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MockBa

O BHecennu n3menennii B IlosioxkeHHne 0 MexKBeAOMCTBEHHOH KOMHCCHH
10 omnpeAesIeHHI0 feeKTyphbl HJIH PHCKA BOSHHKHOBEHHSH Je(eKTyphI
JIEKAPCTBEHHBIX NPENAPaToOB B CBA3H ¢ BBe/leHHeM B oTHomeHnH Poccniickoi
®degepanuu OrpaHUYHTE]IbHBIX MEP 9KOHOMHYECKOI0 XapaKrepa, yrBepKIeHHoe
npukasom MuHucTepcTBa 31paBooxpanenus Poceniickoil Penepauuu

ot 19 mast 2022 r. Ne 339H’

B COOTBETCTBHH C ITYHKTOM 2 0COOCHHOCTEH BHECEHUS] H3MEHEHUH B TOKYMEHTHI,
COIEpIKAIMECS B PETHCTPAlHOHHOM AOChe Ha 3aperMCTPHPOBAHHEBIA JIEKapCTBEHHBINA
mpemapar Uil METULUHCKOro INPHUMEHEHUs, B cCilydae MNeQEeKTYphl MM pPHUCKa
BO3HHMKHOBEHHS JeQeKTYphl JIEKapCTBEHHBIX IIPENapaTroB B CBA3H C BBCACHUEM
B orHomieHnn Poccuiickoit ®epepauvy OIpaHUYUTEIBHBIX MEP IKOHOMHYECKOTO
XapaKTepa, yTBEpXIeHHbIX nmoctaHopneHueM [IpasutensctBa Poccuiickoit Oenepannn
ot 23 Mmapta 2022 r. Ne 440 (CoGpanue 3axoHomaTenbcTBa Poccuiickoit denepanny,
2022, Ne 13, cT. 2101; Ne 47, ct. 8219), mynkramu 2, 22 u 35 ocobeHHOCTEH 00palleHus
JNIEKapCTBEHHBIX CPENCTB Ul MEIWIIMHCKOrO NPHMEHEHHs B cilydae AedeKTypsl Hin
PHCKa BO3HMKHOBEHHS Ae(DEKTYpHI JEKapCTBEHHEIX IPENApaToOB B CBS3H C BBEJCHHEM
B otHomenun Poccuiickoii Denepanuy OrpaHUYUTENBHBIX MEP IKOHOMHYECKOIO
XapakTepa, yTBEPXKIEHHBIX mocTaHoBiIeHneM IIpasurenscTtea Poccuiickoi Denepanuu
oT 5 anpensa 2022 r. Ne 593 (Cobpanue 3akoHoznatenscTBa Poccuiickoit Denepanud,
2022, Ne 16, c1. 2657; Ne 47, c1. 8219),npux a3 bl B alo: ‘

1.  VrBepaurh  u3MeHeHHs, KoTopple  BHocarca B Ilojoxenne
O MEXBEJOMCTBEHHOM KOMMCCHH 10 ONPENENEHHIO Ne(EKTypbl MM PHCKa
BO3HUKHOBeHMS Je(eKTypBl JIeKapCTBEHHBIX IIpernapaToB B CBA3H C BBEJCHUEM
B OTHOILICHHH Poccuiickon Oepepanuu OTpaHUYUTENILHBIX Mep
HKOHOMHYECKOI'O XapakTepa, YTBEPKACHHOE IPUKa30M MunncrepcTsa
3apaBooxpaHeHuss  Poccuiickoii ~ @epepauun 0T 19 mas1 2022 . Ne339n
«O MeXBEJOMCTBEHHOM KOMHUCCHH 110 ONpeReNeHHI0 JedeKTyphl MM pHCKa




2

BO3HUKHOBEHUS Je(eKTypsl JEKapCTBEHHBIX MPENapaToB, BBIJAYM 3aKMOYeHHH 00
onpeneneHkd HeeKTypsl WIH PHCKa BOHHUKHOBEHHS NE(EKTYPHI JIEKapCTBEHHBIX
TIpenapaToB, O BO3MOXKHOCTU (HEBO3MOXHOCTHM) BDEMEHHOTO OOpalleHUs CepHH
(mapTuM) He3aperiCTPHPOBAHHOTO JIEKapCTBEHHOrO IMpernapata ¥ O BO3MOXHOCTH
(HeBO3MOXHOCTH) oOpamenus B Poccuiickoii @Deneparuu  cepum  (IapTUH)
JIEKApPCTBEHHOTO Mpelapara B YINAakoBKe, NpPeJHAa3HAYEHHOH 1yii oOpaieHus Ha
TEPPUTOPHM HHOCTPAHHBIX IOCYJapCTB, JEKAPCTBEHHBIX IIPENapaToB, B OTHOLICHHH
KOTOPBIX €CTh JAeheKTypa HIM DHCK €€ BOSHHKHOBEHHS, B CBS3M C BBEACHHEM B
oTHomeHMH Poccuiickoit Penepauuu OrpaHUYUTENBHBIX MEpP J3KOHOMHYECKOTO
XapaKTepa, a Takxke 00 yTBepxAeHHHN HOpM YKa3aHHBIX 3aKIIOYEHHI» (3aperuCTpUPOBAH
MunucTepcTBoM focTunuu Poccuiickoit ®epepanuu 26 mas 2022 r., perucTpalioHHBIA
Ne 68600).

2. HacTosfmmii nprKa3 BCTymaeT B CHIy IO HCT€YEHUM AECATH JHEH mocie
JIHS eTo OpUIMATIBHOTO OIyOIMKOBaHUA | AeficTByeT no 31 nexabps 2023 roxa.

MuHuctp M.A. Mypamiko




VYTBEPX/IEHBI
nprKa3zoM MUHHCTEPCTBA 34PaBOOXPaHEHHS
Poccuiickoit @enepanuu

oT 3&0@5:’,020224\'9 Y2 by

N3menenns,
xoTopbie BHocsiTcs B [los102keHHe 0 MeKBEJOMCTBEHHOH KOMUCCHH
10 onpeaesieHnIo 1eeKTYPbl WM PHCKA BOSHUKHOBEHMS 1e(peKTyphbI
JeKAPCTBEHHBIX MPENapaToB B CBA3M C BBe/JleHHEM B OTHoOWeHHH Poccuiickon
®deepanun OrpaHNIUTEIbHBIX MeP 9KOHOMHYECKOI0 XapaKTepa, YTBepK1eHHoe
npukazom MunucrepcTsa 3apasooxpanenns Poccuniickoii @exepaunn
ot 19 mast 2022 r. Ne 3391 «O Me:kBeTOMCTBEHHOH KOMHCCHH 110 OpeeIeHHI0
Ae(EeKTYphbl HIM PHCKA BO3SHHKHOBEHH Je(eKTy bl JIEKAPCTBeHHbIX NpenapaTos,
BBIIAYH 3aKJII0YeHHii 00 onpexeseHuN 1e(eKTypbl HIIH PUCKA BOSHHKHOBEHUSA
neeKTyphl JIEKAPCTBEHHBIX NPENapaToB, 0 BO3MOXKHOCTH (HEBO3MOXKHOCTH)
BPEeMEHHOI0 00paleHUs1 cepuu (MAPTHH) He3aperncTPHPOBAHHONO
JeKaPCTBEHHOI0 NPenapara u 0 BO3MOKHOCTH (HEBO3MOKHOCTH) 00palueHnsi B
Poccniickoii @enepannu cepus (IapTHH) JIEKAPCTBEHHOIO MpenapaTa B YIaKOBKe,
npeaHasHAYeHHOi 1151 00paleHusi HA TEPPHTOPHH MHOCTPAHHLIX I'OCYyAaPCTB,
JIeKAPCTBEHHBIX MPENapaToB, B OTHOLIEHHH KOTOPBIX €CTh JeheKTypa HIH PHCK
ee BO3HHKHOBEHHS, B CBAI3H C BBeleHueM B oTHomennn Pocceniickoi Meaepanun
OrpaHHYHUTEILHBIX MEP IKOHOMHYECKOI0 XapaKTepa, a TaK:ke 00 yTBepiKIeHHH
¢opM yKa3aHHBIX 3aKJII0YEHHID

1. JlomioTHUTE IyHKTOM 3' M CHOCKO# «5» K HEMY CIEYIOIIEro COMEPIKaHMs:

«3!. OcHOBaHMSIMM I TPUHATHS PpELICHHUS MEXBEIOMCTBEHHOM KOMHCCHeEi
0 medeKType MM pHCKe BO3HHKHOBEHHs JEe(EKTypHl ABIAETCA yCTaHOBIEHHE (aKTa
ne(uIMTa W OTCYTCTBUS JIEKapCTBEHHOTO IpemapaTta B obpaieHud B Poccniickon
®epepanuy, IOTPEGHOCTH B KOTOPOM SIBISETCS HEYAOBIETBOPEHHOH, NP BO3MOXKHOM
HAJTUYUM OJHOIO WM HECKOJIBKUX CIEHYIOIIUX KPHTEPHECB:

1) npekpaineHye AEATENPHOCTU UM OTKa3 OT IIOCTABOK WM PUCK MPEKpalICHUS
JEeATeNBHOCTH IIPOM3BOAUTENS U (WIM) TOCTaBIMKa (apMaleBTHIECKOH CyOCTaHINUY,
BIIEKyIIME IPUOCTAHOBIEHWE WM NPEKpallleHHe MPOU3BOJCTBA JIEKAPCTBEHHBIX
IpenaparoB WIK UX BBo3a B Poccuiickyio ®enepaiiuio;

2) TIpeKpallieHye AesTeNFHOCTH MM OTKa3 OT IOCTaBOK MM PUCK IMPEKPAIECHUS
IeSTENbHOCTH IPOM3BOAWTENS W (WJIM) IOCTABIIWKA BCIOMOTATENBHBIX BEIUECTB,
BXONAIIMX B COCTaB (apMalleBTHYeCKOd CyOcTaHUMM M (WIIM) JIEKapCTBEHHOTO
npemnapara, BIEKyLIHe IIPHOCTaHOBICHHWE WM TpeKpallleHHe: IPOH3BOJCTBA
NeKapCTBEHHBIX [IPENapaToB WK HX BBo3a B Poccuiickyio Oezeparuio;

3) mpekpaieHue JeSTeNbHOCTH HIIH OTKa3 OT IIOCTABOK MJIM PUCK TPEKPAICHHS
NeITeTbHOCTH OJHMM HJIM HECKOJBKMMHM YYaCTHMKaMH IIpoliecca MpOHU3BOACTBA




JIEKAPCTBEHHOT0 TpernapaTta, BIEKylIMEe IPHOCTAHOBIEHME WM  IPEKpaIlCHUE
IIPOU3BOJICTBA JIEKAPCTBEHHBIX TIpeNapaToB MK MX BBO3a B Poccuiickyro Oenepanuio;

4) npekpaliieHue JesTeIbHOCTH MM OTKa3 OT MOCTaBOK HIIM PUCK MpeKpalleHus
IEATENLHOCTH MPOM3BOAUTENS U (MIM) IOCTaBIIMKA MCXOJHBIX ¥ BCIIOMOIAaTEeNIbHBIX
MaTepHaoB ¥ (UIIH) TAKMX HCXOJHBIX ¥ BCIIOMOIaTeIbHAIX MaTepHaIOB, UCIIOIB3YEMBIX
B IIpollecce TPOU3BOACTBA (apMalleBTMYECKOM CyOCTaHIMH WM JIeKapCTBEHHOTO
nperapara (pPeakTHBBl, IIPOMEXYTOYHBIE IPOAYKTHI,  KyJbTypalbHbIe  CPEIbI
1 UX KOMIIOHEHTH!, GHIBTPBI, COPOSHTHI, paCXOHbIE MaTEpHAJIbl, MEIUKH, IUIAHTH, UHBIC
Marepuajbl), BIEKyOIHMe IPUOCTAHOBJIEHME HIJIM TpEKpalleHue NPOU3BOJACTBA
JleKapCTBEHHBIX TPENapaToB MWK UX BBo3a B Poccuiickyro Oenepaiuio;

5) mpekpalleHye AesTeIbHOCTH MM OTKa3 OT IMOCTaBOK WIIM PHCK NPEeKpallcHuUs
JeSTEeNbHOCTH IIpoM3BojuTeNs W (WiIM) [HOCTaBIMKa obopyloBaHHs U (Win)
aHAJIOTMYHOro  OOOpyHOBaHMS, MCIOINB3YEMOIO B IIpollecce  MPOM3BOJCTBA
dbapManeBTHYECKOM CyOCTaHUMM WM  JIGKApCTBEHHOIO —IIpemapara, —BIIEKyIiue
IPUOCTAHOBJIEHHE WM IIPEKPAIEHHE MPOU3BOJICTBA JIEKapCTBEHHBIX IPENapaToB WIH
ux BB03a B Poccuiickyro ®Penepannio,

6) mpekpalleHue AesTEIbHOCTH MM 0TKa3 OT MOCTaBOK MM PHCK MPEKPAIlCHHA
JEATENBHOCTH TPOM3BOAUTEN W (MIK) MOCTaBIIMKA CTAaHAAPTHBIX 00pasuoB, 1 (Win)
AHAJIOTMYHBIX  CTAHJAPTHBIX  00pasloB  (aTTeCTOBAaHHBIX B COOTBETCTBHHM
¢ rocyqapcTBeHHOH (hapMmakomeeif), U (WIK) PeaKTHBOB, U (WMIIH) MaTepUaloB, ¥ (WIH)
00OpyJOBaHMs, WCHONB3YEMBIX B  Ipolleccax  aHAIUTUYECKOTO  KOHTPOJIS
IOJyHPOAYKTOB, (hapMalleBTH4ecKOoil CyOCTaHIMM WM JIEKapCTBEHHOIO IIPEMNapaTa,
a TaKke M3MEHEHMEe AHATUTHYECKHX METOMWK, CBA3aHHBIX C BKIIOYCHHEM M (WIIH)
u3MeHeHreM, ¥ (wix) 100aBleHUEM aNbTEPHATHBHAIX MAaTepUalIOB, PCAKTHUBOB,
000py/I0BaHKS U CTaHJAPTHHIX 00Pa3l0B, HCTIOIb3YyEeMBIX B aHATUTHIECKUX METOJIMKAX,
BIIEKYI[€ TPUOCTAHOBJICHHE WM IIPEKpalleHHe IIPOM3BOJCTBA JICKAPCTBEHHBIX
TpernapaToB WIK UX BBo3a B Poccuiickyio Denepaiuio;

7) OTHeceHHWE JIEKApCTBEHHOro TIpenapaTa K MEIULUMHCKOH IPOXYKIHUH,
B OTHOLIEHMHM KOTOPOM YCTAaHOBIEHa Je(QeKTypa HIM pPHUCK €€ BO3HHKHOBCHHUS
TI0 pe3yJbTaTaM PACCMOTPEHHS MOHUTOPHMHIA Ae(UIMTa JICKapCTBEHHBIX IPENapaToB
B [IpaBurensctBe Poccuiickoit Qenepanum;

8) oTMeHa rocyAapCTBEHHOM PErUCTPAlMK JIEKapCTBEHHOT'O Nperapara,

9) Hanuuue nedeKTypHI WM PUCKa BOSHUKHOBEHHS Je(QEKTYPH! JTeKapCTBEHHBIX
IpenapaToB, YCTAHOBIEHHOH B paMKaX MJEHCTBUS IONOXCHHH IOCTAHOBIICHHUS
IIpaButenscTBa Poccuiickoit Pepmepammu  or 31 okmabps 2020 r. Ne 1771
«O6 yTBepXIEHHH OCOOEHHOCTEHl roCyJapCTBEHHOTO PEryJIMpOBaHMs IPEETBHBIX
OTITyCKHBIX L€H NpOW3BOAMTENeH Ha JIEKApCTBEHHBIE IpeHapaTsl, BKIIOYCHHBIE
B IlepeYeHb JXM3HEHHO HEOOXOJMMBIX W BAXHEHINNX JIEKapCTBEHHBIX Ipenaparos,
¥ BHECEHNU W3MEHEHHUH B OT/IeNbHbIE aKkThi [ IpaBUTeIBCTBA Poccuiickoit Penepanum»’;




10) uHble GakThl U 0OCTOATENBCTBA, IOCIY)KMBIIME IPUYMHON ~OTCYTCTBHS
(medunmra) MO0 pHCKka BO3SHUKHOBEHMS OTCYTCTBHS JIEKAPCTBEHHOI'O IIpernapara
B obOpamenun B Poccuiickoit ®enepanuu, NoTpeOHOCT B KOTOPOM  SBIAETCA
HEYAOBJIETBOPEHHOHU.»;

«° Cobpanne 3axoHomatenscTBa Poceuiickoit @enepanuu, 2020, Ne 45, c1. 7124;
2022, Ne 13, ct. 2105.».

2. AG3all yeTBEPTHIN MYHKTAa 5 U3JI0)KUTH B CIEAYIOILEH peaKLMu:

«Jlns onpenenenns gedeKTypbl WJIA pHCKAa BO3HUKHOBEHUS Ie(EKTyphl
JIEKapCTBEHHBIX  IperaparoB  MEXBEJOMCTBEHHas  KOMHMCCHUS  pacCMaTpUBaeT
IpeCTaBIeHHbIe B MUHUCTEPCTBO OT (heiepalbHBIX OPraHOB UCIOJIHHUTENBHOM BIACTH,
OpraHOB MCIOJIHUTENBHOM BracTu cyObekToB Poccmiickolt ®esepanum U CyObEKTOB
oOpalIeHus JIEKApCTBEHHBIX CPEJCTB MpPEITIOKEeHHUs 00 onpesieeHu: AePEKTYPhl WK
pUCKa BO3HHMKHOBeHHs JedeKTypsl JeKapCTBEHHOIo Iipenapara (PeKOMeHIyeMblid
obpaser] NpHBENeH B MNPWIOKEHHH K HacTosmeMy IlonoxeHwro), a Takke
MOATBEPKNAIOIIMAE  JIOKYyMEHTBI M CBEACHMd,  colepiKallde  HMHQOpMALUIO
00 obcrosTenscTBaxX, YKa3aHHBIX B MOANMyHKTax 1 — 6, 10 myHkra 3! Hacrosiero
ITomoxeHus.».

3. JIomoHATE MyHKTaMu 5! — 5% ciieyommero coaepxaHus:

«5'. CBepieHns o JeKapCTBEHHOM Ipemnapate (MeXIyHapoJHOE HEaTEHTOBAHHOEe
HaUMEHOBaHME, JIeKapCTBeHHas QopMa ¥ JIO3UPOBKA), B OTHOLIEHHM KOTOPOTO
IOCTYIIMIIO INPEUIOKEHNE, BKIFOYCHHOE B IIOBECTKY 3aCENaHHs MEXBEIOMCTBEHHOM
KOMMCCHH, pa3MeInaoTcss MUHICTEPCTBOM BMECTE CO CBEACHHAMM O JAT€ OYEPEIHOTO
3aceaHus MEXBEJOMCTBEHHOM KOMHUCCHH Ha 0(UIMaIbHOM caiiTe B MHGOpMalUOHHO-
TeJIeKOMMYHUKAIIHOHHOM ceTH « IHTepHeT» Ha IopTajle M0 BEIECHUIO FOCYIapCTBEHHOTO
peecTpa JIEKapPCTBEHHBIX CPeACTB B pazfene «KypHam» JUIsi aBTOPU30BaHHBIX
[0JIb30BaTeNled He Mo3Hee yeM 3a 6 pabounx IHeH 10 Hadaa 3aceaHus.

IIpu obCyxXeHnr Ha 3acelaHUU MEeXXBEIOMCTBEHHOM KOMHCCHH HaI4usl W
OTCYTCTBHA Ae(eKTYpPBI WM PUCKA €€ BOSHUKHOBEHHUS B OTHOIIEHUM PaCCMATPHBAeMOTr'o
JIEKAPCTBEHHOTO MpernapaTa MOTYT y4acTBOBaTh CyOBEKTHI 0OpalleHUs IEKApCTBECHHBIX
Cpe/CTB NIPH HANpAaBIEHUU CBeAeHHI 00 5TOM He No3jfHee 4YeM 3a 3 pabovnMx AHS
0 Havasa 3aceaHus 1o dyekTponHoi noute defekturalp@minzdrav.gov.ru.

52. Pemenume 06 OT3bIBE paHee BBIIAHHOTO 3aKIIOYEHHMS M HUCKIIOYECHUH
JIEKapCTBEHHOTO Iperapara 13 MepevHs: IPUHAMAETCsl MEXBEJIOMCTBEHHOW KOMUCCHEH
He paHee 4eM dYepe3 6 MecsueB C JaThl NPUHATHA MEXBEJOMCTBEHHON KOMHCCHEH
peleHus o ieeKType MM pUCKe BOSHUKHOBEHMS N€(DEKTYPBI.

‘B cimydae ecnu mpemioxeHue o0 OT3BIBE paHee BBIAAHHOIO 3aKIIOYEHHA
¥ HCK/TIOYeHNH JIeKapCTBEHHOTO TIpernapara 13 epeyHs IOCTYIIHIO He OT 3asSBHTeIs, 10
NpEIOKEHNIO KOTOPOr0 OH OBUT BKIIOYEH B IIEpeYeHb, IaHHBIA 3asBHTENb
yBeJIOMJIIETCA O IOCTYIUIEHHH YKa3aHHOTO IIpeJIoXeHus (¢ MPHIOXECHHEM
K YBEJOMIEHHIO KOMMH MPEIJIONKEHHS W OOOCHOBHIBAIOIIMX MATEpHAJOB), JaTe €ro
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PacCMOTpPEHHUs MEKBEIOMCTBEHHOM KOMHCCHMEH M HpUINAIIAeTcs [Uisi Y4acTHs
B 3aceNaHUM MEXBEJOMCTBEHHOM KOMHCCHM TIO [JAaHHOMY BOIIPOCY HOCPEICTBOM
pasMemends uHdopMaluu Ha OQUIHATPHOM calite B MH(OPMalHOHHO-
TeJeKOMMYHHUKAIIMOHHOM ceTH «IHTepHeT» Ha IopTalie [0 BeJICHUIO rOCYAapCTBEHHOTO
peecTpa JIEKAapCTBEHHBIX CPEACTB B pasjene <« KypHam» Juisi aBTOPU30BaHHBIX
[I0JIB30BaTENICH.

PasMeriieHre CBeleHUH 00 HMCKIFOUEHUH JIEKAPCTBEHHOTO TIperapara 13 IepedHs
ocymecTpisercas MUHHMCTEPCTBOM Ha OGMIHANbHOM caliTe B HHPOPMAIKOHHO-
TeJIeKOMMYHHKAIIMOHHOH ceT «VIHTepHeT» Ha IopTajie 10 BeICHHUIO T0CYAapCTBECHHOIO
peecTpa JIEKAPCTBEHHBIX CPEACTB B pasjene «KypHam» Uil aBTOPH30BAHHBIX
[ONB30BaTeNIel B TeUeHHe IATH pabouyux JHEH cO OHA IIPHHATHS MeXBEIOMCTBEHHOM
KOMMCCHEH COOTBETCTBYIOILETO PELIECHUS.).

4. B nogmyskre 4 TyHKTa 6 CIOBa «B ClIydae, €CIM B HACTOAIIEE BpeMs
OTCYTCTBYET Je(UIHT MM PUCK BO3SHUKHOBEHHMS Je(UIIATa IeKapCTBEHHOIO NpenapaTa
B Poccuiickoii ®emepanum» 3aMEHUTh CIOBAMH «B CIIyYae, €CIH JIEKapCTBEHHBIN
IIpenapar He OTBeYaeT OTHOMY M 6ojiee OCHOBAaHHH, YKa3aHHBIX B ITYHKTE 3! macrosmiero
ITonoxeHus».

5. JlomonHATh TyHKTOM 6' M cHOCKamu «5'», «5%» u «5°» K HeMy ClelyroLero
COJIepKaHUA:

«6!. TIpu paccMOTpeHHH W OLIEHKE JOKyMEHTOB M CBEJCHHUH, YKa3aHHBIX
B noanyukre 1 myHkra 6 IlonosxeHus, MeXBEIOMCTBeHHas KOMHCCHA HUMEET NpPaBoO
HALPABIATh 3alpochl B MUHHCTEPCTBO TPOMBIIIIEHHOCTH M TOProBIM PocchicKoi
Oepepannn, DenepanbHyro ciyx6y Mo Hag3opy B cdepe 31paBOOXPaHEHHS,
defepanbHyl0 aHTHMOHOIOJNBHYIO CIyx0y, ®DeepaibHyl0 TaMOKECHHYIO ciyx0y,
denepanbHoe KaseHHOoe YyupexaeHwe «@enepanbHBIl IEHTP IUIAHMPOBaHWA U
OpraHu3aliiy = JIEKapCTBEHHOTO obecrieueHus rpaxzaan» MuHucTepcTBa
3paBooxpaHenus  Poccuiickoii ~ @enepanmy, — (enepanbHOe  rOCYyJapCTBEHHOE
GromKkeTHOe yupexneHue «HaydHbI LEHTp SKCIEPTH3Bl CPEACTB MEIULUHCKOTO
npuMeHeHus» MUHHCTepCTBa 30paBooxpaneHus Poceuiickoit Penepanu, benepasibHOE
rocylapCTBeHHOE Oro/KeTHOe yupexaeHue «LeHTp 5KCIepTH3bl ¥ KOHTPOIIS Ka41ecTBa
MeIUIIMHCKON MOMOIIM» MUHMCTepCTBa 3ApaBooxpaHeHus Poccuiickoi @enepanun 1
MHBIE TTOIBEIOMCTBEHHBIE MUHUCTEPCTBY OpPraHM3aliy, I TIONTyYeHHs HHpOpMaluH,
OTHECEHHOM K COOTBETCTBYIOIIEH  KOMIIETEHLMM  BBIIICYKa3aHHBIX  OPraHoOB
(oprauzanuit), B TOM YHCIIE: |

1) 06 06beMax BBOJA 3asABIEHHOTO JIeKapPCTBEHHOTO Npenapara B rPaxIaHCKuH
060pOT 3a MOC/IeIHHE TPU T0Ja, IPEUIECTBYIONINE JaTe PEACTABICHU IIPeI0KECHUS
00 ompefieNieHNd Ae(eKTyphl IEKapCTBEHHOTO Mperapara il PACKa €€ BOSHUKHOBCHU,

2) 06 06beMax TPOU3BOACTBA IEKAPCTBEHHOTO Iperapara 3a MoCIeAHKEe TPH roja,
TIpeIIeCTBYIOIME JaTe NPEeACTaBIeHHs NMPEIOKEH!s 00 ompe/eNeHIH nedeKTypsl
JIEKapCTBEHHOTO MIpenapaTa Ui prUCcKa ee BOSHUKHOBEHHS,




3) o HanMuMM OCTaTKa, 3amaca JIEKApCTBEHHOIO IIperiapara COTIAaCHO JaHHBIM
CHCTEMBl MOHMTOPHHIA JBIKEHUS JIEKapCTBEHHBIX MpEeNnapaToB I MEIUIMHCKOIO
IIPUMEHEHHS;

4) 0 HAIMYMK JIEKApPCTBEHHOTO Iperapara B IepeyHe KM3HEHHO HEOOXOIMMBIX
¥ BOXHEHITHX JIeKapCTBEHHBIX PENapaTos’!;

5) 0 KonmMYecTBe 3aperucTpupoBaHHbIX B Poccuiickoi Peneparniyu TeKapCTBEHHBIX
IpernapaToB, B TOM YHCIE OTEYeCTBEHHOIO NPOM3BOJICTBA, C MEXIYHAPOIHBIM
HENaTeHTOBaHHBIM HalIMEHOBaHUEM, aHaJIOTUYHBIM MEXIyHapOIHOMY
HENAaTEeHTOBAHHOMY HAWMEHOBaHMIO JIEKapCTBEHHOI'O IIpernapara, 3asBJIEHHOTO I
BKJIFOUCHHUS B IIepeyeHb;

6) 06 ocymectBieEnd MunzapaBoM PoccMM B OTHOLIEHHM JIEKAPCTBEHHBIX
IpENapaToB ¢ MeXyHapOJAHBIM HETaTEeHTOBAHHBIM HAaUMEHOBAaHHWEM, 3asBICHHBIM I
BKJIIOYEHHS B IIepeueHb, MNpoIenyp, HEOOXOAMMBIX B IelIX pErucTpaluy,
NOATBEPKIECHUST PETMCTPALINH, BHECEHUS H3MEHEHMHM B PErMCTPAlMOHHOE JOChe Ha
3aperHCTPUPOBAHHBIC JIEKapCTBEHHBIE IIpENaparthl, INPHUBEIEHHsS PErUCTPAllHOHHOIO
Jocke JIEKAPCTBEHHOIO TIperapara B COOTBETCTBUE C TPeOOBAHMAMM MEKIYHAPOIHBIX
JIOTOBOPOB ¥ aKTOB, COCTABIISIFOLIHUX 1paBo EBpa3uiicKoro 3KOHOMHYECKOTO COr03a;

7) 0 cpokax W JUIMTENBHOCTH IPOLENyp, HEOOXOJMMBIX B NENSIX PEerrCTpanuu
COOTBETCTBYIOIIEr0 JIEKAPCTBEHHOIO TIpernapara, B COOTBETCTBHU C TpeOOBaHUAMH
®enepanbroro 3axkona ot 12 ampens 2010 r. Ne 61-03 «O06 obpaliieHny JTeKapCTBEHHBIX
cpencTe»>? u pemenns Cosera EBpasuiickoil 5KOHOMUYECKOH KOMHCCHH OT 3 HOSAOps
2016 1. Ne 78 «O IlpaBuiax perucTpallid H 3KCIIEPTH3EI JIEKAPCTBCHHBIX CPEACTB IS
Me/IUIIIHCKOTO IPUMEHEHHS» "}

8) o moTpebHOCTM B o0eclieueHMM HAacelleHHs JIEKapCTBEHHBIM IpenapaToM
0 JaHHBIM (ellepalbHOr0 TOCYAapCTBEHHOro Oro[KeTHoro yupexjaenus «LleHTp
SKCIEPTH3bl M KOHTPONI KadecTBa MEAHLUHCKOM ImoMmomm» MuHuCTepCeTBa
3apaBooxpaHeHuss Poccuiickonn @enepallii ¥ CHCTEMbl MOHHUTOPHMHIA JBIKCHHA
JIEKApPCTBEHHBIX MpenaparoB Uil MEAWULMHCKOrO IPUMEHEHHS WU [0 JaHHBIM
¢enepanbHOr0 KaseHHOro yupexjeHud «®DelepanbHblii LEHTp IUIAHUPOBAHUA
¥  OpraHu3aldd  JIeKapCTBEHHOTo  ofeclieyeHMs  IpaxaaH»  MUHHCTepCTBa
3apaBooxpanenus Poccuiickoit Penepanun,

9) 0 NMPHOCTAHOBJIEHUH IPHMEHEHHs JIEKApCTBEHHOTO Ipelnapara, BBISBICHHBIX
HApYIIEHHAX TIPM OCYLIECTBIEHHH TOCYJapCTBEHHOIO KOHTpoNs (Hanasopa) B cdepe
oOpallleHHs JIeKapCTBEHHBIX CPEJCTB, B TOM YHCJIE IIPU IIPOU3BOJCTBE JIEKapCTBEHHOI'O
npemnapara, papMakoHaa30pe.»;

«>' Pacriopsixenne IlpasutenscrBa Poccuiickoit ®enmepaiuu ot 12 oxTa6ps
2019 r. Ne 2406-p (Cobpanue 3akononarensctBa Poccuiickoii ®enepaunm, 2019, Ne 42,
ctT. 5979; 2022, Ne 42, ct. 7205).

32 Cobpanue 3akoHomatTenscrBa Poceniickoit ®enepanum, 2010, Ne 16, cr. 1815;
2022, Ne 52, ct. 9349.




33 OpumuanbHsIi cauT EBpasuiickoro HDKOHOMUYECKOTO coro3a
http://www.eaeunion.org/, 21 HosiOps 2016 r. SIBnseTcs ob6sa3aTenbHEIM i1 Poccuiickoi
denepamun B cooTBeTcTBUM C JloroBopoM o EBpasuiickoM 3KOHOMHYECKOM COIO3€
or 29 mas 2014 r. (obunuanbHbeli caiiT EBpa3uiCKOM 3KOHOMHYECKON KOMHUCCHH
http://www.eurasiancommission.org/, 5 umossa 2014 r.), ¢ U3MEHEHUAMH, BHECEHHBIMU
morosopamu o npucoenuHennn PecrmyOnuxu Apmenms k Jlorosopy o EBpasuiickom
SKOHOMHMYECKOM coroze oT 29 mast 2014 roma (moamucan B r. Muucke 10 okTsOps
2014 r.) (Cobpanue 3axonoparenbcTBa Poccuiickoit @enepanun, 2015, Ne 8, cr. 1107),
o mpucoemuHennu Koipreisckoir Pecrybnukun kx  JloroBopy o  EBpasuiickom
HKOHOMHUYECKOM coto3e oT 29 mag 2014 roga (moamucan B r. Mockse 23 nexabps
2014 r.) (Cobpanue 3akoHoatenscTBa Poccuiickolt @eneparuu, 2015, Ne 38, cr. 5213),
nportokoiamu oT 8 Mast 2015 r. (Cobpanue 3akoHonarenscTBa Poccuiickoit Meneparivy,
2015, Ne 38, cr. 5214), or 8 mas 2015 r. (Cobpanue 3akoHOHATENbCTBA POCCUACKOM
®enepanuu, 2015, Ne 38, cr. 5215), ot 15 mapra 2018 r. (OpuumaneHblli UHTEPHET-
nmopran  IpaBoBod  umHpopManmm  (Www.pravo.gov.ru), 2019, 1 anmpens,
Ne 0001201904010002), ot 29 mas 2019 r. (opuuuansHbe calT EBpasuiickoro
SKOHOMHMYECKOTO coro3a http://www.eaeunion.org/, 31 mas 2019 r.), ot 29 mag 2019 r.
(Cobpanne 3akoHomarensctBa Poccuiickoit ®enepammu, 2022, Ne 23, cr. 3758),
or 1 oxrabps 2019 r. (OduuuaneHplii WHTEpPHET-NOPTal INPaBOBOM HMHQpOpMaIUH
(www.pravo.gov.ru), 2019, 30 mexabps, Ne 0001201912300052), ot 1 oxrsa6ps 2019 r.
(CoGpanne 3akonomarensctBa Poccuiickoit ®enepanuu, 2021, Ne 38, cr. 6613),
ot 1 oxta6ps 2019 r. (Cobpanue 3akoHonarenscta Poccuiickoit Penepaunu, 2021,
Ne 38, ct. 6612), ot 5 aBrycra 2021 r. (CobGpanune 3akoHOHaTenbcTBa PoccHiicKoi
®enepanun, 2022, Ne 46, cr. 7846), ot 24 mapta 2022 r. (odMUMANBHBIA CaAWT
EBpa3sHiicKOro 3KOHOMHYECKOTO Coro3a http://www.eaeunion.org/, 24 mapra 2022 r.),
patuduuupoBansbpiM DejlepanbHbIM 3aKOHOM OT 3 okTsa6pa 2014 1. Ne 279-03
«O patudukanun Jorosopa o EppasuiickoM skoHOMHYeckoM corose» (CobOpanue
3akoHoAaTenscTBa Poceniickoit @eneparun, 2014, No 40, cr. 5310) (JloroBop BCTynui B
cuny miis Poccuiickoit @eneparuu 1 ssHBaps 2015 r.).».

6. IMogmynkt 2 myskra 10 MOMONHUTH CIIOBAMH «H TIOBECTKOM HE II0O3[HEE
yeM 3a 6 pabounx AHEH 10 Havyajga O4epeHOIO 3acelaHusD».

7. B myHKTe 11 cIOBO «JIeCATH» 3aMEHUTH CIIOBOM «JIBaLIaTH.

8. B mynkre 14 cnoBa «moxmyHkToM 10 nyHKTa 4» 3aMEHHTH CIIOBaMH
«mroamyHkToM 10 mynkTa 3'».

9. JlonoHUTH MYHKTOM 16 creayromero couepxaHus:

«16. Opranu3alliOHHO-TEXHUYECKOE obecneueHue JeATeTEHOCTH
MEXBEJIOMCTBEHHOM KOMHCCHH oOecrieynBaeTcss MUHUCTEPCTBOM. ».

10. JIoIOIHUTH MPHIIOKEHUEM CIIEAYIOIIETO CONEPIKAHMS:
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«IIpunoxxenue K [Tonoxenuro
0 MEKBEIOMCTBEHHOM KOMMCCHU
10 ompejieNieHnto AeeKTypsl WIH PUCKa
BO3HUKHOBEHUS nedeKTypsl
JICKapCTBEHHBIX IIperaparoB B  CBI3U
C BBEJCHHMEM B OTHOIIEHHH Poccuiickou
®epepauuu OrpaHUYMUTENBHBIX  MEp
SKOHOMMYECKOTO XapaKTepa

PexomeHnmyemblit 06pazery

B MEXBEIOMCTBCHHYIO KOMMCCHIO
o0 ompeaeneHNio JeeKTypsl MM pUCKa
BO3HHMKHOBEHHsS  JeEKTyphl  JIEKAPCTBEHHBIX

MpenapaToB B CBSI3U C BBEIECHUEM B OTHOIICHHU
Poccutickoit @enepauyy OrpaHUYHTEIBHBIX MEp
HKOHOMHYECKOTO XapaKrepa

Ilpennoxenue
00 onpeneneHuy AeeKTYpHI WK PECKa BOSHUKHOBEHMS Ae(eKTyphl IEKAPCTBEHHOTO Ipenapara

Ne Haumenoranue CeeneHus, MpeCTaB/IIeMble
B OTHOLICHUH
1 IIpennaraemoe neficTaue O peleHAs MeXBEJOMCTBEHHON KOMHCCHER
0 nedeKType U PUCKe €€ BOSHUKHOBEHHS
JeheKTyph
O peuieHue 06 OT3BIBE paHee BEITAHHOIO
3aKIII0YEHUs O IeeKType UIIH PUCKE €€
BO3HHKHOBCHHS W HCKJIIOYEHHS H3 IIEpEYUHA
2 MesxayHapoHOE HENATEHTOBAHHOE
HaMMEHOBaHHUE
3 JlekapcTBeHHas popMma
4 Jlo3upoBka
5 Tloka3aHus MO NPUMEHEHMIO TEKAPCTBEHHOTO
npernapara B COOTBETCTBUH ¢ HHCTPYKLIUMEN
TIO TIPUMEHEHHUIO
6 HanmMeHoBaHHe IPOM3BOAMTENS, aNpec MECTa
NPOU3BOJCTBA (BCE CTAUH IPOU3BO/ICTBA)
(ec)Ti IPHUMEHUMO)
7 3asBuTens
I[Mpencrasurens 3asButens (haMunus, Hms,
8 OT4ECTBO (NPH HATUIHM)




U €0 KOHTAKTHEBIC IlaHHBIe)

CeenieHus O NPUYMHAX, (paKTax U
0BCTOATENBCTBAX, CO3AAONINX Je(EeKTYpY UK
yrpo3y BO3HHKHOBEHHS AedeKTypsl (b0
OTCYTCTBHUE Ie(eKTYpbI), YKa3aHHBIX B ITyHKTe 3!
HacTosero [1onoXxeHns ¢ IpUIOKEHNEM
MOATBEP>KAAIOMIUX JOKYMEHTOB

10

Mepbl, npe/yiaraeMple s yCTpaHEHHS]
nedeKTYphI W PUCKa €€ BOZHUKHOBEHHS
B OTHOLICHHUH 3asBJICHHOTO JTIEKapCTBEHHOIO
ripenapara v rpadyk UX peaau3auyun

11

ITnanupyemsle 00beMBbl U MIpeioIaraeMas ara
NpOU3BOJCTBA (BBO3A)

12

CaeneHUs 0 3aperuCTpUPOBaHHOM NMpeAenbHOR
OTILyCKHO# 1ieHe (PO3HUYHOH LieHe)
JIEKapPCTBEHHOTO TNipernapata (eci IIPUMEHHMO)

13

HHbie JOKYMEHTHI M CBEIEHUS, 0O0CHOBBIBAOILE
nedexTypy WM PUCK ee BO3HUKHOBEHHS (JINOO
€€ OTCYTCTBHE)

14

IInanupyeMsle AelcTBUS (€C/IH IPUMEHHUMO)

14.1

IInanupyercs noaaya 3asBICHHs Ha PETUCTPALHIO
JIEKapCTBEHHOTO IpenapaTa B COOTBETCTBHM
¢ nocranosnenueM [Ipasurenscrea Poccuiickoi
®enepanuu ot 5 anpens 2022 r. Ne 593
«O6 ocobeHHOCTAX 0OpaleHHs JIEKAPCTBEHHBIX
CpeICTB A MEAULMHCKOTO NPUMEHEHHUS B
ciyvae nedeKTyphl WIIH PUCKA BOSHUKHOBEHUS
IeeKTypbl JIeKapCTBEHHBIX NIPENapaToB B CBA3H
C BBeJICHHEM B OTHOILeHNH Poccuiickon
dezepalii OrpaHUYUTENBHBIX MEDP
SKOHOMHYecKoro xapakrepa» (CobpaHue
3akoHoAareNnbcTBa Poccuiickoit @enepanyuy,
2022, Ne 16, ct. 2657; Ne 47, ct. 8219) (nanee —
noctanoBsieHue Ne 593)

14.2

ITnanupyercs BHECEHUE UBMEHEHH B
PETMCTPALIMOHHOE JIOChE Ha 3apeTHCTPUPOBAHHBIH
JieKapCTBEHHbIH MpenapaT B COOTBETCTBHHM
¢ mocranosienreM IpasurensctBa Poccuiickoi
®enepanun ot 23 Mapta 2022 1. Ne 440
«O06 yTBep:KIeHUH 0COOEHHOCTEH BHECEHHS
HU3MeHEHH B JOKYMEHTBI, COfepKalluecs B
PETHCTPALIMOHHOM JOChE Ha
3aperucTPHPOBAHHBIN JEKapCTBEHHBIM Mpenapar
JUIS METUIIMHCKOTO IIPUMEHEHHU!, B CITy4ae
nedeKTypbl WIH PUCKAa BOSHUKHOBEHHS
JedexTypsbl JIEKapCTBEHHBIX NPENApaTOB B CBA3M
C BBeIcHHEM B OTHOIEHUH Poccuiickoit

depepauuy OrpaHUYHUTENBHBIX MEP




9KOHOMHMYECKOro xapakrepa» (CobpaHue
3akoHozarenscTBa Poccuiickoit Menepaup,
2022, Ne 13, ct. 2101; Ne 47, cT. 8219)

143

ITnanupyercs BHECEHUE U3MEHEHUI
B IOKYMEHTBI, COZepKalfuecs
B PErHCTPALMOHHOM JIOCHE Ha BIJIIOUEHHYIO
B rOCYapCTBEHHBIH peecTp JIEKapCTBEHHBIX
cpencts hapMaleBTHUECKYIO CyOCTaHIUIO,
MPOU3BENICHHYIO JUIS peaH3alyH,
B COOTBETCTBHM € ITOCTaHOBJIeHHEM Ne 593

14.4

TInanupyercs nmojaya 3asBJICHAI O BO3MOKHOCTH
obpamenus B Poccuiickoit @enepanmu cepun
(mapTHM) JIEKapCTBEHHOTO NIpenapara B yIaKoBKE,
npeaHa3HaueHHOH 1714 oOpallieHus Ha
TEPPUTOPUH HHOCTPAHHBIX T'OCYJapCTB,

B COOTBETCTBHH C NocTaHOBNEeHHeM Ne 593

14.5

[Tnanupyercs moaaua 3asBlIeHUs O BO3MOXKHOCTH
BBIIAYH pa3pelleHHs Ha BpeMeHHOe 00palleHre
cepuu (MApTHHI) HE3aPErUCTPUPOBAHHOIO
B Poccuiickoii Denepaliyy 1€KapCTBEHHOIO
ripenapara, B COOTBETCTBUH C MOCTAHOBJICHUEM
Ne 593

[apanTUPYIO JOCTOBEPHOCTD M IMOJHOTY HH(POPMALIUH, COAepKAIEHC B PEIIOKEHUH

I[aTa nogavuu npeajioKeHus

Ioanwck, nevyaTh (NpY HATTUYIHK)

».




