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HcToyHuk my0Jaukanuu

B nanHOM BHJE TOKYMEHT OIyOJIMKOBaH HE ObLI.

[TepBOHAUANBHBIN TEKCT JOKYMEHTA OITyOIMKOBAH B M31aHHUAX

OdunmanbHBI HHTEpHET-MOPTAN MpaBoBoil nHdopMmanuu http://www.pravo.gov.ru, 24.12.2018,
"CoOpanue 3akoHogatenbcTBa PD", 31.12.2018, N 53 (wacts I), cT. 864 1.

Nudopmanuio o myONMKaluy JOKYMEHTOB, CO3JAIONIMX JAaHHYIO PEJAaKIHI0, CM. B CIIPaBKE K 3TUM
JTOKyMEHTaM.

IIpumeyanue K TOKYyMEHTY
Hauano neiictus pegakuuu - 01.07.2021.

N3menenus, Buecennbie [locranosnenuem IlpaButensctea PO ot 30.06.2021 N 1069, BcTynaior B cuity
¢ 1 mrons 2021 roxa.

JlaHHBII JOKYMEHT BKJIIOUeH B mepedeHb HITA, Ha KOTOpble He pacmpocTpaHsercs TpeboBaHue 00
ormene ¢ 01.01.2021, ycranosiennoe ®3 ot 31.07.2020 N 247-®3. CobmroneHue 00s13aTSIBHBIX
TpeOOBaHUH, COIEpXKAIMUXCSA B  JTAHHOM  JIOKYMEHTE, OLCHUBACTCS MPH  OCYIICCTBICHUHU
rOCyJapCTBEHHOTO KOHTpOJIS (Hag3opa), UX HECOOJIOJCHHE MOXKET SIBJIATHCS OCHOBAaHUEM JUIA
NpUBJICUCHUS] K aaMuHHUCTpatuBHOW oTBeTcTBeHHOCTH (IToctanoBnenue IIpaButensctBa P® ot
31.12.2020 N 2467).

Ha3Banue 10KyMeHTa

[TocranoBnenue [IpaButenscta PO ot 14.12.2018 N 1556

(pexn. ot 30.06.2021)

"O6 ytBepxaeHuu IlonoxeHHus O CUCTEME MOHUTOPUHIA JIBUYKEHUS JIEKApPCTBEHHBIX IPENapaToB JUIs
MEIUIIMHCKOTO TPUMEHEHUA"
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

NMPABUTENIbCTBO POCCUUCKOWN ®EOEPALIMA

NOCTAHOBIEHUE
ot 14 pekabps 2018 r. N 1556

Ob YTBEPXOEHUU NMONOXEHUA
O CUCTEME MOHUTOPUHIA ABWXEHUA NEKAPCTBEHHbIX NPEMNAPATOB
anAa MEAUUMHCKOro nPUMEHEHUA

Crucok M3MEHSIOMUX TOKYMEHTOB
(B pen. ITocranosnennii [IpaButenscrBa PO ot 30.08.2019 N 1118,
ot 31.12.2019 N 1954, 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,
or 28.01.2021 N 60, ot 30.06.2021 N 1069)

[IpaBuTenscTBO Poccuiickoit deaepanuu nocTaHOBIISIET:
(B pen. [locranosnenus IlpasurensctBa PO ot 31.12.2019 N 1954)

1. yTBep,I[I/ITB IIprujaracmMoc ITomoxxeHue o cucTeMe MOHHUTOpHUHI'a ABUKXCHHA JICKAPCTBCHHLIX
npemnaparoB AJi1 MCAUIUHCKOTI'O IPUMCHCHUA.

1(1). YcTraHOBUTH, YTO IOPUAMYECKHUE JIMIA U UHIWBUIYATbHBIC MPEANPUHUMATENH, SBISIOMINAECS
CyObeKTaMu OOpallleHUs JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUH C [loyIoKeHHEM, YTBEPKICHHBIM
HACTOAIIUM TIOCTAaHOBJIEHUEM (J1ajiee - CyOBbeKThl 00palleHus JeKapCTBEHHBIX CPEJCTB):

OCYIIECTBIISIIOT CBOIO PETUCTPAIMI0O B CHCTEME MOHUTOPUHTA JIBIDKCHMS JIEKapCTBEHHBIX
MpernapaToB AJs MEIUIIMHCKOTO MpUMEHEeHHs (anee - cucteMa MoHUTOpuHra) ¢ 1 susaps 2020 r. go 29
depans 2020 r. (BxirountenbHo) oo nocne 29 despans 2020 1. B TeueHue 7 KaleHIAPHBIX JHEH CO
JTHSI BOSHUKHOBEHHUS Y CYOBEKTOB O0paIlleHHs JIEKAPCTBEHHBIX CPEACTB HEOOXOJUMOCTH OCYIIECTBICHUS
NEeSITeTbHOCTH, CBSI3AHHOW C OOpallleHneM JIEKAapCTBEHHBIX TPENapaToB TMpH HAJIMYUUA TpaBa
OCYLIECTBJIATH TAKYIO JI€ATEIbHOCTB;

He no3aHee 21 KajeHJIapHOIo JHS CO JHS PETUCTPallid B CUCTEME MOHUTOPHHIa OOECIIEUMBAIOT
TOTOBHOCTb CBOUX HH(OPMALMOHHBIX CHUCTEM K HH()OPMAIMOHHOMY B3aMMOJEHCTBHIO C CHCTEMOM
MOHUTOPHHIA U HAIIPABJISIOT ONEpaTOPy CUCTEMBI MOHUTOPHHIA 3aBKY Ha MPOXOXKICHUE TECTUPOBAHU S
MH(GOPMALIMOHHOTO B3aUMOJICHCTBUS C yKa3aHUEM IPOHM3BOJUTENCH MpOrpaMMHO-aNapaTHBIX CPEICTB
MH(OPMALIMOHHBIX CUCTEM;

IPOXOJAT TECTUPOBAHHE MH(POPMALMOHHOTO B3aMMOJEHCTBHS CBOMX MH(MOPMALMOHHBIX CUCTEM U
CUCTEMBbl MOHUTOPHHTA B COOTBETCTBHH C MOPSJIKOM, pa3MEIICHHbIM Ha 0(UIIMaIbHOM caiiTe oneparopa
CHCTEMbl MOHUTOPHHIa B MH()OPMAIMOHHO-TEIIEKOMMYHHUKAIIMOHHON ceT "MHTepHeT", B OTHOLIEHUHU
MapKUPOBKH JIEKAPCTBEHHBIX IpernapaToB, BBOJa B 00OPOT JIEKAPCTBEHHBIX MpernapaTroB, UX o0opoTa u
BBIBOJIa U3 000poTa B cOOTBETCTBUU ¢ [losioskeHUEM, YTBEP>KIACHHBIM HACTOSAIIMM IOCTaHOBJIECHUEM, B
T€YeHHE 2 KaJeHJAapHBIX MECSIeB CO [JHS TOTOBHOCTH CBOMX HWH(OPMAIIMOHHBIX CHCTEM K
MH(POPMALIMOHHOMY B3aUMOJICHCTBUIO C CUCTEMO MOHUTOPUHTA;
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

BHOCAT HaumHasg ¢ | wrons 2020 r. B CHCTEMYy MOHHMTOPHHIA CBEJCHHS 000 BCEX OIlepaIusix,
MPOU3BOJUMBIX C JIEKAPCTBEHHBIMU INIpemnaparaMu B COOTBETCTBHM ¢ llojiokeHueM, yTBEp KICHHBIM
HACTOSILMM ITOCTAHOBJICHUEM.

(n. 1(1) BBenen Ilocranosnenuem [IpaButenscrea PO ot 31.12.2019 N 1954)

1(2). Perucrpamus B mHGOPMAITMOHHOW CHUCTEME, B KOTOPOH OCYIICCTBIISUIOCH WH(DOpPMAIMOHHOE
o0OecrieueHrEe TPOBEACHUS OJKCIEPUMEHTAa B COOTBETCTBHHM C ToOcTaHOBIeHUeM [IpaBuTenbcTBa
Poccuiickoit ®enepartun ot 24 suBapsa 2017 r. N 62 "O npoBefeHUH 3KCIIEPUMEHTA MO0 MAapKUPOBKE
KOHTPOJBbHBIMU (MACHTU(UKAIIMOHHBIMUA) 3HAKAMH M MOHUTOPUHTY 32 O0OpPOTOM OTIENbHBIX BHUJIOB
JIEKapCTBEHHBIX MPENapaToB i1 MEIUIUHCKOrO MPUMEHEHHUA", IOPUINYECKUX JTUI U GU3NYECKUX JIUII,
3apErUCTPUPOBAHHBIX B KAYECTBE MHJMUBUAYAJIbHBIX MpPEANPUHUMATENCH, KOTOPhIE MO COCTOSIHHUIO Ha |
auBapss 2020 r. SBISAIOTCS CyObeKTamMH OOpalleHHsl JIeKapCTBEHHBIX CPEICTB, MPUPABHUBACTCS K
pPErucTpaluy B CUICTEME MOHUTOPHUHTA.

B cinydae ecnu B pamkax SKCIIEpUMEHTa CBEJEHMS, NPEICTaBICHHbIE CyOBEKTaMH OOpaleHHs
JICKaApCTBEHHBIX CPEJCTB B MH(OOPMAIIMOHHYIO CUCTEMY, B KOTOPOH OCYIIECTBISUIOCh HH(OPMAITMOHHOE
obecrieyeHrne NpoBeIeHUS SKCIIEPUMEHTA, a TaKXkKe JIOKYMEHTHI, Ipe/icTaBleHHble UMK B DeaepanbHyro
cIry>k0y 1o Haa30py B cepe 3ApaBOOXpaHEHHS, HE OTBEYAIOT TPEOOBAHMUAM K CBEICHHUSIM M JJOKYMEHTaM,
npenycMoTpeHHbIM IlonokeHneM, yTBEpXKIEHHBIM HACTOSILIUM IIOCTAaHOBJICHHEM, TaKHE CYOBEKTbI
oOpamieHusi JIeKapCTBEHHBIX cpelncTB HauumHas ¢ | stHBaps 2020 T. BHOCAT HeNOCTAIONMe M (WJIH)
aKTyaJbHbIE CBEJCHHUS B CUCTEMY MOHMTOPUHIA, a HEJOCTAalOIMe M (WIM) aKTyalbHble JOKYMEHTBI
npencraBisitor B denepanbHyro cinyx0y 1o Ham3opy B cdepe 3apaBooxpanenus no 1 wroms 2020 .
(BKITFOUUTEIIBHO).

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

1(3). CyObexkThl o0OpalleHUs] JIEKAPCTBEHHBIX CPEACTB, SBIAIOLIMECS IPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX CPEJCTB, B OTHOUIEHUU KOTOPBIX MMHU OCYILIECTBISIOTCS TEXHOJIOTMYECKHE OIlepalui,
COOTBETCTBYIOIIME MPOU3BOACTBEHHBIM CTaIusAM (acoBKU (YNAKOBKU) JIEKAPCTBEHHBIX IpenaparoB (B
cllydae TMPOM3BOJACTBA JIEKAPCTBEHHOro Impernapara Ha Tepputopuun Poccuiickoit denepanun), wim
Aep:karesssMu  (BlIa/iebllaMi) PETUCTPALIMOHHBIX YJIOCTOBEPEHHMM JIEKapCTBEHHBIX IpernapaTroB JMOO
MIPEACTABUTENBCTBAMA HMHOCTPAaHHBIX oOpraHu3zanMii Ha Ttepputopun Poccuiickoit ®Penepannu,
ABJISIIOIIMXCSL  AepKaTessiMu  (BlajieNibllaMM)  PETUCTPALIMOHHBIX  YOCTOBEPEHUH JIE€KapCTBEHHBIX
npenapaToB (Ipu MPOU3BOJICTBE JIEKAPCTBEHHOT O Npenaparta BHe Tepputopun Poccuiickoit denepanun),
710 BBOJIa JIEKAPCTBEHHBIX MIPENapaToB B 000POT:

BHOCSIT B CHCTEMY MOHUTOpPMHIA CBEAECHUS O JIEKApCTBEHHBIX IMpernaparax B COOTBETCTBUU C
[TonoxeHneM, yTBEPKIECHHBIM HACTOSIIMM IIOCTaHOBJIEHHEM, HE no3aHee 30 KaJeHAapHbIX JHEW CO JHS
CBOEH PErucTpalyuy B CUCTEME MOHUTOPHHTA;

HATPABISAIOT C UCTIOIB30BAHUEM CHCTEMbl MOHUTOPUHTA ONEPATOPY CUCTEMbl MOHUTOPUHTA 3aSBKY
(B nnexTpoHHOU (oOpMe) HA TOJYYCHHE YCTPOWCTB PETHUCTPAIIMM ASMHUCCHU KOJOB MAapKUPOBKU WIIU
MIPeIOCTaBlIEHNE K HEMY YIAJIIEHHOTO JocTymna He mo3anee 1 mas 2020 r. mubo B TeueHue 7 KaJeHIapHBIX
JTHEH CO JIHS PETUCTPAIMH B CHCTEME MOHUTOPUHTA IMPH BO3HHUKHOBCHHH Y CYOBEKTOB OOpaICHHS
JIEKapCTBEHHBIX CPEACTB HEOOXOAMMOCTH OCYIIECTBICHHS NEATEIbHOCTH, CBS3aHHON C oOpalleHHeM
JICKaPCTBCHHBIX MPENapaToB MPU HATWYUH IPaBa OCYIIECTBIATH TAKYO IEATEITHbHOCTD;

obecrieunBaroT ¢ 1 uronsg 2020 r. HaHEeCeHHE CPENCTB UIACHTU(UKAIMK Ha TEPBUYHYIO YIaKOBKY
JIEKapCTBEHHOI' O Mpernapara (B ciayyae, eciii BTOpUYHas yIaKoBKa HE MPEAyCMOTpPEeHa) U Ha BTOPUUYHYIO
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(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

(MOTPeOUTENbCKYI0) YIIAKOBKY JIEKAPCTBEHHOTO Mpernapara;

uMeroT npaso ¢ 1 suBapst 2020 . HAHOCUTH CpelICTBA HICHTU(UKAIIUN JIEKAPCTBEHHOTO Tpernapara
Ha TEpPBUYHYIO YNAKOBKY JIEKAPCTBEHHOIO mpernapara (B ciydae, €clii BTOPUYHAs YIAaKOBKa HE
IIPElyCMOTPEHA) U Ha BTOPUUHYIO (IOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHOI'O IIperapara.

[Tpu »TOM B cityuae, eciiu CyOBEKThI 0OpallieHus JIEKApCTBEHHBIX CpeIcTB HaHOCAT ¢ 1 ssaBapst 2020
I. CpeICTBa WACHTU(HKAIMM JIEKAPCTBEHHOTO Ipernapara Ha MEPBUYHYIO YIAKOBKY JIEKApPCTBEHHOTO
npermapata (B ciy4yae, €clid BTOpPHYHAs YINAKOBKa HE MPEIyCMOTpeHa) M Ha BTOPUYHYIO
(mOTpeOUTENbCKYI0) YHAKOBKY JIEKAPCTBEHHOTO IIperapara, TO OHHU TPEACTaBIAIOT CBEACHUA O
HAHECEHHUH CPEJICTB UIACHTU(PHUKAIIUN B CHCTEMY MOHUTOPHHTA.
(n. 1(3) BBeneH Ilocranosnenuem [IpaButenscrea PO ot 31.12.2019 N 1954)

1(4). CyObexThl oOpaiieHusi JEKapCTBEHHBIX CPEICTB, OCYIIECTBISIONINE MEIULUHCKYIO
JeSATEIILHOCTh M BBIBOJ M3 000POTA JICKAPCTBEHHBIX MPENapaToB MPU OKA3aHUHA MEIUIIMHCKON ITOMOIIIH, a
Takke CyOBEKTBbl OOpalleHHs JEKApCTBEHHBIX CPEICTB, OTIYCKAIOIIWE JIEKAPCTBEHHBIC IpEHapaThl
OecIlaTHO MO pelenTy Ha JIGKAPCTBEHHBIC IperapaThl, HANPABISIOT C HCIOJIb30BAHUEM CHCTEMBI
MOHHUTOPHHIA ONEpPaToOpy CHUCTEMbl MOHUTOPHHra 3asBKYy (B DSJEKTPOHHOH (opme) Ha mMoixydeHue
peructparopoB BeIObITHs He mo3nHee 15 deBpans 2020 1. 6o B TeueHUe 7 KaJIGHAAPHBIX JHEU CO JIHS
perucTpaly B CUCTEME MOHUTOPHHIA MPU BO3HUKHOBEHUU Yy CYOBEKTOB OOpaIleHHs JIEKapCTBEHHBIX
CpeACTB HEOOXOAWMOCTH OCYIIECTBIICHHS NESTEILHOCTH, CBS3aHHOW C OOpaIIeHHWEM JIEKapCTBEHHBIX
[pernapaToB MPU HATMYHUHU [IPaBa OCYIIECTBISITh TAKYIO JESTEIbHOCTD.

(n. 1(4) BBenen Ilocranosnenunem IlpaButensctBa PO ot 31.12.2019 N 1954; B pen. IlocranoBnenus
[IpaButensctBa P® ot 21.07.2020 N 1079)

1(5). YcraHnoBuTh, 4TO OrEepaTop CUCTEMbI MOHUTOPUHTA 00ECIIEYMBACT:

OCHAIlleHHE CYOBEKTOB OOpallleHHs JICKapCTBEHHBIX CPEICTB, MPELYCMOTPEHHBIX MyHKTOM 1(3)
HACTOSIIETO IMOCTAHOBJICHUS, YCTPOMCTBAMU PpETUCTPAllMM OSMHCCHM KOJOB MAapKUPOBKM WK
IIPEIOCTABIIEHUE UM YJIAJI€HHOIO JOCTYIa K TAKUM YCTPOMCTBAM PETUCTPALIMUA IMUCCUH, PA3MEILIEHHBIM
B MH(]pacTpyKType onepaTopa CUCTEMbl MOHUTOPUHTIA, HA YCIOBUSX, PeIycMOTpeHHbIX [lonoxenuem,
YTBEPKACHHBIM HACTOSIILIUM ITOCTAHOBIIEHUEM, HE MO30HEE 45 KaJeHJapHbIX IHEW CO HS MOIY4YEHHs OT
CyOBEKTOB OOpallleHusl JEKapCTBEHHBIX CPEACTB 3asiBKM Ha TMOJIY4YeHHE TaKUX YCTPOMCTB WIH
YAAJIEHHOIO JOCTYIIAa K HUM;

OCHAIIIEHUE CYOBEKTOB OOpAIIeHHUs! JIEKAPCTBEHHBIX CPEACTB, OCYMIECTBIISIONINX MEIUITUHCKYIO
JeSTeNbHOCTh U BBIBOJ U3 000pOTa JEKapCTBEHHBIX MPENapaToB MPH OKa3aHUM MEIUIIMHCKOM MOMOIIH, a
TaKkke CyOBEKTOB OOpaIeHHs JEKapCTBEHHBIX CPEACTB, OTIYCKAIONIMX JIEKAPCTBEHHBIC NpenapaTsl
OecrulaTHO MO peLenTy Ha JIeKapCTBEHHbIE NpenapaThl, PErUCTpaTopaMu BbIOBITHS Ha YCIOBHSIX,
peayCMOTpeHHBIX [loiojkeHneM, YTBEpKICHHBIM HACTOSIIMM TIOCTAHOBJICHHWEM, He mo3aHee 45
KaJIeHJapHBIX THEH cO JHA MOJy4YEeHUs OT CyOBEKTOB OOpalleHHUs JIEKAPCTBEHHBIX CPEJCTB 3asBKH Ha
MOJTyYeHHE TAKUX YCTPOKCTB;

(B pen. I[locranosnenus IlpasurensctBa PO ot 21.07.2020 N 1079)

OpraHU3aIMI0 TECTHUPOBAHUS HWH()OPMAIMOHHOTO B3aWMOJCHCTBUA WH(OOPMAIMOHHBIX CHCTEM
CyOBEKTOB OOpaIleHHs JTeKapCTBEHHBIX CPEJCTB M CUCTEMbl MOHUTOpPUHTA He mo3aHee 30 KameHIapHBIX
JTHEW CO JHS TOJYyYeHUs] OT CYOBEKTOB OOpaIIeHHs JIEKAPCTBEHHBIX CPEJICTB 3asBKH HA MPOXOKICHHE
TECTUPOBaHUsI HHHOPMAITMOHHOTO B3aUMOCHCTBHUSI.
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

(. 1(5) BBenen Ilocranosnenuem IpaBurenanctBa PO ot 31.12.2019 N 1954)

1(6). YcTaHOBHUTH, YTO OINEPATOP CUCTEMbl MOHHUTOPHHIA IO 3ampocy CyOBEKTOB OOpaIieHus
JIGKaPCTBEHHBIX CPEJCTB MPEAOCTABISAET KOJIbl MapKUpoBKH ¢ 1 suBaps 2020 r.
(n. 1(6) BBeneH [locranoBnenuem [IpaButenscrea PO ot 31.12.2019 N 1954)

1(7). YcraHoBuThb, 4TO IUIaTa 3a OKa3aHHE OINEPATOPOM CHCTEMbl MOHHUTOPHHIA YCIYTH IO
MPEAO0CTaBICHUIO KOJOB MApKUPOBKHU B3uMmaetcs ¢ 1 uronst 2020 r.
(n. 1(7) BBenen IlocranoBnenuem IlpaBurensctBa PO ot 31.12.2019 N 1954)

2. Peanu3amusi HACTOSIIETO MOCTAHOBJICHHS OCYIIECTBIISIETCS COOTBETCTBYIOIIMMHU (heepaTbHbIMU
OpraHamMu HCIIOJHUTEJIbHOW BJacTW B Mpenenax ycraHoBileHHOW IIpaButenbctBoM Poccuiickoii
denepanuu nMpeAeTbHON YUCICHHOCTH UX PAOOTHUKOB U OIOJKETHBIX aCCUTHOBAHUH, TPEyCMOTPEHHBIX
uM B deaepanbHOM OIOKeTe Ha PyKOBOJICTBO U yIpaBieHHE B chepe yCTaHOBICHHBIX (DYyHKIUH.

3. Hacrosimiee mocTaHOBIIEHHE BCTYMAaeT B CHUJIY CO AHS €ro O(HUIMAIBHOTO OMyOJMKOBAHHSA, 32
UCKITIOYEHHUEM TOJI0KEHHM, YKA3aHHBIX B MMyHKTE 4 HACTOSIIETO MOCTAHOBICHUSI.

4. [lonoxxeHre o cucTeMe MOHUTOPUHTA JIBUYKEHUS JIEKAPCTBEHHBIX IPENapaToB AJi1 MEAUIIMHCKOTO
IPUMEHEHMs], YTBEP)KICHHOE HACTOSIIMM IIOCTAHOBJIEHHWEM, B OTHOILIEHUM IPOU3BOAUTEINEH
JIEKapCTBEHHBIX CPEJCTB B YacCTU HAHECEHHs Ha NMEPBUYHYIO YHNAKOBKY (B OTHOILEHUU JIEKAPCTBEHHBIX
IpenapaToB JJIsi MEJUIIMHCKOTO MIPUMEHEHHMs], 1151 KOTOPbIX HE MPEIyCMOTPEHA BTOPUYHAS YIIAKOBKA) U
BTOPUYHYIO (MOTPEOUTENBCKYIO) YIIAaKOBKY JIEKAPCTBEHHBIX NIPENapaToB JJIs MEAUIIMHCKOTO IPUMEHEHUS
cpeacTtBa MIACHTU(UKALMU, a TakkKe B OTHOIIEHUH IOPUAMYECKUX JIMLI M HHIUBUAYAIbHBIX
IpEANPUHUMATENICH, OCYIIECTBISIIONIMX IPOU3BOJCTBO, XpaHeHHe, BBO3 B Poccuiickyro denepanuto,
OTIIyCK, pealu3aluio, Iepeady, MNpPUMEHEHHEe M YHHUYTOXKEHHE JIEKAPCTBEHHBIX NpenapaToB JUIs
MEIUIUHCKOTO TPUMEHEHHs, B YacTH BHECEHHs WH(POpMAIMK O JIEKAPCTBEHHBIX Iperaparax Juls
MEIUIMHCKOTO INPUMEHEHHUSI B CHCTEMY MOHUTOpPHHIA [IBWJKEHUS JIEKAPCTBEHHBIX NPENapaTroB Ui
MEIUIMHCKOTO MPUMEHEHUs BCTYMAaeT B CHJIy CO JIHS BCTYIUJIEHHMS B CHIy a03aleB BTOPOrO M MSATOTO
noanyHkra "0" mynkra 7 crateu 1 ®@enepanbHoro 3akoHa ot 28 nexadps 2017 r. N 425-03 "O BHeceHun
n3MeHeHui B @enepanbHblil 3akoH "O0 oOpaleH!H JIEKapCTBEHHBIX CPEICTB".

IIpencenarens [IpaBurenscTBa
Poccuiickoit denepanuu
JAME/IBEJZIEB

YTBepxKACHO

nocraHoBieHueM [IpaButenscTBa
Poccuiickoit @enepanuu

ot 14 nexabps 2018 r. N 1556

NOJNTOXEHUE
O CUCTEME MOHUTOPUHIA ABWXEHUA NNEKAPCTBEHHbIX NMPEMNAPATOB
anAa MEAUUMHCKOrIo NPUMEHEHUA
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(I'I;g;ag?%%eggezglzpf)smenbCTBa P® oT 14.12.2018 N 1556 [I0kyMeHT npeaocTaeneH KoHcynbTaHTTIoc

"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA... Hata coxparenua: 20.01.2022

Crnucok U3MEHSIOUIMX TOKYMEHTOB
(8B pen. IlocranoBnenwuii [IpaBurenscrea 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)

l. O6wme nonoxeHus
1. Hacrosiee [lonoxenue onpenensier:

a) MOPAJOK HAHECEHUs CPelICTBA UACHTU(UKALUMY JISKAPCTBEHHOIO Mpenapara il MeIUIUHCKOI0
NpUMEHEHUs (Jajee - JIeKapCTBEHHBbIE IIpernaparbl), TpeOOBaHUS K €ro CTPYKType U ¢opmary
uHpOpMallUY, KOTOPYIO COJEpPXKHUT CpPEACTBO MIACHTU(UKALMHU JIEKApCTBEHHOIO Ipernapara, U ero
XapaKTEePUCTHUKUY;

0) MOpsAIOK CO3JaHHUs, Pa3BHTHs, BBOJA B OKCIUIyaTallMIO, OJKCIUTyaTalldd M BBIBOJA W3
IKCIUTyaTallid CHCTEMBl MOHHMTOpPWHTA JIBFDKCHHUS JICKAPCTBEHHBIX IIPETapaToB (Jajee - cucrema
MOHUTOPHHTA);

B) TOPSIOK B3aUMOJEHCTBUSI CHCTEMbl MOHUTOPHHTa C HWHBIMH TOCYAapCTBEHHBIMH
WH)OPMALIMOHHBIMUA ~ CHUCTeMaMd U UHGOPMAIMOHHBIMHU ~ CHUCTEMaMH  IOPUIUYECKHX UL |
WHJMBUIYAIBHBIX TPEANpPUHUMATENEH, YKa3aHHbIX B dacTax 7 u 10 crateu 67 denepalibHOro 3aKoHA
"O6 oOpaleHnH IeKapCTBEHHBIX CPEACTB";

I) MOPSAJIOK BHECEHHS B CHUCTEMY MOHUTOPUHIA IOPUAMYECKHMH JIMIIAMU U MHJIWBUIYaJTbHBIMU
MpEANPUHUMATENSIMH, OCYIIECTBIIIOIUMU IIPOU3BOACTBO, XpaHeHue, BBO3 B Pocculickyro denepanuto,
OTIYCK, peaIn3aluio, Iepenady, IPUMEHEHHE U YHUYTOKEHHE JIEKapCTBEHHBIX IIPENaparos,
uH(OpMaINU O JIEKAPCTBEHHBIX MpernapaTax U €e coCTaB;

1) IOPSIIOK MIPEIOCTaBIEHUSI HMHPOPMAIUH, COiep Kallleicsl B CUCTEME MOHUTOPHHTA.
2. IlonsTus, ucnonb3yemsele B HacTosAweM llonokennu, o3HavaroT cieqyouee:

"arperupoBaHue" - Tmpoluecc OObEIUHEHHUS JEKapCTBEHHBIX IpenapaToB Ha JOOOM 3Tamne
oOpallleHus JIEKAPCTBEHHBIX MPENapaToB CyOBbEKTOM OOpaIleHus JIEKAPCTBEHHBIX CPEJCTB B TPETUUHYIO
(TpaHCHOPTHYI0) YIAKOBKY JIEKAPCTBEHHBIX IIPENapaToB C HAHECEHHWEM COOTBETCTBYIOIIErO KOja
UACHTUGUKAIMY TPETUYHOHN (TPaHCIIOPTHON) YNAaKOBKU JICKAPCTBEHHBIX NPENapaToB U ¢ COXPAaHEHUEM
nH(poOpMallMid B CHUCTEME MOHHUTOPHHIAa O B3aMMOCBA3M CpEACTB MJEHTU(UKALMU WIA KOJOB
UACHTUDUKAIMA KaXXJIOTO BJIO)KEHHOTO B TaKyl YIAKOBKY JIEKAPCTBEHHOIO Ipernapara C KOAOM
UACHTU(PUKAIIMN TPETUUHOM (TPAHCIIOPTHOI) YITAKOBKH JIEKAPCTBEHHBIX MPENapaToB;

(B pen. [locranoBnenus IlpaBurenscrea PO ot 20.03.2020 N 311)

"BBOJ] B 000pOT JIEKapCTBEHHBIX MpenapaToB':

npu Mpou3BOACTBE Ha TCPPUTOPHUU Poccuiickoit CDCIICpaLII/II/I - omnepanuuv, IMMPOU3BOAHUMEIC C

www.consultant.ru Crpanuua 7 us 80
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&demo=1&base=LAW&n=333007&date=20.01.2022&dst=100004&field=134
https://login.consultant.ru/link/?req=doc&demo=1&base=LAW&n=346935&date=20.01.2022&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&demo=1&base=LAW&n=348267&date=20.01.2022&dst=100005&field=134
https://login.consultant.ru/link/?req=doc&demo=1&base=LAW&n=358143&date=20.01.2022&dst=100010&field=134
https://login.consultant.ru/link/?req=doc&demo=1&base=LAW&n=366581&date=20.01.2022&dst=100005&field=134
https://login.consultant.ru/link/?req=doc&demo=1&base=LAW&n=371975&date=20.01.2022&dst=100005&field=134
https://login.consultant.ru/link/?req=doc&demo=1&base=LAW&n=375314&date=20.01.2022&dst=100005&field=134
https://login.consultant.ru/link/?req=doc&demo=1&base=LAW&n=388978&date=20.01.2022&dst=100005&field=134
https://login.consultant.ru/link/?req=doc&demo=1&base=LAW&n=387009&date=20.01.2022&dst=100834&field=134
https://login.consultant.ru/link/?req=doc&demo=1&base=LAW&n=387009&date=20.01.2022&dst=100837&field=134
https://login.consultant.ru/link/?req=doc&demo=1&base=LAW&n=348267&date=20.01.2022&dst=100010&field=134

MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

JIEKapCTBEHHBIMU IMIperapaTaMu OT MPOXOXKICHUS MPOU3BOACTBEHHON cTaauu (PacoBKH (YyHaKOBKH)
JIEKapCTBEHHBIX IIPENapaTOB B IEPBUYHYIO YIAKOBKY JIEKAPCTBEHHOrO IIpernapata (B OTHOLIEHUH
JIEKapCTBEHHBIX MPErapaToB, AJs KOTOPBIX HE MPEAyCMOTpeHa BTOpUYHAs (MOTpeOUTENbCKasl) YIlakoBKa
JIEKapCTBEHHOTO TperapaTa) U BTOPUYHYIO (OTPEOUTETBCKYIO) YIIAKOBKY JICKAPCTBEHHOTO Mpemnapara
70 3aBepUICHHs] MPOM3BOACTBEHHON CTa/MU BBITYCKAIOIIErO0 KOHTPOJS KadyecTBa W IPEICTaBICHUS
JOKYMEHTOB U CBEJIEHUH, IpenyCcMOTpeHHbIX udacTbio | crarbu 52.1 denepanpHoro 3akoHa "OO
oOpallleHuu JIeKapcTBEHHBIX cpeacTB", B DeepanbHyio ciayk0y 1o HaaA30py B cdepe 31paBOOXpaHeHuUs
WIN TIOJyYeHHs pa3pelieHus], MperyCMOTPEHHOTro 4acTeio 7 crtatbu 52.1 dexpepanpHoro 3akona "OO0
oOpallleHuu JIEKapCTBEHHBIX CpelCcTB" (B ciyyae MPOU3BOJICTBA UMMYHOOHUOJIOTHUECKUX JICKAPCTBEHHBIX
IIpENnapaToB);

(B pen. ITocranornenus [IpaButenscTBa PO ot 21.07.2020 N 1079)

IIpU IIPOU3BOACTBE BHE Teppuropuu Poccuiickorn ®enepanuu - onepanuy, MNPOU3BOIUMBIE C
JICKapCTBEHHBIMM TIperapataMu OT HPOXOXKIEHUS MPOU3BOJICTBEHHON cTaauu (hacoBKM (YIAKOBKH)
JIEKapCTBEHHBIX IIPENapaToB B IEPBUYHYIO YIAKOBKY JIEKQpCTBEHHOro Ipenapara (B OTHOLUIEHUU
JIEKapCTBEHHBIX MpenapaToB, Uil KOTOPbIX HE MpelycMOTpeHa BTOpUYHAs (HOTPeOUTEIbCKas) YIIaKOBKa
JIEKApPCTBEHHOT'O TperapaTa) U BTOPUUYHYIO (TIOTPEOUTENBCKYIO) YIAaKOBKY JIEKAapCTBEHHOI'O Ipernapara
70 pa3MEUICHUsl JIEKApCTBEHHBIX IpenapaToB Ha (apMaleBTHYECKOM CKIaJe U IpeACTaBICHUsS
JOKYMEHTOB U CBEJIEHUH, IMpelyCMOTpPEHHbIX 4YacTbio 2 crarbu 52.1 denepanpHoro 3akoHa "OO
oOpallleHnH JIeKapcTBEHHBIX cpecTB", B DdenepanbHylo ciy0y 1o Haa3opy B chepe 31paBooOXpaHeHUs
WIM TOJyYEHHUs pa3pelleHus, MpelyCMOTPEeHHOro yactbio 7 crathu 52.1 denepanpHoro 3akoHa "OO6
o0pallleHNnH JIEKapCTBEHHbBIX CpeicTB" (B Cllyyae MPOM3BOACTBA HMMYHOOUOIOTHYECKUX JIEKAPCTBEHHBIX
[IpenapaToB);

(B pen. ITocranornenus [paButenscTa PO ot 21.07.2020 N 1079)

a63anr yrpatui cuiy. - [locranosnenue [IpaBurensctea PO ot 21.07.2020 N 1079;

"BTOpuYHas (MOTpeOUTEIbCKas) YIIAaKOBKa JIEKAPCTBEHHOI'O Mpemnapara’ - ynakoBKa, MOCTyHaroIas
K HOTPEOUTENI0 M CiyXKamas JUisl pa3MelleHMs] €AMHHYHOM NEepBHUYHOM YNAaKOBKU JIEKAPCTBEHHOIO
npernapara UM 00beANHSAIONIAas HECKOJIbKO MEPBUYHBIX YIIAKOBOK JIEKAPCTBEHHBIX MPENapaToB;

"BBIBOJI U3 000pOTa JIEKAPCTBEHHBIX MpenaparoB” - peaau3alus, Npojaaxa 1 OTHYCK (B TOM YHUCIE
[0 peLenTy) JIeKapCTBEHHBIX IMpenapaToB MOTPEOUTEN0, NMPUMEHEHHe, NepeJadya Ha YHMUYTOXKEHHE,
yTpata W CIHCaHUE JIEKapCTBEHHBIX IpenaparoB, OTOOp 0OOpa3loB, BBIBO3 paHEE BBE3EHHBIX B
Poccuiickyro ®enepannio JIeKapcTBEHHBIX MpPENapaToB (Pe’KCHopT), a TakkKe BBIBOJ M3 000poTa IO
WHBIM NIPUYHHAM;

"rnoOanbHBIi  MJIEHTU()UKALMOHHBIM HOMEp TOProBOM eAMHUIBI" - YHHUKAJIbHBIA  KOJ,
IIpUCBaNBaeMblil TPyIMIe TOBApOB IMpPH MX OMHMCAHWU B MH(OPMALMOHHOM pecypce, o0ecreunBaroIieM
y4eT ¥ XpaHEHHE JOCTOBEPHBIX JaHHBIX O TOBAapax MO COOTBETCTBYIOLIEH TOBAPHONH HOMEHKIIATYPE;

ab3ampl JIeCATHIM - OJNWHHANUATHIN yTpatwim cuiny. - [locranosinenne IlpaButensctBa PD ot
20.03.2020 N 311;

"uneHTuduKaTOp NpuMeHeHus" - npeukc, NpeAcTaBIAIOLUN co00i Habop U3 2 niK 0oJiee 3HAKOB,
pAacIioyo’KEeHHBIN B Hayalle JIEMEHTHON CTPOKH M OJHO3HAYHO ONpEeAEISAIOMNA Ha3HadeHue u (opmat
HOJIST JAHHBIX, CIIETYIOMIET0 3a MPehUKCoM;

(B pen. [locranosnenus IlpasurensctBa PO ot 30.08.2019 N 1118)
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

"uneHtuukaTop CyOBEKTa OOpallleHUs JIGKAPCTBEHHBIX CPEACTB" - YHUKaJIbHBIH  KOJI,
MIPUCBAaNBACMbIil CHCTEMON MOHUTOPHHTA CYOBEKTY OOpaIleHHsI JICKApPCTBEHHBIX CPEACTB MO UTOTaM €ro
pEerucTpalnyy B CUCTEME€ MOHUTOPHHIAa HA OCHOBE IEpeJaHHBIX CYOBEKTOM OOpaIleHUs JIEKapCTBEHHBIX
CpeACTB CBeleHUi 00 MIEeHTH()UKAIMOHHOM HOMEpPE HaJIOTOIIATeNbIIMKA JUIS KaXI0To agpeca MecTa
OCYIIECTBJICHUS JESATENIBHOCTH COIVIACHO JIMIIEH3MM Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPENCTB,
JTUINEH3WU Ha (apMaleBTHUECKYIO JEATEIbHOCTh, JIMIEH3UM Ha JACITENbHOCTH 10 000pOTY
HApKOTUYECKUX CPEACTB, IMCUXOTPOIMHBIX BEHIECTB M HUX MPEKYpPCOPOB, KYJIbTUBUPOBAHUIO
HapKOCOJCpXKAIIMX PACTCHUN W JIMLIEH3UM HA MEIUIMHCKYIO JeATEIbHOCTh (IIPU HAJUYUHM TaKOU
JUIEH3UU) WIK KOJ€ HaJOTOIUIaTeNbIIMKa B CTpaHE PETUCTPAlMU U KOJE CTpaHbl perucTpanuu (s
CyOBeKTOB OOpallieHus JIEKAPCTBEHHBIX CPEJICTB, HE TPU3HABAEMBIX HAJIOTOBBIMH PE3UICHTAMU
Poccutiickoit deneparun);

(a63an BBeneH [loctanosnenuem I[paBurensctea PO ot 21.07.2020 N 1079)

"WHAUBUAYATbHBIA CEpUITHBIA HOMEp TOProBoW eAMHHULBI" - nudpoBas uiu OyKBEeHHO-IUPpPOBas
[IOCJIEI0BATENbHOCTD;

"kon uneHTU(GUKaUU" - CEPUIHBIN TJI00ATBHBIN WASHTU(OHUKAITMOHHBIM HOMEp TOPTrOBOM €IUHUIIBI,
MIPEICTaBISIONINN  cO00M yHHUKaNbHBIA HASHTU(PUKATOP BTOPUYHON (HOTPEOUTEIBCKOM) YIAKOBKU
JIEKapCTBEHHOTO TMpemnapara (B ciay4yae €€ OTCYTCTBHsSI - TEpPBUYHOM YIAKOBKH JIEKAPCTBEHHOTO
npemapara), (GopMHpPYEeMBI TyTeM J00aBiCHHS K TI00aThbHOMY WICHTU(UKANUOHHOMY HOMEpPY
TOProBOM €AMHUIIBI HHIMBUYaJIbHOTO CEPUITHOTO HOMEpa TOPTrOBOM EMHUIIBL;

(ab3aw BBeneH Ilocranonenuem [paButenscta PO ot 20.03.2020 N 311)

"KoI WACHTU(UKAIMU TPETHUYHOW (TPAHCIOPTHOM) YMAaKOBKM JIEKapCTBEHHOIO IMpemapara’ -
CUMBOJIbHAS TIOCIIEI0BATEIFHOCTE, JOPMUpPYyEMasi B COOTBETCTBUU C TPEOOBAHUSAMU, TIPEIYCMOTPEHHBIMH
pazaenom I HacTosiero [lonoxenus;

(ab3aw BBeneH IlocranoBnenuem [paButensctea PO ot 20.03.2020 N 311)

"KO MAapKuUpOBKHM"' - YHUKaJbHas IIOCJIEJOBATEIbHOCTh CHMBOJIOB, COCTOSIas M3 KoJa
UICHTU(PUKAIMN U KOJa MPOBEpKH, hopMupyemas Juisl Leaell naeHTU(PUKAUU TIEpBUYHON YITaKOBKH (B
OTHOIIEHHWH JIEKAPCTBEHHBIX IMPEMapaToB Ul MEAMIMHCKOIO TIPUMEHEHUs, Ul KOTOpBIX HE
MIPEelyCMOTPEHa BTOpHUYHAs YNAKOBKA) M BTOPUYHOM (TOTPEOUTENHbCKOW) YMAKOBKHM JIEKaPCTBEHHBIX
IIPENapaToB UIsl MEAULIMHCKOTO IIPUMEHEHUS;

(ab3an BBepeH Ilocranosnenuem IlpaButensctBa P® ot 30.08.2019 N 1118; B pen. IlocranoBnenus
ITpaButenscTBa PO ot 20.03.2020 N 311)

"KoIl ~TpOBEpKU" -  TOCJIENIOBATENBHOCTh CHMBOJIOB, C(HOPMHpPOBAHHAasT B  pPE3yJIbTaTe
KpunrTorpaguueckoro  mnpeoOpa3oBaHUs  KOAa  WACHTU(UKAIMM W TIO3BOJSIONIAS  BBIIBHUTH
danscudukanuo Kogaa HACHTU(GUKAIMT TIPHU €T0 TPOBEPKE C UCIIOJIB30BAaHUEM (PHCKATBLHOTO HAKOTIUTES
U (MJTM) TEXHUYECKHUX CPEJICTB MPOBEPKHU KOJ/Ia TPOBEPKU;

(B pen. [locranosnenus IlpaBurenscrea PO ot 20.03.2020 N 311)

"JIeKapCTBEHHBIE Tpenaparbl, MapKUPOBaHHbIE CPEACTBAMH HACHTH(HKAIMU" - JIEKapCTBEHHBIE
mpernapaTsl, Ha KOTOpble HAHECEHbI CPECTBA UACHTU(PUKAIIMN U JOCTOBEPHBIE CBEIECHHUS (B TOM YHUCIIE
CBEICHUSI O HAHECEHHbIX HAa HUX CPEIACTBaX HJAECHTH(PUKAUIMKM M (WIKM) MaTepUAIbHBIX HOCHTENSX,
COJIeprKallMX CPeACTBa MACHTHU(PHUKAIMN) O KOTOPBIX B YCTAaHOBJIIEHHOM IOPSAJIKE MEpeaHbl B CUCTEMY
MOHHMTOPHHTA;

(B pen. [locranosnenus IlpasurensctBa PO ot 30.08.2019 N 1118)
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

"MapKHUpOBKa YIAaKOBOK JICKAPCTBEHHBIX MpPENapaTroB CPEACTBAMH HACHTH(UKAIMU" - HaHECEHHE
CpeAcCTB MACHTU(UKAIMN Ha BTOPHYHYIO (MMOTPEOMTENBCKYIO) YIAKOBKY JICKQpCTBEHHOIO Mpernapara (a
IIpU €€ OTCYTCTBUY - Ha IIEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO IIpenapara);

"omucaHWe JIEKAPCTBEHHOrO Mpemnaparta" - MepedyeHb XapaKTePHCTUK, Pa3MEIIEHHBIX CYyOBEKTOM
oOpamieHuss  JIEKapCTBEHHBIX  CPEICTB B COOTBETCTBYIOIIEM  HMH(OPMAMOHHOM  pecypce,
o0eCTeYnBaONIEM YUYeT U XpaHEHHE JOCTOBEPHBIX JAaHHBIX O TOBApax MO COOTBETCTBYIOIIECH TOBApHOM
HOMEHKJIATYype€;

"epBUYHAs yINAaKOBKA JIEKAPCTBEHHOro Ipenapara’ - CpEICTBO WM KOMIUIEKC CpPEICTB,
o0ecrneynBaoIUX 3aIIUTy JIEKAPCTBEHHBIX MPENapaToB OT IOBPEXKAEHUS U IOTEPb, BO3AEHCTBUS
OKpYy)Karollled cpefbl, 3arps3HEHUH M HMEIOLMX HEMOCPEICTBEHHBIM KOHTAKT C JIEKAPCTBEHHBIMU
npernaparamu;

"perucTparop BBIOBITHA" - TEXHUYECKOE CPEACTBO MH(POPMALMOHHOTO OOMEHa, MpeaHa3HaueHHOe
Il TIepellaud B CUCTEMY MOHUTOPHMHIA CBEIEHUI O BbIBOJE M3 000pOTa JIEKApCTBEHHBIX MpENaparos,
BKJIIOYAOIIee B ceOs MpOorpaMMHO-anmapatHoe MudpoBagbHOE (KPUNTOTPAPHUECKOE) TEXHHYECKOE
CPEACTBO NPOBEPKU KOJOB MPOBEPKH, B OTHOIIEHHH KoToporo denepanbHoil ciayx00il Ge3omacHOCTH
Poccuiickoit denepanuu BBIAAH TOKYMEHT O €ro COOTBETCTBHHM YCTAaHOBJICHHBIM TPeOOBAHUSAM K
U (poBaTIBHBIM (KpUNITOrpauuecKuM) CpeACTBaM 3allUThl HH(OPMAIMH, JEHCTBYIOIIUM B OTHOLUIEHUU
m(poBaIbHBIX (KpUNITOrpahUIECKUX) CPEACTB, MPEIHA3HAYCHHBIX JJISl IIPOBEPKHU KOJIOB MAPKHUPOBKH;
(B pen. ITocranornenus IlpaButenscta P® ot 20.03.2020 N 311)

ab63ar yrparui cuiy. - [locranosiienue [paBurensctBa PO ot 20.03.2020 N 311,

"cpencTBO UAECHTUDUKAIMU" - KO MAaPKUPOBKH, MPE/ICTaBICHHBIN B MAallIMHOUYUTaeMOl opme Hiu
C MCITOJIb30BaHUEM MHOTO CPE/ICTBA (TEXHOJIOTUHN) aBTOMAaTHIECKON HACHTU(UKAITUH, (POPMUPYEMBII IS
HaHECEHUs] Ha BTOPUYHYIO (TMOTPEOUTENIbCKYIO) YHAKOBKY JIEKapCTBEHHOTO IMpemnapara (B ciydae ee
OTCYTCTBHSI - Ha IMEPBUYHYIO YMAKOBKY JIEKAPCTBEHHOI'O Iperapara) METOAaMH, He JIOIMYCKaroIIUMU
OTIENCHUsI Cpe/iCTBAa WACHTU(GHKAIMU U (WIM) MaTepUaJbHBIX HOCHTENEH, COJepiKalluX CpelCcTBa
UJCHTUPUKAIUH, OT YIIAKOBKH JIEKAPCTBEHHBIX MIpenapaToB 0e3 MOBPEKACHUM;
(B pen. I[locranosnenus Ilpasurensctea PO ot 30.08.2019 N 1118)

"cyOBeKThl OOpallleHusl JIEKAPCTBEHHBIX CPEACTB" - IOpPUIMYECKHE JHIa W WHIUBUIYyaJbHBIC
NpeaNpuHUMATENN, OCYLIECTBISIOIIME IMPOU3BOACTBO, XpaHeHHe, BBO3 B Poccuiickyro ®Peneparuio,
OTIYyCK, peaju3aluio, Iepeaady, MpUMEHEHHEe W TepeAadyy Ha YHHYTOKEHHE JIEKapCTBEHHBIX
[Ipernaparos;

(8 pen. [locranosnenus IlpasurensctBa PO ot 21.07.2020 N 1079)

"TpeTHyHas (TpaHCIOPTHAs) YIIaKOBKa JIEKAapCTBEHHOTO Mpenapara’ - ynakoBKa, UCIOJIb3yeMast JJis
XpaHEHUus, EPEBO3KM U IEPEMELICHMs JIEKApCTBEHHOrO IMpernapara MeXIy CyObeKTaMH OOpalieHHs
JIEKapCTBEHHBIX CPE/ICTB;

(B pen. [locranosnenus IlpaBurenscrea PO ot 20.03.2020 N 311)

"YCTPOHCTBO pETrUCTpalMM 3MUCCHH" - TEXHHYECKOE CpEACTBO HH(POPMAIMOHHOTO OOMEHa,
MpeIHa3HauYeHHOE JIJIS MTOJIy4YeHHUs KOJI0B MAPKUPOBKHU U Mepefadn B CUCTEMY MOHUTOPUHIA CBEICHUN O
MapKHpOBKE YIAKOBOK JIEKAPCTBEHHBIX IIpenapaToB CpEACTBAMHM MICHTU(UKALMHU, BBIOIHSIIOIIEE
(GYHKIMM TEXHUYECKOTO CpeACTBa MPOBEPKU KOJAa MPOBEPKH, B OTHOIIEHHWU KoToporo denepanbHoii
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

ciyx00i1 6e3omacuoctu Poccuiickoit @enepanuu BblIaH JOKYMEHT O €r0 COOTBETCTBUU YCTAHOBJICHHBIM
TpeOOBaHUSAM K MMHQPPOBATBHBIM  (KpUOTOTpaQHUUECKUM) CpEACTBaM  3allUThl  MH(OpMAIHH,
JEHCTBYIOIIMM B OTHOIIEHMH MHU(POBATIBHBIX (KpUnTorpadhuyeckux) CpeiacTB, MpeAHa3HAYECHHBIX IS
MPOBEPKH KOJOB MapKHPOBKH, JMOO BKJIIOYAIOIIEE B CBOW COCTaB TEXHUYECKOE CPEJCTBO IMPOBEPKHU
KOJIOB TPOBEPKH, B OTHOIICHUH KoToporo PDenepanbHOl ciyx0Ooi Oe3omacHocTn Poccuiickoi
denepanyy BbIJAH JOKYMEHT O €r0 COOTBETCTBHHM YCTAaHOBJICHHBIM TpPeOOBaHMAM K MIM(POBAIBHBIM
(xpunrorpaduyeckuM) cpeicTBaM 3alIUThl UHPOpPMALIUU, AEWCTBYIOUIMM B OTHOIICHUU IH(POBAIBHBIX
(xpunTorpadu4ecKux) CpeACTB, MPEAHA3HAYSHHBIX JUISI IPOBEPKH KOJIOB MApKUPOBKH;

(B pen. ITocranornenus [IpaButenscta PO ot 02.03.2020 N 219)

"(hacoBka  (ymakoBKa)  JIEKAPCTBEHHOrO  Tpemapara" -  MPOW3BOACTBEHHAs  CTaus,
npeycMaTpUBAloIias MOMEICHHE JICKAPCTBEHHOTO Mperapara B NEPBUYHYIO YIIAKOBKY JICKAPCTBEHHOTO
nperapaTa Ui BO BTOPHYHYIO (MMOTPEOUTENHCKYIO) YIIAKOBKY JICKApPCTBEHHOTO Mpernapara;

ab63ar yrpartuni cuiy. - [locranosnenue I[lpaBurensctBa PO ot 21.07.2020 N 1079;

"I9MHTEHT KOAa HACHTH()HUKAIWW TPETUYHOH (TPAHCIOPTHOW) YHakoBKH" - CyOBEKT oOpamieHus
JIEKapCTBEHHBIX CPEJCTB, OCYLIECTBISAIOMMNA (OpMUpPOBAaHME M HAHECEHHE KoAa WJIEHTU(UKALUU
TPETUYHOM (TPAaHCIIOPTHOM) YMAKOBKH JIEKAPCTBEHHOrO IpernapaTa Ha TPETUYHYIO (TPAHCIOPTHYIO)
YIaKOBKY JIEKapCTBEHHBIX IIPENapaToB;

(B pen. [Tocranosnenus [IpaBurensctBa PO ot 20.03.2020 N 311)

"SMUTEHT CPEACTB UACHTU(UKAIUU" - TPOU3BOAUTENH JEKAPCTBEHHBIX CPEICTB, OCYIIECTBIISIOMINN
MIPOU3BOJICTBEHHYIO CTa/IMI0 (hacOBKH (YIAaKOBKH) JIEKAapCTBEHHOI'O Iperapara ¢ HaHECEHHWEM CPEICTB
UICHTU(PUKAIIMN HAa BTOPUYHYIO (NMOTPEOUTENHCKYIO) YIAKOBKY JIEKAPCTBEHHOrO IMpemapara (a mpu ee

OTCYTCTBUM - Ha I[EPBUYHYIO YINAKOBKY JIEKapCTBEHHOIO Ipenapara), - IpU IPOU3BOJICTBE
JIEKapCTBEHHOTO Tpemnapara Ha Tepputopuu Poccuiickoit denepanuu, uiu aepkareib JTU00 Biajesell
PETUCTPALIMOHHOTO  y/IOCTOBEPEHMs]  JIEKapCTBEHHOIO Mpemapara (Jajee -  PEerucTpallioOHHOE

yIOCTOBEPEHHE) - TPU TPOHU3BOJACTBE JIEKAPCTBEHHOTO Tperapara BHE TeppuTopuu Poccuiickoii
Qenepanny, WIM MPEACTABUTEIBCTBO HWHOCTPAHHOM OpraHM3aluu Ha Tepputopur Poccuiickon
Odenepanuu, SBISAIONICHCS JepkaTelieM JMOO BIAAETBbIEM PErHCTPAIIOHHOTO YAOCTOBEpEHUSs, - MpPH
MPOU3BOJACTBE JIEKAPCTBEHHOTr O IIpenapara BHe Tepputopun Poccuiickoit @eaepanuu.

(a63arr BBesieH [Tocranornenuem [IpaBurensctBa PO ot 21.07.2020 N 1079)

Il. XapakTepucTtuku cpeacrtea naeHTudnKaLmm, nopsaok ero
HaHeceHuA U TpeboBaHUA K CTPYKType n popmaTy nHcgpopmaumum,
KOTOPYIO COAEPXKUT CPpeaAcTBO uaeHTUuKauum

3. CpenctBo uAeHTUGHMKAIMM NPU HAHECEHUH Ha BTOPHUYHYIO (NMOTPEOUTENBCKYIO) YIAaKOBKY
JIEKapCTBEHHOI'0 Ipenapara (B cilydae €€ OTCYTCTBHMSI - Ha IEPBUYHYIO YMAKOBKY JIEKApCTBEHHOTO
npernapara) COOTBETCTBYET CIEAYIOLIMM XapaKTepUCTHKAM:

a) JBYXMEPHBIA IITPUXOBOM KOJI HAHOCHUTCS TOYECYHBIMH CHMBOJIAMH B COOTBETCTBHH C
TpeOOBaHUAMHU HalMoHalbHOro cranmapta Poccuiickoit ®eneparu (I'OCT P NCO/MBK 16022-2008
"ABTromaTtnueckas uneHTuukauug. KoaupoBanue mrpuxoBoe. Crnenuduxanus cumBoiuku Data
Matrix"), KOTOpBIi YTBEp>KIEH Mpuka3zoM DeepaibHOro areHTCTBa M0 TEXHUYECKOMY PErYJIMPOBAHUIO U
METpPOJIOTHH;
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

0) ABYXMEpHBIM IITPUXOBOM KOJ HAHOCHTCS C ypoBHEM Kkiacca kadectBa C WM BblIe B
COOTBETCTBMHM C TpeOOBaHMAMHU HalMOHaIbHOrO craHnapra Poccuiickoit ®epepauuun (I'OCT P
NCO/MDK  15415-2012  "UadopManWOHHBIE  TEXHOJOTHU.  TEXHOJOTMM  aBTOMAaTHYECKOU
uAeHTUGUKAIMK U cOopa naHHbIX. CrieruduKanys UCIBITAHHH CHMBOJIOB IITPUXOBOTO KOJA JIJIsl OLEHKU
KauecTBa nevyaru. J[ByMepHble CUMBOJIBI"), KOTOPBIN yTBEpKAeH mpukazom DenepalbHOrO areHTCTBa Mo
TEXHUYECKOMY PETYJIHPOBAHUIO U METPOJIOTHH;

B) JABYXMEpHBIH IITPUXOBOM KOJA HAHOCHUTCS IEYaThIO C HCIOJIb30BAHMEM METOAA KOPPEKIUH
omrbox ECC-200 B cooTBeTCTBHHU ¢ TpeOOBaHUSAMH HALIMOHAIBHOTO cTanmapTa Poccuiickoit deneparuu
(TOCT P HMCO/MDK 16022-2008 "AsromaTtuueckas wuacHTu(dukanus. KoaupoBaHue MITPUXOBOE.
Crnenuduxanus cumBonuku Data Matrix"), KoTopsiii yTBepkIeH pukazom denepanrbHOro areHTCTBa Mo
TEXHUYECKOMY PETYJIMPOBAHUIO U METPOJIOTUH;

I') IPU HAHECEHUH CpPEACTBAa HMISHTH(HKAIMU JEeKapCTBEHHOTO mpemnaparta ucnonb3yercs ASCII
KOJIMPOBaHUE Ha OCHOBE HalMoHanbHOro cranmapra Poccuiickoit ®eneparmuu (I'OCT P MCO/MDBK
16022-2008 "ABromarnueckas uneHTudukanus. Kogupoanue mrpuxosoe. CrienupuKanisi CAMBOIHKH
Data Matrix"), KoTOpblii yTBepkaeH npukazoM @DenepaabHOro areHTCTBa IO TEXHHUUYECKOMY
PETyIUPOBAHUIO U METPOJIOTHH.

4. CaeneHusi, coiepkaliyecs B CpeACTBE WACHTU(UKAIMHM, HAHOCATCS NPOM3BOJIUTENEM B BUJE
JBYXMEPHOI'O IUTPUXOBOIO KOJ@ METOJaMHU I€4aTh Ha BTOPUYHYIO (IOTPEOUTENBCKYIO) YIAKOBKY
JIEKapCTBEHHOTO TIpernapaTta (B CiIydae €€ OTCYTCTBHS - Ha NEPBUYHYIO YIIAKOBKY JICKApPCTBEHHOT'O
IpernapaTa) WM Ie€4aTH Ha MaTepUalbHbIH HOCHUTENb (3TUKETKY), HE JOMYCKaIOLIUMHU OTIEICHUS
MaTepUaILHOTO HOCUTENS, COJAEPIKAIIEro CPeICTBa HICHTU(UKAINMU, OT YIAKOBKU JIEKAPCTBEHHOT'O
npenapata 0e3 MOBPEXKIACHUM.

B cinyuae BBo3a B Poccuiickyto @enepaunio mpu HpoU3BOACTBE BHE TeppuTopun Poccuiickoit
@enepanyy (32 HUCKIIOYEHHEM JIEKAPCTBEHHBIX IIPENapaToB, BBO3HMBIX M3 TOCYJapCTB - YJICHOB
EBpa3suiickoro KOHOMHMUYECKOTO COI03a) MApTUHU JIEKAPCTBEHHOI'O IIpernapara JOIYCKaeTCsl HAaHECEHHE
JBYXMEPHOI'O IITPUXOBOTO KOAA METOJOM II€YaTH Ha MaTepUAIbHbI HOCHUTENb (ITHKETKY), HE
JOMYCKAIOIUM  OTACNCHUS  MaTepUalbHOTO  HOCHTENS  (STHUKETKH), COJEpXallero CpeicTBO
UICHTU(PUKAIMK, OT YMAaKOBKM JIEKAPCTBEHHOI'O Ipernapata 0e3 MOBPEXKICHHUM, C IOCIeTyIOINM
HAHECEHHEM MAaTepHUaTbHOTO HOCHUTENs (PTUKETKH) Ha BTOPUYHBIE (MOTPEOUTENHCKUE) YHMAKOBKH
JIEKapCTBEHHOI'0 TMpemnapara (B ciay4yae HUX OTCYTCTBHS - MEPBUYHBIE YIMAKOBKU JIEKapCTBEHHOIO
npernapara) Ha TAMOXKEHHOM CKJIaJie, aJipec KOTOPOro yKa3aH B KauecTBE aJpeca MeCTa OCYILECTBIICHUS
NEeSTEIbHOCTH B JIMLEH3MM Ha (PapMaleBTUUECKYIO NEATEIbHOCTh OpPraHU3aliH, OCYIIECTBIISIONIEH
OIITOBYIO TOPTOBJIIO JIEKAPCTBEHHBIMU CPEICTBAMM.

(a63arn BBeneH [loctanosnenuem I[paBurensctBa PD ot 21.07.2020 N 1079)
(1. 4 B pex. ITocranosnenus IIpasurenscta PO ot 30.08.2019 N 1118)

5. Undopmanus, comeprkramiasics B CpeACTBE UACHTU(DUKAIINN, UMEET CIETYIONTYI0 CTPYKTYPY:
npu3Hak cuMBosnkn Data Matrix - cumBo:, umeronuit koa 232 B tabnwuie cumBoioB ASCII;

nepBasi TpyIna JaHHBIX - [JIOOAJbHBIM HAEHTU(UKALMOHHBIH HOMEpP TOPIroBOM €AMHMIIBI,
cocTosmii u3 14 nudpoBbIX CUMBOJIOB, KOTOPOMY IpeIIecTByeT uaeHTudukarop npumenenus (01);

BTOpasi Tpynna AaHHBIX - UHAUBUIYAIbHBIA CEPUINHBIN HOMEpP TOPrOBOM €IMHMIIBI, COCTOSIIAN U3
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

13 cumBosoB 1M(poBOl WM OyKBEHHO-IIM(PPOBOW IMOCIECIOBATEILHOCTH (JJATUHCKOTO adasuTa),
KOTOpOMY TMpEAIIeCTBYeT HACHTH(HUKATOp npuMeHeHus (21). 3aBepmiaomuyM CUMBOJIOM IS STOM
IPYNIbl JAHHBIX SBIISETCS CHELMAIBHBIN CUMBOJI-pa3Ie/IuTelb, UMEIOMUN Koa 29 B Tabiuie CUMBOJIOB
ASCII, unu cumon ®YHKIMA 1 (FNC1);

(B pen. ITocranornenus [paButenscta PO ot 20.03.2020 N 311)

TPEThsl Tpynmna HaHHBIX - HISHTUPUKATOP (MHIUBUIAYATbHBIA TOPSAKOBBIA HOMEpP) KIIHOYa
MIPOBEPKHU, NMPEAOCTABISIEMbIN SMUTEHTAM CPEJCTB UJICHTU(UKALUN ONEPATOPOM CUCTEMbl MOHUTOPUHTA
B COCTaBe KOJia MPOBEPKH B COOTBETCTBUU C HACTOSIIMM llojokeHueM, cocTosmmii U3 4 CHMBOJIOB
(mdp, CTPOYHBIX U MPOMUCHBIX OYKB JATHHCKOTO aj(aBUTa), KOTOPOMY MPEIIIECTBYET UACHTHU(HUKATOP
npuMmeneHus (91). 3aBepluaronMM CHUMBOJIOM JUIsl 3TOW TPYIIbl JAHHBIX SBJSIETCS CHELMAIBHBIN
CUMBOJI-pa3ienuTenab, uMeromuin kox 29 B tabmume cumBonoB ASCII, wmm cumBon OYHKIUA 1
(FNC1);

(B pen. ITocranosnenuii [IpaBurenscrea PO ot 30.08.2019 N 1118, ot 20.03.2020 N 311)

yeTBepTas Ipynna JaHHBIX - 3HAYEHHE KOoJa MPOBEPKH, IPENOCTABIAEMOE SMUTEHTaM CpEACTB
UACHTUGUKAIIMM ONEepaTopoM CHCTEMbl MOHUTOPHHIAa B COCTaBe KOJla IPOBEPKU B COOTBETCTBUU C
HacrosmuM [lonoxeHneM, KOTOpOMY MPEIIIECTBYET HACHTH(PHUKATOp puMeHeHus (92), u cocrosiee u3
44 cumBonoB (UU(p, CTPOUHBIX U HPOMHMCHBIX OYKB JIATUHCKOrO aji(haBUTa, a TaKXKe CIEHUAIbHBIX
CHUMBOJIOB).
(B pen. ITocranornenus IIpaButenscta PO ot 30.08.2019 N 1118)

AG3anbpl ceibMoM - ecaThld yTpaTiiiu cuity. - [loctanosnenue IlpaBurenscrea P® ot 30.08.2019
N 1118.

['pynmbl JaHHBIX TOJKHBI PACTIONATaThCs TOCIEA0BATENBHO - OT MEPBOU K YETBEPTOM.
(B pen. ITocranornenus IpaButenscTBa PO ot 30.08.2019 N 1118)

NuauBuayanbHbIA CEpUMHBIN HOMEp TOPrOBOI €AMHUIIBI TEHEPUPYETCS C yUETOM OOeCTeueHus ero
YHUKAJIBHOCTH JJIS1 KaX/10T0 TJ100aJIbHOTO MIEHTU()HUKALIMOHHOTO HOMEpa TOProBOM eIMHUIIBI B TE€UEHUE
BCEro CpoKa (PYyHKIMOHUPOBAHUS CUCTEMbl MOHUTOPHUHTA.

['moGanpHbll MACHTU(QHUKAIMOHHBI HOMEpP TOPrOBOW €IMHHUIBI U WHAWBUIYAIbHBIM CEepUHHBINA
HOMEp TOPTrOBOI €IMHUIBI JyOIUPYIOTCS B BUIE YUTAEMOT'0 IIEYaTHOTO TEKCTA.

lll. MopsaoK nony4yeHUsA KOAOB MapKUPOBKU, (hopMupoBaHUA
KoAoB naeHTU(UKaLmMm TpeTUYHOM (TPaHCNOPTHOM) YNaKOBKMU
nekapcTBeHHOro npenaparta v Ux permcrpauum
B CUCTEMEe MOHUTOpPUHra
(B pen. [locranoBnenus IlpaBurenscrea PO ot 20.03.2020 N 311)

6. [lonyueHue sMUTEHTaMH CPEICTB UACHTU(PUKAIIMKN OT ONepaTopa CUCTEMbl MOHUTOPHHIA KOJOB
MapKUPOBKH OCYIIECTBIISIETCS C UCIOIB30BAHUEM YCTPONCTB PETUCTPALIUN SIMHUCCHH.
(8 pen. [locranosnenus IlpasurensctBa PO ot 30.08.2019 N 1118)

7. DOMUTEHT CpCACTB I/II[CHTI/I(I)I/IKELLH/II/I, 3aper HCTpHpOBaHHLIﬁ B CHUCTCMC MOHUTOPHHTIA,
MNpEACTABIACT ONECPATOPY CHUCTEMBI MOHUTOPHHIA 3asABKY Ha IMOJYYCHHEC KOJ0B MApPKHPOBKH. 3asBKa
HampaBJIACTCAd  HOCPEACTBOM  HCIIOJIb30BAHHUA YCTpOﬁCTB peructpaiuu  5MHUCCHHU. HpI/I 9TOM
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

B3aUMOJICHCTBHE YCTPONCTB PErHCTPALIMU SIMUCCUH C HUH(HOPMAILIMOHHBIMU CUCTEMAMU SYMUTEHTA CPEJICTB
UACHTU(UKAIIMHA OCYIIECTBIISIETCS C MCIOJIb30BaHUEM (POpPMATOB JAHHBIX, Pa3MELIAEMbIX OIEPaToOpoOM
CHUCTEMbl ~MOHHUTOPMHIa Ha O(QUIUAIBHOM caiiTe omepaTopa CHUCTEMbl MOHHUTOPHUHIA B
MH(POPMALMOHHO-TEIEKOMMYHHUKATMOHHON ceTH "MHTepHeT". 3asBKa Ha MOIy4YeHUE KOJAOB MAPKUPOBKU
COZEPIKHUT:

(B pen. [locranosnenus IlpasurensctBa PO ot 30.08.2019 N 1118)

a) KoJ uaeHTU(UKalUU B ciiydyae (OpMUPOBAHUS MHAUBHUIYAIBHOTO CEPUITHOIO HOMEpa TOProBOU
€IMHUIIBI SMUTEHTOM CPEJICTB UACHTH(DHKAINH;
(B pen. ITocranornenus [paButenscta P® ot 20.03.2020 N 311)

0) rio6anbHBI UACHTU()UKAMOHHBIA HOMEP TOPrOBOM €AMHHUIIBI M KOJIMYECTBO WHIMBHYaJTHHBIX
CepUHHBIX HOMEPOB TOPTrOBOM €IMHUIIBI B ciayyae (GOpMHUPOBAHUS MHAUBUAYAIBHOIO CEPUITHOIO HOMEpa
TOProBOW €AMHUIIBI OIIEPATOPOM CUCTEMbI MOHUTOPHUHTA.

8. Kon mapkupoBku GopMupyeTcst onepaTopoM CUCTEMbl MOHUTOPUHIA IIyTEM IPUCBOCHHS KOJ0B
MPOBEPKH U KaXJOTO KoJa HIACHTU(UKAIMM W BKIIOYACTCS B PEECTpP CPEICTB HICHTH(PUKALUU
oreparopa CUCTeMbl MOHUTOPUHTA.

(B pen. [locranoBnenus IlpaBurenscrea PO ot 20.03.2020 N 311)

Oneparop CHCTEMbl MOHUTOPUHTA HE IMO3HEe 2 4YacoB C MOMEHTa IIOJIyYeHUs 3asBKU Ha
MOJy4YeHHe KOJOB MAapKUPOBKM  HAMpaBIET OSMUTEHTY CPEACTB  WACHTHU(PHKAIMHA  CIHCOK
Cc(OPMHPOBAHHBIX KOJIOB MAPKHPOBKH.

(n. 8 B pen. [locranosnenus [IpaBurensctBa PO ot 30.08.2019 N 1118)

8(1). DmuTeHTaM CcpencTB HACHTU(UKALMKA OTKa3bIBa€TCS B BbIJade KOJOB MAapKHPOBKU IO
CJICIYIOIIM MPUYNHAM:

a) OTCYTCTBHUE B 3asiBK€ Ha MOJy4YE€HHE KOJIOB MAPKUPOBKHU CBEIEHUH, MPETYCMOTPEHHBIX MYHKTOM
7 nacrosmiero IlomoxeHus;

6) OTCYTCTBUC CBEIICHHUN O perucrtpaiui SMHUTCHTA CPEACTB I/II[eHTI/I(i)I/IKaI_[I/II/I B CHCTCMC
MOHHTOPHHTA,

B) OTCYTCTBHUC Yy oOIlcparopa CHCTCMbl MOHUTOPHUHIA CBeJICHUI 00 YCTpOﬁCTBe perucTtpannuun
OMHUCCHUH, C UCITIOJIB30BAHUEM KOTOPOT'O HAIIPABJICHA 3adBKa HA IMMOJTYUYCHUC KOAOB MApPKHUPOBKH;,

I) HaJlM4yle paHee 3aperucTPUPOBAHHBIX B CHCTEME MOHMTOPUHIA CBEACHUH O KoJe
UJCHTU(QUKAIUKN, TPEACTaBIEHHOM B COOTBETCTBMM C TMOAMYHKTOM '"a" MyHKTa 7 HacTOSIIETOo
Ilonoxenus;

(B pen. [Nocranosnenus [Ipasutenscta PO ot 20.03.2020 N 311)

1) OTCYTCTBHE B CHCTEME MOHHUTOPHUHTA CBEACHUN O TI00ATHHOM HACHTU(DUKAIIMIOHHOM HOMEpE
TOPTOBOM E€IWHUIIBI, TPEICTABIEHHOM B COOTBETCTBHHM C MOAMYHKTOM "O" TyHKTa 7 HACTOSIIETO
ITonmoxxeHus.

(. 8(1) BBenen [locranosnenuem [IpaButenscrea PO ot 30.08.2019 N 1118)

9. OnepaTop CUCTCMbI MOHHTOPHUHTIA obecneynBaeT MOJIYyUCHHUC OMUTCHTAMU  CPCIACTB
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

UICHTU(PUKAIIMN KOJOB MapKUPOBKH IOCPEICTBOM OCHAIICHHS] SMHUTEHTOB CPEICTB HACHTU(UKAINH
YCTPOMCTBAMU PETUCTPALIUHA SMHUCCHUH.

OcHallieHne SMUTEHTOB CPEICTB MJICHTU(UKAIIMYA YCTPOMCTBAMH PETUCTPALIMM SMUCCHH, BKIIIOYAs
o0ecriedeHne YAAJCHHOTO JOCTYNa K YCTPOWCTBY pPETHUCTpPAllUd 53MHUCCHH, pPa3MEIIEHHOMY B
uH(ppacTpyKType omepaTopa CHCTEMbl MOHHMTOPHMHIA, OCYILECTBISIETCS ONEpPaTopoM CHUCTEMBI
MOHHUTOPHUHTA Ha 0€3BO3ME3/IHOM OCHOBE. B 1eJsIX TaKOro OCHAIIEHUS! SMUTEHT CPEICTB UACHTH(PHUKAINN
3aKJII0YAeT C OINEepaTOpPOM CHUCTEMbl MOHHUTOPHHIA JIOTOBOPBI, COJAEpXAIIME B TOM YHUCIE YCIOBUS
MPEJOCTABICHUS] yCTPOMCTBA PETHCTPALMM SMUCCHUM M €ro pEerjiaMeHTHOro OOCITy)KMBaHUS Ha
0e3B03ME3/THOM OCHOBE WJIM YCJIOBUS OKa3aHUS YCIYTH MO MPEJOCTaBICHUIO YCTPOWCTBA pErucTpaliu
SMHCCUH, PA3MEIIEHHOT0 B HHPPACTPYKTYpE ONepaTopa CUCTEMbl MOHUTOPHHTA, ITyTEM MPEJOCTaBICHUS
yAaJeHHOTo JIoCTyna K HeMy Ha 0Oe3Bo3Me3qHON ocHoBe. Pemienune o BbiOOpe crocoba OCHAIICHHS
NPUHUMAETCS AMHUTEHTOM CpeACTB uAeHTU(uKauuu. TunoBas Qopma yKa3zaHHBIX JOTOBOPOB
yTBepkaerca MUHHCTEPCTBOM MPOMBILIIIEHHOCTH U TOProBiau Poccuiickoit @epepaunu.

OcHalieHre YMUTCHTOB CPEICTB WACHTU(DUKAIMK, HE NMPU3HABACMBIX HAJIOTOBBIMU PE3UIACHTAMU
Poccuiickoit denepanuu U HE UMEIOIIUMX MPEACTABUTENILCTB Ha Tepputopuu Poccuiickoit dexnepaiuu,
YCTPOMCTBAMHU PETUCTPAMA SMHUCCUH, a TaKXKE 3aKJIOYEHHE JIOTOBOPOB C OIEPATOPOM CHCTEMBI
MOHHUTOPHHTA, MPEAYCMOTPEHHBIX ab3alieM BTOPHIM HACTOSMIETO MyHKTA, MOTYT OCYILIECTBIIATHCS 4Yepes
YIIOJTHOMOYEHHOTO MPEICTABUTEISA.

(. 9 B pen. [Tocranosnenus [IpaBurensctea PD ot 30.08.2019 N 1118)

9(1). OMUTEHT CPENCTB WACHTU(UKAIIMKA TIOCTE MOJYYCHHUS KOJa MapKUPOBKH OOCCIICUYMBAET €ro
npeoOpa3oBaHue B CPEJCTBO HACHTU(DHKAIMN, HAHECEHHE CPEICTBAa WACHTU(PUKAIIMK Ha BTOPUYHYIO
(MOTPEeOUTENBCKYIO) YIAKOBKY JICKAPCTBEHHOTO Ipenapara (a mpu €€ OTCYTCTBHHM - Ha IEPBHYHYIO
YIaKOBKY JIEKQpCTBEHHOTO IMperapaTa) WM Ha MaTepHalbHBIM HOCUTENb (ITUKETKY) U TMepelacT B
CHUCTEeMy MOHHTOpPHHIA CBEJICHUS O HAHECEHUHW CPEACTBA HUICHTH(UKAIMU B COOTBETCTBHH C ab3arem
MepBbIM MyHKTa 35 wnM myHKTOM 36 Hacrosimiero llonoxkeHuss He MO3AHEE HACTYIUJICHUS OJHOM M3
CJIEYIOIINX JIaT:

BBOJI B 000POT JIEKApCTBEHHOTO IpenapaTa, Ha yIaKoBKY (3THUKETKY) KOTOPOTO HAHECEHO CPEJCTBO
UICHTU(PUKAUN, MPEoO0pa30BaHHOE W3 COOTBETCTBYIOLIETO KOJIda MapKUPOBKH, MpPU IPOU3BOJACTBE
JIEKapCTBEHHBIX NIpENapaToB Ha Tepputopun Poccuiickoit Penepanuy;

JI0CTaBKa JIEKapCTBEHHOI'O Mperapara B MECTO NMpUObITUS Ha TeppuTopun Poccuiickoit @eneparumn
U N0JJauu TaMOXXEHHOM JIeKJIapallMi Ha TOBaphl B MPOLEAYpPE BBINyCKa /sl BHYTPEHHEr0 NOTpeOsIeHus
WM MO0JJa4uy TaMO>KEHHOM JIeKJIapallii Ha TOBaphbl B MPOIEype BbITYCKa JJIi BHYTPEHHETO MOTPEOIeHUS
JIEKapCTBEHHOT'O IIperapara, MapKUpPOBaHHOIO Ha TaMOXXEHHOM CKJIaJlé B COOTBETCTBMM C ab3alem
BTOpPbIM NyHKTa 4 Hacrosmero IlomokeHus, mpu IPOU3BOACTBE JIEKAPCTBEHHBIX IIPENApaToB BHE
tepputopun Poccuiickoit @enepanuu (3a HCKIIOYEHUEM JIEKApPCTBEHHBIX IPENapaToB, BBO3UMBIX M3
roCyJIapCTB - WiIEHOB EBpa3uiickoro 3KOHOMUUYECKOTO COI03a);

BB03 B Poccuiickyto @enepainuio Ha (apmaneBTHUECKU CKIIaj] JIEKapCTBEHHOTO Mpernapara Mmpu
IIPOU3BOJICTBE JIEKAPCTBEHHBIX IpENapaToB BHE Tepputopuu Poccuiickoi denepanuiv - B OTHOIICHUH
JIEKAPCTBEHHBIX IPENApaTOB, BBO3UMBIX U3 I'OCY1apCTB - YICHOB EBpa3uiickoro 3KOHOMUUYECKOr0 COI03a.

Omara yciayrd IO TpPEeAOCTaBICHHUIO KOJa MapKUPOBKH ONEpaToOpy CUCTEMbl MOHUTOPUHTA,
IIpelyCMOTpeHHas nocraHoBieHneM llpaBurenscrBa Poccniickoit ®enepaunn ot 8§ mas 2019 r. N 577
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

"OO yTBEpXkKJCHWUU pa3Mepa IUIaThl 3a OKa3aHHE YCIYr MO MPEIOCTABICHUIO KOIOB MapKHPOBKH,
HEOOXOTUMBIX NJIsi (OPMHUPOBAHUSL CPEACTB HICHTU(DUKANNUUA U OOCCIICUYCHUSI MOHUTOPUHTA JIBWKCHUS
TOBApOB, MOJISKAIINX 00sI3aTETLHON MapKUPOBKE CPEICTBAMU MJICHTH(HKAIIMU, a TAKKE O MOPSIKE e
B3UMaHUs", MPOU3BOJIUTCS IMHUTCHTOM CPEJICTB WACHTU(DUKAIIMK S0 AATHI MOJYYCHUS KOAa MAapPKUPOBKH
wii B TedyeHue 180 KajneHIApHBIX JHEW C JaThl IOJyYEHHsS KOJa MapKUPOBKH, HO HE IMO3/IHEe
HACTYIUICHUS OJHOM U3 CIIEAYIOUIHNX J1aT:

BBOJI B 000POT JIEKapCTBEHHOTO Mpernapara, Ha YIaKOBKY (3THKETKY) KOTOPOrO HaHECEHO CPEACTBO
UIACHTH(UKAIINKN, MPeoOpa3OBaHHOE W3 COOTBETCTBYIOIIETO KOJA MApKHPOBKH, TMPH TPOU3BOJCTBE
JIEKapCTBEHHBIX MpENapaToB Ha Tepputopun Poccuiickoit denepanuu;

JIOCTaBKa JICKAPCTBEHHOTO Iperapara B MECTO MpHObITUs Ha Tepputopun Poccuiickoii deneparyn
U I0Ja4u TaMOXXEHHOM JIeKJIapallMyd Ha TOBaphbl B MPOLEAYpPE BbIIIyCKa /AJIsi BHYTPEHHEro NOTpeOsIeHus
WIM M0Jja4y TaMO>KEHHOM JeKJIapaliii Ha TOBaphl B IPOLEAYPE BBITYCKA JJil BHYTPEHHETO MOTPEOICHUS
JIEKapCTBEHHOI'0 IIperapara, MapKUpPOBaHHOI'O Ha TaMOXKEHHOM CKJaJlé B COOTBETCTBMM C ab3alem
BTOpbIM NyHKTa 4 Hacrosiuero llojoxkeHus, mpu NPOU3BOJACTBE JIEKAPCTBEHHBIX IIPENapaToB BHE
tepputopun Poccuiickoit @enepanuu (3a UCKIOYEHUEM JICKApPCTBEHHBIX IPENapaTroB, BBO3UMBIX M3
roCcyJIapcTB - WieHOB EBpa3uiickoro 3KOHOMHUYECKOTO COI03a);

BB03 B Poccuiickyto @enepanuio Ha (hapMaleBTUUECKUH CKIIaJ JICKApCTBEHHOI'O INpernapara IMpH
IIPOU3BOJICTBE JICKAPCTBEHHBIX IperapaToB BHE Teppuropuu Poccuiickon denepanuy - B OTHOLICHUHU
JIEKapCTBEHHBIX IIPENApaTOB, BBO3UMBIX U3 T'OCYJapCTB - 4I€HOB EBpa3niickoro ’JKOHOMHUYECKOTO COI03a.

[Ipu sTOM oOmepaTop CHUCTEMbl MOHUTOPUHIA PETUCTPUPYET (BHOCHUT) B CHUCTEME (CHCTEMY)
MOHUTOPHUHra MH(OPMAIMIO O HAHECEHUH CPEJCTBAa MAECHTHU(PHKALMU, YKA3aHHYIO 3MUTEHTOM CPEJICTB
UACHTUDUKAIMA B CBEICHHUAX O HAHECEHWH CPEICTBA HACHTHU(UKAINH, TIOCIE IOJYYEHHUS OIUIATHI
YCIYrH IO MPEJOCTaBIEHUIO KOJa MapKHPOBKH, MPeoOpa3oBaHHOIO B COOTBETCTBYIOLIEE CPEICTBO
UJEHTU(DUKAIUH.

Pemienue o BBI60pe crioco0a OIIaThI YCIIyTru I10 MpeAOCTAaBIICHUIO KOAa MAPKUPOBKU ITPUHUMACTCH
OMUTCHTOM CPECACTB I/II[CHTI/I(bI/IKaIII/II/I.

B CJIydae €CJiv oIuIaTa yCJayru 1no npeaoCTaBJICHUIO KOAda MAPKHUPOBKU OCYIICCTBIACTCA SMUTCHTOM
CpCaACTB I/I}IGHTI/I(i)I/IKaHI/II/I A0 MpPEaACTaBJICHHUA UM B CUCTEMY MOHHUTOpPUHIA CBGI[GHI/II\/'I O HAaHCCCHHH
cpeacrBa I/IJICHTI/I(l)I/IKaLII/II/I, Hp606p830BaHHOFO N3 COOTBCTCTBYIOLICTO KOJa MAPKUPOBKH, TaKas yCIIyra
IMPU3HACTCA OKa3aHHOU OornepaTopoM CUCTEMbI MOHUTOPHHIA B MOMCHT IMOJIYUCHUSA SMUTCHTOM CPCACTB
I/I,Z[eHTI/I(l)I/IKaI_II/II/I OIITAYCHHBIX KOJOB MapKUPOBKH.

B ciydae ecnm omutara yciryru 1o npegoCTaBICHUIO KOAa MAPKUPOBKHU OCYILECTBISAETCS SMUTEHTOM
CPeACTB UACHTU(UKAIMU TOCTe MPEICTABICHUS UM B CHCTEMY MOHUTOPHMHIA CBEICHUH O HaHECEHUH
CpeacTBa UACHTU(UKAIMH, TPEOOPA30BAHHOIO U3 COOTBETCTBYIOLIETO KOJa MAPKUPOBKH, Takas yclyra
IIPU3HAETCSI OKAa3aHHOW ONEpaTOPOM CHCTEMbl MOHUTOPHMHIA B MOMEHT DPETUCTpaluu (BHECEHMsI)
OIIepaTOpPOM CHCTEMbl MOHUTOPUHTA B CUCTEME (CUCTEMY) MOHUTOPHHTa HH(OPMALIUH, COJlepsKalleiics B
CBEJICHUSX O HAHECEHMM CpEICTBA MICHTU(UKAIUH, MPEeoOpPa3oBaHHOIO M3 COOTBETCTBYIOIIETO KOJA
MapKHpPOBKH.

B cinyuae eciu B cooTBeTcTBUU ¢ noctaHoBienueM lIpaButensctBa Poccuiickoit denepanuum ot 8
Mas 2019 r. N 577 "OO0 yTBep>JAeHUU pa3Mepa IUIaThl 3a OKa3aHUE YCIYT IO MPEJOCTABICHUIO KOJIOB
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

MapKUPOBKH, HEOOXOAUMBIX JUIsl POPMUPOBAHUS CPEACTB UICHTU(DUKALIMU U 00eCTIedeHHs] MOHUTOPUHTA
JBMKEHUS] TOBAPOB, MOJICKAIINX 0053aTEIbHOW MAapKHUPOBKE CPEACTBAMHU HACHTH(HKAIIMU, a TaAKXKE O
MOpSAJIKE €€ B3UMaHuA" yciayra Mo MpeJoCTaBICHUIO KOJa MapKUPOBKH HE MOJJICKUT OIUIaTe, SMUTECHT
CpeACTB MACHTU(UKALUU TOCJIE MOIy4YEeHUS KOJa MapKHpPOBKH OOECreyMBaeT ero npeodOpa3oBaHHE B
CPEICTBO MJIEHTU(UKALUY, HAHECEHHE CPEACTBA HACHTU(UKAUU HAa BTOPUYHYIO (MOTPEOUTETHCKYIO)
YIAaKOBKY JIEKapCTBEHHOI'O IIperapara (a Ipu €€ OTCYTCTBUHU - Ha IEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO
npernapaTa) Wik Ha MaTepUaIbHbIi HOCUTENb (STUKETKY) U B Teuenue 180 xaneHaapHbIX JHEH nepeaaer B
CHCTEMY MOHUTOPHHTA CBEJCHHUS O HAHECEHWH CPEICTBA MACHTH(HKALMU B COOTBETCTBHU C al3alem
MepBBIM MyHKTa 35 uiau myHKTOM 36 Hacrosimero [lojoxkeHusi, HO He MO3HEe HACTYIUICHHUSI OJHOU U3
CJIEYIOIIUX J1aT:

BBOJ B 000POT JIEKapCTBEHHOIO Mpenapara, Ha yIaKkoBKY (3THKETKY) KOTOPOr0 HAHECEHO CPEJICTBO
UICHTH(UKAIIUN, MPeoOpa3OBaHHOE M3 COOTBETCTBYIONIETO KOJIda MAapKHPOBKH, TPU TPOU3BOJACTBE
JIEKapCTBEHHBIX MpenapaToB Ha TeppuTopuu Poccuiickoit @enepannu;

JI0CTaBKa JIEKapCTBEHHOI'O Mpernapara B MECTO NMPUObITUS Ha TeppuTopuu Poccuiickoit @enepanuu
U NOJauu TaMOXXEHHOM JleKJIapallMyd Ha TOBaphbl B MPOLEAYpPE BbIIyCKa JJIsl BHYTPEHHEr0 NOTpeOsIeHus
WM TTOJIa4YX TAMOXXEHHOM JIeKJIapaliiii Ha TOBAPHI B MPOILEAYPE BBIITyCKa JJIsi BHYTPEHHET0 OTPEOIeHUs
JIEKapCTBEHHOI'0 IIperapara, MapKUpPOBaHHOI'O Ha TaMOXKEHHOM CKJaJlé B COOTBETCTBUM C ab3alem
BTOpbIM NyHKTa 4 Hacrosimero llomokeHus, mpu NpPOU3BOJACTBE JIEKAPCTBEHHBIX IIPENapaToB BHE
tepputopun Poccuiickoit @enepanuu (3a HCKIOYEHUEM JICKApPCTBEHHBIX IPENapaTroB, BBO3UMBIX M3
rocyJapcTB - WieHOB EBpa3uiickoro 5KOHOMUUYECKOT0 CO03a);

BB03 B Poccuiickyto @enepanuio Ha (hapmaneBTUUECKUN CKIIaj] JIEKapCTBEHHOI'O IMpernapara Mnpu
IIPOU3BOJICTBE JICKAPCTBEHHBIX IpENapaToB BHE Teppuropuu Poccuiickoi denepanuu - B OTHOLICHUHU
JIEKapCTBEHHBIX IIPENApaTOB, BBO3UMBIX U3 IT'OCYJapCTB - 4I€HOB EBpa3niickoro ’JKOHOMUYECKOTO COI03a.
(. 9(1) B pen. [Tocranosnenus IIpaButenscrea PO ot 21.07.2020 N 1079)

9(2). Koasl MapkupOBKH aHHYJIMPYIOTCS B CIASAYIOMINX CIydasx:

a) HapyllIeH yCTaHOBJICHHBIA ab3aliaMu MSATHIM - BOChbMBIM TTyHKTa 9(1) Hacrosimiero Ilomoxenus
CPOK OILIaThl YCIYT MO MPEJOCTABICHHUIO KOJa MAaPKUPOBKY;

0) HapylleH YyCTaHOBJEHHBbIM a03allaMyd TMEpPBbIM - YETBEPTHIM U (WIM) TPUHAAUATHIM -
mectHaaAUAaThIM myHKTa 9(1) HacTtosmiero [Tonoxenus cpok nepeaayn cBeJCHUI B CHCTEMY MOHUTOPUHTA
0 HAaHECEHUH CPEJICTB UCHTU(DUKAITUH.

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

9(3). B peructpanun B cucTeéMe€ MOHUTOPHUHTA CBEJIECHUN O HAHECEHWH CPEACTB HACHTU(UKAINU
OTKa3bIBaeTCA MO CIAEAYIONIUM IPUINHAM:

a) OTCYTCTBHUE KOOOB I/IJIGHTI/I(l)I/IKaI_H/II/I, YKa3aHHBIX B CBCACHUAX O HAHCCCHUH CPEACTB
I/I,Z[CHTI/I(I)I/IKaI_II/II/I, B peeCTPC CPCACTB I/IIICHTI/I(bI/IKaI_II/II/I orneparopa CUCTCMbI MOHUTOPUHT A,

0) mnpeacTaBIE€HHUE OHMHUTEHTOM CpPEICTB UACHTU(UKAIMM CBEIEHUH O HAHECEHHWU CPEeNCTB
UACHTUUKAIMM IO UCTEYEHHWU CpOKa, YCTAHOBJIEHHOTO al3alaMH IEepBBIM - YETBEPTHIM U (WJIH)
TPUHAALATHIM - IIecTHAANAThIM myHKTa 9(1) HacTosiero [lonoxenus;
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[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

B) OTCYTCTBHE Yy oOIllepaTopa CHUCTEMbl MOHUTOPHHIA CBEIEHUN 00 YCTpPOWCTBE pErucTpaluu
SMUCCHUH, C UCTIOJIB30BAHUEM KOTOPOTO MEepPEIaHbl CBEJACHHUS B CUCTEMY MOHUTOPHUHTA;

I) OTCYTCTBHE IOATBEP)KIEHHUS OIUIaThl KOJIOB MAapKHUpPOBKH, IPEOOPa3OBaHHBIX B CpEACTBA
UACHTU(DUKAIIMHA, O HAHECEHHHM KOTOPBIX AMHTEHT CPEACTB HICHTU(UKAIUHN TepelaeT B CHCTEMY
MOHHUTOPHHIA CBEJICHUS O HAHECEHUU CPE/ICTBAa WACHTU(UKALMU, MPEIyCMOTPEHHBIE ab3alleM MEepPBbIM
nyHKTa 35 uinu nyHkToM 36 Hacrosuero [lonoxenus.

(. 9(3) B pen. [ocranosnenus [IpaBurensctea PO ot 21.07.2020 N 1079)

10. Kox wuneHTH(UKanMu TPETUUHOH (TPAHCIIOPTHOM) YIMAKOBKU JICKAPCTBEHHOIO IIperapara
dbopmupyercss Ha OcCHOBaHMHM MexrocynapctBenHoro crangapra (I'OCT ISO/IEC 15417-2013
"NudopMaiMoOHHbIE TEXHOJOTHH. TEXHOJOrMHM aBTOMATHYECKOW HIeHTH(UKAuuu u cOopa JaHHBIX.
Cnenudukanus cuMBONIMKKA MmTpuxoBoro koga Code 128"), KOTOpBI YTBEpXKIEH NPHKA30M
denepanbHOTO areHTCTBA 10 TEXHUYECKOMY PETYJTUPOBAHHIO U METPOJIOTHH, COCTOUT U3 18 mudpoBbIx

CHMBOJIOB U COJICPIKHUT CICAYIOILYIO CTPYKTYPY JaHHBIX:
(B pex. [Tocranosnennii [IpaButenscrea PO ot 20.03.2020 N 311, ot 21.07.2020 N 1079)

unentuduxatop npumenenus (00);

CUMBOJI PACIIUPECHUS KOJa HICHTU(UKAIINYA TPETUIHON (TPAHCTIOPTHOM) YITAaKOBKH JIEKAPCTBEHHOTO
npernapara;
(B pen. [locranosnenus [Ipasutenscta PO ot 20.03.2020 N 311)

pPEruCTpallMOHHbIE HOMEp CyObekTa oOpallleHHsl JIEKapCTBEHHBIX CpPEICTB, IOJy4YEHHBIH B
MH(POPMALIMOHHOM pecypce, 00ECIIeUMBAIOIIEM Y4YeT M XPaHEHHE JOCTOBEPHBIX JaHHBIX O TOBapax IO
COOTBETCTBYIOLIEH TOBApHOW HOMEHKIIATYPE;

CEpUIHBII HOMEP TPETUUHOM (TPAHCIIOPTHOI) YIIAKOBKH JIEKApPCTBEHHOTO Mpenapara;
(B pen. Iocranosnenwuii [Ipasutenscrea PO ot 30.08.2019 N 1118, ot 20.03.2020 N 311)

KOHTPOJIbHAasA CyMMa (‘-II/ICJ'IO, BBIUUCIIACMOC M0 CIICHUAJIBHOMY aJITOPUTMY H3 MPEAIICCTBYIOMIUX
I_[I/ICI)p U CIIy’Kalee Ui rapaHTu HEJIOCTHOCTH I[aHHBIX).

CBeneHusi, BKJIIOYEHHbIE B KOJ MWJEHTU(QUKAUU TPETUYHOW (TPAHCIOPTHOM) YHaKOBKU
JIEKapCTBEHHOTO Mpenapara, MOryT 1yOIupoBaThCs B BUJE YUTAEMOTO MIEYaTHOIO TEKCTa.
(B pen. [Nocranosnenus [IpaButenscta PO ot 20.03.2020 N 311)

Kon wuaeHtudukanuu TpeTUYHON (TpaHCHOPTHOM) YMAaKOBKM JIEKApPCTBEHHOTO Ipernapara
TreHepUpyeTcsl U HAHOCUTCA Ha TPETUYHYIO (TPAaHCIOPTHYIO) YIAKOBKY JIEKapCTBEHHOIO Iperapara
SMHUTEHTaMM KOJOB MJEHTHU(UKAUU TPETUYHON (TPaHCHOPTHOMN) yIaKOBKU JIEKAPCTBEHHOTO IMperapara
METOJIaMU TeYaTH WM ATUKETUPOBAHUS.

(8B pen. ITocranoBnenus IlpaButensctBa PO ot 20.03.2020 N 311)

IV. NMpaBuna co3gaHusa, BBoAa B 3KCNyaTauuio, aKkcnyartauum
M BbiBOAA U3 3KcnnyaTtaumm CMCTeMbl MOHUTOPUHIa

11. Co3nanue, pa3BUTHE, BBOJ B SKCILTyaTallUIO, SKCIUTYaTAIMs U BBIBOJ U3 DKCILUTYaTAI[UU CUCTEMBI
MOHUTOPHUHIA  OCYIIECTBIISIIOTCA ~ ONEpPaTOpOM CHCTEMbl MOHHUTOPUMHIA IO  COIVIACOBAHHUIO C
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

MunuctepcTBoM 31paBooxpanenus Poccuiickoit ®@enepanuu u denepanpbHO Ciy>k00i 10 HAA30py B
cdepe 37paBOOXpPAaHEHHUS] B COOTBETCTBUU C TPEOOBAHHSMH K TOPSAKY CO3/IaHUS, Pa3BHTHS, BBOJA B
AKCIUTyaTaluIo, SKCIUTyaTallii U BBIBOAA U3 IKCIUTyaTallMi TOCYJapCTBEHHBIX HH()OPMALIMOHHBIX CUCTEM
U JATbHEWINEro XpaHEeHUs CoJepKalielics B WX 0a3aX MaHHBIX HWHPOPMAIUH, YTBEPKICHHBIMH
noctaHoBieHueM [IpaBurenbctBa Poccutickoit @eaepanun ot 6 uronst 2015 r. N 676 "O TpeGoBaHUSIX K
MOPSAJKY CO3JaHMsI, Pa3BUTHs, BBOJA B JKCIUIyaTallMIO, 3KCIUIyaTalluM M BBbIBOJA W3 3KCIUTyaTaluu
roCy/IapCTBEHHBIX HMH(OPMAIIMOHHBIX CHCTEM M JalbHEHILEro XpaHeHHs cojepkalleics B uX 0azax
naHHbBIX HHpopMarun'", u HactosmuM [lonoxxeHueM.

12. CO3I[aHI/Ie, Pa3BUTHUC U SKCILIyaTallusd CUCTEMbI MOHUTOPHUHI'A OCYIICCTBIIAKOTCA HAa OCHOBE!

a) oOecrieyeHHs TOJHOTHI, JOCTOBEPHOCTH, COXPAHHOCTH NPUHUMAEMOW U TIeperaBacMoil ¢
HCIOJIb30BAHUEM CUCTEMbl MOHUTOPUHIA HH(POPMALIUH, & TAK)KE CBOEBPEMEHHOCTH €€ IPEA0CTABICHMS;

0) 6€3BO3ME3THOCTH MPEIOCTABICHUS TIPOU3BOAUTEISIM JICKAPCTBEHHBIX CPEICTB COJEPIKAILICHCS B
CHUCTEME MOHUTOPHUHTa WH(OPMAIIUU O CEpUSX W MapTHAX JICKAPCTBEHHBIX IPENapaToB, MPOU3BOIUMBIX
UMU ¥ HaXOJIAIINXCS B TpaxkaanckoM o0opote B Poccutickoit denepannu;

B) CAMHCTBA OPraHU3allMOHHO-MCTOAUYICCKOI'O obecreyeHns: CUCTEMBI MOHHUTOPHHIA,

r) oOecrieueHns UCTIOJIB30BaHUS CIMHBIX PEeCTPOB, KIACCU(DUKATOPOB U CIPABOYHUKOB CUCTEMBI
MOHHUTOPHHIa, B TOM 4YHCJIEe OOS3aTeIbHBIX [UJIsI TMPUMEHEHHS B HWH(OPMALMOHHBIX CHCTEMaxX
IOPUJIMYECKUX JIUIl U UHAUBUAYATBHBIX MpEIlpUHUMATENeH, yKa3aHHbIX B 4acTsax 7 u 10 crateu 67
®enepanbHOro 3akoHa "O06 oOpalleHlH TeKapCTBEHHBIX CPEICTB";

1) o0eCreueHHs PErIaMEHTHPOBAHHOTO JJOCTYIIA K CHCTEME MOHUTOPHHTA,;
e) Oecriepe0oMHOCTH pabOThI CUCTEMBI MOHHUTOPHHTA.

13. Cucrema MOHUTOPMHIA BBOJUTCS B OKCIUIyaTalMio paboueil rpymnmoil, ¢opmupyemoit
OIIEpPaTOPOM CHUCTEMbl MOHHMTOPHHIA C y4yacTHEM IpeACTaBUTeNel 3aMHTEepPECOBaHHBIX (eaepabHbIX
OpPraHOB UCIOJHUTENILHOM BJIaCTH.

14. Cucrema MOHUTOpPUHTA OOECIICUHUBAET:
a) MPOBEPKY JOCTOBEPHOCTH CPEICTB UIACHTHU(PHKALUY;

6) MMPOCJIICIKUBACMOCTD ABUKCHUS JICKAPCTBCHHBIX IIPCIIAPATOB OT MPOU3BOAUTEIIS JICKAPCTBCHHBIX
CpCACTB 1O KOHCYHOI'O HOTp€6I/ITeJ'I${;

B) OJIOKMpOBaHWE MpPHUHATUS HH(DOPMALUHU, MPEICTaBIAEMONM B COOTBETCTBUUM C HACTOSALIMM
[TonoxxeHneM B cHCTEMY MOHUTOPHHTA.

15. Cuctema MOHUTOPUHTA COJIEPKUT CIICAYIONIYIO HH(OPMAIIUIO:
a) CBeZICHUS 0 CyOBhEeKTax oOpaIIeHHs JICKaPCTBEHHBIX CPE/ICTB;

0) cBesleHUs O JIEKapCTBEHHBIX Ipernaparax u 00 ux odbopore.
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16. OCHOBHBIMU HCTOYHUKAaMH HH(POPMAIHH, COJICPIKAIIEHCS B CHCTEME MOHUTOPHUHTA, SIBIISIOTCSL:
a) CyOBEKTHI 00OpallIeHus JIEKAPCTBEHHBIX CPEJICTB;

0) denepanpHble OpraHbl UCIOJHUTEIBHON BJIACTU NMPH OCYIIECTBICHHUM MMHU CBOMX (PYHKIMHA C
MCIOJIb30BAHUEM T'OCYIaPCTBEHHBIX WH(OPMAIIMOHHBIX CHCTEM.

17. KoaddurueHT 10CTyITHOCTH CUCTEMbl MOHUTOPHHTA COCTaBJseT HE MeHee 99,5 mporeHta 6e3
ydeTa 3arIaHUPOBAHHBIX MEPUOIOB OOCTYKUBAHUS.

Texandeckoe 00CITy)XKMBaHHE CHCTEMbl MOHHTOPHMHIA IPOBOJIUTCS HE Hamie 4 pa3 B rojl, IepHOA
TEXHUYECKOTO 00CITYKUBAHHSI COCTABIISIET He OoJiee 24 4acoB.

V. NMopsaaok B3aumMoaencTBMA CUCTEMbl MOHUTOPUHIa
C UHbIMU rocyaapCcTBEHHbIMU UH(POPMALIMOHHBIMU CUCTEMAMUN
M UHPOPMALMOHHBLIMU CUCTEMAMM CYOBLEKTOB OOpaLleHus
NeKapCTBEHHbIX CpeacTB

18. Cuctema MOHUTOPUHTIa B3aUMOACHCTBYET CO CIEAYIOIUMU HH(HOPMAIIMOHHBIMU CHCTEMaMHU:
a) €IUHBINA PeeCTp JUIEH3UM Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPE/ICTB;

0) enuHBII peecTp JHUICH3UI, B TOM YHWCJE JIMIIEH3WM, BBIJAHHBIX OpraHamMH TOCYyJapCTBEHHON
Biactu cyOwbekToB Poccuiickoit ®depepan B COOTBETCTBUU C TIEPEAAHHBIM IMOJTHOMOYHEM TIO
JTUIEH3UPOBAHUIO OT/IEIBHBIX BUIOB ACSITEILHOCTU B chepe OXpaHbl 3I0POBBS;

B) e/IMHAs TOCYIapCTBeHHAsI HH(POpMAIIMOHHAs cCHcTeMa B cepe 3paBOOXPaHCHUS;
T') UHBINA TOCYIaPCTBEHHBIN PEeecTp IOPUANUYECKUX JIUIL;
1) €IUHBINA TOCYIapCTBEHHBIN PEECTP NHAUBUAYAIbHBIX NPEATNIPUHUMATENEH;

e) FOCYI[apCTBCHHHﬁ peecTp aKKpCAUTOBAHHBIX (1)I/IJ'II/IaJ'IOB, NpEACTAaBUTCIILCTB HWHOCTPAHHBIX
IOPUINYCCKUX JIUIT;

’K) aBTOMAaTU3HpoBaHHas mH(popMaimoHHas cucrema denepanbHO CiykObl IO HAaI30py B cdepe
3/1paBOOXPaHEHUS;

3) Enunas aBromaruszupoBaHHas HH(GOPMAIMOHHAS CCTEMa TaAMOYKEHHBIX OPTaHOB;
1) UHQOPMAIIMOHHBIE CUCTEMBI CYOBEKTOB OOpalIeHUS JIEKAPCTBEHHBIX CPECTB.

19. CBCI[CHI/ISI, MNpeaACTaBIsAICMbIC TroCcy1apCTBCHHBIMHA I/IH(I)OpMaI_[I/IOHHLIMI/I CUCTEMaMH
CbellepaJ'II)HI)IX OpraHoB HCIIOJIHUTEIRHON BJIAcCTU B CUCTEMY MOHUTOPHHIA, a TaKXE CBCIACHUA,
nepeaaBacMbIC U3 CUCTCMbI MOHUTOPHHT'A, IPUBCACHBI B IIPHUJIOKCHUU N 1.

20. B pamkax uH(OpPMAIIMOHHOTO B3aMMOJEHCTBHS CHCTEMa MOHUTOPHHIA OCYIIECTBISET 0OMEH
CBEICHUSIMHM C T'OCYJIapCTBEHHBIMH MH()OPMALMOHHBIMU CHUCTEMaMH 3aMHTEPECOBAHHBIX (eepalbHbIX
OpraHOB WCIIOJIHUTEIILHONW BJACTH W OPraHOB HCIIOJIHUTEIBHONW BIAacTH CyOBekTOoB Poccuiickoi
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denepanuu, B TOM qyucIie MIOCPEJICTBOM UH(PACTPYKTYPBHI, oOecrnieunBarolen
MH(POPMAIMOHHO-TEXHOJIOTHYECKOE B3aUMOJICHCTBHE HMH()OPMAIIMOHHBIX CHCTEM, HCIIOJIb3YEMBIX s
MIPEAOCTABIICHUS] TOCYAAPCTBEHHBIX M MYHMIIMNAIbHBIX YCIYI W MCHOJHEHUS TOCYJAPCTBEHHBIX U
MYHULIUNATBHBIX (QYHKIMHA B 2IIEKTPOHHOHN (opMme.

CucreMa MOHUTOpPUHIA MOJKJIIOYAETCA K €AMHON CHUCTEME MEXBEIOMCTBEHHOI'O AJIEKTPOHHOIO
B3aUMOJICHCTBUSL B COOTBETCTBUM C mnoctaHoBiieHueM llpaBurenscrtBa Poccuiickoit @enepauuu oT 8
centsa6ps 2010 r. N 697 "O enuHON cHCcTeMe MEKBEIOMCTBEHHOTO 3JIEKTPOHHOTO B3aMMOJICHCTBH" Ha
0e3BO3ME3IHOI OCHOBE.

21. B3aumopneiicTBHE CHUCTEMbl MOHUTOPUHTA C HH(OPMALMOHHBIMU CHCTEMaMHU CyOBEKTOB
oOpalIeHusl JEKAPCTBEHHBIX CPEJICTB OCYILECTBIIACTCS MOCPEACTBOM WH(POPMAIMOHHBIX 3JIEKTPOHHBIX
CEpBHCOB C HCIOIb30BAaHMUEM CTAHIAPTHBIX IPOTOKOJIOB U UHTEP(PEICOB AIEKTPOHHOTO B3aUMOICHCTBUSI.

22. TexHHWYECKHE CTaHAAPTBl U TPEOOBAHUA K TEXHOJIOIMYECKOH COBMECTMMOCTH CHUCTEMBI
MOHHUTOPHUHra ¢ MHPOPMALMOHHBIMU CUCTEMaMH, YKa3aHHbIMU B IyHKTe 18 Hactosamero Ilomoxenus,
YCTaHABJIMBAIOTCS ~ ONEPAaTOPOM  CHCTEMbl MOHUTOPHMHIa B  COOTBETCTBUU C  TpeOOBaHUSIMU
3akoHoaarenbcTBa Poccuiickoit denepannu B chepe nHPOPMALMOHHBIX TEXHOJIOTHH 110 COITIaCOBAHUIO C
MunHCcTEpCTBOM HHU(POBOTO PA3BUTHSA, CBS3H M MACCOBBIX KOMMYHHKaImii Poccuiickoit ®@enepanuu u
orepaTropoM MHGOPMALIMOHHOMN CUCTEMBI, C KOTOPOH OCYILECTBIIAETCS B3aUMOACHCTBUE.

VI. NMopsiaok BHeceHus1t uUHopMaLun O NieKapCTBEHHbIX
npenaparax B CACTeMY MOHUTOPUHra cyobekramu obpaiieHus
neKapcTBeHHbIX CPeACTB U ee COCTaB

23. BHecenue nH(popMaluu 0 JEKapCTBEHHBIX MpernapaTax B CUCTEMY MOHUTOPUHTA MPOU3BOJAUTCS
cyObeKTaMu OOpallleHus JEKaPCTBEHHBIX CPEACTB IMOCIE MPOXOXKIACHHUS MMH PETUCTPAIMU B CHCTEME
MOHHUTOPHHTA U MPEAOCTABICHUS UM JIMUYHOTO KabuHeTa CyOheKTa 0OpaleH s IeKapCTBEHHBIX CPEACTB.

Peructpanus cyObekTOB OOpalieHusl JIEKApCTBEHHBIX CpPEACTB B CHCTEME€ MOHMTOPHUHIa H
NPEJOCTaBIIEHUE JIMYHOTO KaOMHETa OCYILIECTBISIOTCS Ha OCHOBAaHUHU JIOCTOBEPHBIX CBEJCHUH,
MIPE/ICTAaBICHHbIX CyObEeKTaMU OOpallleHus JEKapCTBEHHBIX CpPEICTB B CHCTEMY MOHUTOpPUHIA B
3JIEKTPOHHOM BHJE, M JIOKYMEHTOB, IpezcTaBiseMblx B dexepanbHylo cinyk0y Mo Haa3opy B cdepe
3JIpaBOOXPAHEHMS.

24. Jlas OCYyLIECTBIEHHS PpErucTpallud B CHUCTEME MOHMUTOPUHra CyOBEKTHl OOpalieHus
JIEKAPCTBEHHBIX CPEACTB - OpraHM3aluy, IPU3HABAEMble HAJIOTOBBIMU pe3uaeHTamu Poccuiickoit
denepanny, UHAUBUAyaIbHBIE IIPEANPUHUMATENIN U PEICTABUTEIBCTBA HHOCTPAHHBIX OPraHU3alui Ha
tepputopun Poccuiickoit denepanuy, SABISIOMMXCS AP KATEIIMU WIH BIAJEIbLIAMHA PErUCTPALMOHHOIO
yJIOCTOBEpEHHsI, BHOCAT B PErHCTPALMOHHYIO (OpPMY CHCTEMbl MOHHUTOPHHIA, Pa3MELICHHYIO Ha
ouIMaTBEHOM caiiTe orepaTopa CUCTEMbl MOHUTOPUHIA B MH(QOPMAIIMOHHO-TEIEKOMMYHHUKAIIMOHHON
cetu "HHTepHeT", B DJJIEKTPOHHOM BHJE CIEAYIOIIUE CBEACHMS, NOJANUCAHHBIE YCHUIECHHON
KBAIM(UIMPOBAHHON 3JIEKTPOHHOW TMOJMKMCHIO PYKOBOAMTENS OpraHu3auuu (IpelIcTaBUTENbCTBA
WHOCTpPaHHOW oOpraHu3anud Ha TeppuTopun Poccuiickoit @enepauuu) WM HUHAUBUIYAIHHOTO
MpEeANPUHUMATEIS:

HI[CHTH(I)HK&HHOHHLIﬁ HOMCPp HAJIOTOIJIaTCJIBIIIUKA,
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CBEJICHUS O HAJIMYMH JHOO 00 OTCYTCTBHMHM JIMIEH3MM HA MPOU3BOJCTBO JIEKAPCTBECHHBIX CPEJCTB,
JUIEH3UM Ha (apMaleBTHUECKYIO JEATENIbHOCTh (BKJIIOYAs ONTOBYIO M PO3HHYHYIO TOPTOBIIIO
JIEKapCTBEHHBIMU CPEJICTBAMH), JIMICH3MM Ha JAEATEIBHOCTH 1O O00O0pOTYy HApKOTHYECKHUX CpPEACTB,
NICUXOTPOITHBIX BEIIECTB M HUX MPEKYPCOPOB, KYJIbTHBHPOBAHUIO HAPKOCOAEPIKALIMX PACTCHUHA U
JMLEH3UH Ha METUIIMHCKYIO AEATeIbHOCTD;

(B pen. [locranoBnenus IlpaBurenscrea PO ot 20.03.2020 N 311)

dbaMuius, UMs, 0T4eCTBO (ITPH HATUYWH) U TeJIe(OH KOHTAKTHOTO JIMIIA;
aJpeC IEKTPOHHOU IMOYTHI.

CyObekThl 0OpalleHHsl JEKapCTBEHHBIX CPEICTB - OpraHM3allly, IPU3HABAEMbIE HAJOTOBBIMU
pesunentamu Poccuiickont denepanny, MHIMBUAyaIbHBIC IPEAIIPUHUMATENN, HE UMEIOIIME JINLIICH3UU Ha
IIPOM3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, JMIEH3MU Ha (DapMaleBTUUECKYIO JESTEIbHOCTh (BKJIIOYas
ONTOBYI0 M PO3HUYHYIO TOPIOBIIIO JIEKAPCTBEHHBIMHM CPEJICTBAMH), JMIEH3UM Ha JAEATEIbHOCTH IIO
000pOTYy HApKOTMYECKUX CPEJICTB, NCHUXOTPOIIHBIX BEIIECTB U MX IPEKYPCOPOB, KyJIbTUBUPOBAHHIO
HapKOCOAEpkKalllUX PACTEHUN U JIMIEH3UN Ha MEIULMHCKYIO ESTEIbHOCTD, a TAKXkKe IPEICTaBUTEIIbCTBA
MHOCTPaHHBIX OpraHu3anuil Ha tepputopun Poccuiickoil Penepanuu, SBISIIOIMXCSA IEPKATENIMU WUIH
BJIQ/IETIbLIAMU  PETUCTPALIMOHHOIO YAOCTOBEPEHUS W HE HMEIOLUX JIMLIEH3UW Ha IPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJACTB, JHUIEH3MM Ha (PapMaleBTUUECKYIO JeSTeNbHOCTh (BKJIOYas ONTOBYIO U
PO3HHYHYIO TOPTOBJIO JIEKAPCTBEHHBIMU CPEICTBAMHM), JIMIEH3UM HAa JESATEIBHOCTh IO 000pOTY
HAapKOTHYECKUX CpPEACTB, IICUXOTPONHBIX BEHIECTB M MX IPEKYpCOpPOB, KYJIbTUBUPOBAHHUIO
HapKOCOAEpkKalllUX pacTEHUH U JIMLIEH3UN HAa MEIULIMHCKYIO IeATEIbHOCTh, HE No3aHee 10 KajeHJapHbIX
JHEW ¢ JaThl BHECEHMs CBEAEHUH, NMPelyCMOTPEHHBIX a03allaMM BTOPBIM - ISITHIM HACTOSALIETO IyHKTA,
NpeACTaBIAIOT Takke B denepanbHyro ciyx0y 1Mo Haa3opy B cdepe 3ApaBOOXpaHEHUsS 3asBICHHE O
perucTpani B CHUCTEME MOHUTOpHMHra (Jajnee - 3asBlieHHE) Ha OyMa)KHOM HocuTene 1o ¢opme,
yTBepkKAeHHOU MUHKCTEPCTBOM 311paBooxpanenus Pocculickoit denepanumu.

(B pen. Iocranosnenus IpaButensctBa PO ot 20.03.2020 N 311)

Perucrpanuss B cucreMe MOHHMTOpPUHTA CyOBEKTOB OOpaleHusi JEeKapCTBEHHBIX CPEACTB -
OpraHu3allyii, MpyU3HaBa€MbIX HAJIOTOBBIMU pe3ujieHTaMu Poccuiickoil denepanuu, 1 MHIUBUYIbHBIX
MpeAnpUHUMATENIeH, UMEIONIUX JIMIICH3WH Ha TMPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB, JIMIICH3WH Ha
(bapMalleBTUUECKYIO JEATENbHOCTh (BKIIIOYAsh ONTOBYIO M PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMHU
CpelICTBaMHM ), JINIIEH3UHU Ha JEATEeIbHOCTh TT0 000POTY HAPKOTHUYECKUX CPEJNICTB, IICUXOTPOITHBIX BEIIECTB
U UX TMPEKYpCOpPOB, KYyJIbTUBUPOBAHUIO HAPKOCOAEPKAIIMX PACTEHUN M JIMIIEH3UM HA MEIULUHCKYIO
NEeSTETbHOCTh, MOXET OCYHIECTBISATHCA C  HCIOJIb30BaHHEM  (eepalibHOW  TOCYAapCTBEHHOU
nH(popMannoHHON cucteMbl "EnnHas cuctema uaeHTUPUKAIMN U ayTeHTU(PUKALIUN B UHPPACTPYKTYPE,
oOecrieunBaromiel MHGOPMAITMOHHO-TEXHOJIOTMUECKOE B3aUMOJACHCTBHE HWH(OPMAIIMOHHBIX CHUCTEM,
WCIIONB3YEMBIX MJIs MPEJOCTABICHUS] TOCYJApPCTBEHHBIX M MYHHUUUIAIBHBIX YCIYyT B 3JEKTPOHHOU
dhopme".

(a63an BBenen [locranoBnennem [IpaButenscrtBa PO ot 21.07.2020 N 1079)

25. Jlng oOcCylIeCTBIEHUS PETUCTpAallud B CUCTEME MOHMTOPHMHra CyOBeKThl oOpalleHus
JIEKapCTBEHHBIX CPEJICTB - MHOCTPAHHBIE OPraHU3alliH, SBILSIIOIIMECS AEpXKaTelsIMU WIHM BlaAeiablaMu
PETUCTPAIMOHHOTO  yJIOCTOBEPEHUSI, HE TMPU3HABAEMbI€ HAJIOTOBBIMU pe3UAEHTaMH Poccuiickon
Qenepani M HE MMEIOIIME IPEACTABUTENBCTB Ha Teppuropun Poccuiickoit denepaunn, BHOCAT B
pPErUCTPallMOHHYI0 (OPMY CHUCTEMbl MOHUTOPHUHIA, Pa3MEIIEHHYI0 Ha OQUIIMAIBHOM CaiiTe oreparopa
CHCTEMbl MOHUTOPHHTA B WH(POPMAIIMOHHO-TEJIEKOMMYHHUKAIIMOHHOM ceT "MHTepHeT", B 3JIEKTPOHHOM
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BUJIC CIICYIOIIUE CBEIACHHUS:
HaMMEHOBAHHUE JIEPKaTelIsl MM BIIAJIeNbIa PETUCTPALIMOHHOTO YOCTOBEPEHUS;
KOJI HAJIOTOTLIATEIIbINKA B CTPAHE PETHCTPALINY;
KOJ[ CTpaHbl PETUCTPAIINH;
dbaMuus, UMs, 0TYECTBO (ITPH HAIMYKHN) U TeIe(POH KOHTAKTHOTO JINIIA,
aJpeC EKTPOHHOU IMOYTHI.

Y1orHOMOYEHHbIE IPEICTAaBUTENN CyOBEKTOB 00pallleHus JIeKapCTBEHHBIX CPEJICTB - HHOCTPAHHBIX
OpraHM3alyi, SBISIOLIMUXCA JIEPKATEIAMU WJIM BIIAJEIbIIAMUA PETUCTPALIMOHHOTO YAOCTOBEPEHUSA, HE
MIPU3HABAEMBIX HAJIOTOBBIMU pe3ujieHTamMu Poccuiickoii denepaliiu U HE UMEIOIIMX MPEICTaBUTEIbCTB
Ha tepputopuu Poccuiickoii deneparuu, He no3aHee 10 KajleHIapHBIX THEH ¢ JaThl BHECEHUS CBEIICHUIM,
MPEeyCMOTPEHHBIX a03allaMd  BTOPBIM - IIIECTHIM HACTOSIIEro IMYHKTa, TMPEICTABIAIOT TaKXKe B
OdenepanibHyl0  CIy’)k0y 10 Ham3opy B cdepe 3ApaBOOXPAHCHUS OPUTHHAIBI JIOKYMEHTOB,
MOATBEPKIAIOIIUX MPABO MPEICTABICHNUS HHTEPECOB YKAa3aHHBIX CYOBEKTOB 00pallleHus IEKapCTBEHHBIX
CpelIcTB, W 3asBICHHME Ha OyMaXHOM Hocutene 1o (Gopme, YTBEpKIeHHOW MMUHHUCTEPCTBOM
3apaBooxpanenust Poccuiickon denepanuu.

26. OOpaboTka ¥ TPOBEpKAa CBEACHUH, NPEICTABISEMBIX B CHCTEMY MOHUTOPHHTA JUIS
pErHCTpalyy, MPOU3BOAUTCS B aBTOMAaTHYECKOM PEXUME, B TOM YHCIIE TOCPEICTBOM B3aUMOJICHCTBUS C
HHBIMH TOCYAapCTBCHHBIMU HHq)OpMaHHOHHBIMH CUCTEMaMHU C HMCIIOJIb30BaHUEM CHHHOﬁ CHUCTEMBI
MEKBEIOMCTBEHHOTO 3JICKTPOHHOTO B3aMMOJICUCTBHA, B TeueHHWe 14 paboumx AHEH C JaThl MOJa4yH
cyObeKTaMu 0OpalleHus JIEKapCTBEHHBIX CPEJICTB CBEJICHHUI B CHCTEMY MOHHUTOPHHTA.

QenepanbHas ciaykba Mo Haa30py B cdepe 3IpaBOOXpaHEHHMsS pacCMaTpUBAaeT 3asBICHUS,
MNpEaACTAaBJICHHBIEC B COOTBETCTBUU C a63aueM MIECTbIM ITYHKTA 24 HaCTOsAIICTO HOJ'IO)KGHI/I?I, a TaK¥XKeE
3asBJICHUS U OPUTHMHAJIBI JOKYMEHTOB, IPECTAaBICHHbIE B COOTBETCTBUH C ab3aleM CeAbMbIM ITyHKTa 25
Hactosuero [lonoxenus, B cpok He Oonee 5 pabouux AHEH W mepenaeT MHPOPMAIMIO O pe3yJsibTaTax
paccMOTpeHMs 3asiBICHUIl U OPUTHMHAIIOB JOKYMEHTOB B CHCTEMY MOHUTOpHHTa B TedeHue 1 pabouero
AHA CO OHA NPHUHATHA COOTBETCTBYIOIICTO PCIHICHUSA.

Pemenne o perucrpauuu (00 OTKa3ze B perucTpanuu) cyObekTa oOpalleHHs JIeKapCTBEHHBIX
CpPEICTB B CHUCTEME MOHHUTOpPHHra mnpuHumaercs @exnepanbHON cioyk00i 1o Haa3opy B cdepe
3/IpaBOOXPaHEHMsI TOCPEICTBOM (DYHKIIMOHAJIA CHCTEMbl MOHUTOPHHTA.

Pemenne o perucrpanuu cyobekTa oOparieHus: JeKapCTBEHHBIX CPEJICTB B CHCTEME MOHUTOPHHTA
MIPUHUMAETCS TPU OTCYTCTBUH PACXOXKICHHUN MEXIy HMHPOpMAIUel, MpeayCMOTPEHHOU 3asBICHUEM, U
CBEJICHUSIMH, BHECEHHBIMH B CHCTEMY MOHHUTOPHHTA (B CIydasX, KOrJa 3asBICHHUS MOJABAINCH B
COOTBETCTBHUH C ad3allaMu IIECThIM MyHKTa 24 U ceAbMbIM MyHKTa 25 HacTosmero l[lonoxenus), u mpu
MTOATBEPKICHUH TOCTOBEPHOCTH CBEJIEHN, BHECECHHBIX B CUCTEMY MOHUTOPHHTA.

27. CY6’bCKTaM 06paH_ICHI/I$I JICKApCTBCHHBIX CPCACTB OTKA3bIBACTCA B PCrUCTpallid B CUCTEMC
MOHHUTOPHHTIA IO CICAYIOIUM ITPUYINHAM:
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

a) B OTHOIICHUU TPOM3BOAMTENCH JIEKAPCTBEHHBIX CPEICTB Ha TeppuTopuu Poccuiickoii
@denepanuu, OCYIICCTBISIONUX MPOU3BOJICTBEHHBIC CTaauu (acoBKH (YIMAKOBKH) JICKAPCTBEHHBIX
MpenapaTtoB BO BTOPUYHYIO (IMOTPEOUTENBCKYI0) YIAKOBKY M (WMJIM) TPETHYHYIO (TPAaHCIOPTHYIO)
YIAKOBKY (2 IIPH €€ OTCYTCTBHUH - B IEPBUYHYIO YIIAKOBKY) JICKAPCTBEHHBIX MPEMapaToB:

HECOOTBETCTBME JIaHHBIX BJaJesblla KBAJU(UIMPOBAHHOIO CepTH(UKATa KIoYa MPOBEPKU
AJIGKTPOHHOW MOANUCH (Jajmee - KBATU(HUIMPOBAHHBIA CepTU(PUKAT) JIaHHBIM PYKOBOIUTEIS
OpraHu3alyM, a TaKKe OTCYTCTBHE CBEICHMH O KBaIM()UUUPOBAHHOM cepTU(UKATE, BBIJAHHOM
PYKOBOAUTEIIO OPraHU3aLHH;

OTCYTCTBHUC CBCI[GHI/Iﬁ O 3aIIucCiXx B EI[I/IHOM ToCyJapCTBEHHOM PEECTPE OPUANICCKUX JINII;

OTCYTCTBHE CBEJICHUHN O JAEHUCTBYIOLIEH JIMLIEH3UU B EIMHOM peecTpe JMUEH3UMH Ha POU3BOJICTBO
JIEKAPCTBEHHBIX CPEJICTB;

0) B OTHOLICHUU JAeprKaTelled WIN BIIaJENbLEB PETUCTPALIMIOHHOIO yA0CTOBEPEHHs (B Cllyyae KOrjaa
JIEKapCTBEHHbIM IpenapaT MpOU3BOAUTCS 3a mpenenaMu Poccuiickoit ®Penepanuu), SBISIOLIMXCS
OpraHu3alMsaMM, IIPU3HABAEMBIMU  HAJIOTOBBIMH  pesuaeHTamu  Poccmiickonn  ®enepanum  wim
MHIVBUAYAIbHBIMU NIPEANPUHUMATEISAMU U HE MMEIOIIMMH JIMLIEH3UN Ha POU3BOJCTBO JIEKAPCTBEHHBIX
CpPEACTB, JILIEH3UU Ha (DapMaleBTHUECKYIO JEATENLHOCTh (BKJIIOYAs ONTOBYIO U PO3HHYHYIO TOPTOBIIIO
JIEKapCTBEHHBIMHM CPEJICTBAMM), JHULEH3UMM Ha JAEATENbHOCTh MO 000pOTY HAPKOTUYECKHX CPEACTB,
IICUXOTPOIIHBIX BEIIECTB W HX IPEKypPCOpPOB, KYJIbTUBUPOBAHUIO HAPKOCOJACP)KAIIUX PACTCHUH U
JULEH3UU HAa MEJULMHCKYIO 1€ATEIbHOCTD!

(B pen. [locranosnenus IlpaBurenscrea PO ot 20.03.2020 N 311)

HECOOTBCTCTBUC JaHHBIX BJIaACJIbIla KBaJ'II/I(bI/IL[I/IpOBaHHOFO CepTI/I(I)I/IKaTa JAaHHBIM PYKOBOIUTCIIA
opranm3aivi Wi WHAUBUAYAJIBHOI'O NPCANIPUHHUMATCIIA, OTCYTCTBUC CBCI[CHI/Iﬁ (0) KBaJII/I(i)I/IIlI/IpOBaHHOM
CepTI/ICI)I/IKaTe, BBIJIAHHOM PYKOBOJAUTCIIIO OpraHru3allvui UK HHAUBUAYAJIbHOMY IIPEANIPUHUMATEIIIO,

OTCYTCTBHE CBEJICHUU O 3amucaX B EJUHOM rocygapCTBEHHOM DPEECTPE HOPUAMYECKUX JIML] WU
EnuHoM rocynapcTBEHHOM peecTpe HHANBUAYaAIbHBIX IIPEANPUHUMATEIIEH;

HaJIMYue PacXoKICHUN Mex 1y nHpopMaluei, NpelyCMOTPEHHOH 3asBlIEHUEM, IPEICTABICHHbBIM B
COOTBETCTBMM ¢ ab3aleM mIecThiM NyHKTa 24 Hacrosimero IlonoxkeHus, U CBEJCHUSAMH,
IIPEACTABICHHBIMHA B CHCTEMY MOHUTOPHHTIA;

B) B OTHOIICHMH HHOCTPAHHBIX OpPTaHU3AlMHA, JEepKaTelel WIM BIaJeNbleB PErUCTPALIMOHHOTO
YIOCTOBEPEHHUSI, HE MPU3HABAEMBIX HAJIOTOBBIMU pe3uaeHTaMu Poccuiickoit deaepanuy 1 He UMEIOIIUX
MPEICTaBUTENLCTB Ha TeppuTopun Poccuiickonn ®Penepaunu, - HaJIUYUE PACXOKICHUN MEKIY
nH(popMaluen, MpeayCMOTPEHHON 3asBJIICHUEM, MPECTABIEHHBIM B COOTBETCTBUM C a03alleM CEIbMbIM
nyHkTa 25 Hacrosero [lonoxenus, u cBeIeHUSAMHU, IPEACTAaBICHHBIMU B CUCTEMY MOHUTOPHHTA;

I) B OTHOUICHHM IMPEACTAaBUTEIbCTB HMHOCTPAHHBIX OpraHu3aluii Ha Ttepputopun Poccuiickoii
denepannu, ABISAIOIIUXCS AepKaTEIIAMU WIH BIIaJEIblaMU PETUCTPALIMOHHOIO Y IOCTOBEPEHHUS:

HECOOTBETCTBHE JIaHHBIX Bia/eiblla KBATU(GUIUPOBAHHOTO cepTHU(UKATa JAHHBIM PYyKOBOJIUTEIS
NPEJICTaBUTENIbCTBA, @ TaKXKE OTCYTCTBHE CBEIEHUH O KBaIM(PUUIUPOBAHHOM cepTH(HKATe, BBIJAHHOM
PYKOBOJUTEIIIO MTPENCTaBUTENBCTBA;
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

OTCYTCTBHUC CBeI[eHI/Iﬁ 0 3aIucix B TOCYJApCTBEHHOM pPEECTPE AKKPEAUTOBAHHBIX (bI/IJ'II/IaJ'IOB,
MNpEACTABUTCIILCTB MHOCTPAHHBIX IOPUIUYICCKUX JIUIL;

HaJINYME PACXOXkKAECHUN MEXIy HH(pOpMaLMen, IPEeIyCMOTPEHHOM 3asBI€HUEM, NIPEICTABICHHBIM B
COOTBETCTBMHM ¢ ab3ameM miecThiM NyHKTa 24 Hacrosimero IlonoxkeHus, ¥ CBEJCHUSAMH,
IPEJCTaBICHHBIMU B CHCTEMY MOHHUTOPHMHIa (A MPEACTaBUTEIbCTB MHOCTPAHHBIX OpraHU3alUil Ha
tepputopun Poccuiickoit denepanuy, ABISIOMMUXCSA AP KATEIIMU WIK BIAJEIbLAMHA PErUCTPALMOHHOIO
YAOCTOBEPEHUSI M HE MMEIOUIMX JIMLEH3UH Ha IPOU3BOJCTBO JIEKAPCTBEHHBIX CPEICTB, JIMLEH3UU HA
(bapMaIieBTUYECKYIO0 JEATENIbHOCTh (BKJIIOYas ONTOBYID M DPO3HUYHYIO TOPrOBIIO JICKAPCTBECHHBIMH
CpeACTBaMHU), JIMLIEH3UU Ha IEATEIbHOCTh 10 000pOTY HAPKOTHUUYECKUX CPEICTB, ICUXOTPOITHBIX BEILECTB
U UX INPEKYpCOpPOB, KyJIbTUBUPOBAHUIO HAPKOCOAEPKALIUMX PACTCHUN M JIMLEH3UU HA MEAMIMHCKYIO
JEeSATEITBbHOCTH);

(B pen. [locranoBnenus IlpaBurenscrea PO ot 20.03.2020 N 311)

J) B OTHOLICHWU OPTaHM3ali ONTOBOI TOPTrOBJIM JIEKAPCTBEHHBIMU CPEICTBAMHU (B TOM YHCIIC
OCYIIECTBISIONIMMU (PYHKIIMHU MO ayTCOPCHHTY), OPTaHU3allMil PO3HUYHOW TOPTOBIU JIEKAPCTBEHHBIMH
npenaparamMu, MEJUIMHCKUX OpraHU3alMi 1 UHIUBHYaIbHBIX IPEAPHUHIMATEICH:

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

HECOOTBETCTBHME JAHHBIX BIaJeNbla KBAIN(UIUPOBAHHOIO cepTU(UKATa JaHHBIM PYKOBOIMTEIS
OpraHu3alli, a TaKKe OTCYTCTBHE CBEICHHA O KBATH(DUIIMPOBAHHOM CepTHU(HUKATE, BBIIAHHOM
PYKOBOAUTEIIO OPraHU3aLluH;

OTCYTCTBHE CBEICHUU O 3aluciaX B EJUHOM rocyaapCTBEHHOM pPEECTpe HOPUAMYECKUX JIML] WU
Enunom rocyiapcTBEHHOM peecTpe HHAMBUAYaAIbHBIX IIPEANPUHUMATEIICH;

OTCYTCTBHE CBEACHUN O JEHUCTBYIOIIECH JIMLIEH3UU B €IUHOM pPEECTpE JMUUEH3HMM, B TOM YHUCIE
JMIIEH3UH, BBIIAHHBIX OpraHaMM TOCYAapCTBEHHOW BiacTH cyObekToB Poccuiickoit denepanuu B
COOTBETCTBHUH C NMEPEJAHHBIM IIOJJHOMOYHEM I10 JIUIEH3UPOBAHUIO OTACIBHBIX BUIOB JESITEIBHOCTH.

(B pen. [locranosnenus Ilpasurenscrea PO ot 20.03.2020 N 311)

28. Ilo pesynpTaTaM perucTpanuu cyObeKTa OOpalleHusi JEKApCTBEHHBIX CPEJCTB B CHCTEME
MOHHUTOPHHTA U TIPEIOCTABICHUH €My JJUYHOTO KaOMHETa Ha aJpec AIEKTPOHHOM MOYTHI, YKa3aHHBINA MPU
moagayde CBC}ICHHﬁ, orneparopoM CHUCTEMBI MOHHUTOpPHHI'a C HCIOJb30BaAHUEM @YHKHHOHaHa CHUCTEMBI
MOHHUTOPHHTA OTIPABISETCS COOTBETCTBYIOIIEE yBenomiieHHe. [Ipu 3TOM MOBTOpPHOE HCMOIb30BAHHE
OAHOIrO M TOIro XKC aapceca 3J'I€KTpOHHOI\/JI MMOYThI JIA PETUCTpalvn JIAYHBIX KaOMHETOB Ppa3IMIHBIX
CyOBEKTOB OOpallleH sl IEKAPCTBEHHBIX MPENapaToB HE JOMYyCKaeTCsl.

29. CyObekT oOpalieHus JeKapCTBEHHBIX CPEJCTB, MOJIYYHMBIIUN YBEJOMJIEHUE O pErucTpaiuu B
cHUCTeMEe MOHUTOPHHIA, NMPH aKTHUBAUMU (YyHKIMHA JTUYHOTO KaOWHETa BHOCUT B CUCTEMY MOHUTOPHHIA
IepeueHb aJAPECcCOB MECT OCYIIECTBICHHS AEATEIBHOCTH ITyTEM BBIOOpAa TAaKOro ajapeca W3 aapecos,
yKa3aHHBIX B JIMIIEH3UAX Ha MPOM3BOJICTBO JIEKAPCTBEHHBIX CPEICTB, JHUIIEH3UAX Ha (hapMaleBTHUECKYIO
JeSTeTbHOCTh (BKIIOYAst ONTOBYIO M PO3HHYHYIO TOPTOBJIO JIKAPCTBEHHBIMU CPEACTBAMH), JTHIICH3HUAX
Ha JIEATENBHOCTh 10 O00OpPOTY HAPKOTUYECKMX CPEACTB, MCHUXOTPOITHBIX BEIIECTB M UX IMPEKYPCOpPOB,
KYJIbTUBUPOBAHHIO HAPKOCOACPIKAIINX PACTCHUHN W JINIIEH3USIX HAa MEIUIIUHCKYIO NI TEITFHOCTD, a TAKXKe
nepeveHb aipecoB GpapMalleBTUYECKUX CKJIA0B (TIPU HAJTMYUH YKA3aHHBIX JUILIEH3UN).

(B pen. [locranosnenus IlpaBurenscrea PO ot 20.03.2020 N 311)
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

CyObekT oOpallieHusi JeKapCTBEHHBIX CPENICTB - JIep)KaTelb MM BIAJeNel] PerucTpalioOHHOrO
YIOCTOBEPEHHUSI TPOU3BEAECHHOIO BHE TeppuTopuu Poccuiickoii denepannu JEeKapCTBEHHOIO mpenapara
U (UJIM) ero MpeACTaBUTENLCTBO Ha Tepputopun Poccuiickoit denepannu, NOIyYUBIINE YBEAOMICHHE O
perucTpan B CHUCTEME MOHHUTOPUHTA, BHOCAT B CHCTEMYy MOHHUTOpPUHTa wWH(pOpMAIHIO O
MIPOM3BOJICTBEHHBIX IUIOMIAJIKAX, OCYIIECTBISIONIUX MPOU3BOACTBEHHYIO CTaAui0 (hacoBKU (YIIaKOBKH)
JIEKapCTBEHHBIX MPENapaToB BO BTOPUYHYIO (MOTPEOUTENBCKYI0) YIAKOBKY JEKapCTBEHHOTO IperapaTa
(a mpu ee OTCYTCTBUHU - B NEPBUUHYIO YIAKOBKY JIEKQPCTBEHHOTO IperapaTra) U MPOU3BOJCTBEHHYIO
CTaJIMI0 BBITYCKAIOLIETO KOHTPOJIS KA4eCTBA.

30. Ilepenaua cBeneHUi CyObEKTaMU OOpaIEHUs JIEKAPCTBEHHBIX CPEJICTB B CUCTEMY MOHUTOPHHTA
OCYIIECTBIISIETCS. HA OCHOBE Pa3pa0OTaHHBIX HH(OPMAIMOHHBIX 3JIEKTPOHHBIX CEPBHCOB OINEPATOPOM
CHUCTEMbl MOHUTOPHUHTA C MCIOJb30BAaHUEM CTAHJAPTHBIX MPOTOKOJIOB M HMHTEP(HEHCOB 3IICKTPOHHOTO
B3aNMMOICHCTBHS.

ABTopu3zanus CyObeKTOB OOpalleHHs JIEKapCTBEHHBIX CPEACTB - OpraHu3aluil, MpPU3HABAEMbIX
HaJOroBbiMu pesuaeHtamu Poccuiickoit ®Penepanyy, HWHIMBUAYAIBHBIX IPEAIPUHUMATEIEH U
IIPEICTaBUTENBCTB MHOCTPAHHBIX OpraHu3auuil Ha Teppuropun Poccuiickoit denepanuu, ABISIOMUXCS
NEpKATEeIsIMA WM BIIAJENbIAMU  PETUCTPALMOHHOTO yJOCTOBEPEHHUS, B CUCTEME MOHUTOPHHIA
OCYILECTBIISETCS NOCPEICTBOM MCIOIb30BAHUS KBATU(DUIUPOBAHHOTO cepTUdUKaTa.

ABTOpH3aIMs CyOBEKTOB OOpallleHHs] JIEKAPCTBEHHBIX CPEJCTB - OpraHU3alfil, MPU3HABAEMBIX
HAJIOTOBBIMH pe3uieHTaMu Poccuiickoit denepannu, 1 HHAMBUAYATbHBIX MPEANPUHUMATENCH B CHCTEME
MOHUTOPHUHTAa MOXET OCYIIECTBISATHCS MOCPEACTBOM HCIOIB30BaHUsS (eAepaqbHON TOCYIapCTBEHHOU
uH(popManoHHON cucteMbl "EnnHas cuctema uaeHTH(HUKAUU U ayTeHTU(UKAIMKA B HHPPACTPYKTYpE,
obecnieunBaromiell WHMOPMAITMOHHO-TEXHOJIOTHYECKOES B3aUMOJICHCTBUE HWH(POPMAITMOHHBIX CHCTEM,
UCIOJIb3YEMBIX JUIS TPEJOCTaBICHHS TOCYIApPCTBEHHBIX M MYHHIIMIAIBHBIX YCIYr B 3JIEKTPOHHOM
dopme".

(a63an BBeneH [locranoBnennem [IpaButenscrtea PO ot 21.07.2020 N 1079)

ABTopu3aius CyOBbEKTOB OOpaIleHUs] JIEKApCTBEHHBIX CPEACTB - HMHOCTPAHHBIX OpraHu3alui,
ABJISIIOLIUXCS JEP)KaTeIsIMUA WM BIIaJEIblaMU PETMCTPALIMOHHOIO YAOCTOBEPEHUs, HE NPU3HABAEMBIX
HaJIOTOBbIMU pe3uaeHTamu Pocculickorn denepanuy M HE UMEIOIUX MPEICTAaBUTEIBCTB HA TEPPUTOPUN
Poccuiickoii ®enepauyu, B CUCTEME MOHMTOPUHIA OCYILECTBISAECTCA IOCPEACTBOM HCIOJIB30BaHUS
IIPOCTOM JEKTPOHHOM MOAIMCH.

31. CBenenus, nepeaBaeMble B CUCTEMY MOHUTOPHUHTA, (POPMUPYIOTCS U MIPECTABISAIOTCS B (hopme
ANEKTPOHHBIX JOKYMEHTOB, MOANMCAHHBIX YCHIEHHON KBaTU(UIUPOBAHHON 3JIEKTPOHHOM MOINHUCHIO, 32
HCKJIIOUEHHEM CIIy4aeB, PETyCMOTPEHHBIX a03allaMy BTOPBIM - IIECTHIM HACTOSIIIETO IMyHKTA.

He nonnuceiBatoTcst yCuineHHON KBaTU(PUIIMPOBAHHON JIEKTPOHHON MOJIHUCHIO:

CBEJICHUS O PO3HUYHOW TOProOBII€ JIEKAPCTBEHHBIMM IIperapaTraMu, MeperaBaeMble CyObeKTaMu
oOpallleHusl JIEKapCTBEHHBIX CPEJCTB B 3JEKTPOHHON (QopMme B cocTaBe (UCKaIbHBIX JTOKYMEHTOB B
COOTBETCTBHM C 3aKOHOJATeNbCcTBOM Poccuiickoii ®enepanyu 0 NPUMEHEHUH KOHTPOJIBHO-KACCOBOM
TEXHUKH;

CBEIGHUS O BBIBOJE U3 O000pOTa JIEKApCTBEHHBIX IIpernapaTroB, IepeaaBaeMble CyOBbEKTaMH
oOpallieHus JIeKapCTBEHHBIX CPEJICTB B AJIEKTPOHHOHU (hopMe C UCTIOIB30BaHUEM PETHUCTPATOPOB BHIOBITHS
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

WIA KOHTPOJbHO-KACCOBOW TEXHUKM (IIPU OTIyCKE OECIIaTHO WM CO CKUAKOW JIEKapCTBEHHBIX
IIPENapaToB 10 PELENTy Ha JIEKAPCTBEHHBIE IIPETIapaThl);

CBeZIeHHUs], epeiaBaeMble CyObeKTaMu 0OpallieHHs JIEKapCTBEHHBIX CPEJICTB B DJIEKTPOHHOI (hopme
C UCIOJIb30BAaHUEM YCTPONCTB PETUCTPALIUUA SMUCCUH;

CBEJICHHUs, TepeaBacéMble B COOTBETCTBUM C HacTosmuM [loyokeHWeM OpraHu3anusiMu -
CcyOBbeKTaMu OOpalleHus JIeKapCTBEHHBIX CPENICTB, HE SBJISIONIMMUCS OpPraHU3alUsIMU, TPU3HABACMBIMHU
HaJIOrOBBIMU pe3ujeHTaMu Poccuiickoit @enepanuu.

32. Ilepenaya cBeleHUN B CHUCTEMY MOHUTOPHHIA OCYILECTBISETCS IOCPEICTBOM HaIpaBJICHUS
¢aitioB B ¢opmare M B COOTBETCTBUM C MHCTPYKIMEH, ONUCHIBAIOLIEH NpOLEAypbl NpeicTaBICHUs
CBeEHUI CyObeKTaMu OOpaleHHs JIEKAPCTBEHHBIX CPEICTB, COIJIACOBAaHHBIMH € MUHHCTEPCTBOM
3npaBooxpaHeHust Poccuiickoit @enepaluu U pa3MELIEHHBIMH OINEPAaTOPOM CHUCTEMbl MOHUTOPHMHIA B
MH(POPMAIMOHHO-TEIEKOMMYHUKAIMOHHOU ceTr "MHTepHeT" Ha ero ouuaasHOM caiTe.

(B pen. ITocranornenus IpaButenscTa PO ot 21.07.2020 N 1079)

Jaroif mpencraBieHus] CBEJCHUN B CHCTEMY MOHHUTOPHHIA CUMTAETCS JaTa, 3a(UKCHpOBaHHAs B
KBUTAHIUKM O MIpUEME CBEACHHH, (hOpPMHPYEMOI NP MX YCHENIHOH OTpaboTke M (UKcaluu B CUCTEME
MOHUTOpPUHTa B (popMe 3IEKTPOHHOTO JOKYMEHTa, 3a HCKIIOUYCHHEM IIPEJCTABICHHUS CBEICHUH B
COOTBETCTBUHM € IyHKTOM 44 Hactosmiero llomokeHus anTe4HO# opraHu3anueil, OCyIIECTBISIONIECH
PO3HHYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMH TpenapaTaMy, MapKUPOBAHHBIMU CPEICTBAMHU UACHTU(DUKAIIHH,
U OTIYCK JICKApCTBEHHBIX IPENapaToB, MAPKHUPOBAHHBIX CPEACTBAMH HICHTU(PHKALUHN, CO CKHJIKOH II0
pelenTty Ha JIEKAPCTBEHHBIC Iperaparbl, CyObEKTOM OOpalleHHs JIEKapCTBEHHBIX CPEJCTB,
OCYLIECTBIISIOMINM MEIUIMHCKYIO JEATEIBHOCTh M BBIBOJ M3 000pOTa JICKApCTBEHHBIX IPENaparos,
MapKHPOBAHHBIX CPEACTBAMU HJICHTH(DHUKALINU, TPU OKa3aHUM MEAWIUHCKOW TIOMOIIHM, a TaKKe
CYyOBEKTOM OOpallleHHs JICKapCTBEHHBIX CPEJCTB, OTITYCKAIOIIMM JIEKapCTBEHHBIC IperapaTsl,
MapKHPOBAHHBIE CPEJICTBAMH HJICHTH(PHUKANNHK, OECIUIATHO 1O PELEenTy Ha JIEKapCTBEHHBIC MpenapaThl.
Jlatoil mpezicTaBiIeHUs CBEICHHH B CHUCTEMY MOHHMTOPHMHIA B YKa3aHHBIX ClIydasX CUMTAaeTcs Jara
HaIpaBJICHUS CBEJCHUN B CUCTEMY MOHUTOPHHTA YKa3aHHBIMH CyObEeKTaMHU OOpaIeHHs JIEKAPCTBEHHBIX
CPEACTB.

(B pen. [locranosnenus Ilpasurensctea PO ot 02.11.2020 N 1779)

Ho 1 ¢epans 2021 r. B ciaydyae HEMOIy4eHUS CyObEKTOM OOpalleHHs JeKapCTBEHHBIX CPEICTB
KBUTAHIIUM O TpUEME CBEACHMH B COOTBETCTBMM C ab3alleM BTOPHIM HACTOSIIIETO IyHKTa IpH
NPEJCTaBICHUN CBEJACHUN B CUCTEMY MOHUTOPHHIa B COOTBETCTBMHU C ab3alleM TPEeTbUM IyHKTa 35,
nynktamu 37 - 38(1), 40, 41, 43, 44, 44(2) u 45 nactosiero [Tonoxenus B TeueHne 15 MUHYT ¢ MOMEHTA
IPEJCTaBICHUS CYOBEKT OOpallleHHsl JIEKApCTBEHHBIX CPEJCTB BIpPAaBE OCYIIECTBIATH JalbHEHIINe
oTepaly ¢ JeKapCTBEHHBIMU NpenapaTaMu, He JOKUAAsCh MOTyYeHHs] KBUTAHIIMH O MPUEME CBEICHUH.
(a63an BBeneH [locranoBnennem [IpaButensctBa PO ot 02.11.2020 N 1779)

B oTHoOIIEHUY JeKapCTBEHHBIX MPENapaToB, CBEACHHS O KOTOPHIX MPEJCTABIEHbI B COOTBETCTBUU C
gactasmMu 1 u 2 crateu 52.1 @enepanbHoro 3akoHa "OO oOpallleHMM JIEKapCTBEHHBIX CpeICTB" B
®denepanpHyto cyx0y 1Mo Hag30py B cepe 3apaBooxpanenust a0 1 despans 2021 r. uiam Ha KOTOpHIS
MOJTyYeHbI pa3pelleHUs] Ha BBOJ B TIPaXJAaHCKUH 000pOT MMMYHOOHMOJIOTHYECKUX JIEKapCTBEHHBIX
MpenaparoB, NPETyCMOTpeHHbIe YacThio 7 crathu 52.1 ®enmepanpHoro 3akona "OO6 oOpameHun
nexkapcTBeHHbIX cpeacTB" 10 1 deBpans 2021 r., cyObekT oOpaleHus JeKapCTBEHHBIX CPEJCTB BIPaBe
OCYIIECTBIATh JallbHEHIIME OINepallud ¢ TaKUMM JIEKAPCTBEHHBIMU IIpenapaTaMd B IOPSIKE,
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

MPEAYCMOTPEHHOM a03aI1ieM TPEThUM HACTOSIIIIETO MMYyHKTA, 10 UICTEYCHHS CPOKA UX TOTHOCTH.
(a63an BBeneH [loctanosnenuem I[paBurensctBa PO ot 28.01.2021 N 60)

[IpencraBieHue CBEOEHUI B CHCTEMY MOHHUTOPHHIa CyOBEKTOM OOpallleHUs JIeKapCTBEHHBIX
CPEICTB IpPU  OCYLIECTBJIEHUMM ONEpaldid € JIEKAPCTBEHHBIM IPENaparoM  OCYLIECTBISETCS
MOCJIEZI0BATENBHO, 32 UCKIIIOUEHUEM CIIydaeB, MPeaycMOTpeHHbIX HacTosmuM [lonoxxenuem. Ilpu stom
cBeneHUsT 00 OdYepenHON oInepauuu ¢ JIEKapCTBEHHBIM IPENapaToM MepefatoTcsl IMOCHe MOMyUYSHHS
cyObeKTaMu 0OpallleHus JIEKAPCTBEHHBIX CPENICTB MOATBEPKACHUS 00 yCHelHOM 00padoTke CUCTeMOn
MOHMTOPHHIA CBEIECHUH O MPEABIAYIIEH ONepalluy C JIEKAPCTBEHHBIM IIPENIapaTOM.

N3menenne Qopmara B3auMmojeicTBUA HMH(OPMALMOHHBIX CHCTEM CYOBEKTOB OOpalleHMs
JIEKapCTBEHHBIX CPEJCTB C CUCTEMON MOHUTOPUHIA MPOU3BOAUTCA HE daie 1 pasza B reuenue 180 nueid,
32 HCKIIOYEHHEM HEOOXOOUMOCTH M3MEHEHHUs Takoro ¢opmara B clyyasX, HIpedyCMOTPEHHbIX
3aKoHoarenscTBOM Pocculickon denepanuu.

(a63arn BBeneH [Toctanosienuem I[IpaBurensctBa PD ot 21.07.2020 N 1079)

33. Ilpu omnucaHuu JIEKAPCTBEHHBIX MPENapaToB BHECEHUE CBEIACHUM B MH(OPMALMOHHBIA pecypc,
o0ecreunBaIIUNA y4eT U XpaHEHHUE JOCTOBEPHBIX JIaHHBIX O TOBAapaxX MO COOTBETCTBYIOIICH TOBapHOU
HOMEHKJIATYpe, W CHUCTEeMYy MOHHMTOPHHIA OCYHIECTBISIETCS CICIYIOIIUMH CyOBeKTaMH OOpalieHus
JIEKaPCTBEHHBIX CPEICTB:

B Cly4yae MpPOU3BOJCTBA JICKAPCTBEHHBIX ImpenaparoB B  Poccuiickonn ®epepanuum -
IIPOU3BOJIUTENISIMA JIEKAPCTBEHHBIX CPEACTB, OCYILECTBISIOUIMMHM 3aBEPIICHUE IPOU3BOJICTBEHHOU
craguu (acoBKH (YIAKOBKH) JIEKAPCTBEHHBIX MPENapaToB BO BTOPUUYHYIO (TOTPEOUTENHCKYIO) YITAKOBKY
JIEKapCTBEHHOI0 Ipenapara (a NpH ee OTCYTCTBMM - B IIEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOIO
npenapara);

B Cllydae IPOM3BOJCTBA JIEKAPCTBEHHBIX IIPENapaToB 3a MpeiesiaMu Teppuropuu Poccuiickoin
@enepau (B cilydya€ HHOCTPAHHOTO TIPOM3BOJACTBA) - JIEpXKATEIsIMH WM  BiaJeiblaMu
PETUCTPALIMOHHOIO YIOCTOBEPEHMS M (MIM) UX IPEICTaBUTENIBCTBAMU Ha TeppuTopuu Poccuiickoit
@enepau WM yNOJHOMOYEHHBIMM  MPEJICTaBUTENISMU B  YaCTH BHECEHMsSI CBEICHHH B
MHGOPMALMOHHBIM pecypc, 00ecreunBatoNINil y4eT U XpaHEeHUe JIOCTOBEPHBIX JAHHBIX O TOBapax IO
COOTBETCTBYIOLIEH TOBAPHON HOMEHKJIATYPE.

(8B pen. Ilocranosnenus Ilpasurensctea PO ot 21.07.2020 N 1079)

[lepedenn cBeleHU, MPEICTABISIEMbBIX MPU ONMUCAHUU JIEKAPCTBEHHBIX IMPENapaToB CyObeKTamMHu
oOpallleHus! JeKapCTBEHHBIX CPEJICTB B MH(POPMAIIMOHHBIN pecypc, 00ecTeuynBaIONIUi yUeT U XpaHEeHHe
JIOCTOBEPHBIX JaHHBIX O TOBapax IO COOTBETCTBYIOIEH TOBAapHOW HOMEHKJAType, IMPUBEICH B
npusioxkeHuu N 2.

CyOBekThl oOpaleHusi JIEKapCTBEHHBIX CPEACTB, yKa3aHHbIE B ab3alax BTOPOM U TPEThEM
HACTOSIIETO MyHKTa, PETUCTPUPYIOT JIEKAPCTBEHHBIE MIPENapaTbl B CHCTEME MOHUTOPUHIAa HA OCHOBAHUH
AJIEKTPOHHOMU 3asBKH, COJAEPKAIIEH:

r7100a1bHbIN ACHTU(DUKAIIMOHHBIN HOMEp TOProBOI €TMHUIIBI,

HOMEp PETrHCTPALMOHHOTO YJIOCTOBEPEHUS M JaTy pPETUCTpalliy JIEKapCTBEHHOIO IpernapaTra B
roCy/IapCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPEACTB.
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

OOpaboTka TMOJNyYEHHBIX CBEJCHUH OCYIIECTBISETCS B aBTOMATHUYECKOM pPEXHUME IIyTeM
dopmupoBaHUs 3ampoca Ha TMOJYYCHHME CBEJICHMH O JIGKApCTBEHHOM TIIpenapare W3 eIMHOM
rocy/1apCTBeHHON MH(OPMAIIMOHHON CUCTEMBI B chepe 3paBOOXpaHeHus U HH(OPMALIMOHHOTO pecypca,
00eCTIIeUnBAaOIIETO yUYeT U XPaHCHHE JOCTOBEPHBIX JAHHBIX O TOBApax IO COOTBETCTBYIOIIEH TOBAPHOM
HOMEHKJIAType.

34. Caenenusi, npeacTaBisieMble CyObEeKTaMH OOpAIICHUs JICKAPCTBEHHBIX CPEICTB B CHUCTEMY
MOHUTOPHUHTA [P BBOJIE B 000POT JIEKAPCTBEHHBIX MPENIAapaTOB, IPUBEACHBI B PHIIOKeHUH N 3.

CBeneHus, MpeACTaBIsEMble CyObEKTaMH OOpAIleHUsl JIEKApCTBEHHBIX CPEIACTB B CHCTEMY
MOHHUTOPHHIA IPH BBIBOJIE U3 000POTA JIEKApCTBEHHBIX IPENapaToB, IPUBEAEHBI B IpUiIokeHUU N 4.

35. B pamkax BBojga B 00OpOT JIEKapCTBEHHBIX TIpenapaToB Ha Tepputopuu Poccuiickoin
@enepanuy, Mpou3BeleHHbIX Ha Tepputopuu Poccuiickoit ®epepauun, cyObekT oOpareHus
JICKApCTBEHHBIX CPEJICTB, OCYIIECTBIIONMI (acoBKy (YMakoBKY) JIEKQpCTBEHHOTO IIpenapaTra BO
BTOPUYHYIO (IOTPEOMUTENbCKYIO) YIAKOBKY (B Cllyyae €€ OTCYTCTBUS - B NEPBUYHYIO YIAKOBKY), 10
MIPEJICTABICHUS] CBEACHUM O JaJIbHEWIIMX OINepalMsX C TaKUMU JIEKAPCTBEHHBIMU IIperaparaMu
IIPEJCTABISET B CUCTEMY MOHUTOPHHIA C UCIIOJIb30BAaHUEM YCTPONUCTBA PETUCTPALIUN SMUCCUH CBEICHUS,
penycMoTpeHHble MyHKTOM | nmpuioxkenus N 3 k HacrosieMy [lonoxenuro.

(B pen. ITocranornenus IIpaButenscTBa PO ot 30.08.2019 N 1118)

IIpu ocymecTieHnn oTO0opa 0Opa3IOB JICKAPCTBEHHOIO Iperapara B paMKax KOHTPOJIS KadecTBa
NPOM3BEJCHHOIO JICKAPCTBEHHOTO TIIpernapara CyOBeKT OOpalmieHusi JIeKapCTBEHHBIX CPE/CTB,
OCYIIECTBIIAIOMINI 0TOOP 00Pa3LOB JIEKAPCTBEHHOTO IIpenapara, IpeiCTaBsieT B CUCTEMY MOHUTOPHUHTA
CBEJCHUS, IPEIYCMOTPEHHBIe yHKTOM | mpunoxkenust N 4 k Hactosiemy [lonoxenuto.

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

CyObekT oOpalieHHs JeKapCTBEHHBIX CPEICTB, OCYLIECTBISIOMIMNA MPOU3BOACTBEHHYIO CTa/IUIO
BBIIYCKAIOIIET0 KOHTPOJISI KAauecTBa JIEKApPCTBEHHBIX MpPENapaToB, B TeueHHE 5 pabouMx JHEW C JaThl
3aBEpUICHMs] IIPOU3BOJCTBEHHOW CTAaJWU BBITYCKAIOUIETO KOHTPOJS KadyecTBa M IPEICTaBICHMS
JOKYMEHTOB U CBEJIEHHUH, MperycMOTpeHHbIX dacTbio | crarbu 52.1 denepanpHoro 3akoHa "OO6
oOpallleHnH JIeKapCTBEHHBIX cpeAcTB", B DenepanabHyIo ClyK0y M0 Haa30py B cdepe 31paBOOXpaHEHUs
WIM TIOJMyYeHUs pa3pelleHus, MpelyCMOTPeHHOro yactbio 7 crathu 52.1 denepanbHoro 3akona "OO6
o0pallleHnH JIEKapCTBEHHBIX CpecTB" (B Cllydae MPOM3BOACTBA HMMYHOOUOIOTHYECKUX JIEKAPCTBEHHBIX
MpenaparoB), 10 MPEICTABICHUS CBEIECHUU O JAIBHEHIINX OMEpalMsX ¢ BBOJAUMBIMU B TPaXIaHCKUUN
00OpOT  JIeKapCTBEHHBIMM IpernapaTaMu IpeJACTaBIseT B CUCTEMYy MOHHUTOpPUHIA CBEACHUS,
MIpelyCMOTPEHHbIE MYHKTOM 2 npuiioxkeHus N 3 k HacrosieMy [lonoxenuro.

(8B pen. I[locranosnenus Ilpasurensctea PO ot 21.07.2020 N 1079)

36. B pamkax BBoJa B 00OpOT JIEKapCTBEHHBIX IIpernapaToB Ha TeppuTopuu Poccuiickoii
denepanuy, TpOU3BEIECHHBIX 3a IpeaenamMmu Teppuropun Poccuiickoit denepannu, cyObekT oOpaieHus
JICKApCTBEHHBIX  CPENCTB,  SBJSIOMIMKCS  JepKaTeleM WM  BJIaJeNbleM  PEeTrUCTPAIlHOHHOTO
yJIOCTOBEpEHHsI, WU MPEACTaBUTEILCTBO HMHOCTPAHHOM OpraHu3aluu Ha TeppuTopuu Poccuiickoit
denepanyn, SBISIOMEHCS Aep)KaTelieM WM BIAJENbIeM PETUCTPAIMOHHOTO YIOCTOBEPEHHS, IPHU
3aBepILIEHUH NTPOU3BOACTBEHHOMN CTa MK YIAKOBKH (B CIIy4ae OTCYTCTBUS BTOPHUHOW YITAKOBKU - CTaUU
(acoBKM) JIEKAPCTBEHHBIX TMPETApPaToB WM MApPKUPOBKH YIAKOBOK JIEKAPCTBEHHBIX IPETapaToB
CpeAcTBaMHU HACHTHU(HUKAIMM HAa TaMOXXEHHOM CKJIaJie B COOTBETCTBHM C a03aleM BTOPBIM IMYyHKTa 4
Hacrosimero [lomoskeHUsT 1O TIPEACTaBICHUS CBEICHWW O JANbHEHIINX ONepanusx C TaKuMHU
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

JIEKapCTBEHHBIMHU ITpETIapaTaMy MPEACTABISIOT B CUCTEMY MOHUTOPHHTA C MCIIOJIb30BaHHEM YCTpOICTBA
pEruCTpalii SMHCCUH CBEACHUS, MPEIYCMOTPEHHBIC MYyHKTOM 3 TpuioxkeHus N 3 K HacTosmemy
ITonoxxeHuto.

(B pex. [Tocranoenenuit [IpaButenscrea PO ot 30.08.2019 N 1118, ot 21.07.2020 N 1079)

[Ipy MapkHpOBKE YMAKOBOK JIEKAPCTBEHHBIX IIPEMapaToB CpPEACTBAMH UACHTU(DUKAIMK Ha
TaMOXXCHHOM CKJIaJIeé B COOTBETCTBMHU C a03aleM BTOpbIM IyHKTa 4 Hactosmero IlomoxeHus cyObekTt
oOpallleHusl JeKapCTBEHHBIX CPEACTB, SBIAIOIIMNCS JEp>KaTesieM WU BIAJEIbIEM PETUCTPALMOHHOIO
YAOCTOBEpPEHUsl, WIM IPEACTABUTEILCTBO HMHOCTPAaHHOM oOpraHuM3anuu Ha teppuropun Poccuiickoi
denepauny, SBIAIOLICHCS JAEpXkKaTeNeM WM BIAACIbLEM PErUCTPALUOHHOTO YIAOCTOBEPEHUs, M0
NPEJCTAaBICHNUS CBEICHH, NMPEIyCMOTPEHHBIX a03aleM IMEepBBIM HACTOSIIErO MyHKTa, MPEACTaBIAIOT B
CHUCTEeMY MOHHUTOpPHUHIA CBEJIEHUs, IMpeaycMOTpeHHble MyHKTOM 3(1) mpunoxenuss N 3 Kk HacToAlEeMY
ITonoxenuso.

(a63arn BBeneH [Toctanosienuem I[IpaBurensctBa PD ot 21.07.2020 N 1079)

37. Ilpm BBO3e nekapcTBeHHBIX TmpenapatoB B Poccuiickyto Denepanuio momyckaercs
MIPEJICTABJICHUE CBEJCHUU B CHUCTEMY MOHUTOPUHTA CYOBEKTOM OOpalleHHs JEKapCTBEHHBIX CPE/ICTB,
OCYIIECTBIISIIONIUM OTIPY3KY JIEKApCTBEHHBIX IpenapatoB B Poccuiickyro denepanuto (nanee - mpsiMoit
MOPSAZIOK MIPEJICTABICHUSI CBEICHUI MPU BBO3€ JIEKAPCTBEHHBIX MpernapaToB B Poccuiickyro denepaiuio),
Wi CcyOBeKTOM OOpallleHUs JIEKapCTBEHHBIX CPEACTB, OCYIIECTBISIONIMM BBO3 JIEKAPCTBEHHBIX
npemnapatoB B Poccuiickyro @exnepanuio (ganee - oOpaTHBIA MOPSAOK MPEACTaBICHUS CBEICHUN MpH
BBO3€ JIEKapCTBEHHBbIX MpenaparoB B Poccuiickyro Penepairio), 3a UCKIIOUEHUEM Cilydas MapKUPOBKU
YyIAaKOBOK JIEKAPCTBEHHBIX IPEMapaToB CpPEICTBAaMU HJICHTU(UKALMKA Ha TaMOXEHHOM CKJIaJe B
COOTBETCTBHUHM C a03alieM BTOPbIM IyHKTa 4 HacTosiero [lonoxenus.

Pemenrie o BpIOOpe HPSIMOrO MOPSAIKAa MPEICTaBICHHUS CBEIECHUN NpPU BBO3E JIEKAPCTBEHHBIX
npenapatroB B Poccuiickyro ®eneparinio 1u60 00paTHOTrO MOpsiiKa MPeICTABICHUS CBEICHUM MPU BBO3E
JIEKapCTBeHHBIX TMpernapaTtoB B Poccuiickyto @enepanuio NpuUHUMAETCS CyObeKTaMH OOpalieHus
JICKApPCTBCHHBIX CPCACTB, MMPCACTABIAIOIINMA TAKUE CBEACHHNA, CAMOCTOATCIIBHO.

B cnywsae BbIOOpa mpsMOro mMOpsiaka TMPEACTAaBICHUS CBEICHWH TPU BBO3E JIEKAPCTBEHHBIX
npenapatoB B Poccuiickyio denepainio cyObeKT 0oOpalieHusi JIEKapCTBEHHBIX CPEJICTB, SBISIIOIIUANCS
JepKaTeIeM WM BIAJENBbLUEM  PErMCTPAlMOHHOTO  YIOCTOBEPEHHUs, WIH  IPEACTaBUTEIBCTBO
MHOCTPAHHOW OpraHu3anuu Ha tepputopun Poccuiickoit denepanuu, sBISIIOMIEHCS AepKaTENeM WU
BIIQJIETIBIIEM PETUCTPAIIMOHHOTO YAOCTOBEpEHUs, B TeueHue 45 pabouux AHEH C JaThl OTIPY3KH
JIEKapCTBEHHBIX mpenapaToB B Poccuiickyro denepanuio A0 JOCTABKH JEKAPCTBEHHBIX IMPENapaToB B
MeCTO MpuOBITUSL Ha Tepputopun Poccuiickoit @enepanuu U MPeaCTaBICHUS CBEACHUN O JaIbHEUIITNX
omnepanuax ¢ TAKUMH JICKAPCTBEHHBIMU MpenapaTaMy MPeACTaBISIOT B CHCTEMY MOHUTOPUHTA CBEACHUS,
MpeAyCMOTpEHHBIE MyHKTOM 4 npriioxkeHust N 3 k HacTosiemy [lonoxenuto.

[Tpu 3TOM CyOBEKT 0OpalleHHsl JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBIISIOMINN BBO3 JIEKAPCTBEHHBIX
npemnapatoB B Poccuiickyto @enepanuio, B TedeHne 5 pabouux JHEW ¢ JaThl JOCTaBKHU JIEKAPCTBEHHBIX
IpernapaToB B MecTo HpuObITHS Ha Tepputopuu Poccuiickoit denepanuu M perucTpaluud B CUCTEME
MOHUTOpPHUHIa CBEJCHUHA 00 OTrpy3Ke JeKapCTBEHHbIX mpemnapatoB B Poccuiickyro ®Penepauuio a0
MPEACTABICHUS CBEACHUM O JAJIBHEHIIMX OINepanusax C TAKUMU JIEKapCTBEHHBIMHU IpernapaTaMu
MIOATBEPKIAET JOCTOBEPHOCTb  CBEACHMHM, COACPKALIUXCS B CHUCTEME MOHUTOPHMHIA, IIyTEM
MIPEACTABJICHUS CBEJICHUI B CUCTEMY MOHUTOPHMHIA, IIPEAYCMOTPEHHBIX IMyHKTOM 7 mpuiioxeHus N 3 k
Hacrosuemy [lonoxeHuro.
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

B ciywyae BbiOOpa 00OpaTHOro mopsiika NPEACTAaBICHUS CBEACHUNW MPH BBO3E JIEKAPCTBEHHBIX
npemapatoB B Poccuiickyro ~ ®Dexnepanuio  cyObeKT — oOpallleHHsi  JIGKAPCTBEHHBIX  CPEJICTB,
OCYIIECTBIISIONINI BBO3 JIEKAPCTBEHHBIX IpernapaToB B Poccuiickyro denepanuio, B TeueHue 5 padbodux
JHEN C JaThl JOCTABKHU JIEKAPCTBEHHBIX IIPENapaToB B MECTO NPHUOBITHS Ha TeppuTropuu Poccuiickoit
Qenepau  WIM JaThl 3aBEPIICHUS arperupoBaHusi (B ciay4yae OCYUIECTBIICHUS arperupoBaHUs
JIEKAPCTBEHHBIX TMPEMApaTOB IOCIE€ WX JIOCTAaBKM B MECTO NpUOBITHS Ha TeppuTopun Poccuiickoii
@enepanyu) 10 MPEICTaBICHUS CBEACHUN O MPUHSATUU PEIICHUS TaMO>KEHHBIMH OpTraHaMHU O BBIMYCKe
JICKaQpCTBEHHBIX IpENapaToB JUIsi BHYTPEHHETO MOTPEOJICHHUsSI MPEJCTaBIseT B CUCTEMY MOHHMTOpPHHTA
CBEJICHUS, ITPEAYCMOTPEHHBIE ITYHKTOM 5 npriioxkeHust N 3 k HacTosmemy [lonoxenuto.

[Ipu »>TOM CyOBEeKT oOOpameHuss JEeKapCTBEHHBIX CPEICTB, SBISIONIMIACA Jep)KaTeseM WIN
BJIA/ICIIBLEM PETUCTPALMOHHOIO YAOCTOBEPEHUS, WK MTPEACTAaBUTENBCTBO HHOCTPAHHON OpraHu3aluy Ha
tepputopun Pocculickorn ®@enepanuu, sBISAIOMEHCS AEpKATeIeM WU BIAACIBLEM PErUCTPALMOHHOIO
yJIOCTOBEpEHHMsI, B TeUeHHe 5 pabouux JTHEH ¢ AaThl perucTpaluy B CHCTEME MOHMTOPUHIA CBEIECHUI O
BBO3€ JIEKAPCTBEHHBIX IpenapatoB B Poccuiickyro denepannio A0 MPEACTaBICHUS CBEICHUM O
JAJIBHEHIINX OIEpalusaX C TaKMMM JIEKAPCTBEHHBIMU IIpelapaTaMu MOATBEPKAAIOT JIOCTOBEPHOCTH
CBEJICHUM, COAEPKALIUXCS B CUCTEME MOHHUTOPHUHIA, IIyTEM IIPEICTABICHUsS CBEICHUNW B CHUCTEMY
MOHMTOPHHTIA, IPEAYCMOTPEHHBIX IIYHKTOM 7 npuiiokeHus N 3 k Hacrosiuemy [lonoxenuro.

Jo 1 umtons 2021 r. moaTBep)KIAEHHE AOCTOBEPHOCTH CBEACHMM, MPEICTABIAEMBIX B CHUCTEMY
MOHMTOPHHIA IIPY BBO3€ JIEKaPCTBEHHBIX ITpenapaToB B Pocculickyro ®denepaluio, BIpaBe OCYLIECTBIATh
CyObeKT oOpamieHus JeKapCTBEHHBIX CpPEICTB, SBISIONIMKACSA JEp)KaTelieM MM  BIaJelbleM
PETUCTPALIMOHHOIO  yIOCTOBEPEHMS, WJIM IPEICTABUTEIBLCTBOM HWHOCTPAaHHOW OpraHM3allud Ha
tepputopun Pocculickorn ®@enepanuu, sBISAIOMEHCS AEpKATEIEM WM BIAACIBLIEM PErUCTPALMOHHOIO
yJIOCTOBEpEHHsI, B COOTBETCTBMM C a03alleM MIECThIM HACTOALIETO IMyHKTa WJIM OIEpaTop CHUCTEMbI
MOHHUTOPHHIa IIyTEM IPOBEPKM HaJIWYUsl B CHCTEME MOHUTOPUHIA  3aperMCTPUPOBAHHOTO
uACHTUGUKATOpPa CyObeKTa OOpalleHusl JIEKapCTBEHHBIX CPEACTB, SBIIAIOLIETOCS JepXKaTeleM WIn
BJIQ/IETIBLIEM PETUCTPALIMOHHOTIO YAOCTOBEPEHUS, WIH MPEACTaBUTEILCTBA HHOCTPAHHON OpraHu3aliy Ha
Teppuropun Poccuiickoit @enepanuy, SBISAIOLIEHCS Iep)KaTeleM WU BIAJENbIEM PETUCTPALUOHHOTO
YAOCTOBEpEHUs, a TaKXKe 3aperuCTPUpPOBAHHOIO KoOJa HIACHTHU(PHUKAIMU WM KOJAA WJEHTHU(PUKALUU
TPETUYHOH (TPAaHCIOPTHOW) YHaKOBKHM JIEKAPCTBEHHOIO IIpernapara, B KOTOPOH HaXOAWUTCS OTOT
JIEKapCTBEHHBIN IpenapaT (B ciayyae nepefadd TPeTUYHOW (TPAHCIIOPTHOM) YMAaKOBKH JIEKApPCTBEHHOTO
npenapara uenukom). Ilo pesyiabTataM Takol NpPOBEpKH OMNEpaTOp CUCTEMbl MOHUTOpPHHIra C
UCIOJIb30BaHWEM  (YHKIMOHAJAa CHCTEMbl MOHUTOPUHIA  OTHPABISET CYOBEKTY  OOpalleHus
JIEKapCTBEHHBIX CPEJCTB, PaHEE OCYIIECTBUBIIEMY IIPEICTABICHUE B CUCTEMY MOHUTOPHHIA CBEICHU O
MpebIyIIeld Oonepaluny ¢ JEKapCTBEHHBIM IPENnapaToM, yBEJIOMIIEHHE O TNpPEACTAaBICHUU CBEACHHUH B
COOTBETCTBHUHM C a03aleM MAThIM HACTOAIIETO MyHKTa ¢ YKa3aHUEM CBEJCHM, IPOBEPEHHBIX ONepaTopoM
CUCTEMbl MOHUTOPUHTA.

(a63an BBeneH [locranoBnennem [IpaButensctBa PO ot 02.11.2020 N 1779)

[Ipy MapKHpOBKE YNAKOBOK JIEKAPCTBEHHBIX IIPENaparoB CPEeACTBAMM HJAECHTU(UKALMKA Ha
TaMOXXEHHOM CKJIaJleé B COOTBETCTBUHU € a03aneM BTOpbIM IyHKTa 4 Hactosmero IlomoxeHus cyObekt
oOpallleHusl JeKapCTBEHHBIX CPEJACTB, SBIAIOIIUNCSA Jep>KaTeieM WU BIAJEIbLEM PETUCTPALMOHHOIO
YAOCTOBEPEHUS, WM IIPEICTABUTEIILCTBO WHOCTPAHHOW OpraHu3aluu Ha Tteppuropun Poccuiickon
denepanny, SBISAIOMICHCS epKaTesIeM WU BJIAJIEIbLEM PETHCTPALIMOHHOTO YJIOCTOBEPEHHMS], B TE€UEHUE
5 pabouux aHEH ¢ JaThl 3aBepIICHHs] MapKUPOBKH YIAKOBOK JIEKAPCTBEHHBIX MpPENapaToB CPEeICTBAMU
UJACHTU(QUKAIIMM HAa TaMOKEHHOM CKJIaZie A0 MpeACTaBICHUS CBEIEHUN O NaJIbHEHWIIMX OIepalusx c

www.consultant.ru Crpanuua 31 u3 80
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&demo=1&base=LAW&n=366581&date=20.01.2022&dst=100016&field=134

MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

TaKUMHU  JICKapCTBEHHBIMM IpelapaTaMM HpPEACTaBISAIOT B CUCTEMY MOHUTOPHHIA CBEICHHA,
IIpelyCMOTPEHHbIE MYHKTOM 4 npuiioxkeHns N 3 k HacrosieMy [lonoxenuto.

[Tpu 3TOM CcyOBEKT OOpalleHHs JIEKapCTBEHHBIX CPEACTB, OCYIIECTBUBIIUN BBO3 JIEKApPCTBEHHbIX
npenapatoB B Poccuiickyro @enepanuio, B Te4eHUE 5 pabouux JHEH € AaThl PETUCTPALUU B CHCTEME
MOHHUTOPHHIA CBEACHUH, IPEIYCMOTPEHHBIX a03alleM BOCbMBIM HACTOSIILETO MYHKTA, 0 MpPeACTaBIECHUsS
CBEJCHMM O JalbHEHIIMX OIlepanuusiXx C TaKUMHU JICKAPCTBEHHBIMU IIperapaTaMy IOATBEPXKAAET
JOCTOBEPHOCTh CBEACHUH, COEpKAILUXCA B CUCTEME MOHUTOPUHIA, IIyTEM IPEACTABICHUs CBEACHUN B
CUCTEMY MOHUTOPUHTA, IIPEYyCMOTPEHHBIX IIYHKTOM 7 mipuiokeHus N 3 k HacToswmemy [lonoxenuro.

(B pen. ITocranornenus [IpaButenscta PO ot 02.11.2020 N 1779)

Jo 1 wrons 2021 r. mpu MapKUpOBKE YIAKOBOK JIEKApPCTBEHHBIX IIPENAapaToB CPEACTBAMMU
UACHTUGUKAIMM HAa TaMOXXEHHOM CKJIaJie B COOTBETCTBUU C a03alleM BTOPBIM MyHKTa 4 HACTOSILEro
[TonoxxeHus mpencTaBiIeHHE B CUCTEMY MOHUTOpPHHIA CBEJIEHUN B COOTBETCTBMM C ab3alleM BOCBMBIM
HACTOSILErO IyHKTa BIOpPaBE OCYHIECTBIATh CYOBEKT OOpalleHus JIKapCTBEHHBIX  CPECTB,
OCYLIECTBUBIINNA BBO3 JIEKAPCTBEHHBIX IpenapaToB B Poccuiickyro denepanunio, U MOATBEPKACHUE UX
JOCTOBEPHOCTH BIIPAaBE OCYIIECTBJIATH ONEPATOP CUCTEMBl MOHUTOPHHIA ITyTEM IIPOBEPKHM HAJIU4Us B
CHCTEME MOHHTOPHHIA 3apETUCTPHUPOBAHHOTO HICHTH(UKAaTOpa CyOBeKTa OOpalieHus JIEeKapCTBEHHBIX
CPEICTB, SBIIOLIETOCSA JEp)KaTeleM WIM BIAJEIbLEM PETUCTPALMOHHOIO YIOCTOBEPEHMS, WIH
IIPEACTABUTENBCTBA NHOCTPAHHOM OpraHu3aluy Ha Tepputopun Poccuiickont @enepanni, sBISIOMENCS
JepKaTesIeM WIH BIAACIbLEM PETUCTPALMOHHOIO yIOCTOBEPEHMS, a TAKXKE 3apETUCTPUPOBAHHOIO KOAA
UACHTUDUKAIMA WM KOJA WACHTU(PUKAIMH TPETUYHOH (TPAHCIIOPTHON) YIAKOBKH JIEKAPCTBEHHOTO
npernapara, B KOTOpOHl HaxXxoOUTCs 3TOT JICKApCTBEHHbIN mpenapaT (B ciyyae Mepeiayd TPEeTUYHOMH
(TpaHCHIOPTHOM) YNAKOBKM JIEKapCTBEHHOIO mpemnapara uenukoM). [lo pesynbrataM Takoil MmpoBepKU
OIEepaToOp CUCTEMbI MOHUTOPUHIA C MCIIOJIb30BaHHEM (PYHKIIMOHAJIA CUCTEMbl MOHUTOPUHIA OTIIPABIISET
CyObeKTy oOpalleHusl JICKQpCTBEHHBIX CpPEACTB, PaHEe OCYIIECTBUBIIEMY IPEICTABICHUE B CHUCTEMY
MOHMTOPHMHIA CBEACHHMM O IpENbIAyIleld ONEpaluy C JEKapCTBEHHBIM IIPENapaTroM, YBEIOMIIEHUE O
MIpE/ICTAaBICHUH CBEJICHUH C YKa3aHUEM CBEJCHHI, TPOBEPEHHBIX ONEPATOPOM CHCTEMbI MOHUTOPHHTA.
(a63an BBenen [locranosnennem [IpaButensctBa PO ot 02.11.2020 N 1779)

[Tonoxenus ab3areB CceAbLMOTO W JIECATOTO HACTOSIIEr0 MyHKTa HE PacHpoCTPaHSIOTCS Ha
JIEKapCTBEHHbIE Tpernaparbl, MpeAHa3HAUYCHHbIE [Isi oOOecrleueHusi Jull, OONBHBIX TreMo(uIneH,
MYKOBHCIIHI030M, rUnopu3apHbIM HaHU3MOM, 00JIC3HEIO T'ome, 3J10Ka4€CTBEHHBIMHU
HOBOOOpa3oBaHUAMU TUMGOUIHOMN, KPOBETBOPHOU M POACTBEHHBIX UM TKaHEH, pPacCEIHHBIM CKJIEPO30M,
TEMOJIUTUKO-YPEMHUYECKUM  CHHJIPOMOM,  IOHOIIECKMM  apTPUTOM C  CHCTEMHBIM  HadajoM,
Mykonosmcaxapuno3om I, II u VI tunos, ammactuyeckoili aHeMueldl HEYyTOUHEHHOM, HACIIEICTBEHHBIM
nepunuroM QaxtopoB Il (pubpunorena), VII (;mabunbnoro), X (Crroapra - Ilpayspa), nui mocie
TpaHCIUIAHTAIIMH OPTaHOB U (WJIN) TKaHEH.

(a63arn BBeneH [loctanornenuem [IpaBurensctBa PD ot 02.11.2020 N 1779)

IIpyn coBeplIcHUM TAMOXKEHHBIX ONEpPALMi NP TaMOXEHHOM JEKJIAPUPOBAHUU U IOMEIIECHUU
JIEKapCTBEHHBIX MpPernapaToB I0J TaMOXKEHHYIO IMPOLEAYpYy BBINYCKa Ui BHYTPEHHEro MOTpeOIeHHs
TaMOXXEHHBII OpraH:

3ampamyBaeT B CHCTEME MOHMTOPMHIa CBEICHHMS O KOJE WACHTHUQHUKAUN WIK KOJe
UACHTUDUKAIIMM TPETUYHOM (TPaHCHOPTHOM) YNAaKOBKM JIEKApCTBEHHOTO TIpemnapara, B KOTOPOH
HaXOJUTCSI TaKOM JIEKapCTBEHHBIA Mpemnapar (B cilydae BBO3a TPETUYHOW (TPAaHCHOPTHOM) YHMaKOBKH
JICKapCTBEHHOTO TIIpernapara I[EeJTUKOM), Ul OCYILECTBICHHS CBEPKHM C JaHHBIMM, YKa3aHHBIMHU B
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

TaMO>KEHHOH JACKJIapalliy Ha HeKapCTBeHHBIﬁ Impernapar,

no 1 ¢espans 2021 1. B ciay4yae HENOCTyIUIEHHs B EMWHYI0 aBTOMAaTH3MPOBAHHYIO CHCTEMY
TaMOYKEHHBIX OPIaHOB 3aIlPALIMBAEMbIX B CUCTEME MOHUTOPUHIA CBEJICHUN O KOJ€ NIACHTU(UKALY WU
KO/ MACHTU(UKALMU TPETHYHOW (TPAaHCIOPTHOM) YIMAaKOBKH JIEKaPCTBEHHOIO Ipernapara, B KOTOPOM
HaXOJUTCSl TAaKOM JeKapCTBEHHBIM mpenapaT (B ciyyae BBO3a TPETUYHOM (TPaHCHOPTHOM) yHNaKOBKHU
JICKQpCTBEHHOTO Iperapara LEIUKOM), B TeUeHHE 2 YacoB pado4yero BPEeMEHH TaMOXXEHHOTO OpraHa C
MOMEHTA HaIpPaBJIEHUS COOTBETCTBYIOILIErO 3alpoca, CBEPKA C JaHHBIMM, YKAa3aHHBIMM B TaMOKEHHOU
JIeKJIapaliy Ha JICKapCTBEHHBIN Ipernapar, He Npou3BoAUTCA. IIpu 3TOM OTCYyTCTBHE TaKOWl CBEpKHM HE
ABJISICTCS IPEMATCTBUEM AJIS BBIITYCKA U1l BHYTPEHHET 0 MOTPeOIeHHs JIEKapCTBEHHBIX IIPENaparos;
(a63an BBeneH [loctanosnenuem [paBurensctBa PO ot 02.11.2020 N 1779)

nepeaacr B CHUCTEMY MOHHUTOPHHI'A JaHHBIC O BBIIYCKE [JII BHYTPCHHETO HOTpC6J’IeHI/I5{
JICKApCTBCHHBIX MPCIIapaToB.

[Tpu BHeCeHMM M3MEHEHUH B CBEIEHUS, YKa3aHHbIE B TAMOKEHHOM JeKJIapalliy Ha JIEKapCTBEHHBIN
mpernapar, B TeueHHe 5 pabouux IHEH Mociie BHECEHHsS M3MEHEHHH B TaMOXXCHHYIO JEKJIApaluio Ha
JIEKapCTBEHHBIH MpernapaTr TaMOXKEHHBIH OpraH MepelaeT B CUCTEMY MOHUTOPHUHIA CKOPPEKTHUPOBAHHBIE
JAHHBIE O JIEKapCTBEHHOM IIpenapare.

[Tpu nepenaye nmpaB cOOCTBEHHOCTH B 30HE TAMOXKEHHOT'O KOHTPOJIS Ha JIEKAPCTBEHHBIE MPENaparhbl,
MTOMEIIIEHHBIC 110 TAMOXXEHHYIO TIPOIEAYPY TAMOKEHHOTO CKIIaaa, CyObhEeKT OOpalieHus JIeKapCTBECHHBIX
CPEICTB, OCYIIECTBIISIONINI BBO3 JIEKAPCTBEHHBIX MpenapatoB B Poccuiickyio denepanuio, B TeueHue 5
paboumx JHEH ¢ naThl 0QOPMIICHUS COOTBETCTBYIOIIUX JOKYMEHTOB O Iepenade mpaBa cOOCTBEHHOCTH
Ha JIEKapCTBEHHBbIE TMpenaparhl JI0 TMPEJCTABICHUS CBEACHUH O JaJbHEHIINX OMepanusix c
JIEKApPCTBEHHBIMU TIpErapaTaMu MPEACTaBISET B CHCTEMY MOHMTOPHHTA CBEACHUS, MPEAYCMOTPEHHBIC
nyHkToM 6 npuioxeHus N 3 k Hactosuiemy [lonoxxenuro.

[Tpu >TOM CyOBEKT 0OpalieHus JIeKapCTBEHHBIX CPEACTB, KOTOPOMY OCYLIECTBIIEHA Mepeaaya Mnpas
COOCTBEHHOCTH Ha JIEKAPCTBEHHBIN Mpernapar, MOMELIEHHBIH M0]1 TAMOXKEHHYIO IIPOLelypy TaMOKEHHOTO
CKJajaa, B TedeHue 5 pabouux JHEH ¢ AaTbl 0OpPMIIEHHSI COOTBETCTBYIOUIMX JOKYMEHTOB O Iepeaade
npaBa COOCTBEHHOCTHU Ha JIEKapCTBEHHBIN IpenapaT U perucTpalyy B CHCTEME MOHUTOPUHTA CBEJIEHUH O
NepelaHHbIX JIEKApCTBEHHBIX IpernapaTax /10 IMPEACTaBICHHUS CBEJEHUN O JaJbHEHUIINX OIepanusx C
JIEKapCTBEHHBIMHU TIpeNaparaMyu NOATBEP)KIAET TOCTOBEPHOCTb CBEICHMI, COAEPXKAIUXCA B CUCTEME
MOHHUTOPHHIA, O IPUHUMAEMBbIX JIEKAPCTBEHHBIX Mpenaparax MmyTeM Ipe/ICTaBICHNs CBEJIEHUN B CUCTEMY
MOHMTOPHHTIA, IPEAYCMOTPEHHBIX IIYHKTOM 7 npuiiokeHus N 3 k Hacrosiuemy [lonoxenuro.

IIpn mnepeMelieHNN JIEKapCTBEHHBIX IIPENApaToB MEXAY 30HAMHU TaMOKEHHOIO KOHTPOJIS,
OCYIIECTBISIEMOM TOCTE MPHUOBITUS JEKAPCTBEHHBIX MpPEmapaToB B MECTO JTOCTaBKH, OMpEAeIEHHOE
cyOBEeKTOM OOpalieHus JTeKapCTBEHHBIX CPEJICTB, OCYIIECTRBISIIONINM BBO3 JIEKAPCTBEHHBIX MPENapaToB B
Poccuiickyto ®enepannio, B MEXAYHApPOAHBIX TOBAPHO-TPAHCIOPTHBIX JOKYMEHTaX, CYOBEKT
oOpamieHusi JIEKApCTBEHHBIX CPENICTB, OCYIIECTBISIONINN BBO3 JICKAPCTBEHHBIX TMpEMapaToB B
Poccuiickyro Deneparinio, min CyObEKT 0OpalieHus TEKapCTBEHHBIX CPENICTB, KOTOPOMY OCYIIECTBIICHA
mepefada MpaB COOCTBEHHOCTHM Ha JIEKAPCTBEHHBIM TMperapaT, TOMEMICHHBIH 10 TaMOXKEHHYIO
MpoLEYpy TaMOKEHHOTO CKJIajga, B TeueHue S5 paboumx AHEH ¢ JaThl TaKOro MEepeMEIIeHUs [0
HpeHCTaBHeHI/ISI CBe)IeHI/Iﬁ (0] JI&J'IBH@ﬁIHI/IX onepaum{x C JIeKapCTBeHHBIM npenapaTOM HpC}ICTaBHHCT B
CUCTEMY MOHUTOPUHIA CBEACHMS, MPEAYCMOTPEHHBbIE MYyHKTOM § mpuioxkeHus N 3 K HacTosIIeMy
ITomoxxennro.
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

CyObekT oOpalieHuss JeKapCTBEHHBIX CpPEICTB, OCYIIECTBIISIIOIIMM BBO3 JIEKAPCTBEHHBIX
npemapaToB B Poccuiickyro denepanuto, uim CyObeKT oOpalleHus JEKapCTBEHHBIX CPEACTB, KOTOPOMY
OCYyIIECTBJICHA Iepe/aya IpaB COOCTBEHHOCTHM HA JIEKApCTBEHHBIE IpernapaThl, MOMEIICHHbIE 0]
TaMOXEHHYIO MPOLEAYPY TAMOKEHHOTO CKJIaja, B TEUEHUE 5 pabouux JHEH C AaThl PEHICHUS O BBIITYCKE
JIEKapCTBEHHBIX MpENapaToB AJs BHYTPEHHErO MOTPeOJIeHUs, TPUHATOTO TaMOKEHHBIMH OpPraHaMu, 10
MMpEaACTaBJICHUA CBeﬂeHI/If/’I 0 IIEIHLHGﬁHIHX onepanuiax € JCKApCTBCHHBIMUA MpCriapaTtaMu MpCACTaBIIACT B
CUCTEMY MOHHUTOPHHIa CBEICHHS, IMPEIyCMOTPEHHbIE MyHKTOM 9 mnpuiokeHus N 3 K HacToALIEMY
[Tonoxenuto.

[Ipu mnepemelieHUU JIEKAPCTBEHHBIX MPENapaToB M3 30Hbl TaMOKEHHOTO KOHTPOJS CYOBEKT
oOpalieHusi JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBISIONIMA BBO3 JIGKAPCTBEHHBIX IPENapaToB B
Poccuiickyto denepanuio, win cyObeKT 0OpalieHus JIEKapCTBEHHBIX CPE/ICTB, KOTOPOMY OCYIIECTBIICHA
nepefaya IMpaB COOCTBEHHOCTH Ha JIGKAPCTBEHHBIC IIPENaparhbl, MOMELICHHbIE [0/ TaMOXXCHHYIO
MpoLeaypy TaMOXKEHHOTO CKjajna, B TE4YeHHe S5 pabouyux [HEH C JaThl MPUEMKU JIEKApPCTBEHHBIX
npernapaToB Ha GapMaIleBTHUECKHI CKJIJ] U 3aBEPIICHHS TAMOKEHHOW MPOLIEAYpPhI BBIITyCKa TOBapa JJIs
BHYTPEHHEro NOTpeONeHus (UIM C JaThl pPEUIeHHs] O BBIMYCKE JICKApPCTBEHHBIX MPErnapaToB IS
BHYTPEHHEr0 MOTPEOIeHUs,, NPUHATOIO TaMOXXEHHBIMH OpraHamMH, HOpU IPUMEHEHUU MPOLETyphI
YCIIOBHOTO BBIMyCKa TOBAapoOB) JI0 TMPEJICTaBICHHUsS CBEACHHM O JajJbHEHIIUX oOImepanusx c
JIEKapCTBEHHBIMU IIpENapaTaMy IpPEACTaBIsSeT B CUCTEMY MOHUTOPUHIA CBEIEHUS, MPENLyCMOTPEHHbIE
nyHkToM 10 npunosxenus N 3 k HacTosimemy [lonoxenuto.

(n. 37 B pen. Ilocranosnenus [Ipasurenscta PO ot 21.07.2020 N 1079)

37(1). Ilpu ocyuiecTBI€HUH BBO/IAa B TPAKAAHCKUNA 00OPOT JIEKAPCTBEHHBIX NPENapaToB, BBE3EHHBIX
B Poccuiickyro @enepannio (3a UCKIIIOUEHUEM JIEKAPCTBEHHBIX IPENapaTroB, BBO3UMBIX C TEPPUTOPHUU
rocyJapcTB - wieHOB EBpa3uiickoro 3KOHOMHMYECKOIO CO03a), CyOBEKT OOpallleHHs JeKapCTBEHHBIX
CPEACTB, OCYILIECTBISAIONIMI BBO3 JIEKAPCTBEHHBIX MpenapaToB B Poccuiickyro deaepanuio, B TEUEHUE S
paOouux JaHEH C JaTbl NPUEMKU JIEKapCTBEHHBIX IIpenapaToB Ha (apMaleBTUYECKUH CKiIaj |
npencrasienuss B denepanbHylo ciyxkO0y 0 Haa30opy B cdepe 34paBOOXPAHEHHUS JIOKYMEHTOB M
CBEJIEHUH, MpeaycMOTpeHHbIX dYacThlo 2 crathu 52.1 @enepanbHoro 3akoHa "OO oOparieHun
JIEKapCTBEHHBIX CPEIACTB", O JIEKAPCTBEHHBIX Ipenaparax, BBOAMMBIX B TpakJaHCKUN 000pOT, WU
MOJIyYeHUs pa3pelieHus, MpeayCMOTpeHHOro dvacteio 7 ctateu 52.1 depepanpHoro 3akoHa "OO6
oOpamieHUu  JIeKapCTBEHHBIX  cpeactB" (B ciayuae BBo3a B Poccuiickyio — Deneparuio
MMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX IMpenapaToB), A0 IPEACTABICHHUS CBEAECHUN O AalbHEHIINX
orepanusax ¢ TaKUMHU JIEKapCTBEHHBIMH IIperapaTaMy MPeICTaBIsieT B CUICTEMY MOHUTOPUHIA CBEICHUS,
IIpelyCMOTpeHHbIE TyHKTOM 13 npunoxkenus N 3 x HacToamemy [lonoxenuro.
(. 37(1) BBeneH I[ocranosnenuem [paButensctea PO ot 21.07.2020 N 1079)

38. Ilpu BBO3e JeKapCTBEHHbIX INpenapatoB B Poccuiickyto ®enepanuio U3 rocyaapcTB - 4ICHOB
EBpa3uiickoro "KOHOMHYECKOTO COI03a JIOMTyCKAETCs MPECTABICHHE CBEICHHI B CHCTEMY MOHUTOPHHTA
CyObEeKTOM OOpallleHusi JIeKapCTBEHHBIX CPEJICTB, OCYLIECTBISIONIMM OTIPY3KY JIEKapCTBEHHBIX
npenapaTtoB B Pocculickyto ®enepannio (aanee - npsMoil MOpsaI0K MpeACTaBICHUS CBEEHUI MTPU BBO3E
JIeKapCTBEHHBIX MpenaparoB B Poccuiickyto ®exnepanuio u3 TrocygapcTB - wieHOB EBpasuiickoro
SKOHOMMYECKOTO COI03a), WM CYyOBEKTOM OOpalleHHs JEKapCTBEHHBIX CPEJICTB, OCYIIECTBISIOUIIM
IpUeMKy Ha (apMaleBTHUECKUI CKJaJ JIeKapCTBEHHBIX IpernapaToB Ha TeppuTopuu Poccuiickoit
@enepanuu  (mamee - OOpaTHBIA TOPSIOK TMPECTABICHHUS CBEJICHHWN IPH BBO3E JIEKAPCTBEHHBIX
npenapatoB B Poccuiickyro ®enepanuio U3 rocyaapcts - wieHOB EBpa3suilckoro 3KOHOMHYECKOTO
COI032).
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

Pemenne o BbIOOpe HPSIMOro MOpsAAKAa MPEJCTaBICHUS CBEIECHUN NpPU BBO3E JIEKAPCTBEHHBIX
npenaparos B Poccuiickyro @enepanuio U3 rocyaapers - 4wieHOB EBpa3uilcKOro 3KOHOMMUYECKOr0 CO03a
aub0 OoOpaTHOTrO MOpsiiKa MPEACTaBICHHUS CBEJIEHUN IpU BBO3E JIEKAPCTBEHHBIX IpPErnapaTroB B
Poccuiickyro @enepanuro U3 rocyaapcTs - WiEHOB EBpa3suiicKOro 3KOHOMUYECKOTO COK3a MPUHUMAETCS
cyObeKkTaMu  OOpalleHUs  JIGKAPCTBEHHBIX  CPEACTB,  MPEACTABISAIONIMMU  TaKue  CBEACHUS,
CaMOCTOSITEIILHO.

B ciyuae BbIOOpa mnpsMOro mopsiika HpPENCTaBIEHUS CBEIEHUH IpU BBO3€ JIEKAPCTBEHHBIX
npenaparos B Poccuiickyro denepanuio U3 rocyaapers - 4wieHOB EBpa3uilcKOro 3KOHOMMUYECKOr0 CO03a
CyObeKT oOpallleHus JIeKapCTBEHHBIX CPEICTB, SABIAIOIIMHCA JAep)KaTelieM MM  BIaJelbLeM
PETUCTPALIMOHHOIO YJJOCTOBEPEHHUS, NI NPEACTABUTEIBLCTBO MHOCTPAHHON OpraHU3alli Ha TEPPUTOPUN
Poccuiickoit ~ @enepanuu,  SABIAIOLICHCS — JAep)KaTeleM WM BIAJCIbLEM  PErMCTPalMOHHOIO
YIOCTOBEPEHUS, B TeUEeHUE 5 pabounx JHEH ¢ 1aThl OTIPYy3KH JIEKAPCTBEHHBIX Mpenaparos B Poccuiickyro
@Denepanyio U3 rocyapcTB - WICHOB EBpa3MiiCKOro »KOHOMHUYECKOTO COK3a [0 IPEICTaBJICHHUS
CBEICHU O JaJbHEHIINX ONepalusiX ¢ TAKUMH JIEKAPCTBEHHBIMU IIpeNapaTaMy MPEACTaBISAIOT B CUCTEMY
MOHMTOPHHIA CBE/ICHHUS, IPEyCMOTPEHHbIE yHKTOM 11 npunoxenus N 3 k Hactosumemy [lonoxenuro.

[Ipu sTOM CyObBEeKT OOpalieHus] JIEKApCTBEHHBIX CPEACTB, OCYLIECTBISIIOIIMM IMPUEMKY Ha
(dapmaleBTUUECKUN CKJIaJ JIEKAPCTBEHHBIX TNpernaparoB Ha tepputopun Poccuiickoit denepainuu, B
TedeHue 5 pabouux AHEH C JaThl NPUEMKH JIEKApCTBEHHBIX IPENapaToB M PErucTpalyu B CHUCTEME
MOHHUTOPHHIa CBEACHHH 00 OTrpy3ke JeKapCTBEHHBIX IMpemapaTtoB B Poccuiickyto ®denepainuio u3
roCyJlapCcTB - 4iIEHOB EBpa3smiiCKOro SKOHOMHMYECKOIO COKO3a 10 NPEACTABICHHUS CBEICHUH O
JalbHEUIINX OIepalusX ¢ TaKUMHU JIEKapCTBEHHBIMU MpenaparaMu IMOATBEPKAAET JIOCTOBEPHOCTH
CBCI[GHI/Iﬁ, CoACpKaMnXCd B CUCTEMC MOHUTOPHUHTIA, IIYTEM IMPEACTABIICHUA CBCI[GHI/Iﬁ B CHCTCMY
MOHHUTOPHHTA, MPEAYCMOTPEHHBIX MYHKTOM 7 mipuiiokeHus N 3 k Hacrosiemy [lonoxenuro.

B ciydae BpIOOpa 0OpaTHOrO MOpsAKAa MPEIACTABICHHUS CBEACHUN TNPH BBO3E JIEKAPCTBEHHBIX
npenaparoB B Poccuiickyro denepanuio U3 rocyaapcrs - 4ieHOB EBpa3uilckoro 3KOHOMUUYECKOr0 CO03a
cyOBbeKT oOpallleHusl JIeKapCTBEHHBIX CPEJICTB, OCYIIECTBISIOIIMN NPUEMKY Ha (apMaleBTHUECKUN
CKJIaJ| JICKapCTBEHHBIX IIpernaparoB Ha teppuropun Poccuiickoir Penepaunuu npu BBo3e B Poccuiickyro
denepalnio U3 TOCyAapcTB - UieHOB EBpazuiickoro 5KOHOMUYECKOT0 COI03a, B TEUCHHE S pabounx aHEH
C J1aThl IPUEMKH JICKAPCTBEHHBIX IIPENApaToOB A0 MPEICTaBICHUs CBEAECHUN O JAIBHEUIINX ONepanusix ¢
TaKUMHU JICKapCTBEHHBIMM IIperapaTaMy IMpPEJACTaBIse€T B CHCTEMY MOHUTOPHUHIA CBEACHMS,
IIpeyCMOTpEeHHbIE ITYHKTOM 12 npunoskenus N 3 x HacToamemy [lonoxenuro.

[Ipu 5TOM CyOBEKT oOOpalieHus JIEKApCTBEHHBIX CPEJCTB, SBISIOLIMICS JAepKaTeiaeM WIH
BJIAJENIBIIEM PETUCTPALIMOHHOIO YAOCTOBEPEHUS, UM IIPEICTABUTEILCTBO NHOCTPAHHOW OpraHU3aliy Ha
tepputopun Pocculickorn ®@enepanuu, sBISAIOMENHCS AEpKAaTeIeM WU BIAACNIBIEM PErUCTPALMOHHOIO
yJIOCTOBEpEHHsI, B TeUeHHE 5 pabouMx JIHEH ¢ AaThl perucTpali B CUCTEME MOHUTOPUHIA CBEAECHUH O
nmpueMKe Ha (apMaleBTHUYECKUN CKJaJ JIEKApCTBEHHBIX MpErnapaToB Ha TeppuTopuu Poccuiickoi
Qenepauuy A0 MPEICTaBICHUS CBEICHUN O JaJlbHEHIIUX ONEpALUAX C TAaKUMH JIEKapCTBEHHBIMU
IpenaparamMu MOATBEPKAAIOT JOCTOBEPHOCTh CBEJICHUN, COAEPKAIINXCS B CACTEME MOHUTOPUHTA, ITyTEM
IIPEJICTABICHNS] CBEICHUN B CUCTEMY MOHMTOPHHIA, IPEAYCMOTPEHHBIX ITyHKTOM 7 mpuioxkeHus N 3 k
Hacrosiiemy [lonoxenuro.

Jo 1 umtonsa 2021 r. moATBEp)KAEHHE AOCTOBEPHOCTH CBEIACHMM, NPEICTABIAEMBIX B CHCTEMY
MOHHUTOPHHIa IpPU BBO3€ JIEKAPCTBEHHBIX MpemnaparoB B Poccuiickyro denepauuio M3 rocynapcrs -
yieHoB EBpa3uiickoro 5SKOHOMHYECKOIO CO03a, BIpPaBE OCYIIECTBIATH CYOBEKT oOpalleHus
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

JEKapCTBEHHBIX  CPEICTB,  SBJLSIIOLIMMCA — JEp)KaTelieM  WIM  BIAACIBLEM  PErMCTPalMOHHOIO
YAOCTOBEpPEHUs, WIM IPEACTABUTEILCTBOM HMHOCTPAaHHOM OpraHu3anuu Ha Teppuropuun Poccuiickoi
Qenepauyy, SBISAIOLICHCA JAEpKATEIEM WM BIAACIbLUEM PETUCTPALIMOHHOIO YIOCTOBEPEHMsS, B
COOTBETCTBHM C a03alleM IMIECTHIM HACTOALIETO IyHKTa HJIM ONEPaToOp CHCTEMbl MOHUTOPHHTA IIyTEM
IPOBEPKM HAJIM4YUsl B CHCTEME MOHHUTOPHMHIA 3aperuCTPUPOBAHHOIO HUACHTU(UKATOpPa CyOBeKTa
oOpalIeHusl JIEKAPCTBEHHBIX CPEJCTB, SBIAIOMIETOCS JepKaTeleM MM BIAAEIbIIEM PErHCTPALUMOHHOTO
YAOCTOBEPEHUS, WM IPEACTABUTEIbCTBA HMHOCTPAHHOM OpraHuMs3aluu Ha Teppuropun Poccuiickon
denepanny, ABISIOLICHCSA AEP/KAaTEIEM WIM BIIAJCIbLEM PErMCTPALMOHHOIO YyAOCTOBEPEHUS, a TaKkKe
3apEerUCTPUPOBAHHOTO KOAA HACHTU(GHUKAIMHM WIM KOJA UACHTU(UKALUU TPETUYHOH (TpaHCIOPTHOMN)
YIAKOBKH JIEKAPCTBEHHOI'O Iperapara, B KOTOPOH HaXOAMUTCS ITOT JIEKApCTBEHHBIN Ipenapar (B ciayyae
nepeaayd TPETUYHOM (TPaHCIIOPTHOM) YIAaKOBKH JIEKApCTBEHHOT'O Npenapara nenukom). Ilo pesynabraram
TAKOM MPOBEPKH ONEepaTop CUCTEMbl MOHHMTOPWMHIA C HCIIOJIb30BaHHEM (YHKIIMOHAIA CHUCTEMBbI
MOHUTOPHUHIA OTIPABIIAET CyOBEKTy OOpalleHHs JIEKapCTBEHHBIX CPEACTB, paHee OCYIIECTBUBLIEMY
[IPE/ICTABJICHUE B CHUCTEMY MOHUTOPHUHIA CBEICHUI O Npeblaylleld Onepaluuy C JIEKapCTBEHHBIM
IpernapaToM, YBeJIOMIIEHHUE O MPEACTaBICHUU CBEJCHUI B COOTBETCTBHM C a03alleM ISIThIM HACTOSAIIEro
IIyHKTa, C YKa3aHUEM CBEJCHUI, IPOBEPEHHBIX OIIEPATOPOM CHUCTEMbI MOHUTOPHHTA.

(a63arn BBeneH [loctanosienuem I[IpaBurensctBa PD ot 02.11.2020 N 1779)

[Tonoxenus ab3ama ceApbMOr0 HACTOSMIETO ITYHKTa HE PACIpPOCTPAHSIOTCS Ha JIEKapCTBEHHBIC
npemnapaTsl, MpelHa3HaYeHHbIE UId oOecreueHus Jull, OOJbHBIX reModuined, MYKOBHCIIHI030M,
runou3apHeIM HAaHU3MOM, OoJie3Hbl0 ['omne, 370Ka4ecTBEHHBIMH HOBOOOPA30BaHUSIMHU JIMM(OUITHOMH,
KPOBETBOPHOM U POJCTBEHHBIX WM TKaHEH, pACCESHHBIM CKIEPO30M, TE€MOJIUTUKO-YPEMUUYECKIUM
CHUHJIPOMOM, FOHOUIECKMM apTPUTOM C CUCTEMHBIM HayajaoMm, Mykonosmcaxapuao3om I, II u VI tunos,
aruIacTU4YeCcKol aHeMuell HeyTOUHEHHOM, HaciencTBeHHbIM edunutom (axtopos I (pubpunorena), VII
(nmabunpHoro), X (CTroapta - [Ipayaspa), uil mocsie TpaHCIIaHTAIlMK OPTraHOB M (UJTK) TKAHEH.

(a63arn BBeneH [loctanosienuem I[IpaBurensctBa PD ot 02.11.2020 N 1779)
(m. 38 B pen. [Tocranosnenus [IpaButenscrea PD ot 21.07.2020 N 1079)

38(1). Ilpu ocyuiecTBieHNH BBO/IAa B TPXKAAHCKUNA 000POT JIEKAPCTBEHHBIX MPENapaToB, BBE3EHHBIX
B Poccuiickyro ®@enepanuio u3 rocynapcts - 4jaeHoB EBpa3uiickoro 3KOHOMHYECKOIO COI03a, CYOBEKT
oOpallleHus1 JICKapCTBEHHBIX CPEJICTB, OCYIIECTBIIAIONIMI NpUEMKY Ha QapMaleBTHUECKUN CKiIaj
JIEKapCTBEHHBIX MIPemnapaToB Ha Tepputopuu Poccuiickoit deaepannn, B TeueHrUe 5 pabounx THEH ¢ AaThl
IIPEJICTABICHNUS TOKYMEHTOB W CBEACHMM, MPENyCMOTPEHHBIX 4YacThlo 2 cratbu 52.1 denepampHOro
3akoHa "OO oOpallleHuu JIeKapCTBEHHBIX CPEACTB", O JIEKapCTBEHHBIX IIpernapaTax, BBOAMMBIX B
rpaxaaHckuii 00opot, B PenepaibHylo ciyk0y 1Mo Haa30py B cepe 31paBOOXpaHEHUS WU MOTy4YEHUS
paspelnieHusi, MpeIycCMOTpeHHOro dYacThio 7 cratbu 52.1 denepanpHoro 3akoHa "OO oOpamieHUn
JeKapCcTBeHHbIX cpencTB" (B ciydae BBo3a B Poccuiickyto ®Penepannio HUMMYyHOOHOIOTHYECKUX
JIEKapCTBEHHBIX IPENaparoB), A0 MPEACTaBICHUS CBEACHUM O JalbHEMIIUX OINepanusX ¢ TaKUMH
JIEKapCTBEHHBIMU IIpENapaTaMM IPEACTaBIAET B CUCTEMY MOHUTOPHHIA CBEIEHHUS, IPENLyCMOTPEHHBIE
nyHkToM 13 nmpunoxkenus N 3 k Hactosiiemy [lonoxenuro.
(m. 38(1) BBeneH Ilocranosnenuem IlpaBurensctBa PO ot 21.07.2020 N 1079)

39. CseneHnusi, npeacraBisieMble CyObeKTaMH OOpallleHUs! JIEKapCTBEHHBIX CPEJCTB B CHCTEMY
MOHHUTOPHUHTA IPU OCYIIECTBICHUH ONEPAINil C TPETUYHOH (TPaHCIIOPTHOI) YIaKOBKON J€KapCTBEHHOTO
rpenapara, MpuBeIeHbI B IpHIokeHuu N 5.

(1. 39 B pen. [Tocranosnenus Ilpasutenscrea PO ot 20.03.2020 N 311)
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

40. Ilpm OCyWIECTBICHHWH arperupoBaHMs JIEKAPCTBEHHBIX IIPEMaparoB, WMEIOIUX OAWH
r7100AbHBIA MACHTH(HUKAIMOHHBI HOMEp TOPrOBOW €IWHHIBI, CyOBEKT OOpaIleHHUs JIeKapCTBEHHBIX
CPEICTB HAHOCUT Ha TPETHUYHYIO (TPAaHCIIOPTHYIO) YHAKOBKY JIEKapCTBEHHOIO TIperapara Koj
UACHTUDUKAIIMA TPETHYHON (TPAHCHOPTHOM) YNAKOBKM JIEKAPCTBEHHOTO Iperapara M MpPEeICTaBIseT B
CHCTEMy MOHHMTOPHHIA CBEICHHS, NMPEAyCMOTpPEHHBIE NMyHKTOM | mpuiokeHus N 5 K HacTosmemy
[Tonoxenuto, [0 TPENCTaBICHHUS CBEACHUN O JaJbHEHIIMX OINMEpanusX C TaKuM JIeKapCTBEHHBIM
IpenapaToM.

(B pex. [Tocranosnennii [IpaButenscrea PO ot 20.03.2020 N 311, ot 21.07.2020 N 1079)

41. Ilpn pachopMuUpOBaHUU TPETUYHOW (TPAHCIIOPTHOM) YNAKOBKH JIEKApPCTBEHHOIO Ipernapara,
U3BSATHHM JIEKAPCTBEHHBIX NPENapaToB M3 TPETUYHOH (TPAHCIIOPTHOM) YIMAKOBKU JICKAPCTBEHHOT'O
npenapara, JAOTOJHUTEIBHOM BIIOKCHWH JIEKAPCTBEHHBIX IPENapaToB B TPETUYHYIO (TPAHCIIOPTHYIO)
YIAaKOBKY JIEKapCTBEHHOI'O Ipernapara CyOBbeKT OOpalleHusi JEeKapCTBEHHBIX CPEICTB IMPEICTABISET B
CHCTEMY MOHUTOPHHIA CBEICHHUS, IPEIYCMOTPEHHbIE ITyHKTaMH 2 - 4 mpuioxkeHuss N 5 K HacTosmemy
[Tonoxennto, 10 TPEACTABICHUS CBEACHUN O MAJIbHEUIINX ONEpalusX C TAKHUMH JIEKapCTBEHHBIMHU
npenapaTramMy WM TPETUYHOHU (TPaHCIIOPTHOH) YIIaKOBKOI JIEKapCTBEHHOTO Ipenapara.

(. 41 B pen. Ilocranosnenus [Ipasurenscta PO ot 21.07.2020 N 1079)

42. Caenenusi, HpeacTaBisgeMble CyObEeKTaMU OOpalleHHs JEKapCTBEHHBIX CPEACTB B CHCTEMY
MOHUTOPHUHTA MPU 000POTE€ M BHYTPEHHEM TMEPEMEIICHUM JIEKAPCTBEHHBIX IMPENapaTroB, NMPUBEICHBI B
npusioxeHuu N 6.

43. CyObekT oOpaiieHus JIGKapCTBEHHBIX  CPEICTB, OCYIIECTBISIIONIMNA  MEepeMeleHre
JIEKapCTBEHHBIX MpenapaToB MEXIY aJlpecaMd MECT OCYIIECTBICHUS EATEIIbHOCTH COTJIACHO JIHMIIEH3UU
(c yueTom Takux BUIOB JIEATEILHOCTH, KaK MIPOM3BOJICTBO JIEKAPCTBEHHBIX CPEICTB, (hapMalieBTHYECKAas
NeSTeNbHOCTh U JIeATENIbHOCTh 10 000pOTY HAPKOTUYECKHUX CPEJACTB, NCUXOTPONHBIX BEIIECTB U MX
MPEKYpPCOPOB, KYJIBTUBUPOBAHHMIO HAPKOCOJEPXKAIIMX pacTeHuid) u (wim) (apmManeBTHIeCKUMHU
CKJIaJJaMM, B T€4eHHe 5 pabouux aHeH ¢ GpakTHUeCKOU JaThl MepeMelIeHNs JIEKapCTBEHHBIX MPEnapaToB
70 TIPENICTAaBIICHHUS] CBENEHUH O MAIBHEHIINX OmepalusXx ¢ TaKUMH JIEKApCTBEHHBIMU IIperapaTaMu
MPEJCTaBIseT B CUCTEMY MOHUTOPHMHIA CBEAEHUs, MPETyCMOTPEHHbIE NMyHKTOM | mpuioxkeHus N 6 k
Hacrosiuiemy [lonoxenuro.

(m. 43 B pen. [Tocranosnenus Ilpasutenscrea PO ot 20.03.2020 N 311)

44. Tlpu nepenaye JIEKapCTBEHHBIX IMpENapaToB MEXIY CyOBEKTaMH OOpalleHUs JIEKapCTBEHHBIX
CPEACTB JIONYCKAaeTCs TMpeJCTaBlIeHHEe CBEICHUM B CHCTEMY MOHHTOPHUHIA CyOBEKTOM OOpalleHus
JIEKapCTBEHHBIX CPEACTB, OCYIIECTBISIOUINM Iepeady JIeKapCTBEHHBIX INpenaparoB (najnee - MpsMou
NOPSIOK TIPEJICTaBIIEHUs] CBEIEHUH Npu 000poTe JIEKapCTBEHHBIX IpenapaToB), HIHM CyOBEKTOM
oOpallleHus IEKapCTBEHHBIX CPEJCTB, OCYIIECTBIISIOIINM MPUEMKY JIEKaPCTBEHHBIX MpenaparoB (faiee -
00paTHBIN MOPSIIOK NMPEICTABICHUS CBEICHUN IPU 000POTE JIEKAPCTBEHHBIX MTPENapaToB).

(8 pen. [locranosnenus IlpasurensctBa PO ot 21.07.2020 N 1079)

Pemenne o BbIOOpEe HpSIMOTO MOpsAKA MPEICTABICHUS CBEICHHMH NMpU 000poTe JIEKapCTBEHHBIX
npenaparoB JMO0 0OpaTHOTO TMOpS/AKA TPEICTABICHUS CBEACHHH TP 00OpOTE JIEKAPCTBEHHBIX
IpernapaToB MPUHUMAETCs CyObEeKTaMU OOpallleHHs! JeKapCTBEHHBIX CPEACTB, MPEACTABIAIONIUMH TaKue
CBEJICHNUS, CAMOCTOSTEIBHO.

(B pen. Ilocranosnenus IlpasurensctBa PO ot 21.07.2020 N 1079)

B ciyuae BBpIOOpa TIpSAMOTO MOpPsIAKA TPEACTABJICHHS CBEICHWM TPH 00OpPOTE JIEKAPCTBEHHBIX
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

npenaparoB cyOBbEKT 0OparieHus! JISKapCTBEHHBIX CPEACTB, OCYIIECTBISIOMNI Tepeaady JeKapCTBEHHBIX
MpEerapaToB JAPYroMy CyObeKTy OOpaIleHHusl JEKapCTBEHHBIX CPEJACTB B paMKax TIpa)kIaHCKO-TIPABOBBIX
OTHOIIEHHH, B TeueHHe | pabodero mHSA ¢ (PAKTHYECKOH OaThl OTIPY3KH JEKAPCTBEHHBIX HPENapaToB
MPEJCTABISIET B CUCTEMY MOHUTOPHHIA CBEACHUS, MPEIyCMOTPEHHBIE MyHKTOM 2 MpuiiokeHuss N 6 K
HacrosmeMy [lonoxenuto.

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

[Ipu sTOM CyOBEKT OOpalieHHs JIEKApPCTBEHHBIX CPEACTB (32 MCKIIOUYEHHEM 000COOIEHHBIX
MOJIpa3/IeIeHuii MEIUIIMHCKUX OpraHu3anuii (aMOynaTopuid, Gpenpamepckux, GpeapamepcKo-aKyepeKux
IIYHKTOB), OCYIIECTBIISIONINN MPUEMKY JIEKAPCTBEHHBIX IPEMapaToB OT APYroro cyObekTa oOpaiieHus
JICKApCTBEHHBIX CPEACTB B paMKax IpPakJaHCKO-TPAaBOBBIX OTHOIIEHUH, B TeueHHe 1 pabouero AHS ¢
JaThl MPUEMKH JIEKapCTBEHHBIX IPENapaToB M PETHCTPAllMM B CHCTEME MOHHMTOPHHIA CBEICHHH 00
OTIPY>KEHHBIX JICKAPCTBEHHBIX Ipernaparax A0 MPEeACTaBICHUS CBEACHHWN O JAaJbHEUIINX ONEpaIusax
TaKUMH JICKAPCTBEHHBIMU MpenaparaMH IOJITBEP)KIAET JOCTOBEPHOCTh CBEIEHHM, COACPIKAIIMXCS B
CHCTEME MOHUTOPHHTA, IIyTEM MPEICTABICHUS CBEICHHI B CUCTEMY MOHHUTOPHHIA, HMPEAyCMOTPEHHBIX
nyHKTOM 4 npuiioxkenust N 6 k Hactosimemy [lonosxeHuto.

(B pen. [Tocranosnennii [IpaButenscrea P® ot 21.07.2020 N 1079, ot 18.12.2020 N 2166)

B cinydae BpiOOpa 0OpaTHOro mMoOpsaKa MPEACTABICHUS CBEIEHUN MPH 000pOTE JEKAPCTBEHHBIX
MpermapaToB CyOBEKT OOpalieHHs] JIGKAPCTBEHHBIX CPEACTB (32 HCKIIOYCHHEM 000COOJICHHBIX
Mo/ipa3JIelIieHuii MEAUIIMHCKUX opraHu3anuil (amOynaTtopuit, Gpenbamepckux, Ghenbamepcko-akyepecKkux
MTyHKTOB), OCYIIECTBIISIONINN MPUEMKY JICKAPCTBEHHBIX IMPEMapaToB OT JAPYroro cyObeKTa oOpamieHus
JIEKapCTBEHHBIX CPEACTB B paMKax Ipa)kJIaHCKO-TIPABOBBIX OTHOLIEHW, B TeueHHe 1 pabouero mHS C
JaThl TPUEMKH JICKQPCTBEHHBIX TIPENapaToB TPEACTABISICT B CHCTEMY MOHHTOPHHTA CBEICHUS O
MIPUHATHIX JICKAPCTBEHHBIX MpernapaTax, NpeayCMOTpEeHHbIe MyHKTOM 3 mpuiiokeHuss N 6 K HacTosIeMy
[Tonoxenuso.

(8B pen. ITocranosnenwuii [IpaBurenscrea PO ot 21.07.2020 N 1079, ot 18.12.2020 N 2166)

O06ocoOneHHbIe MOApa3JeIeHus MEIUIMHCKUX opraHu3auuii (amOymnaropuu, (enpamepckue,
¢enpaimepeKo-akyepckue MyHKTbl) MOATBEPKIAIOT JOCTOBEPHOCTh CBEACHUHM, colepKaluxcs B
CUCTEME€ MOHHUTOPUHIA, U TNPEICTaBISAIOT B CHCTEMY MOHMTOPMHIa CBEACHHUS O MPHUHSITHIX
JIEKapCTBEHHBIX IpenapaTax B COOTBETCTBUU C ab3allaMy YETBEPTHIM M MATHIM HACTOALIETO MYHKTA B
teyeHue 30 pabouux aHEN co JHS MPUEMKH JIEKapCTBEHHBIX MIPENapaToB.

(a63an BBenen [locranoBnennem [IpaButensctBa PO ot 18.12.2020 N 2166)

I[Ipu »>TOM CyOBEeKT oOpallleHusi JIEKapCTBEHHBIX CPEACTB, OCYIIECTBUBIIUN Iepeaavy
JIEKapCTBEHHBIX IPENnapaToB APYyroMy CyObeKTy OOpalleHHs JIEKapCTBEHHBIX IpernapaToB B paMKax
IPaX/JaHCKO-TIPABOBbIX OTHOILIEHWH, B TeueHWe | pabouero AHS € JaTbl PETUCTPALlUU B CUCTEME
MOHUTOPHHIA CBEIEHUN O INPUHATHIX JIEKAPCTBEHHBIX IIpElaparax, HO A0 IMPEACTABICHUSA CBEICHUU O
JANBHEHIINX ONEpPalMsIX C TAaKUMHU JIEKaPCTBEHHBIMHM IIperapaTaMy IOJITBEPKAACT JOCTOBEPHOCTh
CBEJICHUH, COJEpKAIIUXCA B CUCTEME MOHUTOPUHIA O MEPEAAHHBIX JIEKAPCTBEHHBIX IIpenaparax, IyTeM
MIPEACTABJICHUS] CBEJICHUI B CUCTEMY MOHUTOPHMHIA, IIPEAYCMOTPEHHBIX IMyYHKTOM 4 mpuiioxeHus N 6 k
Hacrosuiemy [lonoxenuro.

(8 pen. [locranosnenus IlpasurensctBa PO ot 21.07.2020 N 1079)

Jo 1 ¢espans 2022 r. moaTBEp>KACHUE JOCTOBEPHOCTU CBEACHUH, NMPENCTABISAEMBIX B CHCTEMY
MOHHUTOPHHTra MpH 000pOTE JIEKAPCTBEHHBIX MPENapaToB, BIPaBE OCYLIECTBIATh CYOBEKT OOpalleHus
JIEKapCTBEHHBIX CPEJCTB, OCYLIECTBUBIIMI Meperady JIEKAPCTBEHHBIX MPENapaToB JIPYroMy CyOBEKTY
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

oOpallleHus JIEKapCTBEHHBIX IIPENapaToB B paMKaxX I'PakIaHCKO-TIPABOBBIX OTHOILEHHH, B COOTBETCTBUU
c ab3ameM ceIbMbIM HACTOSIIETO ITYHKTA WJIM OIEpaTop CUCTEMbl MOHHUTOPHHIA ITyTEM IPOBEPKHU
HQINYMS B CHUCTEME MOHHMTOPUHIA HACHTU(UKALMOHHOIO HOMEpa HaJoroIulaTeNblIuKa cyObeKTa
oOpalIeHus ICKApCTBEHHBIX CPEJICTB, OCYIIECTBUBIIETO MEepeaady JEKapCTBEHHBIX MPENapaToB APYyroMy
CyObeKTy oOpallleHusl JIEKAPCTBEHHBIX IPenapaToB B paMKaX I'pa)kJaHCKO-IIPABOBBIX OTHOLICHWH, a
TaKXKe 3aperuCTPUPOBAHHOIO KOAA UACHTUDUKAIMM WM KOJa WIACHTU(DUKAUK TPETUYHON
(TpaHCIIOPTHOM) YNAKOBKM JIEKApPCTBEHHOI'O Ipernapara, B KOTOPOM HAXOAMUTCS 3TOT JIEKapCTBEHHBIH
npenapar (B ciydae mNepeaayd TPEeTHYHOW (TPaHCIOPTHOM) YIMAaKOBKM JIEKaPCTBEHHOTO Iperapara
nesnukoMm). Ilo pesynbraTtam Takoil IpOBEpKH ONEpaTOp CHCTEMbl MOHMTOPUHIA C HCHOJIb30BAHUEM
(GyHKIMOHAIA CUCTEMbl MOHUTOPHHTA OTIPABIISIET CyObEKTY OOpaIlleHus JIEKAPCTBEHHBIX CPEJICTB, paHee
OCYILLIECTBUBILIEMY IPEJICTABICHUE B CHCTEMY MOHHUTOPHUHIA CBEICHMH O HpelblAylleld omepauuu c
JICKapCTBEHHBIM MPENapaToM, YBEAOMIJIEHHE O IMPEICTABICHUM CBEICHHH B COOTBETCTBHU C ab3arem
IISTHIM HACTOSIILETO MyHKTA, C YKa3aHUEM CBEACHUH, IPOBEPEHHBIX ONEPATOPOM CHUCTEMbI MOHUTOPHHTA.
(ab3an BBepeH Ilocranosienuem IlpaButenbctBa P® ot 02.11.2020 N 1779; B pen. IlocranoBnenus
[IpaButensctBa P® ot 30.06.2021 N 1069)

[Tonoxenus ab3ama BOCBMOTO HACTOSIIIETO IMYHKTa HE PacHpOCTPaHSIOTCS Ha JIEKapCTBEHHBIE
mpemnapaTsl, MpelHa3HaYeHHbIe JUIs oOecrneueHus Jull, OONBbHBIX TreMo(uinel, MyKOBHCIHIO30M,
runo(u3apHbIM HAaHU3MOM, 0oJe3HbI0 ['orie, 370KaueCTBEHHBIMA HOBOOOpA30BAaHUSMU JTUM(DOHIHOM,
KPOBETBOPHOM U POJCTBEHHBIX WM TKaHEH, pACCESHHBIM CKIEPO30M, TE€MOJIUTUKO-YPEMUYECKIM
CHUHJIPOMOM, FOHOIIECKMM apTPUTOM C CHUCTEMHBIM Hayajaom, Mykomnosmcaxapuno3om I, II u VI tumnos,
aruIacCTUYeCKOl aHeMUell HeyTOUHEHHOM, HacieAcTBeHHbIM AeduiuToM (aktopos Il (bubpunorena), VII
(nmabunpHoro0), X (CTioapTa - [Ipayaspa), uil mocie TpaHCIJIaHTAIlMK OPTraHOB M (UJTK) TKAHEH.

(ab63ar BBeneHn Ilocranornenuwem IlpaBurensctBa PO ot 02.11.2020 N 1779; B pen. IlocraHoBneHus
[IpaButensctBa PO ot 30.06.2021 N 1069)

44(1). Ilpu nepenaye ¢penepaabHbIM OpraHaM UCIIOJIHUTENIBHON BJIACTH, OpraHaM rocyJapCTBEHHOMN
BiacTu cyobekToB Poccuiickoil denepanny U ynoaHOMOYEHHBIM MMM OpraHU3allUsM JI€KapCTBEHHBIX
IpernapaToB, 3aKyMaeMbIX Ui HYXXJ OOOpOHBI CTpaHbl M O€30MacHOCTH TOCYyJapCcTBa, OKa3aHHs
TYMaHUTapHON TOMOIIM, JUKBUJIAIUHN IOCIEICTBUI YpE3BbIUAHHBIX CUTYyalMid, KPYMHOMACIITaOHBIX
aBapuil ¥ MHUUAECHTOB MPHPOJHOIO M TEXHOT'CHHOIO XapakTepa, B LENAX HMCKIIOYEHUS BO3MOXHOCTH
PacKpbITUSl CBEICHUN, OTHECEHHBIX K TOCYAapCTBEHHOW TailHe, CyOBEKT OOpalieHHs! JIEKapCTBEHHBIX
CPEZCTB, OCYLIECTBIISIOIUI Nepejady TaKuX JIEKapCTBEHHBIX MpenapaToB, B TeUEHUE 5 pabouyux JIHeH ¢
naTtbl (AKTUYECKOM OTIrpy3KH JIEKApCTBEHHBIX IPENapaToB IPEACTaBISET B CHCTEMY MOHUTOpPUHIA
CBEIEHUSI O BBIBOJE JIEKAPCTBEHHBIX HpenapaToB M3 000poTa, 3a MCKIIOYEHHEM CBEACHUH,
MpelycMOTpeHHbIX noamyHktamu 'r", "n", "x" - "u" nynkta 1 npunoxenus N 4 K Hacrosiemy
ITonoxenuso.

(B pex. [Tocranosnennit [IpaButenscrBa PO ot 20.03.2020 N 311, ot 21.07.2020 N 1079)

[Topsimok mpecTaBIeHNs CBEIEHUN O BBIBOJIE U3 000pPOTA JIEKAPCTBEHHBIX MPEMapaToB, YKa3aHHbIX
B a03alle epBOM HACTOAIIETO MyHKTAa, YTBEpXKAaeTcsi MUHUCTEPCTBOM 3/paBooxpaHeHus Poccuiickoii
denepanuu.
(a63ar BBeseH [locranosnenuem [pasurensctea PO ot 21.07.2020 N 1079)

44(2). CyOnekT obOpaleHusi JEeKapCTBEHHBIX CPEACTB, BBIMOJIHAIOMNN (YHKLIUU MO ayTCOPCHHTY
npu mnepepade cyObekTaM oOpallleHusi JIeKapCTBEHHBIX CPEJICTB, OCYUIECTBISIOIIUM  OTIIYCK
JIEKapCTBEHHBIX IpEenapaToB OECIIaTHO MM CO CKHMJKOM IO perenty Ha JIeKapCTBEHHBbIE IpenapaTsl,
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

JIEKapCTBEHHBIX IPENapaToB, 3aKyMaeMbIX JUIA O0ECIICUeHHsl TPaKAaH 3a CYET CPEACTB (elnepabHOro
OroKeTa U (WiIH) cpencTB O10pKkeToB cyObekToB Poccuiickoit deneparun, B TeueHue | paboyero ans ¢
(akTUUECKOi JaThl OTIPY3KH JICKAPCTBEHHBIX IIPENApaToB MPEICTABISCT B CHCTEMY MOHHUTOPUHIrA
CBEJICHHUSI, IIPElyCMOTPEHHbIE IIYHKTOM 6 npuiioskeHus N 6 k HacrosieMy [lonoxenuro.

[Ipu sTOM CyOBEKT oOOpalleHus] JIEKApCTBEHHBIX CPEACTB (3a MCKIIOYEHHEM 000COOJIEHHBIX
MoIpa3IeJICHN MEANIIMHCKUX OpraHu3anuil (amOynaTopuii, Genbamepckux, Genbamepcko-akyepCcKux
ITYHKTOB), OCYIIECTBIISIONINNA IPUEMKY TaKHX JIEKAPCTBEHHBIX MIPENapaToB, B TeueHue 1 paboyero qHA C
JaThl TMPHEMKHU JICKAPCTBEHHBIX MPEMApaToB M PETUCTPAIMH B CHCTEME MOHHTOPHHTA CBEACHHUU 00
OTIPY’KEHHBIX JICKAPCTBEHHBIX MpernapaTax J0 NpPeCTaBICHUS CBEACHHUHM O NAIbHEWIIUX OMepanusx c
TaKUMHU JIEKQPCTBEHHBIMHM TMpenaparamMu MOATBEPKIAET JTOCTOBEPHOCTh CBEACHUM, COACpPKAIIUXCSA B
CUCTEME MOHUTOPHUHTA, yTeM IPECTaBICHUS CBEIEHUH, TPElyCMOTPEHHBIX IYHKTOM 4 mpuiiokeHus N
6 x Hactosemy [lonoxenuto.

(B pen. ITocranornenus [IpaButenscTBa PO ot 18.12.2020 N 2166)

O06ocobneHHple TOApa3JeNeHUsT MEAWIWHCKUX OpraHu3auuii (amOymatopuu, (enpaiepeKue,
(beNbIIIepCKO-aKyIIepCKUe MyHKThI) MOATBEPKIAIOT JOCTOBEPHOCTh CBEACHUH, COJIEpKAIIUXCS B
CHCTEME MOHMTOPHHTA, B COOTBETCTBUU C a03aleM BTOPHIM HACTOSINIEro IMyHKTa B TeueHue 30 pabounx
JHEW CO JHS MPUEMKH JICKAPCTBEHHBIX MPEIapaToB.

(a63arn BBeneH [loctanornenuem [IpaBurensctBa PO ot 18.12.2020 N 2166)
(. 44(2) BBenen Ilocranosnenuem IlpaButenscTBa P® or 21.07.2020 N 1079)

45. CyObekT oOpalieHus JeKapCTBEHHBIX CPEJICTB, OCYIICCTBIISIONINN KOHTPAKTHOE (IIOIPSTHOE)
IIPOM3BOJICTBO JIEKApCTBEHHBIX IpenapaToB Ha Tepputopuu Poccuiickoit Penepanuu, mpu nepepaye
JIEKapCTBEHHBIX IpenapaToB (rOTOBOW NPOAYKLMH) CYyOBEKTYy OOpalleHMsl JIEKapCTBEHHBIX CPEJICTB,
SBJISIIOIIEMYCS 3aKa3YMKOM TaKOTO KOHTPAKTHOTro (TOAPSAHOTO) MPOM3BOJCTBA, B TEUEHHE 5 paboumx
JHEHN c 1aThl Hepefadn JeKapCTBEHHBIX MPEnapaToB NPEICTaBIsIET B CUCTEMY MOHMTOPHMHIA CBEACHMUSI,
IPeSyCMOTPEHHbIE MYHKTOM 5 npuiioskeHust N 6 k HacTosimeMy [lonoxxeHuro.

[Tpu 3TOM CyOBEKT OOpalIeHHs JIEKaPCTBEHHBIX CPEJICTB, SIBISIFOIINICS 3aKa3YMKOM KOHTPAKTHOIO
(moapsAHOT0) MPOU3BOJICTBA JEKAPCTBEHHBIX MpEnapaToB, B TeUeHUE 5 pabouux JHEH ¢ IaThl MPUEMKH
JIEKAPCTBEHHBIX IIPENapaToB M pPETUCTPAlMU B CUCTEME MOHUTOPHHIA CBEIACHUM O IEpPEeIaHHBIX
JIEKAPCTBEHHBIX IIpemaparax [0 IPEACTABICHUS CBEACHUN O JAIBHEHIIMX ONepanusx C TaKUMHU
JIEKAPCTBEHHBIMH IIperapaTaMy HOATBEPKIAET JOCTOBEPHOCTh CBEACHUM, COIAEPIKAIIMUXCS B CHUCTEME
MOHUTOPHHIA O NEPENAHHBIX JICKAPCTBEHHBIX IMperapaTax, IIyTeM IPEACTaBICHUs CBEACHUN B CUCTEMY
MOHHUTOPHHTIA, PEAYCMOTPEHHBIX MYHKTOM 4 npuiiokeHus N 6 k Hactosiemy [lonoxenuro.

46. CyObekT oOpalieHus JIeKapCTBEHHBIX CPEACTB (32 MCKIIOYEHHEM 000COOJIEHHBIX
Mo/Ipa3JeJIeHnii MEAUIIMHCKUX opraHu3anuil (amOynaTtopui, Gpenbauepckux, GpenbauepcKo-akyepcKux
MIYHKTOB), OCYLIECTBIISIFOIINI BBIBOJ U3 000POTa JIEKAPCTBEHHBIX MpEnapaToB (3a UCKIIOYEHHEM BBIBOJA
u3 000poTa JIEKapCTBEHHBIX IpENapaToB IyTeM BbIBO3a paHee BBe3eHHbIX B Poccuiickyro denepanuu
JIEKapCTBEHHBIX  IIPENApaToB, YHUUYTOXKEHUS JIEKAPCTBEHHBIX IIPENApaTOB, IOMELIEHHBIX O]
TaMOKEHHYIO0 TMpOLEAYpY YHHUUYTOXKEHHS, BbIBO3a JIEKAPCTBEHHBIX IIpenapaToB, MAapKUPOBAHHBIX
CpeAcTBaMHU HACHTU(UKAIMM, 3a MPEAeibl TaMOXKEHHOM TeppuTopuu EBpa3suilckoro SKOHOMHYECKOTO
COI03a, MOMEIIEHHBIX O] TaMOXKEHHYIO MPOLEAYypY 3KCIOpTa, WIM Nepeadyd Ha YHUYTOXKEHUE paHee
BBEJICHHBIX JICKQpPCTBEHHBIX IIpenapaToB B TpakJaHCKUH o00opoT Ha TeppuTopuu Poccuiickoit
®denepanun), B TeUeHHE 5 paboymx MHEH C JaThl COOTBETCTBYIONICH OIEpanuy WM C JaThl MPUEMKH
JIEKapCTBEHHBIX IpernapaToB Ha (apMaleBTUYeCKHi ckiiaa (IpHU BBIBOJE M3 000pOTa JEKapCTBEHHBIX
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

[pernapaToB B 30HE TAaMOXXEHHOTO KOHTPOJS) IMPEACTaBIseT B CHUCTEMY MOHUTOPHHIA CBEICHMS,
npeaycMoTpeHHbIe myHKToM | mpuioxkeHust N 4 k Hactosiemy [lonoxenuto.
(B pen. ITocranosnenwus I[IpaBurenscrea PO ot 18.12.2020 N 2166)

O6ocobneHHble MOApaA3JeNeHUsT MEAMIMUHCKUX OpraHu3auuii (amOymatopuu, (enbaiepeKue,
dbenpamepcko-aKyepckrue myHKThl) B Teuenrne 30 pabouux AHEH co JAHS COOTBETCTBYIOLICH orepanuu
IIPEJICTABIISIIOT B CUCTEMY MOHUTOPUHIA CBEAEHHUS, NMPEAYCMOTPEHHbIE MYHKTOM | mpunoxenus N 4 k
Hactosemy [lonoxenuro.

(a63an BBeneH [loctanosnenuem [IpaBurensctBa PO ot 18.12.2020 N 2166)
(1. 46 B pen. [Tocranosnenus [IpaButensctBa PO ot 21.07.2020 N 1079)

47. CyObekr oOpalieHusi JeKapCTBEHHBIX CPEICTB, OCYIICCTBISIOIIMI BBIBOA M3 000poTa
JICKApCTBEHHBIX MPENapaToB IyTeM YHHUYTOXECHHS JICKAPCTBEHHBIX IPENapaToB, MOMEHICHHBIX O[T
TaMOXKEHHYIO TIPOLENYpY YHHUYTOKECHHs, BBIBO3a JIEKAPCTBEHHBIX IPENapaToB, MapKUPOBaHHBIX
CpeAcTBaMU WACHTU(UKAIMH, 33 TPEACTbl TAMOXEHHOW TeppuToprH EBpasuilcKoro SKOHOMHUYECKOTO
COI03a, TIOMELICHHBIX 110/l TAMOXKEHHYIO MPOLEAYpPY KCIOPTa, NPEACTABISECT B CUCTEMY MOHHMTOPHHIA
CBelIEHUS, PEAYCMOTPEHHBIE IyHKTOM 2 mpuioxkeHust N 4 k Hacrosmemy [lonokeHuro, B Te4eHue 5
paboYMx JHEH C JaThl COOTBETCTBYIOUICH ONEpaIty.

(1. 47 B pen. [Tocranosnenus [IpaButenscrea P® ot 21.07.2020 N 1079)

48. CyObekt oOpalieHus JEKapCTBEHHBIX CPEJICTB, OCYIIECTBISIONIMN BBIBOJ M3 000poTa
JIEKApCTBEHHBIX MPENapaToB MyTEeM Iepeaaun JEKapCTBEHHBIX MpEnapaToB Ha YHUYTOXKEHUE, B TCUCHUE
5 paboumnx IHEH C JaThl Mepefayd Ha YHUUYTOXKEHHUE JIGKAPCTBEHHBIX MpPENapaToB 10 MPEICTaBICHUS
CBEIIEHUU O (DaKTe YHUUTOKEHHMsS JIEKAPCTBEHHBIX IPENapaToOB MPEJCTABISAET B CUCTEMY MOHUTOPUHIA
CBEJICHHUS, TPElyCMOTPEHHBIE TYHKTOM 3 npuiioskeHus N 4 k HactosimeMy [lonoxenuro.

[To wToraM YHUYTOXKEHMSI JIEKAPCTBEHHBIX IIPENaparoB CyOBEKT OOpalleHUs JIEKapCTBEHHBIX
CPEICTB, OCYILIECTBUBIIMKM IIE€perady JEKapCTBEHHBIX IIPENapaToB Ha YHUYTOXKEHUE, B TEYEHUE S
pabounx nHEH C AaThl MOJIyd4eHUs akTa 00 YHUYTOXKEHHM NpPEJCTaBIsieT B CUCTEMY MOHMTOPHHIA
CBEZICHHUS, IPEyCMOTPEHHBIE ITYHKTOM 4 npuitockeHns N 4 k HacrosmeMy [lonoxkenuto.

49. CyObekT oOpamieHusi JEKapCTBEHHBIX CPEICTB, OCYIIECTBISIOMMA BBIBOJ H3 000poTa
JIEKapCTBEHHBIX IPENapaToB IyTeM OCYIIECTBICHUS PEIKCIIOpTa, B TeUeHUe 5 pabouux JHEH co JHS
peIIeHHsI O PEIKCIIOPTE, MPUHATOTO TAMOKEHHBIMH OpPraHaMH, MPEJCTABISET B CUCTEMY MOHHUTOPWHTA
CBEICHHUS, TIPElyCMOTPEHHBIE TYHKTOM 2 nipuiiokeHus N 4 k HactosimeMy [lonoxenuro.

(8 pen. [locranosnenus IlpasurensctBa PO ot 21.07.2020 N 1079)

50. Ilpm ocyliecTBIEHMH TIOBTOPHOIO BBOJa B 00OpPOT JIEKaPCTBEHHBIX IpenapaToB (3a
UCKJIIOYEHHEM JIEKapCTBEHHBIX MPENapaToB, CBEACHUS O BBIBOJE M3 000pOTa KOTOPHIX MPEICTABICHBI B
CHCTEMY MOHHTOpPUHIA B COOTBETCTBUH ¢ MyHKTOM 44(1) HacTosmero ITonoxenns) cyObeKkT oOpalieHus
JIEKapCTBEHHBIX CPEJICTB, paHEEe OCYLIECTBUBIIMN BBIBOJ M3 000pOTa JIEKAPCTBEHHBIX IMPENapaToB WM
BBIITYCK TAaKUX JIEKAPCTBEHHBIX IpernaparoB BHE TeppuTopun Poccuiickoit deneparuu (B ciiyuae BHIBO3a
paHee BBe3eHHBIX B Poccuiickyro dezepalninio JeKapCTBEHHBIX MIPENapaToB), B TeueHUe 5 pabounx aAHei ¢
JAThl COOTBETCTBYIOLIEH ONEPALMU IIPEACTABIAET B CUCTEMY MOHUTOPUHIA CBEACHUS, IIPELYyCMOTPEHHBIE
nyHKToM 14 npunoxenuns N 3 k HacTosimemy [lonoxeHuro.

[Topsimok TpeaCTaBIeHUs CBEIEHUI O MOBTOPHOM BBOJIE B OOOPOT JIEKApCTBEHHBIX IPENapaTosB,
yKa3aHHBIX B a03are BTopoM myHkTa 44(1) Hacrosimero [lonokenus, yTBepxkmaaercss MUHHUCTEPCTBOM
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

3apaBooxpanenus Poccuiickoii denepann.
(. 50 B pexn. Ilocranosnenus Ilpasurenscta PO ot 21.07.2020 N 1079)

51. CyObekTbl oOpallleHus JIEKapCTBEHHBIX CPEICTB, OCYIIECTBISIONIUE PO3HHUUYHYIO TOPTOBIIO
JIEKApCTBEHHBIMU TIpErapaTaMd M OTIYCK JIEKapCTBEHHBIX MPEMapaTroB CO CKUAKON MO pelenty Ha
JIEKapCTBEHHbIE IPerapaThl, MapKUPOBAHHBIX CPEICTBAMHU HACHTU(DUKAINH, MPEACTABISIOT CBEICHUS O
BBIBOJIC U3 000pOTa JIEKAPCTBEHHBIX MPENAPATOB C UCIIOJIB30BAHUEM KOHTPOJIBHO-KACCOBOM TEXHHKH.

[Tepenaua uHdopmManuu B cCUCTEMY MOHUTOPHHIA O JIEKAPCTBEHHBIX IpenapaTax, BbIBEJCHHBIX U3
obopoTa cyObeKkTaMH oOpalieHusl JICKapCTBEHHBIX CPECTB, HE MPUMEHSIONIMMHA KOHTPOJIHHO-KaCCOBYIO
TEXHUKY WIM IPUMEHSAIOIIMMH KOHTPOJIBHO-KAaCCOBYIO TEXHUKY B PEXKHME, HE IIPElyCMATPUBAIOIIEM
o0s3aTeNnbHON Mepenaun (PUCKAIBbHBIX JOKYMEHTOB B HAJIOTOBBIE OPTraHbl 4epe3 omneparopa (pUCKaTbHBIX
JAHHBIX, B CIy4asX, yCTaHOBJIEHHBIX DenepalbHbIM 3aKOHOM "O NPUMEHEHHH KOHTPOJIbHO-KACCOBOU
TEXHHUKU IIPU OCYILECTBIEHUU pacueToB B Poccuiickoit denepaunn”, npon3BoAUTCS TAKUMH CyObEKTaMU
oOpallleHus JIEKApCTBEHHBIX CPEJICTB C UCIOIb30BaHUEM (DYHKIIMOHAIA CUCTEMbl MOHUTOPHHTA.

CyOBeKTsl 00paleHns JeKapCTBEHHBIX CPEJCTB, OCYIIECTBISIFOIINE METUIITHCKYIO JeSITeIbHOCTD U
BBIBOJI M3 000pOTa JICKAPCTBEHHBIX IpPENaparoB IPU OKA3aHWU METUIIMHCKON MOMOIIM, a TaKXke
CyOBeKThI OOpalIeHHs JIEKAPCTBEHHBIX CPEACTB, OTIYCKAIOIINE JIGKAPCTBEHHBIC Mpernaparbl OecIiaTHO
[0 pelenTy Ha JeKApCTBEHHBIE Mpernaparhbl, MPEACTABIAIOT UHQOPMAIMIO B CUCTEMY MOHHTOPHHIA O
BBIBOJIC U3 000POTA JISKAPCTBEHHBIX MPEMAapaToB MyTEM OTITYyCKa JEKapCTBEHHBIX MPErapaToB OECIIaTHO
[0 pEeuenTy Ha JIEKapCTBEHHbIE Ipenaparbl WA OTIyCKa IMPU OKA3aHUU MEAMIIMHCKON IMOMOIIU C
HCI0JIb30BAaHUEM PETUCTPATOPOB BBIOBITHSA, IPEICTABISIEMBIX OIIEPATOPOM CUCTEMbI MOHUTOPHUHTIA.

OcHaienue cyObeKTOB 00paleHHs IEKAPCTBEHHBIX CPEACTB, OCYIIECTBISIONIMX BBIBOJ U3 000pOTa
JIEKAPCTBEHHBIX TPENapaToB MPU OKAa3aHWM MEIUIIMHCKOM TOMOIIM WU IMyTEM OTIYCKa OECIUIaTHO
JIEKapCTBEHHBIX IPENapaToB MO PELENTy Ha JIEKapCTBEHHbIE Mperaparbl, pPerucTpaTopamMu BBIOBITHS
OCYIIECTBIISIETCSI ONEPATOPOM CHCTEMbl MOHHMTOpPHHIa Ha 0€3BO3ME3/IHOM ocHOBe. B mensx Takoro
OCHaIIeHHs] CYOBEKThl OOpallleHHs JEKapCTBEHHBIX CPEACTB 3aKII0Yal0T C ONepaTopoM CHUCTEMBI
MOHUTOPHUHTA JIOTOBOPHI, B TOM YHCJIE COJAEPIKAIINE YCIOBHUS MPEIOCTABICHHS TAaKOTO 000PYyIOBaHUS U
€ro persiaMeHTHOT0 00CITyKUBaHUS Ha O€3BO3ME3/IHOM OCHOBE.

TunoBas popma Takux JOTOBOPOB yTBEpKIaeTcs MHUHHCTEPCTBOM MPOMBIIIICHHOCTH U TOPTOBIIU
Poccuiickoit denepanuu.

B cayuae HepabGOTOCIIOCOOHOCTH pErucTparopa BBIOBITHS, TMOJITBEPKIACHHON YBEAOMIICHUEM,
HaMpaBlIIeMbIM CYOBEKTOM OOpallleHUsl JEKapCTBEHHBIX CPEICTB OINEpaTopy CUCTEMbl MOHUTOPUHTA,
repeaada CBEICHUM O BBIBOJIE U3 000pPOTa JICKAPCTBEHHBIX MPENapaToB IMMyTEM OTITYCKa JIEKAPCTBEHHBIX
mpemnapaToB OecIIaTHO WM OTIyCKa MPH OKa3aHWU MEIUIMHCKON MOMOIIY Ha MEePUO]I BOCCTAHOBIICHUS
paboTOCIIOCOOHOCTH WJIM 3aMEHBI PETUCTpATOpa BBIOBITUS OCYIIECTBIISIETCS CyOBEKTOM OOpaIieHus
JIEKapCTBEHHBIX CPEJICTB C UCTOIb30BaHUEM (PYHKIIHOHATA CHCTEMbl MOHUTOPHHTA.

(n. 51 B pen. [Tocranosnenus [IpaButenscTBa PO ot 21.07.2020 N 1079)

52. CyObekTbl oOpalleHusi JEeKapCTBEHHBIX CPEJCTB NpPH OOHApPYKEHUH OLIMOOK B CBEACHUSX
(HEIOCTOBEPHBIX CBEACHMI), MPEACTAaBICHHBIX MMU B CHUCTEMY MOHUTOPHHIa INpU BBOJE B 000pOT
JICKapCTBEHHBIX TMpernapaToB W 000pOTe JIEKapCTBEHHBIX INpenapaToB, MPEJACTABISIOT B CHUCTEMY
MOHHUTOPHHra HHGOpPMAIUIO, HEOOXOAMMYIO JUIsl MCIPABICHMS] YKa3aHHBIX OIIMOOK B CBEIEHUSAX
(HeZOCTOBEPHBIX CBE/ICHUH) (1anee - HCIpaBIeHNe OUIHO0K).
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

CyOBeKkThl OOpalieHusl JEKapCTBEHHBIX CPEACTB BIPaBE BHECTH HMCIPABICHHS OMIMOOK IO TOTO
MOMEHTA, KOT/Ia OHM OBUTH YBEJIOMJICHBI O HA3HAYCHUH B OTHOIIIEHUW HUX MPOBEPKH, OCYIIECTBIIIEMON B
ycTaHOBJICHHOM Topsiike DenepanbHOM CIIy»KO00i 10 Haa30py B cdepe 3ApaBoOOXpaHeHHUs, M0 (HaKTy
MPEJICTABICHHUSI CYObEKTaMH OOpalieHHsl JIEKAPCTBEHHBIX CPEJACTB OIMIMOOYHBIX (HEIOCTOBEPHBIX)
CBEJCHUN.

B ciywae ecnu B mpejacTaBieHUHM CBEJCHHN, B KOTOPBIX OOHAPYKEHBI OMIMOKM (HEZOCTOBEPHBIE
CBEJICHUs), Y4YacTBOBIM JApYrue CyOBbeKTbl OOpalleHUs JIEKAPCTBEHHBIX CPEICTB, TO MCIPABICHUS
OMHMOOK CYMTAIOTCS IPHUHATHIMU TTOCJIE TIOATBEPKACHUS JIOCTOBEPHOCTH MPEICTABICHHBIX HCIIPABICHUIH
OomKMOOK B CHCTEME MOHMTOPMHIA BCEMM YYaCTHMKAMU NPEACTABICHUS CBEIEHUH, B KOTOPBIX
oOHapyKeHBI OMUOKHU (HEJIOCTOBEPHEIE CBEICHU).

[Tonoxxenus ab3aa TPETHETO HACTOSILETO MYHKTa HE PACHPOCTPAHSIOTCS HA CIy4ad MCHPABICHHS
omHOOK B CBEICHHSX, MPEICTABICHHBIX CyOBeKTaMH OOpalIeHHs JEKapCTBEHHBIX CPEACTB B CHUCTEMY
MOHUTOpPUHTrA B MOPSIKE, NPEAyCMOTPEHHOM ad3areM msThiM myHKTa 44 Hacrosimiero Ilomokenus. B
YKa3aHHOM CJy4yae JIOCTOBEPHOCThH IPEICTABICHHBIX HCIPABICHUH OMIMOOK B CHCTEME MOHHTOpPWHTA
MOJTBEPKAACTCS B COOTBETCTBHHU C ad3ameM BOCbMbIM ITyHKTa 44 HacTosero [TomoxeHus.

(B pen. [locranosnenus IlpasurensctBa PO ot 30.06.2021 N 1069)

B cucreMy MOHUTOpUHTA BHOCSTCS CIEAYIOIIUE UCTIPABIECHUS OMMOOK B OTHOUICHHH COOCTBEHHBIX
omnepauuid:

OTMEHa CyOBhEeKTOM OOpallleHus JICKApCTBEHHBIX CPEICTB PaHEe 3aperucTPUPOBAHHON omepanuu (B
cllydae, €ClIM I0CJIe TaKOM orepanuu He ObUIM COBEPLICHBI JEHCTBUS C EPEX00M IIpaBa COOCTBEHHOCTH
HAa JICKApCTBEHHBIE MIperapaThl);

OT3BIB  COOOIIEHUS 00 OTrpy3Ke JIEKapCTBEHHBIX IIpenapaToB CyOBEKTOM OOpamieHus
JIEKapCTBEHHBIX CPEJCTB - OTIPABUTENIEM TAKOI'O COOOLIEHHUS, TIEpEIaHHOTO OTYYaTeNto JIEKapCTBEHHBIX
npenapaToB. Takas KOpPpEeKTHPOBKa BO3MOXKHA JI0 Mepefaud CBEACHMH O MOATBEPKACHUU Ieperadu
JIEKapCTBEHHOT'O Mpenapara ApyruM cyObeKTOM OOpalleHus JIEKAPCTBEHHBIX CPEICTB;

0TKa3 cyObeKTa 00paleHHs JIEKapCTBEHHBIX CPE/ICTB - MOJIyYaTess JEKapCTBEHHbIX MPENnapaToB OT
IIPUEMKHU JIEKAPCTBEHHBIX IIpEnaparoB. Takas KOPPEKTUPOBKa BO3MOXKHA 10 IEepeladyd CBEIACHHUM O
MOITBEPK/ICHUH Tepeauu JIEKapCTBEHHOrO Mpenapara JApyruM cyObeKTOM OOpalleHUs JeKapCTBEHHbIX
IIpenapaTos;

KOPPEKTUPOBKA CYOBEKTOM OOpallleHus JCKapCTBEHHBIX CpPEJCTB paHee HAMpPaBICHHBIX WM
CBEJICHMI B CHCTEMy MOHHUTOPHUHTa O IIepelade JIEeKApCTBEHHOrO TMpemnapara IPYyroMy CyOBeKTy
oOpallieHus JIEKAPCTBEHHBIX CPEACTB C MOATBEPKICHUEM TaKON KOPPEKTHUPOBKU CYOBEKTOM OOpalleHus
JIEKapCTBEHHBIX CPEICTB, KOTOPOMY TIepeaHbl TaKKe JIEKapCTBEHHBIE MTPEemapaThl.

(a63arn BBeneH [loctanornenuem I[paBurensctea PD ot 21.07.2020 N 1079)

53. BioKupoBKa MPUHATUS CUCTEMON MOHUTOPHMHIA CBEJICHHMH O BBOJAE B OOOPOT JIEKapCTBEHHBIX
npenaparoB, 006 obopore W (WIM) O BBIBOJE M3 000pPOTa JIEKAPCTBEHHBIX IpenapaToB (manee -
OJIOKMpPOBKA) OCYIIECTBISIETCS B aABTOMAaTHUECKOM pEXHME B COOTBETCTBUM C PETJIaMEHTOM,
OTIpeNIeNIIEMBIM OTIEPATOPOM CHCTEMBI MOHHTOPWHTA W COTJIaCOBaHHBIM ¢ DemepanbHOU Ciyk)00# 1O
Ha/130py B cepe 31paBoOOXpaHEHHUS.

(B pen. [Tocranosnenus [IpaBurensctBa PO ot 30.08.2019 N 1118)
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

[lepeuenr npuynH OJIOKUPOBKHU MpHUBEIEH B puiiokeHuu N 7.

[Ipu ycTtpaHneHuu CyOBEKTOM OOpalleHHs JIEKAPCTBEHHBIX IMpENapaToB MPUYHH, MOCTYXHBIINUX
OCHOBAHHUEM JUIsl OJIOKUPOBKHU, OTMEHA OJIOKMPOBKH OCYIIECTBIISIETCS B ABTOMATHUECKOM PEXHUME.

B ornenpHBIX citydasx, mepedeHb KOTOphIX ompenensercs PexepanbHol cioy)00il 1Mo HaA30py B
cdepe 31paBOOXpaHeHus, IpU OJOKUPOBKE JOIYCKAETCS BO3MOXKHOCTH Iepefaun CBEICHHUI O BO3BparTe
JIEKapCTBEHHBIX IPENapaToB MOCTABIIUKY, O MEepeJadye JEKapCTBEHHBIX IPENapaToB Ha YHUUTOKEHUE U
(unn) 06 MHOM BUJE BBIBOJA U3 000POTA JIEKAPCTBEHHBIX MPENapaToB.

BJIOKI/IpOBKa n OTMCHa 6HOKI/Ip0BKI/I MOTYT BBOAMTBHCA B OTHOIICHHUMU CAWMHHUIBI JICKAPCTBCHHOI'O
Impemnapara, HapThuu JICKapCTBCHHBIX IIPEIIapaToB UJIN CEPUHU JICKAPCTBCHHBIX ITPEIIapaToB.

VIl. Mopsagok npegocraBneHnsa nHopmaumm, coaepxawencs
B CUCTEMEe MOHUTOPUHra

54. JlocTym 3aMHTEPECOBAHHBIX B MOIYYSHUN WHPOPMALIUU U3 CUCTEMbl MOHUTOPUHTA (PU3HUYECKIX
U IOpUIWYECKUX JHI, (efepanibHbIX OPraHOB HCIIOJHUTEIBHON BIIACTH, OPraHOB TOCYAapCTBEHHOM
BiacTu cyOobekToB Poccuiickoil denepauny U OpraHoB MECTHOTO CaMOYMpaBiIeHUS OOECIEUMBAETCS
OlepaTopoM CHUCTEMbl MOHHUTOPHHIAa IO COTJacOBaHWIO ¢ MUHUCTEPCTBOM 3APaBOOXPAHEHUS
Poccuiickoit ®enepanuu.
(B pen. ITocranornenus IIpaButenscTa PD ot 21.07.2020 N 1079)

[lpu sTOoM oOnamateneM WHPOPMALUKU, COACPHKALICHCS B CHCTEME MOHUTOPHHIA, SBISETCS
Poccuiickas @enepanus. I[IpaBomouust oOmajgarens uHQOpPMaLUM, coJAepKalleicss B cHCTEME
MOHUTOpPHHra, oT umeHu Poccuiickonn ®enepanuu OCyECTBIAET MHUHUCTEPCTBO 3APAaBOOXPAHEHUS
Poccuiickoit ®enepanuu. OOnanatens uHGOpMALMK, COAEpKAILEHCS B CHCTEME MOHMUTOPHUHIA,
o0ecrnieurnBaeT KOH(UIEHIIMAIBHOCTh TaKOW MH(OPMALIUY, 32 UCKIIIOUEHUEM MH(POpPMAIUU, OTHECEHHON
[TpaButenscTBOM Poccuiickoit denepanuu k 001IeA0CTYTHON HHPOPMAIIHH.

(a63arn BBeneH [loctanornenuem I[paBurenscta PD ot 21.07.2020 N 1079)

Omneparop CUCTEMBI MOHHMTOPHUHTA OCYIIECTBISIET JEHCTBUS ¢ MH(MOpMalUen, coieprkaliencs B
CUCTEME MOHUTOPHHIA, WM Pa3pelIacT OCYIIECTBICHUE TAKUX JECUCTBUUA B Mpeaenax MOJHOMOYH,
YCTaHOBJICHHBIX (hefepalbHbIMU 3aKOHAMH W TMPUHUMAEMBIMH B COOTBETCTBUM C HUMH HWHBIMH
HOPMAaTUBHBIMU IIPaBOBBIMM akTaMu Pocculickon @enepanuu, B TOM yucie HacToAmuM [lonoxkennem.
(a63an BBeneH [locranoBnennem [IpaButensctea PO ot 21.07.2020 N 1079)

55. loctyn k uH(pOopMaIuu, CoAepKaIieicss B CHCTEME MOHUTOPUHTA, 00ECIIEYMBAETCSI OTIEPATOPOM
CUCTEMbI MOHUTOPHUHTA C YYETOM CJEAYIOIINUX MOJIOKEHUN:

a) Joctyn (enepalbHbIX OpPraHOB HCIHOJHUTENBHOM BIIACTH, OpPraHOB TOCYIAapCTBEHHOM BIIACTH
cyobekToB Poccuiickoit denepariy 1 OpraHOB MECTHOTO CaMOYIIPaBJICHUs B OTHOILIEHUH CoJiepKarieiics
B CHUCTEME€ MOHMUTOPHUHTa MH(OpPMAIMKU OCYIIECTBISETCS B TOM YHCIIE€ MOCPEICTBOM HH(PPACTPYKTYpHI,
obecrieunBaronieil HMH(MOPMAIIMOHHO-TEXHOJIOTMYECKOe B3aUMOCHCTBUE HH(OPMAIIMOHHBIX CHCTEM,
HCIIONB3YEMBIX JUISI MPEJOCTABICHUS TOCYJAPCTBEHHBIX M MYHHIMIIAIBHBIX YCIYT M HCIOJHEHUS
rOCYJapCTBEHHBIX U MyHHIIMIIATbHBIX (DYHKIIHH B 3JIEKTPOHHOM (hopme;

0) moctymn CyOBEeKTOB OOpaIeHus JISKAPCTBEHHBIX CPENICTB, MPEACTABISIIONIUX WH(POPMAIIUAIO IS
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

BHECEHHsI B CHUCTEMY MOHHUTOPMHIa, B OTHOLICHWH IPEJCTABICHHOW WMH HWH(pOpManmuu W
HOPMATHUBHO-CIIPABOYHOM HMH(OpMAINH, COJEpXKAIIEHCs B CHCTEME MOHUTOPHHIA, OCYIIECTBIISIETCS
yepe3 JIMYHBIA KaOMHET CyObeKTa OOpamleHHs JIeKapCTBEHHBIX CPEACTB WM IIOCPEICTBOM
MH(POPMALIMOHHBIX 3JEKTPOHHBIX CEPBHUCOB C HCIOJB30BAHWEM CTAHJIAPTHBIX MPOTOKOJIIOB U
UHTEP(EHCOB 3IEKTPOHHOTO B3aUMOACHCTBHS;

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

B) JIOCTYIl TpakJaH B OTHOIICHHUU COJIEpKalleiicss B CUCTEME MOHUTOpPUHTAa HMH(OpPMALUK TpU
MIPOBEPKE CPEACTBA UACHTU(DHUKAIIMKI OCYIISCTBIISICTCS B TOM YHCIIE C MCIIOJIb30BAHUEM CaiiTa oreparopa
CHUCTEMbl MOHHUTOPHHTA B MH(OPMAIIMOHHO-TEICKOMMYHUKAIIMOHHON ceTu "MHTepHeT" m MOOUIBLHOTO
MPUIOKEHHUS.

56. MoOuibHOE MPUIIOKEHKE MPU MTPOBEPKE CPEICTBA UICHTU(UKALIUN 00ECIIeYMBAET B TOM YHCIIE
CJIEIYIOIIHE BO3MOXKHOCTH CUCTEMBI MOHUTOPHUHTA:

a) CUMTHIBAHUE CPEJICTB HJACHTU(UKAIMA CO BTOPHUYHOM (TOTPEOUTENHCKOM) YHMAKOBKH
JIEKapCTBCHHOTO TIpernapara (B ciay4dae €€ OTCYTCTBHS - TIEPBUYHOM YIIAKOBKH JICKAPCTBEHHOTO
npenapara);

0) oToOpakeHHe Pe3yIbTaTOB MIPOBEPKH CPEICTBA NACHTU(DUKAIIUN B CUCTEME MOHUTOPHHTA;

B) BO3MOXHOCTb HaIIpaBJICHUS CBe,I[eHI/II‘/'I B CHUCTEMY MOHHUTOPUHTA O HAPYUICHUAX TIIOpAAKa
MAapKUPOBKH JICKAPCTBCHHBIX IIPLCIIapaTOB.

57. CyObeKT oOpaleHus JIeKapCTBEHHBIX CPEICTB MOXKET MOTYUYUTH JOCTYM KO BCEM AJIEKTPOHHBIM
JNOKyMEHTaM, IIepeJaHHbIM WM B CHCTEMY MOHMTOPMHIA, & TaKXKe K JJIEKTPOHHBIM JIOKYMEHTaM,
CO3/IaHHBIM CHCTEMOW MOHUTOPHHTIA MO pe3ylibTaTaM 00pabOTKH MOIYYEHHBIX OT CyObeKTa oOpalleHus
JIEKapCTBEHHBIX CPEACTB JOKYMEHTOB, a Takxke K HHpopmauuu, oTHeceHHOH IIpaBuTenbcTBOM
Poccuiickoit @eaeparuu Kk o0IIe10CTYTHOM HH(DOPMALIUH.

(8 pen. [locranosnenus IlpasurensctBa PO ot 21.07.2020 N 1079)

VIIl. OnepaTop cucTteMbl MOHUTOPUHTra

57(1). DMUTEHTY CpEICTB WACHTH(UKAIMH, 3aPETUCTPUPOBAHHOMY B CHCTEME MOHUTOPUHTA H
NPEJCTaBUBIIEMY CBEJECHHMS B CHUCTEMY MOHMTOPMHIA O HAaHECEHHWU CPEJICTB HICHTU(UKALMM Ha
YIAKOBKU JIEKAPCTBEHHBIX IPENapaTroB, MOMHMMO CBEIACHHM, YyKa3aHHbIX B IyHKTe 57 HACTOAIIETO
[Tonoxenus, obecnedynBaeTcss AOCTYH K HH(POpPMAIMM O CEpUSX M MApTHSIX TaKUX JIEKAPCTBEHHBIX
[IpernapaToB B 4aCcTH MH(OPMALIMU O BiaJeNbllax JEKapCTBEHHBIX MPENapaToB U UX KOJIMYECTBE MO BCEH
LIENU MIOCTaBKU UJIN OTTPY3KH.

(m. 57(1) BBenen Ilocranosnenuem IlpaBurensctea PO ot 21.07.2020 N 1079)

57(2). IlotpeburensiM JEKapCTBEHHBIX IpernapaToB oOecreunBaeTcst JOCTYN K HHGOpMAIHH,
otHeceHHoM [IpaBuTenbcTBoM Poccuiickoit denepannn k 0011eA0CTYTHON HHPOPMAITIH.
(m. 57(2) BBeneH Ilocranosnenuem IlpaBurensctBa PO ot 21.07.2020 N 1079)

57(3). denepanbHBIM OpraHaM HCIIOJHUTEIBHONW BJIACTH B MEJAX, OMPEIEICHHBIX HACTOSIINM
[TonoxxeHuneM, o0ecrieunBaeTCs JOCTYI K CIEAYIOIUM CBEICHUSIM:
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

a) uadopmanus o cyobekTax oOpalleHus JeKapCTBEHHbBIX CPENICTB, O JIEKAPCTBEHHBIX MIpernapaTax u
ux 00opoTe, HeoOXoauMMas JJIsi BBIMOJIHEHHS 3a/Ja4 M OCYLIECTBICHUS (DYHKIMI, BO3JIOXKEHHBIX Ha
(benepanbHbIe OPraHbl UCIIOTHUTEIBLHON BIACTH, B LEJNSX, ONpeaeiIeHHbIX HacTosmuM [lonoxkenuem;

0) craructuyeckast vH(OpMaIH O JEKAPCTBEHHBIX IpenapaTax U ux o60opore;

B) wuHpopmanus, oTHeceHHas [IpaButenbctBoM Poccuiickoit ®Pepepanum K 0OMIEAOCTYITHOM
uHpopMaLuu.
(n. 57(3) BBenen [locranornenuem IlpaButensctBa P® o1 21.07.2020 N 1079)

57(4). CocraB wuH(popManuu, COJepKalIecs B CUCTEME MOHUTOPHHIA, JOCTYNl K KOTOPOH
obecrieunBaeTcsi (hefepabHBIM OpraHaM HCIIOJIHUTEILHONW BIIACTH, ONPENENSIeTCS B COTJIAIICHUSAX 00
MH(POPMALIMOHHOM  B3aMMOJICHCTBHM, 3aKIIOUEHHBIX  ONEPATOPOM  CHCTEMBbl MOHHTOPUHIA C
benepaabHBIMU OpraHaMH WCIIOJIHUTEILHOW BJIACTH M MHHHCTEPCTBOM 3/IpaBoOXpaHeHus: Poccuiickoii
denepanuu.

(. 57(4) BBenen [locranornenuem IlpaButensctBa P® o1 21.07.2020 N 1079)

57(5). denepanpHO coy)KOe MO HAA30py B cdepe 3IpaBOOXpaHEHUS 00ECIEUMBACTCSA JOCTYN K
UHpOPMAIINH, COJICPKAIICHCS B CHCTEME MOHUTOPHHTA, B LIENISX:

a) OCYIUECTBJIICHHUS KOHTPOJS COOJIIOJIEHUS MEIULMHCKUMHU paOOTHUKAMH, PYKOBOJIUTENISIMU
MEIMLIMHCKUX OpraHu3anuii, ¢apManeBTUYECKUMH paOOTHUKAMH M PYKOBOJUTEISIMH alTEUHBIX
OpraHM3alMil OrpaHMyYeHUil, NPUMEHSAEMbIX K HHUM TIpPU OCYLIECTBICHUH MPOPECCHOHATBHON
JESATEIbHOCTH B COOTBETCTBUH C 3aKOHOATENbCTBOM Poccnlickoit denepanuy;

0) OCyIIEeCTBIICHUSI TOCYJIAPCTBEHHOTO KOHTPOJIA (Ham3opa) B cdepe oOpalleHus JIeKapCTBEHHBIX
CPEJICTB;

B) IMPOBEJIEHUS MOHUTOPUHIAa ACCOPTUMEHTA W 1I€H Ha >KM3HEHHO HEOOXOJMMBbIE U BaXKHEHIne
JIEKApCTBEHHBIE IIPENapaThl;

') OCYIIECTBIICHUS B YCTAHOBJIICHHOM TOPSIKE MPOBEPKH JACSITEILHOCTH MEIUIIMHCKHAX U allTeYHBIX
OpraHM3allyii, OpraHu3aluii ONTOBOM TOPTOBIH JICKAPCTBEHHBIMHU CPEJCTBAMH, APYTUX OpraHU3aluil u
WHIUBUAYATBHBIX MTPEANPUHUMATEIIEH, OCYIIECTRIISIOIINX JICITSIFHOCT B Cepe 3paBOOXpaHCHHUS.

(. 57(5) BBenen Ilocranosnenuem IpasurensctBa PO ot 21.07.2020 N 1079)

57(6). denepanbHON HAJIOrOBOM CiTyk0€ obecreunBaeTcs JO0CTYIl K MHPOpMaluK, coaepKalencs B
CHCTEME MOHUTOPUHTA, B LIEJIAX:

a) OCYIIECTBIEHMS] KOHTPOJS U HAA30pa 3a MPABWIBHOCTHIO HCUUCIEHMS, TOJIHOTOW U
CBOEBPEMEHHOCTBbIO BHECEHHS B COOTBETCTBYIOIIMI OOKeT OIKEeTHON cuctembl Poccuiickoi
denepanu HAJIOTOB W COOpPOB, a B CIydasX, MPEIyCMOTPEHHBIX 3aKOHOJATEILCTBOM Poccuiickoi
Qenepaunu, - 3a NOPaBUIBHOCTBIO HCUYMCICHUS, IIOJHOTOM M CBOEBPEMEHHOCTBIO BHECEHHUS B
COOTBETCTBYIOIIHNI OFO/PKET MHBIX 00S3aTEeIIbHBIX TUIATEIKEH;

6) KOHTPOJIA CO6J'IIOI[CHI/IH TpC6OBaHHﬁ K KOHTpOHBHO-KaCCOBOﬁ TCXHHUKEC, TTOpsAAKa U yCJIOBI/Iﬁ €
perucTtpaii U MpUMCHCHU A,
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

B) KOHTPOJISI ydeTa BBIPYUKM JACHEXKHBIX CPEICTB Yy IOPUIMYECKUX JIUI M HHIUBHIYaJIbHBIX
[IpeANPUHUMATEIICH;

I') OCYILECTBIIEHUS] KOHTPOJIBHBIX MEPOIIPUATUH, BKIIOUasi KAMEPaJIbHbIE U BbIE3/IHBIE TPOBEPKH.
(. 57(6) BBeneH Ilocranosnenuem Ilpasurenscrea PO ot 21.07.2020 N 1079)

57(7). denepanbHON TaMOKEHHOU CTy>k0e oOecreunBaeTcs TOCTY K HH(OPMAITUH, CoepKamencs
B CHUCTEME MOHHMTOPHWHTA, B LEJIAX OOECICUCHHs NPEIyCMOTPEHHBIX 3aKOHOAATENbCTBOM Poccuiickoit
denepanyy MOJTHOMOYHEA O OCYIIECTBICHHIO TaMOXXEHHOTO KOHTPOJIS 3a MPOJYKIHEH, BBO3UMOH B
Poccuiickyro @enepannio, B TOM YUCIE TAMOXXEHHOIO KOHTPOJIS IIOCJIE BBITYCKA TOBApOB, a TaKkKe
KOHTPOJISl 32 MPAaBWJIBHOCTHIO MCYHMCICHHS W CBOEBPEMEHHOCTBIO YIUIATHI TAMOXKCHHBIX IOILIHH,
HAJIOTOB, CIICIUATBHBIX, AHTHIEMITMHTOBBIX KOMIICHCAIIMOHHBIX MONUIMH M WHBIX IJIaTeKEH, B3UMAHHE
KOTOPBIX BO3JIO)KEHO Ha TAMOKEHHBIE OPTaHBbI.
(. 57(7) BBeneH Ilocranosnenuem IlpaBurenscrea PO ot 21.07.2020 N 1079)

57(8). ®enepanbHOi ciyx0e TOCYZapCTBEHHOH CTaTUCTMKM oOOeclednmBaeTcss JOCTyl K
uHpOpMaNnH, COAepIKALICHCs B CHCTEME MOHUTOPUHTA, B IEJISX 00ECIIEUeHUs OCYIIEeCTBICHUS (yHKIUN
no (GOopMHUPOBAaHUIO O(PUUHUANBHOM CTATUCTUYECKOH HH(OPMALMM O COLMAIBHBIX, YKOHOMHYECKHX,
nemMorpaduyecKkrx, 3K0JI0rMUYeCKUX U IpYyruX o0LeCcTBEHHBIX npoleccax B Poccuiickoit denepauuu.

(. 57(8) BBenen [locranornenuem IlpaButensctBa P® o1 21.07.2020 N 1079)

57(9). denepanbHOW aHTHMOHOIIOIBHOW CIyx)0e obOecreuynBaeTcss AOCTynm K HWH(OpMaIuu,
coJiep)Kalieiicss B CUCTEME MOHHUTOPHHTA, B IIEISX OCYIICCTBICHHUS TOCYJAPCTBEHHOTO KOHTPOJS 3a
COOJII0ICHHEM aHTHMOHOTIOIBHOTO 3aKOHOIaTeNIbCTBa B Poccuiickoit denepannu.

(. 57(9) BBenen [locranornenuem IlpaButenscTtBa P® o1 21.07.2020 N 1079)

58. OmnepaTop cHCTEMbl MOHUTOpPUHIA [0 COIVIACOBAHUI0 ¢ MUHHCTEPCTBOM 3/1paBOOXpPAaHEHUs
Poccuiickoit ®enepaunn u @DenepanbHoil cinyk060i 1o Haazopy B cdepe 3ApaBOOXpaHEHUS
obecreynBaeT:

a) Co3/1aHue, Pa3BUTHUE, BBOJ B AKCILIyaTaIMIO, SKCITYaTallMi0 U BBIBOJ U3 SKCILTyaTallud CUCTEMBI
MOHUTOPUHTA, TpEIOCTaBiecHUE WH(GOPMAIUU, COJEpKalleldcs B CHCTEME MOHUTOPHHTA, U
B3aMMO/ICHCTBIE CUCTEMBI MOHUTOPHHTA C HHBIMU MH(POPMAITMOHHBIMH CHUCTEMaMU;

0) peaqu3alMi0 MEXaHU3MOB OOILIECTBEHHOTO KOHTPOJS, BKJIIOYas MpueM UHPOpMalUd o
pe3yabTaTax IPOBEPKU CPEACTB HUACHTUGUKAIMM U KaloObl (U3NYECKMX U IOPUIMYECKUX JIMIL,
MHIUBUAYAIbHBIX MpeANpUHUMATENe, XpaHeHue, o0pabOTKy M Imepenady 53Tod HHQOpMalUU B
YIIOJIHOMOYEHHBIE (e/iepaabHble OpPraHbl UCIIOJTHUTEIBHOMN BIACTH.

59. Omnepatop CcHUCTEMBl MOHUTOPHMHTAa HECET OTBETCTBEHHOCTh B  COOTBETCTBUH C
3akoHozarenbeTBoM Pocceniickont denepanmu:

a) 3a XpaHEHHe BCeX JaHHBIX U 3aluced TpaH3aKIMi B 0a3e NaHHBIX, pETUCTPUPYEMBIX B CHCTEME
MOHUTOPHHIA;

0) 3a LeJT0CTHOCTh, COXPAHHOCTh M HEMTPOTUBOPEUYNUBOCTh HH(OPMALIUY B CUCTEME MOHUTOPHHTA;

B) 3a BCIACHHC HW XpPaHCHUC CIUHBIX pPEECTPOB, CHpaBOHHO-HOPMaTHBHOﬁ HH(bOpMaHI/IH,
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KkiaccuukaropoB u popmMaToB 0OOMEHA TaHHBIMU;
r) 3a Oecriepe0oiHYI0 U 0TKa30yCTOWYUBYIO pabOTy CHCTEMbl MOHUTOPUHTA;

J) 3a BOCCTAaHOBJIEHHME pabOTOCHOCOOHOCTH CHUCTEMbl MOHHUTOPHUHIA M €€ KOMIIOHEHT Hocie
ycTpaHeHusi cOOEB MpH YCJIOBUM TOJHOTO YCTpAaHEHHMsS NpPUYHMH, BBI3BABIIMX COOH, a Takke 3a
COXpaHEHHE IIEJIOCTHOCTU YCTaHOBJIEHHBIX Ha CepBepax IpPOrpaMMHO-TEXHMUYECKUX CpPEICTB MU 0a3
JAHHBIX;

€) 3a CTPYKTYpPHOE pe3epBUpPOBaHUE, aBTOMATUYECKOE BBIABIIEHUE (DaKTa OTKa3a CEPBEPHOIO y3Ja U
NIEPEKIIIOUEHNE 3a/lad Ha JpYrol CepBEepHBIM y3€d, a TaKkKe 3a HAIWYUE DPE3ECPBUPOBAHHOIO H
IUBEPCU(PUIIMPOBAHHOTO MO MOAKIIOUEHHUIO K IIPOBalIepaM CETEeBOr0 TOCTYIIA;

) 32 HHPOPMAIMOHHYIO 0€30IaCHOCTh W 3aIIUTY JaHHBIX OT HECAHKIIMOHHPOBAHHOTO JOCTYIA H
yTe4uKd UH(OpMAIH;

3) 3a KOHCYJbTAIUOHHYIO M TEXHUYECKYIO IOJIEPKKY CyOBEKTOB OOpallleHusl JEKapCTBEHHBIX
CPEeACTB CUCTEMbl MOHUTOPUHIAa U MOOMIIBHOTO MPUIIOKEHUS U1 PU3NUECKUX JINLL;

M) 3a cOOp W aHamu3 OOpalicHWA MOPUIUYCCKHX H (DHU3UYECKUX JIMI, HWHIUBUIYATHHBIX
NpeIIPUHIMATENEH C IEIbI0 OCTAHOBKH 3a/1a4 Ha IOPAOOTKY U MOACPHH3AIIMIO 0a3 TaHHBIX.

60. OnepaTop cUCTeMbl MOHUTOPHHIA B Ciiydae cOOsl B CUCTEME MOHHTOPHHIA, TMOBJICKIIETO 3a
co0Ol OTKa3 B MpUEME CBEICHHI OT CyOBEKTOB OOpAIICHUS JICKAPCTBEHHBIX CPEICTB O COBEPIICHHBIX
omeparusaxX, pasMenmaer Ha O(HIMATBLHOM  CaiiTe omeparopa CHCTEMbl MOHHUTOPHWHTA B
WH(POPMAIIMOHHO-TEJICKOMMYHHUKAIIMOHHOM ceTh "MHTepHeT" ClieAyIoNre CBeICHUS:

a) uadopmariius o cOoe He Mo3/AHee 4 YaCOB C MOMEHTA €ro BO3HUKHOBEHHS;

6) undopmaruss o0 ycTpaHEHHWH NMPUYUH COOSl U BOCCTAHOBJICHMM TOJHOM paboTOCIIOCOOHOCTH
CHCTEMBbl MOHHTOPUHTA HE TMO3]HEEe 4 YacOB C MOMEHTa BOCCTAHOBIICHHS MOJHON pabOTOCTIOCOOHOCTH
CHCTEMbl MOHUTOPHHTA C YKa3aHUEM IPOI0JKUTEIBHOCTH OTPAaHUYEHUS B €€ paboTe.

(. 60 BBenen [locranosnenunem IpaButenscta PO ot 21.07.2020 N 1079)

[Ipunoxenne N 1

Kk [losoxeHnto o cucteMe MOHUTOPHHTa
JIBUKEHUS JIEKAPCTBEHHBIX NPENapaToB
JUISL MEJUIIUHCKOTO IPUMEHEHHUS

CBEOEHUA,
NMPEAOCTABNAEMbBIE TOCYOAPCTBEHHBIMU NHO®OPMALIMOHHBIMU
CUCTEMAMU ®EOEPAIbHbIX OPFTAHOB UCMOJNTHUTENBLHON BJIACTHU
B CUCTEMY MOHUTOPUHIA ABUXXEHWUA NNEKAPCTBEHHbDBIX NMPEMNAPATOB
AanAa MEOQUUUHCKOIO NPUMEHEHUA, A TAKXXE CBEOEHUA, NEPEOABAEMbIE
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N3 CUCTEMbl MOHUTOPUHIA ABWXEHUA NNEKAPCTBEHHbIX NMPEMNAPATOB
ana MEOQULIMHCKOIo NPUMEHEHUA

CnucoK U3MEHSFOIINX TOKYMEHTOB
(B pen. [locranoBnenwii [IpaButensecrea PO ot 20.03.2020 N 311,
ot 21.07.2020 N 1079)

1. I3 EqunHoro peectpa JMLEH3UH HA IPOU3BOACTBO JIEKAPCTBEHHBIX CPEJICTB JUIs LENel nepeaadn
nH(pOpMAaLIUK O JHIIEH3USIX Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB MPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEACTB, SABJISIIOLIETOCA OpraHu3aluei, MPU3HaBaeMOM HaJIOTOBBIM pe3uieHToM Pocculickoit @enepauny,
B CUCTEMY MOHHUTOPHHIA JIBHKEHUS JIEKApPCTBEHHBIX MPErapaToB sl MEAUIIMHCKOTO PUMEHEHUs (J1anee
- CHUCTEeMa MOHUTOPUHIA, JIEKAPCTBEHHBIE NTpenapaThl) IPEICTABISIFOTCS CIEAYIOLINE CBEICHUS:

a) I/I,I[eHTI/I(bI/IKaI_II/IOHHHﬁ HOMCP HAJIOroIuIaTC/ibIMKa IMMPOU3BOJUTCIIA JICKAPCTBCHHBIX CPCACTB,

0) OCHOBHOM TOCYJIapCTBEHHBI pErMCTPAllMOHHBI HOMEp MPOU3BOJAUTENS JIEKApPCTBEHHBIX
CPEICTB;

B) HAUMEHOBAHUE MMPON3BOIUTENS JICKAPCTBEHHBIX CPEJICTB;

I') HOMEp JIMLIEH3UH;

I[) JaTa BblAadyu JUIICH3UU,

€) CTaTyc JeiCTBUS JIMLIEH3UH;

K) 1aTa U3MEHEHUs cTaTyca JIeUCTBUS JIUICH3UH,

3) ajJpec MecTa OCYIIECTBJICHHUS JAEATEIbHOCTH COTJAcHO JHUIEH3MM (TJ00aJbHBI YHUKAIbHBIN
UJCHTUPUKATOP aipecHOro 00bekTa B (henepanbHOM MH(DOPMALIMOHHON aJApecHOM cucTeMe M ONUCaHHe
aIpeCHOTO 00BEKTA);

1) TIepeueHb paboT U yCIIyT, MPEyCMOTPEHHBIX JTUIIEH3UEH;

K) TMiepeueHb JICKapCTBEHHBIX (hOPM, MPeyCMOTPEHHBIX JIULIEH3HUEH;

J1) TOTIOJIHUTEIBbHOE ONKcaHue 1o paboTam (yciayram).

2. I3 enuHOTO peectpa JIMILIEH3UH, B TOM YHCIIE JIMLEH3UH, BBIJJAHHBIX OPraHaMH TOCYyAapCTBEHHOMN
Bractu cyOwbekToB Poccuiickoit denepaiiui B COOTBETCTBUU C TIEPEIaHHBIM IOJHOMOYHEM I10
JTUIEH3UPOBAHUIO OTACIBHBIX BHJIIOB ACSITENLHOCTH B cepe OXpaHbl 3J0POBbs, U IeNiel Mepenadyn
nHpopManuu O JIMIEH3USAX CYOBEKTOB OOpalieHusi JIeKapCTBEHHBIX CPEACTB,  SBISIOIIMXCS
OpraHM3alMsMH, [PU3HABAEMBIMH  HAJOTOBBIM  pe3uneHToM  Poccuiickoir  ®Penepauuu, WIH
WHIUBUYATbHBIMA TPEANPUHUMATENSIMUA, B CHUCTEMY MOHUTOPUHIAa NPEACTABIAIOTCA CIEAYIOIINE
CBEJICHUS:

a) UICHTU(QHUKAMOHHBII HOMEp HaJOTroIUIaTeNblliKa CyObeKTa OOpalleHHsl JIeKapCTBEHHBIX
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CPE/CTB;
0) HOMEp JIMIICH3UH;
B) JlaTa Hayvaja JCHCTBUS JINIICH3UH,

r) aJpec MecTa OCYIIECTBIICHUS JAESITEIIbHOCTU COTJIACHO JIMIEH3UU (TJI00AbHBIA YHUKAIbHBIN
UACHTUPUKATOP aJIpecHOro o0beKkTa B deaepanbHoi HHGOPMAIMOHHON aipECHON CUCTEME U OMHCaHue);

) CTaTyC OeHCTBUS IMLEH3UH (MACHTU(DUKATOP U ONMCAHKE);
€) JjaTa U3MEHEHUs CTaTyca AeHCTBUS JULEH3UH;
) IepevYeHb padoT U yCIYT, MPeyCMOTPEHHBIX JIMLEH3UEH (MACHTU(PHUKATOPHI U OTIMCAHHE).

3. U3 equHO# rocyAapcTBEHHOM HHPOPMAIIMOHHON CHCTEMBI B cpepe 31paBOOXpaHeHus IS 1iesien
OMHCaHUs JICKAPCTBEHHBIX MPENapaToB B CUCTEMY MOHUTOPHHTA MPEACTABIISIIOTCS CIACAYIOIINE CBEICHHUS:

a) YHI/IKaJ'IBHHﬁ I/II[eHTI/I(i)I/IKaTOp 3alMMCU B €AUHOM CTPYKTYPHPOBAHHOM CIPABOYHUKC-KATAJIOIC
JICKAPCTBCHHBIX IIPCIIapaTOB;

0) HOMEp PETUCTPALMOHHOTO yIOCTOBEPEHH S JIEKAPCTBEHHOT'O MIperapara;
B) J1aTa rOCyJJapCTBEHHOM PErUCTpalliy JIEKAPCTBEHHOTO Mpenapara;
T) CTaTyC ACHCTBHS PErHCTPAIIMIOHHOTO YOCTOBEPEHHUS JIEKApCTBEHHOTO Mpernapara;

J1) MEXIYHapOJHOE HENAaTEeHTOBAHHOE, WJIM TI'PYNIHPOBOYHOE, WM XMUMHUYECKOE HAUMEHOBAaHUE
JIEKApCTBEHHOTIO IIperapara;

€) HauMEHOBaHME Jep>KaTeNs WIM BIIaJeNbllia PErUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO
npernapara;

’K) CTpaHa pEerucTpalu JepXKaTeds WIH BIaJelblla PErUCTPAlMOHHOTO  yAOCTOBEPEHUS
JIEKapCTBEHHOTO Mperapara;

3) KOA HaJOTOoINIaTCIbIIUKAa JACPKATCIIA MWW BJIaACIbla PErUCTPAUOHHOIO YAOCTOBCPCHUSA
JICKApCTBCHHOTO IIpeIiapaTra B CTPAHE PETUCTPALINH;

M) TpU3HAK HaJIM4us JIEKapCTBEHHOIO Ipenapara B I€peuyHe >KU3HEHHO HEOOXOIUMBIX U
BAKHEUIIINX JICKAPCTBEHHBIX IIPENapaToB;

K) TOProBO€ HaMMEHOBaHUE JIEKAPCTBEHHOT'O MIperapara;
J1) IEpBUYHAs yIIaKOBKA JIEKapCTBEHHOTO Mpenapara;
M) KOJIMYECTBO JIEKAPCTBEHHOM (OPMBI B IEPBUYHOM YIIaKOBKE;

H) BTOpUYHAas (MMOTpeOUTENIbCKas) yIIaKOBKa JICKApCTBEHHOT'O Mpenaparta (Ipu HaJIudum);
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0) KOJIMYECTBO TMEPBUYHOW  YMAKOBKM  JIGKAPCTBEHHOTO  Ipermapara BO  BTOPUYHOU
(MTOTpeOUTENBCKOM) YITAaKOBKE JIEKAPCTBEHHOTO TIperapaTa (Ipy HaTU4HH );

1) JIeKapcTBeHHas hopma;
P) KOJMYECTBO €IMHUIl U3MEPEHHUSI TO3UPOBKH JIEKAPCTBEHHOT'O TIPETapara;

C) HaUMEHOBaHME CyObEeKTa OOpalleHMs JIEKapCTBEHHBIX CPEACTB, OCYIIECTBISAIOLIET0 (hacoOBKY
(YnaxoBKy) JIEKapCTBEHHBIX IPENapaTOB BO BTOPUYHYIO (MOTPEOUTEIHCKYIO) YIAKOBKY JEKapCTBEHHOTO
npemnapara (B cilydae ee OTCyTCTBUS - IEPBUYHYIO YIIAKOBKY JICKapCTBEHHOI'O Mpernapara);

T) KOJ HAaJOrOIUIaTeNbIIMKa CyObeKTa OOpalieHns: JIEKApCTBEHHBIX CPENCTB, OCYIIECTBISIONIETO
(dacoBky (ymakoBKY) JICKapCTBEHHBIX IIpErapaToB BO BTOPUYHYIO (IMOTPEOUTEIIBCKYIO) YITAKOBKY
JIEKapCTBCHHOTO TMpemnapara (B cliydae €€ OTCYTCTBHS - TEPBHYHYIO YIIAKOBKY JICKapPCTBEHHOTO
npernapara), B CTpaHe PeruCTpallyH;

y) CTpaHa pEerucTpauuu CcyObeKTa OOpalIeHUsl JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBIISIOLIETO
(dacoBKy (ymakoBKYy) JIEKapCTBEHHBIX IIPENapaToB BO BTOPUYHYIO (MOTPEOUTENBCKYIO) YIIAKOBKY
JIEKapCTBCHHOTO TMpemnapara (B cliydae €€ OTCYTCTBHS - IIEPBHYHYIO YIIAKOBKY JICKapPCTBEHHOTO
npenapara);

¢d) agpec MecTta OCYIIECTBIICHUS JEATEIHHOCTH CyOBeKTa oOpalleHus JICKApCTBEHHBIX CPEICTB,
ocymiecTBisifoniero  ¢acoBky — (yIakoBKY) — JIEKapCTBEHHBIX  IpenapaToB  BO  BTOPHYHYIO
(mOTpeOUTENbCKYI0) YMAKOBKY JIEKAPCTBEHHOrO IpernapaTta (B clydyae €€ OTCYTCTBHSI - NEPBUYHYIO
YIaKOBKY JIEKapCTBEHHOI'O Ipernapara), yKa3aHHbIH B JIMIIEH3MUM HAa IPOM3BOJCTBO JIEKAPCTBEHHBIX
CPEICTB MpPU HAJIWYUM TAKOH JIMLEH3UHU (T100aJIbHbII YHUKAIbHBIA UAEHTU(UKATOP aApEeCHOr0 00beKTa
B (eiepanbHON MHPOPMALIMOHHON aiPECHON CUCTEME U OIIMCAHUE);

X) HauMEHOBaHHE CyObeKTa oOpallleHusl JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBIISIIOIIETO CTaJUIO
BBIITYCKAOIIIET0 KOHTPOJISI Ka4eCTBa;

1) KOJ HaJIOroIUIaTeNbIuKa CyObeKTa OOpalleHMs JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBIISIONIErO
CTaJIMIO BBIMTYCKAIOIIETO KOHTPOJIS KAYeCTBA B CTPAHE PETUCTPALINU;

4) CTpaHa PpErucTpauuu CcyObeKkTa OOpalleHUs JIEKAPCTBEHHBIX CPEACTB, OCYILECTBISIOLIETO
CTaJIMIO BBITYCKAIOUIETO KOHTPOJIS Ka4eCTBa;

II) aJpec MecTa OCYIIECTBICHUS JIEATEIbHOCTH CyOBEKTa OOpalleHus JEKapCTBEHHBIX CPENCTB,
OCYIIECTBISIONIETO0 MPOM3BOJCTBEHHYIO CTaJMI0 BBITYCKAIOIIEro KOHTPOJIS KauecTBa, yKa3aHHBIA B
JIMOCH3WHU Ha IMPOU3BOACTBO JICKAPCTBCHHBLIX CPCACTB IIPH HAJIWYUU TaKou JINMIICH3U N (FJ'IO63J'[BHBII\/II
YHUKaJIbHBIN WACHTU(PHUKATOP aIpecHOro 00bekTa B (enepaabHoi HH(POPMALMOHHOMN aipecHOi cucreme
U OTIHCaHue);

1) JlaTa peruCTpaluu NpeieabHON IEHbl Ha JIEKAPCTBEHHBIN MTpenapar;
bl) TIpEICIIbHAS 3aPETHUCTPUPOBAHHAS 1IEHA B PyOJIsX;

7) HaMMEHOBaHUE CyOBEKTa OOpaIleHUs JIEKapCTBEHHBIX CPEACTB, OCYIIECTBISIIOIIEIO CTaJUI0
MIPOM3BOJICTBA TOTOBOM JIEKAPCTBEHHOU (DOPMBI;
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(. "»" BBeneH I[locranosnenunem IIpaButenscrBa PO ot 21.07.2020 N 1079)

10) KOJI HAaJOTOIIaTeNbIINKa CyOheKTa OOpaleHHs JIEKAPCTBEHHBIX CPEACTB, OCYIICCTBIISIONIETO
CTaJIMIO MMPOM3BOJICTBA TOTOBOM JICKAPCTBEHHOM (POPMBI B CTpaHE PETUCTPAIINN;
(nm. "10" BBeneH [locranoBnenuem [paBurensctBa PO ot 21.07.2020 N 1079)

) CTpaHa perucTpanuu cyobekTa oOpalieHust JIEKapCTBEHHBIX CPEICTB, OCYUIECTBIISAIONIEIO CTaANUIO
IIPOU3BO/ICTBA TOTOBOM JIEKAPCTBEHHOU (DOPMBI.
(. "s" BBeneH [loctanorienuem IpaBurensctBa PO ot 21.07.2020 N 1079)

4. V3 EauHOro rocyaapCTBEHHOTO peecTpa OpUAMYECKUX JHll U EguHOro rocyaapcTBEHHOTO
peecTtpa  MHAMBUAYAIBHBIX  INPEANPUHUMATENEH  COOTBETCTBEHHO B  ILEJISIX  MOATBEPKICHUS
JOCTOBEPHOCTH CBEACHHNA O TOCYAAPCTBEHHOW pErucTpanuu CyOBEeKTOB oOpallieHus JeKapCTBECHHBIX
CPEICTB, SBIIAIOLIMXCS OpraHu3alusMHU, NPU3HABAEMBIMU HAJIOTOBBIM pe3uaeHTOM Poccuiickoi
®denepaunu, WIM UHIMBUAYAJIBHBIMU MPEANPUHUMATENIAMH, B CUICTEMY MOHUTOPUHIA MPEACTABISIOTCA
CJIEIyIOILNE CBEJICHUS:

a) WICHTH(HUKAIMOHHBI HOMEp HAJOroIJaTelblIiKa CyOBheKTa OOpalIeHusi JeKapCTBEHHBIX
CPEICTB;

0) KOJl HaJIOrOBOT'O OpraHa;

B) KOJ] CTaTyca FOPUAMYECKOrO JIMLA WM UHIUBHUYaIbHOIO MPEANPUHUMATEIS;

I') HAMMEHOBaHHEe CyObeKTa 00pallleHUs JIEKaPCTBEHHBIX CPEJICTB;

) CTaTyC 3allCU O PErUCTPALMU FOPUIMUECKOTO JIMLA I UHAUBHLYyaIbHOTO MPEAPUHUMATEIIS;

€) CBeACHUS O pPYKOBOAUTENIE CyObekTa oOOpaiieHusi JEKapCTBEHHBIX CPEACTB WM 00
WHIUBUAYATHHOM MPEIIPUHUMATEINE.

5. VI3 rocyapCTBEHHOTO peecTpa aKKpEeIUTOBAHHBIX (DUITUATIOB, MPEICTABUTEIBCTB HHOCTPAHHBIX
IOpUJIMYECKUX JIMI] B I[EIIX MOATBEPKIEHUA JOCTOBEPHOCTHM CBEACHUHM O  PErucTpaluu
MNpEACTAaBUTCILCTB HHOCTPAHHBIX opraHmauMﬁ, ABJIOINUXCA  ACpKATCIIAMU WM BJIaJACJIbLIAMU
PErUCTPAallMOHHOTO  YAOCTOBEpPEHHUsl JIEKApCTBEHHOrO Ipemnapara, Ha Tepputopuu Poccuiickoit
denepanuy B CHCTEMY MOHUTOPHUHTA MPEACTABISAIOTCS CIAEAYIOIINE CBEACHUS:

a) WACHTU(UKATMOHHBIA HOMEp HAJIOrOIUIaTeNbIIMKa IPEICTaBUTEIbCTBA;
0) KOJl HAJIOrOBOT'O OpraHa y4eTa Mpe/ICTaBUTENbCTBA;

B) HAMMEHOBAHUE MPEJICTABUTENIbCTBA;

T') HOMEp 3aMHUCH 00 aKKpeIUTAINH;

1) CBe/IeHUs1 00 MHOCTPaHHOM OpraHn3aluy;

€) KOJI COCTOSIHUS aKKpEAUTALINN;
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

)K) CBCACHUA O pPYKOBOJUTEIIC IMPEACTABUTCIILCTBA.

6. M3 aBTOMaTHM3MpoBaHHON HH(OPMAIIMOHHON cucTembl DenepanbHONH CIYKOBI MO HAA30PY B
cdepe 31paBOOXpaHEHUs B LIEsIX oOecrieueHHst 0€30MaCHOCTH B CUCTEMY MOHMTOPUHIA ITPEICTABIISIOTCS
CIIEyIOIINE CBEJCHUS O BbIBOJE (00 OTMEHE BBIBOJA) M3 OOpAIIEHUs JEKapCTBEHHBIX MPENapaToB IO
MHUIMATUBE YIOJIHOMOYEHHOTO (hefiepalbHOro OpraHa UCIOJIHUTEIbHON BIACTH:

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

a) jara, ¢ KOTOpOi HEOOXOUMO 0OECIIEYHUTh BBHIBOJ (OTMEHY BBIBOA) JICKAPCTBEHHOIO Ipernapara
13 oOparieHus;
(B pen. ITocranosnenus IIpasurenscrea PO ot 21.07.2020 N 1079)

0) HOMEp PErUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO IIpenapara;
B) J1aTa TOCYJJapCTBEHHOM PErHCTpaIliy JIEKAPCTBEHHOTO Mpenapara;

I') OCHOBaHHUE BBIBOJIA (OTMEHBI BBIBOJIA) U3 00OpaIlleHUs JIEKAPCTBEHHOTO Mperapara;
(B pen. ITocranornenus IIpaButenscta PO ot 21.07.2020 N 1079)

1) PEKBH3UTHl JOKYMEHTa O BBIBOjIE (00 OTMEHE BBIBOAA) M3 OOpAIICHHs JIEKaPCTBEHHOTO
npernapara;
(B pen. [locranosnenus IlpasurenscrBa PO ot 21.07.2020 N 1079)

€) rino0anbHbIN UACHTU(GUKAITMOHHBIH HOMEDP TOPrOBOM €IMHUIIBI;
’K) HOMEp TTPOU3BOCTBEHHOMN Cepuu;

3) MICHTU(UKALUMOHHBIA HOMEp HAJOroIUIaTeNblIMKa CyOBbeKTa OOpalleHusl JIeKapCTBEHHBIX
CpeACTB (€CIU OCYLIECTBISETCS M3BATUE TOJBKO Yy OJHOIO CyOBeKTa OOpallleHUs! JIEKapCTBEHHBIX
CPEZCTB, a HE U3bTHE BCEH cepuu (MapTum).

6(1). W3 cucreMbl MOHHTOPMHTA B LENAX TMOATBEPKICHUS OCTOBEPHOCTH CBEICHUH,
MIPEJICTaBISIEMBIX CYObEKTaMH OOpallleHHsl IEKapCTBEHHBIX cpeAcTB B DenepanbHyto ciy:k0y 1Mo HaA30py
B cdepe 31paBOOXpaHEHUs TIPHU BBOJIE JIEKAPCTBEHHBIX MPENapaToB B TPaXAAaHCKUM 000pPOT, MepeaaroTcs
B aBTOMAaTH3UPOBaHHYI HH(OpMAIMOHHYIO cucteMy DenepanbHOil ciaykObl MO HaA30py B cdepe
3IpaBOOXpaHEHUS CIAEAYIONINE CBEJACHHS O TAKMX JIEKAPCTBEHHBIX MperapaTax:

a) MAEHTHU(QUKAIMOHHBI HOMEp HajoromjarenblMka CcyObekTa OOpalleHusi JEeKapCTBEHHBIX
CPEICTB, OCyIIeCTBUBIIEro (acoBKy (YHaKkOBKY) JIEKAapCTBEHHBIX IpPENaparoB BO BTOPUYHYIO
(moTpebUTeNbCKYI0) YIAKOBKY JIEKAPCTBEHHOTO Mpernapara (a Mpu ee OTCYTCTBUU - IEPBUYHYIO YITaKOBKY
JIEKapCTBEHHOTI'O IpenapaTa) pu IpOU3BOCTBE JIEKAPCTBEHHOIO MpenapaTta Ha Tepputropun Poccuiickoit
@denepanny WIK OCYLIECTBUBIIErO BBO3 B Poccuiickyro denepanuio U TaMOKEHHOE [EKJIapUPOBaHUE
JIEKapCTBEHHOTO IIpenapaTa B ciIy4dae BBOJAa B TIPaKAAHCKUH 0OOpOT JIEKapCTBEHHOrO Ipenapara,
IIPOU3BEIEHHOI 0 BHE TeppuTopuu Pocculickon Penepanny;

0) HauMeHOBaHHE CyObeKTa OOpalleHHs JIEKapCTBEHHBIX CPEACTB, OCYIIECTBUBIIETO (PACOBKY
(YnaxkoBKy) JIEKapCTBEHHBIX MPENApaToOB BO BTOPUUHYIO (MOTPEOUTENBCKYIO) YIIAKOBKY JIEKApCTBEHHOTO
npernapata (a Hpu ee OTCYTCTBHHM - MEPBUUHYI0 YIAKOBKY JIEKapCTBEHHOIO IIpemnapara) Ipu
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

IIPOMU3BOJICTBE  JICKAPCTBEHHOro Ipenapara Ha Teppuropun Poccuiickoit  @enepauuu  uiu
ocyuiecTBUBIIEro BBO3 B Poccuiickyro denepanuio ¥ TaMOXEHHOE JIEKIAPUPOBAHME JIEKAPCTBEHHOI'O
Ipernapara B Cllydyae BBOJA B IPaKAAHCKUN OOOPOT JEKapCTBEHHOIO Ipernapara, IPOU3BEACHHOIO BHE
tepputopuu Pocculickont @enepanny;

B) CBEICHHS O JICKAPCTBEHHOM IIperapare, MOJYYCHHbIE B paMKaX OIHMCAaHUS JIEKAPCTBEHHOTO
mpermapaTa B CHICTEME MOHUTOPUHTA B COOTBETCTBHH ¢ TTYHKTOM 33 [losokeHust 0 cucTeMe MOHUTOPUHTA
JBWDKEHUS  JIGKAPCTBEHHBIX  MpEMapaTtoB IS MEAUIUHCKOTO  IMPHUMEHEHHs,  YTBEPKICHHOTO
nocranoBieHneM llpaBurensctBa Poccuiickoit ®enmepanmu ot 14 pmekabps 2018 . N 1556 "O6
yTBepkIeHHH [lolokeHHsT O CHCTEME MOHHMTOPHHIA JIBIXKCHHS JICKAPCTBCHHBIX IIpEnapaToB IJist
MEJIUILIUHCKOTO IpUMEHEHUs";

') HOMEp MPOU3BOICTBEHHON CEpPHH;
1) 00BEM TPOU3BOACTBEHHOM CepHU;

€) nara ymakoBKU ((acoBKH) JIEKQpCTBEHHOTO Ipemnapara BO BTOPUYHYIO (TOTPEOUTENBCKYIO)
YIAKOBKY JIEKAPCTBCHHOI'O TIpernapara (a Mpu €e OTCYTCTBUH - MEPBUYHYIO YIAKOBKY JICKAPCTBEHHOTO
npernapara) mpu Ipou3BOJICTBE JICKAPCTBEHHOTO Mpernapara Ha Tepputopun Poccuiickoit denepanum;

) UICHTH(PUKAIMOHHBI HOMEP HAJIOTOIIaTeINbIINKAa COOCTBCHHHMKA JICKAPCTBEHHOIO Tperapara
MIPU KOHTPAKTHOM (TIOAPSTHOM) MPOU3BOACTBE JIEKAPCTBEHHOTO Mpernapara Ha TeppuTopun Poccuiickoii
®denepauuu;

3) HaMMEHOBaHME COOCTBEHHMKA JICKApPCTBEHHOI'O Ipernapara HpHU KOHTPAKTHOM (IIOJIPSIIHOM)
IIPOU3BOJICTBE JIEKAPCTBEHHOT'O IIpenapara Ha reppuropun Poccuiickon @enepannu;

M) JaTa PerucTpalry TaMOKEHHOW NeKIapalliyd Ha JIEKapCTBEHHBIN Mpemapar B cliydae BBOJA B
TPKJIAHCKUI 00OpOT JIEKApCTBEHHOT'O TIpemnapara, MPOU3BEIECHHOTO BHE TeppuTopuu Poccuiickoi
Oenepauny;

K) perucTpalMOHHBIII HOMEpP TaMOXXEHHOW JeKJIapallii Ha JIEKapCTBEHHBIM Mpernapar B cllydae
BBO/Ia B TPaXIAaHCKMA OOOPOT JIEKApCTBEHHOrO IpenapaTa, IMPOU3BEJCHHOIO BHE TEPPUTOPUHU
Poccuiickoit denepanuu;

J) IaHHBIE O BBIMYCKE Ul BHYTPEHHEr0 NOTpeOJIeHUs JeKapCTBEHHOTO Mpernapara B cliyyae BBOJa
B TPaXIAHCKH 00OpOT JIGKAPCTBEHHOTO IIperapara, MPOW3BEIECHHOTO BHE TEppHUTOpuUM Poccuiickoit
denepanuu.
(m. 6(1) BBeneHn [locranosnennem [IpaButenscrea PO ot 21.07.2020 N 1079)

6(2). 113 aBTOMaTU3upOBaHHON MH(POPMALMOHHON cucTembl DenepanabHOM CiIyXObl 10 HaJI30py B
cdepe 3paBOOXpAaHEHUS B LIENSAX MOATBEPXKIACHUS JOCTOBEPHOCTH CBEIEHUN O BBOJE JIEKAapPCTBEHHBIX
MPernapaToB B IPaXJaHCKUI 000pOT B CUCTEMY MOHUTOPHHTA MPE/ICTABIISIOTCS CIEAYIOIINE CBEICHUS:

a) JlaTa perucTpaIuy CBEJACHUN B aBTOMATHU3UPOBAHHON MH(pOpMaroHHon cucteme denepanbHoi
CIIy>kOBI 110 Ha/I30py B chepe 3ApaBOOXpaHEHUS;

0) pPEeKBU3WUTHI 3alHUCHU O JIEKAPCTBEHHOM IIperapare, BBOJAWMOM B Tpa)XJIaHCKHI 000poT, B
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"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

aBTOMAaTU3UpoBaHHOW uHGOpMannoHHOUW cucteme DenepanpHoil cnyx0bl MO Haa30py B cdepe
3/IpaBOOXPaHEHUS;

B) TJI0OANBbHBIA HMACHTH(UKAIMOHHBIA HOMEpP TOPIOBOM EIWHHUIIBI BBOJAMMOTO B T'PaKIaHCKHI
000pOT JIEKapCTBEHHOTO MIperapaTra;

I) HOMEp TMPOU3BOJACTBEHHON Cepuu BBOAMMOIO B TPAKIAHCKUN OOOpPOT JIEKAPCTBEHHOTO
Ipenapara;

1) KOJMYECTBO BTOPHYHBIX (MOTPEOUTENBCKUX) YMAKOBOK JIEKAPCTBEHHOrO Ipernapara (a mpu ux
OTCYTCTBHUH - TIEPBUYHBIX YIIAKOBOK JEKApCTBEHHOTO Mperapara), BBOAUMOTO B TPaXIaHCKHI 000poT;

e) HoMep paspemieHus DenepanbHOI CITy>KOBI 10 HAA30pY B cdepe 3ApaBOOXpPaHEHUS HA BBOJ B
rpakIaHCKHI 000poT (B ciiyyae BBOJA B TPaXKIAHCKHI 000pOT MMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOTO
npenapara);

) WICHTU(UKAMOHHBIA HOMEpP HAJIOTOIUIATEeNbIINKAa CyOBeKTa OOpameHus JIeKapCTBEHHBIX
CPEIICTB, OCYLIECTBIISIONIETO BBO JIEKAPCTBEHHOTO IIpenapara B rpakJaHCKUH 000poT.
(. 6(2) BBeneH [locranosnenuem [IpaButenscrea PO ot 21.07.2020 N 1079)

6(3). U3 cucrtemMbl MOHUTOPMHTA B LEISIX oOOecmeueHus: OCYIIECTBICHUS (eaepatbHOro
rOCYJapCTBEHHOTO Hal3opa B chepe oOpalieHus JIEKapCTBEHHBIX IPEnapaToB Ui METUIIMHCKOTO
npumenenus DexepanbHON ciyx00il 1Mo Ham3opy B cdepe 3ApaBOOXpaHEHUS IMEepelaloTcsi B
ABTOMATH3MPOBAHHYIO WH(POPMAIMOHHYIO cHucTeMy @DenepalibHON Ciyx)O0bl MO Hama3opy B chepe
3/IpaBOOXPAHEHUS CIEAYIONINE CBECHUS 00 YHUUTOKEHUH JIEKApCTBEHHBIX MPErapaTos:

a) JaTra BHECEHUs CBEACHMM B CHUCTEMY MOHUTOPUHIa 00 YHHUYTOXKEHUHM JIEKAPCTBEHHOI'O
rpenapara,

0) uaeHTU(UKAIMOHHBIA HOMEp HaloroIvlaTeNbliuka CcyObeKkTa OOpalleHHs] JeKapCTBEHHBIX
CPEICTB, OCYILIECTBUBLIETO Mepeaaydy JEKapCTBEHHOTO MTpenapaTa Ha yHUYTOKEHUE;

B) HaMMEHOBaHUE CyOBeKkTa OOpalleHusl JIEKapCTBEHHBIX CPEJCTB, OCYIIECTBUBILIETO Mepeaady
JIEKApCTBEHHOTO MpernapaTa Ha YHUUTOKECHHUE;

) WISGHTU(QUKALMOHHBI  HOMEp  HAJOroIUIaTeNbIIMKAa  OpraHU3alUd,  OCYLIECTBUBLIEH
YHHUUTOKEHUE JIEKAPCTBEHHOTO NIpenapara;

J1) HANMEHOBAHWE OpTaHU3AINH, OCYIIIECTBUBIIEH YHUUTOXKEHNE JICKAPCTBEHHOTO TIpenapara;
€) aapec OpraHu3aIuy, OCYIECTBUBIIECH YHUUTOXKEHHE JIEKapCTBEHHOTO Mpernapara;
) PEKBU3HTHI aKTa 00 YHUUTOKECHHH JIEKAPCTBEHHOTO Tperapara (J1ata u Homep);

3) CBEIEHHUs O JICKapCTBEHHOM IIpemapaTe, MOJIY4YeHHBbIE B paMKaX OMHCAHMS JIEKAPCTBEHHOTO
HpenapaTa B CUCTCMC MOHI/ITOpI/IHFa B COOTBECTCTBHUHU C HYHKTOM 33 HOJ’IO}KeHI/ISI O CUCTEMC MOHI/ITOpI/IHFa
JIBUKCHHSI  JICKQPCTBEHHBIX  IpEmapaToB IS  MEIUIUHCKOTO TMPUMEHEHHs, YTBEP)KIESHHOTO
noctaHoBieHneM [IpaBurenbctBa Poccuiickoit ®epepanmm ot 14 gexabps 2018 r. N 1556 "O6
yrBepxkacHun [lonoxkeHuss O CHUCTEeME MOHUTOPUHTA JBUKCHHs JIEKAPCTBEHHBIX TPENapaTtoB Jis
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(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

MEIMUIIMHCKOTO TPUMEHEHU "
1) CI0CO0 YHUUTOXKCHHUS;
K) J1aTa YHHYTOKCHUS;

) IPUYHMHA U OCHOBAHHE MepeIadn JIEKAPCTBEHHOTO MpernapaTa Ha yHUYTOKEHHUE.
(n. 6(3) BBenen [locranoBnenuem IlpaBurenscrBa PO ot 21.07.2020 N 1079)

7. N3 Equnoil aBTOMaTu3upoBaHHOW WH(GOPMAIIMOHHON CHCTEMBI TAMOYKEHHBIX OPTaHOB C IIEINBIO
IIPENYIPEKACHNS U IPECEUCHUs] IPECTYIUICHUI U aJMUHUCTPATUBHBIX ITPAaBOHAPYILIEHUHM, OTHECEHHBIX K
KOMIIETCHIIMM  TaMOKEHHbIX opraHoB Poccuiickoii ®enepanuu, B CHCTEMY MOHHUTOPHHIA
IIPEICTABIISIIOTCS  CIEAYIOIINE CBEACHHS O JIEKAPCTBEHHBIX IIpenaparax, BBE3€HHBIX B PoccHiicKyro
@enepalvi0 M MOMELIEHHBIX [0 OIPEICICHHBIE TaMOXXEHHBIE IPOLEAYPBI, COAEpKAIIMECST B
TaMO>KEHHOM JIeKJIapalluy Ha TOBApPhI:

a) KOJl TAMOXKEHHOI'O OpraHa;
0) nara perucTpaluy TaMOKEHHOH JIeKIapaliy Ha JIeKapCTBEHHbIH Npenapar;
B) PErMCTPAllMOHHBIN HOMEP TaAMOKEHHOM JIeKIapalliy Ha JIEKApCTBEHHBIN IIpernapar;

') KOJ UJIeHTU(DUKAIINH;
(nm. "r" B pex. [locranoBnenus IlpaBurenscrea P® ot 20.03.2020 N 311)

1) TAMOXXCHHAsi CTOUMOCTh, CTATHCTUYECKAsi CTOMMOCTh U (DaKTypHasi CTOMMOCTb JICKAPCTBEHHOTO
nperapara;

e) KO CTPAHBI ITPOUCXOKACHUS JICKAPCTBCHHOI'O IIpCIIapara,

) WAEHTU(UKAIMOHHBIH HOMEp HaJoromjaTeNbluka cyObeKkTa oOpallleHHs JIeKapCTBEHHBIX
CPEICTB, OCYILIECTBIISIFOLIETO BBO3 U JIEKJIAPUPOBAHKE JIEKAPCTBEHHOTO IIPENapara;

3) KOJ 3asBJICHHOM TaMOXXEHHOM TpoIEeaypbl B COOTBETCTBHUM C KJIACCHU(PUKATOPOM BHUJIOB
TaMOXXEHHBIX MIPOLIEAYD;

1) JIaHHBIE O BBITYCKE /Il BHYTPEHHET0 MOTPeOIeHNs IEKapCTBEHHOI O Iperapara.

8. CucremMa MOHHUTOpUHIa B MLEIAX HNPEAYNPEXKACHUS U MPECEUEHUS MPECTYIUICHUH U
aMUHUCTPATUBHBIX MPABOHAPYIICHUI, OTHECEHHBIX K KOMIIETEHIINN TAMOYKEHHBIX OpraHoB Poccuiickon
denepanuy, OCyILECTBIAET nepenady B EnuHYI0 aBTOMaTH3HMpPOBaHHYI HH()OPMAIMOHHYIO CHUCTEMY
TaMOXXEHHBIX OPraHOB IO 3alPOCy CIEAYIOLIUE CBEACHUS O JIEKAPCTBEHHBIX MpENapaTax, BBE3CHHBIX HA
teppuroputo Poccuniickoit denepanuu:

a) UICHTHU(QHUKAIMOHHBII HOMEp HaJIoTroIUIaTeNbllliKa CyObeKTa OOpalleHHs] JIeKapCTBEHHBIX
CPEICTB, OCyILIeCTBIsoHIEro BBO3 B Poccuiickyro denepannio M JOEKIapUpPOBAHUE JIEKAPCTBEHHBIX
MpernapaTos;

6) KO CTPAHLI ITPOUCXOKACHUS JICKAPCTBCHHOI'O IIpCIIapara,
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B) TJIOOQIbHBIN WIEHTU(UKAITMOHHBIA HOMEP TOPTOBOW €IUHUIIBI;

) KOA UWICHTH(PUKAIUU H KOJ HUICHTHPHUKAIUN TPETHYHOW (TPAHCHOPTHON) YIMAKOBKH
JIEKapCTBEHHOTO MperapaTa, B KOTOPOH HaXOUTCSl BBEICHHBIN B 000POT JIEKApCTBEHHBIN Mpernapar;
(nm. "r" B pen. [locranoBnenus IlpaBurenscrea P® ot 20.03.2020 N 311)

,I[) CTaTyC JICKapPCTBCHHOI'O IIpfIiapaTra B CUCTEME MOHUTOPUHTIA,

€) TepeueHb KOAOB MIACHTU(UKALUHM, COACPIKAIIMXCS B TPETUYHOM (TPAHCIIOPTHOW) YIaKOBKE
JIEKapCTBEHHOTI'O Mpenapara.
(nm. "e" B pen. [loctanosnenus [IpaBurensctBa PO ot 20.03.2020 N 311)

[Ipunoxenue N 2

K [lonoxeHnto o cucteMe MOHUTOPHHTA
JIBIDKCHUS JIEKaPCTBEHHBIX MTPETIapaToB
TSl MEMLIUHCKOTO ITPUMEHEHHUS

NEPEYEHDb
CBEOEHWW, NPEACTABIIAEMbIX MPU ONMUCAHWUU NNIEKAPCTBEHHbIX
NMPEMNAPATOB AnA MEAUUUHCKOIo NPUMEHEHUA CYBBEKTAMU
OBPALLEHUNSA NEKAPCTBEHHbIX CPEACTB B UH®OPMALIMOHHbIU
PECYPC, OBECIMEYMBAIOLLMA YYET U XPAHEHUE OOCTOBEPHbIX
OAHHBIX O TOBAPAX NO COOTBETCTBYIOLLEN
TOBAPHOW HOMEHKNATYPE

1. ToproBoe HaMeHOBaHME JIEKAPCTBEHHOI'O Mpenapara s MEAUIMHCKOT0 IpUMEHeHus (Jlasee -
JIEeKapCTBEHHBIN Mpernapar).

2. bpenn (Toprosas Mapka).
3. Homep perucTpalinoHHOrO yAOCTOBEPEHUS JIEKAPCTBEHHOIO TIpenapara.
4. lata rocyaapCTBEHHOM pEruCTpalyy JEKapCTBEHHOI O IIpenapara.

5. HanmeHnoBanue nepxkarens WIN BaJebla PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO
npemnapara.

6. Agnpec gepxarens WIM BIAJENblla PETHCTPALMOHHOTO YAOCTOBEPEHUS JIEKaPCTBEHHOIO
mpernapara.

7. MexayHapoHOE HeMaTeHTOBAHHOE HANMEHOBAHHE JICKAPCTBEHHOTO Tpernapara.

8. JlekapcTBenHas popma.
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

9. KonnuecTBo CANMHUI USMEPCHUA NO3UPOBKH JICKAPCTBCHHOI'O IIpCIriapara.

10. Tun BrOpuuHOU (TOTPEOUTENHCKOW) YIAKOBKH JIEKAPCTBEHHOrO IMpemapara (B ciydae ee
OTCYTCTBHUSI - IEPBUYHOMN YyIIAaKOBKU JIEKAPCTBEHHOT'O Mpernapara).

11. Marepuan BTOpU4HOH (IIOTPEOUTENBCKOM) YIIAaKOBKU JIEKAPCTBEHHOTO Ipenapara (B ciydae ee
OTCYTCTBUS - IEPBUYHOM YIAKOBKH JIEKApPCTBEHHOT'O IIpenapara).

12. KonnuectBo (Mepa) JEKapCTBEHHOI'O Ipernapara BO BTOPUYHOU (MOTPEOUTENbCKOM) yIaKoOBKe
JICKApCTBEHHOTO TIpenaparta (B cly4ae €€ OTCYTCTBHS - B IIEPBHYHOHM YIAKOBKE JIEKAPCTBEHHOTO
npenapara).

13. Hanuume BHyTpW BTOpHYHOH (ITOTPEOUTEIHCKOW) YIAKOBKH JICKapCTBEHHOI'O Iperapara
HEMapKUPOBAHHOW TIEPBUYHON YIIAKOBKH JICKAPCTBEHHOTO Tmpemnapara (Mpd HATAYUH BTOPHYHOM
(mOTpeOuTENbCKON) YIIAaKOBKH JIEKAPCTBEHHOTO MIperaparta).

14. Onucanue BIOXEHHOH BO BTOPUYHYIO (IOTPEOUTEIHCKYIO) YIAKOBKY JIEKAPCTBEHHOTO
npernapara HeMapKMPOBAHHOM NEPBUYHOMN YIAKOBKH JIEKAPCTBEHHOI'O Mpenapara.

15. HanmeHnoBanue QacoBmuka (YIakoBIIUKa) (3aMOTHICTCS B Clydyae OCYIIECTBIICHUS (HacOBKU
(ynmakoBk#) Ha Tepputopun Poccuiickoit @deneparun).

16. Anpec ¢dacoBumka (ynakoBUIMKa) BO BTOPUYHYIO (IIOTPEOMTENBCKYIO)  YIAaKOBKY
JIEKapCTBEHHOTO TIperapaTa (B cllydyae €€ OTCYTCTBUSI - IIEPBHYHYIO YIAKOBKY JIEKQpPCTBEHHOT'O
npernapara) (3armoyHseTCsl B ciaydae OCyIIecTBIeHHs (acoBKH (YHMaKOBKH) Ha TeppuUTOpuH Poccuiickoit
denepanun).

[Ipunoxenne N 3

k [lonoxenuto o cucteMe MOHUTOPUHTA
JIBUKEHMS JIEKAPCTBEHHBIX NPENApaToOB
JUISL METUITTHCKOTO IPUMEHEHHUSI

CBEOEHMUA,

NMPEACTABIIAEMbIE CYBBEKTAMU OBPALLEHUA JIEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHUTOPUHIA ABUXEHUA JIEKAPCTBEHHbIX
NMPEMNAPATOB AnA MEAULUMHCKOIo NPUMEHEHUA NMPU BBOAE B OBOPOT
NEKAPCTBEHHbIX NMPEMNAPATOB And MEOAULMHCKOIO NPUMEHEHUA

Cnucok 3MEHSIOMUX JOKYMEHTOB
(8B pen. ITocranosnenuii [IpaBurensctea 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)
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(I'I;;;ag?%%eggezglzpf)smenbCTBa P® oT 14.12.2018 N 1556 [I0kyMeHT npeaocTaeneH KoHcynbTaHTTIoc

"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA... Hata coxparenua: 20.01.2022

|. CBeaeHus o nekapcTBeHHbIX NpenapaTtax Ans MeauLMHCKOro
NnpUMeHeHuns, Npon3BeAeHHbIX Ha TeppuTopun Poccumnckomn
®depepauum, npeacraBnsiemMblie cybbekramm obpalieHus
NeKapCTBEHHbIX CPeACcTB B CUCTEMY MOHUTOPUHIa ABUXEeHUSA
NeKapCcTBEHHbIX NpenapaTtoB AN MeAULUHCKOro NPUMEeHeHuUsA

1. CyObexThl 0OpanieHus JEeKapCTBEHHBIX CPEACTB MPU 3aBEPIICHUH CTaAuH (acoBKHU (YMAKOBKH)
JIEKAPCTBEHHBIX IPEnapaToB ISl MEIUIIMHCKOTO MPUMEHEHUs (J1ajee - JIEKapCTBEHHBIC MpenapaThl) BO
BTOPUYHYIO (HOTPEOUTENbCKYI0) YMAKOBKY JIEKapCTBEHHOTO Ipemnapara (B cily4yae €€ OTCYTCTBUA -
NEPBUYHYIO YIIAKOBKY JICKAPCTBCHHOI'O HpenapaTa) MNpEaACTaBJIAKOT B CUCTEMY MOHHUTOPUHIA JIBUKCHUA
JIEKapCTBEHHBIX IpernapaToB (fajiee - CUCTEMa MOHUTOPUHTA) CIEAYIONYI0 HH(POPMAIMIO B OTHOILICHUN
Ka)XJ10 TOProBOM €IMHHUILIBI JIEKAPCTBEHHOTO IIperapara:

a) JlaTa COBEpILICHUS OTepalIiy;

0) uneHTuuUKaTop cyObekTa OoOpalleHUs JEKAPCTBCHHBIX CPEICTB, OCYMIECTBIISIFOIIETO (AcOBKY
(YrakoBKYy) JIEKapCTBEHHBIX MPENapaToOB BO BTOPUYHYIO (OTPEOUTENHCKYIO) YIAKOBKY JIEKaPCTBEHHOTO
npenapara (B ciydae ee OTCYTCTBHS - IEPBUYHYIO YIIAKOBKY JICKAPCTBEHHOTO IIpernapara);

(B pen. ITocranornenus IIpaButenscTBa PO ot 21.07.2020 N 1079)

B) yrpatui cuiy. - [locranosnenue [IpaBurenscta PO ot 21.07.2020 N 1079;
T') THIT IPOU3BOJICTBEHHOT'0 3aKa3a (KOHTPAKTHOE WJIM COOCTBEHHOE IPOU3BOJICTBO);

n) uneHTudukarop cyObeKTa OOpalIeHusl JEKApCTBEHHBIX CPENCTB, SBISIONMIETOCS 3aKa3uyMKOM
KOHTPAKTHOIO (MOAPSAHOT0) MPOM3BOJCTBA (B ciyyae IMpejacTaBieHUuss HHGopManuu CcyObEeKTOM
00paIlIeHus JIGKAPCTBEHHBIX CPEJICTB, OCYIIECTBISIOIUM KOHTPAKTHOE (TIOAPSAHOE) IPOU3BOJICTBO);

(8B pen. Ilocranosnenus Ilpasurensctea PO ot 21.07.2020 N 1079)

€) M100abHbIN UIEHTU(PUKALMOHHBI HOMEP TOProBOW €MHMIIBI JIEKAPCTBEHHOTO Mpernapara;
) HOMEp MPOU3BOACTBEHHON CEpUH JIEKApCTBEHHOT'O Mpenapara;
3) JlaTa UCTEUYEHHUs CPOKa FOJTHOCTH JIEKapCTBEHHOTO Mpemnapara;

M) KOJ WAEHTHU(UKAINHU, TPUCBOCHHBIM BTOPUYHON (MOTPEOUTENBCKOM) YITaKOBKE JIEKAaPCTBEHHOTO
npemnapara (B ciIy4yae ee OTCyTCTBHS - IEPBUYHOM YIIaKOBKE JIEKAPCTBEHHOI'O MIpernapaTra);
(B pen. [locranoBnenus IlIpasurenscrea PO ot 20.03.2020 N 311)

K) uHpopMarus 00 UCIOIb3YEMOM YCTPOMCTBE PETUCTPALIMM SMUCCHH.
(nm. "x" BBeneH [locranoBnenuem [paButenscta PO ot 20.03.2020 N 311)

2. CyObexTsl oOpallleHusl JIEKapCTBEHHBIX CPEJCTB TOCJE 3aBEPLIECHUS CTaJUU BbIIYCKAIOIIETO
KOHTPOJISl KauecTBa M IpeJICTaBICHUs TOKYMEHTOB U cBeeHuil B denepanbhyio cinyk0y MO Hal30py B
cdepe 3ApaBOOXpaHEHUS NMPEACTABIAIOT B CUCTEMY MOHUTOPHHTA CIIEIYIOIYI0 HHPOPMAIIUIO O BBIITYCKE
FOTOBOM MNPOAYKIUU B OTHOLIEHUM KaXJOW TOPrOBOM €IMHHMIBI JIEKAPCTBEHHOIO IIpernapara,
MIpOM3BeIeHHOM Ha Tepputopun Poccniickoit denepanun:
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

a) JlaTa COBEpILIECHUS OTepaliy;

0) wunentupukatop cyObekTra OOpamleHHs JIeKApCTBEHHBIX CPEICTB, OCYIIECTBISIOIIETO
PETHCTPAIMIO CBEICHHI O BBIITYCKE TOTOBOM MPOILYKIINH;

B) PEKBU3UTHl 3allMCH O JIEKAPCTBEHHOM IIperapare, BBOJAMMOM B TpPaXIAaHCKHH 000poT, B
aBTOMAaTU3MPOBAaHHOW HHGpopManMOHHON cucteme PDenepanbHOM CioykObl MO Hax3opy B chepe
3/IpaBOOXpaHEHMS (1aTa U BHYTPEHHUN HIEHTH(PUKATOD);

r) HOMep paspemeHuss DenepanbHO CITy>KObI 10 HAA30pY B cdepe 3ApaBOOXpPAHCHHUsT HA BBOJ B
Ipa)XTaHCKHUI 000pOT (B Cllydae BBOAA B TPAKIAHCKUN 000pOT MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO
npenapara);

1) KOA WIACHTU(UKAUMK WM KOJ WISHTH(HUKAINU TPETHYHOW (TPAHCIIOPTHON) YHAKOBKH
JIEKapCTBEHHOT'0 IIpernapaTa, B KOTOPO HaXOJUTCs BBIMYIICHHBIH B 000pOT JeKapCTBEHHBIN npenapar (B
Clly4ae BbIIIYCKa TPETUYHOM (TPaHCIIOPTHOM) YIIAKOBKY JIEKAPCTBEHHOTO IIpernapaTa LeJIUKOM).

(. 2 B pen. [Tocranornenus [IpaBurensctBa PD o1 21.07.2020 N 1079)

Il. CBepeHus, npeacrtaBnsaemble cybbektamm obpaleHus
NneKapCTBEHHbIX CPeAcTB B CUCTEMY MOHUTOPUHrA,
O NeKapCTBEHHbIX NpenapaTtax, NPon3BeaeHHbIX
3a npegenamu Tepputopumn Poccuinckon ®epepauum

3. CyObexTsl oOpallleHusl JIEKapCTBEHHBIX CPEJICTB MPH 3aBEPILIEHUU IPOU3BOJCTBEHHOM CTaluu
¢dacoBku (YNakoBKM) JIEKApPCTBEHHBIX IpenapaToB MM 3aBEPUICHUHM MApPKUPOBKU  YMAKOBOK
JICKapCTBEHHBIX NPENapaToB CPEICTBAMU HACHTHU(UKAIMHM HA TAMOXKEHHOM CKJIaJe B COOTBETCTBHH C
a03aueM BTOpbIM NyHKTa 4 [los10)keHUs 0 cUCTEeMe MOHUTOPHUHIA ABUKEHMS JICKApPCTBEHHBIX MIPENapaToB
U1 MEAUUMHCKOTO NPUMEHEHMS, YTBEPKICHHOro mnocrtaHoBieHueM I[lpaButenscTtBa Poccuiickoit
@enepanuu ot 14 nexadbps 2018 r. N 1556 "OO6 yrtepxaenuu IlonoxxeHus o cucreMe MOHMTOpPUHTA
JBUKEHMSI JIEKApCTBEHHBIX IpenapaToB Uil MEIUIUHCKOro mnpuMeHeHus" (manee - [lomoxenwue),
IIPECTABIISIIOT B CUCTEMY MOHHUTOPHHIA B OTHOIIEHUU KaXKI0M TOPrOBOM €IUHUIIBI JIEKAPCTBEHHOTO
npenapara, Mpou3BeICHHON BHE TeppuTopuu Poccuiickoit Denepannu, Cleayomnyo HHHOpMaIUio:

a) JaTta COBCPUICHUSA OIICPAllUU;

0) unenTupuKaTop cyobekTa 0OpalleHus JIEKapCTBEHHBIX CPEJCTB, SIBJISIFOIIETOCS Aep KaTeleM HIn
BJIAJIENIbLIEM PETUCTPAL[MOHHOTO YJIOCTOBEPEHMs, WM IPeJICTABUTENbCTBA CyOBEKTa OOpalieHus
JIEKAPCTBEHHBIX CPEJCTB Ha Tepputopuu Pocculickonn Penepanny;

B) HJIEHTH(UKATOp CyOBEeKTa OOpallleHHs JIEKApCTBEHHBIX CPENICTB, OCYIIECTBISIOMIErO (hacoBKY
(YnmakoBKY) JIEKapCTBEHHBIX MPENapaToB BO BTOPUUHYIO (OTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHOIO
npernapara (a mpu ee OTCyTCTBUH - IEPBUYHYIO YIIAKOBKY JICKapCTBEHHOT'O Mpernapara);

r) wuaeHtuduxkatop cyObekTa oOpalleHus JIeKapCTBEHHBIX CPEJCTB, OCYIIECTBIISIIOIIETO
IIPOU3BOJICTBEHHYIO CTAJIUI0 BBIITYCKAOIIEr0 KOHTPOJIS KaUeCTBa;

1) T100aNbHBIN UIEHTU(PUKAIMOHHBII HOMEP TOPrOBOM €MHHULIBI;
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(I'I;;;ag?%%eggezglzpf)smenbCTBa P® oT 14.12.2018 N 1556 [I0kyMeHT npeaocTaeneH KoHcynbTaHTTIoc

"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA... Hata coxparenua: 20.01.2022

€) HOMEp MPOU3BOJICTBEHHOM CepHH JIEKapCTBEHHOT'O MpernapaTta;
K) J1aTa UCTEYEHUs CPOKa TOJHOCTH JIEKAPCTBEHHOIO Mpernapara;

3) KO TaMO>KEHHOT'O OpraHa W PEerMCTPallMOHHBIA HOMEp TaMOXEHHOIrO cKiiaja (IIpy MapKUpPOBKE
YIaKOBOK JIEKAPCTBEHHBIX MPETApPaToOB CPEACTBAMH UACHTU(DUKAIMN HA TAMOKEHHOM CKIIAJIe);

1) KOJ uIeHTU(UKALUY, IPUCBOCHHBIN BTOPUYHOM (MOTPEOUTEIHCKOM) YIIaKOBKE JIEKAPCTBEHHOTO
npemnapara (B ciiy4ae €e OTCYTCTBHS - IEPBUYHOM YIIAKOBKE JIEKAPCTBEHHOI'O IIPETapara);

K) nH(popMaIHst 00 UCIOIb3YyEMOM YCTPOICTBE PETUCTPALIUY SMHUCCHH.
(n. 3 B pea. IlocranoBnenus IIpaBurenscrea P® ot 21.07.2020 N 1079)

3(1). CyObekTsl oOpameHus JeKapCTBEHHBIX CPEJICTB IPU OCYIIECTBICHUH MapKUPOBKH yIIaKOBOK
JICKApCTBCHHBIX IIpC€IIapaToB CPCACTBaAMHU I/II[eHTI/I(i)I/IKaHI/II/I Ha TaMOXCEHHOM CKJIaa€ B COOTBETCTBHUHU C
abzarieM BTOpeIM myHKTa 4 IlojOKEeHHS TPENCTaBISIOT B CHCTEMY MOHHUTOPUHIA CIIEAYIOIIYIO
nHOPMALIHIO:

a) uaeHTudukatop cyobekTa oOpalleHus JeKapCTBEHHBIX CPEICTB, SBISIOMIETOCS JAepKaTeleM UTu
BJIAQJICNIBLIEM PETUCTPAI[MOHHOTO YJIOCTOBEPEHMS, WM IPEICTABUTENBCTBA CyOBEKTa OOpameHus
JICKApCTBEHHBIX CPEACTB Ha TeppuTopuun Poccuiickoit denepanumu;

0) 1aTa COBEpILECHHMS OTEepaIlnu;
B) MI00AJIbHBIN HICHTU(DUKAIIMOHHBI HOMEP TOPTOBOW €IIMHUIIBI;

I) KOJ TaMO)XEHHOI'O OpraHa M PErucTpPallMOHHBIA HOMEP TaMOXKEHHOI'O CKJIaJa, Ha KOTOPOM
OCYILECTBIISICTCS MapKUpPOBKa YIAKOBOK JIEKAPCTBEHHBIX IPENapaToB CPEACTBAMU MICHTU(UKALUU B
COOTBETCTBHH € ab3arieM BTOpbIM nyHKTa 4 [lonoxenus;

1) KOJIbI UACHTH(PUKAIIUH.
(m. 3(1) BBenen [locranosnenuem [IpaButenscrea PO ot 21.07.2020 N 1079)

lll. CBepeHusn, npeacraBnsemMblie cybbekramm obpaleHns
NeKapCTBEHHbIX CPeACTB B CUCTEMY MOHUTOPUHra,
O NleKapCTBEHHbIX Npenaparax, BBO3UMbIX
Ha TeppuTopuro Poccumnckon Pepepauum

4. CyObekTsl OOpallleHusl JIEKAPCTBEHHBIX CPEJCTB IMpPHU 3aBEPLICHUM OTIPY3KH JIEKapPCTBEHHBIX
npenaparoB B Poccuiickyro ®denepanuro WM IOCHE IEpeJadd CBENCHHM O MapKUPOBKE YIIAKOBOK
JIEKapCTBEHHBIX IPENapaToB CPeICTBAMU HACHTU(UKAIMM HAa TaMOXKEHHOM CKJIaJie B COOTBETCTBHU C
ab3aniem BTOpbIM myHKTa 4 [lonoxeHHsl MNPEeACTaBISIOT B CHCTEMY MOHUTOPUHIA CIEIYIOIIYIO
MHGOPMAIIHIO B OTHOIICHUN KaXI0M €IMHUIIBI JIEKAPCTBEHHOTO Mperapara:

a) 1aTa COBEPIICHHS OTEepaIlii;

6) I/IILCHTI/I(I)I/IKB.TOP Cy6’BeKTa o6pa1ueHI/151 JICKApCTBCHHBIX CPCACTB, ABJIAIOMICTOCA ACPIKATCICM HUIINU
BJIAACIIBIEM PCTUCTPALMOHHOTO YAOCTOBCPCHUA, WX MPEACTABUTCIBCTBA cy61)eI<Ta O6paIIIeHI/I$I
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

JIEKapCTBEHHBIX CpeAcTB Ha Tepputopun Poccuiickoii ®enepauuu (He Tpedyercs B cCiydae
NPEJCTAaBICHNUS CBEIEHHI B COOTBETCTBMM C ab3allaMH CEIbMBIM M JECATBIM IyHKTa 37 u ab3auem
ceabMbIM myHKTa 38 [Tomoxenus);

(B pen. [locranosnenus IlpasurensctBa PO ot 02.11.2020 N 1779)

B) HAEHTH(UKATOp CyOBEKTa OOpalleHHs JICKapCTBEHHBIX CPEJICTB, SBISIOMIETOCS MPOIABIOM
JICKapCTBEHHBIX IpernapaTtoB (He TpeOyeTcs B cCiydae MpPEJCTAaBICHHS CBEICHHH B COOTBETCTBUHU C
a03aramMu ceZIbMbIM M IECATBIM ITyHKTa 37 1 ab3arieM cepMbIM yHKTa 38 Tlooxkenus);

(8 pen. [locranosnenus IlpasurensctBa PO ot 02.11.2020 N 1779)

r) uaeHTudukaTop cyObekTa oOpalleHUsl JIEKAPCTBEHHBIX CPENICTB, SIBISIOMIETOCS IMOKyMHaTeleM
JIEKapCTBEHHBIX IpenaparoB B Poccuiickoit denepanuu;

1) THII JIOTOBOPA;

€) PEKBU3UTHI MEPBUYHOTO JOKYMEHTA, SIBJSIONIETOCS OCHOBAHMEM JIJIsi OTTPY3KH JICKAPCTBEHHOTO
npenapata B Poccuiickyto ®enepanuio;

’K) KOJ TaMOXCHHOTO OpraHa M PETHUCTPAllMOHHBIA HOMEp CKiana (aapec MecTa HaXOXKICHHS
TOBapa COIJIACHO TAMOYKEHHOH JICKJIapallii Ha TOBAPbI, 338 UCKIIOYCHUEM CITydasi MAPKHPOBKH YIIAKOBOK
JICKaPCTBCHHBIX IMPENapaToB CPEACTBAMH HICHTH(UKAIIMA HA TAaMOXXEHHOM CKJIAJIe B COOTBETCTBHH C
a03arieM BTOpBIM IyHKTa 4 [Tonoxenus);

3) KOO MWICHTHU(DUKAUUK WM KOJI HWACHTU(PHUKAIMKA TPETUYHOW (TPAaHCIOPTHOM) YIIaKOBKH
JIEKapCTBEHHOT'O TpernapaTa, B KOTOPOH HaXOAMTCS ATOT JIEKapCTBEHHBIN Mpemnapar (B ciaydae OTIpy3KH
TPETUYHOM (TPAHCIIOPTHOM) YIIAKOBKH JIEKAPCTBEHHOTO Mpernapara LeJIuKOM).

(. 4 B pen. [Tocranosnenus [IpaBurensctBa PD o1 21.07.2020 N 1079)

5. CyObexThl oOpalleHus JeKapCTBEHHBIX CPEJICTB MPHU OCYIIECTBICHHUU BBO3a IMPEJCTABISIOT B
CHUCTEeMY MOHUTOPHHTA CIEAYIONIyI0 MH(QOpPMAIMIO B OTHONICHWH KAXKJIOM €AMHMIIBI JIEKapCTBEHHOTO
npernapara:

a) JaTta COBCPUICHUSA OIICPpAllUU;

0) uneHTUUKATOp CyOBEKTa OOpalIeHMs JEKapCTBEHHBIX IMPENapaToB, OCYIIECTBISIOIIETO BBO3
JIEKapCTBEHHBIX IpenaparoB B Poccuiickyro Penepanuio;

B) KOJ TAMO>KEHHOI'O OpraHa M perucTpalloHHbIN HOMEp cKilaja (aapec MecTa HaX0XkK/IeHUs ToBapa
COIJIACHO TAMOKEHHOH JIeKJIapallii Ha TOBaphbl);

I) HUIeHTHUPUKATOp CyOBbeKTa OOpallleHUsl JIEKApCTBEHHBIX CPEJICTB, SIBJISIOIIETOCS IPOJABLIOM
JIEKapCTBEHHBIX IpernapaTtoB (He TpeOyeTcs B cCilydae IpeJCTaBICHHUs CBEIEHUH B COOTBETCTBUU C
a03araMu ceJIbMbIM U JCCATHIM IyHKTa 37 1 ab3areM ceapMbiM myHKTa 38 [lomoxenus);

(B pen. [locranosnenus IlpasurensctBa PO ot 02.11.2020 N 1779)

1) THII JIOTOBOPA;

€) PEKBH3UTHI MEPBUYHOTO JOKYMEHTA, SBIISIONIETOCS OCHOBAaHWEM I BBO3a JIEKAPCTBEHHOTO
npenapara B Poccuiickyio @enepanuio (1ara u HoMep);
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

) ueHTUUKaTop cyObeKTa oOpalleHus JIeKapCTBEHHBIX CPEJICTB, SBIISIOIIETOCS JIep:KaTeIeM Uil
BJIAJICNIBLIEM PETUCTPALMOHHOTO YJOCTOBEPEHMS, WM IPEICTABUTENbCTBA CyOBEKTa OOparieHus
JIEKapCTBEHHBIX cpelncTB Ha Tepputopuu Poccuiickoii denepanuu (B ciyyae BBO3a JIEKAPCTBEHHOTO
npemapata B Poccuiickyro ®Depepanuio CyObeKTOM oOOpaimieHus JIEKApCTBEHHBIX CPEJICTB, HE
SBJIIOIIMMCS JiepKaTesieM WM BIIaJeNblieM PErUCTPAlMOHHOIO yI0CTOBEpeHMs) (He TpedyeTcs B ciiydae
NPEJCTAaBICHNUS CBEICHHI B COOTBETCTBMM C ab3allaMH CEIbMBIM M JECATHIM IyHKTa 37 u ab3auem
ceabMbIM myHKTa 38 [Tomoxenus);

(B pen. [locranosnenus IlpasurensctBa PO ot 02.11.2020 N 1779)

3) KoA WUACHTU(GUKAIMK WM KOJ WJACHTU(PHUKAIMKA TPETUYHOH (TPAHCIOPTHOHM) YIIAKOBKH
JICKQpCTBEHHOTO Iperapara, B KOTOPOH HaXOIUTCS ATOT JEKapCTBEHHBIM mIpemapaTr (B ciy4yae BBO3a
TPETUYHOH (TPaHCIIOPTHOM) YITAKOBKH JIEKAPCTBEHHOT'O TIpenapaTa HeJIUKOM).

(n. 5 B pea. IlocranoBnenus IlpaBurenscrea P® ot 21.07.2020 N 1079)

6. CyObeKTbl 00pallleHHsl JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBIIAIONIUE Mepeady JIeKapCTBEHHbIX
[IpenapaToB, MOMEIIEHHBIX 1101 TAMOXKXEHHYIO MPOLIETypy TaAMOXEHHOIO CKJIaJa, IpyroMy COOCTBEHHUKY
(cMeHa COOCTBEHHHMKA), MPEJICTABISAIOT B CHUCTEMY MOHUTOPHHIAa CIEAYIOIIyI0 HHGOpMalMio B
OTHOILIEHUH KaKJI0M €IMHUIIBI JIEKAPCTBEHHOI'O IIpenapara:

a) laTa COBEPILICHUS OTIepaIiy;

0) nnentuduxkaTop cyObekTa oOpalieHus JIEKapCTBEHHBIX CPEICTB, OCYIIECTBIISIONIEIO Mepenavy
JIEKapCTBEHHBIX MPENapaToB;

B) uaeHTH(UKATOp CyObeKTa OOpaIIeHus JIEKAPCTBEHHBIX CPENICTB, OCYHIECTBISIONIETO HMPUEMKY
JIEKapCTBEHHBIX IPenapaToB;

') PEKBU3HUTHI IEPBHYHOTO JIOKYMEHTA, SBJISIOMIETOCS OCHOBAaHUEM JJIsl TIEpelavyd JIEKAPCTBEHHOTO
npemnapara (1ata 1 HoMep);

) KOJI UWIACHTU(PHUKAUUU WIM KOJ UACHTU(UKAIMK TPETUYHOM (TPAaHCIOPTHOM) YIaKOBKH
JIEKapCTBEHHOTO Ipernapara, B KOTOpOW HaXOJIUTCS TOT JIEKapCTBEHHBIN Mpenapar (B ciydyae nepeaadu
TPETUYHOM (TPAHCIIOPTHOM) YIIAKOBKH JIEKAPCTBEHHOTO Mpernapara [eJIuKOM).

(1. 6 B pex. ITocranosnenus [Ipasurensctea PO ot 21.07.2020 N 1079)

7. CyObexTsl oOpallleHus JIEKapCTBEHHBIX CPEJCTB IPU MOATBEP)KIEHUHU CBEACHUN 00 OTTpy3Ke WK
0 BBO3€ JIEKapCTBEHHOro mpemnapara B Poccuiickyro denepanuio, Wi npueMKe Ha papMaleBTUYeCKUi
CKJIaJl JICKapCTBEHHOTO Ipenapara Ha Tepputopuu Poccuiickoit d@enepanuu, WA Mepenade mnpasa
COOCTBEHHOCTH Ha JIEKAPCTBEHHBIN Mpernapar, MOMELIEeHHBIH [0]1 TAMOXKEHHYIO IIPOLelypy TaMOXKEHHOTO
CKJa/ia, IpU MOATBEPXKIECHUU CBEACHMH, COJIEp)KalUXCSi B CHUCTEME MOHUTOPHUHIA, IMPEICTABISAIOT B
CHCTEMY MOHHUTOPHHIA CIEAYIOIIYI0 HH(OpPMAIMIO B OTHOIIEHUM KaXJIOW €IUHHIIBI JEKapCTBEHHOTO
npernapara:

a) Jarta COBCPHICHUSA ONICPAlUU;

06) wuneHtudukarop cyObekTa oOpalleHus JIEKapCTBEHHBIX CPEJCTB, OCYLIECTBIISIOIIETO
IIOATBEPK/ICHUE CBEICHUI;
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

B) MJEHTU(]UKATOp CyObeKkTa OOpalleHUs JEKAPCTBEHHBIX CPEACTB, pPaHEE OCYIIECTBUBIIETO
pEeTUCTpalMioO CBEACHMN 00 OTrpy3Ke HIM O BBO3€ JICKAPCTBEHHBIX IMpernaparoB B Poccuiickyro
®enepanuio, WK NpueMKe Ha (hapMaleBTHUECKUI CKJIaJ JIEKAapCTBEHHBIX IPEnapaToB Ha TEPPUTOPHU
Poccuiickoit @enepanuu, WM Tepenade mpaBa COOCTBEHHOCTHM Ha JIEKapCTBEHHBIM Ipemapar,
MIOMENIEHHBIN 0] TAMOKEHHYIO IIPOLIEYPY TaMOXKEHHOTO CKJIa/a;

r) KOJX WIACHTU(PUKAIMK WIM KOJA WICHTU(PUKANNUKA TPETHYHOW (TPAHCIIOPTHON) YIAKOBKH
JICKQpCTBEHHOTO Iperapara, B KOTOPOW HaXOIUTCS ATOT JIEKAPCTBEHHBIN mpernapat (B cilydae rnepenaqn
TPETHYHOU (TPAHCIIOPTHOW) YITAKOBKH JICKAPCTBEHHOTO MpernapaTa mMeTuKOM).

(. 7 B pex. IMocranosnenus IpaBurenscrea PO ot 21.07.2020 N 1079)

8. CyOBeKThl 0OpalieHHs JIGKAPCTBEHHBIX CPEJICTB MPHU MEPEMEIICHUH JICKAPCTBEHHBIX MIPEMapaToB
MEXIy 30HAMH TaMOXXEHHOTO KOHTPOJI TMPEACTaBISIOT B CHCTEMY MOHHUTOPHHIA CJEIYIOIIYIO
MH(OPMALIHIO B OTHOIICHUH KKJOW €MHHUIIBI JICKAPCTBEHHOTO Mperapara;

(B pen. ITocranornenus IpaButenscTa PO ot 21.07.2020 N 1079)

a) 1aTa COBEPIICHHS OTepallnu;

0) wuneHTudukaTop CyObekTa OOpamleHHs JICKApPCTBEHHBIX CPEJCTB, OCYIIECTBISIONIETO
MepeMeIIeHIE JISKAPCTBEHHBIX MPENapaToB;
(mm. "6" B pen. IlocranoBnenus [IpaButenscrBa PO ot 21.07.2020 N 1079)

B) yrpatui cuily. - [locranosnenue [IpaBurensctBa PO ot 21.07.2020 N 1079;

I) KOJ TaMOXXCHHOTO OpraHa W pPErHCTPAllMOHHBI HOMEp CKIaja OTrpy3kd (ampec MecTa
HAXOXXJCHHUS TOBapa COTJACHO TaMOXKEHHOHW JEKJIapalil Ha TOBapbl, M3 KOTOPOTO OCYIIECTBIISAETCS
MepeMEIICHHE),

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

) KOJ TaMOXEHHOTO OpraHa W pETUCTPAlMOHHBIA HOMEp CKJIaJa MpueMKH (aapec MecTa
HaXO0X/IEHUS TOBapa, B KOTOPOE OCYIIECTBISAETCS IEpEMEIIECHHUE);

€) KOJ WJIeHTH()UKAIUU WIM KOJX WACHTUPHUKAIMKA TPETUYHOM (TPAaHCIOPTHOM) YMAKOBKU
JIEKapCTBEHHOTO TIpernapaTra, B KOTOPOH HaxOIHWTCS OTOT JIEKapCTBEHHBIH mpemapar (B ciydae
nepeMeIeHust TPETUYHOM (TPaHCIOPTHOM) YIIaKOBKHU JIEKAPCTBEHHOTO MpenapaTa LEeIUKOM).
(. "e" B pen. [locranosnenus [IpaButensctBa PO ot 20.03.2020 N 311)

9. CyObekTsl oOOpalleHusi JEKapCTBEHHBIX CpPEJCTB TMpPH MPHUHIATUUA PEHICHUS O BBITYCKE
JIEKAPCTBEHHBIX MPENApaTOB MJisi BHYTPEHHETO MOTPEOJICHHS, MPUHATOTO TaMOXXCHHBIMH OpTaHaMH,
MIPEJICTABJISIOT B CUCTEMY MOHUTOPHUHTA CIEAYIOUIYI0 HH(POPMAIMIO B OTHOLIEHUH KaXJI0H TOPTrOBOM
€IMHHUILIbI JIEKAPCTBEHHOTO MTpernapara:

a) Jarta COBCPHICHUSA ONICPAlIUU;

06) wuneHtudukarop cyObekTa oOpalleHus JIEKapCTBEHHBIX CPEJCTB, OCYLIECTBIISIOIIETO
JIEKJIapUPOBAHUE JIEKApCTBEHHBIX IIpenapaToB Ha Tepputopun Poccuiickoit denepannn;
(B pen. [locranosnenus IlpasurensctBa PO ot 21.07.2020 N 1079)
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(I'I;g;ag?%%eggezglzpf)smenbCTBa P® oT 14.12.2018 N 1556 [I0kyMeHT npeaocTaeneH KoHcynbTaHTTIoc

"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA... Hata coxparenua: 20.01.2022

B) KO/l TAMOK€HHOM MPOLEIYPBbI;
I') KOJ TAMOXXEHHOI'O OpraHa;
1) PEKBU3UTHI TAMOKEHHOH JIeKJIapalliy Ha JIEKapCTBEHHBIH Mpenapar;

€) TaMOXXCHHasi CTOMMOCTb JIEKAPCTBEHHOIO IIpernapaTra COIJACHO TAMOXKCHHOW JeKIapaluu Ha
JIEKapCTBEHHBIH Npenapar;
(B pen. [locranosnenus IlpasurensctBa PO ot 21.07.2020 N 1079)

K) KOA WICHTH(PUKAIMK WIA KOJ HWIACHTU(UKAIMU TPETHYHON (TPaHCIIOPTHOM) YHaKOBKH
JIEKapCTBEHHOTO Tpermapata, B KOTOPOW HAaxXOJUTCS JTOT JIGKApCTBEHHBIM mpemnapar (B ciaydae
MOMEILEHUSI M0/ TAMOXXCHHYIO MPOLENypy TPETUYHOU (TPAHCIOPTHOM) YMAKOBKH JIEKAPCTBEHHOTO
rpenapara 1ejimKoMm);

(. "x" B pen. [locranoBnenus IIpaButenscrBa PO ot 20.03.2020 N 311)

3) - n) yrpaTtiiau cuiy. - [locranosienue [IpasutenscrBa PO ot 21.07.2020 N 1079.

10. CyObekTsl oOpallieHusi JIeKApCTBEHHBIX CPEACTB NpU MEpPEeMEIICHUH JEeKapCTBEHHbBIX
MpenapaToB U3 30HbI TAMOXEHHOTO KOHTPOJISI HA (papMalleBTUYECKUN CKJIaJ MPEACTABISIIOT B CUCTEMY
MOHHUTOPHHTA CIIEAYIONIYI0 HH(GOPMAIUIO B OTHOIICHUN KaXKIOW €AMHUILIBI IEKAPCTBEHHOTO MIpernapara:

a) 1aTa COBEPIICHHS OTEepallnu;

0) umaentuduxaTop cyObekTa oOpalleHUs JEeKapCTBEHHBIX CPEICTB, OCYIIECTBIAIOIIETO BBO3
JIEKApCTBEHHBIX IIPENnapaToB Ha Teppuropuro Pocculickon denepanuu;
(B pen. ITocranornenus IIpaButenscTBa PO ot 21.07.2020 N 1079)

B) yTpatui cuiy. - [locranosnenue [IpaBurensctBa PO ot 21.07.2020 N 1079;
I') KO/l TAMOKEHHOT'0 OpraHa M perucTpallMOHHBIA HOMEP TAMOXKEHHOTO CKJIaJa OTTPY3KH;

1) PEKBU3UTHI IEPBUYHOTO JTOKYMEHTA, SBJSIOLIEIOCS OCHOBAaHUEM JJISi IPUEMKH JIEKAPCTBEHHOTO
npemnapara Ha ¢papMaleBTHUECKHU ckiaj (1aTa 1 HoMep);

e) CTOUMOCTDb, YKa3aHHasA B COHpOBOI[I/ITeJ'II)HOI\/'I JOKYMCHTAllMKM HA TOBap, HA OCHOBAHWUN KOTOpOfI
odopmiiseTcss TaMOXKEHHas NeKJapanus, ¢ Y4eTOM TaMOXCHHBIX MOIUIMH W COOpOB 3a TaMOXEHHOE
odopmIieHuE;

) KOJ WACHTU(MUKAIUM WIH KOJ HACHTU(DUKAIUNA TPETUYHOU (TPAHCHIOPTHOM) YIMAKOBKH
JICKapCTBCHHOT'O IpernapaTta, B KOTOPOW HAXOJIUTCS ITOT JICKAPCTBEHHBIN Mpemapar (B Cliydae MPUEMKH
Ha (apMareBTHYECKH CKJIaJ TPETUYHON (TpaHCHMOPTHOM) YHMAKOBKMU JIEKAPCTBEHHOTO TIperapara
LETUKOM).

(mm. "x" B pex. [Tocranosnenus [IpaButensctBa PO ot 20.03.2020 N 311)

11. CyObekThl oOpalieHusl JeKapCTBEHHBIX CPEJICTB MPHU 3aBEPIICHUU OTTPY3KU JIEKAPCTBEHHBIX
npenaparoB B Poccuiickyro denepanuio U3 rocyaapcTs - 4ieHOB EBpa3uilckoro 3kOHOMHUYECKOr0 CO03a
MPEJICTABJISIIOT B CUCTEMY MOHUTOPHUHIA CJIEAYIOUIYI0O MH(POPMAIMI0 B OTHOUIEHHM KaXKJ10M TOProBoit
€AVHULBI JIEKAPCTBEHHOIO IIpernapara:
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

a) JlaTa COBEpILIECHUS OTepaliy;

0) naeHtupuKaTop cyobekTa oOpaIieHus JeKapCTBEHHBIX CPEJCTB, SBISIOMIETOCS Aep)KaTelIeM WIIN
BJIAJIEJIBLIEM PETUCTPALMOHHOIO YJIOCTOBEPEHMs, WJIM IPEJCTABUTENbCTBA CyOBEKTa OOpalleHus
JIEKAPCTBEHHBIX CPEICTB Ha TeppuTopuun Poccuiickon Penepanuu;

B) uaeHTU(UKATOp cyObekTa oOpalleHUsl JIEKApCTBEHHBIX CPEACTB, SBISIOLIEIOCS IPOAABIIOM
JIEKapCTBEHHBIX IIPENapaTOB;

r) uaeHTudukaTop cyobekTra oOpallleHusl JIEKAPCTBEHHBIX CPENICTB, SIBIISIIOMIETOCS MOKYyHaTeIeM
JIEKapCTBEHHBIX IpernaparoB B Poccuiickon denepannu;

1) PEKBU3UTHI TIEPBUYHOTO JOKYMEHTA, SIBIISIONICTOCS OCHOBAHHUEM JIJISI OTTPY3KH JICKApPCTBEHHOTO
npenapara B Poccuiickyto @enepanuio (1ara u Homep);

€) THUII JOrOBOPA;

’K) CTOMMOCTH JIEKAPCTBEHHOrO Ipenapara (C yd4eToM Hajora Ha J00aBJICHHYIO CTOMMOCTBH)
COTJIACHO TICPBUYHBIM JJOKYMEHTAM;

3) CyMMa Hajiora Ha JJ00aBJICHHYIO CTOMMOCTB;

M) KOJA UISHTH(PUKAUU WIA KOJ HACHTU(DUKALIUU TPETHUYHOU (TPAHCIOPTHOM) YHaKOBKU
JICKApCTBEHHOTO TIpernapara, B KOTOPOH HAaXOJHUTCS ATOT JIEKAPCTBEHHBIN Mpemnapar (B ciiydae OTIPY3KH
TPETUYHOMH (TPAHCIIOPTHOM) YIIAKOBKH JIEKAPCTBEHHOT'O TIpenapaTa eJIUKOM).

(m. 11 B pen. Ilocranosnenus [Ipasurenscta PO ot 21.07.2020 N 1079)

12. CyObekTbl OOpallleHus JIEKApCTBEHHBIX CPEJICTB IPU OCYLIECTBICHUM BBO3a JIEKAPCTBEHHBIX
npenaparoB B Poccuiickyro @enepanuio U3 rocyaapcTs - WieHOB EBpa3uilcKOro 3JKOHOMHYECKOT0O CO03a
U pa3MelIeHMH Ha (papMaleBTUUECKOM CKJIajie MPEACTaBISIOT B CUCTEMY MOHHTOPHMHIA CIIEAYIOIIYIO
MH(OpPMALIKIO B OTHOLIEHUH Ka)KJJOW TOProBOM €IMHUIIbI IEKAPCTBEHHOI'O Ipernapara:

a) JaTta COBCPUICHUSA OIICPpAllUU;

0) umaeHtudukaTop cyObekTa oOpallleHus JIEKapCTBEHHBIX CPEACTB, OCYIIECTBIISIOIIETO BBO3
JIEKapCTBEHHBIX IpenaparoB B Pocculickyro denepanuio;

B) HAeHTU(UKATOp cyOBekTa oOpallleHusi JIEKapCTBEHHBIX CPEACTB, SABISIOIIEIOCS HPOAABIOM
JIEKapCTBEHHBIX IpernapaTtoB (He TpeOyeTcs B cilydae MpPEJCTaBICHMS CBEJIEHHH B COOTBETCTBUHU C
ab3a1aMu ceJIbMbIM U JCCSATHIM IMyHKTa 37 u ab3areM ceapMbiM myHkTa 38 [lonoxenus);

(8B pen. I[locranosnenus Ilpasurensctea PO ot 02.11.2020 N 1779)

T') TUII AOTOBOPA;

1) PEKBU3UTHI MEPBUYHOTO JTOKYMEHTA, SBISIONIETOCS OCHOBAaHMEM JUIsl BBO3a JIEKAPCTBEHHOTO
npenapara B Poccuiickyto @enepanuro (1ara u Homep);

C) CTOUMOCTDL JICKApCTBCHHOI'O IIpCIiapara (C YUC€TOM HaJIoOra Ha I[OG&BHCHHYIO CTOI/IMOCTL)
COTJIaCHO MEPBUYHBIM JOKYMCHTAM;
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

’K) cyMMa Hajiora Ha 100aBJI€HHYIO CTOMMOCTb;

3) HIEHTU(PUKATOP CYOBEKTa OOpAIEHUS JICKAPCTBEHHBIX CPEACTB, SIBISIFOIICTOCS JAePKATEIEM WIITH
BJIQJICTIBIIEM PErHCTPAIMOHHOTO YJIOCTOBEPEHMSI, WM TMPEIACTaBUTEIbCTBA CYObEKTa OOpalieHus
JIEKApCTBEHHBIX CPEJCTB Ha Tepputopuu Poccuiickoir ®denepanuu (B ciiydae BBO3a JEKAPCTBEHHOIO
npernapata B Poccuiickyro ®@epepanuio CcyObeKTOM oOpalleHusi JIEKapCTBEHHBIX CPEJICTB, HE
SIBJISIFOLIIUMCS. JIEp KaTesIeM UITK BIIAJIENIbIIEM PETUCTPAIMOHHOTO YIOCTOBEpEHHUS ) (HE TpeOyeTcs B ciiydae
MIPEJICTAaBJICHUSI CBEJCHUII B COOTBETCTBUHM C ab3allaMu CEIbMBIM W JECATHIM NMyHKTa 37 MU ab3aiem
ceabMbIM yHkTa 38 [lonoxenus);

(B pen. ITocranornenus [IpaButenscta PO ot 02.11.2020 N 1779)

M) KOJ WIACHTU(UKAUN WM KOJ WIACHTU(UKAIUU TPETUYHOH (TPAHCHOPTHOM) yMaKOBKU
JIEKapCTBEHHOI'0 ITIperapara, B KOTOPOHW HAaXOJIWUTCS 3TOT JIEKApCTBEHHBIN IMpemapar (B ciydae BBO3a
TPETUYHOM (TPAHCIIOPTHON) YIIAKOBKH JIEKAPCTBEHHOTO Mpernapara LeJIuKOM).

(n. 12 B pen. ITocranosnenus [IpaButensctBa PO ot 21.07.2020 N 1079)

13. CyOBexThl oOpanieHusl IEKAPCTBEHHBIX CPEACTB IOCIIE MIPEICTABICHIS JIOKYMEHTOB U CBEACHHIA
B OenepanbHyto ciryx0y 1Mo Haa30py B cepe 3apaBoOXpaHCHUS PEACTABISIOT B CHCTEMY MOHUTOPUHTA
CIICTYFOITYI0 HH(OPMAITUIO B OTHOIICHHH KaXKIOW SAMHHMIIBI JICKAPCTBEHHOTO MIperapara:

a) JlaTa COBEPILICHUS OTepaIiy;

0) uneHtudukarop cyObekTa oOpaimieHHsl JEKapCTBEHHBIX CPEICTB, OCYIIECTBIIIONIETO BBO3
JIeKapCTBEHHbIX IpenapaToB B Poccuiickyro denepanutio;

B) PEKBHU3UTHl 3alMCH O JIEKAPCTBEHHOM IIpernapaTe, BBOJUMOM B TpaKIaHCKUN 000poT B
aBTOMAaTU3UPOBAaHHOM HH(poOpManMOHHOM cucteme PenepanbHON Ciy’)kObl O Haa30py B chepe
3/paBOOXpaHEHUs (J1aTa U BHYTPEHHUN UAEHTU(DUKATOD);

r) HoMep paspemieHuss denepanbHOM CitykObl 10 HAA30pY B cdepe 3ApaBOOXpPaHEHUs HA BBOJ B
rpaskIaHCKUH 000pOT (B CIydae BBOJA B TPaXKAaHCKHH 000POT HMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO
npemnapara);

) KOJI UWIASHTHU(PUKAUUU WIM KOJ UACHTU(UKAIMK TPETUYHOM (TPAaHCIOPTHOM) YIaKOBKH
JIEKapCTBEHHOT'O Iperapara, B KOTOPOl HaXOAWUTCS 3TOT JeKapCTBEHHBIM Ipenapar (B Cllyyae BBO3a
TPETUYHOM (TPAHCIIOPTHOM) YIIAKOBKH JIEKAPCTBEHHOTO Mpernapara [eJIuKOM).

(m. 13 B pen. [Tocranosnenus IIpasurenscrea PO ot 21.07.2020 N 1079)

14. CyObexkThl oOOpalleHusi JEKapCTBEHHBIX CpPEJCTB IpH IOBTOPHOM BBOAE B 000pOT
JIEKapCTBEHHBIX IPENnapaToB MpPEACTABISIOT B CHCTEMY MOHHMTOPUHIA CIEIYIOIIyI0 WH(pOpMaluio B
OTHOIIEHUHU KaXKJ0W €MHHULIBI IEKApPCTBEHHOIO IIperapara:

a) Jarta COBCPHICHUSA ONICPALIUU;

0) uneHTuUKaTOp CYyOBEKTa OOpaIIeHHs] JIEKapCTBEHHBIX CPEJICTB, PaHEEe OCYIECTBUBIIETO BBHIBOJ]
13 000pOTa ITUX JIEKAPCTBEHHBIX MPENaPaToB;

B) IPUUYMHBI PaHEE OCYIIECTBIEHHOIO BBIBOJIA JIEKAPCTBEHHOT'O Mpenapara u3 o0opora;
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(I'I;;;ag?%%eggezglzpf)smenbCTBa P® oT 14.12.2018 N 1556 [I0kyMeHT npeaocTaeneH KoHcynbTaHTTIoc

"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA... Hata coxparenua: 20.01.2022

T') KOJ UIeHTU(UKALIMYA TOBTOPHO BBOAMMOTO B 000POT JIEKAPCTBEHHOTO MIpernapara;

1) MPUYHMHBI IOBTOPHOTO BBOJIa B 000POT JIEKAPCTBEHHOTO IMIperapara.
(n. 14 B pen. [Tocranosnenus [IpaButensctBa PO ot 21.07.2020 N 1079)

[Tpunoxenue N 4

K [lonoxxeHuto o cucTeMe MOHMUTOPUHTA
JIBYDKEHUS JIEKaPCTBEHHBIX IIPENapaToB
JUISL MEUIIUHCKOTO IPUMEHEHMUS

CBEOEHMUA,

NMPEACTABIAEMbIE CYBBEKTAMU OBPALLEHUA JIEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHUTOPUHIA ABUXEHWUA JIEKAPCTBEHHbIX
NMPENAPATOB AnA MEAULUMHCKOIo NPUMEHEHUA MNMPU BbIBOAE
N3 OBOPOTA JIEKAPCTBEHHbIX NMPENAPATOB
anAa MEAUUMHCKOro nPUMEHEHUA

CHucoK M3MEHSIOMUX TOKYMEHTOB
(B pen. ITocranosnennii [IpaButensctBa PO ot 20.03.2020 N 311,
or 21.07.2020 N 1079)

1. CyObekT oOpaleHHs JIEKapCTBEHHBIX CPEACTB NpPH BBIBOJE JICKAPCTBEHHBIX IMpEnapaToB yis
MEIUIMHCKOTO TMPUMEHEHHUs (Jajee - JIeKapCTBEHHBIE Ipernaparbl) U3 000poTa MyTeM peanu3aliu
(mpoja)xu) JIEKapCTBEHHBIX IMPENaparoB MOTPEOUTEN0 WM OTHycKa OECIIaTHO WM CO CKHJIKOM
JIEKapCTBEHHBIX MPENapaTroB MO PELEeNnTy Ha JIEKapCTBEHHbIE Mpenaparhl JUOO OTIYCKa JIEKapCTBEHHBIX
IpenapaToB NPy OKa3aHUU MEAULIMHCKON MOMOIIH, 0TOOpa 00pa3oB WM BbIBOJA U3 000pPOTa MO MHBIM
MIpUYMHAM TPEJCTaBIsSIET B CUCTEMY MOHUTOPMHIA JBUKEHHS JIEKAPCTBEHHBIX IpenaparoB (jpanee -
cucTéeMa MOHHUTOPHMHIA) CJIEIYIOIyI0 HH(POPMALUI0 O BBIBEJCHHBIX M3 000pOTa JIEKapCTBEHHBIX
pernaparax:

a) JaTta COBCPUICHUSA ONICPAlUU;

0) unentuduxkaTop cyObekTa OOpalieHusi JICKApCTBEHHBIX CPEJNICTB, OCYIIECTBISIONIETO BBIBOJ]
JIEKapCTBEHHBIX MPEMapaToB U3 000poTa;

B) THUII BBIBOJIA JIEKAPCTBEHHBIX IIPETMapaToB U3 000pOTa;

T') BUJ JJOKyMEHTa, TIOITBEPKIAIOIIETO BBIBO/I JICKAPCTBEHHBIX MpenapaToB U3 000poTa (Uek, OJiaHk
CTPOTOM OTYETHOCTH, IOTOBOP U JIPYTOE);

I[) PCKBU3UTLI JOKYMCHTA, MOATBCPIKAAIOMICTO BBIBOA JICKAPCTBCHHBIX ITPEIIapaTOB U3 060p0Ta;
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

€) KOAbl MJCHTHU(UKALUU BBIBOJUMBIX M3 000pOTa JIEKAPCTBEHHBIX IPENapaToB WU KOJbI
UACHTUDUKAIMM TPETUYHON (TPaHCHOPTHOM) YMAaKOBKM JICKAPCTBEHHOTO TIIpemnapara, B KOTOPOM
HaXOJAUTCSl ATOT JIEKApCTBEHHBIM Impenapar (B ciydyae BbIBOJAa M3 000pOTa IO MHBIM MpPUYHHAM
TPETUUYHOM (TPAHCIIOPTHOM) yIAKOBKHU JIEKAPCTBEHHOTO Mpenapara LeJINKOM);

’K) CTOMMOCTb JICKQpPCTBEHHBIX MpEnaparoB (C y4eToM Hajora Ha JOOaBJIEHHYIO CTOMMOCTbH) (B
cllydae IpoJaky JEKapCTBEHHBIX IIPENapaToB IOTPEOUTENIO);

3) cyMMa Hajora Ha J00aBJICHHYIO CTOMMOCTH (B CiydYae MPOJaXKH JEKAPCTBEHHBIX MPErnapaToB
MOTPEOUTEIIO);

1) KOJIMYECTBO BHIBOJUMBIX U3 000pOTa MEPBUYHBIX YIAKOBOK JIEKAPCTBEHHOTO Mpenapara u odiiee
KOJIMYECTBO MEPBUYHBIX YIAKOBOK JICKAPCTBEHHOTO IIpernapaTta BO BTOPHUYHON (MOTPEOUTEITBCKOM)
yIaKOBKE JIEKAPCTBEHHOTO Mperapara (Mpu OCYIIECTBICHUH BbIBOJA U3 000pOTa Pa3yKOMILIEKTOBAHHOM
BTOPUYHOU (TTOTPEOUTETHCKOI) YITAKOBKY JICKAPCTBEHHOTO MPETapaTa).

(n. 1 B pen. [Tocranornenus [IpaBurensctBa PD o1 21.07.2020 N 1079)

2. CyOBexT oOpaleHusl JIEKapCTBEHHBIX CPEICTB NPH BBIBOJE JIEKAPCTBEHHBIX IIPETapaToB W3
000poTa IMyTeM YHHUTOXKEHUS JIEKAPCTBEHHBIX MPENAapaTOB, IOMEUICHHBIX 110/1 TAMOXKEHHYIO IPOLIEAYPY
YHUUYTOXXCHHS, BBIBO3a JICKAPCTBEHHBIX TMPEMapaToB 3a TMpelNeibl TaMOXKXEHHOW TEppPUTOPUHU
EBpa3suiickoro 3KOHOMHYECKOTO CO03a, IIOMEIICHHBIX I10Jl TaMOXXEHHYIO MpOIENypy JKCIopTa
(peakcropra), MPencTaBiIsIeT B CUCTEMY MOHHUTOPHHTA CIEAYION[YI0 MH()OPMAIUIO O BBIBEJCHHBIX U3
000poTa JIEKapCTBEHHBIX MIpenaparax:

a) 1aTa COBEPIICHHS OTepallnu;

0) mpenTudukaTop cyObekTa OOpalieHHs JIEKapCTBEHHBIX CPEICTB, OCYIIECTBIISIONIETO BBIBOJ
JIeKapCTBEHHBIX IIPEIapaToB U3 000pOTa;

B) KOJ] TAMOK€HHOI'O OpraHa;
T') KOJl TAMOKEHHOM MPOLETypbI;

) KOJI WICHTU(UKAMK BBIBOAMMOTO U3 000pOTa JIEKAPCTBEHHOrO TIpernapara WM KO
UJCHTU(QUKAIMN TPETUYHOM (TPaHCHOPTHOW) YMAKOBKM JIEKAPCTBEHHOI'O IIpernapara, B KOTOpOM
HaXOJUTCS 3TOT JIEKapCTBEHHBIM mpenapaT (B ciaydae BbIBOJAa M3 000pOTa TPETUYHOM (TPaHCIOPTHOMN)
YIaKOBKH JIEKaPCTBEHHOT'O Mpernapara HeIUKOM);

€) PEeKBU3UTHI TAMOXKEHHOH JIeKJIapalliy Ha JIEKapCTBEHHBIN Mpenapar.
(. 2 B pea. [locranoBnenus IIpaBurenscrea P® ot 21.07.2020 N 1079)

3. CyObekT oOpamieHusl JIeKapCTBEHHBIX CPEICTB MPU BHIBOJE JIEKAPCTBEHHBIX IMPEMapaToB U3
obopoTa TyTeM IMepenavyd JIEKApCTBEHHBIX IpENapaTOB HAa YHUYTOXKEHHE MPEICTABISCT B CHUCTEMY
MOHHUTOPHHTA CIIEAYIOINIYI0 HHGOPMAITUIO O BHIBEICHHBIX U3 000pOTa JIEKapCTBEHHBIX MpemnapaTax:

a) 1aTa COBEPIICHHS OTEepaIlii;

0) upenTHduKaTOp CcyOBEKTa OOpaIIeHHs JICKapCTBEHHBIX CPEICTB, OCYILIECTBISIONIETO BBIBO
JIeKapCTBEHHBIX MIPEIapaToB U3 000pOTa;
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

(B pen. ITocranosnenus [IpaButensctBa PO ot 21.07.2020 N 1079)
B) yTpatui cuily. - [locranosnenue IIpaBurensctBa PO ot 21.07.2020 N 1079;

') OCHOBAaHME M IPUYMHA [IEPE/IavH JIEKAPCTBEHHOTO TperapaTa Ha YHHYTOKEHHE;
(B pen. [locranosnenus IlpasurensctBa PO ot 21.07.2020 N 1079)

J1) PEKBMU3MUTBHI PEUICHUs YIOJIHOMOYEHHOro (elepaabHOro OpraHa HCIOJHHUTEIbHOH BIAcTH O
BBIBOJIC JICKAPCTBEHHBIX IPENapaToB u3 000poTa (MpH HAIUYHHN);

€) PEKBU3UTHl JOKYMEHTa, IOATBEPKAAIOLIET0 Iepeady JIeKapCTBEHHBIX IpernapaTroB Ha
YHUYTOKEHHUE;

K) KOA WIACHTH(PUKAIMK WIA KOJ HWIACHTU(UKAIMU TPETHYHON (TPaHCIIOPTHOM) YHaKOBKH
JIEKapCTBEHHOTO Tperapara, B KOTOPOH HAaXOAMUTCS ATOT JEKAPCTBEHHBIN Mpenapar (B ciiydae BHIBOIA U3
000poTa TPETUYHOH (TPAHCIIOPTHOMH) YIIAKOBKH JIEKAPCTBEHHOT'O TIpenapaTa eIuKOM ),

(nm. "x" B pexn. [loctanoBnenus IlpaBurenscrea PO ot 20.03.2020 N 311)

3) UACHTU(DUKAIMOHHBIM HOMEpP HAJOTrOIJIATENBIINKA, OCYIIECTBISIONIET0 YHUYTOXKCHHE
JIEKapCTBEHHBIX MIPENapaToB, U €ro ajipec.
(B pen. ITocranornenus [paButenscTa PO ot 21.07.2020 N 1079)

4. CyObeKkT oOpamieHus JIEKapCTBEHHBIX CPEJICTB MPU YHUUTOXKEHUH JICKAPCTBEHHBIX MPENapaTos,
paHee nepelaHHbIX Ha YHUYTO)XKEHUE, IPEICTABISACT B CUCTEMY MOHMTOPUHIA CIEAYIOLIYI0 HH(POPMALIHIO
0 (pakTe YHUUTOXKEHHUS JIEKAPCTBEHHBIX IIPENapaToB:

a) JlaTa COBEPILICHUS OTIepaIiy;

0) unentuduxatop cyObeKkTa OOpalleHUs JIEKAaPCTBEHHBIX CPEACTB, OCYIIECTBUBIIETO BBIBOJ]
JIEKapCTBEHHBIX MPEMapaToB U3 000poTa;
(B pen. [Nocranosnenus [Ipasutenscta PO ot 21.07.2020 N 1079)

B) CII0c00 YHUYTOKCHHS JICKAPCTBCHHBIX IIPCIIAPATOB;

I') PEKBU3UTHI JOKYMEHTA, MOATBEPKAAIOIIET0 YHUUTOXKEHHUE JIEKaPCTBEHHBIX IMpenapaToB (akT 00
YHUYTOKEHUH JIEKAPCTBEHHBIX MTPENApaToB);

) KOJI WIACHTHU(PHUKAIUU WIA KOJ HACHTU(UKAIMM TPETUYHON (TPAaHCHOPTHOM) YIMAaKOBKHU
JIEKapCTBEHHOT'O Iperapara, B KOTOPOH HAaXOAUTCS ATOT JIEKApCTBEHHBIN Mpenapar (B ciiyyae BbIBOJA U3
000poTa TPETUUHOM (TPAHCIIOPTHON) YIAKOBKH JIEKAPCTBEHHOTO Npenapara IeJIMKOM);

(nm. "n" B pexn. [Tocranosnenus IIpaBurenscrea P® ot 20.03.2020 N 311)

e) PI,ZIGHTH(bI/IK&HI/IOHHBIfI HOMED HaJIOroIj1aTeJibIIuKa, OCYIIECTBUBUICTO YHUYTOXKCHHUC
JICKApCTBCHHBIX MPCIIapaTOB.
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[Tpunoxenue N 5

K [lonoxxeHuto o cucTeMe MOHUTOPUHTA
JIBYDKEHUS JIEKaPCTBEHHBIX IIPENapaToB
JUISL MEUIIMHCKOTO IPUMEHEHHUS

CBEOEHMS,

NPEACTABINSAEMbIE CYS bEKTAMU OBPALLEHUSA NEKAPCTBEHHbIX CPEACTB
B CUCTEMY MOHUTOPUHIA OBUXXEHUA NEKAPCTBEHHBIX MPEMAPATOB
ONA MEOULMHCKOIO MPUMEHEHWUSA NPU OCYLLECTBNEHUA OMEPALUIA

C TPETUYHOW (TPAHCMOPTHOW) YNAKOBKOWM
NEKAPCTBEHHOIO NMPEMAPATA

CHucoK M3MEHSIOMUX TOKYMEHTOB
(B pen. ITocranosnennii [IpaButenscrBa PO ot 20.03.2020 N 311,
or 21.07.2020 N 1079)

1. CyObekTbl oOpalleHHs JIEKapCTBEHHBIX CPEACTB IPH  OCYLIECTBICHUM arperupoBaHUs
JICKApCTBEHHBIX IpEnapaToB I MEIUIIMHCKOTO NPHUMEHEHHs (Iajee - JIEKapCTBEHHBIE IPEraparsl),
UMCIOLIMX OJMH TJIOOATBHBIN HMICHTU(HUKAIMOHHBI HOMEpP TOPrOBOW €IMHUIIBI, MPEICTABISAIOT B
CHCTEMY MOHUTOPHHTA JABIKEHHS JICKAPCTBEHHBIX MPENapaToB JUIsi MEJUIIMHCKOTO IIPUMEHEHUS (J1aee -
CHCTeMa MOHMTOPHHI'A) CICAYIOUIYI0 HH(POPMAIHIO:

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

a) JaTa COBEPUICHHUs onepanuu (B OTHOIICHWH JICKAPCTBEHHBIX IMPEMapaToB ISl MEAUIUMHCKOTO
IpUMEHEHUs (Hajee - JIEKapCTBEHHBbIE IIpernaparbl), HaXOAIIMXCS 3a MpelesiaMd TEpPUTOPHUU
Poccuiickoit denepanuu, B CiIy4asx, KOTJIa arperdpoBaHUE OCYIIECTBISETCS JO 3aBEPIICHUS CTaIAHH
BBIITYCKAIOIICTO KOHTPOJIA KAa4Y€CTBA, MOXKET YKA3bIBATHCA mro0as Jaara MCXIay )IaTOfI 3aBCPUICHUA CTaAUN
BBIMTYCKAIOIIETO KOHTPOJNS KauecTBa W JAaTOM OTTPY3KH JIEKApCTBEHHBIX MpemapaToB B Poccuiickyro
denepanuio);

6) wuneHtugukatop cyObekra OOpalleHHs JIEKapCTBEHHBIX CPEJCTB, OCYIIECTBISIOLIETO
arperupoBaHHE;
(mm. "6" B pex. Ilocranosnenus IIpasurensctea PO ot 21.07.2020 N 1079)

B) yTpatui cuiy. - [locranosnenue [IpaBurensctBa PO ot 21.07.2020 N 1079;

I) KOAbl MACHTU(HUKAIMHU TPETUYHBIX (TPAHCIOPTHBIX) YMAKOBOK JIEKApCTBEHHOrO Ipernapara
CO3/1aBa€MbIX TPETUYHBIX (TPAHCIIOPTHBIX ) YIIAKOBOK JIEKAPCTBEHHOI'O IIpETapara;
(mm. "r" B pea. [Tocranonenus [IpaButensctBa PO ot 20.03.2020 N 311)

1) TIepeUYeHb KOJOB HACHTHU(MUKAIIMU WM KOJOB HIACHTHU(UKAIIMK YHMAKOBOK JIEKAPCTBEHHOTO
npemapaTa 0ojiee HU3KOTO YPOBHSI BIIOKEHHOCTH, BXOJISIIMX B COCTaB KaXJI0OH CO3/1aBaeMOU TPETHUHOU
(TpaHCTIOPTHOM) YIaKOBKH JIEKAPCTBEHHOTO MTpernapara.

(mm. "n" B pen. Ilocranosnenus IIpaBurensctBa PO ot 20.03.2020 N 311)

2. CyObekThl oOpaleHust IEKapCTBEHHBIX CPEACTB MPU OCYIICCTBICHUU HU3BATHUS JIEKAPCTBEHHBIX
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

MpernapaToB M3 TPETHUYHOM (TPAaHCHOPTHOM) YMAaKOBKU JIEKAPCTBEHHOIO IIperapaTa NpPEICTaBISIOT B
CHCTEMY MOHUTOPHHTA CIIEIYIOIIYI0 HH()OPMAIIHIO:
(B pen. ITocranornenus [IpaButenscta PO ot 20.03.2020 N 311)

a) JlaTa COBEpILEHUS Olepaluy;

0) unenTudukarop cyobeKkTa 0OpalieHus JICKapCTBEHHBIX CPE/ICTB, OCYIIECTBIISIONIETO ONEPAIHIO;
(mm. "6" B pex. I[locranosnenus [IpaBurensctea PO ot 21.07.2020 N 1079)

B) yrpatui cuny. - [locranoBnenue [IpaBurensctea PO ot 21.07.2020 N 1079;

') KOJl UACHTU(UKAIUN TOPTOBON €MHMIIBI, M3IMAEMOM U3 TPETUYHOHN (TPAaHCIIOPTHOM) YHaKOBKH
JIEKapCTBEHHOI'0 Ipernapara, WIM KOJA HACHTHU(HKALMK YINAaKOBKU JIEKApCTBEHHOro Ipernapara Oosee
HU3KOTO YPOBHSI BJIOKEHHOCTHU, M3bIMAEMON U3 TPETUYHOW (TPAHCIIOPTHOM) YMAKOBKH JIEKAPCTBEHHOTO
npernapara.

(mm. "r" B pex. [Tocranosienus [IpaButensctBa PD ot 20.03.2020 N 311)

3. CyObekTbl oOOpalleHUs JIEKaPCTBEHHBIX CPEACTB IPU OCYIIECTBICHUU JOIMOJHUTEIHHOIO
BJIO’KEHUS JIEKAPCTBEHHBIX IIPENApaTOB B TPETUYHYIO (TPAHCHOPTHYIO) YHNAKOBKY JIEKAPCTBEHHOIO
npernapara npeiCcTaBIIsoT B CHCTEMY MOHUTOPHHIA CIIEAYIOLIYI0 HH(POPMALIHIO:

(B pen. [locranosnenus IlpaBurenscrea PO ot 20.03.2020 N 311)

a) JlaTa COBEPILICHUS OTepaIiy;

0) nnpeHTHHUKATOp CyOBEKTa 00pAICHUST JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTBISIIOIETO ONEPALUIO;
(mm. "6" B pen. IlocranoBnenus [IpaButenscrBa PO ot 21.07.2020 N 1079)

B) yrpatui cuity. - [locranosnenue [IpaBurenscta PO ot 21.07.2020 N 1079;

I') KOJ WAECHTU(PHUKAIMU WIM KOJ HACHTU(HUKAIMM YHAKOBKH JIEKAPCTBEHHOTrO Ipemapara Oojee
HU3KOTO YPOBHS BJIO’KEHHOCTH, C KOTOPOI COBEpPILIAETCs Oneparysi JOMOIHUTEIbHOTO BIOKEHHUS;
(B pen. [locranoBnenus IlIpasurenscrea PO ot 20.03.2020 N 311)

1) KOJ WIACHTU(PUKAIMK TPETUYHOW (TPAaHCIOPTHOM) YMaKOBKU JIEKAPCTBEHHOTO Ipernapara, B
OTHOIIIEHUH KOTOPOU COBEPIIAETCS ONEPALINS.
(B pen. [Tocranosnennii [IpaButenscrea PO ot 20.03.2020 N 311, ot 21.07.2020 N 1079)

4. CyObekTbl OOpalleHUs JIEKAPCTBEHHBIX CPEACTB IPH OCYLIECTBICHHUU pacHOpMUPOBAHUS
TPETUYHOH (TPAaHCTIOPTHOW) YHAKOBKH JIEKAPCTBEHHOTO IIperapara IPEeICTaBISIOT B  CHCTEMY
MOHHUTOPHHTIA CIIeIyIOIyI0 HH(OpMAIHIO:

(B pen. [locranoBnenus IlpaBurenscrea PO ot 20.03.2020 N 311)

a) JaTta COBCPHICHUSA ONICPAlIUUA;

0) naeHTugUKaTOp CyoObeKkTa 0OpaIieHust JEKapCTBEHHBIX CPEJICTB, OCYIIECTBISIONIETO ONEPaIHIo;
(mm. "6" B pex. Ilocranosnenus IIpaBurensctea PO ot 21.07.2020 N 1079)

B) yTpatui cuiy. - [locranosnenue [Ipasurenscta PO ot 21.07.2020 N 1079;
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(I'I;;;ag?%%eggezglzpf)smenbCTBa P® oT 14.12.2018 N 1556 [I0kyMeHT npeaocTaeneH KoHcynbTaHTTIoc

"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA... Hata coxparenua: 20.01.2022

r) TUO omnepauuu pachOpMUPOBAHUS TPETUYHOU (TPAHCHIOPTHOM) YHAKOBKU JIEKAPCTBEHHOTO
npenapara;
(. "r" B pexn. [locranoBnenus [IpaBurensctBa PO ot 21.07.2020 N 1079)

1) KOJ WIACHTU(UKAMH TPETHYHOW (TPAHCHOPTHOM) YHAKOBKH JIEKAPCTBEHHOTO TIperapara
pacopMUpOBEIBAEMOM TPETUYHOM (TPaHCIIOPTHON) YIIAaKOBKH JIEKAPCTBEHHOI'O IIpenapaTa.
(nm. "n" B pen. [locranosnenus IIpaButensctBa PO ot 20.03.2020 N 311)

[Ipunoxenne N 6

K [lonoxeHuto o cucreMe MOHUTOPUHTA
JABWIKCHUA JICKAPCTBCHHBIX IIPCIIapaTOB
IUTSl MEMLITHCKOTO ITPUMEHEHHUS

CBEOEHUA,

NMPEOCTABIAEMbBIE CYBbEKTAMU OBPALLEHUA NNEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHUTOPUHIA ABUWXEHUA NNIEKAPCTBEHHbIX
NPENAPATOB ONA MEAUWLUMHCKOIO NMPUMEHEHUA NMPU OBOPOTE
M BHYTPEHHEM NEPEMELLEHWUU NIEKAPCTBEHHbIX NMPEMNAPATOB
ana MEOULIMHCKOIo NPUMEHEHUA

Crucok U3MEHSIOUIUX IOKYMEHTOB
(B pen. [Tocranosnenwuii [IpaBurenscrea PO ot 20.03.2020 N 311,
or 21.07.2020 N 1079, ot 02.11.2020 N 1779)

1. CyObexkt oOpalieHuss JIEKapCTBEHHBIX CPEJICTB MpPU  OCYIIECTBICHUU IEepEeMEIleHus
JIEKapCTBEHHBIX MpPENaparoB s METUIMHCKOrO MPUMEHEHHUs (Jajnee - JIEKAapCTBEHHBIE Mpernaparhl)
MEXJy aJpecaMy OCYIIECTBIEHUS NEATENbHOCTH U (Wn) (papManeBTUUECKUMH CKIIaAaMU MPEICTaBIISIET
B CHCTEMY MOHHUTOPHMHIA JBHMXKEHMs JIEKAPCTBEHHBIX IIpenaparoB (jajgee - CUCTeMa MOHHTOPUHIA)
CIIEIYIOIIYI0 HMH(OpPMAIMI0 O MEepeMEIIaeMbIX JIEKAPCTBEHHBIX IIpernapaTaXx B OTHOIICHHWH KayKIOU
TOPrOBOM €AMHUIIBI JIEKAPCTBEHHOTO Mpernapara:

a) 1aTta COBEPIICHUS ornepanuu (MPUEMKH Ha CKJIaJl, Ha KOTOPBIN COBEPIIEHO MEPEMEIECHNUE);

06) wuneHtupukatop cyObekTa OOpalleHHs JIeKapCTBEHHBIX CPEJCTB, OCYILIECTBISIOIIETO
nepeMeIeHe JeKapCTBEHHOTO IpenapaTa, ¢ y4eToM aJpeca MecTa OCYIIECTBICHUS JEATEIIbHOCTH WU
CKJIaJja OTBETCTBEHHOI'O XpaHEHHUs, M3 KOTOPOrO OCYIIECTBIIAETCS IEepeMENIeHUE JIeKapCTBEHHOTO
npernapara;

(. "0" B pex. [Tocranosnenus [IpaBurensctBa P® ot 21.07.2020 N 1079)
B) yTpatui cuiy. - [locranosnenue [Ipasurenscta PO ot 21.07.2020 N 1079;

r ) I/I,Z[CHTI/I(I)I/IKaTop CY6’BCKT8. O6paIJ_IeHI/I$I JICKAPCTBCHHBIX CpPCACTB C YUCTOM aJipeCa MECTa
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

OCYIIECTBICHHUS JEATENIbHOCTH WM CKJIaJa OTBETCTBEHHOIO XpPAaHEHHUSA, KyJa OCYLIECTBIIAETCS
IIepeMELIEHHE JIEKAPCTBEHHOTO IIpeapara;
(B pen. ITocranornenus [IpaButenscTBa PO ot 21.07.2020 N 1079)

J) PEKBU3UTHI TEPBUYHOTO JOKYMEHTa, SIBJISIOLIEIOCS OCHOBAaHHUEM JUISl TE€PEMEIICHUS
JIEKapCTBEHHOT'0 Ipernapara (1ara u HoMep);

€) KOJ WIeHTH(UKAUUU WIM KOJA HUACHTUPHUKAIMM TPETUYHON (TPaHCHOPTHOM) YHAKOBKH
JICKapCTBEHHOI'0 IpernapaTra, B KOTOPOH HaxoOUTCs JTOT JIEKapCTBEHHBIM Impenapar (B ciydae
IIEpEMELIEHUS TPETUYHOM (TPaHCIIOPTHOM) YIIAKOBKH JIEKAPCTBEHHOT'O IIperapara LHEeIUKOM);
(. "e" B pen. [Tocranosnenus [IpaButensctBa PO ot 20.03.2020 N 311)

) PEKBHU3UTHI TOCYJAPCTBEHHOTO WM MYHHUIIMIAIBHOTO KOHTpPakTa (B clydae MEepeMEIICHUS
JICKQpCTBEHHOTO TIpernapara, NpeJHa3HAYCHHOTO JII OO0CCIEYCHUsT TpakJaH 3a CYET CpEJICTB
benepanbHOro OIOPKETa WIH CPENICTB OFOKETOB cyObhekTOB Poccuiickoit denepanun);

(. "x" BBenen ITocranosnenuem IIpaBurenscrea PO ot 21.07.2020 N 1079)

3) HUCTOYHMK (uHaHCHpoBaHUs (B ClOydae TMEpPEMEIICHUS JIEKapCTBEHHOTO IIpernapara,
MpeHa3HAYeHHOTo AJI1 o0ecreueHusl rpakKaaH 3a cueT CpeAcTB (elepaabHOro OOKeTa WU CPE/ICTB
OroKeToB cyorekToB Poccuiickoit @enepanun);

(. "3" BBeneH [locranoBnenuem IpaBurenscrtBa PO ot 21.07.2020 N 1079)

M) CTOMMOCTBH JICKAPCTBEHHOTO Ipemapara (C y4eToM Hajora Ha J00aBICHHYK) CTOUMOCTBH)
COTJIACHO TICPBUYHBIM  JIOKyMeHTaM (B cCllydyae [€pPEMEIICHUs JIGKAPCTBEHHOrO  Iperapara,
MIPeTHA3HAYEHHOTO JJIs O0CCIICUeHUsT TPAKIAH 33 CUET CPeACTB (helepaabHOro OrOKeTa MM CPEJICTB
OroxeToB cyobekToB Poccuiickoii depepanun);

(nm. "u" BBeneH [locranornenunem IlpaButensctBa PO ot 21.07.2020 N 1079)

K) CyMMa Hajora Ha J00aBIICHHYIO CTOMMOCTh (B Cly4ae IE€pEeMENICHUsI JIEKapCTBEHHOTO
npernapara, npeHa3HaueHHoro Uil 00eCTieYeHHs Tpax/iaH 3a CUeT CpeACTB (enepanbHOro Or0pKeTa M
cpeacTB 0101keToB cyobekToB Poccuiickoit denepanyn).

(. "k" BBeneH [loctanosnenuem [paurenscrea PO ot 21.07.2020 N 1079)

2. CyObekT oOpalleHusi JIeKapCTBEHHBIX CPEJCTB IpH Iepelade JIEKapCTBEHHBIX MpenapaToB
JIpyroMy cyObeKTy 0OpallleHHs JeKapCTBEHHBIX CPEACTB B paMKax I'paXk/1aHCKO-IIPaBOBBIX OTHOIIECHUH B
cllyyae BbIOOpa MpsIMOTO MOpsiAKa MPEACTAaBICHUS CBEICHUN B COOTBETCTBUU € IMyHKTOM 44 TlonoxxeHus
O CHUCTEME MOHMTOPHMHIA JIBUKEHHUS JIEKapCTBEHHBIX IpPENapaToB JUIsi MEAUIIMHCKOTO MPUMEHEHHS,
yTBEep)KJeHHOTo nocranoBieHueM IIpaBurensctBa Poccuiickoit ®enepanuu ot 14 gexabpst 2018 r. N
1556 "O6 yrBepxkaenuu llomoxxkeHus o cuctemMe MOHUTOPHHIA JIBUKEHUS JIEKaPCTBEHHBIX MpenapaTroB
JUI METUIITHCKOT'O IPUMEHEHHUs", TPEJCTABISAET B CUCTEMY MOHUTOPUHTA CIIEAYIOUIYI0 HHPOpMALIKIO 00
OTIPY’KEHHBIX JIEKAPCTBEHHBIX Mpernaparax B OTHOLIEHUH Ka)KJIOM TOProBOW €IUHUIIBI JIEKAPCTBEHHOIO
npemnapara:

(8 pen. [locranosnenus IlpasurensctBa PO ot 21.07.2020 N 1079)

a) JaTta COBCPHICHUSA ONICPAlIUUA;

0) unentudukarop cyobeKTa OOpalIeHHs JICKAPCTBEHHBIX CPEICTB, OCYIIECTBIISIFOIIETO OTTPY3KY
JIEKapCTBEHHOTO Mpernapara;
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

(B pen. ITocranosnenus [IpaButensctBa PO ot 21.07.2020 N 1079)
B) yTpatui cuiy. - [locranosnenue IIpaBurensctBa PO ot 21.07.2020 N 1079;

r') UACHTU(PUKATOP CyOBEKTa OOpAIICHUs JIGKAPCTBEHHBIX CPEJICTB, OCYIICCTBIISIONIEIO MPUEMKY
JIEKapCTBEHHOTO TMperapara;
(B pen. ITocranosnenus IIpasurenscrea PO ot 21.07.2020 N 1079)

n) - €) yrpatuiu cuiy. - [locranosnenue [pasutenscta PO ot 21.07.2020 N 1079;

’K) PEKBU3WUTHI TOCYJApPCTBEHHOTO WJIM MYHHIHMIIAJIBHOIO KOHTpakTa (B cCiy4ae Iepeaadu
JIEKapCTBEHHOTO TMpernapara, NpeJHAa3HAYCHHOTO JUIsi OOECTIeueHUs TpaXkIaH 3a CYET CPEACTB
(dhenepaibHOTO OIO/KETA WU CPEJICTB 00 KeTOB CyOBbekToB Poccuiickoit deneparun);

(nm. "x" B pen. [loctanosnenus Ipasurenscrea PO ot 21.07.2020 N 1079)

3) HCTOYHHUK (DMHAHCUPOBAHUSI;
1) THII TPaXTaHCKO-TIPABOBBIX OTHOIICHHUI CyOBEKTOB OOpAIIEHUS JICKAPCTBEHHBIX CPEIICTB;

K) KOJ WHACHTU(DUKAIMU WU KOA WJICHTU(DUKAUU TPETUYHOU (TPaHCHOPTHOM) YMaKOBKU
JICKapCTBEHHOTO Tperapara, B KOTOPOW HaXOIUTCS ATOT JIEKAPCTBEHHBIN Mpemapar (B ciaydae nepeaadu
TPETUYHOH (TPAHCIIOPTHOM) YITAKOBKH JIEKAPCTBEHHOTO MperapaTa eIuKOM ),

(nm. "x" B pea. [locranoBnenus IlpaButenscrea P® ot 20.03.2020 N 311)

J) pEKBH3UTHI IEPBUYHOTO JOKYMEHTA, SBIISIONIETOCS OCHOBAHUEM IS TIEPEllavun JICKApCTBEHHOTO
npenapara (1aTa 1 Homep);

M) CTOMMOCTB JICKAPCTBCHHOI'O IIpfCliapara (C YU€TOM HAJIOTa Ha ,I[O68.BJ'I€HHYIO CTOI/IMOCTB)
COTJIaCHO NMEPBHUYHBIM JOKYMCHTAM,

H) CyMMa Hajiora Ha J100aBJI€HHYI0 CTOMMOCTb.
(8 pen. [locranosnenus IlpasurensctBa PO ot 21.07.2020 N 1079)

3. CyObekT oOpallieHHs JIEKapCTBEHHBIX CPEACTB NP MPUEMKE JIEKAPCTBEHHBIX MpPENapaTroB OT
Apyroro cyObeKTa oOpalieHus JIEKapCTBEHHBIX CPEACTB B paMKaX I'PakJaHCKO-TIPaBOBBIX OTHOIICHHN B
cilyyae BbIOOpa OOpaTHOrO TMOpsAKa NPEACTABICHUS CBEACHUH B COOTBETCTBUU C MYyHKTOM 44
[TonmoxeHnss O CUCTEME MOHHMTOPHHTA IBMKEHHS JIEKAPCTBEHHBIX MPENapaToB JUISI METUIIMHCKOTO
IpPUMEHEHHMs, yTBepKIeHHOro nocraHosneHneM [IpasurenscrtBa Poccuiickoit @eneparuu ot 14 nexadps
2018 r. N 1556 "OOG ytBepxaenun IlonoxeHus 0 cucTeMe MOHUTOPUHIA JIBU)KEHUS JIEKApCTBEHHBIX
IpenapaToB il MEIUIMHCKOIO NPUMEHEHUs'", MpeJCTaBiseT B CHUCTEMY MOHUTOPHHIA CJEIyHOIIYIO
WHPOPMALIMIO O TPUHATHIX JIEKAPCTBEHHBIX Iperaparax B OTHOIICHWM KaXKAOH  eIWHUIIBI
JIEKapCTBEHHOT'O Mpenapara:

(B pen. [Tocranosnenus [paBurensctBa PO ot 21.07.2020 N 1079)

a) Jarta COBCPUICHUSA ONICPALIUU;

0) uneHTuduKaTop cyobeKTa oOpaleHusi JEKapCTBEHHBIX CPEICTB, OCYIIECTBISIONIETO MPUEMKY
JIEKapCTBEHHOTO TMpemapaTa (UIu €ro WACHTU(UKAIMOHHBIM HOMEp HaJOTOIJIaTeNbIINKa B CiIydae
MIPEACTABJICHUS CBEJIECHUN B COOTBETCTBHHM C aO3ameM cenbMbiM myHKTa 44 [lonokeHus o cucreme

www.consultant.ru Crpanuua 75 un3 80
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&demo=1&base=LAW&n=358143&date=20.01.2022&dst=100373&field=134
https://login.consultant.ru/link/?req=doc&demo=1&base=LAW&n=358143&date=20.01.2022&dst=100374&field=134
https://login.consultant.ru/link/?req=doc&demo=1&base=LAW&n=358143&date=20.01.2022&dst=100375&field=134
https://login.consultant.ru/link/?req=doc&demo=1&base=LAW&n=358143&date=20.01.2022&dst=100376&field=134
https://login.consultant.ru/link/?req=doc&demo=1&base=LAW&n=358143&date=20.01.2022&dst=100377&field=134
https://login.consultant.ru/link/?req=doc&demo=1&base=LAW&n=348267&date=20.01.2022&dst=100142&field=134
https://login.consultant.ru/link/?req=doc&demo=1&base=LAW&n=358143&date=20.01.2022&dst=100379&field=134
https://login.consultant.ru/link/?req=doc&demo=1&base=LAW&n=358143&date=20.01.2022&dst=100381&field=134

MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

MOHHUTOPHHTA JIBUYKEHUS JICKAPCTBEHHBIX MPENapaToB JIjsl MEIUIIMHCKOTO MIPUMEHEHHUS, YTBEPXKICHHOTO
nocranoBieHneMm llpaBurensctBa Poccmiickoit ®denepanuu ot 14 pekabps 2018 r. N 1556 "O6
yTBepkaeHu llojokeHuss O cucTeMe MOHUTOPUHIA JIBXKEHUS JIEKapCTBEHHBIX MpernapaToB JUIs
MEJIUIUHCKOTO IpUMeHeHus");

(B pen. ITocranosnenuii [IpaBurenscrea PO ot 21.07.2020 N 1079, ot 02.11.2020 N 1779)

B) yTpatui cuily. - [locranosnenue IIpaBurensctBa PO ot 21.07.2020 N 1079;

r) uneHTudukarop cyObekTa oOpallleHus JEKapCTBEHHBIX CPENICTB, OCYIIECTBUBILEIO OTTPY3KY
JIEKapCTBEHHOI'O IIpernapara;
(B pen. ITocranornenus [IpaButensctBa PO ot 21.07.2020 N 1079)

n) - €) yrpatuiu cuiy. - [locranosnenue [pasutenscta PO ot 21.07.2020 N 1079;

) PEKBU3UTHI TOCYIApPCTBEHHOTO WJIM MYHHIMIAILHOTO KOHTpakTa (B clydae Mepenaqyu
JICKapCTBCHHOTO IMperapara, NpPeJHa3HAYCHHOTO JUIsi OOCSCICUeHUs TpaXKIaH 3a CYET CPEACTB
benepanbHOro OIOPKETa WK CPelICTB Or0IKeTOB cyObekToB Poccuiickoit denepanun);

(nm. "x" B pen. [loctanosnenus Ilpasurenscrea PO ot 21.07.2020 N 1079)

3) HCTOYHUK (DMHAHCUPOBAHUSI,;
1) THII TPaXTaHCKO-TIPABOBBIX OTHOIICHUN CyOBEKTOB OOpaIeHHS JIEKAPCTBEHHBIX CPE/ICTB;

K) KOJ WHACHTU(DUKAIMU WU KOJA WJICHTU(PUKAIUU TPETUYHOU (TPaHCHOPTHOM) YMaKOBKU
JIEKApCTBEHHOTO Tperapara, B KOTOPOW HaXOIUTCS ATOT JIEKAPCTBEHHBIN mpemapar (B ciaydae nepeaadu
TPETUYHOH (TPAHCIIOPTHOM) YIIAKOBKH JIKAPCTBEHHOTO TperapaTa eIHKOM);

(nm. "x" B pea. [locranonenus IlpaButenscrea P® ot 20.03.2020 N 311)

J) PEeKBU3UTHI MIEPBUYHOTO JTOKYMEHTA, SBJISIOIIETOCS] OCHOBAHUEM JJIsl TIepeAayuu JIEKapCTBEHHOTO
npenapara (1aTa 1 Homep);

M) CTOUMOCTDb JICKAPCTBCHHOT'O IIpCIiapara (C YU€TOM HAJIOTa Ha ,I[O6aBJ'ICHHyIO CTOI/IMOCTB)
COTJIaCHO NMEPBHUYHBIM JOKYMCHTAM,

H) CyMMa Hajiora Ha J100aBJI€HHYI0 CTOMMOCTb.
(8 pen. [locranosnenus IlpasurensctBa PO ot 21.07.2020 N 1079)

4. CyOwekT oOpaleHus IeKapCTBEHHBIX CPEICTB MPH MOATBEPKICHUH JTOCTOBEPHOCTH CBEICHHIA,
COJIEPIKAIMXCS B CUCTEME MOHUTOPUHIA O TMEPEIAHHBIX WJIM MPUHATHIX JIEKAPCTBEHHBIX Ipenaparax,
MIPEJICTaBIsIeT B CHCTEMY MOHUTOPHHIA CIEAYIOUIYyI0 WH(OPMAIMIO B OTHOIIEHUU KaXKIOW TOPTrOBOM
€IMHHUILIBI IEKAPCTBEHHOTO IIpernapara:

a) JaTta COBCPHICHUSA ONICPAlIUUA;

06) wuneHtudukarop cyObekTa oOpallleHus JIEKapCTBEHHBIX CPEJCTB, OCYLIECTBIISIOIIETO
IIOATBEPK/ICHUE CBEICHUI;
(nm. "0" B pexn. [locranosnenus Ilpasurenscrea PO ot 21.07.2020 N 1079)

B) I/IILCHTI/I(I)I/IKaTOp CY6’LCKTa 06paH_[CHI/ISI JICKAPCTBCHHLIX CpPCACTB, pPaHCC OCYIICCTBUBLICTO
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

IpEeACTaBICHNUE CBEACHUI 00 OTrpy3Ke MM IMPUEMKE JEKapCTBEHHOTO IIpenapara;
(nm. "B" B pen. Ilocranosnenus [IpaButenscrea PO ot 21.07.2020 N 1079)

r) KOJ HWIASHTU(HKAIMK WIA KOJA UIACHTU(PUKAIMK TPETUYHONW (TPAHCIOPTHOM) YIAKOBKH
JICKapCTBEHHOTO Iperapara, B KOTOPO HaXOJIUTCS ATOT JIEKapCTBEHHBIN mpemnapar (B ciyyae nepenadu
TPETUYHOH (TPAHCIIOPTHOM) YIIAKOBKH JIEKAPCTBEHHOTO TIperapaTa eIHuKOM);

(nm. "r" B pen. [locranoBnenus IlpaBurenscrea P® ot 20.03.2020 N 311)

) TpPHU3HAK TOJATBEPXKIACHHS BO3MOXKHOCTH (HEBO3MOXKHOCTH) IPUEMKH JIEKAPCTBEHHOTO
npemapaTa, BpEMEHHO BBIBEICHHOTO M3 OOpallleHus M0 WHHUIIMATHUBE YIOJIHOMOUYEHHOTO (henepaabHOro
OpraHa MCIOJHUTESIIBHOHN BJIACTH.

(nm. "n" BBegeH Ilocranosnenuem IlpaBurenscrBa PO ot 21.07.2020 N 1079)

5. CyObekT oOpallleHHs JIEKapCTBEHHBIX CPE/ICTB, OCYILECTBIIAIOLINI KOHTPAKTHOE (IOAPSIHOE)
IIPOU3BOJICTBO JIEKAPCTBEHHBIX IIpernapaToB Ha Teppuropuun Poccuiickon ®Penepanuu, npu Inepepade
JIEKapCTBEHHBIX IpenapaTroB (FOTOBOM NPOAYKIMM) YYaCTHHKY O0OOpOTa JIEKapCTBEHHBIX IpPENapaTosB,
SBJIIOILEMYCSI 3aKa3YUKOM 3TOT0 KOHTPAKTHOrO (HOJPSIIHOIO) MPOU3BOJICTBA, NMPEACTABISAET B CUCTEMY
MOHHUTOPHUHIa CJIEIYIOIyI0 MH(GOpPMAIMIO O NEPEAAHHBIX JICKApCTBEHHBIX IpenapaTax B OTHOIICHUHU
Ka)XKJ0¥ TOProBOM €IMHHUIIBI JIEKAPCTBEHHOTO IIpernapara:

a) JlaTa COBEPILICHUS OTepaIiy;

0) unentuduxkaTop cyoObekTa oOpalieHus JIEKapCTBEHHBIX CPENICTB, OCYLIECTBISIONIETO Mepeaady
JIEKapCTBEHHOT'O IIperapara;
(B pen. [locranosnenus IlpasurenscrBa PO ot 21.07.2020 N 1079)

B) yTpatui cuiy. - [locranosnenue [IpaBurensctBa PO ot 21.07.2020 N 1079;

r) uaeHTUPUKATOp CyOBeKTa OOpalleHHs JEKAPCTBEHHBIX CPEJCTB, OCYIIECTBISIONIETO MPUEMKY
JIEKapCTBEHHOTO Mpernapara;
(8 pen. [locranosnenus IlpasurensctBa PO ot 21.07.2020 N 1079)

1) yrpatui cuiy. - [loctanosnenue [Ipasurenscrsa PO ot 21.07.2020 N 1079;

€) KOJA WJIEeHTU(PUKAUMU WIM KOJI HWISHTU(PHUKAIUU TPETUYHON (TPaHCHOPTHOM) YMaKOBKU
JIEKapCTBEHHOTO Ipernapara, B KOTOPOH HaXOJIUTCs 3TOT JIEKApCTBEHHBIN Mpenapat (B ciyyae nepegadu
TPETUYHOM (TPAHCIIOPTHO) yIaKOBKH JIEKAPCTBEHHOTO Mpenapara LeJIMKOM);
(mm. "e" B pen. [locranosnenus [Ipasurensctsa PO ot 20.03.2020 N 311)

) PEKBHU3HTHI TIEPBUYHOTO JIOKYMEHTA, SIBJISIOMIETOCS OCHOBAaHUEM IS TIepeAayy JIEKapCTBEHHOTO
npemnapara (1ata 1 HoMep).

6. CyObeKT oOpallieHHs JIEKapCTBEHHBIX CPEJCTB, BBHIMOIHIIOMMNA (YHKIHUU MO ayTCOPCUHTY, MpU
nepeaaye JIEKapCTBEHHBIX MPENapaToB, 3aKyNMaeMbIX JUIs OOecledeHus TIpaxJaH 3a CYeT CPEICTB
benepaibHOTO OFOKETa U (MIIM) CPENCTB Or0HKETOB cyObekTOoB Poccuiickoit denepariuu, mpeacTaBiseT
B CHUCTEMY MOHHUTOPHMHIA CIEIYIOIyI0 HHQOPMALMIO O TMepelaHHBIX JIEKapCTBEHHBIX Ipernaparax B
OTHOIIIEHUH KaKJA0W TOProBOM €AMHUILIBI JIEKAPCTBEHHOIO Mpenapara:
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

a) JlaTa COBEpILIECHUS OTepaliy;

0) unentudukarop cyObekTa OOpaIleHusl JEKApPCTBEHHBIX CPEJICTB, OCYIIECTBIISIONIETO Mepeaavy
JIEKapCTBEHHOT'0 Iperapara;

B) HIeHTU(UKATOp CyObeKTa OOpaIleHus! JIGKAPCTBEHHBIX CPEJICTB, OCYLIECTBIISIOMIEIO MPUEMKY
JIEKapCTBEHHOIO Iperapara;

T') PEKBU3HUTHI MIEPBUYHOIO JOKYMEHTA, SBIISIOIIECIOCS OCHOBAHUEM JUIS MEPEIayuu JIEKAPCTBEHHOTO
npenapara (1ata 1 Homep);

) KOX HICHTU(PUKANUU WIM KOJX HICHTH(PUKAIUU TPETUIHOW (TPAHCIOPTHOW) YHAKOBKH, B
KOTOpPOM HaxXxOAWUTCS JIEKapCTBEHHBIN mpemnapar (B cllydae Iepelayd TPEeTHYHOM (TpaHCIOPTHON)
YIAKOBKH JIEKAPCTBEHHOI'O Tperapara HEeIUKOM).

(. 6 BBeneH [locranoBienuem IpaBurensctea PD ot 21.07.2020 N 1079)

ITpunoxenune N 7

K [losiokeHnIo 0 cucTteMe MOHUTOPHUHTA
JIBUJKECHHUSI JIEKAPCTBEHHBIX IIPENapaToB
JUIS. METULIMHCKOTO TPUMEHEHUS

NEPEYEHDb
NMPUYNH BNOKUPOBKU NPUHATUA CACTEMOW MOHUTOPUHIA
ABWXEHWUA NEKAPCTBEHHbBIX NMPEMNAPATOB And MEOAULMHCKOIO
NMPUMEHEHUA CBEQEHMU O BBOAE B OBOPOT NNEKAPCTBEHHbIX
NPEMAPATOB AJlA MEANLUWHCKOIO NPUMEHEHUA, OB OBOPOTE
1 (Mnn) BbiIBOAE U3 OBOPOTA JIEKAPCTBEHHbBIX NMPEMNAPATOB
ana MEOQULIMHCKOIo NPUMEHEHUA

CIucoK U3MEHSIOUINX TOKYMEHTOB
(8B pen. ITocranosnenwuii [IpaBurensctea PO ot 30.08.2019 N 1118,
or 21.07.2020 N 1079)

1. BrisBieHHE HECOOTBETCTBUS TpPEOOBaHUN K KauyeCTBY B paMKax BBIOOPOYHOTO KOHTPOJIS
KayecTBa JIEKapCTBEHHBIX CPEACTB U (enepanbHOro Haja3opa B chepe oOpalieHHs JIeKapCTBEHHBIX
CpeNCTB, ocyliecTBiIsieMblx DenepanbHON Ciyxk00H MO HaA30py B cdepe 3ApaBOOXpaHEHUS U ee
TEPPUTOPUATBHBIMU OPIaHAMHU.

2. llpunstue @enepasbHON CIyXkO00M MO HaA30py B cdepe 3ApaBOOXpPaHEHHs] IO HTOTaM
paccMOTpeHHs OOpalleHus: CyObekTa oOpallleHHsl JEKapCTBEHHBIX CPEACTB peIICHUs, COJepKallero
cBeieHUsT 00 OOHapyXKEHUH HECOOTBETCTBHS BBINYIIEHHBIX B 000POT JIEKAPCTBEHHBIX MPENapaToB s
MEIUIMHCKOTO TpPUMEHEHHUs (Jlajiee - JIGKapCTBEHHbIE NpenapaThl) YCTaHOBJIEHHBIM MHUHUCTEPCTBOM
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

3apaBooxpaHeHust Poccuiickoit ®enepanuy NpH  PErMCTpaldd 3TUX JIGKAPCTBEHHBIX IIPENapaToB
TpeOOBAHUSM.

3. Ilpunstue MunHHCTEpCTBOM 3apaBooxpaHeHus Poccuiickoit deneparuu perieHuss 00 OTMEHE
roCyJapCTBEHHOM pErucTpanuu JEKapCTBEHHOIO Iperapara B IMOPSAKE, YCTAHOBJICHHOM ITYHKTOM 6
crathu 32 denepanbHoro 3akoHa "O0 oOpalieHu JIeKapCTBEHHBIX CPEACTB".

4. OtcyTCTBHE B CUCTEME MOHUTOpPUHIA JIBUJKEHUS JIEKAPCTBEHHBIX IpenaparoB (ajnee - cucrema
MOHHUTOPHHIA) CBEACHUI O HAJIMYMU JIEKAPCTBEHHOIO IIperapara y cyObekTa oOpallieHus JIeKapCTBEHHBIX
CPEJICTB, IPEACTABIISIONIETO CBEIeH I 00 000pOTE 3TOr0 JIEKApCTBEHHOI'O Ipernapara.

5. Hcreuenue CpOoKa T'OAHOCTH JICKAPCTBCHHOI'O IIp€riapata B COOTBCTCTBHH CO CBCACHUAMMU,
3apCruCTPpUPOBAHHBIMU B CUCTECMC MOHUTOPHHTI'A.

6. HecoorBeTcTBUE cBeneHUil 0 r1o0aIbHOM HICHTU(PHUKALMOHHOM HOMEPE TOPrOBOW €IWHHIIBL,
HOMEpE PErHCTPAllMOHHOTO YJOCTOBEPEHMs JICKApCTBEHHOIO IIperapara M JaTe PEerucTpanuu
JIEKapCTBEHHOTO Mpenapara B rOCyJapCTBEHHOM pEecTpe JIEKapCTBEHHBIX CPEICTB, NPEICTaBICHHBIX
CyObEeKTOM OOpalleHusi JIEKAPCTBEHHBIX CPEACTB MPH OINUCAHWU JICKAPCTBEHHOTO TIpemnapaTra B
MH(QOPMAIIMOHHBI pecypc, 00eCIeYnBalONMN y4eT U XpaHEHHE JIOCTOBEPHBIX TAHHBIX O TOBapax II0
COOTBETCTBYIOIIEH TOBApHOH HOMEHKJIATYpe, COOTBETCTBYIOIIMM CBEICHHSIM, IOJYYEHHBIM CHCTEMOM
MOHUTOPHUHTA U3 €ANHOIN rOCyIapCTBEHHON HHPOPMAIIMOHHOW CHCTEMBI B chepe 3paBOOXPaHECHUSI.

(. 6 B pea. [locranosnenus IIpaBurenscrea P® ot 21.07.2020 N 1079)

7. llpencraBiieHre B CHCTEMY MOHUTOPUHIA CBEICHHI O MpoJa)ke JEKapCTBEHHOIO Iperapara ¢
(hapMaIreBTHYECKOTO CKJIa/la IPU OTBETCTBEHHOM XPaHCHHH.

8. IlpencraBienue B cUCTeMy MOHUTOPUHIA CBEACHUN 00 OTrpys3ke (Ipojake) JeKapCTBEHHOTO
npernapara 10 perucTpaiyy B Hel CBEEHMI 0 BBOJIE B 000POT JIEKaPCTBEHHBIX MPENapaToB.

9. IlpeacraBieHue B CUCTEMY MOHMTOpPUHIA CBEACHUN ¢ HapylleHueM TpeboBaHuil [lonoxenus o
CHUCTEME€ MOHUTOpPUHIA JBI)KEHUS JIEKAPCTBEHHBIX IIPErnapaToB s MEIUIUHCKOTO MPUMEHEHUS,
yTBEep)KJeHHOTo noctanoBieHueM IIpaBurensctBa Poccuiickoit ®enepanuu ot 14 gexabpst 2018 r. N
1556 "O6 ytBepxkaenuu llomoxkeHus o cuctreMe MOHUTOPUHIA JIBU)KEHUS JIEKAPCTBEHHBIX IPENapaToB
JUTSL MEAUIIMHCKOTO TPUMEHEHUS" .

10. OtcyTrcTBHE B CHCTEME MOHHTOPHMHTA CBEACHUN O Haau4Yuu y CcyObeKkTa oOpaiieHus
JIEKapCTBEHHBIX CPEACTB JIMIICH3UM, MPEAOCTABISIONINX CyOBeKTy oOpallieHus JeKapCTBEHHBIX CPEICTB
IIPaBO Ha OCYILIECTBICHHE COOTBETCTBYIOUINX ONEpaIuil.

11. OTcytcTBHE cBeneHMil 0 3asiBUTENE B EOMHOM rocyJlapCTBEHHOM pPEECTpe HOPHUAMYECKUX JIMI]
KaK O JEWCTBYIOIIEM IOPUANMYECKOM JIMIE, UIU B EJMHOM rocy1apCTBEHHOM PEECTPE MHIWBUAYAJIbHBIX
npeAnpUHUMATENIed Kak O AEMCTBYIOIIEM WHMBHUIyaIbHOM IPEANPUHUMATENE, NN B TOCYIaPCTBEHHOM
peeCTpe aKerJII/ITOBaHHBIX (1)I/IJ'II/IaJ'IOB, HpeHCTaBI/ITeJ'II)CTB I/IHOCTpaHHLIX IOpI/IJII/I‘—IeCKI/IX JIMI] KaK O
JeicTByromeM (uaraie WM MPeACTaBUTEIhCTBE HHOCTPAHHOTO IOPHAWYECKOTO JIMIA HA TEPPUTOPHH
Poccuiickoit @enepanuu.

12. Hannuue B EAMHOM TroCyIapCTBEHHOM pPEECTpE IOPUAMYECKHX JIMLl B OTHOLICHHUU 3asBUTEIS
3alKCcH O HEJOCTOBEPHOCTU CBEJEHMI, BHECEHHON B COOTBETCTBUU C MyHKTaMu 5 u (wim) 6 ctatbu 11
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MNoctaHosneHue Mpasutenscrea PO ot 14.12.2018 N 1556
(pen. ot 30.06.2021)
"06 yTBEpXAEHMM ONOXEHMSI O CUCTEME MOHUTOPUHIA...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 20.01.2022

®enepanbHoro 3akoHa "O rocyJapcTBEHHOH pPETHCTpAlMM IOPUAWYECKUX JIMI U HMHIWBUIAYAJIbHBIX
npeanpuHuUMaresnein”.

13. Hanuuwe ocHOBaHMH [UIsi OTKa3a B PErUCTpalMd CBEICHUM O HAHECEHUH CPEJICTB
UICHTH(UKAINY, TPeIyCMOTpeHHBIX MyHKTOM 9(3) [lonokeHHss O cucTeME MOHUTOPUHTA IBUKCHHUS
JIEKApPCTBEHHBIX TPENapaToB I MEAWIIMHCKOTO TPUMEHEHHUS, YTBEP)KICHHOIO IIOCTAHOBJICHHUEM
[TpaButenscTBa Poccuiickoit @eneparun ot 14 nexadps 2018 r. N 1556 "O6 yrBepxkaenuun Ilonoxenus
0 CHCTEME MOHUTOPHHTA JIBH)KCHHS JICKAPCTBEHHBIX MIPENapaToB ISl MEAUIIMHCKOTO PUMEHEHHUS "

(n. 13 BBenen I[locranosnenuem IIpaBurtenscta PO ot 30.08.2019 N 1118)

14. Ilpunarue MuHUCTEpCTBOM 31paBooxpaHeHus Poccuiickoil denepanuu pemieHus o
MIPUOCTAHOBJICHUH MPUMEHEHHUS JIEKAPCTBEHHOI'O Ipernapara B COOTBETCTBUM C 4YacThi0 7 cTaThu 64 u
craThelt 65 denepanbHoro 3akoHa "O06 oOpaleHnH JTeKapCTBEHHBIX CPEACTB".

(n. 14 BBenen I[locranosnenunem IIpaBurtenscta PO ot 30.08.2019 N 1118)
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