MMPABUTEJBCTBO POCCUIMCKOHN ®EJEPAIIUU

ITOCTAHOBJIEHUE
ot 14 nexadps 2018 r. N 1556

Ob YTBEPX/JIEHUH IMTOJIO’KEHUA O CUCTEME
MOHUTOPHUHT A IBUKEHUSA JIEKAPCTBEHHbBIX
HPEITAPATOB JJIAA MEJUIIUHCKOI'O IPUMEHEHUSA

(B pen. ITocranosnennii [IpaBurensctBa PO ot 30.08.2019 N 1118, or 31.12.2019 N 1954, o
02.03.2020 N 219, ot 20.03.2020 N 311, oT 21.07.2020 N 1079, ot 02.11.2020 N 1779, o
18.12.2020 N 2166, ot 28.01.2021 N 60, ot 30.06.2021 N 1069, ot 31.01.2022 N 73, ot 24.03.2023
N 468, ot 16.09.2023 N 1514, ot 29.11.2023 N 2027, ot 19.01.2024 N 25, ot 06.07.2024 N 922, oT
06.11.2024 N 1498, ot 24.04.2025 N 553, ot 29.09.2025 N 1495)

[IpaButenscTtBO Poccuiickoit denepanun mnocraHonisieT: (B pen. Ilocranosnenus [IpaButenbcTBa
P® or 31.12.2019 N 1954)

1. yTBepI[I/ITL npuiaracMoc IlonoxeHue o cucreme MOHUTOpPHHI'a IABHUXCHUSA JICKAPCTBCHHBIX
nmpemnaparoB AJid MEAUIUHCKOTO ITPUMCHCHU .

1.1. YcTaHOBUTbH, YTO IOPUIMYECKUE JIUIA M WHAWBHIYyaJbHBIC MPEANPUHUMATEIH, SBISIONINECS
cyObeKkTaMu oOpalleHHs JIEKApCTBEHHBIX CPEICTB B COOTBETCTBUM ¢ [losoxkeHneM, yTBEpKICHHBIM
HACTOSIIIIMM TIOCTaHOBJICHHEM (Jasiee - CyOBEKTHl OOpallleHus JIEKapCTBEHHBIX CPEACTB): (B peil.
[MTocranosnenus [IpaBurenscta PO ot 31.12.2019 N 1954)

OCYIIECTBIISIIOT CBOKO PETHCTPAllMI0 B CHUCTEME MOHHUTOPUHIA JIBIDKCHHS JIEKAPCTBEHHBIX
MpenapaToB JUisi MEJUIIMHCKOTO MPUMEHEHHs (Janee - cucreMa MoHUTOpuHra) ¢ 1 suBaps 2020 r.
10 29 despans 2020 . (BkIrOUUTENBHO) 100 1ocie 29 despans 2020 1. B TeueHue 7 KaJleHIapHbIX
JTHEN co JTHS BO3HUKHOBEHHS Y CYOBEKTOB OOpallleHHUs JEKapCTBEHHBIX CPEACTB HEOOXOIMMOCTH
OCYIIECTBIICHUS JCSITCIIPHOCTH, CBS3aHHOW C OOpalieHHeM JIEKapCTBEHHBIX TPEImapaToB s
MEAWIIMHCKOTO TIpUMEHEHHUsS (Jajmee - JIeKapCTBEHHbIE TIpenaparbl) NpH HAIWYUH TIpaBa
OCYIIECTBIISITh TaKyIO AeATeNbHOCTD; (B pen. [loctanoBnenuit [IpasutensctBa PO ot 31.12.2019 N
1954, ot 24.03.2023 N 468)

He mo3aHee 21 KaleHIapHOTo IHS CO JHS PErHCTPALMHM B CHCTEME MOHHUTOPHHIA OOECIICUMBAIOT
TOTOBHOCTh CBOMX WH()OPMAIIMOHHBIX CHCTEM K HH(POPMAIMOHHOMY B3aHMMOJECHCTBHUIO C CHCTEMOM
MOHHUTOPUHTAa ¥ HAMPABISIIOT ONEPaTopy CHCTEMbl MOHHTOPHHIA 3asBKY Ha IMPOXOXKICHHE
TECTHPOBAHUS ~ WH(OPMAIIMOHHOTO  B3aMMOJEWCTBUSL €  yKa3aHWEM  IPOW3BOIMTENEH
POrpaMMHO-AIMIAPaTHBIX ~ CPEACTB  MHMOPMAIMOHHBIX cucTeM; (B pen. IlocraHOoBieHHs
[MpaButenscTBa PO ot 31.12.2019 N 1954)
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MPOXOIAT TECTUPOBAHHE MH(GOPMAIIMOHHOTO B3aUMOJICHCTBUSI CBOMX MH(POPMAIIMOHHBIX CHUCTEM H
CUCTEeMBl MOHUTOPUHTAa B COOTBETCTBUHU C TOPSAKOM, pPa3MEIICHHBIM Ha O(HIIMAILHOM CaiTe
orieparopa CUCTeMbl MOHUTOPHHTA B HH(POPMAIIMOHHO-TEJICKOMMYHHUKAaIMOHHOH cetn "MHTepHeT",
B OTHOIICHMM MAapKUPOBKU JIEKAPCTBEHHBIX IIpErnapaToB, BBOAAa B 00OPOT JIEKAPCTBEHHBIX
npenaparoB, uX o00poTa W BBIBOAA M3 000poTa B cOOTBETCTBUM C [lojoXKeHHEM, YTBEP)KIECHHBIM
HACTOSIIIMM TOCTAaHOBJICHHEM, B TEYEHHE 2 KaJeHJApHBIX MECSLEB CO JHS TOTOBHOCTH CBOUX
WH(OPMAIMOHHBIX CHUCTEM K MH()OPMAIIMOHHOMY B3aMMOJICHCTBHIO C CUCTEMON MOHUTOPHHTA; (B
pen. [Tocranosnenus [IpaBurenpcrBa PO ot 31.12.2019 N 1954)

BHOCAT HauuHast ¢ | wmrons 2020 r. B cucTeMy MOHUTOPHMHIA CBEICHUS 000 BCEX OIEpalusx,
IPOM3BOJIUMBIX C JIEKAPCTBEHHBIMHU IIpenapaTaMu B cOOTBETCTBUHU ¢ [losnokeHuem, yTBepxKIeHHbIM
HACTOSIIUM MocTaHoBieHueM. (B pea. [locranornenus [IpasutenscrBa PO ot 31.12.2019 N 1954)

1.2. Perucrpanus B WHPOPMAIIMOHHONH CHCTEME, B KOTOPOH OCYIIECTBISLIOCH MH(POPMAIIMOHHOE
obOecrieueHrne TPOBEJCHUS SKCIEPUMEHTAa B COOTBETCTBUU C mocTtaHoBieHueM [IpaBurenbcrBa
Poccuiickoit ®eneparuu ot 24 suBaps 2017 r. N 62 "O npoBeileHUH 3KCIEPUMEHTA 10 MAPKUPOBKE
KOHTPOJIbHBIMU (MICHTU(UKAIIMOHHBIMI ) 3HAKAMH ¥ MOHUTOPHHTY 32 000POTOM OT/ICIBHBIX BUIOB
JICKapPCTBEHHBIX MPENaparoB i MEIUIUHCKOTO MpUMEHEHUs", I0PUINYECKUX JTUI U (HU3HUECKUX
JUI, 3apErUCTPUPOBAHHBIX B KA4e€CTBE WHAMBUAYAIBHBIX MPEANPUHUMATENCH, KOTOpBIE [0
cocrossHuio Ha 1 sHBaps 2020 r. SBISIIOTCS CyObeKTamMH OOpalleHHsl JIEKapCTBEHHBIX CPENCTB,
MIPUPABHUBAETCA K PETUCTPALlMU B cUCTeMe MOHUTOpHHTA. (B pea. [loctanoBnenus [IpaButenscTBa
P® o1 31.12.2019 N 1954)

B cnyuae ecnu B paMKax SKCIIEpUMEHTa CBEACHHUS, IMPEACTaBICHHbIE CyOBEeKTaMu OOpalieHus
JEKapCTBEHHBIX CPEICTB B HH(OPMALMOHHYIO CHUCTEMY, B KOTOPOHl  OCYIIECTBISLIOCH
nH(pOpMalMOHHOE 00ecrieueHre IPOBEICHHS SKCIIEPUMEHTA, a TAKXKE TOKYMEHTBI, IPECTaBICHHBIE
umn B @enepanbHyro Ciry:k0y 1Mo Haa30py B cepe 3ApaBOOXpaHEHUsI, HE OTBEYAIOT TPEOOBAHUSIM K
CBEJICHUAM M JIOKYMEHTaM, MpeayCMOTpeHHbIM [lonoxeHueM, yTBEpKAECHHBIM HACTOSALIUM
MIOCTaHOBJICHUEM, TaKue CyOBeKThl 0OpalleHUs JIeKapCTBEHHBIX cpeAcTB HauuHas ¢ 1 ssHBaps 2020
I. BHOCST HEIOCTAIOUIME U (M) aKTyalbHbIE CBEJCHUS B CHCTEMY MOHUTOPHHIA, & HEJOCTAIOIINE U
(W) axkTyalbHBIE JOKYMEHTHI MpeAcTaBisiioT B denepanbHylo Ciyk0y 1o Haa3opy B cdepe
3apaBooxpanenus 10 1 urons 2020 r. (BkimtouuTenbHo). (B pen. [locranonenus [IpapurensctBa PO
or 31.12.2019 N 1954)

1.3. CyObekTsl oOOpalieHHs JeKapCTBEHHBIX CPEACTB, SBISIONIMECS  MPOU3BOAUTEISIMU
JICKAPCTBCHHLIX CPEACTB, B OTHOIICHHU KOTOPBIX HWMH OCYHIECCTBIAIOTCA TCEXHOJOTHUYCCKUC
oTiepaIu, COOTBETCTBYIOIINE MPOU3BOJACTBEHHBIM CTausAM (acoBKHU (YyMaKOBKH) JEKAPCTBEHHBIX
npenapaToB (B CiIy4ae MpPOM3BOJCTBA JIEKAPCTBEHHOTO Iperapara Ha TeppuTopuu Poccuiickoit
Oenepanuu), WK  JepkareasiMu  (BiaaeibllaMH)  PETHUCTPAIMOHHBIX  YJIOCTOBEPEHHIA
JICKApCTBCHHLIX IIpErapaToB oo NpeaACTaBUTCIILCTBAMU HWHOCTPAHHBIX OpFaHI/ISaHI/Iﬁ Ha
tepputopun  Poccuiickoit ~ Denepanuu, — SIBISIOMIMXCS — JAepKarelnsMu  (BIaJENbIaMu)
PETUCTPALIMOHHBIX  YJIOCTOBEPEHMM  JIEKAPCTBEHHBIX  IpemapaTtoB  (MpU  MPOU3BOJICTBE
JIEKapCTBEHHOTO TpemnapaTta BHE Tepputopuu Poccuiickoit Deneparuu), 10 BBOJA JEKAPCTBEHHBIX
npemnapatoB B 06opor: (B pea. [Tocranosnenus [IpasurenscrBa PO ot 31.12.2019 N 1954)

BHOCST B CHUCTEMY MOHHUTOpPHUHIA CBEIEHHUS O JIEKAPCTBEHHBIX IpernapaTtax B COOTBETCTBUH C
[TonoxeHueMm, YTBEpKACHHBIM HACTOSIIMM MocTaHoBieHueM; (B pea. IlocraHoBneHuit
[MpaButenscTBa PO ot 31.12.2019 N 1954, ot 24.03.2023 N 468)

HAIPABISAIOT C UCMOJIL30BAHUEM CHCTEMBbl MOHUTOPHUHTA OTNIEPATOPy CUCTEMbl MOHUTOPUHTA 3asIBKY
(B 2JIeKTpOHHOH (hOpMe) HaA TIOIYYSHHE YCTPOMCTB PETUCTPAIIMH YMHUCCHUH KOJAOB MAPKHUPOBKHU WM
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MpeaoCTaBlIeHne K HEMy yaajieHHoro jaoctyna He mo3gHee 1 mas 2020 r. nubo B TeueHue 7
KaJICHJApHBIX JHEH CO JHA pErucTpalud B CUCTEME MOHUTOPUHTa NIpPU BO3HUKHOBEHUU Y
CcyOBEKTOB OOpallleHusl JeKapCTBEHHBIX CPEICTB HEOOXOIMMOCTH OCYIIECTBICHUS NEATEIbHOCTH,
CBSI3aHHOH C OOpallleHHEeM JICKapPCTBEHHBIX MPEMapaToB MPU HATUYHH MPaBa OCYIIECTBIATH TAKYIO
NeATeabHOCTD; (B pea. [Toctanosienus [TpaButenscTBa PO ot 31.12.2019 N 1954)

obecrieunBaroT ¢ 1 wmrons 2020 r. HAaHECEHHWE CPEACTB MICHTU(PHUKAIMKA HA TIEPBUYHYIO YIIAKOBKY
JIEKapCTBEHHOI'0 Ipernapara (B cilydae, €Cid BTOpPUYHAs YIAaKOBKa HE IPEIyCMOTpPEHA) U Ha
BTOPUYHYIO (IOTPEOUTENBCKYIO) YHAKOBKY JIEKAPCTBEHHOTO IIperapaTa, 3a HCKIIOYEHHEM
NIOJIOKEHUH, YyKa3aHHBIX B a03ale IATOM HacTosero mnyHkTa; (B pen. IlocraHoBienwuii
[TpaButenscTBa PD o1 31.12.2019 N 1954, o1 29.11.2023 N 2027)

oOecnieunBaroT ¢ | ampenst 2024 r. HaHeCEHUE HA JIEKAPCTBEHHBIE IPENapaTbl ¢ MEXAYHapOIHBIM
HEMAaTeHTOBAHHBIM HaWMMEHOBaHWEM "OTaHOn" CpeAcTB HACHTH(GUKAIMK Ha BTOPHUYHYIO
(TOTpeOUTENBCKYIO) YMAKOBKY B CIly4yae, €CJIHM Takas yIaKOBKa SBISETCS WHIUBHUIYaJTIbHON
BTOPUYHON (TOTPEOUTENbCKOM) YIMAKOBKOMW 3TOTO JIEKAPCTBEHHOTO IIpermapaTa, a B cliydae
OTCYTCTBUSl BTOPUYHOM (MOTpPEOUTENbCKOW) YHNAKOBKM WJIM HaJW4Msl YNaKOBKH, B KOTOpOM
HaxoAuTcs Oosiee OTHOM eIMHUIBI YKa3aHHOTO JIEKAPCTBEHHOT'O MIpernapaTa B IEPBUYHON YIIaKOBKe,
CPeACTBO HISHTH(HKAIMKA HAHOCUTCS Ha TIEPBUYHYIO YIMAkKoBKy; (B pen. IlocTaHoBienus
[TpaButenscTBa PD o1 29.11.2023 N 2027)

uMeroT mpaso ¢ 1 saBaps 2020 r. HAHOCUTH CPENCTBA UACHTU(UKALIMN JIEKapCTBEHHOIO Mpernapara
Ha MEPBUYHYIO YIAKOBKY JIEKAPCTBEHHOTO Mpemapara (B ciaydae, €Clid BTOpUYHAs YIAaKOBKAa HE
MpeyCMOTPEHa) U Ha BTOPUYHYIO (MOTPEOUTENBCKYI0) YIIaKOBKY JIEKapCTBEHHOIO Iperaparta. (B
pen. Ilocranosnenus [IpasutenscrBa PO ot 31.12.2019 N 1954)

IIpu 3TOM B citydae, eciu CyObeKThl 00palIeHns JIEKapCTBEHHBIX CPEACTB HAHOCAT ¢ | siaBaps 2020
I. CPEeJCTBA UACHTU(DHUKAIMH JICKAPCTBCHHOTO MPEapaTa Ha MEPBUYHYIO YITAKOBKY JIEKAPCTBEHHOTO
npernapara (B ciydae, €CIM BTOPHYHAs YIIAaKOBKA HE MPEAyCMOTPEHa) M Ha BTOPHUYHYIO
(MTOTPEOUTENBCKYIO) YIMAKOBKY JIEKAPCTBEHHOTO Tperapara, TO OHH TPEICTaBISIOT CBEIACHHS O
HAHECEHWH CpPEACTB WJICHTH(UKAIMK B CUCTeMy MoHHTOpuHra. (B pen. IlocraHoBieHUs
[MpaButenscTBa PO ot 31.12.2019 N 1954)

1.4. CyObekTbl 0OpalieHHsl JIEKApCTBEHHBIX CPEJACTB, OCYLIECTBIISIONINE MEAUIMHCKYIO
JeSITeIbHOCTh M BBIBOJ M3 00OpOTa JIEKAPCTBEHHBIX IMpenapaToB MpHU OKa3aHUM MEIUIIMHCKOM
MOMOIIH, a TaKKe CyOBEKThl OOpalleHUs JIEKapCTBEHHBIX CPEJICTB, OTIYCKAIOILIUE JIEKApCTBEHHBIE
npenapathl OecIIaTHO MO PEeLEenTy Ha JIEKapCTBEHHBIE MPenapaThl, HAIPABJISAIOT C UCIIOJIb30BAHUEM
CUCTEMbl MOHUTOpPHHIA OINEPATOPy CHUCTEMbl MOHUTOPHHIA 3aiBKYy (B AJIEKTPOHHOM ¢opMme) Ha
NOJyYeHHE PErucTpaTopoB BBIOBITHS He mo3aHee 15 ¢espans 2020 r. nubo B TeueHue 7
KaJICHJApHBIX JHEW CO JHS pEerucTpalid B CHCTEME€ MOHMTOPHMHIa NpPU BO3HUKHOBEHUU Y
CyOBEKTOB OOpaleHUsI JIEKAPCTBEHHBIX CPEACTB HEOOXOAMMOCTH OCYLIECTBICHHS JESATEIHLHOCTH,
CBSI3aHHOM C OOpallleHHeM JeKapCTBEHHBIX MPErnapaToB MPU HAJUYHUU MpaBa OCYLIECTBIATH TAKYIO
nestenbHOCTb. (B pea. [Tocranosnenuii [IpaButensctBa PO ot 31.12.2019 N 1954, o1 21.07.2020 N
1079)

1.5. YcTaHOBHTB, YTO OMEPATOp CHCTEMBI MOHHUTOpHHTra obecneunBaet: (B pea. IlocraHOBICHHUS
[MpaButenscTBa PO ot 31.12.2019 N 1954)

OCHAIlleHHEe CYOBEKTOB OOpallleHusl JIEKapCTBEHHBIX CPEICTB, NMPEAYCMOTPEHHBIX IyHKTOM 1.3
HACTOSALIETO IIOCTAHOBJIEHUS, YCTPOWCTBAMU PETUCTPALlUU ASMHCCHUHM KOJOB MAapKHUPOBKH WIH
MPEOCTaBIEHUE WM YAAJEHHOrO0 JOCTyNa K TaKUM YCTPOWCTBaM pEerucTpanuy SMHUCCHH,
pasMELICHHBIM B  MHQPACTPyKType oIleparopa CHCTEMbl MOHUTOPHUHIA, Ha YCIOBHUSX,
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npeaycMoTpeHHbIX [lonokeHueM, yTBepKICHHBIM HACTOSIIMM IOCTaHOBJIEHHEM, He mo3aHee 30
KaJCHJApHBIX THEH CO JHS MOJydyeHHs! OT CyOBEKTOB OOpAIIeHHUs JIEKAPCTBEHHBIX CPEJICTB 3asBKU
Ha TOJyYeHHE TAaKUX YCTPOMCTB WM YyNAJIEHHOTO AocTyma K HuM; (B pexa. IlocraHoBieHwit
[MpaBurenscTBa PO ot 31.12.2019 N 1954, ot 24.03.2023 N 468)

OCHAII[EHUE CYOBEKTOB OOpallleHUs JIEKAPCTBEHHBIX CPEICTB, OCYIICCTBIISIOMNUX MEAUIIMHCKYIO
JESTEIbHOCTh M BBIBOJ M3 000pOTa JIEKApPCTBEHHBIX IPENapaTroB MPH OKAa3aHUHM MEIULUHCKOM
MIOMOIIH, a TAK)Ke CYOBEKTOB OOpallleHus JICKAPCTBEHHBIX CPEICTB, OTITYCKAIONINX JICKAPCTBEHHBIC
npenapaTsl 0eCIUIaTHO MO PELEeNTy Ha JeKapCTBEHHbIE Iperaparhl, perucTpaTopaMu BBHIOBITUS Ha
YCIOBUAX, NpeayCcMOTpeHHbIX [lojokeHrneM, yTBEpKICHHBIM HACTOSIIUM ITOCTAHOBJIICHUEM, HE
no3anee 30 KajeHIapHBIX THEH cO JHA MOJNydyeHHUs OT CyOBEKTOB OOpalleHHs JIeKapCTBEHHBIX
CPE/CTB 3asiBKM Ha IMOJy4YeHUE TakuxX ycTpoicTs; (B pea. [locranosnennii [IpaButensctBa PO ot
31.12.2019 N 1954, ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

OpraHW3alUI0 TECTUPOBAHHS WH(POPMAIMOHHOTO B3aMMOJCUCTBUS HH(POPMAIIMOHHBIX CHCTEM
CyObeKTOB OOpalleHnsi JEKApCTBCHHBIX CPEICTB M CHCTEMbl MOHHUTOpUHra He mo3gaee 30
KaJICHIAPHBIX HEH CO IHS MOJYyUYCHUSI OT CyOBhEKTOB OOpaIIeHHs JICKAPCTBEHHBIX CPEICTB 3asBKU
Ha TPOXOXJICHHE TECTUPOBAHUs HH(OPMAIMOHHOrO B3amMmojeiicTBus. (B ped. IloctaHoBieHUS
[paButenscTBa PO ot 31.12.2019 N 1954)

1.6. YcCTaHOBUTH, YTO OINEPATOp CHUCTEMbl MOHHUTOPHHIA IO 3aIpOCy CYOBEKTOB OOpamieHHs
JIEKAapCTBEHHBIX CPEACTB TPEIOCTABISAET KOABI MapkupoBku ¢ 1 suBaps 2020 r. (B pen.
[Mocranoenenus [IpaBurenscTBa PD ot 31.12.2019 N 1954)

1.7. VYcraHoBuUTh, YTO IUIaTa 3a OKA3aHHE ONEPATOPOM CHUCTEMbl MOHUTOPHHIA YCIYTH IO
MPEAOCTABICHUIO KOJOB MapKupoBkU B3umaercs ¢ 1 wuronms 2020 r. (B pen. Ilocranoienus
ITpaButenscTBa PD or 31.12.2019 N 1954)

2. Peanu3zanus HaCTOSIIETO MMOCTAHOBIEHHS OCYIIECTBIISIETCS COOTBETCTBYIOIMMHU (heiepanbHbIMU
OpraHaMy HCIOJHUTEIbHOM BIACTH B Ipenenax ycraHoBieHHOM IIpaBurensctBoM Poccuiickoit
@denepauy  MpeieNbHOM YUCIEHHOCTHM HX pabOTHUKOB UM OIOJUKETHBIX ACCUTHOBaHMH,
NPEeyCMOTPEHHBIX UM B (efepaibHOM OlOKeTe Ha PYKOBOJACTBO U yIpaBieHHEe B cdepe
YCTAHOBJIEHHBIX (DYHKIIMH.

3. Hacrosiee nmocraHOBIEHHE BCTyHaeT B CHIY CO JHS €ro OQHUIMaJbHOTO ONyOJMKOBaHUS, 3a
MCKIIFOUEHHEM TMOJI0KEHHM, YKa3aHHBIX B MYHKTE 4 HACTOSILIETO MOCTAHOBJICHUSI.

4. TlonoxeHune 0 CUCTEME MOHUTOPUHTIA JBUKECHMSI JIEKAPCTBEHHBIX IPENApaToB AJIs MEAUILIMHCKOTO
NPUMEHEHHUS, YTBEP)KICHHOE HACTOSALIMM IIOCTAHOBJIIEHHEM, B OTHOUIEHMM IPOU3BOAUTENEH
JEKapCTBEHHbIX CpPEICTB B YacCTH HAHECEHUs Ha TMEpPBUYHYIO YINAKOBKY (B OTHOIIEHHH
JIEKapCTBEHHBIX MPENapaTroB JUIsi MEAMIIMHCKOIO NMPUMEHEHHs, Al KOTOPhIX HE NMpeaycMOTpeHa
BTOpPHYHAS YMAKOBKA) M BTOPUYHYIO (HOTPEOMTENbCKYIO) YIAKOBKY JIEKAPCTBEHHBIX IpErnapaToB
JUTSL METUIITHCKOTO MPUMEHEHHS CPEACTBA MIACHTU(UKALIMY, a TAK’K€ B OTHOIIEHUU IOPUIANYECKUX
JUI U UHAUBUAYAIBHBIX IPEANPUHUMATENEH, OCYIECTBIAIOIUX TPOU3BOJICTBO, XPaHEHUE, BBO3 B
Poccuiickyro ®enepanuro, OTIYCK, peanu3alMio, Mepenady, IPUMEHEHWE U YHHUYTOXXECHHUE
JIEKapCTBEHHBIX IPenaparoB Uil MEIUIMHCKOTO MPUMEHEHMs, B 4aCTH BHECEHUs MH(opManuu o
JIEKapCTBEHHBIX IMpernapartax JUisi MEIULIHUHCKOIO MPUMEHEHHS] B CUCTEMY MOHUTOPUHIA JIBUKEHUS
JIEKapCTBEHHBIX MPENapaToB JUIsl MEAUIIMHCKOTO IPUMEHEHUS BCTYIIAaeT B CUIIY CO JIHS BCTYIUICHHS
B CHJTy ab3a1eB BTOPOro U mstoro noanyHkra "0" myHkra 7 crateu 1 denepanbHOro 3akoHa OT 28
nexabpst 2017 r. N 425-®3 "O BHecenun msmeHenuil B ®PexnepanbHblit 3akoH "OO obparmeHHH
JIEKapCTBEHHBIX CPEICTB".
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IIpeoceoamensv llpasumenvcmea
Poccuiickoti @edepayuu

JT. MEJIBEJTEB

VTBEPXJ/[EHO
nocmanosenenuem Ilpasumenscmea
Poccuiickoii @edepayuu

om 14 oexabps 2018 2. N 1556

IHHOJIO’KEHHUE O CUCTEME MOHUTOPHHT A
ABUKEHUSA JIEKAPCTBEHHBIX ITPEITAPATOB JIA
MEIULHUAHCKOI'O IPUMEHEHUA

(8B pea. IlocranoBnenuii [IpaButenscrea PO ot 30.08.2019 N 1118, ot 02.03.2020 N 219, o
20.03.2020 N 311, ot 21.07.2020 N 1079, ot 02.11.2020 N 1779, ot 18.12.2020 N 2166, oT
28.01.2021 N 60, ot 30.06.2021 N 1069, ot 31.01.2022 N 73, ot 24.03.2023 N 468, ot 16.09.2023
N 1514, o 29.11.2023 N 2027, ot 19.01.2024 N 25, ot 06.07.2024 N 922, ot 24.04.2025 N 553, oT
29.09.2025 N 1495)

. O01mue mo10KeHu s
1. Hacrosimee [Tonoxxenue onpenensier:

a) MOPSI0K HAaHECEHUs! CPEJCTBA MACHTU(UKAIMK JIEKAPCTBEHHOIO MpenapaTa s MeAUIIMHCKOTO
npUMeHeHHs (fajee - JIeKapCTBEHHbIE MpenapaTsl), TpeOoBaHHUA K €ro CTpykKType u (opmaty
uH(pOpMaLlUU, KOTOPYIO COJIEPKUT CPEICTBO HAECHTHU(UKALUU JIEKApCTBEHHOTO INpenapara, U ero
XapaKTEpUCTUKU;

0) MOpsSAOK CO3/aHus, pa3BUTHS, BBOJA B OKCIUIyaTalUIO, SKCIUIyaTalldkd M BbIBOJA U3
HKCIUTyaTallil CUCTEMbl MOHUTOPUHIA JIBM)KEHUS JIEKaPCTBEHHBIX IpErnaparoB (Jlanee - cuctema
MOHHMTOPHHTA);

B) TOPSAOK B3aUMOJICHCTBUS  CUCTEMbl MOHMTOPMHIAa C HMHBIMH  TOCYJapCTBEHHBIMH
WH(GOPMAIIMOHHBIMU CUCTEMaMH H  HH(POPMAIIMOHHBIMH CHCTEMaMH IOPUIAMYECKUX JIHI H
WHAVBUAYAIbHBIX TpearnpuHUMareneii, ykazanueix B dactax 7/ u 10 crateu 67 denepambHOro
3akoHa "OO0 oOpaleHuH JIEeKapCTBEHHBIX CPEJICTB";

I') TOPSAIOK BHECEHHWS B CHCTEMY MOHUTOPHUHTA HOPUIWYECKUMH JIMIIAMH W WHAWBHUIYJIbHBIMU
MPEAIPUHUMATENSAMH, OCYIIECTBISIOIIMMUA ITPOU3BOJACTBO, XpaHEHHE, BBO3 B POCCHICKYIO
®denepannio, OTHYCK, peanu3aluio, Nepeiady, NPUMEHEHHE W YHUYTOKEHHE JIEKapCTBEHHBIX
npenapaToB, HH(GOPMAIIUHU O JEKAPCTBEHHBIX MperapaTax U €€ COCTaB;


https://normativ.kontur.ru/document?moduleid=1&documentid=343593#l1
https://normativ.kontur.ru/document?moduleid=1&documentid=356194#l1
https://normativ.kontur.ru/document?moduleid=1&documentid=357871#l2
https://normativ.kontur.ru/document?moduleid=1&documentid=357871#l2
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l139
https://normativ.kontur.ru/document?moduleid=1&documentid=374659#l3
https://normativ.kontur.ru/document?moduleid=1&documentid=379236#l3
https://normativ.kontur.ru/document?moduleid=1&documentid=382224#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=382224#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=455770#l1
https://normativ.kontur.ru/document?moduleid=1&documentid=414290#l1
https://normativ.kontur.ru/document?moduleid=1&documentid=445378#l30
https://normativ.kontur.ru/document?moduleid=1&documentid=455938#l18
https://normativ.kontur.ru/document?moduleid=1&documentid=455938#l18
https://normativ.kontur.ru/document?moduleid=1&documentid=461208#l20
https://normativ.kontur.ru/document?moduleid=1&documentid=463722#l74
https://normativ.kontur.ru/document?moduleid=1&documentid=474197#l2
https://normativ.kontur.ru/document?moduleid=1&documentid=493784#l11
https://normativ.kontur.ru/document?moduleid=1&documentid=501898#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=501898#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=453873#l2484
https://normativ.kontur.ru/document?moduleid=1&documentid=453873#l3013

1) TIOPSIIOK TPEeNOCTaBICHUS MHPOPMAIMK U AOCTyNa K MH(POPMAIMH, COAEpIKaIleics B cUCTEMe
MoHuTopuHra; (B pen. [locranosnenus [IpaBurensctea PO ot 29.11.2023 N 2027)

€) menu jaoctyna ¢enepaqbHbIX OPTaHOB HCIIOJHUTENBFHOW BIACTH M HMCIOJHUTEIBHBIX OPraHOB
cyobektoB Poccuiickoit ®denepanuu k mHbopMauuum O CyObeKTax OOpalleHus JeKapCTBEHHBIX
CPeACTB, O JIEKAPCTBEHHBIX Ipemnaparax W 00 00O0pOTe TaKWX JIEKApCTBEHHBIX NpPEnapaTos,
HEOO0XOIMMOM /U151 BBIIOJIHEHUS 3a/1a4 U OCYILECTBIEHHs (DyHKIUI, BO3I0KEHHBIX Ha (hefiepalibHble
OpraHbl UCTIOJIHUTEIFHON BJIACTH M UCIIOJIHUTENbHBIE Opranbl cyosekToB Poccuiickoit denepanmu,
CTaTUCTHUYECKOW HH(pOpMAalLMU O JIEKapCTBEHHBIX Ipernaparax U o0 ux o000poTe, a TaKke K
obrrenoctynHoi nHpopmanuu; (B pea. [locranosnenus [Ipasurenscrea PO ot 29.11.2023 N 2027)

’K) cocTaB MH(POPMAIINH, PEIOCTABIAEMON B COOTBETCTBHH ¢ YacThio 10 cTaThu 67 deaepaabHOTO
3akoHa "OO0 oOpameHnn neKkapcTBeHHbIX cpenacTB”. (B pea. [locranosnenus [IpaButensctBa PO ot

29.11.2023 N 2027)

2. HOHSITI/IH, HCIIOJIb3YCEMbIC B HACTOSAICM HOJIO)KGHI/II/I, O3HAYaroT CJICAYIOLICC:

"arperupoBaHue" - mporecc OObEIMHEHUs JIEKapCTBEHHBIX IIpernapaToB Ha JOOOM 3Tamne
oOpalieHus JICKApCTBEHHBIX IPENapaToB CyObEKTOM OOpallleHUs JIEKAPCTBEHHBIX CPEICTB B
TPETUYHYIO0  (TPAHCIIOPTHYIO0)  YIAaKOBKY  JICKAPCTBEHHBIX  IPEMaparoB ¢  HaHECEHUEM
COOTBETCTBYIOIIETO KOJa HICHTH()DUKAIUU TPETUYHOW (TPAHCIOPTHOM) YIMAKOBKHU JICKAPCTBEHHBIX
IpenapaToB W C COXpaHEHHEM WH(POPMAlUMU B CHUCTEME MOHUTOPHHTA O B3aMMOCBSI3U CPEICTB
UICHTU(PUKAIIMA WIA KOJOB WICHTH(PHKAIIMK KaXJIOTO BIOKEHHOTO B TaKyK YIAKOBKY
JEKapCTBEHHOTO TMpernapara ¢ KOAOM HWACHTU(GUKAIMH TPETHYHOW (TPAaHCIOPTHOM) YMaKOBKH
JIeKapCTBEHHBIX IpenapaTos; (B pea. IToctanosnenus IIpasutenscrBa PO ot 20.03.2020 N 311)

"BBOJI B 000POT JIEKAPCTBEHHBIX IPEMapaToB':

Npyu TMPOU3BOACTBE Ha Tepputopun Poccuiickoir denepauuu - onepanuu, MNPOU3BOAUMBIE C
JIeKapCTBEHHBIMM IpenapaTamMM OT IMPOXOKIACHUS MPOU3BOJCTBEHHON cTaauM (hacOBKH (YHAKOBKH)
JIEKAPCTBEHHBIX IIPENapaTOB M MAPKUPOBKHU YIIAKOBOK JIEKAPCTBEHHBIX IIPENApaToB CPEACTBAMU
UCHTU(UKALIMY 10 3aBEPIICHUs TPOU3BOICTBEHHOM CTaIMU BBIITyCKAIOIIEro KOHTPOJIS KayecTBa U
IPEJICTaBICHUS TOKYMEHTOB M CBEACHUM, IPEAyCMOTPEHHBIX YacTbio 1 ctathu 52.1 denepanbHOro
3akoHa "O0 obOpalleHun JeKapCcTBEHHBIX cpelacTB", B denepanbHyto Cily:k0y Mo Haa3opy B cdepe
31paBOOXPAaHEHUS] WIM TOJY4YEHHs] pa3pelieHus], MPeayCMOTPEHHOro uacThlo 7 crarbu 52.1
®enepanbHoro 3akoHa "OO oOpalleHHMM JEKapCTBEHHBIX CpeAcTB" (B cilyyae IPOU3BOJCTBA
MMMYHOOHMOJIOTHYECKHX JIEKAPCTBEHHBIX IpenapaToB); (B pel. [locranoBnenus [Ipasutenscrsa PO
ot 29.11.2023 N 2027)

pu MPOU3BOJACTBE BHE Tepputopuu Poccuiickoit denepanuu - omepanuu, MPOU3BOAUMBIE C
JICKapCTBEHHBIMU MpenaparaMu OT TMPOXOXKICHUS POU3BOJACTBCHHON CTaTuu (pacOBKH (yITAKOBKH)
JICKapCTBEHHBIX TPENapaToB U MapKUPOBKU YIMAKOBOK JICKAPCTBEHHBIX MPENapaTroB CPEACTBAMHU
UICHTU(UKAIIMKA JICKAPCTBEHHOTO IIperapara J0 pa3MelleHHUs JIEKapCTBEHHBIX IpErapaTroB Ha
(dbapMaleBTUUECKOM CKJIa/Ie U MPEACTABICHUS JOKYMEHTOB U CBEACHUM, MTPETyCMOTPEHHBIX YaCThIO
2 cratbu 52.1 @enepanpHoro 3akona "O0 oOpalieHun JeKapCTBEHHBIX cpelcTB”, B DeaepanbHyro
cinyx0y 1o Haa30py B cdepe 3ApaBOOXPAaHEHUS WIH MOITYUYSHHS pa3pelleHus], MpeayCMOTPEHHOTO
yacThio 7 cratbu 52.1 @eaepanbHoro 3akona "OO0 oOpareHuu JIeKapCTBEHHBIX CpeacTB" (B ciydae
MPOU3BOJICTBA MMMYHOOHOJIOTUYECKUX JIEKApPCTBEHHBIX mpemnaparoB); (B ped. IlocraHoBnenus
[MpaBurenscTBa PO ot 29.11.2023 N 2027)

Ao63arn mecroii - Yparun cuiy (B pen. [locranosnenus [IpaBurenscrBa P® ot 21.07.2020 N 1079)

"BropuuHas (MOTpeOUTENbCKasI) YIIaKOBKa JIEKAPCTBEHHOTO MpenapaTa’ - yrnakoBKa, MOCTyHaromas
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K NOTPEOUTENIO U CIIy Kalias Uil pa3MELIeHUs €AMHUYHOM NepBUYHON YIAKOBKH JIEKAPCTBEHHOIO
npenapara (MHAMBHIyaJbHAas BTOpUYHAs (TOTpeOMTENbCKas) YIMAaKOBKA) WIM OO0BEIMHSIONIAs
HECKOJIbKO IE€PBUYHBIX YNAaKOBOK JIEKapCTBEHHBIX ImpenaparoB; (B pea. IlocranoBienus
[paButenscTBa PO ot 29.11.2023 N 2027)

"BBIBOJ U3 000pOTa JIEKAPCTBEHHBIX MpenapaToB” - peanusanus, MpoJiaka U OTIYCK (B TOM 4HUCIe
IO peLeNnTy) JIEKapCTBEHHBIX IPenapaToB MOTPEOUTENI0, IPUMEHEHHUE, Tiepeiaya Ha YHUUTOKEHHE,
yTpaTa W CIHMCaHHE JIEKApCTBEHHBIX NIpenapaToB, OTOOpP 00pa3IoB, BHIBO3 paHEE BBE3CHHBIX B
Poccuiickyro ®eneparuio JIeKapcTBEHHBIX IpenapaToB (PE3IKCIOPT), a TAK¥Ke BbIBOA U3 000poTa Mo
WHBIM [IPUYMHAM;

"rmo0anbHBIA  MACHTU(PUKAIMOHHBIA HOMEp TOPrOBOM  €AWMHUIBI' - YHUKAJIbHBIA  KOJI,
NPUCBAMBACMbBI TPYIIIE TOBAPOB TPU UX ONHCAHMM B HH(DOPMALMOHHOM pecypce,
obOecreunBaroIeM y4eT W XPaHCHHE JIOCTOBEPHBIX JAHHBIX O TOBapax IO COOTBETCTBYIOIIEH
TOBAPHOW HOMEHKJIATYPE;

AG3anbl JecaThli - OMHHAALATHIN. - YTpatuau cuiy. (B ped. [locranosnenus [IpaButensctsa PO
ot 20.03.2020 N 311)

"UACHTUPHUKATOP IPUMEHEHHS" - TpeHKC, MPEACTABIAIOMNN co00i Habop U3 2 nim 6oJee 3HAKOB,
pPacoJIOKEHHBIM B Hauyaje 3JE€MEHTHOM CTPOKM M OJHO3HAYHO OIPENEISIOIMN Ha3HAYeHUE U
dbopmar nosis IaHHBIX, cleayromniero 3a npepukcom; (B pen. [loctanosnenus [IpaBurenscrea PO ot

30.08.2019 N 1118)

"uneHTUpUKATOp CcyObeKTa oOpallleHHs JIeKapCTBEHHBIX CPEACTB" - YHUKAIbHBIM  KOJ,
NPUCBAaUBACMbIil CHCTEMOH MOHHTOpPWHTA CYOBEKTy oOOpalieHHsl JEeKapCTBEHHBIX CpEACTB IO
UTOraM €ro PerucTpalyy B CUCTEME MOHMTOPUHIA Ha OCHOBE MEpeIaHHbIX CyObEKTOM OOpalleHHs
JICKApCTBEHHBIX CPEJCTB CBEIEHHH 00 HACHTH()HUKAIMOHHOM HOMEpPE HAJIOTOIUIATENbINNKA IS
KaKIOro aJpeca MeCTa OCYILIECTBICHHS JESATEIBHOCTH COTJIAaCHO JIMIIEH3MM Ha IPOU3BOJCTBO
JIEKapCTBEHHBIX CPEACTB, JIMLIEH3UM Ha (apMaleBTUUYECKYIO JAESITENbHOCTb, JIMIEH3UU Ha
NeSITeIbHOCTh 0 000POTY HApPKOTHYECKUX CPEACTB, NCHUXOTPOIHBIX BEIECTB U UX MPEKYypPCOPOB,
KyJIbTUBUPOBAHUIO HAPKOCOAEPKAIUX PACTEHUM U JTUIEH3UU Ha METUIIUHCKYIO AESITEIbHOCTD (IIpU
HAJIMYUK TaKOW JIMIIEH3MH) MM KOJIe HAJOTOIUIATENbIINKA B CTpPAHEe PETUCTPALlMN U KOJE CTPaHBI
peructpanuu (Uit CyoObeKTOB 00pallleHus JTeKapCTBEHHBIX CPEJICTB, HE MPU3HABAEMBIX HAJIOTOBBIMU
pesunenTamu Poccuiickoit denepannn); (B pea. [locranosnenus IIpasurensctsa PO ot 21.07.2020
N 1079)

"UHANBUYalbHbIH CEepUIHBI HOMEp TOProBOM eAMHHUIBI" - 1udpoBas WM OYKBEHHO-LU(POBas
HOCJIEI0BATEIBHOCTD;

"kon uaeHTUGUKAIMU" - CEpUIHBIN IN100aTbHBIN UIEHTU(UKALMOHHBIA HOMEpP TOPTrOBOW €TUHUIIBI,
NPECTaBIAIOMNNA CO00M YHUKaIbHBIA HACHTH()UKATOp YMAKOBKM JIEKAPCTBEHHOIO Ipernapara,
dbopMupyeMblii myTeM A00aBiI€HHMS] K IJIOOATBHOMY HIECHTHU(PUKAIMOHHOMY HOMEPY TOPrOBOM
€IMHUIBl MHIMBHyaJbHOTO CEpUHHOTO0 HOMepa TOproBoi enuHubl; (B pen. IloctaHoBnenuit
[TpaButenscrBa PO ot 20.03.2020 N 311, ot 29.11.2023 N 2027)

"Koa WICHTU(UKAIMK TPETUYHON (TPAHCIOPTHOM) YIMAaKOBKH JICKApPCTBEHHOTO Tpemapara’ -
CHMBOJIbHAS  TOCJIEOBATCIbHOCTh,  (opMUpyeMas B COOTBETCTBHH C  TpeOOBaHUSIMH,
npeaycMotrpeHHbiMua  pasaenom |l wacrosimero [lomokenws; (B pen. IlocraHoBieHHs
[TpaButenscTBa P® ot 20.03.2020 N 311)

"KO MapKHpOBKH'" - YyHUKAJIbHAs IIOCJIEI0BATEIbHOCTh CHMBOJIOB, COCTOSAINAs M3 KOJa
UICHTUQHUKAIIMM W KOJa NpOBEpKH, GopMmupyeMas aius Ieneil HIeHTHU(UKALUU YIAaKOBKU
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JICKapCTBEHHBIX TMpenaparoB JUisi MEAULUHCKOro mnpumeHenus; (B pen. IlocraHoBienwuii
[paBurenscTBa PO ot 30.08.2019 N 1118, ot 20.03.2020 N 311, ot 29.11.2023 N 2027)

"KoI mpoBEpKH" -  TOCIENOBATEIILHOCTH CHMBOJIOB, C(HOpPMHUpPOBaHHAas B  pe3yJbTare
KpunTtorpadguueckoro mnpeoOpazoBaHUS KoJa HACHTU(UKAIMM U  TO3BOJSIONIAS  BBIIBUTH
danbcudukanuio Koaa WACHTU(DUKAIMH TPU €ro MPOBEPKE C KCIOIb30BAaHUEM (UCKATHLHOTO
HaKoONUTeNs W (WIM) TEXHUYECKUX CPEICTB MPOBEpKU Koja nposepku; (B pea. IlocranoBienus
[TpaButenscTBa PD ot 20.03.2020 N 311)

"JeKkapCTBEHHbIE MpernapaThl, MapKUPOBAHHBIE CPEICTBaMU HACHTU(UKAIUU" - JIEKapCTBEHHBIC
mpermapaTsl, Ha YINAKOBKY KOTOPBIX HAHECEHBI CpEJCTBAa HJACHTU(UKAIMH C COOJIOJCHHEM
TpeOoBaHuil Hactosmiero [lomoxkeHus: U JOCTOBEPHBIE CBEACHUS O KOTOPBIX (B TOM YHKCJIE CBEICHUS
0 HAHECEHHBIX Ha HUX CPEACTBaX MACHTU(UKAINU ¥ (W) MAaTepUAThHBIX HOCUTEISAX (ITUKETKAX),
COJlepKalllMX CpelcTBa WIACHTHU(UKALUMU) COAepk arcsi B CHCTEME MOHUTOpPUHTA; (B pea.
[Tocranosnenus [IpaButenscTBa PO ot 29.11.2023 N 2027)

"MapKupOBKa YIAaKOBOK JIEKaPCTBEHHBIX IpPENapaToB CPEACTBAMH HACHTU(UKALMU" - HAaHECEHHE
CpeACTB HJeHTU(]UKALKU, HPeoOpa3oBaHHBIX M3 COOTBETCTBYIOIIMX KOJOB MAapKHpPOBKH, Ha
YIaKOBKY JIEKApCTBEHHOIO Ipernapara WM HaHECEHWE MaTepUajbHBIX HOCHUTENEH (3THUKETOK),
coJepXkKalMX CpeACTBa HACHTU(HKAIMK, NpeoOpa3oBaHHbIE W3 COOTBETCTBYIOIIMX KOJIOB
MapKUPOBKH, Ha YIAaKOBKY JICKQpPCTBEHHOTO Ipenaparta ¢ COOJII0JeHHEeM TPeOOBaHUN HACTOSIIErO
[Monoxenus; (B pex. Ilocranosienus [IpaButenscTea PO ot 29.11.2023 N 2027)

"omucaHue JEKapCTBEHHOTO Iperapara’ - MepeueHb XapaKTEPUCTHK, pa3MEIIEHHBIX CyOBEKTOM
oOpalieHus JICKapCTBEHHBIX CpPEACTB B  COOTBETCTBYIOLIEM HH(POPMAIMOHHOM pecypce,
o0ecreynBaroOIeM y4eT M XpaHEHHE IOCTOBEPHBIX JaHHBIX O TOBapax IO COOTBETCTBYIOIICH
TOBapHOW HOMEHKIIATYpE;

"mepBUYHAs yIaKOBKa JIEKapCTBEHHOIO Ipenapara’ - CpeACTBO WM KOMIUIEKC CPENCTB,
o0ecreunBarOIMX 3aIIUTy JIEKAPCTBEHHBIX IMPENapaToB OT MOBPEXACHUS U MOTEPb, BO3AECHCTBUS
OKPY’KaIOIIEHW Cpelbl, 3arps3HEHUA U MMEIOIUX HEMOCPEACTBEHHBIM KOHTAKT C JICKAPCTBEHHBIMU
npenapaTamu;

"perucTparop BBIOBITHS" - TEXHUYECKOE CPEJICTBO MH(OPMALMOHHOTO OOMEHa, MpeJHa3HaueHHOe
JUIsl Tiepefadyd B CHUCTEMY MOHUTOpPUHIA CBEJECHHUH O BBIBOJIE U3 000pOTa JIEKapCTBEHHBIX
IpenapaToB, BKJIOYarolee B cedsi mporpaMMHo-arnapaTHoe mudpoBagbHoe (KpunTorpaduieckoe)
TEXHUUYECKOE CPEACTBO IPOBEPKU KOAOB IIPOBEPKHU, B OTHOIIEHUU KOTOporo denepaibHOM CiTy:K00ii
6e3onmacHoctn Poccuiickoit denepanu BbIJIaH JOKYMEHT O €r0 COOTBETCTBUU YCTaHOBJIEHHBIM
TpeOOBaHUSAM K HMIMPPOBAIBbHBIM (KpUNTOrpadUyecKuM) CpelcTBaM 3alluThl HH(pOpMaluy,
JIEMCTBYIOIIMM B OTHOLIEHUU IIU(PPOBAIBHBIX (KpUITOrpauuyecKrux) CpeicTB, MpeaHa3HaAuCHHbBIX
JUIsL IPOBEPKU KOJI0B MapkupoBkH; (B pen. [loctanosnenus I[lpaButensctBa PD ot 20.03.2020 N

311)

A63an nBaauate nepBeld. - YTpatun cuiy. (B pen. [locranosnenust [lpaBurensctBa PO ot
20.03.2020 N 311)

"cpencTBO MACHTU(UKAIMH" - KOJ MapKUPOBKHU, MIPEICTABICHHBIN B MAaIIMHOYNTaeMOM Gopme miu
C HCHOJb30BAaHHEM MHOTO CpeJICTBAa (TEXHOJOTMH) AaBTOMAaTHYECKOHW  HIACHTU(UKAINH,
dopmHpyeMblii JUIi HaHECEHHs Ha YNAaKOBKY JIEKapCTBEHHOrO IpenapaTa METOJaMM, He
JIOITyCKAIOIIUMH  OTJIEJICHUS] CPEICTBA WACHTHU(PHUKAIMK W (WIM) MaTepUAbHBIX HOCHTEINEH,
CoJepXKalllMX CpeACTBa HWACHTHU(HUKAIMKM, OT YINAKOBKM JIEKAPCTBEHHBIX IpernaparoB 0e3
noBpexacHuii; (B pea. [locranosnenus [Ipasurenscrea PO ot 29.11.2023 N 2027)
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"cyOBEKThI OOpallleHUs JIEKapCTBEHHBIX CPEACTB" - IOPUAWYECKHUE JHIA W WHIWBHIYaJIbHBIC
IIPEANPUHUMATEIIN, OCYIIECTBIIIOLINE IPOU3BOJACTBO, XpaHEHUE, BBO3 B Pocculickyro denepanuio,
OTIIyCK, pealu3aluio, nepegady, NPUMEHEHHE M Iepefadyy Ha YHMUYTOXKEHHE JIEKapCTBEHHBIX
npenaparos; (B pen. [locranosnenus [IpaBurensctBa PO ot 21.07.2020 N 1079)

"TpeTnyHas (TpaHCIOPTHAs) YIIAKOBKA JIEKAPCTBEHHOTO Mpemnapara’ - yakoBKa, UCHOIb3yeMast AJ1s
XpaHEeHHUs, IEPEBO3KU U NIEpEeMEILCHHsI JIEKAPCTBEHHOIO IIperapara Mexxay cyObeKTaMu oOpaleHus
JIeKapCTBeHHBIX cpeacTs; (B pea. [Toctanosnenus [IpasutensctBa PO ot 20.03.2020 N 311)

"YCTPOWCTBO PETUCTPAIMA HAMHUCCHU" - TEXHUYECKOE CPEJACTBO HH(POPMAIIMOHHOIO OOMEHa,
MpeAHa3HAYEHHOE I TOJYYEHUS KOJOB MAapKUPOBKM W Iepefayd B CUCTEMY MOHHUTOpPHHIA
CBEJCHHI O MapKHpPOBKE YMAKOBOK JIEKAPCTBEHHBIX IPENapaToB CpPEACTBAMH HACHTU(DUKAINH,
BBHITIONHSIONEe (PYHKIMM TEXHUYECKOTO CPEICTBAa MPOBEPKHM KOAA MPOBEPKH, B OTHOIICHUH
kotoporo denepanpHoii ciyx060i O6e3onmacHocTu Poccuiickoii deneparnuu BbIAaH JOKYMEHT O €T0
COOTBETCTBUH yCTAHOBJICHHBIM TPEOOBAaHMAM K MU(PPOBATBHBIM (KPUITOTpaQHUECKUM) CPEICTBAM
3alUThl MHPOPMAIMK, ACUCTBYIOUIMM B OTHOIICHUU MMH(POBAIBHBIX (KPUITOrPaPUUECKHX)
CPEICTB, NMPEeAHA3HAUYEHHBIX JJIs IPOBEPKU KOJIOB MapKHPOBKH, JIMOO BKIIIOYAIOIIEE B CBOM COCTaB
TEXHUUYECKOE CPEACTBO MIPOBEPKHU KOAOB MIPOBEPKHU, B OTHOIIEHUU KOTOporo deepaibHON CITy:K00ii
6e3onacHoctu Poccuiickoit ®Penepanuu BblJaH JOKYMEHT O €r0 COOTBETCTBUHU YCTAaHOBJIEHHBIM
TpeOOBaHUsAM K IMHU(PPOBAIBLHBIM (KpuUnTorpaduyecKuM) CpeACTBaM 3alluThl HH(OpMaIuu,
JNEHCTBYIOIIMM B OTHOUICHUM MIH(PPOBATBHBIX (KpUMNTOrpaUIecKuX) CPeACTB, MPEeIHA3ZHAYCHHBIX
JUISL TIPOBEPKU KOJ0B MapkupoBkH; (B pen. Iloctanosnenus [IpaButenbcrBa PD ot 02.03.2020 N
219)

"(hacoBka  (ymakoBKa)  JICKQpCTBEHHOTO  mpemapara’ -  TPOM3BOACTBCHHASs  CTaJIHs,
npeaycMaTpuBarolias MOMEIICHHWE JIGKAPCTBEHHOTO Iperapara B IEPBHYHYIO  YIIAKOBKY
JIEKapCTBEHHOI'0 Ipenapara WM BO BTOPUYHYIO (IOTPEOUTENBCKYI0) YNAKOBKY JIEKAPCTBEHHOTO
npemnapara,

AO3zary nBaamath AeBATHIA - YTpatun cuiy. (B ped. IlocranoBnenus IlpaBurensctBa PO ot
21.07.2020 N 1079)

"IMUTEHT KOJa WACHTU(PHUKAIMU TPETHUUYHOW (TPaHCHOPTHOM) yMakoBKU" - CyOBEKT oOpalleHus
JIEKapCTBEHHBIX CPEACTB, OCYIIECTBISIONINA (HOpMUpOBaHHE W HAHECEHHE KOJAa WACHTU(HUKAINN
TPETUYHOH (TPaHCIIOPTHOM) YIIAKOBKH JIEKApCTBEHHOT'O MpenapaTa Ha TPETUUHYIO (TPaHCIOPTHYIO)
YIaKOBKY JIEKapCTBEHHbIX Ipernapartos; (B pea. [loctanosnenus IlpaBurenscrea PO ot 20.03.2020
N 311)

"SMUTEHT CPEICTB UACHTU(PUKAIIMU" - TPOU3BOIUTEIND JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTBIISIOMINN
MPOU3BOJICTBEHHYIO CTaaui0 (hacoBKM (YNMAaKOBKM) JIEKAPCTBEHHOI'O Ipernapara M MapKUPOBKY
YIaKOBOK JIEKAPCTBEHHOI'O TIpernapara CpeacTBaMU MJIEHTU(UKALNUK, - TpPU MPOU3BOJCTBE
JeKapCTBEHHOTO Ipernapara Ha Ttepputopun Poccuiickoit denepanum, wiud AepkaTens JTUO0
BJAJEJIEl]  PETUCTPAIMIOHHOIO  YJOCTOBEPEHUs  JICKapCTBEHHOrO  Ipemapara  (jajee -
PETUCTPALIMOHHOE  YAOCTOBEPEHNE) - NPU TNPOM3BOACTBE JIEKAPCTBEHHOIO IIpernapara BHE
tepputopun Poccuiickont denepanuu, WM NpPeICTABUTEIBCTBO MHOCTPAHHOM OpraHW3alllHd Ha
tepputopun  Poccuiickoit =~ @enepanuu,  sABIAIOIIEHCS — AepkaTeneM — JTUOO  BiAJeNbleM
PETUCTPALIMOHHOTO yIOCTOBEPEHMs, - TpPU TPOU3BOJACTBE JIEKAPCTBEHHOTO IIpernapara BHE
tepputopuu Poccuiickoii @enepanuu. (B pen. Ilocranosnenus Ilpasutenscrsa PO ot 24.03.2023 N
468)

Il. XapakTepucTuku cpeacrsa naeHTUGUKANMA, NOPSAIOK €ro


https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l142
https://normativ.kontur.ru/document?moduleid=1&documentid=357871#l7
https://normativ.kontur.ru/document?moduleid=1&documentid=356194#l1
https://normativ.kontur.ru/document?moduleid=1&documentid=356194#l1
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l142
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l142
https://normativ.kontur.ru/document?moduleid=1&documentid=357871#l7
https://normativ.kontur.ru/document?moduleid=1&documentid=357871#l7
https://normativ.kontur.ru/document?moduleid=1&documentid=445378#l37
https://normativ.kontur.ru/document?moduleid=1&documentid=445378#l37

HAaHEeCeHUs U TPeOOBAHUA K CTPYKTYpe u popmMaty uH(pOpMauum,
KOTOPYIO COAECPKUT CPeACTBO HACHTH(PUKALMH

3. Ilpu MapkupoOBKe YNAaKOBOK JIEKapCTBEHHBIX MpENapaToB CPEICTBO UACHTU(QHUKALMU JIOJIKHO
COOTBETCTBOBATh CIEIYIOIIMM Xapakrepuctukam: (B pen. ITocranoBnenus IlpaBurensctBa PO ot

24.03.2023 N 468)

a) JBYXMEPHBIH INTPUXOBOW KOJ HAHOCUTCS TOYCYHBIMH CHMBOJIAMH B COOTBETCTBUU C
TpeOOBaHUSMU HalNMOHAIBLHOTO cTaHmapTa Poccuiickoiri ®eneparuu ['OCT P HMCO/MOK
16022-2008 "ABromarmueckas wuneHTudukanus. Koaupoanume mTpuxoBoe. Creunpukanus
cumBosrku Data Matrix", yrBep:kaennoro nprukazoM denepaabHOr0 areHTCTBA MO0 TEXHUYECKOMY
perynupoBannio u Metposiorun ot 18 mexabps 2008 r. N 509-ct u BBeaeHHoro B jelicteue ¢ |
saBaps 2010 r. (manee - HarmoHabHBIA cTaHmapT Poccuiickoit ®eneparuu 'OCT P NUCO/MOK
16022-2008); (B pex. [Tocranonenus [IpaButenscra PO ot 24.03.2023 N 468)

0) ABYXMEpHBIH IITPUXOBOH KOJ HAHOCUTCS C YpPOBHeM Kiacca kadectBa C WM BhIE B
COOTBETCTBUH C TpeOOBaHUSIMH HAIMOHAIBLHOTO cTaHaapta Poccuiickoit ®eneparuu ['OCT P
NCO/MDK  15415-2012 "HMudbopMannoHHBIE TEXHOJOTHH. TEXHOJIOTMHM aBTOMATHYECKOU
uaeHTudukanuu 1 coopa gaHHbIX. CrienuduKamnus UCIBITAHUNH CUMBOJIOB IITPUXOBOTO KOa JUIS
OLICHKM KauecTBa meyaTu. [[ByMepHble CUMBOJBI", yTBepXkAEHHOro mnpukazom DenepanbHOro
areHTCTBA M0 TEXHHYECKOMY PEryJHpoBaHUI0 U Merpojoruu oT 18 centsiops 2012 r. N 357-cT u
BBelieHHOro B jciictBue ¢ 1 wmrons 2013 r.; (B pea. Ilocranonenus IlpaButenscrBa PD ot
24.03.2023 N 468)

B) JBYXMEPHBIM INTPUXOBOM KOJ HAHOCUTCSA TEYAThIO C HCIOJIB30BAHHEM METOJA KOPPEKIIHMH
ommbok ECC-200 B COOTBETCTBHMM ¢ TpeOOBaHUSIMH HAIMOHAIBHOTO CTaHAapTa Poccuiickoit
Oeneparun [OCT P UCO/MDBK 16022-2008; (B pen. Ilocranosnenus IlpaBurensctBa PO ot
24.03.2023 N 468)

I) CpeACTBO MACHTU(PUKAIMU (OpMUpPYETCS B BHUIE JABYXMEPHOTO IITPUXOBOTO KojAa B (opmare
Data Matrix B cooTBeTCTBUH C TpeOOBaHMSIMU HAIIMOHATIBHOIO cTaHaaprta Poccuiickoii deneparn
I'OCT P UCO/M3K 16022-2008; (B pen. IlocranoBnenus [IpaButenbctBa PO or 24.03.2023 N
468)

1) Tpu NpeoOpa3oBaHUM KOJa MapKHPOBKU B CPEACTBO HACHTU(UKAIMM JOJDKHA MPUMEHSTHCS
Bepcusi cumBosinkn ECC-200 ¢ ucmonb3oBanuem ympasisitoniero 3Haka FNC1 kak mpusHaka
COOTBETCTBUSl JaHHBIX THIOBOMY (GopMary wuaeHTuukaTtopoB mnpumeneHus (Al) GS1 B
COOTBETCTBUHU C MyHKTamMu 5.2.4.6 u 11.1 nHaumonanbHOro crangapta Poccuiickoit denepauuu
I'OCT P UCO/MDBK 16022-2008. (B pexn. Ilocranosnenus IlpaBurtensctBa PO ot 24.03.2023 N
468)

4. CpeneHusi, cojepkaliiecs B CPeICTBE MJICHTH(UKALNU, HAHOCATCS MPOU3BOJHUTEIEM B BHUJE
JBYXMEPHOI'O IITPUXOBOIO KOJa METOJAMHU MeYaTH Ha BTOPUYHYIO (MIOTPEOUTENHCKYIO) YIaKOBKY
JIEKapCTBEHHOI'0 IIpernapara (B Clydyae €€ OTCYTCTBMS - Ha NEPBUYHYIO YIAKOBKY JIEKAPCTBEHHOTO
npernapara) WId Ne4aTd Ha MaTepuaibHbIH HOCUTENDb (3TUKETKY), HE JOMYCKAIOMIMMU OTIEJIECHUS
cpeAcTBa MAEGHTH(QUKAIMK ¢ (WJIM) MaTepUAIbHBIX HOCHUTENEH, COJepXalluX CpeacTBa
UACHTU(DUKAIMK, OT YMAaKOBKH JIEKAPCTBEHHOrO Ipernapara 0e3 MOBpeXAeHUU (32 MCKIIOYEHHEM
JIEKapCTBEHHBIX MPENapaToB ¢ MEXKAYHAPOJHBIM HEMIATEHTOBAaHHBIM HaMEHOBaHUEM "OTaHon"). (B
pen. [Tocranosnenwuii [IpaBurensctBa PO ot 24.03.2023 N 468, ot 29.11.2023 N 2027)

JInst nekapCTBEHHBIX MPENAPATOB C MEXKAYHAPOIHBIM HEMATEHTOBAaHHBIM HAMMEHOBaHUEM " ITaHOoI"
CBEJICHMsI, COJIEpKallfecss B CpPeACTBE HUACHTU(DHUKAIMN, HAHOCATCS TNPOM3BOAMTEIIEM B BHUJC
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JBYXMEPHOI'O HMITPUXOBOTO KOJIa METOJIOM Ie€4YaTH Ha BTOPUUHYIO (OTPEOUTENbCKYI0) YIAKOBKY B
cly4ae, €Clld Takas YIaKOBKAa SIBISETCS WHIUBUAYaJIbHOW BTOPUYHON (MOTPEOUTEIHCKON)
YIOAKOBKOM 3TOr0  JIEKApCTBEHHOI'O Mpemapara, a B Ccllydae OTCYTCTBUS BTOPHUYHOM
(MOTpeOUTENBbCKOM) YHNAKOBKM HJIM HAJIMYMA YHAKOBKH, B KOTOPOH HaxoauTcs Oojiee OIHOM
CAVHMIIBI YKAa3aHHOIO JIGKapCTBEHHOTO TMperapara B IEPBUYHOM  YyHNaKOBKE, CpPEICTBO
UJICHTU(HUKAIIMA HAHOCUTCS Ha MEPBUYHYIO YMAaKOBKY, WJIM METOAOM IeYaTH Ha MaTepHabHBIN
HOCUTENb (PTHKETKY), HE JOIYCKAIOIIMMH OTACICHHS CpeACTBAa HJICHTUPUKAIUU U (W)
MaTepHaJbHBIX HOCHUTEJCH, COAEpKAIlMX CpeACTBa MIACHTU(UKALUHU, OT YIMAKOBKH TaKOTO

JIEKapCTBEHHOT0 Tpemnapara 0e3 noBpexacHuil. (B pen. Iloctanornenus I[IpaButenbctBa PO ot
29.11.2023 N 2027)

B ciywae BBO3a B Poccuiickyro @enepanuio npu NpOU3BOJACTBE BHE TeppuTOpuM Poccuiickoin
Denepanun (3a MUCKIOYEHUEM JIEKAPCTBEHHBIX NpPENapaToB, BBO3UMBIX U3 TOCYAAapCTB - WIEHOB
EBpa3zuiickoro »KOHOMHMYECKOIO COK03a) IMAapTHHM JIEKAPCTBEHHOrO IIpernapara JOIyCKaeTcs
HaHECEHHE JIByXMEPHOro IUTPUXOBOIO KOJAa METOJO0M IeyaTH Ha MaTepUalIbHbIH HOCHUTEIb
(3TUKETKY), HE MOIMYCKAIOIIUM OTJEJICHMS] MATEPHUAIbHOTO HOCUTENS (ITHUKETKH), COAEpIKAILEro
CPeACTBO HUACHTU(UKALMM, OT YNAKOBKU JICKApCTBEHHOTO Ipenapara 0e3 MOBPEXICHUH, C
MOCJIEAYIOIUM HAaHECEHHEM MaTepUaibHOIO0 HOCHUTENS (STUKETKH) HA YMAKOBKH JIEKAPCTBEHHOIO
npernapara B COOTBETCTBUHU C TPeOOBAaHUSAMH IEPBOrO U BTOPOro a0d3aleB HACTOSAIIErO MyHKTa Ha
TaMOXXEHHOM CKJaJe, aJpec KOTOpOro YyKa3aH B KadecTBE ajpeca MecTa OCYILIECTBICHMS
NeSITeIbHOCTH B JIMIEH3MH Ha (DapMaleBTUUECKYIO IeSTeIbHOCTh OPraHU3aluH, OCYIIECTBIISIOMIECH

ONTOBYIO TOPTOBIIIO JICKAPCTBEHHBIMU cpeacTBaMu. (B pen. [loctanoBnenus [IpaButensctBa PO or
29.11.2023 N 2027)

5. adopmarus, coneprkammascs B CpeICTBE HACHTU(DUKALNT, UMEET CIEAYIONIYI0 CTPYKTYPY:

npusHak cuMmBosiiku GS1 Data Matrix, umeromuii kox 232 B Tabmuie cumsoioB ASCII; (B pen.
[MTocranosnenus [IpaBurenscta PO ot 24.03.2023 N 468)

nepBas TpyNna JaHHBIX - TJ00adbHBIA HJIEHTU(PUKALMOHHBIA HOMEpP TOPrOBOM E€IMHMIIbI,
cocroAuMii u3 14 mudpoBBIX CUMBOJIOB, KOTOPOMY IpPEIIIECTBYET MIAECHTH(PHUKATOP NPUMEHEHHUs

(01);

BTOpasi TpylIa JaHHBIX - WHIWBHUIYaJIbHbI CEPUWHBIA HOMEP TOPrOBOW €IMHHUIIBI, COCTOSAIINN W3
13 cumBos0B 1MppoBoil MM OYKBEHHO-IM(POBOM MOCIEI0BATENILHOCTH (JIATUHCKOTO aj(aBuTa),
KOTOpOMY IpenlIecTByeT UAeHTUPUKATOp npuMeHeHus (21). 3aBepiuaroniuM CUMBOJIOM AJIsl 3TOM
IPYNIbl JaHHBIX SBISETCS CIEUUANbHBIM CHUMBOJI-pa3/ieNuTeNb, MUMEOLIMA kox 29 B Tabiuie
cumBosioB ASCII, wmu cumBon @YHKIUA 1 (FNC1); (B pen. [locranosnenus [IpaButenscrBa PO
ot 20.03.2020 N 311)

TPEeThbsl TIpynma JaHHBIX - UACHTU(DUKATOpP (MHAMBHUAYAIbHBIN TOPSIKOBBI HOMEp) KiIto4a
NPOBEPKH, MPEJOCTABISAEMBIH HSMHUTEHTAM CpEACTB HUACHTU(DHUKAIMM ONEpaTOpOM CHCTEMBI
MOHUTOPHHTA B COCTaBE KOJia MPOBEPKU B COOTBETCTBHM C HAcTOAIMM [lonokeHnem, cOCTOSAIMMMI
u3 4 cumBoNOB (1Mpp, CTPOUYHBIX M MPOMNHCHBIX OYKB JATHHCKOTO aiaBuTa), KOTOPOMY
npeauecTByeT uaeHTUGuKaTop npumeHeHus (91). 3aBepiiarolmuM CHMBOJIOM JUIsl 3TOW TPYIIIBI
JTAHHBIX SIBJISICTCSI CIELUANbHBIM CHUMBOJI-pa3/ieiuTeNlb, UMEIOIMA Ko 29 B Tabnuile CHMBOJIOB
ASCIIl, mwmn cumBon ®YHKIUA 1 (FNCI1); (B pen. Ilocranosnenmii IlpaBurensctBa PD ot
30.08.2019 N 1118, or 20.03.2020 N 311)

4yeTBepTasl TpyINNa JaHHBIX - 3HAUEHUE KOJA IPOBEPKHU, NPENOCTABISAEMOE SMUTEHTAM CPEICTB
UACHTU(PUKAIIMY ONEePaTOPOM CHCTEMbl MOHUTOPHHIA B COCTaBE KO/a MPOBEPKU B COOTBETCTBUU C
HactosmuM IlojoxkeHnem, KOTOpOMY MpeallecTByeT UAeHTU(UKAaTOp mnpumeHeHus (92), u
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cocrosmee u3 44 cuMBOJIOB (LIU(P, CTPOUHBIX U MPOMUCHBIX OYKB JIATHHCKOTO ayipaBuTa, a TaKKe
crienuaibHbIX CUMBOJIOB). (B pen. [Tloctanosnenus [IpaBurenscrBa PO ot 30.08.2019 N 1118)

AO3arpl cepMoOM - necaThid. - YTpatuinu cuiy. (B pea. [locranonenust [IpaBurensctBa PO ot
30.08.2019 N 1118)

['pynmbl JaHHBIX JOJKHBI pacrlojiaraThCsi MOCIEAOBATENBHO - OT MEPBOM K 4YeTBEpPTOM. (B pel.
[Tocranosienus IIpaButenscTBa PP or 30.08.2019 N 1118)

WuauBuayanbHbIA CEpUIHBIA HOMEpP TOPrOBOW €IMHUIBI TEHEPUPYETCS C yUeTOM OOECIIeueHus ero
YHUKAJIBHOCTH JUTSI KQXKAOTO TI00ATBHOTO HICHTU(UKANMOHHOTO HOMEpa TOPTOBOU EIMHHMIIEI B
TE€YEHHE BCEro CPOKa (PYyHKIMOHUPOBAHUS CUCTEMbl MOHUTOPHHTA.

['moGaneHplii MACHTU(GUKAIIMOHHBIA HOMEP TOPrOBOM €IWHUIBI U WHAWBHUIYAJIbHBIA CEPHIHBIN
HOMEp TOPrOBOW €MHUIIBI 1yOIUPYIOTCS B BUE YATAEMOI'O IEYaTHOIO TEKCTA.

[11. Ilopsinok mo/iy4yeHUus1 KOAOB MAPKUPOBKHU, GOPMHUPOBAHUSA KOA0B
UICHTU(PUKALMMN TPETUYHON (TPAHCIIOPTHOM) YIIAKOBKH
JIEKAPCTBEHHOI'0 Mpenapara ¥ X perucTpauum B cucreMe

MoHuTOpPHHIA (B pea. IlocranoBiaenui [lpaBureascrea P® o1
30.08.2019 N 1118, ot 20.03.2020 N 311)

6. [lomyuenue sMUTEHTAMH CPEACTB UACHTU(HUKAIIMU OT OlepaTopa CUCTEMbl MOHHUTOPHHTA KOJIOB
MapKUpPOBKH OCYIIECTBIISIETCS C HCIOJIB30BAaHUEM YCTPOWCTB PETUCTPAIMU SMHCCHH. (B pell.
[Tocranosienus IIpaButenscTBa PP or 30.08.2019 N 1118)

7. OMUTEHT CpEICTB WJEHTU(UKALWU, 3aperuCTPUPOBAHHBII B CHCTEME MOHUTOPHUHIA,
IIPEJICTABIISIET ONIEPATOPY CUCTEMBI MOHUTOPUHTA 3asIBKY Ha MOJIY4YEHHE KOJIOB MApKUPOBKHU. 3asiBKa
HAIpPaBIISETCS MOCPEIACTBOM MCIIONb30BAaHUS YCTPOMCTB perucrpauuu smuccuu. llpu sTom
B3aUMO/ICHCTBHE YCTPONCTB PErMCTPALUU SMHUCCUU C MH(MOPMALMOHHBIMU CHUCTEMaMH 3MUTEHTA
CPEICTB UJIEHTU(UKALUN OCYIIECTBISIETCS C UCIOJIb30BaHUEM (OPMATOB JaHHBIX, Pa3MeIlaeMbIX
OIepaToOpOM CHUCTEMbl MOHHTOPUHIA Ha O(QUIMATIBLHOM caifTe oreparopa CUCTEMbl MOHUTOPHUHIA B
nH(pOpMaAIMOHHO-TEIEKOMMYHUKAITMOHHOW ceTu "MHTtepHer". 3asBka Ha TMOJydeHHE KOJOB
MapKHpOBKH coiepxkuTt: (B pe. [locranoBnenus [Ipasurenscrea PO ot 30.08.2019 N 1118)

a) KoA UACHTUDHUKAIMY B ciiyyae (POpMUPOBAHMS WHAMBHUIYaIbHOIO CEPUMHOTO HOMEpa TOPrOBOH
€AMHMIIBI AIMUTEHTOM CpelcTB uaeHTugukanuu; (B pel. Ilocranosnenus IlpaBurenscrBa PO ot

20.03.2020 N 311)

0) r100anbHBIM MACHTU(PUKAITMOHHBIM HOMEP TOPrOBOM €IMHUIBI U KOJIMYECTBO MHIANBUAYATbHBIX
CepUITHBIX HOMEPOB TOPTOBOW €AMHUIIBI B Cilydyae (OPMHUPOBAHUS MHIUBUAYAIBHOTO CEPUHHOIO
HOMEpPA TOPTOBOM €AMHUIIBI OIIEPATOPOM CUCTEMBI MOHUTOPHUHTA.

8. Kox MapkupoBKH (OpMHUpPYETCSI ONEPATOPOM CHUCTEMBI MOHUTOPUHTA IyTEM MPUCBOCHUS KOJIOB
NPOBEPKU JJIST KXKAOTO KOAA MAESHTH(PUKALMU U BKIIOYACTCS B PEECTp CPEACTB MACHTH(PHKAIUU
orepaTopa cucteMbl MOoHUTOpHHTa. (B pel. [locranosnennii IlpaButensctea PO ot 30.08.2019 N
1118, o1 20.03.2020 N 311)

OmnepaTop CUCTEeMbl MOHUTOPUHTA HE MO3/HEE 2 YaCOB C MOMEHTA ITOJTYYEHUsI 3asBKH Ha IOTyIeHUE
KOJIOB MapKHPOBKHM HAaNpaBisieT AMHUTEHTY CPEICTB HICHTU(UKALUN CIUCOK CHOPMUPOBAHHBIX
K0J10B MapkupoBkH. (B pen. [Toctanosnenus [IpaBurensctBa PO ot 30.08.2019 N 1118)
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8(1). DmuTeHTaM CcpeAcTB UACHTU(DUKAIIMK OTKa3blBaeTCs B BbIJau€ KOJAOB MAapKUPOBKU I10
cieayronmmM npuuuHaM: (B pen. [locranosnenus [IpasutenscrBa PO ot 30.08.2019 N 1118)

a) OTCYTCTBHUE B 3asiBKE Ha MOJy4YEHHUE KOJIOB MAPKUPOBKH CBEACHUH, MPETyCMOTPEHHBIX ITYHKTOM 7
nacrosiero [Tonoxenus; (B pea. [Tocranosnenust [IpaBurenscrea PO ot 30.08.2019 N 1118)

0) OTCYTCTBHE CBEIEHUH O PpETUCTPAllMU OMHUTCHTA CPEACTB WACHTU(UKAIIMA B CHCTEME
mouutopuHra; (B pea. [Tocranosnenus I[IpaBurenscrsa PO ot 30.08.2019 N 1118)

B) OTCYTCTBHE Yy OIlepaTopa CHCTEMbl MOHHMTOPHHTa CBEIEHUIl 00 YCTpPOHCTBE perucrparuu
SMUCCHUH, C MCIOJIB30BAHMEM KOTOPOI'O HAMpaBJICHA 3asBKa HA MOJYyYEHHUE KOJOB MapKUPOBKH; (B
pexn. ITocranosnenus IIpaBurenancrea PO ot 30.08.2019 N 1118)

I) HaJlu4yhe paHee 3aperuCTPUpPOBAaHHBIX B CHCTEME MOHUTOPHHIA CBEIEHHH O Koje
UICHTU(UKAINY, TIPEICTaBICHHOM B COOTBETCTBUHU C IOAMYHKTOM "a" IyHKTa 7 HACTOSIIETO
[Tonoxxenus; (B pea. Ilocranosnennii IlpaBurensctBa P® ot 30.08.2019 N 1118, ot 20.03.2020 N
311)

J1) OTCYTCTBHE B CHUCTEME MOHUTOPHHIA CBEIEHHUH O I00aJbHOM HIEHTU(UKALMOHHOM HOMEpE
TOPrOBOM €/IMHUIIbI, IPEJCTABIEHHOM B COOTBETCTBUHU C MOANYHKTOM "O" MyHKTa 7 HACTOSIIETO
[Monoxenus. (B pex. ITocranosnenus I[Ipasurenscrea PO or 30.08.2019 N 1118)

9. Onmnepatop cHCTEMBl MOHHTOPUHTAa O00ECNEUYMBACT TIOJTYYCHHE OMHTEHTAMH CPEICTB
UJCHTU(QUKAIMA ~ KOJOB  MAapKHUPOBKM  IOCPEICTBOM  OCHAIIEHUS  SMHUTEHTOB  CpEJICTB
UACHTU(PUKAIIMKM yCcTpolcTBaMu peructpauuu smuccuu. (B pea. Ilocranosnenus [IpaButenbcrBa
P® ot 30.08.2019 N 1118)

OcHaleHue ’MUTEHTOB CPEJCTB UICHTU(UKALMN YCTPOMCTBAMHU PErUCTpallii SMUCCUHU, BKIIOYas
o0ecreyeHne YIAICHHOIO JOCTyNa K YCTPOMCTBY PEruCTpalud SMHCCUHU, Pa3sMELICHHOMY B
UHPPACTPYKTYpe oOIepaTopa CUCTEMbl MOHMTOPUHIA, OCYLIECTBISETCS ONEpaTOpPOM CHCTEMbI
MOHMTOpPUHra Ha O0€3BO3ME3AHONH OCHOBE. B 1ensix Takoro OCHAIIeHHUs SMUTEHT CpEACTB
UICHTU(PUKAIIMY 3aKITI0YaeT C ONEepaTOPOM CHCTEMbl MOHUTOPHHIA JJOTOBOPBI, COAEPKAIINE B TOM
YHClIe YCJIOBUS MNPEAOCTaBICHHUS YCTPOMCTBA PETUCTPAllUM SMUCCUM U €ro PEeriiaMeHTHOTO
o0cCITy’)kKHUBaHUSI Ha 0E3BO3ME3/IHOM OCHOBE WJIM YCIIOBHUS OKa3aHHs YCIYT'M IO MpPEJOCTaBJICHUIO
YCTpOMCTBA pErucTpayd 3MHCCHM, Pa3MELIEHHOIO0 B HMH(PACTPYKType OIepaTropa CHUCTEMBI
MOHUTOPHHIA, MyTeM HPEAOCTaBICHHs YAAJEHHOIO JOCTyla K HeMy Ha 0e3BO3ME3/IHOW OCHOBE.
Pemenne o BbIOOpe crocoba OCHALIEHUS NPUHUMAETCS SMUTEHTOM CPEACTB HIACHTHU(PHUKAILUU.
TumnoBas ¢opma yKa3aHHBIX JOrOBOPOB YTBEpXkAaeTcsi MHHUCTEPCTBOM NPOMBIIIJICHHOCTH U

toprosiu Poccuiickoit ®enepanuu. (B pen. [locranosnenus IIpasurensctBa PO ot 30.08.2019 N
1118)

OcHaleHne SMUTEHTOB CPEACTB WIASCHTH(HUKAINK, HE MPU3HABAEMBIX HAJIOTOBBIMU PE3UJICHTAMH
Poccuiickoit ®enepaurii ¥ HE MMEKOIIMX MPEACTABUTEIBCTB Ha TEeppUTOpUM Poccuiickoit
®denepannu, yCTPOMCTBAMU PETUCTPALIMN YMUCCUH, & TAKKE 3aKIIOUYEHUE JOTOBOPOB C ONIEPATOPOM
CUCTEeMBl MOHHUTOPWHTA, TIPEIYCMOTPEHHBIX ab3aleM BTOPHIM HACTOSIIEr0 IYHKTa, MOTYT
OCYIIECTBIISITHCS Yepe3 YIIOJIHOMOUEHHOro npeacrasurens. (B pen. I[locranosnenus IlpaBurenscTa
P® ot 30.08.2019 N 1118)

9.1. DMUTEHT CpeNCTB UACHTU(PHUKAIMU IOCIE TMOIYYEeHUS KOJa MapKHUPOBKU OOECIIEUMBAET €ro
npeoOpazoBaHue B CPEJICTBO MACHTU(UKAIIMYU, MAPKUPOBKY YIAKOBKM JIEKAPCTBEHHOI'O Iperapara
CpeACTBaMU MJICHTH(UKALIUU U NIepeaeT B CHCTEMY MOHUTOPHHIA CBEJICHHUSI O HAHECEHUH CPE/ICTBA
UACHTU(UKAIIMK B COOTBETCTBMM C ab3alleM MEpBbIM MyHKTa 35 UM MyHKTOM 36 HAaCTOSILEro
[TonoxeHus He MO3qHEE HACTYMJIEHHUS OJHOTO W3 cleAyroumx coObTuii: (B pen. IlocraHoBneHMS
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[TpaButenscTBa PD o1 24.03.2023 N 468)

BBOJI B 00OPOT JIEKQpCTBEHHOTO Mpernapara, MapKHUpPOBAaHHOIO CPEICTBaMU WACHTU(UKALMU, TIPU
MIPOU3BOJICTBE JICKAPCTBEHHBIX INpemnaparoB Ha Ttepputopun Poccuiickoit ®denepanuu; (B pen.
[Tocranosienus IIpaButenscTBa PD ot 24.03.2023 N 468)

JIOCTaBKa JICKapCTBEHHOTO MpernapaTra B MecTo npuObITUs Ha Tepputopun Poccuiickoii deneparuu
U IoJaya JAEKJIapallid Ha TOBapbl B COOTBETCTBMM C TAMOXXCHHOW IPOLIELYPOM BBIITYyCKa IS
BHYTPEHHETO TMOTPeOJICHUs] WM IM0Jla4ya JCKJIapallid Ha TOBApPHl B COOTBETCTBHM C TaMO>KEHHOU
OpoLeypoid  BBIIYCKa Ul  BHYTPEHHEro  NOTpeOJIeHHs  JIEKapCTBEHHOTO  Ipernaparta,
MapKUpOBaHHOTO Ha TaMOXXEHHOM CKJIaJ€ B COOTBETCTBMM C a03aleM BTOpPBIM IHyHKTa 4
HactosAmwero IlonoxeHus, mpu IPOU3BOIACTBE JIEKAPCTBEHHBIX IIPENAPATOB BHE TEPPUTOPHUH
Poccuiickoit @enepannu (3a UCKIIOUYEHUEM JIEKAPCTBEHHBIX MPENapaToOB, BBO3UMBIX U3 TOCYAapPCTB

- yneHoB EBpasmiickoro skoHoMuyeckoro coro3a); (B pea. Ilocranosnenus [IpaBurenscrBa PO ot
24.03.2023 N 468)

BB03 B Poccuiickyro ®enepanmio Ha ¢dapManeBTHUECKHI CKJIaJ] JIEKApPCTBEHHOTO IIperapara,
MapKUPOBAHHOTO CPEACTBAMHU WACHTU(UKALMM, NPU MPOU3BOJACTBE JEKAPCTBEHHBIX NpEnapaToB
BHE Tepputopun Poccuiickoit @enepanuu - B OTHOLIEHUH JIEKAPCTBEHHBIX MPENapaToB, BBO3UMBIX
U3 rocyaapctB - ujeHoB EBpasmiickoro skoHomuueckoro coros3a. (B pen. IloctaHoBnenus
[paButenscTBa PO ot 24.03.2023 N 468)

Omiata yciayru IO NpPeAOCTAaBICHHIO KOAA MapKHUPOBKHM OIEPaTOpy CHCTEMbl MOHHUTOPHHIA,
IpeycMOTpeHHas noctaHosiaeHueM llpaBurenscrBa Poccuiickoit @enepanuu ot 8 masg 2019 r. N
577 "O0 yTBep)XICHUU pa3Mepa IUIaThl 3a OKa3aHUE YCIYT M0 NPeA0CTaBICHUIO KOJJOB MapKUPOBKH,
HEOOXOMUMBIX i1 (OPMUPOBAHUS CPEIACTB WACHTHU(PHUKAIMH ¥ OOECIeYeHUsT MOHHUTOPHUHIA
JBYDKEHUS TOBAapOB, MOJICKALIMX 00s3aTEIbHONM MapKUpPOBKE CpEICTBAMM HAECHTHU(HKAILMU, a
TaKXKe O TOPSJKE €€ B3UMaHHA', TPOM3BOIUTCS dMUTEHTOM CPEICTB WACHTH(HUKAIMHA 10 AATHI
NOJY4YeHUs KOAAa MapKUpPOBKM MM B TedeHue 350 KajeHIapHBIX JHEH C JaThl MOJY4YeHHs KOAa
MapKHpPOBKH, HO HE TIO3[HEe HACTYIUIEHHS OIHOTO W3 CIEAYIOMHUX coObITHid: (B pen.
[MTocranosnenus [IpaBurensctBa PO ot 24.03.2023 N 468)

BBOJI B 00OPOT JIEKapCTBEHHOI'O MpenapaTa, MapKUPOBAHHOTO CPEACTBaMHU MJEHTU(DUKALUU, TIPU
MIPOU3BOJICTBE JIEKAPCTBEHHBIX TIpemaparoB Ha Ttepputopun Poccuiickoit ®denepanuu; (B pen.
[Tocranosnenus [IpaBurenscta PO ot 24.03.2023 N 468)

JI0CTaBKa JIEKapCTBEHHOI'O IIperapara B MecTo npuObITHUs Ha Tepputopun Poccuiickoit denepanuu
U IojaYa JAEKJapalM¥ Ha TOBapbl B COOTBETCTBUU C TAMOXKEHHON IPOLIECAYPOM BBIIMYCKa Ul
BHYTPEHHEro MOTpeOJeHUsT WM MOoJauu JeKjIapaluyd Ha TOBapbl B COOTBETCTBUU C TaMOKEHHOM
Opolenypoid  BBINIYCKa Ui  BHYTPEHHEro  MOTpeOJIeHHs  JIEKapCTBEHHOro  Iperapara,
MapKUpOBaHHOTO Ha TaMOXXEHHOM CKJIaZle B COOTBETCTBMM C a03aleM BTOpPBIM MyHKTa 4
Hacrosimiero IlomokeHus, npU IPOU3BOACTBE JIEKAPCTBEHHBIX IIPENAPATOB BHE TEPPUTOPUU
Poccuiickoit ®enepannu (3a UCKIIOYEHHEM JIEKAPCTBEHHBIX MPENapaToB, BBOZUMBIX U3 FOCYIapCTB
- uneHoB EBpasmiickoro skonomuueckoro coro3a); (B pea. IlocranoBnenus IIpaBurenscrBa PO ot
24.03.2023 N 468)

BBO3 B Poccuiickyio ®enepanuio Ha (apmarneBTHUECKH CKJIaJ JIEKApCTBEHHOTO IIperapara,
MapKUPOBAHHOTO CPEACTBAMHU HACHTU(UKAIMH, NPH MPOU3BOJICTBE JEKAPCTBEHHBIX INpEnapaToB
BHE Tepputopun Poccuiickoil @enepanuu - B OTHOIIEHUH JIEKAPCTBEHHBIX MPENapaToB, BBO3UMBIX
U3 TrocyaapcTB - ujeHoB EBpasmiickoro skoHoMuueckoro corosa. (B pen. Ilocranoienus
[paButenscTBa PO o1 24.03.2023 N 468)
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OnepaTop CHCTEMBl MOHUTOPHWHTA PETHCTPUPYET (BHOCHT) B CHCTEME (CHCTEMY) MOHUTOpPWHTA
UHPOPMALIMIO 0 MAPKUPOBKE YIIAKOBOK JIEKAPCTBEHHOTO Iperapara CpeCTBaAMU MACHTU(DUKAIIH,
YKa3aHHYI0 OMHTEHTOM CPEICTB HWIACHTU(UKAIMK B CBEICHUSIX O HAHECCHHH CpEACTBa
UICHTU(UKAIMY, TIOCIE IOJNyYeHHs] OIUIaThl YCIYTH IO NPEIOCTAaBICHUIO KOJa MapKHPOBKH,
npeoOpa3oBaHHOTO B COOTBETCTBYIOIIEE CpeAcTBO wuiueHTH(ukanuu. (B pexa. [locraHoBieHus
[paButenscTBa PO ot 24.03.2023 N 468)

Pemenue o BeiOOpe criocoba oraTel YCIyTH MO MPEIOCTABICHUIO KOJIa MAPKUPOBKU MPUHUMACTCS
SMHUTEHTOM cpeAcTB uaeHTudukanuu. (B pea. [locranosnenus [IpaBurensctBa PO ot 24.03.2023 N
468)

B ciyuae ecnu ormiaTa yCIyru 1o MpeIOCTaBICHUIO KOJa MAPKUPOBKH OCYIIECTBIISICTCS IMUTEHTOM
CPEICTB MICHTH()UKAIIMU 0 MPEICTABICHUS UM B CHCTEMY MOHHTOPHHIA CBEIACHHN O HAHCCEHHUU
cpelcTBa HaACHTH(UKAIMU, MPEOOPa30BAHHOTO M3 COOTBETCTBYIOIIETO KOJAa MApKHPOBKH, TaKas
yciiyra TPH3HACTCSI OKA3aHHOW OIMEepaTOpOM CHCTEMbl MOHUTOPHHIA B MOMEHT IIOJYYCHHS
OMHUTEHTOM CPE/ICTB HICHTH(HKAIMK OIUIAYCHHBIX KOJOB MapKUpPOBKH. (B pea. IlocTaHOBICHUS
[paButenscTBa PO o1 24.03.2023 N 468)

B ciydae ecnu omnara yciiyru no mpeiocTaBlIEHUIO KOJIa MapKUPOBKH OCYILIECTBIISIETCS SMUTEHTOM
CPEICTB HWIACHTH(UKAIMU T[OCIE IMPEACTAaBICHUS UM B CHCTEMYy MOHHMTOPHUHTA CBEIACHHHA O
HAaHECEHUH CpEACTBA HWACHTU(UKAIMH, MPeoOpa3oBaHHOTO W3 COOTBETCTBYIONIETO  KOJa
MapKUPOBKH, TaKas ycllyra IpU3HaeTcs OKa3aHHOM OMepaTopoM CHCTEMbl MOHUTOPUHTA B MOMEHT
perucTpanuu (BHECEHUs) OMEPAaTOPOM CUCTEMbl MOHUTOPHHIA B CHCTEME (CHCTEMY) MOHUTOPUHTA
uH(pOpMallMK, CcoJepiKallelcs B CBEIEHUSX O HAHECEHMHM CpelICTBa  HUACHTU(UKAIHH,
IpeoOpa3oBaHHOTO M3 COOTBETCTBYIOLIEro Koja MapkupoBku. (B pen. IlocraHoBnenus
[TpaButenscTBa PD ot 24.03.2023 N 468)

B cnyudae ecniu B coorBeTcTBHM € nocTaHoBieHueM llpaBurensctBa Poccuiickoit @enepanun oT 8
mast 2019 r. N 577 "OG yTBep»AeHUU pa3Mepa IUIaThl 32 OKa3aHHE YCIyr IO MPelOoCTaBICHUIO
KOJZIOB MapKHpPOBKH, HEOOXOJUMBIX Js1 (POPMHUPOBAHUS CPENCTB MIECHTU(UKAIMU U 00ecredeHus
MOHUTOPHHTA JIBWKEHHMS TOBAapoOB, MOJJEKAIIUX O00sI3aTeIbHON MapKHUPOBKE CpeJICTBAMU
UACHTU(DUKAINY, a TAaKXKe O MOPSAJKE €€ B3UMaHus'" yciyra 1o MpeaoCcTaBIeHHUI0 KoJa MapKUPOBKU
HE MOAJIEKUT OIUIaTe, AIMHUTEHT CPEJICTB HJEHTHU(UKALMHU IOCiIe MOIY4YEeHHUS KOJla MApKUPOBKU
o0OecrieunBaeT MapKUPOBKY YIAKOBKH JIEKAPCTBEHHOTO IpernapaTa CpeCTBOM MJIEHTU(UKALNY U B
TedyeHne 350 KaneHAAapHBIX IHEH NepefacT B CHUCTEMY MOHUTOPUHIA CBEJCHHS O HAHECEHWMH
CpelCcTBAa MJEHTU(UKAIUU B COOTBETCTBHMM C ab3aleM MepBbIM NyHKTa 35 WM NyHKTOM 36
Hacrosero IlonoxeHus, HO He MO3/1HEe HACTYIUICHHUsI OJJHOTO U3 CIEAYIOIIMUX COOBITHI: (B pe.
[Mocranosnenus [IpaBurenscTBa PD ot 24.03.2023 N 468)

BBOJl B O0OpOT JIEKAPCTBEHHOTO Ipernapara, MapKUPOBAHHOTO CPEJICTBOM HACHTHU(UKAIUU, TPU
MIPOU3BOJICTBE JIEKAPCTBEHHBIX IMpemnaparoB Ha Ttepputopun Poccuiickoit ®denepanuu; (B pen.
[Tocranosnenus [IpaButenscTBa PD ot 24.03.2023 N 468)

JIOCTaBKa JICKapCTBEHHOT'O MpernapaTa B MecTo MpUOBITUS Ha Tepputopun Poccuiickoit deneparyu
N 1oJadya ACKJIapalvi Ha TOBapbl B COOTBETCTBHUH C TaMOKEHHOH npoue)lypoﬁ BBIITYCKa JJId
BHYTPEHHETr0 MOTPeOJIeHUs] WM Iojlavya JEeKJIapallud Ha TOBApbl B COOTBETCTBHM C TaMO>KEHHOU
NpoUEeAypOold  BBIMyCKa s  BHYTPEHHEro  MOTpeOJieHHs  JIEKapCTBEHHOro  Iperapara,
MapKUpPOBAaHHOTO Ha TaMOXXEHHOM CKJIaJ€ B COOTBETCTBMM C a03aleM BTOPBIM IyHKTa 4
Hactosimero IlomokeHusi, mpH NPOU3BOACTBE JIEKAPCTBEHHBIX IIPENAPAaTOB BHE TEPPUTOPUH
Poccuiickoit @enepanyu (3a UCKIIOYEHUEM JIEKAPCTBEHHBIX MPENApaToB, BBO3UMBIX U3 TOCYIapCTB
- wieHoB EBpasuiickoro sxkoHoMuyeckoro corosa); (B pea. [locranosnenus IlpaBurenscrBa PO ot
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24.03.2023 N 468)

BBO3 B Poccuiickyro ®enepanuio Ha (apmaneBTHUECKHIl CKIIaj JIEKapCTBEHHOTo IIpernapara,
MapKUPOBAHHOTO CPEICTBAMU WACHTU(DUKAIMK, TIPU TPOU3BOACTBE JCKAPCTBEHHBIX IPEMapaToB
BHEe TeppuTopuu Poccuiickoit denepanuu - B OTHOUICHUH JIEKAPCTBEHHBIX MPENapaToB, BBOZHUMbIX
U3 TOCyJIapCcTB - wieHOB EBpa3uiickoro skoHoOMHYecKoro coro3a. (B pea. [locranoBieHus
[TpaButenscTBa PD ot 24.03.2023 N 468)

9.2. Koasl MapKUpOBKM aHHYJIHMpPYIOTCS B ciaeayromux ciaydasx: (B pea. IlocranoBnenus
[TpaButenscTBa PD o1 21.07.2020 N 1079)

a) HapyllIeH yCTaHOBJICHHBIN ab3alamu MIThIM - BOCbMbIM IyHKTa 9.1 Hacrosimero [lonoxenus
CPOK OIUIaThl yCIAYr MO TNPEJOCTaBICHUIO KojJa MapkupoBku; (B pea. IlocraHoBnenus
[TpaButenscTBa PD or 21.07.2020 N 1079)

0) HapyllleH YyCTaHOBJEHHbIH a03alaMy TMEpPBbIM - YETBEPTHIM M (WIM) TpPUHAALATHIM -
niecTHaguarbiM nyHKTa 9.1 Hactosdmero IlososkeHuss Cpok Iepenayu CBENCHMM B CHCTEMY
MOHHUTOPHHTA O HAaHECEHUH cpelcTB uaeHtuukamun. (B pen. [locranosnenus [IpaBurenscta PO
ot 21.07.2020 N 1079)

9.3. B perucrtpauuu B CHCTeME€ MOHUTOPUHIA CBEICHUN O HAHECEHHM CPEACTB HACHTU(UKAIMU
OTKa3bIBaeTCsi Mo ciuenyomuM npuuuHaM: (B pen. Ilocranosnenust IlpaBurensctBa PO ot

21.07.2020 N 1079)

a) OTCYTCTBHC KOJOB HWACHTU(PHKAIIMK, YKA3aHHBIX B CBEICHUSX O HAHECCHUH CPEICTB
UICHTU(DUKAIINK, B PEECTPE CPEICTB MIACHTU(PUKAIUK OMEpaTopa CHCTEMBbl MOHHUTOPHHTA; (B PE/l.
[Mocranoenenus [IpaBurenscTBa P® ot 21.07.2020 N 1079)

0) mnpeAcTaBlEHUE OHMUTEHTOM CpPEJICTB MJEHTU(QUKALUU CBEJCHUH O HAHECEHUU CpENCTB
UJCHTU(PUKAIMY 110 UCTEYEHUH CPOKa, YCTAHOBJIEHHOIO a03allaMH HEepBbIM - YETBEPTHIM M (MJIH)
TPUHAALATBIM - IIEeCTHAAUATHIM MyHKTa 9.1 Hacrosmero [lonoxenus; (B pen. IlocraHoBnenus
I[TpaButenbctBa PO ot 21.07.2020 N 1079)

B) OTCYTCTBHE y OIEpaTOopa CHUCTEMBI MOHHTOPHHIA CBEIEHHH 00 YCTPOWCTBE PETHUCTPAIIUH
9MHUCCHH, C HCIOJb30BAaHHEM KOTOPOTO TEpeIaHbl CBEICHHS B CHCTEMY MOHHUTOpPHHTA; (B pel.
[Mocranosnenus [paButenscTBa PP ot 21.07.2020 N 1079)

I) OTCYTCTBHE TIOJITBEpPXKIEHHUS OIIAThl KOJOB MAapKHUPOBKH, MPEOOpPa3OBAaHHBIX B CPEACTBA
UACHTU(PHUKAIIMK TIPU  MapKUPOBKE YMAaKOBOK JIEKAPCTBEHHBIX TMpPEMapaToB  CPEACTBAMHU
UIEeHTU(UKAIIMY, O HAHECEHWU KOTOPBIX DMHUTEHT CPEACTB MACHTHU(UKAIIMHU MEePEIacT B CUCTEMY
MOHHTOPHHTA CBEACHHUS O HAHECEHHWU CPEJCTBAa HACHTU(DUKAINH, MPeIlyCMOTPEHHbIE ab3aiem
nepBbIM TyHKTa 35 wiau myHkTtoM 36 Hactosmiero Ilomokenus. (B pen. IlocranoBneHuit
[MpaButenscTBa PO o1 21.07.2020 N 1079, ot 24.03.2023 N 468)

10. Kon wunentudukanuu TpeTUYHOW (TPAaHCHOPTHOM) YHNAKOBKMU JIEKApCTBEHHOTO Ipemnapara
dopmupyercss Ha ocHOBaHWUM MexrocyaapcrBenHoro cranaapra (TOCT ISO/IEC 15417-2013
"NndopmaninoHHbIe TEXHOJOTUHU. TeXHOIOTH aBTOMAaTH4YECKON HIEeHTU(UKALIUY U cOOpa TaHHBIX.
Crnenu¢ukanys CUMBOJIMKHM mmTpHXxoBoro koma Code 128"), KOTOphIi yTBEPKACH MPHKA30M
@denepanbHOrO0 areHTCTBA IO TEXHUYECKOMY PETyJIMpPOBAHUIO M METPOJIOTHHM, COCTOMT U3 18
IU(PPOBBIX CHUMBOJOB M COICPXKUT CIEAYIOIIYI0 CTPYKTYpYy JAaHHbIX: (B pen. IlocranoBnenuit
[MpaButensctBa PO ot 20.03.2020 N 311, ot 21.07.2020 N 1079)

uaeHtuduxatop npumenenus (00);
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CHMBOJI paCIIUPEHUs KOJIa MACHTH(PHUKAIINN TPETHYHOW (TPAHCIIOPTHON) YIAKOBKH JIEKAPCTBEHHOTO
npenapara; (B pea. [Tocranosnenust [IpaBurenscra PO ot 20.03.2020 N 311)

pPETUCTPALIMOHHBIA HOMEp CyObeKTa OOpallleHHs JIEKapCTBEHHBIX CpPEICTB, IIOJIyYEHHBI B
MH(POPMALIMOHHOM pecypce, 00eCeunBarolleM YUeT U XpaHEeHHE JOCTOBEPHBIX JaHHBIX O TOBapax
110 COOTBETCTBYIOIIEH TOBAPHOM HOMEHKJIATYypE;

CepUIHBIA HOMEp TPETHYHOH (TPAHCHOPTHOI) YIAKOBKM JIEKAPCTBEHHOrO Tpemnapara; (B pei.
[Mocranosienuii [Ipasutenscrea PO ot 30.08.2019 N 1118, ot 20.03.2020 N 311)

KOHTPOJIbHAsI CyMMa (YUCIIO, BBIUMCISIEMOE MO CHEIUAIbHOMY QJITOPUTMY M3 MPEILIECCTBYIOIINUX
nudp U cmyxariee 1 TapaHTHH [IEJIOCTHOCTH JIAHHBIX ).

CBeneHus, BKIIOYEHHbIE B KOJ HMJICHTH(PHUKALWU TPETHYHOW (TPAaHCIOPTHOW) YNAaKOBKU
JIEKapCTBEHHOT'O IpenapaTa, MOTyT JyOJIMpoBaThCsA B BHJIE YMTAEMOI'O MEYATHOIO TeKcTa. (B pen.
[Tocranosnenus [IpaButenscTBa P® ot 20.03.2020 N 311)

Kon wunentudukamum TpeTHyHOW (TPAHCIIOPTHOW) YMAKOBKM JIEKAPCTBEHHOTO IIperapara
TeHEepPUPYETCsl U HAHOCUTCS Ha TPETUUYHYIO (TPaHCIOPTHYIO) YIAKOBKY JIEKAPCTBEHHOI'O Mpernapara
OMHUTEHTAMH KOJIOB HJCHTU()UKAIUN TPETHYHOW (TPAaHCIOPTHOW) YMAKOBKH JIEKAPCTBEHHOTO
npernapara MeTo/laMu IleyaTH WM 3TUKeTupoBanusl. (B pen. Iloctanosnenus [IpaBurenscrta PO ot
20.03.2020 N 311)

V. [IpaBuia co3nanusi, BBOJa B IKCIIYaTAIMIO, IKCIJIYaTAllMU U
BBIBO/IA M3 IKCIIyaTaAllMM CUCTEMbl MOHUTOPHHI A

11. Co3nanue, pa3BuTue, BBOJ B IKCILTyaTalMIO, DKCIUTyaTallusl U BBIBOJ U3 SKCILIyaTallud CUCTEMBbI
MOHUTOPHUHIA OCYIIECTBISIOTCS ONEPAaTOPOM CHCTEMBl MOHHMTOPHMHIA IO COIVIACOBAHHMIO C
MunucrepcTBOM 31paBooxpanenus Poccuiickoit @enepanuu u @enepanbHoOil Ciryk00i o Haa30py
B c(hepe 3apaBoOOXpaHEHHS] B COOTBETCTBUU C TPEOOBAHUSIMU K MOPSAIKY CO3/1aHHUs, pa3BUTHUS, BBOAA
B 9KCIUTyaTallHIo, SKCIUTyaTalluu U BBIBOJIA U3 HKCIUTyaTallMM TOCYAAPCTBEHHBIX WH(POPMAIMOHHBIX
CUCTEM U JajJbHEHIIero XpaHEHHs cojaepKalledcs B HX 0a3ax JaHHBIX HMH(QOpMaINH,
yTBEpKJIEeHHbIMH MocTaHoBNIeHHEM IIpaButensctBa Poccuiickoit ®enepaunu ot 6 urong 2015 r. N
676 "O TpeboBaHUAX K TMOPSAKY CO3JaHHS, Pa3BUTHS, BBOJA B DKCIUIyaTallUiO, dKCIUTyaTallud U
BBIBOJIA U3 SKCIUTyaTallMy TOCYAAPCTBEHHBIX MH(OPMAIIMOHHBIX CUCTEM M JaJbHEHUIIEro XpaHeHus
cojiepxarieiicst B ux 6a3ax nmaHHbix nHpopManuu", u HacTosmuM [lomoxxeHuem.

12. Co3nanue, pa3BUTHE U SKCILTyaTallUsl CUCTEMbl MOHUTOPUHIA OCYILIECTBIISIOTCS] HA OCHOBE:!

a) obecrnieueHUs IMOJIHOTBI, AOCTOBCPHOCTH, COXPAHHOCTU HpHHI/IMaeMOfI n nepez[aBaeMoﬁ C
HCIIOJIB30BAHUEM CHUCTEMBI MOHUTOPHHTA I/IHCbOpMaI_[I/II/I, a TaKXE€ CBOCBPEMCHHOCTHU €€
MMpEaOCTaBJIICHU,

6) 6C3B03M63,I[HOCTI/I NpeaoCTaBICHUA TPOU3BOJAUTCIIAM JICKAPCTBCHHBIX CPCIACTB COIICp)K&IlI@fICH B
CUCTEME MOHHTOpPHHIA I/IH(l)OpMaIII/H/I 0 CCpuidX MW HapTUAgX JICKAPCTBCHHBIX IIPC€IapaTos,
MPOU3BOAUMBIX UMH U HAXOAIMUXCA B TPAKIAHCKOM O60pOTC B Poccuiickoit (I)CI[CpaI_II/II/I;

B) CANHCTBA OPTaHU3aAIMOHHO-METOAUYCCKOT'O o0ecIeYeHns: CUCTEMBI MOHHUTOpPHHTIA,

r) oOecrieYeHus] MCIOJb30BaHUSI EANHBIX PEECTPOB, KIACCH(PUKATOPOB M CIPABOYHUKOB CHCTEMBI
MOHHTOPHHTA, B TOM 4YHCIIe OOS3aTeNbHBIX Ui NPUMEHEHHS B WHGOPMAIMOHHBIX CHCTEMaX
IOPUIMYSCKUX JIMI] ¥ WHIMBHYyJIbHBIX MTPEANIPUHUMATENICH, YKa3aHHBIX B yacTsax / u 10 cratbu 67
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®denepanbHOro 3aKoHa "OO0 0OpaleHu JIeKapCTBEHHBIX CPEACTB";
1) o0ecrieuyeHHsT PerJIaMEHTHPOBAHHOTO JOCTYIIA K CHCTEME MOHUTOPHHTA;
e) 6ecriepe0OMHOCTH pabOThI CHCTEMBI MOHHUTOPHHTA.

13. Cucrema MOHHMTOPHMHTAa BBOAMUTCS B OKCIUTyaTalio pabodell Tpymmoi, GopMupyeMoit
OIEpaTOpOM  CHCTEMbl MOHMTOPMHIA C Yy4acTHEM [pEACTaBUTENeH  3auHTEPECOBaHHBIX
(denepaabHBIX OPraHOB HCIIOJTHUTEIHHON BIACTH.

14. Cucrema MOHUTOPHHTA 00ECTICUUBACT:
a) MPOBEPKY JOCTOBEPHOCTH CPEICTB UIACHTH(PHKAIUY;

6) IMPOCIICIKUBACMOCTD ABWIKCHUS JICKAPCTBCHHBIX MPCIIAPATOB OT MPOU3BOAUTCIIA JICKAPCTBCHHBIX
CpE€ACTB 1O KOHECYHOI'O HOTpe6I/ITCJ'IH;

B) OJIOKMpOBaHHE MPHUHATUA HUHPOPMALUH, TPEJICTABIAEMOH B COOTBETCTBUU C HACTOSIIUM
ITonoxkeHnneM B CHCTEMY MOHUTOPHHTA.

15. Cucrema MOHUTOPHUHTA COEPIKUT CIIEIYIOILYI0 HMH(pOpMaIHIO:

a) CBeZICHUs O CyObeKTax oOpallleHHsl JeKapCTBEHHBIX CPE/CTB;

0) cBeneHMs O JIEKapCTBEHHBIX Mperaparax u 00 ux odbopore.

16. OCHOBHBIMM UCTOYHHKAMU HH(OPMALIUHU, COAEPIKAIIEHCS B CUCTEME MOHUTOPUHTA, SIBJISIOTCS:
a) cyOBEeKThI 0OpallleHus JIEKAPCTBEHHBIX CPEJICTB;

0) QenepanbHble OpraHbl UCHOJHUTENHLHOW BJIACTU MPHU OCYIIECTBICHHMM MMH CBOUX (YHKIHH C
MCIIOJIb30BAaHUEM TOCYIaPCTBEHHBIX HH(POPMAIIMOHHBIX CHCTEM.

17. KoadpunueHT 1oCTyIHOCTH CUCTEMbl MOHUTOPUHIA cocTaBisgeT He MeHee 99,5 mpoueHTa 6e3
ydeTa 3alIaHMPOBaHHBIX NIEPUOJIOB 00CITYKUBaHMSI.

Texanaeckoe 06CJ'IY)KI/IBaHI/Ie CUCTCMbl MOHUTOpPUHIA IMPOBOAWUTCS HE Yallc 4 pas B 1rojJ, nepuon
TEXHUYCCKOI'O O6CJ'Iy>KI/IBaHI/I$I COCTaBIIICT He OoJiee 24 yacos.

V. [lopsiiok B3auMOAeCTBUS CUCTEMbI MOHUTOPUHIA C HHBIMHU
rocy1apcTBeHHbIMH HHGOPMAIMOHHBIMU CHCTEMAMU H
UH(POPMANMOHHBIMH CHCTEMAMH CYObEKTOB 00pallleHN s

JIEKAPCTBEHHBIX CPE/ICTB

18. Cucrema MOHUTOPHHTA BBaHMOI[ef/'ICTByeT CO ClIeayromunumMunu I/IH(I)OpMaI_II/IOHHBIMI/I CUCTEMAMM:

a) peecTp IHMICH3MH Ha TMPOM3BOACTBO JIEKAPCTBEHHBIX cpedcTB; (B pen. IlocraHoBieHUs
[paButenscTBa PO o1 24.03.2023 N 468)

0) eAMHBIN peecTp IHUIEH3UN, B TOM YHUCIE JIMIEH3WH, BBIJAHHBIX OpPraHaMH TOCYAapCTBEHHOM
BlacTu cyobekToB Poccuiickoit denmeparuu B COOTBETCTBUM C TIEPEIAHHBIM IOJTHOMOYHEM TIO
JTUICH3UPOBAHUIO OT/IETHHBIX BUIOB JACSITEILHOCTU B chepe OXpaHbl 3I0POBBS;

B) eMHAs TOCyAapCTBeHHAs: MH(OPMAITHOHHAsS CUCTeMa B cdepe 3paBOOXPAHEHUS;

T') €UHBIA TOCYTapCTBEHHBIN PEeecTp IOPUANUECKUX JIULL;
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1) €IUHBINA TOCYIapCTBEHHBIN peecTp WHAUBUAYAIbHBIX PEANPUHIMATENEH;

€) TOCYIapCTBEHHBI pEecTp AaKKPEAUTOBAHHBIX (PUIMANOB, MPEICTABUTEIBCTB HHOCTPAHHBIX
FOPUINYECKUX JINII;

’K) aBTOMaTU3MpoBaHHAs MH(pOpMannoHHas cuctema DenepalibHON CIy»)Obl 10 HaA30py B cdepe
3/1paBOOXPAaHEHUS;

3) Enunas apromaruznpoBaHHas HHGOPMAIIMOHHAS CHCTEMa TAMOYKECHHBIX OPTaHOB;
1) UHQOPMAIIMOHHBIE CUCTEMBI CYOBEKTOB OOpaleHHs JIEKAPCTBEHHBIX CPE/ICTB;

K) HMH(OpPMAalMOHHBIE  CHCTEMBI, BXOAALIME B  HHPPACTPYKTYpy, OO€CHEUNBAIOLIYIO
UH(POPMALIMOHHO-TEXHOJIOTHIECKOE B3aMMOACUCTBUE HH()POPMAITMOHHBIX CHCTEM, HCIOIb3yEeMbIX
JUISl IPEAOCTABIICHHS T'OCYAAPCTBEHHBIX 1 MYHHULIUIIATIBHBIX YCIYT M UCIIOJIHEHUS TOCYIapCTBEHHBIX
U MyHUIMNAIbHBIX (QYHKIMNA B 35IeKTpoHHOK (opme; (B pen. [locranosnenus IlpaButenscrBa PO
ot 24.03.2023 N 468)

J) eIWHAas TOCYJIapCTBEHHAs aBTOMATH3UpPOBaHHAs HMH(DOpPMAIMOHHAS CHCTEMa ydera o0bema
MIPOM3BOJICTBA M 000POTa ITUIIOBOTO CIIMPTA, AIKOTOJIBHON M CIHPTOCOJCPKAIICH MPOIYKIHMU; (B
pen. Ilocranosnenus [IpaBurenscrBa PO ot 24.03.2023 N 468)

M) (enepanbHas TocyIapcTBeHHass HH(QOPMAIIMOHHAS CHCTEMa MOHHUTOPHHTA CEBEPHOTO 3aB03a; (B
pen. ITocranosnenus IIpaBurenscrBa PO ot 24.04.2025 N 553)

H) TOCYJIapCTBeHHAss HH(POPMAIIMOHHASI CHCTEMa MOHUTOPUHTA 32 000POTOM TOBApPOB, MOJIICKAITUX
00s3aTenbHOM MapKUpOBKe cpencTBaMu uaeHTHduKanuu. (B pen. Ilocranosnenus IIpaBurtenncTBa
P® o1 29.09.2025 N 1495)

19. Csenenus, TmpeNCTaBIsiEMble TOCYJAapPCTBEHHBIMH  WH(POPMALMOHHBIMH  CHCTEMaMHU
(denepanabHBIX OPraHOB MCIIOJHUTEIBHOM BJIACTM B CHUCTEMY MOHMTOpPHMHIA, a TaKXe CBEICHU,
niepeaBaeMble U3 CHCTEMBbI MOHUTOPHHTA, TpUBEeHBI B prutoskeHnn N 1.

20. B paMkax MH(OPMAIIMOHHOTO B3aUMOJIEMCTBUS CHCTEMa MOHUTOPHMHIA OCYILECTBIIET OOMEH
CBEICHMSIMM C TOCYAApCTBEHHBIMH HH(OPMALMOHHBIMU CUCTEMaMM  3aHMHTEPECOBAHHBIX
denepanbHBIX OpPraHOB MCIOJHHUTEIBHON BIACTH UM HCHOJHHUTEIBHBIX OPraHoB CYOBEKTOB
Poccuiickoit ®enepauuu, B TOM 4YHUCIE TOCPEICTBOM HUHPPACTPYKTYphl, oOOecrednBaroniei
UH(POPMALIMOHHO-TEXHOJIOTHYECKOE B3aUMOAECUCTBUE HH()OPMAIMOHHBIX CHCTEM, HCHOJIb3yEeMbIX
JUISL IPETOCTABIIEHUS TOCYJaPCTBEHHBIX U MYHULIMITAJIBHBIX YCIYT U UCIIOJIHEHUS TOCYAapCTBEHHBIX
U MyHUIMNAJIbHBIX (QYHKIMHA B 3ekTpoHHOU (opme. (B pen. IloctanoBnenus IIpaButensctBa PO
or 19.01.2024 N 25)

Cuctema MOHUTOPUHTA TOIKIIOYAETCS K €IWHON CHUCTEME MEXBEIOMCTBEHHOTO SJEKTPOHHOTO
B3aUMOJICMCTBUSL B COOTBETCTBUU ¢ noctaHoBieHueM [IpaBurensctBa Poccuiickoit denepanuu ot 8
cenTsa0ps 2010 r. N 697 "O enuHoit cucTeMe MEXBEIOMCTBEHHOTO AJIIEKTPOHHOTO B3aUMOJICHCTBUS"
Ha 0€3BO3ME3IHOM OCHOBE.

NudopmanmonHoe B3aMMOJEHCTBUE CHUCTEMBl MOHUTOPUHTA C (eaepalibHOW TOCYIapCTBEHHOMN
UHPOPMALIMOHHON cuctemMoil "EnuHBIA TOpTan rocylapcTBEHHBIX M MYHHULIMNAIBHBIX YCIyT
(pynkumif)" (mamee - eAMHBIA MOPTAN TOCYJAPCTBEHHBIX M MYHHUIMNAIBHBIX YCIYr) B HENSIX
oOecrieyeHHs MpPEJOCTaBICHUSI C €ro HCIOJIb30BAaHMEM J0OCTyna K HH(MOPMALMU M3 CHCTEMBI
MOHHMTOPHHTa B COOTBETCTBMM ¢ MYHKTOM 56(1) Hacrosimero IlonmoskeHus ocyiecTBisieTcsl C
WCIIOJIb30BAaHUEM IPOTPAMMHBIX CpPEACTB CUCTEMBI MOHUTOpUHra. (B pen. IlocraHoBneHus
[TpaButenscTBa P® ot 16.09.2023 N 1514)
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21. BzauMoOaEWCTBHE CHCTEMbl MOHUTOPHMHTAa C HMH(POPMAIMOHHBIMU CHCTEMaMH CyOBEKTOB
oOpaleHusi  JICKapCTBEHHBIX  CPEICTB  OCYIIECTBISIETCS  TOCPEACTBOM  MHGOPMAIMOHHBIX
JJIEKTPOHHBIX CEPBUCOB C HCIIOJIB30BAHMEM CTAHJIAPTHBIX IPOTOKOJIOB U  HHTEp(eicoB
AJEKTPOHHOTO B3aUMOJECHCTBUS.

22. TexHuyeckwe CTaHAAPTHI U TPEOOBAaHUS K TEXHOJOTUYECKOH COBMECTHMMOCTH CHUCTEMBI
MOHHMTOPUHTa C WH(POPMAIMOHHBIMH CHCTEMaMH{, YKa3aHHbIMH B NyHKTe 18 Hacrosiero
[Tono>xeHus, yCTaHaBIMBAIOTCSI OIEPATOPOM CUCTEMBI MOHUTOPUMHIA B COOTBETCTBUU C
TpeOoBaHUsIMU 3aKOHO1aTeNnbcTBA Poccuiickoit eaepanuu B chepe nHGOPMAITMOHHBIX TEXHOJIOTHIA
[0 COTJIACOBaHMI0O ¢ MUHHUCTEPCTBOM IM(PPOBOrO Pa3BHUTHUS, CBSI3U M MACCOBBIX KOMMYHHMKAIIUN
Poccuiickoit denepanun U onepaTopoM MHPOPMAITMOHHON CHCTEMBI, ¢ KOTOPOH OCYIIECTBIISCTCS
B3aUMOJICHCTBHE.

VI. Ilopsiiok BHeceHHsI MH(POPMALMH O JIEKAPCTBEHHbIX NMpenaparax B
CHCTEMY MOHMTOPUHIA CyObeKTaAMHU 00palleHUus JeKAPCTBEHHbIX
CPe/ICTB U ee COCTaB

23. BHeceHue nH(popMaluu O JEKapCTBEHHBIX IIperapaTax B CUCTEMY MOHUTOPHUHIA MPOU3BOIUTCS
cyObeKTaMu oOpaleHusi JIEKApCTBEHHBIX CPEICTB IIOCIE MPOXOXKICHHS HMH pPETHCTPAalUd B
CUCTeME MOHHMTOPHUHIA U MPEJOCTaBICHUS UM JIMYHOTO KaOuHeTa cyObekTa oOpalieHus
JIEKapCTBEHHBIX CPEJICTB.

Peructparusi cyObeKkTOB oOpaileHHsl JICKApCTBEHHBIX CpPEJICTB B CHUCTEME MOHUTOPHHTA U
MPEIOCTABIICHUE JIMYHOTO KAaOWHETa OCYIICCTBISIOTCS HA OCHOBAHHWH JIOCTOBEPHBIX CBEJICHUH,
NPE/CTaBICHHBIX CYOBbEKTaMH OOpalleHHs JEKApCTBEHHBIX CPEICTB B CHUCTEMY MOHHTOPUHTA B
snekTpoHHOM Bujie. (B pea. [locranosnenwus [IpaBurenscrBa PO ot 24.03.2023 N 468)

24. Jlns OCYyIIECTBJIEHUS pErucCTpalil B CHCTEME MOHMUTOPHUHra CyOBEKTbl OOpalleHus
JIEKapCTBEHHBIX CPEJACTB - OpraHU3aluy, NPU3HABa€Mble HAJIOTOBBIMU pe3ufeHTaMu Poccuiickoit
Qenepaly, HWHAWBHUIyaJlbHbIE NPEINPUHUMATENM M IPEICTAaBUTENbCTBA  MHOCTPAHHBIX
opranuszanui Ha Teppuropuu Poccuiickonn denepanuu, ABIAIOIIMUXCA ACP)KATEIAMU WU
BJIQ/IETbIIAMH PETUCTPALIMOHHOTO YJOCTOBEPEHHUS, BHOCAT B PErMCTPALMOHHYIO (OPMY CHCTEMBI
MOHUTOPHMHTA, DPa3MEUICHHYI0 Ha O(QUIMaIbHOM caiiTe oreparopa CHCTEMbl MOHHTOPUHIA B
MH(}OPMaLIMOHHO-TEIEKOMMYHUKAIMOHHON ceTu "VHTepHeT", B AJIEKTPOHHOM BHUJE CJEAYIOLIUE
CBEJICHUS, IOJNICAHHbIE YCUJICHHON KBATM(PHUIUPOBAHHON 3JIE€KTPOHHON MOANUCHI0 PYKOBOIUTENS
opraHu3anuu (MpeJCTaBUTEIbCTBA HHOCTPAHHOW oOpraHu3auuu Ha Tepputopun Poccuiickoit
®denepanyy) WM HHIUBUAYAIbHOTO IPEATPUHUMATEIIS:

UACHTU(DUKAIIMOHHBIN HOMEp HaJIOrOIIaTesbIINKa;

CBEJICHUS O HAJIMYHMH JUOO0 00 OTCYTCTBWH JIMIICH3WW Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB,
JTUIEH3UU Ha (apManeBTUYECKYIO ACSITENBHOCTh (BKJIIOYAs ONTOBYI0 W PO3HUYHYIO TOPTOBIIO
JIEKapCTBEHHBIMU CPECTBAMH), JTUIEH3UH Ha JCATEIHHOCTh MO 000POTY HAPKOTHUYECKUX CPEJCTB,
MICUXOTPONHBIX BELIECTB U MX MPEKYPCOPOB, KYJIbTHUBUPOBAHUIO HAPKOCOJEPKAIUX PACTEHUU U
JUIEH3UM Ha MEAMIMHCKYIO0 AesTenbHocTh, (B pen. I[locranoBnenust IlpaButensctBa P ot

20.03.2020 N 311)

dbamunus, UM, 0T4ECTBO (MPU HATUYUM) U Tese(OH KOHTAKTHOIO JIUIIA;

aJIpec IEKTPOHHOMU MOYTHI.
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Ao63arr mecroit - Yrparun cuiy. (B pea. I[Tocranosnenus [IpaButensctBa PO ot 24.03.2023 N 468)

Peructpamuss B cucreMe MOHUTOPHUHIAa CYOBEKTOB OOpaleHHsl JEKapCTBEHHBIX CPEACTB -
OpraHu3alui, [PHU3HABAEMBIX HAJOIOBBIMU  pe3ujneHtamu  Poccuiickorn  Depepauuu, U
WHJIUBUIyAJIbHBIX MPEAIPUHUMATENCH, MMEIOIIMX JIMLIEH3UU Ha IPOU3BOACTBO JIEKAPCTBEHHBIX
CPEICTB, JIMIICH3UH Ha (apMaleBTUYCCKYIO ACSITENHbHOCTh (BKJIIOYAs ONTOBYIO M PO3HUYHYIO
TOPTOBIIIO JIEKAPCTBEHHBIMU CPEACTBAMM), JIUIICH3UHU HA JESITEIbHOCTh M0 000POTY HAPKOTUYECKUX
CPE/CTB, TNCUXOTPOMHBIX BEIIECTB M HMX MNPEKYpPCOPOB, KYJIHTUBUPOBAHUIO HAPKOCOIEPKALIUX
PacTEeHUH U JULEH3UH HA MEIULIMHCKYIO JEATEIbHOCTh, MOKET OCYIECTBISATHCS C UCIOJIb30BaHUEM
dbenepanbHON TOCyNapcTBEHHONW MHGOPMAIMOHHON cucteMbl "EnqunHasi cuctema uaeHTU(DUKAINA U
ayreHTu(UKanMu B HH(PpacTpykType, obecnednBamomeld HHGOOPMALMOHHO-TEXHOJIOTHYECKOE
B3aMMOJICHCTBHE  HMH(DOPMAIMOHHBIX  CHCTEM,  HCIOJB3YEeMBIX  JUIsl  MPEAOCTaBICHHUS
rOCYy/IapCTBEHHBIX M MYHHIIMIAJIBHBIX YCIYr B 3jekTpoHHOU (opme". (B pen. Ilocranomnenus
[paBurenscTBa PO ot 21.07.2020 N 1079)

25. Jlns OCyIIECTBIEHUS pPEruCTpallud B CHCTEME MOHUTOPHHra CyObEKTbl OOpalleHus
JIEKapCTBEHHBIX CPEJICTB - HWHOCTPAHHBIE OpraHMU3alMM, SBISIOLIUECS JEpXKaTeIIMU WU
BJIA/ICTIbLIAMH PETUCTPALIMOHHOIO YJOCTOBEPEHUS, HE IPU3HABAEMBIE HAJIOIOBBIMHU PE3UIECHTAMHU
Poccuiickoit ®enepanuy, BHOCAT B PETUCTPALMOHHYIO (OpPMY CHCTEMbl MOHHUTOPHHIA,
pasMELICHHYI0O  Ha  OQHUUMaIbHOM  caliTe  omeparopa  CHCT€Mbl  MOHUTOpPHHra B
MH(OPMaLMOHHO-TEIEKOMMYHHUKAIIMOHHON ceTu "VHTepHeT", B AJIEKTPOHHOM BHUJE CIENYIOLIHNE
ceenenus: (B pen. [locranosnenus IIpaBurensctBa PO ot 24.03.2023 N 468)

HAaVMEHOBAHME JIep>KaTelld WM BJaJelblia PErMCTPALlMOHHOIO yJIOCTOBEPEHUSI B COOTBETCTBUU C
rOCYJIJapCTBEHHBIM PEECTPOM JIEKAPCTBEHHBIX CpecTB; (B pea. [loctanosnenus [IpaBurenscrea PO
or 29.11.2023 N 2027)

KOJI HAJIOTOTIATEIIBIIUKA B CTPAaHE PErUCTPAIUH;

KOJ[ CTpaHbl PETUCTPAIINH;

dbamunus, UM, 0T4ecTBO (TIPU HATUYUH) U Tene(OH KOHTAKTHOTO JIHIIA;
aZipec PIEKTPOHHOM MOYTHI.

Ao63an cenpmoit - Yrpatun cuiy. (B pea. [Toctanosnenus [IpaBurensctBa PO ot 24.03.2023 N 468)

26. OOpaboTka © MpoOBEpKa CBEIEHUI, MPEACTAaBISEMbIX B CHUCTEMY MOHHUTOPHHIA JUIs
perucTpanm, a TaKke perucrpanus (0TKa3 B perucTpanum) cyobekTa oOpalieHus JeKapCTBEHHBIX
CPeACTB B CHCTEME MOHUTOPHHTA TPOM3BOJUTCS B aBTOMATHYECKOM pEXHME, B TOM YHCIE
MOCPEJCTBOM B3aMMOJAEHUCTBUS C MHBIMH TOCYAApCTBEHHBIMH HMH(OPMAIIMOHHBIMH CHUCTEMaMH C
UCTIOIb30BAaHUEM €IUHONH CHCTEMBI MEKBEIOMCTBEHHOT'O JJIEKTPOHHOTO B3aMMOJCHCTBHS (32
UCKJTIOUEHHEM CYOBEKTOB OOpallleHHs JIEKAPCTBEHHBIX CPEJCTB, YKa3aHHBIX B a03alax TPEeTbeM -
ISITOM HacTosmiero myHkTa). (B pen. [locranosnenus [Ipasutensctea PO ot 24.03.2023 N 468)

DenepanbHas ciryx0a 1Mo Haa30py B cdepe 3paBOOXpaHEHUs TOCPEICTBOM (DYHKIIMOHAJIA CUCTEMBI
MOHUTOPHHTA PACCMATPUBACT CBEIEHHS, TIPE/ICTABIIEMble B CHUCTEMYy MOHHTOPHHTA JUIS
perucTpanyy, a Takke MPUHUMAET pelleHHe O perucrpaiuu (00 OTKa3e B PErucTpalum)
CIIEeyIOMMX CyOBEKTOB OOpalleHHs JIeKapCTBEHHBIX cpencTtB: (B pea. IlocraHoBmeHus
[paBurenscTBa PO o1 24.03.2023 N 468)

OpraHu3alunu, MMPpU3HABACMBIC HaJIOT'OBBIMH pPE3NACHTAMU Poccuiickoit (I)enepaum/l, u
HHIWBUAYAJIbHBIC NMPEANIPUHUMATEIIN, HC UMCIOIIHUEC JUICH3NMN Ha IMPOU3BOACTBO JICKAPCTBCHHBIX
CpCACTB, JIMLICH3HWU Ha (I)apMaI_ICBTI/I‘{eCKy'IO ACATCIIBHOCTD (BKJ'IIO‘-Ia}I ONTOBYIO U PO3HHUYHYIO
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TOPTOBJIIO JIEKAPCTBEHHBIMU CPEJICTBAMH ), JIMLICH3UH HA AEATEIHLHOCT MO0 000pOTY HAapKOTHYECKUX
CPEACTB, TCHUXOTPOIHBIX BEIIECTB M HMX MPEKypCOpPOB, KYJIHTHMBHPOBAHUIO HAPKOCOICPIKALINX
pacTeHUH, JHMIEH3UH HA MEIUIMHCKYIO JEATENbHOCTh W SBJISIONIMECS JEPXKATeIsIMU  HIIH
BIIaJIeTbllaMl  PETUCTPALIMOHHOIO YIOCTOBEPEHUs JIEKapCTBEHHOI'O IIpenapara, HIpPOU3BOACTBO
KOTOPOTO OCYIIECTBISIETCS 3a mpenenamu Tepputopun Poccuiickoit ®Penepauuu; (B pen.
[TocranoBnenus [IpaBurenscTBa PD ot 24.03.2023 N 468)

IIPEACTABUTENIBCTBA MHOCTPAHHBIX OpraHu3anuii Ha teppuropun Poccuiickon ®denepanum,
ABJISIFOLIUXCS AEPKaTEIsIMU WK BJIAJIEIbLIAMUA PETUCTPALIMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOT O
rpernapara, MpOU3BOACTBO KOTOPOTIO OCYUIECTBIIETCS 3a MpeAesiaMu TeppuTopur Poccuiickoit
®denepanny, HE MMEKOIIME JIMUIEH3UMM Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJACTB, JIMLEH3UU Ha
(dapManeBTUYECKYIO ACITEILHOCTD (BKIIOUAsl ONTOBYIO M PO3HUYHYIO TOPTOBIIIO JIEKAPCTBECHHBIMU
CpEICTBAaMU), JIMLEH3UHU HA JIEATEIbHOCTh MO 000POTY HAPKOTUYECKHX CPEACTB, IMCUXOTPOIHBIX
BEIIECTB M HUX MPEKYpPCOPOB, KYJIbTUBUPOBAHUIO HAPKOCOJEPXKAIUX PACTECHUM, JUIEH3UH Ha
MEIUIIMHCKYIO AeATeIbHOCTD; (B pea. ITocranosnenus [IpaButensctBa PD ot 24.03.2023 N 468)

WHOCTPAHHBIC OpraHU3alMH, SIBIAIONIMECS JEpKaTeIIMH WU BIIAaJEIbllaMU PETUCTPAIMOHHOTO
YAOCTOBEPEHUsl JIEKapCTBEHHOI'O IIpenapara, IPOU3BOACTBO KOTOPOrO OCYIIECTBIAETCS 3a
npenenamu tepputopun Poccuiickoit ®denepannu, HE TPU3HABAEMbIE HAJOTOBBIMU PE3UICHTAMH
Poccuiickoit ®eneparun. (B pea. Ilocranosienus [IpaButenscTBa PO ot 24.03.2023 N 468)

Peructparus (0TKa3 B pErHCTpaIii) CyObEKTOB OOpAICHHS JICKAPCTBEHHBIX CPEICTB B CHCTEME
MOHHUTOPUHTA OCYHIECTBISICTCSI B T€UECHHE 5 paboumx OHEH ¢ JaThl MPEACTABICHHS CyObEeKTaMu
o0OpallleHus! JIEKApCTBCHHBIX CPE/ICTB CBEICHUI B CHCTEMY MOHHUTOpPHHTA. (B pei. IlocTaHOBICHUS
[paButenscTBa PO o1 24.03.2023 N 468)

27. OcHOBaHUSIMM JUI OTKa3a B PETUCTPALMM CyOBEKTOB OOpallleHUs JIEKapCTBEHHBIX CPEJICTB B
cuctemMe MoHUTOpuHra sipisitorcs: (B pen. Iloctanosnenust IlpaBurensctBa PO or 24.03.2023 N

468)

a) B OTHOIICHWH IPOU3BOAUTENIEH JIEKApCTBEHHBIX CpEACTB Ha TeppuTopuu Poccuiickoit
®enepaliu, OCYLUIECTBIISIOMNX MPOU3BOACTBEHHYIO CTaJANI0 (acOBKH (YMAKOBKH) JEKAapPCTBEHHBIX
IpenapaToB U MapKUPOBKHM YIAKOBOK JIEKAPCTBEHHBIX MPENapaToB CPeICTBAMU UACHTUDUKALIMN: (B
pen. Ilocranosnenus [IpasutenscrBa PO ot 29.11.2023 N 2027)

HECOOTBETCTBHE JIaHHBIX BJaJeNblia KBAIU(UUIUPOBAHHOIO cepTU(UKaTa KIOYa MPOBEPKU
AIIEKTPOHHOM MOANHUCH (Janee - KBaIU(PUUUPOBAHHBIM CEPTU(PHUKAT) JaHHBIM PYKOBOJIUTEIS
OpraHu3allii, OTCYTCTBHE CBEACHHH O KBaIM(DUUIUPOBAHHOM cepTU(dUKATE, BbIIAHHOM
PYKOBOJUTENIO OpraHM3allMM, a TaKKe HEIEHCTBUTENbHOCTh YCHUJIEHHOW KBaTM(QHUIMPOBAHHON
aneKkTpoHHOM noamnucw; (B pea. [Tocranosnenus [IpaButensctBa PO ot 24.03.2023 N 468)

OTCYTCTBHE CBEACHHA B €IUHOM TOCYJAapCTBEHHOM peecTpe IOpUANYECKHX JuIl; (B pel.
[Tocranosnenus [IpaButensctBa PD ot 24.03.2023 N 468)

OTCYTCTBHE CBEJEHUI O JEHCTBYIOIIEW JMIEH3MM B PEECTpPE JHUIEH3UH Ha IPOU3BOJICTBO
JieKapcTBeHHBIX cpeacTs; (B pen. [Tocranosnenus [IpaBurensctBa PO ot 24.03.2023 N 468)

0) B OTHOIICHUH JIep>KaTeIeH UK BJIAJIETbIIEB PETUCTPAIMOHHOTO yIOCTOBEPEHUS (B Cilydae Koraa
JIEKApCTBEHHBIN IpernapaT MpOU3BOAUTCS 3a mpeaenamMu Poccuiickoit ®denepanuin), sBASIOLIUXCS
OpraHu3alMsIMKA, TPU3HABAEMBIMU HAJIOTOBBIMH pe3uaeHTamu Poccuiickoit ®enepanuu  win
VHABUAYAIbHBIMU MPEANPUHUMATEIAMA M HE MUMEIOLIMMH JIMLEH3UM Ha IPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJCTB, JUIEH3MH Ha (PapMaleBTHYECKYIO JEATEIHHOCTh (BKIIIOYAs OMTOBYIO U
PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMH CPEJCTBAMU), JIMIICH3UH Ha JEATENLHOCTh MO 000pOTY
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HAapKOTUYECKUX CPEJCTB, IICUXOTPOIHBIX BEIIECTB M HX MPEKypCcoOpoB, KYJIbTUBUPOBAHUIO
HapKOCOAepKaIINX PACTEHUHN U JUIIEH3UHU Ha MEIUIIMHCKYIO JesTeNbHOCTh: (B pel. [locTanoBineHuUs
[TpaButenscTBa PD o1 24.03.2023 N 468)

HECOOTBETCTBHE JAaHHBIX BIlaJeNblla KBAIU(ULIHUPOBAHHOTO cepTU(UKATa NTaHHBIM PYKOBOJIUTEIS
OpraHu3alyu  WIM  UHAUBUIYAJIBHOTO  MPEANPUHUMATENS,  OTCYTCTBHE  CBEICHUU O
KBAIM(UUIMPOBAHHOM  cepTu(duKaTe,  BBIJAHHOM  PYKOBOJUTENIO  OpraHu3alud WU
WHIUBUIyAIbHOMY  MPEANPUHUMATENI0, a  TaKXKe  HEICHCTBUTEIBHOCTh  YCHUJICHHOM
KBATH(UIIMPOBAHHOW 3JeKTpoHHOW moanucH; (B pen. IlocranoBnenus IlpaBurensctBa PD or
24.03.2023 N 468)

OTCYTCTBHE CBEJCHHUU B €IMHOM TOCYJapCTBEHHOM peecTpe IOPUAMYECKUX JIUI WIH EIUHOM
rOCyJJapCTBEHHOM pEecTpe WHIWBUIyaIbHBIX Npennpuuumarencit; (B pexn. IlocranoBnenus
[TpaButenscTBa PD ot 24.03.2023 N 468)

OTCYTCTBHE CBEACHHH O CyObekTe oOpallleHus JEeKapCTBEHHBIX CPEICTB, YKA3aHHOM B KauyecTBE
JiepKaTelis WU Biajeiblla PErucTPalMOHHOTO YJIOCTOBEPEHMSI B TOCYJIaPCTBEHHOM peecTpe
JIEKapCTBEHHBIX cpeacTB; (B pea. ITocranosnenus IIpasutensctBa PO or 24.03.2023 N 468)

B) B OTHOILICHWHM HMHOCTPAHHBIX OPTaHM3alWH, AEp)KaTeliell WM BIAIENbLEB PErHCTPAMOHHOTO
yIIOCTOBEpEHHsI, HE IPHU3HABACMBbIX HAJOTOBBIMH pe3uneHtamu Poccuiickoit ®enepanum, -
OTCYTCTBHE CBEIEHUI O CyOBeKTe OOpalieHHs JEKApCTBEHHBIX CPEICTB, YKa3aHHOM B KadeCTBE
JepKaTersl WM BIIafesblla PETMCTPALMOHHOTO YIOCTOBEPEHHS, B TOCYJapCTBEHHOM pEecTpe
JeKapcTBeHHBIX cpencts; (B pen. [Tocranosnenus [IpaBurensctBa PO ot 24.03.2023 N 468)

I) B OTHOLIEHUHM IPEJCTABUTEILCTB HHOCTPAHHBIX OpraHu3auuii Ha Tteppuropun Poccuiickoit
Ddenepanun, ABISAIOMUXCS AEpP/KaTeAMU UM BiaJesIbLlaMi PETUCTPALIMOHHOIO YAOCTOBEpEHUs: (B
pen. Ilocranosnenus [IpaBurenscrBa PO ot 24.03.2023 N 468)

HECOOTBETCTBHME JJAHHBIX BjaJlesiblla KBAIM(PUIHUPOBAHHOIO CEpTHU(HKATa JaHHBIM PYKOBOAUTEIS
NPEJICTAaBUTENICTBA, @ TaKXK€ OTCYTCTBUE CBEACHMM O KBaIU(DUIMPOBAHHOM cepTU]UKATE,
BBIZJAHHOM PYKOBOAMUTEIIO IPEICTABUTEIBCTBA, a TaKKe HEACHCTBUTEIBHOCTh YCHUIIEHHON
KBaJIM(ULIMPOBAHHON 3JeKTpoHHOW monmucu; (B pena. llocranosnenus IIpaBurensctBa PO o1

24.03.2023 N 468)

OTCYTCTBUE  CBEIEHHMH B  TOCYJapCTBEHHOM  pPEECTpe  aKKpEAMTOBaHHbIX  (pUIHAJIOB,
MPEJICTaBUTENIbCTB MHOCTPAHHBIX opuandeckux jull; (B pel. Ilocranosnenus IlpaBurenscrBa PO
ot 24.03.2023 N 468)

OTCYTCTBHE CBEJIEHUM 00 WHOCTPAHHOW OpraHW3allid, YKa3aHHOW B KadyeCTBE Jep)KaTels WIIN
BIIAJIeNIblla PETUCTPALMOHHOTO YAOCTOBEPEHHUSA, B TOCYAApPCTBEHHOM pEECTpEe JIEKapCTBEHHBIX
cpenacts; (B pex. [Tocranosienus [IpaButensctBa PP ot 24.03.2023 N 468)

1) B OTHONIEHWH OPTaHW3aIMid ONTOBOW TOPTOBJIH JICKAPCTBEHHBIMU CPEICTBAMH (B TOM YHCIE
OCYILECTBISIOUIMMHA ~ (YHKUMH TIO  ayTCOPCHHTY), OpraHU3alMii pO3HUYHOW  TOPTOBIU
JEKapCTBEHHBIMH  TpemaparaMu,  MEIUIIMHCKHX  OpTraHu3alliii W HHIUBUIYaJTbHBIX
npeanpunumareneii: (B pen. [locranosnenus [paBurensctBa PO ot 24.03.2023 N 468)

HECOOTBETCTBHE JIaHHBIX BIIajesblla KBATM(MHUIIMPOBAHHOTO CepTH(UKATA TAHHBIM PYKOBOIUTEIIS
OpraHM3aluH, OTCYTCTBHE CBEICHHH O KBaIM(UIMPOBAHHOM CepTU(UKATE, BBIIAHHOM
PYKOBOJMTENIO  OpraHW3allid  WIM  WHIUBUIYaTbHOMY  NpPEANPUHUMATENI0, a  TaKKe
HEJICHCTBUTENBHOCTh  YCHIICHHOW  KBAJM(UIMPOBAHHON DIEKTPOHHON moxamucw; (B pei.
[Mocranosnenus [IpaButensctBa PD ot 24.03.2023 N 468)
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OTCYTCTBHE CBEJICHMH B €IMHOM TOCYJAapPCTBEHHOM pEecTpe IOPUAMYECKHX JIUI, EIMHOM
rOCyJJapCTBEHHOM peecTpe MHAWBUAYAIbHBIX MPEINpUHUMATEICH WM TOCYIapCTBEHHOM peecTpe
aKKpPEJUTOBAHHBIX (DUINAIOB, MPEICTABUTENGCTB HHOCTPAHHBIX IOPHIMYECKUX I, (B pel.
[TocranoBnenus [IpaBurenscTBa PD ot 24.03.2023 N 468)

OTCYTCTBHE CBEICHUN O JEHUCTBYIOLIEH JIMIEH3UU B €IUHOM PEECTpe JIMLEH3HWM, B TOM YHCIIE
JIUIIEH3WH, BBIJAHHBIX OpraHaMU TOCYJIapCTBEHHOW BIACTH CyOBeKTOB Poccuiickoit denepanuu B
COOTBETCTBUM C MEPEJAaHHBIM TOJHOMOYMEM [0 JIMIICH3UPOBAHUIO  OTACIBHBIX  BHUOB
nesrenabHOCTH. (B pen. [Tocranosienus [IpaBurensctea PO ot 24.03.2023 N 468)

28. Tlo pe3ynbTataMm perucTpanuu CyOBEKTa OOpalleHHs JEKapCTBEHHBIX CPEJICTB B CHCTEME
MOHUTOPHHTA W TMPEIOCTABICHUU €My JIMYHOTO KaOWMHEeTa Ha ajapec JJICKTPOHHOW ITOYTHI,
YKa3aHHBbIM INpPHU I0Ja4e CBEACHUM, ONEepaTOpPOM CUCTEMbI MOHMTOPHUHIA C MCIOJb30BAaHUEM
(GYHKIIMOHAA CHCTEMbl MOHUTOPHHIA OTIIPABISIETCS COOTBETCTBYMOIIEE yBemomieHue. [Ipu aTom
MOBTOPHOE HCITOJIb30BAHUE OJHOTO M TOTO JK€ aapeca DJICKTPOHHOW MOYTHI IS PETUCTPAIHA
JUYHBIX KAOWHETOB pAa3lIMYHBIX CYOBEKTOB OOpAIleHUs JIGKAPCTBEHHBIX IPEIapaToB He
JIOITy CKaeTCsl.

29. Cy0ObekT oOpalieHus JeKapCTBEHHBIX CPEJICTB, MOJYYMBIIMNA YBEJIOMIICHHE O PETUCTPAIH B
CHCTeME€ MOHHMTOPHHIA, TpH aKTHUBaUMK (YHKUUH JIMYHOTO KaOMHETa BHOCHT B CHUCTEMY
MOHHUTOPHHTA IEPEUCHB aTPECOB MECT OCYIIECTBICHHUS JACATEIBHOCTH IIyTeM BbIOOpa TaKOro ajpeca
U3 aJpecoB, YKa3aHHBIX B JIMIEH3MAX Ha MPOM3BOJCTBO JIGKAPCTBEHHBIX CPEICTB, JHMIECH3USIX HA
(bapMareBTUYECKYIO ACITEIBHOCTh (BKIIIOYAsl ONTOBYIO W PO3HHYHYIO TOPTOBIIO JIEKAPCTBEHHBIMHU
Cpe/CTBaMM), JIMICH3UAX Ha JEATEIBHOCTh 10 00OPOTY HApPKOTHYECKHUX CPEACTB, NCHXOTPOITHBIX
BEIIECTB U HMX MPEKYpPCOPOB, KyJIHTUBHPOBAHHUIO HAPKOCOACPIKAIIMX PACTCHHH M JIMLEH3USIX Ha
MEIUIMHCKYIO JeATENIHOCTh, a TaKXKe IepedyeHb aapecoB (hapMalleBTUYECKUX CKIAAOB (IpH
HAJIMYMK YKa3aHHBIX JuieH3ui). (B pea. [locranosnenwus [IpaBurenscrea PO ot 20.03.2020 N 311)

CyObekT oOpalleHus JeKapCTBEHHBIX CPEJCTB - JAep)KaTellb WM BIAJeNel] PerucTpalioOHHOTO
YAOCTOBEpPEHUsI IPOU3BEIACHHOTO BHE Tepputopun Poccuiickonn @enepanun JEKapCTBEHHOTO
npenapara u (WIn) ero npeacTaBUTeNbCTBO Ha Tepputopun Poccuiickoit deneparuu, moxy4yuBIIne
YBEOMJICHME O PETHCTPAllMd B CHCTEME MOHHUTOPHHIA, BHOCAT B CHCTEMY MOHUTOpPHHIA
UHGOPMALIMIO O MPOU3BOJCTBEHHBIX IUIOIIAAKAX, OCYLIECTBISIOMNX MPOU3BOACTBEHHYIO CTaJIUI0
¢dacoBku (YNakoBKHM) JIEKaPCTBEHHBIX IpENaparoB W MapKUPOBKH YIAKOBOK JIEKApPCTBEHHBIX
IpenapaToB CpeCTBAMHU HMICHTU(UKALMHN, a TaKXXe MPOU3BOACTBEHHYIO CTAJHUIO BBITYCKAIOIIETO
KOHTpOJIs KauecTBa. (B pea. [locranosnenus [IpasutensctBa PO ot 29.11.2023 N 2027)

30. Ilepenaua cBeneHunil cyoObekTaMu 0OpaleHHs JIEKAPCTBEHHBIX CPEJCTB B CUCTEMY MOHUTOPHHTA
OCYILECTBIISIETCSI HA OCHOBE pa3pa0OTaHHBIX HHGOPMALMOHHBIX 3JEKTPOHHBIX CEPBHCOB
onepaTopoM CUCTEMbI MOHUTOPUHIA C UCITIOJIB30BAHUCM CTAHAAPTHBIX IMPOTOKOJIOB U HHTepq)eﬁCOB
3JIEKTPOHHOT'O B3aUMOJICHCTBUSI.

ABTopu3alus CyOBEKTOB OOpalleHHs] JIEKapCTBEHHBIX CPEJCTB - OpraHHU3alfii, MpHU3HaBaeMbIX
HaJOrOBbIMH pe3uneHTaMu Pocculickonn @Penepanny, WHAMBUAYAIBHBIX IPEANPUHUMATEIECH U
IIPEACTABUTENBCTB HMHOCTPAHHBIX OpraHu3anuid Ha Tteppuropun Pocculickoin ®enepannu,
ABJIIOIIUXCS JEPKATEISIMU WM BJIAJEIBLIAMHA PETMCTPALIMOHHOIO YAOCTOBEPEHUS, B CUCTEME
MOHHMTOPHHTA OCYIIECTBISAETCS MTOCPEICTBOM UCIIOIb30BaHUS KBATUPHUIIMPOBAHHOTO cepTU]HKATA.

ABTOpHu3amus CyOBEKTOB OOpaIieHUs] JICKAPCTBEHHBIX CPEICTB - OpraHU3alHi, MPHU3HABAEMBIX
HaJoroBbIMHU pe3uaeHTamu Poccuiickoit denepany, U WHAUBUIYAIbHBIX MpPEAIpPUHUMATENEH B
CHCTEME MOHHUTOPHHTa MOXET OCYIIECTBISITBCS TOCPEICTBOM HCIIONIB30BaHUs (eaepaabHOi
rocy1apcTBeHHOW  WH(pOpManMoHHOW cucteMbl "Exunas cuctema  UASHTHPUKAIUU |
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ayTeHTHUKAIIMM B HMHQPPACTPYKType, oOecnednBaromeld HMHPOPMAIMOHHO-TEXHOJIOTHYECKOE
B3aUMOJICHiCTBHE  HMH(OPMAIIMOHHBIX  CHCTE€M,  HCHOJB3YEeMBIX Ui TPEIOCTABICHUS
TOCYJIapCTBEHHBIX W MYHHUIMIAIBHBIX YCIYyT B AyeKTpoHHOU (opme". (B pexa. [locraHoBneHHs
[paButenscTBa PO ot 21.07.2020 N 1079)

ABTopHu3as CyObEKTOB OOpaIleHUsl JIEKapCTBEHHBIX CPEJCTB - HMHOCTPAHHBIX OpTraHM3aLUH,
ABILIIOIUXCSL  AEpXKATEIsIMU WM BIAJENbIAMH  PErMCTPAllMOHHOTO  yJIOCTOBEPEHMS, HE
IIPU3HABACMBIX HAJIOrOBbIMU pesuneHtamu Poccuiickon denepanuu, B CUCTEME MOHUTOPUHIA
OCYILECTBIIICTCSI IOCPEJICTBOM MCIIOJIB30BaHMA IPOCTOM 3JIEKTPOHHOM moamucu. (B pex.
[TocranoBnenus [IpaBurenscTBa PD ot 24.03.2023 N 468)

31. CBenenusi, nepeaBaeMble B CHCTEMY MOHUTOPUHTA, POPMHUPYIOTCS U MPEICTABIAIOTCS B popme
AIIEKTPOHHBIX  JIOKYMEHTOB, TIOJANMCAHHBIX YCHJICHHOH KBaJU(HUIMPOBAHHOW 3JIEKTPOHHOU
MOJIMUCHIO, 33 HCKIIOYEHHEM CJIy4yaeB, MPEAyCMOTPEHHBIX ab3alaMu BTOPHIM - IIECTHIM
HACTOSALIETO IMyHKTA.

He moanuceiBaroTcst yCHMIIEHHOW KBaTH(PUIMPOBAHHON 3JIEKTPOHHOM MOMTUCHIO:

CBEIICHHMSI O PO3HUYHOM TOProBj€ JICKAPCTBEHHBIMH IIperapaTraMu, IepeaaBaeMble CyObeKTaMu
oOparneHus JIGKAPCTBEHHBIX CPEJICTB B AJICKTPOHHOU (opMe B cocTaBe (PUCKATHHBIX IOKYMEHTOB B
COOTBETCTBUU c 3aKOHO/1ATEJIbCTBOM Poccuiickoii ®denepauuu 0 MIPUMEHEHUN
KOHTPOJIbHO-KaCCOBOM TEXHUKHU;

CBEJCHMSI O BBIBOJE W3 000pOTa JIEKAPCTBEHHBIX IPENaparoB, IEPElIaBaEMble CYObEKTaMU
oOpalleHnsl JIEKapCTBEHHBIX CPEACTB B AJIEKTPOHHOU (opMe ¢ MCIIOJIB30BAaHMEM PErMCTPaTOpPOB
BBIOBITUSI WM KOHTPOJBHO-KACCOBOW TEXHUKH (IIPH OTHYCKEe OECIIaTHO WM CO CKUIKOU
JIeKapCTBEHHBIX IpenapaToB IO PELENTy Ha JeKapCTBEHHbIE IPEnapaThl);

CBEJICHUS, TIEpe/laBaeMble CyObEeKTaMH 0OpallieH s JISKAPCTBEHHBIX CPEJICTB B DJIEKTPOHHOU hopme
C UCIOJIb30BAaHUEM YCTPOMCTB PETUCTPALIUUA SMUCCHUH;

CBCACHUA, TIIEpCAaBacMbIC B COOTBETCTBUU C HACTOAIIUM [Tonoxenuem opraHu3alusamMu -
CY6’BGKT3MI/I 06pameH1/1${ JICKAPCTBCHHBIX  CPCACTB, HEC ABAIONIUMHUCA  OpraHu3alusIMU,
IMPU3HABACMbIMU HAJIOTOBBIMU PE3UACHTAMU Poccuiickoit @enepaum/l.

32. Ilepenaua cBeieHUH B CHUCTEMY MOHUTOPUHIA OCYLIECTBIISETCS MOCPEACTBOM HAampaBiICHUS
¢aiinos B ¢popmare U B COOTBETCTBUHM C MHCTPYKLUEH, OMUCHIBAIOLIEH MPOLEyphl MPeACTaBICHUS
CBEJICHUM CyObeKTaMH OOpalleHHs JIEKapCTBEHHBIX CPEJICTB, COTJIAaCOBAHHBIMU ¢ MUHHCTEPCTBOM
3npaBooxpaHeHus Poccuiickoit @enepanuu U pa3MELIEHHBIMU OIIEPATOPOM CHCTEMBI MOHUTOPHHIA
B MH(POPMAIIMOHHO-TEJICKOMMYHHUKAIIMOHHOM ceTH "MHTepHeT" Ha ero oduimanbHOM caifte. (B pe/.
[MTocranosnenus [IpaBurenscta PO ot 21.07.2020 N 1079)

JlaToit mpejcTaBieHHs CBEACHHH B CHCTEMy MOHHTOPHHIA CUMTAeTCs AaTa, 3aQUKCHpOBaHHAs B
KBUTAHIIWK O TIPUEME CBEICHHI, (OPMUPYEMOIl MpH YCIEMHOW OTpaboTKe W (PUKCAIUM TaKHX
CBEJICHHII B CHCTEME MOHHTOPHHTA B (OpME DIEKTPOHHOrO NOKyMmeHTa. (B pen. IlocraHOBIeHMS
[paBurensctBa PO o1 24.03.2023 N 468)

Ho 1 ¢epans 2021 r. B ciyyae HENmoidy4yeHHsS CyOBEKTOM OOpAIEHHUs JIEKAPCTBEHHBIX CPE/ICTB
KBUTAHLIUM O IPHEME CBEIECHUN B COOTBETCTBUM C ab3aleM BTOPBIM HACTOAIIETO IYHKTa IpH
NPEeJCTaBICHUN CBEJCHUIN B CUCTEMY MOHHTOPUHTA B COOTBETCTBUU C ab3alleM TpeThbUM IyHKTa 35,
nyHktamu 37 - 38.1, 40, 41, 43, 44, 44.2 u 45 Hacrosuero [lonoxxeHuss B TedyeHne 15 MUHYT C
MOMEHTa TpeACTaBIeHUsI CyOBEKT OOpalleHHs JEKapCTBEHHBIX CPEJACTB BIIPaBEe OCYIIECTBISATH
JaIbHENIINE ONepalliu C JIEKapCTBEHHBIMH IpernapaTamMu, He JTOKUAsICh MOTYYEHHUs] KBUTAHIIUH O
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npueme cBefenunii. (B pea. [locranosnenus [IpaBurenasctea PO ot 02.11.2020 N 1779)

B oTHoOIIEHNN NeKapCTBEHHBIX MPENapaToB, CBEICHUS O KOTOPBIX MPEICTABIEHBI B COOTBETCTBUU C
gactasmMu 1 u 2 crateu 52.1 ®enepanbHoro 3akona "OO oOpaleHHH JIEKapCTBEHHBIX CpPelICTB" B
®denepanbHyo CIyk0y 1Mo Haa3zopy B cdepe 3apaBooxpaneHus no 1 despans 2021 r. wim Ha
KOTOpBIC TIOJYYEHBI pa3pelieHUss Ha BBOJA B TPAKIAHCKUHA 00OPOT HMMMYHOOHOJIOTUYECKUX
JIEKapCTBEHHBIX IpernapaToB, MPEAyCMOTPEHHBIC YacThlo 7 cTaThu 52.1 denepanbHoro 3akona "O0
oOpateHuy JiekapcTBeHHBIX cpeactB” mo 1 despans 2021 r., cyOBeKT 0OpanieHus JIEKapCTBEHHBIX
CPEIICTB BIPaBe OCYLIECTBIIATH JaIbHEHIIINE ONepaly ¢ TAKUMU JIEKAPCTBEHHBIMU IpernapaTaMu B
HOpsi/IKe, TPETyCMOTPEHHOM a03alleM TpPeThUM HACTOSIIEro IyHKTa, MO0 HCTEYCHHS CpOKa MX
rogroctH. (B pea. ITocranosnenus [IpasutensctBa PO ot 28.01.2021 N 60)

[IpencraBieHue CBeIEHUH B CHUCTEMYy MOHHTOPMHIA CYOBEKTOM OOpalieHHs JIeKapCTBEHHBIX
CPEICTB IIPH OCYLIECTBJICHHU ONEpalUil C JIEKAPCTBEHHBIM IIPENapaTOM OCYLIECTBIISIETCA
IIOCIIEZI0BATENBHO, 3a UCKIIOYCHUEM CIIy4aeB, NPEAYCMOTPEHHBIX HacToAmuM [lonoxenuem. 1lpn
9TOM CBeJIEHHUs 00 OuepelHOW omepaluu C JIEKAapCTBEHHBIM IIpenapaToM IepeAaroTcsi Iocie
MOJy4YeHHUsI CyOBEKTaMH OOpalleHusl JEKApCTBEHHBIX CPEICTB MMOJITBEPKACHUS 00 yCHemrHou
00paboTKe CHCTEMOW MOHUTOPMHIA CBEIACHUH O HpeAblAyllel onepanuu ¢ JIEKapCTBEHHBIM
IIPENapaToM.

W3menenne Qopmara B3aMMOACHCTBHS WH(POPMALMOHHBIX CHUCTEM CYOBEKTOB OOpaIIeHUs
JIEKAPCTBEHHBIX CPEJICTB C CUCTEMOW MOHUTOPUHIA IPOU3BOAUTCS HE Yalle OJAHOTO pa3a B TEUCHUE
180 nHell OJHOBPEMEHHO C H3MEHEHHWEM HWHCTPYKLHHU, MPEJyCMOTPEHHOM ab3aleM NepBbIM
HACTOAIIETO IYHKTa, 32 HMCKJIIOYEHHEM HEOoOXOJUMOCTH H3MEHEHHs (opmara W WHCTPYKLUUU B
CiIy4asix, IpeayCMOTPEHHBIX 3aKoHOo1aTeabcTBOM Poccuiickoit @enepanuu. (B pen. [loctanoBnenus
[TpaButenscTBa PD ot 24.03.2023 N 468)

33. Ilpu onucaHuu JEKapCTBEHHBIX IIPENapaToB BHECEHUE CBEACHUN B MH(OPMALIMOHHBIA pecypc,
o0ecreunBarOIUil y4eT M XpaHEHHE JOCTOBEPHBIX JAHHBIX O TOBapax IO COOTBETCTBYIOLICH
TOBapHON HOMEHKJIAType, U CHUCTEMY MOHHUTOPHHIA OCYILIECTBIISIETCSA CIIEAYIOIIUMU CyObEKTaMH
oOpaleHns JTeKapCTBEHHBIX CPE/ICTB!

B Cllydya€ IIPOM3BOJCTBA JIEKAPCTBEHHBIX mnpenapatoB B Poccuiickoii denepauuu -
MPOU3BOAUTENSIMU JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBISIONMMH 3aBEPIICHHUE MPOU3BOACTBEHHOMN
ctaauu (pacoBkH (YIMaKOBKH) JIEKAPCTBEHHBIX MPENapaToB U MapKUPOBKHU YIIAKOBOK JIEKAPCTBEHHBIX
npenapatoB cpeacrBamu uaeHtuukamuu; (B pen. Ilocranosnenust [IpaBurensctBa PD ot

29.11.2023 N 2027)

B Cily4yae IIPOM3BOJCTBA JICKAPCTBEHHBIX IPENaparoB 3a Mpenenamu Tepputopun Poccuiickoit
@enepaiun (B ciayyae WHOCTPAHHOTO NPOM3BOJCTBA) - JepXKaTelsMHU WIM BlajeidbliaMu
PErUCTPALIMOHHOTO yIOCTOBEPEHMS U (WJIM) UX MPEICTaBUTENbCTBAMU Ha TeppuTopuu Poccuiickoit
Qdenepanyy WM YIOJHOMOYEHHBIMU IIPEICTABUTEIIAIMM B YacTU BHECEHHs CBCICHHUHM B
MH(OPMaLMOHHBIN pecypc, 00ecTeunBaloUil yUeT U XpaHeHUe JOCTOBEPHBIX JAaHHBIX O TOBapax
II0 COOTBETCTBYIOLIEH TOBapHOW HOoMeHKinarype. (B ped. IloctanoBnenus IlpaButensctBa PO ot
21.07.2020 N 1079)

[lepeveHs cBefeHMH, MPEACTABISIEMBIX MPH OMUCAHWU JICKAPCTBEHHBIX IPETapaToB CyObEKTaMu
oOpalleHnss JIEKapCTBEHHBIX CPEACTB B HMH()OPMALMOHHBIA pecypc, OOECleuMBAIOUINN ydeT H
XpaHeHHE JOCTOBEPHBIX [aHHBIX O TOBapax IO COOTBETCTBYIOIIEH TOBapHOH HOMEHKIATYpeE,
npuBesieH B npuioxeHuu N 2.

CyOBekThl oOpaleHus JEKapCTBEHHBIX CPEICTB, YKa3aHHbIE B a03amax BTOPOM M TPEThEM
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Hacrosimero myHkTa, ¢ 1 centsaops 2023 r. mo 30 wurons 2024 r. B A00pPOBOJBLHOM IOPSIKE
IPEJICTaBSIIOT B CUCTEMY MOHUTOPUHIA HHCTPYKLHIO IO MEAULMHCKOMY IPUMEHEHUIO
JICKapCTBEHHOI'O TIpemnapara, akTyalbHYI0 Ha JaTy BBOJa JIEKapCTBEHHOIO Ipenapara B
rpaxxaanckuit 06opot. (B pen. [Tocranosnenus [IpaBurensctBa PO ot 24.03.2023 N 468)

CyObekTsl OOpalleHus JIeKapCTBEHHBIX CPEICTB, yKa3aHHbIE B a03alax BTOPOM U TPEThEM
HACTOSIILEr0 ITyHKTa, PETUCTPUPYIOT JICKApCTBEHHbIC Ipernaparbl B CHUCTEME MOHUTOPHHIA Ha
OCHOBAHUU ICKTPOHHOM 3aBKH, CONCPIKALICH:

I100aNbHBIN UACHTU(PUKAIIMOHHBIN HOMEP TOPrOBOM €IMHUIIBI,

HOMEpP PETrHCTPAIMOHHOTO YAOCTOBEPEHHUS W JaTy PETHCTpAlMK JICKApCTBEHHOTO Npernapara B
TOCYZapCTBEHHOM PEECTpe JICKAPCTBEHHBIX CPEIICTB.

OOpaboTka TMOJIyYEHHBIX CBEICHHMHM OCYIIECTBISIETCS B aBTOMATUYECKOM pPEXHUME MyTEM
(dopMHUpOBaHUS 3alpoca Ha IOJYYEHUE CBEIECHUH O JIEKapCTBEHHOM Ipenapare U3 eIuHON
rocy/1apcTBEHHOW WH(POPMAIIMOHHON CHUCTEMBI B cdepe 3ApaBOOXpaHEHHUs W HH(POPMAIIOHHOTO
pecypca, oOeCHEeYMBAIOMIETO Yy4YeT U XpaHCHHWE [OCTOBEPHBIX JaHHBIX O TOBapax II0
COOTBETCTBYIOIIIEH TOBAPHOI HOMEHKJIATYPE.

34. CpepeHus, mpeicTaBisieMble CyObeKTaMu OOpallleHHsl JIEKAPCTBEHHBIX CPEICTB B CUCTEMY
MOHHUTOPHHTA IPH BBOJIE B 000POT JIEKAPCTBEHHBIX MPETAPaToOB, MPUBEIeHBI B pritokeHun N 3.

CBC,I[GHI/IH, MMpCACTaBIACMBIC CY6L6KTaMI/I O6paH_IeHI/IH JICKApCTBCHHBIX CpPCACTB B CUCTEMY

MOHMTOPHHTIA IIPU BBIBOJE M3 000pOTa JEKAPCTBEHHBIX IIPENApPaTOB, NPUBEAEHBI B npuioxkeHuun N
4.

35. B pamkax BBoma B O0OOpOT JEKapCTBEHHBIX NperaparoB Ha Tepputopuu Poccuiickoit
®denepannn, MPOU3BEACHHBIX Ha Tepputopun Poccuiickoit ®Depepannn, CyObeKT o0OpalieHus
JIEKapPCTBEHHBIX CPEICTB, OCYIIECTBISIONMI (DacoBKy (YMakoBKY) JIEKApCTBEHHOTO Mpernapara H
MapKUpOBKY yMaKOBOK JIEKAPCTBEHHBIX  MPENapaTOB  CPEICTBAMH  HACHTH(UKAIMH, [0
MPEJCTABIICHUS CBEICHUM O NAJBHEMIIUX OINEpalMsaX C TaKUMH JIEKaPCTBEHHBIMU IIperapaTaMmu
MPEJCTABISIET B CUCTEMY MOHUTOPUHTA C HMCIOJIb30BAHUEM YCTPOMCTBA PETUCTPALUM IMHUCCHHU
CBeZIeHMsI, TTpelycMOTpeHHble MyHKTOM 1 mpunoxkenus N 3 x Hacrosmemy [lonoxenuro. (B pern.
[Mocranosienuii [Tpasutenscrea PO ot 30.08.2019 N 1118, ot 29.11.2023 N 2027)

[Tpu ocymecTBieHun 0TOOpa 00pa3IOB JEKAPCTBEHHOIO IpenapaTa B paMKax KOHTPOJIS KayecTBa
IPOM3BEACHHOIO JIEKAPCTBEHHOIO IIpenapata CyObEeKT OOpalleHHs JIEKapCTBEHHBIX CpEICTB,
OCYILECTBIIAIOUIMM OTOOp 00pa3loB JEKapCTBEHHOIO IpenapaTa, IpeACTaBIsSeT B CHCTEMY
MOHMTOPHUHTA CBEJEHUS, MpelyCMOTpeHHble NyHKTOM | mpuinoxkenus N 4 Kk HacTosmemy
[Tonoxenwuro. (B pex. [locranosnenus [IpaButenscrea PO ot 21.07.2020 N 1079)

Ao63an Tpetuit - Yrpatun cuiy. (B pen. [locranonenus [pasurensctBa PO ot 24.03.2023 N 468)

36. B pamkax BBoma B 0OOpOT JEKapCTBEHHBIX IIpernaparoB Ha Tepputopuu Poccuiickoit
@denepanuy, NPOU3BEICHHBIX 3a Mpenenamu Tepputropuu Poccuiickoit ®Penepanuu, cyObekT
oOpallleHusi  JIEKAPCTBEHHBIX  CPEICTB,  SABIAIOIIMNCA  JIep)KaTreleM  WIM  BIaJeNblieM
PETUCTPALIMOHHOTO yJAOCTOBEPEHUS, WM IPEACTABUTEIBCTBO HHOCTPAaHHOM OpraHU3allud Ha
tepputopun  Poccuiickoit ~ @epepannu, — ABIAIOIIECHCS — AEpXKATEIEM  WIM  BIIAJEIBLEM
PETUCTPALIMOHHOTO YJOCTOBEPEHHUS, NPU 3aBEPLICHUM NPOU3BOACTBEHHON CTaJuM YNAKOBKH (B
cllydyae MAapKUpPOBKM IEpPBHYHOM  YMAaKOBKM  JIEKAPCTBEHHOTO  Iperapara  CpeACcTBaMHU
UJCHTUQUKAIIMA - TPH 3aBEpIICHUU IPOU3BOACTBEHHOW CTaguM (PACOBKH) JIEKApCTBEHHBIX
IpenapaToB WIM MapKUPOBKU YIaKOBOK JIEKAPCTBEHHBIX MPENapaToB CPeAICTBAMU HIECHTU(UKALIUN
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Ha TaMO>XEHHOM CKJIaJIe B COOTBETCTBHHU C a03aleM BTOPBIM IyHKTa 4 Hacrtosuero [lonoxenus no
IIPEJICTaBICHNUs CBEACHUM O JaJIbHEHIIMX OIepalMsX C TaKUMHU JIEKAPCTBEHHBIMU IIperaparaMmu
NPEACTABISAI0OT B CUCTEMY MOHHUTOPHUHIA C HCIOJIb30BAHUEM YCTPOMCTBA PErMCTPAaLlUU 3MHUCCHUU
CBECHMSI, IPEyCMOTpEeHHbIE MMyHKTOM 3 npwiokeHus N 3 k Hacrosmemy Ilonoxenuto. (B pen.
[Tocranosnenuit [IpaButensctBa P® ot 30.08.2019 N 1118, ot 21.07.2020 N 1079, ot 29.11.2023
N 2027)

[Ipy MapKUpOBKE YIAKOBOK JICKAPCTBEHHBIX IPENapaToB CpPEACTBAMU HICHTU(UKAMK Ha
TaMOXXEHHOM CKJIaJile B COOTBETCTBUM € ab3aleM BTOpbIM IyHKTa 4 Hacrosiuero IlomoxkeHus
CyOBeKT oOpalieHHs JIEKapCTBEHHBIX CPEJCTB, SBISIOIIMICS JepXaTeleM WK BIAAeIbleM
PETUCTPALIMOHHOTO  yAOCTOBEPEHMS, WM IPEACTABUTENBCTBO HHOCTPAHHOM OpraHM3alid Ha
teppuropun  Poccuiickoii ~ @epepanuu, — SABIAIOLIEHCS — AEp)KaTelIeM — WM BIIAJEIbLEM
PETUCTPALIMOHHOIO YAOCTOBEPEHUs, 10 IPEICTaBICHUS CBEACHUM, MPENyCMOTPEHHBIX ad3alem
IIEPBBIM  HACTOSILIETO  IYHKTa, IPEACTABISAIOT B  CUCTEMY MOHUTOPHMHIA  CBEACHMS,
npenycMorpeHnble myHkToM 3.1 npunoxenus N 3 k Hacrosmemy Ilonoxenuro. (B pen.
[Mocranosnenus [IpaButenscrBa P® ot 21.07.2020 N 1079)

37. Ilpu BBO3e JeKapCTBEHHbIX mpemnapatoB B Poccuiickyro ®enepauuio aomyckaercs
IPEJICTAaBICHUE CBEJIECHUNH B CHCTEMY MOHMTOPHUHra CyOBEKTOM OOpallleHus JIEKapCTBEHHBIX
CPEICTB, OCYIIECTBISIIOLIMM OTTPY3KY JIEKAPCTBEHHBIX IpernapaToB B Poccuiickyro denepanuto
(nanee - mpsIMOW NOPSAZOK IPEACTABICHUS CBEJEHUIN IPU BBO3E JIEKAPCTBEHHBIX IIPENapaToB B
Poccuiickyto ~ ®enepanuio), HIM  CyOBEKTOM  OOpallleHUs  JIGKAPCTBEHHBIX  CPE/ICTB,
OCYIIECTBIISIIOIIMM BBO3 JIEKAPCTBEHHBIX mpenapatoB B Poccuiickyio @enepanuio (naiee -
oOpaTHBIi TOPSAOK TMPEJCTaBICHUS CBENCHUN TMpU BBO3€ JIEKAPCTBEHHBIX IIPENapaToB B
Poccuiickyro ®enepanuio), 3a HCKIIOYEHHEM Cilydass MapKUPOBKH YIAaKOBOK JIEKAPCTBEHHBIX
MpernapaToB CpeACTBAMHM HJEHTHU(UKAMK HAa TaMOXXEHHOM CKIIaZieé B COOTBETCTBUHM C ab3aiem
BTOpbIM mNyHKTa 4 Hactosuiero Ilonoxenus. (B pen. Ilocranosnenus IlpaBurenscrBa P® ot

21.07.2020 N 1079)

Pemenue o BbIOOpe MpsIMOrO TMOpsIKa HPEJCTABICHUS CBEACHUH INpPH BBO3E JIEKAPCTBEHHBIX
npenaparoB B Poccuiickyro ®Denepariuio 00 oOpaTHOTO MOPsAKA MPEACTABICHUS CBEIACHHUUN TPHU
BBO3€ JIEKAPCTBEHHBIX IpenapaToB B Poccuiickyto @enepauuio HpUHUMAETCs CyObeKTaMu
oOpallleHusl JIEKapCTBEHHBIX CPEJCTB, MPEACTABISAIONIMMU TaKHE CBEJICHHUS, CaAMOCTOSTENbHO. (B
pen. [Tocranosnenus [IpaButenscrea PO ot 21.07.2020 N 1079)

B cnyuae BbpIOOpa mpsIMOrO MOpsAJKa MPEACTAaBICHHS CBEACHUW MHpPU BBO3E JIEKAPCTBEHHBIX
npenapatoB B Poccuiickyto @enepanuio cyObeKT oOpalleHHs JIeKapCTBEHHBIX CpEICTB,
ABIIIOIIMICS ~ Jep)KaTelleM WIM  BIIAJENIbLIEM  PETrUCTPALlMOHHOTO  YAOCTOBEPEHUS, WU
IIPEJICTaBUTEILCTBO HMHOCTPAHHOM oOpraHM3anuu Ha Tepputopun Poccuiickoit ®Penepanum,
ABIISAIOLIEHCS Jiep)KaTesleM WM BiaJlelblleM PEerucTPallMOHHOIO YIOCTOBEpPEHMs, B TeueHue 45
pabouux JHEH C JaThl OTTPY3KH JIEKAPCTBEHHBIX mpemnapaToB B Poccuiickyro ®Deneparuio 10
JIOCTaBKH JIEKapCTBEHHBIX MpenapaToB B MECTO MpUOBITUS Ha Tepputopun Poccuiickoit @enepanyu
U IIPEICTABICHUS CBEACHUM O NaJdbHEMIINX ONEpalusaX ¢ TAKUMH JEKapCTBEHHBIMH IIperapaTaMu
NPEJICTABISIIOT B CHCTEMY MOHHUTOPHHTA CBEJICHHS, TTPEYCMOTPEHHBIE TyHKTOM 4 miprinoxenus N 3
K Hacrosimemy [lonoxxenuto. (B pex. [locranosnenus [IpaButenscrBa PD ot 21.07.2020 N 1079)

[Tpu 3TOM CYyOBEKT OOpalleHus JIeKapCTBEHHBIX CPEJCTB, OCYIIECTBISIONIUNN BBO3 JIEKAPCTBEHHBIX
npenapatoB B Poccuiickyro @Depepanuro, B TeU4eHHE S5 paboumx JHEH C JaThl JIOCTaBKU
JICKapCTBEHHBIX TpEnapatoB B MECTO MNpHUOBITHS Ha Tepputopuu Poccuiickoit denepanuu u
pPETHCTpallU B CHCTEME€ MOHUTOPHMHTA CBEIEHHUW 00 OTTpy3Ke JIEKapCTBEHHBIX IpENapaToB B
Poccuiickyro ®enepanuio 10 MNPEACTaBICHUS CBEICHUM O JaJbHEUIIUX Olepanusx C TaKuMU
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JIEKapCTBEHHBIMH TIPEIapaTaMy MOATBEPKIACT IOCTOBEPHOCTh CBEICHHMH, COMCPIKALINXCS B
CHCTEMEC MOHHUTOPHHIA, IIyTeM IPCACTABICHUS CBEJACHHA B CHCTEMy MOHHTOPHHIA,
HpeaycMOTpeHHbIX myHkToM 7 mpunoxennss N 3 k Hacrosmemy Ilonokenuro. (B pen.
[TocranoBnenus [IpaBurenscrBa P® ot 21.07.2020 N 1079)

B ciyuae BpIOOpa 0OpaTHOrO mMOpsIKa IMPEACTABICHUS CBEICHUN NpPU BBO3E JICKAPCTBEHHBIX
npenapatoB B Poccuiickyro @enepanuio cyObeKT o0OpalleHHs JIEKapCTBEHHBIX CpEICTB,
OCYILECTBISIOIIMM BBO3 JICKAPCTBEHHBIX IpenapatoB B Poccuiickyro Penepanuio, B TCYEHHE 5
pabouux JHEH ¢ AaThl JOCTaBKM JIEKAPCTBEHHBIX IPENapaToB B MECTO IPUOBITUS Ha TEPPUTOPUU
Poccuiickoit ®enepanuu wiM JaThl 3aBEpPLICHMs] arperupoBaHus (B Cilydae OCYLIECTBIICHHUS
arperupoBaHMsl JICKapCTBEHHbBIX MIPENapaToB MOCIE UX JOCTAaBKU B MECTO MPHUOBITUS HA TEPPUTOPHU
Poccuiickoit ®enepanuu) 10 NPEICTaBICHUS] CBEJCHUN O MNPUHATUM PELIEHUS] TaMOKEHHBIMU
OpraHaMH O BBIITYCKE JIEKAPCTBEHHBIX MIPENapaToB i BHYTPEHHETo MOTPeOJICHUs IPEICTABISAET B
CUCTEMY MOHMUTOpPHHIA CBEJIEHUS, IIPELYCMOTPEHHbIE MyHKTOM 5 npuioxkeHuss N 3 k HacTosemy
[Monoxenuto. (B pea. Ilocranosnenus IIpasurenscrea PO ot 21.07.2020 N 1079)

IIpu 3TOM cCyOBeKT oOOpalieHus] JEKapCTBEHHBIX CPEACTB, SIBISIIOIIMNCA JAepKaTeaeM WU
BJIAQJENIBIIEM  PErUCTPALMOHHOIO  YAOCTOBEPEHUs, WM MPEACTaBUTEIbCTBO HHOCTPAHHOMN
opranu3amuu Ha Tepputopun Poccuiickoit @enepanuu, SBIAIOIIENHCS AEPKATEIEM WA BIAJEIbLEM
PETUCTPALIMOHHOTO YAOCTOBEPEHHS, B T€UeHHE 5 pabouux IHEH C JaThl pEerucTpal B CUCTEME
MOHHUTOpPHHIAa CBEICHUM O BBO3€ JICKAPCTBEHHBIX IpenaparoB B Poccuiickyro denepauuio 10
MIPEACTABICHHS CBEACHUI O JAJbHEWIINX OIepalusx C TaKMMH JIEKAPCTBEHHBIMU IpenapaTaMmu
NOJATBEPXKJIAIOT JIOCTOBEPHOCTh CBEACHUN, COAEpPXKAIIUXCS B CUCTEME MOHMTOPHUHIA, IyTEM
MPEJICTaBJICHUS CBEJCHUI B CUCTEMY MOHUTOPUHTA, MPEAYCMOTPEHHBIX MMyHKTOM 7 mpuioxkenus N
3 x Hactosimemy [lonoxenuto. (B pea. [Tocranosienus [IpaButenscrea PO or 21.07.2020 N 1079)

Jo 1 wmrons 2021 r. moATBEp)KJIEHUE JIOCTOBEPHOCTU CBEIEHUMN, IMPEACTABISEMBIX B CHUCTEMY
MOHMTOPHMHIa IIpM BBO3€ JIEKAPCTBEHHBIX IpemnapaTtoB B Poccuiickyro denepanuto, BIpase
OCYHIECTBIISITh CYOBEKT OOpalleHUs] JIEKAapCTBEHHBIX CPEACTB, SIBISIFOLIMICS JAep:KaTeiaeM WIH
BIAJIEIBLEM PETUCTPALMOHHOIO YAOCTOBEPEHUS, WIM MPEACTaBUTEIBCTBOM HMHOCTPAaHHOU
opranu3aiuu Ha Tepputopun Poccuiickoit @enepanuu, SBISIOMIENHCS Aep>KaTeIeM WA BIAJEIbLEM
PETUCTPAIIMOHHOTO YJIOCTOBEPEHUS, B COOTBETCTBUU C a03alleM LIECThIM HACTOALIETO MyHKTa WUIIH
orepaTop CHCTEMbl MOHUTOPUHIA IIyT€M NPOBEPKHM HAIUYUS B CUCTEME MOHUTOpPHUHIA
3apeTUCTPUPOBAHHOIO  HJEHTH(]UKaTOpa CyObekTa oOpalleHHus JIeKapCTBEHHBIX CpEICTB,
ABJSIIOLIETOCA  Jep)KaTelleM WM BJIAAEIbLEM  PETHMCTPALMOHHOTO  yJIOCTOBEPEHMS, WU
IIPEJICTaBUTENILCTBA HWHOCTPAaHHOM oOpraHm3zauum Ha Tepputopun Poccuiickont  ®enepanun,
ABJSIFOLIENCS  JIep KaTelleM WIH  BIIAQJEIbLEM PErUCTPALMOHHOIO YJIOCTOBEPEHHs, a TakKkKe
3apETUCTPUPOBAHHOIO  KOJa  HWACHTUGHUKAIMM  WIM  KoJa  HUACHTU(GHUKALMM  TPETHYHOU
(TpaHCIOPTHOM) YIIaKOBKH JIEKAPCTBEHHOTO MpernapaTa, B KOTOPOH HaXOAUTCS 3TOT JIEKapCTBEHHBIN
npenapar (B cilydae nepefayd TPETHYHOM (TpaHCHOPTHOM) YHMakOBKH JIEKAPCTBEHHOIO Iperapara
nenukoMm). Ilo pesynabpTaTaM Takoil MpoBepKH OMEpaTOp CUCTEMbl MOHUTOPUHIA C MCIIOIb30BAHHEM
(yHKIIMOHATIa CUCTEMbl MOHUTOPUHIA OTHPABISIET CyObEKTY OOpallieHHs JeKapCTBEHHBIX CPEJICTB,
paHee OCYIIECTBUBLIEMY IpEACTAaBIEHUE B CHUCTEMY MOHHUTOPHHIa CBEICHHI O MpeabLayliei
olepauuy C JIEKapCTBEHHBIM IIPENapaToM, YBEIOMJICHHE O MPEACTABICHUU CBEICHUN B
COOTBETCTBUHU C al3alleM IMATHIM HACTOSIIEro IMyHKTAa C YKa3aHUEM CBEIECHUN, NPOBEPEHHBIX

OIepaTopoM cucTeMbl MOHUTOpUHTA. (B pea. [locranosnenus [IpaButensctBa PO ot 02.11.2020 N
1779)

[Ipy MapKUpOBKE YIAKOBOK JIEKAPCTBEHHBIX IPENapaToB CpPeACTBAMU HICHTU(UKAMK Ha
TaMO’KEHHOM CKJIaJieé B COOTBETCTBUM C ab3aieM BTOpbIM IyHKTa 4 Hactosmero [lonoxenus
CyObeKT oOpalleHHs JIEKapCTBEHHBIX CPEJCTB, SBJSIOIIMICS JepXaTeleM WM BIaAeIbleM
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PErMCTPAlMOHHOTO yIOCTOBEPEHMS, WA IPEACTABUTENBCTBO HMHOCTPAHHOM OpraHM3aluy Ha
teppuropun  Poccuiickoii ~ @epepanuu, — ABIAIOIIEHCS — Aep)KaTeleM WM BIAJEIbLEM
PErUCTPALIMOHHOTO YJOCTOBEPEHUs, B TeUeHHe 5 pabouux AHEH C JaThl 3aBEPIICHUS MapKUPOBKH
YIaKOBOK JIGKAPCTBEHHBIX IPEMapaToB CPEACTBAMH HICHTU(UKAIMK HA TaMOKEHHOM CKIJIaJe 0
MIPEACTABIICHHUS] CBEACHUI O JAJBHEUIINX OINepalusix C TaKMMH JIEKapCTBEHHBIMM IIpenapaTamu
NPECTaBISIOT B CHCTEMY MOHUTOPHHTA CBECHHS, IPEYCMOTPEHHBIE MyHKTOM 4 npuioxenus N 3
K Hacrosmemy ITonoxenuro. (B pea. ITocranosnenus [Ipasutenscrea PO or 21.07.2020 N 1079)

IIpu sToM CyOBEKT OOpalieHus JICKapCTBEHHBIX CPEACTB, OCYLIESCTBUBIIMK BBO3 JIEKAPCTBEHHBIX
npermapatoB B Poccuiickyro denepanuro, B TeueHHE 5 padouyux JHEH C JaThl PETUCTPALUU B
CHCTEME MOHHUTOPHHIA CBEICHHH, MPEAYCMOTPEHHBIX ab3aIieM BOCHBMBIM HACTOSIIETO MyHKTA, J0
MPE/ICTABJICHUS] CBEJACHUI O JAJbHEUIIMX OIepalusix C TaKUMH JIEKAPCTBEHHBIMU IpenapaTamu
MOATBEPXKJIAET JOCTOBEPHOCTh CBEICHHM, COJEPXKAIIUXCS B CHCTEME MOHHUTOPHUHTA, ITyTEM
MIPE/ICTABJICHUS CBEJICHUM B CUCTEMY MOHUTOPHUHIA, IPEAYCMOTPEHHBIX MMyHKTOM 7 mipuiioxenus N
3 x Hacrosimemy [Tonoxxenuro. (B pen. [locranosnenwuii [IpasurensctBa PO ot 21.07.2020 N 1079,
ot 02.11.2020 N 1779)

Ho 1 wrons 2021 r. mpu MapKUpOBKE YINAKOBOK JIEKAPCTBEHHBIX IPENapaTOB CpeacTBaMu
UACHTU(PUKAIIMY Ha TAMOKEHHOM CKJIaJleé B COOTBETCTBUU € a03alleM BTOPBIM ITyHKTa 4 HACTOSIIETO
[TonoxxeHus mpeAcTaBIeHUE B CHUCTEMY MOHHMTOPHUHTA CBEICHHI B COOTBETCTBUU C ab3aleM
BOCBMBIM HACTOSIIIETO IMYHKTA BIPABE OCYLIECTBIATH CyOBEKT 0OpaleHust JeKapCTBEHHBIX CPE/ICTB,
OCYIIECTBUBILNN BBO3 JIEKAPCTBEHHBIX MpernapaToB B Poccuiickyro denepannio, u MoATBEPKICHIE
UX JOCTOBEPHOCTH BIIPAaBE OCYILECTBIATH OINEPATOp CUCTEMbl MOHUTOPUHIA IIyTEM IPOBEPKU
HAJIU4YUSl B CHCTEME MOHHUTOPUHIA 3aperUCTPUPOBAHHOTO HJEHTH(HUKATOpa CyObeKkTa OOpalieHus
JIEKapCTBEHHBIX CPEJACTB, SIBJISIOIIErOCS JIep>KaTeleM WM BIAAEIbLEM PETUCTPALIMOHHOTO
YAOCTOBEpPEHUS, WIH MPEACTABUTEIHCTBA HHOCTPAHHON OpraHu3aliu Ha Tepputropun Poccuiickoii
Oenepanuy, SBIAIOMIECHCS Iep)KaTelieM WM BIAJENbleM PEruCTPallMOHHOTO YJIOCTOBEPEHHUS, a
TaKk)Ke 3aperMCTPUPOBAHHOTO KOJAa HWIACHTH(PHUKAIMU WIM KOJAa HUACHTU(DUKAIMH TPETHUYHOM
(TpaHCIOPTHOM) YIIaKOBKH JIEKAPCTBEHHOTO Mpenapara, B KOTOPOH HaXOJUTCS 3TOT JIEKAPCTBEHHBIN
npenapart (B ciay4yae mepeaayd TPETUYHON (TPaHCMOPTHOM) YMAKOBKH JIGKAPCTBEHHOTO Tperapara
nenukoMm). Ilo pesynabpTaTaM Takoil MpoBEpKH ONEPaTOpP CUCTEMbl MOHUTOPUHIA C MCIIOIb30BAaHHEM
GbyHKIIMOHATa CUCTEMBbl MOHUTOPUHTA OTIIPABIISIET CyOBEKTY OOpalleHHs JeKapCTBEHHBIX CPEJNICTB,
paHee OCYIIECTBUBILIEMY IHPEJCTABIEHUE B CHCTEMY MOHUTOPUHIA CBEIEHUH O Mpeablaylieit
ONEPALMH C JIEKAPCTBEHHBIM MPENapaToM, YBEAOMIICEHUE O MPEICTABICHUN CBEJIECHUN C YKa3aHHEM
CBEJCHMI, TPOBEPEHHBIX ONEPATOPOM CUCTEMBbl MOHUTOpuHra. (B pen. IlocraHoBnenus
I[TpaButenbcTBa PO ot 02.11.2020 N 1779)

[TonoxkeHus ab3aleB CeABMOTO M JIECATOTO HACTOSIIEr0 IMYyHKTAa HE pPacHpoCTPaHSIOTCS Ha
JIEKapCTBEHHBIE IMpenapaThl, MpeAHa3HAuYE€HHbIE A oOecrneueHus: Jul, OOJbHBIX remoduuei,
MYKOBHUCIIHI030M,  TUMO(HU3apHBIM  HAHU3MOM, Oone3Hplo  [omie,  370KaueCTBEHHBIMU
HOBOOOpa30BaHUSAMHU JHUM(OUTHONW, KPOBETBOPHOM M POJCTBEHHBIX MM TKaHEH, pacCesHHBIM
CKJIEpO30M, TE€MOJUTUKO-YPEMHUECKUM CHHJIPOMOM, IOHOIIECKUM apTPUTOM C CHCTEMHBIM
HavyayioM, MmykononucaxapumozoMm |, Il u VI Tumos, ammactudeckoil aHeMuel HEyTOYHEHHOM,
HaciencTBeHHbIM nedunurom ¢dakropoB |l (bubpunorena), VIl (mabunbnoro), X (Crroapra -
[Ipayspa), nui mociae TpaHCIUIAHTAIMK OpraHoB W (win) TkaHed. (B pen. IlocraHoBnenws
[paBurenscTBa PO ot 02.11.2020 N 1779)

[Ipu coBepuIeHHMH TaMOKEHHBIX OMNEpalUid MpPU TAMOXKEHHOM JEKJIApUPOBAaHUU U TOMEIICHUH
JIEKapCTBEHHBIX IMPENapaToB IOJ TAMOXEHHYIO NPOLEAYpY BBIIYCKAa [ BHYTPEHHETO
notpebyieHus: TaMokeHHbI opraH: (B pex. IlocranoBnenus IlpaButensctBa PO ot 21.07.2020 N

1079)
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3allpallMBaeT B CHUCTEME MOHUTOPHMHIa CBEICHMs O KOJE HACHTH(QUKALMKM WIH KOJAe
UJACHTU(PHUKAIMKA TPETHYHON (TPAHCHOPTHOM) YIAKOBKHM JICKAPCTBEHHOTO Iperapara, B KOTOPOH
HAaXOJUTCs TaKOH JIEKapCTBEHHBIN Ipernapar (B ciaydyae BBO3a TPETUUYHOM (TPaHCIOPTHOM) yIIaKOBKU
JIEKapCTBEHHOI'0 IpernapaTa LEeIUKOM), JJI1 OCYIECTBIECHUSI CBEPKH C JaHHBIMHU, YKa3aHHBIMH B

neknapanuu Ha ToBaphl; (B pen. [locranosnenuii IlpaBurensctBa PO or 21.07.2020 N 1079, or
24.03.2023 N 468)

no 1 ¢espans 2021 r. B ciiyuyae HenocTymjieHHs B EJuHYIO aBTOMAaTH3MPOBAaHHYIO CHCTEMY
TaMOXXEHHBIX OPTaHOB 3allpallliBaeMbIX B CUCTEME MOHUTOPHUHIA CBEJICHUN O KOJE UACHTUDHUKALIMU
WIA KOJ€ WACHTH(HKAIMKA TPETUYHOW (TPAHCIIOPTHOW) YHAKOBKH JICKApPCTBEHHOTO Tpernapara, B
KOTOPOH HaXOAMTCS TAKOH JeKapCTBEHHBIM mpemnapaT (B ciiyyae BBO3a TPETUYHOMN (TPaHCHIOPTHOI)
YIaKOBKH JICKAPCTBEHHOTO IIperapara IIeTUKOM), B TEYEHHWE 2 YacoB paboyero BpEeMEHH
TaMOXXEHHOI'0 OpraHa ¢ MOMEHTAa HalpaBJIEHHUs COOTBETCTBYIOLIETO 3alpoca, CBEpKa C JaHHBIMH,
YKa3aHHBIMH B JIEKJIapalliy Ha TOBaphbl, HE pou3BoauTcs. [Ipu 3TOM OoTCyTCTBHE TaKO CBEPKU HE
SBJISICTCS MPEMATCTBUEM IS BBIITyCKa JUIsl BHYTPEHHEro MOTpeOsIeHUs JIEKApCTBEHHBIX IpenapaToB;
(B pex. [Tocranosnenuii [IpaButenscrea PO ot 02.11.2020 N 1779, ot 24.03.2023 N 468)

neperaeT B CHCTEMY MOHHMTOPHHTA JaHHBIE O BBITYCKE JUIi BHYTPEHHETO IOTPEOICHHS
JIEKapCTBEHHBIX npenapaToB. (B pen. [locranosnenus [IpaButenscrta PO ot 21.07.2020 N 1079)

[Ipu BHECEHNM U3MEHEHHI B CBEICHHUS, YKAa3aHHBIC B ACKJIapalli HA TOBaphl, B TEUCHUE 5 pabounx
JTHEHl mocie BHECEHHsS W3MEHEHHUH B JEKJIapalldio Ha TOBAaphl TaMOKEHHBIM OpraH mepenaceT B
CHUCTEMy MOHUTOPHHIAa CKOPpPEKTHPOBAHHBIC JIaHHBIE O JIEKAPCTBEHHOM Tipemnapare. (B pel.
[Tocranosienus IIpaButenscTBa PO ot 24.03.2023 N 468)

ITpu nepenaye npaB cOOCTBEHHOCTH B 30HE TAMO>KEHHOT'O KOHTPOJISI Ha JIEKApCTBEHHBIE ITpenapaThl,
IOMEIIEHHbIE 10/l TaMOXKEHHYIO IpOLEAypy TaMOXKEHHOIO CKJaaa, cyOBbeKT oOparieHus
JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBIISIIOIIMI BBO3 JIEKAPCTBEHHBIX IpenapatoB B Poccuiickyro
®enepanuio, B TedeHne 5 pabouux aHEH ¢ JaTbl OQPOPMIIEHHSI COOTBETCTBYIOIIUX JTOKYMEHTOB O
nepegavye mpaBa COOCTBEHHOCTH Ha JIEKApPCTBEHHBIE Mperaparbl 10 MpPEICTaBICHUS CBEACHUN O
JAIBHEHUIINX ONepalusaX ¢ JIEKAPCTBEHHBIMU IIPENapaTaMy MPEICTaBIIsIET B CUCTEMY MOHUTOpPHHIA
CBEICHMSI, IPEelyCMOTpeHHbIEe MyHKTOM 6 mpuiokeHus N 3 k Hacrosmemy I[lonoxenuto. (B pen.
[Tocranosnenus [IpaBurenscta PO ot 21.07.2020 N 1079)

[Tpu 3TOM CyOBEKT 0OpallleHus IEKapCTBEHHBIX CPEACTB, KOTOPOMY OCYIIECTBJIEHA Iepeiaya mpaB
COOCTBEHHOCTH Ha JIEKapCTBEHHBIM Ipenapar, MOMEUICHHBIH IMO0J TaMOXXEHHYIO HpOLEAypY
TaMOXXEHHOI'0 CKJIaJa, B TedyeHHe 5 pabouux JHeH ¢ JaTrbl Oo(QOpMIIEHHS COOTBETCTBYIOIIHMX
JIOKYMEHTOB O Iiepesade IpaBa COOCTBEHHOCTH Ha JIEKAPCTBEHHBIM Mpenapar M PErUcTpalud B
CHUCTEME MOHHMTOPHMHIA CBEACHHUH O NEPEAAHHBIX JIEKapCTBEHHBIX IpenapaTrax A0 NpeICTaBJICHUS
CBEICHMM O JalbHEMIIMX OmNepalusx C JIEKapCTBEHHbIMM IpenapaTaMd IOJATBEPKIAeT
JIOCTOBEPHOCTb ~ CBEACHMM, COAEpXKAIUXCSI B CUCTEME MOHUTOPHUHIA, O MPUHUMAEMBbIX
JIEKapCTBEHHBIX IIpernapaTax IMyTeM NpeJICTaBICHUsS CBEJEHUH B CHUCTEMY MOHMTOPHHIA,
OpeIyCMOTPEHHBIX NyHKTOM 7 mpuinoxenus N 3 k Hacrosmemy [lomoxenuro. (B pen.
[Mocranosnenus [IpaButenscrBa P® ot 21.07.2020 N 1079)

[Ipy nepeMenieHNM JEKapCTBEHHBIX MPENaparoB MEXKAY 30HAMH TaMOKEHHOIO KOHTpOJI,
OCYIIECTBIISIEMOM MOCJIE MPUOBITUS JIEKAPCTBEHHBIX MIPETapaToB B MECTO JIOCTABKH, OMPEEIIEHHOE
CyOBbEKTOM OOpallleHUs] JIEKapCTBEHHBIX CPEICTB, OCYIIECTBIISIONIMM BBO3 JIEKAPCTBEHHBIX
npenaparos B Pocculickyro denepanuio, B MEXIYHAPOIHBIX TOBAPHO-TPAHCIIOPTHBIX JOKYMEHTAX,
CyOBeKT oOpaleHHsl JIeKapCTBEHHBIX CPEACTB, OCYILECTBISAIOUINI BBO3 JEKAPCTBEHHBIX MIPENapaToB
B Poccuiickyto ®enepainuio, uiau CcyOBEKT O0OpalleHHs JIEKAPCTBEHHBIX CPEJICTB, KOTOPOMY
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OCyIIEeCTBIIEHa Mepenadya MpaB COOCTBEHHOCTH Ha JIEKAPCTBEHHBIN Mperapar, MOMELICHHbIN IM0J
TaMOKEHHYIO TPOIEIypy TaMOXCHHOTO CKJIaJa, B TeYeHHE 5 paboumx [HEH C JaThl TaKOro
NepeMenIeHus] 10 MPEeACTaBICHUS CBEACHUNW O JalbHEHIINX OIepalusXx ¢ JIeKapCTBEHHBIM
npenaparoM MPEJCTaBIsAeT B CUCTEMY MOHUTOPHHIA CBEICHUS, MPEIYCMOTPEHHBIE MYHKTOM 8
npunoxenuss N 3 k wacrosmemy Ilomoxenuto. (B pen. Ilocranosnenus IlpaButensctBa PO ot
21.07.2020 N 1079)

AG3an aBaauatelil. - Yrparun cuity. (B pen. [loctanosnenus IlpaBurenscrBa P® ot 24.03.2023 N
468)

[Ipy nepemenieHHH JEKAPCTBEHHBIX IPENapaToB M3 30HBI TAMOXXEHHOTO KOHTPOJII CYOBEKT
oOpalleHnss JIEKapCTBEHHBIX CPE/ACTB, OCYILECTBIIAIOLIMI BBO3 JIEKapCTBEHHBIX IIPENapaToB B
Poccuiickyro ®enepanuio, uiaM CyOBeKT OOpalleHusi JIEKapCTBEHHBIX CpPEICTB, KOTOPOMY
OCYILIECTBJIEHAa Iepeiaya MpaB COOCTBEHHOCTU Ha JIEKAPCTBEHHBIE IIPENaparthl, OMEIIEHHbIE M0
TaMOKEHHYIO TPOLENypy TAMOXEHHOI'O CKJIaja, B TeueHue S5 padouux JHEH C JaTbl IPUEMKH
JIEKapCTBEHHBIX MIPerapaToB Ha (papMalleBTUUECKUN CKIIa/ U 3aBEepILIECHUS] TAMOKEHHON MTPOLETy Pl
BBIITyCKa TOBapa JJIsl BHYTPEHHETO MOTPeOIeHUs (MK C IaThl PEIICHHSI O BBITYCKE JICKAPCTBEHHBIX
OpenapaToB s BHYTPEHHEro IOTpeOJieHHs, MNPUHATOIO TaMOXEHHbIMU OpraHamu) [0
MNpeaACTaBJICHUA CBGI[CHI/Iﬁ (6} I[B,JII:HGﬁIHHX onepanuiax C JICKAPCTBCHHBIMU IIpCliapaTaMn
IpPECTaBIsIeT B CUCTEMY MOHUTOPUHIA CBEIEHUS, IIpeycMOTpeHHble MyHKTOM 10 npuiioxxenuss N
3 x Hactosimemy [lonoxxenuto. (B pea. [Tocranosienus [IpaButenscrBa PO ot 24.03.2023 N 468)

37.1. llyukT yrpatun cuiy. (B pea. [locranosnenus [IpaBurenscrBa PO ot 24.03.2023 N 468)

38. IIpu BBO3€ JIeKapCTBEHHBIX NpenaparoB B Poccuiickyro Penepanuio U3 rocyapcTB - 4ICHOB
EBpa3zuiickoro 3KOHOMHYECKOIO COK3a JOIYyCKAaeTCs IPEIACTaBICHUE CBEACHUNM B CUCTEMY
MOHUTOPHHra CyOBEKTOM OOpalleHHUsl JIeKapCTBEHHBIX CPEICTB, OCYIIECTBIISIONIUM OTIPY3KY
JIeKapCTBEHHBIX MpenapatoB B Poccuiickyro denepannio (najngee - npsiMON MOPSIIOK MPEACTaBICHUS
CBEJCHMI IIpU BBO3€ JIEKAPCTBEHHBIX IpenapatoB B Poccuiickyro denepauuio u3 rocynapcrs -
wieHOB EBpasuiickoro 3KOHOMHYECKOTO COI03a), WM CYOBEKTOM O0OpalleHHs JIEKapCTBEHHBIX
CPE/CTB, OCYLIECTBISIONIMM NPUEMKY Ha (papMaleBTUUECKUH CKJIaJ JIEKapCTBEHHBIX NpernapaToB
Ha Tepputopuu Poccuiickoit @enepanuu (nanee - oOpaTHBIM MOPSAIOK MPEACTABICHUS CBEICHUN
P BBO3€ JIEKAPCTBEHHBIX IpenapaTtoB B Poccuiickyro @Penepanuio M3 TrocylapCTB - YJIEHOB
EBpasuiickoro sxoHoMu4eckoro coro3a). (B pex. Iloctanosnenus [Ipasurenscta PO ot 21.07.2020
N 1079)

Pemenne o BBIOOpe MpsIMOro MOpsIKa HPEJCTABICHUS CBEACHUN INpPH BBO3E JIEKAPCTBEHHBIX
npenaparos B Pocculickyro @enepanuio U3 rocyaapcTs - WICHOB EBPasuiiCKOro 3KOHOMHYECKOTO
coro3a 100 00paTHOro MopsiaKa MpeJCTaBICHUs CBECHUN MPU BBO3€ JIEKAPCTBEHHBIX IPENapaToB
B Poccniickyro ®enepanuio M3 TOCyAapCTB - 4JI€HOB EBpa3MiiCKOrO 3KOHOMHYECKOIO COIO3a
NpUHUMAETCs CyObeKTaMu OOpalleHHus JIeKapCTBEHHBIX CPEJCTB, TNPEACTaBISIONIMMH TaKHe
CBEIICHHUsI, caMOCTOATEbHO. (B pel. [Toctanosnenus [IpaBurensctBa PO ot 21.07.2020 N 1079)

B cnyuae BpIOOpa TpSIMOTO TOpSAIKA MPEACTABICHHUS CBEIEHUN TPpU BBO3E JIEKAPCTBEHHBIX
npenaparoB B Poccuiickyro @enepanuio U3 rocyaapcTs - WICHOB EBpa3niicCKoro SKOHOMHUYECKOTO
coro3a CyOBeKT OOpallleHHsl JICKAPCTBEHHBIX CPENICTB, SBISIOLIUICS JepKaTelleM WIH BIaJeblIeM
PETUCTPAIMOHHOTO YJOCTOBEPEHUS, WJIM MPEICTaBUTEILCTBO HMHOCTPAHHON OpraHM3alud Ha
tepputopun  Poccuiickont ~ dPexepanuu, — ABIAIOLICKHCS — J€pXKATENEeM WM BIAJEIbLEM
PETHCTPAIIMOHHOTO YAOCTOBEPEHUS, B T€UCHHUE 5 pabouynx JHEW C MaThl OTTPY3KH JIEKAPCTBEHHBIX
npemnaparoB B Pocculickyto denepanuio U3 rocy1apcTs - 4ieHOB EBpa3zuiiCKOro 3KOHOMUYECKOTO
COI03a JI0O TPEACTABICHUS CBEICHHI O MAJIbHEHIIMX OINEpalUsiX C TaKUMH JIEKapCTBEHHBIMH
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npenapaTtamMy MpeACTaBISIIOT B CUCTEMY MOHUTOPHHIA CBEAEHUS, MPENYCMOTPEHHbIE MyHKTOM 11
npuioxkeHuss N 3 k Hacrtosmemy Ilonoxxenutro. (B pen. Ilocranosnenus IlpaButensctBa PO ot

21.07.2020 N 1079)

IIpu 3TOM CyOBEKT OOpalleHusl JIEKAPCTBEHHBIX CPEJACTB, OCYLIECTBISAIOIIMNA IPUEMKY Ha
(dapMarieBTUYECKHA CKJIaJ] JIEKAPCTBEHHBIX MpEnapaToB Ha Tepputopun Poccuiickoit @enepanuu, B
TedyeHue 5 pabouux AHEH ¢ AaThl IPUEMKH JICKapCTBEHHBIX IPENapaToB U PETUCTPALMU B CUCTEME
MOHHUTOPHHTA CBEIEHUI 00 OTrpy3Ke JEeKapCTBEHHBIX IpenapatoB B Poccuiickyro Deneparnuio u3
rOCyapCTB - WICHOB EBpPa3suiICKOr0 KOHOMMYECKOTO COK03a 10 INPEACTABICHUS CBEACHHHU O
JAIbHEUIINX ONEPALUsAX C TAKMMH JIEKAPCTBEHHBIMU IIpenapaTaMyu IOJITBEPKIAET TOCTOBEPHOCTD
CBEICHMM, COIEPKAIMXCSA B CUCTEME MOHUTOPHUHIA, ITyTEM IPEACTABICHUS CBEICHUN B CUCTEMY
MOHMTOPHHIA, MPEAYCMOTPEHHBIX NMYHKTOM 7 mpunoxeHuss N 3 k HacrosiueMmy Ilonoxenuto. (B
pen. ITocranosnenus IIpaBurenncrea PO ot 21.07.2020 N 1079)

B ciydae BpIOOpa 0OpaTHOTO MOpsIKA TMPEICTABICHUS CBEICHHN NpPU BBO3E JICKAPCTBEHHBIX
npenapatoB B Poccuiickyto ®enepannio u3 rocyiapcts - wieHoB EBpa3uiickoro 3KOHOMHUYECKOTO
COI03a CyOBEKT OOpalieHus JIeKapCTBEHHBIX CPEACTB, OCYIIECTBISIOIMI TNPHEMKY Ha
(dapMmalnieBTUYECKHI CKJIaJl JIEKApCTBEHHBIX MpenapaToB Ha Tepputopun Poccuiickoit Penepanuu
npu BBO3e B Poccuiickyro ®enepanuio U3 rocyJapCcTB - 4i€HOB EBpazHiiCKOrO0 3KOHOMHUYECKOTO
COl03a, B TeUeHHe 5 pabouux JIHEH ¢ JaThl IPUEMKHU JEKapCTBEHHBIX IPenapaToB 0 IPeICTaBICHUS
CBGI[GHI/II;'I (6] I[&JIBHCfIHIPIX ornepanuiax C TaKUMH JICKAPCTBCHHBIMU IIpCriapaTaMu IPCACTABIACT B
CHCTEMY MOHHUTOpPUHIA CBEJICHUS, IIPeyCMOTpeHHbIe MyHKTOM 12 npunoxkenus N 3 k HacTosiemy
[Monoxenwuto. (B pex. [locranosnenus [IpaBurenscrea P® ot 21.07.2020 N 1079)

IIpu 3TOM CcyOBEKT O0OpaleHusl JEKapCTBEHHBIX CPEACTB, SBIIIOIIMICS JAepKaTeaeM WU
BIAJEIBLEM  PETUCTPALMOHHOIO  yIOCTOBEPEHMS, WIM IPEICTaBUTEIBCTBO  HMHOCTPAHHOU
opraHusanuu Ha teppuropun Poccuiickon @enepanyu, SABISAIOMIEHCS ASPKATEIEM U BIIAJEIbLEM
PETUCTPALIMOHHOTO YAOCTOBEPEHUS, B TeUeHHe 5 pabouMx JHEH ¢ JaThl PEerucTpalii B CHCTEME
MOHMTOPHMHTA CBEACHUN O MpHUEMKe Ha (papMaleBTUUECKHUM CKJIaJ] JIEKapCTBEHHBIX IPENnapaToB Ha
teppuropun Poccuiickonn denepanuu 10 MPEACTABICHUSA CBEACHUN O NAIBHEUIIUX OIEpaluax C
TaKUMHU JICKAPCTBEHHBIMH MperapaTaMy NOATBEPKIAIOT JOCTOBEPHOCTh CBEACHUM, COAEPIKALNXCS
B CUCTEME MOHUTOPUHIA, IIyT€M IIPEACTABICHUS CBEACHUNM B CHCTEMY MOHUTOPHUHIA,
IpEeIyCMOTPEHHbIX NyHKTOM 7 mnpuioxeHuss N 3 k Hacrosmemy [lonoxenutro. (B pen.
[MTocranosnenus [IpaBurenscta PO ot 21.07.2020 N 1079)

Jo 1 wmrons 2021 r. moATBEp)KJIE€HUE JIOCTOBEPHOCTU CBEIEHUMN, NMPEACTABISEMBIX B CHUCTEMY
MOHMTOPHHTIA IIPY BBO3€ JIEKAPCTBEHHBIX IIpenapaToB B Poccuiickyro denepanuio U3 rocygapcers -
wieHOB EBpa3suiickoro »KOHOMHMYECKOTO COK03a, BIIPAaBE OCYLIECTBIATh CYOBEKT OOpaleHUs
JIEKapCTBEHHBIX CPEJCTB, SBILIIOIIMKICS JEp)KaTelleM WIA BJIAAEIbLEM PETUCTPALIMOHHOTO
YAOCTOBEPEHUS, UIIU MIPEACTABUTEIBLCTBOM HHOCTPAHHON OpPraHn3aluy Ha TeppuTtopun Poccuiickon
@denepanyy, SBIAIOMIEHCS AEpXKaTeIeM WIM BIAJENbLEM PETUCTPALIMOHHOIO YJIOCTOBEPEHHUS, B
COOTBETCTBUHU C ab3aleM IIECTHIM HACTOSIIEr0 MYHKTa WJIM OMNepaTop CUCTEMbl MOHUTOPHHTA
NyTeM TMPOBEPKH HAIMYHMS B CHUCTEME MOHHUTOPUHIA 3apEeTUCTPHUPOBAHHOTO HACHTHU(PHUKATOPA
CcyObeKTa OOpallleHUsl JIEKapCTBEHHBIX CPEJCTB, SBISIOIIECIOCS JepXKaTeleM WM BIaJeiblieM
PETUCTPALIMOHHOTO yJAOCTOBEPEHUS, WM TPEACTABUTEIBCTBA HWHOCTPAHHOM OpraHU3allid Ha
tepputopun  Poccuiickoit ~ @epepannu, — ABIAOIIEWCS — Aep)KaTeleM WM  BIAJEIbLEM
PETUCTPAIIMOHHOTO YJIOCTOBEPEHMs, a TaKKe 3aperuCTPUPOBAHHOTO KOJa HACHTU(DHUKAIMH WIIH
KoZa HJAEHTU(UKALUKM TPETUYHOM (TPaHCIOPTHOM) YIMAKOBKHM JIEKAPCTBEHHOTO TMpemnapara, B
KOTOPOM HAaXOAMUTCS OSTOT JIEKapCTBEHHBIH Tmpemapar (B cilydae Mepefayd TPEeTUUHOM
(TpaHCHIOPTHOM) YMAaKOBKM JIEKAPCTBEHHOI'O Mpemnapara neiaukoMm). I[lo pesynbpratam Takoi
IOPOBEPKH OIEPaTOp CUCTEMbl MOHUTOPHHIAa C MCIIOJB30BAaHHEM (DYHKLIMOHANA CHCTEMBI


https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l180
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l180
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l180
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l180
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l186

MOHHMTOPHHTA OTIIPABIISIET CyObEKTY 0OpallleHus JIeKapCTBEHHBIX CPE/ICTB, PaHEE OCYIECTBUBLIEMY
MPE/ICTABICHUE B CUCTEMY MOHUTOPHUHIA CBEJICHUN O MPEbIAYIIEH Olepanuu C JIEKapCTBEHHBIM
IpernapaToM, YBEIOMJIEHHE O TPEJCTaBICHUU CBEACHUW B COOTBETCTBHHM C ab3aleM MAThIM
HACTOSIIETO MyHKTA, C YKA3aHUEM CBEJCHUM, TPOBEPEHHBIX OMEPATOPOM CUCTEMbl MOHUTOPHUHTA. (B
pen. ITocranosnenus IIpaBurenncrBa PO ot 02.11.2020 N 1779)

[Tonoxkenus ab3ama ceapMOro HACTOSILErO IMYHKTa HE PAacIpOCTPAHSIOTCS Ha JIEKapCTBEHHBIC
npenaparsl, MperHa3HaueHHbIe JUIsi 00ecreueHusl M, OOJIbHBIX reMOopuiInel, MyKOBHCLIUI030M,
runou3apHbpIM  HaHU3MOM, Ooje3Hplo ['omie, 3JI0KaYECTBEHHBIMH  HOBOOOPAa30BaHHUSIMU
TUM(OUIHON, KPOBETBOPHOH W  POJICTBEHHBIX MM TKaHEW, pacCcesHHBIM  CKIIEPO30M,
FEMOJUTUKO-YPEMUYECKUM  CHHJIPOMOM, FOHOIIECKMM apTPUTOM C CHCTEMHBIM Hayaiom,
mykononucaxapugozom I, Il u VI T1unos, amnacTuueckoll aHeMHMEW HEYTOYHEHHOM,
HacieacTBeHHBIM nedunutoM daktopoB |l (bubpunorena), VIl (mabunpHoro), X (Ctroapra -
[Ipayspa), nui mociae TpaHCIUIAHTAMM OpraHoB u (wiu) TkaHe. (B pexn. IlocranoBienus
[TpaButenscTBa PD or 02.11.2020 N 1779)

38.1. [lyukT yrpatua cuiy. (B pea. [locranosnenus [IpaBurenscrea PO ot 24.03.2023 N 468)

39. CaeneHusi, mpeaCTaBisieMble CyOBEKTaMH OOpalleHHs JIGKAPCTBEHHBIX CPEJCTB B CHUCTEMY
MOHUTOPHHIa IPHU OCYLIECTBJICHUM OIEpauuil ¢ TPEeTUYHOH (TPAaHCIOPTHOW) YHaKOBKOMH
JEKapCTBEHHOTO TpenapaTa, mpuBeneHsl B npuioxkennn N 5. (B pen. IlocranoBneHus
[TpaButenscTBa PD ot 20.03.2020 N 311)

40. Tlpu oOCyIIECTBICHHUU arperupoBaHUsl JICKAPCTBEHHBIX MPENapaTroB, HMMEIOIIUX OJIMH
ro0anbHBIA UACHTU(GUKAITMOHHBIA HOMEpP TOPTrOBOM €IWHHUIIBI U OJUH HOMEP MPOU3BOJICTBEHHON
cepur, CyOBEKT OOpAaIeHHS JIEKAPCTBEHHBIX CPEACTB HAHOCHT Ha TPETUYHYIO (TPaHCHIOPTHYIO)
YIaKOBKY JIEKAPCTBEHHOIO TMpernapaTa KoJl UACHTU(UKAIIMYA TPETUYHON (TPAaHCTIOPTHON) YIMAKOBKH
JIEKapCTBEHHOTO MperapaTa U MPeICTaBIsAeT B CHCTEMY MOHUTOPUHTA CBEACHUS, TPETYCMOTPEHHBIC
nyakToM 1 mpunoxkenus N 5 k Hacrosmemy [lonokeHuto, 0 TpEICTaBICHUS CBEIEHUN O
JATbHEHITNX ONepalusx ¢ TaKuM JIEKapCTBeHHBIM TipenaparoM. (B pexn. [locranoBnenuit
[MpaButensctBa PO ot 20.03.2020 N 311, ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

41. Ilpu pachopMUpOBaHMM TPETUYHOM (TPAaHCIOPTHOM) YHaKOBKH JIEKAPCTBEHHOrO Ipernaparta,
U3BATUHU JIEKApCTBEHHBIX IPENapaToB M3 TPETUYHOW (TPAHCIOPTHOI) YNAKOBKH JIEKAPCTBEHHOIO
npenapara,  JONOJIHUTEIBHOM  BJIIOXKEHMM  JIEKAPCTBEHHBIX  IIPENaparoB B TPETUYHYIO
(TpaHCHOPTHYIO0) YHAaKOBKY JIEKAPCTBEHHOTO Ipernapara CyObEeKT oOpallleHUs JeKapCTBEHHBIX
CPEICTB TMpEACTaBISIEeT B CHCTEMY MOHUTOPHMHIA CBEICHMsS, NMPEIyCMOTPEHHbIE MyHKTaMu 2 - 4
npuinoxkeHuss N 5 k Hacrosimemy IlonoxeHuto, 1O HpeICTaBICHUS CBEACHMHM O JaJlbHEHIINX
orepalusix ¢ TAKUMH JIEKaPCTBEHHBIMHU TpenapaTaMy WM TPETUYHOW (TPaHCIIOPTHOW) YHNaKOBKOH
JekapcTBeHHOTro npenapara. (B pen. [locranosnenus [Ipasutensctea PO ot 21.07.2020 N 1079)

42. CsenenHus, NpeacTaBisieMble CyOBEKTaMH OOpAIECHUs JICKAPCTBEHHBIX CPEICTB B CHCTEMY
MOHHUTOPHHTA TIPH 000pOTE U BHYTPEHHEM ITEPEMEIICHUH JIEKAPCTBEHHBIX MPENapaToB, MPHBEICHBI
B nipuitoxxeHuu N 6.

43. CyObekT oOpamieHuss JE€KapCTBEHHBIX CPEACTB, OCYIIECTBISIONIMN  TEpeMelIeHHe
JIEKapCTBEHHBIX IpEnapaTroB MeEXAy aJpecaMd MeECT OCYIIECTBJIEHUS JESTENIbHOCTH COIJIACHO
JULEH3UH (C y4eTOM TaKUX BUJOB JAESITENbHOCTH, KAK MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJACTB,
dbapmarieBTUUECKasT JEATETLHOCTh W JICATEIBHOCTh 1O O0OpOTYy HApPKOTHYECKHUX CPEJNCTB,
MICUXOTPOIMHBIX BEIIECTB M UX MPEKYypCOPOB, KYyIbTUBUPOBAHUIO HAPKOCOAEPIKAIIUX PACTCHUN) U
(wn) papmareBTUYECKUMH CKJIaJaMd, B TeYeHHe S5 pabounmx gHEH ¢ (aKTHYECKOW JaThl
NepeMEIICHHS JICKaPCTBEHHBIX MPENapaToB /10 MPEACTABICHUS CBEACHUN O adbHENUIINX ONepanusx
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C TakMMHU JIEKapCTBEHHBIMHU IIperapaTamMH MPEACTaBISAET B CHCTEMY MOHHUTOPHHIA CBEICHUS,
npenycMoTpeHHble nyHKToM | mpuioxkenus N 6 k  Hacrosmemy [lonmoxenutro. (B pen.
[Tocranosienus [IpaButenscTBa P® ot 20.03.2020 N 311)

44. Tlpu mepenade JEKapCTBEHHBIX IMPEMapaToB MEXIY CYObEKTaMHU OOpaIleHHUS JIEKApCTBEHHBIX
CPEICTB JIOMYCKAETCsl MPEACTABICHUE CBEJCHUI B CHCTEMYy MOHHTOPHHTa CyOBEKTOM OOpaIieHus
JIEKApCTBEHHBIX CPEJCTB, OCYIICCTBIIAIONIMM TIepenady JIEKapCTBEHHBIX IperapaToB (maiee -
NpsIMOM TOPSIIOK TPEACTABICHUST CBEICHUH TpH 00OpOTE JIEKAPCTBEHHBIX MPEIapaToB), WIH
MIPE/ACTABIICHUE CBEJICHUM B CHCTEMY MOHHTOPHUHTA CyOBEKTOM OOpamieHusl JIeKapCTBEHHBIX
CPEJIICTB, OCYIICCTBISIONIMM IMPUEMKY JICKAPCTBEHHBIX IPEMapaToB (J1anee - oOpaTHBIN MOPSIOK
MPEACTABJIICHUS CBEIACHUW TMpu 000pOTE JIEKAPCTBEHHBIX IIPEMapaTroB), 3a HCKIIOYCHUEM
MPEJICTABICHUS] CBEICHUH B CHUCTEMY MOHUTOPHHIa MPH 00OPOTE JICKAPCTBEHHBIX IPENapaTosB,
BKJIFOYCHHBIX B TIEPEUCHb JIEKAPCTBEHHBIX CPEJCTB JJISI MEIUIIMHCKOTO MPUMEHEHHMS, ITOJICKAITNX
MPEIMETHO-KOJIMYECTBEHHOMY Y4YeTy, YTBEPKIAeMbIli YIMOJIHOMOYCHHBIM (helepaabHbIM OpPraHOM
WCITOJTHUTEIIbHON BJIACTH B COOTBETCTBHH cO cTaThed 58.1 denepanpHoro 3akona "O6 oOpamieHun
JIEKapCTBEHHBIX CpPEIACTB", M OTIycKaeMmblX IO penenty Bpada. (B pen. [locranoBnenuit
[TpaButenscTBa PD o1 24.03.2023 N 468, ot 06.07.2024 N 922)

Pemenne o BBIOOpE MPSAMOTo TMOPSIKA TPEICTABICHUS CBEACHHA NPH 000pPOTE JCKAPCTBEHHBIX
npenapaToB JuO0 OOpaTHOTrO MOpsSAKAa MPEACTaBICHUs CBEICHHH MpU 000pOTE JEKApPCTBEHHBIX
MpermapaToB MPUHUMACTCS CyOBEKTaMHU OOpaIeHUs JIEKAPCTBEHHBIX CPEACTB, MPEICTABISIFOIIMMHE
TaKue CBEICHMS, caMocTosATenbHO. (B pen. IlocranoBnenus IlpaBurensctBa PD ot 24.03.2023 N
468)

[Tpu 000poTE IEKAPCTBEHHBIX MPENAPATOB, BKIIOUEHHBIX B NIEPEUEHB JIEKAPCTBEHHBIX CPEICTB AJIs
MEIUIUHCKOT0 MPUMEHEHHUS, MOJUIeKALIMX MPEAMETHO-KOJINYECTBEHHOMY Y4YeTy, YTBEp)KIaeMblii
YIIOJTHOMOYEHHBIM (heiepalbHbIM OpPraHOM HCIIOJIHUTENFHON BJIACTH B COOTBETCTBHUHU CO CTaThEH
58.1 ®denpepanpHoro 3akoHa "OO oOpalleHUH JEKapCTBEHHBIX CPEACTB", M OTIYCKaEMbIX IO
penenty Bpada, CyObeKTbl OOpallleHus JIEKAPCTBEHHBIX CPEACTB, OCYILECTBIIIONINE 000POT TaKUX
JIEKapCTBEHHBIX IPENApaToB, IMPEACTaBISAIOT CBEACHHUA B CUCTEMY MOHMTOPHUHIA IO NPAMOMY
NOPSAIKY MPEICTABICHUS CBEICHHUI Mpu 000pOTE JIEKAPCTBEHHBIX MPENapaTroB B COOTBETCTBUH C
a03a1aMu 4eTBEPTHIM U MATHIM HacTosALIero MyHkTa. (B pel. IloctanoBnenus IlpaButenscrBa PO ot
06.07.2024 N 922)

B cnyuyae BbpIOOpa mpsMOro mopsiika NpEeACTaBICHUS CBEICHUH NpH 00OpOTEe JEKapCTBEHHBIX
npernaparoB CcyOBEKT OOpalieHusl JIEKapCTBEHHBIX CPEICTB, OCYLIECTBIIOMIMN Iepenady
JIEKapCTBEHHBIX IpenapaToB Jpyromy cyOBEKTy OoOpallleHHUs JEKapCTBEHHBIX CPEJICTB B paMKax
IpaXkJIaHCKO-TIPAaBOBBIX OTHOIICHHWW, B TEYEHHE OJHOTO pabouyero AHA ¢ (HaKTUYECKOH HaThI
OTIPY3KH JIEKAPCTBEHHBIX IMPENapaToB MpPEACTaBIsSeT B CHUCTEMY MOHHUTOpPUHIA CBEJCHHUS,
NpeIyCMOTpPEeHHBIE TyHKTOM 2 mpmioxkeHus N 6 k Hacrosmemy [lomoxkenuro. (B per.
[Tocranosnenus [IpaBurenscrBa P® ot 24.03.2023 N 468)

[Ipu »TOM CyOBEKT oOOpalieHHs JEKapCTBEHHBIX CpPEACTB (3a HCKIIOYEHHEM 000COOIEHHBIX
noJipa3ieNieHnii MEAUIIMHCKUX OpraHU3aluii, pacro0KEHHBIX B CEIbCKUX HACETIEHHBIX IMyHKTaXx),
OCYILECTBIISIOUINI TPHUEMKY JIEKapCTBEHHBIX IMPErnaparoB OT Jpyroro cyobekra oOpamieHus
JIEKapCTBEHHBIX CPEACTB B paMKaX TpakJaHCKO-TIPABOBBIX OTHOLIEHHWH, B TEYEHHE OJHOTO
pabouero JHS C JaThl MPHEMKHU JIEKAPCTBEHHBIX MpEMapaToB M pPETHUCTPallUd B CHCTEME
MOHMTOPHHTA CBEJIEHUI 00 OTrpyKEHHBIX JIEKapCTBEHHBIX Mpenaparax wik B teuyeHue 30 padounx
JHEHN C AaThl IPUEMKH JIEKAPCTBEHHBIX IPENapaToB B Cllydyae BO3BpaTa JIEKapCTBEHHBIX MIPENapaToB
JI0 TIPE/ICTaBJICHMs CBEJICHUI O JaJbHEHIINX ONepalusx ¢ TAaKUMU JIEKApCTBEHHBIMU IpernapaTamMu
MOATBEP)KJIAET JTOCTOBEPHOCTH CBEJIEHUM, COAEPXKAIIMUXCS B CUCTEME MOHUTOPUHIA, IyTEM
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IPE/ICTaBICHUS CBEICHUI B CHCTEMY MOHMTOPHHIA, IPEAYCMOTPEHHBIX ITyHKTOM 4 mpuioxeHust N
6 k HacrosieMy Ilonoxenuto. (B pea. Ilocranosnenuii [IpaBurtensctea PO ot 24.03.2023 N 468,
ot 06.11.2024 N 1498)

B cnydae BbIOOpa 0OpaTHOrO MOpsAKa MPEICTaBICHUS CBEICHHUHM MPH OO0OpPOTE JIEKAPCTBEHHBIX
npernapaToB CyOBEKT OOpalleHHs] JEKAPCTBEHHBIX CPEICTB (32 HUCKIIOYCHHEM 000COOJICHHBIX
nojpa3ieieHnd MEIUIIMHCKUX OpTraHU3aIlMi, PacIlOI0KEHHBIX B CEIbCKUX HACEJICHHBIX IMyHKTaX),
OCYIICCTBIISIONIMN TMPUEMKY JICKAPCTBEHHBIX IMPEMapaToB OT JAPYroro cyObeKTa oOparieHus
JIEKAapCTBEHHBIX CPEACTB B paMKaxX TIPaKIAaHCKO-TIPABOBBIX OTHOIIEHWW, B TEUEHHUE OJIHOTO
pabouero JHs € AaThl NMPUEMKHU JICKAPCTBEHHBIX MpenaparoB wid B TeueHue 30 jgHed ¢ aarsbl
MPUEMKH JIEKAPCTBEHHBIX TIPEMapaToB B Cjydae BO3BpaTa JIEKApPCTBEHHBIX IIPEmNapaTroB [0
MPEACTABJICHUS] CBEJACHUI O JAJBHEMINUX OINEpanusx C TaKUMHU JIEKapCTBEHHBIMH Ipenaparamu
MPEACTABISIET B CHUCTEMY MOHUTOPHHTA CBEICHUS O MPHUHATHIX JICKAPCTBEHHBIX IIperaparax,
nperycMOTpeHHble NyHKToM 3 mnpuwiokeHus N 6 k Hacrosmemy [lonoxenutro. (B pen.
[Tocranosnenuii ITpasutenscrBa PO ot 24.03.2023 N 468, ot 06.11.2024 N 1498)

I[Ipu »>TOM CyOBEKT OOpalieHus JEKapCTBEHHBIX CPEICTB, OCYLIECTBUBLIMI Iepenady
JICKapCTBEHHBIX MPENapaToB IpyroMy cyObeKkTy oOpallleHus IeKapCTBEHHBIX MPENapaToB B paMKax
IpaXXIaHCKO-TIPaBOBBIX OTHOIICHHWH, B TEUEHHE OIHOTO Pa0OYero IHS C JaThl PETUCTPAIMH B
CHUCTEME MOHUTOPUHIA CBEJICHUN O MPHUHATHIX JIEKAPCTBEHHBIX IMpenaparax, HO 0 MPEJACTABICHUS
CBEJCHMM O JaJbHEHIIMX ONepanusix C TaKUMM JIEKApPCTBEHHBIMU IIpernapaTamMH IMOATBEPKAAET
JIOCTOBEPHOCTh CBEJICHUI, COIepKAIIMXCA B CHCTEME MOHUTOPUHIA O MEepPEJaHHbIX JIEKAPCTBEHHBIX
npenaparax, IIyTeM MPEICTABICHUS CBEIEHUH B CHCTEMY MOHMTOPHMHIA, IPETLyCMOTPEHHBIX
nyHkToM 4 npusnoxenus N 6 k Hacrosimemy [lonoxenuro. (B pen. [loctanosnenus [IpaButenbcTBa
P® ot 24.03.2023 N 468)

O06ocoOneHHble MOAPA3ICICHNUS MEAMLIUHCKUX OpraHW3aluii, pPAacIOJIOKEHHbIE B CEIbCKHUX
HACEJICHHBIX IIyHKTAaX, IOATBEP)KAAIOT JOCTOBEPHOCTb CBEACHHM, COIAEPIKALIUXCA B CHCTEME
MOHUTOPHHIA, U NPEACTABISIOT B CUCTEMY MOHHUTOPHHIA CBEJIECHHS O NMPUHATHIX JIEKAPCTBEHHBIX
npenaparax B COOTBETCTBMM C a03allaMM TSATHIM M IIECTHIM HACTOSIIEro MyHKTa B TedeHue 30
pabounx [JHEH co JHSA MpPUEMKH JIEKapCTBEHHBIX IMpemnapaToB. (B pexa. IloctanoBneHuit
[TpaButenbctBa PO ot 24.03.2023 N 468, ot 06.11.2024 N 1498)

[TonTBepkieHnEe JOCTOBEPHOCTH CBEACHMM, IPEACTABISEMBIX B CHCTEMY MOHMTOPHHIA IIpH
000poTe JIEeKapCTBEHHBIX MPENapaToB, BIPAaBE OCYIIECTBIATh CyOBEKT 0OpalieHHsl JeKapCTBEHHbBIX
CPEICTB, OCYLIECTBUBLIMM Nepenady JEeKapCTBEHHBIX MPENapaToB IPyroMy CyOBEKTy OOpallieHUs
JIEKapCTBEHHBIX CPEJICTB B PaMKax I'PakJaHCKO-IIPABOBBIX OTHOILIEHHH, B COOTBETCTBUH C ab3alieM
CeIbMbIM HACTOAIIET0 MyHKTAa WJIM ONEpaTOp CUCTEMbl MOHMTOPHUHTA IyTEM MPOBEPKU HAJIU4US B
CUCTeME MOHMTOPUHIAa KOJa MJIEHTHM(PUKALIMKM MIM KOAa HWACHTU(GUKAMM  TPETUYHOU
(TpaHCIOPTHOM) YIIaKOBKH JIEKAPCTBEHHOTO MpernapaTa, B KOTOPOH HaXOAUTCS 3TOT JIEKapCTBEHHBIN
npenapar (B cilydae nepefayd TPETHYHOM (TPaHCHOPTHOM) yHMakOBKH JIEKAPCTBEHHOIO Iperapara
L[EJIMKOM), B OTHOILIEHUH JIEKAPCTBEHHBIX MPENapaToB, BIAAEIbIEM KOTOPbIX, 10 JaHHBIM CHUCTEMBI
MOHUTOPHHTA, SIBJISETCS YKa3aHHbIM CyOBeKT oOpalieHus JeKapCcTBEHHBIX cpenctB. Ilo
pe3yJibTaTaM TaKoW MPOBEPKU ONEepaTop CUCTEMbl MOHUTOPUHTA C UCIOJIb30BaHUEM (PYHKIIMOHATA
CHUCTEMBbl MOHUTOPHHIA OTHpAaBIseT CYOBEKTy OOpalleHusi JIEKapCTBEHHBIX CPEJACTB, paHee
OCYIIECTBUBILIEMY INPEACTABIECHUE B CHCTEMY MOHUTOPHHIA CBEJACHUN O MpenbIayIIel omnepanuu ¢
JIEKapCTBEHHBIM IIPEnapaToM, yBeIOMICHHE O MPEICTaBIEHIH CBEJICHUN B COOTBETCTBUH € ab3aleM
HIECTHIM HACTOSIIET0 IYHKTa C YKa3aHUEM CBEIEHUH, MPOBEPEHHBIX OINEPATOPOM CHCTEMBI
MoHutopuHra. (B pen. [Tocranosnenus [paBurensctBa PO ot 24.03.2023 N 468)

[Tonoxenus a63aua ACBATOTIO HACTOSAMICIO IMYHKTAa HC PACHPOCTPAHANOTCA Ha JICKAPCTBCHHBLIC
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npenaparsl, MpeIHa3HaYeHHbIC ISl 0OecTrieueH sl JIHIl, OOJNbHBIX reMOQWINEH, MyKOBHCITUI030M,
runou3apHbIM ~ HaHU3MOM, Ooje3Hbplo  [omie, 370KayecTBEHHBIMH  HOBOOOPAa30BAHUSMH
TMM(OUTHON, KPOBETBOPHOH W  POJICTBEHHBIX MM  TKaHEW, pacCesHHBIM  CKIIEPO30M,
TeMOJINTUKO-YPEMHUUECKUM  CHHAPOMOM, OHOIIECKMM apTPUTOM C CHCTEMHBIM HaudajioM,
mykonosmcaxapuaosom |, Il m VI Tumo, amjmacTudyeckodl aHeMued  HEYTOYHEHHOM,
HaciencTBeHHbIM nedunurom ¢dakropoB |l (bubpunorena), VIl (mabunbnoro), X (Crroapra -
[Ipayspa), nui mociie TpaHCIUIAHTAMK oOpraHoB u (wiu) TkaHeidl. (B pen. IlocraHoBneHwus
[paButenscTBa PO ot 24.03.2023 N 468)

IIpn nepenaye JIEKapCTBEHHBIX IIPENApATOB, OTHOCSIUMXCA K OJHOM NPOU3BOJICTBEHHOW CEpHH,
MEXIYy CyObeKkTaMH OOpalleHHs JIEKapCTBEHHBIX CpPEICTB B paMKax TI'pakIaHCKO-TPaBOBBIX
OTHOLIEHUH OpPTraHU3allii, OCYLIECTBIIAIOIINE ONTOBYIO TOPTOBIIIO JEKAPCTBEHHBIMH CPEJICTBAMHU, B
teyeHue 10 paboumx nHEeH ¢ (akTHyecKoM AaThl OTTPY3KH BCEX JICKApCTBEHHBIX IIPENaparos,
OTHOCSIIMXCS K OIHON IMPOW3BOACTBEHHOM CEpHM M TPOJODKAIOUINX HAXOIUTHCA B 000pOTE
(JlekapcTBEHHbIE IMpenapaTbl HE JOJDKHBI ObITh BBIBEAECHBI M3 000pOTa CyOBEKTOM OOpalleHUus
JIEKapCTBEHHBIX CPEACTB, OCYLIECTBIISIIOIIMM OTIPY3KY JIEKaPCTBEHHBIX NPENapaToB), HANIPABIISIOT
B CHUCTEMY MOHHUTOPHUHIA CBEICHHUS, HpeaycMoTpeHHble IyHKToM 4.1 mnpuioxenus N 6 k
Hacrosiiemy [lonoxenuto. (B pex. [locranosnenus [IpaBurenscrBa P® ot 24.03.2023 N 468)

[Tpu 3TOM 1aTON OTIPY3KH BCEH MPOU3BOJICTBEHHON CEPUU CUMTACTCS OJTHA U3 CICAYIONIMX 1at: (B
pen. Ilocranosnenus [IpaBurenscrBa PO ot 24.03.2023 N 468)

JlaTa OTrpPY3KH BCEH IIPOM3BOACTBEHHOM CEpUU JIEKAPCTBEHHBIX IIPENaparoB B paMKax OJIHOMU
otrpy3ku; (B pen. [Toctanosnenus [IpaBurensctBa PO ot 24.03.2023 N 468)

JaTa OTIpy3KM OCTaTKOB JIEKAPCTBEHHBIX IPENapaTroB, OTHOCSIIMXCS K  ONPEIesIEHHOU
IPOM3BOJICTBEHHOI Cepuu, B Clyyae €ClIU JIEKapCTBEHHbIE Ipenaparbl OJHOW MPOU3BOJCTBEHHON
CEepUU OTrpYXKaJMCh HECKOJbKMMM NapTUIMU B pa3Hoe BpeMsa. (B pexa. IlocranoBnenus
I[TpaButennctBa PO ot 24.03.2023 N 468)

44.1. Ilpu nepenave (enepanbHbIM OpraHaM HCIOJIHUTEILHON BJIACTH, OpraHaM TOCYAapCTBEHHOM
BractTu cyOwbekToB Poccuiickoit @Denepany U yHOJHOMOYEHHBIM HMH  OpraHU3aLUSIM
JIEKapCTBEHHbIX INpEnapaToB, 3aKyMaeMbIX JUIsI HYXJ OOOpOHBI CTpaHbl M OE30MAaCHOCTH
rocyJapcrBa, OKa3aHUs T'yMAaHUTapHOW IIOMONIM, JIMKBHJIALUWK IOCIEACTBUN YpPE3BBIYANHBIX
CUTYyalMi, KpyMHOMAcIUTa0OHBIX aBapuil M MHIMJICHTOB MPUPOJHOTO U TEXHOTEHHOI'O XapakTepa, B
LEJIAX UCKIIOYEHHS] BO3MOYKHOCTH PACKpBITHS CBEICHHI, OTHECEHHBIX K TOCYJApCTBEHHOW TalHe,
CyOBEKT oOpallleHus JIEKapCTBEHHBIX CPE/ICTB, OCYIIECTBISIIOMMI Mepeady TakKuX JIEKapCTBEHHBIX
IpernapaToB, B TeueHue S5 pabouux [AHEH ¢ JaThl (PAKTUUECKOM OTIPY3KU JIEKapCTBEHHBIX
[IpenapaToB IPEACTABIAET B CUCTEMY MOHUTOPUHIA CBEICHHMS O BBIBOJAEC JICKAPCTBEHHBIX

IpernapaToB U3 000pOTa, 32 UCKIIIOUEHNUEM CBEJEHUH, IPETyCMOTPEHHBIX NOANYHKTaMu 'T" 1 "x" -

n" myakra 1 mnpunoxenus N 4 k nHacrosmemy Ilonoxenuto. (B pen. IlocranoBnenuit
[TpaButenscrBa PO ot 20.03.2020 N 311, ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

Ao63an BTOpoii - YTparun cuiy. (B pea. [locranosnenus [IpaButensctBa PO ot 24.03.2023 N 468)

44.2. CyOneKT oOpallieHus JIEKapCTBEHHBIX CPECTB, BHIMTOIHSAIOMUN (HYHKIIUH 110 ayTCOPCUHTY TIPH
nepegaue cyObekTam  oOpalleHHsl JIEKapCTBEHHBIX CPEACTB, OCYLIECTBISIOIIMM  OTIIYCK
JICKapCTBEHHBIX TMpEmapaToB OECIIaTHO WM CO CKHJIKOW TIO pELeNnTy Ha JIeKapCTBEHHBIC
npenaparsl, JIEKApCTBEHHBIX MPEMapaToB, 3aKyMaeMbIX JJIsi 00€CTICUCHHs TPaK/IaH 3a CUET CPEICTB
denepanpHOro OrOKETa W (WIM) CpeACTB OromKeTOoB cyObekToB Poccuiickoit denepanuu, B
teueHue 1 pabodero maHs ¢ GaKTHIECKOM aThl OTTPY3KH JIGKAPCTBEHHBIX MPEMapaToB MPEACTaBISET
B CUCTEMY MOHUTOPHHTA CBEJCHUS, MPEAYCMOTPEHHBIC MyHKTOM 6 mipuiioskeHust N 6 K HacToseMy
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[Monoxenuto. (B pea. Ilocranosnenus I[Ipasurenscrea PO ot 21.07.2020 N 1079)

[Ipu sTOoM cCyOBEeKT oOparieHus JEKapCTBEHHBIX CPEICTB (3a HCKIIOYCHHEM 000COOJICHHBIX
MOJpa3/IeIeHuil MEJUIIMHCKUX OpraHu3aliid, PacloI0KEHHBIX B CEIbCKUX HACENICHHBIX MyHKTAX),
OCYUIECTBISIOIIUI MPUEMKY TaKUX JICKAPCTBEHHBIX MpernapaToB, B TeueHue 1 pabodero JHA C ATkl
NPUEMKU JICKApPCTBEHHBIX IPENapaToB M PErHCTPAlMd B CHCTEME MOHUTOPHHIA CBEIECHUH 00
OTTPYXEHHBIX JIEKAPCTBEHHBIX Mperaparax J0 IpeCTaBIeHUs CBEICHUI O JalbHEHIINX ONepaIusax
C TaKMMH JICKAPCTBEHHBIMHU MIPETIapaTaMy MOATBEPKAAET JOCTOBEPHOCT CBEICHUH, COIEpKAIIUXCS
B CHCTEME MOHHUTOPHHIra, IyTeM IMpPEACTAaBICHUS CBEICHHUH, NPEIyCMOTPEHHBIX IyHKTOM 4
npuinoxkeHuss N 6 k Hacrosumemy [lonoxenuto. (B pen. Ilocranosnenunii IlpaBurenscrBa PO ot

21.07.2020 N 1079, ot 18.12.2020 N 2166, ot 06.11.2024 N 1498)

O06ocobneHHble  TMOApa3JeNeHUsl MEIUIHMHCKAX OpPraHM3alui, pacloIOKEHHBIE B  CEIbCKUX
HACEJICHHBIX ITyHKTaX, IOATBEPKIAIOT JOCTOBEPHOCTb CBEIEHUM, COACPXKAILUXCS B CHCTEME
MOHHUTOPHHTA, B COOTBETCTBUU C a03aIleM BTOPHIM HACTOSIIETO MyHKTa B TeueHue 30 pabounx aHen
CO JIHSA NPUEMKHU JIeKapCTBEHHbIX mpenapatoB. (B pea. Ilocranosnenuii [lpaBurensctBa PD ot
18.12.2020 N 2166, ot 06.11.2024 N 1498)

45. CyOnekt oOpalleHust JEeKapCTBEHHBIX CPEACTB, OCYIICCTBISIONIMNA KOHTPAKTHOE (TOIPSAHOE)
IIPOU3BOJICTBO JIEKAPCTBEHHBIX NpenaparoB Ha Teppuropun Poccuiickoit denepannu, npu nepenaye
JIEKapCTBEHHBIX MPEnaparoB (FOTOBOW MPOAYKLNHU) CyOBEKTY OOpallleHus JEKapCTBEHHbBIX CPECTB,
ABJISIIOIIEMYCS 3aKa3YMKOM TAaKOI'O KOHTPAKTHOrO (MOAPSAHOIO) NMPOU3BOACTBA, JHOO CyOBEKT
oOpallleHus1 JIEKapCTBEHHBIX CPEICTB, SBIAIOIIMNACA 3aKa3YMKOM KOHTPAKTHOrO (TIOJPSIIHOTIO)
IPOM3BOJICTBA, OCYIIECTBIISIIOIIMI BO3BpAT JIEKAPCTBEHHBIX IpenapaToB CyObEeKTy oOpalieHus
JIEKapCTBEHHBIX  CPEACTB,  OCYILECTBUBLIEMY KOHTPAaKTHOE  (MOAPSAIHOE)  IMPOU3BOJCTBO
JeKapCTBEHHbIX IpenapaToB, B TeyeHHE 5 pabouumx JHEW C JaThl Iepefayd JIeKapCTBEHHBIX
[IPENapaToB MIpPEACTaBISIET B CHUCTEMY MOHMUTOPUHIA CBEJCHMS, NPEILyCMOTPEHHBIE IMYHKTOM 5
npunoxenuss N 6 x HactosmeMy Ilonoxenuto. (B pen. Ilocranonenus IlpaBurensctBa PO ot
24.03.2023 N 468)

[Tpu 3TOM CcyOBEKT 0OpalieHus JeKapCTBEHHBIX CPECTB, SBISIOUIMICSA 3aKa3YUKOM KOHTPAKTHOTO
(MOapsAHOTO)  MPOU3BOJICTBA  JIEKAPCTBEHHBIX  MpENaparoB, JUOO CyOBEKT OOpalieHus
JIEKapCTBEHHBIX CPEACTB, OCYLIECTBUBIIMI KOHTpakTHOE (TOAPSAHOE) MPOM3BOJACTBO (B ciyyae
BO3BpaTa JIEKAPCTBEHHBIX MpPEMapaToB CyOBEKTOM OOpalieHus JIeKapCTBEHHBIX CPEJICTB,
SBJISIOIIMMCS.  3aKa3YMKOM  KOHTPAKTHOrO  (MOAPSAAHOIO)  IMPOU3BOJACTBA  JIEKAPCTBEHHBIX
npenapaToB), B Te4eHHE S5 paboumx JHEH C JaThl NPHUEMKH JIEKAPCTBEHHBIX TIpenapaToB W
perucTpanyy B CHCTEME MOHMTOpPMHIA CBEJICHHHM O MepeJaHHbIX JIEKAPCTBEHHBIX Ipernaparax o
NPEJCTAaBICHUS CBEICHHU O JaTbHEHIIMX OINepalusx C TaKUMH JIEKAPCTBEHHBIMU IIperapaTaMu
HOJTBEPAKIAET TOCTOBEPHOCTh CBEJICHHM, COJEPIKALIMXCS B CUCTEME MOHUTOPUHIA O MEepeJaHHbIX
JICKapCTBEHHBIX IIperaparax, IyTeM MPeACTaBICHUS CBEICHHH B CHCTEMYy MOHHTOPHHTA,
OpeayCMOTpPEeHHBIX NyHKTOM 4 mnpunoxenus N 6 k Hacrosmemy [lomoxxenuro. (B pen.
[Mocranosnenus [IpaButensctBa PD ot 24.03.2023 N 468)

46. CyObekT oOpamieHusi JEKapCTBEHHBIX CpPEACTB (32 HCKIIOUYEHHEM 000COOICHHBIX
NOJpa3/ieIeHuil METUIIMHCKUX OpraHu3alMid, pacroj0XKEeHHbBIX B CEIbCKUX HACENEHHBIX MyHKTAX),
OCYLIECTBIISIONIMI BBIBOJA M3 000pOTa JEKAPCTBEHHBIX IpPENaparoB (3a UCKIIOYEHHEM BBIBOJA U3
00opoTa JIeKapCTBEHHBIX IPENapaToB IMyTeM BbIBO3a paHee BBe3eHHBIX B Poccuiickyro denepannn
JIEKapCTBEHHBIX IIPENapaToB, YHUYTOXKEHHUS JIEKAPCTBEHHBIX IIPENapaToB, IOMEUICHHBIX 0]
TaMOKEHHYIO MpPOLEAYPY YHUYTOKEHHS, BBIBO3a JIEKAPCTBEHHBIX IPENAapaToB, MApKUPOBAHHBIX
CpeICcTBaMU  UACHTU(UKAIMM, 3a MpeAeibl TaMOXXEHHOHM  TeppuTopuu  EBpasuiickoro
HPKOHOMHYECKOTO COI03a, MOMEIIEHHBIX M0J] TAMOXEHHYIO MPOLELYpY IKCIOpTa, WIN NEPEJayd Ha
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YHUUYTOXKEHHUE DPaHEe BBEACHHBIX JIEKAPCTBEHHBIX IpENapaToB B TIPaXJaHCKHMM 000poT Ha
tepputopun Poccuiickoit denepanun), B TeueHue 5 pabouux JHEH C JaThl COOTBETCTBYIOLICH
Olepalyy WM C JaThl IPUEMKHU JICKApCTBEHHBIX IpenapaToB Ha (apMaleBTHUYECKHM ckian (mpu
BBIBOZIC M3 000pOTa JIEKAPCTBEHHBIX IMPENAapPaToOB B 30HE TAMOXKEHHOT'O KOHTPOJIS) MPEACTABISIET B
CHCTEMY MOHUTOPHHIA CBEICHMS, IPEIyCMOTpEeHHbIe IyHKTOM | mpuioxkeHus N 4 k Hacrosiuemy
[Tonoxxenuto. (B pen. Ilocranosnenuii IlpasurensctBa P® ot 21.07.2020 N 1079, ot 18.12.2020 N
2166, ot 06.11.2024 N 1498)

OO6ocobsieHHble  MOApa3JeNeHUs] MEAMLMHCKUX OpraHu3aluii, pacloyoKEHHbIE B CEIbCKUX
HACEJICHHbIX NYyHKTaX, B TeueHue 30 pabOouux JHEH €O JHS COOTBETCTBYIOUICH oONepanuu
IPEJCTaBISAI0T B CHCTEMY MOHUTOPHHIA CBEJICHHS], IPELyCMOTPEHHbIEe MyHKTOM 1 npuioxenus N 4
K HacrosiueMy Ilonoxenuto. (B pen. Ilocranosnenuii IpaBurensctBa PO ot 18.12.2020 N 2166, ot
06.11.2024 N 1498)

47. CyObexkT oOpameHus JEeKapCTBEHHBIX CpEACTB, OCYIIECTBISIONIMKA BBIBOA W3 000poTa
JICKapPCTBEHHBIX MPEMapaToB MyTeM YHUYTOXKEHHUS JIEKApPCTBEHHBIX MPENapaToB, MOMEUICHHBIX MO/
TaMOXEHHYIO TPOIEAYPY YHHMUTOXCHHS, BBIBO3a JIEKAPCTBEHHBIX IPENapaToB, MapKUPOBAHHBIX
CpeIcTBaMU  HUACHTU(UKAIMKM, 3a MpeAelbl TaMOXXEHHONM  TeppuTopuu  EBpasuiickoro
HKOHOMUYECKOTO COI03a, IMOMEILEHHBIX O]l TaMOKEHHYIO MPOLENypy 3KCIOPTa, MPEACTaBIsET B
CUCTEMY MOHHUTOpPUHTA CBEJICHUS, MPEyCMOTPEHHbIE MyHKTOM 2 mpuioxeHuss N 4 k HacTosieMy
[Tonoxennto, B Te4eHHE S5 paboO4YMX IHEW C JaThl COOTBETCTBYIOWIEH omepauuu. (B pen.
[Tocranosienus IIpaButenscTBa PP or 21.07.2020 N 1079)

48. CyObexkT oOpalieHusl JIEKapCTBEHHBIX CPEICTB, OCYIISCTBISIIONIMI BBIBOJ M3 000poTa
JIeKapCTBeHHBIX npenapaTOB HYTGM Hepe)laqn JIeKapCTBCHHBIX HpenapaTOB Ha YHI/I‘ITO)KCHI/IC, B
TedeHue 5 paboymx AHEH ¢ AaThl Mepefauyd Ha YHUYTOXKEHHE JICKApPCTBEHHBIX MPErnapaToB [0
HpeIlCTaBJIeHI/ISI CBGI[CHI/Iﬁ (0] q)aKTC YHI/I‘ITO)KCHI/IFI HeKapCTBeHHI)IX HpenapaTOB HpGZICTaBJUIeT B
CUCTEMY MOHHMTOpPHHTA CBEJIEHUs, MPEIyCMOTPEHHbIe MyHKTOM 3 mpuioxkeHuss N 4 k HacToseMy
ITomoxxenuro.

[To uTOoraM YHHUUYTOXXEHHs JIEKAapCTBEHHBIX IpernaparoB CyOBEKT oOpallleHUsl JeKapCTBEHHBIX
CPEJICTB, OCYIECTBUBUINI Iepenady JIEKapCTBEHHBIX MpENnaparoB Ha YHUUYTOXKEHUE, B TEUEHUE 5
pabouux THEH C 1aThl MOJYYEHHs aKTa 00 YHUUTOKEHMHM IPEJCTABISAET B CUCTEMY MOHHTOPUHIA
CBEZIeHMSI, IIpefycMOoTpeHHbIe MyHKTOM 4 npuiioxkenus N 4 k HacrosmeMy [lonoxenuto.

49. CyObexkT oOpalmieHusi JEKapCTBEHHBIX CPEJCTB, OCYIIECTBISIONINN BBIBOJ U3 000poTa
JIEKapCTBEHHBIX MpEnapaToB MOMELIEHUEM 101 TAMOXKEHHYIO IPOILEypy PEIKCIOopTa, B TEUECHHE 5
pabounx gHEH €O JHS BBINYCKa JIEKAPCTBEHHBIX IPENapaToB B COOTBETCTBUU C TaMOXXECHHOM
IpOLETypol PEdKCIopTa MPEACTABIsSET B CUCTEMY MOHUTOPHMHIA CBEJICHMS, MPEIYyCMOTPEHHBIE
nyHkToM 2 npuioxenus N 4 x Hacrosiemy [lonoxenuro. (B pen. Iloctanosnenus [IpaButenbcrBa
PO ot 24.03.2023 N 468)

49.1. CyObekT oOpaieHus JeKapCTBEHHBIX CPEJICTB, OCYIISCTBISIIONIMKA BBIBOJ W3 000poOTa
JIEKAPCTBEHHBIX NpPENapaToB IMPU BBIBO3E JIEKAPCTBEHHBIX IpENapaToB B TOCyJapCcTBa - YICHBI
EBpasuiickoro 3KOHOMHYECKOTO COI03a B paMKax TPAHCTPAHWYHOW TOPTOBIM HA TaMOXKEHHOM
TeppuTopuu EBpa3miickoro SKOHOMHYECKOTO COI03a, B TeUeHUE 5 pabouux JHEW ¢ JAaThl OTIPY3KH
JICKAPCTBCHHEBIX NpCapaToB MPEACTABIACT B CUCTEMY MOHUTOPUHIAa CBEACHUSA, ITPEAYCMOTPECHHBIC
nyHkToM 5 npunoxeHus N 4 x Hacrosimemy [lonoxenuro. (B pen. [loctanonenus [IpaButenbcrBa
P® ot 24.03.2023 N 468)

50. Ilpu ocymiecTBI€HHH MOBTOPHOTO BBOAA B OOOPOT JIEKAPCTBEHHBIX MPENapaToB CyOBEKT
oOpalleHns JIEKapCTBEHHBIX CPEJICTB B TE€UEHHE 5 paboumx JHEW ¢ JaThl yKa3aHHOW orepanuu
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MPEJCTABISIET B COOTBETCTBUM C HMHCTPYKLHEH, MPETyCMOTPEHHONW MYHKTOM 32 HACTOSIIErO
[TonmokeHus, B CUCTEMY MOHUTOPUHTA CBEJICHUS, IPEIyCMOTPEHHBIE MyHKTOM 14 mpunokenus N 3
K Hacrosimemy ITomoxenwuro. (B pex. ITocranosnenus IpaButensctBa P® or 24.03.2023 N 468)

51. CyObexTbl oOpalieHHsl JEeKapCTBEHHBIX CPEACTB, OCYIIECTBISIONINE PO3ZHUYHYIO TOPIOBIIIO
JIEKApCTBEHHBIMHU TIpenapaTaMu U OTIYCK JEKAPCTBEHHBIX MPENnapaToB CO CKUJKOW IO PELEenTy Ha
JICKapCTBEHHbIE IpenapaThl, MapKUPOBAaHHBIX CPEACTBAMU WACHTU(DUKAIMH, MPEICTABISAIOT
CBEJICHWSI O BBIBOJE U3 000pOoTa JICKAPCTBEHHBIX IMPEMapaToB C  HCIOJH30BAHHEM

KOHTPOJIbHO-KaccoBor TexHWKH. (B pen. [loctanoBnenus IlpaBurensctBa PD or 21.07.2020 N
1079)

[lepenavya uHOpPMAIMU B CUCTEMY MOHHUTOPUHIA O JICKapPCTBEHHBIX Iperaparax, BHIBEJICHHBIX H3
obopora  cyObekTamMu  OOpalleHHsT  JIEKapCTBEHHBIX  CPEACTB, HE  NPUMEHSIONIUMH
KOHTPOJIbHO-KACCOBYIO TEXHUKY HJIM IPHMEHSIOIUMU KOHTPOJIbHO-KACCOBYIO TEXHHKY B PEXKUME,
HE TpelyCMaTPUBAIOLICM 00s3aTeNIbHOM Tepeiaun (PUCKAIbHBIX JOKYMEHTOB B HAJIOTOBBIC OPraHbI
yepe3 orepaTopa (HCKaJbHBIX JAHHBIX, B CIIydyasXx, ycTaHOBIEHHbIX DenepanbHbM 3akoHOM "O
IIPUMEHEHUN KOHTPOJBHO-KACCOBOM TEXHUKHM IIPUM OCYIIECTBICHHHM pacueToB B Poccuiickoin
@epepanuu'", NTPOU3BOAUTCS TAKUMH CyOBEKTAMH OOpaIlleHHs] JICKapCTBEHHBIX CpPEACTB C
UCTIONIb30BaHUEM (DyHKIMOHANIA cUCTeMbl MOHUTOpUHTA. (B pen. IlocranoBnenus [IpaBurenncTBa
P® ot 21.07.2020 N 1079)

CyObeKThl 00palieHus JIEKapCTBEHHBIX CPEJCTB, OCYIIECTBISIONNE MEIUIIMHCKYIO ACSITENbHOCTD U
BBIBOJ] M3 000pOTa JIEKAPCTBEHHBIX IMPENapaToB MPU OKA3aHUU MEIUIIMHCKOW MOMOIIM, a TaKKe
CyOBeKThl oOOpalleHusi JEeKapCTBEHHBIX CpPEICTB, OTIYCKAIOIIKWE JIEKapCTBEHHBIC MpenapaThl
OecIUIaTHO IO PELeNTy Ha JICKAPCTBCHHBIC TPENaparhl, MPEACTABISIOT HHPOPMAIIUIO B CHCTEMY
MOHHMTOPHHTA O BBIBOJE M3 000pOTa JIEKAPCTBEHHBIX MPENapaToB MyTeM OTITYCKa JEKAapPCTBEHHBIX
npermapaToB OECIUTATHO 1O PEIEnTy Ha JICKapCTBEHHBIC IpEerapaThl WM OTIYCKa MPH OKA3aHHWH
MEAWIIMHCKOW TIOMOIIM C HWCIOJIB30BAaHHWEM PETUCTPATOPOB  BBIOBITHS, TMPEICTABISIEMBIX
OTepaTopoM cucTeMbl MOHUTOpHHTA. (B ped. [loctanosnenus [IpaBurensctBa PO ot 21.07.2020 N

1079)

OcHamieHne cyObeKTOB 00paIeHus JIGKAPCTBEHHBIX CPEJICTB, OCYIIECTBISIONINX BHIBOJ U3 000pOTa
JIeKapCTBEHHBIX MPENapaToB MPHU OKa3aHUU MEAULMHCKON MOMOIIM WU MyTEM OTITycka OecIuiaTHO
JIEKapCTBEHHBIX MPEMapaToB IO PEIENTy Ha JIEKAPCTBEHHBIC NIPENapaThl, PErHCTPATOPAMH BBHIOBITHS
OCYILIECTBIISICTCSI OIIEPATOPOM CHCTEMbI MOHUTOPHHIra Ha O€3BO3ME3/IHOM OCHOBE. B memsx takoro
OCHAIIIEHUSI CYOBEKTHI OOpalmieHus JIEKapCTBEHHBIX CPEICTB 3aKIIOYAIOT C ONEepaTOpPOM CHCTEMBI
MOHUTOPHHTa JIOTOBOPbI, B TOM YHCII€ COJEpKallli€ YCJIOBUS MPEIOCTABICHUS TaKOIro
000pyIOBaHUSI M €ro perjJaMeHTHOTO OOCIyXUBaHUS Ha O€3BO3ME3JHON OCHOBE. (B pell.
[Tocranosnenus [IpaBurenscta PO ot 21.07.2020 N 1079)

TumnoBas ¢popma Takux JOrOBOPOB yTBEpXkaaeTcsi MUHUCTEPCTBOM NMPOMBIIUIEHHOCTH M TOPTOBJIX
Poccwuiickoit ®enepanuu. (B pen. [Toctanosnenus [paBurensctea PO ot 21.07.2020 N 1079)

B cnyuae HepaOOTOCIOCOOHOCTH perucrparopa BBIOBITHS, MOATBEP)KICHHON YBEJIOMIICHUEM,
HalpaBlIieMbIM CyOBEKTOM  OOpalleHHsl JIeKapCTBEHHBIX CpPEACTB  ONEPaToOpy  CHUCTEMBI
MOHUTOPHHIA, Teperaya CBEJCHHH O BBIBOJE U3 000pOTa JIEKapCTBEHHBIX IpENapaToB IyTeM
OTIIyCKa JIEKAPCTBEHHBIX IMpenapaToB OECIUIaTHO WM OTIYCKa MpU OKa3aHUM MEAUIIMHCKON
MOMOIIIM Ha MEPUOJI BOCCTAHOBIEHHS PabOTOCIOCOOHOCTU WM 3aMEHbI PErHcTparopa BbIOBITHS
OCYILECTBIISICTCS CyOBEKTOM OOpPAIIEHUs JIEKAPCTBEHHBIX CPEJICTB C UCIOIb30BAHUEM (PYHKIIMOHANA
cucteMbl MoHUTOpUHTA. (B pen. [ToctanoBnenus [IpaBurensctBa PO ot 21.07.2020 N 1079)

52. CyObekTbl OOpalleHus JEKapCTBEHHBIX CPEJICTB MpU OOHApYKEHHWH OIIMOOK B CBEICHMSX
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(HETOCTOBEPHBIX CBENIEHUH), MPEACTABICHHBIX UMH B CUCTEMY MOHUTOPHUHTA MPH BBOJE B 000POT
JICKAPCTBCHHLIX IIPCIIapaTOB U 060p0Te JICKAPCTBCHHLIX IIPCIIapaToB, MPCACTABIIAAIOT B CUCTEMY
MOHHUTOPHUHTa MHGOPMAIUIO, HEOOXOAUMYIO ISl MCIIPABICHUS YKAa3aHHBIX OMIMOOK B CBEICHHSX
(HETOCTOBEPHBIX CBEJICHUN) (faliee - UCIPaBIICHUE OMTUOO0K).

CyObekThl OOpalieHusi JeKapCTBEHHBIX CPEJICTB BIPaBE BHECTH HCIPABICHUS OIIMOOK O TOTO
MOMEHTa, KOrjJja OHU ObUIM YBEIOMJIEHBI O Ha3HAaY€HWU B OTHOIIEHWUM HHUX HPOBEPKH,
OCYIICCTBIISIEMON B yCTaHOBIEHHOM Topsiake DenepanpHoil ciayx)00i 1o Ham3opy B cdepe
3/paBOOXpaHEeHUs, MO (haKTy NpPEACTaBICHUS CyObeKTaMu OOpallleHHs JIEKaPCTBEHHBIX CPEICTB
OIMOOYHBIX (HETOCTOBEPHBIX) CBEACHUH.

B ciydae ecnu B mpeiCTaBICHUU CBEICHUI, B KOTOPBIX OOHApY)KEHBbI OIIMOKH (HEIOCTOBEPHBIC
CBEJICHMSI), YIaCTBOBAIH JIPYTHE CYOBEKTHI OOpaIleHus JCKaPCTBEHHBIX CPENICTB, TO MCIPABICHUS
OMMOOK CYMTAIOTCS TPUHATHIMH TIOCJIC TOATBEPXKACHUS JIOCTOBEPHOCTH IPEICTABICHHBIX
WCIIPABIICHUH OIMMOOK B CHCTEME MOHUTOPHHIAa BCEMH YYaCTHUKAMH IMPEACTABICHUSI CBEIACHHM, B
KOTOPBIX OOHAPYKEHBI OIIUOKHU (HETOCTOBEPHBIE CBE/ICHNU).

AG3an yetBepThIit - YTparun cuiy. (B ped. [loctanosnenus [IpaButensctBa PO ot 24.03.2023 N
468)

B cucreMy MOHUTOpHHTa BHOCSITCS CJIEAYIOIINE UCTIPABICHHS OIIMOOK B OTHOIIEHUH COOCTBEHHBIX
onepaunuii:

OTMeHa CyOBEKTOM OOpaIlIeHus JIEKAPCTBEHHBIX CPEJCTB paHee 3aperuCTPUPOBAHHON orepanuu (B
cilyyae, €ciid IIocjie TaKoM olepaluyd He ObUIM COBEpIICHBI JEHCTBHS C MEpeXoAoM IpaBa
COOCTBEHHOCTH Ha JIEKAPCTBEHHBIE IIPENapaThl);

OT3bIB  COOOIIEHUS 00 OTrpy3Ke JIEKAPCTBEHHBIX IpenaparoB CyOBEKTOM oOOpalieHus
JEKapCTBEHHBIX CPEACTB - OTIPAaBUTENIEM TAKOIO COOOMIEHUs, IEPEIaHHOrO IOIYy4aTeNro
JIEKapCTBEHHBIX IpenaparoB. Takasg KOPpPEKTUPOBKa BO3MOXHa [0 IIepefadyd CBEIEHUU O
MOJATBEP)KJIEHUU Tepellaud  JIEKApCTBEHHOrO Ipernapara JpyruM CyObEeKTOM  OOpalieHHs
JIEKapCTBEHHBIX CPEJCTB;

0TKa3 cyObeKTa oOpallieHHs JIEKapCTBEHHBIX CPEACTB - MOJIydaTelis JIEKapCTBEHHBIX MPEnapaToB OT
MPUEMKH JIEKAPCTBEHHBIX MpernapaToB. Takas KOPpPEKTUPOBKAa BO3MOKHA JI0 Tepefadn CBEACHUN O
NOJATBEPXKJIEHUHM Tepellaud  JIeKapCTBEHHOTO Ipemnapata JIpyruM CyOBEKTOM  oOpalleHus
JIEKapCTBEHHBIX MIPENapaToB;

KOPPEKTHPOBKa CyOBEKTOM OOpaIlleHusl JIEKApCTBEHHBIX CPEJICTB paHee HalpaBIEHHBIX UM
CBEJICHMI B CHCTEMY MOHMTOPHMHIa O Iepejadye JIEKapCTBEHHOrO IpernapaTra APYroMy CyObeKTy
oOpaleHns JeKapCTBEHHBIX CpPEACTB C IMOJTBEPKACHUEM TaKOH KOPPEKTUPOBKH CYyOBEKTOM
oOpallleHusl JIEKapCTBEHHBIX CPEACTB, KOTOPOMY IepelaHbl Takue JIEKapCTBEHHbIE Mpernaparsl. (B
pen. [TocranoBnenus I[IpaBurenscrBa P® ot 21.07.2020 N 1079)

53. BiokupoBKa MPUHATUS CUCTEMOH MOHUTOPHMHIA CBEJIEHHH O BBOJE B 00OpPOT JIEKapCTBEHHBIX
npenapaToB, o0 obopore M (WIM) O BBIBOJE M3 000pOTa JIEKAPCTBEHHBIX IpenaparoB (gauee -
OJIOKMPOBKA) OCYLIECTBISETCS B aBTOMAaTHUYECKOM pEXHME B COOTBETCTBUU C PEIJaMEHTOM,
oTpezieNiieMbIM OIEPaTOPOM CHCTEMbl MOHMTOPHMHIA U COIJIacoBaHHBIM ¢ DejepanbHON Cy:k00i
1o Haa30py B cdepe 3apaBooxpanenus. (B pen. Ilocranosnenus [Ipasurenscrea PO ot 30.08.2019
N 1118)

bnokupoBka u oTMeHa OJIOKUPOBKM MOTYT BBOJUTHCS B OTHOILEHHM €IUHHIIBI JEKApCTBEHHOTO
npernapara, HapTUU JIEKAPCTBEHHBIX IMPENapaToB WM CEPUU JIEKAPCTBEHHBIX IMpenaparoB. (B pel.
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[Tocranosnenus [IpaButenscTBa PD ot 24.03.2023 N 468)
[lepeuens npuynH OJIOKUPOBKHU MpHBeeH B mpuiioxxkeHuu N 7.

[Ipu yctpaneHuu CyOBEKTOM OOpAIICHHUS JEKAPCTBEHHBIX IPENapaToB MPUYHH, MOCITYXHBIIUX
OCHOBaHMEM 7151 OJIOKUPOBKH, OTMEHA OJIOKUPOBKHU OCYLIECTBIISIETCS B aBTOMaTHYECKOM PEXHUME.

B otnenpHBIX cioyyasx, mepedeHb KOTOpbIX ompezensercs denepanbHoil ciaykO00i Mo HAA30py B
cdepe 31paBOOXpaHEHUS, NMpPHU OJOKUPOBKE IOMYCKAETCS BO3MOXKHOCTH TEpelayd CBENEHUH O
BO3BpaTe JIEKAPCTBEHHBIX MpENapaTroB MOCTABILKKY, O Mepeaaye JIEKApCTBEHHBIX IpPernapaTroB Ha
YHUYTOXXKEHUE U (UTH) 00 MHOM BHJIC BBIBOJIA M3 000POTA JICKAPCTBEHHBIX MPETIapaTOB.

Ao03arl maTelii - YTpatuin cuiy. (B pen. [Tocranosnenus IIpaBurensctBa PO ot 24.03.2023 N 468)

VII. Ilopsinok nmpenocraBjieHusi MHGoOpMaIMu, coaep:Kaleics B
cHUCTeMe MOHUTOPHUHIA

54. AGzan nepBbIil. - YTparun cuny. (B pea. [locranosnenus IlpaBurenscrea PO ot 29.11.2023 N
2027)

Oo6manarenem wWH(pOpPMAIK, COJIEpXKAIICHCS B CHUCTEME MOHHTOPHHTA, sIBIseTCs Poccuiickas
®denepanus. [IpaBomouns obnagarens uHGOPMAIMH, COACPKAIICHCSI B CHCTEME MOHUTOPHHTA, OT
uMeHu Poccuiickoil ®enepanuu ocyuiecTBiseT MHHHUCTEPCTBO 3ApaBoOXpaHeHust Poccuiickoi
Oeneparuu. Obnamarens WHPOPMAIUH, COACpPKAIICHCS B CHCTEME MOHUTOPHHTA, 00eCreqYnBacT
KOH(PHUICHIIMAIIBHOCT, TaKOHW HHQpOpMAlMKM, 3a MCKIOYEHHEeM HWH(GOPMAIMi, OTHECEHHOMN
[IpaButensctBOM Poccuiickoit  ®enepanuu  k  obmienoctynHoi  uHbopmaruu. (B pell.
[Tocranosnenuii ITpasutenscrBa PO ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

Omneparop cUCTEMBI MOHHUTOPHHTA OCYIIECTBISICT NEWUCTBUSA ¢ WH(pOpMaIuel, coiepxalieics B
CHUCTEME MOHUTOPHUHTA, WJIA Pa3peliaeT OCYIIECTBICHUE TaKUX JEHCTBUM B TIpeesiax MOJTHOMOYHH,
YCTaHOBJICHHBIX (pelepalbHBIMU 3aKOHAMH M MPUHUMAEMBIMH B COOTBETCTBUU C HUMH HHBIMH
HOPMAaTUBHBIMU MpPaBOBbIMU akTamMu Poccuiickori ®dexnepanuu, B TOM YHCIE€ HACTOSAIIAM
[Tonoxenuem. (B pex. [Tocranopnenus [IpaBurensctea PO ot 21.07.2020 N 1079)

55. doctyn k uHbOpMaIINH, COJIepKAIIEHCs B CHCTEME MOHUTOPHHTA, 00ECTICUMBAETCST OTIEPATOPOM
CUCTEMBbl MOHUTOPHHTA C YYETOM CIEIyIOIHX nonoxkeHuit: (B pen. [locranosnenus [IpaButenbcTBa
P® ot 29.11.2023 N 2027)

a) 10CTyI (peliepabHBIX OPraHOB MCIIOIHUTEIbLHON BJIACTH U UCIIOJHUTENBHBIX OPTaHOB CYOBEKTOB
Poccuiickoii ®denepaiiu B OTHOLIEHUM cCOJEpKallleiicss B CHUCTEME MOHHUTOPUHIa HH(pOpManuu
OCYILECTBIIIETCSI B TOM  4YHMCI€  IIOCPEICTBOM  HMH(PACTPYKTYphl,  00ECHEedMBaOLIEH
UH(POPMALIMOHHO-TEXHOJIOTHYECKOE B3aMMOACUCTBUE HH(DPOPMAIIMOHHBIX CHCTEM, HCIOIb3yEeMbIX
JUISL IPEIOCTABIEHUS TOCYJaAPCTBEHHBIX U MYHULIUITAIBHBIX YCIYT U UCIIOJIHEHUS TOCYAapCTBEHHBIX
U MYHUIMNAIbHBIX (QYHKIMNA B 35eKTpoHHOU (dopme; (B pen. [locranoBnenus IIpaBurenscta PO
ot 29.11.2023 N 2027)

0) moctyn cyOBEKTOB OOpaleHHs JTEKaPCTBEHHBIX CPEJCTB, MPEACTABISIOMINX WHMOOPMAILIUIO IS
BHECEHHS B CHCTEMY MOHHTOPWHTA, B OTHOIICHWH TPEICTABICHHOW WMH WH(OpManuu u
00IIeTOCTYTHON HH(OPMAIINH, COAEPIKAIIEHCS B CUCTEME MOHUTOPUHTA, OCYIIECTBISETCS Yepes
JUYHBIA ~ KaOWMHET CyOBbeKkTa OoOpalieHus JIeKapCTBEHHBIX CPEJACTB WM  TOCPEJICTBOM
WH(OPMAIIMOHHBIX DJIEKTPOHHBIX CEPBUCOB C HCIOJIB30BAHUEM CTAHJAPTHBIX TMPOTOKOJIOB U
uHTEp(ENCcOoB AIEKTPOHHOTO B3aNMO/ICHCTBHS,
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B) JOCTYIl IpaXJaH B OTHOLICHHH COJAEp Kalleicsi B CUCTEME MOHUTOpPHHIa HMHGOpMaluu Ipu
MPOBEPKE CpPEICTBA HACHTU(UKAIMUA OCYIIECTBISIETCS C  HCIOJBb30BaHHEM MOOUIBLHOTO
npuioxenus." (B pexa. [Tocranosnenus IpasutenscrBa PO or 29.11.2023 N 2027)

56. MoOuibpHOE NPUIIOKEHHUE TPU MPOBEPKE CPEACTBA UACHTUPHUKAIIUN 00eCIIeUnBAET B TOM YHCIIE
CJIeIyIOIIHNE BO3MOKHOCTH CUCTEMbI MOHUTOPHUHTA:

a) CUYMTBIBAaHME CPEACTB HACHTU(UKALMU C YMNAKOBKM JIEKApCTBEHHOIO Ipenapara; (B pex.
[Tocranoenenus [IpaBurenscTBa P® ot 29.11.2023 N 2027)

0) oroOpakeHHe Pe3yIbTaTOB MIPOBEPKH CPEACTBA UACHTU(DUKAIINH B CHCTEME MOHUTOPHHT A,

B) BO3MOXKHOCTb HAIpaBJIECHUS CBEICHUH B CHCTEMY MOHHUTOPHUHIA O HapyLIEHUAX MOpsIKa
MapKUPOBKH JIEKAPCTBEHHBIX IIPENIAPATOB.

56(1). MoOwibHOE TPUIIOKEHUE €AMHOIO IMOpTala roCyJapCTBEHHBIX U MYHULMNAIBHBIX YCIYT,
B3aMMOJICHCTBYIOIIETO0 C CHUCTEMOM MOHUTOpPHUHIA, IpPH IPOBEPKE CPEIACTB HACHTU(UKALUU
o0OecrieunBaeT B TOM 4MCIIE Cleayromue Bo3MoxkHOoCTH: (B pell. IlocranoBnenus [IpaButensctea PO
or 16.09.2023 N 1514)

a) CUMTBIBAHUE CPEACTB HUIACHTUPHUKAIUU CO BTOPUYHOM (TOTPEOUTENHCKOM) YHNAKOBKH
JIEKapCTBEHHOTO Ipenapara (B ciydae €€ OTCYTCTBMs - INEpBUYHOM YMAKOBKH JIEKApCTBEHHOTO
npenaparta); (B pea. [Tocranosienus [IpaButensctBa PP ot 16.09.2023 N 1514)

0) oToOparkeHHE PE3yJbTAaTOB MPOBEPKH CPEACTBA HICHTHU(PUKANUUA B CUCTEME MOHUTOPHWHTA; (B
pexn. ITocranosnenus IIpaBurenanctBa PO ot 16.09.2023 N 1514)

B) HAINpaBlieHHE B CHUCTEMYy MOHUTOPHUHTA CBEICHUM O HAPYUICHUSX TMOPSAKAa MapKUPOBKH
JIEKapCTBEHHBIX IpenapaToB. (B pen. [locranosnenus IIpasurenascrBa PO ot 16.09.2023 N 1514)

B0O3MOXXHOCTh HampaBji€HHs C HCIOJb30BAaHUEM €AUMHOrO TMOpTajla TOCYAapCTBEHHBIX U
MYHUIUTIATBHBIX YCIYT B CUCTEMY MOHUTOPHHTA CBEJCHUN O HAPYIICHUSX MOPSIKAa MapKHUPOBKHU
JIEKapCTBEHHBIX MpenapaToB (MpU HATWYUH TEXHUYECKOM BO3MOXKHOCTH) oOecreduBaeTcs MpH
YCIOBHHM TPOXOXKIEHUS (HU3MYECKUMM JUIAMHA Ha €JUHOM TMOpTajie TOCYJapCTBEHHBIX U
MYHHIIMIIATBHBIX YCIYT TPOUEAYp HWIASHTHU(PHUKAUMU U ayTeHTU(UKAIMU C HCIOJIb30BaHUEM
beneparbHON ToCyIapcTBEHHON MHGOPMAIIMOHHON cucTeMbl "EnnHas cucremMa MIeHTU(PUKALMKA U
ayreHTudukanuu B HHDpacTpyKType, oOecneunBamomeld HHOOPMAIMOHHO-TEXHOJIOTHUECKOE
B3aUMOJICCTBHE  WH(DOPMAIMOHHBIX  CHCTEM,  HCIOJB3YEMBIX  JJisi  TMPEJOCTABJICHHS
TOCY/IapCTBEHHBIX M MYHHIIMIAJIBHBIX YCIOYT B 3ekTpoHHOU (opme". (B pen. IlocranoBnenus
[TpaButenscTBa P® ot 16.09.2023 N 1514)

57. CyObeKT oOpalleHus JeKapCTBEHHBIX CPEJCTB MOXKET MOJIYYUTh JOCTYI KO BCEM DJIEKTPOHHBIM
JIOKyMEHTaM, IEPEeTaHHbIM UM B CUCTEMY MOHMTOPHHIA, 4 TAKXKE K JJIEKTPOHHBIM JIOKYMEHTaM,
CO3/IaHHBIM CHUCTEMON MOHMTOpPUHIA IO pe3yJbTaTaM OOpaOOTKM TMOJYYEHHBIX OT CyOBEeKTa
oOpaillleHusl JIEKapCTBEHHBIX CPEJICTB JIOKYMEHTOB, a Takke K HHPOpMAIH, OTHECEHHOU
[TpaButensctBoM  Poccuiickoit  ®epepauuu Kk  obmienoctynmHoit  uHpopmanuu. (B pen.
[Mocranosnenus [IpaButenscrBa PD ot 21.07.2020 N 1079)

57.1. DMUTEHTY CpeACTB HJEHTHU(UKALWHU, 3apPETUCTPUPOBAHHOMY B CHCTEME€ MOHMUTOPHUHIA U
NpPEJCTaBUBIIEMY CBEJIEHHUS B CHUCTEMY MOHUTOPMHIa O HAHECEHHM CPEJCTB MIACHTU(UKALUU Ha
YIaKOBKU JIEKAPCTBEHHBIX MPENapaToB, MIOMUMO CBEJIEHUH, YKa3aHHBIX B MyHKTE 57 HACTOSIIETO
[Tonoxenus, odbecreunBaeTcs IOCTYI K CIAEIYIOIUM BUaM HH(POPMAIIUK OTPaHUYEHHOTO JIOCTYTIa
0 cepusiX M MapTUsAX TaKUX JIEKApCTBEHHBIX MpemnapaTos: (B pend. Ilocranosnenuit [IpaButenbcTBa
PO ot 24.03.2023 N 468, ot 29.11.2023 N 2027)
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a) uH(oOpMaIsA O BIAJENble CEpUH U MAPTHH JIEKAPCTBEHHOTO IMperapara U ero KOJUYEeCTBE B
cieaytomieM cocrase: (B pel. [Tocranosnenust [IpaBurenbcrsa PO ot 24.03.2023 N 468)

HAaMMEHOBAHME BIIAJIEbIla CEPUM U MAPTUU JIEKApCTBEHHOTO mpemnapara; (B pea. [loctanoBneHus
[TpaButenscTBa PD ot 24.03.2023 N 468)

UICHTHU()UKAIIMOHHBI HOMEp HAaJOrOIJIATENbIINKA BIIAJENbIIAa CEPUM M TAPTUU JIEKAPCTBEHHOTO
npenapara; (B pea. [Tocranosnenus [IpaBurensctBa PO ot 24.03.2023 N 468)

UJCHTU(PHUKATOP MECTa OCYLIECTBICHUS I€ATEIbHOCTH BJIaJIeJIblla CEpUU U ApTUH JIEKAPCTBEHHOIO
npernapara, 1o JaHHbIM cUCTeMbl MOHUTOpUHIA; (B pen. IlocranoBnenus IlpaButenscrBa PD ot

24.03.2023 N 468)

THUI OTNEpalMH IO 00OpPOTY CEpUU U MAPTUU JIEKAPCTBEHHOI'O Tperapara, 3aperucTpUpPOBAHHON B
COOTBETCTBUU ¢ TpeOoBaHusIMU Hactosuiero [lonoxenus (mpuHATO OT cyOBeKkTa oOOparieHus
JICKaPCTBEHHBIX CPEJCTB, MEPEeIaHO CyOBEKTOM OOpaIICHHS JICKAPCTBEHHBIX CPEICTB, BHIBEICHO U3
o0opoTa myTeMm peanusauuu (MPOJAXH), BBIBEIECHO W3 000pOTa MO OCHOBAHUSAM, OTIMYHBIM OT
peaym3anyu  (MMPOJaXu), BKIOYas WHGOPMANUMI0O 00 HMCTOYHHUKE (PUHAHCUPOBAHHS, YKAa3aHHOM
CyOBEKTOM OOpalleHHs JIEKAPCTBEHHBIX CPEJCTB B OTHOLICHHHM COOTBETCTBYIOIICH omepaunuu; (B
pen. Ilocranosnenuii [IpaBurensctBa PO ot 24.03.2023 N 468, ot 29.11.2023 N 2027)

r00aNbHBIA  WACHTU(GHUKAIMOHHBI HOMEp TOproBoil eauHunbl; (B pen. IlocraHoBneHus
[TpaButenscTBa PO ot 24.03.2023 N 468)

oO1iee KOJIMYECTBO JIEKapCTBEHHBIX IpenapartoB; (B pex. Ilocranosnenus IlpaBurensctBa PO ot
24.03.2023 N 468)

0) cBeleHHMA O KOJMYECTBE JICKAPCTBEHHBIX IpPENapaToB, BBbIBEJEHHBIX M3 000poTa IyTeM
PO3HHYHOHN MPOJaXXH B MecTe (10 aJipecy) OCYIIECTBICHUS pacueTa MM BBIBEACHHBIX M3 000pOTa
nyTeM OTIycKa /s MEIUIUHCKOro IPUMEHEHMs, OTIycKa OecljaTHO IO pelenty Ha
JIEKapCTBEHHbIE TMpenapatbl B MecTe (M0 aApecy) OCYLIECTBIEHUS MAESITENbHOCTH; (B pem.
[MTocranosnenus [IpaBurenscta PO ot 24.03.2023 N 468)

B) CBEJICHMS O CPEJHMX PO3HMUHBIX I[eHaX (CyMMax pacueTa) JIEKapCTBEHHBIX MPEenapaToB B CiIydae
PO3HUYHOH NMPOJIAXH € YKa3aHUEM IJI00aJIbHOTO WACHTU(UKALMOHHOTO HOMEpa TOPTOBON €AMHUIIBI
U TOProBOro HAaMMEHOBAaHHUS JIEKAPCTBEHHOI'O Ipernapara, pacCUMTaHHbIX HE MeHee 4eM Io 3
MecTaM (ajipecaM) OCYyIIECTBIICHH pacyeTa 3a Mepuoj He MEeHee OJJHOM HeJeN U arperupoBaHHbIX
no ypoBHs cyOwnekta Poccuiickoit ®@enepaunu. (B pen. Ilocranosnenust [IpaBurensctBa PO ot

24.03.2023 N 468)

57.1-1. loctyn Kk cBeieHUsIM, yKa3aHHBIM B yHKTe 57.1 Hactosmero [lonoxxenus, odecneunBaercs
OIepaTOpOM CHUCTEMbl MOHUTOPHMHIAa C BO3MOXKHOCTbIO (OPMHUPOBAHHUS B JIMYHOM KaOWHETE
HMHUTEHTA CPEJICTB MIECHTH(PUKALUU B CUCTEME MOHUTOPHHIA arperMpOBAHHBIX OTYETOB 10 BUAAM
uH(pOpMallMl B aBTOMAaTHU3UPOBAHHOM pEXHUME C HCIOJIb30BAaHUEM IPOTrPAMMHO-TEXHUYECKUX
CpEICTB cucTeMbl MOHUTOPHHTA. (B pel. ITocranoBnennii [lpaButenscrea PO or 24.03.2023 N 468,
ot 29.11.2023 N 2027)

OMUTEHT CpelCTB WACHTU(UKAIIMM BIpaBe MEpeaaTh MpaBo JIOCTYNa K CBEACHUSAM, YKa3aHHBIM B
nyHkre 57.1 Hacrosdmero IlomoxeHus, TOJBKO 3aperMCTPUPOBAHHBIM B CHCTEME MOHUTOPWHIA
CIIEAYIOUIMM CyOBbeKTaM oOpalleHus JIeKapCTBEHHBIX cpeactB: (B pea. [locraHoBneHHs
[paButenscTBa PO o1 24.03.2023 N 468)

CY6’BGKT 06pameHm[ JICKAPCTBCHHBIX CPCACTB B OTHOIICHUH JICKAPCTBECHHBIX IIPCIIapaToB, CBEACHHUA
0 KOTOPBIX TaKUM Cy6’bCKTOM 06paI_I_ICHI/I}I JICKAPCTBCHHBIX CPCACTB MPCACTABJICHBI B COOTBCTCTBHUU
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¢ yvacteto 1 crateu 52.1 denepanpHoro 3akoHa "OO oOpalieHHMH JEKapCTBEHHBIX CPENCTB" B
DenepanbHyI0 cIy)0y 10 Haa30py B cepe 31paBOOXpaHEHHs WK Ha KOTOPHIE TAaKUM CyOBEKTOM
oOpallleHus1 JIEKapCTBEHHBIX CPEACTB IMOJYYEHBI pa3pellleHusi Ha BBOJ B Tpa)JIaHCKHI 000poT
npou3BeAeHHBIX B Poccuiickoit @enepannu MMMYHOOMOIOTHYECKUX JIEKAPCTBEHHBIX IPENapaTos,
MpeayCMOTpPEeHHbIE YacThlo 7 ctaThu 52.1 denepanbHoro 3akona "OO oOpallleHHH JIEKapCTBEHHBIX
cpenct"; (B pen. [Tocranoriienus [IpaBurenscrBa PO ot 24.03.2023 N 468)

CY6'I>CKT 06pameHH;1 JICKAPCTBCHHBIX CPCACTB B OTHOIICHHUU JICKAPCTBCHHBIX NPCIapaTOB, CBCIACHHUA
0 KOTOPBIX TAKHM CYObEKTOM OOpaIlCHUs JIEKAPCTBEHHBIX CPEICTB MPEJICTABICHBI B COOTBETCTBUU
c vacthto 2 crath 52.1 ®enepanbHoro 3akona "OO oOpalieHMH JEKapCTBEHHBIX CPEACTB" B
DdenepanbHyI0 Cy)O0y 10 HaA30py B cepe 31paBoOOXpaHEHHs WM Ha KOTOPHIE TAaKUM CyOBEKTOM
oOpalieHus: JEKapCTBEHHBIX CPEICTB IOJIyYeHBl Pa3pelIeHusi Ha BBOJ B TPaKIAHCKHHA 000pOT
BBO3UMBIX B Poccuiickyro ®enepanuio UMMYHOOHOJOTHYECKHX JICKAPCTBEHHBIX MPENapaToB,
MPeyCMOTPEHHBIE YacThio 7 craThu 52.1 denepanbHoro 3akoHa "OO0 oOpalieHUH JeKapCTBEHHBIX
nn

CpeAcTB", 3a MCKIIIOYEHHEM CBEJCHUH, yKa3aHHBIX B MoAmyHKTe "B" myHKTa 57.1 Hacrosmiero
[Monoxenus; (B pen. [Tocranosnenus [IpaBurensctBa PO ot 24.03.2023 N 468)

JepKarenb WM BiaJeliel] PEruCTPallMOHHOTO YJOCTOBEPEHMS IpU HAJUYUU B CHUCTEME
MOHUTOPHMHIa CBEACHUN O KOJAE HAJIOroIIaTeNblMKa TaKoro JAepkKaTells WM Blajeibla
PETUCTPALIMOHHOIO YAOCTOBEPEHUSI B CTpaHE PErucTpaliM, MEepellaHHOIO B COOTBETCTBUU C
nyHkToM 3 npusnoxenus N 1 x Hacrosiemy [lonoxenuro. (B pen. Iloctanosnenus [IpaButenbcrBa
P® ot 24.03.2023 N 468)

57.1-2. DMUTEHT CpeACTB UACHTU(UKAIIMY BIPABE OCYIIECTBISITh CAMOCTOSITENILHO WIH IOPYyYaTh B
COOCTBEHHBIX HMHTEpecax o0pabOTKy WHQOpMAIMK, yKa3aHHOW B myHKTe 57.1 Hacrosiero
[TonoxeHus, B TOM YHCIIE HE MepeurcIeHHbIM B myHKTe 57.1-1 Hacrosmero [lonoxenus nuuam. B
TaKUX CIydasX TOCTYIl K Takol MH(OpMaruu Wiu pe3yibTraraM ee 00paOOTKH MMEEeT yKa3aHHBIHI
CyObeKT oOpalleHHs JIEKAPCTBEHHBIX CPEJCTB MJIM JIMIO, KOTOPOMY OH MHOpPY4YHJ 00paboTKy,
MOCPEACTBOM JIMYHOIO KaOWHEeTa SMUTEHTa cpeAcTB uaeHTUdukanuu. (B pen. IlocraHoBnenus
I[TpaButenbcTBa PO ot 29.11.2023 N 2027)

57.2. TlotpeOutensM JEKapCTBEHHBIX MpenapaTtoB oOecrneyuBaeTcss OOCTyn K HH(opmanuu,
otHeceHHOH [IpaBurensctBoM Poccuiickoit denepanun k oOuienocTynHo uHpopmanuu. (B pen.
[MocranoBnenus [IpaBurenscTBa P® ot 21.07.2020 N 1079)

57.3. ®enepalibHbIM OpraHaM HCIOJHUTENbHON BJIACTH W HCHOJHUTENBHBIM OpraHaM CyOBbEKTOB
Poccuiickoii @enepanun B LENsAX, ONpeleleHHbIX HacTosmuM llonoxeHuem, oOecrneunBaercs
JOCTYI K cienyronuM cBenenusim: (B pen. Ilocranosnenuit IlpasutensctBa PO ot 21.07.2020 N
1079, ot 29.11.2023 N 2027)

a) uadopmarus o cyObeKkTax oOpaleHus JEKapCTBEHHBIX CPENICTB, O JIEKAPCTBEHHBIX MperapaTax u
ux 0060poTe, He0OXoAUMAasl JI BBITIOTHEHUS 3a7a4 M OCYIIECTBICHUS (DYHKIIMIA, BO3TOKEHHBIX Ha
denepasbHBIE OpraHbl HWCIOJMHUTEIBHOW BJIACTU W HUCIHOJHUTEIBHBIE OpraHbl CyOBEKTOB
Poccuiickoit ®enepauuu, B 1HensdX, ONpeAeleHHbIXx HacrosumM [lonoxxenuem; (B pen.
[Tocranosnennii [Tpasutenscrea PO ot 21.07.2020 N 1079, ot 29.11.2023 N 2027)

0) cratuctudeckass HHpopMalus O JEKapCTBEHHBIX Ipenapatax M HX obopore; (B pen.
[Tocranoenenus [IpaBurenscrea P® ot 21.07.2020 N 1079)

B) uHpopmanus, ortHeceHHass [IpaButenbctBoM Poccuiickoit @enepanuu K 0OIIETOCTYITHON
uHdopmarmu. (B pen. [locranosnenus [IpaBurenscTBa PO ot 21.07.2020 N 1079)

57.4. CocraB wuH(pOpMaLUHU, CcoOAepXkalleiics B CHUCTEME MOHUTOPHHIA, JOCTYH K KOTOPOH
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oOecnieunBaetcsa ¢eaepaibHbIM OpraHaM HMCIOJHUTEIBHONW BJIACTH M UCHOJIHUTEIBHBIM OpraHam
cyosekToB Poccuiickoit denepanuu, ompenensercs B COMIAMIEHUSX 00 HWH(OOPMAIMOHHOM
B3aMMOJICHCTBHH, 3aKJIIOYEHHBIX ONEPATOPOM CHCTEMbI MOHMTOPHHTA C (efepalbHbIMU OpraHaMH
UCTIOJIHUTENIHOW BJIACTH WJIM UCIIOJHUTENFHBIMU OpranaMu cyobekToB Poccuiickoit @enepanuu u
MunucrepcTBoM  3apaBooxpaHeHusi Poccuiickorr  ®@epepanmm. (B pen.  IloctaHoBieHws
[paButenscTBa PO ot 29.11.2023 N 2027)

57.5. ®enepanpHOi cityxk0e Mo Ham30py B cdepe 3ApaBOOXpaHECHUS OOECIeunBaeTCs JOCTYI K
uH(pOpMallMK, COJEpKalleiicss B cUCTEeME MOHHMTOpHHra, B uensx: (B pen. IlocranoBnenus
[paBurenscTBa PO ot 21.07.2020 N 1079)

a) OCYIIECTBJICHHS] KOHTPOJS COOJIONCHHS MEIULUUHCKUMU pabOTHUKAMHU, PYKOBOJIUTEISIMU
MEAWIIMHCKUX OpraHu3anui, (GpapManeBTUICCKUMH PAOOTHUKAMH M PYKOBOJIUTEISIMH aNTEYHBIX
OpraHM3alii OrpaHUYEeHHM, MPUMEHSIEMbIX K HUM IpU OCYUIECTBICHHUU NPOdHecCHOHATHLHOM
JIEATETLHOCTH B COOTBETCTBMU C 3aKoHoAarelnbcTBOM Poccuiickoit ®denepanun; (B pen.
[Tocranosienus IIpaButenscTBa PP ot 21.07.2020 N 1079)

0) ocymiecTBieHUsT (elepallbHOTO TOCYJapCTBEHHOTO KOHTpOJs (Haa3opa) B cdepe obOparieHus
JeKapCTBEHHbIX cpeAcTB; (B pex. Ilocranosnenuii IlpaBurenscrea PO or 21.07.2020 N 1079, ot
24.03.2023 N 468)

B) MPOBEICHUS MOHUTOPUHIa aCCOPTUMEHTA M IIEH Ha JKU3HEHHO HEOOXOAMMBIC M Ba)KHEHIINE
JieKapCTBEHHbIE mpenaparthsl; (B pea. Ilocranosienus [IpaButenscTea PO ot 21.07.2020 N 1079)

I') OCYILIECTBICHHS B YCTAHOBJIEHHOM IOPSJIKE MIPOBEPKH AEATEIbHOCTH MEAUIIMHCKUX M alTEYHBIX
OpraHu3alnui, OpraHu3alliii ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMM  CPEICTBAMM, JPYTHUX
OpraHu3alil ¥ MHAMBUAYAIbHBIX MpEIIpPUHUMATENCH, OCYIIECTBIAIONUX JeATeIbHOCTh B cepe
3npaBooxpaneHus. (B pea. [locranosnenus [IpaButenscrBa PO ot 21.07.2020 N 1079)

57.6. ®enepanbHOI HANOTOBOW ciykOe obecrneunBaeTcsi 10CTyn K MHPOpMaIUK, coJepxaiieiics B
CUCTEME MOHHUTOpHUHTra, B Henix: (B pea. Iloctanosnenus I[IpaButensctBa P ot 21.07.2020 N
1079)

a) OCYIIECTBICHHS KOHTPOJIA M Haa30pa 3a MPaBUIBHOCTBIO HCUUCICHUS, TOJTHOTOW U
CBOEBPEMEHHOCTHIO BHECEHHUS B COOTBETCTBYIOIIMM OrO/KET OrO/HKeTHOM cucTeMbl Poccuiickoit
®Denepalyiii HAJIOTOB U COOPOB, a B CiIyyasX, MPeIyCMOTPEHHBIX 3aKOHOAATENbCTBOM Poccuiickoii
®denepanyy, - 3a NPABWIBHOCTBIO HCYMCIICHHMS, IOJHOTOM M CBOEBPEMEHHOCTBIO BHECEHUS B
COOTBETCTBYIOIIMNA OMO/KET MHBIX 00s3aTenbHBIX matexeir; (B pea. IlocraHoBneHus
[MpaBurenscTBa PO ot 21.07.2020 N 1079)

0) KOHTpoJIs coOMOAeHNsT TpeOOBaHUN K KOHTPOJIbHO-KACCOBOM TEXHMKE, MOpPSAJIKA U YCIOBHH ee
peructparuu u npuMenenust; (B pen. [locranosnenus [pasurensctea PO ot 21.07.2020 N 1079)

B) KOHTPOJS Yyd4eTa BBIPYYKH JCHEKHBIX CPEICTB y HOPUAMYECKUX JHMII W WHAWBHIYaJTbHBIX
npeanpunumareneii; (B pen. [locranosnenus [paBurensctBa PO ot 21.07.2020 N 1079)

') OCYIIECTBJIEHUSI KOHTPOJIBHBIX MEPONPUATHI, BKIItOUasi KamepaibHble U BbIE3HbIE MPOBEPKHU. (B
pen. [TocranoBnenus I[IpaBurenscrBa P® ot 21.07.2020 N 1079)

57.7. ®enepanbHOIl TAMOXKEHHOM ClTy>k0e oOecriednBaeTcsi JOCTYI K WH(OpMAIMH, coieprKalencs
B CHCTEME€ MOHUTOPUHIA, B IeNAX oOOecleyeHusl MPeayCMOTPEHHBIX 3aKOHOAATEIbCTBOM
Poccniickoit ®enepanuu  MOJHOMOYUN IO  OCYILIECTBIECHUIO TAaMOXXEHHOTO KOHTPOJISA 34
IpoyKIMeH, BBO3UMOK B Poccuiickyro @enepannio, B TOM YUCIIE TaMOKEHHOTO KOHTPOJIS IOCIE
BBIIIYCKAa TOBapoOB, a TaKXe KOHTPOJSA 3a IPABUIBHOCTBIO MCUUCIEHUS U CBOEBPEMEHHOCTBIO
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yIUIaThl TAMOKEHHBIX TMOIUIMH, HAJIOTOB, CHEHUAIbHBIX, aHTUAEMIIMHIOBBIX KOMIIEHCALIMOHHBIX
MONIUIMH W HWHBIX IJIATEXKeH, B3UMAaHHE KOTOPBIX BO3JIOXKEHO HAa TaMOXXEHHBIE OpraHbl. (B pel.
[Tocranosienus IIpaButenscTBa PP ot 21.07.2020 N 1079)

57.8. ®enepanbHOM Ci1yK0€ TOCYAapCTBEHHOM CTATUCTUKU 00€CIIeUNBACTCsI TOCTYM K HH(OpMAIUH,
coJepiKalieiics B CUCTEME MOHHMTOPWHTIA, B IENIAX OO0ECHEYeHUs OCYIIECTBICHHS (PYHKUUH IO
bopMUPOBAHUIO OPUIMATIBEHON CTATUCTUYECKOW HH(POpPMAIMH O COLMAIBHBIX, IKOHOMUYECKUX,
neMorpauuecKux, HSKOJOTMYECKHMX M JApPYruxX OOIIECTBEHHBIX mpoueccax B Poccuiickoit
Ddeneparun. (B pea. Ilocranosienus [paButenscTea PO ot 21.07.2020 N 1079)

57.9. ®enepanbHOW aHTUMOHOMOJBHON ciyx0e oOecreunBaeTcsi JAOCTyn K HHGMOpMAIHH,
cofieprKalleiics B CHCTEME MOHUTOPHHTA, B LIEJIAX OCYIIECTBICHUS TOCYJapCTBEHHOTO KOHTPOJIS 3a
COOJIIOZICGHNEM  aHTHMOHOIIOJIBHOIO  3aKOHOJATENIbCTBA M 3aKOHOJATEIbCTBA B cdepe
TOCYAapCTBEHHOTO peryaupoBaHus 1eH (Tapudo) Ha ToBapsl (ycmyru) B Poccuniickoit @enepannu.
(B pex. [Tocranosnenuii [IpaButenbcrea PO ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

57.10. MunucrepctBy BHYTpeHHuUX pAen Poccuiickoit ®enepanuu oOecrednmBaeTcs ITOCTYI K
uH(pOpMaIliH, CoIepKalIeiicsl B CHCTEME MOHUTOPHHTA, B LIEJISAX peanu3alii NOJTHOMOYHA B cdepe
KOHTpPOJIA 32 000POTOM HApPKOTHYECKUX CPEJICTB, NMCUXOTPOIMHBIX BEIIECTB U MX MPEKYypCOPOB. (B
pen. ITocranosnenus IIpaBurenasctBa PO ot 24.03.2023 N 468)

57.11. ®enepasibHOM chnyk0€ 1O KOHTPOIIO 3a QJIKOTOJIBHBIM M Ta0a4HbIM PHIHKAMHU
oOecrieynBaeTcsi JOCTYNl K HWHPOPMALUHU, COACPIKAIICHCS B CHCTEME MOHUTOPHHIA, B IIEISX
oCyIecTBIeHUs (eaepaIbHOr0 TOCYAapCTBEHHOT0 KOHTPOJIA (Ha/130pa) B 00JaCTH MPOU3BOJICTBA U
o0opoTa JTUJIOBOTO CIHUPTa, AQIKOTOJBHOW W CIHPTOCOJEpXAIleH MNpoayKiuu. (B pen.
[Tocranosienuii [IpasutenscrBa PO ot 24.03.2023 N 468, ot 19.01.2024 N 25)

57.12. WcionHUTENBHBIM OpranaM cyObekToB Poccuiickoit @enepannn obecriednBaeTcsi JOCTyI K
uH(pOpMaIliK, COJepKalleiics B CHCTeME MOHHTOPHHTA, B COOTBETCTBHH C COTJIAIIEHHEM 00
WH()OPMAIIMOHHOM B3aWMOJICHCTBUU, 3aKIIOYCHHBIM ONEPATOPOM CHCTEMBl MOHHUTOPHHTA C
UCTIONTHUTENbHBIM ~ opranoM  cyOwekta  Poccuiickoii  @enmepanii . MUHUCTEPCTBOM

3npaBooxpanenust Poccuiickoit @eneparun B nensx: (B pea. [locranosnenus IlpaBurenscrea PO or
29.11.2023 N 2027)

a) OCYIIECTBJICHHSI PETHOHAIBLHOTO T'OCYAAapCTBEHHOTO KOHTPOJS (HAA30pa) 3a MPUMEHEHHEM IeH
Ha JIEKapCTBEHHBIE Mpenaparhl, BKIIIOUYCHHbIE B MEPEYEHb KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX IPETapaToB, OPTaHU3AIMSMH OINTOBOH TOPTOBIIM JICKAPCTBEHHBIMH CpEICTBAMH,
anTEeYHBIMH OPraHU3ALUAMH, WHAUBUIYATbHBIMUA NPEANPUHUMATEIIMU, UMEIOLIIMMHU JIULEH3UI0 Ha
(bapMareBTHYECKYI0 AESITEeIbHOCTh, MEIUIIUHCKIMH OPTaHU3alUSIMH, UMEIOIIUMH JUICH3UI0 Ha
(bapMaleBTUYECKYIO AEATENbHOCTb, U UX 000COOJIEHHBIMU MO/IPa3/I€ICHUAMH, PACIIOIOKEHHBIMU B
CEeNIbCKUX HACEJICHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT alT€YHbIe OpraHu3anuu; (B pen.
[Mocranosnenuii [IpaButenscrBa PO ot 29.11.2023 N 2027, ot 06.11.2024 N 1498)

06) mnpoBeneHuss HHGOPMAIMOHHO-AaHATUTUYECKOTO HAONIOJEHHUS 32 COCTOSHUEM  pBIHKA
JIEKapCTBEHHBIX MPENapaToB U OCYIIECTBICHUEM (apMalleBTUYECKON 1eATEeIbHOCTH Ha TEPPUTOPUH
cooTBeTCTByIOIIEro cyOwbekTa Poccuiickoit ®exepauuu, OpraHM3allid U OCYUIECTBJICHHUS
MEPONPUITHH, COAEHCTBYIOIIUX pPAa3BUTHIO (PapMaleBTUYECKOW JAEATEeIbHOCTH Ha TEPPUTOPHUU
COOTBETCTBYMOIIET0 cyObekra Poccuiickoit @enepanuu. (B pea. [locranosnenus IIpaButenbcTBa
P® o1 29.11.2023 N 2027)

VIII. Onepartop cucremsl MmouuTOpuHra (B pea. IllocranoBiienust
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IIpaBureancTBa P® o1 24.03.2023 N 468)

58. Omnepatop cuCTEMbl MOHUTOPHMHIA [0 COIJIACOBAaHMIO ¢ MUHHCTEPCTBOM 3/paBOOXPAHEHUS
Poccuiickoit @eneparun u DenepanbHoil ciayx00i 1o Hag3opy B cdepe 3apaBOOXpaHEHHS
o0ecrieynBaer:

a) CO3/1aHue, pa3BUTHE, BBOJ| B DKCILTyaTallUIO, IKCILUTyaTallMIO U BBIBOJ M3 SKCILTyaTallud CUCTEMBI
MOHHTOPHHTA, NPEIOCTaBICHHE WH(POPMAIUHU, COJEpXKAIICWCs B CHCTEME MOHUTOPUHTA, W
B3aMMOJICHCTBHE CUCTEMbl MOHUTOPHHTA C HHBIMU MH(POPMAIIMOHHBIMU CUCTEMaMU;

0) peanM3alMI0O MEXaHHW3MOB OOIIECTBEHHOTO KOHTpPOJIA, BKJIIOYas MpUeM HHPOPMALUU O
pe3ynbTaTtax MPOBEPKH CPEICTB HUIACHTH(GHUKAIMHM H KTO0bl (PU3NYECKUX M FOPHIUYECKHUX JIHIL,
WH/IMBUYAIbHBIX TpeINpUHUMATENCH, XpaHeHne, o0paboTKy W mepenady 3Tod HH(OpMaIH B
YIIOJIHOMOYEHHBIE (peiepaabHbIe OPraHbl HCIOIHUTEIBHOM BIACTH.

59. Omepatop CHCTEMBl MOHHUTOPHMHIAa HECET OTBETCTBEHHOCTb B  COOTBETCTBHH C
3aKoHoAarenbcTBOM Poccuniickoit denepanuu:

a) 3d XpaHCHUC BCCX NAHHBIX H 3anuceu TpaHSaKI_[I/Iﬁ B Oaze AAHHBIX, PCTUCTPUPYEMbBIX B CUCTEMC
MOHUTOPHHTIA,

0) 3a IeTTOCTHOCTh, COXPAHHOCTH ¥ HEMPOTHBOPEYNBOCTH HH(OPMAIMH B CHCTEME MOHUTOPUHTA;

B) 3a BEICHUC W XPAaHCHHE CIUHBIX PEECTPOB, CIPABOYHO-HOPMATUBHOW HH(OpMAIIH,
KJIacCCU(PUKATOPOB ¥ PopMaToB 0OMEHA JTAHHBIMU;

r) 3a 6ecriepeOOiHYI0 U 0TKa30yCTOWYHBYIO Pa0OTy CUCTEMbl MOHUTOPHHTA;

J) 3a BOCCTAHOBJIEHHE PabOTOCIOCOOHOCTH CHUCTEMbl MOHHUTOPHMHIAa W €€ KOMIIOHEHT Iocie
ycTpaHeHusi cO0OeB MpHU YCIOBUM IOJIHOTO YCTPAaHEHHUs IPUYMH, BBI3BABIIMX cOOM, a Takxke 3a
COXpaHEHME IEJIOCTHOCTU YCTAHOBJIEHHBIX Ha cepBepax MPOrpaMMHO-TEXHHUUYECKUX CPEICTB U 0a3
JTAHHBIX;

€) 3a CTPYKTYPHOE Pe3epBUPOBAHHE, aBTOMAaTHUECKOE BBISBICHUE (DaKTa OTKa3a CEPBEPHOrO y3ia U
NEPEKIIIOUYEHUE 3a]a4 Ha JPYTrod CEpBEpPHBIM y3€l], a TAaKK€ 3a HaJUM4ue PE3EPBHUPOBAHHOIO U
JUBEPCUPHUIIMPOBAHHOTO MO MOAKIIOUEHHUIO K IpoBaiiiepaM CeTeBOro J10CTYIa;

) 32 MH(OPMAIIMOHHYIO 0€30MaCHOCTh M 3aILUTY JAaHHBIX OT HECAaHKIMOHMPOBAHHOIO JOCTyIa U
YTEUKH UH()OPMALINH;

3) 32 KOHCYJbTAIlMOHHYI0 U TEXHHYECKYIO MOJJEPKKY CyOBEKTOB OOpallleHus JIEKapCTBEHHBIX
CPEICTB CUCTEMbl MOHUTOPUHTA M MOOUJIBHOTO MPHUIIOKEHUS [T (PU3NYECKUX JIULI;

M) 3a cOOp W a”HaM3 OOpameHUHd MOPUANYECKHX € (HU3UYECKUX JIHI, WHIUBUTYATbHBIX
MpeIpUHIMATENICH ¢ [eTbI0 TOCTAHOBKH 3aJ1a4 Ha T0pa0OTKy U MOJIEpHHU3AIHIO 0a3 TaHHBIX.

60. Omeparop cuUCTeMbl MOHMTOPUHIA B ciydae c0Os B CUCTEME MOHMTOPWHIA, IMOBJEKIIEro 3a
co0oi OTKa3 B MpHEME CBEICHHH OT CYOBEKTOB OOpAIlleHUsl JIEKAPCTBEHHBIX CPEICTB O
COBEpIUICHHBIX ONEpallUsiX, pa3MellaeT Ha OQUIIMaTIbHOM CaiiTe orepaTopa CUCTEMbl MOHUTOPUHTA B
UH(POPMALIMOHHO-TEIEKOMMYHUKAIIMOHHONH cet "MHTepHer" cnenyromue cBeAeHus: (B pen.
[Mocranosnenus [IpaButenscrBa P® ot 21.07.2020 N 1079)

a) uadopmarus o cOoe He Mo3aHee 4 YaCOB ¢ MOMEHTA €ro BO3HUKHOBEHHS; (B pexn. [locTanoBiIeHUS
[paBurenscTBa PO ot 21.07.2020 N 1079)

0) uHpopManusi 00 yCTpaHEHUU MPUYMH COOS M BOCCTAHOBJIEHUM IOJHON paboTOCIOCOOHOCTH
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CHCTEMBl MOHHTOPWHTa HE T03AHee 4 dYacoB C MOMEHTa BOCCTAaHOBJICHHUS ITOJIHOW
paboTOCIIOCOOHOCTH CUCTEMBI MOHUTOPUHTA C YKa3aHUEM MPOJOHKUTEILHOCTH OTPAHUUYCHUS B €€
pa6ore. (B pen. [Tocranosnenus [IpaBurenscra PD ot 21.07.2020 N 1079)

61. B nensx ycrpaHeHHus CyObEKTOM OOpallleHHsl JIEKAPCTBEHHBIX CPEJICTB MPUYHMH, HAPYIIUBIINX
paboTOCTIOCOOHOCTh CHCTEMBI MOHUTOPHHTA, OIIEPATOP CHCTEMbl MOHUTOPUHTA BIIPABE OIPAaHUYHUTh
uH(GOpMallMOHHOE  B3auMojelcTBUe  MHGOPMAIMOHHONW  CHCTeMbl CyObeKTa  OOpalieHus
JIEKapCTBEHHBIX CPEJICTB C CHUCTEMOW MOHUTOPHHIrA B CIIydasX, KOTJa Takoe HWH(POPMALMOHHOE
B3aMMOJICIICTBHE BeJleT K HeCTaOUIIbHOM paboTe CCTeMbl MOHUTOPUHTA, IO YCTPAHEHUS CYOBEKTOM

oOpaleHus JEKapCTBEHHBIX CPEJCTB yKa3aHHbIX npuuuH. (B pen. [locranosnenus IIpaButenbcrBa
P® ot 24.03.2023 N 468)

Orpannuenne HMH()OPMAIIMOHHOTO B3aUMOJCHCTBUS HMH()OPMAIIMOHHOH CHUCTEMBI CyOBEKTa
oOpallleHusl JIEKAPCTBEHHBIX CPEJICTB C CHUCTEMOM MOHUTOPHHIA OCYLIECTBIISIETCS OINEPATOPOM
CHCTEMBl MOHHUTOPHUHTAa B COOTBETCTBHH C PETJIAMEHTOM, YTBEPXKJIECHHBIM MUHHUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit ®dexepauru 1 MUHUCTEPCTBOM IMPOMBIIUIEHHOCTH U TOPTOBIU
Poccuniickoit  @epepanuu W pa3MEIIEHHBIM  OIIEPAaTOPOM  CHCTEMBl  MOHHUTOPUHIA B
UH(POPMALIMOHHO-TEIEKOMMYHUKAIIMOHHON ceTu "MHTepHeT" Ha ero oduuuaisHOM caifre. (B pea.
[TocranoBnenus [IpaButenscTBa PO ot 24.03.2023 N 468)

Tpunoowcenue N 1
Kk Tlonoacenuro o cucmeme MOHUMOPUHSA
OBUIICEHUSL TEKAPCMBEHHBIX NPENAPamos

0J151 MEOUYUHCKO20 NPUMEHEHUS

CBEJAEHUS, ITPEICTABJIAEMBIE
INoCYJAPCTBEHHBIMU UHO®OOPMAIINOHHBIMHA
CUCTEMAMMU ®EAEPAJIBHBIX OPI'AHOB
VCIIOJJHUTEJBbHOM BJACTHU B CUCTEMY
MOHUTOPHUHTI A IBUKEHUSA JIEKAPCTBEHHbBIX
HPEIMTAPATOB JIJIAA MEJUIINTHCKOI'O IPUMEHEHMUWSI,
A TAKXKE CBEJIEHUS, IIEPEJJABAEMBIE U3
CUCTEMbI MOHUTOPHUHI'A IBUXKXEHUSA
JIEKAPCTBEHHBLIX ITPEITAPATOB J1JisA
MEAUIIWHCKOI'O MIPUMEHEHUSA

(B pexn. ITocranosnenwuii [IpaBurenscrsa PO ot 20.03.2020 N 311, ot 21.07.2020 N 1079, oT
24.03.2023 N 468, ot 16.09.2023 N 1514, o1 29.11.2023 N 2027, ot 06.07.2024 N 922, oT
24.04.2025 N 553, ot 29.09.2025 N 1495)



https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l78
https://normativ.kontur.ru/document?moduleid=1&documentid=445378#l177
https://normativ.kontur.ru/document?moduleid=1&documentid=445378#l177
https://normativ.kontur.ru/document?moduleid=1&documentid=357871#l34
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l211
https://normativ.kontur.ru/document?moduleid=1&documentid=445378#l179
https://normativ.kontur.ru/document?moduleid=1&documentid=445378#l179
https://normativ.kontur.ru/document?moduleid=1&documentid=455938#l26
https://normativ.kontur.ru/document?moduleid=1&documentid=461208#l76
https://normativ.kontur.ru/document?moduleid=1&documentid=474197#l9
https://normativ.kontur.ru/document?moduleid=1&documentid=493784#l11
https://normativ.kontur.ru/document?moduleid=1&documentid=493784#l11
https://normativ.kontur.ru/document?moduleid=1&documentid=501898#l35

1. 3 Equnoro peectpa JNMLEH3UI Ha IPOU3BOACTBO JIEKAPCTBEHHBIX CPEICTB Ul Lieel nepesadn
uHpOpMALlUM O JIMLEH3USAX Ha TPOU3BOJCTBO JICKAPCTBEHHBIX CPEJICTB MPOU3BOAUTEIIS
JICKapCTBEHHBIX CPENCTB, SBIAIOLIEIOCS OPraHMU3alMel, IMPU3HABAEMOW HAJIOrOBBIM DPE3UACHTOM
Poccniickoit denepanuu, B CUCTEMY MOHUTOPHMHIA JBHYKECHHUs JICKAPCTBEHHBIX IPENApPaTOB IS
MEIUIUHCKOrO0 IPUMEHEeHHs (Jajgee - CHCTeMa MOHUTOPMHIA, JIEKapCTBEHHbIE IIperaparhl)
IIPEICTABIAKTCS CIEAYIOINE CBEACHUS:

a) I/I,I[GHTI/I(bI/IKaI_II/IOHHHﬁ HOMCEDP HAJIOT'OIIATCIIBIIMKA ITPOU3BOAUTEI JICKAPCTBCHHBIX CPCIACTB;

0) OCHOBHOI TOCYHapCTBEHHBIM PETUCTPALMOHHBIA HOMEp MPOU3BOJIUTENS JIEKAPCTBEHHBIX
CPEJICTB;

B) HAMMEHOBAHHE MTPOU3BOIUTEIIS JICKAPCTBEHHBIX CPEJICTB;
') HOMEp JIMIICH3HH;

Il) JaTa BblAadyu JUIICH3UH,

€) cTaryc JAeHUCTBUS JIULICH3UH;

) JaTa U3MEHEHUS CTaTyca JACUCTBUS JIUICH3HH,

3) ajZpec MeCTa OCYIIECTBJICHUS AESTEIbHOCTH COIVIACHO JMILEH3UU (TJ100aJbHBINA YHUKAIbHBINA
UICHTU(PHUKATOP AAPECHOTO O00BbeKkTa B (QenepanbHOil MHOOPMAIMOHHON aapecHOW CHCTEME H
OTMCaHUE aJPECHOT0 0OBEKTA);

M) NIepevYeHb padoT U YCIIyT, IPETyCMOTPEHHBIX JTHIICH3UEH;
K) TIepeueHb JICKapCTBEHHBIX (hOPM, IPETyCMOTPEHHBIX JTHIICH3UEH;
J) AONOJHUTEIBHOE ONKMCaHue 1o paboTaM (yciryram).

2. I3 eqHOTO peecTpa JMUIEH3UN, B TOM YKCIIE JTULEH3UH, BBIJAaHHBIX OPraHaMH rOCyJapCTBEHHOMN
BlacTu cyobekToB Poccuiickoit denepaiiuu B COOTBETCTBUM C TEPEIAHHBIM IMOJHOMOYHEM TIO
JUICH3UPOBAHUIO OTMAEIBHBIX BHUAOB JESATENLHOCTH B cdepe OXpaHbl 3J0POBbs, Ui LieJel
nepegaud  uHOpMAIMM O JIMIEH3USIX CyOBEKTOB OOpallleHHus JICKapCTBEHHBIX CPEJCTB,
SABJISAIOIIMXCS OpPraHU3alMsIMU, IPU3HABAEMBIMU HAJIOTOBBIM pe3uieHTOM Poccuiickont denepanuu,
WM WHJIABUAYAIbHBIMU TMPEANPUHUMATEISIMH, B CHUCTEMY MOHUTOPUHIA MPEIACTABIISIIOTCS
CIIEYIOIIHE CBEICHHUS:

a) WICHTU(QUKALIMOHHBII HOMEp HaJOroIIaTeNblIMKa CyObeKTa OOpalleHHs JeKapCTBEHHBIX
CPEICTB;

0) HOMep JINIICH3HH;
B) JaTa Havaja JCUCTBUS JIUICH3NUM,

I) aapec MecTa OCYUIECTBIIEHUS JEATENIbHOCTH COTJIACHO JUIEH3UU (TJI00aNbHBIA YHHUKAIbHBIN
UJCHTU(PUKATOP AAPECHOro oObekTa B (enepanbHOil MH(GOPMAIMOHHON aapecHOW cHucTeMe U
OIMCaHue);

1) cTaTyc NEHCTBUS MUIeH3UN (MACHTU(UKATOD U ONHCaHNUE);
€) 1aTa U3MEHEHUs CcTaTyca AeUCTBUS JHUIEH3UN;

) TepedeHb padoT U yCIyT, IPeIyCMOTPEHHBIX JUIEH3UeH (MIeHTU(PHUKATOPHI U ONHMCAHUE).



3. U3 enuHOM TOCYyAapCTBEHHONW MH(GOPMAIITMOHHON CUCTEMBI B cpepe 3IpaBOOXpaHEHUS IS IIeJIeH
OnmucCaHusg JICKAPCTBCHHLBIX IIPCIIApaTOB B CUCTEMY MOHHUTOPUHIA IMPCACTABIIAOTCA CIICAYHOUIIUC
CBECHUSI:

a) YHHUKaJIbHBIA HMIECHTU(PUKATOP 3aMUCH B €IUHOM CTPYKTYPUPOBAHHOM CIIPAaBOYHHKE-KaTaiore
JIEKapCTBEHHBIX [IPENapaToB;

0) HOMep PETUCTPALMOHHOIO yIOCTOBEPEHH S JIEKAPCTBEHHOI'O IIperapara;

B) JlaTa perucrpanuu (rocyIapcTBEHHOW pErHCTpaliu) JICKapCTBEHHOIo mpernapara; (B pei.
[Tocranosnenus [IpaButenscTBa PO ot 06.07.2024 N 922)

I) CTaTyC ACMCTBHS PErHCTPAIIMIOHHOTO YO0CTOBEPEHHUS JIEKapCTBEHHOTO pernapara;

1) MEXIyHApOJHOE HEMaTeHTOBAHHOE, WM TPYHNIHPOBOYHOE, MM XUMHUYECKOC HAaWMEHOBAaHHE
JIEKapCTBEHHOTO Mpernapara;

€) HauMCHOBAHKE JIepXKATessl U BJIAJCIbIla PETUCTPAIMOHHOTO yIOCTOBEPEHHSI JIEKAPCTBEHHOTO
npernapara;

) CTpaHa perucTpaluu Jepkareiss WM Biajaeiblla PErucTPaliOHHOTO YJIOCTOBEPEHUS
JIEKapCTBEHHOT'O IIpernapara;

3) KO HaJIOromiarejabliMKa ACPXKATCId MWK BJaACjiblla PETUCTPALIMOHHOIO YAOCTOBCPCHUA
JICKAPCTBCHHOT'O IIpCIiapaTa B CTPAHC PCTUCTPALINH

M) TpU3HAK HAIM4YMS JIGKQPCTBEHHOTO TIpermapara B TEPEeYHE JKU3HECHHO HEOOXOIUMBIX |
BOKHEHIIMX JIEKAPCTBEHHBIX IIPENAPATOB M NPU3HAK HAJIMYMSA B JICKAPCTBEHHOM Ipenapare
HAapKOTUYECKUX CPEACTB, MCUXOTPOIHBIX BELIECTB U UX MPEKYPCOPOB, MOJUICKALIUX KOHTPOJIO B
Poccniickoit ®enepanuyu B COOTBETCTBMM C 3aKOHOJATENbCTBOM Poccuiickonn ®enepauuu u
MEXIyHapOAHBIMU oroBopaMu Poccuiickoii @enepanuy; (B pea. [locranosnenus [IpaButenncTBa
P®D or 24.03.2023 N 468)

K) TOProBO€ HaMMEHOBaHHE JIEKapCTBEHHOTO MTpernapara;

J) NepBUYHAs YIIaKOBKA JIEKAPCTBEHHOTO MIpernapara;

M) KOJIMYECTBO JIEKAPCTBEHHOM (JOPMBI B IEPBUYHOI YIIaKOBKE;

H) BTOpHYHas (MOTpeOuTeNbCcKas) ynakoBKa JEKapCTBEHHOTO Ipemnapara (Ipy HaIUuYum);

0) KOJMYECTBO TMEPBUYHOM  yMAaKOBKM  JICKAPCTBEHHOIO  Ipermapata BO  BTOPUYHOMU
(moTpebuTeNbCcKoi) yIIaKoBKe JIEKapCTBEHHOI O IIpernapara (Ipyu HaJlu4uun);

1) JIeKapcTBeHHas popma;
P) KOJIMYECTBO €IMHULL U3MEPEHHSI TO3UPOBKH JICKAPCTBEHHOT'O Npenapara;

C) HauMEHOBaHHE CyOBeKTa OOpallleHHUs JIEKAPCTBEHHBIX CPENICTB, OCYLIECTBISIOMIErO (hacoOBKY
(YmakoBKy) JIEKapCTBEHHBIX IpEeNapaToB BO BTOPHUYHYIO (MOTPEOMTENBCKYIO) YIAKOBKY
JIEKapCTBEHHOI'0 IIpemnapara (B cilydae €€ OTCYTCTBUS - NEPBUYHYIO YINAKOBKY JIEKapCTBEHHOI'O
npenapara);

T) KOJ HAaJOroIUIaTeNbIIMKa CyObeKTa oOpallleHus! JEKapCTBEHHBIX CPEJICTB, OCYLIECTBISIOLIETO
(dacoBky (YymakoBKY) JIEKapCTBEHHBIX IMpENapaTroB BO BTOPUYHYIO (MOTPEOUTENBCKYIO) YIAaKOBKY
JIEKapCTBEHHOI'0 Ipemnapara (B ciydyae €€ OTCYTCTBUS - NEPBUYHYIO YINAKOBKY JIEKapCTBEHHOI'O
npernapara), B CTpaHe periucTpaluy;
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y) CTpaHa perucTpanuu cyObekTa oOpalieHus JEKAPCTBEHHBIX CPEACTB, OCYIIECTBIISIOIIETO
¢dacoBky (YmakoBKy) JEKapCTBEHHBIX IPENapaToB BO BTOPUYHYIO (MOTPEOUTEIBCKYIO) YHAKOBKY
JICKapCTBEHHOI0 Tpernapara (B cilyyae ee OTCYTCTBHUSI - MEPBUYHYIO YINAKOBKY JIEKapCTBEHHOTO
npenapara);

¢) agpec mecta OCYHIECTBICHHS JESITEIBHOCTH CyObEKTa OOpalleHUsl JIEKapCTBEHHBIX CPEACTB,
ocyiecTBisitoniero  (acoBky  (YHakoBKY) —JIEKaPCTBEHHBIX — MPENApaToB BO  BTOPUYHYIO
(TOTPEeOUTENBCKYI0) YITAKOBKY JIEKAPCTBEHHOT'O TpermapaTa (B ciydae ee OTCYTCTBUS - MEPBUYHYIO
YIIaKOBKY JIEKAPCTBEHHOTO Tpernapara), YKa3aHHBIA B JIMIICH3UH Ha MPOU3BOJCTBO JICKAPCTBEHHBIX
CPEICTB NPU HAIMYUU TAKOW JHICH3UH (TJI00AThbHBIA YHUKAIBHBIM HUICHTH(PHUKATOP aJPECHOTO
0o0bekTa B dhenepabHON HH(POPMAITMOHHOW aJIpECHON CHCTEME M OITMCAHHUC);

X) HauMEHOBaHUE CyOBEKTa OOpaIleHusl JICKApPCTBEHHBIX CPEACTB, OCYLIECTBISIIOIIEIO CTaaUI0
BBIITYCKAIOIIEr0 KOHTPOJIS Ka4eCTBa;

LI) KOJ HaJIOroIuiaTCJabIIHMKa Cy@b@KT& O6paH_I€HI/IH JICKAPCTBCHHBIX CPCEACTB, OCYLICCTBIIAOIICTO
CTaAWIO BBITYCKAIOUMICTO KOHTPOJIA KAa4CCTBA B CTPAHE PETUCTPALINN,

‘l) CTpaHa perucTpanuu CY6’beKTa O6paH_IeHI/IH JICKApCTBCHHBIX CPCACTB, OCYHICCTBIIAOLICTO CTAAUIO
BBIITYCKAOUICTO KOHTPOJIA Ka4CCTBA,

II) ajpec MecCTa OCYIIECTBICHHS ACATEIBHOCTH CyOBeKTa OOpalleHHs JIEKAPCTBEHHBIX CPEICTB,
OCYILECTBIISIONIETO MPOU3BOJCTBECHHYIO CTAIUI0 BBIITYCKAIOIIETO KOHTPOJIS KauyeCTBa, YKa3aHHBIN B
JIMICH3WHU Ha IMPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB IIPU HAJIINYUU TaKkoHu JIMICH3NU (I“JIO63,J'II)HI)II\/JI
YHHUKQJIbHBIA HIEHTU(UKATOP aapecHOro o0beKTa B ¢enepanbHOd HH()OPMAIMOHHON aapecHOMN
CHUCTEME U OTHCaHuE);

1) JlaTa PerucTpaluy MpeebHON IIEHbl Ha JIEKAPCTBEHHBIN MIpernapar;
bl) TIpeiebHAs 3apETUCTPUPOBAHHAS 1IeHa B pyOIIsIX;

7) HaMMEHOBaHUE CyOBEKTa OOpAILIEHMs JIEKAPCTBEHHBIX CPEJCTB, OCYILECTBIISIOLIETO CTATUI0
IPOM3BOJICTBA TOTOBOW JekapcTBeHHOH ¢opmbl; (B pea. [locranosnenus IIpaBurensctBa PP ot
21.07.2020 N 1079)

10) KOJI HAJIOTOIUIATENBIMKA CYOBeKTa OOpaIleHHsT JICKAPCTBEHHBIX CPEICTB, OCYIIECTBIISIOIETO
CTaJMI0 TPOM3BOJCTBA TOTOBOM JIEKAPCTBEHHOW (OPMBI B CTpaHe perucTpanuu; (B peil.
[Tocranosienus [paButensctBa PP ot 21.07.2020 N 1079)

H) CTpaHa perucTpanuun Cy'6"beKTa 06pameHI/1${ JICKAPCTBCHHBIX CPEACTB, OCYILICCTBIIAOMICTO CTAAUIO

MPOU3BOJICTBA TOTOBOM JiekapcTBeHHOU ¢opmbl. (B pen. I[locranosnenus I[IpaBurensctBa PO ot
21.07.2020 N 1079)

4. V3 eauHOro rocyJapCTBEHHOIO PEEecTpa KOPUAMYECKUX JIUI U E€AMHOTO0 TOCYJapCTBEHHOI'O
peectpa HHIAUBHUAYAJIBbHBIX npenanHHMaTeneﬁ COOTBETCTBEHHO B HCIAX IMMOATBCPKIACHUSA
JIOCTOBEPHOCTH CBEJICHUI O TOCYAapCTBEHHON PETUCTPALIUU CYOBEKTOB OOpaIeHHsI IEKaPCTBEHHBIX
CpEACTB, ABJIAIOMIUXCA OpraHu3alyusaIMH, IMPU3HABACMBIMU HAJIOTOBBIM PE3UIACHTOM Poccuiickoit
Qenepauuy, WIM  HUHAUBUAYAJIbHBIMU  NPEANPUHUMATENSIMA, B  CHCTEMY MOHMUTOPHHIA
MIPEACTABISIIOTCSA cleayromnue ceaeHus: (B pea. [locranosnenust [IpasutensctBa PO ot 24.03.2023
N 468)

a) WICHTU(PUKALMOHHBII HOMEp HaJOroIaTeNblIiKa CcyObekTa oOpalleHHsl JIeKapCTBEHHBIX
CPEACTB;

0) KOJ1 HAJIOTOBOT'O OpraHa;
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B) KOJI CTaTyca I0PUAUYECKOTO JIMIA WM UHAUBHUIYaIbHOTO IPeIpUHUMATES;
I') HAaMMEHOBaHKe CyObeKTa 0OpalleHus JIeKapCTBEHHBIX CPEJICTB;
1) CTaTyC 3alKiCH O PETUCTPALMU FOPUIAYECKOTO JIUIA WK UHIMBUIYATBHOTO IPEIIPUHUMATEIIS;

€) CBEIEHUS O PYKOBOAWTENE CYObEeKTa OOpalieHHsl JEKapCTBEHHBIX CPEACTB WM 00
WH/IMBUYJIBHOM IIpEIIPUHUMATEIE.

5. U3 rocynapcTBEHHOTO peecTpa aKKpEeIUTOBAHHBIX (DMIHAIIOB, MPEICTABUTEIBCTB HHOCTPAHHBIX
IOPUAMYECKUX JIUI] B LEISIX TMOATBEPXKICHHUS JOCTOBEPHOCTH CBEIEHUH O perucrpaiuu
MPEACTABUTENILCTB MHOCTPAHHBIX OPTraHU3aLUN, SBISIOMIMXCA JEPKATENsIMU WU BIaAelibllaMu
PETUCTPALIMOHHOTO YAOCTOBEPEHUsl JIEKapCTBEHHOIO IIperapara, Ha TeppuTopuu Poccuiickoit
®denepanvy B CUCTEMY MOHUTOPHHTA MPEACTABISIOTCS CAEAYIOIINE CBEACHUS:

a) uAeHTU(UKAIMOHHBIA HOMEP HAJOTOIUIATEIBINKA IPEICTABUTEIILCTBA;
0) KOJ1 HAJIOTOBOT'O OpraHa ydeTa MpeICTABUTENIbCTBA;

B) HAMMCHOBAHUE MPE/ICTABUTEIIbCTBA;

') HOMEp 3aMKUCH 00 aKKpeIUTallUN;

1) cBeZicHUs1 00 MHOCTPaHHOUW OpraHU3aInu;

€) KOJI COCTOSIHUSI aKKPEIUTAIIHH;

) CBEJICHUS O PYKOBOJUTEJIE MIPEICTABUTEIIbCTRA.

6. VM3 aBromMartm3upoBaHHOW MH(OPMALMOHHOW cucTeMbl DenepanbHO CIy)Obl MO HAA30pY B
chepe 37paBOOXpaHEHUs B Iensix oOecreyeHus Oe30MacHOCTH B CHUCTEMY MOHHUTOPHUHIA
NPEICTaBISIOTCS  CIEAYIOLIME CBEIEHUs O BbIBOJAE (00 OTMEHe BbIBOJA) U3 OOpalleHus
JeKapCTBEHHbIX IpernaparoB IO HMHULIUATHBE YIOJIHOMOYEHHOTO (efepalbHOro  OpraHa
UCTIONTHUTENbHOU BracTu: (B pea. [Tocranosnenus [Ipasutenscra PO ot 21.07.2020 N 1079)

a) JaTa, ¢ KOTOpoi HEOOXO0AMMO O0EeCeunTh BhIBOJ (OTMEHY BBIBOJA) JEKAPCTBEHHOI'O Mpernapara
u3 obOparenus; (B pen. [locranosnenus [Ipasurenscrea PO ot 21.07.2020 N 1079)

0) HOMep PEerHCTPAMOHHOTO YAOCTOBEPEHHUS JICKAPCTBEHHOTO Iperapara;

B) Jara perucrpanuu (rocylapCTBEHHOW pErucTpanuu) JEKapCTBEHHOIo mpemnapara; (B pex.
[MTocranosnenus [IpaBurenscrBa PO ot 06.07.2024 N 922)

I) OCHOBaHHE BBIBOJA (OTMEHBI BBIBOJA) W3 OOpallleHWs JIEKapCTBEHHOTO mpemapara; (B pe.
[Tocranosnenus [IpaBurensctea PO ot 21.07.2020 N 1079)

) PEKBH3UTHl JOKYMEHTa O BBIBOJAE (00 OTMEHE BBIBOJA) M3 OOpaIEeHUS JIEKAPCTBEHHOTO
npenapara; (B pea. [Tocranosnenus [IpaBurenscra PO ot 21.07.2020 N 1079)

€) r11o0aNbHbIM NACHTU(DUKAIIMOHHBII HOMEp TOProBOM €IMHUIIBI;
’K) HOMEP ITPOU3BOJICTBEHHON CEPHH;

3) UACHTU(UKAIMOHHBIM HOMEp HaJIOroIUIaTeblIMKa CyObeKTa OOpalleHHs JeKapCTBEHHBIX
CPeACTB (€CIM OCYLIECTBISETCS M3bSTHE TOJIBKO y OJHOIO CyOBeKTa OoOpalleHus JEeKapCTBEHHBIX
CPEJIICTB, a HE U3BATHUE BCEHl cepuu (MapTHH).

6.1. W3 cucremMpl MOHHUTOPHMHra B IENSAX MOJATBEPKICHUS JIOCTOBEPHOCTH CBEICHUMH,
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MpEJICTaBIsIEMbIX CYyObEeKTaMH OOpalleHHs JIEKapCTBEHHBIX cpeAcTB B DenepalbHyio ciyxO0y Mo
HAJ30py B cdepe 3ApaBOOXpaHEHUsS TMEepell BBOJAOM JICKAPCTBEHHBIX MPENapaTOB B TPa)KIaHCKHMA
000poT, mepeaaroTcss B aBTOMaTU3UPOBaHHYI0 MHGOpMalmoHHyI0 cucteMy denepanbHoil ciryKObI
110 HA/30pY B cdepe 3ApaBOOXPAHEHUS CICAYIOUINE CBEACHHUS O TaKUX JIEKapCTBEHHBIX IpenapaTax:
(B pen. ITocranosnenuii [IpaBurenscra PO ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

a) UICHTU(PUKAIMOHHBI HOMEpP HaJOroIIaTeNblINKa CyObeKTa OOpalleHusl JIeKapCTBEHHBIX
CPEICTB, OCYIIECTBUBIIETO (acOBKY (YMAKOBKY) JIEKAPCTBEHHBIX MPENaparoB M MapKUPOBKY
YIAKOBOK JIGKAPCTBEHHBIX IpENapaTroB CpPeACTBAMH HUIACHTHU(PUKAUU TMpPU MPOU3BOJACTBE
JIEKapCTBEHHOI0 mpenapara Ha teppuropun Poccuiickoii denepanny Wiv OCyLIECTBUBILIETO BBO3 B
Poccuiickyro denepannio u TaMOXKEHHOE ACKIApUPOBAaHUE JIEKAPCTBEHHOrO Ipemnapara B cliydae
BBOJIa B TPaXXIAHCKUNW OOOPOT JIEKAPCTBEHHOTO IMpermapaTta, MPOU3BEIEHHOTO BHE TEPPUTOPHUH
Poccuiickoiit ®enepanuu; (B pea. Ilocranosnenwnii [IpaBurensctea PO or 21.07.2020 N 1079, ot
29.11.2023 N 2027)

0) HauMeHOBaHHE CyOBEeKTa OOpalleHUs JEKapCTBEHHBIX CPENICTB, OCYIIECTBHUBILETO (PacoBKY
(YrakoBKy) JI€KapCTBEHHBIX NPEMapaToB M MapKUPOBKY YMAaKOBOK JIEKAPCTBEHHBIX IpeErapaToB
CpeIcTBaMU HJEHTHU(UKALMU TPH MPOU3BOJCTBE JICKAPCTBEHHOIO Ipenapara Ha TEPPUTOPHUH
Poccniickoit denepanun wiM oCyliecTBUBLIET0 BBO3 B Poccuiickyto denepannio U TaMOKEHHOE
JIEKJIapyupoOBaHUE JIEKAPCTBEHHOIO IIpermapaTa B Cllydae BBOJAa B TPaXAaHCKHH 00opoT
JIEKapCTBEHHOI'O TperapaTa, IpOou3BECHHOTO BHE Tepputopuu Poccuiickoit ®denepannu; (B pe.
[Tocranosienuii ITpasutenscrea PO ot 21.07.2020 N 1079, ot 29.11.2023 N 2027)

B) CBEJEHHUS O JICKapCTBEHHOM IIpenapare, MOJIyueHHbIE B PAMKax OIUCAHMs JIEKapCTBEHHOI'O
npernapara B CHUCTEME MOHUTOPUHIA B COOTBETCTBUM C IyHKTOM 33 [lomoxenus o cucreme
MOHUTOPHHIA JIBUXKEHUS JIEKAPCTBEHHBIX IpernapaTtoB s MEIUIMHCKOIO IPUMEHEHUs,
YTBEp)KIEHHOTO roctaHoBieHneM llpaButensctBa Poccuiickoit @enepanun ot 14 nexadps 2018 r.
N 1556 "OO0 yrtBepxkaenun IlonokeHuss O cuCTEME MOHUTOPHHIA JIBUKEHHS JIEKAPCTBEHHBIX
npenaparoB Jjsi MEIUIMHCKOTO TpuMmeHeHus" (manee - Ilomokenwme); (B pen. [locranoBieHuit
[TpaButenbctBa PO ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

I') HOMep NPOu3BOACTBEHHOMN cepuu; (B pen. [locranosnenus [IpasurensctBa PO ot 21.07.2020 N
1079)

1) 00beM Mpou3BOACTBeHHON cepuH; (B pen. [locranoBnenus IlpaButenscrBa PO ot 21.07.2020 N
1079)

€) narta ymakoBKH ((pacoBKM) JIEKapCTBEHHOTO MpemapaTra MpH IMPOU3BOJCTBE JEKAPCTBEHHOTO
npenapara Ha tepputopuu Poccuiickoit denepanun; (B pen. [locranosnennit [IpaBurenscrBa PO
or 21.07.2020 N 1079, ot 29.11.2023 N 2027)

) WACHTU(UKAIMOHHBI HOMEp HaJlororaTesblika COOCTBEHHHUKA JIEKAPCTBEHHOI'O MIpenapaTa
IpU KOHTPAKTHOM (MOAPSIHOM) TPOU3BOJACTBE JIEKAPCTBEHHOIO IIpernapaTta Ha TEPPUTOPHUH
Poccwuiickoit @enepanmu; (B pexa. [locranosnenus [IpaButenscrea PO ot 21.07.2020 N 1079)

3) HAaMMEHOBaHWE COOCTBEHHHKA JIEKAPCTBEHHOTO IMpernapara MpH KOHTPAKTHOM (ITTOAPSTHOM)
MPOU3BOJICTBE JIEKAPCTBEHHOrO IMpemnapara Ha Ttepputopun Poccuiickoit ®denepanuu; (B pen.
[Tocranosnenus [IpaButensctBa PP ot 21.07.2020 N 1079)

M) JlaTa perucTpanuy JAeKjapallMd Ha TOoBaphl B Cclydae BBOJAa B TpaXKIaHCKUH 000poT
JIEKapCTBEHHOI'0 IIpernapaTra, Ipou3BeleHHOro BHE Tepputopun Poccuiickoit denepaunu, 3a
UCKJIIOYEHHEM CIy4yaeB BBO3a JIEKAPCTBEHHBIX IpPENapaToB U3 roCcyAapcTB - WieHOB EBpasuiickoro
HKOHOMHYECKOTO c0t03a; (B pen. [loctanosnenus [IpaBurenscta PO ot 24.03.2023 N 468)
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K) PeruCTpalMOHHBI HOMEp JEKJIapallud Ha TOBapbl B Cly4yae BBOAA B IpaXJaHCKHH 000poT
JIEKapCTBEHHOI'0 IIpernapara, IMPOU3BEACHHOr0 BHe Tteppuropun Poccuiickonn ®enepanuu, 3a
UCKJIFOUEHHEM CJIy4aeB BBO3a JIEKAPCTBEHHBIX IPENapaToB U3 TOCyJapcTB - WieHOB EBpasuiickoro
9KOHOMHUECKOTO c0t03a; (B pea. [Tocranosnenus [IpaBurenbera PO ot 24.03.2023 N 468)

J) KOJI peIIeHHsI O BBIITYCKE TOBApPa B COOTBETCTBUU C KIACCU(PUKATOPOM PELICHUN, TPHHUMAEMBIX
TaMOXXEHHBIM OpraHOM, B Clyyae BBOJAa B IPaXJaHCKH OOOpOT JIEKapCTBEHHOIO Ipernapara,
IIPOM3BEICHHOIO BHE Teppuropun Poccuiickonn dPenepanuy, 3a HUCKIOYEHHEM CIIy4acB BBO3a
JIEKapCTBEHHBIX IpPEnapaToB W3 roCyJapcTB - wieHOB EBpa3uiickoro sKOHOMHYECKOTO cOr03a; (B
pen. [Tocranosnenus [IpaBurensctBa PO ot 24.03.2023 N 468)

M) Jara ¥ HOMEp [EpPBUYHOIO JOKYMEHTA, SBISIOLIErOoCs OCHOBAHUEM JUIl OTIPY3KHU
JeKapcTBEeHHOTO TpenapaTta B Poccuiickyro denepanuio (B ciiyyae BBOJA B TPAXKAAHCKUNA 000pOT
JIEKapCTBEHHBIX IpPENapaToB, BBO3MMBIX C TEPPUTOPUU TOCyHapcTB - wieHOB EBpasuiickoro
IKOHOMHUYECKOTO coto3a); (B pen. [Toctanosnenus [IpaBurenscrBa PO ot 24.03.2023 N 468)

H) WICHTH(HUKATOp MPOU3BOJCTBEHHOW CEPHH JIGKAPCTBEHHOTO NpenapaTra - YHHKAJIbHBIA JUIS
KaX/10i NpOU3BOJCTBEHHOW CEpUU KO/, IPUCBOCHHBIM CHUCTEMON MOHHUTOPHUHIA [0 HMTOTraM
BHECEHUS CBEJICHUH, MPEyCMOTPEHHBIX a03a1ieM NepBhIM IMMyHKTa 35 1 ab3ameM NepBbIM ITyHKTa 36
[Monoxenus. (B pex. ITocranosnenus IIpasurenscrea PO ot 24.03.2023 N 468)

6.2. U3 aBTOMaTuM3upoBaHHON MH(pOpManMoHHON cucteMbl DenepanbHOM CaykObl O HAaA30py B
chepe 3ApaBOOXpAaHEHHWS B I1EIAX TMOATBEPKICHUS JOCTOBEPHOCTH CBEICHHMH O BBOJIC
JICKapPCTBEHHBIX TPENapaToB B TPAKIAHCKUN 0OOPOT B CHUCTEMY MOHUTOPUHTA TPEICTABIISIOTCS
crnenyrouie ceenenus: (B pea. [locranosnenus [IpaBurenscrea PO ot 21.07.2020 N 1079)

a) JlaTa perucTpaluy CBeJIeHUN B aBTOMaTU3UPOBAHHON HMH(pOpMAIMOHHON cucteme DenepanbHoit
cykO0bI 10 Han30py B chepe 3apaBooxpanenus; (B pea. [locranosienus IlpaBurensctBa PD ot

21.07.2020 N 1079)

0) pPEKBU3UTBHI 3alMCHU O JIEKApCTBEHHOM IIpernapare, BBOJUMOM B TpakJaHCKUH 00OpOT, B
aBTOMATH3UPOBaHHOM MH(popMaroHHON cucteme denepanbHON Ciy>kObl MO Haa30py B cdepe
3npaBooxpaneHust; (B pea. [Tocranosnenus [IpaBurensera P® ot 21.07.2020 N 1079)

B) IJ00aJbHBIA HJIEHTU(PUKALMOHHBIA HOMEp TOProBOM €IMHHULBI BBOJUMOTO B TIPa)JIaHCKHM
000poT JekapcTBeHHOro npenaparta; (B pex. Ilocranosnenus Ilpasurenscta PO ot 21.07.2020 N
1079)

I) HOMEp TMPOU3BOJCTBEHHOM CEpUHM BBOAMMOIO B TPaXJAaHCKUH OOOPOT JIEKapCTBEHHOTO
npenapara; (B pea. [Tocranosienus [IpaButenscrea PO ot 21.07.2020 N 1079)

J1) KOJMYECTBO BTOPUYHBIX (MOTPEOUTENHCKUX) YIMAKOBOK JIEKAPCTBEHHOTO Ipenapara WM
NEPBUYHBIX YNAKOBOK JICKApPCTBEHHOI'O Ipenapara (B cilydae MapKHPOBKH MEPBHUYHBIX YMAKOBOK
JIEKapCTBEHHOI'0 Mperapara CpeicTBaMU UACHTU(PUKAINK ), BBOAUMOIO B TpaXkJIaHCKU 000pOT; (B
pen. [TocranoBnenus [IpaBurenscrBa P® ot 29.11.2023 N 2027)

€) HoMep paspemieHuss DenepanbHON CIIy)OBI IO HaI30py B cepe 3apaBOOXpaHEHUsT HA BBOJ B
rpaXxJIaHCKuil o0opoT (B ciydyae BBOAA B TIPakJAHCKUH 00OPOT HMMMYHOOHOJIOTHYECKOTO
JekapcTBeHHOTO npenapara); (B pen. [Tocranosnenus [Ipasutensctea PO ot 21.07.2020 N 1079)

K) HIEHTU(UKALMOHHBIA HOMEpP HAJOroIaTeNblluKa CyObeKkTa OOpallleHUsl JIeKapCTBEHHBIX
CPEeZCTB, OCYIIECTBIISIOIIETO BBOJ JIEKAPCTBEHHOTO Npernapara B IpaxJaHCKUM 000poT; (B pex.
[Mocranosnenus [IpaButenscrBa P® ot 21.07.2020 N 1079)
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3) JaTa pPEerucTpalyy W PErucTPallMOHHBIA HOMEp AEKJIapallud Ha ToBaphl (B Cilydae BBOJA B
IpaXXIaHCKUI 000pOT JIEKapCTBEHHOTO Mpernapara, MPOU3BEJCHHOTO BHE TeppuToprH Poccuiickoii
®Denepany, 3a HCKIIOUYEHUEM CIIy4acB BBO3a JIEKapPCTBEHHBIX MPENAapaToB U3 FOCYAAPCTB - YICHOB
EBpasuiickoro skoHoMu4eckoro coro3a); (B pen. [loctanosnenus [Ipasutenscta PO ot 24.03.2023

N 468)

M) Jara W HOMEp IEepBUYHOIO JIOKYMEHTA, SBJISIOILErOCs OCHOBAaHUEM [Uld OTIPY3KHU
JeKapcTBeHHOTO TpenapaTta B Poccuiickyro ®enepamnuio (B ciiydyae BBOJA B IPaXKAAHCKUNA 000pOT
JIEKapCTBEHHBIX IpPEnapaToB, BBO3MMBIX C TEPPUTOPUU ToCyHapcTB - wieHOB EBpasuiickoro
IKOHOMHUYECKOTO coto3a). (B pea. [Tocranosienus [IpaButenscrBa PO ot 24.03.2023 N 468)

6.3. W3 cucTeMbl MOHHUTOpPHHTa B IeNsAX OOECHeYeHns] OCYIIECTBICHHS —(enepaibHOro
rocy/JIapCTBEHHOTO HaI30pa B chepe oOpalleHHs JIeKapCTBEHHBIX MPENapaToB Uil MEAUIMHCKOTO
npumenenust DenepaibHOil CIyk00if MO HaA30py B cdepe 3IpaBOOXpaHEHHs MEPEeIaloTCs B
ABTOMATH3MPOBAaHHYI HH(pOpPMAIMOHHYIO0 cucTeMy DenepaibHON CiIy)Obl MO Haa30py B chepe
37PaBOOXPAHCHUS CIEAYIOUINE CBEACHHUS 00 YHHUYTOKCHHH JICKAPCTBEHHBIX MPEMapaToB: (B pell.
[Mocranosnenus [IpaBurenscrBa P® ot 21.07.2020 N 1079)

a) 1aTa BHECEHUS CBEJICHUN B CUCTEMY MOHUTOPUHTA 00 YHUYTOXKEHUHU JIEKAPCTBEHHOTO Mpernapara;
(B pexn. ITocranosnenus IIpaBurenscrea PO ot 21.07.2020 N 1079)

0) wuneHTH(UKALMOHHBI HOMEpP HAJOTOIUIATENBIINKA CyObEeKTa OOpalleHus JeKapCTBEHHBIX
CPEACTB, OCYLIECTBUBIIET0 MepeAayy JIEKapCTBEHHOro Ipenapara Ha YyHMYTOXeHue; (B pei.
[Mocranoenenus [IpaBurenscTBa P® ot 21.07.2020 N 1079)

B) HAaMMEHOBaHHME CyOBeKTa OOpalmIeHHs JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBUBIIETO Iepenady

JIEKapCTBEHHOTO TMpemapaTa Ha yHudtoxkeHue; (B pen. [loctanosnenus IlpaButensctBa PD ot
21.07.2020 N 1079)

I') UACHTU(UKAIIMOHHBIA HOMEp HAJIOTOIIATEeNbIINKA OPraHu3allui, OCYIIECTBUBIIEH YHUUTOXKEHUE
JieKapcTBEHHOTO npenapara; (B pea. [locranosnenus [IpaButensctBa PO ot 21.07.2020 N 1079)

J1) HAUMEHOBAHHWE OpraHM3allMM, OCYIIECTBUBIICH YHHUYTOKEHHE JIEKapCTBEHHOI'O IMpemnapara; (B
pen. ITocranosnenus [IpaButenscrea PO ot 21.07.2020 N 1079)

€) ajapec OpraHu3alM, OCYLIECTBUBIIEH YHHYTOKEHUE JIEKapCTBEHHOIO Ipemnapara; (B pel.
[Tocranosnenus [IpaBurenscta PO ot 21.07.2020 N 1079)

) PEKBU3UTHI aKTa 00 YHHYTOKCHHH JIEKQpCTBEHHOTro mpenapata (mata U HOmep); (B peil.
[Mocranosnenus [IpaButenscTBa PP ot 21.07.2020 N 1079)

3) CBEJECHUS O JIEKApCTBEHHOM IpemnapaTe, MOJyYeHHbIE B paMKax ONMCAHUs JIEKAPCTBEHHOTO
mpernapara B CHCTEME MOHMTOPUHIa B COOTBETCTBMHM C myHKToM 33 Ilonoxenus; (B pex.
[Tocranoenenuii [IpaButenscrBa PO ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

1) ciocod yHnuroxenus; (B pea. [locranosnenus [IpaButenscrea PO ot 21.07.2020 N 1079)

K) nara yauutoxenus; (B pen. [locranosnenus [paBurensctBa PO ot 21.07.2020 N 1079)

J) TpUYAHA W OCHOBaHHWE Tepeladyd JIEKAPCTBEHHOTO TIpenapara Ha YHUYTOXEHHE. (B peil.
[Tocranoenenus [IpaBurenscrBa P® ot 21.07.2020 N 1079)

7. 3 EaunHolt aBTOMaTU3UPOBaHHOM MH(POPMAIIMOHHON CHUCTEMBbl TaMOKEHHBIX OPraHOB C LEIbIO
NPEAYyNPEXIACHUS M MPECEUECHUs IMPECTYIUICHWM W aIMHUHUCTPATUBHBIX IPABOHAPYLUCHHUH,
OTHECEHHBIX K KOMIIETEHIIMM TaMOXE€HHBIX opraHoB Poccuiickoii ®enepauuu, B CHUCTEMY
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MOHUTOPHHIA NPEACTABIISIIOTCA CIEIYIOIUE CBEIECHUS O JIEKAPCTBEHHBIX IpenapaTax, BBE3EHHBIX B
Poccniickyro @enepauyioo M IIOMELIEHHBIX 0[] OINPEICICHHBIE TAMOXKEHHBIE IIPOLELYPHI,
cojepxalecs B Jekiapanuuu Ha ToBapbl: (B pea. IloctanoBnenus IlpaButensctBa PD ot
24.03.2023 N 468)

a) KOJl TAMOYKCHHOT'O OpraHa;

0) mara perucTpauuu aekiapauuud Ha ToBapbl; (B pen. Ilocranosnenus IlpaBurenscta PD ot
24.03.2023 N 468)

B) PETrMCTPALlMOHHBIA HOMEp JeKiapauuu Ha ToBapsl; (B pen. IlocranoBnenus [lpaButenscrsa PO
ot 24.03.2023 N 468)

r) kKoa uaeHtudukarmu; (B pea. [locranosnenus [pautensctBa PO ot 20.03.2020 N 311)

1) TAMOXCHHAsi CTOMMOCTh, CTATHCTUYECKAasi CTOMMOCTh M (PaKTypHasi CTOMMOCTh JIEKapCTBEHHOTO
npernapara,

€) KOJI CTpaHbl MPOUCXOKICHUS JIEKAPCTBEHHOIO IIPenapara;

XK) HICHTU(UKAIMOHHBIA HOMEp HAaJOTOIUIaTeNbIIUKa CyObeKTa OOpalleHus JIeKapCTBEHHBIX
CPELCTB, OCYILECTBIIAIOLIErO BBO3 U JACKIApUPOBAaHUE JIEKAPCTBEHHOIO IIpenapara;

3) KOJ 3asBJICHHOW TaMO)XEHHOM IMpoOLEIypbl B COOTBETCTBUUM C KJIACCU(PUKATOPOM BUJOB
TaMO>XEHHBIX IIPOLIENYD;

I/I) JAaHHBIC O BBIITYCKE JIS1 BHYTPCHHETO HOTpe6J'IeHI/I$I JICKapCTBCHHOI'O IIpCIiapara.

8. CucremMa MOHMTOPUHra B LEISIX NPEAYNPEKIECHUS M NPECEUEHUs] MPECTYIUICHUH U
aIMVHHMCTPAaTUBHBIX IPAaBOHAPYIIECHUN, OTHECEHHBIX K KOMIIETEHIIMM TaMOXXCHHBIX OpPraHOB
Poccniickoit  ®enepanuu, OCylIecTBIseT Inepenady B EauHyr0  aBTOMaTM3MpPOBAaHHYIO
UH(POPMALIMOHHYIO CHUCTEMY TAaMOXKEHHBIX OpPraHOB IO 3ampocy CJeIyloIlue CBEACHUS O
JIEKapCTBEHHBIX MpeIapaTax, BBE3CHHBIX Ha TeppuTopuio Poccuiickont denepannn:

a) WICHTU(PUKALMOHHBII HOMEp HaJOroIaTeNblIiKa CyObekTa OOpalleHHsl JIeKapCTBEHHBIX
CPEICTB, OCYILECTBIAIOLIET0 BBO3 B Poccuiickyro denepanno U JeKIapupOBaHHUE JIEKaPCTBEHHBIX
[IpenapaTos;

0) KOJ1 CTpaHbl MPOMCXOXKICHUS JIEKAPCTBEHHOT' O Mpenapara;
B) I1100aIbHBIN UIEHTU()UKALMOHHBIH HOMEP TOPrOBOW €IMHUIIBI;

) KO WJIEHTUGUKAUMKU M KOJ WAEHTU(UKALIUU TPETUYHOHW (TPAaHCHOPTHOM) YHNAKOBKU
JIEKapCTBEHHOTO Mpernapara, B KOTOpO HaXOIUTCs BBEICHHBII B 000pOT JeKapCTBEHHBIH Mpenapar;
(B pexn. ITocranosnenus [IpaBurenscrea PO ot 20.03.2020 N 311)

1) cTaTyc JeKapCTBEHHOI'O Ipernapara B CUCTEME MOHUTOPHUHT A,

€) TepeueHb KOJOB HJICHTHU(UKALNU, COACPXKAIMMXCSI B TPETUYHOW (TPAHCIOPTHON) YIaKOBKE
JeKapCTBEHHOTO npemnapara; (B pea. [loctanosnenus [Ipasutensctea PO ot 20.03.2020 N 311)

’K) KOJ CTaTyca JEKapCTBEHHOTO mpemapara (OmpeaeisieMoe B CHCTEME MOHUTOPWHIA COCTOSHHE
KO/Ja MWICHTU(UKAMK WIM KOAAa WIACHTU(UKALWK TPETUYHOW (TPaHCHOPTHOH) YHaKOBKH
JIEKapCTBEHHOTO TIpenapara, KOTOPOE H3MEHSETCS B pPaMKax TMPOIECCOB, IPEIyCMOTPEHHBIX
[Tonoxxenuem); (B pen. [Tocranosnenus [IpaBurenscTBa PO ot 24.03.2023 N 468)

3) KOJOBO€ O0O3HAYEHWE YPOBHS MApPKHUPOBKH B COOTBETCTBHHM C MOJINYHKTOM 29 myHKTa 15
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[lopsinka 3amonHeHWs JEKJIapalliM Ha TOBaphl, yTBepxkaeHHoro Pemenuem Komuccun
TamoxenHoro coro3a ot 20 mag 2010 r. N 257; (B pen. Ilocranosnenus IlpaBurensctBa PD ot

24.03.2023 N 468)

M) HOMEpP PETHCTPALMOHHOTO yIOCTOBEPECHUS JICKAPCTBEHHOro mpemnapata; (B pea. [loctaHoBieHUS
[paButenscTBa PO ot 24.03.2023 N 468)

K) Jara perucrpanud (rocyJapCcTBEHHOW pErHCTpaliu) JICKapCTBEHHOIo mpemnapara; (B pej.
[Tocranosnenus [IpaButenscTBa PD ot 06.07.2024 N 922)

J) KOJIMYECTBO €MHMUI JIEKApCTBEHHOTO npenapara; (B pea. [loctanosnenus Ilpasurenscta PO or
24.03.2023 N 468)

M) TOPrOBO€ HAaMMEHOBAHME JIEKApCTBEHHOro npenapara. (B pea. Iloctanosnenus [IpaButenbcrBa
P® ot 24.03.2023 N 468)

9. U3 cuctemMbl MOHHUTOPHHIa B II€NAX MPOCIEKUBAEMOCTH JBIKEHUS CIHUPTOCOAEPIKALINX
JIEKApCTBEHHBIX IMpEnapaToB IMEpPeAaroTCs B €IMHYIO TOCYJapCTBEHHYIO aBTOMATH3UPOBAHHYIO
WH(MOPMAILIMOHHYIO CHCTEMYy YydeTa o0beMa TMpPOM3BOACTBA U 000pOTa STUIOBOTO CIHUPTA,
QJIKOTOJIBHOM M CIUPTOCOJEpKAIEH MpoAyKLUMU cieayiouie cBeneHus: (B pen. IlocranoBnenus
[TpaButenscTBa PD ot 24.03.2023 N 468)

a) cBeleHHS O cyOBeKTax oOOpalleHHsl JICKapCTBEHHBIX CpPEACTB, YYacCTBYIOIIMX B 000poTe

CIUPTOCOEPKAIINX JIEKAPCTBEHHBIX mpenaparoB; (B pen. [locranosnenus IlpaBurensctBa PO ot
24.03.2023 N 468)

0) cBeseHUSI O MPOU3BOJCTBEHHBIX IUIOMIAJKAX CYOBEKTOB OOpAaIIeHUs JEKAPCTBEHHBIX CPEACTB,
OCYILIECTBIAIOIIMX  IIPOU3BOACTBO  CIMPTOCOAEPXKAIUMX  JICKAPCTBEHHBIX  IIPENapaTroB U

3aperucCTpUpPOBaHHBIX B cucTeMe MOHUTOpuHra; (B ped. Ilocranomnenus IlpaBurensctBa PO ot
24.03.2023 N 468)

B) CBCACHUA O JICKAPCTBCHHBLIX IIpf€riaparax, 3apCruCTPUPOBAHHBIX B CHUCTEMC MOHHUTOpPUHIA

cyOBbeKkTaMu oOpallleHus JeKapCcTBEHHBIX cpenacTB; (B pen. [loctanosnenus [IpaButensctBa PO ot
24.03.2023 N 468)

T') CBEJICHUS O BBOJIE B 000POT, 000POTE M BBHIBOJIE U3 000POTa CIUPTOCOACPIKAIINX JIEKAPCTBEHHBIX
npemnapartos. (B pea. [Tocranosienus [IpaButensctea PO ot 24.03.2023 N 468)

10. Y3 cucreMbl MOHUTOPHHIA B IENAX pealn3alli BO3MOXKHOCTEH, YKa3aHHbIX B MyHKTe 56(1)
ITono>keHns 0 cucTeMe MOHUTOPUHIA JIBUKEHUS JIEKAPCTBEHHBIX MPENapaTroB JUIsl MEAUIIMHCKOTO
MPUMEHEHHUS, YTBEPKIEHHOTro TocTtaHoBieHueM lIpaButenbctBa Poccuiickoit ®enepanun ot 14
nexabps 2018 r. N 1556 "O6 yrBepxknaeHun [lonokeHHs 0 cuCTeMe MOHMTOPUHIA JBMIKEHHS
JIEKapCTBEHHBIX  MpEMaparoB ISl MEIUIMHCKOro npuMeHeHus', Ha EnuHblid  mopran
TFOCyJapCTBEHHBIX ¥ MYHMIMIAJIBHBIX YCIYr MPEACTaBISIOTCS CBEIEHUS O pe3yibTarax
MHUIUUPYEMOU TpakJJaHaMH [IPOBEPKH CPEICTB UJIEHTU(PUKALUN B CUCTEME MOHUTOPHHTA. (B pej.
[Tocranoenenus [IpaBurenscrBa P® ot 16.09.2023 N 1514)

11. U3 cucreMbl MOHHMTOPWHTa B II€JSX MOHHUTOPHHIAa CEBEPHOTO 3aBO3a IEPEHAlTCs B
benepaibHyI0 TOCYIApCTBEHHYI0 HH(DOPMAIMOHHYIO CHCTEMY MOHHMTOPHHIA CEBEPHOTO 3aB03a
cBelieHus: 00 000poTe JICKApCTBEHHBIX IMPEMaparoB Ha TEPPUTOPHIX CEBEPHOTO 3aB03a,
OCyHIECTBIACMOM CY6’BeKTaMI/I O6paHIeHI/I${ JICKAPCTBCHHEBIX CPCIACTB, ABIAIOIMIMUMUCA YIYaCTHUKaAMH

CEeBEpPHOTO 3aBo3a, B cienyromeM coctaBe: (B pen. [locranoBnenus IlpaButensctBa PD o1
24.04.2025 N 553)
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a) CBeJICHNs 00 yJaCTHHKAaX CEBEPHOTO 3aB03a, YKA3aHHBIX B a03alle MepBOM HACTOSILIETO MyHKTa,
(B pex. [TocranoBnenus [IpaBurenscrBa PO ot 24.04.2025 N 553)

0) cBemeHHs O JIEKAPCTBEHHBIX Ipernaparax, 3aperUCTPHUPOBAHHBIX B CHUCTEME MOHHTOPUHTA
CcyObeKTaMu OOpalleHHs JIeKaPCTBEHHBIX CPEACTB, OOOpPOT KOTOPBIX OCYIIECTBISIETCS Ha
TEPPUTOPHSIX CEBEPHOTo 3aB03a; (B pea. [Tocranosnenus [IpaButenscrBa PO ot 24.04.2025 N 553)

B) CBeJleHHsl 00 OOpallleHIH JIEKAPCTBEHHBIX MIPENapaTtoB Ha TEPPUTOPHSIX CEBEPHOTO 3aB0O3a, B TOM
YHCIIC CBEICHUS O PEKBU3UTAX FOCYIAPCTBEHHBIX U MyHHUIIUIAIBHBIX KOHTPAKTOB, MPEICTABICHHBIC
B CHCTEMY MOHHUTOPUHTa CyObeKTaMK 0OpaIeHUsI JIEKAPCTBEHHBIX CPe/CTB. (B pel. [locTaHoBIeHUS
[paButenscTBa PO o1 24.04.2025 N 553)

12. Y3 cucreMbl MOHUTOPHHTIA B LEJIAX MOATBEPKACHUS CTPAHBI POUCXOKICHUS JIEKAPCTBEHHOIO
npernapara B COOTBETCTBMM C mocTaHoBJieHHeM [IpaButennctBa Poccuiickoii ®enepaunu ot 23
cearsaops 2025 1. N 1462 "OOG yrtBepxkaenun IlpaBun nO0OPOBOJIBHOTO TNPEAOCTABICHHUS B
roCy/IapCTBEHHYI0 MH(POPMAILIMOHHYIO CUCTEMY MOHUTOPHHTA 32 000pPOTOM TOBApOB, MOAJIEKAIIUX
00s3aTeIbHOM  MapKUPOBKE CpeACcTBaMH HAeHTHU(UKAanWU, wuHpopManuu, ee oO0paboTKu W
MPUMEHEHUS B IENAX MOATBEPNKACHUS CTPAHbI MPOUCXOXKICHHS JICKAPCTBEHHBIX IMPENapaToB IS
MEAMIIMHCKOTO  NPUMEHEHHUs,  MOJUIekKAIIUX  00s3aTEJIbHOM  MAapKHUpPOBKE  CpPEACTBAMHU
uaeHTU(GUKAIMK" B TOCYAAPCTBEHHYIO HH(POPMAIIMOHHYIO CHUCTEMY MOHHTOPHHTa 3a 000pPOTOM
TOBAPOB, MOJISKAIMINX 00A3aTEIbHON MapKUPOBKE CPEACTBAMHU WIACHTU(UKAIUH, TIEPEAAIOTCS 10
3arpocy TroCyAapCTBEHHOW WH(GOPMAIMOHHONW CHUCTEMbl MOHUTOpPHHIA 3a OOOPOTOM TOBAapoOB,
MOJUIeKANMX 00s3aTeTIbHON MapKHPOBKE CPEACTBAMHU HACHTHU(HUKAIMH, CICTYIONNe CBeIeHU: (B
pen. ITocranosnenus IIpaBurenanctBa PO ot 29.09.2025 N 1495)

a) KOJIMYECTBO TOPTOBBIX €MHUIL JIEKAPCTBEHHBIX MPENApaTOB, CBEACHUS O KOTOPBIX MPECTABIICHBI
cyObeKkTaMu 0oOpallleHHs JeKapCTBEHHBIX CPEACTB B CUCTEMY MOHHUTOPHMHIA IPU BBOJE B 000pOT
JIEKapCTBEHHBIX MpenapaTtoB B cOOTBeTCTBUU ¢ MyHKTOM 1 mpunioxkenus N 3 k Ilonoxenuto; (B pen.
[Tocranosnenus [IpaBurenscta PO ot 29.09.2025 N 1495)

0) mara coBeplLIeHHs OIlepaldyd B OTHOUIEHWH TOPrOBBIX €AMHUI] JIEKAPCTBEHHBIX MpPENapaTos,
CBEJICHUSI O KOTOPBIX IMPEJCTaBICHBI CYyOhEKTaMU OOpAaIeHUs JEKAPCTBEHHBIX CPEICTB B CHCTEMY
MOHUTOPHHTA MpPHU BBOJE B OOOPOT JICKAPCTBEHHBIX IpENapaToB B COOTBETCTBUU C IYHKTOM 1
npuioxkeHuss N 3 k Ilonoxenuto; (B pen. [locranosnenus IlpaBurensctBa P® ot 29.09.2025 N

1495)

B) KOJMYECTBO BTOPUYHBIX (IIOTPEOMTENHCKUX) YIAKOBOK JIEKAPCTBEHHOI'O Ipenapara WM
NEPBUYHBIX YMAaKOBOK JIEKAPCTBEHHOIO MpemnapaTa (B ciliyyae MapKHUPOBKHM MEPBUYHBIX YHAKOBOK
JIEKapCTBEHHOI'0 Ipernapara cpeicTBaMU WICHTU(HUKALMKI), BBOIUMOIO B TpakJaHCKUN 000poT; (B
pen. [Tocranopnenus [IpaButensctea PO ot 29.09.2025 N 1495)

I') PEKBM3UTHI 3allMCH O JIEKApCTBEHHOM IIperapare, BBOJAMMOM B TpaKJaHCKU 0OOpOT, B
aBTOMAaTHU3UPOBAHHONW HMHQOpMaMOHHON cucTtemMe DeneparbHON CIyXObl 1O HAA30py B cdepe
3npaBooxpanenus; (B pex. [loctanosnenus [IpaBurensctBa PO ot 29.09.2025 N 1495)

1) HOMep paspemieHus DeaepanbHON CIIy OBl IO HAA30py B cdepe 37ApaBOOXpaHECHUs] HA BBOJ B
rpaXJIaHCKUM 00opoT (B ciydyae BBOAAa B TPAXIAHCKHH OOOPOT HMMMYHOOHOJIOTHYECKOTO
JekapcTBeHHOTro npenapara). (B pen. [Toctanosnenus [IpaBurensctBa PO ot 29.09.2025 N 1495)

13. U3 rocymapcTBeHHONW WH(POPMAIMOHHON CHUCTEMBI MOHHTOPHHTA 3a OOOpPOTOM TOBApOB,
MOJJIeXKAX 00s3aTeNbHOM MapKUPOBKE CPeICTBaMU WACHTU(UKAINH, B IENAX MOATBEPKIACHUS
CBEJICHNH O CEpUM JIEKapCTBEHHOTO IIpenapara, MPOU3BOJACTBO KOTOPOIO OCYIIECTBIIAETCS Ha
TeppuTopuu EBpa3zuiickoro 3KOHOMHUYECKOTO COK03a IO MOJHOMY IUKIY MPOM3BOACTBA (BKIHOYAs
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CHUHTE3 MOJIEKYJIbl JIEHCTBYIOIIETO BellecTBa (apMaleBTUUYECKOW CyOCTaHLMHU), B CHUCTEMY
MOHMTOPHMHIA II0 3alpOCy CUCTEMbl MOHUTOPHHIA IEPEAAIOTCS CIELYIOIIME CBEACHHUA: (B pel.
[Tocranosienus IIpaButenscTBa PO ot 29.09.2025 N 1495)

a) TII00ANBHBI HWICHTU(DUKAIMOHHBIA HOMEP TOPTrOBOM EIWHUIIBI JIEKAPCTBEHHOIO Tpernapara; (B
pen. [Tocranosnenus [IpaBurenpcrBa PO ot 29.09.2025 N 1495)

0) uaeHTU(UKAIIMOHHBIA HOMEP HAaJIOTOIUIATEINbIINKA TPOU3BOAMUTEINS JICKAPCTBEHHBIX CPEICTB; (B
pen. [Tocranosnenus [IpaBurenpcrBa PO ot 29.09.2025 N 1495)

B) HOMEp IPOM3BOJCTBEHHOW CEpPUM, B OTHOLIEHUU KOTOPOW IPOU3BOJIUTENIEM JIEKAPCTBEHHBIX
CPEICTB MOJY4YEH IOKYMEHT, COJEpJKaIlllMi CBENCHMS O CTagusAX TEXHOJIOIMYECKOro Ipolecca
IIPOM3BOJCTBA JIEKAPCTBEHHOI'O CPEACTBA, OCYLIECTBISIEMBIX Ha TeppuTopuu EBpasuiickoro
SKOHOMMYECKOTO COI03a, BblIABacMbli MMHHCTEPCTBOM INPOMBINUIEHHOCTH M TOPIOBIH
Poccuiickoit ®enepaunn B ycTaHoBieHHOM mopsizake. (B pea. Ilocranosnenus IlpaBurensctBa
P® ot 29.09.2025 N 1495)

Ipunooicenue N 2
K Ilonosicenuto o cucmeme MOHUMOPUH2A
OBUIICEHUSL TeKAPCMEEHHBIX NPENnapamos

07151 MEOUYUHCKO20 NPUMEHEHUS.

INEPEYEHDb CBEJEHUMN, IPEJACTABJISIEMBIX [IPU
OIICAHUMU JIEKAPCTBEHHBIX ITIPEITAPATOB JIJI51
MEJIUIIMHCKOI'O IPUMEHEHUSI CYBBEKTAMHU
OBPAIIIEHUS IEKAPCTBEHHBIX CPE/JICTB B
HUH®OPMAIIMOHHBIN PECYPC, OBECIIEUNBAIOIIINN
YUET U XPAHEHHUE JTOCTOBEPHBIX JIAHHBIX O
TOBAPAX ITO COOTBETCTBYIOIIE TOBAPHOHN
HOMEHKJIATYPE

(B pexn. ITocranornenwnii [IpaBurenbera PO ot 29.11.2023 N 2027, ot 06.07.2024 N 922)

1. ToproBoe HaMMEHOBaHUE JICKAPCTBEHHOTO Mpemapara JJisi MEIUIIMHCKOTO TIPUMEHEHUs (J1anee -
JIEKapCTBEHHBIN MTpenapar).

2. bpenn (ToproBast Mapka).
3. Homep perucTpalilnoHHOTO yAOCTOBEPEHUS JIEKAPCTBEHHOIO IIpenapara.

4. Jlata peructpanuu (TOCYJapCTBEHHOW PETHUCTPAILMH) JIEKApCTBEHHOTO Tpemapara. (B pel.
[Tocranosnenus [IpaBurenscrBa P® ot 06.07.2024 N 922)
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5. HaumeHoBaHue AepxaTeliss WIHM BIaJeNbla PErUCTPAMOHHOTO YIOCTOBEPEHHUS JEKApCTBEHHOTO
npernapara.

6. Anpec nepxatens WIM BlajAeiblla PETUCTPALMOHHOTO YIOCTOBEPEHMSI JIEKAPCTBEHHOI'O
mpernapara.

7. MextyHapoHOE HEIIaTeHTOBAaHHOE HAaMEHOBAHUE JIEKApCTBEHHOTO TIperiapara.
8. JlekapcTBenHas opma.
9. KonmruecTBO €MHUI H3MEPEHHUS! TO3UPOBKH JICKAPCTBEHHOT'O ITperapara.

10. Tunm BTOpUYHOU (MOTPEOMTEIHCKOW) YIMAKOBKH JICKAPCTBEHHOTO IIpemapara (B clydae ee
OTCYTCTBHS - IEPBUYHOMN YITAKOBKH JIEKAPCTBEHHOTO MperapaTa).

11. Matepuas BTOpUYHOU (IMOTPEeOUTETHCKON) YITAKOBKH JIEKAPCTBEHHOTO IperapaTa (B cliydae ee
OTCYTCTBHS - IEPBUYHOMN YITAKOBKH JIEKAPCTBEHHOTO MperapaTa).

12. KonnuectBo (Mepa) JIEKapCTBEHHOTO IperapaTa BO BTOPUYHON (MOTPEOUTENIBCKOM) yIaKOBKe
JICKApCTBEHHOTO Mpernapara (B ciy4yae ee OTCYTCTBHS - B NEPBUYHOHN YIMaKOBKE JICKAPCTBECHHOTO
npenapara).

13. Hamuume BHYTpU BTOPUYHON (MIOTPEOUTENHCKOM) YMAKOBKHM JIEKAPCTBEHHOI'O Ipemnapara
HEMapKUPOBAaHHOW NMEPBUYHON YNAKOBKM JIEKAPCTBEHHOro mpernapara (IIpyd HaJIMYUU BTOPUYHOU
(MOTpeOuTENbCKON) YIIAKOBKH JIEKAPCTBEHHOTO MIperaparta).

14. Omnucanue BJIOXKEHHOW BO BTOPUYHYIO (TIOTPEOUTENHCKYIO) YIAKOBKY JIEKAPCTBEHHOIO
npenapaTa HEeMapKUpPOBAHHOM MEPBUYHON YIIAKOBKU JIEKAPCTBEHHOTO IIpernapara.

15. HaumenoBanue ¢acoBuuka (ymakoBIIMKa) (3alOJHSIETCS B Cly4yae OCYIIECTBJIEHHUS (hacOBKH
(ynakoBku) Ha Teppuropun Poccuiickoii @eneparun).

16. Anpec dacoBuiuka (yrmakoBIIMKa) (3aMOIHSIETCS B CIIydae OCYIIECTBIEHUS (PacOBKH (YTIaKOBKH)

Ha Ttepputopun Poccuiickoii ®enepanun). (B pen. Ilocranosnenus IlpaBurensctBa P® ot
29.11.2023 N 2027)

Ipunoscenue N 3
Kk Tlonoocenuio o cucmeme MonumopuHaa
OBUNCEHUSL TIeKAPCMBEHHBIX NPENnapamos

07151 MEOUYUHCKO2O0 NPUMEHEHUS.

CBEAEHUS, TIPEJICTABJIAEMBIE CYBBEKTAMHA
OBPAIIEHUSA JIEKAPCTBEHHBIX CPEACTB B
CUCTEMY MOHUTOPHUHTI' A IBUXKXEHUA
JIEKAPCTBEHHBIX IIPEITAPATOB JJISA
MEAUIINHCKOI'O TIPUMEHEHUSA ITPU BBOJE B
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OBOPOT JIEKAPCTBEHHBLIX IIPEITAPATOB J1J15
MEIULHAHCKOI'O IPUMEHEHUA

(B pen. ITocranosnennii [IpaButensctBa PO ot 30.08.2019 N 1118, ot 20.03.2020 N 311, oT
21.07.2020 N 1079, ot 02.11.2020 N 1779, ot 24.03.2023 N 468, ot 29.11.2023 N 2027)

|. CBenennst 0 JIeKapCTBEHHBIX MpenaparTax JAJsi MeIMIUHCKOI0
NPUMEHEHUs, IPOU3BEACHHBIX Ha TeppuTopuu Poccuiickoi
denepaunu, NpeacTaBiasieMble CyObeKTaMu 00palleHust
JIEKAPCTBEHHBIX CPEACTB B CUCTEMY MOHUTOPHHIA ABUKECHUS
JIEKAPCTBEHHBIX NPEnapaTos IAJIs1 MEeIULIMHCKOI0 NPUMEHECHUS
1. CyObekTsl oOpaiieHust JIEKapCTBEHHBIX CPENICTB NPU 3aBEPIICHUH CTaaAWU (HAcCOBKH (YIMaKOBKH)
JICKAPCTBCHHLIX IPCIIapaTOB AJId MCAUIUHCKOI'O IIPUMCHCHUA (z[anee - JICKApCTBCHHBIC npenapaTLI)
Y MapKHUPOBKH YIaKOBOK JIEKAPCTBEHHBIX MPENapaToB CPEACTBAMU UICHTU(UKALUN PEACTABISAIOT
B CUCTCMY MOHUTOPHHTIA JABUKCHUS JICKAPCTBCHHBIX IMPEIIapaTOB (I[anee - CHUCTEMA MOHI/ITOpI/IHFa)

CJICAYIOUIYI0 HH(OPMAIMIO B OTHOILEHUH Ka)KJJOH TOPrOBOW €JMHMIIBI JIEKAPCTBEHHOI'O IIpernapara:
(B pex. [Tocranoenenus [IpaBurenscrea PO ot 29.11.2023 N 2027)

a) 1aTa COBEPIICHHS OTepallnu;

0) uneHTUGUKaTOp CyOBEKTa OOpaleHHs JEKapCTBEHHBIX CPENICTB, OCYIIECTBIAIOMIETO (ACOBKY
(YIakoBKy) JICKQpCTBEHHBIX IIPEIMApaTOB M MAapKUPOBKY YITAKOBOK JIEKAPCTBEHHBIX IIPEIapaToB
cpeactBamu uacHTUGuKanuy; (B pen. [locranosnenuii [IpaBurenscrBa PO or 21.07.2020 N 1079,
ot 29.11.2023 N 2027)

B) MOJIMYHKT yTpatui cuiy. (B pen. [Tocranosnenus [Ipasurensctea PO ot 21.07.2020 N 1079)

F) THUIT TPOU3BOJACTBCHHOI'O 3aKa3a (KOHTpaKTHOC WA COOCTBEHHOE HpOI/I3BOI[CTBO);

1) uaeHTH(UKATOp cyObeKTa OOpallleHHs JIEKAPCTBEHHBIX CPEJCTB, SBIISIOLIETOCS 3aKa3UUKOM
KOHTPAKTHOTO (TIOJPSTHOTO) MPOU3BOJCTBA (B Clydae MPEACTABICHHUS HHPOPMAIMH CYOHBEKTOM
oOpalleHuss  JIGKAPCTBEHHBIX  CPEJICTB,  OCYLIECTBISIIOIIMM  KOHTPAakTHOEe  (TOAPSAIHOE)
npou3BoCTBO); (B pen. [Toctanornenus [IpaButensctea PO ot 21.07.2020 N 1079)

€) rI100aNbHbIM NACHTU(DUKAIMOHHBI HOMEp TOPrOBOM €MHUIIBI JIEKAPCTBEHHOT'O IpenapaTa;
) HOMEp MPOU3BOACTBEHHON CEpUH JIEKApCTBEHHOT'O Mpenapara;
3) AaTa UCTEUEHHUsl CPOKa FOJHOCTH JIEKApCTBEHHOTO Mpenapara;

M) KOJ WACHTU(UKAMM, TPUCBOEHHBIM YIAKOBKE JIEKAPCTBEHHOTO Ipemaparta; (B pea.
[Tocranoenenus [IpaBurenscrBa P® ot 29.11.2023 N 2027)

K) uHpopmanus o0 HCIOJIB3YEMOM YCTPOWCTBE perucrpanuu smuccuu. (B pea. IloctaHoBneHus
[TpaButenscTBa PO ot 20.03.2020 N 311)

2. IynkT yrpatun cuiy. (B pen. [locranoBnenus [IpaBurensctBa PO ot 24.03.2023 N 468)

Il. CBenenus, npeacrasisiembie Cy0beKTaMu 00palieHust
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JIEKAPCTBEHHBbIX CPEJICTB B CUCTEMY MOHUTOPUHIA, O JIEKAPCTBEHHbIX
npemnaparax, Npou3BeJIeHHbIX 32 npeaejaMmu reppuropun Poccunckoun
Degepanuu

3. CyObekTsl oOpalieHus JTEKapCTBCHHBIX CPEACTB MPU 3aBEPUICHUM MPOW3BOJACTBEHHON CTaIUU
dacoBku (yHakoBKH) JIEKaPCTBEHHBIX IMPEMapaTOB WM 3aBEpPIICHUMH MAapKHUPOBKU YIIaKOBOK
JICKapPCTBEHHBIX MPENapaToB CPEeICTBAMU UICHTHU(PUKAIMN HA TAMOKEHHOM CKJIaJleé B COOTBETCTBHH
¢ abzaneM BTOphIM IyHKTa 4 [lomokeHHs O CHUCTeME€ MOHMTOPHUHIA JBUKEHHS JIEKaPCTBEHHBIX
npenaparoB JJis MEIUIMHCKOTO MPUMEHEHHUsI, YTBEP>KIECHHOTO MocraHoBieHueM l[IpaButenbcTBa
Poccutickoit ®eaepannu ot 14 nexadbpst 2018 r. N 1556 "O06 yrBepknenun I[lonoxenus o cucreme
MOHUTOPUHTA JIBUKCHUS JICKAPCTBEHHBIX MpPENaparoB i MEIUIMHCKOTO NMpUMeHeHus" (maiee -
[TonoxxeHue), TPeACTaBISIIOT B CUCTEMY MOHUTOPHHIA B OTHOIIEHUU KaXKJOW TOPrOBOM €IMHUIIBI
JIEKapCTBEHHOI'O0 IIperapara, IIpOM3BeIeHHOM BHe Tepputopun Poccuiickoin denepauuu,
crnenyronryto uadopmanuio: (B pea. Ilocranosnenus [IpaButenscrBa PO ot 21.07.2020 N 1079)

a) nara coBepuieHus onepanuu; (B pea. [loctanosnenus [Ipasutenscrea PO or 21.07.2020 N 1079)

0) nnentruukaTop cyoObeKkTa 0OpameHust JIEKapCTBEHHBIX CPEACTB, SBISIOMIETOCS JepKaTeIeM HUiIH
BJIQJICTIBIIEM PErHCTPAI[MOHHOTO YJIOCTOBEPEHHMS, WM MPEACTaBUTEIHCTBA CYObEKTa OOpalieHUs
JIEKapCTBEHHBIX CpeacTB Ha Tepputropuu Poccuiickoit ®denepanuu; (B pen. I[loctanoneHus
[TpaButenscTBa P® or 21.07.2020 N 1079)

B) UICHTH(PHUKATOpP CyOBeKTa OOpaIleHHs JICKAPCTBEHHBIX CPEIICTB, OCYIISCTBIISIONMIECTO (PACOBKY
(ymakoBKy) JekapcTBeHHbIX TmpernapatoB; (B pen. IlocranoBnenuii IIpaButensctBa P® ot
21.07.2020 N 1079, ot 29.11.2023 N 2027)

r) wuneHTUUKATOp CyOBEKTa OOpalleHHs JIEKAPCTBEHHBIX CPEACTB, OCYMIECTBISIFOLIETO
IPOU3BOJICTBCHHYIO CTaJIHI0 BBITYCKAIOIIET0 KOHTpOJisi KadecTBa; (B ped. IlocraHoBIeHHUs
[MpaButenscTBa PO ot 21.07.2020 N 1079)

1) TI00aNbHBIA HICHTH(UKAIIMOHHBIH HOMep TOproBoil enuHuUbl, (B pen. IlocTaHoBieHHs
[MpaBurenscTBa PO ot 21.07.2020 N 1079)

€) HOMep IPOU3BOACTBEHHOM CEpHM JIEKapCTBEHHOro mpemapara; (B pena. IloctaHoBienus
[TpaButenbctBa PO ot 21.07.2020 N 1079)

) Jara HCTEYeHMs] CpoKa TOJHOCTH JIeKapCcTBEHHoro mpemnapara; (B pen. IlocranoBnenus
I[TpaButenbcTBa PO ot 21.07.2020 N 1079)

3) KO TaMOXXEHHOTO OpraHa M PerucTpaliMOHHBIII HOMEp TaMOXXEHHOTrO CKJajaa (Mpu MapKUpOBKE
YIaKOBOK JIEKaPCTBEHHBIX MPENaparoB CPeICTBAMU MJIEHTU(UKALMK HAa TaMOKEHHOM CKJaze); (B
pen. [TocranoBnenus I[IpaBurenscrBa P® ot 21.07.2020 N 1079)

M) KOJ WACHTU(UKAMM, TPUCBOEHHBIM YIAKOBKE JIEKAPCTBEHHOTO Ipemaparta; (B pea.
[Tocranoenenus [IpaBurenscrBa P® ot 29.11.2023 N 2027)

K) uHpopManus 00 MCIOIB3yeMOM YCTPOMCTBE peructpanuu sMuccud. (B per. IloctanoBieHus
[MpaBurenscTBa PO ot 21.07.2020 N 1079)

3.1. CyObexTbl oOpalieHus JIeKapCTBEHHBIX CPEICTB MPH OCYIIECTBICHUH MAPKUPOBKU YHAKOBOK
JIEKapCTBEHHBIX MPENapaToB CPeICTBAMU UICHTU(PHUKALIMU HA TAMOKEHHOM CKJaJleé B COOTBETCTBUH
¢ abzanem BTOpbIM NyHKTa 4 IloyojkeHUs! MPEACTaBIAIOT B CHCTEMY MOHMTOPHHIA CIEAYIOIIYIO
urdopmarnmto: (B pen. [locranosnenus [IpaBurenscrea PO ot 21.07.2020 N 1079)
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a) uaeHtTudukaTop cyobekTa oOpaIieHus JeKapCTBEHHBIX CPEACTB, SBIISIOMICTOCS AEpKATEIEM WU
BJIQ/IETIbLEM PErMCTPALMOHHOIO YJIOCTOBEPEHMS, WM IPEACTAaBUTEIbCTBA CyOBEKTa OOpalleHus
JIEKapCTBEHHBIX CpeAcTB Ha Tepputopuu Poccuiickoit ®denepanuu; (B pen. IloctanomneHus
[paBurenscTBa PO ot 21.07.2020 N 1079)

0) nara coBepiieHus onepanuu; (B pea. [locranosienus [Ipasurenpctea PO ot 21.07.2020 N 1079)

B) TIJI00anbHBIl HACHTH(HUKAIIMOHHBI HOMEp TOProBOW equHHIB;;, (B ped. IlocTaHOBICHMS
[paButenscTBa PO ot 21.07.2020 N 1079)

I) KOJA TaMOXXEHHOI'O0 OpraHa M PEerucTpalOHHBII HOMEpP TaMOKEHHOIO CKJaJa, Ha KOTOPOM
OCYILECTBIIICTCSI MApPKUPOBKA YIIAKOBOK JIEKAPCTBEHHBIX MPENapaToB CPEACTBAMHU UICHTU(UKALUU

B COOTBETCTBUU ¢ ab3amem BTopeiM IyHKTa 4 [lonoxenwus; (B pen. [loctanoBnenus [IpaButenbcraa
P® o1 21.07.2020 N 1079)

1) konsl uneHtudukanuu. (B pen. [locranosnenus [paBurensctea PO ot 21.07.2020 N 1079)

[11. CBenenns, npeacrapiisieMble Cy0beKTaMi 00palleHUs]
JIEKAPCTBEHHBIX CPEICTB B CHUCTEMY MOHMTOPHHIA, 0 JIEKAPCTBEHHbIX
npemnaparax, BBO3MMbIX Ha Tepputopuro Poccuiickoin ®egepauuu

4. CyObekTsl 0OpalleHus JIEKapCTBEHHBIX CPEACTB MPU 3aBEPUICHUU OTIPY3KH JIEKAPCTBEHHBIX
npenaparos B Pocculickyro ®@enepanyio WM MOCie Mepelayd CBEICHUM O MapKUPOBKE YIIAKOBOK
JIEKapCTBEHHBIX MIPENapaToB CPeACTBAMHU UACHTU(DHUKALMY Ha TAMOXKEHHOM CKJIaJle B COOTBETCTBUU
¢ ab3anem BTOpbIM IyHKTa 4 IlosiokeHHs MPEACTaBISAIOT B CUCTEMY MOHUTOPHHIA CIIETYIOIIYIO
UH(OPMALIMIO B OTHOLLICHUH KaX/101 eJMHUILIBI JIeKapCTBEHHOT 0 npenapara: (B pea. [loctanoBienus
[MpaBurenscTBa PO ot 21.07.2020 N 1079)

a) nara coBepuieHus onepanuu; (B pea. [locranosnenus [IpasutenscrBa PO or 21.07.2020 N 1079)

0) nnentugukaTop cyobekTa oOpaleHHs JIEKapCTBEHHBIX CPEJICTB, SBISIIOIIErOCs AepKaTelleM WIn
BJIAJICJIBLIEM PETUCTPALMOHHOIO YJIOCTOBEPEHMs, WM INPEACTaBUTEIbCTBA CyObEeKTa oOpalleHus
JeKapCTBEHHbIX CpeAcTB Ha Tepputopun Poccuiickoit denepauun (He TpeOyercs B ciydae
NIPEJICTaBICHUSI CBEJICHUI B COOTBETCTBUU C ab3allaMU CEbMBIM U JI€CATHIM ITyHKTa 37 1 ab3aiem

cenpmbIM TyHKTa 38 Tlonoxenus); (B pen. I[locranosnenwuii IlpaBurensctBa PO ot 21.07.2020 N
1079, ot 02.11.2020 N 1779)

B) HAeHTU(DUKATOp CcyObeKTa OOpalleHUs JIEKapCTBEHHBIX CPEACTB, SBISIOIIEIOCS MPOJaBLOM
JIeKapCTBEHHBIX IpenapaToB (He TpeOyeTcs B cilydae MpeACTaBJICHUS CBEACHUNH B COOTBETCTBUU C
ab3anamMu ceIbMbIM U JIECSATHIM NyHKTa 37 u ab3aueM cenpMbiM nyHKTa 38 Ilonoxkenus); (B pen.
[Mocranosnenuii [IpaButenscrBa PO ot 21.07.2020 N 1079, ot 02.11.2020 N 1779)

I) WICHTHPUKATOpP CyObeKkTa oOpallleHus JIEKapCTBEHHBIX CPEJICTB, SBISIOIIEIOCS MOKYIaTeleM
JIeKapCTBEHHBIX MpemapaToB B Poccuiickoit @enepanuu; (B pen. [loctanoBnenus: [IpaBurenncTBa
P® ot 21.07.2020 N 1079)

1) Tun gorosopa; (B pea. [Tocranosnenus [Ipasutenscra PO ot 21.07.2020 N 1079)

€) PEKBU3UTHI NIEPBUYHOIO JOKYMEHTA, SIBJISIFOIIETOCS OCHOBAHMEM JUIsl OTIPY3KH JIEKAPCTBEHHOTO
npenapata B Poccuiickyio ®enepanuto; (B pea. Ilocranosnenus IlpaBurenscrsa PO ot 21.07.2020
N 1079)

)K) KO TaMOXXCHHOI'O OpraHa 1 pCI‘I/ICTpaL[I/IOHHEJﬁ HOMCp CKJIaga (a;[pec MCCTa HAXOKACHU TOBApa
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COTJIACHO JEKJIapallii Ha TOBAPHI, 38 UCKIIOYEHUEM CIydas MapKUPOBKH YIIaKOBOK JIEKaPCTBEHHBIX
MpernapaToB CPEeACTBAMH HJCHTHU(UKAIMU HAa TAMOXCHHOM CKJIaJle B COOTBETCTBUHM C ab3amem
BTOpBIM ITyHKTa 4 [Tonoxenus); (B pen. [loctanosnenuii [1paButenscta PO ot 21.07.2020 N 1079,
ot 24.03.2023 N 468)

3) KOA WIEHTH()UKALIMKM WIA KOJ HACHTH(PHUKAIUK TPETUYHOW (TPAaHCHOPTHOM) YMAaKOBKH
JIEKapCTBEHHOTO IIpenapaTta, B KOTOPOH HaXOIUTCs 3TOT JIEKAapCTBEHHBIM Ipernapar (B ciydae
OTTPY3KH TPETHUYHOM (TPaHCIOPTHOW) YNAKOBKM JIEKAPCTBEHHOI'O Ipenapara LEeIUKoM). (B pen.
[Tocranosienus IIpaButenscTBa PP or 21.07.2020 N 1079)

5. CyObekTsl oOpalieHus JIEKapCTBEHHBIX CPEJACTB IMPH OCYLIECTBICHWU BBO3a MPEICTABISIOT B
CHCTEMy MOHHMTOPHHIA CIICAYIOIIYyI0 HH(POPMAIMI0O B  OTHOUICHWH KA&XAOW  €AMHHIIBI
JeKapcTBeHHOro npenapara: (B pea. [locranosnenus [IpaBurenscrBa PO ot 21.07.2020 N 1079)

a) nara coBepuieHus ornepanuu; (B pea. [locranosnenus [IpaButenscrBa PO or 21.07.2020 N 1079)

0) nneHtugpukarop cyObeKkTa OOpallleHHs JIEKAPCTBEHHBIX MPENapaToB, OCYLIECTBIISIIOIIEIO BBO3
JIeKapCTBEHHBIX NpenapatoB B Poccuiickyro @enepaumto; (B pen. Ilocranosnenus IIpaBurenscra
P® ot 21.07.2020 N 1079)

B) KOJI TAMOXKEHHOI'0 OpraHa U perucTpaliMoOHHbIN HOMEp CKiaza (agpec MecTa HaxOoX/IeHUs TOBapa
COIIacHO Jekiapauuu Ha ToBaphl); (B pexd. Ilocranosnenuii IlpaButensctea PO ot 21.07.2020 N

1079, ot 24.03.2023 N 468)

r) HISHTUPUKATOp CyOBeKTa OOpalleHUs JEKApPCTBEHHBIX CPEJICTB, SBIISIONMICTOCS IPOJABIIOM
JIEKapCTBEHHBIX MpenaparoB (He TpeOyeTcs B Cilydae MpeACTaBICHUS CBEJICHHI B COOTBETCTBUH C
ab3amamMu CebMBIM U JIeCATHIM MyHKTa 37 u ab3aneM cenpbmbiM nyHKTa 38 [lonoxenus); (B pen.
[Tocranosienuii ITpasutenscrBa PO ot 21.07.2020 N 1079, ot 02.11.2020 N 1779)

1) Tim gorosopa; (B pea. [Tocranosnenus [Ipasutenscta PO ot 21.07.2020 N 1079)

€) PEeKBHU3UTHI TMEPBUYHOTO JOKYMEHTA, SIBJISIONIETOCS OCHOBAHHMEM JJIi BBO3a JIEKAPCTBEHHOTO
npemnapata B Poccuiickyio @enepanuto (narta u Homep); (B pen. [locranosnenus [IpaButensctea PO
or 21.07.2020 N 1079)

) UIeHTU(UKATOp cyObeKkTa oOpallleHns JeKapCTBEHHBIX CPECTB, SIBISIOIIETOCs epKaTesIeM Uiu
BJIAJICJIbLIEM PETUCTPAL[MOHHOTO YJIOCTOBEPEHMS, WM IPEACTaBUTEIbCTBA CyObEeKTa oOpalleHus
JIEKapCTBEHHBIX CPeICTB Ha Tepputopuu Poccutickoii deneparuu (B cirydae BBO3a JIEKAPCTBEHHOTO
npenapata B Poccuiickyto ®enepanuio cyObeKTOM oOOpalleHHs JIEKapCTBEHHBIX CpEACTB, HE
ABJISIOIMMCSL IEp>KaTeJIeM WJIU BIIAJEIbLEM PETUCTPALlMOHHOIO YAOCTOBepeHus) (He Tpedyercs B
cilyyae MpeACTaBICHUs CBEJACHUN B COOTBETCTBUU C a03allaMH CEIbMBIM U JECATHIM IyHKTa 37 U
ab3anem cenpMbiM myHKTa 38 [lomoxenwus); (B pen. Ilocranosnenuit IlpaBurenscrBa PD ot

21.07.2020 N 1079, ot 02.11.2020 N 1779)

3) KOJI WIASHTHU(PHUKAUUU WM KOJ HUACHTU(PUKAIMK TPETUYHON (TPaHCIOPTHOM) YMNAaKOBKH
JIEKapCTBEHHOTO MpenapaTa, B KOTOPO HaXOJUTCs ITOT JIEKapCTBEHHBIH Mpemnapar (B cilydae BBO3a
TPEeTUYHOM (TPAHCHOPTHOM) YMAaKOBKM JIEKAPCTBEHHOI'O Ipernapara LEeIuKoMm). (B  ped.
[Tocranoenenus [IpaBurenscrBa P® ot 21.07.2020 N 1079)

6. CyObeKTbl oOpallleHus JIEKapCTBEHHBIX CPEACTB, OCYLIECTBISIONIME Nepeaady JIeKapCTBEHHBIX
NpenapaToB, IMOMEMICHHBIX [0 TaMOXXEHHYIO MPOIEAYypy TaMOXXEHHOTO CKIIaAa, JIpyromy
COOCTBEHHUKY (CMEHa COOCTBEHHMKA), IMPEJICTABISIOT B CHCTEMY MOHUTOPHMHIA CIIEAYIOLIYIO
WH(POPMAIINIO B OTHOIICHUH KaXTI0H €IIMHUIIBI JIEKApCTBEHHOTO npernapara: (B pea. [loctanoBieHus
[paBurenscTBa PO ot 21.07.2020 N 1079)
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a) nara coBepuicHus onepanuu; (B pea. [locranosnenus [pasutenscrea PO or 21.07.2020 N 1079)

0) naenTuduKaTop CyOBeKTa OOpalieHHsl JeKapCTBEHHBIX CPEJNICTB, OCYIIECTBISIONIETO Iepeaady
JIEKapCTBEHHBIX mpemnapaToB; (B pea. [locranosnenus [IpaBurenscrBa PO ot 21.07.2020 N 1079)

B) MACHTH(UKATOP CyObeKkTa OOpalmeHus JIEKaPCTBEHHBIX CPEJCTB, OCYIICCTBISIOIIETO MPHEMKY
JIEKapCTBEHHBIX npemnapaTos; (B pea. [locranosnenus [IpaBurenscrBa PO ot 21.07.2020 N 1079)

I') PEKBU3UTHI IEPBUYHOTO JTOKYMEHTA, SBJISIFOIIETOCS OCHOBAHUEM JIJIsl TIEpeaun JeKapCTBEHHOIO
npemnapara (gara u Homep); (B pea. Ilocranosienus IIpaButenscTBa PP ot 21.07.2020 N 1079)

) KOA HWISCHTU(PUKANWK WIM KOJA HICHTUPUKAIUUA TPETHYHOW (TPAHCIOPTHON) YITaKOBKHU
JIEKapCTBEHHOI'0 Ipemnapara, B KOTOPOW HAXOAWUTCS 3TOT JIEKApCTBEHHBIM mperapar (B ciydae
nepeaud TPETUYHON (TPaHCHOPTHOM) YHMaKOBKHM JIEKAPCTBEHHOI'O IIpernapara IEeIUKOM). (B pei.
[Tocranosienus IIpaButenscTBa PP ot 21.07.2020 N 1079)

7. CyObexTsl oOpallieHus JeKapCTBEHHBIX CPEJICTB MPH MOATBEPKIACHUH CBEICHUIN 00 OTTPY3Ke WK
O BBO3€ JIEKAPCTBEHHOro Ipemapara B Poccuiickyro ®enepanuto, wiM O IPUEMKE Ha
dapmalieBTUYECKUN CKJIaJ JIEKapCTBEHHOIO Mpernapata Ha tepputropun Poccuiickoit denepanuu,
WIA O Tepeaade IpaBa COOCTBEHHOCTH Ha JICKAPCTBEHHBIM IMperapar, MOMEIIEHHBIH 0.
TaMOKEHHYIO0 TMpPOLEAYpPY TaMOXXEHHOTO CKJaJa, COAEp)KAIUXCsl B CHUCTEME MOHUTOPUHTA,
IPEJICTaBISIIOT B CUCTEMY MOHUTOPUHIA CIEAYIOUIYI0 HH(POPMAIUI0 B OTHOLIEHUM KaXKJIOM
€IMHUIIBI JIeKapcTBeHHOTO mpernaparta: (B pea. [locranoBnenus [IpaBurensctBa PO ot 24.03.2023 N
468)

a) nara coBepuicHus onepanuu; (B pea. Ilocranosnenus IIpasutenscrea PO or 21.07.2020 N 1079)

0) wuneHTuduKaTop cyObekTa OOpalleHHs JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTBIISIOLIETO
noATBepKAeHHEe cBeaeHui; (B pea. [Tocranosienus [IpaButenscrea PO ot 21.07.2020 N 1079)

B) uaeHTuukaTop CcyObeKTa oOpallleHuss JEKapCTBEHHBIX CPEACTB, paHEe OCYIIECTBUBIIETO
PETUCTpalMiO CBEJACHUN 00 OTrpy3Ke WM O BBO3€ JIEKAPCTBEHHBIX MpernapaToB B Poccuiickyio
Qenepanuio, WIM TpUeMKe Ha (apMaleBTUUYECKHI CKJIaJ JIEKApCTBEHHBIX MIpernapaToB Ha
tepputopun Poccuiickoit denepaiuu, Wik rnepefade mpaBa COOCTBEHHOCTH Ha JIEKAPCTBEHHBIN
mpenapar, TOMEIICHHBI TOJ TaMOXEHHYI0 TMpOLeaypy TaMOXEHHOTo ckiana; (B pen.
[Mocranosnenus [paButenscTBa PP ot 21.07.2020 N 1079)

) KOA WAEHTU(UKALIUM WIM KOJ HUACHTU(PUKAIMM TPETUYHOM (TPaHCIOPTHOM) YHNaKOBKU
JIEKapCTBEHHOTO Npenaparta, B KOTOPOM HAXOAWUTCS ATOT JIEKAPCTBEHHBIM Mpemapar (B ciyyae
nepefayd TPETUYHOM (TPaHCIOPTHOM) YMAaKOBKM JIEKAPCTBEHHOTO Ipernapara LEeIUKoM). (B pea.
[MTocranosnenus [IpaBurenscta PO ot 21.07.2020 N 1079)

8. CyOBeKThI 0OpaleHusl JIEKapCTBEHHBIX CPECTB MPH MEPEMEIICHUH JIEKAPCTBEHHBIX MTPETapaToB
MEXY 30HAMH TaMOKEHHOTO KOHTPOJS MPEACTaBIAIOT B CHCTEMY MOHMTOPHHIA CIEAYIOLIYIO
WH(POPMAIIHIO B OTHOIICHUH KaXX/I0H €IMHHUIIBI JIEKApCTBEHHOTO npernapara: (B pex. [locraHoBneHus
[paBurenscTBa PO ot 21.07.2020 N 1079)

a) Jarta COBCPUICHUSA ONICPAlUU;

06) wunentuduxarop cyObekTa OOpalleHUs JIEKAPCTBEHHBIX CPEICTB, OCYLIECTBIISIOIIETO
NepeMELIeHNE JIEKapCTBEHHbIX IpenapaTtoB; (B pen. Ilocranosnenus IlpaBurenscrBa P® ot
21.07.2020 N 1079)

B) MOJIYHKT yTpatui cuiy. (B pen. [locranosnenus [Ipasurensctea PO ot 21.07.2020 N 1079)
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I) KOJ TaMOXXEHHOTO OpraHa M perucTpalloHHBI HOMEp CKiIaga OTTpy3Ku (azpec Mecrta
HaXO0XJEHUsS TOBapa COIJIaCHO [JeKJapalid Ha TOBapbl, W3 KOTOPOrO OCYILIECTBIISIETCS
nepemerienue); (B pen. Ilocranosnennii [IpaBurenscTtea PO ot 21.07.2020 N 1079, ot 24.03.2023
N 468)

) KOJ TaMO)XEHHOI'O OpraHa M perucTpalMoHHBIM HOMEp CKiIaja HpUEeMKH (azpec Mecrta
HaXO0KJEHUS TOBapa, B KOTOPOE OCYILECTBIIAETCS NepEMELICHNUE);

€) KOJ WACHTH(PHKAIUKW WIA KOA HICHTU()UKAUUU TPETHUYHOW (TPAHCIIOPTHOW) YMAKOBKU
JIEKapCTBEHHOTO Ipenaparta, B KOTOPOH HaXOIUTCS 3TOT JIEKApCTBEHHBIM mpemapar (B ciiydae
NepeMEeNIeHNs] TPETUYHOM (TPaHCIIOPTHOM) YIIAaKOBKHU JIEKAPCTBEHHOTO Mpernapara UEIUKOM). (B pes.
[Tocranosienus [paButenscTBa PD or 20.03.2020 N 311)

9. Ilynkt yrparui cuny. (B pea. Ilocranosnenus IIpasutenscrBa PO ot 24.03.2023 N 468)

10. CyObekTsl o0OpallleHHs JEKapCTBEHHBIX CpPEICTB IpPU MEPEMELICHUH JIEKapCTBEHHBIX
IpenaparoB M3 30HBI TaMOXXEHHOTO KOHTPOJII Ha (hapMaleBTHYECKHH CKJIaJ] TPEACTABISIOT B
CHUCTEMY MOHHTOPWHTA CIEAYIOIyl0 HH(QOpPMAUi0 B  OTHOIIEGHHH KaKJIOW  EAMHHUIIBI
JIEKapCTBEHHOT'O Ipernapara:

a) laTa COBEPILICHUS OTlepaIiy;

0) umpeHTHQHUKATOp CyOBEeKTa OOpalIeHUsl JIEKAPCTBEHHBIX CPEICTB, OCYIICCTBIISIOMIETO BBO3
JeKapCTBEHHbIX IpenapaTtoB Ha Tepputopuio Poccuiickoit ®enepanuu; (B pen. IlocraHoBneHus
[paButenscTBa PO ot 21.07.2020 N 1079)

B) MOJITYHKT yTpatui cuiy. (B pen. [locranosnenus [IpaButenscta PO ot 21.07.2020 N 1079)

F) KO TaMOKCHHOI'O OpraHa u pCFHCTpaHHOHHBIfI HOMEP TaMOKXCHHOT'O CKJIala OTTPY3KH,

1) PEKBU3UTHI MEPBUYHOTO JOKYMEHTA, SBJISIONIETOCS] OCHOBAaHHEM JIJIsl IPUEMKH JIEKApCTBEHHOTO
npenapara Ha (papManeBTUYECKUN CKIIaJ (1aTa U HOMED);

€) CTOUMOCTb, YKa3aHHAs B CONPOBOJIUTEILHON JOKYMEHTAIIMH Ha TOBap, HA OCHOBaHUHM KOTOPOH
odopmiseTcs AeKIapanus Ha TOBAphl, C YIYETOM TaMOKEHHBIX TMOILIMH U COOPOB 32 TaMO>KEHHOE
oopmienne; (B pea. ITocranosnenus [IpaButensctBa PD ot 24.03.2023 N 468)

K) KOJI UACHTU(DHUKAIMK WU KOA HUACHTH(PHUKAIUU TPETUYHON (TPaHCIOPTHOW) YIMAaKOBKH
JICKapCTBEHHOTO TMpernapara, B KOTOPOW HAXOJUTCS STOT JICKAPCTBEHHBIA Tpernapar (B cCirydae
NpUEeMKU Ha (papMaleBTUYECKHI CKIIaJ TPETUYHON (TPAaHCHOPTHOW) YMAKOBKH JIEKapCTBEHHOIO
npenapara neiaukom). (B pea. Ilocranosnenus [Ipasutenscrea PO ot 20.03.2020 N 311)

11. CyObexTbl oOpallleHusi JeKapCTBEHHBIX CPEACTB NPH 3aBEPLICHUU OTIPY3KU JEKapCTBEHHBIX
npenaparoB B Poccuiickyro @enepanuio U3 rocyaapcTs - WICHOB EBpasuiiCKOro 3KOHOMHYECKOTO
COI03a TMPEJICTABIISAIOT B CUCTEMY MOHHTOPUHIA CIEAYIONUIYI0O UH(OPMAIMIO B OTHOLICHUH KaXJIOU

TOPTrOBOM E€AMHUIIBI JIeKapcTBeHHOTro mpemnapata: (B pea. [locranoBnenust [IpaBurensctBa PO ot
21.07.2020 N 1079)

a) narta coBepueHus onepanuu; (B pea. [locranosnenus [IpaButenscra PO or 21.07.2020 N 1079)

0) unentudukaTop cyobekTa oOpaleHus JeKapCTBEHHbBIX CPEACTB, SIBISIFOIIETOCS JAeprKaTeIeM WU
BJIAJICJIBLIEM PETUCTPALIMOHHOTO YJIOCTOBEPEHMS, WM TPEACTaBUTEILCTBA CyObEeKTa OOpalieHus
JIEKapCTBEHHBIX CpencTB Ha Tepputopuu Poccuiickoit ®denepanuu; (B pen. I[loctanomneHus
[paBurenscTBa PO ot 21.07.2020 N 1079)

B) I/IILCHTI/I(I)I/IKaTOp CY6’BCKT8. 06pau1eH1/I;[ JICKAPCTBCHHBIX CPCACTB, SBJIAIOLICTOCA IIPOAaBIOM
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JIeKapCTBCHHBIX Tpenapatos; (B pea. ITocranosnenus [IpaButensctBa PD ot 21.07.2020 N 1079)

I) UACHTHU(PHUKATOP CyObeKTa oOpallleHus JIEKapCTBEHHBIX CPEJCTB, SBISIOIIECIOCS IOKYIaTeleM
JIEKapCTBEHHBIX MpernapaToB B Poccuiickoit ®enepanuu; (B pea. [locranosnenus IIpaButenbcrBa
P® o1 21.07.2020 N 1079)

1) PEKBU3UTHI MEPBUYHOTO JOKYMEHTA, SIBJISIOIIETOCS] OCHOBAHUEM JJIsi OTIPY3KH JICKAPCTBEHHOTO
npenapara B Poccuiickyro deneparuto (nata u Homep); (B pea. [loctanosnenus [IpaBurenscrea PO
or 21.07.2020 N 1079)

e) Tur jgoroBopa; (B pex. Ilocranosnenus [IpaButenscrea PO ot 21.07.2020 N 1079)

) CTOMMOCTb JICKapCTBEHHOIO Ipemnapara (C y4eToM Hajora Ha J100aBJI€HHYI0 CTOMMOCTb)

COTJIaCHO MEPBUYHBIM JOoKyMeHTaM; (B pea. [locranosnenus IIpaButenscra PO ot 21.07.2020 N
1079)

3) cymMMa Haiora Ha J00aBJIeHHYIO cTOMMOCTh; (B pexd. Ilocranosnenus IlpaButenbctBa PO ot
21.07.2020 N 1079)

M) KOA WICHTUDUKAUMU WIM KOJA UISHTU(PHUKAIUU TPETUYHOH (TPaHCHOPTHOM) YHaKOBKU
JIEKapCTBEHHOTO TMpernapara, B KOTOPOH HAXOAUTCS ATOT JIGKAPCTBEHHBIA Ipemapar (B ciydae
OTIPY3KH TPETUYHOH (TPAHCIIOPTHOM) YIIAKOBKH JIGKAPCTBEHHOTO Tpernapara IeTUKoM). (B pe.
[Mocranoenenus [IpaBurenscTBa PO ot 21.07.2020 N 1079)

12. CyObekTsl OOpallieHus JICKaPCTBEHHBIX CPEJCTB MPU OCYIICCTBICHUH BBO3a JIEKAPCTBEHHBIX
npenapatoB B Poccuiickyro denepannio U3 rocyaapcTs - 4wieHOB EBpa3suiickoro 3KOHOMHUYECKOTO
COI03a W pa3MEUICHWH Ha (DapMaleBTHUECKOM CKJIa/ie MPEACTaBISIOT B CUCTEMY MOHHTOpPWHTA
CIIEIYIONIYI0 HH(POPMAIIHIO B OTHOIIEHUHU KaXKJOW TOPrOBOW €IMHUIIBI JIEKAPCTBEHHOTO Mpernapara:
(B pex. [TocranoBnenus [IpaBurenscrea P® ot 21.07.2020 N 1079)

a) mata coepuieHus onepauu; (B pea. [locranosienus [paputensctea PO ot 21.07.2020 N 1079)

0) uneHTHQUKATOp CyObEeKTa OOpalleHus JIEKapCTBEHHBIX CPEJCTB, OCYIIECTBISIOLIETO BBO3
JIeKapCTBEHHBIX NpenapatoB B Poccuiickytro @enepaumio; (B pen. Ilocranosnenus IIpaBurenscra
P® ot 21.07.2020 N 1079)

B) HAEHTU(DUKATOp cyObeKTa OOpalleHHs JIEKapCTBEHHBIX CPEJACTB, SBISIOIIETOCS MPOJaBLOM
JIeKapCTBEHHBIX IpenapaToB (He TpeOyeTcs B Cilydae MpPEeACTaBICHUs CBEACHUH B COOTBETCTBHUH C
ab3amaMu CeIbMBIM U JIECATHIM MyHKTa 37 u ab3anem cenpMbiM myHkTa 38 Tlomoskenus); (B pe.
[Tocranosnenuii [IpaBurensctea PO ot 21.07.2020 N 1079, ot 02.11.2020 N 1779)

r) Tun goroeopa; (B pea. [Tocranopnenus [IpaButensctea PO ot 21.07.2020 N 1079)

1) PEKBU3UTHI TMEPBUYHOTO TOKYMEHTA, SIBIISIOIIETOCS OCHOBAaHWUEM IS BBO3a JIEKAPCTBEHHOTO
npemnapata B Poccuiickyio ®@eneparnuto (narta u Homep); (B pen. [locranosnenus [IpaButensctea PO
ot 21.07.2020 N 1079)

€) CTOMMOCTh JIEKAPCTBEHHOTO TMpernapaTta (C y4eToM Hajora Ha J00aBJIICHHYIO CTOMMOCTB)
COIIACHO NEPBUYHBIM JOoKyMeHTaM; (B pell. IlocranoBnenus IlpaButenscrea P® ot 21.07.2020 N
1079)

) CyMMa Hajlora Ha Jqo0aBiieHHYI0 cTouMocTh; (B pea. ITocranoBnenus IIpaBurtensctBa PO ot
21.07.2020 N 1079)

3) uIeHTU(UKATOp CyObEeKTa OOpallleHus IEKaPCTBEHHBIX CPEJCTB, SBISIOLIETOCS AepKaTeleM HIn
BJIAJICJIbLIEM PETUCTPALIMOHHOTO YJIOCTOBEPEHMS, HJIM TPEACTaBUTEILCTBA CYyObEKTa OOpalieHus
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JIEKapCTBEHHBIX CPEICTB Ha Tepputopuu Poccutickoit denepanuu (B cirydae BBO3a JICKAPCTBEHHOTO
npermapata B Poccuiickyto @Denepanuiro cyObeKTOM OOpaiieHusl JEeKapCTBEHHBIX CPEICTB, HE
ABIISIOIIMMCSL Iep>KaTeJIeM WU BIIAJETbIEM PEruCTPallMOHHOTO YAOCTOBepeHus) (He Tpedyercs B
ClIy4ae MpeACTaBICHUSI CBEJCHUI B COOTBETCTBUU C a03allaMU CEIbMBIM M JIECSATHIM IyHKTa 37 H

a03amem cenpMbiM TyHKTa 38 Ilonoxkenus); (B pen. I[locranomnenuit IlpaButensctBa PD ot
21.07.2020 N 1079, ot 02.11.2020 N 1779)

M) KOJA WICHTUPUKANWUK WIM KOJA HWJICHTU(PHUKAIUU TPETUIHONW (TPAHCIOPTHOW) YHAKOBKU
JIEKapCTBEHHOTO TIperapara, B KOTOPOH HaXOJAUTCS ATOT JIGKAPCTBEHHBIN Mpernapar (B ciiydae BBO3a
TPETUYHOU  (TPAHCIOPTHOM) YMAKOBKH JIEKAPCTBEHHOIO Ipemnapara UelIukoMm). (B pel.
[Tocranosienus IIpaButenscTBa PP or 21.07.2020 N 1079)

13. IlynkT yrpatun cuiy. (B pea. [Tocranonenus [IpaButenscta PO ot 24.03.2023 N 468)

14. CyObexTsl oOpalieHusi JEKapCTBEHHBIX CpPEJACTB TpU IOBTOPHOM BBOJAE B 000pOT
JIEKapCTBEHHBIX MPENnapaToB MPeJICTABIAIOT B CUCTEMY MOHUTOPUHIA CIEAYIOUIYI0 HH(OpMAIHIO B
OTHOLIEHUH Ka)KJJ0W €JMHUIIBI JIEKapCTBEHHOT0 npenapara: (B pel. IlocranoBnenus [IpaButenbcrBa
P® ot 21.07.2020 N 1079)

a) nara coBepuieHus onepanuu; (B pea. [locranosnenus [IpaButensctea PO ot 21.07.2020 N 1079)

0) uaeHTu(UKaTOp CyOheKTa 0OpaleHus JIEKapCTBEHHBIX CPEJICTB, OCYIICCTBIISIONIETO ITOBTOPHEIMA
BBOJ B 00OpOT JneKapcTBeHHbIX mpemapaToB; (B pea. Ilocranomnenust [IpaButensctBa PO ot
24.03.2023 N 468)

B) NPHYKMHBI paHee OCYIIECTBICHHOTO BBIBOJA JICKAPCTBEHHOTO Mpemapara u3 obopora; (B pen.
[Mocranoenenus [IpaBurenscTBa P® ot 21.07.2020 N 1079)

I') KOJ HWIACHTU(QHUKAIMH TOBTOPHO BBOIAMMOTO B OOOPOT JIEKAPCTBEHHOTO Tpenapata; (B pei.
[Tocranosnenus [IpaBurensctea PO ot 21.07.2020 N 1079)

J1) IpUYMHBI MOBTOPHOTO BBOJA B 00OpOT JieKapCTBEHHOro mpemnapara; (B pel. IlocraHoBienus
I[TpaButenbcTBa PO ot 21.07.2020 N 1079)

€) PEKBU3UTHI JIOKYMEHTA, SBJSIOIIETOCS OCHOBaHMEM JJIi MOBTOPHOTO BBOJa B 00OpOT
JIEKapCTBEHHOTO TpernapaTa (Mpu HAJTMYWH ), UM UISHTH(PHUKATOp TOCy1apCTBEHHOTO KOHTPAKTA MO
roCyJJapCTBEHHOMY OOOpPOHHOMY 3aKa3y, NpHCBaMBAaeMbli B COOTBETCTBMM CO cTaThedl 6.1
®enepanbHoro 3akoHa "O rocyaapcTBEHHOM OOOPOHHOM 3akase', Ha OCHOBaHUU KOTOpPOTO paHee
OCYILIECTBJIEH BBIBOJ] JIEKAPCTBEHHOI'O Ipernapara U3 o0OpoTa MO CAEIKE, CBEAECHUS O KOTOpPOH
COCTaBJISIIOT TOCYJAapCTBEHHYIO TaiiHy (B cilydae MpEACTABIECHUS CBEIEHUH B COOTBETCTBUU C
nyHkToM 44.1 Tlonoxenus). (B pen. [ocranosnenus [pasurensctea PO ot 24.03.2023 N 468)

Ipunooscenue N 4
Kk Tlonooicenuio o cucmeme Monumopunea
OBUICEHUSL IeKAPCMBEHHBIX NPEnapamos

0J151 MEOUYUHCKO20 NPUMEHEHUS

CBEIAEHUA, IPEACTABJIAEMbBIE CYBBEKTAMUAU
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OBPAIIEHUSA JIEKAPCTBEHHBIX CPEACTB B
CUCTEMY MOHUTOPHUHT A ABUKEHUA
JIEKAPCTBEHHbBIX IIPEITAPATOB JJIsA
MEJUIAHCKOI'O ITPUMEHEHMUA I1PU BBIBO/IE U3
OBOPOTA JIEKAPCTBEHHBIX ITPEITAPATOB 1JIA
MEIULHAHCKOI'O IPUMEHEHUA

(8 pen. ITocranosnennii [IpaBurensctBa PO ot 20.03.2020 N 311, ot 21.07.2020 N 1079, oT
24.03.2023 N 468)

1. CyObekT oOpalieHusi JEKapCTBEHHBIX CPEICTB NMPU BBIBOJE JICKAPCTBEHHBIX IPEMapaToOB IS
MEAMIIMHCKOTO MPUMEHEHHs (Jlaiee - JeKapCTBEHHbIE Mpernaparbl) U3 000poTa MyTeM peann3aliu
(Ipofaku) JEKapCTBEHHBIX IpenapaToB MOTPEOUTENIO MM OTIHYyCKa OECIUIaTHO WIJIM CO CKHIKOH
JICKapCTBEHHBIX IMIPErapaToB IO peLenTy Ha JEeKapCTBEHHbIE MpemapaTsl JUOO OTIycKa
JIEKapCTBEHHBIX IIPENapaToB IIPU OKA3aHWU MEIULMHCKON MOMOIIHU, 0TOOpa 00pa3loB WU BBIBOAA
13 000poTa MO UHBIM MPUYMHAM MPEICTABISIET B CHCTEMY MOHUTOPUHTA JIBH)KEHUS JICKAPCTBEHHBIX
npenapaToB (Jajee - CHCTEMa MOHHMTOPWHTA) CIEAYIONIyI0 WH(GOPMAlWI0 O BBIBEJCHHBIX W3
obopora JiekapcTBeHHBIX npenaparax: (B pea. [locranosnenus [IpasutenscrBa PO ot 21.07.2020 N
1079)

a) nara coBepuicHus onepanuu; (B pea. Ilocranosnenus IpasutenscrBa PO or 21.07.2020 N 1079)

0) uaentuduxatop cyObekTa OOpalleHUs JIEeKapCTBEHHBIX CPEJICTB, OCYIIECTBISIONIETO BHIBOJ
JIEKapCTBEHHBIX TMpernapaToB u3 obopora; (B pen. Ilocranosnenust IlpaButensctBa PO ot
21.07.2020 N 1079)

B) TUI BBIBOJIAa JIEKAPCTBEHHBIX IpernapaTtoB U3 obopota; (B pen. Iloctanosnenus [IpaButenbcrBa
P® ot 21.07.2020 N 1079)

I') BUJ JOKYMEHTA, MOATBEPKIAIOIIET0 BBIBOJ JIEKAPCTBEHHBIX MPEnapaToB U3 000poTa (4ek, Oy1aHK
CTpPOTrOM OTYETHOCTH, JoroBop M jpyroe); (B pea. IlocranoBnenust IlpaBurenscrBa PD ot
21.07.2020 N 1079)

1) PEKBU3UTHI JOKYMEHTA, IIOTBEPKIAIOIIETO BBIBOJ] JIEKAPCTBEHHBIX MIPENapaToB U3 000poTa, WiH
UJCHTU(PHUKATOP TOCYNAapCTBEHHOIO KOHTpPAaKTa IO TOCYJapCTBEHHOMY OOOpPOHHOMY 3aKasy,
MIPUCBAaMBAEMBbIII B COOTBETCTBUM CO cTaTbel 6.1 PenepanbHoro 3akoHa "O rocyaapCTBEHHOM
00OpOHHOM 3akase", Ha OCHOBAaHHMHM KOTOPOTO COBEpIIAETCA CHeJKa, CBEIEHHS O KOTOpPOM
COCTaBJISIIOT TOCYJApCTBEHHYIO TaiHy (B cilydae MpEACTABIICHUS CBEICHUH B COOTBETCTBUU C
nyHKTOM 44.1 IlonoxxeHus o cucTeMe MOHUTOPUHIA JABM)KEHMSI JIEKAPCTBEHHBIX IPENapaToB IJIs
MEAMIIMHCKOTO TPUMEHEHUs, YTBEpPXKJACHHOTo ImocTtaHoBieHueM llpaBurenscrBa Poccuiickoii
Oeneparun ot 14 nexadps 2018 r. N 1556 "O6 yrBepxaenun [lonoxxeHust o cucreMe MOHUTOPUHTA
JIBUKEHHS] JIEKAPCTBEHHBIX IMIPEMapaToB Il MEAMIMHCKOIO MPUMEHEHMs', B OTHOUICHUH
JIEKapCTBEHHBIX MpenapaToB, MOJIeKaIUX TOBTOPHOMY BBOJAY B I'paKJaHCKHI 000pOT B Ciyyasx,
MPEeyCMOTPEHHBIX 3aKoHojAaTenbcTBOM Poccuiickoit ®enepauun); (B pen. Ilocranomienwmii
[paBurenscTBa PO ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

C) KOIbI I/IILCHTI/I(I)I/IKaI_II/II/I BBIBOAUMBIX U3 060p0Ta JICKApCTBCHHBIX IMpEHapaTtoB HJIIM KOIbI
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UICHTH(HUKAIIME TPETHYHOH (TPAHCIOPTHOM) YMAKOBKU JIEKAPCTBEHHOTO Mperapara, B KOTOPOi
HAXOJUTCS ITOT JICKAPCTBEHHBIN Tpemapar (B Clydae BbIBOjAa M3 000pOTAa MO HMHBIM MPUYHHAM
TPETHYHOW  (TPAHCIIOPTHOW) YIMAKOBKM JIEKAPCTBEHHOrO Mperapara IeinukoMm); (B pen.
[TocranoBnenus [IpaBurenscrBa P® ot 21.07.2020 N 1079)

) CTOMMOCTbH JICKapPCTBEHHBIX MpEMapaToB (C y4eToM Hajaora Ha J00aBJICHHYIO CTOMMOCTH) (B
Cllydae MPOA&XH JIEKAPCTBCHHBIX MpemaparoB mnotpebutentoo); (B ped. IlocraHoBieHus
[paBurenscTBa PO ot 21.07.2020 N 1079)

3) cymMMa Hajora Ha JOOaBJICHHYIO CTOMMOCTBH (B CiIydae NMPOAAXH JEKAPCTBEHHBIX IIPEIapaToB
notpedutento); (B pen. [locranosnenus [pasurensctBa PO ot 21.07.2020 N 1079)

1) KOJIMYECTBO BHIBOJMMBIX U3 000pPOTa IEPBUYHBIX YITAKOBOK JIEKAPCTBEHHOTO Mpemnapara 1 oo1iee
KOJIMYECTBO MEPBUYHBIX YIAKOBOK JIEKAPCTBEHHOT'O IMperapara BO BTOPUYHOH (TIOTPEOUTEIIECKOI)
yIaKOBKE  JIEKapCTBEHHOrO  mpemapara (MpH  OCYWIECTBICHHHM  BBIBOJA U3 000poTa
Pa3yKOMIUIEKTOBAaHHON BTOPUYHOM (TIOTPEOMTENBCKOM) YIIAKOBKH JIEKAPCTBEHHOTO Ipernapara); (B
pen. Ilocranosnenus [Ipasutenscrea PO ot 21.07.2020 N 1079)

K) UICHTHU(UKAIMOHHBIN HOMEp HAIOTOIJIATENbIINKA - OpraHU3aIiH, IeHCTBYIOIICH Ha OCHOBaHUH
JIOTOBOpA C anTEeYHOM OpraHu3anueu (Mpy OCYIIECTBICHUH MPOJAXHU JIEKaPCTBEHHBIX MPEMapaToB
JUCTAHIIMOHHBIM CIIOCOOOM C HCIIOJNb30BaHHEM WH(GOpMAalMK, MPEJOCTaBICHHON BiaJlelbllaMU
arperaropoB uH(popmanmu o ToBapax (00 yciyrax); (B pea. [locranosienus [IpaBurtensctBa PO ot

24.03.2023 N 468)

J) PEeKBU3HTHI pelenTa Ha JIEKapCTBEHHBIN Mpernapar (Jara, HoMep U cepust (Ipyu HaIu4um). (B per.
[Tocranosnenus [IpaButenscrBa PO ot 24.03.2023 N 468)

2. CyObekT oOpalleHusl JIEKapCTBEHHBIX CPEACTB IPHU BHIBOJE JIEKAPCTBEHHBIX IpENapaTtoB M3
o0opoTa MyTeM YHMYTOXKEHHUS JIEKAPCTBEHHBIX IPENapaToB, MOMELIEHHBIX M0/ TaMOXXEHHYIO
IPOLIEAYPY YHHUYTOXEHUS, BBIBO3a JICKAPCTBEHHBIX IIPENapaToB 3a IIPEIeiIbl TaMOXEHHOUN
TEPPUTOpUU EBPA3UICKOr0 SKOHOMHUYECKOTIO COK03d, NOMEIICHHBIX I10J] TAMOXKEHHYIO IIPOLENypPY
JKCHOpTa (PEeIKCHopTa), MPEACTaBIseT B CHUCTEMY MOHHUTOPHMHIA CIEAYIOUIYI0 HH(OpMAIHIO O
BBIBE/ICHHBIX M3 000pOTa JeKapCTBEHHBIX npenaparax: (B pen. [loctanosnenus [Ipasurenscta PO
ot 21.07.2020 N 1079)

a) mata coepuieHus onepauui; (B pea. [locranopnenus [IpaBurensctea PO ot 21.07.2020 N 1079)

0) unentudukatop cyObeKkTa OOpalleHUs JEKAPCTBEHHBIX CPEICTB, OCYIIECTBIISIONIETO BBIBOJ
JIEKapCTBEHHBIX TMpemapaToB u3 oOopota; (B pen. [locranoBnenus IlpaButenbctBa P® ot
21.07.2020 N 1079)

B) KOJI TaMOKeHHOTO opraHa; (B pen. [Toctanosnenus [IpaBurensctea PO ot 21.07.2020 N 1079)

I') KO TaMokeHHOW mpouenypsl; (B pen. Ilocranosnenus IlpaButensctBa P ot 21.07.2020 N
1079)

1) KOA WICHTU(HUKAIMA BBIBOJUMOTO U3 000pOoTa JIEKApCTBEHHOTO TMperapara WIH KOJl
UACHTU(DHUKAIIMY TPETHUYHOM (TPaHCIOPTHOM) YMAaKOBKH JIEKAPCTBEHHOT'O Mperapara, B KOTOPOU
HaxXOJIUTCA OTOT JIEKAPCTBEHHBIM Tpemapar (B cioydae BBIBOJAa H3 000pOTa TPETUYHOM
(TpaHCTIOPTHOM) YIMAaKOBKHM JIEKAPCTBEHHOTO TMpemnapara Imenukom); (B pen. IlocraHoBieHus
[MpaBurenscTBa PO ot 21.07.2020 N 1079)

€) PEKBU3UTHI AcKIapanuu Ha ToBapsl. (B pel. Iloctanosnennii [Tpasurensctsa PO ot 21.07.2020 N
1079, ot 24.03.2023 N 468)
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3. CyObexT oOpallleHusi JEKapCTBEHHBIX CPEICTB IMPHU BbHIBOJIE JEKApPCTBEHHBIX IpENapaTtoB U3
00opoTa myTeM Iepefadn JEKapCTBEHHBIX MIPENapaToB Ha YHUUYTOKEHUE IPEICTABIIAET B CUCTEMY
MOHHMTOPHHTA CIEAYIONLYI0 HHGOPMAIUIO O BHIBEJCHHBIX U3 000pPOTa JIEKapCTBEHHBIX IIpenaparax:

a) JlaTa COBEpILIECHUS Olepaliy;

0) uaeHtuduratop cyObekTa OOpalIeHUs JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBISIONIETO BBIBOJ
JIEKapCTBEHHBIX IpemnapaToB u3 oOopota; (B pexn. IlocranoBnenust IlpaButensctBa PO ot
21.07.2020 N 1079)

B) MOJIYHKT yTpatui cuiy. (B pen. [locranosnenus [IpaBurensctea PO ot 21.07.2020 N 1079)

r) OCHOBaHMEC W MPHYMHA [EPelayd JICKapCTBEHHOrO Mpermapara Ha YHHYTOXKEHHe, (B pell.
[Mocranoenenus [IpaBurenscrBa P® ot 21.07.2020 N 1079)

J1) PEKBH3HUTHI PEUICHHUS YIMOJHOMOUYEHHOTO (herepasbHOr0 opraHa HCHOJIHUTEIBHOM BIIACTH O
BBIBO/IC JIEKAPCTBEHHBIX IPENapaToB U3 000poTa (IIpH HATUUHHN);

C) PCKBU3BUTHI JOKYMCHTA, IOATBCPKAAIOIICTO II€pEaady JICKApCTBCHHLIX MNPCIapaTroB Ha
YHHUYTOKCHUC,

XK) KO UACHTU(DHUKAIMK WU KOJA HUIACHTHU(PHUKAIUU TPETUYHON (TPAHCIOPTHON) YIMAaKOBKH
JICKapCTBEHHOTO TMpemnapara, B KOTOPOW HAXOIUTCS 3TOT JICKAPCTBEHHBIM Tperapar (B ciydae
BBIBOJIA U3 000POTa TPETUYHOM (TPAHCIOPTHO) YITaKOBKH JICKAPCTBEHHOTO Iperapara HeInKOM);
(B pexn. [Tocranorienus [IpaBurenscrea PO ot 20.03.2020 N 311)

3) UICHTU(QHUKAIMOHHBII HOMEp HAJOTOIUIATeNbIINKA, OCYIIECTBISIONIET0  YHUYTOXEHHE
JIEKapCTBEHHBIX TMpernapaToB, u ero aapec. (B pen. Ilocranosnenusi IlpaButensctBa PO ot

21.07.2020 N 1079)

4. CyObekT oOpallieHHs JeKapCTBEHHBIX CPEJCTB NMPU YHUUTOXKEHUH JIEKAPCTBEHHBIX INPENaparos,
paHee MepedaHHbIX HAa YHUYTOXKEHHE, NPEJCTaBISI€T B CHUCTEMY MOHUTOPUHIA CIEAYIOLIYIO
uHpOpMaLKIo 0 (haKTe YHUUTOKEHH JIeKapCTBEHHBIX IIPENapaToB:

a) 1aTa COBEPIICHHS OTepallnu;

0) uneHtuduKarop cyObeKTa OOpaIIeHHUs JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBUBILIETO BBIBO/I
JIEKapCTBEHHBIX TpemapaToB u3 oOopota; (B pen. IlocranoBnenust IlpaButensctBa P® ot
21.07.2020 N 1079)

B) CII0c00 YHUYTOKCHHS JICKAPCTBCHHBIX IIPCIIAPATOB;

T') PEKBU3UTHI JOKYMEHTA, MOJTBEPKIAIONIET0 YHUYTOKEHUE JICKAPCTBEHHBIX MpenapaToB (akT 00
YHUYTOKEHUHU JIEKAPCTBEHHBIX MPETapaToB);

) KOJ WIEHTHU(PUKAIUU WIM KOJA HUIACHTU(PHUKAIMM TPETUYHOH (TPaHCHOPTHOM) yMaKOBKH
JIEKapCTBEHHOI'0 Tpemnapara, B KOTOPOW HAXOIUTCS 3TOT JIEKApCTBEHHBIM mpemapar (B ciyyae
BBIBOZIA U3 000pOTa TPETUUHOM (TPaHCIOPTHOM) YNaKOBKU JIEKAPCTBEHHOTO Iperapara IeIMKOM);
(B pex. [Tocranosnenus [IpaBurenscrBa P® ot 20.03.2020 N 311)

e) HJIGHTI/I(i)HKaHI/IOHHBII;'I HOMEDP HaJIOroIiaTeJbIInKa, OCYHICCTBUBIICTO YHHUYTOXKCHUC
JICKApCTBCHHBIX NIPCIIapPaTOB.

5. CyObexT oOpalleHusi JeKapCTBEHHBIX CPEICTB IMPH BBIBOJE JIEKAPCTBEHHBIX IpENapaToB M3
o0opoTa mMyTeM BBIBO3a JIEKAPCTBEHHBIX IIPENapaToB B TOCyJapcTBa - 4jeHbl EBpa3zuiickoro
HKOHOMUYECKOTO COI03a MPEACTaBIsSET B CHUCTEMY MOHUTOPHHIA CIEAYIONIyI0 HH(OpPMALHIO O
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BBIBEJICHHBIX M3 000pOTa JIEKapCTBEHHBIX Mpenaparax: (B pea. [locranosnenus [IpaButenscta PO
ot 24.03.2023 N 468)

a) nara coBepuieHus onepanuu; (B pea. [loctanosnenus [IpaButensctBa PO ot 24.03.2023 N 468)

0) uneHtudukarop cyowbekTa OOpaleHHs JIEKAPCTBEHHBIX CPEICTB, OCYILECTBISIOLUIETO BBIBOJ
JEKapCTBEHHBIX IIpernapaToB u3 oOopota; (B pen. Ilocranosnenust IlpaButensctBa P® ot
24.03.2023 N 468)

B) KOJ HaJOrolulaTeNblIMKa B CTpaHE PErucTpallud U CTpaHa pPErucTpalvyd OpraHU3aluy,
ABJISAIOLLEHCS TIOTydaTeseM JEKapCTBEHHbIX Ipenaparos; (B pen. [loctanosienus IlpaBurenscrBa
P® ot 24.03.2023 N 468)

I') PEKBU3UTHI IEPBUYHOTO JTOKYMEHTA, SBJISIOLIETOCS OCHOBAHUEM JIJIsl TIEpeiauu JIEKapCTBEHHOIO
npenapara (aara u Homep); (B pea. Ilocranosienus IIpaButensctBa PD ot 24.03.2023 N 468)

1) tan gorosopa; (B pea. Ilocranosnenus IpasutenscrBa PO ot 24.03.2023 N 468)

€) CTOMMOCTh JIEKAPCTBEHHOI'O IMperapara (C y4eToM Hajiora Ha J00aBJIICHHYIO CTOMMOCTB)
COTJIACHO MEepBUYHBIM JoKyMmeHTaM; (B pell. [locranoBnenus [IpaBurenscrBa PD ot 24.03.2023 N
468)

’K) cymMma Hajora Ha J00aBlIeHHYI0 CTOUMOCTh; (B pen. [locranosnenus IlpaButensctBa PD ot
24.03.2023 N 468)

3) KOA WISHTH(GHUKANIWK WIA KOJ HACHTH(PHUKAINN TPETUYHOW (TPAaHCIOPTHOH) YIIAKOBKH
JIEKapCTBEHHOTO IpenapaTta, B KOTOPOH HaXOIUTCS 3TOT JIEKApCTBEHHBIH Ipernapar (B ciydae
OTTPY3KH TPETHUYHOM (TpaHCHOPTHOM) YNAKOBKM JIEKAPCTBEHHOI'O Ipernapara LEeIUKoM). (B pen.
[Tocranosienus IIpaButenscTBa PD ot 24.03.2023 N 468)

Ipunooscenue N 5
Kk [lonooicenuro o cucmeme MoHumopuHea
OBUNCEHUSL TEKAPCMBEHHBIX NPENnapamos

07151 MEOUYUHCKO20 NPUMEHEHUS.

CBEJIEHUSI, IPEJCTABJISIEMBIE CYBBEKTAMM
OBPALIEHUSI IEKAPCTBEHHBIX CPEJICTB B
CUCTEMY MOHUTOPHUHTI A JIBUKEHUS
JIEKAPCTBEHHBIX ITPEITIAPATOB JJISI
MEJULITHCKOTO NPUMEHEHUS ITPU
OCYUIECTBJEHMM ONEPALIAI C TPETUYHOM
(TPAHCIIOPTHOM) YITAKOBKOM JIEKAPCTBEHHOT' O
MPEIMAPATA

(B pexn. ITocranosnenwuii [IpaBurenscrsa PO ot 20.03.2020 N 311, ot 21.07.2020 N 1079, o
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24.03.2023 N 468)

1. CyObexTbl oOpamieHus JeKapCTBEHHBIX CPEACTB MPU OCYIIECTBICHHUU arperHpoOBaHHS
JIEKapCTBEHHBIX MpenapaToB Il MEIUIIMHCKOTO IIPUMEHEHUS (Jjajiee - JIGKapCTBEHHBIE IIpenapaThl),
UMEIOUINX OJUH TJ00aJIbHBIH HICHTU(GHUKALMOHHBI HOMEpP TOPrOBOW EIMHUIIBI U OAWH HOMEp
NPOM3BOJICTBEHHON CEpHH, NPEACTABISIOT B CHUCTEMY MOHUTOPHHTA JBHXCHUS JICKApCTBEHHBIX
IpenapaTroB sl MEJUIMHCKOTO NpPUMEHEHHs (Jajee - CHUCTeMa MOHHTOPHHIA) CIEAYIOIIYIO
uHpopmanuio: (B pea. [Tocranosnennii [IpaBurenscra PO ot 21.07.2020 N 1079, ot 24.03.2023 N
468)

a) Jara COBEpILEHHUs omnepanuu (B OTHOIICHUU JIEKAPCTBEHHBIX IPENapaToB IJs METUIIMHCKOTO
IPUMEHEHHUs (Jajee - JIEKapCTBEHHBIE IIpenaparbl), HaXOAIIMXCS 3a MpeIesiaMd TEPPUTOPHUU
Poccuiickoit ®enepanuu, B Ciydasx, KOTJa arperupoBaHHE OCYIIECTBISETCS 10 3aBEpIICHHUS
CTaAuM BBIITYCKAIOMIETO KOHTPOJIA KadCCTBA, MOXCT YKa3bIBATHCA JHO6a$I Jata MCXKIY IIaTOﬁ
3aBEpIICHHs] CTAJWU BBIMYCKAIOIIETO KOHTPOJS KauyecTBAa W JIaTOM OTTPY3KH JIEKApCTBEHHBIX
npenaparoB B Poccuiickyio @enepaiuio);

0) wuneHtudukaTop cyObekTa OOpamleHHs JEKAPCTBEHHBIX CPEACTB, OCYIIECTBISIOIIETO
arperupoBanue; (B pea. [locranoenenus [IpaBurenscrea P® ot 21.07.2020 N 1079)

B) MOJIYHKT yTpatui cuiy. (B pen. [locranosnenus [IpaBurensctea PO ot 21.07.2020 N 1079)

I) KOAbl HIACHTH(PHUKAIMU TPETUYHBIX (TPAaHCHOPTHBIX) YIMAKOBOK JIEKAPCTBEHHOrO Iperapara
CO3/1aBa€MbIX TPETUYHBIX (TPAHCIOPTHBIX) YIMAKOBOK JIEKAPCTBEHHOrO TMpemapara; (B pell.
[Tocranosienus IIpaButenscTBa PD or 20.03.2020 N 311)

1) TepeueHb KOJOB HICHTH(GHKAIWU WM KOJOB HICHTH(PHKAINHK YIMAKOBOK JICKAPCTBEHHOTO
nperapara 6ojiee HH3KOIO YPOBHS BIIOKEHHOCTH, BXOMSIIMX B COCTaB KaXIOH CO3/1aBaeMOi
TPETHYHON (TPaHCIIOPTHOM) YIMAKOBKM JIEKapCTBEHHOro mpemapara. (B pen. I[loctaHoBieHHs
[MpaButenscTBa P® ot 20.03.2020 N 311)

2. CyObeKTbl oOpalleHus JIEKapCTBEHHBIX CPEICTB MPH OCYIIECTBICHUM U3bSTUS JIEKAPCTBEHHBIX
[IpenapaToB U3 TPETUUHON (TPAHCIIOPTHOM) YIIaKOBKH JIEKaPCTBEHHOT'O MpernapaTa IpeCTaBiIsIIoT B
CHCTeMY MOHUTOpPHHTA clenyolyto nHpopmanuto: (B pea. [locranosnenus IlpaButensctBa PO ot
20.03.2020 N 311)

a) 1aTa COBEPIICHHS OTepallnu;

0) uneHTudukarop cyobekra oOpalieHHst JEKapCTBEHHBIX CPEJICTB, OCYIIECTBISIOLIETO ONEPALUIO;
(B pex. [Tocranosnenus [IpaBurenscrBa P® ot 21.07.2020 N 1079)

B) MOJIYHKT yTpatui cuiy. (B pen. [locranosnenus [IpaBurensctea PO ot 21.07.2020 N 1079)

T') KOA UACHTH(PHUKAIIUN TOPTOBON €IMHUIIBI, U3bIMAEMOU U3 TPETHUYHOU (TPAHCTIOPTHON) YIMAKOBKH
JIEKapCTBEHHOTO MperapaTa, WM KO HACHTU(PUKAIINYA YITAaKOBKH JIEKAPCTBEHHOTO TMpernapaTa 06osee
HU3KOTO YPOBHS BIIO)KEHHOCTH, U3bBIMAEMOW W3 TPETHYHOW (TPAHCIOPTHOH) YHaKOBKH
JeKapCTBEHHOTO npemnapara. (B pea. [Tocranosnenus [Ipasurenscrea PO ot 20.03.2020 N 311)

3. CyObekTbl O0OpalieHus] JIEKapCTBEHHBIX CPEACTB IMpPH OCYLIECTBICHUU JOIMOJHUTEIBHOIO
BJIOKEHUS JIEKAPCTBEHHBIX MpPEnapaToB B TPETUUHYIO (TPAHCIOPTHYIO) YIAKOBKY JIEKAPCTBEHHOTO
npenapara IMpeJICTaBIAIOT B CHCTEMY MOHHUTOPHMHIA CIEQYIOLyl0 HHpopMmanuw: (B pen.
[Tocranosnenus [IpaBurenscrBa P® ot 20.03.2020 N 311)
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a) JlaTa COBEPIICHHS OTICPAIIHH;

0) naenTudUKaTOp CyObeKTa OOpaIleHHs JICKApCTBEHHBIX CPEJCTB, OCYIIECTBISIONIETO ONEPAIHIO;
(B pex. [Tocranoenenus [IpaBurenscrea P® ot 21.07.2020 N 1079)

B) MOAIMYHKT yTpaTwi cuiy. (B pea. [Tocranosnenwus [IpaBurenscrea PO ot 21.07.2020 N 1079)

I') KOJ WACHTU(DHUKAIMH HIU KOJ HICHTU(UKAIMU YIaKOBKH JIEKAPCTBEHHOIO Iperapara Oojee
HU3KOTO YPOBHS BIIO)KEHHOCTH, C KOTOPOU COBEPIIACTCS ONEPALUS TOTIOTHUTEILHOTO BIIOKECHUS, (B
pexn. ITocranosnenus IIpaBurenascrea PO ot 20.03.2020 N 311)

1) KOI HIEHTU(UKAUMU TPETUYHOW (TPAHCIIOPTHOM) YMAKOBKU JIEKAPCTBEHHOIO Ipernapara, B
OTHOIIIGHUU KOTOpOM coBepiiaeTcss omnepanus. (B pea. IlocranoBnenuii [IpaBurensctBa PO ot
20.03.2020 N 311, ot 21.07.2020 N 1079)

4. CyObexTbl OOpaleHusi JEKapCTBEHHBIX CPEJICTB MPU OCYIIECTBICHUH pacHOpMUPOBAHHS
TPETUYHOM (TPaHCIOPTHOM) YNAKOBKM JIEKApPCTBEHHOIO Ipenapara MpeACTaBISIIOT B CUCTEMY
MOHMTOpUHIra cieayrouyo uHpopmauuto: (B pea. Ilocranonenus IlpaBurensctBa PD ot
20.03.2020 N 311)

a) 1aTa COBEPIICHHS OTepallnu;

0) uneHTudukarop cyobexTa oOpameHust JEKapCTBEHHBIX CPEJCTB, OCYIIECTBISIOUIETO OMEPALUIO;
(B pexn. ITocranosnenus IIpaBurenscrea PO ot 21.07.2020 N 1079)

B) NMOJIYHKT yTpatui cuiy. (B pen. [locranosnenus [IpaButenscra PO ot 21.07.2020 N 1079)

I) THI OInepauud pacHopMUpOBaHUS TPETUUHON (TPAHCIIOPTHOW) YIAKOBKH JIEKAPCTBEHHOTO
npenapara; (B pex. [Tocranosnenus IIpaBurenscrsa PD ot 21.07.2020 N 1079)

) KOJ WJIEeHTU(UKALUU TPETUUYHOH (TPaHCIOPTHOM) YMAKOBKM JIEKAPCTBEHHOrO IIpernapaTa
pacopMupOBEIBAEMON TPETUYHOM (TPaHCIIOPTHON) YHaKOBKH JIEKApCTBEHHOTO INpemnaparta. (B pell.
[Mocranosnenus [IpaBurenscTBa P® ot 20.03.2020 N 311)

Ipunoscenue N 6
Kk Tlonooicenuio o cucmeme monumopunea
OBUNCEHUSL TIeKAPCMBEHHBIX NPENnapamos

0J151 MEOUYUHCKO20 NPUMEHEHUS

CBEAEHUS, TIPEJICTABJIAEMBIE CYBBEKTAMHA
OBPAIIEHUSA JIEKAPCTBEHHbLIX CPEJACTB B
CUCTEMY MOHUTOPUHTI' A IBUXKXEHUA
JIEKAPCTBEHHBLIX ITPEITAPATOB J1JisA
MEANIIWHCKOI'O IPUMEHEHUA ITPU OBOPOTE U
BHYTPEHHEM INEPEMEIIEHUU JIEKAPCTBEHHbBIX
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HPEHNAPATOB JIJ1d MEJULHWAHCKOI'O ITIPUMEHEHUA

(8B pea. IlocranoBnenuii [IpaButenscrea PO ot 20.03.2020 N 311, ot 21.07.2020 N 1079, o
02.11.2020 N 1779, ot 24.03.2023 N 468)

1. CyOwexkr oOpaieHusi JEKapCTBEHHBIX CPEICTB IMpPH  OCYUIECTBICHUHU TEepEMEIICHUS
JIEKapCTBEHHBIX MPENapaToB Ul MEIULMHCKOIO IPUMEHEHHUS (Jajiee - JIEKapCTBEHHbIE IIPETapaThl)
MEXIy aJapecaMy OCYIIECTBICHHUS JeATENbHOCTH U (win) (apManeBTHYECKUMH CKIIaJdaMH
MMpeaACTaBIAAICT B CUCTEMY MOHUTOPUHIA ABMXKCHUSA JICKAPCTBCHHLBIX IIPCHIapaToB (ﬂanee - CUCTEMa
MOHHMTOPHMHTA) CIEAYIONyI0 HH(GOPMALMI0O O IepeMellaeMblX JIEKAPCTBEHHBIX IIpernaparax B
OTHOUIEHUHU KaXJ0i TOProBOM €JUHHUIIBI IEKAPCTBEHHOI'0 IIpenapara:

a) 1aTa COBEPIICHHS ornepanuu (MPUEMKH Ha CKJIaJl, HA KOTOPBII COBEPIIECHO MEPEMEIECHNUE);

0) wuneHtudukaTop cyObekTa OOpalleHHs JICKAPCTBEHHBIX CPEACTB, OCYIIECTBISIOIIETO
HepeMeIIeHNe JIEKApCTBEHHOTO TpernapaTa, ¢ y4eTOM aJipeca MecTa OCYIECTBICHUS JESITEeIbHOCTH
WIM CKJIaZa OTBETCTBEHHOTO XpaHEHHs, U3 KOTOPOrOo OCYIIECTBISIETCS IepeMelleHHe
JeKapcTBEeHHOTo npenapara; (B pea. [locranosienus [IpaBurenscrea PO ot 21.07.2020 N 1079)

B) MOJIYHKT yTpatui cuiy. (B pen. [locranosnenus [IpaBurensctea PO ot 21.07.2020 N 1079)

r) uIeHTHHUKATOp CcyObekTa oOpalleHHs] JEeKapCTBEHHBIX CPEICTB C Y4YeTOM ajpeca MecTa
OCYIIECTBIICHUS JIEATETbHOCTH WJIM CKJaJa OTBETCTBEHHOTO XpaHEHHUs, KyJla OCYIIECTBIACTCS

nepeMenieHne JiekapcTBeHHoro mpemnapara; (B pea. [locranoenenus IlpaButensctBa PD o1
21.07.2020 N 1079)

) PEKBU3UTHl MEPBUYHOTO JIOKYMEHTA, SBISIOLIETOCS OCHOBAaHUEM JJsl  IEepeMEIICHUS
JIeKapCTBEHHOTO Mpernapara (J1ata u HoMep);

€) KOJA WAEGHTU(UKAIMKM WIM KOJ HUACHTU(PUKAIMK TPETUYHOM (TpPaHCHOPTHOM) YHaKOBKU
JEKapCTBEHHOTO INpenapaTta, B KOTOPOH HaXOIUTCS 3TOT JIEKApCTBEHHBIH Mpenapar (B ciydae
NepeMelIeHUs] TPeTUYHON (TPaHCIOPTHOM) YHNAKOBKM JIEKAPCTBEHHOI'O Ipernapara LEINKoM); (B
pen. [Tocranosnenus [IpaButensctea PO ot 20.03.2020 N 311)

’K) PEKBU3UTHI TOCYNApPCTBEHHOT'O WM MYHUIMMAILHOTO KOHTpakTa (B clydae MepeMelIeHHUs
JIEKApCTBEHHOTO TIpernapara, MpeJHa3sHauYeHHOTO Ui OOECIeYeHHs] TPaXKJIaH 3a CYET CPEICTB
denepanbHOrO OMO/KETa WM CPENCTB OrOJKETOB cyObekToB Poccuiickoit denepanun); (B pen.
[MocranoBnenus [IpaButenscTBa P® ot 21.07.2020 N 1079)

3) MCTOYHUK (uHaHCHpoBaHUs (B clyyae TNepeMelleHHs] JIeKapCTBEHHOIo IMpernapara,
MpeHa3HaYeHHOro JJs oOecriedeHHs] TpakJaH 3a CYeT CpeACTB (elepajbHOro OroKeTa WM
cpencTB OromkeToB cyOnekToB Poccuiickoit denepanun); (B pen. [locranosnenus [IpaButenbcrBa
P® o1 21.07.2020 N 1079)

M) CTOMMOCTH JICKapCTBEHHOTO TMpemapara (C ydeToM Hajora Ha JT00aBJICHHYI) CTOMMOCTB)
COIJIACHO TEPBUYHBIM JIOKyMEHTaM (B Cily4ae TIepeMelIeHUsl JIeKapCTBEHHOro Ipernapara,
MpeHa3HAaYeHHOro JJsi oOecliedeHHs] TpakJaH 3a CYeT CpeACTB (elepajbHOro OroKeTa WM
cpencTB OromkeToB cyOnekToB Poccuiickoit denepanun); (B pen. [locranosnenus [IpaButenbcrBa
P® o1 21.07.2020 N 1079)

I() CymMMa HaJiora Ha I[O68.BJ'I€HHyIO CTOMMOCTB (B clIydac TNEpCMCIICHUA JICKAPpCTBCHHOTO
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npenapara, NpeIHa3HAueHHOro [uId 00ecneueHus TpakIaH 3a CyYeT CpelcTB (enepalbHOro
Oropkera mim cpencTB OrokeToB cyObekToB Poccuiickoit denepanun). (B pea. IlocranoBnenus
[TpaButenscTBa PD o1 21.07.2020 N 1079)

2. CyObekT oOpamieHusi JIGKApCTBEHHBIX CPEACTB MpPH Iepefadye JIEKApCTBEHHBIX IPEIapaToB
OpyroMy CyObeKTy oOOpalleHusi JIEKApCTBEHHBIX CPEACTB B paMKaxX TIpakJaHCKO-TIPABOBBIX
OTHOIIEHWIA B ciy4ae BbIOOpa MPSMOro IMOPSIKA TPEACTABICHUS CBEJACHUN B COOTBETCTBHH C
nyHKToM 44 IlomokeHHs: 0 CHUCTeME MOHHMTOPWHIA JIBUKCHHS JIEKAPCTBEHHBIX MpPENapaToB s
MEIUIUHCKOTO TPHUMEHEHHs, YTBEPXKIEHHOrO TmocTaHoBiIeHHeM [IpaButenbcTBa Poccuiickoit
Oeneparun ot 14 nexadps 2018 r. N 1556 "O6 yrBepxkaenuu [lonoxkeHus: o cucteMe MOHUTOPUHTA
JBYDKCHUS JIEKAPCTBEHHBIX MPENapaToB Uil MEIUIMHCKOTO npuMeHeHus" (nanee - [lomokeHwue),
OpeACTaBIsieT B CHCTEMY MOHHMTOPMHIA ClEAyIOUlyl0 HHOpManmuio 00 OTrpyKEHHBIX
JICKApCTBCHHBIX Iperaparax B OTHONICHWM KaXJIOH TOProBOH EIWHUIIBI JICKAPCTBEHHOTO
npenaparta: (B pen. Ilocranosnennii I[IpaButensctea PO or 21.07.2020 N 1079, or 24.03.2023 N
468)

a) 1aTa COBEPIICHHS OTepallnu;

0) uaeHTHPUKATOP CYOBEKTa OOpaIICHHs JEKAPCTBCHHBIX CPEJICTB, OCYIIECTBISIONIETO OTIPY3KY
JeKapCTBEHHOTO npemnapara; (B pea. Ilocranosnenus IpasurenscrBa PP ot 21.07.2020 N 1079)

B) NMOJIYHKT yTpatui cuiy. (B pen. [locranosnenus [IpaBurensctea PO ot 21.07.2020 N 1079)

I') HICHTU(UKATOP CYOBEKTa OOpAICHHSI JICKAPCTBEHHBIX CPEJICTB, OCYIICCTBISIONIETO MPUEMKY
JeKapCTBEHHOT 0 npemnapara; (B pea. Ilocranosnenus [pasurenscrBa PO ot 21.07.2020 N 1079)

J-€) TMONNYHKTBl yTpatwiu cuiy. (B ped. [locranosnenus IlpaBurensctBa PO ot 21.07.2020 N
1079)

) PEKBU3UTHI TOCYJAapCTBEHHOTO WM MYHUIMIAIBHOTO KOHTpakTa (B cloydyae Mepenadu
JIEKapCTBEHHOTO TIpernapara, MpeJHa3HauYeHHOTO sl OOeCledYeHHs TpakIaH 3a CUeT CpE/ICTB
denepanbHOro OMO/KETa WM CPENCTB OOJKETOB cyOBhekToB Poccuiickoit denepanun); (B pen.
[Mocranosnenus [IpaButenscTBa P® ot 21.07.2020 N 1079)

3) UICTOYHUK (PMHAHCHPOBAHMUS;
1) TUI TPAXTaHCKO-IIPABOBBIX OTHOIIEHUH CyOBEKTOB 00palleHHsl JIeKapCTBEHHbBIX CPE/ICTB;

K) KOJI UIACHTHU(PUKAIMK WIA KOJ HWICHTU(PHUKAIUU TPETUYHON (TPaHCIOPTHOM) YHNaKOBKU
JeKapCTBEHHOTO IpenapaTta, B KOTOPOH HaXOIUTCs 3TOT JIEKAapCTBEHHBIH Mpenapar (B ciydae
nepefayd TPETUYHOM (TPaHCIOPTHOM) YNMAKOBKH JIEKAPCTBEHHOrO Iperapara IeIMKoM); (B pex.
[MTocranosnenus [IpaBurenscra PO ot 20.03.2020 N 311)

J) PEeKBU3UTHI MIEPBUYHOTO JOKYMEHTA, SIBJISIOIIETOCS OCHOBAHUEM JIJIS TIepeAayuu JIEKapCTBEHHOTO
npenapara (1aTa u HoMep);

M) CTOUMOCTL JICKAPCTBCHHOT'O IIpCIlapaTa (C YU€TOM HaAJIOTa Ha Il06aBJ'ICHHyIO CTOI/IMOCTL)
COTJIaCHO NCPBUYHBIM JOKYMCHTAM;

H) CymMMa Hajora Ha J00aBlieHHYI0 CTOMMOCTh. (B pea. Ilocranosnenus IlpaButensctBa PO ot
21.07.2020 N 1079)

3. CyObekT oOpalieHusi JEKapCTBEHHBIX CPEACTB MPHU MPHUEMKE JIEKAPCTBEHHBIX IpEnapaToB OT
Ipyroro cyObekTa oOpalleHHuss JEKapCTBEHHBIX CpPEICTB B paMKax TPaKIaHCKO-TIPABOBBIX
OTHOIIIEHUW B Clydae BBIOOpa OOpaTHOTO MOPSAKA MPEJCTaBICHUS CBEJACHHN B COOTBETCTBHH C
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nyHkToM 44 IlonoxeHus, MpencTaBiIsieT B CUCTEMY MOHUTOPUHTA CIEAYIONUIyI0 WH(QOpPMAIHIO O
NPUHATBIX JIEKAPCTBEHHBIX Ipermaparax B OTHOILIEHWM KaXIOW EeIUHUIBI JIEKApCTBEHHOTO
npenapara: (B pea. [locranosnenuii [lpaButensctBa P® ot 21.07.2020 N 1079, ot 24.03.2023 N
468)

a) JlaTa COBEpILEHUS Ollepaluy;

0) waeHTHUKATOp CyOBeKTa OOpalIeHHs JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBISIONIETO MPHEMKY
JeKapCcTBEHHOro npenapata; (B pel. I[locranosnennii [IpaBurenscrea PO ot 21.07.2020 N 1079, or
02.11.2020 N 1779, ot 24.03.2023 N 468)

B) MOAMYHKT yTpaTui cuiy. (B pea. [Tocranosnenwus [IpaBurenscrea PO ot 21.07.2020 N 1079)

r) HICHTUPUKATOp CyOBEKTa OOpalicHHs JICKAPCTBEHHBIX CPEICTB, OCYIIECTBUBIIETO OTTPY3KY
JeKapCTBEHHOTO npemnapara; (B pea. [locranosnenus [pasutenscrea PO ot 21.07.2020 N 1079)

I-€) MOAMYHKTHI yTpaTunu cuiy. (B pen. Ilocranosnenus IlpasurensctBa PO ot 21.07.2020 N
1079)

) PEKBU3HUTHI TOCYJapCTBEHHOIO WM MYHUIIMIIAIBHOTO KOHTpakTa (B ciyd4ae Iepeaaqu
JICKapCTBEHHOTO TMpernapara, MPeJHa3HAYCHHOTO JUIsi OOCCICUeHHUs TpaXKIaH 3a CYET CPEACTB
denepanbHOro OrO/KETa WM CPEINCTB OrOJKETOB cyObekToB Poccuiickoit @enepauun); (B pen.
[Mocranoenenus [IpaBurenscTBa PO ot 21.07.2020 N 1079)

3) UCTOYHUK (PMHAHCUPOBAHMUS;
1) TUI IPAXKTaHCKO-IIPABOBBIX OTHOIIEHUH CYOBEKTOB 00pallleHHsl JIeKapCTBEHHBIX CPE/CTB;

K) KOJ UACHTHU(PHUKAIMK WIA KOJ HWICHTH(PHUKAIUM TPETUYHOH (TPaHCHOPTHOM) YHaKOBKU
JICKapCTBEHHOTO TMpernapara, B KOTOPOW HAXOJWUTCS 3TOT JICKAPCTBEHHBIM Tperapar (B ciydae
nepefayd TPEeTUYHON (TPaHCIOPTHOM) YMAaKOBKH JIGKAPCTBEHHOTO Mperapara IeNuKoM); (B per.
[Tocranosnenus [IpaButenscTBa P® ot 20.03.2020 N 311)

J) PEKBU3HUTHI MIEPBUYHOTO JOKYMEHTA, SBJISIOIIETOCS OCHOBAHUEM JIJIS Tepeaydu JIEKapCTBEHHOTO
npenapara (gaTa 1 HoMep);

M) CTOMMOCTH JIEKQPCTBEHHOTO TMpernapata (C yd4eToM Hajora Ha J00aBJICHHYIO CTOUMOCTH)
COTJIACHO MEPBUYHBIM JOKYMEHTaM;

H) CyMMa Hajora Ha J00aBjieHHyI0 cTouMmocTb. (B pel. IlocranoBnenus IlpaBurenscrBa PO ot
21.07.2020 N 1079)

4. CyObekT oOpaleHus JIeKapCTBEHHBIX CPEACTB MPU MOATBEPKACHUU JTIOCTOBEPHOCTH CBEICHHIA,
CoACpKAMMXCd B CHUCTCME MOHHUTOpHHIa O IMNCPCAAHHBIX WM J[MPUHATBIX JICKAPCTBCHHBIX
mpernapaTax, NpeACTaBIsSeT B CUCTEMY MOHHUTOPHHTA CIEAYIONIYI0 WH(GOPMAIUI0O B OTHOIICHUH
Ka)XJ10 TOProBOM €MHHUILIBI IEKAPCTBEHHOT'O TIpernapara:

a) Jarta COBCPHICHUSA ONICPAlIUU;

06) wuneHtudukatop cyObekTa OOpalieHus JIeKapCTBEHHBIX CPEJCTB, OCYLIECTBISIOIIETO
NoATBepIKIeHHEe cBeeHui; (B pea. [Tocranonenus [IpaButenscra PO ot 21.07.2020 N 1079)

B) HJIeHTH(UKATOp CyObeKTa oOpalieHHsl JEeKapCTBEHHBIX CPEJCTB, paHEe OCYIIECTBUBIIETO
IpEJCTaBICHUE CBEACHUN 00 OTrpy3ke WIM IpHEMKe JIEKapCTBEHHOTO IpenapaTa; (B pen.
[Tocranoenenus [IpaBurenscrBa P® ot 21.07.2020 N 1079)
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) KOJI WACHTH(PUKAIMA WM KOJI WACHTU(PUKAIMKA TPETHYHONH (TPAaHCIOPTHOM) YHMAaKOBKH
JICKapCTBEHHOTO TMpemnapara, B KOTOPOW HAXOIUTCS 3TOT JICKAPCTBEHHBIM Tperapar (B ciydae
nepeaayn TPETHYHOW (TPaHCIOPTHOW) YIIAKOBKH JISKAPCTBEHHOTO Iperapara IEeNUKoM); (B pe.
[Tocranosnenus [IpaButenscTBa P® ot 20.03.2020 N 311)

J) TpPU3HAK IOJATBEP)KIEHUS BO3MOYKHOCTH (HEBO3MOXHOCTH) TIPUEMKU JIEKQPCTBEHHOTO
npenapara, BpPEMEHHO BBIBEJIEHHOIO U3 OOpalleHHs [0 MHUIUATUBE YIOJIHOMOYEHHOIO
denepanbHOTO OpraHa HMCIOJHUTENbHOU BiacTh. (B pen. [locranoenenus I[lpaBurensctBa PO ot

21.07.2020 N 1079)

4.1. CyOBekT oOpamieHusi JIEKapCTBEHHBIX CPEICTB, OCYIISCTBISIONINN ONTOBYIO TOPTOBIIO
JICKApCTBEHHBIMH CPEJICTBAMH IIPH Iepeade JCKapCTBECHHBIX NPEnapaToB, OTHOCSIIUXCS K OJXHOM
NPOM3BOJICTBEHHON CEepUH, IPYroMy CyOBEKTy OOpalleHusi JEKapCTBEHHBIX CPEICTB B paMKax
IPaXXJIaHCKO-TIPAaBOBBIX ~ OTHOIICHH, TMPEICTABISET B CUCTEMY MOHHTOPUHTA CJICIYIOIIYIO
MH(pOpPMaLIMIO O NEPEIaHHbIX JIEKapCTBEHHbIX Npemnaparax: (B pea. [loctanosnenus [IpaButenbcTBa
P® ot 24.03.2023 N 468)

a) nara coBepuieHus onepanuu; (B pea. IToctanosienus IpaButenscTBa P® or 24.03.2023 N 468)

0) uaeHTudukaTop cyobekTa OOpameHUs JIEKAPCTBEHHBIX CPENICTB, OCYIISCTBISIIONICTO Mepenady
JeKapCTBEHHOTro npemnapara; (B pea. [locranosnenus IIpasutensctBa P® ot 24.03.2023 N 468)

B) HOMEpP IPOU3BOJCTBEHHON CEPUHU, INI00ATBHBIN WACHTH(PUKAIIMOHHBII HOMEP TOPrOBOW €TUHUIIBI
OTTPYKEHHOT'O JIEKAPCTBECHHOT'O Mpemnapara Wik Koja uiaeHTudukanuu. (B pen. IlocraHomieHus
[TpaButenscTBa PD ot 24.03.2023 N 468)

5. CyObekT oOpamieHus JCKapCTBEHHBIX CPEICTB, OCYIICCTBISIONUN KOHTPAKTHOE (TIOAPSTHOE)
IIPOM3BOJICTBO JIEKAapCTBEHHBIX IpenapaToB Ha Tepputopuu Poccuiickoit @eneparuu, npu nepegayue
JIEKapCTBEHHBIX MpenaparoB (rOTOBOW MPOAYKLNHN) CyOBEKTY oOpallleHus JeKapCTBEHHbBIX CPECTB,
SBJISIOIIEMYCS 3aKa3YMKOM 3TOr0 KOHTPAKTHOrO (MOJPSIHOIO) MPOM3BOJCTBA, JHOO CYOBEKT
oOpallleHus1 JIEKapCTBEHHBIX CPEICTB, SIBISIOMIMNACA 3aKa34MKOM KOHTPAKTHOrO (TIOJPSIIHOTO)
IPOM3BOJICTBA, IIPU BO3BpaTe JIEKAPCTBEHHBIX IpenapaToB CyObEKTy oOpallleHHs JeKapCTBEHHBIX
CPEICTB, OCYILIECTBIISIIOIIEMY KOHTPAakTHOE (MOJPSAHOE) IPOU3BOJCTBO  JIEKAPCTBEHHBIX
IpenapaToB, MPEJICTaBIseT B CUCTEMY MOHUTOPHMHIA CIEAYIOUIYI0 HH(POpPMAIMIO O MepeJaHHbIX
JIEKapCTBEHHBIX TIIpernaparax B OTHOIIEHUWM KaXXJOW TOProBOW €IMHUIBI JIEKApCTBEHHOTO
npemnaparta: (B pen. [Tocranonenus [IpaButensctBa PO ot 24.03.2023 N 468)

a) JaTta COBCPUICHUSA ONICPALIUU;

0) uaeHtudukaTop cyobekTa oOpaleHus JIEKapCTBEHHBIX CPEJCTB, OCYIIECTBIISIONIETO Meperady
WIA BO3BpaT JIeKapCTBEHHOro npenapara; (B pea. IlocranoBnenuit IIpaBurensctBa PO ot
21.07.2020 N 1079, ot 24.03.2023 N 468)

B) MOJIMYHKT yTpatui cuiy. (B pen. [Tocranosnenus [Ipasurensctea PO ot 21.07.2020 N 1079)

I') uaeHTU(UKaTOp CyObeKkTa OOpalleHUsl JEKapCTBEHHBIX CPEICTB, OCYIIECTBIISIONIETO MPUEMKY
JieKapcTBEHHOTO npenapara; (B pea. [locranosnenus [IpaBurenscrea PD ot 21.07.2020 N 1079)

1) IOAMYHKT yTpaTi cuiy. (B pea. [loctanosnenus [IpaBurensctea PO ot 21.07.2020 N 1079)

€) KoA WACHTU(MUKAIUKA WU KOJ UACHTU(DUKAIMH TPETUYHON (TPaHCHIOPTHOW) YHAKOBKU
JIEKapCTBEHHOT'O TIpernapara, B KOTOPOW HaxXOJMUTCS ATOT JIEKAPCTBEHHBIN MpemapaT (B cCiydae
nepeaund TPETUYHOM (TPaHCHOPTHOM) yMaKOBKHM JIEKapCTBEHHOI'O Iperapara LeIUKoMm); (B pen.
[Tocranosnenus [IpaButenscTBa P® ot 20.03.2020 N 311)
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’K) PEKBH3HTHI IIEPBUYHOTO TOKYMEHTA, SIBJISIOIIEIOCS OCHOBAaHHMEM ISl TIepelad JIEKapCTBEHHOTO
npemnapara (gara 1 HOMep).

6. CyObeKT oOpaleHus JIeKapCTBEHHBIX CPEACTB, BBIMOIHSAIONMHA (PYHKIMH 110 ayTCOPCUHTY, MPU
nepegave JeKapCTBEHHBIX MPENapaToB, 3aKyMaeMbIX Ui oOecreueHus rpakaH 3a CUET CPEelICTB
denepanpHOro OrOKeTa W (WIHM) CpPEACTB OIOKETOB CyObekToB Poccuiickoii denepanuu,
MPEJICTaBIISIET B CUCTEMY MOHUTOPHHIA CIEAYIOUIYI0 HH(OPMALIUIO O TIEpeJaHHbIX JIEKaPCTBEHHBIX
npenapatax B OTHOIICHWH KaXKIOW TOPrOBOM EIUHMIIBI JIEKapCTBEHHOTrO mpemapara: (B pen.
[Tocranosienus IIpaButenscTBa PP or 21.07.2020 N 1079)

a) nara cosepuieHus onepanuu; (B pea. [locranosnenus [IpaButenscrea PO or 21.07.2020 N 1079)

0) unentudukarop cyorekTa oOpalleHHs JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBIISIONIETO Nepeaavy
JeKapCTBEHHOT O npemnapara; (B pea. [loctanosnenus [IpasutensctBa PO ot 21.07.2020 N 1079)

B) UIeHTU(]HUKATOp CyOBEKTa OOpalleHus JIEKApCTBEHHBIX CPEICTB, OCYIIECTBISIOMIETO MPUEMKY
JeKapCcTBEHHOTr 0 npemnapara; (B pea. Ilocranosnenus IIpasutenscTBa PP ot 21.07.2020 N 1079)

') PEKBU3UTHI MIEPBUYHOTO JOKYMEHTA, SBJSFOIIETOCS OCHOBAaHMEM JUIS Nepe/lauu JICKapCTBEHHOTO
npenapara (aara u Homep); (B pen. [Tocranosnenus [IpaBurensctea PO ot 21.07.2020 N 1079)

) KOA HACHTU(GUKALMUKA WU KOJ HUACHTU(UKAIMM TPETUYHON (TPaHCIOPTHOI) YMAaKOBKH, B
KOTOpPOM HaXOAWTCS JIEKapCTBEHHBIN Ipenapar (B cilydae Nepeiayd TPEeTUYHOW (TPaHCIIOPTHOI)
YIaKOBKHU JIGKAPCTBEHHOro mpemnapara nenukom). (B pen. Ilocranosnenus I[lpaButensctBa PO ot
21.07.2020 N 1079)

Ipunoowcenue N 7
K Ilonosicenuto o cucmeme MOHUMOPUHSA
OBUIICEHUSL TEKAPCMBEHHBIX NPENAPAMO8

0J151 MEOUYUHCKO20 NPUMEHEHUS

MEPEYEHb NPUYUH BJIOKUPOBKHU MPUHSTHUS
CUCTEMOU MOHUTOPHUHI A IBUKEHUS
JIEKAPCTBEHHBIX IPEMTAPATOB JJISI
MEJALUHCKOIO NPUMEHEHMS CBEJEHUI O
BBOJIE B OBOPOT JIEKAPCTBEHHBIX NPEITAPATOB
JUISI MEJULUHCKOT O MTPUMEHEHU S, OB OBOPOTE
W (WJIN) BBIBOJIE U3 OBOPOTA JEKAPCTBEHHBIX
MPEMAPATOB J1JISI MEJJULIMHCKOTI'O MPUMEHEHUS

(8 pea. I[locranoBnenwii [IpaButenscrea PO ot 30.08.2019 N 1118, ot 21.07.2020 N 1079, oT
24.03.2023 N 468)
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1. BolsiBneHre HECOOTBETCTBHS TPEOOBAHUI K Ka4eCTBY B paMKax (heepaIbHOr0 TOCy1apCTBEHHOTO
KOHTpoJsl (Ham3opa) B cdepe oOOpalieHus JIEKapCTBEHHBIX CPEICTB, OCYMIECTBIISIEMOIO
®enepanbHOIl ciTy>k00# 110 HAA30py B cdepe 31paBOOXPAHEHHS U €€ TePPUTOPUATEHBIMHI OpraHaMHU.
(B pex. [Tocranoenenus [IpaBurenscrBa PO ot 24.03.2023 N 468)

2. Ilpunstue denepanbHOil Cayk00i MO Ham3opy B cdepe 3ApaBOOXPAHCHHS 110 HTOTaM
paccMoOTpeHHs oOpalieHus CyObeKTa oOpalleH s JIGKapCTBEHHBIX CPEACTB PEIICHUs, COACPIKAIIETO
cBeZieHHs] 00 0OHapy>KEHHUH HECOOTBETCTBHSI BBINYIICHHBIX B 0O0OPOT JIEKAPCTBEHHBIX IIPENapaToB
JUIT  MEIUIMHCKOrO TNPUMEHEHHs (Jajiee - JIEKapCTBEHHBIE IIpenaparbl) YCTAHOBJIEHHBIM
MunuctepcTBOM  3apaBooxpaHeHus  Poccuiickoit  ®denepauuu  OpU  PETUCTPALIMU  ATUX
JICKapPCTBEHHBIX MIPEMapaToB TPEOOBAHUSM.

3. Ilpunsatue MuHHCTEpPCTBOM 37paBooxpaHeHusi Poccuiickoit @enepauuu pemeHus o0 OTMEHE
roCyapCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOI'O IIpenapaTa B IOpAIKEe, YCTAHOBJICHHOM IIYHKTOM 6
crateu 32 OenepanbHoro 3akoHa "O0 0OpallieHun JTeKapCTBEHHBIX CPEACTB".

4. OTCyTCTBHE B CUCTEME MOHUTOPHMHIA JIBUXKEHUS JIEKAPCTBEHHBIX MpeENnaparoB (Janee - cuctemMa
MOHMTOPHMHIA) CBEJCHUH O HAJIUYUU JIEKapCTBEHHOIO IIpernapara y cyObekTa oOpallieHus
JEKapCTBEHHbIX CPEACTB, NPEACTABISIOIIEr0 CBeleHUs 00 000poTe 3TOro JIEKapCTBEHHOTO
npemnapara.

5. Hcreuenue CpOKa T'OAHOCTHU JICKAPCTBCHHOI'O IIpfliapara B COOTBETCTBHU CO CBCIACHHAMU,
3apCruCTpupOBaHHBIMU B CUCTCME MOHHUTOPHHIA.

6. HecoorBercTBHE CBECHHU O TI00ATBPHOM HACHTH(PHKAIIMOHHOM HOMEpPE TOPTrOBOW E€IMHUIHI,
HOMEpE PETUCTPALMOHHOIO YIOCTOBEPEHMs JIEKaPCTBEHHOIO IIpenapara M JaTe PEerucTpanuu
JEKapCTBEHHOIO  Ipernapara B TOCYJapCTBEHHOM  pEEeCTpe  JIEKAPCTBEHHBIX  CPEJCTB,
NPE/CTaBICHHBIX CYOBEKTOM OOpAIEeHNUs JIEKAPCTBEHHBIX CPEJCTB MPU ONUCAHUU JIEKAPCTBEHHOTO
npenapaTa B ”HGOPMaIMOHHBIN pecypc, 00ecrieunBarOIIUN yUeT U XpaHEHUE JT0CTOBEPHBIX JaHHBIX
O TOBapax II0O COOTBETCTBYIOIIEH TOBAPHOW HOMEHKJIATYpE, COOTBETCTBYIOIIMM CBEACHUSM,
MOJIyYEHHBIM CUCTEMOW MOHUTOPHHIA U3 €AMHON rocyJapCTBEHHON MHMOPMAIIMOHHOW CUCTEMBI B
cepe 3apaBooxpanenus. (B pea. [Tocranosienus [IpaButenbctsa PP ot 21.07.2020 N 1079)

7. IlpeacraBieHue B CUCTEMY MOHMTOPUHIA CBEACHUH O NMPOAAXKE JIEKAPCTBEHHOI'O Mpernapara c
(dhapmareBTUUeCKOro CKJIa/ia Mpu OTBETCTBEHHOM XPaHECHUH.

8. IlpeacraBieHue B CUCTEMY MOHHUTOPHUHIA CBEJIEHUH 00 OTrpy3ke (Ipojaxe) JeKapCTBEHHOTO
mpernapara 10 T[OJYy4YeHUsT CHCTEMOM MOHHMTOPHMHIA CBEICHHN U3 aBTOMATH3UPOBAHHOMN
uHpOpMalMOHHOM cucTteMbl dDenepanbHONW CHykObl MO HaI30py B cdepe 3apaBOOXpaHEHHUS,
npeaycMOTpeHHBIX TyHKTOM 6.2 mpuioxkenus N 1 x IlonmoxkeHnro o cuctemMe MOHUTOpPWHTA
JBWKEHUS JICKAPCTBEHHBIX IMpEnapaToB s MEIULIHMHCKOTO MPUMEHEHHUS, YTBEPKICHHOMY
noctaHoByienreM [lpaButenscTtBa Poccuiickoit @enepammu ot 14 mexabps 2018 r. N 1556 "O06
yTBepxkaeHuH [lonoxeHuss 0 cucteMe MOHUTOPUHIA JBUKEHHUS JIEKAPCTBEHHBIX IMPENapaTroB s
MeaurHCcKoro npumeHenus" (nanee - [lonoxenue). (B pen. Ilocranosnenus [Ipasutenscrea PO ot

24.03.2023 N 468)

9. IlpencraBrnenue B CUCTEMY MOHMTOPHUHTA CBEJIEHUH ¢ HapymieHueM TpeboBanuii [lomoxenus. (B
pen. ITocranosnenus [IpaBurensctBa PO ot 24.03.2023 N 468)

10. OrcyTcTBHE B CHCTEME MOHUTOPHHIa CBEACHUH O HaJIMuuM y CcyObekTa oOpaiieHus
JIEKapCTBEHHBIX CPEJCTB JIMICH3UH, NMPEAOCTaBISIIOIMINX CYOBEKTYy OOpallleHHs JIeKapCTBEHHBIX
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CPEICTB MPaBO Ha OCYIECTBICHUE COOTBETCTBYIOIINX OIEpaIIHiA.

11. OrcyrcTBUe cBeneHMil O 3asBUTENE B EAMHOM rocyJapCTBEHHOM pEecTpe FOPUAMYECKUX JIUI]
Kak O JCHUCTBYIOLIEM IOPUAMYECKOM JIMIE, WIM B EJIMHOM TrOCyJapCTBEHHOM pEECTpe
WHJIUBUIyaJIbHBIX MPEANPUHUMATENICH KaK O JIEUCTBYIOIIEM MHIMBHUAYyaIbHOM IpPEANPUHUMATEIE,
WIA B TOCYJapCTBEHHOM DPEECTpe aKKpEAMTOBAHHBIX (PUIIMATIOB, MPEICTABUTEIHCTB MHOCTPAHHBIX
IOPUAMYECKUX JIUI] Kak O JecTByrolmeM Quinaie WIH MpeICTaBUTEIbCTBE HWHOCTPAHHOIO
IOpUIMYECKOTr0 JuLa Ha Tepputopun Pocculickont denepanuu.

12. Hanuune B EquHOM rocyaapCTBEHHOM peecTpe IOPUAMYECKUX JIMI[ B OTHOIICHUU 3asBUTENS
3aMKCH O HEIOCTOBEPHOCTH CBEJICHUI, BHECEHHOW B COOTBETCTBUU C MyHKTaMu 5 U (win) 6 ctaThbu
11 ®enepanbHoro 3akoHa "O TrocygapCTBEHHOM PpETUCTPALMU  IOPUAMYECKUX JIUI U
WHAMBUAYAJIbHBIX [TpeANIpUHUMAaTeNneil"”.

13. Hanuume ocHOBaHMI [Jii OTKa3a B PErHCTpAllUd CBEJACHHM O HAHECEHUH CPEJICTB
uaeHTuukanuy, mnpeaycMoTpeHHbix MmyHKTOoM 9(3) Ilonoxenus. (B pea. I[locranoBienwmii
[MpaButenscTBa PO ot 30.08.2019 N 1118, ot 24.03.2023 N 468)

14. Tlpunstue MuHuctepcTBOM 3apaBooxpaHeHus Poccuiickoit @enepanuu pemieHus o
MIPUOCTAHOBIICHUH TIPUMEHEHUS JIEKAPCTBEHHOTO TIpernapara B COOTBETCTBUH C HacTbiO 7 cTaThu 64
u crateeil 65 @enepanbHoro 3akoHa "OO oOpalieHMH JIEKapCTBEHHBIX cpeactB". (B pen.
[Tocranosienus [IpaButenscTBa PP ot 30.08.2019 N 1118)
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