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UN3MEHEHMUA,

KOTOpbIe BHOCATCA B aKkThI IIpaButenscrBa Poccuiickoit @enepanun

1. B IlomoxxeHnn O cHCTEME MOHHUTOPHHIA JIBUJKEHHS JIEKApPCTBEHHBIX
[penapaToB JJisi MEAULIMHCKOTO MPUMEHEHHUs], YTBEPKIEHHOM ITOCTaHOBJIEHUEM
[IpaBurensctBa Poccuiickoii ®enepauuu ot 14 nexadps 2018 . Ne 1556
"O6 yrBepxaeHun [lonmokeHWs O CHUCTEME MOHHTOPUHTA JIBWKEHUS
JIEKapCTBEHHBIX IMpenapaTtoB g MeauuuHckoro npumenenus" (CoOpaHue
3akoHoAaTenbcTBa Poccuiickoit @enepanuu, 2018, No 53, ct. 8641; 2023, Ne 14,
CT. 2436; 2025, Ne 17, c1. 2168):

a) NyHKT 18 TOMONMHUTE NOAMYHKTOM "H'" CIIEIYIOIIETO COACPKAHUS:

"H) rocy1apcTBEHHass ~ MH(QOpPMAllMOHHAs  CUCTEMa  MOHMTOpPHHIa
3a 000pOTOM TOBApOB, MOJIEKAIIUX O0S3aTEIbHON MapKUPOBKE CPEICTBAMU
uaeHTupuKanuu.";

0) mpunoxkenue Nel k  ykazanHomy [loJOXeHMIO  JTOMOJHHUTH
nyHktamu 12 u 13 crenyroniero coaepxaHus:

"12. 13 cuctemMbl MOHHUTOPHMHIa B MEJSIX MOATBEPKICHUS CTpPaHbI
MIPOUCXO0XKJICHUS JIEKapCTBEHHOT O npenapara B COOTBETCTBUU
¢ nocranoBinenueM IIpaButenbctBa Poccuiickoit @enepanuu ot 23 ceHTIOps
2025 1. Ne 1462 "OG ytBepxaeHuu [IpaBui 10OGpPOBOIBLHOTO MPEIOCTABICHUS
B TOCYJapCTBEHHYI0 MH(DOPMAIMOHHYIO CHCTEMY MOHUTOpPHHTA 32 000pOTOM
TOBapOB, 100001 81 (7 01110 00s3aTeNbHON MapKHUPOBKE cpeacTBamMu
uaeHTupukanuy, uHPOpMAIMK, ee o0paboTKM M TNPUMEHEHUS B MENsIX
MOATBEPKIAEHUSI CTPAaHbl IPOUCXOXKJIEHUS JIEKAapCTBEHHBIX IpEenapaToB JUIs
MEAWIIMHCKOTO TMPUMEHEHUS, MOJJIeKAUMX O00sS3aTelbHOH  MapKUPOBKE
cpeacTBamMu uACHTU(UKAIMK" B TOCYJapCTBEHHYIO HH(POPMALMOHHYIO CHCTEMY
MOHHUTOPHUHIA 32 00OPOTOM TOBAapOB, MOJIEKAIUX 00A3aTEILHON MAPKUPOBKE
CpeacTBaMH HACHTU(UKAIMM, TEpeNaloTcsi IO 3ampocy TroCyIapCTBEHHOM
WH(GOPMAIIMOHHON CHCTEMBbl MOHUTOPUHTA 32 000POTOM TOBApOB, MOUICKAIINX



00s3aTeTbHOM ~ MapKUPOBKE  CpPEACTBAMH  WUIACHTH(PHUKAIUHU, CIEAYIOIINE
CBEJICHUSA:

a) KOJIMYECTBO TOPTrOBBIX €IUHUII JIEKAPCTBEHHBIX MPENApaTOB, CBEACHUS
0 KOTOPBIX TPEICTABICHBI CyOBbEKTaMHU OOpallleHusl JIEKAPCTBEHHBIX CPEICTB
B CHCTEMY MOHUTOPHMHIa IPU BBOJIE B OOOPOT JEKAPCTBEHHBIX IMPENAPATOB
B COOTBETCTBUU ¢ IMyHKTOM | mpunoxxenus Ne 3 k [lonoxenuro;

0) mata COBEpIICHUS ONEpallid B OTHOIIEHWHU TOPTOBBIX €IUHMUI]
JIEKapCTBEHHBIX MPENapaToB, CBEACHUS O KOTOPBIX MPEACTABICHBI CyObEKTaMU
oOparieHusi JEKapCTBEHHBIX CPEJICTB B CHCTEMY MOHHUTOPHHIa IPH BBOJE
B 000pOT JIEKQpCTBEHHBIX NPENaparoB B COOTBETCTBUM C IIYHKTOM 1l
npunoxeHus Ne 3 k [lonoxennro;

B) KOJINUECTBO BTOPHUYHBIX (mOTpeOUTENbCKHUX ) YIIAKOBOK
JEKapCTBEHHOI'O IpernapaTta WM TMEPBUYHBIX YIAKOBOK JIEKAPCTBEHHOTO
npenapara (B cilyyae MapKUPOBKM NEPBUYHBIX YIAKOBOK JIEKAPCTBEHHOTO
mpernapaTa cpecTBaMU WACHTU()HUKAINH ), BBOAUMOTO B TPaXIaHCKHI 000POT;

I) PEKBU3UTHl 3alMCH O JIGKAPCTBEHHOM Ipernapare, BBOJAMMOM
B TpaXIaHCKUH OOOpOT, B aBTOMATH3MPOBAHHOW HH(POPMAIIMOHHOHN cucTeMe
denepanbHOU CITyXOBI IO HA30PY B cepe 3ApaBOOXPAHEHUS;

1) HOMep paspemieHus DenepalbHON CIy)OBI O HAI30py B cdepe
3IpaBOOXpaHEHUs Ha BBOJ B TpPaXJIaHCKUUA oO0opoT (B clyyae BBOJA
B FPAXKJAHCKHI 000pOT MMMYHOOMOJIOTMYECKOTO JIEKAPCTBEHHOTO MpEIapara).

13. U3 rocyaapcTBeHHOW WH(OPMAIMOHHOW CHUCTEMbl MOHWUTOPHHIA
3a 000pOTOM TOBApOB, MOJICKAIMUX O0SI3aTEIHHON MapKUPOBKE CPEICTBAMU
UACHTU(UKAIIMY, B LEJISIX MOATBEPKICHUS CBEICHHUM O CEpUU JIEKAPCTBEHHOTO
npenapara, MPOU3BOJACTBO KOTOPOTO OCYIIECTBIISIETCS HAa TEPPUTOPUHU
EBpazuiickoro 3KOHOMHYECKOrO0 CO03a IO MOJHOMY LHMKIY IPOU3BOACTBA
(BKITFOUAss CHMHTE3 MOJICKYJIBI JCHCTBYIOIIETO BemiecTBa (hapMareBTUICCKOM
CyOCTaHINM), B CHCTEMYy MOHHMTOPHMHIA MO 3ampoCy CHCTEMbl MOHHMTOPHHTA
MEPENAOTCS CIEAYIOIINE CBEICHUS:

a) o0aNbHBI  MIEHTU(DUKAUMOHHBIA HOMEpP TOPrOBOW  €IMHHUIIBI
JIEKapCTBEHHOI'O MIpenapara;

0) uaeHTU()UKAIIMOHHBI HOMEP HAJOTOIUIATENbIIUKA TMPOU3BOAUTEIS
JIEKapCTBEHHBIX CPEJICTB;

B) HOMEp  NPOU3BOACTBEHHOM  CEpUH, B  OTHOIIEHHMH  KOTOPOU
MIPOU3BOAUTENIEM JI€KapCTBEHHBIX CpEICTB MOJIy4eH JOKYMEHT,
colepKallMid  CBEIEHHS O  CTaAMsSIX  TEXHOJOTMYECKOro  Ipoliecca
MIPOU3BOJCTBA JIEKAPCTBEHHOI'O CPEACTBA, OCYIIECTBIAEMBIX HAa TEPPUTOPUHU
EBpa3uiicKoro 3KOHOMHYECKOTO COK03a, BbIIaBaeMbldi  MUHHCTEPCTBOM



IIPOMBIIUICHHOCTH W TOproein Poccuiickon Penepannv B YCTAHOBJIEHHOM
nopsiake.".

2.B nocranoBnenun lIpaBurensctBa  Poccuiickont ~ denepanuu
or 26 ampens 2019 r. Ne 515 "O cucreme MapKHpOBKH TOBAapOB CPEACTBAMH
UACHTU(UKAIIMM M TPOCIEKUBAEMOCTH JABMXKEeHHs ToBapoB" (CoOpanue
3akoHoarenbcTBa Poccuiickon @enepanuu, 2019, Ne 19, ct. 2279; 2022, Ne 49,
cT. 8674; 2023, Ne 39, ct. 7028):

a)B nyHkre 10 [lpaBunm  MapKupoBKM  TOBapoOB,  MOJJIEXKAIIMX
00s3aTeTbHOM MAapKUPOBKE CPEACTBAMHU HWACHTU(DUKAINH, YTBEP>KICHHBIX
YKa3aHHBIM ITOCTAHOBJICHHEM, CJIOBA ''CBEIEHUS O KOTOPBIX' 3aMEHUTH CIOBaAMU
"cBeleHUs 0 MapKUPOBKE KOTOPBIX';

0) B llosoxxeHun o0 TOCYIapCTBEHHONW WH(POPMAIIMOHHON CHUCTEME
MOHHUTOpPHUHIA 32 00OPOTOM TOBAapOB, MOJIEKAIUX 00A3aTEIBHON MAPKUPOBKE
CpeICTBAMH MICHTU(PUKALNHN, YTBEPKIECHHOM YKa3aHHBIM [TOCTAaHOBJICHUEM:

OYHKT | JOMOJHHUT MOAMYHKTOM "B!" CIIeAyIOIIEro CoaepKaHMs:

"B!) mopsimok oOecreueHus] BO3MOXKHOCTH O0pabOTKH W TPUMCHEHHUSI
nHpopmMaruu (CBEICHUI) B IEJSIX MOATBEPKICHUS CTPAHbI MPOUCXOXKICHUS
ToBapa;";

B ITYHKTE 2:

noAnyHKT "K' mocie cnoB "EBpa3sMMCKOro 3KOHOMHMYECKOIO Coro3a'
JIOTIOJIHUTE CJI0BaMu ", B TOM 4uucie';

noAmyHKT "3" mociie cioB "cpeiacTBaMu WAEHTU(DUKAIUU," TOTOTHUTH
CJIOBaMHM "W WMHBIMU yYaCTHHKaMU WMH()OPMAIMOHHOW CHCTEMbl MOHUTOPHHTA,
KOTOpBIE BIIpaBe MepeAaBaTh B HH(DOPMAIMOHHYIO CHCTEMY MOHHTOPHHTA
CBEACHHUS B JOOPOBOJBHOM TIOPSIIKE B COOTBETCTBHH C IOCTAHOBICHHUEM
[IpaButensctBa Poccuiickoit ®enepammm ot 23 centsadps 2025 r. Ne 1462
"O6 YTBEPKICHUU [IpaBun T00pPOBOILHOTO peoCTaBICHUS
B TOCYJapCTBEHHYI0 MH(DOPMAIMOHHYIO CHCTEMY MOHHUTOpPHHTA 32 000pOTOM
TOBApOB, 10001 81 (7 0111704 00s3aTeNbHON MapKHUPOBKE cpeacTBamMu
uaeHTuuKanu, uHopmanuu, ee oOpadOTKM W NPUMEHEHHS B LEJAX
MOATBEPXKIAEHUSI  CTPaHbl MPOUCXOXKIECHUS  JIEKAPCTBEHHBIX  IPEMApPaTOB
IUISIT MEIUUMHCKOTO MPUMEHEHUs, MOUIeKAINX 00513aTeIbHON MapKUPOBKE
cpeacTBaMu uaeHTuukanuu",";

JOTTOJTHUTD MOAMYHKTOM "u!" ClIeIyroImero coaepKanus:

"u') popMupoBanue U BeicHIHEC HOPMATHBHO-CITPABOYHOM HH(pOpMaIuu;";

ab3all  BTOpoMl monamyHkTa "a" TyHKTa 3  JOMOJHUTHL  CIIOBAMH
"M MHBIX YYaCTHUKOB';

Mo

ITYHKT 4 AOIIOJIHUTH HNOAIMYHKTOM 3 CICAYIOIICTO COACPKAHUS:



"3) MHbIE YYACTHUKH.";

ab3an mepBbI MyHKTa 29 mociie ciaoB "YyacTHUKH 00opoTa TOBapoB"
JOTOJIHATh CJIOBAMH "M HHBIE YYaCTHUKH', JOMOJHHUTH CIIOBAMU "M MHOTO
y4JacTHHUKA";

MYHKT 42 10noJHUTH NoAnyHKTamu "e" - "3" ciienyromero cogepxanusi:

"e) ¢ eauHOW TOCYAapCTBEHHOW HWH(POPMAIMOHHOW cHUCcTeMON B cdepe
3/IpaBOOXPAHEHUS;

) C CHUCTEMOM MOHMTOpPMHIA JBWUKEHUS JIEKAPCTBEHHBIX IpPENapaToB
JUTSI METULIIMHCKOTO IPUMEHEHMUS;

3) C aBTOMAaTHU3UPOBaHHOW WHGOpPMAIMOHHON cucteMmont denepanbHOMI
CITy>kObI IO HAA30PY B cdepe 3/IpaBoOXpaHeHUs.";

IYHKT 45 IpU3HATh YTPATUBUIUM CHITY;

MyHKT 50 TOMOJHUTH MOAIYHKTOM "1 CIEAYIOMIETO COAEPHKAHUS:

"M) UHBIE  CBEACHUS, MOJyIeKAlIMe O005M3aTeIbHOMY  Pa3MEIICHUIO
B MH(GOPMAIMOHHON CHUCTEME MOHHTOPHHTA B COOTBETCTBHH ¢ DemepaibHBIM
3akoHOM "OO OCHOBax TOCYJIapCTBEHHOTO PEryJHpPOBaHUSA TOProBOM
nesitenbHoCcT B Poccuiickoit denepanun’, 1pyruMu gpeepaibHbBIMU 3aKOHAMU,
HacTosimuM  [lonokeHneM W HMHBIMA HOPMAaTUBHBIMU MPABOBBIMH aKTaMH
Poccuiickon ®@enepanun."”;

JOTTOJTHUTD MyHKTOM 50! crieyrorero coaepkanus:

"50!. UndopmanmoHHasi CHUCTEMa MOHHTOPHUHTAa MOXET COJEpKaTh
uH(POpPMAIMIO, JOOPOBOJIEHO TMPEAOCTABICHHYI0O U HEOOXOAMMYIO B IEISIX
MOATBEPKAEHUS CTPAHbI IPOUCXOKIEHUS TOBAPOB, MOJIEXKAIINUX 00513aTEIBbHOMN
MapKHUpPOBKE CpPEJICTBAMH HACHTHU(PUKALMH B COOTBETCTBUU ¢ DenepanbHbIM
3akoHOM "OO OCHOBax TOCYJIapCTBEHHOTO PEryJHpPOBaHUSA TOProBOM
nesitenbHOCTH B Poccuiickoit @enepauun”, npyrumu eaepajbHbIMU 3aKOHAMH
M HOpPMAaTUBHBIMM  MpaBoBbIMM  akrtamu lIpaBurensctBa  Poccuiickon
Oenepanun.”;

ab3ar; BTOpod MmyHKTa 54 mocie ciaoB "obOopoTa TOBapoB'" HOMOTHUTH
CJIOBaMH "M UTHOMY YYaCTHHKY'.




