NocTaHoBneHue lMNpasutenscrtea PO ot 29.10.2010 N 865
(pea. ot 18.11.2020)

"O rocyaapCTBEHHOM perynmpoBaHMu LeH Ha NeKapCTBEHHbIE NpenapaThl,
BKJTOYEHHbIE B NMEPEYEHb XM3HEHHO HEOOXOAMMbIX N BaXXHENLLNX NNEKAPCTBEHHbIX
npenapartos"

(BMecTe ¢ "MpaBunammn rocyaapCTBEHHON perncTpaumm n nepeperncrpaumnm
npeaenbHbIX OTMYCKHbIX LEH NPON3BOAMTENEN HA IEKAPCTBEHHbIE Npenaparhbl,
BKJIIOYEHHbIE B NEPEYEHb XXM3HEHHO HEOOXOAMMBIX M BaXKHENLIMNX NEKAPCTBEHHbIX
npenapatoB", "MpaBunammn obssatenbHon nepepernctpaumm B 2019 - 2020 roaax
3aperncTpmMpoBaHHbIX NPeAEbHbIX OTMYCKHbIX LeH Npon3BoAUTENEN Ha
NekapCcTBEHHbIe NpenapaTbl, BKIOYEHHbIE B NEpeYeHb XXM3HEHHO HEOOX0AMMBIX U
Ba)KHEMLLUMX NIEKAPCTBEHHbIX NpenapaTtoB”, "MpaBunammn BeaeHust rocyAapCTBEHHOMO
peecTpa npeaenbHbIX OTMYCKHbIX LiEH MPON3BOAMTENEN HA NEKAPCTBEHHbIE
npenapaTbl, BK/TIOYEHHbIE B NEpPeYeHb XU3HEHHO HEOBXOANMbIX M BaXKHEMLLNX
NneKapcTBeHHbIX npenapaTtos”, "lNpaBunaMmun ycTaHoBEHNS NpeaesbHbIX pa3MepoB
ONTOBLIX N NMpeaenbHbIX Pa3MePOB PO3HUYHBLIX HaA6ABOK K (DAaKTUUYECKUM OTMYCKHbIM
LileHaM, YCTaHOBJ/IEHHbIM NPOU3BOAUTENSIMU JIEKAPCTBEHHbIX NpenapaTos,
BK/TOYEHHbIX B MEPEYEHb XXU3HEHHO HEOOXOAMMBIX Y BaXKHEWULLUX NIEKAPCTBEHHbIX
npenapaToB, B cybbekTax Poccuinckon ®enepaumn”, "MpaBunamm popMmnpoBaHms
OTMNYCKHbIX LIEH HA NlIeKapCTBEHHbIE NMpenapaThl, BKIKOYEHHbIE B NepeyeHb XU3HEHHO
HEOb6X0AMMBIX U BaXXHENLIMX IEKAPCTBEHHbIX NPenapaToB, OpraHM3auusMn ONMTOBOM
TOProsnu, anTeyYHbIMM OpraHn3aumsaMmn, MHANBUAYaAbHbIMY NPeaAnpUHUMATENSIMU U
MEeANLIMHCKMMW opraHu3aumnsammn’)

[okyMeHT npepoctasneH KoHcynbTaHTIAOC
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MoctaHoBneHwue lMpasutensctea PO ot 29.10.2010 N 865 [lokyMeHT npegocTasner KoncynsraHTilntoc

KOHCYNbTAHTIINIIOC
spep" ot 18.11.2020) [ata coxpaHenus: 22.07.2022
O rocynapCTBEHHOM perynvMpoBaHUM LIEH Ha N1eKapcTB...

NMPABUTENbCTBO POCCUNCKON ®EQEPALIUN

NMOCTAHOBJIEHUE
oT 29 oktaA6psa 2010 r. N 865

O rocygAPCTBEHHOM PEIYNinPOBAHUU LEH
HA JIEKAPCTBEHHbIE NMPENAPATbI, BKITKOYHEHHBIE B NMEPEYEHb
XU3HEHHO HEOBXOANMbIX U BAXKHEULLUX NNEKAPCTBEHHbIX NMPENAPATOB

Crrcox M3MEHSOIUX JOKYMEHTOB
(B pen. [locranoBnenuii [IpaButenscrea PO ot 05.12.2011 N 1001,
ot 04.09.2012 N 882, ot 15.08.2014 N 816, ot 28.08.2014 N 871,
o1 04.09.2015 N 941, ot 15.09.2015 N 979, ot 03.02.2016 N 38,
o1 28.09.2018 N 1152, ot 08.10.2018 N 1207, ot 16.12.2019 N 1683,
ot 03.04.2020 N 441, ot 24.09.2020 N 1541, ot 26.10.2020 N 1733,
o1 31.10.2020 N 1771, ot 18.11.2020 N_1858)

B coorBerctBun ¢ ®egepanbHpiM  3ak0oHOM "OO oOpamieHMu JIEeKapCTBEHHBIX CpeAcTB”
[IpaButensctBO Poccuiickoit @eaepanum MoCTaHOBIISIET:

1. YTBepauTe npuiiaraeMele:

[IpaBuna rocynapCTBEHHOW pErHCTpallMi M TEPEePEerHCTPAllid MPEACTbHBIX OTIYCKHBIX IICH
MIPOM3BOIUTENEH Ha JeKapCTBEHHbIE NpenapaThl, BKIIIOUEHHbIE B NEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BaXHEUIINX JICKAPCTBEHHBIX MIPENapaToB;

(B pen. Lloctanosnenus Ilpasurenscrea PO ot 16.12.2019 N 1683)

[IpaBuna oOs3atenvHOl mepepeructparuu B 2019 - 2020 romax 3aperucTpUpOBaHHBIX
MPEJICIbHBIX OTIYCKHBIX IIGH TIPOM3BOAMTEICH Ha JICKAPCTBEHHBIC IIperapaThl, BKIIOYCHHBIC B
MepeYeHb )KU3HCHHO HEOOXOAMMBIX M BaKHEHIIINX JIEKAPCTBECHHBIX MPEIapaToB;

(a03am BBeneH [locranosnenueM [IpaButenscta PO ot 16.12.2019 N 1683)

IIpaBuna BeneHUs rOCYIapCTBEHHOIO peecTpa MPEIeIbHbIX OTIYCKHBIX LIEH IPOU3BOAUTEIEH Ha
JICKapCTBEHHBIC TMperaparbl, BKIIOYCHHbIE B NEPEYEHb >KU3HEHHO HEOOXOMUMBIX M BaXKHEUIIMX
JIEKAPCTBEHHBIX IPENAPATOB;

[IpaBuna ycTaHoOBIICHHsI OpraHaMH MCIIOJIHUTEILHON BIacTu cyObekToB Poccuiickoit denepanun
MpeleibHbIX Pa3MEpPOB ONTOBBIX HAN0aBOK U MPEIECNbHBIX PAa3MEPOB PO3HUYHBIX HAA0aBOK K
(haKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBIIEHHBIM MPOU3BOJUTENSMHU JIEKAPCTBEHHBIX MPENapaToB, Ha
JIEKapCTBEHHBIE TIperaparhl, BKIIOYCHHBIE B NEPEYCHb J>KU3HEHHO HEOOXOIUMBIX M Ba)KHEUIINX
JIEKAPCTBEHHBIX IIPENAPATOB;

(B pen. Loctanosnenus IlpasurensctBa PO ot 24.09.2020 N 1541)

[TpaBuna QopMupoBaHMs OTIYCKHBIX ILIEH Ha JIEKapCTBEHHbIE IIpenapaThl, BKIIOYEHHBIE B
NIEpEeYEeHb JKU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKaPCTBEHHBIX IIpenapaToB, OpraHU3aLUAMU
ONTOBOM TOPIrOBJIM, AaNTE€YHBIMU OPraHU3ALMSIMM, WHAMBUAYAIBHBIMU IPEANPUHUMATEIAMUA U
MCIUIIUHCKUMHA OPraHU3alUsAMU,

(a63ar BBeneH [loctanosnenuem [pasurenscta PO ot 24.09.2020 N 1541)

www.consultant.ru CrpaHvua 1 13 64
HafeXHasa npaBoBas noaaepXxka


http://login.consultant.ru/link/?req=doc&base=LAW&n=385828&date=22.07.2022&dst=100050&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=165029&date=22.07.2022&dst=100273&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=399015&date=22.07.2022&dst=100047&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=370477&date=22.07.2022&dst=100008&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=405778&date=22.07.2022&dst=100249&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=366679&date=22.07.2022&dst=100006&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=193436&date=22.07.2022&dst=100005&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=422333&date=22.07.2022&dst=100124&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=309128&date=22.07.2022&dst=100005&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=340297&date=22.07.2022&dst=100016&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=406101&date=22.07.2022&dst=100006&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=363229&date=22.07.2022&dst=100010&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=366313&date=22.07.2022&dst=100010&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=412583&date=22.07.2022&dst=100124&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=368297&date=22.07.2022&dst=100005&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=340297&date=22.07.2022&dst=100018&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=340297&date=22.07.2022&dst=100020&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=363229&date=22.07.2022&dst=100012&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=363229&date=22.07.2022&dst=100014&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

n3MeHeHus, Kotopbele BHocaTca B [locranoBnenus IlpaBurensctBa Poccuiickont denepauuu 1o
BONIPOCAM, CBSI3aHHBIM C pEryJMpOBAaHUEM II€H Ha JKU3HEHHO HEOOXOJMMBIE M BaKHEHIIne
JIEKapCTBEHHBIE CPE/ICTBA.

2. IlpenenpHbIE OTIYCKHBIE IIEHBI MPOM3BOIUTENICH HA KU3HEHHO HEOOXOIUMBIE M Ba)KHEHINIME
JICKapCTBEHHBIE CPEACTBA, 3aPErUCTPUPOBAHHBIC /10 BCTYIUIEHUS B cUily Hacrtosdulero [locranoBnenus,
MOJJIEXKAT BKJIKOYEHUIO B TOCYAApCTBEHHBIM pEecTp MPEAENIbHBIX OTIIYCKHBIX LIEH IMPOU3BOJAUTENEH Ha
JIEKapCTBEHHbIE TIperaparhl, BKIIOYCHHbIE B TMEPEeYeHb >KU3HEHHO HEOOXOMUMBIX U BaKHEHUIIUX
JIEKapCTBEHHBIX MPENapaToB.

3. 3apeructpupoBanubie 10 26 okTsiops 2010 r.:

npelelbHble OTIYCKHBbIE IIEHbl HMHOCTPAaHHBIX MPOM3BOAMTENECH B HHOCTPAaHHOW BAJIIOTE Ha
JIEKapCTBEHHbIE IIperaparbl, BKIIOYEHHbIE B MEPEYEHb >KM3HEHHO HEOOXOOUMBIX M BaKHEHMIIUX
JIEKApCTBEHHBIX TIPEMapaToB, MojIekar mnepecdery no0 1 nmekabps 2010 r. B pyOomm mo Kypcy
LentpansHoro 6anka Poccuiickoit ®enepanuu Ha 1 HOsOpsa 2010 r. (Oe3 mpeacTaBieHUs 3asBICHUS
MIPOU3BOIUTENEH O MepecyeTe 1IeHbl) ¢ BHECEHUEM COOTBETCTBYIOIIMX M3MEHEHUH B rOCYy/IapCTBEHHBIN
peecTp IpenenbHbIX OTIYCKHBIX LIEH MPOU3BOAMUTEIEH HA JIEKAPCTBEHHBIE IIPENapaThl, BKIIOUEHHBIC B
NepeyeHb )KU3HEHHO HEOOXOAUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX NPENapaToB;

npeleibHble OTIMYCKHBbIE ILIEHbl POCCUHUCKHUX IMPOU3BOJAMTENEH Ha JIEKapCTBEHHbIE IpernapaThl,
BKJIIOYEHHbIE B [EPEYEHb JKU3HEHHO HEOOXOAMMBIX W BaXKHEHMIIMX JIEKapCTBEHHBIX Ipernaparos,
noanexxar uHAekcaumuu ¢ 1 HoAOps 2010 r. mcxods W3 MPOTHOZUPYEMOTO YPOBHS HHQIIALNU,
ycranoBieHHoro Ha 2011 rox ®exnepanbubiM 3akoHOM "O denepanbHoM Oromxkere Ha 2010 rog u Ha
mwiaHoBbll nepuoy 2011 w2012 romoB", ¢ BHECEHMEM COOTBETCTBYIOIMX HW3MEHEHHUH B
rOCy/IapCTBEHHBI peecTp IMpeneiabHbIX OTIYCKHBIX II€H IPOU3BOJUTENEH Ha JIEKAPCTBEHHbBIE
mpenapaThl, BKIIOYEHHBbIE B TMEpEeYeHb >KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX
IIpernapaTosB.

4. MuHnucrepctBy 3apaBooxpaHeHus Poccuiickoit ®enepanuu MO COMVIACOBAHHUIO  C
MuHHCTEpCTBOM  NPOMBILIIEHHOCTH W ToproBiu Poccuiickonn ®enepanuu, MuHucrepcrBom
9KOHOMHUYecKoro passutus Poccuiickoit denepanuu, MUHUCTEPCTBOM Tpyla U COLMAIBHON 3aIUATHI
Poccniickoit ®enepanuu, MMHHCTEPCTBOM perMoHanbHOro passutus Poccuiickon ®enepanun,
®denepalibHON aHTUMOHOTOIBHON CiTy»k00M, PenepaibHOM cityk00i1 IO HaA30py B cepe 3aluThI paB
norpebuteneil u Oinaronoiydus uenoBeka, MHHHUCTEPCTBOM HAayKd U BbICIIEro 0Opa30BaHUS
Poccuiickoit @eneparuu 1 MunucrepctBoMm ¢puHaHcoB Poccuiickoit denepannu He pexe OJHOTO pas3a B
rog, He mosgHee 15 okra0ps, npeacrasisate B IIpaBurenbctBo Poccuiickoit ®depepanuu mpoexkT
NepevHs KU3HEHHO HEOOXOAMMBIX M BaKHEHIITHNX JIEKAPCTBEHHBIX MPETapaToB.

(B pexn. [TocranoBnennii [IpaButensctea PO ot 04.09.2012 N 882, ot 28.08.2014 N 871, ot 28.09.2018
N 1152, 01 26.10.2020 N _1733)

5. MunucrtepcTBy 3apaBooxpanenus Poccuiickoit @enepanuu u OeaepaibHONR aHTUMOHOTIOJIBHOM
cinyx0e [aBaTh NpU HEOOXONWMOCTH Pa3bSICHEHUS IO TMPUMEHEHHIO TMPaBWI, YTBEPKIECHHBIX
HACTOSIIIUM NTOCTAHOBJICHUEM.

(n. 5 B pea. llocranosnenus [IpaButensctea P® ot 08.10.2018 N 1207)

6. [IpusHaTh yTpaTUBLIMMU CUITY:

[ocranosnenune IlpaButensctBa Poccuiickoii ®enepammu or 9 wosiOps 2001 r. N 782 "O
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

rOCy/IapCTBEHHOM PEeryJUpOBAaHUU 1I€H Ha JiekapcTBeHHbIe cpeacTBa" (CoOpaHue 3aKOHOIATENbCTBA
Poccuiickoit ®eneparuu, 2001, N 47, ct. 4448);

[ocranosnenune I[IpaButensctBa Poccuiickoit ®enepanum ot 17 oktadps 2005 r. N 619 "O
COBEPIIICHCTBOBAHNHY TOCYJIapCTBEHHOTO PETYJIMPOBAHUS IIeH Ha JiekapcTBeHHBIe cpeactBa’ (Cobpanue
3akoHoatenscTBa Poccuiickoit deneparuu, 2005, N 43, cT. 4400);

IYHKT 3 W3MEHEHHUH, KOTOpble BHOCATCS B akThl I[IpaButennscTtBa Poccuiickoit depepanuu 1o
BOIIPOCaM JIeATETbHOCTH MMHHCTEPCTBA MPOMBIIIJICHHOCTH W ToproBinu Poccuiickoit denepanuu,
yTrBepkAcHHbIX [loctanoBnenuem IlpaBurensctBa Poccuiickoit @enepanun ot 7 uroHsa 2008 r. N 441
(Cobpanue 3akononarenscTBa Poccuiickoit @enepammu, 2008, N 24, cr. 2869);

nyHKT | TlocranoBnenus IlpaButensctBa Poccuiickoit @eaepannu ot 30 nexadps 2009 r. N 1116
"O BHeceHuM M3MeHeHHH B Hekoropsle IloctanoBnenus I[IpaBurenscrBa Poccniickoit denepanuu no
BOIIPOCAM, CBSI3aHHBIM C PETYJIMPOBAHMEM IICH Ha JKU3HEHHO HEOOXOIMMBIE M Ba)KHEHIIHE
nekapctBeHHbIe cpeacTBa” (Cobpanue 3akoHonatenscTBa Poccuiickoit @enepanuu, 2010, N 2, ct. 179).

[Ipencenarens [IpaBurenbcTBa
Poccuiickoit ®enepann
B.ITYTUH

Y TBepKICHBI

ITocranoBnenueM [IpaBuTenscTBa
Poccuiickoit deneparuu

ot 29 okts10ps 2010 r. N 865

NMPABUNA
rOCYOAPCTBEHHOM PEFTMCTPALMA N NEPEPET'MCTPALMU NPEOENIbHbIX
OTNYCKHbIX LIEH NPOU3BOAUTEJIEN HA NNEKAPCTBEHHBbIE MNMPEMNAPATDI,
BKIMKOYEHHBIE B NEPEYEHb XXU3BHEHHO HEOBXOUMbIX
N BAXXHEULLUX NNEKAPCTBEHHbIX NMPENAPATOB

CrnucoK U3MEHSIOMINX IOKYMEHTOB
(8 pen. [locranoBnenuii [IpaButensctea PO ot 08.10.2018 N 1207,
or 16.12.2019 N 1683, o1 26.10.2020 N 1733, or 31.10.2020 N_1771)

1. Hacrosmme IIpaBuna ycTaHaBIMBAaKOT —MOPSAOK  OCYIIECTBIEHUS TIOCYIAapCTBEHHOU
pPErHCTpali U NEPEPEruCTPalvy MPEAEIbHBIX OTIYCKHBIX LICH NPOM3BOAUTENECH Ha JICKApPCTBEHHBIC
Ipenaparel, BKIIOYEHHbIE B [E€PEYEHb >KU3HEHHO HEOOXOIMMBIX M Ba)KHEMIIMX JIEKAPCTBEHHBIX
npenaparoB, yTBepxkaaemblii IIpaButensctBom Poccuiickoit ®denepanum (nanee - JeKapcTBEHHbIE
IIpenaparsl).

(B pen. Ilocranosnenwuii [IpaBurenscrBa PO ot 16.12.2019 N 1683, ot 26.10.2020 N_1733)

2. TocymapcTBeHHass perucTpauuss W HepeperucTpanusi MpeAesbHbIX OTIYCKHBIX LIE€H
IIPOU3BOJUTENIEH JIEKAPCTBEHHBIX NPENApaTOB HA JIEKAPCTBEHHBIE Ipenaparsl OCYLIECTBISIIOTCA B

www.consultant.ru CrpaHvua 3 13 64
HafeXHasa npaBoBas noaaepXxka


http://login.consultant.ru/link/?req=doc&base=LAW&n=74054&date=22.07.2022
http://login.consultant.ru/link/?req=doc&base=LAW&n=77513&date=22.07.2022&dst=100015&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=105578&date=22.07.2022&dst=100005&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=309128&date=22.07.2022&dst=100013&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=340297&date=22.07.2022&dst=100022&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=366313&date=22.07.2022&dst=100012&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=412583&date=22.07.2022&dst=100125&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=413236&date=22.07.2022&dst=100012&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=340297&date=22.07.2022&dst=100025&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=366313&date=22.07.2022&dst=100012&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MoctaHoBneHwue lMpasutensctea PO ot 29.10.2010 N 865 [lokyMeHT npegocTasner KoncynsraHTilntoc

KOHCYNbTAHTIINIIOC
Epeﬂ. ot 18.11.2020) [ata coxpaHenus: 22.07.2022
O rocynapCTBEHHOM perynvMpoBaHUM LIEH Ha N1eKapcTB...

pyOIsIX.

3. MunucrepcrBo 31apaBooxpaHeHus Poccuiickoii denepanuy  OCyHIECTBISET PETUCTPALMIO
MpEeIEIbHON OTIYCKHOW LIEHBI MPOM3BOAMUTENS Ha JICKAPCTBEHHBIM Mpenapar, €€ IMepeperucTpanuio,
BHECEHHUE YKa3aHHOM 3aperuCTpUPOBAHHON (TMEpeperucTpUPOBAHHON) MPEAebHOM OTIYCKHOW LIEHBI B
TFOCYJApCTBEHHBIM PEECTp MPENEIbHBIX OTIYCKHBIX LIE€H TNPOU3BOJMUTENEH HA JIEKapCTBEHHBIE
Ipenaparbl, BKIIOYEHHbIE B [E€PEYEHb >KU3HEHHO HEOOXOIMMBIX M BAKHEHMIIMX JIEKAPCTBEHHBIX
IpernapaTroB  (Jajee - TOCYIHApCTBEHHBIM peecTp), BblIady JepXKaTelno MM BIaJelblly
PETUCTPAIIMOHHOTO  YAOCTOBEPEHHUS JIEKaPCTBEHHOTO TMpernapara (yHOJIHOMOYEHHOMY WM JIUILY)
BBIIIMCKY M3 INpuKa3za MuHucrepcrsBa 3apaBooxpaHeHus Pocculickoi @denepanuy 0 rocyJapCTBEHHON
peructpauuu (MepeperucTpaluu) NpeaeinbHON OTIYCKHON LIEHbI MPOU3BOJAUTENS Ha JIEKapCTBEHHBIM
npenapar.

4. ®enepanbHas aHTUMOHOIIONBHAS CITy’K0a OCYIIECTBIAET SKOHOMHUYECKUI aHAIH3 MPEeTIbHOM
OTITYCKHOH IIeHBI TIPOU3BOIUTENS Ha JIEKAPCTBEHHBIH MpenapaT Npu €€ ToCyIapCTBEHHON PEerHCTpaIlin
(mepepeructpanun).

5. Jlnga rocyaapCTBEHHOM peructpanuu (IMepeperucTpaluu) MNpeleabHON OTIYCKHOM IIEHbI
IIPOU3BOJUTENST HA JIEKAPCTBEHHBIA Ipenapar B MUHUCTEPCTBO 3ApaBoOXpaHeHHst Poccuiickoit
Qenepanuy  AepKaTeaeM WM BIAJAEIBLUEM PETUCTPALMOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOTO
npemnapara (YHOoJHOMOUYEHHBIM MM JIMIIOM) IPEACTaBISIIOTCA CIEIYIOIUe JOKYMEHTHI (B 2 3K3eMIUIApax
Ha OyMa)KHOM HOCHUTEJIE U B JIEKTPOHHOM BHJIE):

a) 3asBJICHUE O TOCYAaPCTBEHHOW PETUCTPAIMH MPEAETbHBIX OTITYCKHBIX IIEH MPOU3BOAMUTENEH Ha
JICKApCTBEHHBIC Iperaparhbl, BKIIOYEHHbIE B NEPEUYCHb >KU3HEHHO HEOOXOJUMBIX M BaXKHEUIIMX
JIEKApCTBEHHBIX TIpernapaToB, 1o ¢opme coriacHo mnpwiokeHuto N 1 (mamee - 3asBiIeHHE O
TOCYJApPCTBEHHON PErHCTpallii) WIH 3asBICHHE O TEPEPEruCTPallii TPEACTbHBIX OTITYCKHBIX IIEH
MIPOM3BOANTENCH HA JICKApPCTBEHHBIC NPEMapaThl, BKIIOUYEHHbBIE B MIEPEUeHb )KU3HECHHO HEOOXOANMBIX H
B)KHEHIINX JIEKaPCTBEHHBIX TPETapaToB, Mo (Gopme coriacHo mpuiokeHuio N 2 (nanee - 3asiBICHUE O
MepeperucTpaIum);

(nm. "a" B pen. [loctanosnenus IlpasurensctBa PO ot 16.12.2019 N 1683)

0) cBeZeHMsI O JIMLIEH3UN Ha MPOU3BOICTBO JIEKAPCTBEHHBIX CPEJICTB;
B) CBEICHUS O PErHCTPAIlIOHHOM YAOCTOBEPEHUH JIEKAPCTBEHHOTO Mpemnapara;

r) JOKYMEHTBI, MpEJCTaBIsieMble C Y4YeTOM TpeOOBaHMI METOJIMKM pacueTa MpeAesbHbIX
OTIIYCKHBIX II€H MPOU3BOAUTENEH Ha JIEKapCTBEHHBIE MpenapaThl, BKIOUYEHHbIC B MIEPEUEHb KU3HEHHO
HEOOXOMUMBIX W BAXKHEWIIMX JIEKAPCTBEHHBIX IMPEMapaToB, YTBEPKICHHOW MOCTaHOBJICHUEM
[TpaButenscTBa Poccuiickoit @enepanuu ot 15 certsdps 2015 r. N 979 "O BHeceHUU M3MCHECHHIA B
nocranoBieaune I[lpaBurensctBa Poccwiickoit ®denepanmu ot 29 oktsops 2010 r. N 865 um 00
YTBEPKICHUM METOIMKH pacueTa MpPEeIeTbHBIX OTIYCKHBIX IIEH MPOU3BOIMTENCH Ha JICKapCTBEHHBIC
mpernapaThl, BKIIOYEHHBbIE B MEPEYEHb >KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX
npemnapaToB" (J1ajgee - METOHMKA), BKIIOYAOIIUE B ce0s:

(B pen. LocranoBnenus IIpasurenscrea PO ot 16.12.2019 N 1683)

cBelieHHsI 00 oObeMax W O IIeHaX OTIyCKa HAaxXOJSIIETOoCcsi B OOpAlEeHWH Ha TEPPUTOPUU
Poccuiickoit  ®enepanuu  JIEKapCTBEHHOI'O Mpenapara MPOU3BOAUTENS TOCyIapcTBa - 4YJ€Ha
EBpa3uiickoro sKOHOMHYECKOTO COI03a M JIEKApCTBEHHOTO IperapaTa MHOCTPAHHOTO MPOM3BOJICTBA,
NepBUYHAs U (WJIM) BTOPUYHAsS YIIAKOBKA KOTOPOT'O OCYIIECTBIISIETCS WIIH TUIAHUPYETCS OCYIIECTBISATHCS
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

B Pocculickoit @enepanun;
(8B pen. LoctanoBnenus IIpasurensctea PO ot 16.12.2019 N 1683)

pacdyeT IMpPENeIbHOM OTIYCKHOM II€Hbl IIPOM3BOJIMTENS Ha JIEKAPCTBEHHBIM IIperapar,
IIPEJCTABISAEMOM Ha TOCYJAPCTBEHHYIO PETHCTPALUIO (I€PEPETUCTPALIMIO);

cBeZieHHsI 00 o0beMax M LeHaX BBO3a JIEKAPCTBEHHOTrO Mpernapara HHOCTPAHHOTO MPOU3BOJICTBA,
HaxoJsIIerocs B ooOpamieHu Ha Tepputopun Poccutickoit @enepanyu;

CBCACHUA O HAJIWYUKU 3apCrUCTPHUPOBAHHBIX MPCACIBbHBIX OTIIYCKHBIX HNCH 3adBJISIEMOIO
JICKApCTBCHHOTO IIpCIiapara,

pacdeTr mpeaebHON OTIYCKHOW IIEHBI Ha BOCIPOW3BEICHHBIN, OMOAHAIOTOBBINA (OMOIOIOOHKII)
JIEKapCTBEHHBIN Mpenapar, IpeACTaBIIeMON Ha TOCYJapPCTBEHHYIO PETUCTPALIHIO;

pacueT npeenbHON OTITYCKHOM LIeHbI Ha JIEKapCTBEHHBIH Mpenapart Mporu3BOUTENS FOCyAapcTBa -
yiieHa EBpa3uiickoro 3KOHOMHUYECKOI0 COK03a, MPEICTaBIAEMON Ha rOCy1apCTBEHHYIO PETHCTPALIUIO;
(8B pen. lloctanoBnenus IIpaBurensctea PO ot 16.12.2019 N 1683)

00OCHOBaHME pacyeTa TMpeAeiabHOM OTMYCKHOW II€Hbl Ha JIGKapCTBEHHBIM mpernapar
IIPOU3BOAUTENS TOCYJapcTBa - wieHa EBpa3uiickoro SKOHOMUYECKOIO CO03a, MPEACTABISAEMOM Ha
HEepepErucTpaLuio;
(B pen. Loctanosnenus IlpasurenscrBa P® ot 16.12.2019 N 1683)

000CHOBaHME pacyeTa MpeaebHON OTIYCKHOH IIeHBI JEKapCTBEHHOTO IperapaTa WHOCTPAHHOTO
MPOM3BOJCTBA, B TOM YHCJE MEPBUYHAS U (MJIM) BTOPUYHAS YIAaKOBKAa KOTOPOTO OCYIIECTBISIETCS HIIH
IUTaHUPYeTCs OCyIecTBIAThCS B Poccuiickoit denepanuu, npencTaBisieMoil Ha epeperucTpalmio;
(B pen. Lloctanosnenus Ilpasurenscrea PO ot 16.12.2019 N 1683)

1) TOKYMEHT, IOATBEPKJA0LINI TOJTHOMOYHS YIIOJTHOMOUYEHHOTO JIUIA.

6. CezneHus, coiepKalluecss B 3asBICHUU O TOCYAAPCTBEHHOW PETHCTpAlMU M 3asBICHUH O
NepeperucTpaluy, JODKHBI COOTBETCTBOBATH  CBEACHMSAM, YKa3aHHbIM B  PETUCTPALlMOHHOM
yIOCTOBEPEHHH JIEKapCTBEHHOTO MTpernapara Ha JIeHb 0JJa4ul TaKOoro 3asBJICHUS.

7. JlepxaTenb WU BIAJENEL] PErMCTPALlMOHHOIO YIOCTOBEPEHHMs JIEKapCTBEHHOIO IIperapara
(YIIOJIHOMOYEHHOE MM JIMIIO) BIIpaBe MPEACTaBUTH KOIMIO JUIEH3UU Ha IPOU3BOACTBO JIEKAPCTBEHHBIX
CPEICTB M KOIIMIO PETHCTPALMOHHOTO YIOCTOBEPEHHs JIEKAPCTBEHHOI'O IIpernapara, a TaKKe KOIHIO
dopmer N 2-JIEK (mipom) "CBeneHus 0 mpOU3BOJICTBE, OTTPY3KE U IIEHAX Ha JICKapCTBEHHBIE cpeacTBa'
0 COOCTBEHHOI MHUIIUATUBE.

(8B pen. lloctanoBnenus IIpaBurenscrea PO ot 16.12.2019 N 1683)

8. B cimyuae mpencTaBiieHUs JEp’KaTENIEM WM BIAJENbLIEM PErMCTPALMOHHOIO YJIOCTOBEPEHHUS
JIEKapCTBEHHOI0 Ipemnapara (YNOJIHOMOYEHHBIM MM JIMLOM) 3asBI€HHUS O TOCYyAapCTBEHHOM
perucTpanuu A0 UCTeYeHUs 3 JIeT cO JHS NMpUHATHS MUHUCTEPCTBOM 31paBooxpaHeHus Poccuiickoii
®denepanyu peuieHus: 00 UCKIIIOUEHUH U3 TOCYJIapCTBEHHOT'O peecTpa MpeiebHON OTIYCKHON 1IEHbI Ha
JICKapCTBCHHBIM IIpenapaT 3asBJICHHAas IpeleNbHAas OTIyCKHass L€Ha IPOU3BOAUTENS HE MOXKET
NPEBBILIATh paHee MCKIIOYEHHYI0 NpeleNbHYyl0 OTIYCKHYI0 IeHy mpousBojurens (0e3 yuera
NPOU3BOJICTBEHHON  IUIOMIAJKM) HUCXOAS U3  CTOMMOCTM  OJHOW  JIEKApCTBEHHOH  (pOPMBI
COOTBETCTBYIOILEH JO3UPOBKH JICKAPCTBEHHOIO IIperapara.
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N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

9. 3asiBineHHast K rOCYJJapCTBEHHOM PEruCTpallK MpeaesibHas OTIMYCKHAs 1ieHa MPOU3BOJUTENS Ha
pedepeHTHBI JIeKapcTBEHHBIN NpenapaT He MOXET IMPEBHIIIATh IEHY, YKa3aHHYI0 B MOJIMYHKTE 5.5.4
npunoxennss N 1 k IlpaBunmam ¢dopmupoBaHus TepedHEd JEKapCTBEHHBIX INpenapaToB s
MEJUIMHCKOTO NPUMEHEHUS M MUHUMAJIBHOIO AaCCOPTUMEHTAa JIEKapCTBEHHBIX IIPEnaparos,
HEO0OXOIUMBIX JJIsl OKa3aHUs MEAUIIMHCKON MTOMOIIH, YTBEPKACHHBIM NTocTaHoBIeHueM [IpaBuTenbcTBa
Poccutiickoit ®enepanuu ot 28 aBrycta 2014 1. N 871 "O6 yrBepxknenun IlpaBun dhopmupoBanus
MEepEYHel JIEKapCTBEHHBIX IMpEnaparoB sl MEIUUUHCKOrO MPUMEHEHHS W MHUHUMAaJbHOTO
aCCOPTUMEHTA JIEKAPCTBEHHBIX MPENapaToB, HEOOXOAMMBIX JIJIsl OKAa3aHUS METUIIMHCKOM momoru".

10. MunuctepcTBO 3apaBooxpanenusi Poccuiickoii @enepanuu B TeyeHue 15 paboumx qHEH co
IHs oOpalleHus JepKaTelss WIM BIIaJelblla PErUCTPALlMOHHOIO YAOCTOBEPEHUS JIEKapCTBEHHOTO
npernapaTta (YIMOJHOMOYEHHOTO MM JIHMIIA) OCYIIECTBISIET MPOBEPKY IOJHOTHI MPEICTaBICHHBIX B
COOTBETCTBUM C IIyHKTOM 5 HacTosux IIpaBuin HOKyMEHTOB M HalpaBisieT OAMH OK3EMIULIP
JOKyMEeHTOB B DelepaibHyl0 AaHTMMOHOMNOJBHYIO CIyXOy MM NpPUHMMAeT peuieHne o0 OTKa3e B
TOCYJapCTBEHHOHN perucTpauuu (mepeperucTpaim) npeaebHOl OTIYCKHON HEHBI MPOU3BOIUTENS Ha
JIEKApCTBEHHBIN IIpenapar.

11. OcHoBanusMM [UIsi OTKa3a B TOCYJAapCTBEHHOW perucTpauuu (mepeperucTpanun)
MununcrepctBoM  3apaBooxpaHeHus Poccuiickoir  ®@enepanny  OpeNeapbHONM  OTIYCKHOM — IIEHBI
IIPOU3BOJUTEIIS HA JICKAPCTBEHHBIN ITpENapaT sIBJISIFOTCS:

a) OTCYTCTBHC B [JOKYMCHTAX, YKAa3aHHBIX B IIYHKTC 5 HACTOSIIUX HpaBI/IJI, CBCHCHHﬁ,
npeaAyCMOTPCHHBIX HACTOAIUMU HpaBI/IHaMI/I n MCTOQHKOﬁ;

0) mpeBbIlLIEHUE 3asIBICHHOM IJI1 rOCYJapCTBEHHOM PETUCTpalluy MPENEIbHOW OTIYCKHOW LIEHBI
IIPOU3BOJUTENST HA JIEKAPCTBEHHBIM IIpenapar HaJ OTIIyCKHOW IIEHOH, OIpPEACIICHHOM C Y4YeTOM
TpeOoBaHuil myHKTOB 8 U 9 HacTosamux [Ipasu;

B) HEMpeCTaBIIEHUE CBEJACHUMN, IPEyCMOTPEHHBIX MyHKTOM 12 HacTosumx [IpaBu.

12. B cinydyae HeoOXOOUMOCTH YTOYHEHHS U (WIJIM) JOMOJTHEHHS CBEICHUMN, COIEp)KAIIUXCS B
JIOKyMEHTaX, YKa3aHHbIX B yHKTE 5 HacTosimux [IpaBun, aepkatens WK BiaAelel] perucTpaluoOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOIO IpenapaTta (yHOJIHOMOYEHHOE MM JIMIO) MPEACTABISAIOT IO 3alpocy
MunucrepctBa 3apaBooxpaHeHus Pocculickoit ®enepanyii  COOTBETCTBYIOIIYIO JIOKYMEHTAJIbHO
odopMIIeHHYI0 HH(DOPMAITHTO.

Cpox mpezacraBiieHUs OTBETa Ha 3allpoc JAEpKAaTelIeM WU BIAJCIBLEM pPErUCTPALMOHHOIO
yIIOCTOBEpEHHsI JIEKAPCTBEHHOIO Ipernapara (yHOJIHOMOYEHHBIM UM JIMLIOM) HE MOXeT IpeBblmaTth 10
pabouux qHEN co AHA NOdy4yeHus 3anpoca MuHHMCTEpCTBa 3apaBooxpanenus Poccuiickoit deneparyu.

[Tpu 5TOM 00ImIMIA CPOK PAaCCMOTPEHMS JTOKYMEHTOB, YKa3aHHBIX B ITyHKTE 5 HacTosumx lIpaBui,
MunucrepctBoM  3apaBooxpaHeHuss Poccuiickoit @exepanuu  HE  MOXKET IPEBBIIIATh  CPOKH,
perycMOTpeHHbIe MyHKTOM 10 1 aG3aieM BTOPHIM HACTOSIILIETO MyHKTA.

IIpu HemocTymieHMH OT JAepKareias WIM BIAACNbLA PETrUCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOTO TMpemnapaTa (yMOJIHOMOYEHHOTO MM JIMIAa) B YCTAaHOBIEHHBIA CPOK 3alpoOIlIEeHHOM
JOKyMEHTaIbHO odopMieHHOH HHpOopManuun MuUHHCTEPCTBO  3/paBooXpaHeHus Poccuiickoit
Odenepanyiu B TeueHUEe S5 paboumx JHEW CO JHS WCTEUCHHS OOIIEr0 CpOoKa MPUHUMAET pelieHue o0
OTKa3ze B TOCYJapCTBEHHOM peructpauuu (MepeperucTpannu) MNpeAeabHON OTIYCKHOM IIEHbI
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MIPOU3BOIUTENIS HA JICKAPCTBEHHBIH Mperapar, 0 YeM B TUCbMEHHOW (hopMe YBEIOMIISET ACPKATEIs I
BIIQJICTIbI[A PETUCTPAIIMOHHOTO YIOCTOBEPEHHS JICKAPCTBEHHOTO Mpemnapara (yHMOJHOMOYEHHOE UM
JIAIIO).

13. ®depepanbHas aHTUMOHOIIONBHAS CITy’)k0a B TedeHHe 15 paboumx AHEW CO THS TONyYeHUs
JIOKYMEHTOB, YKa3aHHBIX B MyHKTE 5 Hactoamux [IpaBui, mpoBOAUT B COOTBETCTBHM C HACTOSIIMMU
[IpaBunaMu ¥ METOIMKON 3KOHOMHUYECKHN aHAIU3 MPEACIbHON OTHYCKHOW LIEHBI MPOU3BOAUTENS Ha
JIEKApCTBEHHBIN Mpenapar, a TaKKe NMPUHUMAET W HalpasisieT B MUHUCTEPCTBO 3paBOOXpaHEHUS
Poccwuiickoit denepanuu pelieHre 0 COTIacOBaHUU YKA3aHHOM MpeNeNbHON OTITYCKHOM IIeHBl UIu 00
OTKa3€ B €€ COIIACOBAHMH (C U3JI0KEHUEM MPUUYUH OTKa3a).

14. B cinydyae HeoOXOOUMOCTH YTOYHEHHS U (WJIM) JONOJHEHHWS CBEIEHUM, COAEpKAIIMUXCS B
JIOKYMEHTaX, yKa3aHHBIX B ITyHKTE 5 HacTosnwmx [IpaBui, aep)kaTenb WK BIaeiel perucTPanuoOHHOTO
yIIOCTOBEpEHHs JIEKapCTBEHHOIo IIpenapara (yNOJIHOMOYEHHOE MM JIMLO), HOPUAMYECKHE JIMLA,
OCYILECTBIISIOLINE IESATEIBbHOCTh NMPU OOPAIEHUH JIEKAPCTBEHHBIX CPEACTB, OPTaHbl HCHOIHUTEIBHOM
BJIACTU B MpeJesiaX MX KOMIIETEHLMH IPEJCTaBIAIOT Mo 3arnpocy denepanbHON aHTMMOHOMOJIBHOMN
CITy>K0OBI COOTBETCTBYIOIIYIO JJOKYMEHTAIBHO 0(OPMIIEHHYIO HH(POPMALIUIO.

Cpox mpezAcTaBieHUs Jep)KaTeleM WIM BIAAENbLEM PErucTPalMOHHOTO YAOCTOBEPEHUs
JIEKApCTBEHHOTO  mpemapata  (YINOJHOMOYEHHBIM WM JIMIIOM),  IOPUIWYCCKAMH  JIUIAMHU,
OCYUICCTBIISIIOIUMHU  JIEATENbHOCTh NPU  OOpalleHUH  JIeKapCTBEHHBIX  CPEICTB, OpraHaMu
WCIIOJTHUTENILHOM BJIACTH B Mpe/esaX UX KOMIIETEHIIMN) He MOXKET MPEBBIIIATh 25 pabounx JHeH co THS
noJrydeHus 3anpoca OenepalibHON AHTUMOHOIIOJIBHOM CITYKOBI.

[Tpu 3TOM 001IHIT CPOK paccMOTpeHHs JOKyMeHTOB DeaepalibHOl aHTUMOHONOIBHOM CITy)00i He
MO>KET IPEBBILIATh CPOK, IPEAYCMOTPEHHBIN MYHKTOM 13 1 a03aiieM BTOPHIM HACTOSILErO MyHKTA.

IIpn HemocTymieHMH OT JepKaTeias WIM BIAACNblAd PETUCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOI0 Ipenapara (yHOJHOMOYEHHOTO MM JIMIA) B YCTaHOBJEHHBIM CPOK 3alpOIIEHHOMN
JOKyMeHTalbHO odopmieHHoi nHpopmanuu denepanbHas aHTUMOHONOJbHASA Clayk0a B TedeHue 5
pabouux aHEH cO JAHA MCTEUYEHHUs OOIIero Cpoka MPUHUMAET pelieHue o0 OTKa3e B COIIACOBAHUU
IIPEACIIBHON OTIIYCKHOM ILIEHBI IPOM3BOAMTENS HA JICKAPCTBEHHBIM IIpenapaT M HAIpaBJIIET €ro B
MunuctepcTBo 3apaBooxpanenus Poccuiickoit denepainu, KOTopoe B TeueHHe 5 pabounx JHEN co THS
MOJIy4YEHHUsI 3TOTO peIIeHHUs NPUHHUMAaeT pelieHHe 00 OTKa3e B rOCYJapCTBEHHOM perucTpanuy Wid
NepeperucTpaluyl yKa3aHHOM LEHbI, O 4YeéM B IHCbMEHHOM (opMme YyBeAOMISIET HepxkKaTeis WIN
BJIaJleNIblla PETUCTPALMOHHOIO YAOCTOBEPEHHUS JIEKapCTBEHHOTo mpemnaparta (YHOJHOMOYEHHOE UM
JIUIIO).

Jepxatens WM BlIagelel] PEruCTPAalMOHHOIO YIOCTOBEPEHHsA JIEKapCTBEHHOIO IIperapara
(YIIOJIHOMOYEHHOE UM JIMLO) MPH paccMOTpeHuH 3amnpoca denepanbHOH aHTUMOHOMOIBHON CITyKObI
MOT'YyT HampaBUTh B MuHHCTEpPCTBO 31paBooxpaHeHusi Poccuiickoit Penepanuii COOTBETCTBYIOIIUE
YTOUHSIOLIME AOKYMEHTHI (B 2 3K3eMIuisipax) B TedeHue 10 paboumnx nHel co JHs MOJydYeHMs 3arpoca
®denepallbHOIl AHTUMOHOIIOJIBHOM CITYKOBI.

MunucTepcTBO 3apaBooxpaHeHus Poccuiickoit @enepanun B TeueHue 5 pabouux AHEH co AHSA
IIOJIyYEHUsI COOTBETCTBYIOIIMX YTOYHSIOIIMX JOKYMEHTOB OT JepKareild WM  BJllaJenbla
PETUCTPALlMOHHOTO  YJIOCTOBEPEHMS JIEKAPCTBEHHOro Tpernapara (yHOJHOMOYEHHOTO UM JIHIA)
HaMpaBJIET OJIMH SK3EMIUISIP TaKUX TIOKyMEHTOB B De/iepalibHyI0 aHTUMOHOMOIBHYIO CITYKOY.

15. MunucrepcTBO 31paBooxpaneHus Poccuiickoit denepanuu B TedeHUE S5 paboumx JTHEH CO JTHS
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nonydeHus perienus DenepanbHON aHTUMOHOMOJBHOW CIY>KObI O COIVIACOBAaHUHM  TpeneabHON
OTIYCKHOW IIEHBI MPOM3BOAUTENS HA JIEKAPCTBEHHBIN MpemapaT Wi 00 OTKa3e B €€ COIIaCOBAaHUU
MIPUHUMAET PELIEHUE O TOCYJIapCTBEHHOM perucTpanuu (MepeperucTpaiuu) IpeieabHOl OTIYCKHOMN
LIEHbI MPOU3BOUTENS Ha JICKAPCTBEHHBIM Mpenapar Wik 00 0TKa3e B TOCYJApCTBEHHOW PETUCTpaIliu
(mepeperucTpanuu) yKa3aHHOW OTIYCKHOM II€HbI B 3aBUCUMOCTH OT PEIICHHS, MPHHITOTO
denepanbHON aHTUMOHOIIOIBHOM CITYKOOH.

16. B cinydae mnpuHATHA pEUIEHHs O TOCYIApCTBEHHOM perucrpauuu (mepeperucTpariim)
NIpENEIbHON OTIYCKHOW IIEHBl IPOM3BOAMTENSI Ha JIEKAPCTBEHHBIM IpenapaT MMHHCTEPCTBO
3npaBooxpaHeHus Pocculickoir @enepany BHOCUT COOTBETCTBYIOIIME JAHHBIE B I'OCYJIAapPCTBEHHBIN
peecTp B CpOK, IpPENyCMOTpPEHHBbIM IyHKTOM 6 IIpaBuin BeneHHMs TOCYyAapCTBEHHOTO peecTpa
3aperucTPUPOBAHHBIX MPEIENbHBIX OTIYCKHBIX II€H MPOM3BOAUTENEH Ha JIEKapCTBEHHBIE IpernapaThl,
BKJIIOYEHHbIE B MEPEYEHb JKU3HEHHO HEOOXOAMMBIX W BaKHEHMIIMX JIEKapCTBEHHBIX IPernaparos,
yTBEp)KICHHbIX mocTaHoBieHueM IlpaButensctBa Poccuiickoit ®enepamuu ot 29 okts0pst 2010 r. N
865 "O rocynapCTBEHHOM pETyJUpPOBAHWU II€H Ha JIEKApPCTBEHHBIE IIpENapaThl, BKIIOYECHHBIE B
[IEpEUEHb KU3HEHHO HEOOXOAMMBIX M BaXXHEHIIMX JIEKApPCTBEHHBIX NpenaparoB, BBIAAET AEPIKATEIIO
WIHA BIIAJEIbIly PETUCTPALIMOHHOTO YIOCTOBEPEHMsI JIEKAPCTBEHHOIO Ipenapara (yIoJHOMOYEHHOMY
UM JIMIly) BBIIMCKY W3 MpPHKa3a O TOCYAapCTBEHHOW pErucTpauuu (Iepeperucrpanuu) mnpeneabHon
OTIIyCKHOM LIEHbI INPOU3BOIUTENS HA JICKAPCTBEHHBIM IIpemapaT M Pa3MEINAECT COOTBETCTBYIOLLYIO
uHpOpMALMI0O Ha CBOEM O(HUIMAIBHOM caiiTe B HH()OPMALMOHHO-TEIIEKOMMYHHUKAIIMOHHON CETH
"NUHTepuer".

17. ®enepanpHas aHTUMOHOIOJBHAS CITY’0a MPU MPOBEPKE JOKYMEHTOB UCIOIb3YET HCTOUHUKHU
nH(poOpMallMy, COJEepKallie LIEHbl Ha JIEKAPCTBEHHBIE IpernapaThl B HMHOCTPAaHHBIX TOCYIapCTBax,
yYKa3aHHbIX B IpUJI0KeHUH N 2 K METOJIMKE, U COOTBETCTBYIOIINE CIIEAYIOIIUM TPeOOBaHUSIM:

a) pa3meniaemasi nHGOpMaIus J0JKHA OBITh OOIIEIOCTYITHOM;

0) ucrounuk nHpopmanuu (caT B HHPOPMAIIMOHHO-TEJIEKOMMYHUKAaIMOHHON ceTu "MHTepHeT")
JIOJDKEH cojiepKaTh HH(opMaruio 00 opraHu3amnuy, OTBETCTBEHHOM 3a pa3MellleHue CBEICHUH O IIeHax
Ha JIEKapCTBEHHBIE MPETapaThl;

B) pa3memiaemas wuHGpOpMAIMS JOJDKHA TO3BOJIATH  MACHTH(PHUIMPOBATH  HEOOXOAWMBIC
XapaKTEPUCTUKN JIEKAPCTBEHHBIX IIPENapaToB B IEJISIX CONOCTABICHMS JAHHBIX O 3asBIISIEMOM
JIEKapCTBEHHOM IIpenapare U JEKapCTBEHHOM IIpernapare, [IeHa Ha KOTOPBIM CONEPIKUTCS B HAWJIEHHOM
UCTOYHHKE HH(POpPMALINY;

T) pa3Mmeniaemasi HHGOpMAaIIKs TOJKHA COJIEPKaTh CBEJICHUS O IIeHEe Ha JICKApCTBEHHBIH mpenapar
Y BQJIKOTE, B KOTOPOW OHA MPEJICTABIECHA;

J) MCTOYHUKOM HE MOXET SBIATHCA HH(GOpPMAIHS, COJACpKallas IIeHbl Ha JIEKaPCTBEHHBIC
mpenapaThl, IOCTAaBISIEMbIE 3a CYET MEXKIYHApOJIHBIX (UHAHCOBBIX opraHuzauuii (ponaoB) mo
pemieHno BcemupHOH opraHuM3alnuu 31paBOOXPAaHEHMS B pPaMKax TI'yMaHUTapHOM IOMOLIM WU
0J1arOTBOPUTEIBHOCTH.

18. B caywae mnpuHATHS pemeHUss 00 OTKaze B TOCYJAapCTBEHHOW pPErHCTpaluu MU
[IEPEPETUCTPALMU IIPEACIBHONM OTIIyCKHOM ILIEHBI IPOU3BOJAUTENS Ha JIEKapCTBEHHBIM Ipernapar
MunncTepcTBO 31paBooxpaneHust Poccuiickoit denepannn B CPOK, HE TPEBBIMIAIOIIUN 5 pabodmx
IHEH, yBEIOMIIIET AEpXKAaTelsl WIM BIIAJCNblla PETUCTPALMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOIO
npemnapara (yHnoJIHOMOYEHHOE UM JIMILO) B NUCbMEHHON (hopMe O NMPUHATOM PELICHUH (C U3T0KEHUEM
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MIPUYUH OTKAa3a).

19. OcHoBaHMsAMH Ui OTKa3a B coryacoBaHuu PenepajabHON aHTHUMOHOMNOJBHOM CIy>KO0H
roCy/1JapCTBEHHOW perucTpauuu (IepeperucTpanuu) npeaebHON OTIyCKHOM LIEHbI IPOM3BOJUTENS Ha
JIEKapCTBEHHbI  Ipemapar, OTKa3a B TOCYJapCTBEHHOM  peructpauuu  (IepeperucTparim)
MununcrepctBoM  3apaBooxpaHeHus Poccuiickoir  ®Denepanny  NpeNeabHONM  OTIYCKHOM — LIEHBI
IIPOM3BOJUTEN Ha JIEKAPCTBEHHBIM Ipenapar C yd4eToM pelleHus, npunsaroro denepanbHon
aHTHMOHOIIOJIBHOM CITyXKO00H, SABISAIOTCA:

a) MMPEACTAaBJICHHUC HCJOCTOBCPHBIX CBGHGHHﬁ;

0) mpeacTaBieHUE JTOKYMEHTOB HE B MOJHOM OObeMe M (MJIM) HEMOJIHOTA COACPKAIIMXCS B HHUX
CBEJICHUIM;

B) HENpECTaBIIEHUE CBEICHUMN, PEyCMOTPEHHBIX yHKTOM 14 Hactosuumx [Ipasu;

I') MpEBbIIICHUE MPEACTABICHHONW JIsi TOCYAapCTBEHHOW pErucTpalui WIH MepeperucTpauuu
MpeieIbHON OTIMYCKHOMN 1IeHbI IPOU3BOAUTENS HA IEKaPCTBEHHBIN MpemnapaT HaJ IIeHOH, pacCUnTaHHOU
B COOTBETCTBUU € HacTosMMu [IpaBunamu 1 METOJIMKOM.

20. Pemenune 00 oTkaze B roCylapCTBEHHOM PErHUCTPALMHM WM TMEPEPETUCTpalluu MpeaeIbHOM
OTITyCKHOM LI€HBI MPOU3BOIUTEIIS HA JIEKAPCTBEHHBIN MIpernapaTr MOKET ObITh 00’KajJoBaHO B CyJeOHOM
TTOPSITKE.

21. Jns rocynapCTBEHHOM PpETrHCTpalliy NPEeACbHON OTIMYCKHOW II€Hbl MPOU3BOAMUTENS Ha
JIEKapCTBEHHBIN Tpemnapar, KpoMe JOKYMEHTOB, YKa3aHHBIX B MyHKTe 5 Hactosmux [IpaBun,
NPEJCTABISAIOTCS Uil MPOBEACHUS YKOHOMMYECKOIO aHaiM3a (MO0 BBHIOOPY JepiKaTeist WM Biajebla
PETUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara, ynoJHOMOYEHHOTO UM JIMIIA) CBEACHHUS
Ha OyMa)XHOM HOCHUTENIE€ C IE€pPEBOJIOM Ha PYCCKUH S3bIK (B 2 SK3eMIUIApax), MOATBEPXKAAIOIINE
OTIyCKHBIE II€Hbl TMPOM3BOAUTENS Ha JIEKAPCTBEHHBIM Npernapar B MHOCTPAHHBIX TOCYJapCcTBax,
yKa3aHHBIX B OpuiokeHuu N 2 K METOUKE.

22. JIns rocylapCTBEHHOM pErucTpalu IpeaeibHONM OTIYCKHOW IIEHBI INPOM3BOAMTENS Ha
JICKapCTBEHHBIN NpenapaT, HaxXoJsAIIMKcs B oOpamieHuu Ha Tepputopuu Poccuiickoit denepanyu,
KpOME JOKYMEHTOB, YKa3aHHbIX B MmyHKTax 5 u 21 mnHacrosmmx IlpaBun, ans mnposeneHus
9KOHOMHUECKOT0 aHaJIN3a MPEICTABIIAIOTCS CIEIYIOIUEe JOKYMEHThl Ha OyMa)XXHOM HOCHUTENE B OJHOM
JK3EMILIAIPE:

a) AU JICKapCTBEHHOTO IperapaTa MHpPOM3BOAMTENS TOCyJapcTBa - wWieHa EBpasuiickoro
KOHOMHYECKOTO COI03a, a TAKXKE JICKAPCTBEHHOT'O MpernapaTa HHOCTPAHHOTO MPOMU3BOICTBA, IEPBUYHAS
U (WIM) BTOpUYHAS YIAKOBKA KOTOPOTO OCYIIECTBISICTCS WM IUIAHUPYETCSl OCYIIECTBIIATHCS B
Poccuiickoit ®enepanuu:

(B pen. Loctanosnenus IlpasurenscrBa P® ot 16.12.2019 N 1683)

korust opmer N 2-JIEK (mpom) "CsenmeHuss O TIPOW3BOJCTBE, OTIPYy3Ke U IIEHAX Ha
JICKapCTBEHHBIE CpeAcCTBA" 3a OTYETHBIA MEpPUOJ, OMPEACIICHHBII B COOTBETCTBUU C IMYHKTOM 23
Hactosmux [IpaBun;

KOIIMA TOBAPHBIX HAKIAJHBIX Ha KOHKDPETHBIM JIEKAPCTBEHHBIM IIpelapar, OTIPYKCHHBIM 3a
OTYETHBIN [IEPUOJ], ONIPEAEICHHBIN B COOTBETCTBUM C ITyHKTOM 23 Hactosmux [IpaBun (mpeacrasieHue
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BCEX TOBApPHBIX HAKJIAJHBIX HEOOXOIMMO, €CIIM KOJIMYECTBO OTTPY30K IO JICKApCTBEHHOMY Ipernapary
HE MpEBBbIIAET 25 IITYK, a MO JIEKApCTBEHHBIM IpenaparaM, M0 KOTOPBIM KOJIMYECTBO OTIPY30K
MPEBBIIIACT 25 MITYK, MPEICTABIISIOTCS KOTIMU TOBAPHBIX HAKJIAAHBIX C HANOOJIBIINM YA€TIHbHOM BECOM B
o0beMe peann3aluy KOHKPETHOTO JIEKapCTBEHHOI' O TpernapaTa, HO He MeHee 25 IITYyK);

0) Ui JIeKapCTBEHHOrO Ipenapara HWHOCTPAHHOTO TPOM3BOJACTBA - KOMUU TaMOXKEHHBIX
JeKJIapalluii Ha IIOCTaBKYy KOHKPETHOI'O JIEKAapCTBEHHOIO IIpenapara 3a OTYETHBIH Nepuof,
OIIpeJIeIEHHBIN B COOTBETCTBUHM C MyHKTOM 23 HacTosumx [IpaBun (mpeacraBieHne BceX TAMOKEHHBIX
JeKJIapaluii He00X0IMMO, €CJIM KOJIMYECTBO TAMOXKEHHBIX JEKJIapaluil Mo JeKapCTBEHHOMY Ipenapary
HE TpeBbIIIAET 25 IITYK, a [0 JEKAPCTBEHHBIM IperaparaM, 0 KOTOPHIM KOJIMYECTBO TaMO>KEHHBIX
JeKIapanuil IpeBblaeT 25 MWTYK, NPEJCTABIAIOTCS KOMUU TaMOKEHHBIX JeKIapaluil ¢ HauOOoIbIIUM
yAEIBbHOM BECOM B O0bEME peanu3alii KOHKPETHOTO JIEKApCTBEHHOrO Iperapara, HO He MeHee 25
MITYK).

(8B pen. lloctanoBnenus IIpaBurensctea PO ot 16.12.2019 N 1683)

23. Ilpu rocyaapCTBEHHOM perucTpaluu MNPeAeabHOM OTHMYCKHOM II€HbI MPOW3BOIUTENS Ha
JIEKAPCTBEHHBIN IIpEnapar 3a OTYETHBIA MEPUOJ IIPUHUMAETCS KAJICHIAPHBIA I'OJ, IPEIIIECTBYOMUN
JHIO mnoxadd B  MHUHHMCTEPCTBO 31apaBooxpaHeHust Poccuiickoit ®Denepanuu  3asBiIeHUAS O
FOCY/IapCTBEHHOW PETHCTpalluy, a B Clly4ae MNPEACTaBICHUS HAa TOCYJAPCTBEHHYIO PETUCTPAIUIO
MpeeIbHOM OTHYCKHOW II€Hbl Ha JICKAPCTBEHHBIM mpemapaT B roja wu3gaHug akrta [IpaBurenbcTBa
Poccuiickoit ®enepanu 00 yTBEP)KICHHH TEPEeYHS JKU3HEHHO HEOOXOIUMBIX U  BaKHEHIIHX
JIEKaPCTBEHHBIX IPENAPATOB Ha CIEAYIONIMN KAJICHAAPHBIN IO - 38 TEKYIIHI KaJIeHIapHbIN TOJI.

24. Ilpu rocynapcTBEHHOH perucrpanuu (MepeperucTpalun) IpeaesbHON OTIYCKHOM LIEHbI Ha
pedepeHTHBIN JIeKapCTBEHHBIN Mpenapar Ui BCeX YKAa3aHHBIX B PErHCTPAIMOHHOM YAOCTOBEPEHUHU
JIEKapCTBEHHOI'0 Ipemnapara Mpou3BoJauTENeld (IIPOU3BOJACTBEHHBIX IUIOMIAJIOK IPOU3BOIUTEINS,
YUYacTBYIOUIMX B IpOIecce NMPOM3BOJACTBA) YCTAHABJIMBACTCS €lIMHAs IpelesibHasl OTIyCKHas LieHa Ha
JIEKapCTBEHHBIN TmpenapaT A Kaxa0M JieKapcTBEHHOW (OpMBI, JTO3MPOBKH (KOHLIEHTpAIHH,
aKTUBHOCTH B €IMHHIIAX JEHCTBH) U OOIIETO KOJIMYECTBA BO BTOPUYHOH (MOTPEOUTENBCKOI) yIaKOBKe
0e3 ydera (OpMBI BBIITYCKA, 32 MCKIIOYCHHEM CIIy4aeB, MPEIyCMOTPEHHBIX MYHKTOM 25 HACTOSIIHUX
[IpaBuir.

KoncynprantlIntoc: mpumeyanue.

C 17.12.2019 peructpanus (mepeperucTpanus) npeaeabHbIX OTIYCKHBIX IIEH Ha BOCTIPOU3BEACHHBIC,
OnoaHanoroBele (OMONOJOOHBIE) JIEKApPCTBA OCYIIECTBAAETCS IOCIE MPHUHATHS peleHus o0
oOsi3arenbHOM nepepeructpauuu B 2019 - 2020 rogax 1ieH Ha COOTBETCTBYIOUIME UM pedepeHTHbIE
JIeKapcTBa.

[Ipu rocymapcTBeHHOM perucTpanuu (MepeperucTpanyu) MNpeaeiabHOll OTIMYCKHOW IIEeHbI Ha
BOCIIPOM3BE/ICHHBIN, OHOaHaNOroBbIil (OMONOJOOHBIN) JEKapCTBEHHBIM Ipernapar pOU3BOIUTENS
rocy/apcTBa - wieHa EBpa3uiicKoro 3KOHOMHUYECKOIO COI03a JUIsl BCEX YKa3aHHBIX B PETUCTPALMOHHOM
YAOCTOBEPEHUHU JIEKAPCTBEHHOTO IIpernapaTa MpOU3BOAWTENEH (TPOM3BOACTBEHHBIX IUIOLIA/IOK
MIPOM3BOJUTENISA, YYaCTBYIOUIMX B MpOILECCEe IMPOU3BOJCTBA HAa TEPPUTOPUU TOCYJapcTBa - 4YJIEHA
EBpa3uiickoro 3KOHOMHYECKOI'0 COI03a) YCTaHABIMBAeTCA €AMHAs NpefeibHas OTIyCKHas IIeHa Ha
JIEKapCTBEHHbIN mpemapar JUlsl KaXJOW JeKapCTBEHHOM QopMbl, 103UpOBKM (0O0beMa, Macchl,
KOJIMYECTBA 103 B MEPBUYHON YMAKOBKE) U OOIIEro KOJUYECTBA BO BTOPUYHOHN (TOTPEOUTEITHCKON)
ymakoBke 0e3 ydera (HOpMBI BBHITyCKa, 32 MCKIIOYCHHEM CIy4yaeB, MPEIYCMOTPEHHBIX ITyHKTOM 25
Hactosmux [Ipasu.

(B pen. octanosnenus IlpasurenscrBa PO ot 16.12.2019 N 1683)
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[Ipu rocymapcTBeHHOM perucTpauuu (MepeperucTpanyy) MNpeaeiabHOll OTIYCKHOW IIeHbl Ha
BOCITIPOM3BE/ICHHBIN, OHOaHaMOroBblii (OMOMOOOHBIN) JIEKAPCTBEHHBIM MpernapaT HHOCTPAHHOTO
IIPOM3BOJICTBA JUIsl BCEX YKa3aHHBIX B PETMCTPALMOHHOM YIOCTOBEPEHUHU JIEKAPCTBEHHOI'O Ipernapara
npousBoauTeNell  (MPOU3BOACTBEHHBIX IUIOMIAJOK IPOU3BOJMUTENS, YYAacTBYIOIIMX B Ipoliecce
MIPOM3BOJCTBA 3a IMpeleNaMu TOCYyJapCTB - WICHOB EBpa3suiCKOro SKOHOMHUYECKOIO CO03a M
OCYILECTBIIIOUIMX WM IUIAHUPYIOIIUX OCYIIECTBIIATh IMEPBUYHYIO M (WJIM) BTOPUYHYIO YIIAKOBKY
JeKapCcTBEHHOTro mpenapata B Poccuiickoit denepanun) ycTaHaBIMBaeTCS €IUHAs IpeaesibHas
OTIIyCKHas 1l€Ha Ha JIEKapCTBEHHBIM NpenapaT A KaxI0oW JekapcTBEHHOH (HOPMBI, JO3MPOBKH
(oObema, Maccel, KOJIMYECTBA 103 B NEPBUYHOM YNAKOBKE) M OOLIET0 KOJMYECTBA BO BTOPUYHOM
(morpeOutenbckoi) ymakoBke 0Oe3 ywyera (GOpMBI  BBIIYCKa, 3a HCKIIOYEHHEM  CIIy4Yaes,
MPEAYCMOTPEHHBIX TyHKTOM 25 HacTosmux [Ipasui.

(B pen. [Hocranornenus [IpaButensctBa PO ot 16.12.2019 N 1683)

25. B cnydae ecnu MUHUMAlbHBIA YPOBEHb LIeH pedepeHTHOro JEeKapCTBEHHOTO Mpernapara Ha
paznu4dHbie (OPMBI BIMTyCKa (IIMPULI-PYYKH, KAPTPUIKUA TMOO0 HHBIE (DOPMBI BHITYCKa, COBMECTUMBIE C
YCTpOMCTBAMH BBeJICHUS (IIPUMEHEHHUS) WJIU SIBIISIOIIMECS YCTPOMCTBAMU BBEACHHS (MPUMEHEHUs) B
OJIHOM M3 MHOCTPAHHBIX TOCYAApCTB, YKa3aHHOM B Tabuuiie 1 pasznena Il nmpunoxxenuss N 3 k meTouKe,
pasznuuaetcst 6onee yeM Ha 10 MPOIIEHTOB, AOMYCKAETCS] YCTAaHABIUBATH MPEACIbHBIE OTITYCKHBIE IICHBI
Ha KKIYI0 M3 TakuxX (opM BBIMYyCKa JIEKapCTBEHHOro mpemnapara. llpenenbHas OTHycKHasl IIeHa Ha
pedepeHTHBIN TeKapCTBEeHHBIN Mpenapar B Takux (opmax BbIMYCKa YCTaHABIMBAETCS HAa OCHOBAHHH
MUHUMAIBHBIX OTIYCKHBIX II€H TMpou3BoguTens (0e3 ydera MPOU3BOJCTBEHHBIX IUIOMIAJIOK,
yYacTBYIONIMX B TMPOILIECCE TPOU3BOACTBA) HA COOTBETCTBYIOIIHE (OPMBI BBITYCKAa TaKOTO
JIEKapCTBEHHOI'O Mpernapara B 0JHOM W3 MHOCTPaHHBIX T'OCYNapCTB, yKa3aHHOM B Tadnuue | pasznena Il
npuioxkeHus N 3 K MeTouKe (C Y4ETOM pacXxoJi0B, CBI3aHHBIX C TAMOKCHHBIM O()OPMIICHHEM ).

(B pen. [Hoctanornenus [IpaButensctBa PO ot 16.12.2019 N 1683)

[Ipu 5TOoM MakcuMalbHas pasHHLA MEXAY MpeleibHbBIMU OTIYCKHBIMM II€HAMHU Ha TakKou
pedepeHTHbI JIeKapcTBEHHBIM Mpernapar B pa3iMyHbBIX (opMax BBIMYCKA, COMOCTABUMBIX II0
JeKapCcTBEeHHON (opme, T03upoBKe (KOHIEHTPAIlMH, aKTUBHOCTH B C€IMHUIAX ACUCTBHS) M 0OIIEeMYy
KOJIMYECTBY BO BTOPUYHOMU (IOTPeOUTENBCKOI) YITaKOBKE, HE MOKET MpeBbIaTh 90 mpOLEeHTOB.

B cnywae ecnu mpenenbHas OTHYCKHasl ILieHa Ha peQEepeHTHBIM JEeKapCTBEHHBIM Ipemnapar
3aperucTpUPOBaHa B COOTBETCTBMM C HACTOALIMM IYHKTOM, pacdeT MpeAebHbIX OTIYCKHBIX IIEH Ha
BOCIIPOU3BE/ICHHBIHM, OMOaHamoroBblil (OMOMOAOOHBIN) TeKapCTBEHHBINH IpenapaT OCYLIECTBISETCS Ha
KaXxaylo ¢GopMy BBITyCKA C Y4Y4eTOM TpPEAETbHBIX OTIYCKHBIX LE€H IPOU3BOAMTENECH Ha
COOTBETCTBYIOIIHE (POPMBI BHITyCKa pe)epeHTHOTO JIEKAPCTBEHHOTO Ipernapara.

26. Jlep>kaTeslb MM BJaJeNel] PErUCTPAlIOHHOIO YAOCTOBEPEHUsS JIEKapCTBEHHOIO Ipenapara
(YIIOJIHOMOYEHHOE UM JIMII0) BOCIIPOU3BEACHHOI0, OMOaHAIOroBOro (O0MOmnog00HOro0) JeKapcTBEHHOTO
mpenapaTta NPEeACTaBIAIOT Ul TOCYAAPCTBEHHOW PETUCTPALMU IIPENEIbHYIO OTIIyCKHYIO LIEHY Ha
JIEKapCTBEHHBIN Ipenapar, paCCYUTAHHYIO MO MEKIYHAapOJHOMY HEMAaTEeHTOBAaHHOMY HAaMMEHOBAaHUIO
(mpu €ro OTCYTCTBUM MO XHMHUYECKOMY WJIM TPYNINHUPOBOYHOMY HAUMEHOBAHHIO), JEKAPCTBEHHOMN
¢dopme, 103UpOBKE (KOHLIEHTPAIIMH, aKTMBHOCTU B €IMHUIAX JEHCTBUSA) U OOIIEMYy KOJIMYECTBY BO
BTOPUYHOW (TIOTPEOMTENBCKOM) YIMaKOBKE C TNPHUMEHEHHEM COOTBETCTBYIOIIETO KOX(PQUIMEHTA 10
OTHOIIICHHIO K 3aperuCTPUPOBAHHON IMpeAeTbHON OTIYCKHOM IIeHEe MPOM3BOJUTENs Ha pedepeHTHbIN
JIEKapCTBEHHBIN Mpenapar B COOTBETCTBUU C METOIUKOU.

27. B cnywyae ecnmu B paMKax OJHOTO PErHCTPAIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
mperapaTa 3aperucTPUpPOBaH BOCIPOM3BEICHHBIN, OMOAaHANTOTOBBIN (OMOMOMIOOHBIN) JeKapCTBEHHBIN
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

mpemnapaT MPOU3BOAUTENS TOCYapCTBa - wieHa EBpa3uiickoro 5JKoHOMUYECKOro COr03a U MHOCTPAHHOTO
MPOU3BOJICTBA, LIEHA JJI TAKOTO JIEKAPCTBEHHOTO Mpernapara pacCUUThIBAETCS KaK AJis JICKaPCTBEHHOTO
Ipernapata NPOM3BOACTBA TrocCyJapcTBa - wWieHa EBpasuiickoro 3KOHOMHUYECKOTO COK3a WU
JIEKapCTBEHHOTI'O MIpernapaTa HHOCTPAHHOTO IPOU3BOJICTBA C YYETOM COOTBETCTBYIOIIETO MOHMKAIOIIETO
Kod(puImeHTa B COOTBETCTBUHU C METOJIMKOM.

(n. 27 B pen. [Hoctanosnenus [IpaButensctBa PO ot 16.12.2019 N 1683)

28. B cmyuae OTCyTCTBUS B pPaMKax MEXJIYyHapOAHOTO HENAaTEHTOBAHHOIO HAWMEHOBAaHUS U
JIeKapCTBEHHON (GOpMbI peepeHTHOrO JIEKAPCTBEHHOTO IMpernapara WM B Cllydae, €CM IpeaesibHas
OTITyCKHAsl IIeHa Ha peepeHTHHIN JIEKapCTBEHHBIN Mpernapar He 3aperucTpUpOBaHa, AepXKaTeilb WU
BJIa/I€JIel] PETUCTPALIMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpernapara (yIHOJIHOMOYEHHOE UM JIUIIO)
BOCIIPOU3BE/IEHHOTO WJIM OMOaHAJIOrOBOT0 (OMOI0I00HOT0) JEKapCTBEHHOT'O Mpenapara MnpeAcTaBisioT
U1 TOCYJApCTBEHHOM perucTpanuu (epeperucTpanun) npeieabHyo OTIYCKHYIO LIEHY IPOU3BOIUTENS]
Ha JICKapCTBEHHBIM  Mpemapar, pacCUMTAHHYIO TI0  MEXAyHapOJHOMY  HEHNaTeHTOBAHHOMY
HaMMEHOBAHMIO (TIPH €ro OTCYTCTBUU IO XHMHUYECKOMY WJIM TPYNIMPOBOYHOMY HAMMEHOBAHHIO),
JeKapCcTBeHHON (opme, T03upoBKe (KOHIEHTpPAIMK, aKTUBHOCTH B CIMHUIAX ACUCTBHS) M 0OIIEMY
KOJIMYECTBY BO BTOPHYHOM (MOTPEOMTENHCKON) YMNAKOBKE C INPUMEHEHHEM COOTBETCTBYIOLIETO
Koa¢(duIMeHTa 0 OTHOIIEHUIO K MaKCUMAaJbHOW 3apeTrUCTPUPOBAHHOMN MpeleabHOW OTIYCKHOU IIeHe
JIEKapCTBEHHOT'O IIperapara, COBINAAAIOMIEr0 0 MEXAYHAPOJHOMY HEaTEeHTOBAHHOMY HAWMEHOBAaHUIO
(mpu ero OTCYTCTBMM MO XUMHYECKOMY WIM TPYINIUPOBOYHOMY HAMMEHOBAHUIO), JEKApCTBEHHOM
(dopme B cooTBeTCTBUM ¢ pazaenom VIII meToauk.

29. T'ocynapcTBeHHasi peructpainusi MpeaesibHOW OTIMYCKHOM I1I€Hbl Ha UMMYHOOMOJOTUYECKUMA
JIEKapCTBEHHbIM Mpenapar (BakUWHY), BKIIOYEHHBbIH B [EPEYEHb HKU3HEHHO HEOOXOJUMBIX H
BAKHEHNIINX JIEKAPCTBEHHBIX MPENapaToB, OCYIIECTBISETCS B COOTBETCTBHM C TpPeOOBAaHUSAMU,
YCTaHOBJICHHBIMU I peepeHTHBIX JIEKAPCTBEHHBIX IpernapaToB. [Ipu 3ToM niepkarenb Win Blajelier
PETUCTPAIIMOHHOTO  YJOCTOBEPEHHUs JIEKAPCTBEHHOTO TMpemnapaTa (yHOJTHOMOYEHHOE UM  JIUIIO)
MIPECTABIISAIOT JJIS TOCYIapCTBEHHOM PErMCTpaluy MPEAeNIbHYI0 OTIYCKHYIO IIEHY Ha JIEKApCTBEHHBIN
Ipenapar, He IPEBBIIANIIYI0 MAaKCUMAJIBHYIO 3apErMCTPUPOBAHHYIO INPEICIBHYIO OTIIyCKHYIO LIEHY
MIPOU3BOJUTEIS] HA JIGKAPCTBEHHBIN IpenapaT, COBIAAOIINMI M0 MEK/yHAPOJHOMY HEITATEHTOBAHHOMY
HAaUMEHOBAHMIO (IIPU €ro OTCYTCTBUHU IO XMMHYECKOMY WJIM TPyNIHPOBOYHOMY HAWMEHOBAHUIO) U
JIeKapCTBEHHOM (opMe, OIpe/IeICHHYIO B COOTBETCTBUU C METOIUKOU.

(8B pen. lloctanoBnenus IIpaBurensctea PO ot 16.12.2019 N 1683)

B cnyuae eciu Ha gaty noxauu B MuHHCTEpCTBO 3ApaBooxpaHeHus Pocculickoit @enepanuu
3asBJICHUS O TOCYHApCTBEHHOM pPErMCTpallMd Ha JIGKapCTBEHHBIM IIpenapar, IIPUMEHSEMbId B
NeAuaTpu4ecKor MpakTUKe (Ha OCHOBAHUU CBEIEHUN MHCTPYKUMHU MO MEIULUHCKOMY MPUMEHEHHUIO
JIEKapCTBEHHOI'O Iperapara), He 3aperucTpupoBaHa MpejelibHas OTIYCKHas IieHa Ha JIEKapCTBEHHBIH
mpernapar B JIO3MPOBKaxX, IPUMEHSAEMbBIX B IEIUATPUYECKOM IPaKTUKE, B pPAMKaxX OJHOIO
MEXJIYHapOJAHOTO HEMAaTeHTOBAaHHOIO HAUMEHOBaHMs (NP €ro OTCYTCTBHUM XHUMHUYECKOTO WU
IpYNIMPOBOYHOIO HAUMEHOBAHUS) U JIEKAPCTBEHHOM (POPMBI, pacyeT OCYIIECTBISETCS B COOTBETCTBUU
¢ TpeOOBaHMSAMH, YCTAaHOBJICHHBIMU JJIsi peepeHTHHIX JIEKAPCTBEHHBIX TpemnapaTtoB. llpum s3Tom
MaKCUMaJbHas pa3HUIA MEXKIYy MUHUMAJIbHON 3apEruCTPUPOBAHHOMN MPEAEIbHON OTITYCKHOW IIEHOW Ha
JIEKApCTBEHHBIM IIpenapar W NPEACTAaBICHHOM U1 TOCYAapCTBEHHOM pPEruCTpaluyd IpeaesIbHON
OTIIyCKHOM LIEHOM Ha JIEKapCTBEHHBIM IIpernapar, pacCuMTaHHas HMCXOAS W3 CTOMMOCTU E€IVHMIIBI
JEMCTBYIOIErO BEUIECTBA, HE MOXKET NMpeBbIaTh 90 npoeHTOoB.

(a63am BBeneH [locranosnenueM [IpaButenscta PO ot 16.12.2019 N 1683)

30. 3apeructpupoBaHHAs TpeleibHAs OTIYCKHAs II€Ha NPOU3BOJAUTENSI HA JIEKAPCTBEHHBIN
npemapar MOKET 6I>ITI) NEPEPEruCcTprupoBaHa B LEIAX YBCIUUYCHHUA B CllydadX, MPEAYCMOTPCHHBIX
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MoctaHoBneHwue lMpasutensctea PO ot 29.10.2010 N 865 [lokyMeHT npegocTasner KoncynsraHTilntoc

KOHCYNbTAHTIINIIOC
spep" ot 18.11.2020) [ata coxpaHenus: 22.07.2022
O rocynapCTBEHHOM perynvMpoBaHUM LIEH Ha N1eKapcTB...

nyHkTamu 32 u 34 Hactosmux [IpaBui, Ha OCHOBaHHMM 3asiBICHHS O MEPEPETHCTPAIMN U JOKYMEHTOB,
NpeJCTaBICHHbIX B MUHHUCTEPCTBO 3/1paBooxpaneHust Poccuiickoit @enepanuu 10 1 OKTSIOps Kaxa0ro
roja (He yauie 1 pa3a B kajneH1apHoM rofy). IlpenenbHas oTiyckHas 1ieHa Ha JIEKapCTBEHHBIH penapar
HE MOXET OBITh TepeperucTpupoBaHa B TOM JK€ KaJCHIAPHOM TOay, B KOTOPOM OHa Oblia
3apernucTpUpOBaHa.

31. 3asBneHHas K [epeperucTpalvy MpeaeibHas OTIYCKHas I€Ha BOCIPOMU3BEIEHHOTO,
O6roaHanoroBoro (61omoJ00HOT0) IEKapCTBEHHOTO MpernapaTa Mocje MepeperucTpaluu He MOXKET ObITh
BBHIIIE 3apETUCTPUPOBAHHON TPEIENbHON OTIYCKHOM IIE€HBI TPOW3BOAMTENS Ha pedepeHTHBIN
JIEKapCTBEHHBIN Mpenapar, ONpPeIeIECHHOW B COOTBETCTBUU C METOIMKOM.

Koncynprantlntoc: npumeyanue.

IIpenenbHble OTHyCKHBIE 1LeHbl Ha JekapctBa n3 nepeuns KHBJIIL, 3apeructpupoBanHbIE 10
17.12.2019 u nepepeructpupoBaHHbie B 00s3arebHOM mopsike B 2019 - 2020 romax, MOTyT OBITh
nepeperucTpupoBanbl B cooTBeTcTBUM ¢ MyHKTOM 32 (IlocranoBnenue IIpaBurensctBa P® or
16.12.2019 N 1683).

32. 3aperucTpupoBaHHas IpeleibHAs OTIyCKHAs L€Ha Ha JICKApCTBEHHBIM mpemapar
NPOU3BOJUTENS TOCyAapcTBa - uwieHa EBpa3uicKOro 5SKOHOMHYECKOTO COI03a MOXKET ObITh
NepeperucTpUPOBaHa B COOTBETCTBUH C METOIMKOM:

(B pen. Lloctanosnenus Ilpasurenscrea PO ot 16.12.2019 N 1683)

a) JUTS JIEKApCTBEHHBIX MpPEenapaToB HUKHETO IIEHOBOTo cermMenTa 10 100 py0Oieii (BKIIOUUTENBHO)
- B Clly4ae WM3MCHEHHs IICH Ha ChIph€ W MaTephallbl, a TaKKe B Clydae HM3MCHEHUS HaKJIaTHBIX
pacxoJ0B, HO HE BbIIIE€ YPOBHA (PaKTUUECKOM MHQUIALMHU B MPEILIECTBYIOIEM KaJIeHAapHOM Tolly ¢
YU4eTOM MPOTHO3UPYEMOIO YpPOBHS HHQUIALMHU, YCTAaHOBJIEHHOTO Ha TEKYLIMH Toa ¢enepaabHbIM
3aKOHOM O (hefiepalibHOM OFOJIKETe Ha COOTBETCTBYIOIINI (PMHAHCOBBII I'OJ1 M TUIAHOBBIN MEPHOL;
(B pen. Lloctanosnenus IlpasurenscrBa PO ot 16.12.2019 N 1683)

0) IUIs JIEKapCTBEHHBIX IIperapaTtoB IeHoBoro cermeHta ot 100 py6rneir mo 500 pyOuei
(BKJIFOUMTENFHO) - B Cily4ae YBEIMYCHHS IICH Ha CBIPhE W MaTepUAIIbl, HCIIOJIB3YEMbIE IIPH
IIPOM3BOJICTBE KOHKPETHOI'O JIEKAPCTBEHHOI'O IIpernapara, KOTOPble B PaBHOM CTENEHU BIUSAIOT Ha
YPOBEHb 3aperMCTPUPOBAHHBIX II€H Ha BCE JICKApPCTBEHHbIE IpEnaparbl, OTHECEHHBIE K OJHOMY
MEXyHapOJAHOMY HENaTeHTOBAHHOMY HAMMEHOBAHMIO M HMMEIOLIME OJMHAKOBBIA IyTh BBEACHUS
(xoneOaHMsI BAIIOTHBIX KYPCOB, POpC-MaskOpHBIE 00CTOSATENHLCTBA, BOHUKIIINE Y MMOCTABIIMKOB CHIPhS U
MaTEepHAJIOB), HO HE BHIIIE YPOBHS (aKTHUECKOW MHMISAIMH B MPEIIMISCTBYIOMEM KaJICHIAPHOM IOy C
Y4eTOM TPOTHO3UPYEMOTO YPOBHS HMHQIISINW, yCTAaHOBIEHHOTO HAa TEKYIIUH TOA QenepaabHbIM
3aKOHOM O (hefiepalIbHOM OFOJIKETE Ha COOTBETCTBYIOIINI (PMHAHCOBBIN IO/l U IJIAHOBBIN MEPHOL;

(8B pen. lloctanoBnenus IIpaBurenscrea PO ot 16.12.2019 N 1683)

B) JJs JIGKApCTBEHHBIX MpenaparoB IeHoBoro cermeHta oT 100 py6Oneit mo 500 pyOueit
(BKJIIIOYMTENBHO) - B ClIy4yae M3MEHEHHs LIEH Ha ChIpb€ M MaTepuajbl, a TAKKE B CIyuyae U3MEHEHUS
HAKJIaHBIX PACX0JI0B, HO HE BHIIIE IPOTHO3HPYEMOTO YPOBHS HH(ISINY, YCTAHOBICHHOTO HAa TEKYIIUH
roq ¢enepaibHbIM 3aKOHOM O (QefepalbHOM OlOKeTe Ha COOTBETCTBYIOIIMK (DUHAHCOBBIA ToJl U
IUTAaHOBBIN MEPHOL;

(8B pen. lloctanoBnenus IIpaBurensctea PO ot 16.12.2019 N 1683)

T') JUIs JIGKApCTBEHHBIX TpenapaToB 0€3 OrpaHUMUYCHHS 110 LIEHE - B CIIy4ae €ClId CPEIHEB3BEIICHHAS
(akTHueckasi OTIyCKHas IIeHa Ha JICKapCTBEHHBIN Mpernapar 3a MepHoi, UCTEKIINA CO JHS HMPUHSATHS
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

pelieHuss O TOCYNapCTBEHHOM peructpauuu (TMOCHeIHEH MepeperucTpanuy, o00s3aTenbHOM
nepepeructpauu B 2019 - 2020 rogax) nmpenenbHON OTIYCKHOW IEHBI 1O JHS MOJayu 3asBICHUS O
nepeperucTpanuy, Oblla HIDKE 3aperuCTpUPOBAHHOM Ha 3TOT TMEpHOJ LeHbl He Ooiee 4yeM Ha
MIPOTHO3UPYEMBIl YPOBEHb HMHGJISINK, YCTAaHOBICHHBIH Ha TEKYUIWA TOX (eaepantbHbIM 3aKOHOM O
(dbenepasibHOM OFOJKETE HAa COOTBETCTBYIOINIUI (DMHAHCOBBIM TOJl W TUIAHOBBIM MEPUOJ, HO HE BHIIIE
BEJIMYHHBI, PACCUNTAHHOW B COOTBETCTBUU C METOJIUKOU.

(8B pen. lloctanoBnenus IIpaBurenscrea PO ot 31.10.2020 N 1771)

33. Ilpu nepepeructpani NpPEAENIbHBIX OTIYCKHBIX LIEH NPOMU3BOAUTENS FOCYJapcTBa - WiEHa
EBpa3uiickoro SKOHOMHUYECKOTO COI03a JOKYMEHThl HAa HMHOCTPAHHOM S3bIKE IIPEACTABISAIOTCA Ha
OyMa)XHOM HOCHUTEJIE C 3aBEPEHHBIM B YCTAHOBJICHHOM HOPSIKE NEPEBOAOM Ha PYCCKUH SI3BIK.

(B pen. Loctanosnenus IIpasurensctBa P® ot 16.12.2019 N 1683)

JlaHHble B OTHOLIEHHMHM BceX (DaKTHYECKMX IIeH B BaJIIOTE IOCyJapcTBa - wieHa EBpa3suiickoro
HKOHOMHUYECKOTO COI03a IMPEJCTABIAIOTCS C YYETOM IepecueTa Ha pyOiaH Mo Kypcy, YCTaHOBIEHHOMY
LentpansueiM 6ankoM Poccuiickoit @enepannu Ha JeHb, KOT/Ia IPOU3BOAUTENIEM Obljla OCYIIECTBIICHA
(dakTHueckass  peanu3alysl  JIGKAPCTBEHHBIX  IPENapaToB  OPraHM3allMd  ONTOBOW  TOPTOBIH
JIEKapCTBEHHBIMU CpEeACTBaMM, W (WMJIM) aNTe4YHOM OpraHu3auuu, W (WIM) WHAWBUIYaTbHOMY
MpeNPUHUMATENIO, UMEIOIINM JIUIEH3UI0 Ha (apMalleBTUYECKYIO 1eATEIbHOCTb.

Koncynprantllntoc: mpumeyanue.

[IpenenpHble OTMyCKHBIE LeHBI Ha JekapcTBa u3 mnepeuns JKHBJIII, 3apeructpupoBanHbIE 10
17.12.2019 u nepepeructpupoBaHHble B 00s3aTeabHOM nopsiake B 2019 - 2020 roxax, MOryT OBITH
MepeperucTpupoBanbl B cooTBeTcTBUU ¢ NyHKTOM 34 (Ilocranonenue I[IpaButensctBa P®D ot
16.12.2019 N 1683).

34. 3apeructpupoBaHHasl IpeeiIbHAs OTIIYCKHas 1I€HA JIEKapCTBEHHOT'O IpernapaTa MHOCTPAHHOTO
IIPOM3BOJICTBA, B TOM YHUCIJIE€ MEPBUYHAS U (WIM) BTOPUYHAS YHaKOBKAa KOTOPOTO OCYIIECTBISETCS B
Poccuiickoit @enepaini, MOKET OBITh TIEPEPETUCTPUPOBAHA B COOTBETCTBUU C METOIMKOHU, €CITH POCT
Kypca HallMOHAJIbHON BaJIIOThI TOCYJIapCcTBa - MPOU3BOAUTENS K PYyOJItO CO JIHS NMPUHATHUS PEIICHUS O
rOCYJapCTBEHHON perucTpanuu (ImociegHed Nepeperucrpanuy, o0s3aTeIbHON MepeperucTpaluu B
2019 - 2020 ropgax) mpenenbHOM OTIYCKHOM LIEHBI MPOM3BOIMTENS HA JIEKAPCTBEHHBIM IpenapaT 1o
JIeHb T0JIa4M 3asiBIICHUS] O MEPeperducTpaluy MPEBHILACT MPOTHO3UPYEMBIH YpPOBEHb HHQIISLNY,
YCTQHOBJICHHBI Ha TeKyIIMd Tox (QenepanbHbBIM 3aKOHOM O (enepanbHoM Oropkere Ha
COOTBETCTBYOIINN ()MHAHCOBBIN TOJ U TUTAHOBBIN ITEPHO/T.

(B pen. [locranosnenwuii [IpaButenscrBa PO ot 16.12.2019 N 1683, ot 31.10.2020 N_1771)

[lepepeructpanysi npenenbHONM OTIIYCKHOM LIEHBI JIEKAPCTBEHHOI'O IIpernapara HHOCTPAHHOIO
NIPOM3BOJICTBA, B TOM YHMCIIe NEpBUYHAs U (WJIM) BTOPUYHAs YIMAKOBKAa KOTOPOIO OCYILECTBIISETCS B
Poccuiickoit ®@enepanuu, OCYIIECTBISAETCS C YYETOM IPOTHO3MPYEMOro YpPOBHsS HHQIISLHNH,
YCTAaHOBJIEHHOTO Ha TeKymMid Troj QenepaabHbIM 3aKOHOM O (enepaabHOM OropKeTe Ha
COOTBETCTBYIOIIMK (PUHAHCOBBII T'OJ M IUIAHOBBIM MEPUOJ, HO HE BBIIIE BEJIWYMHBI YBEIUYEHUS,
pacCUYMTaHHOM B COOTBETCTBUM C METOAMKON, C YYE€TOM MHUHUMAJIbHOM OTIIyCKHOW IIEHBI
npousBoauTens (0e3 ydera HAMMEHOBAaHUS IPOM3BOJCTBEHHBIX IUIOIIAA0K, YYaCTBYIOIIMX B Ipolecce
NIPOM3BOJICTBA) HAa TAaKOW JIEKApCTBEHHBIN MpernapaT B MHOCTPAHHBIX TOCYAApPCTBAX, yKa3aHHbBIX B
tabauue 1 paznena Il mpunoxenus N 3 k meToauke.

(B pen. Lloctanosnenus IlpasurenscrBa PO ot 16.12.2019 N 1683)

35. Jlns mepeperucTpaluu MpeaeTbHOM OTIYCKHOM I€HbI MPOW3BOAUTENSI HA JIEKAPCTBEHHBIN
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

npemnapar, KpoME HOKYMCHTOB, YKAa3aHHBIX B ITYHKTC 5 HacTOSAIUX HpaBI/IJ'I, MMPEACTABIIAKOTCA
CJICAYIOUC NOKYMCHTHI IJII SKOHOMHUYCCKOT'O aHAJIM3a Ha 6YMa)KHOM HOCHUTCIIC (B 2 3K3€MHJBIan)I

a) Juld JIEKapCTBEHHOIO IIpemapaTra IPOU3BOAUTEN TIoCyJapcTBa - wieHa EBpasuiickoro
SKOHOMMYECKOTO COI03a MPH MEepeperucTpanuu B ciydasx, IpeayCMOTPEHHBIX MOoAMyHKTamMu "a" u "B"
nyHkTa 32 Hacrosmux [IpaBuir:

(B pen. [Hocranornenus [IpaButensctBa PO ot 16.12.2019 N 1683)

pacueT BCIUYUHBI YAOPOXKAHUSA CTOUMOCTU CbhIpbd U MATCPHUAJIOB B CTPYKTYpPE 3aTpar Ha
MPOU3BOACTBO U p€ain3alnuio JICKAPCTBCHHOI'O IIpCIIapaTta,

KOIIMHA KOHTPAKTOB, MOATBEPKAAIOIINX YBEINYEHUE CTOMMOCTH CBIPbsl U MATEPUAJIOB, CO CPOKAMHU
JEUCTBUS, 3aBEpILAIONIMMHUCA HE paHee dYeM uepe3 3 Mecsla co JAHA I0Jauu 3asBIICHUS O
nepeperucTpanuy, a Takke KONMUM cHenu@UKanuil W BceX NPUIIOKEHUN K KOHTpaKTaMm, KOTOpbIE
ABJIAIOTCSA UX HEOTHEMIIEMOU YacCTbIO;

JOKYMEHTaJIbHOE MOATBEPKACHNE (PaKTHUECKUX 3aTPaT Ha ChIpbe U MaTepHalibl Ha IeHb PUHSITHS
pelieHrst O TOCyIapCTBEHHOM  perucrpanuu  (IOCHETHEeH mepeperucTpanuu, o0s3aTeabHON
nepepeructpanuu B 2019 - 2020 rogax) npeaenbHO OTIYCKHON LIEHBI Ha JIEKAPCTBEHHBIN IIpeTapar;

(B pen. Loctanosnenus Ipasurenscrea PO ot 31.10.2020 N 1771)

pacde€T BCIWYHMHBI HN3MCHCHHA HAKJIAAHBIX PACXO0JOB B ClIyda€ YBCIHWYCHUA TapI/I(i)OB Ha
OJICKTPUYECCKYIO SHEPIHIO, TeHJ'IOCHa6}KCHI/Ie, BO,Z[OCH&6)KCHH€ M IEH Ha TOIUIMBO, a TaKXE pPacucT
YBCIIUYCHUA AMOPTU3AITUOHHBIX OTUYHMCIICHUM 10 OCHOBHBIM cpeacTBam, HCIIOJIb3YCMbIM
HETIOCPCACTBCHHO JISI IPOU3BOACTBA JICKAPCTBCHHBIX IIPCIIAPATOB,

JOKYMCHTAJIbHOC TOATBCPIKACHHUEC YBCIIMYCHUA HAKIAJHBIX PACXOJ0B, a TaAKKEC KOIIHNU
AOKYMCHTOB, IMOATBCPKAAOIINX BBOJ COOTBETCTBYIOIIUX OCHOBHBIX CPCACTB B OKCILTYAaTalluIO,

pacueT ypoBHS pEHTa0ETbHOCTH HAa KOHKPETHBIM JIEKapCTBEHHBIM Mpernapar B COOTBETCTBUHU C

[V

METOJAHNKOM,;

0) ans JeKapcTBEHHOrO IpenapaTa IPOM3BOAMTENS TrocylgapcTBa - ujeHa EBpasuiickoro
HKOHOMHUYECKOTO COI03a MIPU MEPEPETUCTPaIMU B CIyYasiX, IPEAyCMOTPEHHBIX MOAMYHKTOM "0" myHKTa
32 nacrosimux [IpaBut:

(B pen. Loctanosnenus Ilpasurenscrea PO ot 16.12.2019 N 1683)

pacyeT BEJIMYMHBI YIOpPOXKaHUS CTOMMOCTH ChIpbS W MaTEpHAJOB B CTPYKType 3arpaT Ha
IIPOU3BOICTBO U PEaInu3alIo JICKAPCTBEHHOTI'O IIPENapara;

KOIMHMU KOHTPAKTOB, MOJITBEPKAAIOLINX YBEIMUEHHE CTOUMOCTHU CBIPbsl U MAaTEpHAIIOB, CO CPOKAMU
NEICTBYS, 3aBEpLIAIOIIMMMCI HE paHee 4YeM depe3 3 Mecsila co JHS IOAAauu 3asBICHUS O
NEPeperucTpanuy, a TaKKe KOMHM ClIeUu(pUKAUA M BCEX NPUIOKEHUH K KOHTPAKTaM, KOTOPHIE
SIBJIAIOTCS. UX HEOTHEMJIEMOM YacThlO;

JIOKYMEHTaJIbHOE MOJITBEPKICHIE (PaKTUUECKHUX 3aTpaT Ha ChIpbe U MaTepUalIbl Ha I€Hb PUHSATHUS
pelieHusi O TOoCyIapCTBEHHOM perucrpauuu  (IOCieIHEH mepeperucTpanuu, o0s3aTeabHON
nepepeructpanuu B 2019 - 2020 rogax) npeaesibHON OTITYCKHOM LI€HBI Ha JIEKapCTBEHHBI Npernapar;

(8B pen. LocranoBnenus IIpasurenscrea PO ot 31.10.2020 N 1771)
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

pacueT ypoBHS peHTa0EeTbHOCTH HAa KOHKPETHBIM JIEKapCTBEHHBIM Mpernapar B COOTBETCTBUU C
METOJIMKOM;

B) I JIEKapCTBEHHOIO IIpenapaTa IIPOM3BOAMTEN TrOCyJapcTBa - wieHa EBpasuiickoro
SKOHOMMYECKOTO COI03a MPU MEepEeperucTpanuu B ciayyasx, IpeayCMOTPEHHBIX MOAMYHKTOM "I MyHKTa
32 nacrosuux Ilpasuin, - konus dopmer N 2-JIEK (mpom) "CBeneHust o mpou3BOJCTBE, OTTPYy3Ke U
LIEHAaX Ha JIEKAPCTBEHHBIE cpelIcTBA" (111 OTEUECTBEHHBIX POU3BOAUTENEH), a TAK)KE KOIIMHU TOBapHBIX
HAaKJIaJHbIX HA KOHKPETHBIN JIEKAPCTBEHHBIM IIpenapar, OTTPYXXEHHBIM B aapec IOKynaTeled B
COOTBETCTBYIOIIMH OTYETHBIM IMEPHUOJI, ONPEACIECHHBI B COOTBETCTBHUM C IIYHKTOM 37 HACTOSIIHMX
[IpaBun (mpencraBieHHe BCEX TOBAPHBIX HAKIAJHBIX HEOOXOAWMO, €CIIM KOJHYECTBO OTIPY30K IO
JIEKapCTBEHHOMY IpernapaTry He IpPEeBbIIAeT 25 IITYyK, a [0 JEKapCTBEHHBIM IpernaparaM, 0 KOTOPhIM
KOJIMYECTBO OTTPY30K IPEBBILIAET 25 MTYK, HEOOXOIUMO MPEICTABUTh KOMUK TOBAPHBIX HAKIIAIHBIX C
HauOOJIBIIMM YAEIbHOM BECOM B 00BEME peanu3alui KOHKPETHOrO JIEKAPCTBEHHOIO MpernapaTa, HO He
MeHee 25 MTyK);

(8B pen. LoctanoBnenus IIpasurenscrea PO ot 16.12.2019 N 1683)

) JUIsl JIEKApCTBEHHOI'O IIpernapaTa MHOCTPAHHOTO MPOU3BOJACTBA, IEPBUYHAS U (MJIM) BTOPUYHAs
YIIAKOBKA KOTOPOTO OCYIIECTBISACTCS WIM IUIAHUPYETCA OCYUIECTBIATHCA B Poccuiickoit denepanuu,
JiepKaTesleM WM  BJIAJEIBLUEM PETUCTPALMOHHOIO YJIOCTOBEPEHHMs JIEKaPCTBEHHOIO Iperapara
(YIIOJIHOMOYEHHBIM UM JIMLIOM) IPH MEPEPETUCTPALMU B CIIy4asX, MPEIyCMOTPEHHBIX MYHKTOM 34
Hacrosiuux [IpaBu:

(B pen. LocranoBnenus IIpasurenscrea PO ot 16.12.2019 N 1683)

KOIIMMA TOBapHBIX HAKJIAJAHBIX HA KOHKPETHBIA JIEKAPCTBEHHBIN Ipenapar, 3a COOTBETCTBYIOIIHN
OTYETHBIN MEPHUOJ], OTIPEAETICHHBIN B COOTBETCTBUM C MyHKTOM 37 Hactosuux [IpaBun (mpeacrasnenue
BCEX TOBAPHBIX HAKJIAJHBIX HEOOXOJIHMMO, €CIIM KOJIMYECTBO OTIPY30K IO JIEKAPCTBEHHOMY Ipenapary
HE MPEBBbIIAET 25 IUTYK, a MO JIEKAPCTBEHHBIM IIpenaparaM, IO KOTOPBIM KOJIMYECTBO OTIPY30K
IpeBbILIAeT 25 IUTYK, HEOOXOIMMO NPEACTaBUTh KOMUM TOBAPHBIX HAKIAIHBIX C HAUOOJIBIIUM
yIIeIbHOM BECOM B 00bEMe pealu3alliid KOHKPETHOIO JIGKAPCTBEHHOTO Iperapara, HO He MeHee 25
ITyK);

cBelieHUs] (MO BBIOOpY JepskaTess WM  BIaJAeNblla PETUCTPALMOHHOIO  YAOCTOBEPEHUs
JIEKapCTBEHHOI'0 IpernapaTa (yMOJHOMOYEHHOTO WM JIMIIA), MOJITBEP)KIAIOUINE OTIYCKHbIE LEHBI
IIPOM3BOJUTENI HA JIGKAPCTBEHHBIM Ipenapar B HHOCTPAaHHBIX TIOCYNapCTBaX, YKa3aHHBIX B
nputoxeHud N 2 Kk MeToiuKe (Ha OyMa)kHOM HOCHUTENE ¢ IEPEBOIOM Ha PYCCKHM S3bIK);

J) A7 JIEKapCTBEHHOI'O IpernapaTa WHOCTPAHHOTO TPOM3BOJCTBA NPU IEPEPErucTpaludl B
Cllydasix, IpeAyCMOTPEHHBIX MyHKTOM 34 HacTosmmx [IpaBu:
(B pen. Loctanosnenus IlpasurenscrBa PO ot 16.12.2019 N 1683)

KOIMMA TaMOXEHHBIX JEKJapaluii Ha IOCTABKY KOHKPETHOI'O JIEKAPCTBEHHOIO IIpernapara 3a
COOTBETCTBYIOIIUN OTYETHBIM IEPUOJ, ONPEACICHHBIH B COOTBETCTBHUM C IIyHKTOM 37 HACTOSIIHX
[IpaBun (mpeacraBieHue BceX TAMOXKEHHBIX JeKJIapaluil He00X0AUMO, €CIIM KOJIMYECTBO TaMOXKEHHBIX
JEeKIapaluil 10 JIEKApCTBEHHOMY IIpernapaTy He IpeBbllIaeT 25 IMTyK, a MO JIEKAPCTBEHHBIM
npernaparam, M0 KOTOPBIM KOJIMYECTBO TAMOXXEHHBIX JIEKJIapaluid MpeBbIIaeT 25 MTYyK, He0OOXOANMO
MIPEICTaBUTh KOMHUK TaMOXKEHHBIX JEKJIapalyii ¢ HauOOJIbIIUM YJEIbHOM BECOM B 00BbEME peau3alun
KOHKPETHOI'0 JIEKapCTBEHHOTO Mpernapara, Ho He MeHee 25 HITYK);

cBefieHUsT (MO BBIOOPY JepsKaTess WM BIaJeNblla PETUCTPALMOHHOTO  YAOCTOBEPEHUs
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MoctaHoBneHwue lMpasutensctea PO ot 29.10.2010 N 865 [lokyMeHT npegocTasner KoncynsraHTilntoc

KOHCYNbTAHTIINIIOC
Epeﬂ. ot 18.11.2020) [ata coxpaHenus: 22.07.2022
O rocynapCTBEHHOM perynvMpoBaHUM LIEH Ha N1eKapcTB...

JIEKapCTBEHHOTO TpemnapaTa (yMOJHOMOYEHHOTO WM JIHMIIA), MOJATBEP)KIAIOUINE OTIMYCKHBIC LEHBI
MPOU3BOJUTENS] Ha JICKAPCTBEHHBIM TMpenapaT B HWHOCTPAHHBIX TOCYJIApCTBAX, YKa3aHHBIX B
npuioxkenud N 2 k MeTouke (Ha OyMaKHOM HOCUTEJIE C MIEPEBOIOM Ha PYCCKHUM SI3BIK).

36. Ilpu mepeperucTpallid TPEACTbHBIX OTIYCKHBIX II€H Ha JIEKAapCTBEHHBIE IMpenaparhl
MPOM3BOJUTEN TOCyJapcTBa - 4jeHa EBpa3uiickoro »KOHOMHUYECKOTO0 COI3a B CilydasX,
MpeyCMOTpeHHbIX ToAnyHkTamu "a" - "B" myHkrta 32 Hacrosmux [IpaBun, mpenesbHbBI ypOBEHBb
peHTa0eIbHOCTH He MOKET MpeBbIaTh 30 MPOLIEHTOB.

(8B pen. Locranosnenus IIpasurenscrea PO ot 16.12.2019 N 1683)

37. Illpu mepeperucTpaluu MpeAeIbHOW OTIYCKHOM IIEHBbI MPOU3BOAMUTENS HA JIEKAPCTBEHHBIN
npenapar B Ka4eCTBE OTYETHOTO TIEPHOJa IPUHUMACTCS TIEPUOJ], UCTEKIINN CO JTHS TMPUHSITHS PEIICHUS
0 TOCYJAapCTBEHHOW perucTparuu (TocleaHel MmepeperucTpannu, 00sS3aTebHON MepeperucTpaluy B
2019 - 2020 rogax) mpeneabHOM OTIYCKHOM IIeHBI Ha JIEHb 1MoJa4i B MHUHUCTEPCTBO 37paBOOXPAHCHHS
Poccuiickoit denepanuu 3asBI€HNS O IIEPEPETUCTPALIMH.

(8B pen. LocranoBnenus IIpasurenscrea PO ot 31.10.2020 N 1771)

38. Ha ocHOBaHMM 3asBI€HUS O II€pPEpErucTpaliy, I[PEACTABICHHOIO JepXaTejleM WU
BJIQJIENIBLIEM PETUCTPALIMOHHOTO YIOCTOBEPEHMs JEKAapCTBEHHOIO Ipenapara (yImOoJIHOMOYEHHOTO UM
TUIa) B TEMSIX CHIDKEHWS IIEHBI Ha JIGKAPCTBEHHBIM MpemnapaTr, MHUHHCTEPCTBO 3/paBOOXpaHEHUS
Poccuiickoit  ®enepaunu  paccMaTpuBaeT  BONPOC O IPUHATHUM  PELIEHHs O  CHW)XXCHUH
3apETUCTPUPOBAHHON MPEAEIbHOM OTIYCKHOW LIEHBbI MPOU3BOJUTENS Ha JIEKAPCTBEHHBIM Mpernapar.
3asBiIeHHE O TIEPEPETHCTPAIMH B IENSIX CHIDKEHUS IIEHBI HA JIEKApCTBEHHBIM MpemapaT MOXKET OBITh
IIPEACTABICHO COBMECTHO C 3asBJICHHMEM O BHECECHMM MW3MEHEHHM B pEECTPOBYIO 3allUCh O
FOCY/JApCTBEHHOW PErucCTpalyy MPEAeIbHOM OTHYCKHOW LIEHBI MPOU3BOAUTENS HA JIEKAPCTBEHHBIN
Mpenapar B COOTBETCTBUMM NyHKTOM 7 IlpaBun BeneHHs TOCYIapCTBEHHOI'O peecTpa MPenesbHBIX
OTIYCKHBIX LI€H IPOU3BOAUTENICH HA JIEKAPCTBEHHbIE NIPENapaThl, BKJIOUECHHBIE B NIEPEUYCHb KU3HEHHO
HEOOXOMUMBIX W BaXXHEHIIUX JIEKAPCTBEHHBIX IMPEMapaToB, YTBEPKIEHHBIX MOCTAHOBJICHUEM
[IpaButensctBa Poccuiickoit @eneparuu ot 29 okta6ps 2010 r. N 865 "O rocynapcTBeHHOM
PETYIMPOBAHUH IICH Ha JIGKAPCTBEHHBIC MIPEIapaThl, BKIIOYCHHBIC B IEPEUCHD JKU3HECHHO HEOOXOIMMBIX
Y BOKHEUIIINX JICKAPCTBEHHBIX MTpenapaToB'.

38(1). IIpu HanmuuuK B OTHOIIEHUU OJIHOTO JIEKAPCTBEHHOIO MpernapaTa pemeHns MuHucTepcTsa
3apaBooxpanenust Poccuiickoir denepanyiu 0 MEpPEeperucTpaliuy 3aperuCTPUPOBAHHON MpeaeIbHON
OTIIYCKHOM 1€Hbl MPOU3BOAMUTENS Ha JIEKAPCTBEHHBIM MpernapaT B COOTBETCTBUU C NyHKTOM 30
Hacrosmux [IpaBunm smbGO B COOTBETCTBUM € NYHKTOM 38 Hactosmux IIpaBunm u  pemieHus
MunuctepcTBa 3apaBooxpanenus Poccuiickoit @enepanum 06 o0s3aTrenpHON nepepeructparuu B 2019
- 2020 romax mpenenbHOM OTHYCKHOW II€Hbl MpPOU3BOAUTENS B COOTBETCTBUM C [lpaBunmamu
oOsi3arenbHON nepepeructpauu B 2019 - 2020 rogax 3aperucTpupOBaHHBIX MPEIEIbHBIX OTITYCKHBIX
LIEH [POU3BOJAUTENIE HA JIEKAPCTBEHHBIC IIpenaparbl, BKIIYEHHbIE B IE€PEYEHb KU3HEHHO
HEOOXOMUMBIX M BaXHEWIINX JIEKAPCTBEHHBIX IMPEMapaToB, YTBEP>KICHHBIMU TOCTAHOBJICHHUEM
[IpaButensctBa Poccuiickoit @eneparuu ot 29 okta6ps 2010 r. N 865 "O rocynapcTBeHHOM
peryJIupoBaHHUH IIEH Ha JIEKAPCTBEHHBIE TpenapaThl, BKIIOYCHHbIE B IEPEYCHD )KU3HEHHO HEOOXOAUMBIX
U BaXXHEMIINX JIEKApCTBEHHBIX MpenapaToB', IPUMEHEHUIO MOJIEKUT LIeHa, IepeperucTpupoBaHHas B
cooTBeTCTBUM ¢ MyHKTOM 30 1o myHkrom 38 Hacrosmux [IpaBui.

(. 38(1) BBenen [Hocranornenuem IpaBurenscTtBa PD ot 31.10.2020 N 1771)

39. TocynapcTBeHHass perucTpanuss M IEpeperucTpaiysi MpelelbHbIX OTIYCKHBIX LEH
MIPOM3BOIUTENEH Ha JIEKapCTBEHHBIE TpenapaThl OCYIIECTBIsAETCS OeCIIaTHO.
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

40. ®enepanbHas aHTUMOHOTMOJbHAS CIy:k0a B MHUCHbMEHHON (opMe YBEIOMIISET AeprKaTems HIn
BIIQJICTIbI[A PETUCTPAIIMOHHOTO YJIOCTOBEPEHHsI JIEKQpPCTBEHHOTO IIpemapaTta O HEo0XOIUMOCTH
W3MEHEHUSl 3apETUCTPUPOBAHHON MPENEIIBHOM OTIIYCKHOM LIEHBI NMPOM3BOIAUTENS HA JIEKAPCTBEHHBIN
npenapar, e€ciid IOoCJie TOCYJapCTBEHHON perucTpaiuu (mepeperucTpainnn) MpeAaebHOW OTIYCKHOM
IIEHBI MPOW3BOIUTENS Ha JIEKAPCTBEHHBIN TpEMapaT YCTaHOBJIEHO, YTO JEpKaTeJIeM HIIM BIaC/IbIIeM
PETUCTPALIMOHHOTO YJIOCTOBEPEHHMSI JIEKAPCTBEHHOTO MpenapaTa (YIOJIHOMOYEHHBIM MM JIMLIOM) ObUIH
MPEACTAaBICHbl HEJTOCTOBEPHBIE CBEJECHUS, MOBIUSABIINE HAa PE3yJIbTaT PaHEe MPUHATOTO PEUIEHUs O
COTJIACOBAaHUU MPEACTHLHON OTITYCKHOM IIEHBI MMPOU3BOIUTENS Ha JIEKAPCTBEHHBIN Mpernapar u (Uin) He
ObUTH TMPEACTABICHBI CBEJICHUS, MOBIMUSABIIUE HAa PE3YyJbTaT TAKOTO PEIICHHUs, C MPEIO0CTABICHUEM
000CHOBAaHMSA TAKOTO BBIBOA.

Hepxatenp wiM Bhajenel] PEerucTPalMOHHOTO YIOCTOBEPEHHs JIEKapCTBEHHOIO Ipernapara
(YIIOJIHOMOYEHHOE UM JIMIIO) TPUBOAST 3apETUCTPUPOBAHHYIO MPENEIbHYI0 OTIYCKHYIO IIEHY B
COOTBETCTBHUE C IIEHOH, PACCUUTAHHOM B COOTBETCTBMM C HACTOAIUMH [IpaBuimamMu M METOAMKOM, C
ydeToM HH(pOpMAINK, yKa3aHHOW B yBenomiieHUM @DenepalbHON aHTHUMOHOIONBHOW CITyXKObI, WIIN
MPEACTABISIOT MOTUBUPOBAHHOE JIOKYMEHTAJIBLHOE MOJITBEPKACHUE pacueTa YKa3aHHOW LEHBI.

®enepanbHas aHTUMOHOINOJbHAS CIyK0a OTMEHSIET pELIEHHWE O COIJIACOBAaHMM MpeeIbHON
OTIIYCKHOW II€HBI IPOU3BOAMTEIS HA JIEKAPCTBEHHBIN IpenapaT B CIy4ae HENPUBEICHUS JeprKaTeaemM
WIKA BJAJEJIBLIEM PErHCTPALMOHHOIO YJIOCTOBEPEHHsI JIEKapCTBEHHOI'O Inpenapara (YnoJHOMOUYEHHBIM
UM JIMIOM) 3aperMCTPUPOBAHHON MpPENEIIbHOW OTIMYCKHOM IIeHBI B COOTBETCTBHE C HACTOSIIUMHU
[IpaBunaMu M METONMKON ¢ yueToM HHGOpMAIMK, YyKa3aHHOH B yBeAoMieHUH DenepaabHOR
AQHTUMOHOTIONBHON  CIIy’)KOBI, WJIM  HENPEICTAaBICHHSA  MOTHBHPOBAHHOTO  JIOKYMEHTAJILHOTO
ITOATBEPKJICHUS pacyeTa YKa3aHHOW LIEHbl B TEYEHHE OJHOI0 MECALA CO IHS IOJy4YECHHs YBEIOMIICHUS
denepanbHON aHTUMOHOTIOIBHOM CITYKOOH.

41. MuHucrepcTBO 31paBooxpaHeHust Poccuiickoit @enepaliu  OTMEHSET pELICHHE O
rOCy/IapCTBEHHOW PEruCTpalfy WK MEePEeperucTpaluu MpeieabHOl OTIMYCKHOW LIEHbI TPOU3BOIUTENS
Ha JICKapCTBEHHBIN Mpemnapar B Cilyyae, €Cli IMOCJe MPUHATHUS TAKOro PEIICHHsS YCTAaHOBJIEHO, YTO
JepKaTelieM WM  BIAJENbLEM PErMCTPAllMOHHOTO YJOCTOBEPEHMs JIEKAPCTBEHHOI'O IIperapara
(YNOJTHOMOYEHHBIM WM JIMIIOM) OBUIM TPEICTaBICHBI HEJOCTOBEPHBIE CBEICHHS, MOBIHUSIBIIAE HA
pe3ynbTaT NOPUHATOTO MMHHMCTEPCTBOM peIIeHUs, a Takke B ciydae, eciau DenepanbHas
AHTHUMOHOMOJbHAs ClIy’)k0a OTMEHWJIA pEelIeHHE O COIVIACOBAaHUU NPEEIbHON OTIYCKHOM IIEHbI
MIPOM3BOUTENS Ha JIEKAPCTBEHHBIN Mpemnapatr Ha ocHOBaHUU MyHKTOB 40 u 45 Hactosumx [IpaBun, u
HCKIIIOYAeT B YKa3aHHBIX CIIy4yasX 3aperucTPUPOBAHHYIO (TIEPEPEruCTPUPOBAHHYIO) MPEACIbHYIO
OTIIyCKHYIO IIEHY IIPOM3BOJUTENS Ha JIEKAPCTBEHHBIN Ipenapar U3 rocyapCTBEHHOTO pEECTpa.

(B pen. Loctanosnenus Ilpasurenscrea PO ot 16.12.2019 N 1683)

42. Jlepxareib WX BIAJENEl] PETUCTPAMOHHOIO YJIOCTOBEPEHHUS JICKAPCTBEHHOTO Mpernapara
(YIIOJIHOMOYEHHOE UM JIUII0) 00s3aH NPEICTaBUTh 3asBIECHUE O MEPEPETUCTPALIUU B CTOPOHY CHIKEHUS
MIPU HACTYTUICHUU CIEAYIONINX CITy4Yaes:

a) eciIu B pe3yjbTaTe CHIKEHHs MPOU3BOJHUTEIEM OTIYCKHOW II€Hbl B MHOCTPAHHOM BalioTe Ha
YKa3aHHBIH JIEKapCTBEHHBIN Mpenapar B UHOCTPaHHbBIX TOCYIapCTBAX, YKa3aHHBIX B ONpuiaoxkeHuu N 2 K
METOJIMKE, OTIYCKHas LeHa MMPOU3BOJMUTENS Ha JEKapCTBEHHBIN IpemnapaT B pyOJsix, pacCUMTaHHAs B
COOTBETCTBUM C METOIMKON (C Y4YeTOM pAacXoJ0B Ha TaMOXXEHHOE OQOpMIICHHE), HUKE
3apEruCTPUPOBAHHON TPEJEIIBHON OTIIYCKHOM LIEHBl IIPOM3BOIMTENSA HAa YKa3aHHBIA JIEKAPCTBEHHBIN
npernapar, - B TeueHMe 30 KalneHAApHBIX [HEH CO JHs, KOIJa pEUICHHWE O CHIKEHUM LEH
YIOJIHOMOYEHHBIX OpPraHOB B MHOCTPAHHBIX FOCYJapCTBax, yKa3aHHbIX B IPUI0KEeHUU N 2 K METOJUKE,
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MoctaHoBneHwue lMpasutensctea PO ot 29.10.2010 N 865 [lokyMeHT npegocTasner KoncynsraHTilntoc

KOHCYNbTAHTIINIIOC
spep" ot 18.11.2020) [ata coxpaHenus: 22.07.2022
O rocynapCTBEHHOM perynvMpoBaHUM LIEH Ha N1eKapcTB...

BCTYIIHUJIO B CUITY;

0) ecnu mpenenbHas OTIYCKHAas IIeHa Ha BOCHPOM3BEACHHBIN, OMOaHANOTOBBINA (OHOIOIOOHBIN)
JICKapCTBEHHBIHN Ipenapar BBIIIE NPEAeTbHON OTIMYCKHOW IIEHbI HAa COOTBETCTBYIOMIMU pedepeHTHBIH
JIEKapCTBEHHBIN Mpenapar B CBSI3U CO CHI)KEHUEM, NMPEAYCMOTPEHHBIM IOJIMYHKTOM "a'" HacTOsIIEro
MyHKTA, - B TeueHue 30 KajeHIapHbIX AHEW CO JHS MPUHATHUS PEIICHHs O NePEeperucTpaluy B CTOPOHY
CHIWKEHMsI 3aperuCTPUPOBAHHON NPEJENbHONW OTIYCKHOM II€Hbl MPOM3BOJUTENS HAa peQepeHTHHIH

JIeKapCTBEHHBIH Mpenapar;

Koncynprantllntoc: npumeuanue.

IIn. "B" mn. 42 He npuMmeHseTcs K MNPEICIbHbBIM OTIYCKHBIM LI€HaM Ha JIEKapCTBa,
nepepeructpupoBaHbiM B 2019-2020 rogax (octanosnenue IIpaBurensctBa PO ot 16.12.2019 N
1683).

B) €CJIM 3aperUCTpUpOBaHHAsl MpejesibHAs OTIYCKHAs Ii€Ha Ha MEpPBbIM BOCHPOU3BEICHHBIN,
O1oaHaJIoTOBbIH (OMONOJOOHBIN) JIEKapCTBEHHBIN IpenapaT HHOCTPAHHOTO MTPOU3BOJICTBA, B TOM YHCIIE
NepBUYHAS U (MJIM) BTOPHUYHAs YIIAKOBKA KOTOPOI'O OCYIECTBIISAETCS WM IUIAHUPYETCS OCYILECTBIIATHCS
B Poccuiickoii ®enepanuu, BBINIE MPEACIbHON OTHYCKHOW ILI€HBI MPOU3BOJUTENA, PACCUUTAHHOM C
yUeTOM MOHMXAoIEero Kod(pQuuueHTa, yKazaHHOro B mpuiokeHnn N 9 k Meroaumke, mocie
TrOCYJapCTBEHHOM PETUCTpalUU IPENCIIbHOW OTIYCKHOM LIEHBI IIPOM3BOJAUTENS Ha BTOpPOH
BOCIIPOU3BE/ICHHBIH, OMOaHaIOroBbIi (OMOMOAOOHBIN) JIEKAPCTBEHHBIH MpenapaT, COBMAIAIOIIUIN 110
MEXIyHapOAHOMY HEMAaTEHTOBAHHOMY HAaMMEHOBAHMIO (IIPH €ro OTCYTCTBUM - TPYNIHUPOBOYHOMY HIIN
XMMHUYECKOMY HAaUMEHOBAHMIO), JIEKAPCTBEHHOW (hopMe M J103UpPOBKE, - B TeueHHe 30 KajgeHIapHBIX
IHEH CO JHSA NPUHATHUA PELIEHHUs O TIOCYJApCTBEHHOM perucTpanyy NpeAebHOM OTIYCKHOW IEHbI
MIPOM3BOJIUTENSI HAa BTOPOW BOCHPOM3BEIEHHBINH, OHMOAHATIOrOBBIA (OMOMOJOOHBIN) J€KapCTBEHHBIN
Ipenapar;

Koncynprantlntoc: npumeyanue.

I[In. " n. 42 He mnpuMeHseTcs K TMpeAeIbHbIM OTIYCKHBIM I[€HaM Ha JIEKapCTBa,
nepepeructpupoBaHHbiM B 2019-2020 ronax (LloctanoBnenue [IpaButensctea PO ot 16.12.2019 N
1683.

I) €CIM 3aperucTpupoBaHHasl TpEACNIbHAs OTIYCKHas IleHAa Ha TMEpPBBI BOCIPOU3BEICHHBIMH,
OMoaHaIOTOBBIN (OMOMOIOOHBIN) JIEKAPCTBEHHBIN Ipenapar MNpPOW3BOJUTENS TOCYJapcTBa - WICHA
EBpa3uiickoro 3KOHOMHMYECKOIO0 COK3a BBIIIE NPEAEIbHONM OTIHYCKHOM LIEHBl IMPOU3BOIUTENS
rocyJapcrna - ujeHa EBpa3uiickoro 5KOHOMHUYECKOTO COI03a, PACCUUTAHHOM C YUYE€TOM MOHMKAIOIIETO
Kod(dullMeHTa, yKa3aHHOTO B MpuiokeHnd N 9 K METOAMKe, MOCe TOCyAapCTBEHHOW PEerucTpaluu
MpeleIbHOM OTIYCKHOM IIeHBl Ha BTOPOH BOCHPOM3BEICHHBINA, OMOAHAIOTOBHIN (OMOTMOIO0HBII)
JIEKApCTBEHHBIA TIpernapar MPOU3BOAUTENSI TOCyJapcTBa - wWieHa EBpa3uiickoro »KOHOMHYECKOTO
COI03a, COBIAAAIOIINN 10 MEKIYHAPOJHOMY HENAaTEeHTOBAHHOMY HaUMEHOBAHUIO (TIPU €ro OTCYTCTBUU
- TPYIIUPOBOYHOMY WM XHMHUYECKOMY), JIeKapCTBEHHOW (opme u n03upoBke, - B TeueHue 30
KaJICHApHBIX JHEH CO [JHSA MPUHATUSA PEHIeHUS O TOCYJAapCTBEHHOM pETrucTpaluu NpeneabHOR
OTIYCKHOM IIEHBI TPOM3BOAMTENS Ha BTOPOW BOCHPOM3BENCHHBIN, OMOAaHATOTOBBIN (OMOMOIOO0HBII)
JIEKApCTBEHHBIA Tpernapar MPOU3BOAUTENSI TocyJapcTBa - wieHa EBpa3suiickoro 3KOHOMHYECKOTO
COH03a.

(. 42 BBenen [Hoctanosnennem [IpaButensctBa PO ot 16.12.2019 N 1683)
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

43. Tlepepeructpanus 3aperucTpUPOBaHHON IMpeNeNbHOM OTIYCKHOM IIEHbI BOCIIPOM3BEEHHOTO,
O6uoananaoroBoro (OmMomnomoOHOr0) JEKapCTBEHHOIO Ipernapara B CTOPOHY CHUKEHHS B CIIydasix,
IIpeyCMOTPEHHbIX NoAnyHKTaMu "B" m "r" nmyHnkra 42 nHacrosiuux IIpaBuii, ocyumiecTBisercs, eciu B
pamMKax MeXJyHapOJHOTO HEMaTEeHTOBAaHHOTO HAUMEHOBAHUS (IIPU €ro OTCYTCTBUU - TPYNIIUPOBOYHOTO
WIM XUMHUYECKOTO HAaMMEHOBaHHUs) W JIEKapCTBEHHOH (OpMBbI 3aperucTpupoBaHa MpeiesibHas
OTIIyCKHas [IeHa IPOM3BOIUTENS HA COOTBETCTBYIOILUI pedepeHTHbIH JIeKapCTBEHHbIH Mpenapar.

(m. 43 BBeneH [locranosnenuem IlpaBurensctBa PO ot 16.12.2019 N 1683)

44. B cnyuyae TmepeperucTpaldu  3aperUCTPUPOBAHHOM MpPEAEbHOM  OTIYCKHOM  II€HBI
MPOU3BOJUTENSI B CTOPOHY CHIDKEHHS HA OCHOBAaHMM 3asBICHHUS JiepyKaTelis WM  BIlajenblia
PErUCTPAlIMOHHOTO yAOCTOBEPEHUSI JICKapCTBEHHOTO Ipemnapara (yMOJHOMOYEHHOTO WM  JIMIA),
MPEJICTABICHHOTO B COOTBETCTBUM C MyHKTOM 42 Hactoamux [IpaBui, 1ieHa Ha Takoil JIEeKapCTBEHHBIN
npenapar He MOXKET OBITh 3asBJCHA B TEUEHHE KaJEHIAPHOIO ToJla Ha MEPEepPErucTPallii0 B CTOPOHY
YBEJIMYECHUS B COOTBETCTBUU C MyHKTamu 32 u 34 Hactosimux [IpaBui.

(. 44 BBenen [loctanosnenuem IIpaButenscrBa PO ot 16.12.2019 N 1683)

45. denepanpHas aHTUMOHOIIONBHAS CIY)0a B MMCbMEHHON (OpME yBEIOMIISIET AeprKaTess WIn
BJIQJIENIbIa PETUCTPALIMOHHOTO YJIOCTOBEPEHMS JIEKApCTBEHHOIO Ipenapara (yHNOJHOMOYEHHOE UM
JIUII0) O HEOOXOIWMOCTH TEPEPErHCTPAIMHA 3apEeTUCTPUPOBAHHON TPENEITbHON OTIYCKHOW II€HBI Ha
JIEKAPCTBEHHBIN Ipenapar B CTOPOHY CHWKEHUS, €CIIM JIepKaTellb WM BJIAJEIIel] PErMCTPAllMOHHOTO
yIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara (YImoJIHOMOYEHHOE UM JIMIIO) HE MPEACTaBUI 3asBICHHE O
MepepPEerucTpaluy B CTOPOHY CHMXKEHHSI B COOTBETCTBUM C MyHKTOM 42 Hactosmux [IpaBu.

Jepxarens win Biafelel] PErucTPallMOHHOIO YAOCTOBEPEHUsS JIEKapCTBEHHOIO IIpernapara
(ynomHoMoueHHOe HWM JHI0) B TedeHHMe 20 paboumx MAHEH TOCHE TMONYYSHHS YBEIOMIICHHS
®denepalibHON AHTUMOHOIIOJIBHOM CITY>KOBI MPUBOIUT 3apETUCTPUPOBAHHYIO HPEJCIBbHYIO OTIYCKHYIO
LIEHY B COOTBETCTBHE C LIEHOH, pacCYMTaHHON B COOTBETCTBHMHM ¢ HacTosiumu [IpaBunamu 1 METOAUKON
, C ydeToM HH(popMalMHy, YKa3aHHOU B yBegoMiaeHun denepanbHOi aHTUMOHOIIOJIBHOMN CITY>KOBI.

@DenepanbHas aHTUMOHOIOJbHAS CIIy)k0a B T€UeHHE 5 pabouMx JHEH Mocie MCTEUeHHs CPOKa,
YKa3aHHOTO B a03alle BTOPOM HACTOSILEr0 IIYHKTA, OTMEHSET PEIICHHE O COIVIACOBAaHUM IpeleIbHON
OTIIYCKHOW LI€HBbI IIPOU3BOAMTEIS HA JIEKAPCTBEHHBIN IIpEnapaT B CIy4ae HENPUBEIECHUsS JeprKaTeIemM
WIN BIIQJIENIbLIEM PETUCTPALIMOHHOTO YJAOCTOBEPEHHS JIEKAPCTBEHHOro Ipenapara (YrnoJHOMOYEHHBIM
UM JIMLOM) 3aperMCTPUPOBAHHON IPENECIBHOW OTIYCKHOM II€HbI B COOTBETCTBHE C HACTOSILIUMU
[IpaBunamMu M METOIMKOH ¢ YyuyeToM HHQOpMAIMK, yKa3aHHOW B yBemomieHuu DenepanbHOU
AHTHMOHOTIOJIBHOM CITy>KObI, B TEUEHHE OJHOTO Mecslia o JIHS MoJy4yeHus yBeaomiieHus: denepanbHoit
AHTHUMOHOTIOJBHOU CITYKOBI.

(m. 45 BBeneH [locranosnenueM IlpasurensctBa PO ot 16.12.2019 N 1683)

ITpunoxenune N 1

K [IpaBriiam rocy1apcTBEHHOM perucTpanun
U IIEPEPETUCTPALIMH yCTAHABINBAEMBIX
IIPOU3BOJUTEINISIMHU JIEKAPCTBEHHBIX
[IPENapaToB MPEAENIbHBIX OTIIYCKHBIX LICH
Ha JICKapCTBEHHBIE IIPETaparsl,
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865

( T 18.11.2020) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 T [ata coxpaHenus: 22.07.2022
O rocynapCTBeHHOM perynmpoBaHUN LiEH Ha NekapcTB...

BKJIFOYEHHBIE B IIepeUeHb KU3HEHHO
HEOOXOIMMBIX U BaXKHEHIIINX
JIEKapCTBEHHBIX IIPENapaToB

Crrcok N3MEHSOIUX JOKYMEHTOB
(B pen. Hocranosnenus [IpaButensctBa PO ot 16.12.2019 N 1683)

(bopma)

3ASABIIEHNE
O T'OCYyHapCTBEHHOM PEeTrMCTPpalMM IIPpeleJIbHBIX OTIIYCKHEIX LeH
NpoM3BOAOUTEJIEM Ha JIEKAPCTBEHHHE IIpelapaTh, BKJIOUEHHBE
B IepedeHb XM3HEHHO HeOOXOIMMEIX M BaXHEMIMX
JIEKAPCTBEHHHX IpelapaToB

3agaBUTEIb

(HaMMeHOBaHMe, IOUYTOBHI anpec, alpeC BJIEKTPOHHOM ITOYUTH)
IepxaTellb VI BJlaleJiell PerMCTPalUMOHHOIT'O YIOCTOBEPEeHUsS JIEKAPCTBEHHOTO
npenapara

(HaMMeHOBaHMe, IOYTOBHEIM aZpec, alpecC SJIEKTPOHHOM IOUYTEH)

N | Cra | IIpou | Aap | Ctp | st pOCCHICKHX FOPUANIECKHUX Haunwme Peru
n/ | auga | 3BOOM | ec | aHa | JMIl - uIeHTU(UKALMOHHBIA HOMEp | HOBaHUE | CTpa

I | Ipou | Teib HaJIOrOIUIATENbIINKA, IS pETuCTpH | LMOH

3B0 | (Hamme MHOCTPAHHBIX IOPUINYECKHX JIMIL - | PYIOILEro | HbIA
JICTBA | HOBa KO/l HaJIOTOIJIATENIbIIIMKA B CTPAHE | OpraHa | HOMEp
HUE) peructpanuu (MHKOPIOPALUN) UK
€ro aHaJjior

N |Homep | Mexny To Jleka | O6mee |IIpenensnas | Iltpuxo | Kox | Kox
n/ | perd | HapoAHOE | Pro |pcTBEH | Konuye | oTmyckHas | Bou kox, | ATX | TH
I | cTpa | HemareHTo | Boe |Has (o | CTBO BO 1ieHa HaHECEH BOJ1
LIUOH | BaHHOE, Ha | pMa, BTOPU | IIPOM3BOAM | HBIM HA EAD
HOTO WIH UMe |J03UpO| YHOU TeNs 3a BTOpU C
yIOCTO | TpyIIK | HOBA | BKA, KO | (MOTpebu | moTpedun YHYO
BEpe | POBOYHOE, | HUE | MILIE TeJb TEJIbCKYI0 | (moTpebu
HUS WIn KTHO CKO) YIAaKOBKY | TEJIBCKYIO)
XUMHUYE CTb |ymakoBKe| <**>0e3 | ymakoBKy
CKOE LA HJC
HauMEHOBA (pyOumeit)
Hue <*>
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTAHTIINTIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

1 2 3 4 5 6 7 8 9 10
Y1onHomMoueHHOE
JIMIO
(¢p.m.0.) (T1OKHOCTBD) (moamucsk)

MLIL. (pu HamU4un)

KonraktHbie AJnipec 3IEeKTPOHHOU
TeneOHbI MOYTHI

<*> B cnmydae OTCYTCTBHS  MEXIYHAapOJHOTO HEMATEHTOBAHHOTO HAMMEHOBAaHUSA B
pPETrMCTPALlMOHHOM  YIOCTOBEPEHMM JIEKAPCTBEHHOI'O  IIperapara yKa3blBaeTCsl HAUMEHOBAHUE
JIEKapCTBEHHOIO IMpernapara, MpeayCMOTPEHHOE MEePEeYHEeM >KM3HEHHO HEOOXOIMMBIX M BaKHEHMIIUX
JIEKapCTBEHHBIX IPEINAPATOB.

<#*> B ciydasx, IpeayCMOTPEHHBIX MyHKTOM 25 IlpaBuil rocynapCTBEHHOH PpETruCTpalil U
NepeperucTpaly NpeaesbHbIX OTIYCKHBIX IE€H MPOU3BOJAUTENIEH Ha JIEKapCTBEHHbIE IpernapaThl,
BKJIIOUEHHBIE B TME€pPEYEHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKapCTBEHHBIX IPEnaparos,
YTBEP)KJICHHBIX MocTaHoBIeHUEM l[IpaButennbcTBa Poccuiickoit deneparuu ot 29 oxtsaops 2010 r. N
865 "O rocygapCTBEHHOM pEryJMpOBaHUM II€H Ha JIEKapCTBEHHBIE IMpenaparbl, BKIIOUYEHHBIE B
NepevyeHb >KU3HEHHO HEOOXOIMMBIX M BaKHEHIIMX JIEKAapCTBEHHBIX INpenapaToB”, IOMNOJHUTEIBHO
yKa3bpIBaeTCsi (opMa BBIMyCKA JIEKAPCTBEHHOI'O Ipenapara, € YYeTOM KOTOpPOW pPaCCUUTHIBACTCS
npeneiabHasl OTIYCKHas IIeHa MPOM3BOJAUTENSI 32 MOTPEOUTENbCKYIO YIAKOBKY JIEKaPCTBEHHOI'O
npernapara.

[Tpunoxenne N 2

k [IpaBunam rocy1apcTBEHHON perucTpanuu
U TIepeperucTpalui yCTaHaBIMBAEMBIX
IIPOU3BOUTENISIMU JIEKAPCTBEHHBIX
IIPENapaToB MPEAEIbHBIX OTIIYCKHBIX LIEH
Ha JIEKapCTBEHHBIE MTpenapaThl,
BKJIFOUEHHBIE B [I€pPEUEHb )KU3HEHHO
HEOOXOIMMBIX U BaXKHEHIIINX
JIEKapCTBEHHBIX IpenapaToB

Crnncok M3MEHSIUX JOKYMEHTOB
(B pen. LHocranosnenus IIpaButensctea P® ot 16.12.2019 N 1683)
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865

(peg. ot 18.11.2020)
"O rocyaapCTBEHHOM perynmpoBaHUM LIEH Ha NeKapCTB...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

(bopma)

3AABJIEHNE
O IepepermcTpaluuu NpeleyibHBIX OTIIYCKHEIX LeH [IPOM3BOOUTEJIEN
Ha JIEKAPCTBEHHHE MpelapaTH, BKJIOUEHHEE B IepeUeHb XM3HEHHO
HEOOXOOMMEIX M BaXHEMIMX JIEKaPCTBEHHBIX [IPenapaTos

3aABUTEIb
(HaMMeHOBaHMe, I[OYTOBHI anpec, alpeC BJIEKTPOHHOM ITOYTH)
IepxaTenb VI BJlIaZeJIel] PeTIMCTPalMOHHOTO YHOCTOBEPEHMS JIEKapCTBEHHOI'O
npenapara
(HaMMeHOBaHMe, I[IOYTOBEM aJpec, alpecC 3JIeKTPOHHOM IOUTH)
N Cra |IlIpom | Anpe | Crpa | s poceniickux ropuandeckux aun | Hanme | Pern
n/n | aus |3BomM| C Ha - HAEHTU(UKALMOHHBIN HOMEP HOBa cTpa
IIpOu | TENb HaJIOTrOIJIaTeIbIINKA, JUIS HUE LIMOH
3BO (Ha WHOCTPaHHBIX IOPUIUYECKHX JIUIL - | PEru HBIN
JICTBA | UME KO/ HAJIOrOILIATENbIIMKA B CTpaHe | CTpU | HOMeEp
HOBa peructpanuu (MHKOPIOPALUK) WK | PYIO
HUE) €ro aHajaor IIEeTro
oprasa
N Ho Mexnynapo | To | Jleka | O6mee | IIpenenshas | Ilrpuxo |Kox | Kon
/o | mep JHOE pro | pcTBeH | konuye | ornyckHas | Bou kox, | AT | TH
peru | HemaTeHTOBaH | Boe | Hast (o | CTBO BO LIeHa HaHeceH | X |BOJ
cTpa HOE, WU Ha | pMa, | BTOpU | MPOU3BOAM | HBIHA Ha
LAOH | TPYNIHMPOBO | UME | IO3UPO| YHOMU TeJs 3a BTOpHU EAD
HOIO | YHOE, WIM |HOBa|BKa,kKo| (IO | [MOTpeOUTENb | YHYIO C
yAO0 | XUMHYECKOe | HHE | MIUie | Tpedu CKYIO (motpebu
CTO HauMEHOBA KTHO TENb YIaKOBKY TeNb
BEpe HUe <**> CTb CKOIA) <F*> Ge3 CKYI0)
HUSA <*> | ynako HAC YIIAKOBKY
BKE (pyOuteit)
1 2 3 4 5 6 7 8 9 10
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

YIIOJIHOMOYEHHOE
JIUIIO
(¢p.m.0.) (TOJMKHOCTBD) (Toamuch)
MLIIL. (mpu HaTU9IUK)
KonrakTtHbie AJlpec 3IIeKTPOHHOM
TenedOoHbI TTOYTHI

<*> B ciay4ae OTCYTCTBHA MEXIYHAPOJHOTO HENAaTEHTOBAHHOTO HAaWMEHOBAaHUS B
PErUCTPallMOHHOM  YJOCTOBEPEHMM JIEKAPCTBEHHOI'O Ipenapara yKas3blBaeTCs HaWMEHOBaHHE
JIEKapCTBEHHOI'0 Ipernapara, MpeayCMOTPEHHOE MEepEeYHEM >KM3HEHHO HEOOXOIMMBIX M Ba)KHEMIIUX
JIEKapCTBEHHBIX IIPENapaToB.

<#*> B cnydasx, OpeayCMOTPEHHBIX MyHKTOM 25 IlpaBui rocyaapCTBEHHOH perucTpanuu u
IepeperucTpaly MNpPEaebHbIX OTIYCKHBIX LEH IPOU3BOJUTENEH Ha JIEKApCTBEHHbBIE IIpENapaThl,
BKJIIOUEHHBIE B IE€PEYEHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX JIEKaPCTBEHHBIX IIPENaparos,
yTBEpKIEHHbIX MocTtaHoBieHueM [IpaBurensctBa Poccuiickoit @enepanuu ot 29 oxtsadps 2010 r. N
865 "O rocynapcTBEHHOM pETryJMPOBAHUU I1I€H Ha JIEKAPCTBEHHBIE Ipenapatrhbl, BKJIOYEHHbBIC B
NepeueHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IMpenaparoB”, IOMOJHUTEIHHO
yKa3bpIBaeTcsi (opMa BBIyCKa JIEKAPCTBEHHOI'O Ipenapara, € Y4YeTOM KOTOpPOW pPacCUUTHIBAETCS
npefenbHas OTIYCKHAas IIeHAa TPOM3BOJUTENS 3a IOTPEOUTENHCKYIO YIAKOBKY JIEKApCTBEHHOTO
npernapara.

YTBepKAECHBI

noctaHoByieHreM [IpaBuTenbpcTBa
Poccuiickoit deneparuu

oT 29 okTs6ps 2010 1. N 865

Koncynerantllntoc: mpumeuanue.
C 01.01.2021 peanuzanusi NpOU3BOJUTEIAMH JIEKAPCTB, MPEACIIbHBIE OTIYCKHbBIC LIEHBl HA KOTOPbIE

He nepepeructpupoBansl B 2019 - 2020 ronax, He nomyckaercs ([locranosnenue [IpaBurenscrsa PO
or 16.12.2019 N 1683).

. NMPABUNA
OBA3ATEJIbHOWU NEPEPEMMCTPALIUA B 2019 - 2020 FOAOAX 5
3APErMCTPUPOBAHHbBIX NMPEAENIbHbIX OTNYCKHbIX LLEH NPOU3BOAUTEJIEN
HA NEKAPCTBEHHbBIE NMPENAPATbI, BKITFOYEHHbIE B NEPEYEHb XXU3HEHHO
HEOBXOAUMbIX U BAXXHEULLUX NNEKAPCTBEHHbIX NMPEMNAPATOB
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

CnucoK U3MEHSIOIINX JOKYMEHTOB
(BBenensl [locranosnenueM [IpaBurenscrBa PO ot 16.12.2019 N 1683;
B pen. Ilocranosnennii IlpaBurensctBa PO ot 31.10.2020 N 1771,
ot 18.11.2020 N 1858)

1. Hacrtosmue IlpaBuna ycraHaBiuBaroT mopsiiok ocyuiectBieHuss B 2019 - 2020 romax
00s13aTeIbHON MepeperucTpaiui 3aperucTpUPOBAHHBIX MPEAEIbHBIX OTIYCKHBIX LIEH IMPOU3BOAUTENEH
Ha JIEKapCTBEHHbIE IpEMnaparhbl, BKIIOYEHHbIE B INEPEUYEHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX
JIEKapCTBEHHBIX IpPEnapaToB (Jajgee COOTBETCTBEHHO - MPEJe/IbHbIE OTIYCKHbIE LIEHBI, JIEKAPCTBEHHbIE
Ipernaparsl, 00s13aTeNbHast IepeperucTparys).

Ob6s3arenbHas nepeperucTpanus NpefelbHBIX OTIYCKHBIX LIEH Ha JIGKAPCTBEHHBIC IpenapaThl
OCYIIECTBIISIETCSI C COXPAaHEHHWEM IOCIEAHMX 3apErMCTPUPOBAHHBIX (IEPEPETUCTPHUPOBAHHBIX)
MpeeabHbIX OTIYCKHBIX LIEH Ha NMMYHOOHOJIOTHYECKUE JIEKAPCTBEHHBIE Mpenaparkl, JIEKapCTBEHHbIE
Ipenaparsl, COJAEpKalllueé HApKOTUYECKUE CpPEICTBA M IICUXOTPOIHBIE BEIIECTBA, IPOM3BOJCTBA
rocyJ1apcTB - WieHOB EBpa3suiickoro 5KOHOMHUYECKOro CO03a, a TAaKXKe Ha JIEKAPCTBEHHBIE MIPENapaTsl B
1eHoBoM cermeHTe 10 100 pyOieil, He NPeBBIIAIONUX MPEAETbHBIX OTIYCKHBIX LIE€H, OMPEISICHHBIX C
yueToM mnosiokeHui dactu 4 crateu 61 denepanbHoro 3akoHa "OO oOpalieHHM JIeKapCTBEHHBIX
cpenct".

2. 3aperucTpupoBaHHbI€ 10 BCTyIUIeHHs B cuity DenepanbHoro 3akoHa "O BHECEHUU U3MEHEHUH B
Oenepanbhbiii 3akoH "OO oOpalleHuM JEeKapCTBEHHBIX CPEICTB" B YacTU TOCYJapCTBEHHOI'O
peryIMpoBaHusl IIeH Ha JIeKapCTBEHHBIE MPEnapaThl, BKIIOUYEHHbIE B IIEPEeYeHb )KU3HEHHO HEOOXOAMMBIX
U BaXHEHIIMX JIEKApCTBEHHBIX IpernaparoB" mpeJelbHble OTIYCKHbIE LIEHbl Ha pedepeHTHbIe
JIEKapCTBEHHbIE Ipernaparhl MoJyIekar 00sf3aTeIbHOW NepeperucTpalid Ha OCHOBAHWU 3asBICHUMN
BJIQJICTIBLIEB WM JIEp)KAaTelIed perucTpalMOHHBIX yJIOCTOBEPEHUI TaKUX JIEKAPCTBEHHBIX MPENapaToB
(YIOJIHOMOYEHHBIX UMH JIMIT), TOJAHHBIX B COOTBETCTBMHM € HacTosummu [IpaBuinamu.

3. MunuctepcTBO 3apaBooxpanenust Poccuiickoit @eneparuu B Teuenue 10 pabounx mHen co qHS
BCTYIUICHUS B cuity moctaHoBienus [IpaBurensctBa Poccuiickort @eneparuu ot 16 mexkadps 2019 r. N
1683 "O BHeceHMM M3MEHEHUH B HEKOTOpble akThl [IpaBurenscrBa Poccuiickoit denepanyuu B 4acTu
roCy/1apCTBEHHON pErucTpaluy U NMepeperucTpaluy NpeaesbHbIX OTIYCKHBIX LIEH Ha JIEKAPCTBEHHbBIE
npenaparsl, BKJIIOYEHHBIE B IE€pPEUCHb >KU3HEHHO HEOOXOIMMBIX M BAKHEHIINX JIEKAPCTBEHHBIX
mpemapaToB', pa3MeniaeT Ha CBoeM O(HIMaTLHOM caiTe B HHPOPMAIIMOHHO-TEICKOMMYHHUKAIIMOHHON
cetu "UnrepHer" (manee - cerb "VHTepHer") oOpamieHue K BiaJeNbliaM WIH JIep)KaTeasm
PETUCTPALIMOHHBIX yIOCTOBEPEHHH pedepeHTHBIX JIEKapCTBEHHBIX MpenapaToB (YIOIHOMOUYEHHBIM UMH
JUIaM) O HeoOXOAMMOCTH TMpPEJACTaBIEHUS JOKYMEHTOB M HMH(QOpPMAaLUHU, MNPeayCMOTPEHHBIX
Hacrosuumu [Ipasunamu.

4. Ilep>katenb WIN BIAJeNel] PETUCTPALIMOHHOTO YIOCTOBEPEHUsI pe(hepPEeHTHOTO JIEKAPCTBEHHOTO
npenapara (yHnoJHOMOYEHHOE UM Jinilo) B TeueHue 40 pabouymx gHEH CO JTHS BCTYIUICHHS B CHITY
nocranoyienus I[IpaBurensctBa Poccuiickoit denepanuu, ykazaHHOTO B MyHKTe 3 Hacroamux [IpaBui,
npenacTaBisieT B MUHHCTEPCTBO 3lpaBooxpaHeHus: Poccuiickoit @enepanuul cleAyromue J0KyMEHTHI
(Ha OyMa>KHOM HOCHTENE B 2 HK3eMILIspax U B 2JIEKTPOHHOM BHUJIE):

3agBineHne 00 oOs3arenbHOM mnepepeructparu B 2019 - 2020 romax 3aperucTpupoBaHHON
NpeeNbHOW  OTIMYCKHOM LEHBl TPOU3BOAMTENS] Ha pedepeHTHbI JIeKapCTBEHHBIM Ipernapar,
BKIIIFOYCHHBI B TIEpEUeHb KM3HEHHO HEOOXOIMMBIX W BaXXHEWIIMX JIEKAPCTBEHHBIX MPENapaToB, IO
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

¢dbopme cornacHo npunoxeHuto N 1 (nanee - 3asBieHue);
CBEJICHHMSI O JINLIEH3UH Ha TIPOU3BOACTBO JICKAPCTBEHHBIX CPECTB;
CBEJICHHSI O PETUCTPAIIMOHHOM YJIOCTOBEPEHUH JICKAPCTBEHHOTO Mpenapara;

pacyer mpeAeNbHOM OTIMYCKHOM I€Hbl NPOU3BOAMUTENS Ha peQEepeHTHBIM JeKapCTBEHHBIH
npenapar, MmpeacTaBIsieMoi st 00si3atenbHOM mepepeructpanuu B 2019 - 2020 romax, mo dopme
cornacHo npuioxenuto N 2;

uHGOPMAIIMI0O 0 MUHUMAIIbHBIX OTITYCKHBIX LIEHAX Ha JIEKAPCTBEHHBIN Mpernapar B MHOCTPAaHHBIX
rocyaapcTBax mo Qopme cormacHo npuiokenuto N 3. Ilepecder 1ieHbl B MHOCTPAaHHOW BalllOTE Ha
JIEKApCTBEHHBIC TMpernapaTbl B HWHOCTPAHHBIX TOCYAApCTBAX, yKa3aHHBIX B mpuiiokeHuun N 3 K
HactosuM [IpaBuiiam, B pyOJId OCYIIECTBIIICTCS IO CPEAHEMY KYPCY COOTBETCTBYIOIIEH HHOCTPAaHHON
BaMOTHl K pyomo Poccuiickoit denepanun, ycraHnoBieHHoMY lleHTpanpHBIM OaHkOM Poccuiickoit
®enepanuu 3a 2018 rox.

I[OHOJ'IHI/ITCJ'IBHO Ha 6YM8_)KHOM HOCHUTCJIC IPCACTABIIAIOTCA:

cBelieHus: (1Mo BBHIOOpY Jepkaress WIM Blajeiblia PErUCTPAlMOHHOTO  YIOCTOBEPEHHUS
JIEKapCTBEHHOI'0 IpernapaTa (yHOJHOMOYEHHOIO WM JIMIA), HOJATBEP)KIAIOLINE OTIYCKHBIE LIEHBI
IIPOU3BOJUTENS] HA JICKAPCTBEHHBIM IpenapaT B HHOCTPAHHBIX TOCYJIAapCTBaX, YKa3aHHBIX B
npuiokeHnd N 3 k HacTosiiuM [paBunam (B 2 3K3eMITIsIpax, ¢ EPeBOIOM Ha PYCCKUM S3bIK);

JAOKYMCHT, HO,Z[TBGp)KI[aI-OIHI/Iﬁ IMOJIHOMOYHUS YIIOJTHOMOYCHHOI'O JIMIIA.

5. CeneHus, npeayCcMOTpEHHBIE IyHKTOM 4 HacTosmux [IpaBuil, yka3pIBatoTCsl B COOTBETCTBHUH C
JCUCTBYIOIIMM Ha JaTy IOJaud 3asBJICHHS PETHCTPAIMOHHBIM YIOCTOBEPEHHEM JIEKaPCTBEHHOTO
npernapara.

6. [lepxatenb wiM BiajeNel] PEerucTPalMOHHOTO YJOCTOBEPEHHUS JIEKapCTBEHHOI'O Ipernapara
(yrmosnHoMo4YeHHOE UM Jnlo) B TedeHue 40 pabouux aHEW co THS BCTYIJICHHUS B CHITYy IIOCTAHOBICHUS
[IpaButenscTBa Poccuiickoit deneparuu, ykazaHHOTO B IMyHKTe 3 HacTosmux [IpaBwii, 00s3aH yKa3aTh
B JIMYHOM KaOWHETE 3asBHUTENSl HAa MOpTalie MO BEACHUIO TOCYAapCTBEHHOI'O PeecTpa JeKapCTBEHHBIX
CPEJCTB PEECTPOBBIE 3aIIMCH TOCYJaPCTBEHHOTO PEECTpa MPEAEIBHBIX OTIIYCKHBIX LIEH IPOU3BOAUTENEH
Ha JIEKapCTBEHHBIC IpENaparbl, BKIIOYCHHbIE B MEPEUYCHb >KU3HEHHO HEOOXOAWMBIX M BaKHEUIIMX
JIEKapCTBEHHBIX IpEenapaToB (Jajnee - peecTp), MoJiexkallue UCKIYEHHUIO U3 PeecTpa, CoAeprKallue
HOMEp PErucTPalMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO IperapaTa, HauMEHOBaHUE BIIaJieiblia N
JIepKaTeNsi  PErucCTPAallMOHHOTO  YAOCTOBEPEHUs  JIEKAPCTBEHHOIO  Ipernapara, HaWMEHOBAHMS
Mpou3BoOUTENEH (MPOU3BOACTBEHHBIX IUIOMIAIOK MPOU3BOAUTENS), MEXKAYHAPOAHOE HEMMATEHTOBAaHHOE
HaMMEHOBaHME (IIPU €ro OTCYTCTBUM - XMMHUYECKOE WJIM TPyNIHPOBOYHOE HAMMEHOBAHHE), TOPrOBOE
HAaMEHOBaHHE, JIEKAPCTBEHHYIO (pOopMy, TO3MPOBKY (KOHLEHTpAIHIO, 00BEM, aKTUBHOCTh B €IMHUIIAX
neiicTBus), ¢GopMy BBIIYCKa, KOJIMYECTBO B MOTPEOUTEIHCKOM yMaKOBKE, 3aperUCTPUPOBAHHYIO
MpeiebHYI0 OTITYCKHYIO IIEHY C YKa3aHHeM JaThl 1 HoMepa Ipukaza MUHUCTEpCTBa 3/]paBOOXPaHEHUs
Poccuiickoit ®dexpeparui 0 TOCYJIapCTBEHHOM PErUCTpalMd WIH MEPEPErucTpalu MpeaeaibHON
OTIIYCKHOM IIeHBI U (WJIM) JaThl 1 HOMEpa BBIITUCKU U3 PeecTpa, BBIIAHHOMN BIaJEbIly WIN AEp KaTeIro
PETUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO IIpenapaTa 1o pe3yibTaTaM BHECEHHUS U3MEHEHMM
B PEECTPOBYIO 3allUCh PEecTpa WIM IO pe3ybTaTaM CHUKEHHUS 3aperHCTPUPOBAHHON IpeneibHON
OTIIYCKHOM II€HBbI NMPOU3BOJIUTENS HA JIEKAPCTBEHHBIN IIperapar, IUTPUXOBOW KOJ, HAHECEHHBIA Ha
BTOPUYHYIO (TOTPEOUTENHCKYIO) YIIAKOBKY JIEKapCTBEHHOTO Mpernapara).

www.consultant.ru CTpaHuua 26 u3 64
HafeXHasa npaBoBas noaaepXxka


http://login.consultant.ru/link/?req=doc&base=LAW&n=340297&date=22.07.2022
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

7. Ilpu oOs3aTenbHONW MeEpeperucTpaluyd NpefeabHOM OTIMYCKHOM IeHbl Ha KOHKPETHBIN
pedepeHTHbI JEeKapCTBEHHbIM Mpernapar CBEIEHUs 10 BCEM YyKa3aHHBIM B paMKaX OJHOTO
PEruCTPAallMOHHOIO YIAOCTOBEPEHHUs JIEKapCTBEHHOI'O IIpernapara IMPOU3BOJICTBEHHBIM IUIOLIAJKaM
MIPOU3BOAUTENS U (hOpMaM BBIITYCKa JIEKaPCTBEHHOT'O pernapara MpeiCTaBIs0TCS OJHOBPEMEHHO.

8. MunuctepcTBO 31paBooxpanenus Poccuiickoit denepannu B TedeHue 15 pabounx gHEH co aHS
MOJIyYEHUs] YKa3aHHbIX B NyHKTe 4 HacTosmmx [IpaBuia [OKYMEHTOB M CBENEHUM OCYLIECTBISET
MPOBEPKY MX MOJHOTHI M HANpaBISIET OJWH ASK3EMIUISIP JOKYMEHTOB U cBeleHuid B DenepanbHyro
AHTUMOHOTIOJIBHYIO CITY>KOYy WM MPUHHMAET pelieHue o0 OoTKa3e B 00s3aTelbHOI NepeperucTpaiu
NpeesbHON OTITYCKHOM LIeHBI Ha pe)epEeHTHBIH JTeKapCTBEHHBIN Mpenapar.

9. ®denepanpHas aHTUMOHOIIONbHASA Ciyk0a B TeueHue 70 paOouux OHEH €O JHSA MOIy4YEHHS
JIOKYMEHTOB U CBEACHMHM NPOBOAUT B COOTBETCTBUM C HacToSIMMHU [IpaBuimamMu SKOHOMMYECKUMN
aHalM3 MpPEJENIbHBIX OTIYCKHBIX L€H Ha pe(epeHTHbIC JIEKAPCTBEHHBIE Ipenaparthbl, NPUHUMAET U
HanpasisieT B MuUHHMCTEpCTBO 3/paBooxpaHeHus: Poccuiickoit denepanuy pelieHue O COIrNIaCOBAHUU
NpeJeNbHOW OTMYCKHOW IIeHBl WM 00 OTKa3e B €€ COIVIACOBAHWMHU C YKa3aHUEM NPUYMH OTKa3a,
nyONMKyeT JaHHbIE O COTJIACOBAaHHOW IIeHE pEePEepeHTHOTO JIEKApCTBEHHOTO IIpernapara Ha CBOEM
odunmansHOM caiite B cetn "MHTEpHET".

10. B cimyyae HEOOXOOWMOCTH YTOYHCHHS CBEACHHH, COACPKANIUXCS B MPEIACTaBICHHBIX
JNOKYMEHTaX, W (WIM) TMOJy4YeHHs JOMOJHUTENIbHON HeoOxoaumon wuHpopmanuu MHUHHUCTEPCTBO
3npaBooxpaneHus: Poccuiickoit @enepanuu u OenepanbHas aHTUMOHOIIONBHAS CY>K0a 3ampaliuBaoT
COOTBETCTBYIOIIME JOKYMEHTBI U CBEJICHUS B MOPSAAKE, IPEAYCMOTpEHHOM ITyHKTamu 12 u 14 IlpaBun
roCy/1apCTBEHHOW PETUCTPALMU U NIEPEPErucTpaliy MPEAEIbHbIX OTIYCKHBIX LIEH IPOU3BOAUTENEH Ha
JIEKapCTBEHHBIE TIperaparbl, BKIIOYCHHbIE B TIEPEYCHb J>KU3HEHHO HEOOXOMWMBIX M BaXKHEUIIHX
JIEKAPCTBEHHBIX  IPENapaToB, YTBEPXKACHHBIX MocTraHoBiaeHueM IIpaBurenscTtBa Poccuiickoin
Oenepannn ot 29 oktsa6ps 2010 . N 865 "O rocyaapcTBEHHOM peryJMpOBaHUU II€H Ha JICKapCTBEHHBIE
npemapaThl, BKIIOYEHHBIE B TEPEYeHb >KU3HEHHO HEOOXOIUMBIX M BaKHEHIIHMX JIEKapCTBEHHBIX
npemnapartos" (nanee - [lpaBuna perucrpanun).

11. OcHoBaHusMH ISl OTKaza B O0s3aTeNbHOHM IepeperucTpaund  MHUHUCTEPCTBOM
3npaBooxpaHeHus Poccuiickori dexepanmu TpeneIbHON  OTIYCKHOW I[eHBI Ha  pedepeHTHBIH

JIEKApCTBEHHBIN ITpenapar sIBISI0TCS:

a) OTCYTCTBUEC B IIPEACTABIICHHBIX B COOTBETCTBHUH C ITYHKTOM 4 HaCTOAIINX HpaBI/IJ'I AOKYMEHTAaXx
CBCI[GHI/II‘/JI, NpeaAYCMOTPCHHBIX HACTOAIUMU HpaBI/IHaMI/I;

0) HerpeCTaBlIeHHE CBEACHUH B COOTBETCTBUU ¢ MyHKTaMu 4 u 10 Hactosmux [Ipasui;

B) pemienne DenepalibHON aHTUMOHOMOJIBLHOW CITY)ObI 00 OTKa3e B COTJIACOBAHWH MPEIeIbHON
OTITyCKHOM 1I€HbI Ha pe)epEeHTHBIN JeKapCTBEHHBIH Mpenapar.

12. OcnoBanusmu it npunatus denepanbHOi aHTUMOHOMOIBHON CITy:K00i petieHust 00 oTKaze
B COIVIACOBAHUU IMPE/IEIbHOM OTIYCKHOM IIEHbI Ha pe(epEeHTHBIHN JIEKapCTBEHHBIH Npenapar sBISIOTCS:

a) MMPpEACTaBJICHHUEC HCJOCTOBCPHBIX CBeﬂeHHﬁ;

0) mpeacTaBlieHHE TOKYMEHTOB B HEIMOJHOM 0ObeMe W (W) HEMOJIHOTAa COJEPKAIIUXCS B HHUX
CBEJICHUIM;
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O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

B) HCIIPEACTABJICHUC CBEJCHUI B COOTBETCTBUU C IIYHKTOM 10 HaCTOAIINX HpaBI/IJ'I;

I') NpEBBIIICHUE MPEACTABICHHOW K 00S3aTeNbHON MEepeperucTpaluy MpeaesibHOW OTITyCKHOU
IIeHbl Ha pedepeHTHBIH JICKAPCTBEHHBIA MpemapaT HaJ IICHOW, PAacCYMTAHHONH B COOTBETCTBHH C
Hacrosuumu IIpasunamu.

13. ®enepanbHas aHTUMOHOIONBHAS CIyXk0a TpU TPOBEPKE CBEICHHM, IpeacTaBIeHHBIX
BIAJENbLIEM WM JEp)KaTelleM PEerucTPalMOHHOIO YyIOCTOBEPEHHs JIEKapCTBEHHOI'O Ipenapara
(YNOJITHOMOYEHHBIM MM JIMIIOM) B COOTBETCTBMU € HacTosumMMHu [IpaBuiamu, MCIOIb3yeT UCTOUYHHKH,
CoJiep/Kallie IIeHbl Ha JIEKApCTBEHHBIE IIpemapaTbl B MHOCTPAHHBIX TIOCYJapCcTBax COIJIACHO
npuiaoxkeHnto N 3, COOTBETCTBYIOIIME TpeOOBaHUSAM, NPEAYCMOTpEeHHBIM IyHKTOM 17 IlpaBun
perucTparum.

14. MuHnuctepctBo 3apaBooxpaHeHusi Poccuiickoit ®enepauuy nNpuHUMaeT pelieHue o0
00s13aTeNIbHONM TIepeperucTpaluy IMpeienbHON OTIYCKHON ILIeHbl Ha peQEepeHTHbIN JeKapCTBEHHBIH
Ipernapar B 3aBUCUMOCTH OT PELIEHHUS O COIVIACOBAHMM IPENEIbHOW OTIIyCKHOM LIEHBI, IPUHATOIO
denepanbHOl  aHTUMOHOIONBHOM — CIyX00#, OJZHOBPEMEHHO C pemeHueM 00 00s3aTenbHOM
MEPEeperucTpalud  TMPeNeNbHbIX  OTIYCKHBIX II6H Ha  BOCIPOU3BEICHHBIC, OHOAHAIIOTOBBIE
(Oromno00HBIE) JIEKapCTBEHHBIE IMpenaparbl B 3aBUCMMOCTU OT pelIeHHs, npuHsAToro denepaibHON
QHTUMOHOTIOJLHOM CITYKOOH.

15. MunuctepcTBo 31paBooxpanenus Poccuiickorn ®denepanun B TeueHue 20 pabouux gHEH CO
IHS TonmyueHus: pemieHuss DenepanbHON aHTUMOHOMNOJIBHOW CIY>KOBI O COTJIACOBAaHWUHU TMpeneabHON
OTIYCKHOW II€Hbl TPOM3BOAMTENST Ha pedepeHTHBI JEKapCTBEHHBIN IMpemnapaT HalpaBisieT B
denepalibHyl0 AHTUMOHOMOJBHYIO CIYy’)KOy B OTHOIIEHUH 3TOTO pedepeHTHOro JIEKapCTBEHHOTO
rpenapara Mo COCTOSHUIO Ha JI€Hb MPUHSTHS YKA3aHHOTO PEIEHUs MepeYeHb 3apEerUCTPUPOBAHHBIX B
Poccuiickoit ®denepanuu  BOCTPOU3BEACHHBIX, OMOAHATOTOBBIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX
IpenaparoB, MpeJeibHbIE OTIYCKHBIE LIEHbI HAa KOTOPBIE 3apErMCTPUPOBAHBI U BKIKOYEHBI B PEECTp,
colepkalii  HeoOXoAMMOe AN  TPUMEHEHUs  MOHIDKamero  kodh@uiueHTa  ONUCaHue
BOCIIPOU3BE/ICHHBIX, OMOAHAJOrOBBIX  (OMOMOMOOHBIX) JIEKAPCTBEHHBIX  MpemnapaToB  (HOMEp
PErUCTPAlIMOHHOTO YIOCTOBEPEHHUs JIEKAPCTBEHHOTO Tperapara, HAWMMEHOBAHHME Biajelblia WU
JepKaTeNsi  PErucTPallMOHHOTO  YAOCTOBEPEHHUs  JIEKAPCTBEHHOTO  TMperapara, HaWuMEHOBAHHS
MIPOM3BOUTENEH (IMTPOU3BOACTBEHHBIX IJIOMIAIO0K MTPOU3BOAUTEIIS), MEXKAYHAPOIHOE HEMATEHTOBAHHOE
HauMEHOBaHME (TPU €r0 OTCYTCTBHH - XMMHUYECKOE WM IPYHNIHUPOBOYHOE HAUMEHOBAHME), TOPrOBOE
HauMEHOBaHME, JeKapCcTBeHHas (popma, MO3MpOBKA (KOHIEHTpalusi, 00beM, aKTHBHOCTh B €IUHHIIAX
JEHCTBYS), BBIPAXKCHHAs B COOTBETCTBYIOIIUX €AMHUIIAX U3MEpeHus, (opma BBHIMyCKa, KOJIUYECTBO B
MOTPEOUTENHCKON YITAKOBKE, TOCIEIHSS MpeAeibHas OTIyCKHAas I[IeHAa C yKa3aHWeM JaThl U HOMeEpa
nmpukasza MuHucTepcTBa  3ApaBooxpaHeHus Poccuiickon  ®exepanuu 0 perucTpanuu WM
MepeperucTpaluyl MpeaeTbHON OTITYCKHOW IIeHBl W (MJIM) JaThl U HOMEpa BBIITMCKH W3 pPEecTpa,
BBIJJAHHOM BJIAJIENbIy WM JEPHKATEIIO0 PETUCTPALMOHHOIO YAOCTOBEPEHUS JICKAPCTBEHHOTO Ipernapara
10 pe3yJibTaTaM BHECEHUS U3MEHEHUH B PEECTPOBYIO 3aIMCh PEECTpa WU MO PE3yJIbTaTaM CHHXKEHHS
3apETUCTPUPOBAHHON TPEAEIbHOM OTIYCKHOW ILIEHBbl HA JICKAPCTBEHHBIM Ipemapar, ITPUXOBOM KO,
HAHECCHHBIH HA BTOPUYHYIO (MOTPEOUTEITHCKYIO) YIIAKOBKY JICKAPCTBEHHOTO TIperapara), Ha OyMaXHOM
HOCHUTEJIEC U B 3JIEKTPOHHOM BHJI€ B TAOIUYHOM (popmare.

15(1). B cnydae ecnu Ha maTy IpHHATHS YKA3aHHOTO B MyHKTe 15 HacTtosmux [lpaBun permenus
denepanbHON  AHTUMOHOTIOJIBLHOM  CIY)KOBI O COTJIACOBAaHWU TMPEACIbHOM OTIYCKHOH  IIEHBI
MIPOM3BOUTENS Ha peepeHTHBIN JIEKApCTBEHHBIN Mpernapar TaKkoi JeKapCTBEHHBIN MpemapaT Kak He
OTBEYAIOIIUI KpUTEpUsAM, yKa3aHHbIM B myHKTe 11 crateu 4 denepanpHoro 3akoHa "OO oOpaieHUH
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JIEKapCTBEHHBIX CpPEACTB'", HE SBISIETCS pEPEPEHTHHIM JICKApPCTBEHHBIM IIpernapaTtoM, MUHHCTEPCTBO
3npaBooxpaHeHus Poccuiickoit denepanuy yBeJOMIISIET JepKaTessl WU BIaJIelIblia PErUCTPalliOHHOTO
yIIOCTOBEpEHHsI  JICKapCTBEHHOTrO TpenapaTta (yIMOJHOMOYEHHOE UM  JIUIO), MPEICTaBHBIIETO
JOKYMEHTHI, yKa3aHHbIe B NyHKTe 4 Hacrosmux IlpaBmi, o0 3ToM, a Takke 00 OCYIIECTBICHHH B
OTHOIIGHHH  JAHHOTO  JIGKAPCTBEHHOTO  TIpemapara  (BOCHPOW3BEACHHOTO,  OMOAaHAIIOTOBOTO
(6rmonomoOHOT0) 00s3aTEIFHON MEePEPETUCTPALIMH MTPECTbHON OTITYCKHOM LIEHBI Ha JIEKapCTBEHHBIN
npenapar B COOTBETCTBUH ¢ myHKTamu 15, 39 wnm 41 Hactosmumx [IpaBui n Bo3Bpamaer AepiKaTerto
WINA BIAJETbIy PETUCTPAIIMOHHOTO YJIOCTOBEPEHHsI JIEKAPCTBEHHOIO Ipernapara (ynoJHOMOYEHHOMY
UM JIUILY) IPEICTaBICHHBIE TOKYMEHTHI.

(m. 15(1) BBenen [locranosnenuem IlpaBurensctBa PO ot 18.11.2020 N 1858)

15(2). B caywae ecnim wHa 1 mapra 2020 r. JIeKapCTBEHHBIM MperapaT B COOTBETCTBUHU C
TpeOoBanusMu nyHkTa 11 crateu 4 @enepanbHoro 3akoHa "OO6 oOpalleHUH JIEKapCTBEHHBIX CPEACTB"
SBIIAETCS pedepeHTHBIM JEKapCTBEHHBIM MpenapaToM, MUHUCTEPCTBO 3/paBooxpaHeHus: Poccuiickoii
Qdenepallui  HampaBisieT  JAEPXKATEN  WIM  BIAJENbIy  PErMCTPALlMOHHOTO  YJIOCTOBEPEHHS
JICKapCTBEHHOTO Ipernapara (YnoJIHOMOYEHHOMY UM JIHMIlY) YBEJJOMJICHHE 00 3TOM U 0 HEOOXOIUMOCTH
MIPEACTABICHHUS TOKYMEHTOB, YKa3aHHBIX B MyHKTe 4 Hactosumx [IpaBun, B Teuenue 10 pabounx gHei
CO JHS TIOJY4YeHHUs YKAa3aHHOTO YyBeloMJeHuss MuUHHCTepCcTBa 31apaBooxpaHeHus Poccuiickoit
denepanuu.

(m. 15(2) BBenen [locranosnenuem IIpaBurensctBa PO ot 18.11.2020 N 1858)

16. MunuctepcTBO 3apaBooxpaHenusi Poccuiickoii @enepanuu B TeueHue 15 paboumx gHEH co
IHS TonydeHust pemeHust dexepaibHOW AaHTMMOHOMOJBHOM CIY>KOBI 00 OTKa3e B COIJIACOBAHUU
NpeNeNbHOW  OTIMYCKHOM 1[eHbl Ha pe(QepeHTHBId JIGKApCTBEHHBIM TpenapaT MPHUHUMAET
COOTBETCTBYIOILIEE pelleHHe 00 OTKa3e B 00sA3aTeNbHOM INepeperucTpaluy NpeAeIbHON OTIYCKHOM
LIEHBI Ha peepeHTHBIN JIeKapCTBEHHBIN Ipenapar.

[Tpu npunsTHN pemeHus 00 OTKa3ze B 00sS3aTeNbHON MepeperucTpaluuy NpeaeabHON OTITyCKHOU
LIEHBI Ha JICKapCTBEHHBIN Ipenapar MuHUCTEepCTBO 31paBooxpaHeHus Pocculickont denepanuu B CpoK,
HE TpeBBIIAIUK 5 pabouux gHEH co aHsA noiydeHus pemeHus PepepanbHOW aHTMMOHOMOJIBHOMN
CIIyKObI, YBEJOMJISIET Aep KaTessi WIM BIIaJeNIblia PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIE€KaPCTBEHHOTO
npenapaTa (yHOJHOMOYEHHOE MM JIMIO) B MUCbMEHHOM (opMe O MPHUHITOM PElIeHUH (C U3JI0KEHHEM
MPUYMH O0TKa3a).

17. B cinywae ecnum [ep)kaTeleM WINM BIAJEIBLEM PErMCTPAlMOHHOIO  yIOCTOBEPEHUS
pedepeHTHOro JIeKapCTBEHHOTO Mpernapara (YHOJIHOMOYEHHBIM UM JIMIIOM) B TeueHue 15 pabounx anei
CO JHS NpUHATHS MMHUCTEPCTBOM 31paBooxpaHeHus Poccuiickoit @enepanuu pemieHus o0 oTKase B
00s13aTeNFHON TIEPEPEruCTPALUU TPENETbHON OTIYCKHOW IIEHBI Ha peQEepeHTHHIN JeKapCTBEHHBIH
rpenapar HOBTOPHO MpeACTaBiIeHbl B MuHHCTEpCTBO 3apaBooxpaHeHust Poccuiickont ®eneparuun
JOKYMEHTBl B COOTBETCTBMM C IYHKTOM 4 Hacrosmux IIpaBui, cpokum paccMOTpeHUs IOBTOPHO
MIOJIAaHHBIX JOKYMEHTOB ONPEIEISIFOTCS B cOOTBETCTBMM ¢ TyHKTamu 10 n 13 IlpaBun peructpanumu.

18. Ilpu oOs3aTenbHON IEpeperucTpaly IpeleNibHas OTIYyCKHAas IeHa Ha pedepeHTHBIN
JICKapCTBEHHBIN TpenapaT i KaxJ0H JieKapcTBEHHOW (OpMBI, TO3MPOBKH (KOHLEHTPAIHH,
AKTUBHOCTH B €IUHUIIAX JACHCTBUS) U OOIIETO KOJIMYECTBA BO BTOPUYHOMN (MTOTPEOUTETHCKON) yITaKOBKE
6e3 yudera (OpMbI BBIITYCKa, 3a HCKJIIOUYEHHUEM Ciyd4as, MPeIyCMOTPEHHOro MYHKTOM 21 HacTOSIIHX
[IpaBui, HE MOKET MPEBBIIIATH:

a) pa3Mep MHUHUMAaJIbHOW OTIYCKHOW LEHBbl Mpou3BoauTens (0e3 ydera HPOM3BOJCTBEHHBIX
IUIOIIAZIOK TPOM3BOJAUTENS]) HAa TaKOW JICKApCTBEHHBIM MpernapaT B HHOCTPAaHHBIX TOCYIapCcTBaXx,
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yKa3zaHHbIX B mpuioxkeHun N 3 Kk HactosmmM [IpaBmiam (C ydeToM pacxollOB, CBSI3aHHBIX C
TaMOXXEHHBIM 0(OPMIICHHEM), PACCUNTAHHBIM Ha OCHOBAaHMHU JIAHHBIX, YKa3aHHBIX B MpuiIoxkeHnu N 2 k
HacrosuuM IIpasunam;

0) paHee 3apeTUCTPUPOBAHHYIO (TIOCIEIHIO MEPEPETUCTPUPOBAHHYIO) MPEALTHHYIO OTITYCKHYIO
IIEHY Ha 3TOT JICKAPCTBEHHBIN TIperapar;

B) IPEJENbHYIO OTIIYCKHYIO ILIEHy Ha JIEKapCTBEHHBIN IIpenapar, ONpeieleHHY0 C YYETOM IIyHKTa
8 IlpaBui peructpanmy, 3a UCKIOYEHUEM CIIy4aeB, IPEIyCMOTPEHHBIX MMyHKTOM 6 Hactosimux [TpaBui.

19. Ilpu oO6s3aTenbHON MepeperucTpanuu ¢ yuyetoM nyHkra 18 Hacrosimux [IpaBun B pamkax
OJIHOTO TOPrOBOIO HAaMMEHOBAaHMs JIEKAPCTBEHHOI'O IIpernapara ¢ Y4YE€TOM H3MEHEHHS TOPIroBOIO
HaVMEHOBAHMS JIEKAPCTBEHHOI'O IMperapaTa I BCEX MOMJIEKAIIMX CHUKEHHUIO 3aperuCTPUPOBAHHBIX
(mepeperucTpupOBaHHbBIX) MpeAeIbHBIX OTIYCKHBIX LIEH Ha peepeHTHBIM JIEKapCTBEHHBIN IMpemnapar
npousBoauTeneil (IPOU3BOJACTBEHHBIX IUIOINAZOK MPOU3BOJUTEN), YKa3aHHBIX B paMKaX OJHOTO
PETUCTPAIIMOHHOTO YAOCTOBEPEHUs, IO pe3yibTaTaM o00sf3aTeIbHOW MEepeperucTpalul B peecTpe
YCTaHABIUBACTCA €IMHAs IpEACNIbHAs OTIIyCKHas ILIEHA Ha JICKApCTBEHHBIM IpenapaTr Uil KaKIou
JIEKapCTBEHHON ()OPMBI, JO3UPOBKH (KOHIICHTPALMU, aKTUBHOCTH B €AMHUIAX JEHCTBUS) M OOIIEro
KOJIMYECTBA BO BTOPHUYHOU (TIOTPEOUTETHCKON) yIIakoBKe 0e3 yueTra (popMbl BBITyCKa, 32 HCKITIOYCHUEM
Cily4asi, IpeyCMOTPEHHOro IMyHKTOM 21 Hacrosuux [IpaBuir.

20. B ciydae eciin B paMKax OJHOTO TOPrOBOIO HAMMEHOBAHUS Pe(PEPEeHTHOro JIEKaPCTBEHHOI'O
mpernapata ¢ y4eTOM M3MEHEHMs TOPrOBOIO HAMMEHOBAHUS  JIEKAPCTBEHHOI'O  IIpernapara
3aperucTpUpoOBaHHasl (IIEPEPETUCTPUPOBAHHAs) MpeJesibHas OTIYCKHas IleHa JJIs OJHOTO WU
HECKOJBbKUX HpOI/I3BO[[I/ITeJIeI71 (HpOI/IBBOI[CTBeHHHX mIomaaokK HpOI/ISBO,[[I/ITGJISI), YKa3aHHbIX B pPaMKax
OOHOI'0 PECTUCTPAUOHHOI0 YAOCTOBCPCHUA, HUKC, YEM NPCACIbHAA OTIIYCKHAad IEHA, paCCYUTAaHHAA B
COOTBETCTBHUM C MYHKTOM 18 HacTosmux IIpaBui, 3Ta ieHa NoAJIEKUT COXPAaHEHUIO B peecTpe.

B cnyuae ecnu nms pedepeHTHOTO JIEKapCTBEHHOT'O Mpernapara ¢ 0JHOM JeKapCTBEHHON (OpMON,
JO3UPOBKON U OOIIMM KOJMYECTBOM BO BTOPUYHON (MOTPEOUTENHCKON) YHAaKOBKE 3apETUCTPUPOBAHO
HECKOJIbKO MpeJeIbHBIX OTIYCKHBIX 1IEH, Mpe/ieibHasl OTIYCKHas 1IeHa Ha JEKapCTBEHHbIN Mpenapar He
MOKCT NPCBbIIIATh MUHUMAJIBHYIO U3 3apCTUCTPUPOBAHHBIX NPCACIBbHBIX OTIIYCKHBIX LICH (C YueTOM
MOCIICHEH TIepEePETUCTPUPOBAHHON IIEHBI, 0€3 y4eTa MPON3BOACTBEHHBIX TUIOIMIAOK TPOU3BOIUTENIS) C
Y4E€TOM CBe)IeHI/Iﬁ 0 HaAJIWM4YHUKU 3apCruCTpupOBAHHBIX MPEACIBHBIX OTIIYCKHBIX ILIC€H 3asABIIICMOI0
JIEKapCTBEHHOT'O IperapaTa corjaacHo mpuiiokeHuio N 4.

21. B cnydae ecnu MUHUMAIbHBIA YPOBEHb LIeH pedepeHTHOro JeKapCTBEHHOTO Mpernapara Ha
pasnu4dHbie (OPMBI BITyCKa (LIIMPUL-PYYKH, KAPTPUIKUA THOO0 HHBIE (DOPMBI BHITYCKa, COBMECTUMBIE C
YCTpOMCTBAMH BBeJICHUs (IIPUMEHEHHUS) WJIU SIBIISIOIIMECS YCTPOMCTBAaMU BBEACHUS (MPUMEHEHUs) B
OJIHOM M3 TOCYJIapCTB, YKa3aHHbIX B npwiokeHUd N 3 k HactosmmMm [IpaBunam, paznuuaercs Oosee
gyemM Ha 10 mpormeHTOB, Mpu 0O0S3aTEIHPHOM TEPEePETHCTPAlUA TPEACTbHBIX OTIYCKHBIX II€H Ha
yKa3aHHBbIM pedepeHTHbIN JIeKapCTBEHHBIN mpernapar JOMyCKaeTcs YCTaHAaBIMBATh MPEICIIbHYIO
OTIIYCKHYIO IIeHY Ha KaXXIyI0 U3 TaKuX (pOpM BBITyCKa JIEKAPCTBEHHOTO Mpernapara.

22. llpenenbHas OTIyCKHas IIeHa Ha pedepeHTHBIH JIEKapCTBEHHBIM Ipernapar B ciydae,
peIyCMOTPEeHHOM NyHKTOM 21 Hactosmmx [IpaBumi, ycranaBiuBaeTcsi HA OCHOBAaHUM MUHHMAJIbHON
OTITyCKHOM IIEHBI TNpou3BoaMTeNs (0e3 ydeTra MPOM3BOJICTBEHHBIX IUIOMIAZOK IPOWU3BOAMTENS) HA
COOTBETCTBYIOIIHE (HOPMBI BBITyCKA TAKOTO JIEKAPCTBEHHOTO Tperapara B roCy1apCcTBaX, YKa3aHHBIX B
npuwiokeann N 3 k HacrosmuMm [IpaBunam (c y4eroM pacxofiOB, CBSI3aHHBIX C TaMO)KEHHBIM
odopmiieHHEM).
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MoctaHoBneHwue lMpasutensctea PO ot 29.10.2010 N 865 [lokyMeHT npegocTasner KoncynsraHTilntoc

KOHCYNbTAHTIINIIOC
Epeﬂ. ot 18.11.2020) [ata coxpaHenus: 22.07.2022
O rocynapCTBEHHOM perynvMpoBaHUM LIEH Ha N1eKapcTB...

[Ipu 5TOoM MakcuMalbHas pasHHLA MEXAy MpeleibHbBIMU OTIYCKHBIMM II€HAMHU Ha TaKou
pedepeHTHbI JIeKapcTBEHHBI Mpernapar B pa3iMyHbBIX (opMax BBIMYCKA, COMOCTABUMBIX II0
JeKapCcTBEeHHON (opme, T03upoBKe (KOHIEHTPAIMH, aKTUBHOCTH B CIMHUIAX ACUCTBHS) M 0OIIEMY
KOJIMYECTBY BO BTOPUYHOMU (IOTPeOUTENBCKOI) YITaKOBKE, HE MOKET MpeBbIIaTh 90 MpOLEeHTOB.

23. OOs3aTenbHasi MepeperucTpanusi MpeaeabHbIX OTIMYCKHBIX II€H Ha WMMYHOOHOJOTHYECKHE
JIEKapCTBEHHbIE IpernapaThl (BaKIUHBI) OCYILIECTBISIETCS B COOTBETCTBUU C TpeOOBAHUSIMH,
YCTaHOBJICHHBIMU /1151 pe(pepeHTHBIX IEKapCTBEHHBIX MPENapaToB.

24. 3aperucTpupoBaHHbIE NIpe/iebHbIC OTITYCKHBIE IIEHBI Ha BOCIIPOM3BEICHHbIE, OMOaHATIOTOBbIE
(OmoronoOHBIE) JIEKApCTBEHHBIE Mpenaparbl TMOJIEKAT O00s3aTeIbHON mepeperucTpanuu  6e3
NpEACTABJICHUA 3ad4BJICHHUA BJIAACIbLHAMU UKW ACPKATCIIIMU PErUCTPAIMOHHBIX y,I[OCTOBepeHI/Iﬁ TaKuX
JIEKapCTBEHHBIX MPenapaToB (YIOJIHOMOYEHHBIMU UMHU JUIIAMH).

25. Ilpu oO0s3aTenbHON NEpeperucTpaluu mpeneibHas OTIHYCKHAs [eHa Ha BOCHPOU3BEIICHHBIN,
OroaHaNoroBelil (OMOMOMOOHBIN) JEKAPCTBEHHBIN MpemapaT A KaKIOW JIeKapCTBEHHOW (OPMBIL,
JO3UPOBKU (KOHIICHTPAIIUH, aKTUBHOCTH B €MHMIIAX JCUCTBUSA) U OOIIETO KOJUYECTBA BO BTOPUIHON
(moTpeOuTenbCcKkol)  ymakoBke 0e3  ydera (opmbl  BBIMyCKa, 3a HCKIIOYEHUEM  CITydas,
MpeyCMOTPEHHOT0 MYHKTOM 21 HacTosimux [IpaBuii, HE MOKET MPEBBIIIATH:

a) paHee 3aperUCTPUPOBAHHYIO (TOCIEIHIOI MEPEPETUCTPUPOBAHHYIO) MPEICTHHYIO OTITYCKHYIO
IIEHY TIPOM3BOIUTENS HA OTOT JICKAPCTBEHHBIH Mperapar;

0) mpenenbHYI0 OTIYCKHYIO IIEHY Ha 3TOT JEKapCTBEHHBIM Ipemnapart, ONpeaesIeHHYI0 C yYeTOM
TpeboBanuii mynkra 8 IlpaBun perucrpanuu 0e3 yuyeta npeAeibHBIX OTITYCKHBIX II€H, HCKIIOYCHHBIX B
COOTBETCTBUHM C ITyHKTOM 6 HacTosux [Ipasui;

B) JUIsI JIGKQPCTBEHHOTO Mperapara (3a UCKII0YeHHEM op(aHHOTO JIEKapCTBEHHOTO Mperapara), -
LIEHY, PACCUNTAHHYIO B COOTBETCTBMHM C pazzaesnioM VIII MeToauku pacuera nIpeneabHbIX OTITYCKHBIX [IEH
MIPOM3BOIUTENICH HA JIEKApCTBEHHBIE MPENapaThl, BKIIOUEHHbIE B TIEpPEeYeHb KU3HEHHO HEOOXOIMMBIX U
BOKHEHIINX  JIEKAPCTBEHHBIX MpENaparoB, YTBEP)KIEHHOW TMocTaHoBiIeHHeM [IpaBuTenbcTBa
Poccwuiickoit @enepamuu ot 15 centsiops 2015 r. N 979 "O BHeceHHHM M3MEHEHUH B MOCTAHOBIICHUE
[IpaBurensctBa Poccuiickoit ®@eneparuu ot 29 oxtsi0pst 2010 1. N 865 u 00 yTBepKIE€HUH METOIUKH
pacuera npeaeabHbIX OTIYCKHBIX LIEH MPOU3BOIUTENEH Ha JEKapCTBEHHbIE MIpenapaThl, BKIIOUEHHbIE B
NepeueHb JKM3HEHHO HEOOXOJUMBIX M BaXKHEWIIMX JIEKapCTBEHHBIX IMpernapaToB, IMpH HX
roCy/IapCTBEHHOW perucTpalyy U Iepeperucrpanuu’ (gaiee - METOAHMKAa), C NPUMEHEHHEM
MOHIDKAIOMEro Kod(hduilmeHTa B OTHOILICHUH MEPeperucTpUpPOBAHHONW B 0053aTEIbHOM MOPSAKE B
COOTBETCTBUM ¢ HacTosmmMmHu [IpaBuinamu mpeneiabHONW OTIYCKHOM LEHBI Ha COOTBETCTBYIOLIUI
pedepeHTHBIN JIEKapCTBEHHBIN Tpenapar. 3HaueHUs MOHWXKAIMIEero Kod(hduiMeHTa, MpUMEHIEMOTro
npu  ob0s3arenpHON mepepeructpanm B 2019 - 2020 romax mpeAeNbHBIX OTIYCKHBIX —II€H
MIPOM3BOUTENIEN Ha BOCIIPOU3BEIEHHBIE, OMOaHAIOTOBbIe (OMOMOI00HbIE) JIeKapCTBEHHBIE MTpenapaThl,
oTpeeNsitoTes Mo popMysam pacuera COrIacHO MPUIoKeHUIo N 5;

r) and  op(aHHOrO JIEKAPCTBEHHOIO IMpernapara - TNpeAeibHYI0 OTIYCKHYK IIeHy Ha
COOTBETCTBYIOLIUI peepeHTHBIN JeKapCTBEHHBIN IpenapaT, NepeperucTpupoBaHHYIO B 0053aTEIbHOM
MOPSAJIKE B COOTBETCTBUM C HacTosiuMu IIpaBunamu.

26. Ilpu oO6s3arenbHON MepeperucTpauy ¢ yuyeToM myHKTa 25 Hacrosmux [IpaBmi B pamkax
OJTHOTO TOPTOBOTO HAaWMEHOBAHHs JICKAPCTBEHHOTO IIperapara C y4eTOM H3MEHEHHS TOPTOBOTO
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O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

HAaMMEHOBAHMsI JIEKAPCTBEHHOI'O IIpernapaTa JUlsl BCEX MOMJIEKAIUX CHUKEHHIO NMPEACIBHBIX OTITYCKHBIX
LIEH Ha BOCIPOU3BEICHHBIE, OHOaHaNoOroBele (OMOMOMOOHBIE) JIEKAPCTBEHHBIE IpernapaThl
IIPOU3BOAUTENEH (IIPOU3BOJCTBEHHBIX IUIOLIAAO0K IPOU3BOJAUTENS), YKA3aHHBIX B paMKax OJHOIO
PErUCTPaLlMOHHOTO YAOCTOBEPEHUs, IO pe3ysibTaTaM 0053aTeIbHON MepeperucTpaly ¢ yueToM MyHKTa
29 mnacrosamux IIpaBun B peecTpe yCTaHABIMBAKOTCS €AMHBIC IPEIEIbHBIE OTIYCKHBIE IIEHbI Ha
JICKapCTBEHHbIE IIpenapaThl Uil KaXIOW JIeKapCTBEHHOM (OPMBI, TO3MPOBKH (KOHLEHTpAIHH,
aKTUBHOCTH B €IMHHIIAX JEHCTBH) U OOIIEro KOJIMYEeCTBAa BO BTOPUYHOM (MTOTPEOUTENBCKOI) yIIaKOBKe
6e3 ydera (hOpMBI BBHIMYCKa, 32 UCKIIOUEHHEM Ciydas, MPEeIyCMOTPEHHOro MyHKTOM 30 HACTOSIIHX
IIpaBuir.

27. B cmyuae ecaum B paMKaXx OJHOTO TOPrOBOTO HAMMEHOBAaHMS BOCIIPOM3BEAECHHOTO,
O6uroaHanoroBoro (6MOMNOAOOHOr0) JIEKAPCTBEHHOI'O IMpernapara ¢ Y4YeTOM H3MEHEHHsSI TOPrOBOTO
HaMMEHOBAHMS JIGKAPCTBEHHOTO Ipernapara 3aperucTpupoBaHHas (epeperucTpupoBaHHast) IpeIeIbHas
OTIYCKHas II€Ha JJIsi OJAHOTO WJIM HECKOJBbKHX MpPOM3BOAWTENEH (IMPOM3BOACTBEHHBIX IUIOLIAIOK
MPOU3BOJIUTENS), YKa3aHHBIX B paMKax OJIHOTO PETUCTPAIMOHHOTO YJOCTOBEPEHMS, HIKE, UYeM
npeaciibHas OTIIYCKHAA IICHA, paCcCUUTaHHasd B COOTBCTCTBUH C IIYHKTOM 25 HaCTOAIIUX HpaBI/IJ'I, oTa
IIeHA TTO/JTIEKHUT COXPAHEHHIO B peecTpe.

B ciywae ecnam st BOCIpOM3BENEHHOro, OMOaHAIoroBoro (O6MOmog00HOr0) JEKapCTBEHHOI'O
npenapara C OJHOW JIEKapCTBEHHOW (OPMOM, JTO3UPOBKOM M OOIIMM KOJIMYECTBOM BO BTOPHYHOM
(MOTpeOHUTENBCKOI) YITaKOBKE 3apETHCTPUPOBAHO HECKOIBKO MPENENBHBIX OTITYCKHBIX II€H, NpeaebHast
OTITyCKHasl IIeHa MPOM3BOJIUTENS Ha JICKAPCTBEHHBIM IpenapaT B pamMKaX OJHOTO PEruCTPalMOHHOTO
YAOCTOBCPCHUA HE MOXKCT MNPCBbIINATL MHUHHUMAJIBbHYIO M3 3apCrUCTPUPOBAHHLBIX MPCACIbHBIX
OTIIYCKHBIX ILCH C YUYCTOM HX HNCPEPCrucTpanuvu, 3a HCKIIOYCHUCM IMPEACIbHBIX OTIIYCKHBIX IICH,
HCKIIIOYCHHBIX B COOTBETCTBUHU C ITYHKTOM 6 HaCTOsSIIUX HpaBI/IJ'I.

B cnydae ecnu B paMKax OJHOTO PETMCTPAallMOHHOIO YIOCTOBEPEHHUs JIEKapCTBEHHOIO IIpernapara
3aperuCTPUPOBAHbI IIEHbl Ha BOCIPOU3BEJCHHBIN, OMOaHaANOroBblil (OMONMONOOHBIN) JIEKapCTBEHHBIN
IpenapaT NPOU3BOAUTENS FOCyapcTBa - wieHa EBpa3nuiickoro 3KOHOMUYECKOI0 COK3a U MHOCTPAHHOTO
IIPOM3BOJICTBA, MUHUMAJIbHASL U3 3aPETUCTPUPOBAHHBIX IPEJEIbHBIX OTIIYCKHBIX LIEH OINpPEAEISAETCS C
COXpPAaHEHHEM NPHUHAUIEKHOCTH MPOU3BOAUTEN K TocyAapcTBy - uineHy EBpasuiickoro
HSKOHOMHUYECKOT'0 COK03a MM HHOCTPAHHOMY IPOU3BOAUTEINIO.

28. B ciryuae eciu 1o pe3yibTataM 00s3aTeIbHOIN NepeperucTpaluy B paMKax MeXIyHapOJHOIO
HEMaTeHTOBAaHHOI'O0 HAWMEHOBaHUS (IPU €ro OTCYTCTBHM - TIPYNIUPOBOYHOIO MIM XMMHUYECKOI0) U
JIEKapCTBEHHOHM (OPMBI HA COOTBETCTBYIOLINI pedepeHTHBII JIeKapCTBEHHBIN MpenapaTr yCTaHOBICHbI
pa3nuYHbIe TpEeAeTbHBIC OTIYCKHBIE IIE€HBI, MPHUMEHSETCS cpenHee apupMeTHdecKoe 3HAYCHUE
MOHMKAIOMIETO KOX(PPHUIMEHTa, pPACCUNTAHHOE HA OCHOBAaHMHM YCTAaHOBJCHHBIX 110 pe3yJbTaTaM
00s13aTeIbHON TepeperucTpaly MpeAebHbIX OTHYCKHBIX ILEH Ha pedepeHTHHIN JeKapCTBEHHbIN
npemnapar.

29. B cinywae ecim B paMKax OJHOIO PErMCTPAlMOHHOIO YJOCTOBEPEHUS JIEKaPCTBEHHOI'O
npernapara 3aperucTpHUpOBaH BOCHPOM3BEACHHBIN, OMOAHATIOTOBBIM (OMONOJOOHBIN) JeKapCTBEHHBIN
Ipenapar NpOU3BOAUTENS IOCYapCTBa - wieHa EBpasuiickoro 3JKOHOMUYECKOro COK3a U HHOCTPAHHOIO
IIPOU3BOJCTBA, LIEHBI I YKAa3aHHOTO JIEKAPCTBEHHOI'O MpEnapara paCCUUTHIBAIOTCS B COOTBETCTBUU C
paznenom VI MeTonWKH C NpUMEHEHHEM MOHWKAIOUMX Ko3()(UINEHTOB, 3HAYEHHUS KOTOPBIX
OINIPEACIAIOTCA B COOTBETCTBUU C NpuiiokeHreM N 5 k HacrosmuM [IpaBunam.

30. B cinyuae ecnu mpenenbHas OTIYCKHas IleHa Ha pedepeHTHBIN JeKapCTBEHHBIN mpenapar
YCTQHOBJICHA B COOTBETCTBMM C MyHKTamu 21 u 22 Hacroammx IIpaBui, pacueT mpeaenbHbIX
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OTIIYCKHBIX LI€H Ha BOCHPOM3BEACHHBIH, OMOAHAJIOTrOBbIM (OMOMOJOOHBIN) JeKapCTBEHHBIN MpenapaT
OCYILECTBIISICTCSI B COOTBETCTBUU C ITyHKTaMu 24 - 27 HacTosmmx [IpaBuit ast kax10i (opMbl BEIITycKa
UCXOMA W3 TPEACTbHBIX OTIIYCKHBIX IIEH Ha COOTBETCTBYIOIIKME (DOPMBI BBIYCKAa pePEepeHTHOTO
JIEKapCTBEHHOI'O IIpernapara.

31. denepanbHas aHTUMOHOIIONbHAS CIyk0a B TedeHre 60 pabouux nHEW cO JHS MOIYUYEHHS OT
MunuctepcTBa 31paBooxpanenus Pocculickoit @eaepanuu CBEAEHUM, MPETyCMOTPEHHBIX TyHKTOM 15
HacToAmmx [IpaBui, MpoBOOUT B COOTBETCTBUM C HacTtosmumu I[IpaBunamum ¥ METOOMKOW pacder
NpeJeNbHBIX OTITYCKHBIX LIEH Ha BOCIIPOM3BECHHbIE, OM0aHanoroBele (0Momno1o0HkIe) IeKapCTBEHHBIE
Ipernaparsl, a Takke MyOIMKyeT Ha CBOeM O(HIMAIbHOM caiite B ceTu "MHTepHeT" U OJTHOBPEMEHHO
HampasisieT B MuHuctepcTBo 3apaBooxpaHeHus Poccuiickorn denepanuu  yKa3aHHBIM — pacyer
MpeieabHBIX OTIYCKHBIX 1IE€H Ha BOCIIPOU3BEICHHBIE, OM0aHanoropbie (0MOnoa00HbIE) JIEeKapCTBEHHBIE
IIpenapaTsl, COACPXKAIIUNA HOMEP PETrUCTPAMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOIO IIpenapara,
HAaUMEHOBAHME BJIAJENIblla WM JAEpKaTels pPEruCTPALMOHHOIO YAOCTOBEPEHUS JIEKaPCTBEHHOIO
npernapara, HaWMEHOBAaHUS MPOM3BOJUTENCH (IPOM3BOJCTBEHHBIX IUIOIIAZOK IPOU3BOAUTEINS),
MEXIyHapOJAHOE HEMAaTeHTOBAaHHOE HAaUMEHOBaHUE (IIpU €ro OTCYTCTBUM - XUMHYECKOE WU
IpyNIUPOBOYHOE HAMMEHOBAaHUE), TOPrOBOE€ HAWMEHOBAHHUE, JIEKAPCTBEHHYIO (OpMY, JO3UPOBKY
(KoHLIEeHTpalHio, 0o0beM, AKTUBHOCTh B €IWHHUIAX JAEWCTBUA), (OpMy BBIITyCKa, KOJIMYECTBO B
NOTPEOUTENBCKOM  YHNAKOBKE, MpEAEIbHYI0 OTIYCKHYIO IIeHy, paccuuTaHHyr DenepaabHOR
AHTUMOHONOJBHON Ciyk00M, IITPUXOBOM KOJA, HAHECEHHbI Ha BTOPUYHYIO (ITOTPEOUTENBCKYIO)
YIaKOBKY JIEKapCTBEHHOTO Mpenapata) (Ha OyMa)KHOM HOCHTEJE U B JIEKTPOHHOM BHUJE B TAOIUYHOM

dbopmare).

32. Tlpm HEOOXOOUMOCTH YTOYHEHHs WHPOpMamuu, TpeOyemMoW il TpPOBEACHUS pacdera
MpeiebHBIX OTIYCKHBIX LIEH Ha BOCIPOU3BE/IEHHBIN, OM0aHaI0roBbIi (OMOMOI00HBI) TeKapCTBEHHBIN
Ipernapar, COOTBETCTBYIOIINE CBEJICHHs 3allpalllMBalOTCS B IOPSIKE, MPEIyCMOTPEHHOM ITyHKTOM 14
[IpaBun peructparum.

33. MuHnuctepcTBo 3apaBooxpanenus Poccuiickoit denepanuu B Teuenue 20 pabouux AHEH co
nHs nonydeHust oT dexepanbHOW AHTHMMOHONOJIBHOM CIYXKOBI pemieHus 00 YTBEpXKACHUHM pacueTa
MpeJeNbHBIX OTITYCKHBIX LIEH Ha BOCIIPOM3BECHHBIEC, OMOaHaIoroBeie (0MOMmo00HbIe) JIEKapCTBEHHBIE
mpenapaTsl B COOTBETCTBUU ¢ IMyHKTOM 31 Hactosmux [IpaBun nmpuHuMaeT perieHre o0 o0s3aTenbHON
IIEPEpErucTpal  INPEAEIbHOM  OTIYCKHOM ILIEHBl HAa JICKaPCTBEHHBIM  Ipenapar, BHOCHT
COOTBETCTBYIOIIME JAHHBIE B PEECTP B CPOK, NPEAYCMOTPEHHBIH IyHKTOM 6 IlpaBun BeneHus
TrOCYJapCTBEHHOIO peecTpa IPEACIbHBIX OTIIYCKHBIX ILI€H IIPOU3BOAMTENIECH HA JIEKAPCTBEHHBIE
npernaparel, BKJIIOYEHHBIE B IE€pPEUCHb >KU3HEHHO HEOOXOIMMBIX M BAXKHEHIINX JIEKAPCTBEHHBIX
MpenaparoB, YTBEPKJIEHHbBIX TocTaHoBleHueM [IpaButenscTBa Poccuiickoit deneparuu ot 29 okTaOpst
2010 r. N 865 "O rocynapCTBEHHOM PETYJIMPOBAHUHU LIEH HA JICKAPCTBEHHBIE MPEMApaThl, BKIFOYECHHbIE
B [I€PEUCHb JKU3HEHHO HEOOXOAUMBIX U BaXKHEHIINX JIEKAPCTBEHHBIX IIpenapaToB”, BbIIAET AEPKATENIIO
WINA BIAJEJbIly PETUCTPALIMOHHOTO YJIOCTOBEPEHMsI JIEKAPCTBEHHOIO Ipemnapara (yrnoJIHOMOYEHHOMY
UM JIUIy) BBIIUCKY U3 TpuKkaza MuHuctepcTBa 3apaBooxpaHeHus Poccuiickoit ®epepauuu 00
00s13aTeNbHON TIePEPerucTpaluy TPeIeIbHON OTIYCKHOM ILIEHBl Ha JICKApCTBEHHBIM Mpernapar H
pa3MeniaeT COOTBETCTBYIONIYIO0 HH(OPMAIIHIO HAa CBOEM OQHUITHAIIBHOM caiite B ceTH "MHTepHeT".

KoncynprantlIntoc: mpumeyanue.

JlexapcTBa, peann30BaHHbIC 10 BCTYIUICHUSI B CUIIy MpHUKa3a 00 00s3aTeNbHON MepeperucTpanuu B
2019 - 2020 rogax, MOTYT OBITh B OOpAIlIEHUH 10 UCTEYCHHSI CPOKA TOJHOCTH C Y4€TOM (PaKTHUECKON
OTIYCKHOW II€HBI, HE MPEBBIMIAIONICH NPENeIbHYI0 OTIYCKHYIO LIEHY, IPUMEHSIBIIYIOCS Ha JIaTy UX
peanu3aluu.
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34. Tlpuka3 MuHnucrepcTBa 3apaBooxpaHeHusi Poccuiickoit @enepanuu 00 00s3aTeNbHOMN
[IEPEPETUCTPALMU TIPEACIBHONM OTIIYCKHOM ILIEHBI IPOU3BOJAUTENS Ha JIEKApCTBEHHBIM IIpernapar
BCTYIIA€T B CUJLy 110 UCTEYEHUH 5 MECALIEB CO IHS €r0 NPUHATHS.

35. MunucrtepcTBo 3apaBooxpaHeHus Poccuiickoit Denepanuii B LENAX COOJIOJACHHUS HOPMBI
gactu 2 crateu 63 denepanpHoro 3akona "OO oOpalieHUM JIEKapCTBEHHBIX CPEACTB" OTMEYAEeT B
peectpe COOTBETCTBYIOIIYIO nH(pOpMaLIHIO 000 BCEX  paHee 3aperucTpUpOBAHHBIX
(mepeperucTpUpOBaHHbBIX) MPEAETbHBIX OTIYCKHBIX II€HaX MpOu3BOAUTeNeld Ha pedepeHTHhI u
COOTBETCTBYIOIIIME €My BOCIPOU3BEACHHBIC, OHoaHamoroBsle (OMOMOMOOHBIE) JEKAPCTBEHHBIE
npenaparsl.

36. Ilpu Hecornmacuu ¢ mpowusBelneHHBIM DenepanbHON aHTUMOHOMOJBHOHN CITy:)KOOH pacueTom
MpeiebHBIX OTIYCKHBIX 1IEH Ha BOCIIPOU3BEICHHbIE, OM0aHanoropbie (0MOMog00HbIE) JIEKapCTBEHHBIE
Ipenaparsl JAep)KaTesd WM BIaJAEiblbl PETUCTPALIMOHHBIX YIOCTOBEPEHHMH BOCIPOU3BEICHHBIX,
O01oaHaNoOroBhIX (6MOMOIOOHBIX) JIEKAPCTBEHHBIX MpEnaparoB (YMOJIHOMOYEHHBIE MU JIUIA) BIIpaBe B
TEUYEHUE OJIHOTO KaJeHJApPHOr0 Mecsla €O JHS MPUHATUS MUHUCTEPCTBOM 3/paBOOXPAHEHUS
Poccuiickoit @enepanuu pemeHus 00 00s3aTeILHON NepeperucTpaluy IpeaeabHON OTITYCKHON IEHBI
Ha JIEKapCTBEHHBIN IpenapaT o0paTtuThes B DeepaabHyt0 aHTUMOHOIIONIBHYIO CITY)KOY C 3asBJICHUSMHU
0 TepecMOTpe pacdera 3aperHCTPUPOBAHHBIX IPENENBbHBIX OTIYCKHBIX IIEH Ha JICKApCTBCHHBIC
Ipernaparsl, B TOM YHUCIIE B paMKaX OJJHOIO MEXYHapOJIHOI0 HEaTeHTOBAHHOTO HAUMEHOBAHHS.

3asBIEeHUS O TIEPECMOTpPE pacueTa 3aperuCTPUPOBAHHBIX MPEAENBHBIX OTIYCKHBIX II€H Ha
JEKapCTBEHHBIE TMpemnapaTthl ¢ MNpWwIokKeHHneM (Mo BBIOOpPY JepaTeled WU BIAJCNblICB
PErUCTPALIMOHHBIX  yJAOCTOBEPEHUN JIEKAPCTBEHHBIX MPEMApaToB, YIOJIHOMOYEHHBIX HMMH JIWII)
MOTHUBHUPOBAHHOTO JOKYMEHTAJIBHOTO TOJATBEPXKICHUSI pacueTa YKa3aHHOW IIEHBbI TPEICTABIISIOTCS B
®denepalibHyI0 aHTUMOHOIIOJIBHYIO CTyk0y Ha OyMa)kHOM HOCHUTEIIE.

37. denepasbHas aHTUMOHOIIOJbHASA CIyk0a B TEYEHHE OJHOIO Mecsla CO JHs MOCTYIUICHUS
3asBJICHN M JIOKyMEHTOB, YKa3aHHbIX B IyHKTe 36 Hacrosmux IIpaBui, mposepseT pacuder
NpeJeNbHBIX OTITYCKHBIX LIEH Ha BOCIIPOM3BEJCHHbIEC, OM0aHanoroBele (0Momno1o0HkIe) IeKapCTBEHHBIE
Ipernaparsl, P HEOOXOAUMOCTH TEPECMaTPUBACT PacueT MPEebHBIX OTITYCKHBIX IIEH Ha YKa3aHHbBIE
JIEKAPCTBEHHBIC IIpEnapaThl, OTMEHSET paHee INPUHATHIE PEIICHHs W HanpasisieT B MHUHHCTEPCTBO
3npaBooxpaHeHus: Poccuiickoit denepanny HOBblE penieHHs 00 YTBEPXKICHHM pacyeTa MpeiesbHbIX
OTIIyCKHBIX ILI€H IIPOM3BOJUTEN HAa YKA3aHHBIC JICKAPCTBEHHBIC IIpenapaTbl WIM HaIpaBisieT
3asBUTENISIM pelIeHue 00 OTKa3e B MEepecMOTpe pacueTa MpeleNbHbIX OTIYCKHBIX IIEH Ha yKa3aHHbIE
JIeKapCTBEHHBIE Mpenaparhl (C yka3aHueM MPUYUH 0TKa3a).

38. B cayuyae ormensl @enepaabHON aHTHMOHOIOJIBHON CIykO00# pemieHust 00 yTBEp>KACHUU
pacueTa npeneNnbHbIX OTITYCKHBIX [IEH Ha JIeKapCTBEHHBIE NpenapaTsl MUHHCTEPCTBO 31paBOOXPAHEHUS
Poccuiickoit ®enepanuu OTMEHsSET pelleHHe 00 o00sA3aTeIbHOW MepeperucTpalui MpeaesbHbIX
OTHYCKHBIX II€H Ha OJTH JIEKaPCTBEHHBIC IIpenaparbl, HCKIIOYaeT NepeperucTpUpPOBAaHHBIE B
00s13aTeIbHOM TIOPS/IKE TpENeNIbHbIE OTIYCKHBIC LIEHbI Ha yKa3aHHbBIE JIGKapCTBEHHBIC IMpErapaThl u3
peecTpa M NPUHUMAET HOBBIE pelieHUs] 00 00s3aTeIbHON MepeperucTpaly NpeAeabHbIX OTIYCKHBIX
IIEH Ha 3TU JIEKapCTBEHHbIC IpernapaTbl B 3aBHCUMOCTH OT pEIICHUH, NpHHATHIX DenepaabHOR
AQHTUMOHOTIOJBHOM CITYKOOH.

39. B ciywae ecim B paMKax MEXIyHapOJHOTO HEMAaTEHTOBAHHOTO HAMMEHOBAHUSA U
JIeKapCTBEHHOM (OPMbI OTCYTCTBYET peepeHTHBIN JIeKapCTBEHHBIN Npernapar WM IIeHa Ha Hero He
3aperucTpUpoBaHa, 3apEeruCcTPUpPOBAHHAS O JHS BCTYIUIEHUS B CHIIy mocTaHoBieHHs [IpaButenbcrBa
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MoctaHoBneHwue lMpasutensctea PO ot 29.10.2010 N 865 [lokyMeHT npegocTasner KoncynsraHTilntoc

KOHCYNbTAHTIINIIOC
Epeﬂ. ot 18.11.2020) [ata coxpaHenus: 22.07.2022
O rocynapCTBEHHOM perynvMpoBaHUM LIEH Ha N1eKapcTB...

Poccwuiickoit @enepanny, ykazaHHOro B myHKTe 3 Hactosmmx [IpaBui, mpenenbHas OTITyCKHAs IIEHA B
OTHOIICHUHM  COOTBETCTBYIOIIETO  BOCIPOM3BEACHHOTO, 010aHaJIOrOBOTO (6uoroo0HOTO)
JIEKapCTBEHHOI'0 IIpernapara IEeHOBOro cermMeHTta cBbiiie 100 pyOnedl mnoanexur oOsA3aTenbHON
MEPEeperucTpalid U HE MOXET IPEBHIINIATh PaHee 3apETUCTPHPOBAHHYIO (TIEPEPETUCTPUPOBAHHYIO)
MpeleiabHyl0  OTIHYCKHYIO  IIeHy  BOCHpPOHM3BEJIEHHOro,  OuoaHajsoroBoro  (0MomomoOGHOro)
JIEKapCTBEHHOTO mpernapata (0e3 yuera (opMbl BBITYCKa).

B cnydae ecnu B pamkax 0JJHOTO TOPrOBOIO HAMMEHOBAHUS BOCIIPOU3BEIEHHOT0, O0MO0AHAJIOTOBOTO
(OuoromoOHOro) JEeKapCTBEHHOTO IpenapaTa IIEHOBOro cermeHta cbimie 100 pyOrneit ¢ yderom
M3MEHEHHsS TOPrOBOIO HAWMEHOBAHUS JICKAPCTBEHHOT'O Iperapara C OJHOW JIGKapCTBEHHOW (OpMOH,
JO3UPOBKON U OOIIMM KOJMYECTBOM BO BTOPUYHOM (MOTPEOUTENIHCKON) yIAaKOBKE 3apETUCTPUPOBAHO
HECKOJIBKO TpeNIelbHBIX OTIYCKHBIX II€H, Mpe/eibHasi OTIYCKHAasl LeHa JJIsl OJHOTO MJIM HECKOJIbKHX
npousBoauTeneil (IMPOU3BOJACTBEHHBIX IUIOINAZOK MPOU3BOJAUTENS), YKa3aHHBIX B paMKaX OJHOTO
PETUCTPAIIMOHHOTO  yJIOCTOBEpEHMs, HE MOXKET TIpEBBbIIIaTh MUHUMAIbHYIO M3  TOCIEIHHUX
3aperUCTPUPOBAHHBIX MPEAETbHBIX OTITYCKHBIX IIEH (C y4eTOM UX NepeperucTpalnn).

(B pen. Llocranosnenus Ilpasurenscrea PO ot 31.10.2020 N 1771)

B ciyuae ecin B paMKax OZHOTO PETUCTPALIMOHHOTO yAOCTOBEPEHUS JIEKapCTBEHHOTO IIpenapara
BOCIIPOU3BE/ICHHBINA, OHMOaHANOroBbI (OMOMOJOOHBIN) JIEKapCTBEHHBIM IMpenapar MNpPOU3BOAUTCA B
rocygapcTBe - ujieHe EBpa3uiCKOro 3KOHOMUYECKOIO COI03a M HHOCTPAHHBIM IPOM3BOAUTEIIEM,
MUHHMAaJIbHAs U3 3aperMCTPUPOBAHHBIX MPEAEIbHBIX OTIYCKHBIX LIEH OIpPENeNseTcsi C COXpaHEHHEeM
IIPUHAJIEKHOCTH JIEKAPCTBEHHOTO Mpernapara K rocy1apcTBy - 4ieHy EBpa3suilckoro s3KOHOMHUYECKOTO
COI03a WM UHOCTPAHHOMY IIPOU3BOAUTEINIO.

40. B cimyuae ecnu npezaenbHas OTIYCKHAs LieHA Ha peepeHTHBIN JeKapCTBEHHBIN mpenapar He
NepeperucTpupoBaHa B 00s3aTEJIbBHOM  MOpPsSiAKe, pacueT IeHbl Ha  COOTBETCTBYIOIIKE
BOCITPOM3BEICHHBIE, OMOaHaIOTOBbIE (OMOMOA00HBIC) JIEKAPCTBEHHBIC MPEnapaThl MPU ee 00s13aTeIbHOM
nepeperucTpamnuu ocymectsisercss dOenepanbHO aHTUMOHOIIONBHON CITy)00H ¢ yueToMm TpeOoBaHUMN
MyHKTOB 25 - 27 Hactosmux [lpaBmi, a Takke Ha OCHOBAaHMM MUHUMAJIBHON OTIYCKHOW II€HBI
npousBoauTens (06e3 ydera MPOM3BOJICTBEHHBIX IUIOMIAJOK MPOU3BOJMUTENS, HO C YYETOM PacCXoO/IO0B,
CBSI3aHHBIX C TaMOXXEHHBIM O(OPMIICHHEM) Ha COOTBETCTBYIOIIMN pe(epeHTHBIN JIeKapCTBEHHBIH
IpenapaT B UHOCTPaHHBIX TOCY/IapCcTBaX, YKa3aHHBIX B NPUIOkKeHUH N 2 K METOJMKE, C TPUMEHEHUEM
MOHIKaroero kodgduirenTa, 3Ha4eHusi KOTOPOro OINPEAESIOTCS B COOTBETCTBUH C MpUiokeHneM N
5 k HacroswuM [IpaBunam.

B cnyuyae oTcyTcTBUS 1LIeH Ha peQepeHTHBIM JIEKapCTBEHHBIH Ipemapar B HMHOCTPAHHBIX
rocyJapcTBaX, yKa3aHHBIX B HpHIOXKeHHH N 2 K METOAMKE, pacueT IEHbl Ha COOTBETCTBYIOIIUE
BOCTIPOM3BE/ICHHBIE, OMOaHANOTOBBIE (OMOMOAOOHbIE) JEKAapCTBEHHBIE IpenapaThl OCYIIECTBIISIETCS
®denepanbHON  AHTUMOHONOJBHOW CIy’)k00OH Ha OCHOBAaHMM MHWHHUMAJIBHON OTIYCKHON II€HBI
IIPOM3BOJUTENSI HA JTOT BOCIPOU3BEIEHHbIN, OHMOaHANOroBelii (OMOMOIOOHBIN) JIEKapCTBEHHBIN
npenapar (0e3 ydera MPOM3BOJACTBEHHBIX IUIOIIAAO0K TMPOU3BOJAMUTENS) IO MEXAYHAPOTHOMY
HEMaTeHTOBAaHHOMY HAMMEHOBAHMIO, JIEKAPCTBEHHOW ¢opMe U  JIO3UPOBKE B HHOCTPAHHBIX
rocyJapcTBax, yKa3aHHBIX B IPHI0KeHHH N 2 K METO/IUKE.

41. MunuctepcTBo 3apaBooxpaHeHust Poccuiickoit @enepanuu no ucredennu 70 pabouux nHen
CO JIHs BCTYIUIEHHs B cuily noctaHoBieHus lIpaBurensctBa Poccuiickoin ®denepanuu, yKa3aHHOTO B
nyHkre 3 Hacroaummx IIpaBwi, Hampasinser B denepaibHyr0 aHTMMOHOIOJIBHYIO CIIY’KOY CIIHCOK
peepeHTHbIX JIeKapCTBEHHBIX IpernapaTtoB, NpeeibHble OTIYCKHbIE LE€Hbl Ha  KOTOpbIE
3aperUCTPUPOBAHBI M BKJIIOUEHBI B PEECTp, HO HE 3asABJICHBI K 0053aTENbHON MepeperucTpaniuy Uil B
00s13aTeNTbHON TEePEPETUCTPALIMN KOTOPHIX OTKa3aHO IBAXIbI B COOTBETCTBHU ¢ MyHKTamu 11 u 12
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

Hacrosmux [IpaBui, a Takxke nepeyeHb COOTBETCTBYIOIIMX MM BOCIIPOM3BEJICHHBIX, OMOAHATOIOBBIX
(OmormooOHBIX)  JIEKApCTBEHHBIX —IperapaTroB, MpejAeibHbIE OTHYCKHbIE LEHbl Ha KOTOpbIE
3apeTUCTPUPOBAHBl W BKIIOYEHBI B PEECTp, COJEpXKAIlMi HeoOXomumoe Ui TNPUMEHEHUS
MOHMKAIOMIETO KOA(P(UIIMEHTa ONMUCAHWE BOCIPOM3BEACHHBIX, OHOAHAIOTOBBIX (OMOMOTOOHBIX)
JIEKapCTBEHHBIX IpenapaToB (HOMEpP PETUCTPALMOHHOIO YJIOCTOBEPEHHs JIEKAPCTBEHHOI'O Iperapara,
HAaMMEHOBAHME BJIAJENIbLIa WM JAepXKaTels PErUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O
npernapara, HaWMEHOBAaHUS MPOMU3BOJUTENECH (IPOM3BOJICTBEHHBIX IUIOIIAZOK IPOU3BOAUTEINS),
MEXJIyHapOJAHOE HENaTeHTOBAaHHOE HAaWMEHOBaHME (IPU €ro OTCYTCTBUM - XUMHMYECKOE WU
IpyNIMPOBOYHOE HAMMEHOBAHWE), TOPrOBOE HAMMEHOBAaHHWE, JIEKAapCTBEHHas (opma, TO3MPOBKA
(KoHLIEHTpalMs, 00beM, AKTUBHOCTb B E€IUHMIIAX JEWUCTBUSA), BBIPAXKEHHAs B COOTBETCTBYIOIIHX
€IMHULIAX H3MepeHHus, (opMa BBHIMYCKa, KOJIUYECTBO B MOTPEOUTENHCKON YIAKOBKE, MOCIEIHIS
IpezeabHasl OTIyCKHas LIeHa C yKa3aHMEM JaThl U HOMEpPA NpUKa3a MHUHUCTEPCTBA 31PaBOOXPAHEHUS
Poccuiickoii @enepaunu O pEerucTpalvv WM NEPEPETUCTPALMU MPEAEIBHOM OTIYCKHOM LIEHBI Ha
JIEKapCTBEHHBIN Mpenapar u (WJId) AaThl U HOMepa BBIIMCKH U3 PEecTpa, BbIIAHHOW BIIAACIBIYY HIU
JIEPIKATEII0 PETUCTPALIMOHHOIO YAOCTOBEPEHUS JICKAPCTBEHHOT'O IpeIapara 1o pe3yJbTaTaM BHECEHUS
W3MEHEHUH B pEECTPOBYIO 3allUCh peecTpa, IITPUXOBOM KOJ, HAHECEHHBIM HAa BTOPUYHYIO
(MOTpeOUTENbCKYI0) YIIAaKOBKY JIEKAPCTBEHHOI'O Mpernapara), Ha OyMa)KHOM HOCHUTENE U B 3JIEKTPOHHOM
BHJIC B TaOTMYHOM (hopmarTe.

42. denepasbHas aHTUMOHOIIONIBHAS CIy*k0a B TeueHue 60 pabouux JHEH co AHS MOJYy4YEHHS OT
Munucrepctsa 3apaBooxpanenust Poccuiickoit denepannn cBEACHUN, IPETyCMOTPEHHBIX ITyHKTOM 41
Hacrosauux IIpaBwi, MpoBOAWT B COOTBETCTBUM € HacrosmuMmu [IpaBuiiaMu ¥ METONMKOW pacyer
MpeJeNbHBIX OTITYCKHBIX LIEH Ha BOCIIPOM3BECHHBIEC, OMOaHaIoroBbie (0MOMmom00HbIe) JIEeKapCTBEHHBIE
IpernapaThl, cojiepKaiuii ”HGOPMaIUI0 0 HOMEpPE PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKaPCTBEHHOT O
mpernapara, HaUMEHOBaHMM  BJIAJCNIbla WIM  JEP)KaTesd  PETHCTPALlMOHHOIO  yAOCTOBEPEHUS
JIEKapCTBEHHOTO Ipernapara, HAUMEHOBaHMAX IPOU3BOAMUTENEH (IIPOM3BOJCTBEHHBIX IUIOLIAI0K
MIPOU3BOJIUTENS), MEXIYHAPOAHOM HENAaTEeHTOBAHHOM HAMMEHOBaHMU (NP €ro OTCYTCTBHM -
XMMHUYECKOM WM TPYNIHPOBOYHOM HAUMEHOBAHHHU), TOPrOBOM HAaMMEHOBAaHUH, JIEKAPCTBEHHOMN
dopme, 103upoBKe (KOHIICHTpALWH, 00bEMe, aKTUBHOCTH B €IWHUIIAX JEHCTBUs), (opMe BBITyCKa,
KOJIMUYECTBE B NMOTPEOUTENLCKON yIIaKOBKE, IPEIEIbHOM OTIYCKHOM 1leHe, paccunTaHHOW DenepanbHON
AHTUMOHOINOJBHON Ccy*k00#, ITPUXOBOM KOJ€, HAHECEHHOM Ha BTOPUYHYIO (IIOTPEOUTENIBCKYIO)
YIIaKOBKY JIeKapcTBeHHoro rmpenapara. OnHoBpemeHHOo denepasibHas aHTUMOHOIOJBHAS CIIyX0a
nyONMKyeT yKa3aHHBIH pacueT Ha cBOeM O(QHIMAIBHOM caiite B cetu "MHTepHET" W HampaBiseT ero B
MunuctepcTBo 3apaBooxpaneHus Poccuiickoin @enepanyy Ha OyMa)XXHOM HOCHUTEJE U B JIEKTPOHHOM
BHJI€ B TAOIMYHOM (hopmare.

43. Ilpm mnpexncraBieHHH JEpKaTeIeM WIM BIIAJEIbLIEM PETUCTPAMOHHOTO YIOCTOBEPEHUS
pedepeHTHOTO JIeKapCTBEHHOTO Tpenapara (YIMOJHOMOYEHHBIM WM JIMIIOM) B MMHHCTEPCTBO
3npaBooxpaHeHusa Poccuiickoit denepanuu JOKYMEHTOB B COOTBETCTBUM C IMYHKTOM 4 HACTOAILIUX
[IpaBun nocne HampasiieHUss MUHHCTEPCTBOM 31paBooxpaHenus Poccuiickont denepaunu TOKYMEHTOB
B DenepalibHyI0 aHTUMOHOIIONBHYIO CIIy)KO0y B COOTBETCTBUHU ¢ MyHKTOM 41 Hacrosmux [IpaBun, 3a
HCKJIIOUCHHEM Clly4yas, HIpPEeAyCMOTPEHHOTOo NyHKTOM 16 Hacrosmmx [IpaBun, 3asBiieHHas K
00s13aTeIPHON TepeperucTpalud TpeaeiibHas OTIMYCKHAs IIeHa Ha pePepeHTHBIA JIeKapCTBEHHBIN
rpenapar He MOXKET IPEBBIIIaTh MAaKCUMAJIBHYIO TEPEPErUCTPUPOBAHHYIO B 00s3aTE€ILHOM IOPSIKE
MpelebHYl0 OTIYCKHYI0 II€eHy Ha COOTBETCTBYIOIIMH BOCHPOU3BE/EHHBIN, OHOAHAIOTOBBIN
(6romo00HBIIT) TIeKapCTBEHHBIH Mpemnapar.
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865

(peg. ot 18.11.2020)
"O rocyaapCTBEHHOM perynmpoBaHUM LIEH Ha NeKapCTB...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

3AABJIEHNE

06 obsazaTenbHOM nepepermucTtpauru B 2019 - 2020 romax
3aperMCTPUPOBAHHOM NPEenesyIbHOM OTIIYyCKHOM LEeHB NPOU3BOAUTEIIS
Ha pedepeHTHB JIEKAPCTBEHHE IpelapaT, BKJIOUEHHBINM

B IIepeYeHb XM3HEHHO HEOOXOIMMEBIX M BaXHENMUMX
JIEKaPCTBEHHLIX IIpelapaToB

ITpunoxxenne N 1
K [IpaBunam 00s3aTenbHOM NIEpeperucTpanuu
B 2019 - 2020 ronax 3aperucTpupOBaHHbIX
MIPEEeNTbHBIX OTITYCKHBIX II€H MPOU3BOAUTEICH
Ha JICKapCTBEHHbIE NIPENapaThl, BKIOYEHHBIE
B IIepeYEHb )KU3HEHHO HEOOXOIUMBIX

Y BaKHEHIINX JIEKapCTBEHHBIX MPENapaToB

(bopma)

3aaBUTEIb
(HamMMeHOBaHMe, I[OYTOBHBIM alpec, alpeC SJIEKTPOHHOM ITOYTH)
Hep)KaTem: nin BilazgerJiel PeTrMCTPanuMOHHOT'O YOOCTOBEPEHMA JIEKaApCTBEHHOT'O
npenapara
(HamMMeHOBaHMe, I[OYTOBHBIM alpec, alpeC SJIEKTPOHHOM ITOYTH)
N | Cragusi | [Ipou |Anpe| Ctp | Hus poccuiickux ropuaudyeckux | Haume | Perm
n/ | mpou | 3BOAM c aHa |JMIl - UIEHTU(UKALIMOHHBIA HOMEp | HOBa cTpa
n 3BO TeJNb HaJIOTrOIJIaTeNbIINKA, [ HUE LIMOH
IcTBa | (Hamme MHOCTPAHHBIX IOPUANYECKUX JIULL - | peru HBII
HOBa KO/l HAJIOTOIUIATENbIINKA B CTpAaHE | CTPU | HOMEp
HUE) peructpanuy (MHKOPIIOpalun) Wi | pYyIo
€ro aHaJjior 1IET0
oprasa
N | Ho | Mexnaynapo | To | Jleka | O6mee | Ilpenensuas | tpuxo | Kox | Kox
n/m | Mep JTHOE pro | pctBeH | kosmue | oTmyckHas | Bou kox, | AT | TH
peru | HemaTeHTOBaH | Boe | Has (o | cTBO BO L[€Ha HaHeceH | X B3]
cTpa HOE, WU Ha | pMma, | BTOpU | MPOU3BOJAM | HBIMA Ha
LIMOH | IPYIIIAPOBO | UME | IO3UPO | YHOU Tels 3a BTOPHU EAD
HOTO | 4YHOE, WM |HOBa |BKa,Ko| (MmO | mOTpeOUTENhb | YHYIO C
ya0 | XUMHYECKOe | HHE | MIUie | Tpedu CKYIO (motpedu
CTO HaVMEHOBA KTHO TEJb YIAKOBKY TeIb
Bepe Hue <**> CTb CKOI) <**> Oes CKYI0)
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

HHUS <#> | ymako HAC YIIAKOBKY
BKE (pyOueit)

1 2 3 4 5 6 7 8 9 10
Y1onHOMOYEHHOE
JUIIO0
(¢p.m.0.) (TOIKHOCTB) (moamuck)
KonrakTHbie AJlpec 3JIeKTPOHHOMI
TeneoHBI MOYTHI

MLIL. (mpu Hamu4umn)

<*> B chay4ae OTCYTCTBHA MEXAYHAPOJHOTO HENAaTEHTOBAHHOTO HAaWMEHOBAaHUS B
pPEruCTpallMOHHOM  YJOCTOBEPEHMM JIEKAPCTBEHHOI'O Ipenapara yKas3blBaeTCs HaWMEHOBaHHE
JIEKapCTBEHHOI'O IpernapaTta, MpPeayCMOTPEHHOE MEPEeYHEM >KU3HEHHO HEOOXOIMMBIX M BaKHEMIIUX
JIEKApCTBEHHBIX IIPENapaToB.

<**> B cnydasx, OpeayCMOTPEHHBIX MyHKTOM 25 IlpaBui rocyaapCTBEHHOW pETrHCTpalud U
NepeperucTpaluy MpeaesibHbIX OTIMYCKHBIX LEH MpPOM3BOIUTENCH Ha JIeKapCTBEHHbIC Npenaparsl,
BKJIIOYCHHBIE B MEPEYCHb >KU3HEHHO HEOOXOAMMBIX W BaXXHEWIIMX JICKAPCTBEHHBIX IIPEMaparos,
yTBEpKIEHHBIX MocTtaHoBieHueM IIpaBurensctBa Poccuiickoit @enepanuu ot 29 oxtsadps 2010 r. N
865 "O rocymapCcTBEHHOM pEryJIMPOBAHMU II€H Ha JIEKAPCTBEHHBIE IpenapaTrhbl, BKJIIOYEHHbBIC B
MepeyeHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IMpenaparoB’, IOMOJHUTEIHHO
yKa3biBaeTcsi ¢opMa BBIMYCKa JIEKAPCTBEHHOTO IMIpermapaTa, ¢ y4eTOM KOTOPOW pacCUUTHIBAETCS
npejenbHas OTIYCKHAas IIeHAa TPOM3BOJUTENS 3a IOTPEOUTENBCKYIO YIMAKOBKY JIEKApCTBEHHOTO
Ipernapara.

ITpunoxenue N 2

K [IpaBunam 00s3aTenbHOM nepeperucTpanuu
B 2019 - 2020 rogax 3aperucTpupOBaHHBIX
IpeebHbIX OTIYCKHBIX LI€H MPOU3BOAUTENEH
Ha JICKapCTBEHHbIE NPENapaThl, BKIOYECHHBIE
B IIEpEYEHb )KU3HEHHO HEOOXOIUMBIX

U BaXXHEMIIMX JIEKAPCTBEHHBIX IIPENApaTOB
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MoctaHoBneHwue lMpasutensctea PO ot 29.10.2010 N 865
(peg. ot 18.11.2020)
"O rocyaapCTBEHHOM perynmpoBaHUM LIEH Ha NeKapCTB...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

PACYET

IpenesibHOM OTIIYCKHOM LIeHHE NPOM3BOINTEJS Ha pebepeHTHH
pencTaBJgeMOM Iy oba3aTesIbHOM
nepeperucrpauumu B 2019 - 2020 romax

JIEKAPCTBEHHH Ipenapar,

(HaMMeHOBaHMe opraHmsauum - BaHBMTeﬂH)

1. CBemeHus o JIEKaQPCTBEHHOM IIpernapaTe

(bopma)

1.1. Howmep perucTpannoHHOTO yI0CTOBEPEHHS
1.2. MexayHapoaHOE HETTaTEeHTOBAHHOE, WU TPYIIIUPOBOYHOE, HIIU
XUMHYECKOE HAMMEHOBAHUE
1.3. ToproBoe HauMeHOBaHUE
1.4. JlekapctBenHas (hopma, JO3UPOBKA WIM KOHIEHTpaLUs, 00BbEM,
aKTUBHOCTb B €IUHUIIAX JEHCTBUS
1.5. OO01ee KOJTUIECTBO BO BTOPUIHOM (ITOTPEOUTETHCKON) YITAKOBKE
2. PacueT LEeHH
N | Kox MunuManbHas [Ipoekt HetictByromas | COopsl [Ipoekt
n/n| TH OTIyCKHas LIeHa OTIyCKHOM CTaBKa 3a TaMO | pacyeTHOU
B3/l | mpousBoauTesns Ha LIEHBI TAMOKEHHOM | KEHHOE | OTILyCKHOH
EADC JIEKapCTBEHHBIN "mocTaBKa | MOHUIMHBI <**>| oo LIEHBI
npenapar B 0e3 orIaThbl pMIICHHE | TIPOU3BOJU
roCyaapcTBe MOIUIAHBI" (py TEJIS C
npou3BoUTENs U B | (pyOmeil) Oneit) Y4ETOM
JIPYTUX TOCYIapCTBaX LA <¥*> | TAMOYKEHHBIX
B COOTBETCTBUHU C pacxo/ioB,
npuioxkenuemM N 3 pyOueii (6e3
<k> HIC)
HAaUMEHOBA | IIeHA npoue | py
HUe cTpanbl | (py HTOB | Onei
Oeit)
1 2 3 4 5 6 7 8 9

<*> YkaszsHBamwTCS MMHMMAaJIbHOE 3HaueHMe u3 rpadel "PacueT OTHNYCKHOM LIE€HBEl, B

pyoaax" u
NPWIJIOXEHU A

TOCyHnapCTBO,

IIeHa B

KOTOPOM

MCIIOJNIb30Basnach
N 3 k [paBujam obg3aresbHOM nepepermcrTpauum B 2019 - 2020 romax

Jid pacueTa,

us

3apPETMCTPUPOBAHHEIX IIPEOEJIbHBEIX OTIIYCKHEIX IIE€H HpOV[SBO,ILVITeJ'Ieﬁ Ha JIEKapCTBEHHEIE
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865
( T 18.11.2020) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 T [ata coxpaHenus: 22.07.2022
O rocynapCTBeHHOM perynmpoBaHUN LiEH Ha NekapcTB...

npenapartsl, BKJIOUEHHEIE B IepeyeHb XMBHEHHO HEOOXOIOMMEIX W BaXHEMWIMX
JIeKapCTBEHHHX npenapaTos, YTBEPXIeHHEM [IOCTAaHOBJIEHUEM [IpaBUTENLCTBA
Poccuiickort demepauum oT 16 mexadps 2019 r. N 1683 "O BHeCEHUM MBMEHEHUM B
HEKOTOpPEIE AaKTH [lpaBuUTenbcTBa Poccuiickoil demepaluyu B YACTU T'OCYHapCTBEHHOM
perucTpauuu ¥ IepeperucTpaluy OpelesibHEIX OTIIYCKHHX LeH Ha JIeKapCTBEHHBE

npenaparel, BKJIOYEHHEIE B NepedYeHb KM3HEHHO HEOOXOIOMMEIX M  BaXHEMIMX
JIeKapCTBEHHHIX IIpenapaToB”.

<EHx> He 3aMOoJIHAETCA OJIg JIEKAPCTBEHHEIX I[IPEenNapaToB MIPOM3BOOUTEJIA
rocymapcTBa - 4JeHa EBpasmicKOTO 3KOHOMUYECKOTO COKn3a U JIEKapCTBEHHHX
npernapaToB MHOCTPAHHOTO MNPOM3BOICTBA, [epBUYHAA M (MiIM) BTOPMUHAA YyHNaKOBKa
KOTOPEIX OCYIEeCTBJIACTCH ZNJIZ8 NJIaHMPyeTCA OCYWEeCTBJATECA B POCCUMICKOM
denepaunn.
PykoBogurens
opraHnusa

OUH-3asIBUTCIIA

(monmuck) (¢p.m.0.) (TenedoH, agpec FIEKTPOHHOU
TIOYTHI)

MLII. (npu HaTU4KH)

Hcnomuurens

(moamuce) (¢.m.0.) (TenedoH, aapec IIECKTPOHHOU
TIOYTHI)

ITpunoxxenue N 3

K [IpaBunam 00s3aTeNnbHON epeperucTpauun
B 2019 - 2020 rogax 3aperucTpupOBaHHBIX
MIPEJENIbHBIX OTITYCKHBIX LI€H MPOU3BOAUTENEH
Ha JICKapCTBEHHbIE NTPENapaThl, BKIOYECHHBIE
B IIEpEYEHb )KU3HEHHO HEOOXOIUMBIX

U BaXXHEWILNX JIEKAPCTBEHHBIX IIPENApaTOB

(bopma)
VHOOPMAIIUA
O MMHMMAJIbHEIX OTIIYCKHBEIX Ll€Hax Ha JIeKapCTBEHHEM NpenapaT

B MHOCTPAaHHEIX T'OCylapcCTBax

CBemeHMsa O JIEKAPCTBEHHOM MpernapaTe

1.1. Homep peructpalluOHHOTO YJIOCTOBEPEHUS

1.2. MexnyHapoaHOE HEMAaTeHTOBAHHOE, WM IPYNIITUPOBOYHOE, WU
XUMHUYECKOE HAUMEHOBAaHUE
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MoctaHoBneHwue lMpasutensctea PO ot 29.10.2010 N 865
(peg. ot 18.11.2020)
"O rocyaapCTBEHHOM perynmpoBaHUM LIEH Ha NeKapCTB...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

1.3. ToproBoe HauMeHOBaHUE
1.4. JlexapctBenHas (opma, JO3MPOBKA WM KOHIIEHTPAIIUs, 00BEM,
aKTUBHOCThH B ¢IMHUIIAX JICHCTBUS
1.5. OOmiee KOJIMYECTBO BO BTOPUYHOH (ITOTPEOUTENBCKOM) YITaKOBKE
l'ocynapctBa Otnycknas |  OtmyckHas OTtnyckHas Ha | Pacuer
IeHa IcHa IcHa nMe oTIy
MIPOU3BOIM | MPOU3BOIUTENS | IPOU3BOAUTEINS | HOBA | CKHOM
TeJNId Ha Ha Ha HHUE | IICHEI B
JIeKa JICKaPCTBEHHBIN | JICKAPCTBEHHBIN | HHO
PCTBEHHBIN | mpemnapar 3a 1 npenapar 3a CTpaH | pyomnsx
Ipenapar | JIEKapCTBEHHYIO €AMHHUILLY HOM | <¥**>
3a dbopmy (B JEHCTBYIOMIETO | Ba
YIAKOBKY | WHOCTPaHHOMU BelIecTBa (B | JIFOTHI
(B BaJItoTE) <*> MHOCTPaHHOU
WHOCTpPaH BaJIfOTE) <**>
HOH
BAJTIOTE)
Benrpus
I'peueckas Pecniybnuka
KoponesctBo benbrus
KoponesctBo Mcnanus
KoponesctBo
Hunepnannos
Pecrryomuka I[Moneima
Pymbinns
CrnoBankas PecryOinka
Typenxkas PecniyOnuka
Opaniy3ckas Pecrybmnmka
Yemnickas PecryOnmka
Crtpana mpou3BOAUTENSA
<*> PacCuUMTBIBAETCsA B CJjlydae oOs3aTesbHOM Hepepermcrpauum B 2019 - 2020
romax IpenesibHOM OTIYCKHOM LeHB Ha JIEKapCTBEHHBM [penapaT, KOJMUeCTBO
JIeKapCTBEHHHX GQOpM B NOTPeOMTEJIbCKOM ylIakKoBKe (KOJMYeCTBO 03 B yIakKoBKe,
0OBEM) KOTOPOIT'O OTCYTCTBYET B OTHEJIbHEIX I'OCyHapCTBax.

<**> PacCumMTEHIBAETCS B Cilydae obsas3aTeyibHOM nepeperucrtpaumu B 2019 - 2020
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865

(peg. ot 18.11.2020)

"O rocyaapCTBEHHOM perynmpoBaHUM LIEH Ha NeKapCTB...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

rolax I[peneJibHOM OTIYCKHOM

LIeHBI Ha J'IeKapCTBeHHbe/T npernapatT cC EOSMPOBKOVI,

KOTOpada OTCyTCTBYyEeT B OTIOeJIbHBIX rocynmapcrBax. B pacueTe He YUYMTHBATCHA

6mmxanue CMEeXHEIE

DO3UPOBKH,

IIpEeBHIIAaKIVIE JO3MPOBKY 3a4ABJIEHHOTI'O

JIEKapCTBEHHOI'O npenaparTa, IIPpelHAa3HAYEeHHOI'O IJIAd IIPVMMEHEHMA B HeﬂManquCKOﬁ
IIpaxKTnuKe (Ha OCHOBAHMUM cCBeIeHum MHCTPYKLUMNM IO MEIMIIVHCKOMY HpMMeHeHMD),

fojiee ueM B 2 pasza.

<***>  JlepecyeT LEHH B
cpelmHeMy KypCy COOTBETCTBYKIEN

MHOCTpaHHOﬁ BaJinTeE B pyénM OCymecCTBJIA€TCA II0

MHOCTPAHHOM BaJIlOTH K pyo6Jsio Poccumckomn

denmepaumy, YCTaHOBJIEHHOMYy UeHTpanbHEIM OaHkoM Poccwuiickoyu dPemepauum 3a 2018

ron.

IlpuMeuaHue. B

cilyyae ecnu
OCHOBE MEXI'OCYyIapCTBEHHHIX

LI€eHBI B OTHOeJIbHBIX CTpaHax OonpeneJjidinTcsa Ha

corJlameHum 1o BOIIpOoCaM IIOCTaBKM

JIeKapCTBEHHOTO Ipenapara, HeOoOxXO0OMMO yKasarThb OCODEeHHOCTHU
bopMUpPOBaHMS BTUX HeH. [lpy »TOM He YUUTHBAWTCSI LI€HEL Ha
JlekapCTBEHHHE IIpelapaTH, [IOCTaBJIgeMEe Ba CUYeT MeXIyHapOIHEIX
dMHaHCOBEIX opraHusauun (ponmos) 1o peleHNo BcemmupHOM

OpraHM3alry 3OPaBOOXPAHEHNS .

PykoBogurens
OopraHmsa
UHN-3asIBUTEISI

(moamnuce)

(b.1.0.)

(TenedoH, agpec FIEKTPOHHOU
TIOYTHI)

MLII. (npu HaTU4KH)

Hcnomuurens

(moamuck)

(¢.m.0.)

(TenedoH, aapec IIECKTPOHHOU
TIOYTHI)

ITpunoxenne N 4

K [IpaBunam 00s3aTenbHON epeperucTpauun
B 2019 - 2020 rogax 3aperucTpupOBaHHBIX
MIPEJENIbHBIX OTITYCKHBIX LI€H POU3BOAUTENEH
Ha JICKapCTBEHHbIE NTPENapaThl, BKIOYECHHBIE
B IIEpEYEHb )KU3HEHHO HEOOXOIUMBIX

U BaXXHEMINX JIEKAPCTBEHHBIX IIPENApaTOB

CBEIOEHNVA

O HaJIMMuMM 3apeIrMCTPMPOBAHHBIX IIPEeOeJIbHBEIX OTIIYCKHEIX ILEH
3a4BJIAEMOT'O JIEKAPCTBEHHOT'O IIpeliapaTa

(HaMMeHOBaHMe opraHM3aluuu-—3aiaBUTETISa)

I. CBemeHMsa O JIeKAPCTBEHHOM I[IpelaparTe

HafeXHasa npaBoBas noaaepXxka
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTAHTIINTIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

. [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

1.1. Howmep perucTpairoHHOTO y10CTOBEPEHUS

1.2. MG)K,HYHapOIlHOG HCTIAaTCHTOBAHHOC, WJIH I'PYIIITUPOBOYHOC, NI
XHUMHUYCCKOC HAMMCHOBAHUC

1.3. ToproBoe HaUMEHOBaHUE

1.4. JlexapcTtBeHHas (opma, 103UPOBKA MM KOHIEHTpALUs, 00beM,
aKTUBHOCTH B €IMHUIAX ACUCTBUS

1.5. OOuiee KOJIMYECTBO BO BTOPUYHOM (ITOTPEOUTENBCKOM) YIIaKOBKE

II. PacueT LEeHE

N Bnanenerg Jleka |Komuue| Homep u 3aperucTpupoBaHHas
/Tl | PETUCTPALIMOHHOTO | PCTBEH | CTBO B naTa MpezeibHAs OTITYCKHAs LIEHA
YZIOCTOBEPEHUS Has 1o IIpHUKa3a o IIPOU3BOJUTENS Ha
JIEKapCTBEHHOTO | opma, | Tpebu rocyaa JIeKapCTBEHHBIH mpemnapar (0e3
npenapara TEIb | PCTBEHHOM HIC), pyOneit
(mpou3BOAMTENb, | TO3UPO | CKOM perucrtpa
YIIAaKOBIIYK, BKa yIIaKko 1105071 3a 110 pacucT pacycT 3a
oprasHusanus, BKE (nepeperu | TPeOH | 3a OIHY | CAMHHILY
OCYILICCTBIISIONIA CTpALIMH) TCJb JICKa JEACTBYIO
BBIITY CKAIOIIAN npeaenb CKYyI0 | PCTBCH mero
KOHTPOJIb) HOI yIako HYIO BEILIECTBA
OTIIyCKHOM | BKY hbopmy
LIEHBI
1 2 3 4 5 6 7 8
PykoBoaurens
Opranusa

TUH-3aABUTCIIA

(moammce) (¢p.m.0.) (TenedoH, aapec MEKTPOHHOI
HIOYTHI)

M.II. (npu HaTU4KM)

Ucnonuurens

(monmuck) (¢p.m.0.) (TenedoH, agpec IIESKTPOHHOU
MIOYTHI)
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

IIpunoxenne N 5

K [IpaBunam o0s3aTenbHOM nepeperucTpanuu
B 2019 - 2020 ronax 3aperucTpupOBaHHbBIX
NpeenbHBIX OTMYCKHBIX LIEH MPOU3BOAUTENEH
Ha JIEKApCTBEHHBIE IIPETIapaThl, BKIOYCHHbIE
B [IEPEUEHb )KM3HEHHO HEOOXOUMBIX

1 BaXXHEMIINX JIEKAPCTBEHHBIX MIPENapaToB

®OPMYIIbI
PACHYETA NOHWXAKLNX KO3PDPULUMEHTOB, NPUMEHAEMbIX
NPU OBA3ATEJIbHOWU NEPEPETMCTPALIUA B 2019 - 2020 TOOAX
NPEAEJNIbHBLIX OTNYCKHbIX LLIEH MPOU3BOOUTENEN
HA BOCINPOU3BEAEHHbBIE, BUOAHAJIOIOBbIE
(BMONOAOBHbLIE) IEKAPCTBEHHbDIE MNPEMAPATDI
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MNoctaHoeneHwue lMpasuTensctea PO o1 29.10.2010 N 865

(pen. ot 18.11.2020)

"O rocygapCTBEHHOM PEryMpoBaHMM LIEH Ha JIEKapCTB...

[okyMeHT npegoctasneH KoncynbraHTAKOC
[aTa coxpaHeHus: 22.07.2022

3aperucTpupoBaH
Hasl IpeeIbHas
OTIYCKHas IIeHa 3a

[Tonmxaromuii KOdHPUIUEHT 15
pacuera IIeHbl Ha BOCIIPOU3BEACHHBII
JIeKapCTBEHHBIN npenapat, Kn

[Tonmwxaromuii KO3 PUIMEHT U1 pacueTra
1IeHbI Ha OMOaHATIOTOBBIN (OMOTIOTOOHBIN)
JIeKapCTBEHHBIN npenapat, K

HOTPEOUTETBCKYIO
YHaKOBKY MIPOU3BOIUTEIS WHOCTPAHHOTO MIPOU3BOIUTEIS MHOCTPAHHOTO
pedepenTHOrO rocyJIapcTBa - 4jeHa | IPOU3BOACTBA <*>, | rocymapcTBa - 4jieHa | MPOM3BOJCTBA <*>,
JIEKAPCTBEHHOTO EBpasuiickoro MPOLIEHTOB EBpasuiickoro MPOLIEHTOB
mpenapara, Hpe‘b 3KOHOMHYECCKOT'O 3KOHOMHYECCKOT'O
(py6neit) CO103a, ITPOLICHTOB CO103a, IIPOLICHTOB
1o 100 pybmneit 0 0 0 0
(BKITFOUHUTEITLHO)
o 24
ot 100 py6ueii 10 0 4 x (Lpep)>** - 10 0 0

500 pyo6uteii
(BKITFOUHUTEITHLHO)

ot 500 pyOneit no
100000 py6ueit
(BKITFOUUTEITHLHO)

ceeiaie 100000
pyonei

3,6 x (Lpe)™> - 10

40

4 x (Lped)™** - 10

55

0,6 X (Llpe)™>* - 5

25

0,39 x (Llpep)™*! - 5

40

HafeXxHasa npaBoBas noaaepXxka
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

<*> JlekapCTBEHHBIC MpenapaThl HHOCTPAHHOTO MPOW3BOJCTBA, B TOM YHWCIIC MEPBUYHAS U (WJIH)
BTOpI/I‘IHaH ynaKOBKa KOTOpI)IX OCanGCTBJ'IS[GTC?I NJIn HHaHI/IpyeTCﬂ OCyHIGCTBJ'ISITI)CH B POCCHﬁCKOfI
denepanuu.

Y TBepKICHBI

ITocranoBnenueM [IpaBuTenscTBa
Poccuiickoit deneparuu

ot 29 okts6ps 2010 r. N 865

NMPABUNA
BEOEHUA TOCYOAPCTBEHHOIO PEECTPA MNPEAEJNIbHbIX OTNYCKHbIX LIEH
NMPOMN3BOAUTEJIEN HA JIEKAPCTBEHHbIE NMPEMNAPATbI, BKITOYEHHbBIE
B NEPEYEHb XKUBHEHHO HEOBXOAUMbIX U BAXXHEULLUX
NEKAPCTBEHHbIX NMPEMNAPATOB

CrnucoK U3MEHSIOMINX TOKYMEHTOB
(8 pen. [locranoBnenuii [IpaButenscrea PO ot 08.10.2018 N 1207,
or 16.12.2019 N 1683, ot 03.04.2020 N 441)

I. Hacrosimme IlpaBwia yCTaHABIMBAIOT TNOPSAOK BEICHHS TOCYIJApCTBEHHOTO peecTpa
NpEeACIIbHBIX OTIIYCKHBIX IICH HpOHSBO}IHTGJ’IGﬁ Ha JICKAapCTBCHHBLIC IIpC€rapaThbl, BKIIOUYCHHLIC B
[epeyeHb )KM3HEHHO HEOOXOAMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB (J1ajee - peecTp).

2. Peectp sBnsercs ¢enepasbHOW HHPOPMALMOHHOM CHCTEMOM, cojepkalleil CBEAEHUs O
rOCyJapCTBEHHOM PErMCTPAallUd IPEAEIBHBIX OTIIYCKHBIX LI€H IPOM3BOJAUTEICH HA JIEKAPCTBEHHBIC
npenaparsl, BKJIIOYEHHBIE B IE€pPEYCHb JKU3HEHHO HEOOXOIMMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX
IIPEnaparoB (Aajee - JIEKapCTBEHHBIE IIPENapaThl).

3. Peectp Beaercs MuHuctepcTBOM 31ipaBooxpaHeHust Poccuiickoit denepannii B 3JI€KTPOHHOM
BU/JIE C TPUMEHEHHEM aBTOMATH3UPOBAHHOM CHCTEMBI ITyTEM BHECEHUS B PEECTP PEECTPOBBIX 3aIUCEH.

4. BC,Z[CHI/IC peecTpa OCYHICCTBIACTCA B COOTBETCTBUHU C CIWHBIMHU OpraHU3allMOHHBIMU,
MCTOHNOJIOTUYCCKUMHU U NPOTrPAMMHO-TCXHUYICCKUMU TPUHIUIIAMU, O6€CH€‘{I/IBaIOLL[I/IMI/I COBMCCTHUMOCTD
n B3ElHMOI[€fICTBHC peeCTpa C MHBIMU (bellepaHBHbIMI/I I/IH(l)OpMaI_II/IOHHBIMI/I CHUCTCEMAaMM U CCTAMU.

5. PeectpoBasi 3amuch O TOCYIapCTBEHHOM perucTpauuu (mepeperucrpanuu), o0s13aTebHON
nepepeructpaunn B 2019 - 2020 romax mnpenenbHOW OTIYCKHOM 1EHBI IPOU3BOAMUTENS Ha
JIeKapCTBEHHBIH Mpenapar (anee - peecTpoBasi 3alMCh) COAEPIKUT CIEYIOINE CBEICHUS:

(8B pen. lloctanoBnenus IIpaBurensctea PO ot 16.12.2019 N 1683)

a) HaAaUMCHOBAHUC ACPIKATCIIA WK BJIAACIIbLA PETUCTPALIUOHHOI0 YIOCTOBCPCHHUA JICKAPCTBCHHOI'O
npenapara, HaUMCHOBAHHUC MNPOU3ZBOAUTCIIA JICKAPCTBCHHOI'O IIpfriapata, CBCIACHHUA O PErucTpanuun
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

JieprKaTellsd WIN BaJeiblia PETUCTPALIMOHHOIO YIOCTOBEPEHMSI JIEKAPCTBEHHOTO MIpenapara B KauecTBe
HaJIOTOIUIATEIIBIUKA, CBENCHHUS O PEruCTPallMd IPOU3BOJAUTENS JIEKAPCTBEHHOIO IIpernapara [yl
MEUIMHCKOTO IPUMEHEHHUS B KaU€CTBE HAJIOTOIUIATENbIIMKA B CTPAHE pErucTpaluu (11 pOCCUMCKUX
IOPUINYECKUX JIUIl - WACHTU(UKAMOHHBIH HOMep Hanororuiarensimka (MHH), niast mHOCTpaHHBIX
IOPUJIMYECKUX JIMI - CTpaHa pErucTpalvy, HAaWUMEHOBAHME  PErUCTPHUPYIOIIEro  OpraHa,
PEruCTpaliMOHHBIA HOMEP, KO/ HAJIOTOIUIATENbIINKA B CTPAHE PErHCcTpaluu (MHKOPIOpPALUK) WIH €ro
aHaJIor), MECTO HaXO’KIECHUS NMPOU3BOACTBEHHBIX IUIOIIAJOK, YYACTBYIOIUX B MPOLECCe MPOU3BOJICTBA
JIEKApCTBEHHOTIO IIperapara, ¢ yKa3aHueM CTaJuu IIpoLecca MpoOUu3BOICTBA;

0) HauMMEHOBaHUE JIEKAPCTBEHHOrO IIpemnapaTta (MEXIyHapOJAHOE HENAaTEeHTOBAHHOE, WJIU
IpYNIUPOBOYHOE, WIM XUMHUYECKOE U TOProBO€ HAaWMEHOBaHHUS), a B ClIydae OTCYTCTBUS
MEKIyHAPOAHOTO HEMATEHTOBAHHOIO HAWMEHOBAHMUS - HAaNMEHOBAHHME, B COOTBETCTBUU C KOTOPBIM
JICKapCTBEHHbIM IMpenapaT BKJIOYEH B [E€PEYCHb JKU3HEHHO HEOOXOAMMBIX U BaXKHEHIIMX
JIEKapCTBEHHBIX IIPENApaTOB;

B) HOMCP PECTUCTPALIMOHHOI'O YAOCTOBCPCHUSA JICKAPCTBCHHOT'O ITPLCIiapara,

I') JIeKapcTBeHHas (popMa ¢ yKazaHHEM JTO3UPOBKH JICKAPCTBEHHOT'O Mperapara 1 ero KOJIM4ecTBa
BO BTOPUYHOH (OTPEOUTETHCKOW) YIAKOBKE, 8 TAK)KE KOMIIEKTHOCTB;

Jl) 3aperucTpUpOBaHHAs TIpeAesibHAas OTIYCKHAs II€Ha TMPOW3BOJIUTENS Ha JIEKApCTBECHHBIN
npemnapar B pyOJsix;

€) Jata U HoMep mpukasza MuHucTepcTBa 3apaBooxpaHeHusi Poccuiickoit ®epepanuu o
rOCYJapCTBEHHOIN peructpanuu (mepeperucrpannu), oos3arenbHoi nepeperucrpanuud B 2019 - 2020
roJlax MpeIeabHON OTIIYCKHOM LIEHBI IIPOU3BOAUTENS Ha JICKAPCTBEHHBIM MpeIapar;

(B pen. Loctanosnenus IpasurenscrBa P® ot 16.12.2019 N 1683)

e(1)) mata m HOMep mpukaza MuHHcTepcTBa 3ApaBooxpaHeHus Poccuiickoit denepauuu 00
YCTQHOBJICHUM NPEJEIbHON OTIYCKHOM LeHbl NPOM3BOJUTENS Ha JIEKAPCTBEHHBIH IpenapaTr B
COOTBETCTBUHM € 4acThblo 9 crateu 61 PenepanbHoro 3akoHa "OO6 oOpallieHun JeKapCTBEHHBIX CPEACTB";
(mm. "e(1)" BBenen [Hocranosnenuem IIpaButenscta PO ot 03.04.2020 N 441)

) MITPUXOBOW KOJI, HAHECCHHBIN Ha BTOPUYHYIO (IOTPEOUTEIHCKYIO) YIIAKOBKY JIEKAPCTBEHHOTO
npenapara;

3) KOJ JICKAPCTBEHHOTO MpernapaTra Mo aHaTOMO-TEPANeBTHUECKO-XUMUYECKON KIIacCHU(PUKAIINH,
peKoMeHI0BaHHOW BcemMupHoil opranuzanueit 31paBooXpaHeHus.

6. BHeceHue B peecTp peecTpOBOM 3amMCH OCYIIECTBISETCS Ha OCHOBAaHWU CBEICHUH,
MOJTYYSHHBIX TPU TOCYAAPCTBEHHOM perucTpanuu (mepeperucTpaum), 00s3aTeIbHON epeperucTpalum
B 2019 - 2020 romax npenenbHOW OTIYCKHOM LI€HBI IMPOM3BOAMTENS HA JIEKAPCTBEHHBIN Ipernapar, B
TeueHue 1 pabouero Hs CO JHS:

(B pen. Loctanosnenus IIpasurenscrBa PO ot 16.12.2019 N 1683)

OPUHATHUS PEIIeHUsT O TOCYJapCTBEHHOW pPETUCTpallid TMPEIeNIbHOM  OTIHYCKHOW  IIEHBI
MIPOU3BOIUTENS HA JICKAPCTBEHHBIH Mpenapar;

INPUHATUS PELICHHUS O IEPEepPeruCcTpalliyd IPENEIbHON OTIYCKHOM ILI€HBl IIPOU3BOAUTEINS Ha
JIEKApCTBEHHBIN IIpenapar;
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

OpUHATHS pelieHus o0 oOs3arenbHO mepepeructpauuu B 2019 - 2020 romax mnpenenbHOU
OTITyCKHOM LI€HBI IPOU3BOAUTEINS HA JIEKAPCTBEHHBIH Npenapar;
(a63am BBeneH [ocranosnenueM [IpaBurenscta PO ot 16.12.2019 N 1683)

Koncynprantlntoc: npumeyanue.

[Ipunsateie no 26.11.2021 pemeHnss O TOCPErUCTPALMM TMPENEIbHBIX OTIYCKHBIX II€H Ha
JeKapcTBeHHble mpenapathl, BkiatoueHHble B IDKHBIIIL, geiictBurensusr o 01.01.2023 (
IlocranoBnenue [IpaButenscrBa PO ot 17.11.2021 N 1961).

NpuHATHS ~ MuUHUCTEPCTBOM  37paBooxpaHeHus Poccuiickoit  ®denmepamuu  pemeHus 00
YCTQHOBJICHUM NPEJENbHON OTIHYCKHOM LeHbl NPOM3BOAUTENS Ha JIEKAPCTBEHHBIH IpenapaTr B
COOTBETCTBUHM € 4acTbio 9 crathy 61 PenepanbHOro 3akoHa "O06 obpallileHNH JeKapCTBEHHbBIX CPEACTB".
(a63ar BBenneH [locranoBnenuem [Ipasurensctsa PO ot 03.04.2020 N 441)

IIpu rocynapCcTBEHHON IEpEeperucTpaluyd PeecTpoBast 3alUCh O TOCYAAPCTBEHHOW PEruCTpaliy
3apETUCTPUPOBAHHON NIPENEIBbHON OTIYCKHOM II€HBI IPOM3BOAUTENSI HA JIEKAPCTBEHHBIN Ipernapar
JIOTIOJIHSAETCS HOMEPOM M JAaTOM PEIIEHHs O MEPEeperucTpalud IpeAeIbHON OTIIyCKHOW IIE€HBI
IIPOU3BOJUTEIIS HA JIEKAPCTBEHHBIN IIpenapar.

IIpu npusaTMM MuHHcTepcTBOM 3apaBooxpaHeHuss Poccuiickoir ®denepanuu pemieHus o
nepeperucTpanuu, oos3atensHol nepeperucrpanuu B 2019 - 2020 rogax npeaesnbHONW OTIYCKHON IEHbBI
MIPOU3BOIUTENIS HA JIGKAPCTBEHHBIN MpEnapaT COOTBETCTBYIOMIAs HH(POPMAIIKs BHOCUTCS B PEECTPOBYIO
3aIUCh C YKa3aHWEM HOMEpa W JIaThl PEeIIeHHs O epeperucTpamny, 00s3aTeNbHON epeperncTpamnny B
2019 - 2020 ronmax.

(B pen. [Hocranornenus [IpaButensctBa PO ot 16.12.2019 N 1683)

7. BHeceHue N3MEHEHMUH B PEECTPOBYIO 3aIIUCh OCYIICCTBIISICTCS B YaCTH:

U3MEHEHUS CBEICHUM O pPETUCTpaluy Jep)KaTeils WM BIAACIbLA  PErUCTPALMOHHOIO
YIOCTOBEPEHUS] JIEKAPCTBEHHOI'O IIperapaTa B KAyeCTBE HAJOrOIUIATENbIIMKA (I POCCUMCKHUX
IOPUINYECKAX JIUI - WACHTU(UKAMOHHBIH HOMep Hanororuiarensimka (MHH), miast mHOCTpaHHBIX
IOpUJIMYECKUX JIML - CTpaHa  pErucTpalyy, HAaWUMEHOBAHME  PErUCTPHUPYIOLIEro  OpraHa,
PEruCTpaliMOHHBI HOMEP, KO/ HAJIOTOIUIAaTeNbIINKa B CTPaHE PErHMCTpaluu (MHKOPIOPALUH) WIH €ro
aHaJor);

(a63am BBeneH [ocranosnenueM [IpaButenscta PO ot 16.12.2019 N 1683)

W3MEHEHHUSI CBEIACHUW O PpErucTpalry NPOU3BOJMTENS JIEKAPCTBEHHOIO Mpenapara s
MEJIMIIMHCKOTO MPUMEHEHHSI B KQU€CTBE HAJOTOIUIATEINbIMKA B CTpaHE PErUCTpalvy (11 POCCHMCKUX
IOPUIMYECKUX JIMI] - WIASHTU(UKAIMOHHBIM HOMep Hayoromnatensinuka (MHH), nns wHOCTpaHHBIX
IOPUANYECKUX  JIMIl - CTpaHa  PETUCTpAllid, HAUMEHOBAHME PETHCTPUPYIONIErO  OpraHa,
PETUCTPAIIMOHHBIM HOMEP, KOJ HAJIOTOIUIATENbIINKA B CTpaHe PErUCTpalud (MHKOPIIOpAllMU) WA €ro
aHaJjor);

(a63am BBeneH [ocranosnenueM [IpaBurenscta PO ot 16.12.2019 N 1683)

M3MEHEHUsT HAaMMEHOBAHMsI JIEKAPCTBEHHOrO Ipemnapara (MeXIyHapOoJHOIO0 HEMaTeHTOBaHHOTIO,
WM TPYIITUPOBOYHOTO, MJIM XUMUYECKOTO U TOPIOBOI0 HAMMEHOBAHUN );

HAIMCaHUs IEKapCTBEHHOU (hOPMBI;
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

HAIllMCaHUA JO3UPOBKH JICKAPCTBEHHOTO IIpLCIIapara;

U3MEHEHHs KOJa JIGKAPCTBEHHOro IIpernapara [0 aHaTOMO-TEPareBTUYECKO-XUMHYECKON
KJ1accu(uKaIum;

U3MEHEHHs JepKaTellsl HIN BIAAEIblda PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO
npernapara, ero OpraHu3aMOHHO-TIPAaBOBOM (POPMBI;

HU3MCHCHHA IIPOU3BOOUTEIA, €TI0 OpFaHHSaHHOHHO-HpaBOBOﬁ (1)0pr1, aapeca IIpOU3BOAUTEIIA
JICKApCTBCHHOT'O IIpfriapara IpHu YCIOBHU COXpaHCHHA €TI0 NMPHUHAMICIKHOCTU K IOCYAApCTBY - WICHY
EBpa3HﬁCKOFO 9KOHOMHYECCKOI'0 COr03a UJIM MHOCTPAHHOMY IIPOU3BOJUTCIITO,

W3MEHEHUS HAUMEHOBAHMW IIPOM3BOJCTBEHHBIX IUIOIIAJOK, YYacTBYIOIIMX B IIpolecce
MIPOM3BOJICTBA JIEKAPCTBEHHOI'O IIpernapara, MX MECTOHAXOKJIEHHUS INpPU YCIOBUM COXPAaHEHHUS HX
MIPUHAJJIEKHOCTH K TOCYAAapCTBY - ujieHy EBpa3uiickoro 3KOHOMHYECKOI'O CO03a WM MHOCTPAHHOMY
IIPOU3BOIUTEIIIO;

HU3MCHCHU HOMEpA PCrUCTPAIITMOHHOI'O YAOCTOBCPCHH JICKAPCTBCHHOI'O ITpC€Iiapara,

U3MEHCHHS IITPUXOBOTO KOJa, HAHECCHHOTO HAa BTOPHYHYKO (TMOTPEOMTENBCKYIO) YITAKOBKY
JICKapCTBEHHOTO Ipernapara;

M3MEHEHHUs1 KOMIUJIEKTHOCTH JIEKapCTBEHHOIO IpenapaTta (MpU yCIOBUU OTCYTCTBHS M3MEHEHUS
€ro KOJINYecTBa BO BTOPUYHOM (MIOTPEOUTEIBCKON) YIIAaKOBKE);

u3MeHeHus: (OpMbI BBIMTyCKAa JIEKAPCTBEHHOI'O IMperapaTa, COMOCTAaBUMOM IO JIeKapCTBEHHOU
¢dbopme, M03upOBKe (KOHIIEHTpAIMK, aKTUBHOCTH B €IUHUIAX JEWUCTBUS) U OOIIEMy KOJHYECTBY BO
BTOPUYHOMN (OTPEOUTEITHCKOM) yIaKoBKe (32 UCKIIOYCHHEM CIy4yaeB, MPEIyCMOTPEHHBIX MyHKTOM 25
[IpaBun rocynapCcTBEHHOW pPETUCTpAllMU M IEPEPErHCTPAllMUd yCTAHABIMBAEMBIX IMPOU3BOAUTEIISIMU
JIEKApCTBEHHBIX MIPETNapaToB MPEACIbHBIX OTITYCKHBIX I[€H Ha JIEKAPCTBEHHBIE MTPEenapaThl, BKIFOUCHHbBIS
B TIEPEUCHb >KMU3HEHHO HEOOXOIMMBIX M BaXXHEUIIUX JICKAPCTBEHHBIX TMPEMapaToB, YTBEPIKICHHBIX
noctaHoBieHrueM IlpaButensctBa Poccuiickoit ®eneparuu ot 29 oktsaops 2010 r. N 865 "O
rOCy/IapCTBEHHOM pETyJUPOBaHMM 1I€H Ha JIGKAPCTBEHHBIC IMpemapaThl, BKIIOUEHHBIE B IepeueHb
KU3HEHHO HEOOXOIMMBIX U BRXKHEUIITNX JIEKApCTBEHHBIX MpenapaToB").

Bhecenune yka3zaHHBIX M3MEHEHUM OCYIIECTBIISACTCS HA OCHOBAaHUHU 3asIBICHUS JAeprKaTels WIH
BIIJIENIbI[a PETUCTPAIIMOHHOTO YJAOCTOBEPEHUS JICKAPCTBEHHOTO Tpernapara (YIMOJTHOMOYEHHOTO HM
JUIa), IpeCTaBIsIeMOro Ha OyMaxHOM Hocutese (B 1 3K3eMIuisipe) ¥ B AJIEKTPOHHOM Bue Mo (opme
COTJIaCHO  TPHUJIOKEHHIO, MMHHUCTEpCTBOM  3/paBooxpaHeHuss Poccuiickoit  ®eneparuu  6e3
cormacoBanusi ¢ DenepanbHOM  AHTHUMOHOMONBHOW  CHY>KOOW C  COXpaHEHHWEM  MOCieqHel
3apEeTrUCTPUPOBAHHON LIEHBI HA JIEKAPCTBEHHBIN Mpenapar.

MunucrepcTBo 31paBooxpanenus Poccuniickoit denepanuu 1o pe3ysbraraM BHECEHUs W3MEHEHUN
B PEECTPOBYIO 3allMCh BBINACT JEPJKATENI0 WM BIAACIbLy PETHCTPALMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOI'0 IpernapaTa (yrnoJIHOMOUYEHHOMY UM JIMILY ) BBIITUCKY U3 pPeecTpa.

Jomyckaercss BHeceHME UW3MEHEHHMH B peecTp ©Oe3 cormacoBanusi ¢  DegepanbHOU
AHTHUMOHOTIOJBHOM  CIMY>K00i C COXpaHEHHWEM TMOCIeTHEHl  3aperucTpUpOBaHHOW IIEHBI Ha
JIEKApCTBEHHBIA MpernapaT MHOCTPAHHOTO MPOM3BOJICTBA NMPU BHECEHUM H3MEHEHUS B PEECTPOBYIO
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MoctaHoBneHwue lMpasutensctea PO ot 29.10.2010 N 865 [lokyMeHT npegocTasner KoncynsraHTilntoc

KOHCYNbTAHTIINIIOC
spep" ot 18.11.2020) [ata coxpaHenus: 22.07.2022
O rocynapCTBEHHOM perynvMpoBaHUM LIEH Ha N1eKapcTB...

3amich B YacTW M3MEHEHHsS WHOCTPAHHOTO TPOW3BOIUTENS Ha MPOM3BOJMTENS TOCYAapCTBa - 4WieHa
EBpa3uiickoro 5KOHOMHUYECKOTO COHO3a.
(B pen. Lloctanosnenus Ilpasurenscrea PO ot 16.12.2019 N 1683)

CoOOTBETCTBYIOIINE U3MEHEHHUS BHOCSTCS B PEECTPOBYIO 3aUCh C yKa3aHUEM HOMEpa M JaThl
BHECEHUS U3MEHEHMI.

8. Ilpn BHecEeHMM M3MEHEHHH B PEECTPOBYIO 3alUCh B COOTBETCTBUM C IIYHKTOM 7 HACTOSAILIUX
IIpaBun B ciydae, e€cim B paMKax OJHOIO PETUCTPALMOHHOIO YJIOCTOBEPEHMs JIEKAPCTBEHHOIO
rpenapara 3aperuCTpUPOBAHO HECKOJIBKO IPEIEIbHBIX OTIIYCKHBIX LEH IPOU3BOAUTENIEH HA 3TOT
JICKApCTBEHHBIN Tpernapar ¢ TaKUMHU K€ JIEKapCTBEHHOW (POpMOii, HO3MPOBKOH M KOJIUYECTBOM BO
BTOPUYHOW (TIOTPEOUTENHCKON) YIMAaKOBKE, TO TOCIETHSS 3aperuCTpUpOBaHHAS IeHAa ONPEAeIseTCs C
Y4E€TOM KOMILIEKTHOCTH JIEKApCTBEHHOTO Ipemnapara, popMbl BBIITyCKa JIEKAPCTBEHHOTO Ipemnapara u
CTpaHbI-NIPOU3BOAUTEINS JIEKAPCTBEHHOIO IpernapaTa (IPOM3BOACTBEHHBIX IJIONIAI0K, YYaCTBYIOIIUX B
npoliecce MPOU3BOJICTBA JIEKAPCTBEHHOTO Mperapara).

9. CmemeHuss 0 TOCYIAapCTBEHHOM peructpanuu  (TMepeperucTpanuu), o0s3aTeIbHON
nepepeructpaiu B 2019 - 2020 rogax mnpenesbHOM OTHYCKHOM IIEHBI INPOM3BOAMUTENS Ha
JIEKapCTBEHHBIH Mpenapar NouIeXkaT UCKIIOUEHHIO U3 PEECTpa B Cllydae:

(B pen. Loctanosnenus IlpasurenscrBa P® ot 16.12.2019 N 1683)

a) TPpENCTaBJICHUS JIep)KaTeleM WM  BIQJAENbLEM PETUCTPALMOHHOTO  YAOCTOBEPEHUs
JIEKapCTBEHHOTO Mpemnaparta (YMOJIHOMOUYEHHOTO MM JIMIA) 3asiBICHUS 00 UCKIIOYEHHU CBENEHUHN W3
peecTpa B CBSI3U C OTCYTCTBHEM JIEKAPCTBEHHOTO Tpernapara B oOpaiieHuu Ha Tepputopuu Poccuiickoii
Oenepauuu;

0) HCKJIIOYEHUs JIEKAPCTBEHHOrO Ipernapara M3 TOCYAAPCTBEHHOIO peecTpa JIEKAPCTBEHHBIX
CPEICTB AJIsl MEIULIMHCKOTO IPUMEHEHUS;

B) HCKIIFOYCHHU JICKAPCTBCHHOI'O IIpf€riapaTta U3 NEpeYHid XKU3HCHHO HGOGXOI{I/IMHX A BaXKHECHIITHNX
JICKApCTBCHHBIX ITPCIIapaTOB;

I') UCTEUEHUsI CPOKa FOJIHOCTHU 3apeructpupoBaHHoro B Poccuiickoit denepaiiuu 1eKapCTBEHHOTO
npenapara, CpoK ACHCTBUS PErUCTPALIMOHHOTO YIOCTOBEPEHHSI KOTOPOTO UCTEK;

J1) OTMEHBI PELIEHUS O TOCYIAapPCTBEHHOM PpErucTpalud WU IepeperucTpanuu, o0s3areiabHON
nepepeructpauuu B 2019 - 2020 romax mnpenenpHONM OTIYCKHOW I€HBI IPOW3BOJWTENS Ha
JIEKapCTBEHHBIN IIpernapar.

(8B pen. lloctanoBnenus IIpaBurensctea PO ot 16.12.2019 N 1683)

10. YnonHOMOUYEHHOE JIMILIO JepXKaTessl WU BIAJeNbla PETUCTPALMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO MpernapaTa NpeICTaBIsAET JOKYMEHT, MOATBEPKAAIOIINI €ro TOJTHOMOYHS.

11. Tlpu npunarun MunuctepcTBoM 31paBooxpaHeHus: Poccuiickoit ®denepauun pemeHus oo
HCKIIFOYEHUM CBEJCHUNM O TOCYJapCTBEHHOM pErucTpanuu MpeAesIbHOW  OTIYCKHOM  IIEHBI
IIPOU3BOJUTEINA HA JICKAPCTBEHHBIN IpenapaTr COOTBETCTBYIOIIAs 3allUCh IIPOU3BOJUTCS B PEECTpPE B
TedeHue 1 paGouero AHs CO JHS NPUHATHA TAKOTO PELIEHHs C yKa3aHHEM OCHOBAHHUS U JaThl €ro
MIPUHSATHUSA.

12. Peectp nmyOmiukyercs Ha OpUIIMATLHOM caiite MUHUCTEpCTBA 3paBooxpaHeHusi Poccuiickoit
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTAHTIINTIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

Oenepanyu B HHPOPMAIIMOHHO-TEIEKOMMYHUKAIMOHHON ceTu "VHTepHeT" u OOHOBISETCS €KETHEBHO
C COXpaHEHUEM Ha caiiTe BCeX MPEeIbIAYIIUX peaaKluid peecTpa.

13. Muadopmarust 0 3aperucCTpUPOBAHHBIX MPEEIbHBIX OTIYCKHBIX II€HAaX MPOU3BOJHUTENCH Ha
JIEKAPCTBEHHBIC IIpenaparsl pa3MEIaeTCs B allTeYHbIX OpPraHM3alusAx B JOCTYIIHOM M BcCex
3aMHTEPECOBAHHBIX JHI] (OpME C YYEeTOM TPYNIHUPOBKU MO MEXIYHAPOJIHBIM HEMAaTeHTOBAaHHBIM
HaVMEHOBAHMM JICKAPCTBEHHBIX IIPEIIApaTOB.

14. Caenmenus, copaepkalipecss B pPEECTpe, SBIAIOTCA OTKPBITBIMU W OOIIEJOCTYIHBIMU U
NIPEJCTABISAIOTCS 3aMHTEPECOBAHHBIM JIMIIaM OECIIIaTHO 10 MX MUCbMEHHBIM 3aIllpocaM B BHJIE BBIITUCOK
U3 peecTpa B TEYEHHUE 5 JHEN CO JHS MTOCTYIUICHHU 3a1poca.

[Ipunoxenue

K [IpaBuiiam BeneHust
rOCYIapCTBEHHOIO peecTpa
3apEruCTPUPOBAHHBIX MIPEACIbHBIX
OTIYCKHBIX LIEH TPOU3BOAUTENIEH
Ha JIEKapCTBEHHbBIE Mpenaparsl,
BKJIFOUCHHBIE B IIEPEYEHD )KU3HEHHO
HEOOXOINMBIX U BaXKHEUIIINX
JIEKapCTBEHHBIX MPEMAPATOB

Cnucok U3MEHSIOIINX JJOKYMEHTOB
(B pen. Hoctanosnenus [IpaButensctBa PO ot 16.12.2019 N 1683)

(dpopma)
3AABJIEHVE
O BHECEHMUM U3MEeHEeHMNM B PEeecCTPOBYI0D 3alMCh O TOCYHapCTBEHHON
perucTpauuy NPeneJjIbHEIX OTIYCKHEX LeH NPOM3BOIOUTEJIEN
Ha JIEKAPCTBEHHBIE [pEenapaThl, BKJIOUEHHHBE B II€PeUeHb XU3HEHHO
HEOOXOIVMEIX U BaXHEMMX JIEKapCTBEHHHIX IpernapaToB
3a4aBUTEIb
(HaMMeHOBaHMe, IOUTOBHI alpec, alpecC 3JIEKTPOHHOM ITOUTH)
IepxaTeib W BJIaZeJiel] PEeTrUCTPALMOHHOTO YIOCTOBEPEHMUs JIeKapCTBEHHOTO
npernaparTa
(HaMMeHOBaHMe, IIOUYTOBHM anpec, alpecC 32JIEKTPOHHOM I1OYUTH)
N | Cragus | [lpon |Anpe| Ctp | st poCCUICKUX IOPUIUUECKUX Haume | Peru
n/ | mpou | 3BOAM c aHa | JIMI] - UICHTU(PUKALIMOHHBIM HOMEp | HOBa cTpa
I 3BO TCIIb HaJIoromjarcibIiuKa, 114 HHC IIMOH
IcTBa | (Haume MHOCTPAHHBIX IOPUIUYECKUX JIUL - | PETU HBII
HOBa KO HAJIOrOIIaTCIbIINKA B CTPAHE CTpu HOMCED
HUE) perucTpanuu (MHKOPIIOPAIMK) WU | PYIO
€ro a”HaJior mero
opraHa
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MoctaHoBneHwue lMpasutensctea PO ot 29.10.2010 N 865
(peg. ot 18.11.2020)
"O rocyaapCTBEHHOM perynmpoBaHUM LIEH Ha NeKapCTB...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

1 2 3 4 5 6 7 8
N | Ho | Mexnynapo | To | Jleka | Obmee | Ilpenensnas | Lltpuxo |Kox | Kox
n/m | mep JIHOE pro |pcrtBeH | konuue | ormyckHas | Boii kon, | AT | TH
peru | HemaTeHTOBaH | Boe | Hast (o | CTBO BO 1eHa HaHeceH | X |BDJ]
cTpa HOE, WITH HAa | pMa, | BTOpPH | TPOW3BOAM | HBIN HA
[MOH | TPYNIHPOBO | UME | AO3UPO| YHOU TeJs 3a BTOpHU EAD
HOrO | YHOE, WIM |HOBa|BKa,Ko| (IO | MOTpeOUTENb | YHYIO C
yIO | XUMHYECKoe | Hue | MIe | TpeOu CKYIO0 (moTpebu
CTO | HauMeHOBa KTHO TEJb YIIaKOBKY TeJNb
BEepe HUEe <*> CTb CKOIA) <F*> Ge3 CKYI0)
HUSA <FE> | ynako HAC YIIAKOBKY
BKE (pyOuteit)
1 2 3 4 5 6 7 8 9 10
YIIOIHOMOYEHHOE
JIULIO0
(¢p.m.0.) (TOJKHOCTB) (oaruMck)
KonraktHbie AJnipec 3IEeKTPOHHOM
TenedOoHbI TTOYTHI
MLIL. (mpu HamW4un)
<*> B cay4ae OTCYTCTBHA MEXAYHAPOJHOTO HENAaTEHTOBAHHOTO HAaWMEHOBAaHUS B
PETUCTPAIIMOHHOM  yJOCTOBEPEHMM JICKAPCTBEHHOTO IpermapaTra yKa3blBaeTCs HauMEHOBAaHUE

JIEKapCTBEHHOTO TpernapaTa, MpeIyCMOTPEHHOE IEpeYyHeM >KU3HEHHO HEOOXOIUMBIX M BaXKHEWUIIMX
JIEKapCTBEHHBIX MIPENApaTOB.

<**> B ciydasx, OpeJyCMOTPEHHBIX NyHKTOM 25 IlpaBui rocyaapcTBEHHOW pEerucTpaluud u
NIEPEPETUCTPAlMM TPEJEIBHBIX OTIYCKHBIX LEH IPOU3BOJUTENIEH Ha JIEKAPCTBCHHBIC IPENApaThI,
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

BKJIIOYEHHbIE B MEPEUYEHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEHMIIMX JIEKapCTBEHHBIX Ipernaparos,
yTBEpP)KJICHHBIX mocTaHoBieHueM IlpaBurtensctBa Poccuiickoit ®@enepamun ot 29 okts6pst 2010 r. N
865 "O rocynapcTBEHHOM pEryJIMpOBaHUM II€H Ha JIGKQpCTBEHHBIC IMpenaparhl, BKIIOYCHHBIC B
IepeyeHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX IpenaparoB”, IOMOJHUTEIBHO
yKa3biBaeTcsi (opMa BBIIyCKa JIEKAPCTBEHHOrO Ipenapara, C Y4YeTOM KOTOpPOM pacCuMThIBaeTCs
IpeJeNbHas OTIYCKHas IIeHa IMPOM3BOJUTENS 3a IOTPEOUTENILCKYIO YIAKOBKY JIEKapCTBEHHOTO
npemnapara.

YTBepKICHBI

ITocranoBnenueM [IpaBurenscTBa
Poccuiickoit ®enepanuun

ot 29 oxTsa6ps 2010 r. N 865

NMPABUIA
YCTAHOBJIEHUA OPTAHAMU UCMNONHUTENBLHOW BNACTU CYBBEKTOB
POCCUNCKOU ®EAEPALUU NMPEAENIbHLIX PASMEPOB OMNTOBbLIX HAABABOK
N NPEAENBbHbLIX PASMEPOB PO3HUYHbIX HAOBABOK K ®AKTUYECKUM
OTNYCKHbIM LLEHAM, YCTAHOBJIEHHbIM NMPOU3BOOUTENAMA
NEKAPCTBEHHbIX NMPEMAPATOB, HA JIEKAPCTBEHHbIE MNMPEMNAPATDI,
BKIMKOYEHHBIE B NEPEYEHb XXU3BHEHHO HEOBXOUMbIX
N BAXHEULLUX NNEKAPCTBEHHbIX NMPENAPATOB

Crnncok M3MEeHsSoIUX JOKYMEHTOB
(B pen. Hocranosnenus IIpaBurensctea P® ot 24.09.2020 N 1541)

1. Opranbl UCTIONHUTENBHON BiacTu cyObekToB Poccuiickoit denepaiyin NpuHUMAIOT PEIICHUS
00 ycTaHOBICHMM W (WJIM) M3MEHEHUM TPEACTbHBIX pPa3MEpOB OINTOBBIX HAJ0aBOK U MpPEACIbHBIX
pa3MepoB PO3HUYHBIX HAI0aBOK K (AKTHYECKHUM OTIYCKHBIM IieHaMm (0e3 yuera Hajora Ha
N00AaBJICHHYI0 CTOMMOCTh), YCTAHOBJIEHHBIM IMPOU3BOAMUTEISIMU JIEKAPCTBEHHBIX IpENapaTroB, Ha
JICKapCTBEHHbIE Ipenaparhbl, BKIIOYEHHbIE B [EPEYEHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX
JIEKapCTBEHHBIX TMpenapaToB (Jajee COOTBETCTBEHHO - JICKApCTBEHHbIE IpenapaTsl, (aKTHUYeCKue
OTIIyCKHbIE IICHBl IPOM3BOJAUTENICH, pEIICHHE), IOCIE COIJIACOBAaHUS IPOEKTOB pEUICHUH ¢
denepanbHOI aHTUMOHOIIOJBHON CITYKOOH.

[TpenenpHBIE pa3Mepsl ONTOBBIX HAA0ABOK M MpEIeiIbHBIC pa3Mephl PO3HUYHBIX HAJA0aBOK K
(aKTHYECKUM  OTIYCKHBIM  II€HaM  TPOM3BOJMTEJCH,  BBIpaXCHHbIE B  NPOICHTAX |
i depeHIpOBaHHbIC B 3aBUCIMOCTH OT CTOMMOCTH JICKAPCTBEHHBIX MPENapaToB, yCTAaHABINBAIOTCS B
OTHOIIICHUU OpraHM3alMii ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMHU CpEACTBAMH (Jaliee - OpraHU3aluu
ONTOBOW TOPIOBIM), ANTEYHBIX OPTraHU3AIWKA, WHAUBHIYAIbHBIX MPEIIPUHAMATENCH, HMEIOIINX
JUICH3UI0O Ha OCYIIECTBICHHE (apMaleBTUYCCKOW NEATEIBbHOCTH (Janee - WHAUBHIyaIbHBIC
MPEANPUHUMATEIN), MEAWIIMHCKUX OpTaHW3allMid, WMCIOIIMX JIMIEH3UWM Ha  OCYIISCTBICHUE
(apManeBTHUECKOM  JEATEIBHOCTH, W WX O00O0COOJICHHBIX  mMojapasfeneHuii  (aMOynmatopuid,
denpamepckux W (QeNpAMIEPCKO-aKyIIEPCKUX IYHKTOB, IIEHTPOB (OTACNICHHI) oOmeld BpadeOHOM
(ceMeiiHOl) MPaKTUKHU), PACTIOTIOKEHHBIX B CENbCKUX MOCEICHUAX, B KOTOPBIX OTCYTCTBYIOT allTEYHbBIE
opranm3anuu (fanee - MEIUIIMHCKUE OPraHu3allii), OCYIIECTBISIIOIMIUX PEaTH3aINI0 JIEKAPCTBEHHBIX
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

MpernapaToB Ha TEPPUTOPUH cyObekTOB Poccuiickoit deaeparuu.

2. Oprasbl HUCHOJHUTENBHOW BIAacTH cyObekToB Poccuiickoit dDenepanuy ycTaHABINWBAIOT
npeJenbHble pa3Mephl ONTOBBIX HAA0AaBOK M TpeAeNbHBbIE pa3Mepbl PO3HUYHBIX HAJ0aBOK K
(aKTHYECKUM OTITyCKHBIM II€HAM MPOHM3BOJIUTENCH B COOTBETCTBHM C METOIMKOHN, YTBEP)KIaeMOM
denepanbHON aHTUMOHOIIOIBHOM CITy>XK00H (J1amee - MeTOIMKa), UCXOIS U3 CIICTYIONTUX MPUHIIUTIOB:

a) BO3MCHICHUC OpraHu3alusM OIITOBOM TOProBJIM, AlITCYHBIM OpraHU3alusaAM, WHAUBUAYaJIbHBIM
npeaApuHUMaTeIIIM U MEAUIIUHCKHUM OpraHu3aluiaIM 5KOHOMHUYCCKU 000CHOBaHHBIX 3aTpaT, CBA3aHHBIX
C 3a1<yn1<0171, XpaHCHUEM U peanmauneﬁ JICKApPCTBCHHBIX MPCIIapaToOB;

0) yder pa3Mepa MpUOBLIN, HEOOXOAUMOH aJisi 0OeCIeYeHHsI OpPTaHU3aluid ONTOBOW TOPTOBIIH,
anTeUHBIX OpTaHW3AIMi, WHIUBUAYAIbHBIX TPEANPUHAMATEICH W MEAWIIMHCKUX OpraHW3aIui
CpeJICTBAaMHU Ha OOCTY)KWBaHWE MPHUBJICYCHHOTO KanmuTalla U (PMHAHCHPOBAHHUE JIPYTUX O0OOCHOBAHHBIX
pacxoioB;

B) y4€T B CTPYKType HaJ0aBOK BCEX HAJIOTOB U MHBIX 00S3aTEIbHBIX IJIATEeKEH B COOTBETCTBUH C
3aKoHOJaTenbCcTBOM Poccuiickoi denepannu.

3. Opran HUCHOJHUTENBHOW BiIacTH cyObekra Poccuiickoii @enepanuy HampaBiseT MPOEKT
peuieHus B @eepanbHy0 aHTUMOHOIIOJIBHYIO CITYKOY.

4. K mpoeKTy pelieHus MpUIararoTcs CIeAyIomne JOKyMEHTBI, 3aBEPEHHBIC PYKOBOIUTEIEM HIIH
3aMeCTUTENIEM PYKOBOAUTENSI OpraHa UCIOJHUTENbHOM BiiacTu cyobekTa Poccuiickoit denepanuu:

a) TOsCHUTENbHAs 3alucKa, cojepXkam@as B TOM uucie O0O0OCHOBaHME HEOOXOAMMOCTHU
YCTAQHOBJICHHUS WJIM MEPECMOTpa MpeesIbHBIX Pa3MepOB ONTOBBIX HA/J0aBOK U IMPEJENIbHBIX pa3MepoB
PO3HUYHBIX Ha/I0aBOK K (DAKTUYECKUM OTITYCKHBIM LIEHaM ITPOU3BOIUTEIICH;

0) pacyeTsl MpeACNIbHBIX Pa3MEpPOB OMNTOBBIX HAJA0ABOK M TMPENETbHBIX Pa3MEPOB PO3HUUYHBIX
Hag0aBOK K (DaKTUYECKUM OTIYCKHBIM II€HaM TIPOM3BOJUTENICH, OCYIIECTBIEHHBIE OpPTraHOM
HCIIOTHUTEIIBHON BlIacTh cyOobekTa Poccutickoit deneparii B COOTBETCTBUHU C METOAMKOM, M0 popmam,
YTBEPKACHHBIM METOAUKOW, B (hopMare S3JIEKTPOHHBIX MabmoHOB DenepalbHON ToCyaapCTBEHHON
uHpopmannoHHou cuctemsl "EqnnHas nHGopMaMoHHO-aHATUTUYECKas cucTema'.

5. Ilpoekt pernieHus ¢ npuwiaraeMbIMu K HEMY JOKYMEHTaMH, YKa3aHHBIMU B ITyHKTE 4 HACTOSIINUX
[IpaBun, npexacrasisiercss B denepanbHyr0 aHTHMOHOIOJIBHYIO CIY)KOYy B MHCBMEHHOM BHJE WIH B
BUJIE DJIGKTPOHHOTO JOKYMEHTA, MOJIMCAHHOIO YCHJIEHHOW KBaIM(QUIMPOBAHHONW 3JIEKTPOHHOU
HOJIIHMCHIO, @ TAKXKE HA a/Ipec NEKTPOHHOU NouThl DeiepanbHON aHTUMOHOIIOIBHOM CITyKOBI.

[TpoexT pemenus perucrpupyercst B deaepaibHON aHTUMOHOIOIBHOM CITy’K0€ B YCTaHOBJIEHHOM
MOPSJIKE.

6. denepanbHas aHTUMOHOIIONIBHAS ciy*0a B Teyenue 30 paboumx AHEW CO JHS PErHCTPALUU
MPOEKTA PEIICHUs] HANpaBJSIET B OpraH HCIIOJHHUTENIBbHOW BiacTu cyobekTa Poccuiickoir ®deneparmn
MIPUHSTOE €10 PEUIeHHE O COTJIACOBAaHHUH MPOEKTA pelIeHus 100 06 0TKa3e B €ro COracoBaHUU.

7. B cimyuae HEOOXOIUMOCTH YTOUHEHMS M (WIM) JOIOJHEHMs CBEICHHMH, colepKalluxcs B
JOKYMEHTaX, yYKa3aHHbIX B NMyHKTe 4 Hactosmux [IpaBui, opraH MCHOJHUTENBHOW BIAaCTH CyOBEKTa
Poccuiickoit ®enepauuu mnpexacraBigeT no 3anpocy DenepanbHO aHTMMOHOMOJIBHOM — CITY>KOBI
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

COOTBETCTBYIOLIYIO JOKYMEHTAIbHO 0()OPMIIEHHYIO HH(POPMALIUIO.

Cpok TmpencTaBlIeHUs] OpPraHOM HCIOJHUTENBHOW BiacTu cyObekra Poccuiickoit depepauuu
3aMpoIeHHOW MH()OPMALMU HE MOXET NpeBhImaTh 15 pabouymx IHEH co IHS MOMy4YeHHs 3arpoca
®denepalibHOI AHTUMOHOIIOJIBHOM CITYKOBI.

[Tpu 5TOM 001K CPOK pacCMOTpEeHUs JOKYMEHTOB DeiepaibHO aHTUMOHOIIOJIBHOM CITy:k00ii He
MOJKET IPEBBIIIATh CPOK, MPEIYCMOTPEHHBbIH NyHKTOM 6 Hactoaumx IIpaBun u aGzanem BTOpBIM
HACTOAILIETO ITYHKTA.

[Ipu HemocTyIUIEeHMH OT OpraHa MCIOJIHHUTEIhHOW BIacTH cyObekTta Poccuiickoit denepanuu B
YCTQHOBJICHHBII CpPOK 3alpOLICHHOW JIOKYMEHTalbHO odopmwieHHoH wuHpopmarmu DenepanbHas
AHTUMOHOTIIONbHAS CIIy)0a B TeueHHe 5 paboumx JHEW CO JHS UCTEUEHHUs OOIIEro CpoKa MPUHUMAET
perieHue 00 0TKa3e B COTIACOBAHHUH MPOEKTA PEIICHHUS.

8. OcHoBaHUAMU AJIs1 OTKa3a B COIJIaCOBaHWM IMPOCKTAa PEIICHUS SABJIAIOTCA:

a) HECOOTBETCTBUE PACUETOB IPECIIbHBIX Pa3MEPOB ONTOBBIX HaJA0aBOK U MPEAEIbHBIX pa3MepOB
PO3HMYHBIX  HaJ0aBOK K  (PAaKTUYECKHMM  OTIYCKHBIM LI€HaM TPOMU3BOJMTENECH  pacueTam,
IIPEAYCMOTPEHHBIM METOIUKOM;

0) npexacraBieHue B PDenepalibHYI0 AHTUMOHOIIOJIBHYIO CIYKOy yKa3aHHBIX B IyHKTE 4
Hacrosuux [IpaBri1 JOKyMEHTOB, COAEPKANX HEAOCTOBEPHBIE CBE/ICHMS;

B) OTCYTCTBHE B TMPEJCTABICHHBIX JOKYMEHTaX CBEJCHUU, TpPeOyeMBIX B COOTBETCTBHUU C
METOJUKOIA;

I) INPEACTaBICHUE HEINOJHOIO KOMIUIEKTa JOKYMEHTOB, YKa3aHHBIX B IIyHKTE 4 HAaCTOSLIMX
IIpaBuir;

1) HETIOCTYTIJIEHUE OT OpraHa HCIOJIHUTEIbHON BiIacTH cyObekTa Poccuiickoit denepanuu B CpoK,
YCTaHOBJICHHBIH a03alleM BTOPbIM MyHKTa 7 Hacrosimux I[IpaBui, 3amnpoieHHOW TOKyMEHTaJIbHO
odopMIIeHHOH MH(DOPMAITIH.

9. HWudopmamms o cormacoBanun JmO60 00 oTkaze B corjacoBaHun DeneparabHON
AHTHMOHOTIOJIBHOM cTy00i1 MpoekTa pereHus He no3anee 3 pabo4yux JHEH co THS NPUHATHS PeIICHHS
pa3memaerca Cinyx00ii Ha ee OpUIMATBLHOM caiiTe B HH(POPMAITMOHHO-TEIEKOMMYHHKAIIMOHHON CeTH
"UnTepuer".

10. Opran ucnoJHUTENbHON BiacTu cyObekTa Poccuiickoil denepanuu NpuHUMAET pelleHre B
Cpok, He mpeBblmaromuii 10 pabouux mHer co AHA TpuHATHS DeaepanTbHONH aHTUMOHOIOJIBHOMN
ciyxk0011 perieHns 0 CoriacoOBaHUH MPOEKTA PEIICHUS.

11. Opran ucnoaHHUTENbHOHN BiacTH cyObekra Poccuiickoit dexepanmu B TeyeHue 3 pabodmx
JHEN co JHSI NPUHITHUS PELIeHUs IpeacTaBiseT B DenepalibHyl0 aHTHUMOHOIIOJIBHYIO CIIY:KO0y KOO
pelIeHsl, a TaK)Ke HampaBiseT KOMUIO pemieHus B DenepaibHyI0 aHTUMOHOIIOIBHYIO CIIy)X0y Ha ee
aZpec IEKTPOHHOMN MOYTHI.

12. Opran uCHOTHUTEIBHOW BiacTu cyobekTa Poccmiickoit denepanuu He MeHee 4yem 3a 10
pabounx AHEH 10 IHS BCTYIUICHUS B CUJIY peIlleHus pa3MeliaeT HHGOPMaIUIO O IPUHATOM PEIIeHUH Ha
ero opunraabHOM caiiTe B MH(POPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTn "MHTepHeT".
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MocTtaHoeneHue MNpasutenscrsa PO ot 29.10.2010 N 865 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

13. 3a npeacraBienue B DenepaibHyl0 aHTUMOHOIOJIBHYIO CIIYX0Y JOKYMEHTOB, COAEPKaIMX
HE/IOCTOBEPHBIE CBEJIEHUs, PYKOBOIMTENb (3aMECTUTENh PYKOBOJAUTEINS) OpraHa HCIOJHUTEIbHON
Bractu  cyOpekta  Poccuiickoii  denepanmuu  HECET  OTBETCTBEHHOCTb,  IPEAYCMOTPEHHYIO
3aKoHoarenbcTBOM Pocculickon deneparum.

YTBEpKACHBI

noctaHoByieHreM [IpaBuTenbpcTBa
Poccuiickoit deneparuu

ot 29 okts16ps 2010 r. N 865

NMPABUIA
P®OPMUPOBAHUA OTNYCKHbIX LLEH HA JIEKAPCTBEHHBIE MPEMNAPAThI,
BKIMKOYEHHBIE B NEPEYEHb XXU3BHEHHO HEOBXOOUMbIX U BAXHENLLNX
JNNEKAPCTBEHHbIX NMPEMNAPATOB, OPTAHU3ALUUAMU ONTOBOU TOPIOBJIN,
ANTEYHbIMU OPTAHU3AUUAMU, UHONBUAYATIbHbIMU NPEANMPUHUMATENAMU
N MEAMUMHCKUMU OPITAHU3ALIUAMMU

Crncoxk U3MEHSOIUX JOKYMEHTOB
(BBenenn! [locranosnenueM IIpaBurensctBa PO ot 24.09.2020 N 1541)

1. Opranuzanuu ONTOBOW TOPTrOBIM JIEKAPCTBEHHBIMU CpEACTBAMHU (Jajiee - OpraHu3aluu
ONTOBOM TOProOBJIM) OCYILIECTBIISIIOT peaIU3alUi0 JIEKapCTBEHHBIX IPENapaTroB, BKIIOYEHHBIX B
NepevyeHb JKMU3HEHHO HEOOXOAMMBIX M BaXXHEHIIMX JIEKAPCTBEHHBIX TIpemaparoB (maiee -
JIEKapCTBEHHbIE Tpernaparbl), MO IIeHaM, YPOBEHb KOTOpbIX (0e3 ydera Hajora Ha JOOAaBJICHHYIO
CTOMMOCTb) HE€ JOJDKEH TMPEBbIMIATh CyMMY (DaKTHUECKOH OTIMYCKHOW IIEeHbl MPOU3BOAUTENS
JNEKapCTBEHHOTO Tpemapata (manee - (QakTudeckas OTIOYCKHas II€Ha MPOWU3BOJIUTENSA), HE
IIPEBBIIAIONICH 3apPETUCTPUPOBAHHON WM IEPEPETUCTPUPOBAHHON IPEACIBHON OTIIYCKHOM LIEHBI
Mpou3BOaUTEN (Ha JaTy pealu3aly JIEKapCTBEHHOTO IIpernapaTa IpPOU3BOJUTENEM), M pa3Mmepa
ONTOBOW HaJ0aBKH, HE TMPEBBIIIAIONICH pa3Mepa MpeaeabHOM ONTOBOW Ha/I0aBKH, YCTAaHOBJIICHHOW B
cyosekte Poccuiickoit ®eneparuu. OpraHu3anud  ONTOBOM TOPTOBJIM YYUTBHIBAIOT HAJOT Ha
N00aBJICHHYIO CTOMMOCTh B IIEHE pPealu3allii JIEKapCTBEHHOTO IMpernapaTta B MOPsAKe, YCTAHOBICHHOM
3aKoHoJaTenbcTBOM Poccuiickoit denepannu.

2. CymMmapHBIi pa3Mep ONTOBBIX HAA0aBOK, MOJUICKAIINX MPUMEHEHUIO BCEMH OpraHU3alUsSIMU
ONTOBOW TOPTOBJIM, YYaCTBYIOIIMMHU B peaTN3alliU JICKAPCTBEHHOTO TMpernapaTa, pacCCUuTaHHBIA UCXOMs
13 (aKTUYECKOH OTIYCKHON IIeHbl MPOU3BOJAUTENA, HE JODKEH IMPEBBIIATh COOTBETCTBYIOIIUN
npeiebHBIA pa3Mep ONTOBOW HaJA0aBKH, YCTAHOBJICHHBII OPraHOM HCHOJHUTENBbHOM BIACTH CyObeKTa
Poccuiickoit ®denepanuu, Ha TEPPUTOPUIO KOTOPOTO OCYILIECTBISIETCA IOCTAaBKa JIEKAPCTBEHHOTO
npenapara.

3. OpraHuzanuy ONTOBOM TOPrOBJIM, HMEIOIIWE CTPYKTYpPHBIE NOJAPA3ACICHUS PO3HUYHOMN
TOPrOBJIM, MOTYT (OPMHUPOBATH PO3HUUHBIE ILIEHbI Ha JIEKAPCTBEHHBIEC IpernapaThl ¢ NMPUMEHEHHEM
OJIHOBPEMEHHO ONTOBOI M PO3HUYHOIN HaJ0aBOK K (PaKTUUECKOW OTIYCKHOM ILieHe mpou3Boautes (6e3
HaJora Ha J00aBJIEHHYI0 CTOMMOCTb), CYMMAapHbIi pa3Mep KOTOpPBIX HE JOJDKEH IPEBbIIATh
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KOHCYJ/IbTaHTIINIIOC
(pea. ot 18.11.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 22.07.2022
O rocyaapCTBEHHOM peryiMpoBaHumM LIEH Ha NeKapcTB...

MpeebHBIA pa3Mep ONTOBOM M PO3HMYHOM HaJ0aBOK COOTBETCTBEHHO, YCTAHOBJICHHBIX B CyOBEKTe
Poccuiickoit denepanuu, npu yCIOBUU BEICHUS Pa3/IeIbHOIO YU€Ta ONTOBOM U POZHUYHON TOPTOBIIU.

4. Opranu3aiyy ONTOBOW TOPTOBIIH, PEATHU3YIOIINE JEKAPCTBEHHBIE MPETapaThl MOTPEOUTENISAM 1O
JIOTOBOPY KOMMCCHUM (KOMHUTEHTBI) OT MMEHHM OpraHM3allMil pPO3HUYHON TOProBIIM (KOMHUCCHOHEPOB),
MOTYT (OPMHPOBATH OTIYCKHYIO IIEHY Ha JICKAPCTBEHHBIN Iperapar ¢ MPUMEHEHHEM OJIHOBPEMEHHO
OINITOBOM M PO3HMYHON Ha0aBOK K (PaKTUUECKOM OTIYCKHOMW LieHEe MPOU3BOAMUTEINSL, CyMMapHbI pazMep
KOTOPBIX HE JIOJDKEH IMPeBbIIATh IMpeAebHbIl pa3Mep ONTOBOM UM PO3HUYHOW Haa0aBOK
COOTBETCTBEHHO, YCTaHOBIICHHBIX B CyObekTe Poccuiickoii deneparun.

5. AnreuHble OpraHu3alM{, WHJIMBHUIYaJbHbIE NPEANPUHUMATENN, HMEIOIIME JIMLEH3UI0 Ha
(bapManeBTHYECKYI0 JAEATENBHOCTh (Jajiee - WHAWBHIYaJbHBIE MPEINPUHUMATENN), MEIUIUHCKUE
OpraHu3alK, WMEIIIHNE JHICH3UI0 Ha (apMaleBTUUECKYIO eATEeIbHOCTh, U HMX 000CO0JEeHHBIE
nonapaszaenenus (amOynatopuu, Qenpamiepckue U - (QeapAlepcKo-aKylIepckue MYHKThI, LIEHTPbI
(otnenenusi) oOmieil BpaueOHOM (CeMeiHOl) MpPaKTUKH), PACIONOXKEHHbIE B CEIbCKUX HAaCEeNEeHHBIX
MYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTEUHble OpraHU3aluu (Jlanee - MEJUIIMHCKUE OpraHu3alin),
OCYIIECTBIISIIOT pEaIM3alUI0 JIEKAPCTBEHHBIX MPENapaTroB IO IE€HaM, YPOBEHb KOTOpHIX (0e3 yuera
Hajora Ha J100aBJI€HHYIO CTOMMOCTb) HE JOJDKEH MpPEBBILIATh CyMMY (PaKTUUECKOW OTITyCKHOW IIE€HBI
IIPOU3BOJUTEINSI, HE IPEBBINIAIONIEH 3apErUCTPUPOBAHHON WM TNEPEPErMCTPUPOBAHHON NpPENEIbHON
OTITyCKHOM IIEHbl MPOM3BOAUTENS (HA ATy peaju3aluy JEeKapCTBEHHOIO Mpenapara Mpou3BOJAUTEIEM),
U pasMep ONTOBOM HanbaBKku W (WIM) pa3Mep pO3HUYHON HaA0aBKU, HE MPEBBIIIAOIINX
COOTBETCTBEHHO pa3Mep MpeAebHON ONTOBOW Ha/l0aBKU U pa3Mep MpeebHON pO3HUYHONW HaJl0aBKH,
yCTaHOBIICHHBIX B cyObekTe Poccuiickoii ®deneparnuu. AmnTedHble OpraHU3alM, WHIUBHIYaJbHBIC
MpeANpPUHUMATENN U MEAMIMHCKHE OpPraHu3allii YYUTHIBAIOT HAJIOI Ha J00aBJIEHHYIO CTOMMOCTH B
LIEHE peanu3aliy JIeKapCTBEHHOI'O TMpernapara B TOPSAKE, YCTAaHOBJICHHOM 3aKOHOJATEIbCTBOM
Poccuiickoit denepariumu.

6. Pazmep po3HMuYHOW HaAO0aBKH, PACCUYMTAHHBIN HCXOAsS M3 (PAKTHUECKON OTIMYCKHOW IIEHBI
IIPOU3BOJUTEINS, IOMJICKAIIUNA INPUMEHEHUIO AaNTeUYHbIMUA OpraHU3alMsAMHU, WHIUBUAYaJIbHBIMHU
NpEANPUHUMATEIIMU U MEAULMHCKMMM  OPraHU3alUsAMHU, OCYIIECTBILSIIOLUMHU  PEaIu3aluio
JIEKApCTBEHHBIX TPEMapaToB Ha TeppuTopun cyoObekta Poccuiickorn ®enepanuu, HE TOJDKEH
MpEeBBIIIATh COOTBETCTBYIOIIUN MpeAeNbHbIM pa3Mep pO3HUYHON HaJ0aBKH, YCTaHOBJICHHBIN OpraHOM
WCIIOTHUTEIIBHON BJIACTH ATOTO cyOBhekTa Poccuiickoit deneparuu.

7. Ilpu ¢opMHpOBaHMU OpraHU3ALUSAMHU ONTOBOM TOPIOBJIM, AaNTEYHBIMU OpraHU3alUsIMHU,
UHAVBUAYAIbHBIMU TMPEANPUHUMATENSIMU U MEAMIMHCKMMM OpraHU3alusMU OTIYCKHBIX IIEH Ha
JICKapCTBEHHBIE TMperapaTrbl ¢ MPUMEHEHHEM IpeAeTbHBIX pa3MEepOB ONTOBBIX HAA0ABOK W (WJIH)
IpeleabHbIX PAa3MEPOB PO3HUYHBIX HAJN0aBOK TakWe OTIYCKHbIE LIEHbl OKpPYIJISIOTCA 110
MaTeMaTHYeCKUM MpaBUiaM OKPYTJIEHHUS 10 COThIX yacTelt pyOus. [lpu pacdyere nmpuMeHEHHBIX TaKUMU
OpraHu3alsIMM U UHAWBUAYAIbHBIMU HPEANPUHUMATEIAMU Ha/l0aBOK JOIYyCKAETCs MOIPEIIHOCTb, HE
IIPEBBILIAIOIIAS pa3MEP OKPYTJICHHUS.

8. Ilom (akTuyeckoil OTMYCKHOW IIEHOH MPOU3BOAMTENS HA JIEKAPCTBEHHBIH Tmpemnapar
rocygapcTBa - wieHa EBpa3uiiCKOr0 SKOHOMHYECKOTO COI03a IOHHMMAaeTcs IeHa (0e3 Haiora Ha
N00aBJIEHHYIO CTOMMOCTbB), yKa3blBaeMasl MPOU3BOJIUTENIEM B COINPOBOIAUTENBHOM JOKYMEHTAllUU Ha
TOBap W HE IPEBHIIIAIONIAS 3apErMCTPUPOBAHHYIO WM MEPEPerucTpUPOBAHHYIO TMPEAENIbHYIO
OTIIyCKHYIO LIEHYy HIpPOM3BOJIMTENS Ha JIEKAPCTBEHHBIM Ipernapar Ha JaTy Mepeladyd pOCCUIICKOMY
MOKyMaTesnto (yImoJIHOMOYeHHOMY UM Juily). Ilpu aToM dakThueckas oTIyCKHas LieHa MPOU3BOIUTEI,
yKa3zaHHas B WMHOCTPAHHOW BaJIOTe, MEpecuuThIBaeTcsi B pyOnau mo kypcy LleHtpanbHoro Oanka
Poccuiickoit @enepanyu Ha JaTy Nepeadu JIEKAPCTBEHHOTO IperapaTa IPOU3BOJUTENIEM IOCyJapCTBa
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KOHCYNbTAHTIINIIOC
spep" ot 18.11.2020) [ata coxpaHenus: 22.07.2022
O rocynapCTBEHHOM perynvMpoBaHUM LIEH Ha N1eKapcTB...

- YJICHa EBpa3HﬁCKOFO 3KOHOMHYCCKOI'O COIO3a pOCCHﬁCKOMy MOKYIIaTECIIIO (yr[OJ'IHOMO‘ICHHOMy 50091
J'II/II_Iy') o NepcaAaTO4YHOMY AKTy WX UHOMY aHAJIOTUYHOMY JOKYMCHTY.

[Ton daxTHueckoil OTIMYCKHOM IIGHOM MHOCTPAHHOTO TPOU3BOAMTENS (32 HCKIIOYCHHEM
MIPOU3BOUTENICH TOCYIAapCTB - 4jeHOB EBpa3miicKoro 3KOHOMHYECKOTO COK03a) Ha JICKApPCTBEHHBIM
npenapaT nmoHuMaeTcs 1eHa (0e3 Hajmora Ha J10OaBIEHHYIO CTOMMOCTH), YKa3blBaeMas MHOCTPaHHBIM
MIPOU3BOJUTENIEM JIEKAPCTBEHHOI'O IIpenapara B CONPOBOJIUTEIBHON JOKYMEHTAllMM Ha TOBap, Ha
OCHOBaHUHU KOTOpOM odopmiIsieTcss TaMO)KEeHHas IeKiapanusi, C y4eTOM pacXoJOB, CBSI3aHHBIX C
TaMOKEHHBIM OdOopMIICHHEM Tpy3a (YIJIaTOd TaMOXEHHBIX TMONUIMH M CcOOpOB 3a TaMOXEHHOE
oopmieHne), He MPEBBILAIONIAS 3aPETUCTPUPOBAHHYIO WIHM TEPEPETUCTPUPOBAHHYIO MPEIACIbHYIO
OTIYyCKHYIO LI€HY INpPOM3BOAMUTENSl HAa ATOT JIEKApCTBEHHBIM mpernapar Ha JaTy BBIIyCKa TOBapa,
yYKa3aHHYI0 B TaMOXEHHOM nekynapauuu. Ilpu 3ToM QaxTudeckas OTHYCKHasl Ii€Ha MPOU3BOJIUTEIS,
3aJleKJIapupOBaHHasl B MHOCTPAHHOM BalIOTe, MEPECUUTHIBaeTCs B pyonu mo kypcy lLlentpanbHoro
6anka Poccuiickoit denepanuu Ha 1aTy oOpMIICHHS TAMOXKEHHOH JIeKJIapalluu.

9. Peamuzanms JICKApCTBCHHBIX IIPCHapaToB OpraHu3alusaMu OIITOBOM TOProBJiv, allTCYHLBIMU
opranu3alvsiMy, HWHAWUBUAYAJIBbHBIMH [MPCANPHUHUMATCIIIMU W MCIAUIIMHCKUMH  OpraHHU3alUsIMU
OCYHICCTBJIACTCA IMPU HAJIMYHUU MPOTOKOJA COIJIACOBAHHA LICH IMOCTABKHU JICKAPCTBCHHLIX IIPCIIapaToB,
COCTaBJICHHOI'O IIO q)opMe COTJIaCHO MNPHIIOKCHHIO, 3a HUCKIHOUCHHUEM JICKAPCTBCHHBIX IIPCrapaToB,
KOTOpPBIC HEC OBUIM BKJIIOYEHBI B MNEPECUCHb KU3HCHHO HeO6XOI[I/IMBIX U Ba)KHEHUIIMX JICKaApCTBCHHLIX
npenaparoB Ha HOaTy HX HpI/IO6peTeHI/IH YKa3aHHbIMU OpraHu3als MU W HWHAWBUAYAJIIbHBIMU
npeaAIpUHUMATCIIAMU.

10. ITpoTokon coriyacoBaHMs IIEH IOCTABKH JIEKAPCTBEHHBIX IMPENApaTOB MOXKET ObITh CO3JaH B
BUJIC DJIEKTPOHHOTO JIOKYMEHTa, TOANMCAHHOTO YCWJICHHOW KBaJM(HUIMPOBAHHONW JIIEKTPOHHOMH
MOJINKCHIO YIIOJTHOMOYEHHBIX JIUII TOCTABIIUKA U MTOKYTaTeIsl.

[Ipunoxenue

k [IpaBunam popMupoBaHMst OTITYCKHBIX
LIEH Ha JIEKapCTBEHHBIE NIPENaparsl,
BKJIFOYEHHBIE B [IEPEUEHB KU3HEHHO
HEOOXOJUMBIX U BaKHEHIINX
JIEKapCTBEHHBIX MPENapaToB,
OpraHU3alMsAMU ONTOBOW TOPrOBJIH,
aNTEYHBIMHU OPraHU3aLUsAIMU,
VHAMBUyaJIbHBIMU NIPEATNIPUHUMATEIAMU
Y MEJULUHCKUMH OpraHU3alHusIMU

Koncynprantllmtoc: npumeudanue.
Cwm. PazpacHeHne 1o 3aroJHeHNIO JaHHOU (DOPMBI.

I[MTPOTOKOJI
CorjiaCcoBaHMs LICH MOCTaBKU JICKAPCTBECHHBIX IPCIIapaTOB, BKIIFOYCHHBIX B IEPEUYCHDb
KHN3HCHHO H606XOILI/IMI>IX M BaXKHEHIITNX JICKapCTBCHHLIX ITPCIIapPaTOB
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INOCTAaBIINK (OpFaHI/BaL{I/I}I OIITOBOM TOpl"OBJ’II/I)

1oJryyaTenb (OpraHu3alys ONTOBOW TOPTOBIM WM OPraHU3alUsl PO3HUYHOMN TOprosiu <1>)
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MNoctaHoeneHwue lMpasuTensctea PO o1 29.10.2010 N 865
(pea. ot 18.11.2020)
"O rocygapCTBEHHOM PEryMpoBaHMM LIEH Ha JIEKapCTB...

[okyMeHT npegoctasneH KoncynbraHTAKOC
[aTa coxpaHeHus: 22.07.2022
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KOHCYNbTAHTIINIIOC
spep" ot 18.11.2020) [ata coxpaHenus: 22.07.2022
O rocynapCTBEHHOM perynvMpoBaHUM LIEH Ha N1eKapcTB...

(moamnuch ¢.u.0. (moamnuch ¢.u.0.
YIOJIHOMOYESHHOT'O YIOJTHOMOYECHHOT'O JIUIIA
JIMIIA TOCTABIIUKA - MOJTy4aTeNsl - OpraHu3aIiu

OpraHHU3aIUuH OIITOBOW TOPTOBJIH WU
OIITOBOM TOPTOBJIN) OpraHM3aIiK PO3HUYHOM
TOprowiu <I> - ykas3artb
HY’KHOE)
n n 20 r n n 20 r
M.IL M.IL

<1> AnTedHble OpraHMU3AlNH, WHIUBUAYaTbHBbIE MPEINPUHUMATENH, MMEIOIINE JHICH3UI0 Ha
(bapManeBTUYECKYI0  JICATEIIBHOCTh, MEAWLUMHCKUE OpraHu3aliy, HMEIOIIMe JIUIECH3HI0 Ha
(bapManeBTHYECKYI0  JIeATeNbHOCTh, M HMX 000COONEHHblE ToApasiencHus (aMOynaTopuw,
denpamepckre W PeNbIIIePCKO-aKyIIEPCKUEe IMyHKTBI, ICHTPHI (OTACNIeHUs1) oOmeld BpadyeOHOMN
(ceMeiftHOM) TPaKTUKM), PACIIONIOKEHHBIE B CEITbCKUX HACEICHHBIX MYHKTaX, B KOTOPHIX OTCYTCTBYIOT
anTeyHble OpraHu3aluu.

<2> 3aperucTpupoOBaHHAsl MpeJAesibHAs OTIYCKHas IeHa MPOM3BOAUTENSI Ha JIEKApCTBEHHBIN
npenapar Ha JaTy pealu3aluy JIEKapCTBEHHOTO IIpenapara MNpOU3BOAMTENIEM Ha TEPPUTOPUHU
Poccuiickoit deneparum.

<3> Ilpu yCcTaHOBJICHUU IICHBl MHOCTPAHHBIM MPOU3BOAUTENEM (DaKTHUECKasl OTITyCKHAs IICHA Ha
JICKapCTBCHHBIN TIperapar yKa3bIBAaeTCS ¢ yY4eTOM TaMOXKCHHOH IMONUIMHBI U COOPOB 32 TaMOKEHHOE
odopmIieHHE.

<4> JlaTa peanu3anuu JIEKApCTBEHHOTO MpernapaTa MpOU3BOJUTENEeM Ha TeppuTtopun Poccuiickoi
denepauuu.

<5> Ilpu 3amoJHEHUM OpTraHM3ALMEll ONTOBON TOProBiM, KOTOpas HmpuoOpena JIeKapCTBEHHBIN
rpenapar y IpOou3BOJUTENS, YKA3bIBAETCS LIEHA pPeaIM3aliy JIEKAPCTBEHHOTO MperapaTa opraHu3amnuein
ONTOBOM TOPTOBIIH.

<6> Ilpu 3amosHEeHMM OpraHM3aLueil ONTOBON TOProBiM, KOTOpas HmpuoOpesa JIEKapCTBEHHBIN
mpernapar |y JApyrod OpraHu3alM  ONTOBOW TOPrOBIIM, YKa3bIBaeTcs I€Ha MPUOOpEeTEeHUs
JIEKapCTBEHHOI'O IIperapara.

<7> 3anonHseTcs KaXA0M OopraHu3alueil OTOBOM TOPTOBJIM, KOTOPAsl pealu3yeT JIEKapCTBEHHBIN
npemnapar.

<8> 3anonHseTcsl opraHu3alieil ONTOBOW TOProBiIM, KOTOpas HpuoOpena JeKapCTBEHHBIN
Ipernapar y Apyroi opraHu3aly OnToOBOH TOProBIIH.

<9> B ciyuae peajin3aliui OpraHu3anueii ornToBoi TOProBiy JIEKapCTBEHHOIO Mpernapara 1o 1eHe
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HHMXXE LOCHBI €T0 HpI/IO6peTeHI/I5{ YKa3bIBACTCA MMPOYCPK.

<10> B cnywae peanusanuu OpraHu3allMeldl ONTOBOM TOPIOBIM JIEKAPCTBEHHOTO Ipenapara Io
LeHe HIKE (PaKTUUECKOM OTITYCKHOM IIEHBI TPOU3BOIUTENS YKA3bIBACTCS MTPOUEPK.

<11> YmporuieHHas cucTemMa HaJIoTr000JI0KEHHS.
<12> Enudblil Hajlor Ha BMEHEHHBIN JTOXOJI.

[Tpumeuanue. I'padsl 1 - 8 3amonHAIOTCS opraHu3aLueil ONTOBOW TOProBiiM, KOTOpas mpuodpena
JIEKapCTBEHHBIN Mpenapar y Npou3BOJAUTEINSL.

Wudopmanus, ykazannas B rpadax 1 - 8 opranuzamueil ontoBoi TOProBiu, KOTopas mproodperna
JIEKApCTBEHHBIA TIpermapaT y TMPOU3BOAUTENS, YKa3bIBaeTcs O€3 W3MEHEHWW BCEMHU OINTOBBIMU
OpTaHU3aIMsIMH, YYaCTBYIOIIMMH B peaTU3aIliH JICKApPCTBEHHOTO Mperapara, B 00s13aTeIbHOM TTOPSIKE.

Y TBepKICHBI

ITocranoBnenueM [IpaBuTenscTBa
Poccuiickoit deneparuu

ot 29 okts10ps 2010 r. N 865

U3MEHEHMUA,

KOTOPBbIE BHOCATCA B NOCTAHOBJIEHUA
NMPABUTENIbCTBA POCCUNCKOU ®EOEPALIUA NO BOMNMPOCAM, CBA3AHHbIM
C COBEPLUEHCTBOBAHUEM rOCYOAPCTBEHHOI'O PEIYJIIMPOBAHUA LIEH
HA XU3HEHHO HEOBXOAUMbIE U BAXXHEULUME
NEKAPCTBEHHbLIE CPEACTBA

Cnucok U3MEHSIONINX JOKYMEHTOB
(B pen. Hoctanosnenwus [IpasutensctBa PO ot 04.09.2015 N 941)

1. B Hocranosnenun IlpaButensctBa Poccuiickoit denepamun ot 7 mapra 1995 r. N 239 "O
Mepax IO YHOPSAJOYCHHIO TOCYJapCTBEHHOTO peryinupoBaHusi 1eH (tapudon)"' (CobOpanue
3akoHojatenbeTBa Poccuiickoit @enepanuu, 1995, N 11, ct. 997; 1996, N 7, ct. 690; N 17, ct. 2002; N
32, ct.3942; 1997, N 27, ct. 3232; 1998, N 32, ct. 3907; 1999, N 1, c1. 201; 2001, N 7, cT1. 656; N 20,
cT. 2015; N 26, ct. 2680; N 36, ct. 3561; 2002, N 15, ct. 1431; 2004, N 51, ct. 5184; 2005, N 29, cr.
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, ct. 4096):

a) ab3all JeBATHAIIATBHIA IEepedHs MNPOAYKIHMHM IPOU3BOJICTBEHHO-TEXHUYECKOIO HA3HAYCHHMS,
TOBAPOB HAPOJHOIO TMOTPEOJIEHUsI U YCIyT, Ha KOTOpblE€ TOCYAAPCTBEHHOE pEryJIMpPOBAaHUE LEH
(rapudoB) Ha BHyTpeHHeM pbiHKe Poccuiickoit @enepamuu ocymecTBisaoT [IpaBuTensCTBO
Poccuiickoit ®enepaumu u (QenepanbHble OpraHbl  HUCIOJHUTENBHOW BIACTH, YTBEPXKICHHOTO
yka3aHHbIM [locTaHOBIIEHUEM, U3II0KUTH B CIIEAYIOLIEH PENAKIUU:
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MoctaHoBneHwue lMpasutensctea PO ot 29.10.2010 N 865 [lokyMeHT npegocTasner KoncynsraHTilntoc

KOHCYJIbTAHTIITHOC
spep" ot 18.11.2020) [ata coxpaHenus: 22.07.2022
O rocynapCTBEHHOM perynvMpoBaHUM LIEH Ha N1eKapcTB...

"JlekapCTBEHHBIE IpenapaThl, BKIOYEHHbIE B IE€PEYCHb KU3HEHHO HEOOXOAMMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX IIpenapaToB”;

0) a03all AeBATHIN NEpedHs] MPOIYKIMU MPOU3BOJCTBEHHO-TEXHUUECKOTO HA3HAYEHHUS, TOBAPOB
HApOJHOTO MOTPEOJICHUsI M YCIyT, Ha KOTOpPbIe TOCYJapCTBEHHOE peryiupoBaHue IieH (TapudoB) Ha
BHYTpeHHEM pbIHKE Poccuiickoii @enepanyii OCYLIECTBISIOT OpPraHbl HMCHOJHUTEIBHON BJIACTH
cyobektoB Poccuiickoit denepanyu, yTBEpKICHHOro yka3zaHHbIM IlocTaHOBi€HHEM, H3JI0XKUTH B
CIIEYIOIIEH PENaKIINU:

"IIpenensHble pa3Mepbl ONTOBBIX M MPEeNIbHBIE pa3Mepbl PO3HUYHBIX HAA0aBOK K (PaKTHYECKUM
OTIIyCKHBIM II€HaM IIPOM3BOJUTENIEH Ha JIEKAPCTBEHHBIC Ipenaparbl, BKJIIOYEHHbIE B [EPEYECHb
KU3HEHHO HEOOXOAMMBIX M BAKHEWUIIHX JIEKAPCTBEHHBIX MPETapaToB'.

2. Jononuuts [lonoxenue o deaepanbHON ciyxk0Oe 1Mo HaA30py B cdepe 3ApaBOOXpAaHEHUs U
COIMaJIbHOTO pa3BuTHUsA, yTBepkaeHHOoe [locTtanoBnennem I[IpaButenscrBa Poccuiickoii denepamuu ot
30 urons 2004 r. N 323 (Cobpanue 3akonoaarensctBa Poccuiickoit @enepammu, 2004, N 28, ct. 2900;
2009, N 2, ct. 244; 2010, N 35, ct. 4574) nognynkrom 5.1.3.10 cnenyromiero conepxaHusi:

"5.1.3.10. mpuMeHEHNEM LIEH HA JIEKAPCTBEHHbBIE NIPENapaThl, BKIIOYEHHBIE B I€PEUEHb KU3HEHHO
HEOOXOIMMBIX W BYKHEHIINX JIEKApPCTBEHHBIX NPEnapaTos;".

3. Yrparun cuiy. - [loctanosnenue [IpaBurensctsa PO ot 04.09.2015 N 941.

4. B locranosnenuu IIpaButensctBa Poccuiickoit denepamuu ot 8 asrycra 2009 r. N 654 "O
COBEpIICHCTBOBAHWN TOCYJApCTBEHHOTO pPETyJIUpPOBaHHUS II€H Ha JKU3HEHHO HEOOXOIUMBIE U
BakHelMe jexapcTBeHHble cpeactBa” (Cobpanue 3akoHonatenbcTBa Poccuiickoit denepanuu, 2009,
N 33, c1. 4086; 2010, N 2, cT. 179):

Koncynprantlntoc: npumeyanue.

IloctanoBnenuem IIpaButensctBa P® ot 03.02.2016 N 58 moamyHkT "a" myHkTa 4 mIpU3HaH
YTPaTUBLIMM CHJIy B 4YacTH BHECEHHMs H3MEHEHHs, Kacarollerocs absala TpeTbero myHKTa |
IIOCTaHOBJICHHUS.

a) B HaUMEHOBAHMM M a03allaXx BTOPOM U TPETheM NYHKTA | cjoBa "KU3HEHHO HEOOXOAMMbIE U
BaXHEHIIME JIEKapCTBEHHbIE CpeAcTBA" B  COOTBETCTBYIOIIEM MAJeXe 3aMEHUTh CJIOBaMHU
"JleKapCTBEHHbIE Ipernaparbl, BKIIOUYEHHbIE B IE€peYeHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX
JIEKapCTBEHHBIX IIPENApaTOB" B COOTBETCTBYIOIIEM AEIKE;

0) B MyHKTE 2:

B a03alle BTOPOM cCJIOBa '">KU3HEHHO HEOOXOAWMBIE W BaKHCWINNE JICKApCTBEHHBIC cpeacTBa”
3aMEHHUThH CIIOBaMH '"JICKApCTBEHHBIC TpenapaThl, BKIFOYCHHBIC B MEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BAKHEHIINX JICKAPCTBEHHBIX TpenaparoB (gajee - JKU3HEHHO HEOOXOIuMble U BaKHEiIne
JIeKapCTBEHHbIE Mpenaparsl)";

B a03alle TpeTbeM cJOBa "JIEKapCTBEHHBIE CPEICTBA" B COOTBETCTBYIOIIEM IaJeKe 3aMEHHTH
CJIOBaMU "JIEKapCTBEHHbIE MPENapaThl’ B COOTBETCTBYIOIIEM MAEKE;

www.consultant.ru CrpaHvua 63 u3 64
HafeXHasa npaBoBas noaaepXxka


http://login.consultant.ru/link/?req=doc&base=LAW&n=96065&date=22.07.2022&dst=100007&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=104638&date=22.07.2022&dst=100074&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=96065&date=22.07.2022&dst=100007&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=104148&date=22.07.2022&dst=100009&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=405778&date=22.07.2022&dst=100380&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=105579&date=22.07.2022
http://login.consultant.ru/link/?req=doc&base=LAW&n=193436&date=22.07.2022&dst=100008&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=105579&date=22.07.2022&dst=100003&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=105579&date=22.07.2022&dst=100006&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=105579&date=22.07.2022&dst=100007&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=105579&date=22.07.2022&dst=100008&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=105579&date=22.07.2022&dst=100009&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=105579&date=22.07.2022&dst=100010&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MoctaHoBneHwue lMpasutensctea PO ot 29.10.2010 N 865 [lokyMeHT npegocTasner KoncynsraHTilntoc

KOHCYJIbTAHTIITHOC
spep" ot 18.11.2020) [ata coxpaHenus: 22.07.2022
O rocynapCTBEHHOM perynvMpoBaHUM LIEH Ha N1eKapcTB...

a03a1l YeTBEPTHIM MPU3HATH YTPATUBLIMM CHITY;

B) B myHKTax 3 - 9 cioBa '"nexkapCTBEHHbIE CpeAcTBa" B COOTBETCTBYIOIIEM MaJeKe 3aMEHUTH
cJI0BaMH "NEKapCTBEHHBIE MTpenapaThl” B COOTBETCTBYIOIIEM IaJIEXKE;

) OyHKT 10 npu3HaTh yTPATUBIIUM CUIY;

J) OYHKT 2 W3MEHEHUH, YTBEpPXKACHHBIX yKa3aHHbIM IlocTaHoBieHHEM, MpHU3HATh YTPATUBILUM
CUILy;

e) B opme IIPpOTOKOJIA, YTBep)KHCHHOﬁ YKa3aHHbIM ITocTanoBiaeHueM:

B HAMMCHOBAHUHU CJIOBA "KU3HEHHO HEOOXOMUMBIX WM BaXKHEHIIUX IJIEKapCTBEHHBIX CpeaCTB"
3aMEHHUTH CIOBaMH "JIEKaPCTBEHHBIX MPEMApPaTOB, BKIIFOUEHHBIX B MEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BOKHEWIIINX JICKAPCTBEHHBIX MpenapaToB";

B CHOCKAaxX TEpPBOW M BTOPOH cioBa '">KW3HEHHO HEOOXOIMMOE W Ba)KHEHIIEe JIEKapCTBEHHOE
CpeACTBO" 3aMEHUTh CJIOBaMHU 'JEKAPCTBEHHBIM IMpenapar, BKIIOYEHHBIH B MEPEUYCHb KU3ZHEHHO
HEO0OXOUMBIX M BaKHEUIIIHNX JIEKApCTBEHHBIX MPENaparos,”.
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