IMPABUTEJIBCTBO POCCHUVMCKON ®EJIEPALIMA

ITOCTAHOBJIEHUE
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MOCKBA

O BHeceHMH M3MeHeHHUI B nocranosaenne [lpaBurenscrBa
Poccuiickoii ®eaepanun ot 31 oxkTsiopsa 2020 r. Ne 1771

ITpaButenbcTBO Poccutickon denepaiui MmO CTAHOBJA S € T ¢

1. YTBepauth npujaaracMbie U3MEHCHMS, KOTOpBIC BHOCSTCS
B mnocraHoBiieHue [lpaButenbctBa Poccuiickoii ®denepammu ot 31 OKTSAOps
2020r. Ne 1771 "OOG yTBEepXKIECHUU OCOOCHHOCTEH TOCYJapCTBEHHOTO
peryIupoBaHus NpeeIbHBIX OTIYCKHBIX 1ICH MIPOU3BOIUTENICH
Ha JICKQpCTBEHHBIE Mpenaparbl, BKJIOUYCHHBIE B MEPEYEHb IKUZHCHHO
HEOOXOJTUMBIX M BaXXHEWIIHUX JICKAPCTBEHHBIX IMPEMapaToB, U BHECCHHUH
U3MEHEHUN B oTAeibHble akThl [IpaBurtennctBa Poccuiickoin Peneparun”
(Cobpanue 3axkoHomatenbcTBa Poccutickoit @eneparuu, 2020, Ne 45, ct. 7124;
2022, Ne 13, cT. 2105).

2. YCTaHOBUTb, YTO peaau3alus IOJIHOMOYUN, NPEAYyCMOTPEHHBIX
HACTOSIIIIUM TMOCTAaHOBJICHUEM, OCYIIECTBIISICTCS B IMpelesiaX YCTaHOBJICHHOMN
[IpaButenbctBOM  Poccuiickont ~ @enepauuv  OPEACIbHOM  YHUCICHHOCTH
paboTHukoB denepanbHOM CIYyX)ObI MO HAJI30py B cdepe 3apaBOOXpaHEHUS,
a Takke  OMJ/DKETHBIX  ACCUTHOBaHHMM,  mpeaycMoTpeHHbIX — Ciyxoe
B (QenepasbHOM OOJDKETe Ha PYKOBOJACTBO M ympaBieHue B cdepe
YCTAHOBJICHHBIX ()YHKITUH.

3. Hacrosiiee noctaHoBieHue BeTymmaeT B cuiny ¢ 1 centsops 2024 r.
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HpeHCeHaTeHB HpaBI/ITeHBCTBa 2E(;FQQCE530464286636FSBA6A3D867E
AenctButeneHd ¢ 07.03.2023 no 30.05.2024

POCCHﬁCKOﬁ q)eﬂepaHHH Baaaenel: MpaBuTeAbcTBO POCCUIACKON M.MI/IH_IYCTI/IH

Depepaunu




YTBEPXIEHDbI

nocraHoBsieHueM IIpaBuTenbcTBa
Poccuiickon ®enepanunu
oT 3 mast 2024 r. Ne 568

U3IMEHEHMUA,

KOTOpbIe BHOCATCH B ocTaHoBJaeHue [IpaBurenbcTBa
Poccuiickoii ®eaepanum ot 31 oxkrsiops 2020 r. Ne 1771

1. JJonoJHUTE MyHKTOM 3 CIEAYIOUIErO COAEPKaHUSA:

"3. OcOOCHHOCTH,  yTBEPXKIACHHBIE  HACTOSAIIUM  TOCTAHOBJICHUEM,
nercTByrOT 10 1 centsops 2030 r.".

2. B 0COOEHHOCTSAX TOCYJapCTBEHHOTO pETyJUPOBaHUS MPEIeIbHBIX
OTIYCKHBIX LIEH IPOU3BOJUTEINEH Ha JIEKAPCTBEHHBIE IIPENapaThl, BKIIOUECHHbBIE
B IIEPEUYCHb IKU3HCHHO HEOOXOJMMBIX M BAXKHEWUINUX JIEKAPCTBEHHBIX
MPENnapaToB, YTBEPKIACHHBIX YKa3aHHBIM IOCTAHOBJIEHUEM:

a) ab3ar; BTOpPOM IyHKTAa 2 JOTMOJHUTH MPEIJIOKEHHEM CIEAYIOIIETO
conepxkanus: "3aximroueHue o aedekrype (pucke ee BOSHUKHOBEHHS) JICUCTBYET
B T€UCHHE 3 MECAIIEB CO JHA €ro nNoanucanus.";

0) MyHKT 3 U3JI0KUTH B CIEAYIOMICH peaKIINN:

"3.Ilpu OTCYTCTBUM CBEJEHUH O TOTPEOHOCTH B JIEKAPCTBEHHOM
npenapare Ha Hanmuuue AedeKTyphl (PUCKOB €€ BO3HUKHOBEHHS) MOXKET
YKa3bIBaThb CHUXEHUE WHAEKCA OTKJIOHEHUS IMOCTYIUIEHUS JIEKAPCTBEHHOTO
npenapara B rpaxaanckuii 00opot B Poccuiickoit @enepanuu (Uyyy,) MeHEe dem
Ha MUHYC 10 IPOIIEHTOB, PACCUUTAHHOTO IO (POopMYyIIE:

Wy = (O + Oupan) / 2,5 - 04/2) 1 (0, / 2) x 100%,

rJe:

O, - KOJMYECTBO JIEKAPCTBEHHBIX (OPM JIEKAPCTBEHHBIX MPEMapaToB,
OTHECEHHBIX K OJTHOMY MEKTyHAPOTHOMY HEMAaTEeHTOBAHHOMY
(MM XUMHUYECKOMY, WU TPYNIUPOBOYHOMY) HAUMEHOBAHUIO U HMMEIOIINX
OJIMHAKOBBIM TMyTh BBEJACHUS (PKBUBAJICHTHBIC JIEKAPCTBEHHBIC (DOPMBI
U JIO3UPOBKH), BBEJECHHBIX B TpakIaHCKUl 000poT B Poccuiickoit denepamnmu
3a 24 Mecsna, NPeANIeCTBYIOMIMNX MeCsIy (GOpMHUPOBaHUS 3aKIIOUCHHUS,;



Oppan - KOJMYECTBO JIEKAPCTBEHHBIX (DOpPM JIeKapCTBEHHBIX MPENapaTros,
OTHECEHHBIX K OJIHOMY MEXyHAPOJIHOMY HEMAaTEHTOBAHHOMY
(WM XUMHYECKOMY, WM TPYNIUPOBOYHOMY) HAMMEHOBAHHUIO U HMMEIOLIUX
OJINHAKOBBIM IMyTh BBEJCHUS (PKBUBAJICHTHBIC JIEKAPCTBEHHbIE (DOPMBI
U JIO3UPOBKH), KOTOpOE€ IUIAHUPYETCS BBECTH B TpaXIaHCKUH 000poT
B Poccuiickoit ®enepannu B nocieayromme 6 MecsieB, COrJacHO CBEIAECHUSAM,
IPEACTABICHHBIM B COOTBETCTBUHU C IIYHKTOM 4 HACTOSIIETO JOKYMEHTA.

B cayuae eciam  Bce  JIEKApCTBEHHBIE IPENApPAThl, OTHECEHHBIE
K OJIHOMY MEXIYHAapOJHOMY HEMAaTEeHTOBAHHOMY (MM XUMHUYECKOMY, WIH
IPpyNIUPOBOYHOMY) HAUMEHOBAHUIO U MMEIOLIUE OJMHAKOBBIA MYyTh BBEICHMUS
(PKBUBAJIGHTHBIE JIEKAPCTBEHHBIE (DOPMBI U JO3UPOBKHU), UMEIOT OJMHAKOBOE
o0111ee KOJIUYECTBO JIEKAPCTBEHHBIX (POPM BO BTOPUUYHON (IMOTPEOUTETHCKOM)
YIAKOBKE, JIOMYCKAEeTCs OCYWECTBIATh pacyeT mnokazarened Op U Oppay
B OTPEOUTEIBCKUX YITAKOBKAX.

B ciiyyae ecnu Ha OCHOBaHMM CBEJIEHUN O IJIAHUPYEMOM OObEME BBOJIA
JIEKApCTBEHHOIO TIpernapara B rpaxaaHckuii 00opoT B Poccuiickoii deaeparum,
OPEAYCMOTPEHHBIX  mpuwiokeHneM Ne2 K  HacroslleMy  JIOKYMEHTY,
HE MPEJINoJIaraeTcs yBeIndeH!e TUIaHUPYEeMOTro 00beMa BBOJAA B I'PAXKIAHCKHIA
obopor B Poccuiickoit ®enepanmum B mocieayronme 12 MecsIes,
OpyU  YCTAHOBIIEHMM  3alpallliBa€éMOW  MPENEIbHOM  OTHYCKHOW  ILIEHBI
OPOU3BOJUTENSL B OTHOLIEHUH TAKOI'O JIEKAPCTBEHHOTO Ipenapara HE MOKET
OBITh YCTAaHOBJIEHO HalM4ue AePEeKTyphbl (PUCKOB €€ BO3HUKHOBEHHS) B CBS3U
¢ ieHoobpazoBaHuem.";

B) JIOTIOJHHUTH ITYHKTOM 3! CIIe/IyIOIIEro coiepKanusi:

"31, Ha wHamuume gedekTypbl (PHCKOB €€ BO3HHUKHOBEHHS) MOXKET
yKa3blBaTh CHIKEHUE HMHJEKCAa OOecredeHusi MOTPEOHOCTH B JIEKAPCTBEHHOM
npenapare B Poccuiickoii ®epepauun  (Myorpes) MEHEE 4YEM Ha MHHYC
5 MPOILIEHTOB, PACCUUTAHHOTO 10 hopMyJIE:

I/Inorpe6 = ((OrmaH + Oq) + On) /3 - OHOTpe6) / Onorpe6 X 100%,

rae:

Oy - KOJMYECTBO JICKAPCTBEHHBIX (DOPM JIEKAPCTBEHHBIX IIPENaparos,
OTHECEHHBIX K OJHOMY MEXIYHapOJIHOMY HENAaTEHTOBAaHHOMY
(WM XUMHUYECKOMY, WM TPYNIUPOBOYHOMY) HAUMEHOBAHUIO U HMMEIOIIHNX
OJINHAKOBBIM IMYTh BBEJACHUS (PKBUBAJICHTHBIC JIEKAPCTBEHHBIE (DOPMBI
U JIO3UPOBKH), BBEJECHHBIX B IpakJIaHCKUil 000poT B Poccuiickoit denepanmu
3a 6 MecsIIeB, MPEAMIECTBYIOMUX MecsAy GOPMUPOBAHUS 3aKITIOUEHUS;



Onopes - TomoBas  moTpeOHocTh B Poccuiickoni  ®enepanuu
B JICKAPCTBEHHBIX IIpernaparax, OTHECEHHBIX K OJIHOMY MEXIYHapOJIHOMY
HEMATEHTOBAaHHOMY (nnm XUMHUYECKOMY, 150105 IPYIIHUPOBOYHOMY)

HAaUMEHOBAaHUIO M HMEIONIMX OJMHAKOBBIM IyTh BBEICHHS (SKBUBAJIECHTHBIC
JeKapCTBEHHbIE (QOPMBI W  JIO3UPOBKM), BBIpAXKEHHAsT B  KOJUYECTBE
JIEKapCTBEHHBIX (POPM.

B ciywae eciu Bce JIeKapCTBEHHBbIE IIpemaparhl, OTHECEHHbIE
K OJIHOMY MEXIYHAapOJHOMY HEMAaTEeHTOBAHHOMY (MM XUMHUYECKOMY, WIH
IPpyNIUPOBOYHOMY) HAUMEHOBAHUIO U MMEIOLIUE OJMHAKOBBIA MYyTh BBEICHMUS
(PKBUBAJIGHTHBIE JIEKAPCTBEHHBIE (DOPMBI U JO3UPOBKHU), UMEIOT OJMHAKOBOE
o0111ee KOJIUYECTBO JIEKAPCTBEHHBIX (POPM BO BTOPUUYHON (IMOTPEOUTETHCKOM)
YIIAKOBKE, [JOITyCKAaeTCAd OCYIIECTBIATh pacueT mnokasarened Opgm, Oy, Op
1 Opgrpes B IOTPEOUTENBCKUX YIAKOBKAX.

B ciywae ecnum KOJIMYECTBO JIEKAPCTBEHHBIX (POPM JIeKapCTBEHHBIX
[pernapaTroB, OTHECEHHBIX K OJHOMY MEXIYHApPOJHOMY HENAaTEHTOBAaHHOMY
(WM XUMHYECKOMY, WM TPYNIUPOBOYHOMY) HAMMEHOBAHHUIO U HMMEIOLIUX
OJINHAKOBBIM IMyTh BBEJCHUS (PKBUBAJICHTHBIC JIEKAPCTBEHHbIE (DOPMBI
U JIO3UPOBKH), KOTOpOE€ IUIAHUPYETCS BBECTH B TpaXIaHCKUH 000poT
B Poccuiickoit @exepanuu Mpu TEKYIIMX 3aperUCTPUPOBAHHBIX MPEAETIbHBIX
OTIYCKHBIX I1I€HaXx B Tocheayronme 12 MecsleB, COriacHO CBEICHMSIM,
NPE/ICTaBIICHHBIM B COOTBETCTBUU C NYHKTOM 4 HACTOSIIErO JOKYMEHTa,
npeBbIACT Oporpes, CHUXKEHUE Mpgrpes HA MUHYC 5 IPOLIEHTOB HE YKa3bIBAET
Ha Hanu4yue AedeKTypsl (PUCKOB €€ BOZHUKHOBEHUS).";

T') B IyHKTE 4:

B a0zalle ueTrBepTOM cioBa "u MuHUCTEpPCTBA MPOMBIIIEHHOCTH
u Toprosiu Poccuiickoit @enepanuu'’ UCKIIOUNUTD;

JOTIOJTHUTH ab3allaMu CJIEAYIOIIEro COAep>KaHUs:

"Cpok, yka3zaHHbI B a03alle MSATOM HACTOSIIETO MyHKTa, MOXET OBITh
npojyieH Ha 3 paboyux JHS TpU TOCTYIUIGHMM OT 3asBUTENS, YKA3aHHOIO
B IYHKTE 5 HACTOSIIEr0 JIOKYMEHTa, 3asBJICHHS O €ro MpOJUICHUH
¢ o0ocHOBaHMEM MPUYMHBL. B cilyyae mocTyrjieHus: OT 3asgBUTENs 3asBJICHUS
O MPOJUIEHUH CPOKa C 00OCHOBAHUEM MPUUYMHBI TAKOTO MPOJIJICHUSI OOIINIA CPOK
paccmoTpeHust nokymeHToB denepanbHoil cinyx00il Mo Haa3opy B cdepe
3J[paBOOXpAHEHUs] MPUOCTAHABIMBAETCS 1O JHS TOCTYIUICHUS OT 3asgBUTEIS
3anpaniMBaeMblX CBeACHUN W WHGpOpMaIMU. 3asBICHHE O MPOJJICHUU CPOKa
HaAIpaBJIsIETCsl 3asBUTEJIEM IOCPEICTBOM DJIEKTPOHHOM TOYTHI Ha aJipec,
yKazaHHbld B 3ampoce DenepasibHOM CIOyKObl MO Haa30py B cdepe
3JIpaBOOXpaHEHUs, IPEIYCMOTPEHHOM a03alleM MEePBbIM HACTOSIIIETO MYHKTA.



B cimywae ecnu gepxaTenb WM BIAJENELl  PETUCTPALMOHHOIO
yIOCTOBEPEHHS (YIOJIHOMOUYEHHOE UM JIMII0) HE MPEJICTABUII B YCTAaHOBJICHHBIM
CpPOK CBEJEHHUS, yKa3aHHble B ab3alle BTOPOM HACTOSINEro IYHKTAa,
u npu orcyrctBuu |y DenepanbHoil chaykObl MO Haa3opy B cdepe
3IpaBOOXPAHEHUs JAHHBIX O BBEJCHUM COOTBETCTBYIOILIETO JIEKAPCTBEHHOTO
npenapara B rpakJIaHCKui 00OpOT B TeueHue 24 mecsues, NpelIecCTBYONUX
Mecsly (OopMUPOBaHMS 3aKIIOYEHHS, 3aKIOYEHUE TOTOBUTCA 0e€3 yuera
YKa3aHHBIX CBEJICHU.

B cimywae ecnu gepxaTenb WM BIAJENELl  PETUCTPALMOHHOIO
yAOCTOBEpEeHHUsT (YIMOJIHOMOYEHHOE UM JIMI0) HE TMPEJICTaBUI CBEICHUS
0 TIUTaHUpyeMOM oOBbeMe BBOJIa B TpaxkaaHCkuii o00opoT B Poccuiickoii
@denepanvd  JIGKQpCTBEHHBIX IpemnapaTtoB 1o (opMe B  COOTBETCTBHUH
¢ mpuioxkeHueM Ne 2 K HacTOSILIEMY JIOKYMEHTY B YCTAaHOBJICHHBIE CPOKH,
npu  (GOPMHUPOBAHUU 3aKIIOUYEHUS YUHUTHIBAIOTCS CPEJAHEr0J0BbIE CBEICHUS
JiepKaTesss WM Biajeliblla PETUCTPAIMOHHOIO YJIOCTOBEpPEHHs 00 o0beme
BBOJIa B TpaxaaHckuil o0opoT B Poccuiickoit denepannu jaekapCTBEHHBIX
IpernaparoB B TeueHue 24 MecsieB, IPealeCTBYIOMUX MecsIy (HOpPMUPOBAHUS
3aKJIFOYeHUs.";

1) TyYHKT 5 mociie ciioBa "3asBUTENS" JOMOJHUTH CJIOBaMH '"yKa3aHHOE
3aKJII0YEHHE, a TaKKe MPU He0OX0aAUMOCTH";

€) MyHKT 7 JOMOJHUTH MPEAJIOKEHUEM CIEAYIOIIEr0 COJEPKAHMUS:
"JasBUTENh YBENOMJIISIETCS O TNEPEHANpPABICHUH JOKYMEHTOB M CBEJIECHUU
B ®DenepalibHyl0 AaHTHUMOHOMNOJIBHYIO CIIy’KOy TMOCPEICTBOM pa3MeIlleHUs
COOTBETCTBYIOIIIEH MH(OpPMAIMU B JIMYHOM KaOWHETE 3asBUTEINA C YKa3aHHEM
JaThl TAKOTO MEpEHANpPABICHU. " ;

) B IyHKTE &:

B ab3ame 1nepBoM cloBa ''C  OJHOBPEMEHHBIM  YBEIOMJICHHUEM
MunucrepcrBa 3apaBooxpaHeHuss Poccuiickont dDepepanuym 0 pasMElICHUU

n

Takol wWHOOpPMAIMK COOTBETCTBYIOIIMM IIMCBMOM B ajpec MUHHCTEPCTBA
3apaBooxpaHeHus Poccuiickoit @enepannn'’ MCKIIOUNTD;

B abzame TpeTheM cioBa "20 pabouux JgHEH" 3aMEHUTH CJIOBaMH
"12 paGouux mHEH";

3) MyHKT 9:

JIONIOJIHUTh ~ CJIOBaMH "', CBEIEHUA O KOTOPOM  pa3MENIarTCA
MuHucTepcTBOM  3apaBooxpaHeHuss Poccuiickorn ®Pexepand B JIMYHOM
KaOMHeTE 3assBUTEIN "

JIOTIOJIHUTH a03aliaMu CJIEAYIOIIETO COACPIKaHMS:



"B ciyyae moCTyIuleHUSI JOKYMEHTOB, YKa3aHHbIX B NyHKTax 6 u 7
HACTOSIIIIETO JOKYMEHTa, B OTHOLIEHHH 5 u Oosee 3asBuTenel u (WiM)
B oTHouieHMHu 10 u OoJiee 3asBICHHBIX K TMEPEPEruCTPallUU TPEAETIbHbBIX
OTIYCKHBIX II€H, CPOK MPOBEJIECHUS SKOHOMUYECKOIO aHain3a MOXET OBITh
npojyieH Ha 7 pabouux aHeil. [Ipu 3ToM 001mIniA CpoK pacCMOTPEHUs YKa3aHHbIX
nokymeHToB deniepanbHO aHTUMOHOTIONBHOM CITYO0U MPUOCTAHABIMBAETCSI.

denepasbHas AHTUMOHOITOJIbHAS ciyxba  1pu IPOBEAEHUN
HKOHOMHUYECKOTO aHaJlM3a KCIOJb3YET UCTOYHUKU MHGOPMAIIMH, COAEpKAIIIe
LEHbI Ha JIEKAPCTBEHHbIE MPENAPATHl B UTHOCTPAHHBIX IOCYAapCTBAX, YKa3aHHBIX
B npuioxkeHun Ne 2 K METOJMKE, M COOTBETCTBYIOIIME TPEeOOBAHMSIM,
YCTaHOBJIEHHBIM TOCTaHOBIeHUEM I[lpaBurensctBa Poccuiickont ®exnepanuu
or 29 oxtabps 2010 r. Ne 865 "O rocygapcTBEHHOM peryjJupoOBaHUM IIEH
Ha JIEKapCTBEHHbIC Ipemnaparbl, BKIIYEHHbIE B IEPEYEHb IKUZHEHHO
HEOOXOIMMBIX M BOKHEUIIINX JIEKAPCTBEHHBIX MpenapaToB'.";

u) B myHkre 10:

a03all MepBBINA JIOMIOJTHUTH CJIOBAMHU "B DJIEKTPOHHOM BHjIE";

B abzame TpeTheM cioBa "20 pabouux JgHEH" 3aMEHUTH CJIOBaMH
"17 pabouux mHEH";

K) JIOTIOJIHUTH MyHKTOM 14! ciieayroniero coaepkaHus:

"14!. B cnayyae ycTpaHeHHs YKa3aHHBIX B moamyHkrax "a" u "0"
nyHKTa 14 Hacrosmiero JOKyMEHTa IPUYMH OTKa3a B EPEPErucTpalnuu
OpEAEIbHOM OTIHYCKHOW I€Hbl B TEYEHUE CpOKa JECUCTBUS 3aKIKOYEHUS
3asiBUTEIb HMMEET TMpaBo OOpaTUThCA B MUHHUCTEPCTBO 3APaBOOXPAHEHUS
Poccuiickonn ®denepanuu ¢ 3adBICHUEM O MEPEPETUCTPALMU MPEACIbHON
OTIYCKHOM IIEHBI HA JIEKAPCTBEHHBIN Mpenapar B COOTBETCTBUU C HACTOSAIIUM
JIOKYMEHTOM.";

J) MyHKT 15 U310KUTh B CAEAYIONIEH peaaKiiuu:

"15. denepanbHas aHTUMOHOTOJbHAS CITYK0a B T€YEHUE CPOKA JIEHCTBUS
OpuKa3za O NEPEPETUCTPALMM LE€Hbl MIPOBOJUT SKOHOMHUYECKHI aHaIu3
NEPEPETUCTPUPOBAHHBIX B COOTBETCTBHUM C HACTOAIIUM JOKYMEHTOM LIEH
Ha JIEKAPCTBEHHbIE TMpenapaTel ¢ y4eToM HWHMopManuu 00 ypOBHE
MUHHUMAaJbHBIX OTIYCKHBIX LEH B HMHOCTPAaHHBIX TI'OCYJApCTBaX, YyKa3aHHBIX
B npuiokeHuu Ne 2 Kk MEeTO/IuKe.

denepanbHas ~ aHTUMOHOIIOJNBHAs ~ cly>)k0a  HE  MO3/[HEE  YeM
3a 30 KajeHAapHBIX JHEW 0 UCTEYEHHUs CpOKa AECHCTBHUS NPEAYCMOTPEHHOTO
HACTOSIIIMM IYHKTOM IIpUKa3a O NEPEPErHCTPALMU LIEHbl HAa JIEKAPCTBEHHBIM
npenapar yBEIOMISIET 3adABUTENSA O IPOBEICHUM SKOHOMHYECKOIO aHalIu3a



NEPEPETUCTPUPOBAHHBIX B COOTBETCTBHUM C HACTOAIIUM JOKYMEHTOM LIEH
Ha JIEKAapCTBEHHBIE IpenapaThl.";

M) ab3ar] d4eTBEepThIH MmyHKTa 16 1ociae cinoB "(PKBHUBAJICHTHBIC
JIEKapCTBEHHbIE (OPMBI M JIO3UPOBKH)," [OTOJHUTH CJIOBAMH '"WJIM TaKue
JEKapCTBEHHbIE  NIpenapaTrbl APYTrMX IPOU3BOAUTENEN HE  BBOAWIKHCH
B rpaxkaaHckuii o6opoT B Poccuiickoit denepanun B TeueHue 24 MecCsIIEB,
NPEALIECTBYIOIINUX MPOBEACHUIO YJKOHOMUYECKOTO aHAJIN3a, PETYCMOTPEHHOIO
HACTOSIIIIUM ITYHKTOM,";

H) B ITyHKTe 18:

cioBa ", BHOCUT COOTBETCTBYIOIIME JAHHBIE B TOCYJAPCTBEHHBI PEECTP
M pa3MeniaeT B JIMYHOM KaOMHETe 3asBUTENs BBIIMCKY W3 IpHUKa3a
0 NEPEPETUCTPALIMU LIEHBI" 3aMEHUTH CJIOBAMHU "M BHOCHUT COOTBETCTBYIOIIHE
JAHHBIE B FOCY/IapCTBEHHBIN peecTp';

JIOTIOJTHUTH a03a1eM CIIeAYIOIIEro COAepKaHuUs:

"IIpuka3zpl MuHucTepcTBa 37paBooxpaHeHus Poccuiickoit deaepaunu
0 MEPEPETUCTPALIUN LIEHBI, IPEYCMOTPEHHBIE HACTOSIIIIUM ITYHKTOM, BCTYHAlOT
B CUJTy IO HICTEYEHUU OJHOTO MecAlla C 1aThl UX U3IaHUS.";

0) yHKTHI 19 1 20 U3JI0KUTH B CICAYIOIIEH peIaKIu:

"19. IlpenenbHass OTIYCKHAas 1I€HAa Ha JIEKApCTBEHHBIA IMpenapar,
NEepEPETUCTPUPOBaHHAsE B cooTBeTcTBUM ¢ myHKToM 30  IlpaBun
rOCyJJapCTBEHHOM PErucTpaluuy M IMEePEeperucTpaldd NPEeAEsIbHBIX OTITYCKHBIX
LEH IIPOU3BOJIUTEIICH HA JIEKAPCTBEHHBIE IIPENApaThl, BKIOUECHHBIE B IIEPEUYECHb
KU3HEHHO HEOOXOIUMBIX M BaXHEWUIIUX JICKAPCTBEHHBIX IPENapaTos,
YTBEPKICHHBIX MocTaHoBlIeHUEM [IpaButenscrBa Poccuiickoii ®Pepepanuu
or 29 oktabps 2010 r. Ne 865 "O rocygapcTBEHHOM pEryJIMpPOBAaHUU II€H
Ha JIEKapCTBEHHbIC Ipemnaparbl, BKIIYEHHbIE B IEPEYEHb IKUZHEHHO
HEOOXOJUMBIX W BaXKHEHIIMX JIEKAPCTBEHHBIX IMpenaparoB'’, MOXET ObITh
NEPEPETUCTPUPOBAHA B COOTBETCTBUM C HACTOSIIIUM JOKYMEHTOM B 3TOM
K€ KAJICHIAPHOM TOJy.

20. ®enepanpHas AaHTUMOHOINOJIbHAS CIIy’)K0a TNPUHUMAET peUICHUE
00 OTMEHE COIVIACOBAHMS TEPEPETUCTPAIMN MPEAETbHON OTIMYCKHON IEHBI
B CJIy4yae, €CJIM IOCJE BCTYIUIEHUS B CHJIy IPUKA3a O NEPEPETHCTPALMU LIEHBI
YCTaHOBJIEHO:

a) npejcTaBieHue 3asButTeneM B DenepalibHYl0 aHTUMOHOIOJIbHYIO
CIIy’0y HEIOCTOBEPHBIX CBEJICHUH, MOBJIUSBIIMX HA PE3yJbTaT MPUHSITOrO
pelIeHnsT O COIJIACOBAHUM IMEPEPETUCTPAIMU TPEAEIBHON OTIIYCKHOM IE€HBI
Ha JIEKapCTBEHHBIN mpenapar, U (WIu) HENpeJCTaBIIEHUE CBEJACHHM, KOTOpHIE
MOTJIH MOBJIUSITh HA PE3YJIBTAT TAKOTO PEIICHUS;



0) HEBBITIOJIHEHHE  3asBUTEJIEM  IJJaHUpyeMoro  o0bema  BBOJA
JIEKapCTBEHHOI'O Mpemnapara (3a HCKIOYEHHEM KoJeOaHHUsl BaJIOTHBIX KYpCOB,
(bopc-MaKOpHBIX ~ OOCTOSITEIBCTB, BO3HUKIIUX Yy TOCTaBIIUKOB  CHIPbS
U MaTepuajoB) B TpaxkJIaHCKUM 00opoT B Poccuiickoit denepaiuu, ¢ y4eToMm
KOTOpOro  OblIa  MepeperucTpupoBaHa  MpeleibHas  OTHYCKHAas  IIeHa
B COOTBETCTBMM C HACTOSUIUM JOKYMEHTOM, IIPUBEAIIEE K MOBTOPHOMY
BO3HUKHOBEHUIO  Je(dEeKTyppl B  paMKaX  OJHOTO  MEXIYHapOJHOIO
HENAaTEHTOBAaHHOTO HAWMEHOBAaHUA M JIEKAPCTBEHHOW (OpPMBbI, B TEUYECHHE
12 mecsiieB nociie nepeperucTpalu npeaeabHON OTHYCKHOM 1IEHBL.";

n) npunoxkenne Nel K  yKa3aHHBIM  OCOOEHHOCTSIM  H3JIOKHUTh
B CIEAYIOUIEH PEAaKIINU:



"TTPUJIOXKEHUE Ne 1
K 0COOEHHOCTSIM TOCYIapCTBEHHOTO
pEryJINpOBaHMS IPEACIBHBIX OTIYCKHBIX LIEH
MIPOU3BOIUTEIICH HA JIEKAPCTBEHHbBIE
IpenapaThl, BKIIFOUCHHBIE B IEPEUCHB
KU3HEHHO HEOOXOIMMBIX M BAXKHEHIIIHX
JIEKAPCTBEHHBIX MPENapaTOB
(B peaakuuu MOCTAHOBJICHUS

[IpaBurenbcTBa Poccuiickon denepaunu
ot 3 mas 2024 r. No 568)

(popma)

(3anonusiercst PenepanbHO ciry)00H 110 Haf30py B cdepe 3ApaBOOXpaHEHHS)

CBEAEHUA
0 JIEKAapPCTBEHHBIX Mpenaparax, NOCTYNMBIIKNX B IPa:kIaHCKuil 000poT B Poccuiickoit dexepannu

MexnyHapoaHoe HaumenoBanue Toprosoe JlexapcTBeHHas KonnyecTBo ynakoBoK, MOCTYNHMBIIUX B IpakJaHCKHI 000poT
HEMAaTEHTOBAHHOE MIPOU3BOIUTENS, HOMEp | HaumMeHoBaHWE | (opma, 1o3upoBKa, | B Poccuiickoit @eneparuu 3a 24 Mecana, MpeanecTBYOINX
(MM XMMHYECKOe, ITU PETUCTPALIMOHHOTO (opMma BbIITyCKa JlaTe Hayasla IpoBeIeHUs] MOHUTOPUHTA Ae(PEeKTypEI
ITPYyIIHPOBOYHOE) YAOCTOBEpPEHUs 1 - 6 mpenecTBYOIUX 7 - 24 npeauecTBYOIIMNX
HauMEHOBAHUE MecCsLEB MeciAna
Hroro
Hcnonuurens
(ROMXKHOCTB) (moamnucs) (pacumdpoBKa MoIHCH)
[ara coctaBienus fokymenrta " " 20 "

b




p) CHOCKY B TpmiokeHHH Ne 3 K yKa3aHHBIM OCOOCHHOCTSIM H3JIOKUTh
B CJICAYIOLIEH pEeIaKIINU:

"* Uudopmariisi 0 BO3MOXXHOCTH 3aMEHBI JIEKAPCTBEHHOTO Iperapara
MIPEACTABIIACTCS HAa OCHOBAHWUM CBEICHMM, COJEpXKAIIUMXCS B IIEpeUYHE
B3aMMO3aMEHSEMBIX  JIEKAPCTBEHHBIX  MpPENaparoB Uil  MEIHUIMHCKOTO
NPUMCHEHHsSI, Pa3MCIICHHOM B COOTBETCTBMHM ¢ YacTbio 8 crathu 27!
@enepanpHoro  3akoHa  "OO  oOpamieHHMH — JICKapCTBEHHBIX  CPEACTB"
Ha o¢uuuankHOM caiTe MuHHCTEepcTBa 3/ApaBooxpaHeHus Poccuiickoit
®enepauru B UH(OPMAIIMOHHO-TEIEKOMMYHUKAaIMOHHON cetu "MHTepHer",
IIPU 3TOM YKa3bIBAIOTCS BCE JIEKAPCTBEHHBbIE (POPMBI M JO3UPOBKH B PAMKAX
PErUCTPaMOHHOTO YIAOCTOBEPEHUS JIEKapCTBEHHOTO Ipernapara
UL MEOUIMHCKOIO TNpPUMEHEHUs U (WIM) B paMKax MEXIyHapOJIHOTO
HEIMAaTEHTOBAHHOTO (WJIM XMMHUYECKOT0, WJIM TPYIIUPOBOYHOI0) HAUMEHOBaHUS
JIEKapCTBEHHOTO rpernapara JUTS MEIUIMHCKOTO IIPUMEHEHUS.
B ciydae OTCYyTCTBHSI CBEIEHMH O JIEKAPCTBEHHOM IIpenapare B YKa3aHHOM
nepeyHe HHPOpMAIUsI O BOZMOXKHOCTH 3aMEHBI IIPEICTaBIsIeTCS Ha OCHOBAHUU
CBEJICHMM, TOJYYEHHBIX OT  TJIABHBIX  BHEIITAaTHBIX  CHEHHUAINCTOB
MunucrepcTBa 3npaBooxpanenns Poccuiickoit denepanyn.”.




