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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

NMPABUTENbCTBO POCCUNCKON ®EQEPALIUN

NMOCTAHOBJIEHUE
ot 14 pekabps 2018 r. N 1556

Ob YTBEPXAEHWUU NMONOXEHUA
O CUCTEME MOHUTOPUHIA ABWXXEHWUA NNEKAPCTBEHHbBIX NMPEMNAPATOB
anda MEOULMHCKOIO NPUMEHEHUA

Crrcox M3MEHSOIUX JOKYMEHTOB
(8 pen. [locranoBnenwii [IpaButensctea PO ot 30.08.2019 N 1118,
o1 31.12.2019 N 1954, ot 02.03.2020 N 219, o1 20.03.2020 N 311,
o1 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, 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)

IIpaBurenscTBO Pocculickoit denepanyv MOCTaHOBIISET:
(B pen. ocranosnenus IIpasurenscrea PO ot 31.12.2019 N 1954)

1. yTBepI[I/ITB InpujaracMoc ITonoxxenue o cucreme MOHHUTOpHUHI'a ABUIKCHUA JICKAPCTBCHHBIX
npenapaTtoB AJis MEAUIUHCKOTO ITPUMCHCHU.

1(1). YcraHoBUTh, YTO IOPUANYECKUE JIMIA U UHAUBHUyaAJIbHBIE MTPEANIPUHUMATENH, SBIISIOLUECS
cyObeKkTaMu OOpalieHHs JIGKAPCTBEHHBIX CPEJCTB B COOTBETCTBHU C llojoeHueM, yTBEp:KICHHBIM
HACTOSIIINUM TTOCTAHOBIICHUEM (Jjajiee - CyObeKThI 00palleHus IEKapCTBEHHBIX CPEICTB):

OCYUIECTBIISIIOT CBOIO PETUCTPALMI0O B CHUCTEME MOHHUTOPHHIA JBUKEHHS JIEKapCTBEHHBIX
MpenapaToB IJIsi MEIUIIMHCKOTO IPUMEHEHUs (fanee - cucreMa MoHutopunra) ¢ 1 sasaps 2020 r. mo 29
¢espans 2020 r. (BximouuTenbHo) 6o nocie 29 despans 2020 r. B TeueHHe 7 KaJleHAAPHBIX JHEH co
JHS ~BO3HUKHOBEHMS y CYOBEKTOB OOpAalleHUs JIEKAPCTBEHHBIX CPEACTB  HEOOXOIMMOCTH
OCYIIECTBJICHUSl JI€ATEIbHOCTH, CBSI3aHHOW C OOpallleHUEM JIEKapCTBEHHBIX IpENapaToB Ul
MEIUIMHCKOTO NMPUMEHEHHMs (Jjajiee - JIEKapCTBEHHbIE IIPEnapaThl) Npy HAIWYUM MpaBa OCYILIECTBISATh
TaKylo JAesITeIbHOCTD;

(B pen. Hocranornenus [IpaButensctBa PO ot 24.03.2023 N 468)

He no3aHee 21 KaleHAapHOro AHS CO JHS PEruCTpalM B CUCTEME MOHUTOPHHIA 00ECHeunBaIOT
TOTOBHOCTh CBOMX HMH(OPMAIIMOHHBIX CHUCTEM K HMH(POPMALMOHHOMY B3aUMOJCHCTBUIO C CHUCTEMOM
MOHUTOPHMHIA U HAIIPaBIAIOT OIEPAaTOPy CHUCTEMbl MOHUTOPHHIA 3asBKY Ha IPOXOXKIACHUE
TECTUPOBAHUSA UH(POPMALIMOHHOTO B3aUMOJICUCTBUSA c yKa3aHUEM MIPOU3BOIUTENIEH
IIPOrpaMMHO-aIapaTHBIX CPEJCTB HH(POPMALIMOHHBIX CHCTEM;

IPOXOJAT TECTUPOBaHKE NH(POPMALIMOHHOTO B3aUMOJIEHCTBUS CBOUX MH()OPMAIIMOHHBIX CUCTEM U
CHUCTEMbl MOHMTOPUHIAa B COOTBETCTBMM C TIOPSAIKOM, pa3MEIIEHHBIM Ha O(QUIUAIBLHOM caiiTe
oreparopa CUCTEMbl MOHHUTOPUHIA B MH(OPMALMOHHO-TEIIEKOMMYHHUKAIIMOHHOK cetu "HHTepHer", B
OTHOIIICHUH MapKUPOBKH JICKAPCTBEHHBIX IPENapaToB, BBOJIA B 000POT JIEKAPCTBEHHBIX MPEMAPATOB, UX
obopoTra ¥ BBIBOJA M3 000pOTa B COOTBETCTBHM C [lonoKeHHEM, YTBEpPKIECHHBIM HACTOSIIHIM
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K n
(pea. o 24.04.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

IIOCTAaHOBJICHUCM, B TCUCHUC 2 KaJICHAAPHBIX MECALICB CO OHA TOTOBHOCTHU CBOUX I/IH(1)OpMaI_II/IOHHBIX
CHUCTEM K I/IH(I)OpMaI_II/IOHHOMy B3aMMOJEHUCTBHUIO C CUCTEMO MOHUTOPHHTA,

BHOCAT HaumHas ¢ | wrons 2020 r. B cUCTEeMy MOHHUTOPHMHIA CBEICHHS 000 BCEX OIEpalusXx,
MPOU3BOJIMMBIX C JIEKAPCTBEHHBIMH TperapaTtaMu B COOTBETCTBHM C [lomokeHuneM, yTBEpKIECHHBIM
HACTOSIIIAM TIOCTAHOBJICHUEM.

(n. 1(1) BBenen [locranosnenueM [IpaBurensctBa PO ot 31.12.2019 N 1954)

1(2). Peructpanus B HHPOPMALMOHHON CUCTEME, B KOTOPOH OCYIIECTBISIIOCH HH(OPMAILIMOHHOE
oOecrieyeHne TPOBEJCHUS SKCIIEPUMEHTa B COOTBETCTBUM C IOCTaHOBiIeHHeM IlpaBuTenscTBa
Poccuiickoit ®enepaunn ot 24 suBaps 2017 r. N 62 "O npoBeneHHH 3KCIIEpUMEHTA IO MapKUPOBKE
KOHTPOJIbHBIMU (MACHTU(PUKAIIMOHHBIMHA) 3HAKAMU U MOHUTOPUHTY 3a 00OpOTOM OTAENBHBIX BHJIOB
JIEKapCTBEHHBIX IPENapaToB AJs MEIUIIMHCKOTO MPUMEHEHHU", FOPUANYECKUX JIUI U (PU3HUECKUX JIMII,
3aperuCTPUPOBAHHBIX B Ka4€CTBE MHIMBHYAJIbHBIX MPEANPUHUMATENEH, KOTOPbIE IO COCTOSHUIO Ha |
sauBapst 2020 r. sABIAIOTCS CcyOBeKTaMM OOpalleHHsl JEKapCTBEHHBIX CPEJCTB, MPUPABHHUBAETCS K
pErucTpanyy B CUCTEME MOHUTOPHUHTA.

B ciydae ecnu B paMKax 3KCIIEpUMEHTAa CBEACHMSI, NPEICTABICHHbIE CyObeKTaMH oOpalleHus
JIEKApCTBEHHBIX CPEJICTB B MHPOPMALMOHHYIO CUCTEMY, B KOTOPOW OCYIIECTBIISIIOCH HH(OPMAIIHOHHOE
oOecrnieueHre MPOBEICHUS KCIIEPUMEHTA, a Tak)Ke JOKYMEHTBI, Ipe/CcTaBlIeHHble MU B DenepalibHyI0
cnyx0y 1o Hagzopy B cdepe 3IpaBOOXpaHEHHs, HE OTBEYAIOT TpPeOOBaHMUSIM K CBEICHHUSIM U
JOKYMEHTaM, MpexycMOTpeHHbIM [lonoxkeHneM, yTBEp:KISHHBIM HACTOSIIUM TOCTAaHOBIIEHHUEM, TaKue
CyOBEKThI 0OpallleHus JIeKapCTBEHHBIX CpeAcTB HauMHas ¢ | sHBaps 2020 r. BHOCAT HEAOCTAIOLIUE U
(w1M) axkTyalibHbIE CBEACHHUS B CHUCTEMY MOHHUTOpPMHIA, a HeJIOCTaroume u (Wid) aKTyalbHbIE
JIOKYMEHTHI TIpeIcTaBisioT B denepanbHyro Ciry:k0y 1Mo Haa30py B cdepe 31paBooxXpaHeHus 10 1 uroms
2020 r. (BKJIFOUYUTEINBHO).

(n. 1(2) BBenen [locranosnenuem [IpaBurensctBa PO ot 31.12.2019 N 1954)

1(3). CyObekThl o0OpalleHHsl JIEKAPCTBEHHBIX CPEACTB, SBISIOIIMECS IPOU3BOAUTEIAMHU
JIEKAPCTBEHHBIX CPEJACTB, B OTHOLICHUH KOTOPBIX MMM OCYILIECTBISAIOTCS TEXHOJOTMYECKHUE OIepaluu,
COOTBETCTBYIOIIME MPOU3BOJCTBEHHBIM CTaUsAM (hacOBKH (YIIaKOBKH) JIEKApCTBEHHBIX MpEnapaToB (B
cllydae MIpPOU3BOJCTBAa JIEKApCTBEHHOIO Ipemnapara Ha Tepputopuu Poccuiickoit denepauuu), HUiau
nepaTensMu (BiIajenbllaMyi) PEeruCTPAllMOHHBIX YIOCTOBEPEHHUM JIEKapCTBEHHBIX IpenapaToB JHOO
IIPEICTaBUTENBCTBAME  MHOCTPAaHHBIX oOpraHusauuii Ha Tteppuropun Poccuiickoit ®enepaunu,
SBJISIOIIMXCS  JIepKaTeNsiMU  (BlIajiebllaMi) PErUCTPALMOHHBIX  YIOCTOBEPEHUH JIEKAPCTBEHHBIX
npernapatoB (IpuM NPOU3BOACTBE JIEKAPCTBEHHOIO IIpermapaTa BHE TeppuTtopuu Poccuiickoit
denepanun), 10 BBOJIa JEKAPCTBEHHBIX IIPENAPaTOB B 000POT:

BHOCAT B CHCTEMY MOHUTOPHHIA CBEJCHHS O JIEKAPCTBEHHBIX Ipernaparax B COOTBETCTBUU C
[TonoxenneM, yTBEpKICHHBIM HACTOSIIINM MTOCTAHOBJICHUEM;
(B pen. lHocranopnenus [IpaButensctBa PO ot 24.03.2023 N 468)

HANpaBJsIOT C HCIOJB30BAHUEM CHCTEMBl MOHHTOPHHIA OIEPAaTOpPy CHCTEMbl MOHHTOPHHIA
3a8BKY (B 2JIGKTpOHHOU (hopMe) Ha IMOJyueHHE YCTPOMCTB PErUCTpaAIlMi SMUCCHU KOJOB MAapKHPOBKHU
WIA TIPEJIOCTaBICHUE K HEMY YAaJeHHOTo nocTtyma He mo3anee 1 mas 2020 r. nubo B Teuenue 7
KaJICHAAPHBIX [[Heﬁ CO OHA peructpanuv B CUCTEMC MOHHUTOPHHIA IIPHU BO3HWUKHOBCHUH Y Cy6”beKTOB
oOpamieHusl JEKapCTBEHHBIX CPEACTB HEOOXOJAMMOCTH OCYIIECTBIICHUS JEATEILHOCTH, CBS3aHHON C
oOpaleHreM JIeKapCTBEHHBIX MPETapaToB NPU HAIWYHU NIPaBa OCYLIECTBISATH TAKyIO AEATEIBHOCTD;

obecnieunBaroT ¢ 1 urons 2020 r. HaHECEHUE CPEeACTB UAECHTH(PUKALNN Ha NMEPBUYHYIO YIIaKOBKY
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

JIEKapCTBEHHOT' O TpenapaTa (B cilydae, eclid BTOpUYHasi yIakoBKa He MPeyCMOTPEHA) U Ha BTOPUYHYIO
(MOTpebUTENbCKYIO) YIAKOBKY JICKAPCTBEHHOTO MpenapaTa, 3a UCKIIOUYEHHUEM IOJI0KEHUH, YKa3aHHBIX
B a03alle MSTOM HaCTOSLIETO IyHKTA;

(B pen. Loctanosnenus Ipasurenscrea PO ot 29.11.2023 N 2027)

obecrnieunBatoT ¢ 1 anpens 2024 r. HaHeCeHHE Ha JIEKapCTBEHHBIE MpenapaThl C MEXAYHAPOIHBIM
HEMaTCHTOBAaHHBIM  HaWMEHOBaHWEM  "DTtaHon"  cpencTtB  HUACHTU(GUKAIIMM HAa  BTOPUYHYIO
(MOTPeOUTENbCKYI0) YITAKOBKY B CIy4ae, €CJIM Takas yIMaKOBKa SIBISIETCS WHANBUAYAIbHONH BTOPUYHOMN
(MOTpeOUTENbCKOW) YITAKOBKOM ATOTO JIEKAPCTBEHHOTO TMperapaTa, a B cliydyae OTCYTCTBHSI BTOPHUYHOMN
(MOTpeOUTENbCKOM) YIAKOBKH MM HAJIMYMs YIAKOBKH, B KOTOPOW HAaXOAMTCS Oojiee OJHOW €TUHMIIBI
YKa3aHHOTO JICKApCTBEHHOTO MpernapaTta B MIEPBUYHOHN yITaKOBKE, CPEICTBO WACHTU(DUKAIIMA HAHOCHUTCS
Ha MIEPBUYHYIO YITAKOBKY;
(a63arn BBeneH [locranornenuem IpaButensctBa PO ot 29.11.2023 N 2027)

uMmeroT npaBo ¢ 1 suBaps 2020 r. HAHOCUTH CpeACTBa UISHTU(UKALIMY JIEKAPCTBEHHOTO Mpernapara
Ha TEpPBUYHYIO YIAKOBKY JEKapCTBEHHOIO IpemnapaTta (B ciaydae, €ClId BTOPUYHAS YMaKOBKAa HeE
MPEelyCMOTPEHA) U Ha BTOPHUYHYIO (MMOTPEOUTENHCKYIO) YITAKOBKY JICKAPCTBEHHOTO Tperapara.

[Tpu sToM B ciyyae, ecnu CyOBEKTHI OOpalleHus JEKapCTBEHHBIX CPEICTB HAHOCAT ¢ | sHBaps
2020 1. cpenctBa HWACHTH(PHUKAMHU JIEKAPCTBEHHOIO Tperapara Ha MEPBUYHYIO YIAKOBKY
JIEKapCTBEHHOT'0 IpenapaTta (B cilydae, €clid BTOpUYHas yIaKoBKa HE IIPEelyCMOTPEHA) U Ha BTOPUYHYIO
(MOTpeOUTENbCKYI0) YIAKOBKY JIEKAPCTBEHHOI'O IIperapara, TO OHU MPEACTABISIOT CBEAEHUS O
HAHECEHUH CPEJICTB UACHTU(UKALMU B CUCTEMY MOHUTOPUHTA.

(n. 1(3) BBenen [locranosnenueM [IpaBurenscrea PO ot 31.12.2019 N 1954)

1(4). CyObexTsl oOpameHust JIeKapCTBEHHBIX CPEACTB, OCYIIECTBIISIONINE METUIIMHCKYIO
NeSITeNIbHOCTh M BBIBOJ] U3 000POTa JIEKapCTBEHHBIX MPENapaToB NPy OKa3aHUHU MEIUIIUHCKON MOMOIIIH,
a Takxke CyOBEeKThl OOpalleHHs JIEKApCTBEHHBIX CPENICTB, OTIYCKAIOIIUE JEKapCTBEHHBIE Mpernaparhbl
OecriaTHO MO pEeleNnTy Ha JEKapCTBEHHbIE Mpenaparhl, HANpPaBIsSIOT C HCIOIb30BAaHHEM CHCTEMBI
MOHUTOPHUHTA ONEpaTopy CHUCTEMbl MOHMTOpPHHIra 3asBKy (B 3JIEKTPOHHOW (opme) Ha TMOITydeHue
perucTparopoB BeIObITHsS He mo3aHee 15 deBpanst 2020 1. mub0 B TeueHUE 7 KAICHIAPHBIX THEH CO JHS
pEeTUCTpaIii B CUCTEME MOHHUTOPHHTA TPH BOSHUKHOBEHUH Yy CYOBEKTOB OOpAIICHHUs JIEKAPCTBEHHBIX
CPEICTB HEOOXOJUMOCTH OCYLIECTBIICHUS NEATEIBHOCTH, CBSI3aHHOM C OOpalleHHeM JIEKapCTBEHHBIX
MIpernapaToB MPU HATMYHUHU [TPaBa OCYIIECTBISATH TAKYIO JESTEIbHOCTD.

(m. 1(4) BBenen [locranoBnenueM [IpaButensctBa P® ot 31.12.2019 N 1954; B pen. [locTanoBnenus
IIpaBurensctBa PO ot 21.07.2020 N 1079)

1(5). YcTaHOBUTH, UTO OMEPATOP CUCTEMBI MOHUTOPUHTA 00CCIICUNBALT:

OCHAILIEHUE CYOBEKTOB OOpaleHMs JIEKAPCTBEHHBIX CPEICTB, MPEIYyCMOTPEHHBIX MyHKTOM 1(3)
HACTOSIIEr0 TIOCTAaHOBJIEHUS, YCTPOMCTBAMU PErHUCTPAllMM HSMHUCCHH KOJOB MAapKUPOBKU WU
IIPEJOCTABIEHUE UM yJIAJIEHHOIO JOCTyIa K TAKMM yCTPOMCTBAM PETUCTPALIMK AIMHUCCUH, pa3MEILEHHbIM
B MH(PACTPYKType olepaTropa CUCTEMbl MOHUTOPUHTA, HAa YCIOBUX, IpeaycMOTpeHHbIX [lonoxeHnuem,
YTBEPKACHHBIM HACTOSAILIUM IOCTaHOBJIIEHHEM, He no3aHee 30 KajleHAapHBIX AHEW CO JHS MOJyYEHUs
OT CyOBEKTOB OOpaIICHUsI JICKAPCTBEHHBIX CPEACTB 3asBKM HA IOJyY€HHE TAKHX YCTPOWCTB WIIH
YAAJIEHHOTO JOCTyNa K HUM;

(B pen. Locranosnenus IlpaBurensctBa PD ot 24.03.2023 N 468)

OCHaIlICHHUEC Cy@b@KTOB O6paH_[eHI/I$I JICKApCTBEHHBIX CPCACTB, OCYLICCTBIAOIMIUX MCAUIUHCKYIO
ACATCIIBHOCTh U BBIBO U3 o60p0Ta JICKAPCTBCHHBIX IPECIIAPATOB IIPHU OKA3aHUU MEIUITUHCKOM IIOMOIIIH,
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556
(pe T 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"p A. 0 o [ara coxpaHenus: 06.06.2025
06 yTBepxaeHuUU MNoNoXeHNs 0 CMCTEME MOHWUTOPUHTA...

a Takke CyOBeKTOB OOpallleHHs JIEKApPCTBEHHBIX CPEICTB, OTMYCKAIOIIMX JIEKAPCTBEHHBIE Mpernaparhbl
OecIiaTHO MO PEIeNnTy Ha JEKAapCTBEHHBIE MpenapaThl, PETUCTPATOPAMU BBIOBITHS Ha YCIOBHSIX,
npeaycMoTpeHHbIX [losoxenueM, yTBEpKIEHHBIM HACTOSIIIMM IOCTaHOBJIEHUEM, He mno3aHee 30
KaJICHJAAPHBIX JHEW CO JHS MOJMYyYEHHUS OT CyOBEKTOB OOpAaIICHUS JICKAPCTBEHHBIX CPEJICTB 3asBKHA Ha
MOJTyYeHHUE TAaKUX YCTPOICTB;

(B pen. [Toctanornenwnii [IpaputensctBa PO ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

OpraHu3alMI0 TECTUPOBaHHUS HMH(OPMAIIMOHHOIO B3aWMOJEHCTBUS WH(MOPMALMOHHBIX CHUCTEM
CyOBEKTOB OOpaIlleHuUs JIEKAPCTBEHHBIX CPEACTB U CUCTEMbl MOHUTOpPHUHTA He no3aHee 30 KaleHIapHbIX
JHEW CO JHs TMOJIy4eHUs! OT CyObEKTOB OOpallleHus JIEKAPCTBEHHBIX CPEJICTB 3asSBKU HAa MPOXOXKIACHUE
TECTHPOBaHUS HH(POPMAITMOHHOTO B3aUMOICHCTBHSI.

(n. 1(5) BBenen Locranosnenuem [IpaButensctBa PO ot 31.12.2019 N 1954)

1(6). YcraHOBUTB, YTO ONEPATOpP CHUCTEMbl MOHMTOPUHIA IO 3alpoCy CYOBEKTOB OOpalleHUs
JIEKApCTBEHHBIX CPEJICTB MPEAOCTABIISIET KOIbI MapKUpoBKU ¢ | stHBaps 2020 r.
(m. 1(6) BBenen llocranosnennem [IpaButenscrBa PO ot 31.12.2019 N 1954)

1(7). YcraHoBUTh, YTO IJaTa 3a OKa3aHHME OIEPATOPOM CHUCTEMBbl MOHMUTOPHHIA YCIYTH I10
MIPEIOCTABIIEHUIO KOJOB MapKUpOBKH B3uMaetcs ¢ 1 uronst 2020 r.
(n. 1(7) BBenen [locranosnenuem [IpaBurensctBa PO ot 31.12.2019 N 1954)

2. Peanuzanmss  HaAcTOAIIEr0  MOCTAHOBJICHHS  OCYIECTBISETCSI  COOTBETCTBYHOUIUMU
(denepanbHBIMU OpraHaMU HCIIOJHUTENBHONW BIIACTH B Ipejaenax ycTaHoBiIeHHOH [IpaBuTenbcTBOM
Poccwuiickoit ®@enepaiuu NpeaebHON YHUCICHHOCTH MX PaOOTHUKOB M OMOJKETHBIX ACCUTHOBAHUM,
MPEeIyCMOTPEHHBIX UM B (emepampHOM OO/KETe Ha PYKOBOJACTBO M yIpaBieHHE B cdepe
YCTAaHOBJICHHBIX (DYHKITHI.

3. Hacrosimee mocTaHOBJICHHE BCTYIAET B CHUJy CO JHS €r0 O(UIIMAIBHOTO OIyOJIMKOBAaHUS, 32
UCKITIOYEHHEM IOJIOKEHH, YKa3aHHBIX B ITYHKTE 4 HACTOSIIETO MOCTAHOBJICHHUS.

4. Tlonmoxenwe O cHCTEeME€ MOHHUTOPUHIA JIBIDKEHUS JIEKAPCTBEHHBIX TpenaparoB s
MEJIMIMHCKOTO TPUMEHEHHMs, YTBEPKJCHHOE HACTOSIIMM  IOCTAHOBJIECHUEM, B  OTHOIICHUH
MIPOU3BOIUTENICH JIEKAPCTBEHHBIX CPEJICTB B UaCTU HAHECEHUS HAa NMEPBUYHYIO YIAKOBKY (B OTHOIICHUHU
JIEKApPCTBEHHBIX TMPENapaToB [Js MEAUIIMHCKOTO TPHUMEHEHUs, IJIs KOTOPhIX HE MPeayCMOTpEeHa
BTOpUYHAs YMAKOBKA) U BTOPUUHYIO (MIOTPEOUTENHCKYIO) YIMAKOBKY JIEKAPCTBEHHBIX MpenapaTroB s
MEIUIIMHCKOTO MPUMEHEHHUs CPEeICTBa MIACHTHU(PHUKAIMH, a TaKK€ B OTHOLICHUH IOPUAMYECKUX JIHI] U
WHAUBUAYAIbHBIX MpeANpUHUMATENeH, OCYIIECTBIAIOMIUX TPOU3BOJACTBO, XpaHEHHE, BBO3 B
Poccuiickyto ®enepanuio, OTHOYCK, pealu3alulo, Nepeaadyy, NTPUMEHEHWE U YHHUYTOXXEHHUE
JIEKapCTBCHHBIX MPEMapaToB Ui MEIUIIMHCKOTO IMPUMEHCHHS, B 4YaCTH BHeCEHUs HHpopmamuu o
JIEKApCTBEHHBIX TMpenaparax s MEIUIMHCKOTO MPUMEHEHUS] B CHCTEMY MOHHMTOPUHTA JABUKCHUS
JIEKApCTBEHHBIX TPENapaToB I MEAUIIMHCKOTO MPUMEHEHHsI BCTYIAeT B CHIIy CO JHS BCTYIUICHHUS B
cuily ab3alleB BTOPOro W HATOro moanyHkra "6" myHkra 7 crathu 1 ®epepanbHOro 3akoHa ot 28
nexabps 2017 r. N 425-®3 "O BHecenuu wusmeHenuii B denepanpHbiii 3akoH "OO obpamieHun
JIEKapCTBEHHBIX CPENICTB".

IIpencenarens [IpaBurenscTBa
Poccuiickoit ®eneparn
JA.MEJIBEJIEB
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

YT1BEpKACHO

noctaHoByieHreM [IpaBuTenpcTBa
Poccuiickoit deneparuu

ot 14 nexabps 2018 r. N 1556

NOJNOXEHUE
O CUCTEME MOHUTOPUHIA ABUWXXEHUA NEKAPCTBEHHbIX NMPENMAPATOB
anAa MEAULUMHCKOIo NPUMEHEHUA

Cnucok U3MEHSIOIINX JJOKYMEHTOB
(B pen. ITocranosnennii [IpaBurenscrBa PO ot 30.08.2019 N 1118,
ot 02.03.2020 N 219, ot 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,
o1 30.06.2021 N 1069, ot 31.01.2022 N 73, ot 24.03.2023 N 468,
or 16.09.2023 N 1514, ot 29.11.2023 N 2027, ot 19.01.2024 N 25,
o1 06.07.2024 N 922, ot 06.11.2024 N 1498, ot 24.04.2025 N 553)

. Obwme nonoxeHus
1. Hacrosimee [onoxenue onpenenser:

a) MOPSAJIOK HAHECEHUs CPEJICTBA UACHTU(UKALIMY JIEKAPCTBEHHOTO MIpenapara JJsi MeIUIUHCKOTO
NpUMEHEeHHs (Jajee - JIeKapCTBEHHBbIC TNpenapaThl), TpeOOBaHUS K €ro CTPyKType U Qopmary
WHPOpPMALINN, KOTOPYIO COJAEPKUT CPEACTBO HIACHTU(UKAIIMM JIEKAPCTBEHHOTO Tpenapara, W ero
XapaKTEPUCTHUKU;

0) MOpANOK CO3laHMs, pa3BUTUSA, BBOAA B OKCIUIyaTallMIO, SKCIUTyaTallkd M BBIBOAA W3
9KCIUTyaTallil CHCTEMbl MOHUTOPHHIA JBWKEHMs JICKApCTBEHHBIX IIpernaparoB (Janee - cucTemMa
MOHHUTOPHHIA);

B) TOPSAOK B3aUMOJICHCTBUS CHCTEMbl MOHUTOPUHIA C HWHBIMU TOCYAapCTBEHHBIMU
WHPOPMAIIMOHHBIMA ~ CHCTEMaMH ¥ WH(QOPMALMOHHBIMA CHCTEMAaMH HOPUAMYECKUX UL U
VHJVBHIyaJIbHBIX MPEANPUHUMATENIECH, YKa3aHHbIX B yacTax 7 u 10 craten 67 denepanbHOrO 3aKOHA
"O06 oOpaleHny JIeKapCTBEHHBIX CPEACTB";

I) MOPSAOK BHECEHMS B CHUCTEMY MOHUTOPHMHIA FOPUIAMYECKUMM JIUIIAMU U UHAWBUAYAIbHBIMU
IIpEANPUHUMATENIIMU, OCYLIECTBIISAIOIMMHI IIPOU3BOJCTBO, XpaHEHUE, BBO3 B Poccuiickyro denepanuto,
OTIYCK, pealM3aluio, Iepeaady, IPUMEHEHHE U YHHMUYTOXKCHHME JIEKAPCTBEHHBIX IIPENapaTos,
nH(pOpMalU O JEKapCTBEHHBIX IIpernapaTax U €€ COCTaB;

1) TIOPSIZIOK MPEOCTABICHHUS MHPOPMAIIMK U JIOCTyNa K MHPOPMAIIUH, COICPKAIICHCS B CUCTEME
MOHHUTOPHHTA;
(nm. "n" B pen. Hocranosnenus [IpaButensctBa PD ot 29.11.2023 N 2027)

€) 1enu Jgocrtyna QenepaibHbIX OPraHOB HCIIOJHUTENBHON BIACTH M HCHOJIHUTENIBHBIX OPraHOB
cyobektoB Poccuiickoit denepanmu k HHGOPMALIUU O CyObEKTax OOpalleHus JEKapCTBEHHBIX CPECTB,
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

0 JIGKapCTBEHHBIX INpernaparax U o0 00OpOTe TAaKUX JEKapCTBEHHBIX MpenapaToB, HEOOXOJUMOH JUIs
BBIMIOJIHEHUST 337lad4 M OCYLIECTBICHMSA (YHKIMHA, BO3JOXKEHHBIX Ha (eaepanbHble OpraHbl
WCTIOJHUTENIBHOM BJIACTH M HCIOJHUTENbHBIE Opranel cyObekToB Poccuiickorr ®enepanuu,
CTaTHUCTUYECKOM HH(pOpMalMU O JEKapCTBEHHBIX Ipernaparax M 00 ux o0opore, a Takke K
o011e10cTynHOM nH(pOpMaLUK;

(rm. "e" BBeneH [loctanosnenuem [IpaButensctBa PO ot 29.11.2023 N 2027)

) COCTaB HMH(POpPMALUU, NPEIOCTaBIIEMOW B COOTBETCTBUM C uyacTbio 10 crateu 67
denepanbHOro 3akoHa "O6 oOpallieHuH JTeKapCTBEHHBIX CPEICTB".
(nm. "x" BBeneH [locranopnenuem [IpaButensctBa PO ot 29.11.2023 N 2027)

2. llondarusi, ucnoiab3yeMble B HacTosimeM [lomokeHnn, 03HavaroT Cleayoliee:

"arperupoBanue" - mporecc OOBEAMHEHHS JIEKAPCTBEHHBIX IpEenapaToB Ha JIIOOOM JTare
oOpalleHus JIEKapCTBEHHBIX MpenapaToB CyObEKTOM OOpallleHus JIEKAPCTBEHHBIX CPEJICTB B TPETUUHYIO
(TpaHCIIOPTHYIO) YMAKOBKY JIEKApPCTBEHHBIX IPEMapaToB C HAHECEHHEM COOTBETCTBYIOIIETO KoJa
UACHTUDUKAIIMA TPETHYHON (TPAaHCHIOPTHOM) YIIAaKOBKHU JIEKAPCTBEHHBIX MPENapaToB U ¢ COXpaHEHUEM
uHpOpMaMM B CHCTEME MOHUTOPMHTa O B3aUMOCBS3HM CPEICTB HICHTH()UKALMU MM KOJOB
UACHTUPUKAIMA KaXJIO0TO BIIOKEHHOTO B TaKyl0 YIIAKOBKY JIEKAPCTBEHHOT'O Mpernapara ¢ KOJOM
UACHTU(PUKAIIMN TPETUUHON (TPAHCIIOPTHOM) yITaKOBKH JIEKAPCTBEHHBIX MPENapaToB;

(B pen. lHocranopnenus [IpaButensctBa PO ot 20.03.2020 N 311)

"BBOJ B 000POT JIEKapPCTBEHHBIX MpemnapaToB':

npyu TPOM3BOACTBE Ha Tepputopun Poccuiickoit deneparnuu - omepanuu, NPOU3BOIAUMBIE C
JICKApCTBEHHBIMH TpernapaTaMyd OT IMPOXOXKIEHHUsS TPOU3BOJCTBEHHOW cTaauu (HhacOBKH (YIaKOBKH)
JICKApCTBEHHBIX IMPENapaToB M MAapKUPOBKM YIAKOBOK JIEKAPCTBEHHBIX IPETapaToB CpPEeACTBAMHU
UACHTU(DUKAIMHA 10 3aBEPIICHHS] MPOM3BOJCTBEHHON CTAaIUM BBHIITYCKAIOMIETO KOHTPOJIS KadyecTBa U
IIPEJCTAaBICHUS JIOKYMEHTOB U CBEICHUH, NMPEAyCMOTPEHHBIX 4acTbhio 1 crathu 52.1 denepanbHOro
3akoHa "OO oOpalieHuM JekapcTBEHHbIX cpeacTB", B dexepaibHylo ciyx0y MO Haa3opy B cdepe
3PAaBOOXPAHEHHUS WM TOJYYEHHUS pas3pelieHus, IpelyCMOTPEHHOTO 4acThio 7 crathy S52.1
@enepanpHoro 3axkoHa "OO oOpalleHWu JIEKapCTBEHHBIX cpeacTB" (B cilydae MpPOHM3BOJICTBA
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX TMPENapaToB);

(B pen. Loctanosnenus Ilpasurenscrea P® ot 29.11.2023 N 2027)

Ipy IPOU3BOJACTBE BHE Teppuropuu Poccuiickoit denepanuun - oneparuu, MpOU3BOAUMBIE C
JIEKapCTBEHHBIMH TpernapaTaMyd OT IPOXOXKJIEHHUs MPOU3BOJCTBEHHOW cTaauu (hacoBKH (YIAKOBKH)
JIEKapCTBEHHBIX IPENapaTtoB M MapKUPOBKH YIAKOBOK JIEKAPCTBEHHBIX IIPENapaToB CpPEACTBAMHU
UACHTU(UKAIMKA JIEKAPCTBEHHOTO IMpernapara [0 pa3MEIIeHUs JIEKapCTBEHHBIX IpernapaTroB Ha
(hapMareBTHYECKOM CKJIaJle ¥ TPEACTABICHUS JOKYMEHTOB M CBEJICHHIA, MPEIYCMOTPEHHBIX YacThio 2
crateu_52.1 ®DepepanpHoro 3akoHa "OO oOpaiieHWH JTEKApCTBEHHBIX cpenctB", B dDenepalibHYIO
cily’)k0y 1o Haa3opy B cdepe 31paBOOXpaHEHMs WM IOJyYeHHs pa3pelieHHs, NPedyCMOTPEHHOTrOo
yacTeio 7 crathi 52.1 depepanpHoro 3akoHa "OO oOpallleHUM JIEKapCTBEHHBIX cpelcTB" (B cilyuae
MIPOU3BOJICTBA UMMYHOOHOJIOTHYECKUX JICKAPCTBEHHBIX IPEnapaToB);

(B pen. Llocranosnenus Ilpasurenscrea PO ot 29.11.2023 N 2027)

ab3an yrpatui cuiy. - [locranosnenue [IpaBurensctBa PO ot 21.07.2020 N 1079;

"BropuyHas (MOTpeOUTeNbCKasl) yMakoBKa JIGKAPCTBEHHOro mpemnapara’ -  yIaKoBKa,
[OCTyNarouasi K MOTPeOUTeN0 M ciayXkam@as Juid pa3MelleHUs €AMHUYHOM IMepBUYHON YINaKOBKH
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

JIEKapCTBEHHOTO TIpernapara (MHAMBUAyalbHAas BTOpUYHAs (MOTPEOMTENbCKas) YHNAKOBKA) WU
00BbETUHSIONIAsT HECKOJIBKO TIEPBUYHBIX YITAKOBOK JIEKAPCTBEHHBIX MPENapaTos;
(B pen. Llocranosnenus Ilpasurenscrea PO ot 29.11.2023 N 2027)

"BBIBOJ M3 000pOTa JIEKAPCTBEHHBIX MPENapaToB" - peaau3anus, Mpoaaxka U OTITYCK (B TOM YHCIe
[0 pelenTy) JeKapCTBEHHBIX MpernapaToB MOTPEOUTENIO, NMPUMEHEHHE, Nepeaaya Ha YHUYTOXKEHUE,
yTpata M CHHCAaHUE JICKapCTBEHHBIX IIpenapaToB, OTOOp 0Opa3lloB, BbIBO3 pPaHEE BBE3CHHBIX B
Poccuiickyro ®denepanuio JeKapCTBEHHBIX IMPENapaToB (PE3KCIOPT), a TaKKe BBIBOA M3 000pOTa IO
WHBIM NIPUYHUHAM;

"rnoOanbHBIA  MIEHTH()UKALMOHHBIM HOMEp TOProBOM €OMHMLBI" - YHUKJIBHBIA  KOJ,
MIPUCBAaNBAEMBIN TPYIIIIE TOBAPOB MPH MX ONMCAHWH B MH(POPMAIIMOHHOM pecypce, 00eCcTIeYrBarOIIEeM
y4eT U XpaHeHHE JOCTOBEPHBIX JaHHBIX O TOBApaX M0 COOTBETCTBYIOIIEH TOBapHOH HOMEHKIIATypeE;

ab3ambl JECAThIA - OJMHHAMIATHIN yTpaTwim cuiy. - IloctaHoBinenue I[IpaButenbcrBa PO ot
20.03.2020 N 311;

"uneHTUPHUKATOp MpUMeHeHHA" - mpedukce, mpeacTaBiIfgomuUil coboil Habop u3 2 umm Oojee
3HAKOB, PACIIOJOKCHHBIM B HA4aje IEMEHTHOW CTPOKU M OJAHO3HAYHO ONPEICIAIOIINNA Ha3HAYCHUE U
(dbopmar moss TaHHBIX, CIEAYIONIETO 3a MPEUKCOM;

(B pen. Loctanosnenus Ilpasurenscrea PO ot 30.08.2019 N 1118)

"uneHtuukaTop CyOBEKTa OOpamIeHHs] JICKAPCTBEHHBIX CPEICTB" - YHUKAJIBbHBIA KOJI,
MPUCBaNBaeMbIi CUCTEMONW MOHHUTOPHHTa CyOBEKTY OOpallleHHs JIEKApCTBEHHBIX CPEICTB MO HUTOTaM
€ro perucTpalyy B CHCTEME MOHHUTOPUHTAa Ha OCHOBE IMEpPEelaHHBIX CYOBEKTOM OOpaleHus
JIEKapCTBEHHBIX CPEJICTB CBEICHUI 00 HICHTU(PUKAIIMOHHOM HOMEPE HAJIOTOTUIATENBIUKA JJIs KaXKIOTO
azpeca MeCTa OCYILECTBJICHUS JEATEIbHOCTH COIJVIACHO JIMLEH3UM Ha IMPOU3BOJICTBO JIEKAPCTBEHHBIX
CPENCTB, JHICH3UNA Ha (DAapMalEeBTHYECKYIO NEATCIbHOCTh, JUIEH3UH Ha JEATEIBHOCTh MO 000pOTYy
HApKOTUYECKUX CPEACTB, IICUXOTPOIHBIX BEIIECTB U UX MPEKypCOpOB, KyJIbTHUBHPOBAHUIO
HapKOCOAEpKAIIUX PACTCHHH W JUIEH3UM Ha MEIUIMHCKYIO NEeATENbHOCTh (IMPU HAIMYUU TaKOU
JTUIEH3WN) WIN KOJE HAJOTOIUIATEeNbIINKA B CTPaHE PErHCTPAllUU U KOJE CTPAHBl PETUCTpAlUU (VIS
CyOBEKTOB OOpalIeHHs JICKAPCTBEHHBIX CPEACTB, HE MPU3HABAEMBIX HAJOTOBBIMU PE3HUICHTAMU
Poccuiickoit ®eneparin);

(a63ar BBeneH [Hocranosnenuem Ipasutenscta PO ot 21.07.2020 N 1079)

"WMHIWBHUIyaTbHBIA CEPUUHBIA HOMEpP TOPTrOBOM €AMHUIILI" - IUppoBas Wi OyKBEHHO-IIHU(PPOBAs
MOCIIEIOBATEILHOCTB;

"kon wuaeHTU(UKAUUUA" - CEePUHHBIA TIIO0ATBHBIA WACHTH(PUKAIMOHHBI HOMEpP TOPTrOBOM
€MHUIIBI, TPEACTABISAIONINN CcOO0H YHUKAINBHBIA UIACHTH(PHUKATOP YIAKOBKH JICKAPCTBEHHOTO
npemapata, (GOpMHpPYeMBIH IyTeM 1q00aBlIeHHS K TIOOATBHOMY WICHTU(DHUKAIIMOHHOMY HOMEpPY
TOPTrOBOM €IMHUIIBI MHINBUAYAJIBHOTO CEPUMHOTO HOMEPA TOPrOBOM €UHHUIIBI;

(a63am; BBeaeHn [loctanopinenuem IlpaButensctBa PD ot 20.03.2020 N 311; B pen. [locTtaHoBieHHS
IIpaBurensctBa PO ot 29.11.2023 N 2027)

"Kon WACHTU(UKAIMHU TPETHYHON (TPAaHCTOPTHOM) YMAaKOBKH JIEKApPCTBEHHOTO Tpemapara’ -
CUMBOJIbHAsT ~ TIOCITIEIOBAaTENbHOCTh,  (QopmHupyemMass B COOTBETCTBUM C  TpPeOOBaHUSIMU,
npexycMoTpeHHbIMA paszaenoM I nacrosmero [lonoxenus;

(a63ar BBenen [Hocranosnenuem I[pasutenscta PO ot 20.03.2020 N 311)
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

"KOJ MapKUpOBKH" - YyHHKalbHas TIOCJIEIOBATEIBHOCTh CHMBOJIOB, COCTOSIIAas W3 KoJa
uAeHTUPHUKAIIMM W KoJa TpoBepkd, Qopmupyemas i 1ened HUASHTH(PUKAIUU  YIaKOBKU
HeKapCTBeHHbIX HpenapaTOB JJII MCAUITUHCKOI'O HpI/IMeHeHI/ISI;

(ab3amr BBeneH [locranoBnenuem [IpaButensctBa P ot 30.08.2019 N 1118; B pen. IloctaHoBneHuit
[TpaButenscTBa PO ot 20.03.2020 N 311, or 29.11.2023 N 2027)

"KOI TpOBepKU"' - IOCIEJOBAaTEIBHOCTH CHUMBOJIOB, C(OpMHUpOBaHHAas B  pe3yJibTaTe
KpPUIITOrpaUYeckoro  mpeoOpa3oBaHMs  KojAa WACHTH(UKAIMM W TIO3BOJISIOMIAS  BBISIBUTH
¢danbcupuKamio Kojxa HUACHTUGUKAIMM TPH €ro IMpPOBEpKE C HCIOJIb30BAHUEM (DUCKAIBHOTO
HAKOTUTENA U (WIN) TEXHHYECKUX CPEACTB MPOBEPKH KOA IPOBEPKH;

(B pen. Locranosnenus IIpaBurenscrea P® ot 20.03.2020 N 311)

"JIeKapCTBEHHBIE TpernapaThl, MAPKUPOBAHHBIC CPEICTBAMH HACHTHU(UKAIIUU" - JEKapCTBEHHBIE
IpenapaThl, Ha YIAaKOBKY KOTOPBIX HAHECEHbI CPEACTBA UACHTHU(PHUKAIUU C COOII0IeHUEM TpeOOBaHUMN
HacTosmero [lonokeHus: 1 TOCTOBEPHBIE CBEICHUS O KOTOPHIX (B TOM YHWCIIE CBEJCHHS O HAHECEHHBIX
Ha HUX CpeACTBax WACHTU(DUKAIMK U (WIH) MaTEpPUATbHBIX HOCHUTESIX (ITHKETKAaX), COJEpKallux
CpeAcTBa UACHTHU(HUKAIINN) COACPIKATCS B CUCTEME MOHUTOPHHT A,

(B pen. Loctanosnenus Ilpasurenscrea PO ot 29.11.2023 N 2027)

"MapKupOBKa YMaKOBOK JIEKapCTBEHHBIX IpenapaToB CpeACTBAMM HJIECHTHU(PUKAIUU" - HAHECCHHE
CPeACTB MICHTU(UKALIMH, TPEOOPa30BAHHBIX U3 COOTBETCTBYIOIIMX KOJIOB MAPKUPOBKH, Ha YIAKOBKY
JIEKapCTBEHHOTO IMperapara WIM HAaHECEHHWE MaTepHaJbHBIX HOCHTENeH (ITHKETOK), COAEpIKaIluX
cpeAcTBa HIEeHTH(UKALINH, TPeoOpa30BaHHbBIE U3 COOTBETCTBYIOIIMX KOJOB MapKHUPOBKH, Ha YIIAKOBKY
JIEKapCTBEHHOTO IIpernapara ¢ co0iogeHneM TpeboBanuii Hacrosmiero Ilonoxenus;

(B pen. Loctanosnenus IIpasurenscrea PO ot 29.11.2023 N 2027)

"onucaHue JEKapCTBEHHOTO Mpernapara’ - mepeyeHb XapaKTePUCTUK, Pa3MEIIEHHBIX CYyOBEeKTOM
oOpalieHuss  JIeKapCTBEHHBIX  CPEJICTB B COOTBETCTBYIOIIEM  HH(POPMALlMOHHOM  pecypce,
o0ecreynBaroIeM yueT U XpaHeHHEe JOCTOBEPHBIX JaHHBIX O TOBapax MO COOTBETCTBYIOLIEH TOBAapHOM
HOMEHKJIATYPE;

"mepBUYHAsl YIAKOBKa JIEKAPCTBEHHOTO IIpemnapara’ - CpeACTBO WJIM KOMIUIEKC CpEICTB,
00€eCIeunBarOINX 3alIUTy JEKAPCTBEHHBIX IpENapaToB OT IMOBPEXKACHUS M TOTEPb, BO3JECHUCTBHS
OKPY’KAIOIICH Cpejbl, 3arps3HCHUN W HMMEIONIUX HEMOCPEACTBEHHBIM KOHTAKT C JICKAPCTBEHHBIMHU
npenaparamu;

"perucTparop BHIOBITHUA" - TEXHUYECKOE CPEACTBO HHPOPMAIIMIOHHOTO 0OMEHa, MpeAHa3HAueHHOe
JUIs TIepeladyll B CUCTEMY MOHHUTOpPUHIA CBEACHUH O BBIBOJE M3 000pOTa JIGKAPCTBEHHBIX MPENaparos,
BKJIIOYAOIIee B cedsi MporpaMMHO-aImapaTtHoe ImuppoBaibHOe (KpUNTorpaduyeckoe) TEXHUYECKOE
CPEICTBO MPOBEPKH KOIOB MPOBEPKHU, B OTHOIIEHUU KoTOporo denepanbHOi ciayk00i1 6€30MacHOCTH
Poccuiickoit @enepanuu BbIJaH JTOKYMEHT O €ro COOTBETCTBUU YCTAHOBJIEHHBIM TpeOOBaHUSM K
mupoBaibHbIM  (KpunrorpadhuyeckuM) CpeacTBaM 3allUThl  HHPOpMAIUH, JCHCTBYIOIIUM B
OTHOIIECHUU MHU(POBATBHBIX (KpUNTOrpadhuIecKuX) CPeiCTB, MpeIHAa3HAUYEHHBIX IJI MPOBEPKH KOJIOB
MapKHPOBKH;
(B pen. Locranosnenus IlpaBurenscrea P® ot 20.03.2020 N 311)

ab3an yrpatui cuiy. - [locranosnenue [IpaBurensctea P® ot 20.03.2020 N 311;

"cpencTBO MAECHTU(UKAIUU" - KOJI MapKUPOBKH, MPEACTABIECHHBIH B MallMHOYUTaeMou (opme

www.consultant.ru CrpaHvua 8 u3 83
HafeXHasa npaBoBas noaaepXxka


http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=333007&amp;date=06.06.2025&amp;dst=100011&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=333007&amp;date=06.06.2025&amp;dst=100011&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=443087&amp;date=06.06.2025&amp;dst=100016&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=443087&amp;date=06.06.2025&amp;dst=100016&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=463742&amp;date=06.06.2025&amp;dst=100029&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=463742&amp;date=06.06.2025&amp;dst=100029&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=443087&amp;date=06.06.2025&amp;dst=100017&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=443087&amp;date=06.06.2025&amp;dst=100017&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=463742&amp;date=06.06.2025&amp;dst=100030&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=463742&amp;date=06.06.2025&amp;dst=100030&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=463742&amp;date=06.06.2025&amp;dst=100032&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=463742&amp;date=06.06.2025&amp;dst=100032&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=443087&amp;date=06.06.2025&amp;dst=100019&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=443087&amp;date=06.06.2025&amp;dst=100019&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=443087&amp;date=06.06.2025&amp;dst=100021&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=443087&amp;date=06.06.2025&amp;dst=100021&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
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N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

WIA C HCHOJb30BAaHMEM MHOTO CpeicTBa (TEXHOJOTMHM) aBTOMAaTMYECKOW HIEeHTH(]UKaLuy,
dopMHUpyeMbIii  JUII HaHECEHHMs Ha YNAKOBKY JIEKAPCTBEHHOIO IIpernapara METOAaMHu, He
JOMYCKAIOIUMH ~ OT/EJICHUSI CPEACTBa HIACHTU(GUKAMK ¢ (WIM) MaTepHajbHBIX HOCHUTEINEH,
COJIep KaINX CPeACTBA NICHTH(PHUKALINH, OT YIAKOBKH JICKAPCTBEHHBIX MPEnapaToB 0€3 MOBPEkKICHU,
(B pen. Loctanosnenus IIpasurenscrBa PO ot 29.11.2023 N 2027)

"cyOBEKTBHl OOpalIeHus] JIEKapCTBEHHBIX CPEACTB" - IOPUAMYECKHE JIMIA ¥ WHIUBHIYyaIbHBIC
NpeANPUHUMATENN, OCYIIECTBISIIONINE TPOU3BOJCTBO, XpaHeHHe, BBO3 B Poccuiickyto dexneparuro,
OTIIyCK, pealu3alio, Iepeaady, NPUMEHEHHE U TIepeJadyy Ha YHUYTOXKEHHE JIEKapCTBEHHBIX
MIPEeraparos;

(B pen. Loctanosnenus Ipasurenscrea PO ot 21.07.2020 N 1079)

"TpeTuyHasi (TpaHCIOPTHAs) yMAaKOBKa JIEKAPCTBEHHOrO Ipemnapara’ - ymakoBKa, HCIOJIb3yeMast
IUIs XpaHEeHUs1, IEPEBO3KHU U MEPEMEIIIEHUS JIEKAPCTBEHHOI O IIperapara Mexay CyObeKTaMu 0OpalieHus
JIEKapCTBEHHBIX CPE/CTB;
(8B pen. ocranoBnenus IIpasutenscrea PO ot 20.03.2020 N 311)

"YCTPOHCTBO PETUCTPAIlMM IMUCCHH" - TEXHUYECKOE CPEICTBO HH(OPMAIIMOHHOIO OOMEHa,
MpeHa3HAYEHHOE JJIS TOJYyYEeHHUS KOJIOB MApKUPOBKH U MEpPElayr B CUCTEMY MOHUTOPUHTA CBEACHUIN O
MapKHpPOBKE YMAaKOBOK JICKAPCTBEHHBIX TNPEMapaToB CPEACTBAMH HUACHTHU(UKAIINHN, BBITIOIHSIONICE
(GYHKIIMM TEXHUYECKOI'O CPEJICTBA IMPOBEPKU KOJa MPOBEPKH, B OTHOIIEHUU KOTOporo denepasbHOM
cinyx0o0it  O6e3omacHoctu  Poccuiickoit ®enepanuu  BbIAAH JTOKYMEHT O €ro COOTBETCTBUU
YCTaHOBJICHHBIM TpeOOBaHMSIM K IMHU(POBAIBHEIM (KpUNTOTpapUUeCKUM) CPEICTBaM  3allUThI
uH(pOpMaNMK, JCUCTBYIONIMM B OTHOIICHWH IH(PPOBAIBHBIX (KPpUNTOTpaUUECKUX) CPENCTB,
MpeTHA3HAYSHHBIX ISl TPOBEPKU KOJIOB MAPKHPOBKH, JTUOO BKIIIOYAIOIICE B CBOM COCTaB TEXHUYECKOE
CPEICTBO TMPOBEPKH KOJOB MPOBEPKH, B OTHOIIEHUU KOoTOporo deaepanbHOi Cayk00i 0€30macHOCTH
Poccuiickoit ®enepanuu BbIJAH JTOKYMEHT O €ro COOTBETCTBUU YCTAHOBJICHHBIM TpPEOOBaHUSAM K
mupoBaIbHbIM  (KpUNTOrpadUyecKuM) CpeIcTBaM 3allUThl HHPOpPMAIUH, JEHCTBYIOIIUM B
OTHOIICHUU MUGPOBATBHBIX (KpUMNTOrpadUIeCcKUuX) CPEeICTB, MPEeIHA3HAUYCHHBIX IJIs MPOBEPKH KOJIOB
MapKHPOBKH;

(B pen. Locranosnenus IlpaBurenscrea P® ot 02.03.2020 N 219)

"pacoBka  (ymakoBKa)  JIGKapCTBEHHOTO  Tpemapara" -  MPOW3BOJCTBEHHAs  CTaus,
npeaycMaTpUBaloIias — MOMENICHWE  JIGKAPCTBEHHOTO  Mperapara B INEPBUYHYIO  YIIAKOBKY
JICKQpCTBEHHOTO TIpernapaTa WIH BO BTOPHYHYIO (HOTPEOMTEIbCKYIO) YIAKOBKY JIEKAPCTBEHHOTO
npemnapara;

a63ar yrparun cuiy. - [loctanosnenue [IpaBurenscrea PO ot 21.07.2020 N 1079;

"9MHTEHT KOJa WACHTU(DUKAIMH TPETUYHOHW (TPAHCIIOPTHOW) YHakoBKH'" - CyOBEKT OOpamieHus
JIEKapCTBEHHBIX CPEJICTB, OCYLIECTBISIIOIINNA (OPMUPOBAHWE M HAHECEHHE KOAa WACHTU(UKAINU
TPETUYHOM (TPAaHCIIOPTHON) YHNAKOBKHM JICKAPCTBEHHOI'O Ipernapara Ha TPETUYHYIO (TPAHCIOPTHYIO)
YIIaKOBKY JIEKapCTBEHHBIX ITPENapaToB;

(8B pen. ocranoBnenus IIpasutenscrea PO ot 20.03.2020 N 311)

"S9MHTEHT  CpeACTB  HIACHTU(UKAUUMU"' -  [POU3BOAUTENIb  JICKAPCTBEHHBIX  CPEJCTB,
OCYIIECTBIISIOIMI MPOU3BOACTBEHHYIO CTaaui0 (hacoBKU (YNAKOBKH) JIEKApCTBEHHOTO Ipenapara u
MapKUPOBKY YIaKOBOK JIEKAPCTBEHHOTO INpemnapara cpeAcTBaMH WIACHTU(DHUKAINY, - IPU IPOU3BOJICTBE
JIEKapCTBEHHOT'0 IpenapaTa Ha Teppuropuu Poccuiickoit denepanuu, WK Jepxareib MO0 BiIajgeer]
PETUCTPAIIMOHHOTO  yJIOCTOBEpEHMsI JIEKApCTBEHHOI'O Iperapara (jajgee - perucTparoHHOE
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yIIOCTOBEpEHHE) - MpH MPOM3BOJCTBE JEKApPCTBEHHOIO Ipenapara BHE TeppuTtopun Poccuiickoit
Qenepauyy, WIA IPEACTABUTEILCTBO HHOCTPAHHOW OpraHuM3alMd Ha Teppuropun Poccuiickoit
Denepanuy, SBISAIOMIEHCS JepiKaTelaeM JIMOO BIaJCNblEM PErUCTPALlMOHHOIO YAOCTOBEPEHUS, - MPU
IIPOMU3BOJCTBE JIEKAPCTBEHHOTO IIpenapara BHe Tepputopun Poccniickont denepanuu.

(B pen. Locranosnenus IlpaBurensctBa PD ot 24.03.2023 N 468)

Il. XapakTepnucTukm cpeacrtea naeHTucpumkaumm, nopsaaok ero
HaHeCeHUA U TpeboBaHUs K CTPYKType u chopmaTty nHcpopmauum,
KOTOPYIO COAEPXKUT CPpeacTBO naeHTudmnkaumm

3. Ilpu MapKuUpOBKE yHaKOBOK JIEKAPCTBEHHBIX IPENapaTOB CPEACTBO HIECHTU(UKALUU JOIKHO
COOTBETCTBOBATH CIICAYIOLIUM XapAKTEPUCTUKAM:

a) JBYXMEpHBIH IITPUXOBOW KOJI HAHOCHUTCSI TOYEUHBIMH CHMBOJIAMH B COOTBETCTBHUHM C
TpeOOBaHUAMH HalMOHAJIbHOTO cTaHgapta Poccuiickoit @enepauuun [OCT P UICO/MDOK 16022-2008
"ABromatnueckass uneHTH(ukanusa. KomupoBanume mrpuxoBoe. Crnenudukanus cuMBOIUKK Data
Matrix", yTBepxaeHHOro mpukazoM denepanbHOr0 areHTCTBa MO TEXHUYECKOMY PETYJIMPOBAHUIO U
Metposioruu ot 18 mexadbpst 2008 r. N 509-ct u BBenenHoro B aeiicteue ¢ 1 suBapst 2010 r. (manmee -
HanuoHaIbHBIN cTannapT Poccuiickoit @enepanuu ['OCT P MCO/MBK 16022-2008);

0) AOBYXMEpHBIH INITPUXOBOM KOJ HAHOCUTCS C YpOBHeM kiacca kadectBa C Wi BbIIE B
COOTBETCTBUM C TpeOOBaHUSMHU HaIMOHaJIbHOTO craHaapta Poccuiickoit @enepammun ['OCT P
HNCO/MDK  15415-2012  "WudopmanuoHHBIE  TEXHOJOTHUH. TEXHOIOTMHM  aBTOMAaTHYECKOU
uneHTuukamuu 1 cOopa maHHbIX. CrHenuQuKanus HCIBITAHAA CHUMBOJIOB INTPUXOBOTO KOMA IS
OILICHKH KadecTBa IeyaT. J[ByMepHbIE CHMBOJIBI", YTBEPKICHHOIO NprukazoM denepalbHOro areHTCTBa
10 TEXHUYECKOMY PeryJIMpOoBaHUI0 U MeTpoJsioruu oT 18 centsaops 2012 r. N 357-ct u BBEIEHHOTO B
neiicreue ¢ 1 mronst 2013 r.;

B) IlBy'XMepHHﬁ IJ.ITpPIXOBOfI KO HAHOCUTCA II€YaTbIO C HUCIOJIB30BAHUCM MCTOJa KOPPCKINU

ommnbok ECC-200 B coorBercTBHMM ¢ TpeOOBaHMSAMHU HAIMOHAIBHOTO cTaHnapra Poccuiickoii
@enepanun [OCT P UCO/MDOK 16022-2008;

I) CpeACTBO HAeHTU(UKAIUU (OpPMHUPYETCsl B BHJIE IBYXMEPHOrO IITPUXOBOrO Kojaa B (opmare
Data Matrix B COOTBETCTBUM C TpeOOBaHUSMM HallMOHAIBHOTO cTaHmapTa Poccuiickoit deneparuu
F'OCT P UCO/M3IK 16022-2008;

1) Ipyd 1peoOpa3oBaHUM KOAAa MapKUPOBKH B CPEJACTBO MJICHTH(UKALMU JTOKHA HMPUMEHSITHCS
Bepcust cumBoiauku ECC-200 ¢ wucnonbszoBanuem ynpasisitomero 3Haka FNC1 kak mnpusHaka
COOTBETCTBUS JIaHHBIX TUTIOBOMY (hopmaTy naentudukatopoB npumeHerus (Al) GS1 B cooTBeTcTBUM C
nyHkramu 5.2.4.6 u 11.1 wanmonanpHOro cranmapta Poccuiickoii ®enepanuun 'OCT P MCO/MBK
16022-2008.

(m. 3 B pexa. lHocranosnenus [IpaButensctBa PO ot 24.03.2023 N 468)

4. Cenenusi, coiepikaliuecss B CpeACTBEe MJIECHTHU(PUKALNU, HAHOCATCS MPOM3BOJIUTENEM B BHUJIE
JBYXMEPHOT'O INTPUXOBOTO KOJa METOAAaMHU I€4aTH Ha BTOPHUUYHYIO (TMIOTPEOUTENIBCKYIO) YIAKOBKY
JIEKapCTBEHHOI'0 Ipernapara (B cilydae €€ OTCYTCTBHSI - Ha NEPBUYHYIO YIAKOBKY JIEKAPCTBEHHOIO
mpernapaTa) WIM Te4aTd Ha MaTepuaibHbI HOCUTENb (ITUKETKY), HE JOMYCKAIOIIMMHU OTIENICHUs
CpeAcTBa UAECHTU(PUKALMU U (WIH) MaTepUATIbHBIX HOCUTEIIEH, COIepKaIlUX CPEJICTBA UACHTU(UKALIUHY,
OT YNAKOBKU JIEKAPCTBEHHOro Ipernapara Oe3 MOBPEXICHUH (3a MCKIIOYEHHEM JIEKapCTBEHHBIX
IIPENapaToB ¢ MEXAyHapOAHBIM HEMATEHTOBAaHHBIM HAUMEHOBAaHKUEM "DTaHON").
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(8B pen. IlocranoBnenuii [IpaBurensctea PO ot 24.03.2023 N 468, ot 29.11.2023 N 2027)

Jlns  J1eKapCTBEHHBIX MPEMapaTOB C MEXAYHapOAHBIM HENAaTEHTOBAHHBIM HAaMMEHOBAHHUEM
"OraHon" CBeneHUs, COJEpKAIIUECS B CPEACTBE UACHTH(PHUKAIINN, HAHOCATCS MIPOU3BOJUTEIEM B BUJIE
JBYXMEPHOI'0 MITPUXOBOTO KOJIAa METOJOM I€4aTh Ha BTOPUYHYIO (IIOTPEOMTENBCKYIO) YIAKOBKY B
cllydae, €clid Takas YNaKOBKa SIBJISIETCS WHIMBUAYAJIbHONW BTOPHUUYHOM (MOTPEOUTENbCKON) yIaKOBKOM
9TOrO JICKapCTBEHHOI'O Ipenapara, a B ClIy4ae OTCYTCTBHMsI BTOPHUUYHOW (IIOTPEOUTENILCKOM) yIaKOBKU
WIA HaJU4usl YIIAKOBKH, B KOTOPOH HaxoauTcsi Oojiee OAHOM €AMHUIbI YKa3aHHOTO JIEKapCTBEHHOTO
npernapara B MEPBUYHON YMaKOBKE, CPEJCTBO MJICHTU(UKALUU HAHOCUTCS Ha MEPBUYHYIO YIAKOBKY,
WM METO/IOM II€YaTH Ha MaTepHaJIbHbII HOCUTEND (3TUKETKY), HE IOMYCKAIOIIUMU OTJIEIEHUS CPEICTBA
UACHTUQUKAIMA ¥ (WIM) MaTepUAbHBIX HOCHTENEH, COIEpKalluX CpPeICTBa WACHTH(HKAINU, OT
YHaKOBKH TaKOTO JIEKAPCTBEHHOTO MpenapaTa 0e3 MoBpeKIeHHI.

(a63arn BBeneH [locranornenuem IpaButensctBa PO ot 29.11.2023 N 2027)

B cnyuae BBO3a B Poccuiickyro @enepanuio Ipu OpoOU3BOJACTBE BHE TeppuTopuu Poccuiickon
@eneparuu (32 UCKIIOUYEHUEM JICKApPCTBEHHBIX IMPENapaToB, BBO3UMBIX M3 TOCYIApCTB - YICHOB
EBpa3uiickoro 3KOHOMHYECKOI'O COK03a) MAapTUH JIEKAPCTBEHHOrO IpernapaTra JOIyCKaeTcss HaHECEHUE
JBYXMEPHOI'0 IITPUXOBOTO KOJAa METOJOM II€4aTh Ha MAaTepUaJIbHbI HOCHUTENb (ITUKETKY), HE
JOMYCKAIOIUM  OTJEJCHHs] MaTepuaibHOrO HOCUTENS (STUKETKH), COJAEpIKAlllero  CpeacTBO
UACHTUGUKALMM, OT YIAKOBKM JIEKapCTBEHHOIO Ipenapara 0e3 IOBPEXIEHUH, C MOCIeIyHOIUM
HaHECEHUEM MaTepUajIbHOr0 HOCUTENs (PTUKETKH) Ha YIAKOBKM JIEKAPCTBEHHOrO IpernapaTra B
COOTBETCTBUHM C TpeOOBaHMSIMU IEPBOTO W BTOPOro ad3alleB HACTOALIETO0 MYHKTa Ha TaMOXXEHHOM
CKJIaJIe, aJpec KOTOPOro yKa3aH B KayeCTBE aJpeca MeCTa OCYILIECTBICHUS IEATEIbHOCTU B JIMLEH3UU
Ha (apMalEeBTUYECKYI0 JI€ATEIbHOCTh OPraHu3allid, OCYILECTBISIONIE ONTOBYIO TOPTOBIIO
JIEKapCTBEHHBIMU CPEICTBAMH.

(B pen. [Hoctanornenus [IpaButensctBa PO ot 29.11.2023 N 2027)
(. 4 B pen. llocranosnenus [IpaButensctBa PO ot 30.08.2019 N 1118)

5. Uadopmarus, coepraiascs B CpelICTBE UACHTU(DUKALINH, UMEET CIICAYIOUIYIO CTPYKTYpY:

npu3Hak cumBonmku GS1 Data Matrix, umetontuit kox 232 B tTabnuiie cumBosioB ASCII;
(B pen. Locranosnenus IIpaBurenscrBa P® ot 24.03.2023 N 468)

nepBas Tpynmna JaHHBIX - TJOOATbHBIM WICHTU(DUKAIMOHHBI HOMEP TOPTOBOW E€IMHUIIBI,
cocrosiuii u3 14 nudpoBbIX CHMBOJIOB, KOTOPOMY MpEAIIeCTBYeT uaeHTHGuKaTop npuMeneHus (01);

BTOpasi TpyIa JaHHBIX - UHIMBUAYAJIbHBIA CEpUIHBIA HOMEp TOPTOBOW €MHMUIIBI, COCTOSILUHN U3
13 cumBonoB 1MppoBoil MM OYKBEHHO-LM(POBOM MOCIENIOBATEIBHOCTH (JIATHHCKOTO ajdaBuTa),
KOTOPOMY TMPEANIECTBYET HACHTU(UKATOp mpuMeHeHHUs (21). 3aBepmiaromuM CHUMBOJIOM JUISL ATOU
TPYTIIBI TaHHBIX SIBIISIETCS CIIENUAIBHBIA CHMBOJI-Pa3IeTUTENh, IMEIONINA Ko 29 B TaOIUIIE CHMBOJIOB
ASCII, mu cumBonn @YHKIUA 1 (FNC1);
(B pen. lHocranopnenus [IpaButensctBa PO ot 20.03.2020 N 311)

TpPeThsl Tpylna IaHHBIX - WAEHTHUQUKATOp (MHIMBHIYaJbHBI IOPSAIKOBBI HOMEp) KIOYa
NPOBEPKH, MPEJOCTABIAEMBIA AMHUTEHTaM CPEACTB  HWACHTH(QHKAIMKA  ONEpaTopoM  CHUCTEMbI
MOHHUTOPHHIA B COCTAaBE KOJia MPOBEPKU B COOTBETCTBUM ¢ HacTosuM llonoxkenuem, cocrosmumii u3 4
CUMBOJIOB (LGP, CTPOYHBIX M TPOMHUCHBIX OYKB JIATUHCKOTO aniaBUTa), KOTOPOMY NPEAIIECTBYET
uneHtudukatop npumeHenus (91). 3aBepiiaromuM CHMBOJIOM JUIsl STOW TPYMIbBI JAaHHBIX SBISETCS
CIeIUaIbHBI CUMBOJI-pa3ieuTeNb, UMeomuid kox 29 B Tabmume cumBonoB ASCII, uam cumMBOI
OYHKIUA 1 (FNC1);
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K n
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

(8B pen. IlocranoBnenwuii [IpaBurensctea PO ot 30.08.2019 N 1118, o1 20.03.2020 N 311)

4yeTBepTas Ipylla JaHHBIX - 3HAYEHHE KOJa IIPOBEPKHU, IPEIOCTABIAEMOE 3MHUTEHTaM CpPEICTB
UACHTU(DUKAIIMA ONEPAaTOPOM CHUCTEMBl MOHMTOPHHIA B COCTaBe KOJa NMPOBEPKH B COOTBETCTBHH C
HacTosmuM [lososkeHrneM, KOTOPOMY TPeIIIecTBYeT HAeHTU(UKATOp nMpuMeHeHus (92), U cocrosiiee
u3 44 cuMBOJOB (UK(DpP, CTPOUHBIX U MPOIMUCHBIX OYKB JIATUHCKOTO andaBuTa, a TakKe CHEIHalbHBIX
CHUMBOJIOB).

(8B pen. lloctanoBnenus IIpaBurenscrea PO ot 30.08.2019 N 1118)

A03a11pl celbMO - AecAThIA yTpaTuian cuiy. - [locranosnenue [Ipasurenscrsa PO ot 30.08.2019
N 1118.

['pynmbl JaHHBIX AOKHBI pacHoiaraTtbCs MOCIEA0BATENBHO - OT IEPBOM K YETBEPTOM.
(B pen. Loctanosnenus IIpasurenscrea PO ot 30.08.2019 N 1118)

NHnuBuyanbHBIA CEPUHHBI HOMEpP TOPTOBOM €IWHUIIBI TEHEPUPYETCS C y4eTOM OOeCIeueHUs
€ro YHHKAJIBHOCTH AJSl KaKIOTO TI00albHOTO MACHTHU()HUKAIMOHHOTO HOMEpa TOProBOM E€IMHHUIIBI B
TEUYEHHE BCEro CPOKa (PYHKIMOHUPOBAHUS CHCTEMbl MOHUTOPHUHTA.

['moGaneHblii MACHTU(DUKAMOHHBIA HOMEP TOPrOBOM €IWHHIBI M MHIWBUAYAIBHBIA CEPUAHBIN
HOMEp TOPTroOBOI €IMHUIBI JyOIUPYIOTCS B BU/I€ YUTAEMOI'O IIEYaTHOI'O TEKCTA.

lll. MopsiaoK NonyYyeHUs KOAOB MapKUPOBKU, hopmMnpoBaHUs
KOAOB MAeHTUMMKaLMN TPETUYHOMN (TPAHCMOPTHOWN) YNaKOBKU
neKapCcTBEHHOro npenapara u ux permcrpauum
B CUCTEMEe MOHUTOPUHra
(B pen. Hocranosnenus IIpaButenscrea P® ot 20.03.2020 N 311)

6. [ToryyeHne SMUTEHTaMU CPEJICTB WACHTH(UKAIIMK OT ONIEpaToOpa CUCTEMbl MOHUTOPUHTA KOJIOB
MapKUPOBKH OCYILECTBIISIETCS C HCIOIb30BAHHEM YCTPOHCTB PErHCTPAIIMU SMUCCHH.
(8B pen. Locranosnenus IIpasurenscrea PO ot 30.08.2019 N 1118)

7. DOMHUTEHT CpeACTB WACHTU(DUKAIMM, 3apETUCTPUPOBAHHBI B CHUCTEME MOHHMTOPHUHTIA,
MIPE/ICTaBIISIET ONEPATOPy CUCTEMbl MOHHUTOPUHIA 3asBKY Ha IOJy4Y€HHE KOJIOB MapKHUpPOBKU. 3asiBKa
HampaBlIIETCS IOCPEACTBOM  HCHOJIb30BAaHUS YCTPOMCTB perucrpauuu smuccud. llpu 3ToM
B3aUMOJICHICTBHE YCTPOMCTB pPErucTpallud SMUCCHUHM C HHGOPMALMOHHBIMM CHCTEMaMH SMHTEHTa
CPeACTB HACHTU(UKAIMM OCYIIECTBIISIETCS C MCIOJIb30BaHMEM (OPMATOB JAHHBIX, pa3MeIlaeMbIX
ONEepaToOpoOM CHUCTEMbl MOHHUTOPHHra Ha O(UIMAIBHOM CcaiiTe oreparopa CHCTEMbl MOHUTOPHUHIA B
MH(POPMALMOHHO-TEIEKOMMYHUKAIMOHHOW — cet  "MHTepHer". 3asBka Ha MOJy4YeHHE KOJIOB
MapKUPOBKH COAECPHKUT:

(B pen. [octanosnenus [IpasutensctBa PO ot 30.08.2019 N 1118)

a) KoJ UIeHTU(UKAINH B caydae GOPMUPOBAHUS HHANBUAYAIHLHOTO CEPUITHOTO HOMEPa TOPrOBOM
€IMHHILIBI DMUTEHTOM CPEJICTB UACHTH(UKAIINY;
(8B pen. ocranoBnenus IIpasutenscrea PO ot 20.03.2020 N 311)

0) T00anbHBIN HIEHTH()UKALMOHHBI HOMEP TOPrOBOM €AMHHUIIBI U KOJTMYECTBO UHINBUIYAIBHBIX
CepUITHBIX HOMEPOB TOPrOBOW EOUHMIBI B ciiydyae (OPMHUPOBAHUS HWHIMBUAYAILHOTO CEPHUHOTO
HOMEpa TOPrOBOM €JUHUIIBI OIIEPATOPOM CUCTEMBI MOHUTOPHHTA.
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

8. Ko mapkupoBKE GOpMUPYETCSI ONEPATOPOM CUCTEMbI MOHHUTOPUHTA ITyTEM TIPUCBOCHUS KOJIOB
MPOBEPKU IS KKIOTO KOJa HISHTU(GUKAMKW MU BKIIOYACTCS B PEeCTp CPEACTB HICHTU(DUKALUN
orepaTopa CHCTEMbl MOHUTOPHHTA.

(B pen. Hocranosnenus [IpaButensctBa PO ot 20.03.2020 N 311)

OnepaTop cHUCTeMbl MOHUTOPMHTAa HE TIO3/[HEE 2 YacoB C MOMEHTA IIOJY4YeHHUs 3asBKH Ha
MOJIyYeHHE KOJOB MAapKUPOBKM HAMpaBJsIET OSMUTEHTY CpPEACTB HWACHTU(UKALMM  CIIHCOK
c(hOpMHUPOBAHHBIX KOJAOB MaPKUPOBKH.

(n. 8 B pen. lloctanosnenus IIpasutenscta PO ot 30.08.2019 N 1118)

8(1). DMuTeHTaM CpeICTB WACHTU(UKAIMH OTKA3bIBACTCA B BbIaYe KOJOB MAapKUPOBKHU IO
CJIETYIOIIUM MPUYHHAM:

a) OTCYTCTBHE B 3asiBKE Ha MOJyYEHHUE KOJIOB MAPKUPOBKH CBEJICHUH, MIPEAYCMOTPEHHBIX ITYHKTOM
7 Hactosero ITonoxenus;

6) OTCYTCTBHUC CBEICHUM O perucrpanquu SMHUTCHTA CPEACTB I/II[eHTI/Iq)I/IKaL[I/II/I B CHCTEMC
MOHHUTOPHHTIA,

B) OTCYTCTBHE Yy OIlepaTopa CHCTEMbl MOHHTOPUHTA CBEICHHH OO0 YCTPOWCTBE pETHUCTpaIuu
SMHUCCHH, C UCIIOJIB30BAHUEM KOTOPOI0 HAIPABJICHA 3as1BKA HA ITOJIYYEHNE KOJOB MapKUPOBKH;

I) HaJIWYUE paHEE 3apEeTUCTPUPOBAHHBIX B CHCTEME MOHHUTOPHHTAa CBEICHHM O KOJE
WIEeHTU(UKAIIMN, TPEJACTABICHHOM B COOTBETCTBHM C TOAIMYHKTOM "a'" MyHKTa 7 HaCTOSIIETO
ITonmoxxenus;

(8B pen. ocranoBnenus IIpasutenscrea PO ot 20.03.2020 N 311)

1) OTCYTCTBHE B CHCTEME MOHUTOPHHIA CBEIEHHH O r100aTbHOM HIECHTH()HUKAIIMOHHOM HOMEpE
TOProBOM €IMHUIBI, MPEACTABIEHHOM B COOTBETCTBUU C MOANYHKTOM "O" myHKTa 7 HAacTOSILIEro
[TonoxeHnns.

(n. 8(1) BBenen [locranosnenueMm [IpaBurenscrBa PO ot 30.08.2019 N 1118)

9. Omepatop cuUCTEMbl MOHUTOpPUHTA oOOeCHeuYrBaeT TOJYyYEeHHE OMHUTEHTaMU CPEICTB
UACHTU(PHUKAIIMN KOJOB MapKUPOBKU MOCPEACTBOM OCHAIIEHUS IMUTEHTOB CPEACTB HICHTU(DUKALNN
YCTPOMUCTBAMH PETUCTPALIMH SMUCCHH.

OcHalieHre YSMUTEHTOB CPEJICTB UACHTU(PHUKAIIMN YCTPONCTBAMU PETUCTPALIMU IMUCCHUHU, BKIIIOUas
obecrieueHre YIAJICHHOTO JOCTyNma K YCTPOMCTBY PETUCTpPAIMd SMHUCCHH, Pa3MEIICHHOMY B
uH(ppaACTpyKType olepaTopa CHCTEMbl MOHHUTOPUHIA, OCYIIECTBISIETCS OINEpPaTopoM CHUCTEMbI
MOHHUTOpPHHTa Ha 0e3BO3ME3AHONM OCHOBE. B 1ensx Takoro OCHAIIEHUS OJMHUTEHT CpPEICTB
UACHTU(PHUKAIIMN 3aKII0YaeT C ONEpaTopoM CHCTEMbl MOHUTOPHHTA JOTOBOPHI, COAEpXKAIlhe B TOM
YHUCJI€ YCJIOBHUS TPEIOCTaBICHUS YCTPOMCTBA PETUCTPALlMM HOMHUCCUU U €ro  PErjJaMeHTHOTO
oOcimyxuBaHUS Ha O€3BO3ME3AHONM OCHOBE WM YCJIOBMSI OKa3aHUS YCIYI'M IO HPEJOCTaBICHUIO
YCTPOWMCTBA PETUCTPAIIMM SMHCCHH, pPa3MEIICHHOr0 B HWHQPACTPYKType OIepaTtopa CHCTEMBbI
MOHHUTOPHHTA, MyTE€M NPEIOCTaBICHUS YJAJICHHOIO JOCTylna K HeMy Ha Oe3BO3ME3THOW OCHOBE.
Pemenne o BeiOope croco0a ocHAIIEHUs MPUHUMAETCS SMUTEHTOM CpeACTB uaeHTuukanmu. Tumnosas
¢bopMa yKa3aHHBIX JOTOBOPOB YTBEpKAaeTcsi MUHHCTEPCTBOM TMPOMBIIUICHHOCTH U TOPTOBIHU
Poccuiickoit ®eneparum.
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K n
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

OcHallieHue YMUTEHTOB CPEJCTB MICHTU(UKALMY, HE MPU3HABAEMbIX HAJOIOBBIMU PE3UIEHTAMU
Poccuiickoit denepanuu U He UMEIOIIUX NPEACTAaBUTENLCTB HAa TeppuTopun Poccuiickoit denepanuu,
YCTPOMCTBAMM PETUCTPALMM OMHUCCUHM, a TAKKE 3aKIIOYEHUE JOTOBOPOB C OIEPaTOPOM CHUCTEMBI
MOHHUTOPHHTIA, IPEYCMOTPEHHBIX a03alleM BTOPhIM HACTOSIIETO MyHKTa, MOTYT OCYILECTBIISATHCS Yepe3
YIIOJITHOMOYEHHOTO MPECTAaBUTEIIS.

(. 9 B pen. Hocranosnenus Ipasutenscta PO ot 30.08.2019 N 1118)

9(1). OMHUTEHT cpelnCcTB MISHTU(UKALMYU 1OC]Ie TOTYYEeHUs KOJIa MAPKUPOBKU OOECIIEYMBAET €T0
npeoOpa3oBaHUE B CPEACTBO HMACHTH(HKAIMK, MApKUPOBKY YHNAKOBKH JIEKAPCTBEHHOTO Npenapara
CpeACTBaMU HUJCHTU(UKAIMN U TEPEeacT B CHCTEMY MOHUTOPHUHIA CBEICHUS O HAHECEHUH CPEJICTBA
UACHTU(PUKAIIMM B COOTBETCTBUM C al3alleM MNEpBbIM IMyHKTa 35 WM IYHKTOM 36 HacTOSIIEro
Ilonoxenus He MoO3HEE HACTYIUICHHUS OJHOTO U3 CIEAYIOLUINX COOBITHIA:

BBOJ] B 000pOT JIEKaPCTBEHHOI'O IpernapaTa, MapKupPOBAaHHOTO CPEACTBaAMH HJIEHTU(UKALWU, TPU
MIPOM3BOJICTBE JIEKAPCTBEHHBIX MpenapaTroB Ha Tepputopun Poccuiickoit @eneparnu;

JIOCTaBKa JIEKApCTBEHHOTO MpernapaTa B MecTo IpuOkITUs Ha TeppuTopun Poccuiickoit denepanun
M Mojladya JeKJIapaluyd Ha TOBapbl B COOTBETCTBMM C TaMOKEHHOM NPOLEAYPOM BBIMYCKa IS
BHYTPEHHEro MNOoTpeOJeHus] WM Mojauya JAeKJapallid Ha TOBapbl B COOTBETCTBHM C TaMOXEHHOMU
MPOIIeIYPOI BBIITYCKA JIJIsl BHYTPEHHETO TOTPEOJICHHS JICKAPCTBEHHOTO TIperapara, MapKUpOBAaHHOTO Ha
TAaMOXXCHHOM CKJIaJI¢ B COOTBETCTBHM C a03alieM BTOPBIM IMyHKTa 4 Hacrtosimero [lomoxxeHwus, mpu
MPOU3BOJICTBE JIGKAPCTBEHHBIX TIpernapaToB BHe Teppuropuu Poccuiickori ®Denepanuu  (3a
UCKITIOYCHHEM JIEKapCTBEHHBIX TIPENapaTtoB, BBO3MMBIX M3 TOCYIapcTB - uieHOB EBpa3zuiickoro
SKOHOMHUYECKOT'0 COI03a);

BB03 B Poccuiickyro @enepamuio Ha (papmaneBTHUYECKUH CKIIaJ JIEKAPCTBEHHOTO TIIperapara,
MapKUpOBaHHOIo Cp€acTBaMu I/I)ICHTI/I(i)I/IKaHI/II/I, IIpru IMPOU3BOACTBE JICKAPCTBCHHBLIX NPCIapaTOB BHE
teppuropun Poccuiickoit denepanuu - B OTHOUIEHWH JIEKApPCTBEHHBIX IPENapaToB, BBO3UMBIX M3
roCyJ1apcTB - WieHOB EBpazniickoro 5KOHOMHUYECKOTO CO03a.

Omata ycnyrd Mo MpeJOCTaBICHUIO KOJAa MapKHUPOBKM ONEPaTOpPy CHCTEMbl MOHHUTOpPHHTA,
npenycMoTpeHHas nocraHosiaenueM [IpasutensctBa Poccuiickoit @enepanuu ot 8 mas 2019 r. N 577
"O6 yTBep)KIeHUM pa3Mepa IUIaThl 3a OKa3aHWE YCIAYr MO MNPEJOCTaBICHHIO KOJOB MAapKHUPOBKH,
HEO0OXOIUMBIX 11 (POPMUPOBAHMS CPEACTB UJIECHTHU(PUKALUU U OOecCrieueHNss MOHUTOPUHTA JIBHKEHUS
TOBAPOB, NOUIEKAIUX 0053aTEIbHON MapKUPOBKE CPEACTBAMU HJIEHTU(DUKALINY, a TAKXKE O TOPSIIKE ee
B3MMaHUA", MPOU3BOAUTCS SMUTEHTOM CpEACTB HACHTU(GUKAIMM JIO JaThl MOJY4YeHHMS KoJa
MapKUpPOBKH WM B TeueHue 350 KalneHIapHBIX JHEW ¢ JaThl MOJTY4YEeHUs KOJa MapKHUPOBKH, HO HE
M03/IHEE HACTYIUICHUS OJJHOTO U3 CIEAYIOMNX COOBITHI:

BBOJI B 000pOT JIGKAPCTBEHHOTO Ipenapara, MApKUPOBAHHOTO CPEICTBAMH HIACHTU(MUKAINH, TIPU
IIPOU3BOJICTBE JIEKAPCTBEHHBIX NpenapaToB Ha Tepputopun Poccuiickoin @enepanum;

JI0CTaBKa JIEKapCTBEHHOTO MpernapaTta B MecTo NpuOkITUs Ha Tepputopun Poccuiickoit denepanun
U TojJayda JeKJapalMd Ha TOBapbl B COOTBETCTBUM C TaMOKEHHOW IPOLIEAYpOW BBITYyCKa IS
BHYTPEHHEro MOTpeOJIeHHs] WM TMOJayd JeKIapallid Ha TOBApbl B COOTBETCTBUH C TaMOXCHHOU
MPOLIeIYPO BBIITYCKA JIJIsl BHYTPEHHETO NOTPEOJICHHS JIEKAPCTBEHHOTO Mperapara, MapKUpOBaHHOTO Ha
TaMOXXEHHOM CKJIaJie B COOTBETCTBUMHU C ab3aieM BTOpbIM TyHKTa 4 Hacrtosmiero llomoxenus, mnpu
MPOM3BOJICTBE  JICKAPCTBEHHBIX TpemapatoB BHe Tepputopun Poccuiickoit deneparmu  (3a
HCKIIFOYEHUEM JIEKapCTBEHHBIX IIPENapaTroB, BBO3UMBIX M3 T[OCYIapCTB - 4wieHOB EBpasuiickoro
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3KOHOMHMHYECCKOT'O comsa);

BB03 B Poccuiickyro @enepanuio Ha (papmaneBTHUECKUH CKIIaJ JIEKapCTBEHHOI'O Ipernapara,
MapKHPOBAHHOTO CPEJICTBAMH WIACHTU(UKAIMH, TIPU MPOU3BOJICTBE JIEKAPCTBEHHBIX IPEMapaToB BHE
tepputopun Poccuiickoii @enepanyu - B OTHOILICHHM JIEKAPCTBEHHBIX IPENapaToB, BBO3UMBIX M3
rOCyJapCTB - WIEHOB EBPa3suiicKOro 3JKOHOMHYECKOIO CO03a.

Omneparop cucTeMbl MOHUTOPUHTA PETHCTPUPYET (BHOCUT) B CHUCTEME (CUCTEMY) MOHHTOPHHIA
nH(pOPMALIMI0O O MapKHPOBKE YMAaKOBOK JIEKAPCTBEHHOI'O MperapaTa CpelcTBaMu HACHTU(UKALINU,
yKa3aHHYIO YMUTEHTOM CPECTB UICHTU(UKAIIMH B CBEICHUAX O HAHECEHUH CPE/ICTBA HIEHTH(PUKALINY,
1ocje MONYyYeHHs OIUIaThl YCIYyTH IO MPEIOCTABICHUIO KOJa MapKUPOBKH, MPEOOpPa3OBAHHOTO B
COOTBETCTBYIOILIEE CPEJICTBO UACHTU(PUKALIMY.

Pemienne o BbIOOpe cmocoba omIaTel yCIyrd IO MPEJOCTABICHUI0 KOJAa MApKUPOBKU
IIPUHUMAETCS SMUTEHTOM CPEJICTB UIAEHTU(DUKALINY.

B ClIydac €CJIu oOIlilaTa YCIyru 10 HOpeAOCTABIICHHUIO KOAa MAapKUPOBKH OCYIICCTBIIACTCA
OMUTCHTOM CpPCICTB HZ[GHTI/I(bHKaLII/II/I A0 TMPEACTaBJIICHUA UM B CUCTECMY MOHUTOPUHIA CBCI[GHI/Iﬁ 0
HaHCCCHUH CpCACTBA I/I,Z[eHTI/I(bI/IKaLII/II/I, npeo6pa30BaHHor0 N3 COOTBCTCTBYIOLICIO KOAAa MAapKHUPOBKH,
TakKasg YycCliyra IMPU3HACTCA OKa3aHHOU oneparopoM CHUCTEMbl MOHHUTOPHHIa B MOMCHT IOJTY4YCHUA
OMHUTCHTOM CPEACTB I/I)ICHTI/I(bI/IKaHI/II/I OIINTAYCHHBIX KOJA0OB MApKUPOBKH.

B cnaywae ecnm omiata yciayru IO NPEAOCTAaBICHHMIO KOJAa MAapKUPOBKHM OCYLIECTBISETCA
SMHUTEHTOM CPEJCTB MICHTU(UKALUHU TOCIE MPEACTABICHUS UM B CUCTEMY MOHUTOPHMHIA CBEICHHUH O
HAaHECEHUH CPEJCTBA MACHTU(UKAIMH, MPEOoOPa30BaHHOIO M3 COOTBETCTBYIOIIETO KOJA MapKUPOBKH,
Takas ycllyra IpHU3HaeTcs OKa3aHHOM ONEepaTopoM CHCTEMbl MOHUTOPHMHIA B MOMEHT PETUCTpaLUU
(BHECEHUs) OIEepaTopoM CHCTEMBI MOHUTOPHHTAa B CHCTEME (CHCTEMY) MOHHTOPWHTA HH(OpMAIuH,
CoJIepXKaIleicss B CBEICHHMSIX O HAHECEHWH CpPEICTBa WIASHTU(UKAIIMK, TMPeoOpa3oBaHHOTO U3
COOTBETCTBYIOLIETO KOJA MapKUPOBKH.

B ciydae ecnu B cooTBeTcTBUM ¢ ocTaHoBieHueM lIpasurensctBa Poccuiickoit denepaunn ot 8
Mas 2019 r. N 577 "OG6 yTBep»/aAeHUHN pa3Mepa IUIaThl 32 OKa3aHUE YCIYT MO MPEJOCTaBICHUIO KOJIOB
MapKHpPOBKH, HEOOXOJUMBIX Ui (OPMHPOBAHUS CPEICTB WACHTH(QHKAIMA U  0oOecredeHus
MOHHUTOPMHIa JBW)KEHMS TOBapoOB, MOJIEXKAIIUX  00sA3aTeIbHOM  MAapKUpPOBKE  CpeICcTBaMU
UICHTU(PUKAIMY, a TaKKe O MOPSJIKE ee B3UMaHusA" ycilyra 1o MpeloCTaBIEHUIO KOJa MapKUPOBKH HE
MOJUIEXKHUT OIUIaTe, SMUTEHT CpPEACTB MWICHTU(UKAUK [0C/Ie NOIY4YeHHUs KOAAa MapKHUPOBKHU
obecreynBaeT MapKHUPOBKY YIMAKOBKH JIEKAPCTBEHHOI'O IpenapaTa CpeICTBOM HIEHTH(HUKALUU U B
TedeHne 350 KaleHJapHbIX JHEHN MepefacT B CUCTEMY MOHUTOPHHIA CBEICHMS O HAHECEHHM CPENCTBA
UACHTU(UKAIIMM B COOTBETCTBUM C a03aleM MEpBBIM MyHKTa 35 WM IyHKTOM 36 HACTOSIIETO
[TonoxxeHus, HO He 03/1HEE HACTYIUIEHHS OHOTO U3 CIIEIYIOIINX COOBITHI:

BBOJI B 00OPOT JICKAPCTBEHHOTO TMperapaTa, MApKUPOBAHHOTO CPEACTBOM HICHTU(DHKAIINU, TIPH
MIPOM3BO/JICTBE JIEKAPCTBEHHBIX MpenapaTtoB Ha Teppuropun Poccuiickoit @enepanuu;

JIOCTaBKa JIEKApCTBEHHOIO IpernapaTta B MecTo NpuObITHs Ha Tepputopun Poccuiickoit denepanun
U Tojada JeKJIapaluyd Ha TOBapbl B COOTBETCTBMM C TAMOXEHHOM INPOLEAYpOM BBITyCKa MJIs
BHYTPEHHETO IMOTpPEOJNCHUs WIM ToAaya JCeKJIapallid Ha TOBapbl B COOTBETCTBHH C TaMOXKEHHOMH
MIPOLIEYPO BBITyCKa JUIsl BHYTPEHHETO MOTPEOJICHNs JIEKapCTBEHHOT O Ipernapara, MapKUpOBaHHOTO Ha
TaMO>KEHHOM CKJIaJie B COOTBETCTBHM C ab3alieM BTOpbIM IMyHKTa 4 Hacrtosimero I[lonokeHus, npu
IIPOM3BOJICTBE JIGKAPCTBEHHBIX IpenapaToB BHe Teppuropuu Poccuiickoit @enepauuu (3a
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KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

HCKIIIOYCHUEM JICKAPCTBCHHBIX IMPEMapaToB, BBO3HMBIX U3 TOCYHApPCTB - UYJICHOB EBpaSHﬁCKOFO
O9KOHOMHUYECCKOI'O 001033.);

BB03 B Poccuiickyro @enepanuio Ha (apmaneBTHUECKUH CKIIaJ JIEKAPCTBEHHOIO Iperapara,
MapKHPOBAHHOTO CPEIICTBAMH WIACHTU(MUKAINH, TIPU MPOU3BOJCTBE JIEKAPCTBEHHBIX IPETapaToB BHE
tepputopun Poccuiickoit denepanuym - B OTHONIEHWH JIEKAPCTBEHHBIX MpenapaToB, BBO3UMBIX H3
roCyJapcTB - WiIEHOB EBpa3suiickoro 3JKOHOMUYECKOIr0 CO03a.

(m. 9(1) B pen. Hocranosnenus [IpaButensctBa PO ot 24.03.2023 N 468)

9(2). Koasl MapkupOBKH aHHYJIHUPYIOTCS B CIEIYIOIIUX CITydasx:

a) HapylUIeH YCTaHOBJIEHHBIN a03alaMu MATHIM - BOCbMBIM myHkTa 9(1) Hacrosmero [lonoxenus
CPOK OILIATHI YCIIYT IO MPEJOCTABICHHUIO KOJa MApKUPOBKH;

0) HapylleH YCTAaHOBJIGHHBIM a03almaMu TMEpBbIM - YETBEPTHIM U (WJIM) TPUHAALUATHIM -
niectHaauaTbiM - nyHkTta 9(1) Hactosmero IlomokeHust Cpok mepefayd CBEAEHUH B CUCTEMY
MOHHUTOPHUHTA O HAHECEHUU CPEICTB UACHTUDHUKALIIH.

(m. 9(2) B pen. Hocranosnenwus [IpaButensctBa PO ot 21.07.2020 N 1079)

9(3). B perucrpanuu B cucTeMe MOHUTOPHHTA CBEACHHWI O HAHECCHUU CPEJICTB UIACHTH(PUKAIIUN
OTKa3bIBACTCS IO CIICAYIONUM ITPUIHNHAM:

a) OTCYTCTBHEC KOIOB I/I)IeHTI/I(bI/IKaHI/II/I, YKa3aHHBIX B CBCACHUAX O HAHCCCHUH CPCACTB
I/II[eHTI/I(bI/IKaLII/II/I, B pEECTPEC CPCIACTB I/I,[[eHTI/I(bI/IKaHI/II/I oreparopa CUCTEMbl MOHUTOPHHTIA,

0) mpeacTaBIeHHE HMHUTEHTOM CPEICTB HICHTU(UKALMU CBEIEHUH O HAHECEHHH CPEICTB
UACHTU(DHUKAIIMN TI0 HCTEYCHHH CpPOKa, YCTAaHOBJICHHOTO a03allaMy TMEpBBIM - YETBEPTHIM U (WIJIH)
TPUHAAIATHIM - IIeCTHAALATHIM ITyHKTa 9(1) HacTosmero [lomoxxenus;

B) OTCYTCTBHE Y oOIlepaTopa CHUCTEMbl MOHHUTOPHUHIA CBEJIEHUN 00 yCTpOMCTBE perucTpanuu
SMHUCCHH, C UCIIOJIB30BAHUEM KOTOPOIO NepEJaHbl CBEICHNS B CACTEMY MOHUTOPHHIA;

I) OTCYTCTBUE HOJTBEPXKJIEHHUs OIUIaThl KOJOB MapKUPOBKH, NpeoOpa3oBaHHBIX B CpEACTBA
UACHTUGUKAIMM  TPU  MapKUpPOBKE  YMAKOBOK  JIEKAPCTBEHHBIX  IpernapaToB  CpPeACTBaMHU
UACHTU(PUKAIMY, O HAHECEHWU KOTOPBIX SMHUTEHT CPEJCTB HICHTU(UKAMH NEepeaaeT B CUCTEMY
MOHUTOPHUHTA CBEJCHHUS O HAaHECEHUH CPEJCTBA WACHTU(UKAINH, TPETYCMOTPEHHBIE a03aleM MepBBIM
IyHKTa 35 uin myHKToM 36 Hacrosmero 1lonoxenus.

(B pen. Locranosnenus IpaBurensctBa P® ot 24.03.2023 N 468)
(. 9(3) B pen. [locranosnenus [IpaBurenscrtBa P® ot 21.07.2020 N 1079)

10. Kox wmpeHTH(UKanIMM TPEeTUYHOM (TPAaHCHOPTHOM) YHNAKOBKH JIEKApCTBEHHOTO IIpernapara
dopMupyercss Ha OcCHOBaHMHU MexrocyaapcrBeHHoro crangapra (FOCT ISO/IEC  15417-2013
"UndopmManMoHHbIE TEXHOJOTUH. TEXHOJOTHMH aBTOMAaTHYECKOW HIACHTU(UKAMH W cOOopa JaHHBIX.
Crnenuduranus cuMBOIMKH mTpuxoBoro koma Code 128"), KOTOpBIH yTBEpXkKIEH TNPHKA30M
®denepalibHOTO areHTCTBA 110 TEXHUYECKOMY PEryJIMpPOBAaHUIO U METPOJIOTUH, COCTOUT U3 18 nudpoBbix
CHMBOJIOB U COZIEPKUT CIEIYIOLLYIO CTPYKTYPY AAHHBIX:

(8B pen. IlocranoBnenwuii [Ipasurensctea PO ot 20.03.2020 N 311, o1 21.07.2020 N_1079)

unentudukarop npumenerus (00);
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CHMBOJI  PacIIMpeHHs KoAa WACHTH(OUKAIMKA  TPETHYHOH  (TPAHCIIOPTHOW)  YMaKOBKH
JICKapCTBEHHOTO Mperapara;
(B pen. Locranosnenus IlIpaBurenscrea P® ot 20.03.2020 N 311)

pPETUCTPAIIMOHHBIE HOMEp CyOBeKTa OOpalieHusi JIEKapCTBEHHBIX CpEACTB, IIOJNyYEHHBIH B
nH(OPMaLIMOHHOM pecypce, oOecredrBaronieM y4eT U XpaHeHHe JOCTOBEPHBIX JaHHBIX O TOBapax IO
COOTBETCTBYIOIEH TOBAPHON HOMEHKJIATYPE;

CepUIHBII HOMep TPETUYHOH (TPaHCIIOPTHOI) YIIAaKOBKHU JIEKAPCTBEHHOTO MTpenapara;
(8B pen. IlocranoBnenwuii [Ipasurenscrea P® ot 30.08.2019 N 1118, ot 20.03.2020 N 311)

KOHTPOJIbHAsI CyMMa (YHCIIO0, BBIYMCIAEMOE 10 CIEHHATIBHOMY aITOPUTMY M3 MPEIIISCTBYIOIINX
uudp U cayxkamiee s rapaHTHH 1eTOCTHOCTH JTAHHBIX).

CBeneHusi, BKIIOUYEHHBIE B KOJ UACHTU(UKAIMM TPETUYHON (TPaHCHIOPTHOW) YHaKOBKU
JIEKapCTBEHHOT'0 Mpenapara, MOryT yOIMpoBaThCs B BUJIE YATAEMOTO [1€4aTHOIO TEKCTA.
(B pen. Hocranosnenus [IpaBurensctea P® ot 20.03.2020 N 311)

Kox wunentudukanuu TpeTHYHOW (TPAHCIOPTHOM) YMAKOBKH JIEKAPCTBEHHOIO Ipernapara
TEHEPUPYETCS. M HAHOCUTCS HA TPETHUHYIO (TPAaHCHOPTHYIO) YMAaKOBKY JIEKAPCTBEHHOIO Iperapara
AMUTEHTAMH KOJIOB HICHTU(UKANN TPETUIHON (TPAHCIIOPTHOW) YITAKOBKH JICKAPCTBEHHOTO TIperapara
METOJaMU TIeYaTH W dTUKETUPOBAHUSA.

(B pen. Hoctanopnenus [IpaButensctBa PO ot 20.03.2020 N 311)

IV. NMpaBuna co3naHua, BBoAa B 3KCNJyaTaLuio, KcnnyaTtaumm
M BbIBOAA M3 3KcnnyaTauum CUCTEMbl MOHUTOPUHra

11. Co3nanue, pa3BuTHE, BBOJ B SKCIUTyaTallMi0, SKCIUTyaTalldsl W BBIBOJ W3 JKCIUTyaTallMu
CHUCTEMbl MOHUTOPUHIA OCYLIECTBIIAIOTCS ONEPAaTOPOM CHCTEMbl MOHUTOPHHIA IO COIVIACOBAHUIO C
MunuctepcTBoM 3apaBooxpaHeHust Poccuiickoit @enepanuu u denepanbHON Cay)00i M0 HAA30pPY B
cdepe 31paBOOXpaHEHUS B COOTBETCTBUU C TPEOOBAHUSAMM K MOPSAKY CO3JaHMs, Pa3BUTHUS, BBOJA B
9KCIUTyaTalluio, SKCIUTyaTallid W BBIBOJA M3 AKCIUTyaTallMM TOCYAAapCTBEHHBIX HH(POPMALMOHHBIX
CHCTEM M JaJbHEUIIEeT0 XPaHEeHUs COoIepIKalIenicss B UX 0a3ax MaHHBIX WHPOPMALNH, YTBEPIKICHHBIMH
nocranoBienueM [IpaButenbctBa Poccuiickoit denepanuu ot 6 utonsg 2015 r. N 676 "O tpeboBaHusAX K
MOPAJKY CO3[aHusi, Pa3BUTHA, BBOJA B JKCIUIyaTAaLMIO, HKCIUIyaTalMd M BBIBOJA M3 JKCILTyaTallud
rOCYJJapCTBEHHBIX MH(MOPMALMOHHBIX CHUCTEM U JaJbHEHIIEro XpaHeHMs cojeprkalleiics B ux 0a3zax
JTaHHBIX MH(popMaruu'", u HactosmuM [lonoxxenuem.

12. Co3nanue, pa3BUTHE U SKCIUTyaTallMsl CUCTEMbl MOHUTOPUHTA OCYIIECTBIISIIOTCS Ha OCHOBE:

a) obecrieueHusi IMOJIHOTHI, JOCTOBEPHOCTH, COXPAHHOCTH NPHUHHUMAEeMOM M IepeaaBaeMod ¢
HCIOJIb30BaHUEM CHUCTEMbl MOHUTOPUHTA HH(OPMAIINH, a TAK)KE€ CBOEBPEMEHHOCTH €€ IIPEI0CTaBICHUS;

6) 663BO3M€3I{HOCTI/I IpEaOCTaBJICHUA IMPOU3BOAUTECIIAM JICKAPCTBEHHBIX CPEACTB CO,Z[Gp)K&H.IGfICﬂ
B CHUCTEMC MOHUTOPUHIA I/IH(I)OpMaI_II/II/I 0 CCpHAX U HapTUAX JICKAPCTBCHHBIX IIpE€NaparTos,
MMPOU3BOAUMBIX UMH U HAXOOAIIUXCA B TPAKIAHCKOM 060p0Te B Poccuiickoi qDenepauHI/I;

B) CAMHCTBA OPTraHU3allMOHHO-MCTOANYCCKOI'O 00ecIieueHHs CUCTEMBI MOHHTOPHHIA,
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556
(pe T 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"p A. 0 o [ara coxpaHenus: 06.06.2025
06 yTBepxaeHuUU MNoNoXeHNs 0 CMCTEME MOHWUTOPUHTA...

) 00eCreYeHns UCIIOIb30BaHUS €HMHBIX PEECTPOB, KIACCH()UKATOPOB U CIIPABOYHHKOB CHCTEMBI
MOHHUTOPHHTA, B TOM 4YHCJEC OOS3aTelbHBIX I TPUMCHEHUS B HH(DOPMAIMOHHBIX CHUCTEMax
IOPUAMYECKUX JIMI U MHAUBUAYAIbHBIX IPEINPUHUMATENEH, yKa3aHHbIX B YacTax 7 u 10 crateu 67
denepanbHOTO 3aK0Ha "O0 00paIeHUH JTIEKAPCTBCHHBIX CPEICTB";

1) 00eCIIeYeHHS PerIaMEHTUPOBAHHOTO JIOCTYIA K CHCTEME MOHHTOPHHTA;

e) 6ecriepe0oHOCTH PaOOTHI CUCTEMbI MOHUTOPHHTA.

13. Cucrema MOHMTOpPHMHTa BBOAMTCA B OJKCIUIyaTaluio paboueill rpynmnoi, GopMupyemoit
OIepaTOpOM CHCTEMbl MOHUTOPWHTA C y4YacTHEM TpeJCTaBUTENEH 3aMHTEPECOBAHHBIX (heaepambHbIX
OpPTraHOB UCTIOJTHUTEIILHOM BIIACTH.

14. Cucrema MOHUTOPUHTA 00ECTICUHBAET:

a) MPOBEPKY JOCTOBEPHOCTH CPEJICTB UICHTU(DHUKAINH;

6) IMPOCICIKUBACMOCTE IBHKCHUS JICKAPCTBCHHBIX IIPCIIapaTOB OT IIPOU3BOAUTEIIA JICKAPCTBCHHBIX
CpeaACTB 1O KOHEYHOTI'O HOTpe6I/ITeJIH;

B) OJOKMpOBaHWE NPUHATHA HH(POpPMAIMU, NPEACTABIIEMONl B COOTBETCTBHHM C HACTOSIIUM
[TonoxxeHneM B cuCTEMY MOHUTOPHHTA.

15. CuctemMa MOHUTOPUHTA COJIEPIKUT CIICTYIOIIYI0 HHPOPMAITHIO:

a) CBEZICHUS 0 CyOBEeKTax OOpalIeHHs JICKAPCTBEHHBIX CPEJ/ICTB;

0) cBelleHUs O JICKapCTBEHHBIX MpemnapaTax u 00 ux odbopore.

16. OCHOBHBIMHM HCTOYHHUKAMH HUH(OPMALIUU, COJEPKAIICHCS B CHCTEME MOHUTOPUHTA, SBIISIOTCS:
a) cyOBeKTHI O0paIleHHs JIEKAPCTBEHHBIX CPE/ICTB;

0) dbenepanbHble OpraHbl UCTIOJIHUTEIBHONW BIIACTH MPH OCYIIECTBICHUH UMHU CBOMX (DYHKIHU C
WCTIOJIH30BAHUEM TOCYIaPCTBEHHBIX WH(POPMAIIMOHHBIX CHCTEM.

17. KoadpuimeHT A0CTYTHOCTH CUCTEMbl MOHUTOPHHTA COCTaBIIsIeT HEe MeHee 99,5 mporneHTa 6e3
yueTa 3allJIaHHPOBAaHHBIX IEPUOJIOB 0OCTYKUBAHHUS.

Texnuueckoe 06CJ'Iy>KI/IBaHI/Ie CUCTEMbl MOHUTOPUHI'A IPOBOAUTCS HE Yallc 4 pa3 B 1o, nepuong
TCXHHUYICCKOI'O OGCJ’Iy)KI/IBaHI/ISI cocTaBIIsIeT He Ooliee 24 4acos.

V. NMopsagok B3aumMoaemMcTBUA CUCTEMbl MOHUTOPUHIa
C UHbIMM rocyAapCTBEHHLIMU UH(POPMALIMOHHBLIMM CUCTEMaAMU
1M UHPOPMaLMOHHBIMU CUCTEMaMU CYyOBEKTOB oOpalLleHus
neKkapcTBeHHbIX CpeaAcTB

18. Cucrema MOHMTOPUHTA B3aUMOJICHCTBYET CO CICAYIONIMMU HHPOPMALMOHHBIMU CHCTEMaMH:

a) peecTp JMILIEH3UI Ha TPOU3BOJICTBO JEKAPCTBEHHBIX CPENICTB;
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(8 pen. Hocranosnenus IIpaBurensctBa PD ot 24.03.2023 N 468)

0) eaMHBIN peecTp JHUICH3UI, B TOM YHWCJE TUICH3WH, BBIJAHHBIX OpraHaMu TOCYJapCTBEHHOMN
Bractu cyobekToB Poccuiickoit denepanuu B COOTBETCTBHM C TNEPEAAHHBIM IMOJTHOMOYHUEM IO
JUIEH3UPOBAHUIO OTJIETBHBIX BUJIOB JEATEIHLHOCTH B CPepe OXpaHbl 3I0POBbSI;

B) eJIMHAas TOCyAapCcTBeHHAs: HH(OpPMAIIMOHHAS CUCTeMa B cepe 3IpaBOOXpaHEHUS;

I') €AUHBIN TOCYJapPCTBEHHBIN peecTp IOPUANYECKUX JIUI;

1) €AMHBINA TOCYJapCTBEHHBIN peecTp MHANBUIYAIbHBIX MpEeApUHUMATENCH;

e) FOCYI(&pCTBGHHLIfI peeCTp AKKPCAUTOBAHHBIX (I)I/IJII/IaJ'IOB, NpEACTAaBUTCILCTB HWHOCTPAHHBIX
HOPUINYICCKUX JIUIL;

’K) aBTOMaTH3MpoBaHHast uHpopmarmonHas cucrema denepanbHON CIY>KOBI IO HAI30py B cepe
3/IpaBOOXpPaHEHUS;

3) Enunas aBToMaTH3UpOBaHHAs MHPOPMALMOHHAS CUCTEMA TAMOXEHHBIX OPraHoB;
1) HH(GOPMALMOHHbIE CUCTEMBI CyOBEKTOB OOPAICHHUS JIEKAPCTBEHHBIX CPEJICTB;

K) HMHQOPMAIMOHHBIE  CHUCTEMbI, BXOJSIIME B  HUHPPACTPYKTYpy, 0OECHeunBaIoOIIyIO
MH(POPMALIMOHHO-TEXHOJIOTHYECKOE B3aUMOJCHCTBUE MH(POPMALMOHHBIX CHUCTEM, HCIOIb3YEMBIX IS
MIPEIOCTABIIEHUSI TOCYJApCTBEHHBIX M MYHMIMIAIbHBIX YCIYyT M HCHOJHEHHUS TOCYAAapCTBEHHBIX U
MYHHUIMITAIBHBIX QYHKIUHI B 3JIEKTPOHHOU (hopme;

(mm. "x" BBeneH [locranosnenueM IpaBurensctBa PD ot 24.03.2023 N 468)

Jq) emuHas TOCYIapCTBCHHAash aBTOMATHU3MPOBaHHas WH(OpMAIMOHHAs CUCTeMa ydera o0bema
MIPOM3BOJICTBA M 000OPOTA ITUIOBOTO CIIUPTA, AIKOTOIBHOU U CIUPTOCOEPIKAIICH MTPOIYKIIHH;
(mm. "n" BBeaeH [locranosnenueM [IpaBurensctBa PO ot 24.03.2023 N 468)

M) (henepanbHas rocyaapcTBeHHas HH()OPMAIIMOHHAS CHCTEMa MOHUTOPHHTA CEBEPHOTO 3aB03a.
(nm. "m" BBeneH [locranosnenuem IlpaBurensctBa PO ot 24.04.2025 N 553)

19. CBCI[CHI/ISI, MpEACTABIIACMBIC ToCydapCTBECHHBIMHA HH(bOpMaLII/IOHHBIMI/I CUCTCMaMU
(I)G,HepaHBHbIX OpTraHOB HWCIOJHUTEIbHOM BJIACTH B CUCTEMY MOHHUTOpHHIA, a TaKXKC CBCACHU!,
nepeaaBacMbIC U3 CUCTCMbI MOHUTOPUHTA, IPUBCACHBI B ITIPUIIOKCHUU N 1.

20. B pamkax MH(POPMALMOHHOTO B3aUMOJEHCTBHS CUCTEMa MOHUTOPUHTA OCYILECTBIIET OOMEH
CBEJICHUSIMH C TOCY/IapCTBEHHBIMH MH()OPMAITMOHHBIMU CHCTEMaMH 3aHHTEPECOBAHHBIX (heIepaibHBIX
OpPraHOB UCIOJHUTENIBbHOM BJIACTH U MCIOJHUTENIBHBIX OpraHoB cyObekToB Poccuiickoit denepaunu, B
TOM YHCJIE IOCPEACTBOM HH(PPACTPYKTYpbl, obecrneunBaromeil HHPOPpMALMOHHO-TEXHOIOTHYECKOe
B3aUMOJIeHCTBHE MH(DOPMAIIMOHHBIX CUCTEM, UCTIOIb3YEMBIX ISl IPEIOCTABICHUS TOCY1apCTBEHHBIX U
MYHULUNAIBHBIX YCIYT ¥ UCIIOJIHEHUS TOCYJApCTBEHHBIX U MyHUIIMNAIBHBIX (YHKIMHA B JIEKTPOHHOMN
dopme.

(B pen. Locranosnenus IIpaBurensctBa P® ot 19.01.2024 N 25)

CuctemMa MOHUTOpPUHTA TOAKIIOYAETCS K €IUHON CHCTEME MEKBEIOMCTBEHHOTO AJICKTPOHHOTO
B3aUMOJICHCTBUSI B COOTBETCTBUHU C IocTaHoBieHueM l[IpaBurenbctBa Poccuiickoit denepanuu ot 8
centsi0ps 2010 r. N 697 "O eauHoit cucTeMe MeKBEIOMCTBEHHOTO 3JIEKTPOHHOTO B3aMOJAEUCTBUA" Ha
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KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

0e3B03ME3IHOI OCHOBE.

HNudopmannoHHOEe B3aUMOJICHCTBUE CHCTEMBI MOHHMTOpPUHIA C (eaepalbHON rocyaapcTBEHHOU
nHpOpMaMOHHON cucTeMold "EnuHBIA mOpTal TroCcyAapCTBEHHBIX W MYHHULIUIAIBHBIX  YCIYT
(pynkumit)" (manmee - eOuHBIA MOPTal TOCYAAPCTBEHHBIX W MYHUUUNANBHBIX YCIYr) B IENAX
o0OecrieyeHrs TPEAOCTaBICHUS C €ro MHCIOJb30BaHMEM JIOCTyna K HH(OpManmuu H3 CHCTEMBbI
MOHUTOpPHHIAa B COOTBETCTBUM ¢ MyHKTOM 56(1) Hactosmero IlomoxeHus ocymecTBiasercs c
HCIOJIb30BAaHUEM IIPOTPAMMHBIX CPEICTB CHCTEMbI MOHUTOPHHTA.

(a63ar BBenneH [loctanoBnenuem [Ipasurenscta PO ot 16.09.2023 N 1514)

21. B3aumoneilcTBHE CHCTEMbl MOHHTOPHHTAa C HWH(POPMAIMOHHBIMH CHUCTEMaMH CyOBEKTOB
oOpareHust IEKapCTBEHHBIX CPEACTB OCYIIECTBIISIETCS MOCPEICTBOM MH(GOPMAITMOHHBIX 3IEKTPOHHBIX
CEPBHUCOB C WCIOJIb30BAaHWEM CTaHJAPTHBIX TPOTOKOJIOB M  HMHTEP(HEUCOB  AIECKTPOHHOTO
B3aUMOJICHCTBHS.

22. TexHWuYecKHe CTaHOAPTHI U TPEOOBAHUA K TEXHOJIOTUYECKOM COBMECTHUMOCTH CHCTEMBI
MOHHUTOPHHTA ¢ MHPOPMAIIMOHHBIMHU CHCTEMaMH, yKa3aHHbIMU B myHKTe 18 HacTosmero [lomoxkenus,
YCTaHABIMBAIOTCS  OMEPAaTOPOM CHUCTEMBl MOHUTOPUHTa B COOTBETCTBHHM C TpeOOBaHUSIMU
3akoHo1atenscTBa Poccuiickoit deneparuu B chepe HHPOPMAIIMOHHBIX TEXHOJIOTUH 1O COTJIACOBAHHIO
¢ MunucrepcTBOM UG POBOTO Pa3BUTHSA, CBSI3U U MACCOBBIX KOMMYHHKaIi Poccutiickoit deneparuu u
orepaTopoM MH(OPMALIMOHHON CUCTEMBI, C KOTOPOU OCYIIECTBIISIETCS B3aUMO/ICICTBHE.

VI. Nopsapok BHeceHUA UH(hopMaLum O fieKapCTBEHHbIX
npenapartax B CACTeMY MOHUTOPUHra cyobekramu obpatieHus
JfleKapCTBEHHbIX CPeACTB U ee CoCcTaB

23. Buecenue wuHpOpMAIMK O JIEKQPCTBEHHBIX IIperaparax B CUCTEMY MOHHUTOPHHIA
MPOU3BOIUTCS CyOBEKTaMU oOOpalleHusi JIeKapCTBEHHBIX CPEACTB TOCIEe TMPOXOXKICHUS HMHU
pErUCTpaly B CUCTEME MOHUTOPHHTA U MPEAOCTABICHHS UM JIMYHOTO KaOuHeTa cyObhekTa oOparieHus
JIEKApCTBEHHBIX CPEJICTB.

Peructparusi cyObeKkTOB OOpalleHusl JIEKAPCTBEHHBIX CPEJICTB B CHCTEME MOHUTOPHHTA W
MPEIOCTaBICHUE JIMYHOTO KaOWHEeTa OCYIIECTBIIIIOTCS HAa OCHOBAaHMHM JOCTOBEPHBIX CBEICHUH,
IPEICTaBICHHBIX CyObEeKTaMH OOpaIleHHs JIEKapCTBEHHBIX CPEICTB B CHCTEMY MOHHUTOPHHTA B
AIIEKTPOHHOM BHJIE.

(8B pen. ocranoBnenus IIpasutensctBa PO ot 24.03.2023 N 468)

24, Jlns OCYUIECTBJICHHUS PETUCTPAIlMM B CHUCTEME MOHHUTOPHUHTAa CYOBEKThl OOpalieHus
JIEKapCTBEHHBIX CPEJCTB - OpraHM3allMM, MpU3HABaeMble HAJOrOBBIMU pe3ujieHTamMu Poccuiickoii
®denepanyy, WHAUBUAYATIbHbIE MPEINPUHUMATEIN U MPEACTaBUTEIHCTBA MHOCTPAHHBIX OpraHU3aluil
Ha Tepputopun Poccuiickoit ®enepaunu, SABAAIOMIMXCA  JEpKATEISIMA WM BJIAJENIbLIAMU
PETUCTPALIMIOHHOTO yJIOCTOBEPEHHsI, BHOCSAT B PErMCTPALMOHHYIO (OPMY CHUCTEMbl MOHHUTOPHHIA,
pa3MEeLICHHYIO Ha ounmansHOM caiTe orepaTopa CHUCTEMBI MOHHMTOpPHHIA B
MH(POPMALMOHHO-TEIIEKOMMYHUKAIMOHHOW cetu "MHTepHeT", B JJIEKTPOHHOM BHJE CJEIyIOIIue
CBEICHMSI, TOJNMCAHHbIE YCHJIEHHOW KBaNU(UIMPOBAHHON 3JIEKTPOHHOM MOANUCHIO PYKOBOAMUTENS
opraHm3anuu (MpeACTaBUTEIbCTBA HMHOCTPAHHOM oOpraHM3alMi Ha Tepputopun Poccuiickoit
denepanyn) WK UHIUBUAYAIBHOTO IPEAIPUHIMATEIS:

I/I,Z[eHTI/I(I)I/IKaI_II/IOHHblﬁ HOMCP HAJIOTOIIAaTCIIbIIIUKA,
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CBEJICHHS O HATMYMU JTHO0 00 OTCYTCTBUU JUIEH3UU Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPENICTB,
TUIEH3UH Ha (apMaleBTHUUECKYIO JEATeIbHOCTh (BKJIIOYAs ONTOBYID M PO3HUYHYIO TOPTOBIIO
JIEKAPCTBEHHBIMU CPEJICTBAMM), JIMIICH3UU HA JACSATEIBHOCTh MO 00OPOTY HAPKOTUYECKUX CPEJICTB,
MICUXOTPOIHBIX BEIIECTB M MX MPEKYpPCOPOB, KYJIHTUBUPOBAHUIO HAPKOCOIEPKAIIMX PACTCHUU U
JUIIEH3UHU Ha MEIUIIMHCKYIO e TEIbHOCTD;

(B pen. Hocranornenus [IpaButensctBa PO ot 20.03.2020 N 311)

dbamunus, uMs, 0T4eCTBO (MPU HATUYHMH) U Tele(OH KOHTAKTHOTO JIULIA;
aZpec dNMEKTPOHHOM MOYTHI.

AG3anr yrpatmn cuiny ¢ 1 cenrsOpst 2023 roma. - Ilocranomienue IIpaButensctBa PO ot
24.03.2023 N 468.

Perucrpamuss B cucreMe MOHUTOPUHIA CYOBEKTOB oOOpallleHusl JIEKapCTBEHHBIX CpPEICTB -
OpraHu3aIyii, MPU3HABAEMBIX HAJIOTOBBIMH pe3ujieHTamu Poccuiickoit Denepannu, 1 HHIUBHITY AITbHBIX
NpeanpuHIMAaTeNel, UMCIOIIUX JIUIICH3MH Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB, JIMIICH3UU HA
(bapMareBTUYECKYIO JEATEIbHOCTh (BKIIIOYAs ONTOBYI0 M PO3HUYHYIO TOPTOBIIO JIEKApCTBECHHBIMH
CpeACTBaMH), JMIEH3MH Ha JEATEIILHOCTh IO O00OpOTYy HAPKOTHYECKHX CPEICTB, ICHXOTPOIHBIX
BEIIECTB M HUX MPEKYypCOPOB, KYJIbTUBHUPOBAHUIO HAPKOCOJEPKAIIMX PACTEHHN W JIMLEH3UM Ha
MCIUIUHCKYIO JCATCIIBHOCTD, MOXKET OCYHICCTBIATHCA C HCIIOJIBb30BaHUEM @eﬂepaﬂbHoﬁ
rocyapcTBeHHON nHMopMaIoHHOH cuctembl "Exnnas cucrema naeHTH(UKAIUK U ayTeHTH()UKAIIIY B
UHPPACTPYKTYPE, o0ecrieunBaroIei UH(POPMAIIMOHHO-TEXHOJIOTUIECKOE B3aUMO/ICHCTBHE
WH(POPMAIMOHHBIX CUCTEM, UCTIOIB3YEMBIX ISl TPEOCTABJICHUS TOCYIAPCTBCHHBIX U MYyHHUIIUTIATBHBIX
YCIIYT B JIEKTPOHHOU (opme".

(a63am BBeneH [ocranornenueM [IpaBurenscta PO ot 21.07.2020 N 1079)

25. Jlns OCYIIECTBIEHHS PETUCTPAllMd B CHUCTEME MOHUTOPUHIAa CYOBEKTHl oOOpalieHus
JIEKapCTBEHHBIX CPEJCTB - HHOCTPAHHBIC OpraHU3alMH, SBISIONIUECS AepXKaTeIsIMU WIKM BiaJielbliaMu
PETUCTPAIIMOHHOIO yIOCTOBEpEHMs, HE IpH3HaBaeMble HAJOrOBBIMU pe3uaeHTaMu Poccuiickoit
denepany, BHOCAT B PErMCTPALMOHHYIO (DOpMY CHCTEMBl MOHHUTOPHMHIA, pa3MEIICHHYI0 Ha
oumanbHOM CcaiiTe omepaTropa CUCTEMbl MOHUTOPHHTA B MH()OPMAIIMOHHO-TEJIEKOMMYHHUKAIIMOHHOM
cetu "VHTEpHET", B JIEKTPOHHOM BHUJIE CJIEIYIONINE CBEICHUS:

(B pen. Locranosnenus IlpaBurensctBa P® ot 24.03.2023 N 468)

HalMEHOBAHUE JIeprKaTells WU BIaJieblia PETUCTPALIMOHHOIO YOCTOBEPEHUSI B COOTBETCTBUHM C
rOCyJapCTBEHHBIM PEECTPOM JIEKAPCTBEHHBIX CPEJICTB;
(B pen. ocranoBnenus IIpasurenscrea PO ot 29.11.2023 N 2027)

KOJ| HaJIOTOILJIATEJIbLIMKA B CTPAHE PErUCTPALIUY;
KOJI CTpaHbl PErUCTpaLUY;

bamunus, uMs, 0T4eCTBO (MPU HAIMYHMH) U TeJle()OH KOHTAKTHOTO JINLIA;
aJipec NEKTPOHHON MOYTHI.

AGzan yrpatun cuiny ¢ 1 cenrsabpst 2023 roma. - Ilocranosinenue I[IpaButensctBa P® ot
24.03.2023 N 468.
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26. OOpaboTka W HpPOBEpKAa CBEICHUHN, NPEACTABISIEMBbIX B CHCTEMY MOHHMTOPUHIA IS
perucTpanym, a TakXke perucrpaunus (0TKa3z B perucTpanuu) cyobekTa oOpalieHHs JIeKapCTBEHHBIX
CPEICTB B CHUCTEME MOHUTOPUHIA IPOU3BOAUTCA B ABTOMAaTHYECKOM pEXKHUME, B TOM 4HCIE
MOCPEJICTBOM B3aMMOJICHCTBHS C HWHBIMH TOCYIAPCTBEHHBIMH WH(GOPMAIMOHHBIMH CHUCTEMaMHU C
WCIOJIb30BAaHUEM E€UHOW CHCTEMBbl MEKBEJOMCTBEHHOI'O JJIEKTPOHHOIO B3auMoOJEHCTBUS (32
UCKJIFOUEHHEM CyOBEKTOB 00pallleHHsl IEKAPCTBEHHBIX CPE/ICTB, YKA3aHHBIX B a03allax TPEThEM - IISITOM
HACTOSILETO IMMyHKTA).

OenepanbHas ciyx0a Mo Hag3opy B cdepe 3ApaBOOXpaHEHUS TMOCPEICTBOM (YHKIIMOHAA
CUCTEMBl MOHUTOPHHIA pPAacCMaTPUBACT CBEACHUS, MPEACTABISIEMbIE B CHCTEMY MOHUTOPHHIA JUIS
pEeTHCTpaliH, a TAK)XE MPUHAMAET PEIICHHE O PerucTpanuu (00 OTKa3e B PETHCTPAINH) CIEAYIOINX
cyOBEKTOB O0paIeHus! IEKapCTBEHHBIX CPEJICTB:

OpraHM3aluy, IIPU3HABaeMble HAJOrOBbIMU pe3uaeHTamu Poccuiickonn  @Denepauuu, u
UHAVBUAYAJIbHbIE MPEANPUHUMATEIN, HE HMEIOIIUE JMIEH3MM Ha IPOU3BOJCTBO JIEKApPCTBEHHBIX
CPEACTB, JHIIEH3UU Ha (hapMalleBTHUECKYIO JAEATEIbHOCTh (BKIIIOYas ONTOBYIO U PO3HUYHYIO TOPTOBIIO
JIEKapCTBEHHBIMU CPEJICTBAMH), JIMLIEH3UM Ha JAEATEIbHOCTh 10 000pPOTY HApKOTHYECKUX CpEACTB,
IICUXOTPOIMHBIX BEIIECTB W HMX HPEKYpPCOpPOB, KyJIbTUBHPOBAHUIO HAPKOCOAEPKALIUX PACTEHUH,
JUIEH3UU Ha MEIUIMHCKYIO JIeATEIbHOCTh M SBISAIOIIMECS JepKaTelsiMUd WIN BiaJlelbllaMH
PETHCTPALIMOHHOIO  YAOCTOBEPEHHUS  JIGKAPCTBEHHOIO  IIpenapara, IMPOM3BOACTBO  KOTOPOIO
OCYIIECTBIIIETCS 3a NpeaenaMu Tepputopun Poccuiickont denepannu;

MPEACTaBUTENBCTBA HMHOCTPAHHBIX OpraHus3auuMid Ha teppuropun Poccuiickon ®exnepanuu,
ABJIIIOINUXCA ACPKATCIIAMU WM BJIaACIbUHAMH PETUCTPAIMOHHOIO YAOCTOBCPCHUSA JICKAPCTBCHHOI'O
npernapara, MTPOU3BOJACTBO KOTOPOIO OCYIIECTBISAECTCS 3a MpeaeliaMu Tepputopun Poccuiickon
d)enepam/m, HEC HMMCIOIIUC JMICH3WMHW Ha MTPOU3BOJACTBO JICKAPCTBCHHBLIX CPEACTB, JIMIOCH3HWU HaA
(hapMaleBTUUECKYIO JI€ATEIbHOCTh (BKJIOUAsh ONTOBYIO M PO3HUYHYIO TOPrOBIIO JIEKAPCTBEHHBIMU
CpeICTBAaMH), JIUIEH3UH Ha JEATENbHOCTh MO O000pOTY HAPKOTUYECKHX CPEICTB, MCUXOTPOMHBIX
BEIIECTB M UX MPEKypPCOPOB, KYJbTUBUPOBAHUIO HAPKOCOJAEPKAIIMX PACTEHUW, JMUUEH3UM Ha
MCIUIHMHCKYIO ACATCIIBHOCTD,

WHOCTPAHHBIC OPTaHM3AIIMU, SIBISIONIMECS NEPKATEISIMU WU BIIaJIebI[aMUd PETUCTPALIIOHHOTO
YI0CTOBEPEHHUS JICKAPCTBEHHOTO TMperapaTa, MPOU3BOJCTBO KOTOPOTO OCYIIECTBISCTCS 3a TMpeneaaMu
tepputopun Poccuiickoil ®enepauuu, HEe MNpU3HABAEMble HAJIOTOBBIMH pe3uaeHTaMu Poccuiickoin
denepauuu.

Peructparus (oTka3 B perucrpanuu) cyObeKToB oOpalleHHs JeKapCTBEHHBIX CPEICTB B CUCTEME
MOHUTOPHHTA OCYLIECTBIISIETCS B TEYCHHE S5 pabouymx JHEH ¢ JaThl NpeACTaBICHUS CyObEeKTaMu
oOpallieHus JIEKapCTBEHHBIX CPEJCTB CBEICHUN B CUCTEMY MOHUTOPUHTA.

(. 26 B pen. [locranosnenus [IpaBurensctBa PO ot 24.03.2023 N 468)

27. OcHOBaHMSMHU JUIsl OTKa3a B PErUCTPAllUU CyOBEKTOB OOpaleHHsl JIEKAPCTBEHHBIX CPEICTB B
CUCTEME MOHUTOPHHTA SBIISIOTCS:

a) B OTHOLICHWU TPOU3BOJMTENEH JIEKAPCTBEHHBIX CPEJICTB Ha TeppuTopuu Poccuiickoit
denepanyin, OCYIICCTBISIOMINX IMPOW3BOJCTBEHHYIO CTanui0 (acoBku (yMaKOBKH) JIEKAPCTBEHHBIX
MPEerapaToB U MAPKUPOBKH YITAKOBOK JIEKAPCTBEHHBIX MIPETIAPATOB CPEICTBAMH UACHTU(DUKAIIIH:

(B pen. Loctanosnenus IIpasurenscrea P® ot 29.11.2023 N 2027)
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HECOOTBETCTBHE JAHHBIX BIaJeNblla KBAJU(PHUIMPOBAHHOIO cepTU(UKATa KIOYa MPOBEPKU
JIEKTPOHHON MOANUCH (anee - KBAIU(UIUPOBAHHBIM CepTHU(HKAT) JTaHHBIM PYKOBOJIUTEISA
OpraHu3aIlH, OTCYTCTBUE CBEJCHUN O KBAJU(HUIMPOBAHHOM CEPTU(HKATE, BBITAHHOM PYKOBOJUTEIIIO
OpTaHU3aINH, a TAK)KE HEJCHCTBUTEIFHOCTh YCHIIEHHON KBATH(DUITUPOBAHHOMN 3JIEKTPOHHON TOIIHCH;

OTCYTCTBHE CBEJICHUI B €IMHOM rOCYIapCTBEHHOM PEECTPE FOPUANIECCKHUX JIII;

OTCYTCTBHUC CBeI[eHI/Iﬁ 0 HeﬁCTBYIOHlefI JIMIEH3NHU B PEECTPE J'II/ILIeHSI/Iﬁ Ha IIPOHU3BOACTBO
JICKApCTBCHHBIX CPCACTB;

0) B OTHOLIEGHUM JepkaTeleld WM BIAAETBIEB PETUCTPAIIMOHHOTO YAOCTOBEpEHHUs (B Cilydae
KOrJa JIEKApCTBEHHBIN MpernapaT Npou3BoaAUTCA 3a nipeaenaMu Poccuiickoit denepanun), sBISIIOIIUXCS
OpraHu3alMsAMM, IPU3HABAEMBIMM HAJIOTOBBIMH  pe3uacHTamu Poccuiickoi @enepanuu  Win
VHIVWBHUIYyaIbHbIMM NPEANPUHAMATEIIMA M HE HMCEIOUMMHU JIMIEH3UMM Ha  IPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJCTB, JMLEH3UUM Ha (DapMalleBTUUECKYIO JAEATEIBHOCTh (BKJIIOYAasi OINTOBYIO U
PO3HUYHYIO TOPIOBIIIO JIEKAPCTBEHHBIMU CPEJICTBAMM), JMIEH3UUM Ha JEATENBHOCTh IO 000pOTY
HAapKOTUYECKUX CPEACTB, ICUXOTPOIHBIX BEIIECTB U HX IPEKYpPCOPOB, KYJIBTHUBUPOBAHUIO
HapKOCOJAEpkKAIIMX PACTCHUH U JIMLICH3UN HA MEJULUHCKYIO 1€ATEIbHOCTD!

HECOOTBETCTBHE JAHHBIX BIIAJIENbIa KBATN(UIIMPOBAHHOTO CcepTU(UKATA TAaHHBIM PYKOBOIUTEIIS
OpraHM3aliy UM UHAUBUIYAIbHOTO IPEeIIPUHUMATENS], OTCYTCTBUE CBEJICHHUM O KBAIM(UIMPOBAHHOM
cepTU(UKaTe, BbIIAHHOM PYKOBOAUTEINIO OpPraHU3alMd WM WHAWBUAYAJIbHOMY IpEIIpUHUMATENIO, a
TaKXXe HeJIeUCTBUTEIbHOCTh YCUJICHHOM KBaJM(UIIMPOBAHHON 3JIEKTPOHHON MOAINCH;

OTCYTCTBHE CBEJCHUN B €IMHOM TOCYJAPCTBEHHOM PEECTPE KOPUANYECKHUX JIML WA E€IUHOM
rOCyJIapCTBEHHOM PEECTPE UHAMBUIYAIbHBIX NPEANPUHUMATEIICH;

OTCYTCTBHE CBEJEHHI 0 CyObeKkTe OOpalleHus JIEKAPCTBEHHBIX CPEJICTB, YKa3aHHOM B KauecTBE
JepKaTeNns WM BIaJenblia PErUCTPAlMIOHHOIO YAOCTOBEPEHUS B TOCYAAPCTBEHHOM pEEcTpe
JIEKapCTBEHHBIX CPE/CTB;

B) B OTHOLIEHUM MHOCTPAHHBIX OpPraHU3alMii, AepKaTeleil WM BIaJeNbleB PerucTpalioHHOIO
YIOCTOBEpPEHUS, HE MPU3HABAEMBIX HAJIOTOBBIMM pe3ujieHTaMu Poccuiickoit denepaunu, - OTCyTCTBHE
CBEICHUI O cyObekTe oOpalleHHs JeKapCTBEHHBIX CPEICTB, YKa3aHHOM B KayeCcTBE JEpiKaTeNs WIIH
BJIAJI€NIbLIa PETUCTPALMOHHOIO yI0CTOBEPEHMS], B TOCYJAPCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPEICTB;

I) B OTHOIIEHUU NPEICTABUTENICTB WHOCTPAHHBIX OpraHM3alMii Ha TeppuTopuu Poccuiickoit
Denepanyy, ABIAOIUXCA JEPKATEIAMU WIH BIAACIbLAMU PETUCTPALMOHHOTO YIOCTOBEPEHHUS:

HECOOTBETCTBHE JAHHBIX BIaJiebla KBAIM(UIIMPOBAHHOTO cepTU(UKATa JTaHHBIM PYKOBOAUTEIS
NIPEJICTaBUTENIbCTBA, & TAK)KE OTCYTCTBUE CBEACHUI O KBaIM(UIIMPOBAHHOM cepTH(]UKaTe, BBIIAHHOM
PYKOBOJIUTEIIO TMPEICTABUTENbCTBA, & TAaKXKE HEACHCTBUTENLHOCTh YCHJICHHON KBaTH(pUIMPOBAHHOMN
3JIEKTPOHHOU MOJIHCH;

OTCYTCTBHE  CBEJCHMH B  TOCYAapCTBEHHOM PpEeCTpe  aKKpEAUTOBAaHHBIX  (pUIMANOB,
[IPEACTABUTENBCTB HHOCTPAHHBIX IOPUANYECKUX JIULL;

OTCYTCTBUEC CBeJCHUM 00 HHOCTpaHHOﬁ OopraHu3anuu, yKaSaHHOﬁ B Ka4YCCTBC JACpIKaTCIIsI WU
BJIaZAC/IblIa pCTUCTPAIIMOHHOT'O YIOCTOBCPCHHS, B TOCYAAPCTBCHHOM PECCTPC JICKAPCTBCHHLIX CPCACTB,
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I[) B OTHOLICHHUHU Opr&HH?»ﬂLIHﬁ ONTOBOM TOPIroOBJIN JICKAPCTBCHHBIMU CPEACTBAMU (B TOM YHCIJIC
OCYHICCTBJIAIOIIUMUA (I)YHKI_[I/II/I Io ayTCOpCI/IHI‘Y), OpFaHI/IBaI_II/Iﬁ pOSHH‘-IHOﬁ TOProBJIN JICKAPCTBCHHLIMU
npenaparaMu, MCIUITMHCKUX OpFaHH3aHHﬁ U MHAUBUAYAJIbHBIX npenanHHMaTeﬂeﬁ:

HECOOTBETCTBHE JAHHBIX BIIAJIEINbIa KBATN(HUIIMPOBAHHOTO cepTU(UKATA TAaHHBIM PYKOBOAUTEIIS
OpraHM3alliK, OTCYTCTBUE CBEACHUN O KBATU(PHUIMPOBAHHOM CEepTH(UKATE, BHIJAHHOM PYKOBOJMUTEIIO
OpraHM3aly WIX WHIUBUAYAJIbHOMY IMPEAIPUHUMATENI0, a TAK)KE HEICHCTBUTEIBHOCTH YCUJIEHHON
KBAJIM(HUIMPOBAHHON 3JIEKTPOHHOM MOMUCH;

OTCYTCTBHE CBEIACHUH B €IUHOM TOCYJAapCTBEHHOM pPEECTpPE HOPUAMYECKUX JUL, €IUHOM
rOCYJapCTBEHHOM pEeCcTpe HHAMBUAYAJIbHBIX IPEANPUHUMATENICH WIM TIOCYJapCTBEHHOM peecTpe
aKKpeIMTOBAHHBIX (DUIIHAJIOB, IPEACTABUTEINHLCTB HHOCTPAHHBIX FOPUAMYECKHIX JIUIL;

OTCYTCTBHE CBEACHUW O JEHUCTBYIOIIEH JIMIEH3UU B €IMHOM PEECTPE JMUUECH3UW, B TOM YHUCIE
JIUIIEH3WH, BBIIAHHBIX OpraHaMH TOCYJIApCTBEHHON BiacTH cyObekToB Poccuiickoit ®deneparuu B
COOTBETCTBHUH C MEPEJIAHHBIM OJHOMOYHUEM I10 JIUIEH3UPOBAHUIO OTAEIBHBIX BUIOB ESITEIbHOCTH.

(m. 27 B pen. llocranosnenus ITpasurensctBa PO ot 24.03.2023 N 468)

28. Ilo pe3ynpTaraM perucTpaluu CyObeKTa OOpalleHUs JIEKapCTBEHHBIX CPEICTB B CHUCTEME
MOHHUTOPHHTA W TIPEJOCTABICHUH €My JIMYHOTO KaOWHETa Ha aapec JIEKTPOHHOM IMOYTHI, YKa3aHHBIN
MIPH TI0/1a4€ CBEJICHHM, OMEePaTOPOM CHCTEMBl MOHUTOPHUHTA C MCTIOJIB30BaHHEM (YHKIIMOHAJIA CUCTEMBI
MOHHUTOPHHTA OTIIPABIISIETCS COOTBETCTBYIOIIEE yBeaoMieHHue. [Ipu 3ToM MOBTOpHOE HCIOJIb30BaHUE
OJTHOTO M TOTO K€ aJpeca SJICKTPOHHOW MOUTHI IS PETUCTPALMU JHYHBIX KaOMHETOB Pa3IUYHBIX
CyOBEKTOB OOpallleHHsI IEKAaPCTBEHHBIX MPENapaToOB HE JOMYCKaeTCs.

29. CyObekT oOpamieHus JIeKapCTBEHHBIX CPEJICTB, MOJYYUBIINNA yBEIOMICHHE O PETUCTPAIUU B
CHCTEME MOHHTOPHWHTA, NP aKTUBAIMH (QYHKIHUN JIMYHOTO KaOMHETa BHOCUT B CHCTEMY MOHUTOPHHTA
MepeueHb aJ[PpecoB MECT OCYIIECTBJICHUS NIEATEIbHOCTH IMyTeM BbIOOpAa TaKOro ajpeca U3 aJpecoB,
yKa3aHHbIX B JIMLUEH3USX Ha IPOU3BOACTBO  JIGKAPCTBEHHBIX  CPEACTB, JIMIEH3UAX Ha
(bapMaeBTUYECKYIO JAEATENbHOCTh (BKJIIOYAs ONTOBYID M PO3HUYHYIO TOPIOBIIO JIEKapCTBEHHBIMU
CpeACTBaMH), JIMLEH3USAX Ha JEATENHOCTh MO O0OPOTY HApKOTHUECKUX CPEJCTB, MCHUXOTPOITHBIX
BELIECTB U MX MPEKypCOPOB, KYJbTUBUPOBAHHIO HAPKOCOAEPXKALLUX PACTEHUN U JIMLEH3UAX Ha
MEIUIMHCKYIO EATEIbHOCTh, a TaKXKe MepeuyeHb aapecoB (hapMalleBTUUECKUX CKJIaJ0B (IpU HaJIUYUU
YKa3aHHbIX JTUICH3U).

(B pen. lHocranornenus [IpaButensctBa PO ot 20.03.2020 N 311)

CyObekT oOpaleHHs JIEKapCTBEHHBIX CPEACTB - JepXaTeib WM BiaJelel] perucTparioHHOrO
YAOCTOBEPEHUS IIPOU3BEICHHOrO BHE Teppuropun Poccuiickoit denepanuu 1eKapCTBEHHOIO Ipernapara
U (WIn) ero NpeAcTaBUTENLCTBO Ha TeppuTopuu Poccuiickoii ®denepanuy, MoJyuuBIINEe YBEIOMIIEHNE
O perucTpanmud B CHCTEME MOHHTOPWHTA, BHOCAT B CHUCTEMY MOHHTOPWMHTAa HWH(POPMALHUIO O
MIPOM3BOJICTBEHHBIX IUIOMIAIKAX, OCYIIECTBISIOUINX MMPOU3BOJICTBEHHYIO CTa/INI0 (acOBKH (yHaKOBKH)
JICKapCTBCHHBIX IIPENapaToB M MapKUPOBKH YIAKOBOK JIEKAPCTBEHHBIX IIPENapaToB CpPEACTBAMHU
UACHTU(DUKAIMH, a TAKXKe TPOU3BOICTBEHHYIO CTAIUIO BBIITYCKAIOLIET0 KOHTPOJIS KauecTBa.

(8B pen. ocranoBnenus IIpasurenscrea PO ot 29.11.2023 N 2027)

30. TIlepemaua cBeaeHuH CyObeKTaMH OOpaIICHUsI JIEKAPCTBEHHBIX CPEACTB B CHUCTEMY
MOHHTOPHHTA OCYIIECTBIISIETCS HAa OCHOBE pa3pabOTaHHBIX WH(OPMAIIMOHHBIX AJIEKTPOHHBIX CEPBHUCOB
OrepaTopoM CHUCTEMBI MOHUTOPHHIA C HCIIOJIB30BAHHUEM CTAHAAPTHBIX ITPOTOKOJIOB MU HHTep(i)eﬁCOB
AIIEKTPOHHOTO B3aMMOJICHCTBUSL.
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ABTopu3zaius CyObeKTOB 0OpallleHHs JIEKApCTBEHHBIX CPEICTB - OpPTraHU3alMi, MpU3HaBaeMbIX
HaJOrOBbIMU pe3uneHTamu Poccuiickoin @exepanuy, HWHAUBUAYAIBHBIX IPEANPUHUMATEIICH U
IIPEACTABUTENBCTB MHOCTPAHHBIX OpraHu3anuil Ha teppuropun Poccuiickoit denepanuu, sABISIIOIUXCS
JepKaTeIsIMA WM  BJIAJIEIbLAMHA PETMCTPALIMOHHOTO YAOCTOBEPEHUS, B CHUCTEME MOHUTOPHHIA
OCYIIECTBIISIETCS TOCPEICTBOM HCIIOIb30BaHMSI KBATH(PHUIIMPOBAHHOTO cepTU(UKaTA.

ABTOpH3amusa CyOBEKTOB OOpaIleHHs JICKAPCTBEHHBIX CPEJCTB - OpraHU3allui, MpU3HABAEMbIX
HAJIOTOBBIMU pe3uaeHTaMu Poccuiickoit denepanuu, ¥ WHAUBHIyaIbHBIX MpeANpUHUMATENEH B
CUCTEeME€ MOHHTOPHHTAa MOXET OCYIIECTBIATHCS TMOCPEACTBOM HCIOIB30BaHUS  (eneparbHON
rocyaapcTBEHHON HWH(POPMAIMOHHOH crcTeMbl "EfqnHas cuctema uieHTUQUKALNY U Ay TEHTU(PUKAIIUN B
HHPPACTPYKTYPE, o0ecreunBaroe WH(POPMAITMOHHO-TEXHOJIOTHYECKOE B3aMMOJICHCTBHE
MH(OPMAIMOHHBIX CUCTEM, HCITOJIB3YEMBIX JIJIS TTPEIOCTABIICHUS TOCYAaPCTBEHHBIX U MYHHUITUITATBHBIX
YCIIYT B DJIGKTPOHHOH opme".

(a63am BBeneH [locranosnenueM [Ipasutenscta PO ot 21.07.2020 N 1079)

ABTopHu3aIysl CyObEKTOB OOpaIleHUsl JEKapCTBEHHBIX CPEJICTB - MHOCTPAHHBIX OpraHu3allui,
SBJIIIOLIUXCS JEP/KATEIIMUA WIN BJIAJICIBLIAMHA PETUCTPALMOHHOIO YIOCTOBEPEHHMSI, HE IIPU3HABACMBIX
HaJOroBbIMU pe3uneHTamu Poccuiicko @Penepanuy, B CHCTEME MOHUTOPHHIA OCYIIECTBIISIETCS
IIOCPEICTBOM HCIIOIB30BAHUSI IPOCTON 3JIEKTPOHHOU MOAIHUCH.

(B pen. [Hoctanopnenus [IpaButensctBa PO ot 24.03.2023 N 468)

31. Csenenus, nepenaBaeMbleé B CUCTEMY MOHHUTOPUHIA, (OPMHUPYIOTCS U IPEICTABISAIOTCS B
¢dopMe HIEKTPOHHBIX JIOKYMEHTOB, IOJANUCAHHBIX YCHJICHHON KBaJU(HUIIMPOBAHHONW 3JIEKTPOHHOM
MOJINHCHIO, 32 MCKIIOYCHUEM CIy4aeB, MPEAyCMOTPEHHBIX ab3alaMu BTOPHIM - HIECTHIM HACTOSIIETO
MyHKTA.

He noanuceiBaroTCst yCHIIEHHOM KBATM(PUIIMPOBAHHON AJIEKTPOHHOMN MOJIHUCHIO:

CBEJIEHUSI O PO3HUYHOM TOProBj€ JIEKAPCTBEHHBIMU IIpenapaTtaMy, IeperaBaeMble CyObeKTaMu
oOpalleHnsl JeKapCTBEHHBIX CPEJCTB B 3JIEKTPOHHOH (opMme B coCTaBe (PUCKAIBHBIX JTOKYMEHTOB B
COOTBETCTBUM C 3aKOHOJATENbCcTBOM Poccuiickoil denepanuu 0 NMPUMEHEHUH KOHTPOJBHO-KacCOBOM
TEXHUKH;

CBEJICHUS O BBIBOJIE M3 000pOTa JIEKAPCTBEHHBIX IIPEMapaToB, IepeaaBaeMble CyObeKTaMu
oOpalleHusl JIEKapCTBEHHBIX CPEICTB B DJJIEKTPOHHOM (opMe C HCIOJIB30BAaHMEM PErUCTPAaTOPOB
BBIOBITHUS MM KOHTPOJIBHO-KACCOBOM TEXHUKHM (IPU OTIyCKe OeclIaTHO WJIM CO CKHUJAKOH
JIEKapCTBEHHBIX MPENapaToB MO PELENTy Ha JeKapCTBEHHbIE MTPEnapaThl);

CBEJICHHsI, TepeaaBaeMble CyObeKTaMu OOpallleHUs JEKapCTBEHHBIX CPEACTB B AJIEKTPOHHOU
(dhopMe C UCTIONB30BAaHUEM YCTPOICTB PETHCTPAIIH SMUCCHUH;

CBEJICHUS, TIEpelaBacMble B COOTBETCTBHMM ¢ HacTosmmM [lojokeHueM opraHu3anusIMu -
cyObekTamMu oOpaleHus JIEKapCTBEHHBIX CPEJICTB, HE SBISIOMIMMUCS OpTraHU3aIUsIMU, TPU3HABAEMBIMHU
HaJIOroBeIMU pe3ugeHTaMu Poccuiickoit dexneparumu.

32. Tlepenaua cBeAeHMII B CHCTEMY MOHUTOPHHIA OCYIIECTBISETCS MOCPEACTBOM HAmpaBICHUS
¢aitnoB B gopmare U B COOTBETCTBHUHM C HMHCTPYKIMEH, ONMUCHIBAIOLICH MpOLEIYpHl MPEACTaBICHHS
CBEICHUI CyOBbeKTaMu OOpalleHusl JEKapCTBEHHBIX CPEACTB, COTJIACOBAaHHBIMH C MUHHCTEPCTBOM
3npaBooxpaHeHust Poccuiickoil @eaepanun U pa3MelleHHbBIMHU ONEpaTOPOM CHUCTEMbl MOHUTOPHHIA B
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

UH()OPMAIIMOHHO-TEJIEKOMMYHHKAMOHHOM ceTH "VHTepHeT" Ha ero oUIaIbHOM caiiTe.
(8B pen. LocranoBnenus IIpasurenscrea PO ot 21.07.2020 N 1079)

JlaToli mpejcTaBIeHUS CBEJACHHUA B CUCTEMY MOHUTOPUHIA CUUTAETCS Jara, 3auKCUpOBaHHAS B
KBUTAHIIMA O TPUEME CBEICHHH, (POPMUPYEMOW TpU YCHEIIHOH OTpaboTKe W (UKCAHUU TaKHX
CBEJICHU B CUCTEME MOHUTOPHHTA B (DOPME AIEKTPOHHOTO JOKYMEHTA.

(B pen. lHocranopnenus [IpaButensctBa PO ot 24.03.2023 N 468)

Jo 1 ¢espans 2021 r. B cayyae HENMOMy4YeHUSI CYOBEKTOM OOpAaIIeHHs JIEKAPCTBEHHBIX CPE/ICTB
KBUTAHIIMM O IpHEeMEe CBEJACHHUH B COOTBETCTBMM C al3alleM BTOPBIM HACTOSIIETO IyHKTa INpU
NPEJCTaBICHUN CBEIECHUH B CHCTEMY MOHUTOPHHIA B COOTBETCTBHH C a03alleM TPEThUM IyHKTa 35,
nynktamu 37 - 38(1), 40, 41, 43, 44, 44(2) u 45 nacroswero Ilonoxenus B TeueHue 15 MUHYT c
MOMEHTa TMpEACTaBICHUS CYOBEKT OOpalleHusi JEeKapCTBEHHBIX CpPEJICTB BIIPaBE€ OCYIIECTBIATH
JajJbHEeHINe onepaluu ¢ JIEKAPCTBEHHBIMHU IIpernaparaMy, He A0KHIAsCh NOJIY4YEHUsS KBUTAHLUU O
npUeMe CBEICHUH.

(a63am BBeneH [ocranosnenueM [paButenscta PO ot 02.11.2020 N 1779)

B oTHoOIIEHNN JIEKapCTBEHHBIX MIPENAPATOB, CBEACHUS O KOTOPBIX MPEACTABICHBI B COOTBETCTBUU
c yactamu | u 2 crateu 52.1 ®PenepanpHoro 3akoHa "OO 0OpalieHWH JIEKAPCTBEHHBIX CPEICTB" B
®enepanibHy10 Cciyk0y M0 Haa30py B cepe 3apaBooxpanenus A0 1 ¢espans 2021 r. unm Ha KOTOpbIE
IIOJyYeHbl pa3pelleHuss Ha BBOJ B IPaXJAHCKMH O0O0OPOT HMMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX
IpenaparoB, NpeaycMOTpeHHble YacThlo 7 cratbu 52.1 denepanbHoro 3akoHa "OO oOparieHuu
nexapcTBeHHbIX cpeacTB" 10 1 deBpans 2021 r., cyObeKT oOpalleHus JeKapCTBEHHBIX CPEICTB BIpaBe
OCYIIECTBJIAITh JAJbHEWIIUE ONEpaluyd C TaKUMM JIEKQpCTBEHHBIMM IIperaparaMd B IOPSIKE,
MIPEelyCMOTPEHHOM ab3alieM TPETbUM HaCTOSIILIEro MyHKTa, 1O UCTEYEHUS CPOKA UX TOJHOCTH.
(a63ar BBeneH [locranornenuem IIpasutensctBa PO ot 28.01.2021 N 60)

[IpencraBnenne CBENEHUH B CHUCTEMYy MOHHTOPWHTA CYOBEKTOM OOpalleHHs JIEKapCTBEHHBIX
CPEACTB TpPH OCYIISCTBICHHH OMNEpPalMii C JIGKAPCTBEHHBIM IPEMapaToM OCYIIECTBISAETCS
MOCIIEI0BATEIBHO, 32 UCKIIOYCHHUEM CITy4aeB, MPeaycMOTpeHHBIX HacTosaumM [lonoxxenuem. [1pu aTom
CBeleHUSI 00 OdYepeqHON OIepalud C JEKApCTBEHHBIM IPENapaToM MEepearoTcs MOoCie IMOTyYeHHS
CyOBeKTaMU OOpalieHHs JICKApCTBEHHBIX CPEICTB MOATBEPIKICHUS 00 YCIEIHOH 00paboTke crucTeMoi
MOHUTOPHHIA CBEJICHUI O MPEIbIAYLIEH ONEpalliU € JIEKAPCTBEHHBIM IIPENapaToOM.

N3menenune ¢Qopmata B3aumoaeicTBUs HMH(POPMALMOHHBIX CHUCTEM CYOBEKTOB OOpalleHus
JIEKapCTBEHHBIX CPEJICTB C CUCTEMON MOHUTOPHHIA MPOU3BOAMUTCS HE Yallle OJHOro pasa B TeueHue 180
JHEW OJHOBPEMEHHO C HM3MEHEHHEM MHCTPYKIMH, MPEeIyCMOTPEHHOH ab3aleM MEepBBIM HACTOSIIETO
MYHKTa, 3a MCKIIOYCHHEM HEOOXOJMMOCTH H3MEHEeHus (QopMarta W MHCTPYKIUH B CIydYasXx,
MIPEAYCMOTPEHHBIX 3aKOHOIATENLCTBOM Pocculickon denepanum.

(B pen. Locranosnenus IlpaBurensctBa P® ot 24.03.2023 N 468)

33. Ilpu onucaHnuu JeKapCTBEHHBIX MPENapaToB BHECEHUE CBEACHUN B HHPOPMAIIMOHHBIN pecypc,
o0ecreunBarOni Y4eT U XpaHEHHE JOCTOBEPHBIX JAHHBIX O TOBapax MO COOTBETCTBYIOIIECH TOBapHOM
HOMEHKJIAType, ¥ CHUCTEMY MOHHUTOPHHTa OCYIIECTBISETCS CICAYIOUMMH CyObeKTaMu oOparieHus
JIEKApCTBEHHBIX CPEJICTB:

B ClIy4dae TIIPOM3BOJCTBA JIEKAPCTBEHHBIX IpenapatoB B Poccuiickonn ®enepanuum -
MIPOU3BOJUTENSIMU  JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBISIOIIMMM 3aBEpUICHUE ITPOU3BOACTBEHHOMN
cTaguu (GacoBKU (YNAKOBKH) JIEKAPCTBEHHBIX NPENapaToB U MapKUPOBKH YINAKOBOK JIEKAPCTBEHHBIX
IpernapaToB CPeCTBAMU UAECHTHUPHUKALINN;
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

(8B pen. lloctanoBnenus IIpaBurenscrea PO ot 29.11.2023 N 2027)

B Cllyyae IPOW3BOJCTBA JIEKAPCTBEHHBIX IPENaparoB 3a IpenaesraMu Tepputopun Poccuiickoit
Qenepauun (B ciaydae HHOCTPAHHOIO IIPOM3BOJACTBA) - JEpXKaTeJsIMH WINM  BIaJeNblaMU
PETUCTPAIIMOHHOTO YAOCTOBEPEHUSI M (WJIM) WX TNPEACTaBUTEILCTBAMH Ha TEppUTOpuUM Poccuiickoit
deneparyi WM YIIOJTHOMOYEHHBIMH — TPEJCTABUTEIIIMH B YacTH BHECEHHS CBEJICHUN B
MH()OPMAIIMOHHBIN pecypc, 00ecIeYnBalOMNi yYEeT U XpaHEHHE JIOCTOBEPHBIX JAaHHBIX O TOBapax Io
COOTBETCTBYIOIIECH TOBapHOH HOMEHKIIATYpe.

(8B pen. Loctanosnenus IIpasurenscrea PO ot 21.07.2020 N 1079)

[lepeuens cBeneHUN, MPEACTABISIEMBIX TP OMUCAHUM JICKAPCTBEHHBIX MPENapaToB CyObEeKTaMu
oOparieHus IEKapCTBEHHBIX CPEJCTB B HHPOPMAIIMOHHBIN pecypc, 00eCIIeUNBAIONINA YIET U XpaHESHUE
JIOCTOBEPHBIX JIaHHBIX O TOBapax II0 COOTBETCTBYIOIIEH TOBApHON HOMEHKJIAType, NpPHUBEIACH B
npusioxeHuu N 2.

CyObekThl oOpallleHus JIeKapCTBEHHBIX CPEICTB, yKa3aHHble B ab3alax BTOPOM M TPEThbeM
Hacrosmero myHkTta, ¢ 1 centsiops 2023 r. mo 30 wuroHs 2024 r. B J0OpOBOJIBHOM MOPSIKE
IIPEJCTABISIOT B CHUCTEMY MOHMTOPMHIAa HHCTPYKLMIO [0  MEIUIMHCKOMY IPUMEHEHUIO
JIEKapCTBEHHOI'O Mpenapara, akTyalbHYIO0 Ha JaTy BBOJA JIEKAPCTBEHHOI'O IMpenapara B I'pa)JIaHCKHM
000poT.

(a63arn BBeneH [Hocranornenuem IlpaButensctBa PO ot 24.03.2023 N 468)

CyObekThl oOpallleHusT JEKapCTBEHHBIX CpEICTB, YKa3aHHbIe B a03allax BTOPOM U TpPEThEeM
HACTOSIIIETO IYHKTa, PETUCTPUPYIOT JIEKAPCTBEHHBbIE IMpenaparbl B CUCTEME€ MOHHUTOPUHIA Ha
OCHOBaHHH 3JIEKTPOHHOM 3as1BKU, COJICPIKALLICH:

r1100aTbHBIA WACHTU(PUKAIIMOHHBIN HOMEp TOPTOBOM €TMHHIIEI,

HOMCPp PEruCTpafMOHHOTO YIAOCTOBCPCHUA M JAaTy PErucTpaiuu JICKAPCTBCHHOT'O IIp€liapaTra B
ToCyJapCTBEHHOM PEECTPE JIECKAPCTBEHHBIX CPEACTB.

OO0paboTka MOJYYEHHBIX CBEICHHH OCYLIECTBISAETCS B AaBTOMATUYECKOM pEXHUME IyTeM
¢dopMHpoBaHUS 3ampoca Ha TMOJY4YCHHE CBEJIEHHH O JIEKapCTBEHHOM IIpernapare W3 eIMHOU
rOCyJapCTBEHHON HH(OPMAIMOHHONW CHCTEMBI B cdepe 3IpaBOOXpaHEHHS WU WHPOPMALKUOHHOTO
pecypca, 00ecreunBaloIIero y4eT U XpaHeHHe JTOCTOBEPHBIX JAaHHBIX O TOBapax MO COOTBETCTBYIOIIEH
TOBAPHOW HOMEHKJIATypE.

34. CBeneHus, HpeAcCTaBisgeMble CyObEKTaMU OOpallleHUs! JIEKAPCTBEHHBIX CPEACTB B CHUCTEMY
MOHHUTOPHHTA MPU BBOJE B 000POT JIEKAPCTBEHHBIX MperapaToB, MPUBEIEHBI B MpuiiokeHnu N 3.

CBeneHus, MpeaCTaBIsieMble CyObeKTaMu OOpalleHHs JICKapCTBEHHBIX CPEICTB B CUCTEMY
MOHMTOPHHIA IIPU BBIBOJIE U3 000pOTa JIEKAPCTBEHHBIX IIPENApaTOB, IPUBEACHBI B IIpUIoKeHUH N 4.

35. B pamkax BBojJa B 0O0OpOT JIEKapCTBEHHBIX IpenaparoB Ha TeppuTopuu Poccuiickoit
Odenepanun, TPOU3BEIACHHBIX Ha Tepputopun Poccuiickoit deneparuu, CcyObeKT oOOpamieHus
JIEKapCTBEHHBIX CPEACTB, OCYUIECTBIAIOMUN (hacoBKy (YyHakOBKY) JIEKapCTBEHHOIO IIpermapaTra Hu
MapKUpPOBKY YIMAaKOBOK JIEKAPCTBEHHBIX MpENapaToB CPeACTBAMH HACHTU(UKALNU, JO MPEICTaBICHUS
CBEJICHUH O JaJbHEHIIMX OllepalusaxX € TAKUMU JIEKAPCTBEHHBIMH IIpElapaTaMy IPEJCTaBIsAET B
CUCTEMYy MOHMTOPHUHIA C HCIOJB30BAHUEM YCTPOWMCTBA PErUCTPAllMM OMHUCCHM  CBEJICHMS,
npenycMoTpeHHble MyHKToM | mpuioskenust N 3 k HactosimeMy [lonoxenuro.
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

(8 pen. IlocranoBnenwuii [Ipasurensctea PO ot 30.08.2019 N 1118, o1 29.11.2023 N 2027)

[Tpu ocymiecTBiaeHnn 0TOOpa 00pa3lloB JEKAPCTBEHHOTO MpenapaTa B paMKax KOHTPOJIS KauecTBa
MIPOU3BEACHHOTO JIGKAPCTBEHHOTO TpemnapaTa CyObeKT oOpalleHusi JIeKapCTBEHHBIX CPEJCTB,
OCYIIECTBISIONMI OTOOp 00pa3lioB JIEKapCTBEHHOTO Ipemnapara, MpPEeACTaBlIsSeT B  CHUCTEMY
MOHUTOPHHIA CBEJICHUS, ITPEAYyCMOTPEHHBIE TyHKTOM | npunoxxenus N 4 k Hacrosmemy [lonoxenuro.
(B pen. [Hocranornenus [IpaButensctBa PO ot 21.07.2020 N 1079)

AG3zan yrpatun cuiny ¢ 1 cenrabpst 2023 roma. - Ilocranosinenue I[IpaButensctBa P® ot
24.03.2023 N 468.

36. B pamkax BBoJa B 0O0OpOT JIEKApCTBEHHBIX IpEnaparoB Ha TeppuTopuu Poccuiickoit
®denepanun, MPOU3BEICHHBIX 32 MpeaenamMu Tepputopun Poccuiickoit deneparuu, cyObeKkT oOpalieHus
JICKApCTBEHHBIX ~ CPEJICTB, SBISIONIMKCS  JepXKaTeleM WU BJIAJIENbIEeM  PETUCTPAIHOHHOTO
yIIOCTOBEPEHHsI, WM IPEICTABUTEIBCTBO MHOCTPAHHOM OpraHM3allud Ha Tepputopun Poccuiickoit
Denepanuy, SBISIOMIEHCS JepXkKaTeleM WIN BIAENbleM PETUCTPAllMOHHOTO YAOCTOBEPEHUs, IpH
3aBEpILIEHUH MPOU3BOJICTBEHHON CTaJAMM YNAKOBKU (B ClIydae MapKUPOBKH MEPBUYHON YHMAKOBKH
JICKApCTBEHHOTO TMpernapara CpeACTBAMH HWACHTU(HUKAIMM - TPH 3aBEPUICHUU IPOU3BOICTBEHHOMN
cTaguu (PacoBKM) JIEKAPCTBEHHBIX MPETApaToOB MM MAapKUPOBKH YIIAKOBOK JIEKAPCTBEHHBIX MPENapaToB
CpeAcTBaMU HICHTU(UKAIIMN HA TaMOXXEHHOM CKJIaJie B COOTBETCTBHU C ab3ameM BTOPHIM ITyHKTa 4
Hacrosimero IlojoxeHus A0 NpeACTaBIEHUS CBEIEHUM O JalbHEHIINMX Omepalusx C TaKuMHU
JIEKapCTBEHHBIMHM ~IpenapaTaMM IpEACTaBISAI0OT B CUCTEMY MOHUTOPHHIAa C HCIHOJIb30BAHUEM
YCTPOMCTBA PErUCTPAllMM 3MHUCCHM CBEICHMSA, MPEIYyCMOTPEHHbIE NMyHKTOM 3 mpuiiokeHuss N 3 k
Hacrosuiemy [lonoxenuro.

(B pen. Ilocranosnenuii IlpaButensctBa P® ot 30.08.2019 N 1118, or 21.07.2020 N_1079, ot
29.11.2023 N 2027)

[Ipy MapkupoBKE YIIAKOBOK JIEKAPCTBEHHBIX IIpENapaToB CPeACTBAMU HACHTH(UKAIMK Ha
TaMO>KEHHOM CKJIaJile¢ B COOTBETCTBUHU C ab3aieM BTOpPHIM MyHKTa 4 HacTosmero [lomoxkenus cyObekt
oOpariieHus: TEKapCTBEHHBIX CPEJCTB, SBJISIONIMICS AepKaTeIeM WIH BIaJelblleM PEerUCTPAIMOHHOTO
YAOCTOBEPEHUS, WIH IPEACTABUTEIBCTBO HMHOCTPAHHOM OpraHu3aluu Ha Teppuropuu Poccuiickoit
denepaunn, SBISIOUICHCA JEpXKATEeM WIM BIAJCIbLUEM PETUCTPALMOHHOTO YAOCTOBEPEHUS, 10
MIPEACTABJICHUS CBEJCHUH, TPETyCMOTPEHHBIX a03arieM MEePBhIM HACTOSIIETO MyHKTa, IPEACTABIISIOT B
CHUCTEMY MOHUTOPHMHTA CBEACHHS, IpeaycMOoTpeHHbIe TyHKTOM 3(1) mpunoxkenus N 3 K Hacrosmiemy
Ilonoxkenuro.

(a63am BBeneH [locranosnenueM [IpaButenscta PO ot 21.07.2020 N 1079)

37. Tlpu BBO3e JEKapCTBEHHbIX TmpenaparoB B Poccuiickyro @eaepanuio T0OMyCKaeTcs
MIPEJCTaBIICHHE CBEICHHU B CHCTEMY MOHHTOpPHHra CyOBEKTOM OOpallleHUs JEKapCTBEHHBIX CPEJICTB,
OCYIIECTBIISIONINM OTTPY3KY JIEKapCTBEHHBIX TpenapatoB B Poccuiickyro denepariuto (nanee - mpsamMoit
MOPSAIOK TPEACTaBICHUS CBEIEHUN TMpPU BBO3€ JIEKApCTBEHHBIX IpemnapatroB B Poccuiickyto
Oenepanuio), WUIM CYOBEKTOM OOpalleHHs JEKapCTBEHHBIX CPEACTB, OCYIIECTBISIIOIIMM BBO3
JIEKapCTBEHHBIX MpemnapatoB B Poccuiickyro @enepanuio (nangee - oOpaTHBIA MOPAIOK MPEICTABICHUS
CBEJICHMU TpHU BBO3E JIEKAPCTBEHHBIX IMpemnapaToB B Poccuiickyro denepaiuio), 3a HUCKIIOUYCHHEM
cIydasis MAapKHPOBKHU YIIAKOBOK JICKAPCTBCHHBIX IIPCIaparoB CpeaACTBaAaMU I/II[eHTI/I(i)I/IKaIII/II/I Ha
TaMO>K€HHOM CKJIaZI€ B COOTBETCTBUHU C a63aueM BTOPBIM IIYHKTA 4 HaACTOAIICTO ITomoxxenns.

Pemenne o BbiOOpe HpsAMOro mopsjka MpPENCTaBICHHUsS CBEICHUH IIPU BBO3€ JIEKApCTBEHHBIX
npemnaparoB B Poccuiickyto @enepanuio 1160 0OpaTHOro Mopsaka NpecTaBieHns CBEACHUH IIpU BBO3€
JIeKapCTBEHHbIX mpenapatoB B Poccuiickyro dexepanuio MpUHUMAeTcs CyObeKTaMu OOpalieHus
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K n
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

JICKApCTBCHHBIX CPCACTB, IMPCACTABIAOIINMHA TAKUC CBEACHUA, CAMOCTOATCIIbHO.

B cnyuae BbIOOpa mpsMOro TOpsAKa TPEACTABICHUS CBEICHUN TPHU BBO3E JIEKAPCTBEHHBIX
npemapatoB B Poccuiickyto @enepanuio cyObeKT oOpaimieHus: JIEKapCTBEHHBIX CPEJICTB, SBIISIOIIUANCS
JepKaTeIeM WM  BIAACJIBLUEM PETUCTPAMOHHOIO  YAOCTOBEPEHHUS, WM NPEACTABUTEIHCTBO
MHOCTPAHHOW OpraHu3anuu Ha teppuropun Poccuiickoit denepannu, sSBISAIOMIECHCS Iep)KaTesleM WU
BIIQJICNIBIIEM PETUCTPAIMOHHOTO YJIOCTOBEPEHHs, B TeueHHe 45 paboumx JgHEH C JaThl OTIPY3KH
JIeKapCTBEHHBIX mnpenapaToB B Poccuiickyro denepanuio 10 AOCTaBKU JIEKAPCTBEHHBIX MPEMAPAaTOB B
MecTo TpuObITHS Ha Tepputopun Poccuiickoii deneparyivi U MpeACTaBICHUS CBEACHUNA O JaIbHEUITNX
omepauuax ¢ TaKUMU JIEKAPCTBEHHBIMHM MpenaparaMyd IPEACTaBISIIOT B CHCTEMY MOHUTOPHUHIA
CBEJICHUS, TIPEAYCMOTPEHHBIC MyHKTOM 4 npuiiokenust N 3 k HactoseMy [lomoxeHuto.

[Tpu 3TOM CyOBEKT 0OpallieHus JeKapCTBEHHBIX CPEACTB, OCYIECTBISIFOIINM BBO3 JIEKAPCTBEHHBIX
npemnaparoB B Poccuiickyro denepanuio, B TeueHUe 5 paboduux JHEH C AaThl JOCTABKH JIEKAPCTBEHHBIX
IpernapaToB B MECTO NMpHObITUA Ha Tepputopun Poccuiickoit dexepanyu M perucTpanyu B cUcTeMe
MOHUTOpPHHTA CBEIEHUH 00 OTrpy3ke JieKapcTBEHHBIX MpernapatoB B Poccuiickyro denepanuio 10
IIPEACTABICHUS CBEICHUM O JaJbHEHINUX Olepauusx C TAKUMH JIEKApCTBEHHBIMHU IIpenaparamu
IIOATBEPKIAET JOCTOBEPHOCTh CBEACHMM, COACPKALMXCS B CHUCTEME MOHHUTOPHHIA, ITyTEM
MIPEACTABJICHUS CBEICHUM B CUCTEMY MOHUTOPHHTIA, IIPEAYCMOTPEHHBIX MYHKTOM 7 mpuiioxeHus N 3 k
Hactosawmemy [lonoxenuro.

B ciydae BbiOOpa 0OpaTHOro mopsiika MpeICTaBlIEHUs CBEIEHHH IMPH BBO3€ JIEKApCTBEHHBIX
npernapatoB B Poccuiickyto  ®epepanmio  CyObEeKT OOpalleHUs JICKapCTBEHHBIX  CPEJCTB,
OCYIIECTBIISIONIUI BBO3 JICKAPCTBEHHBIX MpenapaToB B Poccuiickyro denepanuto, B TeueHue 5 pabodnx
IHEW C JaThl TOCTABKH JIEKAPCTBEHHBIX NPENapaToB B MECTO NMPHOBITHS Ha TeppuUTOpuu Poccuiickoit
Qenepani WM JAaThl 3aBepUICHHsS] arperupoBaHUs (B cllydae OCYILECTBICHHS arperupoBaHUs
JIEKapCTBEHHBIX IPENaparoB I0CIE UX JOCTaBKM B MECTO NPHUOBITHA Ha Teppuropuu Poccuiickoit
deneparyn) 10 NpeICTaBICHUS CBEIEHUN O MPUHATHU PELICHUs] TAMOKEHHBIMU OpraHaMu O BBIITyCKe
JICKapCTBEHHBIX MpPENapaToB Uil BHYTPEHHETo MOTPEOJICHUs MPECTABISET B CUCTEMY MOHMTOpPHHIA
CBEJECHMSI, IIPEyCMOTPEHHbIE ITYHKTOM 5 npuiioskeHus N 3 k HactosieMy [lonoxenuro.

[Ipu 3TOM CyOBeKT oOpaimieHus JEeKapCTBEHHBIX CPEJCTB, SBISIOMIUNACS JEp)KaTeieM WIN
BIIQJICNTBIIEM PETHCTPAIIMOHHOTO YJOCTOBEPEHUS, WA TPEICTABUTEIHCTBO HHOCTPAHHON OpraHu3aIiiu
Ha Tepputopun  Poccuiickoii ~ Denpeparuu, ABISIONICHCA — Jep)KaTelieM WM BJIAJICJNIbLIEM
PETUCTPAIIMOHHOTO YJIOCTOBEPEHMsI, B TEUYeHHE 5 paboumx IHEHl C JaThl PerucTpalud B CUCTEME
MOHUTOPHUHIa CBEJEHUM O BBO3€ JIEKAPCTBEHHBIX MpenapatoB B Poccuiickyio @Pepepanuio 10
MPEACTABICHUS CBEICHUM O JaJbHEUIIUX OIepalusx C TaKUMU JIEKAPCTBEHHBIMU Ipenaparamu
MOATBEPKIAIOT JOCTOBEPHOCTh CBEIEHUM, COACPKAIIUXCS B CHCTEME MOHHUTOPWHIA, MyTeM
MIPEACTABJICHUS CBEICHUM B CUCTEMY MOHUTOPHHTIA, IIPEAYCMOTPEHHBIX MYHKTOM 7 mpuiioxeHus N 3 k
Hacrtosemy [lonoxenuro.

Ho 1 wurong 2021 r. moaTBep:kKAEHHE IOCTOBEPHOCTU CBEACHMM, NMPEICTABISEMBIX B CHUCTEMY
MOHUTOPUHIAa TIPU BBO3€ JIEKAPCTBEHHBIX ImpenapatroB B Poccuiickyro @exaepanuio, BIOpaBe
OCYIIECTBIISITh CYOBEKT OOpamieHus] JIEKAPCTBEHHBIX CPEACTB, SIBISIONIUICS JepiKareiaeM WU
BIIQJIENIBIIEM PETUCTPAIIMOHHOTO yAOCTOBEPEHUS, MIIH TIPEICTABUTEIILCTBOM MHOCTPAHHON OpraHU3aIiiu
Ha Teppuropun Poccuiickonn =~ @enepanuu, —SBISIOIIEHCS — Iep)KaTelleM  WIW  BIAJENbIEM
PErUCTPAIIMOHHOTO YIOCTOBEPEHHUs, B COOTBETCTBHHM C a03alleM IIEeCTHIM HACTOSIIETO IMyHKTa WU
OMepaTop CUCTEMbl MOHUTOPUHIa MYT€M HPOBEPKM HaJU4Msi B CHUCTEME€ MOHMTOPHUHIA
3aperucTpUpOBaHHOTO UACHTU(HUKATOpa CyOBeKTa OOpaleHus JeKaPCTBEHHBIX CPEICTB, SBISIOMIETOCS
JepKaTesieM WIM  BIAACNBLIEM PErMCTPALMOHHOTO  YJIOCTOBEPEHHUS, WJIM IPEACTaBUTEIbCTBA
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

MHOCTPAaHHOW OpraHu3auuu Ha teppuropun Poccuiickonn @enepaunu, sBIAIOMIEHCS AepKaTeIeM WU
BJIJICNIbLIEM PETUCTPAILIMOHHOTO yIOCTOBEPEHHsI, a TAK)KE 3apETUCTPUPOBAHHOTO KOAA HJICHTU(DUKALIUU
WIA KOAAa WIACHTU(UKAMH TPETUYHOH (TPAHCIIOPTHOM) YHAKOBKH JIEKAPCTBEHHOI'O IIperapara, B
KOTOpPOM HaxXoAMUTCA 3TOT JIEKApCTBEHHBIM Ipemnapar (B cilydyae nepefadyd TPEeTUYHOH (TpaHCHOPTHOMN)
YIaKOBKHU JIEKAPCTBEHHOTO Mpenapara neiaukom). [lo pezynbratam Takoil IpoOBEPKU ONEPaTOp CUCTEMBI
MOHUTOPHHIAa C HCIOJb30BAHUEM (DYHKIMOHANAa CHCTEMbl MOHUTOPHHIA OTIPABISIET CYOBEKTY
oOpallleHns1 JIGKapCTBEHHBIX CPEJCTB, paHee OCYILIECTBUBIIEMY IPEACTaBIEHUE B CUCTEMY
MOHUTOPHHIA CBEACHUN O INPEAbIAYLICH ONepanyuu ¢ JICKapCTBEHHBIM IIPENapaToM, YBEIOMIICHUE O
IIPE/ICTABJICHUHN CBEJIECHUN B COOTBETCTBUM C ab3alleM IITHIM HAacTOSALIEr0 IYHKTa C YyKa3aHHUEM
CBEJICHUM, IPOBEPEHHBIX ONIEPATOPOM CUCTEMBI MOHUTOPHUHIA.

(a63ar BBeneH [Hocranornenuem Ipasutenscta PO ot 02.11.2020 N 1779)

[Ipy MapkupoOBKE YMNAaKOBOK JIEKAPCTBEHHBIX IIPENapaToB CpEeACTBAaMH HAECHTH(QHKALUKM Ha
TaMOXXEHHOM CKJIaJIe B COOTBETCTBUU C a03alieM BTOpBIM MyHKTa 4 Hactosero Ilomoxenus cyObekT
oOpalleHus: JeKapCTBEHHbBIX CPEJCTB, SIBISIOUIMICS JepKaTeiaeM WM BIaJeNbleM PerucTpaluoHHOTO
YAOCTOBEPEHUS, WIH IIPEACTABUTEIBCTBO HMHOCTPAHHOM OpraHu3aluu Ha Teppuropuu Poccuiickoit
denepanui, ABISTIOLIEHCS AepKaTeIeM WIH BIAJEIbLEM PETUCTPALIMOHHOTO yIOCTOBEPEHUS, B TEUCHUE
5 paGouux JHEHN Cc JaThl 3aBEpIICHUS MAapKUPOBKH YIMAKOBOK JIEKAPCTBEHHBIX MPENapaToB CpeaCcTBAMU
UACHTUDUKAIMM HAa TaMOXXCHHOM CKJIa/ie 10 MPEICTaBJICHUs CBEJCHUH O JaJbHEHIIMX ONEepalusax C
TaKUMU JIEKapCTBEHHBIMHM IIpenaparaMyd IPEJICTaBISIIOT B CUCTEMY MOHHMTOPHUHIA CBEJICHUS,
IIpelyCMOTPEHHbIE TYHKTOM 4 npuiioskeHus N 3 k HacTosieMy [lonoxenuro.

[Tpu 5TOM CyOBEKT OOpameHus JeKapCTBEHHBIX CPEJICTB, OCYIIECTBUBIIMK BBO3 JIEKAPCTBEHHBIX
npenaparoB B Poccuiickyto @enepannto, B TeueHue 5 pabouux THEH C JaThl PErHCTPAlUU B CHCTEME
MOHHUTOPHHTa CBEACHM, MpPeIyCMOTPEHHbIX a03alleM BOCBMBIM  HACTOSIIETO IyHKTa, JO
NIPEJCTABICHU CBEAECHUN O JaJbHEHIIMX onepauusx ¢ TaKUMHU JIEKAPCTBEHHBIMHU IIpernapaTtaMu
MOJTBEPXKIAaeT JOCTOBEPHOCTh CBEJEHHH, COAEp)KAIIMXCS B CHUCTEME MOHMTOPUHIA, IyTeM
IIPE/ICTABICHNSI CBECHUM B CUCTEMY MOHMTOPHHIA, IPELYCMOTPEHHBIX IIYHKTOM 7 mpuiokeHus N 3 k
Hacrosuiemy [lonoxenuro.

(B pen. Loctanosnenus Ilpasurenscrea PO ot 02.11.2020 N 1779)

HJo 1 wmroma 2021 r. mpu MapKHpOBKE YNAaKOBOK JIEKAPCTBEHHBIX IPENAPATOB CPEACTBAMHU
UACHTUGUKAIMM Ha TaMOXXEHHOM CKJIaJile B COOTBETCTBMM C a03alleM BTOPBIM IyHKTa 4 HACTOSILIETO
[TonoxxeHus npencTaBlieHHUe B CUCTEMY MOHUTOPHHIA CBEIEHUH B COOTBETCTBHM C ab3alleM BOCHMBIM
HACTOSIIETO IyHKTa BIIpaBe OCYIIECTBISATh CYOBEKT o0OpalleHHs JEeKapCTBEHHBIX CPEJCTB,
OCYILIECTBUBIIMI BBO3 JIEKAPCTBEHHBIX IpenapatoB B Poccuiickyro denepanuio, U MOATBEPKICHUE UX
JIOCTOBEPHOCTH BIIPABE OCYILECTBIATH ONEPATOP CUCTEMBbI MOHUTOPHHIA IyTEM NPOBEPKU HAIWYUSA B
CUCTEME MOHHUTOPHHIA 3aperUCTPUPOBAHHOIO UIACHTH(PHUKATOpPA CyObeKTa OOpalieHHs! JIEKAPCTBEHHBIX
CPEICTB, SABIIIOLLErOCA JAEpKATEIEM WM BIAACIbLEM PErMCTPalMOHHOIO YAOCTOBEPEHUS, WIIU
MPEACTaBUTENBCTBA NHOCTPAHHOW Opranu3alnuu Ha teppuropun Poccuiickon denepanuu, sABIsoLIencs
JepKaTelleM WIM BIIAJEIbLEM DPETUCTPALMOHHOIO YIOCTOBEPEHHUs, a TaKXKe 3aperuCTPUPOBAHHOTO
KOJa WACGHTH(PHKAIMKA WIM KoJa MIACHTU(UKAIUM TPETUYHOH (TPAaHCIOPTHOW) YHNAaKOBKH
JIEKapCTBEHHOI'O Npemnapara, B KOTOPOl HaXOAMUTCA 3TOT JIEKApCTBEHHBIN Mpenapar (B ciaydyae nepeaadu
TPETUYHOU (TPAHCIIOPTHOM) YNAaKOBKH JIEKApCTBEHHOTO MpernapaTa 1enukoM). [lo pesynbpratam Takoit
IIPOBEPKH ONEpaTop CUCTEMbl MOHUTOPHHIA C UCIOJIb30BaHUEM (DYHKIMOHAJIA CUCTEMbl MOHUTOPHHIA
OTIIPABIISIET CyOBEKTY OOpaIlleHUs JIEKapCTBEHHBIX CPEJCTB, paHee OCYILIECTBUBIIEMY IPECTABICHUE B
CUCTEMY MOHMTOPUHIA CBEICHMM O TMpPEIbIAYLIEH OIllepalid C JICKaPCTBEHHBIM IIPENapaToM,
YBEJOMIICHHE O IIPEJCTaBICHUU CBEJICHUN C YKa3aHUEM CBEACHMM, IIPOBEPEHHBIX OIIEPATOPOM CHUCTEMBI
MOHUTOPHHTA.

(a63ar BBeneH [Hocranosnenuem Ipasutenscta PO ot 02.11.2020 N 1779)
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(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

[Tonoxenus ab3aleB CeIbMOrO M JAECATOTO HACTOAIIETO IyHKTa HE pPAacCHpOCTPaHsSIOTCA Ha
JICKapCTBEHHbIC Ipenapartbl, MpeJHa3HaueHHble [UIg oOecreueHHsl JHl, OOJBbHBIX TeMOo(UIHeH,
MYKOBUCIII/I030M, rUNoQpU3apHEIM HaHU3MOM, 00J1e3HBI0 I'owe, 3JI0Ka4€CTBEHHBIMU
HOBOOOpa30BaHUSAMU JUM(OHUIHON, KPOBETBOPHOM U POJCTBEHHBIX KM TKaHEW, paccestHHbIM
CKJIEPO30M, T'€MOJINTUKO-YPEMHUUYECKUM CHHIPOMOM, FOHOIIECKHM apTPUTOM C CHCTEMHBIM HaudajoM,
Mykonosucaxapuao3om I, II u VI Tunos, amiacTuyeckoi aHeMueld HEYTOYHEHHOMW, HACIEICTBEHHBIM
nepuuutom ¢aktopoB Il (pubpunorena), VII (1abunbHoro), X (Crroapra - Ilpayspa), nur mocne
TPAHCILJIAHTALIMKA OPTaHOB U (WJIN) TKaHEM.

(a63am BBeneH [ocranosnenueM [Ipasurenscta PO ot 02.11.2020 N 1779)

IIpn coBeplIeHNH TaMOKEHHBIX OIEpalllii IIPU TAMOXKEHHOM JEKJIAPUPOBAHUU U TOMEILECHHUH
JIEKapCTBEHHBIX IPENapaToB MOJ] TAMOXEHHYIO MPOLEAYPY BbIIycKa JJIsi BHYTPEHHETO MOTPEOIeHUS
TaMO>KEHHBIA OpraH:

3alpaliMBaeT B CHUCTEME MOHHUTOPUHIA CBEICHMS O KOJA€ WICHTU(DUKAUK MIH KOJe
UACHTUGUKAIMM TPETUYHON (TPaHCIOPTHOM) YHAKOBKHM JIEKAPCTBEHHOIO IIpernapara, B KOTOPOH
HaXOJUTCsSI TaKOW JIEKAPCTBEHHBIN Ipernapar (B ciay4yae BBO3a TPETUYHOW (TPaHCIOPTHOM) yHakOBKU
JIEKapCTBEHHOI'0 Ipemnapara LENIUKOM), JJI OCYIIECTBICHHUS CBEPKM C JIaHHBIMM, YKa3aHHBIMH B
JeKJIapalyy Ha TOBaphI;
(B pen. [Hoctanopnenus [IpaButensctBa PO ot 24.03.2023 N 468)

mo 1 c¢despans 2021 r. B cinyuyae HemocTymieHus B EfuHYI0 aBTOMaTH3MPOBAHHYIO CHUCTEMY
TaMOXXCHHBIX OPraHOB 3aIlpallIMBaeMbIX B CHCTEME MOHHMTOpPUHIA CBEJCHUI O KoJe MICHTU(UKALUU
WIA KOAE WICHTU(UKAMK TPETUYHOH (TPAHCIIOPTHOM) YHAKOBKH JIEKAPCTBEHHOI'O IIperapara, B
KOTOpPOM HaXOJUTCS TaKOH JIEKapCTBEHHBIM Mpemnapar (B ciyyae BBO3a TPETHMYHOM (TpaHCHOPTHOM)
YIaKOBKHU JIEKAPCTBEHHOTO IMpernapaTa LEJINKOM), B TeYeHHe 2 4acoB pabouero BpeMEHHU TaMOXXEHHOTO
OopraHa ¢ MOMEHTa HaIpaBJIECHUS COOTBETCTBYIOLIETO 3aIllpoca, CBEPKAa C JAaHHBIMH, yKa3aHHBIMH B
JeKJIapallid Ha TOBaphl, He Mpou3BoAuTCs. Ilpu 3TOM OTCyTCTBME Takoil CBEpKM HE SBISETCS
MPETATCTBUEM IS BBITYCKA Il BHYTPEHHETO MOTPEOICHNS JIEKapCTBEHHBIX MPenapaToB;
(a63ar BBenen [locranosnenuem IIpaBurensctBa P® ot 02.11.2020 N 1779; B pen. ocranopnenus
[IpaButenbctBa PO ot 24.03.2023 N 468)

nepeaact B CHUCTEMY MOHHUTOpHHIa HAOaHHBIC O BBIIIYCKE [JII BHYTPCHHCTO HOTpe6J'IeHI/I${
JICKApCTBCHHBIX IIPCIIapaToOB.

[lpn BHeceHMM HM3MEHEHUI B CBEJIEHHS, YKa3aHHbIE B JEKJIapallid Ha TOBapbl, B TEYEHHE 5
pabouux AHEH mociie BHECEHUS] U3MEHEHHH B JIeKJIapalliio Ha TOBaphl TAMOXKEHHBIA OpraH rnepeaaet B
CHCTEMY MOHUTOPHHTA CKOPPEKTHPOBAHHBIE JAHHBIE O JIEKAPCTBEHHOM IIperapare.

(B pen. Locranosnenus IlpaBurenscrBa P® ot 24.03.2023 N 468)

[Ipu nepenadye mnpaB COOCTBEHHOCTH B 30HE TAMOXEHHOI'O KOHTPOJS Ha JIEKAPCTBEHHbBIE
Ipenaparsl, MOMEILEHHbIE M0/l TAMOXXEHHYIO MPOLEAypy TaMOXEHHOTO CKJIa/la, CyOBeKT oOpalleHus
JIEKapCTBEHHBIX CPEICTB, OCYILECTBISAIOUIMI BBO3 JIEKAPCTBEHHBIX IIpenaparoB B Poccuiickyro
@enepanyio, B TeyeHue 5 pabouux JHEH ¢ JaTbl OQOPMIIEHHS COOTBETCTBYIOIIUMX JOKYMEHTOB O
nepefaye mpaBa COOCTBEHHOCTH Ha JIEKapPCTBEHHBIC MpPEMaparhl 10 NPEACTABICHUS CBEIACHUN O
JANBHEUIINX ONEepalusax C JICKapCTBEHHBIMM IpENapaTaMy IPEACTaBIsSET B CUCTEMY MOHUTOPHHIA
CBEJICHNS, ITPEAYCMOTPEHHBIE ITyHKTOM 6 npuiokeHus N 3 k HacrosmeMy [lomoxenuto.

[Tpu 5TOM cyOBeKT 0OpalleHus JeKapCTBEHHBIX CPENICTB, KOTOPOMY OCYIIIECTBJICHA Mepeiada rnpan
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556
(pe T 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"p A. 0 o [ara coxpaHenus: 06.06.2025
06 yTBepxaeHuUU MNoNoXeHNs 0 CMCTEME MOHWUTOPUHTA...

COOCTBEHHOCTHM Ha JIEKapCTBEHHBIH Npenapar, MOMEIIEHHbI TOJ TaMOXEHHYIO MpoLeaypy
TaMOXXEHHOTO CKJIaJ1a, B TeUeHUe 5 paboumnx AHEH ¢ AaThl 0(OPMIIEHHUS] COOTBETCTBYIOUINX JOKYMEHTOB
0 Iepejaye ImpaBa COOCTBEHHOCTM Ha JIEKaPCTBEHHBIN Ipenapar W pPErucTpallid B CHUCTEME
MOHHUTOPHHTA CBGI[CHI/Iﬁ 0 NepCAaHHbIX JICKAPCTBCHHLIX IpCIliaparax A0 MPCACTaBJICHUA CBGILGHI/Iﬁ (6}
)I&J'IBHGﬁHII/IX ornepanugax € JCKAPCTBCHHBIMU IIp€riapaTaMu MNOATBEPKAACT AOCTOBCPHOCTH CBC)IGHI/II\/'I,
COJEp)KalIMXCsi B CHCTEME€ MOHHUTOPDMHIA, O IPUHUMAEMBIX JIEKapCTBEHHBIX IIpernaparax IIyTeM
IIPEICTABICHNS] CBECHUM B CUCTEMY MOHMTOPHHIA, IPELYCMOTPEHHBIX ITyHKTOM 7 mpuiiokeHus N 3 k
Hacrosuiemy [lonoxenuro.

[Ipy mnepemMelieHUM JEKAPCTBEHHBIX MpEeNapaToB MEXIAYy 30HAMH TaMOKEHHOTO KOHTPOJIA,
OCYIIIECTBIISIEMOM TIOCJI€ TIPUOBITHSA JIEKAPCTBEHHBIX IPENapaToB B MECTO TOCTaBKH, OMpPEIEIEHHOE
cyOBeKTOM 0OpaIeHus JISKapCTBEHHBIX CPEJICTB, OCYIIECTBIISIONIMM BBO3 JIEKAPCTBEHHBIX MPENapaToB
B Poccuiickyro ®enepanuio, B MEXIYHAPOJHBIX TOBAPHO-TPAHCIIOPTHBIX JOKYMEHTaX, CYOBEKT
oOpallleHusi JIeKapCTBEHHBIX CPEJICTB, OCYIIECTBISIONIMN BBO3 JIEKAPCTBEHHBIX MPENapaToB B
Poccwuiickyro denepainto, Uiam cyObeKT 0OpalieHusl IEKapCTBEHHBIX CPEJICTB, KOTOPOMY OCYIIECTBICHA
nepefadya mpaB COOCTBEHHOCTH Ha JICKApCTBEHHBIM Ipenapar, MOMEIICHHBIA I0J] TaMOXEHHYIO
MpoIeAypy TaMOKEHHOI'O CKJIaJga, B TE€YEHHUE 5 pabouumx OHEW C JaThl TAKOro TMepeMEIIeHUus: M0
MPEJICTABICHUSI CBEICHUN O JaJIbHEUIINUX OMEpaIUsAX C JIEKAPCTBEHHBIM IMPEMapaToM MPEICTaBISIET B
CHUCTEeMY MOHHMTOPHUHIA CBEICHHUS, MPEIYCMOTPEHHbIC MYHKTOM &8 mpujiokeHus N 3 K HACTOSIIEMY
Ilonoxkenuro.

Ao63ar1 yrpatun cuity ¢ 1 mapra 2024 roga. - [Tocranosnenue [Ipasurensctsa PO ot 24.03.2023 N

468.

[lpr mepemernieHNH JEKApCTBEHHBIX NpPENapaToB W3 30HBI TaMOXXEHHOTO KOHTPOJS CYOBEKT
oOpamieHusl JIGKAPCTBEHHBIX CPEJICTB, OCYIICCTBISIFOIIMN BBO3 JICKAPCTBEHHBIX MPEMapaToB B
Poccwuiickyro @eneparnuio, wim cyObeKT 00palieHus JeKapCTBEHHBIX CPEJCTB, KOTOPOMY OCYIIECTBIEHA
mepenadya MpaB COOCTBEHHOCTH Ha JIEKApPCTBEHHBIC NpEmaparhl, MOMEIICHHBIE M0J] TaMOXXCHHYIO
npoIenypy TaMOKEHHOTO CKJaja, B TE€YeHHE 5 pabouyux JHEeW C JaThl NMPUEMKH JIEKapCTBEHHBIX
npenapaTroB Ha (apMaleBTUYECKHH CKJIaJl M 3aBEpIICHUS TaMOKEHHON MpOLEAYypHl BBITYCKAa TOBapa
IUIET BHYTPEHHETrO TOTPeOJIeHUs] (MM C JaThl PEIIeHHUs O BBITYCKE JIEKAPCTBEHHBIX IPETapaToB s
BHYTPEHHETO MOTPEOICHUS, MPUHATOTO TAaMOXXCHHBIMH OpraHaMHt) JO TPEICTABICHUS CBEICHHUU O
TaJbHEHIINX OMepanusix C JICKapCTBEHHBIMHM NpernaparaMH HpEACTaBIseT B CUCTEMY MOHHTOPHHTA
CBEJICHHUS, TpeycMOoTpeHHbIe TyHKToM 10 npunoxenust N 3 x HacTosimemy [lomoxenuto.

(8B pen. ocranoBnenus IIpasutensctBa PO ot 24.03.2023 N 468)
(n. 37 B pexn. llocranosnenus [Ipasurenscta PO ot 21.07.2020 N 1079)

37(1). Yrpatun cumy c¢ 1 centsiops 2023 roma. - I[locranoBnenue IlpaBurensctBa PD ot
24.03.2023 N 468.

38. IIpu BBO3€ JieKapCTBEHHBIX IpenapatoB B Poccuiickyro denepanuio U3 rocyaapcTB - 4WICHOB
EBpa3uiickoro 3KOHOMHYECKOIO CO03a JOIMYCKAEeTCsl NPEJICTAaBICEHUE CBEACHHM B CUCTEMY
MOHHUTOPHHTAa CyOBEKTOM OOpalieHUs] JIGKAPCTBEHHBIX CPEJCTB, OCYIIECTBISIONIUM OTIPY3KY
JIEKapCTBEHHBIX MpenapaToB B Poccuiickyio denepanuio (nanee - npsMon MOPSIOK MPEACTaBICHUS
CBEJICHUI TP BBO3€ JIEKAPCTBEHHBIX MpernapaTtoB B Poccuiickyio denepannio U3 rocy1apcTB - YICHOB
EBpasuiickoro »KOHOMHUYECKOTO COI03a), WM CYOBEKTOM OOpalieHusi JIEKapCTBEHHBIX CPEJICTB,
OCYIIECTBIISIONIUM IPUEMKY Ha (hapMalleBTHUECKU CKJIaJ] JIEKApCTBEHHBIX IPENapaToB Ha TEPPUTOPUU
Poccuiickoit ®enepaumu (nanee - OOpaTHBI MOPSAOOK TMPEACTaBICHHUS CBEICHHN TIpU BBO3E
JIeKapCTBEHHBIX mpenapatoB B Poccuiickyro ®denepanuio U3 rocyaapcts - wieHoB EBpasuiickoro
SKOHOMHUYECKOTO COI03a).
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K n
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

Pemenne o BbIOOpe HpsMOro mopsjaka MpPEICTaBICHHUS CBEJCHUN IpPU BBO3E JIEKApCTBEHHBIX
npenapatoB B Poccuiickyro denepannio M3 rocylapcTB - 4ja€HOB EBpa3uiiCKOro 3KOHOMHYECKOIO
coro3a 1100 0OpaTHOro MOpsAIKa MPEICTABICHUS CBEICHUN IMPU BBO3E JIEKAPCTBEHHBIX IPENApaToB B
Poccniickyro ®enepannio U3 TOCyAapcTB - WIEHOB EBpPasuiCKOro SKOHOMHYECKOIO COO3a
MPUHUMAETCS CyObeKTaMu OOpallleHusl JIeKapCTBEHHBIX CPEACTB, MPEICTABISIONIMMH TaKHe CBEICHUS,
CaMOCTOSITEIIBHO.

B ciydae BbIOOpa mpsiMOro mopsiaka INPEACTaBIECHUS CBEIEHHHM IMpH BBO3€ JIEKApCTBEHHBIX
npenaparoB B Poccuiickyro denepanuio U3 rocyaapcrB - WICHOB EBpa3suiiCKOro 3KOHOMHUYECKOTO
COI03a CyOBEKT OOpallleHHs JEKApCTBEHHBIX CPEACTB, SIBISIOIIUIICA JepikaTeleM WIM BIaJelbleM
PErMCTPAllMOHHOTIO  yJAOCTOBEPEHUS, WIH IPEACTaBUTEIBCTBO HWHOCTPAHHOM OpraHu3alid  Ha
Tepputopun Poccuiickoir @eneparuu, sSBISIOMIEHC IepKaTeIeM WIN BIIAJEIbLIEM PETHCTPALOHHOTO
yIIOCTOBEpEHHs, B TeYeHHe 5 pabouux JHEH C JaThl OTTPY3KHM JIEKAPCTBEHHBIX IpErnapaTtoB B
Poccuiickyro @enepanuio M3 TOCYIapcTB - YJIEHOB EBpasuiiCKOro 3KOHOMHYECKOIO COO3a J0
NIPEACTABICHUS CBEACHUM O JNaJbHEHINUX Olepauusx C TAKUMH JIEKapCTBEHHBIMHU IIpenaparamu
IIPEICTABIISIOT B CUCTEMY MOHUTOPHHIA CBEJIEHUS, IIPELyCMOTpEHHbIE TyHKTOM 11 mpuioskenus N 3 k
Hacrosuiemy [lonoxenuro.

[Ipu sTOM CyOBEKT oOpallieHus JEKapCTBEHHBIX CPEACTB, OCYIIECTBISIONIMM NpUEeMKYy Ha
(apmalnieBTHUECKUN CKJIaJl JIGKAPCTBEHHBIX IpenapaTtoB Ha Tepputopuu Poccuiickoit denepauuu, B
TeueHue 5 pabouux AHEW ¢ JaThl MPUEMKHU JIEKAPCTBEHHBIX MPENapaTroB W PETUCTPALUU B CHCTEME
MOHUTOpPHHTa CBEJEHUIl 00 OTrpys3Ke JeKapCTBEHHBIX mpemnapatoB B Poccuiickyro denepanmio u3
rocy/1apcTB - WIEHOB EBpa3uiickoro 3»KOHOMHUYECKOIO CO03a 1O IIPEJICTaBICHMsI CBEIEHUN O
JAJbHENIINX OlepalusX C TaKUMH JIEKapCTBEHHBIMM IIpernapaTamMH IMOATBEPKIAeT J1OCTOBEPHOCTH
CBEICHMI, COJEpXKAIIUXCS B CHUCTEME MOHHUTOPHHIA, MyTeM IPEJICTaBICHUSI CBEICHUM B CHCTEMY
MOHHUTOPHHTA, IPEAYCMOTPEHHBIX MYHKTOM 7 mpuiokeHus: N 3 k HactosimemMy [lonoxenuro.

B ciydae BbiOOpa 0OpaTHOrO mHoOpsiiKa MpeICTaBIEHUs CBEIEHHH IMPH BBO3€ JIEKApCTBEHHBIX
npenapatoB B Poccuiickyro denepannio M3 rocylapcTB - 4ja€HOB EBpa3uiiCKOro 3KOHOMHYECKOIO
coroza CyObeKT oOpalleHus JIEKapCTBEHHBIX  CPEJCTB, OCYILECTBILIIOIIMM  NPHEMKYy Ha
(hapManeBTHYECKUI CKJIaJ] JIEKApCTBEHHBIX IMpenapaTtoB Ha Tepputopun Poccuiickoit dexepannu mpu
BBO3¢ B Poccuiickyro ®Penepanno U3 rocyJapcTB - 4wieHOB EBpa3HiicCKOro 3KOHOMHYECKOrO COK03a, B
TeuyeHue 5 pabouux JHEeH ¢ AaThl IPUEMKH JIEKAPCTBEHHBIX IPENapaToB /10 NPEACTABICHUS CBEIEHUN O
JAJIBHEHIINX ONEpPAalMAX € TAaKMMHM JIEKapCTBEHHBIMM IIpenapaTaMHM IPEACTAaBIAET B CUCTEMY
MOHMTOPHHIA CBEAECHHUS, IPETYCMOTPEHHbIE MyHKTOM 12 npunoxenus N 3 k HacroseMy [lonoxenuto.

[Ipu sTOM CyOBEKT oOOpamieHHs JEKApCTBEHHBIX CPEJICTB, SBISIIOIIMICS JAepiKaTelieM WId
BJIAJIENIBIIEM PETMCTPALIMOHHOTO YAOCTOBEPEHHUS, WIN MPEICTABUTEIBCTBO MHOCTPAHHOM OpraHu3auu
Ha Teppuropun Poccuiickonn =~ @enepanuu, —SBISIOIIEHCS — Iep)KaTelleM  WIW  BIAJENbIEM
PETrUCTPAIMOHHOIO yIOCTOBEpEHHsI, B TeUeHHe 5 pabouyMx AHEH C JaThl PErucTpaluu B CHCTEME
MOHUTOPHHIA CBEJIEHHH O NMpHEMKe Ha (apMaleBTUYECKHH CKJaJ JIEKAPCTBEHHBIX INpenapaToB Ha
Teppuropun Poccuiickoin ®Penepauuu 10 IPEACTABICHUS CBEACHUN O NAIBHEHINUX Ollepalusax ¢
TaKMMH JICKaPCTBEHHBIMU IIpenapaTaMy MOATBEPKAAIOT JOCTOBEPHOCTb CBEICHUM, COACPKALIUXCS B
CHUCTEME MOHUTOPHUHTIA, ITyTEM IIPEACTABICHNS CBEACHUN B CUCTEMY MOHUTOPHHIA, IIPELYCMOTPEHHBIX
nmyHKTOM 7 npunoxxkenus N 3 k HacrosmeMy [lonoxenuto.

Ho 1 wuronss 2021 r. moATBEpKACHUE TOCTOBEPHOCTH CBEICHUM, MPEICTABISEMBIX B CUCTEMY
MOHHUTOPHHTA MPH BBO3€ JIEKAPCTBEHHBIX MpemapaToB B Poccuiickyto denepaiuio w3 rocyaapcTB -
4JIeHOB EBpa3miickoro H»KOHOMHUYECKOTO COI03a, BIIPaBE OCYMIECTBIATh CyOBEKT oOparieHus

www.consultant.ru CrpaHvua 33 u3 83
HafeXHasa npaBoBas noaaepXxka


https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

JEKapCTBEHHBIX  CPEJICTB, SBISIIOMIMICA  JepXaTelleM WM  BIAJeNblleM PEruCTPalrOHHOTO
yIIOCTOBEpEHHsI, WJIM IPEICTaBUTEIbCTBOM HMHOCTPAHHOM OpraHM3alliu Ha TeppuUTopuu Poccuiickoit
QDenepanyn, SBISIOLICHCS JAep)KaTeleM WIM BIAACIbIEM PEruCTPAMOHHOTO YIOCTOBEPEHHUS, B
COOTBETCTBUH C a03alleM IIECTHIM HACTOSIIErO IMyHKTa WM ONepaTop CHCTEMBbl MOHHUTOPHHTA ITyTeM
MPOBEPKH HAJIMYUS B CHCTEME MOHHTOPWHTA 3apETUCTPUPOBAHHOTO WACHTH(PHUKATOpa CyOBEKTa
oOpallleHus JIEKapCTBEHHBIX CPEJCTB, SIBJISIOIIECTOCS JepyKaTesieM WM BIAAENblEM PEeruCTPAMOHHOTO
yIOCTOBEPEHUS, WJIM TMPEACTAaBUTENHCTBA WHOCTPAHHOW OpraHM3aluu Ha Teppuropuu Poccuiickoit
deneparyy, SBISIOMICHCS AepiKaTelleM WM BIaJeNIbLEM PEerUCTPAMOHHOTO YIOCTOBEPEHUs, a TaKxkKe
3apETUCTPUPOBAHHOTO KOJa WIACHTU(UKAIMKN WIH KOAA MACHTU(PHUKAIMUA TPETHUYHOW (TPaHCIIOPTHON)
YIaKOBKH JIEKAPCTBEHHOTO TIperapara, B KOTOPOH HaXOIUTCS ATOT JIGKAPCTBEHHBIN Mpenapar (B cirydae
neperayd TPETUYHOM (TPaHCHOPTHOW) YMAKOBKH JIEKAPCTBEHHOIro Ipemapara uenukom). [lo
pe3ysbTaTaM TakKoil MPOBEPKH OINEpaTop CHCTEMbl MOHUTOPUHIA C MCIOJIb30BAaHMEM (DYHKIIMOHAIIA
CUCTEeMbl MOHUTOPUHTA OTIPaBIsSeT CYOBEKTy oOpalleHusi JEeKapCTBEHHBIX CPEICTB, paHee
OCYILIECTBHMBILEMY TPEACTaBICHUE B CHUCTEMY MOHUTOPHHIA CBEIACHUN O MpenblIylei omepaunuu c
JICKApCTBEHHBIM TIPETapaToM, yBEIOMJICHHE O IMPEICTaBICHHHM CBEACHUN B COOTBETCTBHM C al3alem
MSATBIM ~ HACTOSAIIETO IyHKTA, C YyKa3aHHUEM CBEJCHWH, MPOBEPEHHBIX OIEPaTOPOM CHUCTEMBI
MOHHUTOPHHTA.

(a63ar BBeneH [locranornenuem IpaButenscta PO ot 02.11.2020 N 1779)

[TonoxxeHus ab3ama ceIbMOT0 HACTOSIIETO IMyHKTAa HE PACHpPOCTPAHSIOTCS Ha JIEKApCTBEHHBIE
npernaparsl, MpeJHa3sHaueHHbIE s oOecledeHus JHl, OOJBHBIX TreMo(puiIned, MyKOBHUCIIHIO30M,
runogu3apHbM HAHU3MOM, Oo0Jie3HbIO [ ole, 3710Ka4ecCTBEHHBIMH HOBOOOPA30BaHUSAMH JIMM(POUTHOH,
KPOBETBOPHOW MW POJICTBEHHBIX MM TKaHEH, pacCesHHBIM CKJIEPO30M, T'€MOJUTHKO-YPEMHUUECKUM
CHUHJIPOMOM, IOHOIIIECKUM ApTPUTOM C CHCTEMHBIM HaudajioM, Mykomnojucaxapuao3om I, II u VI tunos,
arIacCTUYEeCKOW aHeMHEW HEYyTOYHEHHOMW, HacieacTBeHHBIM nedunmtoM (aktopoB Il (dbubpuHOreHa),
VII (mabunsHoro), X (Crroapra - [Ipayspa), 111l nocie TpaHCIUIAHTALUU OPTraHoB U (WJIM) TKaHEH.
(a63am BBeneH [ocranosnenueM [IpaBurenscta PO ot 02.11.2020 N 1779)

(n. 38 B pexn. [locranosnenus [Ipasurenscta PO ot 21.07.2020 N 1079)

38(1). Yrparun cumy c¢ 1 centsiops 2023 roma. - I[locranoBnenue IlpaBurensctBa PD ot
24.03.2023 N 468.

39. CeeneHusi, MpelCcTaBIsieMble CYOBEKTaMH OOpAICHUS JICKAPCTBEHHBIX CPEICTB B CHUCTEMY
MOHHUTOPUHTa TIPU  OCYINECTBICHHUH ONEpalii ¢ TPETUYHOH (TPAHCHOPTHOM)  yIaKOBKOH
JIEKapCTBEHHOTO TIperapaTa, MPUBEACHbI B MPUIOKEHUH N 5.

(. 39 B pen. Hocranosnenus [IpasutensctBa PO ot 20.03.2020 N 311)

40. Ilpu oOCYLIECTBIEHUHM arperupoBaHUsl JIEKAPCTBEHHBIX IPENapaTroB, HUMEIOUIMX OJWH
rJ100aNbHBIA MAEHTU(UKAIIMOHHBIA HOMEp TOPrOBOM €IUHHIIBI M OJWH HOMEpP IPOM3BOJCTBEHHON
cepuy, CyOBEKT OOpallleHHsl JICKapCTBEHHBIX CpPEICTB HAHOCUT Ha TPETUYHYIO (TPAaHCHOPTHYIO)
YIaKOBKY JIEKApCTBEHHOI0 MpemnapaTa KoJ HACHTU(PHUKAIMU TPETUYHOH (TPaHCIOPTHOM) YHNaKOBKH
JIEKAPCTBEHHOI'0 IIperapara U IPEICTaBlIIeT B CUCTEMY MOHUTOPHMHIA CBEACHM, IPEIyCMOTPECHHbIE
nyHkToM | npunoxkenus N 5 k HactosmeMy [lonoxkeHuro, 10 NMpeaCcTaBICHUSI CBEICHHUM O TabHEUIIINX
ONepalysIX ¢ TAKUM JIEKAPCTBEHHBIM IIPENAPATOM.

(B pen. IlocranoBnenuit IlpaButensctBa P® ot 20.03.2020 N 311, or 21.07.2020 N_1079, ot
24.03.2023 N 468)

41. IIpu pachopMUpOBaHMM TPETUYHOM (TPAaHCIOPTHOM) YHMaKOBKH JIEKAPCTBEHHOI'O Ipernaparta,
U3BSATHM JIEKAPCTBEHHBIX MPENapaToB M3 TPETHUYHON (TPAHCHOPTHOM) YMAKOBKH JIEKApCTBEHHOTO
npenapara, JOIOJHUTEIbHOM BJIOYKEHUH JIEKAPCTBEHHBIX NPENApaTOB B TPETHUUHYIO (TPAHCIOPTHYIO)
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
(pea. o 24.04.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

YIaKOBKY JIEKapCTBEHHOI'O Ipernapara CyObeKT OOpallleHUs JeKapCTBEHHBIX CPEACTB MPEACTaBISET B
CHUCTEMY MOHUTOPHUHIA CBEACHHUS, IPEAYCMOTPEHHBIE MyHKTaMHU 2 - 4 nipuioxkeHuss N 5 K HacTosIeMy
ITonoxxeHnto, 10 NMPENCTABICHUS CBEICHUN O NaJbHEHIIUX OIEpalusAX C TaKUMU JIEKapCTBEHHBIMHU
IpernapaTamMy Uid TPETUYHOH (TpaHCIIOPTHOI) yIaKOBKOI JIEKapCTBEHHOIO IIpenapaTa.

(. 41 B pen. [locranosnenus [Ipasutenscta PO ot 21.07.2020 N 1079)

42. CeneHusl, IpeAcTaBiIsieMble CyObeKTaMu OOpallleHHs JIEKAPCTBEHHBIX CPEJICTB B CHCTEMY
MOHUTOPHHTa IpU 000pOTE€ U BHYTPEHHEM IMEpPEMELICHUN JIEKapCTBEHHBIX MPENapaToB, MPUBEAEHBI B
npuiokeHuu N 6.

43. CyObekT oOpamieHusi JIGKAPCTBEHHBIX CPEICTB, OCYIICCTBISIONINN  MEepeMeIIeHue
JIEKapCTBEHHBIX MPENapaToB MEXy aJIpeCaMU MECT OCYIIIECTBIEHUS AESITEIbHOCTU COIIACHO JIMLIEH3UH
(c yyeToM TakKMX BHJOB JESATEIbHOCTH, KaK [POU3BOJCTBO  JIEKAPCTBEHHBIX  CPEJNCTB,
(dapmanieBTHUECKass  ACSATENBHOCTb U JIEATEIBHOCTH 1O O00OpOTY HApPKOTUYECKUX CPEJNCTB,
MICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB, KYJIbTUBUPOBAHUIO HAPKOCOACPKAIIUX PACTEHUI) U (MIIH)
(dapmalleBTHUECKUMHU CKIIaJlaMH, B TeueHHWe 5 pabouux aHeH ¢ (pakTHUecKod AaThl MepeMelieHUs
JIEKapCTBEHHBIX IIPENapaToB [0 NPEJICTaBICHUS CBEACHHUH O JAJIbHEHIIMX OIEpaluaX € TaKUMH
JIEKapCTBEHHBIMU IpernapaTaMH NpPeICTaBiIseT B CUCTEMY MOHUTOPHHIA CBEJICHUS, MPEIyCMOTPEHHBIE
nyHKToM | nmpunoxxenust N 6 k HactosmeMy llomoxenuto.

(. 43 B pen. [Hocranosnenus [IpaButensctBa PO ot 20.03.2020 N 311)

44. Ilpu nepenade JeKapCTBEHHBIX MpPENapaToB MEXIy cyObeKTaMH OOpalleHHs JeKapCTBEHHbIX
CPEACTB JIOMyCKaeTcs NpEeACTaBICHUE CBEJCHUH B CHUCTEMY MOHUTOPHHIa CyOBEKTOM OOpalieHHs
JIEKapCTBEHHBIX CPEJCTB, OCYLIECTBIIIOIIMM II€peaayy JIEKapCTBEHHBIX MpenaparoB (Aajee - MpsMoi
MOPSAJIOK MPEJICTaBICHUs CBEACHUN NMpU 000pOTE JIEKAPCTBEHHBIX IPENapaToB), WM IPEICTaBICHUE
CBEJCHMH B CHCTEMy MOHMTOpPMHra CyOBEKTOM  OOpalleHHs JIEKapCTBEHHBIX  CPEJNCTB,
OCYILECTBIIAIOLUIMM IPUEMKY JIEKAPCTBEHHBIX MPENnaparoB (Aajee - 0OpaTHbIA MOPSIOK MPEICTABICHHS
CBEJIEHUI NpH 000pOTE JEKApCTBEHHBIX IPENapaToB), 3a MCKIIOYEHHUEM IPE/ICTaBICHUS CBEJICHHH B
CHUCTEMY MOHHUTOPUHIAa TpH O00OpOTE JIEKAPCTBEHHBIX IIpPErapaTroB, BKIIOYEHHBIX B IIE€PEYCHb
JIEKapCTBEHHBIX CPEACTB JJISl MEAULIMHCKOIO IPUMEHEHHUS, [TOIIEKALUX [TPEAMETHO-KOJINYECTBEHHOMY
y4eTy, YTBEpPXKAA€MbIil yNOJIHOMOYEHHBIM (eepaabHbIM OPraHOM HCIIOJHUTEIBHON BIACTH B
cooTBeTCTBUM co cTarthel 58.1 denepanbHOro 3akoHa "OO oOpallleHHWHU JIEKApCTBEHHBIX CPEACTB", U
OTITyCKAaEMBIX 110 peLenTy Bpaya.

(8B pen. lloctanoBnenus IIpasutensctea PO ot 06.07.2024 N 922)

Pemenne o BpIOOpEe MpsSMOTO MOpPSAKA MPEACTABICHUS CBEACHU MPH 000POTE JIEKAPCTBEHHBIX
npenaparoB JuO0 OOpaTHOrO TOpPsAKAa MPEACTaBICHHUS CBEACHUH NHpU 000pOTE JIEKAPCTBEHHBIX
MIpermapaToB MPUHUMACTCS CyObeKTaMU OOpaIIeHUs JICKaPCTBEHHBIX CPEJICTB, TIPEICTABIISIONINMA TaKUe
CBEJICHMSI, CAMOCTOSITEJIBHO.

ITpu obGopoTe neKapCTBEHHBIX IMPENApaToB, BKIIOYEHHBIX B MEPEUCHb JIEKAPCTBEHHBIX CPE/ICTB
IUIE MEJULMHCKOTO MPUMEHEHUs, MOUIekKAIUX MPEeIMETHO-KOJNUYECTBEHHOMY YUYeTy, YTBEpKIaeMblit
YIOJIHOMOYEHHBIM (hefiepalibHbIM OPraHOM MCIIOJHUTEIBHOIN BJIACTH B COOTBETCTBHM CO cTaTheit 58.1
®enepanpHOro 3akona "OO oOpalieHuH JEKapCTBEHHBIX CPEACTB', M OTIyCKAEMBIX 110 PEILENTy Bpaya,
CyOBeKThl OOpamieHHsi JIEKAPCTBEHHBIX CPEICTB, OCYHIECTBISIOMIAE OOOPOT TAaKUX JIEKApPCTBEHHBIX
MpernapaToB, MPEICTABISIOT CBECHHUS B CUCTEMY MOHHTOPWHTA TI0 TPSIMOMY TOPSIIKY TPEICTaBICHUS
CBEJIEHUI IIpU 000pOTE JEKAPCTBEHHBIX MPENapaToB B COOTBETCTBUU € a03allaMU YETBEPTHIM U IISITHIM
HACTOSILEr0 MMyHKTA.
(8B pen. ocranoBnenus IIpasutensctBa PO ot 06.07.2024 N 922)
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

B ciywae BbIOOpa mpsIMOTo MOpSIKA MPEICTaBICHHs CBEIEHUN MpU 000pOTE JIEKapCTBEHHBIX
mpemapaToB  CyOBEKT OOpallleHHsl JIEKQpCTBEHHBIX  CPEACTB, OCYIICCTBISIONIMN  Tepenady
JIEKapCTBCHHBIX MPEMapaToB JIPYroMy CYOBEKTYy OOpalleHus JIEKapCTBEHHBIX CPEACTB B paMKax
IPaXXTaHCKO-TIPABOBBIX OTHOIIEHUH, B TEYCHWE OJHOTO pabodero JHSA ¢ (PaKTUUICCKOW JTAThl OTTPY3KH
JIEKApCTBEHHBIX TPEnapaToB MPEACTABISICT B CUCTEMY MOHHTOPWHTA CBEICHUS, TPEIYCMOTPECHHBIC
nyHKkToM 2 npuiioxkenus N 6 k Hactosiiemy [loyoxenuro.

[Tpu >TOM CyOBEKT OOpalleHHs JIeKapCTBEHHBIX CPEACTB (3a HMCKIIOYEHHEM 000COOIEHHBIX
MOJIpa3/ieIeHuil MEAMLIMHCKUX OpraHu3alMid, pacloJIOKEHHBIX B CEIbCKMX HACENIEHHBIX ITYHKTaX),
OCYIIECTBIISIIOUINIA TPUEMKY JIEKApPCTBEHHBIX MpENapaToB OT JPYyroro cyoOwbekTa oOpameHus
JIEKApCTBEHHBIX CPEACTB B paMKaxX TI'pakIaHCKO-TIPAaBOBBIX OTHOIIEHHH, B T€YCHHWE OJHOTO padodero
JIHSL ¢ JaThl MIPUEMKH JIEKAPCTBEHHBIX MPENapaToOB U PETUCTPAllMM B CHCTEME MOHUTOPHHIA CBEACHUI
00 OTrpy’KEHHBIX JEKapCTBEHHBIX Ipenaparax wid B TedeHue 30 pabouux AHEH ¢ JaThl NPHUEMKH
JIEKapCTBEHHBIX IIPENapaToB B CIy4yae BO3BpaTa JIEKapCTBEHHBIX IPENapaTroB [0 IPEICTaBICHUS
CBEJICHUN O JalIbHEHIIUX OIEpalMsaX C TaKUMH JICKApCTBEHHBIMU IIpelapaTaMy IOATBEPXKAACT
JIOCTOBEPHOCTD CBEJICHUM, COAEPIKAIUXCSA B CUCTEME MOHUTOPHHIA, ITyTEM IPEACTaBICHUS CBEICHUN B
CHUCTEMY MOHMTOPHUHIA, IPEIYCMOTPEHHBIX ITyHKTOM 4 npuinoxeHust N 6 k HacrosmeMy llonoxenuto.
(B pen. Loctanosnenus IlpasurensctBa P® ot 06.11.2024 N 1498)

B ciyuae BbIOOpa 0OpaTHOro MOpsijika MPEACTaBIECHUS CBEJCHUH IpU 000pOTE JEKapCTBEHHBIX
IpernapaToB CyOBEKT OOpalleHusi JIEKAPCTBEHHBIX CPEACTB (32 MCKIIOYEHHEM 000COOIEHHBIX
MOJIpa3/ieIeHuil MEAMLIMHCKUX OpraHu3alMid, pacloJIOKEHHBIX B CEIbCKHX HACENIEHHBIX ITYHKTaX),
OCYIIECTBIISIIOUINIA TPUEMKY JIEKApCTBEHHBIX IpENapaToB OT JPYyroro cyobekTa oOpameHus
JIEKApCTBEHHBIX CPEACTB B paMKaxX I'pakIaHCKO-TIPAaBOBBIX OTHOIIEHHH, B T€YCHHWE OJHOTO padodero
JTHS € JaThl NPUEMKH JIEKapCTBEHHBIX INpernaparoB uiu B TeueHue 30 1gHEH ¢ JaThl NMPUEMKHU
JICKapCTBEHHBIX IpernapaToB B cily4yae BO3BpaTa JIEKAPCTBEHHBIX IIpenapaToB O MpeACTaBICHUS
CBEICHUI O JanbHEHWIIMX ONepauusX € TaKUMH JIEKapCTBEHHBIMHM IpernapaTaMu HpeiCTaBiseT B
CUCTEMY MOHUTOpPUHIA CBEACHMS O MPHUHITHIX JEKapCTBEHHBIX Ipenaparax, IpelyCMOTPEHHbIE
nyHkToM 3 npunoxenust N 6 k Hactosmemy llonoxenuto.

(B pen. Loctanosnenus Ipasurenscrea PO ot 06.11.2024 N 1498)

[Ipu »TOM CyOBEKT oOOpalieHusi JEeKapCTBEHHBIX CPEJCTB, OCYLIECTBUBIIMNA Iepenady
JICKapCTBEHHBIX IpENapaToB JPyroMy CyOBEKTy OOpallleHus JIEKapCTBEHHBIX MPENapaToB B PaMKax
I'pakJaHCKO-TIIPABOBBIX OTHOILEHUH, B T€UEHHE OJHOTO paboyero JHS ¢ JAaThl PETUCTPALMU B CHCTEME
MOHUTOPHHIA CBEICHUN O NMPUHATHIX JICKAPCTBEHHBIX IIperapaTax, HO 10 IIPEACTABICHUS CBEICHUN O
JAIBHEHIINX ONEPAlMIX C TaKUMM JIEKAPCTBEHHBIMU IIperiaparaMM IOATBEPKIAET JOCTOBEPHOCTH
CBEJICHUH, COAEPIKALIUXCS B CUCTEME MOHUTOPHHTA O IIEPEAAHHBIX JIEKAPCTBEHHBIX IIpenaparax, IyTemM
MIPEACTABJICHUS CBEJICHUM B CUCTEMY MOHUTOPHHTIA, NPEAYCMOTPEHHBIX IMYHKTOM 4 npuiioxeHus N 6 k
HacTosawmemy [lonoxenuro.

O6ocobneHHble TONpa3feNieHusT MEAMIMHCKUX OpraHM3allfii, paclONOXKEHHbIE B CEIbCKHX
HACEJEHHBIX MYHKTaX, MOATBEPKIAIOT JOCTOBEPHOCTh CBEJACHUM, COJEPKALIUXCS B CHCTEME
MOHUTOPUHTA, W TMPEACTABISIOT B CUCTEMY MOHUTOPHHIA CBEJICHUS O TMPUHATHIX JIEKAPCTBEHHBIX
mpermapaTax B COOTBETCTBUU C a03allaMU IATHIM U MISCTHIM HACTOSIIETO IMyHKTa B TeueHue 30 paboumx
JTHEH CO JTHS MPUEMKH JIEKAPCTBEHHBIX TIPETIapaToB.

(B pen. [Hocranornenus [IpaButensctBa PO ot 06.11.2024 N 1498)

HOI[TBGP)KI[CHI/IG AOCTOBCPHOCTU CBGHCHHﬁ, NpeaACTaBIACMBIX B CHUCTEMY MOHHUTOpPHUHIA IIPU
060p0Te JICKAPCTBCHHBIX IIPCIIApaTOB, BIIPABC OCYHICCTBIIATH Cy'6’b€‘KT O6paH_ICHI/I$I JICKApCTBCHHBIX
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K n
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

CPEACTB, OCYILECTBHMBILMI Iepenady JIEKapCTBEHHBIX IpenapaToB APYroMy CyOBEKTy oOpalieHHs
JICKapCTBEHHBIX CPEJICTB B PaMKax I'PakJaHCKO-TIPAaBOBBIX OTHOIICHHH, B COOTBETCTBMU C ab3alem
CElIbMbIM HACTOSIIET0 IyHKTA WJIM ONEpaTop CHUCTEMbl MOHUTOPUHIA IIyTEM IIPOBEPKHU HAIUYUS B
CHUCTEME MOHUTOpPUHIA KOJa UACHTU(DUKALMM WIH KOJa MIEHTU(PUKALNUN TPETUYHOHN (TpaHCHOPTHOMN)
YIaKOBKHU JIEKAPCTBEHHOI'O Mpernapara, B KOTOPO HaXOAUTCS 3TOT JIEKapCTBEHHBIN Mpernapat (B cirydae
nepeayu TPEeTUYHOHN (TPaHCIOPTHOM) YIAaKOBKH JIEKAPCTBEHHOI'O MpernapaTa LEeJINKOM), B OTHOLIEHUU
JIEKapCTBEHHBIX MPENapaToB, BJIaJeNIbLEeM KOTOPBIX, MO JAaHHBIM CHUCTEMbl MOHHUTOPUHIA, SIBIISETCS
yKa3aHHbII CyOBbEeKT oOpalleHus IeKapCTBEHHBIX cpeAcTB. [1o pe3ynbTataM Takoil MpoBEepKH ONepaTop
CHCTEMbI MOHUTOPHHTA C UCTIOIB30BaHUEM (DYHKIIMOHAJIA CHCTEMbl MOHUTOPHHTA OTIPABIISAET CYObEKTY
oOpallleHusi JIEKapCTBEHHBIX CPEJCTB, paHee OCYIIECTBUBIIEMY MpPEACTABIEHUE B CHCTEMY
MOHHUTOPHMHTA CBEJIEHUI O NpeblIyliell Onepaluu C JIGKAPCTBEHHBIM MpEnapaTtoM, yBEIOMIIEHHE O
IIPEJCTABICHUN CBEJECHUNH B COOTBETCTBUM C a03alleM ILIECThIM HACTOALIEr0 IMyHKTa C YKa3aHUEM
CBEJ/ICHUI1, IPOBEPEHHBIX ONEPATOPOM CUCTEMBI MOHUTOPUHTA.

[Tonoxenus ab3ama JEBATOrO HACTOSILIETO IyHKTa HE PACIPOCTPAHSIOTCS HAa JIEKAPCTBEHHBIE
npernaparsl, MpeJHasHauYeHHbIE s OOecledYeHus JHI, OOJBHBIX TreMo(puiIned, MyKOBHUCIIHIO30M,
rurnogu3apHbIM HAHU3MOM, O0JIe3HBI0 [ ole, 3710Kka4ecCTBEHHBIMH HOBOOOPA30BaHUSIMH JIMM(POUTHOH,
KPOBETBOPHOW W POJICTBEHHBIX MM TKaHEH, pacCesHHBIM CKJIEPO30M, T'€MOJIUTHKO-YPEMHUUECKUM
CHHJPOMOM, FOHOIIECKUM apTPUTOM C CUCTEMHBIM HauyajoM, Mykonoaucaxapuno3zoMm I, II u VI tunos,
aruIacTUYecKol aHeMHeW HEeyTOYHEHHOH, HacienCTBeHHBIM AedurutoM dakropoB Il (ubpunorena),
VII (mabunbHoro), X (Crroapra - [Ipayspa), 111l mocie TpaHCIUIAHTALUU OPTraHoB U (MJIM) TKaHEeH.

IIpu mepenade JeKapCTBEHHBIX IMPENAPATOB, OTHOCSIIMXCS K OJHOW IMPOU3BOACTBEHHON CEpUH,
MEXIy CyOBeKTaMH 0OpaIeHusl IEKapCTBEHHBIX CPE/ICTB B PaMKaX I'PakIaHCKO-TIPABOBBIX OTHOIICHUH
OpraHW3alMM, OCYIIECTBIISIONIME ONTOBYIO TOPrOBJIIO JEKAPCTBEHHBIMU CpeacTBamMu, B TedueHue 10
pabounx aHe ¢ (pakTHUeCKON AaThl OTIPY3KH BCEX JIEKAPCTBEHHBIX MPENapaTroB, OTHOCSIIUXCS K
OJTHOM TIPOM3BOJACTBEHHON CEpUU M TPOAOIDKAIOIIUX HAXOAUThCS B 000poTe (JIE€KapCTBEHHBIE
npernapaTtsl He JOJDKHBI OBITh BBIBEACHBI U3 000pOTa CyOBEKTOM OOpAaIeHHs JIEKAPCTBEHHBIX CPEJICTB,
OCYIIECTBIISIOIUM OTIPY3KY JIEKAPCTBEHHBIX IPENapaToB), HAIMPABIAIOT B CHUCTEMY MOHMTOPHHIA
CBeZeHMsI, ITpeycMOoTpeHHble MyHKTOM 4(1) npunoxxenus N 6 k HacTosmemy [lonoxenuro.

IIpu 3TOM 1aTOM OTIpy3KHM BCEW MPOU3BOJACTBEHHOM CEPUM CUUTAETCSA OJHA U3 CIEAYIOIINX J1aT:

JmaTa OTTPY3KH BCEHl MPOM3BOACTBEHHOHN CEepUM JIEKapCTBEHHBIX IPENapaToB B paMKax OIHOU
OTTPY3KH;

JaTa OTIPY3KH OCTAaTKOB JIEKAPCTBEHHBIX IIPENApaToB, OTHOCAIIMXCS K OIpEAeIeHHON
IIPOU3BOJICTBEHHON CEPHM, B CIIydae €CJIM JIEKapCTBEHHbIE IIPENapaThl 0JIHOM NPOM3BOACTBEHHON cepun
OTrpy’KaJIUCh HECKOJIBKUMHU MAPTUSIMU B Pa3HOE BPEMSI.

(1. 44 B pen. [locranosnenus [IpasurensctBa PO ot 24.03.2023 N 468)

44(1). Ilpm mepenmavue (¢denepaibHBIM OpraHaM  HCIOJHUTEIBHOW  BJIACTH, OpraHam
rocyAapCTBEHHOU BIAcTH cyObekToB Poccuiickoit @enepaliyii 1 yIOJIHOMOYEHHBIM UMU OpTraHU3aIUsIM
JIEKapCTBEHHBIX MPENapaToB, 3aKyMaeMbIX JUIsl HYXKJ OOOpOHBI CTPaHBI U OE30MACHOCTH TOCYIapCTBa,
OKa3aHHUsl TyMaHWTapHOW IOMOIIH, JIMKBUJAUMUHU I[OCIEACTBUM  YpPE3BbIYAWHBIX  CHUTYAllUH,
KpYITHOMACIITAaOHBIX aBapvil M WHIUIACHTOB NPHUPOAHOTO M TEXHOTCHHOTO XapakTepa, B LETAX
WCKJTFOYCHHSI BO3MOKHOCTH PACKPBITHSI CBEJICHHM, OTHECEHHBIX K TOCYIapCTBEHHOW TailiHE, CyOBEKT
oOpallieHus IEKapCTBEHHBIX CPEJCTB, OCYIIECTRISIONINN Mepelady TaKhX JIEKapCTBEHHBIX IPENnapaTosB,
B T€YCHHE 5 pabounx JHEH ¢ JaThl (HaKTUUECKOM OTrpy3KH JIEKAPCTBEHHBIX MIPEMapaToB MPEACTABISET B
CUCTeMY MOHUTOPHUHTA CBEJCHUS O BBIBOJIC JIEKAPCTBEHHBIX MPEMapaToB U3 000pOTa, 3a UCKIIOUECHUEM
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KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
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n_mn

CBEJICHUH, MPEAYyCMOTPEHHBIX nmoanyHkTaMu "t" u "x" - "u" mynkra | npunoxenus N 4 Kk HacToseMy
[TonoxeHnuto.

(B pen. IlocranoBnenuit IlpaButensctBa P® ot 20.03.2020 N 311, or 21.07.2020 N 1079, or
24.03.2023 N 468)

A0G3zary yrpatun cuny ¢ 1 centsaops 2023 roma. - I[locranoBnenue IIpaBurensctBa PO ot
24.03.2023 N 468.

44(2). CyObekT obOpaleHus JTeKapCTBEHHBIX CPEACTB, BBHIMOTHSAIOMUN (QYHKIIMH 110 ayTCOPCUHTY
npu  mepefade CcyObekTaM oOpalieHHuss JIeKapCTBEHHBIX CPEICTB, OCYIIECTBISIONIUM OTITYCK
JIEKapCTBEHHBIX TperaparoB OECIUIATHO WM CO CKUAKOW MO PElEenTy Ha JIGKAPCTBEHHBIC MpEnaparhl,
JIEKApCTBEHHBIX IMPENapaToB, 3aKyMaeMbIX JUIsi 00ECIIeUeHUs] TPAKIAH 3a CUET CPENCTB (ernepaaTbHOro
OropkeTa U (Wn) cpeAcTB O10KeTOB CyOBekTOB Poccuiickoit denepanun, B TeueHue 1 pabodero JHS C
(aKTHUYECKOW NaThl OTIPY3KH JIGKAPCTBEHHBIX IIPENapaToB MPEJCTABISET B CHUCTEMY MOHUTOPHHIA
CBEJICHUSI, IIPEyCMOTPEHHBIC TyHKTOM 6 mpuiioskeHust N 6 k HactosieMy [lomoxkeHuro.

[Ipu 3TOM CyOBEKT oOOpalieHHs JEeKapCTBEHHBIX CPEJICTB (3a HMCKIIOYEHHEM 000COOICHHBIX
MOJpa3/IeIeHuii MEAMLIMHCKUX OpraHU3alMid, PACIOJIOKEHHBIX B CEIbCKHX HACEIICHHBIX ITYHKTaX),
OCYIIECTBIISIONINIA TMPUEMKY TaKWX JICKApCTBEHHBIX IpEnapaToB, B TeueHHe | paboyero THS C AAThl
MPUEMKH JICKapPCTBEHHBIX TIPENapaToB M PErHCTPAllMd B CHCTEME MOHUTOPHHTA CBEIEHHH 00
OTIPY’KEHHBIX JIEKAPCTBEHHBIX IIperapaTax 0 MPEICTaBICHHUS CBEICHUN O JaJbHEHIINX ONEpaIsx C
TaKMMHU JIEKAPCTBEHHBIMU MpenapaTraMH IOATBEPKIAET JOCTOBEPHOCTh CBEACHUH, COIACpPIKAIINXCS B
cHUCTeMEe MOHHUTOPUHTA, IyTeM MPEICTaBICHHUS CBEACHUH, MPEyCMOTPEHHBIX MYHKTOM 4 MPHIOXKEHHS
N 6 k Hacrosmemy Ilonoxenuto.

(B pen. [locranosnenwuii [IpaButensctBa PO ot 18.12.2020 N 2166, ot 06.11.2024 N _1498)

O0oco0sieHHbIE MOApa3AEICHUs MEIUIUHCKMX OpraHu3alvid, pacrolOoXKEeHHbIE B CEIbCKUX
HACeJICHHbIX IyHKTaX, IOJTBEPKIAOT JOCTOBEPHOCTh CBEJIEHHH, coJep)Kalluxcs B CHCTEME
MOHUTOPHHIA, B COOTBETCTBUU C ab3alleM BTOPHIM HACTOALIETO IMyHKTa B TeueHue 30 pabouux qHEH co
JTHS IPUEMKH JIEKaPCTBEHHBIX IIPENapaToB.

(a63ar BBenen [locranosnenuem IIpaBurensctBa P® ot 18.12.2020 N 2166; B pen. [locranopneHus
[IpaButensctBa PO ot 06.11.2024 N 1498)
(1. 44(2) BBeneH [locranopnenuem IlpasurensctBa PO ot 21.07.2020 N 1079)

45. CyObekT oOpalleHus JIeKapCTBEHHBIX CPECTB, OCYLIECTBISAIONIMNA KOHTPAKTHOE (TIOAPSAIHOE)
MIPOM3BOJICTBO JICKAPCTBEHHBIX IpenapaTtoB Ha Tepputopuu Poccuiickoit denepanmu, npu nepenaue
JICKapCTBEHHBIX MpenapaToB (TOTOBOW MPOAYKIMH) CYOBEKTy oOpallleHHs JeKapCTBEHHBIX CPEICTB,
SBIISIOIIEMYCSI  3aKa3YMKOM TaKOr0 KOHTPAKTHOTO (TOAPSAHOTO) MPOM3BOJCTBA, JHOO CyOBEKT
oOpallleHus1 JIEKApCTBEHHBIX CPEACTB, SBISIOLIMICS 3aKa3uMKOM KOHTPAKTHOTO (IIOAPSIHOIO)
MIPOM3BOJICTBA, OCYIIECTBISIOUINI BO3BpaT JIEKAPCTBEHHBIX IIpernaparoB CyObeKTy oOpalleHus
JIEKapCTBEHHBIX CPEACTB, OCYLIECTBUBIIEMY KOHTPAKTHOE (MOAPSAIHOE) MIPOU3BOJCTBO JIEKAPCTBEHHBIX
IIpernaparoB, B Te4eHUe 5 pabounx JHEH ¢ 1aThl Nepeaayy JIEKapCTBEHHBIX MpenapaToB MPEICTABISET B
CHUCTEMY MOHUTOpPHHIA CBEICHMSI, IPEIyCMOTPEHHBIE MyHKTOM 5 MpuiokeHHsa N 6 K HacTosieMmy
IonoxeHuto.

(B pen. Locranosnenus IlpaBurenscrBa P® ot 24.03.2023 N 468)

[Tpu 3TOM cyOBEKT 0OpalieHHs JeKapCTBEHHBIX CPE/ICTB, SBISIOLINIICS 3aKa3UNKOM KOHTPAKTHOTO
(moApsAAHOrO) MPOU3BOACTBA JIEKAPCTBEHHBIX IPENapaToB, JUO0 CyObeKT oOpalleHHs JIEKapCTBEHHBIX
CPeACTB, OCYLIECTBUBLIMM KOHTpakTHOE (IOApPAJHOE) MPOM3BOJACTBO (B Ciydyae BO3BpaTa
JICKApCTBEHHBIX IpernapatoB CyOBEKTOM OOpamieHus JIEeKapCTBEHHBIX CPEJACTB, SBISAIOIIUMCS
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3aKa34MKOM KOHTPAKTHOTO (TIOIPSIHOTO) MPOM3BOJCTBA JIEKAPCTBEHHBIX NpENaparoB), B TEUCHHE 5
pabouux JHEW ¢ IaThl MIPUEMKH JIEKAPCTBEHHBIX MPENapaToB U PErHCTpalliid B CUCTEME MOHUTOPUHTA
CBEJICHUI O TMepelaHHBIX JIEKAPCTBEHHBIX MpernapaTax [0 IMPEICTaBICHHsS CBEICHUH O NalbHEHIINX
OlepanusAX C TaKUMH JIEKAPCTBEHHBIMH IIperapataMd TOATBEP)KIAET JIOCTOBEPHOCTh CBEICHUIA,
COJICpKAITMXCS B CHUCTEME MOHHTOPMHTAa O TIEpEIaHHBIX JIEKAPCTBEHHBIX TIpernaparax, IyTeM
NPEACTaBICHNS CBEACHHUH B CHCTEMY MOHHTOPHHIA, ITPEIYCMOTPEHHBIX IyHKTOM 4 mpuioxeHust N 6 k
HacrosueMy [lonoxeHuto.

(8B pen. locranoBnenus IIpasutensctBa PO ot 24.03.2023 N 468)

46. CyObekr oOpamieHHus JICKapCTBEHHBIX CPEICTB (32 HCKIIOYEHHEM 000COOJICHHBIX
MO/Ipa3JeJIeHNil MEIUIUHCKUX OpraHU3aluii, paclOJOXKEHHBIX B CEJIbCKUX HACEJNEHHBIX IyHKTaX),
OCYIIECTBIISIIOIIUN BBIBOJ U3 00OpOTa JIEKAPCTBEHHBIX IMpEnaparoB (3a HCKIOYEHHEM BBIBOJA W3
o0opoTa JIeKapCTBEHHbIX IpernapaToB IyTEM BbIBO3a paHee BBe3eHHbIX B Poccuiickyro deneparuu
JIEKapCTBEHHBIX IIPENapaTOB, YHUYTOKEHUS JIEKAPCTBEHHBIX IIPEMNApaTOB, IIOMELIEHHBIX 0]
TaMOKEHHYIO0 TIPOLEAYPY YHHMUYTOKEHHUS, BBIBO3a JIEKAPCTBEHHBIX IIPENapaToB, MapKHUPOBAHHBIX
CpeAcTBaMU UACHTU(HUKAINH, 32 TPEAesbl TAMOKEHHON TeppuTOpuu EBpa3uiickoro 5KOHOMHYECKOTO
CO03a, TIOMEUICHHBIX M0 TAMOXXEHHYIO MPOLEAYpYy IKCIOPTA, WIH Mepeaaynd Ha YHUUTOKEHHE paHee
BBEJICHHBIX JIGKAPCTBEHHBIX TIperapatoB B TpaxJaHCKUM 000poT Ha Tepputopun Poccuiickoit
®enepanun), B Te4eHUue 5 pabouux JHEH ¢ AaThl COOTBETCTBYIOLIEH ONEpaly WM C AaThl PUEMKH
JIEKapCTBEHHBIX NpenapaToB Ha (apMaleBTUYECKUH ckiaf (MpH BBIBOJE M3 000pOTa JIEKAPCTBEHHBIX
IIPENapaToB B 30HE TAMOXXEHHOI'O KOHTPOJS) MPEACTABIAET B CHCTEMY MOHUTOPUHIA CBEICHUSA,
IpeycMOTpeHHbIE yHKTOM | npuiioskenus N 4 k HactosieMy [lonoxenuro.

(B pen. [locranosnenwuii [IpaButenscrBa PO ot 18.12.2020 N 2166, ot 06.11.2024 N _1498)

O6ocobneHHble TONpa3fesieHus MEAMIMHCKUX OpraHM3allif, paclolOXKeHHbIE B CEJIbCKUX
HaCeJICHHbIX IIyHKTax, B TeueHue 30 pabouux JHEH co JHSI COOTBETCTBYIOLIEH ONepanuy NpeacTaBisoT
B CHCTEMY MOHHUTOPHHIA CBEIEHUs, NPEIyCMOTPEHHbIE MyHKTOM | mpuiiokeHust N 4 K HacTosIIeMY
IonoxeHuro.

(a63ar BBenen [locranosnenuem IIpaBurensctBa P® ot 18.12.2020 N 2166; B pen. [locranopneHus
[IpaButensctBa PO ot 06.11.2024 N 1498)
(1. 46 B pen. [locranosnenus [Ipasutenscta PO ot 21.07.2020 N 1079)

47. CyObexkT oOpallleHusl JIeKapCTBEHHBIX CPEJICTB, OCYLIECTBISIOIMN BBIBOA U3 000poTa
JIEKapCTBEHHBIX IIPENapaToB IIyTEM YHMUYTOKEHUS JIEKAPCTBEHHBIX IPENapaToB, MOMEILIEHHBIX 0]
TaMOKEHHYIO TIPOLEAYPY YHHMUYTOKEHHUS, BbIBO3a JIEKAPCTBEHHBIX IIPENapaToB, MapKHUPOBAHHBIX
CpeAcTBaMU UACHTU(HUKAINH, 32 TPEAesbl TAMOKEHHON TeppuTOpuu EBpa3uiickoro 5KOHOMHYECKOTO
COI03a, MOMEUICHHBIX 0]l TAMOKCHHYIO MPOLEAYPY IKCIOPTA, MPEICTABIAECT B CUCTEMY MOHMTOPUHIA
CBEJICHUs, MPEAYyCMOTPEHHbIE MYHKTOM 2 npuioxkeHus N 4 k Hacrosmemy [lonoxenuto, B TeueHue 5
pabouux JHEH ¢ 1aThl COOTBETCTBYIOLIEH onepanuu.

(. 47 B pen. [loctanoBnenus [Ipasurenscrea PO ot 21.07.2020 N 1079)

48. CyObexkT oOpalleHusi JIeKapCTBEHHBIX CPEJICTB, OCYIIECTBISIOMIMN BBIBOA U3 000poTa
JIEKapCTBEHHBIX IIPENapaToB IyTeM NIEpeauM JIEKapCTBEHHBIX PENapaToB HA YHUUTOKEHHUE, B TCUCHHE
5 pabouux AHEW ¢ JaThl MepeAayd Ha YHUUYTOXKEHHE JEKApCTBEHHBIX MpenaparoB /0 MPEACTaBICHUS
CBEJICHHUI O (paKTe YHUUYTOXKEHHS JIEKAPCTBEHHBIX MPENapaTtoB MPEACTABISIET B CUCTEMY MOHUTOPHHTA
CBEJIEHUs, IIPELyCMOTPEHHbIE ITyHKTOM 3 npuiiokeHust N 4 k HactoseMy [lonoxenuro.

Ilo wutoram YHUYTOKCHHA JICKAPCTBCHHBIX IIPCIIApaTOB CYGLGKT O6paIlIeHI/I$I JICKApCTBCHHBIX
CpCAacCTB, OCYH_ICCTBI/IBIJ_II/Iﬁ nepeaadqy JICKAapCTBCHHBIX IMPCIIApaTOB HAa YHHYTOKCHHC, B TCUCHUC 5
pa60tmx ﬂHefI C JaTbl MOJYYCHHUS aKTa 00 YHUYTOKCHHUU TPECACTABIIKICT B CUCTCMY MOHHUTOpPHUHIA
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CBCACHUA, IIPEAYCMOTPCHHLBIC ITYHKTOM 4 MMPUITOKCHUS N4k HACTOALICMY ITonoxeHuto.

49. CyObexT oOpalleHusi JIeKapCTBEHHBIX CPEJICTB, OCYIICCTBISIOMMN BBIBOA U3 000poTa
JIEKapCTBEHHBIX IIPENapaToB NOMELIEHUEM [0/l TaMOXEHHYIO IPOLEAYPY pPEIKCIopTa, B TEYEHHE S5
pabounx [HEH co JAHA BBINYCKAa JIEKAPCTBEHHBIX IIPENaparoB B COOTBETCTBUH C TaMOKEHHOM
MPOLEAYPOH PpEIKCIopTa NPEACTaBIIeT B CHUCTEMY MOHHUTOPHHIa CBEJIEHUS, IPEAyCMOTpPEHHbBIE
nyHkToM 2 npuioxenus N 4 k Hacrosmemy [losoxenuro.

(1. 49 B pen. [loctanosnenus [IpaBurensctea PO ot 24.03.2023 N 468)

49(1). CyObexT oOpamieHus JIEKapCTBEHHBIX CPEACTB, OCYIIECTBISIONINN BBIBOA M3 000poTa
JIEKapCTBEHHBIX IIPENapaToB IPHU BbIBO3€ JIEKAPCTBEHHBIX IIPEMAapaTOB B TOCYJAapCTBa - HIEHBI
EBpa3uiickoro 3KOHOMHYECKOI'O COI03a B paMKaX TpPaHCIPAaHUYHOM TOProBIM Ha TaMOXEHHOMU
Tepputopuu EBpa3zuiickoro 3KOHOMHYECKOTO CO03a, B TeueHue S5 pabouux AHEH C AaTbl OTTPY3KU
JIEKapCTBCHHBIX IIPENapaToB IPEACTABIAECT B CHUCTEMY MOHMTOPHMHIA CBEICHMS, IPELYyCMOTPEHHBIC
nyHKTOM 5 npusnioxxenust N 4 k HactoswmeMy [lonoxeHuto.

(m. 49(1) BBenen [locranosnenuem [IpaBurensctBa PO ot 24.03.2023 N 468)

50. IIpu ocymiecTBICHUM TOBTOPHOTO BBOAA B 00OPOT JIEKApCTBEHHBIX IMPENApaToOB CYOBEKT
oOpallleHus1 JIeKapCTBEHHBIX CpPEJICTB B TEYeHHE 5 pabouux JHEH C JaThl YKa3aHHOW omepanuu
MPEACTABISIET B COOTBETCTBUM C WHCTPYKLUHEHW, NPELYCMOTPEHHOW ITyHKTOM 32 HacCTOSIIETO
IlonoxxeHus1, B cCUCTEMy MOHMTOPHHIA CBEACHHUs, NIPEAYCMOTPEHHBIE ITyHKTOM 14 npunoxenus N 3 k
HacTosAwmemy [lonoxenuro.

(. 50 B pen. llocranosnenus ITpaBurensctBa PO ot 24.03.2023 N 468)

51. CyOBexTsl OOpaleHusl JIEKapCTBEHHBIX CPEJICTB, OCYILECTBISIONINE PO3HUYHYIO TOPTOBIIIO
JIEKapCTBEHHBIMU TIpenapaTaMu U OTIIYCK JIEKAPCTBEHHBIX IPErnapaToB CO CKUIKOM IO pelenty Ha
JIEKapCTBEHHbIE ITperapaThl, MAPKUPOBAHHBIX CPEACTBAMU UJICHTU(DUKALIMHU, TPEJICTABIISIIOT CBEACHUS O
BBIBOJIE U3 000pOTa JIEKAPCTBEHHBIX MPENAPATOB C UCIIOIb30BAHUEM KOHTPOJIbHO-KACCOBOI TEXHUKH.

[Tepenaya nHGOpMAIIUU B CUCTEMY MOHUTOPHHTA O JIEKAPCTBEHHBIX IperapaTax, BHIBEICHHBIX U3
o0opoTa cyObeKTaMH 0OpalleHus JIEKAPCTBEHHBIX CPEJICTB, HE MPUMEHSIOIIUMHU KOHTPOJIbHO-KACCOBYIO
TEXHUKY WIM MPUMEHSIOIMMMHU KOHTPOJIbHO-KACCOBYIO TEXHHMKY B PEXHMME, HE INPEeayCMaTpUBAIOILEM
o0s13aTenpHON Nepeiaun (PUCKaIbHBIX JOKYMEHTOB B HAJIOTOBBIE OpraHbl Yepe3 oneparopa GUCKaIbHbIX
JAHHBIX, B CIy4asx, yCTAaHOBJIECHHbIX PDenepanbHbIM 3aKOHOM "O NPUMEHEHHH KOHTPOJIBHO-KAaCCOBOM
TEXHUKH TMpU OCYIIECTBICHHM pacueToB B Poccuiickoit ®dexpeparuu", NpOU3BOIUTCS TaKUMHU
cyOBbeKTaMu OOpalleHHs] JeKapCTBEHHBIX CpPEICTB C UCIHOJIb30BaHUEM (PYHKIIMOHAIA CHCTEMBI
MOHHUTOPHHTA.

CyOBeKThl 0OpalieHus JeKapCTBEHHBIX CPEICTB, OCYIIECTBIISIONINE MEAUIUHCKYIO AEATEIbHOCTD
U BBIBOJl M3 000pOTa JIEKAPCTBEHHBIX ITPENapaToB NMPH OKa3aHUH MEIUIIMHCKON ITOMOIIM, a TaKKe
CcyOBEeKThI 00pallleHus JIEKapCTBEHHBIX CPEJCTB, OTIYCKAOIINE JIEKApCTBEHHBIE MpenapaTsl OecIIaTHO
[I0 pelenTy Ha JIEKAPCTBEHHBIE Mpenaparhl, NPeACTaBIsAI0T UHGOPMAIMIO B CUCTEMY MOHMTOpPHUHIA O
BBIBOJIE M3 000pOTa JIEKapCTBEHHBIX IpEenapaToB IyTeM OTIYCKa JIEKAPCTBEHHBIX IPENaparoB
OecIulaTHO MO pPEeLEenTy Ha JICKapCTBEHHbIC Ipernaparbl WM OTIyCKa NPH OKa3aHUM MEIUIIMHCKOM
IIOMOLIM C MCHOJIb30BAHUEM PETUCTPATOPOB BBIOBITHS, NPEACTABISIEMBIX OINEPATOPOM CHUCTEMBI
MOHUTOPHHTA.

OcHameHne CyOBEeKTOB OOpalleHHs JIGKQPCTBEHHBIX CPEJACTB, OCYIICCTBIISIFOIIUX BBIBOJ U3
000poTa JEKapCTBEHHBIX MpernaparoB NpU OKa3aHUM MEIUIIMHCKOW MOMOIIM WJIM IyTEeM OTITyCKa
OecrIaTHO JIEKapCTBEHHBIX MpPENapaToB MO pPElenTy Ha JIEKApCTBEHHBIC Mpenaparthl, perucrpaTopaMu
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K n
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

BBIOBITHSI OCYIIECTBIISIETCS OMEPATOPOM CHUCTEMbl MOHHUTOPHHTA Ha 0O€3BO3ME3JHON OCHOBEe. B memsx
TAKOTO OCHAIICHUS CyOBEKThI OOPAIICHHUS JICKAPCTBEHHBIX CPEICTB 3aKIIIOYAIOT C OIIEPATOPOM CUCTEMBI
MOHUTOPHHTA JOTOBOPBI, B TOM YHCIIC COJACPIKAIINE YCIOBHS MPEIOCTABICHUS TAKOTO 000PYI0BaHUS U
€ro perjiaMeHTHOTo 00CITy)KMBaHUS Ha 0€3B03ME3THOI OCHOBE.

TunoBas GopMa Takux TOTOBOPOB yTBEPKAaeTCss MUHHCTEPCTBOM MPOMBIIIJIEHHOCTH ¥ TOPTOBJIH
Poccuiickoit denepariumn.

B cnyuae HepaOOTOCIIOCOOHOCTH pETHUCTpaTopa BHIOBITHS, MOATBEPKICHHON YBEIOMIICHHUEM,
HanpaBsIeMbIM CyOBEKTOM OOpaIleHUs! JIGKAPCTBEHHBIX CPEJICTB ONEPAaTOPy CHUCTEMbl MOHMTOPHUHTIA,
nepeaya CBeICHU 0 BBIBOJIE M3 000pOTa JIEKAPCTBEHHBIX IPENapaToB IyTEM OTITYCKa JIEKAPCTBEHHBIX
npernapaToB OECIUIATHO WITH OTITYCKa MPU OKa3aHUW MEIUITMHCKOMN ITOMOIIH Ha TIEPUO] BOCCTAHOBIICHUS
paboTOCITOCOOHOCTH WJIM 3aMEHBI PETHCTPATOPA BBIOBITHS OCYIIECTBISETCS CYOBEKTOM OOpaIeHus
JIEKapCTBEHHBIX CPEJICTB C UCIOIb30BaHUEM (PYHKIIOHATA CHCTEMbl MOHUTOPHHTA.

(m. 51 B pen. [locranoBnenus IIpasurenscrea PO ot 21.07.2020 N 1079)

52. CyObekTsl OOpallieHus] JEKapCTBEHHBIX CPEJICTB MpPU OOHAPYKEHHU OIMUOOK B CBEACHUSAX
(HETOCTOBEPHBIX CBENICHUI), MPEICTAaBICHHBIX UMH B CHCTEMY MOHUTOPHHTa IpU BBOAEC B 000POT
JIEKapCTBCHHBIX IMPEmapaToB W O00OpPOTE JICKAPCTBEHHBIX NPENapaToB, MPEICTABISIOT B CHCTEMY
MOHHUTOPHHTa WH(OPMAINIO, HEOOXOJIUMYIO IS HCIPABICHHUS YKa3aHHBIX ONIMOOK B CBEIACHHSX
(HEeOCTOBEPHBIX CBEJICHUN) (J1aiee - HCTIPABIICHHE OITHOOK).

CyObeKThl OOpalleHHsl JIEKAPCTBEHHBIX CPEJICTB BIIPaBE BHECTH HCIIPABJICHHUS OIMIMOOK 110 TOTO
MOMEHTA, KOT/1a OHHM OBbUTH yBEIOMJICHBI O Ha3HAYEHUU B OTHOIIEHUU HUX MPOBEPKH, OCYILIECTBIAEMOM
B yCTaHOBJICHHOM mnopsiake denepanbHoii ciryx00i 1o Ham30py B cepe 31paBooxXpaHeHus, Mo (hakty
MIpe/ICTaBICHUs] CyObEeKTaMH OOpallleHusl JIEKapCTBEHHBIX CpPEJICTB OIIMOOYHBIX (HEJOCTOBEPHBIX)
CBEJICHHI.

B cnywae eciau B npeicTaBiIeHUN CBEACHUM, B KOTOPBIX OOHapyXeHbl OUIMOKU (HEIOCTOBEPHBIE
CBEJICHUS), YYacCTBOBAIM Jpyrue CyOBEKTbl OOpalleHUsl JEKapCTBEHHBIX CPEJCTB, TO HCIIPABICHHS
OMMOOK CUMTAIOTCS MPHUHATBIMU  TOCTE€ TMOATBEPXKICHHUS  JOCTOBEPHOCTH  INPEACTaBICHHBIX
UCTPABJICHUH OMMOOK B CHCTEME MOHHMTOPMHIA BCEMH YYaCTHHKAMM IPEICTABICHHUS CBEICHUH, B
KOTOPBIX OOHApyKEeHbI OLIMOKHU (HEJOCTOBEPHBIE CBE/ICHNUS).

AOG3zary yrpatun cuny ¢ 1 centsaops 2023 roma. - I[locranoBnenue IIpaButensctBa PO ot
24.03.2023 N 468.

B cucremy MOHHUTOpPHHTa BHOCATCS CIEAYIOLIME HWCIpPABIEHUS OMIMOOK B OTHOIICHUU
COOCTBEHHBIX OTEPAIIHIA:

OTMEHa CyOBEKTOM OOpAIeHHUs JIEKAPCTBEHHBIX CPEJICTB paHEe 3apErUCTPUPOBAHHON oneparuy (B
cllyyae, €CIM TIOCle TaKOW omepanuyu HE OBUIM COBEPLICHBI MAEHCTBHSA C MEpexXoJoM IIpaBa
COOCTBEHHOCTH Ha JIEKapCTBEHHbBIE TIPeraparhl);

OT3bIB  COOOIIEHHSI 00 OTrpy3ke JIeKapCTBEHHBIX IIpenapaToB CyObEKTOM oOpalleHus
JEKapCTBEHHBIX CPEJICTB - OTIPaBUTEIEM TAaKOro COOOIICHHUs, TEpPEeJaHHOTO TMOJIy4aTelto
JIEKapCTBEHHbIX IpernapaToB. Takas KOPpPEKTHMpPOBKAa BO3MOXKHA [JO INE€peJaud CBEACHHH O
MOJITBEPKICHUH MEpPeau JIEKAPCTBEHHOTO Mpernapara APYruM CyOBbeKTOM 0OpaIeHus JIeKapCTBEHHBIX
CPEICTB;
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K n
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

0TKa3 cyObeKTa OoOpalleHus JEKapCTBEHHBIX CPEICTB - MOJy4aTessl JIEKAPCTBEHHBIX MpenapaToB
OT IPUEMKH JIEKAPCTBEHHBIX IIpernaparoB. Takas KOPPEKTUPOBKA BO3MOXKHA JI0 NEepefadyu CBEACHUH O
MOJITBEPKICHUH MEepEIauu JIEKAPCTBEHHOTO Mpernapara APYruM CyOBeKTOM 0OpaIeHus JIeKapCTBEHHBIX
IIpenaparos;

KOPPEKTHPOBKA CYOBEKTOM OOpaIleHHs JICKaPCTBCHHBIX CPEJCTB paHEe HAIPABJICHHBIX UM
CBEJICHUII B CHUCTEMy MOHHUTOPHHIA O Iepejade JICKApCTBEHHOTO Npenapara JAPYroMy CyObeKTy
0OpaIleHHUs JIGKAPCTBEHHBIX CPEJICTB C MOATBEPIKIACHUEM TaKOH KOPPEKTUPOBKU CYOBEKTOM OOpaIeHHsI
JIEKapCTBEHHBIX CPEICTB, KOTOPOMY TepeaHbl TaKHe JICKAPCTBEHHBIC MTPermapaThl.

(a63am BBeneH [ocranosnenueM [Ipasurenscta PO ot 21.07.2020 N 1079)

53. byiokupoBKa MPUHATHS CUCTEMO MOHUTOPHHIA CBEACHUN O BBOJIE B 00OPOT JIEKAPCTBEHHBIX
npemnapaToB, 06 obopore U (WiIM) O BBIBOJAE U3 000pOTa JIEKApPCTBEHHBIX IIpernapaToB (Janee -
OJIOKMpPOBKA) OCYILIECTBISAETCS B aBTOMAaTHMYECKOM pEeXHME B COOTBETCTBUU C DEIVIAMEHTOM,
OIpeJieNIIeEMbIM ONEPAaTOPOM CHUCTEMbI MOHMTOPHHIA U cOrjacoBaHHbIM ¢ PDexepanbHON ciayxk00il 1o
Ha/130py B cepe 31paBOOXpAHEHUSL.

(B pen. Lloctanosnenus Ilpasurenscrea PO ot 30.08.2019 N 1118)

brokupoBka U oTMeHa OJOKHPOBKHA MOTYT BBOAWTHCS B OTHOIICHWW €JIMHUIBI JICKAPCTBEHHOTO
nperapara, MapTHH JCKaPCTBEHHBIX MPEIapaToB WiIH CEPUH JICKAPCTBESHHBIX MPETIapaToB.
(a63arn BBeneH [Hocranornenuem IlpaButensctBa PO ot 24.03.2023 N 468)

[Tepeuenpb npuuKH OJOKMPOBKH MPHUBEJIEH B MpuiioxkeHuu N 7.

HpI/I YCTpaHCHUU Cy6’BeKTOM O6paH_I€HI/ISI JICKApPCTBCHHBIX NPCIapaToB IMPUYMUH, IMOCIYXKHUBIIUX
OCHOBAHUEM JJIA 6JIOKI/Ip0BKI/I, OTMCHaA 6JIOKI/Ip0BKI/I OCYHICCTBIACTCA B aBTOMATUYCCKOM PCIKUMCE.

B oTnenpHBIX ciiydasx, mepedeHb KOTOpbIX omnpenenserca denepanbHON Ciiyk00H 1O HAaA30py B
cdepe 31paBOOXpaHEHMs], IPH OJOKMPOBKE AOIMYCKAETCs] BO3MOXKHOCTD IIepeiaull CBEIEHUI O BO3BpaTe
JIEKapCTBEHHBIX MPENapaToB MOCTaBIIKKY, O Mepeladye JeKapCTBEHHbIX MPENapaToB Ha YHUUYTOXKEHUE U
(umn) 00 MHOM BHJIE BBIBOJIA M3 000POTA JIEKApCTBEHHBIX IPenapaToB.

AGzanr yrpatun cuiny ¢ 1 cenrsaOps 2023 roma. - llocranosinenue I[IpaButensctBa PD ot
24.03.2023 N 468.

VII. Mopspok npeaocraBneHnsa nHopmauumm, coaepxaliencsa
B CUCTEMEe MOHUTOPMUHra

54. Ao63an ytpatun cuny ¢ 1 ampenst 2024 ronma. - IlocranoBnenue [IpaButenbctBa PD ot
29.11.2023 N 2027.

O6nanarenem wuHbOpPMAIUHU, COJEpKaIllECS B CHCTEME MOHUTOpPHUHTrA, sBisieTcss Poccuiickas
Oenepanus. [lpaBomouns obmanatens MHPOpMAIUM, COJEpKalleiicss B CHCTEeME€ MOHUTOPUHIA, OT
umenu Poccuiickoit @Penepanuu  ocymecTBiIsieT MHUHUCTEPCTBO 37paBooxpaHeHus Poccuiickoi
Oenepanuu. Ob6nagarens HHPOPMAIMH, COJEpKalIeiicss B CUCTEME MOHUTOPHHTra, OOecreuynBaeT
KOH(MUICHIIMATFHOCTh  TakoW  HWHQOpMAIMK, 32 HUCKIIOYCHHEM HHQOpMAIMH, OTHECECHHOU
[TpaButenscTBOM Poccuiickoit denepanuu kK 00MeA0CTYTHON HHPOPMAITIH.

(ab3amr BBenmeH [locranosnenuem [IpaButenscrBa PO ot 21.07.2020 N 1079; B pen. [HocranoBneHus
[IpaButenbctBa PO ot 24.03.2023 N 468)
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K n
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

OmnepaTop cHUCTEMbl MOHUTOPUHIA OCYIIECTBIIAET AEUCTBUS ¢ MH(poOpMalMe, coaepikaiiencs B
CHUCTEME MOHUTOPHMHIA, WM PA3PELIAET OCYIIECTBICHHE TAKUX JEHCTBUH B INpeAesax MOIHOMOYMH,
YCTQHOBJICHHBIX (eepaJbHBIMU 3aKOHAMH W TPUHHUMAEMbIMH B COOTBETCTBUUM C HUMH WHBIMHU
HOPMAaTUBHBIMH IIPABOBBIMM akTaMu Pocculickor @enepanyu, B TOM 4ucie HacTosAmuM [lonoxennem.
(a63ar BBeneH [Hocranonenuem Ipasutenscta PO ot 21.07.2020 N 1079)

55. Hoctyn k wuH(pOpMAIMK, COJEpKalleiics B CHCTEME MOHUTOPHHIa, oOOecreynuBaeTCs
OTepaTOpPOM CHUCTEMBI MOHUTOPUHTA C YYETOM CIEAYIOLIUX MOJIOKEHUM:

a) goctyn (erepalbHBIX OpPraHOB HWCIHOJIHUTENBHOM BIACTH W HCHOJHUTENBHBIX OpPraHOB
cyobekToB Poccuiickoit ®epepanuyu B OTHOIICHHWH COJAEPKAIICHCS B CHUCTEME MOHUTOPHHIA
nH(OPMAIUK OCYIIECTBISIETCS B TOM YHCIE MOCPEACTBOM HH(PPACTPYKTYpHI, OOeCTeunBarOIIeh
MH(OPMALIMOHHO-TEXHOJIOTUYECKOE B3aUMOJACHCTBUE MH(DOPMAILIMOHHBIX CHUCTEM, HCHOIb3YyEeMbIX s
MIPEAOCTABIICHUS] TOCYJApPCTBEHHBIX M MYHULMIIAJIBHBIX YCIYI W HMCIHOJIHEHHSI TOCYJapCTBEHHBIX H
MYHHIIMIATBHBIX GYHKINHI B 3JIEKTPOHHOM (hopme;

0) noctyn cyOBEKTOB OOpaIlleHus JIEKaPCTBEHHBIX CPEJCTB, MPEACTABISIIOMUX HHPOPMALIUIO IS
BHECEHHS B CHUCTEMYy MOHHMTOPMHIA, B OTHOLICHWM TPEACTAaBICHHOW WMH HHOpMau U
obmeocTynmHOM HMH(pOpManuy, CcoaepKamieicss B CHUCTEME MOHHMTOPHHIA, OCYIIECTBISIETCS uepes3
JUYHBIN KaOuHeT cyObekTa oOpallleHus JIEKapCTBEHHBIX CPEACTB WM MOCPEICTBOM MH(GOPMAIIMOHHBIX
JIEKTPOHHBIX CEPBUCOB C UCIOJIb30BAHUEM CTAHJAPTHBIX MPOTOKOJOB M MHTEP(ENHCOB 3IEKTPOHHOTO
B3aUMOJICHCTBHUS;

B) JOCTYyHI TpaXJaH B OTHOIICHUH COJepKalleiics B CUCTeME MOHMTOPMHIa MHGOpPMalUU TpU
MIPOBEPKE CPEJICTBA UACHTU(UKAIIMH OCYIISCTBIISIETCS C HCIIOIH30BAHHEM MOOMILHOTO MPUITOKCHHSL.
(. 55 B pen. [locranosnenus [Ipasurenscta PO ot 29.11.2023 N 2027)

56. MoOuibHOE TIPWIOKEHUE TIPU TPOBEPKE CPENCTBA HACHTU(PHUKAIMHA OOECIEYMBAET B TOM
YHClIe CJIEIYIOIKE BO3MOKHOCTH CUCTEMbl MOHUTOPHHTA!

a) CYMTHIBAHUE CPE/ICTB UIEHTU(PUKALINYU C YITAKOBKU JIEKAPCTBEHHOTO MIpenapara;
(B pen. ocranoBnenus IIpasurenscrea PO ot 29.11.2023 N 2027)

0) oToOpakeHHe pe3yIbTaTOB MPOBEPKU CPEACTBA UACHTH(PHUKAIINY B CHCTEME MOHUTOPHHTA;

B) BO3MOXHOCTb HAITPaBJICHUA CBGI[GHI/IfI B CUCTEMY MOHUTOPHHIA O HAPYHICHHUAX IIOPAAKa
MapKUPOBKH JICKAPCTBCHHBIX IIPCIIapaToOB.

56(1). MoOubHOE MPUIIOKEHUE €IUHOr0 MOpTaja TOCYIapCTBEHHBIX M MYHULIMIAIBHBIX YCIYT,
B3aMMOJICHCTBYIOIIETO0 C CHCTEMOHM MOHHTOPHHTIA, TpPH TPOBEPKE CPEACTB HIAECHTU(DUKALNN
obecrevnBaeT B TOM YHUCIIE CIEIYIOIINE BOZMOKHOCTH:

a) CUHWTBIBAHWUE CPEACTB UACHTU(DHUKAIMK CO BTOPUYHOU (MOTPEOUTEIHCKON) YIAaKOBKU
JIEKApCTBEHHOT0 Tmpernapata (B ciaydae €€ OTCYTCTBHS - TMEPBHUYHOM YMAaKOBKH JICKAPCTBEHHOTO
npenapara);

0) oToOpaxkeHHe pe3yIbTaTOB MMPOBEPKH CPEICTBA UACHTU(DUKAIIMKN B CUCTEME MOHUTOPUHTA;

B) HaIllpaBJICHUEC B CUCTEMY MOHUTOPUHIA CBEICHUM O HApYHICHUAX TMOpsAAKa MAapKHUPOBKU
JICKApCTBCHHBIX MPCIIaApPaTOB.
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

B0O3MOXXHOCTh HampaBlIeHHs C UCHOJIb30BAHUEM E€IMHOI0 TOpTajla TOCYAApCTBEHHBIX U
MYHUIHUIAIBHBIX YCIYT B CHCTEMY MOHMTOPUHIA CBEICHUNW O HApyLICHUSX MOpsIKa MapKHUPOBKHU
JIEKapCTBEHHBIX MpenaparoB (IpH HATUYUHA TEXHUYECKOH BO3ZMOKHOCTH) 00ECTICUNBACTCS TP YCIIOBHH
MPOXOXKICHUS (PU3NYECKUMH JTUI[AMU HAa €MHOM TOpPTaJie TOCYIapCTBEHHBIX U MYHHUIIUTAIBHBIX YCIYT
nporenyp HIACHTUPHUKAUKA W ayTCHTH(PUKAIMK C HWCIOJIb30BaHHEM (eneparbHOM ToCyIapCTBEHHOM
uHpopMalnoHHOU cuctemsl "EnunHas cucreMa naeHTuukanuu u ayTeHTudukanuu B MHPpacTpykType,
oOecrnieunBaromield MHPOPMAIIMOHHO-TEXHOJIOTHYECKOe B3aUMOJIEHCTBHE WH(GOPMAIMOHHBIX CHCTEM,
WCIIONB3YEMBIX JI1 TPEJOCTAaBICHUS TOCYAAPCTBEHHBIX M MYHUIUIAIBHBIX YCIYT B 3JIEKTPOHHOM
bopme".

(m. 56(1) BBenen [Hocranornenuem I[paButensctBa PO ot 16.09.2023 N 1514)

57. CyObexT oOpalieHusi JEKapCTBEHHBIX CpPEICTB MOXKET TMOJIYYUTh JOCTYIl KO BCEM
JIEKTPOHHBIM JIOKYMEHTaM, IEepeAaHHbIM UM B CHCTEMY MOHMTOPHHIA, a TaKXe K 3IIEKTPOHHBIM
JOKYMEHTaM, CO3JaHHBIM CHCTEMOH MOHHUTOPHUHIA IO pe3yibTaTaM OOpaOOTKHM MOJTY4YEHHBIX OT
cyObekTa OoOpallleHusl JICKapCTBEHHBIX CPEACTB JOKYMEHTOB, a TakXke K MH(OpPMalUH, OTHECEHHOU
[TpaButenscTBOM Poccuiickoit denepanuu kK 00mEA0CTYTHON HHPOPMAITIH.

(B pen. Loctanosnenus IIpasurenscrea PO ot 21.07.2020 N 1079)

HanmenoBanue uckmrodeHo ¢ 1 centsaops 2023 ropa. - [locranosnenue IlpaButensctBa PO ot
24.03.2023 N 468

57(1). DMuUTEeHTY CpeAcTB UACHTU(UKAIMH, 3aPETUCTPUPOBAHHOMY B CHCTEME MOHHMTOPHHIA U
MPEJCTaBUBIIEMY CBEJICHHS B CHCTEMYy MOHHUTOPHHTa O HAHECEHHWH CPEACTB WACHTH(HKAIHNU Ha
YHOAKOBKU JIEKAPCTBEHHBIX IpenapaToB, NMOMHUMO CBEJIEHHUI, yKa3aHHBIX B MYyHKTe 57 HACTOSILIEro
[Tonoxenus, obecnedynBaeTcst AOCTyN K CIEIYIOIUM BUAaM MH(OpManUK OrpaHUYEHHOI'O JOCTYIa O
CepusiX U MapTUAX TaKUX JICKAPCTBEHHBIX MPENapaToB:

(B pen. Locranosnenus IIpasurensctea PO ot 29.11.2023 N 2027)

a) uHpoOpMaIUs O BIAJENbIC CEPUM U MAPTUU JIEKAPCTBEHHOT'O Tpernapara u ero KOJIU4YeCTBE B
CJIEYIOILIEM COCTaBE:

HAaMMEHOBAHHE BJIAJICIIbIIA CEPUH U IMAPTUH JICKAPCTBEHHOTO MIpernapara;

UICHTU(QUKALIMOHHBII HOMEpP HaJIOroIlIaTeNblIMKa BiaJeNiblia CEpUN U MAPTUU JIEKAPCTBEHHOI'O
npernapara;

UJCHTU(PHUKATOP MeCTa OCYUIECTBICHUS JCATENbHOCTH BJaJelblia Cepud M  TMapTUH
JIEKapCTBEHHOI'O IIperapara, o JaHHBIM CUCTEMbl MOHUTOPUHT A,

THUII OTIepaIii o0 000pOTY CEPHUU M MAPTUU JIEKAPCTBEHHOTO Tpenapara, 3aperuCTPUPOBAHHON B
COOTBETCTBUM ¢ TpeboBaHUsAMU Hacrosiero IlomoxkeHuss (MpUHATO OT CcyObeKkTa oOpaleHus
JIEKapCTBEHHBIX CPEACTB, MEPENaHO CyObEKTOM OOpalleHUs JIEKAPCTBEHHBIX CPEJCTB, BBIBEICHO M3
obopora myTeM peanu3auuu (IpoAaxH), BBIBEAECHO W3 000pOTa MO OCHOBaHMSAM, OTIMYHBIM OT
peanuzanuu  (MpOAaXKH), BKIOYas HHPOpMalKi0 00 HUCTOYHMKE (PUHAHCHPOBAHUS, YKa3aHHOM
CcyOBEeKTOM 0OpalieHust JIeKapCTBEHHBIX CPEACTB B OTHOILICHUH COOTBETCTBYIOIICH OmNepaluu;

(B pen. Loctanosnenus Ilpasurenscrea PO ot 29.11.2023 N 2027)

rJ100aNbHBIN HACHTU(QHUKAIIMOHHBIN HOMEpP TOPrOBOM €IMHUIIBI;
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556
(pe T 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"p A. 0 o [ara coxpaHenus: 06.06.2025
06 yTBepxaeHuUU MNoNoXeHNs 0 CMCTEME MOHWUTOPUHTA...

06mee KOJIMYECTBO JICKAPCTBCHHBIX ITPCIIapaTOB;

0) cBeleHHMS O KOJMYECTBE JIGKAPCTBEHHBIX MPENaparoB, BBIBEJCHHBIX K3 000poTa IMyTeM
PO3HUYHON Mpojaxku B MecTe (MO aapecy) OCYIIECTBICHUS pacyeTa WIH BBIBEJICHHBIX M3 000poTa
MyTEM OTIYCKa JUIsl MEIUIIMHCKOTO MPUMEHEHHS, OTITyCKa OECIUIaTHO IO PEIEnTy Ha JIeKapCTBEHHBIE
npenapaTsl B MecTe (110 aJipecy) OCYIIECTBICHUS IeSTEIbHOCTH;

B) CBEICHMS O CPEJHMX PO3HMUYHBIX LI€HaX (CyMMax pacuera) JEKapCTBEHHBIX IMpenapaToB B
cllyyae PO3HHYHOM MNpOAaXH C yKazaHHEM TJ00aJbHOr0 MICHTU(UKALMOHHOTO HOMEpa TOPTrOBOM
€IMHHULIBI U TOPrOBOTO HAUMEHOBAHUS JIEKAPCTBEHHOIO IIPENapaTa, paCCUUTAHHBIX HE MEHEE 4YeM I10 3
MecTaM (aapecaM) OCYLIECTBIICHUS pacyeTa 3a Iepruol HE MEHEe OJHOW HENIEIN U arperupoBaHHBIX 10
ypoBHs cyOnekTa Poccuiickoii deneparium.

(m. 57(1) B pen. Llocranosnenus [IpaBurensctBa PO ot 24.03.2023 N 468)

57(1-1). Hoctym K cBeneHusM, ykazaHHbIM B mnyHkTe 57(1) Hacrosmiero Ilomoxenus,
o0ecreunBaeTcs OMEepaTopoM CHUCTEMBI MOHUTOPUHTA C BO3MOXKHOCTBIO (DOPMUPOBAHHS B JMYHOM
KaOWHETe AYMUTEHTA CPEJCTB UACHTHU(PHUKAIMU B CUCTEME MOHHTOPHHTA arperUPOBAHHBIX OTYETOB I10
BUJaM WMH(POpPMAlMK B aBTOMAaTU3MPOBAHHOM PEKUME C HCIIOJIB30BAaHHEM IMPOTPAMMHO-TEXHUYECKHX
CpeACTB CUCTEMBbl MOHUTOPHUHTA.

(B pen. Loctanosnenus Ilpasurenscrea P® ot 29.11.2023 N 2027)

OMHUTEHT CpEACTB I/I,I[GHTI/I(l)I/IKaI_[I/II/I BIIpaBEC MEPEaaThb IMpaBoO JOCTYyIIa K CBEACHUAM, YKa3aHHBIM B
IIYHKTC 57(1) HaCTOAIICTO HOJ'IO)KCHI/IH, TOJIBKO 3apCeruCTpupoOBaAHHBIM B CHCTCME MOHUTOPUHIA
CJICAYIOIIUM CY6’LCKTaM O6paH_IeHI/IH JICKApCTBCHHBIX CPCACTB:

CyOBEeKT oOpallleHusi JIEKapCTBEHHBIX CPEJICTB B OTHOIIECHHH JIEKAPCTBEHHBIX IIPENapaToB,
CBEICHMSI O KOTOPBIX TakUM CyOBEKTOM OOpalleHHs] JIEKapCTBEHHBIX CPEACTB IPE/ICTaBICHBI B
COOTBETCTBUM € 4acThio 1 crathu 52.1 PenepanbHoro 3akoHa "OO oOpallleHUM JIeKapCTBEHHBIX
cpencts" B DenepalbHyI0 CIy>KO0y M0 HaA30py B cdepe 3apaBOOXpaHEHMs WM Ha KOTOPbIE TaKUM
CyOBEKTOM OOpalleHUs] JEKapCTBEHHBIX CPEACTB IMOMYYEeHBl pa3pelieHusi Ha BBOJ B TPAKIAHCKUIN
obopor mpousBeAcHHBIX B Poccuiickoit ®exepanu MUMMYHOOHMOJIOTHYECKUX JIEKAPCTBEHHBIX
MpermapaToB, MPEIyCMOTpeHHbIE HacThio 7 cratbu 52.1 denepanpHoro 3akona "OO obpamieHun
JIEKapCTBEHHBIX CPENCTB";

cyOBbeKT oOpalieHusi JIeKapCTBEHHBIX CpPEACTB B OTHOIIEHUHU JIEKAPCTBEHHBIX IIPEnaparos,
CBEJICHUSI O KOTOpBIX TakuM CyOBEKTOM OOpallleHusl JICKapCTBEHHBIX CPEACTB NPEICTABICHbI B
COOTBETCTBUM € 4YacThlo 2 cratbu 52.1 depepanpHoro 3akoHa "OO oOpallleHUH JE€KapCTBEHHBIX
cpeacts" B DenepaibHylo CiIyX0y M0 Haa30py B cdepe 3ApaBOOXpAaHEHUS WM Ha KOTOPBIE TaKUM
CyObEeKTOM OOpallleHusl JIEKAPCTBEHHBIX CPEACTB IOJNyYEHBl Pa3pelIeHUs] Ha BBOJ B TPaXKIAHCKHMA
o0opoT BBO3UMBIX B Poccuiickyto @enepannio MMMYyHOOHOIOTHIECKHX JIEKAPCTBEHHBIX IPENapaTos,
MpeayCMOTpeHHbIe 4YacThio 7 ctathu 52.1 denepanpHoro 3akoHa "OO oOpamieHHH JTE€KapCTBEHHBIX

nn

CpencTB", 3a HCKIIOYEHHEM CBEJICHMH, YKa3aHHBIX B moanyHkre "B" myHkrta 57(1) HacTosimero
ITonmoxxenus;

JepKaTenb MM BJaJelell PEeruCTPAllMOHHOTO YAOCTOBEPEHUS NpU HaJIMYUM B CUCTEME
MOHUTOPHHTA CBEJCHMH O KOJE HaJOTrOIUIATeNbIIMKa TaKoro Jep)KaTeis WIM Biajenbla
PETUCTPAIIOHHOTO YIOCTOBEPEHUS B CTPAHE PETUCTPAIMH, IIEPEJAHHOTO B COOTBETCTBHU C ITYHKTOM 3
npuioxkenusa N 1 k Hacrosmemy [lonoxenuro.

(m. 57(1-1) BBenen [locranosnenueM [IpaBurensctBa P® ot 24.03.2023 N 468)
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

57(1-2). DOMHUTEHT CcpelncTB HAEGHTHU(HKALUU BIIPABE OCYIIECTBISATH CAMOCTOATENBHO WU
nopy4atb B COOCTBEHHBIX UHTEpecax 00paboTKy MH(pOpMaIuK, ykazaHHo! B myHKkTe 57(1) HacTosmero
[TonoxxeHus, B ToM yucie He nepeuucieHHbM B nyHkTe 57(1-1) nHactosmero Ilonoxenus nunam. B
TaKWX CIy4asx JOCTyN K Takod wmH(opMamuu WM pe3yiabTaraM ee oOpabOTKH WMeeT yKa3aHHBIN
CyOBEKT OOpalleHus] JIEKAPCTBEHHBIX CPEACTB WM JIMIO, KOTOPOMY OH MOpy4ua 00paboTKy,
MOCPEICTBOM JINYHOT'O KaOWHETa YMUTEHTA CPEJICTB UACHTU(DUKALIUH.

(m. 57(1-2) BBenen [locranoBnenuem [IpaButensctBa PO ot 29.11.2023 N 2027)

57(2). IloTpebutensiM JeKapCTBEHHBIX IpenapaToB oOecleYrBaeTCss IOCTyNl K HHGOpMaluu,
otHeceHHoi [IpaBurensctBoM Poccuiickoit @enepanuu K 0011e10CTYTHON HH(OPMAITHH.
(n. 57(2) BBenen [ocranornenuem I[paButenscta PO ot 21.07.2020 N 1079)

57(3). ®enepanbHBIM OpraHaM WCIIOJTHUTEIBHOW BIACTH U UCIIOJIHUTEIBHBIM OpraHaM CYOBEKTOB
Poccuiickoii denepanuu B LemsAX, ONpeaesieHHbIX HacTosmuM [lonoxxenneM, obecrieunBaeTcs J0CTyH K
CIIEYIOIIUM CBEJCHHSIM:

(8B pen. LoctanoBnenus IIpasurenscrea PO ot 29.11.2023 N 2027)

a) nadopMaIys o cyObeKTax o0palIeHus JeKapCTBEHHBIX CPEICTB, O JIEKAPCTBEHHBIX MpenapaTax
u ux obopore, HEOOX0AUMAs AJI BBINOJIHEHUS 3aJa4 M OCYILIECTBICHUS (YHKIUI, BO3JIOKEHHBIX Ha
(dbenepasibHBIC OpPraHbl UCIOJHUTEIBLHON BIACTH W WCIIOJHHUTEIIbHBIE OpraHbl CyOBeKTOB Poccuiickoit
®denepannu, B LEIAX, ONPEAEIICHHbIX HacToAIUM [lonoxeHnneMm;
(8B pen. lloctanoBnenus IIpaBurenscrea PO ot 29.11.2023 N 2027)

0) cratuctuyeckas nHGopMalus o JEKapCTBEHHBIX MpenapaTax U ux odbopore;

B) uHpopmauus, otHeceHHas [IpaBurenbctBoM Poccuiickoii ®epepanuu K 0OOIMIEIOCTYITHOU
nH(pOpMaLINH.
(. 57(3) BBenen llocranosnenuem IlpasurensctBa PO ot 21.07.2020 N 1079)

57(4). CocrtaB wuHbOpMaIMK, COACPIKAIICHCA B CHCTEME MOHUTOPHUHTA, JOCTYN K KOTOpPOH
obecnieunBaercs (enepaabHBIM OpraHaM MCIHOJHUTENBFHOM BIIACTH M HCIOJIHHUTEIBHBIM OpraHam
cyobektoB Poccuiickoii ®enepauuu, ompeaensercs B - COINIAICHUAX 00 HHPOPMALMOHHOM
B3aMMOJICHCTBHH, 3aKJIIOUYEHHBIX OIEPATOPOM CHCTEMBl MOHHTOpPWHIA C (enepaabHbIMH OpraHaMu
WCIIOJIHUTENIbHON BJIACTU WJIM HCIOJHUTENIBHBIMU OpraHamu cyObekToB Poccuiickoit denepauuu u
MunucrepcTBoM 31paBooxpanenus Poccuiickoit denepanuu.

(n. 57(4) B pen. Hocranosnenus [IpasutenscTa PO o1 29.11.2023 N 2027)

57(5). denepanpHOl ciayx0e 1Mo Haa30py B chepe 3ApaBOOXpaHEHUs 00ecreuyuBaeTcs JOCTYyI K
uHpOpMaIKH, COIEpIKaIIENHCs B CHCTEME MOHUTOPHHTA, B LEJIAX:

a) OCYIIECTBJICHUS KOHTPOJIS COOJIOJCHUS MEIUIUHCKUMU pPaOOTHUKAMH, PYyKOBOAMTEISIMU
MCOAUIIMHCKHUX opraHnsauHﬁ, q)apMaHeBTI/I‘-IGCKI/IMI/I pa6OTHI/IKaMI/I U PYKOBOJAUTCIISIMU  AIlITCUHBIX
OpraHM3aliii orpaHWYeHUil, MNPUMEHSIEMbIX K HHUM I[P OCYLIECTBIEHUU MNpPOo(ecCHOHAIbHOMN
JEATEIILHOCTH B COOTBETCTBHH C 3aKOHO/AaTeIbcTBOM Poccuiickoii denepanum;

0) ocymecTBiIeHUs (enepalbHOTO rOCYJapCTBEHHOTO KOHTPOJsS (Haa3opa) B cdepe oOpaieHUs
JIEKapCTBEHHBIX CPE/ICTB;
(B pen. Locranosnenus IlpaBurenscrBa P® ot 24.03.2023 N 468)
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

B) MMPpOBCACHUA MOHUTOPHUHI'A aCCOPTUMCHTA U ICH HA KU3HCHHO HCO6XO,Z[I/IMLIC U BaKHEUIImne
JICKApCTBCHHBIC MIPCIIAPAaThI;

I) OCYIICCTBIICHHS B YCTAaHOBIICHHOM TIOPSIKE NPOBEPKU JEATEIHHOCTH MEIUIIUHCKUX U
anTeYHBIX OpraHW3aIMii, OpraHW3aluii ONTOBOH TOPTOBJIHM JIGKAPCTBEHHBIMU CPEJICTBAMHU, APYTHUX
OpraHM3alii W WHIWBUIYATBHBIX TPEIIPHHUMATEICH, OCYIICCTBIISIOMNX JEATEeIbHOCTE B chepe
3IIPaBOOXPaHECHHS.

(m. 57(5) BBenen [locranosnenuem IIpaBurensctBa PO ot 21.07.2020 N 1079)

57(6). ®enepanbHON HAIOTOBOM CiTyk0e o0ecrieynBaeTcst JOCTYI K HH(OpMAINK, coieprKaliencs
B CHCT€ME MOHUTOPHUHTA, B IEJIAX:

a) OCYLIECTBJIEHUS KOHTPOJS M HaA30pa 3a MPAaBWIBHOCTbIO HCYHCIEHUS, IOJHOTOH U
CBOEBPEMEHHOCTHIO BHECEHHUSI B COOTBETCTBYIOIIMN OFOKET OFOKETHOW cHuCTeMbl Poccuiickoit
Oenepanyii HaJOTOB M cOOpOB, a B CiIydasX, IPeIyCMOTPEHHBIX 3aKOHOAATEIhCTBOM Poccuiickoit
Q®enepannu, - 3a MNPABHWIBHOCTHIO MCUMCIEHHUS, IOJHOTOM U CBOEBPEMEHHOCTHIO BHECEHHUS B
COOTBETCTBYIOIINN OFOKET MHBIX 00s13aTENIbHBIX TIaTekKENH;

0) KOHTpoOJIA COONIOICHUS TPEOOBAaHUI K KOHTPOJIBHO-KACCOBOW TEXHHKE, MOPSAKA U YCIOBHH ee
perucTpaii U MpUMCHCHU A,

B) KOHTPOJS Yyd4eTa BBIPYYKH JICHEKHBIX CPEACTB y IOPUAMYECKUX JUI U HHAWBHIYaJbHBIX
IIpeAIpUHUMATENEH;

T') OCYIIECTBIICHUS! KOHTPOJIbHBIX MEPOIPHUITHIA, BKIIFOUasi KaMepalibHbIE U BbIE3HbBIE TIPOBEPKH.
(. 57(6) BBeneH llocranosnenuem IIpaBurenscTBa PO ot 21.07.2020 N 1079)

57(7). ®enepanbHON TaMOXXEHHOH chmykOe oOecneumBaeTcs JOCTYN K HHGOpMauy,
coJiepKalieiics B CHCTeME MOHUTOPHHTA, B IIESIX 00eCTIeYeHHs MPEyCMOTPEHHBIX 3aKOHOAATEIbCTBOM
Poccniickoit denepanuy NOJIHOMOYMM 1O OCYIIECTBICHUIO TAMOYKEHHOIO KOHTPOJIA 3a MPOXYKIUEH,
BBO3UMOH B Poccuiickyro ®@enepanuio, B TOM YUCIIE TAMOKEHHOI'O KOHTPOJISI ITOCIIE BBIITyCKa TOBApOB, a
TaKXXe KOHTPOJIS 3a MPaBUIIBHOCTHIO HCUHUCIICHUS U CBOEBPEMEHHOCTBIO YIUIAThl TAMOXKEHHBIX MOIUINH,
HAJIOTOB, CHELHATbHBIX, aHTHIEMIIMHIOBBIX KOMITEHCAIIMOHHBIX MOIIJIMH U UHBIX TUIaTeXel, B3UMaHue
KOTOPBIX BO3JIO)KEHO HA TAMOKEHHBIE OpTaHbl.

(. 57(7) BBenen llocranosnenuem IlpasurensctBa PO ot 21.07.2020 N 1079)

57(8). denepanpHOl CIyk0€ TOCYJapCTBEHHOW CTATUCTUKH OOECmeYnBaeTcs JOCTYI K
uH(popMalliy, coJepKalieiics B CHCTEeME€ MOHHMTOPHMHTAa, B IIeNIIX OOECHEeYeHHUs OCYIIECTBIICHUS
¢byHKIMH 1O  QOpPMUPOBAHUIO OQUIMANBHON CTAaTHCTUYECKOM HMH(POPMAIMK O COIHANIbHBIX,
HSKOHOMHUYECKUX, JeMOrpapuuecKux, OSKOJIOTHYECKUX U JAPYTruX OOIIECTBEHHBIX IHpoleccax B
Poccuiickoit deneparum.

(. 57(8) BBeneH [locranosnenuem IlpaBurensctBa PO ot 21.07.2020 N 1079)

57(9). denepanpbHOM aHTUMOHOMOJBHON CIyk0e oOecrmedmBaeTcs JJOCTyn K HWH(OpMaIuu,
coJiepkalieiicss B cUCTeME€ MOHUTOPUHTA, B LEISIX OCYIIECTBICHHS TOCYJapCTBEHHOI'O KOHTPOJS 3a
COOIOICHHEM aHTHMMOHOIIOIBHOTO 3aKOHOIATENIbCTBA M 3aKOHOAATENLCTBA B cepe TOCyIapCTBEHHOTO
perynupoBaHus 11eH (TapudoB) Ha ToBapsI (yciuyru) B Poccuiickoit @eneparium.

(n. 57(9) BBenen Ilocranosnenuem I[lpaBurensctBa PO ot 21.07.2020 N 1079; B pen. [locTanoBnenus
[IpaButenbctBa PO ot 24.03.2023 N 468)
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

57(10). MunucrepctBy BHYTpeHHUX nen Poccuiickoit denepanuu obecriednBaeTcst JOCTYyN K
uHpOpMalKH, COAEpKalIelcss B CUCTEME MOHUTOPHHIA, B IENIAX pealu3alliy MOJHOMOYUN B cdepe
KOHTPOJIS 32 000POTOM HAPKOTUYECKHUX CPEJICTB, ICUXOTPOITHBIX BEIIECTB U UX MPEKYPCOPOB.

(n. 57(10) BBenen [locranosnenuem [IpaBurtensctBa PO ot 24.03.2023 N 468)

57(11). denepanpHON cIyk0€ IO KOHTPOJIIO 3a AQJKOTOJBHBIM W Ta0a4HBIM pPBIHKAMU
oOecrieunBaeTcs JOCTyNl K HWHGOpMalUU, COJEp)Kalleiicss B cHCTeME MOHUTOPHHIa, B IIENAX
OCylIeCTBIIEHUS (peepalbHOTO TOCYAAPCTBEHHOTO KOHTpOJsS (Haa3opa) B 00JacTH MPOHM3BOJACTBA U
000pOTa STUIIOBOTO CIHPTA, ATKOTOJIBHON M CIIUPTOCOACPKAIIEH MPOAYKIIUH.

(nm. 57(11) BBenen [locranonenuem IlpaButensctBa PO ot 24.03.2023 N 468; B pea. [loctanoBienus
[IpaButensctBa PO ot 19.01.2024 N 25)

57(12). UcnomHuTensHBIM OopraHaMm cyObekToB Poccuiickoit denepamnuu o6ecnednBaeTcst JOCTYI
K uHbOpMaluu, COJAEp)KAILEHCS B CHUCTEME MOHHTOPHHIa, B COOTBETCTBHUHM C COIJIAlIEeHHEM 00
MH(OPMALIMOHHOM ~ B3aWMOJICUCTBUM, 3aKIIOYEHHBIM ONEPaTOpPOM CHUCTEMBI MOHUTOpPUHTA C
WCTIOJHUTENLHBIM OpraHoM cyObekTa Poccuiickoit denepanuu 1 MUHHCTEPCTBOM 3APaBOOXPAHEHUS
Poccuiickoit @enepanuu B NENsX:

a) OCYILECTBIIEHUS] PETUOHAIIBHOIO TOCYJapCTBEHHOTO KOHTPOJIA (HaA30pa) 3a MPUMEHEHHUEM LIEH
Ha JIEKapCTBEHHBIE IpernapaThl, BKIIOYEHHbIE B IEpEeUeHb >KM3HEHHO HEOOXOJUMBIX M Ba)KHEHIINX
JICKapCTBEHHBIX IPErnapaTroB, OPraHU3alMsIMU ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CPEJICTBAMH,
anTEeYHbIMM OPTraHU3ALMUSAMH, WHIMBUAYAIbHBIMU NPEANPUHUMATENIMH, HUMEIOIUMHI JIMIEH3UI0 Ha
(bapMaeBTHYECKYIO JeSITEeIbHOCTh, MEIUIUHCKHUMU OpTaHU3alMsIMM, HMEIOIIUMH JIMIEH3UI0 Ha
(bapMareBTHYECKYIO JEATEIBbHOCTh, U UX 00OCOOJICHHBIMHU TMOAPA3ICICHUSIMHU, PACHOJIOKCHHBIMUA B
CEJIbCKMX HACEJIEHHBIX IIYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTE€YHbIE OPraHU3alH;
(B pen. Loctanosnenus IlpasurenscrBa P® ot 06.11.2024 N 1498)

0) mnpoBeneHHs HMH(POPMALMOHHO-AaHAIUTHUECKOTO HAONIONEHUS 3a COCTOSHUEM pbIHKA
JIEKapCTBEHHBIX MpEnapaToB M OCYIIECTBIECHHEM (papMalleBTUYECKON NEeATeIbHOCTH Ha TEPPUTOPUHU
COOTBETCTBYIOLIETO cyObekTa Poccuiickoit depepannu, opraHu3aiy U OCYIIECTBICHUS MEPOIIPUSTHH,
COJICHCTBYIOIIMX PAa3BUTUIO (PapMaleBTUUECKON IEATENBHOCTH Ha TEPPUTOPHU COOTBETCTBYIOLIETO
cyonekTa Poccuiickoit denepannu.

(m. 57(12) BBenen [ocranosnenuem [IpaButensctBa PO ot 29.11.2023 N 2027)

VIil. OnepaTtop cMcTeMbl MOHUTOPUHIa
(BBeaeno llocranosnenueM I[IpaBurensctBa PO ot 24.03.2023 N 468)

58. Omneparop cucTteMbl MOHUTOPUHIA IO COTJIACOBAHUIO ¢ MUHHCTEPCTBOM 3]IpaBOOXpPAHEHUS
Poccuiickoit @Penepanun u  denepanpHoil cinyxk00i 1Mo Hagzopy B cdepe 3ApaBOOXpaHEHUs
o0ecrieunBaer:

a) CO3aHnEC, pPas3BUTUC, BBOJ B JKCIUIyaTalUIO, S3KCIUIyaTallUFO W BBIBOJ U3 3KCILUIyaTalluU
CUCTCMbl MOHHUTOPHHTIA, IMPECAOCTABIICHUC I/IH(I)OpMaI_[I/II/I, COI(Gp)K&IlIGfICH B CHUCTECMC MOHUTOpHUHIA, U
B3aI/IMOl[eI\/'ICTBI/I€ CUCTCMbl MOHUTOPUHTA C UHBIMU I/IH(i)OpMaI_[I/IOHHBIMI/I CUCTCEMaMU,

0) peanM3anHI0O MEXaHW3MOB OOIIECTBEHHOTO KOHTPOJIA, BKIOYas TMpHeM HWHGOPMAIMHA O
pe3yabpTaTax TPOBEPKH CPEJACTB HUACHTHDUKAIMU M KATOOB (DU3UYCCKUX M IOPUIUIYCCKUX JIUII,
VMHIIUBUIyaTbHBIX TNpPEANPUHUMATENCH, XpaHeHHe, o0paboTKy M mepenady 5Tol uH(popmanuu B
YIIOJTHOMOYEHHbIE (heaepaabHble OpraHbl HCIIOIHUTEIBHOM BIIACTH.
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N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

59. Omnepatop cHCTEMbl MOHHUTOPHMHIA HECET OTBETCTBEHHOCTh B COOTBETCTBUM C
3aKoHOJaTenbCcTBOM Poccuniickon denepanmu:

a) 3a XpaHEHHE BCEX JaHHBIX U 3alMCcell TpaH3aKLUUW B 0a3e JaHHbBIX, PETUCTPUPYEMBIX B CHCTEME
MOHUTOPHHT;

0) 3a EIOCTHOCTh, COXPAHHOCTh U HEMPOTHUBOPEUMBOCTH HHPOPMAIIUU B CHCTEME MOHUTOPUHTA;

B) 3a BEICHHE M XpaHEHHE EIUHBIX pPEeCTPOB, CHPABOYHO-HOPMATHBHOHM HH(OpManuy,
KkiaccupukaTopoB U popmMaToB 0OMEHa JaHHBIMU;

r) 3a 6ecriepeOoitHyI0 U 0TKAa30yCTOWYHMBYIO Pa0OTy CUCTEMbl MOHUTOPHHT;

J) 32 BOCCTaHOBJICHHWE pPabOTOCTIOCOOHOCTH CHUCTEMbl MOHHUTOPHHTAa U €€ KOMIIOHEHT II0CIIe
yCTpaHeHusi c00€B IpHU YCIOBMM TOJHOIO YCTpPaHEHHs NPUYMH, BBI3BAaBUIMX cOOM, a Takxke 3a
COXPAaHEHHE IIEJOCTHOCTH YCTAaHOBJIEHHBIX Ha CepBEpax IMPOrpaMMHO-TEXHUYECKHX CPEACTB M 0a3
JaHHBIX;

€) 3a CTPYKTYypHOE€ pe3epBHpPOBAaHUE, aBTOMAaTHUECKOE BBISBICHHUE (PAKTa OTKa3a CEPBEPHOro y3ia
U TEpEKIOYEHNE 3ajad Ha APYrod CEpBEPHBIN y3€d, a TakKe 3a HaJIWuue pEe3epBUPOBAHHOIO U
JIUBEPCUPHUIMPOBAHHOTO IO TIOJKITIOUEHHIO K MPOBaiiiepaM CeTeBOro JA0CTYIIa;

) 32 THPOPMALMOHHYIO OE€30MaCHOCTh M 3aIIUTY JTAHHBIX OT HECAHKIIMOHUPOBAHHOTO JIOCTYTIA U
yTeuKH UH(OpMaLINY;

3) 3a KOHCYJbTAIIMOHHYIO M TEXHMYECKYIO IMOJJIEPKKY CYOBEKTOB OOpaleHHs JIeKapCTBEHHBIX
CPEICTB CHCTEMbl MOHUTOPUHTA U MOOMIIHHOTO MIPUIIOKEHUS sl (GPU3HUECKUX JTUIL;

M) 3a cObop W aHanu3 OOpalIeHUH MOPUIUYECKHX H (UIMYECKUX JIHI, WHIWBUIYaTbHBIX
IIpeAIPUHUMATENEH C LIeIbI0 IOCTAHOBKY 3ajjad Ha 10pabOTKy U MOJIEpHU3AIMIO 0a3 TaHHBIX.

60. Oneparop cucTeMbl MOHHUTOPUHTA B Cilydae cOOs B CUCTEME MOHMTOPHHTA, MOBJICKIIETO 3a
co0oif 0TKa3 B MpueMe CBEICHUN OT CyOBEKTOB OOpallleHus JEKapCTBEHHBIX CPEJICTB O COBEPIIEHHBIX
omepanusax, pasMmem@aer Ha oduUIUaTbHOM caiiTe omeparopa CHUCTEMbl MOHUTOPUHIAa B
MH(OPMALIMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTn "MHTepHeT" crieayronne CBeACHUS:

a) I/IH(I)OpMaI_II/IH 0 cboe He O3JHCC 4 9yacoB C MOMCHTA €TO BO3HUKHOBCHMUA

0) uadopmarus 06 ycTpaHeHUHM MPUYUH cOOS M BOCCTAHOBJICHHH MOJHOH paboTOCHOCOOHOCTH
CHCTEMBI MOHUTOPHHTA HE TI03[{Hee 4 4YacOB C MOMEHTa BOCCTAHOBIJICHUS TOJHON pabOTOCTIOCOOHOCTH
CUCTEMbl MOHUTOPHUHTA C YKa3aHHWEM IPOAOIKUTEIHLHOCTH OTpaHUYEeHHsS B ee padoTe.

(. 60 BBenen [Hocranopnenuem [IpaButensctBa PO ot 21.07.2020 N 1079)

61. B nenax yctpaneHusi cyoObeKToM 0OpaIleHHsl JIEKapCTBEHHBIX CPEACTB MPUYUH, HAPYIIIUBIIUX
paboTOCIOCOOHOCTh CUCTEMbl MOHHUTOPHHIA, ONEPaTop CHCTEMbl MOHUTOPHUHIA BIIPAaBE OrPaHUYUTh
nH(OPMAIMOHHOE B3aUMOJICHCTBHE HH(DOPMAIIMOHHOW CHCTEMBI CyOheKTa 0OpaleHHsl JIeKapCTBEHHBIX
CPEACTB C CUCTEMO MOHHTOPHHTA B CIy4asix, KOT/Ia Takoe HH)OPMAIIMOHHOE B3aUMOJICHCTBHE BEET K
HecTabUIbHON paboTe cuCTeMbl MOHUTOPUHTA, A0 YCTPAaHEHUSI CyObEKTOM OOpalleHHsl JIeKapCTBEHHBIX
CPEICTB YKa3aHHBIX MPUYHH.
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06 yTBepxaeHuUU MNoNoXeHNs 0 CMCTEME MOHWUTOPUHTA...

Orpanndyenne HHPOPMAIIMOHHOTO B3aUMOACUCTBUA HH(POPMAIIMOHHOW CHCTEMBI CyOBEKTa
oOpalleHus JeKapCTBEHHBIX CPEJCTB C CUCTEMON MOHUTOPHHTA OCYIIECTBIISCTCS ONEPATOPOM CHUCTEMBI
MOHHUTOPHHIa B COOTBETCTBHM C PETJIAMEHTOM, YTBEPKIECHHbIM MUHHCTEPCTBOM 3/1paBOOXPAaHEHUS
Poccniickoit @enepannu 1 MUHHCTEPCTBOM IIPOMBIIUIEHHOCTH U TOproBiu Pocculickon @enepannu u
pa3MelIeHHBIM OIEepaTOpOM CHCTEMbl MOHUTOPUHIA B HHPOPMAIIMOHHO-TEJIEKOMMYHHUKAIIMOHHON CETH
"UHTepHeTr" Ha ero opUIIMaIbHOM CaiTe.

(m. 61 BBenen [locranosnenuem IlpaBurensctBa PO ot 24.03.2023 N 468)

[Ipunoxenue N 1

K [losioxeHnto o cucreMe MOHUTOPHUHTa
JBUKEHMSI JIEKAPCTBEHHBIX IIPENapaTOB
JUISL MEUIIMHCKOTO IPUMEHEHHUS

CBEOEHWA,
NMPEACTABNAEMbIE TrOCYOAPCTBEHHBIMU WHOOPMALIMOHHBIMA
CUCTEMAMU ®ENEPAJIbHbIX OPFAHOB UCNOJNIHUTEJNIbHOWU BJIACTU
B CUCTEMY MOHUTOPUHIA ABUXEHUA NEKAPCTBEHHbIX NMPEMNAPATOB
AanAa MEAULUUHCKOIo NPUMEHEHUA, A TAKXXE CBEAEHUA, NEPEOABAEMbBIE
N3 CUCTEMbl MOHUTOPUHIA ABUWXEHUA NEKAPCTBEHHbIX NMPENMAPATOB
anAa MEAULUMHCKOIo NnPUMEHEHUA

CIuCcoK N3MEHSIOINX TOKYMEHTOB
(8B pen. [locranoBnenwuii [Ipasurenscrea PO ot 20.03.2020 N 311,
or 21.07.2020 N_1079, ot 24.03.2023 N 468, ot 16.09.2023 N 1514,
ot 29.11.2023 N 2027, ot 06.07.2024 N 922, ot 24.04.2025 N 553)

1. U3 Egmnoro peectpa JUIEH3WM Ha NPOU3BOJACTBO JICKAPCTBEHHBIX CPEACTB IS Lienel
nepeaauun I/IH(bOpMaIII/II/I 0 JIMOCH3HAX Ha IMPOU3BOACTBO JICKAPCTBCHHBLIX CPCACTB ITPOHU3BOAUTCIIA
JICKApCTBEHHBIX CPEACTB, ABJIAIOIICTOCA opraHmauHeﬁ, npmHaBaeMoﬁ HAJIOTOBBIM PE3UICHTOM
Poccuiickoit ®denepanuu, B CHUCTEMY MOHUTOPUHIA JBUKEHUS JIEKAPCTBEHHBIX NPENapaTroB IS
MEIUIIMHCKOTO TpPHUMEHEeHUs (Jajmee - CcHCTeMa MOHHUTOPUHTA, JIEKapCTBEHHBIE IMpernapaThl)
MPEICTABIISIIOTCS CIEAYIOLINE CBEACHUSA:

a) PIIIGHTI/I(l)PIKaL[I/IOHHBIfI HOMCP HAJIOTOINIATCIIbIIUKA ITPOU3BOAUTCIIA JICKAPCTBCHHBLIX CPCACTB;

0) OCHOBHOM TOCYIapCTBEHHBIM PETMCTPALIMOHHBI HOMEpP MPOU3BOJIUTENS JIEKAPCTBEHHBIX
CPEICTB;

B) HAaNMMCHOBAHHUEC ITPOU3BOJUTCIIA JICKAPCTBCHHBIX CPCACTB;
F) HOMCp JIMIICH3UU,

J1) JaTa BbIJA4Yu JTUICH3UU;
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

€) cTaTyc OeiCTBUS JTUIEH3UN;

) JlaTa U3MEHEHMSI CTaTyca JEHCTBUS JIMLEH3UN;

3) aJpec MecTa OCYIIECTBICHHS JEATEIbHOCTH COTJIACHO JIMLEH3UM (TJI00aNbHBIM YHUKAIbHBINA
UACHTUPUKATOP aIpecHOro oobekTa B (heaepabHON HHOPMAIIMOHHOHN aIpECHOM CHCTEME M ONMCAHUE
aZpEeCHOTO 0OBEKTA);

1) 1epedeHb padoT U yCIIyT, IpeyCMOTPEHHBIX JIMIICH3HEIH;

K) IepeyYeHb JIEKAaPCTBEHHBIX (POPM, IPEAYCMOTPEHHBIX TUIICH3UEH;

J) JONOJTHUTENBHOE OMKCaHue 1Mo paboTaMm (yciyram).

2. W3 enuHOoro peecrtpa JUUEH3UH, B TOM 4YHUCIE JMIEH3UH, BBIJAHHBIX OpraHaMu
rOCy/IapCTBEHHOW BJACTH CyOBekTOB Poccuiickoii denepand B COOTBETCTBUH C TEpeJaHHBIM
MOJIHOMOYHMEM IO JIMIEH3UPOBAHUIO OT/IEIbHBIX BHAOB JESATEILHOCTH B cepe OXpaHbl 310POBbS, AJIs
ueneil mnepenayd HMHGOpPMALMM O JIMIEH3UAX CYOBEKTOB OOpalleHHs JIEKapCTBEHHBIX CPENCTB,
SIBJISIFOLMXCS] OpTraHu3alusiMu, MPU3HABAEMBIMU HAJIOTOBBIM pe3usieHToM Poccuiickoit denepaunu, uiu
WHAVBUAYAIbHBIMU MPEANPUHUMATENSIMU, B CHCTEMY MOHUTOPUHIA TNPEICTABIAIOTCS CIEAYIOIINE

CBCIACHUA:

a) WACHTH(HUKAIMOHHBIA HOMEp HAaJOrOIUIATeNbIINKa CyOBhEeKTa OOpaIIeHus] JIEeKapCTBEHHBIX
CPEICTB;

0) HOMEp JIUIICH3UH;

B) JlaTa Hayaja JelcTBUS JIMLCH3HH;

I') aJpec MecTa OCYILECTBIICHHUS JEATEILHOCTH COTJIACHO JIMLEH3UH (IJI00aNbHbIM YHUKAIbHBINA
UACHTUPUKATOP ajpecHoro o0bekTa B (enepanbHO HMHGOPMAIMOHHON aIpecHOM CUCTeME U
OIHCaHue);

1) cTaTyc NeHCTBUS JTUIEH3UHU (MIeHTU(DUKATOP U ONKCAHUE);

€) laTa U3MEHEHHUs CTaTyca ACHCTBUS JULCH3UH;

) epedeHb padoT U yCIyT, PelyCMOTPEHHBIX JIMLEH3UeH (MIeHTU(PUKATOPHI U OITUCAHUE).

3. U3 enuHOW TOCyIapCTBEeHHON MH(MOpPMAIIMOHHOM CHCTEMBI B cdepe 3ApaBOOXpPAHEHUsS IS
LeJIel OMMCAaHMs JIGKAPCTBEHHBIX MPENapaToB B CUCTEMY MOHUTOPHHIA MPEACTABISIOTCS CIIEIyIOIne

CBCJACHUA:

a) YHHUKaJIbHBIA UIECHTU(PUKATOP 3aIUCH B €IMHOM CTPYKTYPHPOBAaHHOM CIPAaBOYHMKE-KaTasore
JIEKapCTBEHHBIX IIPENAPATOB;

0) HOMEp PErrucTPALMOHHOTO YI0CTOBEPEHUS JIEKAPCTBEHHOT' O Mpenapara;

B) JlaTa perucTpainuu (rocy1apcTBEHHON PErHCTpallii) JEKapCTBEHHOTO Mpernapara;
(nm. "B" B pen. [locranosnenus [IpaButenscta PO ot 06.07.2024 N 922)
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556
(pe T 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"p A. 0 o [ara coxpaHenus: 06.06.2025
06 yTBepxaeHuUU MNoNoXeHNs 0 CMCTEME MOHWUTOPUHTA...

F) CTaryc JIEUCTBUS PErUCTPpaluOHHOTO YAOCTOBCPCHU JICKAPCTBCHHOI'O IIPCIIapaTa,

1) MEXJIyHApOJHOE HEMAaTEHTOBAHHOE, WM TPYIIMPOBOYHOE, WM XUMHUYECKOEC HAUMCHOBAHHE
JICKapCTBEHHOTO Ipernapara;

€) HaMMEHOBAHKE JePIKaTeNs WK BIIaJesblla PErHCTPAIIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
npernapara;

’K) CTpaHa perucTpaiuy Jep)kaTeis WU BiaJelblla PErucTPAllMOHHOTO YAOCTOBEPEHUs
JIEKapCTBEHHOT'O TIperapara;

3) KO HAJIOTOIUIATCIIbIIUKA MACPIKATCIA WKW BJIAACIIbIAa PCTUCTPALMOHHOIO0 YIOCTOBCPCHUMA
JICKApCTBCHHOT'O IIpCriapaTta B CTPAHC PECTUCTpALlUN,

M) TPU3HAK HAJUYMs JICKAPCTBEHHOT'O TpernapaTta B MEPEYHE >KU3HEHHO HEOOXOAUMBIX H
BOXHEHIIMX JICKAPCTBEHHBIX MpenapaToB M TMPU3HAK HAIWYWS B JIEKAPCTBEHHOM IIpemnapare
HApKOTHUYECKUX CPEACTB, NMCHUXOTPOMHBIX BEIIECTB M HMX HPEKYPCOPOB, MOJJIEKAIIUX KOHTPOJIO B
Poccuiickoii @Penepauru B COOTBETCTBUHM C 3aKOHOAATENbCTBOM Poccuiickonn Penepauuu u
MEXIYHApOAHbIMU JO0TOBOpaMu Poccuiickont denepanny;

(B pen. Locranosnenus IlpaBurenscrBa P® ot 24.03.2023 N 468)

K) TOProBO€ HaMEHOBaHUE JIEKAPCTBEHHOI'O IIPEnapara;

J1) IepBUYHAS YIIaKOBKA JIEKApCTBEHHOTO Mpenapara;

M) KOJIMYECTBO JIEKAPCTBEHHON ()OPMBI B IEPBUYHON YIIAKOBKE;

H) BTOpUYHAas (MMOTpeOUTENIbCKas) yIaKOBKa JIEKApCTBEHHOT'O Mpenaparta (Ipu HaIudum);

0) KOJMYECTBO TMEPBUYHOM  YNMAaKOBKM  JICKAPCTBEHHOrO  IMperapara BO  BTOPHUYHOU
(moTpeOuTENbCKOM) YIIaKOBKE JIEKAPCTBEHHOIO IIpernapaTa (IIpy HaJIu4dun);

1) JJeKapCcTBeHHas popma;
P) KOJMYECTBO EAMHHII U3MEPEHUS TO3UPOBKH JICKAPCTBEHHOTO MperapaTa;

C) HauMCHOBaHHE CyOBEKTa OOpallleHHs JIEKAPCTBEHHBIX CPEIICTB, OCYHICCTBIISIFOIIETO (hacOBKY
(YnakoBKy)  JICKQpCTBEHHBIX  IpEMaparoB BO  BTOPHUHYH  (TMIOTPEOUTENILCKYIO)  YIAKOBKY
JIEKapCTBEHHOTO Tpemnapara (B cliydyae €€ OTCYTCTBUS - TEPBUYHYIO YIAKOBKY JIEKapCTBEHHOTO
npenapara);

T) KOJ HaJIOTOIUIATENbIINKA CyOBbEeKTa OOpaIeHus! JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTBIISIONMIETO
(acoBKy (yHakoBKy) JI€KapCTBEHHBIX IIPEMapaToB BO BTOPUYHYIO (HMOTPEOUTENBCKYIO) YHAKOBKY
JIEKapCTBEHHOI'0 Ipernapara (B cllyyae €€ OTCYTCTBUS - IEPBUYHYIO YIAKOBKY JIEKaPCTBEHHOI'O
npernapara), B CTpaHe perucTpanuu;

y) CTpaHa perucTpanuud cyObeKTa oOpallleHHs JIeKapCTBEHHBIX CPEJICTB, OCYIIECTBISIOLIETO
(acoBKy (yMakoBKY) JI€KapCTBEHHBIX IPENapaToB BO BTOPUYHYIO (NMOTPEOUTEIBCKYIO) YIAKOBKY
JIEKapCTBEHHOI'0 Ipemnapara (B cilydyae €€ OTCYTCTBUSl - NEPBUYHYIO YIAKOBKY JIEKapPCTBEHHOIO
npenapara);
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

¢) agpec MecTa OCYILECTBIICHUS JIEATEIbHOCTH CyOBeKTa OOpalleHHs JIEKAapCTBEHHBIX CPENCTB,
ocymiecTBisifoniero  (acoBky — (YMakoBKY) — JIGKAPCTBEHHBIX  IpemapaToB  BO  BTOPHYHYIO
(mOTpeOUTENBCKYI0) YIAKOBKY JIEKAPCTBEHHOI'O IIpernapaTta (B cCilydae €€ OTCYTCTBHS - NEPBUYHYIO
YIAKOBKY JIEKQpCTBEHHOrO Iperapara), yKa3aHHbId B JIMIEH3UHM Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX
CPEICTB IIPU HAJMYMHU TaKOH JIMLEH3UHU (T7100aIbHBIH YHUKAIBHBIN HIEHTU(UKATOP aJpeCHOTO 00BEKTa
B (eepaibHON MHMOPMALIMOHHON aIpECHOM CUCTEME U OIMCaHUE);

X) HanMCHOBAHHUC CY6I>6KT3 O6paH_IeHI/I$[ JICKApCTBCHHBIX CPEACTB, OCYLICCTBJIAIOMICTO CTAaAUIO
BBIITYCKAIOMICTO KOHTPOJIA Ka4CCTBA,

1) KOJI HAJIOTOIUIATEbIINKa CyOBeKTa OOpaIIeHus! JEKapCTBEHHBIX CPEJCTB, OCYLIECTBIISIOIIETO
CTaJMIO BBIMTYCKAIOIIETO KOHTPOJISI KAYECTBA B CTPAHE PETUCTPALIIH;

Y) CTpaHa perucTpauuu CcyObeKTa oOpallleHHsl JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBISIOLIETO
CTaJUIO0 BBITYCKAIOLIET0 KOHTPOJIS Ka4eCTBa;

1I) aapec MecTa OCYIICCTBICHUS NEATCIbHOCTH CyObhEKTa OOpaIIeHUs JIEKAPCTBEHHBIX CPEICTB,
OCYIIECTBIISIONIETO MPOU3BOACTBEHHYIO CTaJHI0O BBIMYCKAIOMIETO KOHTPOJS KauyecTBa, YKa3aHHBIA B
JUICH3WU Ha TPOU3BOJICTBO JICKAPCTBEHHBIX CPEJCTB MPU HAIWYHH TAKOH IUIEH3UU (IJI00ATBHBIMA
VHUKaJIBHBIA HISHTU(PUKATOP aapecHOro oO0bekTa B (demepanbHOW WHPOPMAIMOHHON aapecHOM
CHUCTEME U OTIHCaHUE);

111) 1aTa pEerucTpaliy MIpeesIbHON LIEHbI Ha JIEKAPCTBEHHBIN Ipenapar;

bl) TIpe/iebHAs 3apETUCTPUPOBAHHAS 1IEHA B pyOIIsIX;

7) HaMMEHOBaHHE CyOBEKTa OOpalleHHs JIEKAPCTBEHHBIX CPEJICTB, OCYILECTBIISIOLIETO CTaJUI0
MIPOU3BOJICTBA TOTOBOM JIGKAPCTBEHHOU (hOPMBI;
(nm. "3" BBeneH [loctanosnenuem IIpaButenscrea PO ot 21.07.2020 N 1079)

10) KOJI HaJIOTOIUIATEeNbIUKa CyObeKTa OOpallleHus JIEKAPCTBEHHBIX CPEJICTB, OCYLIECTBIISIOIIEIO

CTaJIMI0 MMPOU3BOJICTBA TOTOBOM JIEKAPCTBEHHOM (POPMBI B CTpaHe perucTpaluy;
(nm. "r0" BBeneH [locranoBnenuem [IpaButenscta PO ot 21.07.2020 N 1079)

s) CTpaHa PErucTpaluuu CcyObekTa oOpallleHHs JEKapCTBEHHBIX CPEJICTB, OCYIIECTBISIOLIETO
CTaJUIO MIPOU3BOJICTBA TOTOBOM JIEKApCTBEHHON (POPMBI.
(nm. "s" BBeneH [locranosnenuem Ilpasurensctea PO ot 21.07.2020 N 1079)

4. V3 eauHOro rocynapCTBEHHOIO peecTpa OPUIAMYECKUX JIML U €JUHOI0 TOCYAAapCTBEHHOTO
peecTpa  MHIUBUAYAJIbHBIX HpPEANpPUHUMATENEH COOTBETCTBEHHO B  LENAX  I[OJITBEPXKACHUS
JOCTOBEPHOCTH CBEJEHMI O IOCYJapCTBEHHOH perucTpanuu CyOBEKTOB OOpallleHHs JIEKapCTBEHHBIX
CPEICTB, SBIAIOIIMXCS OpraHMU3alMsIMM, NPU3HABAEMBIMU HAJOIOBBIM pe3UIEHTOM Poccuiickoi
®denepanyy, WIK UHAUBUYyAIbHBIMU [IPEANIPUHUMATEISIMHU, B CUCTEMY MOHUTOPUHIA IIPEICTABIISIFOTCS
CJICAYIOLINE CBEICHUS:

(B pen. Locranosnenus IlpaBurensctBa PD ot 24.03.2023 N 468)

a) UICHTU(PUKAIMOHHBIM HOMEp HAaJOroIIaTeNblIuKa CyObeKTa OOpalleHHs JEeKapCTBEHHBIX
CPEICTB;

0) KO/l HaJIOTOBOT'O OpraHa;

www.consultant.ru CrpaHvua 53 u3 83
HafeXHasa npaBoBas noaaepXxka


http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=463775&amp;date=06.06.2025&amp;dst=100165&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=463775&amp;date=06.06.2025&amp;dst=100165&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=463775&amp;date=06.06.2025&amp;dst=100167&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=463775&amp;date=06.06.2025&amp;dst=100167&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=463775&amp;date=06.06.2025&amp;dst=100168&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=463775&amp;date=06.06.2025&amp;dst=100168&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=442974&amp;date=06.06.2025&amp;dst=100168&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=442974&amp;date=06.06.2025&amp;dst=100168&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

B) KO €TaTyCa OpUANYCCKOIO JIMla NI UHAUBUAYAJIIbHOTO IMPEANIPUHHUMATEIIA,
r ) HanMCHOBAHUC Cy'6’beKTa 06paIJ_[CHI/I$I JICKApCTBCHHBIX CPCACTB;
II) CTAaTyC 3alKUCU O PEruCTpalvi IPUINICCKOTO JIMa WJIN HHAUBHUAYAJIbHOI'O NPCAIIPUHUMATCIIA

€) CBEICHUS O pPYKOBOJIWUTENEC CyOBeKTa OOpamlieHHus JIEKapCTBEHHBIX CPEACTB WIH 00
WHIWBHIyATHHOM TPEIITPUHUMATEIE.

5. U3 rocynapCcTBEHHOTO peecTpa aKKpeIUTOBAHHBIX (PMIIMAJIOB, MPEACTABUTEILCTB HHOCTPAHHBIX
IOpUANYECKUX JIMI B IeNAX TMOATBEPKACHHUS JOCTOBEPHOCTH CBEIEGHHH O pErucTpaluu
NPEJCTAaBUTEIILCTB HMHOCTPAHHBIX OpraHU3alui, SBISIOMIMXCS Jep)KaTelsMHd WM BJaJelbliaMu
PErUCTPAllMOHHOIO  YAOCTOBEPEHHUsl JIEKapCTBEHHOIO Ipenapara, Ha Teppuropun Poccuiickoii
®denepalyi B CHCTEMY MOHUTOPHUHTA IPECTABIISIOTCS CIEAYIOLUIUE CBEICHUS:

a) UJeHTU(PUKAMOHHBIN HOMEpP HaJOTOIJIaTeNIbIIUKA IPEICTaBUTENIbCTBA;

0) KO/ HaJOroBOI'O OpraHa y4era npeCTaBUTENIbCTBA;

B) HAIMEHOBaHUE TPEICTABUTENHCTBA;

') HOMEp 3aMuCcH 00 aKKpeaUTaIIH;

1) cBeZieHUs1 00 MHOCTPaHHOM OpraHu3aluu;

€) KOJI COCTOSIHUSI aKKpEeIUTalUH;

) CBEJICHUS O PyKOBOJUTENE MPEICTABUTEIbCTBA.

6. M3 aBTOMaTH3UpOBaHHOW HMH(POPMAIMOHHON cucTeMbl DenepanbHON CIIY)KOBI MO HAI30py B
chepe 3ApaBoOXpaHEHHs B Ienax obecredeHuss O€30MacCHOCTH B CHUCTEMY MOHHTOPHHTA
NIPEJCTABIISAIOTCS CIEAYIONINE CBEICHHUS O BbIBOJIE (00 OTMEHE BBIBOJA) M3 OOpaIlleHHs JIEKaPCTBEHHBIX
MIPENapaToB M0 UHUIIMATUBE YIIOJTHOMOUYEHHOTO (he/IepaIbHOr0 OpraHa HCIOTHUTEIBHOM BIACTH:

(B pen. Locranosnenus IIpasurenscrea PO ot 21.07.2020 N 1079)
a) J1aTa, C KOTOpoi Heo0X0AMMO 00eceUnTh BbIBOJ (OTMEHY BbIBOJIA) JIEKAPCTBEHHOTO Mpernapara

13 o0paleHus;
(8B pen. lloctanoBnenus IIpaBurenscrea PO ot 21.07.2020 N 1079)

6) HOMCD pCTUCTPALUOHHOT'0 YAOCTOBCPCHUS JICKAPCTBCHHOI'O ITpCIiapara;

B) JlaTa perucTpaiuu (rocy1apcTBEHHON perucTpalim) JIEKapCTBEHHOTO Mpernapara;
(nm. "B" B pen. [locranosnenus [Ipasutenscta PO ot 06.07.2024 N 922)

T') OCHOBaHHE BBIBOJIa (OTMEHBI BBIBOJIA) U3 0OpaIlleHUs JIEKAPCTBEHHOTO Mpernapara;
(B pen. [Hoctanornenus [IpaButensctBa PO ot 21.07.2020 N 1079)

J) PEKBHU3UTHI JTOKYMEHTa O BbIBoJe (00 OTMEHe BBHIBOjIa) M3 OOpaIIeHHs JEKapCTBEHHOTO
npernapara;
(B pen. Lloctanosnenus Ilpasurenscrea PO ot 21.07.2020 N 1079)

www.consultant.ru CrpaHvua 54 u3 83
HafeXHasa npaBoBas noaaepXxka


http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=463775&amp;date=06.06.2025&amp;dst=100170&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=463775&amp;date=06.06.2025&amp;dst=100170&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=463775&amp;date=06.06.2025&amp;dst=100171&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=463775&amp;date=06.06.2025&amp;dst=100171&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=480487&amp;date=06.06.2025&amp;dst=100017&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=480487&amp;date=06.06.2025&amp;dst=100017&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=463775&amp;date=06.06.2025&amp;dst=100172&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=463775&amp;date=06.06.2025&amp;dst=100172&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=463775&amp;date=06.06.2025&amp;dst=100173&amp;field=134
http://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=463775&amp;date=06.06.2025&amp;dst=100173&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556
(pe T 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"p A. 0 o [ara coxpaHenus: 06.06.2025
06 yTBepxaeHuUU MNoNoXeHNs 0 CMCTEME MOHWUTOPUHTA...

€) M100aNbHBIN UIeHTU(PUKAMOHHBI HOMEP TOPTOBOW €IMHHUIIBI;
’K) HOMEp MPOU3BOACTBEHHOM Cepuu;

3) HIECHTU()UKALMOHHBIM HOMEp HAJOTOIUIATENIBIINKA CYyObEeKTa OOpalleHus JIeKapCTBEHHBIX
CpeACTB (€CIM OCYLIECTBISIETCS M3BATHE TONBKO Yy OJHOIO CyObeKTa OOpalleHMs JIEKapCTBEHHBIX
CPEJICTB, a HE U3BATUE BCEeH cepuu (MapTuun).

6(1). M3 cucrembl MOHMTOPUHIa B IENAX MOATBEPXKICHHUS JIOCTOBEPHOCTH CBEICHHUH,
NIPEJCTaBIsEMbIX CyOBbEKTaMM OOpallleHHsl JIEKapCTBEHHBIX cpeacTB B DenepaibHylo CiyxO0y Mo
Ha/J30py B cdepe 3ApaBOOXpPAHEHHUS TEpel BBOJAOM JICKaPCTBEHHBIX IPENapaTroB B TIPa)kIaHCKUH
000pOT, NepenarTcsi B aBTOMATU3UPOBAHHYI0 MHPOPMAIMOHHYI0 cucteMy denepanbHOi ciaykObl 110
HAJ30py B cepe 3ApaBOOXpaHEHNUS CIEIYIONINE CBEJCHUS O TAKUX JIGKAPCTBEHHBIX IIpenaparax:

(B pen. Locranosnenus IlpaBurensctBa P® ot 24.03.2023 N 468)

a) WAEGHTU(UKALMOHHBIM HOMEp HaJOroIUIaTeNblIMKa CyObEeKTa OOpalleHus JeKapCTBEHHbIX
CpEeZACTB, OCYLIECTBUBLIETO (hacOBKY (YNAaKOBKY) JIEKAPCTBEHHBIX MPENapaToB U MAPKHUPOBKY YIAKOBOK
JICKApCTBEHHBIX TpENapaToB CpPEACTBAMH HWACHTU(HUKAIMM TPU TPOU3BOACTBE JIEKAPCTBEHHOTO
npenapara Ha teppuropun Poccuiickonn ®enepauuu MiaM OCyIIECTBUBLIETO BBO3 B Poccuiickyro
QPenepanvio M TAMOKEHHOE JEKJIAPUPOBAHME JIEKAPCTBEHHOIO IIperapara B Clly4ae BBOJA B
IpaXXIaHCKUM 000pOT JIEKapCTBEHHOI'O Iperapara, MpPOM3BEIECHHOrO0 BHE Teppuropuu Poccuiickoit
denepanuu;

(8B pen. lloctanoBnenus IIpaBurenscrea PO ot 29.11.2023 N 2027)

0) HauMeHOBaHHE CyObeKTa OOpalleHHs JEKapCTBEHHBIX CPEICTB, OCYIIECTBHUBILETO (hacoBKY
(YnmakoBKy) JIEKapCTBEHHBIX IIPENApaTOB M MAapKUPOBKY YIIAKOBOK JIEKAPCTBEHHBIX IPENapaToB
CpeAcTBaMu HIEHTH(UKAIWU TPH TPOU3BOJACTBE JIEKAPCTBEHHOTO TIpernapara Ha TEPPUTOPHH
Poccniickoit ®@enepanuu WM OCyIIECTBHBIIETO BBO3 B Poccuiickyro dPenepanvio M TaMOXKEHHOE
JIeKJIapUpOBaHUE JIEKApCTBEHHOT'O IIpenapara B Cilydae BBOJA B TPAKIAHCKUNA 000POT JEKapCTBEHHOTO
npernapara, Ipou3BeJIeHHOro BHe Tepputopun Poccuiickoit ®enepaunuy;

(B pen. Locranosnenus IIpasurensctea PO ot 29.11.2023 N 2027)

B) CBEJIEHUS O JIEKAPCTBEHHOM IIpenapare, MOJIy4EHHbIE B paMKaX OIMCAHUs JIEKapCTBEHHOI'O
mpernapara B CHCTEME€ MOHHUTOPHMHIAa B COOTBETCTBMU ¢ NyHKTOM 33 IlonoxkeHuss o cucreme
MOHUTOPHUHTA  JIBIDKCHHSI  JICKAPCTBEHHBIX  TMPEMapaToB Uil  MEIUIIMHCKOTO  TPUMEHEHUS,
YTBEp)KJICHHOTO TIocTaHoBlieHueM IIpaButenscTBa Poccuiickoit @enepanuu ot 14 mexadbps 2018 r. N
1556 "O6 yrtBepxaenuu [lonoxeHus o cucTeMe MOHUTOPUHTA JIBUKEHHS JIEKAPCTBEHHBIX MPENapaToB
JUTSL MEAMIIMHCKOTO nTpuMeHeHus" (nanee - [lonoxenue);

(B pen. Locranosnenus IlpaBurenscrBa P® ot 24.03.2023 N 468)

T') HOMEp MTPOU3BOJICTBEHHON CEPHH;
1) 00BEM TTPOU3BOACTBEHHOM CepUH;
€) Jara ynakoBKH ((hacOBKH) JISKapCTBEHHOTO Iperapara MpU IMPOU3BOJICTBE JIEKAPCTBEHHOTO

npemnapara Ha reppuropun Poccuiickoit denepanuu;
(8B pen. LocranoBnenus IIpasurenscrea PO ot 29.11.2023 N 2027)

) UICHTH(PUKAIMOHHBII HOMEpP HAJIOTOIUIATebIINKa COOCTBEHHHUKA JICKAPCTBEHHOTO Tpernapara
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

MpU  KOHTPAKTHOM (TOAPSTHOM) TMPOU3BOJCTBE JIEKAPCTBEHHOTO TIperapara Ha TEePPUTOPUU
Poccuiickoit denepanuu;

3) HAaMMEHOBaHME COOCTBEHHHKA JIEKAPCTBEHHOTO Ipernapara MpU KOHTPAKTHOM (TIOAPSIHOM)
IIPOU3BOJCTBE JIEKAPCTBEHHOTO IIpenapara Ha reppuropuu Poccuiickoin @enepanny;

M) JlaTa pETUCTpalliH JeKjapallid Ha TOBaphl B CiIy4ae BBOJA B TPaXTaHCKUH 00OpOT
JIEKapCTBEHHOTO TIperapara, Npou3BeAeHHOro BHe Tepputopun Poccuiickoit ®enepaunnu, 3a
UCKJIIOYEHUEM CIIy4aeB BBO3a JICKAPCTBEHHBIX IPENapaToB M3 TOCYIAapCcTB - WieHOB EBpasmiickoro
KOHOMUYECKOTO COI03a;

(nm. "u" B pen. [loctanosnenus IlpasurensctBa PO ot 24.03.2023 N 468)

K) pPEerHCTPAallMOHHBI HOMEp ICKJIapallid Ha TOBaphl B Cllydae BBOJA B TPaXXTAaHCKUH 00OpOT
JIEKApCTBEHHOI'0 Iperapara, IPOWU3BEAEHHOro BHe Tepputopun Poccuiickon ®denepanuu, 3a
UCKIIIOYEHHEM CJIy4YacB BBO3a JICKAPCTBEHHBIX IPENapaTroB U3 IOCYNapcTB - 4ieHOB EBpasmiickoro
9KOHOMMYECKOTO CO03a;

(mm. "k" B pen. loctanoBnenus IIpasutensctBa PO ot 24.03.2023 N 468)

J) KO/ PELICHUs O BBIITYCKE TOBapa B COOTBETCTBHUH € KIACCU(PUKATOPOM pEIICHUH, TPUHUMAEMbIX
TaMO>KEHHbIM OpraHoOM, B Ciy4ya€ BBOJa B TpaXJIAaHCKUH OOOpOT JIEKApCTBEHHOrO IIpenapara,
MIPOM3BEIEHHOrO BHE Teppuropun Poccuiickoit @Pepepannu, 3a HCKIYEHUEM CIIy4aeB BBO3a
JIEKapCTBEHHBIX IIPENApaTOB U3 OCYJapCTB - YWICHOB EBpa3suiickoro 3KOHOMHUYECKOI0 COK3a;

(nm. "n" B pen. Hocranosnenus [IpaButensctBa PO ot 24.03.2023 N 468)

M) JaTa U HOMEp I[EpPBUYHOIO JIOKYMEHTA, SBIISIIOLIETOCS OCHOBAHMEM Uil OTTPY3KH
JeKapCTBEeHHOTO mpemnapata B Poccuiickyro ®denepanuio (B cliydae BBOJa B TPa¥JTaHCKHA 00OpOT
JIEKAPCTBEHHBIX TMPENapaToB, BBO3UMBIX C TEPPUTOPHH TOCYAapCTB - ujeHOB EBpasuiickoro
SKOHOMHUYECKOTO COI03a);

(. "M" BBeneH [loctanonenuem IIpaButensctBa PO ot 24.03.2023 N 468)

H) UACHTU(PHUKATOP NPOM3BOJCTBEHHOM CEpUHU JIEKApCTBEHHOIO Ipernapara - YHUKaJIbHbBIN Uis
Ka)KJJOW MPOU3BOACTBEHHON CEPUM KOJ, IPUCBOECHHBIM CUCTEMONM MOHUTOPMHIA IO UTOraM BHECEHUS
CBEJICHUI, IPEyCMOTPEHHBIX a03alieM MepBbIM IyHKTa 35 U ab3arem nepsbiM myHkTa 36 Ilomoxenus.
(nm. "H" BBeneH [locranosnenuem IlpaBurensctBa PO ot 24.03.2023 N 468)

(. 6(1) BBenen locranosnenuem [IpaButenscrea PO ot 21.07.2020 N 1079)

6(2). 3 aBTomaru3upoBaHHOW MH(POpMAIIMOHHON cucTeMbl DenepaabHOM CITyKObI 10 HAA30py B
cdepe 3ApaBOOXpaHEHUs B LIETSAX MOATBEPKACHUS TOCTOBEPHOCTH CBEICHHI O BBOJE JIEKAPCTBEHHBIX
MIpPemapaToB B IPAKIAHCKUI 000POT B CUCTEMY MOHUTOPHHTA MPEJCTABIISIOTCS CIACAYIONINE CBEICHUS:

a) JlaTa perucTpaIiy CBeJICHUI B aBTOMAaTH3UPOBAaHHOW NH(OpMaMOHHOU cucteme DenepanbHON
CITy>KOBI TI0 HaJ30py B cepe 3paBOOXpaHECHHUS;

0) pEeKBU3UTHI 3alMUCH O JIEKAPCTBEHHOM IIpenapare, BBOJAMMOM B TpaxkJaHCKUH 00OpOT, B
aBTOMaTH3MPOBAaHHOM MHpOpManMoHHON cucremMe @DenepanbHOR ciykObl 1O Haa3opy B cdepe
3/IpaBOOXPAHEHHUS;

B) TI00ANbHBIN HICHTU(DUKANUOHHBIA HOMEpP TOPTrOBOWM EIMHHIIBI BBOJAMMOTO B TPakIaHCKUN
000pOT JIEKapCTBEHHOT'O TIPerapara;
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

I) HOMEp IPOMU3BOJCTBEHHOW CEepUM BBOAMMOIO B TPaKTAHCKMHA 000pOT JIEKapCTBEHHOTO
npernapara;

J1) KOJMYECTBO BTOPUYHBIX (MOTPEOUTENHCKUX) YIAKOBOK JIEKAPCTBEHHOTO IIpenapara Win
MEPBUYHBIX YNAKOBOK JIEKApCTBEHHOrO Ipenapara (B cilydyae MapKHUPOBKHM IEPBUYHBIX YIAKOBOK
JIEKapCTBEHHOI'O Ipernapara cpeicTBaMu UACHTU(UKAINK), BBOAUMOI'O B TpakIaHCKUN 000pOT;

(mm. "n" B pen. [ocranosnenus [IpaBurensctBa P® ot 29.11.2023 N 2027)

e) Homep paspemieHust PeaepanbHON CiTy>k0bl IO HAA30pY B cdepe 3ApaBOOXpaHEHUs Ha BBOJ B
rpaXJIaHCKUii o0opoT (B cioyyae BBOJAa B TPaXIAHCKHMH 00OPOT HMMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOI'O IIperapara);

) WICHTU(QUKAMOHHBIA HOMEp HAJOTOIUIATENbIINKa CyObheKTa OOpalieHHs JeKapCTBEHHBIX
CPEICTB, OCYIIECTBIISIONIETO BBOJI JIEKAPCTBEHHOTO Mpenapara B TpaxIaHCKUi 000poT;

3) JaTa perucTpalliil M PETUCTPALMOHHBIA HOMEp JEKJIapalid Ha TOBaphl (B Cilyyae BBOAA B
TPaKAaHCKUH 000OpOT JIEKApCTBEHHOTO Mpemnapara, NPOW3BEICHHOTO BHE Tepputopun Poccuiickoit
deneparyy, 3a MCKIOYEHUEM CIIyyaeB BBO3a JIGKAPCTBEHHBIX MpPENapaToB M3 TOCYAApCTB - WICHOB
EBpa3uiickoro 3kOHOMHU4€ECKOI0 COr03a);

(nm. "3" BBeneH [locranoBnenuem [IpaButenscta PO ot 24.03.2023 N 468)

M) JaTa W HOMEp TEPBUYHOTO JIOKYMEHTA, SBISIOMIETOCS OCHOBAaHHEM Uil OTIPY3KH
JIeKapCTBEHHOTO TIpenapata B Poccuiickyro @enepanuio (B ciydae BBOJA B T'PAXKITAHCKUH 0OOPOT
JICKQpCTBEHHBIX MPENapaToB, BBO3UMBIX C TEPPUTOPUH TOCYAApCTB - WICHOB EBpa3uiickoro
HKOHOMHUYECKOTO CO03a).

(. "u" BBeneH [locranosnennem [IpaButensctBa PO ot 24.03.2023 N 468)
(n. 6(2) BBenen locranosnenuem [Ipasutenscrea PO ot 21.07.2020 N 1079)

6(3). U3 cucreMbl MOHHUTOpPHHra B LEJISX OOECHEYeHHs OCYIIECTBICHUS (erepanbHOro
rOCyJapCTBEHHOTO Haja30pa B cepe oOpalleHus JEKapCTBEHHBIX IpenapaTroB Uil MEIUIMHCKOTO
npuMeHeHus @PenepanbHOi Ciy>)k00H 1O Haa3opy B cdepe 3IpaBOOXpaHEHHs IepelalTcs B
aBTOMAaTH3MPOBAaHHYI0 HH(pOpMalMOHHYIO cucteMy PenepanbHoi ciayxkObl 1O Hag3opy B cdepe
3/IpaBOOXPAaHEHHS CIIEIYIOIINE CBEACHUS 00 YHUUTOKEHHH JIEKAPCTBEHHBIX MPENapaToB:

a) Jara BHECEHHUS CBEACHUH B CHCTEMY MOHUTOPUHIAa 00 YHUYTOXXEHHU JIEKapCTBEHHOI'O
npenapara;

0) uneHTUPUKAUMOHHBIA HOMEpP HAJOTOIUIaTeNbIIMKa CyObekTa OOpalleHus JIeKapCTBEHHBIX
CPEICTB, OCYIIECTBUBIIETO Mepeaady JIeKapCTBEHHOTO MpernapaTa Ha yHUUTOKEHUE;

B) HaUMEHOBaHME CyOBeKTa OOpalleHMs JIEKapCTBEHHBIX CPEACTB, OCYIIECTBUBIIETO IMepenavy
JIEKapCTBEHHOI'O IIpenapaTa Ha yHUUTOKEHHUE;

r) WISHTH()UKANMOHHBIA HOMEpP  HAJOTOIUIATENIbIIMKA  OpPTraHW3allMH,  OCYIIECTBUBIICH
YHUYTOKEHHE JIEKAPCTBEHHOIO NIpernapara;

I[) HanMMCHOBAHUEC OpraHU3alluu, OCYHIGCTBI/IBH_ICI\;I YHHUYTOXCHHUE JICKAPCTBECHHOI'O ITPEIiapara,

e) aapec opraHnu3anuu, OCYH_ICCTBI/IBH_IGI\;I YHUYTOKCHUEC JICKAPCTBCHHOT'O IIPEIiapara;
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556
(pe T 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"p A. 0 o [ara coxpaHenus: 06.06.2025
06 yTBepxaeHuUU MNoNoXeHNs 0 CMCTEME MOHWUTOPUHTA...

) PEKBU3UTHI aKTa 00 YHUUTOKEHUH JIEKapCTBEHHOTO Npernapara (1ara 1 HoMep);

3) CBEJECHHs O JIGKAPCTBEHHOM IIpernapare, MOJIyueHHbIE B paMKax OIMCAHMs JIEKAPCTBEHHOTO
npernapara B CHCTEME MOHUTOPHHTA B COOTBETCTBUU C ITyHKTOM 33 [lonoxxeHus;
(B pen. Locranosnenus IlpaBurenscrBa P® ot 24.03.2023 N 468)

1) CIIOCO0 YHUUTOXKCHHS;

K) AaTa yHUYTOXKEHUS;

J) IpUYMHA ¥ OCHOBAHUE Mepe/auu JIEKapCTBEHHOTO TpernapaTa Ha YHUUTOKEHHE.
(m. 6(3) BBenen locranosnennem [IpaButenscrea PO ot 21.07.2020 N 1079)

7. 3 EnuHoli aBTOMaTH3UpOBaHHON MH()OPMAIIMOHHON CUCTEMbI TAMOKEHHBIX OPTaHOB C LIEJBIO
MPEAYNPEKACHUS U NIPECECUCHUS NPECTYIUICHUN U aIMUHACTPATUBHBIX NIPABOHAPYILEHNUN, OTHECEHHBIX
K KOMIIETEHIIMM TaMOXEHHbIX opraHoB Poccuiickoii ®enepanu, B CHCTEMY MOHUTOPUHIA
IIPECTABIISIOTCS CIELYIOIIME CBEIEHUS O JIEKAapCTBEHHBIX IIpenaparax, BBE3€HHbIX B Poccuiickyro
@enepaliio M IMOMELICHHBIX MO/ ONPEIEIICHHbIE TaMO)KEHHBIE IPOLIENYPhI, COAEpKAILUECT B
JeKJIapaluy Ha TOBAPBI:

(B pen. Locranosnenus IlpaBurenscrBa P® ot 24.03.2023 N 468)

a) KOJl TAMOXKEHHOI'O OpraHa;

0) maTa perucTpaliu JAeKIapaiud Ha TOBAPHI,
(B pen. lHocranopnenus [IpaButensctBa PO ot 24.03.2023 N 468)

B) PETHCTPAIIIOHHBII HOMEp JIeKJIapalli Ha TOBaphI;
(8B pen. locranoBnenus IIpasutenscrBa PO ot 24.03.2023 N 468)

T') KOJ HICHTU(UKALINY;
(nm. "r" B pea. Hocranosnenus [IpaButensctea P® ot 20.03.2020 N 311)

1) TAMOXKCHHAsI CTOMMOCTbD, CTATHCTHYECKAsi CTOUMOCTh U (DaKTypHasi CTOUMOCTD JIEKAPCTBEHHOTO
npernapara;

e) KOI CTPAHBI ITPOUCXOKACHHU JICKAPCTBCHHOI'O IIpC€Iapara,

) UICHTU(DUKAIMOHHBIA HOMEpP HAJIOTOIUIATENbIINKAa CyObheKTa OOpalieHHs JIeKapCTBEHHBIX
CPEJICTB, OCYILIECTRIISIONICTO BBO3 U JICKJIAPUPOBAHUE JICKAPCTBEHHOTO MIpenapara;

3) KOJ 3asBJIEHHOW TaMOXXEHHOW NpPOLEAypbl B COOTBETCTBUM C KIACCU(PUKATOPOM BHJIOB
TaMO>XEHHBIX IPOLIEYD;

1) JaHHBIE O BBIMTYCKE JIJIs1 BHYTPEHHETO MOTPeOJIeHUs JIeKapCTBEHHOTO Mpernapara.

8. Cucrema MOHUTOpPMHIa B LEIAX MNPEOYNPEKICHUS M IPECEUEHUS NPECTYIUICHUN W
aIMMHHUCTPATUBHBIX IPAaBOHAPYIIEHUN, OTHECEHHBIX K KOMIIETEHLIMH TaMOXKEHHBIX OpraHOB
Poccuiickoit  @epepaumu, — OCyLIECTBIsAEeT  meperady B EauHyr0  aBTOMAaTW3MPOBAHHYIO
MHPOPMALIMOHHYK0 CHUCTEMY TaMOKEHHBIX OpraHOB IO 3alpocCy CIEAYIOLIME CBEIEHHUS O
JIEKApCTBEHHBIX MPENapaTax, BBE3EHHbIX Ha TeppuTopuro Poccuiickon denepannn:
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

a) WAEHTHU(UKALMOHHBI HOMEp HAaJOroIUIaTeNblIMKa CyObEeKTa OOpalleHus JEeKapCTBEHHbIX
CPEICTB, OCYILIECTBIAOLIETO BBO3 B Poccuiickyro denepannio W IeKJIapUpOBaHUE JIEKAPCTBEHHBIX
IIpenapaTos;

0) Ko cTpaHbl MPOUCXO0KIEHUS JIEKAPCTBEHHOTO Npernapara;
B) TJ100aJIbHBIN UIEHTU(UKALIMOHHBIA HOMEP TOPTOBOM €TMHUIIBI;
I) KOA WICHTU(PHUKAIUU M KOJX HWJACHTU(DHUKAIIMKA TPETUYHOW (TPAaHCHIOPTHOM) YITAKOBKH

JIEKapCTBEHHOT'O Mpernapara, B KOTOpO HaXOIUTCs BBEJICHHBII B 000pOT JIeKapCTBEHHBIN Ipemnapar;
(nm. "r" B pen. lHocranosnenus [IpaButensctea P® ot 20.03.2020 N 311)

1) CTaTyc JEKapCTBEHHOI'O Iperapara B CUCTEME MOHUTOPHUHTA;

€) mepeueHb KOJAOB HACHTHU(DUKALMM, COJEPKALIMXCS B TPETUYHOM (TPaHCIIOPTHOM) yHakOBKE
JIEKapCTBEHHOTO IIpernapara;

n.n

(. "e" B pen. [locranonenus [IpaButensctBa PO ot 20.03.2020 N 311)

) KOJ cTaTyca JIEKapCTBEHHOIo mpenapaTa (onpenenseMoe B CUCTEME MOHUTOPHUHIA COCTOSIHUE
KOJa WAGHTH(QHUKAIMKM WIM KoJa MIACHTU(UKAUK TPETUYHOH  (TPAaHCHOPTHOW) YHNaKOBKH
JIEKapCTBEHHOI'O IIpernapaTa, KOTOpPOE M3MEHSETCS B paMKaxX IPOLECCOB, IPEILyCMOTPEHHBIX
[Tonoxenuem);

(nm. "x" BBeaeH [locranosnenuem [IpaBurtensctBa PO ot 24.03.2023 N 468)

3) KOJ0BOe 00O3HAUCHHWE YPOBHS MAapKUPOBKHA B COOTBETCTBUHU C IMOANMYHKTOM 29 myHKTa 15
[opsiaka 3amosHeHHs ACKIApallii Ha TOBaphl, yTBepkaeHHOro Pemenunem Komwuccuun TamMoXeHHOTO
coro3a ot 20 mas 2010 r. N 257;

(mm. "3" BBenen [locranosnenuem [paBurensctBa PO ot 24.03.2023 N 468)

1) HOMEP PErUCTPALIMOHHOTO yA0CTOBEPEHUS JIEKAPCTBEHHOTO Mpernapara;
(nm. "u" BBeneH [locranosnenuem IlpaBurensctBa PO ot 24.03.2023 N 468)

K) JlaTa perucTpanuy (rocyAapcTBEHHONW perucTpannn) JeKapCTBEHHOIO Ipenapara;
(mm. "k" B pen. [octanoBnenus IIpasutensctBa PO ot 06.07.2024 N 922)

) KOJIMYECTBO €IMHUIL JIGKAPCTBEHHOTO Mperapara;
(mm. "n" BBeaeH [locranosnenueM [IpaBurensctea PO ot 24.03.2023 N 468)

M) TOProBO€ HaMEHOBAHHUE JIEKAPCTBEHHOI'O IIpenapara.
(nm. "m" BBeneH [locranosnenuem IlpaBurensctBa PO ot 24.03.2023 N 468)

9. U3 cuctemMbl MOHUTOPUHTAa B LEISIX MPOCICKUBAEMOCTH IBMKCHUS CIHPTOCOACPKAIIUX
JIEKapCTBEHHBIX TpENaparoB TMEpPeAalnTcs B EIUHYH TOCYJapCTBEHHYIO aBTOMAaTH3MPOBAHHYIO
MH(OPMALIMOHHYIO CUCTEMY yueTa 00beMa MPOU3BOJCTBA M 000POTA STUIOBOTO CIUPTA, alKOTOJIHHON
U COMPTOCOEpKAIIEeH IPOAYKIMH CIEAYIOLINE CBEICHUS:

a) cBeleHUs O cyObekTax oOpallleHus JIEKapCTBEHHBIX CPEJICTB, YYacTBYIOIIUX B 000poTe
CIIHPTOCOIEPIKAIIUX JIEKAPCTBEHHBIX TPENapaToB;

6) CBCACHUA O IPOMU3BOJACTBCHHBIX ILIOMIAAKAX CY6’beKTOB O6paH_[eHI/IH JICKApCTBCHHEBIX CPEACTB,
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K n
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxxaeHun MNonoxeHns o cucteMe MOHUTOPUHra...

OCYHICCTBIIAIOMIUX IMPOU3BOACTBO CIIMPTOCOACPIKAIUX JICKApCTBCHHBIX npenapaTron n
3apCTUCTPUPOBAHHBIX B CUCTCME MOHUTOPHUHTI A,

B) CBEICHHMA O JICKAPCTBEHHBIX IpenapaTax, 3aperuCTPUPOBAHHBIX B CHCTEME MOHHMTOPHHTA
cyOBbeKTaMu 00paleHHs! IEKAPCTBEHHBIX CPE/ICTB;

I) CBeIEHUs O BBOAE B O000OpOT, 000pOTE€ U BBHIBOJE U3 000pPOTa CHUPTOCOJEPKAIINX
JIEKapCTBEHHBIX MPENapaToB.
(m. 9 BBenen [ocranosnennem [IpaButensctBa PO ot 24.03.2023 N 468)

10. 13 cucrtembpl MOHUTOPHHTA B LIENAX pealu3allii BO3MOYKHOCTEH, yKa3aHHBIX B IyHKTe 56(1)
[lonoxxeHns o0 cUCTEME MOHMTOPHMHIA JBHKEHHS JIEKAPCTBEHHBIX IIPENapaToB AJIs MEIULUHCKOIO
MIPUMEHEHHUS, YTBEPXKIEHHOTO TMocTaHoBiIeHueM IIpaButenbctBa Poccuiickoit ®enepauuu ot 14
nexabpss 2018 1. N 1556 "OO6 yrtBepxkaeHuu IlomokeHUsT O CHUCTEME MOHUTOPWHTA JIBHKCHHS
JIEKapCTBEHHBIX IIPENapaToB s MEAMLUHCKOIO NIpUMEHEHus", Ha EQuHbIN nopTain rocy1apCTBEHHbIX
U MYHUIMNAIBHBIX YCIYT TNPEACTABIAIOTCS CBEACHUSA O pe3ysibTaTaX WHULIMHAPYEMOHN TIpakIaHaMu
MIPOBEPKH CPEJCTB UACHTU(DUKAIIMH B CUCTEME MOHUTOPHHTA.

(n. 10 BBeneH [locranosienuem IlpasurensctBa PO ot 16.09.2023 N 1514)

I11. M3 cucteMbl MOHMTOPHHIA B LEIAX MOHUTOPUHIA CEBEPHOTO 3aBO3a NEPEHAIOTCS B
denepanbHyl0 TOCYAapCTBEHHYIO HH(OPMALMOHHYIO CHCTEMY MOHHUTOPHHIAa CEBEPHOTO 3aB03a
ceeHuss 00 00OpOTe JIEKAapCTBEHHBIX IpernaparoB Ha TEPPUTOPHUSX CEBEPHOIO  3aB0O3a,
OCYIIECTBIISIEMOM CYOBEKTaMH OOpaIleHHus JEKapCTBEHHBIX CPEJACTB, SBISIOIIUMUCS YYaCTHHKAMU
CEBEPHOI0 3aB034a, B CJIEYIOLIEM COCTABE:

a) CBEZICHUS 00 y4aCTHHKAaX CEBEpHOIO 3aB03a, yKa3aHHBIX B a03alle IepBOM HACTOSIIETO ITyHKTA;

0) cBeleHMsI O JIEKAPCTBEHHBIX Ipenaparax, 3aperuCTPUPOBAHHBIX B CHUCTEME MOHMTOPHHIA
cyOBbeKTaMu OOpalleHHs JIEKAPCTBEHHBIX CPEJCTB, 000OPOT KOTOPBIX OCYIIECTBISETCS Ha TEPPUTOPUIX
CEBEpHOI0 3aB034;

B) CBeleHHsI 00 OOpallleHHH JIEKapCTBEHHBIX IMpErnapaToB HAa TEPPUTOPHSAX CEBEPHOTO 3aB0O3a, B
TOM UHCJIE CBEICHHUS O PEKBU3UTaX TOCYJApPCTBEHHBIX M MYHUIUNAJIBHBIX KOHTPAKTOB,
MIPEJCTAaBJICHHbIE B CUCTEMY MOHUTOPUHTA CYObEKTaMH 00paIleHHs JIeKapCTBEHHBIX CPEICTB.
(m. 11 BBenen [locranosnenuem IlpasurensctBa PO ot 24.04.2025 N 553)

[Tpunoxenue N 2

k [Tonoxennto o cucTeMe MOHUTOPHHTA
JIBYDKCHUS JICKApPCTBEHHBIX IPEIapaToB
TSl MEMLIUTHCKOTO MTPUMEHEHHUSI

NEPEYEHDb
CBEOEHWW, NPEOCTABNAEMbIX MPU ONUCAHUU NNIEKAPCTBEHHbIX
NPENAPATOB OnA MEAUUMHCKOIO NPUMEHEHUA CYBBbEKTAMU
OBPALLEHUA NEKAPCTBEHHbIX CPEACTB B UHOOPMALIMOHHbIU
PECYPC, OBECIMNEYNBAIOLLUN YHET U XPAHEHUE NOCTOBEPHbIX
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

AAHHbIX O TOBAPAX MO COOTBETCTBYIOLLEN
TOBAPHOU HOMEHKIIATYPE

Crncoxk M3MEHSOIMUX JOKYMEHTOB
(B pen. [locranoBnenuii [IpaButenscrea PO ot 29.11.2023 N 2027,
ot 06.07.2024 N 922)

1. ToproBoe HaMEHOBaHUE JIEKAPCTBEHHOTO Mpernapara Ui MEIUIMHCKOTO MPUMEHEHUS (J1anee -
JIEKapCTBEHHBIN TIpemnapar).

2. bpenn (ToproBast Mmapka).
3. Homep perucTpaiimoHHOTO YI0CTOBEPEHUS JIEKaPCTBEHHOTO Tpernapara.

4. ata peructpanuu (ToCy1apCTBEHHON pEerUCTpaIlii) JEKaPCTBEHHOTO IIpernapara.
(. 4 B pen. lloctanosnenus [Ipasutenscta PO ot 06.07.2024 N 922)

5. HaumeHoBaHme nepkaTenss WJIM  BIQJENblla  PETUCTPAIIMOHHOTO  YJAOCTOBEPEHUS
JIEKapCTBEHHOT'O Ipenapara.

6. Anpec nepxarens WIM Blajaenblia PErUCTPALMIOHHOIO YAOCTOBEPEHUS JIEKapCTBEHHOTO
npernapara.

7. MexayHapoJHOE HeaTeHTOBAaHHOE HAMMEHOBaHHE JIEKAPCTBEHHOTO Tperapara.
8. JlekapcTBeHHast hopma.
9. KonuvecTBO eIUHUI] M3MEPEHHSI IO3UPOBKH JICKAPCTBEHHOTO Mpenapara.

10. Tun BTOpUYHOHN (MOTPEOUTENILCKON) YMAaKOBKHU JIEKAPCTBEHHOTO Impernapara (B ciydae ee
OTCYTCTBUS - IEPBUYHOM YIAKOBKH JIEKAPCTBEHHOT'O MIPENapara).

11. Matepuai BropuuHOM (IOTpeOUTENHCKON) YIAaKOBKH JIEKAPCTBEHHOIO Mpemnapara (B ciydae ee
OTCYTCTBHUSI - IEPBUUYHON YIIAaKOBKHU JIEKAPCTBEHHOT'O Mpenapara).

12. KonudecTBo (Mepa) JIeKapCTBEHHOTO IperapaTa BO BTOPUYHOHN (MOTPEOUTETHCKOM) yITaKOBKE
JIEKapCTBEHHOTO TIperapara (B cliydae €€ OTCYTCTBHS - B TICPBHYHOW YITAKOBKE JIEKAPCTBEHHOTO
npenapara).

13. Hanuuue BHYTpHM BTOPUYHOM (HOTPEOMTENHCKOM) YMAKOBKM JIEKAPCTBEHHOIO IIpernapara
HEMapKUPOBAaHHON TEPBUYHOM YNAaKOBKU JIEKAPCTBEHHOro mpemnapara (IpU HATUYUU BTOPUYHOMN
(mOTpebUTENbCKOI) YIIaKOBKHU JIGKAPCTBEHHOTO MIpErapara).

14. Omnucanue BIOXXEHHOH BO BTOPUYHYIO (TIOTPEOUTENBCKYIO) YIAKOBKY JIEKaPCTBEHHOTO
IpenapaTa HEeMapKUPOBAHHOM MEPBUYHON YIIAKOBKH JIEKAPCTBEHHOTO Mpernapara.

15. HaumenoBanue dacoBiiyka (ynakoBIIMKa) (3aMoHACTCA B CIydae OCYIIECTBICHUS (PacoOBKHU
(ymakoBku) Ha Tepputopun Poccuiickoit deneparun).

16. Anpec dacoBmuka (ymnakoBIIMKa) (3aloyiHAETCS B CiIydae OCYIIECTBIEHHS (PacoBKU
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K n
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxxaeHun MNonoxeHns o cucteMe MOHUTOPUHra...

(ymakoBk#u) Ha Tepputopun Poccuiickoit ®deneparun).
(8B pen. LocranoBnenus IIpasurenscrea PO ot 29.11.2023 N 2027)

ITpunoxxenne N 3

K [IonoeHuro o cucreMe MOHUTOPHHTA
JBUKEHMSI JIEKAPCTBEHHBIX MIPENapaToB
JUISL MEJTUIIMHCKOTO MTPUMEHEHHUS

CBEOEHMUA,

NPEAOCTABJIAEMbBIE CYBBbEKTAMU OBPALLEHUA NNEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHUTOPUHIA ABUXEHWUA NIEKAPCTBEHHbIX
NMPEMAPATOB ANlA MEAUUUHCKOIO NPUMEHEHUA NPU BBOOAE B OBOPOT
NNEKAPCTBEHHbIX NMPEMNAPATOB AnA MEAULIMHCKOIo NPUMEHEHUA

Cnucok U3MEHSIOIINX JJOKYMEHTOB
(B pen. ITocranosnennii [IpaButenscrBa 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)

I. CBeaeHMA o nekapCTBEHHbIX NpenapaTtax ans MeaguumuHCKOro
NPUMEHEeHUA, NPon3BeaAeHHbIX Ha TeppuTopumn Poccunckon
depepauunmn, npeacraBnsieMblie CyobekTamm obpalieHus
NeKapCTBEHHbIX CPeACTB B CUCTEMY MOHUTOPUHIa ABUXEHUA
NleKapCTBEHHbIX NpenapaToB ANA MEAULUHCKOro NPUMeHeHuUs

1. CyObekThl 0OpalieHus JeKapCTBEHHBIX CPEJICTB MPU 3aBEpIICHUH CTaIuH (HacOBKH (YIaKOBKH)
JIEKapCTBEHHBIX MPENapaToB AJsl MEIUIIMHCKOTO MPUMEHEHHUs (J1anee - JIEKapCTBEHHBIE MPEenapaTtsl) U
MapKHPOBKH YIAaKOBOK JIEKAPCTBEHHBIX NPENapaToB CPEACTBAMU HACHTHU(HKAIMKA TMPEICTABISIOT B
CHCTEMY MOHHTOPWHTA JBU)KCHHUS JICKAPCTBEHHBIX IIPENaparoB (lanee - CUCTeMa MOHHTOPHHTA)
CJICAYIOLIYI0 HH(POPMALIMIO B OTHOLIEHNHU Ka)KJJOH TOProBOM €IMHMIIbI JIEKapCTBEHHOTO Mpenapara:

(8B pen. lloctanoBnenus IIpaBurensctea PO ot 29.11.2023 N 2027)

a) JlaTa COBEPILICHUS OTepaIii;

0) uneHTHPUKATOp CyOBEKTa OOpAIICHUS JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBISIONIETO (HACOBKY
(YmakoBKy) JIEKQpCTBEHHBIX WPEMapaToB W MapKUPOBKY YIAKOBOK JIEKAPCTBEHHBIX IpenapaToB
CpeICTBaMU UJICHTU(DUKALINY;

(B pen. [Toctanornenwii [IpaButensctBa PO ot 21.07.2020 N 1079, ot 29.11.2023 N 2027)

B) yTpaTtui cuity. - [locranosnenue IlpaButensctBa PO ot 21.07.2020 N 1079;

T') TUI IPOU3BOACTBEHHOTO 3aKa3a (KOHTPAKTHOE MJIM COOCTBEHHOE MPOU3BOJICTBO);

n) unaeHTuukaTop cyObeKkTa OOpaleHUs JEKAPCTBEHHBIX CPEJCTB, SBIISIONMIETOCS 3aKa34UKOM
KOHTPAKTHOTO (TIOJPSITHOTO) TIPOM3BOACTBA (B cllydae NpPEICTaBICHHUS HHPOpPMAIMH CYObEKTOM
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556
(pe T 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"p A. 0 o [ara coxpaHenus: 06.06.2025
06 yTBepxaeHuUU MNoNoXeHNs 0 CMCTEME MOHWUTOPUHTA...

oOpalleHH s JIEKapCTBEHHBIX CPEACTB, OCYIIECTBISIONIMM KOHTPAKTHOE (OAPSIHOE) TPOM3BOICTBO);
(8B pen. LocranoBnenus IIpasurenscrea PO ot 21.07.2020 N 1079)

€) rI1o0aNbHbIH NACHTU(PHUKAIIMOHHBII HOMEP TOProBOi €JMHUILIBI JIEKAPCTBEHHOTO Mpenapara;
’K) HOMEp MPOU3BOJICTBEHHON CEpPUM JIEKAPCTBEHHOI'O IIperapara;
3) AaTa UCTEUEHUsl CPOKa TOJHOCTH JIEKAPCTBEHHOTO Mpernapara;

1) KO UACHTU(UKALMH, IPUCBOECHHBIN YIIAaKOBKE JIEKAPCTBEHHOI'O IIpenapaTa;
(mm. "u" B pen. Hocranosnenus [Ipasurenscrta PO ot 29.11.2023 N 2027)

K) uHGopMaIus 00 UCTIOIB3yEeMOM YCTPOUCTBE PETUCTPALIUU IMHUCCHH.
(mm. "k" BBeneH [locranoBnenueM [paBurenscta PO ot 20.03.2020 N 311)

2. Yrpatun cuiy ¢ 1 cenrsopst 2023 rona. - [Hocranosnenne [IpaBurensctsa PO ot 24.03.2023 N
468.

Il. CBegeHusn, npeacraBnsieMble cybbekramm obpalieHus
NneKapCcTBEHHbIX CPeAcTB B CUCTEMY MOHUTOPMUHIA,
O NeKapCTBEeHHbIX NpenapaTtax, NpousBeAeHHbIX
3a npegenamu Tepputopumn Poccumnckon ®epgepauun

3. CyObexThl oOpalleHHs JIEKapCTBEHHBIX CPEJICTB IPU 3aBEPILIEHUM MPOU3BOACTBEHHON CTaJuu
¢acoBku (YNAKOBKM) JICKAPCTBEHHBIX MPENapaToB MM 3aBEpPIIEHUH MApPKUPOBKU  YIAKOBOK
JICKapCTBEHHBIX IPENapaToB CPEACTBAMU HIACHTU(HUKAIIMM HA TaAMOKEHHOM CKJaJie B COOTBETCTBUU C
ab3amem BropbiM nyHKTa 4 [lomokeHHsT O CHCTeME MOHHMTOPWHIA JIBUKCHHUS JIEKapPCTBEHHBIX
IpenapaTroB JUisi MEIULUHCKOIO IPUMEHEHHUs, YTBEP)KIACHHOTO IocTaHOBIeHUEM IIpaBurenscTBa
Poccuiickoit @enepanun ot 14 nekabpst 2018 r. N 1556 "O6 yrBepxknenun [lonoxenust o cucreme
MOHUTOPHHIA JIBUKEHUS JIEKAPCTBEHHBIX IIPENapaToB Ul MEAMLMHCKOrOo IpuMeHeHus" (manee -
[TonoxxeHue), MpeACTaBISAIOT B CHCTEMY MOHMTOPUHIA B OTHOIIEHUH KaXJOM TOProBOH eIMHUIIBI
JIEKAPCTBEHHOIO IIpernapara, IIpou3BeIeHHON BHE TeppuTopun Poccuiickon denepanuu, CleIyOLyO
UH(POPMALIHUIO:

a) 1aTa COBEPIICHUS OTEepallnu;

0) uneHTHgUKaTOp cyOBEKTa OOpalleHHs JIEKapCTBEHHBIX CPEICTB, SBJSIOLIETOCS JAepiKaTeiaeM
WINA BIaJeNbLEeM PErMCTPALIMOHHOTO YAOCTOBEPEHUs, WU IPEACTaBUTENbCTBA CyOBEKTa OOpallieHus
JIEKapCTBEHHBIX CpeACTB Ha Teppuropun Poccuiickoit denepanuu;

B) UJEHTH(PHKATOp CyOBeKTa OOpaIleHus JEKApCTBEHHBIX CPEICTB, OCYIIECTBISIONIETO (acoBKY
(YmakoBKY) JIEKApCTBEHHBIX PENapaToB;

(B pen. Locranosnenus Ipasurenscrea PO ot 29.11.2023 N 2027)

r) wuaeHtudukatop cyObekTa oOpalleHUs] JIEKapCTBEHHBIX CPEJCTB, OCYLIECTBIISIOIIETO
IIPOU3BOJICTBEHHYIO CTAUIO BBIITYCKAIOLIET0 KOHTPOJIS KaueCTBa;

1) TI00aNbHBIN HASHTH(PUKAITMOHHBII HOMEP TOPTrOBON €MHHUIIBI;

e) HOMCPD HpOHSBOI{CTBGHHOﬁ CCPUU JICKAPCTBCHHOI'O IIpeIiapara,
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K n
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

)K) AaTa UCTCUCHUSA CPOKA 'OAHOCTH JICKApCTBCHHOI'O IIpE€I1apara,

3) KOJI TAMO>KEHHOT'O OpraHa M perucTpallMOHHBIA HOMEp TaMOXXEHHOTO CKJafa (MIpH MapKUpOBKE
YIaKOBOK JIEKaPCTBEHHBIX MIPETIAPATOB CPEICTBAMH WACHTU(PHUKAIIMH HA TAMOKEHHOM CKIIAZIE);

M) KO WACHTU(UKAINH, IPUCBOCHHBIN YITAKOBKE JIEKAPCTBEHHOTO TIpenapara;
(nm. "u" B pen. [loctanosnaenus [lpasurensctBa PO ot 29.11.2023 N 2027)

K) uH(opMaius 06 UCIOIb3yEMOM YCTPOHCTBE PETUCTPALIMUA AIMUCCHUM.
(m. 3 B pen. llocranosnenus [IpaButensctBa PO ot 21.07.2020 N 1079)

3(1). CyObexTnl oOpalleHus IEKapCTBEHHBIX CPEJICTB MPH OCYIIECTBICHUN MapKUPOBKH YITAKOBOK
JICKApCTBCHHBIX NPCHapaToB CpCACTBAMU I/II[GHTI/I(bI/IKaLII/II/I Ha TaMOXCHHOM CKJIaA€ B COOTBCTCTBUU C
ab3anem BTOpbIM myHKTa 4 IlonoXeHWs NPEACTaBIAIOT B CHCTEMY MOHMUTOPUHIA CIIEAYIOILYIO
nH(pOpMaLIHIO:

a) ulIeHTU(UKaTop CcyOBbEeKTa OOpallleHUs JIEKAPCTBEHHBIX CPEACTB, SBISIOIIErOCS JepiKaTeneM
WINA BIaJeNblieM PErHCTPALlMOHHOTO YIAOCTOBEPEHHUS, WM NPEACTaBUTENbCTBA CyOBEKTa OOpalieHus
JIEKApCTBEHHBIX CPEICTB Ha Teppuropuu Poccuiickon denepanny;

0) naTa coBepIlEHUs ONEPaLUH;

B) TJI00QTBHBIN UICHTU(UKAIIMOHHBIA HOMEP TOPTOBOM €TUHUIIBI;

I) KOJ TaMO>KEHHOTO OpraHa M PEeTrUCTPallMOHHBIH HOMEpP TaMOKEHHOTO CKJIaja, Ha KOTOPOM
OCYILECTBIIICTCSI MApKHPOBKA YIAKOBOK JIEKAPCTBEHHBIX IPENapaToB CPEACTBAMH HICHTU(UKALUKU B

COOTBCTCTBHUH C a63aueM BTOPBIM IIYHKTa 4 HOJ'IO)KGHI/IH;

1) KOJbI UACHTU(DUKAIIH.
(n. 3(1) BBenen [locranosnenuem [IpaBurenscrea PO ot 21.07.2020 N 1079)

lll. CBepeHunsn, npeacraBnsieMblie cybbekramm obpalieHus
NeKapCTBEHHbIX CPeACTB B CUCTEMY MOHUTOPUHra,
O NeKapCTBEHHbIX NpenapaTax, BBO3UMMbIX
Ha TeppuTopuio Poccunckon Pepepaumm

4. CyObekTsl oOpameHus JeKapCTBEHHBIX CPEICTB IMPH 3aBEPIICHUH OTTPY3KH JIEKapCTBEHHBIX
npenaparoB B Poccuiickyro ®denepanuro Wi IOCHE NEpelayd CBEICHUH O MapKHPOBKE YIIAKOBOK
JIEKapCTBEHHBIX MPENapaToB CPEeICTBAMHU HJICHTU(HUKAINN Ha TAMOKEHHOM CKJIaJIeé B COOTBETCTBHU C
abzareM BTOpbIM myHKTa 4 [lOoNMOXEHUS MPEICTaBIAIOT B CHUCTEMY MOHHTOPHHIA CIEAYIOIIYIO
MH(OPMALIKIO B OTHOIICHUN KaXI0M €IMHUIIBI JIGKAPCTBEHHOTO Ipernapara:

a) 1aTa COBEPIICHUS OTepallnu;

0) maeHTHPHUKATOp CyOBEKTa OOpaIIeHUs JIEKAPCTBEHHBIX CPEACTB, SBIOIIErOCS JAepiKaTelieM
WIN BIAJENbIIEM PErHCTPAllMOHHOTO YJOCTOBEPEHHUS, WM MPEJCTaBUTENbCTBA CyOBeKTa oOpallieHus
JIEKapCTBEHHbIX cpeAcTB Ha Teppuropun Poccuiickoit @Penepauun (He Tpedyercss B cilydae
NIPEJCTAaBICHNUS CBEJCHUN B COOTBETCTBUHM C al3alaMHu CEIbMbIM M JECATHIM IyHKTa 37 U al3anem
cenbMbIM yHKTa 38 [Tomoxkenus);
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

(8B pen. lloctanoBnenus IIpasurenscrea PO ot 02.11.2020 N 1779)

B) MICHTU(DUKATOp CyObEKTa OOpalleHUs JIEKAPCTBEHHBIX CPEICTB, SBISIOIIETOCS MPOJABIOM
JIEKapCTBEHHBIX IpenapaToB (He TpeOyeTcs B Cilydae IPEACTaBICHHUS CBEIECHUN B COOTBETCTBHM C
ab3anamMu ceIbMbIM U JAECAThIM MyHKTa 37 U a03auemM ceabMbIM yHKTa 38 [lonoxenus);

(B pen. Locranosnenus IIpasurenscrea PO ot 02.11.2020 N 1779)

r) uaeHTU(UKATOp cyObekTa oOpallleHHs JEKapCTBEHHBIX CPEJCTB, ABISIOLIErOCs MOKYyMaTeleM
JIEKapCTBEHHBIX IpenaparoB B Poccuiickon denepaunu;

) TUII JOTOBOPA;

e) PCKBU3UTELI HICPBUYHOI'0 JOKYMCHTA, ABJIAOIIECTOCA OCHOBAHUECM JIA OTTPY3KU JICKAPCTBCHHOT'O
npenapara B Poccuiickyro Penepanmro;

) KOJ TaMO>KEHHOTO0 OpraHa W PEerucTpalioOHHBIM HOMep cKiajaa (agpec MecTa HaxXOKJIEeHUs
TOBapa COIVIACHO JEKJapallid Ha TOBaphl, 3a MCKIIOUEHUEM Ccliyyas MapKUpPOBKU YIAKOBOK
JIEKapCTBEHHBIX MpEenapaToB CpeACTBaMM HACHTU(UKAIUYA Ha TAMOXXEHHOM CKIIaZile B COOTBETCTBUU C
a63ariem BTOpbIM TyHKTa 4 [lonoxeHus);

(B pen. Locranosnenus IlpaBurenscrBa P® ot 24.03.2023 N 468)

3) KOA WISHTH(PHUKAIWK WIH KOJ HWACHTU(PHUKAIMH TPETUYHOH (TPAHCIIOPTHOW) YIaKOBKU
JIEKapCTBEHHOI'O Mpemnapara, B KOTOPOW HaXOIUTCS 3TOT JIKAPCTBEHHBIN Mpenapar (B ciiydae OTrpy3KH
TPETUYHOM (TPAaHCIIOPTHON) YIIAaKOBKH JICKAPCTBEHHOI'O MpernapaTa HeJInKOM).

(. 4 B pen. llocranosnenus [IpaButensctBa PO ot 21.07.2020 N 1079)

5. CyOBekTsl oOpalieHusi TeKapCTBEHHBIX CPEJCTB MPHU OCYIIECTBICHUU BBO3a IMPEACTABISIOT B
CUCTEeMY MOHHUTOPHWHTA CJICAYIONIYI0 WH(OPMAILMIO B OTHOIICHUH KaXXIAOW CIUHUIIBI JICKAPCTBEHHOTO
npenapara:

a) ;1aTa COBEPIICHUS OTEepPaIlnu;

0) uneHTuuUKaTOp CyObeKTa 0OpalleHHs JEKapCTBEHHBIX MPEnaparoB, OCYIIECTBISIONIEIO BBO3
JIEKapCTBEHHBIX MpenapaToB B Poccuiickyto deneparuio;

B) KOJI TaMOKCHHOTO OpraHa M PEruCTPallMOHHBIH HOMEp CKiIajga (aJpec MecTa HaXOXKICHHUs
TOBapa COTJIACHO JEKIapaluy Ha TOBAPbI);
(B pen. Locranosnenus IIpaBurenscrBa P® ot 24.03.2023 N 468)

r) uaeHTuuKaTop cyObekTa oOpallleHusl JEKapCTBEHHBIX CPENICTB, SBISIOLIETOCS MPOAABIIOM
JIEKapCTBEHHbIX IpenapaToB (He TpeOyeTcs B Cilydae NpEACTaBIECHUS CBEICHUH B COOTBETCTBUM C
a03anamMu ceJbMbIM U JIeCAThIM IyHKTa 37 1 ab3aueM celbMbIM IyHKTa 38 [lonoxxeHus);

(B pen. ocranoBnenus IIpasurenscrea PO ot 02.11.2020 N 1779)

) TUII JOTOBOPA;

€) PEeKBU3UTHI MEPBUYHOTO JTIOKYMEHTA, SIBIISIONIETOCS OCHOBAHWEM JUIsl BBO3a JICKAPCTBEHHOTO
npenaparta B Poccuiickyto @enepanuro (1ara u Homep);

kK) uIeHTUPUKATOp CyOBbeKTa OOpallleHUs JIEKAPCTBEHHBIX CPEJCTB, SIBIAIOIIETOCS JeprKaTelieM
WIH BIAJENbIIEM PErHCTPAIIOHHOTO YJIOCTOBEPEHHUS, WM MPECTaBUTENhCTBA CyOBeKTa oOpalieHus
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

JIEKapCTBEHHBIX CPEACTB Ha Tepputropun Poccuiickoit @enepanuu (B ciyuyae BBO3a JIEKAPCTBEHHOTO
npenapara B Poccuiickyto ®Pexnepanuio cyObeKTOM OOpalleHHs JIEKaPCTBEHHBIX CPEJCTB, HE
SBIISIIOIIMMCSL JIepXKaTeJIeM WM BJaJeNblieM PETUCTPAIIMOHHOTO YyIOCTOBepeHHs) (He Tpedyercs B
clly4ae NpEeJCTaBICHUs CBEJICHHM B COOTBETCTBUHM C ab3alaMu CeIbMbIM U JIECAThIM NyHKTa 37 U
ab63anem ceapMbIM IyHKTa 38 TlonoxeHus);

(B pen. [Hoctanornenus [IpaButensctBa PO ot 02.11.2020 N 1779)

3) KON WASHTU(UKAIWU WM KOJ WICHTU(PUKAIUU TPETUYHOHW (TPAHCIOPTHOW) YMAKOBKU
JICKapCTBEHHOT'O TpernapaTa, B KOTOPOH HAaXOJUTCS STOT JIEKapCTBEHHBIM NpemnapaT (B cilydae BBO3a
TPETUYHOM (TPAHCTIOPTHOW) YIAKOBKH JICKAPCTBEHHOT'O Mpemnapara HeJIuKOM).

(n. 5 B pea. Llocranosnenus [IpaBurtensctea PO ot 21.07.2020 N 1079)

6. CyObeKThl 00paleHus JIEKapCTBEHHBIX CPEACTB, OCYLIECTBIAIONINE TIepeady JIEKapCTBEHHBIX
[IPernapaTroB, IOMEIICHHBIX [0 TaMOXEHHYIO IpOLEeAypy TaMOXKEHHOIO CKJIaJa, JApYyroMy
COOCTBEHHUKY (CMEHa COOCTBEHHMKA), TMPEACTABIAIOT B CUCTEMY MOHHMTOPUHIA CIEIYIOLIYIO
MH(OPMALIKIO B OTHOIICHUN KaX/I0M €IMHUIIBI JIEKAPCTBEHHOTO Iperapara:

a) 1aTa COBEPIICHUS OTEepallnu;

0) unentuukatop cyObeKTa 0OpamieHns IEKaPCTBEHHBIX CPEJCTB, OCYIIECTBISIONIETO Tepeady
JIEKapCTBEHHBIX NPENapaToB;

B) uAeHTU(DUKATOP CyObeKTa OOpalleHHsl JIEKAPCTBEHHBIX CPECTB, OCYIIECTBISIONIETO MPUEMKY
JIEKapCTBEHHBIX MPENapaToB;

T') PEKBH3UTHI IEPBUYHOTO JTOKYMEHTA, SBIISIONIETOCS OCHOBAHUEM IS TIepeiadn JIEKapCTBEHHOTO
npenapara (J1aTa 1 HoMep);

) KOJ WICHTH(PHKAIWKA WIA KOJ HISHTH()UKAINU TPEeTHUYHOW (TPAaHCIIOPTHOW) YIaKOBKU
JIEKapCTBEHHOI'O Mpernapara, B KOTOpOil HaXOAUTCA 3TOT JIEKApCTBEHHBIN Mpenapar (B ciydyae nepeaadyu
TPETUYHOM (TPAaHCIIOPTHON) YIAKOBKH JICKAPCTBEHHOI'O MpernapaTa HEeJIUKOM).

(m. 6 B pen. llocranosnenus [IpaButensctBa PO ot 21.07.2020 N 1079)

7. CyObekThl 0OpallleHus JeKapCTBEHHBIX CPEJICTB MPU MOATBEP)KICHUN CBEJICHUN 00 OTrpy3Ke
WIM O BBO3€ JIEKapCTBEHHOro npemnapata B Poccuiickyro ®enepanuio, WM O IIPUEMKE Ha
(dhapmaneBTHUECKUN CKIIA]] JICKapCTBEHHOTO Mpemnaparta Ha Teppuropun Poccutickoit demeparuu, wiv o
nepenaye mpaBa COOCTBEHHOCTH Ha JIEKapCTBEHHBIM IMpernapaT, MOMENIEHHBIH TMO0J TaMO>KEHHYIO
IIPOLEYPY TaMOKEHHOI'O CKJIaZa, CONEPIKAIUXCA B CUCTEME MOHUTOPHUHIA, NPEACTABISAIOT B CUCTEMY
MOHHUTOPHHTA CIIEIYIOIYI0 MH()OPMAIMIO B OTHOILIEHUH KaXK101 €JMHUILIBI JJIeKapCTBEHHOTO Mpernapara:
(8B pen. ocranoBnenus IIpasutensctBa PO ot 24.03.2023 N 468)

a) 1aTa COBEPIICHUS OTepallnu;

0) wuneHTHPHUKATOpP CyOBEKTa OOpaIIeHUs] JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBIISIONIETO
MOJTBEPKICHUE CBEIICHUI;

B) HIeHTH(]UKATOp CyObeKTa oOpallieHHs JICKapCTBEHHBIX CPEICTB, PaHEE OCYIIECTBUBILIEIO
pEerucTpanuio CBeleHU 00 OTrpy3ke WIM O BBO3€ JIEKapCTBEHHBIX IpemnaparoB B Poccuiickyro
denepanyio, WK MpUEeMKe Ha (papMaleBTUUECKUN CKIIaJ] JICKapCTBEHHBIX MPENapaToB HA TEPPUTOPHH
Poccuiickoit ®enepauuu, WM Iepegade IpaBa COOCTBEHHOCTH Ha JIEKAPCTBEHHBIA Mperapar,
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

MOMEILEHHBIN 10 TaAMOXCHHYIO IMPOUCAYPY TaMOXKXCHHOTO CKJIaJia;

I) KOJ HACHTU(PHUKAIMHU WM KOJX HWIACHTU(DUKAMH TPETUYHOM (TPAHCIIOPTHOW) YNaKOBKU
JIEKapCTBEHHOI'O IIpenapara, B KOTOPOl HaXOAMTCA 3TOT JIEKAPCTBEHHBIN Mpenapar (B ciydae nepeiadu
TPETUYHOM (TPAHCIIOPTHOM) YIIAKOBKY JIEKAPCTBEHHOTO MIpernapaTa LEeJIuKoM).

(n. 7 B pea. Locranosnenus [IpaBurtensctea PO ot 21.07.2020 N 1079)

8. CyObekThl oOOpamieHus JIEeKapCTBEHHBIX CpPEACTB NPU TEPEMEINECHUH JIEKAaPCTBEHHBIX
npenaparoB MEXAy 30HAMU TaMOXXEHHOTO KOHTPOJS NPEACTAaBISIOT B CHCTEMY MOHHTOpPHHTA
CJICAYIOUIYIO0 HH(POPMALIMIO B OTHOIICHNHU KaXKJOW eIMHUIIBI JIEKAPCTBEHHOT'O IpernapaTa:

(B pen. Lloctanosnenus Ilpasurenscrea PO ot 21.07.2020 N 1079)

a) 1aTa COBEPIICHUS OTEepallnu;

0) wuneHTHpUKATOp CyObEeKTa OOpalleHUs] JEKapCTBEHHBIX CPEACTB, OCYIIECTBISIOLIETO
nepeMelleHue JeKapCTBEHHbBIX IPEnapaTos;
(mm. "6" B pen. [locranosaenus IpaButensctBa PO ot 21.07.2020 N 1079)

B) yTpaTui cuiy. - [locranosnenue IIpasurensctBa PO ot 21.07.2020 N 1079;

I) KOJA TaMOXXEHHOI'O OpraHa M pPETUCTPAlMOHHBIA HOMEp CKJIaJa OTIpy3Ku (agpec Mecrta
HaXO0KJCHHUs TOBapa COIIACHO JEKJIapalliy Ha TOBAPBI, U3 KOTOPOrO OCYIIECTBIISETCS IEPEMEILEHUE);
(8 pen. [locranosnenwuii [IpaButensctea PO ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

) KOJ TaMOXXEHHOTO0 OpraHa M pPEruCTPallMOHHBIH HOMEp CKjlajla NpPUEMKU (agpec MecTa
HAXO0XJICHUS TOBapa, B KOTOPOE OCYIIECTBISETCS MepeMEIICHNUE);

€) KoA WUACHTU(DUKAIMH WIA KOJI WISHTU(PUKAIUN TPETHUYHOW (TPAHCHIOPTHOM) YHAKOBKU
JIEKApCTBEHHOr'0 Tpenapara, B KOTOPOM HaXOAMTCS OTOT JIEKapCTBEHHBIM mpenapar (B ciaydae
nepeMeneHus] TPETUUHOH (TPaHCTIOPTHOM) YITAaKOBKH JIEKAPCTBEHHOTO TperapaTa IHeIuKoM).
(rm. "e" B pen. [Hocranosnenus [IpaButensctBa PO ot 20.03.2020 N 311)

9. YTpatun cuny ¢ 1 mapra 2024 rona. - [Hoctanonenue [IpaButensctBa PO ot 24.03.2023 N
468.

10. Cy6’BCKTBI O6paH_IeHI/I$I JICKAPCTBCHHBIX CPCACTB IIPpU TMCPEMCHICHUN JICKAPCTBCHHBIX
npenapaTroB U3 30HBI TAMOKCHHOI'O KOHTPOJIA Ha (l)apMaLIeBTI/I‘-ICCKI/If/’I CKJIa[ IMpEACTABJIAOT B CUCTCMY
MOHHUTOPHHTIA CJICAYIOIYTO I/IH(i)OpMaIII/IIO B OTHOLICHHUH Ka)I()IOfI CAVMHUIBI JICKAPCTBCHHOI'O IIpCIiapara:

a) 1aTa COBEPIICHUS OTEepPaIlnu;
0) uneHtudukarop cyObekTa OOpalleHHs JEKApCTBEHHBIX CPEACTB, OCYIIECTBISIONICTO BBO3

JIEKapCTBEHHBIX MPEnapaToB Ha TeppuTopuio Poccuiickoit deneparum;
(8B pen. ocranoBnenus IIpasurenscrea PO ot 21.07.2020 N 1079)

B) yTpaTtui cuiy. - [locranosnenue IlpaBurensctBa PO ot 21.07.2020 N 1079;

T') KOJ TAMOKEHHOI'0 OpraHa U PErUCTPALlMOHHBII HOMEP TaMO>KEHHOT'0 CKJIaJla OTIPY3KH;

1) PEKBU3UTHI IEPBUYHOTO JOKYMEHTA, SIBJISIONIECTOCS] OCHOBAHUEM JISI IPUEMKH JIEKAPCTBEHHOTO
npemnapaTa Ha (hapMaleBTHUECKUiA CKIIaj (JaTa U HOMep);
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K n
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

€) CTOMMOCTb, YKa3aHHasl B CONPOBOIUTEIBHON TOKYMEHTALMU Ha TOBap, HA OCHOBAaHUU KOTOPOU
oopmisieTcss AekIapanys Ha TOBapbl, C YYETOM TAMOXKEHHBIX MOLUIMH M COOPOB 3a TaMOXEHHOE
odopmiieHue;
(B pen. Locranosnenus IIpaBurenscrBa P® ot 24.03.2023 N 468)

K) KOI WACHTU(DUKAIMM WM KOJA WJIEHTU(PUKALUU TPETUYHOW (TPaHCIOPTHOM) YMaKOBKU
JIEKapCTBEHHOT'O IIperapara, B KOTOPOH HaXOJUTCA 3TOT JIEKaPCTBEHHBIHN Ipenapar (B ciyyae IpUeMKH
Ha (hapMaleBTHUECKUI CKJIaJ] TPETUYHOM (TpaHCHIOPTHOM) YNAKOBKM JIEKapCTBEHHOIO Npenapara
LETTUKOM).

(nm. "x" B pen. lloctanosnenus Ilpasurenscrea PO ot 20.03.2020 N 311)

11. CyObexTsl 0OpalieHus JIEKApCTBEHHBIX CPEJICTB MPHU 3aBEPIIEHUU OTIPY3KH JIEKAPCTBEHHBIX
npenaparoB B Poccuiickyro ®enepanuio U3 rocyJapcrB - WIEHOB EBpa3miiCKOro 3KOHOMHYECKOTO
CO03a IpPEJCTABIAIOT B CHCTEMY MOHUTOPHHIA CIEAYIOIIYH0 HH(MOPMALUI0 B OTHOLICHUU KaxJIOH
TOPTrOBOM €IMHUIIBI JIEKAPCTBEHHOI'O IpenapaTta:

a) JlaTa COBEPILIECHUS ONepalnu;
0) maeHTHPHUKATOp CyOBEKTa OOpaIleHUs JEKAPCTBEHHBIX CPEACTB, SBISIOIIEIOCS JAepiKaTesieM
WIA BJIAJIENBIEM PETHCTPAIMOHHOTO YAOCTOBEPEHHS, WM TPEACTABUTEIBCTBA CyOBEKTa OOpaIieHus

JIEKApCTBEHHBIX CPEJICTB Ha Tepputopuu Poccuiickoit @enepanny;

B) UAeHTU(UKATOP CcyObeKkTa oOpalleHHs JEKAPCTBEHHBIX CPEJCTB, SIBISIOLIETOCS MPOAABIIOM
JIEKapCTBEHHBIX MPENapaToB;

r) uaeHTuukaTop cyobekTa oOpallieHus JIEKapCTBEHHBIX CPEACTB, SBISIOLIETOCS MOKyMaTeleM
JIEKapCTBEHHBIX IpenaparoB B Poccuiickoit denepanuu;

I[) PEKBU3UTHI ICPBUYHOI'O0 JOKYMCHTA, ABJIAIOIICTOCA OCHOBAHUEM JJIA OTI'PY3KHU JICKAPCTBCHHOI'O
npenapara B Poccuiickyto @enepanuro (1ara u Homep);

€) THII I0TOBOpa;

)K) CTOUMOCTDb JICKAPCTBCHHOI'O IIpCIiapara (C Y4U€TOM HaAJIOTa Ha ,Z[O6aBJ'IeHHYIO CTOI/IMOCTB)
COTJIAaCHO NECPBUYHBIM JOKYMCHTAM;

3) cyMMa Hajlora Ha J100aBJIEHHYIO CTOUMOCTb;

M) KOJ WICHTH(PHKAINKA WIA KOJ WISHTH()UKAIUN TPEeTHUYHOW (TPAaHCIOPTHOW) YIaKOBKU
JIEKapCTBEHHOI'O Mpernapara, B KOTOPOW HaXOIUTCS 3TOT JIEKAPCTBEHHBIN Mpenapar (B ciiydae OTrpy3KH
TPETUYHOM (TPAaHCIIOPTHON) YIIAaKOBKH JIEKAPCTBEHHOI'O MpernapaTa HEeJIUKOM).

(m. 11 B pen. [loctanoBnenus IIpasurenscrea PO ot 21.07.2020 N 1079)

12. CyObexTsl oOpalieHus JeKapCTBEHHBIX CPEJICTB MPU OCYIIECTBICHUH BBO3a JIEKAPCTBEHHBIX
npenaparoB B Poccuiickyro ®enepanuio U3 rocyJapcrB - WICHOB EBpa3suiiCKOro 3KOHOMHUYECKOTO
COI03a M pa3MEIIeHMH Ha (PapMaleBTUYECKOM CKJIQJE IPEJICTABISIOT B CHUCTEMY MOHHMTOPHHIA
CJIeyIOIIYI0 HH(GOPMAIIMIO B OTHOIIEHUH Ka)KJJOW TOProBOM €IMHUIIBI JIEKAPCTBEHHOI'O IIpernapara:

a) JlaTa COBEPILCHUS OTepaIii;
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

0) uneHtudukarop cyobekra oOpalleHHs JEKapCTBEHHBIX CPEACTB, OCYILIECTBISIOIIEIO BBO3
JIEKapCTBEHHBIX IpenaparoB B Pocculickyro denepanuio;

B) MICHTU(DUKATOp CyOBEKTa OOpaIleHUs JICKAPCTBEHHBIX CPEICTB, SBISIOIIECIOCS MPOJABIOM
JIEKapCTBEHHBIX IpemnapaToB (He TpeOyercs B cCilydae IMPEACTaBICHHUS CBEIECHUNM B COOTBETCTBHM C
ab3aramMmu ceIbMbIM U JAECIThIM MyHKTa 37 U ab3anemM ceabMbIM yHKTa 38 [lonoxenus);

(B pen. [Hoctanornenus [IpaButensctBa PO ot 02.11.2020 N 1779)

F) THUIT 10T0BOpPA;

Il) PEKBU3UTHI MEPBUYHOTO JOKYMEHTA, SIBJISIONIETOCS OCHOBAaHUEM IS BBO3a JIEKAPCTBEHHOTO
npenapara B Poccuiickyto @enepanuio (1ara u Homep);

€) CTOMMOCTH JICKaPCTBEHHOTO Tperapara (C ydYeToM Hajora Ha J00aBIIEHHYK) CTOUMOCTH)
COTJIaCHO NEPBUYHBIM JOKYMCHTAaM;

’K) cyMMa Hajiora Ha 100aBlI€HHYI0 CTOMMOCTb;

3) uAeHTUUKATOp CyObekTa OoOpallleHHs JIEKapCTBEHHBIX CPEACTB, SBISIOIIETOCS JepiKaTeneM
WINA BIaJIENbLIEM PErHCTPALlMOHHOTO YIAOCTOBEPEHHUS, WM MPEACTaBUTENBCTBA CyOBEKTa OOpalieHus
JIEKapCTBEHHBIX CPEACTB Ha Tepputopun Poccuiickoit Penepanun (B ciiyyae BBO3a JIEKaPCTBEHHOTO
npemapata B Poccuiickyto @enepanmuio CcyObeKTOM OOpaileHUs JIGKAPCTBEHHBIX CPEACTB, HE
SBIISIOIIMMCS. JIep>KaTeJieM MM BIIAJENblIEM PErMCTPAllMOHHOTO yAOCToBepeHus) (He Tpelyercs B
cllyyae IpeJCTaBJICHHsI CBEAECHUI B COOTBETCTBUM C ab3allaMM CEIbMbIM M JAECATBIM IyHKTa 37 U
a03aueM cepMbIM IyHKTa 38 [TonoxxeHus);
(B pen. LocranoBnenus IIpasurenscrea PO ot 02.11.2020 N 1779)

M) KOJ WICHTH(PHKAIMKA WIA KOJ HISHTH()UKALNU TPETHUYHOW (TPAaHCIOPTHON) YNaKOBKU
JIEKapCTBEHHOI'O IpernapaTa, B KOTOPOM HAXOAMTCS 3TOT JIEKapCTBEHHBIM Ipemapar (B cilydae BBO3a
TPETUYHOMU (TPaHCIOPTHOMN) YIIaKOBKH JIEKAPCTBEHHOTO MIpernapaTa LeJTuKOM).

(n. 12 B pen. [Hocranosnenus [IpaButensctBa PO ot 21.07.2020 N 1079)

13. Vrpatun cuny ¢ 1 centsiops 2023 rona. - [locranosnenue IlpaButenscrsa PO ot 24.03.2023
N 468.

14. CyObekThl OOpamieHusi JEKapCTBEHHBIX CpPEACTB NpU IOBTOPHOM BBOJE B 00OpOT
JIEKApCTBEHHBIX TPEnapaToB MNPEACTABISIOT B CHCTEMY MOHUTOPHHIA CIEIYIONIYI0 WH(POPMAIHI0 B
OTHOIIICHUN KaXKJIOW €MHUIIBI JISKAPCTBEHHOTO Tperapara:

a) JJaTa COBEPLLIEHMsI Olepallu;
0) wuneHTUPHUKATOpP CyOBEKTa OOpaIleHUsl JEKAPCTBEHHBIX CPEACTB, OCYIIECTBIISIONLIETO

MIOBTOPHBIN BBOJI B 000POT JIEKAPCTBEHHBIX MPENapaToB;
(nm. "0" B pen. Locranosnenus IlpaBurenscrBa P® ot 24.03.2023 N 468)

B) IPUYMHBI PaHEE OCYIIECTBIEHHOTO BbIBO/IA JIEKAPCTBEHHOT'O Ipernapara u3 o00pora;
T') KOJI UJICHTU()HUKAITMN TTOBTOPHO BBOJUMOTO B 000POT JIEKAPCTBEHHOTO Mperapara;

1) IPUYUHBI IOBTOPHOTO BBO/Ia B 000POT JIEKAPCTBEHHOTO Mpenapara;
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K n
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxxaeHun MNonoxeHns o cucteMe MOHUTOPUHra...

€) PEeKBM3MTHI JOKYMEHTa, SBIIAIOLIETOCS OCHOBAHMEM I IOBTOPHOTO BBOJAa B 00OPOT
JICKapCTBEHHOTO Mpernapara (IpyU HaJIUMYUH), WIH WASHTH(QHUKATOP TOCYAapCTBEHHOTO KOHTPAKTa IO
rOCyJapCTBEHHOMY OOOpDOHHOMY 3aKa3y, NpUCBAaHMBaeMblii B COOTBETCTBMH CO cTaThei 6.1
@enepanpHOro 3akoHa "O TOCYZapCTBEHHOM OOOpPOHHOM 3akasze', Ha OCHOBAaHHHM KOTOPOTO paHee
OCYIIECTBJIEH BBIBOJ JIEKAPCTBEHHOIO IIpernapaTa W3 00OpOoTa MO CJAEIKE, CBEIEHUS O KOTOpOi
COCTaBJIAIOT TOCYAaPCTBEHHYIO TaiiHy (B cilyyae NpEeACTaBICHUS CBEICHUH B COOTBETCTBUU C IIYHKTOM
44(1) Tlonoxxenwust).
(. "e" BBeneH [loctanosnenuem IIpaButensctBa PO ot 24.03.2023 N 468)
(n. 14 B pen. llocranosnenus [Ipasurenscta PO ot 21.07.2020 N 1079)

ITpunoxenue N 4

K [Tonoxennto o cucteMe MOHUTOPHHTA
JIBYDKEHUS JIEKaPCTBEHHBIX MTPETIapaToB
IUTSL MEAMIIUHCKOTO MTPUMEHEHHUS

CBEOAEHMUA,

NMPEAOCTABINAEMbBIE CYBBbEKTAMU OBPALLEHUA NEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHUTOPUHIA OBUWXEHUA NIEKAPCTBEHHbIX
NMPENAPATOB AnA MEAULIMHCKOIo NPUMEHEHUA MNMPU BbIBOAE
N3 OBOPOTA JIEKAPCTBEHHbIX NMPEMAPATOB
ana MEOULMHCKOIO NPUMEHEHUA

Crnncok M3MEeHSoIUX JOKYMEHTOB
(B pen. IlocranoBnenwuii [IpaBurenscrea PO ot 20.03.2020 N 311,
ot 21.07.2020 N_1079, ot 24.03.2023 N 468)

1. CyObexT oOpalieHus: JIEKapCTBEHHBIX CPEICTB IPU BBIBOJE JICKAPCTBEHHBIX MpENapaToB s
MEIUIMHCKOTO TMPUMEHEHMsI (Janee - JIEKapCTBEHHBIE IpernapaThl) M3 000poTa MyTeM pealu3aluu
(mpoma)ku) JEKapCTBEHHBIX IPENapaToB MOTPEOUTENI0 WM OTHycka OECIUIaTHO WM CO CKHUIKOMN
JIEKapCTBEHHBIX MPENapaToB MO PELENnTy Ha JIEKapCTBEHHBIE MTPenapaThl JINOO OTIYCKa JIEKAPCTBEHHBIX
IpenapaToB MPH OKa3aHUU METULIMHCKOM oMoy, 0T0opa 00pa3loB UM BEIBOJIA U3 000pPOTa MO UHBIM
NPUYMHAM TIPEJCTABISET B CUCTEMY MOHHUTOPHHIA JIBUKECHUS JIEKAPCTBEHHBIX IpEnaparoB (Jaiee -
cUCTeMa MOHHTOPHHIA) CIEAYIONIYI0 HH(OPMAIMIO O BBHIBEICHHBIX H3 000pOTa JIEKapCTBEHHBIX
mpernaparax:

a) JlaTa COBEPILEHHSI OTICPAIIHU;

0) unentudukarop cyObeKTa OOpalleHHs JEKapCTBEHHBIX CPEICTB, OCYIIECTBISIONIEIO BBIBOJ
JIEKapCTBEHHBIX MPEMapaToB U3 000poTa;

B) TUII BBIBO/IA JIEKAPCTBEHHBIX MPEMapaToB U3 000poTa;

r) BHJI JOKYMEHTA, MOJTBEP)KIAIOIIETO BBIBOJ JIEKAPCTBEHHBIX IPENapaTroB w3 oOopora (Hek,
0JIaHK CTPOTOi OTYETHOCTH, JOTOBOP U APYToe);
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

1) PEKBU3HUTHI JTIOKyMEHTa, TOATBEPKIAIONIETO BBHIBOJ JEKAPCTBEHHBIX MpernapaToB U3 o00poTa,
WIA WACHTU(PHUKATOP TOCYJAapCTBEHHOIO KOHTPAaKTa IO TOCYIapCTBEHHOMY OOOpOHHOMY 3aKasy,
MPUCBAUBAEMbIi B COOTBETCTBUU cO cratbeir 6.1 @DepepanbHoro 3akoHa "O rocyaapCcTBEHHOM
000pOHHOM 3aka3e", Ha OCHOBAHHU KOTOPOT'O COBEPIIAETCS CIENIKA, CBEEHUS O KOTOPOIl COCTaBISIOT
TOCYJapCTBEHHYIO TailHy (B cCiydae NpPEICTaBIICHUS CBEJCHHM B COOTBETCTBUM C TYHKTOM 44(1)
[TonoxkeHus o cucTeMe MOHMTOPHMHIA [BHKEHHS JICKAPCTBEHHBIX MPENapaToB JIs MEIULHUHCKOTO
MPUMEHEHHUs, YTBEp)KIeHHOro mocTaHoBleHueMm IIpaBurensctBa Poccuiickoit ®enepanuu ot 14
nexabpst 2018 r. N 1556 "OO6 yrtBepxkaeHuu [lomokeHHs O CHCTEME MOHUTOPHHIA JBMXKEHUS
JICKApCTBEHHBIX MPENapaToB JUIsI MEIUIMHCKOTO TPHUMEHEHHs'", B OTHOUICHWU JIEKAPCTBEHHBIX
MPEerapaToB, MOJUISKAIUX MOBTOPHOMY BBOJY B TPAXKTAHCKUN OOOPOT B CITydasiX, MPeayCMOTPEHHBIX
3akoHoAarenbcTBOM Poccuiickoit deneparun);
(B pen. [octanopnenus [IpaButensctBa PO ot 24.03.2023 N 468)

€) KOIbl WACHTU(UKAIMM BBIBOJUMBIX M3 00OpOTa JIEKAPCTBEHHBIX NpEnapaToB WM KOJbI
UACHTUGUKAIMM TPETUYHON (TPaHCIOPTHOM) YHAKOBKHM JIEKAPCTBEHHOIO IIpernapara, B KOTOPOH
HAXOJUTCSl 3TOT JIGKAPCTBEHHBIM Mpemapar (B ciaydae BbIBOAA W3 000pOTa MO WHBIM NPUYUHAM
TPETUYHOM (TPAHCIIOPTHOM) YIAKOBKH JIEKAPCTBEHHOTO Mpenapara eJINKOM);

) CTOMMOCTH JIEKAPCTBEHHBIX INpENaparoB (C yuyeToM Hajora Ha J00aBJICHHYIO CTOMMOCTbH) (B
clly4dae IpOoJJakKH JIEKapCTBEHHBIX MPENapaToB MOTPEOUTEIIO);

3) CymMMa Hajora Ha J00aBJICHHYI0 CTOMMOCTH (B CIy4ae MpPOJaKH JIEKaPCTBEHHBIX MPEIapaToB
noTpeOuTeNto);

I/I) KOJINYCCTBO BBIBOAMMBIX U3 06op0Ta NCPBHUYHBIX YIIAKOBOK JICKAPCTBCHHOI'O IIpf€riapara U
olliee  KOJMYECTBO  NEPBUYHBIX  YMAKOBOK  JIEKAPCTBEHHOIO  IpemapaTta BO  BTOPUYHOMN
(moTpeOuTenbcKkoi) yrakoBKe JIEKapCTBEHHOIO mpemnapara (Ipu OCYIIECTBIEHHH BBIBOAA M3 000poTa
Pa3yKOMIUIEKTOBAaHHOM BTOPUYHOM (IOTPeOUTENBCKON) YIIAKOBKH JIEKApPCTBEHHOT'O Mpenapara);

K) MICHTU(UKALMOHHBIH HOMEp HaJOroIUIaTeNblIIMKa - OpraHM3aluy, JeWCTByMOIEeH Ha
OCHOBAHMHU JIOTOBOpA C alTEYHOM oOpraHm3anueil (MpU OCYIIECTBICHHUU MNPOJAXKU JIEKAPCTBEHHBIX
MpernapaToB JUCTAHIIMOHHBIM CIIOCOOOM C HCHOJB30BaHHWEM HMHGOPMAIMH, MPEAOCTaBICHHON
BJIAJIeTIbIIaMH arperaTopoB HHGpOpMAIHU 0 ToBapax (00 yciyrax);

(nm. "x" BBeneH [locranoBnenueM [paButensctBa PO ot 24.03.2023 N 468)

J1) pEKBU3UTHI peLieTiTa Ha JIEKapCTBEHHBIN Mpenapar (1ara, HoMep U cepust (IIpu HaJIU4un).
(nm. "n" BBenen [Hocranosnennem [IpaButensctBa PO ot 24.03.2023 N 468)
(n. 1 B pen. llocranosnenus [IpaButenscrea P® ot 21.07.2020 N 1079)

2. CyObekT oOpaleHusl JIGKapCTBEHHBIX CPEACTB IPH BBIBOJE JICKAPCTBEHHBIX IPENapaToB U3
o0opoTa MyTeM YHHUYTOXKEHHUS JIEKQpPCTBEHHBIX IMIPENapaToB, IIOMEIIEHHBIX [0/ TaMO>KEHHYIO
MPOLEAYPY YHHUUTOKEHUS, BBIBO3a JIEKAPCTBEHHBIX MPEMapaToB 3a Mpeesibl TAMOKEHHON TeppUuTopun
EBpa3uiickoro 3KOHOMHYECKOTO COI03a, IIOMEIIEHHBIX I0J TAMOXCHHYIO MpOLENYpYy JKCIOpTa
(peakcnopra), NpeACTaBIsieT B CUCTEMY MOHHMTOPUHIA CIEAYIOIIYI0 MH(OPMAIMIO O BBIBEACHHBIX U3
00opoTa JIeKapCTBEHHBIX Mperaparax:

a) 1aTa COBEPIICHUS OTEepallnu;

0) uneHTU(UKATOp CyOBEKTa OOpaIICHHS JICKAPCTBEHHBIX CPEICTB, OCYIICCTBISIONMIETO BBIBOJT
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

JIEKapCTBEHHBIX MPEMapaToB U3 000poTa;
B) KOJI TAMOKEHHOI'O OpraHa;
') KOJ1 TAMOXXEHHOM MPOLEeyphI;

) KOJA WACHTHU(PHKAIMKA BBIBOAMMOTO W3 000pOTa JIEKaPCTBEHHOTO TIpenapara WIH KOJI
UACHTU(PUKAIIMN TPETUYHOM (TPAaHCIOPTHOM) YMAaKOBKM JIEKAPCTBEHHOTO TIpernapara, B KOTOPOH
HaXOJUTCS 3TOT JIEKAPCTBEHHBIN Ipemnapar (B ciaydae BbIBOAA U3 000pOTa TPETUUHOW (TpaHCIIOPTHOM)
YIaKOBKH JIEKAPCTBEHHOTO Mperapara HeJIuKoM);

€) PeKBU3UTHI JICKIapaIlii HA TOBAPHI.
(B pen. Locranosnenus IIpaBurenscrBa P® ot 24.03.2023 N 468)
(. 2 B pea. llocranosnenus [IpaButensctea P® ot 21.07.2020 N 1079)

3. CyObekT oOpalieHus JIEKapCTBEHHBIX CPEJICTB MPHU BHIBOJIE JIEKAPCTBEHHBIX MpErapaTtoB W3
0o0opoTa mMyTeM Imepegaddl JEKapCTBEHHBIX IPENapaToB HAa YHUUYTOXKEHHE MPEACTABISECT B CHUCTEMY
MOHUTOPHHTA CIIEIYIONIYI0 HHPOPMAIIHIO O BBIBEJCHHBIX U3 000pOTa JIEKapCTBEHHBIX Npernaparax:

a) JlaTa COBEPILICHHUS OTIepaIni;
0) unentupukaTop cyObEKTa OOpaIICHUs JICKAPCTBEHHBIX CPEACTB, OCYIIECTBIISIONIIETO BBIBOJ
JIEKapCTBEHHBIX IPEnapaToB U3 000poTa;

(B pen. Loctanosnenus IIpasurenscrea PO ot 21.07.2020 N 1079)

B) yTpatuia cuiy. - [locranosnenue [IpaBurensctea P® ot 21.07.2020 N 1079;

I') OCHOBaHME M IPUYMHA TIepelauy JISKapCTBEHHOTO IperapaTa Ha yHUYTOXKCHUE,
(B pen. Locranosnenus IIpasurenscrea PO ot 21.07.2020 N 1079)

1) PEKBHU3HUTHI PELICHHS YIOJHOMOYEHHOIO (elepaJbHOro OpraHa HCIOJHUTEIBHONW BIIACTH O
BBIBO/JIE JIEKAPCTBEHHBIX IIPENapaToB U3 000poTa (MpH HATTMUHUH);

e) PEKBU3HUTBI OOKYMCEHTA, IOATBCPXKAAIOMICTO IMEpEaavdy JCKAPCTBCHHBIX IIPCIapaToB Ha
YHHUYTOXKCHUE,

) KOJI UIACHTH(PHUKAIMM WM KOJ HICHTU(DUKALUNA TPETUYHOW (TPAHCIOPTHOM) YHaKOBKU
JIEKapCTBEHHOT'O TIpernapaTa, B KOTOPO HaXOIUTCS 3TOT JIEKapCTBEHHBIN Ipernapar (B CiIydae BHIBOJIA U3
000pOTa TPETHYHOU (TPAHCIIOPTHON) YITAKOBKH JICKAPCTBEHHOTO Mpemnapara IeIMKOM);

(nm. "x" B pexn. Llocranosnenus IlpaBurenscrea PO ot 20.03.2020 N 311)

3) WAEHTU(UKAIMOHHBIA HOMEp HAJOTOIIATENbIIUKA, OCYIIECTBISIONIET0 YHUYTOXKEHUE
JIEKapCTBEHHbIX IIPENapaToB, U €ro ajipec.
(8B pen. lloctanoBnenus IIpasurenscrea PO ot 21.07.2020 N 1079)

4. CyObekT obpallieHHs JIEKapCTBEHHBIX CPEICTB MPU YHHUUTOXKEHUHU JICKApPCTBEHHBIX MPENapaTos,
paHee IEpeJaHHbIX Ha YHUYTOXKEHHUE, IPEJCTaBIsAET B CHUCTEMY MOHUTOPHMHIA CJIEIYIOLIYIO
nH(popMaLrIo 0 paKTe YHUUTOKEHHSI JIEKaPCTBEHHBIX MIPENapaToB:

a) ;1aTa COBEPIICHUS OTEepPaIlnu;
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

0) mpeHTH(dUKATOp CyOBEKTa OOpamIeHUs] JEKAPCTBEHHBIX CPEICTB, OCYIIECTBUBILETO BBIBOJ
JIeKapCTBEHHBIX MpenapaToB U3 000poTa;
(B pen. Lloctanosnenus Ilpasurenscrea PO ot 21.07.2020 N 1079)

B) CIOCO0 YHUUTOKEHUS JIEKAPCTBEHHBIX IPENaparos;

') peKBU3UTHI IOKyMEHTA, MTOJATBEPKIAI0IIEr0 YHHUTOKEHUE JIeKapCTBEHHBIX NpenapaToB (akT 00
YHUUTOKEHUH JIEKAPCTBEHHBIX IIPENapaToB);

) KoA WIeHTU(DUKALWKA WU KOJ UACHTU(DUKAIMHM TPETUYHON (TPaHCHIOPTHOW) YHaKOBKU
JIEKapCTBEHHOT'O TIperapaTa, B KOTOPO HaXOIUTCS 3TOT JIEKapCTBEHHBIN Ipernapar (B ciIydae BHIBOJIA U3
000pOTa TPETHYHOU (TPAHCIIOPTHON) YITAKOBKH JICKAPCTBEHHOTO Mpemnapara IeIMKOM);

(nm. "n" B pen. Hocranosnenus IIpaBurenscrea P® ot 20.03.2020 N 311)

e) I/IlIeHTI/I(bI/IKaHI/IOHHBII\/’I HOMCED HaJIOroIj1aTCJIbIIuKa, OCYHmECCTBUBLIICTO  YHUYTOXKCHHUC
JICKApCTBCHHBIX IIPCIIapaToOB.

5. CyObekT oOpalieHus JIEKapCTBEHHBIX CPEICTB MPU BBIBOJIE JIEKAPCTBEHHBIX MpPENapaToB M3
o0opoTa myTeM BBIBO3a JIEKAPCTBEHHBIX IpenapaToB B TrocyAapcTBa - uJeHbl EBpasuiickoro
HSKOHOMHYECKOTO COI03a TIPEACTaBIsIET B CHUCTEMY MOHHUTOPHHIA CIEAYIOUIYI0 HH(pOpManumo o
BBIBEJICHHBIX U3 000pOTa JIEKapCTBEHHBIX Ipernaparax:

a) 1aTa COBEPIICHUS OTEepaIlnu;

0) unentudukarop cyObeKTa OOpalleHHs JEKapCTBEHHBIX CPEICTB, OCYIIECTBISIONIEIO BBIBOJ
JIEKapCTBEHHBIX MPEMapaToB U3 000poTa;

B) KOJ HaJororjareiblika B CTpaHEe PErucTpaldd W CTpaHa PETrUCTpallid OpraHU3alHH,
SIBJIIOILEHCS TIOJTy4aTesIeM JIEKapCTBEHHBIX IIPENapaTos;

F) PEKBU3UTHI ICPBUIHOTO JOKYMCEHTA, ABJIAIOIICTOCA OCHOBAHHUEM JIA I€pEaAadU JICKAPCTBCHHOI'O
npenapara (1aTa 1 HoMep);

1) THII JIOTOBOPA;

e) CTOUMOCTDL JICKAPCTBCHHOI'O IIp€IiapaTta (C YU€TOM HAJIOTa Ha I[O68.BJ'ICHHyIO CTOI/IMOCTB)
COTJIAaCHO NECPBUYHBIM JOKYMCHTAM;

)K) CyMMa HaJiora Ha IIOGaBHGHHyIO CTOHMMOCTBD,

3) KOA WISHTH(PHUKAIWK WIH KOJ HWACHTU(PHUKAIMH TPETUYHOH (TPAHCIIOPTHOW) YIaKOBKU
JIEKapCTBEHHOI'O Mpernapara, B KOTOPOW HaXOIUTCS 3TOT JIEKAPCTBEHHBIN Mpenapar (B ciiydae OTrpy3KH
TPETUYHOM (TPAaHCIIOPTHON) YIIAaKOBKH JIEKAPCTBEHHOI'O MpernapaTa HEeJIUKOM).

(m. 5 BBenen [ocranosnennem [IpaButensctBa PO ot 24.03.2023 N 468)

[Ipunoxenue N 5
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556
(pe T 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"p A. 0 o [ara coxpaHenus: 06.06.2025
06 yTBepxaeHuUU MNoNoXeHNs 0 CMCTEME MOHWUTOPUHTA...

K ITonoxxeHuio o cucreme MOHUTOPHHTA
ABWIKCHUS JICKAPCTBCHHBIX MPCIIAPATOB
AJI MCAUITUHCKOTO ITPUMCHCHU A

CBEOEHWA,

NMPEACTABJIAEMbIE CYBbEKTAMU OBPALLEHUA NIEKAPCTBEHHbIX CPEACTB
B CUCTEMY MOHUTOPUHIA OBUXXEHUA JIEKAPCTBEHHbIX NMPEMNAPATOB
AnA MEOQUUMHCKOIO NPUMEHEHUA NPU OCYLWECTBJIEHUX ONEPALIUA

C TPETUMHOU (TPAHCIMOPTHOW) YNAKOBKOM
JIEKAPCTBEHHOI'O MNPEMNAPATA

Crrcok M3MEHSIOIUX JOKYMEHTOB
(B pen. [locranosnenwuii [IpaButensctea PO ot 20.03.2020 N 311,
ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

1. CyObekTbl oOpamieHusi JEKapCTBEHHBIX CPEICTB TMPU OCYIIECTBICHUH arperupoBaHUs
JIEKapCTBEHHBIX MpEnaparoB A METUIIMHCKOTO MPUMEHEHUs (J1ajee - JeKapCTBEHHBIE Mperaparhl),
UMEIOIUX OJUH TNo0anbHBIA HACHTU(UKAIMOHHBIA HOMEpP TOProBOM EAWHHIIBI M OJHH HOMEp
MPOU3BOJICTBEHHON CEepUM, TMPEACTABISIIOT B CHUCTEMY MOHHUTOPUHTA JBIKEHUS JIEKAPCTBEHHBIX
[pernapaToB JUisi MEIUIMHCKOTO TpPUMEHEHHs (Jajlee - CHUCTeMa MOHUTOPUHIA) CIIEAYIOLYIO
nH(pOpMaLIHIO:

(B pen. [Toctanosnenwnii [IpaputensctBa PO ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

a) JaTa COBEpIICHHs Omepanuy (B OTHOIIEHUHU JIEKAPCTBEHHBIX MpPEmapaToB AJs MEIULUHCKOTO
MpUMEHEHHUs (Janee - JIeKapCTBEHHBIE TMpernapaThl), HAXOAAIIMXCS 3a MpelejaMu TEePPUTOPUHU
Poccuiickoit denepanuu, B Ciaydasx, KOrjla arperupoBaHUE OCYIIECTBISETCS A0 3aBEPLICHUS CTaguu
BBIITYCKAIOIIETO KOHTPOJISI KAauecTBa, MOXKET YKa3bIBaThbCs Jr00ast J1ata MEXIy [aTol 3aBepIICHHS
CTaJWM BBIMTYCKAIOIIETO KOHTPOJIA KayecTBa WM JaTOW OTTPY3KH JICKAPCTBEHHBIX TPENapaToB B
Poccuiickyro ®eneparuio);

0) wuneHTUPHUKATOpP CyOBEKTa OOpaIleHUsl JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBIISIONIETO
arperupoBaHue;
(nm. "0" B pexn. locranosnenus IIpaButenscrea P® ot 21.07.2020 N 1079)

B) yTpaTtui cuiy. - [locranosnenue [IpasurensctBa PO ot 21.07.2020 N 1079;

I) KOAbl HIACHTU(PHUKAIMN TPETUYHBIX (TPAHCHOPTHBIX) YMAKOBOK JIEKAPCTBEHHOIO IMpernapara
CO3/1aBaEMbIX TPETUYHBIX (TPAHCHOPTHBIX) YIAKOBOK JIEKAPCTBEHHOTO MIPEnapara;
(mm. "r" B pea. [locranoBnenus IpaButensctBa PO ot 20.03.2020 N 311)

1) TepeueHb KOJIOB HMACHTH(PHKAIMU WIM KOJOB HMICHTU(UKALMHU YNAKOBOK JIEKAPCTBEHHOTO
npemapaTa 60yiee HU3KOTO YPOBHSI BIOKEHHOCTH, BXOSIIUX B COCTAB KaXI0H CO3/1aBaeMO TPETUIHON
(TpaHCHIOPTHOM) YITaKOBKH JIEKAPCTBEHHOI'O IIperapara.

(mm. "n" B pen. [locranosnenus [IpaBurensctBa PO ot 20.03.2020 N 311)

2. CyObexThl 00palleHHs JICKapCTBEHHBIX CPEJCTB MPH OCYLIECTBICHUN U3BSATHS JICKAPCTBEHHBIX
[pernapaToB U3 TPETUYHOH (TPaHCIOPTHON) YMAaKOBKM JIEKAPCTBEHHOI'O Ipernapara MpeiCTaBisoT B
CHCTEMY MOHUTOPHHIA CIIETYIOILYI0 HH()OPMAIIHIO:

(B pen. Locranosnenus IlpaBurenscrea P® ot 20.03.2020 N 311)
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556
(pe T 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"p A. 0 o [ara coxpaHenus: 06.06.2025
06 yTBepxaeHuUU MNoNoXeHNs 0 CMCTEME MOHWUTOPUHTA...

a) AaTa COBCPHICHUA OIICpallvuu;

0) wuneHTUPHUKATOpP CyOBEKTa OOpaIleHUsI JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBIISIONIETO
OIEPALHIO;
(nm. "0" B pexn. Hoctanosnenus IIpaButenscrea P® ot 21.07.2020 N 1079)

B) yTpatui cuiy. - [locranosnenue [IpaBurensctBa PO ot 21.07.2020 N 1079;

I) KOJ WICHTU(GUKAMM TOProBOM €IUHUIBI, H3bIMAEMON U3 TPETHMYHOM (TPaHCIOPTHOM)
YIaKOBKHU JIEKApCTBEHHOTO Mpenapara, Win KoJ WASHTU(UKAIMK YIIAKOBKH JIEKAPCTBEHHOTO IpenapaTa
Ooysiee HU3KOTO YPOBHS BIIOKEHHOCTH, W3bIMAEMOM M3 TpPETUYHOW (TPaHCHOPTHOM) YMaKOBKH
JIEKapCTBEHHOI'O IIperapara.

n_n

(nm. "r" B pea. Hocranosnenus [IpaButensctea P® ot 20.03.2020 N 311)

3. CyOBekTbl OOpamieHusi JICKaPCTBEHHBIX CPEACTB TPH OCYIIECTBICHUH JTOTIOJHUTEIHLHOTO
BJIOXKCHHUSI JIEKAPCTBEHHBIX MPENapaTOB B TPETUYHYIO (TPAHCIOPTHYIO) YIMAKOBKY JICKAPCTBEHHOTO
npernapara MpeiICcTaBJIsIOT B CHCTEMY MOHUTOPHHTA CIIEIYIOIYI0 HHPOPMAIIHIO:

(8B pen. locranoBnenus IIpasutenscrea PO ot 20.03.2020 N 311)

a) J1aTa COBEPIICHUS OTepallnu;

0) wuneHTHPHUKATOpP CyOBEKTa OOpaIIeHUs] JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBIISIONIETO
OTepaIuio;
(. "6" B pen. [locranosnenus [IpaBurensctBa PO ot 21.07.2020 N 1079)

B) yTpaTtui cuity. - [locranosnenue IlpaButensctBa PO ot 21.07.2020 N 1079;

T) KOA WUACHTH(PHUKAIUU WU KOJ HISHTHU(PUKAIMU YIAKOBKH JEKapCTBEHHOTO IMpemnapara Oolee
HU3KOTO YPOBHS BJIOKEHHOCTH, C KOTOPOH COBEPIIIACTCS OMepaIlysl TOTOTHUTEILHOTO BIOKCHHUS,
(B pen. Hocranosnenus [IpaButensctBa PO ot 20.03.2020 N 311)

) KOJ WJeHTU(HUKALUU TPETUUYHON (TPaHCIOPTHOI) yMAaKOBKHM JIEKAPCTBEHHOTO IpernapaTa, B
OTHOILLIEHUU KOTOPOI COBEPIIAETCS ONepaLysl.
(8 pen. IlocranoBnenwuii [IpaBurensctea PO ot 20.03.2020 N 311, ot 21.07.2020 N_1079)

4. CyObexTbl OOpalleHusi JEKapCTBEHHBIX CPEICTB MPU OCYIIECTBICHUH pachOpMHUpPOBAHUS
TPETUYHOW (TPAaHCIOPTHOM) YHAKOBKU JIEKAPCTBEHHOIO IIpenapara IpeACTaBIsSlOT B CUCTEMY
MOHUTOPHHIA CIEAYIOILY0 HH()OpMaIHIO:

(B pen. Locranosnenus IpaBurensctea PO ot 20.03.2020 N 311)

a) JJaTa COBEPLLIEHMsI Olepallu;
0) wuneHTUPHUKATOpP CyOBEKTa OOpaIleHUsl JEKAPCTBEHHBIX CPEACTB, OCYIIECTBIISIONLIETO

OTIepaLUIO;
(mm. "6" B pen. [locranosaenus IpaButensctBa PO ot 21.07.2020 N 1079)

B) yTpaTtui cuiy. - [locranosnenue [IpaBurensctBa PO ot 21.07.2020 N 1079;

I) TUN Omepanuud pacHopMHUpPOBAHUS TPETHUUHOM (TPAHCIOPTHOM) YMAKOBKH JIEKAPCTBEHHOIO
Ipernapara;
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K n
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

(mm. "r" B pea. [locranonenus IpaButensctBa PO ot 21.07.2020 N 1079)

) KOJ WIACHTHU(PHUKAIMU TPETHUUHON (TPAaHCIOPTHOM) YMAKOBKH JIEKAPCTBEHHOTO Tperapara
pachopMUPOBEIBAEMON TPETHYHOMU (TPaHCIIOPTHOM) YITAKOBKH JIEKAPCTBEHHOTO MIperapaTa.
(mm. "n" B pen. [locranosnenus [IpaBurensctBa PO ot 20.03.2020 N 311)

[Tpunoxenue N 6

K [TonoxeHnnto o cucTeMe MOHUTOPHHTA
JIBYDKCHUS JICKApPCTBEHHBIX IPEIapaToB
TSl MEMLIUTHCKOTO MTPUMEHEHHUSI

CBEOEHMUA,

NMPEACTABNAEMbIE CYBbEKTAMU OBPALLEHUA JIEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHUTOPUHIA OBUWXEHUA NNIEKAPCTBEHHbIX
NMPEMAPATOB AnlA MEAUUUHCKOIO NPUMEHEHUA NMPU OBOPOTE
M BHYTPEHHEM NEPEMELUEHUN NIEKAPCTBEHHbIX NMPEMNAPATOB
ana MEOULMHCKOIO NPUMEHEHUA

Cnucok U3MEHSIONINX JOKYMEHTOB
(B pen. [locranosnenwnii [IpaButensctBa PO ot 20.03.2020 N 311,
o1 21.07.2020 N 1079, ot 02.11.2020 N 1779, ot 24.03.2023 N 468)

1. CyOwexkt oOpamieHusi JEKapCTBEHHBIX CpPEACTB IPH OCYIIECTBICHUH MEpPEMEIEHUs
JICKApCTBEHHBIX TPETapaToB Uil MEIUIIMHCKOTO NPUMEHEHHUs (Hajiee - JIEKapCTBEHHBIC IMPErapaTh)
MEXIY apecaMy OCYIIECTBIICHHUS NEATEIBHOCTH U (Win) (papMarieBTHYECKUMH CKIIAAaMH MTPECTaBISET
B CHUCTEMY MOHMTOpPHMHIA JABMKCHMs JIEKApCTBEHHBIX MpEnapaToB (Aajee - cuUcTeMa MOHMTOPUHIA)
CIICAYIOUIYI0 HMH(OPMAIMIO O TMepeMellaeMbIX JICKapCTBEHHBIX IpernapaTax B OTHOIICHUH KaxJ0H
TOPTOBOW €IMHUIIBI JIEKAPCTBEHHOT'O TIpenapaTra:

a) 1aTta COBEPIICHUS onepanuu (TPUEMKH Ha CKJIaJl, Ha KOTOPBIM COBEPIIECHO MEPEMEIECHNUE);

0) wuneHTHpUKATOp CyObEeKTa OOpalIeHUs] JEKapCTBEHHBIX CPEACTB, OCYIIECTBISIOLIETO
IepeMelleHUe JIEKApCTBEHHOTO Mpenapara, ¢ yueToM aJpeca MecTa OCYIIECTBICHUS JeITEIbHOCTH WU
CKJIaJla OTBETCTBEHHOI'O XPAHEHHS, W3 KOTOPOrO OCYILIECTBIISIETCA IEPEMEIIECHUE JIEKAPCTBEHHOIO
Ipenapara;

(nm. "0" B pexn. locranosnenus IIpaButenscrea P® ot 21.07.2020 N 1079)

B) yTpaTtui cuiy. - [locranosnenue [IpasurensctBa PO ot 21.07.2020 N 1079;

r) uaeHTUUKATOp CyObeKkTa oOpallieHHs JIEKapCTBEHHBIX CPEJCTB C YYETOM ajpeca MecTa
OCYILECTBIICHHS JICATEIBHOCTH WM CKJIaJa OTBETCTBEHHOI'O XpPaHEHHs, KyJa OCYIIECTBISACTCS
nepeMeleHne JIeKapcTBEHHOT O Mpernapara;

(B pen. Locranosnenus IIpasurenscrea PO ot 21.07.2020 N 1079)

II) PCKBU3UTLI TMICPBUYHOI0 JOKYMCHTA, MABJAIOMICIOCA OCHOBAHUCM JJIA TICPECMCIICHUA
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

JIEKapCTBEHHOTO Mpemnapara (J1ata 1 HoMep);

€) KOJ HUACHTUDUKAIMM WM KOJX HWIACHTU(DUKAMH TPETUYHON (TPAHCIIOPTHOW) YNaKOBKU
JIEKapCTBEHHOI'O Ipenapara, B KOTOPOW HAXOAWUTCSA OSTOT JIEKApCTBEHHBIM Ipenapar (B ciydae
NepeMeIleHUs] TPETUYHOM (TPaHCIIOPTHOM) yIaKOBKHU JIEKAPCTBEHHOTO Mpenapara HeJIUKOM);
(nm. "e" B pen. [loctanosnenus [IpasurensctBa PO ot 20.03.2020 N 311)

) PEKBU3UTHI TOCYJapCTBEHHOTO WIM MYHHIMIAIHHOTO KOHTPAaKTa (B Cllydae HEepeMEIICHHs
JIEKapCTBEHHOTO TMperapaTa, MNpPeAHA3HAuYeHHOTo Ui oOecredeHHus TpakJaH 3a CYET CpE/ICTB
(benepanpHOro 010/KETa UM CPeICTB 010/ 1KeTOB cyObekTOB Poccuiickoit @enepanun);

(nm. "x" BBeneH llocranosnenuem [IpaBurenscrea PO ot 21.07.2020 N 1079)

3) WCTOYHHMK (QUHAHCHpOBaHWs (B Cllydae TIEpeMENICHHsI JICKapCTBEHHOTO TIperapara,
MpeAHa3HAYEHHOTO IS 00eCTIeYeHHs TpaXKaH 3a CUET CPeNCTB (eepaabHOTO OOHKETa WM CPEACTB
010/ KeTOB CyOBeKkTOB Poccutickoii Denepanyn);

(mm. "3" BBeneH [locranoBnenuem [IpaButensctBa PO ot 21.07.2020 N 1079)

M) CTOMMOCTBH JIEKapCTBEHHOI'O IpenapaTa (C y4eToM Hajora Ha J00aBJICHHYIO CTOMMOCTD)
COIVIACHO INEPBUYHBIM JOKyMEHTaM (B cCiy4dae IEpeMElIeHHs JIEKApCTBEHHOrO IIpernapara,
MpeIHa3HAYECHHOTO JUTsl 00eCneueH s TpaX/iaH 3a CUET CPEICTB (penepatbHOTO OI0KETa WM CPENCTB
OroxeToB cyobekToB Poccuiickoii @enepanun);

(mm. "u" BBeneH [loctanopnenuem [IpaButensctBa PO ot 21.07.2020 N 1079)

K) CyMMa Hajora Ha J00aBJIEHHYIO CTOMMOCTh (B Cilydae MNEepeMEUIeHUs JEKapCTBEHHOTO
npenapara, npeJHa3HauYeHHOTO JIIsi 00eCleUeHHs TpaXKIaH 3a CYET CPEACTB (eaeparbHOro OroKeTa
WIN CpeACTB Or0KeToB cyObekToB Poccuiickoit denepanun).

(nm. "x" BBeneH [locranoBnenuem Ipasutenscta PO ot 21.07.2020 N 1079)

2. CyObekT oOpalieHus JIEKapCTBEHHBIX CPEICTB MpH Iepefaue JEKapCTBEHHBIX MpenapaTroB
ApyromMy cyOBbeKTy OOpallleHus JeKapCTBEHHBIX CPEACTB B paMKaX IPa’kKAaHCKO-IIPABOBBIX OTHOIIEHUH
B cily4yae BbIOOpa MpsIMOro MOpsjAKa NPEACTaBICHUS CBEACHUH B COOTBETCTBUM C MYHKTOM 44
[TonoxeHus o cucTeMe MOHUTOPHHIA JBIMXKEHHS JIEKAPCTBEHHBIX IPENapaTroB Ui METUIIMHCKOTO
IIPUMEHEHHUS, YTBEp)KIEHHOro mnoctaHoBiaeHueMm IlpaBurensctBa Poccuiickoit ®enepauun ot 14
nekabps 2018 r. N 1556 "OO6 yrBepxnmenuu IlonoxeHwWss O CHCTEME MOHUTOPUHTA JIBYDKCHUS
JIEKapCTBEHHBIX MPENapaToB JJs MEIULMHCKOro npuMeHeHus" (naiee - I[lonoxeHue), npeacTaBiseT B
CHCTEMY MOHHMTOPUHIA CIEIYIOLyI0 MH(pOpManuo 00 OTTPYKEHHBIX JIEKAPCTBEHHBIX IpenapaTax B
OTHOIICHUHU KaXJI0M TOPrOBON eIMHUIIBI JIEKAPCTBEHHOI'O pernapara:

(8B pen. IlocranoBnenwuii [Ipasurenscrea PO ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

a) J1aTa COBEPIICHUS OTepallnu;
0) uaentudukarop cyobekTa 0OpalIeHus JEKapCTBEHHBIX CPEJICTB, OCYIIECTBISIONIETO OTIPY3KY

JIEKapCTBEHHOI'O Iperapara;
(B pen. [Hoctanornenus [IpaButensctBa PO ot 21.07.2020 N 1079)

B) yTpaTtui cuity. - [locranosnenue IlpaButensctBa PO ot 21.07.2020 N 1079;

') UICHTU(UKATOP CyObeKTa oOpalleHusl JEKapCTBEHHBIX CPECTB, OCYIIECTBIISIONIETO MPUEMKY
JIEKapCTBEHHOTO IIpenapara;
(B pen. Loctanosnenus Ilpasurenscrea PO ot 21.07.2020 N 1079)
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556
(pe T 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"p A. 0 o [ara coxpaHenus: 06.06.2025
06 yTBepxaeHuUU MNoNoXeHNs 0 CMCTEME MOHWUTOPUHTA...

n) - ) yrpatuwiu cuiy. - [locranosnenue IpaButensctBa PO ot 21.07.2020 N 1079;

) PEKBH3HTHI TOCYJapCTBEHHOTO WM MYHHIHUIIAJIBHOTO KOHTpakTa (B Cilydae Iepelayu
JICKapCTBEHHOTO Tperapara, MPEAHA3HAYEHHOTo Il OOECleYeHHsT TpaxJaH 3a CYeT CPE/ICTB
denepanpbHOTO OFOKETa WIH CPEJICTB OFOKETOB CyObeKTOB Poccuiickoii Deneparm);

(nm. "x" B pexn. ocranosnenus IIpaBurensctea P® ot 21.07.2020 N 1079)

3) HICTOYHHMK (DMHAHCHUPOBAHUS,
1) TUI TPaXIaHCKO-TIPABOBBIX OTHOIICHUH CyOBEKTOB 00paIleHHS JICKAPCTBEHHBIX CPE/ICTB;

K) KOJA WIACHTU(UKAIUU WIM KOJA MIACHTU(DUKAIUN TPETHYHOU (TPAHCIOPTHOW) YNaKOBKU
JIEKapCTBEHHOI'O IIpernapara, B KOTOPOl HaXOAMTCA 3TOT JIEKAPCTBEHHBIN Mpenapar (B ciydyae nepeiadu
TPETUYHOM (TPAHCIIOPTHO) YIAKOBKH JIEKAPCTBEHHOTO Mpenapara eJINKOM);

(nm. "x" B pen. [locranosnenus [IpaButensctsa PO ot 20.03.2020 N 311)

J) pPeKBU3UTHI IEPBUYHOTO JOKYMEHTA, SBJSIFOIIETOCS OCHOBAHUEM JUIS TIepeiadl JIEKapCTBEHHOTO
npemaparta (1aTa 1 Homep);

M) CTOUMOCTL JICKAPCTBCHHOI'O IIpCriapara (C Y4C€TOM HaAJIOTa Ha I[O68.BJ'I€HHyIO CTOI/IMOCTB)
COTJIaCHO NECPBUYHBIM JOKYMCHTAM,

H) cCyMMa HaJjlora Ha J100aBJIEHHYI0 CTOUMOCTb.
(B pen. Loctanosnenus IIpasurenscrea PO ot 21.07.2020 N 1079)

3. CyObekT oOpalleHus JIEKapCTBEHHBIX CPEJCTB IPU MPUEMKE JIEKApCTBEHHBIX MPENapaToB OT
Apyroro cyObekTa oOpalleHus! IEKapCTBEHHBIX CPEJCTB B paMKaX I'pakJaHCKO-IIPABOBBIX OTHOIIECHUI B
cilyyae BbIOOpa OOpaTHOTO TMOpsAKa IPEICTABICHHUS CBEJACHUI B COOTBETCTBHHM C IyHKTOM 44
[TonoxkeHus, mNpeACTaBIIET B CUCTEMY MOHHMTOPMHIA CIEAYIOIIYI0 HMH(OPMAIMIO O MPHHATHIX
JIEKapCTBEHHBIX MIpernapaTax B OTHOIIEHUH Ka)KJOW €MHMIIBI JIEKAPCTBEHHOTO MIpernapaTa:

(8 pen. [locranosnenwuii [IpaButensctea PO ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

a) JlaTa COBEpILEHUS OIepaIii;

0) uneHTUdUKaTOp CyOBEKTa OOpaIeHns JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBISIIONIETO MPUEMKY
JIEKapCTBEHHOTO Mperapara;
(B pen. Ilocranosnenuit IlpaButensctBa P or 21.07.2020 N 1079, or 02.11.2020 N _1779, ot
24.03.2023 N 468)

B) yTpatui cuiy. - [locranosnenue [IpasurensctBa PO ot 21.07.2020 N 1079;
I') UAECHTUPHUKATOP CyOBeKTa OOpallleHHs JIEKaPCTBEHHBIX CPEJICTB, OCYLIECTBUBLIETO OTTPY3KY

JIEKapCTBEHHOTO Ipernapara;
(8B pen. ocranoBnenus IIpasurenscrea PO ot 21.07.2020 N 1079)

n) - €) yrpatunu cuiy. - [loctanosienue Ilpasutenscta PO ot 21.07.2020 N 1079;

’K) PEKBU3HTHI TOCYJAAPCTBEHHOTO WJIM MYHHUIMIIATBHOTO KOHTpakTa (B cCllydae Tepeaadn
JICKapCTBCHHOTO Tpernapara, MPeJIHa3HAuYeHHOro IS OO0CCIeueHUs TpakKIaH 3a CUET CPEJICTB
(henepabHOTO OrOKETA UIIH CPEICTB OI0KETOB CyOBeKkTOB Poccuiickoit deneparun);
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556
(pe T 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"p A. 0 o [ara coxpaHenus: 06.06.2025
06 yTBepxaeHuUU MNoNoXeHNs 0 CMCTEME MOHWUTOPUHTA...

(mm. "x" B pea. [locranosnenus IlpaButensctBa PO ot 21.07.2020 N 1079)

3) UICTOYHUK (PMHAHCUPOBAHMUS,

1) TUII TPAXIaHCKO-TIPABOBBIX OTHOIICHUH CyOBEKTOB 00OpaIlieHHs JIEKapCTBEHHBIX CPE/ICTB;

K) KOA HWICHTU(UKAIUU WIM KOA HIACHTU(OUKAUN TPETHYHOW (TPAHCIIOPTHOW) YIaKOBKU
JIEKapCTBEHHOI'0 Mpernapara, B KOTOPOil HaXOAUTCA 3TOT JIEKApCTBEHHBIN Mpenapar (B ciydyae nepeaadyu

TPETUYHOM (TPAaHCIIOPTHON) YIIAaKOBKH JIEKapPCTBEHHOT'O Mpernapara HeJIuKOM);
(nm. "x" B pen. [locranoBnenus [IpaButensctsa PO ot 20.03.2020 N 311)

J) PEKBU3UTHI IEPBUYHOTO JJOKYMEHTA, SIBIISIOLIETOCS OCHOBAHUEM JIJIS TIepelaui JIEKapCTBEHHOTO
npenapara (JaTa 1 HOMep);

M) CTOMMOCTH JIEKAPCTBEHHOIO Ipemnapara (C y4eToM Hajora Ha J00aBIE€HHYIO CTOMUMOCTD)
COTJIaCHO NEPBUYHBIM JOKYMCHTAaM;

H) CyMMa HaJlora Ha J100aBJICHHYIO CTOUMOCTb.
(8B pen. lloctanoBnenus IIpasurenscrea PO ot 21.07.2020 N 1079)

4. CyOneKT oOpallleHus JeKapCTBEHHBIX CPEJICTB MPU MOATBEP)KICHUN TOCTOBEPHOCTH CBEICHUIA,
COZIepKAIIMXCA B CUCTEME MOHUTOPHMHIA O IEPEJAaHHBIX WM NPUHATBHIX JICKAPCTBEHHBIX IIperaparax,
MIPEJICTABISIET B CUCTEMY MOHMTOPHMHIA CIEAYIOLIYI0 MHQOPMAIMI0 B OTHOLIEHUHU KaXKJ10M TOproBoi
€MHULBI JIEKAPCTBEHHOIO IIpernapara:

a) JlaTa COBEPILIEHMsI Olepallu;
0) wuaeHTUPHUKATOpP CyOBEKTa OOpaIleHUsl JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBIISIOLIETO

MOJITBEPXKICHUE CBEJICHUI;
(nm. "0" B pexn. Hocranosnenus IIpaButenscrea P® ot 21.07.2020 N 1079)

B) uueHTH(HUKATOp CyOBheKTa OOpamieHHs JEKapCTBEHHBIX CPEICTB, paHee OCYIIECTBUBIIETO
Mpe/icTaBJIeHUE CBEICHUI 00 OTrpy3Ke WM MIPHUEMKE JIEKApCTBEHHOTO Mpernapara;
(mm. "B" B pen. Hoctanosnenus Ipasutenscta P® ot 21.07.2020 N 1079)

r) KOA WACHTU(PUKALUMA WIM KOJ UICHTU(PHUKAIUU TPETHUYHOW (TPAHCHIOPTHOM) YHAKOBKHU
JIEKapCTBEHHOT'O Mpemnaparta, B KOTOPO HaXOAWTCS 3TOT JIKAPCTBEHHBIN Mpenapar (B ciaydae nepeaadyn
TPETUYHOMU (TPaHCIIOPTHOM) YITAKOBKH JIEKAPCTBEHHOTO MperapaTa MeIuKoM);

(nm. "r" B pea. Hocranosnenus [IpaButensctea P® ot 20.03.2020 N 311)

) TIpPHU3HAK TOATBEPKIACHUS BO3MOXKHOCTH (HEBO3MOXKHOCTH) TMPHUEMKH JICKAPCTBEHHOTO
mpernapaTa, BpeMEHHO BBIBEJICHHOTO M3 OOpaIleHUs 110 WHUIIMATHBE YIOJTHOMOYEHHOTO (heIepabHOrO
OpraHa MCIIOJHUTEIHHOMN BIIACTH.

(mm. "n" BBeneH llocranosnenuem [IpaBurensctea PO ot 21.07.2020 N 1079)

4(1). CyOBekT oOpaiieHusi JICKAPCTBEHHBIX CPEICTB, OCYIISCTBIISIONIMA ONTOBYIO TOPTOBIIO
JICKAPpCTBECHHBIMU CPCACTBAMHU IIPpU HNepeaaydc JCKAPCTBCHHBLIX IMPCIIapaToB, OTHOCAIIHUXCA K 0I[HOI>'I
MIPOM3BOJICTBEHHOW CEpUH, JIpYyroMy CyObEKTy oOOpalleHusi JeKapCTBEHHBIX CPEICTB B paMKax
IPaXIaHCKO-IIPABOBBIX ~ OTHOIIEHUH, TMPEACTaBIsieT B CHUCTEMY MOHUTOPUHIA  CIEAYIOIIYIO
nH(pOpPMAILIHIO O TIEPEAAHHBIX JEKapPCTBEHHBIX MpenapaTax:
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

a) AaTa COBCPHICHUA OIICpallvuu;

0) unentudukatop cyobekTa 0OpaICHUs JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBISIONICTO Mepeiady
JICKapCTBEHHOTO Ipernapara;

B) HOMEp TPOM3BOJCTBEHHOW CepHH, TJIOOANBHBI HICHTU()UKAIMOHHBIA HOMEpP TOPTOBOU
€IMHHULIBI OTIPY’KEHHOTO JIEKAPCTBEHHOIO MIperapaTa Uik Ko UACHTU(DUKAIIH.
(. 4(1) BBenen [locranosnenueM [IpaBurensctBa PO ot 24.03.2023 N 468)

5. CyOBekT oOpalleHusl JeKapCTBEHHBIX CPEACTB, OCYIIECTBISIONINI KOHTPAKTHOE (MOAPSAHOE)
MIPOM3BOJICTBO JICKAPCTBEHHBIX IpernapaTtoB Ha Tepputopuu Poccuiickoit dexepanmu, npu nepenaye
JICKApCTBEHHBIX MpenapaToB (TOTOBOW MPOAYKIMH) CYOBEKTy oOpalleHHs JeKapCTBEHHBIX CPEACTB,
SIBJISIIOLIIEMYCSl  3aKQ3UMKOM 3TOTO  KOHTPAKTHOTO (TMOJPSAHOTO) TMPOU3BOJCTBA, JHUOO CYOBEKT
oOpamieHusl JIEKapCTBEHHBIX CPEACTB, SIBISTIONIMICS 3aKa3YMKOM KOHTPAKTHOTO  (TIOAPSAHOTO)
MIPOU3BOJICTBA, TPU BO3BPATE JICKAPCTBEHHBIX MPENApaTOB CYOBEKTY OOpAaIleHUs JIEKaPCTBEHHBIX
CPE/CTB, OCYIIECTBISIONIEMY KOHTPAKTHOE (MOJPSIHOE) MPOU3BOJACTBO JICKAPCTBEHHBIX IMPENapaTos,
NPEJCTABISET B CUCTEMY MOHHUTOPHHIA CIEAYIOUIYI0 HH(OpPMAIMIO O MEepeJaHHbIX JIEKapCTBEHHBIX
npernaparax B OTHOLICHUU KaXKJI0 TOPrOBOM eIMHHIIBI JIEKAPCTBEHHOT'O Tpernapara:

(B pen. Locranosnenus IIpaBurenscrBa P® ot 24.03.2023 N 468)

a) 1aTa COBEPIICHUS OTEepaIlnu;
0) unentudukatop cyobeKTa 0OpalIeHUs JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBISIONICTO Tepeiavy
WJIA BO3BPAT JIEKAPCTBEHHOTO TIpenapara;

(8B pex. IlocranoBnenwuii [Ipasurenscrea P® ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

B) yTpaTtui cuily. - [locranosnenue IIpaBurensctBa PO ot 21.07.2020 N 1079;

T') HICHTUPUKATOP CYyOBEKTa OOpaICHHS JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBISIONIETO IPHEMKY
JIEKapCTBEHHOI' O IIperapara;
(B pen. [Hocranornenus [IpaButensctBa PO ot 21.07.2020 N 1079)

1) yrpatuia cuiy. - [loctanoBnenue [IpaBurensctsa PO ot 21.07.2020 N 1079;

€) KOJ HUACHTUDUKAIMM WM KOJI HWICHTU(DUKAMH TPETUYHON (TPAHCIIOPTHOW) YNaKOBKU
JIEKapCTBEHHOI'O IIpernapara, B KOTOPO HaXOAMTCA 3TOT JIEKAPCTBEHHBIN Mpenapar (B ciydae nepeiadu
TPETUYHOM (TPAHCIIOPTHO) YIIAKOBKH JIEKAPCTBEHHOTO Mpenapara eJINKOM);
(nm. "e" B pen. [loctanosnenus [IpasurensctBa PO ot 20.03.2020 N 311)

) PEKBHU3UTHl IEPBUYHOIO JIOKYMEHTA, SABIAIOIIErOCs OCHOBaHMEM Juld  [epeladu
JIEKapCTBEHHOTO Mpenapara (1ata 1 HoMep).

6. CyOBeKT oOpalieHus JIeKapCTBEHHBIX CPEJNICTB, BBHITIOMHSIONINI (GYHKIIUU 110 ayTCOPCUHTY, MPU
nepeqaye JEKapCTBEHHBIX IPENapaToB, 3aKyMaeMbIX sl oOecredeHus] IpakIaH 3a CUeT CPEJICTB
denepanpHOrOo Oromkera u (W) CpeacTB OrokeToB CcyOnekToB Poccuiickoit  ®enepanuu,
npeaACTaBIACT B CHUCTEMY MOHHUTOPHHIA CJICAYIOUIYIO I/IH(bOpMaHI/IIO 0 HOepCaaHHBIX JICKAPCTBCHHBIX
npernaparax B OTHOIICHUU KaXKJI0W TOPTOBOW €IMHUIIBI JIEKAPCTBEHHOT'O Tperapara:

a) AaTa COBCPHICHUSA OIICpallvuu;
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K n
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxxaeHun MNonoxeHns o cucteMe MOHUTOPUHra...

0) unentupukatop cyObekTa oOpalleHus IEKapCTBEHHBIX CPEJCTB, OCYILIECTBISIONIErO Meperavy
JIEKapCTBEHHOI'O IIpernapara;

B) uacHTU(DUKATOP CYOBEKTa OOpalIeHHsI JIGKAPCTBEHHBIX CPEJICTB, OCYIIECTBISIONIETO MPUEMKY
JIEKapCTBEHHOTO TIperapara;

') pEKBH3UTHI IEPBUYHOTO JIOKYMEHTA, SBIISIOMIETOCS OCHOBAHUEM IS TIepeIadr JICKAPCTBEHHOTO
npenapara (1aTa 1 HoMep);

) KoA WACHTU(DUKAIMK WIM KOA HUACHTU(DUKAIMH TPETUYHOW (TPAHCIOPTHOM) YMaKOBKH, B
KOTOpOW HaXOAWTCS JIGKAPCTBEHHBIM Tpemnapar (B ciy4dae Nepeaadyd TPETHYHOH (TpaHCHOPTHOM)
YIAKOBKH JICKAPCTBEHHOTO Mpemnapara IeInKoM).

(. 6 BBeneH [locranosnenuem [IpasutenscrBa PO ot 21.07.2020 N 1079)

[Ipunoxenne N 7

k [lonoxxeHuro o cucreMe MOHUTOPHUHTA
JIBYDKEHUS JIEKAPCTBEHHBIX [IPENapaToB
JUI METUIIUHCKOTO IPUMEHEHUS

NEPEYEHDb 5
NMPUYUH BNNIOKUPOBKU NMPUHATUA CUCTEMOU MOHUTOPUHIA
ABUXEHUA NEKAPCTBEHHbIX NPENAPATOB AJ1IA MEOULUMUMHCKOIO
NMPUMEHEHUA CBEOEHUU O BBOAE B OBOPOT JIEKAPCTBEHHbIX
NPEMNAPATOB OJ1A MEANLUMWHCKOIO NPUMEHEHUA, OB OBOPOTE
n (MNn) BbIBOOE U3 OBOPOTA JIEKAPCTBEHHbIX NMPEMAPATOB
anda MEOQULMHCKOIO NPUMEHEHUA

Crrcox M3MEHSOIUX JOKYMEHTOB
(8 pen. [locranoBnenuii [IpaButensctea PO ot 30.08.2019 N 1118,
ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

1. BbisiBIeHHE HECOOTBETCTBUS TpeOOBaHMM K KadecTBY B paMmkax ¢eaepalbHOro
rOoCy/IapCTBEHHOIO0  KOHTpoJisi (Ham3opa) B  cdepe oOpaimieHHs JIEKQpCTBEHHBIX  CPENCTB,
ocymiectBisieMoro @enepanbHoil cinyxk00if mo Ham3opy B cdepe 3ApaBOOXpaHEHHS U ee
TEPPUTOPUATBHBIMA OPTaHAMH.

(n. 1 B pea. Hocranosnenus [IpaButenscrea PO ot 24.03.2023 N 468)

2. Tlpunstue depepanbHOW CIyKO0H MO HAI30py B cdepe 3ApaBOOXpAaHEHHUS MO HUTOraM
paccMoTpeHusi oOpalmieHus: cyObeKkTa OoOpaimieHus JIEKApCTBEHHBIX CPEJICTB PEIICHUs, COJACPIKAIIETO
cBesieHUs] 00 0OHapy)KEHUU HECOOTBETCTBUS BBIMYLICHHBIX B 00OPOT JIEKAPCTBEHHBIX MPENApaTOB IS
MEIMLMHCKOTO MPUMEHEeHUs (J1ajnee - JIeKapCTBEHHbIE MpernapaThl) yCTaHOBIEHHBIM MUHHUCTEPCTBOM
3npaBooxpaHeHus Poccuiickonl @exepauuy INpU PErMCTPAllMM OTHUX JICKAPCTBEHHBIX IPENapaToB
TpeOOBaHUSM.
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556 K .
KOHCYJIbTAHTINIOC
(pea. o 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 06.06.2025
06 yTBepxaeHnn MonoXxeHUs 0 CMCTEME MOHUTOPUHTA...

3. Ilpunarue MunucrepcTBoM 3apaBooxpaHenust Poccuiickoit @enepanuu pemieHus o0 OTMEHe
roCy/JapCTBEHHON PErHCTpalMM JIEKAPCTBEHHOrO INpenapara B MOPSAKE, YCTAaHOBJIEHHOM IYHKTOM 6
crathu 32 ®OenepanbHoro 3akoHa "OO0 oOpaleHuu JIeKapCTBEHHBIX CPEACTB".

4. OTcyTCcTBUE B CHCTEME MOHUTOPHHIA JBUKEHUS JIEKApCTBEHHBIX MpEeNapaToB (J1ajee - cucreMa
MOHHUTOPHHTa) CBEACHUM O HaJW4YUM JIEKQpCTBEHHOrO Tpernapata y cyObekTa oOpalleHus
JIEKapCTBEHHBIX CPECTB, MPEACTABIISIIOIIEr0 CBeICHUs 00 000pOTE 3TOro JEKAapCTBEHHOTO IIpenapara.

5. Hcrteuenue CpOKa IOAHOCTH JICKAPCTBCHHOI'O IIpCriapara B COOTBETCTBUHU CO CBCIACHUSAMU,
3apCruCTpUpPOBAHHBIMU B CUCTEMC MOHUTOPHHTA.

6. HecooTBeTcTBHE CBENEHMIA O TTI00AIBHOM HICHTU(UKATMOHHOM HOMEpPE TOPrOBOM €IWHUIIBI,
HOMEpE pPETUCTPAIIMOHHOTO YIAOCTOBEPEHHUS JIEKAPCTBEHHOTO Tperaparta H JaTe perucTpanuu
JICKApCTBEHHOTO TIpernapaTa B TOCYJapCTBEHHOM PEECTpe JIGKAPCTBEHHBIX CPEICTB, MPEACTABICHHBIX
CyObEeKTOM OOpalleHusl JICKapCTBEHHBIX CPEACTB IPH OIMCAaHUM JICKApCTBEHHOI'O IIpernapara B
MH(POPMALMOHHBIM pecypc, 00ecleunBaoOMi yUeT U XpaHEeHUe JOCTOBEPHBIX JaHHBIX O TOBapax IO
COOTBETCTBYIOILIEH TOBApHON HOMEHKJIATYpEe, COOTBETCTBYIOIIUM CBEICHMSAM, MOJyUYECHHBIM CHCTEMOM
MOHHUTOPHHTA U3 €JMHOI rocy1apcTBEHHON MH(POPMALIMOHHOW CUCTEMBI B cepe 3ApaBOOXPAHEHUSI.

(. 6 B pen. Hocranosnenus [Ipasutenscta PO ot 21.07.2020 N 1079)

7. IlpencraBieHnue B CUCTEMY MOHMTOPUHIA CBEACHUHN O MPOAAXKE JIEKAPCTBEHHOIO Ipernapara ¢
(bapManeBTUYECKOTrO CKJIaJa IPH OTBETCTBEHHOM XPAHEHUH.

8. [IpencraBnenue B cUCTeMy MOHHTOPHHTA CBEJIEHUIN 00 OTrpy3ke (Mpoja)ke) JeKapCTBEHHOTO
mpernapata A0 IOJYyYEHHsS CHCTEMOM  MOHUTOPUHIA CBEACHMH W3  aBTOMATU3MPOBaHHOMN
nHpOpMaMOHHON cucteMbl @DenepaiabHON ciayxkO0bl 1O Ham30py B cdepe 3ApaBOOXpaHEHUS,
MPEAYCMOTPEHHBIX IMMyHKTOM 6(2) mpmioxenus: N 1 k [ToyoxeHuo o cucTeMe MOHUTOPUHTA JIBHXKCHHS
JIEKapCTBEHHBIX MpEenapaToB JUIsl MEIUIMHCKOTO TNPUMEHEHHS, YTBEPKIACHHOMY ITOCTAHOBJICHHEM
[IpaButenscTBa Poccuiickoit @enepanuu ot 14 nexadps 2018 r. N 1556 "O6 yrBepxkaennn [lomoxxenus
0 CHCTEME€ MOHUTOPHMHIA ABUKEHUS JICKAPCTBEHHBIX MpPENaparoB ISl MEIULMHCKOTO MpUMEHEHHs"
(nanee - Tlonoxenue).

(n. 8 B pea. ocranosnenus [IpaBurtenscrea P® ot 24.03.2023 N 468)

9. IlpencraBieHue B CUCTEMY MOHMTOPHMHIA CBEICHUH ¢ HapylieHueM TpedoBanuii [lonoxenus.
(n. 9 B pea. Hocranonenus [IpaButensctBa PO ot 24.03.2023 N 468)

10. OtcyrcTBHE B CHUCTEME MOHUTOPMHIA CBEJIEHUN O HaIUM4YUU y CyObeKTa oOpaleHus
JIEKapCTBEHHBIX CPEJCTB JHUIICH3U, MPEJOCTABISIONINX CYObEKTY OOpallleHHsl JIEKapCTBEHHBIX CPE/ICTB
MPaBO Ha OCYIIECTBICHUE COOTBETCTBYIOIINUX OMEPALIUA.

11. OtcyTcTBHE cBeneHul 0O 3asBUTENE B ENMHOM rocyjapCTBEHHOM pEECTpe IOPUANYECKUX JIUL]
KakK O JIEHCTBYIOIIEM IOPUANYECKOM JIMILE, WIK B EIMHOM rocy1apCTBEHHOM pEECTPEe UHIUBUYAJIBHBIX
NpeANpUHUMATENIed KAk O  JACUCTBYIOLIEM  HMHAMBUAYAJIBHOM  INpEINIpUHUMATENE, HWIX B
TOCYyJapCTBEHHOM  pEecTpe  aKKpPEeIWTOBAaHHBIX  (UIMAJIOB, IPEICTABUTEIbCTB  HMHOCTPAHHBIX
IOPUIMYECKUX JIMII Kak O JeHcTByromeM (Quiuane Wi IpeICTaBUTENbCTBE HHOCTPAHHOTO
IOpUINYECKOro auna Ha reppuropun Pocculickoit denepanuu.

12. Hannuue B EnquHOM rocyapCTBEHHOM pPEECTpE FOPUIMYECKUX JIUML B OTHOLIEHUM 3asBUTEIS
3aMiCcH O HEAOCTOBEPHOCTH CBEJICHHI, BHECEHHOW B COOTBETCTBUU C IIYHKTamMu S U (uiu) 6 ctathu 11
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MNocTtaHoeneHue MNpasutensctsa PO ot 14.12.2018 N 1556
(pe T 24.04.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"p A. 0 o [ara coxpaHenus: 06.06.2025
06 yTBepxaeHuUU MNoNoXeHNs 0 CMCTEME MOHWUTOPUHTA...

@enepanbHoro 3akoHa "O ToCyIapCTBEHHOM DPETUCTpAalUU IOPUAMYECKUX JIMIL U WHIMBUIYaJbHBIX
npeanpuHuMarenein’.

13. Hanmuume ocHOBaHUM Ui OTKa3a B PETUCTPAallUM CBEICHUM O HAHECEHUU CPEICTB
UACHTUPUKAINH, TIPETYCMOTPEeHHBIX TyHKTOM 9(3) [TomosxeHwus.
(n. 13 BBenen llocranoBnenuem IIpaBurensctBa PO ot 30.08.2019 N 1118; B pen. [locTtanoBnenus
[IpaButensctBa PD ot 24.03.2023 N 468)

14. Tlpunarue MuHucTEpcTBOM 31paBooxpaHeHusi Poccuiickoil @Peaepauuu pemieHus o
IIPUOCTAaHOBJIEHUU NIPUMEHEHUs JIEKAPCTBEHHOI'O IpernapaTa B COOTBETCTBUU C 4AacTbl0 7 craThu 64 u
ctatbeii 65 denepanbHOro 3akoHa "OO0 0OpaleH!N JIEKapCTBEHHBIX CPEICTB".

(. 14 BBeneH [locranosienueM IlpasurensctBa PO ot 30.08.2019 N 1118)
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