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NOCTAHOB/IEHUE
ot 30 aBrycrta 2019r. N 1118

O BHECEHUW U3MEHEHUI
B MNONTOXKEHUE O CUCTEME MOHUTOPUHTA ABUKEHUA NEKAPCTBEHHbDIX
NPENAPATOB A1 MEAULIMHCKOIO NPUMEHEHNA

MpasutenbctBo Poccuitckoit ®epepaumm noctaHoBAAET: YTBEPAWUTb Mpuaaraemble U3MEHEHWUS,
KOTOpble BHOCATCA B [10/I0XKEHME O CUCTEME MOHUTOPUHIA ABUKEHUA IEKAPCTBEHHbIX NpenapaTos s
MeOMNLIMHCKOTO MPMMEHEHUA, YTBEPKAEHHOE NocTaHoBAeHWeM MpasuTenbctea Poccuiickoin Peaepaumnm
oT 14 pekabpa 2018 r. N 1556 "O6 ytBep:aeHUN [ONOKEHUA O CUCTEME MOHUTOPUHIra ABUMKEHUSA
JIeKapCTBEHHbIX MpenapaToB And  MeAuMUMHCKoro npumeHeHua" (CobpaHue 3aKoHoAaTeNbCTBa
Poccuitckoii ®epepaumn, 2018, N 53, cT. 8641).

YTBepAMTb Npuaaraemble M3MeHeHUsA, KOTopble BHOCATCA B [10N0MKeHMe O cUMCTeMe MOHUTOPUHTa
OBVXKEHMA  IeKapCTBEHHbIX MpenapatoB  ANs8  MeAMUMHCKOro  NpUMeHeHusa, yTBepsKAeHHoe
noctaHosneHnem [pasuTtenbctBa Poccuiickoit Pepepaumm ot 14 pekabpa 2018 r. N 1556 "06
yTBepXKAeHUN [ONOXKEHNA O CUCTEME MOHWUTOPWUHra ABUMKEHMA J/IeKapCTBEHHbIX NpenapaTtos AnA
MeauuMHCKoro npumeHeHns" (CobpaHue 3akoHogaTenbcTBa Poccuitickoit depepaunm, 2018, N 53, cT.
8641).

MNpepacepatens MNpaBuTtenscrea
Poccuiickoin Pepepaumm
O.MEOBELEB

YTBEepKAaeHbI

nocraHosneHuem MpaBuTenbLCcTBa
Poccuiickoin Pepepaumm

o1 30 aBrycta 2019r. N 1118

M3MEHEHMA,
KOTOPbIE BHOCATCA B NOJIOXKEHME O CUCTEME MOHUTOPUHTA ABUKEHUA
NEKAPCTBEHHbIX MPENAPATOB ANA MEAUUNHCKOro NnPUMEHEHUA

1. B nyHKTe 2:

a) B absaue oguHHaZUATOM cnoBa "CpeacTBO  MAEHTUPUKALMM  FPYnnoBOM  YNaKOBKM
NleKapCTBEHHbIX NpenapaTos," UCKAUYNTD;

6) B ab3aLie ABeHaALATOM C/I0BO "3HayeHue" 3amMeHUTb CNoBOM "Ha3HaveHne";
B) nocse ab3ala TPMHAALATOrO A0MNOAHUTL ab3aLem caeayoLero coaepsKaHus:

"Ko4, MapKMpPOBKKU" - yHMKaANbHAA MocC/ienoBaTe/IbHOCTb CMMBOJIOB, COCTOALLAA M3 CEPUIMHOrO
rnobanbHOro NAeHTUOUKALMOHHOTO HOMEpPa TOProOBOW eAMHULBI M KOAa NPOBeEPKU, dopMmupyemasn ans
uenen uAEHTUPUKALMW NEPBUYHOM YMNAKOBKM (B OTHOLIEHWW NEKAPCTBEHHbIX NPENapaToB Ans
MeANUNHCKOTO MPUMEHEHUA, AR KOTOPbIX He NpeAycMOTPeHa BTOPMYHAsA YyMaKOBKa) U BTOPUYHOM
(noTpebutenbckoi) ynakoBKM IEKApPCTBEHHbIX NPenapaTos AN8 MeAULUHCKOro NpumMeHeHus;";



r) B ab3aue 4yeTbipHaALATOM C/0Ba "COCTOALLASA U3 KAloYa NMPOBEPKU U 3NEKTPOHHOM noanucu”
3amMeHuUTb cnosamu '"coctosaulas us naeHTudukaTopa (MHANBMAYaAAbHOIO NOPAAKOBOrO HOMepa) Katoua
MPOBEPKN M 3HaYEHUA Koda NPoBepKn";

A) B ab3aue nAaTHazUaTOM nocne cnos "AoctoBepHble cBeAeHUA" AONONAHUTL cnoBamu "(B Tom
yncne ceelleHMA O HaHECEHHbIX Ha HUX CpeacTBax UaeHTUdMKaumMm u (Mnn) matepmanbHbIX HOCUTENAX,
cofieprKallmx cpeacTea uaeHTuduKaumm)";

e) ab3au, aeBATHaAALATbIN U3N0XKUTb B CAeaylolein peaaKkumnu:

"peructpatop BbIGLITMA" - NporpammHo-annapatHoe WwudpoBanbHoe (KpunTorpaduyeckoe)
TEXHMYECKOE CPeACTBO, BK/OYalollee B ceba TexHUMUecKoe CpPeacTBO MPOBEPKWM KOAOB MPOBEPKW, B
OTHOLWeHMK KoToporo PepepanbHon cay:bon 6esonacHocTn Poccuitckolt Pegepaunm BblaaH 4OKYMEHT
0 ero COOTBETCTBUM YCTAaHOBNAEHHbIM TPeO0BaHMAM K LMPOBa/IbHbIM (KpunTorpaduyeckmm) cpeacteam
3aWmTbl UHGOPMaUUK, AENCTBYIOWMM B OTHOWEHMM WNPPOBANbHBIX (KpunTorpaduyecknx) cpeacts,
npefAHasHaYyeHHbIX 415 MNPOBEPKU KOAOB MAPKMPOBKM, U UCNOAb3yemoe CybbeKkTamu obpalleHus
NIEKAPCTBEHHbIX CpeacTB Ana obmeHa MHbopMaLMEN C CUCTEMON MOHUTOPUHIA B YacTM GOpPMMPOBaHUSA
W nepenayu B 3Ty CUCTEMY CBEAEHUI O BbIBOAE M3 060POTa SIeKapCTBEHHbIX NpenapaTos;";

»K) ab3al, ABaAuaTb NEePBbI U3N0XKUTL B Cneayollein peaakumnu:

"cpeactBo maeHTUOMKaUUK" - Kog MapPKMPOBKM, NpeacTaB/ieHHbIA B MawMHo4YMTaemon popme
WAM  C WCNO/Mb30BAaHUEM WMHOTO CPeacTBa  (TeXHOMOrMW) aBTOMATUYECKOW  UAeHTUdMKaLMMK,
dbopmupyembli  ANA  HAHECEHMA Ha BTOPUYHYHO (NOTPebUTENbCKYt0) YMaKOBKY NEKapCTBEHHOTO
npenapata (B cayvyae ee OTCYTCTBUA - HA NEPBUYHYIO YNAKOBKY JIEKAPCTBEHHOrO NpenapaTa) meToaamu,
He [O0NyCKalWUMKN OTAENEHUA CpeacTBa MAEHTUOUKAUMKM U (MAKM) MaTepuanbHbIX HOCUTENEN,
coAepKallmMx  cpeactBa  MAeHTUdMKALMM, OT  YNAKOBKM  NEKAPCTBEHHbIX nNpenapatoB  6e3
nospexaeHui;";

3) ab3al, ABaALATb YETBEPTbIN U3/T0XKUTb B CAeAyIOLLeN pedakuun:

"ycTpoiicTBo perncrpaumm amuceun” - nporpamMmmHo-annapaTHoe wndpoBanbHoe
(KpunTorpaduyeckoe) TeXHNUYECKOE CPencTBO, BK/KOYAtOWee B cebA TEXHMYECKOe CpeacTBO MPOBEPKM
Koda npoBepkn nnbBO cOOTBETCTBYOWEe TPEOOBaHUAM K TEXHUYECKOMY CPeacTBy MPOBEPKM Koaa
NPOBEPKM, UCMONb3YEMOE SMUTEHTOM CPEACTB UAEHTUDUKALMU AR NOAYYEHUA KOA0B MAapPKUPOBKU U
obmeHa WHbOPMauUme C CUCTEMON MOHUTOPWMHIA B YacTU Mepefayu B 3Ty CUCTEMY CBEAEHUWA O
MapKUPOBKe BTOPUYHOWM (NOTpebUTEeNnbCKOM) YNaKoOBKW NeKApCTBEHHOrO npenapaTta (B cnyyae ee
OTCYTCTBMA - MEPBMYHON YNAKOBKM JNIEKAPCTBEHHOrO npenapaTta) cpeacTBaMun uMAeHTUdUKaLMK, B
OTHOLWeEHMK KoToporo PepepanbHon cay:bon 6esonacHocTn Poccuitckolt Pegepaunm BblgaH 4OKYMEHT
0 ero COOTBETCTBUM YCTAaHOBNAEHHbBIM TPEOOBAHMUAM K LMPOBabHbIM (KpMnTorpaduyeckum) cpeacteam
3aWmTbl MHGOPMALUKM, AEUCTBYIOWMM B OTHOWEHMU WKdPOBaibHbIX (Kpuntorpapuyeckmx) cpeacrs,
npeAHasHaYeHHbIX 410 NPOBEPKM KOAOB MapKUPOBKY;".

2. MyHKT 4 N310KNTb B CIEAYIOLLEN pedaKLnu:

"4, CBegeHus, coaepralumeca B CpeacTse MAeHTUPUKALMKM, HAHOCATCA NPOU3BOAMUTENIEM B BUAE
ABYXMEPHOro LITPUXOBOrO KOAa MeToAamMM MNeyaTu Ha BTOPUYHYIO (MOTpebuTenbcKylo) ynakoBKY
NleKapcTBEeHHOro npenapaTta (B ciay4ae ee OTCYTCTBMA - Ha MEPBUYHYIO YMNaKOBKY NEKapCTBEHHOro
npenapata) MAM Me4yaTM Ha MaTepuasbHblii HOCUTENb (ITUKETKY), He AO0MyCKalowumMK oTAeNeHUs
MaTepuaNbHOTO HOCUTENS, COAEPIKALLEero cpeactsa MAEHTUOMKALMM, OT YNaKOBKM JIEKAPCTBEHHOTO
npenaparta 6e3 nospexaeHnn.".

3. B nyHKTe 5:

a) B absaue nAaTom cnoBa "KAOY NpoBEpKU" 3ameHUTb cioBamu  'naeHTUdUKaTop
(MHamMBUMAYanbHbLIA NOPAAKOBbLIA HOMEP) KNtoYa NpoBepKu';



6) ab3aL, LWecTon U3/10KUTb B CIeyoLLen peaakumm:

"'yeTBepTasA rpynna AaHHbIX - 3HAYeHWe Koha MPOBEPKW, NPeAoCcTaBNAeMoe SMUTEHTAM CPeacTs
naeHTMOMKaUMM OnepaTopom CUCTEMbl MOHUTOPWHra B COCTaBe KoAa MPOBEPKM B COOTBETCTBUM C
HacToAwWwMM MoN0KEHNEM, KOTOPOMY NpeallecTsyeT naeHTMdMKatop npumeHeHus (92), u cocrosiiee
n3 44 cMmBonoB (UMbp, CTPOUHBIX U MPOMUCHLIX BYKB NaTUHCKOrO andasBuTa, a TaKXe chneumanbHbIX
cumBonos).";

B) ab3aLbl ceabMOli - AecaTbli NPMU3HATb YTPATUBLLUMW CUNY;
r) ab3ay, ogMHHAALATLIA M3N0XKUTL B C/leaytolel pegakumm:
"pynnbl 4aHHbIX AO/IKHbI PpacnonaraTbCca Noc/neA0BaTe/IbHO - OT NEPBOM K YeTBepTon.".

4. HaumeHoBaHue pasaena lll n3noxuTb B cneayoLlen pegakumu:

"Ill. NopAaAoOK NONYyYEeHMA KOAOB MaPKMPOBKU, GOPMMPOBAHUS
rpynnoBoro Koga v ux pernctpaumm B cucteme MOHUTOPUHTa".

5. B nyHKTax 6 n 7 cnoso "npoBepKkun" 3aMeHUTb CIOBOM "MapKMpPoBKN".
6. MYHKT 8 U3N0XKNUTb B Cneayowen peaakumnu:

"8. Koa mapKupoBKM ¢dopmMpyeTcs OnepaTopoM CUCTEMbI MOHWUTOPUHIA MyTeM MPUCBOEHUA
KOOOB MNPOBEPKM ANA KaxAoro cepuinHoro rnobanbHOro MAeHTUGUKALMOHHOrO HOMepa TOProsowt
eAMHULbI M BKKOYAETCA B peecTp cpeacTs naeHTMdUKaLmMm onepatopa CUCTEMbl MOHUTOPUHTrA.

OnepaTop CUCTEMbl MOHMTOPMHIA He Mo3aHee 2 4YacoB C MOMEHTA MOJIyYEHUA 3asBKM Ha
noJiydeHMe KOAOB MAPKMPOBKM  HanpaBAseT 3SMWUTEHTY CpeacTB  UAeHTUOMKALMM  CMIMCOK
chOPMUPOBAHHBIX KOAOB MAPKUPOBKK.".

7. JononHuTb NyHKTOM 8(1) cneaytoliero coaepaHus:

"8(1). dMMUTEeHTaM cpeAcCTB UAEHTUOUKALMKM OTKasbiBaeTcA B Bblgaye KoOO0B MapKMPOBKKU MO
cneayoWmMm NpUYNHaMm:

a) OTCyTCTBME B 3aABKE HA MOJIy4EHNE KOLOB MapKUPOBKM CBEAEHWUIN, NPEAYCMOTPEHHbIX MYHKTOM
7 HacTosawero lonoxeHus;

6) oTcyTCTBME CcBeAeHWd O PperucTpauum 3SMUTEHTa CPeAcTB MAEeHTUOMKauMM B cucTeMe
MOHUTOPUHTa;

B) OTCYTCTBME Yy oOnepaTopa CUCTEMbl MOHWTOPUHra CBeAeHMI 06 yCTpoWcTBe peructpauun
3MWCCUM, C UCNONb30BAaHMEM KOTOPOTrO Hamnpas/ieHa 3asaBKa Ha NoyYeHMe KOLOB MAapKUPOBKMY;

r) HannumMe paHee 3aPerncTpMpPoBaHHbLIX B CUCTEME MOHMTOPWHIa CBEAEHWN O CepuiiHoOM
rnob6anbHOM WMAEHTUPUKALMOHHOM HOMEPE TOProBOW eAMHWULbI, NPeacTaBNeHHOM B COOTBETCTBUM C
noAanyHKTom "a" nyHKTa 7 Hactoawero MNonoxkeHus;

) OTCyTCTBME B CUCTEME MOHMUTOPUHra cBeAeHUit 0 rnobanbHOM UAEHTUDMKALMOHHOM HOMepe
TOProBOM eAuHULUbI, NPeAcTaBAEHHOM B COOTBETCTBMM C noAnyHKTom "6" nyHKTa 7 HacToswero
MonoxkeHus.".

8. MNMyHKT 9 U310XKMUTb B cieaytoleit peaakumnm:

"9, OnepaTop cncrembl  MOHUTOPWUHTa obecneunBaet nonyyeHne 3SMUTEHTaMU Cpeacts
M,D,eHTVId)MKaLI,MVI KO4O0B MApKMPOBKK NOoCpeacTtBOM OCHALWEHUNA S3MUTEHTOB CpencTs M,D,eHTVId)MKaLI,VIVI



YCTPOMCTBAMM PErMCTPaLLMM SMUCCUM.

OcHalleHne 3MUTEHTOB CPeACcTB MAeHTUdUKALMM YCTPOMCTBAMM PEerncTpaLmMm 3MUCCUn, BKAOYanA
obecrneyeHne yaaneHHOro AocTyna K YCTPOWCTBY perncrtpaumMmM 3SMUCCUM, pasMelleHHOMy B
MHPPACTPYKTYpe onepatopa CUCTEMbI MOHWUTOPWHrA, OCYLIECTBAAETCA OMepaTtopoM CUCTEMbI
MOHUTOPUHra Ha 6e3Bo3me3aHON oOcHoBe. B LenAx Takoro OCHaWeHuA 3SMUTEHT CcpeacTs
naeHTMOMKaLMK 3aK1I04aeT C onepaTtopom CUCTEMbl MOHWTOPUHIa AOroBOpPbI, coAepsKaliue B TOM
yucne YCNOBMA NPeAOCTaBNEHUA YCTPOWCTBA pernctpauum 3MUCCUM W ero  perfiamMeHTHOro
obcnykmBaHMa Ha 6e3B03Me3HOM OCHOBE MAM YCNOBMA OKasaHUA YCAYyrM No npeaocTaBAeHUIo
YCTPOWMCTBA perucTpaumm sSMUCCUMM, pasmelleHHoro B MHOpPACTPyKType onepatopa CUCTeMbI
MOHWUTOPWHra, NyTem nNpeaocTaBlAeHUA YAaNeHHOro AocTyna K Hemy Ha 6e3Bo3me3aHOlM OcCHoBe.
PeweHue o Bbibope cnocoba ocHaWEeHUA NPUHMMAETCA SMUTEHTOM CpPeacTB naeHTUdUKaumn. Tunosas
dopma yKasaHHbIX OOroBOpoB YyTBepX»AaeTcA MUHUCTEPCTBOM MPOMBbIWAEHHOCTM U TOProBau
Poccuitckoit epgepaumn.

OcHalleHne sMUTEHTOB CPEACTB UAEHTUDMKALUKN, HE NPU3HABAEMbIX HA/IOTOBbIMU PE3NAEHTAMM
Poccuiickolt degepaupyn M He UMetOLWMX NPeacTaBUTeNbCTB Ha Tepputopumn Poccuiickolt depepaumum,
YCTPOMCTBAMM pPErNCTPaALMM 3MUCCUM, a TaKMKe 3aK/loyeHuMe [0roBOpoB C OMNEepaTopoM CUCTEMBI
MOHWTOPUHTa, NPesyCMOTPEHHbIX ab3aLem BTOPbIM HACTOALLEro MyHKTa, MOTyT OCYLLECTBASATLCA Yepes
YyNO/NHOMOYEHHOro npeactasutens.”.

9. fononHuTb NyHKTamu 9(1) - 9(3) cneayrowero coaepRaHms:

"9(1). IMUTEHT cpencTB NAeHTUOUKALUKU NOCE NONYYEHUA KOAa MapKUPOBKKU NpeobpasyeT ero B
cpeacTso naeHTUOUKaLMm, obecneynBaeT ero HaHeCeHWe Ha BTOPUYHYIO (NOTPeOUTENBCKYIO) YNaKOBKY
NIeKapCTBEHHOrO Npenapata (Npu ee OTCYTCTBUM - HA NEPBUYHYIO YNAKOBKY JIEKAPCTBEHHOIO Npenapara)
UAN Ha MaTepuanbHbIM HOCUTENb (3TUKETKY) U B TedeHMe 180 KaneHOapHbIX AHEN, HO He no3aHee AaTbl
BBOAA B 0OOPOT SIeKapCTBEHHOrO MpenapaTa, Ha YNaKoBKY (3TUKETKY) KOTOPOro HaHeCceHo CpeacTso
naeHTMdMKauumn, npeobpaszoBaHHOE M3 COOTBETCTBYIOLLEFO KOAA MAapKUPOBKKU, UKW He no3aHee AaTbl
[OCTaBKM NEKAPCTBEHHOMO Npenapata B MecTo NpubbITUA Ha Tepputopumn Poccuitckon ®epepaumnm npu
NpPOM3BOACTBE JIEKAPCTBEHHOTO NpenapaTa BHe Tepputopun Poccuiickoit Pepepaunm (3a UCKNOUEHUEM
NIeKapCTBEHHbIX MpenapaTos, BBO3MMbIX W3 TOCYAApCTB - 4YneHoB EBPa3MMCKOro 3KOHOMMYECKOTO
€O103a), UM A0 AaTbl BBO3a Ha Tepputoputo Poccuiickon dPegepaumm Ha GapmaLeBTUYECKUI cKaag, npw
NpPon3BOACTBE JIEKAPCTBEHHbIX MpenapaToB BHe TeppuTopumn Poccuiickon Pepepaunmn B OTHOLIEHWUM
JIeKapCTBEHHbIX NpenapaTos, BBO3MMbIX U3 FOCYapPCTB - Y1eHOB EBPA3MNCKOro sSKOHOMMYECKOTO COO33,
nepefaeTt B CUCTEMY MOHUTOPWHIa CBEAEHMA O HAHECEHUM CPEACTBA UAEHTUDMKALMM B COOTBETCTBUM C
ab3auem nepBbIM NyHKTa 35 nau nyHKTOM 36 HacToAwlero MonoxeHus.

B cnyyae ecnu B cOOTBETCTBMM € NocTaHoBaeHWeMm [pasuTtenbcTtBa Poccuitickont Pepepaunm ot 8
mana 2019 r. N 577 "O6 yTBepKAeHUN pa3mepa NnaTbl 3@ OKasaHWe ycayr no nNpeaocTaBAeHUI0 Kog0B
MapKMpPOBKKN, Heobxoaumbix AnA  GOpMUPOBaAHUA CPeacTB  UAeHTUOMKauunm U obecneveHus
MOHWUTOPUHIA  ABWMKEHUSA TOBapoB, Mojajexawmx 06A3aTeIbHOM  MApPKUPOBKE  CpPeacTBamM
naoeHTMOMKaLMK, a TaKKe O MopsaaKke ee B3MMAHWA" ycayra no NpenocTaBAeHUIO KOAA MapKUPOBKM
NoANEeXUT ONNaTe, SMUTEHT CPeACTB MAEHTUPMKALMM NPOM3BOAUT ONATy TaKOW yCnyru onepatopy
CUCTEMbI MOHUTOPUHIa B TeueHMe 180 KaneHAapHbIX AHEN € AaTbl MONYYEHUs KOAa MapKUPOBKU, HO He
nosaHee AaTbl BBOAA B 060POT IEKAPCTBEHHOO NpenapaTa, Ha YNaKoBKY (3TUKETKY) KOTOPOro HaHeceHo
CpeacTso MAeHTUOUKAUMKN, Npeobpa3oBaHHOE M3 COOTBETCTBYIOLWErO KOAa MAPKUPOBKM, WAU He
nosfaHee AaTbl AOCTABKM NEKAPCTBEHHOIO Npenapata B MecTo npubbiTna Ha TeppuTopun Poccuiickol
depepaunn Npu NPoM3BOACTBE NIEKAPCTBEHHONO Npenapata BHe TeppuTopumn Poccuitickon deaepaumnm
(33 uckNtoYeHMEM NleKapCTBEHHbIX MpenapaToB, BBO3MMbIX M3 TrOCyAapcTB - 4YieHOB EBpasuitckoro
SKOHOMMYECKOro coto3a), MAM A0 p[atbl BBO3a Ha Tepputopuio Poccuiickoit depepauymn Ha
dbapmaLLeBTMUECKUI  CKMaZ NpuM  NPOM3BOACTBE JIEKAPCTBEHHbLIX MPEMApPAaTOB BHE TeppuTOpUMU
Poccuitckoit depepauunm B OTHOLWEHUM NEKAPCTBEHHbIX NPenapaToB, BBO3MMbIX M3 FOCYAapCTB - Y1EHOB
EBpa3mMincKoro sKOHOMMYecKoro coto3a. lpyM 3Tom onepaTop CUCTEMbl MOHWUTOPWHIA PerucTpupyet
(BHOCKT) B CMCTEMY MOHUTOPMHIA MHPOPMALMIO O HAHECEHUU CPeACTBa UAEHTUPUMKALMM, YKa3aHHYIO



3MUTEHTOM CPeacT8 MAeHTMOMKaUMM B CBEAEHMAX O HaHeCeHUW cpeacTBa UAeHTUGUMKaUUW, nocne
nofiydeHMA onaatbl YCAYrM MO MPeAoCTaBleHMIO KOoAa MapKMUPOBKKM, npeobpa3oBaHHOTO B
COOTBETCTBYIOLLLEE CPEACTBO UAEHTUDUKaLUN.

Ycayra no NpeaocTaBfeHUI0 Koga MapKMPOBKM MPU3HAETCA OKa3aHHOW OnepaTopoM CUCTEMbI
MOHUTOPUHIA B MOMEHT PerucTpauumn (BHeceHma) omnepaTopom CUCTEMbI MOHWTOPWUHFA B CUCTEME
MOHUTOPUHIa MHbOPMALMKU, COAEPMKALLENCA B CBEAEHMAX O HaHEeCeHMM CpeacTBa MAeHTUGUKaLMMK,
npeo6pa3oBaHHOrO M3 COOTBETCTBYHOLLETO KOAA MAaPKUPOBKMU.

9(2). Koabl MapKMPOBKM aHHYINPYIOTCA B CAEAYIOLLNX CYYanX:

a) KoZbl MapKMPOBKM, NOJIyYeHHbIE IMUTEHTOM CPeaCcTB MAEHTUDUKALMM B PAMKAX OAHON 3asBKMY,
cogepKalume cepuiiHble rnobanbHble UAEHTUOUKALMOHHbIE HOMEPA TOProBOM eAMHMULbI, HE BK/IIOYEHDI
B CBEAEHMA O HaHeceHMMU cpeacte uaeHTUdMKaUMKM, NPeobpasoBaHHbIX U3 COOTBETCTBYIOWMX KO4OB
MapKUPOBKM;

6) HapylweH YyCTaHOB/EHHbI ab3auem nepsbiM MyHKTa 9(1) HacTosAwero [MONOMKEHUA CPOoK
nepeaayun cBeAeHMUI B CUCTEMY MOHUTOPUHTa;

B) HapyLWeH ycTaHOB/EeHHbI ab3auem BTopbimM NyHKTa 9(1) HacToAwero MonoXeHUsa CPOK onnaTbl
yCAyr No NpeAocTaBNeHNIO KOAA MAaPKUPOBKM.

9(3). B pernctpauum B cMcTeMe MOHUTOPUHra CBeAEHUN O HaHeCeHUU CPpeAcTB UaeHTUbUKauum
OTKa3blBaeTCA No CeAyoWnM NPUYMHaM:

a) OTCyTCTBUE CEpMVIHbIX rnobanbHbIX M,D,eHTVId)MKaLI,MOHHbIX HOMepoB TOpI'OBOVI €aANHULLbI,
YKa3aHHbIX B CBeaeHUAX O HaHeCeHUUN CpeacTts VI,EI,EHTVId)MKaLI,VIVI, B peecTpe cpeacts VI,EI,eHTMd)VIKaLI,MM
onepatopa CMctembl MOHUTOPUHTQ,

6) npeacTtaBneHWE SMUTEHTOM CpPeACTB WAEHTUOUKAUMW CBeAeHWIA O HaHeceHUU CcpejcTs
MaeHTUGMKaLMM MO UCTEYEHUU CPOKa, YCTaHOBAEHHOro absauem nepsBbiM NyHKTa 9(1) HactoAulero
MonokeHwus;

B) OTCYTCTBME Yy OrnepaTopa MOHWTOPWHIA CBeAeHWi 06 yCTPOWCTBE PEerucTpaumv 3MUCCUM, C
MCMNO/Ib30BaHNEM KOTOPOrO nepeaaHbl CBEAEHUA B CUCTEMY MOHUTOPUHIA;

r) oTcyTcTBME NOATBEPXKAEHWUS OnnaTbl KOAOB MapKUMPOBKW, MNpeobpa3oBaHHbIX B CPeacTsa
NOEHTUOMKAUMKN, O HAHECEHUW KOTOPbIX SMWUTEHT CPeACTB WMAEHTUOUKAUMW NepesaeT B CUCTEMY
MOHWUTOPWUHIa CBEAEHUS O HAHECEHWUN cpeacTBa MAeHTUdUKALMM, NPeayCMOTPeHHble ab3auem nepBbiM
nyHKTa 35 nam nyHKkTom 36 HacToswero MNonoxKeHus.".

10. A63ay, nsaTbIi NyHKTa 10 M310KNTb B CAeAytoLWen peaakumm:
"cepuitHbIi HOMep rpynnNoBOA YNaKoBKu;".
11. A63ay, nepBbIN NYHKTa 35 U3N10XKNUTb B Cleayowen peaakumnu:

"35. B pamkax BBOga B 0DOOpPOT /IeKAapCTBEHHbIX NpenapaTtoB Ha Tepputopum Poccuitckol
degepaunn, npousBefeHHbIX Ha TeppuTopun Poccuitckoih dPepepaumm, cybbekT obpalieHun
NeKapCTBEHHbIX CPeACTB, OCyWecTBAsAwWmiA dacoBKy (YNakoBKy) fieKapCTBEHHOro npenapata BO
BTOPUYHYIO (NOTPebUTENbCKYIO) YNaKoBKy (B C/lyyae ee OTCYTCTBMA - B MEPBUMYHYIO YNaKOBKY), A0
npeactaBNeHUA CBEAEHWA O AanbHEWWMX onepaumax C TaKMMWU IeKapCTBEHHbIMM Mpenapatamu
npeactaBnsieT B CUCTEMY MOHMTOPUHra C WCMO/b30BaHMEM YCTPOMCTBA pPerucrtpauum smmccum
cBeAeHus, NpeaycMoTpeHHble NyHKToM 1 npunoskeHna N 3 K HacToawemy MonoxeHuto.".

12. MyHKT 36 M310KNTb B CAeaytoLLen peaakLnn:



"36. B pamkax BBOga B 0DOOPOT /IeKAapPCTBEHHbIX NpenapaTtoB Ha Tepputopum Poccuitckol
depepaunn, npousBedeHHbIX 33 nNpeaenamu Tepputopumn  Poccuiickon depepaumn, cybbekT
06paLeHnn NeKapCTBEHHbIX CPeACTB, ABNAIOLMIACA AepKaTenem Uan BRagesblem perncTpauMoHHOro
YOOCTOBEPEHUA, UAM MNPEeACTaBUTENbCTBO MHOCTPAHHOW OpraHuW3aumu Ha Tepputopumn Poccuiickoit
denepaunn, ABAAIOWENCA AeprKaTeieM WU BAaAe/bLeM PerucTpauMoHHOro yAOCTOBEPEHUs, Mpu
3aBepLIEeHMM NPON3BOACTBEHHOM CTaAMMN YNAKOBKM (B C/lyyae OTCYTCTBMA BTOPMYHOW YNAKOBKM - CTaanm
$acoBKKM) NEKapCTBEHHbIX MpenapaToB, A0 NpeacTaB/eHMA CBEAEHMIM O AaNbHEMLWMX onepaumsax c
TAaKMMM NEKAapPCTBEHHbIMM NpenapaTamu NpeacTaBAAlOT B CUCTEMY MOHUTOPWHIA C MCMONb30BAHUEM
YCTPOWMCTBA PErMcTpaumm 3MUCCUM CBeAeHUs, NpeayCMOTPeHHble NyHKTOm 3 npuaoxeHua N 3 K
HacToAwemy MonoxeHuto.".

13. [lononHuTb NyHKTOM 44(1) cnepytowero coaeprkaHus:

"44(1). MNpun nepepaye denepanbHbiM OpraHam  UCNOAHUTENIbHOM  BAAacTW, OpraHam
rocyapcTBeHHOMN BAacTh cybbekToB Poccuitickoit Pepepaummn 1 ynosHOMOYEHHBIM UMW OpraHU3aLmaAm
NIeKApPCTBEHHbIX NPENAPaToB, 3aKynaemblX AAA HyXg4 060pOHbl cTpaHbl M He3onacHOCTU rocyaapcTBa,
OKa3aHUsA TyYMaHUTApPHOW MNOMOLWIM, B LEAAX WCKAYEHMA BO3MOXKHOCTM PACKPbITUA CBEeAEHUN,
OTHECEHHbIX K TOCYAApCTBEHHOM TaliHe, CyObeKT obpaleHna  NeKapCTBEHHbIX  CPeACTB,
OCYLLECTBAAOWMI Nepegady TakKMX JIEKAapCTBEHHbIX MpenapaTtos, B TedeHue 5 pabounx aHen ¢ aatbl
baKTMYECKOM OTrPY3KM IEKAapPCTBEHHbIX NPEnapaToB NpeacTaBaAseT B CUCTEMY MOHUTOPUHIA CBEAEHUA O
BbIBOAE JIEKAPCTBEHHbIX MpenapaToB M3 0060pOTa, 33 WCKAOYEHMEM CBEAEHWUM, NpeayCMOTPEHHbIX
noanyHktamun 4" n "e" nyHkta 1 npunoxeHua N 4 K HacTosawemy MonoxxeHuto.".

14. A63ay, NsaTbIM NyHKTa 51 NpU3HaATb YTPATUBLUUM CUY.

15. B ab3aue nepBom nyHKTa 53 cnoBa "no npasuaam, yctaHaBanBaembim PegepanbHoit cnykboi
no Hagsopy B chepe 34paBOOXPaHEHUN" 3amMeHUTb C/I0BamM "B COOTBETCTBUM C PEriameHTOM,
onpeaenseMblM ONEPAaTOPOM CUCTEMbI MOHWUTOPUHIA M COrNacoBaHHbIM ¢ denepanbHOM CayXK60M no
Haa3opy B chepe 3apaBooxpaHeHmn".

16. A63ay, nepBbI NyHKTa 3 NpuaoxeHus N 3 K ykazaHHoOMY MN0N0KEHUIO U3NOKNUTDL B CleaytoLen
peaakumm:

"3. CybbeKTbl obpalleHns NeKapCTBEHHbIX CPeacTB NpM 3aBepLUIEHUM NPOU3BOACTBEHHON CTaanm
$bacoBKM (YNaKOBKM) NEKAPCTBEHHbIX NPENapaToB NPeAcTaBAAoT B CUCTEMY MOHUTOPUHIA B OTHOLEHUM
Ka*KaoW TOProBoW eauHMULbI IEKAaPCTBEHHOrO Npenaparta, NpousBefeHHON 3a npegenamm TepPUTOpPUM
Poccuitckoit epgepaummn, cnegytowwyo MHpopmaumio:".

17. NpunoxkeHne N 7 K ykazaHHOMY [MoN0OXKeHUIO AONOAHUTL NyHKTamu 13 un 14 cnepytouwero
cofeprKaHua:

"13. Hanuume ocHOBaHMWIA p[NA OTKA3a B PerucTpaumm CBeAeHW O HaHeCeHUUM CPeAacTB
NaeHTUMOMKaUUKN, NPeaycMOoTPeHHbIX NyHKTOM 9(3) MosoXKeHUs 0 cucTemMe MOHUTOPUHIA ABUMKEHUS
JIeKApCTBEHHbIX MpenapaToB 418 MeAMLMHCKOro MNPUMEHEHUA, YTBEPMKAEHHOro MOCTaHOBNEHUEM
MpasutenbctBa Poccuiickoin Pepepaumm ot 14 aekabpa 2018 r. N 1556 "O6 ytBepxaeHUM MNonoxKeHns
0 CUCTEME MOHUTOPUHTA ABUMKEHUA IEKAPCTBEHHbIX MPenapaToB 411 MeaANUMHCKOro NnpuMeHeHus".

14. MpuHAatMe MWHUCTEPCTBOM 34paBOOXpaHeHMAa Poccuitckon dPepepaunm pelleHus o
NPUOCTAaHOBNEHNUN NMPUMEHEHUS IEKAPCTBEHHOIO MpenapaTa B COOTBETCTBUM C YacTbto 7 CTaTbU 64 U
cTaTbel 65 degepanbHoro 3akoHa "0O6 obpalleHnn NeKapcTBEHHbIX cpeacTs”.




