MNoctaHoBneHue MNpaButenbctBa P® ot 30 aBrycta 2019 r. N 1118
“O BHeceHUu nameHeHu B NonoxeHne 0 cUCTeMe MOHUTOPUHIra ABWXEeHUS
nexKapcTBeHHbIX NpenaparoB AN MeAULIUHCKOro npumMmeHeHusa”

MpaButenbcTBo Poccuickon degepaumm NoCTaHOBNSAET:

YTBepOuTb NpunaraeMble W3MEHEHWsi, KOTopble BHOCATCA B [lonioxeHne O cucTtemMe MOHMTOPUHIa
OBWKEHVS FeKapCTBEHHbIX MpenapaToB Afs MEAWUMHCKOTO MNPUMMEHEHWs, YTBEPXAEHHOE MNOCTaHOBMEHVEM
MpaButenbctBa Poccunckon ®epepauum ot 14 nekabps 2018 r. N 1556 "O6 ytBepxaeHun MNonoxeHns o cucteme
MOHWUTOPWUHIa [OBWKEHUS  NIEKAPCTBEHHbLIX MpenapaTtoB Ans  MeAMUMHCKOro npumeHeHus" (Cobpanue
3akoHofatenbcTBa Poccunckon ®egepaumn, 2018, N 53, c1. 8641).

Mpencepnatens MNpaButenscrea [0. MenBeges
Poccuiickon ®epepauyuu

YTBEPXOEHbI
nocTtaHosneHveM lNpaBuTenscTBa
Poccuiickon depepaumm

ot 30 aBrycta 2019 r. N 1118

N3mMeHeHus,
KoTopble BHocATcA B [lonoXxeHune o cucteMe MOHUTOPUHIra ABUXEeHUSA JNIeKapCTBEHHbIX
npenapaToB AN MeaAULMHCKOro npuMmeHeHust

1. B nyHkTe 2:

a) B ab3aue oaMHHaguUaToOM crioBa "CpeAcTBO MAeHTUdMKaLUKM rPynnoBOM YNakKOBKM NeKapCTBEHHbIX
npenapaToB," UCKITIOUNTD;

0) B ab3aLe aBeHaauaTom CrnoBo "3HayeHne" 3aMeHUTb CNoBOM "Ha3HaveHue",

B) nocrnie ab3aua TpuHaaLaToro AononH1TL absalem crnefytoLlero cogepXxaHus:

"Ko4 MapKupoBKU" - YHUKarnbHas nocnenoBaTenbHOCTb CUMBOSIOB, COCTOSILLAS U3 CEPUNHONO rnobanbHOoro
naeHTMMKaLMOHHOIO HoOMepa TOProBor eanHULbLI U Koga npoBepku, dopMmupyemas ans uenen ngeHtndukaumm
NEpPBUYHON YMaKOBKM (B OTHOLUEHWMW JIEKapCTBEHHbIX MpenapaTtoB Afs MeOULMHCKOTO MPUMEHEHUS, ANsl KOTOPbIX
He NpedycMOoTpeHa BTOPUYHAS YMaKoBKa) U BTOPUYHON (MOTPeBMTENbCKOM) YyNaKkoBKM NEKaPCTBEHHbBIX NpenapaToB
Ons MeguLMHCKOro NpuMeHeHns;";

r) B ab3aue yeTbipHagLaTOM CrioBa "cocTosilasi U3 Kitova NPOBEPKN U 3NEKTPOHHON noanucn” 3aMeHUTb
cnoBamu "cocToswas u3 ngeHtTudukaTopa (MHAMBMAYanbHOro NOPSAKOBOrO HOMEepa) Krya NPOBEPKM U 3HaYEeHUs
Koda npoBepkn";

0) B abs3aue naTHagLaToOM MOcne CrnoB "OOCTOBEpHble CBeAeHUs" AOMOMHUTL croBamu "(B TOM 4yucrne
CBeOEeHUsA O HaHEeCEeHHbIX Ha HUX cpeAacTBax maeHTudukaumm u (UnNu) matepuanbHbIX HOCUTENSX, coaepXallumx
cpeacTBa naeHTudukaumm)";

e) ab3al aeBaTHaaUATbIN U3MNOXUTb B CriefytoLlen pegakumnm:

"perncrtpartop BbIOLITUS" - NporpaMMHo-annapaTtHoe wudpoBanbHoe (KpunTorpaduryeckoe) TeEXHUYecKoe
CcpencTBo, BKM4awuwee B cebs TexHMYecKoe CpeacTBO MPOBEPKM KOOOB MPOBEPKM, B OTHOLLUEHUW KOTOPOro
depnepanbHon cnyxbor 6GesonacHocTu Poccunckon Pepepaumm BblgaH LOOKYMEHT O €ro COOTBETCTBUM
YyCTaHOBMEHHbIM TpeboBaHMAM K LwndpoBanbHbIM (KpunTorpadmyeckuM) cpeactBaM  3alimTbl MHoOpmaumu,
OENCTBYIOLLMM B OTHOLUEHMU LWINMGPOBanbHbIX (KpunTorpacmnyeckmx) cpeacTs, nNpegHasHavyeHHbIX A51s MPOBEPKU
KOOOB MAapKMpPOBKW, W WCMONb3yemMoe cybbekTamy obpalleHus nekapcTBEHHbIX CpeacTB Ans obMeHa
nHpopmaumern ¢ CUCTEMON MOHUTOPUHIA B YacTu (POPMUPOBaHNS N Nepedayn B 3Ty CUCTEMY CBEAEHUI O BbiBOAE
13 obopoTa nekapcTBEHHbIX NpenapaTos;"”;

X) absay, ABaguaTh NepBbivi U3NOXUTL B CnefyloLwen peaakumm:

"cpeacTBO uaeHTUMkaumm" - kog MapkUpoBKW, NpeAcTaBfeHHbI B MalluMHOYMTaemon ¢opme unm ¢
MCNONb30BaHMEM WHOrO cpeactsa  (TEXHOMOrMM) aBTOMATUYECKOW uAaeHTUdUKaumm, dopMupyemMbsln  ans
HaHeCeHWs1 Ha BTOPUYHYIO (MOTPEBUTENLCKYIO) YNakoBKY NeKapCTBEHHOro npenapaTa (B criydyae ee OTCYTCTBUSA -
Ha NEepBUYHYK YMNAKOBKY FeKapCTBEHHOrO Mnpenapata) MeTogamMu, He [JOnycKalwumu OTAENeHus Ccpeactsa
nageHtTudpmkaumm un (Mnu) martepuanbHblX HOCUTEMEN, codepXallux CpeacTBa uaeHTudukaumu, OT yNakoBKW
NeKapCTBEHHbIX NpenapaTtoB 6e3 NoBpeXxaeHun;";

3) ab3au ABaguaTh YETBEPTHIM UNOXWTL B CriegyloLlen peaakuum:

"YCTPOMCTBO perncrTpaumm smmuccmm" - nporpammHo-annapatHoe wndpoBanbHoe (Kpuntorpaduyeckoe)
TEXHMYECKOe CpeACcTBO, BKM4awlee B cebs TexHM4eckoe CpedcTBO MPOBEPKM Koga MNpoOBEpkU nmbo



CoOTBEeTCTBYHOLLEEe TPeDOBaHUAM K TEXHNYECKOMY CPeaCcTBY NPOBEPKM Koga NPOBEPKU, UCMONb3yeMoe SMUTEHTOM
cpeacTB MaeHTUdUKaLmMm 4ns nonyd4eHns KogoB MapKMpoBKU 1 06MeHa nHdopmMaLumen ¢ CUCTEMON MOHUTOPUHIa B
yacTm nepegayM B 3Ty CUCTEMY CBEAEHUA O MapKMpOBKE BTOPUYHOM (MOTPEOUTENbCKOM) YMakOBKM
nekapcTBEeHHOro npenapata (B criyyae ee OTCYTCTBMSA - MEPBUYHOW YNakoBKU NEeKapCTBEHHOro npenapaTa)
cpeactBamu maeHtudukauum, B OTHOWeHWn kotoporo PepepanbHon cnyxbon 6esonacHocTn Poccuiickon
denepaumn BblJaH [OOKYMEHT O €ro COOTBETCTBMM YCTaHOBMNEHHbIM TpeboBaHusM K WMEPOBanbHbIM
(kpunTorpaduyecknm) cpencTeaMm  3allMTbl  MHOPMAaUUKW, [AEACTBYIOLWMM B OTHOLIEHMM LMdPOBanbHbIX
(kpunTorpaduyeckmx) cpeacTs, NpeaHa3HaYeHHbIX 45151 NPOBEPKN KOLOB MapKUpPOBKY;".

2. TyHKT 4 N3NOXNUTb B CregyoLwen pegakumm:

"4, CBepgeHusl, copepxawmecsa B CpeacTBe MAeHTMdUKaUMM, HaHOCATCA npousBoguTeneM B Buae
OBYXMEPHOTO LUTPMXOBOr0 KOAa MEeTo4amu nevatu Ha BTOPMYHYO (MOTPEOUTENbCKY) YNakoBKy JIeKapCTBEHHOMO
npenapaTa (B cny4ae ee OTCYTCTBUS - Ha MEPBMYHYIO YMNAKOBKY NIEKAPCTBEHHOro npenapara) wunu nedyatn Ha
mMaTepuanbHbli HOCUTENb (STUKETKY), HEe OOMyCKalWMM/U OTAENEeHNss MaTepuanbHOro HOCUTENs, CoaepXaliero
CPeACTBa MAEHTUMMKALMK, OT YNaKOBKWN NIEKapCTBEHHOrO npenapara 6e3 noBpexaeHni.".

3. B nyHkTe 5:

a) B absaue naToM crioBa "KMOY NPOBEPKU" 3aMeHUTb crnoBamu "vaeHTudukatop (MHAUBMAYaAlbHbIN
NOpsiAKOBbLIA HOMEP) Kroya NpPoBEPKn”;

6) ab3aL LecTon U3NoXuTb B creyroLlen peaakumu:

"yeTBepTas rpynna [daHHbIX - 3HadeHMe Koda MpOBepKM, MNpedoCTaBfnsieMOe 3SMUTEHTaM CpeacTB
naeHTUMKaLuum onepaTopomM CUCTEMbl MOHUTOPUHra B COCTaBe KoAa MPOBEPKM B COOTBETCTBUMU C HACTOSALLUM
lMonoxeHnem, KOTOpOMY NpeaLecTsyeT naeHTngrkaTop npumeHeHns (92), u coctosilee n3 44 cumaonos (uudp,
CTPOYHbIX M NMPOMNUCHBIX OYKB NaTMHCKOro andaenTa, a Takke cneymnanbHbiX CMMBOSOB).";

B) ab3aupbl ceabMOWN - 4eCATbIN NPU3HaTb YTPaTUBLLMMUK CUMY;

r) ab3ay oguHHagLUaTbIA U3NOXWTL B CrieaytoLLlen pedakuumn:

"Ipynnbl 4aHHbIX AOSMKHbBI pacnonaratbCcs nocnegoBaTernbHO - OT NEePBON K YeTBEPTON.".

4. HanmeHoBaHue pasgena lll nanoxuts B cnegyowen pegakumm:

"lll. Mopsaaok nony4yeHUsa KoAoB MapKUPOBKU, (hoOpMMUPOBaAHUA rPYNNOBOro Koga n ux
permcrpauum B cuctemMme MOHUTOPUHra".

5. B nyHKTax 6 un 7 cnoso "npoBepkn" 3aMeHUTb CIIOBOM "MapKUpoBKn".

6. NMyHKT 8 M3N0XUTb B CriegyloLen peaakumm:

"8. Koo MapkmpoBkM OpMUpYeTCA OnepaTtopoM CUCTEMbI MOHUTOPMHIa MNyTeM MPUCBOEHUS KOOOB
NPOBEPKN ON151 KAXKA0ro CEPUAHOIO rnodanbHoro MAeHTUUKALMOHHONO HOMepPa TOProBOM eQUHNLIbI U BKIOYaeTcs
B peecTp CpeAcTB aeHTMdUKaumMm onepaTopa CUCTEMbl MOHUTOPUHTA.

Onepatop CUCTEMbl MOHUTOPUMHIra He Mno3gHee 2 4YacoOB C MOMEHTa MONyYeHUst 3asiBKM Ha NoryyeHue
KOOOB MapKUpOBKW HanpaensieT 9SMUTEHTY CpPeAcTB  uAaeHTuduKaumm CiMcoK  CcOpMUPOBaHHbBIX  KOOOB
MapK1pOBKN.".

7. JononHutb nyHkTOM 8.1 cnepytoLlero cogepxaHus:

"8.1. OMuTeHTam cpeacTB naeHTMdUKaLM OTKasbiBaeTCs B BblAade KOAOB MapKMPOBKM MO CreayioLnm
npu4nHam:

a) OTCYTCTBME B 3asiBKE Ha MOJlyYeHME KOOOB MAapKMPOBKW CBEAEHWUN, NPeAyCMOTPEHHbIX MYHKTOM 7
HacToswero NonoxeHus;

0) oTCyTCTBME CBEAEHUIA O PETUCTPaLUN SMUTEHTA CPEACTB MAEHTUDUKALMN B CUCTEME MOHUTOPUHTA;

B) OTCYTCTBME Y orepatopa CMCTEMbl MOHUTOPWUHra CBeAeHUn 06 YCTPOMCTBE perucrpaumm 3MUCcumn, C
NCNONb30BaHNEM KOTOPOro HarpaBfieHa 3asiBka Ha NnostydeHne Ko4oB MapKUPOBKY;

r) HanMuMe paHee 3aperncTpUpoOBaHHbIX B CUCTEME MOHWUTOPMHIA CBEAEHMIA O CEPUNHOM rnobanbHoOM
naeHTUUKaLMOHHOM HOMepe TOProBoW eAnHKLbl, NPeaACTaBNeHHOM B COOTBETCTBUM C NOAMYHKTOM "a" nyHkTa 7
HacTosilwero MNonoxeHus;

[) OTCYTCTBME B CUCTEME MOHUTOPUHIra cBeaeHnn o rnobanbHOM MAEHTUMUKALMOHHOM HOMEpe TOProBom
eVH1LbI, NpeacTaBNeHHOM B COOTBETCTBUM C NOANYHKTOM "6" nyHKTa 7 HacTosLlero MNonoxeHus.".

8. MyHKT 9 M3noXuTb B CneayoLLen peaakumm:

"9. Onepartop CUCTEMbI MOHUTOpPUHIa obecnevymBaeT MOflyYeHMe SMUTEHTaMW CPeacTB uaeHTudMKauum
KOAOB MapKMpPOBKU MOCPEACTBOM OCHALLEHUSI SMUTEHTOB CPEACTB MAEHTUMMKALMM YCTPOWCTBAMU perncrpauumn
3MUCCUN.

OcHalleHne 3SMUTEHTOB CpPeAcCTB MAEHTMMUKAUMM  YCTPOWCTBAMW pPEerucTpaumm SMUCCUM, BKIoYas
obecneyeHne ypaneHHoro AOcCTyna K YCTPOWCTBY pernctpauun SMUCCUW, pasMeELLeHHOMY B WMHpacTpykType
onepatopa CUCTEMbl MOHUTOPWHIA, OCYLLECTBSETCHA OnepaTopoM CUCTEMbl MOHUTOPMHra Ha 6e3BO3Me3HOMN
OCHOBe. B uensax Takoro OCHaLEHUs SMUTEHT CpPeacTB MAEHTUdUKaUMKM 3akn4vyaeT C onepaTtopoM CUCTEMbI



MOHWTOPWHIa 4OroBOPbI, CoAepXKallne B TOM YMCHe YCIOBMS NpedoCcTaBreHns yCTPONCTBa perncTpauumn aMmccum
M ero pernameHTHoro obcnyxuBaHus Ha ©0e3BO3ME3OHOM OCHOBE WM YCIOBMS OKasaHus ycnyrm no
NpegoCTaBfeHN0 YCTPOMCTBA permcTpaumm 3MUCCuMKM, pasMeLLEHHOro B MHAPACTPYKType onepatopa CUCTEMbI
MOHUTOpWHra, nyTemM npeaocTaBneHnss yaaneHHoro AocTyna K Hemy Ha 6e3Bo3mesgHon ocHoBe. PelueHue o
BblGbOpe cnocoba OCHaleHUa NPUHMMAaETCs SMUTEHTOM CPeacTB uaeHTudukauumn. Tunosass opmMa ykasaHHbIX
J0oroBopoB yTBepxaaetTcd MMHUCTEPCTBOM NPOMBILLIIEHHOCTU U Toproenu Poccuitckon degepaumu.

OcHalleHne 9SMUTEHTOB Cpeacts MAeHTUdMKaLMM, He Mpu3HaBaeMblX HarnoroBbiMn pesngeHTamu
Poccuiickon ®epepaumm 1 He wMewWMX MNpeacTaBUTenbCTB Ha Tepputopum Poccuiickon ®epepauun,
YCTPOMCTBaMN perncTpaumm aMMCCUK, a TakkKe 3akryeHne OOroBOPOB C ONepaTtopoM CUCTEMbI MOHUTOPWHIA,
npegycMOTpeHHbIX ab3aueM BTOpPbIM HACTOSLLEro MyHKTa, MOTYT OCYLIECTBAATLCA Yepes3 YNOSIHOMOYEHHOro
npegcrasutens.”.

9. lononHutb NnyHkTamu 9.1 - 9.3 cnegytoLwero cogep>xaHus:

"9.1. OMUTEHT CpPeACTB UAEHTUDMKALMM NOCIE NOSNyYeHUs koga MapkUpoBKK NpeobpasyeT ero B CpeacTBo
noeHTndmrkauumn, obecneynmBaeT ero HaHeceHuMe Ha BTOPUYHYH (MOTPEOUTENBCKYH) YNakoBKY JEKapCTBEHHOro
npenapaTa (Mpu ee OTCYTCTBUM - HA MEPBUYHYIO YMAaKOBKY NEKapCTBEHHOrO mpenapara) uinn Ha MaTepuarbHbIN
HocuTenb (3TUKeTKy) U B TedeHne 180 kaneHOapHbIX AHEW, HO He No3aHee AaTbl BBOAA B 060pPOT NekapCTBEHHOro
npenapaTa, Ha YnakoBKy (9TUKETKY) KOTOPOro HaHeCeHO CpeacTBO wuaeHTUdukauuu, npeobpa3oBaHHOe U3
COOTBETCTBYIOLLIErO KOAA MapKUMPOBKM, UNU He nos3fHee AaTbl AOCTaBKM NEKapCTBEHHOro npenapata B MeCTO
npubbiTua Ha Tepputopun Poccunckon denepaumm npu NpouM3BOACTBE NEKApCTBEHHOro mnpenapata BHe
Tepputopun Poccunckon denepaumm (3a UCKNOYEHMEM NEKapCTBEHHbIX NPenapaTos, BBO3UMbIX U3 roCygapcTB -
uyneHoB EBpa3ninckoro akOHOMMYECKOro cok3a), Unu 4o AaTbl BBO3a Ha Tepputoputo Poccuickon depepaumm Ha
tbapmaueBTUYECKMI CKrad Mpyv MPOU3BOACTBE JEKApCTBEHHbIX MnpenapaTtoB BHe Tepputopun Poccuinckon
denepaumn B OTHOLIEHMM F€KapCTBEHHbIX MpenapaToB, BBO3MMbIX M3 rocygapcTB - urneHoB EBpasunickoro
9KOHOMMYECKOro CO3a, nepedaeT B CUCTEMY MOHUTOPUHIa CBEAEHMS O HaHECEeHUW cpeacTBa uaeHTudmkauum B
COOTBETCTBMM C ab3aLem nepBbIM NyHKTa 35 unu nyHkTom 36 HacToswero NonoxeHus.

B cnyyae ecnu B cooTBETCTBMM C nocTtaHoBreHuem [lpaeButensctBa Poccuiickonn ®epepauun ot 8 mas
2019 r. N 577 "O6 yTBepxaeHMM pasmepa nnatbl 3a okaszaHue YCnyr no npeaocTaBreHu0 KOOOB MapKUPOBKM,
HeobxoauMbIX Ans POpMUPOBaHUS CPeaCcTB naeHTudukaumm n obecnevyeHns MOHUTOPUHra OBWXEHUS TOBapOB,
noanexawmnx obsisaTtensHOM MapKNPOBKe CpeacTBaMn uaeHTudrkalmm, a Takke o nopsake ee B3umaHuga" ycnyra
no NpeaoCcTaBreHno Koda MapKUPOBKY NOANEXUT onnaTe, SMUTEHT CPeACTB uaeHTudrkaumm nponssoanT onnarty
Takow ycnyru onepatopy CUCTEMbl MOHUTOpUHra B TedeHue 180 kaneHOapHbIX AHEW C AaTbl NONydeHWUs kopa
MapKMPOBKK, HO He No3gHee AaThl BBOAA B 060POT NeKkapCTBEHHOrO npenapara, Ha YNnakoBKy (3TUKETKY) KOTOPOro
HaHeCceHO cpeAacTBO uaeHTUdMKauun, npeobpa3oBaHHOE M3 COOTBETCTBYIOLLErO KO4a MapKWpOBKW, WNMKN He
nosgHee gatbl AOCTaABKM NEKapCTBEHHOMO npenapaTta B MecTo npubbiTnsi Ha Tepputopun Poccunckon degepaunn
npu Npou3BOACTBE NEeKapCTBEHHOro npenaparta BHe Tepputopum Poccunckon degepaumy (3a MCKIOYEHWEM
nekapCTBEHHbIX NpenapaToB, BBO3NMbIX M3 FOCyAapCTB - YneHoB EBpasmmnckoro sKOHOMUYECKOro cok3a), unu go
Aatbl BBO3a Ha TeppuToputo Poccuinckon Pepepauum Ha apMaueBTUYECKUMIA CKnag npu Npou3BOACTBE
nekapCcTBeHHbIX MpenapaToB BHe Tepputopun Poccunckon ®egepauum B OTHOWEHWM NEKAPCTBEHHbIX
npenapaToB, BBO3UMbIX M3 rocygapctB - yneHoB EBpasuickoro akoHommuyeckoro coto3a. pu aTtom onepaTop
CUCTEMbl MOHWUTOPUHIa peructpupyeT (BHOCWUT) B CUCTEMY MOHUTOPUHra UHQOpMauMio O HaHeceHuu cpencTtea
naeHTUMKaUun, yKasaHHYl0 SMUTEHTOM CpPeACTB uaeHTUdurkaumm B CBeOEHUAX O HaHeceHun cpeacrtsa
naeHTumKauumn, nocne nonyyYyeHus onnatbl YCNyru no NnpeaocTaBrneHno Koga MapkMpoBKkY, Nnpeobpa3oBaHHOro B
COOTBETCTBYIOLLIEE CPEACTBO MAEHTUDUKALINN.

Ycnyra no npefocTaBfeHMl0 KOAa MapKUPOBKM MPU3HAETCS OKa3aHHOW ornepaTopoM  CUCTEMbI
MOHWUTOPWMHIa B MOMEHT peructpaumm (BHECEHUS) onepaTtopoM CUCTEMbI MOHUTOPUHIA B CUCTEME MOHMWTOPUWHIa
nHdpopmMaumm, CoaepXallencss B CBEAEHMSX O HaHeCeHMu cpenctea maeHTuduvkaumm, npeobpas3oBaHHOro U3
COOTBETCTBYHOLLErO KOAa MapKNpoBKU.

9.2. Kogbl MapKMpoBKN aHHYNMPYIOTCA B CrieAyoLWmX crydasax:

a) koObl MapKUpPOBKW, MOJTYYEHHbIE 3MWTEHTOM CPEACTB MAEHTUMUKaUUM B pamMKax OOHOW 3asBKW,
copjepxalime cepuiHble rrnobanbHble UAEHTUUKALMOHHbIE HOMEepa TOProBOM eAWHWLbl, He BKMIOYEHbl B
CcBefeHUs 0 HaHeCceHM CPeaCTB aeHTMdukaLmm, npeobpaszoBaHHbIX U3 COOTBETCTBYHOLLUX KOAOB MapKUPOBKMY;

0) HapyweH ycTaHOBMeHHbI ab3auem nepBbiM nyHkTa 9.1 HacToswero [MonoxeHus Cpok nepedauyn
CcBeEeHUN B CUCTEMY MOHUTOPUHTa;

B) HapyLUeH yCcTaHOBMNEeHHbIM ab3alem BTopbIM nyHkTa 9.1 HacToswero NonoxeHus cpok onnaTbl YCnyr no
npeaoCcTaBneHnIo Koaa MapKUpPOBKN.

9.3. B peructpauum B CUCTEME MOHUTOPMHIa CBEAEHUM O HaHeceHuu CpeacTB uaeHTUmkaumm
OTKa3blBaeTCH NO CreaylLmM NpuinHam:

a) OTCYTCTBME CEPUNHBIX rNobanbHbIX NAEHTUMMKALUNOHHBIX HOMEPOB TOPrOBOW €AWMHMLbI, YKa3aHHbIX B
CBedeHMsX O HaHeCeHWM CPeACTB MAEHTUdUKauuW, B peecTtpe CpPeAcTB MOeHTUdMKauun onepaTtopa CUCTEMbI
MOHWTOPWHra;



0) npeacTaBneHWe SMUTEHTOM CpeacTB  MOEHTUdUKaUUM CBeOeHWA O HaHeceHuuM CcpeacTB
naeHTnrKaLuumn No NCTEYEHNN CPOKa, YCTAHOBIEHHOMO ab3alem nepBbiM NyHKTa 9.1 HacToswero NonoxeHus;

B) OTCyTCTBME Yy onepaTopa MOHUTOpPMHIa cBedeHun o6 yCTpoOWCTBE perncrpauum 3MUccuu, C
NCNONb30BaHNEM KOTOPOro nepeaaHbl CBEAEHUS B CUCTEMY MOHUTOPUHIE;

r) OTCYTCTBME MNOATBEPXAEeHUA OnnaTbl KOOOB MapKMpoBKM, npeobpasoBaHHbIX B  cpeacTtsa
naeHTurKauumn, 0 HaHeCEHNN KOTOPbIX AMUTEHT CPEACTB MAEeHTUdUKaLMM nepefaetr B CUCTEMY MOHUTOPUHra
CBefeHUs 0 HaHeCeHn cpeacTBa uaeHTudmKauumn, npegycMoTpeHHble ab3alem nepebiM NyHKTa 35 MnNu NyHKTOM
36 HacToswero NMonoxeHus.".

10. AB3aL naTbii nyHkTa 10 M3NOXUTb B cnegyoLllen peaakumn: "CepuinHbIn HoOMep rpynnoBON YNakoBKu;".

11. AB3aL nepBbii NyHKTa 35 M3NOXWTb B cnedyroLen peaakumm:

"35. B pamkax BBOAa B OOOpOT NekapCTBEHHLIX MpenapaTtoB Ha Tepputopum Poccunckon depepauum,
npousBedeHHbIX Ha Tepputopun Poccuinckon ®Pepepaumun, cybbekT obpalleHus neKapCTBEHHbIX CpencTs,
OCYLLECTBNSAOLWMIA hacoBKy (YyNakoBKy) FleKapCTBEHHOro npenapaTta BO BTOPUYHYO (MOTPEOUTENBCKYD) YNakoBKY
(B cnyyae ee OTCYTCTBMS - B MEPBUYHYIO YNAKOBKY), OO MPeACTaBMeHMs CBeAEeHMIN O JarbHENLWMX onepauusx ¢
TakMMU NeKkapCTBEHHbIMU NpenapaTtaMu npeacTaBnsieTr B CUCTEMY MOHUTOPMHIA C MCMONb30BaHMEM YCTPONCTBA
perncTpaunm aMmccun ceeaeHus, npeaycMmoTpeHHble nyHKToM 1 npunoxeHus N 3 k HacToswwemy MNonoxeHuto.".

12. MNyHKT 36 N3NOXNTb B CnegyloLlen peaakumm:

"36. B pamkax BBOAa B 0BOpPOT NnekapCTBEHHbLIX MpenapaTtoB Ha Tepputopuu Poccunckon depepauun,
npovsBedeHHbIX 3a npedenamn Tepputopumn Poccuiickon ®depepaumn, CyObekT obpalleHus nekapCTBEeHHbIX
CpeacTB, SABNAWLWIMACA  AepxateneMm  WnNu  BnagenbuemM  pPerncTpaumoHHOro  yAOCTOBEPEHUs,  unu
NpeacTaBUTENbCTBO  MHOCTPAHHOW opraHusauuMm Ha Tepputopun Poccunckon depepauuu, <BnstoLlencs
aepxxaTenem unv Bnagenbuem perncTpauvoHHOro yOoCTOBEPEHMWS, MPU 3aBepLUeHnM NPOM3BOACTBEHHON CTaauun
yNakoBKM (B Crydae OTCYTCTBUS BTOPUYHOWM YMaKOBKM - cTagum (hacoBKW) NEKapCTBEHHbIX MpenapaTtos, OO
npeacTaBrneHus cBedeHWn O JanbHEeNWmMX onepaumsax ¢ TakMMm fieKapCTBEHHbIMW Npenapatamu NpeacTaBnsioT B
CMUCTEMY MOHWTOPUHIa C WCMONb30BaHMEM YCTPOWCTBA pPerucrpauum 3MUCCMM CBEAEHUsl, NpedyCMOTPEHHbIe
nyHkToM 3 npunoxeHus N 3 kK HacTosweMmy NonoxeHnto.".

13. JononHuTb NnyHKTOM 44.1 cneayowlero coaepXaHus:

"44.1. MNpu nepepadve denepanbHbIM OpraHamM WCMOMHWUTENbBHOW BRacTW, OpraHam rocyaapCTBEHHON
BnacTtun cybwektoB Poccunckon depepaumm 1 ynonHOMOYEHHbIM UMW OpraHu3aLmnsam nekapCcTBEHHbIX Npenaparos,
3aKkynaembIX Ans Hy>X4 0BOpOHblI CTpaHbl M 6e30nacHOCTM rocyaapcTBa, OKasaHUs ryMaHUTapHOW MNOMOLUW, B
Lensax WCKIMIYEHUs BO3MOXHOCTW pPacKpbITUS CBEOEHWN, OTHECEHHbIX K FOCYOapCTBEHHOW TanHe, CyObekT
obpalleHns nekapcTBeHHbIX CPeacTB, OCYLLECTBAIOWNIA Nepeaady Taknx NnekapCTBEHHbIX NpenapaTos, B TedeHne
5 pabounx pgHen C paTtbl PakTUYECKOW OTrpy3kM JIEKApCTBEHHLIX MpenapaTtoB MNpeacTaBnseTr B CUCTEMY
MOHWTOPWMHIa CBeOEeHVs O BbIBOOE IeKapCTBEHHbIX NpenapatoB u3 obopoTa, 3a WUCKIYEHWEM CBEAEHUN,
npegycMOTpeHHbIX nognyHkTamm "g" n "e" nyHkta 1 npunoxenuna N 4 k HacToswemy lNMonoxeHunto.".

14. AB3aL naTbIA NyHKTa 51 npu3HaTh yTpaTUBLUUM CUNy.

15. B ab3aue nepBomM nyHkTa 53 crioBa "no npaBunam, ycTaHaBnmBaemMbiM deaeparnbHon cryxbon no
Hag3opy B cdepe 30paBoOOXpaHeHUa" 3amMeHUTb crioBamMu "B COOTBETCTBMM C perflameHToM, onpegendemMbiM
onepaTopoM CUCTEMbl MOHUTOPMHIa M cornacoBaHHbiM ¢ degepanbHon cnyxbonm no Hag3opy B cdepe
34paBooxpaHeHus".

16. ABsay nepsbli nyHkTa 3 npunoxeHus N 3 K ykasaHHOMY [TONMOXEHWIO W3NOXUTb B CreayoLwen
pegakumu:

"3. CybbekTbl 0bpalleHns nekapCcTBEHHbIX CPeACTB Npy 3aBepLUEHUN NPON3BOACTBEHHOW CTaaum hacoBku
(ynakoBku) nekapcTBEHHbIX NpenapaToB NpeacTaBrsioT B CUCTEMY MOHUTOPWHIA B OTHOLUEHWMWU KaXKOOW TOProBon
€[dVHMLbl JIEKapCTBEHHOrO npenapaTa, Npou3BedeHHOM 3a npepenamu Tepputopun Poccuiickon degepaumm,
cnegyoLyo nHpopmanmio:”.

17. MpunoxeHne N 7 k ykazaHHOMY [1onoXeHUIo AONONHUTL NyHKTamu 13 1 14 crneaylowero cogepxaHus:

"13. Hannune ocHoBaHui NS OTKasa B perncrpauum cBefeHuin 0 HaHeCeHUU cpencTB uaeHTudukaumm,
nNpegycMoTpeHHbIX MYHKTOM 9.3 [1onoXeHus 0 cucteme MOHUTOPUHIa ABUXKEHMWS NIEKapCTBEHHbIX NpenapaToB Ang
MEeOMLIMHCKOro NPUMEHEHNs, yTBEpPXAEHHOro noctaHosneHnem [llpasutenbctBa Poccuiickon depepaunn ot 14
nekabpsa 2018 r. N 1556 "O6 yrtBepxaeHun [lonoxeHuss O CUCTEME MOHUTOPUHra OBWXKEHUS NeKapCTBEHHbIX
npenapaToB ANA MeOULUHCKOro NpuMeHeHus".

14. MNpuHaTne MuHnctepcTBoM 3apaBooxpaHeHus Poccunckon depepalmm pelleHns o npuocTaHoBAEHUN
NPUMEHEHUS NeKapCTBEHHOro npenapata B COOTBETCTBUM C 4acTbio 7 cTaTbM 64 n ctatben 65 depepanbHOro

3akoHa "Ob6 obpalleHun nekapcTBeHHbIX cpeacTs".".



