOro npenaparta Ans
MEeOULMHCKOrO MPUMEHEHUS B NOPSOKE YCKOPEHHON Npoueaypbl 3KCNepTU3bl fieKapCTBEHHbLIX CPEACTB B COOTBETCTBMU
Co cTaTben 26 HacTosiwero ®egepanbHOro 3akoHa;

4) sKkcnepTu3bl fIEKAPCTBEHHOrO CPeACcTBa B OTHOLLEHUM JNEKAapCTBEHHOrO Mpenapata And BeTepUHApHOro
NPUMEHEHNSI.

2. YNONHOMOYEHHbIN (befepanbHbli OpraH UCNONTHUTENBHOW BNAacTU YBEOOMMSIET B ANIEKTPOHHOM (hopMe UNun Ha
OyMaxHOM HocUTErNe 3asiBUTENS U 3KCMEPTHOE YYpEXOEHNE O NPUHATOM PELLEHUN O BblAaye 3afaHnA Ha NpoBeAeHUe
3KCMepTn3, NPedyCMOTPEHHbIX YacTbio 1 HAacTodALWen CTaTbu, U B criy4yae HeobXoaUMOCTM O Bblgaye paspeLleHus Ha
BBO3 B Poccuiickyto ®egepaumto KOHKPETHOM MapTUM, CEpUM 3aperucTpyMpoBaHHbIX U (UMW) He3aperMcTpuMpoBaHHbIX
NeKapCTBEHHbIX CpeacTB unu o6 oTkase B NPOBEAEHMM NPEenyCMOTPEHHBLIX 3KCMEPTM3 C yKazaHMeM MPUYMH Takoro
oTKasa.

3. B cnyyae BbIsiBNEHNSA OTCYTCTBUSE UM HEQOCTOBEPHOCTU MHGOPMaLUK, codepXallencsa B npeactaBneHHbIX
3asBMTENEM OOKYMEHTaX, YNONTHOMOYEHHbLIN befepanbHbli OpraH WMCMONHUTENLHOW BNAacTM HanpaensieT 3asBUTENO
3anpoc 06 yTOYHEHMM 3TOW MHdopMaLmK (ganee - 3anpoc ynorHOMOYEHHOro hedeparnbHOro opraHa WCMOMHUTENBHOWN
BNacTu), KOTOPbIA MOXET ObiTb nepedaH YMNOSIHOMOYEHHOMY NPeaCTaBUTENO 3asBUTENS JMYHO MOA  PAacrMUCKY,
HanpaereH No NoYTe 3aKka3HbIM MMCbMOM WU NepeaaH B SN1EKTPOHHOM opMe MO TENEKOMMYHUKALMOHHBIM KaHanam
cBA3n. B cnyyae HanpaBneHus 3anpoca ynonHOMOYEHHOro heaepanbHOro opraHa UCMoNTHUTENbHOW BrlacTM Mo novte
3aKa3HbIM MMCbMOM OH CYMTAETCH MNOMYYEHHbIM MO UCTEYEHUN LLIECTU AHEN C AaTbl HaNpaBneHnsa 3aKka3Horo NUcbma.

4. 3asBuTenb 0683aH NpPeAcTaBUTb OTBET HA 3anpoc YNofIHOMOYEHHOrO dheieparnbHOro opraHa MCNoHUTENbHON
BMacTu B CPOK, HE MpeBbllIalWniA AeBsaHocTa pabounx OHen co AHs ero nonyyveHusi. Cpok, ykasaHHbIn B 4Yacty 1
HacTosILLIEN CTaTbW, NPUOCTAHABIIMBAETCA CO AHS HaMNpaBlieHUs 3aaBUTENIO 3anpoca YNoJIHOMOYEHHOIo doegeparnbHOro
opraHa UCMNOMNHUTENBbHON BNACcT A0 AHA MOMyYeHUs UM COOTBETCTBYHOLLEro OTBETA.

5. OcHoBaHMeM Ons OTKasa B OpraHu3aumm 9KCnepTus, NpegyCMOTPEHHbIX YacTbio 1 HacToswen cratby,
SBNSIETCA NpeacTaBneHne HeobxoanMbIX ANsi NPOBEAEHUS NPedyCMOTPEHHbIX 3KCMEPTU3 LOKYMEHTOB B HEMOSTHOM
obbemMe wunNM HenpeacTaBreHUe 3asBUTENEM B YCTAHOBMEHHbIA CPOK OTBETA Ha 3anpoc  YMNONTHOMOYEHHOrO
defepanbHOro opraHa WCMOMHUTENbHOW BMAAacTWM, a Takke MpeAcTaBfeHMe [OOKYMEHTOB, He coaepXalumx
NCYepNbIBAKOLLEro NepeYHs HE0OXOANMbIX CBEOEHUNA.

Cratbsa 20. Okcneptv3a [OKYMEHTOB, NpeACTaBMeHHbIX AN onpefeneHus BO3MOXHOCTM paccmaTpuBaThb
nekapcTBeHHbIM NpenapaTt Ans MeAULMHCKOro NPUMEHEHWs Mpu OCYLLEeCTBIEHUN rOCyAapCTBEHHOW perucrpaumm B
kayecTBe opchaHHOro nekapcTBEHHOro npenapara

(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OkcnepTnsa AOKYMEHTOB, NpeACTaBMNeHHbIX AN onpeaeneHns BO3MOXHOCTU paccMaTpuBaTh NeKapCTBEHHbIN
npenapar 415 MeAULMHCKOro NpUMEHeHUs Npu OCyLLEeCTBNEHUM rOCYAapCTBEHHOM perncTpauumn B ka4ectse opaHHOro
nekapcTBEHHOro npenapara, CoCTaBreHne KOMUCCUEN 3KCMEPTOB 3aKIOYEHUsT O BO3MOXHOCTU WMNU HEBO3MOXHOCTU
paccmaTtpuBaTb NeKkapCcTBEHHbIN npenapaT Ans MeAMUMHCKOro MpUMEHEHUS MNPy OCYLLEeCTBMEeHUM rocyaapCTBEHHON
peructpaumm B KavecTBe OpP@aHHOro IeKapCTBEHHOro mnpenapata W HanpaeneHne [AaHHOro 3akrnyeHus B
YNOSTHOMOYEHHbIN hbedeparibHbI OpraH MCMONMHUTENbHOW BracTU OCYLECTBASATCA B CPOK, He MpeBbllarowmm
TpuauaTtn pabounx gHen co AHA MNOMYYEHUss IKCMEPTHbIM YuypeXaeHUemM 3afaHus YynosIHOMOYEHHOro dhegepansHoro
opraHa UCMNOMHUTENbHOW BNAcTh U B 3NIEKTPOHHOM (DOPME UM Ha BGyMaXkHbIX HOCUTENsSIX HeobXoaMMbIX OOKYMEHTOB,
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

yKasaHHbIX B nyHkTax 1, 2, 5, 6, 10 yactn 4 n B 4actn 7 ctatbn 18 HacToswwero ®eaepansHOro 3akoHa.

2. [lokyMeHTbI, coaepXalinecs B permcTpauuMoHHOM OOCbe Ha JeKapCTBEHHbIM Mpenapat M MOCTYMMBLUME Ha
OyMa’KHbIX HOCUTENSX B 3KCMEPTHOE YUYpeXaeHne A5 OCYLLEeCTBIIEHUS X SKCNepTuU3bl ANs onpeaerieHns BO3MOXHOCTH
paccmaTtpuBaTb NIeKapCTBEHHbIN NpenapaT AN MeAUUMHCKOro MpUMEHEHUS B KadecTBe OpdaHHOro ekapCTBEHHOMO
npenapaTta, noanexart Bo3BpaTy B YNOMHOMOYEHHbIN cheepanbHbIil opraH UCMOMHUTENBHOM BflacTM O4HOBPEMEHHO C
3aKMNIOYEHNSMUN COOTBETCTBYHOLLINX 3KCMEPTUS.

Cratbss 21. PelweHne 0 BO3MOXHOCTM pacCcMaTpuMBaTb JIEKAPCTBEHHbIA nNpenapar npu  OCyLeCTBIIEHUN
rocyaapCTBEHHOWN perncTpaumm B kayectse opdaHHOro fiekapCTBEHHOro npenapara

(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cpoK, He NpeBbIWaoLWLMA NATU pabounx OHEN CO OHA NOMYYEHUS 3aKMOYEHMS, YKa3aHHOro B YacTu 1 cTtaTbu
20 Hactosiwero ®depepanbHOro 3akoHa, YMOSTHOMOYEHHbIM d)edepanbHbIl  OpraH  MCMOMHUTENbHOW  BRacTh
OCyLLEeCTBMAET OLEHKY MOMYyYEeHHOro 3akmYeHus Ans onpedenieHus ero COOTBETCTBMS 3afaHuio Ha MpoBedeHune
COOTBETCTBYIOLLEN IKCMEepTU3bl M yBeAOMMseT 3asABUTENns B 3MNEKTPOHHOW hopMe unu Ha BymakHOM HocuTene o
pesynbTatax nNPOBEAEHHON 3JKCMEePTU3bl C MPUINOXKEHUEM KOMWM OKCMEPTHOrO  3akmioveHus (C  coxpaHeHnem
KOHbMAEHUMaNbHOCTN MHpopMauumn O cocTaBe 3KCMEPTHOM KOMUCCMM) M O BO3MOXHOCTU WM  HEBO3MOXHOCTWU
paccMaTpvBaTh JIEKAPCTBEHHBIN Mpenapat Ans MeOULMHCKOrO MPMMEHEHMS MpU OCYLLECTBIIEHMM rOCy4apCTBEHHON
pervctpaumm B kKa4ecTBe OpgaHHOro fieKapCTBEHHOIO npenapara.

2. lMpn BbIHECEHUN KOMWCCUEN IKCMEPTOB 3aKMYEHUS O BO3MOXHOCTU paccMaTpuBaTb J1€KapCTBEHHbIN
npenapart 4ns MeauLUMHCKOro NpMMEHEHUs NpU OCYLLECTBEHUW rocy4apCTBEHHON perucTpaunm B ka4ectTse opdaHHoro
nekapCTBEHHOro npenapata YNOMHOMOYEHHbIM dedepanbHbii opraH  UCMOMHUTENbHOW  BNactu B CPOK, He
npeBbiWaLWmi NATM pabounx gHEN Co OHA NONyYeHUs AaHHOrO 3aKMYeHusl, NPUHMMaET peLLeHNe O Bbldadye 3agaHus
Ha NpoBeJeHNEe IKCNEPTU3bl KayecTBa fIeKapCTBEHHOINO CPEACTBA M 9KCMEPTU3bl OTHOLUEHUS OXUOAEMOW MOMb3bl K
BO3MOXXHOMY PUCKY NPUMEHEHWs NTEKapCTBEHHOIO npenapara AN MeAWLMHCKOro MPMMEHEHMST B MOPsSiAKe YCKOPEHHOMW
npouenypbl 3KCNepTU3bl NEKapCTBEHHOIO CPEACTBa B COOTBETCTBUN CO CTaTben 26 HacToswero PegepanbHOro 3akoHa.

3. B cnyyae npuvHATMS peleHMss O HEBO3MOXHOCTW paccMaTpuBaTb fleKkapCTBEHHbI npenapat  And
MeOULMHCKOro MPUMEHEHUS MPpU rocygapCTBEHHON perucTpaunm B KavyecTBe opghaHHOro nekapCTBEHHOro npenapaTta
YMONTHOMOYEHHLIN  dhefepanbHbIil  OpraH MCMOSNHUTENbHOW BracTu  MpekpawaeT npouenypy rocyaapCTBEHHON
pervcTpaunm fiekapCcTBEHHOTO npenapara. 3assuTens Bnpase obpaTUTbCA B PEMMCTPUPYIOLLMIA OpraH C 3asiBIIEHNEM O
rocynapCTBEHHOM perncTpaumm ykasaHHOro fiekapCTBEHHOrO Mnpenaparta B COOTBETCTBMM CO cTaTben 18 HacTtoswiero
depepanbHOro 3akoHa.

Cratbsa 22. YtpaTtuna cuny ¢ 1 nonga 2015 roga. - PeaepanbHbivi 3aKoH 0T 22.12.2014 N 429-03

Cratbs 23. JKcnepTusa kayecTBa JieKapCTBEHHOMO CPeACcTBa U 3KCMepTU3a OTHOLUEHUS OXMAAEeMOW Nonb3bl K
BO3MOXHOMY PUCKY MPVMMEHEHUS JIEKaPCTBEHHOTO Npenapara Ans MeAMLMHCKOro NPUMEHEHMUs!

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. OkcnepTu3a KadvecTBa J1leKapCTBEHHOrO CpeacTBa W 9KCMepTM3a OTHOLUEHUS OXWOAeMOW nomnb3bl K
BO3MOXHOMY PUCKY TMPUMEHEHUs NeKapCTBEHHOro npenapaTta Ansg MeOUUMHCKOTO MNPUMEHEHWUs, COCTaBrieHune
KOMUCCUSIMM SKCNEPTOB 3aK/I0YeHW No pesdyrbTatam NPoBeAEeHHbIX 3KCMEPTU3 U HanpasfeHue 3TUX 3akioyYeHun B
YNONMHOMOYEHHbIV doefeparbHbI OpraH UCMOMHUTENbHOW BracTW OCYLLECTBMSKOTCSA B CPOK, He MNpeBbIWAKWUN cTa
Aecatn pabounx gHew co AHS NOMyYeHUs KCNEPTHBLIM YUYPEeXAeHNEM COOTBETCTBYIOLLEro 3adaHus YrnorHOMOYEHHOro
denepanbHOro opraHa WCMNOSHUTENbHOW BNAcT M HEOOXOAUMbIX [JOKYMEHTOB B 3reKTPOHHOW opmMe wnm Ha
ByMaXKHbIX HOCUTENSX.

2. B TeyeHue pgeBAHOCTA [HEW CO [HA MNONYYEHUS pPeLLeHUs YrorHOMOYEeHHOro deneparnbHOro opraHa
WCMOSHMTENBHOW BracT O MNPOBEAEeHUUM SKCNepTu3, MpedyCMOTPEHHbIX 4acTbio 1 HacTosAlen cTaTbW, 3asBuTelNb
npeacTaBnseT B 3KCNEPTHOE yUpexaeHne Ans NpoBedeHus IKCnepTusbl KayecTBa fleKkapCTBEHHOro cpeactea obpasubl
nekapCTBEHHOro npenapata Ans MeAUUUHCKOro MpUMEHEHUs, NPou3BEedEeHHOro B COOTBETCTBUM C TpeboBaHUsSMU
OMbITHO-MPOMBILLFIEHHOrO U (UNK) NPOMBILLUIEHHOrO PEerfiaMmeHToB, YTBEPXKAEHHbIX PyKOBOOUTENEM NPOU3BOAUTENS
neKapCTBEHHbIX CPEACTB, a Takke B COOTBETCTBYIOLIMX Crydasx ob6pasubl capmaueBTUyeckon cybcTaHumm,
TecT-lWTaMMa MWKPOOPraHM3MOB, KymnbTypbl KNeTOK, o6pasubl BeLecTB, NPUMEHSeMbIX ANs KOHTPOMNs KadecTsa
neKkapcTBEHHOro CpefcTBa MyTeM CPaBHEHWS C HUMW UCCedyemoro JieKapCTBEHHOro CpefcTsa, B KONMYecTBaXx,
HeobXxoAMMbIX NS BOCNPOM3BEAEHUS METOA0B KOHTPOMS KayecTBa.

3. Mpn nonyyeHun obpasLoB nekapCTBEHHOro npenapata W apmaueBTU4eckon CcybcTaHuun aKcnepTHoe
yypexaeHue BbloaeT 3asiBUTEN0 AOKYMEHT, NOATBEPXAAOWMI MofyyvyeHue ykasaHHbIX 00pasuoB, M B CPOK, He
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

npesbiaLWNA Tpex paboymx OHEeW, YBEOOMNSET B 3MEKTPOHHOM dopMe mnn Ha OymaxHoM Hocutene ob 3ToM
YNOSTHOMOYEHHbIN doeaeparnbHbIi OpraH NCNOSTHUTENBHOW BacTu.

4. YxaszaHHble B 4acTsX 2 M 3 HacToswen craTbM CPOK ANs  NpeAcTaBneHus  3asisutenem obpasuosB
nekapCcTBeHHOro npenapaTta v hapmaLeBTUYECKON CyOCTaHUMM U CPOK YBEAOMIEHUSA 3KCMEPTHbIM yypexaeHnem ob
3TOM Ha ByMaXXHOM HocuTene yrnorHOMOYEHHOro doeiepanbHOro opraHa WUCMONHUTENbHOMW BMacTW He BKOYalOTCA B
CpOK NpoBeAEeHNs IKCNepTn3, NpegyCMOTPEHHbIX YacTbio 1 HacTosILLeNn cTaTbuy.

5. JokyMeHTbl, NOCTYNUBLLWE B SKCNEPTHOE ydpexaeHne Ana npoBefeHUs akcnepTns, NpeaycMOTPEHHbIX YacTbio
1 HacTodwen crtaTbW, nognexaT Bo3BpaTy B YMNOMHOMOYEHHLIN doedeparnbHbli OpraH MCAOSIHUTENbHOW BracTu
OOHOBPEMEHHO C 3aKIMHOYEHUSMU, NOMyYEeHHbIMU MO pe3ynbTaTaM COOTBETCTBYIOLLMX IKCNEPTUS.

CraTb4a 24. SKcnemeaa Ka4vyecCcTBa NeKkapCTBEHHOIo cpeactBa U 3KCnepTn3a OTHOLUEeHUA OXngaemonm nosnb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHNA NeKapCTBEHHOro npenapara anda setepunHapHoro npuMeHeHusa

1. OkcnepTu3a kavecTBa I€KAapCTBEHHOIO CpeacTBa W 9KCMepTM3a OTHOLUEHUSA OXUOAEMOW nofb3bl K
BO3MOXHOMY PWCKY MPUMEHEHUS NeKapCTBEHHOrO npenapata Ans BETEepMHaPHOro MpUMMEHEHUs, COCTaBreHue
KOMUCCUSIMM IKCMEPTOB 3aKIYEHUA NO pe3ynbTaTaM YKa3aHHbIX 3KCMEpPTU3 U HampaBfieHUe TakuX 3akNiYeHUn B
YNOMHOMOYEHHbIV dhefeparbHbii OpraH UCMOMHUTENbHOW BRacTW OCYLLECTBASIOTCSA B CPOK, He MNpeBbIAlWUi cTa
necatn pabounx OHeN cO [HSA MONyYeHMs! 3KCMEPTHBIM YYPEXOAEHUEM 3a[aHusl YNOJSIHOMOYEHHOrO deaeparbHOro
opraHa WCMONMHUTENbHOW BNacTM C AOKYMEHTaMu, yKasaHHbiMM B 4acTu 3 ctatbh 17 HacTosiwero PegepanbHOro
3aKoHa.

(B peq. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, ot 13.07.2015 N 241-93)

2. B TedeHune naTHaguat pabounx gHen co AHA NONyyYeHust peLleHns YnorTHOMOYEHHOro dyeaepansHOro opraHa
WCNOSNTHUTENBLHOM BNAacTy O NPOBEAEHMMN YKa3aHHbIX B YacTu 1 HACToOsLEeN CTaTbu 3KCNEepTM3 3asaBuUTenb NpeacTaBnseT
B O9KCMEpTHOE yuypexaeHve [ONna NpoBedeHMs1 3KCMepTM3bl KavyecTBa JleKapCTBEHHOro cpeactBa obpasupl
nlekapCTBEHHOro npenapata Ansi BETEPUHAPHOIo MPUMEHEHMUS!, MPOU3BEAEHHOIO B COOTBETCTBUM C TpeboBaHMsaMM
TEXHOJOIMYECKMX PErNaMeHTOB, YTBEPXKAEHHbBIX PYKOBOAMTENEM MPOU3BOAUTENS JIEKAPCTBEHHbIX CPEACTB, a Takke
obpasey, hapmaueBTMYECKOM CyOCTaHUMN B KONMYECTBAX, HEODXOAMMbIX AN BOCMPOM3BEAEHUS METOAOB KOHTPOIS
KayecTBa.

3. MNpu nony4eHnn obpasLoB NekapCTBEHHOro npenapata W dapmaueBTU4eckon cybcTaHuMmM akcnepTHoe
yupexgeHve BblaaeT 3asiBUTENO OOKYMEHT, MOATBEPXKOANOLLMIA MOMyYeHMe yKasaHHbIX oOpasLoB, M B CpOK, He
npeBbiWaLWni Tpex padbounx gHeN, yBeAOMASET B MUCbMEHHON dopMe 06 3TOM YMONTHOMOYEHHBLIN deaepanbHbIn
OpraH UCMOMHWUTENBHOW BriacTw.

4. Cpok Oona npeacraeneHus 3asBuTenem obpasuoB IekapCcTBEHHOro npenapata v dapMaueBTUYecKon
cybCcTaHuumn 1M CpoK yBeOOMINEHUS 3KCMEPTHbIM ydpexaeHnem o6 3TOM B MUCbMEHHON hopme YNONHOMOYEHHOro
dhedepansHOro opraHa UCMONMHUTENbLHOW BNAacTy, YKadaHHbIe B YacTAX 2 U 3 HACTOSILLEN CTaTby, HE BKITOYAOTCA B CPOK
NpOoBeAEHUS yKa3aHHbIX B 4acTh 1 HacTOsILLEN CTaTby 3KCMepTH3.

5. [JOKyMeHTbI, NOCTYMMBLUME B 3KCMEPTHOE y4ypexaeHue AN NMPOBEAEHUS YKa3aHHbIX B YacTu 1 HacToswewn
cTaTbM 3KCMEPTM3, noasiexaT BO3BpaTy B YMNOMHOMOYEHHbIN defepanbHbii OpraH  WUCMOMHUTENBHOW  BRacTu
OOHOBPEMEHHO C 3aKIMYEHUSMU NO pe3yrnbTaTam yKa3aHHbIX 9KCNepTus.

CtaTba 25. [MoBTOpHOE NpoBeAEHNE SKCNEPTU3bI IEKAPCTBEHHbLIX CPeACTB
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cnyyasix HegoctaToyHONM 060CHOBAHHOCTU UMW HEMOMHOTLI 3aKMOYEHUS KOMWCCUM 3KCMEPTOB, Hanuuus B
HEM MPOTUBOPEYMBLIX AaHHbIX, hanbCupUKaLuM BbIBOOOB 3KCNEPTU3bl NEKApCTBEHHOTO CpeacTea, COKPbITUS OT
YMNONTHOMOYEHHOro chefiepanbHOro opraHa UCMONHMTENBHOW BriacTh OCHOBaHMI A51s OTBOAA 3KcnepTa BCReACTBUE €ro
3aUHTEPECOBAHHOCTM B pe3yrbTaTax COOTBETCTBYIOLLEN 3KCMEPTU3bl, HANUUMs OaHHbIX O MPSIMOM MO0 KOCBEHHOM
BMeLLaTENbCTBE B MPOLIECC COOTBETCTBYHIOLLEN SKCNEPTM3bI NUL, HE YYaCTBYKOLUX B €€ MPOBEAEHMU, HO OKa3aBLUUX
BMMSIHME Ha MpoLEecC M pe3ynbTaTbl €e NPOoBedeHWs, YNONMHOMOYEHHbIM (hedepanbHbiM OpraHoOM WCMOMHUTENBHOW
BMacTu Ha3Ha4yaeTCs NOBTOPHAs 3KCNepTu3a feKapCTBEHHOMO CpeacTBa M (Mnn) aTYecKkas aKcnepTusa.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. MoBTOpHas aKkcnepTM3a fiekapCTBEHHOIO CPEACTBA NPOBOAMTCA C Y4eTOM pe3ynbTaToB paHee NpoBeneHHON
3KCMEepPTU3bl B CPOK, YCTAHOBIIEHHLIN YMNOMHOMOYEHHbIM dhedepanbHbiM OpraHoM MCMOSMHUTENbHOW BRactu U He
npesbiWaWmi Tpuauatv pabounx OHEN CO OHS MOMYyYEHUs] SKCMEPTHbIM Y4YpexAeHWeM 3adaHusi Ha NpoBeAeHue
MOBTOPHOW 3KCMEPTU3bI NIEKAapCTBEHHOIO CPEACTBa.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. ®uHaHcoBoe obecneyeHne BbINOMHEHNsT 3adaHus Ha MpoBeAeHWe MOBTOPHONM 3KCNepTu3bl feKapCTBEHHOro
cpencTBa He OCYLLECTBNSIETCS.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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CraTtbs 26. YckopeHHasi npouenypa SKCnepTuabl NIEKapCTBEHHbIX CPEACTB

1. YckopeHHas npoueaypa 3KCnepTu3bl NEKapCTBEHHbIX CPeaCTB B LENAX rocydapCTBEHHOW perucrpaumm
NEeKapCTBEHHbIX MpenapatoB MPUMEHAETCA B OTHOLUEHUM OpPdaHHbLIX fEKapCTBEHHbIX MpenapartoB, MNepBbIX TPex
nekapCcTBEHHbIX MpenapaToB, perucTtpupyembix B Poccuiickon ®egepaumMm B KayecTBe  BOCMNPOM3BEAEHHbIX
NeKapCcTBEHHbIX MpenapaToB, 04epefHOCTb KOTOPbIX ONpeaenseTcss B COOTBETCTBUM C HOMEPOM W OAaTOW BXOASLLMX
3asB/IEHNA O TrOCYyAapCTBEHHOW perncTpaumm JneKapCTBEHHbIX MpenapaTtoB B pamMKax OOHOrO MeXayHapogHOro
HenaTeHTOBaHHOIo HAMMEHOBaHUS NEKaPCTBEHHOTO npenapara Uim rpynnMpoBOYHOTO HAMMEHOBAHNS FIEKAaPCTBEHHOrO
npenaparTa, W NEeKapCTBEHHbIX  Mpenapartos, npegHasHayeHHbIX  UCKMIYUTENBbHO AN NpUMEHEHMS
HEeCOBEPLUEHHONETHUMM rpaXxgaHamu.

(B peqn. ®PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-03)

2. YcKkopeHHas npoueaypa 3KCnepTu3bl NEKAapCTBEHHbIX CPEACTB B LENsAX rocyAapCTBEHHOW perncrpaumun
NeKapCTBEHHbIX MpenapaToB HE MPUMEHSIETCA B OTHOLLUEHWM:

1) GBuoaHanorosbix (6ronogobHLIX) NekapCTBEHHbIX NpenapaTos (bnoaHanoros);

2) pedbepeHTHbIX NNeKapCTBEHHbIX NPenapaToB (3a UCKINIYEeHNEM OpdaHHbIX NeKapCTBEHHbIX NpenapaTos);

3) BOCNPOU3BEAEHHbLIX NEKapCTBEHHbIX MNpenapaTtoB (3a WCKMYEHWEM MepBbIX TPEX PErncTpupyembix B
Poccuiickon degepauumn B kadecTBe BOCNPON3BEAEHHbIX NEKAPCTBEHHbIX MpenapaToB W JeKapCTBEHHbIX MpenapaTos,
npefHa3Ha4YeHHbIX UCKITKYMTENBHO ANS NPUMEHEHNST HECOBEPLUEHHONETHUMM rpaXkaaHamu);

4) HOBbIX KOMOVHALMIN 3apErMCTPUPOBaHHBIX PaHee NeKapCTBEHHbIX NpenapaTos;

5) nekapCTBEHHbIX MpenapaToB, 3aperMcTPUPOBaHHbIX pPaHee, HO MPOM3BEAEHHBLIX B APYrUX JEKAPCTBEHHbIX
dopmax B COOTBETCTBUN C NEPEYHEM HaMMEHOBaHWI NleKapCTBEHHbIX (DOPM 1 B HOBOW A03UPOBKeE.

(vacTb 2 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. YckopeHHas npoleaypa 3KcnepTuabl NeEKapCTBEHHbIX CPEACTB NPOBOAUTCS MO PELUEHUI0 COOTBETCTBYHOLLETO
YMOSTHOMOYEHHOro heiepanbHOro opraHa UCMOMHMTENBHOW BIIAaCTU Ha OCHOBaHUM 3asiBMEHUSA 3asBMTENs B CPOK, He
NpeBbILALWNN BoCcbMuaecaTn paboymx gHen. Npu 3TOM 3KcnepTnsa AOKYMEHTOB, COAEPXKALLMXCA B PErMCTPaLMOHHOM
[OCbe Ha NeKapCTBEHHLIN MpenapaT, MPOBOAUTCA B CPOK, HE MpeBblaloWniA Aecatv pabounx OHEeW, 3KcnepTusa
KayecTBa NeKapCTBEHHOrO CpeacTBa M 9KCNepTM3a OTHOLLEHUS 0XNOAEeMON NOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
nekapcTBEHHOro npenapara NPOBOASTCS B CPOK, HE NPEBbLILLAOLWWA LWECTUAECATN pabounx gHen.

(vacTb 3 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3.1. B oTHOWweHnn opdaHHbIX JEKAPCTBEHHbIX MpenapaToB MoOryT ObiTb NpeAcTaBneHbl pe3ynbTaThl
OOKINMMHNYECKUX UCCNEeaoBaHWI NTEKapCTBEHHbLIX CPEACTB M KITMHUYECKMX MCCIeoBaHWUA NeKapCTBEHHLIX NpenapaTtos
AN MeanLUMHCKOro NpMMEHeHWs, BbINOMHEHHbIX 3a npegenamun Poccuinckon ®egepauum B COOTBETCTBMM C NpaBUiamMm
Haanexatlen nabopaTtopHOW NPaKTUKU 1 NpaBuiamMu Hagnexallen KNMHUYECKON NPakTUKK.

(vacTb 3.1 BBegeHa depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

4. YcKkopeHHas npoueaypa SKCnepTu3bl JIEKapCTBEHHbIX CPEeACTB MPOBOAUTCHA B MOPSAKE, YCTaHOBMEHHOM
ctatbamn 17-20, 23 n 24 HacToswero PegepanbHOro 3akoHa, U He 03Ha4YaeT CHWXKEHNss TpeboBaHMn K 6e30MmacHOCTMH,
KayecTBy M 9OEKTMBHOCTUN NEKAPCTBEHHbIX NpenapaToB.

CraTtbs 27. PelueHne o rocygapCTBEHHOM permctpauumn nekapCTBEHHOro npenapara

1. B CpOK, HE MpeBbILLAIOLLMIA AeCATM pabounx OHEN CO AHA MOSyYEHMST 3aK/OYeHWA KOMUCCUM SKCMEPTOB MO
pesynbTataM 3KCNepTu3bl KayecTBa JIEKApCTBEHHOrO CpPeAcTBa U 3KCMEPTU3bl OTHOLLEHWUS OXWOAEMOW MOMb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUs1 NIeKapCTBEHHOro npenapara, COOTBETCTBYIOLWMA YNONMHOMOYEHHbIN defepanbHbii
OpraH UCMNONHUTENBHON BNAcTU:

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1) pasmellaeTt Ha cBoeM odmumanbHOM canTe B ceTu "MHTepHeT" COOTBETCTBYHOLUME 3aKMOYEHUS KOMUCCUU
3KCMEPTOB M OCYLLECTBMSET NX OLLEHKY ANs ONpefeneHnsi COOTBETCTBMS 3a4aHNI0 Ha NMPOBELAEHNE ITUX IKCMEPTU3;
(n. 1 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) NpuHMMaeT pelleHne O TroCydapCTBEHHOW perncrpauumM fekapCTBEHHOro npenapata wnn ob oTkase B
rocyapCTBEHHOWN perncTpaumm nekapcTBEHHOro npenapara;

3) BHOCUT NpW MPUHATUM PELUEHUss O FOCYAapCTBEHHOW peructpauuu nekapcTBEHHOro npenapata AaHHble O
3aperMcTpupoBaHHOM JleKapCTBEHHOM MpenapaTte, B TOM 4ucrie O hapMaueBTUYEeCKOW CyOCcTaHLMKW, BXOAsLIEn B
COCTaB NeKapCTBEHHOro npenapaTa, B rOCYAapCTBEHHbIN peecTp neKapCTBEHHbIX CPeAcTB W BblOaeT 3asiBUTEN0
perucTpaumoHHoe yOOCTOBEpPEeHWe NekapCTBEHHOro npenapata, opma KoToporo yTBepxgaeTcs YNONHOMOYEHHbIM
denepanbHbIM OpraHOM WCMONHUTENBbHOW BNacTW, COrfacoBaHHbIE HOPMAaTUBHYK [OOKYMEHTauui, HOPMaTUBHbIN
OOKYMEHT, MHCTPYKLMIO MO NMPUMEHEHUIO NIEKAPCTBEHHOrO npenapata M MaKeTbl MepPBUYHON YMAKOBKU M BTOPUYHOM
(noTpebuTenbckom) ynakoBKM C yKasaHMEM Ha HUX HOMepa PerucTpaumMoHHOrO YAOCTOBEPEHUS NeKapCTBEHHOro
npenapaTa v gaTbl ero rocy4apCTBEHHON perncTpaLmmn unm B criydae npuHATMA pelleHns o6 oTkase B rocygapCTBEHHOM
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

perucTpaumm nekapcTBEHHOro npenaparta yBegoMIseT B MMCbMEHHOW chopme 3aaBuTens ob 3ToM € ykasaHueM MnpuymnH
Takoro oOTka3a. 3a Bblgady perncTpauMoHHOrO  YAOCTOBEpPEHWMs  NEeKapCTBEHHOro mnpenapata  B3vMaeTcs
rocyfapcTBeHHasi MoLUMHa B COOTBETCTBMM C 3aKOHOoAaTeNbCTBOM Poccuiickon denepaumm o Hanorax u cbopax.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. OcHoBaHMeM A5l 0TKa3a B roCcy4apCTBEHHON perncrpaumm nekapcTBEHHOro npenaparta SfABNSeTCH pelleHue
COOTBETCTBYHOLLErO YNOSIHOMOYEHHOro heepanbHOro opraHa UCNOSIHUTENbHOW BNAacTU O TOM, YTO KayecTBO M (unw)
3 PEeKTMBHOCTb PErMCTPUPYEMOro fiekapCTBEHHOIO npenapaTta He MoATBEPXAEHbl MOMYyYeHHbIMA AaHHbIMU WU YTO
pUCK MPWYMHEHWS Bpeda 3A40POBbI0 YeroBeKa WM KMBOTHOrO BCReACTBME MpuemMa NekapCTBEHHOro npenapara
npesblaeT aPPEKTUBHOCTb €ro NPUMEHEHUS.

(B pea. PegepanbHoro 3akoHa oT 11.10.2010 N 271-93)

3. MNoBTOpHOE NpeacTaBneHne B COOTBETCTBYHOLLMIA YMNONMHOMOYEHHbBIN deaepanbHbli OpraH MCNOMHUTENbHOW
BMacTy neKkapCcTBEHHOro npenapaTa, B OTHOLUEHWW KOTOPOro MOflyyeH OoTka3 B rocydapCTBEHHOW peructpauum wu
KOTOpbIV BNOCIEACTBMN MOABEPrca N3MEHEHMIO B YacTU ero cocTaBa, pacCcMaTpuBaeTCsl Kak npedcTaBfieHne HOBOro
neKapCTBEHHOrO npenapaTta Ha ero rocy4apCTBEHHYI PerncTpaumio He3aBWCMMO OT COXPaHEHWs ero MepBUYHOrO
HaMMeHOBaHWs.

(vacTb 3 B peq. PeaepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

Cratbsa 27.1. I'IopﬂppK onpeneneHna B3aMMO3aMEHAEMOCTU JIEKAapPCTBEHHbIX MpenapatoB And MeguLMHCKOro
NPpUMEHEeHUsA

(BBepeHa depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

1. B3anmo3aMeHsieMOCTb NeKapCTBEHHbIX MpenapaToB ONA MEeAUMLMHCKOro MpUMEHEeHUs onpegenseTcd B
nopsake, yctaHosneHHom lNpasutenbctBom Poccuiickon ®egepauum, Ha OCHOBaHUM credyoLwmx napaMeTpos:

1) akBuBaneHTHOCTb (N ©GuoaHanoroBbix (OMONOAOOHBLIX) IEKapCTBEHHbIX nNpenapatoB (bGuoaHanoros) -
COMOCTaBUMOCTb) KA4E€CTBEHHbIX N KONTMYECTBEHHbIX XapaKTepucTUK hapmaueBTU4ecknx cybcTaHumi (Mcnonb3oBaHve
pasnuyHbIX conewn, achmpoB, KOMMEKCOB, N30MEPOB, KpUCTanIM4eckux opm u gpyrnux Nnpon3BogHbIX OOHOMO U TOro e
OeViCTBYIOLLLEro BELLECTBA He ABNSeTCA NpensaTcTBMEM ANS B3aUMO3aMeHSEMOCTN NeKapCTBEHHbIX MpenapaToB, ecrnu
npu NpoBeAeHWV nccrnegoBaHWs OMOIKBMBANEHTHOCTW NEKAPCTBEHHOro npenapata WnuM B Cnyvyae HEBO3MOXHOCTU
npoBedeHUs 3TOro  MccregoBaHMA MNpu  NPOBEAEHVMM  UCCRedoBaHUs  TepaneBTUYEecKOW  9KBMBANIEHTHOCTU
neKapCTBEHHOro npenaparta [A0oKasaHO OTCYTCTBME KIMHUYECKM 3HAYUMMbIX Pasnuuuii  hapMakoKUHETUKU U (Mnu)
6e3onacHOCTM 1 3PPEKTMBHOCTM NEKAPCTBEHHOrO npenapaTta AN MeauUMHCKOro NPUMEHEHNS);

2) 3KBUBANEeHTHOCTb flekapCTBEHHON hopMbl (MO 3KBUBANEHTHLIMW NEKapCTBEHHbIMU hopMamMu MOHUMAOTCSH
pasHble nekapcTBeHHble OopMbl, MMeLWme oamHakoBble cnocob BBeAeHUS U cnoco® npuMeHeHus, obnaparowime
COMNoCTaBUMbIMU PapMaKOKMHETUHECKMMUN XapaKkTepucTrkamm u doapMakornormiecknum gencrenem n obecneunsaroLiye
Takke [OOCTWXKeHMe HeobxooMMoro KrnuHuyeckoro adpcdbekrta. Pasnuums nekapcTBeHHbIX (OpM  He  ABMSTCA
npenaTcTBueM Ans WX B3aMMO3aMEHSieMOCTM, €eCnu Mpu  MNpoBedeHUW WCCnedoBaHWs BUO3KBMBANEHTHOCTM
neKapcTBEHHOro npenapaTta wunu B Criy4yae HEeBO3MOXHOCTM MPOBEAEHWs 3TOr0 WCCNedoBaHWs npu npoBedeHun
nccrnegoBaHusa TepaneBTUYECKON 9KBUBANEHTHOCTM IeKapCTBEHHOro npenaparta [oKa3aHO OTCYTCTBME KIMHUYECKU
3HaAYMMbIX Pa3nnMymMn apMakokMHETUKM U (unu) GesonacHoCTM U IPMEKTMBHOCTU NEKAPCTBEHHOro npenapaTta Ans
MeOULMHCKOTO NPUMEHEHNS);

3) aKBMBaNEHTHOCTb NN CONOCTaBMMOCTb COCTaBa BCMOMOraTerbHbIX BELLECTB fiekapCTBEHHOro npenapara Ans
MEOVLMHCKOrO MPUMEHeHUs (pasnuuusa cocTaBa BCMOMOraTeflbHbIX BELLECTB feKapCTBEHHOro npenapata Ans
MEOVNLMHCKOrO MPUMEHEHUS He SABMSIOTCS MNPenAaTcTBMeM AN MX B3aVMO3aMEHSieMOCTM, eCnv Mpu  NpOoBeAeHUM
nccreqoBaHusa BMOIKBMBANEHTHOCTM NEKApPCTBEHHOro npenapaTta Ans MeOMUMHCKOrO MPUMMEHEHVs unn B crydvae
HEBO3MOXHOCTU  NpPOBeAEeHUs  3TOr0  UCCNedoBaHMA Npyv  MPOBEAEHUW  UCCrefoBaHus  TepaneBTUYeCcKOM
3KBMBAIIEHTHOCTU EeKapCTBEHHOro npenapata Ans MEeAUUMHCKOro MPUMEHEHUS OO0Ka3aHO OTCYTCTBUE  KITMHUYECKM
3HAYMMbIX pa3nuuni hapmakokMHeTMkn u (Mnm) 6esonacHocTM 1 3PEKTUBHOCTU NEeKapCTBEHHOro npenapaTta ang
MeOVLMHCKOro npumeHeHus. [Npu aTom pasnuumsa coctaBa BCoOMOraTenbHbIX BELLECTB He AOMMKHbI MPUBOANTL K PUCKY
BO3HMKHOBEHMWS Cepbe3HbIX HeXXenaTenbHbIX peakuni y OTAEeNbHbIX TPynn NauMeHTOB WM MOBbILWEHWS 4acToTbl WX
BO3HMKHOBEHUS);

4) ngeHTUYHOCTb cnocoba BBEAEHMS U MPUMEHEHMS;

5) oOTCcyTCTBME KIMHUYECKM 3HAYMMbIX pPas3nuMuMin MNpu NpoBeAeHUMM uccrenoBaHus  OUO3KBMBANEHTHOCTU
neKkapCTBEHHOro npenapara unu B criyyae HeBO3MOXHOCTW NPOBEAEHNS STOro UCCNEAOBaHNA OTCYTCTBME KITMHWUYECKU
3HauYMMbIX pa3nuMuuMn nokasartenen GesonacHOCTM M 3PE(PEKTUBHOCTM NEKapCTBEHHOro npenapata npu npoBedeHun
NCcneaoBaHNss TepaneBTUYECKOW 3KBMBANEHTHOCTWU. [aHHbi napamMeTp He MpuMeHsieTcd B OTHOLUEHWUU
BOCMPOM3BEAEHHbIX fEeKapCTBEHHbIX MpenapaTtoB, YykasaHHbix B 4yactn 10 ctatbm 18 HacTtoswero ®depepanbHOro
3akoHa. B oTHoweHun GunoaHanorosbix (6MONOAOOGHBIX) MEKapCTBEHHbIX MpenapatoB (6uoaHanoros) AaHHble 06
OTCYTCTBUM KIUHMYECKN 3HAYMMbIX pasnuuuin 6e3onacHocTu, 3PEEKTUBHOCTU U MMMYHOTE€HHOCTU NeKapCTBEHHOro
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®epnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 03.07.2016)
0 " [JokymeHT npegoctasneH KoHcynbTaHTINOC
06 obpalleHnM NekapCTBEHHbIX CPeacTB [lata Coxpanermst: 20.01.2017

(c usm. u gon., BCTYN....

npenapata no pesynbTaTam NPOBEAEHUS KITMHUYECKMX UCCNEAOBaHWI NPEAOCTaBNSATCA B NMOpsiAKe, YCTAHOBIIEHHOM
HaCTOSILLEN YaCTbIO;

6) cooTBeTCTBME MPOU3BOAUTENST FIEKAPCTBEHHOrO cpeactBa TpeboBaHUAM Hagnexawen npou3BOLACTBEHHOW
NPaKTUKN.

2. CpaBHeHWe napaMeTpoB perucTpupyemblX NeKapCTBEHHbIX MpenapaTtoB Ans MeAUUMHCKOro MNpUMEHEHMS
OCYLLECTBMAETCH KOMUCCUEN IKCMEPTOB IKCMEPTHOIO YUPEXAEHNS NPY NPOBEAEHMMN SKCNIEPTU3bI TAKUX JIEKAapPCTBEHHbIX
npenapaToB B MpoOLlECCe WX roCy4apCTBEHHOW pervctpaumv. BbiBogbl 3KCMepToB O B3aMMO3aMEHSEMOCTU  WIU
HEB3aMMO3aMEHAEMOCTM JIEKAPCTBEHHLIX MpenapaTtoB Afsi MEOULUMHCKOrO NMPUMEHEHUs, cOeraHHble B pesyrnbTaTe
3TOr0 CpaBHEHUs, OPOPMIIAITCA B BUOE MNPUMNOXEHUS K 3aKIMOYEHUI0 SKCMepToB Mo dopme, YTBEPXAEHHOW
YNONMHOMOY€E€HHbIM q)e,u,epaanuM opraHomMm WUCMNONHUTENBbHON BNacTu.

3. MNonoxeHns HacTosiLen CTaTbW He pacnpoOCTPaHAKTCS Ha pedepeHTHble JekapCTBEHHbIE Mpenaparhl,
neKkapcTBEHHble pacTUTeNnbHble MpenapaTtbl, roMeonaTu4yeckme rneKkapCcTBEHHble npenapaTbl WM NleKapCTBEHHbIE
npenapaTbl, KOTOPble pa3peLleHbl ANt MeAULNHCKOro npumMeHeHus B Poccunckon ®egepaunn 6onee geaguaTt neT u B
OTHOLLIEHMUN KOTOPbIX HEBO3MOXXHO NMPOBEAEHME UCCIef0BaHNS X OMO3KBUBANIEHTHOCTMU.

CraTtbs 28. PeructpaumoHHOe yooCTOBEPEHME NEKApPCTBEHHOIO nNpenapaTa

1. PeructpauvMoHHoe yOooOCTOBepeHWe fekapCTBEHHOro npenapata C YyKasaHUMeM feKkapCTBEHHbIX (OopM U
[03MPOBOK BblAaeTcs 6ECCPOYHO, 32 UCKIIOYEHWEM PErMCTPALMOHHOIO YAOCTOBEPEHUSA NEKApCTBEHHOrO Mpenapara,
BbldaBaeMOoro co CpOKOM AENCTBUS NSATb NET, Ha BNepBble perncrpmpyemble B Poccuiickon degepaumm nekapcTBeHHbIE
npenaparbl.

2.Tlo nctevyeHun ykasaHHOro B YacTM 1 HacTosWeW cTaTbM Cpoka BblaaeTcss 6eccpoyHOoe perncTtpauuoHHoe
yOOCTOBEpEHME NeKapCTBEHHOro npenapaTa npu YCnoBun NOATBEPXKAEHNS €ro rocy1apCTBEHHON perncTpaumm.

3. B cny4yae BHeceHuna B cooTBeTcTBUMM cO cTaTbsiMu 30 1 31 HacToswero ®eaepansHOro 3akoHa U3MeEHeHU B
cojepxawimecs B perucTpauMoOHHOM [OCbe Ha 3apermcTpupoBaHHbIN NeKapCTBEHHbIM npenapaT  JOKYMEHTHI,
3aTparvBaloLnX CBeOEHUs, OTpaXeHHble B PerncTtpaumMoHHOM YOOCTOBEPEHUM FEeKapCTBEHHOro npenapara,
YNONMHOMOYEHHbIV befieparnbHbI OpraH MCMOSTHUTENbLHOW BMacTW BblOaeT HOBOE perucTpauMoHHOEe YAOCTOBEepeHue
nekapCcTBEHHOro npenapara, coaepxallee BHECEHHbIE B HEMO U3MEHEHNS.

(vacTb 3 BBeaeHa defepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

4. B cnyyae yTpaTbl UM MOBPEXOEHUs PerucTpauuoHHOro yAOCTOBEPEHUSI NeKapCTBEHHOro npenapaTta Mo
3asBMNeHUIO B NMCbMEHHOW hbopMe aepxaTtens unv Bragenbla perncTpauuoHHOro yaoCTOBEPEHUS NeKapCTBEHHOro
npenapaTta WnM YMNOMHOMOYEHHOIO UMW OPYroro puauydeckoro nuua o Bbigade Aybnukata perMctpaumoHHOro
YOOCTOBEPEHNSA NleKapCTBEHHOIO npenaparta ynosIHOMOYEHHbIM beaeparnbHbIi OpraH UCNOSTHUTENBHOM BacTU B CPOK,
He MpeBbIAKWNA aecaTn paboumx OHen co OHA MOCTYNfeHust 3asdBneHusl, BblgaeT AybnukaT perncrpaumoHHOro
YOOCTOBEPEHUS NEeKapCTBEHHOro nmnpenapaTta. 3a Bblgady Aybnukata  peructpauMoHHOro  yAOCTOBEPEHUS
nekapcTBEHHOro npenapata B3MMaeTCs rocyJapCTBeHHas MolMHA B COOTBETCTBUM C 3aKoHOAATenbCTBOM
Poccuiickon degepaumm o Hanorax n cbopax.

(4acTb 4 BBegeHa denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

Cratbsa 29. NogTreepxaeHne rocygapCTBEHHOM permcTpauumn nNekapCTBEHHOro npenapara
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. MopTBEPXAEHME FOCY4APCTBEHHONM perMcTpaumm NekapCTBEHHOIO MnpenapaTta OCYLEeCTBNSETCS MNpu Bblaave
6eccpoYHOro perMcTpaLnoHHOro yA0CTOBEPEHUS NTEKAPCTBEHHOIO NpenapaTa B cny4vae, yka3aHHOM B 4acTu 2 cTaTbyu
28 HacTtoswero ®eaepanbHOro 3akoHa, B CPOK, He MPEBbLILLAWNA LLIEeCTMAECATM paboumx OHen CO AHS NonyyYeHus
COOTBETCTBYIOLLUM YNONTHOMOYEHHbIM hefeparnbHbIM OpraHoOM UCMOSNHUTENBHOWM BMacTu 3asiBNEHMs O MOATBEPXOEHUN
rocyapCTBEHHOW perMcTpaunm nekapcTBeHHOro npenapaTta. He ocyllectensieTcs noATBEPXAEHME rocyaapCTBEHHOM
perucTpaumm B OTHOLLIEHMUMW NIEKAPCTBEHHOIO NpenapaTta, He HaxoameLlerocs B obpaweHun B Poccuiickon ®epgepauum B
TeueHve Tpex K BGonee neTt, a Takke B OTHOLIEHWU NEKAPCTBEHHOrO CpPeacTBa, NPOU3BEAEHHOrNO C HapylleHWEM
TpeboBaHus1, YCTAHOBMEHHOTO YacTbto 3.7 ctatbk 71 HacTosiwero ®egepansHOro 3akoHa.

2. 3asBrneHne o NoATBEPXKOEHUM rOCY4apCTBEHHOW perncTpaLmmn nekapcTBEHHOro npenapara npeacTaenseTcs B
COOTBETCTBYIOLUA  YMONTHOMOYEHHLIN dbeaeparnbHbIil  OpraH MWCMNOSMHUTENbHOW BracTu He paHee 4Yem 3a CTO
BOCEMbAECHAT AHEN [0 UCTEYEHNSI CpoKa AENCTBUS PETMCTPALIMOHHOMO YAOCTOBEPEHMS NEKAapPCTBEHHOIO NpenapaTa.

3. lMopTBepxaeHWe rocygapCTBEHHOM perucTpauum INekapCTBEHHOro npenapata  OCyLIeCTBAseTcs Mo
pesynbTatamMm 3KCMepTU3bl OTHOLUEHUS OXWOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHWUsSI JeKapCTBEHHOMO
npenapaTta Ha OCHOBaHWW Pe3yrbTaTOB MOHUTOPUHra 3pEKTMBHOCTN N 6e30MacHOCTU flekapCTBEHHOrO Mpenapara,
NPOBOAMMOrO AepXaTenem wunv BnagenbLem pPermcTpalMoHHOro yAOCTOBEPEHUS NeKapCTBEHHOro npenaparta nnbo
YNOSTHOMOYEHHBLIM UMW IOPUANYECKMM FTIMLIOM, a TakKe COOTBETCTBYIOLLUMM YMOSTHOMOYEHHLIM dhedeparnbHbIM OpraHoMm
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NCMONHWUTENbHON BriacTy B COOTBETCTBMU C TpeboBaHuAMM cTaTbn 64 HacToswero ®eaepanbHOro 3akoHa.

4. K 3aaBneHnio 0 NoATBEPXKOAEHUN rocy4apCTBEHHON perncrpauMu NekapCTBEHHOro npenapata npunararoTrcs
OOKYMEeHTbI, coepXalume pesynbTaTbl MOHUTOPUHIa 3adeKTUBHOCTN M Be3onacHOCTU NeKapCTBEHHOro npenapara,
NpoBOAMMOrO AepxXaTenem wnuv Bnagenbuem pPermcTpaumoHHOro yAOCTOBEPEHUS feKapCTBEeHHOro npenaparta nunbo
YMOSTHOMOYEHHLIM UMW IOPUANYECKUM NMLOM, NO opme, YTBEPXKOEHHOW COOTBETCTBYIOLUMM  YMOSTHOMOYEHHbIM
denepanbHbIM OpraHoM UCMOMHUTENBbHOW BNAcTU; KOMUS NIULEH3MM Ha MPOW3BOACTBO NEKAPCTBEHHbLIX CPEACTB MNn
KOMWS 3aKoYeHMs O COOTBETCTBUM MPOU3BOAUTENS NEeKapCTBEHHbIX CPeAcTB TpeboBaHuAM MpaBwuil Haanexallen
NMPON3BOACTBEHHON MPAKTWKW, BblAAHHbIE YMONHOMOYEHHbIM hefeparnbHbiM OpPraHOM MCMOMHUTENbHOW BRacTv, B
cny4ae, ecnv NPOM3BOACTBO flekapCTBEHHOrO npenaparta ocyllecTensietcs B Poccuickon Pegepaummn, nnbo konus
BblJAHHON YMNOMHOMOYEHHbIM OpPraHoM CTpaHbl NPOU3BOAUTENSA MUUEH3MM Ha NPOM3BOACTBO  fIeKapCTBEHHOro
npenapata M ee NepeBOf Ha PYCCKUN A3bIK, 3aBEPEeHHble B YCTAHOBIEHHOM MOPSAKE, W KOMUS  3aKMioYyeHus o
COOTBETCTBMU MPOM3BOANUTENS FEKApPCTBEHHbIX CPeACTB TpeboBaHWAM MpaBun Haanexailen npou3BOACTBEHHOM
MPaKkTUKK, BblIJAHHOrO YMONHOMOYEHHbIM hedepanbHbiM OpraHoM WCMOSIHUTENbHOW BRAcTW, B Criydae, ecnu
Npon3BOACTBO JIEKApPCTBEHHOMO NpenapaTa ocyLecTBrnseTcs 3a npegenamu Poccuitickon depepaunn. B oTHowweHUM
nekapCTBEHHbIX MpenapaToB ANs BETEPUHAPHOro MpPUMEHEHUsT OOMOSIHUTENbHO NPEeACTaBNAlTCA  OOKYMEHTbI,
yKasaHHble B nognyHkrax "a", "6", "k", "n" nyHkta 4 vactu 3 crtatbu 17 Hactosiwero PepepanbHoro 3akoHa. B
OTHOLLEHMN OMONOrMYecKMx NekapCTBEHHbIX MpenapaToB 3asBWTENb [AOMNOMHUTENbHO NpeacTaBnseT pesynbTaThl
OCYLLLECTBMEHNS MEPONPUSATAA B COOTBETCTBMU C MNNAHOM YMpaBneHUs pUcKamu, YTBEPXXAEHHbIM YMNONHOMOYEHHbIM
denepanbHbIM - OpraHoM  MCMOMHUTENbHOW  BRacTM  MpW  OCYLLECTBREHWM  rOCyAapCTBEHHOW  perncrpaumm
nekapcTBeHHoro npenapata. C 3asBrneHneM O MNOATBEPXAEHUW rOCYyAapCTBEHHOW perncrpaumm rekapcTBEHHOro
npenapata 3asBuTenb NpeacTaBnseT KONuWi AOKYMEeHTa, noaTBepxaalowero ynnaTty rocyaapCTBEHHOW MOLMMHLI 3a
NOATBEPXAEHNE TOCYAapCTBEHHOW perncrTpauum nekapCcTBEHHOro npenapata, nnbo BnpaBe npeacTtaBuTb Mo
COOCTBEHHOW WMHUUMATMBE YyKa3aHHbI OOKyMeHT. B cnyyae HenpeacTaBneHUs — yka3aHHOTO  JOKyMeHTa
YMONHOMOYEHHbIN heaepanbHbli OpraH UCNONHUTENBHON BacTu NpoBepseT hakT ynnaTbl rocyAapCTBEHHOWM NOLUNHDI
3asBuTENEM NOCpPeacTBOM MCMNOMb30BaHNA MHpopmauun o6 ynnate rocygapCTBEHHOW MOLUNWMHBI, codepallencs B
ocyaapCTBEHHON WMHOPMALMOHHOW CUCTEME O rOCyAapCTBEHHbIX M MyHWUMMAnbHbIX MfaTexax, Ha OCHOBaHWU
npeacTaBneHHon 3asiBMTeNeM Konmm JOKyMeHTa, MOATBEPKAAoLLEro ynnaTy rocygapCTBEHHON NOLWNHBI.

5. B TeueHne pecatn paboumx OHeW CO OHS MPUHATUSA 3asdBrieHWss O MNOATBEPXAEHUM TrocyaapCTBEHHOW
pervcTpaunm nekapCTBEHHOrO npenapara U AOKYMEHTOB, codepXalwmx pesynbTaTbl MOHUTOPUHIa 3MdEKTUBHOCTU U
6e3onacHOCTM NekapCTBEHHOro rnpenaparta, NPOBOAMMOIO JdepxXaTenem wnv  BriagenbueM  pernctpaumoHHOro
YAOCTOBEPEHNS NeKapCTBEHHOro npenapata Nnbo ynorTHOMOYEHHbIM VMUK IOPUONYECKUM FIULOM, YMOSIHOMOYEHHbIN
deaepanbHbI opraH UCNOSTHUTENBHOM BacTU:

1) NpoBOAMT NPOBEPKY MOMHOThI CBEAEHUN, COAEPKALLUMXCH B MpeacTaBneHHbIX 3asBUTeNneM OKYMEHTaX;

2) npuHMMaeT pelleHne O npoBedeHun unum ob oTKase B MPOBEAEHUU IKCMEePTU3bl OTHOLLEHUS OXMOaemown
nomnb3bl K BO3MOXHOMY PWUCKY NPUMEHEHWs NeKapCTBEHHOro npenapata Ha OCHOBaHWM Pes3yrnbTaTOB MOHUTOPUHIa
adpdekTmBHOCTM 1 6e3onacHOCTU fiekapCTBEHHOro npenaparta, NPOBOAMMOIO AepXaTenem Wnu  Bnagenbuem
perucTpaumoHHOro YAOCTOBEPEHMWS NeKapCTBEHHOro npenapara nmbo ynonHOMOYEHHbIM MU I0PUAMYECKUM FIULIOM, a
Takke dedepanbHbIM OPraHOM MWCMOMHUTENbHOW BAAcT B COOTBETCTBMM C TpeboBaHwsamu cTaTby 64 HacTosLero
depepanbHOro 3akoHa;

3) yBegoMnseT B 9MEKTPOHHOW opMe UM NMUCbMEHHOW (hOpMe 3asiBUTENS WU SKCNepTHOe YyypexaeHue o
NPUHATOM peLleHun nMbo B criyyae NPUHSATAS pelleHMs o6 OTkase B MPOBEOEHMU 3KCMEepPTU3bl yKa3biBaeT NPUYUMHBI
Takoro oTkasa.

6. B cnyyae BbIIBNeHUS HeOOCTOBEPHOCTM W (MMM) HEQOCTAaTOYHOCTU MHGOpMauuW, Coaepxallencd B
npeacTaBneHHbIX 3asBUTENeM [OOKYMEHTax, YMOMHOMOYEHHbIN deaeparnbHbii OpraH  UCMOMHUTENbHOM  BNactu
HanpaBnseT 3asBMTenNto 3anpoc 06 YTOYHEHUM yka3aHHOW MHopMauun. 3anpoc ynorHOMOYEHHOro denepansbHOro
opraHa UCrnonHUTEeNbHOW BNacTu MoxeT ObiTb nepedaH YNONHOMOYEHHOMY MPeACTaBUTENIO 3asBUTENSd NMYHO MOA
pacnucky, HafnpaBreH No noYTe 3akasHbiM NMMCbMOM UNW NepefaH B 3NEKTPOHHON hopMe MO TeneKOMMYHUKaLMOHHBIM
KaHanam cBsi3u. B criyyae HanpaBneHns 3anpoca ynorTHOMOYeHHOro doeepanbHOro opraHa MCNOMHUTENbHOW BracTu
Mo NoYyTe 3aKasHbIM MMCbMOM OH CYATAETCH MOfyYEHHbIM MO UCTEYEHUW LIEeCTN AHeW C AaTbl HampaBrieHWs 3akas3Horo
nMcbMa.

7. 3asButenb 00653aH NPeAcTaBUTb OTBET Ha 3anpoc YNONIHOMOYEHHOTO heaepanbHOro opraHa MCMOSHUTENbHOM
BMacTu B CPOK, HE MpeBblllaloWni geBsaHocTa pabounx AHen co AHS ero nonydeHus. Cpok, ykasaHHbIM B Yactn 5
HacTosILLEeN cTaTbyl, NPUOCTaHaBNNBAETCHA CO AHS HanpaBrneHus 3asiBUTENo 3anpoca ynoTHOMOYEHHOro deaepansHoro
opraHa MCMNONHUTENbHOW BNacTu A0 AHA MOyYeHUs UM COOTBETCTBYIOLLEro OTBETA U HE YUMTbIBAETCS NMPU NCUNCTIEHNN
CpoKa NoATBePKAEHMS rocy4apCTBEHHON perncTpaummn nekapcTBEHHOro npenapara.

8. OcHoBaHvem NS oTkasa B NPOBEAEHMMN IKCMEPTU3bl OTHOLUEHUSI OXMAAEMOW MOoNb3bl K BO3MOXHOMY PUCKY
NPMMEHEeHNs NeKapCTBEHHOro mnpenapaTta sBMAsSeTcA npeacTaBreHne [OKYMEHTOB, COoAepXallimx pesynbTaThbl
MOHUTOPUHra aheKTUBHOCTM U 6e30NacHOCTM NeKapCcTBEHHOro npenapata, U (M) B OTHOLWIEHUN BMONornmyeckmnx
nekapCcTBeHHbIX MpenapaToB pesynbTaToB OCYLLECTBIIEHUS MEpPOnpuUATM B COOTBETCTBUM C MIIAHOM  ynpaBreHus

KoHcynbTanTlNKoC

www.consultant.ru Crpanuua 32 13 69
HaeXHas npaBoBas noaaepXxkKa



consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBCC626528263F24CA9928ACBC80E0500F261267B7103BCe9ODI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBCC626528263F24CA9928ACBC80E0500F261267B7103BCe9ODI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDC023528263F24CA9928ACBC80E0500F261267B7103BCe9OFI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDC023528263F24CA9928ACBC80E0500F261267B7103BCe9OFI
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

pyckamu, yTBEPXXAEHHbIM YNONHOMOYEHHbLIM (befepanbHbIM OpraHoM UCMONHUTESNbLHOW BNacTu NpW OCYLLECTBIEHUM
rocyaapCTBEHHOW perucrpaumm fekapCTBEHHOro rpenaparta, B HEMofHOM ob6beme, OTCYTCTBME WHAOpMaLMu,
noaTrsepxaarowen akt ynnatbl rocygapCTBEHHOW NOLUMWHBLI 3a NOATBEPXAEHWE roCyAapCTBEHHOW perncrpauun
nekapCTBEHHOro npenaparta, nMMbo HenpeacTaBneHve 3asBUTeneM B YCTAHOBIMEHHbIM CPOK OTBETa Ha YKasaHHbIN B
YacTu 6 HacTosLWen cTaTby 3anpoc YMNONHOMOYEHHOro dyedeparnbHOro opraHa WCMNOMHUTENbHOW BNacTu, a Takke
OTCYTCTBME B YKa3aHHbIX JOKYMeHTax MHdopMaLmm, KOTopas AOMmkHA ObiTb B HUX OTPaXeHa.

9. BkcnepTnsa OTHOLLEHUS OXMAAEMOMN NOSb3bl K BO3MOXHOMY PUCKY NPUMEHEHWS NNeKapCTBEHHOro npenaparta B
Lensx NoATBePXAeHUs rocyAapCTBEHHOW permcTpaummn fiekapcTBEHHOro npenapara npoBoANTCSH KOMUCCUEN IKCTNEPTOB
9KCMEPTHOrO yYpexaeHus B CPOK, He MPEeBbILLALLIMI COpPOoKa paboynx aHen.

10. B cny4yae HegocTaTOMHOCTM MPEACTaBMEHHbIX JKCMEPTYy MaTtepuanoB Ans Aayn  3akiioyeHus  akenepT
obpallaeTcsi K pyKOBOOUTENIO 3KCMEPTHOTO Y4YpexAeHWss O npedoCcTaBreHMnM emMy HeobXoaMMbIX MaTepuaros.
PykoBoguTenb 9KCnepTHOro yypexaeHua obpallaeTtcs C  COOTBETCTBYHLIMM  3anpocoOM B YNOMHOMOYEHHbIN
dedepanbHbIi OpraH WUCMOMHUTENBbHOW BMNacTW, BblAABLUMIA 3aaHMe Ha npoBedeHVWe 3KCMepTU3bl OTHOLLEHUS
oXunaaemoun Mnorb3bl K BO3MOXHOMY PUCKY MPUMEHEHMUS FEeKapCTBEHHOro rpenapata Ha OCHOBaHUM [OKYMEHTa,
cogepallero pesynbTaTtbl MOHUTOPUHIa ahPeKTMBHOCTM U 6e30nacHOCTM NekapcTBEHHOro npenapata. B TeuveHune
NsATK pabounx AHEN co OHS NOCTYNMEHUs 3anpoca PyKoBOAUTENS SKCMEPTHOrO YYPEXAEHNS YKasaHHbIN deaepanbHbli
OpraH MCMOSNHUTENbHOW BracTW HanpaensieT 3asiBUTEMIO 3arnpoc O MNpeAcTaBleHMn HeobXoaMMbIX MaTepuarnos,
KOTOpPbIA MOXET OblTb NepeaaH ynonHOMOYEHHOMY NpeAcTaBuUTEeNo 3asBUTENsa NWYHO Mog pacnucky, HamnpasneH no
noyTe 3aKasHbIM MUCbLMOM UMW NepeaaH B 3NeKTPOHHON dhopMe Mo TereKOMMYHUKaLMOHHLIM KaHanaMm cBsasn. B cnydae
HarnpaBsreHnss 3anpoca YNoSIHOMOYEHHOro dyefieparibHOro opraHa MWCMOMHUTENbHONW BracTM MO MoYTe 3akasHbIM
NMMCbMOM OH CYMTAETCS MOMYYEHHbIM MO UCTEYEHWM LIECTM OHEN C AaTbl HanpaBneHWs 3aKa3Horo NUCcbMa.

11. BasButenb 006a3aH npeacTtaBuTb OTBET Ha 3anpoc  YMOMHOMOYEHHOro dhedepanbHOro  opraHa
WCMONHUTENBHON BracTy B CPOK, He MNpeBblllaloWni WeCTUAeCATM pabounx AHeW CO OHsSI MOSyYeHWst yKa3aHHOro
3anpoca. YNonHOMOYEHHbIN defeparnbHblii OpraH UCMOMHUTENBHOW BNacTW, BblAaBLUMA 3ajaHWe Ha npoBeAeHue
3KCMEePTU3bl OTHOLUEHUS OXMAAEMOW MNOSMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JleKapCTBEHHOro npenaparta Ha
OCHOBaHUM AOKYMEHTa, CoAep)allero pesynbTaTbl MOHUTOPUHIra apeKTUBHOCTN 1M 6e30macHOCTN neKapCTBEHHOro
npenaparta, B Te4yeHue Nsatn paboumx gHen co AHS NOCTYMNEHNs OT 3asBUTens OoTBeTa Ha 3anpoc YMOSTHOMOYEHHOro
dhedepanbHOro opraHa WUCMOMHUTENbHOW BNAcTW HampasBnseT 3TOT OTBET B 9KCMEepTHoe yupexaeHve. B cnydae
HenpeacTaBneHMs MO WCTEYEeHUU LuecTuaecaTM pabounx [OHeNW 3asBUTeNeM OTBeTa Ha yKasaHHbIA  3anpoc
YMOSTHOMOYEHHbIN (befepanbHbIi OpraH UCMOMHUTENBHOW BriacTu, BblAABLUWWA 3aJaHWe Ha NPOBEAEHUE 3KCMepTU3bl
OTHOLUEHMSA OXMAAEeMOW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JeKapCTBEHHOro mnpenapata Ha OCHOBaHUU
OOKyMeHTa, CoaepxaLlero pesynbTtaTel MOHUTOPUHIa apEeKTUBHOCTH 1 6E30NacHOCTM NEKapCTBEHHOrO npenapaTta, B
TeyeHue nATn paboymx gHewn HanpasnseT B 9KCNePTHOE yYpexaeHne yBeJOMIIEHNEe O HenpeacTaBneHun 3asButenem
OoTBETa Ha 3anpoC YykasaHHOro opraHa. Bpemsa co [OHS HanpaBneHus 3anpoca 3KCMepTHOro YYpexaeHus B
YMOSTHOMOYEHHbIN (befepanbHbid OpraH UCMOMHUTENBHOW BRacT A0 AHA MOMYYEeHUs SKCNEPTHbIM  yypexaeHuem
OTBETa Ha 3arnpoc UNn yBeOMIIEHNS O HEMPeACTaBMeHN OTBETA Ha 3aMpoC HE YYMTLIBAETCA MPU UCHUCIIEHUN CpoKa
NPOBEAEHUSA 3KCMEPTU3bl OTHOLLEHWUS OXWOAEMOM Mofb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS J1eKapCTBEHHOro
npenaparta Ha OCHOBaHUWM AOKYMEHTa, CoAepallero pesynbTaTbl MOHUTOPWHra 3ddEeKTMBHOCTM M Be3onacHocTu
nekapCTBEHHOro npenapara.

12. B cpok, He npeBbIwaoLWwmnn 4ecatn pabodnx AHEN co OHS MOMYYeHUs 3aKNioYeHUss KOMUCCUM JKCNEepPTOB MO
pesynbTataM 3KCNepTu3bl OTHOLUEHUS OXMOAEMOW NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS feKkapCTBEHHOMO
npenaparta, COOTBETCTBYIOLLMIN YNONMHOMOYEHHbLIN befepanbHbli OpraH UCNOMHUTENBHOW BNacTu:

1) ocyLlecTBNSET OLEHKY 3TOro 3aKloYveHus Ans onpedeneHus ero COOTBETCTBMSA 3aJaHu0 Ha npoBedeHve
yKasaHHOW aKCnepTu3bl;

2) NpuUHMMaEeT peLleHne 0 NoATBEPKOEHUM roCyAapCTBEHHOW perncTpaunn nekapCTBEHHOro npenapata unu ob
OTKa3e B NOATBEPXAEHUN rOCYAapCTBEHHOWN perncrpauumn nekapcTBeHHOro npenapara;

3) BHOCMT MpU MPUHATUN PeLLeHUs O MNOATBEPXOEHUN TrOCyAapCTBEHHOW perncTpauun rekapcTBEHHOro
npenaparta CBedeHUst B roCyAapCTBEHHbI peecTp NeKapCTBEHHbIX CPeACTB W BblgaeT 3adBuTento GeccpodHoe
perucTpaumoHHoe yA0CTOBEPEHNE NeKapCTBEHHOrO npenapara.

13. OcHoBaHveM AN oTkasa B MNOATBEPXAEHUW roCyAapCTBEHHOW perncTpauum nekapCTBEHHOro npenapata
SIBNSETCH peLleHne COOTBETCTBYHOLLEro YNONMHOMOYEHHOro dhedeparnbHOro opraHa UCMONHUTENBHON BNAcT O TOM, YTO
pUCK NPUYMHEHUS Bpeda 300POBbIO YeroBeka WX >XMBOTHOrO BCNeACTBME Mpuema fekapCTBEHHOro npenaparta
npesbiwaeT ahPEKTUBHOCTb €ro NPUMEHEHMS.

14. B nepuog nposefeHus npouenypbl NOATBEPXOEHUS rOCYyAapCTBEHHOW perncrpauumn nekapcTBeHHOro
npenapara ero obpatlieHune B Poccuiickon Pegepaumm He NnpuocTaHaBnMBaeTcs.

15. JonyckaeTtcs obpalleHve nekapCcTBEHHbIX NpenapaToB AN MEeOQULIMHCKOTO NPUMEHEHNS 0 UCTEeYEHUs Cpoka
rogHOCTK, MPOU3BEAEHHbIX B TEYEHNe CTa BOCbMUAECATY KaneHaapHbIX AHen nocne gaTbl NPUHATUS YNONHOMOYEHHbBIM
dedeparnbHbIM OpraHoOM WCMOMHUTENbHOW BNAcTW pelleHns O MNOATBEPXAEHUW rocyaapCTBEHHOW peructpauuu, B
COOTBETCTBMM C MH(pOpMaUmen, coaepxallencsa B JOKYMEHTaxX perMcTpaunmoHHOro 40Cbe Ha fekapcTBEHHbIM npenapar
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

A0 OaTbl NPUHATUA TAKOro peLlueHus.

KoHcynbTaHTlnoC: npumeyaHue.

OepxaTenn vnu Bnagernblbl PErMcTPaUMOHHBIX YAOCTOBEPEHUA NEKAPCTBEHHbIX MpenapaToB MOryT noaartb
3agaBneHns o6 onpegeneHun B3anMo3aMEHSIEMOCTU NIEKAPCTBEHHbIX MpenapaToB A MEeAWLMHCKOro MpUMEHEHUs B
nopsiake, ycraHoeneHHom ctatbeint 30 (B peg. ot 22.12.2014), go 31 pekabpsi 2016 roga (PepepanbHblii 3aKOH OT
22.12.2014 N 429-93).

Cratba 30. BHeceHMe W3MeHeHWA B [OOKYMEHTbl, CoAepXallMecss B perucTpauMoHHOM [ocbe Ha
3aperncTpupoBaHHbI NeKapCTBEHHbIN NpenapaTt Ana MeAULUHCKOro NpUMeHeHns

1. B uenax BHECEHUS W3MEHEHWA B [OOKYMEHTbl, COAepXaluecs B PErucTpalMoHHOM [OCbe Ha
3aperucTpupoBaHHbIN  NEKAPCTBEHHbIM nNpenapaT Ans MeOMLMHCKOro MpUMEHEHUs, AepXatenb wunu Bnageney
perncTpaumoHHOro YaoCTOBEPEHUSA NeKapCTBEHHOrO npenapara unu ynonHOMOYEHHOe UM Apyroe lopuandeckoe nuuo
(Oanee B HacTosILLeN cTaTbe - 3asBUTENb) NPEACTaBNseT B YNONHOMOYEHHbIA befepanbHbli OpraH UCNONHUTENBHON
BMNacTu 3asiBNeHWe O BHECEHWUM TakuX WU3MEeHeHUn no opMe, YCTaHOBIIEHHOW YMOSHOMOYEHHBIM dedeparbHbIM
OpraHoOM UCMONHUTESNTbHOW BlACTU, N NPUIOXEHHbIE K HEMY N3MEHEHUS B YKa3aHHble AOKYMEHTbI, @ TakKe [OOKYMEHTbI,
noagTreepxgarwime HeobxoguMOCTb BHECEHUSI TakMxX WU3MeHeHun. [lpy HeobXOAMMOCTM BHECEHUS WU3MEHEHUA B
OOKYMEHTbI PerMcTpaLmMoHHOro 40Cbe Ha 3aperMcTpuUpoBaHHbIN NEKApCTBEHHbIV npenapar, Tpebywmx npoBeneHus
3KCMNepTM3bl KaYecTBa NEKapCTBEHHbIX CPEACTB U (MMN) SKCNEPTU3bl OTHOLUEHUS OXMAAEMOW MOMb3bl K BO3MOXHOMY
pUCKy NPUMEHEHWs1 NeKapCTBEHHOro npenapaTta Ans MeaOWUMHCKOro NpUMEHEHWs, 3asBUTENb [JOMOMHUTENbHO
npeacraBngaeT B YNOMHOMOYEHHbIN dhefeparbHblii OpraH UCNONHUTENBHOW BNacTu KOMUIO NMUUEH3UM Ha MNpPOU3BOACTBO
NEeKapCTBEHHbIX CPeacTB WM KOMUKO  3aKMNiYEeHUs O COOTBETCTBMM MPOU3BOAUTENS JIEKAPCTBEHHbIX CPEACTB
TpeboBaHMsaM MpaBwuil Hagnexawen nNpPoM3BOACTBEHHOM MPaKTUKW, BblgaHHbIE YMNOMHOMOYEHHbIM dedeparnbHbIM
OpraHoM UCMOSNTHUTENBHOM BNacTu, B Criyyae, ecrnv NPOM3BOLCTBO NEKApCTBEHHOro npenapaTta OCyLecTBnseTca B
Poccuiickon ®enepauum, nMbo KONUK BblgaHHOW YNOSTHOMOYEHHBIM OpPraHoOM CTpaHbl MPOU3BOAUTENS NULEH3NN Ha
NPOW3BOACTBO NEKapCTBEHHOro npenapaTa U ee NepeBo/ Ha PYCCKUN SA3bIK, 3aBEPEHHbIE B YCTAHOBIEHHOM Nopsiake, U
KOMMIO 3aKNIO4YEHMST O COOTBETCTBMM MPOU3BOAUTENS NEKAPCTBEHHLIX CPeACTB TpebOOoBaHWSAM MNpaBuIl Hagnexallen
NPOU3BOACTBEHHOW MPAKTMKU, BbIOAHHOIO YMOSIHOMOYEHHbIM dedepasibHbIM OPraHoOM WCNOSIHUTENbHOW BRactu, B
cny4vae, ecnu Npov3BOACTBO JNIEKAPCTBEHHOrO Mpenaparta OCYLIeCcTBAsieTCss 3a npegenamu Poccuiickon depepauumu.
MpuHATUE peLLeHnsa 0 BHECEHUN U3MEHEHN nnmn o6 oTkase B MX BHECEHUM OCYLLECTBNAETCH B Cliydae HeobxoammocTu
NpoBeLEeHNs SKCNepTU3bl KAa4YeCTBa JIEKapCTBEHHbIX CPEACTB U (MNn1) 3KCNEPTU3bl OTHOLUEHUS OXMOAEMOW NoMb3bl K
BO3MOXHOMY PUCKY MNPUMEHEHUSI NeKapCTBEHHOro nmnpenaparta Angd MeAWUMHCKOro MNpUMEHEHWss B  CPOK, He
npeBbiWaLLNA AeBAHOCTa pabounx OHEN, a B OCTalNbHbIX CIlyYasix B CPOK, He MpeBbillaloLWmi Tpuauati pabounx gHewn
CO OHS NPUHATUSA YNOMHOMOYEHHbIM dhefeparnbHbIM OPraHoOM UCMOSTHUTENBHOM BRAcTU 3asiBNIEHUS O BHECEHUW TaKuX
N3MEHEHUN.

(vacTb 1 B peq. PeaepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2. 3KcnepTvM3a NekapcTBEHHbIX CPeACTB B YacTU 3KCMEPTU3bl KadecTBa MEeKapCTBEHHOro cpeactsa v (Unu)
9KCNEepPTU3bl OTHOLUEHUS OXMAAEeMOW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NeKkapCTBEHHOro npenaparta Ans
MeOVLUMHCKOro MpUMEHEHUS MNPOBOAUTCA B Clyyae BHECEHUA W3MEHEHUW B [OOKYMEHTbl, cojepxawmeca B
perncTpaunoHHOM A0Cbe Ha 3apernMcTpmpoBaHHbI NEKapCTBEHHbIN nNpenapaT, B OTHOLLIEHUN:

1) cBegeHUn, ykaszaHHbIX B MHCTPYKUMM MO MEAMLIMHCKOMY NPUMEHEHMIO NTEKapCTBEHHOrO npenaparTa:

a) nekapcTBeHHasa bopMa € ykazaHMeM HauMEHOBAHMA U KONMYECTBEHHOIO COCTaBa AEWCTBYIOLLMX BELLECTB U
KayeCTBEHHOr0 COCTaBa BCMOMOraTtenbHbIX BewectB (MpyM  HEeOOXOAMMOCTM  KONIMYECTBEHHOrO  COCTaBa
BCMoMoraTenbHbIX BELLECTB);

0) dapmakognHamuka w apMakoKMHETMKA (3@ WCKMYeHUEM  DapMakoKMHETMKM  roMeonaTuyecKmx
NEeKapCTBEHHbIX MpenapaTtoB U pacTUTENbHbIX NIEKAPCTBEHHLIX NPenapaToBs);

B) NOKa3aHusA Ans NnpMMeHeHus;

r) NPOTMBOMNOKa3aHUsA AN NPUMEHEHMS;

) Mepbl NPeOCTOPOXHOCTU NPU NPUMEHEHUN;

€) yKkasaHue BO3MOXHOCTU M OCODEHHOCTEN MPUMEHEHUS FeKapCTBEHHOro mnpenapaTta Ans MeLWLUHCKOro
npMMeHeHns 6epeMeHHbIMU XXEeHLUMHaMK, XeHLWWHaMM B Nepuog rpyaHOro BCKapMIMBAHWS, OETbMW, B3pOCHbIMMU,
UMELLMMUN XPOHUYECKMe 3aboneBaHuns;

X) PEeXuMM [O03MpOBaHus, Crnocobbl BBEAEHWST U MNPUMEHEHWs, NpU  HeoOXoOUMMOCTM Bpemsi npuema
nekapcTBEHHOro npenapara, NPoAOIPKUTENBHOCTL NIeYEHUs, B TOM YMcre y AeTen 40 1 Nocne OAHOro roaa;

3) BO3MOXHble NOBOYHbIE OENCTBUS U HEXENaTeNbHble peakLuun Npu NpMMeHEHN NIEKAPCTBEHHOIO nNpenapaTa;

1) CUMNTOMbI NepPeo3nNPOBKU, MePbl MO OKa3aHMIo NOMOLLM MpU Nepeao3npPOBKE;

K) B3aumoencTBne ¢ ApyrMMu NieKapCTBEHHbIMY Npenapatamu n (Unu) NULWEBLIMU NPOSYKTaMK;
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

n) popMbl BbIMyCKa JIEKAPCTBEHHOIO Npenapara;

M) ykasaHue (npy HeobxoanmocTn) ocobeHHOCTE AENCTBUSA JIeKapCTBEHHOIO MnpenapaTta npu nepBoM npueme
UIn Npu ero OTMEHE;

H) cBedeHUs O BO3MOXHOM BIUAHWM NEKApPCTBEHHOro mnpenapaTta And MeOUUUHCKOrO MNPUMEHEHUs Ha
CMocOBHOCTL YNPaBnsATb TPAHCNOPTHLIMU CPeACcTBaMMU, MEXaHU3MaMU;

0) CPOK FOAHOCTU 1 YKa3aHue Ha 3arnpeT NPUMEHEHUS NeKapCTBEHHOIO Npenapara no UCTEYEHUN cpoka rogHOCTY;

M) yCrNOBUS XpaHEHUS;

p) yCrioBus OTNYCKa;

2) cocTaBa NnekapCTBEHHOro npenapara Anst MEAULMHCKOro NPUMEHEHNS;

3) n3sMeHeHMsa MecTa NPOM3BOACTBA NEKapCTBEHHOro npenapaTa A MeguLMHCKOro NPUMEHEHMS;

4) n3amMeHeHUsa nokasaTenen kavecTBa NeKapCTBEHHOro npenapaTta Ans MeOuUMHCKOro npuMeHeHust u (1nwm)
METOZOB KOHTPOISA KayeCcTBa fiekapCTBEHHOro npenapaTta Anst MeguUUHCKOro NpUMEHEHUS;

5) nameHeHus cpoka rogHOCTW NeKapCTBEHHOMO Npenapara Ans MeaUUMHCKOrO NPUMEHEHNS;

6) cBegeHun 0 HeOBXOOUMOCTU BHECEHUSA MHBIX M3MEHEHUM B WHCTPYKUUIO MO MEAWMLMHCKOMY MPUMEHEHUIO
nekapCTBEHHOro npenapata, a Takke B WHble AOKYMEHTbl, COAepXaliMecs B perucTpauMoHHOM [OCbe Ha
3aperucTpupoBaHHbIN  NEKapCTBEHHbIM npenapaT. [lpy 3TOM pelweHne O npoBeAeHMM IKCMepTusbl KayecTBa
neKkapcTBEHHbIX CPeacTB U (MMnN) IKCNEPTU3bl OTHOLUEHUS OXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS
neKkapCTBEHHOro npenapata ans MeOWMLUWHCKOrO MPUMEHEHUS NPUHUMAETCS B COOTBETCTBMU C  YTBEPXKAEHHOWM
YMOSTHOMOYEHHbIM heeparnibHbiM  OPraHOM WCMOMHUTENbHOW BracTM Knaccugukaumen U3MeHeHWW, BHOCUMBIX B
OOKYMEHTBI, cofepXalluecs B permcTpaumoHHOM J40Cke Ha 3aperncTpupoBaHHbIN NIEKapCTBEHHbIN Npenapar.

(vacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. C 3aaBneHnemM O BHECEHUN WU3MEHEHWA B OOKYMEHTbl, COAepXallMecss B pPEerucTpaLMoHHOM [OCbe Ha
3aperucTpupoBaHHbIN  NEKapCTBEHHbIM npenapaT Ans MeOULMHCKOrO MPUMEHEHUs, Hapsgy C  OOKYMeHTaMmu,
yKa3aHHbIMW B 4acTu 1 HacTOsILLEN CcTaTbk, 3asBUTENb NPEACTABNSAET KOMMU [OKYMEHTOB, NOATBEpXAaloWwmux ynnaty
rocygapCTBEHHOM  MOLWMHbI 3a BHECEHME B [OOKYMEHTbl, CoAepXallMecss B perucTtpauMoHHOM [OCbe Ha
3aperucTpMpoBaHHbIA  NIEKapCTBEHHbIM MNpenapat And  MEeOWMUWHCKOrO MPUMEHEHUS, W3MEHeHun, Tpebyowmx
NpoBEeLEHNS SKCNEPTN3bl NEKAPCTBEHHBLIX CPEACTB B YAaCTU IKCMEepPTU3bl KayecTBa NEKapCTBEHHOrO cpeacTtBa v (uUnu)
3KCMNEPTM3bl OTHOLUEHUS] OXMOAEMOMW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEeKapCTBEHHOro npenaparta Ans
MEOWLMHCKOrO  NPUMEHEHWsl,  FOCyJapCTBEHHOMW  MOLUNMHbI 3@ BHECeHWe B [JOKYMEHTbl, coAepXkalimecss B
PErMcTPaUmMOHHOM [0Cbe Ha 3aperMcTpupOBaHHbIA JIEKAapCTBEHHbIA MpenapaT And MEOWLMHCKOro MpUMEeHeHUs,
N3MEeHEHWU, He TpebyloLmMx NpoBedeHMs 3KCMEepPTM3bl NEKApPCTBEHHOIO CpeacTsa, NMbO BnpaBe nNpeacTaBuUTb MO
COBCTBEHHON MHMLUMATMBE YKa3aHHble OKYMEHTbI. B criyyae ux HenpencTaBneHusi YMNONMHOMOYEHHbIA doefeparnbHbIN
OpraH WMCMNONHUTENBHOM BNacTu npoBepsieT akT ynnaTtbl rOCy4apCTBEHHbLIX MOWSWH 3asBUTENEM MOCPESCTBOM
ucnonb3oBaHus wuHdopmaumm o6 ynnaTe rocyaapCTBEHHbIX MOLWMMH, coaepxalenca B [ocygapcTBeHHON
WH(OPMALIMOHHON CUCTEME O FOCYAAapPCTBEHHbIX U MyHUUMMNAMbHbLIX MfaTexax, Ha OCHOBaHMM nNpeacTaBneHHbIX
3asBMTENEM KOMWUIA JOKYMEHTOB, NOATBEPXKAAOLMNX YyNNaTy rocyAapCTBEHHOW MOLLSTMHBI.

(vacTb 3 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4. B TeyeHne gecatn paboumnx gHEN co AHS NOCTYMIIEHUS yKa3aHHOTO B YacTu 1 HACTOsILLEN CTaTbM 3asiBIIEHUS U
HeobX0AMMbIX JOKYMEHTOB YNONIHOMOYEHHbIV ddedeparbHbI OpraH UCMONHUTENBHON BNacTu:

1) npoBOAMT NPOBEPKY NOSTHOTHI U AOCTOBEPHOCTU CBEOEHUN, COOEPXaLUMXCA B MPEACTaBMEHHbIX 3asBUTENEM
mMaTtepuanax;

2) NPUHNMAET peLLEHNE O NPOBEAEHNM YKa3aHHbIX B YacTW 2 HAcTOSILLEN CTaTbl COOTBETCTBYHOLUMX 3SKCNEPTU3
nekapCTBEHHOro CpeAcTBa nnu 06 oTkase B NX MPOBEAEHNN;

3) yBedoMnsieT B SNIEKTPOHHOM MM NMUCbMEHHOW (hopMe 3asiBUTENs O MPUMHATOM PEeLUeHUMU Unu B Ccrnydae
NPUHATUA pelleHnsa 06 oTkase B NPOBEAEHMM COOTBETCTBYIOLLIEN SKCNEPTM3bI C yKa3aHUEM MPUYMH TaKoro oTkasa.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbiSIBNEHUS HEOOCTOBEPHOCTUM CBEAEHMMN, COAepXaluxcs B NpeAcTaBMneHHbIX 3asiBUTENEM
MaTepuanax, yrnorHOMOYEHHbIN befepanbHbii OpraH WUCMONHUTENbHOW BMNAacTWU HanpaersieT 3asBUTEMNO 3anpoc o6
YTOYHEHUWN YKa3aHHbIX cBefeHui. [aHHbI 3anpoc MoxeT OblTb nepefaH YMONTHOMOYEHHOMY MNPEeACTaBUTENO
3a8BUTENS NIMYHO MOA PacnuCKy, HaMpaBMeH Mo NoyTe 3aka3HbIM NMUCbBMOM WIW MepedaH B 3NEKTPOHHOW ¢hopme no
TENEeKOMMYHUKaLMOHHbIM KaHanam cBsA3u. B criyyae HanpaBneHus gaHHOro 3anpoca no noyte 3akasHbiM MUCbMOM OH
cuMTaeTcs NOMy4YEHHbIM MO UCTEYEHUN LLIECTM AHEN C AaThl HANPaBeHUsA 3aKka3HOro NUCbma.

(vacTb 4.1 BBegeHa depepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3asBuTenb 00s3aH npeacTaBuTb OTBET Ha 3anpoc  YMONIHOMOYEHHOro dedepanbHOro opraHa
WCMNOMHMTENBHOW BIIACTU B CPOK, HE MPEBbILIALLNA AeBAHOCTa paboymx AHEN CO OHS MONyYeHUs AaHHOro 3anpoca.
CpokK, ykasaHHbI B 4YacTu 4 HacTosen cTaTbW, NMPUOCTaHaBNMBAETCA CO OHS HamnpaBleHus 3asiBUTENio 3anpoca
YNONTHOMOYEHHOro hefepanbHOro opraHa UCMONHUTENBbHOW BNACcTW A0 OHS NOMyYeHUs UM OTBETa Ha AaHHbIA 3anpoc U
He y4YUTbIBAETCA MPU UCYUCTIEHUN CPOKA NPUHATUA PELLEHNS O BHECEHUN N3MEHEHUI B OOKYMEHTbI, coaepalumecsa B
perncTpaumoHHOM A0Cbe Ha 3aperncTpupoBaHHbIM NeKapCTBEHHbIN nNpenapaT Ans MeAULUMHCKOro NpUMEHEHMS.
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(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

(vacTb 4.2 BBegeHa dPepepanbHbiM 3aKkoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHveM Ansi OTka3a B MPOBEAEHMU YKa3aHHbIX B YacTW 2 HACTOSLWEN CTaTbW JKCNEpTU3 HABnsSeTCs
npeactaBneHMe [OOKYMEHTOB, MepeyucrieHHblx B 4acTax 1 m 3 HacToswen crtaTbW, B HenorHom obbeme,
HenpeAcTaBneHne 3asgBUTeNeM B yCTAHOBNEHHbLIV CPOK OTBETa Ha YKasaHHbIM B YacTu 4.1 HacTosILLen cTaTtb 3anpoc
YMOSTHOMOYEHHOro (pefepanbHOro opraHa WCMNOMHUTENbHOW BNacTW, a Tawkke OTCYyTCTBME B NPeAcTaBeHHbIX
OOKYMeHTax [OCTaTOYHbIX CBEAEHWUW, NOATBEpXAalWmnx HeobOXoOUMOCTb BHECEHUSA W3MEHEHUR, WM OTCYTCTBUE
nHdopmaLm1, NoATBEPKAAtOLWEN dakT ynnaTbl FOCYAapCTBEHHbIX MOLLUMMWH, YKa3aHHbIX B YacTW 3 HACTOSILLEN CTaTbW.

(B peqa. PepepanbHbix 3akoHOB OT 25.11.2013 N 317-903, o1 22.12.2014 N 429-03)

6. YkasaHHble B 4acTu 2 HACTOsLLen cTaTbl 3KCNepTUsbl MPOBOAATCA B MNOpsgke, YCTaHOBIIEHHOM cTaTben 23
HacToswero ®egepanbHOro 3akoHa.

7. B cpok, He NpeBbILWAaoLWLMA AecATM pabounx AHeW CO AHSA NOMyYeHUs 3akMioYeHU KOMUCCUIA 3KCMepToB Mo
pesynbTataM YyKas3aHHbIX B 4YacTM 2 HAcCTOSALWEN CTaTbM IKCMEPTU3, YMONHOMOYEHHbLI dedeparnbHbIl  opraH
NCMNOMHUTENBHOW BNacTu:

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) NpMHUMaET peLLeHne O BHECEHUN U3MEHEHMIN B AOKYMEHTbI, codepXalmecss B peructpaumMoHHOM [J0Cbe Ha
3apervcTpupoBaHHbIN NeKapCTBEHHbIV Npenapar Ans MeguUMHCKOro NPUMEHEHUs, unn o6 oTka3e BO BHECEHUU Takux
M3MEHEHWUN;

2) BHOCMWT B roCyapCTBEHHbIN PEecTp nekapCTBEHHbIX CPeACTB Ha OCHOBAaHUM PELLEHUSA O BHECEHUN W3MEHEHUN
B AOKYMEHThI, coaepXalumecss B PermcTpauMoHHOM [OCbe Ha 3aperncTpyMpOBaHHBIN NEKAPCTBEHHbIN Mpenapat Aans
MEeOULMHCKOTO NPUMEHEHNS, HEOOXOAMMbIE N3MEHEHMS N BO3BPALLAET VX 3adBUTENIO;

3) BblgaeT 3asBUTENOD HOBOE pPerucTpaumoHHOe YOOCTOBEPEHME NEeKapCTBEHHOro mnpenapaTta B Cry4ae
N3MEHEHNs1 CBeAEHUN, COAEPXKaLLNXCH B HEM.

(n. 3 BBegeH depepanbHbiM 3aKkOHOM OT 22.12.2014 N 429-03)

8. OcHoBaHVeM s OTKa3a BO BHECEHWUU U3MEHEHWI B JOKYMEHTbI, COAepXallmecss B perncrpauuoHHOM [OCbe
Ha 3aperMcTpupoBaHHbIA JEKAPCTBEHHbIM npenapaTt Ans MeAWLUMHCKOrO MNPUMEHEHMUsl, SBMSETCA  3aKoyeHue
YMOSTHOMOYEHHOro befepanbHOro opraHa MWCMOSNIHUTENBHON BRAacTu O BO3MOXHOCTU CHWXEHUs Ge3onacHocTw,
KayecTBa, a(pPEKTMBHOCTU NEKAPCTBEHHOrO CPeAcTBa B Crlyvae BHECEHUS TakuX U3MEHEHNN.

9. JonyckaeTcs obpalleHne nekapCTBeHHbIX NpenapaToB Ans MeOULMHCKOrO MPUMEHEHUA OO0 WUCTEYEHUs Ccpoka
rogHOCTW, MPOU3BEAEHHbIX B TeYeHue CcTa BOCbMWAECHATUM [AHEW nocre AdaTtbl NPUHATUS  YNOFTHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOSNTHUTENbHOM BNACTW PELLEHUS O BHECEHUN W3MEHEHWUIA B LOKYMEHTbI, COAEpXXalluMecs B
pervcTpaumoHHOM J0Ckbe, B COOTBETCTBMM C MH(pOpMaUUeN, CogepXallencs B LOKYMEHTaX PerncrpauuoHHOro A0Chbe
Ha NekapCTBEHHbIV Npenapar A0 AaTbl NPUHATUS TaKOro PELLEHWS.

(vacTb 9 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratban 31. BHeceHne u3MeHEHUN B [OOKYMEHTbl, cofepXalwmecs B perncrpaumMoHHOM [0Cbe Ha
3aperncTpupoBaHHbIN NeKapCTBEHHbIA Npenapart Ansl BeTEPUHAPHOIO NPUMEHEHUS

1. B uensix BHeCeHMS UW3MEHEHMW B [OOKYMEHTbl, COAepXaluecd B pPerucTtpauMoHHOM [OCbe Ha
3aperncTpupoOBaHHbIA NIEKAPCTBEHHbIM NpenapaTt Afsi BeTEepMHapHOro MNPUMEHEHUs, OepxaTenb wnu Bnagenew
perncTpaLmoHHOro YaoCTOBEPEHUSA NEKAaPCTBEHHOrO Npenapara unv ynornHOMOYEHHOe UM Apyroe lpuandeckoe nuuo
(banee B HacTosILLEN cTaTbe - 3asBUTENb) NPEACTaBNSET B YNONHOMOYEHHbIN befepanbHbli OpraH UCNONMHUTENBHON
BMNacTu 3asiBNieHWe O BHECEHWW TaKUX M3MEHEHMN Mo OpMe, YCTaHOBIIEHHOW YMOSIHOMOYEHHbIM beaepanbHbIM
OpraHoM UCMOSHWUTENBHOW BRACTU, Y MPUINOXEHHBIE K HEMY U3MEHEHMWS B YKa3aHHbIE JOKYMEHTbI, @ TaKKe LOKYMEHTbI,
NoATBepXaaloLme HeOOXOAMMOCTb BHECEHWS TAaKUX N3MEHEHWN. [IpUHATME pelleHns O BHECEHUM TaKMX WM3MEHEHWN
unm o6 oTkase B MX BHECEHMUN OCYLLIECTBISIETCA B CPOK, HE MPEeBbILLALWNA AEBAHOCTA paboyumx QHEN CO OHA MNPUHATUSA
YNOMHOMOYEHHbIM heaeparnbHbIM OpraHOM UCMONHUTENBHON BNACTU 3asiBNEHNA O BHECEHUN TaKUX U3MEHEHUN.

(B pea. PenepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. B cnyyae BHeceHMsi M3MEHEHMI B [AOKYMEHTbl, COAEpXallMecs B pPermcrpauMoHHOM [JoCbe Ha
3aperucTpMpoBaHHbIA  NIEKApCTBEHHbIM Npenapat Ans BETEPUHAPHOro MPUMEHEHWS, B OTHOLUEHUMU CBEOAEHWUW,
yKasaHHbIX B nognyHkTax "e", "x", "k", "n", "n", "c", "x" nyHkTa 7 yactu 3 ctatbu 17 HacToswero degepanbHOro 3akoHa,
NU3MEHeHns 1 (unu) OOMONHEHMS MPOM3BOACTBEHHONM MOLWAnKM NEKapCTBEHHOrO CpeacTBa, a Takke B Cryyae
NU3MEeHeHNs nokasaTenen kKauecTBa NekapCTBEHHOro npenaparta And BETEPUHAPHOro MpuUMEHEeHus u (Mnn) MeToaoB
KOHTpOMNs KayecTBa JleKapCTBEHHOro Mnpenaparta ANnd BETEPUHApPHOro NPUMEHEHWs MNPOBOAUTCHA  3KCnepTu3a
nekapCTBEHHOIO CPeACTBa AN BETEPMHAPHOIo NpuMeHeHusl. B cnyvyae HEOOXOAMMOCTN BHECEHUSI MHBIX U3MEHEHWI B
OOKYMEHTBI, cogepXaljuecs B PermcrpalMoHHOM [OCbE Ha 3aperMcTpUpOBaHHbIV NEKAapCTBEHHbIM MpenapaTt Aans
BETEPUMHAPHOIO NMPUMEHEHMS, 3KCMEPTM3a NIEKAPCTBEHHOIO CpeAcTBa A1 BETEPMHAPHOIO NPUMEHEHUS HE MPOBOAMUTCS.
(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

3. C 3aaBneHnemM O BHECEHUN WU3MEHEHWA B OOKYMEHTbl, COAepXallMecss B pPEerucTpaLMoHHOM [OCbe Ha
3aperucTpupoBaHHbIN  NEKapCTBEHHbIV npenapat Ang BeTepMHApHOro MNpUMEHEHUs, Hapsay C  [AOKYMEHTaMmu,
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

yKa3aHHbIMW B 4acTu 1 HACTOsLLElN cTaTbW, NPEACTaBNATCA JOKYMEHTbI, MOATBEpXKAaoLWmne ynnaTty rocyaapCTBEHHON
MOLLNMMHbI 3a BHECEeHMe B [OOKYMEHTbl, codepXaliMecss B PerncTtpauMoHHOM [OCbe Ha 3aperncTpupoBaHHbIN
NeKapcTBEHHbIM npenapaT A BETEPUMHAPHOrO MNPUMEHEHUS, WU3MEHEHWURN, TPeOylLwmx MpoBEAEHUss SKCMEepPTU3bl
neKkapcTBEHHOro cpeacTBa AN BETEPUHAPHOro NPUMEHEHNS, U U3SMEHEHUI, HE TPEeBYIOLWNX NPOBEAEHNS SKCNEPTU3bI
neKkapcTBEHHOro cpeacTBa Ans BETEPUHAPHOrO NPUMEHEHNS.

(B pea. PenepanbHoro 3akoHa ot 22.10.2014 N 313-93)

4. B CcpoK, He MpeBbILAWMIA AecaTn pabounx AHEN CO AHA MOCTYMNMEHMS yKa3aHHOro B 4YacTu 1 HacTosLen
cTaTby 3asiBNEHNSA 1 HEOOXOANMBIX JOKYMEHTOB, YNOMHOMOYEHHbIA doegepanbHbI opraH UCMOMHUTENbHOW BRAaCTU:

1) NnpoBOAMT NPOBEPKY NOSTHOTHI M AOCTOBEPHOCTU CBEOEHUN, COOEPXALUMXCA B MPEACTaBMEHHbIX 3asBUTENEM
OOKyMeHTaXx;

2) NpyHMMaEeT peLleHne 0 NpoBeaEeHUN IKCNepPTU3bl NEKapCTBEHHOIO CPEeACTBa AN BETEPUHAPHOIro NpUMEHEeHNs
unu ob oTkase B ee NPOBEAEHUN;

3) yBegomnsAeT B MMCbMEHHOW (hOpMe 3a8BUTENS O MPUHSATOM PELUEHMU UMW B Clyvae MPUHATUSA pelueHnss ob
OoTKa3e B NPOBEAEHMM SKCNEPTU3bI NIEKAPCTBEHHOIO CPeacTBa AJ1S1 BETEPUHAPHOIO MPUMEHEHUS C YKa3aHWEM MNPUYMH
Takoro oTkasa.

5. OcHOBaHMeM ANl OTkasa B NPOBEAEHWMM SKCMEPTU3bl NEKAPCTBEHHOrO CpeacTBa [Ansi BETEPUMHAPHOro
NPUMEHEHUsT ABNSAETCS NpeacTaBneHne AOKYMEHTOB, yKasdaHHbIX B 4YacTtax 1 m 3 HacTosiwen cTtaTtbu, B HEMNOSIHOM
0ObeMe MM oTCyTCTBME B NPeACTaBEHHbIX JOKYMEHTaxX AOCTAaTOYHbIX CBEAEHWIA, NOATBEPXKAAWMNX HEOOXOAMMOCTb
BHECEHUSI UBMEHEHUN.

6. OKcnepTr3a NekapCTBEHHOMO cpeacTBa AJ1 BETEPUHAPHOrO MPUMEHEHUs] B LENSX BHECEHUS U3MEHEHWUA B
OOKYMEHTbI, coepXalimecs B perucTpaumMoHHOM [OCbe Ha 3aperMcTpUpoBaHHbIA NEKApPCTBEHHbIM npenapaTt Aans
BETEPMHAPHOro NPUMEHEHUS, OCYLLECTBNSAETCS B MNOpsAKe, YCTAaHOBMNEHHOM cTaTtben 24 HacTodwero depepanbHOro
3aKoHa.

6.1. B cpok, He nNpeBbiWakLWni NATM pabounx AHEN CO AHSA MONyYEHMsT 3aKIMOYEHUS] KOMUCCUMM IKCMEPTOB MO
pesynbTataM yKa3aHHOW B YacTy 2 HacCTOsILLEN CTaTbWM 9KCMEepTU3bl, YMNOMHOMOYEHHbIN deaepanbHbil  opraH
WCMNOMNHUTENbHOW BNacTu:

1) NnpUHMMaET peLleHne 0 BHECEHMN U3MEHEHUA B OOKYMEHTbI, CoAepXalimMecsi B perncTpauumoHHOM [OCbe Ha
3aperncTpupoBaHHbIN NEeKapCTBEHHbIV NpenapaTt And BETEPUHAPHOro NPUMEHEHUs1, UM 006 OTKa3e BO BHECEHUN TaKuX
M3MEHEHWUN;

2) BHOCUT B rOCyapCTBEHHbIV peecTp NeKapCTBEHHbIX CPEACTB HA OCHOBAHUWN PELLEHUSA O BHECEHUN W3MEHEHUN
B AOKYMEHTbI, coaepXalimecss B pPermcTpauMoHHOM [OCbe Ha 3aperncTpyMpOBaHHBIN NEKAPCTBEHHbIN Mpenapat ans
BETEPMHAPHOro NPUMEHEHUs!, He0OXoaANMblE N3MEHEHUS N BO3BPALLAET 3TW AOKYMEHTbI 3asiBUTENIO.

(vacTb 6.1 BBegeHa dPepepanbHbiM 3akoHOM oT 22.10.2014 N 313-93)

7. OcHOBaHMeM Ofis 0TKa3a BO BHECEHUN U3MEHEHUI B OKYMEHTbI, coAepKalimecsa B pernctpaumoHHOM O0Cbe
Ha 3aperMcTpMpoBaHHbLIA NEKAPCTBEHHbIN npenapaT AOnsi BETEPUMHAPHOrO MPUMEHEHUSs, SBNSIETCS 3aKm4YeHue
YMNOSTHOMOYEHHOIo befepanbHOro opraHa WCMOSNIHUTENbHOW BMacTM O BO3MOXHOCTU CHUMXEHUs Ge3onacHocTy,
KayecTBa, 3(pPEKTUBHOCTU MEKApPCTBEHHOrO npenapata ANd BETEpPUHapHOro MPUMEHEHMS B Clydae BHECEHMWs
N3MEHEHN B YKa3aHHbIE JOKYMEHTbI.

8. [lonyckaeTcs obpalleHne nekapCTBEHHbIX NpenapaToB 4S9 BETEPUHAPHOrO MPUMEHEHUS OO UCTEYEHUST CPOKa
rogHOCTW, NPOM3BEAEHHbIX B TeYeHMe CcTa BOCbMUAECATM [HEW nocne pAatbl NPUHATMS  YNOSTHOMOYEHHbIM
denepanbHbIM OpraHoOM UCMNOSTHUTENBHOM BNACTU PeLLEHUS O BHECEHUN U3MEHEHUA B OOKYMEHTbI, codepXalivecs B
perncTpaumoHHOM [O0Cbe Ha FeKapCTBEHHLIN MpenapaT, B COOTBETCTBUM C WHopMauuein, codepxallencs B
OOKYMeHTax permcTpaumMoHHOro 4OCke Ha NeKkapCTBEHHbIV Npenapart A0 AaTbl NPUHATUS Takoro peLLeHuns.

(vacTb 8 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratbsa 32. OTMeHa rocyfapCTBEHHOW permcTpaLmmn nekapcTBEHHOro npenaparta

PeweHne 06 OTMeHe rocyfapCTBEHHOW perucTpauuyM nekapCcTBEHHOro npernapata W UCKITHYEHWUM
nekapcTBEHHOro npenapaTa M3 rocyapCTBEHHOrO peecTpa NleKapCTBEHHbIX CPEACTB NPUHUMAETCS  YNOMHOMOYEHHbIM
denepanbHbIM OpraHoM UCMOMHUTENBHOW BACTU B Cryyae:

1) NpeacTaBneHnsi COOTBETCTBYIOLLUM YMONHOMOYEHHbIM dbeeparnbHbIM OpraHoM WCMOSNHUTENbHOW BRacTy
3aKITIOYEHMS O pyUcke Unn 06 yrpo3e 340POBbI0, XU3HU YenoBeKa WK XMBOTHOMO MpU MPUMEHEHUWU FNEeKapCTBEHHOrOo
npenapara, npesbiLaloLLnX ero 3eKTMBHOCTb, NO pe3ynbTaTaM OCYLLECTBNSAEMOro UM MOHUTOPMHra 6e3onacHoOCTM
nekapcTBEHHOro npenapara;

2) nogauv gepxaTenem unv BrnagenbleM perMcTpaurMoHHOro yooCTOBEpPEHUsI NEeKapCTBEHHOro npenaparta unm
YNOMHOMOYEHHBIM UM APYIMM  OPUONYECKMM FULOM 3asBrneHuss o6 OTMeHe rocyJapCTBEHHOW perncrpauum
nekapcTBEHHOro npenapara;

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)
3) HenoATBepPXXAEHUS roOCyAapCTBEHHOWN perncTpaummn nekapcTBEHHOro npenaparta no MCTeYeHUn Cpoka AeCTBUSA
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

perMcTpaumoHHOro Ya4OCTOBEPEHWS, BbIAAHHOMO Ha NSATh NET;

4) HenpeacTaBneHns 3asiBUTENeM MHopmMaumn, KOTopas MOXET NoBMeYb 3a Cobon HeobXOoOUMOCTb BHECEHUS
M3MEHEHUA B OOKYMEHTbI, COAepXalluMecs B PerncrpauuoHHOM AOCbe Ha 3apermcTpyMpoBaHHbIN  NeKapCTBEHHbIN
npenapar, B Te4eHne Tpuauat paboumx AHen co AHS HACTYNMNEHUS 3TUX U3MEHEHUN;

5) ocyuiecTBneHns rocygapCTBEHHON perncTpaumm nekapcTBEHHOro npenaparta nog TOproBblM HanMeEHOBaHMEM
3aperMcTpUpoBaHHOIO paHee MnoA 3TMM TOProBbiIM HaMMEHOBaHWEM JIEKApPCTBEHHOrO Mpenaparta, OTMMYaloLerocs
KayeCTBEHHbIM COCTaBOM JENCTBYIOLLNX BELLECTB;

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6) ocyLlecTBNeHns rocyaapCTBEHHOW perncTpaummn 3assmMTenem OgHOro M TOro Ke fekapCTBEHHOro npenapara
noA pasnnyHbIMU TOProBbIMM HAMEHOBaHUSAMU;

7) BbIHECEHMS CYOOM pelleHMs O HapyweHun npaB npaBoobnagatenss OOBLEKTOB MHTENNEKTyanbHON
CcOBCTBEHHOCTM NMpU 0OpaLLEHUN NEKAPCTBEHHBLIX CPEACTB;

8) oTcyTCTBMA NEekapCTBEHHOIO nNpenapara B obpalleHnn B Poccuiickon depgepauun B TeyeHue Tpex u bonee
ner;

(n. 8 BBeaeH ®egepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

9) HeBbLINONHEHWS JepxaTeneMm unu BnagenbuemM pPermcTpaumMoHHOro  YAOCTOBEPEHWUs  NeKapCTBEHHOro
npenapara nMbo ynonHOMOYEHHBIM UMW APYTMM IOPUAMYECKAM NIULIOM MePOoNpUATUA no obecneyeHuto Ge3onacHoOCTu
nekapCTBEHHbIX NpenapaToB, YCTAHOBIEHHLIX YNOTHOMOYEHHbIM doeepanbHbiM OpraHoM WCMONMHUTENBHOW BNactu B
cooTBeTCTBMM C Yactamm 3 n 4 ctatbn 64 Hactoswero ®degepanbHOro 3akoHa, B paMKax OCYLLECTBIEHMS
dapmakoHagsopa;

(n. 9 BBeaeH PegepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

10) oTkasa gepxaTtensa wnu Bnagenbla PerMcTpauuoHHOro YyAOCTOBEPEHUS feKkapCTBEHHOro npenapara nvbo
YMOSTHOMOYEHHOIro VMW APYroro HpuanYeckoro nuua OT BHECEHWS WU3MEHEHWA B WHCTPYKUMIO MO  NPUMEHEHUIO
nekapCTBEHHOrO Mnpenapara, KacaloMXCA HOBbIX MOATBEPKAEHHBLIX OAHHLIX O TOM, YTO PUCK MPUYMHEHMS Bpeaa
300POBbIO YENOBEKA UMW XMBOTHOIO BCNEACTBUE NMPUEMa NekapCTBEHHOMO NpenapaTta npeBbiwaeT apdEKTUBHOCTb €ro
NPUMEHEHNS.

(n. 10 BBegeH depepanbHbIM 3aKkOHOM OT 22.12.2014 N 429-93)

CraTtbsa 33. [ocyaapCTBEHHbIN peecTp nekapcTBEHHbIX CPeacTB

1. TocynapCTBeHHbIN peecTp fekapCTBEHHbIX CPeACTB COAEPXUT MepeyeHb JeKapCTBEHHbIX Npenapartos,
npoweawmnx rocyadapCTBEHHYI peructpaumio, nepeyeHb apmaueBTUYecknx cybctaHuun, BxogdAwmMx B COCTaB
NeKapCTBEHHbIX MpenapaToB, U CreayLLyo nHopMaumio:

1) B OTHOLLEHUN NeKapCTBEHHbIX NpenapaTos:

a) HanMeHoBaHWe NekapCTBEHHOro npenapara (MexayHapoaHoe HenaTeHTOBaHHOe, MMM rpynnuUpoBOYHOE, UMK
XMUMUYECKOEe 1 TOProBoe HanMeHoOBaHUS);

(B pea. PenepanbHoro 3akoHa oT 22.12.2014 N 429-93)

6) nekapcTBeHHad opma C Yyka3aHMeM [O3MPOBKM [lekapCTBEHHOrO MpenapaTta W ero KomvdectBa B
noTpebuTensckon ynakoBke;

B) HAMMEHOBaHMe aepXxaTensa unu Bnagenbsla permcTpauuoHHOro yaoCcToBEpEHUS NeKapCTBEHHOO nNpenapara;
(nn. "B" B pea. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

) HauMeHoBaHWe 1 agpec NPOU3BOAUTENS NeKapCTBEHHOro npenapara;

4) cbapmakoTepaneBTMYeckas rpynna, ko4 fekapCTBEHHOro npenapaTa no aHaToOMO-TepaneBTUYECKO-XMMMNYECKON
Knaccudgukaumm, pekoMmeHgosaHHON BcemMupHOM opraHmsaumnen 3agpaBooXpaHeHns;

(nn. "a" B peg. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)

€) NoKasaHus 1 NPOTUBOMNOKa3aHUSA K NPUMEHEHUIO NEKapCTBEHHOrO Npenapara;

) NoGoYHbIE AENCTBUS NIEKAPCTBEHHOIO Npenapara;

3) CPOK rOAHOCTY NeKapCTBEHHOro npenapara;

1) YCNOBUSI XpaHEHMS NIekapCTBEHHOIO Npenapara;

K) yCroBuWsi OTMyCKa NleKapCTBEHHOro npenapaTa;

n) Homep dhapmakonMenHoOn cTaTbM UMM B Clyyae ee OTCYTCTBUSI HOMEP HOpPMaTMBHOW [OKyMeHTauum nunbo
HOPMaTUBHOIO JOKYMEHTA;

M) JaTa rocygapCTBEHHOW peructpauum nekapCcTBEHHOro npenapaTta M ero perucTpauuoHHbli HoMep, AaTta
3aMeHbl PErMcTpauMOHHOrO yOOCTOBEPEHUSI JIEKAapCTBEHHOrO Mpenapata Ha ©OeccpodHoe perncrpauuoHHoe
yOOCTOBEpEHME feKapCTBEHHOro npenapaTta, gaTa nofdayn 3asdBfieHus O MOATBEPXOAEHUU roCcyAapCTBEHHOW
perncTpauum nekapcTBeHHOro npenapara, fata OTMeHbl rocyJapCTBEHHOW perncTpauun nekapCTBEHHOro npenapara;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

H) Ka4yeCTBEHHbIA COCTaB U KOMMYECTBEHHBLIN COCTaB [AEWCTBYIOLLUMX BELIEeCTB U KaAYeCTBEHHbIN COCTaB
BCMomoraTerbHbIX BELLLECTB NleKapCTBEHHOro npenaparTa;
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

(nn. "H" BBeaeH PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

0) nHcopmMaumsi 060 BCeX pa3peLLEeHHbIX BUAAX BTOPUYHOM (MOTPeObUTENBCKOM) YNaKoBKH;
(nn. "o" BBeaeH PegepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

n) 4aTa NPUHATUSA peLLEHNA O BO3MOXHOCTU paccMaTpuBaTh NEKapCTBEHHbIN NpenapaTt Mpu rocyaapCTBEHHOWN
peructpauumn B Ka4ectse opcaHHOro nekapcTBEHHOro npenapara;
(nn. "n" BBeaeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

p) HANM4Yne fekapCTBEHHOrO MpenapaTta B MepeyvyHe XU3HEHHO HeOoOXOAMMBIX W BaXKHEWLIUX JeKapCTBEHHbIX
npenapaTos;

(nn. "p" BBeaeH ®egepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

C) Hanuune B NEKapCTBEHHOM MnpenapaTe HapKOTUYECKUX CPeaCTB, NCMXOTPOMNHbLIX BELLECTB U MX MPEKYPCOpPOB,
nognexawunx koHTponto B Poccuiickon ®egepaunmn, B COOTBETCTBUN C 3aKoHogaTenbCcTBOM Poccuiickon depepauuu,
MexayHapoaHbiMn gorosopamu Poccuiickon ®depepaumn, B ToOM 4ucne EAOWMHOM KOHBEHUMEN O HApPKOTUYECKUX
cpeactBax 1961 roga n KoHBeHLMen 0 NcuxoTponHeix BewecTsax 1971 roaa;

(mn. "c" BBegeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

T) MHdoOpMaUua O TOM, SIBNSETCA N [AaHHbIA NEeKapCTBEHHbIN npenapaT pedepeHTHbIM NeKapCTBEHHbIM
npenapaTom;

(nn. "T" BBeaeH d®epepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

y) cBeeHusl 0 nogaye 3asiBNEHUSA O BHECEHUN M3MEHEHMIN B LOKYMEHTbI, COAEPXALUMECH B PErncTpauyoHHOM
[0Cbe Ha NekapCTBEHHLIN Npenapar;

(nn. "y" BBegeH PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

KoHcynbTaHTlnoc: npumeyaHue.

MHdopmaLmsa o B3anmo3aMeHAEMOCTI NTEKapCTBEHHbIX NpenapaToB ANs MEAULUHCKOTO MPUMEHEHUS NOONEXUT
BKITIOYEHUNI0 B TOCYAapPCTBEHHbIN PEeCcTp fekapcTBeHHbIX cpeactB ¢ 1 sHBapst 2018 roga (PepeparnbHbii 3aKOH OT
22.12.2014 N 429-93).

&) cBeaeHMsi 0 B3aMMO3aMeEHSIEMOCTM NIeKapCTBEHHOrO nNpenapara;
(nn. "¢" BBeaeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

X) CPOK BBEEHWS NIEKapCTBEHHOIO Npenapara B rpaXgaHckuin obopor;
(nn. "x" BBegeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

2) B OTHOLWEHUN hapmaLeBTUYECKMX CyBCTaHLN:

a) HammeHoBaHVe apMaLeBTUYECKON cybcTaHumm (MexXayHapoaHoOe HenaTeHTOBaHHOE, MIU rpynnuMpoBOYHOE,
UM XMMN4yeckoe 1 TOproBoe HaMMeHOBaHNS);

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) HaumeHoBaHVe N agpec NPoM3BOAMTENSA dapMaLleBTUYECKON CcyOCcTaHUmK;

B) CPOK rogHocTu chapmMaueBTu4eckon cybctaHumm;

r) ycrnoBusi XxpaHeHus papmaveBTMYecKon cybecTaHumu;

A4) HoMep dapMakonemHonm cTaTbW UMM B Cryvyae ee OTCYTCTBUA HOMEpP HOPMAaTUMBHOM OOKYMeHTauuu nmbo
HOPMaTUBHOIO JOKYMEHTA;

€) Hannure dapmaLeBTUYeckor CybGCTaHUMM B NEpeYHe HapKOTUYECKMX CPEACTB, NCUXOTPOMHbIX BELLECTB U WX
NpeKypcopoB, noanexawux KoHTponto B Poccuinckon ®efepauuu, B COOTBETCTBUM C 3aKoHOAATeNbCTBOM Poccuiickon
®epgepaumn, MexgyHapogHbiMu pgorosopamu Poccuiickon ®Pepgepaumm, B ToM  uucne EgvHon  KOHBeHUMen o
HapkoTuyeckmx cpeacteax 1961 roga n KoHBeHLmen 0 ncuxoTponHbiX BewecTeax 1971 roga.

(nn. "e" BBeaeH ®egeparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

2. ®apmaueBTudeckasi CcyOCTaHUWsi, MpouM3BEedEeHHas [Ans  peanusauun, MoXeT ObiTb BKMOYeHaA B
roCcyJapCTBEHHBIN PeecTp NeKapCTBEHHbIX CPEACTB Ha OCHOBaHWM 3asiBNeHus pas3paboTtyvka unv npousBoauTens
rniekapCTBEHHOro cpeAcTsa NMMbOo YNOSTHOMOYEHHOIO MU OPUONYECKOIO NLA NPW YCITOBUM MPOBEAEHUSA B OTHOLLEHWUU
Takon cpapmaueBTU4eckorn cybCTaHUMM 3KCMepTM3bl KadecTBa apmaueBTMYEecKoM CcybCeTaHuuMum B Nopsake,
yCcTaHoBMNeHHOM cTaTben 34 HacTosuwero ®egepanbHOro 3akoHa. B oTHoweHuun capmaueBTnyeckux cybctaHumnm,
Npon3BeAEeHHbIX A8 peanuaaunn, B rocyJapCTBEHHOM pEECTPe NEeKapCTBEHHbIX CPeACTB COAEPXKUTCA creaytoLas
WHopmaumsa:

1) HaMmeHoBaHWe chapmaleBTUYECKON cybCcTaHUumM (MeXayHapoaHOe HenaTeHTOBaHHOE, WX TPYyNMnMpOBOYHOE,
U XMMNYECKOE N TOProBOE HaUMEHOBaHWSA);

2) HaMMeHoBaHWe 1 agpec npouseoauTens apMmaueBTU4eckon cybcTaHumu;

3) CpoK rogHOCTM hapmaLEeBTUYECKON CyOCTaHLUMK;

4) ycnosusi xpaHeHusa cbapmMaveBTuieckon cybctaHumm;

5) Homep dhapmakonenHon ctatbl NGO B Criydyae ee OTCYTCTBMS HOMEP HOPMAaTMBHOW [OKYMEHTauuW Wmu
HOPMaTUBHOIO JAOKYMEHTA;

6) Hanuume papmMaueBTUYECKON CybCTaHUMN B NepeYHe HAapKOTUYECKUX CPEACTB, MCUXOTPOMHbIX BELECTB U WX
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

NpeKypcopoB, noanexawmnx KoHTponto B Poccuickon ®efepauuu, B COOTBETCTBUM C 3aKoHOAATeNbCTBOM Poccuiickon
®egepaumn, MexgyHapogHbiMu goroBopamu Poccuiickon ®Pepepaumm, B ToM uucne EguHon  KOHBeHUMen o
HapkoTuyeckmx cpeacteax 1961 roga n KoHBeHLmen 0 NcuxoTponHbiX BewecTBax 1971 roaa;

7) Aata BKNIOYEHNs hapMaLeBTUYECKON CyBCTaHLMM B rocy4apCTBEHHbIN peecTp NekapCTBEHHbIX CPEACTB, AaTta
BHECEHUSI U3MEHEHWA B [LOKYMEHTbl hapmaueBTUYeCcKOM cybcTaHumMM, gata WCKMIYeHust  dhapMaleBTUYeCcKon
cybcTaHumMmn 13 rocygapCcTBEHHOIO peecTpa fiekapCTBEHHbIX CPeACTB.

(4acTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. MNopsaok BeAeHWs rocyfapCTBEHHOIO peecTpa NeKapCTBEHHbIX CPEACTB ANS MEAWMLMHCKOro MpUMEHEHMs 1
NopsiiOK BEAEHWS TOCYAApPCTBEHHOTO peecTpa JIeKapCTBEHHbIX CPeacTB AN BETEPUHAPHOro  MPUMEHEHMS
YTBEPXKAAKTCS COOTBETCTBYIOLLMM YNONHOMOYEHHbIM dheaepanbHbIM OpraHoOM UCMONTHUTENBHOW BNACTU.

Cratba 34. BknoYeHMe B TOCYQAPCTBEHHbIA PEECTp IEeKapCTBEHHbIX CPEACTB W UCKMIYEHUE U3
rocyoapCTBEHHOTO peecTpa JeKapCTBEHHbIX cpeAcTB hapmaueBTUYeckon cybcTaHuuu, nNpou3BedeHHoW Ans
peanusauum
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. Ona BknoYeHUss dapMaLeBTUYeCKoN CcybCcTaHuMKM, NPOu3BEeOeHHON ANs peanusauuun, B rocy4apCTBEHHbIN
peecTp nekapCcTBEHHbIX CPeACTB, MPOBOAMTCH IKCNepTHU3a ee KavecTBa.
(B pea. PenepanbHoro 3akoHa oT 22.12.2014 N 429-93)

2. DKcnepTuM3a KavyecTBa yKka3aHHOM B YacTu 1 HacTosiwen ctaTbn hapMaueBTUYECKON cybCTaHUUKN, COCTaBNeHne
KOMUCCUEN SKCMEPTOB 3aKMOYEHMI MO pes3ynbTaTaM 3TOW SKCMEPTU3bl M WX HanpaBreHue B YMNOSIHOMOYEHHbIV
dhedeparnbHbI OpraH UCMONMHUTENbLHON BNACcTM OCYLLECTBISIOTCA B CPOK, HE MPEBbILAIOWMA WecTuaecatn paboumnx
OHen co OHA NONyYeHUst IKCNEPTHbIM YUpeXXaeHneM COOTBETCTBYHLIEro 3adaHust YNONHOMOYEHHOro deaepansHoro
opraHa UCMNOMHUTENbHOW BNACTU U CreaytoLwmnx JOKYMEHTOB:

1) KONWst NUUEH3UM Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB MM KOMWUS  3aKMIOYEHWss O COOTBETCTBUM
NPON3BOAMTENS fNleKapCTBEHHbIX CpeacTB TpeboBaHMAM NpaBui Haanexallen NPou3BOACTBEHHON NPaKTUKW, BblAaHHbIE
YNOSTHOMOYEHHbIM heepanbHbIM OpraHoOM MCMONHUTENBHOM BNacTu, B CNyyYae, ecrnv Mpou3BOACTBO JIEKAPCTBEHHOTO
npenapaTta ocywectensercsa B Poccuickon depepaum;

2) Konusi BblJAHHOW YMNOSIHOMOYEHHbIM OpPraHoOM CTpaHbl MPOU3BOAUTENS MUUEH3MM Ha NpPOM3BOACTBO
NeKapCTBEHHOrO CpeAcTBa M ee MepeBod Ha PYCCKMN A3blK, 3aBEpPeHHble B YCTAHOBIEHHOM MNOpsAKe, U Komus
3aKMIOYEeHMA O COOTBETCTBMM MPOU3BOAMTENS JEeKapCTBEHHbIX CpeacTB TpeboBaHWAM MpaBwuil  Haanexaiiewn
NPON3BOACTBEHHOW MPaKTUKW, BbI4AHHOIO YMNOMIHOMOYEHHbIM (hbeaeparnbHbIM OpraHOM MWCMOMHUTENbHOW Bractu, B
cny4yae, ecnv NpoM3BOACTBO NIEKAPCTBEHHOIO CPeACcTBa OCYLLECTBNSAETCS 3a npegenamu Poccuiickon deagepaumm;

3) BOKYMEHT, coaepxallmi cnegyowmne ceeeHns o hapmaneBTUYeCKON CybCcTaHumm:

a) HaumeHoBaHWe hapMaueBTUYecKkon cybcTaHLmm, ee CTPyKTypa, obLime CBOMCTBA;

6) HaumeHoBaHWe 1 agpec NPOM3BOAMUTENS;

B) TEXHONOMMsi MPOU3BOACTBA C OMWCAHWEM CTaaui MPOU3BOACTBA M METOAOB KOHTPONSA Ha BCEX CTagusix
Npon3BOACTBA;

r) onucaHue paspaboTku npoLiecca NpoM3BOACTBa;

[) OnNUcaHne KOHTPOIS KpUTMYECKUX CTagun npoLecca NpomM3BoaCcTBa M MPOMEXYTOYHON NPOAyKLnN;

€) JOKyMeHTanbHoe noaTeepxaeHve (Banuaaumns) npoLeccoB v (Unn) NxX OLEHKa;

) CBOMCTBA N CTPYKTypa AEeNCTBYIOLLNX BELLECTB;

3) XapaKkTepucTuka npumMmecen;

n) cneumdukaums Ha hapmaleBTUHECKYHO CybCcTaHLUMI0 1 ee 0DOCHOBaHUE;

K) aHanuTU4eckMe METOAMKU, UCMONb3yeMble MPU OCYLIECTBIIEHMM KOHTPONSA kayecTBa hapMaueBTU4ECKON
cybecTaHuuu;

n) AOKYMeHTanbHoe noaTBepXaeHve (Banugauus) aHanmtuyecknx MeToamk, UCNonb3yemblxX Npu oCyLLEeCTBIEHUN
KOHTpONsi KayecTBa hapmaueBTUYECKOn cybcTaHuuu;

M) pe3ynbTaTbl aHanM3a cepuii hapMaLeBTUYECKON CybCcTaHUmK;

H) NnepeYveHb CTaHAApPTHbLIX 06pPa3uoB UM BELLECTB, MCMOSIb3YEMbIX MPU OCYLLLECTBIIEHUN KOHTPOIIS Ka4ecTBa;

0) onMcaHne XapakTePUCTUK U CBOMNCTB YNaKOBOYHbLIX MaTEPMANIOB N YKYNOPOYHbIX CPEACTB;

n) AaHHble 0 cTabunbHOCTM hapmaLeBTUYECKON CybCcTaHUmK;

p) CPOK rogHOCTH.

(vacTb 2 B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (peg. 13.07.2015))

3. Ona npoBedeHMs aKcrnepTusbl KavyecTBa ykasaHHOM B 4actu 1 HacToswen cratbl papmaueBTU4ecKkomn
cybCcTaHuum 3asBuTENb NPeaCcTaBnseT B YNONMHOMOYEHHbIM dhegepanbHbIi OpraH UCMOMHUTENbHOW BACTU:

1) 3asiBNeHMe 0 BKIMIOYEHUN B FOCY4APCTBEHHbIA PEECcTp NeKapCTBEHHbLIX CPEeACTB AaHHOW (hapMaLeBTUYECKON
cybecTaHuuu;

2) Kkonusa JoKyMeHTa, NOATBepXAaloLero ynnaty rocyaapCTBEHHOWM NOLUMMHbI 3a BKMOYEHUE B rocy4apCTBEHHbIN

KoHcynbTanTlNKoC

www.consultant.ru Crpanuua 40 13 69
HaeXHas npaBoBas noaaepXxkKa



consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADB9C029518A3EF844F09E88eCOCI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADB9C029518A3EF844F09E88eCOCI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBCC629548A3EF844F09E88eCOCI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBCC629548A3EF844F09E88eCOCI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7106BEe9O9I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7106BEe9O9I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBCC629528763F24CA9928ACBC80E0500F261267B7103BCe9ODI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBCC629528763F24CA9928ACBC80E0500F261267B7103BCe9ODI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7106B9e9O9I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7106B9e9O9I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBFC527528663F24CA9928ACBeCO8I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBFC527528663F24CA9928ACBeCO8I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7106B9e9O7I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7106B9e9O7I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDC023528263F24CA9928ACBC80E0500F261267B7103BCe9OFI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDC023528263F24CA9928ACBC80E0500F261267B7103BCe9OFI
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C6205D846EAF46A1CB86C9CF015A17F5282A7A7103BE99eAO1I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C6205D846EAF46A1CB86C9CF015A17F5282A7A7103BE99eAO1I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDC023528263F24CA9928ACBC80E0500F261267B7103BCe9OFI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDC023528263F24CA9928ACBC80E0500F261267B7103BCe9OFI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7106B9e9O6I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7106B9e9O6I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C62052876DAF46A1CB86C9CF015A17F5282A7A7006BAe9OEI
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C62052876DAF46A1CB86C9CF015A17F5282A7A7006BAe9OEI
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

peecTp NeKapCTBEHHbIX CpeacTB papmMaleBTMYECKON CcybCcTaHuMK, Mpou3BedeHHOW Ans peanu3aumu, nmbo no
CODCTBEHHOW MHUUMATMBE YKa3aHHbIA OOKYMEHT. B cnyyae ero HenpeactaBneHus 3asiBUTENEM  YMOSTHOMOYEHHbIN
degepanbHbI opraH UCMOMHUTENBLHOW BRAaCcTU NpoBepseT (pakT ynraTtbl rocyaapCTBEHHOW MOLWSIMHbLI 3asiBUTENEM C
ucnonb3oBaHneM WHdopmaumm o6 ynnaTe rocygapCTBEHHOM MOWNWMHBLI, coaepxallenca B [ocygapcTBEHHOMW
WHOPMALMOHHOW CUCTEME O FOCYOApPCTBEHHbLIX WU MYyHMUMMANbHBLIX Mnatexax, Ha OCHOBaHWW npeacTaBreHHON
3asBUTENEM KONuu JOKyMeHTa, NoATBepXaatoLwero ynnaTy rocyiapCTBEHHON NOLUSNHBI;
(n. 2 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) AOKYMEHTbI, YKa3aHHble B YacTu 2 HACTOSILLEN CTaTbW;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4) 3zagBneHne O Bblgavye paspelweHns Ha BBo3 B Poccuiickylo ®efepaunio  KOHKPETHOW napTum
He3aperncTpupoBaHHOIO NekapCTBEHHOro CPeAcTBa, NpegHasHavYeHHoro AN NpoBegeHns ykasaHHOW 3KCnepTuUsbl.

(n. 4 BBegeH depeparnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

4. B TeyeHne gecaTtn paboumx AHEN CO OHS NPUHATUS 3asBNIEHMS O BKIIOYEHNM YKa3aHHOW B YacTu 1 HacTosLwen
cTaTbu hpapmaueBTUYECKOW CybCTaHUMM B rOCyOapCTBEHHbIN pPEeecTp feKkapCTBEHHbIX CPeacTB U OOKYMEHTOB,
nepeynucrnieHHbIX B 4actu 1 M nyHKTe 2 yactu 3 HacToswen cTaTbW, YMNONTHOMOYEHHbLIN dyefeparnbHbii — opraH
NCNOMHUTENBHOW BNacTu:

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) npoBOAUT NPOBEPKY MOMHOTLI M OOCTOBEPHOCTU AaHHbIX, CoAepXalluMxcs B MpeAcTaBfeHHbIX 3asBuUTenem
JOKyMeHTax;

(B pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) npuHMMaeT pelleHne O HanpaBfeHUW B 3KCMEPTHOE yuypexaeHue 3adaHusd Ha MpoBedeHune 3dKCnepTusbl
KayecTBa yKasaHHOM B 4YacTu 1 HacTodwen ctaTbM papmaueBTUYeckon cybctaHumm unm o6 oTkase B TakoMm
HanpasneHuu;

3) yBegomMnsieT B ANEeKTPOHHON UKW NUCbMEHHOM hopMe 3asiBUTENS O NPUHATOM peLLeHnn Nnmn B cnyyae oTkasa c
yKasaHueM Npu4MH Takoro oTkasa.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cnyyae BbISIBEHNS HeOOCTOBEPHOCTU CBEAEHWW, COAepXaluxcsa B NpPeAcTaBleHHbIX 3asiBuTenem
MaTepuanax, yrnorHOMOYEHHbIN (befepanbHbii OpraH WUCMONMHUTENbHON BRacTU HanpasnseT 3asBUTento 3anpoc ob
YTOMHEHUWN YKa3aHHbIX CBeAdeHuW. [aHHbIi 3anpoc MOXeT ObiTb nepeAaH YMONHOMOYEHHOMY MPeACTaBUTENHO
3aaBUTENs NUYHO NOA PacnuCcKy, HarnpaeneH rno novte 3akasHbiM MUCbLMOM UMW NepefaH B 3MEeKTPOHHOW dopme no
TenekoMMYHWKaLIMOHHbLIM KaHanam cBA3u. B crniyyae HanpasneHusa gaHHOro 3anpoca no noyte 3akasHbiM MUCbMOM OH
cunTaeTcs NOoMy4YeHHbIM N0 UCTEYEHUN LWECTU AHEN C AaTbl HanpaBneHnsa 3aKkasHoro nucbma.

(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

4.2. 3assutenb o00A3aH npeacTtaBuUTb OTBET Ha 3anpoc  YMOMHOMOYEHHOro dhedepanbHOro opraHa
WCMONHUTENBHON BNacTy B CPOK, HE NPeBbILLALLUA AeBAHOCTa pabounx AHEW CO OHS MONyYeHWst AaHHOro 3anpoca.
CpokK, ykasaHHbIA B 4acTu 4 HacToslen cTaTbW, MPUOCTaHaABNMBAETCs CO AHSA HanpasfeHus 3asiBUTEMN0 3anpoca
YNONHOMOYEHHOro befieparbHOro opraHa UCNONHUTENbHOW BNAacTN 40 OHA MNOMYyYEeHUs MM OTBETA Ha AaHHbIN 3anpoc n
He y4nTbIBaAETCA MPY UCHMCIIEHMMN CPOKA SKCMepTU3bl KayecTBa hapMaueBTUYEeCcKor cybcTaHLmMmn, HEMCNONb3yeMON Mpu
NpOM3BOACTBE NeKkapCTBEHHbIX NpenapaTos.

(vacTb 4.2 BBegeHa PepepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

5. OcHoBaHVeM Ans OTKka3a B HaMpaBfeHUN B 3KCMEPTHOE YYpexaeHue 3afaHus Ha nposedeHue dKenepTusbl
KayecTBa yKasaHHOM B 4acTu 1 HacTosilen ctaTbl dhapMaueBTUYECKOW CyOCTaHUMM sIBNSIETCA HenpeacTaBrieHune
[OKYMEHTOB, YKasaHHbIX B 4acTW 2 HacTosllLen cTaTtbu, OTCYTCTBME MHOpMauuun, noareepxaarlen dakt ynnatbl
rocya4apCTBEHHON MNOLUMMHbI 3a BKIOYEHME dapMauleBTUYECKOW CyOCTaHLuMK, NPOM3BEOEeHHOW AN peanv3auuuv, B
rocygapCTBEHHbIN peecTp NekapCTBEHHbIX CPeacTB, HenpeacTaBneHne 3asBuTenemM B yCTaHOBIEHHbLIN CPOK OTBeTa Ha
yKasaHHbIV B YacTu 4.1 HacTosLen cTaTby 3anpoc YNONIHOMOYEHHOro hefepanbHOro opraHa UCMOMHUTENbHOW BnacTu
Unv npeacTaBneHne JOKYMEHTOB, HE COAEpXKaLLMX NCHEPnbIBAIOLLEro NepeyHst Heo6XoANMbIX CBEAEHUA.

(vacTb 5 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. B TeyeHve nsaTHaguaTn pabounx QHEN CO OHSA NONMYyYEHUS PeLIEeHNs YNOSTHOMOYEHHOTO doeeparnbHOro opraHa
UCNOMHUTENBLHOW BNacTU O HaNpaBIieHUN B 3KCNEPTHOE yyYpexaeHne 3afaHus Ha npoBedeHue 3KCnepTusbl KavecTBa
yKkasaHHOW B YacTu 1 HacToswen ctatbi hapmaueBTUYEeCKON CyOCTaHUMM 3asiBUTENb NpeacTaBnseT B 3KCNepTHoe
yuypexaeHve Onsi NpoBeAeHust OaHHOW akcnepTusbl 06pasubl (hapmaueBTUYECKOM Cyb6CTaHUuuMM B KONMYECTBE,
HeoOXoaMMOM Arfsi BOCMPOU3BEAEHWS METOAOB KOHTPONS KayecTBa. OKCMEpPTHOE yupexaeHue npu nornyyeHuu
06pasLoB ykasaHHOM B 4acTu 1 HacTosileln ctaTbl hapmaueBTUYECKOM CyOCTaHUuuM BblAaeT 3asBUTENO0 AOKYMEHT,
NOATBEPXAAWMIA NofyvyeHne 3Tux obpasLoB, M B CPOK, HE MpeBblIalWMiA Tpex paboyumx gHen, yBeJoMIseT B
3MEKTPOHHON UIM MUCbMEHHON hopme 06 3TOM YNONTHOMOYEHHbIV heaeparbHbI OpraH UCMOMHUTENbHOW BNacTn. JTu
CPOKM He BKNOYaloTCs B CPOK MPOBEAEHUS AaHHOW SKCNepTuU3bl.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)
7. OKyMeHTbI, NOCTYNMBLUWE B SKCNEPTHOE yupexaeHue Ans NPoBEeAEeHUs 3KCNepTU3bl KavyecTBa YyKa3aHHOW B
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

yactu 1 HacToswen cTaTtbn hbapmaueBTUYECKon cybcTaHLmmn, NoAnexaT BO3BpaTy B YNOMHOMOYEHHbIN deaepanbHbIv
OpraH UCMOMHWTENBHOW BNacTy OAHOBPEMEHHO C 3aKMOYEHNAMN MO pe3ynbTaTtaM NPOBEAEHHOW 3KCMEPTU3bI.

8. B cpok, He npeBbiWwakWmi NATM paboumx OHEN CO OHSA MOMyYEHUsT 3aKMYEHUsT KOMUCCUM 3KCMEPTOB MO
pesynbTataMm 3KCNepTu3bl KavyecTBa Yka3aHHOMW B 4acTu 1 HacTodwen cTaTbM apmaueBTUYecKon cybcTtaHumum,
YNOMHOMOYEHHbIV dhefeparbHbiid OpraH UCNONHUTENBHOW BNACTU:

1) oCyLLECTBNSAET OLEHKY TAKOrO 3aKMYeHUs Ansi ornpefefieHsl ero COOTBETCTBUS 3adaHMI0 Ha MNpoBefdeHue
OaHHOW 3KCMNepTn3bl;

2) NpYHMMAET peLleHne O BKITIOYEHUN yKa3aHHOM B 4acTu 1 HacToswen ctatbn dapMaleBTUYECKON cybcTaHumum
B roCyAapCTBEHHbIV PEECTP NeKapCTBEHHbIX CPEACTB UMW pelleHne 06 oTka3e B TakOM BKIIOYEHUM;

3) BHOCUT Npu NPUHATUN PELLEHUSA O BKIIHOYEHMM YKa3aHHOW B YacTu 1 HacTosWen cTaTtbu apmaueBTUYECKON
cybCcTaHUMn B rocy4apCTBEHHbIA PEECTP JEKAapCTBEHHbIX CPEACTB MPeLyCMOTPEHHY NMyHKTOM 2 yactn 1 ctatbn 33
HacTtosilero ®egepanbHOro 3akoHa UHopmaumio U yBegoMnseT o6 3TOM B SMEKTPOHHOW MM NUCbMEHHOW dhopMe
3aaBuTensl.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

9. OcHoBaHMeM [nisi OTKasa BO BKIHOYEHWM YykaszaHHOW B 4YacTu 1 HacTosien ctaTbu apmaueBTUYeCcKOM
cybCTaHUUM B rocyaapCTBEHHbIN pPEEeCcTp NeKapCTBEHHbIX CPEACTB SABMSETCS pelleHne COOTBETCTBYHOLLENO
YNONMHOMOYEHHOro hbeiepanbHOrO0 opraHa WCMNOMHUTENBHOM BRacTM O TOM, YTO KavyecTBO dapmaueBTUYECKON
cybcTaHuumn He NoATBEPXKAEHO NOMYYEHHLIMU OaHHBIMU.

(4acTb 9 BBegeHa PegepanbHbiM 3akoHoM OoT 22.10.2014 N 313-93)

10. He ponyckaeTca BKNIOYEHWE B roCy4apCTBEHHbIV PEECTP NeKkapCTBEHHbIX CPeacTB OAHOW ddapmaLleBTUYECKON
cybCcTaHuuK, NpoM3BeeHHON ANd peanv3anmm U BbiMyCKaeMoW O4HMM M TEM >Xe Npou3BoaMTENEM, B BuMAE ABYX U
bonee peecTpoBbIX 3an1cen.

(vyacTtb 10 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

11. BHeceHVe U3MeHEeHU B JOKYMEHTbI Ha papMaLeBTUYECKY0 cybCcTaHLmMIo, MPOU3BEAEHHY ANs peanu3auun
N BKJTIOYEHHYIO B rOCYJAapCTBEHHbIN PEEeCTp NeKapCTBEHHbIX CPeACTB, OCYLLECTBMSETCA B MOPSAAKE, YCTAHOBIIEHHOM
ctatbamn 30 1 31 HacTosiwero depepanbHOro 3akoHa, C ynnaTtow rocygapCTBEHHOW MOLWMHBI, MpegyCMOTPEHHOM
3akoHogartenbcTBoM Poccuiickon degepaumm o Hanorax u cbopax.

(vacTb 11 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

12. JonyckaeTcsa obpalleHve dhapMaLeBTMYeckux cybcTaHumuin, NponsBedeHHbIX AS peanv3aunm, B TeYeHre cTa
BOCbMUOECATM OHEW OO0 W MOCMe MPUHATUA YNOMHOMOYEHHBIM ddedeparbHbIM OPraHOM MCMOSNTHUTENbHON BRacTu
pELLEHNS O BHECEHMN U3MEHEHWI B JOKYMEHTbI Ha hapMaLleBTUYECKYO CyBCTaHLmI0, MPON3BEAEHHYIO AN peanusaumm
1 BKITIOYEHHYIO B rOCY4apCTBEHHbIV PEECTP NeKkapCTBEHHbIX CPeACTB.

(vacTb 12 BBegeHa depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

13. PeweHne o6 ucknoveHMM M3 rocyaapCTBEHHOrO peecTpa JeKapCTBEHHbIX CPeacTB (apMauleBTUYECKON
cybcTaHuun, npov3BEeAEHHOW AN peanu3auun, MNpPUHUMAETCsl  YNOMHOMOYEHHbIM  begeparnbHbIM - OpraHoMm
NCMNOMHMTENBHOW BNacTu B Criyyae:

1) nNpepctaBneHMst COOTBETCTBYHOLLUMM YMOSTHOMOYEHHbIM dedeparnbHbIM OpraHoOM WUCMOMHUTENBbHOW BracTu
3aKMYeHns O pucke unm o6 yrpo3e XWM3HW WM 300POBbIO  YenoBeka 5MbOo XMBOTHOMO MPU  MCMOSb30BaHUK
NeKapCTBEHHOro CPeACTBa;

2) nogaym pas3paboTynkoM NeKapCcTBEHHOro cpeacTBa WNM NPOM3BOAMTENEM feKapCTBEHHOro cpeactsa nubo
YNOMTHOMOYEHHLIM UMW OPYIMM OPUONYECKMM NMLOM 3asiBNeHust 06 MCKNIOYeHUM M3 rocydapCTBEHHOIO peecTpa
nekapCTBEHHbIX cpeacTB hapMaLeBTUYECKON CybCTaHLmMM, NPOU3BEAEHHON AN peanusaumu;

3) oTcyTcTBMA (hapmMaueBTUYeCcKon cybcTaHLmMmn, Mpon3BedeHHON anga peannsauum, B obpalleHun B Poccuinckon
depnepaumm B TeueHune Tpex n 6onee ner.

(vacTb 13 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

Cratba 35. YtpaTtuna cuny ¢ 1 nonga 2015 roga. - PegepanbHbivi 3aKoH 0T 22.12.2014 N 429-03

Cratbs 36. O6xanoBaHue pelleHnss o6 OTKkase B Bblgave paspelleHVss Ha NpoBedeHME  KIMHUYECKOro
CCreloBaHMs! NIeKapCTBEHHOrO Npenaparta, pelleHnss 06 oTkase B roCyOapCTBEHHOW perucTpauun nekapcTBeHHOro
npenapara, 3aKrno4YeHNss KOMUCCUM 3KCMEPTOB 3KCMIEPTHOIO YUPEXKAESHUS UM 3aKM0YeHNs CoBeTa Mo 3TUKe

(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

PelueHne coOTBETCTBYHIOLErO YNOTHOMOYEHHOIO dhefeparnbHOro opraHa WCMONHUTENbHOW BriacTu o6 oTkase B
BblJaye paspeLleHnst Ha NpoBeAeHe KIMMHUYECKOTO UCCedoBaHMs NeKapCTBEHHOrO npenapaTa, pelleHne ykasaHHOro
dbeaepanbHOro opraHa MCMonHWTENbHOW BfacTu o6 OoTkase B rocydapCTBEHHOW perucTpauuyM nekapcTBeHHOro
npenapara, 3aknio4YeHne KOMUCCUM SKCNEPTOB SKCMEPTHOrO YUYPEXAEeHUs UMM 3aKmnioyYeHne coBeTa Mo 3TUKE MOXeT
GbiTb 06XarnoBaHo B Nopsake, yCTaHOBMEHHOM 3aKkoHogaTenbcTeoM Poccuiickon ®egepaumun. 3aknioueHne aKcnepTa,
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

0ohOpPMIIEHHOE MO WTOraM 3KCMEepTU3bl B  LENsX OnpedenieHnsl B3aumMOo3aMeHSIEMOCTM  3apermcTpupoBaHHOMO
NeKapCcTBEHHOro npenaparta, MoXeT OblTb 06XanoBaHO [JepXaTenem Wnu  Bnagesnbuem perncTpauvoHHOro
YAIOCTOBEPEHMs1 NEKapCTBEHHOrO npenaparta B KOMUCCUIO SKCMEPTOB 3KCMEPTHOrO yUpexaeHus. 3aknioveHme KoOMUCCUm
3KCMEPTOB IKCMNEPTHOro yupexaeHusl, oopMIIeHHoe Mo UToram nepecMoTpa 06XKanoBaHHOIO 3aKMYeHUs JKcrnepTa,
MOXeET BblTb OCMOPEHO AepXaTenem Unu BnagenbsLUemM perMcTpaLmMoHHOro Y4oCTOBEPEeHMs NekapcTBEHHOro npenapara
NGB0 yNonHOMOYEHHbIM UMM NMLOM B NopsaKke, YCTaHOBMNEHHOM 3akoHoaaTenbcTBoM Poccuiickoin ®epepaumnn. Mpu
o6)xanoBaHMK peLleHns YNorTHOMOYEHHOro dedepanbHOro opraHa WCMOMHUTENBHOM BacTy, 3akrouveHusl aKkcnepTa
WM KOMUCCUM JKCTIEPTOB JKCMEPTHOTO YUYPEXKOEHWS, 3aKIOYEHUs COBETa MO 3TWKe AepxaTtell Wnv  Bragenel
PEerucTpaumoHHOro YAOCTOBEPEHUS FeKkapCTBEHHOro npenapaTta nnGo  YNofIHOMOYEHHOE UMM NMUO  Brpaee
NpeacTaBUTb pesynbTaTbl 3KCMEPTU3bl NIeKapCTBEHHOro npenapara, MPOTOKOMbl MOMyYeHHbIX aKKpeaUTOBaHHbLIMM
ucnbiTatenbHbIMU NabopaTopuamMn (LeHTpamn) pesynbTaToB UCCReaoBaHNMN, UCTIbITaHWUIA.

Cratbsa 37. VHdopmauus, cBA3aHHasi C OCYLUECTBIIEHMEM T[OCYAapCTBEHHOW perucTpauuyM neKkapCTBEeHHbIX
npenapaToB, MHMOPMaLUs O 3aperncTpMpOBaHHbIX JIEKAPCTBEHHbIX Mpenapatax W JlekapCTBEHHbIX Mpenapartax,
WCKIOYEHHbIX U3 rocy4apCTBEHHOIO peecTpa NekapcTBEHHbIX CPeacTB

1. COOTBETCTBYIOLLMI YNOMHOMOYEHHbIN dheaeparbHbii OpraH UCMNOMHUTENBHOW BriacTM pa3MellaeT Ha CBOEM
oduumnansHoOM cante B ceTu "MIHTepHeT" MHpopMaLmio, CBA3aHHYIO C OCYLLLECTBMNEHWEM FOCYAapCTBEHHOW permcrpaLmm
rniekapCTBEHHbIX NpenapaToB, B TOM YMCIE NPOBEAEHMEM IKCNEPTU3bl JIEKAPCTBEHHbBIX CPeacTB (BKMOYas pesynbraThl
ee npoBefeHust), MHhopMaLMIo O 3aperMcTPUpPOBaHHbIX FeKapCTBEHHbIX MpenapaTax M JeKapCTBEHHbIX Npenaparax,
WCKIMIOYEHHbIX N3 TOCYAapCTBEHHOrO peecTpa NekapCTBEHHbIX CPeAcCTB, He No3agHee YeM Yyepes NsATb pabounx OHen co
[OHSA NONyYeHUsa COOTBETCTBYHOLUM YMOMHOMOYEHHbIM doefeparbHbIM OpraHoM UCMOMHUTENbHOW BRacTu 3asdBneHust O
rocyapCTBEHHOWN perncTpaumm nekapcTBeHHOro npenapara.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. CpokM M _NopsgoK pasMeLLeHns yKasaHHOM B YacTu 1 HacToslwen ctaTbM MHGOpMauum ycTaHaBnuBalOTCSH
YNOSTHOMOYEHHbIM dhefepanbHbIM OpraHoM UCNOSNTHUTENbHOM BnacTu. MHdopmauus, ykasaHHaa B 4acTu 1 HacToswen
cTaTb, ABMAETCA OTKPLITON M OBOLLIEAOCTYNHON M MNPEeAOCTaBMseTCA 3aUHTEPECOBAHHbIM NMLAM B COOTBETCTBUM C
3akoHogaTenbcTBOM Poccuinckon egepaumm.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Mnaea 7. KNMMHUYECKUE UCCNEAOBAHUA NEKAPCTBEHHbIX
NPEMNAPATOB AnNA MEANMLUMUHCKOIO NPMMEHEHUA, OrOBOP
Ob UX MPOBEAEHUN, MPABA NAUUEHTOB, YYACTBYIOLLUX
B 3TUX UCCINIEAOBAHUAX

CtaTbsa 38. KnuHnyeckne nccnegosaHus NEKapCTBEHHbIX NMpenapaTtoB And MeguumMHCKOro npuMmeHeHuna

1. KnuHnuyeckue mnccnenoBaHUA nekapcTBEHHbIX MpenapaTtoB Ans MeOUUMHCKOro NpUMEHeHUsi, B TOM u4ucre
MeXayHapoAHbIe€ MHOTOLEHTPOBbIE, MHOTOLLEHTPOBbLIE, MOCTPErMCTPaLMOHHBLIE, MPOBOAATCA B OOHOW WM HECKOMbKUX
MEeOULMHCKUX OpraHM3aumax B COOTBETCTBMM C MpaBuNaMy Hagnexallen KNMHUYECKOW MPaKTUKW, YTBEepXAEHHbIMU
YNOMHOMOYEHHbIM heepanbHbIM OpraHOM UCMOMHUTENBbHOW BNACTU, COOTBETCTBEHHO B CreayoLLMX Lensx:

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) ycTtaHoBneHne ©6e30MacHOCTU §EKaApCTBEHHbIX MpenapaTtoB Ans  340poBbiX  AobpoBonbueB u  (Mnwm)
NepeHoCMOCTM X 30OPOBbIMM JOOPOBONbLAMM, 33 UCKITIOYEHNEM TaKMX UCCNEAOBaHUI JNIEKAPCTBEHHbBIX MpenapaTos,
nponsBeneHHbIX 3a npegenamm Poccunckon denepaunu;

2) nopbop onTuMarnbHbIX [AO3MPOBOK FEKApCTBEHHOrO Mpenapata W Kypca feyeHns Ang NauueHToB C
onpefeneHHsiM 3aboneBaHMeM, ONTUMAsbHbIX 403 U CXeM BaKUMHALMN MMMYHOOMONOIrMYeCcKMMU FeKapCTBEHHbIMU
npenapaTamu 340poBbIX JOOPOBONbLEB;

3) ycrtaHoBneHne ©e30MacHOCTU feKapCTBEHHOrO npenapata W ero 3dgeKTMBHOCTM AN MauueHTOB C
onpegeneHHoiM 3aboneBaHuMeM, npodunakTnyeckon 9PAEKTUBHOCTN  UMMYHOBMONOrMYECKUX  FIEKAPCTBEHHbIX
npenapaToB ANs 340pOBbIX 4OOPOBONbLEB;

4) n3yyeHne BO3MOXHOCTM pacCLUMPEHUSI MOKa3aHUM AN MEOWMUMHCKOro MPUMEHEHUS U BbISIBNEHUA paHee
HEN3BECTHbIX MOBOYHbIX AEWCTBUI 3aperMcTPUPOBaHHbIX NIEKAPCTBEHHLIX NpenapaTos.

2. B OTHOLLEHMM BOCNPOU3BEAEHHbIX NeKapCTBEHHbIX NpenapaToB ANd MeOUUUHCKOro MpUMEHEHUs NpoBOaATCSA
nccnegoBaHnss OMO3KBMBANEHTHOCTM W (MNM) TepaneBTUYECKOW 3KBMBANEHTHOCTM B Nopadke, YCTaHOBMEHHOM
YNOMHOMOYEHHbIM beepanbHbIM OpraHOM UCMOMNHUTENbHOW BNAaCTU.

3. OpraHusaumio NpoBeOeHUs KMMHUYECKUX WUCCNefoBaHWMI NEeKapCTBEHHOro npenaparta Ansi MeOULUHCKOro
NpUMEHEHWs BNpaBe OCyLLEeCTBATb:

1) pa3paboTynk NekapcTBEHHOrO Npenapara Uiy ynosIHOMOYeHHOEe 1M NNLLO;
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®epnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 03.07.2016)
0 " [JokymeHT npegoctasneH KoHcynbTaHTINOC
06 obpalleHnM NekapCTBEHHbIX CPeacTB [lata Coxpanermst: 20.01.2017

(c usm. u gon., BCTYN....

2) oOpasoBaTtenbHble  OpraHusauuun BbICLLETO obpa3zoBaHus, opraHusaumm OOMOSTHNTENBHOTO
npodeccuoHanbLHOro oopas3oBaHus;

(n. 2 B pea. PegepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4Ho-nccrnegoBaTeNbCKME OpraHn3aLmm.

4. KnuHnyeckne uccneoBaHus nekapcTBEHHOro npenapaTta Ans MeAMUMHCKOro NpUMEHEeHWsa NpoBOoAATCA Ha
OCHOBaHWUM paspeLleHnsi Ha NpPOoBeAEeHME KIMHUYECKOTO MWCCMeAoBaHMs JIeKAapCTBEHHOro mnpenapaTa, BblAAaHHOMO
YMOSTHOMOYEHHbIM  (befiepanbHbIM  OpraHOM  UCMOMHUTENBHOW BnacTW. YMNOMHOMOYEHHbIN deaepanbHbii  OpraH
WCMNOMHMTENBHOW BnacTy BedeT pPeecTp BblAaHHbIX paspelleHnn Ha MpOBEAEHUE KIMMHMYECKMX WCCNegoBaHun
rniekapCTBEHHOro npenaparta, CoAepXalluin ykasaHue Ha UX Lerb U1 Lenu, B yCTaHOBNIEHHOM 3TMM OpraHoM nopsigke.
(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-93, ot 13.07.2015 N 241-93)

5. Ytpatun cuny ¢ 1 niona 2015 roga. - ®egepanbHbiin 3akoH oT 22.12.2014 N 429-03.

6. K opraHusauum npoBefeHust KIMMHUYECKUX WCCNESOBaHWIA NEKapCTBEHHOrO npenapaTta Ans MeguumMHCKOro
NpMMEHeHNs pa3paboTyMKOM FEeKapCTBEHHOIO npenapata MOryT MpuBrekaTbCa opuguyeckne nuua  nobow
OpraHM3auMOoHHO-NPaBoBOM POPMbl MPU YCrNoBUM obBecrneyeHmst COOTBETCTBUS ITUX MCCnedoBaHui TpeboBaHUAM
HacToswwero ®egepanbHOro 3akoHa.

7. KnuHnyeckne wnccnenoBaHUa NEKapCTBEHHbIX MpenapaTtoB ANd MeOULWMHCKOTO MPUMEHEHUST NMPOBOAATCA B
MEeOULIMHCKMX OpraHm3auusax, akkpeamnToBaHHbIX YNOHOMOYEHHbIM dhefeparibHbiM OpraHOM UCMONHUTENBHON BNacTu B
nopsgke, ycraHosreHHoM [NpasutensctsoM Poccunckon ®egepaumu.

8. TllepeyeHb MEOWNLUMHCKMX OpraHv3auumi, WUMeKLWMX MpaBo MNPOBOAUTb  KIMHWYECKME UCCrefoBaHUs
nekapCTBEHHbIX MpenapaToB AN MEeOMLUMHCKOrO MPUMEHEHUS, U peecTp BbiAaHHbIX pa3pelleHVMn Ha npoBeAeHue
KMMHUYECKUX WCCMeQoBaHUM NeKapCTBEHHbIX npenapatoB onybnvKoBbLIBAOTCA M pa3MeLlaloTcs  YNONTHOMOYEHHbIM
degeparnbHbIM OpraHoOM WCMOMHUTENbHOW BNacTy B YCTAHOBIIEHHOM MM MOpPsSAKe Ha cBOeM oduumanbHOM canTe B
cetn "MIHTepHeT".

Cratbss 39. PeweHne o npoeegeHnn KrnMHU4YeCKoro wuccriegoBaHnA JnekapCcTtBeHHOro npenaparta And
MeaULUMNHCKOro npumMmeHeHunsa

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. KnuHnuyeckoe ncecnegoBaHve NekapcTBEHHOro npenapata Ang MeaMUMHCKOrO MpUMEHEHWst MpoBOAMTCS Ha
OCHOBaHWM paspelleHus Ha NpoBeAeHVe KIIMHWYECKOro WCCrefoBaHWs fekapCTBEHHOro npenapara, BblAaHHOro
YMNONIHOMOYEHHbIM befeparnbHbiM OPraHOM WCMOMHWUTENBbHON BRacTy MO pesynbTataM  3KCMepTu3bl [JOKYMEHTOB,
HeobX0oAMMbIX AN NOMyYeHNs paspeLleHns Ha NpoBedeHne KNMHMYECKOrO UCCNeaoBaHns NieKapCTBEHHOro npenapara
N 9TUYECKOMN IKCNEPTU3bI.

2. [Ina nonyyeHus paspeLleHns Ha npoBedeHne KNMHUYECKOro MUCCneaoBaHusa fNekapCcTBEHHOro npenapata Ans
MEOWLMHCKOrO MPUMEHEHWS 3as8BWUTENb NpeacTaBnsieT B YMNONMHOMOYEHHbIM dhegepanbHbil OpraH WCMONHUTENbHON
BMacTu:

1) 3asgBneHue o Bbidaye paspeLleHns Ha NPoBeAeHMEe KITMHUYECKOro NCCeAoBaHNsa fekapcTBEHHOro npenapara
ONA MeAULMHCKOro NpMMeHeHus;

2) KonNMM [JOKYMEHTOB, MNOATBEPXAAKWMX YynnaTy rocygapCTBEHHOM MOLUMMHLI 3a MPOBEAeHWe 3TUYECKOW
3KCMEepPTU3bI, IKCMEPTU3bl AOKYMEHTOB Ha IeKapCTBEHHbIM npenapaTt A5s MoSflydeHust paspelleHus Ha nposefeHue
KMWHWYECKOro UccneaoBaHNs NekapCcTBEHHOro npenapaTa Ans MeAMUUHCKOro NpUMeEHeHUs], 3a Bbiaady paspeLleHmns Ha
npoBedeHne KIMHWYECKOro MWCCrneaoBaHWsA JlekapCTBEHHOro npenapata Ans  MeauUMHCKOTO  MPUMeHeHus, 3a
npoBefeHne 3KCNepTn3bl AOKYMEHTOB Ha fleKapCTBEHHbIV npenapaTt AN NofyyYeHus paspelleHus Ha npoBedeHve
MeXayHapOAHOro MHOFOLEHTPOBOrO KIMHWYECKOro MCCreaoBaHus nekapcTBEHHOro npenapaTta Ans  MeauLMHCKOro
NPpMMEHeHWs, 3a Bblgady paspelleHuss Ha MpoBeAeHWe MexAyHapoAHOro  MHOFOLEHTPOBOrO  KIMHUYECKOro
nuccrnefoBaHus nekapcTBeHHOro npenapaTa Ansg MeauLUMHCKOro NpUMEHeHUs, 3a NpoBedeHne 3TUYECKON 3KCnepTussbl,
9KCNepTM3bl [OOKYMEHTOB Ha feKapCTBeHHbI npenapaT Ans  MNOofyyYeHust  paspelleHus Ha  npoBefdeHue
MOCTPErMcTPaLMOHHOIO KIMHUYECKOro NCCefoBaHNsA NIekapCTBEHHOro npenapaTta Ans MeAMLUUHCKOro NpUMEHeHus, 3a
BblJayy paspelleHus Ha MpoBedeHWe MNOCTPErncTPaLUMoOHHOIO  KIMMHWYECKOro  MUCCrenoBaHMs  NIeKapCTBEHHOMo
npenapata And MeavLMHCKOro MpUMEHEHUs, UM No COOCTBEHHOW MHMUMATMBE YKa3aHHble AOKYMeHThl. B cnydae
HenpeacTaBneHns 3asiBUTENEM YKasaHHbIX AOKYMEHTOB YMONHOMOYEHHbIN denepanbHbll OopraH WCMNONHUTENbHON
BnacTy nposepsieT pakT ynnaTbl rocy4apCTBEHHOW MOLWIWHBI C  MCMOMb3oBaHWeM WHdopmauum o6 ynnate
rocyaapCTBEHHOW NOLUMWHbI, coaepxallencs B [ocyaapCcTBEHHON MH(OPMAaLNOHHONW CUCTEME O FOCYAapCTBEHHbIX U
MYHMLMNAnbHbIX NaTexax, Ha OCHOBaHUW NpeaCcTaBleHHbIX 3asABUTENEM KOMUIN JOKYMEHTOB;

3) NPOTOKON KIMHNYECKOrO UCCNeaoBaHNs NekapCTBEHHOro npenapara A1 MeANLMHCKOrO NPUMEHEHWS;
BpoLutopy nccrnegosaTens;

WH(OPMALMOHHBIN NIMCTOK NaUMEHTa;
cBefieHns 06 onbiTe paboTbl ccnegoBaTenen No COOTBETCTBYHOLLMM CNELUanbHOCTSIM U UX onbiTe paboTel no

~— — — —
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

NPOBEAEHMIO KITMHUYECKNX NCCNEOO0BaHNN;

7) cBedeHuMs O MEOMUUMHCKMX OpraHu3auusx, B KOTOPbIX NpeanoriaraeTcs MpoBeAeHWe  KIMHUYECKOTo
nccnegoBaHus NekapCTBEHHOMo npenaparta ans MeguuMHCKOro NpMMEHEHUs (MofTHoe U COKpaLLeHHOe HaMMEHOBaHUS,
OpraHnsauMoHHO-NpaBoBas hopma, MECTO HAXOXAEHMS U MECTO OCYLLLECTBMNEHUSA OeATENbHOCTU, TenedoH, Tenedakc,
aZipec 3NEeKTPOHHON MOYTbI KAXA0W MeAULIMHCKOW OpraHn3aumm);

8) cBegeHus o npegnonaraeMbix CPOKax NPOBeAEHUS KIMMHUYECKOTO UCCNEeAOBaHNs NEKapCTBEHHOTO MpenapaTta
AN MeAWLMHCKOTo NPUMEHEHMS;

9) konumio goroBopa 0653aTenbHOr0 CTPaxoBaHWs, 3aKIKOYEHHOro B COOTBETCTBMM C TUNOBLIMWU _MNpaBuiaMu
00a3aTenbHOro CTpaxoBaHWsi, C YKa3aHWEM MpPeAenbHON YMCNEHHOCTU MaLMEHTOB, YYaCTBYHLUMX B  KIMHUYECKOM
nccnegoBaHMmM fiekapCTBEHHOMO npenapaTta ans MeguuuMHCKOro NpUMMeHeHUs;

10) uHcpopmaLmio 0 cocTaBe NekapcTBEHHOro nNpenapaTa Ans MeAULUMHCKOro NpUMEHeHUS;

11) OOKYMEHT, COCTaBIIEHHbIN NPON3BOAUTENEM NEKAPCTBEHHOMO NpenapaTta aAnst MeauLUMHCKOro MpPUMEHEHUS U
cofepXallMin nokasaTenu (xapakTepucTuKM), a Takke CBeOeHWsi O feKapCTBEHHOM npenapaTte Ans MeguuUHCKOro
NPVYMEHEHWS, MPOU3BEAEHHOM 4151 MPOBEAEHUS KITMHUYECKNX UCCIEef0BaHUN;

12) KOMu1Io NULIEH3UN Ha NPOM3BOACTBO JNIEKAPCTBEHHbBIX CPEACTB B Cllyyae, eCriv nNpoun3BOACTBO JTE€KApCTBEHHOMO
npenapaTta ocywectensietca B Poccunckon degepaumm, nnm KONUIO 3akMOYEHUA O COOTBETCTBUM MPOM3BOAUTENS
nekapcTBEHHOro npenapata TpeboBaHMAM MpaBui Hagnexawlen npov3BOACTBEHHOW MPAaKTUKKW,  BblAAaHHOMO
KOMMETEHTHLIM YMOJTHOMOYEHHbLIM OPraHOM CTpaHbl NPOV3BOAMTENS NEKApCTBEHHOMO Npenapara.

3. B cpok, He npeBbiwaowun NaTh pabounx gHEW CO AHA MPUHATUSA YKa3aHHOTO B MyHKTe 1 yacTu 2 HacTosiewn
cTaTbM 3asBNeHMs 1 HeobXoaANMbIX JOKYMEHTOB, YNOSTHOMOYEHHbIN dheaepanbHbIf OpraH UCMONTHUTENbHOW BNAacTu:

1) NnpoBOAMT NPOBEPKY NOSTHOTHI M AOCTOBEPHOCTU CBEOEHUN, COOEPXALUMXCA B MPEACTABMEHHbIX 3asBUTENEM
OOKyMeHTaXx;

2) NpYHMMaET peLleHne O NPOBEeAEHUN SKCNEePTU3bl JOKYMEHTOB AN MOMyYeHUs1 paspelleHns Ha npoBefeHue
KNMMHUYECKOTrO MCCIeAoBaHMS NEKAapPCTBEHHOIO NpenapaTa Anst MegUUMHCKOTO NMPUMEHEHUS U 3TUYECKOW 3KCMepTU3bl
unun ob oTkase B NPOBEAEHUN YKa3aHHbIX IKCNEPTUS3;

3) yBegomnseT B aNEKTPOHHOW hopme Urnm Ha BymMakHOM HocuTerne 3asBuTensd O MPUHATOM pelleHun nnbo B
cny4vae npuHATUS pelleHns o6 oTkase Takke C yKasaHMeM NPUYMH Takoro 0Tkasa;

4) nogrotaBnvMBaeT W HanpaBnsdeT B IKCMEPTHOE yuypexaeHue M COBeT MO 3TWKe 3ajaHue Ha npoBeaeHue
COOTBETCTBYIOLLNX SKCNEPTU3.

4. B cnyyae BbISIBNEHWSA HEMOSHOTLI U (UNN) HEAOCTOBEPHOCTU MHAOPMAaLIMK, coaepKalLlencsl B NpeacTaBneHHbIX
3agBUTENEM OOKYMEHTaX, YNOSIHOMOYEHHbIV doeeparnbHbIii OpraH MCMOMIHUTENbHOW BRacTU HanpasnsieT 3agBUTENHo
3anpoc 06 YTOYHEHMM YKa3aHHOW MWHdopmauun. [laHHbIA 3anpoc MOXEeT ObiTb nepedaH  YNoOJIHOMOYEHHOMY
npeacTaBUTENO 3asBUTENS NIMYHO MOA pacnMCKy, HampaBfeH Mo MnoyTe 3aka3HbiM MMCbMOM WNW nepedaH B
3MEKTPOHHON hopMe NO TENEKOMMYHUKALMOHHBLIM KaHanam cBasu. B cnyyae HanpaBneHus aHHOro 3anpoca no noyte
3aKa3HbIM MMCbMOM OH CHMUTaETCS NOMYyYEHHbIM MO UCTEYEHMM LLIECTU OHEN C AaTbl HanpaBfeHMsl 3akasHoro nucbMma.
3asBuTenb 06s3aH NpeacTaBUTbL OTBET HA 3anpoc YNONHOMOYEHHOrO doejeparibHOro opraHa WCMONTHUTENbHOW BNacTu
B CpOK, HE MpeBbIlIalLLNiA AeBsHOCTa paboymx gHEeW co OHSA ero nomnyyeHnus. Cpok, yKasaHHbIM B YacTu 3 HacTosiewn
cTaTbM, NPMOCTAHaBNMBAETCHA CO AHS HanpaBrieHWsi 3asiBUTENO 3anpoca YNoriHOMOYEHHOro deaepanbHoro opraHa
WCNOSTHUTENBHOM BNAcTX A0 AHS MONyYEHUS MM COOTBETCTBYIOLLIErO OTBETA U HE YYMTBIBAETCA NPU UCHUCIIEHUN CpokKa
NPUHATUSA YNONTHOMOYEHHbIM dheaepanbHbIM OPraHOM UCMONHUTENBHOW BNACTU peLlleHns O MPOBEeSEeHUN 3KCNepTUsbl
[OKYMEHTOB ANd NonyyYyeHus paspeLleHnsi Ha npoBefeHne KIMHUYECKOro MCCneaoBaHusl NekapCcTBEHHOro npenapaTta
AN MeAULMHCKOTO NPUMEHEHMS.

5. OcHoBaHVeM Ansi 0Tka3a B NPOBEAEHUN KCNEPTU3bl JOKYMEHTOB A1 MOMYyYeHUs paspeLleHnst Ha NpoBeaeHne
KNMMHUYECKOTO MCCMeAoBaHMs NekapCTBEHHOro npenapaTa Anst MeQUUMHCKOTO NMPUMEHEHUS U 3TUYECKON IKCMepTusbl
ABNSAETCA NpeACTaBneHne [LOKYMEHTOB, MPEAYCMOTPEHHbIX YacTbld 2 HaCTOsLWEN cTaTbM, B HEMONHOM o0beme,
HenpeacTaBrneHne 3asBUTENEM B YCTAHOBIIEHHbIA CPOK OTBETA Ha yKasaHHbI B 4acTu 4 HaCTOsILLEN CTaTbM 3anpoc
YNOSTHOMOYEHHOro hefiepanbHOro opraHa UCNOSTHUTENBHOW BNAcTh MO0 OTCYTCTBME B MpeACTaBeHHbIX AOKYMEHTax
ncYepnbiBaloLEro nepeyHs HeobxoAMMON NHOPMaLIMK UK NHAOPMaLIMK, KOTopas AOMMKHA ObITb OTpaXkeHa B HMX, a
Takke OTCyTCTBME WHGOPMaUMM, MNOATBEPXAawLWen cakT ynnaTel rocygapCTBEHHOM MOLUIWHBI 3a MpOBeAeHue
3TMYECKON 3KCMEepTU3bl, IKCMEepTU3bl JOKYMEHTOB Ha JIEKapCTBEHHbIA MpenapaTt Ans MOoMyyYeHus paspelleHnss Ha
npoBeAEeHNEe KIMHNYECKOTO NCCIEeAOBaHNA NIEKAPCTBEHHOrO npenaparta Ans MeQUMUMHCKOro MPUMEHEHMS, 3a Bblgadvy
paspelleHns Ha npoBedeHMEe KIMHUYECKOrO WCCrefoBaHWs NeKkapCTBEHHOro npenapata  And  MeauumMHCKOro
NPUMEHEHWs1, 3a NPOBEeAEHME IKCMEPTU3bI JOKYMEHTOB Ha NeKapCTBEHHbIN NpenapaT Afs NonyyYeHus paspelleHnst Ha
NnpoBeAeHNE MeXOyHapO4HOrO MHOMOLLEHTPOBOrO KIMMHWYECKOTO WCCNEeAOoBaHWst JIeKapCTBEHHOro npernaparta Aans
MEOULUMHCKOTO MNPUMEHEHWsl, 3a Bblgady paspelleHMs Ha MpOBEAEHUE MEXAYHapOOHOro  MHOrOLEHTPOBOrO
KNMMHWYECKOrO MCCNeAoBaHWs NIEKapCTBEHHOrO nNpenapara ans MeanUMHCKOro NPUMEHEHNs], 3a MPOBEAEHNE 3TUYECKON
3KCMNEPTM3bI, IKCNEPTU3bl LOKYMEHTOB Ha JFIEKAPCTBEHHbIN npenapaT Ans NOSMyYeHWs paspelleHusl Ha NpoBefeHune
NOCTPErNCTPALIMOHHOIO KIIMHNYECKOro UCCNeaoBaHMs NekapCcTBEHHOIo npenapara Ansg MeguuuHCKOro NnpuMeHeHusl, 3a
Bbldayy paspelleHuss Ha npoBedeHuMe MNOCTPErNCTPaLMOHHONO  KMMHUYECKOrO  UCCNeaoBaHUs  NeKapCTBEHHOMO
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(pea. ot 03.07.2016)
0 " [JokymeHT npegoctasneH KoHcynbTaHTINOC
06 obpalleHnM NekapCTBEHHbIX CPeacTB [lata Coxpanermst: 20.01.2017

(c usm. u gon., BCTYN....

npenapata 4nsa MeAULMHCKOIro NpUMEHEHMS.

6. lpoBegeHne aKcnepTU3bl [OOKYMEHTOB [ANA MOMNyYEeHUs paspelieHnss Ha MnpoBedeHue  KITMHUYECKOro
nccnenoBaHus NeKapCTBEHHOMo npenaparta ansg MeguuUHCKOro NMPUMEHEHUS U 3TUYECKON IKCNEepTU3bl, COCTaBIieHUe
KOMUCCHEN SKCMEPTOB U COBETOM MO ITUKE 3aKMHOYEHUA O BO3MOXHOCTU UMM HEBO3MOXHOCTU MPOBELEHUS TaKOro
KNMUHNYECKOTO WCCMEeAOBaHNA W HarnpasfeHue 9TUX 3akMioYeHUn B YMOMHOMOYEHHbIN  hedepanbHbIi - OpraH
NCMNOMHUTENBHOW BNAcT OCYLLIECTBNSAKTCSA B CPOK, HE MpeBbIlWAWMiA Tpuauatn paboumx AHEN CO OHA MonyyYeHus
3KCMEPTHbIM  yYpeXaeHneM 3adaHus YMNONTHOMOYEHHOro denepanbHOro opraHa UCMOMHWUTENBbHOW Bnactn C
NPUNOXeHNeM [OKYMEHTOB, YyKasaHHbIX B nyHkTax 3, 4, 10 n 11 yactn 2 HacTosiwen ctatbM, U COBETOM MO 3ITUKE
3a[aHus yNosIHOMOYEHHOro heaeparnibHOro opraHa UCMoSTHUTENbHOM BIACTM C MPUMOXEHMEM [AOKYMEHTOB, YKa3aHHbIX
B nyHkTax 3-6, 8 n 9 yactun 2 HacTosLwen cTaTbm.

7. B cpok, He npeBblWwawWwmii NATM pabounx OHEN CO OHS MOSYyYEeHWUs! 3aKMYEHUI, yKasaHHbIX B 4acTn 6
HaCTOsILLIEN CTaTbW, YNOMHOMOYEHHBIN begepanbHbIi OpraH UCNONMHUTENBHOW BNAcTy:

1) ocyLlecTBNSAET OLEHKY MOCTYMUBLUMX 3aK/OYeHWA [nis onpedeneHus WX COOTBETCTBMSA 3afaHuWsIM  Ha
npoBeAeHNe COOTBETCTBYHOLLMX IKCMEPTUS;

2) NpyHMMaEeT peLleHne O Bblaave pas3peLleHns Ha NpoBefeHNEe KIMHUYECKOrO WCCREeAOBaHUSA NEKapCTBEHHOro
npenapaTa gns MeauLMHCKOro NpuMeHeHns unu ob oTkase B Bbljavye YKasaHHOro paspeLueHms;

3) BblgaeT paspelleHve Ha NpoBedeHWe KMMHMYECKOro UCCneaoBaHUs NeKapCTBEHHOro npenapata Ans
MEeOULMHCKOrO NPUMEHEHUST UNK peLueHne 06 0TKa3e B Bblgave yYKa3aHHOro paspeLleHnsi C yka3aHMeM Npu4mH oTkasa.

8. OcHoBaHveM [N oOTka3a B Bbldaye paspelleHnss Ha MpoBeAeHMe  KITMHWYECKOro  MCCredoBaHus
nekapCTBEHHOro npenapata Anst MeQULMUHCKOIO MPUMEHEHUS ABMSIETCA Hanm4me 3akimo4YeHns KOMUCCUN KCMEPTOB UNn
3aKNIOYEHMS coBeTa MO 3TUKE O HEBO3MOXHOCTU MPOBEAEHUSI KIMMHUYECKOTO WCCReAOBaHUA JeKapCTBEHHOIro
npenapaTa gns MeauLUMHCKOro NPUMEHeHNs No pesyrnbTaTamMm NPOBEAEHHbLIX 3KCMEPTM3, NPenyCMOTPEHHbIX YacTblo 6
HacTosILLEN CTaTbu.

9. PewweHune 06 o0TKase B NPOBEAEHMN 3KCMEPTU3bl OOKYMEHTOB AN MOMyYEHUS paspeLleHus Ha MpoBefeHue
KNMMHUYECKOTO MCCIeA0oBaHMs NEeKapCTBEHHOIo nNpenapaTa Anst MegULUHCKOrO MPUMEHEHUSA M 9TUHECKOW 3KCNepTM3bl U
B Bblaye pa3peLleHns Ha NpoBeaeHne KIMHUYECKOrO UCCNeAOoBaHNs NIEKapCTBEHHOrO npenaparta ans MeauuUMHCKOro
NPUMEHEHNsT MOXET ObITb 00XXanoBaHoO B Nopsiake, yCTaHOBNEHHOM 3akoHoaaTenbcTBoM Poccuiickon degepaumm.

CtaTba 39.1. DTnyeckas akcnepTraa
(BBegeHa depepanbHbIM 3aKoOHOM OT 22.12.2014 N 429-93)

1. OTudyeckas akcnepTu3a NpoOBOAUTCSH COBETOM MO 3TWKE, CO3[4aHHbIM B NOpAdKe,  YCTAHOBEHHOM
YNONHOMOYEHHbIM dheeparnbHbIM OpraHOM WCMOSTHUTENBHOM BacTv, B LENAX Bbigayuu 3aknioveHus o6 3Tuyeckom
060CHOBAHHOCTM BO3MOXHOCTM MPOBEAEHUS  KIIMHWYECKOTO WCCINEAOBaHWSA JIEKApPCTBEHHOro npenapaTta Ans
MeaULIMHCKOro NpUMEHEHUS.

2. 3kcnepTamu coBeTa Mo 3TUKe MOryT OblTb NPeACTaBUTENN MEOULMHCKUX OPraHn3aLni, HayYHbIX OpraHusauun,
obpasoBaTenbHbIX OpraHM3auuin BbiCLIEro obpasoBaHusl, a Takke MpeacTaBuTeNnn OOLECTBEHHbIX OpraHusauun,
pPenUrmosHblX opraHu3auuMm M cpeacts MaccoBou MHopmauuu. [aHHble 3SKCnepTbl He [OMMKHbI HaxoAMTbCA B
Kakon-nnbo 3aBUCMMOCTU OT pa3paboTuMKOB NEeKapCTBEHHbLIX MPenapaTtoB WM APYrMX nul, 3aMHTEepPecoBaHHbIX B
pesynbTaTtax 3TU4EeCKON AKCNepTU3bl.

3. OnnaTta ycnyr sKcnepToB coBeTa MO 3TUKE OCYLLLECTBMSETCA Ha OCHOBaHUW [OroBOpa, 3akMiUYEeHHOro mexay
YNONHOMOYEHHbIM heiepanbHbIM OpraHOM UCMOMHUTENBbHON BNACTU, KOTOPbIM CO3aH COBET MO 3TUKE, U SKCMepToM
coBeTa Mo 3THKe, 3a CHET BIOAKETHBIX aCCUrHOBaHWUW, NPEeAYyCMOTPEHHbBIX YMOMHOMOYEHHOMY (eaepanbHOMY OpraHy
NCMNOSTHUTENBHOM BNAcTK, KOTOPLIM CO34aH COBET MO 3THKe, B doefepanbHOM OHogKeTe Ha COOTBETCTBYHOLUMIA rog Ha
obecneyeHune ero 4eATenbLHOCTHN, B pasMepax, ycTaHoBneHHbIX [pasutensctBom Poccuiickon ®egepauun.

4. JkcnepTbl coBeTa MO 3TMKE HECyT OTBETCTBEHHOCTb B COOTBETCTBUM C 3akoHodaTenbCTBOM Poccuinckon
denepaumm.

5. CoctaB coBeTa MO 3Tuke, NofoXeHne 00 3STOM coBeTe, MOpPSOOK ero OedATenbHOCTH, TpeboBaHus K
KBanudmkaumm n onbITy paboTbl NO 3KCMEPTHOM OLEHKE HAy4HbIX, MEOMLUHCKMX M 3TUYECKUX acrnekToB KIMHUYECKUX
nccnegoBaHWM NeKapCTBEHHLIX NMpenapaToB AMst MEOULMHCKOrO MPUMEHEHUS, NpeabsaBseMble K 3KCnepTaM coBeTa no
3TuKe, NOPSAOK OpraHv3aumM W npoBedeHMs 3TUYECKOM JKcnepTusbl, ¢opma 3akmyeHus coBeTa No  3Tuke
yCTaHaBMNMBAKOTCA YMOMHOMOYEHHbIM befepanbHbIM OpraHOM WCMONHUTENbHOM Bnactu. Yucno npeacrtaBuTenen
MEeOULMHCKUX OpraHn3aLmin He MOXET MpeBbILATh NOSIOBUHY OT 0OLLIEro YMcra 3KCNepToB COBETA MO 3TUMKE.

6. lHdbopmaumsa o coctaBe coBeTa Mo 3TMKe, NlaHax ero paboTbl U TeKyllen OesTeNbHOCTU pa3mellaeTcsd Ha
odmumanbHOM canTe ynorTHOMOYEHHOro hefepanbHOro opraHa MCNOSIHMTENbHOM BRactu B cetu "UHTepHeT" B
YCTAHOBMEHHOM MM MOpsiaKe.

Cratba 40. I'Ipose/J,eHme KIMNHNYECKOro uccriegoBaHnA JneKapCTBeHHOro npenaparta Anda MeauunHCKOro
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®epnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 03.07.2016)
0 " [JokymeHT npegoctasneH KoHcynbTaHTINOC
06 obpalleHnM NekapCTBEHHbIX CPeacTB [lata Coxpanermst: 20.01.2017

(c usm. u gon., BCTYN....

NPpUMEHEeHUsA

1. PykoBoguTenb MeguumMHCKON opraHmnsaumm, kKotopasi MpoBOAUT KIMHUYECKOE WCCreaoBaHUE IeKkapCTBEHHOro
npenapaTta gns MeAuMUMHCKOro NpUMEHEeHWs, HasHavaeT uccrnenosaTtens, OTBETCTBEHHOrO 3a MpoBedeHue Takoro
nuccregoBaHus M MMEloWero  nevyebHyl  crneuuanbHOCTb, COOTBETCTBYHOLLYIO  MPOBOOUMOMY  KIMHUYECKOMY
nccneaoBaHUIO NEKapCTBEHHOrO npenapaTta, Co CTaxem paboTbl MO NporpammMaM  KIMHUYECKUX UccneaoBaHuiA
NeKkapCTBEHHbIX MpenapaTtoB He MeHee YeM TpU roga 1 Nno ero npeanoXeHWo Ha3HavyaeT couccnegoBartenen M3 4duicna
Bpayen 3ToM MegULMHCKON opraHn3aLumm.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. WccnepoBatenb ocylecteBnsaeT BblIOOp MauMeHTOB, KOTOpPblE MO MEAULUMHCKMM NOoKa3aHussM MoryT ObiTb
npuBneYeHbl K y4acTuio B KITMHUYECKOM UCCeA0BaHUN NekapCTBEHHOro npenapara Ans MeauumHCKOro npuMeHeHums.

3. WccnepoBatenb M couccrnegoBatenu OOMKHbI OblTb O3HAKOMIEHbl C pe3ynbTaTamy  AOKIMHUYECKOrO
nccnegoBaHMsa NEeKapCTBEHHOrO CpeAcTBa, coAepXaluMmmcss B Opoluope uccnegoBaTtensi, NPOEKTOM MNpPOTOoKona
KITMHNYECKOrO0 WCCreAOBaHUSA JNEKapCTBEHHOro mnpenapata Ang  MeOULUHCKOro  MpUMEHeHusl, pas3paboTaHHbIM
pa3paboTyMKOM NEKapCTBEHHOrO npenaparta WAM MHbIM  HOPUOMYECKAM NULOM, NPUBMEKAEMbIM K OpraHv3auuu
NpoBeAEHNS KIMMHUYECKOTO NCCIEeA0BaHNA NEKAapCTBEHHOrO npenaparta Ansg MeOUUMHCKOrO NPUMEHEHUd, 1 Apyrumu
MaTtepuanamMmm Takoro nccrieqoBaHus.

3.1. PykoBoguTens MEOULMHCKON OpraHM3auun B CPOK, He NPEBbILLAWnA Tpex pabodmx OHEen co OHA Hadvana
NpoBeAEeHUS KNMHNYECKOrO MCCreAoBaHUs NNIeKapCTBEHHOro Npenaparta ans MeaMUMHCKOro NnpuMeHeHus, coodbwaeT ob
3TOM B YMNOMIHOMOYEHHbLIN doefepanbHbli OpraH UCNOSTHUTENBHOW BRacTu, BblOaBLUMA paspelleHne Ha npoBedeHue
TaKoro nccriefioBaHns, rno yctaHoBNeHHOM UM opme.

(vacTb 3.1 BBegeHa dPepepanbHbiM 3akoHOM 0T 29.11.2010 N 313-93)

4. OpraHusaLmu, oCyLLeCTBAIOLNE OpraHM3auuio NPoBeAEHUST KIUHUYECKOro MCCneaoBaHUs NeKapCTBEHHOro
npenapata 4N MeauLMHCKOro NMPUMEHEHNA U yKa3aHHble B 4YacTu 3 ctaTbn 38 HacTosiwero PegepanbHOro 3akoHa, B
cny4yae HeobXxoOUMOCTUN BHECEHMS MBMEHEHWIA B MPOTOKOS KIMHUYECKOrO WUCCReoBaHUS eKapCTBEHHOrO npenaparta
AN MEeOMLUMHCKOro MpUMEHeHMs1 coobwaloT 06 3TOM B YMOJTHOMOYEHHLIN dhedeparnbHbii OpraH UCMOSTHUTENbHOM
BNacTW, Bbl4aBLUMIA pa3peLLeHne Ha NPoBeAEHNE TaKkoro NCCNeAoBaHUS, MO YCTAHOBIIEHHOW UM chopme.

(B pea. PegepanbHoro 3akoHa oT 11.10.2010 N 271-93)

4.1. ®opma cooOLLUEHNST O BHECEHUN WU3MEHEHUA B MPOTOKOM KMMHUYECKOrO WCCIedoBaHWUS feKapCTBEHHOro
npenapata 4nsa MeAMLMHCKOro NpMMEHEHWS OOMKHA cogepXXaTb CreayoLwme CBEAEHNS:

1) HaMMeHoBaHWe, MOEHTUMMKALMOHHBIA HOMEP 1 AaTa NPOTOKONa KNMHWYECKOTO MCCIeaoBaHus;

2) paTa BHECEHMSI UBMEHEHWI B NPOTOKOIT KITMHUYECKOrO UCCNeaoBaHUs;

3) HaMMeHOBaHMNE N MECTO HaXOXOEeHUSA 3asBUTENS;

4) HavMeHoBaHWe OopraHu3auuu, NpUBEYEHHON pa3paboTYMKOM FNEeKapCTBEHHOro npenaparta K opraHusauum
NpoBeLEeHNs KNMHUYECKOro UccrnefoBaHns (Mpy Hanmuum);

5) HaMMeHOBaHUSA M MecTa HaxOXOEHUs MeOMUMUHCKMX OpraHu3auui, B KOTOPbIX MNPOBOAUTCHA KITMHUYECKOE
nccrneanoBaHue;

6) oaTa Bblgayn paspeLleHnst Ha NPoBeAeHNE KIMHMYECKOro MCCNegoBaHNst U HOMEp 3TOro paspeLleHust;

7) N3MEHEHMS1, BHOCUMbIE B NMPOTOKOS KITMHUYECKOrO NCCNEeA0BaHUS.

(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

5. B cpok, He npeBbIaloWmMn TpuaLaTm paboumx OHEN co OHSI MOMyYeHUsl YKa3aHHOro B YacTu 4 HacTosien
CcTaTbW COOOLLEHNS, YNTONTHOMOYEHHbIV hefepanbHbI OpraH UCMOMHUTENBHOW BriacTU paccMaTpuBaeT 3To coobLieHne
B YCTAHOBMEHHOM WM MOPSAAKE W MPUHMMAET pelieHWe O BHECEeHWM W3MEHEHWN B MNPOTOKOM  KMMHWYECKOro
nccnegoBaHUs INeKapCTBEHHOro npenapata afns MeOuuMHCKOrO MpUMMeEHEeHUs unu ob oTkase BO BHECEHUM TaKuX
n3ameHeHun. MNpu paccMoTpeHun coobLleHnss 0 HeobXooMMOCTM BHECEHUS U3MEHEHMIN B MPOTOKOM  KIMHUYECKOro
nuccnenoBaHusa NekapCTBEHHOro npenapata ans MeguuMHCKOrO MNPUMEHEHMS B Lendx OueHkM 0BO0CHOBAHHOCTU
npegnaraemblix U3MEHEHU N onpeaeneHns CTENeHN pucka Ans NauueHToB, NPUHUMAIOLWMX ydYacTue B KINMHUYECKUX
nccrefoBaHusX, ynomHOMOYEHHbIM dhedeparnbHbIM OPraHOM UCMONMHUTENBHOM BNacT MOTyT MPUBIIEKATbCS 3KCMEpThI
coBeTa Mo 3TUKe.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. KnuHnyeckoe wnccrnegoBaHWe NEKapCTBEHHOrO npenapata Ang MeOUUUHCKOTO MPUMEHEHUS MOXeT ObiTb
NPUOCTAHOBIIEHO UMW NPEKpaLLEHO, eCNK B NpoLecce ero nposefeHus obHapyXeHa OnacHOCTb AN XU3HW, 340pPOBbS
nauneHToB. B cnyyae BO3HWMKHOBEHMSI OMACHOCTU ANS XWU3HW, 300POBbSA MaLMeHTa, y4aCTBYIOLLEro B KIMHUYECKOM
uccnegoBaHMM  NeKapCTBEHHOrO Mnpenapata Al MeOMUMHCKOTO  MPUMMEHEHMs,  uccriegoBaTenn  06s3aHbl
npouHdgopmMupoBaTe 06 3TOM PYKOBOAMTENSA MEAMLMHCKON OpraHusauMn M opraHv3auuio, MofyuuBLUYHO paspeLueHve
YMNOSTHOMOYEHHOro hbeaepanbHOro opraHa MCMONHUTENbHOW BRacTM Ha OpraHu3auuio NpoBeAeHUsT KIMMHUYECKOro
uccnegoBaHMs  NeKapCTBEHHOro npenapata. PeleHne O MpUMOCTAHOBMNEHWM  KIMHUYECKOrO  MCCNegoBaHus
nekapcTBEHHOro npenapara 4nst MEAULMHCKOro NPUMEHEHNST NPUHNMAIOT PYKOBOAMTENb MEOULVHCKON OpraHu3auum u
(nnn) opraHmnsaums, nonyymMBLIasa paspeLleHme YrnoHOMOYEHHOro dhejepanbHOro opraHa MCMONHUTENbHOW BiacTu Ha
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

opraHnsaumuio NpoBeAeHNs KITMHUYECKOro uccnegoBaHus fekapcTBEHHOro npenapaTa 4ns MeauUmMHCKOro npuMeHeHus,
pelueHne o NpekpaLleHnn Takoro nccnegoBaHus NpUHMMaeT YNoNHOMOYEHHbIN dheaepanbHbIi opraH UCNONHUTENBHON
BMacTu Ha OCHOBaHUKN COOOLLEHMS B NMCbMEHHOW (hOpME PYKOBOAUTENS MEOULIMHCKOW OpraHvM3aunm unu opraHusauus,
nonyyuBllas paspeLleHne yYrnorHOMOYEHHOro defepansHOro opraHa WCMNOMHMTENbHOW BriacTM Ha opraHusauumio
NpoBeAEHUS KITMHNYECKOro nccneoBaHns fiekapcTBEHHOro npenapara Ans MeauumMHCKOro NpuMeHeHus.

7. B cpok, He npeBblaoLWuiin NATh pabounx OHEW CO OHSA 3aBepLUeHUsl, NMPUOCTAHOBIEHUS UNU MpeKpalleHus
KNMMHUYECKOTO UCCNELOBaHUS NEKApCTBEHHOIO npenaparta A MeAWMUMHCKOro MpuMeHeHusl, cooblleHne o6 aTom
HanmpaBnseTcs opraHmsauusamn, YykasaHHeiMM B 4Yactm 3 ctatbum 38 Hactodwero ®egepanbHOro 3akoHa, B
YNONMHOMOYEHHbIV dhefieparibHbIi OpraH UCMONHUTENBHOW BNACTW MO YCTAHOBIIEHHOW UM QopMe.

8. ®opma coobLieHnss 0 3aBepLUeHMM, NMPUOCTAHOBNEHUN UMW NPEKPaLLEHUN KIUHUYECKOro UCCneaoBaHus
nekapCTBEHHOro npenaparta Ans MeguumHCKOro NpUMEHeHNst AoIMKHa coaepxaTb:

1) uHopmaumo 0 MeAULMHCKOW oOpraHmsaumMmM unM MeauUMHCKUX OpraHusaumsx, npoBOAMBLUMX [aHHOE
uccnegoBaHue;

2) onucaHne JaHHOro NCccreoBaHus;

3) AaHHble nccnegoBatens (Pamunus, MMs, 0TYECTBO, MECTO paboTbl, 3aHMMaeMas JOMKHOCTb, CheLManbHOCTb,
CcTax paboTbl NO nporpammMam KIMHUYECKUX WCCrefoBaHW NeKapCTBEHHbIX MpenapaToB, nepeyeHb KIUMHUYECKUX
nccrnefoBaHUn NeKkapCTBEHHbIX MpenapaToB, B KOTOPbIX OH NpWHMMAarn yyactve (nepuogbl yyacTusl) B KadecTBe
uccnegosarens unu couccrnegosartens);

(B pea. PepepanbHoro 3akoHa oT 11.10.2010 N 271-93)

4) pesynbTaT [aHHOIO MWCCNeAoBaHMS  (3aBeplueHVe, MpPUOCTaHOBMIEHME WM MpeKpalleHne OaHHOro
nccrnegoBaHus € ykasaHueM UX NPUYMH 1 BAMSIHUS Ha OLIEHKY ero pesynbTaToB, OOLLYy OLEeHKY pucka U OXugaemomn
nonb3bl OT MNPUYMEHEHWs WCCneayemMoro JIekapCTBEHHOro mnpenapaTta, a Takke npeanonaraemble parnbHenwmve
nencraus).

8.1. lNpu BbiSBNEHUN deaepanbHbLIM OpPraHoOM WCNONHUTENBHOW BNACTW, OCYLLECTBASIOWNUM  (PYHKUMM MO
KOHTPOMIO M Haasopy B cdepe 34paBOOXPAHEHUS, HapyLEeHWA NpaBui Hagnexawen KIMHWYECKOW MNpPakTUKu npu
NpOBEAEHUN KITMHUYECKOrO NCCEeA0BaHMS NIEKAPCTBEHHOIO Npenaparta, BAMSLWUX Ha NOMTHOTY M (M) 4OCTOBEPHOCTb
OaHHOTO KIMHNYECKOro UCCnefoBaHus, ykasaHHbIn begepanbHbll OpraH MCNONHUTENBHOW BNacTM MpuocTaHaBnvBaeT
npoBeAeHne JaHHOMO KITMHUYECKOro UccrnegoBaHns M BbIHOCUT MEAMLMHCKOW OpraHu3auun, B KOTOPOW MpPOBOAMTCSH
AaHHOe KIMHUYecKoe wuccrneqoBaHue, npeanucaHue o6 ycTpaHeHWM BbISIBMEHHbIX HapylleHuwid. Mpu HeycTpaHeHun
MEeOWLMHCKON opraHn3aumMen BbISIBMIEHHbIX HapyWeHUWN B YCTAHOBMEHHbIN B MPeAnucaHun CpoK  yKasaHHbIN
defepanbHbll OpraH UCMOMHUTENbHOMW BriacTM NPUHUMAaET pelleHWe O NpeKkpalleHUn npoBeAeHUs KIMHUYECKOro
uccnegoBaHMsa NekapCTBEHHOro npenapata W HanpaenseT B defeparnbHbid OpraH WCMOSTHUTENLHOW BracTu,
OCyLLEeCTBAAWMN (PyHKUMM NO BbipaboTke M peanu3auun rocyaapCTBEHHOW MOMUTUKM U HOPMaTUBHO-NPaBOBOMY
perynupoBaHuio B cdepe 34paBOOXPAHEHUS, 3aKMoyYeHMe O BbISIBNEHWM MpU NPOBEeAEHWUUM OAHHOrO KIMHWUYECKOro
NccnefoBaHUst HapyLleHUn NpaBun Hagnexalwlenh KIMHUYECKOW NpPaKkTUKM Anst MPUHATUMSA pelleHnss o6 OoTMmeHe
paspelleHnsa Ha opraHusauuilo NpoBeAeHUs AaHHOro KMWMHUYECKOro WUCCrnedoBaHWA C AaTbl MPUHATUS peLleHust o
NPUOCTaAHOBIIEHUUN NPOBEAEHUSA KIMHUYECKOrO UCCNefOoBaHNS NekapCcTBEHHOro npenapara.

(vacTb 8.1 B peq. PenepanbHoro 3akoHa oT 13.07.2015 N 241-93)

9. YNnonHoMouYeHHbIV dhedeparnbHbI OpraH MCNOMHUTENBHON BNactTu onybrnvkoBbiIBaeT M pasMellaeT Ha CBOEM
odmumansHom canmte B ceTu "WHTepHeT" cooblieHne O 3aBeplleHuM, MPUOCTAHOBMEHUU WK NpekpalleHnn
KNMHUYECKOro UCCreaoBaHus NekapcTBEHHOro npenapara ans MeanuMHCKOro NPUMEHEHNs B CPOK, He MpeBblLLaroLLmi
NsATU pabounx AHEN CO OHS ero NoMny4YeHus, B yCTaHOBNIEHHOM UM MOPSiAKe.

10. YnonHomMo4YeHHbIn peaepanbHbIA OpraH UCMONHUTENbLHOW BriacTM  OCYLLEeCTBRASeT BedeHWe peecTtpa
uccnegosarernen, NPOBOAALMX UMM NPOBOAMBLUMX KIMHUYECKNE UCCReOoBaHUs NeKkapCTBEHHbIX npenapaTtoB Ans
MEOULMHCKOTO MPUMEHEHNs,, B COOTBETCTBUM C YTBEPXKAEHHbIMU MM NpaBunamMv 1 pasmellaeT ero Ha CBOEM
odmumansHoM canTe B ceTu "VIHTepHeT" B yCTaHOBMNEHHOM UM NOpsAAKe. YKasaHHbIA pPeecTp COAEPXUT MHopMauuio,
NpeayCMOTPEHHY0 MYHKTOM 3 4YacTu 8 HacTosLen cTaTby.

11. OTyeT 0 pesynbTaTax KIMHUYECKOrO MWCCreoBaHUs FekapCTBEHHOro npenapaTta Ang MeauuuHCKOro
NpUMEHeHUs1 COCTaBNSETCS opraHusaumen, ykasaHHon B 4acTu 3 ctatbu 38 HacTosuwero defepanbHOro 3akoHa, Ha
OCHOBaHWWN 3aKIMYEHUA MeOUUMHCKUX OpraHuM3auun, npoBOAMBLUMX 3TO WUCcnedoBaHWe, W NpeAcTaBnseTcs B
YMNONMHOMOYEHHbIN befieparnbHbli OpraH WCNONHUTENBHOW BNacTW, BblAaBLUMKA paspelleHne Ha npoBefeHue 3TOoro
nuccrnegoBaHus, B CpOK, He MpeBbIWAaloWmMn Tpex MecsdueB CO [HA €ero 3aBeplUeHusl, MPUOCTaAHOBMEHMS UMK
npekpaLeHus, B nopsgke, yCTaHOBEHHOM YMONTHOMOYEHHbIM befepanbHbIM OpraHoM UCMONHUTENBHOW BriacTu.

12. HapylweHue npaBun Hagnexaiien KINMHUYECKoN npakTukn, danbcudukaumsa pesynbTaToB  KIUHUYECKOro
nccrefoBaHus NekapCTBEHHOMO npenapata Ans MEeQULUWHCKOrO MpUMEHEHUs BIeKyT 3a COobOOM OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKOHOAaTeNbCTBOM Poccunckon ®egepaunn.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

13. lNpun npoBegeHUn KNMHUYECKOro NccrneoBaHNs NeKkapCTBEHHOMO NpenapaTta Ans MeavLMHCKOro nNpuMeHeHus

aonyckaeTtcsi 3abop y nauneHToB Guonornyeckux marepmanos (06pasLbl BUONOrMyYecknx XMOKOCTEN, TKaHeN, CeKpeToB
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[ata coxpaHeHnus: 20.01.2017

M NPOOYKTOB XU3HEOEATEeNbHOCTU YenoBeka, hU3MOSTOTMYECKMX M MaTONOMMYECKMX BblOENEHUA, Ma3KoB, COCKOOOB,
CMbIBOB, MWKPOOPraHn3amoB, OMOMNCUIHbIN MaTepuan) ons ux udydeHmss B Poccunckon depepaumm u  (unn) 3a
npegenamu Poccuiickon depgepaumm.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

14. Mopsgok BBo3a B Poccuiickyto Penepauunio n BbiBo3a 3a npefensl Poccuiickonn ®eanepaumn Guonornyeckmx
MaTepuanoB, MOMYYEHHbIX MNPV MPOBEAEHUN KITMHUYECKOTO WCCNEeAOBaHWs JIEeKapCTBEHHOro npenapaTta Ans
MeOULMHCKOro NpUMeEHeHUs, yctaHaBnmBaeTcs lNpasuTtensctBom Poccuiickon degepaunn.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CrtaTtbs 41. [loroBop 0 npoBefeHUN KNMHUYECKOTO UCCreA0BaHUA NekapCTBEHHOroO npenaparta ansg MeauumnuHCKoro
NPUMeEHeHNs

1. KnvHuyeckoe uvccrnegoBaHve IEKapCTBEHHOrO npenaparta g MeauUMHCKOrO NMPUMEHEHWUs NMpOBOAUTCS B
COOTBETCTBMM C [JOrOBOPOM O MPOBEAEHUN KITMHWYECKOTO WCCNedoBaHWs NEeKapCTBEHHOro mnpenapaTta Ans
MEAVLMHCKOrO MPUMEHEHUS, 3aKoyaeMbiM MEXAy OpraHuM3auuen, nonyyvMBLUIEA paspeLleHne  YNnoSIHOMOYEHHOMO
denepanbHOro opraHa UCMOMHUTENBHOW BNACTU Ha OpraHn3aumio NpoBeAEHNsI TaKoro UccnefoBaHns, U MeguLMHCKON
opraHusaumen, oCyLLeCTBASIOWEN NpoBeaeHNe Takoro uccneaoBaHus.

2. [oroBop O MpOBEOEHUN KIMMHWYECKOTO WCCMNEAOBaHUS NEKaApCTBEHHOrO npernapata Angd MeguuUHCKOro
NPYMEHEHNS OOIMKEH COAepXaThb:

1) ycrnoBumsi u Cpoku NpoBEeAEHUS 4aHHOTO UCCegOBaHUS;

2) onpegeneHve oOWeNn CTOMMOCTM MNpPOrpaMmbl [OAHHOIO  MCCrefoBaHWst C  yKasaHMeM  CyMMbl,
npegHasHavaroLLencs Ansg BeinnaTt uccnegosartensam, CouccrneaoBaTensam;

3) onpegeneHve opMbl  MpPeACTaBneHUs pes3ynbTaTtoB [AaHHOro  McCnefoBaHust B YNOSIHOMOYEHHbIN
deaepanbHbI opraH UCNOSTHUTENBHOW BacTu.

Crtatbss 42. ®uHaHcoBoe obecrievyeHue KIMHUYECKOTO WCCRedoBaHMsl JleKapCTBEHHOro mnpenaparta Aans
MEAMLIMHCKOro NPUMEHEHNs

®PuHaHcoBoe obecneyeHne KIMHUYECKOTO WCCNedOBaHWA fekapCTBEHHOro npenapaTta Ans  MegUUMHCKOro
NPUMEHEHMS OCYLLECTBISETCS 3a CYET:

1) cpeacTB dhegepansHoro SrooxeTa;

2) cpefcTB opraHM3auunii, NOMy4YnBLLMX paspeLleHne Ha OpraHusauuio NpoBedeHus OaHHOrO UccrefoBaHus, B
COOTBETCTBMM C YCIOBUSIMM JOroBOpa O ero NpoBegeHnm;

3) MHbIX He 3anpeLLeHHbIX 3akoHodaTenbCcTBoMm Poccuickon degepauum MCTOYHMKOB.

CtaTb4a 43. I'IpaBa NnauyneHToB, y4aCTBYHOLWMNX B KIIMHUYECKOM WUCCNenoBaHUM J1eKapCTBEHHOro npenaparta And
MeaNLMHCKOIro npuMeHeHun4d

1. YyacTme nauMeHTOB B KIMHMYECKOM WCCMNEAOBaHUM JIEKapCTBEHHOrO npenapata Ans MeAuUMHCKOro
NpUMeEHeHNs1 ABNAETCSA A0OPOBOSIbHbBIM.

2. TauneHT nnm ero 3aKOHHbIN NpeacTaBUTENb AOMKEH ObiTb MHPOPMMPOBAH B NUCbMEHHOW hopMe:

1) o nekapcTBeHHOM npenapaTe Ans MeAULMHCKOro NPUMEHEHUS U CYLLLHOCTU KIMHUYECKOro UccneaoBaHus aToro
nekapcTBEHHOro npenapara;

2) o 06e30MacHOCTM JIEKApCTBEHHOro npenapata Ansi MeAWUMHCKOrO MNPUMEHEHUs, €ero  OXuaoaemon
3APPEKTUBHOCTU U CTEMEHN pUCKa ONA NALUEHTa,;

3) o6 ycnoBusx y4vacTusi naumeHTa B KAMHWMYECKOM WCCNEeAOBaHUM NEKapCTBEHHOro npenapata Ans
MeANLMHCKOro NPpUMEHEHUS;

4) o uenu N Uenax U NpoAOMKUTENBHOCTU KMMHUYECKOro UccneaoBaHWs NekapcTBEHHOro npenaparta ansg
MeANLMHCKOro NpUMEHEeHUS;

5) 0 pencTBMAX nauueHta B criyvyae HenpeaBMAEHHbIX 3dEKTOB BMMSIHUS JIEKApCTBEHHOro npenapara ansi
MEAMLMHCKOro NPUMEHEHMS Ha COCTOSIHNE €ro 300POBbS;

6) 06 ycnoBusax o6a3aTenbHOro CTPaxoBaHUs XXU3HW, 300P0BbS NALUEHTA;

7) O rapaHTUaX KOH(MAEeHUManbHOCTU yyacTusa nauMeHTa B KIMWMHUYECKOM MCCReaoBaHUM  NeKapCTBEHHOro
npenapaTta 4nsa MeanuUnHCKOro NPUMeEHeEHNS.

3. obpoBonkHOe cornacue nauMeHTa Ha ydactme B KITMHUYECKOM WCCNedoBaHWM NeKapCTBEHHOrO npenapaTta
Onst MegMUMHCKOro NpUMEHEHWsI MOATBEPXKOAETCA ero MOoANUCLI0 UM MOAMUCHI0 ero 3aKOHHOro npeacTtaBuTens Ha
WHOPMALIMOHHOM NINCTKE NnauueHTa.

4. TlauneHT MM ero 3akOHHbIN MpefcTaBuTENb MMEET npaBO OTKasaTbCA OT Yy4yacTus B KIIMHUYECKOM
nccneaoBaHMKM NekapcTBEHHOrO npenapaTa AN MeAMUMHCKOro MpPUMEHEHMs1 Ha NOOoN cTaguu NPoBeAeHMst Takoro
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[ata coxpaHeHnus: 20.01.2017

nccriefoBaHus.

5. lNpoBeaeHne KMMHNYECKOro UCCrefoBaHUSA eKkapCTBEHHOro npenapaTta AN MeOUUMHCKOro MNPUMEHEeHNs ¢
yvyacTMeM B KayecTBe MauMeHTOB AeTer [OrMycKaeTcs TOMbKO C cornacus B MNMUCbMEHHOW dopme ux poauTenen,
ycblHOBUTENEW. [leTn MoryT paccmaTpuBaThbCH B KAYECTBE NOTEHUManbHbIX NAUMEHTOB TaKoro MccregoBaHws, TOMNbKO
ecnu ero npoBedeHNe HeoOXOAMMO AN YKpenneHwWs 300poBbsi AeTe UnvM  NPOMUNaKkTUKM  MHEEKLMOHHBIX
3aboneBaHnii B OETCKOM BO3pacTe NMbO ecnn uernbl Takoro WUCCreaoBaHUs SBNSETCH MNONyyYeHWe [AaHHbIX O
Haunyylen O03MPOBKE EeKapCTBEHHOro npernaparta Ana nedyeHus geten. B oTux criyyasix TakoMy uvccrnenoBaHuio
OOIMKHO NpeLecTBOBaTh KIMHNYECKOE UCCrefoBaHne NieKapCTBEHHOro npenaparta Aansg MeauuMHCKOro MNMpUMeHeHus
Ha COBEpLUEHHONETHUX rpaxgaHax, 3a MWCKIHYEeHNeM CrnyvaeB, €Cnv UCCNeAyeMblil fiekapCTBeHHbIN npenapaTt Ans
MeOULMHCKOro NPUMEHEHNS NpeaHa3HayYeH UCKNIoYUTENbHO ANsS UCTMOMNb30BaHNUS HECOBEPLUEHHONETHUMM rpaxaaHamu.
(B pea. PenepanbHoro 3akoHa ot 22.10.2014 N 313-93)

6. 3anpellaeTca npoBefeHWe KIMHWUYECKOro MCCMNedoBaHMs NeKkapCTBEHHOro npenapata Ans  MeauuMHCKOro
NPUMEHEHUA C y4acTMeM B Ka4yecTBe NauneHToB:

1) neTen-cupoT 1 geTen, ocTaBLUMXCA 0e3 noneyvyeHnsa poanTenen;

2) XeHLWWWH B nepmnod 6epemMeHHOCTH, XEHLLMH B NepUOA rPygHOro BCKapMIIMBaHWS, 3a MCKIIOYEHWEM Cry4aes,
€Cnn NpOBOAUTCSH KIMHUYECKOE WCCredoBaHWe NeKapCTBEHHOro mnpenapaTa, npegHasHayeHHoOro Ans  ykasaHHbIX
XXEHLUUH, Npu1 YCrioBUM HEOOXOAUMOCTU MONyYeHUs MHOopMaLMn TONbKO BO BpeMs MpPOBeAEeHMSI COOTBETCTBYIOLLUX
KMUHWYECKNX NCCefoBaHN U NPUHATUS BCEX HEOOXOAMMbBIX Mep MO UCKITIOYEHMIO pUCKa HaHeCeHWs Bpeaa KeHLUMHE B
nepuop 6epemMeHHOCTH, XXeHLUUHe B Nepuoa rpyaHoOro BCKapMnmMBaHus, nrogdy nnu pebeHxky;

3) BOEHHOCMyXaluMX, 3a WCKIMIOYEeHMEeM CryyYyaeB NPOBEAEHWS KIMHUYECKOrOo WUCCNEedoOBaHWs reKapCTBEHHOro
npenapara, cneumansHO pa3paboTaHHOro A4S NPUMMEHEHMS B YCNOBUSAX BOEHHbIX 4ENCTBUN, Ype3BblYalHbIX CUTyaLun,
NpOUNaKTUKN U NeveHns 3aboneBaHMn 1 MOpaXeHUn, MOSyYeHHbIX B pesynbTaTe BO3AEeWCTBUS HebnaronpusTHbIX
XMMUYECKMX, Ouonormyeckmx, pagmaumoHHbIX ¢akTopoB. KnvHMYeckoe wccrnegoBaHWe Takoro — fekapCTBEHHOro
npenapata MOXeT MNpPOBOAUTLCSH C Y4YacTUEM B Ka4vyeCcTBE MaUMEHTOB BOEHHOCHYXalmx, 3a WCKIYEHUEM
BOEHHOCNYXaLUMX, NPOXOAALUMX BOEHHYK cnyxby Mo npusbiBy, C cobrniogeHnem TpebGoBaHMIN, YCTaHOBMEHHbIX
HacToswmm PegeparnbHbIM 3aKOHOM B OTHOLLEHWM FPaXKOAaHCKMX Nl

4) cOTPYAHMKOB NPaBOOXPaHUTENbHbLIX OPraHoB;

5) nuu, oTbbiBalOLWNX HakasaHWe B MecTax nueHus cBobofbl, a Takke Nul, HaxogsAWMXCs MNo4 CTpaxen B
CNeACTBEHHbIX n3onaTopax.

7. Donyckaetcs npoBefeHVe KIMHUYECKOTO UCCNEeAOBaHUA NEKapCcTBEHHOro npenaparta Ans MeauuMHCKOro
NPUMEHEeHWs, NPeAHa3HaYeHHOro Ans NeYyeHns NCuxnyecknx sabonesaHni, ¢ y4actmeM B KayecTse MauMeHTOB nuL C
NCUXMYECKMMMN 3aboneBaHnsMM, MPU3HAHHbIX HeaeecrnocobHbIMM B MOPSAKE, YCTAHOBNEHHOM 3aKOHO4ATENbCTBOM
Poccuickon ®egepauun. KnuHuyeckoe nccnegoBaHve nekapcTBEHHOrO npenapata B 9TOM Cryvyae npoBoAuTCHA npwu
Hanuynm cornacus B NMCbMEHHON POpMe 3aKOHHbIX NpeAcTaBuUTENEN YKa3aHHbIX N,

Cratbss 44. Ob6sA3aTenbHoe CTpaxoBaHUe XW3HW, 300pOBbA NauueHTa, YydacTtBywwero B  KITUWHUYECKOM
ncenegoBaHnMm nekapcTtBeHHOro npenaparta and MmegumumHCKOro npuMmeHeHund

(B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-$3)

1. OpraHusaums, nonyyYuBLIAs paspelleHne Ha OopraHv3aumio NpoBedEeHUsT KITMHWYECKOro wuccregoBaHust
neKkapCTBEHHOro npenapara Anst MeauUMHCKOro npuMeHeHus, obs3aHa B KayecTBe CTpaxoBaTens CTpaxoBaTb PUCK
MPUYMHEHNS Bpeda >XM3HW, 300POBbI0 MauuMeHTa B pesynbTaTe MPOBEAEeHWUs  KIIMHUYECKOro  WCCrefoBaHus
neKkapcTBEHHOro npenapaTta AN MeOMUMHCKOro MNPUMMEHEeHWs 3a CBOW CYyeT MyTeM 3akioyeHns [orosopa
0653aTeNbHOro CTpaxoBaHums.

2. ObbeKkToM 0b6sA3aTENbHOrO CTPaxXoBaHWS SABMSETCH WMMYLLECTBEHHbI WHTEpPeC nauueHTa, CBA3aHHbIA C
NpuUYMHEHNEM Bpeda €ero >XW3HW WNWM 300pOBbl0 B pesynbTare nNpoBedeHUs  KITMHWYECKOro  uccnegoBaHus
neKkapCTBEHHOro npenapara Ans MeavuMHCKOro NpUMeHeHMS.

3. CTpaxoBbIM crlyyaeM No A0roBopy 0683aTenbHOro CTpaxoBaHWs SBNSETCH CMepTb NauneHTa unu yxyaweHue
€ro 340pOBbs, B TOM YuCre BriekyLlee 3a cobon yCTaHOBMEHNE MHBANNAHOCTY, NMPU HaNMynuM MNPUYUHHO-CrEACTBEHHOMW
CBSA3M MexAy HacTynneHmem 3Toro cobbiTs M yyacTMeMm nauueHTa B KIMHWMYECKOM WUCCrefoBaHuWM MekapCTBEHHOro
npenapara.

4. TpeboBaH/a O BO3MELLEHUWN Bpeda, NPUUMHEHHOTO XKM3HW WM 300POBbIO MauMeHTa, NPeabsBNSTCS B
TeyeHue CPOKOB MCKOBOM JABHOCTU, YCTAHOBMIEHHbIX rPaXXaAaHCKMM 3aKkoHOA4ATENbCTBOM.

5. Paamep cTpaxoBow BbinnaTbl N0 4OrOBOPY 00A3aTeNbHOro CTPaxoBaHNs COCTaBnseT:

1) B cnyvae cMepTy naumeHTa ABa MUMNNoHa pybnen Ha Kaxgoro nauueHTa, y4acTBOBaBLUEro B KIIMHWYECKOM
nccnegoBaHUM NekapcTBEHHOro npenapaTa;

2) npu yxyaweHun 340poBbA naumneHTa:

a) noBnekwem 3a cobon ycTaHOBMEHWe MHBaNMAHOCTM | rpynnbl, OAMH MUINMOH MATLCOT ThicAY pybnen Ha
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

KaXx[oro nauueHTa, y4acTBOBaBLUEro B KIIMHUYECKOM UCCIEA0BaHUN NeKapCTBEHHOrO rnpenapara;

6) noBrnekweM 3a cobor ycTaHOBMeHMe UHBanNuaHocTu Il rpynnbl, 0OANH MUINNIMOH pybren Ha KaXkaoro nauueHTa,
y4yacTBOBaBLLErO B KNMHWYECKOM UCCref0BaHUN fiekapCTBEHHOrO nNpenapaTa;

B) noBnekwem 3a cobow ycraHoBneHne nHeanuaHocTu Il rpynnbl, NATECOT ThiCAY pybnen Ha Kaxgoro naumeHTa,
y4acTBOBABLLErO B KNMHUYECKOM UCCref0oBaHUN NekapCTBEHHOro npenapaTa;

r) He NoBrekwemMm 3a cobon yCTaHOBMNEHUS MHBANMOHOCTW, He Oonee 4em TpucTa ThicAY pybnen Ha Kaxgoro
nauMeHTa, y4acTBOBaBLUEroO B KIMHWUYECKOM WCCrefOBaHUWM feKkapCTBEHHOro npenapaTa, UCXoAdst U3 HOpMaTWBOB,
OTpaxatoLLMX XapaKTep 1 CTeNneHb NMOBPEXAEHNS 300POBbA, a Takke (PakTUYEeCKM MOHECEHHbIX MauMeHTOM pacxonos,
BbI3BaHHbIX NOBPeXAeHneM 300p0Bbsl, Ha MEOULMHCKYHO MOMOLLb, NPUobpeTeHne nekapCcTBEeHHbIX NpenapaTos.

(nn. "r" B pea. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. YTpatun cuny ¢ 1 nons 2015 roga. - PegepanbHbiii 3akoH 0T 22.12.2014 N 429-03.

7. Cpok poroBopa 06s3aTefnibHOro CTpaxoBaHUsa He MOXeT ObiTb MeHee, YeM CpPOK MpoBedeHUS KIMHUYECKOro
nccriefoBaHUA NeKkapcTBEHHOro npenapara.

8. Ycnosus porosopa 06s13aTenbHOr0 CTpaxoBaHMs, B TOM 4YuChe cTpaxoBble Tapudbl Mno obssaTenbHoOMy
CTpaxoBaHuo, mMepevyeHb HeobXOAMMbIX [OOKYMEHTOB [Afs OCYLWeCTBNEHWS CTPaxOBOW BbiMMAaThbl, MNOPSOOK
YyCTaHOBMEHUS cTpaxoBaTtenem UHAMBUAYyanbHOro MAEHTUMUKALMOHHOIO Koda naumeHTa, nopsgok MHgpopmMupoBaHus
cTpaxoBaTenem CTpaxoBLUMKa O MPUBMEYEHHbIX K KIMHUYECKOMY WCCNedoBaHWIO NeKapCTBEHHOro npenaparta Aans
MeOULMHCKOro NPUMEHEHNS NaumMeHTax, NopsaoK ynnatbl CTPaxoBOW NPeMuu, Nopsagok peanusauumn onpefeneHHbIX
HacToswmm PegeparnbHbIM 3aKOHOM M ApyruMu dedeparnbHbIMU 3aKOHaMK1 nNpaB U 0683aHHOCTEN CTOPOH MO OroBopy
obs3aTenbHOro CTpaxoBaHus, a Takke HOpMaTMBbI, OTpaKalliMe XapakTep M CTeneHb MOBPEeXOEHUs 300pOoBbS,
yCTaHaBNMBalTCS TUMOBLIMU NpaBuiaMm ob6g3aTenbHOro CTpaxoBaHus.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

9. B cnyyae npuvuMHeHUs Bpeda XWM3HU naumeHTa, Yy4yacTBOBaBLIErO B  KIMHWMYECKOM  MccnegoBaHuu
nekapCcTBEHHOro npenapaTa, BbirogonpuobpeTarensMum no [OroBopy 06SA3aTenbHOro CTPAxOBaHWs  ABMSKOTCA
rpaxaaHe, UMeloLLMe NpaBo Ha BO3MELLEHVe Bpeaa B Crydyae CMepTuM KOpMuIibLa B COOTBETCTBUWM C rpaOaHCKUM
3aKoHOOATEbCTBOM, MPU OTCYTCTBUU TaKUX rpadkaaH - poauTenu, cynpyr, AeTW ymepLuero nauueHTa, yy4acTBOBaBLUEro
B KIMHWYECKOM WCCMEedOBaHMM TEeKapCTBEHHOro mnpenapata, B ClnyvYae CMepTM nauueHTa, yyacTBOBaBLUEro B
KNMHUYECKOM 1CCregoBaHnM NekapCTBEHHOMO NpenapaTta U He MMEBLLEro CaMOCTOATENbHOroO AoxoAa, - rpaxgaHe, Ha
WXXAMBEHUM KOTOPbIX OH HAXOAUICSH, B OTHOLLIEHUM BO3MELLEHUSA pacxodoB Ha norpebeHne nauneHTa, y4acTBOBaBLLEro
B KITMHUYECKOM MCCrefoBaHMU NekapCcTBEHHOro npenapara, - NMUUOo, NOHeCLlee TakMe pacxoabl.

10. CtpaxoBas Bbinfata B CYeT BO3MELLEHMS Bpeda, MPUYMHEHHOrO >KW3HW NauveHTa, Yy4YacTBOBAaBLUErO B
KMMHMYECKOM MCCrenoBaHMM NeKapCTBEHHOrO npenaparta, pacnpegenseTcda Mexgy Bblrogonpuobperarensmu
NPONOPLMOHarnbHO UX KONMYECTBY B PaBHbIX AOMAX.

11. lpu HacTynneHun CTPaxoBOro cny4as MauueHT, Yy4acTBOBaBWWA B  KIIMHWYECKOM UCCNefoBaHUu
neKkapCcTBEHHOro npenapara, BoirogonpuobpeTarterns Bnpase nNpeabsBUTb HENOCPEACTBEHHO CTPaXOBLUMKY TpeboBaHue
0 BO3MeLLEeHMU nNpuynHeHHoro Bpeaa. CTpaxoBas Bbinnarta oCyLLECTBSAETCS CTPaXOBLUUMKOM B TeYeHWe Tpuauat AHewn
CO [OHA npefcTaBneHns HeobXoauMMblX LOKYMeHTOB. [lauueHT, y4yacTBOBaBLWWA B KIIMHWUYECKOM WCCIEeLoBaHWM
neKkapcTBEHHOro npenapara, unu BbirogonpuobpeTtatens o06s3aH COOOWMTE CTPaxOBLUMKY ANS  OCYLLEeCTBNEHUS
CTPaxoBOW BbINMaThl MHAUBMAYaNbHbIN WAEHTUMUKALMOHHLIA KOO nauueHTa, YCTaHOBMEHHBLIW CcTpaxosBaTenem B
COOTBETCTBMM C TUMOBbLIMUW NpaBuiaMy 06a3aTenbHOro CTpaxoBaHUS.

12. o nonHoro onpegenexHvs pasmepa noanexawero BO3MELLEHUIO Bpeda CTPaxOoBLUMK MO  3asBMEHUIO
nauveHTa, y4yacTBOBaBLUErO B  KIMHWYECKOM WUCCrefOoBaHUW NEKapCTBEHHOrO npenaparta, Wnuv  3asBneHuto
BblrogonpuobpeTtaTtens BnpaBe OCYLWECTBUTb YacTb CTPaxOBOW BbiMfaTbl, COOTBETCTBYIOLWY  haKTUYECKN
onpeaerieHHon 4acTu NpuYMHEeHHOro Bpeaa.

13. CrpaxoBass BbiMnaTa B COOTBETCTBUM C [AOroBOPOM 06s3aTenbHOro CTpaxoBaHUsS OCYLLECTBNAETCA
He3aBVCMMO OT BbIMNMAaT, MPUYUTAOLLMXCA N0 APYTUM BUAAM CTPaxoBaHWUS.

14. He gonyckaeTcsa y4acTve nauueHTa B NpoBeaeHNU KIMHUYECKOro UccneaoBaHns NekapcTBEHHOro npenaparta
npu OTCYTCTBUM AOroBopa 0683aTenbHOro CTpaxoBaHus.

15. KoHTponb 3a WCMOSIHEHWEM oOpraHusauven, MonyyMBlUEN paspelleHne Ha opraHuM3auuio npoBedeHus
KNMWUHWYECKOrO WUCCrefoBaHNA TeKapCTBEHHOro npernaparta Anf  MeAUUMHCKOro  MPUMEHEHUs, YCTaHOBIEHHOW
HacTosilen cTaTbeil 06A3aHHOCTU MO 0b6A3aTenbHOMY CTPaxOBaHWIO KU3HW, 300pOBbS MauMeHTa, Yy4yacTBYHOLLEro
(yyacTBOBaBLUErO) B KIIMHUYECKOM WCCnefoBaHUM NeKapCTBEHHOrO npenaparta, OCyLeCTBASeTCS YMNONTHOMOYEHHbIM
degepanbHbIM - OpraHOM  UCMONMHWUTENbHOW — BracTW, BblAaBlIMM  paspelleHne Ha npoBedeHue  KNUMHUYECKUX
nccriefoBaHU NekapcTBeHHbIX NpenapaToB AnS MeOULMHCKOTO NPUMEHEHWS.

Mnaea 8. MTPOU3BOACTBO U MAPKUPOBKA NNEKAPCTBEHHbIX CPEACTB

Cratbs 45. [IpoM3BOACTBO NekapCTBEHHbLIX CPeACTB

KoHcynbTanTlNKoC

www.consultant.ru CrpaHuua 51 u3 69
HaeXHas npaBoBas noaaepXxkKa



consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7105B8e9OFI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7105B8e9OFI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7105B8e9ODI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7105B8e9ODI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBECF265C8963F24CA9928ACBC80E0500F261267B7103BCe9OFI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBECF265C8963F24CA9928ACBC80E0500F261267B7103BCe9OFI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7105B8e9OCI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7105B8e9OCI
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADBACF2856846EAF46A1CB86C9CF015A17F5282A7A7101BA9FeAO5I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADBACF2856846EAF46A1CB86C9CF015A17F5282A7A7101BA9FeAO5I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBECF265C8963F24CA9928ACBC80E0500F261267B7103BCe9OFI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBECF265C8963F24CA9928ACBC80E0500F261267B7103BCe9OFI
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

1. Mpon3BOACTBO NeKapCTBEHHbIX CPeACcTB [OOMKHO COOTBETCTBOBATb TpeboBaHMAM MNpaBuil Haanexallien
NPOM3BOACTBEHHOW MPAKTUKW, YTBEPXKOEHHbIM YMNOMHOMOYEHHBIM edepanbHbiM OpraHoOM WUCMOMHMTENBHOW BRacTw.
OcobeHHOCTM Nepexoaa Npon3BOACTBA OTAENbHbIX JIEKAPCTBEHHbLIX CPEACTB K MX MPOM3BOACTBY B COOTBETCTBMM C
TpeboBaHNsMM NpaBun Hagnexallen NPoM3BOACTBEHHON MNpakTUKM ycTaHaenueakTca [NpaBuTensctBoM Poccuiickon
depepaumun. Bolgada 3aknoyYeHUn 0 COOTBETCTBMM MPOM3BOAMTENST NEKAPCTBEHHbIX CPEACTB TpeboBaHUSIM npaBun
Haanexaller NPoOV3BOACTBEHHOW MPaKTUKM OCYLLECTBMSETCA MO pe3ynbTaTaM MHCNEKTUPOBAHWSA MNpPOU3BOOUTENEN
neKkapCcTBEHHbIX CPeACTB B Nopsagke, ycraHoBneHHoM [lpaBuTenbctBoMm Poccuiickon Pegepaumun. Pasmep nnatbl 3a
Bblgayy 3aKrnioyYeHns O COOTBETCTBUM MPOU3BOAUTENS NEKApPCTBEHHbIX CpeacTB TpeboBaHWsM npaBun Haanexallen
NpOM3BOACTBEHHOW NPaKTUKM ycTaHasnueaeTcsa [paButensctBoM Poccunckon ®egepauun. [Mopagok opraHnsauum u
NPOBEAEHNS WHCMEKTMPOBAHMUSA MNPOU3BOAMTENEN NEKApCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHMAM npaswun
Hagnexalluen NpoM3BOACTBEHHOM NPaKTUKKN ycTaHaBnueaeTcs NpasutensctBom Poccuiickon ®epepauuu.

(B pean. PenepanbHbix 3akoHOB OT 25.06.2012 N 93-03, o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

2. lNMpoun3BoacTBO NeKkapCTBEHHbIX cpeacTB B Poccuiickon depepaumm OCYLIECTBSETCS NPOU3BOAUTENSIMM
nekapCTBEHHbIX CPeAcTB, WUMEKLUMU TNULEH3UI0 Ha MpPOU3BOACTBO JIEKapCTBEHHbIX CcpeacTB. [loaTrBepxaeHue
COOTBETCTBMS fuMUEeH3naTa MNpaBuiaM Haanexawlend npou3BOACTBEHHOW MNPaKTUKU OCYLLEeCTBASeTCA B pamKax
NNLEH3MOHHOMO KOHTPONS B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickon depepaumm ¢ y4eToM OCoBGeHHoCTen,
yKa3aHHbIX B YacTu 1 HaCTosILLEen cTaTbMm.

(B pea. ®PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. MNpon3BoACTBO NEKAPCTBEHHBIX CPEACTB OcCyLlecTBNsgeTca ¢ cobnogeHnem TpeboBaHUM MPOMBbILLNIEHHOTO
pernamMeHTa, KOTOpbIV YTBEPXXAAeTCA PyKOBOAMUTENEM NPOM3BOAMTENS NEKAPCTBEHHbIX CPeACTB M BKYaeT B cebs
nepeyeHb MCNonb3yeMbix oapMaLeBTUYECKMX CyOCTaHLUMIA M BCroMOraTeNibHbIX BELECTB C YKa3aHWEM Konun4yecTBa
Kagoro mM3 HuX, aHHble 06 Mcnonb3yeMoMm o6opyaoBaHMM, ONMCaHWe TEXHOMOrM4yeckoro npouecca M MeTOLOB
KOHTPOIs Ha BCeX aTanax Npou3BOACTBA NeKapCTBEHHbIX CPEACTB.

4. Ipn NpOM3BOACTBE NEKAPCTBEHHBLIX CPEACTB UCMONb3YTCA bapmaueBTUYeckne cybcTaHuum, BKMOYEHHbIE B
rocyaapCTBEHHbIN PEECTP feKapCTBEHHbIX CPeACTB, 3a UCKIMYeHNeM hapmMaueBTU4eCcKMX CybCcTaHLmMIn, NPOM3BOANMBIX
Ons NpoBeAeHNs KIMHUYECKNX uccrnedoBaHuin u anga akcnopta. K npoueccy npousBoacTBa (hapmaueBTUYeCcKon
cybCTaHuuM oTHOCATCA ntobble CTaaum TEXHOMOrMYEecKoro npouecca, Mo3BONALWME MNOMYYNTb TOTOBBLIM MPOAYKT,
cooTBeTCTBYIOWMNA TpeboBaHnaM dapMakonenHon cTtaTtbl, B TOM uucne epmeHTaumsi, SKCTpakumsl, O4YMCTKa,
BblAeneHue, nepekpmucTannmnsaumsi, BolCyLLMBaHUE, N3MENbYEHNE.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. TllepeyeHb NneKapCTBEHHbIX MpenapatoB ANs MEOULMHCKOTO MPUMEHEHWsl, B OTHOLUEHUM KOTOPbIX
yCcTaHaBnmBawTCs TpeboBaHMsA K 00beMyY Tapbl, YNAKOBKE WM KOMMIIEKTHOCTW, MepeyveHb JIeKapCTBEHHbIX MpenapaToB
01151 BETEPMHAPHOIrO MPUMEHEHUS, B OTHOLLEHUN KOTOPbIX YCTaHaBnuBalTCA TpeboBaHWs k oObemy Tapbl, a Takke
TpeboBaHus kK 06BEMY Tapbl, yNAKOBKE 1 KOMMIEKTHOCTU NEeKapCTBEHHbIX NpenapaToB ANg MeOULUHCKOrO MPUMEHEHUS,
TpeboBaHNst kK 0ObeMy Tapbl JlekapCTBEHHbLIX MpenapaToB AN BETEPUHAPHOrO MPUMEHEHUS onpenensoTcs
COOTBETCTBYIOLUMN  YMONTHOMOYEHHBIMU  (befeparnbHbIMM  OpraHaMyM  UCMOMHWUTENBHOM  BnacTm B MNOPSOKE,
ycTaHoBneHHoM [NpasuTtenscTtBoM Poccuiickon deaepaumm.

(vacTb 4.1 B peq. PenepanbHoro 3akoHa oT 14.12.2015 N 374-93)

4.2. OpraHusauuu, OCYLLECTBSIOWNE MNPOM3BOACTBO (hapmaueBTMYECKOM CcyOCcTaHuMM cnmpTa 3TUMOBOIo
(3TaHona) ons NPouM3BOACTBA CNUPTOCOAEPXKALLUMX JeKapCTBEHHbIX MnpenapaToB, 00a3aHbl OCYLLECTBAATbL Y4eT W
AeKnapupoBaHue B nopsiake, yctaHoBneHHOM ctaTtbaMu 8 n 14 ®enepanbHOro 3akoHa ot 22 Hosi6psa 1995 roga N
171-d3 "O rocyoapCTBEHHOM perynupoBaHMM Npou3BoacTBa W obopoTa STUIIOBOMO CNMpTa, arnkoronbHOW W
cnupTocoAepallen npogykumm n ob orpaHMyeHMmn notTpebneHuns (pacnuTus) ankororibHOW NPoAyKLumMn”.

(4acTb 4.2 BBegeHa dPepepanbHbiM 3akoHoM oT 03.07.2016 N 261-93)

5. 3anpelaeTtcs Nnpon3BOACTBO:

1) nekapCTBEHHbIX CPEeACTB, HE BKIIOYEHHbIX B rOCY4aPCTBEHHbIN PEecTp fekapCTBEHHbIX CPeacTs, 3a
UCKITHOYEHMEM NEKapCTBEHHbIX CPEACTB, MPOM3BOANMBIX A5 NPOBEAEHUS KIMMHUYECKUX UCCneaoBaHUI U ANsi 9KCMNOPTa;

2) hanbcndmnLmMpoBaHHbIX eKapCTBEHHbLIX CPEACTB;

3) nekapcTBEHHbIX CPeACcTB 6e3 NULEH3MM Ha NPOM3BOACTBO JIEKAPCTBEHHBLIX CPEACTB;

4) nekapCTBEHHbIX CpeACTB C HapylleHWeMm NpaBwui oOpraHuM3auum MpoOM3BOACTBA W KOHTPOMsS KayecTsa
NeKapCTBEHHbIX CPeaCTB.

6. lNpu BBOAE nEKapCTBEHHbIX CPEeACTB B rpaKOaHCKMW 06O0poT YMNOMHOMOYEHHOE MnMLUO Mpou3BOANTENS
neKapCTBEHHbIX CPEACTB OCYLLECTBNSET MOATBEPXKAEHNE COOTBETCTBMS IEKAPCTBEHHbIX CPEACTB TpeboBaHMsM,
YCTaHOBIEHHBIM MPU NX rOCYyAapCTBEHHOW perncTpaumm, u rapaHTMpyeT, YTO NIeKapCTBEHHbIE CPEACTBA NPOU3BEaEHb! B
COOTBETCTBMU C TpeboBaHAMM NPaBwi Haanexallen NPON3BOACTBEHHON MPaKTUKW.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. YNONHOMOYEHHbBIM NTMLOM MPOU3BOANTENS NIEKAPCTBEHHbLIX CPEACTB SABMSIETCS ero paboTHMK, aTTECTOBAHHbIN B
YCTaHOBMEHHOM YMOMHOMOYEHHbIM dhedepanbHbiM  OpraHoM  MCMOMHUTENbHOW BracTu MNOpSOKEe M MMEKOLWMA CTax
paboTbl He MeEHee 4eM NATb NeT B 00nacTu Npou3BOACTBA M (MNM) KOHTPONS KavyecTBa NeKapCTBEHHbIX CPEACTB,
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

BbiCLLEee 0bpa3oBaHMe COOTBETCTBEHHO MO OAHOM U3 cneunanbHOCTen U (MM) OOHOMY W3 HanpaBfieHU MOArOTOBKU:
Buonorna, BMoTexHonorns, BeTepuHapus, KMHWYeckas MeauuuHa, pagmaumoHHas, xumudeckas u  Buonornyeckas
3awmTa, hapmaums, pyHoameHTanbHas MeguumnHa, XuMmudeckas TEXHOMNOrns, XuMus.
(vacTb 7 B peq. PepepanbHoro 3akoHa ot 22.10.2014 N 313-$3)

8. MNponssBognTenu nekapcTBEHHbIX CPeacTB MOryT OCYLUECTBIATb MpoAaxy NeKapCTBEHHbIX CpeacTB MIu
nepeaaBaTb UX B YCTAHOBEHHOM 3aKoHoAaTenbCTBOM Poccuiickon ®Pegepaumm nopsake:

1) ApyrMm Nnpom3BoanTENSAM NEKapCTBEHHbIX CPEACTB ANA NPOM3BOACTBA NeKapCTBEHHbIX CPEACTB;

2) opraHv3aumam ONTOBOW TOProBfv NeKapCTBEHHbIMU CpeacTBamu;

3) anTeyHbIM OpraHM3aumsM, BeTepuHapHbIM anTeyYHbiM OpraHnu3aumaM, UHAMBUAYyanbHbIM NpeanpuHUMaTensm,
UMELLUM NULEH3NI0 Ha dhapMaLeBTUYECKYIO OeATENbHOCTb UIN NINLIEH3UI0 HA MEOULMHCKYIO OEATENbHOCTD;

4) Hay4HO-MccneaoBaTeNbCKMM OpraHM3aumnsamM A HayvyHo-nuccneaoBaTenbckon paboTs;

5) MeaNLMHCKUM OpraHn3aumsm 1 BeTepuMHapHbIM OpraH1M3auunsamM;

6) opraHv3aumaM, OCyLLEeCTBMAIOWNM pa3BedeHne, BblpallMBaHne 1 COAep)XaHne XNBOTHbIX.

CrtaTbsa 46. MapkupoBka nekapCTBEHHbIX CPeACTB

1. JlekapcTBeHHble npenapaTbl, 3a WUCKMIOYEHWEM NEKAapPCTBEHHbLIX NpenapaToB, W3roTOBMEHHbLIX anTe4YHbIMU
opraHu3aumsamMu, BeTepMHaAPHLIMU anTEYHbIMW OpraHM3aunsiM1, UHAUBUAYaNbHbIMU NPeanpPUHUMATENSAMU, UMEKLLUMN
NMLEH3MI0 Ha hbapmaLeBTUYECKYIO AeATENbHOCTb, AOMMKHbLI MOCTynaThk B obOpalleHvne, ecnu:

1) HA UX nNEepBMYHOM YyMNaKoOBKE (3a WCKIIOYEHMEM MNEPBUYHOM YMAKOBKM JIEKAPCTBEHHbLIX pPaCTUTENbHbIX
npenapaToB) XOPOLUO YNTAEMbIM LIPUATOM HA PYCCKOM $3blke YyKalaHbl HaMMEHOBaHME JeKapCTBEHHOro npenapaTta
(MexgyHapogHoe HenaTeHTOBaHHOE, UMK rPYNNUPOBOYHOE, UMM XUMMUYECKOE, UMW TOProBOoe HauMeHOoBaHWe), HoMep
cepun, gaTa Bbinycka (4Ns MMMYHOOMOMOrMYecKUXx NeKapCTBEHHbIX MpenapaToB), CPOK rOAHOCTM, OO03MpOBKa WM
KOHLIeHTpauusi, 06beM, akTUBHOCTb B eANHMLIAX AENCTBUS UM KONMYECTBO 03,

(B pea. PepepanbHbix 3akoHOB OT 11.10.2010 N 271-93, o1 22.12.2014 N 429-93)

2) Ha NX BTOPUYHOM (MOTPEOMTENBCKOM) yNaKoBKE XOPOLUO YMTAaeMbIM LUIPUEGTOM Ha PYCCKOM A3blKE YyKasaHbl
HaMMEeHOBaHMEe IeKapCTBEHHOro npenapata (MexayHapoaHOe HenaTeHTOBaHHOEe, WU  FPynnMpoOBOYHOE, WU
XUMUYECKOE 1 TOProBOE HaMMEHOBAaHWS), HAMMEHOBaHME NPON3BOAMUTENS NEKAPCTBEHHOIO npenaparta, HOMEpP Cepuu,
Aara Bbinycka (415 UMMYHOBMOMNOMMYECKNX NIEKAPCTBEHHBLIX NPenapaToB), HOMEpP PerncTpaLMoHHOrO y4OCTOBEPEHMS,
CPOK rogHOCTU, CNocob NpUMEHEHNs], 4O3MPOBKA UIK KOHLIEHTpauus, 06beM, akTUBHOCTb B e€AuMHMUAX OeUCcTBUSt NMOOo
KONMMYeCTBO 03 B YMaKOBKE, JIEKAPCTBEHHas hopma, yCnoBuMsS OTMNycKa, YCIOBUS XpaHeHUs, npegynpeauTernbHble
Hagnucu.

(B pea. PenepanbHbix 3akoHoB 0T 11.10.2010 N 271-93, o1 22.12.2014 N 429-93)

2. dapmaueBTHUYeCcKMe cybCcTaHuMmM JOMKHbLI NOCTynaTh B obpalleHue, ecnv Ha ux NEPBUYHON yNakoBKe XOpOLLO
YUTaembIM LIPUEDTOM Ha PYCCKOM si3blke yKasaHbl HaMMeHoBaHWe hapmaueBTUYeckon cybcTaHummn (MexayHapoaHoe
HenaTeHTOBaHHOE, WM TPYNMUPOBOYHOE, WM  XMMUYECKOE W TOProBoe  HaMMEHOBaHUSA), HaUMeEHOBaHMWe
npoussogmnTens dapMmaleBTUYECcKOn CyObCTaHUMM, HOMEp Cepun M gaTa M3roTOBMEHMUS, KONIMYECTBO B YMaKOBKE U
€VHULbl U3MEPEHNST KONTMYECTBA, CPOK FOAHOCTU U YCITOBUS XPaHEHMS.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. JlekapcTBEHHbIE CpeACTBa B KA4eCTBE CbIBOPOTOK AOSMKHbBI NOCTYNaTh B obpalleHMe C yKasaHUEM >KUBOTHOTO,
N3 KpOBW, NMa3mMbl KPOBU, OPraHOB U TKAHEW KOTOPOro OHWU MOMyYeHbI.

4. Ha BTOpUMYHYyIO (MOTPEOUTENBCKYHO) YNAKOBKY FIeKapCTBEHHbLIX CPEACTB, NOMyYEeHHbIX U3 KPOBU, Ma3mbl KPOBWU,
OpraHoB M TKaHeW 4enoBeKa, OOJPKHA HaHocuTbcA Hagnuck: "AHTutena k BUY-1, BUY-2, k Bupycy renatuta C um
NOBEPXHOCTHbLIN aHTUrEH BMUpyca renatuta B oTcyTcTBytoT".

5. Ha nepBuYHyt0 ynakoBKy W BTOPUYHYIO (NOTPEOMTENbLCKYH) YMNaKkoBKY  pagvodapmMaueBTUYECKUX
NeKapCTBEHHbIX CPeACTB A0JMKEH HAHOCUTLCS 3HAK paguaLMOHHOW ONacHOCTU.

6. Ha BTOpuuyHyto (NMOTPeOUTENLCKYKD) YMAKOBKY TOMEONnaTUYECKUX JeKapCTBEHHbIX MNpenapaTtoB AOKHa
HaHocuTbCs Hagnuck: "fomeonaTndecknin.

7. Ha BTOpUYHY0 (NOTpebUTENbCKY0) YNAaKoBKY NEKapCTBEHHbIX pacTUTENbHbBIX NpenapaToB AOfMKHa HAHOCUTBCS
Hagnucb: "MNpoaykuunsa npoLuna paguaumoHHbIA KOHTPOSb".

8. Ha nepBuyHyr0 ynakoBKy (ecnu pAns 3TOro CywecTByeT TEeXHMYeckas BO3MOXHOCTb) M BTOPUYHYHO
(MOTPebUTENbCKYI) YNakoBKy NeKapCTBEHHbIX NpenapaTtoB, MpeAHa3HAYeHHbIX AN1S KIWMHUYECKUX WUCcrneaoBaHun,
[OMmKHa HaHOCUTbCA Haanuck: "Ona KNMMHNYEeCKNX nccneaoBaHuin'”.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

9. YnakoBka NeKapCTBEHHbIX CPeAcCTB, MpefHa3HaYeHHbIX WCKIIOYUTENbHO [ANS  3KCMopTa, MapKupyeTcd B
COOTBETCTBUM C TPeOOBaHNSAMM CTpaHbI-MMNoOpTEpPa.

10. Ha TpaHCnOpTHYK Tapy, KOTOpas He npegHasHadyeHa nns notpebutenen M B KOTOPYH MOMELLEHO
nekapcTBEHHOE CPeACTBO, AOMMKHA HAHOCUTLCA WHOpMauUMa O HaMMEHOBaHWW, CEpUM FEKapCTBEHHOro CpeacTBa,
farte Bbinycka, KONMYEeCTBE BTOPUYHLIX (MOTPEOUTENbLCKMX) YNAKOBOK JIEKAPCTBEHHOrO CpeacTBa, Npou3BOAuTene

KoHcynbTanTlNKoC
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

NeKapCTBEHHOrO CPeACcTBa C YKa3aHMEM HaUMEHOBAHWUS W MECTOHaxXOXAEHUS MPOWU3BOAMTENS NeKapCTBEHHOrO
cpeacTsa (agpec, B TOM YMcne cTpaHa n (UnvM) MecTto Npou3BOACTBA JIEKAPCTBEHHOIO CPeacTBa), a Takke O CPoKe
ro4HOCTM NEeKapCTBEHHOro cpeacTBa U 06 YCNOBMSIX €r0 XpaHeHUs1 1 NepeBo3kKn, Heobxoaumble npeaynpeamnTenbHble
HaaAnncum n MaHUNynATopHble 3HaKW.

11. Ha nepBuYHyt0 ynakoBKy W BTOPUYHYKO (MOTPEOMTENLCKYIO) YMAKOBKY JeKapCTBEHHbIX CPeAacTB Aans
BETEPUHaAPHOro NPMMEHEHNS AOMKHa HAHOCUTLCS Haanuek: "[ns BeTepuHaApPHOro NpUMeHeHus".

12. Ha BTOpUYHYtO (MOTPEBUTENBCKYIO) YNAKOBKY NleKapCTBEHHOrO npenaparta HaHOCUTCS LUTPUXOBOW Kog,.

Masa 9. BBO3 JIEKAPCTBEHHbIX CPEOCTB
B POCCUNCKYIO ®EOEPALIUIO U BbIBO3 NEKAPCTBEHHbIX CPEACTB
N3 POCCUNCKOW ®EOEPALIUN
(B pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

Cratbsa 47. lNopsaok BBO3a JeKapCTBEHHbIX cpedcTB B Poccuiickyio degepaumio M BbiBO3a JIEKAPCTBEHHbIX
cpeacts n3 Poccuiickon deagepaumm
(B pea. PegepanbHoro 3akoHa oT 06.12.2011 N 409-93)

1. BBo3 nekapcTBeHHbIX cpeactB B Poccuiickyto degepaumio OCyLeCTBNAETCA B Nopsgke, YCTaHOBMEHHOM
MpasuTensctBoMm Poccuiickon ®egepauum, B COOTBETCTBUMN C TAMOXEHHBIM 3aKOHOAATENbCTBOM TaMOXEHHOro Cok3a
B pamkax EBpA3OC (nanee - TaMOXeHHbIN Coto3) 1 (Mnn) 3akoHoaaTenbcTBoM Poccuiickon depgepaumm o TaMoXXEHHOM
aene.

(B pea. PegepanbHoro 3akoHa oT 06.12.2011 N 409-93)

2. BBoaumble B Poccuiickyto depepaunio  NeKapcTBEHHble CpeacTBa  [AOMMKHbI  OblTb  BKMOYEHbI B
rocyaapCTBEHHbI PeecTp fekapCTBEHHbIX CPEACTB.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. [Honyckaetca BB03 B Poccuiickyio ®degepaumto KOHKPETHOM MNapTMM  3aperncTpupoBaHHbIX U (Mnn)
He3aperncTpUpPoBaHHbIX NEKAPCTBEHHbIX CPEACTB, NpPeaHasHayYeHHbIX AN MNPOBEAEHUS KIMMHUYECKUX WCCNeLoBaHUM
NeKapCTBEHHbIX MpenapaTtoB, MNPOBEAEHMSI  3KCNEepTu3bl  NIEKAPCTBEHHbLIX CPEACTB  Ans  OCYLecTBreHus
rocyapCTBEHHON perncTpaunm rnekapCTBEHHbIX NPenapaToB MUK A8 Oka3aHWs MeAULMHCKOM MOMOLUM MO KNU3HEHHBLIM
MoKas3aHUsSIM KOHKPETHOro nauMeHTa Ha OCHOBaHMU paspelleHusi, BbIGAHHOTO YMNOMHOMOYEHHBIM dedeparbHbIM
OpraHoM UCMOSHMUTENBHOW BIACTU MO 3asiBNEHMAM UL, YKa3aHHbIX B cTaTbe 48 HacToswero ®egepanbHoro 3akoHa.
PaccmoTpeHue Takoro 3asiBMEHUS U MPUHSATUE PELUEHUs O Bbidaye paspelleHuMs Ha BBO3 KOHKPETHOM napTum
3aperucTpupoBaHHbIX U (UNn) He3aperMcTPUPOBaHHbIX NEKAPCTBEHHLIX CPeAcTB, MpefHasHauYeHHbIX ANsi NpoBeAeHUs
KNMMHWUYECKUX WUCCReoBaHUM fekapCTBEHHbIX MnpenapaToB, NPOBEAEHUS 3KCMEepTU3bl NEeKapCTBEHHbIX CPeAcTB Anis
OCYLLECTBMNEHUS TOCYLAPCTBEHHOW PErMcTpaumyM IeKapCTBEHHbIX MNpPenapaTtoB WKW Afsi OkasaHus MeOMLMHCKOM
MOMOLLM MO KU3HEHHBIM MOKA3aHMSAM KOHKPETHOro nauueHta nubo o6 oTka3e B Bblgave yKasaHHOro paspeLleHus
NpoM3BOAATCA B CPOK, HE MpeBbllalWmi nNatn paboumx gHen. nata 3a Bblgady YKa3aHHOTO paspelleHnss He
B3MMaeTcs.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-3)

4. B Poccunckyto degepaumio MOXHO BBO3WUTb fleKapCTBEHHblE CPeACcTBa, KayeCTBO KOTOPbIX MOATBEPXKAEHO
cepTnMKaToM NPOn3BOAUTENS NTEKAPCTBEHHbIX CPEACTB, YAOCTOBEPSIIOLLMM COOTBETCTBME BBO3MMBIX J1€KAPCTBEHHbIX
cpencts TpeboBaHWsM hapMakonenHbix cTaTer nMbo B cryvyae WX OTCYTCTBUSI HOPMaTUBHOW OOKYMEHTauuMuM unm
HOPMaTUBHOIO AOKYMEHTA.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

5. Banpewaetca BBo3 B Poccuickyto Pepepauunio  panbCnUUMPOBAHHBIX  FIEKAPCTBEHHBIX  CPEeaCTB,
HeZ0OpoKayYeCTBEHHbIX NIEKAPCTBEHHbLIX CPeACTB, KOHTpadhakTHbIX NIEKAapPCTBEHHbLIX CPeaCTB.

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

6. ®danbcmduUMpoBaHHbIE NEKAPCTBEHHbIE CPeAcTBa, HeLOOpPOKAYeCTBEHHbIE JIEKAPCTBEHHbIE CPeACTBa
noanexaTr U3bATUIO U MOCNEeOyLWEMY YHUYTOXEHUIO MnNn BbiBO3y M3 Poccuiickon ®Pepepaummn, KoHTpadakTHble
NeKapCTBEHHblE CPeacTBa - M3bATUIO M MOCHEAYIOLWEMY YHUUTOXEHUIO. YHUUYTOXEHME WM BbIBO3 U3 Poccuinckon
depepaumn  hanbCUPULMPOBAHHbBIX NEKAPCTBEHHbIX CPEACTB, HeLoOpOKayYeCTBEHHbLIX EKapCTBEHHbIX CPEACTB,
KOHTpadaKTHbIX NeKapCTBEHHbIX CPeACTB OCYLUECTBMSIETCS 3a CYeT nuua, OCyLUecTBMBLUEro ux BBO3. [lopsgok
YHULTOXEHUS] U3bATbIX PanbCcuULMPOBaHHbLIX NEKAPCTBEHHbLIX CPeacTB, HeOoOpoKayeCTBEHHbLIX JeKapCTBEHHbIX
cpencTs, KOHTpadhaKkTHbIX NIEKAPCTBEHHbLIX CPpeacTB ycTaHaBnmBaeTcs MpaButenbcTBom Poccuiickon ®enepauun.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

7. Nnua, ocyuwectensowme BBo3 B Poccuinckyto Pegepaumnio panbcnmumMpoBaHHbIX FEKAapCTBEHHbIX CPeacTB,
He,06pOKaYECTBEHHbIX NIEKAPCTBEHHbIX CPeACTB, KOHTPaaKTHBIX JIEKAPCTBEHHbIX CPEACTB, HECYT OTBETCTBEHHOCTb B
COOTBETCTBMM C TaMOXEHHbIM 3aKOHOAATEeNbCTBOM TaMOXEHHOro cokwsa W (Mnu) 3akoHopaTenbcTBoM Poccuiickon
®egepaumm o TaMOXEHHOM Aere.
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

8. BbIBO3 nekapcTBeHHbIX cpeacTB M3 Poccuiickon Pegepaumm ocyiecTnseTcs 6e3 NpMMeEHEeHUs1 OrpaHuUYeHni,
YCTaHOBMEHHbIX TaMOXEHHbIM 3aKOHOAaTeNnbCTBOM TaMOXEHHOro cot3a v (Mnu) 3akoHogaTenscTBoMm Poccuinckon
depepaLmm o rocyaapCTBEHHOM PerynMpoBaHny BHELWHETOProBOM AEATENBHOCTMW.

(B pea. PenepanbHbix 3akoHoB OT 06.12.2011 N 409-93, ot 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

CraTtbs 48. lOpuanyeckue nuua, KOTOpbIM paspeLleH BBO3 NEKApCTBEHHbIX cpeacTB B Poccuiickyto Gepepaumto
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JlekapcTBeHHble cpeacTBa B Poccuiickyto degepaumio MOryT BBO3UTb:
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) Npon3BoOaOUTENM NEKAPCTBEHHbIX CPEACTB ANS Lienen cobCTBEHHOro Npon3BOACTBA NEKAPCTBEHHbIX CPEACTB;

2) MHOCTpaHHble pa3paboTyYMKM JIEKApPCTBEHHBIX CPEACTB W MHOCTPaHHble MPOU3BOAUTENU JIEKAPCTBEHHbIX
CpencTB UV Apyrue lpugnyeckne nuua no nopyyeHnio paspaboTyvka NekapCTBEHHOIO CpefcTBa Ans MpOBeAeHUS
KIMHUYECKUX UCCNeaoBaHWMI  JeKapCTBEHHOrO Mpenaparta, OCYLIEeCTBMEHMS  FOCYLapCTBEHHOW  perncrpauum
nekapCTBEHHOro npenapara, BKoYeHns dhapmaueBTUYeckon cybcTaHumm B rocyaapCTBEHHbIN PEeCTp NeKkapCTBEHHbIX
CpPeACTB, KOHTPONA Ka4YeCTBa NeKkapCTBEHHbIX CPEACTB MPU HanuuMyM paspeLleHust YNosTHOMOYEHHOro deaepansHoro
opraHa UCMNoNHUTENbHOM BNacTy Ha BBO3 KOHKPETHOW MNapTWUM NEKapCTBEHHbLIX CPEACTB;

3) opraH13aumm onTOBOW TOProBMy feKapCTBEHHbIMY CPEeACTBaMY;

4) Hay4yHO-uUccrnegoBaTenbCkne opraHusauun, obpasoBaTenbHble OpraHusaumu Bbicwero obpasoBaHus,
NpoOn3BOOMTENN NEKApPCTBEHHbLIX CPEACTB ANA pas3paboTku, uccnenoBaHW, KOHTponst 6e3onacHOCTM, KavecTBa,
3h(PEKTUBHOCTN NEKAPCTBEHHLIX CPEACTB NPU HanNuumMu paspeLleHns YNONMHOMOYEHHOro denepanbHOro opraHa
NCNOSNHUTENBLHOMW BNacTy;

(B pea. PenepanbHoro 3akoHa ot 02.07.2013 N 185-®3)

5) MeavLUMHCKME opraHn3aumu, uHble yKasaHHble B MyHKTax 1-4 HacCTOsILLEeN cTaTbM OpraHu3aumMmn Onsa okasaHust
MEOULUMHCKON MOMOLLM MO XKM3HEHHbIM MOKAa3aHMAM KOHKPETHOIO MnauMeHTa Mpyu  HanmMuimM  paspeLueHuvs
YNOSTHOMOYEHHOro hbeaepanbHOro opraHa WUCMOSMHUTENBHOM BlACTU Ha BBO3 KOHKPETHOW MapTUM NEeKapCTBEHHOTO
npenapaTa, BblJAHHOMO B YCTaHOBMEHHOM Nopsgke B (popmMe 3neKTPOHHOro AOKYMEHTa, NOAMMCaHHOro YCUITEHHON
KBanMuuMpoBaHHON SNEKTPOHHOM NOANUCHIO.

(B pea. PenepanbHoro 3akoHa ot 12.03.2014 N 33-d3)

Cratbsa 49. [lokymeHTbl, npeacTaBnsieMble B TaMOXEHHble opraHbl Poccuiickon ®epgepauumn npu BBO3e
nekapcTBeHHbIX cpeacTB B Poccuiickyto degepauuio
(B pea. PegepanbHoro 3akoHa oT 06.12.2011 N 409-93)

1. Npu BBO3e nekapcTBeHHbIX cpedcTB B Poccuiickyio ®defepaumio B TaMOXeHHble opraHbl Poccuiickon
depepaummn Hapagy € AOKYMEHTaMu, NpeAcTaBfieHMe KOTOpbIX NPeAyCMOTPEHO TaMOXEHHbIM 3aKOHOAATENbCTBOM
TamoxxeHHOro coto3a u (1) 3akoHogaTenbcTBOM Poccuiickorn Pegepaumm 0 TaMOXEHHOM Aene, NpPeAcTaBnsitoTCs
cnegyowne JOKYMEHTbI:

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) cepTudmkaT nPomM3BOAMTENS IEKApCTBEHHOIO CpeacTBa, YAOCTOBEPSAOLWMIA COOTBETCTBME  BBO3MMOIO
nekapCcTBEHHOro cpefctBa TpeboBaHMAM chapMakonemHon cTtaTbM NMbOO B Criydyae ee OTCYTCTBUMS HOPMAaTUBHOM
OOKYyMEHTaLMM U HOpMaTUBHOTO JOKYMEHTA;

2) paspeLueHne yrnosiHOMOYEeHHOro beeparnbHOro opraHa UCNOSTHUTENBHOW BNAcTU HAa BBO3 KOHKPETHOW napTum
nekapCTBEHHOro CPeACTBa B Criyyasix, yCTaHOBMEHHbIX YacTbio 3 cTaTbmn 47 HacToswero PegepanbHOro 3akoHa.

2. [lokyMeHTbI, yKasaHHble B NyHkTax 1 u 2 yactn 1 HacTosWwen ctatbn, NPEACTaBNATCS B TAMOXEHHbIE OpraHbl
Poccuiickon ®eaepauum npu npubbiTm nekapcTBeHHbIX cpeacTB B Poccuiickyto ®enepauuio.

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratbs 50. BB03 nekapcTtBeHHbIX NpenapatoB B Poccuiickyto ®egepaumto 4ns IMYHOrO MCMNOSb30BaHUSA M MHbIX
HEKOMMEPYECKNX Lienen, a Takke Ans UCMOMb30BaHNUsS Ha TEPPUTOPUM MEXAYHAPOAHOro MeANLIMHCKOrO Knacrepa
(B pea. PenepanbHbix 3akoHOB OT 06.12.2011 N 409-93, o1 29.06.2015 N 160-93)

1. NlekapcTBeHHble MpenapaTbl MOryT ObiTb BBe3eHbl B Poccuiickyto ®epepaunto 6e3 yyeta TpeboBaHun,
npeaycMoTpeHHbIX Yactamn 1-4 ctatbn 47, ctatbamm 48 n 49 Hactodwero defepanbHOro 3akoHa, €Criv OHU
npegHasHayeHbl ans:

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-3)

1) Nu4Horo ncnonb3oBaHUsA U3NYECKMMU nMuamu, NpubsiBwMMK B Poccuiickyo Pegepaumto. Mpyn 3ToM BBO3 B

Poccuiickylto ®enepaumio nekapcTBEHHbIX MpenapaTtoB, COAEPXaluxX CurbHOOenCcTBylWmMe un (Mnuv) 900BUTbIE
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

BELUECTBA, BKIIIOYEHHbIE COOTBETCTBEHHO B CIUCOK CUJIbHOOEWCTBYIOLIMX BeELEeCTB ANs LEnen YrornoBHOro
3akoHofaTtenbcTBa Poccunckon ®egepaunm n B CNMCOK SO0BUTBIX BELLECTB AMS LIENeN YrofoBHOIO 3akoHO4aTenbCcTea
Poccuiickon ®epepauuu, yteepxaeHHble MNpaButensctBom Poccuiickon Pepepaummn, oCyLLecTBRseTcs npyu Hanmyuum
[OKYMEHTOB (3aBEPEHHbIX KOMUIN OOKYMEHTOB WM 3aBEPEHHbIX BbIMUCOK M3 HUX), NOATBEPXKAAMLIMX Ha3Ha4YeHue
duU3n4eckoMy nuuy YyKasaHHbIX FEeKapCTBEHHbIX MNpenapaToB (3a WCKMNOYEHUMEM IeKapCTBEHHbIX MpenapaTos,
3aperucTpupoBaHHbix B Poccuiickon Pepepaumm n otnyckaeMbix B Poccunickonn ®Pepepaummn 6e3 peuenta Ha
nekapcTBeHHbIV npenapar). MogTeepxxaatoLme JOKYMEHThI (MX 3aBEPEHHbBIE KOMUW UMK 3aBEPEHHBIE BbIMNCKM U3 HUX)
OOMXKHbI cogepXaTb CBEAEHNsI O HAMEHOBaHUN 1 KONIMYECTBE HA3HAYEHHOrO NeKapCTBEHHOrO npenaparta. B cnydae,
ecnn NOATBepXOarLme OOKYMEHTbl (MX 3aBEPEHHbIE KOMUW WKW 3aBEPEHHbIE BbIMMCKM M3 HUX) COCTaBMNEeHbl Ha
WHOCTPaHHOM £3bIKe, K HUM npunaraeTca HoTapuanbHO 3aBEPEHHbIN NePeBO Ha PYCCKUM A3bIK;

(n. 1 B pea. ®enepanbHoro 3akoHa ot 02.06.2016 N 163-®3)

2) wucnonb3oBaHUA paboTHUMKaMKM OUNSIOMAaTUYEeCcKoro Kopnyca WnM NPeACTaBUTENAMU  MeXOYyHapOoOHbIX
opraHusaumn, akkpeanToBaHHbIX B Poccunckon degepaumm;

3) neYeHns naccaxupoB M YMEHOB 3KUMaXEW TPaHCMOPTHbIX CPeAcTB, Moe3dHblx Opurag v BoauTenewn
TpaHCNOPTHBIX cpeacTs, NpubbiBLINX B Poccunckyto degepaumio;

(B pea. PegepanbHoro 3akoHa oT 06.12.2011 N 409-93)

4) neyeHns1 yHaCTHUKOB MeXOyHapOaHbIX KyNbTYPHbIX, CNIOPTUBHbBIX MEPOMPUATUN N YHAaCTHUKOB MEXOYHapOLHbIX
aKkcnegnuun;

5) ne4yeHns KOHKPETHbIX XXMBOTHBIX B 300MapKax, a TakKe XXUBOTHbIX, BBO3UMbIX B Poccuickyto Pepepaumio gns
y4acTus B CMOPTUBHBIX U 3PENULLHBIX MEPOMNPUATUSX;

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-3)

6) ncnonb3oBaHNS Ha TEPPUTOPUM MEXOYHAPOAHOr0 MEAULMHCKOrO KracTtepa.
(n. 6 BBegeH depepanbHbiM 3akoHOM OT 29.06.2015 N 160-93)

2. B cnyyasix, npefycMOTpeHHbIX YacTblo 1 HacTosLLeln cTaTbk, JonyckaeTcs BBO3 B Poccuickyto deaepaumio
rniekapCTBEHHbIX NpenapaToB, He 3aperMcTpupoBaHHbIX B Poccuickon Pegepaumn.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. INlekapcTBEHHbIE NpenapaTbl, NpeAHa3HaYeHHbIe AN r'yMaHUTapHOW NOMOLLM (COAENCTBMSA) UMK NOMOLLM Npw
ypesBbl4YanHbIX CUTyauusx, BBO3ATCA B Poccuinckyio depepaumio B Nopsagke, YycTaHOBEHHOM [lpaBMTensCTBOM
Poccuiickon ®epepaumun. 3anpelwaetca BB0o3 B Poccuiickyio defepaumio He3aperncTtpupoBaHHbIX NeKapCTBEHHbIX
npenapaTtoB, MNpefHa3HAYeHHbIX AN TYMaHMTapHOW MOMOLM (COOENCTBMSA) WM MOMOLLUM MpU  Ype3BblHaHbIX
CcUTyauusx.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratbsa 51. CoTpyaHudecTBO dheaepanbHOro opraHa MCMOMHUMTENbHOW BriacTv, YMNONTHOMOYEHHOro B obnactu
TaMOXXEHHOro Aena, U Apyrux yrnofHOMOYEHHbIX heaepanbHbIX OpraHOB UCMONTHUTENBHOW BNacTu

1. YnonHomoueHHble denepanbHble OpraHbl WUCMOMHUTENbHOW BNacTM NPedoCTaBfsT B pacrnopshkeHue
denepanbHOro opraHa UCNOMHUTENBHOW BIIacTU, YNOTHOMOYEHHOIo B 0611acTn TaMOXEHHOTO Aena, rocy4apCTBEHHbIN
pEeecTp NekapCTBEHHbIX CPEACTB, a Takke MH(OpMaumMio O BblOAHHbLIX PaspeLlleHUsiX Ha BBO3 KOHKPETHOW napTuu
nekapCTBEHHbIX CPeACTB B CNy4asx, yCTaHOBMEHHbIX YacTbio 3 cTaTtbk 47 HacToswero egepansHOro 3akoHa.

2. ®depgepanbHbli OpraH WCMONMHUTENbLHOM BRAcTX, YMNOMHOMOYEHHLIM B 06nacTM TaMOXEHHOro gena,
MHOPMUPYET yKa3aHHble B YacTu 1 HACTOsILLEN CTaTbM YMONTHOMOYEHHbIE hbefepanbHble OpraHbl UCMOMHUTENBHOM
BMacTM O BBO3€ JIEKAPCTBEHHbIX cpeacTB B Poccuickyio depepaumio U BbIBO3€ JIEKAPCTBEHHbIX CPeACTB U3
Poccuinckon ®egepaunm no opme 1 B Nopsagke, KoTopble ycTaHoBneHbl MNMpaButensctsoM Poccuiickon ®egepauun.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-3)

Maea 10. PAPMALEBTUYECKAA OEATENIbHOCTb
Cratbsa 52. OcyuiectBneHme hapmaleBTUYECKON OEATENBHOCTU

1. ®apmaueBTMyecKkasl AeATENbHOCTb OCYLLIECTBMSETCS OpraHu3aumsiMm OMTOBOW TOPrOBMM JE€KapCTBEHHbLIMM
cpeactBaMn, anTevyHbiMWM  OpraHvM3auusiMi, BEeTEpPUHAPHbBIMU  anTeYHbIMWU  OpraHuM3auusMuK, WUHAUBUAYaANbHLIMU
npeanpuHMMaTensiMm, UMeLLMMY NNLEH3NI0 Ha apMaLeBTUYECKYIO AeATENbHOCTb, MEOULIMHCKUMM OpraHn3aLmsmMu,
UMEKLMMN  NIULEH3NI0  Ha (apMaueBTUYECKYylD AeATenbHOCTb, M WX 000COONEHHbIMW  noapasgeneHns Mmn
(ambynatopusimu, henbawepckuMmm n enbaepcKo-akyLLEPCKUMN  NMYHKTaMK, LeHTpaMu (oTaeneHusamu) obLuen
BpadyebHOM (CemMenHOn) NPakTWUKK), PacrONOXEHHbIMU B CENIbCKMX HACENEHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble oOpraHu3auun, U BETEPUHAPHbIMKM OpraHu3aumnsMn, KMEKLMMN JNULEH3NI0 Ha  dhapMaueBTUYECKYHO
0eATenbHOCTb.

(B pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

KoHcynbTanTlNKoC

www.consultant.ru CrpaHuua 56 13 69
HaeXHas npaBoBas noaaepXxkKa



consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBCC629528463F24CA9928ACBC80E0500F261267B7103BCe9OCI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBCC629528463F24CA9928ACBC80E0500F261267B7103BCe9OCI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBCC629528463F24CA9928ACBC80E0500F261267B7102BCe9OAI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBCC629528463F24CA9928ACBC80E0500F261267B7102BCe9OAI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCE27558163F24CA9928ACBC80E0500F261267B7103BDe9O7I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCE27558163F24CA9928ACBC80E0500F261267B7103BDe9O7I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59BeAO1I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59BeAO1I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59BeAO2I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59BeAO2I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDC5215C8563F24CA9928ACBC80E0500F261267B7102B4e9OBI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDC5215C8563F24CA9928ACBC80E0500F261267B7102B4e9OBI
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59BeAO3I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59BeAO3I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBFCE265D8663F24CA9928ACBC80E0500F261267B7103BCe9OFI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBFCE265D8663F24CA9928ACBC80E0500F261267B7103BCe9OFI
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59BeAOCI
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59BeAOCI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBFC527528663F24CA9928ACBeCO8I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBFC527528663F24CA9928ACBeCO8I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBFCE26518163F24CA9928ACBC80E0500F261267B7103BDe9O9I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBFCE26518163F24CA9928ACBC80E0500F261267B7103BDe9O9I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59BeAODI
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59BeAODI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBCC6275D8063F24CA9928ACBC80E0500F261267B7103BCe9O8I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBCC6275D8063F24CA9928ACBC80E0500F261267B7103BCe9O8I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADBACF2756876CAF46A1CB86C9CF015A17F5282A7A7102BC9DeAO5I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADBACF2756876CAF46A1CB86C9CF015A17F5282A7A7102BC9DeAO5I
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

2. ®unsmdeckme nvua MOryT OCYLLECTBMASATb hapMaLeBTUYECKYID OEATENbHOCTb MPW HanMMyYuM BbICLLETO UK
cpegHero capmaveBTMyYeckoro obpasoBaHus u ceptudmkaTa crneuuanncTa, BbICLUErO WU CPedHEro BeTepuHapHOro
obpasoBaHMa U cepTudukaTa cneuyuanucta, a Takke BbICLIEro WM CpeaHero MeamumMHCKoro obpasoBaHus,
cepTudukata cneumanucrta M AOMOfHMTENBHOro nNpodeccuoHanbHOro obpasoBaHUA B 4YacTU PO3HUYHOW TOProBMU
nekapCTBEHHbIMW npenapaTtaMmyM Mpu  ycrioBuM WX paboTel B 0OOCOONEHHbIX MNOApasdeneHusix  MeauLMHCKMX
opraHu3aumi, ykasaHHbIX B YacTu 1 HacTosILLel cTaTbu.

(4acTb 2 B peq. PegepanbHoro 3akoHa ot 27.07.2010 N 192-93)

Cratbsa 53. Npogaxa, nepegava NekapcTBEHHbIX CPEACTB OpraHn3aLMsMn ONTOBOW TOProBfM NeKapCTBEHHbIMU
cpeacTBamm

OpraHusauum onTOBOW TOProBNN fekapCTBEHHbIMM CPEACTBAaMM MOTYT OCYLLECTBNSATL MPOAaxXy NeKapCTBEHHbIX
CpeacTB Unu nepefasaTb UX B yCTaHOBNEHHOM 3akOHOAATeNbCTBOM Poccuiickoi ®epepaumm nopsake:

1) ApyrMM opraHunsaumsim OnTOBOW TOProBY NEKAPCTBEHHLIMU CpeacTBaMy;

2) Npon3BOAMTENSM NEKAPCTBEHHBIX CPEACTB AJ1s1 Lienel NPoM3BOACTBA eKapCTBEHHbIX CPeACTB;

3) anTeyHbIM opraHM3auusiM U BETEPUHAPHBIM anTeYHbIM OpraHn3auusiv;

4) Hay4HO-UCcCcneoBaTENbCKUM OpraHU3aLusiM Ans Hay4HO-UccrenoBaTenbckon paboTsl;

5) nHauBMAyanbHbIM NPeanpUHUMAaTENSIM, MMEIOLWNM fMUEH3NIO Ha dapMaleBTUYECKY0 AesATENbHOCTb Unn
NMUEH3NIO HAa MEeONLIMHCKYIO AeATENbHOCTb;

6) MeanUMHCKMM opraHu3auusiM, BETEPUHAPHbLIM OpraHn3auusm;

7) opraHM3aLuusiM, OCyLLEECTBIAIOLLMM pa3BefeHue, BbipallyBaHne U CoAepKaHNe KUBOTHbIX.

CraTtbsa 54. NpaBuna onToBOW TOProBnNun NekapCTBEHHbIMU CpeacTBamMm

OnToBas TOproBNs NeKapCTBEHHLIMWU CPEACTBAMM OCYLLIECTBNSETCA MPON3BOAUTENSAMU NEKAPCTBEHHBLIX CPeacTB
N OpraHu3auusiMim ONTOBOW TOProBNWM NeKapCTBEHHbIMM CpeAcTBaMy MO MpaBuiaM Haanexaiwien AMCTPUObIOTOPCKON
NPaKTUKN N NMpaBunam Hagnexawen NpakTuKM XpaHeHUs U NepeBO3KU FEKapPCTBEHHbIX MpenapaToB, YTBEPXOEHHbIM
COOTBETCTBYIOLLMMW YNONTHOMOYEHHbIMU heaepanbHbIMU OpraHaMmn UCNONHUTENBHOW BNACTW.
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbs 55. Mopaaok po3HUYHON TOProBNM FeKapCTBEHHBIMK NpenapaTtamu

1. Po3Hn4Hasa TOpProens fnekapCTBEHHbIMW MpenapataMyM B KOMMYeCcTBaX, HEeOoOXOOUMbIX Afs BbIMNOMHEHUS
BpayebHbIX (henbalepckmx) HasHavYeHN UM HasHaveHu cneLmanmMcToB B 0bnactn BeTepuHapum, OCYLLECTBRSEeTCA
anTeyHbIMU OpraHu3auusiMn, BeTepUHapHbIMW anTeYHbIMU OpraHnu3aunsmMun, MHAMBUAYyanbHbIMW NpearnpuHUMaTensamu,
UMELLMMUN NIMLEH3NIO Ha hapMaLlEBTUYECKYIO AEATENbHOCTb, MEAULMHCKUMW OPraHn3auusMy, UMELMMU NULEH3UI0
Ha hapmaLeBTUYECKYIO AEATENbHOCTb, M X 060COBNeHHbIMY NoapasaeneHnsamMm (amoynaTtopusiMm, penbaepckumm n
denbALepCKo-aKyLLEPCKUMM  MYyHKTaMW, LeHTpamu (oTaeneHusiMv) obuierr BpayebHOM (CEMEWHOW) NpaKTUKM),
pacrnonOXeHHbIMU B CEMNbCKUX HAacCemneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeudHble opraHusauuun, u
BETEPMHaPHbLIMW  OpraHn3auusaMn, MMEKLWMMM JNULEH3NI0 Ha dapMaueBTU4eckylo desTenbHocTb. PaspelueHa
PO3HUYHAasA TOProBns TONLKO NEeKapCTBEHHbIMU NpenapaTamu, 3apeructTpuposaHHbiMn B Poccuiickon ®epepaunn mnu
N3roTOBMEHHBbIMM anTEYHbIMW OpraHvM3aunsiMM, BETEPUMHAPHLIMU anTeYHbIMW OpraHu3auMaMu, WHOMBMAYaNbHBIMM
npegnpyHMMaTensiMM, WMMEKLWUMU  FMUEH3MI0  Ha (apmaueBTUYECKyl0 OeATenbHOCTb. Po3HM4Has Toprosnd
nekapCTBEeHHbIMU MpenapaTtaMy OCYLLECTBISETCS MO NpaBunam Hagnexallen anTe4yHOW NPaKTUKK, YTBEePXOEHHbIM
YNONTHOMOYEHHbIM peaepanbHbIM OpraHoM MCMNONMHUTENBHOW BracTu.

(B pea. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-93)

2. Bugbl anTeyHbiXx oOpraHu3auvMin W npaBuia OTNyCcka feKapCTBEHHbIX npenapaTtoB Ans  MeAULUMHCKOro
NPUMEHEHUSA anTEeYHbIMW OpraHM3auuMsaMu, WHOMBMAYaANbHbIMUA NpPeanpuHMMaTens My, WUMELWMMU JIMLEH3UI0 Ha
dhapmaueBTMYECKYI0 OeATeNbHOCTb, a TakkKe MpaBuia OTMyCKa feKapCTBEHHbIX MpenapaTtoB AN MeAMLMHCKOro
NPUMEHEHNS MEOMUMHCKUMW OpraHvM3aumsiMiM, UMeEKLWUMU NNLEH3N0 Ha hapmMaueBTUYECKY0 OesSTeNbHOCTb, U KX
o6ocobneHHbIMM nogpasgeneHuaMmy (ambynaTopusamn, enbawepckumMm U denbaepcKo-akyLepCKUMN NyHKTamu,
ueHTpamu (oTgeneHusmn) obuien BpadebHON (CeMENHOW) MpaKTMKW), PacrnofiIOKEHHbIMU B CEIbCKMX HaceneHHbIX
NyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHM3auny, yTBepXaalnTca YNONHOMOYEHHbIM dedeparbHbiM OpraHom
NCMNOMHUTENBHOW BNacTu.

(B pea. PepepanbHoro 3akoHa oT 25.11.2013 N 317-93)

3. lMpaBuna oTnycka HapKOTMYECKMX CPeaCTB M MCUMXOTPOMHbIX BELLECTB, 3aperMcTpupoBaHHbLIX B KavecTBe
nekapCTBEHHbIX NpenapaToB, NIeKapCTBEHHbIX MpenapaToB, CoAepXalunx HapKoTU4eckne cpeactsa M MCUXOTPOMHbIE
BeLlecTBa, yTBEepXKOalTCs YNONHOMOYEHHbIM ddefeparnbHblM OpraHoM UCMONHUTENbHOM BAAcTWM MO COrNacoBaHWMio C
degeparnbHbIM OpraHOM UCMOSNTHUTENBbHOM BNAcTH, YNONHOMOYEHHBIM B cpepe BHYTPEHHUX Aen.

KoHcynbTanTlNKoC

www.consultant.ru CrpaHuua 57 u3 69
HaeXHas npaBoBas noaaepXxkKa



consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBFC228528663F24CA9928ACBC80E0500F261267B7103BCe9O6I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBFC228528663F24CA9928ACBC80E0500F261267B7103BCe9O6I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBFC626548963F24CA9928ACBC80E0500F261267B7103BCe9OCI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBFC626548963F24CA9928ACBC80E0500F261267B7103BCe9OCI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7105BBe9O7I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7105BBe9O7I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADBACF2756876CAF46A1CB86C9CF015A17F5282A7A7102BC9DeAO7I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADBACF2756876CAF46A1CB86C9CF015A17F5282A7A7102BC9DeAO7I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7105BBe9O6I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7105BBe9O6I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADB8CE25548063F24CA9928ACBC80E0500F261267B7103BCe9ODI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADB8CE25548063F24CA9928ACBC80E0500F261267B7103BCe9ODI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBECE26558263F24CA9928ACBC80E0500F261267B7103BCe9ODI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBECE26558263F24CA9928ACBC80E0500F261267B7103BCe9ODI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADB8CE28548063F24CA9928ACBC80E0500F261267B7103BCe9OEI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADB8CE28548063F24CA9928ACBC80E0500F261267B7103BCe9OEI
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADBACF2756876CAF46A1CB86C9CF015A17F5282A7A7102BC9DeAO0I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADBACF2756876CAF46A1CB86C9CF015A17F5282A7A7102BC9DeAO0I
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

(B pea. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. llekapcTBeHHbIE NpenapaTbl 419 BETEPMHAPHOIO MPUMEHEHUSA MoA eXaT OTNyCKy BETEPUHAPHBIMU anTeYHbIMU
opraHu3aumsmMu, BeTepMHapHbIMU OpraHn3auusaMn, MHOUBMAYanbHbIMU NpeanpuHMMaTENs MU, UMEKLWMMN FIMLEH3MNIO
Ha apmaueBTUYECKYlD [eATenbHOCTb. [lpaBuna OTnycka nekapCTBEHHbIX npenapaTtoB Afs  BeTepuHapHOro
NPUMEHEHUS yTBEPXKOATCS YNONHOMOYEHHbIM dheeparibHblM OpraHoM UCMOSTHUTENbHOW BNACTU.

5. MNepeyeHb MEOUUMHCKUX OpraHu3auui, UMEKLLUX JMUEH3MI0 Ha (hapMaueBTUYECKYID AeATENbHOCTb, U KX
060cobneHHbIX nogpasgeneHun (ambynaTopun, enbawepckux u  enbalepcKo-akyLepCckux MyHKTOB, LIEHTPOB
(oTmeneHwnin) obLien BpadebHOM (CEMEHOI) NPaKTUKK), PACMONOXEHHbBIX B CENTbCKUX HACENEHHbIX MyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTedHble oOpraHuM3aumu, a Takke nepedeHb feKapCTBEHHbIX MpenapaTtoB (3a  MCKIIOYEeHUeM
HapPKOTUYECKNX NeKapCTBEHHbIX MpenapaToB U NCUXOTPOMHbIX NEKapPCTBEHHbIX NpenapaToB), Npogaxa KOTOpbIX MOXeT
OCYLLECTBMNATLCHA YKa3aHHbIMY OpraHu3aumsmm n nx o6ocobneHHbIM1 nogpasaeneHusamMm, yCTaHaBnMBaloTCa opraHamMm
ncnonHuTenNbHoOW BnacTn cybbektoB Poccuiickon ®egepaunn.

(B pea. PepepanbHoro 3akoHa oT 25.11.2013 N 317-93)

6. AnTe4dHble opraHM3aunn, HANBMAyarnbHbIE NPeanpUHUMaTENM, UMEKLLNE NNLEH3NI0 Ha hapmaueBTUYECKYHO
AesTenbHoCTb, 06593aHbl 0b6ecneunBaTh yTBEPXKAEHHBIN [paBuTenscTBoM Poccuiickon degepaumm n popMmpyembli B
YCTaHOBMEHHOM MM MOPSAKE MUHUMAarbHbLIA _acCOPTUMEHT NEKapCTBEHHbIX NpenapaToB, HeO6XoANMbIX ANs OKa3aHus
MeOULMHCKON MOMOLLIM.

(vacTb 6 B peq. ®enepanbHoro 3akoHa ot 25.11.2013 N 317-93)

7. ANTeyHble opraHm3aumm, UHanBuAyanbHble NPEANPUHUMATENN, UMEIOLLNE FIMUEH3NI0 Ha dhapMaueBTUYECKYHD
OesATenbHOCTb, Hapsgy C NeKapCTBEHHbIMW MpenapaTtaMmyM uUmelT npasBo npuobpeTtate U npogaBaTe MeOULUHCKME
nsgenuvs, gesvHguumpyowme cpeactea, NpeaMeTbl U CpeacTsa NMMYHON TUrMeHbl, nocydy ANs MeAuMUMHCKUX Lenen,
npeaMeTbl U cpeacTBa, NpefHasHadeHHble Ana yxoda 3a 60MbHbIMWM, HOBOPOXAEHHBIMWU W AETbMW, He AOCTUMLUMMU
BO3pacTa Tpex feT, OYKOBYIO OMTUKY U CPEACTBA yxoA4a 3a Hel, MrHeparnbHble BoAbl, NPOAYKTbl nevebHoro, 4eTCKoro u
OMeTNYECKOro NuTaHusl, Gnonornyeckn akTnBHble obaBKN, NapgoMepHble U KOCMETUYECKME CPEACTBa, MeOUUMHCKUE
N CaHWUTapHO-MPOCBETUTENBHBIE NeYaTHbIE N3AaHWs, NpegHas3HavYeHHble AN nponaraHabl 340POBOro obpasa XuU3Hu.

(B pea. PepepanbHbix 3akoHOB OT 27.07.2010 N 192-93, ot 25.11.2013 N 317-93)

8. desTenbHOCTb anTe4vHbIX opraHnsaumn BoopyxeHHbix Cun Poccuiickon ®egepaunn, ApYrux BOWCK, BOWHCKNX
hOpMMPOBaHUA 1 OPraHoB, B KOTOPbIX 3akoHodaTenscTBom Poccuiickon degepauum npegycMOTPEHO MNPOXOXAEHWEe
BOEHHOW cnyx6bl Unu begepanbHON rocyaapCTBEHHOW CNyX0Obl, CBA3aHHOW C NPaBOOXPAHUTENbHOW AeATEeNbHOCTbIO,
pernaMmeHTUpyeTca HactosiwmMm PefepanbHbiM 3aKOHOM M YTBEPXOEHHBIMW COOTBETCTBYOLWUMKU  deaepanbHbIMU
opraHamu WCMONHUTENbHOW BRactu nonoxeHnsimu. KoHTponb 3a cobnogeHneM  ykasaHHbIMKA - anTeYHbIMU
opraHu3auusamMu  nonoXeHunm Hactosiwero degepanbHOro  3akoHa  OCYLLECTBMASETCA  COOTBETCTBYHOLLUMMU
dhedepanbHbIMU OpraHaMy UCNOMHUTENBHOWN BriacTu.

(B pea. PegepanbHoro 3akoHa oT 13.07.2015 N 262-93)

CrtaTtbs 56. N3roToBrneHne n oTnyck nekapcTBeHHbIX npenapaTtoB

1. M3roToBneHne nekapCTBEHHbIX MpenapaToB anTeyYHbIMU OpraHn3auusiMn, BeTEPUHAPHBLIMU  anTeYHbIMU
opraHuzaumnamm, nHamemngyanbHbIMU npeanpnHnmMmaTtenamu, nverLwmnmMmmn JINUEeH3nto Ha cpaplvlau,eBqueCKyro
OeATeNbHOCTb, OCYLUeCTBNAeTCA NOo peuentamMm Ha JIeKapCTBeHHble npenapartbl, MNo Tpe6OBaHI/IF|M MegnLUMHCKNX
opraHv3auuWn, BeTepyHapHbIX OpraHu3auMin B COOTBETCTBUM C NPaBWIaMU U3rOTOBMEHWUS U OTMyCKa NEeKapCTBEHHbIX
npenapaTtoB, YTBEPXKAEHHbIMW YNONHOMOYEHHbLIM dbeaeparbHbIM OpraHOM UCMNOMHUTENbHOW BacTu.

2. [pyn U3roTOBMNEHUN NEKAPCTBEHHbLIX MPenapaToB anTeYHbIMU OpPraHn3auusMn, BeTepUHApPHbIMU anTeYHbIMU
opraHusauusmMu, UHAMBMAYanbHbIMKM  MNpeanpuHUMaTensMy, WMEKWUMN  NUUEeH3N0  Ha  dapMaueBTUYECKYHo
0eATenbHOCTb, NCNONb3YTCA hapmaueBTUYecKMe CyOCTaHUMMK, BKIHOYEHHbIE COOTBETCTBEHHO B rOCYAapCTBEHHbIN
QeeCTQ leKapCTBeHHbIX cpeacTs Anda MmeanumHCKOro npuMmeHeHnsa n FOCy,D,apCTBeHHbIVI peecTp NnekapCTBeHHbIX CpeacTs
0N BEeTEPUHApPHOro MPMMEHEHWs1 B YCTaHOBMEHHOM nopsigke. He pgonyckaeTcss W3roTOBMEHWE  anTeYHbIMU
opraHu3aumsMn, BETEPUHAPHLIMU anTeYHbIMW OpraHM3aunsaMm, UHAMBMAYANbHEIMU NPeAnPUHUMAaTENSIMU, UMELUMU
NMUEH3NIO Ha (hapMaLLEBTUYECKYIO AeATENbHOCTb, TIEKAPCTBEHHbLIX MpenapaToB, 3aperMcTpuMpoBaHHbIX B Poccuiickoi
depepauuun.

3. MamepOBKa NNeKapCTBEHHbIX MnpenapaTtoB, U3roToOBJIEHHbIX anTe4YHbIMKW OpraHunsaunamMun, BeTepUHapPHbIMU
anTevyHbIMU opraHn3aunamMmun, HognsmayanbHbIMU npeanpuHuMaTenamm, nMerowmmMmmn nNMUeH3nto Ha cbapmau,eBTquCKyro
OesTenbHoOCTb, U OopMIIEHNE TaKMX NpenapaTtoB AOSMKHbI COOTBETCTBOBaTb NpaBunaMm, yKasaHHbIM B 4acTu 1
HacTosLLE cTaTbu.

4. AnTeyHble opraHu3auMu, BETEPUHAPHbIE anTeuYHble OpraHusauuu, WHAMBUAyanbHble npeanpuHMMaTenu,
nmelolwme NUUEH3ND Ha apMaLeBTUYECKYyD OesTEeNbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobntogeHue npasBun
N3roTOBIIEHUS N OTNYCKa NEeKapCTBEHHLIX NPenapaToB B COOTBETCTBUM C 3aKkOHOA4ATeNbCTBOM Poccunckon ®epepaumn.

CraTtba 57. 3anpeu.|,eH|/|e npogaxwu (*)aJ'IbCI/Id)MLI,MpOBaHHbIX NEKapCTBEHHbIX CpeacTs, Heﬂ06pOKa‘-IeCTBeHHbIX
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

JIeKapCTBEHHbIX CpPeacCTB, KOHTpa(baKTHbIX J1eKapCTBEHHbIX CpeacTB

Mpopaxa anbCcMULMPOBaHHbLIX NEeKapCTBEHHbIX CPEACTB, HegoOpOoKavyeCTBEHHbIX NEeKapCTBEHHbIX CPEACTB,
KOHTpadaKTHbIX NIeKapCTBEHHbIX CPEACTB 3arnpeLlaeTcs.

CtaTba 58. XpaHeHne nekapCTBEHHbIX CPEACTB

1. XpaHeHvne neKapCTBEHHbIX CpPeACTB OCYLUECTBNSETCA NPOM3BOAUTENSAMM FEeKapCTBEHHbIX CpeacTs,
opraHu3aumsMu OMTOBOW TOProBfM NEKapCTBEHHbIMU CPeAcTBamMu, anTeyHbiMUM OpraHusauusMu, BeTepuHapHbIMM
anTeYyHbIMU OpraHn3auusaMu, HANBUAYanbHbLIMU NpeanpuHUMaTEensa M1, UMeELWUMN NULEH3NI0 Ha dapMaLeBTUYECKYIO
OEeATeNbHOCTb UNN MNULEH3NI0 Ha MEAULUHCKYI AeATEeNbHOCTb, MEAVMLUHCKMMU OopraHnsauusmn, BeTepuHapHbIMU
OopraHvM3auMsMn U MHbIMWU OpraHu3auusiM1, OCYLLECTBASIOWMMN obpalleHne nekapCTBEHHbIX CpeacTB. XpaHeHue
neKapCTBEHHbIX CPeACTB AN BETEPMHAPHOro NPUMEHEHWS OpraHn3aunsaMu u MHAVBUAYanbHbIMU NpeanpuHMMaTensamm
B Cryyasix, €Cnv OHW WUCMONb3YIOTCA WCKNIOYUTENbHO MpU pasBedeHun, BblpallMBaHWM, COAEPXaHWM W neyeHuu
XKMBOTHbIX, MOXET OCYLLEeCTBNATbCA 6e3 nonyyeHns nuueH3nn Ha dhapmMaLeBTUYECKYH0 OeATEeNbHOCTb.

(B pea. PegepanbHoro 3akoHa oT 22.10.2014 N 313-93)

2. MNpaBuna XpaHeHWs1 NeKapCTBEHHbIX CPEeACTB YTBEPXOAIOTCH COOTBETCTBYIOLWUM  YNOMHOMOYEHHbBIM
deneparnbHbIM OpraHOM UCMONHUTENBHON BRACTW.

3. XpaHeHWe HapKOTUYECKMX JIeKapCTBEHHbIX CPeAcTB, MCUMXOTPOMHbIX  FIeKapCTBEHHbIX  CPeACTB,
pagnodapMaLeBTUYECKNX feKapCTBEHHbIX CPEeACTB OCYLIEeCTBMASETCA B COOTBETCTBMM C 3aKOHOOATENbCTBOM
Poccuiickon depepaumu.

CtaTbs 58.1. |_|pe,El,MeTHO-KO.I'IW-IeCTBeHHI:IIZ y4eT NneKapCTBeHHbIX CpencTB And MeanunHCKOro npuMeHeHus

(BBepeHa depepanbHbIM 3akoHOM OT 25.12.2012 N 262-93)

1. I'Iegequb NNeKapCTBEHHbIX cpeacTte ana MeguLumHCKoro NpUMEeHeHUs, noanexatwimnx
NpeaMEeTHO-KONMMYECTBEHHOMY YYeTy, YTBEpPXAaeTCcs YMNONHOMOYEHHbIM denepanbHbiM  OpraHoM  UCMOSTHUTENBLHON
BNacTu.

2. [opsiooK BKIIOYEHMSA NeKapCTBEHHbIX CPEACTB ANS MEAMLMHCKOrO NPUMMEHEHUsi B NepeyeHb NeKapCTBEHHbIX
cpencTts Anst MEeOUUMHCKOTO MNPUMMEHEHWs, noafiexalimx npeaMeTHO-KONMMYECTBEHHOMY Y4YeTy, YCTaHaBnuBaeTcs
YMNOSTHOMOYEHHBbIM hbeaeparibHbIM OpraHOM WCMONMHUTESNIbHOM BRacTU MO COrflacoBaHuio € dedeparnbHbiM OpraHoM
WCMONHUTESTbHOW BNAcTn, YNOSTHOMOYEHHbIM B cdhepe BHYTPEHHUX Aen.

(B pea. PegepanbHoro 3dakoHa oT 03.07.2016 N 305-93)

3. [MpeameTHO-KONMYECTBEHHbIA YYeT feKapCTBEHHbIX CPeacTB ANd MEOULUHCKOrOo NpUMEHeHus  BenyT
Npon3BoAMTENM NEKAPCTBEHHbIX CPEACTB, OpraHn3aLmMmM ONToBOM TOProBnM NEKApPCTBEHHbIMW CPeACTBaMU, anTeyHble
opraHusauuu, uHaMBuayanbHble NPEANPUHUMATENN, UMEIOLLNE NMLEH3NIO Ha (apMaLEeBTUYECKYID OEATENbHOCTb WU
NNUEH3NKO Ha MEAWUMHCKYI0 [OEeATeNnbHOCTb, W MEeOMUMHCKME OpraHusauun, ocyllecTensowme obpalleHne
NleKapCTBEeHHbIX cpeacTs And MeguumHCKOro npuMeHeHua, nytem permcrtpadmm NMObLIX CBA3aHHbIX C UX o6pa|.|.LeH|/|e|v|
onepauun, Npu KOTOPbIX U3MEHAETCH UX KONNMYECTBO U (MM) COCTOSIHWE, B CrieumanbHbIX XypHanax ydyeta onepauum,
CBSI3aHHbIX C ODOpalleHVeM IeKapCTBEHHbIX CpPeacTB ANs MeOUUMHCKOro NpUMeHeHust (ganee - cneumanbHble
XypHansl).

4. [paBuna pernctpaumu onepauni, CBA3aHHbIX C obpalleHWeM feKapCTBEHHbIX CPeACTB ANs MeAULMHCKOro
NPUMEHEHNS], BKIIOYEHHbIX B MepeyvYeHb JIEKAPCTBEHHbIX CPeACTB ANs MEAWMUMHCKOro MNPUMEHEHUs, noasiexalnx
npeaMeTHO-KOJIM4YeCTBEHHOMY Y4eTy, B chneuualnbHbIX XypHanax wu nQanma BeJeHUA N XpaHeHua cneunanbHbIX
XYpHarnoB yTBEpPXAalTCs YNONHOMOYEHHbIM deaepanbHbIM OpraHoM UCNONHUTENBHON BracTu.

5. KoHTponb 3a cobniogeHvem npaBwuil perucTpaumm onepauui, CBA3aHHbIX C obpalleHMeM reKapCTBEHHbIX
CPeACTB AN MeOULMHCKOrO NPUMEHEHUs, BKMIOYEHHbIX B NepeyveHb NeKapCTBEHHbIX CPeacTB AN MeOULMHCKOro
NPYMEHEHWS, MOANEXALLMX NPeaMETHO-KONTIMYECTBEHHOMY YYeTY, B CNeumarnbHbIX XXypHanax, a Takke 3a cobniogeHmem
NpaBui BeAEHUS W XpaHeHWs chneuuanbHblX XypHarnoB BO3faraeTcsl Ha YNONHOMOYeHHble dhedepanbHble OpraHbl
NCNOJTHUTENBHOM BIACTX U OpraHbl UCNONHUTENbHON BNacTn cybbektoB Poccuiickon depepaumm, ocyllecTBAsOLMNE
nyueH3npoBaHue Mpou3BOACTBa JeKapCTBEHHbIX CPeAcTB, apmMaueBTUYEeCKoW AeATenbHOCTM UM MeOULMHCKON
0edATenbHOCTU, U OCYLLEeCTBSETCHA B paMKaxX MULLEH3UOHHOIO KOHTPOSS.

Mnaea 11. YHUYTOXEHUE NEKAPCTBEHHbLIX CPEOCTB
Cratbsa 59. OcHOBaHUA 1 NOPAOOK YHUUTOXEHWS NEKapCTBEHHbIX CPeacTB

1. He,EI,O6pOKa‘-IeCTBeHHbIe NeKapCTBeHHble CpeacTBa, q)aJ'IbCM(*)I/ILI,MpOBaHHbIe NeKapCTBeHHble CcpeacTBa
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

noanexar M3bATUIO U3 obpalleHns M YHUYTOXEHUIO B Mopsdke, YycTaHoBneHHom [lpaBuTenbctBoMm Poccuickon
®epepaumn. OcHoBaHVEM ANSA YHUHTOXEHNSA NEeKapCTBEHHbIX CPEACTB ABMAETCA pelueHVe Brnagenbla nekapCTBEHHbIX
CpeacTs, pelueHWe COOTBETCTBYIOLLEro YNOMHOMOYEHHOro dedepansHOro opraHa MWCMNOMHUTENbHOW BriacT Wmu
pelleHve cyaa.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. KoHTpadakTHble nekapcTBeHHble CpeacTBa noanexart U3bATUIO U3 OOpaLLeHNs U YHUUYTOXEHNIO MO PeLLEHMIO
cyna. [NopsaoK YHWYTOXEHUS  KOHTpadpakTHbIX NeKapCTBEHHbIX CpPeAcTB  ycTaHaBnuBaeTcs [1paBuTenscTBOM
Poccuiickon depepaumun.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. Pacxogbl, cBsA3aHHblE C YHUYTOXEHMEM KOHTpadaKTHbIX feKapCTBEHHbIX cpeacTs, HegobpokavyecTBEHHbIX
nekapCTBEHHbIX CpeacTB, dPanbCcUdULMPOBaHHbIX NTEKapCTBEHHbIX CPEACTB, BO3MELLAOTCHA MX BNagenbuem.

4. Bnapgeney reKapCTBEHHbIX CPEeACTB [AOMMKEeH npeAcTaBuTb B YNOMHOMOYEHHbIM (befepanbHbld  opraH
NCMNOTMHUTENBHOW BrlacTU JOKYMEHT MW 3aBEPEHHYIO B YCTaHOBIIEHHOM MOPSAAKE ero Konuio, noarsepxaaowmne dakr
YHUUTOXEHUS NeKapCTBEHHbIX CPEACTB.

5. CooTBETCTBYOLMI YNONTHOMOYEHHbIV ddedeparbHbIi OpraH UCMONMHUTENBHON BNAacTu, MPUHABLLMIA pelleHne o6
YHUUTOXEHUW NeKapCTBEHHbIX CPEACTB, OCYLUECTBNAET KOHTPOSb 3a UX YHUYTOXEHNEM.

6. YHMUTOXEHME NneKapCTBEHHbIX CPeACTB MPOUM3BOAUTCS OpraHmsauusmn, WMEHLWMMU COOTBETCTBYIOLLYIO
NMUEH3NI0, Ha cneumanbHO 060pyAoBaHHbIX NNowaakax, MoNMroHax u B cneumansHo 060pydoBaHHbIX MOMELLEHUSX C
cobnogeHnem TpeboBaHWA B 06nacTM OxpaHbl OKpyxaiwLllenh cpegbl B COOTBETCTBMM C 3aKOHO4ATENbCTBOM
Poccuiickon depepaumm.

7. HapkoTtuyeckne nekapcTBeHHble cpencTea, NCUXOTPOMHbIE nekapCcTBeHHble cpencTea,
pagnodapmaleBTUYeckne rekapCTBEeHHble CPEeACTBa YHUYTOXAIOTCHA B COOTBETCTBMM C  3aKOHOOATENbLCTBOM
Poccuiickon ®epepauuu.

Maea 12. TOCYOJAPCTBEHHOE PEIYNIMPOBAHUE LIEH
HA NEKAPCTBEHHbIE NPEMNAPATbI And MEOULUMHCKOIO NPUMEHEHUA

Cratba 60. [ocygoapcTBeHHOe perynMpoBaHMe LUeH Ha JeKkapCcTBeHHble npenapaTtbl Ans MeguuMHCKOro
NpUMeHeHus

[ocyoapcTBEHHOE perynupoBaHMe LEH Ha JeKapCTBEHHble npenapaTtbl Afs MEeAWULUMHCKOro MpUMEHeHus
OCYLLIECTBNSIETCS NOCPEaCTBOM:

1) ytBepxaeHus [NpasButensctBom Poccuinckon Pepepaummn nepeydHs KM3HEHHO HEOOXOAMMBIX U BadKHEWLINX
nekapCTBEHHbIX NpenapaToBs, KOTOPbIA CHOPMUPOBAH B YCTAHOBNEHHOM WM NOPAOKE HA OCHOBE KOMMIIEKCHON OLEHKM
NeKapCTBEHHbIX MpenapaTtoB, BKMYas aHann3 CBeAEeHWA O CPaBHUTENbHOW KIMHUYECKON 3 dEeKTUBHOCTN N
©e3onacHOCTN eKkapCTBEHHONO CPEACTBa, OLEHKY 3KOHOMUYECKUX MOCMEACTBUA MPUMEHEHUS FeKapCTBEHHOMO
cpencTsa M usyvyeHue SOMNOfHUTENbHbIX MOCMEeACTBUA NPUMEHEHNS NTEKapCTBEHHOIO CPeacTBa;

(n. 1 B pea. ®egepanbHoro 3akoHa o1 22.12.2014 N 429-03)

2) yTBepXOeHus METOAMKM YCTaHOBMEHWs MNpOU3BOAUTENsIMM  NEKapCTBEHHbIX MpenapaToB npedenbHbIX
OTMNYCKHbIX LEH Ha NEKapCTBEHHble npenapaTbl, BKIYEHHbIE B MEpPeYeHb XUIHEHHO HEOOXOAMMBLIX W BaXKHEMLUUX
NeKapCTBEHHbIX NpenapaTos, a Takke BHeAPEHUSI MEXaHM3MOB (hOpMMPOBaHUSA CUCTEMbI pedEPEHTHbLIX LIEH;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) rocynapCTBEHHON permcTpaumny yCTaHOBIIEHHbIX MPON3BOAMTENAMM NeKapCTBEHHbIX NpenapaToB npeaerbHbIX
OTMYCKHbIX LeH Ha NleKkapCTBEeHHble npenaparbl, BKMIOYEHHbIe B NEPeYeHb XM3HEHHO HEeOOXOOUMBIX W BaXKHEMLLNX
NeKkapCTBEHHbIX MpenapaTos;

4) BegeHVs rocygapCTBEHHOro peectpa npederibHbIX OTMYCKHbIX LeH Mpou3BoauTenend Ha NekapCTBEHHble
npenapartbl, BKIOYEHHbIE B NepPeYEeHb XN3HEHHO HEOOXOOUMBIX N BaXXHEWLUMX JIEKAPCTBEHHbIX NPenaparos;

5) yTBepXOeHUss MeTOAMKM YCTaHOBIEHMSA oOpraHamu UCMOMHUTENbHOW Bnactu cybbektoB Poccuiickon
depnepaumm npegenbHbIX pasMepoB ONTOBbIX HAA0aBOK U NpeAenbHbIX pasMepoB PO3HMYHbLIX HaA0aBoK K DaKTUYECKUM
OTMNYCKHbIM LleHaM, YCTaHOBITEHHbIM NPOU3BOAUTENSAMU NIEKAPCTBEHHbIX NPEenapaToB, Ha JleKapCTBEHHble npenaparhbl,
BKITHOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOANMBIX Y BaXXKHEMNLUMX NEeKapCTBEHHbIX NpenapaTos;

6) yCcTaHOBINEHUS NpeaerbHbIX pa3sMepoB ONTOBLIX HAA6aBOK M NpeAeribHbIX pa3MepoB PO3HWYHbLIX HaabaBoOK K
aKTUYECKNUM OTMNYCKHbIM LieHaM, YCTaHOBMEHHbIM NPON3BOAUTENSAMMU NEKapCTBEHHbIX NpenapaToB, Ha NeKkapcTBEHHbIE
npenapartbl, BKNOYEHHbIE B NepeYeHb XN3HEHHO HEODXOONMBIX N BaXXHEWLUMX SleKapCTBEHHbIX NpenapaTos;

7) yTBEpXOEHUSA MopsiAka Bbl4aun MNpeanucaHvuin opraHam WCMONHUTENbHOW Bnactn cybbektoB Poccuickon
depnepaumm o npnBeaeHMM B COOTBETCTBUE C 3aKoHOAATeNbCTBOM Poccuiickon Pegepaumm peleHnin 06 yCcTaHOBEHUN
npegenbHbIX pa3MepoB ONTOBbLIX HaAOABOK U NpeaenbHbIX PAa3MePOB PO3HMYHBLIX HaA0aBOK K DAKTUYECKUM OTMYCKHbIM
LeHaM, YCTaHOBIEHHbIM NPON3BOAMTENAMM fNIEKAPCTBEHHbBIX NpenapaToB, Ha NekapCTBEHHbIE NpenapaTthbl, BKMOYEHHbIE
B NepeYeHb XN3HEHHO HEOOXOAMMbIX Y BaXKHENLLNX NEeKapCTBEHHbIX NpenapaToB, €CNu OHW MPUHATbI C HapyLleHueM
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

3akoHofarernbcTBa Poccuinckon ®egepaunn, B nopsake, yctaHoneHHom lNMpasutensctsom Poccuiickon degepauuu;

8) HanpaBneHns ynonHOMOYeHHbIM dhedepanbHbIM OPraHOM UCMOSTHUTENBHOW BIACcTM OpraHamM MCMOMHUTENbHOM
Bnactu cybwektoB Poccuiickon depepaumm npegnucaHnin O NpuUBEAEHMM B COOTBETCTBME C  3aKOHOLATENTbCTBOM
Poccuiickon ®epepaunn npuHATBIX € HapylleHWeM 3akoHopdatensctBa Poccuiickon ®depepaumm pelleHun o6
yCTaHOBMNEHUN NpeaesbHbIX pasMepoB ONTOBbLIX HAA0aBOK M NpeAenbHbIX pa3MepoB PO3HUYHBLIX HAA0aBOK K LeHaM Ha
neKkapcTBeHHble npenapaTbl, BKMYEHHble B MepeYeHb XM3HEHHO HEeOoOXOAMMbBbIX W BaKHEWLWMX feKapCTBEHHbIX
npenapaTos;

9) ocywecTtBnenns deagepanbHOro rocygapCTBEHHOrO Hag3opa B cdhepe obpalleHns NekapCTBEHHbIX CPEeACTB U
pernoHanbHOro rocyfapCTBEHHOrO KOHTPOMSA 32 NPUMEHEHWEM LEH Ha NeKapCTBEHHble npenapaTtbl COOTBETCTBEHHO
YNOMHOMOYEHHbIMU heaeparnbHbIMU OpraHamMmn  WUCMNOMIHUTENBHOW BRacTM M OpraHamu UCMOSNTHUTENbHOW BRactu
cybvektoB Poccuiickon degepaumy COrnmacHo WX KOMMNETEHUUW B MOpPsSiAke, YCTaHOBMNEHHOM  [paBUTENLCTBOM
Poccuinckon denepaumu;

(n. 9 B pea. PepepanbHoro 3akoHa ot 25.06.2012 N 93-93)

10) npuMMeHeHus npenyCMOTPEHHbIX 3aKoHOAATenbCTBOM Poccuiickon depepaumm Mep OTBETCTBEHHOCTM 3a

HapyLleHWe nopsaka LLeHoobpa3oBaHUS Ha XXM3HEHHO HEOOXOAUMbIE N BaXKHENLLME NekapCTBEHHbIE NpenaparThbl.

Cratbsa 61. FocygapcTBeHHas permcTpaums ycTaHaBnNMBaeMblX MNPOU3BOAUTENSIMUM NEKaPCTBEHHbIX MpenapaToB
npeaenbHbIX OTMNYCKHbIX LEH Ha NEeKapCTBEHHblE Mpenapatbl, BKIOYEHHbIE B NEpeyvYeHb XKM3HEHHO HEeOBXOAMMbIX U
Ba)XHEMNLLNX NEKaPCTBEHHbIX NpenapaToB
(B pen. PepepanbHoro 3akoHa ot 08.03.2015 N 34-03)

1. YcTtaHaBnuBaemble NpPOU3BOAMTENSMMU JEKAPCTBEHHbIX MpenapaToB npefesibHble OTMYCKHbIe LeHbl Ha
neKkapcTBeHHble MpenapaTbl, BKMOYEHHble B MEepeYeHb XM3HEHHO HEOOXOAMMbBbIX W BaKHEWLMX feKapCTBEHHbIX
npenapaTtoB, MoAnexaT rocyaapCTBEHHOW perucTpaumv B Mopsigke, ycTaHoBneHHom [lpaBuTenbcTBoMm Poccuickon
denepaumm.

(vactb 1 B pen. PepepanbHoro 3akoHa ot 08.03.2015 N 34-03)

2. Ha ocHoBaHuMM nogaHHoro Ao 1 okTabps kaxgoro roga 3asiBMieHUsI MNpPOM3BOAUTENSA  NEKapPCTBEHHbIX
npenapaToB, BKIOYEHHbIX B NEpPEeYEeHb >XMU3HEHHO HeobXoAMMbIX W BaXHEMWMX JeKapCTBEHHbIX MNpenapaTos,
3aperMcTpupoBaHHas npegenbHas OTNyCKHas LieHa Ha NeKapCTBEHHbLIM npenapaT MOXeT ObiTb NepeperncrpupoBaHa
OOVH pa3 B KarieHgapHoOM rogy B nopsiake, yctaHoBneHHom lMpasuTtensctBom Poccuiickon ®egepaunn.

(yacTb 2 B peq. PegepanbHoro 3akoHa ot 08.03.2015 N 34-93)

2.1.-2.2. Ytpatnnu cuny ¢ 1 mona 2015 roga. - PegepanbHbivi 3akoH oT 08.03.2015 N 34-03.

3. PacueT npegenbHbIX OTNYCKHbIX LeH, yKa3aHHbIX B YacTax 1 1 2 HacTosALWwen cTaTbu, Npy X rocygapCTBEHHOMW
pervctpaumm unu nepeperncTpaLmm ocyLLecTBnseTCs B COOTBETCTBMU C METOAMKOW, YTBEpXAeHHOW [1paBuTenscTBOM
Poccuiickon ®efepauunm n yuntbiBatoLLen, B HaCTHOCTU:

1) cobniogeHne GanaHca WHTepecoB MNOTpebuTener NekapCTBEHHbIX MpenapaToB, BKMHOYEHHbIX B MNepeyeHb
XM3HEHHO HEOOXOAMMbIX U BaXKHEWLUMX JIEKAPCTBEHHBIX NPENapaToB, Y NPON3BOANUTENEN NIEKAPCTBEHHbBIX NpenapaTos,
BKITHOYEHHbIX B MEePeYeHb XN3HEHHO HEOOXOAMMBIX U BaXKHEMLUNX NEKapCTBEHHbIX NPenapaTos;

2) dakTu4eckyro OTMYCKHYI LieHy Ha nekapcTBeHHble npenapatbl B Poccuiickon Pepepaumu, UeHy BBO3a
nekapcTBeHHbIX NpenapaToB B Poccuiickyto ®enepaumio, a Takke LieHbl Ha aHanorMyHble nekapcTBeHHble npenapaTbl,
HaxogsLlmecs B o6palleHnn B Poccuiickon deaepaumu;

3) 3aTpaTbl NPOM3BOAMTENS FNEKAPCTBEHHOrO Mnpenaparta Ha MNpPOM3BOACTBO M peanu3auuio  NIEKapCTBEHHOIro
npenapara;

4) ueHy Ha NekapCcTBEHHbIN MpenapaT MHOCTPaHHOrO MPOM3BOACTBA, €ro LEeHy B CTpaHe npou3BoguTens u B
CTpaHax, B KOTOPbIX NpenapaT 3aperMcTpMpoBaH u (Unn) B KOTOPbIE NOCTaABMASIETCS UHOCTPAHHBIM MPOU3BOANTENEM.
(vactb 3 B pen. PenepanbHoro 3akoHa ot 08.03.2015 N 34-03)

4. He ponyckaloTcs peanu3aumsi U OTNYCK NEKapCTBEHHbIX MpenapaTtoB, BKMAYEHHbIX B NEPEeYEHb XWU3HEHHO
HEOOXOAMMbIX U BaXKHEWLLNX NIEKAPCTBEHHbLIX NPEenapaToB, HA KOTOpPble NPOM3BOAUTENSIMU NIEKAPCTBEHHbIX NpenapaToB
He 3aperMcTpupoBaHa npefenbHasi OTMYCKHasa LeHa, peanusauuss M OTNyCcK MpOU3BOAUTENSMU JIEKapCTBEHHbIX
npenapaToB MO LEeHaM, NPEeBbIAaWUM 3aperMcTpMpoBaHHble MpefenbHble OTMYCKHbIE LEHbl Ha JIEeKapCTBEHHbIE
npenaparbl.

(yacTb 4 BBegeHa PepepanbHbiM 3akoHoM oT 08.03.2015 N 34-93; B pen. deaepansHoro 3akoHa ot 03.07.2016 N
350-93)

5. OcobeHHOCTU rocygapCTBEHHOIO pPerynMpoBaHus nNpeaernbHbIX OTNYCKHbIX LIEH HA NEKapCTBEHHbIE NpenaparTsl,
BKIIOYEHHblE B MepeYeHb XU3HEHHO HeOoOXOOMMbIX W BaXKHEWLMX fNeKkapCTBEHHbIX MpenapaToB, B 3aBUMCUMOCTM OT
3KOHOMMYECKMX U (MNK) coumanbHbIX KpUTepueB (M3MEHEHWe YCMOBUIW, Mnopsidka M CTOMMOCTM NPOM3BOACTBA
NeKapcTBEHHbIX MpenapaToB, UCMNOSb30BaHNE HOBbIX (hOPM, METOAOB UM CNOCOBOB rOCyJapCTBEHHOrO perynMpoBaHust
LleH Ha NekapCTBEHHbIe npenapartbl, B TOM YMCe Ha OCHOBE MexaHu3Ma pedepeHTHOro LeHoobpa3oBaHNd, USMEHEHUN
nopsiika okasaHusi MegULMHCKON MOMOLLM, U WHble U3MEeHeHud) ycTaHasnueawTcsa [lpaBuTenbctBom Poccuiickon
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

denepaumm.
(vacTb 5 BBegeHa PegepanbHbiM 3akoHOM OT 08.03.2015 N 34-03)

CraTtba 62. ['ocygapCTBEHHbIN peecTp npedefibHbIX OTNYCKHbIX LEeH Npou3BOAMTENEN Ha feKkapCTBEHHble
npenaparbl, BKIOYEHHbIE B NepeYeHb XN3HEHHO HEOOXOANMBIX N BaXXHEWLLMX NEKApCTBEHHbIX NpenapaToB

1. 3aperncTpmpoBaHHble MpefernbHble OTMYCKHbIE LieHbl Ha fNeKapCTBEHHble Mnpenapatbl, BKIOYEHHblE B
nepeyeHb >XW3HEHHO HeOoOXOAMMbIX W BaXKHEMLUMX FeKapCTBEHHbIX MpenapaToB, MOAMNEeXaT BKIIOYEHMIO B
rocyapCTBEHHbIN peecTp NpeaernbHbIX OTNYCKHbIX LEeH NpoM3BoauTeNen Ha NiekapCTBEHHbIE NpenapaTtbl, BKIHOYEHHbIE
B NepeyveHb XXU3HEHHO HEOOXOAMMBIX N BaXKHENLLMX NEKapCTBEHHbIX NpenapaTos.

2. TocypapCTBEHHbIN peecTp npeferibHbiX OTNYCKHbIX LEeH Npou3BoAUTENEeN Ha nekapCTBEHHble npenaparthbl,
BKIOYEHHblE B NEpPeYeHb XXM3HEHHO HeODOXOAUMBIX U BaXXHEWLIMX NeKapCTBEHHbIX MpenapaToB, coaepxut B cebe
cnegyloLwyo MHopmauuio:

1) HaMMeHoBaHWe gepxxaTenst Unu BnagernbLa PerncTpaLmMoHHOro yooCTOBEPEHMST NEKAapPCTBEHHOro npenaparta,
HavMeHOBaHWe MNPOM3BOAUTENS NEKAPCTBEHHOro npenapaTta, MeCTO HaxoXAEeHWUs MPOU3BOLCTBEHHbLIX MIOLWAAOK,
y4yacTBYIOLLUX B NpoLecce NPOM3BOACTBa NekapCTBEHHOro npenapaTta, C ykasaHvem ctagum npowuecca nponsBoacTBa;
(n. 1 B pea. ®enepanbHoro 3akoHa o1 22.12.2014 N 429-03)

2) HanMeHoBaHWe NekapCTBEHHOro npenaparta (MexayHapoaHoe HenaTeHTOBaHHOe, UMW rpynnuUpoOBOYHOE, UMK
XUMWNYECKOE N TOProBOE HAUMEHOBAHWS);

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HoOmMep perncTpaLMoHHOro yAoCTOBEPEHUS NeKkapCTBEHHOMO Npenapara;

4) nekapcTBeHHas hopMa C ykasaHuem [03MPOBKN NEeKapCTBEHHOro npenapaTa 1 ero Konuyectea BO BTOPUYHON
(NoTpebunTenbCKo) ynakoBke, a Takke KOMMIEKTHOCTb;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5) sapeructpupoBaHHas npegenbHas OTMyCckHas LeHa B pybnsx;

6) pata M HOMep nMpuKasa YMNONIHOMOYEHHOro defeparnbHOro opraHa MWCMOMHUTENbHOW BractM O
rocyapCTBEHHOW perucTpauuu, nepeperucrTpaumm npegensHorW OTNYCKHOW LeHbl Ha nekapcTBeHHbIM npenapar,
BKITIOMEHHbIN B NEPEYEHb XU3HEHHO HEOBXOANMbIX Y BaXKHEMNLUMX NEeKapCTBEHHbLIX NpenapaTos;

(n. 6 B pea. ®enepanbHoro 3akoHa o1 22.12.2014 N 429-03)

7) LWUTPUXOBOM KOA, HAHECEHHBIN Ha BTOPUYHYIO (MOTPeOMTENBCKYHO) YNAKOBKY lekapCTBEHHOMO Npenapara;
(n. 7 BBeaeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8) «kog  nekapCTBEHHOro  npenaparta MO  aHAaTOMO-TepaneBTUYECKO-XMMMYECKOWM  Kraccudpmkaumu,
pekoMeHaoBaHHOW BceMupHon opraHusalmen 3gpaBooxXpaHeHus.
(n. 8 BBeaeH ®egeparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

3. l'ocynapcTBeHHada permctpanms npeaenbHbIX OTNYCKHbIX LEH Ha NeKapcTBEHHbIE npenapaTthl, BKIYEHHbIE B
nepeyeHb XU3HEHHO HEOOXOAUMbIX U BaXKHEWLLMX NeKapCTBEHHbIX MpenapaToB, BedeHWe rocyaapCTBEHHOro peecrtpa
npedenbHbIX OTNYCKHbIX LeH NpousBoauTeNnen Ha nekapCTBEeHHble npenaparbl, BKMOYEHHble B NepeyveHb XU3HEHHO
HEeOOXOOMMbIX WM BaXHEMWMX JIeKapCTBEHHbIX MNpenapaToB, OCYLECTBMAAKTCA B MOpsAAKe,  YCTAHOBIIEHHOM
MpaButenscTeoM Poccuinckon degepaumn.

CraTbsa 63. YcTaHOBMEHWe opraHaMmm UCMOSNHUTENbHOW BNacTu cyobekToB Poccuiickon ®Pepepaummn npeaenbHbiX
pa3MepoB ONTOBbIX HAAbaBOK M MpefenibHbIX pa3MepoB PO3HUYHbIX HAO0aBOK K (PaKTUYECKUM OTMYCKHbIM LieHaM,
YCTaHOBIEHHBIM MPON3BOANTENSAMU NIEKAPCTBEHHBIX NPEnapaToB, HA JIEeKapCTBEHHbIE MpenapaTbl Ans MegULUHCKOro
NPUMEHEHS

1. OpraHbl cnonHuTenbHoW BnacTu cybwektos Poccuiickon defgepaunm ycTaHaBnmMBaoT npedenbHble pasmepbl
ONTOBbIX HAA0aBOK 1 NpeaenbHble pa3Mepbl PO3HUYHbIX HaA0aBOK K (PaKTUYECKUM OTMYCKHbIM LileHaM, YCTaHOBMEHHbIM
NPON3BOAMTENAMW NeKapCTBEHHbIX NpenapaToB, Ha NeKapCTBEHHbIE MpenapaThl, BKOYEHHblE B NepeyeHb XWU3HEHHO
HeobXOAMMbIX W BaXHEWLWMWX JleKapCTBEeHHbIX nNpenapaTtoB, B COOTBETCTBMM C YTBEPXKAEHHOW B Mopsagke,
ycTtaHoBneHHoM [lpaBuTensctBom Poccuiickon Pegepaumun, METOOMKOW YCTAaHOBMEHMSA OpraHaMu WCMOSHUTESNbHOW
Bnactu cybbektoB Poccuickon Pegepaumm npepenbHbIX pasMepoB OMNTOBbIX HaAbaBoK M npederibHbIX pasMepoB
PO3HUYHbIX HagbaBOK K (DaKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSMU JeKapCTBEHHbIX
npenapaTtoB, Ha feKapCTBEHHble MpenapaThbl, BKMOYEHHbIE B MEpPeYEHb >XU3HEHHO HEOOXOAMMbIX W  BaXKHEWLUMX
nekapcTBeHHbIX npenapaToB. [1poeKTbl pelleHni OpraHoB MWCMOMHUTENBHOW BriactTu cybobekToB Poccuiickon
depepaumm 06 ycTaHOBNEHMUN U (UNIN) M3MEHEHUN MpeAenbHbIX Pa3MepoB ONTOBLIX HAAOaBOK M NpeaeribHbIX pa3MepoB
PO3HUYHbIX HagbaBOK K (DaKTUYECKUM OTMYCKHbIM LIEHaM, YCTAaHOBMEHHbIM MPOU3BOOUTENSIMU JIEKAaPCTBEHHbIX
npenapaToB, Ha NeKapCTBEHHble Mnpenapathbl, BKMOYEHHbIE B NepeyYeHb >XM3HEHHO HeobXoaMMblX W  BaXHEMLUMX
nekapCTBEHHbIX MpenapaToB, Moasniexar COornacoBaHWilo C deaepanbHbIM  OpraHoM  UCMONHUTENbHOW  BRacTy,
YMOSTHOMOYEHHbIM  OCYLLECTBNATL MPaBOBOE perynupoBaHMe B cdepe rocyfapCTBEHHOro perynvpoBaHus LeH
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

(TapudboB) Ha ToBapsbl (ycryru), B nopsigke, yctaHoBneHHoM lMpasutenscTBom Poccuiickon ®egepauun.
(B peq. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. OpraHusaumm OnNTOBOW TOProBNM M (UNM) anTeuvHble OpraHM3auuun, WHAMBMAYanbHble MpeanpuHUMaTenu,
umerLwme nuUeHsMio Ha (papmaueBTUYECKyl0 AeATEeNbHOCTb, OCYLECTBASIOT peanu3auuto  NeKapCTBEHHbIX
npenaparoB, BKIOYEHHbIX B MEPEYEHb XU3HEHHO HEOOXOAUMBIX U BaXKHENLLUX NEKApCTBEHHbIX NPenaparos, No LeHam,
YPOBEHb KOTOPbIX HE MpeBbIlAeT CyMMYy pakTUYEeCKOW OTMYCKHOM LEHbl, YCTAHOBIIEHHOW MPOWN3BOAUTENEM
nlekapCTBEHHbIX MpenapaToB M He MPEeBbILAILWEN 3aperncTpMpoBaHHONW NpeaenbHOW OTMYCKHOW LeHbl, U pa3mep
ONTOBOM HagbaBkM M (UNK) pasMmep PO3HNYHON HaabaBkK, He MpeBbILAKLWNE COOTBETCTBEHHO pa3mMepa npeaenbHON
OnTOBOM HagbaBkn M (Unun) pasmepa npeneribHOM PO3HUYHOM HagbaBKW, YCTAHOBMEHHbLIX B cybbekTe Poccumnckon
depepaumu.

3. OpraHbl UCcnonHUTENbLHOWM Bnactu cyobektoB Poccuiickon Pepepaummn pasmewsaoT B cetu "UHTepHeT" unu
onybnnKoBbIBaT MHGOPMALIMIO O 3apErMCTPMPOBAHHON NPEAENbHON OTMYCKHOW LiEHE Ha JeKapCTBEHHbIE MpenaparTbl,
BKIIOYEHHbIE B MepeYeHb XU3HEHHO HEOOXOAUMbIX U BaXKHENLLMX NeKapCTBEHHbIX NpenapatoB, 06 YCTaHOBMEHHbIX B
cybbekTe Poccuiickon Pegepaumm pasmepe npenernibHoM onToBov Hagbasku u (Mnn) pasmepe npegenbHOM PO3HUYHOM
HagbaBkM K YCTAHOBMEHHLIM MPOW3BOAUTENSMU NEKAPCTBEHHLIX NpenapaToB (PakTUYECKUM OTMYCKHbIM LeHam Ha
nekapcTBEHHbIE npenapaTbl, BKHOYEHHbIE B MNEPEYEHb XMU3HEHHO HEOOXOAUMBIX W BaXKHENLIMX FEKapPCTBEHHbIX
npenapaTtoB, 1 00 ykaszaHHOW B 4acTu 2 HacTosiwen ctaTblM cymme. MHdopmauus, npeaycMOTpeHHasi HacTosiLen
YacTbio, AOMKHA pa3MeLLaTbCs Takke B anTeYHbIX OpraHn3aumnsx B 4OCTYNHOW ANsi CBEAEHMS BCEX 3aUHTEPECOBAHHbIX
nvy opme 1 06HOBNATLCA MO Mepe ee onyonMKOBaHuS.

4. MNpuHATbIE C HapyLleHneM 3akoHogaTenbcTBa Poccuiickon depepaumm pelueHust opraHoB WCMOSNHUTENbHOWN
Bnactu cybbekta Poccuinckon ®egepauun 06 yctaHOBRNEHUM NpeaenbHbiX pa3mMepoB ONTOBbIX HaAbaBoOK 1 NpedernbHbIX
pa3mMepoB PO3HUYHBLIX HaObaBOK K 3aperMcTpupoBaHHbIM MNpedenbHbIM  OTMYCKHbIM LieHaM Ha nekapCTBEHHbIE
npenapartbl, BKMOYEHHbIE B NEPEYEHb KN3HEHHO HEOOXOAUMBIX N BaXKHENLLUX NEKapCTBEHHbIX NpenapaToB, noanexar
OTMeHe B cynebHOM nopsifke.

Nnaesa 13. MOHUTOPUHI Q®PEKTUBHOCTU U BE3OMNACHOCTHU
NEKAPCTBEHHbIX MPEMAPATOB, HAXOOALWMXCA B OBPALLEHNN
B POCCUUCKOWU ®EOEPALIUN
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CrtaTtbs 64. ®apmakoHag3op
(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. NlekapcTBeHHbIE Npenaparthbl, HaxogsLmecs B obpalleHun B Poccuickon Pegepaumm, noanexaTt MOHUTOPUHTY
adphekTUBHOCTM 1M ©e30MacHOCTU B LENSIX BbISIBNEHUS BO3MOXHbIX HEraTMBHbIX MOCNeACTBUA UX NPUMEHEHNS,
WMHOMBUAYANbHON HENEPEHOCUMOCTU, MpeaynpexaeHnss MeQUUUHCKMX paboTHMKOB, BeTepUHapHbIX CNeLManvcTos,
naumneHToB N BNagenbLEB XXMBOTHbIX U UX 3alUTbl OT NPUMEHEHNST TaKNX JIEKApPCTBEHHbIX NpenapaToB.

2. ®apmakoHag30p OCYLLECTBNSETCA COOTBETCTBYHOLUMM  YMOSHOMOYEHHbIM  doefeparbHbiM — OpraHom
WCNOSTHUTENBHOM BacTW B YCTAHOBMIEHHOM MM MOPSAKEe MyTEM aHanu3a npegocTaBnsgeMon cybbektamm obpalleHus
NeKapcTBEHHbIX CpeacTB  MHGOPMaUUM O MOOOYHbIX AEWCTBUSIX, HeXenaTenbHbIX  peakuusix, Cepbe3HbIX
HexenaTenbHbIX peakuusax, HenpedBUOEHHbIX HeXenaTeslbHbIX peakuuMsix Mpu  MNPUMEHEHUN NeKapCTBEHHbIX
npenapaTtoB, 06 MHOVBMAYaNbHOW HEMEPEHOCMMOCTUN, OTCYTCTBUM 3EEKTUBHOCTM JEKAPCTBEHHbIX NpenapaTos, a
Takke 06 UHbIX hakTax U 0OCTOATENbCTBAX, NMPEACTABMASALWMNX YIPO3Y XU3HW UIN 340POBbI0 YerioBeKa nmbo KNMBOTHOTO
npv NPMMEHEHUN NEKAPCTBEHHbIX NPenapaToB M BbISIBIIEHHbIX Ha BCEX 3Tanax obpalleHus NnekapCTBEHHbIX NpenapaToB
B Poccuiickon depepaumm un gpyrux rocyaapcraax.

3. CybbekTbl 0OpalLeHNst NekapCTBEHHbIX CPEACTB B NOPsiAKe, yCTaHOBNEHHOM YNOTHOMOYEHHLIM (heaeparbHbIM
OpraHoM UCMOSHMUTENBHOW BriacT1, 00s3aHbl coobwatb B YMNONMHOMOYEHHbIM dedepanbHbIi opraH UCNOMHUTENBHON
BNacTu 0 NOBOYHbLIX AEUCTBUAX, HEXENaTelbHbIX peakUmsaX, CEPbe3HbIX HEXenaTenbHbIX peakuusix, HenpeaBUAEHHbIX
HexxenaTenbHbIX peakuusax Npu NpUMEHEHUM JIEKapCTBEHHbIX MpenapaTtoB, 00 MHAMBMAYaANbHOW HENnepeHOCUMOCTH,
OTCYTCTBMM 3(PPEKTUBHOCTM JEKApCTBEHHbLIX MNpenapaToB, a Takke 00 WHbIX aktax u obCcToATENBLCTBAX,
NpeacTaBnAlLLMX Yrpo3y XXU3HM UMM 300POBbI0  YernoBeka nmMbO KMBOTHOMO NPU MPUMEHEHUU JEKAPCTBEHHbIX
npenapaToB U BbISIBIIEHHbIX HA BCEX 3Tanax obpalleHnsi nekapcTBEHHbIX NpenapatoB B Poccunickon depepaunn n
OpYrux rocygapcreax.

4. [epxatenu unv Bnagenblbl PerMcTpaLnoHHbIX yOOCTOBEPEHUIN fEeKapCTBEHHbLIX MpenapaToB, opuUandeckue
nMua, Ha MMsi KOTOPbIX BblaHbl pa3peLLeHns Ha NpoBeAEeHNE KITMHUYECKMX nccregoBannn B Poccuiickon Pepepaumum,
nnbo yMNONMHOMOYEHHbIE UMW Opyrue opuanyeckue nuua B pamkax obecriedeHust 6e30MacHOCTU  fIEKapCTBEHHbIX
npenapaTtoB B MNOpsSdKe, YCTAHOBMEHHOM  COOTBETCTBYIOLIMM  YNOSIHOMOYEHHbIM  dbefepanbHbiM  OpraHoMm
NCMNONHUTENBHOW BnacTn, 06513aHbl OCYLLECTBMSATL NPUEM, Y4eT, 00paboTKy, aHanm3 M XpaHeHWe MNOCTynallWmx B UX
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

agpec oT cybbekToB OOpalleHUss NeKapCTBEHHbIX CPEACTB U OpraHoB rOCYAapCTBEHHOW BriacTu cooOWeHun o
NoBOOYHbIX OENCTBUSAX, HEXENATENbHbIX PEAKUUSAX, CEPbE3HbIX HEeXenaTenbHbIX W HenpeaBWAEHHbIX HexXenaTerbHbIX
peakumsix npu MNPUMEHEHMM IEKAPCTBEHHbIX MpenapaToB, 00 OCODEHHOCTAX WX B3aMMOAEWCTBUSI C APYrMM
nekapcTBEHHbIMY NpenapaTtamun, UHANBUAYaNbHOMW HENEPEHOCUMOCTH, a Takke 00 MHbIX dhakTax u ob6CTOATENLCTBAX,
NPeACTaBNSLNX YrPO3Y XKU3HW UK 300POBbLI0 YernoBeka NGO XKMBOTHOTO UMK BANSIIOLLMX HA U3MEHEHUE OTHOLLEHMS
OoXunaaemon nosb3bl K BO3MOXXHOMY PUCKY MPUMEHEHMS NEKapCTBEHHBIX NpenapaTos.

5. Mpu BbISABNEHNM MHPOPMALUN O CEPLE3HbIX HEXENAaTEmNbHbIX PEaKUMAX U HenpeaBUAEHHbIX HeXenaTerbHbIX
peakumsix npuv MNPMMEHEHWM JEeKapCTBEHHbIX MnpenapatoB, 06 OCOBGEHHOCTAX WX B3aMMOAEWCTBMA C  APYrMMM
nekapcTBEHHbIMY NpenapaTtamun, UHANBMAYANbHOM HENEPEHOCUMOCTH, a Takke 00 MHbIX dhakTax u 0b6CTOATENLCTBAX,
BNUAIOLLMX HA WU3MEHEHWE OTHOLUEHUS OXWOAEMOMW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA feKapCTBEHHbIX
npenapaTtoB, AepXatenu unu Bragenblbl PErncTpaumMoHHbIX YAOCTOBEPEHUN NEeKapCTBEHHbIX MpenapaTos,
IopyaMYecKMe NnLa, Ha MMsi KOTOPbIX BbldaHbl pa3peLleHnst Ha NPOBEeAEHUE KITMHUYECKMX UCCNedoBaHui B Poccuiickom
depepaumm, NMBO yNONTHOMOYEHHbLIE UMW ApYrue opugudeckne nvua obsidaHbl NPUHATbL Mepbl, HamnpaBfieHHble Ha
yCTpaHeHne HeraTuBHbIX NOCNEACTBUN NPUMEHEHUS Taknx NIEKapCTBEHHbIX NMpenapaToB, NpeaynpexaeHne NpudMHeHus
Bpeda XM3HM UM 300pPOBbI0  YerioBeka nnMbBO KMBOTHOrO, 3almUTy WX OT MPUMEHEHUS TakuxX JieKapCTBEHHbIX
npenapaToB, Ha AONOMNHUTENbHbLIM COOp AaHHbIX 06 3ddeKkTMBHOCTM M BEe30nacHOCTM TakUMX JeKapCTBEHHbIX
npenapaTos.

6. 3a HecoobLLEeHNE UK coKpbITUE MHAOPMaLMKU, NPefyCMOTPEHHOM YacTblo 3 HaCTOsILLEN cTaTbk, AepXaTenu
UnNu Briagenblibl PErMcTpauMOHHbIX YA0OCTOBEPEHUI NEKAPCTBEHHbIX MpenapaToB, pUAMYECKME Nnua, Ha NMST KOTOPbIX
BblJaHbl pa3peLleHns Ha NpoBeAeHUE KIMHNYECKNX ncenegosannii B Poccuinckon ®egepauum, nnbo ynonHOMOYEHHbIE
UMK Apyrve lpuanyeckne nuua, a Takke AOSMKHOCTHbIE Nvua, KOTOpbIM 3Ta MHpopMaums cTana n3BecTHa no poay Mx
npoceccuoHansHon [eATeNbHOCTU, HEeCYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3akoHoOaTenbCTBOM Poccuiickon
degepaumn.

7. Tpu nonyy4eHMn ynONTHOMOYEHHbIM (hbefepanbHbIM  OpPraHoM  WUCMOMHUTENBbHOW BMactM B pamKax
OCyLLEeCTBMNEHUS UM hapMakoHaa3opa [4oKa3aTenbCTB O HECOOTBETCTBMM NIEKAPCTBEHHOTO Npenaparta yCTaHOBMEHHBIM
TpeboBaHNAM UM Npu NONyYeHU MHPOPMaLMM O HECOOTBETCTBMM AaHHbIX 00 3adpdekTMBHOCTM U O BGesonacHocTu
NeKkapCcTBEHHOro npenapara AaHHbIM O NIEKapCTBEHHOM NpenapaTe, COAepXaluMCs B MHCTPYKLMM MO ero NPUMeHeEHMI0
(B TOM u4uncne BbISBMEHHLIX B X04€ OCYLIEeCTBNEHUs dapMakoHaas3opa KOHTPOSbHO-HAA30PHbIMU — OpraHamu
WHOCTPaHHbIX rOCy4apcTB), YNONMHOMOYEHHbIN doefeparbHblii OpraH WUCMONHUTENbHON BNacTU B YCTAaHOBNEHHOM UM
nopsgke paccmatpuBaeT BONPOC O NPUOCTAaHOBEHMN NPUMEHEHUSI TAKOro NlekapCTBEHHOro npenapara.

Cratbs 65. NpuoctaHoBNeHe NPUMEHEHNST NTEKAPCTBEHHOIO NpenapaTa
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. Mpun nonyyeHnn nHopMaLMm 0 HexenaTernbHbIX peakUnUsix Npyu NpUMEHEeHUN NekapCcTBEHHOro npenapara, He
YKa3aHHbIX B MHCTPYKUMM MO MPUMEHEHUIO NEKapCTBEHHOIO MpenapaTa, CEepbe3HbIX HeXenaTemnbHbIX peakuusax, ob
0CODOEHHOCTAX ero B3auMogencTBnst C ApPYrMmMu fiekapcTBEHHLIMU NpenapaTtamMu, KoTopble MOryT MPeACTaBnsATb Yrpo3y
XW3HW UM 300pOBbI0 YerioBeka NMBO XKMBOTHOMO, a TakkKe O HECOOTBETCTBUM AaHHbIX 006 3dEKTMBHOCTM U O
©e30nacHOCTU NekapCTBEHHOMO NpenapaTta AaHHbIM O IeKapCTBEHHOM Mpenaparte, coAepXallMMcs B MHCTPYKUMM MO
ero npMMEHEHWD, B TOM 4YUCre OT YMNONMHOMOYEHHbLIX OpPraHoOB WMHOCTPaHHbLIX rocydapcts, OOMEH KOTOpOW
OCYLLLeCTBMSIETCA B COOTBETCTBUM C COMMalleHUAMU MexXAy  YNONMHOMOYEHHbIM  defepanbHbiM - OpraHoMm
WUCNOSNTHUTENBHOM BNAacTU U YNONHOMOYEHHbLIMW OpraHamMn MHOCTPaHHbIX roCyAapcTB, YMNOMHOMOYEHHbIM deaepanbHbIn
OopraH WCMONHUTENIbHOM BNacTU pacCMaTpuMBaeT BOMPOC O BO3MOXHOCTU MPUMOCTAHOBMNEHUA OOpalleHns Takoro
nekapCTBEHHOro npenapara B nopsgke, yCTaHOBMEHHOM YNOMHOMOYEHHbIM dheaepanbHbIM OpraHoOM MCMONMHUTENBHON
BracTu.

2. Mpn HEUCNOMHEHNN UNX HeHagnexallemM WCNOSIHEHUM OepXaTensamMui unu Brnagenbuamm permcTpaunoHHbIX
yOOCTOBEPEHUI NEeKapCTBEHHbLIX NpenapaTtos, pUANYECKUMM NUUaMWU, Ha UMS KOTOPbIX BblaHbl paspelleHust Ha
npoBefeHne KNuHM4Yeckux uccnegosaHui B Poccuiickon dPepepaumu, UM YNOAHOMOYEHHbIMA UMW OpYruMU
OPUONYECKMMN NLaMn 00s3aHHOCTEN, YCTAHOBIIEHHbIX YacTamu 3 n 4 ctatbuk 64 HacToswero degepanbHOro 3akoHa,
nmbo B criyyasx npenctaBfeHns COOTBETCTBYHOLMM YMNOMMHOMOYEHHbIM dhefepanbHbiM OpPraHoM  UCMOSHUTENBbHOWN
BNAcCTU 3aKMNioYeHUs 0 He4OCTOBEPHOCTM Pe3yrbTaToB KMMHMYECKOrO UCCNefOBaHNS NEeKapCTBEHHOrO npenapata Aans
MEeAMWLIMHCKOro NpUMEHeEHMUs, KOTOpOe OCHOBAHO Ha pe3ynbTaTax NpoOBEpPKN MEOULNHCKOW OpraHu3auum, npoBOAUBLLEN
yKasaHHOe KINMHUYECKOe UCCIeioBaHne C HapylleHueM npasBun Hagnexailen KNUHUYEeCKOW MNpakTUKW, U NpuBeno K
Nony4YeHnto HeJOCTOBEPHBIX pe3ynbTaToB, MO0 B cryyae HEBLINOIHEHUS NpeanMcaHuns, BbIAAHHOMO YNOSTHOMOYEHHbIM
denepanbHbiM OpraHoOM WCMOSTHUTENBHOW BIAcTM MO UTOraMm OCYLLECTBIIEHUS BbIOOPOYHOIO KOHTPOSS KayecTBa
nekapCcTBEHHOro npenapaTta, YNONHOMOYEHHbIN dhefepanbHbid OpraH UCMNOMHUTENBbHOM BRacT B YCTAHOBMEHHOM UM
nopsiake paccmatpmBaeT BOMPOC O NPUOCTAHOBEHMN NPUMEHEHWST TAKOrO NEeKapCTBEHHOIO NpenaparTa.
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

CraTbsa 66. MIHdopmaumsa o pedynbTaTax hapmakoHagsopa
(B pen. PemgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

YNonHOMOYEHHbIN  dhefepanbHblii OpraH  MCMOMHUTENbHOW  BRacTW, OCYLUECTBASKOWUA  dapmakoHansop,
Haxoasmxcs B obpawernmn B Poccunickon ®Penepauun, no pesynbratam apmakoHagslopa pasMellaeT Ha CBOEM
oduumnansHoM cante B ceTn "UHTepHeT" MHOPMaLUIO O NPUHSATLIX PELIEHUAX O BHECEHUN U3MEHEHUS B WHCTPYKLMIO
Mo MPYMEHEHMIO NEKapCTBEHHOrO Mnpenaparta, O NPUOCTAHOBIIEHWM MPUMEHEHUS FlekapCTBEHHOro npenaparta, o6
n3bATUM U3 obpaLLeHNs NeKapCTBEHHOTO Npenapara unmn o BO30GHOBEHNN NPUMEHEHUS NTEKapCTBEHHOTO npenapara.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Maea 14. UH®OPMALUA O NNIEKAPCTBEHHbBLIX MPEMAPATAX
CraTtbs 67. IHopmauus 0 nekapCTBEHHbIX Npenaparax

1. IHdopmaumsa o nekapCTBEHHbIX Npenapartax, OTnyCkaeMblX Mo peuenTy Ha NekapCTBEHHbIV Npenapar, 4OSPKHa
cofepaTbCs TOMbKO B CNELMann3MpoBaHHbIX U3aHnsX, NpeaHasHayYeHHbIX ANd MeauuMHCKMX, dhapMaueBTUYECKMX,
BeTepuHapHbIX paboTHUKOB. MIHpopmaLmMsa 0 nekapCTBEHHbIX NpenapaTtax Ang cneuvanuctoB B obnactv obpalleHus
neKapCTBEHHbIX CPEACTB MOXET coAepXaTbCs B MOHoOrpadusax, CrnpaBOYHMKAX, HayuyHblX CTaTbsX, B AOKNagax Ha
KOHrpeccax, KoHhepeHLUSAX, CUMMNO31yMax, Hay4YHbIX COBETaX, a TaKkkKe B MHCTPYKUMSX MO NMPUMEHEHWIO NIeKapCTBEHHbIX
npenaparos.

2. lHdhopmaums o nekapCTBeHHbIX Npenaparax, oTnyckaemblx 6e3 peuenTa Ha fekapCTBEeHHbIV npenapar, MoXeT
cogepxatbca B nybnukaunsax U obbaBNeHMAX CPeacTB MacCoBOW WHOpMauuW, cneumanu3npoBaHHbIX W OBLUKX
nevyaTHbIX U3OAHUAX, WHCTPYKUMAX MO MPUMEHEHMWIO TeKapCTBEHHbIX MNpenapartoB, WHbIX W3AaHWsX CyObeKkToB
obpalleHns nekapcTBeHHbIX cpeacTB. PeknamHble mMaTtepuanbl O fekapcTBEHHOM Mpenaparte, oTnyckaemom 0e3
peuenTa Ha feKapCTBEHHbIA MpenapaT, AOMKHbI COOTBETCTBOBATb WHCTPYKUMM MO MNPUMEHEHWIO fleKapCTBEHHOro
npenapara.

3. Honyckaetcs umcnonb3oBaHWe mnoObIX MaTepuarnbHbIX HOCUTENeW, MO3BOMSIWNX XpaHuTb, nepegasaTb U
ncnonb3osaTbh NHGOPMALMIO O NEKAPCTBEHHbIX NpenapaTtax 6e3 ee UCKaxeHus.

Mnaea 14.1. OrPAHUYEHUA, HANNATAEMbIE
HA OPTAHU3ALIUN, OCYLLECTBNAIOLWUME OEATENBHOCTb
MO OBPALLEHUIO NEKAPCTBEHHbLIX CPEACTB

(BBegeHa degepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

Cratbs 67.1. OrpaHunyeHusi, Hanaraemble NpPW OCYLUECTBMEHUN [eATenbHOCTM B cdepe obpalleHus
rneKkapCTBEHHbIX CpeacTB

1. OpraHusaumu, 3aHumarowmecs paspaboTKoW, NPOM3BOACTBOM W (MMM) peanusaunen neKapCTBEHHbIX
npenapaToB AN MeOULMHCKOrO NPUMEHEHWsl, opraHusauuu, obnapalrowme npaBamMy Ha WCMNOMb30BaHWE TOProBOro
HaVMEHOBaHUS JeKapCTBEHHOro npenapata Ansg MeaMUMHCKOrO MNPUMEHEHUs, OpraHuM3auuMvM OMTOBOW TOProBIiun
neKkapCTBEHHbIMW CPEACTBaMM, anTeyHble opraHu3aumm (Mx NpeacTaBuTenu, UHble UsnMYeckMe 1 puandeckne nuua,
OCYLLECTBMAOLME CBOKO AEATENbHOCTb OT MMEHW 3TUX OpraHusauuii) B OTHOLUEHWM MeAMUMHCKUX paboTHMKOB K
pykoBoguTenen MeanLMHCKUX OpraHu3auui He Brnpase:

1) BpyyaTb NOA4apKku, BbiNnaynBaTb AeHEXHblE CPEACTBA (3a UCKIMIYEHNEM BO3HArpaxaeHMn no Aorosopam npu
NPOBEAEHUN  KIUHWYECKUX WCCMNEedOBaHMM NEeKapCTBEHHbIX MpenapaToB  ONA  MEAWMLUHCKOrO  MPUMEHEHUS,
BO3HarpaXx4eHWn, CBHA3aHHbIX C OCYLLUECTBMEHWEeM MEAMLMHCKUM paboTHMKOM nejarormyeckon u  (Mnuv) HayyHom
OeATenbHOCTM), B TOM YWCMe onnaymBaTtb pasBfieyeHusi, OTAblX, Mpoesq K MecCTy OTAbIXa, a Takke npuBnekaTtb K
yyacTuio B pa3BriekaTesnbHbIX MEpPONpUATUAX, MPOBOAMMbIX 328 CHET CBOMX CPEACTB;

2) 3aknoyaTb COrMalleHNs O Ha3HayYeHWVM WM pekoMeHJauuu nauueHTaMm INekapCTBEeHHbIX npenapaToB Ans
MeOULMHCKOrO NPUMEHEHUS (3a UCKIIYEHNEeM JOroBOPOB O NPOBEAEHMMN KIMHUYECKUX UCCNEeAOBaHUN NeKkapCTBEHHbIX
npenapaToB Ans MeQULMHCKOrO NPUMEHEHNS);

3) npegoctaBnATb 0Opas3Libl TeKapCTBEHHbIX MpenapaToB ANA MeOWUUMHCKOTO MPUMEHEHWS B LENsX BpyyveHus
nauueHTaMm (3a WCKMIOYEHMEM CrlyyaeB, CBHA3AHHbIX C NPOBEAEHVMEM KIMHUYECKUX WCCrefoBaHUM neKapCTBEHHbIX
npenapaTtoB AN MeONLMHCKOro NPUMEHEHNS);

4) npefnocTaBnsATb HEAOCTOBEPHYIO M (UNWN) HEMONHyl WHGOPMaUMo O neKapCTBEHHbIX MpenapaTtax And
MEeOULMHCKOrO NPUMEHEHUS;

5) nocewaTb nx B paboyee BpeMsi Ha paboumx MecTax, 3a UCKIIYEHMEM CIyyYaeB, CBA3AHHbIX C MpoBefeHUEM
KNMHUYECKUX UCCref0BaHUA NeKkapCTBEHHbIX NpenapaToB Ans MeOUUMHCKOro MPUMEHEHUs, C ydacTMeMm B nopsake,
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[ata coxpaHeHnus: 20.01.2017

YCTaHOBIIEHHOM PYKOBOOAUTENEM MEOMUMHCKOM opraHuM3aumn, B COOpaHuMsX MegUUMHCKMX pPaboTHUKOB U MHbIX
MEPOMNPUSATUSIX, HaMpPaBfeHHbIX Ha MOBbILEHME WX NPOJECCMOHANBHOIO YPOBHSA WMAM Ha MNpeaoCcTaBreHue
UHOPMaLIMK, CBSA3aHHOW C OCYLLECTBIIEHMEM MOHUTOPUHIa 6e30NacHOCTU NEeKapCTBEHHLIX NPenapaTos;

6) nobyxaaTb K BbINMUCLIBAHUIO NEKAPCTBEHHbLIX MpenapaToB Ans MEeAWMUMHCKOro MpUMEHEeHMs Ha GnaHkax,
cofepXallmx MHGPOPMAaLUI0 PEKNaMHOro xapakTepa, a Takke Ha peLenTypHbix OGnaHkax, Ha KOTOpbIX 3apaHee
Hane4yaTaHo HaMMeHOBaHWe NeKapCTBEHHOrO Npenaparta ans MeauLMHCKOro NpUMEHEHNS.

2. OpraHu3aumu, ykasaHHble B ab3aue nepBoM YacTu 1 HacTosLen cTaTbk, U UX NPeacTaBUTENN B OTHOLLEHUK
hapmaueBTUYECKMX PabOTHMKOB M PYKOBOAUTENEN anTeYHbIX OpraHu3auuii He BrpaBe:

1) BpyYaTb Nofapku, BbinnadmMBaTb AeHeXHbIe CPeCcTBa, B TOM YMCe OnflauymBaTth pasBreYveHus], oTabIx, npoess
K MECTy oTAblxa, ¥ NpyBrekaTb K y4acTuio B pa3BriekaTerbHbIX MeponpUATUSX, MPOBOAMMbIX 3a CYET CBOUX CPEACTB;

2) npepoctaBnATb 06pasupbl NEKAPCTBEHHbLIX NMpenapaToB AN MEOULUMHCKOrO MPUMEHEHUs Ans Bpy4YeHust
HacerneHuio;

3) 3aknoyaTth cornaleHns O MNpPeasioKeHUM HaceneHuto OMpeaeneHHbIX JeKapCTBEHHbIX MpenapaToB Ans
MEONLMHCKOrO MPUMEHEHMS;

4) NpenocTaBnATb HEQOCTOBEPHYID U (M) HEMOMHY WMHOPMAaUMI0O O JIeKapCTBEHHbIX Mpenapartax Ans
MELMLMHCKOro NPUMEHEHUS], B TOM YMCIE UMEIOLLMX OOUHAKOBOE MeXAYyHapoAHOe HenaTeHTOBaHHOe HarMeHOBaHMe.

CraTtba 67.2. TpeboBaHMA K OpraHMsauum W MPOBELEHUIO HAy4YHbIX MEpPOMNPUATUNA, WHBLIX MEPOMNPUATUN,
HanpaBfeHHbIX Ha MOBbIWEHME NPOGECCUOHANBHOIO YPOBHS MEAMLUHCKMX PabOTHMKOB UMM Ha npedocTaBfieHne
MHOPMaLMK, CBA3AHHON C OCYLLECTBIIEHNEM MOHUTOPUHIA 6€30MacHOCTU NeKapCTBEHHbIX MpenapaToB

1. lpu npoBegeHWM HayYHbIX MEPONPUSATUN, WHbIX MEPONPUSATUR, HaMpaBMEeHHbIX Ha MOBbIWeEHWEe
npocheccnoHanbHOro ypoBHA MeAULMHCKUX PabOTHWKOB WMM Ha MpeaocTaBlieHME CBSA3aHHOW C  OCYLUECTBMEHWEM
MOHMTOpUHra 6e30nacHOCTU NekapCTBEHHbIX NpenapaToB NHAOPMaLMKU, OPraHU3yeMbIX OpraHu3auusiMun, ykasaHHbIMU
B ab3aue nepBoM yvactm 1 crtatbum 67.1 HacToswero PedepanbHOro 3akoHa, WX NpeacTaBuTensaMW u  (Unu)
drHaHCUpyeMmbIX 3a CHET CPeACTB 3TUX OpraHn3aunn 1 UX npeacTasuTenen, sanpeLaeTcs NPenaTcTBoBaTh y4acTuio B
yKa3aHHbIX MEPONPUATUSX UHBIX OpraHuM3aunii, KOTOpble NPOM3BOAAT UMK peanu3yloT NekapcTBEHHble npenapaTtbl And
MEOULMHCKOTO MPUMEHEHUS CO CXOXMM MexaHu3sMoM (papmakornormyeckoro pgdewcteums, nmbo cosgaBatb
ONCKPUMUHALMOHHbBIE YCITOBUSA ANS OAHUX YYaCTHUMKOB MO CPaABHEHMIO C APYTMMU y4aCcTHUKaMM, a UMEHHO:

1) NnpegocTaBnATb pasfMYHOE KOMUYECTBO BPEMEHW ANS BbICTYNNEHWA YYaCTHUKOB, pPasfnuyHble No pasmepy
3aHMMaeMoWn nnowaguM mecrta Ans AeMOHcTpauumm o6pasuoB feKkapCTBEHHbIX npenapaTtoB Ans  MeOWMUMHCKOro
NMPUMEHEHUA UNN peKnamHbIX MaTepuarioB O JIeKapCTBEHHbIX MpenapaTtax AN MeOULMHCKOro rMNpUMEeHEeHus Ha
3KCMO3NUMAX, CTeHAaX, 3a WCKIYEHWEeM CriyyaeB, €CfvM Takue YCMNOBUSA 3akpensfieHbl B COrnalleHusx 3Tux
opraHusauumn, ux npeacraBuTenel 0 PUHaAHCUPOBAHMU YKa3aHHbIX MEepOonpuSATUA U OBYyCroBMNEHbl pPasnUYHbIMU
3aTpaTtamMu y4aCTHUKOB Ha UX opraHn3auuio;

2) ycTaHaBnMBaTb pasMep B3HOCA ONA YYAaCTHWKOB MepOMpUSTUA, yKa3aHHbIX B ab3aue nepBOM HacToslen
4yacTu, NpeBbIALWNA CYMMY 3aTpaT Ha OpraHM3auuio yKasaHHbIX MeponpuaTMn U Bedylwuin K HeobOoCHOBaHHOMY
OrPaHNYEHMNIO YnCna UX Yy4aCTHUKOB.

2. OpraHnsauum, ykasaHHble B ab3aue nepBom Yactu 1 ctatbn 67.1 HacTosiwero PenepanbHOro 3akoHa, WX
npeacTaBuUTENK, OCYLLECTBNSAIOLIME OpraHu3aumio u (unu) drHaHCcUpoBaHWEe MEPOMNPUSTUR, YKa3aHHbIX B 4acTty 1
HacTosiLeln cTaTbm, 06a3aHbl obecneymBaTb 4OCTYN K MHOpMaLUuM o aaTte, MecTe U BpEMEHWN MPOBeAEHUS YKa3aHHbIX
MeponpuATUI, nraHax, nporpaMMax MnpoBEAEHUS YKa3aHHbIX MeponpuaTUA U TeMaxX, nfnaHupyemblx Ans
paccMOTPEHUs, COCTaBe UX YH4aCTHUKOB NMyTEM pa3MeLLiEHNs COOTBETCTBYOLWEN NMHAOPMaLIMM Ha CBOUX OoduumnanbHbIX
cantax B ceTu "HTepHeT" He No3aHee OBYX MECSLEB A0 Havana nposBeaeHust YKkasaHHbIX MEPONPUATUINA.

3. MIHbopMaums 0 npoBeaeHUM MEPONMPUATUNA, YKa3aHHbIX B YacTu 1 HACTOSLWEN CTaTb, B CPOK, YCTAHOBIIEHHbIV
YacTblo 2 HacTodwew cTaTbW, AdomkHa OblTb HanpasneHa B dedepanbHbll OpraH WCMOMHWUTENBHOW BRacTw,
OCYLLECTBMAIOLLMIN PYHKLUN MO KOHTPOSO U Haa3opy B cdrepe 30paBoOXpaHeHus, ANS NoCneaywero pasveLleHns ee
Ha oduLManbHOM canTe 3Toro opraHa B cetn "HTepHeT".

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUUCKON ®EQEPALIUM NMPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB
M BOSMELLEHUE BPEOA, NPUYUHEHHOIO 30POBbLIO NPAXOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMNAPATOB

Cratbs 68. OTBETCTBEHHOCTb 3a HapylleHue 3akoHogaTenbcTBa Poccunckon Pegepauumn npu  obpalleHun
NEeKapCTBEHHbIX CPeAcTB

1. HapyweHue 3akoHogaTtensctBa Poccuiickon Pepepaumm npy obpalleHnm nekapcTBeHHbIX CPeACcTB BreveT 3a
coboli 0OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKoHoAaTeNbCTBOM Poccunckon ®enepaunn.
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(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

(B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

2. 3a HenpepacTaBneHne nHopmaumm n (MnNun) gaHHbIX, NPegyCMOTPEHHbIX HacToAwmm PenepanbHbiM 3aKOHOM,
cybbekTbl obpalleHnsi NekapcTBEeHHbIX CPeACTB HecyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon ®eaepaunn.

(vacTb 2 BBegeHa defepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

Cratbs 69. BoamellieHre Bpeaa, NPUMMHEHHOrO 3[0PO0BbI0 rpaXaaH BCMeOCTBUE MPUMEHEHWUS NeKapCTBEHHbIX
npenapaToB

1. MNpounsBoanTens nekapcTBEHHOro npenapaTta 06s3aH BO3MECTUTb Bpen, MPUYMHEHHbIA 300POBLIO rpaxaaH
BCNeACTBME NMPUMEHEHUS NeKkapCTBEHHOro npenaparta, ecrnv JoKasaHo, 4To:

1) NekapcTBEHHbIN MpenapaT MPUMEHSANCA MO Ha3HAYeHW0 B COOTBETCTBUM C WHCTPYKLUMEA NO MPUMEHEHUIO
rnlekapCTBEHHOro npenapata U MpUYMHOW Bpeda SBWUNCA BBOL B rpaxgaHckui oBOpOT HegobpokavyecTBEHHOro
rniekapCTBEHHOrO npenapara;

2) Bpeq 300pOBbLI0 NMPUYMHEH BCneacTBME HELOCTOBEPHOW MHopmauun, copepKalencs B WHCTPYKUUM no
NPUMEHEHMUIO NeKapCTBEHHOrO nNpenaparta, U3gaHHoW Npon3BoAMTENeM fekapCTBEHHOro npenapara.

2. B cniyyae, ecnv Bpef 300pOBbI0 rpaxaaH NPUYUMHEH BCNeAcTBME MPUMEHEHMs NEeKapCTBEHHOro npenapaTa,
npulleawero B HErogHOCTb B pesynbTaTe HapyLueHWs NpaBuil XPaHeHUs fekapCTBEHHbIX CpeacTB, NPaBWil ONTOBOM
TOProBfn feKapcTBEHHbIMM MpenapaTaMu, NpaBuil OTNycKa feKapCTBEHHbIX NpenapaTos, MpaBwuil U3rOTOBMEHUS WU
OTMyCKa NekapCTBEHHbIX MpenapaToB, BO3MELLLeHMEe Bpeaa OCYLLEeCTBAETCA COOTBETCTBEHHO OpraHv3aumen OnTOBOW
TOProBnu NekapcTBEHHbIMU CpeAcTBaMM, anTe4YHOW opraHvu3aunen, HanBuayanbHbIM NpegnpuHuMmaTenemM, UMeLwmmmn
NUUEH3NIo Ha apMaueBTUYECKYID OEATENbHOCTb MMM NINLEH3UI0 Ha MEeOWUMHCKYI0 AeATenbHOCTb, MeAULMHCKON
opraHu3aumen, UMeloLen NULEH3NI0 Ha (apMaLeBTUYECKylD AesaTenbHOCTb (ee 060cobneHHbIM noapasaerneHvem
(ambynatopweint, henbaepckum 1 enbalepcKo-akyLepCKUM NyHKTamMm, LEHTPOM (oTAeneHmem) obwen BpavebHoM
(cemeliHOM) MpakTUKW), pPacrosiIOXEHHbIM B CEMNbCKOM HACENeHHOM MyHKTe, B KOTOPOM OTCYTCTBYeT anteyHas
opraHu3auus), ONyCTUBLUMMW NPOAAXY MM OTMYCK TAKOro fiekapCTBEHHOrO npenapara.

(B pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. BoamelleHne Bpega, MPUYMHEHHOrO 300POBLID FPaXKAaH BCreacTBMe MPUMEHEHUS  NeKapCTBEHHbIX
npenapatoB WfM COBEPLUEHUS MNPOTMBOMNPAaBHbLIX AENCTBUA CcyObekTamy obpalleHus nekapCTBEHHbIX CpPeacTs,
OCyLLECTBNAETCHA B COOTBETCTBUM C 3aKoHOAATeNbCTBOM Poccuiickon Pegepaumm.

Mnasa 16. SAKINIOYUTENbHbIE MONOXEHUA

Cratba 70. O npusHaHuM yTpaTUBLWIMMW CUIYy OTAENbHbIX 3aKOHOAATENbHbIX  aKTOB  (MONOXEHWN
3aKkoHogaTenbHbIX akToB) Poccunckon ®egepaumu

[Mpu3HaTb yTpaTUBLLUMMM CUITY:

1) depepanbHbii 3aKoH OT 22 umioHA 1998 roga N 86-d3 "O nekapcTBeHHbIXx cpegcTBax” (CobpaHue
3akoHogartenbcTBa Poccuiickon ®epepauun, 1998, N 26, ct. 3006);

2) ®epnepanbHbin 3akoH oT 2 aHBaps 2000 roga N 5-03 "O BHeceHUM n3MeHeHus n gononHeHun B degepanbHbin
3akoH "O nekapcTBeHHbIX cpeacTeax” (CobpaHue 3akoHopaTensctea Poccuiickon ®Pegepaumm, 2000, N 2, 1. 126);

3) ctatblo 40 ®epepanbHoro 3akoHa ot 10 aHBapsa 2003 roga N 15-®3 "O BHeCceHUU U3MeHeHW U AONONTHEHUA B
HEeKoTopble 3akoHoaaTenbHble akTbl Poccuiickon Pepepaumm B cBA3M € NpuHATMEM PepepanbHoro 3akoHa "O
NMUEH3MPOBaHNM OTAENbHbIX BUAOB AestenbHocTn" (CobpaHune 3akoHoagaTtenbcTBa Poccuiickon ®Pepepaumm, 2003, N
2, cT. 167);

4) ctatbio 31 depepansHoro 3akoHa oT 30 utoHa 2003 roga N 86-d3 "O BHeCEHUM N3BMEHEHMI U LOMNOSTHEHUA B
HeKoTOopble 3akoHoAdaTenbHble akTbl Poccuiickon ®Pegepauun, npuUsHaHWM  YTPATUBLUMMWU  CUIY  OTAEMbHBIX
3aKkoHopaTenbHbIX akToB Poccuiickon ®enepauun, npenocTtaBfieHMM OTAENbHbIX rapaHTU COTPYAHMKaM OpraHoB
BHYTPEHHMX eI, OPraHoB MO KOHTPOM 3a O0OOpOTOM HAPKOTUYECKMX CPEACTB M MCUXOTPOMHbLIX BELEeCTB U
ynpasgHsieMbix defeparbHbIX OpraHoB HANMoOroBoW NOMIMUUKN B CBA3M C OCYLLECTBIIEHMEM MEp MO COBEPLLUEHCTBOBAHMIO
rocyaapcTtBeHHoro ynpaeneHus" (CobpaHne 3akoHogatenscTBa Poccuiickon ®epepauun, 2003, N 27, cT. 2700);

5) ctatbio 101 depepanbHoro 3akoHa ot 22 aerycta 2004 roga N 122-®3 "O BHeceHUM W3MEHEHWI B
3aKkoHogaTtenbHble akTbl Poccuiickon depepaumm u NpM3HaHUM yTpaTUBLLMMK CUIY HEKOTOPbIX 3aKOHOOATENMbHbLIX aKTOB
Poccuinckon denepaumm B cBssan ¢ npuHatnem degeparnbHbiX 3akoHOB "O BHECEHUN U3MEHEHWA U OOMNOSNIHEHMI B
depepanbHbin 3akoH "O6 06LLMX NPUHLIMNAX OpraHn3auun 3akoHoAaTernbHbIX (MPeACcTaBUTENbHBIX) U UCMOMHUTENBHbIX
OpraHoB rocygapcTBeHHOM BnacTu cyowbektoB Poccuiickon Pepepaummn” n "O6 o6wmMx npuHUMNAxX opraHM3auum
MecCTHOro camoynpaerneHus B Poccunckon ®epepauyun” (CobpaHne 3akoHogatensctea Poccuiickon degepaumm, 2004,
N 35, cT. 3607);

6) ctatblo 28 depepanbHoro 3akoHa ot 18 pgekabpsa 2006 roga N 231-03 "O BBegeHun B OeNCTBME 4acTu
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

yeTBepTon ['paxgaHckoro kogekca Poccunckon Pepepaumn” (CobpaHne 3akoHogatenbctBa Poccuiickon deaepaunn,
2006, N 52, cT. 5497).

Cratba 71. BctynneHnue B cuny Hactoswero denepanbHOro 3akoHa

1. Hactosawmin ®enepanbHbiin 3akoH BCTynaeT B cuny ¢ 1 ceHTs6psa 2010 roga.

2. JlekapcTBEHHbIE CpPEACTBa, 3aperMcTpupoBaHHble OO OHS BCTYMNeHUs B cuiy Hactodwero PepepanbHoro
3aKoHa, nognexaT BKIYEeHWIO B roCy4apCTBEHHbIE PEECTPbI JIeKapCTBEHHbLIX CPeACTB C BHECEHMEM YKasaHHbIX B 4acTu
1 ctatbn 33 HacTosiwero denepanbHOro 3akoHa CBeAEHUA 00 3TUX NEKAPCTBEHHbIX cpeacTBax 6e3 MpoxoXaeHus
BHOBb MpoLeaypbl rocy4apCTBEHHON perncTpaumm nekapcTBeHHbIX NpenapaTos.

3. l'ocymapcTBeHHasa permctpaLms nekapCTBEHHbIX NPenapaToB, 3a MCKMYEHWEM JeKapCTBEHHbIX MNpenapaToB
ONa MEeOWLUMHCKOrO MPUMEHEHUS, NPEACTaBMNEHHbIX Ha YyKa3aHHYl peructpaumio 0O AHA BCTYNSIEHUS B cuny
HacToswero ®egepanbHOro 3akoHa, OCYLLECTBIISETCS B COOTBETCTBUM C HacTodwum PefeparnbHbiM 3aKOHOM Ha
OCHOBaHUWN AOKYMEHTOB W AaHHbIX, NPEACTaBNEHHbIX 40 AHS BCTYMNEHUs B cuny HacTosiwero degepanbHOro 3akoHa.

(B pen. PepepanbHoro 3akoHa ot 11.10.2010 N 271-3)

3.1. TlocymapcTBeHHas peructpauus NeKapCTBEHHbIX MpenapaToB And  MEOULUHCKOrO  MPUMEHEHUs,
npeacTaBneHHbIX Ha rocy4apCTBEHHYIO perucTpaLmio 40 AHS BCTYNNeHns B cuny Hactoswero ®eaepansHOro 3akoHa, u
rocygapCTBEHHas permctpaums NekapcTBEHHbIX MpenapaToB AN MEeAUUMHCKOrO MPUMEHEHUs, NMpeacTaBrieHHbIX Ha
3KCMEepPTU3Y NEKapCTBEHHbIX CPEACTB A0 AHSA BCTYNMEHWs B cuily HacTosiwero degepanbHOro 3akoHa B LENsax MX
nocneaywoLwen rocygapCTBEHHOW permcTpaumv, OCYLLIECTBASATCA Ha OCHOBaHUM [OOKYMEHTOB W [AaHHbIX,
npeacTaBneHHbIX A0 [AHS BCTYMneHust B cuny Hactosiwero deaepanbHOro 3akoHa, a Takke 3asdBfeHus o
rocy4apCTBEHHON perncTpaumm fnekapcTBEHHOro npenapara, npeacTaBNeHHOro NPOU3BOAUTENEM NEKapCTBEHHbIX
npenapaTtoB WAM YMNOMHOMOYEHHbIM MM NULOM B COOTBETCTBUM C Hactoswmm depepanbHbiM — 3aKOHOM B
YNOSTHOMOYEHHbIN hefepanbHbI opraH UcnonHuTensHon Bnactu go 1 mapta 2011 roga, 6e3 TpeGoBaHust ynnarhbl
rocygapCTBEHHOM MOLMHBI, MPegyCMOTPEHHON 3aKkoHo4aTenscTBoM Poccuiickon defgepaumm o Hanorax u cbopax.
(vactb 3.1 B peq. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. lMoaTeBepxaeHne rocyaapCTBEHHOW perucTpaumMmM JekapcTBEHHbIX MpenapaTtoB  Ans  MeAUMUMHCKOro
NPUMEHEHNs, NpeacTaBneHHbIX ANSA NOATBEPXAEHUS rocydapCTBEHHOW perncrpaumm A0 AHS BCTYNNEHUS B CUny
HacTosLero PefepanbHOro 3akoHa, U NOATBEpPXAeHUe rocyaapCTBEHHOW perncrpaumm fnekapcTBeHHbIX npenapaToB
AN MeAMLMHCKOTo NPpUMEHEHMS, NpeACTaBIEHHbIX HA KCMEPTU3Y NEKaPCTBEHHbIX CPEACTB 40 OHSA BCTYMNEHUS B CUMY
HacToswero degepanbHOro 3akoHa B LieMsiX Mocneaylowero noaTBEepXAEeHUs MX TOCYAapCTBEHHOW pervcTpauuu,
OCYLLECTBMAKTCHA HA OCHOBaHWM JOKYMEHTOB M [aHHbIX, NMPEeACTaBMEHHbIX A0 AHSA BCTYNNEHWS B CWMY HACTOALLEro
depepanbHOro 3akoHa, a Takke 3asdBfEeHUSs O MNOATBEPXOEHUM TrOCYAApPCTBEHHOW perucTpaumm nekapcTBEHHOro
npenapaTa, NpeAcTaBNeHHOro MpPOM3BOAUTENEM IeKApCTBEHHbIX MpenapaToB MMM YNOMHOMOYEHHbIM UM NULOM B
cooTBeTCTBMM C HacToswum PenepanbHbiM 3aKOHOM B YMOMHOMOYEHHbIM defepanbHbliil opraH  UCMONTHUTENbHOM
Bnactu pgo 1 mapta 2011 roga, 6e3 TpebGoBaHusa ynnaTbl roCy4apCTBEHHOW MOLWWMMHbI, MNPELYCMOTPEHHOM
3akoHogaTtenbcTBOM Poccuiickon degepaumm o Hanorax u cobopax.

(vacTb 3.2 B peq. PenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. MNMpuHATNE peLleHns 0 BHECEHUN N3MEHEHUI B OOKYMEHTbI, COAEpXalimecss B PErMcTpalMoHHOM [OCbe Ha
3aperncTpupoBaHHbIN NEKapCTBEHHbIM npenapat And MeOULUHCKOrO MPUMEHEHUA U MpeacTaBrfeHHble A0 [AHS
BCTYyNneHusa B cuny Hactoswero defnepanbHOro 3akoHa, U NPUHATUE peLleHnUs O BHECEHUN WU3MEHEHUN B [OOKYMEHTHI,
cofepalleecs B perMcTpaunoHHOM J0Cbe Ha 3aperncTpyMpoBaHHbIN NEKAPCTBEHHBIN Mpenapat Anst MegUUMHCKOro
NPVYMEHEHWS 1 NMpeACTaBMEHHbIE HAa 3KCNEepTM3y JIEeKapCTBEHHbIX CPEeACTB OO AHSA BCTYMIEHWS B CWUMY HACTOALLEro
denepanbHOro 3akoHa, OCyLLECTBAKTCHA HA OCHOBAHWUM JOKYMEHTOB M JaHHbIX, MPEACTaBMEHHbIX 40 AHSA BCTYNIEHWSA
B cuny Hactosiwero ®egepanbHOro 3akoHa, a Takke 3asBreHns O BHECEHUM N3MEHEHMI B JOKYMEHTbI, copepxalinecs
B PErncTpauMoHHOM [0Cbe Ha 3apermcTpUpoOBaHHbIA NEKapCTBEHHbIM npenapaTt Ang MeguLMHCKOro MNpUMEHEHMS,
npeacTaBneHHOro NPoON3BoAMTENEM NEKapPCTBEHHbIX NpenapaToB UM YNONMHOMOYEHHbBIM UM NIMLOM B COOTBETCTBUM C
HacTosawmm PefepanbHbIM 3aKOHOM B YMONTHOMOYEHHbIN hefepanbHbii OpraH UCMONMHUTENbLHOM BnactM o 1 mapta
2011 roga, 6e3 TpeboBaHus ynnaTbl FOCyAapCTBEHHOW MOLLMMHbI, NPeayCMOTPEHHOW 3akoHOA4aTeNbLCTBOM Poccuiickon
depnepaumm o Hanorax u cbopax.

(vactb 3.3 B peq. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bbigaya paspelleHuMn Ha npoBedeHue KIUHWYECKUX WCCMefOoBaHUM NekapCTBEHHbIX MpenapaTtoB Ans
MEOWLMHCKOro MPUMEHEHUS MO 3asBNeHWsM, MOAaHHbIM [0 OHA BCTYNMNeHWs B cuny Hactoswero deagepanbHOro
3aKOHa, a TakKe Mo 3asiBMeHNsIM, NoAaHHbIM Mocne OHS BCTYMNEHUA B cuny Hactosiwero PenepanbHOro 3akoHa Ha
OCHOBaHWUM 3KCMEPTN3, NPOBEAEHHbIX OO OHS BCTYMNMEHMS B CUiy HacTosiwero ®efepansHOro 3akoHa, OCyLecTBseTcs
B COOTBETCTBMM C HacTosAwmm degepanbHbIM 3aKOHOM HA OCHOBAHWMM [OKYMEHTOB W OaHHbIX, MpeacTaBMAEHHbIX WIK
NONyyYeHHbIX A0 AHS BCTYMNeHus B cuny Hactosiwero deagepanbHOro 3akoHa, a Takke Ha OCHOBaHMM  KOMUK
npeaBapuTENbHOro 4oroBopa 06s3aTeNbHOr0 CTPAxXOBaHWUS XMU3HU, 300POBbSA NALMEHTOB, YHACTBYOLWMNX B KIMMHUYECKOM
nccrnefoBaHUM NEKApPCTBEHHOIO npenapaTta Ans MeAULMHCKOro MPUMEHEHMWs, WM KOMMU [OoroBopa 06si3aTenbHoro
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 20.01.2017

CTpPaxOBaHWUS XM3HW, 300POBbs NALMEHTOB, y4aCTBYIOLLMX B KITMHUYECKOM MCCIEeAOBaHMM JIeKapCTBEHHOrO npenapara
ON9 MeANLMHCKOro NpuMeHeHus, Nnbo npeacTaBneHHON Konum goroeopa obsi3aTenbHOro CTpaxoBaHWsi, 3aKm4eHHOro
B COOTBETCTBUM C TMMOBbIMM _MNpaBuiaMm ob6A3aTenbHOro CTpaxoBaHUsl, C YKa3aHWEM MpeaenbHON YUCIEHHOCTH
NaumMeHTOB, y4aCTBYOLLMX B KITMHUYECKOM UCCIEeL0BaHNN NeKapCTBEHHOroO npenapara Anst MEAULMHCKOro NpUMeHeHus,
6e3 TpeboBaHUs ynnaTbl FOCyAapCTBEHHOW MOLUMHbI, NPeayCMOTPEHHON 3aKkoHogaTenbcTBoM Poccuiickon ®enepauum
0 Hanorax u cbopax.

(yactb 3.4 B pea. PegepanbHoro 3akoHa oT 29.11.2010 N 313-93)

3.5. 3aperncTpmpoBaHHble B MHOCTPaAHHOW BanioTe OO OHS BCTYMMeHUA B cuny Hactoswero PepepanbHOro
3aKoHa npeperibHble OTNYCKHbIE LieHbl MHOCTPAaHHbLIX MPON3BOAUTENEN Ha NEeKapCTBEHHLIE NpenapaThl, BKKOYEHHbIE B
nepeyveHb XXM3HEHHO HeOBXOoaUMBIX U BaXXHENLLNX NleKapCTBEHHbIX NpenapaTos, nognexar nepecyeTty B pybnv no kypcy
LleHTpanbHoro 6aHka Poccuiickon ®enepauum Ha gaTy, ycTaHoBneHHyw [lpaButensctBoM Poccuiickon Pepepaumm,
6e3 npeacTaBneHns 3asBeHNst 0 NepecyeTe LieHbl C BHECEHWEM COOTBETCTBYHOLUUX W3MEHEHWA B FOCYAapCTBEHHbIN
peecTp npefenbHbIX OTMNYCKHbIX LEH NPOM3BOAMTENEN HA NEKapCTBEHHblE Mpenaparbl, BKIOYEHHbIE B MNepeyeHb
XM3HEHHO HEOOXOOUMBIX N BaXKHEMNLLMX NTIEKapCTBEHHbIX NpenapaTos.

(vacTb 3.5 BBegeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

3.6. 3apernctpupoBaHHble OO0 AHS BCTYNneHus B cuny Hactoswero ®degepanbHOro 3akoHa MpefenbHble
OTMYCKHbIE LIeHbl POCCUMNCKUX NPOM3BOAMTENEN Ha NeKapCTBEHHbIE npenapartbl, BKIOYEHHblE B NEpeyYeHb XU3HEHHO
HEOOXOAMMbIX U BaXKHEWLLMX NIEKAPCTBEHHbIX NpenapaToB, nognexar nigekcaumm ¢ 1 Hosiopa 2010 roga ucxops w3
MPOrHO3MPYEMOTO YPOBHSA MHANAUMM, yCTaHoBneHHoro defepanbHbiM 3akoHOM oT 2 gekabpsi 2009 roga N 308-93 "O
denepanbHom GrogkeTe Ha 2010 rog n Ha nnaHosbi nepuog 2011 n 2012 rogos” Ha 2011 roga.

(vacTb 3.6 BBegeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

3.7. MNocne 1 wmapta 2011 roga He p[onyckakwTcs nNpomM3BOACTBO M BBO3 B Poccuiickyito depepaumio
nekapCTBEHHbLIX MpenapaToB B YMNakoBKax C MapKMPOBKOW, KoTopasi Oblna HaHeceHa A0 OHSA BCTYMMEHMS B CuUny
HacTosiero ®eagepanbHOro 3akoHa. Mo MCTEYEHMM YKa3aHHOro CPoka [AaHHble eKapCTBEHHblE MNpernapartbl MoryT
OTMyCKaTbCs, peanv3oBbIBaTbCs, NepeaBaTbCs U NPUMEHATLCA A0 UCTEYEHNST X CPOKA FOAHOCTU.

(B peqa. PepepanbHbix 3akoHOB 0T 29.11.2010 N 313-93, o1 06.12.2011 N 409-03)

4. Co gHa BCTynneHusa B cuny Hactoswero PepepansHoro 3akoHa n no 30 anpens 2011 roga BKAKYUTENBHO
JonyckaeTca NpoBeOeHUe JKCNepTU3bl JeKapCTBEHHbIX CPEACTB  9KCMEepTaMuM  3KCMEPTHOro  yupexaeHuss OO
NPOXOXAEHUSs MMK aTTecTaumy B Nopsgke, YCTAHOBMIEHHOM  YMNOMHOMOYEHHbIM  dedepanbHbiM - OpraHoM
NCMNOMHUTENBHOW BNacTu.

5. Co gHa BcTynneHus B cuny Hactosawero PegepanbHoro 3akoHa u no 31 gekabpsa 2013 roga BKNHOYMTENBHO
OCYLLECTBMAETCA nepexof K NPOM3BOACTBY JleKapCTBEHHbIX CPeACTB B COOTBETCTBMM C MpaBuiamy OpraHu3auuu
NPOM3BOACTBA M KOHTPONSA KayecTBa JeKapCTBEHHbLIX CPEACTB, Yka3aHHbIMM B 4YacTu 1 ctatbm 45 HacTosiiero
degepanbHOro 3akoHa, B MofnHOM obbeme. CpokuM nepexoga MpPOM3BOACTBA FEKAPCTBEHHbIX CPeacTB K - UX
NPOM3BOACTBY B COOTBETCTBUM C KOHKPETHbIMW TpeboBaHMSIMU [AaHHbIX NpaBwui, BKAYasi CPOKM arTecTaumm
YMOSTHOMOYEHHbIX NUL, YKa3aHHbIX B 4YacTax 6 u 7 ctatbu 45 HacTosiwero defepanbHOro 3akoHa, YCTaHaBMMBaKOTCA
MpaButenbctBOoM Poccuiickon ®epepaunn.

6. JInueHanun Ha NpoM3BOACTBO JSleKapCTBEHHbLIX CPEACTB, BbldaHHble Ao 1 aHBapsa 2014 roga, agencteytot nocre 1
aHBaps 2014 roga Jo NCTeYeHUs cpoka UX AeACTBUS NPW YCNOBUX COOTBETCTBUS NMLEH3MaTa npaBuiiamM opraHusauum
NPoOM3BOACTBA U KOHTPONS KayecTBa JNEKapCTBEHHbIX CPeacTB, YykasaHHbIM B 4actu 1 ctatbum 45 HacTosiero
denepanbHOro 3akoHa.

7. ®opMMpoBaHWE rOCyLapCTBEHHOrO 3adaHusa Ha MpPOBELEHWEe 3KCNepTu3bl JIEKAPCTBEHHbIX CPEACTB
denepanbHOMY rocyAapCTBEHHOMY GHOIKETHOMY YYPEXAEHUIO MO NPOBEAEHMIO SKCMEPTU3bl JIEKAPCTBEHHbBIX CPEACTB U
dmHaHcoBoe obecnedeHne BbIMOSTHEHMS 3TOrO 3a4aHuns OCYLLECTBIATCS B MOPsAKe, ycTaHoBNeHHoM ®deaepanbHbIv
3akoHoM oT 12 gHBaps 1996 roga N 7-®3 "O HekoMMepyecKnx opraHu3aumsax”.

(vacTb 7 BBegeHa PegepanbHbiM 3akoHOM OT 29.11.2010 N 313-$3)

MpeangeHT
Poccuiickon denepaunmn
0.MEOBEOEB
Mocksa, Kpemnb
12 anpens 2010 roga
N 61-03
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