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U3MEHEHUA,
KOTOPbIE BHOCATCS B AKTbl MPABUTEJIbCTBA POCCUACKON
OEAQEPALNU

1. B nocranoBnenuu [IpaButensctBa Poccuiickoit @enepanuu ot 23 mapra 2022 r. N
440 "OO6 yTBepxk/IeHUH 0OCOOCHHOCTEN BHECEHUS N3MEHEHHH B IOKYMEHTHI, CO/IepIKaIluecs B
PETUCTPAIMOHHOM JOChE€ Ha 3apErHCTPUPOBAHHBIM JIEKAPCTBEHHBIM Ipenapar s
MEIULUHCKOTO TMPUMEHEHUs, B ciaydae JeeKTypbl UM PUCKAa BOZHUKHOBEHHUS J1E(EKTYpHI
JIEKapCTBEHHBIX IIPEMApaTOB B CBA3M C BBEICHMEM B OTHoIIeHHH Poccuiickoin denepaunn
OTPAaHUYHUTENBHBIX MeEp OJKOHOMHYEeCKOTo xapaktepa' (CoOpaHue 3aKOHOJATEIHCTBA
Poccuiickoit ®enepanuu, 2022, N 13, ct. 2101):

a) B myHkTe 2 cioBa "o 1 suBaps 2023 1." 3amMenutsh coBamu "no 31 nexabps 2023 r.";

0) B OCOOCHHOCTSIX BHECEHUS HW3MEHEHWHW B JOKYMEHTBI, COJACpIKalluecs B
PETUCTPAllMOHHOM JOCb€ Ha 3aperMCTPUPOBAaHHBIM  JIEKApCTBEHHBIM Ipernapar Juisd
MEIULMHCKOTO MPUMEHEHUS, B ciaydae NepeKTyphl UM PUCKAa BOSHUKHOBEHHUS NE(PEKTYpHI
JIEKapCTBEHHBIX IIPEINApaTOB B CBS3M C BBEACHUEM B OTHOWEHUHM Poccuiickoit deneparuu



OIrpaHUYUTCIBbHBIX MCp 9KOHOMHYECKOI'O XapakTepa, YTBEPKACHHBIX YKa3aHHbIM
IIOCTaHOBJICHUEM:

n

ab3a1; BTOpOH IMyHKTa 7 JOIMOJIHUTH CJIOBaMHU ", a TaKXe IPOBEIECHUE SKCIEPTU3BI
KauecTBa JIEKAPCTBEHHBIX IIPENapaToB B MECTE€ IMPOM3BOACTBA TAaKOIO JEKApCTBEHHOI'O
IpenapaTa ¢ BO3MOXHOCTBIO HCII0JIb30BaHUsl 000pyA0BaHUs IPOU3BOAUTENA"

nyHKT 10 gononaHuTh ciioBamu ", 1 B 00beMe, yCTaHABIMBAEMOM KOMHCCHUEH 3KCIIEPTOB
HKCHEPTHOTO YUYPEXKIEHHs B COOTBETCTBUU cO craTheil 16 dDenepanbHoro 3akona "OO
oOpallleHuH JIEKApCTBEHHBIX CPEACTB" C y4eTOM BHJA (XapaKTepa) BHOCUMBIX U3MEHEHUN U
JICKapCTBEHHOT O Tpernapara’.

2. B nocranoBnenuu [IpaBurensctBa Poccuiickoit @enepanuu ot S anpens 2022 r. N
593 "O6 ocobeHHOCTSIX OOpalleHus JIEKaPCTBEHHBIX CPECTB ISl MEAUIIMHCKOTO IIPUMEHEHUS
B cllydae JeeKTypbl WM PHCKa BO3HUKHOBEHUS NE(PEKTYPHI JIEKAPCTBEHHBIX MPENapaToB B
CBA3M C BBeleHHEM B oTHowmeHun Poccuiickoir ®enepanuu OTrpaHUYUTENBHBIX MEP
skoHoMuYeckoro xapakrepa" (Cobpanue 3axkoHonarensctBa Poccuiickoit @eneparuu, 2022,
N 16, ct. 2657):

a) B MyHKTe 2 cioBa "1nabopaTOPHOM SKCHEepPTU3bl" 3aMEHUTH CIOBAMH 'DKCHEPTU3BI
KauecTBa JIGKApCTBEHHOTO cpe/icTRa';

n

0) OyHKT 3 JONOJHMUTH CJIOBaMM ", 3a HUCKIIOUYEHHEM ITyHKTa 65 ocoOeHHocTel
oOpallleHus JIEKAPCTBEHHBIX CPEJCTB Ui MEIUIMHCKOIO IPUMEHEHUS B cilydae Je(eKTypbl
WIA PUCKA BOSHUKHOBEHHS JE€(DEKTYphI JIEKAPCTBEHHBIX MPETapaToOB B CBSI3U C BBEJACHUEM B
oTHomeHun Poccuiickoit denepanv OrPaHUYUTEIIBHBIX MEP YKOHOMHYECKOIO XapakTepa,
YTBEPKICHHBIX HACTOSIIIUM [TOCTAaHOBJIEHUEM, KOTOPBIN AeiicTByeT 10 1 ¢eBpans 2024 r.";

B) B 0COOEHHOCTAX OOpalleHHs JIEKAPCTBEHHBIX CPEICTB Il MEIULUHCKOIO
MIPUMEHEHUS B ciayyae AePEeKTyphbl WIM pPUCKAa BOSHUKHOBEHMS AEPEKTYpHl JIEKAPCTBEHHBIX
IIPENapaToB B CBA3M C BBEIEHUEM B OoTHoLIeHUU Poccuiickoil denepanny orpaHUuIUTEIbHBIX
Mep SKOHOMHUYECKOIO XapaKTepa, yTBEPKACHHBIX YKa3aHHBIM IIOCTAaHOBIICHUEM:

B ITyHKTE 4!

B NOAMYHKTE "T":

nocjie cjaoB "3aKIIOYEHHs] O COOTBETCTBUU IPOU3BOJIUTEINS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSIM TIPaBUJI HAJJIEKAIIEH MPOU3BOJCTBEHHONW MPAKTUKHU'" JTOMOJHUTH CIOBaMH ",
BBIJJaHHOTO MUHUCTEPCTBOM MPOMBIIIIEHHOCTH U TOoproein Poccuiickoit @enepanuu,";

cioBa "BblgaHHble MEUHHCTEPCTBOM IPOMBINUIEHHOCTH W TOproeiu Poccuiickon
@enepauyu" 3aMEHUTH CIOBaMM 'BBIIAHHOTO YIIOJHOMOYEHHBIM OpPIaHOM roCyJapcTBa -
wieHa EBpa3uiickoro 5KOHOMMUYECKOT0 COr03a";

B noAnyHkTe "y" clIoBO "3akitoueHue" 3aMEHUTh CIOBaMU "'CBEJEHUS O 3aKJIIOUEHUH";

JIOTIOJTHUTD MOJITYHKTOM """ CIIEIYIOLIEro CONepKaHUS:

")) nHCbMEHHOE TOATBEPXKACHUE 3asBUTENS, YTO PEruCcTpalus JEKapCTBEHHOTO
IpernapaTa He HapyllaeT MpaB TPEThUX JIUI] Ha HHTEIJIEKTYyaJIbHYI0 COOCTBEHHOCTb.";

MYHKT 5 AOMOJIHUTE ab3alieM CIeIyIOIero CoAepKaHus:

"OTHeCceHHe JEKapCTBEHHOTO MpernapaTa K OpuruHaabHOMY (pedepeHTHOMY) s Teei
MIPOBE/ICHUS MCCIIEJOBAaHUN OMOIKBHUBAJICHTHOCTH WJIM TEPANeBTMUECKOW SKBHUBAJICHTHOCTU
BOCIIPOM3BEJIEHHOIO0 JIEKAPCTBEHHOI'O Ipenapara OCYILIECTBISAETCS B COOTBETCTBHM C

pemenrem Coera EBpasuiickoii skoHOMu4eckoil komuccuu ot 3 HoA0ps 2016 . N 85 "O06



yTBep)kaeHun [lpaBun mpoBeneHus HCCIeAOBaHUNM OWOAKBHUBAJICHTHOCTH JIEKAapPCTBEHHBIX
MpenaparoB B pamkax EBpa3uiickoro 3xoHoMU4ecKoro coros3a".";

a03a11bl BTOPOM M TPETHH IMyHKTa 6 U3JIOKHUTH B CICIYIONIEH PeIaKIuu:

"JlomyckaeTcsl MPOBEIEHNE UCCIIeIOBAaHUN OMOIKBUBAICHTHOCTH B YCJIOBHSIX in Vitro B
COOTBeTCTBUM ¢ npwioxkeHueM N 4 x IlpaBunam 1npoBeaeHUs HCCIEeIOBaHUI
OMOAPKBUBAJIIEHTHOCTH JIEKAPCTBEHHBIX MPETapaToB B paMKax EBpa3uiickoro 3KOHOMHYECKOTO
coro3a, yTBepxaeHHbIM pemieHueMm CoBera EBpa3uiickoll S5KOHOMHUYECKOM KOMHUCCHUU OT 3
HosiOpst 2016 1. N 85 "OO yrBepxkaenuu IlpaBun mpoBeneHHS HCCICAOBAHUI
OMOPKBHBAJICHTHOCTH JIEKAPCTBEHHBIX MPENapaToB B paMkax EBpa3uiickoro 5KOHOMHYECKOTO
coro3a", ¢ IPEICTaBICHUEM B COCTaBE PETUCTPALIMOHHOTO JOChE B TOM UHUCIE CIEAYIOIIUX
JIOKYMEHTOB:

MMCbMEHHOE O00OCHOBAaHUE II€JECO00Pa3HOCTH BBHIOOpa OuOBEHBEpa B KauecTBE
MOJITBEPXK/ICHUS] OMOIKBUBAJICHTHOCTH peepeHTHOMY JIEKapCTBEHHOMY TIpenapary;';

B IIyHKTE &:

a03a1] epBblil TOMOJIHUTH CI0BaMU "B COOTBETCTBUU ¢ perienneM Coera EBpasuiickoit
SKOHOMMYECKOI kKoMuccuu oT 3 Hos0ps 2016 r. N 89 "O6 yrBepxkaenuu [IpaBun nposeneHus
WCCIIEIOBAaHNM OMOIOTHYECKHUX JIEKAPCTBEHHBIX CpeACTB EBpasuiickoro SKOHOMHYECKOTO
coroza';

a03a1] BTOPO U3II0KUTH B CIECIYIOIIEH PeIaKIINU:

"JlomyckaeTcsi ~ MOpeICTaBlieHWEe B pa3felie  KIMHUYECKOW  JOKyMEHTAIluH,
MPETyCMOTPEHHON MOAMYHKTOM "T" TMyHKTa 4 HACTOSINEro JOKYMEHTa, HEMOJHBIX
KJIMHUYECKUX JIaHHBIX C HX IMOCJIEAYIOIIUM IMPEACTAaBIEHUEM B IOCTPETUCTPALOHHOM
MepHUOJIe B COOTBETCTBUHU C MYHKTOM 10 HacTosmux ocoOeHHOCTE. ";

JIOTIOJTHUTD a03aleM CIIEYIOIIEro COIepIKaHus:

"OTHeceHue JeKapCTBEHHOT O Npernapara K OpUruHajaIbHOMY (pedepeHTHOMY) /1S Lienen
MIPOBE/ICHUS] KJIMHUYECKUX HCCIEI0BaHUNM OHMOAaHAJIOrMYHOTO JIEKapCTBEHHOIO Ipernapara
OCYILIECTBISIETCS B COOTBETCTBUM ¢ pemeHneM CoBera EBpa3uiickodl 3KOHOMHUYECKOH
komuccuu ot 3 HostOps 2016 r. N 89 "O6 yrBepkaenuu [IpaBun npoBeneHus ucciae10BaHUN
OMOJIOrMYECKHX JIEKApCTBEHHBIX CpeJCTB EBpa3uiickoro sSkoHOMHUYECKOro corosa'.";

nyHKT 13 mociie cioB "BBISIBIIEHUS HEIOCTOBEPHOCTH'" JTOMOJHUTH CIOBaMH "W (WIJIN)
HETIOJIHOTHI";

ab63a1 NAThINA MyHKTA 17 U3MI0KUTH B CIENYIOMIEN pelaKIIuU:

"B ciayuae HEBO3MOXHOCTH IPOBEAECHUSA OKCIEPTU3bl KauyecTBa JIEKAPCTBEHHOIO
CpeZACTBa B 3KCIIEPTHOM YUPEKACHUU (B TOM YHCIIE MO IPUYMHE OTCYTCTBUS 000PYIOBaHUS U
(MIM) KOMIUIEKTYIOIIMX K HEMY, pacXoJHBIX MaTepuaioB, 00pasloB (apMaleBTHYECKON
CyOCTaHIIMM, TECT-IITAMMOB MHKPOOPTaHU3MOB, KyJIbTYpbhl KJIETOK, OOpa3loB BEIIECTB,
MPUMEHSIEMBIX JJI KOHTPOJISl KauecTBa JIEKAPCTBEHHOT'O CPEJCTBA MyTEM CPAaBHEHHUS C HUMU
UCCIIETyeMOIr0  JIEKAPCTBEHHOTO  CpEJICTBA, B  KOJMYECTBAaX, HEOOXOMUMBIX  JUIS
BOCIIPOU3BE/ICHUSI METOJIOB KOHTpPOJS KayecTBa) JOMYyCKaeTcs MpPOBEACHHE SKCIEePTU3bI
KauecTBa JICKAPCTBEHHBIX CPEICTB C HCIOJIb30BAaHUEM CPEJICTB  JIUCTAHIIMOHHOTO
B3aUMOJICHCTBHS, B TOM YHUCIIE MOCPEACTBOM ayIuO- WINM BUACOCBSI3H, MOPSAOK M (POPMEI
KOTOpPOT'O OIPENEISIIOTCS IKCHEPTHOM OpraHu3aluedl IO COIJIaCOBAaHUIO C 3asBUTEIEM
(YIIOJIHOMOUYEHHBIM UM FOPUIMYECKUM JIMIIOM), a TAK)XKE MPOBEACHUE SKCIIEPTU3bl KauecTBa



JIEKapCTBEHHOI'O Tperapara B MeCTe NMPOM3BOJACTBA TAKOTO JIEKAPCTBEHHOTO Ipemnapara C
BO3MO>XHOCTBIO UCIIOJIb30BaHUsI 000pYy10BaHUS IPOU3BOAUTENS.";

noAnyHKT "a" myHkTa 19 U37105KUTh B CIEAYIONIEH pelaKIun:

"a) HenpeICTaBIEHHWE 3asBUTEIEM JIOKYMEHTOB M  CBEICHMM, 3alpOIICHHBIX
MunuctepcTBoM 31paBooxpanenust Poccuiickoit denepanny B COOTBETCTBUM € IIYHKTOM 13
HACTOSIIETO JOKYMEHTa;";

MYHKT 25 TOMOJHUTH a03aleM CIEeIYIONIEro COAePKaHus:

"Kaxxmass ymakoBka cepud (HapTUM) HE3apETHCTPUPOBAHHOIO  JIEKAPCTBEHHOTO
npemnaparta, BBe3eHHOTo B Poccuiickyio denepaiinio Ha OCHOBaHUH pa3pelIeHHs] Ha BpeMEHHOE
oOpallleHue, COIMPOBOXKAAETCS TMEPEeBEICHHON Ha pPYCCKUM S3bIK  HMHCTPYKIMEH 10
MEIUIIMHCKOMY MPUMEHEHUIO JIEKApCTBEHHOTO Ipernapara, 0J00peHHON YIMOIHOMOYEHHBIM
OpraHOM CTPaHBI-IIPOU3BOIUTEIS 1 (UITK) CTPaHBI BIaA€IblIa (IepKaTelis) peTUCTPAIMOHHOTO
YI0CTOBEpPEHUS JICKAPCTBEHHOTO Ipenapara.';

B nmyHkTe 31 cnoBa ", crareit 52(1) u 67" 3amenuTh cnoBamu "u crarbu 52(1)";

JTOTOJHUTH MyHKTOM 31(1) crneayromero coaep kaHusi:

"31(1). [IpousBoaUTEIM JTEKAPCTBEHHBIX CPEACTB HAHOCST HA MEPBUYHYIO YIIAKOBKY (B
OTHOIICHUU JIEKAPCTBEHHBIX IPENaparoB, AJI1 KOTOPbIX HE MPEeAyCMOTpeHa BTOpUYHAsS
yIaKoBKa) M BTOPUYHYIO (HMOTPEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHBIX IpPENapaToB
CpeacTBa UACHTU(UKAIIMY B BUJIE IBYXMEPHOTO IITPUXOBOTO KOJA.

CBenenus, cofepikaniiecs B CPEACTBE WACHTU(DUKAIINH, HAHOCITCS METOAAMHU NEYaTH
Ha YINAaKOBKY JIEKapCTBEHHOIO IIpernapara WM [e4yaTH Ha MaTepuajbHbIl HOCUTEIb
(3THUKETKY), HE IOMYCKAIOIMMU OTAEJIEHUS CPEeICTBA UICHTU(UKALINY U (UJTN) MaTepUaTbHBIX
HOCHUTENIEH, CcoAepX allluX CpeIcTBa HWACHTU(PUKAIUK, OT YIAKOBKU JIEKApPCTBEHHOTO
npenapata 6e3 noBpexaeHuil. B cimyuae BBo3a B Poccuiickyro @eneparinio npu mpou3BOJCTBE
BHe Tepputopuu Poccuiickoil @enepannu (3a UCKIIOUYEHUEM JIEKApPCTBEHHBIX MPENapaTos,
BBO3UMBIX M3 TOCYJapCTB - 4JIeHOB EBpa3HiicKOro 5»KOHOMHYECKOTO COK03a) MapTHH
JIEKapCTBEHHOI'O TIpenapara JOIyCKAaeTCs HAaHECEHHWE JIBYXMEpPHOIO LITPUXOBOIO KoJa
METOIOM I€4YaTH Ha MaTepUalbHbI HOCUTENb (ITHKETKY), He JOMYCKAIOUIUM OTIENCHHS
MaTepUaIbHOTO HOCUTENS (ITUKETKH), COJIEPIKAIIETO CPEACTBO UACHTU(UKAITUH, OT YITAaKOBKH
JIEKapCTBEHHOTO Npenapara 0e3 MOBpeXIeHUH, C MOCIeTy0INM HaHECEHUEM MaTepHaJIbHOTO
HOCHUTENS (STUKETKM) Ha BTOPHYHBIE (NMOTPEOUTETHCKUE) YIMAKOBKH JIEKAPCTBEHHOI'O
npernaparta (B ciiy4ae UX OTCYTCTBUS - IEPBUUHBIE YIIAKOBKH JIEKAPCTBEHHOTO Mpernapara) Ha
TaMOKEHHOM CKJIaJie, aJpec KOTOPOro yKa3aH B KAauecTBE aJpeca MECTa OCYIIECTBICHHS
NeSITeIbHOCTH B JIMLUEH3UM Ha  (apMaleBTHUYECKYI0 JIeSITE€IbHOCTh  OpraHU3aLUH,
OCYIIECTBIISIOLIEN ONTOBYIO TOPrOBIIO JIEKAPCTBEHHBIMU CPEJICTBAMM.

Buecenne uHpopMmanuum O JI€KapcTBEHHBIX IIpernaparax M 000 BceX Olepanusx,
MIPOM3BOJIUMBIX C JIEKApPCTBEHHBIMHM TIperaparaMy, B CHCTEMY MOHUTOPUHIA JIBUXKEHUS
JIEKapCTBEHHBIX MPENapaToB OCYLIECTBISAETCA B COOTBETCTBHM C [lomokeHneM o cucrteme
MOHHUTOPHUHIa JABM)KEHUS JIEKaPCTBEHHBIX IPENapaToB ISl MEIULHUHCKOIO MPUMEHEHUS,
YTBEpPKACHHBIM MocTaHoBieHUueM [IpaButenscTBa Poccuiickoit @eneparuu ot 14 nexadps
2018 r. N 1556 "OG6 ytBepxkaecHuu I[lonmoxkeHHs O CHCTEeME MOHUTOPHHTA JIBHXKEHUS
JIEKapCTBEHHBIX NIPENapaToB JJIsl MEAULIMHCKOIO NpUMeHeHus".";

B IIyHKTE 34 cnoBa "u MapKUpOBKE'" HCKIIIOUNTH;

MYHKT 35 MOMONHUTH a03aleM CIEeIYIONIEro CoAepKaHus:



"Kaxxnass ynakoBka cepuu (MapTUHM) JIEKQpCTBEHHOTO Ipenapara, BBE3€HHOTO B
Poccuiickyto ®denepannio Ha OCHOBaHUH 3aKJIIOUEHHUs, COIPOBOXKIAETCS MEepeBEICHHONW Ha
PYCCKHI SI3bIK MHCTPYKIMEH MO0 MEIUIMHCKOMY IMPUMEHEHHUIO JIEKApCTBEHHOTO Iperapara,
0JI00pPEHHON YIOJIHOMOYEHHBIM OPTraHOM CTPAHBI-IIPOU3BOAMUTENA U (MIJIM) CTPAHbI BlIaeiblia
(meprkaresns) perucTpallMOHHOrO YAOCTOBEPEHUS JIEKApCTBEHHOT 0 Ipenapara.”;

B mnoanyHkre "B" mnyHkta 36 ciioBa 'paspelieHuss Ha BpPEMEHHOE OOpalleHue
JIEKapCTBEHHOTO TIperaparta npu aedexrype' 3aMeHUTh CIIOBOM "3akitoueHus";

MYHKT 42 U3J105KUTh B CIEAYIOIIEH pelaKIin:

"42. B cinyuyae BBO3a B Poccuiickyro deaepanuio mpy MNpou3BOJCTBE BHE TEPPUTOPUU
Poccuiickoit ®enepanuu (3a HCKIIOYEHHEM JIEKApPCTBEHHBIX IPENapaToB, BBO3UMBIX W3
roCy/apcTB - 4JI€HOB EBpa3uiicKOro SKOHOMHYECKOTO COI03a) MapTUU JIEKapCTBEHHOTO
IpenapaTa B YNaKOBKe, IIpeHa3HAYEHHON JJIsl 0OpalleHHs] B MHOCTPAHHBIX T'OCYJapCTBaX,
IIPOU3BOJUTENN JIEKAPCTBEHHBIX CPEACTB HAHOCAT Ha YKa3aHHYIO YIIAKOBKY CpEICTBa
UICHTH(UKAIIUN B COOTBETCTBHH ¢ TyHKTOM 31(1) Hacrosmiero mokymenra. ",

B myHKTe 51 cinoBa "1 nexaOps 2022 r." 3amenuts cnoBamu "1 nexadps 2023 r.";

B moAnyHKTe "B" myHKTa 52 cioBa "MpPaKTUKU WM KOMUS cepTU(UKATA COOTBETCTBUS
MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB JII MEAUIMHCKOTO MPUMEHEHUs TpeOOBaHUSIM
MpaBWJI HaJJIeXkallel MPOU3BOACTBEHHON MpakTUKu EBpa3uiickoro 3KOHOMHYECKOT0 CO03a,
BBIAHHBIX MMHHCTEPCTBOM MPOMBIIIIEHHOCTH W ToproBiu Poccuiickoit ®denepannn”
3aMEHUTH CJIOBAMH '"TIPaKTHKH, BBIJAHHOTO MUHUCTEPCTBOM MPOMBINIJIEHHOCTH ¥ TOPTOBIH
Poccuiickoit ®enepauuu wuaum  Konus  cepTUdUKaTa COOTBETCTBUSI  MPOM3BOAMTENS
JIEKapCTBEHHBIX CPEACTB JJIsI MEAMIIMHCKOTO TPUMEHEHUS TPEOOBAHUSIM TIPABUIT HAJISKAIIEH
MPOU3BOACTBEHHON TMpPaKkTUKH EBpPa3sMHCKOr0 SKOHOMHYECKOTO COK03a, BBIIAHHOTO
YIOJHOMOYEHHBIM OPIaHOM rocyapcTBa - wieHa EBpa3nuiickoro 3KoHOMHU4eCKoro cor3a'.



