MNocraHosneHue lMNpasutenscrtea PO ot 29.10.2010 N 865
(peq. o1 16.12.2019)
"O rocyaapCTBEHHOM perynvpoBaHnmM LieH Ha NIeKapCTBEHHbIE NpenapaTbl, BKIIOYEHHbIE B NepeYeHb
XXM3HEHHO HEOOXOAMMbBIX U BaXKHEMLIMX NIEKAPCTBEHHBIX NpenapaToB”
(BmecTe ¢ "MpaBnnamMun rocyaapCTBEHHON PerncTpaumMmn 1 nepeperncTpaumnm npeaenbHbIX OTNYCKHbIX LieH
Npou3BOAUTENEN Ha NeKapCTBEHHbIE NMpenapaThl, BKIOYEHHbIE B MEPEYEHD XXU3HEHHO HEO6XO0AMMBIX U
BaXXHENLLMX NTEKapCTBEHHbIX npenapaToB”, "MpaBunamMu oba3aTtenbHon nepepernctpaummn B 2019 - 2020
roAax 3aperMcTpMpoBaHHbIX NpeaenbHbIX OTMYCKHbIX LieH NPOU3BOAMTENEN Ha SIeKapCTBEHHbIE npenapaThbl,
BKJTOYEHHbIE B MEPEYEHD XXU3HEHHO HEOBXOAMMBIX M BaXKHEWLLMX NEKapCTBEHHbIX NpenapaTos”, "lMpaBunamm
BEEHUS rOCyAapCTBEHHOMO peecTpa npeaenbHbIX OTNYCKHbIX LieH NPOU3BOAUTENEN Ha SIEKAPCTBEHHbIE
npenapatbl, BK/IIOYEHHbIE B NEPEeYeHb XN3HEHHO HEOOXOAMMBIX 1 BaXKHEMLUMX NIeKapCTBEHHbIX NpenapaTos”,
"MpaBnnamu yCcTaHOBMEHNS NpeaenibHbIX pa3MepOB ONTOBbIX U NpefesibHbIX pa3MePOB PO3HUYHbIX HaAH6aBOK
K (PaKTUYECKMUM OTMYCKHbIM LieHaM, YCTaHOBMIEHHBIM NMPOU3BOAUTENSMU NIEKaPCTBEHHBIX NpenapaTos,
BKJTIOYEHHbIX B NepeyeHb XM3HEHHO HEOOXOAUMBIX M BaXKHEMLUMX NIEKAPCTBEHHbIX NpenapaToB, B CybbekTax
Poccuiickon ®egepaunmn')
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

NPABUTENbCTBO POCCUUCKOW ®EOEPALUNU

NOCTAHOBIEHUE
oT 29 okTA6psa 2010 r. N 865

O roCcyaAPCTBEHHOM PETYJIMPOBAHWUU LIEH
HA NEKAPCTBEHHbIE NPEMNAPATbI, BKINIOYEHHbIE B NEPEYEHb
XU3HEHHO HEOBXOAUMbIX U BAXXHEULUNX NEKAPCTBEHHbIX NMPEMAPATOB

Cnncok N3MEHSIIOLLNX JOKYMEHTOB
(B pen. MoctaHoeneHun MNMpasutensctea P® ot 05.12.2011 N 1001,
o1 04.09.2012 N 882, ot 15.08.2014 N 816, ot 28.08.2014 N 871,
ot 04.09.2015 N 941, ot 15.09.2015 N 979, ot 03.02.2016 N 58,
ot 28.09.2018 N 1152, ot 08.10.2018 N 1207, ot 16.12.2019 N 1683)

B cootBetctBUM ¢ PepepanbHbiM 3akoHOM "OO6 ob6palleHun nekapCcTBeHHbIX cpeacTB" [paBUTENbCTBO
Poccunckon ®egepaumm nocTaHOBNSAET:

1. YTBepanTb npunaraemsole:

MpaBwna rocyaapCTBEHHOW perucTpauun n nepepernctTpaummn npegenbHbIX OTNYCKHbIX LeH NpoussoanTenen
Ha neKkapCTBEeHHble npenapartbl, BKIOYEHHbIE B NepeyeHb XU3HEHHO HEOOXOAMMbIX U BaXKHENLLNX NEKapCTBEHHbIX
npenapaTos;
(B pea. NoctaHoBneHus MNpasutensctea P® o1 16.12.2019 N 1683)

MpaBuna obsasatenbHon nepepeructpaumn B 2019 - 2020 rogax 3apermcTpyMpoBaHHbIX MpeaeribHbIX
OTMYCKHbIX LIEH MpPOU3BOOUTENEN Ha JleKapCTBEHHble MpenapaTtbl, BKIIOYEHHbIE B MNEepeyYeHb XU3HEHHO
HeobXoOUMbIX U BaXKHEWLLUX NIEKAapPCTBEHHbIX NPenapaTos;

(ab3ay BBeaeH lNMoctaHoBneHuem MNpasuTtensctea PP ot 16.12.2019 N 1683)

MpaBuna BedeHWs! TOCYAAPCTBEHHONO peecTpa MnpederbHbIX OTNYCKHbIX LEeH nNpousBoauTenei Ha
neKkapcTBeHHble npenaparbl, BKIOYEHHbIE B NepeyeHb XM3HEHHO HEeoBXOOUMbLIX U BadkKHEWLIMX MeKapCTBEeHHbIX
npenaparos;

lMpaBuna ycTaHOBNEeHMs nNpeaernbHbIX pasMepoB ONTOBLIX U NpedefibHbIX Pa3MepoB PO3HUYHbIX HagbaBoK K
daKkTM4eckMM OTMYCKHbIM LieHaM, YCTaHOBMIEHHbIM MPOVU3BOAUTENAMY NEeKapCTBEHHbIX NPenapaToB, BKITHOYEHHbIX
B NepeyveHb >XM3HEHHO HeobXOAMMBbIX WM BaXHEMWWUX NeKapCTBEHHbIX MpenapaTtoB, B cybbekTtax Poccuiickon
depepauymuy;

(B pea. NoctaHoBneHus MNpasutensctea P® ot 03.02.2016 N 58)

N3MEeHeHNs1, KOTopble BHOCATCA B MocTtaHoBneHus MNMpasutensctBa Poccunckon depepauum no Bonpocam,
CBSI3aHHbLIM C PEryniMpoBaHMEM LEH Ha XN3HEHHO HEOOXOAMMbIE U BaXXHENLLME NEKAPCTBEHHLIE CPEACTBA.

2. MMpepenbHble OTNYCKHble LEHbI MNPOU3BOAMTENEN Ha >XU3HEHHO Heobxoaumble W  BaxkHeWnwwue
neKapCcTBeHHble CpeacTBa, 3aperncTpMpoBaHHble 40 BCTYMNNEHUs B cuny HacTosilero NoctaHoBrneHus, noanexaTt
BKITIOYEHUIO B FOCYOAPCTBEHHbIN peecTp npeferibHbiX OTMYCKHbIX LIEH MNPOVM3BOAMTENEN Ha reKkapCTBeHHble
npenapaTbl, BKMOYEHHbIE B NEPEYEHb XKN3HEHHO HEOOXOAMMbBIX U BaXKHEWLLNX NEKapCTBEHHbIX NpenapaTos.

3. 3apeructpupoBaHHbie o 26 oktabpsa 2010 r.:

npefernbHble OTNYCKHbIE LeHbl MHOCTPaHHBLIX NPOM3BOAUTENEN B MHOCTPAHHOW BasioTe Ha NEeKapCTBEHHbIE
npenapaTtbl, BKIMIOYEHHbIE B MEpPeYeHb XXU3HEHHO HEOOXOOAUMBIX U BaXKHEWMLIMX FEKapCTBEHHbLIX MNpenapaTos,
nognexat nepecyety oo 1 gekabps 2010 r. B pybnu no kypcy LleHTpanbHoro 6aHka Poccunckon ®epepaumm Ha 1
Hosi0psi 2010 r. (6e3 npepcTaBneHus 3asiBeHWs MPOU3BOAUTENEN O MepecyeTe LUeHbl)) C BHECEHMEM
COOTBETCTBYIOLLMX WM3MEHEHUA B roCyAapCTBEHHbIA peecTp npedernbHbIX OTMYCKHbIX LeH npou3BoauTenen Ha
neKkapcTBeHHble npenapaTtbl, BKMYEHHbIE B MNepeYeHb XU3HEHHO HEOOXOAMMBIX U BaXXHEMNLUMX NeKapCTBEHHbIX
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

npenapaTos;

npeaenbHble OTNYCKHbIE LIeHbl POCCUMCKUX NPOM3BOAUTENEN Ha NEKapCTBEHHbIE NpenapaTbl, BKNIOYEHHbIE B
nepeyvyeHb XW3HEHHO HEOOXOOUMBIX M BaXKHEWLUMX FeKapCTBEHHbIX MNpenapaTtoB, noanexaTr uHgekcauun c 1
Hos16pst 2010 r. Mcxogs M3 MPOrHO3NPYEMOrO YPOBHS MHNSAUMM, ycTaHoBreHHoro Ha 2011 rog ®egepanbHbiM
3akoHoMm "O depepanbHom Grogxete Ha 2010 rog u Ha nnaHoBbii nepmog 2011 n 2012 rogoB", ¢ BHECEHMEM
COOTBETCTBYHLUNX M3MEHEHWA B FOCYAapCTBEHHbI pPeecTp npefenbHbiX OTMYCKHbIX LEeH Mpou3BoauTeNnen Ha
neKkapcTBeHHble npenapaThbl, BKIYEHHbIE B NepeYeHb XU3HEHHO HEOOXOAMMBIX U BaXXHENLNX NeKapCTBEHHbIX
npenapaTos.

4. MuHuctepcTtBy 3apaBooxpaHeHuss Poccuickon ®depepauum no cornacoBaHuio ¢ MuHucTepcTBOM
NPOMbILLIIEHHOCTN N ToproBnu Poccuickon ®epepaumm, MMHUCTEPCTBOM 3KOHOMUYECKOrO pa3sutna Poccumnckon
depgepaumm, MuHUCTEpCTBOM Tpyga W coumanbHon 3awmtbl Poccuinickon ®epepaumn, MuHUCTEPCTBOM
pernoHanbHoro pasputus Poccuiickon Pepepaummn, PegepanbHO aHTUMOHOMOSBLHON crnyxbon, PepepanbHom
cnyx6on no Hag3opy B cdepe 3awuThbl NpaB notTpebutenen n 6narononyyunst Yenoseka, MMHUCTEPCTBOM HayKn U
BbicLwero obpasoBaHus Poccuiickon ®egepauum n MnHmuctepctsoM omHaHcoB Poccuiickon ®enepauunmn exerogHo,
He nosgHee 15 okTAbps, npeacTtaeBnaTe B [MpaButenscTBo Poccuiickon depepaumy NpoekT nepedHst XU3HEHHO
Heo6X0OUMbIX M BaXXHEWLLUX NEeKapCTBEHHbIX NpenapaTos.

(B pea. NoctanoBnenun MNpasutensctea PP ot 04.09.2012 N 882, ot 28.08.2014 N 871, ot 28.09.2018 N 1152)

5. MuHnctepcTBy 3gpaBooxpaHeHnss Poccuinckon ®epepaumm n degepansHOM aHTUMOHOMOMBHON chnyxbe
AaBaTb nNpM  HeoOXOAMMOCTM  pas3bsACHEHUS MO  MNPVMEHEHUI MpaBwuil, YTBEPKAEHHbIX  HAaCTOALLMM
NOCTaHOBIIEHMEM.

(n. 5 B pea. MoctaHoBneHus MNMpasuTtensctea PP ot 08.10.2018 N 1207)

6. MpusHaTb yTpaTUBLLMMK CUTY:

MocTtaHoBneHue MNpasuTtensctsa Poccunckon Pegepauum ot 9 Hos6psa 2001 r. N 782 "O rocyaapcTBEHHOM
perynMpoBaHuM LieH Ha niekapcTBeHHble cpeacTea” (CobpaHue 3akoHogaTenbcTBa Poccuickon Pepepaumm, 2001,
N 47, cT. 4448);

MoctaHoBneHune [lpasutensctBa Poccuiickon ®epepaumm ot 17 oktabpa 2005 r. N 619 "O
COBEPLUEHCTBOBAHMM TOCYLApCTBEHHOrO pErynvpoBaHuMs LEeH Ha nekapcTBeHHble cpeactea” (CobpaHue
3akoHogaTtenbcTBa Poccuiickon ®epepauun, 2005, N 43, cT. 4400);

NYHKT 3 WU3MEHEHUIN, KOTopble BHOCATCA B akTbl [paBuTtenbctBa Poccuiickon ®egepaumm no Bonpocam
geaTenbHocT MuHMCTEpcTBa npoMmbiWneHHocTn W ToproBnu  Poccuickon ®egepauun, yTBEPXKOEHHbIX
MoctaHoBneHnem [paButenbctBa Poccunckon ®egepauumn ot 7 wmoHa 2008 r. N 441 (CobpaHue
3akoHogartenbcTBa Poccuinckon ®egepauun, 2008, N 24, cT. 2869);

nyHkT 1 TocTtaHoBneHus [paButensctea Poccuiickon ®epepaumm ot 30 gekabpsa 2009 r. N 1116 "O
BHECEHMM W3MEHEHUI B HekoTopble [locTtaHoBneHusa [lpasutensctBa Poccuiickon Pepepauum no Bonpocam,
CBSI3aHHbIM C PEryrMpoBaHUEM LIEH Ha >XW3HEHHO HeobxoauWMble W BaXkHEWWMWE JNEeKapCTBEHHble cpeacTea”
(CobpaHue 3akoHogaTenscTBa Poccuiickon Pepepaumm, 2010, N 2, cT. 179).

Mpencepatens MNpaButenscTBa
Poccuiickon ®epepauun
B.MYTWH

YTBEPXOEHDI

MocTtaHoBneHnem lNpaButenbcTBa
Poccuinckon denepaumm

oT 29 okTabpsa 2010 r. N 865

www.consultant.ru CrpaHuua 3 u3 51
HageXXHas NpaBoBas noaaepXkKa


http://www.consultant.ru/
http://www.consultant.ru/
consultantplus://offline/ref=8A81514FC963793E0F99FB82F0459B9CB2F1394BC116C0A85C40F9895BF9DF4B83601BDC68F377A16C741ED3CE9CD43A6D617B7DE39A32EDjAG
consultantplus://offline/ref=8A81514FC963793E0F99FB82F0459B9CBAF73F49CC1B9DA25419F58B5CF6805C842917DD69F670A1672B1BC6DFC4D8327A7F7860FF9830D8E2jCG
consultantplus://offline/ref=8A81514FC963793E0F99FB82F0459B9CBAF13C4DC6149DA25419F58B5CF6805C842917DD68F375A1632B1BC6DFC4D8327A7F7860FF9830D8E2jCG
consultantplus://offline/ref=8A81514FC963793E0F99FB82F0459B9CB8F6384BCC1C9DA25419F58B5CF6805C842917DD68F377A66F2B1BC6DFC4D8327A7F7860FF9830D8E2jCG
consultantplus://offline/ref=8A81514FC963793E0F99FB82F0459B9CB8F33E4CCC1F9DA25419F58B5CF6805C842917DD68F376A4632B1BC6DFC4D8327A7F7860FF9830D8E2jCG
consultantplus://offline/ref=8A81514FC963793E0F99FB82F0459B9CB8F7304CC6159DA25419F58B5CF6805C842917DD68F377A7662B1BC6DFC4D8327A7F7860FF9830D8E2jCG
consultantplus://offline/ref=8A81514FC963793E0F99FB82F0459B9CB2F1384DC416C0A85C40F9895BF9DF59833817DD61ED77A579224F95E9jBG
consultantplus://offline/ref=8A81514FC963793E0F99FB82F0459B9CBCF33948C016C0A85C40F9895BF9DF59833817DD61ED77A579224F95E9jBG
consultantplus://offline/ref=8A81514FC963793E0F99FB82F0459B9CBCF03C4CC716C0A85C40F9895BF9DF4B83601BDC68F376A36C741ED3CE9CD43A6D617B7DE39A32EDjAG
consultantplus://offline/ref=8A81514FC963793E0F99FB82F0459B9CBAF73C48C3159DA25419F58B5CF6805C842917DD68F377A6622B1BC6DFC4D8327A7F7860FF9830D8E2jCG

MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

NMPABUNA
roCYAAPCTBEHHOW PETMCTPALMU U NEPEPEMMCTPALIUM NPEQENbHbIX
OTNYCKHbIX LLEH NPOU3BOAUTENEN HA NEKAPCTBEHHBIE NPEMNAPATbI,
BKINOYEHHbIE B NEPEYEHb XM3HEHHO HEOBXOANMbIX
WU BAXXHEWLUNX NEKAPCTBEHHBIX NPEMAPATOB

CnMcoK N3MEeHSLWNX JOKYMEHTOB
(B pea. MNMoctaHoBneHun MNMpaeutenscrea P® ot 08.10.2018 N 1207,
oT 16.12.2019 N 1683)

1. Hactosawme [lpaBuna ycTtaHaBnNuBalT MNOPSAOK OCYLLECTBMEHUA TOCYAAapPCTBEHHOW perncrpaumm u
nepeperucTpauumn npegenbHbiX OTMYCKHbIX LLeH NMPOU3BOAUTENEN Ha NEKapCTBEHHbIE NpenapaThbl, BKITOYEHHbIE B
nepeyvyeHb >XU3HEHHO HEOOXOAMMBIX W BaXHEWLMX FEKapCTBEHHbIX NPenapaToB, €XEerogHo YTBEepXOaeMmbii
MpasuTtenscTtBom Poccuiickon ®eaepaunn (ganee - nekapcTBeHHbIE NpenapaTbl).

(n. 1 B pea. MocTtaHoBneHus MNMpasuTtensctea PP o1 16.12.2019 N 1683)

2. TocygapcTBeHHasi perucTpauus U nepeperucTpaums npedesibHbIX OTMYCKHbIX LeH npousBoauTeneit
neKkapcTBEHHbIX NMpenapaToB Ha NekapCTBEeHHbIe npenapaThl OCYLLECTBNAITCA B pybnsax.

3. MuHuctepctBo 3apaBooxpaHeHuss Poccunckon Pegepaumm oCylwecTBnsAeT pernctpauuio npegenbHon
OTMYCKHOW LeHbl NPOU3BOAUTENSA Ha NEeKapCTBEHHbLIN Mnpenapar, ee nepeperncrTpauuilo, BHECEHWE YyKa3aHHOW
3aperncTpupoBaHHON (NepeperncTpupoBaHHON) NpPeaenbHOW OTMYCKHOW LeHbl B FOCYAapCTBEHHbIN peecTp
npefenbHbIX OTMYCKHbIX LUEeH Mpou3BoAUTENEN Ha IeKkapCTBEHHbIE MpenapaTtbl, BKMOYEHHbIE B MNepeyeHb
XWU3HEHHO HEOOXOAMMBIX U BaXKHENLLMX NEKApCTBEHHbIX NpenapaTtoB (ganee - rocy4apCTBEHHbIN peecTp), Bbiaavy
aepxaTento Unu Bnagenbly PerucTpaumoHHOrO yAOCTOBEPEHUsS NeKapCTBEHHOro npenapara (YynorHOMOYEHHOMY
UM nuuy) BbINUCKM M3 npukasza MuHucTepcTBa 3gpaBooxpaHeHus Poccuiickon depepaumm O rocygapCTBEHHOM
permcTpaumm (nepeperncTpaummn) npeaenbHON OTNYCKHOW LieHbl NPOU3BOANTENSA Ha NeKapCTBEHHbIN npenapar.

4. depepanbHas aHTUMOHOMOMbHAsA cnyxba ocywecTBNsAeT SKOHOMUYECKUI aHanu3 nNpeaeribHON OTMYCKHON
LieHbl MPOU3BOAUTENS Ha NEKapCTBEHHbIV Npenapar Npu ee rocy4apCTBEHHON perncTpaumm (nepepernctpaumm).

5. lns rocygapcTBeHHOW perncTpauunn (nepeperucrpaumm) npeaenbHon oTNyCKHOW LeHbl NPOU3BOAUTENS Ha
nekapcTBeHHbI npenapat B MwuHMCTEpCTBO 3gpaBooxpaHeHus Poccuiickon ®depepaumn gepxatenem uwmm
BNagenbueM pernmcTpauMoHHOro yOoCTOBEpPEeHUS NeKapCTBEHHOro npenapaTta (YNnoNHOMOYEHHbIM WM JIULIOM)
npeacTaBnsaoTCA cnegyowme JOKYMeHThl (B 2 ak3emnndpax Ha 6ymaxHOM HocuTene 1 B 3NeKTPOHHOM Buae):

a) 3asiBreHMe O roCcyAapCTBEHHOW perucTpauum npedenbHbIX OTMYCKHbIX LEeH Mpou3BoauTenen Ha
rniekapcTBeHHble npenapartbl, BKOYEHHblE B MepeyYeHb XU3HEHHO HeOoOXOOMMbIX W BaXKHEMNLLMX NeKapCTBEHHbIX
npenapaTos, no cdopme cornacHo npunoxeHuto N 1 (ganee - 3asBneHnMe O rocygapCTBEHHOW permcTpauum) nnm
3asBreHne O nepeperucTpaunm npegenbHbIX OTMYCKHbIX LEH NpovM3BOAMTENEN Ha NeKapCTBEHHbIe npenaparbl,
BKIIIOYEHHbIE B MNepeyeHb XW3HEHHO HEOOXOAMMbIX W BaXKHEWLUMX JleKapCTBEHHbIX NpenapaTtos, Mo dopme
cornacHo npunoxeHuto N 2 (ganee - 3asiBneHve o nepeperncTpaumu);

(nn. "a" B peqa. MNocTtaHoBnexus MNMpasutensctea PP ot 16.12.2019 N 1683)

6) cBedeHusa 0 NULEH3NM Ha NPON3BOACTBO NEKAPCTBEHHBLIX CPEACTB;
B) CBEAEHUSI O PErMcTpPaLNOHHOM YAOCTOBEPEHMUN NeKapCTBEHHOTO Npenapara;

r) AOKYMEHTbI, NpeAcTaBnsemMble ¢ ydeTom TpeboBaHM METOOUKM pacyeTa npeaernbHbIX OTMYCKHbIX LEeH
npou3BoauTENEN Ha JeKapCTBEHHbIE MpenapaTbl, BKMIOYEHHbIE B MNepeyYeHb XW3HEHHO HeoOXoOUMBIX W
BaXKHEMLUMX NEeKapCTBEHHbIX MpenapaToB, YTBEpXAeHHOW nocTtaHoBneHnem [lpaButensctBa Poccuinckon
depepaummn ot 15 ceHtsibps 2015 r. N 979 "O BHeceHUM M3MEHEHW B MnocTaHoBneHue [lpaBuTenbCcTBa
Poccuinckon ®egepauum ot 29 oktabps 2010 r. N 865 n 06 yTBepxgeHMn METOAMKM pacdeTa npegernbHbIX
OTMYCKHbIX LEH Mpou3BOoAUTENEN Ha JleKapCTBEHHble MpenapaTtbl, BKIIOYEHHbIE B MNEepeyYeHb XWU3HEHHO
HeoOX0AMMbIX 1 BaXXHEWLLMX NeKapCTBEHHbIX NpenapaTos” (fanee - MeToamka), Bkoyawwme B cebs:

(B pea. NoctaHoBneHus MpaBuTtensctBa PO ot 16.12.2019 N 1683)
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

cBefeHus o6 obbemax M O LeHax OTnycka Haxoasiwerocss B obpalleHunm Ha Tepputopum Poccuiickon
denepaummn nekapcTBEHHOro npenapata NpouMsBoAMTENs rocygapctea - uneHa EBpasninckoro SKOHOMWYECKOro
COl3a W NeKapCTBEHHOro npenapaTta MHOCTPAHHOro MPOM3BOACTBA, MepBMYHAA M (UnM) BTOpPUYHAs ynakoBka
KOTOPOro OCyLLeCTBNAETCHA UNn NnaHUpyeTCs OCyLecTBNATbLCA B Poccunckon ®enepaunu;
(B pea. NocTtaHoBneHus MNMpaBuTtensctBa PO ot 16.12.2019 N 1683)

pacuyeT npeaenbHON OTNYCKHOM LieHbl MPOM3BOAUTENS Ha FEKApCTBEHHbIN npenapaT, NpeacTaBnsieMoln Ha
rocy4apCTBEHHYHO pernctpauuto (nepeperucrpaumio);

cBegeHus o6 obbemax W LUeHax BBO3a JIEKAPCTBEHHOro MpenapaTta WHOCTPAHHOroO MNpou3BOACTBA,
Haxopgsierocsi B obpalleHnmn Ha TeppuTopun Poccuiickon ®epepauuu;

CBEAEHVSI O HanMuMM 3aperucTPUPOBaHHbLIX MPederibHbIX OTMYCKHbIX LieH 3asiBMsSiEMOro NekapCTBEHHOro
npenapara;

pacyeT npefenbHOM OTNYCKHOW LEeHbl Ha BOCMPOM3BEAEHHbIW, OGuoaHanorosbii  (6rnonogobHbIn)
rniekapCTBEHHbIV nNpenapar, NpeacTaBnsgeMon Ha rocyAapCTBEHHYIO PErMCTPaLMIo;

pacyeT npeaenbHON OTMYCKHOWM LieHbl Ha fieKkapCTBEHHbIM npenapaT Npou3BOAUTENS rocyaapcTBa - YneHa
EBpasuninckoro 3KOHOMUYECKOro cok3a, NpeacTaBnsaemMon Ha rocyapCTBEHHYIO perncTpaumio;
(8 pea. NoctaHoBneHus MNpasutensctea P® o1 16.12.2019 N 1683)

obocHOBaHVMe pacyeTa npedenbHOW OTNYCKHOM LEHbl Ha fekapCTBEHHbIM npenapaTt npov3BoavTens
rocygapcrtBa - uneHa EBpasuiickoro akKoHOMMYECKOro cok3a, NpeacTaBnsemMon Ha nepeperncTpaumio;
(B pea. NoctaHoBneHus MNpasuTtensctea PP ot 16.12.2019 N 1683)

obocHOBaHMe pacyeTa npefenbHOM OTMYCKHOW LEHbl JIeKapCTBEHHOro mnpenapata WMHOCTPaHHOrO
nNpou3BoACTBa, B TOM YuCne nepBuyHas 1 (Mnv) BTOPMYHAS ynakoBKka KOTOPOro OCYLLEeCTBIAETCS UK NnaHnpyeTcs
ocyulecTensaTbesa B Poccunckon ®enepaunm, NnpeacraBnsaeMomn Ha nepepernctpasmio;
(8 pea. NoctaHoBneHus MNpasutensctea PP o1 16.12.2019 N 1683)

D,) OOKYMEHT, ﬂO,EI,TBep)K,EI,alOUJ,VIﬁ NOSTHOMO4MA YNOJTHOMOYEHHOIo nnua.

6. CseneHus, coaepxawpmeca B 3adBlieHUNM O FOC)/D,apCTBeHHOIZ perncTtpaunmn mn 3adaABlieHUN O
nepeperncTtpaunn, OOJKHblI COOTBETCTBOBaTb CBeAEeHUAM, YKa3aHHbIM B perncTtpayuoHHOM YyOoOCTOBEPEHUN
NekapCTBEHHOro npenaparta Ha AeHb noga4vyn Takoro 3asaBlieHUA.

7. [epxatenb wnu Bnageney perucTpauMoHHOro yOOCTOBEPEHWUS  NekapCTBEHHOro npenapaTta
(ynorHomo4yeHHoOe MM n1Lo) BripaBe NPeAcTaBUTb KOMUIO NULEH3UM Ha NPOM3BOACTBO fIeKapCTBEHHbIX CPEACTB U
KONWMI0 perncTpaLmoHHOro yaOoCTOBEPEHUS NeKapCTBEHHOro npenapara, a Takke konuio dopmbl N 2-JIEK (npom)
"CBefeHuns 0 NPOM3BOACTBE, OTIPY3Ke U LieHaxX Ha NekapCcTBeHHble cpeacTBa” No CO6CTBEHHON UHMLMaTHBe.

(8 pea. NoctaHoBneHus MNpasutensctea PP o1 16.12.2019 N 1683)

8. B cnyyae npefcTaBneHus AepxateneM WnNu  BRagenbueM  perMcTpaumoHHOro  yaAOCTOBEPEHUs
nekapcTBeHHoro npenapaTta (YNnofHOMOYEHHbIM UM NUUOM) 3asiBNEHWs O roCydapCTBEHHOW peructpauun Ao
ncteveHmst 3 net co OHSA NpuHATMS MuHUCTepcTBOM 3apaBooxpaHeHus Poccuiickon ®epepaunn pelueHust ob
UCKNIOYEHMM M3 TOoCyaapCTBEHHOINO peecTpa npefenbHOM OTNYCKHOM LUeHbl Ha nekapcTBEHHbIM npenapart
3asiBNeHHas npefenbHasi OTNYCKHas LUeHa nNpouM3BOAMTENS He MOXeT MpeBblllaTb paHee UCKMYEHHYH0
npegenbHy OTNYCKHYK LeHy npoussogutens (6e3 yyeta npou3BOACTBEHHOW MAOLWAAKM) MCXOOA U3 CTOMMOCTM
OIHOM feKkapCTBEHHON POPMbI COOTBETCTBYIOLLIEN JO3UPOBKN NEKapCTBEHHOro npenapara.

9. 3asBneHHas K roCygapCTBEHHOW peructpauum npegernbHasi OTMyCKHas LeHa npousBoguTens Ha
pedepeHTHLIN NEKapCTBEHHbIV NpenapaTt He MOXET NPEBbILLATb LiEHY, ykasaHHY B nognyHkTe 5.5.4 npunoxeHus
N 1 k lNpaBunam copMmnpoBaHNSA NepeydHel feKkapCTBEHHbIX MpenapaTtoB Ans MeAWUMHCKOro MPUMEHEHUs 1
MWHUManbHOrO acCoOpTMMEHTA NeKapCTBEHHbIX NpenapaToB, HEOOXOAMMbIX AN OKa3aHUsl MeULUHCKOW NOMOLLM,
YTBEPXAEHHBLIM MocTaHoBneHneM lMpaButensctBa Poccuiickon ®epepauumn ot 28 aerycta 2014 r. N 871 "O6
yTBEepxaeHuu MNMpaBun opMMpOBaHNs NEpPEYHEN NEeKapCTBEHHbIX NpenapaToB AN MeAULMHCKOro NPUMEHEHUS U
MWHUMAanbHOrO aCCOPTUMEHTA NIEKAPCTBEHHBIX MpenapaToB, HEO6XoAUMbIX ANS OKa3aHUst MEAULIMHCKOA NOMOLLN".

www.consultant.ru CrpaHuua 5 u3 51
HageXXHas NpaBoBas noaaepXkKa


http://www.consultant.ru/
http://www.consultant.ru/
consultantplus://offline/ref=8A81514FC963793E0F99FB82F0459B9CB8F3394FCD1A9DA25419F58B5CF6805C842917DD68F377A5642B1BC6DFC4D8327A7F7860FF9830D8E2jCG
consultantplus://offline/ref=8A81514FC963793E0F99FB82F0459B9CB8F3394FCD1A9DA25419F58B5CF6805C842917DD68F377A5632B1BC6DFC4D8327A7F7860FF9830D8E2jCG
consultantplus://offline/ref=8A81514FC963793E0F99FB82F0459B9CB8F3394FCD1A9DA25419F58B5CF6805C842917DD68F377A5632B1BC6DFC4D8327A7F7860FF9830D8E2jCG
consultantplus://offline/ref=8A81514FC963793E0F99FB82F0459B9CB8F3394FCD1A9DA25419F58B5CF6805C842917DD68F377A5622B1BC6DFC4D8327A7F7860FF9830D8E2jCG
consultantplus://offline/ref=8A81514FC963793E0F99FB82F0459B9CB9F63C4BC51F9DA25419F58B5CF6805C842917DD68F377A7622B1BC6DFC4D8327A7F7860FF9830D8E2jCG
consultantplus://offline/ref=8A81514FC963793E0F99FB82F0459B9CB8F3394FCD1A9DA25419F58B5CF6805C842917DD68F377A5612B1BC6DFC4D8327A7F7860FF9830D8E2jCG
consultantplus://offline/ref=8A81514FC963793E0F99FB82F0459B9CB8F6384BCC1C9DA25419F58B5CF6805C842917DD68F370A3632B1BC6DFC4D8327A7F7860FF9830D8E2jCG

MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019) [lokyMeHT npefoctasneH KoHcynbTaHTloc

"O rocyaapCTBEHHOM PErysIMpoBaHUM LIEH Ha NIEKAPCTB... Aata coxpanerua: 19.03.2020

10. MwuHucTepcTBO 3apaBooxpaHeHuss Poccuiickon ®Pepepauumn B TedeHne 15 paboumx gHen co AHs
obpalleHns pepxaTtensa wnu Bragenbla pPerucTpauMoHHOro yAOCTOBEPEeHUs1 feKkapCTBEHHOro npenapaTa
(YNnonHOMOYEHHOro MM NnunLa) OCyLLEeCTBSIeT NPOBEPKY MOMHOTHLI NPeaCcTaBNeHHbIX B COOTBETCTBMM C MYyHKTOM 5
HacToAwmx MpaBun OOKYMEHTOB U HanNpaBnsieT OAMH 3K3EMMMsp AOKYMEHTOB B PefeparnbHylo aHTUMOHOMOMbHYHO
Cny0y unu npuvHUMaeT pelleHne o6 oTkase B rocydapCTBEHHOW peructpauumn (nepeperucrpaumm) npegenbHom
OTMYCKHOW LieHbl NPON3BOANTENS Ha NEKAapCTBEHHbIV Npenapar.

11. OcHoOBaHMAMKM O OTKa3a B rocydapCTBEHHOW peructpauum (nepeperncrpauun) MUHUCTEPCTBOM
3apaBooxpaHeHnst Poccuiickon ®depepauuun npegenbHON OTMYCKHOM LeHbl NPOM3BOAMTENS Ha NeKapCTBEHHbIN
npenapaT aBnsTCS:

a) OTCYTCTBME B JOKYMEHTaX, ykasaHHblX B MyHKkTe 5 HacTosiwmx [NpaBun, cBegeHwid, NpeaycMOTPEHHbIX
HacTosilmMMm MNpaBunaMmm n MeETOAMKOMN;

6) npeBbilleHWe 3asdBNEHHON AN rOCYAapCTBEHHOW perucTpauum npeaenbHOW  OTMYCKHOW  LieHbl
npoussoauTens Ha NeKapCTBEHHbI npenapaT Hag OTMYCKHOW LEeHOW, OMnpederieHHoMm ¢ yvyetom TpebosaHum
nyHkToB 8 1 9 HacTosawwmx MNpasur;

B) HenpeacTasneHve cBedeHnn, NpegyCcMOTPEHHbIX NyHKTOM 12 HacToswwmx MNpasun.

12. B cnyyae HeobxoauMOCTU YTOYHEHMSI U (MNK) OOMNONHEHUS CBEAEHWI, COAepXalnxcs B OOKYMEHTaXx,
yKka3aHHbIX B MNyHkTe 5 HacTtoswwmx [lpaBun, gepxateno unu Brnagenel perucTpaumoHHOrO YAOCTOBEPEHWS
nekapcTBeHHOro npenaparta (YNoriHOMOYEHHOe WM fuuO0) MpeAcTaBnsalT no 3anpocy MwuHucTepcTBa
3apaBooxpaHeHus Poccuinckon Pegepaumm COOTBETCTBYHIOLLLYIO AOKYMEHTanbHO OOOPMIAEHHYIO MHADOPMaLMIO.

Cpok npeactaBneHus OTBETa Ha 3anpoc AepxaTenem unuv Brnagenbuem perncTpaumoHHOro yaoCTOBepeHuNs
rniekapcTBeHHOro npenapata (ynofIHOMOYEHHbIM UM fMLOM) He MoxeT npeBbiwartbe 10 pabounx gHen co AHA
nonyyeHus 3anpoca MuHucTepcTea 3gpaBooxpaHeHuss Poccuickon Pegepaumn.

Mpn aTom o06WMIN CPOK pacCMOTpPeHVs [OOKYMEHTOB, YyKa3aHHbIX B MyHkTe 5 HactoAwwmx [lpasun,
MuHucTepcTBoM 3apaBooxpaHeHus Poccuinckon ®defepauum He MOXET MpeBbilaTb CPOKU, NPedyCMOTPEHHbIE
nyHkTom 10 n ab3auem BTOPbIM HACTOALLErO NyHKTa.

lMpu HenocTynneHun oT AepxaTtensa wunu Bragensua perncTpauvoHHOro yAoOCTOBEPEHUS NEKapCTBEHHOro
npenapaTa (YNonmHOMOYEHHOrO UM nuua) B YCTAHOBMEHHbIV CPOK 3amnpOLUEHHOW AOKYMEHTanbHO O(OpMIIEHHON
nHdopmaumm MuHucTepcTBo 3gpaBooxpaHeHuss Poccunckon depepauun B TeveHne 5 paboumx gHen CO AOHS
ncteyeHus obLiero cpoka npuHMMaeT pelleHne o6 oTkase B rocygapCTBEHHOW peructpauumn (nepeperucrpaumm)
npeaensHoONn OTMYCKHOW LeHbl NPOW3BOAMTENA Ha feKkapCTBEHHbLIN Mpenapat, O YeM B MUCbMEHHoOW dopme
yBeAoOMNsAeT fepxatens wnu Bnagensua perncrpaumoHHOro YAOCTOBEPEHUs NeKapCTBEHHOro mnpenapaTta
(ynonHomo4eHHoe 1M nuuo).

13. ®egepanbHas aHTUMOHOMONbHAA cryxba B TeyeHne 15 pabounx gHeW co AHA MONyYeHns JOKYMEHTOB,
yKa3aHHbIX B MyHKTe 5 HacToswwmx NMpaBun, npoBOANT B COOTBETCTBUMM C HacTodAwmMu [NpaBunamm n MeToaukon
3KOHOMMYECKMI aHanu3 npeferibHoM OTMYCKHOM LieHbl NPOM3BOAMTENSA Ha NeKapCTBEHHLIN npenapat, a Takke
npvHMMaeT 1 HanpaBnsaeT B MMHUCTEPCTBO 34paBooxpaHeHus Poccuinckon ®egepaumm pelleHne o corrnacoBaHum
yKa3aHHOW npeernbHOW OTNYCKHON LieHbl iy 06 oTkase B ee cornacoBaHuy (C N3noXxeHneM NpuyYnH otkasa).

14. B cnyyae HeOBXOAMMOCTU YTOYHEHUS 1 (MK) OONOMHEHUS CBEAEHUN, COAepXaluxcs B AOKYMEHTaXx,
yKa3aHHbIX B NyHKTe 5 HacToswwmx [paBun, gepxatens unu Bragerney perucTpaumMoHHOro yaocToBepeHus
nekapcTBeHHOro npenapara (ynosITHOMOYeHHOe UM NULO), IpMANYECKNE Nnua, OCYLLEeCTBNSIOWNE AeATENBHOCTb
npu obpalleHnM nekapCTBEHHbIX CpeacTB, OpraHbl UCMOMHWTENbHOW BRacTM B npegenax ux KOMMAeTeHUMM
npeactaBnsaioT no 3anpocy ®degepanbHOM aHTUMOHOMOMBLHOW CHYXObl COOTBETCTBYIOLLYIO [OKYMEHTalNbHO
0POPMIIEHHYIO UHAhOPMAaLIMIO.

Cpok npeacTaBneHus gep)xaTenem unu BriagenbleM pPerncTpauuoHHOro yOOCTOBEPEHUST NEKAPCTBEHHOMO
npenapata (YNorHOMOYEHHBIM MM JIMLOM), PUONYECKAMM FMUAMKU, OCYLLECTBSLWNMA AeATENbHOCTL MpU
obpalleHnn nekapcTBeHHbIX CPeacTB, OpraHaMn UCMOMNHUTENBHOW BNACcTW B Npeaenax X KoMneTeHUnn) He MOXeT
npesbIaTh 25 pabounx aHen co AHA nonyvyeHus 3anpoca degepanbHON aHTUMOHOMNOSLHOW CNYXObI.
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

Mpn aTOM OOWMI CPOK paccMOTpeHnst gokyMeHToB deaepanbHOM aHTMMOHOMONBHOM CYXO00M He MOXeT
npeBbILAaTb CPOK, NPESYCMOTPEHHbIN NYHKTOM 13 1 ab3aLem BTOpbIM HACTOSILLEro NMyHKTa.

lMpn HenocTynneHun OT AepxaTens unu Bnagenbla perucTpaurMoHHOro yaAOCTOBEPEHUS NeKapCTBEHHOMO
npenapata (YNnOSITHOMOYEHHOro MM fvua) B YCTAHOBIIEHHbBIA CPOK 3anpOLUEeHHOW AOKYMEHTarlbHO OOpMIeHHOM
nHpopmaumm PepepanbHasi aHTUMOHOMONbHAsK crykba B TeyeHne 5 paboumx OHEW CO OHS MCTeYeHust obLiero
cpoka npuHMMaeT pelweHne o6 oTKase B COrnacoBaHMM NpeneribHOW OTMYCKHOM LEeHbl MPOW3BOAMTENS Ha
neKkapcTBeHHbIM npenapat u HanpaenseT ero B MwuHucTepcTBO 3gpaBooxpaHeHus Poccuiickon depepaumu,
KOTOpoe B TeyeHne 5 paboumx OHeW CO OHSA MOMy4YeHusa 3TOro pelleHus NpuHMMmaeTt pelweHne o6 oTkase B
rocyfapCTBEHHOW perucTpaumm unv nepeperncrTpaumm ykasaHHom LieHbl, 0 YeM B NUCbMEHHOW hopme yBeaomnseT
Jepxartens unv Brnagenbla permcTpaumoHHOro yaoCToBepeHnst nekapcTBEHHOro npenapata (YynonHOMOYeHHOe UM
nmuo).

Oepxatens unu  Bnageney  perucTpauMoHHOro  yOOCTOBEPEHWMS  feKapCTBEHHOro  npenapara
(ynonHomouyeHHoe MM nuUO) Mpu paccMoTpeHwun 3anpoca PegepanbHON AHTUMOHOMOMBHOM CRYXObl MOryT
HanpaBuTb B MwuHUCTepcTBO 3apaBooxpaHeHns Poccuickon ®Pepepauny COOTBETCTBYHOLIME YTOYHSAOLIME
OOKYyMeHTbl (B 2 ak3emnnspax) B TedeHne 10 pabouux gHem co OHSA nonydeHus 3anpoca PegepansHon
aHTUMOHOMOMBbHOW CYXObI.

MuHucTepcTBO 3apaBooxpaHeHus Poccunckon ®egepaummn B TedeHne 5 pabodmx gHen €O AHA NonyyYeHus
COOTBETCTBYIOLLMX YTOUHAIOLWMX AOKYMEHTOB OT AepxaTens wunv Bnagenbua perucTpauuoHHOro yoocToBepeHUs
rfieKkapCTBEHHOro npenapaTa (ynofIHOMOYEHHOro MM NWua) HanpaenseT OAMH 3K3EeMMNNApP TaKkMX OOKYMEHTOB B
®enepanbHy0 aHTUMOHOMOSBHYIO CRYXOY.

15. MuHucTepcTBO 3apaBooxpaHeHuss Poccuitickon Pepepauum B TevyeHue 5 paboumx gHel co AHs
nonyyeHus peweHus degepanbHON aHTUMOHOMOMBHOW CNyXObl O CcOornmacoBaHMM NpeaeribHON OTMYCKHOW LEHbl
npov3BOaUTENS Ha fEeKapCTBEHHbIN npenapaT unu ob oTkase B ee CornacoBaHMM MNpUHMMAeET peLleHne o
rocy4apCTBEHHOW peructpaumm (nepeperucrpauum) npegenbHol  OTMYCKHOW  LeHbl  MPOM3BOAUTENS  Ha
neKapcTBEHHbIN npenapaT unu o6 oTkase B rocygapCTBEHHOW pervctpauum (nepepervcrpaunm) ykasaHHOM
OTMNYCKHOW LieHbl B 3aBMCMMOCTU OT peLLEHUs, MPUHATOro PefepanbHOW aHTUMOHOMOMLHONM CryX0O0M.

16. B cnyyae npuHATUS pelleHns O rocydapCTBEHHOW perncrtpaumn (nepeperucrpaumu) npegenbHomn
OTNYCKHOW LieHbl MPOM3BOAUTENS Ha nekapcTBeHHbIM npenapat MuHuCTepcTBO 34paBooxpaHeHus Poccuiickon
degepaLmn BHOCUMT COOTBETCTBYIOLLME OaHHbIE B FOCYAapPCTBEHHbIA PEEeCTp B CPOK, NPeAYCMOTPEHHbIN MYHKTOM 6
[MpaBun BegeHMs rocy4apCTBEHHOIO peecTpa 3aperMcTprpoBaHHbIX NpedenbHbIX OTNYCKHbIX LeH Nponssoantenen
Ha nekapcTBeHHble NpenapaThbl, BKMIOYEHHbIE B NEPEeYeHb XXU3HEHHO HEOOXOAMMbBIX U BaXXHENLLNX NeKapCTBEHHbIX
npenapaToB, yTBepXAeHHbIX NocTaHoBneHnem lNpasutensctea Poccuiickon ®Pepepaunm ot 29 oktadpsa 2010 r. N
865 "O rocygapCTBEHHOM perynupoBaHUM LIEeH Ha NeKapCTBEHHble npenapatbl, BKIYEHHble B MNepeyeHb
XN3HEHHO HEOOXOOMMbBIX W BaXHEMWLIMX JeKapCTBEHHbIX MpenapaToB”, BbldaeT AepxaTemno unu Bragenbly
perncTpaumoHHOro YOOCTOBEPEHWs rnekapcTBEHHOro rnpenapata (YNnOfIHOMOYEHHOMY WM fuly) BbIMUCKY U3
npukasa o rocygapcTBeHHOMW peructpauum (nepepeructpauumn) npegenbHon OTNYCKHOW LieHbl NPOU3BOAMTENS Ha
neKkapcTBeHHbIM npenapaTt M pasmellaeT COOTBETCTBYHOLLYI0 MH(OpMaunMio Ha cBoeM oduumanbHOM cante B
NHPOPMaLIMOHHO-TENEKOMMYHUKaLMOHHOW ceTu "NHTepHeT".

17. depepanbHass aHTMMOHOMOMbHAsA cnyxba npu npoBepke [AOKYMEHTOB MWCMOMb3yeT WCTOYHUKK
MHbopMaLIMK, cofepXallme LeHbl Ha NeKkapcTBEHHble npenapaTbl B MHOCTPaHHLIX rOCYAapcTBax, YKasaHHbIX B
npunoxeHun N 2 K METOAMKE, M COOTBETCTBYIOLLME CeayoLLMM TpeGoBaHUsM:

a) pasMellaeMasi MHpopMaLMsa AOSHKHA OblTb 06LLEOO0CTYNHOM;

0) MCTOYHUK WHOpmaumM (CanT B MHAOPMALMOHHO-TENEKOMMYHUKALMOHHON ceTn "UHTepHeT") JormkeH
cogepxatb WHdopmaumio 00 opraHuM3aumu, OTBETCTBEHHOW 3a pasMelleHMe CBeAeHMW O LeHax Ha
nekapcTBeHHble npenaparsbl;

B) pasmellaemas MHdopMaUMs OOSHKHA MNO3BONATb MAEHTU(UUMPOBATL HEOBGXOOMMbIE XapaKTepUCTUKM
MNeKapcTBEHHbIX MpenapaTtoB B LIENSAX COMOCTaBMNEHUst AaHHbIX O 3asBMSIeMOM NeKapCTBEHHOM npenapaTe U
riekapCTBEHHOM Mpenapare, LieHa Ha KOTOpbI/i COAEPXKUTCS B HAWOEHHOM UCTOYHUKE MHGOPMaLnK;
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

I') pa3mellaemasn VIH(bOpMaLI,VIﬂ AOJKHa coepXaTb cBeAeHuda O LeHe Ha ﬂeKapCTBeHHbIVI npenapart "
BanTe, B KOTOpOIZ OHa npeacTaBlieHa;

A) UCTOYHMKOM He MOXET SIBMATbCS MHGOopMauMsl, coepallasi LeHbl Ha NnekapcTBeHHble npenapaThbl,
nocTaBrisieMble 3a CYeT MeXAyHapoAHbIX (PUHAHCOBbLIX OpraHusaumin (boHOoB) MO pelleHunto BcemupHoi
opraHu3aumu 3gpaBoOOXpaHEHUst B paMKax ryMaHUTapHOW NMOMOLLM Ui 6r1aroTBOPUTESNIBHOCTM.

18. B cnyyae nNpuHATMSA pelleHus o6 oTka3e B rocyAapCTBEHHOW perucrpaumm unm nepeperncrpaumm
npeaensHON OTMYCKHOW LieHbl NPOM3BOAMTENS Ha fekapcTBeHHbIN npenapat MuHMCTepCTBO 34paBoOOXpaHeHUst
Poccuiickon ®enepaumn B CpoK, He npesbilaowmMn 5 pabounx AHEW, yBeoOMMseT AepxaTens wunu Brnagensua
perncTpaumMoHHOro y4OCTOBEPEHMS NEKApCTBEHHOro npenapara (ynosIHOMOYEHHOE WM NWLUO) B MUCbMEHHOM
dopmMe 0 NPUHATOM peLLeHn (C N3NOXKEHNEM NPUYUH OTKa3a).

19. OcHoBanMsMn aOna oTkasa B cornacoBaHunM ®epgepanbHOW  @aHTUMOHOMOMLHOW  CIY»XO0M
rocyqapCTBEHHOW peructpaumm (nepeperncrpauun) npegenbHoOn  OTNYCKHOW  LUEeHbl Mpou3BoavTeENnsd Ha
nekapCTBEHHbIN npenapaT, oOTkasa B roCygapCTBEHHOW peructpauun (nepepermctpaunm) MuHucTepcTBom
3apaBooxpaHeHus Poccunckon ®epgepauun npeaenbHON OTMYCKHOW LeHbl NPOWM3BOAUTENSA Ha MeKapCTBEHHbIN
npenapaT C y4eTOM peLLeHus, NpuHAToro degepanbHON aHTUMOHOMNOMBHOW CryX6own, SBnaTCA:

a) npeAcTaBneHe HedOCTOBEPHbIX CBEAEHUN;
6) npeacTaBneHnMe JOKYMEHTOB He B MONTHOM o6beme 1 (MNn) HenosnHOTa COAEPXKAaLUMXCH B HUX CBEAEHWUN;
B) HenpeacTaBneHve cBedeHnn, NpegycMOTPEHHbIX NyHKTOM 14 HacToswwmx MNpasun;

r) npeBbllLieHVe NpeACcTaBnNeHHOW ANs rocyAapCTBEHHOW perncrpaumn unu nepepeructpaunm npeaenbHon
OTMYCKHOWM LeHbl NPOM3BOAMTENS Ha NEeKapCTBEHHbIM MmpenapaT Hag LEeHOW, pacCYNTaHHOMW B COOTBETCTBUM C
HacToswmMun lNMpasunamm 1 METOANKON.

20. PelwweHne o6 oTkase B rocygapCTBEHHOW perncrpaumm unv nepeperucrpaumm npeaensHom OTnyCKHOM
LieHbl NPOU3BOAMTENSA Ha NeKapCTBEHHbIV NpenapaTt MoXeT bbITb oGxanoeaHo B cyaebHom nopsake.

21. inga rocygapcTBEHHOW peructpauuu npefenbHOW OTMYCKHOW LieHbl NPOU3BOAUTENS Ha NEeKapCTBEHHbIN
npenapaTt, KpOMe OOKYMEHTOB, YKa3aHHbIX B MyHKTe 5 HacToswwmx lMpaBun, npeacraBnsawTca Ans npoBeneHus
3KOHOMMYECKOrO aHanusa (no Bblbopy Aepxatens wnu Bnagenbuba pPerncTpaumoHHOro yaoOCTOBEPEHMS
NEeKapCTBEHHOro npenapara, YnofHOMOYEHHOro MM nuua) cBefeHus Ha OymMakHOM HOcuUTene C NepeBoaoM Ha
pyccknii A3blk (B 2 3K3eMnnsipax), NOATBEPKAAIOLME OTMYCKHbIE LieHbl MPOW3BOAUTENS Ha JeKapCTBEHHbIN
npenapaT B MHOCTPaHHbIX rOCY4AapCTBax, yKasdaHHbIX B NpunoxeHun N 2 K MeToguke.

22. ins rocygapcTBEHHOW peructpaumm npefernbHOW OTMYCKHOW LieHbl NPOU3BOAUTENS Ha NeKapCTBEHHbIN
npenapaT, HaxogsLwmica B obpalleHmm Ha Tepputopumn Poccuinckon degepaumm, Kpome JOKYMEHTOB, yKa3aHHbIX B
nyHkTax 5 n 21 Hactoawwmx lNMpasun, ona nposefeHUs 3KOHOMUYECKOro aHanusa npeacTaBnsioTca creayolme
OOKYMEHTbl Ha BymMa)kHOM HocuTene B OAHOM 9K3eMNisipe:

a) Ans nekapcTBEHHOro mnpenaparta npou3BoAuUTENs rocyaapcrea - uneHa EBpasnickoro 3kOHOMUYECKOro
COl03a, a TaKkke J1eKapCTBEHHOro npenapata WHOCTPAHHOrO NpOM3BOACTBa, MepBuWYHas W (Mnv) BTOPUYHAS
ynakoBKa KOTOPOro OCYLLECTBSAETCS UK MaHMpyeTcs ocylecTBNATbCA B Poccuiickon ®egepauuu:

(8 pea. NoctaHoBneHus MNMpasutensctea P® ot 16.12.2019 N 1683)

konusa copmbl N 2-JIEK (npom) "CeegeHus o npon3BoacTBe, OTIPY3KE U LieHax Ha NlekapCTBEHHbIE cpeacTBa”
3a OTYETHbIN Nepuoa, onpeaernieHHbIN B COOTBETCTBUN C MYHKTOM 23 HacToswmx Mpasun;

KOMWUM TOBapHbIX HaKNaAHbIX Ha KOHKPETHbI NEKAPCTBEHHbIN NpenapaT, OTrPY>KEHHbIN 3a OTYETHbIN Nepuog,
onpegerneHHbI B COOTBETCTBUM C MYHKTOM 23 Hactoswmx [Npasun (NpegcraBneHne BCeX TOBApHbIX HaKMagHbIX
HeobGX04MMO, €CnvM KONMYECTBO OTFPY30K MO NekapCTBEHHOMY npenapaTty He npeBblwaet 25 wWTyk, a no
neKkapcTBeHHbIM npenapartam, Mo KOTOPbIM KOMMYECTBO OTIPY3OK MpeBbiwaeT 25 WTyK, NpeAcTaBnatoTcs Konuu
TOBAPHbIX HaknagHblX C HaMbomnbWWM yaoenbHOM BECOM B OObeMe peanu3auuy KOHKPETHOrO JEKapCTBEHHOMO
npenapaTta, HO He MeHee 25 LWITYK);
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(pen. ot 16.12.2019)
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

0) Ans nekapcTBEHHOro npenapata WHOCTPaAHHOIO NMPOM3BOACTBA - KOMUW TaMOXEHHbIX AeKnapauun Ha
NMOCTaBKy KOHKPETHOro IeKapCTBEHHOro npenapata 3a OTYETHbI nepuop, OMNpeferieHHbIn B COOTBETCTBUM C
nyHKTOM 23 HacTosawmx [Npasun (NpeactaBneHne BCcex TaMOXEHHbIX Aeknapaumi Heobxoanumo, ecrim Konnm4ecTso
TaMOXEHHbIX [eKnapauuMi no nekapCTBEHHOMY npenapaty He npesblwaeT 25 WTyK, a N0 NeKapCTBEHHbIM
npenapaTtam, No KOTOPbIM KOMMYECTBO TaMOXEHHbIX AeKnapauun npesbllaeT 25 WTyK, NPeACcTaBnAlTCA KOMvK
TaMOXEHHbIX AeKknapauun ¢ HanbonbWnM yaenbHOM BECOM B 00beMe peanv3auun KOHKPETHOrO NieKapCTBEHHOIO
npenapaTta, HO He MeHee 25 LWTyK).

(B pea. NoctaHoBneHus MNMpaBuTtenscta PP ot 16.12.2019 N 1683)

23. lNMpwn rocygapcTBEHHOM perncTpaumm npenenbHon OTAYCKHOW LieHbl MPOM3BOAUTENS Ha NleKapCTBEHHbIN
npenapaT 3a OTYETHbIV Nepuos NPUHUMAaETCS KaneHaapHbIr rod, npealecTByOWNA AHIO nogayn B MuHucTepcTeo
3apaBooxpaHeHust Poccunckon ®depepaumm 3asBneHUs O rOCyQapCTBEHHOW peructpauuu, a B Criyyae
npeAcTaBrneHns Ha rocygapCTBEHHYIO perncTpaumio NpeaenbHoM OTNYCKHONM LieHbl Ha NeKapCTBEHHbIV nNpenapar B
rog usganua akta lNpaeutenbctBa Poccuiickon ®enepauum o6 yTBEPKAEHUN NEPEYHS XKU3HEHHO HEOOXOAMMbIX U
BaXKHEWLLNX NNEKAPCTBEHHbIX NPEenapaToB Ha CrieayloLMin KaneHaapHbI rof - 3a TEKYLLUIA KaneHaapHbii rog.

24. INpwu rocyaapcTBEHHON permctpaumm (nepepernctpaumm) npeaensHon OTNYCKHON LeHbl Ha pedpepeHTHbIV
nekapCTBEHHbIN npenapar AN BCEX yKa3aHHbIX B PErMCTPaLuoOHHOM yAOCTOBEPEHUN NeKapCTBEHHOrO npenaparta
npoussogutTenen (NPOM3BOACTBEHHbLIX MNMOWAAO0K MPOM3BOAMTENS, YYacTBYIOLIMX B npouecce MNpov3BOACTBA)
yCTaHaBnMBaeTCsa eauHas npegenbHas OTNYCKHas LUeHa Ha JekapCTBEeHHbIM npenapat  ANns  Kaxaow
nekapcTBEHHON HOPMbl, 4O3NPOBKM (KOHLEHTPaLun, akTMBHOCTU B €AMHULAX OEeNCTBUA) 1 0BLero konnyectsa BO
BTOpPWYHOW (nNoTpebutenbckon) ynakoBke 6e3 ydyeta (OPMbI  BbIMyCKa, 3a WUCKIIOYEHWEM  Crydaes,
npegycMOTPEHHbIX MYHKTOM 25 HacToawwmx Mpasun.

KoHcynbTaHTlntoc: npumedaHue.

C 17.12.2019 peructpauua (nepepernctpaumsi) npenenbHbiX OTNYCKHbIX LEH Ha BOCNPOW3BEAEHHbIE,
GuoaHanoroBble (6ronogoOHbIE) NekapcTBa OCYLLECTBASETCA MOcre MPUHATUA pelleHus o6 obs3aTtenbHom
nepepeructpauumn B 2019 - 2020 rogax LeH Ha COOTBETCTBYHOLLME UM pedepPEHTHbIE NeKkapcTea.

Mpu rocymapCcTBeHHOW  perucTpauumum  (nepeperucrpaumm) npegenbHoOM  OTAYCKHOW  LeHbl  Ha
BOCMpPOM3BEAEHHbIN, BuoaHanoroebin (6MonoaobHbIN) NEeKapCTBEHHbIA NpenapaTt NPOU3BOAUTENSA rocygapcTea -
yneHa EBpasuiickoro 9KOHOMMYECKOro COl3a ANs BCEX YKasaHHbIX B PErncTpauvoHHOM yAOCTOBEPEHUM
nekapCcTBEHHOro npenapaTta npou3soguTenelt (MPOU3BOACTBEHHbBIX MOLAA0K NPOM3BOAMTENS, Y4aCTBYIOLUX B
npouecce MpouM3BoACTBA Ha TepputopuM rocygapctBa - 4neHa EBpasuinckoro 3KOHOMMYECKOro COH3a)
yCTaHaBNMBaeTCA efuHast npefdenbHas OTNYCKHAs LUeHa Ha JeKapCTBEHHbIM npenapar Ansg  Kaxgon
nekapcTBeHHON OpMbl, [03MpPOBKM (0Obema, Macchl, KonmMyecTBa [03 B MNEPBUYHOM YMNakoBKe) M obLiero
KonmM4ecTBa BO BTOPUYHOW (NOTpebuTenbckon) ynakoBke 6e3 yvyeTa oopmbl BbiMycka, 3a UCKIIOYEHNEM Crly4aes,
npenycMOTpEeHHbIX MyHKTOM 25 HacToswwmx Mpasun.

(8 pea. NoctaHoBneHus MNpasutensctea PP ot 16.12.2019 N 1683)

Mpn rocymapCTBeHHOM  perucTtpaumm  (mepeperucrpauumn)  npeneribHoOM  OTMYCKHOM  LeHbl  Ha
BOCMNpOU3BeAeHHbIW, GnoaHanoroBbi (61MONOAOGHKIN) NEeKapCTBEHHbIN npenapaT WHOCTPaHHOrO MPOW3BOACTBA
ONsi BCeX YKasaHHbIX B PErMcTpauMoHHOM YAOCTOBEPEHUM NEKapCTBEHHOro npenaparta npousBoauTenen
(Mpon3BoACTBEHHBLIX MIOLWAA0K MNPOM3BOAUTENS, Y4acTBYWOLWMX B MNpoLecce MpousBoAcTBa 3a npegenamu
rocyqapcts - 4neHoB EBpasnickoro 9KOHOMMWYECKOrO COK3a M OCYLLECTBASIOWNX WKW NaHUPYHOLLMX
OCYLLECTBNATbL NEPBUYHYIO U (UNM) BTOPUYHYIO YNAKOBKY NnekapcTBeHHOro npenaparta B Poccuiickon ®epepauimm)
yCTaHaBMNMBaeTCsa eAuHasi npejenbHas OTMNyCKHas LUeHa Ha JeKapCTBEHHbI Mpenapat And  Kaxaon
nekapcTBeHHON OpMbl, OO3MPOBKM (06bema, Macchl, KonnyecTBa [O3 B NEPBUYHOW ymnakoBKke) n obuiero
KonmnyecTBa BO BTOpPUYHON (NOTpebuTenbckon) ynakoske 6e3 yyeta oopmbl BbIMyCKa, 3a UCKITHOYEHMEM Crly4vaes,
NpeaycMOTPEHHbIX NYHKTOM 25 HacToawmx Mpasun.

(B pea. NoctaHoBneHus MNpasutensctea PP ot 16.12.2019 N 1683)

25. B cnyyae ecnn MUHUMarsbHbIA YPOBEHb LieH pedbepeHTHOro fiekapCTBEHHOMO Npenaparta Ha pasfnnyHble
dopMbl  BbiNycka (LLUNPUL-PYYKKU, KapTpuaxkn nubo wuHble OpMbl BbiMycka, COBMECTMMbIE C YCTPOWCTBaAMMU
BBeAEHUs (MpUMMEHEeHUs) nnn ABnsoLmnecs yCTpoucTBaMn BBeAeHUS (MPUMEHEHUs) B OAHOM M3 UHOCTPaHHbIX
rocygapcTtB, ykasaHHOM B Tabnuue 1 pasgena |l npunoxeHma N 3 Kk meToauke, pasnuyaetcs bonee yem Ha 10
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(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

NpOLIEHTOB, AOMYyCKaeTCsl yCTaHaBNuBaTb NpeferibHble OTMYCKHblEe LieHbl Ha KaxAayl u3 Takmx (opM Bbinycka
nekapcTBeHHoro npenapara. [NpegenbHas OTNyckHas LieHa Ha pedepeHTHbIN NekapCTBeHHbIM npenapart B Takmx
¢dopmMax BbiNyCka yCTaHaBMNMBAETCS Ha OCHOBAHMM MUWHMMAaInbHbIX OTMYCKHbIX LEeH npousBoauTensa (6e3 yyeta
NPOM3BOACTBEHHbIX NMOLAA0K, Y4acTBYOLWNX B NpoLiecce NpoM3BOACTBA) HAa COOTBETCTBYOLLME (POPMbI BbiNyCka
TaKoro fiekapCTBEHHOro npernaparta B OQHOM W3 MHOCTPaHHbIX rocygapcTB, ykasaHHOM B Tabnuue 1 pasgena |l
npunoxexus N 3 K MeToguke (C y4eTOM pacxofoB, CBA3AHHbIX C TAMOXEHHbIM 0pOpMITEHNEM).

(B pea. NoctaHoBneHus MNMpaBuTtensctea PO ot 16.12.2019 N 1683)

lMpu 3aTOM MakcMMmarnbHas pasHuua Mexay npeferibHbIMWM OTMYCKHbIMU LieHaMW Ha Takon pedepeHTHbIN
neKkapcTBEHHbIM nNpenapaTt B pa3nuyHbiXx oopmMax BbiMyCKa, CONOCTaBMMbIX MO NeKkapcTBEHHOM hopme, [03UpOoBKe
(KOHUEeHTpaummn, akTUBHOCTM B €AMHUUAX OEeWCTBMA) U obemy KONu4ecTBy BO BTOPWUYHOMW (NOTPebuTernbckon)
yrnakoBKe, He MOXeT npeBbiwaTtb 90 NPoLEeHTOoB.

B cnysae ecnu npegenbHas OTNyCkHas LUeHa Ha pedepeHTHbI NekapCTBEHHbI  npenapaTt
3aperncTpupoBaHa B COOTBETCTBMM C HaCTOALIMM MYHKTOM, pacyeT npedenbHbIX OTMNYCKHbIX LEeH Ha
BOCMNpOun3BeAeHHbIW, BroaHanorosbin (61onoaobHLIM) nekapCTBEHHbIM NpenapaTt OCYLIEeCTBMASETCA Ha Kaxayto
dopMy BbiNyCcKka C y4eTOM NpeaeribHbIX OTMYCKHbIX LIeH Mpou3BoauTENen Ha CooTBETCTBYOWME POPMbI Bbinycka
pedepeHTHOro nekapcTBeHHOro npenapara.

26. [epxaTenb wunu BriageneLy, perucTpauMoHHOrO yOOCTOBEPEHMS NEKApCTBEHHOro npenapara
(ynornHomo4yeHHoe MM NnnLo) BOCMPOU3BEAEHHOrO, buoaHanorosoro (6MonogobHOro) nekapcTBEHHOrO npenapaTta
NpeacTaBnsioT 4N rocyaapCTBEHHON permctpaumy npeaenbHyo OTMNYCKHYIO LIeHY Ha NleKapCTBEHHbIV npenapar,
paccyMTaHHylo MO MeXAyHapoOHOMY HenaTeHTOBAHHOMY HauMEHOBaHMWIO (NMpY ero OTCYTCTBMMU MO XMMUYECKOMY
UNn rpynnUPOBOYHOMY HAUMEHOBAHMWIO), NEKApCTBEHHON opMe, O03MpOoBKe (KOHLEHTpauuu, akTUBHOCTM B
eauHMUax OencTBus) M obleMy KOnmuMyecTBy BO BTOPWUYHOW (NOTPEOUTEnbCKOM) ynakoBKe C NPUMEHEHWeM
COOTBETCTBYHOLIEr0 KOIPMULUMEHTA MO OTHOLEHWUIO K 3aperucTpupoBaHHOW MPEeAeribHOM OTMYCKHON LeHe
npou3BoauTens Ha pedepeHTHbIN NeKapCTBEHHbIV NpenapaTt B COOTBETCTBUN C METOANKOMN.

27. B cnyyae ecnu B pamKax OOHOrO PerucTpauMoHHOro yAOCTOBEPEHUs NeKkapCTBEHHOro npenapaTta
3aperucTpupoBaH  BOCMPOM3BEAEHHbIN,  OMoaHanoroBbii  (OMOMNOAOGHBIM)  NEKapCTBEHHbIA  Mpenapart
npou3BoauTenst rocygapcTea - YrneHa EBpa3ninckoro aKOHOMUYECKOro cot3a Y MHOCTPaHHOTO NPOM3BOACTBA, LieHa
ONsl Takoro NeKapCTBEHHOro MNpenaparta pacCYMTbIBAETCS Kak Ansi NeKapCTBEHHOrO npenaparta Mnpou3BOACTBA
rocygapctea - uneHa EBpasuinckoro 3KOHOMWYECKOrO COK3a WM FIeKapCTBEHHOrO Mnpenaparta MHOCTPaHHOro
NpPon3BOACTBa C y4eTOM COOTBETCTBYHIOLLErO MOHMXatoLwero kKoadpuumeHTa B COOTBETCTBUN C METOAMNKON.

(n. 27 B pega. MNoctaHoBneHus MNpasutensctea PP ot 16.12.2019 N 1683)

28. B cnyyae OTCYTCTBMS B pamKax MeXAyHapOAHOro HenmaTeHTOBaHHOIO HaMMEHOBAHWSA U fieKapCTBEHHOW
dopMbl  pedhepeHTHOro IekapcTBEHHOro npenapara wunu B criyyae, ecnu npefernbHas OTMYCKHas LeHa Ha
pedepeHTHbIN NeKkapCTBEHHBIN NpenapaTt He 3aperncTpupoBaHa, Aepxatenb wnu Bnagenel, peructpaumoHHOro
YOOCTOBEPEHUsI  NekapCTBEHHOro npenapata  (YNoNIHOMOYEHHOE UM NULO)  BOCMPOWU3BEOEHHOIOo  UNu
GuoaHarnorosoro (6uonogo6HoOro) nekapCcTBEHHOro Npenaparta NPpeAcTaBNAT ANA rOCYAapCTBEHHON permcTpaunm
(nepeperucTpaumun) npegenbHyo OTMYCKHYIO LieHY NPOU3BOAUTENS Ha NeKapCTBEHHbLIN npenapaT, paccyYUTaHHYo
no MeXAyHapodHOMY HenaTeHTOBaHHOMY HauMeHOBaHuio (MpuM ero OTCYTCTBUM MO  XMMWYECKOMY  WIu
rpynnNMpPOBOYHOMY HaMMEHOBaHWIO), NeKkapCTBEHHON hopme, A03UPOBKE (KOHLEHTpauMW, akTUBHOCTU B €4MHMLAX
genctenst) un  obwemy KonuyectBy BO  BTOPMYHOM  (MOTPEeOMTENbCKOW) ynMakoBKE C  MPUMEHEHMEM
COOTBETCTBYIOLIEro KoaddUUMEHTa MO OTHOLIEHMIO K MakCMMarnbHOW 3aperucTpMpoBaHHOM MpefernbHOn
OTMYCKHOM LEeHe fekapCTBEHHOro mpenapaTta, CoBMagawwero Mo MeXAyHapoaHOMY HernaTeHTOBaHHOMY
HavMeHOBaHWIO (NPW ero OTCYTCTBUM MO XMMMWUYECKOMY WM rPYNMMPOBOYHOMY HaMMEHOBaHUIO), NeKkapCTBEHHON
dopme B cooTBeTCTBUM C pasgenom VIl meToguku.

29. TocypapcTBeHHasi perucrpaumss npegenbHoM  OTMYCKHOW  UeHbl Ha  UMMYHOOMONOrMyYeckun
NEeKapCTBEHHbIM npenapaTt (BakuMHY), BKIYEHHbIM B MNEpPEeYeHb XXU3HEHHO HEOOXOOMMBIX W BaXKHEMLLMX
NEKapCTBEHHbIX MpenapaToB, OCYLIECTBMSETCs B COOTBETCTBMM C TpeboBaHMAMM, YCTAHOBIEHHBIMU NS
pecdepeHTHbIX NEeKapCTBEHHbIX MpenapatoB. [lpy 3TOoM gepxatens unM  Bnageney, perucTpauyoHHOro
YOOCTOBEPEHUS NEKAPCTBEHHOrO npenaparta (ynofIHOMOYEHHOE MM NULIO) NPeAcTaBnAlT Afsl rocyaapCTBEHHON
perncTpaumm npegenbHy OTMYCKHYI0 LIeHY Ha JIeKapCTBEHHLIM Mpenapart, He MNPEeBbILALLY0 MakCUMarbHYH
3aperncTpupoBaHHYO NpeaernbHy0 OTMYCKHYIO LeHY NPON3BOANTENS HAa NeKapCTBEHHbIN npenapaT, coBnaaatoLmmn
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

no MeXxAayHapoOHOMY HenaTeHTOBaHHOMY HauMeHOBaHuio (MpuM ero OTCYTCTBUM MO  XMMWUYECKOMY UMK
rpynnMpoBOYHOMY HaVMEHOBAHUIO) U NekapCcTBEHHON hopMe, ONpeeneHHY0 B COOTBETCTBMU C METOLUKON.
(8 pea. MNoctaHoBneHus MNpasutensctea P® o1 16.12.2019 N 1683)

B cnyyae ecnu Ha pgaty nogayn B MuHucTepcTBO 3apaBooxpaHeHusi Poccuiickon ®defepaumnm 3assneHus o
rocy4apCTBEHHOW perucTpaumy Ha feKapCTBEHHbIM npenapar, NpUMeHsieMbli B NeaMaTpUYecKon npakTuke (Ha
OCHOBaHUM CBEOEHUW MWHCTPYKUMM MO MEAWLUMHCKOMY MNPUMEHEHWUI0 JeKapCTBEHHOro mnpenapaTta), He
3aperncTpupoBaHa npegenbHas OTNYCKHas LeHa Ha NeKapCTBEHHbIW npenapaTt B A03UPOBKax, MPUMEHSEeMbIX B
neamaTpuMyeckon npakTuke, B pamMKax OAHOro MeXAyHapOO4HOro HenaTeHTOBAHHOrO HauMMeHoBaHus (Npu ero
OTCYTCTBMM  XUMMWYECKOrO WMAW  TPYNNMPOBOYHONO HaUMEHOBaHMSA) W nekapcTBEeHHOM OopMbl, pacyeT
OCYLLECTBMSIETCA B COOTBETCTBUM C TpeboBaHMAMM, YCTAHOBMEHHbIMU ANA pedepeHTHbIX NeKapCTBEHHbIX
npenapatoB. [lpM 3TOM MakcMmanbHas pasHuua Mexay MWHMManbHOW 3aperucTpupoBaHHOW MpeaensHOn
OTMYCKHOM LEHOW Ha neKapCTBEHHbIV npenapat W npeacTaBneHHOW Ans roCyAapCTBEHHOW perncrpauun
npenenbHoOn OTMYCKHOM LEHOM Ha JeKapCTBEHHbIM Npenapart, paccyvMTaHHas MCXodst U3 CTOMMOCTU eAMHUUbI
OEeNCTBYIOLLEro BellecTBa, He MOXeT npesbiwaTtb 90 NpoLEHTOB.

(ab3ay BBeneH lNMoctaHoBneHuem MNpasuTtensctea PP o1 16.12.2019 N 1683)

30. 3apeructpupoBaHHas npegenbHas OTNYCKHas LUeHa NPOM3BOAWUTENS Ha NeKapCTBEHHbIN npenapart
MOXeT OblTb MepeperucTtpMpoBaHa B LENsX YBENWYEHWs B Crydasx, npegycMOTPeHHbIX nyHkTamu 32 u 34
HacTosiwumx [paBun, Ha OCHOBaHUWM 3asiBNEHUSI O MepeperncTpauum u [OKYMEHTOB, NPEACTaBriEHHbIX B
MuHucTepcTBo 3apaBooxpaHeHus Poccuiickon depepaumm go 1 oktabpsa kaxgoro roga (He vawe 1 pasa B
kaneHgapHom rogy). [lpegenbHas OTNyckHas LUeHa Ha fekapCTBEHHbI npenapaTr He MoxeT ObiTb
nepepervcTpypoBaHa B TOM e KaneH4apHOM rofy, B KOTOPOM OHa Obina 3apernctpmpoBaHa.

31. 3asBneHHasa Kk nepeperucTpaumm npegenbHas OTNYCKHas LeHa BOCMPOW3BEAEHHOro, GuoaHanoroBoro
(buonogobHOro)  nekapCTBEHHOro  npenapata nocrne  nepeperucTpaumMm  He  MoxeT  ObiTb  Bbilwe
3aperncTpupoBaHHON NPeaeribHON OTMYCKHOW LeHbl NPOM3BOAUTENSA Ha pedepeHTHbIN NekapCTBEHHbIM npenapar,
ornpeaeneHHon B COOTBETCTBUN C METOOUKON.

KoHcynbTaHTlm0C: npumeyaHue.

lMpegernbHble OTMYCKHblE LieHbl Ha JiekapctBa u3 nepedvHs XXKHBIIM, 3apeructpupoBaHHble o 17.12.2019 un
nepeperucTpmpoBaHHble B obs3atensHom nopsgke B 2019 - 2020 rogax, MoryT GbiTb NepeperncTpupoBaHbl B
cooTBeTCcTBUK C NyHKTOM 32 (MocTaHoBneHue MNpaButensctea PO oT 16.12.2019 N 1683).

32. 3apeructpvpoBaHHas npeaerbHas OTNYCKHas LeHa Ha NekapCTBEHHbIN npenapaT MponsBoauTens
rocygapcTtsa - uneHa EBpasniickoro SKoHOMMYECKOro coto3a MoxeT BbiTb nepepernctTpupoBaHa B COOTBETCTBUU C
MEeTOOUNKOW:

(8 pea. NoctaHoBneHus MNpasutensctea PP ot 16.12.2019 N 1683)

a) Ans NekapcTBEHHbIX NpenapatoB HWXHero ueHoBoro cermeHta Ao 100 pybnen (BKkNYUTENbHO) - B
cry4yae M3MeHeHus LeH Ha Cbipbe U MaTepuarnbl, a Takke B Crydae U3MeHeHUst HaknagHblX pacxodoB, HO He Bbille
YPOBHSI (DaKTUYECKOW MHMMAUMM B NpeALlecTBYOWEM KaneHAapHOM rogy C y4eTOM MPOrHO3Mpyemoro YpOBHS
MHNAUMK, YCTAHOBMIEHHOrO Ha TeKkywun rod dpedepanbHbiM 3akOHOM O doefdepanbHoOM OtogxeTe Ha
COOTBETCTBYIOLLMIA (PUHAHCOBBIN rof U NNaHOBbLIN NepUo;

(B pea. NoctaHoBneHus MNpasutensctea PP ot 16.12.2019 N 1683)

©0) Ans nekapCTBEHHbIX NpenapaTtoB LeHoBoro cermeHTa oT 100 pybnen go 500 pybnen (BKMOUMTENBHO) - B
cry4yae YyBENWYEHWs LEH Ha Chbipb€ W MaTepuarnbl, MWCNONb3yeMble MNpU NPOU3BOACTBE KOHKPETHOrO
NeKkapCTBEHHOro npenapaTa, KOTopble B paBHOW CTEMNEHM BNUSIOT HAa YPOBEHb 3aperMcTpupoBaHHbIX LEH Ha Bce
nekapcTBeHHble MnpenapaTbl, OTHECEHHbIE K OAHOMY MEXAYHapOOHOMY HenaTeHTOBAaHHOMY HaWMEHOBAHMWIO U
UMeloLne OLMHAKOBLIN MyTb BBeAeHusa (konebaHus BamniTHLIX KypcoB, ¢opc-maXopHble 06CTOSTENLCTBA,
BO3HMKLWIME Y TMOCTaBLUMKOB Cbipbsi M MaTepuanoB), HO He Bbllle YPOBHSA pakTudeckon WHGNALMM B
npeawecTByoWeM KarneHgapHOM rogy C Yy4eTOM MPOrHO3MPYEMOro YPOBHS MHMMSLMKM, YCTAHOBNEHHOIO Ha
TeKylwun rog denepanbHbiM 3akoHOM O dedepanbHoM GrogKeTe Ha COOTBETCTBYHOLWMIA (DMHAHCOBBLIA o4 U
nfaHoBbIN Nepuog;

(B pea. NoctaHoBneHus MNMpaBuTtensctea PO ot 16.12.2019 N 1683)
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

B) 4N NekapCTBEHHbLIX NpenapaToB LeHoBoro cermeHTa ot 100 pybnein go 500 pybnen (BKMOUUTENBHO) - B
Crny4yae U3MeHEHUs LieH Ha Cbipbe U MaTepuarnsbl, a Takke B Criy4yae U3MEeHeHUs HaknagHbIX pacxodoB, HO He Bbille
NPOrHO3npyemMoro ypoBHS MHANALMK, YCTAHOBMEHHOIO Ha TeKyLLMI rog defeparnbHbiM 3aKOHOM O heaepanbHOM
OlooxeTe Ha COOTBETCTBYIOLLMI (PUHAHCOBLIN rof 1 NAaHOBbLIM Nepuos;

(B pea. NocTtaHoBneHus MNMpaBuTtensctBa PO ot 16.12.2019 N 1683)

r) ONS nekapcTBEHHbIX MnpenapaToB 6e3 orpaHWyeHuMst MO LeHe - B Cry4yae ecnu cpefHeB3BeELUeHHas
dakTnyeckas OTNyCKHas LeHa Ha NekapcTBEHHbIN npenapaT 3a Nepuon, UCTEKLWUA CO AHS NPUHATUSA peLueHus O
rocy4apCTBEHHOW peructpauum (nocnegHen nepeperucrpaumv) npeaenbHON OTMYCKHOW LUeHbl A0 AHS nojayv
3asiBNEHNs1 O nepeperucrpaumu, Obina HUXe 3aperucTtpMpoBaHHOM Ha 3TOT nepuos ueHbl He Bonee yem Ha
NPOrHO3upyeMbI YpoBEeHb UHNALMK, YCTAHOBNEHHBIN Ha TEKYLLMIN roa deaepanbHbiM 3aKkOHOM O dhefeparnbHOM
OlooxeTe Ha COOTBETCTBYHOLUUA (PMHAHCOBBLIV rof, U NNaHOBLIN NEPUoS, HO HE Bbille BEeNWYUHbBI, pAaCCYUTaHHONM B
COOTBETCTBMMU C METOANKOMN.

33. MNpun nepeperucTpauumn npefenbHbiX OTAYCKHBIX LLeH NPOM3BOAUTENSA rocyaapcTea - YneHa Espasunckoro
SKOHOMWMYECKOTO COK3a [AOKYMEHTbl Ha WHOCTPaHHOM £A3blke MpeacTaBnalTcsa Ha OymakHOM HocuTene C
3aBEpPEHHbIM B YCTaHOBMEHHOM MOPSAKe NepeBOAOM Ha PYCCKUMN A3bIK.

(B pea. NoctaHoBneHus MNpasutensctea P® ot 16.12.2019 N 1683)

[aHHble B OTHOWeHMM Bcex aKkTMYeckux LeH B BamnwTe rocygapctBa - uneHa Espasunckoro
9KOHOMWYECKOrO COK3a MpeAcTaBnsloTCs C  y4eTOM nepecyeTa Ha pydbnu no Kypcy, YCTaHOBIEHHOMY
LleHTpanbHeiM GaHkom Poccuickon ®epepauum Ha [eHb, korga npoumsBoguTerniem Obina ocyllecTBrieHa
dakTuyeckasi peanusauus JeKapCTBEHHbIX MpenapaToB oOpraHM3auuMyM OMNTOBOW TOProBfv eKapCTBEHHbLIMU
cpegctBamu, M (MnNn) anTedHoOW opraHusauun, u (Mnv) uHAMBUAYanbHOMY MpeanpUHUMATENO, UMELLUM
NULEH3MIO Ha hapMaLEeBTUYECKYIO OEeATENBHOCTb.

KoHcynbTaHTlmoC: npumeyaHue.

[MpenernbHble OTMNYCKHblE LieHbl Ha riekapctBa u3 nepeyHs XXKHBJIIM, 3apernctpupoBaHHble go 17.12.2019 n
nepeperucTpmpoBaHHble B obs3atensHom nopsgke B 2019 - 2020 rogax, MoryT GbiTb NepeperncTpupoBaHbl B
cooTBeTCcTBMM C NyHKTOM 34 ([MocTaHoBneHue lMpasutensctea PO ot 16.12.2019 N 1683).

34. 3apernctpupoBaHHas npegenbHas OTMNYCKHas LeHa NeKkapCTBEHHOro npenapata WHOCTPaHHOro
Nnpou3BoACTBa, B TOM 4YuUCrie NepBuUYHas M (Mnu) BTOPUYHAsS yrnakoBKa KOTOPOro ocyliecTtBnsieTca B Poccuinckon
®enepaumn, MoxeT ObiTb MepeperncTpMpoBaHa B COOTBETCTBUM C METOAMKON, €CN POCT Kypca HaLMOHanbHON
BanioTbl rocygapcTsa - Npou3BoAMTeNns K pybmo CO AHA NPUHATUS PeLUeHWns O rocydapCTBEHHOW permcrpauum
(nocnepHen nepeperncTpauun) npegensHOW OTMYCKHOM LieHbl NPOM3BOAUTENSA Ha NEKapCTBEHHbIN npenapart no
AeHb nofjayun 3asiBfeHns o nepeperncrpauun rnpesbilaeT NPorHo3MpyemMbli ypoBeHb MHANALMK, YCTAaHOBNEHHbIN
Ha Tekywuin rog depepanbHbiM 3aKOHOM O defepanbHOM BrogKeTe Ha COOTBETCTBYHOLLMN (PUHAHCOBLIN FO4 U
nnaHoBbLIN Nepuoa.

(8 pea. NoctaHoBneHus MNpasutensctea PP ot 16.12.2019 N 1683)

Mepepernctpaunsa npenenbHOM OTMYCKHOW LeHbl NIEKapCTBEHHOrO npenapara MHOCTPaHHOro NpoM3BOACTBa,
B TOM 4ucne nepeuyHas n (MnNu) BTOpUYHas yrnakoBKa KOTOPOro ocyllectBnsietcsa B Poccuiickon depepaumu,
OCYLLLECTBMSETCS C Y4ETOM MPOrHO3NPYEMOro YPOBHS MHAPNALMK, YCTAHOBNEHHOrO Ha TekyLunin rof peaepanbHbIM
3aKOHOM O hegeparnbHOM OHOIKETE HA COOTBETCTBYHLMUN (DMHAHCOBBIA o4 M MNMAHOBLIN Nepuog, HO He Bbille
BEMNYUHBI YBEJTUYEHMS, PACCYNTAHHON B COOTBETCTBUN C METOOUKOW, C Y4E€TOM MUHMMAarbHOW OTMYCKHOWM LiEHbI
npousBogutensa (6e3 yvyeTta HaMMEHOBaHUSA MNPOW3BOLACTBEHHbIX MMOWAA0K, Y4YacTBYWLWMUX B nNpouecce
NMpoM3BOACTBA) Ha TaKOW IEKAPCTBEHHbIN MpenapaTt B WMHOCTPaAHHbIX rocygapcTBax, ykasaHHblXx B Tabnuue 1
pasgena Il npunoxexns N 3 kK meToguke.
(8 pea. NoctaHoBneHus MNMpasutensctea P® ot 16.12.2019 N 1683)

35. [na nepepernctpaumn npegenbHON OTMYCKHOW LeEeHbl MPOM3BOAUTENSA Ha NeKapCTBEHHbIN npenapar,
KpOMe [OKYMEHTOB, yKasaHHbIX B NyHKTe 5 HacTtosawmx [pasun, npeacrasnainTca criefyowme OKYMEeHThl Ans
9KOHOMMYECKOro aHanm3a Ha bymakHoM HocuTene (B 2 ak3emnnspax):

a) Ons NekapCTBEHHOro npenapara Npov3BOAMTENS rOCyAapCTBa - YneHa EBpasuinckoro SKOHOMUYECKOTo
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

COl03a Npu nepeperncTpauum B cnydasix, npeaycMoTpeHHbIX noanyHktamu "a" n "B" nyHkta 32 HacTodAwmx Npaswun:
(B pea. MNoctanoBneHus MNpasutensctea P® o1 16.12.2019 N 1683)

pacyeT BenuYMHbI YOOPOXaHWS CTOMMOCTU Cbipbsi U MaTepuarnoB B CTPYKTYpe 3aTpaTt Ha MpOu3BOACTBO M
peanusauuio NekapcTBEHHOrO Npenapara;

KOMWUWM KOHTPaKTOB, NMOATBEPXKAAIOLLMX YBENMYEHNE CTOMMOCTM CbiPbS U MaTepuarnoB, CO CPOKaMun OENCTBUS,
3aBepLUALLMMUCA HE paHee YeM Yepes3 3 MecsiLia Co AHSA nofadn 3asiBMieHUs 0 nepeperucrpanmm, a Takke Konum
crneumdukaLmi 1 Bcex NPUNOXEHUA K KOHTPaKTaM, KOTopble ABMSKTCA X HEOTbEMINEMON HYacCTbio;

[AOKYMeHTanbHoe noATBepxXaeHne (akTUYEeCKUX 3aTpaT Ha Cbipbe W MaTepuanbl Ha AeHb NPUHATUS
PeLleHNss O TroCcydapCTBEHHONW pernctpaumn (NocrnegHen nepeperncTpaumun) npeaeribHoW OTMYCKHOM LieHbl Ha
neKkapCTBEHHbIN Npenapar;

pacyeT BenUYMHbI U3MEHEHWUsI HaknafHbIX PacxodoB B Cryyae YBENUYEHWs1 TapudoB Ha SMEeKTPUYECKYHD
aHepruio, TennocHabxeHne, BoAoCcHabXeHNe 1 LEH Ha TOMMMBO, a TaKkkKe pacyeT yBenMYeHUss amopTU3aLMOHHbIX
OTYWCIEHUIA MO OCHOBHBLIM CPeACTBaM, UCMONb3yeMbIM HEMOCPeACTBEHHO ANs MPOM3BOACTBA MeKapCTBEHHbIX
npenaparos;

OOKyMeHTalnibHoOe noAaTBepXXaeHne YyBelim4eHnAa HaKnagHbiIX pacxogoB, a TakKke Konmnm [OOKYyMEHTOB,
noareepXaarLwmnx BBo4 COOTBETCTBYHOLWKMX OCHOBHbIX CPeACTB B 3KCMyaTauyuto;

pacyeT YpOBHSI peHTabenbHOCTN Ha KOHKPETHbIM NleKapCTBEHHLIN NpenapaT B COOTBETCTBMM C METOAUKON;

0) Ans nekapcTBEHHOro npenapaTta NPovM3BOAMTENS rocygapcTBa - uneHa EBpasniickoro akoOHOMUYECKOro
COl03a Npw NnepeperncTpauum B cnydasix, npegyCcMOTPEHHbIX NoAnyHKTOM "6" nyHkTa 32 HacTosAwmx Npasun:
(8 pea. NoctaHoBneHus MNpasutensctea P® o1 16.12.2019 N 1683)

pacyeT Benu4YMHbl YAOPOXaHWS CTOMMOCTU Chipbsl M MaTepuarnoB B CTPYKType 3aTpaTt Ha MpOW3BOACTBO U
peanu3auuio nekapcTBEHHOro npenapara;

KONWUW KOHTPaKTOB, NOATBEPXAAIOLLNX YBENMYEHNE CTOMMOCTM ChIPbS U MaTepuanos, CO CPOKaMn AeCTBUS,
3aBepLUaLLMMUCS He paHee YyeM vepes3 3 mecsua Co OHA Nofadn 3asiBNeHUs O nepeperncTpaumm, a Takke Konmu
crieumdukaumi 1 Bcex NPUNOXEHNA K KOHTPaKTam, KOTopble ABMSITCA UX HEOTbEMIIEMON YacCTbio;

[OKYMeHTanbHoe noATBepxXaeHWe (aKTUYECKUX 3aTpaT Ha Cbipb€ W MaTepuanbl Ha OeHb MNPUHATUS
pelleHnss O rocydapCTBEHHOW pernctpauun (nocriedHer nepepernctpaumu) npeaenbHoOn OTMYCKHOW LieHbl Ha
neKkapcTBeHHbIN Npenapar;

pacyeT ypoBHA peHTaGeﬂbHOCTM Ha KOHerTHbIVI ﬂeKapCTBeHHbIVI npenapart B COOTBETCTBUN C METOANKON;

B) AN NeKapCTBEHHOro npenaparta npousBoauTens rocygapcrsa - yneHa EBpasuiickoro 9KOHOMMYECKOro
COl03a Npu nepeperucTpaumm B crny4vasix, NpeaycMOTPeHHbIX nognyHKToMm "r" nyHkta 32 Hactosawwmx [Mpasun, -
konus copmbl N 2-JIEK (npom) "CBeaeHuns o Nnpou3BOACTBE, OTIPy3Ke U LieHaX Ha NnekapcTBeHHble cpeacTea” (ang
OTEeYEeCTBEHHbIX MNPOM3BOAMTENEN), a TakkKe KOMUM TOBApHbIX HaKMafHbIX Ha KOHKPETHbIA NneKkapCTBEHHbIN
npenapaTt, OTIPY)XEHHbIW B agpec nokynaTenem B COOTBETCTBYHOLUMA OTHETHLIN nepuod, onpefeneHHbln B
COOTBETCTBMU C NyHKTOM 37 HacTosAwmx Mpasun (MpegcTaBneHne BCex TOBapHbIX HaknagHblx HeobxoamMmo, ecnu
KONMM4YeCTBO OTIPY30K MO JieKapCTBEHHOMY npenapary He npesbiwaeT 25 WTyK, a No NnekapcTBEHHbIM Npenaparam,
MO KOTOPbIM KONMYECTBO OTIPY30K NpeBbiwaeT 25 WwTyk, Heo6xoanMo NpeacTaBuUTb KOMMM TOBAPHbIX HaKMagHbIX C
HanbonbLwnM yaensHOM BECOM B 0ObeMe peanunsaumm KOHKPETHOIO FNIEKapCTBEHHOrO npenapara, Ho He MeHee 25
LITYK);

(8 pea. NoctaHoBneHus MNMpasutensctea P® ot 16.12.2019 N 1683)

r) Ans nekapcTBEHHOro npenapata MHOCTPaHHOIO MPOM3BOACTBA, NEPBUYHAS U (UNM) BTOPUYHAs yrnakoBka
KOTOPOro OCYLLECTBISIETCA UMM NNaHupyeTcst ocywlecTBnaTbca B Poccuiickon depepauun, gepxaTenem unu
BrafenbLeM perncTpaLMoHHOro yaoCcTOBEePEHUS NEKapCTBEHHOro npenapaTa (YNnoNHOMOYEHHbIM UM FIMLOM) npwu
nepepervcTpauum B criyyasix, npeaycMoTpeHHbIX NyHKTOM 34 HacTosawmx Mpaeun:

(B pea. NocTtaHoBneHus MNMpaBuTtensctea PO ot 16.12.2019 N 1683)
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

KOMUWM TOBapHbIX HaknagHblX HAa KOHKPETHbIN NEKapCTBEHHbIN npenapaT, 3a COOTBETCTBYIOLUA OTYETHLIN
nepvoa, onpefeneHHbln B COOTBETCTBUM C MyHKTOM 37 Hactoswwux [MpaBun (npenctaBneHne BCeX TOBAPHbIX
HaKnagHbIX HEOBX0AMMO, ecrnv KONMYeCTBO OTIPY30K MO NieKapCTBEHHOMY MpenapaTty He npeBblWaeT 25 WwTyK, a
Nno nekapCcTBEHHbIM MpenapaTtam, MO KOTOPbIM KOMMYECTBO OTIPYy30K mnpeBbilwaeT 25 wWrTyk, Heobxooumo
NpeacTaBvTb KOMWU TOBAPHbIX HaknagHblX C HAMOOMbLIMM yAenbHOM BecOM B obbeme peanu3aumm KOHKPETHOro
nekapCcTBEHHOro npenapaTta, Ho He MeHee 25 LTyK);

cBefeHus (no BbIbOpy AepxaTens wunu Bragenbua pPerMcTpaumoHHOrO YAOCTOBEPEHWUS! NEeKapCTBEHHOrO
npenapaTta (ynofHOMOYEHHOro UM nuua), NnoaTBEPXAatoLLMe OTNYCKHbIE LieHbl MPOU3BOANTENS Ha NEKapCTBEHHbIN
npenapaT B MHOCTPaHHbIX rocyagapcTBax, ykasaHHbIX B npunoxeHun N 2 k metoguke (Ha BymaxHOM HocuTene ¢
nepeBoaoOM Ha PYCCKUI A3bIK);

A) ONS nekapcTBEHHOro npenapata WMHOCTPAHHOrO MpPOM3BOACTBA MNPV MnepeperucTpauum B Cryyasx,
npeaycMOTPeHHbIX NyHKTOM 34 HacTosAwwmx MNpaswn:
(B pea. NoctaHoBneHus MNpasuTtensctea PP ot 16.12.2019 N 1683)

KOMMM TaMOXEHHbIX [deKnapauui Ha MOCTaBKy KOHKPETHOro JleKapCTBEHHOro npenapata 3a
COOTBETCTBYWOLUMA OTYETHbLIN Nepuon, ONpedeneHHbin B COOTBETCTBMM C MyHKTOM 37 HacTtosawwmx [lpasun
(NpeacraBneHne BceX TaMOXEHHbIX Aeknapauun HeobXOAMMO, €CriM KONMUYECTBO TaMOXEHHbIX AeKrapauun no
NeKkapcTBEHHOMY NMpenapary He NpeBbllaeT 25 WTyK, a No NekapCcTBEHHbIM NpenapaTam, No KOTOpPbIM KONTMYECTBO
TaMOXEHHbIX AeKnapauui npeBblillaeT 25 WTyK, HeobXoaNuMO NPeacTaBUTb KOMUM TaMOXEHHbIX Aeknapauun c
Hanbonbwnm yaensHOM BeCOM B 0O6beMe peannsaumm KOHKPETHOIO fIeKapCTBEHHOrO npenapara, Ho He MeHee 25
LUTYK);

cBefeHua (nNo BblIbOpy AepxaTens WM Bragenbua PerncTpauyMoHHOrO YAOCTOBEPEHMS MeKapCTBEHHOro
npenapaTa (ynofHOMOYEHHOro UM Nunua), NOATBEPXAAOWME OTNYCKHbIE LieHbl MPOU3BOAUTENS HA NeKapCTBEHHbIN
npenapaT B MHOCTPAHHbIX FOCYAapCTBax, ykasaHHbIX B npunoxeHun N 2 k metoauke (Ha BymaxHOM HocuTene ¢
nepeBogoOM Ha PYCCKU A3bIK).

36. lNMpu nepeperncTpaummn npenenbHbIX OTMYCKHbIX LEH Ha NekapCTBEeHHble npenapartbl Npou3BOAMTENs
rocygapcTtea - uneHa EBpa3suiicKoro aKOHOMMYECKOro co3a B criydasx, npegyCcMOTPeHHbIX nognyHkramum "a" - "B"
nyHkTa 32 HacTosawmx [Npasun, npegenbHbI YpoBEHb peHTabenbsHOCTN He MoXeT npeBbiwaTb 30 NPOLEHTOB.

(8 pea. NoctaHoBneHus MNpasutensctea PP o1 16.12.2019 N 1683)

37. MNpwn nepepernctpaumm npegenbHON OTMYCKHOWM LieHbl MPOU3BOAUTENS Ha NeKapCTBEHHbIN npenapart B
KayecTBe OTYETHOro nepvopa NPUHUMaETCH Nepuon, UCTEKWWUA CO AHA NPUHATUA PeLUeHns O rocyfapCTBEHHON
permctpaumm (nocnegHen nepeperncrpauun) npenenbHoW OTNYCKHOW LeHbl Ha AeHb nopjavv B MuHWCTEPCTBO
3apaBooxpaHeHuss Poccuinckon ®egepaumm 3asasneHuns o nepepeructpauun.

38. Ha ocHoBaHuM 3asBrieHWss O nepeperncrpaumun, npeacTaBreHHOro AepxaTteneMm unu BragensuemM
perncTpaumMoHHOro yaoCcToBEPeHMs fekapCTBEHHOro npenaparta (YyNoMHOMOYEHHOrO UM Nnua) B LEeNAX CHUXEHUS
LeHbl Ha neKkapcTBeHHbIM npenapaTt, MuHucTepcTBo 3gpaBooxpaHeHus Poccuiickon degepauun paccmatpvBaeT
BOMPOC O MPUHATUUN PELLEHUS O CHUKEHUMN 3apErncTpUpoBaHHON NpeaenbHON OTNYCKHOW LieHbl MPOU3BOANTENS Ha
nekapcTBeHHbIN npenapar. 3asBrieHne O nepeperncTpauum B LEMAX CHUXKEHUS UeHbl Ha NeKapCTBEHHbIN
npenapaT MoXeT ObITb NpeACcTaBfeHO COBMECTHO C 3asiBNIEHMEM O BHECEHUW M3MEHEHW B PeeCcTPOBYIO 3anncb O
rocyfapCTBEHHOW perncTpauum npefernibHon OTMYCKHOW LUeHbl NPOU3BOAUTENSA HA NeKkapCTBEHHbLIN npenapaT B
COOTBETCTBMU MyHKTOM 7 [lpaBun BeOdeHWs TrocygapCTBEHHOrO peecTpa npedernbHbIX  OTMYCKHbIX  LeH
npou3soguTenen Ha INeKkapCTBEHHble MpenapaTbl, BKIOYEHHbIe B MNepeyYeHb XW3HEHHO HeobXxoauMmbIX W
BaXHEMLINX INeKapCTBEHHbIX MpenapaToB, YTBEPXAEHHbIX nocTaHoBrneHnem [lpasutenscrea Poccuiickon
®epepaumn ot 29 oktAbps 2010 r. N 865 "O rocygapCTBEHHOM perynMpoBaHWM LEeH Ha JeKapCTBEHHbIe
npenapaTbl, BKIOYEHHbIE B NEPEeYEHb XN3HEHHO HEODXOAMMbBIX U BaXXHEWNLLUX NeKapCTBEHHbIX NpenapaTtos”.

39. NocynapcTBeHHasa peructpauusa u nepeperncrpaumns npefdenbHbIX OTNYCKHbIX LieH npousBoauTenen Ha
nekapcTBeHHble npenaparbl ocyllecTBnseTca becnnaTtHo.

40. depepanbHasi aHTUMOHOMOMbHas cnyx6a B MNUCbMEHHOW hopMe yBeOOMMseT AepXaTens unu
Bnagernbua perucTpauMoHHOro YyAOCTOBEPEHWS FeKapCTBEHHOro npenapata O HeobxoAMMOCTM W3MEHEHWS
3aperMcTpupoBaHHON NpeaenbHOM OTMYCKHOW LieHbl NPOM3BOAUTENS Ha NeKapCTBEHHbIM npenapaT, ecnu nocne
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019) [lokyMeHT npefoctasneH KoHcynbTaHTloc

"O rocyaapCTBEHHOM PErysIMpoBaHUM LIEH Ha NIEKAPCTB... Aata coxpanerua: 19.03.2020

rocygapCTBEHHOW peructpaumm (nepepeructpauuun) npeaenbHorM  OTMYCKHOW  LeHbl NPOM3BOAMTENS  Ha
NeKapcTBEHHbIM NpenapaTt YCTaHOBMEHO, YTO AepXaTenem unu BnagenbLeM perncTpauuoHHOro yaoCcTOBEPEHUS
nekapcTBeHHoro npenapata (ynonHOMOYEHHbIM MM NMLUOM) ObinM NpeacTaBneHbl He4OCTOBEPHbIE CBEAEHMS,
NoBMUSIBLLUME Ha pe3ynbTaT paHee MPUHATOrO peLlleHnss O COrfacoBaHUM NpefdenbHOM OTMYCKHOM  LieHbI
Npov3BOOUTENS Ha JEKapCTBEHHbIM npenapat M (Mnv) He 6biNM NpeacTaBneHbl CBEAEHWs, MOBMUSIBLUME Ha
pe3ynbTaT Takoro pelleHusl, ¢ npegocTaBneHnem obocHoBaHMSA Takoro BeiBoAaA.

Oepxateno wnu  Bnagenel  perucTpauMOHHOrO  yAOCTOBEPEeHWst  feKkapCTBEHHOro  npenapaTa
(ynornHomo4YeHHOe MM nWLO) NPUBOAST 3aperucTPUpPOBAHHYO MpeaeribHYl0 OTMYCKHYIO LieHy B COOTBETCTBME C
LEeHOW, paccynTaHHOM B COOTBETCTBUM C Hactoswumu [lpaBunamm M METOAMKOW, C y4yeToM MHdopMauuu,
yKka3aHHoW B yBegomrneHun PepepanbHOW aHTUMOHOMOMNBHOW CRAYXObl, WM MNPeacTaBnsioT MOTUBUPOBAHHOE
OOKYMeHTarnbHoe noATBepXaeHne pacyeta yka3aHHOW LieHbl.

depnepanbHas aHTMMOHOMOMbHAsA cnyxba OTMEHSieT pelleHMe O COrnacoBaHMU MNpefernibHON OTMYCKHOW
LeHbl MPOM3BOAUTENSA HA JIEKAPCTBEHHBLIN MpenapaTt B Clyvyae HenpvBedeHus AepXaTeneM unu BnagenbLlem
perucTpaumMoHHOro  YOOCTOBEPEHWs  NeKapCTBEHHOro  npenapata  (YNOMHOMOYEHHbIM UM JIMLOM)
3aperncTpupoBaHHON NpenenbHOM OTMYCKHOM LieHbl B COOTBETCTBME C Hactosiwummu [NpaBunamm M1 METOLAMKOWN C
yyeToM uMHdopmauuKn, ykasaHHoM B yBegomneHun PepepanbHOM  @HTUMOHOMOMBHOM  CAYXKObI, UK
HenpeacTaBneHnss MOTMBMPOBAHHOIO OOKYMEHTAaNbHOro MOATBEPXKAEHUS pacyeTa YyKasaHHOW LeHbl B TeyeHue
O[HOTrO Mecsua Co AHA nonyyeHus ysegoMneHuns degepansHon aHTMMOHOMOMbHOW CyX60M.

41. MuHucTepcTBO 3apaBooxpaHeHusa Poccuiickon depepaummn OTMEHSAET peLleHne O rocygapCTBEHHOM
permcTpaumm unun nepepeructpaumm npefernbHon OTNYCKHOW LieHbl NPOM3BOAMTENS Ha NeKapCTBEHHbIN Npenapar B
criyyae, ecnv nocrne TMpUHATUA Takoro pelleHWs YCTaHOBMEHO, YTO JepxaTeneMm unu  Bragernbuem
PerncTpaumMoHHOro  yOOCTOBEPEHUS NEeKapCTBEHHOro npenapaTta  (YNOMHOMOYEHHbIM MM nvuom)  6binu
npeacTaBneHbl HEJOCTOBEPHbIE CBEAEHUS, NOBMMSBLUME Ha pe3ynbTaT NPUHATOr0O MUHUCTEPCTBOM pelleHus, a
Takke B cnydae, ecnn ®degepanbHas aHTUMOHOMOMbHAas cnyxba OTMeHuna pelweHMe O COorfacoBaHuu
npeaensHON OTMYCKHOM LeHbl NPOU3BOAMTENSA Ha IeKapCTBEHHbIA npenapaTt Ha ocHoBaHuW nyHkToB 40 u 45
HacTtosawmx [paBumn, M WCKMKYaeT B YyKa3aHHbIX CryyYasx 3apermcTpyMpoBaHHylo (MepeperncTpvpoBaHHYIO)
npegenbHy OTMYCKHYHO LeHY NPOM3BOAUTENS Ha NeKapCTBEHHbIN NpenapaT U3 rocyaapCcTBEHHOrO peecTtpa.

(B pea. MNoctaHoBneHus MNMpasuTtensctea P® ot 16.12.2019 N 1683)

42. [lepxaTenb wnu BrageneL perucTpaulMoHHOrO YyOOCTOBEPEHUSI NeKapCTBEHHOro npenapara
(ynonHomo4yeHHoe UM nMUO) obs3aH NPeAcTaBUTb 3asiBIEHME O NepepernucTpaumum B CTOPOHY CHUXEHUSI npu
HacTynmneHnn criegyoLmnx cryyaes:

a) ecnu B pesynbTaTte CHWXEHUS NPOM3BOAUTENEM OTMYCKHOW LieHbl B UHOCTPAHHOM BanioTe Ha yKa3aHHbIN
nekapcTBeHHbI npenapaT B MHOCTPaHHbLIX rocyaapcTBax, ykasaHHbIX B npunoxeHun N 2 Kk meToauke, OTNyckHas
LeHa NpoM3BOAMTENS] Ha NIEKAPCTBEHHLIN MpenapaT B pybnsx, paccuyMTaHHas B COOTBETCTBUM C METOOUKOM (C
y4eToM pacxofoB Ha TaMOXeHHOe OdOopMMeHne), HWXKe 3aperucTpMpoBaHHOW MNpedenbHON OTMYCKHOW LeHbl
Nnpov3BOOUTENSA Ha YKa3aHHbIA NeKapCTBeHHbIW npenapaT, - B TedeHne 30 kaneHAapHbIX OHeN cO OHA, Koraa
peLLeHne O CHUXEHUMU LieH YNONHOMOYEHHbIX OPraHoB B MHOCTPaHHbIX rocygapcTBaX, ykasaHHbIX B npunoxeHun N
2 K MeToauke, BCTYNWIO B cuny;

0) ecnn npegenbHas OTMyCKHash LEHa Ha BOCNPOM3BEAEHHbIN, 6unoaHanoroBeln (6MONOAOGHKIN)
nekapcTBeHHbI Mpenapat Bbllle npedenbHOM OTMNYCKHOM LeHbl Ha COOTBETCTBYOLIMA pedepeHTHbIN
NeKapCTBEHHbIN NpenapaT B CBA3M CO CHWXEHMEM, NPeAyCMOTPEHHbIM NOAMYHKTOM "a" HacTosiwero nyHkTa, - B
TedyeHne 30 KkaneHOapHbIX OHEN CO [OHSA MPUHSTUS pPELIeHUss O Nepeperncrpauum B CTOPOHY CHWXKEHUS
3aperMcTpupoBaHHON NpeaesibHOM OTNYCKHON LiEeHbI MPON3BOANTENSA Ha pedhepeHTHbIV NeKapCTBEHHbIV Npenapar;

KoHcynbTaHTlM0C: npumeyaHue.
Mn. "B" n. 42 He NpuMeHsieTCs K NpefenbHbIM OTMYCKHbIM LieHaM Ha NnekapcTBa, nepeperucTpupoBaHHbIM B
2019-2020 ropax (MoctaHoBneHue lMNMpaButensctea PO ot 16.12.2019 N 1683).

B) ecnuM 3aperncTpypoBaHHas npefenbHasi OTMNYCKHasi LeHa Ha nMepBbii  BOCMPOU3BEAEHHbIN,
BroaHanoroBbIn (6MONOA06HbLIN) NeKapCTBEHHbIN NpenapaT MHOCTPaHHOro NPOM3BOACTBA, B TOM YMCHe NepBruYHas

www.consultant.ru Crpanuua 15 mn3 51
HageXXHas NpaBoBas noaaepXkKa


http://www.consultant.ru/
http://www.consultant.ru/
consultantplus://offline/ref=8A81514FC963793E0F99FB82F0459B9CB8F33949C3149DA25419F58B5CF6805C842917DD68F373A66F2B1BC6DFC4D8327A7F7860FF9830D8E2jCG
consultantplus://offline/ref=8A81514FC963793E0F99FB82F0459B9CB8F33949C3149DA25419F58B5CF6805C842917DD68F373A66F2B1BC6DFC4D8327A7F7860FF9830D8E2jCG
consultantplus://offline/ref=8A81514FC963793E0F99FB82F0459B9CB8F3394FCD1A9DA25419F58B5CF6805C842917DD68F377A0622B1BC6DFC4D8327A7F7860FF9830D8E2jCG
consultantplus://offline/ref=8A81514FC963793E0F99FB82F0459B9CB8F33949C3149DA25419F58B5CF6805C842917DD68F371A5662B1BC6DFC4D8327A7F7860FF9830D8E2jCG
consultantplus://offline/ref=8A81514FC963793E0F99FB82F0459B9CB8F33949C3149DA25419F58B5CF6805C842917DD68F373A66F2B1BC6DFC4D8327A7F7860FF9830D8E2jCG
consultantplus://offline/ref=8A81514FC963793E0F99FB82F0459B9CB8F33949C3149DA25419F58B5CF6805C842917DD68F371A5662B1BC6DFC4D8327A7F7860FF9830D8E2jCG
consultantplus://offline/ref=8A81514FC963793E0F99FB82F0459B9CB8F33949C3149DA25419F58B5CF6805C842917DD68F371A5662B1BC6DFC4D8327A7F7860FF9830D8E2jCG
consultantplus://offline/ref=8A81514FC963793E0F99FB82F0459B9CB8F3394FCD1A9DA25419F58B5CF6805C842917DD68F377A66F2B1BC6DFC4D8327A7F7860FF9830D8E2jCG

MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

n (MnNn) BTOpMYHas ynakoBKa KOTOPOro OCYLUECTBSETCS WKW MNNaHMpyeTcs OCYLWeCTBNATbeA B Poccuiickon
denepaumu, Bbie npenenbHOW OTMYCKHOW LEeHbl NpOM3BOAUTENS, PACCYMTAHHOW C Y4eTOM MOHMXKAaLWEero
KoadhmLmeHTa, ykazaHHOro B npunoxeHmn N 9 Kk meTtoanke, nocrne rocyaapCTBEHHOW perncrpaunm npenenbHom
OTNYCKHOM  UEeHbl MpPOW3BOAWUTENsT Ha BTOPOW  BOCNPOU3BEAEHHbIN, 6GuoaHanorosbii  (6MONOAOGHHKIN)
nekapCTBEHHbIN npenapar, COBMafalLlWwmMin Mo MexXOyHapO4HOMY HenaTeHTOBaHHOMY HauMEHOBaHMWIO (Npu ero
OTCYTCTBUM - TPYNMMPOBOYHOMY WM XMMWYECKOMY HaVMMEHOBaHWIO), NIeKapCTBEHHOW bopme u O03MPOBKe, - B
TedyeHne 30 KaneHOapHbIX AHEN CO OHA MPUHSTUS peLleHMs O TFOCYyOapCTBEHHOW peructpaumn npegenbHow
OTMYCKHOM  LeHbl NPOWM3BOAWUTENA Ha BTOPOM  BOCMPOW3BEAEHHbIA, OuoaHanorosbii  (6MONOAOGHLIN)
nekapCTBEHHbIN Npenapar;

KoHcynbTaHTlntoC: npumeyaHue.
Mn. "r" n. 42 He NpMMeEHsIETCS K npeferibHbiM OTMYCKHbIM LIeHaM Ha NeKkapcTBa, NepeperucTpypoBaHHbIM B
2019-2020 ropgax (MoctaHoBneHwue MNpasutensctea P® ot 16.12.2019 N 1683.

r) ecnu 3aperucTpMpoBaHHas npegenbHas oTnyckHas LieHa Ha NepBbI BOCNPOU3BEAEHHbIN, BMoaHanoroBbI
(6ronogobHbIN) NekapCTBEHHbIN NpenapaT NPou3BOAMTENS rocyaapcTBa - yYneHa EBpasniickoro aSKOHOMUYECKOro
COl03a BbllUe NnpeaeribHOW OTNYCKHOW LeHbl MPOU3BOAMTENS rocygapctea - YneHa EBpasminckoro aSKOHOMUYECKOro
CO03a, PacCUMTaAHHOW C Yy4eTOM MOHWXKaloLWero koadduumeHTa, ykasaHHoro B npunoxeHun N 9 k meToauke,
nocre rocygapCTBEHHOM perncrtpauMum npedernbHOM  OTMYCKHOMW LeHbl Ha BTOPOW  BOCNPOU3BEAEHHbIW,
GuoaHarnorosbIn (61MONOAOOHbLIN) NekapCTBEHHbIN NpenapaTt Npov3BoAWTENs rocygapctea - yYneHa EBpasuiickoro
9KOHOMMYECKOro CO3a, COBMagalwowWwmn no MeXAyHapoAHOMY HenaTeHTOBaHHOMY HaWMeHOBaHuKo (Mpu ero
OTCYTCTBUM - TPYMMNUPOBOYHOMY WM XMMMWUYECKOMY), NeKapCTBEHHOW OpMe U [A03upoBke, - B TedeHue 30
KaneH4apHbIX AHeW CO AHSA NPUHATUS PEeLUeHUs O rocygapCTBEHHON perncrpauun npegenbHOW OTNYCKHOW LeHbl
npoussoauTens Ha BTOPOW BOCNPOW3BEAEHHbIW, BuoaHanoroBbin (BMONOAOGHLIN) NEKapCTBEHHbINM npenapar
npoussoauTens rocygapcraa - yneHa EBpasuninckoro 3KOHOMUYECKOro cor3a.

(n. 42 BBeaeH MocTtaHoBneHveM MNpasutensctea P® ot 16.12.2019 N 1683)

43. T[lepepeructpauus 3aperucTpypoBaHHOW npefernibHOW  OTMNYCKHOW LeHbl  BOCMPOU3BEOEHHOro,
6uoananorosoro (6nonogo6bHOro) NekapCTBEHHOTO NpenapaTa B CTOPOHY CHWDKEHUS B CIydasX, NPeayCMOTPEHHbIX
nognyHktamm "B" m "r" nyHkta 42 Hactoswmx [lpasBun, oCyLecTBASeTCs, ecrnv B pamMKkax MeXOyHapomHOro
HenaTeHTOBaHHOINO0 HaMMEHOBaHMSA (MPU €ro OTCYTCTBMM - FPYMMMPOBOYHOIO UM XMMUYECKOTO HAaMMEHOBaHMUS) U
NeKkapcTBEHHOM (hOpMbl 3aperncTpupoBaHa npeferibHas oTnyckHasi LeHa NPOu3BOAMTENS Ha COOTBETCTBYHOLLNIA
pedepeHTHbIN NekapCcTBEHHbIN nNpenapar.

(n. 43 BBeaeH lMocTaHoBneHveM MNpasutensctea P® ot 16.12.2019 N 1683)

44. B cnydae nepeperncrpaumn 3aperMcTpMpoBaHHOM MpefernbHOW OTMYCKHOW LeHbl npou3soauTens B
CTOPOHY CHWXEHMSA Ha OCHOBaHWW 3asiBNEHUs AepXaTens Wnv Bragensua perucTpauuoHHOro yAoCTOBEpeHUs
nekapcTBeHHOro npenapara (YnoriHOMOYEHHOro UM nuua), NpPeAcTaBfeHHOro B COOTBETCTBUWU C MYHKTOM 42
HacTtoswmx [MpaBun, uUeHa Ha TakoW neKapCTBEHHbIV npenapatr He MoXeT ObiTb 3asBneHa B TeyeHue
KaneHgapHOro roga Ha nepepernctpaumio B CTOPOHY YBENUYEHNS B COOTBETCTBUM C NyHKTaMu 32 U 34 HaCTOSALWMX
Mpasun.

(n. 44 BBegeH MNMocTtaHoBneHvem MNpasutensctea P® ot 16.12.2019 N 1683)

45. depepanbHasi aHTUMOHOMOMNbHAsA crnyxba B MUCbMEHHOW dopMe yBedOMIISeT AepxaTtens wunm
Bnagernbua perucTpaumoHHOro YOOCTOBEPEHUS FeKapCTBEHHOro npenaparta (YNnorIHOMOYEHHOe MM Nuuo) O
HeobXoAMMOCTM nepeperncTpaumMn 3aperucTpMpoBaHHON NpeaenbHON OTMYCKHOM LeHbl Ha feKkapCTBEHHbIN
npenapat B CTOPOHY CHWXKEHUS, ecnu pfepxaTtenb wnuM Bnageney perucTpauuoHHOro yaoCTOBepeHust
nekapcTBeHHOro npenaparta (YnofHOMOYEHHOE MM JULO) He MpeacTaBun 3asiBlieHMe O nepeperucrpaumm B
CTOPOHY CHWXEHMNS B COOTBETCTBUN C NYHKTOM 42 HacToawwmx Mpasun.

Oepxatens unu  Bnageney  perucTpauMoHHOro  YAOCTOBEPEHWs  FlekapCTBEHHOro  npenapara
(ynonHomo4yeHHoe UM nuuo) B TedeHne 20 paboumx OHew nocrne nonyyYeHus ysepomneHus PeneparnbHon
aHTMMOHOMOJNbHOW CNYyX6bl NPMBOAMT 3aPErMcTpUpoOBaHHY MNpedernbHYy OTMYCKHYIO LEeHY B COOTBETCTBME C
LleHOW, pacCuYMTaHHOW B COOTBETCTBMM C HacToswumu [paBunamm M METOAMKOW, C Yy4eTOM WHdopmaumu,
yKasaHHowW B yBegoMneHum denepanbHON aHTUMOHOMNOSBHOW CNYXObI.
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019) [lokyMeHT npefoctasneH KoHcynbTaHTloc

"O rocyaapCTBEHHOM PErysIMpoBaHUM LIEH Ha NIEKAPCTB... Aata coxpanerua: 19.03.2020

dPepepanbHas aHTMMOHOMONbHAs cnyxba B TedyeHne 5 pabounx gHen nocrne UCTEYEHNsI CPOKa, YKa3aHHOro B
ab3aue BTOPOM HAaCTOSLLEro MyHKTa, OTMEHSIeT peLleHWe O cornacoBaHuyM MpeaenbHOW OTMYCKHOM LieHbI
npov3BoaUTENSA Ha NeKapCTBEHHbIN MpenapaTr B Cryvyae HenpuBedeHUs AepxaTeneMm wunu Bnagenbuem
peErncTpaumMoHHOro  yAOCTOBEPEHMSI  NEKapCTBEHHOro  npenapata  (YNONIHOMOYEHHbIM UM NIULOM)
3aperMcTpupoBaHHON NpefernbHON OTMYCKHOW LeHbl B COOTBETCTBME C HacTosAwumu lNMpaBunamm n METOAMKOWN C
y4yeToM MHOpMaLMK, yKkasaHHOW B yBegomneHun PegepanbHOM aHTUMOHOMOMBHOW CNyxObl, B TEYEHUE OOHOrO
MecsiLa co AHSA nonyyeHus yBegomrenns ®enepanbHOM aHTUMOHOMOMBHOM CYXObI.

(n. 45 BBeaeH lNocTtaHoBneHneM Mpaeutensctea PP ot 16.12.2019 N 1683)

Mpunoxexne N 1

k MNpaBunam rocygapcTBEHHON perncTpaumm
1 nepeperncTpaummn yctaHaBnmBaembix
NPON3BOANTENAMMN NeKapCTBEHHbIX
npenapaTtoB npegernbHbIX OTMNYCKHbIX LieH
Ha nekapcTBeHHble npenaparhbl,
BKITIIOYEHHbIE B MepeyeHb KNU3HEHHO
HeobXOAMMbIX U BaXKHEMNLLNX
nekapCTBEHHbIX NpenapaTos

CnmncoK N3MEeHSLWNX JOKYMEHTOB
(B pea. NoctaHoBneHus MNpasutensctea P® ot 16.12.2019 N 1683)

(cbopma)
3AABJIEHNE
O I‘OCYJIapC‘I‘BeHHOIZ perucrpalrum IrnpeneJjibHBIX OTIIYCKHBIX IIeH
HpOM3BOJ1MTeJ'[eIZ Ha JIeKapCTBEHHEIe IIpellapaTel, BKJIIOYEHHEBIE
B IepedYeHb XMBHEHHO HeOOXOAMMBIX UM BaXHEMIIMX
JIEKAPCTBEHHEIX I[IpernapaToB
3a4aBUTETD
(HaMMeHOBaHMe, MIOYTOBEI agpec, apgpec SJTeKTpOHHOIZ HOT{TE:I)
,Her(aTeJ'Ib JZn)8%s BJlageJiel] PeETMCTPALVMOHHOT'O YOOCTOBEPEHMA JIEKAPCTBEHHOTO
npenapara
(HaMMeHOBaHMe, MIOYTOBEI agpec, apgpec SJTeKTpOHHOIZ HOT{TE:I)
N | Ctagua | Mpouss | Agpe | Ctpa | [OAnsa poccuinckux topungmyeckmnx nuy - | HanmeHos | Peructp
n/n | npouss | oauten c Ha naeHTUMUKaLNOHHbIA HOMEP aHue aLMOHHBI
oacTeBa b HanoronnartenblUuka, Ans perncTpup | 1 Homep
(Hanme WHOCTPaHHbIX KOPUANYECKUX NUL, - KOA | YHOLLEero
HOBaHU HanoronnartenbllnKa B CTpaHe opraHa
e) perncTpauum (MHKopropauun) unm ero
aHanor
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865

(pen. o 16.12.2019)

"O rocyaapCTBEHHOM PErysIMpoBaHUM LIEH Ha NIEKAPCTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

N | Homep | MexayHapo | Topro | Jlekapc | O6wee | lMNpegenbHag | WTpuxoson | Kog | Kopg
n/n | perncTp aHoe BOe | TBEHHa | KONMYecTB | OTnyckHasi koA, ATX TH
AUWOHH | HENATEHTOB | HauMm s 0 BO ueHa HaHECEHHbI B3
oro aHHoe, Unn | eHoBa | hopma, | BTOPMYHO | NponsBoauTe N Ha EA3C
yAOCTO | rpynnupoBO | HUe | 403Mpo n ns 3a BTOPUYHYIO
BEPEHM | YHOE, uUnu BKa, | (noTpebuT | notpebutens | (noTpebute
A XMMmnyeckoe KoMnne | enbCcKomn) CKYH0 NbCKY0)
HavMeHoBa KTHOCTb | ynakoBke yNakoBKy yNnakoBKy
Hue <*> <FE> <**> pe3
HOC
(pybnen)
1 2 3 4 5 6 7 8 9 10
YNonHoMo4eHHoe
nmuo
(p.n.0.) (BomKkHOCTB) (moanwuce)
M.I. (npy Hann4nn)
KoHTakTHble ALpec aneKkTpoHHOM
TenedoHbl noyThl

<*> B cny4yae OTCyTCTBUA MeXOyHapoOHOro HenateHToOBaHHONo HauMMeHOBaHuA B pernctpauyMoHHOM
yOooCToBepeHnn nekapCTBEeHHOro npenaparta YKa3blBaeTCA HauMMeHOBaHWME JieKapCTBEHHOro npenapara,
npegycMmoTpeHHoe nepeyvyHemM XU3HEeHHO HEeobX0OMMBbIX U BaXKHEMLLNX NeKapCTBEHHbIX npenapaTos.

<**> B cnyyasx, npegyCMOTPeHHbIX nyHkToM 25 T[lpaBun rocygapCTBEHHOW peructpaumm  u
nepeperucTpauuun npegenbHbIX OTNYCKHbIX LleH NPpon3BoAMTENEen Ha nekapCcTBEHHbIe npenaparbl, BKMNIOYEHHbIE B
nepeyveHb XN3HEHHO HEOOXOAMMbIX M BaXXHENLLMX NIEKAPCTBEHHBLIX NPenapaToB, YTBEPXAEHHbIX NOCTAHOBIIEHVEM
MpasuTtenbsctBa Poccunckon ®epepauum ot 29 oktsabpsa 2010 r. N 865 "O rocygapCcTBEHHOM perynupoBaHnm LIEH
Ha NnekapcTBeHHble NpenapaTbl, BKIMIOYEHHbIE B NEPEYEHb XXM3HEHHO HEOOXOAMMbIX U BaXKHENLLMX NIEKaPCTBEHHbIX
npenapaToB", OONOMHUTENBLHO YyKa3blBaeTcs opma BbiNyCKa NeKkapCTBEHHOro npenapaTta, C y4eToM KOTOpOM
paccyMTbiBaeTCA npegenbHas OTMYCKHAsa LeHa npou3BoauTenst 3a notTpebuTenbCKylo YyNakoBKY NEKapCTBEHHOro
npenaparTa.

Mpunoxexne N 2

k MNpaBunam rocygapCTBEHHON perncTpaumm
N nepeperncTpaummn yctaHaBnmBaemblx
NPOn3BOAUTENSIMU NTEKAPCTBEHHbIX
npenapaToB NpegeribHbIX OTMYCKHbIX LieH
Ha NekapCTBEHHbIE Npenaparhbl,
BKITHOYEHHbIE B NepeYeHb XXU3HEHHO
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

HEOBX0aMMBbIX N BaXXHEWNLLNX
NeKapCTBEHHbIX NpenapaToB

CnncoK N3MEHSIOLLNX JOKYMEHTOB
(B pen. MoctaHoBneHus MNMpaButensctea P® ot 16.12.2019 N 1683)

(cpopma)

SAABJIEHNE
O Irepepermucrpalumny MnpenejibHbBIX OTIIYCKHEIX LIEH HpOMBBO,JIM‘I‘eJ'IeIZ
Ha JIEeKAapCTBEHHEIE IIpelriapaTel, BKJIIOUEHHBIE B IMepedeHb XM3HEHHO
HeOOXOOVMEBIX M BaXHEMIMX JIEKAPCTBEHHEIX IIpellapaTOoB

BaaBUTEb
(HaMMeHOBaHMe, IOYUTOBBI aOpec, alpecC 3JIEKTPOHHOM I[OYTH)
HepxaTeJ‘{b I BJlageJiell PerMcTpalOHHOTI'O YOOCTOBEPEHMA JIEeKapCTBEHHOTI'O
npemnapara
(HaMMeHOBaHMe, IIOYTOBEIM anpec, aIpec D3JIEKTPOHHOM I1OUTH)
N | Ctagusa | Mpous | Agpe | Ctpa | [ns poccuickmx topyandeckux nuu - | Haumen | Peructp
n/nm | Npouss | BOOUT c Ha NOEeHTUMKALNOHHBIA HOMEP OBaHMe | aUMOHHbI
OoAcTBa | enb HanoronnartenbLlnKa, A perncTp | n Homep
(Hanum WHOCTPaHHbIX KOPUANYECKUX NNL, - KOA | MpytoLle
eHoBa HanoronnarernbLiuKa B CTpaHe ro
HMe) permctpaumm (MHKopnopaummn) unm ero | opraHa
aHanor
N | Home | MexayHapogH | Topr | Jlekapc | Obwee | MNpepenbHas | Wtpuxoso | Kog | Kog
n/n p oe OBOe | TBEHHAa | Konn4yecTt OTNyCKHas " Kon, ATX | TH
perncT | HenaTeHToOBaHH | HAaUM A BO BO ueHa HaHeCeHH B3O
paumo oe, nnu €HOB | hopma, | BTOPUYH | Mpon3BoanTen bl Ha EAD
HHOrO | rPYNNUPOBOYHO | aHMe | 4O3UpOo on 4 3a BTOPUYHYIO C
yooct e, unn Bka, |(noTpebu | noTpebuTensc | (noTpedut
oBepe | XumMu4eckoe KOMMSe | TENbCKOM | Kyl YNaKOBKY | €IbCKyto)
HUS | HAaMMeHoBaHue KTHOCTb ) <**>6e3 HOC | ynakoBky
<> <*> | ynakoBke (pybnen)
1 2 3 4 5 6 7 8 9 10
YnonHomo4eHHoe
nmuo

HafexXXHaa nNpaBoBad noaAepXXkKa
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019) [lokyMeHT npefoctasneH KoHcynbTaHTloc

"O rocyaapCTBEHHOM PErysIMpoBaHUM LIEH Ha NIEKAPCTB... Aata coxpanerua: 19.03.2020

(p.n.0.) (OormKHOCTb) (noanuchb)
M.T. (npy Hanu4uu)

KoHTakTHble Anpec anekTpoHHoM
TenedoHbl noYThl

<*> B cny4yae OTCyTCTBMA MeXOAyHapoOHOro HenateHToBaHHONo HauMMeHOBaHuA B perncrtpauMoHHOM
yOooCToBepeH nNekapCTBEeHHOro npenaparta YKa3blBaeTCA HaMMeHOBaHME JIeKapCTBEHHOro npenapara,
npenycMoTpeHHoe nepevyHem XXU3HEeHHO HeobXo4MMbIX N BaXKHENLLIMX JNIeKapCTBEHHbIX NMpenapaTtoB.

<**> B cnydvasx, nNpeaoycMoOTPeHHbIX MNyHKToM 25 T[lpaBun  rocygapCTBEHHOW  perncrpaumm U
nepepermcTpaumm npeaenbHbIX OTMYCKHbIX LEeH NPOM3BOAMTENEN Ha NeKapCTBEHHbIE npenapartsbl, BKMOYEHHbIE B
nepeYveHb XN3HEHHO HEOBXOAMMbBIX Y BaXXHENLIUX NeKapCTBEHHbIX NpenapaToB, YyTBEPXOEHHbIX NOCTAHOBNEHNEM
MpaBuTtensctBa Poccunckon ®egepauun ot 29 oktabpa 2010 r. N 865 "O rocyaapcTBEHHOM perynmpoBaHumn LieH
Ha nekapcTBeHHble nNpenapaThbl, BKMIOYEHHbIE B NEPEYEHb XXU3HEHHO HEOOXOAMMbBIX N BaXHENLLNX NEeKapCTBEHHbIX
npenapaToB", OOMONMHUTENbHO YKasblBaeTcA hopma BbiMyCKka NEKapCTBEHHOro npenaparta, ¢ yd4eToM KOTOpPOW
paccynTbiBaeTCa npegenbHas OTMYCKHAs LeHa npou3BoauTens 3a notTpebutenbCKylo ynakoBKY NEeKapCTBEHHOro
npenapaTa.

YTBEpXOEeHbI

noctaHoBreHvem [Npasutenscrea
Poccuiickon ®eaepauun

oT 29 okTabpsa 2010 r. N 865

KoHcynbTaHTlntoc: npyumeyaHue.

C 01.01.2021 peanusauusi NMPoOU3BOAUTENSIMA IEeKapCTB, MNpeAeribHble OTMYCKHbIE LEeHbl Ha KOTOpble He
nepepeructpupoBaHbl B 2019 - 2020 rogax, He ponyckaetca ([NoctaHoBneHue [lpaBuTtenbctBa PO ot
29.10.2010 N 865).

NMPABUNA
OBA3ATENBbHON NEPEPEMMCTPALIUM B 2019 - 2020 FOOAX
3APEMMCTPUPOBAHHbBIX NPEQENBbHBLIX OTMYCKHbIX LIEH MPOU3BOAUTENEN
HA NEKAPCTBEHHbIE NMPENAPATbI, BKITKOMEHHbIE B NEPEYEHb XKU3HEHHO
HEOBXOOUMbIX U BAXXHENLLUUX NIEKAPCTBEHHbBIX MPENAPATOB

CnMcoK N3MeHSLWNX JOKYMEHTOB
(BBegeHbl NocTaHoBneHuem lMpasutensctea PO ot 16.12.2019 N 1683)

1. Hactosiwume lMpaBuna ycTaHaenueatoT nopsigok ocywecteneHus B 2019 - 2020 rogax obs3atenbHON
nepeperucTpaumm 3apermcTpupoBaHHbIX MpefesibHbIX OTMYCKHbIX LIEH NPOM3BOAMTENENA Ha JeKapCTBEHHbIE
npenapaTbl, BKIMOYEHHbIE B NEPEYEHb XN3HEHHO HEOOXOAMMBIX U BaXXHEWLLUX NEKAPCTBEHHbLIX NpenapaTtos (ganee
COOTBETCTBEHHO - NpeferibHble OTNYCKHbIE LIEHbI, JIEKAPCTBEHHbIE NMpenaparthl, 0b6s3aTenbHas nepeperncrpaums).

ObsizaTenbHas nepeperncrTpauna npeperibHbIX OTMNYCKHbIX UEeH Ha JleKkapCTBeHHble npenapaTbl
OCyLLeCTBNIAETCA C COXpaHeHMeM nocneaHux 3apernctpupoBaHHbIX (HepeperMCTpMPOBaHHbIX) npeneribHbIX
OTMYCKHbIX LlEeH Ha I/IMMyHO6MOJ'IOFW—IeCKMe NeKapCTBEHHbIE NpenapaThbl, JIeKapCTBEHHbIE NpenapaTbl, cogepXXatlliune
HapKoOTM4eCKme cpenctBa M MNCUXOTPOMNHble BelwecTBa, npou3BoacTBa rocygapCte - 4YieHOB EBpa3Ml7ICKOFO
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

9KOHOMMYECKOrO COH3a, a TaKkkKe Ha fekapcTBeHHble npenapaTtbl B LeHoBOoM cermeHte o 100 pybnen, He
npeBbILLAWNX MpefenbHbIX OTNYCKHbIX LEeH, OnpefeneHHbIX C Y4eToM MNOonoXeHum dactm 4 crtatbn 61
depnepanbHoro 3akoHa "O6 obpalleHnn nekapcTBeHHbIX cpeacTs”.

2. 3apernctpvpoBaHHbie 00 BCTynneHua B cuny depepanbHoro 3akoHa "O BHeCeHWM WU3MEHEHW B
depepanbHbii 3akoH "O6 obpalleHnn NekapCTBEHHbIX CPeAcTB" B YaCTU rOCY4apCTBEHHOrO PerynmpoBaHust LieH
Ha NekapCTBEHHble NpenapaTbl, BKITOYEHHbIE B NEPEYEHb XKUSHEHHO HEOOXOANMbBIX U BaXHEWLLNX NIEKAPCTBEHHbIX
npenapaTtoB" npedenbHble OTMYCKHble LeHbl Ha pedepeHTHble NeKapCTBEeHHble npenapaTtbl noanexar
obsi3aTenbHOM nepeperucTpaumMm Ha OCHOBaHWW 3asiBMIEHUN BnagenbLeB vnu aepxatenen permctpalyoHHbIX
YOOCTOBEPEHUIN TaKUX NEKApCTBEHHbIX NpenapaToB (YNOMHOMOYEHHbIX UMW MML), NOAAHHBIX B COOTBETCTBUM C
HacTosawmmMu [NpaBunamu.

3. MuHuctepctBo 3apaBooxpaHeHusi Poccuiickon ®Pepepauum B TedeHne 10 paboumx OHen co OHSA
BCTYMNNeHns B cuny noctaHoBneHus lNpaButenbctBa Poccuiickon ®epgepauun ot 16 gekabpst 2019 r. N 1683 "O
BHECEHUM U3MEHeHU B HekoTopble akTbl [NpaBuTtensctBa Poccuiickonn ®egepauumn B YacTu rocygapcTBeHHOM
permctpaumMm u nepepeructpaumm npegernbHbIX OTMYCKHbIX LIEH Ha NeKapCTBEHHble npenapartbl, BKMOYEHHbIE B
nepeyeHb XWU3HEHHO HEOOXOAMMBIX W BaXHEWLWMX JeKapCTBEHHbIX nNpenapaTtoB”, pasMellaeT Ha CBOEM
odmumansHOM cante B MHPPOPMALMOHHO-TENEKOMMYHUKAUNOHHON ceTn "UHTepHeT" (ganee - cetb "MHTepHeT")
obpalleHne Kk BnagenbLamMm unu gepxaTtensam perncrpaumoHHbIX YOO0CTOBEPEHUN pedepeHTHbIX NEKapPCTBEHHbIX
npenapaTtoB (YyNnoSIHOMOYEHHbIM UMK fMUaM) O HeobxoouMOCTV NpeacTaBneHUs OOKYMEHTOB M MHdOopmauuu,
NpeayCMOTPEHHbIX HacToAwmMuy Npasunamu.

4. [epxatenb wnu Briageney perucTpauMoHHOro YAOCTOBEPEHWUs pedepeHTHOro rfekapCTBEHHOro
npenapaTa (ynofiHOMOYeHHOe MM nuuo) B TeyeHne 40 paboumx aHewn co AHSA BCTYNSIEHUS B CUIY NMOCTAHOBIEHMWS
MpaButensctBa Poccunckon Pepepaumu, ykasaHHOro B nyHkTe 3 Hactosawwmx [lpaBwn, npeactasnseTr B
MuHucTepcTBo 3apaBooxpaHeHunss Poccunckon ®egepaunn cnegyowme JOKyMeEHTbl (Ha BymakHOM HocuTene B 2
3K3emnnspax u B 3NeKTPOHHOM Buae):

3agaBrneHne o6 obsasaTtenbHow nepeperncrtpaumm B 2019 - 2020 rogax 3aperMcTpupoBaHHOW MpegenbHon
OTMYCKHOW LeHbl MNpou3BoauTens Ha pedepeHTHbI NeKapCTBEHHbIA npenapart, BKIIOYEHHbIN B MNepeyeHb
M3HEHHO HEeODOXOAUMBIX W BaXKHEMWLMX fleKapCTBeHHbIX npenapaTtos, Mo dopme cornacHo npunoxeHno N 1
(oanee - 3asBneHue);

CBEAEHMs O NMLIEH3NM Ha NPON3BOACTBO JIEKAPCTBEHHBLIX CPEACTB;
cBeAeHWs 0 perncTpaLmMoHHOM yOOCTOBEPEHMM NeKapCTBEHHOrO NpenapaTa;

pacyeT npefenbHOM OTMYCKHOW LIEHbl MPOU3BOAUTENSA Ha pPedEepPeHTHbIA NeKapCTBEHHbIM Npenapar,
npeactasnsemon ansa obsaszarensHon nepepermnctpauumn B 2019 - 2020 rogax, no hopme cornacHo npunoxeHuio N
2

WHOPMALMIO O MUHUMASbHBIX OTMYCKHbIX LieHax Ha feKapCTBEHHbIM npenapaT B MHOCTPaHHbIX
rocygapcteax no popmMe cornacHo npunoxeHuto N 3. NepecyeT UeHbl B MHOCTPaHHOW BanioTe Ha fekapCTBEHHbIE
npenapaTbl B MHOCTPaHHbIX rocyfapcrBax, ykasaHHbix B npunoxeHun N 3 k Hactoswwum [Npasunam, B pyonu
OCYLLECTBMNAETCHA MO CPeAHEMY KypCy COOTBETCTBYHOLLIEN MHOCTPAHHOW BantoTbl K py6nto Poccuiickon ®enepauuy,
ycTaHoBneHHoMmy LleHTpanbHbiMm 6aHkom Poccuiickon depepaumm 3a 2018 roa.

JdononHutensHO Ha ByMaxxHOM HocUTene NPeacTaBnsTCA:

cBefeHus (no BbIbOpy AepxxaTtenst unu Briagenbua PerMcTpaumoHHOrO YAOCTOBEPEHUSI NEKapCTBEHHOTO
npenapaTta (ynosIHOMOYEHHOTO UM nnua), NoaTBEPXKAAOLME OTMYCKHbIE LeHbl MPOM3BOAUTENS HA JIEKAPCTBEHHbIN
npenapaTt B WHOCTPaHHbIX rocyaapcTBax, yka3aHHbiXx B npunoxeHun N 3 k Hactoswwmm [paBunam (B 2
3K3eMmnnsipax, C NepeBogoOM Ha PYCCKUI A3bIK);

OOKYMEHT, nomsepm,qarou.mﬁ NOSTHOMO4UA YNOJTHOMOYEHHOIo nnua.

5. CeedeHusi, NpedycMOTpeHHble MyHKTOM 4 HacToswwmx [lpaBun, ykasbiBalOTCA B COOTBETCTBUMM C
OeNCTBYIOLWMUM Ha AaTy noAaudv 3asiBlieHWsl permcTpaLlnoHHbIM YOO0CTOBEPEHUEM NIEKaPCTBEHHOMO Npenapara.
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

6. [OepxaTenb wnu Brageney pPerucTpauuMoHHOrO yAOCTOBEpPEHWs NeKapCTBEHHOro npenaparta
(ynonHomo4yeHHoe um nuuo) B Tedenne 40 paboumx OHeW CO AHA BCTYNNEHWs B CUIy MOCTaAHOBIEHWS
MpasuTtensctBa Poccuinckon ®efepaumm, ykasaHHoro B nyHkte 3 Hactodwwmx MNpasun, o6s3aH ykasaTb B NMMYHOM
kabuHeTe 3asBUTENS Ha nopTane no BeAEeHWIO roCy4apCTBEHHOIO peecTpa NeKapCTBEHHbIX CPeacTB peecTpoBble
3anncy rocyaapCcTBEHHOro peecTpa npedenbHbIX OTMYCKHbIX LeH NpOou3BoAMTENen Ha NekapCcTBEeHHbIe npenaparhbl,
BKIIOYEHHbIE B NEpeYeHb XM3HEHHO HEODXOAUMBIX N BaXXHEWLLMX NekapCTBEHHbIX NpenapaTos (ganee - peectp),
noanexalume MUCKIMYEeHNIo U3 peectpa, coaepxaliye HoOMep perncTpaumMoHHOro yaAOCTOBEPEHNS NeKapCTBEHHOro
npenapaTta, HaMMeHOBaHWe Bragenbula wnu Aepxatens perucTpauuoHHOro YAOCTOBEPEHWS feKapCTBEHHOro
npenapaTa, HaMMeHOBaHWA npou3BoguTenel (NMPOU3BOACTBEHHbLIX MIOWAA0K NPOM3BOAUTENS), MeXaAyHapoaHoe
HenaTeHTOBaHHOE HavMeHOBaHue (Mpu ero OTCYTCTBMM - XMMMWYECKOe WX rPynnMpoOBOYMHOE HaWMEHOBaHue),
TOProBOoe HaMMEHOBaHWe, fieKapCTBEHHYI0 POPMY, AO3UPOBKY (KOHUEHTpauuo, o6bem, akTUBHOCTb B eAMHMLAx
aencTteus), opmy BbIMyCKa, KOMMYECTBO B MOTPEOUTENBCKOM YMNakoBKE, 3aperMcTpUpOBaHHYHO MNpeneribHyIo
OTNYCKHYIO LIEHY C YKa3aHWeM faTbl U HoMepa npukasa MuHuctepcTBa 3apaBooxpaHeHuns Poccunckon ®epepauum
O rocyAapCTBEHHOW perncTpauum unu nepeperncrTpauum npegenbHOW OTMYCKHOW LeHbl U (unu) gatbl U HOMepa
BbINWUCKN M3 peecTpa, BblAaHHOW Briagenbly Unm gepxartenio permcTpaumoHHOro yaoCTOBEPEHUS NEKapCTBEHHOIo
npenapaTa no pesynbTaTam BHECEHUS U3MEHEHMIN B PEECTPOBYIO 3aMnnCb peecTpa Unm no pesynbTaTtaM CHDKEHNS
3aperncTpnpoBaHHON MpeaernbHOW OTMYCKHOM LeHbl NPOM3BOAWTENS HAa NMeKapCTBEHHbIN npenapart, LUTPUXOBOW
KOO, HAHEeCeHHbIVi Ha BTOPWYHYIO (NOTPebMTenbCKyo) YyNakoBKy NekapCTBEHHOro npenapara).

7. Mpu obsizaTenbHOM nepeperucTpaumm npeaenibHoNn OTMYCKHOM LEHbl Ha KOHKPETHbI pedepeHTHbIN
NEeKapCTBEHHbIM NpenapaT CBeAEHUsI MO BCEM YKa3aHHbIM B paMKax OAHOro PerncTpaumoHHOro yooCTOBEPEHUS
NEeKapCTBEHHOro npenapata NpOM3BOACTBEHHbIM  Mnowagkam npoussoauTens u  ¢dopMaMm  Bbinycka
NeKkapcTBEHHOro npenapara npeacTaBnsatoTcs OQHOBPEMEHHO.

8. MwuHuctepcTBo 3apaBooxpaHeHusa Poccuiickon Pepepauumn B TedeHne 15 paboumx gHenm co OHSA
nony4yeHus ykasaHHbIX B NyHKTe 4 Hactosawmx [NpaBun OOKYMEHTOB M CBEAEHWA OCYLLEeCTBMASET MPOBEPKY MX
MOMHOTLI U HanpaBnseT OOUH 3K3eMMNAp LOKYMEHTOB U cBefeHui B PegepanbHyt0 aHTUMOHOMOSBHYIO CIYXOy
unu npuHMMaeT pelweHne o6 oTkase B obsasaTenbHOW nepeperncrTpauum npegenbHON OTMNYCKHOW LEeHbl Ha
pedepeHTHbIN NekapCTBEHHbIN npenapar.

9. depepanbHas aHTUMOHOMNONbHas cnyxba B TedeHne 70 pabounx gHEN CO OHSA NOMyYeHUs JOKYMEHTOB U
CBeJeHMIn NPOBOAUT B COOTBETCTBUM C HacTosAwmumu MNpaBunamm 3KOHOMUYECKUA aHanm3 npeaenbHbIX OTMYCKHbIX
LeH Ha pedbepeHTHbIE NeKapCTBEHHbIE NMpenapaThbl, NPUHUMAET 1 HanpaenseT B MMHMCTEPCTBO 30paBOOXpaHEHNS
Poccuiickon ®egepauum pelleHne O COrnacoBaHMU NpefenibHOM OTNYCKHOW LeHbl unun ob oTkase B ee
COrNacoBaHUM C yka3aHWeM TMpUYMH OTKa3a, NybNMKYeT [daHHble O COrnacoBaHHOM LeHe pedepeHTHOro
NekapCTBEHHOro npenapaTa Ha cBoeM oduLmMansHoOM canTte B ceTn "IHTepHeT".

10. B cnyyae HeobGXOAMMOCTU YTOYHEHMSI CBEAEHMN, cogepXalmxcs B MpeacTaBfeHHbIX AOKYMEHTax, U
(vnn) nonyyeHuss AononHUTENbLHON Heobxoaumow nHdopmaumm MuHUCTEpPCTBO 3apaBooxpaHeHus Poccuickon
depnepaumun n degepansHas aHTUMOHOMOMbHAA cryba 3anpaluvBaloT COOTBETCTBYIOLLUNE LOKYMEHTbI 1 CBEAEHUS
B nopsigke, NpeaycMoTpeHHOM nyHkTamu 12 n 14 [NpaBun rocygapCTBEHHOW peructpaumMm u nepeperncrpaumm
npegenbHbIX OTMYCKHbIX LEH MpOM3BOAUTENEN Ha JEeKapCTBEHHble npenaparbl, BKIOYEHHbIE B MepeyeHb
XN3HEHHO HEOOXOOUMBIX W BaXHEWLWWX JEKapCTBEHHbIX MpenapaToB, YTBEPXOEHHbIX MOCTAHOBIEHWEM
MpasuTtensctBa Poccunckon ®epepauum ot 29 oktsabpsa 2010 r. N 865 "O rocynapcTBEHHOM perynupoBaHvm LIEH
Ha nekapcTBeHHble NpenapaTbl, BKIMOYEHHbIE B MEPEYEHb XXU3HEHHO HEOOXOAMMbBIX N BaXXHENLLNX NEeKapCTBEHHbIX
npenapaToB” (ganee - NpaBuna pervcrpaymm).

11. OcHoBaHusiMM Ans oTka3a B obssaTtenbHoW nepeperncrpauun MUHUCTEPCTBOM 34paBOOXpPaHEHMs
Poccuiickon ®efepauuun npeaensHoOn OTNYCKHOW LieHbl Ha pedepeHTHbIN NekapCTBEHHbIN Npenapar SBnsTCs:

a) OTCYTCTBUE B NPEACTABIEHHbIX B COOTBETCTBUM C NMYHKTOM 4 HacTosAwwmx [paBun 4OKYMeHTax cBeaeHUN,
npeaycMoTpeHHbIX HacTosilwmMm Mpasunamu;

©0) HenpeacTaBneHne CBegEHU B COOTBETCTBUM C NyHKTaMu 4 1 10 HacTosawmx Mpasun;

B) pelweHne PenepanbHON aHTUMOHOMONBHONM Cry6bl 06 OTKase B COrnacoBaHUMKU NpeaesibHoM OTMYCKHOM
LEeHbl Ha pedepeHTHbIN NIekapCTBEHHbIN Npenapar.
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

12. OcHoBaHusiMn Onst nNpuHAaTUS PegepanbHONM aHTUMOHOMOSBHOM CNyx0oh pelleHnss o6 oTkase B
cornacoBaHuun npeaensHON OTNYCKHOW LieHbl Ha pedepeHTHbIN NeKapCTBEHHbIN NpenapaT SABnsTCS:

a) NnpeacTaBneHne HeJOCTOBEPHbIX CBEAEHUN;
©0) NnpeacTaBneHne JOKYMEHTOB B HEMOJTHOM 0ObeMme U (M) HEMOMHOTA COAEPKALLUXCS B HUX CBEOEHWN;
B) HenpeacTaBneHve CBeAeHUN B COOTBETCTBUM € NnyHKTOM 10 HacTosawwmx Mpasun;

r) MpeBbllUEHNE NpeacTaBIieHHOW K 00s3aTenlbHOW nepeperucTpaumMmM npeaenibHOM OTMYCKHOW LeHbl Ha
pedepeHTHbIN NEeKapCTBEHHLIN NpenapaT Had LeHON, paccuYnTaHHOM B COOTBETCTBUM C HacToswmumMu MNpasunamu.

13. ®epepanbHas aHTUMOHOMOMbHas cnyxba Npu NpoBepke CBeAEeHUN, NPeACTaBMNEeHHbIX BNaaenbLemMm unm
aepxxaTenem pervcTpaumoHHOrO yAOCTOBEPEHUSA JeKapCTBEHHOro npenaparta (YNnoSIHOMOYEHHBIM UM fWLOM) B
COOTBETCTBMU C HacTosawumu [MpaBunamu, UCNoOnb3yeT WUCTOYHWKKW, COoAepXKaliue UeHbl Ha JeKapCTBEHHble
npenapaTbl B WMHOCTPaHHbLIX rocygapcTBax cornacHo npunoxernuto N 3, cooTBeTcTBylOWME TpeboBaHUSAM,
npegycMoTpeHHbIM NyHkTOM 17 TpaBun permctpaumm.

14. MuHucTepcTBO 3apaBooxpaHeHusi Poccunckon Pepepauumn npuHMMaeT pelueHne ob obsisaTenbHOoMn
nepepermcTpaumm npegenbHONW OTMYCKHON LeHbl Ha pedepeHTHbIN NekapCcTBEHHbIN npenapaTt B 3aBUCUMOCTH OT
peLleHns O cornacoBaHMn NpeaeribHON OTMYCKHOW LeHbl, NpuHsaToro deaepanbHOM aHTUMOHOMOMBHOW CryX60oW,
OQHOBpPEMEHHO C peweHnem 06 obssaTenbHOW nepeperucTpaunmM npedenbHbIX OTNYCKHbIX LEeH Ha
BOCNpon3BeaeHHble, BroaHanorosble (6MONOAOGHbBIE) NEKAPCTBEHHbIE MpenapaTtbl B 3aBUCUMOCTM OT pELUEHUS,
npuHaToro ®eaepanbHoON aHTUMOHOMOBHOWM CIYXXO0W.

15. MuHucTepcTBo 3apaBooxpaHeHuss Poccuiickon Pepepauumn B TedeHne 20 paboumx OHEW cO AHS
nonyyeHus peweHus degepanbHON aHTUMOHOMOMBHOW CyXbbl O cornacoBaHWM NpeaeribHON OTMYCKHOW LEHb
npoussoguTens Ha pedepeHTHbIN NekapCcTBEHHbIN npenapaTt HanpasnseT B PegepanbHyld aHTUMOHOMOMBHYHO
cnyxby B OTHOLWEHWM ITOro pedepeHTHOro NeKkapCTBEHHOro npenapata Mo COCTOSHMIO Ha AeHb NPUHATUS
YKa3aHHOrO peLlleHus MnepeyeHb 3apeructpupoBaHHbix B Poccuiickon ®egepauun BOCNPOU3BEAEHHBIX,
GuoaHanoroBbix (6MOMOOOOHBIX) NEeKapCTBEHHbIX MpenapaToB, MpefdernbHble OTMYCKHble LEeHbl Ha KoTopble
3aperncTpupoBaHbl 1 BKIIOYEHbl B PeEecTp, coAaepXalun Heobxoaumoe AN MPUMEHEHUS MNOHMXKaIoLLero
koadpduumMeHTa onucaHne BOCNPOM3BEAEHHbIX, OuvoaHanoroBbix (6MONOAOGHLIX) NEKapCTBEHHbIX MNpenapaTtos
(HoMep perncTpauuoHHOrO YAOCTOBEPEHUS FEeKapCTBEHHOro npenaparta, HauMmeHoBaHue Briagenbua unu
aepxaTtensi permcTpaumMoHHOro yAOCTOBEPEHUs IeKapCTBEHHOro rnpenapaTa, HaMMEHOBaHWs MnpousBoauTenen
(MponsBoACTBEHHBLIX MNMNOLWAA0K NPOU3BOAUTENS), MEXOyHapoOHOe HernaTeHTOBaHHOE HaumeHoBaHue (npwu ero
OTCYTCTBUM - XMMMYECKOE WNWN TPYnnNMPOBOYHOE HaUMEHOBaHWE), TOProBoe HauMMeHOBaHWe, rekapCTBeHHas
dopma, 403npoBKa (KOHLEeHTpauums, o6bem, akKTMBHOCTb B eAnHMLAaX AeNCTBMS), BblpaKeHHas B COOTBETCTBYHOLLMX
eauHMUax mM3MepeHus, copma BbiMycka, KONMMYecTBO B MOTPebUTenbCKOM ynakoBke, nocnegHss npegernbHas
OTMNyCKHas LeHa C ykasaHvueM Jatbl U HoMepa npukasa MuHuctepcTBa 3gpasooxpaHeHust Poccuiickon ®eagepauumn
0 perncTpauum unv nepeperncTpaummn npeaenbHON OTNYCKHOW LeHbl U (Mnu) AaTel 1 HOMepa BbIMUCKN U3 peecTpa,
BblJAHHOW BRnafenbLly WNW AepXaTenio pPerncrpaumoHHOro YOOCTOBEPEHWS eKapCTBEHHOro npenaparta no
pesyrnbTataM BHECEHUS W3MEHEHMW B PEEecTPOBYIO 3anucb peecTpa WM Mo pesynbTataM CHWKEHUS
3aperncTprpoBaHHON NpeaenbHON OTNYCKHOM LieHbl Ha NeKkapCTBEHHbIN npenapar, LWTPUXOBOW KOA, HAHECEHHBIN
Ha BTOPWMYHYl (MOTPebWTENnbCKyld) YMakoBKYy NeKapCTBEHHOro npenaparta), Ha OymaxHOM Hocutene u B
3MeKTPOHHOM Buae B TabnmyHoM dopmarte.

16. MuHucTepcTBO 3ApaBooxpaHeHuss Poccuiickon Pepepaumm B TedeHne 15 paboumx gHenm co OHs
nonyyeHus pewennss PepepanbHOM aHTMMOHOMONBHOW Crykbbl 06 OTKaze B COrfacoBaHWM nNpenesibHon
OTMYCKHOW LieHbl Ha pedepeHTHbIN NeKkapCTBEHHbIN npenapaTt NPpUHMMaeT COOTBETCTBYLWEee pelleHne o6 oTkase
B 006s13aTeNnbHOM NepeperncTpaLmmn npegenbHon OTNYCKHOM LeHbl Ha pedepeHTHBIN NekapCTBEHHbIN Npenapar.

Mpu NpuHATUKM pelleHus 06 oTkase B obsi3aTenbHOM NepepervcTpaunm npeaenbHONM OTMYCKHOW LieHbl Ha
neKkapcTBeHHbIM npenapaT MuHncTepcTBo 3gpaBooxpaHeHus Poccuiickon ®enepaumm B CPOK, HE NPEBbILLAKLLNA
5 pabounx gHewn co aHst nonyyeHus pewenHnss GegepanbHON aHTUMOHOMOSBHOM CryX0bl, yBEAOMIIAET AepXaTens
unu Bnagenbla perncTpauMoHHOro yooCTOBEPEHUS feKkapCTBEHHOro npenaparta (ynomHOMOYEHHOe UM Nuuo) B
NMCbMEHHON hopMe O MPUHSITOM peLleHMU (C U3NOXEHMEM NMPUYMH OTKa3a).
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17. B cnyyae ecnu gepxaTteneM unu BnagenbLeM PerncTpauuoHHOro YOOCTOBEpPEHUST pedepeHTHOro
nekapcTBeHHoro npenapata (YNONHOMOYEHHbIM MM MUUOM) B TedyeHue 15 pabouux OHen cO OHA NPUHATUSA
MwuHncTepctBoM  3gpaBooxpaHeHuss  Poccuiickon  ®epepauumn  peweHna o6 oTkaze B obsizaTenbHou
nepeperucTpaumMm npegenbHOM OTMYCKHOW LeHbl Ha pedepeHTHbI NeKapCTBEHHbIN npenapat MOBTOPHO
npencrtaBneHbl B MWHMUCTEPCTBO 34paBooxpaHeHuns Poccunckon Pegepaumn OOKYMEHTbl B COOTBETCTBMM C
nyHKTOM 4 HacTtoawwmx [lpaBun, CpOKM pPacCMOTPEHUS MOBTOPHO MOAAHHbIX [AOKYMEHTOB OMNpedensioTcs B
cooTBeTcTBUM C nyHkTamm 10 n 13 MNpasun peructpaymu.

18. MNpun o6s3aTenbHON nepeperucTpaumm npefenbHas OTNyckHasi LieHa Ha pedepeHTHbIN NeKapCTBEHHbIN
npenapaTt Ans Kaxaon nekapcTtBeHHON (bopMbl, JO3NPOBKM (KOHLIEHTpaLUUKW, akTUBHOCTU B eAnHULAX AENCTBUSA) U
obLero konmMyecTsa BO BTOpUYHON (MOTpebuTenbCcKon) ynakoBke 6e3 yvyeta hopMbl BbiMyCKa, 3a MCKMOYEHNEM
cny4as, NpegycMOTPEHHOro NyHKToM 21 HacToswmx MNMpaBun, He MOXeT NpeBbILLATh:

a) pasmMep MWHMManbHOW OTMYCKHOW LeHbl npoussBogutens (6e3 yyeta MNpOM3BOACTBEHHbLIX MNMOLWAA0K
NPOM3BOAUTENS) HA TaKOW NeKapCTBEHHbIV NpenapaT B MHOCTPaHHbIX rocyaapcTBax, ykasaHHblX B npunoxeHun N
3 Kk HacTosAwmm lMpaBunam (C y4eTOM pPacxofoB, CBA3AHHbIX C TAMOXEHHbIM OpOpMIEeHNeM), paccyMTaHHbIN Ha
OCHOBaHWM AaHHbIX, YKa3aHHbIX B npunoxeHun N 2 k Hactoswmm Mpasunam;

0) paHee 3aperncTpupoBaHHYO (MOCNEOHIO MNepeperncTpUpOBaHHYI0) MPEAEernbHY0 OTMYCKHYIO LEeHYy Ha
STOT NleKapCTBEHHbIW Npenapar;

B) NpeaernbHyo OTMYCKHYIO LEHY Ha NeKkapCTBEHHbIV NMpenapaT, onpeaeneHHylo ¢ y4eToM nyHkta 8 Mpaeun
permcTpaumu, 3a UCKMoYeHNEM Crly4yaeB, MPeayCMOTPEHHbIX MYHKTOM 6 HacToswmx Mpaewn.

19. lNpu obBsAsatenbHOM nepepervcTpaummM ¢ ydetom nyHkta 18 HacToswwmx [MpaBun B pamkax OQHOro
TOProBOro HauMMEHOBaHWS JIeKapCTBEHHOro npenapara C Y4eTOM W3MEHEHUs TOProBoro HanmmeHOBaHUSA
fiekapCTBEHHOro npenapara Ans BceX MoAfIeXallnMX CHWDKEHMWIO 3apermcTpupoBaHHbIX (NepeperncTpupoBaHHbIX)
npefenbHbIX OTMYCKHbIX LeH Ha pedepeHTHbIN NekapCcTBEHHBIN npenapaTt npoussoauTenen (NpousBoaCTBEHHbLIX
nnowanok Npou3BOAMTENS), YKa3aHHbIX B pamMKax OLHOrO PerncrpauuoHHOro yAOCTOBEPEHUs, No pesyrnbratam
obsAsaTenpHOV nepeperucTpauum B peecTpe YycTaHaBNMBaeTCA efvHas npefjenbHas OTMNycKkHas LeHa Ha
nekapCTBEHHbIN MnpenapaTt Ans Kaxaow NekapcTBeHHOW (OpMbl, OO03MPOBKM (KOHLEHTpauuu, akTMBHOCTM B
eouHMUax Oenctems) u obliero konmmyecTBa BO BTOpPUYHOW (noTpebutenbckon) ynakoBke 6e3 yuyeta ¢opmbl
BbIMyCKa, 3a UCKITIOYEHUEM Crny4vasi, npegyCMOTPEHHOrO NyHKTOM 21 HacToswmx MNpasun.

20. B cnyyae ecnv B paMkax O4HOrO TOProBoro HauMeHoBaHUs pedyepeHTHOro NekapCTBEHHOrO npenapaTa
C Yy4eTOM U3MEHeHMs] TOProBOro HaMMeHOBaHWs JleKapCTBEHHOro npenapata 3aperucTpupoBaHHast
(nepeperucTpupoBaHHasl) npegernbHasi OTNYCKHasi LeHa [AONs OAHOro MM HEecCKONbKMX MpOU3BOAMTENEN
(Npon3BOACTBEHHbLIX  MOWAA0OK MPOV3BOAMTENS), YKasaHHbIX B  paMkax OOHOro  perucTpauuoHHOro
YOOCTOBEPEHMUsl, HWXe, 4Yem TnpedenbHash OTMNyCcKHas LieHa, paccyMTaHHas B COOTBETCTBUM C MyHKTOM 18
HacTosiumx MpaBurn, 3Ta LieHa NoANeXUT COXPaHEHUIO B peecTpe.

B cnyyae ecnu gnsg pegepeHTHOro fekapCTBEHHOro npenaparta C OAHOW JieKapCTBEHHOM (OOPMON,
003MPOBKOM U OOLLUM KONMYECTBOM BO BTOPMYHOM (MOTPEOUTENLCKOW) yrNakoBKe 3aperMcTpupoBaHO HECKOJSBbKO
npeaenbHbIX OTNYCKHbIX LeH, NpefernbHas OTNyCKHas LieHa Ha NekapCTBEHHbIN npenapaT He MOXeT MpeBbillaThb
MUHUManNbHYIO U3  3aperucTpuUpoBaHHbIX  MpefdenbHbiX  OTAYCKHbIX  UeH (C ydeToM  nocnegHeun
nepeperucTpupoBaHHON LieHbl, 6e3 yyeTa Npon3BOACTBEHHBLIX NIOLAA0K NPOU3BOAUTENS) C YYEeTOM CBeOEHUI O
HanNUuMM 3aperncTpupoBaHHbIX NPedenbHbIX OTNYCKHbIX LieH 3adBnseMOoro fekapcTBEeHHOro npenapaTa cornacHo
npunoxexuio N 4.

21. B cnyyae ecnu MUHMManbHbIA YpOBEHb LieH ped)epeHTHOro NekapCTBEHHOro npenapara Ha pasnuyHble
opMbl  BbiNycka (LUNPUL-PYYKN, KapTpuaxum nmbo uHble OopMbl BbiMycka, COBMECTUMbIE C YCTPOWCTBaMM
BBeAEHMS (NPUMEHEHUS) UMK SABMSIOWMECH YCTPOMUCTBaAMU BBeAEHWUs (MPUMEHEHUs) B OQHOM W3 rocyAapcTs,
ykasaHHbIx B npunoxeHun N 3 k Hactosawwmm [lpaBunam, pasnuyaetca Gonee 4em Ha 10 npoueHTOB, Npw
obsasaTenbHoOV nepeperucTpaumm npefenbHbIX OTMYCKHbIX LEeH Ha YKa3aHHbl pedepeHTHbIN NeKapCTBEHHbI
npenapaT AONyckaeTcs ycTaHaBnvBaTb NpederibHY0 OTMYCKHYK LEHY Ha Kaxayl u3 Takux ¢opm BbiMycka
nekapcTBEHHOro npenapara.

22. lNpepenbHasa oTNyCcKHas LieHa Ha pedepeHTHbIN NekapCTBEHHbIN nNpenapaTt B cnydae, npegycMoTpeHHOM
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nyHKTOM 21 HacToswux NpaBun, ycTaHaBNMBaeTCa Ha OCHOBaAHUWM MUHMMAINbHOW OTMNYCKHOW LieHbl MPON3BOANTENS
(6e3 yyeTa NpoOM3BOACTBEHHbIX MMOLWAA0K MNPOU3BOAMTENS) Ha COOTBETCTBYKOLUME (POPMbl BbIMYCKAa TaKoro
NeKapcTBEHHOro npenapara B rocyaapcTBax, ykasaHHbix B npunoxeHun N 3 k Hactoswwmm lMNpasunam (¢ y4etom
pacxo4oB, CBA3aHHbIX C TAMOXEHHbIM 0POPMIIEHNEM).

Mpn aTOM MakcumManbHasa pasHuua Mexay NpeaenbHbIMU OTMYCKHbIMU LIeHaMW Ha Takon pedepeHTHbIN
NEeKapCTBEHHbIN NpenapaTt B pasfvyHbiX oopMax BbiMycka, CONOCTaBMMbIX MO flekapCTBEHHOM hopMe, 003NPOBKe
(KOHUEHTpauun, akTUBHOCTM B eAuHuUax OEWCTBUSA) U ObLieMy KONMUYeCcTBY BO BTOPUYHOW (MOTPEBUTENbCKOW)
yrnakoBke, He MoxeT npeBbiwaTe 90 NPoLUEHTOoB.

23. Ob6szaTenbHas nepeperucTpaumsi npefernbHbiX OTMYCKHbIX LEH Ha MMMyHobuornorudeckme
nekapcTBeHHble npenapaThbl (BakUWHbI) OCYLLECTBISETCS B COOTBETCTBMM C TPeOOBaHUAMN, YCTAaHOBNEHHBIMW AMS
pedepeHTHbIX NTeKapCTBEHHbIX NpenapaTos.

24. 3apeructpvpoBaHHble npedenbHble OTNYCKHblE LEeHbl Ha BOCMpPOW3BedeHHble, OuoaHanoroBble
(6buonogobHbIE) nekapCTBEHHbIE MpenapaTbl noanexar obs3atensHon nepeperncTpaunm 6e3 npencraBneHus
3a8BNeHNss Bnagenbuamu unu gepxatenamu  perucTpauMoHHbIX YOOCTOBEPEHUMA TaKUX JEeKapCTBEHHbIX
npenapaToB (YNOSIHOMOYEHHbIMU UMM NMLAMN).

25. Tpun obgsaTtenbHOW nepeperucTpaumMm npegenbHad OTMNyCkHad LeHa Ha BOCMPOM3BEAEHHbBIN,
GuoaHanoroBbli (6MOMNOAOGHLIN) NEKAPCTBEHHbBIA MpenapaT Ans KaXOowW NeKapCTBEHHOW (OpMbl, O03MPOBKM
(KOHULEeHTpaUMK, aKTMBHOCTM B eAuHMLAxX OecTBusl) M obLiero Komnmyecrtsa BO BTOPMYHOM (NOTPEOUTENbCKON)
ynakoBke 6e3 ydeTa hopMbl BbiNycKa, 3@ MCKIIYEHWEM Ccrnyyasd, npefyCMOTPEHHOro MyHKToM 21 HacToALMX
MpaBun, He MOXET NpeBbILATL:

a) paHee 3aperncTpupoBaHHyl (MOCNEOHIO MNEPEepPerucTpPUPOBaHHYIO) MpPederibHyl0 OTMYCKHYI LieHy
MPOU3BOAMTENS Ha STOT NEKAaPCTBEHHBIV Npenapar;

©0) npenenbHy0 OTNYCKHYK LEHY Ha 3TOT NIEKAPCTBEHHBIN Npenapar, onpeaenieHHyo ¢ y4eToM TpeboBaHui
nyHkta 8 MNpaBun pernctpauum 6e3 yyeta npeaernbHbIX OTMYCKHbIX LieH, UCKMOYEHHbBIX B COOTBETCTBUM C MYHKTOM
6 HacTodawmx MNpasun;

B) ANs NekapCTBEHHOro npenaparta (3a McknioveHnem opdaHHOro fekapCTBEHHOro nmpenapaTa), - LeHy,
paccunTaHHyo B cooTBeTCTBUM ¢ pasgenom VIII meToaunkm pacyeTa npegenbHbIX OTNYCKHbIX LieH npoussoantenem
Ha nekapcTBeHHble NpenapaTbl, BKMIOYEHHbIE B MEPEYEHb XXU3HEHHO HEOOXOAMMbIX N BaXKHENLLNX NEKAPCTBEHHbIX
npenapaToB, YTBEPXAEHHOM noctaHoBneHuem lMpasutensctBa Poccuiickon ®egepauun ot 15 ceHTabpsa 2015 . N
979 "O BHeceHMUN n3MeHeHu B noctaHoBrneHne MNpasutenscteBa Poccuickon Pegepaumm ot 29 oktsabpsa 2010 r. N
865 n o6 yTBEpXKOEeHWM METOAMKM pacdeTa npederbHbiIX OTMYCKHbIX LeH npou3BoguTenen Ha neKkapCcTBEHHble
npenapaTbl, BKMIOYEHHbIE B NepedYeHb XU3HEHHO HeOBXOAMMbIX U BaXHEWLLUMX FeKapCTBEHHbIX MpenapaTos, npu
MX roCyaapCTBEHHOW perncrpauum v nepepeructpauuu” (ganee - MeToguka), € NPMMEHEHWEM MOHMXKaKLWEero
koadpdurLUmMeHTa B OTHOLLEHNUM NepeperMcTpupoBaHHoOn B ob6a3aTenbHOM Mopsake B COOTBETCTBMU C HACTOSALLMMM
lMpaBunamu npepenbHON OTMYCKHOW LEeHbl Ha COOTBETCTBYIOLWMNA pedepeHTHbIN fneKkapcTBeHHbIM npenapar.
3HayeHns NoHWXxarLero koadduuneHTa, NpUMeHsemoro npu obsizatenbHon nepepeructpaumm B 2019 - 2020
rogax npegernbHbIX OTMNYCKHbIX LEH Mpou3BoauTENelr Ha BOCNPOM3BeAEHHble, BnoaHanoroBblie (bnonogobHbIe)
nekapcTBeHHble NpenapaThbl, onpeaenstoTcs no opmynam pacyeta cornacHo npunoxenuo N 5;

r) ons opdaHHOro nekapcTBEHHOro npenapaTta - NpedernbHY OTMYCKHYI0 LieHYy Ha COOTBETCTBYHOLLUN
pecepeHTHbIN NEKapCTBEHHbIV NpenapaT, NepeperncTpupoBaHHy0 B 0b6s3aTenbHOM Nopsigke B COOTBETCTBUM C
HacToswmmMun NMpasunamu.

26. lNMpu obAsaTenbHOW nepeperucTpaumMm € y4eTom nyHkta 25 Hactoswmx [paBun B pamkax OAHOro
TOProBOro HauWMeHOBaHUS IeKapCTBEHHOro mnpenapata C Y4eTOM W3MEHEHWs TOProBoro HauMeHOBaHMUS
nekapcTBEHHOro npenapata [Ans  BcCeX MoAnexalluMx CHWKEHW0 npefenbHbIX OTMYCKHbIX LEeH Ha
BOCMpOM3BeAEHHble, OuoaHanoroBble  (6uonogobHblEe)  NEeKapCTBEHHblE  MpenapaTtbl  MPOM3BOAUTENEN
(Mpovn3BOACTBEHHbIX  MNIIOWAAOK MpPOU3BOAUTENS), YKa3aHHbIX B paMkax OOHOro  perncTpauuoHHOro
yOOCTOBEPEHUS, MO pe3ynbTaTtaM 00s3aTeNnbHOM nepeperucTpaumMm ¢ ydetoMm nyHkrta 29 Hactoswux [NpaBun B
peecTpe ycTaHaBnMBalTCA eAunHble MnpefernbHble OTNYCKHbIE LeHbl Ha fnekapcTBeHHble npenapaThl ANns Kaxaown
nekapcTBeHHON (hOpPMbl, 4O3NPOBKM (KOHLEHTpaLUun, akTMBHOCTW B €AMHULAX OEeNCTBUA) 1 06Llero konnyectea BO

www.consultant.ru Crpanuua 25 n3 51
HageXXHas NpaBoBas noaaepXkKa


http://www.consultant.ru/
http://www.consultant.ru/
consultantplus://offline/ref=8A81514FC963793E0F99FB82F0459B9CB8F33949C3149DA25419F58B5CF6805C842917DD68F373AF652B1BC6DFC4D8327A7F7860FF9830D8E2jCG

MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

BTOPUYHOW  (MoTpebuTenbckon) ynakoBke 6e3 ydyeta (popmbl  BbiNyCcka, 3a WUCKIOYEHMEM  Criyyas,
npeaycMoTpeHHoro nyHktoM 30 HacTosawwmx Mpasun.

27. B cnyyae ecnv B pamMKkax OAHOro TOProBOro HavMMeEHOBaHWS BOCMPOU3BEAEHHOro, GuoaHamnoroBoro
(bnonogobHOro) nekapcTBEHHOro npenapata C y4eTOM W3MEHEHUs TOProBOro HauMeHOBaHWSI NEeKapCTBEHHOMO
npenapaTta 3aperncTpMpoBaHHasi (NepeperucTpupoBaHHasi) npegenbHas OTNYCKHas UeHa Ansi O4HOro unm
HECKOSbKMX npousBoguTenen (NpPoM3BOACTBEHHbLIX MMOWAA0K MPOU3BOAUTENS), YyKasaHHbIX B pamKax OOHOro
pPeErncTpaumoHHOro yooCTOBEPEHUS, HUXKE, YeM npefenbHas OTNYCKHasd LieHa, pacCuMTaHHasi B COOTBETCTBUM C
nNyHKTOM 25 HacTosAwmx Mpasun, ata LeHa NnoanexXuT COXpaHeHuto B peecTpe.

B cnyyae ecnn ons BocnpoussegeHHoro, buoaHanorosoro (61MonogobHOro) nekapCcTBeHHOro npenapaTa ¢
OHOW NeKapCTBEHHON (POpPMOW, LO3MPOBKON N OOLUM KONMMYECTBOM BO BTOPUYHON (NOTPEOUTENLCKON) ynakoBKe
3aperMcTpupoBaHO HECKONbKO MpefernbHbIX OTMYCKHbIX LeH, npegenbHasa OTMyCKHasa LeHa Npov3BOAMTENSA Ha
NeKapCTBEHHbIN npenapaT B paMkax O[HOr0 PEerncrpauvoHHOrO YOOCTOBEPEHMS HEe MOXET npeBblaTb
MUHMManbHY0 W3 3apermcTpuMpoBaHHbIX NpedenbHbIX OTMYCKHbIX LeH C Yy4eTOM UuX nepeperucrpauum, 3a
NCKIMOYEHMEM NpefernibHbIX OTMYCKHbIX LIEH, UCKITIOYEHHbBIX B COOTBETCTBUM C MYHKTOM 6 HacToswwmx MNpasun.

B cnyyae ecnu B pamkax OOHOrO PeErncTpauuoHHOTO YAOCTOBEPEHWs JieKapCTBEHHOro npenapara
3aperncTpmpoBaHbl LieHbl Ha BOCNPOM3BEAEHHbINM, GuoaHanorosbli (6ronogobHbIN) nekapCTBEHHbIV npenapat
NpoM3BOAUTENSA rocygapcTea - uneHa EBpasuiickoro SKOHOMMYECKOro COK3a M MHOCTPaHHOro NpPOM3BOACTBA,
MUHUMarbHas W3 3aperncTpupoBaHHbIX MpederibHbIX OTMNYCKHbIX LEeH Onpeaensercs C  COXpaHeHWeMm
NPUHAANEXHOCTM NpPOM3BOAMTENS K T[OCYyAapcTBy - urneHy EBpasuiickoro 3SKOHOMMYECKOro cotsa wunu
WMHOCTPaHHOMY NPON3BOAMNTENIO.

28. B cnyyae ecnuM no pesynbtatam obs3aTenbHONM nepeperucTpauum B pamkax MexayHapoaHOro
HenaTeHTOBaHHOIo HaMMeHOBaHWs (MPU ero OTCYTCTBMU - FPYNNMPOBOYHOIO UM XMMUYECKOrO) U NeKapCTBEHHOW
OpMbl Ha COOTBETCTBYIOLUMI peddepeHTHbIN NeKkapCTBEHHbIN npenapaTt YCTaHOBMEHbl pasnuyHble npeaenbHble
OTMYCKHble LeHbl, MNpUMEHsieTca cpedHee apudmMeTMyeckoe 3HayeHWe MoHmXKalwero koadduumeHTa,
paccyMTaHHOe Ha OCHOBaHWMM YCTaHOBMEHHbIX NO pesynbTatam obs3aTenbHOW MnepeperncTpauun npegenbHbIX
OTMYCKHbIX LieH Ha pedepeHTHbIN NekapCTBEHHbIV npenapar.

29. B cnyyae ecnu B pamKax OOHOrO PErmcTpaumMoHHOro YOOCTOBEPEHWUs NekapCTBEHHOro npenapaTta
3aperucTpupoBaH  BOCNPOM3BEAEHHbIN,  BuoaHanoroBbii  (BMOMOAOGHbBINM)  NeKapCTBEHHbIN  npenapart
npoussBoauTens rocygapcTtsea - YrieHa EBpasninckoro 9KOHOMMYECKOro co3a M MHOCTPaHHOIro NPON3BOACTBA, LieHbI
ONA yKasaHHOro NeKkapCTBEHHOro rpenapara pacCcyuThLIBalOTCH B COOTBETCTBMM C pasgenom VI meTtoaukm c
NMPUMEHEHVMEM MOHMXaWKMX KOIMPMDUUMEHTOB, 3HAYEHWS KOTOPbIX OMPEAEensaTCs B COOTBETCTBUM C
npunoxexvem N 5 k HacToswmm Mpasunam.

30. B cnyyae ecnu npegenbHas OTNYCKHas LieHa Ha pedepeHTHbIN NekapCTBEHHbIW npenapar ycTaHoBNeHa
B COOTBETCTBMM C nyHKTamu 21 n 22 Hactoawmx [lpaBun, pacdeT npefenbHbIX OTMNYCKHbIX LEeH Ha
BOCNPOM3BEAEHHbIW, OGuoaHanorosbli  (6ronodobHbLIN)  NekapcTBEHHbIM  npenapaTr  OCYLEeCcTBRseTcsd B
COOTBETCTBUM C NyHKTaMu 24 - 27 Hactoawwmx [NpaBun ona kaxgow opmbl BbiNycka Ucxods M3 npefenbHbIX
OTNYCKHbIX LEeH Ha COOTBETCTBYOLNE (DOPMbI BbiNyCcKka pedepeHTHOro NekapCTBEHHOro npenapara.

31. depepanbHas aHTUMOHOMONbHAsA cnyxba B TedeHne 60 paboumx [HEM CO OHA NONyyYyeHusa OT
MwuHncTepcTBa 3gpaBooxpaHeHusa Poccuiickon ®efepalimm csegeHni, NpeaycMOTPEeHHbIX NYHKTOM 15 HacToAWwmMx
MpaBun, npoBOANT B COOTBETCTBUU C HAcTosALW MK MpaBunamm n MeToAMKON pacyeT npefernbHblX OTAYCKHbIX LeH
Ha BOCMpou3BedeHHble, BuoaHanoroeble (6MonogobHbIE) NekapCTBEHHbIE MpenapaThl, a Takke NybnukyeT Ha
cBoeM oduumnansHoMm cante B ceTn "MIHTEpHET" M 0AHOBPEMEHHO HanpasnseT B MUHUCTEPCTBO 34paBoOXpaHEeHNst
Poccuiickon depgepaumm ykasaHHbIA pacyeT npefenbHbIX OTNYCKHbIX LEH Ha BOCNPOM3BeaeHHble, BroaHanorosble
(buonogoOHbIE) nekapCTBEHHble Npenapatbl, COAepXaluhn HOMEp PEerucTpauuoHHOro  yAOCTOBEPEHUS
NEeKapCTBEHHOro npenaparta, HauMeHOBaHME Bragenbla WNu gepxatensd pPerucTpauyMoHHOrO yO0CTOBEPEHMS
NEeKapCTBEHHOro npenapara, HauMeHOBaHWsI Npou3BoauTenel (MPOM3BOACTBEHHBLIX MMOWAA0K NPOM3BOAUTENS),
MeXAyHapoaHOe HenaTeHTOBaHHOEe HauvMeHOBaHWe (Mpu ero OTCYTCTBMM - XMMUYECKOe WMU rpynnMpoBOYHOE
HavMeHOBaHWE), TOProBoe HaMMEHOBaHWE, JIEKapCTBEHHYID opMy, [03UPOBKY (KOHUEHTpauuio, OObeM,
aKTMBHOCTb B eAuHuuUax OeNcTBusl), dOpMy BbiMycKa, KONIMYECTBO B MOTPEOUTENLCKOM YNaKkoBKe, NpeaernbHYyH
OTNYCKHYIO LieHy, paccuuTaHHyio deaepanbHON aHTUMOHOMOMNBHOM CryX6oW, LWTPUXOBOW KoL, HAaHECEHHbLIN Ha
BTOPUYHYIO (MOTPEBbUTENBLCKYIO) YNaKkoBKY NekapCTBEHHOro npenapata) (Ha 6ymaHOM HocuTene 1 B 3NeKTPOHHOM
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"O rocyaapCTBEHHOM PErysIMpoBaHUM LIEH Ha NIEKAPCTB... Aata coxpanerua: 19.03.2020

BMae B TabnmyHom cpopmare).

32. MNpun HeobxooUMOCTM YTOYHEHUA MHOpMaumu, Tpebyemon Ans nNpoBedeHUs pacyeTa npeaenbHbIX
OTMYCKHbIX LEH Ha BOCMpPOW3BEAEHHbIN, OuoaHanoroBbli (6MOMO4OGHBIN)  NeKapCTBEHHbIM  Mpenapar,
COOTBETCTBYHOLIME CBEAEHMS 3anpallnBatoTCAa B Nopsake, NpegycMoTpeHHOM NyHKTOM 14 IMpaBun pernctpauun.

33. MuHucTtepcTBo 3apaBooxpaHeHunsi Poccunckon ®epepaumm B TedeHune 20 paboumx OHEM co OHs
nonydyeHus ot ®degepanbHON aHTUMOHOMOMBHOM CNYXObl pelleHus 06 yTBepXAeHUM pacyeTa npenerbHbIX
OTNYCKHbIX LEeH Ha BocnpousBeneHHble, OunoaHanorosble (6uonogobHble) nekapcTBeHHble npenapatbl B
COOTBETCTBMM C nNyHkTOM 31 Hactoawwmx [pasun npuHumaeT pelleHne o6 obsisaTenbHOM nepeperncTpauum
npenenbHON OTNYCKHOWM LieHbl Ha NIeKapCTBEHHbIN Npenapar, BHOCUT COOTBETCTBYIOLLME AaHHblE B PEECTP B CPOK,
NpegycMOTpeHHbIn MyHKTOM 6 [lpaBun BegeHus rocydapCTBEHHOTO peecTpa NnpederbHbIX OTMYCKHbIX LieH
npousBoauTENen Ha JeKapCTBEHHble MpenapaTbl, BKMOYEHHbIE B MNEpeyYeHb XW3HEHHO HeobXoOUMbIX W
Ba)XHEWLUMX FEeKapCTBEHHbIX MNpenapaToB, YTBEPXAEHHbIX MocTaHoBneHvem [paButensctBa Poccuiickon
depepaummn ot 29 oktsa6pa 2010 r. N 865 "O rocyoapCTBEHHOM pPErynMPOBaHMM LEH Ha IeKapCTBEHHblE
npenapaTbl, BKMOYEHHbIE B MEpPeYeHb XM3HEHHO HEOOXOAMMBIX WM BaXHEMWMX FleKapCTBEHHbIX MpenapaTos”,
BblJAaeT AepXaTent unuM  Brnagenbuy PperucTpauMoHHOro yOOCTOBEPEHWS JeKapCTBEHHOro npenapara
(ynornHomo4YeHHOMY MM nnLy) BbIMMCKY M3 nNpukasa MuHncTepcTBa 3gpaBooxpaHeHus Poccuiickon ®epepaummn 06
obsa3aTenpHON nepeperncTpauum npegernbHON OTMYCKHOW LeHbl Ha NekapCTBEHHbIV mpenapaTr v pasmeluaeT
COOTBETCTBYHOLLYIO MHOPMALMIO Ha CBOeM oduLmanbHOM canTe B ceTn "VIHTepHeT".

KoHcynbTaHTlmoc: npumeyaHue.

JlekapcTBa, peanu3oBaHHbIe 40 BCTYNMEHWs B cuny npukasa o6 obasarensHon nepepermctpauum B 2019 - 2020
rogax, Moryt ObiTb B 0OpalleHnn OO0 UCTEYEHUsI CpoKa FOAHOCTU C y4eTOM (PaKTUHECKOW OTMYCKHOW LieHbl, He
npeBbILLaoLen npeaenbHy OTNYCKHYIO LIeHY, MPUMEHSBLLYIOCS Ha AaTy UX peanusauuu.

34. Mpukas MuHnctepcTBa 3gpaBooxpaHeHust Poccuiickon ®epepauumn o6 oba3aTensHOM nepeperucrpaumm
npeaensHON OTMYCKHOW LieHbl NMPOU3BOAUTENSA Ha NeKkapCTBEHHbLIN npenapaT BCTynaeT B CUIy MO MUCTeYeHun 5
MecsLeB CO OHS ero NPUHATUS.

35. MuHucTepcTBO 3apaBooxpaHeHuns Poccunckon ®epepauum B Lensx cobniogeHnsa HopMbl YacTu 2 ctaTbu
63 ®depepanbHoro 3akoHa "O6 obpalleHnn nekapCTBEHHbIX CpeAcTB" OTMeYaeT B peecTpe COOTBETCTBYHOLLYHO
nHdopmaumio 060 BCex paHee 3apermcTpyMpoBaHHbIX (NepeperMcTpuMpoBaHHbIX) NPeAeribHbIX OTMYCKHbIX LeHax
npousBoguTenern Ha pedepeHTHbIN M COOTBETCTBYKOLLME €My BOCMpOM3BedeHHble, GuoaHanorosble
(6ronopobHbIe) NekapcTBEHHbIE NpenapaTsl.

36. MNpwu Hecornacum ¢ npoussegeHHbIM PegepanbHON aHTUMOHOMOMBHOW Cryx6on pacyeToM npegenbHbIX
OTNYCKHbIX LleH Ha BOCNpou3BeaeHHble, BMoaHanorosble (6MonogobHbIE) NekapCTBEHHbIE Npenapathbl AepXaTenu
unu Bragenblbl  PEerucTpauMoHHbIX YAOCTOBEPEHUA BOCMPOM3BELAEHHbIX, OMoaHanoroBbix (OMONOAOGHbIX)
nekapCTBEHHbIX NpenapaToB (YNOMHOMOYEHHbIE UMK NLA) BNpaBe B TeYEHWE OOHOro KaneHOapHOro Mecsua co
OHS  npuHsaTMS  MuHUCTepcTBOM  3apaBooxpaHeHuss Poccuiickon Pepepauun pelweHnss o6  obsizaTenbHOM
nepeperucTpaumMm npenensHoM OTMYCKHOW LieHbl Ha JeKapCTBEHHbIM MpenapaT obpatutbca B depepanbHyto
aHTUMOHOMOJBHYIO CIY0Y C 3asBNEHMAMIN O NEPECMOTPE pacyeTa 3aperMcTpUpPoOBaHHbIX NPeaenbHbIX OTMYCKHbIX
LEeH Ha IeKapCTBEHHble MpenapaTtbl, B TOM 4YuUCre B paMKax OOHOr0 MEXOYyHapoOHOro HenaTeHTOBaHHOro
HaMMEeHOBaHUS.

3asBreHns 0 NepecmMoTpe pacyeTa 3aperncTpMpoBaHHbIX NPeAenbHbIX OTMYCKHbIX LEeH Ha nekapCTBEHHbIe
npenapaTtbl ¢ npunoxeHnem (No BbIGOpYy Aepxatenein Wnu BriagenbUeB PerncTpauyoHHbIX YAOCTOBEPEHUH
nekapcTBEHHbIX MpenapaToB, YNONHOMOYEHHbIX UMK NKL) MOTUBUPOBAHHOMO AOKYMEHTaNbHOIO MOATBEpPXAEeHUS
pacyeTa yka3zaHHOW LieHbl NpeactaBnsaioTcs B egepanbHyto aHTUMOHOMONBbHYIO0 Cryx6y Ha GyMaXKHOM HocuTene.

37. ®epepanbHasi aHTUMOHONOMbHAA cnyba B Te4eHne O4HOro Mecsia Cco AHS MOCTYMNEHNs 3asBNeHUn 1
OOKYMEHTOB, yKa3aHHbIX B nyHkTe 36 HacToswwmx [paBun, npoBepseT pacyeT npedenbHbliX OTMYCKHbIX LEH Ha
BOCNpou3BedeHHble, OGuoaHanoroeble (6nonogobHble) nekapcTBEHHble npenapatbl, Mpu  HeobxoaAMMOCTH
nepecmaTpvBaeT pacyeT npefenbHbIX OTMNYCKHbIX LEeH Ha YKa3aHHble fekapCTBEeHHble npenapartbl, OTMeHseT
paHee MpUHATbLIE pelleHns U HanpasnseT B MuHMcTepcTBO 3apaBooxpaHeHuns Poccunckon depepaunm HOBble
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

pelleHns 00 yTBEPXKAEHUN pacyeTa NpefenbHbIX OTMNYCKHbIX LeH MPOU3BOAUTENS Ha yKa3aHHble NeKapCTBEHHbIE
npenapaTbl UNX HanpaensieT 3asiBUTENsIM pelleHne ob oTkase B NepecMmoTpe pacyeTa npenesibHbIX OTMYCKHbIX
LieH Ha yKa3aHHble flekapCTBEHHbIE NpenaparTbl (C ykasaHUeM NPUYnH 0TKasa).

38. B cnyyae oTmeHbl denepanbHOM aHTUMOHOMONBHOM CNyxbon pelweHns ob yTBepXaeHWM pacuveTta
npegenbHbIX OTMYCKHbIX LEH Ha JleKapCTBEHHble npenapatbl MuHUCTEpPCTBO 3apaBooxpaHeHusi Poccumnckon
denepaumn oTmeHsieT peweHne o6 obssaTenbHOW MepeperncTpaumMm npegenbHbiX OTMYCKHbIX LieH Ha 3Tu
neKkapcTBeHHble npenapartbl, MWCKMYaeT nepeperucTpupoBaHHble B 00s3aTenbHOM nopsgke npeferbHble
OTNYCKHblE LEHbl Ha YyKasaHHble NekapCTBEHHble npenapaTtbl U3 peecTpa M MPUHUMAaET HOBble pelleHus o6
obsi3aTensHOM NepeperncTpaunmn npeaenbHbIX OTAYCKHbBIX LIeH Ha 3T NekapCTBEHHbIE npenapaTbl B 3aBUCUMOCTU
OT peLueHun, NpuHaTLIX PegepansbHO aHTUMOHOMOMNBHON CRyXX60N.

39. B cnyyae ecnu B paMkax MeXayHapoaHOro HeNnaTeHTOBAaHHOIO HAaMMEHOBAHUS U NEKAPCTBEHHON (DOPMbI
OTCYTCTBYET pedepeHTHbI FeKapCTBEHHbI MpenapaTt WM LUeHa Ha Hero He 3aperMcTpupoBaHa,
3aperucTpupoBaHHasa [0 AHSA BCTynfeHus B cuny noctaHoBneHus [paButenbcrtBa Poccuiickon ®epepauum,
yKa3aHHOro B MyHKTe 3 Hactosawmx [NpaBun, npegenbHas OTNyCKHas LieHa B OTHOLUEHUW COOTBETCTBYIOLLENO
BOCMNpOM3BEAEHHOro, GrnoaHanorosoro (6nonogobHOro) nNekapcTBEHHOro npenapara LEeHOBOrO CErMeHTa CBbILLe
100 pybnewn nognexut oba3aTenbHON nepeperncTpaumMm u He MOXEeT MpeBbllaTb paHee 3aperncTpypoBaHHYIO
(NnepeperncTpupoBaHHyto) NpeaenbHy OTNYCKHYHKO LieHYy BOCMpOM3BeaeHHoro, 6uoaHanorosoro (buonogobHoro)
nekapcTBeHHoro npenaparta (6e3 yuyeta hopmbl Bbinycka).

B cnyyae ecnu B pamkax OAHOrO TOProBOro HaMMEHOBaHUSA BOCNPOM3BEAEHHOro, 61MoaHanorosoro
(6bronogobHoro) nekapcTBEHHOro npenapaTta LEeHOBOro cermeHTta ceblle 100 pybnen C y4eToM W3MEHeHus
TOProBOro HavMMeHOBaHUS fleKapCTBEHHOro npenapata C OAHOW fNlekapCTBEHHOW hopMon, AO3MPOBKON N obLWmM
KONMM4YeCTBOM BO BTOPMYHON (NOTPEOUTENbLCKON) yNnakoBKe 3aperncTpupoBaHO HECKOSLKO NpedefbHbIX OTMYCKHbIX
LueH, npegenbHas OTMYCKHas LEeHa He MOXeT MpeBbllaTb MUHMMAanbHYl U3 NOCNedHuX 3aperncTpupoBaHHbIX
npegenbHbIX OTNYCKHbIX LeH (C y4eTOM MX nepeperncrpauum).

B cnyyae ecnu B pamkax OOHOMO PErMcTPaLMOHHOIO YOOCTOBEpPeHWs MNekapcTBEeHHOro npenapara
BOCMPOU3BEAEHHbIN, GruoaHanoroBbli (61MoNoA0GHbIR) NekapCcTBEeHHbIN NpenapaT NPOM3BOAUTCS B rocydapcTse -
uyneHe EBpasniickoro 9KOHOMWYECKOTO COK3a W WHOCTPaHHbIM  NpousBoauTenieM, MWHUMAarbHasi U3
3aperMcTpUpoOBaHHbIX MpeaenbHbIX  OTMYCKHbIX LEeH OnpedenseTca C COXpaHeHWeM NPUHaOSIEXHOCTM
neKkapcTBEHHOro npenapaTta K rocydapcTBy - YneHy EBpasuiickoro 3KOHOMMYECKOro COto3a WM MHOCTPaHHOMY
MPOM3BOAMUTENIO.

40. B cnyyae ecnu npegenbHad OTMNycKHas UeHa Ha pedepeHTHbI NeKapCTBEHHbIW npenapat He
nepepeructpyupoBaHa B 00si3aTenbHOM MOPSiAKE, pacyeT LeHbl Ha COOTBETCTBYHOLLUME BOCMPOU3BEAEHHLIE,
6uoaHanoroeble (buonogobHbIE) nEeKapcTBEHHble npenapatbl Mpu  ee 00A3aTenbHOW nepepervcTpauum
ocyuwecTtBnsetTca degepanbHON aHTUMOHOMOSBHOW CIYX00M C y4eToM TpeboBaHWUi NyHKTOB 25 - 27 HacTosAWwmMX
MpaBun, a Takke Ha OCHOBaAHWN MUHWMAarbHOW OTMYCKHOWM LeHbl npou3BoauTens (6e3 yyeta npon3BoACTBEHHbLIX
nnowagok npousBoauTENs, HO C Y4YEeTOM pPacxofoB, CBA3aHHbIX C TaMOXeHHbIM OopMMneHnem) Ha
COOTBETCTBYIOLLMIA pedepeHTHbI NeKapCTBEHHbIN MnpenapaTt B WHOCTPaHHbIX rocyAapCTBax, YKa3aHHbIX B
npunoxeHnn N 2 Kk meToguke, C NPUMEHEHNEM MOHMXKaKLWero KoadduruneHTa, 3Ha4eHNa KOTOPOro onpeaensatTcA
B cooTBeTCcTBUM C NpunoxeHnem N 5 k HacToswmm NMpasunam.

B crnyyae oTcyTCcTBMA UeH Ha pedepeHTHbIN feKapCTBEHHLIN npenapaT B MHOCTPaHHbIX rocydapcTsax,
yKasaHHblx B npunoxeHun N 2 K MeToauMKe, pacyeT UeHbl Ha COOTBETCTBYHOLLME BOCMPOU3BEOEHHbIE,
6uoaHanorosble (bronogobHLIE) NekapCcTBEHHbIE Npenaparhbl ocyLlecTBnseTcss PenepanbHOM aHTUMOHOMOSBHOM
cnykboM Ha OCHOBaHWM MWHMMAanbHOM OTMYCKHOW LeEHbl MPOU3BOAUTENSA HA 3TOT BOCMPOU3BEOEHHBIN,
6uoaHanoroBbli  (6MonogobHLIN)  NekapCTBEHHbLIM npenapaT (6e3 yyeTa NPOM3BOACTBEHHbLIX —MIOLAA0K
npov3BoauTENs) N0 MEXAYHAPOAHOMY HEMAaTEHTOBAaHHOMY HavMEHOBAHUIO, NIEKapCTBEHHOW hopMe 1 O03MpPOBKE
B MHOCTPaHHbIX rOCYAapCcTBaX, YKa3aHHbIX B npunoxxeHun N 2 kK MeToguke.

41. MuHucTepcTBO 3apaBooxpaHeHus Poccuinckon depepaumm no ucteveHun 70 paboumx OHeW co OHSA
BCTYNeHns1 B cuny noctaHoenexus MNpasutenscrea Poccuiickon ®egepaumm, ykazaHHOro B NyHKTE 3 HACTOSALLMX
MpaBun, HanpaBnseT B ®PefepanbHyld aHTUMOHOMOSBHYIO CRYXOy CnNMCoK pedepeHTHbIX eKapCTBEHHbIX
npenapaToB, npepernbHble OTNYCKHbIE LieHbl HAa KOTOPble 3aperncTpupoBaHbl M BKIIOYEHbl B peecTp, HO He
3asBrieHbl K 06s3aTernbHON nepeperncTpaummn unm B 06s3aTenbHON nepeperncTpaummn KoTopbix oTkasaHo ABaxabl
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

B cooTtBeTcTBUM C nyHktamum 11 m 12 Hactoawwmx [lpaBun, a Takke nepedYeHb COOTBETCTBYIOLIMX WM
BOCMNpOM3BeAeHHbIX, BruoaHanorosbix (61MonogobHbIX) NekapCTBEHHbIX NpenapaTos, NpeAenbHble OTNYCKHbIE LieHbI
Ha KOTOpble 3aperncTpupoBaHbl WM BKMAKYEHbl B peecTp, codepxawmin Heobxooumoe Ans nNpuMeHeHUs
noHWXawLwero KoadduuneHTa onucaHme BOCNPOU3BEAEHHbIX, OrnoaHanoroBbix (6MONOA06GHbLIX) NEeKapCTBEHHbIX
npenapaToB (HOMep PerucTpauMoHHOro YOOCTOBEPEHWS NEKapCTBEHHOroO npenapara, HaMMeHoBaHuWe Bnagenbua
Unu gepxxaTensi permcTpauuoHHOro yaoCTOBEPEHUS NEKAPCTBEHHOMO NpenapaTta, HaMMeHOBaHWsi NPOM3BOAMTENEN
(Mpomn3BOACTBEHHBIX MMOWAA0K MPOVM3BOAMTENS), MEeXAyHapoOgHOe HenaTeHTOBaHHOE HauMeHOoBaHue (Npu ero
OTCYTCTBUM - XMMMWYECKOE WNWN TPyNnNMPOBOYHOE HaUMEHOBaHWE), TOProBOE HaMMEHOBaHWe, reKkapCTBeHHas
dopma, 4o3npoBKa (KOHLEeHTpaums, o6bem, akTMBHOCTb B eQnHMLaX 4eNCTBMS), BbipaXKeHHas B COOTBETCTBYHOLLMX
eQuHMLax M3MepeHusi, hopMa BbIMyCKa, KOMMYECTBO B MOTPEOMTENbCKOW YynakoBKe, MOCNedHAs npedenbHas
OTNYCKHas LeHa C ykaszaHueM Jatbl U1 HoMepa npukasza MuHucTepcTBa 3gpaBooxpaHeHns Poccunckon ®enepauium
0 perucTpaumm nnm nepepernctpauumn npeaernbHon OTNYCKHOM LieHbl HA NeKapCTBEHHbIN npenapaTt 1 (unu) gatel n
HOMepa BbIMUCKA W3 peecTpa, BbIJAHHOW BRnadenbLy WU gepXaTenid perncTpaumoHHOro yooCTOBEPEHUS
NeKapCTBEHHOro npenapaTa no pesdynbTatam BHECEHUA U3MEHEHWUA B PEECTPOBYIO 3anucCb peecTpa, LUTPUXOBOM
KOA, HaHECEHHbI Ha BTOPUYHYHO (NOTPEOUTENbLCKYI) YNAKoOBKY IE€KapCTBEHHOro npenapata), Ha BymaxHOoM
HocuTene n B 3NEKTPOHHOM BuAe B TabnmyHom dhopmare.

42. depepanbHas aHTUMOHOMOMbHAA cnyxba B TeyeHne 60 paboumx OHEW co OHA NOonyyYeHus oT
MuHucTepcTBa 3apaBooxpaHeHus Poccunckon Pegepauumn ceegeHnin, npegyCcMOTPEHHbIX MYHKTOM 41 HacToaWwmx
MpaBun, NnpoBOANT B COOTBETCTBUM C HAcToALWMMHN MpaBunamm n MeTOANKON pacyeT npeaerbHbiX OTMYCKHbIX LEeH
Ha Bocnpomn3BeaeHHble, broaHanorosble (6MonNoaobHbIE) NekapCcTBEHHbIE NpenapaThbl, CoaepXawun nHopmaumio
O HOMepe perncTpaumoHHOro yOoOCTOBEPEHMS FNEKApCTBEHHOro npernapaTta, HauMeHOBaHWMM Bragenbua unm
aepxatens permcTpaumoHHOro yOOCTOBEPEHUs] NeKapCTBEHHOro npenapara, HaMMEHOBAHWUSAX Mpou3BoauTenen
(NMpoM3BOACTBEHHbLIX MIOLAA0K MPOM3BOAUTENS), MEXOYHApPOOHOM HEMaTeHTOBaHHOM HavMeHOBaHuu (Npu ero
OTCYTCTBUM - XMMMWYECKOM WX FPYNMNUPOBOYHOM HaUMEHOBaHWM), TOPrOBOM HaWMEHOBaHWW, J€KapCTBEHHOWN
dopme, 0o3mpoBKe (KOHLEHTpauu1, oobeme, akTUBHOCTM B eAnHMLAxX AeWCcTBUs), opMe Bbinycka, KOnM4ecTBe B
NnoTpebnTENbCKON YynakoBke, MpedeSibHOM OTMYCKHOW LeHe, paccyuTaHHon PenepanbHON aHTMMOHOMOMBLHON
cnyk0oWn, LWTPUXOBOM KOAe, HaHECEHHOM Ha BTOPUYHYHO (NOTPEBUTENbCKYK) YMaKOBKY JeKapCTBEHHOMo
npenapata. OgHoBpeMeHHO PenepanbHas aHTUMOHOMoONbHAA crnyxba nyonuKyeT yKasaHHbIN pacyeT Ha CBOEM
ocumumansHom cante B cetn "NHTepHeT" u HanpasnseT ero B MWHUCTEPCTBO 3apaBooxpaHeHus Poccunckon
degepaummn Ha ByMaKHOM HOCUTENE N B 3MEKTPOHHOM BuAe B TabnmyHoM dopmare.

43. MNpw npeacTasneHun gepxaTtenem vunu BrnagensueM permcTpauroHHOro ygoctoBepeHns pedepeHTHOro
rniekapCTBEHHOro npenapaTa (YNnofIHOMOYEHHbIM MM nuuom) B MuHMCTEepcTBO 3apaBooxpaHeHusi Poccuickon
denepaumn JOKYMEHTOB B COOTBETCTBUM C NMYHKTOM 4 HacToswmx MpaBun nocne HanpasneHus MuHMCTepcTBoMm
3gpaBooxpaHeHus Poccuiickonn ®epepaumm  AokymeHToB B PefepanbHyi0  aHTMMOHOMOMbHYHO Cryx0y B
COOTBETCTBUM C MYHKTOM 41 HacTtodwwmx [NpaBun, 3a UCKMIOYeHWeM crnyvas, NpeaycMOTPeHHOro MyHkTom 16
HacToswmx [paBun, 3asBneHHas K o00fA3aTenbHOW nepeperMcTpauumM npedenbHas OTNyCKHas LUeHa Ha
pedepeHTHbIA NeKapCTBEHHbIM npenapaTt He MOXeT MpeBbiaTb MaKCMMarbHYl0 MepeperucTpupoBaHHyl0 B
obs3aTenbHOM  nopsgke  npedenbHYl0  OTAYCKHYIO LEHy Ha COOTBETCTBYIOLMA  BOCNPOM3BEAEHHbIN,
H6uoaHanorosbli (61oNogo6HbIN) NekapCTBEHHbIN Npenapar.

Mpunoxexne N 1

K MNpaBunam obsizaTenbLHON NepeperucTpauum
B 2019 - 2020 rogax 3aperncTpupoBaHHbIX
npenenbHbIX OTMNYCKHbIX LIeH NPou3BoaUTENEN
Ha NekapCTBEHHbIE NpenapaTbl, BKITHOYEHHbIE
B NepeyveHb XXU3HEHHO HEOOXOAMMBIX

N BaXXHENLUNX NIEKapCTBEHHbIX NpenapaTos

(dopma)

SAABJIEHNE
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

06 obszaTesibHOM HepepeructTpauuy B 2019 - 2020 romax
3aAPETUCTPUPOBAHHON MNPelesibHOM OTIIYCKHOM LEHH NIPOM3BOOUTEJIS
Ha pebepeHTHHEM JIeKapCTBEHHHM IpelapaT, BKJIIOUYEHHBIM
B IEepeUeHb XMBHEHHO HeOOXOOMMBIX UM BaXHEMIMX
JIEKapCTBEHHEIX IIPENapaToB

3agaBUTENb
(HaMMeHOBaHME, IIOUTOBEIM anpec, aIpecC D3JIEKTPOHHOM I1OUTH)
JepxaTesb VI BJlaeJlel], PerMCTPaLMOHHOTO YIOOCTOBEPEHMUS JIEKAPCTBEHHOTO
npernapara
(HaMMeHOBaHMEe, IIOYTOBEI anpec, alOpecC D3JIEKTPOHHOM I1OUTH)
N | Ctagus | MNMpousso | Agpe | Ctpa | [Ons poccuiickmx topuanydeckux nuuy - | HaumewHo | Pernctp
n/n | npousso | guTenb c Ha naeHTUMUKaUNOHHbIN HOMEpP BaHVWe | auuoHH
actea | (HaMmeH HanoronnartenblUuka, Ans perncTpm bIA
oBaHue) WHOCTPaHHbIX KOPUANYECKNX NUL, - KOA | pyroLLero | Homep
HanoronnartenbLlnKka B CTpaHe opraHa
pervcTpaumm (MHKoprnopaumm) unm ero
aHanor
N | Home | MexxgyHapogH | Topr | lNlekapc | O6wee | lNpegenbHas | LWTpuxoso | Koag | Kog
n/n p oe OBOE€ | TBEHHA | KONN4ecT OTMyCKHas 1 Koa, ATX | TH
perucT | HenaTeHTOBAHH | HANM a BO BO ueHa HaHeCeHH B3O
paumo oe, nnu €HOB | hopma, | BTOPUYH | NponsBoanTen bl Ha EAD
HHOrO | rPYNNUPOBOYHO | aHMe | 4O3UpOo on 4 3a BTOPUYHYIO C
yooct e, unn BKa, |(noTpebu | noTpebuTensc | (noTpedut
oBepe | Xumuyeckoe KOMMMe | TENbCKOM | Kyt YNAKOBKY | enbCKyto)
HUS | HAaMMeHoBaHue KTHOCTb ) <**>6e3 HOC | ynakoBky
<*FES <*> | ynakoBke (pybnen)
1 2 3 4 5 6 7 8 9 10
YnonHomo4eHHoe
nmuo
(¢.n.0.) (BomkHOCTB) (mognwuce)

KoHTakTHble
TenegoHbl

Afnpec aneKkTpoHHOM
MOYThbI
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019) [lokyMeHT npefoctasneH KoHcynbTaHTloc

"O rocyaapCTBEHHOM PErysIMpoBaHUM LIEH Ha NIEKAPCTB... Aata coxpanerua: 19.03.2020

M.I1. (npn Hannuun)

<> B crniydae OTCyTCTBUA MeXOyHapoAaHOro HenateHToBaHHOro HammMeHoBaHuda B pernctpaumoHHOM
yOooCToBepeHn nekapCTBEeHHOro npenaparta YKa3blBaeTCA HaMMeHOBaHME JieKapCTBEHHOro npenapara,
npegycmMmoTpeHHoe nepeyvyHeM XU3HEHHO HEeobX0OMMBbIX U BaXKHENLLMNX NeKapCTBEHHbIX NMpenapaToB.

<**> B cnydasix, nNpenycMOTPeHHbIX MNyHKToOM 25 T[lpaBun  rocygapCTBEHHOM  perncrpaumm U
nepeperucTpaumm npegenbHbIX OTMYCKHbIX LeH NPOM3BOAMTENEN Ha NEKapCTBEHHbIE NpenapaTthbl, BKIOYEHHbIE B
nepeyeHb XXU3HEHHO HEOBXOOMMBIX U BaXKHEWLLNX NEeKapCTBEHHbIX NpenapaToB, YTBEPXAEHHbIX NOCTaHOBNEHMEM
MpaButensctea Poccuiickon ®enepaunm ot 29 oktsidpa 2010 r. N 865 "O rocygapCTBEHHOM perynmpoBaHUn LiEH
Ha nekapCTBEHHbIe NpenapaTbl, BKIOYEHHbIE B NEPEYEHb XKUSHEHHO HEODXOANMBIX U BAXKHENLLMX NEKApCTBEHHbIX
npenapaToB”, OONONHUTENBHO YKa3blBaeTCs (hopma BbiMyCKa NEKapCTBEHHOro npenapaTta, C y4eToM KOTOpOM
paccunTbiBaeTCcsa npefenbHas OTNyCKHAsa LieHa Npov3BOAUTENSA 3a NOTPEOMTENbCKYHO YNaKOBKY NEKapCTBEHHOro
npenapara.

Mpunoxexne N 2

Kk MNpaBunam obs3aTenbHOW nepeperncrTpauum
B 2019 - 2020 rogax 3apermcTpmpoBaHHbIX
npegenbHbIX OTNYCKHbIX LIeH NpousBogutenen
Ha neKkapCcTBEHHbIE Npenaparthbl, BKMNOYEHHbIe
B NepeyeHb XU3HEHHO HEOBXOANMbIX

N BaXXHEWLLUMX NeKapCTBEHHbIX NpenapaToB

(dpopma)

PACUET
NpeneJibHOY OTIIYCKHOM leHH NPOM3BOIUTEJIS Ha pedepeHTHHIM
JIEKAPCTBEHHBIM IIpernapaT, OpencTaBJigeMOoM IJjisgd o00sa3aTeJIbHOMU
nepeperucrpauuu B 2019 - 2020 romax

(HaMMeHOBaHMe opraHM3anumm - BaHBMTe.HFI)

1. CeemeHus O JIEKAPCTBEHHOM Mpernapare

1.1. Howmep perncrpaumoHHOro yaqoctoBepeHusi

1.2. Me>|<,quapo,u,Hoe HenaTeHTOBaHHOE, Ui rpynnnpoBOYHOE, UITN
XMMn4yeckoe HammeHoBaHue

1.3.  Toprosoe HavmeHOBaHue

1.4. JlekapcTBeHHas hopmMa, AO3MPOBKA UM KOHLEHTPaLUUs, 00beM,
aKTUBHOCTb B eAMHMLAax OeicTBUS

1.5. O6Liee KoNnnM4ecTBo BO BTOPUYHON (MOTPEOUTENBCKONM) YNaKkoBKe

2. PacueT 1eHH
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865 [I0KyMEHT raBneH KoHe Mntoc
(pen. ot 16.12.2019) OKyMe penoctaeneH KoHcynbTaHTl 0

"O rocyaapCTBEHHOM PErysIMpoBaHUM LIEH Ha NIEKAPCTB... Aata coxpanerua: 19.03.2020

N |[Kog TH MwuHumaneHas MpoekT Henctytowass | C6opbl 3a MpoekT
n/m | B3O OTMyCKHagd LieHa OTNYCKHOM cTaBKka TaMoXeH pacyeTHON
EA3C npoussoauTens Ha LeHbl TaMOXXeHHON Hoe OTNYCKHON
nekapcTBEHHbIN "nocraBeka NOLLMKWHBI <**> | ochopmrnie LeHbI
npenapart B 6e3 onnatbl Hue npoussoguTen
rocygapctee noLnnHbI" (pybnen) S C y4yeToM
npoussoauTensa n B (pybnen) <FE> TaMOXeHHbIX
Opyrux rocygapctsBax B <> pacxofos,
COOTBETCTBMM C pybnen (6e3
npunoxexnnem N 3 <*> HOC)
HaMMmeHoBaH LeHa NPOLIEHT | pybrien
ne cTpaHbl | (pybnen) 0B
1 2 3 4 5 6 7 8 9

<*> YKasHBaTCA MMHMMAaJIbHOE 3HaueHMe U3 rpade "PacueT OTIYyCKHOM LEHH, B
pybnax" um TrocymapcTeoO, leHa B KOTOPOM MCIOJIb30BajJlaCh IJid pacueTa, U3
npunoxenusa N 3 k IlpaBuiaM oOgs3aTelbHOM Hepepeructpauum B 2019 - 2020 romax
3apPeIUCTPUPOBAHHEX IPENEeJIbHEX OTIIYCKHBIX LIeH IPOM3BOIOUTEJIEM Ha JIeKapCTBEHHBE
npenapatsl, BKJIIOUEHHEIE B IepedeHb XMUBHEHHO HEeOOXOIOMMBIX I BaXHEeMIMX
JIeKapCTBEHHEIX npenapaTos, YTBEPXIOESHHEM IOCTAHOBJIEHUEM [IpaBUTENBECTRA
Poccurickon Odegmepauuu oT 16 mexabps 2019 r. N 1683 "O BHeCEHMM MU3MEHEHUMU B
HEeKOTOphle aKTH IlpaBuTesbCcTBa Poccuiickor demepaluy B YacTU I'OCYHAaPCTBEHHOM
perucTpauunM ¥ HepeperucTpaluuM OpeleJIbHBIX OTIYCKHEIX lleH Ha JieKapCTBEeHHBE

IIperiapaTE, BKJIOUEHHEIE B IIepedeHb XKM3HEHHO HEeO0OXOIVMEBIX 12 BaXHEeMINX
JIEKapCTBEHHEIX IpenapaTtoB”.

<EHF> He 3aroJiHIeTCd OJi1d JIEKapPCTBEHHEIX IIPenapaToB IIPOM3BOOUTEIIA
rocynapcrBa - dJieHa EBpaBMIZCKOI‘O SKOHOMMUECKOI'O Coo3a " JIEeKapCTBEHHBIX
InperapaToB MHOCTPAHHOTI'O IIPOM3BOICTBA, I[IePBMYUHAA U (MJ‘IM) BTOpPMYHAA YIIaKOBKa
KOTOPEIX ocymecCcTBJIdeTCAa nim IIJIaHMpPpyeTCA OCyHmeCTBIJIATBECA B Poccurickomn
denmepaumnm.
PykoBoanTtenb
opraHusauuu-3a
AaBuTens

(noanuchk) (p.n.0.) (TenedboH, agpec aNeKTPOHHOWN NOYThI)

M.T1. (npn Hannuun)

WcnonHutenb

(mognwuceb) (.n.0.) (TenedpoH, agpec aNEeKTPOHHOW NOYThI)

MpunoxeHne N 3
k MNMpaBunam oba3aTtensHON nepeperucTpaLmm
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865

(pen. o 16.12.2019)

"O rocyaapCTBEHHOM PErysIMpoBaHUM LIEH Ha NIEKAPCTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

VHO®OPMALIUA
O MMHMMAJIbHEIX OTIYCKHBIX lLl€HaxX Ha JIEKapCTBEHHEM Npenapart
B MHOCTPAHHHX I'OCyIapcCTBax

B 2019 - 2020 rogax 3aperncTpupoBaHHbIX
npenenbHbIX OTMNYCKHbIX LleH Npou3BoauTenen
Ha nekapCcTBEHHbIE NpenapaThbl, BKIOYEHHbIE
B NepeyeHb XU3HEHHO HEOOXOAMMbIX

N BaXXHEWLUMX NEKAPCTBEHHbIX NpenapaToB

CBemeHus O JIEKAPCTBEHHOM [Ipernapare

(dopma)

1.1. Homep pernctpaumoHHOro yaocToBepeHus

1.2. MexagyHapoaHoe HenaTeHTOBaHHOE, UMW rpynnUPOBOYHOE, UMK
XMMUYECKOE HaMeHOBaHue

1.3. ToproBoe HaMMmeHoBaHue

1.4. JlekapcTBeHHas oopma, 4O3MPOBKA UMK KOHLIEHTpaLUmsl, 06beM,
aKTMBHOCTb B €AuHMLIaX OEeNCTBUS

1.5. O6Lwee KONNMYECTBO BO BTOPUYHON (NOTPEOUTENBCKON) YNaKoBKe

ocypapcTtea OtnyckHasa | OTnyckHasa ueHa | OtnyckHasa ueHa | Haume | Pacuet
LueHa npovsBoguTens | Npov3BOOUTENS | HOBAHW | OTMYCKH
npoussoauT Ha Ha e on
ens Ha NeKapCTBEHHbIN | NEKApCTBEHHbIN | MHOCTP | LieHbl B
nekapcTBeH | npenapar 3a 1 npenapart 3a aHHOM | pybnsx
HbIN neKkapcTBEHHYO eavHuLy BantoT | <**>
npenapar 3a dopmy (B JencTeytoLLero bl
yrnakoBky (B WHOCTPaHHOM BellecTBa (B
WHOCTPaHHO Bantore) <*> WHOCTpPaHHOM
" BanoTe) Bantore) <**>
BeHrpus

'peveckasa Pecnybnuka
KoponescTtBo benbrus
KoponescTBo VcnaHua
KoponescTtBo HuaepnaHgos

Pecnybnuka Mornbla

PyMmbIHNA

CnoBaukas Pecnybnuka
Typeukas Pecnybnuka

®paHuysckasa Pecnybnuvka

HafexXXHaa nNpaBoBad noaAepXXkKa
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C

[aTta coxpaHerus: 19.03.2020

"O rocyaapCTBEHHOM PErysIMpoBaHUM LIEH Ha NIEKAPCTB...

Yewickast Pecnybnuka

CtpaHa npousBoguTens

<*> PacCuMTHBaeTCs B CJjlydyae o00g3aTeJIbHOM IepeperucTpauum B 2019 - 2020
romax IpeneJyibHOM OTIIYCKHOM ILleHH Ha JIeKapCTBEHHBEM [pelapaT, KOJUYEeCTBO
JIEKAaPCTBEHHEIX GopM B HNOTPeBUTENBLCKOM yIakoBKe (KOJIMUYECTBO O3 B yNAaKOBKE,
oBBEM) KOTOPOTO OTCYTCTBYET B OTHEJILHEIX I'OCYyIapCTBaX.

<**> PaccumMTHBaeTCs B cjiydae oOa3aTeJIbHOM HNepeperucTpaumm B 2019 - 2020
romax INpelesyibHOM OTIYCKHOM IeHEl Ha JIEKapCTBEHHHM NpenapaT C HOO3MPOBKOI,
KOTOpasd OTCyTCTBYET B OTOeJIbHEIX rocymapcrBax. B pacueTe HEe Y4UYUTHEIBAKTCHA
Brvoxanme CMeXHEIe IDO3VPOBKM, [IpeBHIIalIME IDO3VPOBKY 3a8BJIEHHOTO
JIEKAPCTBEHHOT'O IIpernapaTa, [IPelHA3HaYeHHOTO g [NPMMEHEeHUs B IelMaTpuUdecKoMr
IIpaxKTUKe (Ha OCHOBAHUMN CBe,JIeHMﬁ MHCTPYKLUVNM 1O MEeOUMIMHCKOMY HpMMeHeHI/HO) 7

Bojyiee ueM B 2 pasza.

<HRKE>

[lepecueT LIEeHHE B MHOCTPAHHOM BaJjioTe B PyOJIM OCYWECTBJISETCS IO

cpenHeMy KypCy COOTBETCTBYWUIENM MHOCTPAHHOM BaJIOTH k py6iso Poccuiickoin

denmepaumnmn,
Tonm.

[IpuMeuaHuUe.

PykoBoauTtens

YCTaHOBJIEHHOMY UeHTpalbHEIM OaHKOM Poccuiickon demepauum 3a 2018

B CcJlydae ecJaM LUeHBH B OTHEeJIBHEIX CTPpaHax OIpelejidnTcsa Ha
OCHOBE MEeXT'OCyIapCTBEHHBIX COoTJIalleHMM IO BONpOoCaM IIOCTaBKU
JIeKapCTBEHHOTO IIpelnapara, HeoBOXOoOUMO yKasarThb OCOBEHHOCTH
bopMUpPOBaAHKA STUX LHeH. [lpy 5TOM He YUMUTHBAKTCHA LLeHH Ha
JIeKapCTBEHHEIE IIpenapaTe, [IOCTAaBJIgeMEEe 3a CYeT MeXIYyHapOIHBIX
OMHAHCOBBIX oOpTraHM3aumun (ponmos) 1o peleHno BcemmupHOM

OpraHM3anmy 30PaBOOXPaHEeHUA.

opraHunsauunmn-3a

AButensa

Ncnonuutenb

(mognwuce) (¢p.n.0.) (TenedoH, agpec aNEeKTPOHHOW NOYTHI)

M.I. (npu Hanuunn)

(noanuchb) (¢p.n.0.) (TenedoH, agpec aNeKTPOHHOWN NOoYThI)

Mpunoxexne N 4

Kk MNMpaBunam ob6s3aTensHON NepeperucTpaLmm
B 2019 - 2020 ropax 3apermcTpMpoBaHHbIX
npeaernbHbIX OTMYCKHbIX LIeH Mpou3BoguTenen
Ha nekapCcTBeHHbIe NpenapaTbl, BKIKOYEHHbIE
B NepeyeHb XXM3HEHHO HEeOOXOANMbIX

W BaXKHEWLINX NeKkapCTBEHHbIX NpenapaTos

CBEIEHVA
O HaJIMUMM 3aPEeTrUMCTPUPOBAHHEIX [MPEeNeJIbHEIX OTIIYCKHBIX LIeH
3a9BJISEMOTO JIEKAPCTBEHHOTO Mpenapara
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[lokyMeHT npefoctasneH KoHcynbTaHTloc

[aTta coxpaHerus: 19.03.2020

(HaMMeHOBaHME OpTraHM3aAlLUM-—3aIBUTEIIT)

I. CBemeHus O JIEKAPCTBEHHOM Mpernapare

1.1.  Homep pernctpaunoHHOro yaocTtoBepeHus
1.2.  MexagyHapogHoe HenaTeHTOBaHHOE, UMK rpynnUPOBOYHOE, UMM XMMUYECKOe
HanMeHoBaHue
1.3. ToproBoe HanmeHoBaHue
1.4. JlekapcTBeHHas bopma, 4O3MPOBKA UM KOHLEHTpauusl, 06bemM, akTMBHOCTb
B eAnHuLax OencTBus
1.5. O6Liee KoNM4YeCcTBO BO BTOPUYHOM (MOTPEOMTENBCKOM) YNaKkoBKe
ITI. PacueT LeHH
N Bnageney Jlekapct | Konnyec| Howmep un 3apeructpupoBaHHas npegenbHas
n/n perncTpaumoHHOro | BeHHas | TBO B hata OTNYCKHas LieHa npoussoanTens
yAOCTOBEPEHUSA dopma, | noTpedbu | npukasa o | Ha nekapCTBeHHbIN npenapart (6e3
nekapcTBeHHOro [031pOoB | TENLCKO | rocygapcTee HOC), pybnen
npenapaTa Ka n HHOM
(npousBoguTens, YyMakoBK | permcrpauum 3a pacyeT 3a| pacyeT 3a
YMaKOBLLMK, e (nepeperuct | noTpebn OofHY eouHuLYy
opraHusauus, pauun) TEenbCKy | NekapcTs | AencTByloLLer
ocyLecTBRsoLWas npegensHomn t0 €HHYI0 0 BellecTBa
BbIMYCKaOLLNIA OTNYCKHOM | YMakoBK | dhopmy
KOHTPOIb) LeHbl y
1 2 3 4 5 6 7 8
PykoBoanTtenb
opraHusauumn-3a
aBuTens
(mognwuceb) (.n.0.) (TenedpoH, agpec aNEeKTPOHHOW NOYThI)
M.I. (npu Hanuunn)
WcnonHutenb

(mognwuceb) (.n.0.)

(TenedoH, agpec aNeKTPOHHOW NoYThI)

MpunoxeHne N 5

Kk MNMpaBunam ob6s3aTensHON NepeperucTpanmm
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

B 2019 - 2020 rogax 3aperncTpupoBaHHbIX
npenenbHbIX OTMNYCKHbIX LleH Npou3BoauTenen
Ha nekapCcTBEHHbIE NpenapaThbl, BKIOYEHHbIE
B NepeyeHb XU3HEHHO HEOOXOAMMbIX

N BaXXHEWLUMX NEKAPCTBEHHbIX NpenapaToB

dOPMYIbI
PACYETA NOHMXAKOLNUX KOIPDPULIMEHTOB, MNPUMEHAEMbIX
NMPU OBA3ATEJIbHOM NEPEPEMMCTPALIUU B 2019 - 2020 FOOAX
NPEQENbHBLIX OTNYCKHbIX LLEH MPOU3BOAUTENEN
HA BOCMNMPOU3BEOEHHbIE, BUOAHAINOIOBbIE
(BUOMNOAOBHbIE) NEKAPCTBEHHbIE NMPEMAPATbI

www.consultant.ru CrpaHuua 36 ns 51
HageXXHas NpaBoBas noaaepXkKa


http://www.consultant.ru/
http://www.consultant.ru/

MoctaHosneHue MNpasutenscrea PO ot 29.10.2010 N 865

(pen. ot 16.12.2019)

"O rocynapCTBEHHOM PerynMpoBaHWUM LiEH Ha NeKapcTB...

[okymeHT npepocTtasneH KoHcynbTaHTIt0C

[ata coxpaHeHnus: 19.03.2020

3apeructpupoBaHHas | [oHmxaoWwmnm KoapdrumneHT ons pacyeTta IMoHwxkatowmm koapprumneHT gnga pacyerta
npegenbHas LeHbl Ha BOCMPOU3BEAEHHbIN NeKkapCTBEHHbIN LeHbl Ha brnoaHanoroBbIn (6ruonogo6HbIN)
OTMYyCKHas LieHa 3a npenapar, K; nekapcTBeHHbIN npenapar, K,
noTpebutenscKyto
yNaKoBKy npoussoauTens WMHOCTPaHHOro npoun3BoanTEns WHOCTPaHHOro
pedepeHTHOro rocygapctea - YneHa | npomsBoAcTBa <*>, | rocygapcrsa - YneHa npoussoacTea <*>,
neKkapcTBEHHOro EBpasunckoro NpOLLEHTOB EBpasuiickoro NpOLLEHTOB
npenaparta, Lpeq SKOHOMUYECKOro SKOHOMWYECKOro
(pybnen) COl03a, NPOLIEHTOB COl3a, NPOoLIEHTOB
0o 100 pybnen 0 0 0 0
(BKNOYUTENBHO)
oT 100 py6neit 1o 0 4 X (Upeg)”** - 10 0 0

500 pybnen
(BKNOYUTENBHO)

ot 500 pybnen go
100000 py6nei

3,6 X (Lpe) > - 10

4 X (Upeg)”** - 10

0,6 X (Upeg)** - 5

0,39 X (Lpep)™*' - 5

(BKNOYUTENBHO)
cBbiwe 100000 40 55 25 40
pybnew
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

<*> JlekapcTBeHHbIE NpenapaTtbl MHOCTPAHHOIO NMPOM3BOACTBA, B TOM YMCIE NepBUYHasi U (MNn) BTOpUYHas
yrnakoBKa KOTOPbIX OCYLLECTBSETCS UMK NnaHMpyeTcs ocyLecTBnsaTbCs B Poccuiickon deaepaumn.

YTBEPXOEHDI

MoctaHoBneHuem NMpaButenscrea
Poccuiickon ®eaepaunn

oT 29 okTabpsa 2010 r. N 865

NMPABUNA
BEOEHUA FOCYOAPCTBEHHOIO PEECTPA NPEAENbHbIX OTMYCKHbIX LIEH
NPOU3BOAUTENEW HA NEKAPCTBEHHBIE NPEMAPATbI, BKITKOYEHHbIE
B NEPEYEHb XXU3HEHHO HEOBXOAUMbIX N BAXXHEULLUKUX
NEKAPCTBEHHbIX NMPEMAPATOB

Cnncok N3MEHSIOLLNX JOKYMEHTOB
(B pen. MoctaHoBneHun MNMpaeutensctea P® ot 08.10.2018 N 1207,
oT 16.12.2019 N 1683)

1. Hacrosiwme [paBuna ycTaHaBnuBalT MNOPSAOK BeAEHWS FOCyAapCTBEHHOrO peecTpa npeaenbHbIX
OTMYCKHbIX LEH MpOU3BOAMTENEA Ha JleKkapCTBEHHble MpenapaTbl, BKMOYEHHbIE B MepeyYeHb KU3HEHHO
HeobX0AMMbIX U BaXXKHENLLNX NeKapCTBEHHbIX NpenapaToB (aarnee - peecTp).

2. Peectp gBnsetca depepanbHOW MH(OPMAaLMOHHOM CUCTEMOM, cogepxalleh CcBedeHus o
rocy4apCTBEHHOW perucTpauuv npeaeribHbiX OTMYCKHbIX LieH Mpov3BOAMTENen Ha NekapcTBeHHble npenapaThbl,
BKIMIOYEHHblIE B MepeyeHb >XU3HEHHO HEOOXOAUMbIX M BaKHEMWWX feKapCcTBEeHHbIX MpenapaTtoB (ganee -
rniekapcTBeHHble npenaparbl).

3. Peectp Begetca MuHucTepcTBOM 34paBooxpaHeHus Poccuiickon denepaumm B 3NEKTPOHHOM Buae C
NpUMEHEHNEM aBTOMATU3NPOBAHHOW CUCTEMbI MyTEM BHECEHUSI B PEECTP PEECTPOBbLIX 3anncen.

4. BepeHune peecTpa  OCYLLECTBMSIETCA B  COOTBETCTBMM C  €OUHbIMM  OpraHu3aLMOHHbIMMU,
METOAONOMMYECKUMU U MPOrpaMMHO-TEXHUYECKUMIU  MpuHUMNamu, obecrneymBaloWUMN  COBMECTUMOCTb U
B3auMOENCTBUE peecTpa C MHbIMU deaepanbHbIMU MHAPOPMAaLMOHHBIMU CUCTEMaMU U CETSIMU.

5. PeectpoBas 3anncb O TOCYOapCTBEHHOW peructpauum (nepepeructpauum), obsasaTenbHowm
nepepeructpaumm B 2019 - 2020 rogax npeaesibHOW OTMNYCKHOW LEHbl NPOM3BOAMTENSA Ha JleKapCTBEHHbIN
npenapart (ganee - peecTpoBas 3anncb) COAEPXKMUT CrieayloLIne CBeAeHs:

(8 pea. MNoctaHoBneHus MpasuTtensctea P® ot 16.12.2019 N 1683)

a) HauMeHoBaHWe [epxaTens WnM Bnagenblia pPerucTpauyMoHHOro YAOCTOBEPEHUS NEKApCTBEHHOrO
npenapaTa, HavMMeHOBaHWe MPOW3BOAMTENS NIEeKapCTBEHHOrO npenaparta, CBeAeHUs O pernctpauuu gepxarens
Unu Bnagenbla perncTpaumMoHHOro YAOCTOBEPEHUS NIEKAPCTBEHHOIO Npenaparta B Ka4ecTBe HanoronnaTenbLuka,
CBEOEHMs O perncTpauum npousBoAMTENs feKapCTBEHHOrO npenapaTa Ans MeAWLUHCKOrO NPUMEHEHUs B
KayecTBe HarnoronnaTenbliMKa B CTpaHe perncTpaumm (ans poCCMNCKMX PUONYECKUX NULL - MAEHTUMUKALNOHHBIN
Homep Hanoronnatenbwuka (MHH), ons MHOCTPaHHbIX IOPUANYECKUX MWL, - CTpaHa pernctpaumm, HauMmeHoBaHue
PErncTpupyloLLEro oOpraHa, PerncTpauuoHHbI HOMep, KOA HarnoronnaTtenbliyka B CTpaHe perucTpaumu
(MHKOpMOpaUMK) UMK ero aHarnor), MECTO HaxoXAeHUs1 NPOU3BOACTBEHHbIX MMOLA0K, y4acTBYIOLIMX B npoLecce
NpoM3BOACTBA NlekapCTBEHHOrO npenapara, ¢ ykazaHneM cTamu npoLecca NpovM3BoACTBa;
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

6) HaMMeHOBaHWe NekapcTBEHHOrO NpenapaTta (MexayHapodHoe HenaTeHTOBaHHOe, UMW rpyrnnMpoBOYHOE,
UMM XMMUYECKOoe M TOProBoe HaWMEHOBaHMs), a B Cllydae OTCYTCTBUS MEXAYHapOAHOro HenaTeHTOBaHHOro
HaMMEHOBaHMs - HaWMeHOBaHWe, B COOTBETCTBUM C KOTOPbIM NeKapCTBEHHbIN MpenapaT BKMYeH B nepedyeHb
YKM3HEHHO HeoBX0AMMbIX U BaXKHEMLLIMX NEeKapCTBEHHbIX NpenapaTos;

B) HOMEp PErnMcTpPaLnoOHHOrO YAOCTOBEPEHUS NeKapCTBEHHOro npenapaTa;

r) mekapcTBeHHas dopMa C ykasaHueM [O03VPOBKM feKapCTBEHHOro npenapaTta M ero KonuyecTsa BO
BTOPWUYHOM (MOTPEeBbUTENBCKOWN) YNAKOBKe, a TakKe KOMMIEKTHOCTb;

[) 3apeructpypoBaHHas npefernbHasi OTMNyCcKHas LeHa NpouM3BOAUTENS Ha JeKapCTBEHHLIN npenapaT B
pyonsx;

e) pata u Homep npukasa MuHucTepcTBa 3gpaBooxpaHeHns Poccuiickon ®efepaummn o rocyaapcTBEHHON
permctpaumm (nepepernctpauun), obssatensHon nepepernctpauum B 2019 - 2020 rogax npeaenbHON OTNYCKHOW
LeHbl MPOU3BOAUTENS Ha NeKapCTBEHHbIV Npenapar;

(B pea. NocTtaHoBneHus MNpasuTtensctea PP ot 16.12.2019 N 1683)

X) LUTPMXOBOW KO, HAHECEHHbIN Ha BTOPUYHYIO (NMOTpebunTenbeKyto) YNakoBKy ekapCTBEHHOro npenapaTa;

3) KOO NeKapCTBEHHOro nmnpenapata MO aHATOMO-TEPAaneBTUYECKO-XMMUYECKON  Krnaccudukaumm,
pekoMeHAoBaHHOW BcemMumpHon opraHm3aumnen 3gpaBooxXpaHeHus.

6. BHeceHue B peecTp peecTpoBOM 3anMCK OCYLLECTBIISETCA Ha OCHOBaHUW CBeOEHWUW, MOMyYeHHbIX Npu
rocygapcTBeHHOW peructpaumm (nepepeructpauum), obssatensHon nepepeructpaummn B 2019 - 2020 rogax
npenenbHON OTNYCKHOM LeHbl NPOM3BOAUTENS HAa NeKkapCTBEHHbIN npenapar, B TeyeHne 1 pabodero gHs Co OHS:

(8 pea. NoctaHoBneHus MNpasutensctea P® o1 16.12.2019 N 1683)

MPUHSATUST PELLEHNUsT O rOCYQapCTBEHHON perncTpauuv npenenbHoW OTMYCKHOW LieHbl MPOW3BOAMTENs Ha
neKkapcTBEHHbIN npenapar;

NPUHATUS PeLLEHUsI O NepeperucTpaunn npeaenbHO OTNYCKHOW LieHbl MPOM3BOAUTENS Ha NeKapCTBEHHbI
npenapar;

NPUHATUSA pelleHns 06 obasaTtensHon nepepermuctpauum B 2019 - 2020 rogax npegenbHOW OTNYCKHOM LieHbl
NPOV3BOAUTENS Ha fleKapCTBEHHbIV Npenapar.
(ab3ay BBeaeH lNMocTtaHoBneHuem MNpaBuTtensctea PP o1 16.12.2019 N 1683)

Mpu rocynapCTBEHHOW nepeperncTpauum peecTpoBasl 3anucb O TFOCYAAPCTBEHHOW  perucrpaumu
3aperncTpupoBaHHON NpefensHOrM OTMYCKHOM LieHbl MPOU3BOAUTENS Ha NeKapCTBEHHbIN npenapaT AonosHaeTcs
HOMEpPOM W [aTon pelleHuMs O rnepeperncTpauny npefenbsHoM  OTMNYCKHOW LieHbl Mpou3BoAuTENsd Ha
nekapcTBeHHbIN npenapar.

Mpy npuHatnm MuHucTepcTBoM 3apaBooxpaHeHns Poccuiickon degepaumm pelleHmns 0 nepeperncTpaumm,
obsizatenbHon nepepernctpauum B 2019 - 2020 rogax npenenbHOM OTMYCKHOW LeHbl MPOU3BOAUTENS Ha
NeKapCTBEHHbIN NpenapaTt COOTBETCTBYOLAA MHOPMaLUa BHOCUTCA B PEECTPOBYIO 3aNUChb C yKazaHMeM Homepa
M Aatbl peLeHns o nepepeructpaunm, obasatensHon nepeperncrpauyun B 2019 - 2020 rogax.

(B pea. NoctaHoBneHus MNpasutensctea PP ot 16.12.2019 N 1683)

7. BHeceHune nsmeHeHui B peecTpoBYIO 3aNnChb OCYLLECTBNAETCH B YacTu:

U3MEHeHNs1 CBefleHW O perucTpauuu aepxaTtens unv Bragenbua perncTpauuoHHOro YAoCTOBEpEeHUd
NnekapCTBEHHOro Mpenapata B KadecTBe HamoronnaTenbliyka (Ans POCCUMCKMX — OPUONYECKUX nny -
naeHTUMKaUmMOoHHbIN HoMep Hanoronnatenbswmka (MHH), ona MHOCTpaHHbIX OpuguYecknx nuy - cTpaHa
permctpaumv, HaMMeHOBaHWe PEerncTpypyloLLEro opraHa, pernMcTpaunoHHbIA HOMEpP, Ko HamoronnaTenblivka B
CTpaHe perncrpaumm (MHKopnopauum) UM ero aHarnor);

(ab3au BBeaeH NoctaHoBneHnem MNMpasutensctea P® ot 16.12.2019 N 1683)

M3MEHEHNS CBEOEHUN O perncrtpauun npom3BoanTena nekapCTtBeHHOro npenaparta Anda mMeguumHCKOro
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019) [lokyMeHT npefoctasneH KoHcynbTaHTloc

"O rocyaapCTBEHHOM PErysIMpoBaHUM LIEH Ha NIEKAPCTB... Aata coxpanerua: 19.03.2020

NPUMEHEHMS B KayecTBe Haroronnartenbliuka B CTpaHe peructpaumm (4ns pOCCUNCKUX HOPUAMYECKUX NuL, -
noeHTUMKaUNOHHbIN HOoMep Hanoronnatenswmka (MHH), ona WMHOCTpaHHbIX OPUANYECKMX NWL, - CTpaHa
perncrpaumm, HaMMeHOBaHWe PErucTpuUpyoLLEro opraHa, pPermcTpauuoHHbI HOMEp, Ko Hanoronnartenblinka B
CTpaHe perncrpaumy (UHKopnopawum) unm ero aHanor);

(ab3au BBeaeH NoctaHoBneHnem MNMpasutenscrea PP ot 16.12.2019 N 1683)

NW3MEHEHNA HaMMeHOBaHNA J1EeKapCTBEHHOro npenapara (Me>|<p,yHapo,u,Horo HenaTteHToBaHHOro, Wwin
rpynnmpoBOYHOro, nnn XxmMmmn4ecKoro n Toproeoro HaMMeHOBaHMVI);

HanMcaHunsi nekapcTBEeHHON hOpPMbl;
HanMcaHusi 4O3NPOBKM NIEKAPCTBEHHOIO NpenapaTa;
N3MEHEHWs1 KoJa NekapCTBEHHOrO Npenaparta no aHaToMo-TepaneBTUYEeCKO-XMMUYECKOW Kraccudukauum;

M3MEHEHUs [epxartena unu Brnagenbla PerucTpauLuMoHHOro YAOCTOBEpPEeHUs NekapCTBEHHOro npenapara,
€ro opraHu3aLoHHO-NPaBOBOI (hOpMbI;

W3MEHEHUS  MPOU3BOAMTENS, €ro  OpraHW3auuoHHO-NpaBoBOM  opMbl, aapeca MPoM3BOAMTENS
neKkapcTBEHHOro npenapaTa npuv YCroBUM COXPAHEHUSI €r0 NMPUHAANEXHOCTU K roCyaapcTBY - YneHy EBpasuiickoro
9KOHOMMWYECKOr0 COH3a UM MHOCTPAHHOMY MPOU3BOAMUTENIO;

M3MEHEHNST HaUMeHOBaHUM NPON3BOACTBEHHbLIX MnowagokK, y4dacTBywLWMX B npouecce npoun3BoacTea
NEKapCTBEHHOrIO npenaparta, X MeCToHaxoXaeHna npu ycrnoBmn CoxXxpaHeHnda nx npnHagnexxXHoCTn K rocyaapcrtBy
- YneHy EBpa3vu7|0|<oro 9KOHOMMYECKOro corsa uin NHOCTpaHHOMY NPoOn3BOANTETNHO,

N3MEHEHUs1 HOMepa PermcTpaLnoHHOrO YAOCTOBEPEHNSA NeKapCTBEHHOro npenapaTa;

N3MEHEHUsT LUTPUXOBOrO KoAa, HAHECEHHOro Ha BTOPMYHYHO (MOTPEOUTENbLCKY) YNaKkoBKY NeKapCcTBEHHOro
npenapara;

WU3MEHEHNs1 KOMMMEKTHOCTU NEeKapCTBEHHOro mnpenapaTta (Npy YCnoBuMW OTCYTCTBUS WU3MEHEHUS ero
KOnm4ecTBa BO BTOPUYHOM (MOTPeBbMTENbCKOW) ynakoBke);

NU3MeHeHnss OpPMbl BbIMyCKa JNEKapCTBEHHOro npenapara, COMnocTaBuUMOW MO feKkapCTBEHHON (opMe,
[03NpOBKe (KOHUEHTpauuu, aKTMBHOCTM B eAuHMUax AewcTBus) M obliemy KOnuuyecTBy BO BTOPUYHON
(noTpebuTtenbckon) ynakoBke (3a WCKMOYEHMEM CriydyaeB, MpedycMOTPEeHHbIX nyHkTom 25 [lpasun
rocyqapCTBEHHOW peructpaumMm u nepeperncTpaumMn ycTaHaBnNMBaeMbliX MPOU3BOAUTENAMU FeKapCTBEHHbIX
npenapaToB npeAenbHbIX OTMYCKHbIX LEH Ha JleKapCTBEHHbIE Mpenaparthbl, BKIOYEHHbIE B NepeyeHb XU3HEHHO
HeobOXOAMMbIX W BaXKHEMLIMX JleKapCTBEHHbIX NpenapaTtoB, YTBEPXKAEHHbIX nocTaHoBrneHumem [lpaBuTenbcTea
Poccuinckon ®epepaummn ot 29 oktabps 2010 r. N 865 "O rocygapCTBEHHOM perynupoBaHuM LeH Ha
nekapcTBeHHble npenaparbl, BKIIOYEHHbIE B NepevYeHb XXM3HEHHO HeobXOoOUMbIX U BaXKHEMLLMX NeKapCTBEHHbIX
npenapaToB").

BHeceHue ykasaHHbIX M3MEHEHUIN OCYLLECTBIIAETCS HA OCHOBaHWW 3asBMeHUs depxaTens unu Bnagensua
perncTpaumMoHHOro YO4OCTOBEPEHMS NIEKapCTBEHHOrO npenapara (ynosIHOMOYEHHOro UM nuua), npeacTaBnsiemMoro
Ha OymaxHoM HocuTene (B 1 9k3emnnsipe) M B IMEKTPOHHOM BMAE MO (OpMe COrnacHoO MPUOXKEHMHD,
MuHuctepctBom  3gpaBooxpaHeHuss  Poccumckon  ®Pepepaumm  6e3  cormacoBaHus ¢ PepgepanbHOM
aHTUMOHOMOMbHOW CNyXboW C CcoxpaHeHWeM mnocrnegHen 3aperMcTpUpoBaHHOM UEHbl Ha feKapCTBEHHbIN
npenapar.

MuHucTepcTBO 3gpaBooxpaHeHuss Poccunckon Pegepaummn no pesynbTataM BHECEHUS W3MEHEHVMN B
peecTpoByIO 3anucb BblAaeT AepXaTernio unuv Bnagernbuy PerncTpalyoHHOro YAOCTOBEPEHWUs] NeKapCTBEHHOro
npenapaTta (YynonHOMOYEHHOMY UM NULLY) BbINUCKY U3 peecTpa.

JonyckaeTca BHeceHue W3MeHeHMWid B peecTp 6e3 cormacoBaHua ¢ depepanbHoit aHTUMOHOMOSBLHOM
cnyx6oit ¢ coxpaHeHMeM nocrnefHei 3aperucTpupoBaHHON LieHbl Ha NEeKapCTBEHHbIN npenapaT WMHOCTPaHHOro
NMPOM3BOACTBA MNPV BHECEHWM W3MEHEHUS B PEECTPOBYD 3anncb B 4YacTU W3MEHEHUA WHOCTPaHHOro
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

npoussoauTens Ha NPoOM3BOANTENSA roCyaapcTBa - YrneHa EBpasninckoro 3kKOHOMUYECKOro Co3a.
(8 pea. MNoctaHoBneHus MNpasutensctea P® o1 16.12.2019 N 1683)

CooTBeTCTBYIOLWNE U3MEHEHUS BHOCATCA B PEECTPOBYKO 3anucCb C yKazaHMeM HOMepa W AaTbl BHECEHUS
N3MEHEHUN.

8. MNpu BHECEHMM U3MEHEHWA B PEECTPOBYH 3anMuCb B COOTBETCTBUM C MYHKTOM 7 HacTtoswmx [Mpasun B
crnyyae, ecnu B pamMKkax OJHOr0  PerucTpauMoHHOrO  YOOCTOBEPEHWs  NEKapCTBEHHOro  npenaparta
3aperncTpupoBaHO HECKOIbKO NpeaenbHbIX OTNYCKHbIX LIeH NPOM3BOAUTENEN Ha 3TOT NeKapCTBEHHbIN npenapaT ¢
Takumu e nekapcTBeHHON (POPMOW, JO3UPOBKON N KONMYECTBOM BO BTOPUYHON (NOTPeBbUTENbCKOWN) ynakoBke, TO
nocrneaHsas 3aperMcTpupoBaHHas LeHa onpedensdeTcss C y4eTOM KOMMIIEKTHOCTM JieKapCTBEHHOro npenapara,
dopMbl  BbiMyCka JI€KapCTBEHHOrO npenapata W CTPaHbl-NPOM3BOAMTENSA  JIEKApPCTBEHHOrO npenaparta
(Mpon3BOACTBEHHBIX NMOLLAA0K, YHaCTBYHOLNX B NMPOLLECCE NPOM3BOACTBA fIekapCTBEHHOMO Npenapara).

9. CBepeHusa O rocygapCTBEHHOW peructpaummn (nepepeructpaumu), obssatenbHON nepeperncrpaumn B
2019 - 2020 rogax npegenbHOW OTMYCKHOW LEHbl MPOM3BOAWTENS Ha fekapCTBEHHbI npenapaTt noanexart
WCKIIOYEHMNIO U3 peecTpa B criyvae:

(8 pea. NoctaHoBneHus MNpasutensctea P® o1 16.12.2019 N 1683)

a) npeacTaBneHUss OepxaTeneMm WNu BriadenbLeM PerMcTpaLMoHHOIO YAOCTOBEPEHUs NeKapCTBEHHOro
npenapara (ynoJIHOMOYEHHOro UM NMua) 3asiBleHust 06 UCKIIOYEHNM CBEAEHMI U3 peecTpa B CBSI3U C OTCYTCTBUEM
nekapcTBEHHOro npenapaTta B o6palleHnn Ha Tepputopun Poccuiickoin degepauuu;

6) UCKMNIOYEHUs1 NeKkapcTBEHHOro mpenapara M3 rocyaapCTBEHHOro peecTpa NeKapCTBEHHbIX CpeacTs Ans
MEAULIMHCKOrO NPUMEHEHUS;

B) WCKIOYEHUS NEeKapCTBEHHOro mnpenapata M3 MepeyYHsl XWU3HEHHO HeOoOXOAUMBIX W BaXHEMLMX
neKapcTBEHHbIX NpenapaTos;

r) UCTeYeHNs cpoKka roJHOCTU 3aperncTpupoBaHHoro B Poccuiickoi ®eaepaumm nekapcTBeHHOro npenapara,
CPOK AeCTBUSI perncTpaLnoHHOro YA0CTOBEPEHMS! KOTOPOro UCTEK;

4) OTMEHbl peleHuss O TrOoCydapCTBEHHOW perucTpauuMn wnu nepeperncrpauun, obszaTensHomn
nepepeructpauun B 2019 - 2020 rogax npeaenbHOM OTMYCKHOW LieHbl NMPOW3BOAUTENS Ha JIEKAPCTBEHHbIN
npenapar.

(8 pea. NoctaHoBneHus MNpasutensctea PP o1 16.12.2019 N 1683)

10. YnonHOMO4YeHHOE NWUO JdepxaTtens unu  Bnagenbua  pPerncTpauMoHHOro  yOOCTOBEPEHUS
neKkapcTBEHHOro npenapaTa NpeacTaBnsieT JOKYMEHT, NOATBEPXXAAOLUMIA €ro NONTHOMOYMSI.

11. Mpu NpmHATUM MUHUCTEPCTBOM 3apaBooxpaHeHuss Poccuiickon ®egepaunn pelieHnst 00 UCKIYeHUn
CBefeHUn O rocyfapcTBEHHOW peructpauuu rnpefenbHOW OTMYCKHOW LeHbl NMPou3BOAUTENS HAa NeKapCTBEHHbLIN
npenapaT COOTBETCTBYHOLLAA 3anucCb NPOM3BOANTCS B peecTpe B TedeHue 1 paboyero gHa o AHA NPUHATMS Takoro
peLleHmns C yKazaHneM OCHOBaHUS 1 AaTbl €ro NPUHATHS.

12. Peectp nybnukyetca Ha odwuumanbHOM canTe MwuHucTepcTBa 3apaBooxpaHeHus Poccurickon
depepaumn B MHGPOPMALNOHHO-TENEKOMMYHUKALUMOHHOW ceTu "WHTepHeT" u OOHOBnsieTCcs eXeOHEBHO C
COXpaHeHueM Ha cainTe BCcex npeaplayLwmnx peakumm peectpa.

13. WHdopmauma o 3apernctpmpoBaHHbIX npeferibHbIX  OTMYCKHbIX LieHax npousBoauTenen Ha
nekapcTBeHHble npenapaTbl pasMeLlaeTcsa B anTeyHbIX opraHn3aunsx B AOCTYNHOW AN BCEX 3aUHTEPEeCOBaHHbIX
niy dopMe C y4eToMm rpynnupoBKU MO MeEXAYHapOoOHbIM HenaTeHTOBaHHbIM HaVMEHOBaHUSM NeKapCTBEHHbIX
npenaparTos.

14. CeefeHusi, codepallneca B peecTpe, ABNSAITCA OTKPbITbIMUA U O6LLEAOCTYNHBIMI U NPeacTaBnaloTCs
3aMHTepecoBaHHbIM nuuam 6ecnnaTHo Mo UX NUCbMEHHbLIM 3amnpocaM B BUAE BLINUCOK M3 peecTpa B TeyeHue 5
[OHeW co OHSA NoCcTynneHus 3anpoca.
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865 [lokyMeHT npenocTaeneH KoHcynbTaHTTIoc
(pea. ot 16.12.2019) [laTa coxparenus: 19.03.2020

"O rocyaapCTBEHHOM PErysIMpoBaHUM LIEH Ha NIEKAPCTB...

MpunoxeHue

Kk MNpaBunam BeaeHus
rocy4apCTBEHHOro peecTtpa
3aperncTpupoBaHHbIX NpeaenbHbIX
OTMNYCKHbIX LLeH Npon3BoauTenemn
Ha NeKkapcTBEeHHble npenaparbl,
BKIMIOYEHHbIE B NEPEYEHb XU3HEHHO
HEOBX0aMMBbIX N BaXXHEWMLLNX
nekapcTBEHHbIX NpenapaToB

CnMcoK N3MEeHSLWNX JOKYMEHTOB
(B pea. NoctaHoBneHus MNpasutensctea P® ot 16.12.2019 N 1683)

(dopma)
3AABJIEHUE
O BHECEHMUM MBMEeHEeHUM B peeCTpOoByK 3allMiCb O I‘OCYJIapCTBeHHOﬁ
perncrpalrunr IrpeneJiIbHBIX OTIIYCKHBIX ILIeH HpOMBBOHMTeJ’[eﬁ
Ha JIeKapCTBeHHEIEe IIpellapaTel, BKJIIOUEHHBIEe B IIepPpedeHb XVM3HEHHO
H@O@XO,HMMI:;IX I BaXHeMIMX JIEKAPCTBEHHEIX IIpelriapaToB
3a4aBUTETD
(HauMeHOBaHMe, I[IOUTOBLHIM aIpec, alpecC BJIEKTPOHHOM IIOUTH)
ﬂepxaTenb nim BJIageJiel], PerMcrTpalOHHOTIO YOOCTOBEPEHMA JIEKapCTBEHHOTI'O
npemnapara
(HaMMeHOBaHMEe, IIOYUTOBEIM anpec, aIpecC DBJIEKTPOHHOM I1OUTH)
N | Ctagusa | Npousso | Agpe | Ctpa | [Ansa poccunckmx topungmyeckmx nuy - | HammeHo | Permctp
n/n | nponsso | gutenb c Ha naeHTUMUKaLUNOHHbIA HOMEp BaHVWe | auuOHH
actea | (HanmeH HanoronnartenblUuka, Ans perncTpm bIA
OoBaHue) WHOCTPaHHbIX HOPUAMYECKNX NUL, - KOA | pytoLLEero | HoMmep
HanoronnarenbLuka B CTpaHe opraHa
pervctpaumm (MHKoprnopaumm) unm ero
aHanor
1 2 3 4 5 6 7 8
N | Home | MexayHapogH | Topr | Jlekapc | Obwee | lNpepenbHas | Wtpuxoso | Kog | Kog
n/n p oe OBOe | TBEHHA | KONMW4YecT | OTMyCcKHas 1 koA, ATX| TH
perucT | HenaTeHTOBAHH | HANM 2| BO BO ueHa HaHECEHH B3
paumo oe, nnu €HOB | hopma, | BTOPUYH | Npon3BoanTen bl Ha EAD
HHOrO | rPYNNUPOBOYHO | aHMe | 4O3UpOo on s 3a BTOPUYHYIO C
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019) [lokyMeHT npefoctasneH KoHcynbTaHTloc

"O rocyaapCTBEHHOM PErysIMpoBaHUM LIEH Ha NIEKAPCTB... Aata coxpanerua: 19.03.2020

yaocT e, unm BKka, |(noTpebwu | notpebutensc | (notpedut
oBepe | xummyeckoe KOMMNIie | TeMNbCKOW | Kyl YNaKOBKY | €NbCKYHo)
HUSA | HAaMMeHoBaHue KTHOCTb ) <**>6e3 HOC | ynakoBky
<*> <**> | ynakoBke (pybnewn)
1 2 3 4 5 6 7 8 9 10
YNonHoMo4YeHHoe
nmuo
(p.n.0.) (BomKkHOCTB) (moanwuce)

KoHTakTHble Agpec anekTpoHHOW
TenedoHbl noyThl

M.I. (npn Hanu4un)

<*> B cny4yae OTCyTCTBUA MeXOyHapoOHOro HenateHToBaHHONo HauMMeHOBaHuA B pernctpauyMoHHOM
yOoCToBepeHNn nNneKapCTBEeHHOro npenaparta YKa3blBaeTCA HauMMeHOBaHWME JieKapCTBEHHOro npenapara,
npegycmMoTpeHHoe nepeyvyHemM XU3HEeHHO HEeobX0OMMBbIX U BaXKHENLLNX NeKapCTBEHHbIX npenapaTos.

<**> B cnyyasx, npegyCMOTPeHHbIX nyHkToM 25 T[lpaBun rocygapCTBEHHOW peructpaumm  u
nepeperucTpauuun npegenbHbIX OTNYCKHbIX LleH NPpon3BoAMTENen Ha nekapCTBEHHbIe npenaparbl, BKMNIOYEHHbIE B
nepeyveHb XN3HEHHO HEOOXOAMMbIX M BaXXHEMLLMX JIEKAPCTBEHHBLIX NPenapaToB, YTBEPXAEHHbIX NOCTAHOBIEHVEM
MpasuTtenbctBa Poccunckon ®epepauum ot 29 oktsabpsa 2010 r. N 865 "O rocygapcTBEHHOM pPerynupoBaHvm LIEH
Ha nekapcTBeHHble NpenapaTbl, BKIIOYEHHbIE B MEPEeYEHb XXM3HEHHO HEOOXOAMMbIX U BaXKHENLLMX FIEKAPCTBEHHbIX
npenapaToB", OOMONHUTENbLHO YKasblBaeTcA opma BbiMyCKka NEKapCTBEHHOro npenapaTa, C y4eToM KOTOpOn
paccymTbiBaeTCa npegenbHas OTMYCKHAs LeHa npou3BoguTens 3a noTpebutenbCKylo ynakoBKY NEeKapCTBEHHOro
npenapaTa.

YTBEPXOEHDI

MocTtaHoBneHnem lNpaButenbcTBa
Poccuinckon denepaumm

oT 29 okTabpsa 2010 r. N 865

NMPABUNA
YCTAHOBIEHUSA MPEOEJIbHbIX PASMEPOB OMTOBbIX U MPEOEJIbHbIX
PA3MEPOB PO3HU4YHbIX HAOEABOK K ®AKTUMECKUM OTMYCKHbIM LLIEHAM,
YCTAHOBJEHHbIM NMPOU3BOAUTENAMU IEKAPCTBEHHbLIX MPEMNAPATOB,
BKNKOYEHHBIX B MEPEYEHb XXU3HEHHO HEOBXOAUMbIX U BAXXHEULLIUX
NEKAPCTBEHHbIX MPEMAPATOB, B CYBBbEKTAX
POCCUUCKOW ®EOEPALIUMN
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

CnmMcoK N3MEeHSLWNX JOKYMEHTOB
(B peq. MoctaHoeneHun MNMpaeutensctea P® ot 15.08.2014 N 816,
oT 04.09.2015 N 941, ot 03.02.2016 N 58, o1 16.12.2019 N 1683)

1. OpraHbl ucnonHuTenbHOMW BRNactTn cybbektoB Poccunckon depepaumm npvHUMalKT pelleHus o6
YCTaAHOBMEHMM NpeaenibHbiX pasMepoB OMNTOBbLIX HAA0aBOK M MpedernbHblX PasMepoB PO3HMYHBLIX HagbaBoOK K
aKTUY4ECKUM  OTMYCKHbIM LEHaM, YCTaHOBIIEHHbIM MNPOU3BOAMTENSAMM JIEKAPCTBEHHbLIX MpenapaTtoB, Ha
NeKapCTBEHHble npenapaTbl, BKIYEHHbIE B MEPEYEHb XXU3HEHHO HEOOXOAUMbBIX U BaXXKHEWLIUX FeKapCTBEHHbIX
npenapaToB (ganee COOTBETCTBEHHO - JIEKAPCTBEHHble nNpenapatbl, (aKTU4Yeckne OTMYCKHble LEeHbl
npovsBoguTenen), mnocre cornacoBaHWsi MNPOEKTOB  COOTBETCTBYWOLIMX peweHnn ¢ PegepanbHom
AHTUMOHOMOSIBHON CIYXOO0W.

MpenenbHble pasmepbl ONTOBbLIX HAA0ABOK M NpeaenbHble pasMepbl PO3HUYHbBIX HAA6aBOK K (PaKTUHECKUM
OTMYCKHbIM  LileHaM nNpou3BOAWUTENEN Ha NeKapCTBEHHble MpenapaTtbl, BbIPaXEHHble B MNPOLEHTax W
AnddepeHUMpoBaHHble B 3aBUCMMOCTM OT CTOMMOCTM feKapCTBEHHbIX MpenapaToB, YCTaHaBMMBalOTCHA B
OTHOLLEHMN OpraHM3auuin ONTOBOW TOProBMW, anTeYHbIX OpraHusauun, MHAMBWUAYanbHbIX NPeAnpUHUMaTenen,
MMEeIoLMX JMLEH3NI0 Ha ocyllecTBneHne ¢apmaLeBTUYecko OeaTenbHOCTN (Janee - WHAMBMAYyanbHble
npeanpuHUmaTtenu), MeaMuUMHCKUX OpraHu3auuii, MMeKLMX FMLEH3NI0 Ha ocyllecTBreHne capmaueBTUyYeckomn
AeATenbHOCTH, N x 060cobNeHHbIX NoapasaeneHunii (ambynatopuii, enbaluepckmx u denbaepcKo-aKkyLepeKnx
MyHKTOB, LEHTpoB (oTAeneHwun) obwen BpayebHOM (CEMEWHOWM) NPaKTUKW), PacroSlIOXKEHHbIX B CEMbCKMX

NnoceneHnsix, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHuv3aumv (ganee - MeOUUUHCKME opraHu3aumm),
OCYLLECTBMAIOLWMX peannsaumnio fnekapCTBEeHHbIX MpenapaTtoB Ha Tepputopum 3Tux cybbektoB Poccuiickon
depepauymm.

(n. 1 B pea. NoctaHoBneHus MNpasutensctea P® ot 03.02.2016 N 58)

2. OpraHbl ucnonHuteneHon Bnactn cybwektoB Poccuiickon dPepepauum ycTaHaBNMBAKT MNpenenbHble
pasMepbl OMTOBbLIX W MNpefernbHble pasmMepbl PO3HWYHBLIX HAN0aBOK K (PaKTUMYECKMM OTMYCKHbIM  LieHam
npou3BoaUTENEN Ha NEeKapCTBEHHbIE MpenapaTtbl B COOTBETCTBUMU C METOAMKOW, yTBepxaaemon PepepanbHom
aHTVMOHOMOMbHOM CyxX0b0K, ncxogsa U3 criegyoLmnx NPUHLMNOB:

(B pea. NoctaHoBneHus MNpasutensctea P® ot 04.09.2015 N 941)

a) BO3MELLEeHWe oOopraHvM3aumsiM OMNTOBOW TOPFOBMW, anTeYHbIM OpraHusauusiM, WHAMBUAYarbHbIM
npeanpuHUMaTensM W MeOUUMHCKUM OpraHuM3auusiM 3KOHOMUYECKM OOOCHOBaAHHbIX 3aTpaT, CBSA3aHHbIX C
3aKyMNKOW, XpaHeHWeM 1 peanusalmneit NekapCTBEHHbLIX NpenapaTos;

6) yyeT pasvmepa npubbinu, Heobxoaumon Ans obecrneveHuss opraHusaLuMii ONTOBOW TOPrOBMAM, anTeYHbIX
opraHusauuin, MHaMBMAYyanbHbIX NpeanpuHUMaTenein 1 MeauLMHCKUX OpraHu3aumin cpeactTBammn Ha obenyxusaHue
NpVBIIeYEHHOro KanuTana v uHaHCMpPOBaHWE APYrMX OGOCHOBAHHbLIX PACX0A0B;

B) yyeT B CTPYKType HagbaBOK BCEX HAmNOroB M WHbIX 06A3aTenbHbIX MNnaTexen B COOTBETCTBUMM C
3akoHogaTtenbcTBoM Poccuinckon ®eagepaunn.

3. MNop dakTnyeckon OTMYCKHOW LIeHOW MpPOU3BOAWUTENS Ha NEeKapCTBEHHbIM npenapaTt MoHMMaeTcs LeHa
(6e3 Hamora Ha [ODaBMEHHYHD CTOMMOCTb), YKa3blBaeMasi POCCUMUCKUM MNPOU3BOAUTENEM JE€KapCTBEHHOMO
npenapaTta B COMNPOBOAMTENbHOW OOKYMEHTauuM Ha ToBap, a MHOCTPaHHbIM MPOU3BOAUTENEM JE€KapCTBEHHOMO
npenapaTta - B COMNPOBOAMTENbHOM LOKYMEHTauMM Ha TOBap, HA OCHOBaHWWM KOTOPOM OdopMnseTcs rpysosasi
TaMOXeHHas Aeknapauusl, C y4eTOM pPacxO[OB, CBSI3aHHbIX C TaMOXEHHbIM OdopMieHMeM rpy3a (ynnaTtown
TaMOXEHHbIX MOLMMH U COOPOB 3a TaMOXEHHOE 0POPMIIEHME).

B cnyyae ecnu 3akoHogaTensCTBOM TaMOXEHHOro Col3a He NpeaycMOTpeHbl AeknapupoBaHne CTOMMOCTH
nepemMeLLlaemMblX 4Yepes3 TaMOXEHHYK rpaHuly Poccuiickon depepauum TOBapOB, MECTOM MPOUCXOXOEHMUS
KOTOpbIX SABNAETCS TEPPUTOPUS rOCydapCTB - Y4aCTHMKOB TaMOXEHHOro cot3a, 1 0popMIIeHne B OTHOLUEHUN UX
rpy30BOM TaMOXEHHOM JeKknapauuu TaMOXeHHbIMW opraHamu Poccuinckon ®degepaumn, noa  dakTudeckon
OTMYCKHON LEHOM MHOCTPaHHOro Mpou3BOAUTENS Ha feKapCTBEHHbIM npenapaT MOHMMaeTCcs LeHa, yKasaHHad
WHOCTPaHHbLIM NPON3BOAMTENEM NEKapCTBEHHOroO Npenapara B CONpoBOAUTENbHOW AOKYMEHTaLNN.

4. Cymma onToBbIX HaabaBOK K (PaKTMYECKOW OTMYCKHOW LeHe Mpou3BoaMTeNs Ha NeKkapCTBEHHbIN
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

npenapaTt, NPUMEHSIEMbIX BCEMW OpraHmsaumMsiMm ONTOBOM TOProBMM, Y4acCTBYWOLIMMW B peanu3auum 3Toro
neKkapcTBEHHOro npenapata Ha Tepputopum cybbekta Poccunckon ®depepaumu, He [OMKHA nNpeBblwaTh
COOTBETCTBYIOLLMIA NpeaenbHbIn pasMep ONTOBOW HaAbaBKW, YCTAaHOBMEHHbIA OpPraHOM UCMNONHUTENBHOW BNacTu
aToro cybbekra Poccuiickon ®epepaumu.

5. Paamep po3HM4HOM HagbaBkM K (PAKTMYECKOW OTMYCKHOW LieHEe MNpPOM3BOAUTENS Ha JeKapCTBEHHbIN
npenapaT, YCTaHOBMEHHbIA anTeYHOW oOpraHusauven, MHOUBMAyanbHbIM MpeanpuHuMarteneM n MeoULUHCKON
opraHusaumen, OCYLLECTBMASAOWMUMM peanu3auuio  NekapCTBEHHbIX MpenapaTtoB Ha Tepputopuum cybbekTa
Poccuiickon ®epepauunmn, He JOMKEH NPEBbILWATb COOTBETCTBYIOLUN NpeaenbHbIi pa3mMep pPO3HUYHOW HagbaBku,
YCTaHOBMEHHbIN OpraHoM MCNOMHUTENbBHOW BracTu aToro cybbekta Poccuiickon ®epepaumu.

6. Peanusauus neKkapcTBEHHbIX MpenapaToB oOpraHuM3auMsiMM  ONTOBOW  TOProBnu, anTe4YHbIMU
opraHuMsauusMn, UHAMBMAYANbHBIMU NPeanpUHUMATENSMU U MEeOULMHCKUMW OpraHun3aumsiMn OCYLLECTBMSETCS
MpU HanmMuMu NPOTOKOMA COrflacoBaHWUs LieH MOCTaBKM NEKApCTBEHHbLIX MpenapaToB, BKIOYEHHbLIX B NepeveHb
KMU3HEHHO HEOOXOAMMbBIX W BaXKHEWLLIMX FEKApCTBEHHbIX MpenapaToB, COCTABMEHHOIO MO ¢hOpMe CornacHo
MPUNOXEHWMIO, 3a UCKIMIOYEHNEM JIEKAPCTBEHHbIX NPenapaToB, KOTopble He Bbinn BKIOYEHbI B TaKOW NepeyeHb Ha
MOMEHT MX NPUOBpPETEHNS YKa3aHHbIMU OpraHn3aLmUsaMn U UHAMBMAYANbHBIMU NPEANPUHUMATENSAMMU.

lMpoTokon cornacoBaHUs LEH MOCTaBKM feKapCTBEHHbIX nNpenapaTtoB MoxeT ObiTb co3gaH B Buae
SMEKTPOHHOrO  JOKYMEHTa, MOAMWUCAHHOTO  YCUIEHHOW  KBanuUUMPOBAHHOW  3MIEKTPOHHOW  MOAMUCHIO
YNOSIHOMOYEHHbIX NUL, NOCTaBLUMKa M NoKynaTens.
(n. 6 B pea. NocTtaHoBneHus MNpaesuTtensctea PP ot 03.02.2016 N 58)

7. ®opmMupoBaHMe OTMYCKHOMW LieHbl Ha feKapCTBEHHbIN npenapaTt opraHu3auusiMM OMNTOBOW TOProBnu u
(vnn) anTevyHbIMKM OpraHu3auusiMy, MHOUBMAYaNbHbIMU NPeanpuHMMaTENs MU U MEAULMHCKMMU OpraHmM3aunsamMm
OCyLLEeCTBMNAETCA Ucxoad u3 akTn4eckom OTMYCKHOM LieHbl MPOU3BOAMUTENS Ha NeKapCTBEHHbIW mpenapaTt, He
npeBbllalolWenn  3aperucTpypoBaHHYl0O WM NEpeperucTpupoBaHHY0  NPedenbHY  OTMNYCKHYI  LieHy
NpoOM3BOAUTENS, U ONTOBOM M (MNN) PO3HUYHOW HaabaBOK, pa3mep KOTOPbIX He MpeBblllaeT COOTBETCTBEHHO
npegenbHbIA pa3mvep ONTOBOW U (MnM) NpeaernbHbI pa3Mep PO3HUYHON HaabaBKW, YCTaHOBIEHHbIe B CyObekTe
Poccuinckon ®egepaumn.

(8 pea. MNoctaHoBneHus MpasuTtensctea P® ot 16.12.2019 N 1683)

Mpu chopmmpoBaHMn opraHusauMsaMy ONTOBOW TOProBMM, anTeYHbIMU OpraHu3auusaMu, UHAVBUAYanbHbIMU
npegnpyHumMaTensMM W MeOULMHCKUMMW  OpraHv3aumsiMM  OTNYCKHOW LEeHbl Ha fekapCTBeHHbI npenapart
WMHOCTPaHHOIO NPOU3BOAUTENSA ONTOBas U (MNWN) pO3HUYHAs HagbasKkM NPUMEHSIOTCH K (DaKTUYECKOW OTMYCKHOW
LeHe Npov3BOAMTENSA Ha NeKapCTBEHHbIM npenapar, Aeknapvpyemon npu nepecedeHun ToBapoM TaMOXKEHHON
rpaHuubl Poccuiickon ®epepaumn, € y4eToM pacxodoB, CBSI3@HHbIX C TaMOXeHHbIM OdOpMMeHVWeM rpysa
(TamoxeHHbIX nownunH 1 cbopoB 3a TaMOXXeHHOe OOpPMIIeHME), He MpeBbIllaloWen 3aperncTpMPOBaHHY UNn
nepeperucTpMpoBaHHYI0 NpedenbHyl OTMYCKHYIO LieHy Npou3BOAMTENsS Ha 9TOT NeKkapCTBeHHbIM npenapart. [Npu
3TOM dpakTuyeckass OTMyCKHas LeHa npou3BoAMTENs Ha NekapCTBeHHbIV npenapaT, 3ajeknapvpoBaHHas B
MHOCTPaHHOW BarniTe, nepecyuTbiBaeTcs B pybnu no kypcy LleHTpanbHoro 6aHka Poccuiickon ®egepaumm Ha
AaTy odopMIIeHMS rPy30BOI TaMOXEHHON Aeknapauum.

(8 pea. NoctaHoBneHus MNpasutensctea PP ot 16.12.2019 N 1683)

B cnydyae, ykaszaHHOM B ab3aue BTOpoM nyHkTa 3 HactodAwwmx [MpaBun, ontoBas v po3HMYHas HagbaBKku
NPUMEHSIOTCA K (paKTUYeCKOW OTMYCKHOW LeHe NpovM3BOAWUTENS Ha rekapCTBEHHbI npenapaT, yKasaHHOW B
COMpoBOAMTENBbHOM  OOKYMEHTauuM Ha ToBap M He  MpeBblllalolWen  3aperucTpyMpoBaHHYH — unu
nepeperucTpvpoBaHHY0 npefernbHy OTMYCKHYIO LieHy NPOW3BOAMTENS Ha AaHHbIA NeKkapCTBeHHbIM npenapart.
dakTnyeckas OTNyCcKHas LieHa NPOM3BOAMUTENS Ha NeKapCTBEHHbIN Npenapar, ykasaHHas B MHOCTPaHHOW BanioTe,
nepecunTbiBaeTcAa B pybnm no Kypcy LleHTpanbHoro 6aHka Poccuiicko ®epepaumm Ha pgaTty nepepauu
NeKkapCTBEHHOro npenapaTta MHOCTPaHHbIM MPOM3BOAUTENEM POCCUMACKOMY MOKynaTemnto (YynOmHOMOYEHHOMY WM
nvuy) No nepegaToyHOMY akTy UM MHOMY aHanorMYyHOMy AOKYMEHTY.

(B pea. NoctaHoBneHus MNpasutensctea PP ot 16.12.2019 N 1683)

8. OpraHusauum ONTOBOW TOProBMW, UMEIOLLME CTPYKTYPHbIE NOAPa3neNneHnss PO3HUYHOW TOProBmnun, MOTyT
hopMMpoBaTbL PO3HUYHLIE LiEHbI HAa NEKapCTBEHHble Npenapatbl C MNPUMEHEHUMEM OLHOBPEMEHHO OMTOBON W
PO3HWYHOW HaabaBOK K (DAKTUYECKOW OTMYCKHOMW LieHe MpOoM3BOAMTENS Ha NeKapCTBEHHbIA npenapart, pasmep
KOTOpbIX He OOIKEeH MpeBblliaTbh NpedenbHbii pa3mMep ONTOBOW WM MpeferbHbl pa3mMep PO3HWYHOW HaabaBok
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

COOTBETCTBEHHO, YCTaHOBMNEHHbIE B cybbekTe Poccuiickon ®enepauun, npy ycroBum BeAeHUs pasaensHoro yyeTa
ONTOBOMW M PO3HUYHOWN TOProBNU.

9. OpraH ucnonHuTensHon Bnactn cybvekta Poccunckon depepaumm HanpasnsieT NPOeKT pelleHus ob
yCTaHOBMNEHUN W (MNWN) W3MEHEHWM MpedenbHbIX pa3MepoB ONTOBbIX HaAbaBOK WM NpefernbHbiX pa3mepoB
PO3HUYHBIX HagbaBOK K (pakTMYECKMM OTMYCKHbIM LieHaM MpOU3BOAUTENEN Ha NeKapCTBEHHble npenapaTsl,
MOArOTOBIIEHHbIN B COOTBETCTBUM C METOAMKOM (Oanee - NpoekT peweHus), B ®egepanbHyl0 aHTUMOHOMOMbHYIO
cnyxoy.

(n. 9 BBeaeH MNoctaHoBneHneM Npasutensctea P® ot 03.02.2016 N 58)

10. K npoekTy pelleHuss npunaraioTca crnegylowune AOKYMEHTbl M Matepuanbl (OpuUrMHanbl UnvM Konuw,
3aBepeHHble PYKOBOAWUTENEM WM 3aMeCTUTENIeEM pPYKOBOAMTENS opraHa WCMNONMHUTENIbHOM Bnactu cybbekTa
Poccuiickon ®enepauun):

a) NoACHUTENbHaA 3anucka, cogepxawad B TOM 4ucne npoun3BegeHHble B COOTBETCTBUU C MEeTOONKON
pacyeTbl npederibHbIX pa3MepoB ONTOBbIX HanbaBoOK 1 npegenbHbIX pa3MepoB PO3HUYHbLIX HagbaBoOK K
(*)aKTI/I‘-IeCKI/IM OTNYCKHbIM LileHaM npomssop,meneﬁ Ha NnekapCTBeHHbIe npenaparhbl;

©) MaTepuanbl, NpeAcTaBMeHHble OpraHv3auMsMu ONTOBOW TOProBnW, anTeYHbIMUM  OpraHu3auusiMu,
NHAMBMAYaNbHbIMW NPeANnPUHUMAaTENAIMU Y MEAULIMHCKUMW OpPraHn3aunsmMmn B COOTBETCTBUM C METOAMNKON.
(n. 10 BBeaeH lMoctaHoBneHneM lMNpasutensctea PP o1 03.02.2016 N 58)

11. TpoeKkT pelleHus c npunaraeMbiMM K HeMy AOKYMEHTamMu U maTepuanamu, ykasaHHbiMu B nyHkTe 10
Hactosawwmx [Npasun, npeacrtaensetcs B degepancHyl0 aHTUMOHOMONbHYO Cryxby B NMMCbMEHHOM Buae vnv B
BMAE 9MEeKTPOHHOIo AOKYMeHTa, NoAMNMCaHHOr0 YCUNEHHOW KBanmduLUMpoBaHHOW 3NEKTPOHHOW NOAMUCHI0, a Takke
Ha agpec aneKkTPoHHOW noYTbl PegeparnbHON aHTUMOHOMNOMBHON CIYXObI.

MpoekT peLueHust peructpupyetcs B PeepanbHON aHTUMOHOMNOMNBHOM Cnyx6e B yCTAaHOBNEHHOM NOPSIAKE.
(n. 11 BBeaeH lMocTtaHoBneHneM MNpasutensctea PP o1 03.02.2016 N 58)

12. depepanbHas aHTUMOHOMONbHast cnyxba B TeyeHne 30 paboumx gHEN Co OHS perncTpauum npoekta
pelLleHns HanpaBnsieT B OpraH MWCNOMHUTENbHOM Bnactu cybobekta Poccuiickon ®Pepepauuy NpuHATOE €10
peLleHne O CornacoBaHMN NPoOeKTa peLleHns Nnbo o6 oTkase B ero cornacoBaHum.

(n. 12 BBegeH lNocTaHoBneHveM MNpasutensctea P® ot 03.02.2016 N 58)

13. OcHoBaHMsMK ONs OTKasa B cornacoBaHmm NpOoeEKTa peleHna ABNAITCA:

a) HecoOTBETCTBME pacyeToB npefenibHbIX pPasMepoB ONTOBbIX HaABGaBOK W NpeaenbHbIX pa3MepoB
PO3HWYHBbIX HagGaBOK K (haKTUYECKUM OTMYCKHbIM LieHaM MNpOV3BOAWUTENEN Ha IeKapCTBEHHblE NpenapaTbl
pacyeTam, NpeayCMOTPEHHLIM METOAVKOW;

6) npeactaBneHve B GefeparnbHylo aHTUMOHOMOIBHYIO Cry6Y ykasaHHbIX B nyHkTe 10 HacTosiwmux Mpasun
JOKYMEHTOB 1 MaTepuaroB, coaepXallmx HeJOCTOBEPHbIE CBEAEHWS;

B) OTCyTCTBME B MpPEACTaBMEHHbIX AOKYMEHTax M maTepuanax CBefeHUn, TpebyeMbix B COOTBETCTBMMU C
MEeTOOUNKOW;

r) NpeAcTaBrneHne HemnosriHOro KOMMnekTa JOKYMEHTOB M MaTepuanos, ykasaHHbIX B nyHkTe 10 Hactoswmux
MpaBun;

A) npedcTaBrneHve JOKYMEHTOB M MaTepuanos, ykasaHHbiX B nyHkTe 10 HacToswmx MpaBun, cocTaBneHHbIX
He no hopmam, YCTaHOBMNEHHbIM METOANKOMN.
(n. 13 BBeaeH lNoctaHoBneHueM MNpasutensctea P® ot 03.02.2016 N 58)

14. NHdopmauusa o cornacoBaHum nmbo o0 oTkase B cornacoBaHun PepeparnbHO aHTMMOHOMOIbHOM
Cnyxbon npoekTa pelleHust He no3gHee 3 pabounx OHEeM CO OHSA MPUHSTUS Takoro pelleHust pasmellaeTcs
Cnyx6oin Ha ee ohmumaneHOM carTe B UH(POPMALIMOHHO-TENEKOMMYHUKALMOHHOM ceTu "UHTepHeT".

(n. 14 BBeneH lNoctaHoBneHveM MNpasutensctea P® ot 03.02.2016 N 58)
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15. 3a npeactasneHve B degepanbHyl0 aHTUMOHOMOMbHYIO CRAYXOY [OOKYMEHTOB, COAepXaLlmX
HeQOCTOBEpPHbIE CBELEHWSs, PYyKOBOAUTENb (3aMecTUTeNnb pPyKOBOAWUTENs!) opraHa WCMOMHUTENbHOW BracTu
cybbekta Poccuiickon ®egepaunm HeceT OTBETCTBEHHOCTb, NPEAYCMOTPEHHYIO 3akoHodaTenscTBoM Poccuiickon
degepaummn.

(n. 15 BBeaeH lNocTaHoBneHveM lMpaeutensctea PP ot 03.02.2016 N 58)

MpunoxeHue

Kk MpaBunam yctaHOBNEeHUsA npeaenbHbIX
pa3mepoB ONTOBbIX U NpeaeribHbIX
pasmepoB PO3HUYHbIX HAOOaBoOK

K (bakTU4EeCKUM OTMYCKHbIM LieHamMm,
YCTaHOBMEHHbIM NPOU3BOANTENAMMU
NeKapCTBEHHbIX MpenapaToB, BKMHOYEHHbIX
B NepeyveHb XXU3HEHHO HEOOXOAMMbIX

1 BaXXHENLUNX NeKapCTBEHHbIX
npenapaToB, B cybbekTax

Poccuickon denepaumm

Cnuncok n3MeHsILWUX AOKYMEHTOB
(B pea. NoctaHoBneHus MNpasutensctea P® ot 16.12.2019 N 1683)

(dpopma)

KoHcynbTaHTlmoc: npumeyaHue.
Mucemom ®AC Poccum ot 14.02.2020 N A1/10927/20 HanpaBneHO pasbsCHEHUE MO 3anofIHEHUID (POPMbI
npoTokona.

ITPOTOKOIJI
COTJIaCOBaHMS lI€H IIOCTaBKM JIeKaPCTBEHHHX IIPenapaTosB,
BKJIOUEHHEIX B I[I€PEeUEeHb XMBHEHHO HEeOOXOIMMEIX M BaXHEMIMX
JIEKAPCTBEHHEIX MpPenapaTosB

IIoCTaBlMK (OpI‘aHMSaLLMF.[ OIITOBOM TOpI‘OBJ’[M)

nojiydyaTesb (OopraHmM3alMsa ONTOBOM TOPIOBAM MIM OPIaHM3ALMUI
PO3HMUHOM TOPTOBJM)
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MoctaHosneHue MNpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocynapCTBEHHOM PerynMpoBaHWUM LiEH Ha NeKapcTB...

[okymeHT npepocTtasneH KoHcynbTaHTIt0C
[ata coxpaHeHnus: 19.03.2020
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019) [lokyMeHT npefoctasneH KoHcynbTaHTloc

"O rocyaapCTBEHHOM PErysIMpoBaHUM LIEH Ha NIEKAPCTB... Aata coxpanerua: 19.03.2020

(noanuce d.un.o. (noanMch yNnonHOMOYEHHOro d.n.o.
YNOMHOMOYEHHOTO NnLa nvua nonyyartens - opraHusauum
nocTaBLLMKa - OMTOBOW TOProBmn Unu
opraHu3auum onToBoW opraHu3aumn po3HUYHOM
TOProenu) TOProBIM - yKa3aTb HY>HOe)
" 20 r. " 20 r.
M.I. (npn Hanu4un) M.I. (npw Hanu4un)

<1> B3aperncTpvMpoBaHHas npegenbHas OTNyCcKHas LeHa Npou3BOAUTENS Ha flekapCTBEHHbIN npenapaT Ha
JaTty peanusaumm nekapcTBEHHOro npenapara npomssoguTenem Ha Tepputopumn Poccuiickon epepauuum.

<2> [lpyn yCTaHOBNEHUM LEHbl WHOCTPaHHbIM Mpou3BoauTeneMm dakTnyeckass OTMYCKHas LeHa Ha
neKkapcTBEHHBbIN NpenapaT yKka3biBaeTCs C yHETOM TaMOXEHHOW NOLUMUHBI U cOOPOB 32 TaMOXeHHOe 0hOPMIIEHME.

<3> [lata peanu3auuMn nekapCTBEHHOrO nMpenapata Mpou3BOAMTENEM Ha Tepputopun Poccuiickoi
depepauymm.

<4> [pun 3anofHeHUN opraHuM3aumen ONTOBOW TOProBMK, KOTopas npuobpena nekapcTBEHHLIN npenapart y
npovsBoauTENs, yKasblBaeTCH LieHa peanusauum nekapcTBeHHOro npenapara opraHusaumen onToBon TOProBu.

<5> [pu 3anofiHeHUN opraHu3aLuei oNToBOW TOProBnW, KoTopasi NpuoGpena rekapcTBeHHbIN npenapar y
ApYroi opraHu3auum onToBOW TOProBnW, yka3bliBaeTCcs LieHa NpuobpeTeHns nekapCcTBEHHOro npenapaTa.

<6> 3anonHseTcd KaxAaoW opraHusauven OMTOBOM TOProBnW, KOTOopas peanu3yeT rfekapCTBEHHbIN
npenapar.

<7> 3anornHsieTcs opraHusauueri ONTOBOW TOProBnu, koTopas npuoGpena ekapCTBeHHbIM Mpenapar y
[pYroi opraH13aLum onToBo TOProBun.

<8> B cny4yae peanusauuy opraHusauumei onToBOM TOProBMM NEKapCTBEHHOrO Mpenaparta Mo LeHe Huxke
LIeHbl ero NPUOBPETEHNS YKa3bIBAETCH NPOYEPK.

<9> B cny4yae peanusauuu opraHusauueint onToBOW TOProBMW feKapCTBEHHOrO npenapara Mo LeHe Huxe
haKkTUYeCcKon OTMYCKHOM LieHbl MPOM3BOANTENS YKa3blBAETCH NPOYEpK.

<10> YnpolyeHHasa cuctema HanoroobnoXeHus.

<11> EQuHbINA HaAnor Ha BMEHEHHbIN A0X0[.

Mpumevanne. lpadbl 1 - 8 3anonHATCA oOpraHu3auvMen OnNTOBOW TOproenu, KoTopas npuobpena
nekapcTBEeHHbIN npenapaT y Npou3BoanUTens.

MHdopmauus, ykasaHHass B rpadgpax 1 - 8 opraHuMsauuen oOnToBOWM TOProBnu, KoTopas npuobpena
NeKapCTBEHHLIN NpenapaT y Npou3BoanUTENs, ykasbiBaeTcs 6e3 M3MeHeHuin BCeMU ONTOBbIMW OpraHu3auunsiMu,
y4YacTBYHLIMMW B peanu3aunm nekapcTBEHHOrO nNpenapara, B 0653aTenbHOM Nopsake.
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

YTBEPXOEHDI

MoctaHoBneHuem NMpaButenscrea
Poccuickon ®epepauun

oT 29 okTabpsa 2010 r. N 865

MU3MEHEHWA,

KOTOPbLIE BHOCATCA B NOCTAHOBJIEHUA
NMPABUTENIbCTBA POCCUACKON ®EQEPALIUM NO BONPOCAM, CBA3AHHbIM
C COBEPLLEHCTBOBAHVEM roCYOAPCTBEHHOIO PEYNMPOBAHUA LIEH
HA Y)XMW3HEHHO HEOBXOUMBbIE U BAXXHEULLUE
JIEKAPCTBEHHbIE CPEACTBA

CnncoK N3MeHSLWNX JOKYMEHTOB
(B pea. NoctaHoBnenus MNpasutensctea PP o1 04.09.2015 N 941)

1. B MNocTtaHoBneHun lMpaButensctBa Poccuiickon ®egepaumm ot 7 mapta 1995 r. N 239 "O mepax no
YyNOpPSIAOYEHMIO FOCYOAPCTBEHHOIO perynupoBaHus ueH (Tapudos)” (CobpaHne 3akoHopaTenbcTBa Poccumnckon
depepaumu, 1995, N 11, c1. 997; 1996, N 7, c1. 690; N 17, cT. 2002; N 32, c1. 3942; 1997, N 27, c1. 3232; 1998, N
32, c1. 3907; 1999, N 1, cT. 201; 2001, N 7, cT. 656; N 20, c1. 2015; N 26, cT. 2680; N 36, cT. 3561; 2002, N 15, cT.
1431; 2004, N 51, cT. 5184; 2005, N 29, cT. 3066; 2007, N 16, cT. 1910; 2008, N 1, cT. 3; N 7, cT. 597; N 17, cT.
1887; 2009, N 33, cT. 4086; 2010, N 30, cT1. 4096):

a) absay pJeBATHaguaTbii MEpPeYHs MNpPOAYKUMW MNPOM3BOACTBEHHO-TEXHUYECKOrO HasHadeHusi, TOBapoB
HapogHoro notpebneHns n ycnyr, Ha KOTopble rocy4apCTBEHHOE PErynmpoBaHne LeH (TapudoB) HA BHYTPEHHEM
pbiHke Poccuiickon ®egepaumm ocyuectenstoT [pasutensctBo Poccuiickon ®eagepauunm n dpeaepanbHble opraHbl
WCNONHUTENBHON BNACTU, YTBEPXAEHHOIO yYKka3aHHbIM [OCTaHOBNEHNEM, U3MOXNTL B CNeayLen pegakumm:

"lNlekapCTBEHHbIE nNpenapatbl, BKIKYEHHbIE B MepevYeHb >KU3HEHHO HeobXOAMMBIX U BaKHEWLLMX
NeKkapCcTBEHHbIX NpenapaTtos”;

0) ab3ay OeBATbIN NepeyvHs NPOAYKLMU NPOU3BOACTBEHHO-TEXHUYECKOTO Ha3Ha4YeHus, TOBapoB HAapOAHOro
noTpebneHns u ycnyr, Ha KOTOpble roCyaapCTBEHHOE perynupoBaHue uUeH (TapudoB) HA BHYTPEHHEM pPbIHKE
Poccuiickon depepaumm OCyLLECTBASKT OpraHbl UCMOMHUTENbHOW Bractn cyGbektoB Poccuiickon deaepaumuy,
YyTBEPXOEHHOrO yka3aHHbIM [locTaHoBEHEM, U3NOXUTb B cneayloLen pegakummn:

"MpepenbHble pa3mepbl ONTOBbLIX U NpederbHble pa3mepbl PO3HUYHbLIX HaA0aBOK K (PakTUYECKUM OTMYCKHbIM
LeHaM Npou3BOAWTENEN Ha fekapCTBEHHble MpenapaTbl, BKMYEHHbIE B NepeYeHb XU3HEHHO HEOOXOoOUMBIX U
Ba)KHENLINX eKapCTBEHHbIX NpenapaToB".

2. JononHutb MonoxeHne o ®egepansHon cnyxbe no Hag3opy B cdepe 34paBOOXPAHEHMS U COLMATIBHOMO
pa3BuTUs, yTBepxaeHHoe NoctaHoBneHmem lNpaButenbctBa Poccunckon ®epepauum ot 30 utoHa 2004 r. N 323
(CobpaHue 3akoHogaTenbcTBa Poccuiickon degepaunn, 2004, N 28, c1. 2900; 2009, N 2, cT. 244; 2010, N 35, cT.
4574) nognyHktom 5.1.3.10 crnegytoLero cogepxaHus:

"5.1.3.10. nNpMMeHeHMeM LEeH Ha neKkapCTBEHHble MpenapaTtbl, BKIOYEHHbIE B MNEPEeYEHb >KU3HEHHO
HeoOX0AMMbIX 1 BaXXHEMLUMX NeKapCTBEHHbIX NpenapaTos;”.

3. YTpatun cuny. - lNMoctaHoBnenue MNpasutensctea PP ot 04.09.2015 N 941.

4. B ToctaHoBneHun [paeutenbctBa Poccuiickon depepaummn ot 8 asrycta 2009 r. N 654 "O
COBEpPLUEHCTBOBAHWM TFOCY4APCTBEHHOIO PEryNMPOBaHUst LEH Ha >XU3HEHHO HeobxoauMble W BaXHeWwne
nekapcTBeHHble cpeacTBa” (CobpaHue 3akoHogaTenbcTBa Poccuiickon ®epepauun, 2009, N 33, cT. 4086; 2010, N
2,cT. 179):
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MNoctaHosneHue Mpasutenscrea PO ot 29.10.2010 N 865
(pen. ot 16.12.2019)
"O rocyAapCTBEHHOM peryMpoBaHvn LieH Ha NeKapcTB...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 19.03.2020

KoHcynbTaHTlnt0C: npymeyaHue.
MocTtaHoBneHuem lNpaButensctea PP o1 03.02.2016 N 58 nognyHKT "a" nyHKTa 4 Npu3HaH yTpaTUBLLUUM CUny B
YacTu BHECEHUS M3MEHEHUS, kacatoLerocsi ab3avua TpeTbero nyHkTa 1 nocTaHoBMNEHUS.

a) B HaMMeHOBaHMM 1 ab3auax BTOPOM M TpeTbeM NyHKTa 1 cnoBa "KU3HEHHO HEOOXOANMbIE U BaXXHeNLINe
neKkapcTBeHHble cpeacTBa" B COOTBETCTBYWOLLEM nagexe 3aMeHWUTb CroBaMu "nekapcTBEHHble Mpenaparhbl,
BKMIOYEHHbIE B MNEpPeYeHb >XU3HEHHO HeoOXOOMMBIX W BaXHEWLWMX JleKapCTBEHHbIX mnpenapatoB” B
COOTBETCTBYIOLLIEM NAAEXKE;

0) B NyHKTE 2:

B absaue BTOPOM cCrioBa "XM3HEHHO HEOOXOAMMblE W BaXXHEWLIME IeKapCTBEHHble CpPeAcTBa" 3aMeHUTb
cnoBamMu "NekapcTBEHHblE nNpenapatbl, BKMOYEHHbIE B MEpevYeHb >XU3HEHHO HEOOXOOAUMBIX M BaXKHEMLUMX
nekapCTBEHHbIX NpenapaToB (ganee - XM3HeHHO HeoBX0AMMbIE U BaXHENLLne nekapCcTBeHHbIe npenapaTbl)”;

B ab3ale TpeTbem crnoBa "nekapcTBEHHble CpeAcTBa" B COOTBETCTBYIOLLEM Magexe 3aMeHMTb CIoBamu
"fnekapcTBEHHbIE NpenapaThl” B COOTBETCTBYIOLLIEM Nagexe;

ab3al yeTBepTbIN NPU3HATb YTPATUBLLIMM CUIY;

B) B NyHkTax 3 - 9 cnosa "nekapCTBeHHble CpeAacTBa" B COOTBETCTBYIOLEM MNadexe 3amMeHWUTb CroBamu
"fniekapcTBEHHbIE NpenapaThl" B COOTBETCTBYIOLLIEM NaAexe;

r) nyHKT 10 npu3HaTh yTpaTUBLLMM CUIY;
A) NYHKT 2 N3MEHEHUI, YTBEPXKAEHHbIX YKasdaHHbIM [MoCTaHOBNEHNEM, NPpU3HaTb YyTPATUBLLMM CUITY;
€) B opme NpoToKora, yTBepXOeHHOW ykasaHHbIM [ocTaHoBNeHneMm:

B HaMMEHOBaHMU CroBa "KW3HEHHO HEOOXOOUMBIX WM BaXKHEMLIMX IeKapCTBEHHbIX CPeacTB" 3aMeHUTb
croBamy "nekapCTBEHHbIX NpenapaToB, BKIIOYEHHbIX B MepeyYeHb XM3HEHHO HeOOXOAMMbIX U BaXXHEWLMX
NeKkapCcTBEHHbIX NpenapaTtos”;

B CHOCKax MepBOM M BTOPOM CrOBa "KM3HEHHO HeobOXoaMMoe M BaXKHelillee NeKapCTBEHHOe CpeacTBO”
3aMEHUTb CroBaMu "NeKapCTBEHHbIV NpenapaT, BKMIOYEHHbIV B NEPEYEHb XXU3HEHHO HEOOXOAMMBIX U BAXKHENLLMX
nekapcTBeHHbIX Npenapartos,”.
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