MMPABUTEJBCTBO POCCUIMCKOHN ®EJEPAIIUU

ITOCTAHOBJIEHUE
ot 14 nexadps 2018 r. N 1556

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

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

[IpaButenscTtBO Poccuiickoit ®depepanun nocranosisieT: (B pen. [locranosnenus [IpaButenbcrBa
P® o1 31.12.2019 N 1954)

1. yTBepI[I/ITB ImpujiaracmMoc ITonmoxxenue o cucreme MOHUTOPHUHI'A ABHIXCHHA JICKAPCTBCHHBIX
npemnaparoB Ajid MCAUIUHCKOTI'O ITPUMCHCHU.

1.1. YcraHOBUTB, YTO HOPUANYECKUE JIMLA U WHAUBUAYAJIbHBIE MPEIANPUHUMATEIH, SBIISIOIIAECS
cyOBbeKTaMu 0OpallleHUs JIEKApCTBEHHBIX CPEICTB B COOTBETCTBUU ¢ [lo0XKeHHEM, YTBEPKIEHHBIM
HACTOSIIIMM IIOCTaHOBJIEHHEM (Jlasiee - CyObeKThl OOpallleHUs JIEKAPCTBEHHBIX CPEeACTB): (B pex.
[Mocranosnenus [IpaButenscTBa PD ot 31.12.2019 N 1954)

OCYIIECTBIISIIOT CBOIO PETHCTPALIMI0 B CHCTEME€ MOHHUTOPUHTA JBMXKCHHUS JIEKAPCTBEHHBIX
MpenapaToB JUIsi MEJUIIMHCKOTO MPUMEHEHHs (Janee - cucreMa MoHUTOpuHTra) ¢ 1 suBaps 2020 r.
10 29 despans 2020 . (BkarouuTeNbHO) T100 mocie 29 despans 2020 1. B TeueHne 7 KaJeHIapHbIX
THEN co JTHS BO3HUKHOBEHHS Y CYOBEKTOB OOpallleHUs JEKapCTBEHHBIX CPEICTB HEOOXOAMMOCTH
OCYIIIECTBIICHUS JCSITEIIBHOCTH, CBS3aHHOM C OOpalieHHeM JIeKapCTBEHHBIX TPErapaToB s
MEAMIIMHCKOTO TIpUMEHEHHUs (Janmee - JIeKapCTBEHHbIE Tpenaparbl) NpU HAIWYUH TpaBa
OCYIIECTBIISITh TaKyIO JAesATeNbHOCTD; (B pen. [loctanoBnenuit [lpaButenscrea PO ot 31.12.2019 N

1954, ot 24.03.2023 N 468)

He mo31Hee 21 KalleHAapHOTO IHS CO JHS PETHCTPAIMd B CUCTEME MOHHTOPWHTA O0ECIIEYHBAIOT
TOTOBHOCTb CBOMX MH(OPMAIIMOHHBIX CHCTEM K MH(POPMAIIMOHHOMY B3aUMOJICHCTBUIO C CUCTEMOM
MOHUTOPHHTAa W HAIPABISIOT ONEpaTOpy CHUCTEMBl MOHHTOpPWHTA 3asBKYy Ha MPOXOXKICHHE
TECTUPOBAaHUS  MH(POPMALMOHHOTO  B3aUMOACUCTBUS  C  yKa3aHHEM  IPOU3BOJAUTENEH
pOTPaMMHO-aNMNapaTHBIX ~ CPEICTB  WHQPOPMANMOHHBIX cucteM; (B pen. [locraHoBieHHs
[IpaBurenscTBa PO ot 31.12.2019 N 1954)

IPOXOJAT TECTUPOBAaHHE WH(OPMAIIMOHHOTO B3aUMOJEHCTBUS CBOMX MH()OPMALMOHHBIX CHCTEM M
CUCTEMbl MOHUTOPUHIA B COOTBETCTBUHU C TMOPSAKOM, pa3MELIEHHbIM Ha O(UIMAIBLHOM caiiTe
oreparopa CUCTEMbl MOHUTOPUHTA B MH(POPMALIMOHHO-TEJIEKOMMYHUKAMOHHOW cetn "HMHTepHet",
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B OTHOIICHMH MAapKUPOBKH JIEKAPCTBEHHBIX IIpernapaToB, BBOJa B OOOpPOT JIEKapPCTBEHHBIX
mpernapaToB, ©X 000pOTa U BBIBOAA U3 000pOTa B COOTBETCTBUU C [lonoXeHHEM, YTBEPKICHHBIM
HACTOALIMM IIOCTAHOBJICHHEM, B TEUYEHHE 2 KaJCHJApHBIX MECSIEB CO JIHS TOTOBHOCTH CBOHUX
WH(OPMAIIMOHHBIX CUCTEM K MH()OPMAIMOHHOMY B3aUMOJICHCTBUIO C CHCTEMON MOHUTOPUHTA; (B
pen. [Tocranosnenus I[IpaBurennctBa PO ot 31.12.2019 N 1954)

BHOCAT HauuHasg ¢ 1 wmions 2020 r. B cHCTEeMy MOHUTOPHHIA CBEICHHS 000 BCEX OIEpalusix,
MPOU3BOJUMBIX C JIEKAPCTBEHHBIMU MpenapaTaMu B cOOTBETCTBUU C [lonoxkeHueM, yTBep>KIeHHBIM
HACTOSIIUM 1ocTaHoBieHueM. (B pea. [Tocranosnenus IIpaButensctBa PP ot 31.12.2019 N 1954)

1.2. Peructparuss B WHPOPMAIIMOHHON CUCTEME, B KOTOPOW OCYIIECTBISUIOCH MH(DOPMAIIMOHHOE
o0ecrieyeHHe NPOBEIEHUS SKCIIEPUMEHTa B COOTBETCTBUU C IOCTaHOBiIeHHeM [IpaBurenbcrBa
Poccuiickoit ®enepanun ot 24 auBaps 2017 r. N 62 "O npoBeaeHUHN 3KCIIEPUMEHTA 10 MaPKUPOBKE
KOHTPOJIbHBIMH (MIEHTU(UKAMOHHBIMHI ) 3HAKAMU U MOHUTOPHUHTY 32 00OPOTOM OTJIEJIbHBIX BUOB
JIEKapCTBEHHBIX MPENaparoB i MEIULIUHCKOTO MPUMEHEHUs", IOPUINUYECKUX JHUL U (PU3NYECKUX
JUL, 3aperMCTPUPOBAaHHBIX B KadyeCTBE HWHAMBUAYAIbHBIX IPEANPUHUMATEICH, KOTOpBIE IIO
cocrossHuio Ha 1 sHBaps 2020 r. sBISIIOTCS CyObeKTaMHM OOpalleHMsl JIEKAapCTBEHHBIX CPENCTB,
IPUPABHUBAETCS K PErMCTpaLlUU B cucTeMe MoHuTopHHra. (B pen. IloctanoBnenus IIpaBurenscraa
P® ot 31.12.2019 N 1954)

B cinydae ecnu B paMkax 3KCHEpUMEHTa CBEACHMUS, INpEACTaBICHHbIE CyOBEKTaMU OOpalleHUs
JEKapCTBEHHbIX CpPEACTB B  HMH(OPMAIMOHHYIO CHCTEMY, B KOTOPOH  OCYLIECTBISUIOCH
MH(pOpMallMOHHOE 00eCIieYeHNE IPOBEICHUS SKCIIEPUMEHTA, a TAKKE JIOKYMEHTBI, IPECTABICHHBIE
umn B denepanbHyto ciryk0y 10 Haa30py B cepe 3ApaBOOXpaHEHNUs], HE OTBEYAIOT TPEOOBAHUSAM K
CBEICHMSIM M JOKYMEHTaM, HpeaycMOTpeHHbIM [lonoxeHueMm, yTBEpKACHHBIM HACTOSIIUM
IIOCTaHOBJICHUEM, TaKue CyObEeKThl 0OpallleHHsl JEKapCTBEHHBIX CpPeJICTB HauuHas ¢ 1 ssHBaps 2020
T. BHOCAT HEIOCTAIOIINE U (UJIM) aKTyaJlbHbIE CBEACHUS B CUCTEMY MOHUTOPHHIA, & HEJJOCTAIOIIUE U
(unM) aKTyallbHBIE JOKYMEHTBHI NpeAcTaBsiioT B DenepanbHylo ciayxk0y MO Haa3opy B cdepe
3npaBooxpaneHus 10 1 uronst 2020 r. (BkitouuTenbHo). (B pea. [locranosnenus [lpasurenscrea PO
or 31.12.2019 N 1954)

1.3. CyObexkTsl o0OpamieHuss JEKapCTBEHHBIX CPEACTB, SIBJISIONIMECS  MPOU3BOIUTEISIMU
JIEKapCTBEHHBIX CPEACTB, B OTHOLUIEHMM KOTOPBIX HMH OCYLIECTBISIOTCS TEXHOJIOTHYECKHE
orepanuy, COOTBETCTBYIOIINE MPOU3BOACTBEHHBIM CTaausaM (acoBKHU (YyMaKOBKHU) JIEKAPCTBEHHBIX
npenapaToB (B cCilydae HPOHM3BOJCTBA JIEKAPCTBEHHOI'O Iperapara Ha Teppuropun Poccuiickoit
Qenepanuu), WIM  JepkarensiMu  (BlaJeiablaMH) — PETrUCTPAlMOHHBIX  YJIOCTOBEPEHMM
JeKapCTBEHHbIX MpenapaToB JHOO MpeACTaBUTEIbCTBAMU HHOCTPAHHBIX OpraHM3aluil  Ha
tepputopun  Pocculickoit denepauuu, — SABIAIOUIUMXCA  JIEPKATEISIMU (BmamenpIIaMn)
PETUCTPAllMOHHBIX ~ YJOCTOBEPEHMH  JIEKapCTBEHHBIX  MpermaparoB  (IpuW  NPOU3BOJCTBE
JIEKapCTBEHHOTO Tperapara BHe Tepputopun Poccuiickoit deneparuu), 10 BBOA JIEKAPCTBEHHBIX
npenaparoB B 000poT: (B pen. [locranonenus [IpaBurensctBa PO ot 31.12.2019 N 1954)

BHOCAT B CHUCTEMY MOHMTOPUHIA CBEIEHMs O JICKAPCTBEHHBIX IIpenaparax B COOTBETCTBUHU C
[TonoxxeHneM, yTBEpKIAEHHBIM HACTOSIIMM IOCTaHOBIeHHeM; (B pen. IlocraHoBienwuit
[paBurenscTBa PO ot 31.12.2019 N 1954, ot 24.03.2023 N 468)

HaIMpasJIAAIOT C UCIIOJIB30BAHUEM CUCTEMbI MOHUTOPHUHTA OMNEPATOPY CUCTEMBI MOHHUTOPHHTI'A 3asABKY
(B o7eKTpoHHOU (popme) Ha MOTYUYEHHE YCTPOMCTB PErUCTPAIlN SMUCCUU KOJIOB MApKUPOBKU WIIH
MpeaoCTaBlIeHne K HEMy yaajieHHoro jaoctyna He mo3gHee | mas 2020 r. mmbo B TeueHue 7
KaJICHJApHBIX JHEH CO JHA pEerucTpalii B CUCTEME MOHUTOPUHIa NPU BO3HUKHOBEHUU Y
CyOBEeKTOB OOpaIeHusi JEeKapCTBEHHBIX CPEJICTB HEOOXOIMMOCTH OCYIIECTBICHHS ACATEIHHOCTH,


https://normativ.kontur.ru/document?moduleid=1&documentid=351796#l1
https://normativ.kontur.ru/document?moduleid=1&documentid=351796#l1
https://normativ.kontur.ru/document?moduleid=1&documentid=319907#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=351796#l1
https://normativ.kontur.ru/document?moduleid=1&documentid=351796#l1
https://normativ.kontur.ru/document?moduleid=1&documentid=351796#l1
https://normativ.kontur.ru/document?moduleid=1&documentid=351796#l1
https://normativ.kontur.ru/document?moduleid=1&documentid=445378#l25

CBSI3aHHOU C 0OpallleHHEM JIEKAPCTBEHHBIX MPENapaToB MPU HATUYMM IIPaBa OCYLIECTBIATh TAKylO
nearenibHOCTh; (B pen. [Toctanosnenus [paBurensctBa PO ot 31.12.2019 N 1954)

obecnieunBaroT ¢ 1 uionst 2020 r. HaHeceHUE CPEJCTB WACHTHU(HUKAIMYA HA TEPBUYHYIO YIAKOBKY
JIEKapCTBEHHOT0 TNpemapara (B ciydae, €ClM BTOPHYHAs YIAKOBKa HE NPEIyCMOTpPEeHa) M Ha
BTOPUUYHYIO (TIOTPEOMTENbCKYIO) VYIAKOBKY JICKapCTBEHHOTO IIperapara, 3a HCKIIOYEHHEM
NOJOXKEHUH, yKa3aHHBIX B a03ale IMATOM HacTosmero ImyHKTa; (B pen. IlocraHoBieHuit
[MpaButenscTBa PO ot 31.12.2019 N 1954, o1 29.11.2023 N 2027)

obecnieunBaroT ¢ 1 ampens 2024 r. HaHeceHUE Ha JEKApPCTBEHHBIE MpPEerapaTbl ¢ MEXAyHapOIHBIM
HENATCHTOBAaHHBIM HAWMMEHOBaHWEM "DTaHON" CPEICTB HWIACHTH(PHUKAIMM HAa BTOPUYHYIO
(MOTpeOUTENbCKYI0) YHNAaKOBKY B cllyyae, €CJIM Takas YINaKkoBKa SIBISETCS WHIUBUIYaIbHOU
BTOPUYHON (TIOTPEOUTEIIbCKOW) YIMAKOBKOW 3TOTO JIEKAPCTBEHHOTO IIpermapara, a B Cllydae
OTCYTCTBUSI BTOPUYHOM (MOTPEOUTENbCKOW) YHNAKOBKM WJIM HaJIWYHs YIaKOBKH, B KOTOPOM
HaxoAuTcs 0oJiee OIHOM €IMHHULIBI YKa3aHHOTO JIEKAPCTBEHHOI'O IIpernapaTa B IEPBUYHOM YIIaKOBKE,
CPEICTBO HACHTU(UKAIIMM HAHOCUTCS Ha TEPBUYHYIO YMakoBKy; (B ped. IlocraHoBienus
[paButenscTBa PO ot 29.11.2023 N 2027)

uMeroT 1paBo ¢ | siuBapst 2020 r. HAHOCUTBH CPEICTBA WACHTU(DUKAIIMN JIEKAPCTBEHHOTO IMpernapaTa
Ha TMEPBUYHYIO YIAKOBKY JIEKapCTBEHHOTO IpemapaTta (B ciayyae, eclii BTOpPHYHAs YHNAaKOBKAa HE
NpeIyCMOTPEHA) U Ha BTOPHUYHYIO (TIOTPEOUTENIBCKYIO) YITAKOBKY JIEKApPCTBEHHOTO Iperapara. (B
pen. ITocranosnenus IIpaBurenanctBa PO or 31.12.2019 N 1954)

[Tpu 5TOM B Citydae, eciu CyObeKThI 0OpalleHus JIEKapCTBEHHBIX cpeicTB HaHOCAT ¢ 1 siuBaps 2020
I. CPEICTBA UACHTU(UKALIMY JIEKAPCTBEHHOT'O Mperapara Ha IEPBUYHYI0 YIAKOBKY JIEKapCTBEHHOTO
npernapata (B ciay4yae, €CiId BTOPUYHAs YIAKOBKA HE IMPEIyCMOTpPEHAa) U Ha BTOPUYHYIO
(MOTpeOUTENIbCKYIO) YHAKOBKY JIEKapCTBEHHOTO Ipernapara, TO OHU HPEJCTaBISAIOT CBEICHHUS O
HAHECEHUM CpEeACTB MJEHTU(UKALUKU B cUCTeMy MoHUTOpuHra. (B pen. IlocraHoBieHus
I[TpaButenbcTBa PO ot 31.12.2019 N 1954)

1.4. CyObekTbl o0OpalieHusi JEKapCTBEHHBIX CpPEICTB, OCYIIECTBIISIIOIIUME MEIUIUHCKYIO
NeSITeIbHOCTh M BBIBOJ M3 00OpOTa JIGKAPCTBEHHBIX TNpPENapaToB IMPH OKa3aHUM METUIIMHCKOH
MIOMOIIY, a TaKXKe CyOBEKThl 0OpalleHHs JIEKapCTBEHHBIX CPEJCTB, OTIYCKAIOIINE JIEKAapCTBEHHBIE
npenapaThl OECIIaTHO 10 PELENTy Ha JIEKAPCTBEHHBIE MPETapaThl, HAPABJISIIOT C HCIIOIb30BaHHEM
CHCTEMBbl MOHUTOPHMHIA ONEpaTopy CHUCTEMbl MOHHMTOPUHIA 3asiBKY (B 2JIEKTPOHHOH Qopme) Ha
MOJIyY€HUE PEerucTpaTopoB BbIObITHS He mo3aHee 15 ¢espans 2020 r. nubo B TeueHue 7
KaJCHJapHBIX JTHEH cO JAHA pPErucTpallid B CHUCTEME MOHUTOPHHIa IpPH BO3HUKHOBEHUHU Y
CyOBEKTOB OOpaIIeHHUsI JIEKAPCTBEHHBIX CPEICTB HEOOXOJWMOCTH OCYIIECTBIICHUS JIEATEIHHOCTH,
CBSI3aHHOU C 0OpallleHHeM JIEKAPCTBEHHBIX MPENnapaToB MPU HATUYMH MIPaBa OCYLIECTBIATh TAKylO
nesTenbHOCTb. (B pen. [Tocranosnennii [IpaButenbersa PO or 31.12.2019 N 1954, ot 21.07.2020 N
1079)

1.5. YcraHoBuTh, 4TO OnepaTop CHUCTEMbl MOHMTOpHUHra oOecneunBaetr: (B pead. IlocTtaHoBieHus
[paBurenscTBa PO ot 31.12.2019 N 1954)

OCHAIlleHNEe CYOBEKTOB OOpallleHusl JEKapCTBEHHBIX CPEICTB, MPEAYCMOTPEHHBIX MyHKTOM 1.3
HACTOAIIET0 IOCTAHOBJIEHUS, YCTPOMCTBAMU PETUCTPALMM SMUCCHUU KOJIOB MAapKUPOBKH WU
MPEAOCTABICHUE MM YJIAJICHHOIO JOCTylla K TAaKUM YCTPOMCTBAM PETUCTPALMU HSMHUCCHH,
pa3MeIIeHHBIM B  HMHQPACTPYKType omeparopa CHUCTEMbl MOHHTOPWHIA, Ha  YCIOBHUSX,
npeaycMoTpeHHbIX [lonokeHueM, yTBEpkKACHHBIM HACTOSIIUM IOCTAHOBIIEHHEM, He mo3aHee 30
KaJICHJIAPHBIX JHEH CO JHS MOJY4YEHHUsI OT CyOBEKTOB OOpallieHus JTeKapCTBEHHBIX CPEJICTB 3asBKU
Ha TIONyYeHUE TAaKUX YCTPOWCTB WM yJNaleHHOTo AocTyna K HuM; (B pen. [locraHoBieHwmii
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[paButenscrBa PO ot 31.12.2019 N 1954, ot 24.03.2023 N 468)

OCHAI[CHHE CYOBEKTOB OOpAIleHHs JICKAPCTBEHHBIX CPEACTB, OCYIIECCTBISIOMINX MEAUIHMHCKYIO
JACATCIIPHOCTh W BbIBOJ H3 060p0Ta JICKAPCTBCHHBIX MPCIapaToB IIPpH OKA3aHWUH MCHHHHHCKOﬁ
IIOMOIIH, a TaKXKe CYOBEKTOB OOpaIeH!s JIEKapCTBEHHBIX CPE/ICTB, OTIYCKAIOIINX JICKAPCTBEHHBIC
npenapaTthl OECIUIaTHO MO PEIenTy Ha JIGKApCTBEHHBIE IMPENapaThl, PETUCTPATOPAMHU BHIOBITHS Ha
YCIOBUSX, HPEAyCMOTpEeHHBIX [lomo)keHneM, yTBEpXKIEHHBIM HACTOSIIUM ITIOCTAaHOBJIEHHEM, HE
no3nHee 30 KaJeHAApHBIX AHEW CO JHS TOJYYeHHUS OT CyOBEKTOB OOpallieHUs JeKapCTBEHHBIX

CPEJICTB 3asiBKM Ha IMOJy4YeHHEe TaKuxX ycTpoicTs; (B pea. Ilocranosnenuii [IpaButensctBa PO ot
31.12.2019 N 1954, ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

OpraHu3alMl0 TECTHPOBAaHUS HH(POPMALMOHHOIO B3aMMOJAEHCTBHS HH(POPMALMOHHBIX CHCTEM
CyObEeKTOB OOpalieHus JEKapCTBEHHBIX CPEACTB M CHCTEMBbI MOHUTOpPHHTa He mno3aHee 30
KaJeHJapHBIX THEH cO JHs MOJIydyeHHs] OT CyOBEKTOB OOpalleHUs JIEKAPCTBEHHBIX CPEJICTB 3asIBKU
Ha TPOXOKICHHWE TECTUPOBAaHUS WH(POPMAIMOHHOTO B3ammojeictBus. (B pen. [locraHoBnenus
[TpaButenscTBa PD or 31.12.2019 N 1954)

1.6. YcTaHOBUTb, YTO OINEPATOp CUCTEMbl MOHHUTOPHUHIA IO 3aIpOCy CYOBEKTOB OOpalleHUs
JIEKapCTBEHHBIX CPEJCTB MpEeAOoCTaBiIsieT Koabl MapkupoBku ¢ 1 sHBaps 2020 r. (B pen.
[Tocranosienus IIpaButenscTBa P® or 31.12.2019 N 1954)

1.7. YcraHoBUTb, YTO IjIaTa 3a OKa3aHUE OINEPATOPOM CHCTEMbl MOHMTOPHUHIA YCIYTH IO
MPEIOCTaBICHUIO KOJOB MapKHpoBKH B3umaeTcs ¢ 1 wumroms 2020 r. (B pen. IlocraHoBiieHust
[paButenscTBa PO ot 31.12.2019 N 1954)

2. Peanuzanys HACTOSIIETO MOCTAHOBJICHUS OCYIIECTBISETCS COOTBETCTBYIOMUMH (eepaTbHbIMU
OpraHaMH HCIIOJTHUTEJIBHOW BIIACTH B Mpejaenax ycTaHoBleHHoW [IpaButenbctBoM Poccuiickoii
®denepan  TPEACTbHON  YUCICHHOCTH WX PaOOTHUKOB W OIOJKETHBIX aCCUTHOBAaHHM,
MPEeyCMOTPEHHBIX UM B deaepanbHOM OMOKETe Ha PYKOBOACTBO U YIIpaBieHHe B cdepe
YCTaHOBJICHHBIX (DYHKITHI.

3. HaCTomuee MMOCTAHOBJICHUC BCTYNACT B CUIIY CO IOHA €TO O(bHHHaHBHOFO OHY6HI/IKOB3HI/IH, 3a
HNCKJIKOYCHHUEM HOHO)KCHI/Iﬁ, YKa3aHHBIX B ITYHKTC 4 HaCTOAIICrO MOCTaHOBJICHUS.

4. TlonoxeHue 0 CUCTEME MOHUTOPUHTA JBUKEHUSI JIEKAPCTBEHHBIX MPENapaToB AJIsi MEIULIUHCKOTO
NPUMEHEHHUS, YTBEPKIACHHOE HACTOSALIMM IIOCTAHOBJIICHHEM, B OTHOLICHMHM IIPOU3BOAUTEIEH
JIEKapCTBEHHBIX CPEACTB B 4YacTH HAHECEHUS Ha I[EPBUYHYI0 YIAKOBKY (B OTHOIIEHHUH
JIEKapCTBEHHBIX INPENaparoB [UIsi MEAWLIMHCKOIO NPUMEHEHMs, I KOTOPBIX HE IMPENyCMOTpEHa
BTOpUYHAs YNAaKOBKAa) M BTOPUYHYIO (IIOTPEOUTEIHCKYIO) YIAKOBKY JIEKAPCTBEHHBIX IPErapaToB
JUIS. MEIMIITHCKOTO TIPUMEHEHUs CPeICTBA MJICHTHU(PHKAIINHY, a TAK)KE€ B OTHOLICHUU IOPUIUYECKUX
JUI U UHAUBUAYAIbHBIX PEINPUHUMATEIEH, OCYIIECTBISIONIMX TPOU3BOJICTBO, XpaHEHUE, BBO3 B
Poccuiickyro ®enepannto, OTHYCK, pealn3alyio, Iepenady, NPUMEHEHUE W YHUYTOXKECHHE
JIEKapCTBEHHBIX IPENapaToB JJs MEIUIUHCKOTO MPUMEHEHHs], B YaCTH BHECEHHUS MH(POpMAIUH O
JIEKapCTBEHHBIX IpernapaTax JUisi MEIULMHCKOIO IPUMEHEHUS B CUCTEMY MOHUTOPHHIA JBUKCHMUS
JIEKapCTBEHHBIX MPENapaToB sl MEIUIIMHCKOTO MIPUMEHEHHUsI BCTYNAeT B CUJTY CO JIHS BCTYIUICHUS
B CHJTy ab3arieB BTOPOro M MATOro nmoamyHkra "0" myHkra 7 ctatbu 1 depepaibHOro 3aKoHa OT 28
nexabps 2017 r. N 425-®3 "O Buecenun m3meHeHuii B DexepanbHblii 3akoH "OO oOpameHnH
JIEKapCTBEHHBIX CPENCTB'.

IIpeoceoamens Ilpasumenvcmesa

Poccuiickoii @edepayuu
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JT. MEIBEJIEB

YTBEPK/[EHO
nocmawoénenuem llpasumenvcmea

Poccuiickoti @edepayuu

om 14 oexabps 2018 2. N 1556

IHOJIO’KEHHUE O CUCTEME MOHUTOPHUHT A
ABUKEHUSA IEKAPCTBEHHBIX ITPEITAPATOB JJISA
MEIULHAHCKOI'O IPUMEHEHUA

(8 pen. ITocranosnennii [IpaBurensctBa 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, 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)

|. O0mue mos10:KeHUA
1. Hacrosiee [onoxenue onpenenser:

a) MOPSAZOK HAaHECEHHUsl CPEACTBA WACHTU(UKAINH JICKAPCTBEHHOTO Mpernapara i MEAUIUHCKOTO
NpUMEHEHUs (Jajnee - JIEKapCTBEHHBIC MpemapaThl), TPeOOBaHUS K €ro CTPyKType U Qopmary
uH(pOpMaLlUU, KOTOPYIO COJIEPXKUT CPEICTBO HWIAECHTHU(UKALUU JIEKApCTBEHHOrO IMpenapara, U ero
XapaKTEPUCTUKH;

0) MOpSAOK CO3/aHMs, pa3BUTHUS, BBOJA B OKCIUIyaTallMio, SKCIUTyaTallud M BbIBOJA U3
DKCIUTyaTalliM CHUCTEMbl MOHHUTOPUHIA JIBUKEHUS JIEKAPCTBEHHBIX IPENapaToB (Jajee - cUCTeEMa
MOHHMTOPHHTIA);

B) TOPSAOK B3aUMOJEHCTBUS CUCTEMBbl MOHMTOPMHIAa C MHBIMM  TOCYJapCTBEHHBIMH
UHPOPMALIMOHHBIMU CHUCTEMaMH M HMH(OPMAIMOHHBIMM CHCTEMAaMU IOPUJIUYECKUX JIUI U
WH/IMBUYAIbHBIX TpEANPHHAMATENCH, yKa3aHHbIX B 4dacTsax [/ u 10 cratem 67 denepanbHOTO
3akoHa "O0 oOpaleHnH JIEKapCTBEHHBIX CPEJICTB";

I) MOPSIOK BHECEHUS B CHUCTEMY MOHHUTOPHUHIA IOPUIMYECKUMH JIMLIAMH M HHJIUBUIYaJIbHBIMU
IPEANPUHUMATEIAMY, OCYLIECTBISIOIMMHA IIPOU3BOACTBO, XpaHEHUe, BBO3 B Pocculickyro
®denepannio, OTIYCK, peaM3alUI0, Iepenady, NPUMEHEHHWE M YHHYTOKEHHE JIEKAPCTBEHHBIX
npenapaToB, MHPOPMALIUH O JIEKAPCTBEHHBIX IIpenaparax U ee COCTaB;

1) TIOPSAOK IpeaocTaBieHusl HH(OpPMAalUK U J1ocTyna K MHGOpMaluy, CoAepKallelcs B CUCTEME
MoHUTOpHUHTa; (B pen. [TocranoBnenus [Ipasutenscra PO ot 29.11.2023 N 2027)

€) 1enu Aoctymna QenepalbHBIX OPTaHOB HCIIOJHUTEIHHOW BIIACTH W HCIIOJHUTEIBHBIX OpPTaHOB
cyosekToB Poccuiickoit ®epepannn k wHpoOpMmanmuu o cyObeKkTax oOpamieHusi JIeKapCTBEHHBIX
CPEICTB, O JEKAapCTBEHHBIX IMpemapaTtax U 00 000poTe TakuX JIEKApCTBEHHBIX IMPEnapaTos,
HEO0OXOAMMOM JIJIs1 BHITIOJIHEHHMS 33]1a4 M OCYIIECTBICHUS (DYHKIIMM, BO3JIOKEHHBIX Ha (penepanbHbIe
OpraHbl UCTIOTHUTEIHFHON BIACTU M UCIIOJIHUTENbHBIE OpraHbl cyorekToB Poccuiickoit deneparumy,
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CTATUCTUYECKON HH(OpMAIMU O JIEKAPCTBEHHBIX Ipemaparax u o0 HX 000poTe, a TaKkkKe K
obrrenoctynHoi uHpopmanuu; (B pea. [locranosnenus [Ipasurenscrea PO ot 29.11.2023 N 2027)

) cocTaB MH(OpPMAINH, TPETIOCTABIIEMO B COOTBETCTBUH ¢ YacThio 10 crathu 67 denepanbHOTo
3akoHa "OO0 oOpameHnn jJexkapcTBeHHbIX cpeAcTB. (B pen. [locranoBnenus [IpaButenscrBa PO ot
29.11.2023 N 2027)

2. HOHHTI/IH, HCIIOJIB3YEMbIC B HACTOSAIIEM HOJIO)I(CHI/II/I, O3Ha4aroT CJICAYIOUICE:

"arperupoBaHue" - TpouecC OOBEIUHEHHUS JICKApPCTBEHHBIX IIpernapaToB Ha JOOOM JTare
oOpalieHns JeKapCTBEHHBIX IPENapaToB CyObEKTOM OOpalleHusl JIEKapCTBEHHBIX CPEICTB B
TPETHYHYIO  (TPAaHCIIOPTHYIO)  YIIAKOBKY  JICKAPCTBEHHBIX  IPEMapaToB ¢  HAHECCHUEM
COOTBETCTBYIOIIETO KO/Aa MICHTHU()HUKALUU TPETUYHOW (TPAHCIOPTHOI) YHMAKOBKH JIEKApCTBEHHBIX
IpenapaToB U C COXpaHEHHEM HH(GOPMAIMM B CHCTEME MOHUTOPMHIa O B3aWMOCBSI3U CPEICTB
UIACHTUPUKAIIMA WIA KOAOB WACHTHU(PHKAIMKA KaXJOTO BIIOKEHHOTO B TaKyl YHaKOBKY
JIEKapCTBEHHOT'O TIpernapaTa C KOAOM HICHTU(UKAIWMU TPETHUYHOH (TPAaHCIIOPTHOM) YNaKOBKH
JIeKapCTBeHHBIX npenapaTos; (B pea. [Toctanosnenus [IpaButensctea PO ot 20.03.2020 N 311)

"BBOJI B 000POT JIEKAPCTBEHHBIX IPEMapaToB':

NpU TPOU3BOJACTBE Ha Tepputopuu Poccuiickoir dexepanuu - onepanud, MPOU3BOJUMBIC C
JIEKapCTBEHHBIMU IpenaparaMu OT IPOXOXKAECHUS IPOU3BOJACTBEHHON CTaguu (acoBKH (YIIAKOBKH)
JICKApCTBCHHBIX IPENapaToB U MapKUPOBKH YIAKOBOK JICKAPCTBEHHBIX IPEMapaToB CPEICTBAMHU
HI[GHTI/Iq)HKaHHH A0 3aBCpHICHUA HpOH3BO[[CTB€HHOﬁ CTaJuH BBIITYCKAOMICTO KOHTPOJIA Ka4€CTBa U
NPECTaBICHUS IOKYMEHTOB U CBEICHUMN, IPEIYCMOTPEHHBIX YacThio 1 cratbu 52.1 denepaibHOro
3akoHa "OO0 oOpalleHuu JIEKapCTBEHHBIX cpeAcTB", B DefepalibHyI0 ClIy )0y M0 Haa30py B cdepe
3PAaBOOXPAHCHHUS WM TMOJYyYCHHs pa3pelieHUs, NPEAyCMOTPEHHOrOo 4YacThio 7 crathul 52.1
@®enepasnibHoro 3akoHa "OO oOpallleHuM JIEKapCTBEHHBIX CpeACTB" (B cCilydae IpPOU3BOJCTBA
UMMYHOOHOJIOTHUECKUX JIEKapCTBEHHBIX NpenapaToB); (B pen. [loctanosnenus [IpaBurenscrsa PO
ot 29.11.2023 N 2027)

Ipu MPOU3BOJACTBE BHE Teppuropuu Poccuiickoii depepanuu - omeparyy, MPOU3BOAUMEIE C
JICKapCTBEHHBIMU TMpenaparaMu OT TMPOXOXKICHUS POU3BOJICTBCHHON CTaTuU (pacOBKH (yITAKOBKH)
JIEKapCTBEHHBIX MpPENapaToB U MApPKUPOBKU YIMAKOBOK JIEKAPCTBEHHBIX MPENapaTtoB CPEACTBAMHU
UJICHTU(UKAIIMKA JIEKAPCTBEHHOTO IIperapara J0 pa3MeIIeHUs JIEKapCTBEHHBIX IIpPErapaTroB Ha
(dbapMaleBTUUECKOM CKJIa/Ie U MPEACTaBIEeHUS JOKYMEHTOB U CBEACHUM, MTPETyCMOTPEHHBIX YaCThIO
2 crarbu 52.1 @enepanpHOro 3akona "OO6 oOpalieHnn JeKapCTBEHHBIX cpeacTB”, B DeaepanbHyro
cinyx0y 1o Haa30py B cdepe 3ApaBOOXpaHEHUS WIH MOIYUYSHHS pa3pelieHus], MpeayCMOTPEHHOTO
yacThio 7 cratbu 52.1 @enepanbHoro 3akona "OO0 oOpaleHun JIeKapCTBEHHBIX CpeacTB" (B ciyyae
MPOM3BOJICTBA MMMYHOOHOJIOTUYECKUX JIEKApCTBEHHBIX mpemnaparoB); (B ped. IloctanoBnenus
[MpaBurenscTBa PO ot 29.11.2023 N 2027)

Ao63ar mecroii - Yparun cuiy (B pen. [loctanosnenus [IpasurensctBa PO ot 21.07.2020 N 1079)

"BrOopuuHas (MOTpeOUTENbCKasI) YIIaKOBKa JIEKAPCTBEHHOIO MpenapaTa’ - yrnakoBKa, MOCTyHaromas
K TIOTPEOUTEIIO M CITy’)Kamiast Uil pa3MelIeHNsT eINHUYHOM MMepBHYHON YITAKOBKH JIEKaPCTBEHHOTO
npenapata (MHAMBHUIYyajbHAas BTOpUYHAs (MOTpeOHMTENbCKas) YMAaKOBKA) WM OO0BEIUHSIONIAs
HECKOJIbKO TEPBHYHBIX YIAKOBOK JIEKApPCTBEHHBIX TmpemnaparoB; (B pexa. IlocraHoBieHus
[paBurenscTBa PO ot 29.11.2023 N 2027)

"BBIBOJ U3 000pOTa JEKAPCTBEHHBIX MpenapaToB’ - peaiausanus, Ipojaxa U OTIYCK (B TOM 4uCIe
0 PELENTY) JIEKAPCTBEHHBIX MPENapaToB MOTPEOUTENIO, IPUMEHEHHE, MTepeiada Ha YHUUTOKEHHE,
yTpaTa U CIHMCaHHE JIEKApCTBEHHBIX MpEenaparoB, oTOOpP 00pa3loB, BHIBO3 paHee BBE3EHHBIX B
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Poccuiickyro denepariuio JiekapcTBEHHBIX TpenapaToB (PEIKCIOPT), a TAKXKE BHIBOJ U3 000POTaA 110
HWHBIM IPpUYIHNHAM;

"rnoOaNbHBIA  MIEHTHU()UKALMOHHBI HOMEp TOProBOM €OUHMLBI" - YHUKaJIbHBIA  KOJ,
IPUCBAaUBaeMblil Ipynne TOBapoB IpHM UX ONHUCAaHMM B  HMH(OPMAIMIOHHOM  pecypce,
o0OecrieuMBaroIleM y4eT U XpaHEHHME JOCTOBEPHBIX JaHHBIX O TOBapax IO COOTBETCTBYIOLIEH
TOBapHON HOMEHKJIATYPE;

A03anpl JecAThIN - OMMHHAALATHIN. - YTpartunu cuiy. (B pen. [locranosnenus [IpaButenscrtsa PO
ot 20.03.2020 N 311)

"unentudukaTop npuMeHeHus" - mpeduKc, MPeACTaBIAIOMUN co00i Habop U3 2 win 0osiee 3HAKOB,
pacToIOXKEHHBI B Hayaje 3JIEMEHTHOW CTPOKH M OJHO3HAYHO OINPEACTSIONNN Ha3HAYCHHE H

dbopmar mosisi JaHHBIX, cheayrolero 3a npedukcom; (B pen. [locranosnenus IIpaBurenscrsa PO ot
30.08.2019 N 1118)

"unentudukaTop CcyObekTa oOOpalleHusi JICKapCTBEHHBIX CPEACTB" - YHHUKAIbHBIA KO,
MPUCBAMBACMbBI CHUCTEMOH MOHHTOPHHTA CYOBEKTY OOpalleHUs JICKapCTBEHHBIX CPEICTB IIO
UTOTaM €r0 PETUCTPAllMU B CUCTEME MOHUTOPHHIa Ha OCHOBE MEpeJaHHbIX CyOBEKTOM OOpaIieHus
JICKaPCTBCHHBIX CPEACTB CBEACHWN 00 HICHTH(PUKAIMOHHOM HOMEpE HAJOTOILIATENIBITUKA JIIsI
KKIO0ro ajpeca MecTa OCYIIECTBICHUS IESATENbHOCTH COTJIACHO JIMIIEH3MH Ha MPOU3BOJCTBO
JICKapCTBCHHBIX CPEJACTB, JIMIEH3MM Ha (PapManeBTUYECKYI0 JEATEIbHOCTh, JIMIICH3UH Ha
JESTENIbHOCTh M0 000POTY HAPKOTHYECKHX CPEJCTB, MCUXOTPOIHBIX BEIIECTB M UX MPEKYPCOPOB,
KYJbTUBUPOBAHUIO HAPKOCOJAEPKAIIUX PACTCHHUM U JIMIIEH3UU HA MEIUIIMHCKYIO IS TEIIbHOCTD (IIPH
HAJIMYUU TaKOM JIMIEH3MU) WIA KOJe HAJIOTOIUIATENbIIMKA B CTPAHE PETUCTPALMU U KOJAE CTpaHbl
peructpanuu (17s cyObeKTOB 0OpalleHus! JIEKapCTBEHHBIX CPEJICTB, HE MPU3HABAEMBIX HAJIOTOBBIMU
pesunentamu Poccuiickoit @enepanun); (B pea. [locranosnenus [IpaBurenscrBa PO ot 21.07.2020
N 1079)

"MHAUBUAYAIbHBIA CEpUIHBIA HOMEpP TOProBOM eauHuIbl" - nudpoBas unu OyKBEHHO-IU(PpoBas
IIOCJIEI0BATEIBHOCTE;

"koa uaeHTUGUKAIMKU" - CEpUIHBIN IN100aTbHBIN HIEHTU(UKALMOHHBIA HOMEpP TOPTrOBOW €TUHUIIBI,
NpPEeACTaBISIOMNNA cO00H yHUKaIbHBIA HIEHTHU()UKATOp YMAKOBKM JIEKAPCTBEHHOI'O Ipernapara,
dbopMupyeMblii myTeM A00aBiI€HMSI K INIOOATBHOMY HIECHTHU(PUKAMOHHOMY HOMEpPY TOPrOBOM
€IMHUIBl MHIMBHJIyaJbHOIO CEpUHHOrO0 HOMepa TOproBoi enuHuubl; (B pen. IloctaHoBnenuit
[MpaButenscTBa P® o1 20.03.2020 N 311, o1 29.11.2023 N 2027)

"kon uAeHTU(UKAIMM TPETHUYHON (TPAaHCHOPTHOM) YIMAKOBKHM JIEKApCTBEHHOro Ipemapara’ -
CHUMBOJIbHAs  TIOCJIEJOBAaTENIbHOCTh, (opMupyemas B  COOTBETCTBUM C  TpeOOBaHUSIMH,
npeaycMoTpeHHbiMu  pazaenom |l wactosimero  Ilomoxkenusi; (B pen. [loctanomneHus
[TpaButenscTBa PD ot 20.03.2020 N 311)

"KO MapKHpOBKH'" - YyHUKAJIbHAs IIOCJIEI0BATEIbHOCTh CHMBOJIOB, COCTOSAIIAs M3 KOJa
UJCHTUGUKAIIMM W KOJa NpOBEpKH, Gopmupyemas Uisd Leled HWIASHTU(PHUKAIUKA YIIaKOBKU
JIEKapCTBEHHBIX TMpenaparoB JUisi MEAULMHCKOro mnpumeHeHus; (B pen. IlocraHoBienwmii
[TpaBurenscTBa PO ot 30.08.2019 N 1118, ot 20.03.2020 N 311, ot 29.11.2023 N 2027)

"Kox  TpoBepkH" -  TOCIEAOBAaTENbHOCTh CHUMBOJIOB, C(OPMHpPOBAHHAs B  pe3yJbTare
Kpuntorpadguueckoro mnpeoOpa3zoBaHUs KojJa MAEGHTU(UKALIUM U TO3BOJSIONIAs  BBIIBUTH
danbcudpukanmio Koga HIASHTH(GUKALMK TpPU €ro MpOBEpPKE C HCIOJBb30BaHHEM (DHUCKATBHOTO
HaKomuTeNns M (WIM) TEeXHUYECKUX CPEACTB NPOBEpKU Koja npoBepkH; (B pea. IlocranoBnenus
[TpaButenscTBa PO ot 20.03.2020 N 311)
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"JIeKapCTBEHHBIC TIperapaThl, MapKUPOBAHHBIE CPEACTBAMU HUACHTHU(UKAIMU" - JICKaPCTBECHHBIC
npenaparbl, Ha YMNAaKOBKY KOTOPBIX HAHECEHbl CPEICTBA HIACHTU(UKAUU C COOIIOEHUEM
TpeOoBaHuil Hactosmiero [lonoxkeHus: U JOCTOBEPHBIE CBEACHUS O KOTOPBIX (B TOM YHKCJE CBEICHUS
0 HAHECCHHBIX Ha HUX CPEACTBAX MICHTU(PUKANNU U (MIN) MATCPUATBHBIX HOCUTEISIX (ITUKETKAX),
COJlepKalllMX CpelcTBa HWIACHTHU(UKALUU) COAep,aTcsi B CHUCTEME MOHUTOpUHTa; (B pen.
[Tocranoenenus [IpaBurenscrBa P® ot 29.11.2023 N 2027)

"MapKHpOBKa YIaKOBOK JICKAPCTBEHHBIX MpEnapaToB CPEACTBAMU HACHTH(HUKAIMU" - HaHECEHUE
CpeACTB MJEHTU(UKALMK, HPeoOpa3oBaHHBIX U3 COOTBETCTBYIOIIMX KOJOB MAapKHpPOBKH, Ha
YIAKOBKY JIEKApCTBEHHOI'O IIperapara WM HaHECEHHE MaTepHalbHBIX HOCHUTENEH (3TUKETOK),
COJEpXKalMX CpeACTBa WACHTU(PHKAIMK, NPeoOpa3oBaHHbIE W3 COOTBETCTBYIOIIMX KOJIOB
MapKUPOBKH, Ha YIaKOBKY JICKQpPCTBEHHOT'O Mpernapara ¢ coOMoieHueM TpeOOBaHUN HACTOSIIETO
[Monoxenus; (B pex. Ilocranosienus [paButenscTBa PD ot 29.11.2023 N 2027)

"omnucaHue JEKAapCTBEHHOTO Impernapara’ - MepeuyeHb XapaKTEpPUCTHUK, Pa3MELICHHBIX CYObEKTOM
oOpalleHus JIEKapCTBEHHBIX CpPEACTB B COOTBETCTBYIOLIEM HH(POPMALMOHHOM  pecypce,
o0OecrieunBaroIleM y4eT U XpaHEHHE JOCTOBEPHBIX JaHHBIX O TOBapax IO COOTBETCTBYIOLIEH
TOBapHON HOMEHKJIATYPE;

"mepBUYHAs YNAaKOBKAa JIEKAPCTBEHHOro Iperapara’ - CpPEeACTBO MM KOMIUIEKC CpEICTB,
o0OecrieunBarOIMX 3aIIUTy JIEKAPCTBEHHBIX IPENapaToB OT MOBPEXACHUS U MOTEPb, BO3AECHCTBUS
OKpY’Kalollel cpejibl, 3arpsi3HEHUH M UMEIOIUX HEMOCPEICTBEHHbI KOHTAKT C JIEKAPCTBEHHBIMU
npenapaTamy;

"perucTparop BBIOBITHS" - TEXHUYECKOE CPEICTBO MH(OPMAIMOHHOrO OOMEHa, IpeJHa3HauYeHHOE
JUlsl Tepefauyd B CHUCTEMY MOHUTOpPUHIA CBEACHUH O BBIBOJE U3 000pOTa JIEKapCTBEHHBIX
IpenapaToB, BKIIOYarollee B cedsi mporpaMMHo-annapaTHoe mudposagbHoe (Kpunrorpaduieckoe)
TEXHUUYECKOE CPEACTBO IIPOBEPKU KOAOB MTPOBEPKHU, B OTHOIIEHNHU KOTOporo deaepanbHON Ciryk00i
6e3onmacHoctu Poccuiickoit denepanuy BbIJIaH JOKYMEHT O €r0 COOTBETCTBUU YCTaHOBJIEHHBIM
TpeOOBaHUSAM K MIMPPOBAIBHBIM (KpUNTOTpapUUYECKMM) CpeICTBaM 3alUThl MH(pOpMaIuy,
JEMCTBYIOIIMM B OTHOLIEHUH IU(PPOBAIBHBIX (KpUNTOrpauiyecKux) CpeACTB, MpeIHa3HAUeHHBIX
JUIsL IPOBEPKU KOJ0B MapkupoBkH; (B pen. IloctanoBnenus IlpaButensctBa PD ot 20.03.2020 N

311)

A63an; nBaauate nepBbeld. - YTpatun cuiy. (B pen. [loctanosnenust I[lpaBurensctBa PO ot
20.03.2020 N 311)

"cpeacTBO MACHTU(UKAIMH" - KOJ MapKUPOBKHU, IPEICTABICHHBIN B MAalIMHOYUTaeMOM Gopme miu
C HCHOJb30BAaHHMEM MHOIO CpeacTBa (TEXHOJOTMH) AaBTOMAaTHYECKOW  MIACHTHU(UKALUH,
dopMupyeMblii JUIi HaHECEHMs Ha YNAaKOBKY JIEKapCTBEHHOrO IpemapaTa MeETOJaMM, He
JOTYCKAIOIMMHU OTIEJIEHUsI CpeACTBa HJeHTUGUKAUMW U (WIM) MaTepuaibHBIX HOCHUTEINEH,
COJepXKalllMX CpEeACTBa WACHTHU(HUKAIMKM, OT YINAKOBKM JIEKAPCTBEHHBIX IIpernaparoB 0e3
nospexaeHuit; (B pea. [locranosnenus [IpaBurenscrea P® ot 29.11.2023 N 2027)

"cyOBeKThl 00palleHHs JIEKApCTBEHHBIX CpEeACTB" - IOpUAMYECKHUE JIMLIA M WHIUBUAYaJlIbHbIE
IpEeIIPUHUMATENH, OCYILECTBIISAIONINE IPOU3BOJCTBO, XpaHEHHE, BBO3 B Pocculickyro denepannro,
OTIIYCK, peallu3alliio, Iepeaady, NMpUMEHEHHe M Tepefadyy Ha YHHMUYTOXKEHUE JIeKapCTBEHHBIX
npenaparos; (B pen. [locranosnenus [IpaBurensctBa PO ot 21.07.2020 N 1079)

"TpeTryHas (TpaHCIOPTHAs) YIaKOBKa JIEKAPCTBEHHOTO Mpemnapara’ - ymakoBKa, UCHOJIb3yeMast s
XpaHEeHUs, IEPEBO3KU U MIepEMEICHHs JIEKAPCTBEHHOIO Mperapara Mexxay cyObeKTaMu oOpalieHus
JeKapCTBEHHBIX cpeacTB; (B pea. [Toctanosnenus [IpaButensctBa P® ot 20.03.2020 N 311)
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"YCTPOWCTBO pETUCTPAIMA HDMHUCCHHU" - TEXHUYECKOE CPEACTBO HH(POPMAIIMOHHOTO OOMEHa,
NpeAHa3HAYEeHHOE I TOJYYEHUsS KOJOB MApKUPOBKM W TMEpelaud B CHUCTEMY MOHHUTOpPHHIA
CBEJCHUI O MapKHpPOBKE YMAKOBOK JIEKAPCTBEHHBIX IPENapaToB CPEACTBAMH HACHTU(DUKAINH,
BBHITIONHSIONIEe (PYHKIIMM TEXHUYECKOTO CpPEICTBA MPOBEPKH KOAA IPOBEPKH, B OTHOIICHHUH
kotoporo denepanpHoil ciyx060i 6e3omacHocTn Poccuiickoit deneparnuy BblJaH JOKYMEHT O €ro
COOTBETCTBUU YCTAHOBICHHBIM TPEOOBAHUSAM K MHU(DPOBATLHBIM (KPpUNTOTpahUIECKUM) CPEICTBAM
3aIUTHl  MHPOPMAIMK, ACHCTBYIONIUM B OTHOIICHUH MH(POBATBHBIX (KPUOTOrPadUUECKUX )
CPE/CTB, MPEAHA3HAYCHHBIX ISl MPOBEPKHU KOJIOB MAPKUPOBKH, JTUOO BKIIOYAIOIIEE B CBOM COCTaB
TEXHUUYECKOE CPEACTBO IPOBEPKHU KOAOB MIPOBEPKHU, B OTHOIIEHUH KOTOporo deepabHOM CiTy:K00ii
oe3onacHoctu Poccuiickoit ®@enepanuu BblJaH JTOKYMEHT O €0 COOTBETCTBUHU YCTaHOBJIEHHBIM
TpeOOBaHUsIM K MMHU(PPOBATBLHBIM (KpUnTOrpadhUuecKruM) CpeACTBaM 3alluThl HH(OpMaIuu,
JNEHCTBYIOIIMM B OTHOLICHUH MIH(PPOBATHHBIX (KpUNTOrpa@UUIECKUX) CPEACTB, MPEIHAZHAYCHHBIX
JUISL TIPOBEPKU KOJOB MapkupoBkH; (B pexn. Iloctanosnenus [IpaBurensctBa PO ot 02.03.2020 N
219)

"hacoBka  (ymakoBKa)  JIEKapCTBEHHOro  mpemapara’ -  TPOHW3BOJCTBEHHAss  CTaJws,
npeaycMaTpUBamoNas IOMEIIEHHE JIEKapCTBEHHOIO TMpenapara B IEPBUYHYIO  YIAKOBKY
JIEKapCTBEHHOI'0 Ipenapara WM BO BTOPUYHYIO (IOTPEOUTENBCKYI0) YNAKOBKY JIEKAPCTBEHHOTO
npenapara;

AG3zan aBaauath AeBATHIA - YTpatun cuiy. (B pen. Ilocrtanosnenus IlpaBurensctBa PO ot
21.07.2020 N 1079)

"IMUTEHT KOAA HICHTU(HKALUU TPETHYHOH (TPaHCHOPTHOW) yNMaKOBKH" - CYOBEKT OOpalieHus
JIEKapCTBEHHBIX CPEACTB, OCYIIECTBIIIONINNA (popMUpOBaHHE W HAaHECEHHE KOAa WACHTU(HUKAIMN
TPETHYHOH (TPaHCIIOPTHOM) YIaKOBKH JIEKAPCTBEHHOTO IperapaTa Ha TPETHYHYIO (TPAaHCHIOPTHYIO)
YIaKOBKY JIEKapCTBEHHbIX Ipenapatos; (B pea. [loctanosnenus IlpaBurenscrea PO ot 20.03.2020
N 311)

"SMUTEHT CPEACTB UACHTU(DUKAIIMU" - TPOU3BOIUTEIND JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBISIONIUI
IPOM3BOJICTBEHHYIO CTaaui0 (pacoBKM (YNMAaKOBKM) JIEKAPCTBEHHOrO Ipernapara M MapKUPOBKY
YIAKOBOK JIEKAPCTBEHHOI'O IIpernapara CpeACTBaMU MJAEHTU(UKALUK, - TpPU HPOU3BOJCTBE
JeKapCTBEHHOTO Ipernapara Ha Ttepputopun Poccuiickoir ®enepanuu, uiau aepxareib JHO0
BJIAJIENel]  PEruCTPAllMOHHOTO  YJOCTOBEPEHHMs  JIEKapCTBEHHOTO  Ipemapara  (mamee -
pPETUCTpAllMOHHOE YJOCTOBEPEHHE) - TpH TPOU3BOJCTBE JICKAPCTBEHHOIO Iperapara BHE
teppuropun Poccuiickon denepanuu, WM NPEeICTABUTEIBCTBO MHOCTPAHHOM OpraHU3alld Ha
tepputopun  Poccuiickoit  Denepanuu, sABASIOLICHCS  AepkareneM MO0  BiIaJeNbIeM
PEruCTpaliOHHOTO YAOCTOBEpEHUs, - NPU MPOU3BOJCTBE JIEKAPCTBEHHOI'O IIpernapaTra BHE
tepputopuu Poccuiickoir @enepaunu. (B pen. Iloctanosnenus [IpaButenscta PO ot 24.03.2023 N
468)

Il. XapakTepucTuku cpeacrsa naeHTUGUKANMA, TOPSIIOK €ro
HAHECEHUs U TPeOOBaHMA K CTPYKTYype u (popMaTy MH(pOpMaLIMH,
KOTOPYIO COJIEPKUT CPeACTBO MAeHTH(PUKAITUN
3. HpI/I MAapKHUpPOBKC YIIAKOBOK JICKAPCTBCHHBIX NPCIapaToB CPEACTBO I/IIICHTI/I(I)I/IKEU_[I/II/I JOJIKHO

COOTBETCTBOBATh CIENYIOIINM XapakTtepuctukam: (B pen. Ilocranosnenus IlpaButensctBa PO ot
24.03.2023 N 468)

a) IlBy'XMCpHHﬁ I.HTpPIXOBOﬁ KOA HAHOCUTCA TOYCYHBIMK CHMBOJIaMHM B COOTBETCTBHHU C
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TpeOOBaHUSIMU HaNMOHAIbHOTO cTaHmapTa Poccuiickoit ®eneparuu ['OCT P HMCO/MOK
16022-2008 "ABromarmueckas wuneHTu(ukanusa. Koampoanume mrpuxoBoe. Creunpukaus
cumBosnku Data Matrix", yreepskaenHoro npukazoMm deaepaibHOT0 areHTCTBA M0 TEXHUYECKOMY
perynupoBannio u MeTposiorun ot 18 mexabps 2008 r. N 509-ct u BBeaeHHOro B jelicteue ¢ |
saBaps 2010 r. (manee - HarmoHabHBIA cTanmapT Poccuiickoit deneparuu 'OCT P NUCO/MOK
16022-2008); (B pex. [Tocranosnenus [IpaButenscra PO ot 24.03.2023 N 468)

0) ABYXMEpHBI IITPUXOBOH KOJ HAHOCUTCS C YpOBHeM Kiacca kadectBa C WM BbIIE B
COOTBETCTBUU C TpeOOBaHUSAMH HAIMOHAILHOTO cTaHmapra Poccuiickoii ®enepammu ['OCT P
NCO/MDK  15415-2012 "HMudbopManuoHHBIE TEXHOJOTUH. TEXHOIOTMHM aBTOMATUYECKOU
uaeHTudukanuu u coopa aanHbiX. Crnenudukanus UCIbITAHUH CHUMBOJOB IITPUXOBOTO KOJA IS
OIICHKM KauecTBa meyaTu. [[BymepHble CHUMBOJBI", yTBepxkAeHHOro mnpukazom DenepanbHOro
areHTCTBA 0 TEXHUYECKOMY pPEryJIMpoBaHUI0 U MeTposioruu oT 18 centsaops 2012 r. N 357-ct u
BBeJeHHOro B neiictBue ¢ 1 utonsa 2013 r.; (B pen. Ilocranosnenus IlpaButenbctBa PO ot

24.03.2023 N 468)

B) JBYXMEPHBIM INTPUXOBOM KOJ HAHOCUTCSA TEYAThIO C HCIOJIb30BAHHEM METOJA KOPPEKIIMH
ommbok ECC-200 B COOTBETCTBMM C TpeOOBaHMUSIMH HAIMOHAILHOTO CTaHjapTta Poccuiickoi
Oeneparun [OCT P UCO/MDBK 16022-2008; (B pen. Ilocranosnenus IlpaBurensctBa PO ot
24.03.2023 N 468)

I') CPEACTBO HAEHTHU(HUKAIMU (HOpMUpPYETCs B BUAE IBYXMEPHOIO IITPUXOBOIO Kojaa B (hopMmate
Data Matrix B coOOTBEeTCTBUU C TPpeOOBaHMUSAMH HAllMOHAIBLHOTO cTaHAapTa Poccuiickoit denepanun
I'OCT P UICO/MBK 16022-2008; (B pen. [locranoBnenus [IpaButensctBa PO ot 24.03.2023 N
468)

1) Tpu NpeoOpa3oBaHUM KOJa MapKHPOBKU B CPEACTBO HACHTU(GUKAIMM JOJDKHA HPUMEHSThCA
Bepcusi cumBosiikn ECC-200 ¢ ucmonb3oBanueM ympasisitoniero 3Haka FNC1 kak mpusHaka
COOTBETCTBUSl JIaHHBIX THUIOBOMY (GopMary wuaeHTUuKaTopoB mnpumenenus (Al) GS1 B
COOTBETCTBUHU C MyHKTamMu 5.2.4.6 u 11.1 nHaumonanbHOro cranpapta Poccuiickoit denepauuu
I'OCT P UCO/MDBK 16022-2008. (B pexn. ITocranosnenus IlpaButensctBa PD ot 24.03.2023 N
468)

4. CseneHusi, conepkalluecss B CPeICTBE HWICHTU(UKALMU, HAHOCITCS MPOU3BOIUTEIEM B BUJE
JIBYXMEpPHOI'O LITPUXOBOIO KOJAa METOJIaMH Me4YaTh Ha BTOPUUHYIO (MOTPEOUTENBCKYI0) YHAKOBKY
JIEKapCTBEHHOI'0 IpernapaTa (B ciyyae €€ OTCYTCTBHS - Ha NMEPBUYHYIO YIAKOBKY JIEKapCTBEHHOTO
npernapara) WM Me4aTd Ha MaTepualbHbIi HOCUTENb (3TUKETKY), HE JOIMYCKAIOIIMMU OT/EICHUs
cpeactBa  uAeHTUGUKamMM W (WIKM) MaTepUaAbHBIX HOCHUTENEH, CcoJIep)KalluX CpelncTBa
UJICHTU(UKAIMY, OT YIAKOBKU JIEKAPCTBEHHOTO Mpernapara 0e3 MOBpEeXJIEHUH (32 UCKIIOUEHHEM
JIEKapCTBEHHBIX MPENapaToB ¢ MEXKAYHAPOJHBIM HEMATEHTOBAaHHBIM HaMeHOBaHHeM "DtaHon"). (B
pen. [Tocranosnenntii [IpaBurenscTBa PO ot 24.03.2023 N 468, ot 29.11.2023 N 2027)

JInst nekapCTBEHHBIX MPENAPATOB C MEXKAYHAPOIHBIM HEMATEHTOBAHHBIM HAUMEHOBaHHEM " ITaHON"
CBEJICHUS, COJepKallhecs B CpPEACTBE MIACHTU(DUKALMHU, HAHOCATCA INPOU3BOAMTEIEM B BHUJE
JBYXMEPHOI'O HMITPUXOBOIO KOJIa METOJIOM Ie€4aTH Ha BTOPUYHYIO (IOTPEOUTENbCKYI0) YIIAKOBKY B
cllyyae, €CIM Takas YyIakoBKa SBJSIETCS WHIMBHIYaJbHOH BTOPUYHOM (TMOTPEOUTENBCKOI)
YIAKOBKOM  3TOr0  JIEKAPCTBEHHOIO Ipemapara, a B ClIydae OTCYTCTBHS  BTOPHUYHOMU
(MOTpeOUTENbCKOM) YHNAKOBKM MJIM HAJIW4Ms YINAKOBKM, B KOTOpPOM HaxoIuTcs Ooyiee OIHOU
€UHUIBl YKa3aHHOI'O JIEKAPCTBEHHOrO TMpernapaTra B IEPBHYHOM  YNAKOBKE, CPEACTBO
UJCHTU(UKAIIMA HAHOCUTCS Ha MEPBUYHYIO YMAaKOBKY, WJIM METOAOM IeyaTH Ha MaTepUalbHBIN
HOCUTENb (ITUKETKY), HE JOMYCKAIOIIMMHU OTAEJIEHUS CpelcTBa HAEHTU(UKaIUU | (WIN)
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MaTepuaibHBIX HOCHUTENEH, COJEep)KalluX CpeacTBa HWIACHTHU(HUKAIMU, OT YIAaKOBKH TaKOIo

JIEKapCTBEHHOTO Tpemnapara 6e3 moBpexaeHuil. (B pea. Ilocranosnenust [IpaButensctBa PO ot
29.11.2023 N 2027)

B cnydae BBO3a B Poccuiickyro ®Penepanuio mpu MNPOU3BOACTBE BHE Tepputopuu Poccuiickoit
Oenepannn (32 UCKIIOYCHUEM JIEKAPCTBEHHBIX MPENapaToB, BBO3UMBIX U3 T'OCYJApPCTB - WICHOB
EBpasuiickoro SKOHOMHMYECKOTO COI03a) MAapTHUU JIEKAPCTBEHHOIO Iperapara JomycKaeTcs
HAaHECEHHUE JIByXMEPHOTO INTPUXOBOIO KOJAa METOJAOM II€4aTH Ha MaTepUajbHbIi HOCUTENb
(3TUKETKY), HE MOIYCKAIOIIUM OTJIEICHUS MaTepUaJIbHOTO HOCUTENs (3THKETKH), COAEP KAIEero
CPEICTBO UACHTH(HKAIMKM, OT YIAKOBKH JICKAPCTBEHHOTO IMpemnapata 0e3 TOBPEXKIACHHM, C
MOCIEAYIOIUM HAaHECEHHEM MaTepUaibHOIO0 HOCHUTENS (ITUKETKH) HA YMAaKOBKH JIEKAPCTBEHHOIO
mperapara B COOTBETCTBUU ¢ TPEOOBAaHUSMHU MEPBOTO M BTOPOTO a03aleB HACTOSIIErO IMyHKTa Ha
TaMOKEHHOM CKJIaJie, aJ[pec KOTOpOro YyKa3aH B KadyecTBe ajJpeca MecTa OCYIIECTBICHUS
JESTEIIbHOCTH B JIMIICH3UH Ha (apMalleBTUYECKYIO JIEATEIHbHOCTh OPTaHU3aIlUN, OCYIIECTBISIONICH

OITOBYIO TOPIOBJIIIO JICKAPCTBEHHBIMU cpeacTBaMu. (B pell. I[Tocranosnenus IlpaButensctBa PO ot
29.11.2023 N 2027)

5. Mudopmanus, coaepkamiascs B CpeICTBE UACHTH(PUKAIIUN, UMEET CIEAYIOIIYIO CTPYKTYPY:

npusHak cuMmBoimku GS1 Data Matrix, umeromuii kox 232 B tabmuie cumsoaoB ASCII; (B pen.
[Tocranoenenus [IpaBurensctBa PO ot 24.03.2023 N 468)

nepsasa r1pylma AJaHHBIX - r100aabHBIN I/I,I[CHTPI(i)HKaHHOHHBII;’I HOMCDp TOpFOBOﬁ CAMHUIBI,

cocrosauii u3 14 mudpPOBBIX CHMBOJIIOB, KOTOPOMY MPEIIIECTBYET HICHTH(PHKATOP NPUMEHEHHUS
(01);

BTOpasi rpynna JaHHBIX - WHIUBUAYAIbHBIA CEPUHHBIA HOMEP TOPTOBOW €JIMHUIIBI, COCTOSIINN U3
13 cuMBOIOB MU(PPOBOI WM OYKBEHHO-IIU(PPOBOM MOCIIEAOBATEIIFHOCTH (JIATHHCKOTO ajgaBuTa),
KOTOPOMY MpPEIIEeCTBYET UACHTHU(PHUKATOp MpuMeHeHus (21). 3aBepIiuaroniM CUMBOJIOM Ul 3TOU
TpyNObl JAHHBIX SIBISETCS CHEIUAIbHBIA CHUMBOJI-pa3JelIuTelb, UMEIOUM ko 29 B Tabmuie
cumBosioB ASCII, umu cumBon ®YHKIMA 1 (FNC1); (B pea. [loctanosnenus [IpaButensctea PO
ot 20.03.2020 N 311)

TpPeThsl TpyNma JaHHBIX - UACHTU(PUKATOpP (MHAMBUAYAIbHBIN TMOPSAKOBBI HOMEp) KiIto4a
MPOBEPKH, MPEAOCTABISIEMBI AIMHUTCHTAM CPEACTB WACHTU(DHKAIIMK OMEepaTopoM CHCTEMBI
MOHHTOPHHTA B COCTaBe KOJa MPOBEPKH B COOTBETCTBUH C HacTosmuM [lonoxeHneM, COCTOSIIMIMA
u3 4 cumMBOJIOB (UM(pP, CTPOUHBIX M NPOMNHUCHBIX OYKB JIATHHCKOIO ajgaBuTa), KOTOPOMY
npeaecTByeT uaeHTHuuKaTop npumeHenus (91). 3aBepmiaromuM CUMBOJIOM ISl 3TOW TPYIIIBI
JIAHHBIX SIBIIAECTCS CIENUABHBIA CHUMBOJI-PA3/ICTUTENh, UMEIOMINK Ko/ 29 B TaOIHUIlE CHMMBOJIOB
ASCII, umn cumBon ®YHKIUA 1 (FNC1); (B pen. IlocranoBnenmii IlpaBurensctBa P® ot
30.08.2019 N 1118, ot 20.03.2020 N 311)

yeTBepTas Ipynna JaHHBIX - 3HaU€HUE KOJAa IMPOBEPKHU, MPEJOCTaBISEMOE SMUTEHTaM CPE/ICTB
UJICHTU(PHUKAIIMKA ONIEPaTOPOM CHCTEMbl MOHUTOPHMHIA B COCTaBe KOJa MPOBEPKH B COOTBETCTBUH C
HacToAumM [lomojkeHunem, KOTOpoMy mpeniiecTByeT uAeHTUdukatop npumenenus (92), u
cocrosuiee u3 44 cuMBOJIOB (LU, CTPOUHBIX U MPOIMUCHBIX OYKB JIATUHCKOTO aj(aBuTa, a TAKXKe
creruanbHbIX cCUMBOJIOB). (B pen. [Toctanosnenus [IpaBurensctBa PO ot 30.08.2019 N 1118)

AG3anpl cenpMoi - Aecateiif. - YTpatunu cuiy. (B pen. Ilocranosnenust [IpaBurensctBa PO ot
30.08.2019 N 1118)

['pynmbl JaHHBIX JOJKHBI PacToiaraThCsl MOCIEAOBATENPHO - OT TEPBOM K 4YETBEPTOM. (B pel.
[Tocranosnenus [IpaButenscTBa PD ot 30.08.2019 N 1118)
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NHauBuyanbHBIA CEpUIHBIA HOMEp TOPTOBOM €IWHMIIBI TEHEPUPYETCS C yIeTOM OO0ECIIeUeHUs €ro
YHUKAIBHOCTH JUISI KXKAOTO TI00ATBHOTO HACHTU(UKAIMOHHOTO HOMEpa TOPrOBOW CIUHUIIBI B
TE€YEHHE BCEro CPOKa (PYHKIMOHUPOBAHUS CUCTEMbl MOHUTOPHHTA.

['moGaybHBId MACHTU(UKAIMOHHBIH HOMEpP TOPTrOBOM €IWHHWIIBI W WHAMBUAYAJIbHBIA CEpPUIHBIN
HOMEp TOPTOBOU €UHUIIBI JYOIUPYIOTCS B BUIC YATAEMOTO TIEYaTHOTO TEKCTA.

[11. Ilopsimok moJsry4eHus1 KOJOB MAPKUPOBKHU, GOPMHUPOBAHUA KOA0B
UaeHTH(UKAIMY TPETHYHOU (TPAHCIIOPTHON) YIIAKOBKHU
JIEKAPCTBEHHOI'0 Mpenapara u X perucTpanum B CucreMe
MoHuTOpPHHIA (B pea. IlocranoBiaenui IlpaBureascrea P® o1
30.08.2019 N 1118, o1 20.03.2020 N 311)

6. TTonmydyeHne SMUTEHTAMH CPEJICTB MIACHTH(PHUKAIMK OT OIeparopa CHCTEMBI MOHUTOPHHIA KOJOB
MapKHPOBKH OCYIIECTBISETCS C HCIOJb30BAHUEM YCTPOMCTB PETHCTPAIlMU SMHCCHH. (B pell.
[Tocranosnenus [IpaButenscTBa PP ot 30.08.2019 N 1118)

7. OMUTEHT CpeACTB UIEHTU(UKALMU, 3apEerUCTPUPOBAHHBI B CHCTEME MOHUTOPHUHTA,
IIPEJICTaBIISIET ONIEPATOPy CUCTEMbl MOHUTOPHUHTA 3asIBKY Ha MOJIY4YEHHE KOJIOB MApKUPOBKHU. 3asiBKa
HAIPAaBIETCS IOCPEICTBOM HCIOJIB30BAHUS YCTPOMCTB perucrpanuu smuccuu. llpu stom
B3aMMOJIEHCTBHE YCTPOMCTB PETUCTPALMU 3MUCCUU C MH(DOPMALMOHHBIMU CHCTEMaMH AMHUTEHTA
CPEICTB UIEHTU(UKALUN OCYIIECTBISIETCS C MCIONb30BaHHEM (hOPMATOB JaHHBIX, Pa3MeEIlaeMbIX
OIIepaTOpOM CHUCTEMbl MOHHTOPWHTA Ha O(QUIMATIHLHOM CalTe ONepaTopa CUCTEMbl MOHHTOPHHTA B
MH(OPMaLMOHHO-TEIIEGKOMMYHHUKAITMOHHON ceTn "MHTepHer". 3asBka Ha TMOJIy4YeHHE KOJOB
MapKUpOBKH cofepkuT: (B pen. [locranosnenus [Ipasutenscta PO ot 30.08.2019 N 1118)

a) KoA UACHTUHUKAIMU B ciiyyae (POpMUPOBAHMS WHAMBHUIYaIbHOIO CEPUMHOTO HOMEpa TOPrOBOH
€MHMIIBI AIMUTEHTOM CpelcTB uaeHTHuukanuu; (B pen. Ilocranosnenus IlpaBurensctBa PO ot

20.03.2020 N 311)

0) r00anbHBIH UIEHTU()UKALMOHHBIM HOMEP TOPTOBOW €IMHUIIBI U KOJIWYECTBO WHAMBHYaIbHBIX
CEepUIHBIX HOMEPOB TOPrOBOM €IMHHUIIBI B ciiydyae (POpMHUPOBAHMS MHIWBUIYATbHOTO CEPUHHOTO
HOMEpPA TOPTOBOM €AMHUIIBI OIIEPATOPOM CUCTEMbI MOHUTOPHUHTIA.

8. Ko mapkupoBku (GopMHpyeTcsi OnepaTopoM CHCTEMbl MOHUTOPHHTA ITyTEM MPHUCBOCHUS KOJIOB
HPOBEPKU JJIS KKAOT0 KOAA MAECHTH(PUKAIMU U BKIIOYAETCS B PEECTp CPEACTB UACHTU(DUKAIIIH
orepaTopa cucreMbl MOHUTOpHHra. (B pel. IlocranoBnennii IlpaButensctea PO ot 30.08.2019 N
1118, ot 20.03.2020 N 311)

OrnepaTop cucTeMbl MOHUTOPUHTA HE TO3HEE 2 YaCOB C MOMEHTA MOJYyUYEHHUs 3asBKU Ha MOJIyYeHUE
KOJIOB MapKHPOBKH HANpPABISIET IMUTEHTY CPEJCTB HACHTH(PHUKAIMH CHHCOK CHOPMHUPOBAHHBIX
KOJ/I0B MapKupoBkH. (B pen. [Tocranosnenus [IpasurensctBa PO ot 30.08.2019 N 1118)

8(1). DmuTeHTaM CcpeAcTB HUACHTU(DUKAIMK OTKa3bIBaeTCs B BbIJauY€ KOJOB MAapKUPOBKU I10
cnenyromm npuunHaMm: (B pen. [locranosnenus [IpaBurensctea PO ot 30.08.2019 N 1118)

a) OTCYTCTBHUE B 3as1BKE Ha MOJIy4Y€HHE KOJOB MAPKUPOBKHU CBEAECHUMN, IPEYCMOTPEHHBIX TYHKTOM 7
Hacrosiiero [Tonoxenus; (B pexa. [locranosienus IIpaButensctea P® ot 30.08.2019 N 1118)

0) OTCcyTCTBHE CBEIEHHHl O pErucTpalud SMHUTEHTa CPEICTB HWACHTH(QHKAIUA B CHUCTEME
MouutopuHra; (B pen. [locranosnenus [Ipasutensctea PO ot 30.08.2019 N 1118)
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B) OTCYTCTBHE Yy OIlepaTopa CHCTEMbl MOHMTOPHUHTA CBEICHHIl 00 YCTpPONCTBE perucTpanuu
SMUCCHH, C UCMOJIB30BAaHUEM KOTOPOrO HAIpaBJICHA 3asBKa HA MOJYy4YEHHE KOJOB MAapPKUPOBKH; (B
pexn. ITocranosnenus IIpaBurenancrea PO ot 30.08.2019 N 1118)

I) HaJlM4yde paHee 3aperuCTPUpPOBAaHHBIX B CHCTEME MOHUTOPMHIA CBEIEHHMH O Koje
UJICHTU(UKAIMY, MPEICTaBICHHOM B COOTBETCTBUM C MOJINYHKTOM "a" IMyHKTa 7 HACTOSIIETO
[Tonoxenus; (B pen. Ilocranosnennii [IpaBurensctea P® ot 30.08.2019 N 1118, ot 20.03.2020 N
311)

J1) OTCYTCTBHE B CHUCTEME MOHUTOPHHIA CBEIEHHH O I00aJlbHOM HIEHTU(UKALMOHHOM HOMEpe
TOPrOBOM €/IMHUIIbI, IPEJCTABICHHOM B COOTBETCTBUHU C NOANYHKTOM "O" MyHKTa 7 HACTOSIIETO
[Monoxenus. (B pex. [Tocranosienus [Ipasurenscrea PO ot 30.08.2019 N 1118)

9. Omepatop cuUCTEMbl MOHUTOPUHIA OOECNEYMBAECT TIOJYyYEHUE OMUTEHTAMH CpPEICTB
UJACHTU(PUKAIIMA  KOJOB  MAapKHUPOBKM  IOCPEJICTBOM  OCHAIICHHUS OMHUTEHTOB  CPEICTB
uAeHTU(HUKAIIMK yCTpOWCTBaMu peructpauuu smuccud. (B pea. Ilocrtanosnenus [IpaButenbcTBa
P® o1 30.08.2019 N 1118)

OcHaleHue ’MUTEHTOB CPEJCTB UACHTU(UKALUN YCTPOMCTBAMU PErHMCTPALUU SMUCCHH, BKIIFOYAs
o0ecrieueHne YAAIEHHOTO JOCTyIa K YCTPOMCTBY pPErHCTPAllMM 3MHCCHUH, DPa3MEIICHHOMY B
UH(PACTPYKType OIepaTopa CHCTEMbl MOHHUTOPWHTA, OCYILECTBISIETCS ONEPaTOpOM CHCTEMBI
MOHUTOpPHHTa Ha O€3BO3ME3THOW OCHOBE. B IensiX Takoro OCHAIIEHUS HMHUTEHT CpPEICTB
UICHTU(UKAIMY 3aKIII0YaeT C OIePaTOPOM CHCTEMbl MOHHTOPHHIA JOTOBOPBI, COEPIKAIIME B TOM
YHCIe YCJIOBUSI MPEJOCTABICHUS YCTPOHCTBA PETHCTPAllMM AIMHCCHH M €ro pPeriJaMeHTHOTO
00CIyXHBaHUsI Ha OE3BO3ME3JJHOI OCHOBE HJIM YCIIOBHS OKa3aHMs YCIYTH IO IPEIOCTABICHHIO
YCTPOWCTBA PETUCTPAIlMM SMHUCCHH, PAa3MEUICHHOTO B HWH(PACTPYKType OIleparopa CHUCTEMBI
MOHHUTOPHUHTA, MyTeM MPEAOCTABICHUs yNAJIEHHOTO TOCTyHa K HEMy Ha 0e3BO3ME3/HOW OCHOBE.
Pemenne o BbIOOpe crocoba OCHAIIEHUS NMPUHUMAETCS SMUTEHTOM CPEACTB HIACHTHU(PHUKAILUU.
TumnoBas ¢opma yKa3aHHBIX JOrOBOPOB YTBEpXkAaeTcsi MUHUCTEPCTBOM HPOMBIIIJICHHOCTH W
toprosiu Poccuiickoit ®enepanuu. (B pen. [locranosnenus Ilpasurenscta PO ot 30.08.2019 N

1118)

OcHalleHue SMUTEHTOB CPEJCTB MACHTU(UKALMHU, HE NMPU3HABAEMBbIX HAJOrOBBIMU PE3HJIEHTAMU
Poccniickoit @epepanmi M HE HMMEKOLMX IPEACTABUTENIBCTB Ha TeppuTopuu Poccuiickoin
®denepanyu, yCTpOMCTBAMU PETUCTPALIMM YMUCCUH, 4 TAKXKE 3aKIIOUYEHUE JOTOBOPOB C OIIEPATOPOM
CUCTEMbl MOHHUTOpPMHIA, MPEIYCMOTPEHHBIX ab3alleM BTOPHIM HACTOSIIEr0 IYHKTa, MOTYT
OCYILIECTBIIATHCS Yepe3 YIOJIHOMOUEHHOro npeacraButens. (B ped. [locranosnenus [IpaButenscraa
P® ot 30.08.2019 N 1118)

9.1. DMUTEHT CpenCTB UACHTU(PHUKAIMU IOC]IEe MOITY4YEeHUs KOJa MapKHUPOBKU OOECIIEUHBAET €ro
npeoOpazoBaHue B CPEJICTBO MACHTU(UKAIIMYA, MAPKUPOBKY YIIaKOBKHU JIEKApCTBEHHOTO Mpernapara
CpeACTBaMU HJICHTH(UKALIUU U NIepejaeT B CHCTEMY MOHUTOPHHTA CBEJICHUS O HAHECEHUH CPE/ICTBA
UACHTU(UKAIIMK B COOTBETCTBMM C ab3alleM MEpBbIM MYyHKTa 35 UM MyHKTOM 36 HacCTOSILEro
[TonoxeHus He MO3JHEE HACTYIJICHUS OJHOTO U3 CIeAyroIux coObiTuil: (B pen. IlocTtanoBnenus
[paButenscTBa PO o1 24.03.2023 N 468)

BBOJI B 000POT JIEKAPCTBEHHOTO TperapaTa, MapKUPOBAHHOTO CPEICTBAMU WJICHTHU(HKAIINN, TIPH
MPOU3BOJICTBE JIEKAPCTBEHHBIX IMpemnaparoB Ha Ttepputopun Poccuiickoit ®denepanuu; (B pen.
[Tocranosnenus [IpaButenscTBa PD ot 24.03.2023 N 468)

JIOCTaBKa JIEKapCTBEHHOT'O MpernapaTa B MecTo MpUOBITUS Ha Tepputopun Poccuiickoii deneparuu
U Tojaya JeKJapallii Ha TOBapbl B COOTBETCTBHHM C TaMOXEHHOW MPOLEAYpPOM BBITyCKa IS
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BHYTPEHHEIr0 MOTPeOJIeHUs] MM 0jla4ya JEeKJIapallud Ha TOBApbl B COOTBETCTBHM C TAMO>KEHHOMU
OpOLUEAYpPOH  BBIIyCKAa s  BHYTPEHHEro  IOTPEOJIEHUs  JIEKApCTBEHHOIO  IIperapara,
MapKUpPOBAaHHOIO Ha TaMOXXEHHOM CKJIaJ€ B COOTBETCTBMM ¢ ab3aleM BTOpPBIM ITyHKTa 4
HacTtoswero IlonoxeHus, Mpu IPOU3BOJCTBE JIEKAPCTBEHHBIX IIPENApAaTOB BHE TEPPUTOPHUU
Poccuiickoii denepannu (3a UCKIIOYEHNEM JIEKAPCTBEHHBIX MIPENapaToB, BBO3UMbIX U3 FOCYJapCTB
- wieHoB EBpa3zuiickoro skoHoMuueckoro corosa); (B pea. I[locranosnenus IlpasurenscrBa PO ot

24.03.2023 N 468)

BBO3 B Poccuiickyio ®enepanuio Ha (apmaleBTHUECKH CKJIaJ JIGKApCTBEHHOTO IIperapara,
MapKUPOBAHHOTO CPEICTBAMU WACHTHU(DUKAIMH, TIPU TPOU3BOACTBE JCKAPCTBEHHBIX IPEMapaToB
BHEe TeppuTopun Poccuiickoit denepanuu - B OTHOUICHUH JIEKAPCTBEHHBIX MPENapaToB, BBOZHUMbIX
U3 ToCyJIapcTB - wieHoB EBpa3suiickoro skoHoMHYecKoro coro3a. (B pen. IlocranoBnenus
[TpaButenscTBa PD ot 24.03.2023 N 468)

Omnara yciayrd 1O HpPEJOCTaBICHUIO KOJAa MapKUPOBKHM OINEpaTOpy CUCTEMbl MOHUTOPHUHIA,
npeaycMoTpeHHas nocraHoninenuem llpaBurensctBa Poccuiickoit @enepaunn ot 8 mas 2019 r. N
577 "O6 yTBepkIeHUN pa3Mepa IUIaThl 32 OKa3aHUe YCIYT 10 MPEIOCTABICHUIO KOJOB MAPKUPOBKH,
HEOOXOMUMBIX U1l (POpMHpPOBAHUS CPEACTB UACHTU(PUKAIMK W OOEecreuyeHUusT MOHUTOPUHTA
JIBUKCHHSI TOBApOB, TOJUICKAIIUX 005S3aTeNbHOH MapKHPOBKE CPEICTBAMHU HICHTU(UKAINU, a
TaKKe O TMOpPsIKE ee B3UMaHusA'", MPOU3BOJIUTCS AMHUTEHTOM CPEACTB WACHTU(DUKAIMH IO JaThI
MOJIy4eHUsI KOJIa MApKUPOBKU WM B TeueHue 350 KaJleHIapHBIX THEW C JaThl MOJYyYEeHHsS Koja
MapKUpOBKH, HO HE TI03/lHEe HACTYIUJICHHS OJHOTO W3 CIEAYIOIIUX COOBITUN: (B pea.
[Tocranoenenus [IpaBurenscrBa PD ot 24.03.2023 N 468)

BBOJI B 00OPOT JIEKapPCTBEHHOTO TpernapaTa, MapKUPOBAaHHOTO CPEACTBAMH HICHTU(DUKAIUH, TIPU
IPOM3BOJICTBE JICKAPCTBEHHBIX IpenapaToB Ha Tepputopuu Poccuiickoit ®enepanum; (B pen.
[TocranoBnenus [IpaButenscTBa PO ot 24.03.2023 N 468)

JIOCTaBKa JIEKapCTBEHHOI'O MpernapaTa B MecTo MpuObITUS Ha Tepputopuu Poccuiickoit denepanuu
U 1oJadya ACKJIapallkiid Ha TOBapbl B COOTBETCTBUU C TaMOKEHHOM npouenypoﬁ BBIITYCKa JJId
BHYTPEHHET0 MOTpeOJIeHUs] WIM MOoJauu JAEKJIapali Ha TOBapbl B COOTBETCTBUHU C TaMO>KEHHOU
OpoOUEAYpOd  BBIMyCKa s  BHYTPEHHEro  MOTpeOJIeHUs  JIEKApCTBEHHOTO  IIperapara,
MapKUpPOBAaHHOTO Ha TaMOXXEHHOM CKJaJie B COOTBETCTBMM C a03aleM BTOpbIM IyHKTa 4
Hacrosimero llomokeHus, mpH TPOU3BOACTBE JIEKAPCTBEHHBIX IIPEMAPATOB BHE TEPPUTOPUHU
Poccuiickoii deaepannn (3a UCKIIOYEHNEM JIEKAPCTBEHHBIX MTPENAapaToB, BBO3UMBIX M3 TOCYJapCTB
- wieHoB EBpa3zuiickoro skoHoMuueckoro corosa); (B pea. [loctanosnenus IlpaBurensctBa PO ot

24.03.2023 N 468)

BB03 B Poccuiickyro ®enepanmio Ha ¢dapManeBTUUECKHI CKIaJ JIEKapCTBEHHOro INpemnapaTta,
MapKUpPOBAaHHOTO CPEICTBAMU HACHTU(UKAIMK, NMPHU MPOU3BOJCTBE JIEKAPCTBEHHBIX IPENapaToB
BHE TeppuTopuu Poccuiickoil denepanuu - B OTHOLIEHUH JIEKAPCTBEHHBIX MTPENApaTOB, BBOZUMBIX
W3 TOCYIapcTB - wWieHOB EBpa3muiickoro skKoHOMHYECKOTO coro3a. (B pen. IlocranoBnenus
[paBurenscTBa PO o1 24.03.2023 N 468)

Omneparop cucTeMbl MOHUTOPHHTA PETUCTPUPYET (BHOCHUT) B CHUCTEME (CHCTEMY) MOHUTOPHHTA
UH(POPMALIMIO 0 MAPKUPOBKE YIAKOBOK JIEKAPCTBEHHOTO Ipernapara CpeJCTBaAMU UACHTU(DUKAINH,
YKa3aHHYI0 OMHUTEHTOM CpEACTB MWJEHTU(UKAUUK B CBEICHHMSIX O HaHECEHUH CpeACTBa
UJCHTU(PHUKAIMY, TIOCIE IMOJYyYeHHs] OIUIaThl YCIYTH IO NPEAOCTaBICHUIO KOJA MapKHUPOBKH,
IpeoOpa3oBaHHOIO B COOTBETCTBYIOLIEE CPEACTBO HiaeHTH(ukauuu. (B pexn. IlocranoBienus
[IpaButenscTBa PO ot 24.03.2023 N 468)

Pemenne o BBIGOpe crioco0a OIlIaThl YCIIyTru 1o nmpeaoCTaBJICHUIO KOAAa MAPKUPOBKH IMIPUHHUMACTCA
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SMHUTEHTOM cpeAcTB unaeHTudukanuu. (B pea. [locranosnenus [IpaBurensctBa PO ot 24.03.2023 N
468)

B ciydae ecnu omnara yciiyru o npeiocTaBlIeHUIO KOJa MapKUPOBKH OCYLLECTBIISIETCS SMUTEHTOM
CPEICTB UACHTU(PHUKAIMK 10 NMPEICTABICHUS UM B CUCTEMY MOHUTOPUHIA CBEICHUN O HAHECEHHUH
cpencTBa HICHTU(UKANU, TMPeoOpPa30BaHHOTO W3 COOTBETCTBYIOIIETO KOJa MAapKHPOBKH, TaKas
ycllyra TpU3HAeTCd OKa3aHHOW OmepaTopoM CHCTEMbl MOHUTOPHMHIA B MOMEHT IOJTY4YECHHS
OMUTEHTOM CPEJICTB HACHTU(UKAINUA OIUTAY€HHBIX KOJOB MapKupoBkH. (B pen. IlocraHoBieHus
[TpaButenscTBa PD o1 24.03.2023 N 468)

B ciydae ecnu omnara yciiyru o npeiocTaBlI€HUIO KOJa MapKUPOBKH OCYILLECTBIISIETCS SMUTEHTOM
CPEICTB HWIACHTHU(UKALMU I[IOC]IEe MPEACTAaBICHUS UM B CHCTEMYy MOHUTOPMHIA CBEIECHUN O
HAaHECEHUH CpEeACTBA WACHTU(UKAIMM, MPeoOpa3oBaHHOTO M3 COOTBETCTBYIOLIETO  KOJa
MapKUPOBKH, TaKas ycllyra IpU3HAaeTCsd OKa3aHHOM OmeparopoM CHUCTEMbl MOHUTOPHUHIA B MOMEHT
perucTpanuu (BHECEHUs) OMIEPATOPOM CHCTEMbl MOHUTOPHHIA B CHCTEME (CHCTEMY) MOHMTOPHHTA
uH(pOpMallMK, CcoJepiKallelcs B CBEIEHUSX O HAHECEHMHM CpelICTBa  HUACHTU(UKAIHH,
peoOpa3oBaHHOTO M3 COOTBETCTBYIOLIEro Koja MapkupoBku. (B pexa. IlocranoBnenus
[TpaButenscTBa PD ot 24.03.2023 N 468)

B cnyuae ecnu B cooTBeTcTBUU ¢ nocTtaHoBieHueM [IpaButenbctBa Poccuiickoit @enepanyu ot §
mas 2019 r. N 577 "OO yTBepkIeHUU pa3Mepa IUIaThl 32 OKa3aHWE YCIYr IO IMPEIOCTABICHUIO
KOZIOB MapKHPOBKH, HEOOXOAUMBIX 1751 (POPMHUPOBAHUS CPEICTB HICHTU(UKAIMU U oOecrieueHus
MOHUTOPHHTA JIBIDKCHHS TOBAapOB, MOJICKAIMUX O0O0s3aTeIbHON MapKHUPOBKE CPEICTBAMHU
UACHTU(DUKAINY, a TAaKXKE O TOPSAIKE ee B3UMaHus" yciyra Mo MpeI0CTaBICHUI0 KOJa MAaPKUPOBKH
HE TOJICKUT OIUIaTe, AIMHUTEHT CPEICTB HICHTH(HUKAIMU TOCIIEe TOIYYEeHHUS KOJa MAapKUPOBKU
obecrieunBaeT MapKUPOBKY YIAKOBKHU JIEKAPCTBEHHOTO MperapaTa CpeICTBOM UISHTHU(UKALIMU U B
teueHue 350 KaneHZapHBIX AHEW TepelaeT B CHUCTEMYy MOHHMTOPHHIA CBEICHUS O HAHECEHHH
CpeAcTBa MJEHTH(MKAIUU B COOTBETCTBUM € al3aleM MepBbIM IMyHKTa 35 WM IyHKTOM 36
Hacrosmero [lomoxeHns, HO He TO3/IHEe HACTYIUICHHUS OAHOTO U3 CIEIYIOIIUX COOBITHIA: (B pe.
[MTocranosnenus [IpaBurenscta PO ot 24.03.2023 N 468)

BBOJI B 00OpOT JICKQpPCTBEHHOTO Ipernapara, MapKUPOBAHHOTO CPEJICTBOM HICHTH(PHUKAIIUHU, TIPH
MIPOM3BOJICTBE JIEKAPCTBEHHBIX MpemapaToB Ha TeppuTopuu Poccuiickoit ®Deneparuu; (B perl.
[Tocranosnenus [IpaButenscTBa PD ot 24.03.2023 N 468)

JI0CTaBKa JIEKapCTBEHHOI'O IIperapara B MecTo npuObITHUs Ha Tepputopun Poccuiickoit denepanuu
U Iojaya JAEKJapally Ha TOBapbl B COOTBETCTBUU C TAMOXKEHHOM IPOLEAYPOM BBINYCKA I
BHYTPEHHEro MOTpeOJeHusl WK Mojaya JeKJIapallud Ha TOBapbl B COOTBETCTBUM C TaMO>KEHHOM
Opolenypoid  BBIIYCKa Ul  BHYTPEHHEro  MOTpeOJIeHHs  JIEKapCTBEHHOro  Ipernapara,
MapKUpPOBaHHOTO Ha TaMOXXEHHOM CKJIaJle B COOTBETCTBMM C a03alleM BTOpPBIM IyHKTa 4
Hacrosimiero IlomokeHus, mpH IPOU3BOACTBE JIEKAPCTBEHHBIX IIPENAPATOB BHE TEPPUTOPUU
Poccuiickoii ®enepannu (3a UCKIOYEHUEM JIEKAPCTBEHHBIX MPENapaToB, BBOZUMBIX U3 rOCYAapCTB
- uneHoB EBpasmiickoro skonomuueckoro coro3a); (B pea. Ilocranosnenus IIpaBurenscrBa PO ot
24.03.2023 N 468)

BBO3 B Poccuiickyio ®enepanuio Ha (apmarieBTHUECKH CKJIaJ JIGKApCTBEHHOTO TIperapara,
MapKUpPOBAHHOTO CPEICTBAMH HICHTHU(PUKAIIMK, TPH MPOU3BOJICTBE JIEKAPCTBEHHBIX IpEnapaToB
BHe Tepputopun Poccuiickoit deaepannu - B OTHOIICHUH JIEKAPCTBEHHBIX MPENAapaTOB, BBOZUMBIX
W3 TOCyIapcTB - wieHoB EBpa3uiickoro skoHOMHYEeCKOTo coro3a. (B pen. IlocranoBnenws
[TpaButenscTBa PD ot 24.03.2023 N 468)

9.2. Kompl MapKMpOBKH aHHYJIHPYIOTCS B cCleayrommx ciydasx: (B pen. I[loctaHoBieHus
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[TpaButenscTBa P® o1 21.07.2020 N 1079)

a) HapylIeH yCTaHOBJICHHBIN ab3alamMu MATHIM - BOCbMbIM IyHKTa 9.1 Hacrosimero [lonoxenus
CPOK OIUIaThl yCIAYr MO TNPEJOCTaBICHUIO KojJa MapkupoBku; (B pea. IlocraHoBnenus
[TpaButenscTBa PD o1 21.07.2020 N 1079)

0) HapylleH yCTaHOBJICHHBIH a03alaMud TEepBBIM - 4YETBEPTHIM W (WJIM) TpPUHAAUATHIM -
niecTHaguareiM nyHkTa 9.1 Hactosmero IlosmoskeHus Cpok Iepenadu CBEACHHHW B CHUCTEMY
MOHHUTOPHHTA O HAaHECEHUH cpencTB uaeHtuukamuu. (B pen. [locranosnenus [IpaBurenscta PO
ot 21.07.2020 N 1079)

9.3. B perucrtpauuu B cucTeM€ MOHUTOPHHIA CBEICHHII O HAHECEHUU CPEICTB UIACHTH(UKALUU
OTKa3bIBaeTcsi Mo ciuenyromuM npuuuHaM: (B pen. Ilocranosnenus IlpaBurensctBa PO ot

21.07.2020 N 1079)

a) OTCYTCTBHC KOJOB HICHTU(UKAIIMK, YKA3aHHBIX B CBEIACHHAX O HAHECCHHH CPEICTB
UICHTU(UKAIINK, B PEECTPE CPEICTB MIACHTU(PUKAIUK OMEpaTopa CHCTEMBbl MOHHUTOPHHTA; (B e/l
[Mocranosnenus [IpaBurenscrBa P® ot 21.07.2020 N 1079)

0) mpeacTaBIEHHE HMUTEHTOM CPEACTB HUJCHTU(DUKAIMKA CBEJACHUH O HAHECEHUHM CPEIICTB
UACHTU(DHUKAIIMN IO UCTEUEHUU CPOKa, YCTAHOBJICHHOTO a03allamMH MEPBHIM - YETBEPTHIM U (HJIN)
TPUHAIIATBIM - HIeCTHaAUAThiM myHkTa 9.1 Hactosimero Ilomoskenus; (B pen. [loctanoBneHus
[TpaButenscTBa PD or 21.07.2020 N 1079)

B) OTCYTCTBHE Yy OIIEpPaTOpa CHCTEMbl MOHHUTOPHHra CBEICHHN 00 yCTPOWCTBE pETrHUCTpAIMd
OMHCCHH, C HCIOJIb30BAHMEM KOTOPOTO IMEPEeNaHbl CBEICHHS B CHCTEMY MOHHTOPHHTa; (B pell.
[Mocranoenenus [IpaBurenscTBa P® ot 21.07.2020 N 1079)

I) OTCYTCTBHE IOATBEPXKACHUS OIUIaThl KOJOB MAapKHUPOBKHM, IPEOOpa3OBaHHBIX B CpEACTBa
UACHTU(DHUKAIIMKM TIPU  MapKUPOBKE YMAaKOBOK JIEKAPCTBEHHBIX TMPEMapaToB  CPEACTBAMHU
UACHTU(PUKAIIMN, O HAHECEHUH KOTOPBIX AMHUTEHT CPEJCTB MJIEHTU(UKALNUU NEepelaeT B CUCTEMY
MOHUTOPHHIA CBEJCHHUS O HAHECEHUWHU Cpe/CTBa MICHTU(UKALMHU, MPEeTyCMOTpEHHbIe ab3aleM
nepBbIM MyHKTa 35 wim myHkTtoM 36 Hactosmero Ilomoxenus. (B pen. IloctanoBnenuit
[TpaButenbctBa PO ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

10. Kon wuaentudukanuy TpeTUYHOW (TPAaHCHOPTHOM) YHNAKOBKMU JIEKApCTBEHHOTO Ipemnapara
dopmupyercss Ha ocHOBaHHHM MexrocyaapctseHHoro crangapra (IOCT ISO/IEC 15417-2013
"NHpopmaninoHHbIe TEXHOJIOTUH. TeXHOIOTUH aBTOMaTH4YECKON HJIEHTU(UKALIMK U cOOpa TaHHBIX.
Crneuudukanus CHMBOJIMKK MITpuxoBoro koma Code 128"), koTOpblii yTBEpXkICH MPUKA30M
@®enepallbHOTO areHTCTBa IO TEXHUYECKOMY PEryJUPOBAHHUIO M METPOJIOTUH, COCTOMT H3 18
IU(PPOBBIX CUMBOJOB M COIEPXKUT CIEAYIOIIYI0 CTPYKTYpYy JAaHHbIX: (B pen. IlocranoBnenuit
[MpaButenscTBa PO ot 20.03.2020 N 311, ot 21.07.2020 N 1079)

uaeHtuduxartop npumenenus (00);

CUMBOII PacIIMPEeHHsI KOJla UACHTU(DHUKAIIMHI TPETUYHOH (TPAHCTIOPTHOMN) YIIAKOBKH JIEKAPCTBEHHOTO
npenaparta; (B pea. [Tocranosnenus [IpaBurenscrea PO ot 20.03.2020 N 311)

PETUCTPAllMOHHBIA HOMEp CcyObeKTa oOpallleHus JIEKapCTBEHHBIX CpEACTB, IIOJYyYEHHBI B
UH(POPMALIMOHHOM pecypce, 00ecrieuynBaroIleM Y4eT U XpaHeHHEe JTOCTOBEPHBIX JTaHHBIX O TOBapax
10 COOTBETCTBYIOIIEH TOBApHON HOMEHKJIATYPE;

CEpUMHBI HOMEp TPETUYHOW (TPaHCMOPTHOW) YMAKOBKH IJIEKAPCTBEHHOrO IMpemapaTa; (B pen.
[Tocranosnennii [IpaButenscrea PO ot 30.08.2019 N 1118, ot 20.03.2020 N 311)
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KOHTpPOJIbHAsI cyMMa (YMCIO, BBIUMCISIEMOE MO CIENHAILHOMY aIrOpPUTMY M3 MPEIIIECTBYIOLIUX
udp U cayxaiiee s TapaHTUU [EIOCTHOCTH JTaHHBIX ).

CBeneHus, BKIIOYCHHbIE B KOJ HMJICHTH(QHKALWW TPETHYHOW (TPAaHCIOPTHOW) YNaKOBKU
JIEKapCTBEHHOTO IpenapaTa, MOTyT JyOlIMpoBaThCs B BHJIE YHTAEMOI'O II€YATHOIO TEKCTa. (B pea.
[Tocranosnenus [IpaButenscTBa PD ot 20.03.2020 N 311)

Kon wupentudukanum TpeTUyHON (TpAaHCIOPTHOW) YIAKOBKU JIEKAPCTBEHHOIO Ipernapara
TEHEPUPYETCS U HAHOCUTCS Ha TPETUUYHYIO (TPAHCIIOPTHYIO) YIAKOBKY JIEKAPCTBEHHOI'O IIpernapara
SMHUTEHTAaMHM KOJIOB MJIEHTHU(PUKALUU TPETUYHOW (TPAHCHOPTHOH) YHAKOBKM JIEKapCTBEHHOIO
npernapaTta METOJAaMU Ie4aTy Wi 3TUKeTUpoBaHus. (B pel. [locranoBnenus IlpaBurenscrea PO ot

20.03.2020 N 311)

V. IlpaBuaa co3aaHusi, BBOJA B IKCILIYaTAIUIO, IKCILUIyaTALIMU U
BbIBO/IA U3 IKCILUIyaTAIIUM CUCTEMbI MOHUTOPUHIA

11. Co3nanue, pa3BuTHE, BBOJ B HKCILTyaTaIMIO, SKCILTyaTalusl U BBIBOJ U3 SKCILTyaTalluu CUCTEMBI
MOHUTOPUHTA OCYIIECTBISIOTCS OIEPATOPOM CHUCTEMbl MOHHUTOPHMHIA IO COIJIACOBAHMUIO C
MunucrepcTBoM 31paBooxpanenust Poccuiickoit @eaepanuu u OepepanbHOi ci1yk00# 1Mo HAA30py
B chepe 3apaBoOXpaHEHHS B COOTBETCTBUHU C TPEOOBAHUSIMU K TIOPSIKY CO3/IaHUS, PA3BUTHs, BBOJA
B DKCIUTyaTallHIo, SKCIUTyaTallii U BBIBOJA U3 AKCIUTyaTallMH TOCYIapCTBEHHBIX WH(GOPMAIIMOHHBIX
CUCTEM U JaJbHEHIIEero XpaHEHHsS CcoOJAepKamlehcs B WX 0a3ax JaHHBIX HH(POPMAIIHH,
yTBEPKACHHBIMU TocTaHOBIeHHEeM [IpaBurenscTBa Poccuiickoit @enepanuu ot 6 utons 2015 r. N
676 "O TpeOOBaHMSIX K TMOPSIKY CO3/JaHUS, PA3BUTHS, BBOJA B IKCILTyaTalldIO, SKCIUTyaTaIlldd H
BBIBOJIa M3 DKCIUTyaTallMd TOCYAapCTBEHHBIX MH()OPMALIMOHHBIX CUCTEM M JAIbHEHUIIEro XpaHeHUs
coaepxkaieiics B ux 06azax gaHHbIX nHpopMmanmu", n HacTosmuM [lonoxxeHneM.

12. COBI[aHI/Ie, Pa3BUTHUC U SKCILTyaTallusd CUCTEMbI MOHUTOPUHI'A OCYIIECTBJIAKOTCA HAa OCHOBE!:

a) obecnieueHUs IMOJIHOTBI, AOCTOBCPHOCTH, COXPAHHOCTU HpHHHMaeMOﬁ n nepez(aBaeMoﬁ C
HCIIOJIb30BAHUEM CHUCTEMblI MOHUTOPHHIA I/IH(i)OpMaHI/II/I, a TakKXE CBOCBPEMCHHOCTH €€
MMPpEaAOCTaBJICHU,

0) 0€3BO3ME3/IHOCTH MPEIOCTABICHUS IIPOU3BOIUTEISAM JIEKAPCTBEHHBIX CPEACTB COJEpIKAILEHCS B
cUCTeME€ MOHHUTOPUHIa HH(POpMAMM O CepUiAX M MapTUAX JICKApPCTBEHHBIX MPENapaTos,
IIPOM3BOJUMBIX UMM U HAXOJSIIKXCS B rpakJaHCKOM o0opote B Poccuiickoii @enepanui;

B) CANHCTBA OPTaHU3AIUMOHHO-METOAUYCCKOT'O 00ecIeYeHns CUCTEMBI MOHHTOPHHTIA,

r) obecre4eHHs MCIOJIb30BaHUS €AMHBIX PEECTPOB, KIACCH(PUKATOPOB M CHPABOYHHUKOB CHCTEMBI
MOHUTOPHHIA, B TOM YHCJIC 00s13aTENBHBIX AjId MPUMCHCHUA B I/IH(bOpMaHI/IOHHBIX CUCTEMAX
IOPUAMYECKUX JIUIl U HHIUBUIYabHBIX PEINpUHUMATENCH, YKa3aHHbIX B 9acTax / u 10 cratbeu 67
®denepanbHOro 3aKoHa "OO0 0OpaleHun JeKapCTBEHHBIX CPEACTB";

1) o0ecrieueHHs PErIaMEHTHPOBAHHOTO JOCTYIA K CHCTEME MOHUTOPHHTA,;
e) Oecriepe0OMHOCTH pabOThI CUCTEMBI MOHHUTOPHHTA.

13. Cucrema MOHHMTOPUHTAa BBOJAMUTCS B OKCIUTyaTalMio pabouelt rpynmnoi, Qopmupyemoi
OIepaToOpOM  CHUCTEMbl MOHUTOPUMHTA C Y4YacTUEM MpEACTaBUTENEeH  3aMHTEPECOBAHHBIX
(benepaabHBIX OPraHOB UCIIOTHUTEIHHOMN BIACTH.

14. Cucrema MOHUTOPHHTA 00ECTICUNBAET:
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a) MPOBEPKY JOCTOBEPHOCTH CPEJICTB UICHTU(PUKAILINH,

6) IIPOCICIKUBACMOCTDb ABHMXXCHUS JICKAPCTBCHHBIX IIPCIIapaToB OT IIPOU3BOAUTEIA JICKAPCTBCHHBIX
CpCACTB 1O KOHCYHOI'O HOTpe6I/ITeJISI;

B) 6J'IOKI/Ip0BaHI/Ie IMPUHATHA I/IH(l)OpMaHI/II/I, HpeHCTaBHHeMOﬁ B COOTBCTCTBHU C HACTOAILIHUM
ITonoxenuem B CUCTCMY MOHHUTOPUHTIA.

15. Cuctema MOHUTOPUHTA COJIEPKUT CIICIYIOIIYIO HH(OPMAIIUIO:

a) CBEJICHUS O CyOBEKTax oOpaleHus JICKapCTBEHHBIX CPE/CTB;

0) cBeIeHM O JISKAapCTBEHHBIX Mperaparax u 00 ux ooopore.

16. OCHOBHBIMH UCTOYHUKAMHU HH(POPMAIUH, COAEpKAIICHCA B CHCTEME MOHUTOPUHTA, SIBISIOTCS:
a) CyOBEeKTHI 00OpalIeHus JIEKAPCTBEHHBIX CPEJICTB;

0) QenepanbHble OpraHbl MUCHOJIHUTENBLHOM BJIACTU MPHU OCYIIECTBICHHMM MMU CBOUX (DYHKIHH C
MCIIOJIb30BAaHUEM IOCYJaPCTBEHHBIX HH(POPMAIIMOHHBIX CUCTEM.

17. KoadpunueHT JoCTYyIHOCTH CUCTEMbl MOHUTOPUHTA CcOCTaBisieT He MeHee 99,5 mpoueHTa 6e3
ydeTa 3aIIaHiPOBaHHBIX MIEPUOJIOB 00CTYKUBAHHS.

Texanaeckoe O6CJIy>KI/IBaHI/Ie CUCTCMbl MOHUTOpPUHI'A IMPOBOAUTCA HE Yallc 4 pas B 1o, nepuon
TCXHHUYCCKOI'O O6CJ'Iy>KI/IBaHI/I$I cocTaBigeT He Oosee 24 yacos.

V. [lopsiiok B3auMOAeCTBUS CUCTEMbI MOHUTOPUHIA C HHBIMHU
rocyJapCcTBeHHbLIMUA HHPOPMAIIMOHHBIMHU CHCTEMAMHM H
UH(OPMALMOHHBIMHU CUCTEMAaMU CY0ObEKTOB 00palleHus

JIEKAPCTBEHHBIX CPEACTB

18. Cuctema MOHUTOPUHIa B3aUMOJACHCTBYET CO CIEAYIOMUMU HH(OPMALIMOHHBIMU CUCTEMaMHU:

a) peecTp IHMIEH3MHA Ha TMPOM3BOACTBO JIEKAPCTBEHHBIX cpeAcTB; (B pen. IlocraHoBiIeHUs
[paButenscTBa PO o1 24.03.2023 N 468)

0) eaMHBIN peecTp JULEH3UH, B TOM YHUCIIE JIMLIEH3UW, BBIJAHHBIX OpPraHaMu TroCyAapCTBEHHOU
BlacTH cyObekToB Poccuiickoit denepanyu B COOTBETCTBUU C IMEPEJAHHBIM ITOJHOMOYHEM I10
JMIEH3UPOBAHUIO OT/IEIbHBIX BUJIOB JAESITEILHOCTU B cepe OXpaHbl 3J0POBBS;

B) €IMHAas TOCYJapCTBEHHAss HHPOPMALIMOHHAs cUcTeMa B cdepe 37paBOOXpaHEHNUS;
T') €UHBINA TOCYIapCTBEHHBIN PEECTP IOPUANUECKUX JINLL;
1) €IUHBINA TOCYIapCTBEHHBIN peecTp NHAUBUAYAIbHBIX PEANPUHIMATENEH;

€) TOCYIapCTBEHHBIN pEecTp AaKKPEeIWTOBAHHBIX (DUIUATIOB, MPEICTABUTEIIHCTB WHOCTPAHHBIX
FOPUINYECKUX JIULL;

) aBTOMaTW3UpoBaHHas nHPopManuoHHas cuctema denepanbHOil caykObl 1O HaI30py B chepe
3/IpaBOOXpPaHEHNS;

3) Envnas aBromatusupoBaHHas HHPOPMAIIMOHHAS CUCTEMA TAMOKEHHBIX OPIaHOB;

1) UHQOPMAIIMOHHBIE CUCTEMBI CYOBEKTOB 0OpaleHHs JIEKAPCTBEHHBIX CPE/ICTB;
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K) WHPOPMAIIMOHHBICE  CHCTEMBI, BXOJiIIME B  HHDPPACTPyKTypy, 0OECICUHBAIONILYIO
UH(POPMALIMOHHO-TEXHOJIOTHIECKOE B3aMMOACUCTBUE HH()POPMAITMOHHBIX CHCTEM, HCIOIb3yEeMbIX
JUISL IPEAOCTABIICHHS T'OCYAAPCTBEHHBIX M MyHULIMIIAIBHBIX YCIIYT U UCIIOJHEHUS TOCY 1apCTBEHHBIX
U MYHUIUNAIbHBIX (QYHKIHNA B 35eKTpoHHOU (opme; (B pen. Ilocranosnenus IlpaButensctBa PO
ot 24.03.2023 N 468)

J) eAMHas TOCYJapCTBEHHas aBTOMATHU3MpOBaHHAas HH(OpPMalMOHHAs cUCTeMa ydera o0bema
MPOM3BOJICTBA M 000POTa ATUIIOBOTO CIIHUPTA, AIKOTOJIBHON M CHHPTOCOJEpXKAIeH MPOAYKUIUH. (B
pen. ITocranosnenus IIpaBurensctBa PO ot 24.03.2023 N 468)

19. Csenenus, TmpeaCTaBIsieMble TOCYJAapPCTBEHHBIMH  WH(POPMALMOHHBIMH  CHCTEMaMHU
(enepasbHBIX OPraHOB HMCHOJIHUTENBHON BIACTH B CHCTEMYy MOHHUTOPHHIA, a TaKXKe CBEICHHS,
nepeaaBaeMble U3 CHCTEMbl MOHUTOPHHTA, TpUBEACHBI B priioskeHnn N 1.

20. B paMkax nH(OPMAIIMOHHOTO B3aUMOCHCTBUS CHCTEMa MOHUTOPHMHIA OCYIIECTBIIIET OOMEH
CBEICHUSIMM C TOCYAAapCTBEHHBIMH  HMH()OPMAIMOHHBIMH  CHCTEMaMM  3aWHTEPECOBAHHBIX
denepanbHBIX OpPraHOB HCIOJHHUTEIBHON BIACTH W HCIOJHHUTEIBHBIX OPraHOB CyOBEKTOB
Poccuiickoit ®enepauuu, B TOM 4HCIE€ IOCPEACTBOM MH(QPaAcTpyKTyphl, oOecreunBaromei
MH(OPMaLIMOHHO-TEXHOJIOTHYECKOE B3aUMOJIEUCTBUE HH(OPMALIMOHHBIX CHUCTEM, HCIIOJIb3YEMbIX
JUIs IPEJOCTAaBIIEHUS TOCYAaPCTBEHHBIX U MyHULIMIAJIBHBIX YCIIYT U UCIIOJHEHUSI FOCY 1apCTBEHHBIX
¥ MyHUIMIAJIbHBIX (QYHKIHNA B eKTpoHHOU (hopme. (B pen. [locranosnenus IlpaButenscrBa PO

or 19.01.2024 N 25)

CucremMa MOHHMTOPWHTA MOJKIIOYACTCS K €IWHOW CHUCTEME MEXBEIOMCTBEHHOTO JJIEKTPOHHOTO
B3aUMO/ICHCTBHUS B COOTBETCTBUU C roctaHoBieHneM [IpaBurenscTBa Poccuiickoit @enepannu ot 8
cents10ps 2010 r. N 697 "O enuHO# cucTeMe MEXBEIOMCTBEHHOTO 3IEKTPOHHOTO B3auMoieicTBus"
Ha 0E3BO3ME3IHOI OCHOBE.

WNHdpopmaninoHHOEe B3aMMOJIEHCTBHE CHCTEMbl MOHUTOPHMHIAa € (QenepaabHON TrocyaapCTBEHHOU
uH(popMalMOHHON cucteMol "EnuHBIM MOpTam TOCYJapCTBEHHBIX M MYHUIUNAIBHBIX YCIYT
(pynkumit)" (manee - eAMHBIM TOPTad TOCYJAPCTBEHHBIX M MYHHUUUNAIBHBIX YCIYTr) B LEIAX
o0OecrieyeHHs TMPEAOCTaBICHUS] C €ro HCIOJIb30BAaHUEM JOCTYNa K HHGOpPMAlUU U3 CHUCTEMBI
MOHUTOPHHIa B COOTBETCTBUHM ¢ MyHKTOM 56(1) Hacrosmiero ITonmokeHHsl ocCyIeCTBIsSETCS ¢
UCIIOJIb30BAaHUEM IPOTPAMMHBIX CpPEACTB CHUCTEMbl MOHUTOpUHIa. (B pen. IlocraHoBieHus
I[TpaButenbctBa PO ot 16.09.2023 N 1514)

21. BzaumMmopeilicTBHE CHCTEMbl MOHHMTOPHHra € WH(QOPMAlMOHHBIMU CHCTEMaMH CYOBEKTOB
oOpalleHns JIEKAPCTBEHHBIX  CPEJICTB  OCYIIECTBISETCS  IOCPEACTBOM  HMH(OPMAIMOHHBIX
AJIEKTPOHHBIX CEPBHCOB C HCIOJB30BAaHHWEM CTAaHJAPTHBIX MPOTOKOJIOB U HHTEpdeiicoB
AJIEKTPOHHOI'O B3aUMOJCHCTBUA.

22. TexHuuyeckue CTaHIAApTHl W TPeOOBAHUS K TEXHOJIOIMYECKOH COBMECTUMOCTH CHCTEMBI
MOHMTOPUHTa € WH(POPMALIMOHHBIMM CHCTEMaMH, YyKa3aHHbIMH B IyHKTe 18 Hacrosiero
ITonoxeHuss, yCTaHABIMBAIOTCS ONEPATOPOM CHUCTEMbI MOHMTOPUHIAa B COOTBETCTBUHU C
TpeOoBaHUSAMU 3aKOHO1aTeNnbeTBa Poccuiickoit @eneparuu B chepe MHPOPMAITMOHHBIX TEXHOIOTHMA
M0 COITaCOBaHMI0O ¢ MUHHUCTEPCTBOM IM(PPOBOrO Pa3BUTHS, CBS3M U MACCOBBIX KOMMYHHUKAIU
Poccuiickoit @enepanun U onepaTopoM WHPOPMAITMOHHON CHUCTEMBI, ¢ KOTOPOH OCYIIECTBIISETCS
B3aUMOJICHCTBHE.

V1. Ilopsinok BHeceHHsI MH(POPMALIMH O JIEKAPCTBEHHBIX Mpenaparax B
CUCTEMY MOHMTOPUHIA CYObeKTAaMHU 00pallleHUs JIeKAPCTBEHHbIX
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CpE€aACTB U €€ CoCTaB

23. Buecenue uH(pOpMaIMK O JIGKAPCTBEHHBIX IpernapaTax B CUCTEMY MOHUTOPUHTA MPOU3BOIAUTCS
cyObekTaMu oOpaleHusi JIEKapCTBEHHBIX CPEICTB IMOCIEe MNPOXOXKICHHUS HMH PErHCTpalud B
CUCTEME MOHUTOPUHITA U TMPENOCTAaBICHUS UM JIMYHOTO KabOuHeTra cyObekTa oOpalieHus
JIEKapCTBEHHBIX CPEJICTB.

Peructpaius cyOBeKkTOB oOOpaimieHusi JIEKapCTBEHHBIX CPEICTB B CHUCTEME MOHUTOPUHTA H
MPEIOCTaBIIEHUE JIMYHOIO KaOMHETa OCYILIECTBISIOTCS Ha OCHOBAHUHU JIOCTOBEPHBIX CBEICHUIA,
MPEJICTABICHHBIX CyOBEeKTaMU OOpallleHusl JICKAPCTBEHHBIX CPEJCTB B CHCTEMY MOHUTOPUHTA B
snekTponHoM Buje. (B pen. [Tocranosnenus IIpaBurenscrBa PO ot 24.03.2023 N 468)

24, Jlns OCYIIECTBIICGHUS pPETHUCTpAllUd B CHCTEME MOHUTOPHHTa CYOBEKThl OOpalieHus
JICKapCTBEHHBIX CPEJICTB - OpraHU3aluy, IIPU3HABAEMbIC HAJIOTOBBIMU pe3ufeHTamMu Poccuiickoit
Qenepaly, HMHAMBHUIyalbHbIE NPEINPUHUMATENIM M IPEICTAaBUTENbCTBA  MHOCTPAHHBIX
opranusanuii Ha Tteppuropun Poccuiickonn denepanuu, SBIAIOIIKAXCS JIEPKATEIAMH WM
BJIAJICNIbLIAMH PErHCTPALMOHHOTO YJOCTOBEPEHHUS, BHOCAT B PETUCTPAMOHHYIO (POPMY CHUCTEMBI
MOHUTOPHHIA, DPa3MEUICHHYI0 Ha O(QUIHMaIbHOM caiiTe oneparopa CHCTEMbl MOHHTOPUHIA B
MH(}OPMaLMOHHO-TEIIEKOMMYHUKAIMOHHON ceTu "VIHTepHeT", B AJIEKTPOHHOM BHUJE CJENYIOLIHE
CBEJ/ICHUS, NOJIMCAHHbIE YCUJICHHON KBAJU(UIUPOBAHHON 3JEKTPOHHON MOANUCHIO PYKOBOJUTEIS
opraHu3anuu (MpeJCTaBUTEIbCTBA HHOCTPAHHOW oOpraHu3auuu Ha Tepputopuu Poccuiickoit
denepanum) WIK UHAMBUAYAIBHOTO MIPEIPUHUMATEIIS:

I/I,I[GHTH(i)I/IKaLII/IOHHLIP'I HOMCP HAJIOI'OINIATCIbIIIHUKA,

CBEJICHMSI O HAIMYUU J1MO0 00 OTCYTCTBHM JIMLIEH3MHM Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/CTB,
JMILEH3UU Ha (hapMaleBTHUECKYI0 JAEATEIbHOCTh (BKJIOYas ONTOBYK) M PO3HUYHYIO TOPTOBIIO
JIEKapCTBEHHBIMU CPEJCTBAMU), JUIEH3UU Ha JAEATEIbHOCTh 110 000POTY HAPKOTUYECKUX CPEICTB,
IICUXOTPOIHBIX BEIIECTB U UX IPEKYPCOPOB, KYJIbTUBUPOBAHUIO HAPKOCOACPIKALIUX PACTCHUN U
JUIEH3UU Ha MEIUIMHCKYIO JesTeslbHOCTh; (B pea. Ilocranosnenusi IlpaButensctBa P® ot

20.03.2020 N 311)

dbamunus, uMs, 0T4ecTBO (TIPU HATUYUH) U Tene(OH KOHTAKTHOTO JIHIIA;
aJIpec IEKTPOHHOM MOYTHI.

Ao63ar mecroii - YTpatun cuiy. (B pea. [locranosnenus [IpaBurenscrBa P® ot 24.03.2023 N 468)

Peructpamuss B cucreMe MOHUTOPHHTa CYOBEKTOB OOpallleHusl JEKapCTBEHHBIX CPEICTB -
OpraHu3alui, NPU3HABAEMBIX HAJIOTOBBIMM  pe3ujeHTaMu  Poccuiickon  ®enepauuu, U
WHIVBUAYAJIbHBIX NPEANPUHUMATENEH, MMEIOIINX JIUIEH3UHM Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX
CPEICTB, JMIIEH3UMH Ha (PapMaleBTUYECKYIO AESITENbHOCTh (BKJIOYas ONTOBYIO M PO3HUYHYIO
TOPTOBJIIO JIEKAPCTBEHHBIMHU CPEJICTBAMU), JIMIIEH3UH HA JIEATEILHOCTh IO 000POTY HApPKOTHYECKUX
CPEICTB, IMCUXOTPOMHBIX BEUIECTB M HUX MPEKYpPCOPOB, KYJIbTUBHPOBAHUIO HAPKOCOJEPIKALIUX
pacTeHHH U JIMIEH3UN Ha MEJUIIMHCKYIO IE€ATEIbHOCTD, MOKET OCYIECTBIATHCS C UCIIOIb30BaHUEM
dbeneparbHON TOCyIapCcTBEHHON MHGOPMAIIMOHHON crucTeMbl "EnnHas cuctema uaeHTU(PUKAINA U
ayTeHTH(UKaIMu B HHEpacTpyKType, oOecreunBaromeil HHGOPMAIMOHHO-TEXHOJIOTHUECKOE
B3aMMOJeicTBE  HMH()OPMALIMOHHBIX  CHCTEM,  HCHOJB3YEMBIX  JUISl  TPEAOCTaBJICHUS
rOCYJapCTBEHHBIX W MYHHULUNAIBHBIX YCIyTr B 3jeKTpoHHOW ¢(opme". (B pea. IlocranoBneHus
[MpaButenscTBa PO ot 21.07.2020 N 1079)

25. I[J'ISI OCYHICCTBJICHUA pCrucrpanmukm B CHCTCME MOHUTOPUHIA CY6’LCKTBI O6paH_ICHI/I${
JICKAPCTBCHHBIX CPCACTB - HWHOCTPAHHBIC OpraHu3alnu, ABIAIOIMIMECA OCPKATCIIAMH WA
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BJIAJCJIbLIAMH PETMCTPALMOHHOTO YJIOCTOBEPEHMs, HE NPU3HABAEMbI€ HAJIOTOBBIMHM PE3UJICHTAMHU
Poccuiickoit @enepanuu, BHOCAT B PETUCTPALMOHHYIO (OPMY CHUCTEMbI MOHUTOPHHTA,
pasMELICHHY0  Ha  OoQUUMalNbHOM  cafiTe  omeparopa  CHCT€Mbl  MOHUTOPHHra B
UH(POPMALIMOHHO-TEIEKOMMYHUKAITMOHHON ceTu "MHTepHeT", B 3JEKTPOHHOM BHUJAE CIIEAYIOIIHNE
ceenenus: (B pea. [locranosienus [IpaBurensctBa PO ot 24.03.2023 N 468)

HAaMMEHOBAHME JI€p>KaTelid WU BJaJeNblia PETUCTPALMOHHOIO YJIOCTOBEPEHHUS! B COOTBETCTBHUM C
rOCYJJapCTBEHHBIM PEECTPOM JIEKAPCTBEHHBIX cpelcTB; (B pex. [loctanosnenus [IpaBurenscrea PO
or 29.11.2023 N 2027)

KOJI HaJIOTOTIATEIIBIUKA B CTPAHE PErUCTPAIUY;
KOJ[ CTpaHbl PETUCTPAIINH;
dbaMuius, UM, 0T4eCTBO (ITPH HATUYWH) U TeJIe(OH KOHTAKTHOTO JIUIIA;

ajpec BHGKTpOHHOﬁ IIOYTHI.

Ao63an cenpmoit - Yrpatuna cuiy. (B pen. [locranosnenus [IpaBurenscrBa PO ot 24.03.2023 N 468)

26. OOpaboTka ¥ TIpOBEpPKa CBEJCHUMN, TMPEACTABISAEMBIX B CHUCTEMYy MOHHUTOPHUHTA IS
pETHCTpaIiH, a TAKXKE PErHcTpays (0TKa3 B PErUCTpalnu) CyObeKTa OOpaIleHHs JTeKapCTBEHHBIX
CPeACTB B CHCTEME MOHUTOPHHIA IPOM3BOJMTCS B aBTOMAaTHYECKOM pEXHME, B TOM YHCIIE
HIOCPEICTBOM B3aWMOJICHCTBHS C MHBIMU TOCYJapCTBEHHBIMH HH(OPMAMOHHBIMH CHUCTEMaMH C
UCTIOIb30BAaHUEM €IUHONH CHCTEMBI MEKBEIOMCTBEHHOI'O JJIEKTPOHHOTO B3aMMOJCHCTBHS (32
UCKIIIOYEHUEM CyOBEKTOB OOpaIlleHHs JIEKAPCTBEHHBIX CPEJICTB, YKa3aHHBIX B a03alax TpPeTheM -
ISITOM HacTosiero myHkTa). (B pen. [locranosnenus [IpaButensctea PO ot 24.03.2023 N 468)

DdenepanbHas ciyx0a o Hai30py B cdepe 3paBOOXpaHEHUs TOCPEICTBOM (DYHKIMOHAJIA CUCTEMbI
MOHMTOPHMHIa paccMaTpuUBaeT CBEJIEHHUS, MPEACTaBIsE€Mble B CHCTEMY MOHUTOpPUHIA JUId
perucTpanyy, a Takke IPUHUMAET pelleHHe O perucrpaiuu (00 OTKa3e B PErucTpalum)
CIEAYIOUMX CyOBeKTOB OOpallleHHs JIEKapCTBEHHBIX cpeactB: (B pen. IlocraHoBinenus
I[TpaButennctBa PO ot 24.03.2023 N 468)

OpraHM3aly, [pPU3HABa€Mble HAJIOTOBBIMH  pe3uieHTamu  Poccuiickonn ~ @enepauuu, u
WHAVBUAYaJIbHbIE MPEANPUHUMATENN, HE MMEIOIINE JIMIIEH3UH Ha IMPOU3BOJCTBO JIEKAPCTBEHHBIX
CpE/ACTB, JMLEH3UU Ha (PapMaleBTUUECKYIO MAEATeNbHOCTh (BKJIKOYas ONTOBYIO M PO3HUYHYIO
TOPTOBJIIO JIEKAPCTBEHHBIMU CPEACTBAMM), JIUIIEH3UHN HA JESITEIbHOCTh 0 000POTY HAPKOTUYECKUX
CPEICTB, INCUXOTPOIHBIX BEUIECTB M HX IPEKYPCOPOB, KYJbTUBUPOBAHHUIO HAPKOCOAEPKALIUX
pacTeHMii, JMLIEH3UM Ha MEIULUHCKYIO JIeATENbHOCTh U SBISIONIMECS JAepKaTeasIMU WIIU
BJIA/ICTbIIAMH PETUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO IIpenapara, IPOU3BOJICTBO
KOTOPOTO OCYIIECTBIACTCS 3a Tmpeaenamu Ttepputopun Poccuiickoir ®Deaepauuu; (B pen.
[Tocranosnenus [IpaBurenscrBa P® ot 24.03.2023 N 468)

IIPEACTABUTENBCTBA HMHOCTPAHHBIX OpraHu3zanuii Ha Ttepputopun Poccuiickon ®enepannn,
SABJISIFOLIUXCS AepKaTeIsIMU WK BJIAJIeTblaMUA PETUCTPALIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npernapara, MpOU3BOACTBO KOTOPOTO OCYUIECTBIIAETCS 3a MpeaesiaMu TeppuTopur Poccuiickoit
®denepanny, HE UMEIOIIME JMIEH3UM Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB, JIMLIEH3UU Ha
(dhapmareBTUUECKYIO JeSITeIIbHOCTh (BKJII0YAsi ONTOBYIO M PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU
CpEICTBAMH), JIMIIEH3UH HA NIEATEIHHOCTh MO 000POTY HAPKOTUYECKHX CPEJICTB, MCUXOTPOITHBIX
BEIIECTB M WX MPEKYPCOPOB, KYJIHTUBUPOBAHWIO HAPKOCOJEP)KAIMUX PACTECHUH, JUIEH3UH Ha
MEIUIUHCKYIO JesITeIbHOCTD; (B pea. [loctanoBnenus [IpaButensctBa PO ot 24.03.2023 N 468)

HHOCTPAHHBIC OpraHu3alud, ABJIAKOIIUCCA ACPKATCIEIMU WA BJIaJCIIbIAMU PETUCTPALUMOHHOIO
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YAOCTOBEPEHUsI JIEKapCTBEHHOI'O IIpenapara, MIPOU3BOACTBO KOTOPOrO OCYIIECTBIIAETCS 3a
npenenamu tepputopun Poccuiickoit @enepaunn, HE NPU3HABAEMbIE HAJOTOBBIMH PE3UIECHTAMU
Poccuiickoit ®eneparun. (B pea. Ilocranosienus [IpaButenscTBa PO ot 24.03.2023 N 468)

Perucrparus (0TKa3 B peruCTpanui) CyObeKTOB OOpAICHHS JICKAPCTBEHHBIX CPEICTB B CHCTEME
MOHHUTOPUHTA OCYLIECTBISICTCSI B T€UCHHE 5 pabouymx OHEH C JaThl MPEACTABICHHS CyObEKTaMu
o0OpallieHus! JIeKApCTBEHHBIX CPEJICTB CBEACHUI B CHCTEMY MOHHTOPHUHTA. (B pel. IlocTaHOBICHUS
[paButenscTBa PO o1 24.03.2023 N 468)

27. OcHOBaHUSIMM JUI OTKa3a B PErUCTPalMM CyOBEKTOB OOpallleHUs JICKapCTBEHHBIX CPEICTB B
cuctemMe MoHUTOpuHra siBisitorcs: (B pen. Ilocranosnenus IlpaBurensctBa PO or 24.03.2023 N
468)

a) B OTHOUICHMM IPOU3BOJUTENICH JIEKAPCTBEHHBIX CPEACTB Ha Teppuropun Poccuiickoii
®Deneparyy, OCYIIECTBISIONINX MPOU3BOACTBCHHYIO CTaJAHI0 (PaCOBKH (YMAKOBKH) JCKAPCTBEHHBIX
MpernapaToB U MApKUPOBKHU YIaKOBOK JIEKAPCTBEHHBIX MPENapaToB CPEeACTBAMH UACHTU(UKALINU: (B
pen. Ilocranosnenus [IpasutenscrBa PO ot 29.11.2023 N 2027)

HECOOTBETCTBHE JAHHBIX BIIAJENIblla KBATU(UIHUPOBAHHOTO cepTUdUKaTa KI0Ya MPOBEPKU
DIIEKTPOHHOM TOAMHCH (nanee - KBAIM(UIIMPOBAHHBIA cepTU(UKAT) TAHHBIM PYKOBOJUTEIS
OpraHM3ali, OTCYTCTBME CBEACHHMA O KBaIU(PUIUPOBAHHOM cepTUdUKATE, BBIIAHHOM
PYKOBOJUTENIO OpPraHM3allid, a TaKKe HEIEHCTBUTENBHOCTh YCHJICHHOW KBAIU(DUIIMPOBAHHOM
snekTponHoi noamnucy; (B pea. ITocranosnenus [IpasutenscrBa PO or 24.03.2023 N 468)

OTCYTCTBHE CBEJCHHH B €IUHOM TOCYJapCTBEHHOM pEECTpe IOPHAMYECKHX JIUL; (B pel.
[Tocranoenenus [IpaBurenscrBa PD ot 24.03.2023 N 468)

OTCYTCTBHE CBEICHHMH O JCHUCTBYIOIIEH JMIEH3MHM B peecTpe JHMIEH3MH Ha IPOH3BOJICTBO
JeKapcTBeHHBIX cpeacTs; (B pen. [Toctranosnenus [IpaBurensctBa PO ot 24.03.2023 N 468)

0) B OTHOLIEHUU Jiep KaTeNIel WK BIIAJEIbIEB PETUCTPALIMOHHOTO YIOCTOBEPEHHUS (B ClIydyae KOraa
JIeKapCTBEHHBIM Mpenapar NMpou3BOAMTCS 3a mpenenamu Poccuiickoit @enepaiiuu), sBISIOMIAXCS
OpraHu3alusaMHy, IPU3HABAEMBIMU HAJIOTOBBIMU pe3uacHTamu Poccuiickon @exepanuu  WiH
UHJIUBHUIYaIbHBIMA IPEANPUHUMATENIAMU W HE HWMCEIOIMIMMHU JIMLEH3UU Ha I[POU3BOJCTBO
JIEKapCTBEHHBIX CPEJNICTB, JIMLIEH3UHM Ha (apMalleBTUUYECKYIO JAESATEIbHOCTh (BKJIOYas ONTOBYIO U
PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU CPEICTBAMHM), JHMIIEH3UU Ha JIEATEIBbHOCTh MO 00OpOTY
HAapKOTUYECKUX CPEICTB, IICUXOTPONHBIX BEIIECTB M HX NPEKypCOPOB, KYJbTHUBUPOBAHUIO
HApKOCOJIepKALINX PACTCHUN U JIMIIEH3UH HAa METUIIMHCKYIO AedTeNbHOCTh: (B pea. [loctanoBieHus
[paButenscTBa PO o1 24.03.2023 N 468)

HECOOTBETCTBHE JJaHHBIX BJaJesiblla KBAIM(PUIHUPOBAHHOIO CEpTHU(HUKATa JaHHBIM PYKOBOAUTEIS
OpraHu3alyd  WIM  UHAUBUAYAIBHOIO  NPEANPUHUMATENS, OTCYTCTBHE  CBEIEHUH O
KBAJTM(HUIMPOBAHHOM  cepTH(UKaTe,  BBIJAHHOM  PYKOBOJUTENIO  OpPraHU3alud WU
WHIUBHUIyAIbHOMY  NPEAIPUHUMATEN0, A  TAaKXKe  HEJIEHCTBUTEIBHOCTh  YCHJICHHOW
KBAJTM(HUIUPOBAHHON 3J1eKTpoHHOW moamucu; (B pexa. IlocranoBnenus IlpaBurensctBa PO ot
24.03.2023 N 468)

OTCYTCTBHME CBEJICHHH B EIMHOM TOCYJapCTBEHHOM pEeCTpe MOPUAMYECKHX JIHI[ WM CIHHOM
rOCY/IapCTBEHHOM pEecTpe HWHIMBHAYaJIbHBIX MpeAnpuHuMareneii; (B pea. IlocraHoBieHHs
[paBurensctBa PO o1 24.03.2023 N 468)

OTCYTCTBUC CBEJICHUM O CY6’I>CKTC 06pameHH;1 JICKApCTBCHHBIX CPCACTB, YKA3daHHOM B Ka4YCCTBC
ACPKATCIII WKW BJaJ€jiblla PETrUCTPAIMOHHOIO YIAOCTOBEPECHUSA B TOCYJAPCTBEHHOM PECCTPC
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JIEKapCTBEHHBIX cpeacTB; (B pea. [Toctanosnenus [IpasutensctBa PO or 24.03.2023 N 468)

B) B OTHOUICHHUM WHOCTPAHHBIX OpraHU3aluil, JAep)aTejiell WU BIIAJENbLIEB PETUCTPALMOHHOIO
YIAOCTOBEPEHHUSI, HE IPU3HABAEMBIX HAJIOTOBBIMU pe3usieHTamMu Poccuiickorn Penepauuu,
OTCYTCTBHE CBEACHHMI O CyObeKkTe oOpallleHUusl JEeKapCTBEHHBIX CPEJCTB, YKa3aHHOM B KauyecTBE
JepKaTeNns WIM BIAJAeiblla PErHCTPALIMOHHOTO YJOCTOBEPEHMS, B TOCYJApCTBEHHOM pEECTpe
JIeKapCTBEHHBIX cpeacTB; (B pea. ITocranosnenus [IpasutensctBa PO or 24.03.2023 N 468)

I) B OTHOLIEHUHU INPEJCTABUTEILCTB HHOCTPAHHBIX OpraHu3auuil Ha Tteppuropun Poccuiickoit
Denepanun, ABISIOIUXCS AepKaTeIIMU UM BiaJesIbLlaMi PETUCTPALIMOHHOIO YAOCTOBEpEHUs: (B
pen. [Tocranosnenus [IpaBurensctBa PO ot 24.03.2023 N 468)

HECOOTBETCTBHE JAHHBIX BJIaJeNblla KBATM(PUIMPOBAHHOTO CepTH(HKATA JAHHBIM PYKOBOIUTEIS
IPEJCTaBUTENIbCTBA, a TaKXKe OTCYTCTBHE CBEAECHUI O KBaIM(PHUUUPOBAHHOM CepTU(UKATE,
BBIJAHHOM PYKOBOIMUTEIIO IPEICTABUTENILCTBA, a TaKK€ HENCHCTBUTEIBHOCTh YCHIICHHOH

KBATH(UIIMPOBAHHOW 3JeKTpoHHOM moanucHu; (B pen. IlocranoBnenus IlpaBurensctBa PD or
24.03.2023 N 468)

OTCYTCTBUC CBeI[eHI/Iﬁ B rocyJapCTBEHHOM peecTpe AKKPCIUTOBAHHbBIX (1)I/IJ'II/IaJ'IOB,

IPEJICTAaBUTENILCTB MHOCTPAHHBIX topuandeckux jui; (B ped. Ilocranosnenus [IpaButenscrea PO
ot 24.03.2023 N 468)

OTCYTCTBHE CBEICHHI 00 HMHOCTPAHHOH OpraHu3aliH, YKa3aHHOW B KauecTBE JepKaTensl WIH
BJIaJI€Tbl]a PETUCTPALMOHHOIO YAOCTOBEPEHUS, B TOCYJAapCTBEHHOM pEECTpe JEKapCTBEHHBIX
cpenacts; (B pea. ITocranosienus IIpaButenscTBa PP ot 24.03.2023 N 468)

J1) B OTHOILUEHUU OpraHU3alUil ONTOBOI TOPIOBIU JIEKAPCTBEHHBIMU CPEACTBaMHU (B TOM YHUCIIE
OCYILECTBIIAIOUMMHA ~ (YHKUMM TIO0  ayTCOPCUHIY), OpraHU3alMil pO3HUYHOH  TOPIOBIU
JEKapCTBEHHBIMU  IpenapaTaMd,  MEAMIMHCKUX  OpraHu3alMii ¥ HWHAWBHUIYaJIbHBIX
npennpuaumarteseii: (B pen. [locranosnenus [Ipasurenscrea PO ot 24.03.2023 N 468)

HECOOTBETCTBHE JAaHHBIX BiaJesiblla KBATM(DPUIHUPOBAHHOIO CEpTHU(HKATA JAaHHBIM PYKOBOJUTEIS
OpraHM3ali, OTCYTCTBUE CBEACHMM O KBaIU(UIUPOBAHHOM cepTU(UKATE, BBbIJAHHOM
PYKOBOIOUTENO  OpraHU3aluy  WIA  WHAUBUAYAIBHOMY  IPEANPUHUMATENO, a  TaKXKe
HEJCUCTBUTEIBHOCTh  YCUJICHHOM KBaIU(QUIMPOBAHHOW JJIEKTPOHHOM mnoamucu; (B pen.
[Tocranosnenus [IpaBurenscta PO ot 24.03.2023 N 468)

OTCYTCTBHE CBEJIEHUN B €IUHOM TOCYJapCTBEHHOM pEECTpe IOPUIANYECKUX JIUL, €IUHOM
rOCy/IapCTBEHHOM DPEECTPE MHAMBUAYAJIbHBIX NMPEANPUHUMATENEH WU TOCYAAPCTBEHHOM DPEECTpE
AKKpEIUTOBAHHBIX (UINAJTIOB, MPEIACTABUTEIBCTB HMHOCTPAHHBIX MOPUIMYECKUX JUI; (B pex.
[MTocranosnenus [IpaBurenscta PO ot 24.03.2023 N 468)

OTCYTCTBHE CBEACHUN O NCUCTBYIOUICH JIMIECH3UM B €IUHOM PEECTpPE JIMLEH3UHW, B TOM YHUCIE
JUIEH3UH, BBIAaHHBIX OpraHaMU rocyJapCTBEHHOH BiacTu cyOwnekToB Poccuiickoit @enepanuu B
COOTBETCTBUM C IEPEJAHHBIM IIOJJHOMOYMEM II0 JIMLECH3UPOBAHUIO  OTACIBHBIX  BUJOB
nesitenbHOCTH. (B pen. [Tocranosnenus [IpasurensctBa PO ot 24.03.2023 N 468)

28. Ilo pe3ynbraTtaM perucTpanuu cyObeKkTa oOpallleHHs JEKapCTBEHHBIX CPEICTB B CHUCTEME
MOHHMTOPMHTAa M TPEIOCTAaBIEHUU €My JIMYHOrO KaOWHEeTa Ha aJpec DSJIEKTPOHHOW IOYTHI,
YKa3aHHBIM IpHU I0Ja4e CBEACHUM, OIEepaTOpPOM CUCTEMBI MOHMTOPUHIA C HCIOJBb30BAaHUEM
(GyHKIIMOHAIa CUCTEMbl MOHMTOPHMHIA OTHPABISETCS COOTBETCTBYIOLIEe yBeaomieHue. [Ipu atom
IIOBTOPHOE MKCIIOJIB30BAHUE OJHOIO M TOIO K€ ajgpeca HIEKTPOHHOW IOYTHI JIs PETrUCTPALUU
JUYHBIX KaOWHETOB pa3JIMYHBIX CYOBEKTOB OOpalleHUs JIEKapCTBEHHBIX IMpernapaToB HE
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JIOTTY CKaeTCsl.

29. CyOnekT oOpaleHus JIEKapCTBEHHBIX CPEICTB, MOJYUYMBIINI YBEIOMJICHHE O PErucTpaliy B
CUCTEME MOHUTOPUHTA, MPH AaKTHBAIMK (YHKIHWA JUYHOTO KaOWHETa BHOCUT B CHCTEMY
MOHHMTOPHHTA MIEPEUYECHb aJJPECOB MECT OCYIIECTBICHUS JEATEIBHOCTH IIyTeM BbIOOpa TaKOro ajpeca
U3 aJIpecoB, YKA3aHHBIX B JIMIICH3USX HA MPOU3BOJACTBO JIEKAPCTBEHHBIX CPEJCTB, JIMLICH3USAX Ha
(bapMaleBTUYECKYIO AESATENbHOCTD (BKIIOUAsl ONTOBYIO M PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU
CPEICTBAMU), JHIICH3USIX Ha JIEATEIHHOCTh MO 000POTY HAPKOTUYECKHX CPEICTB, IMCUXOTPOITHBIX
BEIIECTB U WX IMPEKYypCOpPOB, KYJIbTUBUPOBAHUIO HAPKOCOAEPXKALIUX PACTEHUN U JIMLIEH3USX Ha
MEIMIIMHCKYIO JESITeIbHOCTh, a TakKe IepeueHb aapecoB (apManeBTUYSCKUX CKIAI0B (Tpu
HAJIMYMK YKa3aHHbIX JieH3ui). (B pea. [Tocranosnenus [IpaBurensctea PO ot 20.03.2020 N 311)

CyObekT oOpamieHus JeKapCTBEHHBIX CPEICTB - JAEp)KaTellb WM BIAJEIEN PEerucTPalduOHHOTO
YAOCTOBEPEHUsI NPOU3BEACHHOTO BHE Tepputopun Poccuiickoit ®denepauuy JeKapCTBEHHOTO
npenapara u (WIM) ero MpeacTaBUTeNbCTBO Ha TeppuTopun Poccuiickoit denepannu, noayyuBIINe
YBEJOMIICHHE O PETruCTpallid B CHUCTEME MOHUTOPHHIA, BHOCAT B CHUCTEMY MOHUTOpPUHIA
MH(pOPMaLIMIO O MPOU3BOACTBEHHBIX IIOLIAAKAX, OCYIIECTBISIOUIUX MPOU3BOACTBEHHYIO CTa/IUIO
dacoBku (YNakoBKHM) JIEKaPCTBEHHBIX IpPENapaToB U MAapKHUPOBKHU YIAKOBOK JIEKapCTBEHHBIX
IIPENnapaToB CPeACTBAMM HJAECHTU(UKALMU, & TAKXKE MPOU3BOJCTBEHHYIO CTAJUI0 BbIIYCKAIOIIETO
KOHTpOJIs KauecTBa. (B pea. ITocranosnenus IIpaButenscTBa PO or 29.11.2023 N 2027)

30. Ilepenaua cBeneHM cyObeKTaMu OOpaleHHs JIEKAPCTBEHHBIX CPEICTB B CUCTEMY MOHUTOPHHTA
OCYILIECTBIISICTCSI HA OCHOBE pa3pabOTaHHBIX HWH(GOPMAIMOHHBIX JJIEKTPOHHBIX CEPBUCOB
OIepaTOPOM CHCTEMbI MOHUTOPHHTA C HCIOJIb30BAaHUEM CTaHAAPTHBIX MPOTOKOJIOB U UHTEPQEIicoB
AJIEKTPOHHOTO B3aUMOJEHCTBUS.

ABTopu3zanus CyObEKTOB OOpallleHHsl JIEKAPCTBEHHBIX CPEICTB - OpraHM3alui, NpPU3HABAEMbIX
HaJIOrOBbIMH pe3uneHTaMu Poccuiickoit Penepanny, MHAMBUAYAIBHBIX MPEANPUHUMATENICH U
[IPEACTABUTENILCTB HMHOCTPAHHBIX OpraHusanui Ha Tteppuropun Poccuiickonn ®denepanuy,
ABJISIFOLIUXCS  IEPXKATEISIMU WM BJIAJEIBLIAMHA PETMCTPAIMOHHOTO yJOCTOBEPEHUS, B CUCTEME
MOHUTOPHHTA OCYLIECTBISETCS IOCPEICTBOM HCII0JIb30BaHUS KBAJIM(UIIMPOBAHHOTO cepTU(UKATA.

ABTopu3aius CyObEKTOB OOpallleHHsl JIEKAPCTBEHHBIX CPEICTB - OpraHM3alui, MpU3HABAEMBbIX
HaJoroBeIMHu pesuaeHtamu Poccuiickoit denepanun, U MHAMBHAIYAIbHBIX MPEAIPUHUMATEIECH B
CHUCTeME MOHMTOPUHIA MOXET OCYLIECTBIATHCS MOCPEICTBOM HCIIOJIb30BaHUS (peaepanbHOM
rocyJapcTBeHHON  wHpoOpMmanmoHHOM  cuctembl "ExmHas  cucrtemMa  uaeHTUDUKAMKA U
ayTeHTH(UKaIUU B HHEpacTpyKType, oOecneunBaromeil HHGOPMAIMOHHO-TEXHOJOTHYECKOE
B3aMMOJICIICTBHE  HMH(DOPMALIMOHHBIX  CHCTEM,  HCHOJB3YEMBIX  JUIsl  TNPEAOCTaBICHUS
rOCYJapCTBEHHBIX W MYHHULMIAIBHBIX YCIYT B 3/eKTpoHHOW ¢(opme". (B pea. [locraHoBneHMS
[MpaButenscTBa PO ot 21.07.2020 N 1079)

ABTopHu3ans CyObEKTOB OOpallleHUsl JEKapCTBEHHBIX CPEJACTB - HHOCTPAHHBIX OpraHHU3alui,
SBIISTIONIMXCST  IEp)KATeNsIMH ~ WJIM  BIIQAETBbI[AMHA  PETHUCTPAIIMOHHOTO  YJIOCTOBEPEHHUs, HE
NpU3HABAaEMbIX HAJOTOBBIMU pe3ujieHTaMu Poccuiickoit ®enepauuu, B cCUCTeME MOHHMTOPUHTIA
OCYIIECTBIIICTCA TTOCPEJICTBOM HCIIOJIB30BAHUS TPOCTOH DJIEKTPOHHON moamuch. (B per.
[Tocranosnenus [IpaBurenscrBa PD ot 24.03.2023 N 468)

31. CBenenus, nepeaBaeMble B CHCTEMY MOHUTOPUHTA, (POPMHUPYIOTCS U MPEACTABIAIOTCA B (hopme
AIIEKTPOHHBIX  JOKYMEHTOB, MOJIMUCAHHBIX YCHJIEHHON KBaIU(DUIMPOBAHHON 3JIEKTPOHHOU
NOJNKMCHIO, 32 MCKIIOYEHHEM CIy4yaeB, HpPEIYyCMOTPEHHBIX ab3alaMH BTOPBIM - IIECTHIM
HACTOSLIETO MMyHKTA.
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He moanuceiBaroTCs yCHIICHHONW KBATHU(UITUPOBAHHOM 3JIEKTPOHHOM IMOIITUCHIO:

CBEJICHHUS O PO3HWYHOM TOPTOBIIC JIEKAPCTBEHHBIMH IIperapaTamiy, IeperaBacMble CyObeKTaMH
oOpalieHus JIEKapCTBEHHBIX CPEACTB B AJIEKTPOHHOU (popMe B cocTaBe (PUCKAIBHBIX JOKYMEHTOB B
COOTBETCTBMM  C  3aKOHOJATeNbCcTBOM  Poccmiickoid ~ ®Penmepammn 0 NPUMEHEHUH
KOHTPOJIbHO-KAaCCOBOW TEXHUKHU;

CBEICHUS O BbIBOJE M3 000pOTa JIEKapCTBEHHBIX IIpENapaToB, IepelaBaeMble CyObEKTaMH
oOpalleHus JICKapCTBEHHBIX CPEJCTB B 3JIEKTPOHHON ()OpME C HCIOJIB30BAHUEM PErUCTPaToOpoOB
BBIOBITUSL WM KOHTPOJIBHO-KAaCCOBOM TEXHUKM (IIPU OTIyCKe OECIUIaTHO WM CO CKUIKOH
JIEKapCTBEHHBIX IIPENApaTOB 110 PELENTY Ha JIEKapCTBEHHBIE IIPENapaThl);

CBEJICHMSI, TIepelaBacMble CYObEKTaMH OOpaIleHus IEKAPCTBEHHBIX CPEJICTB B JIEKTPOHHOU (popme
C UCIMOJIb30BAaHUEM YCTPONCTB PErUCTpAllui SMUCCUU;

CBEJICHUs, II€pelaBacMble B COOTBETCTBMM C HacTtoAmuM llosokeHueM OpraHusanusMu -
cyObekTaMu OOpalleHHs JIEKapCTBEHHBIX CpPEACTB, He  SABIAIOLIMMHCA  OpPraHU3aLUSAMM,
IIPU3HABAEMbIMH HAJIOTOBBIMHU pe3usieHTaMu Poccniickoit denepanun.

32. Ilepenaua cBeneHUN B CHCTEMY MOHUTOPHMHIA OCYIIECTBISIETCS IMOCPEACTBOM HAINPABICHUS
daitnoB B ¢popMaTe U B COOTBETCTBUH C MHCTPYKIMEH, OMUCHIBAIOIIEH MPOIEyphl MPEACTaBICHUS
CBEJICHHUI CYOBEKTaMH OOpAIICHHS JICKAPCTBEHHBIX CPEJICTB, COTJIACOBAHHBIMU ¢ MUHHCTEPCTBOM
3npaBooxpaneHus: Poccuiickoit @enepanyu 1 pa3MeIIeHHBIMI OIIEPaTOPOM CUCTEMbl MOHUTOPUHTA
B MH()OPMAIIMOHHO-TEIICKOMMYHUKAITMOHHOHN ceTr "MHTepHeT" Ha ero ouInanbHOM caiiTe. (B pei.
[Tocranosienus IIpaButenscTBa PO or 21.07.2020 N 1079)

JlaToii mpencTaBieHUs] CBEJCHHI B CHCTEMY MOHHTOPWHTA CUHMTAeTCA Jara, 3aMKCHPOBAHHAS B
KBUTAHLIUM O TIpUeMe cBeleHui, GopmMupyemMol mpu ycrneumHod oTpaboTke u (PUKCcAlUU TaKuX
CBEJICHUN B CHCTEME€ MOHHUTOPHHTA B (pOpME IJIEKTPOHHOrO JMOKyMeHTa. (B pen. [locraHoBnenus
I[TpaButennctBa PD ot 24.03.2023 N 468)

Jo 1 ¢depans 2021 r. B ciyyae Hemoiy4yeHHs CyOBEKTOM OOpAIleHHUsl JIEKAPCTBEHHBIX CPE/ICTB
KBUTAHLIUM O IPHEME CBEJIEHUN B COOTBETCTBMM C a03alleM BTOPBIM HACTOSLIETO MYyHKTa IpU
IpEeCTaBICHUN CBEJCHUHN B CUCTEMY MOHUTOPUHTA B COOTBETCTBUU C a03alleM TpeThbUM IyHKTa 35,
nynkramu 37 - 38.1, 40, 41, 43, 44, 44.2 u 45 nacrosimero [lonoxxenust B TeueHue 15 MUHYT C
MOMEHTa TpeACTaBIeHUsl CyOBEKT OOpalleHHs JIEKapCTBEHHBIX CPEACTB BIIPaBe OCYIIECTBIATh
JaNbHENIINE ONEepalli C JIEKapCTBEHHBIMH IIpenapaTamMu, He JTOKUAsICh MOTYUYEHHUsS] KBUTAHIMH O
npueme cBenenuii. (B pen. [locranosnenus [IpaButensctea PO ot 02.11.2020 N 1779)

B oTHOIIEHNY JIEKapCTBEHHBIX MPENAapaToOB, CBEIEHUS O KOTOPHIX MPECTABIEHBI B COOTBETCTBUU C
gactasmMu 1 u 2 crateu 52.1 ®enepanbHoro 3akoHa "OO6 oOpallleHHMM JIEKapCTBEHHBIX CpelCcTB" B
®denepanbHyo CIyKO0y 1Mo Haa3zopy B cdepe 3apaBooxpanenus no 1 despans 2021 r. unm Ha
KOTOpbIE TIOJYYEHBl pa3pelieHHss Ha BBOJ B TPakJIAHCKUH 00OpPOT HMMMYHOOMOJOTHUYECKUX
JIEKapCTBEHHBIX IPEraparoB, MpeaycMOTpeHHbIe YacThlo 7 ctatbu 52.1 denepanbHoro 3akoHa "O6
oOpamieHnn JekapcTBeHHbIX cpeAcTB" 10 1 deBpanst 2021 r., cyObekT oOpalieHus JeKapCTBEHHBIX
CPEJICTB BIPaBE OCYIIECTBIATH JaIbHEHIIINE ONepaly ¢ TAKUMU JIEKAPCTBEHHBIMU IpernapaTaMi B
HopsijiKe, MPEAyCMOTPEHHOM ab3alleM TPEeThUM HACTOSINEro IMyHKTa, 10 MCTEYEHMsS CpoKa HUX
rogarocTH. (B pea. [Tocranosnenus [IpasutensctBa PO ot 28.01.2021 N 60)

[IpencraBieHue cBeOEeHUN B CHCTEMY MOHUTOPUHIA CYOBEKTOM OOpalleHHs JIeKapCTBEHHBIX
CPEICTB IIPU OCYLIECTBICHHU ONEpPAlUi C JIEKAPCTBEHHBIM IIPEMApaTOM OCYLIECTBIIAETCS
NOCJIEIOBATENBHO, 32 UCKIIOUYEHUEM CIIy4yaeB, NPeayCMOTpeHHbIX HacTosmuM Ilonoxenuem. Ilpn
TOM CBEJEHHs 00 OuepeqHOW olepaluu C JIEKapCTBEHHBIM IpenapaToM IepeialTcs Mocie
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MOJlydYeHUs CyObeKTaMHu oOOpallleHusi JIEKAPCTBEHHBIX CPEACTB MOIATBEPXKICHUS 00 YCIEUIHOM
00paboTKe CHCTEMOW MOHUTOPHHIA CBEIACHHWH O NpEeAbLAyIIeH ONepanuy ¢ JIEKapCTBEHHBIM
pernapaToM.

W3menenue ¢opmaTa B3aUMOJCHCTBUS HH(POPMAIIMOHHBIX CHCTEM CYOBEKTOB OOpaIieHus
JIEKaPCTBEHHBIX CPEACTB C CUCTEMOW MOHUTOPUHIA MPOU3BOAUTCS HE Yallle OJJHOTO pa3a B TEUEHUE
180 pgHE#l OMHOBPEMEHHO C HW3MEHEHHEM HWHCTPYKIIMH, MPEAYCMOTPEHHOW ab3areM MepBbIM
HACTOSIIETO IYHKTA, 32 HMCKJIIOYEHHEM HEOoOXOJUMOCTH W3MEHEHUs (opmara W WHCTPYKIUU B
ClIydasix, IpelyCMOTPEHHbBIX 3aKoHoaTeIbcTBOM Poccuiickoit denepanuu. (B pen. [locranoBnenus
[paButenscTBa PO o1 24.03.2023 N 468)

33. Ilpu onucaHuM JICKApPCTBEHHBIX MPENapaToB BHECEHUE CBEJACHUN B MH(GOPMAIIMOHHBIA pecypc,
oOecreunBarOIMil y4eT W XpaHEHHE JIOCTOBEPHBIX JAHHBIX O TOBapax IO COOTBETCTBYIONIICH
TOBapHON HOMEHKJIAType, U CHCTEMY MOHHUTOPHHIA OCYIIECTBIISIETCA CIIEAYIOIIUMU CyObEeKTaMH
oOpallieHus JTeKapCTBEHHBIX CPEJCTB!

B ClIyyae IIpOM3BOJCTBA JICKApCTBEHHBIX IpemnapatoB B Poccuiickoir ®enepauum -
IIPOU3BOJUTEIISIMU JIEKAPCTBEHHBIX CPEICTB, OCYLIECTBIIIOIIMMHU 3aBEPLIECHUE TPOU3BOJCTBEHHON
cTaguu GacoBKU (YIAKOBKH) JIEKAPCTBEHHBIX MPENapaTOB U MAPKHUPOBKHU YIAKOBOK JICKAPCTBEHHBIX
npenapaToB cpeactBamu uaeHtuukanmu; (B pexa. I[locranosnenus IlpaButensctBa PO ot
29.11.2023 N 2027)

B Clly4ae IPOU3BOJCTBA JIEKAPCTBEHHBIX MpEnapaToB 3a Mpeaenamu Tteppuropun Poccuiickoit
@Qenepan (B cilyya€ MHOCTPAHHOTO IPOM3BOJACTBA) - JIepKaTelsIMHM WM  BiaJeibliaMU
PETrUCTPALIMOHHOTO yIOCTOBEPEHHs U (MJIM) UX MPEICTaBUTENILCTBAMU HA TeppUTOpHH Poccuiickoii
d)e)lepaum/l WKW YIOOJIHOMOYCHHBIMHU HOPCACTABUTCIIAIMU B 4YaCTU BHCCCHHA CBGIICHI/Iﬁ B
MH(GOPMAILIMOHHBIN pecypc, 00ecleunBaloINil yueT U XpaHEeHUE JOCTOBEPHBIX JaHHBIX O TOBapax
M0 COOTBETCTBYIOIIEH TOBapHOW HOoMeHKJaType. (B pea. Ilocranosnenus IlpaButensctBa PO ot

21.07.2020 N 1079)

[Tepeuenb cBefeHUH, MPEACTABIsEMbIX NPH OMUCAHUU JIEKAPCTBEHHBIX MpENnapaToB CyOBbEKTaMH
oOpallleHus1 JIeKapCTBEHHBIX CPEICTB B HMH(OPMALMOHHBIA pecypc, 00eclneyuBaIOUIil y4eT U
XpaHEHUE JOCTOBEPHBIX JAHHBIX O TOBapax II0 COOTBETCTBYIOLIEH TOBApHOW HOMEHKIIATYPE,
npuBeseH B puioxeHnu N 2.

CyObeKkThl OOpalleHusl JIEKApCTBEHHBIX CPEJCTB, YKa3aHHble B a03alax BTOPOM U TPETheM
HacTosAlero nmyHkra, ¢ 1 cenrsOps 2023 r. mo 30 utons 2024 r. B 10OpOBOJBHOM MOPSIIKE
IPEICTaBISIIOT B CUCTEMY MOHUTOPMHIA HHCTPYKLIHIO 10 MEIUIMHCKOMY IPUMEHEHUIO
JEKapCTBEHHOTO IIpenapaTa, aKTyaJlbHYH0 Ha JaTy BBOJAA JIEKAPCTBEHHOIO IIpernapara B
rpaxxaaHckuit 060por. (B pen. [locranosnenus [IpaBurenscta PO ot 24.03.2023 N 468)

CY6T;CKTBI 06paH_ICHI/I$I JICKApCTBCHHLIX CpPCACTB, YKAa3daHHBLIC B a63auax BTOPOM U TpPECTHEM
HACTOAIICTO IIYHKTA, PETUCTPUPYIOT JICKAPCTBCHHBIC IIpCraparbl B CUCTEME MOHHUTOPHHIAa Ha
OCHOBAaHHUH BHCKTpOHHOﬁ 3asBKH, couepmameﬁ:

rJ100aNbHBIN HACHTU(PHUKAIIMOHHBIN HOMEP TOPrOBOM €IMHUIIBI;

HOMEDP PETHCTPALMOHHOIO YIOCTOBEPEHHs W JaTy PErMCTPalMM JIEKapCTBEHHOIO IIpemnapara B
rOCyJJapCTBEHHOM PEECTpe JIEKAPCTBEHHBIX CPELCTB.

O06paboTka TMOJYyYEHHBIX CBEACHUN OCYIIECTBISETCS B aBTOMATHUYECKOM pEXUME IyTeM
dopmHpoBaHUs 3ampoca Ha MOJy4YeHHE CBEIEHUH O JICKapCTBEHHOM IIpernapare M3 €JUHOMN
rocy/1apCTBEHHOW MH(POPMAIIMOHHON CHUCTEMBI B cdepe 3apaBOOXpaHEHHs] U HHPOPMAIOHHOTO
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pecypca, OOECHEeuMBAaIOIIEr0 YYeT U XpaHEHHWE JIOCTOBEPHBIX HaHHBIX O TOBapax IO
COOTBETCTBYIOLIEH TOBAPHOM HOMEHKJIATYpE.

34. Caenenusi, mpeacTaBisieMble CyObEKTaMU OOpalleHHs JIGKAPCTBEHHBIX CPEICTB B CHUCTEMY
MOHHUTOPHHTA ITPH BBOJIE B 000POT JIEKAPCTBEHHBIX MPENIAapaToB, MpHUBeAeHb! B npuioxenun N 3.

CBenenus, MpeaCTaBIsieMble CyObeKTaMu OOpalleHHs JIEKapCTBEHHBIX CPEICTB B CHCTEMY
MOHUTOPHHIA IIPU BBIBOJE M3 000POTA JIEKAPCTBEHHBIX MIPENapaToB, IPUBEACHbI B MpuiioxeHun N
4.

35. B pamkax BBoza B 0OOpOT JIEKapCTBEHHBIX IIpENapaToB Ha TeppuTopun Poccuiickoi
®denepannn, MPOU3BEACHHBIX Ha Tepputopun Poccuiickoit deneparnuu, cyObeKT oOpalieHHs
JIEKapCTBEHHBIX CPEJCTB, OCYLIECTBISAIOMMNA (PAcOBKY (YHaKOBKY) JIEKAPCTBEHHOTO IpenapaTra |
MapKUpOBKY YIaKOBOK JIGKAPCTBEHHBIX MpENaparoB CpPeACTBAMU  HJEHTU(UKALUU, [0
IIPEJICTaBICHNUs] CBEACHUM O JaJIbHEHIIMX OIlepalMsX C TaKUMHU JIEKAPCTBEHHBIMU IIperaparaMmu
MPEACTABISIET B CUCTEMY MOHUTOPHMHIA C HCIOJIb30BAHMEM YCTPOMCTBA PErMCTPallUM 3MHUCCUHU
CBeIeHMsI, TpeycMOoTpeHHble MyHKTOM | mpuiokenus N 3 k Hacrosimemy Ilonoxenuto. (B pen.
[Tocranosienuii ITpasutenscrea PO ot 30.08.2019 N 1118, ot 29.11.2023 N 2027)

IIpu ocymecTBieHnn 0TO60pa 00pa3IOB JIEKAPCTBEHHOrO IIpenapara B paMKax KOHTPOJI KauecTBa
IPOU3BEJCHHOTO JICKAPCTBEHHOTO TIpernapara CyObeKT OOpalieHHsl JIEKapCTBEHHBIX CPEJCTB,
OCYILIECTBIIIIOINN OTOOp 00pa3oB JIEKAPCTBEHHOIO IMIpenapara, IpEACTaBIsieT B CUCTEMY
MOHHUTOpPUHIa CBEJCHUS, INperyCMOTpeHHble myHKToM 1 mnpunoxenus N 4 x Hacrosmemy
[Monoxenwuto. (B pex. [locranosnenus [IpaBurenscrea P® ot 21.07.2020 N 1079)

Ao63an Tpetuii - Yrpatun cuiy. (B pen. [locranosnenus [IpaBurensctea PO ot 24.03.2023 N 468)

36. B pamkax BBOJa B OOOpOT JICKAPCTBEHHBIX IperapaToB Ha Tepputopuu Poccuiickoit
@®enepanyy, NPOU3BEACHHBIX 3a mpeaenamu Tepputopuu Poccuiickoit denepauuu, cyObekT
oOpallleHusi  JIGKAPCTBEHHBIX  CPENCTB,  SABIAIOIIMNCA  Jep)KaTeleM  WIH  BIaJeNbIeM
PETUCTPALIMOHHOTO YAOCTOBEPEHUS, WA TMPEICTABUTEIBCTBO HHOCTPAHHOM OpraHv3alvu Ha
tepputopun  Poccuiickont =~ @Pexepanuu, — ABISIOLIEHCS — JI€p)KaTelleM WM  BIAJEIBLEM
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUsI, TIPU 3aBEPIICHUM TPOU3BOJCTBEHHOM CTaJAUM YMAaKOBKHU (B
Clydyae MAapKHpPOBKM  IIEPBUYHOW  YINAKOBKM  JIEKAPCTBEHHOIO  Ipenapara  CpeACTBaMH
UIEHTU(UKAIIMU - TIPU 3aBEPIICHUM TPOU3BOJICTBEHHOW CTaauu (PaCOBKU) JIEKAPCTBEHHBIX
MpenapaToB WM MapKUPOBKH YIAKOBOK JIEKAPCTBEHHBIX MPENapaToB CPeACTBAMU HACHTU(UKAIINN
Ha TaMO>KEHHOM CKJIaJIe B COOTBETCTBHU C ab3alieM BTOPHIM MyHKTa 4 HacTosmiero [lomoxenus no
MPEACTABIICHUSI CBEICHUM O NAJBHEHMIIMX OINEpalMsaX C TaKMMH JIEKAPCTBEHHBIMU IIpenapaTaMu
MPEJCTABIISIIOT B CUCTEMY MOHUTOPUHIA C HUCIOJIb30BAHUEM YCTPOMCTBA PETHUCTPALMU IMHUCCHHU
CBEZICHMsI, TTpelycCMOTpeHHbIe MyHKTOM 3 mpunokeHus N 3 x Hacrosmemy [lonoxenuro. (B pern.
[TocranoBnenuit [IpaButensctBa P® ot 30.08.2019 N 1118, ot 21.07.2020 N 1079, ot 29.11.2023
N 2027)

[Ipy MapKupoBKe YIAaKOBOK JIEKAPCTBEHHBIX MpENapaTroB CPeACTBAMU HACHTU(UKAIUU Ha
TaMOXEHHOM CKJIaJie B COOTBETCTBHHM C ab3aieM BTOpPhIM IyHKTa 4 Hacrtosmero llomoxxeHus
CyOBeKT oOpalieHusi JIeKapCTBEHHBIX CPEACTB, SIBISIONIMICS JAep)KaTeleM WU BIAIEeNbIeM
PETUCTPAIMOHHOTO yJAOCTOBEPEHUS, WM MPEICTABUTEILCTBO HHOCTPAHHOM OpraHu3alu Ha
tepputopun  Poccuiickoit =~ @exepanuu, — ABIAIOLICKHCS — JE€pXKATENEeM WM BIAJEIbLEM
PETHCTPAIIMOHHOTO YJIOCTOBEPEHHS, 10 MPEACTABICHUS CBEICHUN, MPETyCMOTPEHHBIX ab3arem
NEpPBbIM  HACTOSIIETO  MYHKTa, MPEACTABISIOT B  CHUCTEMY MOHUTOPUHIA  CBEICHUS,
npexycMoTpeHHble nmyHKToM 3.1 npunoxkenus N 3 k Hacrosmemy Ilonmokenuto. (B pen.
[Tocranoenenus [IpaBurenscrBa P® ot 21.07.2020 N 1079)
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37. Ilpm BBO3€ JIEKapCTBEHHBIX mpenapatoB B Pocculickyto @Denepanuio I0MyCcKaeTcs
NpPECTAaBICHUE CBEACHUH B CHUCTEMY MOHHTOPUHTAa CyOBEKTOM OOpalieHHus JIeKapCTBEHHBIX
CPEICTB, OCYILECTBIISIIOLIMM OTIPY3KY JIEKApCTBEHHBIX IpenaparoB B Poccuiickyro denepanuro
(ranee - mpsMOW NOPSAJOK IPEACTABICHUS CBEJICHUM INPU BBO3€ JIEKAPCTBEHHBIX IIPENAapaToB B
Poccuiickyto ~ @enepanuio), wid  cyObEKTOM  OOpallleHHs  JIEKAPCTBEHHBIX  CPEICTB,
OCYILECTBIISIIOIIMM BBO3 JIEKAPCTBEHHBIX MpenapatoB B Poccuiickyto ®Denepanuio (naiee -
OoOpaTHBI TMOPSIOK IPEJCTAaBICHUS CBEIEHUH IIpU BBO3€ JICKAPCTBEHHBIX IIpenapaToB B
Poccuiickyro ®enepanuio), 3a HCKIIOYEHHEM Cilydass MapKUPOBKH YIAKOBOK JIEKAPCTBEHHBIX
IpenapaToB CpeICTBAMHM HACHTU(GUKAIMM HAa TAaMOXKEHHOM CKJIaJe B COOTBETCTBMM C ab3aueM
BTOpbIM nNyHKTa 4 Hactosuiero Ilonoxenus. (B pen. Ilocranosnenus IlpaBurenscrBa P® ot

21.07.2020 N 1079)

Pemennie o BbIOOpe MpsIMOro MOpsiAKa MPEACTABICHUS CBEICHHI NpU BBO3E JIEKAPCTBEHHBIX
npemnapatoB B Poccuiickyro @enepanuio 1100 00paTHOrO MOpsIKa MPECTaBICHUSI CBEICHUN TpH
BBO3€ JIEKAPCTBEHHBIX TmpernapatoB B Poccuiickyro @Denepanuio NpUHUMAETCS CyObEeKTaMu
oOpaleHusi JeKapCTBEHHBIX CPEACTB, MPEICTABISIONMIMMHU TAaKUE CBEIACHUS, CaMOCTOATENHHO. (B
pexn. ITocranosnenus IIpaBurenancrea PO ot 21.07.2020 N 1079)

B ciywae BpIOOpa MpsIMOTO TOpSIKAa MPEACTABICHUS CBEICHH NpPHU BBO3E JIEKAPCTBEHHBIX
npenapatoB B Poccuiickyto @enepanuio cyObeKT oOpalieHHs JIeKapCTBEHHBIX CpEICTB,
ABIIAIOIIMICSA ~ JepXaTelieM WIM  BJIAJENIbLIEM  PErUCTPALIMOHHOTO  YAOCTOBEPEHUS,  WIIHU
IIPEJICTaBUTEIILCTBO HMHOCTPAHHOM opraHuM3auuu Ha Ttepputopun Poccuiickoit ®Penepanum,
ABJIAIOLLEHCS Jiep)KaTesleM WM BJaJelblieM PErMCTPAllMOHHOIO YIOCTOBEPEHMs, B TeueHue 45
pabouux JHEH C JaThl OTIPY3KH JIEKAPCTBEHHBIX npenapatoB B Poccuiickyro dDenepanuto 10
JOCTaBKH JIEKAPCTBEHHBIX IMIPENapaToB B MECTO MPUOBITHS Ha Tepputopun Poccuiickoit @eneparum
U NIPEICTABICHUS CBEACHUM O NaJbHEMIINX ONEpalysaX C TAKUMH JIEKapCTBEHHBIMM IIperapaTaMy
NPECTABISIIOT B CHCTEMY MOHUTOPHHTA CBEJICHHS, TPEYCMOTPEHHBIE ITyHKTOM 4 niprinoxenus N 3
K Hactosimiemy [Tonoxenuto. (B pen. [Tocranosnenus [Ipasurenscrea PO ot 21.07.2020 N 1079)

[Tpu 3TOM CyOBeKT oOpalleHHs JeKapCTBEHHbIX CPEACTB, OCYIIECTBISIOUINM BBO3 JEKapCTBEHHBIX
npenapatroB B Poccuiickyto ®Dexepanuio, B TeueHHEe S5 padoumx JHEH C JdaThl JOCTaBKH
JIEKapCTBEHHBIX IMpernaparoB B MeCTO NpUObITHS Ha TeppuTopuu Poccuiickoit denepanuu u
perucrpany B CHUCTEME MOHMTOPHMHIA CBEJIEHUH 00 OTrpy3Ke JIEKAPCTBEHHBIX IpPENapaToB B
Poccuiickyro ®enepanuio A0 NPEACTABICHUS CBEACHUM O JAJIBHEHIIMX OINEpalusaX C TaKUMH
JIEKapCTBEHHBIMU IIpernaparaMyd IOATBEPXKAAET JOCTOBEPHOCTh CBEACHMUM, COAEpKALIUXCS B
CUCTEME MOHHUTOPHHIA, IIyTeM IPEJICTaBICHHUs CBEJEHUH B CHUCTEMY MOHHUTOPHHIA,
IPEeyCMOTPEHHbIX NYHKTOM 7 mnpuioxeHuss N 3 k Hacrosmemy [lonoxenutro. (B pen.
[Tocranosnenus [IpaBurensctea PO ot 21.07.2020 N 1079)

B cnyuae BpIOOpa OOpaTHOro mnopsiaKa HpPEJICTaBICHUS CBEIEHUN MpU BBO3E JIEKAPCTBEHHBIX
npenapatoB B Poccuiickyto @enepanuio cyObeKT oOpaimieHus JIeKapCTBEHHBIX CpEJACTB,
OCYILECTBISIIOIINM BBO3 JIEKAPCTBEHHBIX IpenapatoB B Poccuiickyro Penepannio, B TE€UEHHE S
pabouux JHEH ¢ AaThl JOCTABKM JIEKAPCTBEHHBIX MpPENapaToB B MECTO MPUOBITHS Ha TEPPUTOPUH
Poccuiickoit ®enepanuu WiM JaThl 3aBEpIICHHS arperupoBaHus (B CiIydae OCYIIECTBICHHUS
arperupoBaHMs JICKAPCTBEHHBIX MPENapaToB MOCe UX JOCTABKU B MECTO NMPHOBITUS HA TEPPUTOPUU
Poccuiickoit ®@enepamnuu) 10 MPEACTABICHUS CBEICHUNW O TPUHITHH PEHICHUS TaMO>XCHHBIMH
OpraHaMH O BBIITyCKE JIEKAPCTBEHHBIX MPENapaToB Ui BHYTPEHHET0 MOTPeOIeHUs IPEe/ICTaBIIsET B
CUCTEMY MOHMUTOpPUHTA CBEJIEHUS, IPEYyCMOTPEHHbIE MyHKTOM 5 mpuioxeHuss N 3 k HacTosiemy
[MTonoxenwuto. (B pex. [locranosnenus [IpaBurenscrea P® ot 21.07.2020 N 1079)

HpI/I 9TOM CY6’beKT 06pa1ueHI/151 JICKApCTBCHHBIX CpPCIACTB, SIBIISIFOIIMICS ACPIKATCIIEM UJIN
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BJIAJENIBIIEM  PErUCTPALMOHHOIO  YAOCTOBEPEHUS, WIM MPEACTaBUTEIbCTBO HHOCTPAHHOMN
opranuzanuu Ha Tepputopun Poccuiickoin @enepanuu, SBISIOLIENCS AEPKATEIEM WIH BIIAJIEIbLIEM
PETrUCTPALIMOHHOTO YAOCTOBEPEHHS, B T€UEHHUE 5 pabouux THEH C JaThl PEruCTpalld B CUCTEME
MOHUTOpPUHIA CBEICHUM O BBO3€ JIEKAPCTBEHHBIX IpenaparoB B Poccuiickyro denepauuio 10
MIPEACTABICHUS] CBEACHUI O AAJBHEMIINX OINEpauusx C TAaKMMH JIEKApCTBEHHBIMM IpenapaTaMu
NOJATBEPXKJIAIOT JIOCTOBEPHOCTh CBEACHUMN, COAEPXKAIIUXCS B CUCTEME MOHMTOPHMHIA, IyTEM
MPEJICTaBICHUS CBEICHUN B CUCTEMY MOHUTOPUHTIA, MPEAYCMOTPEHHBIX MMyHKTOM 7 mpuiioxkeHus N
3 x Hactosimemy [lonoxkenuto. (B pea. [Tocranosnenus [IpaButenscrea PO or 21.07.2020 N 1079)

Jo 1 wmrons 2021 r. moATBEp)KJIEHUE JTOCTOBEPHOCTU CBEIEHUM, IPEACTABISEMBIX B CUCTEMY
MOHMTOPHMHIa IIPM BBO3€ JIEKAPCTBEHHBIX IpenapatoB B Pocculiickyro ®enepanuto, BIpase
OCYILECTBIISATh CYOBEKT OOpalleHHs! JIEKAPCTBEHHBIX CPEACTB, SBISIOMIMKCS Aep)KaTelieM WIN
BIAJCIBLEM PETUCTPALMOHHOIO  YAOCTOBEPEHHUS, WIM IPEACTABUTEIBCTBOM HHOCTPAHHOU
opranuzanuu Ha Tepputopun Poccuiickoit @enepauuu, SBIAIOLIENHCS AEPKATEIEM WA BIIAJEIbLEM
PETUCTPALIMOHHOIO YJIOCTOBEPEHMS], B COOTBETCTBUHU C a03alleM IIECThIM HACTOALIETO MyHKTa WU
OlepaTop CHUCTEMbl MOHUTOPUHIA IIyTEM NPOBEPKUM HAIWYUSA B CHUCTEME MOHUTOpPHHIa
3apeTUCTPUPOBAHHOTO  MJeHTU(UKaTopa CcyObekTa oOOpalleHHs JIeKapCTBEHHBIX CpEICTB,
ABIIAIOLLETOCS  JIEp)KAaTEIeM WM BIAAEIBbLEM  PErucTPalMOHHOIO  YIOCTOBEPEHHUs, WIIHU
IIPEJICTaBUTENILCTBA HWHOCTPAHHOM oOpraHuszauuu Ha Tepputopun Poccuiickoit ®Penepanum,
ABJIAIOLLEHCS JepXaTelleM WIM BIIAJENIbLIEM PETUCTPALIMOHHOTO YAOCTOBEPEHUS, a TaKxKe
3apEeTUCTPUPOBAHHOTO  KOAA  WACGHTU(QHUKALIMKM WIM  KoJa  HACHTU(PHUKAIMU  TPEeTHYHOU
(TpaHCHOPTHOM) YIIaKOBKH JIEKAPCTBEHHOTO IIpenapaTa, B KOTOPOH HaXOAUTCS 3TOT JIEKAPCTBEHHBIN
npenapar (B cilydae nepefayd TPETUYHOM (TPaHCHOPTHOM) yHakOBKH JIEKAPCTBEHHOIO Ipernapara
nenukoMm). Ilo pesynabTaraM Takoil MpoBEpKH OMEPATOP CUCTEMbl MOHUTOPHHIA C UCIIOJIb30BAaHUEM
(yHKLIHMOHAIa CUCTEMbl MOHUTOPUHIA OTIPABISIET CyObEKTY 0OpallleHHsl JeKapCTBEHHbBIX CPEJICTB,
paHee OCYIIECTBUBIIEMY IPEJCTABIEHUE B CHUCTEMY MOHUTOPUHIA CBEIECHUN O Mpeablaylieit
olepauuy C JIEKapCTBEHHBIM IIPENapaToOM, YBEIOMJICHHE O TMPEACTABICHUU CBEICHUN B
COOTBETCTBUU C al3alleM IMATHIM HACTOSIIEro IMyHKTAa C YKa3aHUEM CBEIECHUN, NPOBEPEHHBIX
OIepaTopoM cucTeMbl MOHUTOpUHTA. (B pea. [locranosnenus [IpaBurenscta PO ot 02.11.2020 N
1779)

[Ipy MapKupoBKe YMAaKOBOK JIEKAPCTBEHHBIX MPENapaToB CpeICTBaMU HJACHTU(UKALMK Ha
TaMOXEHHOM CKJIaJle B COOTBETCTBMHM C a03aieM BTOpbIM IMyHKTa 4 Hacrtosmero llomoxeHus
CyOBeKT oOpalleHusi JIEKApCTBEHHBIX CPEACTB, SBISIONIMICS JAep)KaTeleM WU BIaeNbleM
PETUCTPALIMOHHOTO YAOCTOBEPEHUSA, WM MPEACTABUTEIBCTBO HWHOCTPAHHOM OpraHu3alvu Ha
tepputopun  Poccuiickont =~ dPexepanuu, — ABIAIOLICKHCS — JEpXKaTelleM WM BIAJEIbLEM
PETUCTPAIIMOHHOTO YJOCTOBEPEHHUS, B TEUCHHE 5 paboumMx THEH C JaThl 3aBepIIEHUsS MapKUPOBKU
YIaKOBOK JIGKAPCTBEHHBIX MPENapaToB CPEACTBAMHU HACHTU(DUKAIMKM HAa TaMOXXEHHOM CKIafe [0
MPEJCTABICHUSI CBEICHUM O NAIBHEHMIINX OINEpalMsAX C TAKUMH JICKAPCTBEHHBIMU IpenapaTaMu
MPEJICTABIISIIOT B CUCTEMY MOHUTOPHHTA CBEICHMSI, IPEAYCMOTPEHHBIe MyHKTOM 4 TipuinokeHust N 3
K Hactosiemy [lonoxxenuto. (B pex. [Tocranosienus [IpaButenscrBa P® ot 21.07.2020 N 1079)

[Ipu sToM CyOBEKT OOpaimieHus JIKapCTBEHHBIX CPEACTB, OCYIIECTBUBIIMK BBO3 JIEKAPCTBEHHBIX
npernapatoB B Poccuiickyto denepanuio, B TeueHHUE 5 pabo4yux JHEW C JaThl PETUCTPALUU B
CHCTEME MOHHUTOPHHTA CBEICHHM, MPETYCMOTPEHHBIX a03aIieM BOCHMBIM HACTOSIIETO TMYHKTA, 110
MIPEACTABICHUS] CBEACHUI O MAJbHEWIIMX OIepalusix C TaKUMH JIEKAPCTBEHHBIMU Ipenaparamu
MOATBEPKIAET JTOCTOBEPHOCTh CBEACHUW, COJEPNKANIUXCA B CHUCTEME MOHUTOPUHIA, MYTEM
MPEJICTaBICHUS CBEJCHUI B CHCTEMY MOHUTOPHUHTA, MPEAYCMOTPEHHBIX MyHKTOM 7 mpuioxkenus N
3 x HacrosmeMy [Tomoxxenuto. (B pen. [Tocranosnenwuii [TpaBurenscTa P® ot 21.07.2020 N 1079,
ot 02.11.2020 N 1779)
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Ho 1 wmrons 2021 1. mpu MapKHpPOBKE YIIAKOBOK JIEKAPCTBEHHBIX IIPENapaToB CpeACTBAMH
UACHTH(DHUKAIIMY Ha TAMOKEHHOM CKJIaJie B COOTBETCTBUU C a03aIleM BTOPHIM IyHKTa 4 HACTOSIIIETO
[TonokeHus mnpeAcTaBIeHUE B CHUCTEMY MOHMTOPHUHTA CBEICHHM B COOTBETCTBUU C ab3aleM
BOCHMBIM HACTOSIIETO MTYHKTA BIIPABE OCYIIECTBISITh CYOBEKT OOpaIeHHS JIEKAPCTBEHHBIX CPE/ICTB,
OCYIIECTBUBILIKN BBO3 JIEKAPCTBEHHBIX IpenapaToB B Poccuiickyio denepaliuio, U NOATBEPKACHHUE
UX JIOCTOBEPHOCTHU BIIPABE OCYIIECTBIATH OINEPATOP CUCTEMbl MOHUTOPHHIA IyTEM HPOBEPKHU
HAJIM4YUsl B CHCTEME MOHHUTOpPUHIA 3aperMCTPUPOBAHHOTO HJEHTH(HUKATOpa CyObeKkTa OOpalieHus
JIEKapCTBEHHBIX CPEACTB, SIBIISIOIIETOCS JIEp)KATEIEM WIM BIAJEIbLEM PETUCTPALMOHHOIO
YAOCTOBEpPEHUS, WIN MPEAICTABUTEIHCTBA HHOCTPAHHON OpraHu3alu Ha Teppuropun Poccuiickoii
@enepanuy, SBIAIOMIEHCS IEpXKATEIEM WM BIAJENbLEM PErMCTPAllMOHHOTO YJIOCTOBEPEHHUS, a
TaK)K€ 3aperMCTPUPOBAHHOIO KOJAa HWIACHTHU(PHUKAMU WM KOJAa HUIACHTU(DUKAIMH TPETHUYHON
(TpaHCHIOPTHOI#1) yITAaKOBKH JICKAPCTBCHHOTO Mperapara, B KOTOPOi HaXOAUTCS TOT JICKApPCTBEHHBIN
npenapart (B ciaydyae mepesayd TPETUYHOM (TPaHCIOPTHOM) YHMAaKOBKM JIEKAPCTBEHHOTO Iperapara
uenukoM). [lo pesynbpTaTam Takoil MPOBEPKU OMEPATOP CUCTEMbl MOHUTOPUHTA C MCIOJIb30BaHUEM
(byHKIIMOHAIa CUCTEMbl MOHUTOPUHTA OTIIPABISIET CyOBEKTY OOpalieHus JIEKapCTBEHHBIX CPENICTB,
paHee OCYIIECTBUBIIEMY IMPEACTABICHHE B CHUCTEMY MOHUTOPHHIA CBEACHUN O Mpeablaylen
oTepaluu ¢ JeKapCTBEHHBIM MpEnapaTtoM, yBeAOMIICHHE O MPEACTABICHUU CBEICHUN C yKa3aHHEM
CBEJICHUN, TIPOBEPEHHBIX OMNEPATOPOM CHUCTEMbl MOHUTOpHHTa. (B pea. I[locTraHoBneHus
[TpaButenscTBa PD or 02.11.2020 N 1779)

[Tonoxenus ab3aleB ceAbMOTO M JECATOTO HACTOSIIEr0 IYHKTa HE pPaclpoCTPaHSAIOTCS Ha
JICKapCTBEHHbIE TpenapaTsl, NpeAHa3HAYCHHbIE sl OOeCTeYeHHs I, OOJIbHBIX TeMO(WIUEH,
MYKOBHUCIM/I030M,  TUMO(QU3apHBIM  HaHU3MOM, Oone3Hbto  ['ome,  37I0KaueCTBEHHBIMU
HOBOOOPA30BaHUAMH JIUM(OHUIHOW, KPOBETBOPHOW W POJCTBEHHBIX MM TKaHEW, pacCesHHBIM
CKJIEpO30M, TI'€MOJMTUKO-YPEMUYECKUM CHHIPOMOM, IOHOUIECKMM apTPUTOM C CHUCTEMHBIM
HayayioM, MmykonojucaxapuaozoMm |, Il u VI Tumnos, ammacruueckoil aHeMuel HEyTOYHEHHOM,
HacneAcTBeHHbIM AedunutoM (akropoB Il (pubpunorena), VIl (mabunsHoro), X (Crroapta -
[Ipayspa), nui mociae TpaHCIUIAHTAIIMM OpraHoB © (wiu) TkaHe. (B pen. IlocraHoBienus
I[TpaButenbcTBa PO ot 02.11.2020 N 1779)

[lpr coBepIeHNHM TaMOXXEHHBIX OMNEpPAlii MpPU TaMOXXEHHOM JEKJIAPHPOBAHWUU W TTOMEIICHUH
JEKapCTBEHHbIX TMpernaparoB IMOJ TaMOXXEHHYIO TMpOLEAYpY BBINyCKa Uil BHYTPEHHETro
notpebsieHus: TaMokeHHbI opraH: (B pex. IlocranoBnenus IlpaButensctBa PO ot 21.07.2020 N
1079)

3ampamgBaeT B CHUCTEME MOHUTOPMHIA CBEIEHUS O KOJA€ UACHTUGUKAIMM WM KOJe
UACHTU(DUKAIIMY TPETUYHOM (TPaHCHOPTHOM) YMAaKOBKHM JIEKAPCTBEHHOI'O Ipernapara, B KOTOPOH
HaXOJUTCs TaKOH JIEKapCTBEHHBIN Ipernapar (B ciaydyae BBO3a TPETUUYHOM (TPaHCIOPTHOM) yIIaKOBKU
JIEKapCTBEHHOI'0 IpernapaTta LEeIUKOM), JJIs OCYIIECTBICHUS CBEPKH C JAHHBIMH, YKa3aHHBIMU B

Jeknapanuu Ha ToBapsbl; (B pen. Ilocranosnenuii IlpasurensctBa PO or 21.07.2020 N 1079, or
24.03.2023 N 468)

no 1 ¢espans 2021 r. B ciiyuyae HemocTymjieHHs B EJMHYIO aBTOMAaTH3MPOBAaHHYIO CHCTEMY
TaMOKEHHBIX OPraHOB 3alpalliBaeMbIX B CHCTEME MOHUTOPHHTA CBEACHUN O KOJI€ UACHTU(PUKAIIIH
WIA KOJ€ WACHTHU(PHUKAIMK TPETUUHOW (TPAHCIIOPTHON) YHMAKOBKH JICKApPCTBEHHOI'O INpernapara, B
KOTOPOM HaXOJMUTCS TaKOH JIeKapCTBEHHBIN Mpemnapar (B cayyae BBO3a TPETHUHOM (TPaHCIIOPTHOM)
YIAaKOBKHM JIEKAPCTBEHHOTO IIpernapara IIeTUKOM), B TEYeHHWe 2 YacoB paboyero BpeMEHH
TaMOXXEHHOI'0 OpraHa ¢ MOMEHTa HaIpaBJIEHUs COOTBETCTBYIOLIETO 3alpoca, CBEpKa C JaHHBIMH,
YKa3aHHBIMH B JIEKJIapalliy Ha TOBaphbl, HE Mpou3BoauTcs. [Ipu 3TOM OoTCyTCTBHE TaKOW CBEPKU HE
SBJISIETCS IPETIATCTBUEM JUISl BBIITyCKa JJIsl BHYTPEHHET 0 MOTPeOIeHuUs JIEKapCTBEHHBIX MIPENapaTos;
(B pen. ITocranosnenuii [IpaButenscra PO ot 02.11.2020 N 1779, ot 24.03.2023 N 468)
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nepefaeT B CHCTEMY MOHUTOPHMHIA JaHHbBIE O BBIIYCKE JUIsl BHYTPEHHEro IOTpeOIeHUs
JIEKapCTBEHHBIX npemnapaToB. (B pen. [locranosnenus [IpaButenscrta PO ot 21.07.2020 N 1079)

[Ipu BHECEeHHM U3MEHEHHI B CBEACHUS, YKAa3aHHbIC B JACKJIapallii Ha TOBaphbl, B TEUEHUE 5 pabounx
JTHEHl 1ocie BHECeHHsS W3MEHEHHUH B JEKJIapalyi0 Ha TOBAaphl TaMOKEHHBIM OpraH mnepenaeT B
CHUCTEMy MOHUTOPHHIAa CKOPPEKTHUPOBAHHBIC JIaHHBIE O JIEKAPCTBEHHOM Iipemnapare. (B pel.
[Tocranosienus [IpaButenscTBa PD ot 24.03.2023 N 468)

[Tpu nepenaye npaB cOOCTBEHHOCTH B 30HE TAMO>KEHHOT'O KOHTPOJIS HA JIEKAPCTBEHHBIE MTPETapaThl,
MOMEIIEHHbIE TO0J] TaMOXXEHHYIO TMpOLENypy TaMOXXEHHOr0 CKJIaJa, CyObeKT oOpalieHus
JIEKapCTBEHHBIX CPEACTB, OCYLIECTBIIAIOLIMI BBO3 JIEKAPCTBEHHBIX MpenaparoB B Poccuilckyro
Oenepanuio, B TeueHue 5 pabouynx AHeN ¢ AaTbl 0GOPMIIEHUS COOTBETCTBYIOUIMX JOKYMEHTOB O
nepeaaye mpaBa COOCTBEHHOCTH Ha JIGKAPCTBEHHBIE Iperaparhl A0 IMPEICTABICHHUS CBEICHUH O
JaIbHEHIINX ONEPALMAX C JIEKAPCTBEHHBIMU MpPEMapaTaMy MPEACTABISIET B CHCTEMY MOHUTOpPHHIA
CBECHMSI, IPEyCMOTpEeHHbIE NMyHKTOM 6 npuiokeHus N 3 k Hacrosmemy [lonoxenuto. (B pen.
[Tocranosienus IIpaButenscTBa PP ot 21.07.2020 N 1079)

Ipu 5TOM CyOBEKT OOpaIleHHs JTEKAPCTBEHHBIX CPEACTB, KOTOPOMY OCYIIECTBIICHA Mepe/ada mpas
COOCTBEHHOCTH Ha JICKapCTBEHHBIM IPErapar, MOMEIICHHBIN [0l TAMOXCHHYIO MPOIEIYPY
TAMOXKEHHOTO CKIiaJa, B Te4eHue S5 paboumx AHEH ¢ Jarthl OGOPMICHHS COOTBETCTBYIOIIUX
JOKYMCHTOB O Iepelade MpaBa COOCTBEHHOCTH Ha JICKAPCTBEHHBIN Tperapar W PEerucTpanud B
CHCTEME MOHHMTOPHHIA CBEJCHHN O TEPEelaHHbBIX JIEKAPCTBEHHBIX Mpernaparax J0 MPEACTaBICHUS
CBEICHHI O [AIbHEHIIMX ONEpalisXx C JIEeKapCTBEHHBIMH MpermapaTaMi  I[OITBEPXkKIAeT
JIOCTOBEPHOCTh ~ CBEJCHHM, CONCPXKAIIMXCS B CHCTEME MOHHTOPHHTA, O [PUHHMAEMBbIX
JIGKapCTBEHHBIX ~Tperaparax IyTeM MpPEJICTABICHHUS CBCICHUA B CHCTEMYy MOHUTOPHHTA,
HpeaycMOTpeHHbIX myHkToM 7 mpunoxennss N 3k  Hacrosmiemy Ilonokenuro. (B pen.
[Tocranoenenus [IpaBurensctBa P® ot 21.07.2020 N 1079)

IIpn mnepeMeleHUH JIEKapCTBEHHBIX IIPENaparoB MeEXAY 30HAMHM TaMOXXEHHOIO KOHTPOJI,
OCYHIECTBIISIEMOM IOCJIE MPUOBITUS JIEKAPCTBEHHBIX IIPENAapaTOB B MECTO JTOCTABKH, OMPEEIEHHOE
CyObEeKTOM OOpallleHUs] JIEeKapCTBEHHBIX CPEICTB, OCYILECTBISIOUIMM BBO3 JIEKAPCTBEHHBIX
npenaparos B Pocculickyro denepanuio, B MEXIYHAPOIHBIX TOBAPHO-TPAHCIIOPTHBIX JOKYMEHTAX,
CyOBeKT oOpalleHHsl JeKapCTBEHHbBIX CPEACTB, OCYIIECTBISIOUINNA BBO3 JIEKAPCTBEHHBIX IpEenapaToB
B Poccuiickyto ®egepanuio, uiaum cyObeKT O0OpalleHHsl JIEKAPCTBEHHBIX CPEJICTB, KOTOPOMY
OCYILIECTBJIEHA Tepesadya MpaB COOCTBEHHOCTH Ha JIEKAPCTBEHHBIM INpemapar, MOMELICHHBIH Mo
TaMOKEHHYIO TMpOLETypy TaMOKEHHOTO CKiaJla, B TedeHHe 5 pabouumx JOHEH C JaThl TaKoro
NEepPEMEIICHUST [0 IMPEACTABICHUSA CBEACHUNM O JaJbHEHIIUX Olepauusx C JIEKapCTBEHHBIM
IpernapaToM IMpeACTaBIseT B CUCTEMY MOHUTOpPUHIA CBEACHHUS, NMPEAYCMOTPEHHBIE MYyHKTOM &
npunoxenuss N 3 k Hactosimemy Ilonoxenuto. (B pen. Ilocranonenus IlpaButensctBa PO ot
21.07.2020 N 1079)

A03an aBaanateiid. - Yrparun cuiny. (B pea. [Toctanosnenus [IpaBurensctBa PO ot 24.03.2023 N
468)

[Ipy mnepemelnieHUn JEKapCTBEHHBIX NPErapaToB W3 30HbI TaMOXXEHHOTO KOHTPOJIA CyOBEKT
oOpalieHus JIeKapCTBEHHBIX CPEACTB, OCYIIECTBIIAIONINI BBO3 JIEKAPCTBEHHBIX IIpPENapaToB B
Poccuiickyro @enepanmio, Wid CyObeKT OOpalleHHs] JIEKapCTBEHHBIX CpPENCTB, KOTOPOMY
OCYILIECTBJIEHA Tepeaya MpaB COOCTBEHHOCTH Ha JIEKapPCTBEHHBIE Iperaparhl, MOMEIIEHHbIE O]
TaMOKEHHYIO TPOIEeNypy TaMOXEHHOIO CKJIaja, B TeueHue S5 padouux IHEH C JaThl IPUEMKH
JIeKapCTBEHHBIX MPenapaToB Ha (papMaleBTUYECKUN CKIIa1 U 3aBEepILIECHUS] TAMOKEHHON MPOLETyphI
BBIITYCKa TOBapa AJid BHYTPCHHETO HOTpe6J'IeHI/I$I (I/IJ'II/I C aThl pCHICHUSA O BBIITYCKE JICKAPCTBCHHBIX
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npenaparoB s BHYTPEHHETO TOTPEOJEHUs, TPHHATOTO TAMOKCHHBIMH OpraHamu) Ji0
IIPEACTABIICHUS CBEICHMM O JAJIBHEMIIMX Olepauusx C JIGKapCTBEHHBIMM IIpenaparamu
IpE/ICTaBIseT B CUCTEMY MOHMTOPHHIA CBEJCHHUS, IIPEAYCMOTpeHHbIEe MyHKTOM 10 mpunoxenus N
3 x Hactosimemy [lonoxkenuto. (B pea. [Tocranosienus [IpaButenscrBa PO ot 24.03.2023 N 468)

37.1. Iyt yrpatun cuiy. (B pen. [Tocranosnenus [IpasurensctBa PO ot 24.03.2023 N 468)

38. Ilpu BBO3€ JIeKapCTBEHHBIX MpenaparoB B Poccuiickyro denepanuio U3 rocyJapcTB - WICHOB
EBpasuiickoro »KOHOMHYECKOIO COI03a [OIYCKAaeTCsl IPEACTABICHUE CBEACHUM B CUCTEMY
MOHHUTOPHUHTa CYOBEKTOM OOpalleHHs] JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBISIOUIUM OTIPY3KY
JIEKapCTBEHHBIX MpenapatoB B Poccuiickyto denepanuto (nanee - npsaMon NOpsI0K MPeCTaBICHUs
CBEJICHWI TIIPU BBO3€ JIEKAPCTBEHHBIX IpemnapaToB B Poccuiickyro denepanuro u3 rocyaapcrs -
yieHOB EBpa3uiickoro 3KOHOMHYECKOI'O COI03d), WIM CyOBEeKTOM oOpallleHusl JEeKapCTBEHHBIX
CPEICTB, OCYLIECTBIISIIOIINM MPUEMKY Ha (apMalleBTUUECKUN CKJIaJl JIEKapCTBEHHBIX IperapaToB
Ha Tepputopuu Poccuiickoit ®@enepanuu (nanee - oOpaTHBIM MOPSAIOK MPEACTABICHUS CBEICHUMN
IIpU BBO3€ JIEKAPCTBEHHBIX IpenaparoB B Poccuiickyro denepanuio U3 TOCYyAApCTB - UYJIECHOB
EBpasuiickoro sxoHoMu4eckoro coro3a). (B pex. Iloctanosnenus [Ipasurenscta PO ot 21.07.2020

N 1079)

Pemenne o BbpIOOpe MPsIMOro MOpsIKa HPEICTABICHUS CBEACHUN INpPU BBO3E JIEKAPCTBEHHBIX
npenaparos B Pocculickyro @enepanuio U3 rocyaapcTs - WICHOB EBPasuiiCKOro 3KOHOMHYECKOTO
coro3a 1060 00paTHOro MopsiaKa NPeJCTaBICHNUs CBEJCHUN IPU BBO3€ JIEKAPCTBEHHBIX IpenapaToB
B Poccniickyro ®enepanuio U3 TOCyAapcTB - 4JI€HOB EBpa3MiiCKOrO 3KOHOMHYECKOIO COIO3a
OpUHUMAeTCs CyObeKTaMu OOpalleHHs JICKapCTBEHHBIX CPEJCTB, MNPEACTaBISIOLIMMH TaKHUe
CBEJIICHHUs1, CaMOCTOATEIbHO. (B pel. [loctanoBnenus [IpaBurensctBa PO ot 21.07.2020 N 1079)

B ciyudae BbIOOpa HpAMOro mnopsakKa IpPEACTaBICHUs CBEJCHUH IpU BBO3€ JIEKapCTBEHHBIX
npenaparos B Pocculickyro @enepanuio U3 rocyaapcTs - WICHOB EBPa3suiiCKOro ’KOHOMHUYECKOTO
COr03a CyOBeKT OOpalleHHs JICKapCTBEHHBIX CPEJCTB, SBIAIOLIMICS JepKaTeleM WIH BajieiblieM
PErUCTPALIMOHHOIO YAOCTOBEPEHUS, WIM IPEACTABUTEIBLCTBO HHOCTPAHHOM OpraHU3allMd Ha
teppuropun  Poccuiickoit ~ Pepepauuu, — ABIAIOIIECHCS — ACpXKATENEM  WIU  BIIAJEIbLEM
PEruCTPaIiOHHOTO0 YJIOCTOBEPEHHUS, B T€UeHHE 5 pabouux JHEW ¢ AaThl OTIPY3KH JIEKAPCTBEHHBIX
npenaparos B Pocculickyro ®@enepanuio U3 rocyaapcTs - 4WICHOB EBPasuiiCKOro 3KOHOMHYECKOTO
CO3a J0 NPEICTABICHHUS CBEICHHHW O MAIBHEHWIINX OIepalusix ¢ TAKUMH JIEKapCTBEHHBIMHU
IpernapaTamMy IPeICTaBISIIOT B CUCTEMY MOHUTOPHHIA CBEIEHUS, NPEAYCMOTPEHHBIE IyHKTOM 11
npuinoxkeHuss N 3 k Hactosemy Ilonoxkenuto. (B pexn. Ilocranosnenus IlpaButensctBa PO ot

21.07.2020 N 1079)

[Ipu »TOM CyOBEKT OOpalleHusl JEKAPCTBEHHBIX CPEJACTB, OCYLIECTBISAIOMIMKA NpPUEMKY Ha
(dapmalieBTUYECKUH CKJIaJ] JJEKapCTBEHHBIX MpenaparoB Ha Teppuropun Poccuiickoit denepanuu, B
TedyeHue 5 pabouux JAHEH ¢ AaThl MIPUEMKH JICKAPCTBEHHBIX MPENapaToB U PETUCTPAIMU B CUCTEME
MOHMTOPHMHTA CBEJEHHUIN 00 OTTpy3Ke JIEeKapCTBEHHBIX MpernapartoB B Poccuiickyio denepanuio u3
TrOCy/1apCTB - WIEHOB EBpa3suiiCKOr0 3KOHOMHMUYECKOTO CO03a /10 MPEACTABIEHUS CBEACHHUH O
JAIbHEUIINX ONEPaLUAX C TAKUMH JIEKAPCTBEHHBIMH MpenapataMu MOATBEPKIaeT JOCTOBEPHOCTD
CBEICHM, COJEPKAIMXCA B CUCTEME MOHUTOPHUHIA, IYTEM IPEACTABICHUS CBEICHUN B CHUCTEMY
MOHHMTOPHHTA, MPEAYCMOTPEHHBIX NMyHKTOM 7 mpuioxeHuss N 3 k Hacrosimemy I[lonoxenuto. (B
pen. [TocranoBnenus I[IpaBurenscrBa P® ot 21.07.2020 N 1079)

B cnyuyae BbpIOOpa OOpaTHOro mnopsiaKka MHpPEJICTaBICHUS CBEIEHUN NpU BBO3E JIEKAPCTBEHHBIX
npenapatos B Poccuiickyro denepannio U3 rocy1apcTs - 4wieHOB EBpasuiickoro "KOHOMHUYECKOTO
coro3a CyOBeKT OOpallleHus JeKapCTBEHHBIX CPEACTB, OCYIIECTBISIOIIUMN MPUEMKY Ha
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(dapmareBTUUECKHil CKJIaJ JICKapCTBEHHBIX IpenapaToB Ha TeppuTopun Poccuiickoit denepanun
npu BBO3e B Poccuiickyro ®enepanuio U3 rocyJapCcrB - 4ie€HOB EBpazHiiCKOrO0 3KOHOMHUYECKOTO
COI03a, B TeUeHHe 5 pabouux JIHEH ¢ JaThl IPUEMKHU JIEKapCTBEHHBIX IPENapaToB 0 MPEACTABICHUS
CBEJCHMM O JAIbHEWIIMX ONEpalusX C TaKUMHU JIEKapCTBEHHBIMM IIperapaTaMy IpEACTaBIseT B
CHCTEMY MOHHMTOPUHIA CBEJICHUS, IIPeyCMOTpEeHHbIe MyHKTOM 12 npuioxkenus N 3 k Hacrosiemy
[Monoxenwuto. (B pex. [locranosnenus [IpaBurenscrBa PO ot 21.07.2020 N 1079)

[Ipu 3TOM CYOBEKT OOpalieHusi JIEKAPCTBEHHBIX CPEACTB, SBISAIOMIMKCS JAep)KaTesieM WIn
BJIAJENIBIIEM  PErUCTPALMOHHOIO  YAOCTOBEPEHUs, WIM MPEACTaBUTEIbCTBO HHOCTPAHHOMN
opraHusanuu Ha teppuropun Poccniickoit @enepannu, siBIAOMIEHC AepKATEIEM WM BIAICIbIEM
PETrUCTPALIMOHHOTO YAOCTOBEPEHHS, B T€UEHHUE 5 pabouux THEH ¢ JaThl PEruCTpalld B CUCTEME
MOHHUTOPHHTA CBEJCHHUH O MpUEMKe Ha (hapMaleBTHUECKUI CKJIaJ JIEKapCTBEHHBIX MPENapaToB Ha
tepputopun Poccuiickoit deaepanuu 10 NPEACTABICHUS CBEACHUN O JAIbHEUIIMX OINEpalusix C
TaKUMHU JIEKapCTBEHHBIMU IIpenapaTaMH MOATBEPAKIAIOT JOCTOBEPHOCTh CBEJACHUI, COIEpKALUXCS
B CHUCTEME€ MOHUTOpPUHIA, IIyT€M NPEACTABICHUS CBEACHUHA B CHCTEMY MOHUTOPHUHIA,
IPEeIyCMOTPEHHbIX NYHKTOM 7 mnpuioxenuss N 3 k Hacrosmuemy [lonoxenutro. (B pen.
[Tocranosienus IIpaButenscTBa PP ot 21.07.2020 N 1079)

Jo 1 wmrons 2021 r. moATBEp>KJIEHUE JIOCTOBEPHOCTU CBEACHUMN, MPEACTABISEMBIX B CHCTEMY
MOHMTOPHHTIA IIPY BBO3€ JIEKAPCTBEHHBIX IIpenapaToB B Poccuiickyro denepanuio U3 rocygapers -
wieHoB EBpa3suiickoro »KOHOMHMYECKOTO CO03a, BIIPABE OCYILIECTBIATh CYOBEKT OOpalleHus
JIEKapCTBEHHBIX CPEICTB, SBILIIOIIMKICA JEp)KaTelieM WIA BJIAAEIbLEM PETUCTPALMOHHOTO
YAOCTOBEPEHUS, UIIU IIPEACTABUTENILCTBOM HHOCTPAHHOM OpPraHM3aluyu Ha Tepputopun Poccuickon
@Denepanyy, ABIAIOIIEHCA AEpXKaTeIeM WIM BIAJENbLEM PETHCTPALIMOHHOIO YIOCTOBEPEHHUS, B
COOTBETCTBUM C a03alleM IIECThIM HACTOSIIEr0 IYHKTa WJIM OMNEpaTop CUCTEMbl MOHUTOPHHIA
OyTeM IPOBEPKH HAIMYMs B CHUCTEME MOHMTOPUHIA 3apEerMCTPUPOBAHHOIO HUAECHTHU(PHUKATOPA
cyOBbeKTa oOpalieHHs] JEKapCTBEHHBIX CPEJCTB, SIBISIOIIErOocs JAepiaTelieM WM BIaJelblieM
PETUCTPALIMOHHOTO yJAOCTOBEPEHUS, WM TPEACTABUTEIbCTBA HWHOCTPAHHOM OpraHU3allid Ha
teppuropun  Poccuiickoit =~ @enepanmu, — ABIAOIIECHCS — Aep)KaTeleM WM BIJIAJIEIbLEM
PETUCTPAIIMOHHOTO YJIOCTOBEPEHMs, a TaKKe 3aperuCTPUPOBAHHOIO KOJa HACHTU(DHUKAIMHU WIIH
KoJa WJAECHTU(UKALUM TPETUYHOM (TPaHCIOPTHOM) YIMAKOBKM JIEKAPCTBEHHOTO Ipenapara, B
KOTOPOM HaxXOAMTCS OSTOT JIEKapCTBEHHBIH TMpemapar (B ciydae IHepefadyd TPETUYHOM
(TpaHCHIOPTHOM) YMAaKOBKM JIEKAPCTBEHHOI'O Mpemnapara uneiaukoMm). I[lo pesynbrataMm Takoit
IPOBEPKHU OIEPaTOp CUCTEMbl MOHUTOPHHIAa C MCIIOJB30BAaHMEM (DYHKLIMOHANA CHCTEMBI
MOHMTOPHHTA OTIIPABIISIET CYOBEKTY 00pallleHus JIeKaPCTBEHHBIX CPE/ICTB, paHEE OCYIIECTBUBIIEMY
IIPEJICTAaBICHUE B CUCTEMY MOHUTOPHHIA CBEIEHUN O NPEBIIyIIEH ONEpalyy C JIEKApCTBEHHBIM
IpernapaToM, YBEIOMJIEHHE O IPEJCTABICHUU CBEJACHUH B COOTBETCTBHM C ab3aleM MAThIM
HACTOSILEro MMyHKTA, C yKa3aHUEM CBE/ICHUH, TPOBEPEHHBIX ONEPATOPOM CHCTEMbl MOHUTOPUHTA. (B
pen. Ilocranosnenus [IpasutenscrBa PO ot 02.11.2020 N 1779)

[Tonoxxenus ab3ama ceapMOro HACTOSILEr0 IMYHKTa HE PAaclpOCTPAHSIIOTCS Ha JIEKapCTBEHHBIE
npenaparsl, MpelHa3HaueHHbIe I oOecreueHus! JHll, OOJIbHBIX reMopuiInel, MyKOBHCIUI030M,
runou3apHbpIM  HaHU3MOM, Ooje3Hblo ['omie, 3JI0KaYeCTBEHHBIMH  HOBOOOPa30BaHUSIMU
TUM(OUIHON, KPOBETBOPHOH W  POJCTBEHHBIX MM TKaHEW, paccesHHbIM  CKIIEPO30M,
FEeMOJUTHKO-YPEMUYECKUM CHHJIPOMOM, FOHOIIECKMM apTPUTOM C CHCTEMHBIM HayaloM,
mykomonucaxapugozom I, Il u VI Tumos, amnmacTuueckoi aHemMHel HEYTOYHEHHOM,
HacyeacTBeHHbIM Jepunurom ¢dakropoB |l (pubpunorena), VIl (mabunbnoro), X (Crroapta -
[Ipayspa), nui mocie TpaHCIJIAHTAMM OpraHoB M (wiu) TkaHeil. (B pexa. IloctanoBienus
[MpaBurensctBa PO ot 02.11.2020 N 1779)

38.1. IlynkT yrparuin cuiy. (B pen. [locranonenus [IpasurensctBa PO ot 24.03.2023 N 468)
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39. CaeneHus, mpeicTaBisieMble CyObEKTaMU OOpallleHHs! JIEKAPCTBEHHBIX CPEJCTB B CUCTEMY
MOHMTOPHUHIA [IpU OCYILIECTBICHUM ONEpaluil C TPETUYHOM (TpPaHCHOPTHOM) YIaKOBKOH
JEKapCTBEHHOTO TIpenapara, mpuBeneHsl B npuwioxeHud N 5. (B pen. IlocranoBneHus
[TpaButenscTBa PD ot 20.03.2020 N 311)

40. Tlpm oOCyIIECTBICHHH arperupoBaHUsl JICKAPCTBEHHBIX IMPEMapaToB, HMEIOIUX OJUH
NI00ABHBIA MICHTH()UKAIIMOHHBIA HOMEP TOPrOBOM €JIMHHIBI U OJMH HOMEP MPOHM3BOJICTBEHHOM
cepur, CyOBEKT OOpaIleHHs JIEKAPCTBEHHBIX CPEACTB HAHOCHT Ha TPETUYHYIO (TPaHCIOPTHYIO)
YIAKOBKY JIEKAPCTBEHHOIO IpernapaTa Kol WICHTU(UKAIIMA TPETUIHOU (TPAaHCTIOPTHON) YIAKOBKH
JICKapCTBEHHOTO TIperapara U MPeICTaBIIsSeT B CHCTEMY MOHUTOPHUHTA CBEICHUS, IPEyCMOTPECHHEIC
nyHkToM 1 mpmioxkenus N 5 k Hacrosmemy IloyiokeHHIO, 1O TPEICTABICHUS CBEICHUH O
JAIBHEUINUX OIepalusXx C TaKdM JIeKapCTBEHHBIM TpernaparoM. (B pen. [locraHoBieHwmii
[TpaButenscTBa PD or 20.03.2020 N 311, ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

41. Ipu pachopMUpPOBaHMHM TPETHYHON (TPAaHCIOPTHOM) YHAKOBKH JIEKAPCTBEHHOTO Iperapara,
U3BATUU JIEKAPCTBEHHBIX IMPENapaToB M3 TPETUYHOW (TPAHCIOPTHOI) YHMAaKOBKH JIEKAPCTBEHHOIO
npenapara,  JIOMOJIHUTEIBHOM  BJIOKEHMM  JIEKAPCTBEHHBIX  IPENaparoB B  TPETUYHYIO
(TpaHCTIOPTHYIO) YIAKOBKY JICKAPCTBEHHOIO Ipemapara CyOBeKT OOpalieHHs JIeKapCTBEHHBIX
CPEICTB IpPEACTaBIsSET B CUCTEMY MOHUTOPUHIA CBEACHHUS, NMPEAYCMOTPEHHBbIE MyHKTamu 2 - 4
npunoxkenuss N 5 k Hacrosimemy [lonoxkenuro, 10 TpPEICTaBICHUS CBEACHHM O JalIbHEUIINX
ornepanusax ¢ TaKMMH JIEKAPCTBEHHBIMU IIperapaTaMu WM TPETUYHOU (TpPaHCHIOPTHOW) yIaKOBKOM
JekapcTBEHHOTro npemapara. (B pea. [locranosnenus [Ipasurenancrea PO ot 21.07.2020 N 1079)

42. CseneHus, NpeJCTaBIsIeMbIe CyOBEKTaMH OOpAIICHUS JICKAPCTBEHHBIX CPEICTB B CHCTEMY
MOHHTOPHHTA MTPH 000POTE ¥ BHYTPEHHEM MEPEMEIICHUH JICKAPCTBEHHBIX MPENapaTOB, MPUBEICHBI
B nipuiiokeHuu N 6.

43. CyObext oOpamieHusi JIEKApCTBEHHBIX  CPEACTB, OCYIIECTBIISIIOIINN  MEepeMelieHne
JIEKapCTBEHHBIX MpEnaparoB MeEXAy aJpecaMd MECT OCYIIECTBIEHUS IESTENbHOCTH COTJIACHO
JUICH3UU (C YYETOM TaKWX BHJIOB JICATEIHHOCTH, KaK TPOM3BOJICTBO JICKAPCTBEHHBIX CPEICTB,
dapmaiieBTUUECKasT JEATENBHOCTh W JESATENBHOCTh IO O00O0pPOTy HApKOTHYECKHX CPEJCTB,
TICUXOTPOITHBIX BEIIECTB M UX MPEKYPCOPOB, KYJbTHUBUPOBAHHUIO HAPKOCOACPKAIIMUX PACTCHHIA) H
(unmu) ¢dapmalleBTUUECKUMHU CKJIaJaMH, B Te4eHHe 5 paboumx gHEHl ¢ (akTHueckodl aaThl
MepeMeICHS JIEKAPCTBEHHBIX TPENapaToB J0 NPEICTABICHUS CBEJCHUI O JATbHEHIIINX OIepariisaxX
C TaKMMHU JIEKapCTBEHHBIMHU TMIperapaTamMH TMpPEJCTaBIsSeT B CHCTEMY MOHHTOPHHTA CBEICHWS,
npexycMoTpeHHble myHKToM 1 mpunoxkenus N 6 k  Hacrosmemy [lomoxenuto. (B pen.
[MTocranosnenus [IpaBurenscra PO ot 20.03.2020 N 311)

44. Tlpu nepenaue JIEKapCTBEHHBIX IPENapaToB MEXAy CyObeKTaMH oOpallleHHs JIeKapCTBEHHBIX
CPEJICTB JIOMYCKAETCsl MPEACTABICHUE CBEJCHUI B CHCTEMY MOHHTOPHHIa CyOBEKTOM OOpaIleHUs
JIEKapCTBEHHBIX CPEICTB, OCYLIECTBIIIOIIMM IepeAady JEKapCTBEHHBIX IIpenaparoB (Jaiee -
OpsIMOM TIOPSIIOK TPEACTaBICHUS CBEACHHM Ipu 000pOTE JIEKapCTBEHHBIX IPEnapaToB), WIH
NpEeCTaBJICHUE CBEJACHUH B CHUCTEMY MOHHTOPUHIAa CyOBEKTOM OOpalleHHs JeKapCTBEHHBIX
CPEJCTB, OCYIIECTBISIONIMM IMPHUEMKY JIEKAPCTBEHHBIX IpernapaToB (J1ajee - oOpaTHbIM MOpsSIoK
NpEeJCTaBICHUs CBEeIEHUN Tmpu o0OpoTe JIEKApCTBEHHBIX IPENapaToB), 3a HCKIIOUEHHEM
MPEJICTABICHUS] CBEJIEHUH B CHUCTEMY MOHUTOPHHIa MpH 00OpPOTE JEKAapCTBEHHBIX IpernapaTos,
BKJIIOUEHHBIX B [I€PEUYEHb JIEKAPCTBEHHBIX CPEICTB JUISI MEIULUHCKOTO NMPUMEHEHMSI, MOJIEKATNX
MPEIMETHO-KOJIMUYECTBEHHOMY Y4Y€Ty, YTBEP)KIAeMblI YIMOJHOMOYEHHBIM (efiepaibHbIM OpraHOM
UCTIOJIHUTENILHOW BJIACTH B COOTBETCTBUM cO cTaThed 58.1 deaepanpHoro 3akoHa "OO6 oOpaiieHUH
JIEKapCTBEHHBIX CpPEACTB", M OTIycKaeMmblXx IO penenty Bpayda. (B pen. [locranoBneHuit
[TpaButenbcTBa PD o1 24.03.2023 N 468, ot 06.07.2024 N 922)
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Pemrenne o BhIOOpE MPSIMOTO TOpsAKA MPEACTABICHHS CBEICHUH MPH 00OPOTE JIEKAPCTBEHHBIX
npenapatoB Ju00 0OpaTHOro MOpsAAKA MPEICTABICHHUS CBEACHUNA HpU O00O0pOTE JIEKAapCTBEHHBIX
npenapaToB MPUHUMAETCS CyObeKTaMu OOpamieHHsl JICKApCTBEHHBIX CPEJICTB, MPEICTABIISIONIMHE
Takue CBeleHHs, camocTosTenbHO. (B pen. Ilocranosnenus [IpaBurensctBa P ot 24.03.2023 N

468)

[Ipr 060poTE JIEKAPCTBEHHBIX IPENAPaToB, BKIYCHHBIX B IIEPEYCHD JICKAPCTBEHHBIX CPEICTB LIS
MCIUIIUHCKOI'0 IMPUMCHCHUA, NOMJICKAIINX HPCIMETHO-KOJINYCCTBCHHOMY YUCTY, YTBep)I([[aeMBIﬁ
YIOJHOMOYCHHBIM (he/iepabHbIM OPraHOM HCIOJHUTENBHOI BJIACTH B COOTBETCTBHUH CO CTAaThei
58.1 ®enpepanpHoro 3akona "OO oOpamieHWH JIEKApCTBEHHBIX CPEACTB", W OTIYCKAEMBIX IO
penenTy Bpaya, CyOBEKThI OOpAICHHUs JICKAPCTBEHHBIX CPEICTB, OCYIIECTBISIONIME 000POT TaKUX
JICKAPCTBCHHLIX MpcrapaTroB, HNPCACTABIAOT CBCACHUA B CHCTCMY MOHUTOPUHIA II0 IIPAMOMY
HOPSAKY IMPEACTABICHHS CBEACHHN MPH 000pPOTE JIEKAPCTBEHHBIX MPENapaToB B COOTBETCTBUU C

ab3a1aMM YETBEPTHIM U ISTHIM HacToALIero nyHkTa. (B pel. Ilocranosnenus [IpaButenscrBa PO ot
06.07.2024 N 922)

B cmyuae BeIOOpa mpsIMOTO TOpsiAKA TPEACTABICHUS CBEACHHWIA NpPU 000pOTE JIEKApCTBEHHBIX
npenaparoB cyOBEKT OOpamieHus JISKapCTBEHHBIX CPEICTB, OCYLIECTBIIIONIMN — Iepenady
JICKapCTBEHHBIX IPETapaToB APYyromMy CyOBEKTy OoOpallieHHus JEKapCTBEHHBIX CPEICTB B paMKax
IPaXKIaHCKO-TIPAaBOBBIX OTHOIICHHH, B TEYCHHUE OJHOTO pabdodyero AHA ¢ (aKTHYECKOH aThl
OTIPY3KH JIEKAPCTBEHHBIX MPENapaToB MPEACTABISET B CHCTEMY MOHHUTOPHHIA CBEICHHA,
npeayCcMOTpeHHbIe TyHKTOM 2 mpuioxkeHuss N 6 k Hactosmemy [lonoxenuro. (B pen.
[Tocranoenenus [IpaBurenscrBa PD ot 24.03.2023 N 468)

[Ipu sTOoM cyOBeKT oOpamieHusi JEKAapCTBEHHBIX CPEICTB (3a HCKIIOYCHHUEM 000COOJICHHBIX
HOJpa3JiesIeHuil MEIULIUHCKUX OpraHu3aIui (amOynaropui, (enpaepeKmx,
(denbamepCcKo-aKyIlIepCKUX MIyHKTOB), OCYIIECTBIISIFOIINNA IPUEMKY JIEKAPCTBEHHBIX MIPENAapaToB OT
JIpyroro cyObekTa oOpallleHHsl JEeKapCTBEHHBIX CpEJICTB B paMKax TIpakJaHCKO-TPaBOBBIX
OTHOLIEHUH, B TEUYEHHUE OJHOr0 paboyero JHS C JaThl MPUEMKH JIEKapCTBEHHBIX MpENnapaTroB U
perucTpanyu B CHUCTEME MOHUTOPHMHIA CBEJCHMH 00 OTIPYKEHHBIX JEKapCTBEHHBIX Ipernaparax
win B TedyeHue 30 pabouux JHEH ¢ 1aThl IPUEMKH JEKapCTBEHHBIX IpErapaToB B clyyae BO3Bpara
JIEKapCTBEHHBIX IPENaparoB /10 NPEACTABICHUS CBEICHUH O AaJbHEHUIIMX ONepalusx C TaKUMHU
JIEKapCTBEHHBIMHU IIpenapaTaMy IOATBEPXKAAET JOCTOBEPHOCTh CBEACHUM, COJEp)KalIUXCAd B
CUCTeME MOHMTOpPWHIA, IyTeM TPEACTaBICHUS CBEJCHHMH B CHCTEMY MOHHUTOPHHIA,
IpeIyCMOTPEHHbIX NYHKTOM 4 mnpuioxeHuss N 6 x Hacrosmemy [lonoxenutro. (B pen.
[MTocranosnenus [IpaBurenscta PO ot 24.03.2023 N 468)

B ciyuae BbIOOpa 0OpaTHOro Hopsiika IPEACTaBICHUS CBEJCHHMH NpH 000pOTE JIEKApCTBEHHBIX
IpenapaToB CyObeKT oOpallleHUsl JeKapCTBEHHBIX CPEJCTB (3a HCKIOYEeHHEM 000COOIeHHBIX
O/Apa3ieICHAN MEIUIINHCKUX OpraHu3aluu (amOynaropuii, (benpamepeKkux,
(enpamepeko-akyepckux MyHKTOB), OCYIIECTBIISIONINI NPUEMKY JIEKApPCTBEHHBIX MPENapaToB OT
Ipyroro cyObekTa oOpalleHHs JEeKapCTBEHHBIX CPEICTB B paMKax TIPaKIaHCKO-TIPaBOBBIX
OTHOILIEHH, B TEUEHUE OJJHOrO paboyvero JHS C JAaThl MPUEMKH JIEKapCTBEHHBIX MpEnapaToB UM B
tedeHue 30 AHEN ¢ 1aThl IPUEMKH JIEKapCTBEHHBIX MPENapaToB B clyyae BO3BpaTa JEKapCTBEHHBIX
IIPENapaToB A0 MPEACTABIEHUS CBEIECHUN O NAJIbHEMIINX ONepanusax ¢ TAKUMHU JIEKApCTBEHHBIMU
npenapaTaMi IpPEACTaBiIsieT B CHUCTEMY MOHUTOPUHIA CBEIEHUS O MHPHUHSTHIX JIEKaPCTBEHHBIX
npenaparax, npexycMoTpeHHble MyHKToM 3 mpuioxenus N 6 k Hactosmemy Ilonoxenuro. (B pea.
[Mocranosnenus [IpaButensctBa PD ot 24.03.2023 N 468)

[Ipu »TOM CyOBEKT oOOpalieHus JEeKapCTBEHHBIX CPEJICTB, OCYIIECTBUBLIMM Iepenady
JIEKapCTBEHHBIX MPENapaToB APyroMy cyObeKTy oOpalieHus JIEKapCTBEHHBIX MPEnapaToB B paMKax
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TPaKIaHCKO-TIPABOBBIX OTHOIIEHWH, B TEYCHHE OJHOrO pPabovero ITHS C AaThl PErHUCTpAIMH B
CHUCTEME MOHUTOPHUHTA CBEJICHUNU O MPHUHATHIX JICKAPCTBEHHBIX IMpernaparax, HO J0 MPEACTABICHUS
CBEJICHUH O JaJbHEHIIMX OIepalusix ¢ TaKUMH JICKAPCTBEHHBIMH IIperapaTaMH TOJTBEPKIAACT
JIOCTOBEPHOCTh CBEJICHUI, COIEpKAIIMXCA B CUCTEME MOHUTOPUHTA O MEepPeJaHHbIX JIEKAPCTBEHHBIX
mpenaparax, IyTeM TMpPEJCTaBICHUS CBEACHUNW B CHCTEMY MOHHUTOPHHTA, MPEIyCMOTPEHHBIX

nyHkToM 4 npunoxenus N 6 k HacrosueMy [lonoxenuro. (B pen. Iloctanosnenus [IpaButenbcrBa
P® ot 24.03.2023 N 468)

O06oco0eHHBIE TIO/pA3CTCHUS MEAWIIMHCKUX OpraHu3anui (amOymnaropuu, (Qenpamepckue,
(enpamepeKko-aKyepcKue MyHKThI) TOATBEPIKIAIOT JOCTOBEPHOCTh CBEACHUHN, CONEpKAIIUXCS B
CHUCTEME MOHHUTOPHHTA, M TMPEICTABISAIOT B CHUCTEMY MOHUTOPHHIA CBEICHUS O TPUHSITHIX
JICKapCTBEHHBIX IpermapaTax B COOTBETCTBUH C ab3aljaMy MSTHIM M IIECTHIM HACTOSIIETO MyHKTA B
teuenue 30 pabouux JHEW CO JHs MPUEMKH JICKApCTBEHHBIX mpernapatoB. (B pea. [locraHoBneHus
[paButenscTBa PO o1 24.03.2023 N 468)

[TonTBepkieHNE JTOCTOBEPHOCTH CBEIEHUM, MpPEICTaBIsSEeMbIX B CHCTEMY MOHMTOpPUHIA IIpU
000poTe JIEeKapCTBEHHBIX MPENapaToB, BIPAaBE OCYMIECTBIATh CyOBEKT 0OpalieHus JeKapCTBEHHbBIX
CpEeZCTB, OCYUIECTBUBLIMH Iepenady JeKapCTBEHHBIX IpenapaToB APYroMy cyObeKTy oOpaleHHs
JIEKapCTBEHHBIX CPEJCTB B paMKaxX I'pa)JaHCKO-IIPaBOBbIX OTHOIIEHMI, B COOTBETCTBUU C ab3aliemMm
CeIbMbIM HACTOSILEro IMYHKTa WM ONEepaTop CUCTEMbl MOHUTOPHUHIA IIyTEM NPOBEPKU HAIUUYUS B
CHCTEeME MOHHTOPWHTAa KOJa WISCHTH(PHKAIUK WM KOJa HWACHTU(PUKAUN  TPETUIHOU
(TpaHCIIOPTHOM) YIAaKOBKH JIEKApPCTBEHHOT'O Mpenapara, B KOTOPOil HAXOAUTCS ATOT JICKapCTBEHHbBIH
npenapar (B ciay4yae nepefayd TPETUYHOM (TPaHCHIOPTHOM) YHNAKOBKM JIEKAPCTBEHHOTO Iperapara
LIEJIMKOM), B OTHOLIEHUH JIEKAPCTBEHHBIX MIPENapaToB, BIAAEIbIIEM KOTOPBIX, IO JAHHBIM CHCTEMBI
MOHUTOPHHTA, SIBIISICTCS YKa3aHHBIM CyOBeKT oOOpamieHus JeKapCTBEHHBIX cpenctB. llo
pe3yJbTaTaM Takoil MPOBEPKHU ONEepaTop CUCTEMbl MOHUTOPUHIA C UCIOJIb30BAHUEM (PYHKIMOHANIA
CUCTEMbl MOHMTOPHMHIA OTIPaBISIET CYObEKTy OOpallleHusl JeKapCTBEHHBIX CpPEJCTB, paHee
OCYILIECTBUBILIEMY IIPEACTABIECHUE B CUCTEMY MOHUTOPHHIA CBEACHUN O MPEABIAYIIEH ONepanuu ¢
JIEKapCTBEHHBIM IperapaToM, YBEIOMIIEHUE O MPEACTABICHUH CBEIEHUN B COOTBETCTBUU C ab3alem
LIECTBIM HACTOSALIETO IIyHKTa C YKAa3aHUEM CBEICHUMH, IIPOBEPEHHBIX OINEPAaTOPOM CHUCTEMBI
MouutopuHra. (B pent. [Tocranosnenus [paBurensctBa PO ot 24.03.2023 N 468)

[Tonoxenus ab3ama AEBIATOrO HACTOSALIETO IYHKTa HE PAaclpOCTPAHSIOTCS Ha JIEKAPCTBEHHBIE
npenaparsl, pelHa3HaueHHbIe JUIs oOecreueHusl ML, OOJIbHBIX reMouiInel, MyKOBUCIUI030M,
runo@us3apHbIM  HaHU3MOM, Ooje3Hblo ['omie, 3J0KaYEeCTBEHHBIMH  HOBOOOpa30BaHUSIMU
AUM(OUIHOM, KPOBETBOPHOH W  POJCTBEHHBIX MM TKaHEW, paccesHHbIM  CKIEPO30M,
TeMOJINTUKO-YPEMHUYECKUM  CHHAPOMOM, FOHOIIECKHM apTPUTOM C CHCTEMHBIM HadajoM,
mykononucaxapugozom |, Il u VI TunmoB, ammacTuuecko aHeMHEHl  HEYTOYHEHHOM,
HacsencTBeHHbIM Jedpunurom ¢akropos |l (pubpunorena), VIl (mabunpnoro), X (Crroapta -
[Ipayspa), nui mocie TpaHCIJIAaHTAMK OpraHoB M (wiu) TkaHeil. (B pexa. IlocraHoBneHus
[paBurensctBa PO o1 24.03.2023 N 468)

ITpu nepenadye nEKapCTBEHHBIX IPENAPATOB, OTHOCALIMXCA K OJHOM INPOU3BOJICTBEHHOWN CEpHH,
MeXIy CcyObeKTamMu oOpallleHusl JIEKapCTBEHHBIX CPEACTB B paMKaxX TIpa)kJIaHCKO-TIPABOBBIX
OTHOLIEHUH OpPTraHU3allii, OCYLIECTBIIAIOIINE ONTOBYIO TOPTOBIIIO JEKAPCTBEHHBIMU CPEJICTBAMU, B
teyeHne 10 paboumx nHel ¢ (akTUYECKOMl AaThl OTIPY3KH BCEX JIEKAPCTBEHHBIX IPENaparos,
OTHOCSIIMXCS K OIHON IMPOM3BOACTBEHHOM CEPUM M MPOAODKAIOUIMX HAXOIUTHCA B 000pOTE
(JlekapCTBEHHBIE TIpEMapaThl HE JIOJDKHBI OBITh BBIBEIEHBI M3 000pOTa CyOBEKTOM OOpaIleHus
JIEKaPCTBEHHBIX CPEACTB, OCYLIECTBIISIFOIIMM OTIPY3KY JIEKaPCTBEHHBIX NPENAapaTOB), HAIIPABIISIOT
B CHCTEMY MOHUTOpPUHIA CBEAEHHUA, MpeaycMoTpeHHble MyHKToM 4.1 mnpunoxenus N 6 k
Hacrosiniemy [lonoxenuto. (B pexa. [locranosnenus [IpaBurensctBa PD ot 24.03.2023 N 468)
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[Ipu 5TOM matoit OTrpy3KH BCel MPOW3BOJICTBEHHOM CEPUU CUMTAETCS OJIHA U3 CIENYIOMHMX aat: (B
pen. [Tocranosnenus [IpaBurensctBa PO ot 24.03.2023 N 468)

JlaTa OTrPY3KH BCEH IIPOM3BOACTBEHHOM CEpUU JICKAPCTBEHHBIX IIPENaparoB B paMKax OJIHOMU
otrpy3ku; (B pex. Ilocranosnenus [IpasutenscrBa PO ot 24.03.2023 N 468)

JaTa OTrpy3KHM OCTaTKOB JIEKAPCTBEHHBIX IMPENapaTroB, OTHOCSIIMXCS K  OIpeAesICHHON
MIPOU3BOJICTBEHHON CEepuH, B CIy4ae €CJIM JIeKapCTBEHHbIE Mpenaparhl OJHON MPOU3BOACTBEHHOM
CepUM OTrPYXAIUCh HECKOJIbKUMHM MapTUsSIMU B pazHoe Bpems. (B pen. IlocranoBienus
[TpaButenscTBa PD ot 24.03.2023 N 468)

44.1. Tlpu nepenaue denepaibHbIM OpraHaM HCIOJHUTEILHON BJIACTH, OPraHaM roCy1apCTBEHHOU
BIactd CcyObekToB Poccuiickoit ®enepanyn M YyHOJHOMOYEHHBIM MMM  OpraHH3alUsM
JICKapCTBEHHBIX IPEMapaToB, 3aKyMaeMbIX [JIsl HYXJ OOOpPOHBI CTpaHbl U OE30MaCHOCTH
roCy/apcTBa, OKa3aHUs TyYMAaHUTAPHOM TIOMOIIM, JHUKBUIAAUWHA TOCIEACTBUA YpPE3BbIYANHBIX
CUTyallui, KPyITHOMACIITaOHBIX aBapUil U MHIMAECHTOB MPUPOAHOTO U TEXHOTEHHOI'O XapakTepa, B
LEJIAX UCKIIIOYEHHSI BO3MOYKHOCTH PACKpBITHS CBEIECHHM, OTHECEHHBIX K T'OCYyJApCTBEHHOW TalHe,
CcyOBEKT OOpallleHHsl JeKapCTBEHHBIX CPEACTB, OCYIIECTBIAIOMINN Mepeaady TaKuX JeKapCTBEHHBIX
[pernapaToB, B TeueHUe S5 pabouux JHEH ¢ JaThl (PAKTHUECKOHM OTTPY3KM JIEKapCTBEHHBIX
[penapaTroB NPEACTaBISIET B CHUCTEMY MOHUTOPUHIA CBEIECHHMS O BBIBOAE JIEKAPCTBEHHBIX

IIpernapaToB U3 000pOTa, 32 UCKIIIOUEHUEM CBEJEHUH, IPEyCMOTPEHHBIX NOANYHKTaMu 'T" 1 "x" -

n..n

n" mnynkra 1 mnpunoxenus N 4 x nHactosmemy [lonoxenuto. (B pexn. IlocraHoBnenuit
[paBurenscTBa PO ot 20.03.2020 N 311, ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

Ao63an1 BTOpoii - YTpatun cuiy. (B pea. [Tocranosienus [IpaButensctBa PO ot 24.03.2023 N 468)

44.2. CyOneKT oOpallieHus JIEKapCTBEHHBIX CPECTB, BHITOIHAIOMUN (HYHKIIUH 110 ayTCOPCUHTY MPH
nepenade cyObekTam OOpamieHHs JIeKapCTBEHHBIX CPEACTB, OCYHIECTBISIFOIIMM  OTITYCK
JeKapCTBEHHBbIX IpernapaToB OECIVIaATHO MM CO CKUAKOW 10 pelenTy Ha JEeKapCTBEHHBIE
npernapaThsl, JEKapCTBEHHBIX MPENapaToB, 3aKyMaeMbIX JUIsl 00eCTIeUeH sl TPaKIaH 3a CYET CPE/ICTB
denepanbHoro OrOKeTa W (WIK) CpeACTB OromkeToB cyObekToB Poccuiickoit ®denepanuu, B
TedueHue 1 pabodero qHs ¢ HaKTUIECKOH NaThl OTIPY3KH JEKAPCTBEHHBIX MPErapaToB MPECTaBIsSeT
B CHCTEMY MOHMTOPUHIA CBE/ICHUS, IPETyCMOTPEHHbIE IMyHKTOM 6 npuioxkeHus N 6 xk HacTosiemy
[Monoxenwuto. (B pex. [locranosnenus [IpaBurenscrea P® ot 21.07.2020 N 1079)

[Ipu >TOM CyOBEKT oOOpalleHHs JEKapCTBEHHBIX CPEACTB (3a HCKIIOYEHHEM 000COOIEHHBIX
MOApa3ieICHAN MEIULINHCKUX OpraHu3aluu (amOynaropuii, (benpamepeKux,
(benpamepeko-akyIepcKuX — IMMyHKTOB), OCYILECTBIISIOUIMM NpPUEMKY TaKHX JIeKapCTBEHHBIX
npenaparoB, B TeueHue | pabodero JHA C JAaTbl NPUEMKH JIEKapCTBEHHBIX IIpENapaToB H
perucTpanyy B CUCTEME MOHUTOPUHTA CBEJICHUN 00 OTrpy>KEHHBIX JIEKAPCTBEHHBIX Ipernaparax J10
MPEJICTaBICHUs CBEACHUM O JNaJbHEHIIMX OlepalusX C TaKUMHU JIEKAPCTBEHHBIMM IpernapaTaMmu
MOJATBEP)KJIAET JOCTOBEPHOCTH CBEJIEHUHM, COAEPXKAIIUXCS B CUCTEME MOHUTOPUHIA, IyTEM
NPEJICTaBICHUS] CBEACHHM, MNPEIyCMOTPEHHBIX MyHKTOM 4 mnpuiokeHus N 6 Kk Hacrosemy
[Tonoxxenuto. (B pen. Ilocranosnennii Ilpasurensctea P® or 21.07.2020 N 1079, ot 18.12.2020 N
2166)

O6ocobneHHble MOApa3JeNeHUs MEIULUUHCKUX opraHuzanuii (amOynatopuu, (denabamepcKkue,
(enpamepcko-akyepckue MyHKThI) TOATBEPKIAI0T JOCTOBEPHOCTh CBEACHUH, COJEpKalluxcs B
CHUCTEME MOHUTOpPHHIA, B COOTBETCTBUU C ab3alleM BTOPHIM HACTOSALIEro MyHKTa B TeueHue 30
pabouux JHEW €O [JHA TPUEMKU JIEKAPCTBEHHBIX mpenapaTtoB. (B pexa. IlocraHoBneHus
[paButenscTBa PO ot 18.12.2020 N 2166)
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45. CyOBekT oOpalleHus JEKapCTBEHHBIX CPEACTB, OCYIIECTBISIONINNA KOHTPAKTHOE (TOIPSIAHOE)
IIPOU3BOJCTBO JICKAPCTBEHHBIX IIpenaparos Ha Teppuropun Poccuniickoit @enepanuu, pu neperaye
JIEKapCTBEHHBIX IIpenapaToB (FOTOBON MPOAYKLUHU) CYOBEKTY OOpallleHus JIEKAPCTBEHHBIX CPEICTB,
SBIISIOMIEMYCS 3aKa3YMKOM TAaKOT'O KOHTPAKTHOTO (TOAPSAHOTO) MPOU3BOACTBA, JHOO CyOBEKT
oOpallleHusl JIEKApCTBEHHBIX CPEJCTB, SBJSIOIIMICS 3aKa34MKOM KOHTPAKTHOIO (THOAPSIHOIO)
MPOM3BOJICTBA, OCYIIECTBIISIOIIMN BO3BPAT JIGKAPCTBEHHBIX IIPENapaToB CyOBEKTYy OOpalieHus
JEKapCTBEHHbIX  CPEACTB,  OCYIIECTBUBIIEMY KOHTPakTHOE (HOAPSAIHOE)  MPOU3BOJACTBO
JICKapCTBEHHBIX MpenapaToB, B TeyeHHe 5 paboumx IHEW C JaThl Mepefad JEKapCTBEHHBIX
IIPENapaToB NPEICTABJIAECT B CHUCTEMY MOHHMTOPHUHIA CBEICHMS, IPELyCMOTPEHHBIEC ITyHKTOM 35
npuioxkeHuss N 6 k Hactosmemy Ilonoxkenutro. (B pexn. Ilocranosinenus IlpaButensctBa PO ot

24.03.2023 N 468)

[Tpu 3TOM CyOBEKT OOpalleH sl JeKApCTBEHHBIX CPEJICTB, SIBISIONIMICS 3aKa3YUKOM KOHTPAKTHOTO
(ToApsIHOTO) TMPOM3BOJACTBA  JIEKAPCTBEHHBIX  MpeEnaparoB, JUOO CyOBeKT oOparmieHus
JICKApCTBCHHBIX CPEJICTB, OCYNISCTBUBIINI KOHTpPAKTHOE (TOAPSAHOE) MPOHM3BOJACTBO (B Ciydae
BO3BpaTa JICKAPCTBEHHBIX IIPEMapaToB CYOBEKTOM OOpaIlleHHs JICKApPCTBEHHBIX CPEJICTB,
SBIISIIOIIMMCSL ~ 3aKa3YMKOM  KOHTPAKTHOTO  (TIOAPSIHOTO)  MPOM3BOJICTBA  JICKAPCTBEHHBIX
npernaparoB), B TEYCHHE S5 pabdOYMX JHEH C JaThl NMPUEMKH JICKAPCTBEHHBIX IPENapaToB |
perucTpaiyyu B CHCTEME MOHHTOPUHIA CBEICHUI O IMEpeJaHHbBIX JICKAPCTBEHHBIX Iperaparax o
NPE/ICTABIICHUST CBEJICHHUI O NATBHEUIINX ONEpalusiX C TaKUMH JICKAPCTBCHHBIMHU MpernapatamMu
TOJITBEPKIAET IOCTOBEPHOCTh CBEIICHHIA, COJCPIKALIMXCS B CHCTEME MOHHTOPUHTA O MEPEJaHHbBIX
JICKaPCTBEHHBIX ~TIpernaparax, IIyTeM NpEACTaBICHUS CBEICHUH B CHCTEMYy MOHHUTOPHHIA,
NpeIyCMOTPEHHBIX TyHKTOM 4 mnpuwiokenus N 6 k Hacrosmemy [lomoxkeHuro. (B pen.
[Tocranoenenus [IpaBurensctBa PO ot 24.03.2023 N 468)

46. CyObekt oOpamieHus JIEKapCTBEHHBIX CpeICTB (32 HCKJIIOYEHHEM 000COOIEHHBIX
MO/Apa3ieICHAN MEIULINHCKUX OpraHu3aluu (amOynaropuii, (benpamepeKkux,
(enpamepeko-akyepckKuX MYHKTOB), OCYILECTBIISIOUIMM BBIBOJ M3 000pOTa JEKapCTBEHHBIX
IpenapaToB (3a MCKJIIOUYEHHMEM BBIBOAA W3 000pOTa JEKApCTBEHHBIX IPENapaTroB IYyTEM BBIBO3A
paHee BBe3cHHbIX B Poccuiickyro @Pexnepanuu JEKapCTBEHHBIX IIPENapaToB, YHUYTOXKCHUS
JIEKapCTBEHHBIX IPENapaToB, NOMELIEHHBIX IOJ TaMOXKEHHYIO MPOLETypy YHUUTOKEHHS, BbIBO3a
JeKapCTBEHHbIX IpenapaToB, MAapKUPOBAaHHBIX CpPEACTBAMU HJAEHTH(UKALKUK, 3a Mpeaelisl
TaMOXEHHOM TeppUTOpUH EBpPa3HilCKOro 3KOHOMHYECKOTO CO3a, TOMEIIEHHBIX 0] TAMOKECHHYO
IpOLEAYypY OKCIOpTa, WIM INEepeJayd Ha YHHUYTOXKEHHE paHEE BBEACHHBIX JIEKAPCTBEHHBIX
[pernapaToB B TpaxAaHCKUl o0opor Ha Tteppuropun Poccuiickoit ®enepanuu), B TeUeHHE 5
pabouux JHEH C JaThl COOTBETCTBYIOIIEH ONepalMd WM C JaThl MPUEMKH JIEKapCTBEHHBIX
npenapaToB Ha (papManeBTHUYECKHUI ckiaj (Ipy BBIBOJE U3 000POTa JIEKAPCTBEHHBIX MPENapaToB B
30HC TaMOXXEHHOTO  KOHTpOJI) TMpeJICTaBlIseT B  CUCTEMYy MOHMTOPUHIA  CBEJEHMS,
npexycMoTpeHHble nyHKToM 1 mpunokenus N 4 x  Hacrosmmemy [lomoxenuto. (B pen.
[Mocranosnenuii [IpaButenscrBa PO ot 21.07.2020 N 1079, ot 18.12.2020 N 2166)

O06ocobneHHble TOApa3eNieHUs] METUIMHCKUX OpraHuzanuii (amOynatopuu, (enbIiepeKkue,
denpamepcko-akyepckue MyHKTh) B TedeHue 30 paboumx OHEH CO JHS COOTBETCTBYIOIICH
ornepanuy NPEACTaBISIOT B CUCTEMY MOHUTOPUHIA CBEIEHUS, IPEILyCMOTPEHHBIE IIYHKTOM |
npunoxkeHuss N 4 k Hactosemy Ilonmoxenuto. (B pen. Ilocranosnenus IlpaButensctBa PO ot

18.12.2020 N 2166)

47. CyObexT oOparieHusi JEKapCTBEHHBIX CPEICTB, OCYIIECTBISIIONIMN BBIBOJ W3 000poOTa
JIEKAPCTBEHHBIX MPENapaTOB MyTEM YHUUYTOKEHUS JIEKAPCTBEHHBIX MPEMApaToOB, NOMEIIEHHBIX MO/
TaMOXCHHYIO IIPOLCAYPY YHUUTOXCHHUA, BbIBO3a JICKAPCTBCHHBIX IPCIapaToB, MAPKHUPOBAHHBIX
cCpeacTBaMU  WACHTHU(UKAIMKM, 3a Tpefelbl TaMOXEHHOW  TeppuTopuu  EBpaszuiickoro
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IKOHOMHYECKOTO COI03a, MOMEIICHHBIX MO/ TAMOXXCHHYIO MPOLEAYPY SKCIOPTa, MPEICTABISACT B
CHCTEMY MOHHUTOPHHIA CBEICHHS, MPEAyCMOTPEHHBIC MyHKTOM 2 mprioxeHus N 4 k Hacrosiemy
[onoxeHnto, B TedeHHe 5 paboumx [HEH C Jarhl COOTBETCTBYIOIICH orepanud. (B pej.
[TocranoBnenus [IpaBurenscrBa P® ot 21.07.2020 N 1079)

48. CyObekT oOpamieHusi JIGKApCTBEHHBIX CPEICTB, OCYIISCTBISIFONINK BBIBOJ H3 000pOTa
JICKapCTBEHHBIX MpernapaToB IyTeM Iepelayd JIEKapCTBEHHBIX IPENapaToB HAa YHUUYTOKEHUE, B
TedeHHe 5 paboymx AHEW ¢ JaThl mMepefadyd Ha YHUYTOXKCHHE JICKAPCTBCHHBIX IPEMapaToB [0
MIPEJICTAaBICHUS CBEJIEHUN O (pakTe YHHUUTOXKEHHs JIEKAapCTBEHHBIX IMPENapaTroB IPEICTAaBISET B
CUCTEMY MOHHUTOpPHHTA CBEJICHUs, TIPEyCMOTPEHHbIE MMyHKTOM 3 mpuiiokeHusi N 4 Kk HacTosimemy
[Tonoxxenuto.

[To uTOoraM YHHUYTOXXEHHS JIEKApCTBEHHBIX IPENapaToB CyOBEKT oOpaleHusl JeKapCTBEHHBIX
CPEJCTB, OCYIIECTBUBUIMM Mepeady JEKapCTBEHHBIX IMPENapaToOB HA YHUYTOXKEHUE, B TEUECHUE 5
paboumx JHEH ¢ JaThl MOJIy4EHUs akTa 00 YHUYTOXKEHHMM MPEACTABISAET B CUCTEMY MOHMTOPHUHIA
CBeZIeHHUsI, IIpeaycMoTpeHHbIe TyHKTOM 4 npuiioxkenus N 4 k Hacrosmemy [lonosxkenuto.

49. CyObekT oOpamieHusi JIEKapCTBEHHBIX CPEICTB, OCYIISCTBISIIONIMI BBIBOJ M3 000poTa
JIEKAPCTBEHHBIX IMPENapaToB MOMEIIEHUEM 01 TAMOXKCHHYIO MPOIEAYpPY PEIKCIOPTa, B TE€UCHUE S5
pabounx JHEH co JHS BBITYyCKa JIEKAPCTBEHHBIX MPENapaToB B COOTBETCTBHM C TaMO>KEHHOM
MPOLIEAYPON PEIKCIOpPTa MPEICTABIAECT B CUCTEMY MOHUTOPUHIA CBEIIEHUS, MPETyCMOTPEHHBIE
nyHkToM 2 npuioxenus N 4 x nacrosmemy [lonoxenuro. (B pea. [loctanosnenus IIpaBurenscrBa
P® ot 24.03.2023 N 468)

49.1. CyObexkT oOpaleHusl JEKapCTBEHHBIX CPEACTB, OCYLIECTBISIOUIMHA BBIBOJ M3 000poTa
JIEKapCTBEHHBIX IpPENapaToB IpPHU BbIBO3€ JIEKAPCTBEHHBIX IPENapaToB B TOCYNapCcTBa - YJIEHBI
EBpa3suiickoro SKOHOMHMYECKOTO COI03a B PaMKaX TPAaHCIPAaHWYHON TOPrOBJIM Ha TaMOKEHHOU
TeppuTopun EBpasuiickoro sSKOHOMHYECKOIO CO103a, B TeUeHUE 5 pabouux JHEW ¢ AaThl OTIPY3KH
JIEKapPCTBEHHBIX IIPENAPATOB MPEACTABISAET B CUCTEMY MOHUTOPUHIA CBEACHMSI, ITPELyCMOTPEHHbIE
nyHkToM 5 npuioxenus N 4 x Hacrosimemy [lonoxenuro. (B pen. Iloctanosnenus [IpaButenbcTBa
P® ot 24.03.2023 N 468)

50. Ilpu ocyliecTBI€HMH IMOBTOPHOTO BBOJAa B 0OOpPOT JIEKAPCTBEHHBIX IPENapaToB CYOBEKT
oOpallleHusl JIEKApCTBEHHBIX CPEJICTB B TEUEeHHE 5 paboumx JHEH ¢ JaThl yKa3aHHOW olepaiuu
IIPEJICTaBISIET B COOTBETCTBHUM C WHCTPYKLUEH, NPEIyCMOTPEHHOM IyHKTOM 32 HAaCTOSILErO
[TonoxeHus, B CHCTEMY MOHUTOPUHTA CBEACHHUS, TPEIYCMOTPEHHBIE IyHKTOM 14 mpuoxkerust N 3
K Hacrosimiemy [lonoxenuto. (B pen. [locranosnenus [Ipasurensctea PO ot 24.03.2023 N 468)

51. CyObexTbl OOpalieHUs JIEKapCTBEHHBIX CPEJCTB, OCYILECTBIIIOLINE PO3HHUYHYIO TOPTOBIIO
JIEKapCTBEHHBIMU IIpenapaTaMy U OTIYCK JIEKAPCTBEHHBIX IIPENApaTOB CO CKUJAKOW IO PELENTy Ha
JIEKapCTBEHHbIE IMpernapaThl, MapKHUPOBAaHHBIX CPEACTBAMU WACHTU(DUKAIMH, MPEICTABISIOT
CBEIEHUS O BBIBOJIE U3 000pOTa JIEKApCTBEHHBIX MPENapaToB €  HCIOJIb30BaHUEM
KOHTpPOJIbHO-KaccoBol TexHUKH. (B pen. Iloctanosnenus IIpaBurensctBa PO or 21.07.2020 N

1079)

[Tepenaua uHpOpMaIIUK B CHCTEMY MOHHTOPUHIA O JIEKAPCTBEHHBIX MpernapaTax, BbIBEICHHBIX U3
obopora  cyObekTamMu  OOpalleHHUs  JIeKapCTBEHHBIX  CPEICTB, HE  NPUMEHSIOUINMHU
KOHTPOJIbHO-KAaCCOBYIO TEXHUKY HJIM MPUMEHSIONMMH KOHTPOJIbHO-KACCOBYIO TEXHHUKY B PEKUME,
HE MpeyCMaTPUBAIONIEM 00s3aTeIFHON Mepenadn (PUCKaTbHBIX JOKYMEHTOB B HAJOTOBBIE OpPTaHbI
yepe3 omneparopa (pUCKaIbHBIX JaHHBIX, B CIy4asX, YCTaHOBIEHHbIX dDenepanbHbiM 3akoHOM "O
IIPUMEHEHNN KOHTPOJBHO-KACCOBOM TEXHUKHM IIPU OCYIIECTBICHHHM pacueToB B Poccuiickoin
Oenepanun'", NPOU3BOAUTCA TaKUMH CyObeKTaMH OOpaleHHs JIEKapCTBEHHBIX CpEACTB C
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UCIOJIb30BaHNEM (YHKIMOHaNa cucTeMbl MOHUTOpHUHTa. (B pen. IlocranoBnenus [IpaButenbcrBa
P® ot 21.07.2020 N 1079)

CyOBbeKThl 00palieHust JIEKAPCTBEHHBIX CPEJCTB, OCYIICCTBISIONINE MEIUIIMHCKYIO ACSITEILHOCTD U
BBIBOJI U3 000pOTa JIEKAPCTBEHHBIX MpPENapaToB MPH OKAa3aHUM MEIUIIMHCKON MOMOIIHM, a TaKXke
CyOBEeKTHI OOpalmieHus JEKAPCTBEHHBIX CPEICTB, OTIYCKAMOIINE JIEKAPCTBEHHBIC MPEHapaThl
OecIyiaTHO MO PELENTy Ha JIEKapCTBEHHbIE IpEenaparhbl, MPEJCTAaBIAIOT UHPOPMAIMIO B CUCTEMY
MOHHTOPHHTA O BBIBOJIE U3 000pOTa JIEKAPCTBEHHBIX MPENapaToOB IMyTeM OTITyCKa JICKAPCTBEHHBIX
npenapaToB OeCIUIATHO MO pEelEenTy Ha JIEKapCTBEHHbIE Ipernaparbl WM OTIyCKa MPU OKa3aHUU
MEIUIIMHCKOM TOMOIIM C UCIHOJIb30BAHUEM PETUCTPATOPOB  BBIOBITHSA, MPEACTABIIEMbBIX
omepaTopoM cucteMbl MOHUTOpHHTA. (B pea. [loctanosnenus IIpasutensctBa PO ot 21.07.2020 N
1079)

OcHaiieHne cyobeKTOB 00paIeH s ICKAPCTBEHHBIX CPEICTB, OCYHIECTBISIONIMX BBIBO M3 000poTa
JIEKapCTBEHHBIX TPEMApaToB MPH OKa3aHUHM MEIUIMHCKOW MOMOIIN WITH IIyTEM OTITyCKa OeCIIaTHO
JIEKapCTBEHHBIX MPEMApaTOB MO PEIENTY Ha JICKAPCTBEHHBIC IPENapaThl, PErHCTPATOPAMHU BBIOBITHSI
OCYILIECTBIISCTCS. OMEPaTOPOM CHCTEMbI MOHHTOPUHIrAa Ha Oe3BO3ME3AHOIN OCHOBE. B 1emsix Takoro
OCHAIICHHSI CYOBEKThI OOPAIICHHUS JIEKAPCTBEHHBIX CPEICTB 3aKIIOYAIOT C OMEPATOPOM CHCTEMBI
MOHHTOPUHTA JIOTOBOPBI, B TOM YHCJIE€ COJACPXKAIIME YCIOBUS MPEIOCTABICHHUS TAKOTO
00Opy/IOBaHUST M €r0 pErJIAaMEHTHOTO OOCTy)KHBaHHs Ha OE3BO3ME3IHOM OCHOBe. (B pell.
[Mocranoenenus [IpaBurenscrBa P® ot 21.07.2020 N 1079)

Tunoast popma TakuxX JOTOBOPOB YTBEPKIACTCSI MHHHCTEPCTBOM MPOMBIIIJICHHOCTH ¥ TOPTOBIIH
Poccuiickoit ®eneparun. (B pea. ITocranosienus IIpasutenscTea PP ot 21.07.2020 N 1079)

B ciydae HepaObOTOCIIOCOOHOCTH pPETHUCTpaTOpa BBIOBITHS, MOATBEPIKICHHOW YBEIOMIICHUEM,
HAIpaBlIIeMbIM  CyOBEKTOM  OOpalleHHs] JICKapCTBEHHBIX CpPEJCTB  OMNEPaTOpy  CHUCTEMBI
MOHMTOPHMHIA, Nepegadya CBEACHUH O BBIBOAE M3 00OpOTa JIEKAPCTBEHHBIX IPENapaToB MyTEM
OTITyCKa JIEKAPCTBEHHBIX MpErnapaToB OECIUIATHO MM OTIycKa NpU OKa3aHUM MEIUIIMHCKON
MOMOIIM Ha IMEpPHOJ] BOCCTAHOBJIEHHUS PabOTOCIIOCOOHOCTH WJIM 3aMEHbl PETUCTPATOpa BBIOBITHSA
OCYILECTBIIsICTCS CyOBEKTOM OOpPAIeHHUs JIEKAPCTBEHHBIX CPEJICTB C CIOIb30BAHUEM (PYHKLIMOHAA
cucteMbl MoHUTOpUHTA. (B pen. [Toctanornenus [IpasurensctBa PO ot 21.07.2020 N 1079)

52. CyObexTbl 00OpalieHHsl JIEKapCTBEHHBIX CPEACTB MpU OOHApyKEHHWH OMIMOOK B CBEACHMSIX
(HEZOCTOBEPHBIX CBE/AEHUIN), NPEACTABICHHBIX UMU B CUCTEMY MOHHUTOPHHIA MPHU BBOJIE B 000POT
JIEKApCTBEHHBIX IPETapaToB W 000pOTE JIEKAPCTBEHHBIX MPENapaToB, MPEICTABISIOT B CHCTEMY
MOHUTOPHHra MH(}OpMaIIo, HEOOXOAUMYIO JUISl UCHPABICHUS yKa3aHHBIX OIIMOOK B CBEIEHHSX
(HETOCTOBEPHBIX CBEJIEHUN) (J1aJiee - UCTIPaBIICHUE OIITHOOK).

CyObekThl OOpalleHusi JeKapCTBEHHBIX CPEICTB BIpPaBE BHECTH HCIPABIECHUS OIIMOOK IO TOTO
MOMEHTa, KOrJja OHU OBbUIM YBEIOMJIEHBI O HAa3HaU€HWU B OTHOLIEHUH HUX TPOBEPKH,
OCYILIECTBIIIEMO B YCTaHOBJIEHHOM mnopsake dDexepanbHol cinyk00i 1o Haa3opy B cdepe
3/paBOOXpaHEeHMs], MO (PaKTy NpPEACTaBICHUS CyObeKTaMu OOpallleHHs JIEKapCTBEHHBIX CPE/ICTB
OLIMOOYHBIX (HEAOCTOBEPHBIX) CBEACHUH.

B cnydae ecnu B mpeAcTaBIeHUU CBEACHM, B KOTOPHIX OOHApY>KEHBI OMMUOKHU (HETOCTOBEPHBIC
CBEJICHNUS), YIaCTBOBAIM JIPYTHUE CYOBEKTHI OOpAIICHHS JIEKAPCTBEHHBIX CPECTB, TO MCIPABICHHS
OIMMOOK CYMTAIOTCA TPUHATHIMH TIOCTE TOATBEPKICHUS TOCTOBEPHOCTH MPEACTABICHHBIX
WCIIpaBJIeHUN OMHMOOK B CUCTEME MOHUTOPHHTA BCEMH YYaCTHUKAMU TMPEACTABICHUS CBEJCHUM, B
KOTOPBIX OOHAPYKEHBI OITUOKHU (HETOCTOBEPHBIE CBEICHN).

AG3an yetBepThIit - YTparun cuny. (B pen. Iloctanosnenus [IpasutensctBa PO ot 24.03.2023 N
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468)

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

OTMEHa CyOBEKTOM OOpalleHHsl IEKapCTBEHHBIX CPEJICTB PaHEe 3aperuCTPUPOBAHHON omepanuu (B
cllydae, €clid TOoCJe TaKOH omepanud He OBbUIM COBEpUICHBI JCHCTBUS C IIEPEeX0J0M IIpaBa
COOCTBEHHOCTH Ha JIEKAPCTBEHHBIE MIPerapaThl);

OT3BIB  COOOWIEHHs] 00 OTrpy3Ke JIEKapCTBEHHBIX IpEnaparoB CyOBEKTOM  OOpalieHus
JCKapCTBEHHBIX CPEACTB - OTIPABUTENIEM TAaKOro COOOIICHUS, MEPEeJaHHOTO IOJIYdaTero
JICKapCTBEHHBIX MpenaparoB. Takas KOPPEKTHPOBKAa BO3MOXHA JO T[epeAayd CBEICHUl o
NOATBEPXKJICHUHM  Tepellaud  JICKApCTBEHHOTO TIpernapara JIpyrdM CyOBEKTOM oOpamieHus
JIEKapPCTBEHHBIX CPEJICTB;

0TKa3 CyObeKTa oOpalieHust JIKapCTBEHHBIX CPEACTB - MOJIydaTellsl JIeKapCTBEHHBIX MPETapaToB OT
IIPUEMKH JIEKAPCTBEHHBIX ITpenapaToB. Takas KOPpEKTUPOBKA BO3MOJKHA JI0 MEPENAaYu CBEIEHUN O
NOJATBEPKICHUH  TIepelladud  JICKApCTBEHHOTO Tpernapara JIpyrdM CyOBEKTOM —OOpamieHus
JIEKapCTBEHHBIX IIPENApaToB;

KOPPEKTUPOBKAa CYOBEKTOM OOpalleHus JEKapCTBEHHBIX CPEACTB paHEe HAMpaBICHHBIX WM
CBEJICHUN B CHCTEMY MOHUTOpPHHIa O Iepejadye JEKapCTBEHHOIO Mpernapara JAPYroMy CyObEeKTYy
oOpallleHus JIEKapCTBEHHBIX CPEACTB C TOJATBEPKICHUEM TaKOW KOPPEKTUPOBKH CYOBEKTOM
oOpareHust JeKapCTBEHHBIX CPEACTB, KOTOPOMY IepeAaHbl TaKHe JIEKApCTBEHHBIC Ipenaparsl. (B
pen. ITocranosnenus IIpaBurenanctea PO ot 21.07.2020 N 1079)

53. BiokupoBKa MPUHSTHS CUCTEMON MOHUTOPHHIA CBEIIEHHH O BBOJE B 00OpPOT JIEKAPCTBEHHBIX
npenaparoB, 06 obopore W (WJIM) O BBIBOAEC M3 00OpOTa JICKAPCTBEHHBIX IIpernaparoB (jaiee -
OJIOKMPOBKA) OCYIIECTBISIETCS B aBTOMAaTHYECKOM pEXHME B COOTBETCTBUU C PErJIAMEHTOM,
ofpesieNsieMbIM ONEePaTOPOM CHUCTEMbI MOHUTOPHMHIA M corjlacoBaHHbIM ¢ PDenepanbHON ciyxk00ii
1o Ha/aA30py B chepe 3apaBooxpaneHus. (B pex. [Tocranosnenus [lpasurensctBa PO ot 30.08.2019

N 1118)

brokupoBka M oTMeHa OJOKMPOBKM MOTYT BBOAMTHCS B OTHOILICHHWU EIMHHUIBI JIEKAPCTBEHHOTO
npernapara, HapTUU JIEKAPCTBEHHBIX IMPEnapaToB WM CEPUM JIEKAPCTBEHHBIX NpenaparoB. (B pei.
[Tocranosnenus [IpaBurenscta PO ot 24.03.2023 N 468)

[Tepeuens npuunH OJIOKUPOBKHU IpHUBENEH B mpuioxkeHuu N 7.

[Ipu ycrpaHeHMH CyOBEKTOM OOpalleHMs JIEKapCTBEHHBIX IpEenapaToB MPHUYWH, MOCITYKHUBIIUX
OCHOBaHMEM JIJ1s1 OJIOKUPOBKU, OTMEHA OJIOKUPOBKH OCYLIECTBIISIETCS B aBTOMAaTHYECKOM PEXKHUME.

B otnenbHBIX cioyyasx, mepedeHb KOTOpbix ompexaensercs denepanbHoil ciayx 00l Mo HaA30py B
cdepe 31paBOOXpaHEHUs, NMpU OJOKUPOBKE IOMYCKAETCS BO3MOXKHOCTh IEpeJadyd CBEACHHH O
BO3BpAaTe JICKAPCTBCHHBLIX IPCIAapaToOB IMOCTABINHUKY, O IEpcaadc JCKAPCTBCHHBIX IIPCIIapaToB Ha
YHUUYTOXEHHE U (WIK) 00 MHOM BUJI€ BBIBOAA U3 000pOTA JIEKAPCTBEHHBIX MPETAPaTOB.

Ao63an msaTeid - Ytparui cuiy. (B pen. [locranonenust [IpasurensctBa PO ot 24.03.2023 N 468)

VII. Ilopsinok nmpenocraBieHusi HHGopManuu, coep:Kameincs B
CUCTeMe MOHUTOPHUHIA

54. A63arm nepBwIid. - YTpatun cuiy. (B pen. [locranoBnenus [IpaBurensctea P® ot 29.11.2023 N
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2027)

Ob6nanarenem uH(OpPMAIMK, COJEpKalleiicss B CUCTEME MOHMTOpHHra, siBisiercsi Poccuiickas
Oenepanus. [IpaBomouns obnanarens uHGOpMaKUK, COAEPIKAIIEHCS B CHCTEME MOHUTOPHHTA, OT
uMmeHu Poccuiickoit @eneparuu ocymecTBiIsieT MHUHUCTEPCTBO 31paBooXpaHeHus Poccuiickoit
Oeneparn. Ob6nanarens MHPOPMAIUH, COACpPXKAIICHCS B CHCTEME MOHUTOPHHTA, 00ecredynBacT
KOH(QUICHIMATBHOCTh TakoW HMHQpOpMAIUK, 3a HUCKIOYeHHEeM UHGOpMaluu, OTHECEHHOM
[TpaButensctBOM  Poccwmiickoii  ®Denepanmu Kk  obmenoctynHoid uwHpopmammu. (B pen.
[Tocranosienuii [TpasutenscrBa PO ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

Oneparop CHUCTEMBI MOHHUTOPHHTA OCYIIECTBISICT JCUCTBUSA ¢ WH(pOpMAIUEH, coiepaiieics B
CHUCTEME MOHUTOPHUHIA, WJIA Pa3pellaeT OCYIIECTBICHUE TaKUX JECHCTBUM B Mpeaenax NOJTHOMOYNM,
YCTaHOBIICHHBIX (hefepaibHBIMU 3aKOHAMH M MPUHUMAEMBIMH B COOTBETCTBHHM C HMMHU HHBIMH
HOPMAaTHBHBIMM T1paBoBbIMM akTaMu Poccuiickoii ®enepanuu, B TOM UHCIE HACTOSIIHMM
[Monoxxenuem. (B pen. [ocranosnenus [IpaBurensctea PO ot 21.07.2020 N 1079)

55. loctyn k mH(pOpMaImH, Coaep KaIeiicss B CACTEME MOHUTOPUHTA, 00ECIIEYHBACTCS ONIEPATOPOM
CUCTEMbl MOHHUTOPHHTA C YYETOM CIIEeIyIOMMX nonoxkeHuit: (B pen. [locranosnenus [IpaButenbcrBa
P® o1 29.11.2023 N 2027)

a) 10cTyn (peepanbHbIX OPraHOB MCIIOJIHUTENBHON BIACTH U UCIIOJIHUTEIbHBIX OPraHOB CyOBEKTOB
Poccuiickoit dexepanny B OTHOIICHUH COJCPIKAIICHCS B CHCTEME MOHUTOPHUHTAa HWH(OpMAIUH
OCYILECTBIIIETCSI B TOM  4YMCJI€  TIOCPEIACTBOM  HHQPACTPYKTYphl,  oOOecreuuBaroiien
UH(POPMALMOHHO-TEXHOJIIOTHIECKOE B3aMMOACUCTBUE HH()POPMAITMOHHBIX CHCTEM, HCIOIb3yEeMbIX
JUIsl IPEAOCTABIICHNS TOCYAAPCTBEHHBIX M MyHULIMIIAIBHBIX YCIIYT U UCIIOJHEHUS TOCY1apCTBEHHBIX
¥ MyHUIMIAIbHBIX (QYHKIHMNA B A5eKTpoHHOU (opme; (B pen. [locranosnenus IlpaButenscrBa PO
ot 29.11.2023 N 2027)

0) moctyn cyOBEKTOB OOpaIlleHHs JEKapCTBEHHBIX CPEICTB, MPEACTABISIONUX WHOOPMAIIUIO IS
BHECEHHS] B CHCTEMY MOHHMTOPHHTA, B OTHOIICHHH TMPEACTABICHHON HMHU HWHOOpPMAIUU U
00IIeTOCTYTHON HH(OpPMAIINH, COAEpIKAIIEICS B CUCTEME MOHUTOPHHTA, OCYIIECTBISETCS depes
JUYHBIA ~ KaOWMHET CyObeKTa OoOpalieHusi JIeKApCTBEHHBIX CPEACTB WM  TOCPEICTBOM
WH(GOPMAIIMOHHBIX DJIEKTPOHHBIX CEPBUCOB C HCIOJIB30BAHUEM CTAHJAPTHBIX TMPOTOKOJIOB H
uHTep(ErCcoB FIEKTPOHHOTO B3aUMO/ICHCTBHS,

B) JIOCTYINl TpaXJaH B OTHOIIEHUM COJEp’Kallleiicsi B CUCTEME MOHHUTOPHUHIa HHpOpMalUU HpU
IPOBEPKE CpPEACTBA MJAECHTU(UKALMKA OCYIIECTBISETCS C  HCIOJIb30BAHHEM MOOUIIBHOTO
npunoxenus." (B pen. [Tocranonenus [IpaButenscrea PO ot 29.11.2023 N 2027)

56. MobunbHOE MPUIIOKEHUE MTPH MPOBEPKE CPEICTBA HICHTH(PHUKALUN 00ECIIeYuBaeT B TOM YHUCIIe
CJIETyIOIINE BO3MOKHOCTH CUCTEMbl MOHUTOPUHTA:

a) CUYMTHIBAaHME CPEACTB HUACHTU(UKAMH C YMNAKOBKM JIEKAPCTBEHHOro Ipernapara; (B pen.
[Mocranosnenus [IpaButensctBa PD ot 29.11.2023 N 2027)

0) oToOpaXkeHNe pe3yIbTaToOB MPOBEPKH CPEACTBA UICHTU(PHUKAIIMU B CHCTEME MOHUTOPUHTA;

B) BO3MOXHOCTb HAaIIPaBJICHUA CBG,Z[CHI/Iﬁ B CHUCTCMY MOHUTOPHHIA O HAPYIICHHUAX IOpPAAKa
MAapKHUPOBKH JICKAPCTBCHHBIX IIPCIIapaToOB.

56(1). Mob6wibHOE TPUTIOKEHUE €AMHOIO IMOpTaia roCyJapCTBEHHBIX W MYHUIMNAIBHBIX YCIYT,
B3aMMO/ICHCTBYIOIIETO C CHUCTEMOM MOHHUTOPHHIra, MpPHU MPOBEPKE CPEACTB HACHTH(PHUKALNN
oOecrieurBaeT B TOM YHCIIE Cleayrolne Bo3MoxHocTu: (B pea. [locranosnenus IIpaBurenscrea PO
ot 16.09.2023 N 1514)
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a) CUMTBIBAHHWE CPEACTB HACHTH(PUKANMH CO BTOPUYHOH (MOTPEOUTEITHCKOW) YITAKOBKH
JICKapCTBEHHOTO Tperapara (B ciydae €e OTCYTCTBHUS - TEPBUYHOW YIIAKOBKHU JIEKAPCTBEHHOTO
npenapara); (B pea. ITocranosienus IIpaButensctBa P® ot 16.09.2023 N 1514)

0) oToOpaskeHuE pPe3yJbTaTOB MPOBEPKU CPEACTBA UACHTHU(HUKALMU B CUCTEME MOHUTOPHUHTA; (B
pen. [Tocranosnenus [IpaBurenpcrBa PO ot 16.09.2023 N 1514)

B) HampaBlieHUE B CHUCTEMY MOHUTOPUHIA CBEJCHUN O HApYLIEHUSX TMOpsAKa MapKUPOBKU
JICKapCTBEHHBIX NpenapaToB. (B pen. [Tocranosnenus [Ipasurenscrea PO ot 16.09.2023 N 1514)

Bo3MmoxHOCTh HampaBi€HHMsT C HCIHOJB30BAHMEM €IUHOrO0 IOpTajla TOCYHapCTBEHHBIX H
MYHULUNAIBHBIX YCIYT B CUCTEMY MOHMTOPUHIA CBEICHUN O HApYyLICHMSX HOpsAKa MAPKUPOBKU
JICKapCTBEHHBIX TpenaparoB (IMpU HAJUYMU TEXHUYECKOH BO3MOXKHOCTH) OOECIeYMBACTCS MpPH
YCIOBUM TIPOXOXKACHUSA (PU3MUECKUMM JIMLIAMM Ha €AMHOM IIOpTaje TIOCYHApCTBEHHBIX H
MYHUIUNATBHBIX YCIyT TpPOLEAyp HUACHTU(DUKAMH W ayTeHTH(PHUKAIUU C HCIOJIb30BaHHEM
dbenepanbHON rocyaapcTBEHHOW MHGOPMALMOHHOM cucteMbl "EnuHas cucteMa UaAeHTUPHUKALMUA U
ayreHTH(QUKanuu B HHPpAcTpyKType, obecneunBaromeii HHYOPMAIMOHHO-TEXHOIOTHIECKOE
B3aUMoOJIeiicTBUE  MH(OPMAIMOHHBIX  CHUCTEM,  HUCHOJb3YEMBIX Ul  IPEAOCTaBICHUS
TOCYJApPCTBEHHBIX W MYHHLIUIAIBHBIX YCIyT B 3yeKTpoHHOU (opme". (B pea. IlocraHoBneHus
[TpaButenscTBa PD or 16.09.2023 N 1514)

57. CyObekT oOpalieHus JIeKapCTBEHHBIX CPEJCTB MOXKET MOJYUYUTh JOCTYI KO BCEM 3JIEKTPOHHBIM
JOKYMEHTaM, TepeJaHHbIM UM B CHUCTEMY MOHHMTOPHHIA, a TaKK€ K SJIEKTPOHHBIM JOKYMEHTaM,
CO3MaHHBIM CHCTEMOH MOHHUTOPUHTA IO pe3ysibTaTaM OOpaOOTKH IONYYCHHBIX OT CyOBeKTa
oOpailleHus JIEKapCTBEHHBIX CPEJICTB JIOKYMEHTOB, a Takke K UHGOpMaluu, OTHECEHHOU
[IpaButensctBOM  Poccuiickoit  ®eneparuu  k  obmienoctynHoi  uHbopmaruu. (B pel.
[Tocranosienus IIpaButenscTBa PP or 21.07.2020 N 1079)

57.1. DMUTEeHTy CpeaCTB WACHTU(UKAIMM, 3aperuCTPUPOBAHHOMY B CHCTEME MOHUTOPHHIA WU
IPEJICTaBUBLIEMY CBEJIEHHUS B CUCTEMY MOHHTOPHHIAa O HAHECEHUU CPEJCTB UACHTHU(UKAIMM Ha
YIIAKOBKH JIEKAPCTBEHHBIX INPENAapaToB, IOMUMO CBEJIEHUM, YKA3aHHBIX B IyHKTE 57 HACTOSIIETO
[Tonoxxenus, obecrieunBaeTcs JOCTYM K CAEAYIOINUM BUAaM HHPOpPMAIMK OTPaHUYEHHOTO AOCTYIIa
0 cepHsaX U MapTHIX TaKUX JIEKapCTBEHHBIX npenaparoB: (B pex. [locranosnenuii [IpaBurenscTaa
P® or 24.03.2023 N 468, ot 29.11.2023 N 2027)

a) uH(OpMaIUsA O BIAJeNblle CEPUM U MAPTHH JIEKAPCTBEHHOrO Mpenapara U €ro KOJIMYeCTBE B
cieayromiem coctase: (B pel. [Tocranosnenus [IpaBurennscrea PO ot 24.03.2023 N 468)

HAaUMEHOBAHME BJaJeiblia CEpUM U MApTHUU JIEKapCTBEHHOro mnpenapara; (B pen. IlocranoBnenus
I[TpaButennctBa PD ot 24.03.2023 N 468)

UICHTU(PUKAIIMOHHBI HOMEpP HaJOTOIUIATENbIINKA BJaJeNblla CEPUHA W TAPTHH JIEKAPCTBEHHOTO
npenapara; (B pea. [Tocranosnenus [IpaButenscta PO ot 24.03.2023 N 468)

UJICHTU(PHUKATOP MECTa OCYIIECTBICHHS IEATEILHOCTH BJaJIeNIblla CEpUU U apTHH JIEKAPCTBEHHOTO
mpemnapara, Mo JaHHbIM cucTeMbl MOHUTOpHUHTA; (B pen. IlocranoBnenus [lpaButensctBa PO ot

24.03.2023 N 468)

THTI OTIEPAIIMH IO O0OPOTY CEPUH M MAPTHH JIEKAPCTBEHHOTO Tpernapara, 3aperucCTpUPOBaHHON B
COOTBETCTBUU C TpebOoBaHusiMU HacTosmero I[lomoxenus (MpUHATO OT CyOBEKTa OOpaIeHHS
JIEKapCTBEHHBIX CPEJCTB, MEPEaHO CYOBEKTOM OOpaIleHus JIEKAapCTBEHHBIX CPEACTB, BHIBEICHO U3
obopoTa myTeMm peanuzanuu (MPOJAXH), BBIBEIEHO W3 000pOTa MO OCHOBAHUSAM, OTIMYHBIM OT
peanu3anuu (MPOAaXKH), BKIOYass WHGOpPMAIUI0O 00 WCTOYHHMKE (DMHAHCHPOBAHUS, YKa3aHHOM
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CyOBEKTOM OOpaIlIeHus JIEKAPCTBEHHBIX CPEIICTB B OTHOIICHHH COOTBETCTBYIOIIEH omeparuu; (B
pen. [Tocranosnenwuii [IpaBurenbcrsa PO ot 24.03.2023 N 468, ot 29.11.2023 N 2027)

r00aNbHbI  MACHTU(HUKAIIMOHHBIE HOMEp TOproBoi eauHunbl; (B pen. IlocraHoBneHus
[TpaButenscTBa PD ot 24.03.2023 N 468)

o011lee KOJIMYECTBO JIEKapCTBEHHBIX mpemnapatoB; (B pen. [locranosnenus [lpaBurenscrBa PO ot
24.03.2023 N 468)

0) cBeleHHA O KOJIMYECTBE JIEKAPCTBEHHBIX IIPENapaTtoB, BBIBEJCHHBIX U3 000poTa MHyTeM
PO3HUYHOM Mpoaaxu B MecTe (IO aJipecy) OCYIIEeCTBICHHS pacdyeTa WM BBIBEJECHHBIX U3 000poTa
nyTeM OTIIyCKa JUIsi MEAMIMHCKOrO TPUMEHEHHUs, OTIycka OeCIUIaTHO 10 pelenty Ha
JIEKapCTBEHHbIE TMIpenaparbl B MecTe (M0 aApecy) OCYUIECTBICHUS IEATENbHOCTH; (B pell.
[Tocranosienus IIpaButenscTBa PD ot 24.03.2023 N 468)

B) CBEJCHMS O CPEJHMX PO3HMUHBIX LIeHaX (CyMMax pacueTa) JIEKApCTBEHHBIX IIPENapaToB B CiIydae
PO3HUYHOH NMPOJAXHU C YKa3aHUEM IJI00aJIbHOTO UACHTU(HUKALIMOHHOIO HOMEpa TOProBOM €JMHUIIBI
U TOProBOro HaMMEHOBAaHHUS JIEKAPCTBEHHOI'O IIperapara, pacCUMTaHHbIX HE MeHee 4eM 1o 3
MecTaM (ajipecaM) OCYyILECTBIICHHs pacyeTra 3a epHoj He MeHee OJJHON HeAeIH M arperupoBaHHbIX
1o ypoBHsi cyOwbekta Poccuiickoit ®@enepaunu. (B pen. Ilocranosnenust [IpaButensctBa PO ot

24.03.2023 N 468)

57.1-1. Toctyn K cBelleHUsIM, YKa3aHHBIM B myHKTe 57.1 Hacrosimiero [lonoxkenus, odecneunBaercs
OIepaTOPOM CHUCTEMBI MOHUTOPHHTAa C BO3MOXXHOCTBHIO (OPMHUPOBAHHS B JUMYHOM KaOWHETE
SMUTEHTA CPEACTB MICHTU(UKALUN B CUCTEME MOHHTOPHHTA arperupOBaHHBIX OTYETOB MO BHAAM
uHpopMalui B aBTOMATU3MPOBAHHOM PEXKHUME C HCIOJIb30BAaHUEM MPOrPAMMHO-TEXHUYECKUX
cpencTB cucteMbl MoHUTOpHUHTA. (B pea. [locranoBnenuii [IpaBurensctBa PO ot 24.03.2023 N 468,
or 29.11.2023 N 2027)

DOMHTEHT CPEJCTB WACHTU(HKAIMK BIPaBe Mepeliarh MpaBoO JAOCTYIA K CBEACHHSM, YKa3aHHBIM B
nyHkre 57.1 wHacrosimiero ITonmokeHHs, TOJIBKO 3apErHCTPHPOBAHHBIM B CHCTEME MOHHTOPHHTA
CIeIYIOIUM CyOBEKTaM oOpalleHHsi JIeKapCTBEHHBIX cpeactB: (B pen. IlocraHoBieHms
[paButenscTBa PO o1 24.03.2023 N 468)

cyOBeKT oOpallleHus JeKapCTBEHHBIX CPEJICTB B OTHOLLIEHUH JIEKAPCTBEHHBIX MPENApaToB, CBEICHUS
0 KOTOPBIX TAKMUM CYOBEKTOM OOpaIlleHUs JIEKAPCTBEHHBIX CPEACTB MPEACTaBIEHBl B COOTBETCTBUU
¢ yacteto 1 crarbu 52.1 ®enepanbHoro 3akoHa "OO oOpallleHMH JEKapCTBEHHBIX CpeACTB" B
DenepanbHylo ciIy*k0y 1Mo Haa30py B cepe 31paBOOXpaHEHHs WM Ha KOTOPbIE TAaKUM CyOBEKTOM
oOpallleHus1 JIEKapCTBEHHBIX CPEACTB IMOJY4YEHBbl pa3pellieHuss Ha BBOJ B TIpaXKAaHCKUIl 00opoT
npou3BeieHHBIX B Poccuiickoit @enepaninu MMMYHOOMOIOTHYECKUX JIEKAPCTBEHHBIX MpPENapaTos,
MpeayCMOTpEeHHbIE YacThio 7 ctaThu 52.1 denepanpHoro 3akona "OO oOpallleHHH JIeKapCTBEHHBIX
cpenctB"; (B pen. [locranosnenus [IpaBurensctBa PO ot 24.03.2023 N 468)

cyOBeKT oOpallleHus JIeKapCTBEHHBIX CPEJICTB B OTHOLLIEHUH JIEKAPCTBEHHBIX MPENapaToB, CBEICHUS
0 KOTOPBIX TaKUM CYOBEKTOM OOpaIlleHHUs JIEKAPCTBEHHBIX CPEACTB MPEACTaBIECHBl B COOTBETCTBUU
¢ yactbto 2 cratbu 52.1 ®enepanbHoro 3akoHa "OO6 oOpallleHHH JEKapCTBEHHBIX CpeACTB" B
DenepanbHyI0 CIyX)O0y 10 Haa30py B cepe 31paBOOXpaHEHHs WM Ha KOTOPbIE TAaKUM CyOBEKTOM
oOpallleHusl JIEKapCTBEHHBIX CPEACTB IMOJY4YEHbI pa3pellieHusi Ha BBOJ B Tpa)JIaHCKHI 00opoT
BBO3UMBIX B Poccuiickyio @enepanuio MMMYHOOMOJIOTMYECKHX JIEKApPCTBEHHBIX MPENapaTos,
peayCMOTpeHHBIC YacThio 7 ctaThu 52.1 denepanpHoro 3akona "OO oOpaiieHnn JeKapCTBEHHBIX
CpelcTB", 3a MCKIIIOUEHUEM CBEJCHUM, yKa3aHHBIX B NOANYHKTe "B" myHkTa 57.1 Hacrosmiero
[Monoxenus; (B pen. [Tocranosnenus [IpaBurensctBa PO ot 24.03.2023 N 468)
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ACPXKATCIIb WKW BJIAaACICH PETHCTPAOIMOHHOI0O YAOCTOBEPCHHUA IIPU HaJIWYUKU B CHUCTEMC
MOHUTOPHHTA CBEIICHUII O KOAE HaJoroIuIaTelIbIIuKa TaKoro ACPIKATCIIA WKW BJaACjibla
PErUCTPAIMOHHOTO YAOCTOBEPEHUA B CTpaHC PErucrpaiuud, IMIIEPCAAaHHOTO B COOTBCTCTBHU C

nyHkToM 3 npunoxenus N 1 x HacrosieMy [lonoxenuro. (B pen. Iloctanosnenus [IpaButenbcrBa
P® ot 24.03.2023 N 468)

57.1-2. DMHUTEHT CpencTB UACHTU(GHUKAIIMN BIIPABE OCYIIECTBISITH CAMOCTOSITEIIPHO HIIM ITOPYYaTh B
COOCTBEHHBIX HMHTEpecax o0paboTKy wuH(OpMAIMK, yKa3aHHOW B MmyHKTe 57.1 Hacrosmiero
[TonoxxeHus, B TOM 4KClie HE IEpeYUCICHHBIM B TyHKTe 57.1-1 Hacrosmero [lonoxenus numam. B
TaKUX CIy4asX JOCTYIl K Takod MH(pOpMaluMu WK pe3yibraraM ee 0Opa0OTKM UMEET yKa3aHHBIH
CyOBEeKT oOpalleHHs JICKaPCTBEHHBIX CPEACTB WM JIMIO, KOTOPOMY OH MOPY4Yusa 0oO0paboTKy,
MOCPEACTBOM JIMYHOTO KaOWHeTa SMUTEHTa cpeAcTB uacHTudukamuu. (B pen. IlocraHoBieHus
[TpaButenscTBa PD o1 29.11.2023 N 2027)

57.2. TlotpeOuTensiM JIEKQpCTBEHHBIX IpENapaToB O0CECIeUnBaeTCA JOCTYNl K HH(OPMAIIHH,
otHeceHHoi [IpaButensctBoM Poccuiickoit denepanuu k oOuienoctynHo nHdopmanuu. (B pen.
[Mocranosnenus [IpaBurenscrBa P® ot 21.07.2020 N 1079)

57.3. ®denepalibHBIM OpraHaM HCIOJHUTEIBHON BJIACTH W WCIIOJHUTEIBHBIM OpraHaM CyOBEeKTOB
Poccuiickoit ®Denepanuu B 1ENAX, ONpeaeleHHbIX HacrosumM IlomoxxenueM, obecrieunBaeTcCs

JIOCTYI K cienyronum cBenenusim: (B pen. [locranosnenuit IlpaButenscra PO ot 21.07.2020 N
1079, ot 29.11.2023 N 2027)

a) mH(OpMaIIHI 0 CyOBeKTax 00paIeHHS JICKAPCTBEHHBIX CPEICTB, O JICKAPCTBEHHBIX Mpenaparax u
ux obopore, HeOOXOAMMAast JIJIsl BHITIOJTHECHHUS 33714 M OCYIIECTBIICHUS! (YHKIMH, BO3JI0OKCHHBIX Ha
denepanbHble OpPraHbl HWCTIOJHUTEIBLHOW BJIACTH M HUCIOJHHUTEIbHBIC OpraHbl CyOBEKTOB
Poccuiickoit ®enepanuu, B IHEIAX, ONPEACACHHBIX HacTtosmmuMm Ilomoxxenuem; (B pen.
[Tocranosnenuii [Tpasutenscrea PO ot 21.07.2020 N 1079, ot 29.11.2023 N 2027)

0) crartuctudeckas HHpopManus O JEKapCTBEHHBIX Ipenaparax M HuX oboporte; (B pex.
[Tocranosnenus [IpaBurenscta PO ot 21.07.2020 N 1079)

B) uH(popmauus, ortHeceHHass IIpaButenbctBoM Poccuiickoit ®enepannu K 0OLIETOCTYITHOM
urdopmarmu. (B pea. [locranosnenus [IpaButensctea PO ot 21.07.2020 N 1079)

57.4. CocraB wuH(pOpMaLUHU, CcoAepXkalleiics B CHUCTEME MOHUTOPHHIA, JOCTYH K KOTOPOH
oOecnieunBaercs (¢enepaibHbIM OpraHaM MCIOJHUTEIbHONW BJIACTU M UCHOJIHUTEIBHBIM OpraHam
cyobektoB Poccuiickoit ®enepauuu, omnpenensercs B COMVAIIEHUSX 00 HHGOPMAIMOHHOM
B3aMMOJICHCTBHM, 3aKIIOYEHHBIX ONEPAaTOPOM CHUCTEMbI MOHUTOPUHIA C (efepalbHbIMU OpraHaMH
UCTIOJIHUTENILHOW BJIACTH WJIM UCIOJHUTENIBHBIMU OpraHaMu cyobekToB Poccuiickoit @enepanuu u
MunuctepctBoM  3apaBooxpaHeHusi Poccuiickoit  ®enepanuu. (B pen. IlocranoBnenus
[paBurenscTBa PO ot 29.11.2023 N 2027)

57.5. ®enepanbHON Ciyk0€ MO HAA30py B cdepe 3IpaBOOXpaHEHHUs 00ECIeUUBACTCS TOCTYI K
uH(pOpMaIlMK, COJEpKalleiicss B CHUCTEME MOHHTOpHHTra, B mensx: (B pen. IlocraHoBneHus
[MpaBurenscTBa PO ot 21.07.2020 N 1079)

a) OCYIIECTBJICHHMS] KOHTPOJS COOJIOJNEHHUS MEIWLUUHCKUMU pabOTHUKAMHU, PYKOBOJIUTEISIMU
MEIUIUHCKUX OpraHu3alui, (apManeBTHUECKUMH PAaOOTHUKAMU M PYKOBOJUTENSAMHU aNTEYHBIX
OpraHM3alil OrpaHWYeHHH, MPUMEHSEMbIX K HHUM IpPU OCYIIECTBIEHHUH NpodecCHOHATBbHOM
JEATEIBHOCTH B COOTBETCTBUM C 3aKOHOAATenbCTBOM Poccuiickont ®Penepanuu; (B pen.
[Mocranosnenus [IpaButenscTBa P® ot 21.07.2020 N 1079)



https://normativ.kontur.ru/document?moduleid=1&documentid=445378#l168
https://normativ.kontur.ru/document?moduleid=1&documentid=461208#l63
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l70
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l74
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l74
https://normativ.kontur.ru/document?moduleid=1&documentid=461208#l63
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l74
https://normativ.kontur.ru/document?moduleid=1&documentid=461208#l63
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l74
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l74
https://normativ.kontur.ru/document?moduleid=1&documentid=461208#l67
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l74
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l74

0) ocymecTBieHus (emeparbHOTO TOCYIapCTBEHHOTO KOHTpOJs (Hama3opa) B chepe oOpamieHus

JeKapCTBEHHBIX cpeAcTB; (B pex. Ilocranosnenuii IlpaBurenscrea PO or 21.07.2020 N 1079, ot
24.03.2023 N 468)

B) TPOBEACHUS MOHHTOPHHra acCOPTHMEHTA M IIeH Ha XM3HEHHO HEOOXOIMMBIC W BaKHEHIIHNE
JekapcTBeHHbIe npenapatsr; (B pel. [locranosnenus [paBurenscrea PO ot 21.07.2020 N 1079)

I') OCYILIECTBJICHHS B YCTAHOBJIEHHOM IOPSAJKE IPOBEPKH AEATEIBHOCTH MEAUIIMHCKUX U alTEYHbIX
OpraHu3alnui, OpraHu3aldid ONTOBOM TOPIOBIM  JICKAPCTBEHHBIMM  CPEICTBAMM, JPYTUX
OpraHu3alil ¥ MHAMBUIYAIbHBIX MpEANPUHUMATENCH, OCYLIECTBISIIOIUX AEATEIBHOCTh B cdepe
3npaBooxpaneHusl. (B pea. [loctanosnenus [IpasutensctBa PO ot 21.07.2020 N 1079)

57.6. ®enepanbpHOIl HATOTOBOU CIy»0€e oOecrednBaeTcsi 10CTyN K HHPOPMAIUH, CoJepKalieics B
cucrteMe MOHMTOpHHTa, B neisix: (B pen. IlocranoBnenus IlpaButensctBa PO ot 21.07.2020 N
1079)

a) OCYIIECTBICHHS KOHTPOJII M Haa30pa 3a MPAaBHIBHOCTHIO HWCYMUCICHHS, TMOJHOTOM H
CBOEBPEMEHHOCTHIO BHECEHHUS B COOTBETCTBYIOIIMM Or0/KeT OrO/pKeTHOM cucteMbl Poccuiickoit
@Denepalliil HAJIOTOB U COOPOB, a B CIyyasx, MPeAyCMOTPEHHBIX 3aKOHOJAATENbCTBOM Poccuiickoii
®denepanny, - 3a NPABWIBHOCTBIO HCYMCIICHMS, IOJHOTOM M CBOEBPEMEHHOCTBIO BHECEHHS B
COOTBETCTBYIOIIMN OIO/KET HMHBIX 00s3aTenbHbIX miuatexeir; (B pea. IlocranoBnenus
[paButenscTBa PO ot 21.07.2020 N 1079)

0) KOHTpOJIA COONIO/IEHNS TPeOOBAHUM K KOHTPOJBHO-KAaCCOBOM TEXHMKE, MOpSAIKAa U YCIOBHM ee
perucrpanuu u npumenenus; (B pea. [locranosnenus [IpaBurenscrea PO ot 21.07.2020 N 1079)

B) KOHTPOJS y4YeTa BBIPYYKH JCHEKHBIX CPEACTB Y IOPUIAMYECKHX JIMIl ¥ WHIUBHUIYATbHBIX
npeanpuaumareneii; (B pen. Ilocranosnenus IIpasurenscrea PO ot 21.07.2020 N 1079)

') OCYIIECTBIEHUSI KOHTPOJIBHBIX MEPOIPUATHI, BKIIOUasi KaMepajibHble U BbIE3HbIC MPOBEPKH. (B
pen. Ilocranosnenus [Ipasutenscrea PO ot 21.07.2020 N 1079)

57.7. ®enepanbHO TaMOXKEHHOM CiTy:k0e oOecreurBaeTcsi 10CTyN K MH(OpMaIiu, coaepxKaiecs
B CHCTEME MOHUTOPUHIA, B IeNAX oOecleyeHusl IMpeayCMOTPEHHBIX 3aKOHOAATEIbCTBOM
Poccuiickoii ®@enepauuy IMOTHOMOYUH IO OCYLIECTBICHUIO TaMOXXEHHOIO KOHTPOJIS 3a
IIPOyKIMEN, BBO3UMOM B Pocculickyro @enepannio, B TOM YUCIIE TaMOKEHHOTO KOHTPOJIS IOCIE
BBIIIYCKAa TOBapoOB, a TaKXKE KOHTPOJSA 3a IPABUIBHOCTBIO MCUUCIEHUS U CBOEBPEMEHHOCTBIO
yIUIaThl TAMOYKEHHBIX TMOLUIMH, HAJIOrOB, CHELUUAIbHBIX, AHTHJIEMIIMHIOBBIX KOMIIEHCAIIMOHHBIX
NOLUUIMH M UHBIX IUIaTeKeH, B3MMaHUE KOTOPBIX BO3J0KEHO Ha TaMOKEHHBIC OpraHbl. (B pen.
[Mocranosnenus [IpaButensctBa P® ot 21.07.2020 N 1079)

57.8. ®enepanibHOMU CiTyk0€ TOCYAapCTBEHHOM CTAaTUCTUKU 00€CTIEUMBAETCS TOCTYM K HH(OpMAIUH,
CoJlepiKalleiicss B CUCTEME MOHUTOPWHTA, B IENAX O0eCredyeHUs OCYIIEeCTBICHHUS (YHKIUN MO
dbopMupoBaHUI0 ODUIIMATIBHONW CTAaTHCTHYECKOW WH(OpPMAIMKU O COLMAIBHBIX, YKOHOMHYECKHUX,
neMorpauueckux, SKOJOTHYECKMX U JIpYyruX OOIIEeCTBEHHBIX IMpolieccax B Poccuiickoii
®deneparun. (B pea. [Mocranosienus [paButensctBa PO ot 21.07.2020 N 1079)

57.9. ®enepanbHOW aHTHMOHOMOJBHOM ciyxk0e obecreunBaeTcss AOCTyn K HMHMOpMAIHH,
coJiepaKalleiics B CUCTEME MOHUTOPUHTA, B IIEJISX OCYIIECTBICHHUS TOCYAAPCTBEHHOI0 KOHTPOJIS 32
COOJIIOJICHMEM  AQHTMMOHOIIOJBHOTO  3aKOHOJATENbCTBA M 3aKOHOJATENbCTBA B cdepe
rOCy/IapCTBEHHOT'O peryJupoBaHus 1eH (Tapudos) Ha ToBaphl (yciayru) B Poccuiickoit @enepanuu.
(B pen. [Tocranoenenutii [IpaButenscra PO ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

57.10. MunuctepcTBy BHYTpeHHHX Jnen Poccuiickoit ®enepanuu oOecrneuynBaeTcsi HOCTYI K
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UHpOPMAIINH, COACPIKALICHCS B CHCTEME MOHUTOPHHTA, B IIEJISX peaTu3alliy MMOJTHOMOYHHN B chepe
KOHTPOJISI 332 000POTOM HAPKOTHYECKHX CPEACTB, NICHXOTPOIHBIX BEHIECTB U MX MPEKYPCOPOB. (B
pen. ITocranosnenus IIpaBurenscrea PO ot 24.03.2023 N 468)

57.11. ®enepanbHON choyk0€ IO KOHTPOIIO 3a QIKOTOJIBHBIM M Ta0a4HbIM PpPBIHKAMH
obecrieunBaeTcs JIOCTYNl K HH(OpMAIMH, COAEpKAIIEHCS B CHCTEME MOHUTOPWHTA, B LEJSIX
oCylIeCcTBIEHUS (pelepabHOTO rOCyAIapCTBEHHOIO KOHTPOJIS (HaA30pa) B 00JIaCTH MPOU3BOJICTBA U
000poTa H3THIIOBOTO CHHUPTA, AaJKOTOJBHOW M CHUPTOCOAEpKalled MNpoayKuuu. (B per.
[Tocranosienuii [TpasutenscrBa PO ot 24.03.2023 N 468, ot 19.01.2024 N 25)

57.12. WcionHUTENBbHBIM Opranam cyObekToB Poccuiickoit @enepanuu o0ecrieqnBaeTcsi 10CTy K
UHpOPMALIMY, COJAEpIKaIlIENCcs B CHUCTEME MOHMTOPUHIA, B COOTBETCTBUM C COIVIAIIEHUEM 00
UH(POPMALIMOHHOM B3aUMOJICHCTBUHU, 3aKIIIOYCHHBIM OIEPATOPOM CHCTEMBl MOHHMTOPWHIA C
WCIIOIHUTEIIbHBIM ~ opraHoM  cyobekta  Poccumiickoit ~ ®enepanmi  u MUHHCTEPCTBOM
3npaBooxpaneHus Poccuiickoii @enepanun B nensix: (B pea. [locranosnenus IlpaBurenscrea PO or
29.11.2023 N 2027)

a) OCYIIECTBIICHHS] PETHOHAIILHOTO TOCYAapCTBEHHOTO KOHTPOJIs (Haa30pa) 3a MPUMEHEHHEM IICH
Ha JICKAPCTBEHHBIC IMPEIapaThl, BKIIOUYCHHBIC B MEPEUCHb )KHU3HEHHO HEOOXOTUMBIX M BaXKHEUIITHX
JICKApCTBCHHBIX IPEIapaToB, OPraHU3aIllUsIMH ONTOBOM TOPTOBJIM JICKAPCTBEHHBIMH CpPEICTBAMH,
ANTCYHBIMH OPraHU3aIlUsIMHU, WHINBHYyTbHBIMHA MPEANPHHIMATEIIIMA, IMCIOIUMU JINIICH3UIO Ha
(bapMaIieBTUYECKYIO JCSITEIbHOCTh, MEAUIMHCKUMU OPTraHU3allUsIMK, UMCIOIIUMH JIUIICH3HIO Ha
(dapManeBTUYECKYIO ACSITEILHOCTh, U WX 00O0COOJICHHBIMH IMOAPA3JCICHUIMA (aMOYIaTOPHIMH,
denpamepckuMu M- QebAMIePCKO-aKyIIePCKUMH  [TyHKTaMH, [EHTpaMHu (OTICICHUSIMH) OOIIei
BpadeOHOW (CEMEHHON) TPaKTHKH), PACIIONOXKCHHBIMH B CEJIBCKUX HACEICHHBIX ITyHKTaX, B

KOTOPBIX OTCYTCTBYIOT anTeuHble opraHusauuu; (B pea. Ilocranosnenus IlpaBurenscrBa PP ot
29.11.2023 N 2027)

6) mnpoBeneHHs HHGOPMALMOHHO-AaHAJUTUYECKOIO HAOJIOJEHHUS 32 COCTOSHUEM pBIHKA
JIEKapCTBEHHBIX MPENapaToB U OCYIIECTBICHUEM (apMalleBTUUECKON AESITEIbHOCTH Ha TEPPUTOPUHI
cooTBeTCTByOIEro cyownekta Poccuiickoit ®exepanuu, OpraHM3alldd U OCYLIECTBJICHHUS
MEPONPUITHH, COACHCTBYIOIIUX pPA3BUTHIO (PapMaleBTUYECKOW MAEATEIbHOCTH HAa TEPPUTOPHUU
cooTBeTcTByMOIIEro cyobekra Poccuiickoit ®enepanuu. (B pen. Ilocranosnenus I[IpaButenbcTsa
P® o1 29.11.2023 N 2027)

VI1ll. Onepartop cucrembl MoHuTOpHUHTa (B pea. [loctanoBeHus
IIpaButeancTBa P® o1 24.03.2023 N 468)

58. OmnepaTop CHUCTEMBl MOHMTOPHMHIa IO COIJIACOBAHMIO C MMHMCTEPCTBOM 3/IpaBOOXpPaHEHUS
Poccuiickoit ®@eneparun u PenepanbHoit ciayx00il 1Mo Hag3opy B cdepe 3apaBOOXpaHEHHS
o0ecreunBaer:

a) co3/laHue, pa3BUTHUE, BBOJ B AKCIUTyaTallUIO, SKCILTyaTallMiO0 U BBIBOJ U3 HKCILTyaTallid CUCTEMBbI
MOHUTOPUHTA, TPEIOCTaBIIeHHEe WH(MOPMAIUU, COJACpXKAIICHCI B CHCTEME MOHHTOPUHTA, U
B3aMMOJICHCTBHE CUCTEMBI MOHUTOPHHTA C HHBIMU MH(POPMAITMOHHBIMHU CUCTEMaMU;

0) peanM3alMI0O MEXaHHW3MOB OOIIECTBEHHOTO KOHTPOJIA, BKIIOYas IpHeM HHGPOpMAIUUA O
pe3ysbTaTax MPOBEPKU CPEACTB WACHTU(UKAIMM U KAN0Obl (PU3NYECKUX U IOPUIAMYECKHUX JIHII,
WH/IMBUYAIbHBIX TpelNpUHUMAaTeIel, XpaHeHue, oOpaboTKy U mepegady 3ToH HMH(poOpMaluud B
YIOJTHOMOYEHHbIE (pe/iepalibHbIe OpPraHbl UCIIOJHUTEIBHON BIACTH.
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59. Omnepartop CHUCTEMBI MOHHMTOPMHTA HECET OTBETCTBEHHOCTb B  COOTBETCTBHUH C
3aKoHoAarenbCcTBOM Pocculickoit denepanuu:

a) 32 XpaHEHHE BCEX JAHHBIX W 3alKCel TpaH3aKIUil B 0a3e JaHHBIX, PETUCTPUPYEMBIX B CHCTEME
MOHUTOPHHTA;

0) 3a IeTOCTHOCTh, COXPAHHOCTH ¥ HEMTPOTHBOPEYMBOCTH MH(OPMAITUU B CUCTEME MOHUTOPHHT A,

B) 3a BEICHHWE M XpaHEHHUE CIUHBIX PEeCTPOB, CIPABOYHO-HOPMATHBHOW HWHGPOpPMAIUH,
kiaccudukaropoB u popmaToB 0OOMEHA JaHHBIMHU;

r) 3a 6ecniepeOOitHYI0 U 0TKa30yCTOWYHBYIO Pa0OTy CUCTEMbl MOHUTOPHHTA;

J) 3a BOCCTAHOBJICHHE pPabOOTOCIMOCOOHOCTH CHUCTEMBI MOHHMTOPMHTAa M €€ KOMIIOHEHT IOCie
ycTpaHeHusi cO0OeB MpHU YCIOBHM IOJIHOTO YCTpaHEHHUs IPUYUH, BBI3BABIIUX cOOM, a Takxke 3a
COXpaHEHHE IEJTOCTHOCTH YCTAHOBICHHBIX HA CEpBEpax MPOrPaMMHO-TEXHUYECKUX CPEACTB U 0a3
JAHHBIX;

€) 3a CTPYKTYPHOE pEe3epBHUPOBAHNIE, aBTOMAaTUIECKOE BBISIBICHHE (DaKkTa OTKa3a CEPBEPHOro y3ia
NEepeKIIoUYeHUe 3a/1ad Ha JAPYrod CepBEpHBbIM y3el, a Takke 3a Haluuue pPe3epBHUPOBAHHOIO U
JUBEPCUPUIIMPOBAHHOIO MO MOAKIIOUEHHUIO K IpOBaiiiepaM CeTeBOro J10CTYIIa;

X) 32 HH(GOPMAIIMOHHYIO 0E30MAaCHOCTh M 3aLIUTY JAaHHBIX OT HECAHKIIMOHWPOBAHHOTO JOCTYIA H
yTeuKu UH(popMauuy;

3) 32 KOHCYJIBTAIMOHHYIO M TEXHHYECKYIO MOIICPKKY CyOBEKTOB OOpameHHs JEKapCTBEHHBIX
CPE/ICTB CUCTEMBl MOHUTOPHHTA U MOOMIJIBHOTO TIPHIIOKEHUS U1 (PU3HYECKUX JIHIL;

M) 3a cOOp W aHanmu3 OOpalleHUuN IOPUAWYECKUX U (U3NYECKUX JIUI, WHIUBUIYaTbHBIX
NpeINpUHIMATENEH C HEeNbI0 MOCTAHOBKH 3a/1a4 Ha JOpabOTKy M MOJAEPHHU3ALNIO 0a3 TaHHBIX.

60. Omeparop cucTeMbl MOHMTOPUHIA B Cily4ae cOOS B CUCTEME€ MOHHUTOPHHIA, MOBJIEKILIEro 3a
co0oil OTKa3 B MpuUeMe CBEACHHM OT CYOBEKTOB OOpalleHHs] JIEKAPCTBEHHBIX CPEACTB O
COBEpILEHHBIX ONEpalusixX, pa3MelaeT Ha O(UIIMATLHOM CaiiTe onepaTopa CUCTEMbl MOHUTOPUHTA B
WH(pOpMaAIIMOHHO-TEIEKOMMYHUKAIIMOHHOW ceTu "MHTepHer" crenyronme cBeAeHus: (B pell.
[Tocranosnenus [IpaBurenscta PO ot 21.07.2020 N 1079)

a) uH(popMarnus o cOoe He Mo3/Hee 4 4aCOB C MOMEHTA €ro BO3HUKHOBeHHs; (B pel. [locTaHOBICHNUS
[MpaBurenscTBa PO ot 21.07.2020 N 1079)

0) uHpopMalus 00 yCTpaHEHHWU MPUYMH COOS M BOCCTAHOBIEHUM IOJHON paboOTOCIOCOOHOCTH
CUCTEeMBl MOHUTOPWUHTa He To3AHee 4 YacoB ¢ MOMEHTa BOCCTAHOBJICHHS TIOJTHOU
paboTOCOCOOHOCTH CUCTEMBl MOHUTOPUHTA C YKa3aHUEM MPOJOHKUTEILHOCTH OTPAaHUUYEHUS B €€
pab6ore. (B pen. [Tocranosnenwust [IpaBurensecra PO ot 21.07.2020 N 1079)

61. B nensix ycrpaHeHHus CyObEKTOM OOpalleHMsl JIEKApCTBEHHBIX CPEJICTB MPUYHMH, HapYLIUBIINX
paboTOCIIOCOOHOCTh CHCTEMBI MOHUTOPHUHTA, OIIEPATOP CUCTEMbl MOHUTOPUHTA BIIPaBe OrPaHUYUTh
uH(pOpMAIMOHHOE  B3aWMOJEHCTBHE  HWH(POPMAIIMOHHONW  CHUCTEMBl CyOBekTa  oOpamieHus
JIEKapCTBEHHBIX CPEJACTB C CHUCTEMOW MOHUTOpPHHIra B CIIydasX, KOTJa Takoe HH(POPMALMOHHOE
B3aMMOJIeIICTBHE BeJleT K HeCTaOUIbHONW paboTe CUCTEMbl MOHUTOPUHTA, IO YCTPAHEHUS CyOBEKTOM
oOpaleHus JeKapCTBEHHBIX CPEACTB yKa3aHHbIX Npu4MH. (B pen. Iloctanosnenus IIpaBurenscrsa
P® ot 24.03.2023 N 468)

Orpannyenne HMH()OPMAIIMOHHOTO B3aUMOJCHCTBUS HMH(OPMAIIMOHHOM CHUCTEMbl CyOBEKTa
oOpallleHus1 JIeKapCTBEHHBIX CPEJICTB C CHCTEMOM MOHUTOPUHIA OCYIIECTBISETCS OINEpaTopoM
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CUCTEMBl MOHHMTOPDMHIA B COOTBETCTBHHM C PETJIaMEHTOM, YTBEPXKICHHBIM MUHHCTEPCTBOM
3npaBooxpaHeHuss Poccuiickoit ®enepauuu 1 MUHHCTEPCTBOM IIPOMBIIUIEHHOCTH U TOPIOBIIU
Poccuiickoit  ®enepauum M PAa3sMEILIEHHBIM  ONEPATOPOM  CHUCTEMBI ~ MOHUTOPMHIA B
UH(POPMALIMOHHO-TEIEKOMMYHUKAIIMOHHON cetn "MHTepHeT" Ha ero ouiuaisHOM caiite. (B pes.
[Tocranosienus IIpaButenscTBa PD ot 24.03.2023 N 468)

Ipunoowcenue N 1
K Ilonosicenuto o cucmeme MOHUMOPUHEA
OBUIICEHUSL TEKAPCMBEHHBIX NPENAPAMO8

07151 MEOUYUHCKO20 NPUMEHEHUs.

CBEJAEHUS, ITPEICTABJIAEMBIE
INoOCYAJAPCTBEHHBIMU UH®OPMAILINOHHBIMH
CUCTEMAMMU ®EAEPAJIBHBIX OPT'AHOB
VCIIOJTHUTEJBHOM BJACTHU B CUCTEMY
MOHUTOPHUHT A IBUKEHUSA JIEKAPCTBEHHbBIX
IHPEITAPATOB JIJIAA MEJUIINMHCKOI'O IPUMEHEHMUSI,
A TAKXKE CBEJIEHUA, IIEPEJJABAEMBIE U3
CUCTEMbI MOHUTOPHHI'A IBUKEHUA
JIEKAPCTBEHHBIX IIPEITAPATOB JJISA
MEAUIINHCKOI'O IPUMEHEHUS

(B pea. IlocranoBnenwuii [IpaButenscrea PO ot 20.03.2020 N 311, ot 21.07.2020 N 1079, oT
24.03.2023 N 468, ot 16.09.2023 N 1514, ot 29.11.2023 N 2027, ot 06.07.2024 N 922)

1. I3 Equnoro peectpa IULEH3UM HAa IPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJCTB Ul LIEIeH Nnepetadun
uHpOpMAaLlUM O JIMLEH3UAX Ha TMPOU3BOJCTBO JICKAPCTBEHHBIX CPEJICTB  IMPOU3BOAUTEINS
JICKAPCTBCHHLIX CPEACTB, ABJIAIOLICTOCA opraHmauHeﬁ, HpHBHaBaeMOﬁ HAJIOTOBBIM PE3NUACHTOM
Poccuiickoit ®denepanuu, B CUCTEMY MOHUTOPUHIA IBHXKCHHUS JICKAPCTBEHHBIX IIPENapaTtoB Uit
MEAMIIMHCKOTO TpPUMEHEHHs (Jajgee - cHucTeMa MOHHUTOPUHIA, JIEKapCTBEHHbIE IIperaparhl)
[IPEACTABIISIOTCS CIEAYIOIINUE CBEICHHUS:

a) I/IJIGHTI/I(bI/IKaHI/IOHHIﬂﬁ HOMCP HAJIOTOINIATCIIBIIMKA ITPOU3BOAUTEIIA JICKAPCTBCHHBLIX CPCIACTB;

0) OCHOBHOW TOCYJAapCTBEHHBIH PETHCTPAIMOHHBI HOMEpP MPOU3BOAMTENS JIEKAPCTBEHHBIX
CPEICTB;

B) HAMMEHOBaHUE TPOU3BOAUTENS JIEKAPCTBEHHBIX CPE/CTB;
') HOMEp JIHUIIEH3UH;
) IaTa BbIJauu JIMIECH3UH;

C) CTaTtycC JIeHCTBUSA JINICH3UH,
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) JlaTa U3MEHEHUs CTaTyca IeUCTBUS JIMIICH3UN;

3) agpec MecTa OCYLIECTBICHHS NESTEIbHOCTH COTJIACHO JHMIEH3UH (TI00aNbHBIA YHUKAIBHBIA
UICHTU(PUKATOP AAPECHOr0 00beKTa B QenepaibHON HMHOOPMAIIMOHHON aIpecHO CHCTeME H
OTMCaHUE aJPECHOT0 0OBEKTA);

M) MIepevYeHb paboT U yCIIyT, IPETyCMOTPEHHBIX JTHIICH3UEH;
K) TIepeyueHb JICKapCTBEHHBIX (DOPM, MPeyCMOTPEHHBIX JIMLIEH3UEH;
J1) TOMIOJIHMTEIILHOE OMKCAaHKE 10 paboTaM (yciayram).

2. I3 egquHOrO peecTpa JULEH3UM, B TOM YKCIIE JUMLIEH3UH, BBIJAHHBIX OPraHaMHu roCyJapCTBEHHOMN
BrIacTu cyObekToB Poccuiickoit denepanuu B COOTBETCTBUU C TEPEJAHHBIM ITOJIHOMOYHUEM TIO
JUIECH3UPOBAHUIO OTHEIbHBIX BHUAOB JESITENLHOCTH B cdepe OXpaHbl 3J0pPOBbs, Ui LejeH
nepegaun  MHPOPMAIMU O JUICH3UAX CyOBEKTOB OOpalleHHsl JIEKapCTBEHHBIX CPEJCTB,
ABJISIFOLUIMXCST OPTaHU3alUsAMU, IPU3HABAEMBIMU HAJIOTOBBIM pe3ujieHToM Poccuiickoit ®denepanuu,
WM WHIABUAYAIbHBIMU MPEAINPUHAMATENSIMA, B CHUCTEMY MOHUTOPUHIA IPEIACTABIISIIOTCS
CJIeIYIOIINE CBEJICHHUS:

a) WACHTHU(PHUKAIMOHHBII HOMEp HAJOTOIUIATENbINNKAa CyObeKTa OOpalleHusl JeKapCTBEHHBIX
CPEICTB;

0) HOMEp JIMIICH3UH;
B) JaTa Hayaja JACUCTBUS JIUICH3UN;

r) aJpec MeCcTa OCYIICCTBJICHHUS NEATEIbHOCTH COTJAcHO JIMIEH3UU (TJIOOATbHBIA YHUKAIBHBIN
uaeHTuukaTop ajapecHoro oOwnekTa B (enepanbHOW WHOOPMALMOHHOW aApPECHOM CHUCTEME H
omnucaHue);

1) CTaTyc OeMCTBUS IMLEH3UH (MACHTU(DUKATODP U ONUCaHUE);
€) JlaTa U3MEHEHUs CTaTyca AeHCTBUS JUIEH3UH;
) TepedeHb padoT U yCIIyT, IPeyCMOTPEHHBIX JIUIIEH3UEN (MACHTU(PUKATOPHI U ONMCAHUE).

3. 13 equHOM rocyapcTBeHHON MH(OPMALIMOHHON CUCTEMBI B chepe 3paBOOXpaHEHUs ISl Lenen
ONMCAHUA JIEKAPCTBEHHBIX IPEMAPATOB B CHCTEMY MOHUTOPHMHIA IPEICTABIISIFOTCS CIELYIOIINE
CBEJICHUS:

a) YHI/IKaJ'IBHHﬁ I/II[eHTI/I(l)I/IKaTOp 3alMMCU B CIHUHOM CTPYKTYPUPOBAHHOM CIHPABOYHUKEC-KATAJIIOIC
JICKAPCTBCHHLIX ITPCIIapaToOB;

0) HOMep PEerHCTPAMOHHOTO YAOCTOBEPEHHUS JICKAPCTBEHHOTO Nperapara;

B) Jara perucrpanuu (rocylapCTBEHHOW pETHCTpAIlMu) JIEKapCTBEHHOTo Tmpemnapara; (B pen.
[Tocranosnenus [IpaButenscTBa PD ot 06.07.2024 N 922)

I) CTaTyC AEMCTBUS PErHCTPAIIMIOHHOTO YOCTOBEPEHHUS JIEKapCTBEHHOTO Ipernapara;

1) MEXJIyHApOJIHOE HEMAaTEHTOBAHHOE, WU TPYINIHUPOBOYHOE, MM XHMHUECKOC HAUMECHOBAHHE
JIEKapCTBEHHOTO Tpernapara;

€) HauMEHOBaHME JepKaTessl WU BIaJelblia PerHCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapara;

) CTpaHa perucTpaluu Jep)kareiss WM Biajaeiblla PErucTpalioOHHOTO YJIOCTOBEPEHUS
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JICKApCTBEHHOTO Tperapara;

3) KO HaJIOoromjiaTrejabluKa ACpXKaTCid HWIKM BJaACibla PETHCTPAlUMOHHOI0 YIOCTOBEPCHHA
JICKApPCTBCHHOTO IIpCIriapaTta B CTPAHC PECTrUCTpaLlNN;

M) TMPU3HAK HaIU4Msl JIEKAPCTBEHHOIO IIperapaTa B MepedyHe >KU3HEHHO HEOOXOAUMBIX H
BOXHEHMIINX JIEKAPCTBEHHBIX IpPENaparoB M MPU3HAK HaJU4Msg B JIEKAPCTBEHHOM IIpernapare
HApPKOTUYECKUX CPEICTB, MCUXOTPOMHBIX BELIECTB U MX MPEKYPCOPOB, MOAJIEKAIIUX KOHTPOIIO B
Poccniickoit ®enepauuu B COOTBETCTBMM C 3aKOHOJATenbCTBOM Poccuiickonn ®enepauuu u
MEXIYHApOaHBIMH JIoroBopamu Poccuiickoit @enepannu; (B pen. Ilocranosnenus [IpaButenpcTBa
P® ot 24.03.2023 N 468)

K) TOProBO€ HAMMEHOBAHUE JICKAPCTBEHHOT'O MIpenapara;

J1) IepBUYHAS YIIaKOBKa JIEKApCTBEHHOTO Mpenapara;

M) KOJMYECTBO JIEKAPCTBEHHOU (POPMBI B IEPBUYHON YIAKOBKE;

H) BTOpHYHAas (MOTpeOUTEIbCKas) yIIAaKOBKA JICKApPCTBEHHOTO Tpernapara (Tpy HAIIWH );

0) KOJMYECTBO TICPBHYHOM  yIMAKOBKM  JIEKAPCTBEHHOI'O  TIperapara BO  BTOPHYHOM
(moTpeOuTENbCKOM) YIIaKOBKE JIEKAPCTBEHHOTO IIpernaparta (IIpyu HaJIuuuu);

1) JIeKapcTBeHHas popma;
P) KOJIMYECTBO €AMHUIL U3MEPCHHUS JIO3UPOBKH JICKAPCTBEHHOTO TIpErapara;

C) HauMEHOBaHHE CyOBbeKTa OOpallleHHUs JIEKAPCTBEHHBIX CPEACTB, OCYLIECTBISIONIErO (hacoBKY
(YmakoBKy) JIEKapCTBEHHBIX IpPENapaTOB BO BTOPUYHYIO (IIOTPEOUTENBCKYIO)  YIAKOBKY
JIEKapCTBEHHOTO Ipenapara (B cilyyae €€ OTCYTCTBUS - MEPBUYHYIO YIAKOBKY JIEKAPCTBEHHOI'O
npenapara);

T) KOJI HaJOTOIUIAaTENbIINKa CyOBEKTa OOpAaIEeHUs! JIEKapCTBEHHBIX CPEJCTB, OCYIIECTBISIOIIETO
(acoBky (YmakoBKY) JEKapCTBEHHBIX IPENapaToB BO BTOPUYHYIO (HIOTPEOMTEIBCKYIO0) YIAKOBKY
JIEKApCTBEHHOTO TIperapara (B ciiydyae €€ OTCYTCTBHA - TMEPBHYHYIO YIIAKOBKY JIEKAPCTBEHHOTO
npemnapara), B CTpaHe perucTpalyi;

y) CTpaHa perucTtpanuu cyObekTa oOpalieHus JEKAPCTBEHHBIX CPEACTB, OCYIIECTBISIONIETO
(acoBky (YmakoBKY) JEKapCTBEHHBIX IPENapaTroB BO BTOPUYHYIO (HOTPEOMTEIbCKYIO) YIAKOBKY
JIEKApCTBEHHOTO TIpernapara (B cliydyae €€ OTCYTCTBHA - IMEPBHYHYIO YIIAKOBKY JIEKAPCTBEHHOTO
npenapara);

) agpec MecTa OCYUIECTBICHHUS ACSITENBHOCTH CyOBEKTa OOpaleHHs JEKapCTBEHHBIX CPENCTB,
ocymiecTBIstomero  (acoBky  (YmakoBKY) —JIGKAPCTBEHHBIX  TIPErapaToB BO  BTOPUYHYIO
(TOTPeOUTENBCKYI0) YITAKOBKY JIEKAPCTBEHHOTO MperapaTa (B ciydae ee OTCYTCTBUS - MEPBUYHYIO
YIaKOBKY JIEKQpCTBEHHOTO Tperapara), yKa3aHHbIN B JIMIICH3UNA Ha TTPOU3BOICTBO JIEKAPCTBEHHBIX
CPEICTB TPU HAIMYUU TAKOW JHIEH3UH (TI00aTbHBIM YHHUKAIBHBIN HICHTH(PUKATOP aJAPECHOTO
00bekTa B dhenepabHON HH(POPMAITMOHHOM aIPECHON CHCTEME H OIMCaHUE);

X) HaMMCHOBAHUC Cy6’BCKTa 06pau1eHI/151 JICKApCTBCHHBIX CPEACTB, OCYMICCTBJIAOUICTO CTAAHUIO
BBIITYCKAOIICTO KOHTPOJIA KAa4CCTBA,

1) KOJ HaJoroIulaTesblliiKa cyObeKTa OoOpalleHHs JIEKApCTBEHHBIX CPEJICTB, OCYLIECTBIISIOIIETO
CTaJIMIO BBIITYCKAIOIIETO KOHTPOJISl KAUECTBA B CTPAHE PETUCTPALUK;

Y) CTpaHa perucTpanuy cyobeKTa oOpalleHus JIEKapCTBEHHBIX CPEJCTB, OCYIIECTBIIAIOLIETO CTaANI0
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BBIITYCKAOMICTO KOHTPOJIA Ka4CCTBA,

1) ajpec MeCTa OCYIIECTBICHHS ACATEIBHOCTH CyOBEKTa OOpaleHHs JIEKapCTBEHHBIX CPEJICTB,
OCYIIECCTBIISIONIETO MPOU3BOJICTBEHHYIO CTAMIO BHITYCKAIOIIETO0 KOHTPOJIS Ka4eCTBa, YKa3aHHBIN B
JIMIICH3UU HA TIPOM3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB MPH HAIMYUN TaKOH JUICH3UU (TJI00aTbHBIH
YHUKaJIbHBIA HACHTU(UKATOP agpecHOro o0bekTa B (emepanbHO MH()OPMAIIMOHHOW aapecHOM
CHCTEME H OIHCaHUE);

11) JaTa PErucTpaLny IIpeIebHON LIEHbl Ha JIEKAPCTBEHHBIN IIpenapar;
bl) IpEIENIbHAS 3apErUCTPUPOBAaHHAs 1IeHa B pyOIIsIX;

9) HaUMEHOBaHME CyObeKTa oOpallleHHs JEKapCTBEHHBIX CPEJICTB, OCYIIECTBIISIOIIEIO CTaJUI0
NPOM3BOJICTBA TOTOBOW JeKapcTBeHHOH ¢opmbl; (B pea. Ilocranosnenus IIpaBurensctBa PO ot

21.07.2020 N 1079)

10) KOJ HAaJIOTOIIATENbIMKa CyObeKTa 0OpalleHus JEKapCTBEHHBIX CPEACTB, OCYLIECTBIISIOIIETO
CTaJIMI0 TIPOW3BOJICTBA TOTOBOM JIGKAPCTBEHHOW (OPMBI B CTpaHe perucrpanuu; (B pei.
[Tocranosienus IIpaButenscTBa PD or 21.07.2020 N 1079)

) CTpaHa perucTpauuu cyObekTa oOpalleHus JeKapCTBEHHBIX CPEJICTB, OCYIIECTBISIOIETO CTaINIO
MIPOU3BOJICTBA TOTOBOU JiekapcTBeHHOU (opmbl. (B pen. [locranomnenus IlpaBurensctBa PO oT
21.07.2020 N 1079)

4. U3 emuHOro rocyaapCcTBEHHOIO peecTpa IOPUAUYECKHX JIMII U €IUHOTO0 TOCyAapCTBEHHOTO
peecTpa HMHIMBHUIYaNbHBIX TMPEANPUHUMATENECH COOTBETCTBEHHO B IENSIX MOATBEPKICHUS
JIOCTOBEPHOCTH CBEJICHUI O TOCYIapCTBEHHON PETUCTPALUU CYOBEKTOB OOpaICHHSI JISKAPCTBECHHBIX
CPEICTB, SBISAIOIIMXCS OpPraHU3alUsMHU, MPU3HABAEMBIMU HAJIOTOBBIM pE3UAEHTOM Poccuiickoii
Odenepanuy, WIA HUHIABUAYAJIbHBIMH  TPEANPUHUMATENSIMU, B CHUCTEMY MOHUTOpPUHTA
MPEJICTaBISIIOTCS cienyomue cBeaeHus: (B pen. [loctanosnenus [IpasurensctBa PO ot 24.03.2023
N 468)

a) WICHTHU(HUKAIIMOHHBI HOMEp HAJIOTOIUIaTeIbINKa CyObeKTa OOpalleHHs JICKapCTBEHHBIX
CpE/ICTB;

0) KOJl HaJIOTOBOT'O OpraHa;

B) KOJ] cTaTyca IOPUAMYECKOTO JIMLA WM UHIUBHUYaIbHOTO MpeANPUHUMATES;

I') HAUMEHOBaHHE CyObeKTa OOpaIlleHuUs JIEKAPCTBEHHBIX CPEJICTB;

I[) CTaTyC 3alKucCu O PEruCTpanv PUINYCCKOTO JIMa WJIN MHAUBUAYAJIbHOT'O NPCAIIPUHUMATEIIA,

€) CBeJeHUs O pPYKOBOJauTEIE CyOBeKTa OOpalleHusl JIEKQpCTBEHHBIX CPEACTB WIH 00
WHAUBUIYAIBHOM MpEIINpUHUMATEINE.

5. Y3 rocy1apcTBEHHOTO peecTpa aKKpeAUTOBAHHBIX (DUIIHAIIOB, MPEICTABUTEIHCTB HHOCTPAHHBIX
IOpUJIMYECKUX JIMI B LENAX TMOJITBEPXKACHUS JOCTOBEPHOCTH CBEACHUH O perucrpauuu
nNpeaACTaBUTECIILCTB HMHOCTPAHHBIX opraHmauHﬁ, ABJIIOINUXCA JACPKATCIIAMU HWJIW BJIaACIbIIaMU
PETUCTPALIMOHHOTO YAOCTOBEPEHUsl JIEKAPCTBEHHOrO TMpernapara, Ha Tepputropuu Poccuiickoi
®denepanun B CHCTEMY MOHUTOPHHTA MPEACTABISAIOTCS CIAEAYIOIINE CBEACHUS:

a) UaeHTU(UKALMOHHBI HOMEpP HaJOTOIJIaTeNIbIINKa IPEICTaBUTENIbCTBA;

6) KOJZ HAJIOTOBOT'O OpraHa y4e€Ta NpcACTaBUTCIIbCTBA,
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B) HANMEHOBAHUE MPEICTABUTEIbCTBA;

') HOMEp 3alUCH 00 aKKpeIUTaINH;

1) cBeZieHUs1 00 MHOCTPaHHOUM OpraHu3aIuu;

€) KOJI COCTOSIHUS aKKpEAUTALIUN;

) CBEJICHUS O PYKOBOJHUTEJIE MPEICTABUTEIIbCTRA.

6. U3 aBTomMaTH3upoBaHHON WH(MOPMAIMOHHOW cucTeMbl DenepanbHON CIIy»)OBI MO HAA30Py B
chepe 3apaBOOXpaHEHUs B Iensix oOecrmeyeHHss OE30MacHOCTH B CHUCTEMY MOHHTOpPUHTA
MPEJICTAaBIISIIOTCS  CIEAYIOIMEe CBeIeHUss O BbIBoAe (00 OTMEHe BbIBOAA) U3 OOpaIieHHs
JICKapCTBEHHBIX MPEMapaToB IO HWHUIMATHBE YIOJTHOMOYEHHOTO (emepanpHOro opraHa
UCIIOTHUTENbHOM BiaacTu: (B pea. [Tocranosnenwus [IpaBurenscra PO ot 21.07.2020 N 1079)

a) Jara, ¢ KOTOpoil He0OX0AUMO 00eCTIeYnTh BHIBOJ] (OTMEHY BBIBOJIA) JIEKAPCTBEHHOTO Iperapara
u3 obpamienus; (B pea. Ilocranosnenus IIpasurenscrea PO or 21.07.2020 N 1079)

0) HOMEp PETUCTPALMOHHOTO yIOCTOBEPEHH S JIEKAPCTBEHHOT'O MIperapara;

B) Jara perucrpanuu (TroCylapCcTBEHHOW pETHCTpaIliu) JICKapCTBEHHOTO Tpernapara; (B pen.
[Tocranosienus IIpaButenscTBa P® ot 06.07.2024 N 922)

r) OCHOBaHHE BbIBOJA (OTMCHBI BBIBOJA) W3 OOpAIlCHHUs JEKApCTBEHHOro mpemapara; (B pel.
[Mocranoenenus [IpaBurenscrBa P® ot 21.07.2020 N 1079)

J) PEKBU3UTHI JOKyMEHTa O BbIBOJE (00 OTMEHE BBIBOja) M3 OOpalIeHUs JIEKapCTBEHHOTO
npenapara; (B pea. [Tocranonenus [IpaButenscrsa PO ot 21.07.2020 N 1079)

€) rI100aNbHBIA UACHTU(PUKAIIMOHHBII HOMEp TOPTrOBOM €TMHHIIbI,
) HOMEp MTPOU3BOICTBEHHOMN CEepuH;

3) MAEHTHU()UKALMOHHBIM HOMEp HAJIOTOIIaTeNbIINKa CyObeKTa OOpalleHusl JEeKapCTBEHHBIX
CPEICTB (€CIM OCYIIECTBISETCS U3BSITHE TOJIBKO y OJHOTO CyOBeKTa OOpalieHMs JeKapCTBEHHBIX
CpPEZCTB, a HE U3bATHE BCEH cepuu (MapTun).

6.1. W3 cucreMbl MOHHMTOPMHra B LEISIX MOATBEPXKACHHUS JOCTOBEPHOCTH CBEACHUH,
NpeCTaBIsIeMbIX CyObEKTaMu OOpallleHus JIEKapCTBEHHBIX cpelcTB B denepanbHyro ciayxOy 1o
HaA30py B cdepe 37paBOOXpaHEHUs Mepe]l BBOJAOM JIEKapCTBEHHBIX IMPENapaToB B I'pa)IaHCKHM
000poT, HepealoTcsi B aBTOMAaTU3UPOBAHHYI0 MHPOPMALMOHHYIO cucTeMy DenepanbHON CiTyKObI
10 Ha/130pYy B cdepe 3ApaBOOXPAHEHUS CIICAYIOLINE CBEACHUS O TaKUX JEKapCTBEHHBIX IIpenaparax:
(B pen. [Mocranosnenuii [TpaBurenscrea PO ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

a) WIACHTHU(QHUKAIMOHHBI HOMEp HAJIOroIiaTeNbIiKa CyObeKkTa oOpallleHHsl JeKapCTBEHHBIX
CPEICTB, OCYILIECTBUBLIETO (acoBKy (YMaKOBKY) JIEKAPCTBEHHBIX IpEnapartoB U MapKUPOBKY
YIAaKOBOK JIEKAPCTBEHHBIX MPENapaToB CpPEACTBAMH MJACHTU(UKAUUU TpPU HPOU3BOJCTBE
JIEKapCTBEHHOTr 0 mpenapaTta Ha Tepputopun Poccuiickoin denepannu Win OCyIIECTBUBIIETO BBO3 B
Poccuiickyro denepannio U TaMOKEHHOE JEKIapUpPOBAHME JIEKAPCTBEHHOI'O Iperapara B ciydae
BBOZla B TPaXJIAaHCKUHA OOOpOT JIEKapCTBEHHOTO IpernapaTra, MPOU3BEIEHHOTO BHE TEPPUTOPHHU
Poccuiickoit @enepauuy; (B pen. [locranosnenuit IIpasurensctea P or 21.07.2020 N 1079, or
29.11.2023 N 2027)

0) HamMeHOBaHME CyOBEKTa OOpalleHHs JEKApCTBEHHBIX CPEJCTB, OCYIIECTBHUBIIErO (hacOBKY
(YmakoBKy) JIEKQpCTBEHHBIX IpenapaToB M MapKUPOBKY YIAKOBOK JIEKAPCTBEHHBIX IIPENapaToB
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CpeICTBaMU HJEHTHU(HUKALMU TPH MPOU3BOJCTBE JIEKAPCTBEHHOIO Ipenapara Ha TEpPUTOPHUH
Poccniickoit denepanuu Wi OCylIeCTBUBLIETO BBO3 B Poccuiickyro denepanuio U TaMOKEHHOE
JNEKJIapyupoBaHUE JIEKAPCTBEHHOIO IIpermapaTa B Ciydae BBOJAa B TIPaKIaHCKUH 000pOT
JIEKapCTBEHHOIO TperapaTa, Mpou3BeAeHHOr0 BHE Tepputopuu Poccuiickont denepanuu; (B pell.
[Tocranosienuii ITpasutenscrea PO ot 21.07.2020 N 1079, ot 29.11.2023 N 2027)

B) CBEJCHHUS O JICKAPCTBEHHOM IIperapare, MOJyYeHHbIE B paMKax OINMCAHUSA JIEKAPCTBEHHOTO
npernapara B CHUCTEME MOHUTOPUHIA B COOTBETCTBUM C IyHKTOM 33 [lonoxeHuss o cucreme
MOHMTOPHUHTA JBI)KEHHS JICKAPCTBEHHBIX IpENapaToB s MEAUIMHCKOTO TMPUMEHEHHUS,
yTBEp)KJIEHHOTO nocraHoBieHneM llpaButensctBa Poccuiickoit @enepanun ot 14 nexadbps 2018 r.
N 1556 "O6 yrtBepxaeHuu I[lookeHUss O CHCTEME MOHHMTOPHHTA JBM)KCHHS JICKAPCTBEHHBIX
npenaparoB s MEIUUMHCKOTO mnpuMmeHeHus" (nanee - Ilomoxkenue); (B pen. IlocranoBnenuit
[TpaButenscTBa PD ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

I') HOMep NPOou3BOACTBEHHOMN cepuy; (B pen. [loctanosnenus IlpaBurensctBa PO ot 21.07.2020 N
1079)

1) 00beM Mpou3BoicTBeHHOU cepuH; (B pea. Ilocranosnenus [IpaButensctBa PO ot 21.07.2020 N
1079)

e) nara ymakoBKU ((pacoBKM) JIEKapCTBEHHOTO MperapaTra MpH IMPOU3BOJCTBE JEKAPCTBEHHOIO
npenapara Ha tepputopuu Poccuiickoit @enepauun; (B pea. [locranosnennii [IpaBurenscTtBa PO
or 21.07.2020 N 1079, ot 29.11.2023 N 2027)

) UIEHTU(PUKALMOHHBI HOMEp HaJOTOIUIaTeNbIIMKa COOCTBEHHUKA JIEKAPCTBEHHOIO MperapaTa
P  KOHTPAKTHOM (MIOAPSIHOM) TPOU3BOJICTBE JICKAPCTBEHHOI'O IIpenapara Ha TEPPUTOPUHU
Poccuiickoit ®eneparuu; (B pen. [Tocranosnenus IIpaBurenscra PO or 21.07.2020 N 1079)

3) HaWMMEHOBAHHWE COOCTBEHHHKA JIEKAPCTBEHHOIO Iperapara MpH KOHTPAKTHOM (IOIPSIHOM)
MPOM3BOJICTBE JICKAPCTBEHHOTO Tpermapara Ha Tepputopun Poccuiickoit ®enmepaiuu; (B pe.
[Mocranosienus [IpaButensctBa PP ot 21.07.2020 N 1079)

M) JlaTa perucTpauuy JeKjJapallud Ha TOBaphl B ClIy4yae BBOJA B TIPaXAAHCKUI 00o0poT
JIEKapCTBEHHOI'0 IIpernapara, IPOW3BEIEHHOro BHe Teppuropun Poccuiickoit Penepauuu, 3a
UCKJIIOYEHHEM CIy4yaeB BBO3a JIEKAPCTBEHHBIX MPENapaToB U3 rOCynapcTB - WieHOB EBpasuiickoro
IKOHOMHYECKOTo cot03a; (B pel. [locranosnenus [IpaBurenscra PO ot 24.03.2023 N 468)

K) pETUCTpallMOHHBIH HOMEp JeKJapallMd Ha TOBaphl B Clydyae BBOJAA B TPaKIaHCKUH 000pOT
JIEKapCTBEHHOI'0 IIpernapaTra, IpOu3BeleHHOro BHEe Tepputopun Poccuiickoit denepaunnu, 3a
UCKJIIOYEHHEM CIy4yaeB BBO3a JIEKAPCTBEHHBIX MPENapaToB U3 IrOCyAapcTB - WieHOB EBpasuiickoro
KOHOMHYECKOTo co0t03a; (B pel. [Tocranosnenus [IpaBurenscrBa PO ot 24.03.2023 N 468)

J) KOJI pelIeH sl O BBIITYCKE TOBAapa B COOTBETCTBUU C KJIACCU(PHUKATOPOM PELICHHUH, TPUHUMAEMBIX
TaMOKEHHBIM OpraHOM, B CiIy4ae BBOJAa B TPaXkJaHCKUI OOOpOT JEKapCTBEHHOTO Ipernapara,
IIPOU3BENEHHOr0 BHE Teppuropun Poccuiickoilt ®enepanuu, 3a HCKIOYEHHEM CIy4dacB BBO3a
JIEKapCTBEHHBIX IPENnapaToB U3 rOCYJapcTB - WICHOB EBpa3uiickoro SKOHOMHYECKOTO COr03a; (B
pen. [TocranoBnenus [IpaBurenscrBa PO ot 24.03.2023 N 468)

M) JaTta ¥ HOMEp [EepBUYHOIO JOKYMEHTa, SBISIONIETOCS OCHOBaHHEM JUISI OTIPY3KH
JekapcTBeHHOTo npenapata B Poccuiickyro @enepanuio (B ciiyuyae BBOJa B IPaKAaHCKUNA 000pOT
JIEKapCTBEHHBIX IpPEenapaToB, BBO3UMBIX C TEPPUTOPUM TroCylapcTB - ujeHoB EBpasuiickoro
IKOHOMHUYECKOTO coto3a); (B pen. [locranosnenus [IpaBurenscrBa PO ot 24.03.2023 N 468)

H) WJIEGHTH(QHUKATOp MPOU3BOJCTBEHHOW CEpPHH JIEKAPCTBEHHOrO NpenapaTa - YHUKAJIbHBIA JUIS
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KaXJ0M MPOU3BOACTBEHHOM CEpUM KOJI, MPUCBOCHHBIM CHUCTEMON MOHMTOPHHIA [0 HUTOTaM
BHECEHHS CBEICHUH, MPelyCMOTPEHHBIX ab3a1eM MepBhIM IMyHKTa 35 1 ab3ameM NepBbIM MMyHKTa 36
[MTonoxenus. (B pex. [Tocranosnenus [IpasurenscrBa PO ot 24.03.2023 N 468)

6.2. 13 aBTOMaTu3upoBaHHOW HH(POPMAIIMOHHON cucTeMbl DenepanbHON CIyKOBI MO HAI30py B
chepe 3IpaBOOXpaHECHHsS] B IEIAX TMOATBEPKACHHUS JOCTOBEPHOCTH CBEICHUHA O BBOC
JICKapCTBEHHBIX NPENapaToB B IPaKIAHCKUI 0OOPOT B CHUCTEMY MOHUTOPUHIA MPEICTABIISIOTCS
cieaytomiue ceeaenus: (B pen. [locranosienus [Ipasutenscrea PO ot 21.07.2020 N 1079)

a) JlaTa perucTpaluy CBeJICHUN B aBTOMAaTU3UPOBAHHON HMH(popMaMoHHOM cucteme DenepanbHoit
ciykO0bI 10 Han30py B cepe 3apaBooxpanenus; (B pea. [locranosnenus IlpaBurensctBa PO o1

21.07.2020 N 1079)

0) pPEKBU3UTBHI 3alKMCH O JIEKAPCTBEHHOM IIpernapare, BBOJUMOM B TpakIaHCKU 00OpOT, B
aBTOMATH3UPOBaHHON HMH(pOpMaoHHON cucteme dDexepanbHOW CiyXObl MO Haa30py B chepe
3apaBooxpanenus; (B pea. ITocranosnenus IIpasutensctBa PP or 21.07.2020 N 1079)

B) TIJIOOQJIBHBIN HICHTU(PUKANUOHHBIA HOMEP TOPrOBOM EIMHHUIBI BBOJUMOTO B TPa)KTaHCKHIMA
00opoT nekapcTBeHHOro rnpenaparta; (B pen. IlocranoBnenus IIpaButenscrBa PO ot 21.07.2020 N
1079)

I) HOMEp TPOU3BOACTBCHHOW CEPHH BBOJUMOTO B TPAXKIAHCKUN OOOpPOT JIGKAPCTBEHHOTO
npenapara; (B pex. [Tocranosnenus IIpaBurenscrsa PO ot 21.07.2020 N 1079)

J1) KOJMYECTBO BTOPUYHBIX (MOTPEOUTENHbCKUX) YIMAKOBOK JIEKAPCTBEHHOrO Ipenapara WM
HNEPBUYHBIX YNAKOBOK JICKAPCTBEHHOI'O MpenapaTa (B clyyae MapKUPOBKU MEPBUYHBIX YHNAKOBOK
JIEKapCTBEHHOI'0 IIperapara CpecTBaMU UACHTU(PUKAIMK), BBOAUMOIO B TpaXkJaHCKUH 000pOT; (B
pen. ITocranosnenus IIpaBurenanctea PO ot 29.11.2023 N 2027)

e) HoMep paspemieHuss PenepaiabHON CiIyk0bl IO HaA30py B cepe 31paBOOXpaHEHHS Ha BBOJ B
rpaXAaHCKUl 000poT (B cioydae BBOJA B TIPaXAAHCKUI 000pPOT HMMMYHOOMOJIOTHYECKOTO
JIeKapCTBEHHOTO Tpemnapara); (B pea. [locranosienus [IpaButensctea PO ot 21.07.2020 N 1079)

) WACHTU(UKAIMOHHBIA HOMEp HaJoroIulaTeNlblliika CcyObekTa oOpalleHusl JeKapCTBEHHBIX
CPE/CTB, OCYIIECTBIISIOIIErO BBOJ JIEKAPCTBEHHOIO MpenapaTa B IpaxJaHCKUIl 000pot; (B per.
[Mocranosnenus [IpaBurenscTBa P® ot 21.07.2020 N 1079)

3) Jata PErucTpallid U PEruCTPallMOHHBIA HOMEp JeKJapalid Ha TOBaphl (B cilydae BBOJA B
TpaXAaHCKUI 000pOT JIEKapCTBEHHOTO Mpemnapara, Mpou3BeeHHOT0 BHe Tepputopun Poccuiickoit
®enepalny, 3a UCKJIIOUEHUEM CIIy4YaeB BBO3a JIEKAPCTBEHHBIX MPENapaToB U3 FOCyAapCTB - YJICHOB
EBpazuiickoro sxoHoMu4eckoro cor3a); (B pen. [locranosnenus [IpaButenscta PO ot 24.03.2023
N 468)

M) Jara W HOMEp NEepBUYHOTO JIOKYMEHTa, SBJISIOIIEroCs OCHOBAaHUEM [UIi OTIPY3KHU
JeKapcTBeHHOTO Tpenapara B Poccuiickyro deneparuio (B ciydae BBOAA B TPAXKITAHCKUNA 000OpOT
JIEKapCTBEHHBIX TpenapaToB, BBO3MMBIX C TEPPUTOPUU TOCYAapcTB - wieHOB EBpasuiickoro
9KOHOMHYECKOTO coto3a). (B pea. [Tocranosienus [IpaButensctBa PO ot 24.03.2023 N 468)

6.3. M3 cucreMbl MOHMTOpPMHra B LEJISIX oOOecleyeHusi OcyIlecTBIeHUs (eaeparbHOro
roCyJJapCTBEHHOTO Ha/30pa B cepe oOpalleHus JeKapCTBEHHBIX MPENnapaToB A MEAULUHCKOTO
npumeHenus denepanbHON CiIy)K00iM TO HaA30py B cdepe 3ApaBOOXpAaHCHHs] TIEPEIAOTCS B
ABTOMATH3UPOBAHHYIO MHpOpMalMOHHYIO cucteMy dDenepanbHoil ciykObl 10 Haa30py B cdepe
3/[paBOOXpPAHEHUS CIIEAYIOIINE CBEAEHUS 00 YHMUTOXKEHUU JIEKApCTBEHHBIX IMpernapaToB: (B pei.
[Tocranoenenus [IpaBurenscrBa P® ot 21.07.2020 N 1079)
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a) J1aTa BHECEHUS CBEACHUI B CHCTEMY MOHUTOPHHTA 00 YHUYTOKCHNH JICKAPCTBEHHOTO MTpeTapaTa;
(B pex. [Tocranoenenus [IpaBurenscrea PO ot 21.07.2020 N 1079)

0) wuIeHTH(UKALMOHHBIM HOMEpP HAJOroIUIaTeNbIIMKa CyObeKTa OOpalleHus JEKapCTBEHHBIX
CPE/CTB, OCYIIECTBHBIIECTO IIepefady JICKapCTBEHHOTrO IIpenapara Ha YyHHYTOXKeHue; (B pel.
[Tocranoenenus [IpaBurenscrBa P® ot 21.07.2020 N 1079)

B) HAaUMEHOBaHHE CyObeKTa OOpalleHUs JIEKAaPCTBEHHBIX CPEJICTB, OCYIIECTBUBIIETO Iepenady
JIEKApCTBEHHOI'0 Mpernapata Ha yHuuyToxkeHue; (B pena. IlocranoBnenus IlpaButensctBa P® ot
21.07.2020 N 1079)

I') UACHTU(UKAIMOHHBI HOMEP HAJIOTOIIATENbIINKA OPTaHU3aIMH, OCYIIECTBUBIICH YHUUTOXKECHUE
JeKapcTBEHHOTo npenapara; (B pea. [locranosnenus [IpaBurenscrea PO ot 21.07.2020 N 1079)

1) HAMMEHOBAaHUE OPraHU3aIlUH, OCYIICCTBUBIICH YHUYTOXXEHHE JICKAPCTBEHHOTO Tpernapara; (B
pen. Ilocranosnenus [Ipasutenscrea PO ot 21.07.2020 N 1079)

€) aJpec OpraHM3allM, OCYIIECTBUBILEH YHHUYTOXEHHE JIEKAPCTBEHHOIO Mpemnapara; (B pex.
[Tocranosienus IIpaButenscTBa PP ot 21.07.2020 N 1079)

’K) PEKBM3UTHI aKkTa 00 YHHUYTOKEHUHU JIEKapCTBEHHOro mpermapara (gata U Homep); (B perl.
[Tocranosienus IIpaButenscTBa PP ot 21.07.2020 N 1079)

3) CBEJEHUS O JIEKAPCTBEHHOM IIpernapare, MOJy4YeHHbIE B PAMKax OIHCAHMs JIEKAPCTBEHHOIO
mpernaparta B CHCTEME MOHMTOPUHIa B COOTBETCTBUM ¢ IyHKToM 33 Ilonoxenus; (B pex.
[Tocranosnenuii ITpasutenscrBa PO ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

1) criocod yuuuroxenus; (B pea. [locranosnenus [IpaButenscrea PO ot 21.07.2020 N 1079)

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

J) TMpUYMHA W OCHOBaHHWE IMepefayd JICKapCTBEHHOIro Mperapara Ha YHHUYTOXEHHE. (B pell.
[Mocranosienus [paButensctBa PP ot 21.07.2020 N 1079)

7. I3 EquHolt aBTOMaTU3UPOBAaHHOM MH(POPMAIIMOHHON CHUCTEMBl TaAMOKEHHBIX OPraHOB C LIEIbIO
NPEAYNpPEeXRACHU M IPECeYCHUs NPECTYINIEHUH U aJAMUHUCTPATUBHBIX IIPABOHAPYIIEHUH,
OTHECEHHBIX K KOMIIETEHIIMM TaMOXEHHBIX oOpraHoB Poccuiickoii ®enepanuu, B CUCTEMY
MOHUTOPHHTIA NIPEACTABIIAIOTCS CIEAYIOLIUE CBEACHUS O JIEKAPCTBEHHBIX MIpenaparax, BBE3CHHBIX B
Poccniickyro @enepanyio M IMOMEHNIEHHBIX 0[] ONPEICICHHBIE TAMOXKEHHBIE IIPOLELYPHI,
cojepxalecs B Jekiapanuu Ha ToBapbl: (B pea. IloctanoBnenus IlpaBurensctBa P® ot
24.03.2023 N 468)

a) KO TaMOXKXCHHOT'O OpTraHa,

0) nmata perucTpauuu JAekjapanuu Ha ToBapbl; (B pea. IlocranoBnenus IlpaBurensctBa PO ot
24.03.2023 N 468)

B) PErUCTPAllMOHHBIA HOMEp JAeKiapaluu Ha ToBapbl; (B pen. IloctanoBnenus IlpaButenscrBa PO
ot 24.03.2023 N 468)

r) ko uneHtudukanun; (B pea. [ocranosnenus [pasurenscTea PO ot 20.03.2020 N 311)

1) TAMOXKCHHAsi CTOUMOCTh, CTATUCTUYECKAsh CTOUMOCTh U (haKTypHAsi CTOUMOCTh JICKAPCTBEHHOTO
npernapara;

€) KOJI CTpaHbl MPOUCXOXKICHHUS JIEKAPCTBEHHOTO MIperapara;
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K) UIACHTU(UKAITMOHHBIA HOMEpP HAJIOTOIUIATEIbIINKAa CyOBheKTa OOpalleHHs] JIEKapCTBEHHBIX
CpPEeZCTB, OCYIIECTBISIONIETO BBO3 U JICKJIapUPOBAHHE JIEKAPCTBEHHOTO MIPETapara;

3) KOJ 3asBJICHHOM TaMOXEHHOW MpOLEAypbl B COOTBETCTBHH C KJIAcCH(UKATOPOM BHJIOB
TaMOXXEHHBIX IPOLEYP;

1) JJaHHBIE O BBIITYCKE /Il BHYTPEHHETO MOTPEOIEHNs JIEKAPCTBEHHOI O IIperapara.

8. CucremMa MOHMTOPUHra B LEISIX NPEOYNPEKIECHUS M IPECeUCHUs MPECTYIUIEHUH U
aIMVHHMCTPAaTUBHBIX IPAaBOHAPYIICHUN, OTHECEHHBIX K KOMIETCHIIMM TaMOKEHHBIX OpIaHOB
Poccniickoit  ®enepauuu, OCyLIeCTBIsEeT Ineperady B EauHyr0  aBTOMaTM3MpOBaHHYIO
UHPOPMALIMOHHYIO CHUCTEMY TAaMOXKEHHBIX OpPraHOB II0 3alpocy CJEIyIOIUe CBEAECHUS O
JIEKapCTBEHHBIX IIpeIapaTax, BBE3CHHbIX Ha TeppuTopuro Poccuiickon @enepanuu:

a) UICHTU(UKAIMOHHBI HOMEpP HaJOroIIaTeNblINKa CyObeKTa OOpalleHus JIeKapCTBEHHBIX
CPEACTB, OCYUIECTBIISIONIETO BBO3 B Pocculickyro denepaiuio U ACKIapUpPOBAHKUE JIEKAPCTBEHHBIX
[penapaTos;

0) KOJI CTpaHbI MPOUCXOXKACHUS JICKAPCTBEHHOTO IIpernapara;
B) TJI00QTBHBIN WICHTU()UKAIIMOHHBIA HOMEP TOPTOBOM STUHUIIBL;

r) KOX WISHTH(PHUKAIMKU © KOJI HWICHTH()UKAUUU TPETUYHOH (TPAHCIIOPTHOW) YIAaKOBKH
JIEKapCTBEHHOTO IIpernapara, B KOTOpO HaXOAUTCsI BBEICHHbII B 000pOT JeKapCTBEHHBIH Mpenapar;
(B pexn. ITocranorienus [IpaBurenscrBa PO ot 20.03.2020 N 311)

,I[) CTATyC JICKAPCTBCHHOI'O IIpCIiapaTa B CUCTEME MOHUTOPUHTIA;

€) TepedeHb KOJOB HJICHTH(HKAINHU, COJEPKAIUXCA B TPETUYHOW (TPAHCIOPTHON) YIMaKOBKE
JIeKapCTBEHHOTO npemnapara; (B pea. [locranosnenus [Ipasutensctea PO ot 20.03.2020 N 311)

) KOJI CTaTyca JIEKapCTBEHHOro mpemnapaTa (OIpeaenseMoe B CUCTEME MOHUTOPHHIA COCTOSHUE
KoJa WACHTU(DUKAIMK WIM KOJAAa WAEHTU(UKALIUKM TPETUYHOH (TPaHCHOPTHOM) YMAaKOBKU
JIEKapCTBEHHOI'0 IIpemnapara, KOTOPOE€ HM3MEHSETCS B paMKax IIPOLIECCOB, IPENyCMOTPEHHBIX
[Monoxenuem); (B pen. [ocranosnenus [paButensctBa PO ot 24.03.2023 N 468)

3) KOJIOBOE€ O0O3HauY€HHE YpPOBHS MAapKUPOBKHM B COOTBETCTBMM C HOANYHKTOM 29 myHKTa 15
[Topsinka 3amosiHeHMsT JeKiapallid Ha ToBaphl, YyTBepxkaeHHoro Pemenuem Komuccun
TamoxenHoro coro3a ot 20 maa 2010 r. N 257; (B pen. Ilocranosnenus IlpaBurensctBa PD ot
24.03.2023 N 468)

1) HOMEP PETUCTPALMOHHOIO yJIOCTOBEPEHMSI JIEKapCTBEHHOT O mpenapara; (B pea. [locranoBnenus
I[TpaButennctBa PD ot 24.03.2023 N 468)

K) Jara perucrpanuu (rocylapCTBEHHOW pETHUCTpAIMu) JEKapCcTBEHHOro Tmpemapata; (B pen.
[Tocranosnenus [IpaButenscTBa PD ot 06.07.2024 N 922)

J) KOJIMYECTBO €IMHUIL JIEKapcTBEHHOro mpemnapara; (B pea. [locranosnenus IIpasutenscrsa PO ot
24.03.2023 N 468)

M) TOProBO€ HaMMEHOBAaHME JIeKapCTBEHHOro npenapara. (B pea. [loctanosnenus [IpaButenbcrBa
P® ot 24.03.2023 N 468)

9. U3 cucremMbl MOHHUTOPHHIa B MLENSAX IPOCIEKUBAEMOCTH JIBUKEHUS CIUPTOCOJEPKAIINX
JIEKapCTBEHHBIX IIPENapaTroB IEPENAOTCS B EIUHYI0 TOCYJApCTBEHHYIO aBTOMATHU3MPOBAHHYIO
MHQOPMALIMOHHYIO CHCTeMYy Yydera oObeMa MpPOM3BOACTBA M 00OpPOTa 3TUIOBOrO CIHPTA,
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AIIKOTOJIBHOM M CIUPTOCOEPIKAIICH MPOMYKIMU CIEAYIONe CBeaeHus: (B ped. [locTaHOBICHUS
[paButenscTBa PO o1 24.03.2023 N 468)

a) CcBeNeHHMS O CyOBEeKTax oOOpalleHusi JEKapCTBEHHBIX CpPEICTB, YYaCTBYIOUIMX B 000poTe
CIUPTOCOJIEPKAIINX JIEKaPCTBEHHBIX npenaparoB; (B pen. [locranosnenus IlpaBurensctBa PO ot
24.03.2023 N 468)

0) cBeleHUS O MPOU3BOJACTBEHHBIX IUIOMIAAKAX CYOBEKTOB OOpalleHUs JIEKapCTBEHHBIX CPEACTB,
OCYILIECTBISIIOMIMUX ~ MPOU3BOACTBO  CIHUPTOCOJAEPXKAIIMX  JIEKAPCTBEHHBIX  IMPENapaToB U
3apErUCTPUPOBAHHBIX B cucteMe MoHUTOpHHra; (B pexd. Ilocranosnenus IlpaButennbctBa PO ot
24.03.2023 N 468)

B) CBEJEHUSA O JICKAPCTBEHHBIX IMpernaparax, 3aperucTPUPOBAHHBIX B CHUCTEME MOHHUTOpPHHIA
cyObekTaMu oOpallleHus JeKapCcTBEHHbIX cpelacTB; (B pen. [loctanosnenus [IpaButensctBa PO ot
24.03.2023 N 468)

T') CBEJICHHS O BBOJIE B 000pOT, 000pOTE U BBIBOJIE N3 000POTa CHUPTOCOACPIKAIIMX JIEKAPCTBEHHBIX
npenaparos. (B pex. [loctanosnenus [IpaBurensctBa PO ot 24.03.2023 N 468)

10. Y3 cucreMbl MOHUTOPHHIA B LEJAX peald3ali BO3MOXHOCTEH, YKa3aHHbIX B IyHKTe 56(1)
[TonoxeHuss 0 cucTeMe MOHUTOPHUHIA JABUKEHUS JIEKAPCTBEHHBIX IMPENapaToB JUIsl MEIULIUHCKOTO
NPUMEHEHHUS, YTBEP)KIEHHOro rnocrtaHosieHueMm lIpaButenbcrBa Poccuiickoit ®@enepanuu ot 14
nexadbps 2018 r. N 1556 "OO6 yrtBepxkaenuu [lonoxkeHuss o cuUCTeME€ MOHUTOPHHIA JBUKCHHUS
JIEKapCTBEHHBIX IpEnapaToB JJIsi  MEIULMHCKOro mnpuMeHeHus", Ha Eausblii mnopran
FOCYJapCTBEHHbIX M MYHUUUIAIBHBIX YCIYr MPEICTaBISAIOTCS CBEACHHUS O pe3yibTaTax
MHHUIMAPYEMOH Tpak1aHaMH TPOBEPKU CPEJICTB UACHTU(UKAIIUN B CHCTEME MOHUTOPHHTA. (B pe.
[Tocranosienus IIpaButenscTBa P® ot 16.09.2023 N 1514)

Ipunoowcenue N 2
Kk [lonooicenuto o cucmeme MoHumopuHea
08UNCEHUS TIeKAPCNBEHHBIX NPENnapamos

07151 MEOUYUHCKO20 NPUMEHEHUS.

INEPEYEHDb CBEJEHUMN, IPEJICTABJISIEMBIX [TPU
OIIMCAHUU JJEKAPCTBEHHBIX TIPEITAPATOB IS
MEJUIIUHCKOI'O IPUMEHEHUSI CYBBEKTAMHU
OBPAILIEHUS JIEKAPCTBEHHBIX CPEJICTB B
UH®OPMAIIMOHHBIN PECYPC, OBECIIEUNBAIOIIINN
YUYET U XPAHEHUE JTOCTOBEPHBIX JJAHHBIX O
TOBAPAX 10 COOTBETCTBYIOIEA TOBAPHOHN
HOMEHKJIATYPE

(B pen. [TocranornenwuiillpaurensctBa PO ot 29.11.2023 N 2027, ot 06.07.2024 N 922)
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1. ToproBoe HauMEHOBaHHE JIEKAPCTBEHHOI'O IIpenapara sl MEAUIIMHCKOro IpUMeHeHus (naiee -
JIEKapCTBEHHBIH Mpenapar).

2. bpenn (ToproBasi Mapka).
3. Homep perucTpaiimoHHOTO yJOCTOBEPEHHS JIEKAPCTBEHHOTO TIperapara.

4. Jlara peructpanuu (roCyJIapCTBEHHOW pETHCTpAIlMU) JICKapCTBEHHOIo Ipenapara. (B pe.
[Tocranosnenus [IpaButenscTBa P® ot 06.07.2024 N 922)

5. HammeHnoBaHue aeprkaTens WIN BIaJeNbla PErHCTPALIMOHHOTO yJOCTOBEPEHHUS JIEKAPCTBEHHOTO
npernapara.

6. Anpec nepxaTens WIM BIajAeiblia PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O
npemnapara.

7. MextyHapoIHOE HEIIaTeHTOBAaHHOE HAaNMEHOBAHUE JICKAPCTBEHHOT'O ITPEIapara.
8. JlekapcTBenHast hopma.
9. KonmruecTBO €MHUIl K3MEPEHHUsT TO3UPOBKH JICKAPCTBEHHOT'O ITPerapara.

10. Tun BrOpuuHON (MOTPEOUTENTHCKOI) YMAKOBKU JIEKAPCTBEHHOIO Imperapara (B ciydae ee
OTCYTCTBHS - IEPBUYHOMN YITAKOBKH JIEKAPCTBEHHOTO MperapaTa).

11. Marepuan BTopu4dHON (MOTPeOUTENHCKOI) YIIaKOBKH JIEKAPCTBEHHOTO MperapaTa (B ciiydae ee
OTCYTCTBHS - IEPBUYHOMN YITAKOBKH JIEKAPCTBEHHOTO IperapaTa).

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

13. Hanuuue BHYyTpHM BTOPHUYHOM (IMOTPEOMTENHCKOW) YMAKOBKM JIEKAPCTBEHHOI'O IIperapara
HEMapKUPOBAaHHOW MEPBUYHOW YMAKOBKM JIEKAPCTBEHHOrO Mperapara (Mpy HaJIWMYUU BTOPUYHOU
(MOTpeOUTENBCKOI) YIIaKOBKH JIEKAPCTBEHHOTO IIpenaparta).

14. OmnucaHue BIOXKEHHOH BO BTOPUYHYIO (TOTPEOMTENBbCKYIO) YIAKOBKY JIEKAPCTBEHHOIO
npernapaTa HEeMapKMpPOBAHHOM MEPBUYHON YITAKOBKH JIEKAPCTBEHHOTO Mpenapara.

15. HaumeHnoBaHue (acoBuyka (ymakoBIIMKa) (3aMOJHSETCS B CIy4yae OCYIIECTBJIECHUS (acoBKU
(ynakoBku) Ha Teppuropun Poccuiickoii @eneparum).

16. Anpec dacoBiiuka (yrmakoBIIMKa) (3aMOTHSIETCS B CIIydae OCYIIECTBICHUS (PacOBKH (YTIaKOBKH)
Ha Tepputopun Poccuiickoit ®Depepanun). (B pea. [locranosnenus I[lpaBurensctBa PO o1
29.11.2023 N 2027)

Ipunoxcenue N 3
Kk Tlonooicenuio o cucmeme Monumopunea
OBUNCEHUSL TEKAPCNBEHHbIX NPENnapamos

0J151 MEOUYUHCKO20 NPUMEHEHUS

CBEAEHUS, TIPEJICTABJIAEMBIE CYBBEKTAMHA
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OBPAIIEHUSA JIEKAPCTBEHHBIX CPEACTB B
CUCTEMY MOHUTOPHUHT A ABUKEHUA
JIEKAPCTBEHHbBIX IIPEITAPATOB JJIsA
MEJUIUAHCKOI'O ITPUMEHEHMUWA ITPU BBOJIE B
OBOPOT JIEKAPCTBEHHBLIX ITPEITAPATOB J1J15
MEIULHAHCKOI'O IPUMEHEHUASA

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

|. CBenennst 0 JieKapCTBEHHBIX MpenaparTax JAJsi MeIMIUHCKOI0
NPUMEHEHUs, IPOU3BEJACHHBIX Ha TeppuTopuu Poccuiickou
denepaunu, NpeacTaBiasieMble CyObeKTaMu 00paleHust
JIEKAPCTBEHHBIX CPEACTB B CUCTEMY MOHUTOPHHIA ABUKECHUSA
JIEKAPCTBEHHBIX NPENnapaToB IJIs1 MeIULUMHCKOI0 NIPUMEHECHUS
1. CyOBeKThl oOpalieH sl JIEKapCTBEHHBIX CPEJICTB MPHU 3aBEPIICHUU CTaAuH (acoBKHU (YIaKOBKH)
JIEKapCTBEHHBIX MPENapaToB Ul MEIULMHCKOIO IPUMEHEHHUS (Jajiee - JIEKapCTBEHHbIE IIPenapaThl)
U MAapKHUPOBKH YIIAKOBOK JICKAPCTBCHHBIX IIPCIIAPATOB CPCACTBAMUA I/II[GHTI/I(bI/IKaI_II/II/I npeaACTaBJIAOT
B CUCTEMY MOHHUTOPHHIA JBUKEHMSI JIEKAPCTBEHHBIX MpENaparoB (jajee - cucTeMa MOHUTOPHHIA)

CJICAYIOUIYI0 UH(OPMAIMIO B OTHOILIEHUH Ka)KJJOH TOPrOBOW €JMHMIIbI JIEKAPCTBEHHOI'O IIpernapara:
(B pex. [Tocranoenenus [IpaBurenscrBa P® ot 29.11.2023 N 2027)

a) 1aTa COBEPIICHHS OTepallnu;

0) naeHtupukaTop cyObekTa oOpalleHHs JIEKApCTBEHHBIX CPEJICTB, OCYILIECTBISIOMIETO (hacoBKY
(YnakoBKy) JIEKapCTBEHHBIX IIpENapaToB W MapKHUPOBKY YIAKOBOK JIEKAPCTBEHHBIX IIpENapaToB
cpenctBamu uaeHtudukanuu; (B pen. [locranosnenwuii [IpaButensctea PO ot 21.07.2020 N 1079,
or 29.11.2023 N 2027)

B) MOJIMYHKT yTpatui cuiy. (B pen. [ocranosnenus [IpaBurensctea PO ot 21.07.2020 N 1079)

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

1) uaeHTH(UKATOp cyObeKTa OOpallleHHs JIEKAPCTBEHHBIX CPEJCTB, SBIISIOLIETOCS 3aKa3uMKOM
KOHTPAKTHOTO (TIOJIPSITHOTO) MPOM3BOJCTBA (B Clydae MPEACTABICHHUS HH(POPMAIMH CYOHBEKTOM
oOpaleHuss  JIGKAPCTBEHHBIX  CPEJCTB,  OCYIIECTBIAIONIUM  KOHTPakTHOE  (TOAPSAHOE)
npou3BocTBO); (B pen. [Toctanornenus [Ipasutensctea PO ot 21.07.2020 N 1079)

€) r1100aNbHbIM NACHTU(DUKAIIMOHHBII HOMEp TOProBOil €JMHUIIBI JIEKApPCTBEHHOTO Npenapara;
’K) HOMEp MTPOU3BOCTBEHHON CEpUH JIEKApCTBEHHOT'O Mpenapara;
3) AaTa UCTEUEHHUsl CPOKa FOJHOCTH JIEKApCTBEHHOTO Mpernapara;

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

K) uH(popmanus o0 HCIOJIb3YEMOM YCTpPOWCTBE peructpauuu smuccuu. (B pen. IlocranoBnenus
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[TpaButenscTBa PD ot 20.03.2020 N 311)

2. ITyukt yrpatun cuny. (B pea. IToctanosienus IpaButensctBa PD ot 24.03.2023 N 468)

Il. CBenenus, npeacrasisieMbie Cy0beKTaMu 00paleHust
JIEKAPCTBEHHBIX CPEACTB B CHCTEMY MOHUTOPHUHIA, 0 JIEKAPCTBEHHBIX
npenaparax, Npou3BeJAeHHBIX 3a npeaejamu reppuropuu Poccuiickon

Denepanuu

3. CyObexTsl oOpallleHus JIEKapCTBEHHBIX CPEACTB MpPU 3aBEPUICHUM MPOU3BOACTBEHHON CTaIuu
¢dacoBku (yMakoBKM) JICKQPCTBEHHBIX MPEMapaToB WM 3aBEPLUICHUHM MAPKHUPOBKH YIAKOBOK
JICKapCTBEHHBIX MPENapaToB CPeICTBAMU UICHTU(PHUKALMU HA TAMOKEHHOM CKJaJleé B COOTBETCTBUU
c ab3ameM BTOpbIM TyHKTa 4 [lomokeHHs O cHCTeME MOHHUTOPHHTA JBM)KCHUS JIEKApCTBEHHBIX
MpernapaToB A METUIIMHCKOTO MPUMEHEHUS, YTBEPKIECHHOro mocraHoBieHueMm [IpaButenbcTBa
Poccutickoit @eneparun ot 14 nexadps 2018 r. N 1556 "O6 yrBepxkaenun [lonoxxeHus o cucreme
MOHHMTOPHHTA JIBI)KEHUS JIEKAPCTBEHHBIX IMPENapaToB JUIsi MEAUIIMHCKOTO MpUMEeHeHus" (nanee -
[Tonoxenne), MPEACTABIAIOT B CHCTEMY MOHHTOPWHIA B OTHOLICHWH KaXIOW TOPTrOBOM €IMHUIIBI
JIEKapCTBEHHOTO TMperapaTa, IMpou3BeACHHON BHe Tteppuropun Poccuiickoit denepanuu,
cieayronyto uapopmanuio: (B pea. [locranosnenus [paButensctea PD ot 21.07.2020 N 1079)

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

0) uaeHTUdUKaTOp CyOBEKTa OOpAICHHs JIEKAPCTBEHHBIX CPEICTB, SBIISIOIICTOCS ACPKATEIEM HITH
BJIQJICTIBLIEM PErUCTPALIMOHHOTO YIOCTOBEPEHHS, MM IPEACTaBUTEIbCTBA CyOBEKTa OOpaIlCHUS
JIEKApCTBEHHBIX CPEACTB Ha Teppuropuu Poccuiickoit ®enepanmu; (B pen. IloctaHoBICHUS
[MpaBurenscTBa PO ot 21.07.2020 N 1079)

B) MICHTHUQUKATOp CcyOBeKkTa OOpalleHMs JIEKapCTBEHHBIX CPEJICTB, OCYLIECTBIISIIOIIETO (aCOBKY
(ynakoBky) JieKapcTBEHHBIX mpenapaTtoB; (B pen. Ilocranosnenuit IlpaBurensctBa P® ot
21.07.2020 N 1079, ot 29.11.2023 N 2027)

r) wuaeHTHUKATOp cyObekTa oOpalleHHsl JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBISIOLIETO
MIPOM3BOJICTBEHHYIO CTaJMI0 BBIMYCKAIOIIErO0 KOHTpOJs KauecTBa; (B pexn. IlocraHoBnenus
I[TpaButenbctBa PO ot 21.07.2020 N 1079)

1) TI00aNbHBIA WICHTH()UKAIMOHHBIH HOMEp TOproBod enuHunbl, (B ped. I[locraHoBIeHUs
[MpaButenscTBa PO ot 21.07.2020 N 1079)

€) HOMep IPOU3BOACTBEHHON CEpUM JIeKapCTBEHHOro mpemnapara; (B pen. IlocTaHoBieHus
[MpaBurenscTBa PO ot 21.07.2020 N 1079)

) JaTa MCTEYEHHUs CpOKa TOAHOCTHU JIEKapCTBEHHOro npemnapata; (B pea. IlocraHoBneHus
[paBurenscTBa PO ot 21.07.2020 N 1079)

3) KOJI TAMOXXEHHOTO OpraHa W PEeruCTPAIIMOHHBIA HOMEP TaMOXKEHHOTO CKjiaja (Tpu MapKUPOBKE
YIaKOBOK JIEKAPCTBEHHBIX MPENapaTroB CPeICTBAMU HIICHTU(UKAIMKA Ha TaMOKEHHOM CKIaze); (B
pen. [Tocranosnenus I[IpaBurenapctea PO ot 21.07.2020 N 1079)

M) KOJA WACHTHU(HKAINK, TPHUCBOCHHBIN YIaKOBKE JIEKAPCTBEHHOro TpemnapaTta; (B pen.
[Mocranosnenus [IpaButenscTBa PD ot 29.11.2023 N 2027)

K) uH(popmanusi o0 HCIOJIb3YyEMOM YCTPOWCTBE perucrpanuu smuccuu. (B pen. IlocranoBnenus
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[TpaButenscTBa P® o1 21.07.2020 N 1079)

3.1. CyObexTsl oOpameHus JeKapCTBEHHBIX CPEICTB IPU OCYIIECTBICHHH MapKHPOBKU YITAKOBOK
JIEKapCTBEHHBIX MPETapaToB CPEACTBAMHU UACHTU(DHUKAIIMHA Ha TAMOXCHHOM CKJIaJZIe B COOTBETCTBUH
c ab3aumem BTOphIM MyHKTa 4 [lon0o)KeHHsS MPEACTaBISIOT B CHCTEMY MOHHMTOPHHIA CIIEAYIOILYIO
undopmarnmio: (B pex. [locranoenenus [IpaBurenscrea PO ot 21.07.2020 N 1079)

a) uaeHtudukaTop cyObeKTa 0OpalieHus JIeKapCTBEHHBIX CPE/ICTB, SIBISIOIECTOCs AepiKaTeaeM WU
BJIAJICNIBLIEM PETUCTPALIMOHHOTO YJIOCTOBEPEHHS, WM TPEACTABUTEILCTBA CYyObEKTa OOpalieHus
JIEKapCTBEHHBIX CPEACTB Ha Tepputopuu Poccuiickoit denepanuu; (B pen. I[locraHoBieHus
[paBurenscTBa PO ot 21.07.2020 N 1079)

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

B) TIJI00anbHBIl HACHTH(OHKAIMOHHBI HOMEp TOProBOW enuHHIbl; (B ped. llocTaHOBICHUS
[paButenscTBa PO ot 21.07.2020 N 1079)

I) KOJ TaMOXEHHOI'O0 OpraHa M PEerucTpalOHHBII HOMEpP TaMOKEHHOTO CKJIaJa, Ha KOTOPOM
OCYILECTBIISICTCSI MAPKUPOBKA YIAKOBOK JICKAPCTBEHHBIX MpENapaToB CPeCTBAMH UACHTU(PHUKALINU
B COOTBETCTBUU C ab3auieM BTopbIM IyHKTa 4 Ilonoxenus; (B pen. [loctanosnenus IlpaBurenscrBa
P® ot 21.07.2020 N 1079)

1) koxsl uneHtudukanuu. (B pen. [locranosnenus [IpaBurenscrBa PO ot 21.07.2020 N 1079)

[11. CBenenns, npeacrapiiseMble Cy0beKTaMi 00palleHUs]
JIEKAPCTBEHHBIX CPEICTB B CHUCTEMY MOHMTOPHHIA, 0 JIEKAPCTBEHHbIX
npemnaparax, BBO3MMbIX Ha Tepputopuio Poccuiickoin ®dexepaunu

4. CyObekTsl oOpalleHus JIEKapCTBEHHBIX CPEACTB NPHU 3aBEPLICHUH OTIPY3KH JIEKAPCTBEHHBIX
npenaparos B Poccuiickyro @enepanyio WM MOCie Mepeladyd CBEICHUM O MapKUPOBKE YIIAKOBOK
JIEKapCTBEHHBIX MIPENapaToB CPeACTBAMHU UACHTU(PHUKAIMY Ha TAMOXKEHHOM CKJIaZie B COOTBETCTBUHU
¢ ab3anem BTOpbIM IyHKTa 4 [loyokeHHs MpEeACTaBISAIOT B CUCTEMY MOHUTOPUHIA CIIEAYIOLIYIO
MH(OPMALIMIO B OTHOILICHUH KaX/101 eJMHUIIBI JIeKapCTBEHHOT 0 npenapara: (B pea. [loctanoBienus
[MpaButenscTBa PO ot 21.07.2020 N 1079)

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

0) uneHTudUKaTOp CyObeKTa OOpaIlleHUs JEKAPCTBEHHBIX CPEACTB, SIBISIFOIIETOCS AeprKaTelIeM WU
BJIQ/IETIBIIEM PErMCTPALMOHHOIO YJIOCTOBEPEHMSI, WM IPEACTaBUTEILCTBA CYOBEKTa OOpaIieHUs
JIEKapCTBEHHBIX CpelcTB Ha Tepputropun Poccuiickoit ®epepanuu (He Tpedyercs B ciydae
MIPEICTABJICHHS CBEJICHUI B COOTBETCTBUM C ab3allaMH CEbMBIM M JIECATHIM MyHKTa 37 U ab3arem
cenpmbIM TyHKTa 38 Tlonmoxkenus); (B pen. [locranosnenuii [IpasurensctBa P® ot 21.07.2020 N
1079, ot 02.11.2020 N 1779)

B) HAeHTU(DUKATOp CcyObeKTa OOpalleHHs JIEKapCTBEHHBIX CPEACTB, SBISIONIEIOCS MPOIaBIOM
JIeKapCTBEHHBIX IpernapaToB (He TpeOyeTcs B cilydae MpPEeACTaBICHUS CBEACHUN B COOTBETCTBHUH C
ab3amamMu CebMBIM U JIECATHIM TyHKTa 37 u ab3arnem ceapMbiM myHKTa 38 Ilomokenwus); (B pen.
[Mocranosnenuii [IpaButenscrea PO ot 21.07.2020 N 1079, ot 02.11.2020 N 1779)

I) UICHTHUPUKATOpP CyObeKkTa OOpallleHHs JIEKapCTBEHHBIX CPEJICTB, SBISAIOIIETOCS IOKYIaTeleM
JIeKapCTBEHHBIX MpemapaToB B Poccuiickoit @enepanuu; (B pen. [loctanosnenus [IpaBurennpcTBa
P® ot 21.07.2020 N 1079)
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1) tan gorosopa; (B pea. Ilocranosnenus [Ipasurenscrea PO ot 21.07.2020 N 1079)

€) PEKBU3UTHI IEPBUYHOIO JIOKYMEHTA, SBJSIOLIErOCS OCHOBAHUEM JJISI OTIPY3KH JIEKAPCTBEHHOTO
npenapara B Poccuiickyro ®enepaunto; (B pea. Ilocranosnenus IlpaBurenscrea PO or 21.07.2020
N 1079)

’K) KOJ TAMOKEHHOI'0 OpraHa U perucTpalliOHHbIN HOMEp CKJaja (aJpec MecTa Hax 0>KJICHHs TOBapa
COIJIACHO JeKJIapallii Ha TOBAPHI, 32 UCKIIOYEHUEM CIy4as MapKUPOBKH YIIAaKOBOK JIEKAPCTBEHHBIX
MpernapaToB CPEeACTBAMH HJCHTHU(UKAIMKA HAa TAMOXEHHOM CKIIaJe B COOTBETCTBHHM C ab3amem
BTOpBIM ITyHKTa 4 [Tonoxenus); (B pen. [loctanosnenuii [1paButenscta PO ot 21.07.2020 N 1079,
ot 24.03.2023 N 468)

3) KOA WIeHTH(UKALWU WIM KOJ HIASHTH(PUKALUU TPETHUYHOH (TPaHCHOPTHOH) YHaKOBKH
JIEKapCTBEHHOI0 IIpenapaTta, B KOTOPOH HaXOIUTCs 3TOT JIEKApCTBEHHBIM Ipernapar (B ciydae
OTTPY3KH TPETHUYHOM (TpaHCHOPTHOM) YIAKOBKM JIEKaPCTBEHHOI'O Ipenapara LEJIUKoM). (B pen.
[Tocranosienus IIpaButenscTBa PP or 21.07.2020 N 1079)

5. CyObekTsl oOpaieHus JIEKapCTBEHHBIX CPEJICTB MPH OCYHIECTBICHWU BBO3a MPEICTABISIOT B
CHCTEMYy MOHHMTOPHHIA CIIEAYIOIIYI0 HH(POPMAIMI0O B  OTHOUICHUH KAXKAOW  €AWHHIIBI
JeKapcTBeHHOro npenapara: (B pea. [locranosnenus [IpaBurenscrea PO ot 21.07.2020 N 1079)

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

0) nneHtugukarop cyObeKkTa OOpallleHHs JIEKAPCTBEHHBIX MPENapaToB, OCYIIECTBIISIIOIIEIO BBO3
JIeKapCTBEHHBIX NpenapatoB B Poccuiickytro @enepauuto; (B pen. Ilocranosnenus IIpaButenscra
P® ot 21.07.2020 N 1079)

B) KOJI TAMOXKEHHOI'0 OpraHa U perucTpaliOHHbIA HOMEp CKJIajia (aJpec MecTa Hax0xXJIeHHUs TOBapa
COIIacHO Jekiapanuu Ha ToBaphl); (B pexd. Ilocranosnenuit IlpaButensctea PO ot 21.07.2020 N
1079, ot 24.03.2023 N 468)

r) uJIeHTU(PUKATOp CcyObeKTa OOpalleHUs JIEKapCTBEHHBIX CPEACTB, SIBISIOIIETOCS IMPOJAaBIIOM
JIeKapCTBEHHBIX IpenapaToB (He TpeOyeTcs B Cilydae MpEeACTaBICHUs CBEACHUH B COOTBETCTBHUHM C
ab3amamMu CebMBIM U JIeCATHIM MyHKTa 37 u ab3anem cenpMbiM myHkTa 38 Tlomoxkenus); (B per.
[Tocranosnenuii [IpaBurensctea PO ot 21.07.2020 N 1079, ot 02.11.2020 N 1779)

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

€) PEeKBHU3UTHI TEPBUYHOTO JIOKYMEHTA, SBJISIFOIIETOCS OCHOBAHMEM /i BBO3a JIEKAPCTBEHHOTO
npenapata B Poccuiickyio @enepanuto (nata u Homep); (B pen. [locranosnenus [IpaButensctea PO
or 21.07.2020 N 1079)

) UJIeHTU(UKATOp cyOBbeKTa 0OpallleHns JEKapCTBEHHbBIX CPE/ICTB, SABISAIOLIErOCs JAepiKaTeseM WiIH
BJIAJICJIbLIEM PETUCTPAL[MOHHOTO YJIOCTOBEPEHHs, WM MPEACTAaBUTEIbCTBA CyOBEeKTa OOpaleHHs
JIEKapCTBEHHBIX CPeNCTB Ha Tepputopuu Poccutickoit deneparuu (B cirydae BBO3a JIGKAPCTBEHHOTO
npenapata B Poccuiickyio ®exepannio CyObeKTOM OOpaIleHUs JIEKapCTBEHHBIX CPEJACTB, HE
ABIISIOIIMMCS Iep>KaTeJIeM WU BIAJENblEM PErucTPallMOHHOIO YAOCTOBepeHus) (He Tpedyercs B
cllydae TpeACTaBJICHUsI CBEJICHUH B COOTBETCTBUU C a03allaMH CEIbMBIM M JECATHIM IyHKTa 37 U
ab3anem cenpMbiM myHKTa 38 [lomoxenwust); (B pen. Ilocranosnenuit IlpaButensctBa P® ot
21.07.2020 N 1079, ot 02.11.2020 N 1779)

3) KOJI WIASHTHU(PHUKAUUU WM KOJ UACHTU(DUKAINM TPETUYHOM (TpaHCHOPTHOM) YHNaKOBKU
JIEKapCTBEHHOTO NpenapaTa, B KOTOPO HaXOJUTCs 3TOT JIEKapCTBEHHBIH Mpenapar (B ciyyae BBO3a
TPEeTUYHOM (TPAHCHOPTHOM) YMAKOBKM JIEKAPCTBEHHOIO Ipernapara ULEeIuKoMm). (B  pen.


https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l102
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l102
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l102
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l102
https://normativ.kontur.ru/document?moduleid=1&documentid=445378#l214
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l102
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l102
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l102
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l102
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l102
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l102
https://normativ.kontur.ru/document?moduleid=1&documentid=445378#l214
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l102
https://normativ.kontur.ru/document?moduleid=1&documentid=374659#l24
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l102
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l102
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l102
https://normativ.kontur.ru/document?moduleid=1&documentid=366879#l102
https://normativ.kontur.ru/document?moduleid=1&documentid=374659#l24

[Tocranosienus [IpaButenscTBa PO or 21.07.2020 N 1079)

6. CyObekTbl oOpalleHus JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBIISIOIINE Tepeady JeKapCTBEHHBIX
MpenaparoB, MOMEIICHHBIX TMOJI TAaMOXXEHHYIO IMpOILEeAypy TaMOXXEHHOTO CKJaja, JApyroMy
COOCTBEHHUKY (CMEHa COOCTBEHHMKA), NPEICTABISAIOT B CUCTEMY MOHHUTOPUHIA CJIEAYIOUIYIO
WH(OPMAIIHIO B OTHOIIIEHUH KAXI0M eIMHUIIBI ICKAaPCTBEHHOTO Tipemnapara: (B pea. [locranoBieHus
[TpaButenscTBa PD o1 21.07.2020 N 1079)

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

0) unentudukarop cyorexta oOpalleHHus JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBISIOUIETO Tepenady
JIeKapCTBEHHBIX Ipenapatos; (B pea. IToctanosnenus [IpaButenscrea PD or 21.07.2020 N 1079)

B) uACHTU(DHUKATOP CyOBEKTa OOpaIIeHUs JICKAPCTBEHHBIX CPENICTB, OCYIICCTBISIONIETO MPHEMKY
JIeKapCTBEHHBIX Ipenapatos; (B pea. ITocranosnenus IIpaButenscTBa PD or 21.07.2020 N 1079)

') PEKBU3UTHI IEPBUYHOTO JOKYMEHTA, SBISIOIIETOCS OCHOBAaHUEM IS Tepeadl JeKapCTBEHHOTO
npenapara (aara u Homep); (B pen. [Tocranosnenus [IpaBurensctBa PO ot 21.07.2020 N 1079)

I) Koa uIeHTU(DUKAUWK WM KOJA HJIACHTUPUKAUWK TPETUYHOW (TPAHCIOPTHOMN) YIMAaKOBKH
JIEKapCTBEHHOTO TpenapaTta, B KOTOPOH HaXOIUTCS 3TOT JIEKAPCTBEHHBIH IMpemapar (B ciydae
nepeayl TPETHYHOW (TPaHCIOPTHOM) YIMAaKOBKH JIEKAPCTBEHHOIO Iperapara IEeIUKoM). (B pel.
[Mocranoenenus [IpaBurenscTBa PO ot 21.07.2020 N 1079)

7. CyObexTsl oOpallleHus JI€KapCTBEHHBIX CPEICTB P MOATBEPKICHUM CBEIEHUIN 00 OTTpy3Ke WIn
O BBO3€ JICKapCTBEHHOro Ipenapara B Poccuiickyto ®exepauuio, WiIM O MPUEMKE Ha
(dapmalieBTUYECKUIN CKJIaJ JIEKApCTBEHHOIO Ipenapata Ha teppuropun Poccuiickoit denepauuu,
WIM O IHepeAaye IpaBa COOCTBEHHOCTH Ha JICKApCTBEHHBIN Ipemnapar, MOMEIEHHbIH 10/
TaMOKEHHYI0 IpPOLEAYpPY TaMOXKEHHOTO CKJIaJa, COJAEp)KallMXCsl B CUCTEME MOHUTOPHUHIA,
NpPEJCTAaBISIOT B CHUCTEMY MOHHUTOPHMHIA CIEIyIOIyl0 HH(OpPMAlMi0 B OTHOUIEHHH KaXXJIOU
€MHMIIBI JIeKapcTBEeHHOTO npenaparta: (B pea. [loctanosnenus IlpasurensctBa PO ot 24.03.2023 N

468)

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

06) wuneHtuduxarop cyObekTa OOpalleHUs JIEKAPCTBEHHBIX CPEICTB, OCYLIECTBIISIOIIETO
NOATBepKAeHHEe cBeaeHui; (B pea. [Tocranosienus [IpaButensctea PO ot 21.07.2020 N 1079)

B) uAeHTU(UKATOpP CyOBbeKTa oOpallleHus JIEKapCTBEHHBIX CpEACTB, paHee OCYIIECTBUBILETO
pEerucTpanmio cBeleHU 00 OTrpy3Ke WM O BBO3€ JIEKAPCTBEHHBIX IpenapartoB B Poccuiickyro
Qenepanuio, WIM NOpUeMKe Ha (apMaleBTUUYECKUI CKJIaJ JIEKapCTBEHHBIX IpenapaTroB Ha
tepputopun Poccuiickoit @enepanuu, wiy mnepenade mnpaBa COOCTBEHHOCTH Ha JIEKApCTBEHHBIH
mpenapar, TIOMEIICHHbI TO0J TaMOXEHHYI0 TMpoLenypy TaMOXEHHOro CcKiaga; (B pen.
[Tocranoenenus [IpaBurenscrBa P® ot 21.07.2020 N 1079)

) KOA WACHTU(GUKANIUKA WIM KOJ HUACHTU(PUKAIMK TPETUYHON (TPaHCIOPTHOW) YHMAKOBKU
JIEKapCTBEHHOT'O TIpernapara, B KOTOPOW HAaxXOJMUTCS ATOT JIEKAPCTBEHHBIN MpemnapaT (B ciydae
nepesayd TPEeTUYHON (TPaHCIOPTHOM) YMAaKOBKH JIEKQpPCTBEHHOTO IpemapaTa IEeNIuKoM). (B pes.
[Tocranosnenus [IpaButenscTBa PP ot 21.07.2020 N 1079)

8. CyOBeKThl 0OpalleHus JIEKapCTBEHHBIX CPEACTB MPH MEepPEeMEIeHUH JIEKAPCTBEHHBIX MpernapaToB
MEXJy 30HAMU TaMO>KEHHOTO KOHTPOJIS MPEACTaBISIOT B CHUCTEMY MOHHUTOPHHIA CJEAYIOUIYIO
UH(OPMALIMIO B OTHOILIEHUH KaX/101 eJMHULIBI JIeKapCTBEHHOT O npenapara: (B pea. [loctanoBienus
[MpaBurenscTBa PO ot 21.07.2020 N 1079)
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a) JlaTa COBEPIICHHS OTICPAIIHH;

0) wunmeHtudukaTrop cyObekTa OOpamieHHs JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBIISIONIETO
nepeMeInieHne JieKapcTBEeHHBIX mpenaparoB; (B pea. [locranomnenus IlpaButensctBa P® ot

21.07.2020 N 1079)

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

I) KOJI TaMOXXCHHOIO OpraHa W pErUCTPAlMOHHBI HOMEp CKJIaja OTIpy3KH (aapec MecTa
HAaXOXKICHHUS TOBapa COMNIACHO JICKJIApallid Ha TOBApbl, M3 KOTOPOrO OCYILECTBISETCS
nepemenienue); (B pea. Ilocranosnenuii [IpaButensctBa PO ot 21.07.2020 N 1079, ot 24.03.2023
N 468)

) KOJ TaMO)XEHHOTO OpraHa M perucTpaloOHHBIM HOMEp CKiIaja HpUEeMKH (azpec Mecrta
HaXO0KJEHUS TOBapa, B KOTOPOE OCYILECTBIIAETCS NepEMELICHNUE);

€) KoA WuAeHTU(UKAIUKM WU KOJ UACHTU(DUKAIMK TPETUYHON (TPAaHCHOPTHOM) YHAKOBKU
JICKapCTBEHHOTO TMpernapara, B KOTOPOW HAXOJWUTCS 3TOT JICKAPCTBEHHBIM Tperapar (B ciydae
nepeMeIeHHsI TPETUYHOM (TPaHCIIOPTHOM) YIIAaKOBKH JIEKAPCTBEHHOTO TIperapaTa eIuKoM). (B pej.
[Tocranosnenus [IpaButenscTBa P® ot 20.03.2020 N 311)

9. ITyukt yrpatwi cuiy. (B pen. [Toctanosnenus [pasurensctBa PO ot 24.03.2023 N 468)

10. CyObekThl oOpalleHus JEKapCTBEHHBIX CpPEICTB MpU TEpEeMENICHHH JIeKapCTBEHHBIX
MpenapaToB M3 30HBI TAMOXEHHOTO KOHTPOJS Ha (apMaleBTHUECKUN CKJIaa TPEACTABISIOT B
CUCTEMY MOHUTOpPUHTA CIEAYIOUIyl0 HH(OpPMALKMIO B  OTHOIICHUH KAKIOW  EIUHUIIBI
JIEKapCTBEHHOI'0 IIperapara:

a) laTa COBEPILICHUS OTlepaIiy;

0) uneHTHQUKATOp CyObEeKTa OOpalleHUs JIEKaPCTBEHHBIX CPEJCTB, OCYILECTBIISIOLIETO BBO3
JIEKapCTBEHHBIX IpenapaToB Ha Tepputoputo Poccuiickoit ®enepauuu; (B pea. IlocranoBnenus
I[TpaButenbctBa PO ot 21.07.2020 N 1079)

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

') KOJ TAMOKEHHOT'O OpraHa U PETUCTPALlMOHHBIA HOMEp TaMOXKEHHOT'O CKJa/la OTIPY3KH;

1) PEKBU3UTHI MEPBUYHOTO JOKYMEHTA, SIBJISIOMIETOCS] OCHOBAaHHEM JIJISl IPUEMKH JIEKapCTBEHHOTO
npenapara Ha (papManeBTUYECKUN CKIIaJ (1aTa U HOMED);

e) CTOUMOCTB, YKa3aHHasd B COHpOBOI[I/ITeJ'II)HOI\/'I JOKYMCHTAllMKM HaA TOBAap, Ha OCHOBAHUH KOTOpOfI
odopmIsieTcs IeKapanus Ha TOBaphl, C yUeTOM TaMO>XEHHBIX TMOILUIMH U COOpPOB 32 TaMOKEHHOE
oopmaenue; (B pen. [Toctanosnenus [IpasutenscrBa PO ot 24.03.2023 N 468)

’K) KO UACHTU(DHUKAIMK WU KOA HUICHTH(PHUKAIMN TPETUYHOH (TPAHCIOPTHOM) YIMaKOBKHU
JICKapCTBEHHOTO TMpernapara, B KOTOPOW HAXOJWUTCSA 3TOT JICKApPCTBEHHBIM Tperapar (B ciydae
NpUEeMKU Ha (apManeBTUYECKHI CKJIaJ TPETUYHOH (TPAaHCIOPTHOW) YMAKOBKH JIEKaPCTBEHHOTO
npemnapara neiaukom). (B pea. Ilocranosnenus [Ipasutenscrea PO ot 20.03.2020 N 311)

11. CyObekTsl oOpallleHusl JEKapCTBEHHBIX CPEACTB MNpPU 3aBEPIIEHUM OTTPY3KH JIEKApCTBEHHBIX
npenapaTtoB B Poccuiickyro denepannio U3 rocyapcTs - 4wieHOB EBpasuiickoro ’KOHOMHUYECKOTO
CO03a MPEJICTABISAIOT B CUCTEMY MOHUTOPHHTIA CIEAYIOUIYI0 HHPOPMAIMIO B OTHOIIEHUH KaXKJI0M
TOProBOM E€AMHMIIBI JIEKapcTBEHHOro npenapata: (B pexd. Ilocranosnenus IlpaBurensctBa PO or
21.07.2020 N 1079)
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a) nara coBepuicHus onepanuu; (B pea. [locranosnenus [pasutenscrea PO or 21.07.2020 N 1079)

0) unentTuduKaTop cyobeKkTa 0OpaleHus JeKapCTBEHHBIX CPEICTB, SBIAIOIIETOCS JIepKaTeIeM WiIH
BJIAJICJIBLIEM PETUCTPALIMOHHOTO YJOCTOBEPEHHS, WM TPEACTABUTEILCTBA CYyObEKTa OOpalieHus
JIEKapCTBEHHBIX CpeAcTB Ha Tepputopuu Poccuiickoit ®denepanuu; (B pen. IloctanomneHus
[paButenscTBa PO ot 21.07.2020 N 1079)

B) uaeHTH(]UKAaTOp CyOBeKTa OOpaIieHHs JIEKapCTBEHHBIX CPEJCTB, SBISIOIIETOCS IPOJABIIOM
JIEKapCTBEHHBIX npemnapaTos; (B pea. [locranosnenus [IpaBurenscrBa PO ot 21.07.2020 N 1079)

I') UACHTH(PHUKATOp CyObeKTa OOpalleHUs JICKApCTBEHHBIX CPEACTB, SIBIISIOLIETOCS MOKyHaTelIeM
JIEKapCTBEHHBIX mMpernapaToB B Poccuiickoit ®denepanuu; (B pea. Ilocrtanonenus [IpaButenbcTBa
P® ot 21.07.2020 N 1079)

1) PEKBU3UTHI NIEPBUYHOTO JOKYMEHTA, SBIISIONIETOCS OCHOBAHUEM JJIsi OTTPY3KH JIEKAPCTBEHHOTO
npenapara B Poccuiickyro @eneparuto (nata u Homep); (B pea. [loctanosnenus [IpaBurenscrsa PO
or 21.07.2020 N 1079)

e) tun gorosopa; (B pea. ITocranosnenus IpasurenscrBa PO ot 21.07.2020 N 1079)

’K) CTOMMOCTH JIEKQpCTBEHHOTO IMperapata (C y4YyeToM Hajiora Ha J00aBJICHHYIO CTOUMOCTBH)
COTJIaCHO MepBUYHBIM JoKyMmeHTaM; (B pel. [locranoBnenus [IpaButensctBa PO ot 21.07.2020 N
1079)

3) cymMMa Hajora Ha J00aBlieHHYI0 CTOMMOCTb; (B pea. Ilocranosnenust I[IpaBurensctBa PO ot
21.07.2020 N 1079)

M) KOJ WISHTH(PUKAIUU WIM KOJI WACHTU(PHKAIMKA TPETHYHOW (TPAHCIIOPTHOW) YHNAKOBKU
JIEKapCTBEHHOTO IpenapaTta, B KOTOPOH HaXOIUTCs 3TOT JIEKApCTBEHHBIH Ipenapar (B ciydae
OTTPY3KH TPETHUYHOM (TpaHCHOPTHOM) YMAaKOBKM JIEKapCTBEHHOI'O Ipemnapara LEeIuKoM). (B pen.
[Tocranosnenus [IpaBurensctea PO ot 21.07.2020 N 1079)

12. CyObexTbl OOpallleHusi JeKapCTBEHHBIX CPEACTB NMPH OCYLIECTBICHUHM BBO3a JIEKApCTBEHHBIX
npenaparos B Poccuiickyro ®@enepanuio U3 rocyaapcTs - WICHOB EBPasuiiCKOro 3KOHOMHYECKOTO
COI03a M pPa3MEUIeHWH Ha (hapMaleBTHUECKOM CKJIaJe NPEICTaBISIOT B CUCTEMY MOHHMTOpPUHIA
CIIETYIOIIY0 MH(POPMAIIMIO B OTHOILIEHUHU Ka)KJOW TOProBOW €IMHUIIBI JIEKAPCTBEHHOTO Mpernapara:
(B pen. I[Mocranosnenus [IpaButenscrBa PO ot 21.07.2020 N 1079)

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

0) uaeHTHQUKATOpP CyObeKTa OOpalleHHs] JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBIISIOIIEIO BBO3
JeKapCTBeHHbIX IpemnapatoB B Poccuiickyro ®enepanuto; (B pea. [locranosnenus [IpaBurenscTBa
P® or 21.07.2020 N 1079)

B) HAeHTU(DUKATOpP CcyObeKTa OOpalleHus JEKApPCTBEHHBIX CPEACTB, SBISIONMIETOCS MPOIABIIOM
JIEKapCTBEHHBIX TpemnaparoB (He TpeOyeTcs B CiIydyae MPEACTABJICHUS CBEJIEHUNU B COOTBETCTBHH C
ab3amamMu CeIbMbIM U JIeCATHIM MyHKTa 37 u ab3amem cenbMbiM TyHKTa 38 Ilomokenus); (B pen.
[Tocranosnenuii [Tpasutenscrea PO ot 21.07.2020 N 1079, ot 02.11.2020 N 1779)

r) Tim gorosopa; (B pea. [Tocranosnenus [IpaButenscra PO ot 21.07.2020 N 1079)

1) PEKBH3UTHI MEPBUYHOTO JOKYMEHTA, SIBJISIOIIETOCS OCHOBAHHMEM JUISl BBO3a JIEKAPCTBEHHOTO
npenapara B Poccuiickyro @enepanuto (nata u Homep); (B pea. [loctanoBnenus [IpaButenscrBa PO
ot 21.07.2020 N 1079)

C) CTOUMOCTDb JICKAPpCTBCHHOI'O IIpcIiapara (C YUC€TOM HaAJIOTa Ha I[06aBJ'ICHHy'IO CTOI/IMOCTL)
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COTJIaCHO TIEPBUYHBIM JOoKyMeHTaM; (B pea. [locranoBnenus IIpaButensctBa P® ot 21.07.2020 N
1079)

’K) cyMMa Hajiora Ha Jo0aBlIeHHYI0 cToMMOcTh; (B pen. IlocranoBnenus IIpaButennsctBa PD or
21.07.2020 N 1079)

3) uaeHTU(UKATOp CyOBheKTa 0OpalleHus JIEKAPCTBEHHBIX CPENICTB, SBIISIOIICTOCS JIepPKaTeIeM WITH
BJIAJICNIBIIEM PETUCTPAIIMOHHOTO YJIOCTOBEPEHHS, HIIM TPEICTABUTEILCTBA CYOBbEKTa OOpalicHUs
JICKapCTBEHHBIX CPEJICTB Ha Tepputopun Poccuiickoit @enepanuu (B ciiydae BBO3a JIEKAPCTBEHHOTO
npenapata B Poccuiickyro ®ezxepannio CyObeKTOM OOpalIeHUs JICKApCTBEHHBIX CPEJICTB, HE
SIBIISTFOIIIAMCSL JIEpKaTeJIeM WU BIAJCTBIEM PETUCTPALMOHHOTO YAOCTOBepeHUs) (He Tpedyercs B
cilydae TIPe/ICTAaBJICHUSI CBEJICHUN B COOTBETCTBUHU C a03alaMu CEbMBIM U JCCATHIM MyHKTa 37 U
a03anem cenpMmbiM nyHkTa 38 Ilonoxenus); (B pea. [locranonenuit IlpaButensctBa P® ot

21.07.2020 N 1079, ot 02.11.2020 N 1779)

M) KOA WICHTUDUKAUWU WIM KOJA UISHTU(PHUKAIUU TPETUYHOH (TPAaHCHOPTHOM) YHaKOBKU
JIEKapCTBEHHOTO TpenapaTa, B KOTOPOH HaXOJUTCS ITOT JIEKAPCTBEHHBIH Mpernapar (B cIy4ae BBO3a
TPETUYHOH (TPAaHCHOPTHOM) YIAKOBKHM JIEKapCTBEHHOTO IMperapara IeIuKkoMm). (B per.
[Mocranoenenus [IpaBurenscTBa P® ot 21.07.2020 N 1079)

13. Ilynkt yrpatui cuiy. (B pea. [Tocranosienus [IpaButensctBa PO ot 24.03.2023 N 468)

14. CyObekTsl oOpailieHusi JEeKapCTBEHHBIX CPEJICTB TMpU TOBTOPHOM BBOJE B 000pOT
JIEKapCTBEHHBIX IIPENapaToB NPEACTABIAIOT B CUCTEMY MOHUTOPUHTIA CIEIYIOIYI0 HHPOPMALUIO B
OTHOIICHUU Ka)KJ0W €IMHUIIBI JIeKapCTBEHHOTo npenapara: (B pel. [locranosnenus [IpaButenbcTBa
P® o1 21.07.2020 N 1079)

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

0) nnentTudukaTop cyobekTa oOpalieHus JIeKapCTBEHHBIX CPEJICTB, OCYIIECTBISIONIEIO MOBTOPHBIHA
BBOJI B OOOpOT JIEKapCTBEHHBIX mpemnaparoB; (B pen. Ilocranosnenust IlpaBurensctBa PD ot

24.03.2023 N 468)

B) IPUYMHBI paHEEe OCYIIECTBJIEHHOIO BBIBOJA JIEKAPCTBEHHOrO Ipemnapara u3 o0opora; (B pen.
[Tocranosnenus [IpaBurenscta PO ot 21.07.2020 N 1079)

I) KOA WICHTU(HKAIUK TOBTOPHO BBOAMMOIO B 0O0OpPOT JIEKAPCTBEHHOTO mMpemapata; (B penl.
[Tocranosienus [paButensctBa PP ot 21.07.2020 N 1079)

1) TPUYUHBI MTOBTOPHOTO BBOJa B 00OPOT JIEKapCTBEHHOrO Tmpemnapara; (B ped. [locraHoBieHHs
[MpaBurenscTBa PO ot 21.07.2020 N 1079)

€) PpEKBU3UTHl JOKYMEHTa, SBIISIONIETOCS OCHOBAaHMEM Ul TOBTOPHOTO BBOJa B 000pOT
JIEKapCTBEHHOTO IpenapaTa (Mpu HaJTM4uK), UK UIEHTH(PHUKATOp roCcy1apCTBEHHOIO KOHTPAKTa MO
TOCYJJapCTBEHHOMY OOOpOHHOMY 3aKa3y, IPHCBAaWBAaeMbIi B COOTBETCTBHM CO cTaThei 6.1
®enepanbHOro 3akoHa "O rocyJapcTBEHHOM OOOpPOHHOM 3aka3e", Ha OCHOBaHHMM KOTOPOTO paHee
OCYIIECTBJIEH BBIBOJ JIEKAPCTBEHHOI'O Mperapara W3 000poTa MO CHAEIKE, CBEACHHUS O KOTOpOil
COCTaBJIIIOT TOCY/JApPCTBEHHYIO TaiHy (B Cilydae MpEICTaBICHHUs CBEJIEHUI B COOTBETCTBUU C
nyHkToM 44.1 Tonoxenus). (B pen. [ocranosnenus [IpaBurensctea PO ot 24.03.2023 N 468)

Ipunooicenue N 4

x Tlonoocenuio o cucmeme MOHUMOPpUHA
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osudICeHUs JleKapCcmeeHHblx npenapamoes

07151 MEOUYUHCKO2O NPUMEHEHUS.

CBEJAEHUA, IPEACTABJIAEMbBIE CYBBEKTAMUAU
OBPAIIEHUSA JIEKAPCTBEHHBIX CPEACTB B
CUCTEMY MOHUTOPHUHT A ABUKEHUA
JIEKAPCTBEHHBIX ITPEITAPATOB 1JIA
MEJUIAHCKOI'O TIPUMEHEHMUA ITPU BBIBO/IE U3
OBOPOTA JIEKAPCTBEHHBbBIX ITPEITAPATOB JIA
MEIULHAHCKOI'O IPUMEHEHUA

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

1. CyOpekT oOpaleHusl JeKapCTBEHHBIX CPEICTB IMPH BHIBOJE JIGKAPCTBEHHBIX IMPENapaToB I
MEJUIIMHCKOTO PUMEHEHUS (fajiee - JIEKapCTBEHHBIE MpernapaThl) U3 000poTa MyTeM peallu3aluu
(mponiaxu) JEKApCTBEHHBIX IMPENapaToB MOTPEOUTENIO WM OTIyCKa OECIUIaTHO WM CO CKHJKON
JICKAPCTBCHHLIX MperaparoB 110 PCEHOCITY Ha JICKAPCTBCHHBLIC MIPCIiapaThbl 100 OTITyCKa
JICKapCTBEHHBIX MpPENapaToB MPHU OKAa3aHWU MEIULUHCKON MOMOIIH, 0TOOpa 00pa3oB WU BBIBOAA
us3 060p0Ta 10 MHBIM IIpUYHUHAM NPEACTABIIACT B CUCTEMY MOHUTOPHUHIa ABUXKCHUA JICKAPCTBCHHBIX
mpemnapaToB (Janee - cUCTeMa MOHHTOPHHIA) CIEAYIOIIyl0 HH(OpPMAlMIO O BBIBEICHHBIX U3
obopoTa nekapcTBeHHBIX Tpenaparax: (B pea. [locranosnenus [IpasutensctBa PO ot 21.07.2020 N

1079)

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

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

B) THII BBIBOJIA JIEKAPCTBEHHBIX IpenaparoB u3 obopora; (B pen. IloctanoBnenus [IpaBurenscTBa
P® or 21.07.2020 N 1079)

T') BUJ JOKYMEHTA, TOATBEPKIAIOIIEr0 BBIBOJI JIEKAPCTBEHHBIX MPENapaToB U3 00opoTa (dek, OJiaHk
CTpOroil OTYETHOCTH, JoroBop M napyroe); (B pen. I[locranosnenust IlpaBurensctBa P® ot
21.07.2020 N 1079)

1) PeKBU3UTHI TOKYMEHTA, TIOJITBEP>KIAIOIIETO BBIBOJ] JICKAPCTBEHHBIX MPEMapaToB U3 000poTa, UK
UIEHTU(UKATOP TOCYIapCTBEHHOTO KOHTpaKTa IO TOCYJapCTBEHHOMY OOOpOHHOMY 3aKasy,
MPUCBAMBAEMbli B COOTBETCTBUU cO cTatheil 6.1 denepanbHoro 3akoHa "O rocynapCTBEHHOM
000pOHHOM 3aka3e', Ha OCHOBaHHWU KOTOPOTO COBEPIIAETCS CJeNIKa, CBEICHHUS O KOTOPOM
COCTaBJISIIOT TOCYJApCTBEHHYIO TailHy (B cllyd4ae MpEACTABICHHUS CBEJACHUHM B COOTBETCTBUMU C
nyHKTOM 44.1 TlonoxkeHuss 0 CUCTEME MOHUTOPHHTA JBUKEHHS JICKAPCTBEHHBIX MpenapaToB IJIst
MEJIUIIMHCKOTO TIPUMEHEHMS, YTBEPKACHHOIO IocTtaHoBieHueM I[lIpaBurensctBa Poccuiickoii
Oenepannn ot 14 nexadbps 2018 r. N 1556 "O6 ytBepxaeHuu [lomoxenus o cucteMe MOHUTOPUHTA
JBUKEHUSI JIEKAPCTBEHHBIX MPENapaToB Il MEIULMHCKOTO TMPUMEHEHHUs'', B OTHOLIEHUU
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JIEKapCTBEHHBIX MPENapaToB, MOICKAIIMX TOBTOPHOMY BBOAY B IPaXKIAHCKUN 00OpOT B Clydasix,
MpPEeAyCMOTPEHHBIX 3akoHOHaTenbcTBOM Poccuiickoit ®enepanuu); (B pen. [locranoBnenuit
[TpaButenscTBa PD ot 21.07.2020 N 1079, ot 24.03.2023 N 468)

€) KOAbl MIEHTH(UKALMU BBIBOAMMBIX M3 00OpPOTa JIEKAPCTBEHHBIX IPENapaTroB WU KOJbI
UJACHTU(PUKAIMKA TPETHYHON (TPAHCHOPTHOM) YIAKOBKM JICKAPCTBEHHOTO Iperapara, B KOTOPOH
HaXOJUTCsl 3TOT JIEKapCTBEHHBIN Ipenapar (B cilydae BbIBOJAa M3 000pOTa MO MHBIM IPUYMHAM
TPETUYHOM (TPAaHCHOPTHOM) YNAKOBKM JIEKAPCTBEHHOI'O IIpemapara LENIuKoM); (B  pen.
[Tocranosienus IIpaButenscTBa PP or 21.07.2020 N 1079)

) CTOMMOCTH JICKapPCTBEHHBIX MPEMapaToB (C y4eTOM Hajuora Ha I00aBJICHHYIO CTOMMOCTH) (B
Cllydae MPOA&XH JIEKAPCTBCHHBIX MpemaparoB mnotpebutento); (B ped. llocraHoBieHUs
[paButenscTBa PO ot 21.07.2020 N 1079)

3) cyMMa Hajiora Ha JOOaBJIEHHYIO CTOMMOCTH (B Cllydae MPOJAXKH JIEKAPCTBEHHBIX IpPEnapaToB
norpeburenio); (B pen. [locranosnenus [IpaBurenscra PO ot 21.07.2020 N 1079)

M) KOJMYECTBO BHIBOJUMBIX M3 000pPOTa MEPBUYHBIX YIIAKOBOK JISKAPCTBEHHOTO TpenapaTa u odriee
KOJIMYECTBO MEPBUYHBIX YIAKOBOK JIEKAPCTBEHHOI'O IMperapara BO BTOPUYHOHN (TIOTPEOUTEIILCKOI)
yIIaKOBKE  JIEKapCTBEHHOTO  mpemapara (MpH  OCYNMIECTBICHHH  BBIBOJA W3 00opora
Pa3yKOMIUIEKTOBAaHHON BTOPUYHOM (TIOTPEOMTENBCKON) YIIAKOBKHU JICKAPCTBEHHOTO Ipernapara); (B
pen. Ilocranosnenus [Ipasutenscrea PO ot 21.07.2020 N 1079)

K) UICHTH(UKAIMOHHBIN HOMEp HAJIOTOIUIATEIIbIINKA - OPTaHU3AIINH, ICHCTBYIOIICH Ha OCHOBAaHHUH
JIOTOBOpA C anTeuyHOW opraHu3anueld (Ipu OCYIIECTBICHUH MPOJAXH JIEKAPCTBEHHBIX MPEnapaToB
JTUCTAHIIMOHHBIM CIIOCOOOM C HWCIIOJIb30BaHWEM WH(OPMANUU, TPEIOCTABICHHON BIIaJICIbIIAMH
arperaropoB uHdopmarnuu o ToBapax (00 yciyrax); (B pea. [loctanosnenus [IpaButensctBa PO ot
24.03.2023 N 468)

J) pEeKBU3UTHI PELIeTTa Ha JIEKapCTBEHHBIN Mpenapart (gara, Homep U cepus (mpu Hanmu4uu). (B pes.
[Tocranosnenus [paButenscTBa PD ot 24.03.2023 N 468)

2. CyObekT oOpallleHusl JIEKapCTBEHHBIX CPEACTB NpPU BHIBOJE JIEKAPCTBEHHBIX IMPENaparoB U3
o0opoTa IMyTeM YHHUYTOXEHHS JIEKapCTBEHHBIX IpEenapaToB, MOMEUICHHBIX IOJ TaMOXXEHHYIO
IpoIeypy YHUYTOXKEHHS, BBIBO3a JICKAPCTBEHHBIX TIPENapaToB 3a MPEIesibl TaMO>KEHHOU
Tepputopun EBpa3uiickoro s5KOHOMHYECKOT0 CO03a, MOMEIIEHHBIX 0] TaAMOXXEHHYIO MPOLEeNypy
JKCTopTa (PEdKCNopTa), MPEACTABISET B CUCTEMY MOHHMTOPUHTA CIEAYIONIyI0 HWH(OpMaIuoo o
BBIBEJICHHBIX U3 000pOTa JIEKAPCTBEHHBIX Ipemnaparax: (B pea. [Tocranosnenus [IpaBurensctsa PO
or 21.07.2020 N 1079)

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

0) upentuduxatop cyObekTa OOpalleHUs JEKapCTBEHHBIX CPENICTB, OCYIIECTBIISIONIETO BBIBOJ
JIEKapCTBEHHBIX TMpernapaToB u3 obopora; (B pen. Ilocranosnenust IlpaButensctBa P ot

21.07.2020 N 1079)

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

r) KoJ TaMOkKeHHOH mponeaypsl; (B pen. Ilocranosnenus IlpaBurensctBa PO ot 21.07.2020 N
1079)

) KOoA WICHTU(HUKAIMKA BBIBOJUMOTO U3 000pOTa JIEKAPCTBEHHOTO TMpernapara WIA KO
UACHTU(DHUKAIIMN TPETHUYHOU (TPaHCIOPTHOM) YMAaKOBKH JIEKAPCTBEHHOTO Mperapara, B KOTOPOU
HaxXOJIUTCA OTOT JIEKAPCTBEHHBIM Tpemapar (B cioydae BBIBOJAAa H3 000pOTa TPETUYHOM
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(TpaHCTIOPTHOM) YHAKOBKH JICKAPCTBEHHOTO TMpemnapaTta IenukoMm); (B pea. IlocraHoBneHus
[NpaBurenscTBa PO ot 21.07.2020 N 1079)

€) peKBU3UTHI JeKiapaiuu Ha ToBapsl. (B peal. [locranosnenuii [IpaBurenscrea PO ot 21.07.2020 N
1079, ot 24.03.2023 N 468)

3. CyObekT oOpalieHusi JIEKapCTBEHHBIX CPEACTB IMpPHU BHIBOJE JIEKAPCTBEHHBIX IPEMapaToB M3
o0opoTa MmyTeM IepeJadu JIEKapCTBEHHBIX MpenapaToB Ha YHUUTOXEHHUE MPEACTABISIET B CUCTEMY
MOHHUTOPHHTA CJIETYIONIYI0 HH()OPMAIIHIO O BBIBEACHHBIX U3 000POTa JIEKAapCTBEHHBIX Mpernaparax:

a) JlaTa COBEpILEHUS Ollepaluy;

0) uneHtudukaTop cyObeKTa OOpaIIeHUs JEKAPCTBEHHBIX CPEICTB, OCYIIECTBIISIONMIETO BBIBOJ
JEKapCTBEHHBIX TMpemapaToB u3 obopota; (B pen. [locranoBnenust IlpaButensctBa PO ot

21.07.2020 N 1079)

B) MOJMYHKT yTpatui cuiy. (B pen. [Toctanornenus [Ipasurensctea PO ot 21.07.2020 N 1079)

I) OCHOBaHME W TNpPHUYMHA TEepeAaud JIEKapCTBEHHOI'O IIpenapara Ha YyHUYTOXeHue; (B pel.
[Tocranosienus IIpaButenscTBa PP ot 21.07.2020 N 1079)

1) PEKBM3HUTHI PELICHHUS YIOJHOMOUYEHHOIO (hefepasibHOro opraHa HCHOJIHUTENBHOM BIIACTH O
BBIBO/I€ JIEKAPCTBEHHBIX IIPENapaToB U3 000poTa (IIpH HATMYUHN);

e) PCKBU3UTHI JOKYMCHTA, IMOATBCPIKAAOLICTO IMEpCAaqdy JICKAPCTBCHHBIX IIPCIapaToOB Ha
YHHUYTOKCHUC,

XK) KOA UACHTUGUKAIMH WIA KOJA HIACHTH(PHUKAINKA TPETHYHOH (TPAaHCHOPTHOH) YIIaKOBKU
JEKapCTBEHHOTO IpenapaTta, B KOTOPOH HaXOIUTCS 3TOT JIEKAapCTBEHHBIH Ipenapar (B ciydae
BBIBOJIA U3 000pOTa TPETUUHOM (TPAaHCIIOPTHOM) YIMAKOBKHU JIEKAPCTBEHHOI'O IperapaTa HeIuKoM);
(B pen. [Mocranosnenus [IpaButenscrBa PO ot 20.03.2020 N 311)

3) WJIEHTU(UKALMOHHBIA HOMEp HaJOrOIUIaTENbIINKa, OCYIIECTBISIONIET0 YHUUYTOKEHUE
JIEKapCTBEHHBIX IIpenapaTtoB, U ero azapec. (B pen. Ilocranosnenust IlpaButensctBa PP ot
21.07.2020 N 1079)

4. CyObekT oOpalieHus JeKapCTBEHHBIX CPEACTB IMPHU YHUUTOKEHUH JIEKAPCTBEHHBIX MPENaparos,
paHee NEpPENaHHBIX HAa YHUYTOXKEHHE, IPEACTaBISAET B CHCTEMY MOHHUTOPHHIA CIELYIOLIYIO
uH(pOpMaLKIO 0 PaKTe YHUUTOKEHUSI JIEKaPCTBEHHBIX IIPENapaToB:

a) JaTta COBCPUICHUSA OIICPpALIUU;

0) umaeHtuduxaTop cyObekTa oOpalleHus JEeKapCTBEHHBIX CPEICTB, OCYIIECTBHBIIETO BBIBOJ
JIEKapCTBEHHBIX TMpernapaToB u3 obopora; (B pen. Ilocranosnenust IlpaButensctBa PO ot

21.07.2020 N 1079)

B) croco0 YHUUTOKEHUS JIEKapCTBEHHBIX IIPENapaTos;

I') PEKBU3UTHI JOKYMEHTA, MOJITBEPKIAIONIET0 YHUYTOKEHUE JIEKAPCTBEHHBIX MpenapaToB (akT 00
YHUUYTO)KEHUH JIEKApPCTBEHHBIX IIPENIapaToB);

) KOA WJIeHTUGUKAUUU WIM KOJA WJIEHTUPHUKAUUU TPETUYHOU (TPAaHCIOPTHOM) YHNaKOBKU
JIEKapCTBEHHOTO INpenapaTta, B KOTOPOH HaXOIUTCS 3TOT JIEKAPCTBEHHBIM Ipemapar (B ciydae
BbIBOJIa U3 000pOTa TPETUYHON (TPaHCHOPTHON) YIAKOBKH JIEKAPCTBEHHOTrO Mpenapara LHEeIuKOM);
(B pen. [TocranoBnenus [IpaBurenscrBa P® ot 20.03.2020 N 311)
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€) UICHTU(QHUKAMOHHBII HOMEp  HaJOTOIUIaTeNbIIMKa, OCYIIECTBUBIIEIO  YHUYTOXKECHHE
JIEKApCTBEHHBIX MPETapaToB.

5. CyObekT oOpalieHusi JEKapCTBEHHBIX CPEACTB IMpPHU BHIBOJE JIEKAPCTBEHHBIX IPEMapaToB M3
o0opoTa myTeM BbIBO3a JIEKAPCTBEHHBIX IIpErapaToB B TocylapcTBa - wieHbl EBpasuiickoro
HKOHOMHYECKOTO COI03a IPEJCTABISET B CHUCTEMY MOHUTOPHHIA CIEAYIOUIYI0 HH(GOPMAIHIO O
BBIBE/ICHHBIX U3 000pOTa JIeKapCcTBEHHBIX npenaparax: (B pen. [loctanosnenus [Ipasurensctsa PO
ot 24.03.2023 N 468)

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

6) uneHtudukarop cyobekTa OOpaleHMs JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBISIOLIETO BBIBOJ
JEKapCTBEHHBIX IpernapaToB u3 oOopota; (B pen. Ilocranosnenust IlpaButensctBa PO ot
24.03.2023 N 468)

B) KOJ HaJOrOIUIATENbIIMKA B CTPAaHE PETUCTPAllMM W CTPaHa PETUCTpAllUd OpraHU3allvu,
SBIISIOIIEHCS TOTyYaTeneM JeKapCTBeHHbIX Ipemnapatos; (B pen. [loctanosnenus IlpaBurenscra
P® o1 24.03.2023 N 468)

I') PEKBU3HUTHI MIEPBUYHOTO JOKYMEHTA, SBJISIIONIETOCS OCHOBAHUEM JIJIsl TIEpeIau JIEKapCTBEHHOTO
npemnapara (gara u Homep); (B pea. Ilocranosienus IIpasutenscTBa PO ot 24.03.2023 N 468)

1) Tun goroeopa; (B pea. [Tocranosnenus [IpaButenscra PO ot 24.03.2023 N 468)

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

’K) cyMMa Hajora Ha JoOaBJeHHYI0 cTouMocTh; (B pen. IlocranoBnenus IIpaButennbctBa PD or
24.03.2023 N 468)

3) KOJA WIEHTU(QUKAUMWUM WM KOJ HUACHTU(PUKAIMK TPETUYHOM (TPaHCIOPTHOM) YHNaKOBKU
JEeKapCTBEHHOTO INpenapaTta, B KOTOPOH HaXOIUTCS 3TOT JIEKApCTBEHHBIH Mpenapar (B ciydae
OTTPY3KH TPETHUHOM (TpaHCHOPTHOM) YMAKOBKH JIEKapCTBEHHOI'O Ipemnapara LETUKoM). (B pes.
[Tocranosnenus [IpaBurenscta PO ot 24.03.2023 N 468)

Ipunooscenue N 5
Kk [lonooicenuro o cucmeme MoHumopuHea
08UNCEHUSL TIeKAPCNBEHHBIX NPEenapamos

07151 MEOUYUHCKO20 NPUMEHEHUS.

CBEJIEHUSL, TPEJICTABJSIEMBIE CYBBEKTAMU
OBPAILIEHUS JIEKAPCTBEHHBIX CPE/JCTB B
CUCTEMY MOHUTOPHUHT A JIBUKEHUS
JIEKAPCTBEHHBIX IPEMTAPATOB JJISI
MEJALUMHCKOIO NPUMEHEHUS ITIPU
OCYIIECTBJIEHUM ONEPALINI C TPETUYHOM
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(TPAHCIIOPTHOM) YITAKOBKOM JJEKAPCTBEHHOI'O
IHHPEITAPATA

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

1. CyObexTbl oOpameHuss JEeKapCTBEHHBIX CPEACTB NpPU OCYIIECTBICHHHM arperupoBaHUs
JIEKapCTBEHHBIX MIPENapaToB JJIsl MEIUIIMHCKOTO MPUMEHEeHus (J1ajee - JIeKapCTBEHHbIE MpernapaThl),
UMEIOIUX OJUH TJI00ATbHBIN MACHTU(DHUKAIMOHHBI HOMEpP TOPrOBOM €AMHHUIBI M OJWH HOMEp
MIPOU3BOJICTBEHHONW CEpHH, MPEACTABISAIOT B CHCTEMY MOHUTOPUHIA JBH)KEHUS JIEKaPCTBEHHBIX
[IpenapaToB il MEAMLIMHCKOIO IPUMEHEHUs (Jajee - CUCTEMa MOHHUTOPHMHIA) CJEIYIOLIYIO
undopmarnuto: (B pen. I[loctanornenwnii [paButenscta PO ot 21.07.2020 N 1079, ot 24.03.2023 N
468)

a) AaTra COBCPHICHUS OIICpalluu (B OTHOIICHHHU JICKAPCTBCHHBIX IIPCIapaToB AJId MEAWLUHCKOI'O
OpUMEHEeHUs (Jlajiee - JIeKapCTBEHHBIE Ipernaparbl), HaXOISAIUXCA 3a IpelelaMd TEepPpUTOPUU
Poccniickoit ®enepanuu, B CilydasX, KOTJa arperMpoBaHUE OCYIIECTBIISIETCS 1O 3aBEpLICHUS
CTaJUM BBIIYCKAIOLIET0 KOHTPOJS KauyecTBa, MOXKET YKas3bIBaTbcs Jr00as jJara Mexay JAaTol
3aBCPUICHUA CTAaAWM BBITYCKAIOLICTO KOHTPOJA KadeCTBa U HaTOﬁ OTTPY3KH JICKAPCTBCHHBIX
npenapatoB B Poccuiickyro denepannio);

0) wuneHtudukarop CcyObeKTa OOpalleHUs JIEKApCTBEHHBIX CPEICTB, OCYMIECTBISIONIETO
arperupoBanue; (B pea. ITocranosnenus IIpasutenscrBa PO or 21.07.2020 N 1079)

B) MOJIYHKT yTpatui cuiy. (B pen. [Toctanornenus [Ipasurensctea PO ot 21.07.2020 N 1079)

I) KOAbl WIACHTHU(QHUKAUN TPETUYHBIX (TPAaHCHOPTHBIX) YIMAKOBOK JIEKAPCTBEHHOrO Iperapara
CO3/1aBaCMbIX TPETHUYHBIX (TPAHCIOPTHBIX) YHAKOBOK JIEKAPCTBEHHOro Iipernapara; (B pex.
[Tocranosnenus [paButenscTBa P® ot 20.03.2020 N 311)

J) TepedeHb KOJAOB HJEHTHU(PHUKALUU WIM KOJAOB HICHTHU(PHUKAIMU YIAKOBOK JIEKAPCTBEHHOTO
npenapata 0Oojiee HU3KOIO YPOBHS BJIOXKEHHOCTH, BXOJSIIMX B COCTAaB KaXJOHW co3/1aBaeMOi
TPETUYHOU (TPAaHCIIOPTHOW) YIIAKOBKM JIEKapCTBEHHOTO rmpemnaparta. (B pen. IloctanomneHus
I[TpaButensctBa PD ot 20.03.2020 N 311)

2. CyObekTbl 00pallleHusl JIEKAPCTBEHHBIX CPENICTB MPU OCYIIECTBICHUU U3BATHUS JIEKAPCTBEHHBIX
IpenapaToB U3 TPETUYHON (TPaHCIOPTHOM) yIIaKOBKM JIEKAPCTBEHHOT'O Mperapara NpeCcTaBisioT B
CHUCTEMY MOHUTOpPHHTA clieayrolyto napopmanuto: (B pen. [locranosnenus [Ipasutenscra PO ot
20.03.2020 N 311)

a) Jarta COBCPUICHUS ONICPALIUU;

0) uaentudukaTop cyobekTa oOpaleHs IEKapCTBEHHBIX CPEJICTB, OCYIIECTBIISIFOIIETO ONEpaIHIo;
(B pen. [TocranoBnenus [IpaBurenscrea P® ot 21.07.2020 N 1079)

B) NMOJIYHKT yTpatui cuiy. (B pen. [locranoBnenus [IpaBurensctBa PO ot 21.07.2020 N 1079)

') KO WACHTHU(PHUKAIUN TOPTrOBON €IMHUIIBI, U3bIMAEMOI U3 TPETUYHON (TPAaHCHIOPTHON) YyHaKOBKU
JIEKapCTBEHHOTO Mpenapara, Win Ko WACHTU(HUKAIIMY YITAKOBKU JIEKapCTBEHHOTO Mpenapara 6osee
HU3KOTO YPOBHS BIJIO)KEHHOCTH, U3bIMAaeMOW U3 TPETHMYHOM (TPAHCIOPTHOM) YIMAKOBKH
JIeKapCTBEHHOTO npernapara. (B pen. [locranosnenus [IpasurenscrBa PO ot 20.03.2020 N 311)

3. Cy6’bCKTBI 06paH_IGHI/IH JICKApCTBCHHLIX CPCACTB TpU OCYHICCTBJICHUNU OOMOJHUTCIBHOTO
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BJIO’KEHUS JIEKAPCTBEHHBIX IMPEnapaToB B TPETUUYHYIO (TPAHCIIOPTHYIO) YIIaKOBKY JIEKAPCTBEHHOIO
npenapara IpeICTaBISAIOT B CHCTEMY MOHUTOPHMHIA CIEAyouylo uHpopMmanuoo: (B pen.
[Tocranosienus [IpaButenscTBa P® ot 20.03.2020 N 311)

a) JlaTa COBEpILIECHUS Olepaliy;

0) unentudukarop cyobexta oOpalmeHus JEKapCTBEHHBIX CPEJICTB, OCYIIECTBISIONIETO ONEPALHUIO;
(B pen. ITocranosienus IIpaBurenascrea PO ot 21.07.2020 N 1079)

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

r) KoA WACHTU(DUKAIMKM WIA KOJI HICHTU(UKANNK YIAKOBKH JICKAPCTBEHHOTO IpermapaTta Oojee
HU3KOTO YPOBHS BIO)KEHHOCTH, C KOTOPOH COBEpPIIACTCS ONEPalnsl JONOIHUTEIBHOTO BIOKEHUS; (B
pen. [Tocranosnenus [IpaBurensctea PO ot 20.03.2020 N 311)

1) KOI HIEHTU(UKAUMU TPETUYHOW (TPAHCIIOPTHOM) YIMAKOBKM JIEKAPCTBEHHOIO Ipernapara, B

OTHOIIEHUHU KOTOpO#l coBepiuaercsi omepanus. (B pen. [locrtanosnenuit IlpaButensctBa PO oT
20.03.2020 N 311, ot 21.07.2020 N 1079)

4. CyObekTbl 0OpalleHus JIEKApCTBEHHBIX CPEICTB MPHU OCYILIECTBICHUU pachOpMUPOBAHUS
TPETUYHOU (TPAaHCIOPTHON) YHAaKOBKU JIEKAPCTBEHHOI'O Ipernapara MpeACTaBIsSIOT B CHUCTEMY
MOHHUTOpHHTa cieayiouyo uHpopmanuto: (B pea. IlocranoBnenus IIpaButrensctBa PD o1
20.03.2020 N 311)

a) 1aTa COBEPIICHHS OTEepallnu;

0) nneHTudUKaTOp CyOBeKTa OOpaIleHHs JISKAPCTBEHHBIX CPEJCTB, OCYIIECTBISIONIIETO ONEPAIHIO;
(B pex. [Tocranoenenus [IpaBurenscrea P® ot 21.07.2020 N 1079)

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

I) TUI OINepauud pacHOpMUPOBAaHUS TPETUUYHOM (TPAHCIIOPTHON) YMAKOBKMU JIEKAPCTBEHHOTO
npenapara; (B pea. [Tocranosienus [IpaButenscrea PO ot 21.07.2020 N 1079)

) KOJ WJIEeHTU(UKALUU TPETUUYHOH (TpPaHCIIOPTHOM) YIAKOBKM JIEKAPCTBEHHOIO IIpernapaTa
pacopMupoOBEIBAEMO TPETUUHOM (TPAaHCIIOPTHOMN) YHAKOBKH JIEKapCTBEHHOTrO IMpernapara. (B pei.
[Tocranosnenus [IpaButenscTBa P® ot 20.03.2020 N 311)

Ipunosxcenue N 6
Kk Tlonooicenuio o cucmeme Monumopunea
OBUNCEHUSL IeKAPCMBEHHBIX NPENnapamos

0J151 MEOUYUHCKO20 NPUMEHEHUS

CBEAEHUS, TIPEJICTABJIAEMBIE CYBBEKTAMHA
OBPAIIEHUSA JIEKAPCTBEHHbLIX CPEJACTB B
CUCTEMY MOHUTOPUHI' A IBUKEHUSA
JIEKAPCTBEHHBLIX ITPEITAPATOB JJisA
MEANIIWHCKOI'O IPUMEHEHUA ITPU OBOPOTE U
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BHYTPEHHEM NEPEMEIIEHUU JIEKAPCTBEHHBIX
HPEITAPATOB JJIAA MEJUIIUHCKOI'O IPUMEHEHUWA

(B pen. ITocranosnennii [IpaBurensctBa PO ot 20.03.2020 N 311, ot 21.07.2020 N 1079, oT
02.11.2020 N 1779, ot 24.03.2023 N 468)

1. CyObekr oOpamieHust JIEKAPCTBEHHBIX CPEACTB IPH  OCYIIECTBICHHHM IE€PEMEIICHUS
JIEKapCTBEHHBIX MPEMapaToB I MEAUIIMHCKOTO IPUMEHEHHSI (Iajee - JIGKapCTBEHHBIE IPEnapaThl)
MEXIY aJapecaMH OCYIIECTBICHHUS JESITeIbHOCTH M (WiH) (apMaleBTUYECKUMU CKIIAIaMu
IPE/ICTAaBIseT B CUCTEMY MOHHWTOPHMHIA JBIDKCHHMS JIEKAPCTBEHHBIX MPENaparoB (Iajee - cucreMa
MOHUTOPHHTA) CIEAYIONYI0 HH(OPMAIMIO O TepeMellaeMbIX JIEKApCTBEHHBIX IIpenapaTax B
OTHOUICHUH KaXXJI0W TOProBOH €IMHHUIIBI JIEKAPCTBEHHOT'O Iperapara:

a) JlaTa COBEpILIEHUs Onepanuu (MIPUEeMKHU Ha CKJIaJ], Ha KOTOPBIM COBEPIIEHO MEePEeMEICHHE);

0) wuneHtudukarop CcyObeKTa OOpalieHUs JIEKAPCTBEHHBIX CPEICTB, OCYLIECTBIISIOIIETO
nepeMeIleHe JIGKApCTBEHHOTO Tperapara, ¢ y4eTOM aJpeca MECTa OCYIECTBIICHUS JIESTCIbHOCTH
WIA CKJIaJa OTBETCTBEHHOTO XpaHEHWsS, M3 KOTOPOrO OCYIIECTBISIETCS IEepEeMEIICHUe
JeKapCTBEHHOTro npemapara; (B pea. Ilocranosnenus IIpasutensctea PP or 21.07.2020 N 1079)

B) MOJMYHKT yTpatui cuiy. (B pen. [Toctanornenus [Ipasurensctea PO ot 21.07.2020 N 1079)

r) WICHTHPHUKATOp CyObEeKTa OOpalleHus JIEKapCTBEHHBIX CPEICTB C YYETOM ajpeca MecTa
OCYLIECCTBJICHUS ACATEIBHOCTH WM CKJIaJa OTBETCTBEHHOIO XPAHEHHUsA, KyAa OCYILECTBIIAETCS
nepeMeInieHne JeKapcTBeHHoro mpemnapata; (B pen. Ilocranosnenus IlpaBurensctBa PO ot
21.07.2020 N 1079)

) PEKBU3UTHl TEPBUYHOTO JOKYMEHTA, SBISIOMIETOCS OCHOBAaHUEM JJsl TEpeMeIICHHUS
JIEKapCTBEHHOTI'0 Ipernapara (1ata 1 HOMep);

€) KOJ WAEGHTH(QHUKAIMU WIM KOA WJIEHTU()UKALUU TPEeTUUYHOH (TPaHCIIOPTHOM) YMAKOBKU
JIEKApCTBEHHOTO Tpernapara, B KOTOPOH HAXOAWTCS ATOT JIEKAPCTBEHHBIM Ipemapar (B ciiydae
nepeMeleHsl TPEeTUYHOM (TPaHCMOPTHOM) YNMAKOBKH JIEKAPCTBEHHOI'O Ipernapara LEeNuKoM); (B
pen. ITocranosnenus [IpaBurenscrBa PO ot 20.03.2020 N 311)

) PEKBH3UTHI TOCYJapCTBEHHOTO WJIM MYHHUIMIIAJHHOTO KOHTpaKTa (B Ciydae IepeMelICHHS
JeKapCTBEHHOTO Ipernapara, MpeJHa3sHauYeHHOTro A oOecledeHus TIpaxkJIaH 3a CUeT CpeACTB
deneparbHOTO OIOJKETa WU CPENCTB OOKETOB CcyObekToB Poccuiickoit deneparun); (B pexn.
[MTocranosnenus [IpaBurenscta PO ot 21.07.2020 N 1079)

3) HCTOYHMK (UHAHCUpOBaHHS (B cCiy4yae TMEpeMelIeHUs] JIEKapCTBEHHOro IIperapara,
NpeHa3HAYCHHOTO sl OoOecrneyeHHus TpaKAaH 3a CueT CpeAcTB (elaepanbHOro OroKeTa WM
cpencTB OromkeToB cyonekToB Poccuiickoit ®enepauun); (B pen. Ilocranosnenus [IpaButenbcrBa
P® ot 21.07.2020 N 1079)

M) CTOMMOCTh JICKQpCTBEHHOIO IIpernapara (C y4eToM Hajora Ha J00aBJIEHHYIO CTOHMMOCTb)
COIJIACHO TMEpBUYHBIM JOKyMEHTaM (B clly4ae NepeMelIeHUs] JIEKapCTBEHHOro IIpernapara,
NpeJHAa3HAYCHHOTO sl OO0eCreyeHHs TpaXKJIaH 3a CyYeT CpeAcTB (erepanbHOro OrJKeTa WIn
cpeacTB OromxeToB cyonekToB Poccuiickoit @enepanun); (B pen. Ilocranosnenus [IpaButenbcTBa
P® ot 21.07.2020 N 1079)

K) CymMMa Hajora Ha J00aBJICHHYK0 CTOMMOCTh (B CiIy4yae TIEpPEMEIICHUs JIEKapCTBEHHOTO
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npenapara, NpeIHa3HAYeHHOro [uId OOecHeueHus Tpak[gaH 3a CyYeT CpelcTB (enepalbHOro
Oropkera mim cpencTB OrokeToB cyObekToB Poccuiickoit denepanun). (B pea. IlocranoBnenus
[TpaButenscTBa P® or 21.07.2020 N 1079)

2. CyObekT oOpamieHusi JIGKApCTBEHHBIX CPEACTB MpPH Iepefadye JIEKApCTBEHHBIX IPEIapaToB
Opyromy CyObeKTy oOOpalleHusi JIEKApCTBEHHBIX CPEACTB B paMKaxX TIPakJaHCKO-TIPABOBBIX
OTHOILIEHWIA B ciy4ae BbIOOpa MPSMOro IMOPSIKA NPEACTABICHUS CBEACHUH B COOTBETCTBUH C
nyHKToM 44 IlomokeHHs: 0 CHUCTeME MOHHMTOPWHIA JIBUKCHHS JIEKAPCTBEHHBIX MpPENapaToB s
MEIUIIUHCKOTO TPHMEHEHHS, YTBEPKIECHHOTO TocTaHoBIeHWeM [IpaButenscTBa Poccuiickoit
Oeneparun ot 14 nexadps 2018 r. N 1556 "O6 yrBepxkaenuu [lonoxkeHus: o cucteMe MOHUTOPUHTA
JIBYDKCHUS JIEKAPCTBEHHBIX MPENapaToB Ui MEIUIMHCKOro npuMeHeHus" (nanee - [lomokeHwue),
OpeACTaBIsieT B CHCTEMY MOHHMTOPMHIA ClEAyIOUlyl0 HHOpManmuio 00 OTrpyKEHHBIX
JICKApCTBCHHBIX IperaparaXx B OTHONICHUM KaXJIOH TOProBOH EIWHUIIBI JICKAPCTBEHHOTO
npenaparta: (B pen. Ilocranosnenunii IlpaBurenscrsa PO or 21.07.2020 N 1079, or 24.03.2023 N
468)

a) 1aTa COBEPIICHHUS OTepalliu;

0) uaeHTHPUKATOP CYOBEKTa OOpaIICHHs JEKAPCTBCHHBIX CPEJICTB, OCYIIECTBISIONIETO OTIPY3KY
JeKapCTBEHHOTO npemnapara; (B pea. [locranosnenus [pasurenscrBa PO ot 21.07.2020 N 1079)

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

I') HICHTU(UKATOP CYOBEKTa OOpAICHHSI JICKAPCTBEHHBIX CPEJICTB, OCYIICCTBISIONIETO MPUEMKY
JeKapCTBEHHOTr0 npemnapara; (B pea. Ilocranosnenus Ipasurenscrea PO ot 21.07.2020 N 1079)

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

’K) PEKBU3HUTHI TOCYJAapCTBEHHOTO WM MYHUIMIAIBHOTO KOHTpakTa (B ciy4yae mepeaaqu
JIEKapCTBEHHOTO TIpernapara, MpeJHa3HauYeHHOTO sl OOeCledYeHHs TpakIaH 3a CUeT CpE/ICTB
denepanbHOro OMOKETa WM CPEICTB OOJKETOB cyOBhekToB Poccuiickoit denepanun); (B pen.
[Mocranosnenus [IpaButenscTBa P® ot 21.07.2020 N 1079)

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

K) KOJI UIACHTHU(PUKAIMK WIA KOJ HWICHTU(PHUKAIUU TPETUYHON (TPaHCIOPTHOM) YHNaKOBKU
JIEKapCTBEHHOTO IpenapaTta, B KOTOPOH HaXOIUTCS 3TOT JIEKApCTBEHHBIH Mpenapar (B ciydae
nepesayd TPEeTUYHOM (TPaHCIOPTHOM) YIAKOBKH JIEKAPCTBEHHOTO Mperapara IeIUKoM); (B pen.
[MTocranosnenus [IpaBurenscra PO ot 20.03.2020 N 311)

J) PEeKBU3HUTHI MIEPBUYHOTO JOKYMEHTA, SBIISIONIETOCS OCHOBAHUEM [Tl Tepeaayuu JIEKapCTBEHHOTO
npenapara (1aTa u HoMep);

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

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

3. CyObekT oOpalmieHusl JEKapCTBEHHBIX CPEACTB MPU MPHEMKE JICKAPCTBEHHBIX IMPENapaTtoB OT
Ipyroro cyObekTa oOpalleHHuss JEKapCTBEHHBIX CpPEICTB B paMKax TPaKIaHCKO-TIPABOBBIX
OTHOIIIEHUW B Clydae BBIOOpa OOpaTHOTO MOPSAKA MPEJCTaBICHUS CBEJACHHN B COOTBETCTBHH C
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nyHkToM 44 IlonokeHus, MpencTaBiseT B CUCTEMY MOHUTOPUHIA CIEAYIOIIYI0 HH(OpMAlHIO O
NPUHATBIX JIEKAPCTBEHHBIX Ipermaparax B OTHOILIEHWM KaXIOW EeIUHUIBI JIEKApCTBEHHOTO
npenapara: (B pea. [locranosnennii [IpaButensctBa P ot 21.07.2020 N 1079, ot 24.03.2023 N
468)

a) JlaTa COBEpILEHUS Ollepaliy;

0) waeHTHUKATOp CyOBeKTa OOpalIeHHs JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBISIONIETO MPHEMKY
JeKapCTBEHHOTO Mpenaparta; (B pen. [locranosnenwnii [IpaButensctBa PO ot 21.07.2020 N 1079, ot
02.11.2020 N 1779, ot 24.03.2023 N 468)

B) MOAIMYHKT yTpaTui cuiy. (B pea. [Tocranosnenus [IpaBurenasctea PO ot 21.07.2020 N 1079)

r) uIeHTUPUKATOp CyOBEeKTa OOpalieHHs JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBUBIIETO OTTPY3KY
JeKapCTBEHHOTO npemnapara; (B pea. [locranosnenus [IpasutenscrBa PO ot 21.07.2020 N 1079)

I-€) MOAMYHKTHI yTpaTuiau cuiy. (B pen. IlocranoBnenus IlpaBurensctBa PO ot 21.07.2020 N
1079)

) PEKBU3HUTHI TOCYJapCTBEHHOIO WM MYHUIIMIIAIBHOTO KOHTpakTa (B ciyd4ae Iepeaaqu
JICKapCTBEHHOTO TIpernapara, MpeJHa3sHAauYeHHOTO /I OOECIedYeHHs TpakIaH 3a CUeT CpEACTB
dbenepanbHOro OMOKETa WM CPENCTB OrKETOB cyOBekToB Poccuiickoit ®exneparun); (B pen.
[Mocranoenenus [IpaBurenscTBa PO ot 21.07.2020 N 1079)

3) UCTOYHUK (PMHAHCUPOBAHMUS;
1) TUI IPAXTaHCKO-IIPABOBBIX OTHOIIEHUH CyOBEKTOB 00palleHHsl JIeKapCTBEHHbIX CPE/ICTB;

K) KOJ UACHTHU(PHUKAIMK WIA KOJ HWICHTH(PHUKAIUM TPETUYHOH (TPaHCHOPTHOM) YHaKOBKU
JICKapCTBEHHOTO Tpemnapara, B KOTOPOW HAXOIWUTCS 3TOT JICKAPCTBEHHBIM Tperapar (B ciydae
nepesayd TPEeTUYHON (TPaHCIOPTHOM) YMAaKOBKH JIGKAPCTBEHHOTO MperapaTa HeNIukoM); (B pell.
[Tocranosnenus [IpaButenscTBa P® ot 20.03.2020 N 311)

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

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

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

4. CyObekT oOpaleHus JIeKapCTBEHHBIX CPEACTB MPU MOATBEPKACHUU JTIOCTOBEPHOCTH CBEICHHIA,
CoACpKAMMXCd B CHUCTCME MOHHUTOpHMHIa O IMNCPCAAHHBIX WM [MPUHATBIX JICKAPCTBCHHBIX
mpenapaTax, MpeCTaBIseT B CHUCTEMY MOHHTOPHHTA CIEAYIOIIYI0 HWH(GOPMAIUI0O B OTHOLICHHH
Ka)XJ10 TOProBOM €MHHUILIBI IEKAPCTBEHHOT'O TIpernapara:

a) Jarta COBCPHICHUSA ONICPAlIUU;

6) wuneHtugukatop CcyObekTa OOpalleHUs JIEKAPCTBEHHBIX CPEICTB, OCYILIECTBISIOIIETO
NoATBepIKIeHHEe cBeeHui; (B pea. [Tocranonenus [IpaButenscta PD ot 21.07.2020 N 1079)

B) wuIeHTH(UKATOp CyOBbeKTa oOpalieHHus JIEKapCTBEHHBIX CPEICTB, paHee OCYIECTBUBILETO
IpPEJCTaBICHUE CBEACHUH 00 OTrpy3ke WIM IpHEMKe JIEKapCTBEHHOro Inpenapara; (B peq.
[Tocranoenenus [IpaBurenscrBa P® ot 21.07.2020 N 1079)
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) KOJI WACHTH(PUKAIMA WM KOJI WACHTU(PUKAIMKA TPETHYHONH (TPAaHCIOPTHOM) YHMAaKOBKH
JICKapCTBEHHOTO TMpemnapara, B KOTOPOW HAXOAUTCS 3TOT JICKAPCTBEHHBIM Tperapar (B ciydae
nepeaayn TPETHYHOW (TPaHCIOPTHOW) YIIAKOBKH JISKAPCTBEHHOTO Iperapara IEeNUKoM); (B pe.
[Tocranosnenus [IpaButenscTBa PO ot 20.03.2020 N 311)

J) TpPU3HAK IOJATBEP)KIEHUS BO3MOYKHOCTH (HEBO3MOXHOCTH) TIPUEMKU JIEKQPCTBEHHOTO
npenapara, BpPEMEHHO BBIBEJIEHHOIO U3 OOpalleHHs [0 MHUIMATUBE YIIOJHOMOYEHHOI'O

denepanbHOTO OpraHa HMCIOJHUTENbHOU BiacTh. (B pen. [locranoenenus I[lpaBurensctBa PO ot
21.07.2020 N 1079)

4.1. CyOBekT oOpamieHusi JEKapCTBEHHBIX CPEICTB, OCYIIECTBISIFOIIMIA ONTOBYI) TOPTOBIIO
JICKApCTBCHHBIMH CPEJICTBAMHU IIPH IEpeayue JICKAPCTBEHHBIX MPEnapaToB, OTHOCSIINXCS K OJHOM
NPOM3BOJICTBEHHON CEepUH, IPYroMy CyOBEKTy OOpalleHusi JEKapCTBEHHBIX CPEICTB B paMKax
IPaXKIAHCKO-TIPAaBOBBIX ~ OTHOIICHHM, MPEACTABISET B CUCTEMYy MOHHUTOPHHIA CIEIYIOUIYIO
MH(pOpPMaLIMIO O NEPEIaHHbIX JIEKapCTBEHHbIX Npemnaparax: (B pea. [loctanosnenus [IpaButenbcTBa
P® ot 24.03.2023 N 468)

a) nara coBepuieHus onepanuu; (B pea. ITocrtanosnenus IIpasutenscrBa PO or 24.03.2023 N 468)

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

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

5. CyObekT oOpamieHus JCKapCTBEHHBIX CPEICTB, OCYIICCTBISIONUN KOHTPAKTHOE (TIOAPSTHOE)
IIPOM3BOJICTBO JIEKapCTBEHHBIX IpenapaToB Ha Tepputopuu Poccuiickoit denepaunu, npu nepenaye
JIEKapCTBEHHBIX MpenaparoB (rOTOBOW MPOAYKLNHN) CyOBEKTY oOpallleHus JeKapCTBEHHbBIX CPECTB,
SBJISIOIIEMYCS 3aKa3YMKOM 3TOr0 KOHTPAKTHOrO (MOJPSIHOIO) MPOM3BOJCTBA, JHOO CYOBEKT
oOpallleHus1 JIEKapCTBEHHBIX CPEJICTB, SBISIOMIMNACA 3aKa34MKOM KOHTPAKTHOTO (TIOJPSIIHOTO)
IPOM3BOJICTBA, IIPU BO3BpaTe JIEKAPCTBEHHBIX IpenapaToB CyObEKTy oOpallleHHs JeKapCTBEHHBIX
CPEICTB, OCYILIECTBIISIIOIIEMY KOHTPAakTHOE (MOJPSAHOE) IPOU3BOJCTBO  JIEKAPCTBEHHBIX
IpenapaToB, MPEJICTaBIseT B CUCTEMY MOHUTOPHMHIA CIEAYIONIYI0 HH(GOpPMALMIO O IMepeJaHHbIX
JIEKapCTBEHHBIX IIpernaparax B OTHOIIEHUWU KaXJOW TOProBOW €IMHUIBI JIEKApCTBEHHOTO
npemnaparta: (B pen. [Tocranonenus [IpaButensctBa PO ot 24.03.2023 N 468)

a) JaTta COBCPUICHUSA ONICPALIUU;

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

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

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

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

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

6. CyObeKT oOpalieHus JIeKapCTBEHHBIX CPEACTB, BBIMOIHSAIOUMA (YHKIMH 110 ayTCOPCHHTY, TIPU
nepegave JeKapCTBEHHBIX MPENapaToB, 3aKyMaeMbIX Ui oOecreueHus rpakaH 3a CUET CPEelICTB
denepanpHOro OrOKeTa W (WIHM) CpPEACTB OIOKETOB CyObekToB Poccuiickoii denepanuu,
MPEJICTaBIISIET B CUCTEMY MOHUTOPHHTA CIAEAYIOUIYI0 HH(OPMALIHUIO O TIEpeJaHHBIX JIEKaPCTBEHHBIX
npenapatax B OTHOIICHWH KaXKIOW TOPrOBOM EIUHMIIBI JIEKapCTBEHHOTrO mpemapara: (B pen.
[Tocranosienus IIpaButenscTBa PP or 21.07.2020 N 1079)

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

0) unentudukarop cyorekta oOpalleHHus JIEKaPCTBEHHBIX CPEICTB, OCYIIECTBISIOUIETO Iepeaady
JeKapcTBEHHOT 0 npemnapara; (B pea. [Toctanosnenus [IpasutensctBa PD ot 21.07.2020 N 1079)

B) uIeHTU(]PHUKATOp CyOBEKTa OOpalleHus JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBISIOMIETO MPUEMKY
JeKapCTBEHHOTr0 npemapara; (B pea. ITocranosnenus IIpasutensctBa PO ot 21.07.2020 N 1079)

') PEKBU3UTHI IEPBUYHOTO JOKYMEHTA, SBJSIOIIETOCS OCHOBAaHUEM JUIS Tepeadl JeKapCTBEHHOTO
npenapara (aara u Homep); (B pen. [Tocranosnenus [paBurensctBa PO ot 21.07.2020 N 1079)

) KOA HACHTU(DUKAIMUA WU KOJ HUACHTU(PUKAIMH TPETUYHON (TPaHCHOPTHOM) YMAaKOBKH, B
KOTOpPOM HaXOAWTCS JIEKapCTBEHHBIN IpenapaT (B cilydae MepeAadyd TPEeTUYHOM (TpaHCIOPTHOM)
YIaKOBKHU JIGKAPCTBEHHOro mpemnapara nenukom). (B pen. Ilocranosnenus I[lpaButensctBa PO ot
21.07.2020 N 1079)

Ipunooicenue N 7
K Ilonosicenuto o cucmeme MOHUMOPUHSA
OBUIICEHUSL TeKAPCMEEHHBIX NPENApamos

0J151 MEOUYUHCKO20 NPUMEHEHUS

MEPEYEHb NPUYWUH BJIOKUPOBKH NPUHSTHUS
CUCTEMOU MOHUTOPHUHTI A IBUKEHUS
JIEKAPCTBEHHBIX IPEMAPATOB JJISI
MEJALMHCKOI'O NPUMEHEHMS CBEJIEHUI O
BBOJIE B OBOPOT JIEKAPCTBEHHBIX IPEMTAPATOB
JUISI MEJULIUHCKOT' O TPUMEHEHUS, OB OBOPOTE
W (WJIN) BBIBOJE U3 OBOPOTA JIEKAPCTBEHHBIX
MPEMAPATOB J1JISI MEJJULIMHCKOTI'O MPUMEHEHUS

(B pen. [Tocranosnenwuii [IpaBurenscra PO ot 30.08.2019 N 1118, ot 21.07.2020 N 1079, ot
24.03.2023 N 468)

1. BosiBIeHME HECOOTBETCTBHS TPEOOBAHUI K KAYECTBY B paMKax (eepaibHOTO TOCyapCTBEHHOTO
KOHTpoist  (Haa3opa) B cdepe oOpaiieHuss JIEKaApCTBEHHBIX CPEJCTB, OCYIIECTBISEMOTO
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®denepanbHOl CITyKO00¥ MO Haa30py B chepe 3apaBOOXPAHCHHS U €€ TEPPUTOPUATILHBIMU OpraHaMHU.
(B pex. [TocranoBnenus [IpaBurenscrea PO ot 24.03.2023 N 468)

2. Ilpunarue @enepanbHON Ciy:)k00H 1O HaA30py B cdepe 3ApaBOOXpAHEHHUS 10 HUTOraM
paccMoTpeHHus oOpalleHus CyObeKkTa 0OpallleHHsl JIEKAPCTBEHHBIX CPEACTB PEIIeHUs, COAePKAIIETO
cBe/leHUsI 00 OOHApy>KEHHH HECOOTBETCTBHUS BBITYIIEHHBIX B 00OPOT JIGKAPCTBEHHBIX MPEMapaToB
JUIs  MEIUMUMHCKOIO IpPUMEHEHUs (Jajee - JIEKapCTBEHHbIE Ipernaparbl) yCTaHOBJIEHHBIM
MunucrepctBoM  31paBooxpaHeHuss  Poccuiickor  @Pexepanuu  IpU pEerMCTpaldu  3THX
JIEKapCTBEHHBIX IpenapaToB TPeOOBAHUIM.

3. Ilpunstue MuHHCTEpPCTBOM 37paBooxpaHeHusi Poccuiickoit ®enepauuu pemeHus o0 OTMEHE
rOCyIapCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOI'O IIpenapaTa B IOPAIKE, YCTAHOBJICHHOM IIYHKTOM 6
ctatpu 32 DenepanpHOro 3akona "O6 oOpalleHnH JIEKApCTBEHHBIX CPEICTB".

4. OTcyTCTBHE B CHCTEME MOHMTOPHMHIA ABM)KECHHUS JIEKAPCTBEHHBIX IIPENapaToB (Jajee - cucremMa
MOHUTOPHMHIAa) CBEACHUH O HAIMYMM JIEKapCTBEHHOIO Ipenapara y cyObekTa oOpalieHus
JEKapCTBEHHBIX CPEACTB, IPEACTABIISIOIIErO CBEIEHUs 00 000poTe 3TOro JIEKAPCTBEHHOIO
npernapara.

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

6. HecooTBeTcTBHE CBEJCHHI O TJI00ATFHOM HACHTU(MHUKAIIMOHHOM HOMEPE TOPTOBOW CIMHHIIBI,
HOMEpPE PETUCTPAIMIOHHOTO YAOCTOBEPEHHUS JIEKAapCTBEHHOTO IIpenapara M JaTe perHCTpanuu
JICKapCTBEHHOTO  Mperapara B  TOCYJapCTBEHHOM  PEeCTpe  JIEKAPCTBEHHBIX  CPEICTB,
MMpeaACTaBJICHHBIX CY6T)GKTOM 06paHIeHI/I$I JICKAPCTBCHHLIX CPCIACTB IPU OIMUCAHUHN JICKAPCTBECHHOI'O
npernapara B HHQOPMAaIMOHHBINA Pecypc, 00ECIICUNBAONINIA YUET U XPaHEHHE TOCTOBEPHBIX TAHHBIX
0 TOBapax IO COOTBETCTBYIOIICH TOBApHOW HOMEHKIIATYPE, COOTBETCTBYIOIIUM CBEICHUSM,
MOJTy4YeHHBIM CHCTEMOW MOHUTOPHHIA U3 €AMHON TOCYJapCTBEHHON MHGOPMAIMOHHON CHCTEMBI B
chepe 3apaBooxpanenus. (B pea. [Tocranosnenus [IpaBurenscrea PO ot 21.07.2020 N 1079)

7. HpeI[CTaBJ'ICHI/IC B CUCTCMY MOHUTOPHHTA CBEJICHUI O npoaaxxe JICKApCTBCHHOTO IpfliapaTta €
q)apMaHGBTI/I‘-ICCKOFO CKiIaga 1mpu OTBETCTBCHHOM XPAaHCHUMU.

8. IlpencraBieHre B CUCTEMY MOHUTOPHHIa CBeIEHUN 00 OTrpyske (Ipojake) JeKapCTBEHHOI'O
npenapara 0 T[OJy4eHUs CHUCTEeMOM MOHHUTOpPHMHIA CBEIEHUH U3 aBTOMAaTU3MPOBAHHOU
nH(pOpMallMOHHON cucTeMbl DenepanbHON CIyKObl 1O HaA30py B cdepe 3apaBOOXpaHEHMUS,
OpeayCMOTPEHHBIX MyHKTOM 6.2 mpunoxkeHus N 1 k [lomokeHuto o cucreMe MOHHMTOpPUHIA
JBWDKEHUS JIEKAPCTBEHHBIX MPEMapaToB Ui MEIUIIMHCKOTO TPUMEHEHUS, YTBEPKICHHOMY
nocraHoBieHueM IlpaButensctBa Poccuiickoit @enepauuu ot 14 gexadbps 2018 r. N 1556 "O6
yrBepkaeHrH [1oIokeHHsT 0 crcTeMe MOHHWTOpPWHTA JBIDKEHHS JISKAPCTBEHHBIX IMPENapaToB JUIS
MenuIuHCeKoro npuMeHenus" (nanee - [lonoxxenue). (B pen. IloctanoBnenus IlpaButensctBa PO ot
24.03.2023 N 468)

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

10. OtcyTcTBHE B CHUCTEME MOHUTOPMHIA CBEIACHHM O Hamuyuu y cyObekTa oOpalleHus
JIEKapCTBEHHBIX CPEACTB JIMIEH3UH, MPEeIOCTaBIAIONUX CYyOBEKTY OOpalleHus JeKapCTBEHHBIX
CPEICTB IIPAaBO Ha OCYIIECTBICHUE COOTBETCTBYIOIINX ONEPALU.

11. OrcyrcTBUE cBeeHUI O 3asBUTENEe B EAMHOM rocyJapCTBEHHOM peecTpe HOPUAMYECKUX JIUI]
Kak O JEHUCTBYIOIIEM IOPUIUYECKOM JIMIE, WiIM B EIWHOM TroCyaapCTBEHHOM peEecTpe
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VMHIVBUAYAJIBHBIX NPEANPUHUMATENIEH KaK O NEHCTBYIOLIEM MHIWBHIYyaIbHOM IPEIIPUHAMATEINE,
WIA B TOCYJapCTBEHHOM DPEECTpe aKKPEAMTOBAHHBIX (PHIHANIOB, MPEACTABUTEIBCTB MHOCTPAHHBIX
IOPUJIMYECKUX JIMI Kak O JeicTByromeM Quinane WiIM HPeACTaBUTENbCTBE HHOCTPAHHOI'O
IOpUIMYECKOTr0 JuLa Ha Tepputopun Poccuiickoit denepanuu.

12. Hamuune B EquHOM rocyaapCTBEHHOM peecTpe IOPUAMYECKUX JIMI[ B OTHOIICHUH 3asSBUTEIS
3aMiCcH O HEJIOCTOBEPHOCTH CBEICHHI, BHECEHHOW B COOTBETCTBHUHM C ITYHKTaMH S M (WiIHM) 6 cTaThbu
11 ®enepanpHoro 3akoHa "O TOCYJIAapCTBEHHOM perucTpalvy IOpUAMYECKUX JHML U
WHIUBUyaTbHBIX NpeANnpUHUMAaTeen".

13. Hanuume ocHOBaHMI i1 OTKa3a B PErUCTpallUM CBEACHUN O HAHECEHUH CpPENICTB
unaeHTuuKanuu, npeaycMoTpeHHbIXx nyHKTOM 9(3) Ilonmoxenus. (B pen. IlocraHoBneHui
[paButenscTBa PO ot 30.08.2019 N 1118, ot 24.03.2023 N 468)

14. Ilpunsarue MuHuctepcTBOoM 3apaBooxpaHeHust Poccuiickoii @enepauuu peuieHus o
MIPUOCTAHOBIICHUU IPUMEHEHUS JIEKAPCTBEHHOT'O MIpenapara B COOTBETCTBUM € YaCTbiO 7 cTaTbu 64
u cratbedt 65 denepanbHoro 3akoHa "OO oOpaileHUM JEKapCTBEHHBIX cpeactB". (B pen.
[Tocranosienus IIpaButenscTBa PP ot 30.08.2019 N 1118)
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