ITocranosnenue I1paButenscrea PO or 14.12.2018 N 1556
(pex. or 21.07.2020)
"O6 yrBepxneHny [To0KeHNs 0 CHCTeMe MOHHTOPHHTA....

Hoxyment npenocrasiieH Koncynbranrlltoc

NMPABUTENbCTBO POCCUUCKOW ®EOEPALIUN

NMOCTAHOBJEHUE
ot 14 pekabps 2018 r. N 1556

Ob YTBEPXOEHUU NMOJIOXEHUA
O CUCTEME MOHUTOPUHI'A NBWXEHUA NNEKAPCTBEHHbIX NMPEMNAPATOB
anAa MEAUUUHCKOIo NPUMEHEHUA

[IpaBuTensctBO Poccuiickoit @enepaiuy noCcTaHoBIISIET:
(B pen. [Mocranosnenus [pasurensctBa PO ot 21.07.2020 N 1079)

1. YTBepILI/ITb npujaaracMoce Ilonoxenue o cucreme MOHHUTOpHHTAa JOIBWKCHHA JICKAPCTBCHHBIX
npenaparoB i1 MCAUITUHCKOTO MTPUMCECHCHUA.

1'. VcranoBUTB, UTO OpHAMYECKHE JWIA M WHAUBUAYyalbHBIE NPEANPHHUMATENH, SBISIOIIHECS
cyOBeKTaMH OOpalieHus JEKapCTBEHHBIX CPEJICTB B COOTBETCTBUHM ¢ [lojloskeHHWEM, yTBEpP)KIECHHBIM
HAaCTOSIIUM TTOCTAaHOBJICHUEM (Jlajiee - CYObEKThI OOpAIeHHS JIEKAPCTBEHHBIX CPEJICTB):

OCYITIECTBJISIIOT CBOIO PETUCTPAITUIO B CHCTEME MOHUTOPHHTA JBMKEHUS JICKAPCTBEHHBIX MPETapaToB
JUTsl METUIIMHCKOTO MPUMEHEHHs (nanee - cuctema MoHUTOpHHTa) ¢ 1 stHBaps 2020 r. mo 29 derpans
2020 r. (BxmroumTenbHO) b0 mocie 29 ¢epans 2020 r. B TeueHue 7 KaJeHIAPHBIX THEH CO OHS
BO3HHUKHOBEHHUS Yy CYOBEKTOB OOpaIleHHs JIEKAPCTBEHHBIX CPEJICTB HEOOXOJWMOCTH OCYIECTBICHHUS
NesITeNIbHOCTH, CBSI3aHHOM ¢ 00pallleHrneM JIEKapCTBEHHBIX IIPENapaToB MNPy HATMYUH NTPaBa OCYIIECTBIISTh
TaKyIo JesITeNbHOCTD;

HC IIO3JHCC 21 KaJICHOAAPHOI'0 AHA CO AHA PErucrpanud B CUCTEME MOHHTOpPHHIA o0ecrneynBaroT
T'OTOBHOCTBb CBOHX I/IH(bOpMaI_[I/IOHHBIX CUCTEM K I/IH(l)OpMaI_II/IOHHOMy B3aHMOHeﬁCTBHm C cucrteMoi
MOHHUTOpPHHI'a U HAIIPABJIAIOT OIIEPATOPY CUCTEMbI MOHUTOPHUHI'A 3asABKY Ha IIPOXOXKACHUEC TECTUPOBAHUA
I/IH(bOpMaI_[I/IOHHOFO BSaHMOHCﬁCTBHH C YKa3aHUEM HpOI/I3BOI[I/ITeJ'ICI71 IIporpaMMHO -allrapaTHblX CpCaACTB
I/IH(bOpMaI_[I/IOHHBIX CHUCTEM,

IpoXOoOiAT TECTUPOBAHHUEC HH(i)OpMaHI/IOHHOFO BSaHMOHeﬁCTBHH CBOUX PIH(bOpMaHI/IOHHBIX CHCTCM U
CUCTCMbI MOHUTOpPHUHI'Aa B COOTBCTCTBHUH C IOPAAKOM, PAa3MCIICHHBIM Ha O(1)I/II_II/IaJ'ILHOM caite orcparopa
CUCTCMbl MOHUTOpPHUHI'A B I/IH(I)OpMaI_II/IOHHO'TeHeKOMMYHHKaHHOHHOﬁ CCTHU "I/IHTepHCT", B OTHOLICHHUH
MApKHUPOBKHU JICKAPCTBCHHLIX IIPCIIapaTOB, BBOAA B O60pOT JICKAaPCTBCHHLIX IIPCIIapaToB, UX 060p0Ta n
BBIBOJA H3 060p0Ta B COOTBCTCTBHM C HOJ'IO)KGHI/ICM, YTBCPKACHHBIM HACTOSAIINM ITOCTAHOBJICHHUCM,
B TedeHue 2 KaJICHAApHbBIX MECALUCB CO JHJI TOTOBHOCTH CBOHUX I/IH(bOpMaI_II/IOHHBIX CHUCTEM
K HH(bOpMaHHOHHOMy B3aHMOHeﬁCTBHIO C CUCTEMOH MOHHUTOpPHHIA,

BHOCAT HauuHas ¢ 1 umtons 2020 r. B cucTeMy MOHUTOPHHTa CBEACHHUS 000 BCEX OMeparusx,
MPOU3BOJUMBIX C JIEKAPCTBEHHBIMHM IpenaparaMd B COOTBETCTBUM ¢ llojiokeHHEM, YTBEpPKJIEHHBIM
HACTOSIINM II0CTAHOBJICHHUEM.

(m. 1! BBesten Iocranosnenuem Ipasutensctsa PO or 31.12.2019 N 1954)

12, Peructpanus B MH(OPMAIMOHHON CHCTEME, B KOTOPOH OCYIIECTBIANOCH MH(MOPMALMOHHOE
o0ecrieyeHre MpoBeACHUS SKCIIEPUMEHTA B COOTBETCTBHH ¢ TIocTaHoBiIeHueM [IpaButenscTBa Poccuiickoit
@enepaunu ot 24 suBaps 2017 r. N 62 "O npoBeeHUH SKCIIEPUMEHTA [0 MapKUPOBKE KOHTPOJIbHBIMU
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(nmeHTU(UKAIMOHHBIMY) 3HAKAMH W MOHHTOPHHTY 32 O0OpOTOM OTJENIBHBIX BHJIOB JICKAPCTBEHHBIX
npenaparoB Uil MEAUIIMHCKOTO NPUMEHEHHus", MOPUAMYECKHX JIMI ¢  (PU3WYECKUX  JIUII,
3apEeTUCTPUPOBAHHBIX B KAueCTBE MHAWBHAYAIBHBIX MPEANPUHUMATENICH, KOTOpPHIE MO COCTOSIHUIO
Ha 1 suBapst 2020 1. sBistOTCA CyOBEKTaMH OOpaIlleHHs] JIEKAPCTBEHHBIX CPEICTB, NMPUPABHUBACTCS
K PETUCTpAIMU B CUCTEME MOHUTOPHUHTA.

B cinyuae eciu B paMKax SKCIEpPUMEHTa CBEICHHS, MPEICTAaBICHHbIE CYOBEKTaMM OOpalieHUs
JICKapCTBEHHBIX CPEACTB B MH()OPMAIIMOHHYIO CHCTEMY, B KOTOPOH OCYIIECTBIIUIOCh HH(DOPMAIIMOHHOE
obecrieueHre MPOBEIEHUSI SKCIIEPUMEHTA, a TaKXKe JOKYMEHTHI, Mpe/icTaBiIeHHbIe MU B DeiepalibHyI0
ciyx0y 1Mo Haa30py B cepe 3ApaBOOXpaHEHUs], HE OTBEUAIOT TPEOOBAHUAM K CBEJICHUSIM U JTIOKYMEHTaM,
npeaycMoTpeHHbIM [losioykeHreM, YTBEpKIEHHBIM HACTOSIIIUM ITOCTAHOBJICHHEM, TaKHE CYOBhEKTHI
oOpallleHusl JIeKapCTBEHHBIX CpeAcTB HauuHas ¢ 1 sHBaps 2020 r. BHOCAT Hejocraroumme u (Win)
aKTyaJlbHbI€ CBEJIEHUS B CHCTEMY MOHUTOPHHIA, a HEAOCTAaolue U (MJIM) aKTyalbHblE JOKYMEHTBHI
npeAcTaBisitoT B DenepanbHyto ciiykOy 1mo Ham3opy B cdepe 3apaBooxpaHeHust no 1 urons 2020 r.
(BKITIOYUTENBHO).

(. 1% BBenen Ioctanosnernem IpaBurensctBa PO o1 31.12.2019 N 1954)

13. CyObekTsl ~ oOpamieHHs — JIeKapCTBEHHBIX  CPEACTB,  SBIAIONIMECS  HPOM3BOAUTENSMH
JICKApPCTBCHHBIX CPEACTB, B OTHOLICHUH KOTOPBLIX MMH OCYHICCTBIAIOTCA TCXHOJIOTHMYCCKHUEC OIICpaluu,
COOTBETCTBYIOIIME TMPOU3BOJACTBEHHBIM CTaJusM (acoBKU (YIaKOBKH) JIEKaPCTBEHHBIX IIPENapaToB
(B cimyyae TpOM3BOJACTBA JICKAPCTBEHHOTO Tpemapara Ha Ttepputopuu Poccuiickoit deneparun), wim
nepxatensMu (BiazenbllaMH) PETUCTPALMOHHBIX YAOCTOBEPEHUIN JIEKAPCTBEHHBIX IMpenaparoB JH0o
MpEJICTaBUTEILCTBAMA HHOCTPAHHBIX OpraHu3anuii Ha Tepputopun Poccuiickoit  ®enepanuu,
SBISIOIIUXCS  JiepKaTesssMU  (BJIaJeNbllaMHi) PETUCTPAllMOHHBIX — YIOCTOBEPEHHM JIEKapCTBEHHBIX
npenapatoB (IIpU MPOU3BOICTBE JICKAPCTBEHHOTO Tpemnapara BHe Tepputopuu Poccuiickoit denepanmn),
710 BBO/JIa JIEKAPCTBEHHBIX MPENapaToB B 000POT:

BHOCAT B CHCTEMY MOHUTOPUHIA CBCACHHA O JICKAPCTBCHHBLIX IIp€liaparaXx B COOTBETCTBHU
C HOJ'IO}KGHI/ICM, YTBECPKACHHBIM HACTOAIIUM INIOCTAHOBJIICHUEM, HE IIO3IHEC 30 KaJICHIApHBIX ,Z[HefI CO JHA
cBOeCi perucTpaiii B CUCTEMC MOHUTOPHHIA,

HaIPaBJISIOT C UCIOJIb30BAHMEM CHCTEMBl MOHUTOPHUHTA OIEPATOPy CUCTEMbI MOHUTOPHHTA 3asBKY
(B anexkTpoHHON (hopMe) Ha MOJIydeHHE YCTPOMCTB PETUCTPALMUA SMHUCCUU KOJOB MApPKUPOBKH WIIH
MIpeIOCTaBJICHNUE K HEMY YAalleHHOTO AocTyna He mo3anee 1 mas 2020 r. mubo B TeueHue 7 KaleHJapHbIX
JOHEW cOo JHS perucTpaluu B CHCTEME MOHUTOPUHIA IMPH BO3HUKHOBEHUHU y CYOBEKTOB oOOpalleHus
JIEKapCTBEHHBIX CPEACTB HEOOXOJMMOCTH OCYIIECTBICHUS IESITENbHOCTH, CBS3aHHOW ¢ oOpalieHuem
JIEKapCTBEHHBIX MPENapaToB MpU HAIUYUH MPaBa OCYLIECTBIISTh TaKYIO AESITEIbHOCTD;

oOecnieunBatoT ¢ 1 uronsg 2020 r. HaHEeCEHHE CPENICTB UIACHTU(UKAMN HA NEPBUYHYIO YIIAKOBKY
JIEKapCTBEHHOT'O Tpernapara (B cilyyae, €Clii BTOPUYHasl yIIaKOBKa He MPEAYCMOTPEHA) U Ha BTOPUUYHYIO
(MOTpebUTENbCKYIO) YIIAaKOBKY JIEKAPCTBEHHOIO NpenapaTa;

umeroT npaso ¢ 1 sHBaps 2020 r. HAHOCUTH CpeACTBA UJACHTU(UKAIIUM JIEKAPCTBEHHOTO Mpenapara
Ha TEPBUYHYIO YIAKOBKY JIEKAPCTBEHHOTo ImpenapaTa (B ciydae, €CiIM BTOpUYHAs YHaKOBKa
HE MpeyCcMOTPEeHa) U Ha BTOPUUHYIO (TOTPEOUTENbCKYIO) YIAKOBKY JIEKAPCTBEHHOTO Iperapara.

ITpu 5TOM B Cityyae, eciiu CyOBbeKThI 0OpallleHus JeKapCTBEHHBIX CpeAcTB HaHOCAT ¢ 1 ssuBapst 2020 r.
CpeAcTBa MJIEHTU(UKALUU JIEKapCTBEHHOTO Ipernapara Ha MEpBUYHYI YHAKOBKY JIEKapCTBEHHOTO
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npemnapara (B cirydae, €l BTOPUYHAs YIIaKOBKA HE TPEyCMOTPEHA) M Ha BTOPUYHYIO (MTOTPEOUTEIBCKYIO)
YIIAaKOBKY JIEKAPCTBEHHOTO Ipemapara, TO OHHM IPEACTAaBISAIOT CBEJICHHUS O HAHECEHUH CPEJICTB
UACHTU(HUKAIMHA B CHCTEMY MOHUTOPHHTA.

(. 13 BBenen [octanosnennem IpaBurenscrea P ot 31.12.2019 N 1954)

1%, CyObekTsl ~ oOpamieHHs  JIEKAPCTBEHHBIX  CPEACTB,  OCYIIECTBIAIONIME  MEIUIIMHCKYIO
JeSITENIbHOCTD U BBIBOJ U3 000pOTa JIEKAPCTBEHHBIX MIPENAPATOB MPU OKA3aHUU MEAULIMHCKON NOMOIIH, a
TaKkKe CyOBEKThl OOpalIeHHsl JIEKApPCTBEHHBIX CPENCTB, OTIYCKAIOIIWE JIEKAPCTBEHHBIE NpenapaThl
OecIIaTHO IO PEeLeNTy Ha JIEKapCTBEHHbIE IpenapaTrhl, HANpaBisSIOT C HCIHOJIb30BAHUEM CHUCTEMBI
MOHHUTOPHHIa OIEPAaTOPy CHCTEMbl MOHUTOPHHra 3asBKYy (B 3JEKTpOHHOH (opMe) Ha MoJyuyeHue
perucTpatopoB BBIOBITHS HE To3aHee 15 deBpans 2020 1. 1ub0 B TeueHHE 7 KaJICHIApHBIX THEH CO JHS
perucTpanyy B CHCTEME€ MOHHMTOPHUHIA IPU BO3HUKHOBEHUHU y CYOBEKTOB OOpalleHUs JIEKaPCTBEHHBIX
CPEICTB HEOOXOJUMOCTH OCYIIECTBJIEHUS AESITEIbHOCTH, CBS3aHHOW € OOpallleHHeM JIeKapCTBEHHBIX
[penapaToB MpU HATMYHUU [IPaBa OCYLIECTBIISITh TAKYIO JESITEIbHOCTD.

(8B pen. [Mocranosnenus [pasurensctBa PO ot 21.07.2020 N 1079)

1°. YCTaHOBUTS, YTO OIEPATOP CHCTEMbI MOHHTOPHHIA 00ECIeUNBAET:

OCHaIlleHHe CyOBeKTOB OOpAleHHs JIEKApCTBEHHBIX CPEICTB, NMPETYyCMOTPEHHBIX MyHKTOM 13
HACTOSIIETO TIOCTAHOBJICHUS, YCTPOMCTBAMU PETUCTPAIlMU OMHCCHH KOJIOB MAapKHUPOBKH WIIU
MIPEIOCTABJICHUE UM YAJICHHOIO JAOCTYIa K TaKMM YCTPOMCTBAM pErucTpaly SMUCCHH, Pa3MeElEHHbIM
B UH(paCTpyKType omepaTopa CUCTEMbl MOHHUTOPHUHTA, Ha YCIOBHSX, MpeaycMOTpeHHbIX [lonoxenuem,
YTBEPKICHHBIM HACTOSIIUM TOCTAaHOBJIEHUEM, HE TMo3AHee 45 KajleHAapHBIX IHEH CO JHS TMOIy4eHHUS
OT CYyOBEKTOB OOpaleHUs] JIEKAapCTBEHHBIX CPEJICTB 3asBKM Ha TMOJYy4EHHE TaKUX YCTPONCTB WU
yAaJEeHHOTO IOCTYIA K HUM,;

OCHAIIICHUE CYOBEKTOB OOpAIICHUS JIEKAPCTBEHHBIX CPEJICTB, OCYIICCTBISIOIIUX MEIUIIMHCKYIO
JESTETBHOCTh U BBIBOJ] M3 000POTA JICKAPCTBEHHBIX MPENapaToB MPH OKa3aHUHM MEAMIIMHCKOW MTOMOIIH, a
TaKke CyOBEKTOB OOpaleHHs JEKapCTBEHHBIX CPEJICTB, OTIYCKAIOMIMX JICKAPCTBEHHBIC IperapaThl
OecIulaTHO IO pelenTy Ha JICKApCTBEHHBIC NpenapaThl, PErUCTPaTOpaMu BBIOBITHS Ha YCIIOBHSX,
npeaycMOTpeHHbIX [lono)keHueM, yTBEP)KACHHBIM HACTOSIIIUM  I[MOCTAHOBIICHHMEM, HE IO3/HEe
45 xaneHAapHbIX JHEW CO JHS TMOJyYeHHUs OT CyOBEKTOB OOpAIICHHUs JIEKAPCTBEHHBIX CPEICTB 3asBKU
Ha TOJIyYCHHE TaKUX YCTPOUCTB;

(8 pen. ITocranosnenus IIpasutensctBa PO ot 21.07.2020 N 1079)

OpraHu3alil0 TECTUPOBAHUS HMH(POPMALMOHHOIO B3aMMOJAEHCTBHS HH()POPMALMOHHBIX CHCTEM
CyOBEKTOB OOpallleHHs JIEKapCTBEHHBIX CPEICTB U CUCTEMbl MOHUTOPHUHIA He no3aHee 30 KajneHIapHbIX
JHEH cOo JIHS MOJYy4YEeHUs OT CYOBEKTOB OOpAaIlleHUs JICKAPCTBEHHBIX CPE/ACTB 3asBKM Ha HMPOXOXKICHUE
TECTUPOBAHUSA MH(POPMALTMOHHOIO B3aUMOICHCTBHUS.

(. 1° BBenen IocTtanosnenuem IpaBurensctea PO o1 31.12.2019 N 1954)

1°. YcranoBuTH, 4TO omepaTop CHUCTEMbl MOHHTOPHHTA IO 3alpocy CYOBEKTOB oOpaiieHus
JIEKAPCTBEHHBIX CPEJICTB MPEAOCTABISIET KOAbI MapKUpoBKH ¢ 1 ssuBaps 2020 r.
(. 1° BBenen Iocranosnennem Ipasutensctea PO o1 31.12.2019 N 1954)

17. YcraHOBUTH, 4YTO IUIaTa 3a OKa3aHHUE ONepaTopoM CHUCTEMbl MOHHUTOPUHIA  YCIYT'H
10 MPEIOCTAaBIECHUIO KOJIOB MapKUPOBKH B3uMaetcs ¢ 1 utomns 2020 r.
(. 17 BBenen IocTaHOBICHHEM [IpaBurensctBa PO ot 31.12.2019 N 1954)
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2. Peanmzanusi HaCTOSIIETO MOCTAHOBIICHHS OCYILECTBIICTCSI COOTBETCTBYIOIIMMU (heiepaTbHBIMU
OpraHaMH HCIIOJIHUTEJIBHOM BJIACTH B Ipelenax ycraHoBieHHOW IIpaBurensctBoM Poccuiickoi
®denepanyy NpeaeabHON YNCIEHHOCTH UX PAOOTHUKOB U OIOJKETHBIX ACCUTHOBAHUMN, IPETYCMOTPEHHBIX
UM B QenepantbHOM OI0KeTe Ha PYKOBOJICTBO M yIIpaBJIeHUE B c(hepe yCTAaHOBICHHBIX (DYHKITUI.

3. Hacrosimmee mocraHoBIIeHHE BCTyHaeT B CHIy CO JHS €ro O(QUIMAIBHOTO OIMYOJUKOBAHHS,
3a UCKIIIOUEHHUEM IOJI0KEHHH, yKa3aHHBIX B NYHKTE 4 HACTOALIEr0 MOCTaHOBJICHUS.

4. TlonoxeHue 0 CUCTEME MOHUTOPUHIA IBUKEHUS JIEKAPCTBEHHBIX MPENapaToB i MEIUIIMTHCKOTO
MPUMEHEHUS], YTBEPKJACHHOE HACTOAIUM IIOCTAHOBJIIEHMEM, B OTHOLIEHUHM [POU3BOJIUTENIEH
JIEKapCTBEHHBIX CPEJCTB B YACTH HAHECEHUs Ha MEPBUYHYIO YIMAKOBKY (B OTHOILEHUU JIEKAPCTBEHHBIX
[IpenapaToB Uil MEAUIIMHCKOTO MPUMEHEHHUS, ISl KOTOPBIX HE MPEeAyCMOTpeHa BTOPUYHAs YIaKOBKa) U
BTOPUYHYIO (TOTPEOUTENBCKYIO) YIAKOBKY JIEKApCTBEHHBIX NPENapaToB sl MEAULIUHCKOTO MPUMEHEHUS
CpeiacTBa MWJEHTHU(HUKALMK, a Takke B OTHOUIEHHM IOPUAMYECKUX JHMI WU HHAWBHUIYaIbHBIX
MpEeANpPUHUMATENEH, OCYIIECTBIISIONINX IPOU3BOJCTBO, XpaHEeHHE, BBO3 B Poccuiickyro Penepanuto,
OTIYCK, peanu3aluio, Iepeaadyy, NIPUMEHEHHE ¢ YHHMUYTOKEHHE JIEKapCTBEHHBIX IpenaparoB
JUIS MEUIIMHCKOTO TPUMEHEHHs, B YacTH BHECeHHMs MH(OpMalMU O JIEKapCTBEHHBIX IpernapaTax
JUIS MEUIIMHCKOTO TPUMEHEHHs] B CHCTEMY MOHUTOPHHra JBH)KEHUS JIEKapCTBEHHBIX IIPErapaToB
JUTS. METUIIMHCKOTO IPUMEHEHUS BCTYNAET B CHIIY CO JHS BCTYIUIEHHS B CUJTy ab3aleB BTOPOTO U MATOTO
noanyHkTa "6" mynkra 7 cratbu 1 @enepanbHoro 3akoHa ot 28 aexkadps 2017 r. N 425-03 "O BHeceHuUn
n3mMeHeHui B @enepanbHpiii 3akoH "O0 oOpalieHnn JIeKapCTBEHHBIX CPEICTB".

IIpencenarens I[IpaButenbcTBa
Poccuiickoit denepanuu
JA.MEJIBEJIEB
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YT1BepxKIAECHO

nocraHoBieHueM [IpaBurenbcTBa
Poccniickoit @enepanyun

oT 14 nexabps 2018 r. N 1556

NONOXEHUE
O CUCTEME MOHUTOPUHT'A ABWXEHWUA NEKAPCTBEHHbIX NMPEMNAPATOB
anAa MEAUUUHCKOIo NPUMEHEHUA

. O6LwMe nonoxeHus

1. Hacrosimee IosiosxxeHue onpeenser:

a) MOPSIIOK HAaHECEHHs CPeCTBa MAECHTU(UKALNN JIEKapCTBEHHOIO IMpenapaTa A MeAUIIMHCKOTO
MIpUMEHEHHUs (Jlasiee - IeKapCTBEHHbIE IpernapaThl), TpeOoBaHUS K €0 CTPYKTYpe U hopMaTy HHPOpMaIu,
KOTOPYIO COAECPKHUT CPEACTBO MACHTU(PUKAIINY JIEKAPCTBEHHOT'O MIperapara, U €ro XapakTepUCTHKY;

6) MOPpAOOK CO3JJaHUA, PA3BUTHA, BBOAA B OKCILNIyaTallluIO, SKCIINTyaTallui U BbIBOJA U3 OKCILTyaTallun
CUCTEMbI MOHHUTOPHHTA ABHXXCHUS JICKAPCTBCHHBIX NIPCIIapaTOB (naﬂee - cucremMa MOHI/ITOpI/IHFa);

B) MOPSAZOK  B3aUMOJICHCTBUSL ~ CUCTEMbl ~ MOHUTOPUHIa €  HMHBIMH  TOCYJapCTBEHHBIMU
MHOOPMALIMOHHBIMU ~ CHCTEMaMU M HMH(MOPMAIMOHHBIMH  CHCTEMaMH  IOPUIUYECKHX JIUI H
WHIUBUyIbHBIX MpEAIpUHUMATENEH, yKa3aHHbIX B YacTax 7 U 10 crarbu 67 denepanbHOro 3akoHa
"O06 oOpareHny JTeKapCTBEHHBIX CPeACTRB";

) MOPSJIOK BHECEHUS B CHCTEMY MOHMTOPUHIA IOPUIMYECKHUMH JIMIAMH U WHIUBUIYAIbHBIMU
MpeANPUHUMATENSIMHU, OCYIIECTBISIFOIIMMHE IIPOU3BOJICTBO, XpaHeHue, BBO3 B Poccuiickyto dexneparuto,
OTILYCK, pealln3alluio, nepeaady, IpUMEeHeHHEe U YHUUYTOXKEHHUE JIeKapCTBEHHBIX MpenapaToB, HHGOpMauu
0 JIEKapCTBEHHBIX IIpernapaTax u €e COCTaB;

1) IOPSIIOK IIPE0CTaBIICHUSI HH(POPMAIUH, COAepKallleiCsl B CUCTEME MOHUTOPHHTA.
2. l[lonsTus, ucnosib3yembie B HacTosieM [lonoxkeHnu, 03HaYaroT crieayromniee:

"arperupoBanue" - Mporecc 00beMHEHHs JIeKapCTBEHHBIX MPENapaToB Ha JIF0OOM dTare oOpalieHus
JIEKapCTBEHHBIX IpenapaToB CyOBEKTOM OOpalleHusl JIEKAPCTBEHHBIX CPEACTB B  TPETUUYHYIO
(TpaHCHOPTHYIO) YHAKOBKY JIEKAPCTBEHHBIX NIPENapaToB C HAHECEHHEM COOTBETCTBYIOLIETO KoJa
UICHTU(PHUKAIIMN TPETUYHOU (TPAHCIOPTHOM) YMAKOBKHU JIEKAPCTBEHHBIX MPENapaToB U C COXPAHEHHEM
uHbOpMallMM B CHUCTEME MOHUTOPMHIAa O B3aMMOCBSI3U CPEACTB MJICHTU(UKAIUMU WIM KOJOB
UICHTU(PHUKAIIMN KaXKJIOTO BIIO)KEHHOTO B TaKyl0 YIAKOBKY JIEKapCTBEHHOTO TMpernapara C KOIOM
UICHTU(PHUKAIIIY TPETUYHOM (TPAHCTIOPTHOM) YITaKOBKHU JIEKAPCTBEHHBIX MPENapaTos;

"BBOJ] B 000pOT JIEKAPCTBEHHBIX MpenapaToB':

Inpu MTOpPOU3BOJACTBEC HaA TCPPUTOPUHN Poccuiickoi cDC,Z[CpaLII/II/I - oncpauun, IMIpPOU3BOAUMBIC
C JICKApCTBCHHBIMHU TIpCliapaTaMu OT MPOXOKIACHUA HpOHBBOI[CTBCHHOﬁ cTaaun (I)aCOBKI/I (yrIaKOBKI/I)
JICKApCTBCHHBIX IpEMapaToB B IMCPBUYHYIO YIIAKOBKY JICKAPCTBCHHOI'O IIpCIiapaTa (B OTHOIICHNHA
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JICKapCTBEHHBIX MPEMNapaToB, Uil KOTOPbIX HE MPEAyCMOTPEHA BTOpUYHAsS (MMOTPEOUTENBCKAs) yITaKOBKa
JICKApCTBEHHOTO TIpernapaTa) ¥ BTOPUYHYIO (IOTPEOHMTENbCKYIO) YIaKOBKY JIGKAPCTBEHHOTO Iperapara
710 3aBEPIICHHs] TPOM3BOJCTBEHHOW CTa MM BBITYCKAIOUIETO KOHTPOJS KadecTBa M IPEICTABICHUS
JIOKYMEHTOB 1 CBEJICHHMI, IPEeTyCMOTPEHHBIX YacThIo 1 crath 52! denepansroro 3akona "O6 obpanieHun
JeKapCTBeHHBIX cpenacTB", B DexepanbHylo CiIykO0y MO Haa30py B cdepe 3IpaBOOXpaHCHHS WU
TIOJTydeHHs Pa3pelIeH s, TPeyCMOTPEHHOT0 4acThio 7 cTath 521 denepansroro 3akona "O6 oOpameHny
JIEKapCTBEHHBIX cpelICTB" (B Cllydae MPOU3BOICTBA UMMYHOOHOJIOTMUECKUX JIGKAPCTBEHHBIX IPENapaToB);

NpyU TPOU3BOJACTBE BHE Teppuropuu Poccuiickoin @enepanuu - omnepauuu, MPOU3BOJAUMBIE
C JIGKAPCTBEHHBIMU IIperapaTaMu OT MPOXOXIECHUS IMPOU3BOJCTBEHHOM cTaauu (PAacoBKH (YIaKOBKH)
JIEKapCTBEHHBIX IpPENapaToB B MEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO Ipernapara (B OTHOLIEHUU
JIEKapCTBEHHBIX MPENapaToB, A KOTOPbIX HE NMPEAYCMOTpEHa BTOpUYHAs (MOTpeOUTENbCKast) yIakoBKa
JIEKApCTBEHHOTO TIperapara) U BTOPUUYHYIO (MOTPEOUTENHCKYI0) YIMAKOBKY JIEKAPCTBEHHOTO Tperapara
710 pa3MEIIeHHs] JIEKapCTBEHHBIX IpenaparoB Ha (apMaleBTUYECKOM CKIIaZie M IPEACTaBICHUS
JIOKYMEHTOB U CBEJICHHUH, PeTyCMOTPEHHBIX 9acThio 2 cTaThi 521 denepansHoro 3axona "O6 obpareHuu
JIEKapCTBEHHBIX cpeAcTB’, B DepepanbHyl0 CiaykO0y IO Haa3opy B cdepe 31paBOOXpaHEHUS WU
TOTy4eH s pa3penieHus, TIpeyCMOTPEHHOTO YacThio 7 crathu 52! denepansroro 3akona "O6 obpameHny
JIEKapCTBEHHBIX CPECTB' (B Ccydae MPOU3BOJICTBA UMMYHOOMOJIOTUYECKUX JIEKAPCTBEHHBIX MTPENapaToB);

"BTOpHuHas (MOTpeOUTeNbCKas) YIakoBKa JIEKapCTBEHHOTO Npenapara’ - ynakoBKa, MOCTYIaomas
K TOTpPEeOMTENI0 U CchyXallas s pa3MEIleHUus €IMHUYHON MEepBUYHON YNAKOBKU JIEKAPCTBEHHOI'O
npernapara Wi 00beUHAIONasi HECKOJIBKO MEPBUYHBIX YIIAKOBOK JIEKAPCTBEHHBIX NIPENAPATOB;

"BBIBOJT U3 000pOTA JIEKAPCTBEHHBIX MpPEMapaToB’ - peaqusamus, mpoJaka U OTIYCK (B TOM YHCIIe
10 pelenTy) JIEKapCTBEHHBIX MIPenapaToB MOTPEOUTENI0, IPUMEHEHHE, TTepeiaya Ha YHUUYTOKEHUE, yTpaTa
U CIHCAaHME JIEKApCTBEHHBIX IpenaparoB, 0TOOp oOpa3loB, BHIBO3 paHee BBE3EHHBIX B Poccuiickyro
®denepanuio JIEKapCTBEHHBIX MPENnapaToB (PeIKCHOPT), a TAKKe BHIBOJ U3 000pOTa MO UHBIM [IPUYNHAM;

"rno0aabHBIi  MACHTH(PUKAIMOHHBIA HOMEp TOProBOM €IWHMIBI' - YHUKAJIBHBIA  KOJI,
MIPUCBAMBAEMBIN T'PYIITIE TOBAPOB MPH UX ONMKMCAHUN B HHPOPMAIIMOHHOM pecypce, 00eCIeUrBaIONIEM yIeT
Y XpaHEHHE JIOCTOBEPHBIX JIAHHBIX O TOBapax M0 COOTBETCTBYIOIIEH TOBAPHON HOMEHKIIATYPE;

AO3zanpl AeCATBIM W OJWHHAMIATHIM yrpatuiau cuiny. — IloctanoBnenue IlpaBurenbctBa P®
ot 20.03.2020 N 311.

"uneHTuduKaTop NpUMeHeHus" - mpeUKC, MPeACTaBIAIOMUNA co00i Habop U3 2 UK OoJiee 3HAKOB,
PaCMoOJNIOKEHHBIM B Hayayie 3JEMEHTHONW CTPOKH U OJHO3HAYHO OMNpEAeNSIoNINil Ha3HaueHue u Qopmar
TIOJISI JAHHBIX, CIIEAYIOIIETro 3a MpeuKcoM;

"uneHTUUKATOp CcyObekTa oOOpalleHHus JIeKapCTBEHHBIX CPEeACTB" - YHUKAJIbHBIA  KOJ,
MIPUCBAaNBAEMbIH CUCTEMO MOHUTOPHUHIA CYOBEKTY OOpallleHus JIEKAPCTBEHHBIX CPEACTB IO UTOTaM €ro
pEerucTpanyy B CUCTEME MOHUTOPHHIA Ha OCHOBE IEpeIaHHBIX CYOBEKTOM OOpallleHHs! JIEKapCTBEHHBIX
CPEACTB CBEJCHMIH 00 WACHTU(HUKAIIMOHHOM HOMEpE HAJOTOIUIaTeNbIIMKa A KaXA0To ajJpeca MecTa
OCYILECTBIICHUS JIEATEIbHOCTH COTJIACHO JIMLIEH3UN Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPECTB, JINIICH3UH
Ha (apMaleBTUYECKYIO JEATeIbHOCTb, JTUIEH3UN Ha JEeSITEeIbHOCTb M0 000POTY HAPKOTUYECKUX CPEACTB,
MICUXOTPOITHBIX BEIIECTB U UX IPEKYPCOPOB, KyIbTUBUPOBAHUIO HAPKOCOAEPKAIINX PACTEHUH U JTMLIEH3UU
Ha MEJMIMHCKYIO JeATeIbHOCTD (MPU HAJIMYMH TaKOW JIMIEH3UH) U KOJIe HAJIOTOIIaTeNbIIKa B CTpaHe

www.consultant.ru Crpannna 6 u3 75
HajIe:KHAsl IPAaBOBas MO/AJePKKA


http://www.consultant.ru/
http://www.consultant.ru/

ITocranosnenue I1paButenscrea PO or 14.12.2018 N 1556
(pex. or 21.07.2020) Joxyment npenocrasnen Koncynsranrllntoc
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perucTpanii U KOJE CTpPaHbl perucrpammu (Uit cyObEeKTOB OOpaimieHHs JIEKapCTBEHHBIX CpPEICTB,
HE IPU3HABaEMbIX HAJIOTOBBIMU pe3uaeHTaMu Poccuiickoii @enepanuin);

"UHAWBUYAIbHBIA CEpUIHBIA HOMEp TOProBOW enuHUIB" - mudpoBas win OyKBeHHO-IH(poBas
IOCIIEI0BATEIbHOCTD;

"KOJl MACHTU(DUKAIIMI» - CCPUHHBINA II00ATBLHBIN HICHTH(PUKAITMOHHBIA HOMEP TOPrOBOM €IMHUIIBI,
MPEJCTABISAIOMNNA CO00M YHUKAIBHBIA HWACHTH()UKATOP BTOPUYHOHN (TOTPEOUTENBCKOM) YIaKOBKH
JIEKapCTBEHHOT'O Mpenapara (B ciiyyae ee OTCYTCTBUS - HEPBUYHON YIIAaKOBKHU JIEKApCTBEHHOTO IIperapara),
(dbopMupyeMbIil yTeM A00aBICHUS K INI0OATBHOMY MJIEHTU(UKAMOHHOMY HOMEpPY TOPrOBOW €IMHUIIbI
MHIUBUAYAIBHOTO CEPUIHOTO HOMEpa TOProBOW €IMHHULIBI,

"KoJ WAEHTU(UKAIUU TPETHUYHOM (TpaHCIOPTHOM) YMAaKOBKM JIEKapCTBEHHOIrO Ipemnapara’ -
CHUMBOJIbHAS MOCIEA0BATEIBHOCTh, POPMUpPYEMAsi B COOTBETCTBUH C TPEOOBAHUSAMHU, IPEAYCMOTPEHHBIMU
pazaenowm III Hacrosiero [lonoxenus;

"KO MapKHpOBKH'" - YyHHMKaJbHas IOCJIENOBAaTEIbHOCTh CHMBOJIOB, COCTOSINIAs M3 KOJa
UICHTUPUKAIIMN U KoJa MpOBEpKH, dopMmupyemas i Ielield WASHTHU(PHUKAIUK MEePBUYHON YHIaKOBKH
(B OTHOILIEHHWU JIEKAPCTBEHHBIX MpPENapaToB Uil MEIUIMHCKOTO TMPUMEHEHHs, [UIsl KOTOPBIX
HE IPeyCMOTpEeHa BTOPUYHAs YIIaKOBKA) M BTOPUYHOU (MOTPEOUTENHCKON) YHAKOBKH JIEKAPCTBEHHBIX
IIPENapaToB JUIsl MEAULMHCKOTO IPUMEHEHHUS;

"KoI  TpoBEpKU" - TOCIHEAOBATENIBHOCTH CHMBOJIOB, c(hopMupoBaHHass B  pe3yJbTare
KpUNITOTPaPUIECKOTO MpeoOpa3oBaHus K012 UACHTHU(GUKAIIMN U TTO3BOJISIONIAS BBIIBUTD (haTbCUDUKAITIIO
KOJla WACHTHU(PUKAIUK TIPH €ro MPOBEPKE C HCIOJB30BaHWEM (DHUCKAIBHOTO HAKOMUTENs M (WIH)
TEXHUYECKUX CPEACTB MPOBEPKH KOJIa IPOBEPKHU;

"JeKkapCTBEHHbIE MpernapaThl, MapKUPOBAHHBIE CPEICTBAMU HJEHTHU(UKAUU" - JIeKapCTBEHHBIC
mpenapaTsl, Ha KOTOpble HAaHECEHbI CPENCTBA WIACHTU(PUKAIIMN U JOCTOBEPHBbIE CBEACHUS (B TOM YHCIIe
CBEICHMUS O HAHECEHHbIX HA HHUX CPEICTBAX HIACHTHU(PHUKAIUU M (UIM) MaTepHabHBIX HOCHUTEIAX,
COJIepKalliuX CpeAcTBa UACHTU(UKAIMHU) O KOTOPHIX B YCTAHOBJIEHHOM MOPSAJKE MEepPEAaHbl B CUCTEMY
MOHHUTOPHHIA;

"MapKupOBKa YINaKOBOK JEKapCTBEHHBIX MpPENaparoB CpelCcTBaMU UACHTU(UKAIHMHU" - HaHECEHUE
CPeICTB UACHTU(PUKAIMK HAa BTOPUYHYIO (MOTPEOUTENHCKYIO) YMAKOBKY JIEKapCTBEHHOIO Mpernapara
(a mpu ee OTCYTCTBHUH - Ha IEPBUUHYIO YIAKOBKY JIEKAPCTBEHHOTO Mpenapara);

"omucaHue JEKapCTBEHHOTO Mpemnapara’ - MepeyeHb XapaKTePUCTHK, Pa3MENIEHHBIX CYyObEKTOM
oOpallieHus IEKapCTBEHHBIX CPEJICTB B COOTBETCTBYIOIIEM HH(POPMAIIMOHHOM pecypce, 00eCeurnBaoIeM
yUYeT U XpaHEHHE JIOCTOBEPHBIX JAHHBIX O TOBApaX MO COOTBETCTBYIOIIEH TOBAPHON HOMEHKJIATYPE;

"epBUYHAs YIIAKOBKA JIEKapCTBEHHOTO Ipemnapara” - CpeACTBO WJIM KOMIUIEKC CpEICTB,
o0ecreynBaroIuX 3aIIUTy JICKApCTBEHHBIX MpPEnapaToB OT MOBPEXIEHUS U TOTEpb, BO3JIEHCTBUS
OKPY)KAIOILIEH Cpezpbl, 3arpsA3HEHHH M HMEIOUIUX HEMOCPEACTBEHHBIN KOHTAaKT C JIEKapCTBEHHBIMU
npernapaTamu;

"perHCTpaTop BBIOBITUSA" - TEXHUYECKOE CpCaACTBO HH(bOpMaHHOHHOFO 06MCHa, MMpEAHA3HAYCHHOC
Ui iepeaayu B CUCTCMY MOHUTOPUHIA CBEJICHUI O BBIBOJIC M3 06op0Ta JICKAPCTBCHHBIX MPCIIapaTos,
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BKJIIOYAtOIee B ceOs IMporpaMMHO-amnmapatHoe MmudpoBagbHOe (KPUNTOTPAPHUECKOE) TEXHHYECKOE
CPEJICTBO MPOBEPKHU KOJOB MPOBEPKH, B OTHOIIEHUU KoToporo denepanbHoil ciryk00i 0e30MacHOCTH
Poccuiickoit ®enepanuu BbAAH JOKYMEHT O €ro COOTBETCTBUU YCTAaHOBJIEHHBIM TpeOOBAHUAM
K MU(POBATBHBIM (KPUTITOTPAUICCKIM ) CPEICTBAM AU TH HH()OPMAITUH, ICHCTBYIONINM B OTHOIIICHHUH
muQpoBaTbHBIX (KPUITOrpahUIECKUX) CPEACTB, PEAHA3HAYCHHBIX JUIS POBEPKH KOJIOB MAPKHPOBKH;

A03ar 1BaaaTh nepBwiid yrpatun cury. — [loctanoBnenue [Ipasutenscra PO ot 20.03.2020 N 311.

"cpelicTBO MACHTHU(PHUKAIMU" - KOJI MAPKUPOBKH, PEJCTABIICHHBIN B MalTMHOYUTaeMoOl (popme uin
C HCIOJIb30BAaHHEM HHOTO CpEJICTBA (TEXHOJOTHMH) aBTOMATHUECKON HIEHTHU(HUKALUHU, (OpMHUpPYEeMbIH
JUIsl HAHECEHHsI Ha BTOPUYHYIO (IOTPEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHOIO Ipenapara (B ciaydae ee
OTCYTCTBMSI - Ha INEPBUYHYIO YIAKOBKY JIEKaPCTBEHHOI'O Ipernapara) MEeToJaMH, He JONMYCKaIOIIUMHU
OTJIEJIEHUsI CpeACTBa WACHTU(PUKAIMK M (WJIM) MaTepUaJbHBIX HOCHUTENEH, colepikallux CpelcTBa
UJCHTU(PUKAIY, OT YIAaKOBKHU JIEKAPCTBEHHBIX MIPENapaToB 0€3 NOBPEXACHUN;

"cyOBbeKThl O0OpalleHHs] JIEKapCTBEHHBIX CpEeACTB" - IOpUAMYECKHE JIMIA W HHIMBUIYyalbHbIE
MpEANPUHUMATENH, OCYHIECTBISIOIIAE IPOU3BOACTBO, XpaHEHWE, BBO3 B Poccuiickyro Penepanmio,
OTITYCK, pealn3aluio, nepeaayy, IpuMEeHEeHHE U Nepeadyy Ha YHUUTOXKEHHE JIEKapCTBEHHBIX MTPenapaToB;

"TpeTuyHas (TpaHCHOPTHAas) yIaKOBKa JIEKAPCTBEHHOTO Ipemnapara’ - yMaKoBKa, MCIOJIb3yemasi
11l XpaHEHUs], IEPEBO3KH U MEepPEMELICHNUs JIEKAPCTBEHHOTO IpenapaTa Mexay cyObeKTaMu oOpalieHus
JIEKapCTBEHHBIX CPE/ICTB;

"YCTPOMCTBO pETUCTpPAllMd AMHUCCHHU" - TEXHUUYECKOE CPEICTBO HWH(OpPMAIMOHHOTO OOMEHa,
MpeIHa3HaYeHHOE ISl MOJIy4YeHUs! KOJIOB MapKUPOBKHU U Iepeladd B CUCTEMY MOHHUTOPUHIA CBEIACHMI
0 MapKHUPOBKE YMAaKOBOK JIEKAPCTBEHHBIX IpEenapaToB CpPEACTBAMH HJEHTHU(UKALMHU, BBITOJHSIONIEE
(GYHKIMM TEXHUYECKOTO CpEeACTBa MPOBEPKU KOJla MPOBEPKH, B OTHOLIEHUU KoToporo denepanbHOii
ciyx00i1 6e3omacHoctu Poccuiickoit @enepanyivl Bbl1aH JOKYMEHT O €r0 COOTBETCTBUU YCTaHOBJICHHBIM
TpeOOBaHUAM K MU (PPOBATLHBIM (KpUNITOTpaGUUSCKUM) CPEACTBAM 3aIIUTH HHPOPMAIIUH, 1eHCTBYIOIIUM
B OTHOUICHUH HMIN(PPOBATIbHBIX (KPUNTOrpaUUECKUX) CPEACTB, MPEAHA3HAYCHHBIX IS IPOBEPKH KOJOB
MapKUpPOBKH, JTUOO BKIIOYAIOIIEE B CBOM COCTaB TEXHUYECKOE CPEACTBO MPOBEPKH KOJOB MPOBEPKH,
B OTHOIIIEHUH KOoTOporo denepanbHOl ciry:k00it 6e3omacHocTr Poccuiickoit denepariuu BeIaH TOKYMEHT
0 €ro COOTBETCTBHH YCTAHOBIIEHHBIM TPEOOBaHUSAM K MIU(POBAIBHBIM (KpUIITOTpadUIECKIM) CpeAcTBaM
3aIuThl UHPOPMALIMU, JEHCTBYIONIUM B OTHOUICHUH IMH(POBANBHBIX (KpUNTOrpadUYECcKuX) CpencTB,
MpeIHa3HAYEHHBIX [Tl IPOBEPKH KOJIOB MAPKUPOBKU;

"hacoBka  (ymakoBKa)  JIGKApCTBEHHOTOo  TMpemapara"’ -  MPOU3BOJACTBEHHAas  CTafus,
MpelycMaTpuBarolas MOMEIIeHHE JIGKAPCTBEHHOTO MpernapaTa B MEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO
npernapaTa Wid BO BTOPHUYH MOTPEOUTENHCKYIO) YIAKOBKY JIEKAPCTBEHHOTO Mpernapara;

b

"IMUTEHT KOJa HWAEHTHU(PUKALHUU TPETUYHON TPAHCIOPTHOM YyHakoBKU'" - CyOBEKT oOpalieHus
JIEKApCTBEHHBIX CPEICTB, OCYIIECTBISAIOMUN (OpPMUPOBAHME M HAHECEHHWE TPYIIOBOTO KoJa
Ha TPETUYHYIO (TPAHCHOPTHYIO) YIIAKOBKY JIEKAPCTBEHHBIX MPENapaToB;

"IMHUTEHT CPEACTB UACHTUDHUKAIMU" - TPOU3BOJUTEINb JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBIISIOMINI
MIPOU3BO/ICTBEHHYIO CTaJHI0 (pacoBKU (YHAKOBKH) JIEKAPCTBEHHOI'O Iperapara ¢ HaHECEHHEM CpENCTB
UACHTU(HUKAIIMY HAa BTOPUYHYIO (TOTPEOUTENLCKYIO0) YIAKOBKY JISKapCTBEHHOI'O MpenapaTa (a mpu ee
OTCYTCTBMH - Ha IEPBUUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO IIPENapara), - Ipy IpOU3BOICTBE JIEKAPCTBEHHOTO
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npenapara Ha Tepputopun Poccuiickoit @enepanuu, win aepxaTeiab Tu00 BiIaaeNel] perucTPalMOHHOTO
YIOCTOBEPEHHUsI JIEKAPCTBEHHOIO0 IIpemapaTa (Jajee - PErucTpPallMOHHOE  YIOCTOBEPEHUE) —
IIpY IPOU3BOJACTBE JIEKAPCTBEHHOIO IIpemnapara BHe Tepputopuu Poccuiickoin @Penepanuu, HWiu
IIPEACTABUTENBCTBO MHOCTPAHHON OpraHu3anuu Ha teppuropun Poccuiickon @enepann, sBISIOLICHCS
JeprKaTeseM JIM00 BIIaJeNbIeM PETUCTPAIIMOHHOTO YI0OCTOBEPEHUSI, - TIPU MPOU3BOICTBE JIEKAPCTBEHHOTO
npemnapara Bae Tepputopun Poccuiickoit @enepanuu.

(1. 2 B pen. Tlocranosnenus [pasurensctBa PO ot 21.07.2020 N 1079)

Il. XapakTtepuctukm cpeacrea naeHtTudukaumm, nopsaaok ero
HaHeceHUA U TpeboBaHUA K CTPYKType u chopmaTty uHcpopmauum,
KOTOPYIO COAEPXUT CPeaAcTBO naeHTUdMUKaumm

3. CpenctBo WAEHTH(HKANMK TPH HAHECEHHWH HAa BTOPHYHYIO (TIOTPEOHTENBCKYIO) VYIIAKOBKY
JIEKapCTBEHHOI'0 Ipemnapara (B cCilydyae €€ OTCYTCTBHSl - Ha NEPBUYHYIO YIAKOBKY JIEKAPCTBEHHOTO
Ipernapara) COOTBETCTBYET CIEAYIOIIUM XapaKTepUCTUKAM:

a) IByXMEpHbI IITPUXOBOW KOJ HAHOCUTCS TOYEYHBIMH CHMBOJIAMH B  COOTBETCTBUU
¢ TpeOOBaHMUSIMH HaIMOHATBHOTO cTaHmapTa Poccuiickoit ®eneparuu (TOCT P UCO/MBK 16022-2008
"ABToMatnueckas wuneHTuukanusa. Komupoanume mrpuxosoe. Cneundukanus cumBoiauku Data
Matrix"), KOTopbIil yTBepKIeH nprka3zom denepaibHOro areHTCTBA 10 TEXHUYECKOMY PETyIUPOBAHUIO U
METPOJIOTUH;

0) IBYXMEpHBI INTPUXOBOM KOJI HAHOCUTCA C YpOoBHEM Kkiacca kadectBa C WM BbIIIE
B COOTBETCTBUHM C TpeOOBaHUSAMHU HAIMOHAIBLHOTO cTaHnapta Poccuiickoit ®Pepepanuu (I'OCT P
NCO/MDK 15415-2012 "UrdopManiioHHBIE TEXHOJOTUH. TEXHOJIOTUU aBTOMAaTUUECKOU HICHTU(PUKAITAN
1 cOopa naHHbIX. Crienu@uKanus UCTIHITAHUH CHMBOJIOB IIITPUXOBOTO KOJIA ISl OIICHKH Ka4eCTBa MEYaTH.
JIBymMepHBIC CHMBOJIBI"), KOTOPBIM YTBEpXKACH IpHrKazoM denepaibHOTO areHTCTBA IO TEXHHUYECKOMY
pEryIupOBaHUIO U METPOJIOTHH,

B) IBYXMEPHBIH IITPUXOBON KOJ HAHOCHTCS TI€UaThIO C MCIOJIb30BAHUEM METOJa KOPPEKIIHMH
omm6ok ECC-200 B cOOTBETCTBUU ¢ TpeOOBAHUSAMH HAIIMOHAIBHOTO cTaHmapta Poccuiickoit deneparuu
(TOCT P HUCO/MDK 16022-2008 "Aromartuueckass uaeHTHHUKaIMsS. KoaupoBaHHE IITPHUXOBOE.
Crnenudukanus cumBoinuku Data Matrix"), koTopblil yTBepkaeH npukazom DenepalbHOTO areHTCTBa
M0 TEXHUYECKOMY PETYJIUPOBAHHUIO U METPOJIOTUH;

) IPM HAHECEHUHU CPEeJCTBa HACHTU(UKALUU JEeKapCTBEHHOro mpemnapara ucrnoibdyercs ASCII
KOJIMPOBaHWE Ha OCHOBE HAIIMOHAJILHOTO cTannapTa Poccuiickoit @eneparuu (I'OCT P MCO/MBK 16022-
2008 "Amromarnueckas uneHtudukanus. Koguposanue mrpuxoBoe. Cnenudukanus cumBoaruku Data
Matrix"), KOTOpBIi yTBEpKIeH nprka3zom DenepanbHOro areHTCTBA M0 TEXHUYECKOMY PETyIUPOBAHUIO U
METPOJIOTHH.

4. CBenieHMsl, cofeprKallrecs B CPeICTBE WACHTH(MKALMM, HAHOCATCS IMPOU3BOAUTENIEM B BUJE
JBYXMEPHOI'O HITPUXOBOI'O KOJAa METOJIaMHM [€4aTH Ha BTOPHUYHYIO (HOTPEOMTENBbCKYIO) YHAKOBKY
JIEKapCTBEHHOT0 IMpemnapara (B cilyyae €€ OTCYTCTBUS - Ha IEPBUUHYIO YHAKOBKY JIEKapCTBEHHOI'O
mpernapara) WJId TeyaTM Ha MaTepUallbHbIi HOCUTENb (ITUKETKY), HE JOMYCKAIOIIUMHU OTIENCHHS
MaTepHAILHOTO HOCHUTENs, COJEPIKAILEro CpeicTBa HMIACHTU(UKAIUHM, OT YIMAKOBKH JIEKAPCTBEHHOTO
npemnapara 0e3 HOBpeXICHHUH.

(8 pen. IlocranoBnenus IpaButensctBa PO ot 30.08.2019 N 1118)
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B cinydae BBO3a B Poccuiickyro Penepaumio Ipu IPOU3BOACTBE BHE Teppuropuu Poccuiickoit
@enepauyu (32 HCKIIOYEHHEM JIEKAPCTBEHHBIX IIPENapaToB, BBO3UMBIX M3 TOCYAApCTB - UJICHOB
EBpa3uiickoro 5KOHOMHYECKOIO CO03a) MapTUU JIEKAPCTBEHHOIO Ipenapara JOIyCKAaeTCsl HaHECEHHUE
JBYXMEPHOIO UITPUXOBOTO KOJA METOJOM Il€4aTM Ha MaTepUalbHbIi HOCHUTENb (STUKETKY),
HE JIOIYCKAIOIIUM  OTHEJICHUs] MAaTepUalIbHOTO HOCHUTENS (ITHKETKH), COAEPIKAIIEro CPeACcTBO
UACHTU(HUKAIMKA, OT YIAKOBKH JIEKQpPCTBEHHOTO TNpenapata 0e3 MOBpPEXAEHHUH, € MOCIEIyIOIUM
HAaHECEHHUEM MAaTepHaJbHOTO HOCHUTENs (3TUKETKM) Ha BTOPUYHbBIE (NOTPEOUTEIBCKUE) YIAKOBKU
JIEKapCTBEHHOT'O Mpenapara (B cliyyae UX OTCYTCTBUS - IEPBUYHbIE YITAKOBKH JIEKAPCTBEHHOT'O Mpenapara)
Ha TaMOKEHHOM CKJIaJIe, aJpec KOTOPOro yKa3aH B KaUeCTBE aJpeca MeCTa OCYILECTBIICHUS IeTEIbHOCTU
B JINLIEH3UU Ha (apMalleBTUYECKYIO JESTEIbHOCTh OpraHU3alii, OCYILECTBIISIONIEH ONTOBYIO TOPTOBIIIO
JIEKapCTBEHHBIMU CPEJCTBAMHU.

(BBenen I[MocranoBnenuem [pasutenscta PO ot 21.07.2020 N 1079)

5. Madopmanus, coaepskamascs B CpeCTBE UACHTU(HUKAIINN, HUMEET CIECIYIOIIYIO CTPYKTYPY:
npu3HaK cuMBoJMkH Data Matrix - cumBos1, nMmeroruii ko 232 B Tadnuie cumBosioB ASCII;

nepBasi rpymnmna JaHHbIX - TTI00anbHbINA UACHTU(PUKAIMOHHBINA HOMEP TOProBON €IMHUIIbI, COCTOSIINI
u3 14 undpoBbIX CUMBOJIOB, KOTOPOMY MpeAIIecTBYET naeHTuGuKaTop npuMmenenus (01);

BTOpasi Trpynna AaHHBIX - WHIWBUIAYAJIbHBIM CEpUMHBI HOMEP TOPrOBOM €IMHUIIBI, COCTOSILIHIA
n3 13 cumBOJIOB 1M (ppoBOH WM OYKBEHHO-IIM(MPOBOM IMOCIEIOBATEILHOCTH (JaTHHCKOTO ayiaBuTa),
KOTOPOMY MPEIIeCTBYeT HACHTH(UKATOP MpuMeHeHus (21). 3aBepInaroniuM CHMBOJIOM ISl 3TOW TPYIIITHI
JAHHBIX SBJISIETCS CHEIUATBHBIN CUMBOJI-pa3e/IuTeNb, UMetomui ko 29 B Tabnuiie cumBosioB ASCII nmu
cumBoa @YHKIIMA 1 (FNCL);

(8 pen. ITocranosnenus [IpaButensctBa PO ot 20.03.2020 N 311)

TPEThs TPYIINA NAaHHBIX - WICHTUPHUKATOP (MHIMBHUIYaTbHBIN MOPSAKOBBII HOMED) KITI0Ya IIPOBEPKH,
MPEOCTABISIEMbId AMHUTEHTaM CPEACTB WICHTH(HKAIIMU ONEPATOPOM CHCTEMbl MOHUTOPHHTA B COCTaBE
KOJIa TIPOBEPKU B COOTBETCTBHH C HacTosimuM [lonoxennem, cocTosuuii u3 4 CAMBOJIOB (IIU(P, CTPOUHBIX
Y MPOTMCHBIX OYKB JJATUHCKOTO alipaBUTa), KOTOPOMY IIPEAIIESCTBYET HAeHTU(UKATOp TpuMeHeHus (91).
3aBepuIalonM CUMBOJIOM ISl 3TOW TPYIIBI JAHHBIX SIBJISIETCS CIHEIMATbHBIA CHMBOJI-Pa3/ICiIHTENb,
umeromuii ko 29 B tabmuie cumBojioB ASCI wmm cumoa ®YHKIMA 1 (FNCL);

(8 pen. ITocranosnenus IIpasutensctBa PO ot 20.03.2020 N 311)

4yeTBepTas Ipylnma JaHHbIX - 3HAYEHHME KOJa MPOBEPKH, MPEIOCTaBISIEMOE SMHUTEHTaM CpEICTB
UACHTU(GUKAIIMM ONEpaTOPOM CUCTEMbl MOHUTOPMHIAa B COCTaBe KOJa IPOBEPKH B COOTBETCTBUHU
¢ HacTosiuM [losioxkeHreM, KOTOpoMy IMpeaIIecTBYeT uaeHTHGUKaTop npumenenus (92), u cocrosiee
u3 44 cumBOJOB (UM(pP, CTPOUYHBIX M HPOMHMCHBIX OYKB JIATUHCKOTO aji(haBUTA, a TaKKe CIEeLUaIbHBIX
CHUMBOJIOB).

(8B pen. Iloctanosnenus IpaBurtensctBa PO ot 30.08.2019 N 1118)

AG3anbl cepbMol - aecaThId yrpatuiu cuiy. - [loctanoBnenue IIpasurensctea PO ot 30.08.2019
N 1118.

I'pynmbl JaHHBIX JOJKHBI pacoJiararbes MOCIEA0BATENBHO - OT IEPBOU K YETBEPTOM.
(8 pen. IlocranoBnenus IpaButensctBa PO ot 30.08.2019 N 1118)
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"O6 yrBepxneHny [To0KeHNs 0 CHCTeMe MOHHTOPHHTA....

WuauBUyaibHBIA CEPUITHBI HOMEp TOPTOBON €AMHUIIBI TEHEPUPYETCS C yIETOM 00ECIIEUEHHUs €T
YHHUKAJIBHOCTH ISl K&KJOTO TII00AIBHOTO WACHTH()PUKAIMOHHOTO HOMEpa TOProBOil €IMHUIIBI B TEYCHUE
BCEro CpoKa (pyHKIIMOHUPOBAHHS CHCTEMBbI MOHUTOPHHTA.

I'moGanbHblli MACHTU(UKATMOHHBIH HOMEp TOPrOBOW €IWHHIGI M WHIMBHIYAIbHBIH CEPHITHBIN
HOMEP TOProBOM €IMHUIIBI TyOJINPYIOTCS B BUJI€ YUTAEMOTI'0 [IEYaTHOTO TEKCTA.

lll. Mopsiaok nony4yeHusa KOAOB MapKUPOBKU, (hopMUpoBaHUs
KOAOB UAEHTUMMKALMKN TPETUYHOMN (TPAHCMOPTHOMN) YNaKOBKU JIEKAPCTBEHHOIO
npenapara M Ux peructpaumm B CUCTeMe MOHUTOPUHra
(Haum. B pen. [Tocranosnenust [IpaBurenscra PD ot 20.03.2020 N 311)

6. [TomydyeHue SMUTEHTAMH CPENICTB MACHTU(UKAIIUN OT OIepaTopa CUCTEMbl MOHUTOPHHTA KOJOB
MapKUPOBKH OCYHIECTBIISIETCS C UCIOJIB30BAHUEM YCTPONUCTB PETUCTPALIUN IMHUCCHH.
(B pen. Iloctanosnenus IlpasurensctBa PO ot 30.08.2019 N 1118)

7. DMUTEHT CpEACTB HAECHTU(UKALNUK, 3apETUCTPUPOBAHHBIH B CHCTEME€ MOHMTOPUHIA,
MNpEACTABIACT OIEPATOPY CHUCTCMBI MOHUTOPHHIA 3asdBKY Ha IMOJIYYCHHUC KOJOB MApPKHUPOBKH. 3asgBka
HaIpaBJIIeTCS  MOCPEACTBOM  HCIOJB30BAaHHUS  YCTPOMCTB  pETUCTpanuu  sMuccuu. llpum  sTom
BSaI/IMOJIeI\/'ICTBI/Ie yCTpOﬁCTB perucTpanv SMUCCHU C I/IH(bOpMaIII/IOHHI)IMI/I CUCTEMAaMHU DMUTCHTA CPECACTB
UICHTU(PUKAIIMN OCYILECTBISETCS C HCIOJIb30BaHHWEM (DOPMATOB JaHHBIX, Pa3MEIIAeMbIX OMEpPaToOpoM
CUCTEMbl MOHUTOPUHTA Ha OQUIIMAILHOM CalTe Oneparopa CUCTEMbl MOHUTOPUHTA B HH(POPMAIIMOHHO-
TEJIIEKOMMYHUKAIIMOHHOW ceTu "MHuTepHeTr". 3asBKa Ha MOJy4EHHE KOJOB MApKUPOBKHU COJICPIKUT:

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

a) KOJ UACHTU(UKAIMH B cirydae (pOpMHUPOBAaHUS WHIAMBHUIYAIEHOTO CEPHITHOTO HOMEpa TOPrOBOU
€IMHUIIBI DMUTEHTOM CPEJICTB HICHTH(DUKAIINY;
(8 pen. ITocranosnenus [IpasutensctBa PO ot 20.03.2020 N 311)

0) r106anpHBIA MACHTU(PUKAIIMOHHBIN HOMEpP TOPrOBOM €IMHUIIBI U KOJUYECTBO MHIUBUIYATbHBIX
CepUUHBIX HOMEPOB TOProBOM eIMHUIIBI B ciay4yae (OpMUPOBAHUS MHIWBUIyaJIbHOTO CEPUMHOTO HOMEpa
TOProBOM €MHUIIBI ONIEPATOPOM CUCTEMBI MOHUTOPHUHTA.

8. Kox mMapkupoBkH (popMuUpyeTCsi OIepaTopoM CUCTEMbl MOHHUTOPUHTA TIYTEM MPHCBOCHHS KOJIOB
MPOBEPKH U KaXJIOTO KOJia HMICHTU(UKAIMKM M BKJIIOYACTCS B PEECTP CPEACTB WACHTH(PHUKAIUU
oreparopa CHCTEMbl MOHUTOPHHTA.

(8 pen. ITocranosnenus IpasutensctBa PO ot 20.03.2020 N 311)

Omnepatop CUCTEMbl MOHUTOPUHIA HE MO3/IHEE 2 YaCOB C MOMEHTA MOJIy4€HHs 3asIBKU Ha MOJy4YeHUe
KOJZIOB MapKHUPOBKM HANpaBiIseT SMUTEHTY CPEJICTB HIECHTH(UKALUU CIUCOK C(HOPMUPOBAHHBIX KOJIOB
MapKUPOBKH.

(B pen. IloctanoBnenus IpaBurtensctBa PO ot 30.08.2019 N 1118)

81. OMUTEHTaM CpCACTB I/II[eHTI/I(l)I/IKaI_II/II/I OTKa3bIBACTCd B  BbIAAYC KOJOB MApKHUPOBKU
o CJICAYOIIHUM IIPpUYINHAM:

a) OTCYTCTBHC B 3asBKC HaA IIOJIYUCHUC KOJOB MapKHUPOBKU CBCﬂCHHﬁ, NpeaAYCMOTPCHHBIX MYHKTOM 7
HaCTOAIICTO HOJIO)KCHI/I}I;
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0) OTCYTCTBHE CBEJCHHUW O PErHCTpAlliFl SMUTCHTA CPEACTB HUICHTH(PHUKAIMH B CHCTEME
MOHHUTOPHHTIA;

B) OTCYTCTBHE y OTIEpATOpPa CUCTEMbI MOHUTOPHUHTA CBEACHHI 00 YCTPOMCTBE PErUCTpaIlUi SMUCCHH,
C UCIOJIb30BAaHUEM KOTOPOTO HaIlpaBJieHa 3asiBKA Ha MOJYYEHHE KOJOB MapKUPOBKU;

I') HaJIMYKE paHee 3aperucTPUPOBAHHBIX B CUCTEME MOHUTOPUHIA CBEJEHUM O KO/1€ MIEeHTU(UKALIUY,
MPEACTABICHHOM B COOTBETCTBHH C MOITYHKTOM "a" myHkTa 7 Hactosiero [lonoxenus;
(B pen. [Mocranosnenus [IpaBurensctBa PO ot 20.03.2020 N 311)

1) OTCYTCTBUE B CHUCTEME€ MOHUTOPUHIA CBEIEHUIl O I00anbHOM MJIEHTH(UKALMOHHOM HOMEpE
TOProBOW €IUHMIIBI, MPEICTABIEHHOM B COOTBETCTBHUM C MNOJANYHKTOM "O" myHKTa 7 HaCTOSIIEro
[Tonoxenus.

(n. 8! BBenen Iocranosnenuem Ipasurensctsa PO ot 30.08.2019 N 1118)

9. Omeparop cHCTEMBI MOHUTOPHHTa OOECIEYMBAET  IOJIyYCHHUE OMHTCHTAMU  CPEJICTB
UJEHTU(DUKAIIMHA KOJIOB MAapKHUPOBKH TOCPEJICTBOM OCHAIIEHUS SMUTEHTOB CPEACTB HWIACHTU(DUKAIIUN
YCTPOMCTBaAMHU PETUCTPALIUNA SMHUCCHUH.

OcHarienne YMUTEHTOB CPEICTB HACHTU(PUKAIIMKA YCTPOUCTBAMHU PETHCTPAIIMUA SMUCCHUH, BKITFOYAs
ofOecrieyeHre yHAJCHHOTO JIOCTyHa K YCTPOWCTBY pPETHCTpallMM 53MUCCUH, Pa3MEIIEHHOMY
B UH(paACTpyKType olepaTopa CHCTEMbl MOHHMTOPHHIA, OCYHIECTBIISIETCS OIEPATOPOM CHCTEMBI
MOHHUTOPHHIra Ha 6€3BO3ME3THON OCHOBE. B 1LIesX TakoTo OCHAILIECHHS SMUTEHT CPEICTB UACHTHU(PUKAIIUN
3aKJII0YaeT C ONEepPaToOpoM CHCTEMbl MOHUTOPUHIA JOTOBOPBI, COJEpallde B TOM YHCIE YCIOBHS
MPEIOCTABJICHUS YCTPOMCTBA pErucTpalii AMHCCMM W €ro perjaMeHTHOTO OOCITyXUBaHUS
Ha 6€3BO3ME3/IHOM OCHOBE WUJIU YCJIOBUS OKa3aHUs YCIIYTH 110 MIPEJOCTABICHUIO YCTPONCTBA pErUCTpaliui
SMUCCHH, Pa3MELIEHHOTO B HHPPACTPYKType ONEpaTopa CUCTEMbl MOHUTOPUHTA, ITyTEM IMPEI0CTABICHUS
yAaJeHHOro JOCTyHa K HeMy Ha 0e3Bo3Me3qHON ocHoBe. Pemienne o BbIOOpe croco0a OCHAIIeHUS
MPUHUMAETCd OSMUTEHTOM CpeAcTB uAeHTU(ukanuu. TumoBas ¢opma yKa3aHHBIX JOTOBOPOB
yTBepk1aeTcsi MUHHCTEPCTBOM MPOMBIIIJIEHHOCTH U TOProBiik Poccuiickoit denepanuu.

OcHarnieHne SMUTEHTOB CPEACTB WACHTHU(UKAIIMKM, HE MPHU3HABAEMBIX HAJIOTOBBIMH PE3UJICHTAMH
Poccuiickoit denepanyiu U HE UMEIONIUMX MPEACTABUTENILCTB HAa TeppuTopuu Poccuiickoin denepanuu,
YCTPOMCTBAMHM PETUCTPALlMA 3MHCCHM, a TaKXKe 3aKI0YEHHE JOTOBOPOB C OIMEPATOPOM CHCTEMBI
MOHHUTOPHHTA, IPETYCMOTPEHHBIX ab3alleM BTOPBHIM HACTOSIIEro MyHKTa, MOTYT OCYHIECTBIATHCS 4Yepes3
YIIOJTHOMOYEHHOTO TIPEICTaBUTEIS.

(. 9 B pen. [locranoBnenus [IpaBurensctBa PO ot 30.08.2019 N 1118)

9. DMuTEHT cpefcTB HAEHTH(UKALMHE HOCIE TONydeHHs KOJA MAapKUPOBKH OOECHEeYMBAET €ro
npeoOpa3oBaHUE B CPEJCTBO HAECHTH(MKAIMM, HAaHECEHUE CpE/ICTBAa MIACHTU(UKAMM HAa BTOPUUYHYIO
(MOTpeOUTENbCKYIO) YMAKOBKY JIEKAPCTBEHHOIO INpemnapaTta (a IpuU €€ OTCYTCTBHM - Ha MEPBUYHYIO
YIIaKOBKY JIEKAPCTBEHHOTO MpenapaTa) Ui Ha MaTepualbHbIi HOCUTENb (3TUKETKY) U MEePeaeT B CHCTEMY
MOHHUTOpPHUHIA CBEACHUS O HAHECEHMM CPEJICTBA MJICHTU(UKALMU B COOTBETCTBMU C ab3alleM MepBbIM
nyHkTa 35 wim myHkToM 36 Hactosero [lookeHus He mo31Hee HaCTYIUIEHHs OTHOM U3 CIEIYIOIUX JaT:

BBOJ B 000pOT JIEKapCTBEHHOTO IpenapaTa, Ha YIMaKoBKY (3TUKETKY) KOTOPOTO HAHECEHO CPEJICTBO
UACHTUHUKAIMY, TPeoOpa3oBaHHOE W3 COOTBETCTBYIOLIETO KOJa MAapKUPOBKH, MHpPU TNPOU3BOCTBE
JIEKapCTBEHHBIX IIpenapaToB Ha Teppuropun Poccuiickoii @enepanuy;

www.consultant.ru Crpannna 12 u3 75
HajIe:KHAsl IPAaBOBas MO/AJePKKA


http://www.consultant.ru/
http://www.consultant.ru/

ITocranosnenue I1paButenscrea PO or 14.12.2018 N 1556
(pex. or 21.07.2020)
"O6 yrBepxneHny [To0KeHNs 0 CHCTeMe MOHHTOPHHTA....

Hoxyment npenocrasiieH Koncynbranrlltoc

JOCTaBKa JIEKApCTBEHHOTO Mperapara B MECTO IPUOBITHS Ha TeppuTopun Poccuiickoit @enepannu u
[I01aYM TAMOYKEHHOMW JIeKJIapallii Ha TOBapbl B MIPOLIEYPE BBIITYCKA JUIsl BHYTPEHHETO NOTPEOIECHUS WU
[I0IaYM TaMOKEHHOW JIeKJapallid Ha TOBapbl B IPOLEAYpPE BBINIyCKa A BHYTPEHHEro MOTPEOIeHUs
JIEKapCTBEHHOTI'O Ipenapara, MapKupoOBaHHOTO HA TAMOKEHHOM CKJ1aJle B COOTBETCTBUU C a03a1leM BTOPBIM
nyHkTta 4 Hacrosuero [lonoxeHus, Ipu MPOU3BOJCTBE JIEKAPCTBEHHBIX IPENAapaTOB BHE TEPPUTOPHUU
Poccuiickoit ®enepannn (3a UCKIOYEHHEM JIEKAPCTBEHHBIX IPENapaToB, BBO3UMBIX U3 TOCYIapCTB -
wieHOB EBpa3uiickoro SkOHOMHUYECKOT0 CO03a);

BB03 B Poccuiickyto ®eneparuio Ha (apMaileBTHUECKUN CKJIaJ JICKApCTBEHHOTO IIpernapara
IIpY IIPOU3BOJCTBE JIEKAPCTBEHHBIX MPENapaToB BHE TeppuTopun Poccutickoit denepanyu - B OTHOIIEHUN
JIEKAPCTBEHHBIX IIPENAapaToOB, BBO3UMBIX U3 FOCYAapCTB - WICHOB EBPazHiiCKOT0 3JKOHOMHYECKOTO CO03a.

Omara yciyru Mo MpeloCTaBICHHUIO KOJAa MapKHUPOBKH OIEpPaToOpy CHCTEMbl MOHUTOPHHTIA,
npenycMoTpeHHast nocranoBienueM llpaBurenscrBa Poccuiickoit denepanun ot 8 mas 2019 r. N 577
"O6 yTBep)KJIeHUM pa3Mepa IUIaThl 3a OKa3aHWE YCIYT IO TMPEJOCTaBICHHIO KOJIOB MapKHPOBKH,
HEO0OXOIUMBIX Al GOPMUPOBAHUS CPEICTB MAECHTU(GUKAUUU U 0OecreyeH!s] MOHUTOPUHTA JBMXKEHUS
TOBApOB, MOJUIEKAIINX 0053aTeIbHON MapKUPOBKE CPEJACTBAMH UICHTH(PHUKAIIUH, a TAKXKE O MOPSJIKE ee
B3UMaHUs", MPOU3BOAUTCA SIMUTEHTOM CPEACTB UAECHTU(UKALUU 10 JAThl MOJy4YEHHUS KOJa MapKHUPOBKH
niu B TeueHue 180 kaneHaapHbIX JHEH ¢ AaThl OJIYYEHHs KOJIa MapKUPOBKH, HO HE MTO3/IHEE HACTYILUICHUS
OJHOM U3 CIEIYIOIINX JaT:

BBO/JI B 000pOT JIEKAPCTBEHHOTO Tpernapara, Ha YIakoBKY (3TUKETKY) KOTOPOrO HAHECEHO CPEICTBO
UIAeHTU(PUKAIIMY, MPeoOpa3soBaHHOE M3 COOTBETCTBYIOIIETO KOJA MapKHPOBKH, MPH MPOU3BOJCTBE
JIEKapCTBEHHBIX MpENapaToB Ha Tepputopun Poccuiickoit @eneparuu;

JIOCTaBKa JIEKAPCTBEHHOTO TIpenapara B MeCTO IpHOBITHS Ha TeppuTopun Poccuiickoit deaepanun u
M0IaY¥ TAMOXKEHHOM JIeKJIapalliy Ha TOBapbl B MPOLIEYPe BBIITYCKA ISl BHYTPEHHETO MOTPEOICHUS WU
MOJIaYdl TaMO>KEHHOW JIeKJapallid Ha TOBapbl B IMPOLEIype BHIMYCKa JUIsl BHYTPEHHETro MOTpeOieHus
JIEKapCTBEHHOT'O Mpernapara, MapKupOBaHHOTO HA TAMOKEHHOM CKJIa/ie B COOTBETCTBUU € a03a1ieM BTOPbIM
nyHkTa 4 Hacrosimero [lonoxeHus, Ipu MPOU3BOJCTBE JEKAPCTBEHHBIX IPENapaTOB BHE TEPPUTOPHU
Poccuiickoit denepannn (3a UCKIIOUYEHHUEM JIEKAPCTBEHHBIX MPENapaToB, BBOSUMBIX U3 TOCYAAPCTB -
4yieHOB EBpa3uiickoro s5kOHOMHUYECKOTO CO03a);

BB03 B Poccuiickyio ®enepanuio Ha ¢apMaleBTUYECKHIl CKIJIa] JIEKapCTBEHHOTO IperapaTa
IIPH MPOU3BO/ICTBE JIEKAPCTBEHHBIX MpenapaToB BHE Tepputopun Poccuiickoit @epepaliu - B OTHOLICHUU
JIEKapCTBEHHBIX MIPENapaToB, BBO3UMBIX U3 TOCYAAPCTB - WieHOB EBpaznuiickoro 3kOHOMUYECKOTO COI03a.

Ilpu 3TOM oOmepaTrop CHCTEMbl MOHHUTOPHHra pPErHCTPUpPYeT (BHOCHT) B CHCTEME (CHCTEMY)
MOHHUTOpPUHTa MH(OPMAIIMIO O HAHECEHUH CPEICTBAa MIACHTH(HKAINHU, YKa3aHHYI) SMUTCHTOM CpPEICTB
UICHTU(DUKAIINHI B CBEICHUSAX O HAHECEHUU CPEJICTBA UACHTU(UKALIUHY, TIOCTIE MOTYUYeHHUS OTUIAThl YCIYTH
M0 MPEAOCTaBICHUIO KOJAa MAapKUPOBKH, MPEeoOpa3OoBaHHOTO B  COOTBETCTBYIOIIEE  CPEACTBO
UICHTUPHUKAIIH.

Pemenue o BBI60pe croco0a oIIaThl YCIYTU 11O IMPEAO0CTABJIICHUIO KOJJda MAPKUPOBKU MMPUHUMACTCA
OMHUTCHTOM CPEACTB I/II[eHTI/I(i)I/IKaI_II/II/I.

B CJIydac €CJIM OIulaTa yCIIYTH IO NPECA0CTABICHUIO KOJd MApPKUPOBKU OCYHICCTBIACTCA OMUTCHTOM
CpCACTB I/I,Z[CHTI/I(I)I/IKB.I_[I/II/I A0 NpCACTABJICHUA UM B CUCTEMY MOHUTOPHHTA CBEJICHU 0 HAaHECEHUH cpeacTBa
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UICHTU(HUKAINH, TPEOOPa30BAHHOTO U3 COOTBETCTBYIOIIETO KOJIa MAPKUPOBKH, TaKasl yCIIyra Mpru3HAETCs
OKa3aHHOM OIepaTopoM CHUCTEMbl MOHHUTOPMHTAa B MOMEHT TIOJIYYCHHUS] HSMHUTEHTOM CpEICTB
UICHTH(HUKAITNY OTIAYEHHBIX KOJIOB MAPKHPOBKH.

B cnyuae ecnu omutara yciayru o nNpeaocTaBiICHHIO KOJ1a MApKUPOBKH OCYLIECTBIISIETCS SMUTEHTOM
CpeACTB MACHTHU(HUKAIMKA TOCIE MPEICTABICHUS UM B CHCTEMY MOHUTOPHHIA CBEJICHHA O HAaHECEHUH
cpeacTBa WACHTU(HUKAINH, TPEoOPa30BaHHOTO M3 COOTBETCTBYIOIIETO KOJa MAapKHPOBKH, TakKas yciyra
MIPU3HAETCSl OKAa3aHHOW OIEpaTOpoOM CHCTEMbl MOHUTOPHMHIA B MOMEHT pPErucTpauuu (BHECEHMUS)
OIEepaTOPOM CHCTEMbl MOHMTOPHHIA B CHUCTEME (CHCTEMY) MOHUTOPUHIA MH(OpPMaLUK, cCoJepKalieics
B CBEJICHUSX O HAHECEHUM CpE/ICTBa UACHTU(UKALMU, MpeoOpa3oBaHHOIO U3 COOTBETCTBYIOLIETO KOJa
MapKHUPOBKH.

B cnydae ecnm B coorBercTBUM ¢ mocTtaHoBieHueM lIpaButensctBa Poccuiickon denepanuu
ot 8 mast 2019 r. N 577 "OO6 yTBepKIcHHH pa3Mepa IJIaThl 32 OKa3aHUe YCIIYT 10 MPEOCTABICHI O KOJIOB
MapKUPOBKH, HEOOXOAUMBIX JUIsl GOPMUPOBAHUS CPEJICTB UICHTU(PUKAMU U 00ecrieYeHsI MOHUTOPHHTa
JBUKEHHSI TOBapOB, MOJJIEKAIIMX 005S3aTeNbHON MapKUPOBKE CPEICTBaMU HJIEHTHU(UKALMU, a TaKke
0 MOPSIJIKE €€ B3UMaHMs" yciIyra Mo MpeaoCcTaBIeHUI0 KOJa MapKUPOBKH HE MOJIEKUT OIUIaTe, SMUTEHT
CPEICTB HJEHTHU(UKALMK TOCie IMOJy4YeHHs KOJa MapKUPOBKH oOOecreunBaeT ero mnpeoOpa3oBaHHe
B CPEICTBO UACHTU(UKAIINHN, HAHECEHUE CPEACTBA MACHTH(UKAIMK HAa BTOPHYHYIO (TTOTPEOUTETHCKYIO)
YIaKOBKY JIEKAPCTBEHHOTO Ipernapara (a MpHu ee OTCYTCTBUU - Ha MEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO
npenapara) Wil Ha MaTepHaIbHBIA HOCHUTEINb (3TUKETKY) U B TeueHune 180 kajaeHAapHBIX JHEH mepeaaet
B CHUCTEMY MOHUTOPHUHIA CBEJICHHUS O HAHECEHUU CPEACTBAa MAECHTU(UKALNU B COOTBETCTBUU C ab3alem
MepBbIM MyHKTa 35 wik nmyHKTOM 36 Hacrosiiero IlosoxeHus, HO HE MO3JHEE HACTYIUJICHUS OIHOM
U3 CIEeAYIOIINX JIaT:

BBO/JI B 000pOT JIEKAPCTBEHHOTO Mpernapara, Ha YIaKoBKY (3TUKETKY) KOTOPOTO HaHECEHO CPEJCTBO
UIeHTU(PUKAIIMKM, MPeoOpa3oBaHHOE M3 COOTBETCTBYIOUIETO KOJAa MAapKUPOBKH, MpPH IPOU3BOJCTBE
JIGKapCTBEHHBIX MpeENapaToB Ha Tepputopun Poccuiickoit deneparuu;

JI0CTaBKa JIEKapCTBEHHBIX MPENapaToB B MECTO NpuObITUs Ha Tepputopun Poccuiickoit denepanuu
U MOJ]auu TAMO>KEHHOM JIEKJIapallii Ha TOBAphl B MIPOLIEAYPE BHITYCKA AJIsi BHYTPEHHETO MOTPEOICHUS UITU
MOJIaYdl TaMO>KEHHOW JIeKJapallid Ha TOBapbl B IMPOILEIype BHIMYCKa JUIsl BHYTPEHHEro MOTpeOieHus
JIEKapCTBEHHOT'O Mpenapara, MapKupOBaHHOTO HA TAMOXKEHHOM CKJIa/ie B COOTBETCTBUH C a03a1[eM BTOPHIM
nyHkTa 4 Hactosimero [lonoxeHus, Ipyu MPOU3BOJCTBE JEKAPCTBEHHBIX IMPEMapaTOB BHE TEPPUTOPHH
Poccuiickoit denepanun (3a UCKIIOYEHHUEM JIEKAPCTBEHHBIX MPENapaToB, BBOSUMBIX U3 TOCYAAPCTB -
4sieHOB EBpa3uiickoro S5kOHOMHYECKOTO CO03a);

BB03 B Poccuiickyto ®enepanmio Ha (apManeBTHYECKUH CKJIaJ JIEKapCTBEHHOTO Ipernapara
IIPY TIPOU3BOJICTBE JICKAPCTBEHHBIX IPENapaToB BHE TeppuTopun Poccuiickoii deneparyy - B OTHOLICHUN
JIEKapCTBEHHBIX MPENapaToB, BBO3UMBIX U3 TOCYAAPCTB - WieHOB EBpazuiickoro 5KOHOMHUYECKOTO CO03a.
(1. 9 B pen. IMocranosnenus Ipasurenscrsa PO ot 21.07.2020 N 1079)

92, KoJibl MApKHPOBKH aHHYIHMPYIOTCS B CIEIYIOMIUX CIydasX:

a) HapyluicH yCT&HOBJ’ICHHHfI a633HaMI/I IISITBIM - BOCBbMBIM ITYHKTa 91 HacTosero Ilomoxenus CpOK
OIIIAThI YCIIYT 11O MPCAOCTABJICHUIO KOJIda MAPKHUPOBKU;
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0) HapyIlIeH YCTAHOBJICHHBIA a03alaMud TEPBBIM - YETBEPTHIM W (WJIM) TPHUHAIIATHIM -
IecTHAIATEIM MyHKTa 91 HacTosmiero IlonokeHus cpok mepeaun CBEIEHHH B CHCTEMY MOHHTOPHHIA
0 HaHECEHUH CPEICTB UJCHTU(PHUKALIUY.

(1. 9? B pen. Iocranosnenus Ipasutensctea PO or 21.07.2020 N 1079)

9°. B perucTpanum B CHCTeMEé MOHHTOPUHIA CBEJEHHH O HAHECEHMH CPEICTB MICHTU(DMKAIUH
OTKAa3bIBACTCS MO CIAEAYIOIHUM IIPUYUHAM:

a) OTCYTCTBHE KOJIOB MJIEHTU(UKALMM, YKa3aHHBIX B CBEJCHHMSIX O HAHECEHUM CPEJCTB
UJEHTU(PUKAINY, B PEECTPE CPEACTB UACHTU(PUKALIMU OTlepaTopa CUCTEMbl MOHUTOPHHTA;

0) mpeaCTaBJICHUE SOMUTEHTOM CPEJACTB HWJASCHTU(UKAIMKM CBEJACHHM O HAHECEHUU CPEJICTB
UJEHTU(DUKAIIMN TI0 UCTEYCHUHM CPOKa, YCTAHOBJICHHOTO ab3allaMu TMEepBBIM - YETBEPTHIM M (WJIH)
TPUHAUATBIM - HIECTHAAIATHIM MyHKTa 9! HacTosmero [Tonoxenus;

B) OTCYTCTBHE Yy OllepaTopa CUCTEMbl MOHUTOPHHTA CBEJICHHUI 00 yCTPOCTBE perucTpaluiy SMUCCUH,
C UCIOJIB30BAaHUEM KOTOPOI'O MEPEAAHBI CBEICHUS B CUCTEMY MOHHTOPHHIA;

I') OTCYTCTBHE TOJTBEPKICHHSI OIUIaThl KOJOB MAapKHpPOBKH, NpeoOpa3oBaHHBIX B CpeACTBa
I/I)IGHTI/I(bI/IKaIII/II/I, O HAHECCHHMU KOTOPBIX OMUTCHT CPCACTB I/IJIeHTI/I(l)I/IKaHI/II/I nepeaact B CUCTEMY
MOHHUTOPHHIA CBEIEHUS O HAHECEHUHU CPEACTBA UACHTU(DUKALMU, TMPETyCMOTPEHHBbIE a03aleM MepBbIM
nmyHkTa 35 win myHKToM 36 Hacrosiero [lonoxenus.

(1. 9% B pen. IMocranosnenns IpasutensctBa PO ot 21.07.2020 N 1079)

10. Kog wunentudukanmuyu TpeTUYHON (TPaHCHOPTHOM) YITAKOBKH JIEKAPCTBEHHOTO IIpemapara
dbopmupyercsi Ha ocHOBaHMM MexrocymapctBeHHoro cranmapra (I'OCT ISO/IEC 15417-2013
"UndpopManiioHHbIE TEXHOJOTHH. TEXHOJOTMHM aBTOMATHYECKOW HIACHTHU(UKAIMU M cOopa JaHHBIX.
Crnenundukanus cumMBOIMKH MmTpuxoBoro koga Code 128"), KOTOpBIM YTBEp)KIECH MPHUKA30M
@DenepallbHOTO areHTCTBA MO TEXHUYECKOMY PETyJIUPOBAHUIO U METPOJIOTHH, COCTOUT U3 18 mudpoBbIx
CHUMBOJIOB U COJICPKUT CIEAYIOIIYIO CTPYKTYPY JaHHbBIX:

(8 pen. ITocranosnenus [IpasutenscrBa PO ot 21.07.2020 N 1079)

unentuduxatop npumenenus (00);

CHMBOJI PaCIIUPEHUS KOJIa HICHTU(DUKAIIUU TPETUIHOH (TPAHCIIOPTHOM) YITAKOBKH JIEKAPCTBEHHOTO
npernapara,
(8 pen. ITocranosnenus IIpaButensctBa PO ot 20.03.2020 N 311)

peFI/ICTpaHI/IOHHHﬁ HOMCp CY6T>CKT3. O6p8.IJ_IeHI/I$I JICKAPCTBCHHLIX  CpPCACTB, HOJ'Iy‘IeHHHﬁ
B I/IH(l)OpMaI_[I/IOHHOM pecypcee, O6€CH€‘II/IBaIOH_[eM Y4€T U XpaHCHUC JOCTOBCPHLIX HAHHBIX O TOBapax
10 COOTBCTCTBYIOH_ICI\/’I TOBapHOﬁ HOMCHKIIATYpC,

CepUiTHBIN HOMEp TPETUUHON (TPaHCIIOPTHOM) YITAKOBKU JIEKAPCTBEHHOTO Mpernapara,
(B pen. Ilocranosnenus [paButensctea PO ot 20.03.2020 N 311)

KOHTpPOJIbHasA CymMMa (‘II/ICJ'IO, BBIUUCIIAEMOC TI0 CIICNHUAIIBHOMY AJITOPpUTMY U3 MPCAIICCTBYIOUIUX
LII/I(bp " ClIy’Kalee Ui rapaHTu HEJIOCTHOCTU )IaHHLIX).
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CBeneHusi, BKIIOYEHHBIE B KOJA HWIACHTU(UKAMM TPETUYHOM (TPAHCHOPTHOHM) YIAKOBKU
JICKApCTBEHHOTO TpernapaTa, MOryT TyOJIMpOBaThCS B BHJIE YATAEMOTO MEYaTHOTO TEKCTA.
(B pen. [Tocranosnenus [IpaBurensctBa PO ot 20.03.2020 N 311)

Kox wnentudukanum TpeTWyHON (TPaHCHOPTHOM) YIIAKOBKH JIEKApCTBEHHOTO —Ipenapara
IFEHEpUPYETCS U HAHOCUTCA Ha TPETUUYHYIO (TPAHCIOPTHYIO) YIIAKOBKY JIEKapCTBEHHOI'O IIpernapara
SMHUTEHTAMH KOJOB MIECHTH(PHUKALINN TPETHYHON (TPAHCHIOPTHOI) yIAKOBKU JIEKAPCTBEHHOTO IpernapaTa
METOJJaMU IIe4aTh WA STUKETUPOBAHU.

(8B pen. [Tocranosnenus [paBurensctBa PO ot 20.03.2020 N 311)

IV. NMpaBuna cos3pnaHua, BBoAa B 3KCNyaTauuio, aKkcnnyartaumm
M BbiBOAA U3 3KCnsyaTaumMm CUCTEMbl MOHUTOPUHra

11. Co3nanue, pa3BUTHE, BBOJI B SKCILTyaTaIUIO, SKCILTyaTaIlMs U BBIBOJ U3 IKCILTyaTallid CUCTEMBbI
MOHUTOPHHTAa  OCYIIECTBJISIIOTCS ~ OTEPATOPOM  CHUCTEMBI ~ MOHUTOPUHTa 1O  COTJIACOBAaHHIO
¢ MunucrepctBom 3apaBooxpaHeHusi Poccuiickoit deneparuun u denepanpHoil Ciryx001 1O HAI30py
B chepe 37paBOOXpaHEHUS B COOTBETCTBUU C TPeOOBaHUSAMHU K MOPSAKY CO3AAaHUS, PAa3BUTHS, BBOJA
B OKCIITyaTallMkO, OKCILTyaTalluMd W BbIBOJAa M3 OJKCIITyaTaluM TOCYyAapCTBCHHBIX I/IH(bOpMaIII/IOHHI)IX
CUCTEM U JaJIbHEHIIEro XpaHeHMs cojepikalieiics B ux 0a3ax JaHHBIX MHQOpPMAIUH, YTBEPKICHHBIMU
nocranoBieHueM I[IpaBurensctBa Poccuiickoit @enepanmu ot 6 utons 2015 r. N 676 "O TpeboBaHUsIX
K MOPSIAKY CO3JIaHUs, Pa3BUTHUSA, BBOJA B HKCIUIyaTallMIO, SKCIUTyaTallMM M BBIBOJA W3 AKCIUTyaTallUH
roCy/lapCTBEHHbIX HMH(OPMAIIMOHHBIX CHCTEM M JalbHEWINIEro XpaHeHHs cojepkaileics B uX 0azax
naHHBIX HHpopManuu", u HactosuM [lomoxeHuem.

12. Co3pnanue, pa3BUTHE U HKCIUTYaTallUsl CHCTEMbl MOHUTOPUHTA OCYILIECTBIISIOTCS HA OCHOBE:!

a) oOecnieyeHus IMOJIHOTBI, AOCTOBCPHOCTH, COXpPaHHOCTH HpHHHMaeMOﬁ U HepenaBaeMoﬁ
C UCIIOJIB30BAHUEM CUCTEMBI MOHUTOPHHT'A I/IH(l)OpMaHI/II/I, a TaK)KC€ CBOCBPEMCHHOCTH €€ IIPEAO0CTABIICHUA,

0) 0e3BO3ME3AHOCTH TPEIOCTABICHUS ITPOU3BOJAMUTEIISAM JIEKAPCTBEHHBIX CPEACTB COJIEpIKAIICHCs
B CHCTEME MOHUTOPHHTA HHPOPMAIIMH O CEPUAX U MAPTHIX JIEKAPCTBEHHBIX MPEMapaToB, MPOU3BOIUMBIX
MMM U HaXOJISIIUXCS B TpakIaHCKoM 00opoTe B Poccuiickoit deneparuu;

B) CAUHCTBA OPraHu3aliMOHHO-MCTOANYCCKOI'O obOecIieueHus CUCTEMBI MOHHUTOPHUHI'A,

r) oOecrieyeHus] UCIIOIb30BAHUS €IUHBIX PEECTPOB, KIacCU(PUKATOPOB U CIHPABOYHHKOB CHCTEMBI
MOHHUTOPHHTA, B TOM YUCIIE 0053aTeNbHBIX JAJIsl MPUMEHEHUS B HH(POPMAITMOHHBIX CUCTEMaX IOPHINYECKIX
JIUI] ¥ MHAUBUAYAJBHBIX [IPEANIpUHIMATENeH, yka3aHHbIX B yacTsax 7 u 10 cratbu 67 denepanbHOro 3aKkoHa
"O06 oOpareHn JIeKapCTBEHHBIX CPeACTB";

1) oOecrieueH sl periIaMEHTHPOBAHHOTO JIOCTYIA K CUCTEME MOHUTOPHUHTA;
) Oecriepe0oMHOCTH pabOTHI CHCTEMBI MOHHUTOPHHTA.

13. Cucrema MOHUTOpPMHra BBOJMTCS B OKCIUIyaTanuio paboueil rpymnmoi, Qopmupyemoit
OIIepaTopoM CHUCTEMbl MOHUTOPHUHIA C yJacTHEM MpEJCTaBUTENICH 3aUHTEPECOBAHHBIX (eaepaTbHbIX
OpraHOB MCIOJHUTENIBHOM BIIACTH.
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14. Cuctema MOHUTOpPUHIa OOECIIEUNBAET:
a) MPOBEPKY JTIOCTOBEPHOCTH CPEJICTB UICHTH(DHUKAIINH;

6) IMPOCICIKUBACMOCTb ABWIKCHUA JICKAPCTBCHHBIX IPCapaTOB OT IMPOU3BOAUTECIIA JICKAPCTBCHHBIX
CpCACTB 4O KOHCYHOI'O HOTp€6I/IT€JI$I;

B) OJIOKMUpPOBAHHWE NPUHATUS HHPOpPMALMM, NPEICTABIIEMON B COOTBETCTBUM C HACTOSILIUM
[TonoxeHnem B CUCTEMY MOHUTOPHHTA.

15. Cucrema MOHUTOPHHTA COACPKUT CISAYIONTYIO HH(DOPMAITHIO:

a) CBEJICHUS O CYObEeKTaxX OOpalleHHs JICKapCTBEHHBIX CPEJICTB;

0) cBeIeHHS O JIEKAPCTBEHHBIX MperapaTax u 00 ux obopore.

16. OCHOBHBIMH UCTOYHHKaMU HH(DOPMAITNH, COJEpIKaIecs B CHCTEME MOHUTOPUHTA, SIBIISTFOTCSI:
a) CyOBEKTHI OOpaIeHus JICKaPCTBEHHBIX CPE/ICTB;

0) dbenepanbHble OpPraHbl HCIOJHUTENBHON BIIACTH MPH OCYIIECTBIEHUM HMMU CBOMX (QYHKUUN
C UCTIOJIb30BaHNEM T'OCYAAPCTBEHHBIX HH(POPMALIMOHHBIX CUCTEM.

17. KoaddunmeHT JOCTYMHOCTH CHCTEMbl MOHHTOpPHHTA COCTaBlsieT He MeHee 99,5 mporeHTa
0e3 yueTa 3alIaHuPOBAHHBIX MTEPUOJI0B 0OCTY)KHUBAHUS.

Texuuueckoe oOCTy)KMBaHHE CHCTEMbl MOHUTOPHHIA MPOBOJIUTCS HE yailie 4 pa3 B Tof, NEpUOA
TEXHUYECKOTO OOCITY)KMBaHHS COCTaBJIsIeT He Oosiee 24 yacoB.

V. NMopanok B3aMmMmoaencTBUA CUCTEe Mbl MOHUTOPUHIa
C UHbIMM rocyaapcTBEeHHbIMU MH(POPMALIMOHHBIMU CUCTEMaAMMU
M MHPOPMALIMOHHbIMM CUCTEMAMM CYOBLEKTOB OobOpalLleHus
neKapcTBEHHbIX CpeacTB

18. Cuctema MOHUTOPHHTA B3aUMOACUCTBYET CO CIEAYIOIUMHU UH(HOPMAITMOHHBIMU CUCTEMaMU:
a) eIUHBINA peecTp JIMIEH3UN Ha POU3BOICTBO JIEKAPCTBEHHBIX CPE/ICTB;

0) equHBIA peecTp JUIEH3UN, B TOM YHWCIE JIMIIEH3HM, BBIIAHHBIX OpPraHaMH TOCYIapCTBEHHOMN
BIacTH cyObekToB Poccuiickoii @enepanuu B COOTBETCTBUM C MEPEAAHHBIM  TOJHOMOYHEM
IO JIMIEH3UPOBAHUIO OTAETBHBIX BUIOB JCSITENLHOCTH B C(hepe OXpaHbl 310POBbS;

B) €/lMHas rocyIapcTBeHHas HHPOPMALMOHHAs cUcTeMa B chepe 3IpaBOOXpaHEHNUS;
I') €IMHBIA TOCYAaPCTBEHHBIN PEECTp IOPUANIYECKUX JIHIL;

1) €AMHBIN TOCYIapCTBEHHBIN peecTp WHANBUIYAIbHBIX MpeApUHUMATENEH;
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€) TOCYIapCTBEHHBI PEECTp AaKKPECIUTOBAHHBIX (HIMANOB, MPEICTABUTEIHCTB HHOCTPAHHBIX
FOPUINYECKUX JIULL;

’K) aBTOMaTU3UpoBaHHas MHpopmalmoHHas cucrema dDenepanbHON CIyKObI IO HaaA30py B cdepe
3/IpaBOOXPaHEHUS;

3) Eaunas apromaTtu3upoBaHHas HHGOPMALMOHHAS CUCTEMA TAMOXKEHHBIX OPraHoB;
1) MHPOPMAIIMOHHBIE CUCTEMBI CYOBEKTOB OOPAILEHUS JIEKAPCTBEHHBIX CPECTB.

19. CBenenwsi, mpencTaBisieMble TOCYJapCTBEHHBIMU HH(POPMAIIMOHHBIMUA CHCTEMaMH (eiepaTbHbBIX
OpraHoOB UCIIOJIHUTEIbHOM BIACTH B CUCTEMY MOHUTOPHHTA, a TAK)KE CBE/ICHNUS, [IEpEIaBaeMble U3 CUCTEMBbI
MOHHUTOPHHIA, TPUBEACHBI B IpHIoKeHUH N 1.

20. B pamkax MH(QOPMAIMOHHOTO B3aWMOJICHCTBHS CHUCTEMa MOHUTOPHHTA OCYIIECTBIISIET OOMEH
CBEICHUSIMH C TOCYJapCTBEHHBIMH WH(GOPMAIMOHHBIMH CHCTEMaMU 3aUMHTEPECOBAHHBIX (hefepaibHbIX
OpraHOB WCIIOJIHUTEIIBHOW BJACTH W OPraHOB WCIIOJHUTEIIBHONW BIAcTH CyOBeKTOB Poccuiickoi
denepanu, B TOM YHCIIE TOCPEACTBOM HWHOPACTPYKTYpHI, oOecreyuBamme uHOOPMAIMOHHO-
TEXHOJIOTUYECKOE B3aMMOJICHCTBUE HMH(DOPMALIMOHHBIX CUCTEM, HMCHOJIb3YEMbIX HJISl MPEI0CTaBICHUS
TOCYJapCTBEHHBIX W MYHHUIIUMAIBHBIX YCIAYT M WCIHOJHEHHSI TOCYJApPCTBEHHBIX M MYHHUIIMTAIBHBIX
(GbyHKIMHA B 3JIEKTPOHHOM opMme.

Cucrema MOHUTOpPHHTA TOMKIIOYAETCS K C€IMHOW CHCTEME MEKBEIOMCTBEHHOTO JJIEKTPOHHOTO
B3aMMOJICMCTBUS B COOTBETCTBMM ¢ mnoctaHoBieHueM IlpaButensctBa Poccuiickoit denepanmu
oT 8 centsa6ps 2010 r. N 697 "O enuHO# cucTeMe MEXBEIOMCTBEHHOTO AJIEKTPOHHOTO B3aUMOJCHCTBUS"
Ha 0e3B03ME3IHOI OCHOBE.

21. B3aumogeiicTBue CHCTEMbl MOHMTOPHHIAa C HH(DOPMAIMOHHBIMH CHCTEMaMU CYOBEKTOB
oOpallleHHsl JIEKAPCTBEHHBIX CPEJCTB OCYIIECTBISETCS MOCPEACTBOM MH(MOPMALMOHHBIX 3JIEKTPOHHBIX
CEPBHCOB C UCMOJIb30BaHUEM CTAHIAPTHBIX MPOTOKOJIOB U UHTEP(PEHCOB AEKTPOHHOTO B3aUMOACHUCTBUS.

22. Texuuueckue CTaHIApThl M TpPeOOBAaHHA K TEXHOJIOTMUECKOH COBMECTUMOCTH CHUCTEMBI
MOHHUTOPHHra ¢ MH(POPMALIMOHHBIMU CHUCTEMaMH, YKa3aHHbIMU B IyHKTe 18 Hactosmero Ilomoxxenus,
YCTaHABIUBAIOTCA  ONEpPaTOPOM CHUCTEMbl MOHUTOPHMHTa B  COOTBETCTBUU C  TpeOOBaHUAMHU
3akoHoAarenscTBa Poccuiickoit @eaeparuu B chepe MHPOPMAITMOHHBIX TEXHOJOTHI MO COTJIacOBaHUIO
¢ MuHucTepcTBOM IU(PPOBOTO Pa3BUTHSA, CBSI3U U MAacCOBBIX KOMMYyHHKaIMil Poccuiickoit @eneparuu u
omepaTopoM HH(POPMALIMOHHOM CUCTEMBI, C KOTOPOIl OCYIIECTBIISIETCS B3aUMO/ICHCTBHE.

VL. NMopsaok BHeceHUA nHpopmMmauum o fiekapCTBEHHbIX
npenapartax B CUCTeMY MOHUTOPUHra cy6obektamm obpalueHus
NeKapCTBEHHbIX CPeACTB U ee cocTaB

23. Baecenue nH(opmMaIum o JeKapCTBEHHBIX Mpenaparax B CUCTEMY MOHUTOPUHIA TPOU3BOIUTCS
cyObeKkTaMu OOpaleHHs JICKApCTBEHHBIX CPEJCTB MOCJE MPOXOXKAECHUS UMM PErucTpalii B CHCTEME
MOHUTOPHUHTA U MIPEJOCTABIECHUS UM JIMYHOTO KabuHeTa cyObeKkTa oOpalleHns JeKapCTBEHHbBIX CPE/ICTB.

PCFI/ICTpaHI/I}I Cy6’bCKTOB 06paH_[CHI/I$I JICKAPCTBCHHBIX CpCACTB B CHUCTEMC MOHUTOPHHIA U
npeaoCTaBJICHUC JIMYHOT'O KaOMHeTa OCYHICCTBJIAOTCA HaAa OCHOBAHWU JOCTOBCPHBIX CBCI[CHI/Iﬁ,
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MPEJICTABICHHBIX CyOBhEKTaMu OOpalleHusi JIeKApPCTBEHHBIX CPEJACTB B CHCTEMY MOHUTOpPUHTA
B JIEKTPOHHOM BHJIE, U JIOKYMEHTOB, MpeACTaBsieMblXx B DenepalibHyI0 CIyx0y 1o Haa3opy B cdepe
3/IpaBOOXpPaHEHHUSI.

24. ]Ins  OCYIIECTBJICHUS PETUCTPAllM B CHCTEME MOHUTOpPHHra CyOBEKTHI OOpamieHus
JIEKAPCTBEHHBIX CPEACTB - OpraHHu3aluy, IPU3HABAEMbIE HAJIOTOBBIMU pe3uacHTamu Poccuiickon
@denepauyy, UHIUBUAYAIbHbIE NPEINPUHUMATEIN U NPEACTaBUTEIbCTBA MHOCTPAHHBIX OpraHU3alMi
Ha tepputopun  Poccuiickont ~ @enepauuu, — SBIAIONIMXCS  JI€pKATEIAMU WA BJIAJEJbIAMHU
PETUCTPAIIMOHHOTO YAOCTOBEPEHMSI, BHOCAT B PErHCTPAlMOHHYIO (GOpPMY CHCTEMbl MOHHUTOPUHIA,
pa3MelIeHHYI0 Ha O(]UIMaIbHOM CcalTe oOmIepaTopa CHCTEMbl MOHUTOPMHTa B HHGPOPMAIMOHHO-
TEeNIEKOMMYHUKAIIMOHHOU ceTr "MHTepHeT", B JIEKTPOHHOM BHUJIE CIIEIYIOIIUE CBEICHUS, MOINMMCAHHBIC
YCUJIEHHOM KBUTU(PUIIUPOBAHHOW  DJEKTPOHHOM  TOMMUCHI0  PYKOBOJAWUTENST  OpraHU3aIiu
(mpencraBUTENBCTBA HMHOCTPAHHOM oOpraHu3zauuMu Ha teppuropun Poccuiickoit ®enepauuu) wumm
WHJIMBUIYAIBHOTO TIPEIITPUHUMATEIS:

UIEHTU(PUKAIIMOHHBIN HOMEpP HaJIOroIIaTeNbIINKa;

CBCIACHHUS O HAJINYUN 0o 00 OTCYTCTBHUM JIMICH3WN HAa NPOU3BOJACTBO JICKAPCTBCHHLIX CPCICTB,
JUIEH3UU Ha (apMaleBTHUECKYI0 EeATEIbHOCTh (BKJIIOYAsh ONTOBYID M PO3HUYHYIO TOPTOBIIIO
JICKAPpCTBCHHBIMHA CpC}ICTBaMI/I), JIMOCH3UU Ha ACATCJIBHOCTH II0 O60p0Ty HAapKOTHYECKHUX CpCICTB,
MICUXOTPOITHBIX BEIIECTB U UX MPEKYPCOPOB, KyIbTHBUPOBAHUIO HAPKOCOACPKAIINX PACTCHUH U JIMIICH3UU
Ha MEIUIIMHCKYIO JIESITeTbHOCTH;

(8 pen. ITocranosnenus [IpaButensctBa PO ot 20.03.2020 N 311)

(haMuus, UMsi, OTYECTBO (MTPU HATMYUHN) U TeIePOH KOHTAKTHOTO JINIIA;
aJipec AIEKTPOHHOU TOYTHI.

CyObexTbl oOpalleHus JIEKapCTBEHHBIX CPEICTB - OpraHu3allly, IPU3HABAaEMble HaJIOTOBBIMU
pesnnenramu Poccuiickoit @enepanuu, MHAMBUAYAIbHBIE NPEANPUHUMATENN, HE MUMEIOIIUE JIMLEH3HH
Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB, JMIEH3UU Ha (PapMalleBTUYECKYIO JEATENbHOCTh (BKIIOYast
ONTOBYI0 M PO3HUYHYIO TOPIOBIIIO JIEKAPCTBEHHBIMH CPEJICTBAMM), JIUIEH3UMM Ha JESITEIbHOCTb
110 000POTY HAPKOTUYECKUX CPEICTB, NCUXOTPOIHBIX BELIECTB M UX MPEKYPCOPOB, KYJIbTUBUPOBAHMIO
HapKOCOJEPKAIIUX PACTEHUIN U JIMLEH3UN Ha MEIULUHCKYIO JESITEIbHOCTD, @ TAKXKE IIPEICTaBUTENIBCTBA
MHOCTPaHHBIX OpraHu3auuil Ha Teppuropun Poccuiickoil @enepanyy, ABISIOLMXCS AEPKATEIAMH WIH
BIIAJCIbLAMU PETUCTPALMOHHOIO YIOCTOBEPEHUS W HE HMEIOIUX JMIEH3UM Ha IPOU3BOACTBO
JICKapCTBEHHBIX CPEACTB, JIMLEH3UM Ha (apMaleBTUUYECKYIO IesITEIbHOCTh (BKJIIOYAs ONTOBYIO U
PO3HMYHYIO TOPIOBJIIO JIEKAPCTBEHHBIMM CpEACTBAMH), JHMIEH3UHM Ha JESATEeIbHOCTh IO 000pOTY
HAapKOTHYECKUX CpEACTB, IICUXOTPOIHBIX BEHIECTB M HMX IPEKYpPCOPOB, KYJIBTHBUPOBAHUIO
HapKOCOJEpKAIIUX PACTEHUH U JINLIEH3UH Ha MEIULIMHCKYIO JESITEIbHOCTD, HE No3aHee 10 kajeHaapHbIX
JHEW ¢ JaThl BHECEHMs CBEJCHUHN, MPETyCMOTPEHHBIX a03allaMy BTOPBIM - ISATHIM HACTOALIETO MYHKTA,
NPEJCTaBIAOT Takke B DenepanbHyro Ciyx0y 1Mo Haa3opy B cdepe 3ApaBOOXpaHEHHUs 3asiBICHUE
O pEerucTpallMd B CHUCTEME MOHHUTOPUHIa (fajee - 3asiBieHUE) Ha OyMakHOM HocuTene Mo Qopme,
yTBEPKIEHHOU MUHHCTEPCTBOM 31paBooxpaneHus Poccuiickoit denepanum.

(B pen. Ilocranosnenus [paButensctea PO ot 20.03.2020 N 311)

PCFI/ICTpaHI/I}I B CHUCTCMC MOHHUTOpPHUHIA CY6’LCKTOB O6paH_ICHI/I}I JICKAPCTBCHHLIX CPEACTB -
OpFaHH3aHHf/'I, MMPU3HABACMBIX HAJIOTOBBIMU PE3UJACHTAMU Poccuiickoit d)ez[epaum/l, U MHAWUBUAYAJIbHBIX
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OpeANpUHUMATENCH, WMEIONUX JIMICH3MM Ha MPOM3BOJCTBO JICKAPCTBEHHBIX CPEJICTB, JIUIICH3UH
Ha (papMaIleBTUYECKYIO JEATEIbHOCTh (BKIIIOYAs ONTOBYI) M PO3HHYHYIO TOPIOBIIO JICKAPCTBEHHBIMH
CPEIICTBaMHU), JIMILECH3MH Ha JISSITEIBHOCTD 10 000POTY HAPKOTUYECKUX CPEJICTB, IICUXOTPOIHBIX BEIICCTB
U HX TPEKYPCOPOB, KYJIbTHBHPOBAHHIO HAPKOCOJCPIKAIIMX PACTCHHH M JIMICH3MUM HA MEAUIIMHCKYIO
IeSATENbHOCTh, MOXKET OCYIIECTBIATHCS C  HCHOJB30BaHMEM  (eepalbHOW  roCylapCTBEHHOI
uHpopMalmoHHoi cucteMsl "EnnHas cucteMa MICHTH(QUKAIMKE U ayTeHTH(QUKAMKE B HHQPACTPyKTYype,
obecrieunBaronieil MHGOPMAIMOHHO-TEXHOJIOTHYECKOE B3aMMOJICHCTBHE HH(POPMAIMOHHBIX CHUCTEM,
UCIIOJIb3YEMBIX JJIS IPEIOCTABIICHHUS TOCYIAPCTBEHHBIX M MYHHIIMTIAIBHBIX YCIYT B AJICKTPOHHOU GopMe.
(BBenen IMocranoBnenuem [pasutenscrta PO ot 21.07.2020 N 1079)

25. JIns  OCyIIECTBJICHHS PETHCTPAllM B CHCTEME MOHHUTOpPUHra CyOBEKTHl OOpameHus
JIEKAPCTBEHHBIX CPEJICTB - MHOCTPAHHBIC OPraHU3ALNM, SIBISIOLIMECS IEPKATEIIMM WM BJIaACIIbIIAMU
PEruCTPallMOHHOTO  yIOCTOBEPEHMS, HE IIPU3HABAEMBIE HAJIOrOBBIMM pe3uaeHTaMu Poccuiickon
Qenepanuy M HE HMEKOIIME MPEACTAaBUTEIBCTB Ha Tepputopun Poccuiickon ®enepanuu, BHOCAT
B PETUCTPAIMOHHYIO0 (POPMY CHCTEMbl MOHUTOPHUHTA, Pa3MEILIEHHYI0 Ha OQHUIIMATILHOM calTe oneparopa
CUCTEMbl MOHMTOPUHTA B MH(POPMAIIMOHHO-TEIEKOMMYHUKAaMOHHOU ceTu "MHTepHeT", B 3J€KTPOHHOM
BHJIE CIIEYIOINE CBEACHHUS:

HaMMEHOBAHUE JCPIKATEIs WIN BIIaIeIIbIla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS;
KO/l HAJIOTOTIaTEeNbIIIMKA B CTPaHE PETUCTPALINN;

KO/l CTpaHbl PETUCTPALIUH;

(haMuus, UMsi, OTYECTBO (ITPU HATMYNH) U TeIeOH KOHTAKTHOTO JIUIIA;

aZpec JIEKTPOHHOM MOYTHI.

Y110 THOMOYEHHBIC MPEJICTABUTENN CYOBEKTOB 0OpaIieHuUs JIEKAPCTBEHHBIX CPEJICTB - HHOCTPAHHBIX
OpraHu3aIii, SBILIIONIUXCS JEpXKaTelIMU WM BJIAACIbIIAMH PETUCTPAIMOHHOTO yIOCTOBEPEHHUS,
HE MMPU3HABAEMBbIX HAJIOTOBBIMHU pe3uieHTaMu Poccuiickoit Denepanuiv 1 He UMEIOIIHMX MPEICTABUTEILCTB
Ha Tepputopun Poccuiickoit @enepanun, He no3anee 10 kaneHIapHBIX AHEH ¢ 1aThl BHECEHUS CBEIICHHUI,
MPEAYCMOTPEHHBIX a03alaMd  BTOPBIM - IIECTHIM HACTOSIIIETO ITYHKTA, TWPEICTaBIAIOT TaKKe
B @enepanbHyto cnyk0y 10 Hamg3opy B cdepe 3ApaBOOXPAHECHUS OPUTHHAIBI JOKYMEHTOB,
MOATBEPXKIAIOLIUX MPABO MPECTABICHNUS HHTEPECOB YKA3aHHBIX CYOBEKTOB O0OpaleHus JIeKapCTBEHHBIX
CpeICTB, M 3asBleHHE Ha OyMaXHOM HocuTene 1o Qopme, yTBepkKAeHHONH MUHHCTEPCTBOM
3npaBooxpaneHus Poccuiickoit deneparun.

26. O6paboTka U MpoBepKa CBEJCHH, MPEICTABISEMbIX B CHCTEMY MOHUTOPUHTA JIJISl PETUCTPALIUH,
MPOU3BOJUTCS B ABTOMATHMUYECKOM pPEXKHME, B TOM YHUCJIE IOCPEACTBOM B3aUMOJCUCTBUS C WHBIMHU
rOCy/IlapCTBEHHBIMU ~ MH()OPMAIIMOHHBIMU ~ CHCTEMaMH C  HCIOJIb30BAaHUEM  €IUHOW  CHCTEMBI
MEXBEJOMCTBEHHOTO D3JIEKTPOHHOTO B3aUMOJICHCTBHUA, B TeueHue 14 paboumx IOHEW ¢ maThl Mojgadu
cyOBbeKTaMu 0OpalleHus JIEKAPCTBEHHBIX CPECTB CBEJICHUH B CHCTEMY MOHUTOPHUHTA.

@enepanbHas ciayxk6a 1O Haa3opy B cdepe 31paBOOXpaHEHHs] paccMaTpUBaeT 3asBIICHUS,
NpeJICTaBJICHHbIE B COOTBETCTBUHU C a03aleM IMIecThIM MyHKTa 24 Hacrosiero IlososkeHus, a Takxke
3asIBJICHHS M OPUTHHAJIBI TIOKYMEHTOB, ITPE/ICTABICHHBIE B COOTBETCTBUM C a03alleM CEIbMbIM ITyHKTa 25
Hacrosero [lonoxxenus,, B cpok He Oosiee 5 pabounx JHEW M mepenaeT MHPOPMAIMIO O pe3yiabTaTrax
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pPacCMOTpPCHUA 3asBIICHUMN U OPUTHHAJIOB JOKYMCHTOB B CUCTCMY MOHUTOPHUHI'A B TCUCHUC 1 pa60qer0 JHA
CO IHA MPUHATUA COOTBCTCTBYIOIICTO PCUHICHMA.

Pemenue o peructpamnuu (00 oTKa3e B perucTpaIim) CyobeKTa 0OpanieHus JICKapCTBEHHBIX CPE/ICTB
B CHCTEME MOHHWTOPHHTA puHUMaeTcss DenepalibHON CiTy:k00i# 0 Haa30py B cdepe 3apaBoOOXpaHCHUS
MOCPECTBOM (DYHKITMOHAJIA CUCTEMBI MOHUTOPHUHTA.

Pemenne o perucrpanuu cyobekTa 0OpalieHus JIeKapCTBEHHBIX CPEJICTB B CHCTEME MOHHTOPUHTA
MIPUHUMAETCS MPU OTCYTCTBUM PACXOXACHUN MeXIy MH(pOpMaluel, NpeayCMOTPEHHON 3asiBICHUEM, U
CBEJCHMUSIMHM, BHECEHHBIMH B CHCTEMY MOHHMTOpPHHra (B ciydasX, KOrja 3asBJIEHUS I10/1aBaJUCh
B COOTBETCTBUHU C ab3aliamMM IIECTbIM NMyHKTa 24 W ceabMbIM IyHKTa 25 Hacrosimiero llonoxenus), u
IIPY MOATBEPKIACHUU JOCTOBEPHOCTH CBEACHUHN, BHECEHHBIX B CHCTEMY MOHUTOPHHTA.

27. CyObextam oOpalieHus JIEKapCTBEHHBIX CPEJICTB OTKA3bIBACTCS B PETUCTPAIIMA B CHCTEME
MOHHUTOPHHIA 10 CJIEIYIOIIUM IPUYUHAM:

a) B OTHOIIIEHUHU ITPOU3BOIUTENEH JIEKAPCTBEHHBIX CPEACTB Ha TeppuTopun Poccuiickoit denepannu,
OCYILIECTBISIOUIMX MPOU3BOJCTBEHHBIE CTaAuM (PACOBKHM (YIIaKOBKHM) JIEKAPCTBEHHBIX IMpPENapaTroB
BO BTOPUYHYIO (MMOTPEOUTENBCKYIO) YIAKOBKY U (MJIM) TPETHUHYIO (TPaHCIIOPTHYIO) YIIaKOBKY (a MpH ee
OTCYTCTBHH - B IIEPBUUHYIO YIIAKOBKY) JIEKAPCTBEHHBIX MPENapaToB:

HECOOTBETCTBUE JAaHHBIX BJAJENblla KBATU(QUIIMPOBAHHOTO CEepTH(HKATa KIIOYa MPOBEPKH
ANIEKTPOHHOM TOAMUCH (J1ajiee - KBaTu(GUIIMPOBAHHBIN CepTU(HHUKAT) TaHHBIM PYKOBOIUTES OpraHU3AIINH,
a TaKKe OTCYTCTBHE CBEICHHH O KBaTH(DUIIMPOBAHHOM cepTU(UKATE, BBIIAHHOM pPYKOBOIMTEIIO
OpraHu3aIy;

OTCYTCTBHE CBEJICHUH O 3anucsax B ENMHOM rocy1apcTBEHHOM peecTpe I0pHANYECKUX JIHII,

OTCYTCTBHE CBEACHHI O JACHCTBYIOIIEH JIMIIEH3WHU B ENMHOM peecTpe JUIEH3UH Ha MPOU3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB;

0) B OTHOIIIGHUH JeprKaTelield WK BIIaJelbIIeB PETHCTPALIHIOHHOTO YIOCTOBEPEHUS (B CIydae Koraa
JIEKapCTBEHHBIM TpernapaT NpoM3BOAWTCS 3a mpenenamu Poccuiickoin ®Denepannu), SBISIOIIUXCS
OpraHM3alusIMH, TPU3HABaCMbIMHM HAJOTOBBIMH  pe3ujeHTamu  Poccuiickoit  ®Denepauun  wimm
VHIUBUIyIbHBIMU PEANIPUHIMATENSIMA U HE UMEIOIIMMHU JIMIICH3UU Ha MTPOU3BOJICTBO JICKAPCTBEHHBIX
CPEICTB, JHULEH3UH Ha (papMaleBTUYECKYIO AEATEIHHOCTh (BKJIIOYAsl ONTOBYIO U PO3HHYHYIO TOPTOBIIO
JICKapCTBEHHBIMH CpPEACTBAMM), JHMILEH3MHM Ha AEATEIBHOCTh HO 00OPOTY HApKOTHYECKUX CPEJCTB,
MICUXOTPOITHBIX BELIECTB U UX NPEKYPCOPOB, KYJIbTHBHPOBAHHUIO HAPKOCOACPIKAINX PACTCHUH U JIMIICH3UU
Ha MEJUIMHCKYIO JeSTeIbHOCTD:

(B pen. Ilocranosnenus [paButensctea PO ot 20.03.2020 N 311)

HCCOOTBCTCTBHUEC HNAaHHBIX BJIaACJIbIla KBaJ’II/I(I)I/ILII/IpOBaHHOFO CepTI/I(l)I/IKaTa JAaHHBIM PYKOBOJIUTCIIA
opraHu3al Ui UHAUBUAYAJIBHOT'O IMMPCANIPUHNUMATEIIA, OTCYTCTBUC CBEJICHUI O KBaJ'II/I(I)I/H_[I/IpOBaHHOM
CepTI/I(I)I/IKaTe, BBIIAHHOM PYKOBOJUTEIIIO OPraHUu3allu NI HHAUBUAYAJIBHOMY IPECANIPUHHUMATEIITO,

OTCYTCTBHC CBelleHUM O 3amucsax B EnmHoM roCyadapCTBECHHOM pPEECTPC HOPUIUYCCKUX JIUL WA
Engunom rocyaapCTBCHHOM pCCCTPC UHANBUAYAJIbHBIX npe;[anHMMaTeneﬁ;
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HaJIMYUE PACXOXJICHUU MeXay WH(POpMaNHeH, MPETyCMOTPEHHON 3asBICHHUEM, TPEICTaBICHHBIM
B COOTBETCTBUM C a03amemM 1mecTeiM TMyHKTa 24 Hactosmiero [lonoxkenus, W CBEIECHUSIMH,
MPEACTABICHHBIMHU B CUCTEMY MOHUTOPHHTA;

B) B OTHOIICHHH HWHOCTPAHHBIX OpraHu3aluil, Jep)KaTelied WM BIAJICNIbIICB PETUCTPAIMOHHOTO
YAOCTOBEPEHHMS, HE MPU3HABAEMbIX HAJIOTOBBIMU pe3uaeHTaMu Poccuiickoit denepauni 1 HE UMEIOIINX
MPEJCTaBUTENLCTB Ha TeppuTopuu Poccuiickoin @enepauuu, - HAIUYUE PACXOKICHUN MEXIY
nH(popManuen, IPeIyCMOTPEHHON 3asBIICHUEM, MPEACTABICHHBIM B COOTBETCTBHH C a03aIleM CEeJIbMbBIM
nyHkTa 25 Hactosiuiero [loyioxenus, 1 CBEICHUSIMU, IPEACTABICHHBIMU B CHCTEMY MOHUTOPHUHTA;

I) B OTHOIIEHHWU TMPEACTaBUTEIbCTB WHOCTPAHHBIX OpraHu3auuii Ha Ttepputopuu Poccuiickoii
denepanny, SBISTFOUIUXCS AP KATEISIMU WIH BJIAIEIbLIAMHA PETUCTPALIMOHHOTO YIOCTOBEPEHMS:

HECOOTBETCTBUE JAHHBIX BJaJeiblia KBATU(PHUIMPOBAHHOTO CEPTHU(HUKATA JaHHBIM PYKOBOIUTENS
MIPE/ICTaBUTENbCTBA, a TAKXKE€ OTCYTCTBHE CBEIECHUN O KBaJIU(HUIMPOBAHHOM CEPTHU(HKATE, BbITAHHOM
PYKOBOJUTEIIO NTPEACTAaBUTEIbCTBA,

OTCYTCTBHE CBEJCHHUN O 3aMHCSIX B TOCYJAAPCTBEHHOM pEECTpPe aKKPEAUTOBAHHBIX (DUITMATIOB,
MPEACTaBUTEIHCTB NHOCTPAHHBIX IOPUINIECCKUX JIUIT;

HaJU4Me PacXOXXJIECHUU MeXTy HHbopMaIueld, IpeTyCMOTPEHHON 3asBICHUEM, MPEICTaBICHHBIM
B COOTBETCTBUM C a03ameM 1iecThiM TMyHKTa 24 Hactosmmero [lonoxeHus, W CBEICHUSIMH,
MPEACTABICHHBIMM B CHCTEMY MOHHMTOPHHTA (I TPEACTaBUTEIBCTB HMHOCTPAHHBIX OpraHU3aIui
Ha Tepputopun  Poccuiickoit ~ Denepaunuu, — SABIAIONIMXCS  J€pXKATEIAMU WA BJIAJENbIIaMU
PErUCTPAIIMOHHOTO YIOCTOBEPEHUS M HE MMEIOIINX JIMIICH3UH Ha TIPOU3BOJICTBO JICKAPCTBEHHBIX CPE/ICTB,
JUIEH3UU Ha (apMaleBTHUECKYI0 IEATEIbHOCTh (BKJIIOYAsh ONTOBYID M PO3HUYHYIO TOPTOBIIIO
JIEKAPCTBEHHBIMHM CPEJICTBAMH), JIMIICH3UU Ha JCATEIBHOCTh MO OOOPOTY HAPKOTHYECKHX CPEJICTB,
TICUXOTPOITHBIX BEIIECTB U KX MPEKYPCOPOB, KYyJIbTUBUPOBAHUIO HAPKOCOACPIKAITUX PACTCHUI U JTUIICH3UN
Ha MEJIMIIUHCKYIO IeATEeIILHOCTB);
(8 pen. ITocranosnenus [IpasutenscTBa PO ot 20.03.2020 N 311)

1) B OTHOIICHWU OPraHW3alliii ONTOBOW TOPTOBIH JICKAPCTBCHHBIMH CPEICTBAMHU (B TOM YHCIIE
OCYIIECTBISIOMMMH (YHKIIUH 1O ayTCOPCHHTY), OPraHU3alui PO3HUYHON TOPrOBIIM JIEKAPCTBEHHBIMHU
npernaparamu, MEJIUIUHCKUX OPraHu3alfii 1 HHIUBHTyaTbHBIX TPEAPHHUMATEIICH:

(8 pen. ITocranosnenus IIpasutenscrBa PO ot 21.07.2020 N 1079)

HECOOTBCTCTBUC AAHHBIX BJIAACJIbIIA KBaJ'II/I(I)I/ILII/IpOBaHHOl"O CCpTI/I(bI/IKaTa JAaHHBIM PYKOBOJIUTCIIA
opraHusanuvv, a TaKiKe OTCYTCTBUC CBEIACHUM O KBaJ'II/I(bI/II_[I/IPOBaHHOM CepTI/I(bI/IKaTe, BbIJAHHOM
PYKOBOIUTEIIIO OpraHu3annu;

OTCYTCTBHC CBeJlecHUM O 3amucsax B EnmHoM roCyadapCTBEHHOM pPEECTPEC HOPUIUYCCKUX JIUL WA
Engunom rocyaapCTBEHHOM peeCTPC NHANBUAYAJIbHBIX npez[anHHMaTeneﬁ;

OTCYTCTBHUE CBEICHHMM O ACHCTBYIOIIEH JULEH3UU B €IMHOM PEECTPE JIULEH3UM, B TOM YHCIIE
JTUIEH3UH, BBIIAHHBIX OpraHaMu TOCyIapcTBEeHHOW BiacTu cyObekToB Poccuiickoit denepanmu
B COOTBETCTBHMH C NIEPEAAHHBIM MTOJTHOMOYHUEM I10 JIMLUEH3UPOBAHUIO OTACIBHBIX BUIAOB JIEATEIHLHOCTH.

(B pen. [locranosnenus [IpaBurensctea PO ot 20.03.2020 N 311)
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28. Tlo pesynpTaTam pETUCTpallid CyOBEKTa OOpalieHUs JICKApPCTBEHHBIX CPEJICTB B CHCTEME
MOHHUTOPHHTA W TPEIOCTABICHUU €My JMYHOTO KaOWMHETa Ha aJpec JJICKTPOHHOU MOYTHI, yKa3aHHBIH
MIpH TI0/1aYe€ CBEJICHUI, OTIEPATOPOM CHCTEMbl MOHUTOPHHIA C MCIIOJIh30BaHUEM (PYHKIIMOHAIA CHCTEMBbI
MOHHUTOPHHIAa OTHPABJISIETCSI COOTBETCTBYIOIIEE yBeaomiieHue. [Ipu 3TOM MOBTOpPHOE HCIIOIb30BAaHUE
OJIHOTO W TOTO >K€ ajJpeca 3JIEKTPOHHOW MOYTHl I PETUCTPAIUU JUYHBIX KAOMHETOB Pa3IUYHBIX
CyOBEKTOB 0OpaIIeHus JIEKAPCTBEHHBIX MTPETIapaToOB HE JOMYCKACTCH.

29. CyObexT oOpamieHus JIeKapCTBEHHBIX CPEICTB, NMOIYYMBUIMK YBEIOMIIEHHE O PETHUCTPAIUU
B CHCTEME€ MOHUTOPHHIA, IIPU aKTUBALMK (YHKLIHH JTMYHOTO KaOMHETa BHOCUT B CHCTEMY MOHUTOPHHIA
NepedYeHb aJpecOB MECT OCYHIECTBICHMs JESATEIBbHOCTH IIyTEM BBIOOpAa TAaKOro ajapeca U3 aJpecos,
YKa3aHHBIX B JIMLEH3UAX Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJICTB, JUIEH3UAX Ha (apMaleBTHUYECKYIO
JEeSITENIbHOCTD (BKJIIOYAsi ONTOBYIO M PO3HUYHYIO TOPrOBIIIO JIEKAPCTBEHHBIMU CPEACTBAMMU), JTHUILIEH3USIX
Ha JEATEIbHOCTh N0 OOOpPOTY HAPKOTHUECKUX CPEJICTB, NCHUXOTPOMHBIX BELIECTB U HMX IMPEKYpCOPOB,
KYJIbTUBHPOBAHUIO HAPKOCOJEPKAIIMX PACTEHUHN U JHUIEH3USAX Ha METUIIUHCKYIO AEATEIbHOCTD, a TAKXKe
nepeyeHb aIpecoB (papMaleBTUYECKUX CKIaI0B (IpY HATMYUU YKa3aHHBIX JTUIECH3UN).
(8B pen. [Tocranosnenus [paBurensctBa PO ot 20.03.2020 N 311)

CyObekT oOpamieHus: JeKapCTBEHHBIX CPEICTB - Jiep)KaTelb WM BIlafeNiel] PerucTparuoHHOrO
YIAOCTOBEPEHHMS MPOU3BEACHHOTO BHE TeppuTopun Poccuiickoit @enepaiuy JeKapCTBEHHOTO Mpenapara u
(wn) ero mpeAcTaBUTENLCTBO Ha Teppuropun Poccuiickoit ®exeparuu, MOITyYHBIINE YBEIOMIIEHHE
O perucTpaliii B CHCTEME MOHMTOPHMHIA, BHOCSIT B CHUCTEMY MOHUTOPUHTA HH(POPMAIIHIO
O MPOU3BOJICTBEHHBIX MIIOIIAIKAX, OCYIIECTBISIONIUX MPOU3BOJICTBEHHYIO CTaANIO (acOBKHU (YIMaKOBKH)
JIEKapCTBEHHBIX MPENapaToB BO BTOPUUHYIO (MOTPEOUTENbCKYIO) YIAKOBKY JIEKapCTBEHHOIO IpemnapaTa
(ampu ee OTCYTCTBUU - B NEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO Ipenapara) U MpOU3BOACTBEHHYIO
CTaJMIO BBIITYCKAIOIIEr0 KOHTPOJIS Ka4yeCTBa.

30. Ilepenaua cBegenuii cyobekraMu 0OpalieHus JeKapCTBEHHBIX CPEJICTB B CUCTEMY MOHUTOPUHTA
OCYILIECTBJISIETCS HA OCHOBE DPa3pa0OTaHHBIX MH(POPMAIMOHHBIX AJIEKTPOHHBIX CEPBHCOB ONEPATOPOM
CUCTEMbl MOHUTOPHHIa C HCIOJb30BAaHHEM CTAHJAPTHBIX MPOTOKOJIOB M UHTEP(HEHCOB 3IEKTPOHHOTO
B3aUMO/ICHCTBUSL.

ABTopu3als CyObeKTOB OOpalleHHs JIEKApCTBEHHBIX CPEJICTB - OpraHU3aluil, MpU3HABAEMbBIX
HAJIOTOBBIMU  pe3ufieHTamu Poccuiickoit  ®Denepanuy, WHAMBUIYAIbHBIX MpeAlpUHUMATENE U
MPEJICTaBUTENBCTB MHOCTPAHHBIX OpraHu3aluii Ha Tepputopun Poccuiickoit @exeparinu, SBISIONIMXCS
JepKaTelssMU WM BJIQJENIbllaMd PETUCTPALMOHHOTO yIOCTOBEPEHHs, B CHCTEME MOHHUTOPHUHTA
OCYILIECTBIISIETCS IOCPEACTBOM HCIOIb30BaHUS KBATU(PUIIMPOBAHHOTO cepTU]UKATA.

ABTOpu3anus CyObEKTOB OOpallleHUs! JIEKAPCTBEHHBIX CPEJICTB - HHOCTPAHHBIX OpraHMU3aLui,
ABJIAIOIUXCS I€PKATESAMU WM BJIAJENIbLIAMUA PETUCTPALMOHHOIO YIOCTOBEPEHUS, HE NPU3HABAEMBIX
HaJoroBbIMu pesugentaMu Pocculickor denepanu U He UMEIOLIUX IIPEICTaBUTEIBCTB HA TEPPUTOPUU
Poccniickoit ®enepauuu, B CUCTEME MOHMTOPHHIA OCYILIECTBISETCA IOCPEICTBOM HCIOJIB30BaHUSA
IIPOCTOU BIIEKTPOHHOM MOANKCH.

ABTOpH3aIs CyOBEKTOB OOpalleHHsl JIEKapCTBEHHBIX CPEJACTB - OpraHMU3aluii, MpPU3HABAEMbIX
HAJIOTOBBIMU pe3usieHTaMu Poccuiickoit @enepaninu, 1 MHIUBUAYAIbHBIX PEANIPUHUMATENCH B cCTEME
MOHHUTOPUHIAa MOKET OCYILECTBIATHCS MOCPEACTBOM HCIOJB30BaHUS (eaepaibHOM rocyqapcTBEHHOM
nHpopMaMOHHOM cucteMsl "EnuHast cucreMa HISHTU(UKAUN U ayTeHTU(HUKAIMU B UHPPACTPYKTYpE,
oOecnieunBaromell HMH(OOPMAIIMOHHO-TEXHOJOTMUECKOE B3auMOJeHcTBUE HH(DOPMAIIMOHHBIX CHCTEM,
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UCIIOJIb3YEMbIX IS IPEOCTABIICHHUS TOCYIAPCTBEHHBIX M MYHHIIMIIAIBHBIX YCIYT B JJIEKTPOHHOU (opMe.
(BBenen INocranoBnenuem [pasutenscra PO ot 21.07.2020 N 1079)

31. Cenenusi, epeaBaeMble B CUCTEMY MOHUTOPHHTA, ((OPMHUPYIOTCS U IPEACTABISIIOTCA B (hopme
AIIEKTPOHHBIX JIOKyMEHTOB, IMOJAMUCAHHBIX YCHJICHHOW KBAIU(UIIMPOBAHHOW 3JEKTPOHHOW IOAIHUCHIO,
3a HUCKIIIOYEHHUEM CIIy4aeB, IPEIyCMOTPEHHBIX a03allaMy BTOPBIM - IIECTHIM HACTOSILErO MyHKTA.

He moamnuceiBaroTest yCHiIeHHON KBaTH(PHUIIMPOBAHHOHN 3JIEKTPOHHOM MOIIHCHIO:

CBEJICHUSI O PO3HUYHOM TOProBiie JIEKAPCTBEHHBIMHM TIperapaTtaMmu, TeperaBaeMble CyObeKTaMu
oOparieHus JIEKapCTBEHHBIX CPEJICTB B DJJEKTPOHHOUW (opMe B cocTaBe (PUCKaIbHBIX JOKYMEHTOB
B COOTBETCTBHM C 3aKOHOAATENbCTBOM Poccuiickoin ®denepaun 0 NPUMEHEHHH KOHTPOJIBHO-KaCCOBOM
TEXHHUKHU;

CBEICHMS O BBIBOJE M3 00OpOTa JIEKAPCTBEHHBIX IpENaparoB, IepeaBacMble CYObEKTaMH
oOpallleHus JeKapCTBEHHBIX CPEJCTB B AJIEKTPOHHOMN (hopMe € UCTIOIb30BAHUEM PErUCTPATOPOB BBHIOBITUS
WIN KOHTPOJIbHO-KAacCOBOM TEXHUKU (TpU OTIycKe OECIIaTHO WJIM CO CKUAKOM JIeKapCTBEHHBIX
MIpernapaToB M0 PELEnTy Ha JIEKapCTBEHHbBIE MIperaparhl);

CBEJICHUs, TIEpelaBaeMble CyObEKTaMU OOpaIeHus IEKapCTBEHHBIX CPEJICTB B DJIEKTPOHHOU (hopme
C UCIOJIb30BaHUEM YCTPOICTB pEerucTpalui SMUCCUH;

CBEJICHUs, TepelaBaeMble B COOTBETCTBUM C HacTosmMM [lojokeHueM OpraHu3alusiMHu -
cyOBeKkTamMu oOpaIeHus JEKapCTBEHHBIX CPEJCTB, HE SBJSIONIMMUCS OpraHU3alMIMH, TPU3HABACMBIMH
HaJIoroBbIMU pe3ugeHTaMu Poccuiickoit deneparnumu.

32. Ilepenaua cBeneHUl B CUCTEMY MOHUTOPHHIA OCYILECTBISETCS MOCPEACTBOM HAIPaBJICHUS
¢aitnoB B ¢opMare U B COOTBETCTBUM C WHCTPYKIMEH, ONMUCHIBAIONICH MpOIEyphl MpPEICTaBICHUS
CBEICHMI CyObEeKTaMU OOpalieHus] JIEKapCTBEHHBIX CPEACTB, COIVIACOBAaHHBIMU C MUHHCTEPCTBOM
3npaBooxpaHeHusi Poccuiickoit denepanuu U pa3MeUICHHBIMU OINEPATOPOM CHUCTEMbl MOHHTOPHUHTA
B MH(GOPMAIIMOHHO-TEJICKOMMYHUKAITMOHHOU cetn "MHTepHEeT" Ha ero ouHnaIbHOM caiTe.

(8 pen. ITocranosnenus [IpasutensctBa PO ot 21.07.2020 N 1079)

JlaToii mpencTaBieHHs CBEACHHUI B CHUCTEMY MOHHUTOPHHIA CUMTAeTCs JaTa, 3adUKCHPOBAHHAS
B KBUTAHIIMK O TIpUeMe CBeIeHUi, GopMupyeMoil npu ux (ukcanuu B CHCTeMEe MOHUTOPHUHTA B (hopme
AJIEKTPOHHOTO JOKYMEHTA.

IIpencraBieHue cBeICHUH B CUCTEMY MOHUTOPUHTA CYOBEKTOM 00pallieHus JIEKapCTBEHHBIX CPEJICTB
IPU OCYLIECTBJICHUM OIEpaluil ¢ JIEKAPCTBEHHBIM IpENapaToM OCYILECTBIIETCS MOCIEI0BaTEIbHO,
3a UCKIIIOUEHUEM CIIy4aeB, NPEIyCMOTpPeHHbIX HacTosmuM [lonokenneM. Ilpu sTOomM  cBeneHus
00 oyepesHOM omepaluu ¢ JEKapCTBEHHBIM IpEnapaToM MepelaloTcsl Mocie MOJy4YeHUs CcyObeKTamMH
oOpaleHns JIEKapCTBEHHBIX CPEACTB MOATBEPXKICHUS 00 ycHemHoi 00paboTke cucTeMOil MOHUTOPHUHTa
CBEICHMI O MPEBIAYIIEH ONEPALMHU C JIEKAPCTBEHHBIM ITPENApaTOM.

N3menenne ¢opmata B3aUMOJCHCTBUS WH(GOPMAIIMOHHBIX CHUCTEM CYOBEKTOB OOpalieHus
JIEKapCTBEHHBIX CPEJCTB C CUCTEMOW MOHHUTOPUHTA MPOU3BOIUTCS He yaime | pa3a B Teuenue 180 guei,
3a UCKIIIOYEHUEM HEOOXOJAMMOCTH W3MEHEHHs Takoro Qopmara B ciydasx, HpeayCMOTPEHHBIX
3aKoHo1arenbeTBOM Pocceniickont denepann.
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(BBenen Ilocranosnenuem [IpaBurenscrsa PO ot 21.07.2020 N 1079)

33. IIpu omnmcanuu JIeKapCTBEHHBIX MPENapaTOB BHECEHHE CBEACHUH B MH(OPMAIMOHHBIN pecypc,
o0ecrieynBarOIUi y4eT U XpaHeHHE JOCTOBEPHBIX JaHHBIX O TOBapax IO COOTBETCTBYIOLIEH TOBapHOM
HOMEHKJIATYpe, W CHCTEMY MOHHTOPHHIA OCYHIECTBISETCA CIEAYIOIIUMHU CYOBEKTaMu OOpalieHus
JIEKapCTBEHHBIX CPEICTB:

B CJIydae MpOU3BOJICTBA JICKAPCTBEHHBIX IpenapaToB B Poccuiickoi denepanuu - Ipou3BOIUTEIAMU
JIEKapCTBEHHBIX CPEJICTB, OCYLIECTBIISIIOIIMMH 3aBEpIIEHHE MPOU3BOJCTBEHHONW CTaauu (PAcOBKU
(YnakoBKH) JIEKapCTBEHHBIX IPENapaToB BO BTOPUUYHYIO (IOTPEOUTENHCKYIO) YIIaKOBKY JIEKApCTBEHHOTO
npemnaparta (a Ipu ee OTCYTCTBUHU - B IEPBUUHYIO YIIAaKOBKY JIEKApCTBEHHOTO Mpernapara);

B CIydae MNpPOM3BOJACTBA JIEKAPCTBEHHBIX IIPEMapaToB 3a Mpeaenamu Tepputopuu Poccuiickoii
Qenepanun (B cilyyaeé HMHOCTPAHHOTO IPOM3BOJACTBA) - JIEpXKATeJsIMH WM  BJIaJeIbIlaMU
PETUCTPAIIIOHHOTO YIOCTOBEpEHUS] W (WJIM) WX TIPEACTAaBUTEIBCTBAMH Ha TeppUTOpHH Poccuiickoit
denepariiv WA yIOJTHOMOYEHHBIMH MTPEJICTABUTEIISIMU B YaCTH BHECEHUS CBEJICHHUH B HH(DOPMAITHOHHBIH
pecypc, oOecrieunBarOIUi y9eT W XpaHEHUE JOCTOBEPHBIX JaHHBIX O TOBapaxX MO COOTBETCTBYIOIIEH
TOBAPHON HOMEHKJIATYpE.

(8B pen. [Mocranosnenus [IpaBurensctBa PO ot 21.07.2020 N 1079)

[lepeueHb cBeneHUH, NMPEACTABISIEMbIX MPU ONMCAHUM JIEKAPCTBEHHBIX IPENapaTtoB CyObEKTaMH
oOpalleHns JeKapCTBEHHbIX CPEACTB B MH(OPMALMOHHBIN pecypc, oOecreunBaromuil y4eT U XpaHEeHUe
JOCTOBEPHBIX JIaHHBIX O TOBAapax II0 COOTBETCTBYIOIIEH TOBAPHOM HOMEHKIATYpE, IPHUBEACH
B npuiioxkeHuu N 2.

CyObekThl OOpaIeHusi JICKapCTBEHHBIX CPEICTB, YKa3aHHbIE B ab3alax BTOPOM U TPEThEM
HACTOSIIETO MYHKTA, PETUCTPUPYIOT JIEKAPCTBEHHBIC MIPENapaThl B CHCTEME MOHUTOPHHTA HA OCHOBaHUH
AJIEKTPOHHOM 3a8BKH, COJICPKAIICH:

rJ100abHBIM UICHTU(PUKAITMOHHBI HOMEP TOPrOBOM €TUHUIIBI;

HOMECD PETUCTPAOMOHHOIO YIAOCTOBEPCHHA W AaTy PErucTpaldu JCKapCTBCHHOI'O IIperiapara
B IrOCyJapCTBCHHOM PEECTPEC JICKAPCTBCHHBIX CPEACTB.

OO0paboTka TOJIyYEHHBIX CBEJIECHUN OCYLIECTBISETCS B aBTOMATUYECKOM PEXKHUME IyTEM
dbopMupoBaHHs 3ampoca Ha TMOJy4YeHHE CBEICHHI O JIEKapCTBEHHOM Ipenapare H3 eIuHOU
rocyapcTBeHHOU MH(OPMALIMOHHON CUCTEMBI B cepe 3ApaBOOXpaHeHUs U HH(OPMALIMOHHOTO pecypca,
o0ecrevynBaroIero yueT U XpaHeHHe JOCTOBEPHBIX JaHHBIX O TOBAapax MO COOTBETCTBYIOIICH TOBapHOU
HOMEHKJIAType.

34. CBe,Z[eHI/IH, MMpeaACTaBIACMbIC CY6’beKTaMI/I 06pa1ueHI/1${ JICKAPCTBCHHBIX CPEACTB B CHUCTEMY
MOHHUTOpPHHTA ITPU BBOAC B O60pOT JICKAPCTBCHHBLIX IIPCIIApaTOB, IPUBCACHBI B ITPUJIOKCHUN N 3.

CBG,Z[CHI/IH, MMpEeaACTaBIACMBIC Cy'6’beI(TaMI/I 06pameHI/1${ JICKAPCTBCHHBIX CPEACTB B CUCTEMY
MOHHUTOpPHUHTA ITPU BBIBOJC U3 060p0Ta JICKAPCTBCHHBIX MPECTIapaToB, IPUBCACHBI B ITPUIIOKCHUN N 4.

35. B pamkax BBoJ1a B 000pOT JIEKapCTBEHHBIX IIpenapaToB Ha Teppuropuu Poccuiickoit denepanyu,
MPOU3BEJICHHBIX Ha TeppuTopun Poccuiickoii @eneparuu, cyobeKkT oOpaleHus JIeKapCTBEHHBIX CPEJICTB,
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OCYIIECTBISIONINH (PacoBKY (YIIaKOBKY) JIEKAPCTBEHHOTO Tperapara BO BTOPUUHYIO (MTOTPEOUTEIHCKYIO)
yHakoBKy (B ciy4yae €€ OTCYICTBUS - B IIEpBUYHYIO YIIAKOBKY), JO MPEICTABICHUS CBEACHUMN
O JAIbHEWIIUX ONEepaluaX C TaKUMHU JIEKapCTBEHHBIMHM IperaparaMyd IMPEACTaBIsET B CUCTEMY
MOHHUTOPHHIA C MCIIOJIb30BAaHUEM YCTPOMCTBA PErHCTpalli SMUCCHUHM CBEAEHUS, IPEIYyCMOTPEHHBIE
nyHkToM 1 npunoxenus N 3 k Hactosuiemy Ilonoxenuro.

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

IIpu ocymecTBieHun 0TOOPa 0OPA3LOB JIEKAPCTBEHHOIO Ipenapara B paMKax KOHTpPOJI KayecTBa
IIPOU3BEJICHHOIO  JIEKAPCTBEHHOIO Ipenapara CyObeKT OOpalleHus JICKapCTBEHHBIX CPEJCTB,
OCYILIECTBIISIOMIMNA 0TOOP 00pa3LOB JIEKAPCTBEHHOTO Mpenapara, NpeICTaBIseT B CUCTEMY MOHUTOPHUHIA
CBECHHUS, NTpeayCcMOTpeHHbIE TyHKTOM | npuitoxkenus N 4 k Hactosiemy [lonoxenuro.

CyObekT oOpalieHusi JEKapCTBEHHBIX CPEACTB, OCYIIECTBISIONIUNA MPOU3BOJACTBEHHYIO CTaIHIO
BBIITYCKAIOIIEro KOHTPOJISI KauyecTBa JIEKAPCTBEHHBIX TpEnapaToB, B TEYCHHE 5 pabovmMx THEH C IaThl
3aBEpIIECHUS] TPOM3BOJCTBEHHOW CTAaaWH BBIMTYCKAIOMIETO KOHTPOJS KavyecTBA H TPEACTABICHUS
JIOKYMEHTOB U CBEJICHHUH, PeTyCMOTPEHHHIX 9acThio 1 crathu 52 denepansroro 3akona "O6 obparmeHuu
JIEKapCTBEHHBIX cpeAcTB’, B DeaepanbHylo ciayxO0y [0 Haa3opy B cdepe 31paBOOXpaHEHUS WIIH
TOTydeHHs pa3penieHus, TIpeyCMOTPEHHOTO YacThio 7 ctathu 52! denepansroro 3akona "O6 obpameHny
JIEKapCTBEHHBIX CPEACTB" (B cilyyae MPOU3BOICTBA MMMYHOONOIOTHUECKUX JIEKAPCTBEHHBIX IPENapaToB),
70 TIPE/ICTABJIICHUS CBEICHWH O NATBHEHIIUX OIEpanusx C BBOJAUMBIMH B TPaXTAHCKHHA 00OPOT
JIEKapCTBEHHBIMU MpenapaTaMy MpPEJCTaBIIACT B CUCTEMY MOHUTOPUHIA CBEIEHUS, MPEIyCMOTPEHHBIE
nyHkroM 2 npusiokerus N 3 k Hacrosmemy [lonoxxenwuto.

(. 35 B pen. Ilocranosnenus [Ipasurenasctea PO ot 21.07.2020 N 1079)

36. B pamkax BBoZ1a B 000pOT JICKapCTBEHHBIX MIpenapaToB Ha TeppuTopun Poccuiickoit deneparumy,
MPOM3BENICHHBIX 3a Tpeaenamu Tepputopun Poccuiickoit  ®enepanuu, cyOobekT oOpalmieHus
JIEKaPCTBEHHBIX CPECTB, ABJISIOLINIICS AepKaTeNIeM Uil BIaIeIbIeM PErUCTPAlMOHHOTO YIOCTOBEpEHUS,
WIM TPEJCTaBUTENBCTBO HWHOCTPAHHOM opraHu3aluu Ha Tepputopuu Poccuiickoit ®enepauuu,
SBIISIOIIEHCS Jep)KaTeleM WM BIAAENbIEM PErucTpalMOHHOTO YAOCTOBEPEHHUs, MPHU 3aBEpIICHUU
MIPOM3BOJICTBEHHON CTaJIMU YIIAKOBKHU (B Cllydae OTCYTCTBUS BTOPUYHON YIIAKOBKU - CTaAUM (HPACOBKH)
JIEKapCTBEHHBIX MPENapaToB WIM MapKHUPOBKU YIAKOBOK JIEKAPCTBEHHBIX IIPENapaToB CpeACTBaAMU
UICHTU(PUKAIIMN Ha TaMOXXEHHOM CKJIaZile B COOTBETCTBMM C a03alleM BTOPBIM IyHKTa 4 HACTOSIIETOo
[TonoxeHus, 1O TPENCTABICHUS CBEICHHM O MNANbHEWIIUX ONEpalusix C TaKUMH JIEKapCTBEHHBIMHU
npernapaTaMi MpPEJCTaBIAIOT B CHUCTEMY MOHUTOPUHTA C HCIOJIb30BAHHEM YCTPOMCTBA PErucTpalvu
SMUCCHH CBEJICHUS, IPEIyCMOTpEHHbIe MMyHKTOM 3 npuiioxkeHust N 3 k HacTosemy [lonoxenuro.

(8 pen. ITocranosnenus IIpasutensctBa PO ot 21.07.2020 N 1079)

[Ipy MapKkuUpOBKE YIAaKOBOK JIEKAPCTBEHHBIX IMPENapaToB CpeACTBaMU  HACHTU(UKALUU
Ha TAaMOKEHHOM CKJIaJie¢ B COOTBETCTBUU C a03alleM BTOPBIM IMyHKTa 4 Hactosiero [lonoxxeHnus cyobekt
oOpallleHusl JEKapCTBEHHBIX CPEACTB, SIBISIFOIIMIACS JepKaTeleM WU BJIaJeiblleM PETUCTPAIlMOHHOTO
yIIOCTOBEPEHUs, WIM MPEICTAaBUTEILCTBO HMHOCTPAHHOM OpraHu3aluu Ha TeppuTopuu Poccuiickoii
Oenepanuu, SBISAIOMIEHCS AepxkKaTeleM WIA BIAAETbIEM PETUCTPALMOHHOTO  yIOCTOBEPEHUS,
JI0 TIPEICTAaBICHUS CBEACHUMN, IPETYCMOTPEHHBIX ab3aleM MepBbIM HACTOSIIETO MyHKTA, MPEACTaBISIOT
B CHCTeMy MOHHMTOPHUHIA CBEJEHHUs, MpeaycMOTpeHHble myHkToM 3! mpunoskenns N 3 k HacTosmemy
[Tomoxenuro.
(BBenen Ilocranornenuem [IpaBurenscra PO ot 21.07.2020 N 1079)
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37.1lpu BBO3e JeEKapCTBEHHBIX ImpernaparoB B Poccuiickyio ®Denepanuio  JI0MycKaeTcs
MPEJCTAaBICHUE CBEJCHUN B CHCTEMY MOHHTOPUHIA CyOBEKTOM OOpalleHHs JIEKapCTBEHHBIX CPEJICTB,
OCYIIECTBJISIIONIUM OTIPY3KY JICKAPCTBEHHBIX IpernapaToB B Poccuiickyro deaepanuio (rajiee — npsMoit
MOPSAIOK TPEICTABICHUS CBECHUI MPU BBO3€ JICKAPCTBEHHBIX MpernapatoB B Poccuiickyro deneparinio)
W CyOBEKTOM OOpalleHusi JICKApCTBEHHBIX CPEICTB, OCYIIECTBISIOIIMM BBO3 JIEKAPCTBEHHBIX
npenapaTtoB B Poccuiickyro denepannto (1anee — oOpaTHbIN NOPAIOK IIPEICTaBICHUS CBEICHUM IIPU BBO3E
JIeKapCTBEHHbIX IpenapaToB B Poccuiickyto ®enepainuio), 3a HCKIIOYEHHEM Clydas MapKUPOBKHU
YIaKOBOK JIEKAPCTBEHHBIX IpENapaToB CpPEACTBAMM HUACHTU(UKAIMM HAa TaMOXKEHHOM CKJIaJle
B COOTBETCTBUU C a03a1ieM BTOPBHIM IMyHKTa 4 HacTosiero [lonoxenus.

Pemenne o BbIOOpe HpsIMOTO MOpsAJKAa MPEJICTaBICHUS CBEJIEHUN IpPU BBO3E JIEKAPCTBEHHBIX
npenapaToB B Poccuiickyro ®@enepanuto 1100 0OpaTHOro MopsIKka MPeICTaBICHUs CBEICHUI MpH BBO3E
JIeKapCTBEHHbIX IpenapaToB B Poccuiickyto @exepanuio NpUHUMaeTcs cyObeKTaMu oOpalieHus
JIEKAPCTBEHHBIX CPEJICTB, MPEACTABISAIOIINMH TAKHE CBEACHMS, CAMOCTOSATEIIBHO.

B cnywsae BbIOOpa mpsAMOro mopsakKa MNpeACTaBIEHUS CBEACHUNW TPH BBO3E JIEKAPCTBEHHBIX
npenapatoB B Poccuiickyto deneparuio cyObeKT oOpalieHus JIEKapCTBEHHBIX CPEACTB, SBIISIONTUNCS
JiepKaTesieM WIH BiaJleblleM PEerucTPallMOHHOTO YJOCTOBEPEHM S, MM MTPEICTaBUTENHCTBO MHOCTPAaHHOM
opranu3anuu Ha Tepputopun Poccuiickoit denepanuu, SBISIOMICHCS epiKaTeleM WU BIaACNIbIEM
PETUCTPAIIMIOHHOTO YAOCTOBEpEHUs, B TeueHue 45 pabouux THEH ¢ JaTbl OTIPY3KU JIEKapPCTBEHHBIX
npenapaToB B Poccuiickyto denepaiuio 10 TOCTaBKH JIEKAPCTBEHHBIX MpENapaToB B MECTO MPUOBITHA
Ha Teppuropuu Poccuiickoii @enepanyu v NpeACTaBICHUS CBEICHUHN O JAIbHEHIIINX ONEPAUAX C TAKUMHU
JIEKAPCTBEHHBIMM IpenapaTamu MPEICTaBIAIOT B CUCTEMY MOHUTOPHHIA CBEACHMS, MPETyCMOTPEHHBIE
nyHkToM 4 mpunoxxenus N 3 k Hactosmemy [lonoxenuto.

[Ipu 3TOM CYOBEKT 0OpaleHus JEKapCTBEHHBIX CPEJICTB, OCYIIECTBISIOMINA BBO3 JIEKAPCTBEHHBIX
npenapatoB B Poccuiickyro deneparuto, B TeUeHHE 5 pabOUYMX JHEH C JaThl JOCTABKH JICKAPCTBEHHBIX
MpenapaTtoB B MECTO NPHOBITHA Ha Tepputopun Poccuiickoit denepanvii U perucTpalud B CHCTEME
MOHUTOPHHIa CBEACHUN 00 OTrpy3Ke JIEKapCTBEHHBIX IpenaparoB B Poccuiickyro ®Denepamuio
JIO TIPEJICTABJICHUSI CBEJACHUM O JaJIbHEUINMUX OIEpalusX C TaKUMHU JIEKQpCTBEHHBIMHM IIperaparaMu
MOJITBEPKIAET JOCTOBEPHOCTH CBEJCHU M, COIEPIKAIIUXCA B CACTEME MOHUTOPHUHTA, ITyTEM MPEICTABICHUS
CBEJICHMH B CHCTEMY MOHUTOPHHIA, MPEIYCMOTPEHHBIX MYHKTOM 7 TpuioxkeHus N 3 K HacTOAlEMY
ITonoxenuro.

B cnyuae BbIOOpa OOpaTHOro NOpsiKAa NPEACTABICHUS CBEAECHUI NPU BBO3E JIEKAPCTBEHHBIX
npemnaparoB B Poccuiickyro @eneparuio cyobeKT 0OpalleHus JeKapCTBEHHbBIX CPEJCTB, OCYIIECTBISIOIUI
BBO3 JICKapCTBEHHBIX ITpenapatoB B Poccuiickyto deaepannto, B TeueHue 5 pabouux AHeH ¢ AaThl JOCTaBKU
JICKapCTBEHHbIX IpenapaToB B MeCTO NpHOBITUS Ha TeppuTopuu Poccuiickoit denepanuu Wid AaThl
3aBEpILEHUs] arperupoBaHus (B cllydae OCYIIECTBJICHUS arperupoBaHMs JIEKApCTBEHHBIX IPENapaToB
1ocjie UX JIOCTaBKM B MeCTO NpuObITHS Ha Tepputopuu Poccuiickoit dexepannu) A0 NpeacTaBiIeHUs
CBEJIECHUN O MNPUHATUM PEIICHHUS TaMOKCHHBIMM OpraHaMU O BBIIIYCKE JIEKAPCTBEHHBIX IIpenaparoB
JUIsl BHYTPEHHET0 MOTpeOJIeHUs] MPEeICTaBIseT B CUCTEMY MOHUTOpPHHrA CBEACHUS, MPEAyCMOTPEHHbIE
nyHKTOM 5 npunoxenus N 3 k HactosAwmemy [lonoxennro.

HpI/I 9TOM Cy6’beKT O6paH_IeHI/I$I JICKAPCTBCHHLIX CPCACTB, SIBIIIOIIUICS ACPIKATCIIEM UJIHN
BJIAACIIBICM PECTUCTPAMOHHOTO YAOCTOBCPCHUA, WU HNPCACTABUTCIILCTBO I/IHOCTpaHHOI\/'I opraHusanuu
Ha TCPPUTOPUUN Poccuiickoit @eﬂepaunn, SIBIISIOLLIEICS ACPIKATCIIEM UJIU BJIAACIIBICM PECrUCTPAllUOHHOT'O
YAOCTOBCPCHUS, B TCUCHUC 5 pa6oq1/1x JHEH C JaThl perucTtpanvn B CUCTEMC MOHHUTOPHUHTIA CBEICHUI
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0 BBO3€ JIEKapCTBEHHBIX IpenapatoB B Poccuiickyro @enepanuio 10 IIPEACTABICHUS CBEICHUN
0 I[&JILHGﬁIHHX oncpanuax € TaKUMH JICKAPCTBCHHBIMU IIpCliapaTaMr IMOATBCPKAAOT AOCTOBCPHOCTH
CB@[[GHI/Iﬁ, CoACpKAIMXCL B CUCTEMC MOHHUTOpPHHIA, ITYTCM MNPCACTABJICHUA CBGI{GHI/Iﬁ B CHUCTEMY
MOHHUTOPHHIA, IPEAYCMOTPEHHBIX MYHKTOM 7 npuioxkeHus N 3 k HacTosiemy [lonoxenuro.

[Ipy MapkuUpOBKE YIAKOBOK JIEKAPCTBEHHBIX IIPENapaToB CPEACTBaMU  HJAECHTU(UKALUU
Ha TaMOKEHHOM CKJIaJle B COOTBETCTBUU € a03alieM BTOpBIM MyHKTa 4 Hacrosero Ilonoxenus cyObekt
oOpamieHns JeKapCTBEHHBIX CPEICTB, SBIISIOUIMICS Jep)KaTeleM WM BIAJENbLEM PErUCTPAIIMOHHOTO
YAOCTOBEPEHHUs], WIM MPEACTABUTEIBCTBO HMHOCTPAHHOW OpraHu3alu Ha Tepputopun Poccuiickon
®denepanuu, ABISIOUIEICS Aep)KaTeIeM WIN BIIaJeNblieM PErUCTPAllMOHHOIO yIOCTOBEPEHMSI, B TEUEHUE
5 pabounx JHEH C JaThl 3aBEpLIECHUS MApKUPOBKU YIMAKOBOK JIEKAPCTBEHHBIX IPENapaToB CPelCTBaMU
UICHTU(QUKAIIMM Ha TAMOXXEHHOM CKJIaJe N0 MPEACTaBICHHS CBEIEHUN O JalbHEMIINX oOmepanusx
C TAKUMH JIEKAPCTBEHHBIMU TIpernaparaMd MpPEJACTABISAIOT B CHUCTEMY MOHUTOPHHIa CBEACHUS,
npenycMoTpeHHble TyHKTOM 4 npuitokenus N 3 k Hactosiemy [lonoxenuro.

[Ipu 3TOM CcyOBEKT 0oOpalieHHs JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBUBIIHUN BBO3 JIEKAPCTBEHHBIX
npenapaToB B Poccuiickyto @enepanuio, B TeueHre 5 pabouux JHEH C JaThl perucTpalii B CUCTEME
MOHHUTOPHHIA CBEICHUH, MPEAYCMOTPEHHBIX a03alleM CEeIbMbIM HACTOALIETO MyHKTA, 0 MPEICTaBICHUS
CBEJICHMH O JaJbHEHIIMX OIepauusx C TaKUMH JIEKapCTBEHHBIMHU IIperapaTaMu IMOATBEPKIAET
JOCTOBEPHOCTh CBEJICHHM, COJEPKAIIMXCS B CHCTEME MOHMTOPHHIA, IYTEM IPEACTABICHUS CBEICHUU
B CUCTEMY MOHMTOPHHIA, IPEyCMOTPEHHBIX IyHKTOM 7 npuiioxkenus N 3 k HactosmemMy [losoxenuto.

[Ipu coBepiIeHMH TaMOXKEHHBIX OMepaluil MPU TaMOXKEHHOM JACKIApUPOBAHUU U TOMEIICHUH
JIEKapCTBEHHBIX MpPEnapaToB IMOJ TaMOXKEHHYIO TPOLENypy BbINYCKa Ui BHYTPEHHEro MHOTpeOIeHHs
TaMO>KEHHBIN OpraH:

3arpanirBaeT B CHCTEeME MOHUTOPUHTA CBEACHUS O KO/ie UACHTU(UKAIIMY WK KO/I€ UISHTU(UKALIUN
TPETUYHOM (TPAHCIOPTHOM) YIMAKOBKU JIEKAPCTBEHHOTO IIpernapara, B KOTOPOMl HAaXOIUTCS TaKou
JIEKapCTBEHHBIN Mpenapar (B ciydyae BBO3a TPETUYHOU (TPAaHCHOPTHOM) YIIAKOBKU JIEKAPCTBEHHOTO
npernapaTa UeJIUKOM), JJIsl OCYIIECTBICHUS! CBEPKU C JaHHBIMHU, YKa3aHHBIMU B TaMO>KEHHOU JeKJIapaiiu
Ha JIEKapCTBEHHBIH Mpenapar;

nepeaacr B CHUCTEMY MOHHTOpHHI'a JOJAaHHBIE O BBIIYCKC [JIsI BHYTPCHHEIO HOTpe6J'IeHI/I$I
JICKAPCTBCHHLIX IIPCIIapaToB.

HpI/I BHECEHUU M3MCHEHHH B CBCIACHUA, YKA3aHHBIC B TaMO>KCHHOM JCKJIapaluy Ha HeKapCTBeHHLIﬁ
npciiapar, B TCUYCHHUC 5 pa60q1/1x ,I[Heﬁ Mocjie BHECEHHUS W3MCHCHUM B TaMO’KCHHYIO JCKJIapalunuio
Ha J'IeKapCTBeHHHﬁ npceriapar TaMO>KEHHBIN opras rnepeaacT B CMCTCMY MOHUTOPUHI'Aa CKOPPEKTHPOBAHHBIC
JaHHBIC O JICKAPCTBCHHOM IIpCIIapare.

ITpu nepenaye npaB cOOCTBEHHOCTH B 30HE TAMOXXEHHOT'O KOHTPOJISI Ha JIEKAPCTBEHHBIE MTPENapaThl,
MIOMEIIEHHBIE 1101 TAMOXKEHHYIO IIPOLIElypy TaMOKEHHOT'O CKJIa/la, CYOBEKT 0OpallleHus JIEKapCTBEHHbBIX
CPEICTB, OCYHIECTBIIAIOIINNA BBO3 JIEKapCTBEHHBIX INpenapaToB B Pocculickyro denepanuto, B TeUEHUE
5 pabouux THEH ¢ 1aThl 0POPMIIEHHSI COOTBETCTBYIOIIMX JOKYMEHTOB O Iepesaye rnpaBa COOCTBEHHOCTH
Ha JICKapCTBEHHBIE TMpenaparbl 0 TPEACTABICHUS CBEJCHMM O JAJIbHEHIIMX ONepalusax
C JIEKAPCTBEHHBIMU IIpENapaTaMy MPEACTABIAET B CUCTEMY MOHUTOPUHIA CBEICHMS, IPEAYCMOTPEHHBIE
nyHKTOM 6 npunoxenus N 3 k Hactosiemy llonoxenuto.
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[Tpu 3TOM CyOBEKT OOpalieHus JeKapCTBEHHBIX CPEICTB, KOTOPOMY OCYIIECTBIICHA Tiepe/aya Mmpas
COOCTBEHHOCTH Ha JICKAPCTBEHHBIN Mperapar, MOMEIICHHBIH 101 TAMOKEHHYIO TIPOIEIyPy TAMOXXEHHOTO
CKJIaJia, B TCUCHHE 5 paboumx AHEH ¢ JaThl 0(hOpMIIEHHUS COOTBETCTBYIONINX JOKYMEHTOB O TIepeiaue rmpaBa
COOCTBEHHOCTH Ha JIGKAPCTBEHHBIH MpernapaT ¥ pPErucTpaldd B CHUCTEME MOHHTOPWHTA CBEACHUI
0 MEpPEJaHHbIX JIEKAPCTBEHHBIX IIpenaparax IO IMPEACTaBICHUS CBEICHUHW O AAJBHEUINNX Olepauusix
C JICKaPCTBEHHBIMU IIpENapaTaMy MOATBEPKAAET JOCTOBEPHOCTh CBEACHUM, COACPKALIUXCS B CUCTEME
MOHHUTOPHHIA, O IPUHUMAEMBIX JIEKAPCTBEHHBIX IIPENapaTax IyTeM MPEACTaBICHUSA CBEICHUN B CUCTEMY
MOHHUTOPHHIA, IPEAYCMOTPEHHBIX MYHKTOM 7 npuiokeHus N 3 k HacroseMy [lonoxeHuto.

[Ipn mnepeMemieHnM JIEKapCTBEHHBIX NIPENApaToB MEXIAy 30HAMU TAaMOXKEHHOIO KOHTPOJIA,
OCYILIECTBIISIEMOM IIOCJI€ MPUOBITUS JIEKAPCTBEHHBIX IPENapaToB B MECTO JIOCTABKH, OINpPEAEIEHHOE
cyOBbeKTOM OOpallleHusl JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBISIOUIMM BBO3 JEKAapPCTBEHHBIX MpENnapaToB
B Poccuiickyto ®egepanuio, B MEXAYHApOAHBIX TOBApHO-TPAHCIOPTHBIX JOKYMEHTaX, CYOBEKT
oOpallleHus IEKapCTBEHHBIX CPEJICTB, OCYILIECTBIISAIOLINI BBO3 JIEKApCTBEHHBIX IpenapaToB B Poccuiickyto
denepanyio, WM CyObEKT 00palleHus JICKapCTBEHHBIX CPE/ICTB, KOTOPOMY OCYLIECTBIICHA IIepeada Mpas
cOOCTBEHHOCTH Ha JIEKAPCTBEHHBIN Mpenapar, MOMEIEHHBIH 101 TAMOKEHHYIO IPOLEAYPY TaMO>KEHHOTO
CKJlajza, B TedyeHHWe 5 pabouyux AHEW € AaThl TAKOTO IEPEMEIlEeHUs 10 MpeICTaBiIeHHs] CBEIEHUI
O JaJbHEHIINX OIEpalusaX C JIEKAPCTBEHHBIM IIPENapaToM NPEACTaBIIET B CHCTEMY MOHUTOpPHHIA
CBEJICHUS, IPEAYCMOTPEHHBIE MYHKTOM 8 npritokeHus N 3 k HacTtosmeMy [losoxenuto.

CyOnekT oOpaliieHus IeKapCTBEHHBIX CPEJCTB, OCYIIECTBIIAIONINN BBO3 JIEKAPCTBEHHBIX MPENapaToB
B Poccuiickyro @enepanuio, uin cyobeKT 0OpaleHus JIEKapCTBEHHBIX CPEACTB, KOTOPOMY OCYLIECTBIICHA
neperavya MpaB COOCTBEHHOCTHM Ha JIEKapCTBEHHbIE IIpernapaThl, MOMEIIEHHBIE IO0J] TaMOKEHHYIO
MpOLEYPY TAMOXKEHHOIO CKJIaJla, B TeUeHUE 5 pabouuX JHEU C JaThl PEIICHUS O BBIITYCKE JeKapCTBEHHBIX
MpernapaToB [Uisi BHYTPEHHETrO MOTpeOIeHUs], TPUHATOTO TaMOXEHHBIMU OpraHaMu, 0 MpPeJCTaBICHUS
CBEICHMI O JajdbHEHIINX ONepalusx C JEKapCTBEHHBIMHM IIpernapaTaMH MPEJCTaBISET B CUCTEMY
MOHHUTOPHHIa CBECHHUS, IIPETyCMOTPEeHHbIE TYHKTOM 9 mpmiiokenus N 3 k HactosimeMy [lonoxenuto.

[Ipn mepemenieHMH JEKAPCTBEHHBIX IIPENApaToB M3 30HBI TAMOXKEHHOTO KOHTPOJS CYOBEKT
oOpaleHus JIeKapCTBEHHBIX CPEJICTB, OCYIIECTBIISIOIINI BBO3 JIGKAPCTBEHHBIX IpenapaToB B Poccuiickyio
denepanuto, nim cyObeKT 00OpaIIeHUs JIEKaPCTBEHHBIX CPEACTB, KOTOPOMY OCYIIECTBIICHA TIepeiada Mmpas
COOCTBEHHOCTH Ha JICKAPCTBEHHBIE MTPETIapaThl, TIOMEIIEHHBIE 1101 TAMOXKEHHYIO IIPOLIETYPY TAMOKEHHOTO
CKJIa/Ia, B T€YCHHUE 5 paboumX JHEH ¢ AaThl IPUEMKH JIEKapCTBEHHBIX MPENapaToB Ha (GpapMareBTHYeCKHi
CKJIQ/I ¥ 3aBEpUICHUS] TAMOXKEHHOI MpOLEAyphl BBHIYCKa TOBapa JJIsl BHYTPEHHEro morpelieHus (Wi
C aThl PEUICHUS O BBIITYCKE JIGKAPCTBCHHBIX IPENapaToB JUIsi BHYTPEHHETO MOTPEOICHUs, MPUHATOTO
TaMO>KeHHBIMH OpTaHaMH, [TPU IPUMEHEHUH IIPOLEYPhI YCIOBHOTO BBIITYCKA TOBAPOB) JI0 IPEICTABICHHS
CBEJICHUH O JaJBHEWIINX OINEpalysXx C JIEKapCTBEHHBIMHU IIperapaTaMy IpPEACTaBIsICT B CHCTEMY
MOHHUTOPUHTA CBEACHMUSI, IpeaycMoTpeHHble MyHKToM 10 npunoxenus N 3 x Hactosimemy [lonoxenuto.
(m. 37 B pen. Ilocranosnenus [IpaButensctBa PO ot 21.07.2020 N 1079)

37%. Tlpu ocymiecTBIeHHN BBOJIA B IPakJIaHCKUI 060POT JIeKApCTBEHHBIX IIPENapaToB, BBE3EHHBIX
B Poccuiickyro ®@eznepannio (3a UCKIIOUEHHEM JIEKAPCTBEHHBIX IPENapaToB, BBO3UMBIX C TEPPUTOPUHU
rocyaapcTs - wieHoB EBpa3suiickoro sKOHOMHYECKOTO CO03a), CYOBEKT OOpallleHUs JIeKapCTBEHHBIX
CPEICTB, OCYHIECTBIIIOIINNA BBO3 JIEKapCTBEHHBIX INpenapaTtoB B Pocculickyro denepanuto, B TeUEHUE
5 pabouux paHEH ¢ JaThl NPUEMKHU JIEKaPCTBEHHBIX MpernapaTtoB Ha (apMaleBTUUYEeCKUd CKIaag |
npencrasieHus B PepepanbHyro ciyx0y 1o Haa30py B cdepe 31paBooXpaHeHHs JOKYMEHTOB U CBEJICHUH,
TIpeyCMOTPEHHBIX 4YacThio 2 crathi 52! (enepanpHoro 3akona "OG6 oOpaiieHHM JeKapCTBEHHBIX
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cpeAcTB"”, O JEKapCTBEHHBIX Npenaparax, BBOAUMBIX B TPAXKTAHCKUN OO0OPOT, WIM TOTy4EHUS
paspelIenys, NPeIyCMOTPEHHOTO dYacThio 7 crateu 521 denepamsrHoro 3akoHa "OG6 obpalmieHHH
JIEKapCTBCHHBIX CcpencTB” (B ciydae BBo3a B Poccuiickyro denepannio WMMYHOOHOJIOTHYCCKHIX
JICKApCTBEHHBIX IPENaparoB), OO MPEJCTABICHHUS CBEICHUH O IalbHEWIINX ONepalusx C TaKUMHU
JICKapCTBEHHBIMH TIpeTapaTaMu NpPEICTaBIsIeT B CUCTEMY MOHHUTOPUHTA CBEACHUS, MPEIYCMOTPEHHBIE
nyHkToM 13 npuiokenus N 3 k HacrosieMy [lonoxenuro.

(1. 37* BBenten Iocranosnenuem [Ipasutenscta PO ot 21.07.2020 N 1079)

38. IIpu BBO3e JEeKapCTBEHHBIX mpemnapaTtoB B Poccuiickyto denepanuio U3 rocyiapcTs - 4ICHOB
EBpa3suiickoro 3KOHOMMYECKOTO CO03a JOIYCKAECTCS MPEICTABICHUE CBEACHUN B CUCTEMY MOHUTOPHHIA
CyObeKTOM O0OpallleHusl JIEKAPCTBEHHBIX CPEJACTB, OCYLIECTBISIIOIIMM OTTPY3KY JIEKapCTBEHHBIX
npenapaToB B Poccuiickyto @enepanuio (nanee - npsMoil MOPsI0K MPEACTAaBICHUS CBEIEHUN TIpU BBO3E
JIEKapCTBEHHBIX MpernapaToB B Poccuiickyro denepanuro M3 rocyaapcrts - 4wieHOB EBpasuiickoro
SKOHOMMUYECKOTO CO103a) WM CYOBEKTOM OOpalleHusi JEKapCTBEHHBIX CPEJACTB, OCYLIECTBIISIFOIINM
MpUEMKY Ha (apMmaleBTUUYECKHI CKJIaJ JIEKapCTBEHHBIX IHpernaparoB Ha Tepputopuu Poccuiickoii
Oenepanni (J1anee - 00paTHBINA MOPSIOK MPEACTABICHHS CBEACHUI PU BBO3€E JIEKAPCTBEHHBIX IIPENIapaToOB
B Poccuiickyro denepanuio u3 rocynapcts - wieHOB EBpa3niickoro 3koHOMUYECKOTO CO103a).

Pemenne o BbIOOpE TPSAMOTO TOpSIKA TPEICTABICHUS CBEACHHN TIPU BBO3€ JICKAPCTBEHHBIX
npenaparoB B Poccuiickyro denepanuro U3 rocyaapcTs - 4ieHOB EBpa3suiicKOro 3KOHOMHUYECKOTO CO03a
aub0 o0paTHOro TOpsAAKa TMpEACTAaBICHUS CBEICHUH MpH BBO3€ JIEKAPCTBEHHBIX IpeEnapaToB
B Poccuiickyto @enepanno U3 rocyapcTB - WIEHOB EBpa3uiickoro 3KOHOMUYECKOTO COI03a MPUHUMAETCS
cyObeKTaMu 00paleHus JIeKapCTBEHHbBIX CPECTB, MPEICTABISIOIIMMY TaKUe CBEACHHUS, CAMOCTOSITENIHHO.

B cnywsae BbIOOpa mpsAMOro moOpsAKa TNpEACTaBICHUS CBEACHUNW IPH BBO3E JIEKAPCTBEHHBIX
npemnaparoB B Poccuiickyto @enepannio U3 rocygapcTB - WieHOB EBpa3uiickoro 3KOHOMHUYECKOTO COr03a
CyObeKT oOpallleHus JIeKapCTBEHHBIX CPEACTB, SBJISAIONIMIICS —JepiKareileM WM  BIaJeliblieM
PETUCTPALIIOHHOTO YAOCTOBEPEHHUSI, WM MPEACTaBUTEILCTBO MHOCTPAHHON OpraHU3alii Ha TEPPUTOPUU
Poccuiickoit @enepanuu, sBISIOMIEHCS Iep>KaTEIeM WK BJIaJIeNIbLIEM PErHCTPAIMOHHOTO YIOCTOBEPEHHUS,
B TeueHue 5 pabouux AHEH C JaThl OTTPY3KU JIEKAPCTBEHHBIX INpenapatoB B Poccuiickyro ®deneparuio
U3 rOCY/IapCTB-WwiIeHOB  EBpa3zuiickoro HSKOHOMHUYECKOTO COI03a J0 NPEICTaBICHUS  CBEICHUI
O JAIbHEWIIUX OIepalusx C TaKUMH JIEKapCTBEHHBIMHU IpenaparaMy MpEACTaBIAIOT B CHCTEMY
MOHHUTOPHHTA CBECHUSA, MTpeTycMOTpeHHbIe TyHKTOM 11 mpunoxenus N 3 k HacTosmemy [lonoxenuto.

IIpu osTOoM CcyOBeKT oOpallieHus JEeKapCTBEHHBIX CpPEICTB, OCYIIECTBISIIOIIMM MPUEMKY
Ha (apMalleBTHUECKUN CKIIaJ JIEKapCTBEHHBIX MpernapatoB Ha Tepputopuu Poccuiickoii denepanum,
B TeYeHHe 5 pabouux JHEH ¢ AaThl MPUEMKH JIEKAaPCTBEHHBIX MPENapaTroB U PETUCTPALMU B CHUCTEME
MOHHUTOPDHHIa CBEICHHII 00 OTrpy3ke JeKapcTBEHHBIX IpernaparoB B Poccuiickyto @Dexnepaiuio
U3 FOCylapCTB - WIEHOB EBpa3suiiCKOro HSKOHOMHUYECKOTO CO03a 1O IPEICTaBICHHUS CBEICHUU
O JaJbHEUIINX ONEepalMsaX C TaKUMHU JIEKAPCTBEHHBIMU MpernaparaMM HOATBEPKIAET JTOCTOBEPHOCTH
CBEICHMH, COAEpXKAIIUXCS B CHCTEME MOHMTOPHHIA, IIyTEM IIPEICTaBICHMS CBEICHUM B CUCTEMY
MOHUTOPHHTIA, NIPEelyCMOTPEHHBIX MyHKTOM 7 nmpuioxenus N 3 k Hactosmemy [lonoxenuto.

B cnyuae BbIOOpa 0OpaTHOro MOpsiAKAa MpPENCTAaBICHHUS CBEACHUI INPH BBO3E JIEKAPCTBEHHBIX
npenaparos B Poccuiickyro denepanuro u3 rocyaapcTs - 4jieHOB EBpa3suiickoro 3KOHOMUYECKOr0 COX03a
CcyOBbeKT oOpalieHHs JIeKapCTBEHHBIX CPE/ICTB, OCYIIECTBISIOMNN MPUEMKY Ha (papMalieBTHUeCKUi CKIIaj
JIEKapCTBEHHBIX IpernaparoB Ha Tteppuropun Poccuiickoir denepanuu npu BBo3e B Pocculickyro
denepanuio U3 rocyaapcTB - WieHOB EBpazniickoro 3KOHOMHUYECKOTO CO03a, B T€UEHUE 5 pabounx THeH
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C JaThl IPUEMKH JIEKAPCTBEHHBIX NPENapaToB 10 MPEACTaBICHUS CBEACHUN O NAIbHEUIIMX ONEpaLUsiX
C TAKUMH JIEKQpCTBEHHBIMM IperaparaMyd IpEACTaBIseT B CHUCTEMY MOHUTOPUHIA CBEACHUS,
npenycMoTpeHHble TyHKToM 12 npusnoxenus N 3 k HacTosiemy [losoxenuro.

[Ipu sTOM CyOBEKT OOpalieHusl JIEKAPCTBEHHBIX CPEICTB, SBIAIONIUICS JiepXKaTeaeM WU
BJIAJIENIBIIEM PErUCTPALMOHHOIO YIOCTOBEPEHHUsI, WIM IIPEACTABUTENBCTBO MHOCTPAHHOM OpraHM3aluy
Ha tepputopun Poccuiickoit @enepann, ABISIOMEHCS JepKaTEIEM WM BIAACIbIEM PErUCTPAaMOHHOTIO
YIOCTOBEPEHHUS, B T€UEHUE 5 pabouuXx JHEN C JaThl PETUCTPALMU B CHUCTEME MOHUTOPUHIA CBEACHUM
0 mpuemMKe Ha (hapMaleBTUUECKUN CKJIaJl JIEKApCTBEHHBIX IpenapaTtoB Ha Teppuropun Poccuiickoit
@enepanuy 10 NPEACTABICHUS CBEIACHUN O JAJbHEHIIMX OlEpalusix C TAKUMHU JIEKapCTBEHHBIMH
IpenaparamMu NOATBEPKIAIOT JOCTOBEPHOCTh CBEACHUM, COIEPKAIIMXCSA B CUCTEME MOHUTO PUHT A, ITyTEM
MIPEJCTAaBICHNUS CBEACHUN B CHCTEMY MOHHTOPHHTA, MPEIYCMOTPEHHBIX MyHKTOM 7 mpuiioxkeHust N 3
K Hacrosmemy [lomoxeHuro.

(m. 38 B pen. [Tocranosnenus [IpaButensctea PO ot 21.07.2020 N 1079)

38L. [Ipu ocymiecTBIEHNH BBOJA B TPAXIAHCKMIT 060POT JIEKAPCTBEHHBIX MPENApaToB, BBE3EHHbIX
B Poccuiickyto ®denepanuio u3 rocyaapcTB - wieHOB EBpa3uilckoro 3KOHOMHYECKOTO CO03a, CYyOBEKT
oOpallleHHsl JIEKApCTBEHHBIX CPEJICTB, OCYLIECTBISIIOIIMM NpUEeMKY Ha (apMalleBTUUECKUN CKIaf
JIEKapCTBEHHBIX MPEMmapaToB Ha Tepputopun Poccuiickoii @enepannu, B TeUeHUE S5 pabounx JHEH C 1aThl
TpeCTaBIeHNs JOKYMEHTOB U CBEJEHHI, IPeTyCMOTPEHHBIX YacThIo 2 cTaThk 52 MenepanbHoro 3akoHa
"O0 oOpareHny JEKapCTBEHHBIX CPEICTB', O JIEKAPCTBEHHBIX MperapaTax, BBOJAUMBIX B T'PakJIaHCKHI
o6opot, B denepanpHyto ciyk0y 1o Haa30py B cepe 3apaBOOXpaHCHUS WIIU TOJyUEHHUS pa3penieHus,
IpeycCMOTpeHHOro vacThio 7 cTtathu 52! denepanpHoro 3akona "OG6 0OpaIieHHH JTeKapCTBEHHBIX
cpenctB” (B ciydae BBo3a B Poccuiickyro dDeaepaninio ©MMMYHOOHOJIOTHYECKHUX JIEKAPCTBEHHBIX
MpernapaToB), 10 MPEJICTaBICHUS CBEIACHHMHM O JalbHEHIIMX OMNepalusx C TaKUMH JIEKapCTBEHHBIMU
npernapaTamMy MpEACTaBiIseT B CUCTEMY MOHHMTOPHMHIA CBEIEHUS, NPETyCMOTPEHHBbIE IyHKTOM 13
npuioxkenust N 3 k Hacrosimemy [lonoxeHnuto.
(. 38! BBenen Ilocranosnenuem Ipasurensctea P® ot 21.07.2020 N 1079)

39. CBenenusi, mpeaCTaBisieMble CyObeKTaMH OOpalieHHs JIEKApCTBEHHBIX CPEJICTB B CHCTEMY
MOHHUTOPHUHTA NIPU OCYIIECTBICHUH OIEPAIUil C TPETUYHOH (TPAHCIIOPTHON) YIAKOBKOM JIEKAPCTBEHHOTO
npernapara, puBeJICHbI B TIpHIoskeHun N 5.

(8 pen. ITocranosnenus IpaButensctBa PO ot 20.03.2020 N 311)

40. IIpu ocymecTBICHUH arperupoBaHys JIEKAPCTBEHHBIX IPETIapaToB, UMEIOIINX OJIUH II100aTbHBIN
UICHTH(UKAIIMOHHBIA HOMEP TOPTrOBOI €AMHUIIBI, CYOBEKT 0OpaIIeHus JIEKapCTBEHHBIX CPEJICTB HAHOCUT
Ha TPETHYHYIO (TPAHCHOPTHYIO) YIIAaKOBKY JICKAPCTBEHHOTO Ipenapara KoJ WACHTH()UKAIMA TPETUIHOU
(TpaHCTIOPTHOH) YIAaKOBKM JIEKAPCTBEHHOTO IIperapara M IMPEACTAaBISIET B CHUCTEMY MOHHTOPHHIA
CBEJIEHUs, TMpeaycMOTpeHHble myHKkToM | mpunoxenus N 5 k Hactosmemy [lonoxenwuto,
710 TIPEJICTAaBICHUS CBEICHUH O TaIbHEHIINX ONepalusiX ¢ TAKUM JIEKAPCTBEHHBIM IpenapaToM.

(B pen. ITocranosnenus [paButensctea PO ot 21.07.2020 N 1079)

41. Ilpu pacopMHpOBaHUM TPETUYHOH (TPAHCHOPTHOM) YNAKOBKM JIEKAPCTBEHHOI'O Mpernapara,
U3BATHHM JIEKAPCTBEHHBIX MpPENapaToB M3 TPETUYHOW (TPaHCHOPTHOM) YMAKOBKH JIEKApCTBEHHOTO
npernapara, JOMNOJHUTEIbHOM BIIOKEHHMM JIEKAPCTBEHHBIX IPENapaTroB B TPETHUHYIO (TPaHCIOPTHYIO)
YIIaKOBKY JIEKapCTBEHHOTO IMpernapata CyOBeKT OOpalleHusl JIEKApCTBEHHBIX CPEJICTB MpPEJCTaBISET
B CHUCTEMY MOHUTOPUHIA CBEACHNUS, IPEAYCMOTPEHHBIE ITyHKTaMU 2 - 4 npuitoxeHusd N 5 Kk HacTosmeMy
[lonoxenuto, 10 NPEACTABICHUS CBEICHUI O AANbHEHIIMX OINEpalMsIX C TAKUMM JIEKapCTBEHHBIMU
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IpernapaTamMy Wi TPETUYHOH (TPaHCIIOPTHOI) YIIaKOBKOM JIEKApCTBEHHOI'O IIperapara.
(B pen. [Tocranosnenus [IpaBurensctBa PO ot 21.07.2020 N 1079)

42. CeeneHusi, TMpeENCTaBIsieMble CyOBEKTaMH OOpalIeHHs JIEKApCTBEHHBIX CPEACTB B CHCTEMY
MOHHUTOPHHIa IMpU OOOpOTE M BHYTPEHHEM IIEPEMEIEHUU JIEKAPCTBEHHBIX IMPENaparoB, MPHUBEIEHBI
B npuiioxkeHuu N 6.

43. CyObekT  oOpamieHusi  JICKapCTBEHHBIX  CPEACTB,  OCYIISCTBISIONIMN  TepeMelIcHHE
JIEKapCTBEHHBIX MPENapaToOB MEXIY apecaMl MECT OCYIIECTBICHHS JIE€ATEIbHOCTH COIVIACHO JIMLEH3UN
(c yueToMm TakMX BHJIOB JEATEIbHOCTH, KaK MPOU3BOACTBO JIEKAPCTBEHHBIX CPE/ACTB, (apMalleBTUUECKas
NESITEIbHOCTh U JESTENIbHOCTh [0 00OpPOTY HAapKOTHYECKHUX CPEACTB, MCUXOTPOIHBIX BEIIECTB U HUX
MIPEKYPCOPOB, KyTbTHUBHUPOBAHUIO HAPKOCOAEPIKAIIUX PACTEHUH) U (M) (hapMalleBTHUECKIMU CKIIaIaMH,
B TedyeHHe S5 paboumx JHEH ¢ (akTUYeCKOM JaThl NEepeMelIeHHUs JIEKapCTBEHHBIX IPErnapaToB
710 TIPE/ICTABJICHUSI CBEIEHUH O JaJbHEHIIMX OINepalusX ¢ TaKUMHU JIEKApCTBEHHBIMU IpernapaTaMmu
MIPEJICTaBJIsIeT B CUCTEMY MOHHUTOPHMHIA CBEAEHUS, MPEIyCMOTpEHHbIE MyHKTOM | mpuioxeHus N 6
K HacrosmeMy [losoxenuto.

(8B pen. [Mocranosnenus [IpaBurensctBa PO ot 20.03.2020 N 311)

44. Tlpu mepenaye JIEKapCTBEHHBIX MpPENapaToB MEXIy CyObeKTaMu OOpalleHHs JIEKapCTBEHHBIX
CPEICTB JOIYCKaeTCsl TpEACTaBICHUE CBEICHHII B CHCTEMY MOHHUTOPHHra CyOBEKTOM OOpallleHus
JIEKapCTBEHHBIX CPEJCTB, OCYIIECTBIISIIOIIMM Iepeady JIEKAPCTBEHHBIX MpPEnaparoB (Jajgee - MpsMOH
NOPAZOK MPEJICTABICHUS] CBEACHUH IpU 000pOTE JIEKAPCTBEHHBIX IIPEnapaToB), WM CYOBEKTOM
oOpalleHNs JIEKapCTBEHHBIX CPEACTB, OCYILECTBIIAIOUINM IPUEMKY JIEKAPCTBEHHBIX IIPENapaToB (Janee -
0OpaTHBII MOPSIOK MPEACTABICHHS CBEACHHI TIPH 000POTE JIEKAPCTBEHHBIX MIPEIapaToB).

Pemenune o BbIOOpEe MpsIMOTO MOpsAKAa IMPEACTaBICHHS CBEIEHUI NMpU 000pOTE JIEKAPCTBEHHBIX
npernapaToB JMOO 0OpaTHOrO MOpsAAKAa NPEACTaBICHHS] CBEIEGHUH MpU 000pOTE JIEKapCTBEHHBIX
[IpernapaToB NMpUHUMAETCs cyObeKTaMu OOpallleHus JIEKAPCTBEHHBIX CPEACTB, MPEACTABISIONIMMHI TaKUe
CBEICHHUS, CAMOCTOSITEIIBHO.

B cinydae BpIOOpa mpAMOTO MOpsAJKAa MPEACTABICHUS CBEACHUN HpU 000pOTE JIEKAPCTBEHHBIX
MIpernapaToB CyObEKT 0OpalleHus JeKapCTBEHHBIX CPEJICTB, OCYIIECTRISIONIUN Mepeiady JeKapCTBEHHbIX
[pernapaToB JApyromMy CyObeKTy OOpalleHHs JeKapCTBEHHBIX CPEACTB B paMKax I'Pa)KIaHCKO-TIPABOBBIX
OTHOIIICHUI, B TeueHue 1 pabouero mHS ¢ (aKTUUECKOW NaThl OTTPY3KH JIEKAPCTBEHHBIX MPENapaToB
MIPEJICTaBJIsIET B CUCTEMY MOHHUTOPHHIA CBEACHUS, MPEIYyCMOTPEHHBbIE MYHKTOM 2 mpuiioxkeHus N 6
K HacrosimemMy [lonoxeHnuto.

HpI/I 3TOM CY6’beKT O6paH_ICHI/I$I JICKAapCTBCHHLIX CPCIACTB, OCYH.[GCTBJ'IHIOH_II/II‘/'I [MPpUEMKY
JICKApCTBCHHBIX IIPCIIapaTOB OT ApPYyroro CY6’beKTa 06paH_IeHI/I$I JICKAapCTBCHHLIX CPCACTB B pPaMKax
IpaXXIaHCKO-IIPABOBBIX OTHOMCHHﬁ, B TeucHue 1 pa60qer0 AHA C JaTbl HNPUCMKU JICKAPCTBCHHBIX
npenaparoB W perucrpallii B CUCTEMC MOHUTOPHHTA CBEJICHUIM 00 OTI'PY’KCHHBIX JICKAPCTBCHHBIX
npenaparax A0 MOpCACTaBICHUSA CBEJICHHM O JalbHEHIINX onecpanuAax € TAKUMHU JICKAPCTBCHHBIMU
npenaparaM NOATBEPIKAACT JOCTOBCPHOCTDH CBC,Z[eHI/II\/'I, CoACPKAIMUXCA B CUCTCME MOHUTOPHHT'A, ITYTEM
MMpEACTaBJIICHUA CBEJICHUN B CUCTCMY MOHUTOPHHIA, NMMPEAYCMOTPCHHBIX ITYHKTOM 4 MMPUIIOKCHUSA N 6
K HAaCTOAICMY ITonoxenuto.

B cJIydgac BLIGOpa 06paTH01" 0 TIopsAAKa MPCACTAaBJICHUA CBEJICHUI npu 060pOTC JICKAPCTBCHHBIX
npernapaTroB CY6’LGKT o6pameHI/1;1 JICKApCTBCHHLBIX CPCICTB, OCYII_ICCTBJISIIOH_[I/Iﬁ NMPHUEMKY JICKAPCTBCHHBIX
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MpernapaToB OT APYroro cyobekTa oOpalieHus JIEKapCTBEHHBIX CPEJICTB B PAMKAX IPaXKAAHCKO-TIPABOBBIX
OTHOHIGHI/Iﬁ, B Teuenue 1 pa60qero AHA C JAaThl IMMPHUEMKH JICKAPCTBCHHBIX MNPCIAapaToOB MPECACTABIIACT
B CUCTCMY MOHHUTOpHHIa CBCACHHUA O IMPUHATBIX JICKAPCTBCHHBLIX IIpCliaparax, HNpCAyCMOTPCHHLIC
nyHKkToM 3 ipuitoskeHust N 6 k HactosimeMy [lonoxenwuro.

[lpu »>TOM CyOBEKT OOpalleHHs] JICKAPCTBEHHBIX CPEACTB, OCYIIECTBUBIIMK  Mepenady
JICKaPCTBEHHBIX MpENapaTroB JAPYroMy CyObEeKTy oOOpallleHHs JIEKapCTBEHHBIX MpENapaTtoB B paMKax
IPaKJIaHCKO-TIPABOBBIX OTHOIICHUH, B TeueHHWe | pabodero JAHS C JaThl PETUCTPALMM B CHCTEME
MOHHUTOPUHIA CBEACHHWI O TIPUHSTBHIX JIEKAPCTBEHHBIX IperapaTax, HO JIO TPEICTABICHUS CBEICHUM
O JaJbHEHIINX OMNEpalysIX C TaKAMH JICKAPCTBEHHBIMH IperapaTaMu TOATBEPKIACT TOCTOBEPHOCTD
CBEIICHUH, COJICPIKAIINXCS B CHCTEME MOHHTOPHHTA O TIEPEIAHHBIX JICKAPCTBEHHBIX TpenapaTax, myTeM
NPE/ICTABICHNUS] CBEJICHUN B CUCTEMY MOHHMTOPHHIA, MPEIYCMOTPEHHBIX MYHKTOM 4 mpuioxenus N 6
K HacrosmeMy [losoxenuto.

(m. 44 B pen. [Tocranosnenwus [IpaButensctea PO ot 21.07.2020 N 1079)

44*. Tlpu nepenaue QenepanibHBIM OpraHaM HCIIONHUTENBHON BIACTH, OpPraHaM roCyIapCTBEHHOM
BiacTH cyobektoB Poccuiickoit denepanny U ynmoJHOMOYEHHBIM MMM OPraHU3alUsM JIEKapCTBEHHBIX
MpernapaToB, 3aKylMaeMbIX JUIsI HYXJ OOOpOHBI CTpPaHbl U 0E30MACHOCTH TOCYAAapCTBa, OKAa3aHMS
TyMaHUTapHON TOMOIIM, JUKBHUJIAIUHN TOCIEACTBUI Ype3BhIYAlHBIX CUTYyalUud, KPYMHOMACIITaOHBIX
aBapuil ¥ MHIMJEHTOB NMPUPOJAHOTO U TEXHOTCHHOTO XapaKTepa, B IENAX HCKIIOUEHHUS BO3MOXKHOCTHU
PacKphITUsl CBEIEHUM, OTHECEHHBIX K TOCYAApCTBEHHOM TailHe, cyOBEKT OOpallleHusl JIeKapCTBEHHBIX
CPEACTB, OCYIIECTBIISIIOIIMI Nepeaady TaKuX JIGKAPCTBEHHBIX IPENaparoB, B TeueHHE 5 pabounx JHEH
c 1aTbl (aKTUUECKOW OTIPY3KH JIEKAPCTBEHHBIX IPENapaToB NPEACTaBISAET B CHUCTEMY MOHUTOPHUHIA
CBEIEHUSI O BBIBOJAE JIEKAPCTBEHHBIX IIpenapaToB M3 o000poTa, 3a UCKIIOYEHHEM CBEJECHHUH,
MpeAyCMOTPEHHBIX — moamyHktamu "1, ", "x" - "u" nmynkra 1 mpunoxenus N 4 K Hacrosemy
[Tonoxenuro.

(8 pen. ITocranosnenus [IpasutensctBa PO ot 21.07.2020 N 1079)

[Topsiiok mpeacTaBiIeHUs CBEACHUI O BbIBOJIE M3 000pOTa JIEKAPCTBEHHBIX MPENapaToB, YKa3aHHBIX
B ab3ale MepBOM HACTOALIETO MYHKTa, YTBepxkAaeTcs MHUHHCTEPCTBOM 31paBooxpaHeHust Poccuiickoii
denepanuu.
(BBenen Ilocranosnenuem IpaBurensctea PD ot 21.07.2020 N 1079)

44?. CyObeKkT oOpallleHHs JIeKapCTBEHHBIX CPECTB, BBLINOIHAIOMMN (YHKIUMM 1O ayTCOPCUHTY
Ipu niepegade  cyObeKkraM — oOpalleHHs JIGKAPCTBEHHBIX  CPEICTB,  OCYIICCTBISIFOIIAM  OTITYCK
JICKApCTBEHHBIX MpPENapaToB OCCIUIAaTHO MJIM CO CKHJIKOHM 10 pelenTy Ha JICKAapCTBEHHBIC IMPENaparThl,
JICKApCTBEHHBIX MPENapaToB, 3aKylMaeMbIX Ui 00ECIICYCHUs T'paXJaH 3a CYeT CPeACTB (eaepaibHOrO
OromxkeTa U (Wnn) cpeacts OrkeToB cyObekToB Poccuiickoit @enepaunu, B TeueHue 1 padouero aHs
¢ paKkTH4EeCKOW MaThl OTTPY3KH JIEKAPCTBEHHBIX IPEMapaToB MPEACTaBISET B CHUCTEMY MOHHUTOPUHTA
CBEICHHUS, IPEAYCMOTPEHHBIE TyHKTOM 6 mpuioxkeHus: N 6 k Hactosimemy [lonoxenuro.

IIpu 3TOM CyOBEKT OOpalleHHs JEKAPCTBEHHBIX CPEJICTB, OCYIIECTBISAIOIUNA NPUEMKY TaKuX
JIEKapCTBEHHBIX MPEnaparoB, B TeueHue 1 pabodero qHs ¢ AaThl MPUEMKH JIEKAPCTBEHHBIX IpenapaToB U
perucTpani B CHCTEME MOHHUTOPHUHIA CBEJEHUH 00 OTTpYKEHHBIX JICKApCTBEHHBIX Ipernaparax
710 IPEJCTAaBICHNUS CBEIECHUM O NaJbHEHIIMX OIepalusx C TaKUMHU JIEKAPCTBEHHBIMHU IpernaparaMu
MIOJITBEPXK/IAET JOCTOBEPHOCTD CBEJICHUH, COJIEPIKALIMXCS B CUCTEME MOHUTOPUHT A, TyTeM MPE/ICTaBICHUS
CBEJICHUH, MPeTyCMOTPEHHBIX MMyHKTOM 4 npuiioxenus N 6 k Hactosimemy [lonoxenuto.

(1. 442 BBesien Iocranosnenuem Ipasutensctsa PO ot 21.07.2020 N 1079)
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45. CyOnekT oOpallleHus JeKapCTBEHHBIX CPEICTB, OCYIIECTBISIONINN KOHTPAKTHOE (TIOIPSITHOE)
IIPOU3BOJICTBO JIEKAPCTBEHHBIX IIpenapaToB Ha Teppuropun Poccuiickont @enepannu, Nnpu mnepenaye
JIEKapCTBEHHBIX TpenapaToB (TOTOBOM MPOAYKIHH) CyOBEKTYy OOpalieHHus JIEKapCTBEHHBIX CPE/ICTB,
SBJIIOIIEMYCS 3aKa3YMKOM TaKOro KOHTPAKTHOTO (IOJPSAHOIO) MPOMU3BOJACTBA, B TeueHUEe 5 paboumx
JHEHW C AaThl Iepefaun JEeKapCTBEHHBIX MPENaparoB MPEICTaBIseT B CUCTEMY MOHUTOPUHIA CBEICHUS,
IIpelyCMOTPEHHbIE TYHKTOM 5 npuiiokeHus N 6 k HacTosieMy [lonoxenuro.

[Ipu 3TOM CyOBEKT OOpalleHus JIEKAPCTBEHHBIX CPEJICTB, SABISIOLINIICS 3aKa3YMKOM KOHTPAKTHOIO
(MO IHOTO) MPOU3BOJICTBA JIEKAPCTBEHHBIX MPENapaToB, B T€UEHHE 5 pabouMX JHEN C aThl MPUEMKHU
JIEKAPCTBEHHBIX IpPENapaTtoB M PETHCTPAllMd B CUCTEME€ MOHHUTOPUHIA CBEICHUN O IEpPEAaHHBIX
JIEKAPCTBEHHBIX IIpernaparax 10 NPEACTAaBICHUS CBEACHUM O MANBHEHUIINX ONEpalMsIX € TaKUMU
JIEKAPCTBEHHBIMM IIpEerapaTaMy INOATBEPKIAET JTOCTOBEPHOCTh CBEACHMM, COIECPIKAIUXCS B CUCTEME
MOHUTOPHHIA O MEPENAHHBIX JEKAPCTBEHHBIX IperapaTax, IyTeM MPEJCTaBICHHS CBEICHUN B CUCTEMY
MOHHUTOPHHIA, IPEAYCMOTPEHHBIX MYHKTOM 4 npuiiokeHus N 6 k HacToseMy [lonoxeHuto.

46. CyObekT oOpallleHHsT JIEKapCTBEHHBIX CPEICTB, OCYHIECTBISIOMIAN BBIBOJ M3 000poTa
JIEKApCTBEHHBIX MPENapaToB (3a UCKIFOUEHHEM BBIBOJIA M3 000POTa JICKAPCTBEHHBIX MPENapaToB ITyTeM
BBIBO3a paHee BBE3CHHBIX B Poccwiickyro denepanuu JIeKapcTBEHHBIX TpENapaToB, YHHUUYTOKEHUS
JICKApCTBEHHBIX MPENapaToB, IMOMENICHHBIX IO TaMOXXEHHYIO TIPOIEIYpPY YHUYTOXKEHHS, BBIBO3A
JIEKApCTBEHHBIX IPEIapaToB, MapKUPOBAHHBIX CPEICTBAMU HICHTH(UKAIINH, 32 MPEIesTbl TAMOKEHHON
Tepputopun EBpasuiickoro 3KOHOMHYECKOTO C€O103a, MOMELIEHHBIX O] TaMOXEHHYI MpOoLenypy
AKCIOPTA, UJTU Mepelaui Ha YHUUTO)KEHHUE paHee BBEICHHBIX JIEKAPCTBEHHBIX NPENapaToB B IPaxAaHCKUN
o6opot Ha Tepputopun Poccuiickoit @eneparun), B TeueHue S pabovuXx JTHEH C JaThl COOTBETCTBYIOIIEH
oTepaluy WIN C JAaThl IPUEMKH JIEKAPCTBEHHBIX MpPEnapaToB Ha apMaleBTUYECKUI CKIaj (MpU BHIBOJIE
13 000pOoTa JIEKAPCTBEHHBIX IPENapaToB B 30HE TAMOXEHHOTO KOHTPOJIS)) MPEIACTABISIET B CUCTEMY
MOHHUTOPHHIa CBEACHHUS, ITpeaycMOTpeHHbIe MyHKTOM 1 mpuioxkenust N 4 k Hacrosiemy [lonoxenuto.

(8 pen. ITocranosnenus [IpasutenscrBa PO ot 21.07.2020 N 1079)

47. CyObekT oOpalieHust JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBISIOMIMA BBIBOJ W3 000poTa
JICKApCTBEHHBIX IPEMapaTroB IIyTeM YHUYTOXCHHS JIGKAPCTBEHHBIX IPEIapaToB, TOMEIIECHHBIX
MI0JT TAMOXKCHHYIO TIPOIIEypY YHHUTOXKEHHS, BbIBO3a JICKAPCTBEHHBIX IPEIapaToB, MapKHPOBAHHBIX
CpeAcTBaMU WACHTU(HUKAIMH, 32 TPEAeIbl TAMOXCHHON TeppuTOpHH EBpazsuicKOro SKOHOMHUYECKOTO
CO03a, MOMEIIECHHBIX MO/ TAMOKEHHYIO MPOLEAYPY 3KCIOPTA, MPEICTABISAET B CUCTEMY MOHUTOPHHTA
CBEJICHUS, TPEIyCMOTpeHHbIe MyHKToM 2 mnpuiokeHuss N 4 k Hacrosmemy [lonokeHuro, B TedeHUe
5 pabouux JHEH C 1aThl COOTBETCTBYIOIIECH OTEpaIiy.

(8 pen. ITocranosnenus IpasutenscrBa PO ot 21.07.2020 N 1079)

48. CyObekT oOpalleHus JEeKapCTBEHHBIX CpPEICTB, OCYIIECTBISAIOMIMNA BBIBOJI U3 00OpoTa
JIEKapCTBEHHBIX MPEMapaToB MyTeM Mepefadyn JeKapCTBEHHBIX MPernapaToB HA YHHUTO)KEHHE, B TEUCHHE
5 pabounx mHEl ¢ JaThl Mepefayd Ha YHUUYTOKEHHE JIEKAPCTBEHHBIX MPENaparoB N0 MpeICTaBIICHUS
CBeZICHM O (hakTe YHWYTOXKEHHS JIEKapCTBEHHBIX MPENapaToB MPEJICTaBIsIeT B CHCTEMY MOHUTOPHHTA
CBEICHHUS, IPEAYCMOTPEHHbIE TyHKTOM 3 npuiioxkeHus N 4 k Hactosmemy [lonoxenuro.

[Io wToraM YHMUTOXKEHHs JEKAPCTBEHHBIX MPENapaToB CyObEKT OOpallleHus JeKapCTBEHHBIX
CPEZCTB, OCYIIECTBUBIINI Nepeaayy JIeKapCTBEHHBIX MIPENapaToB Ha YHUUTOKEHHE, B Te€UeHUE 5 pabounx
JHEW C JaThl MOJydyeHHUs] akTa o0 YHMUYTOXXKEHHM MpPEJCTaBIseT B CHUCTEMY MOHUTOPHHIA CBEJCHUS,
IIpe1yCMOTpEHHbIE TYHKTOM 4 npunokeHus N 4 k HacToseMy [lonoxenuto.
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49. CyObekT oOpalieHus JIEKapCTBEHHBIX CpPEICTB, OCYHIECTBISIOMIMKA BBIBOJA U3 000poTa
JIEKapCTBEHHBIX IPENapaTroB IyTeM OCYLIECTBJICHMSI PEIKCIOpPTa, B T€UEHHE 5 pabouux AHEH cO AHA
pelIeHusl O PEedKCIOPTEe, MPUHATOTO TaMOXKEHHBIMH OpPTaHAMM, MPEICTABIISICT B CHCTEMY MOHHUTOPHHTA
CBECHUS, IIPeAyCMOTpEHHbIE MYHKTOM 2 npuiiokeHust N 4 k Hacrosiemy [lonoxenuro.

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

50. IIpm  ocymiecTBIeHMH TOBTOPHOTO BBOAa B  00OpOT  JIEKAPCTBEHHBIX  IPEMapaTroB
(3a UCKJIIOYEHHEM JIEKAPCTBEHHBIX IPENapaToB, CBEACHUS O BBIBOJE U3 000pOTa KOTOPHIX MPEACTABICHBI
B CHCTEMY MOHHTOPUHTA B COOTBETCTBHH ¢ MyHKTOM 44! Hactosmero IMosoxenus) cyobekT oOpamieHus
JIEKapCTBEHHBIX CPEJICTB, paHEEe OCYIIECTBUBIIMI BHIBOJ M3 000pOTa JIEKAPCTBEHHBIX IMPENapaToB WU
BBIITYCK TaKUX JIEKapCTBEHHBIX MpernaparoB BHe Teppuropuu Poccuiickoit denepannu (B ciydae BbIBO3a
paHee BBe3eHHBIX B Poccuiickyto denepanny JeKapcTBEHHbBIX MIPENapaToB), B TEUEHUE 5 pabouux JHEH
C IaThl  COOTBETCTBYIOUIEH  oOmIepaldud MpeACTaBiIsieT B  CUCTEMY MOHUTOPUHIA  CBEACHUS,
npenycMoTpeHHble TyHKToM 14 npusnoxenus N 3 k HacTosiemy [lonoxenuro.

[Topsinox mpencTaBieHHs] CBEIEHUN O MOBTOPHOM BBOJIE€ B 00OOPOT JIEKAapCTBEHHBIX IMpPENapaTos,
yKazaHHBIX B a63ame BropoMm nyHkTa 44' macrosmmero Ilonmoxkenus, yTBepikaaercs MHHHCTEPCTBOM
3apaBooxpanenus Poccuiickoin denepannm.

(m. 50 B pen. ITocranosnenus [Ipasutensctea PO ot 21.07.2020 N 1079)

51. CyObekThl OoOpaIrieHusi JEKapCTBEHHBIX CPEACTB, OCYIICCTBIISIONINE PO3HUYHYIO TOPTOBIIIO
JICKApCTBEHHBIX TPENapaToB M OTHYCK JIEKAPCTBEHHBIX MPEMapaTtoB €O CKUAKOW 10 perenTy
Ha JIEKapCTBEHHBIE MPErapaThl, MAPKUPOBAHHBIX CPEIICTBAMH WICHTH(HUKAIINY, MTPEICTABISIOT CBEICHUS
0 BBIBOJIE U3 000pOTa JIGKAPCTBEHHBIX MPETAPATOB C UCIIOJIH30BAHUEM KOHTPOJIEHO-KACCOBOW TEXHHUKH.

[lepenaua uHpOpMAIMK B CHCTEMY MOHUTOpPHHIa O JIEKAPCTBEHHBIX Ipenaparax, BbIBEIEHHBIX
u3 00opota cyObeKkTaMu OOpalieHusl JEKapCTBEHHBIX CPEACTB, HE MPUMEHSIOMHMMUA KOHTPOJIHHO-
KaCCOBYI0  TEXHUKY WM  TMPUMEHSAIOIIMMU  KOHTPOJIbHO-KACCOBYIO  TEXHUKY B  PEXKHUME,
HE IpeaycMaTpHUBaroIleM 00s3aTenbHON nepenaun pUCKalIbHBIX JOKYMEHTOB B HAaJOrOBbIE OPraHbl Yepes
onepaTopa (UCKalIbHBIX JIAHHBIX, B CIy4asX, yCTaHOBICHHbIX DenepanbHbIM 3aKOHOM O mpUMEHEHHUH
KOHTPOJIPHO-KAaCCOBOM TEXHHKHM TP OCYyIIECTBICHHH pacyétoB B Poccuiickoit ®eneparmn’”,
MIPOU3BOJIUTCS TaKUMHU CyObeKTaMH oOpallleHus JIeKapCTBEHHBIX CPEICTB C HCIOJIb30BAHHUEM
(GyHKIHOHAIAa CUCTEMbl MOHUTOPHUHTA.

CY6’LCKTBI O6paH_IeHI/I$I JICKAPCTBCHHLBIX CPEACTB, OCYHICCTBIAIOINEC MCAUIUHCKYIO JCATCIBHOCTh U
BBIBO/J U3 o6op0Ta JICKAPCTBCHHBLIX IIPCIIApaTOB IIPH OKAa3aHUH MEIULIUHCKOM IIOMOIIIH, a TAKKEC CY6’[>6KTBI
O6paH_[€HI/IH JICKAPCTBCHHBIX CPEACTB, OTIIYCKAIOMIUC JICKAPCTBCHHBIC IIPCIIAPAThI OecIuTaTHO 110 penenury
Ha JICKApCTBCHHBIC IIpCIIapaThbl, IIPCACTABIIAIOT I/IH(I)OpMaI_[I/IIO B CUCTEMY MOHHUTOPHUHIA O BBIBOIC
u3 o6op0Ta JICKAPCTBCHHBIX IPCIApaTOB IIYTEM OTIIYCKa JICKAPCTBCHHBIX IIPCIapaToB OecIuiaTHO
IO PCUCIITY Ha JICKAPCTBCHHBIC IMPCIAapaTbl HWJIM OTIYCKa IIPpU OKa3aHHUU MEIUIIMHCKON ITOMOIIH
C UCIIOJIb30BAHUCM PCTUCTPATOPOB BBI6BITI/I${, NPpEACTABIISICMbBIX OIICPATOPOM CUCTEMBI MOHHUTOPHHTA.

OCHaH_IeHI/Ie Cy6’beKTOB 06paH_IeHI/I}I JICKAPCTBCHHLIX CPEACTB, OCYIICCTBIIAOIINUX BBIBOA U3 060p0Ta
JICKApPCTBCHHBIX IIPCIIApaTOB IPHU OKA3aHUU MEIUIIMHCKONM IMOMOIIM WA myTeM OTITyCKa OecIIaTHO
JICKAPCTBCHHBIX IPCIApaTOB IO PEHLCITY Ha JICKAPCTBCHHLIC IPCIAPAThl, PETrUCTpATOpPaAMU BBIOBITHS
OCYIICCTBJIACTCA OINECpaTOpOM CHUCTCMbI MOHUTOPHUHIA Ha 663B03M63IIH0171 ocHoBe. B mensx Ttakoro
OCHaICHUA Cy6’bCKTBI 06pa111eH1/151 JICKAPCTBCHHLIX CPCACTB 3aKJIOYal0T C OIICpaTOpOM CUCTCMbI
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YTBEPXKACHUU [Tonoxenwust o cucreme MOHUTOpPHUHTA...

MOHHUTOPHHTA JIOTOBOPHI, B TOM YHCIIE COJCpPIKAIINE YCIOBUS MPEIOCTABICHUS TAKOTO 000PYAOBAHUS H
€ro pPeriiaMeHTHOTO 00CITyKHMBaHUs Ha 0€3BO3ME3/IHOM OCHOBE.

TumoBast popma Takux JOTOBOPOB yTBEPKAAETCS MHUHUCTEPCTBOM MPOMBIIIJICHHOCTH M TOPTOBIIH
Poccuiickoit ®enepanuu.

A63an yrparun cuity. - [locranosnenue [Ipasutenscta PO ot 30.08.2019 N 1118.

B cnydae HepabGOTOCIIOCOOHOCTH pErucTparopa BBIOBITUS, TOATBEPKIACHHON YBEIOMIICHUEM,
HaNpaBIsIEeMbIM CyOBEKTOM OOpallleHus! JIEKApCTBEHHBIX CPEJCTB OIEPaTopy CUCTEMbl MOHUTOPHHTA,
nepezaya CBEJACHUN O BBIBOJIE M3 000pOTa JIEKAPCTBEHHBIX MPEMApaToB IMyTEM OTITYCKa JIEKapCTBEHHBIX
MpernapaToB OECIUTATHO WM OTITYCKa MPU OKa3aHWU MEIMIIMHCKOW TIOMOIIM Ha TIEPUO]T BOCCTaHOBIICHHS
paboTOCIIOCOOHOCTH WJIM 3aMEHBl PETHCTPATOPa BBIOBITHS OCYIIECTBISIETCS CYOBEKTOM OOpalieHus
JIEKApCTBEHHBIX CPEACTB C MCIOJIb30BaHNEM (DYHKIIMOHAJIA CHCTEMBI MOHUTOPHHTA.

(. 51 B pen. ITocranosnenus [IpaButensctea PO ot 21.07.2020 N 1079)

52. CyObekTsl OOpamieHns JIGKapCTBEHHBIX CPEICTB NpPHU OOHAPYKEHHWH OIMIMOOK B CBEICHUSX
(HEeIOCTOBEpHBIX CBEJECHMI), MPEACTaBIEHHBIX MMU B CHUCTEMY MOHUTOpPHHIA IpPU BBOJE B 000pOT
JIEKapCTBEHHBIX IIPErapaToB M 000pOTe JEKapCTBEHHBIX MPENapaToB, NPEACTABISAIOT B CHCTEMY
MOHHUTOPHHra HHGOpPMAIUIO, HEOOXOAMMYIO JUIsl MCIPABICHHS YKa3aHHBIX OMIMOOK B CBEICHMSIX
(HEIOCTOBEPHBIX CBENICHUI ) (Haiee - NCIpaBIeHUE OMNOOK).

CyObekTbl oOpaleHus] JeKapCTBEHHBIX CPEACTB BIPAaBE BHECTH HCHPABICHHUS OIMHUOOK IO TOTO
MOMEHTA, KOT/1a OHU OBbLIM YBEAOMJICHBI O Ha3HAYEHUH B OTHOIIEHUU HUX MPOBEPKH, OCYLIECTBISIEMON
B YCTaHOBJICHHOM mopsake DenepanbHOl ciy>k00i 1o Haa3opy B cdepe 3mpaBooxpaHeHUs, 1O (HakTy
MPEACTABICHUS CYOBEKTaMH OOpaleHus JIEKApPCTBEHHBIX CPEJCTB OMIMOOYHBIX (HEJOCTOBEPHBIX)
CBEICHUN.

B ciydae ecnu B mpencTaBlieHHHM CBEICHUN, B KOTOPBIX OOHApY)KEHBI OIMIMOKH (HEIOCTOBEPHBIC
CBEJICHUS ), y4aCTBOBAJIH JIPYTUE CyObEKThI 00paIeHUs JISKAPCTBEHHBIX CPEJICTB, TO UCTIPABIICHUS OITHOOK
CUMTAIOTCS TPUHSATHIMHU MOCIIE TOITBEPHKACHUS TOCTOBEPHOCTH MPEICTABICHHBIX HCIPABICHUA OMIMOOK
B CHCTEME MOHHUTOPHHIA BCEMH YYaCTHHKAMH IIPEICTABIICHHS CBEICHHN, B KOTOPBIX OOHAPYKECHBI
OIIHOKK (HEIOCTOBEPHBIE CBEICHHS).

B cucreMy MOHUTOpHUHTA BHOCSTCS CIEAYIOUINE UCTIPABIECHUS OMIKUOOK B OTHOIIEHUH COOCTBEHHBIX
orepalyun:

OTMCHa CY6’LCKTOM 06paH_IeHI/I$I JICKAaPCTBCHHBIX CPCACTB PAHCC SaperI/ICTpHpOBaHHOﬁ OoIepanuu
(B cjIyqac, ¢€CJIIM IIOCJIC TaKkoM OoIepanun HE ObLIU COBCPUICHBI JIEUCTBUS C nepexoaom IIpaBa
COOCTBEHHOCTH Ha JICKApCTBCHHLIC npenapaTLI);

OT3bIB COOOIIEHHSI 00 OTIpy3Ke JIEKapCTBEHHBIX MIPENapaToB CyObEKTOM 00paleHUs JIEKapCTBEHHBIX
CPEACTB - OTIPaBUTENEM TaKOTo COOOLIEHMS, MEpPeaHHOI0 MOIydaTelo JIGKAPCTBEHHBIX MPEnaparos.
Takas KOppeKTHpOBKa BO3MOXHA 10 NEPEJaun CBEACHUN O MOATBEPKIACHUU NEPENadn JIEKapCTBEHHOTO
npernapara JIpyruM cyobeKToM 0OpalleHusl IEKapCTBEHHbBIX CPE/ICTB;

OTKa3 cy61,eKTa 06paIJ_IeHI/I}I JICKAPCTBCHHBIX CPCACTB - MOJIYHATCJIA JICKAPCTBCHHBIX IPCIIApaTOB
OT IMPUCMKHU JICKAPCTBCHHBIX IPCIapaToB. Takas KOPPCKTUPOBKA BO3MOKHA OO IEpCAavn CBEJICHUI

www.consultant.ru Crpannna 36 u3 75
HajIe:KHAsl IPAaBOBas MO/AJePKKA


http://www.consultant.ru/
http://www.consultant.ru/

ITocranosnenue I1paButenscrea PO or 14.12.2018 N 1556
(pex. or 21.07.2020)
"O6 yrBepxneHny [To0KeHNs 0 CHCTeMe MOHHTOPHHTA....

Hoxyment npenocrasiieH Koncynbranrlltoc

0 MOJITBEPKACHUH NIEpeaayy JeKapCTBEHHOTO Mperapara IpyruM cyobeKTOM 0OpaleHus JIEKapCTBEHHBIX
IIpenaparos,

KOPPEKTUPOBKA CyOBEKTOM OOpaIleHHUs JIEKAPCTBECHHBIX CPEJICTB paHEe HAIIPABICHHBIX MM CBE/ICHHIA
B CHCTEMY MOHHUTOPHHTA O IIepefade JICKapCTBEHHOIO Ipenapara Ipyromy CYOBEKTy OOpamieHus
JICKAPCTBEHHBIX CPEACTB C TMOJTBEP)KACHHEM TaKOW KOPPEKTHPOBKH CyOBEKTOM  OOpalieHus
JICKaPCTBEHHBIX CPEJICTB, KOTOPOMY TEepPEIaHbl TAKUE JICKAPCTBEHHBIC MIPEapaThl.
(BBenen INocranoBnenuem [pasutenscrta PO ot 21.07.2020 N 1079)

53. biiokupoBKa MPUHATHS CUCTEMOW MOHHUTOPHHTA CBEJACHUH O BBOJIE B 00OPOT JIEKapCTBEHHBIX
npenaparo, 00 060poTe u (1K) O BBIBOJIE U3 000POTA JIEKAPCTBEHHBIX MTPENapaToB (J1anee - OJOKUPOBKA)
OCYIIECTBIISIETCS B AaBTOMAaTUYECKOM pEXHME B COOTBETCTBUM C PETJIAMEHTOM, OTpEeAesieMbIM
OTIEPATOPOM CHCTEMBI MOHUTOpPHHTA U coryiacoBaHHbIM ¢ DenepanbHOil ciryx00i Mo Ham30py B cdepe
31IPaBOOXPAHEHHS.

(8B pen. [Mocranosnenus [pasurensctBa PO ot 30.08.2019 N 1118)

[lepeuens mpuuuH GJIOKUPOBKU MPUBEAEH B NPUIOKeHUH N 7.

[Ipn ycTpaneHuu cyOBeKTOM oOOpallleHUs JEKapCTBEHHBIX MPEnapaTtoB MPHUYMH, MOCTYKUBIIMX
OCHOBaHHUEM JJIs1 OJIOKUPOBKH, OTMEHA OJIOKUPOBKH OCYLIECTBIISIETCS B aBTOMAaTHYECKOM PEKUME.

B otmenpHBIX ciydasx, mepedyeHb KOTOPBIX ompenensercs denepanbHOU CIy)O00W MO HAI30PY
B chepe 31paBooXpaHeHUs], TPU OJIOKHPOBKE JOMYCKAeTCsl BO3MOKHOCTh IIEpejaun CBeIEHUI 0 BO3BpaTe
JIEKapCTBEHHBIX MPENapaToB MOCTABIIUKY, O Mepeaade JeKapCTBEHHBIX MPEnaparoB HA YHUUTOXKEHHE U
(wr) 06 MTHOM BHJIE BBIBOJIAa M3 000POTa JIEKAPCTBEHHBIX MPETapaToB.

EJ'IOKI/IpOBKa n OTMCHAa 6J'IOKI/IpOBKI/I MOTYT BBOJUTHECA B OTHOIICHHU CAWHHIBI JICKAPCTBECHHOTO
Imperapara, mapTHu JICKapCTBCHHBIX IPEIAapaTOB UIK CEPUHU JICKAPCTBCHHBIX IIPEIIaApaTOB.

VII. Mopspok npepaoctaBneHns nHopmaumm, cogepxawiencs
B CUCTEMEe MOHUTOPUHra

54, HOCTYH 3aUHTCPCCOBAHHBIX B INOJTYUCHUU I/IH(i)OpMaI_[I/II/I U3 CUCTCMbI MOHHUTOPHHI'A (1)I/ISI/IIIGCKI/IX
U IOpUIUYCCKUX JINI, Q)eﬂepaanHX OpraHoB HUCIIOJTHUTEILHOM BJIaCTH, OPraHOB FOCYI[B.pCTBCHHOﬁ BJIaCTHU
CY6’LCKTOB Poccuiickoit CDG,I[epaI_II/II/I " OPraHoB MECTHOI'O CaMOYIIPAaBJICHUA oOecrneynBaeTcs Oo1IcpaTOpOM
CUCTCMbI MOHUTOPHUHI'A ITO COTJIACOBAHUIO C MI/IHI/ICTepCTBOM 3APaBOOXPAaHCHUA Poccuiickoit CDCI[epaI_II/II/I.

IIpu sToM oOnamareneM uHGOpPMALKU, COJEpXKAlLICics B CHUCTEME MOHUTOPHHIA, SBIISETCS
Poccuiickass @enepanus. IlpaBomounss oOmagarens wuHQOpMalMK, coJepXKalleidcss B CHCTEME
MOHUTOPHHIa, OT uMeHH Poccuiickonn dexnepanuu OCYIIECTBISET MHUHUCTEPCTBO 3ApaBOOXPaHEHUS
Poccuiickoit @eneparun. OOnanarens uHGpOpMAIMM, COJAEpKAIIEHCs B CHUCTEME MOHMTOPHHTIA,
oOecrieunBaeT KOH(UACHINAIBHOCTh TaKOH MH(OpMAIMH, 32 UCKIIOUEHHEM HH(pOpMAalMH, OTHECEHHOM
ITpaBurensctBoM Poccuiickoit @enepaninu K 001EA0CTYTHON HHPOPMALIH.

OnepaTop CUCTCMbl MOHHUTOPUHIA OCYHICCTBIIACT JEUCTBUA C I/IH(I)OpMaI_[Pleﬁ, coaepmameﬁca
B CUCTCMC MOHUTOpPHHIA, WKW PA3pCIIacT OCYHICCTBJICHUC TAKUX JIeNCTBUI B npeaciax HOHHOMO‘IHﬁ,
YCTaHOBJICHHBIX (beﬂepaJIBHBIMI/I 3daKOHaMU W HIpPUHUMACMBIMU B COOTBCTCTBHMU C HHMU HWHBIMU
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HOPMAaTUBHBIMU IIPaBOBBIMM akTaMu Pocculickoit @enepannu, B TOM yucie HacToAmuM [lonoxenuem.
(m. 54 B pen. [Tocranosnenwus [IpaButensctea PO ot 21.07.2020 N 1079)

55. Jloctyn x nH(pOpMaNuu, COAEPKAIICHCs B CHCTEME MOHUTOPHHTA, 00ECTIEYUBACTCS OTIEPATOPOM
CUCTEMbl MOHUTOPUHTIA C YYETOM CJIEAYIOIIMX MOJIOKEHUM:

a) Joctyn (enepagbHbBIX OPraHOB HCHOJHHUTENBHOW BIIACTH, OPTaHOB TOCYJAPCTBEHHOW BJIACTH
cyobexToB Poccuiickoit denepaniiv 1 OpraHoB MECTHOTO CAMOYIIPABJICHHUSI B OTHOIICHUU COJIEpPIKAIIeHCs
B CHUCTEME MOHHUTOPHMHIa MH(QOPMAIMHU OCYILECTBISETCS B TOM YHUCIE MOCPEICTBOM HH(PACTPYKTYpHI,
obOecnieunBaromel MH(OPMALMOHHO-TEXHOJIOTMUECKOE B3aUMOJICHCTBUE HHPOPMAIIMOHHBIX CHCTEM,
UCIOJIb3YEMBIX ISl MPEAOCTaBICHHUSI TOCYJApCTBEHHBIX M MYHULUMAIbHBIX YCIAYT U HCIIOJHEHUS
roCy/lapCTBEHHBIX U MYHUIIMIAIBHBIX (YHKIMH B 3JIEKTPOHHOU (hopMeE;

0) mocTynm CyOBEKTOB OOpamieHusi JIEKApCTBEHHBIX CPEJACTB, MPEACTABISIIONIUX HHOOPMAIUIO
IUTsl BHECCHUS B CHCTEMY MOHUTOPUHTA, B OTHOIICHUH TIPEACTaBICHHOW HMH HH()OpPMAIH K HOPMATHBHO -
CTIpaBOYHON WH(OPMAIINH, COJNEPKAIIEHCS B CHCTEME MOHUTOPHHIA, OCYIIECTBIICTCS 4epe3 JTHMIHBIN
KaOuHeT cyObekTa oOpallleHusi JIeKapCTBEHHBIX CpPEJCTB WM TOCPEACTBOM HH(MOPMAIMOHHBIX
AIIEKTPOHHBIX CEPBHCOB C HCIIOJIb30BAaHHEM CTaHIAPTHBIX MPOTOKOJIOB W HUHTEP(EHCOB DIEKTPOHHOTO
B3aMMOICHCTBHS,
(8B pen. [Tocranosnenus [paBurensctea PO ot 21.07.2020 N 1079)

B) IOCTYIl TpaKJaH B OTHOIICHWU COJEp)Kalleiicss B CUCTEME MOHUTOpPUHTa WH(opManuu
P MPOBEPKE CPEACTBAa HIACHTU(PUKAIIMN OCYLIECTBISIETCS B TOM YHCJIE C HCIOJIb30BAHHMEM caiTa
omeparopa CHUCTEMbl MOHHTOPHUHTA B HH(POPMAIMOHHO-TEICKOMMYHUKAITMOHHOW ceTn "MHTepHeT" u
MOOHIJIBHOTO TPUIIOKEHHUSL.

56. MoOuiibHOE MPUIIOKEHHE TIPH MTPOBEPKE CPEACTBA UICHTU(DHUKAIIMKA 00eCIIeYuBaeT B TOM YHCIIE
CIICAYIOIINE BO3MOXKHOCTH CUCTEMbl MOHUTOPHHTA!

a) CYUTBIBAHUE CPEJCTB HMJCHTU(PHKAIIMA CO BTOPUYHOHW (IMTOTPEOUTENTHCKOM)  YITAaKOBKH
JICKApCTBEHHOTO Tpernapara (B cirydae ee OTCYTCTBUS - IEPBUYHON YIIAaKOBKH JICKAPCTBEHHOTO IIperapaTa);

0) oToOpaxkeHNe pe3ylbTaTOB MPOBEPKHU CPEACTBA UACHTHU(PHUKAIIMU B CHCTEME MOHUTOPUHTA;

B) BO3MOXHOCTb HaIIpaBJICHUA CBe,I[eHI/Iﬁ B CHUCTCMY MOHHUTOPHUHI'a O HAPYHICHUAX IIOpAOKa
MApKHUPOBKH JICKAPCTBCHHBLIX IIPCIIApPATOB.

57. CyObexT oOpallieHusl JIEKapCTBEHHBIX CPEICTB MOKET HOJIYYUTh JOCTYI KO BCEM JIEKTPOHHBIM
JOKYMEHTaM, IEpelaHHbIM MM B CHCTEMY MOHUTOPUHIA, a TAaKXE K JJIEKTPOHHBIM JIOKyMEHTaM,
CO3/IaHHBIM CHCTEMON MOHUTOPUHIA MO pe3yabTaTaM 0OpaOOTKM MOJIYYEHHBIX OT cyObeKTa oOpalieHus
JIEKapCTBEHHBIX CPEICTB JIOKYMEHTOB, a Takke K HHpopManuy, oTHeceHHOH IlpaBuTenscTBOM
Poccuiickoit @enepanuu Kk 0011e10CTYTHOM UH(pOpMAIIUH.

(B pen. ITocranosnenus [paButensctea PO ot 21.07.2020 N 1079)

571. 3MI/ITCHTy CpCACTB I/II[eHTI/I(l)I/IKaI_II/II/I, 3apCruCTpupoBaHHOMY B CHCTECME MOHUTOPHUHIA H
NpeaACTaBUBIICMY CBCICHUA B CUCTEMY MOHUTOPUHI'Aa O HAHCCCHUHU CPCACTB I/I,Z[CHTI/I(I)I/IKaI_II/II/I Ha YIIAaKOBKH
JICKApCTBCHHBIX MpeIaparoB, IMOMUMO CBCI[CHHfI, YKa3aHHBIX B ITYHKTC 57 HacCTOSIIEro HOJIO)KCHI/I}I,
oOecreunBaeTCs JOCTYII K I/IH(I)OpMaI_II/II/I 0 CCPHAX U MAPTHUAX TAKUX JICKAPCTBCHHBIX MMPCIIApaTOB B YaCTHU
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UH(pOpMAIMK O BIAJENbIaX JEKaPCTBEHHBIX MPENapaToB U MX KOJUYECTBE IO BCEH IIEMU MOCTABKH WU
OTIPY3KH.
(BBenen IMocranoBnenuem [pasutenscta PO ot 21.07.2020 N 1079)

572. TloTpeOuTenaM IeKapCTBEHHBIX MPENapaToB o0O0ecledynBaeTcs [OCTYH K HH(pOPMAIHH,
otHecenHoi [IpaBurensctBoM Poccuiickoit @enepanuu Kk 00mea0CcTymHOH nHpopMaImH.
(BBenen IMocranoBnenuem [pasutenscrta PO ot 21.07.2020 N 1079)

57°. denepanbHBIM OpraHaM HCHOTHUTENBHON BJIACTH B IEIAX, ONpPEIETCHHBIX HACTOSAIINM
[TonoxxenneM, obecrieunBaeTCs JOCTYI K CIEAYIOLUINM CBEACHUSAM:

a) uHpopMaIs 0 CyobeKkTax oOpalleHus JIGKapCTBEHHBIX CPEJICTB, O JIEKAPCTBEHHBIX MpernapaTax u
ux obopore, HeoOXomuMmasi JUIS BBIIOJIHCHUS 33Ja4 M OCYIISCTBICHHS (DYHKIIUH, BO3JI0KCHHBIX
Ha (eiepaIbHBIE OPTaHbI HCIIOTHATEIHFHON BIACTH, B IEJISIX, ONPEICICHHBIX HacTosmuM [lomokeHnem;

0) craTucTuueckas nHGOpMalus O JIEKAPCTBEHHBIX IIpenapaTax u uX 000poTe;

B) uHpopmanus, oTHeceHHas [IpaButenbctBoM Poccuiickoit ®enepannn k oOmEen0CTYIHON
uH(popMaLnH.
(. 57° BBezien Iloctanosnennem [pasurensctsa P® ot 21.07.2020 N 1079)

574 CocraB wuH(OpMamMu, CoAepKalielics B CHCTEME MOHMTOPMHTA, JOCTYN K KOTOpOil
obecnieunBaercs (enepaabHbIM OpraHaM MCIIOJIHUTEIbHOW BJIACTHU, OMPEIENAeTCS B COIVIALICHHSX
00 nHGOPMAIIMOHHOM ~ B3aUMOJCHCTBUM,  3aKIIOYEHHBIX  OMEPaTOpOM  CHCTEMbl  MOHUTOpPHHTA
¢ denepanTbHBIMUA OpraHaMU UCTIOJTHUTEIBLHOM BJIACTH U MUHUCTEPCTBOM 3/paBooXpaHeHus Poccuiickoi
denepanuu.

(BBenen Ilocranosnenuem IpaBurensctBa P® ot 21.07.2020 N 1079)

57°. denepanpHOil cnyx6e Mo Ham30py B cdepe 31paBOOXpaHEHHS 0OecHedMBaeTcsl JOCTYI
K HH(POpMAIINH, COACPIKAIICHCS B CHCTEME MOHUTOPHHTA, B IEIISAX:

a) OCYIICCTBJICHUA KOHTPOJIA CO6J'II-O,I[CHI/I$I MCEIUIIMHCKHUMH pa6OTHI/IKaMI/I, PYKOBOJUTEIAMU
MCAUIIMHCKHX OpFaHHSaHHﬁ, (bapMaHeBTI/ILIeCKI/IMI/I pa6OTHI/IKaMI/I U PYKOBOJUTCIISIMU  AIITCUHBIX
OpraHI/ISaHI/Iﬁ OFpaHquHHﬁ, IIPUMCHACMBIX K HHUM IIpU OCYIICCTBIICHUU HpO(I)GCCHOHaHLHOﬁ
JIESATEIIbHOCTH B COOTBETCTBHH C 3aKOHOJATEIIHCTBOM Poccuiickoi CDeL[epauI/IH;

0) OCyIIeCTBIIEHUSI TOCYapCTBEHHOTO KOHTPOJs (Haa3opa) B chepe oOpailieHus: JeKapCTBEHHBIX
CpEJICTB;

B) MNpOBCACHHUA MOHUTOPHUHI'Aa ACCOPTUMCHTA W ICH Ha KHU3HCHHO HCO6XOI[I/IMBIG U BaXKHEUIIIHNE
JICKApCTBCHHBIC ITPCIIapaThl;

I') OCYILLECTBIICHHS B YCTAHOBJIEHHOM IOPSAJIKE MMPOBEPKH AEATEIBHOCTH MEIUIIMHCKUX M alTEeYHbIX
OpraHu3alyii, opraHu3alyii ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMHM CPEACTBAMH, APYTUX OpraHM3aluil u
WH/MBUYAJIbHBIX MPEANPUHUMATENEH, OCYIECTBIISIOUINX AEATELHOCTD B Chepe 3ApaBOOXPaHEHHUS.

(. 57° BBesien [ocranosnenuem Ipasutenscta PO ot 21.07.2020 N 1079)
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57°. denepanbHOil HaOroBoii Ciyxbe obecreunBaeTcs AOCTYN K MH(OPMAIMHM, COepKaIerics
B CUCTCMEC MOHHUTOPHUHIA, B HCIIAX:

a) OCYLIECTBJIICHUS KOHTPOJS M HaJI30pa 3a MPaBWIbHOCTBIO HCYMCIEHHS, T[OJIHOTOW U
CBOCBPEMCHHOCTHIO BHECCHHS B COOTBETCTBYIOIIMK OIO/DKET OIO/PKeTHON cucteMbl Poccuiickoi
®denepanu HAJIOTOB U COOpPOB, a B CllydasX, NMPEIyCMOTPEHHBIX 3aKOHOJATENbCTBOM Poccuiickoi
O®enepauun, - 3a MOPABUIBHOCTBIO HCYHUCIEHHUS, TMOJHOTOM W CBOEBPEMEHHOCTBK) BHECEHUS
B COOTBETCTBYIOIIUHN OIO/HKET MHBIX 00s3aTEIHHBIX TUIATEKEH;

0) KOHTpOJIsI cOOMIOIeHHsI TPeOOBAaHUI K KOHTPOJbHO-KAaCCOBOW TEXHHUKE, MOPsIKA U YCIOBUN ee
pPETUCTpAIH U IPUMEHEHUS;

B) KOHTPOJISI y4ye€Ta BBIPYUYKH JIEHEXKHBIX CPEACTB y IOPUAWYECKUX JHUI[ U WHAMBHUIYaJIbHBIX
MpeANPUHUMATENEH;

T') OCYIIECTBIICHUS] KOHTPOJIbHBIX MEPONIPUATHH, BKIFOUasi KaMepaTbHbIE U BhIC3IHBIC TIPOBEPKH.
(. 57° BBenen INocranosnenuem IpasutenscTsa PO ot 21.07.2020 N 1079)

577. MenepanbHOil TAMOKEHHOM clyxkOe obecreunBaeTcst OCTYH K MH(OPMAIMH, coAepsKalieiics
B CUCTEMEC MOHHUTOpPHHIA, B LCIAX o0ecrieyeHus IpeaAyCMOTPCHHBIX 3aKOHOAATCIBCTBOM Poccwniickoit
®denepand MOJHOMOYMA MO OCYIIECTBJICHUIO TaMOXXEHHOTO KOHTPOJISI 3a MPOIYKLIHEH, BBO3UMOM
B Poccuiickyto deaepaiuio, B TOM YHCIIE TaMOKEHHOTO KOHTPOJISI MOCJE BBIMYCKAa TOBApOB, a TaKKe
KOHTPOJIS 32 MPaBUJIBHOCTHIO HCYUCIIEHUS M CBOEBPEMEHHOCTHIO YIUIaThl TAMOKEHHBIX MOIUINH, HaJIOTOB,
CHelHabHbIX, aHTUJEMIIMHIOBBIX KOMIIEHCAIIMOHHBIX MOLUUIMH M MHBIX IJIaTeXel, B3UMaHUE KOTOPBIX
BO3JIO’KEHO Ha TaMO>KEHHbIE OpTraHbl.
(BBenen Ilocranosnenuem IpaBurenscrea P® ot 21.07.2020 N 1079)

578, denepanbHOil ciryxkOe rocy1apcTBEHHON CTATUCTHKK 00eCceunBaeTcs JOCTYN K MH(QOpMALHH,
colepalieiics B CHCTEME MOHUTOPDHUHTA, B IEIIX OOeCHeueHHs] OCYIISCTBICHHS (QYHKIUH
1o GopMUpOBaHHIO OQPHUIMATHHON CTATHCTUYECKON HH(GOpPMAIMM O COIMAIBHBIX, YKOHOMHUYECKHUX,
neMorpaprUecKuX, SKOJOTHUECKUX U IPYTUX 0OIIeCTBEHHBIX Mpolieccax B Poccuiickoit deneparum.
(BBenen Ilocranosnenuem IpaBurensctea PD ot 21.07.2020 N 1079)

57°. denepanbHOil  AHTHUMOHOMONLHOM — cilykOe obecreunBaeTcss JOCTYH K  MH(OpMALMH,
CoJiepKaIleiicss B CHUCTEME MOHUTOPHHIA, B IENAX OCYIIECTBICHUS TOCYJapCTBEHHOTO KOHTPOJIS
3a cOoOI0JICHHEM aHTHMOHOTIOJIBHOTO 3aKOHOIaTeNIbCTBa B Poccuiickoit denepanumu.
(BBenmen ITocranosnenunem IpaBurensctBa PO ot 21.07.2020 N 1079)

VIIl. OnepaTtop cucteMbl MOHUTOPUHra

58. Onepatop cucTeMbl MOHHUTOPUHTA MO COTJIACOBAaHHIO ¢ MUHHCTEPCTBOM 3APAaBOOXpPaHEHUS
Poccuiickoit @eneparun u OenepanbHoii ciryx00# o Han30py B cdepe 3ApaBOOXpaHEHUS 00eCcTIeYnBaET:

a) CO3IaHHuC, pa3BUTUC, BBOA B OKCILTYAaTAllUIO, SKCIUTYyaTallUIO U BBIBOJ U3 DKCIUTyaTallUl CUCTEMBbI
MOHHUTOpHUHTA, HTPCAOCTABIICHUC I/IH(I)OpMaI_II/II/I, conepxcameﬁc;l B CHCTCMC MOHHUTOpPHUHIA, U
B3aHMOJICHCTBUE CUCTEMEI MOHUTOPHHI'a C UHBIMU I/IH(I)OpMaI_[I/IOHHBIMI/I CHUCTCEMaMU,
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0) peanM3alnni0 MEXaHHW3MOB OOIIECTBEHHOTO KOHTPOJISA, BKJIIOYas MpHeM HHGOpMAIu
0 pe3ynabpTaTax MPOBEPKU CPEIACTB HIACHTH(PHUKAIUU U KAIOObl (PU3MUECKUX W IOPUIAMYSCKUX JIHII,
WHJIMBUIYAIBHBIX MpeaNpuHUMATesed, XpaHeHue, o0paboTKy H mepemady »d3ToW HUHPOpMauu
B YIIOJIHOMOYCHHBIC @enepaHLHHe OpraHbl HUCIIOTHUTEILHOM BIIACTH.

59 OnepaTop CUCTCMbI MOHUTOPHUHI'Aa HECCT OTBETCTBCHHOCTL B COOTBECTCTBHHU C 3aKOHOAATCIILCTBOM
Poccuiickoit ®enepanuu:

a) 32 XpaHEHHE BCEX JIaHHBIX M 3alMcel TpaH3aKUui B 0a3e JaHHBIX, PETUCTPUPYEMBIX B CHCTEME
MOHHUTOPHHTIA;

0) 3a LIETI0CTHOCTbh, COXPAHHOCTh U HEMTPOTUBOPEUMBOCTh MH(OPMAIIMU B CUCTEME MOHUTOPUHTA;

B)3a BEICHME U XPAaHEHHE EAUHBIX PEECTPOB, CIPABOYHO-HOPMATHUBHOW HHpOpMaIuy,
kiaccuukaTopoB u popMaToB 0OMEHA TAaHHBIMU;

r) 3a Oecriepe0oiHYI0 U 0TKa30yCTONYHMBYIO pabOTy CUCTEMbI MOHUTOPUHTA;

1) 32 BOCCTAHOBJIEHHE pPAOOTOCMOCOOHOCTH CHUCTEMbI MOHUTOPHWHTAa W €€ KOMIIOHEHT TMOCie
ycTpaHeHHs cO0€eB IIPU YCIOBHUH MOJHOTO YCTPaHEHHUs IPUUMH, BBI3BABIIMX COOM, a TAaKkKe 3a COXpaHEHHE
IIEJIOCTHOCTH YCTAHOBJICHHBIX HA CEpBEpax MPOrpaMMHO-TEXHUIECKUX CPEICTB U 0a3 NaHHBIX;

€) 3a CTPYKTYpPHOE pe3epBHPOBAaHUE, ABTOMATUYECKOE BBISIBIICHHE (PaKTa OTKa3a CEPBEPHOTO y3Jia U
MEepeKIIoYeHUe 3a7a4 Ha JPYrodl CEepBEpHBIA Yy3€l, a TaKkKe 3a HAMYHe pPE3ePBUPOBAHHOTO U
IUBEPCUPHUIIMPOBAHHOTO TIO TIOKITFOUSHHIO K TPOBaiiiepaM CETEBOTO JOCTYIIA;

) 32 UH(POPMAIIMOHHYIO OE30MAaCHOCTh M 3aIMUTY JaHHBIX OT HECAHKI[MOHMPOBAHHOTO AOCTYIA U
yTeuku HHpopMaIny;

3) 32 KOHCYJbTALIMOHHYI0O U TEXHUYECKYI0 MOJACPKKY CyOBEKTOB OOpalieHHsl JEKapCTBEHHBIX
CPEICTB CUCTEMbl MOHUTOPUHTA U MOOMJIHLHOTO MPUIIOKEHUS AJ1s1 (PU3HUECKUX JTULL;

n)3a cOop u aHanmu3 oOpalleHud IOPUAWYECKHMX U (QU3NYECKUX JIMI, WHAUBUAYAJIbHBIX
MpeanpruHUMAaTeNel ¢ 1eIbl0 TOCTAHOBKY 3aj[ad Ha T0pa0OTKYy U MOJIEpHU3AIINIO 0a3 TaHHBIX.

60. OnepaTtop cucTeMbl MOHUTOPUHTA B CTy4ae cO0s B CUCTEME MOHUTOPUHTA, TIOBIIEKIIIETO 33 COOOM
OTKa3 B [IPUEME CBEJICHUI OT CyObEKTOB 00palleH s JIEKAPCTBEHHBIX CPEIICTB O COBEPILICHHBIX OTICPAIHSIX,
pasMemniacT Ha OQHIMAILHOM CalWTe oOIeparopa CHCTEMbl MOHHUTOPHMHIa B HHGOPMAIMOHHO-
TEJIeKOMMYHUKAIMOHHOU ceTH "VMHTepHeT" cleayronue CBeACHUS:

a) I/IH(I)OpMaHI/IIO 0 cboe He no3aHCC 4 yacoB ¢ MOMEHTA €TI0 BO3HHUKHOBCHMUA;

0) uHpopmanuo 00 yCTpaHEHUU MPUYUH COOS M BOCCTAHOBJICHHMM IOJHOW pabOTOCHOCOOHOCTH
CHCTEMbl MOHUTOPHHIA HE MO37Hee 4 4yacOB C MOMEHTA BOCCTAHOBJIEHHUS MOJHON pabOTOCIOCOOHOCTH
CHCTEMbl MOHUTOPHHIA C YKa3aHHUEM MPOJIOJDKUTEIbHOCTH OIpaHUYEHUs B ee paboTe.

(.60 BBeaen Iocranonenuem IlpasurensctBa PO ot 21.07.2020 N 1079)
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ITpunoxxenne N 1

K [Tonoxenuro o cucteMe MOHUTOPHHTA
JIBYDKEHUS JIEKAPCTBEHHBIX MTPETIapaToB
JUTSL METUITUHCKOTO TIPUMEHEHUS

CBEOEHUA,
NMPEACTABJIAEMbBIE TOCYOAPCTBEHHBIMUA UHOOPMALUWUOHHLIMUA
CUCTEMAMU ®EOEPANbHbIX OPFTAHOB UCMONMHUTENBHON BJIACTHU
B CUCTEMY MOHUTOPUHIA ABUWXEHUA NEKAPCTBEHHbLIX NMPEMNAPATOB
AanAa MEAULUUHCKOIO NPUMEHEHUA, A TAKXXE CBEAEHUA, NEPEOABAEMbBIE
N3 CUCTEMbl MOHUTOPUHIA NBUWXEHUA NEKAPCTBEHHbBIX NMPEMAPATOB
anAa MEAUUUHCKOIo NPUMMEHEHUA

1. 3 Exunoro peecTpa JUIEH3WI HA MPOU3BOJICTBO JICKAPCTBEHHBIX CPEICTB IS IeJei repeaadn
“H(pOpMAIIUK O JIMIIEH3USAX Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB MPOU3BOJAMUTEINS JICKAPCTBEHHBIX
CPEACTB, SBJSIOMIErOCsS OpraHu3alren, Mpru3HaBaeMON HAJIOTOBBIM pe3nieHToM Poccuiickoit denepanu,
B CHCTEMY MOHUTOPHHTA JBWKEHUS JIEKaPCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO TIPUMEHEHHS (J1aee
- CUCTeéMa MOHUTOPHHTA, JIEKAPCTBEHHBIE TTPENapaThl) MPEACTABISIOTCS CICTYIONINE CBEACHUS:

a) I/I)IGHTI/ICI)I/IK&HI/IOHHBII\/'I HOMCEP HAJIOTOINIATCJIBIINKA ITPOU3BOAUTECIIA JICKAPCTBCHHBIX CPEACTB,

0) OCHOBHOM rOCYJApCTBEHHBII PETUCTPAIIMOHHBI HOMEP MTPOU3BOIUTENS JICKAPCTBEHHBIX CPE/ICTB;
B) HAMMEHOBAHUE MPOU3BOANUTEIS JICKAPCTBEHHBIX CPEJICTB;

T') HOMEp JIMIICH3UN;

1) IaTa BbIJIA4H JINIICH3UH;

€) CTaTyc JeHCTBUS JINIICH3UH,

) aTa U3MEHECHHUS CTaTyca JACHCTBUS JIUICH3HH;

3) aipec MecTa OCYIIECTBIICHHS JCATSIBHOCTH COTJIACHO JIMIEH3MH (TJI0OANbHBIH YHUKAIbHBIN
UACHTU(DHUKATOP aPECHOTO 00beKTa B (eiepaaIbHON MHGOPMAITMOHHON aJIPECHOM CUCTEME M OIHCaHUE
aZpecHOro 00bEKTA);

W) rnepeueHb padoT U YCIIyT, MPETyCMOTPEHHBIX JIMIICH3UECH;
K) MepeueHb JIEKapCTBEHHBIX (POPM, MPETYCMOTPEHHBIX JIUIIEH3UEH;
) TOTIOJTHUTENLHOE OTHCaHue Mo paboTam (yciayram).

2. U3 CAUHOI'O peeCTpa HHHCH3Hﬁ, B TOM 4YHCIIC J'IHI.[eHBHfI, BBIJIAHHBIX OpraHaMu FOCYZ[apCTBeHHOﬁ
BJIaCTHU Cy6’LeKTOB Poccutickoit d)ez[epaunn B COOTBETCTBUHU C IICPCAAHHBIM IMMOJIHOMOYHEM
10 JIMOCH3UPOBAHUIO OTACJIBHBIX BUJOB ACATCIIBHOCTH B C(bepe OXpaHbl 310PpOBbs, AJIA enen nepeaaun
HH(bOpMaIlI/IH O JIMIOCH3UAX CYGT»CKTOB O6paH_[CHI/I$I JICKAPCTBCHHBIX  CPCACTB,  ABJIAIOMIUXCA
opranu3anusamu, IMpU3HaABACMBbIMHA HaJIOTOBBIM PE3NACHTOM Poccuiickoii (DellepaLII/II/I, nJIn
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HHIUBUAYAJIbHBIMUA NPCANIPUHUMATCIIAMU, B CHCTCMY MOHHUTOPUHIA HOPCACTABIAIOTCA CJICAYIOUIUC
CBCIACHUA:

a) WICHTU(UKAIIMOHHBIA HOMEp HAaJOTOIUIATENIbIINKA CyOBeKTa OOpalleHusl JIeKapCTBEHHBIX
CPEICTB;

0) HOMEp JIUIICH3WH;
B) JlaTa HavaJyia IEHCTBUS JIUIICH3UH;

) aJpec MecTa OCYILIECTBJIECHUS MAEATEIbHOCTU COIJIACHO JIMLIEH3UM (IJI00ANBHBIM YHUKaIbHBIN
UJEHTU(PUKATOP aipecHOro o0beKTa B (heaepanibHON HHPOPMALTMOHHON aJIpeCHOM CUCTEME U ONMCAHUE);

1) cTaTyc AEUCTBUS IMLEH3UN (MIEHTU(UKATOP U ONKUCAHUE);
€) JlaTa U3MEHEHHs cTaTyca JeMCTBUS JIMLEH3NUH;
) repedeHb padoT U yCyr, MPeAyCMOTPEHHBIX JILEH3UeH (MAeHTU(UKATOPHI U OIIHCAHKE).

3. U3 enquHO# TOCYmapcTBEeHHOW HH(POPMAITMOHHON CUCTEMBI B cepe 31paBOOXpaHEHHS IS TeNei
OIMCAHUS JEKAPCTBEHHBIX MIPENapaToB B CUCTEMY MOHUTOPHHIA IPEACTABIISAIOTCS CIEAYIOIINE CBEACHUS:

a) YHUKQJIbHBIA UACHTU(UKATOP 3alHCH B €IUHOM CTPYKTYPUPOBAHHOM CIIPABOYHHMKE-KaTaaore
JIEKapCTBEHHBIX MPENapaToB;

0) HOMep PETUCTPALMOHHOTO YIOCTOBEPEHHUSI JIEKAPCTBEHHOTO IIPerapara;
B) JlaTa TOCYIapCTBEHHON PErUCTPALlMU JIEKAPCTBEHHOTO Mpernapara;
I') cTaTyc ACWCTBUS PErUCTPAIIIOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOTO Mpenapara;

,Z[) MCKIAYHAPOAHOC HEIATCHTOBAHHOC, WM TI'PYIIIHPOBOYHOC, HIIM XHUMHYECCKOC HANMMCHOBAHHUEC
JICKaApCTBCHHOTI'O IIpeIiapara,

€) HAUMEHOBAHUE JepKaTessl WIH BIAJENblia PETUCTPALIMOHHOIO YA0CTOBEPEHHS JIEKAPCTBEHHOTO
npernapara;

)K) CTpaHa PperucTtpavu ACpKaTrejid WK  BlIaJACliba PCruCTpaliOHHOTO  YAOCTOBCPCHUA
JICKAPCTBCHHOI'O IIpCIIapara,

3) KO HaJOTroIUIaTCJIbIIUKa JAC€piKAaTCiss WKW BJIAACIbIa PETHCTPAOUOHHOTO YAOCTOBCPCHUA
JICKApCTBCHHOT'O ITpCIiapara B CTpaHC pETUCTPALUN,

I/I) MPU3HAK HAJIWUYHUA JICKAPCTBCHHOT'O ITpeTiapaTra B ICPEYHE )KU3HCHHO HCO6XOI[I/IMLIX U BOKHEUIINX
JICKApCTBCHHBIX IIPCIIAPATOB;

K) TOProBOC HAMMCHOBAHUC JICKAPCTBCHHOT'O IIpCIiapara,

J'I) NEpBUYHAA YIIaKOBKa JICKAPCTBCHHOTO IIperiapara,
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M) KOJIMYECTBO JIEKAPCTBEHHOW ()OPMBI B TIEPBUYHOI YIIaKOBKE;
H) BTOpUYHAS (TIOTPEOUTENbCKAs) YIAKOBKA JIEKAPCTBEHHOTO Tpenapara (Tpy HaJIndum );

0) KOJIMYECTBO TIEPBUYHON YIAaKOBKH JICKAPCTBEHHOTO MperapaTa BO BTOPUIHON (MOTPEOUTEITBCKOM)
YIaKOBKE JIEKapCTBEHHOTO Mpenapara (Ipy HaIU4YKiK);

1) JIekapcTBeHHas popma;
P) KOJMYECTBO €MHUII U3MEPEHHUS I03MPOBKH JIEKAPCTBEHHOTO Tperapara;

C) HaMMEHOBaHUE CyOBbeKTa OOpalIieHHs! JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTBISIONMIET0 (HaCOBKY
(ynakoBKy) JIEKapCTBEHHBIX MPENapaToOB BO BTOPUYHYIO (MOTPEOUTENHCKYIO) YIIaKOBKY JEKapCTBEHHOTO
npemnaparta (B ciaydae ee OTCYTCTBHS - IEPBUYHYIO YIIAaKOBKY JIEKapCTBEHHOI'O IIpenapara);

T) KOJI HaJOroIUIaTeNbIIMKa CyObeKTa OOpallleHUsl JIEKAPCTBEHHBIX CPEJCTB, OCYILECTBIISIOLIETO
(acoBky (yNakoBKy) JIEKApCTBEHHBIX IIperaparoB BO BTOPUUHYIO (MOTPEOMTENBCKYIO) YHIaKOBKY
JIEKapCTBEHHOI0 Ipernapara (B cilydae €€ OTCYTCTBHsS - IEpBUYHYIO YIAKOBKY JIEKapCTBEHHOI'O
npernapara), B CTpaHe PerucTpaluy;

y) CTpaHa perucTparuu cyobeKkTa oOparieHus JIeKapCTBEHHBIX CPEJICTB, OCYIIECTBIISIIONIETO (haCOBKY
(yrmakoBKY) JIEKapCTBEHHBIX IPEMapaToB BO BTOPUUYHYIO (MOTPEOUTENHCKYIO) YITAKOBKY JIEKAPCTBEHHOTO
npemnapara (B Ciydae ee OTCYTCTBHS - IEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO Tperapara);

(&) agpec MecTta OCYIIECTBJICHHS JACSATEIBPHOCTH CYObEKTa OOpallieHus JIEKapCTBEHHBIX CPEJNICTB,
oCyIIeCTBIsomEero hacoBky (yIakoBKY) JIEKAPCTBEHHBIX MPEMApaTOB BO BTOPUUHYIO (TOTPEOUTETLCKYIO)
VITAKOBKY JICKAPCTBEHHOTO TIpenapara (B ciydae €€ OTCYTCTBHSI - IEPBUYHYIO YITAKOBKY JIEKAPCTBEHHOTO
npernapara), yKa3aHHbIH B JIMIIEH3UH Ha MPOU3BOJICTBO JIGKAPCTBEHHBIX CPEJICTB MPH HAIMYUHM TaKOUH
JTUIEH3uU  (TJI00aNbHBIM  YHUKAIBHBIM — HMIEHTU(PHKATOpP aapecHOro o0bekTa B (eaepalibHON
WHPOPMAIIMOHHON aJJPECHON CHCTEME U OITUCAHNUE);

X) HanMMCHOBAHHC C}’6T>CKTa 06paH_IeHI/I${ JICKAPCTBCHHBIX CPCACTB, OCYHICCTBIAIOMICIO CTAaaUIO
BBIITYCKAKOIIECT0 KOHTPOJISA Ka4€CTBA,

I_[) KOJ HaJIOroijiaTciabIInKa CY6’beKTa 06paH_IeHI/I$I JICKAPCTBCHHLBIX CPCACTB, OCYIICCTBJIAIOIICTO
CTAaJUIO BBIITYCKAOIICTO KOHTPOJISA KAa4€CTBA B CTPAHE PErUCTpalluU,

II) CTpaHa perucTrpanuu CY6’beKTa O6paH_ICHI/I$I JICKAPCTBCHHBIX CPEACTB, OCYLICCTBJIAOIICTO CTAAUIO
BBIITYCKAOIICT'O KOHTPOJISL KaUCCTBA,

1) afjpec MecTa OCYIIECTBIECHUS ACATEIbHOCTH CyOBhEeKTa OOpalleHus JEeKapCTBEHHBIX CPEICTB,
OCYILIECTBISIONIETO TPOU3BOACTBEHHYIO CTAJIHI0 BBIMYCKAIOIIET0 KOHTPOJS KadyecTBa, YyKa3aHHBIM
B JIUIIEH3UU Ha MPOM3BOJCTBO JIEKAPCTBEHHBIX CPEJCTB MPU HAJMYUU TAKOW JMIEH3UU (TJI00aNbHBIN
YHUKAIIbHBIN UISHTHU(PHUKATOP aapecHoro o0bekTa B (henepanbHON HHPOPMAIIMOHHON aapecHOi cucreme
Y OTHCaHue);

I_I_[) JaTa perucTpaiuuu HpCHCHBHOﬁ IOCHBI HA HCKapCTBCHHBIﬁ npemnapar,

bl) TIpeZieTIbHAs 3apETUCTPUPOBAHHAS 1IeHa B pyOIIsX;
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7) HAaUMEHOBaHUE CYObeKTa OOpaIleHUsl JIEKAPCTBEHHBIX CPEACTB, OCYLIECTBIISIOIIETO CTAHIO
MIPOU3BO/ICTBA TOTOBOM JIEKAPCTBEHHOH (DOPMBI;
(BBenen I[Nocranoenenuem [pasutenscrta PO ot 21.07.2020 Ne 1079)

10) KOJI HAJIOTOIUIATENbIINKA CyOBeKTa OOpalIeHUs JICKAPCTBEHHBIX CPEJICTB, OCYLIECTBISIONIETO
CTaJIMIO TIPOM3BOJICTBA TOTOBOM JICKAPCTBEHHON (POPMBI B CTPAHE PETHCTPAIIH;
(BBenen INocranoenenuem [pasutenscrta PO ot 21.07.2020 Ne 1079)

s1) CTpaHa perHCTpanny CyobeKkTa 00paIleHus IEKApCTBEHHBIX CPEICTB, OCYIIECTBIISIOMIETO CTA U0
IIPOM3BOJICTBA TOTOBOM JIEKAPCTBEHHOU (POPMBI.
(BBenen IMocranosnenuem [pasutenscta PO ot 21.07.2020 Ne 1079)

4. I3 EguHOrO rocynapCcTBEHHOTO pPEecTpa IOpUAWYECKUX JHIl U EIWHOTO rocynapCTBEHHOTO
peecTpa HHINBUAYAIbHBIX IPEANPUHAMATENICH COOTBETCTBEHHO B LIEJIAX MOATBEPKACHUS JOCTOBEPHOCTH
CBEICHMM O TOCYIapCTBEHHOW pErucTpaluu CcyObeKTOB OOpalleHHsl JIEKapCTBEHHBIX CPEJICTB,
SIBJISIFOLMXCSL OPraHU3alUsIMHA, NTPU3HABAEMBIMU HAJIOTOBBIM pe3uaieHToM Poccuiickon ®denepanuu, wimn
VHJVUBHUIYyAIbHBIMM IPEANPUHUMATENSAIMA, B CHCTEMY MOHHUTOPHHIA MPEACTABIISIOTCA CIEAYIOIne
CBEJICHUS:

a) UIeHTU(UKALMOHHBI HOMEp HaJOroIjaTeNbliika cyObekTa oOpallleHHs JeKapCTBEHHBIX
CPEACTB;

0) KOJI HaJIOTOBOTO OpPraHa;

B) KOJI CTaTyca FOPUANYECKOTO JIMIIA WIIM HHIUBHUIYaTbHOTO TPEAPHHUMATEIIS;

I') HAUMEHOBaHUE CyOBhEKTa 0OpaIeHHsI JICKAPCTBEHHBIX CPEJICTB;

) CTaTyC 3alUCH O PErHCTPALUU FOPUANIESCKOTO JIMIA UM WHAUBUYAILHOTO MPEIIPUHAMATEIIS,

€) CBelleHUusI O  pYKOBOJUTeNle CyObekTa oOpallleHHs JIeKapCTBEHHBIX  CPEICTB MU
00 MHAMBUAYATILHOM HpeIIpUHUMATEIE.

5. U3 rocynapcTBEHHOTO peecTpa aKKpeIUTOBAHHBIX (MIMATIOB, MPEICTaBUTENHCTB MHOCTPAHHBIX
IOPUAMYECKUX JIUI B LEJSX MOATBEPKICHHS TOCTOBEPHOCTH CBEACHUN O PETUCTPALIMU MTPEICTABUTEIHCTB
WHOCTPAaHHBIX OpraHHU3alUil, SBISIIOIIMXCS JepXKaTeIMM HJIM BIAAENblAMU PETUCTPALMOHHOTO
yIIOCTOBEpEHUsI JIEKAPCTBEHHOTO IpemapaTa, Ha Tepputopun Poccuiickoit ®dexepanui B CHUCTEMY
MOHHUTOPHHIa MPEJCTABIIAIOTCS CIACAYIOIINE CBEICHUS:

a) I/I,ZLeHTI/I(l)I/IKaI_[I/IOHHHﬁ HOMCEPD HAJIOTOTIIATCJIbIINKA MTPEACTAaBUTCIILCTBA,
6) KOJ HAJIOTOBOT'O OpraHa y4ueTa NpeACTaBUTCIIbLCTBA,

B) HaMMCHOBAHUC MPCACTAaBHUTCILCTBA,

r) HOMCD 3aIlluCu 00 AKKpCAUTALINH,

1) CBeIeHUs1 00 MHOCTPaHHOM OpraHu3aIiiy;
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€) KOJI COCTOSTHUSI aKKpEIUTaLlUU;
) CBEICHUS O PYKOBOJIUTEIIE MTPEICTABUTEIbCTBA.

6. U3 aBTOMaTH3upoBaHHOW HHPOPMAITMOHHOM cricTeMbl DetepalibHOM CITyKObI 110 HAA30py B cepe
3IpaBOOXpPAaHEHUS B IEIAX oOecredeHus: Oe30MacHOCTH B CHCTEMY MOHUTOPUHIA MPEACTABIISIIOTCS
CIIEIYIOIINE CBEICHUS O BBHIBOAC (00 OTMEHE BBIBOJA) M3 OOpAIlCHUs JIEKAPCTBEHHBIX IPEIapaToB
10 HHUIIUATUBE YITOJTHOMOYEHHOTO (peIepabHOTO OpraHa UCIIOTHUTEILHOM BIACTH:

a) aTa, ¢ KOTOpoid HEoOXOAMMO OOEeCreunTh BhIBOJ (OTMEHY BBIBOJIA) JIEKAPCTBEHHOTO Mpemnapara
13 oOpalieHus;

0) HOMEp PETUCTPALMOHHOTO YIOCTOBEPEHMSI JIEKAPCTBEHHOT'O IIPETapara;

B) JlaTa TOCY/IapCTBEHHON PErUCTpalliy JIEKAPCTBEHHOTO Mpenapara;

T') OCHOBaHHE BBIBOJIa (OTMEHBI BBIBOJIA) U3 0OpaIlleHUs JIEKAPCTBEHHOTO Mpernapara;

1) PEKBU3UTHI JIOKYMEHTA O BBIBOJIE (00 OTMEHE BBIBOJIa) U3 0OpaIlieHus JISKapCTBEHHOTO Mpernapara;
€) riI00aJIbHbIN UIEeHTU(PUKAIIMOHHBIN HOMEP TOProBOW €AMHMIIBI;

) HOMEp MPOU3BOJICTBEHHON CEpHH;

3) HACHTU(PUKAIMOHHBIN HOMEP HAJIOTOIIATEIIbIINKA CYObEeKTa 00paIlieHus JICKapCTBEHHBIX CPEACTB
(ecam OCYIIECTBIISICTCS M3BATHE TOJBKO Y OJHOTO CyObeKTa OOpamieHHs JIEKapCTBEHHBIX CPEICTB, a
HE U3BATHE BCEH cepuu (MapTHu).

(. 6 B pex. Ilocranosnenus IpaButensctea PO ot 21.07.2020 N 1079)

6. M3 cucTeMbl MOHUTOPMHTA B LENISAX HOATBEPKIACHHUS JOCTOBEPHOCTU CBEIEHUI, IPeICTaBIIeMbIX
cyObekTamMu oOpallleHusl JIeKapCTBEHHbIX cpeacTB B DenepaiibHyro ciiykOy 1o Ham3opy B cdepe
3IpaBOOXpAHEHUS] MPHU BBOJAE JIEKAPCTBEHHBIX NIPENapaToB B TPaxJaHCKU 00OpOT, MepenaroTcs
B aBTOMAaTH3UMPOBaHHYI0 HH(poOpMalnnoHHYyl0 cuctemy DenepanbHOH choyxkObl MO HaI30py B cdepe
3/IpaBOOXPAHEHUS CIIEIYIOUIUE CBEICHUS O TAKUX JIEKAPCTBEHHBIX Mperaparax:

a) WICHTU(UKAIIMOHHBI HOMEp HaJOroIulaTeNbIIMKa CyObeKkTa oOpallleHusl JIeKapCTBEHHbIX
CpeACTB, ocyulecTBUBLIET0 (acoBKy (YHakoBKYy) JIEKAPCTBEHHBIX IpenapaTtoB BO BTOPUYHYIO
(mOTpebUTENbCKYI0) YIIAaKOBKY JIEKAPCTBEHHOTO Ipenapara (a Ipu ee OTCYTCTBUH - IEPBUUHYIO YIIAKOBKY
JIEKapCTBEHHOTO Ipenapara), Ipyu NpoU3BOJICTBE JIEKapCTBEHHOTO Ipernapara Ha Tepputopun Poccuiickoit
denepauyy WK OCyIleCTBUBILIEro BBO3 B Poccuiickyro denepannio M TaMOXKEHHOE JNEKIAPUPOBAHUE
JIEKapCTBEHHOT0 Mpenapara (B Ciydae BBOJAa B TPaXJAHCKMA OOOpOT JIEKapCTBEHHOI'O Ipenapara,
MIPOU3BEJICHHOTO BHE TeppuTtopuu Poccuiickoit @eneparum);

0) HauMeHOBaHUE CYObEeKTa OOpalleHHs JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBHMBILETO (PacoBKY
(YnaxkoBKy) JIEKapCTBEHHBIX IPENapaToB BO BTOPUUHYIO (MOTPEOUTEIBCKYIO) YIAKOBKY JIEKAPCTBEHHOTO
npemnapara (a pH ee OTCYTCTBUU - IEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTIO Mpenapara), Ipu Nponu3BOJCTBE
JIEKapCTBEHHOI'O IIpernapara Ha Ttepputopun Poccuiickoii ®enepanuy WM OCYIIECTBUBIIETO BBO3
B Poccuiickyro @enepanuio 1 TaMOKEHHOE AEKJIApUPOBAHUE JIEKAPCTBEHHOIO IIpernapara (B cilyyae BBOAA
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B TPaXJaHCKUN 000pOT JIEKApCTBEHHOIrO Mperapara, MPOM3BEIECHHOTO BHE Tepputopuu Poccuiickoit
®depnepanun);

B) CBE/ICHUS O JIGKAPCTBEHHOM TIIpemnapaTe, IOJyYeHHbIE B PaMKax OIHCAHHs JIEKAPCTBEHHOTO
mpernapara B CHCTeME MOHUTOPHHTA B COOTBETCTBHHU € IMTyHKTOM 33 [loyi0’keHus O cuCTeME MOHUTOPHUHTA
JBWDKEHUS  JIGKAPDCTBEHHBIX  TPENApaToB Ui MEIWIIMHCKOTO  TNPUMEHEHHs,  YTBEP)KICHHOTO
noctanoBieHueMm [IpaButenbctBa Poccuiickoit ®enepanmmu ot 14 ngekabps 2018 r. N 1556
"O06 yrBepxkaernn [lonokeHnss O CHCTeME MOHUTOPHHTA JABFDKEHHS JIGKAPCTBEHHBIX IPENapaToB
JUIS. METUIITHCKOTO IPUMEHEHHUS

') HOMEp MTPOU3BOJICTBEHHON CEePHH;
1) 00BeM TPOU3BOICTBEHHOM cepuu;

€) 1aTa ymakoBKH ((acoBKHM) JIEKAPCTBEHHOIO IpenapaTra BO BTOPUYHYIO (MOTPEOUTENHCKYIO)
YIaKOBKY JIEKAPCTBEHHOTO Mperapara (a Mpu €e OTCYTCTBUU - B MEPBUYHYIO YIAKOBKY JIEKAPCTBEHHOTO
npernaparta) pH Mpou3BOJICTBE JIEKaPCTBEHHOTO Npemnapara Ha Tepputopun Poccuiickoit denepanuuy;

) UICHTU(PUKAMOHHBIIT HOMEp HaJIoToIUIaTesbIlliKa COOCTBEHHHMKA JIEKAPCTBEHHOTO Iperapara
IIpU KOHTPAKTHOM (TOJPSTHOM) MPOU3BOJACTBE JIEKApPCTBEHHOTO Mpenapara Ha Tepputopuu Poccuiickoit
denepanuu;

3) HAUMEHOBaHUE COOCTBEHHHMKA JICKAPCTBEHHOTO IIpermapara MpH KOHTPAKTHOM (IIOJPSITHOM)
MPOMU3BOJCTBE JICKAPCTBEHHOTO Tpernapara Ha Tepputopun Poccuiickoit @enepannu;

1) aTa pEerucTpaluy TaMO>KEHHOM [eKjapaluy Ha JIEKapCTBEHHBIM MpemapaT (B ciydae BBOJA
B IPaXJIaHCKUH O0OpOT JIEKApCTBEHHOTO TMperapara, MPOU3BEJACHHOTO BHE TeppuTOpuM Poccuiickoit
denepanun);

K) PETUCTPAIIMOHHBIA HOMEp TaMOXKEHHOM JCKJIapallii Ha JICKApCTBEHHBIA mpemnapar (B ciydae
BBOJIa B IPaXKIAHCKUI 000POT JISKAPCTBEHHOT'O MperapaTa, POU3BEICHHOT0 BHE TePpUTOpUHU Poccuiickoit
denepanun);

J) TAHHBIE O BBIMYCKE JIJIsl BHYTPEHHETO MOTPEOICHUS JICKApCTBEHHOTO Mpernapara (B ciiydae BBOJa
B TPaXIAHCKHI 00OpOT JICKAPCTBEHHOTO IperapaTta, MPOU3BEJICHHOTO BHE Tepputopuu Poccuiickoii
denepanun).
(m.6 BBenen Ilocranosnenuem IlpaBurenscrea P® or 21.07.2020 N 1079)

62. I3 apTOoMaTH3MpoBaHHOH MH(MOPMALMOHHOH cucTeMbl DenepanbHOM CIyKObl 0 HAA30pPY
B chepe 3apaBOOXpaHEHHUs B LIESAX MOATBEPXKICHUS JOCTOBEPHOCTH CBEJICHUH O BBOJE JIEKAPCTBEHHBIX
MIpernapaToB B FPAKIAHCKUI 000pOT B CHCTEMY MOHUTOPUHTIA MPEACTABISIOTCS CIEIYIOINE CBEICHUS:

a) laTa PerucTpaluu CBeJCHUH B aBTOMATU3MPOBaHHONW MH(POpPMALMOHHON cucteme DeaepanbHON
CIIy’KOBbI 110 HaJ130py B cepe 3ApaBOOXPaHEHNUS;

0) peKBU3HUTHI 3amUCH O JIEKAPCTBEHHOM TIperapare, BBOJMMOM B TPa)xJaHCKU 000pOT,
B aBTOMAaTH3UPOBaHHON wuH(OpMaMoHHOW cucteme @DenepalbHON CIy)KOBI MO Ham30py B cdepe
3IpaBOOXPAHEHHUS;

www.consultant.ru Crpannna 47 u3 75
HajIe:KHAsl IPAaBOBas MO/AJePKKA


http://www.consultant.ru/
http://www.consultant.ru/

ITocranosnenue I1paButenscrea PO or 14.12.2018 N 1556
(pex. or 21.07.2020)
"O6 yrBepxneHny [To0KeHNs 0 CHCTeMe MOHHTOPHHTA....

Hoxyment npenocrasiieH Koncynbranrlltoc

B) TJIO0ABHBIA HICHTH(PUKAITMOHHBI HOMEpP TOProBOW EIWHUIBI BBOJAMMOIO B TPaKIAHCKUI
000pOT JIEKAPCTBEHHOTO TIPEIapara;

') HOMEp MPOU3BOJICTBEHHON CEPUH BBOJIMMOTO B IPAXKIAHCKHUI 000POT JICKaPCTBEHHOTO Mperapara;

1) KOJIMYECTBO BTOPUYHBIX (IIOTPEOUTENBCKUX) YHIAKOBOK JIEKAPCTBEHHOTO Ipernapara (a mpu ux
OTCYTCTBMM — IIEPBUYHBIX YIIAKOBOK JIEKaPCTBEHHOTO Iperapara), BBOAUMOIO B TpaXkIaHCKUN 000pOT;

e) Homep paszpemieHuss denepaibHON CIyKOBI MO HaA30py B cdepe 3apaBOOXpaHEHHUS Ha BBOJ
B FPOXIAHCKHK 000poT (B cilydae BBOJAa B TPAXKITAHCKHA O0OOPOT HMMYHOOHOJOTHYECKOTO
JIEKapCTBEHHOTO TIpernapara);

) UICHTU(UKAUOHHBIT HOMEp Hajlororviareibiiuka CcyObeKkTa oOpallleHus JIeKapCTBEHHBIX
CPEACTB, OCYILIECTBIISIONIETO BBOJ JIEKAPCTBEHHOTO Mpenapara B rpakJaHCKUN 000pOT.
(.62 BBenien [NocTanoBnenuem Ipasutensctea PO ot 21.07.2020 N 1079)

6°. I3 cucTeMsl MOHHTOPHHTa B IIeNAX OOECTICYeHHs OCYIIECTBICHHS  (eeparbHOTO
rocy/lapcTBEHHOTO HaJ3opa B cdepe oOpallleHus JEKapCTBEHHBIX MpernapaToB Uil MEIUIUHCKOTO
npumenenust denepanpHO  cmy)k00it TO Ham3opy B chepe 3IpaBOOXpaHEHUS TEPEIAIOTCS
B aBTOMATH3WPOBAaHHYIO HH(POpPMANMOHHYIO cucTeMy DenepaqbHON CiIykObl TO Ham30py B cdepe
3/IpaBOOXPAHEHUS CIIEAYIOLIUE CBEACHUS 00 YHUUTOKEHUH JIEKAPCTBEHHBIX MPErapaToB!

a) 1laTa BHECEHMsI CBEJICHUI B CHCTEMY MOHUTOPHUHTA 00 YHUUYTOKEHUH JIEKApCTBEHHOTO Mpernapara;

0) uIeHTU(PUKAITMOHHBI HOMEp HAJIOTOIUIATeIIbIIMKA CyOBheKTa OOpaIleHus JEKapCTBEHHBIX
CpPEZCTB, OCYIIECTBHUBIIIETO MEepeavy JEKapCTBEHHOTO TIpernapara Ha YHHUTOKCHHE;

B) HAUMEHOBaHUE CyObeKTa oOpallleHHs JIEKapCTBEHHBIX CPEJACTB, OCYIIECTBHUBIIErO Iepenavy
JIEKapCTBEHHOT'O IpernapaTa Ha YHUYTOXKEHUE;

r) I/I,Z[eHTI/I(bI/IKaI_[I/IOHHHﬁ HOMCED HAJIOTOINIATCJIbIINKA OpraHru3aliuu, OCYI.HCCTBPIBIHCIZ YHUUYTOXKCHUE
JICKaApCTBCHHOT'O IIpeIiapara,

1) HAMMEHOBaHHNE OpPraHu3alliy, OCYIIECTBUBIICH YHUUTOKEHHE JIEKapCTBEHHOTO Mpernapara;
€) aJpec opraHu3aliy, OCYIIECTBUBIICH YHHUTOKEHUE JIEKAPCTBEHHOTO Mpenapara;
) PEKBU3UTHI aKTa 00 YHUUTOKEHUH JIEKAPCTBEHHOTO Tpernapara (1ara u HOMep);

3) CBEICHUSI O JIGKapCTBEHHOM IIperapare, IMOJy4eHHbIE B paMKaxX OIMCaHMsS JICKApCTBEHHOTO
npernapara B CUCTEME MOHUTOPHMHIA B COOTBETCTBUHU € MyHKTOM 33 [losi0)keHus 0 cucTeMe MOHUTOPUHTA
JBWDKEHUS  JIGKAPCTBEHHBIX  IIpenapaToB Ui  MEAMLMHCKOIO  MPUMEHEHHs, YTBEP>KIACHHOTO
nocraHoBieHueM llpaButensctBa Poccuiickoit ®Penepanun ot 14 pexabps 2018 r. N 1556
"O06 yrBepxkaenun [lonokeHnss O cUcCTeM€ MOHUTOPHMHIA JBMIKEHHs JIEKAPCTBEHHBIX IpEnapaToB
JUI METMIIUHCKOTO TIPUMEHEHUS,

1) coco0 yHUYTOKEHUS;

K) JAaTa YHUUYTOIKCHUS
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Hoxyment npenocrasiieH Koncynbranrlltoc

J) IPUYMHA U OCHOBAHUE MEpeauu JIGKAPCTBEHHOI'0 IIpenapaTa Ha YHHUTOKEHHE.
(1.6° BBenien [Nocranosnenuem Ipasutensctea PO ot 21.07.2020 N 1079)

7. 3 Equnoil aBTOMaTH3MpPOBaHHOW MH()OPMAITMOHHONW CHCTEMBI TaMO>KEHHBIX OPTaHOB C IEINBIO
MPEAYNPEKACHNAS. U NPECCYCHUS NPECTYIUICHUH U aJMUHUCTPATUBHBIX IIPABOHAPYILIECHWM, OTHECEHHBIX
K KOMIIETEHIIUM  TaMOXEHHbIX opraHoB Poccuiickoii ®dexpepanuu, B CUCTEMY MOHUTOPHUHIA
MIPEACTABIISIIOTCSA CIEAYIOIINE CBEACHUSA O JIGKapCTBEHHBIX IIpenaparax, BBE3€HHBIX B Poccuiickyro
Qenepanvi0 M NOMELICHHBIX 0]  OIPEACIECHHBIE TaMOKEHHBIE IPOLEAYPHI, COAEpIKALIUECS
B TAMOXKEHHOM JIEKJIApalliX HA TOBAPHI:

a) KOJl TAMOYKEHHOT'O OpraHa;
0) nara peructpanyy TaMOKEHHOM JeKIapaluy Ha JIEKapCTBEHHbIN Ipernapar;
B) PETUCTPALIMOHHBIN HOMEP TaMOKEHHOH JIeKIapalliy Ha JIEKapCTBEHHBIH Mpenapar;

T') KO UJIeHTU(PUKAIINH;
(8B pen. [Tocranosnenus [IpaBurensctBa PO ot 20.03.2020 N 311)

)I) TaMO>XC€HHasA CTOMMOCTb, CTATUCTHYECCKass CTOMMOCTb U (baKTypHafI CTOUMOCTB JICKAPCTBECHHOI'O
npernapara;

€) KOJI CTpaHbI IPOMCXOKACHUS JIEKAPCTBEHHOTO TIperapara;

) WICHTU(UKAIMOHHBI HOMEp HaJOTOIUIATEINbIIIUKAa CyObeKkTa OOpalieHusl JEeKapCTBEHHBIX
CpPECTB, OCYIIECTBISIONIETO BBO3 U IEKIIAPHPOBAHKE JICKAPCTBEHHOTO Mperapara;

3) KOJ 3asBJICHHOW TaMOXXEHHOM TMpoueaypsl B COOTBETCTBHM C KIACCU(UKATOPOM BHUIOB
TaMO>KEHHBIX IPOLEAYD;

1) JaHHBIE O BBIITYCKE JUIsl BHYTPEHHETO MOTPEOIeHUs IEKAPCTBEHHOTO IIpernapara.

8. CucreMa MOHUTOPMHTa B LEISIX MPEAYNPEKICHUS M MPECeUeHUs MPECTYIUICHUH U
aJMUHUCTPATUBHBIX PABOHAPYILIEHU, OTHECEHHBIX K KOMIIETEHIIMN TaMOXEHHBIX OpranoB Poccuiickoi
@Oenepanuu, OCYIIECTBIsAET mepenady B EanHy0 aBTOMaTH3UPOBAHHYIO HH(POPMAIMOHHYIO CHCTEMY
TaMOYKE€HHBIX OpPraHOB II0 3alpoOCy CIEAYIOLIME CBEACHUS O JICKapCTBEHHBIX Ipenaparax, BBE3EHHbBIX
Ha Tepputopuro Poccuiickoit @enepanuu:

a) WICHTU(UKALIMOHHBI HOMEp HaJOroIulaTeNbIIMKa CyObeKTa OOpallleHUsl JIeKapCTBEHHbIX
CpeAcTB, ocyulecTBisAomero Beo3 B Poccuiickyto denepanuio M AeKIapupOBaHUE JIEKAPCTBEHHBIX
IpernapaTos;

6) KOJ CTpaHbI IIPOUCXOKACHUS JICKAPCTBCHHOI'O IIPCIIapara,

B) KOJ HUICHTH(PHUKAIUM U KOA HUIACHTH(PHUKAIMK TPETUYHOW (TPAHCHOPTHOW) YIMaKOBKHU
JIEKapCTBEHHOTO TperapaTa, B KOTOPO HaXx0JUTCs BBEJACHHBIN B 000POT JIEKapCTBEHHBIN Mpenapar;
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Hoxyment npenocrasiieH Koncynbranrlltoc

T) KOJ WACHTU(UKAIUA ¥ KOJ WACHTU(UKANUA TPETUYHOW (TPAHCIIOPTHOW) YHMAKOBKHU
JIEKAapCTBEHHOTO Tperapara, B KOTOPOH HaXOJUTCSl BBEACHHBIA B 000POT JIEKAPCTBEHHBIN MTpenapar;
(B pen. [Tocranosnenus [IpaBurensctBa PO ot 20.03.2020 N 311)

1) CTaTycC JIEKapCTBEHHOTO Iperapara B CUCTEME MOHUTOPHUHIa;

€) epeueHb KOJOB HJAECHTU(UKALNU, COJEP)KALUIMXCA B TPETHUHOHM (TpaHCIOPTHOM) YHakOBKE
JIEKapCTBEHHOTI'O IIpenapara.
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"O06 yrBepxaeHnu [10710)KEHUS O CHCTEME MOHUTOPHHTA. ..

ITpunoxxenue N 2

K [Tonoxenuro o cucteMe MOHUTOPHHTA
JIBYDKEHUS JIEKAPCTBEHHBIX MTPETIapaToB
JUTSL METUITUHCKOTO TIPUMEHEHUS

NMEPEYEHDb
CBEOEHUW, NPEOCTABNSAEMbIX NPU ONUCAHUWN NEKAPCTBEHHbIX
MPEMAPATOB AnA MEAULIMHCKOIO NPUMEHEHUA CYBBEKTAMU
OBPALLEHUA NEKAPCTBEHHbIX CPEACTB B UH®OOPMALIMOHHbIN
PECYPC, OGECMEYMBAIOLLMA YYET U XPAHEHUE OCTOBEPHbIX
OAHHbIX O TOBAPAX MO COOTBETCTBYIOLLEN
TOBAPHOWN HOMEHKNATYPE

1. ToproBoe HauMeHOBaHHE JIEKAPCTBEHHOTO Mpenapara i MEJUIIMHCKOro MpUMeHeHus (aanee -
JIEeKapCTBEHHBIN Ipernapar).

2. bpenn (ToproBasi Mapka).
3. Homep perucTpaiimoHHOTO yJ0CTOBEPEHHS JIEKapCTBEHHOTO Tperapara.
4. Jlata TOCYapCTBEHHOM PErHCTPAINH JICKApCTBEHHOTO MpernapaTa.

5. HaumeHnoBanue neprkaTelis WM BJIAJENblla PETUCTPALMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
npernapara.

6. Aopec nepkarensi WM BIIaJeNiblia PErHCTPAlMIOHHOTO YIOCTOBEPEHUsl JIEKapCTBEHHOTO
npernapara.

7. MexayHapoTHOE HeITaTeHTOBaHHOE HAUMEHOBaHHE JICKAPCTBEHHOTO Mperapara.
8. JlekapcTBennas dopma.
9. Kosm4ecTBO €MHUIT H3MEPEHUS TO3UPOBKH JICKAPCTBEHHOTO Iperapara.

10. Tun BTOpHYHON (MOTPEOUTENBCKON) YMAKOBKM JIEKAPCTBEHHOTO IMpemnapara (B ciay4ae ee
OTCYTCTBHSI - IEPBUYHOM YITAKOBKH JICKAPCTBEHHOTO Mperapara).

11. Marepuan BTOPUYHOHN (MOTPEOUTENHCKON) YIAKOBKH JIEKAPCTBEHHOTO MperapaTa (B ciydae ee
OTCYTCTBHSI - IEPBUYHOM YITAKOBKH JICKAPCTBECHHOTO Mperapara).

12. KonnyectBo (Mepa) JIEKapCTBEHHOTO Ipenapara BO BTOPUYHOM (MOTPEOUTENBCKOI) yHmaKkoBKe
JIEKapCTBEHHOI0 IMpernapara (B cllydae ee OTCYTCTBUS - B IIEPBUYHOM YIMAaKOBKE JIEKApCTBEHHOTO
mpernapara).

13. Hanuumne BHYTpH BTOPUYHOM (TOTPEOMTENbCKOM) YIAKOBKM JIEKAPCTBEHHOTO Iperapara
HEMapKUPOBAaHHOW TEPBUYHONW YHAKOBKH JIEKApPCTBEHHOTO TMpemapara (MpU HaJIUYUM BTOPUYHOMN
(moTpebUTEeNbCKOM) YITAaKOBKHU JIEKAPCTBEHHOTO MIpenapara).
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YTBEPXKACHUU [Tonoxenwust o cucreme MOHUTOpPHUHTA...

14. Onucanve BJIOXEHHOW BO BTOPUYHYIO (TOTPEOUTEIBCKYIO) YHAKOBKY JIEKAPCTBEHHOIO
npenapara HeMapKUpPOBaHHOM MEPBUYHOMN YIAKOBKHU JIEKAPCTBEHHOTO TMpernapara.

15. HammenoBanue (pacoBmuka (yImakoBIIHKA) (3allOJIHSIETCS B CIydac OCYIIECTBICHHS (haCOBKU
(ynakoBku) Ha Tepputopun Poccuiickoit denepanun).

16. Anpec  dacoBuika (YIMakoBIIMKA) BO  BTOPUYHYIO  (TIOTPEOMTENBCKYIO)  YIIAKOBKY
JIEKapCTBEHHOTO IIpernapara (B c1y4ae ee OTCYTCTBHS - IEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO IIperapaTa)
(3anoJiHsIeTCS B Cllyyae OCYILECTBICHHs (acoBKH (YyIIakoBKHM) Ha Tepputopuu Poccuiickoit @eneparum).
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ITpunoxxenne N 3

K [Tonoxenuro o cucteMe MOHUTOPHHTA
JIBYDKEHUS JIEKAPCTBEHHBIX MTPETIapaToB
JUTSL METUITUHCKOTO TIPUMEHEHUS

CBEOEHUA,

NMPEACTABINAEMbIE CYBBbEKTAMU OBPALLEHUA NEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHUTOPUHIA ABUWXEHUA NEKAPCTBEHHbIX
NMPEMAPATOB AnA MEAULIMHCKOIo NPUMEHEHUA NPU BBOAE B OBOPOT
NEKAPCTBEHHbBIX NMPEMAPATOB AnA MEAULUWHCKOIO NPUMEHEHUA

|. CBegeHuMA 0 nekapCTBEeHHbIX Npenaparax Ansa MeauuuHCKoro
NnpPUMeHeHus, Npou3BeAeHHbIX Ha TeppuTopumn Poccumnckon
Pepepauunu, npeacrtaBnseMble cybbeKkTamm obpalleHus
JNleKapCTBEHHbIX CPeACTB B CUCTEMY MOHUTOPUHIa ABUXKEHUSA
NeKapCTBEHHbIX NpenapaTtoB AN MeAULMHCKOIO NPUMeHeHUsA

1. CyOnexThl oOpallleHus JIEKapCTBEHHBIX CPEACTB MPH 3aBEPILIECHUU CTaAUU (acOBKH (YITAKOBKHU)
JIEKapCTBEHHBIX IMPENnapaTroB sl MEAWLMUHCKOTO MPUMEHEHHUs (Jajiee - JIEKapCTBEHHbIE Ipernaparhl)
BO BTOPHYHYIO (ITOTPEOUTENHCKYIO0) YIMAKOBKY JIEKAaPCTBEHHOTO Tperaparta (B ciaydae ee OTCYTCTBUS -
MEPBUYHYIO YITAKOBKY JIEKAPCTBEHHOTO MperapaTa) MpeACTaBiIsIOT B CUCTEMY MOHUTOPHUHIA JABWKEHUS
JIEKapCTBEHHBIX IpernapaToB (Jajiee - cucTéeMa MOHUTOPUHTA) CIEAYIOIYI0 HHPOPMAIUIO B OTHOILIEHUU
Ka)XJ0 TOProBOM €IWHUIIBI JICKAPCTBEHHOTO IIpenapara:

a) laTa COBEPILICHUS OTICPAIIHH;

0) unentudukaTop cyObekTa OOpalleHUs JICKAPCTBEHHBIX CPENICTB, OCYIIECTBISAIOMErO (PacoBKY
(YakoBKy) JISKapCTBEHHBIX NPENapaTOB BO BTOPUYHYIO (MOTPEOUTEILCKYIO) YITAKOBKY JIEKAPCTBEHHOTO
npemnapara (B ciiydae ee OTCYTCTBHS - IEPBUYHYIO YIIAKOBKY JICKAPCTBEHHOTO Iperapara);

(8 pen. ITocranosnenus [IpaButenscrBa PO ot 21.07.2020 N 1079)

[Moanynkt "B" yrparun cuny. - [loctanoBnenue [IpaBurenscrBa PO ot 21.07.2020 N 1079.
T') TUII IPOU3BOJICTBEHHOTO 3aKa3a (KOHTPAKTHOE HJIM COOCTBEHHOE MPOM3BO/ICTBO);

1) UACHTUDUKATOP CYOBEKTa OOpallleHUs JIEKAPCTBEHHBIX CPEICTB, SIBISIONICTOCS 3aKa3uMKOM
KOHTPAKTHOTO (MOJAPSHOTO) TPOM3BOJCTBA (B Cilydae TIpEJACTABICHUS WHPOPMAIUH CYyOBEKTOM
oOpalieHus JIGKAPCTBEHHBIX CPEJICTB, OCYIIECTRIISIFONUM KOHTPAKTHOE (TIOAPSIHOE) TIPOU3BOJICTBO);

(8 pen. ITocranosnenus IpasutenscrBa PO ot 21.07.2020 N 1079)
€) rI00albHBIN HIeHTH(PUKAIIMOHHBII HOMEp TOProBOM €AMHHUIIBI IEKAPCTBEHHOTO Mpernapara;

) HOMEp NMPOU3BOACTBEHHOMN CEepUH JIEKApCTBEHHOTO Mpenapara;

3) AaTa UCTCUCHUA CPOKa T'OJHOCTH JICKAPCTBCHHOT'O IIpeIiapara,
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1) KOJ UACHTU(DUKAINH, TPUCBOCHHBIN BTOPUYHOM (MOTPEOUTEIHCKOM) YITAKOBKE JIEKAPCTBEHHOTO
npemnaparta (B ciaydae ee OTCYTCTBUSI - IEPBUYHOM YIIAaKOBKE JIEKAPCTBEHHOI'O IIperapara);
(8B pen. [locranosnenus [paBurensctBa PO ot 20.03.2020 N 311)

K) HHpOpMaus 00 UCIOIB3yeMOM YCTPONUCTBE PETUCTPAIIUN SMUCCHH.
(B pen. [Tocranosnenus [IpaBurensctBa PO ot 20.03.2020 N 311)

2. CyObeKTsl 0OpalieHus JIEKapCTBEHHBIX CPEJICTB IOCIE 3aBEPLICHHS CTAIWH BBITYCKAIOIIETO
KOHTpPOJISl KauecTBAa U MPEJCTaBICHUs IOKYMEHTOB M cBeleHUN B DenepasibHYIO Ciy:kO0y MO Haa3opy
B chepe 31paBoOXpaHEHUs TPEACTABISIOT B CUCTEMY MOHUTOPHHTA CIIEIYIOIYI0 HHPOPMALHIO O BBIITYCKE
rOTOBOM MPOAYKIMH B OTHOUIEHWM KaXJOW TOPrOBOM EAMHMIIBI JICKQPCTBEHHOTO IIperapara,
IIpou3BeIeHHOM Ha Tepputopun Poccniickoit denepanuu:

a) J1aTa COBEPIIEHUS OTEePaIINH;

0) unpeHtudukatop cyObeKTa OOpalleHHs] JIEKApCTBEHHBIX  CPEJCTB,  OCYIIECTBIISIOLIETO
PErUCTPALMIO CBEJICHUI O BBIITYCKE TOTOBOM MPOYKIINH;

B) PEKBU3UTHI 3allCH O JICKAPCTBEHHOM TMperapaTe, BBOIMMOM B TpaJaHCKHH 000poOT,
B aBTOMATH3UPOBaHHOW wWHpOpPMAIMOHHON cucteMe @DenepanbHOM CIyXObl MO Ham3opy B cdepe
3IpaBOOXpaHeHus (J1aTa ¥ BHYTPEHHUN UICHTH(DHUKATOD);

r) Homep paspemnieHus DepepanbHON CIyKObI MO0 HAI30py B cdepe 3IpaBOOXPAHCHHS HA BBOJI
B rp@XJaHCKUK 000poT (B cllyyae BBOJAa B TPaXIAHCKUHA O0OOPOT HMMYHOOHMOJOTHYECKOTO
JICKApCTBEHHOTO TIpernapara);

€) Ko UACHTUDUKAIMK WM KOJ HWIACHTU(MUKAIMK TPETHYHONW (TPAaHCHOPTHOM) YITaKOBKH
JICKApCTBEHHOTO Iperapara, B KOTOPOH HaXOJUTCS BBHIMYIIEHHBIH B 00OPOT JICKAPCTBEHHBIN Tperapar
(B ciydae BBIITyCKa TPETUYHOH (TPaHCHIOPTHO#) YIAKOBKH JIEKAPCTBEHHOTO Tperapara MenKoOM).
(. 2 B pex. IMocranosaenus IIpasutensctBa PO ot 20.03.2020 N 311)

Il. CBeaeHus, npeacraBnsieMble cyobektamm obpalyeHus
NneKapcTBeHHbIX CPeAcTB B CUCTEMY MOHUTOPUHrA,
O NeKapCTBEeHHbIX Npenaparax, Npou3BeAeHHbIX
3a npegenamu Tepputopumn Poccuimnckon ®eagepauyumn

3. CyObexThl oOpalieHus JIeKapCTBEHHBIX CPEACTB NP 3aBEPIICHUM MPOHM3BOACTBEHHOW CTaIUU
¢dacoBku (YyHakoBKM) JICKAPCTBEHHBIX IMPENapaToB WM 3aBEPIICHMH MAapKHPOBKH  YIIAKOBOK
JICKapCTBEHHBIX ITPEMapaToB CPEACTBaMHU HICHTH(UKAIMM HAa TaMOXXEHHOM CKJIJie B COOTBETCTBHHU
c ab3arieM BTOpbIM ITyHKTa 4 [TookeHust 0 cucteMe MOHUTOPUHTA IBM)KEHUS JIEKAPCTBEHHBIX MTPENapaToB
V1L MEIUIUHCKOTO MPUMEHEHMs, YTBEpXJAEHHOro mnoctaHoBiaeHueM llpaButensctBa Poccuiickoi
@enepanun o1 14 nexadbps 2018 r. N 1556 "O0 yrBepxaeHun IlonoxkeHuss o cucteMe MOHUTOPHUHIA
JBWDKEHUS JICKApCTBEHHBIX IpenapaToB Ais MEAMLMHCKOro mnpuMeHeHus' (nanee - Ilomoxkenue),
NPEJCTABISAIOT B CHCTEMY MOHHUTOPUHIA B OTHOLICHMM Ka)XKJOW TOPrOBOM €IMHUIIBI JEKAapCTBEHHOTO
npernapara, pou3BeJIeHHOM BHe Tepputopun Poccuiickoit @enepariuu, ciaeayonyo HHPOpMaIHIo:

a) JaTa COBCPIICHUS OIICPALUHU;
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0) uneHTHGHUKATOp CyOBEKTa OOpaIIEeHNUs JIEKAPCTBEHHBIX CPEJCTB, SABISIOMIETOCS AepiKaTelieM WIIH
BJIAJEIbIIEM PETUCTPALMOHHOTO YJOCTOBEPEHMs, WM HPEACTABUTENILCTBA CyObEKTa OOpalieHus
JIEKApCTBEHHBIX CPEJCTB Ha Tepputopun Poccuiickoin Penepanny;

B) uaeHTH(UKATOp CyOBEeKTa OOpalIeHHs JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBIIAIOMIETO (PACOBKY
(ynakoBKy) JIEKapCTBEHHBIX IPENapaToB BO BTOPUYHYIO (IOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHOTO
npenaparta (a Ipu ee OTCYTCTBUHU - IEPBUUHYIO YIIAKOBKY JIEKAPCTBEHHOTO Ipernapara);

I) MICHTUQUKATOp CcyObekTa oOpallleHuss JIEKAPCTBEHHBIX  CPEJCTB,  OCYLIECTBIISIIOIIETO
MIPOM3BOJICTBEHHYIO CTaJHIO BBITYCKAIOLIEr0 KOHTPOJIS KAUeCTBa;

1) TI00aTbHBINA UICHTU(UKAIMOHHBI HOMEP TOPTOBOH €NHUIIBI;
€) HoMep IPOU3BOCTBEHHOM CEpHH JIEKApCTBEHHOT'O ITpernapara;
) J1aTa UCTEYCHHUS CPOKa FOJJHOCTH JICKAPCTBEHHOTO MperapaTa;

3) KOJI TaMOXXEHHOT'O OpraHa M PEeruCTPAalMOHHBII HOMEp TaMOXXEHHOIo cKiiaja (Mpu MapKUpPOBKe
YIaKOBOK JIEKAPCTBEHHBIX IPENapaToB CpeICTBAMU ACHTU(UKAIIMYA HA TAMOKEHHOM CKJIajie);

1) KOJI MJICHTU(HUKAINH, TIPUCBOCHHBIA BTOPUYHON (MOTPEOUTEIILCKON) YITAKOBKE JIEKAPCTBEHHOTO
npemnapara (B cilydae ee OTCyTCTBHS - IEPBUYHOM YIAKOBKE JIEKapCTBEHHOT'O Mpenapara);

K) HHpOpMaHs 00 UCIIOJIB3YEMOM YCTPOHCTBE PErUCTPAIIHH SMUCCHH.
(. 3 B pen. IMocranosnenus [paButensctBa PO ot 21.07.2020 N 1079)

3. CyObexThl 00paleHus eKapcTBEHHBIX CPEJACTB IPH OCYLIECTBICHUM MAPKHPOBKU YIAKOBOK
JICKApCTBEHHBIX TIpPENapaToB CpPEACTBAMHU HICHTU(MUKAIIMK Ha TAMOKCHHOM CKJIaJie B COOTBETCTBHH
c ab3anem BTOphiM myHKTa 4 [lOJOXEHUS TPEACTABIIAIOT B CHUCTEMY MOHUTOPHHTA CJCIYIOUIYIO
nHpopMaIuo:

a) uneHTUuKaTop cyObeKTa 0OpaIleHusl JIeKapCTBEHHBIX CPE/ICTB, SIBISIFOIIETOCS JAepKaTeleM WIn
BIIQJIETIBIIEM PETUCTPALMOHHOTO YJOCTOBEPEHMS, WM MPEACTABUTEIbCTBA CYOBEKTa OOpalieHUs
JIEKapCTBEHHBIX CPEICTB Ha TeppuTopuu Poccuiickoit deneparuu;

0) 1aTa COBEPILICHHS OIepaIliu;
B) TI100abHBIN HICHTH()HUKAIIMOHHBII HOMEP TOPTOBOW EAMHUIIBL;

r) KOJ TaMO>XCHHOI'O OpraHa H peFI/ICTpaI_II/IOHHHﬁ HOMCp TaMOXCHHOI'O CKJIaJlda, Ha KOTOpOM
OCYIICCTBIIAICTCA MApPKHUPOBKA YIIAKOBOK JICKAPCTBCHHBIX IIPCIIAPATOB CPEACTBAMU I/II[eHTI/I(i)I/IKaI_II/II/I
B COOTBCTCTBHH C a63aueM BTOPBIM ITYHKTa 4 Ilonoxxenus;

1) KObl MJICHTU(DUKALIMY.
(1. 3! BBenen Mocranosnenuem Ipasutenscta PO ot 21.07.2020 N 1079)

www.consultant.ru Crpannna 55 u3 75
HajIe:KHAsl IPAaBOBas MO/AJePKKA


http://www.consultant.ru/
http://www.consultant.ru/

ITocranosnenue I1paButenscrea PO or 14.12.2018 N 1556
(pex. or 21.07.2020) Joxyment npenocrasnen Koncynsranrllntoc

"O6 yrBepxneHny [To0KeHNs 0 CHCTeMe MOHHTOPHHTA....

lll. CBepeHus, npeacraBnsiemMble CyobekTamm obpalueHus
NeKapCTBEHHbIX CPeACTB B CUCTEMY MOHUTOPUHra,
O NeKapCTBEeHHbIX Npenaparax, BBO3UMMbIX
Ha Tepputoputo Poccumnckon ®egepauumn

4. CyObexTsl 0OpalmieHus JIGKApCTBEHHBIX CPEICTB MpPHU 3aBEPIICHUH OTTPY3KH JIEKapCTBEHHBIX
npenaparoB B Poccuiickyro denepanuio MM IIOCIE IIE€peladyd CBEICHUHM O MApPKMPOBKE YIAaKOBOK
JICKApPCTBCHHBIX IMPEIapaToB CpCaACTBaAMU I/IIIGHTI/I(i)I/IKaIH/II/I Ha TaMOXCHHOM CKJIaZlI€ B COOTBETCTBHUU
c abzauieM BTOpbIM nyHKTa 4 IlojoXKeHHs NpPEACTaBIAIOT B CHCTEMY MOHUTOPUHIA CJENYIOIIYIO
MH(POPMAIIHUIO B OTHOIIIEHUH KaXKI0M €IMHUIIBI JIEKAPCTBEHHOTO Mpemnapara:

a) J1aTa COBEPIIEHUS OTEePaIINH;

0) nneHTudukaTop cyobekTa oOpalleHns JeKapCTBEHHBIX CPEJCTB, SBJISIOIIETOCS JAepKaTeleM WIn
BIIQJIJIBLIEM PErHCTPALMOHHOTO YJOCTOBEPEHMs, WM IPEICTABUTEIbCTBA CYOBEKTa OOpalleHus
JIEKApCTBEHHBIX CPEJICTB Ha TeppuTopun Poccuiickon Penepanny;

B) HICHTU(PUKATOP CYObEeKTa OOpAIICHUS JIEKAPCTBEHHBIX CPEICTB, SBISIOIIETOCS IPOIABIOM
JIEKapCTBEHHBIX MTPENapaToB;

r) uaeHTUGHUKATOp CyObeKTa OOpallleHHs JIEKapCTBEHHBIX CPEICTB, SIBISIOIICIOCS MOKYyMaTeIeM
JIEKapCTBEHHBIX MpenapatoB B Poccuiickoit denepanmu;

1) THII IOTOBODA;

€) PEeKBU3UTHI TICPBHYHOTO JOKYMEHTA, SIBJISIOIICTOCS OCHOBAHUEM VIS OTIPY3KH JICKAPCTBEHHOTO
npemnapara B Poccuiickyto denepanuio;

) KOJl TAMOYKCHHOI'O OpraHa W perucTpalMOHHBIA HOMEp CKiazaa (aapec MECTOHAXO0KICHHUS ToBapa
COTJIaCHO TaMOKEHHOM JeKjapallud Ha TOBaphl, 3a MCKIIOUYEHHUEM CIy4as MapKHUPOBKH YIAaKOBOK
JIEKapCTBEHHBIX IMPENapaToB CpPeACTBAMH HJICHTH(HUKAIMU HAa TaMOKEHHOM CKJaJie B COOTBETCTBUU
¢ ab3areM BTOpbIM myHKTa 4 [TosokeHus).

3) KOO UACHTU(DUKAIMM WIW KOJA HACHTU(UKAUU TPETUYHOUW (TPAHCIOPTHOM) YIaKOBKU
JICKApCTBEHHOTO TIpenapaTa, B KOTOPOH HaXOIUTCS ATOT JIGKAPCTBEHHBIN Hpenapar (B ciiydae OTIPY3KH
TPETUYHOH (TPAHCIIOPTHOM) YIAKOBKH JIEKAPCTBEHHOTO TIperapaTa MeIHKOM).

(. 4 B pen. Ilocranosaenus IpaBurenscrBa PO ot 21.07.2020 N 1079)

5. CyObekTbl OOpalleHusi JIEKApCTBEHHBIX CPEJICTB IMPU OCYIIECTBICHUU BBO3a IPEACTABIISAIOT
B CUCTEMY MOHUTOPHHIA CJIEAYIOIYI0 WH(GOPMAIMIO B OTHOIICHUH KaXJ10M €IMHUIIBI JEeKapCTBEHHOTO
npernapara:

a) JaTa COBCPIICHUS OIICPALUU;

0) uneHTHPUKATOp CyObeKTa OOpallleHUs JEKapCTBEHHBIX MpenapaToB, OCYILECTBIISIOLIETO BBO3
JIEKapCTBEHHBIX MpenaparoB B Poccuiickyro denepanuio;
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B) KOJI TAMOKCHHOTO OpraHa ¥ perucTpallMOHHbBII HOMEp CKiIaja (aIpec MecTa HaXOKICHUS ToBapa
COTJIaCHO TaMOXXEHHOM JeKJIapallui Ha TOBaphl);

r) HISHTUPHUKATOP CYyOBEKTa OOpallleHHs JICKAPCTBEHHBIX CPEACTB, SBISIOLICTOCS IPOJABIIOM
JIEKApCTBEHHBIX IIPENApPaTOB;

1) TUI JOTOBOPA;

€) PEKBU3UTHI TMEPBUYHOTO JTOKYMEHTA, SBJSIOIIECIOCS OCHOBAHHMEM JUIS BBO3a JIEKAPCTBEHHOTO
npenapara Ha Tepputoputo Poccuiickoit deneparuu (1ara u Homep);

K) UIeHTU(HHUKATOP CYObEeKTa OOpalleHHs JIEKaPCTBECHHBIX CPECTB, SIBIISIOIIETOCS JepiKaTeIeM HITH
BIIQJIETIBIIEM PETUCTPALMOHHOTO YIOCTOBEPEHMS, WM TpPEACTaBUTEIbCTBA CYObEKTa OOpalleHus
JIEKapCTBEHHBIX CpeNCTB Ha TeppuTtopuu Poccuiickoit ®denepanuu (B ciydae BBO3a JIEKApPCTBEHHOTO
npenaparta B Poccuiickyro deneparito cyobekToM 0OpalieHus JIEKapCTBEHHBIX CPEJICTB, HE SBIISFOIIIMCS
JepKaTesieM WIH BIaJAETbIEM PErUCTPAIMOHHOTO YA0CTOBEPEHNUS).

3) KOJ MICHTU(QUKAIMK WIK KOJ HWACHTH()UKAIMKA TPETUIHOW (TPAHCIIOPTHON) YHAKOBKH
JIEKapCTBEHHOI'O IIperapara, B KOTOPOW HaXOAMUTCS 3TOT JIEKApCTBEHHBIM mpemapar (B ciydae BBO3a
TPETUYHOM (TPAHCIIOPTHOM) YIIaKOBKH JIEKAPCTBEHHOTO IMpernapaTa eJIMKOM ).

(. 5 B pen. IMocranosaenus [paButensctBa PO ot 21.07.2020 N 1079)

6. CyObeKThl oOpamnieHHs JEKapCTBEHHBIX CPEACTB, OCYIIECTBISIONINE IMEpenavy JeKapCTBEHHBIX
MperapaToB, MOMEIICHHBIX MOJI TAMOXKCHHYIO MPOLEAYPY TAMOKESHHOTO CKJIa/a, IPYroMy COOCTBEHHUKY
(cmeHa COOCTBEHHHKA), TIPEICTABIISIIOT B CHCTEMY MOHUTOPHHTA CJICTYIONTYI0 HH(POPMAIIUIO B OTHOIIICHUU
Ka)X/I0M eTMHHIIBI JICKApCTBEHHOTO Tperapara:

a) JlaTa COBEPIICHUS OTIepalliu;

0) uneHTuguKaTop cyobekTa 0oOpalleHUs JEKapCTBEHHBIX CPENCTB, OCYIIECTBIIAIOIIECTO IMepenady
JIEKapCTBEHHBIX MIPENapaToB;

B) HICHTH(PUKATOP CyObeKTa OOpaIleHHs JICKAPCTBEHHBIX CPEACTB, OCYIIECTBISIONIETO MPHEMKY
JIEKapCTBEHHBIX MIPENapaToOB;

I) PEKBU3UTHI MEPBUYHOTO JIOKYMEHTA, SIBJISIOIIETOCS OCHOBAHHEM VIS TIepeaadl JICKapCTBEHHOTO
npenapara (J1ata u HoMep);

1) KO WICHTU(PHUKAIMK WIH KOA HICHTUGHUKAIMK TPETHYHON (TPAHCIOPTHOH) YIaKOBKH
JIEKapCTBEHHOTO TperapaTa, B KOTOpOil HaXxOaUTCs 3TOT JIEKapCTBEHHBIN Mpemnapar (B ciiydae mepeaayu
TPETHYHOU (TPAHCIIOPTHOM) YIIaKOBKH JIEKAPCTBEHHOTO Mpernapara IeTuKOM ).

(m. 6 B pen. I[Tocranosnenus [IpaBurensctBa P® ot 21.07.2020 N 1079)

7. CyOBbeKThbl 00OpallleHus JIEKapCTBEHHBIX CPEICTB PU MOATBEPKIEHUM CBEACHUM 00 OTrpy3Ke WK
BBO3€ JIEKapCTBEHHOT0 NpenapaTa B Poccuiickyro @enepaiinio, WM npueMke Ha (papMareBTHUeCKUi CKIa
JIeKapCTBEHHOTO Ipernapara Ha Tepputopun Poccuiickoii denepannu, wim nepeaade npaBa COOCTBEHHOCTH
Ha JIEKapCTBEHHBIN IIpemnapaT, MOMEUICHHBI I0J TAaMOXXEHHYIO IpOLEIypy TaMOXEHHOIO CKJIaja,
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IIpH NOATBCPKACHHUN CBCI[CHI/II\/JI, coCprKalnXCcad B CUCTEMC MOHHUTOPHHIA, NPCACTABIIAOT B CHCTCMY
MOHHUTOpPHHTA CIICAYIOUIYIO I/IH(i)OpMaLII/IIO B OTHOIICHHUH K&)K[[Oﬁ CAVHUIBI JICKAPCTBCHHOI'O MIpcriapara:

a) J1aTa COBEPIIICHUS OTEePALINH;

0) uaeHTHGHUKATOp CyOBEKTa OOpalleHus JIEKAPCTBEHHBIX  CPEJACTB,  OCYIIECTBIISIOUIETO
MOJITBEPKICHUE CBEICHUN;

B) uaeHTU(UKaTOp CcyObeKkTa OOpalleHHus JEKapCTBEHHBIX CPEJICTB, pPAHEE OCYIIECTBUBILIETO
perucTpaiuio CBEACHUH 00 OTrpy3ke WJIM O BBO3€ JIEKAPCTBEHHBIX IpenapatoB B Poccuiickyro
@denepanuio, UiIM MpUEMKE Ha (apMaleBTUYECKUM CKIIaJ JIEKAPCTBEHHBIX MpENnapaTroB Ha TEPPUTOPHUU
Poccuiickoit ®epepanun, uiaM 1nepepade MmpaBa COOCTBEHHOCTH Ha JIEKAPCTBEHHBIM Ipenapar,
MTOMEILIEHHBIN [10/1 TAMOKEHHYIO MPOIIEAypy TaMOKEHHOTO CKJIaJa;

r) KOI WICHTU(QUKAIMK WIA KOJ HUACHTH()UKAIMKA TPETUIHOW (TPAHCIOPTHOH) YMaKOBKH
JIEKapCTBEHHOI'O IpernapaTa, B KOTOPOH HaXOIUTCS 3TOT JIEKAPCTBEHHBIN Ipernapar (B ciydae rnepenadyu
TPETUYHOM (TPAHCIIOPTHOM) YIIaKOBKH JIEKAPCTBEHHOTO TMpernapaTa eJIMKOM ).

(. 7 B pen. [Mocranosnenus [IpaBurensctBa PO ot 21.07.2020 N 1079)

8. CyOBeKThI 00paleHust JISKApCTBEHHBIX CPEICTB MPHU MEpEeMENISHIH JIEKAPCTBEHHBIX MPEMapaToB
MEXIy 30HaMH TaMOXEHHOTO KOHTPOJS TIPEACTABISIOT B CHCTEMY MOHHTOPHHTA CIIEAYIOIIYIO
WHGOPMAIIHIO B OTHOIICHHH KaXKI0W €AMHUIIBI JIEKAPCTBEHHOTO Iperapara:

(8 pen. ITocranosnenus [IpaButenscrBa PO ot 21.07.2020 N 1079)

a) laTa COBEPILICHUS OTICPAIIHH;

0) unentudukatop cyObekTa OOpalieHUs JIEKApCTBEHHBIX  CPEICTB,  OCYIIECTBJISIONIETO
nepeMeIIeHue JISKapCTBEHHBIX IPENapaTos;
(8 pen. ITocranosnenus [IpasutenscrBa PO ot 21.07.2020 N 1079)

[Moanynkt "B" yrparun cuny. - [loctanoBnenue [IpaBurenscrBa PO ot 21.07.2020 N 1079.

I') KOJ TaMOXXEHHOTO OpraHa W pEeruCTPAIllMOHHBI HOMEp CKiIaga OTrpy3KH (aapec Mecra
HAXOXXJCHHUS TOBapa COTJIACHO TaMOXKEHHOW JeKJapallii Ha TOBapbl, U3 KOTOPOTO OCYILIECTBIISECTCS
repeMeIieHue);

(8 pen. ITocranosnenus IIpaButenscrBa PO ot 21.07.2020 N 1079)

1) KOJI TaMOXEHHOTO OpraHa ¥ pEerucTpallMOHHBIM HOMEp CcKiaga MpUEMKU (agpec MecTa
HAX0XJCHUS TOBapa, B KOTOPOE OCYILECTBISETCS MepEMEIICHUE);

€) KOJ MICHTU(UKAMK WIM KOJ MWIACHTU(UKAIMM TPETUYHOM (TPaHCHOPTHOM) YHaKOBKHU
JIEKapCTBEHHOTO IpenapaTa, B KOTOPOH HaXOJUTCA OTOT JIEKAPCTBEHHBIH mpenapaT (B ciydae
nepeMeIleHus TPETUYHOM (TPaHCHOPTHOM) YIaKOBKH JIEKAPCTBEHHOIO IpenapaTa LEeIUKOM).
(B pen. Ilocranosnenus [paButensctBa PO ot 20.03.2020 N 311)

9. CY6L6KTLI O6paH_[eHI/I$I JICKAPCTBCHHLIX CPCACTB IPU TMNPHUHATUHU PCIICHUA O BBIITYCKE
JICKAPCTBCHHBIX MpCHapaTtoB MJIsI BHYTPCHHCTO HOTpe6J'ICHI/I$I, MNPUHATOrO TAaMOKCHHBIMHU OpraHaMu,
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MPEJCTABISAIOT B CHCTEMY MOHHMTOPHHIA CIEAYIONIYI0 MH(POPMALKIO B OTHOIIEHUHM KaXKIOH TOProBOM
€AVHUIBI JIEKAPCTBEHHOTO Iperapara:

a) J1aTa COBEPIIICHUS OTEePALINH;

0) uaeHTHPHUKATOp CyOBEKTa OOpalleHUs JIEKAPCTBEHHBIX  CPENICTB,  OCYHIECTBISIOIIETO
JIEKJIApUPOBAHUE JIEKAPCTBEHHBIX IIpenapaToB Ha Tepputopun Poccuiickoit @eneparuu;
(B pen. [Tocranosnenus [IpaBurensctBa PO ot 21.07.2020 N 1079)

B) KOJ TAMO>KEHHOH MPOIIeTypHl;
I') KOJl TAMOKEHHOI'O OpraHa;
1) PEKBU3UTHI TAMOXXEHHOM JeKJIapalliy Ha JeKapCTBEHHBIH Npenapar;

€) TAMOKEHHAas CTOMMOCTH JIGKapCTBEHHOTO TIperapara COTJIACHO TAaMOXKCHHOW JIeKIaparuu
Ha JIEKapCTBEHHBIN Tpenapar;
(8B pen. [Mocranosnenus [IpaBurensctBa PO ot 21.07.2020 N 1079)

K) KOl HJIEHTUGUKAUUKW WIK KOJA UACHTU(DUKALUKU TPETUYHON (TPAHCHOPTHOM) YIaKOBKU
JIEKapCTBEHHOTI'O IperapaTa, B KOTOPOil HaX0JUTCs 3TOT JIEKapCTBEHHBIH Mpenapar (B ciiyyae MOMENIeHUS
MO/l TaMOXXEHHYIO MpOLEAYpy TPETUYHOM (TPaHCHOPTHOM) YMAKOBKH JIEKAPCTBEHHOIO IIpernapara
LIETTUKOM).

(8 pen. ITocranosnenus [IpaButensctBa PO ot 20.03.2020 N 311)

[MoanynkTse! 3" u "u" yrpatunu cumy. - [locranosnenue [IpaBurensctea PO ot 21.07.2020 N 1079.

10. CyObexTsl 0OpallieHus JISKAPCTBEHHBIX CPEJICTB MPU IIEpEeMEIICHUH JIEKAPCTBEHHBIX IIPENapaToB
13 30HBI TAMOXXEHHOTO KOHTPOJIA Ha (papMaleBTUUECKUN CKIIaJl MPEACTaBISAIOT B CHCTEMY MOHUTOPHHTA
CIIeyIOLYI0 HH(GOPMALIKIO B OTHOIICHUH KaXKJI0W €IMHHULIBI JIEKAPCTBEHHOI'O MIperapara:

a) J1laTa COBEPILECHUS OTepaIuy;

0) uaeHTHGHUKATOpP CyOBeKTa OOpalleHHs] JICKAPCTBEHHBIX CPEICTB, OCYIICCTBIISIOMIEIO BBO3
JICKApCTBEHHBIX MIPENapaToB Ha TeppuTopuio Poccuiickoit denepanuu;
(8 pen. ITocranosnenus IpasutenscrBa PO ot 21.07.2020 N 1079)

[MoamynkT "B" yrpartun cuny. - [locranoBnenue [IpaButensctea PO ot 21.07.2020 N 1079.
I') KOJl TAMOXKEHHOT'O OpraHa M PErHuCTPAlMOHHBIA HOMEp TaMOKEHHOTO CKJIafia OTIPY3KH;

1) PEKBU3UTHI IEPBUYHOTO JIOKYMEHTA, SBISIONIETOCS OCHOBAHUEM JJISI IPUEMKH JIEKAPCTBEHHOTO
npemnapara Ha (hapMaleBTHUECKUi ckiaj (1aTa U HOMep);

€) CTOMMOCTb, YKa3aHHasi B COIPOBOJHUTENILHON JOKYMEHTAIlMH HA TOBAp, HA OCHOBAHUH KOTOPOH
oopmisieTcss TaMOXEHHas JAEKIapanus, ¢ y4eTOM TaMOKEHHBIX MOIUIMH M COOpOB 3a TaMOKEHHOE
odopmieHue;
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K) KOA HUACHTH(QHUKAIMKA WM KOJA MACHTH(PHUKALUK TPETHUYHOH (TPAaHCIOPTHOW) YIMAaKOBKH
JIEKapCTBEHHOI'O IpernapaTa, B KOTOPOW HAaXOJIUTCS 3TOT JIEKAPCTBEHHBIN Ipenapar (B ciiydyae MPUEMKHU
Ha GapMaleBTUYECKUN CKIaJ TPETUYHON (TPaHCHOPTHOH) YIMAKOBKH JISKAPCTBEHHOTO MpernapaTa
LEITUKOM).

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

11. CyObexTsl OOpalieHus: JEKapCTBEHHBIX CPEICTB NPU 3aBEPUICHUU OTTPY3KH JICKApCTBEHHBIX
npenaparoB B Poccuiickyro denepanuio u3 rocyaapeTs - 4ieHOB EBpa3suicKOro 3KOHOMUYECKOr0 CO03a
MIPEJICTABJISIIOT B CUCTEMY MOHUTOPHHIra CIEAYIOLIYI0 MH(GOPMAalLMI0O B OTHOIIEHUM Ka)JI0W TOProBOil
€IMHUIIBI JIEKAPCTBEHHOTO Ipernapara:

a) J1aTa COBEPIIICHUS OTIEPALIHH;

0) nneHTudukaTop cyobekTa oOpallieHns JeKapCTBEHHBIX CPECTB, SBJSIOIIETOCS JAepKaTeleM WIn
BIIQJIEJIBLIEM PErHCTPALMOHHOIO YJOCTOBEPEHMs, WM IPEICTABUTEIbCTBA CYOBEKTa OOpalleHus
JIEKApCTBEHHBIX CPEJICTB Ha Tepputopun Poccuiickonn Penepannu;

B) HICHTU(PUKATOP CYObEKTa OOpAICHUS JIEKaPCTBEHHBIX CPEICTB, SBISIOIIETOCS IPOIABIOM
JIEKapCTBEHHBIX MTPENapaToB;

r) uaeHTUGHUKATOp CyObeKTa OOpallleHHs JIEKaPCTBEHHBIX CPEICTB, SIBISIOIIETOCS TOKYyMaTeIeM
JIEKapCTBEHHBIX MpenapatoB B Poccuiickoit denepanmu;

1) PEKBU3UTHI TIEPBUYHOTO JOKYMEHTA, SIBJISIOMICIOCSI OCHOBAHUEM ISl OTTPY3KH JIEKapCTBEHHOTO
npenapara B Poccuiickyro @eaepanuro (1ata 1 HOMeED);

€) THII IOTOBODA;

) CTOMMOCTB JICKaPCTBEHHOTO MpernapaTa (¢ y4eToM Hajiora Ha J00aBJIeHHYI0 CTOUMOCTD) COTJIACHO
MEPBUYHBIM IOKYMEHTaM;

3) CyMMa Hajiora Ha ,Z[O6aBJ'IeHHy'IO CTOUMOCTD;,

M) KOJA MICHTUGHKAIUWU WIA KOA HUACHTU(DHUKAIUK TPETHYHOH (TPAHCIOPTHON) YHAKOBKH
JICKApCTBEHHOTO TIpenapara, B KOTOPOH HaXOIUTCS ATOT JIGKAPCTBEHHBIN Hpenapar (B ciiydae OTIPY3KH
TPETUYHOH (TPAHCIIOPTHOM) YIAKOBKH JIEKAPCTBEHHOTO TIperiapaTa eIUuKOM).

(. 11 B pen. ITocranosnenus IpaBurenasctea P® ot 21.07.2020 N 1079)

12. CyObexTsl OOpallieHus JeKapCTBEHHBIX CPEACTB MPU OCYLIECTBIEHHUH BBO3a JIEKAPCTBEHHBIX
npenapaToB B Pocculickyro @enepanuio U3 rocyaapcTs - 4i€HOB EBpa3suiickoro 3KOHOMHUYECKOTO COI03a
U pa3MellleHUH Ha (apMaleBTUYEeCKOM CKJIaJe NPEACTaBISIOT B CUCTEMY MOHUTOPHMHIA CIEAYIOIIYIO
MHGOPMAIINIO B OTHOLICHUH KaXI0M TOProBOW eIMHUIIBI JIEKAPCTBEHHOT'O IpenapaTta:

a) JaTa COBCPIICHUS OIICPALUU;

0) uneHTHPUKATOp CyOBEKTa OOpalleHHs JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBIISIOLIETO BBO3
JIEKapCTBEHHBIX IpenaparoB B Poccuiickyro denepanuio;

www.consultant.ru Crpannna 60 u3 75
HajIe:KHAsl IPAaBOBas MO/AJePKKA


http://www.consultant.ru/
http://www.consultant.ru/

ITocranosnenue I1paButenscrea PO or 14.12.2018 N 1556
(pex. or 21.07.2020)
"O6 yrBepxneHny [To0KeHNs 0 CHCTeMe MOHHTOPHHTA....

Hoxyment npenocrasiieH Koncynbranrlltoc

B) HICHTU(QUKATOP CyObEKTa OOpAaIlICHUsS JIGKAPCTBEHHBIX CPEICTB, SIBISIOIIETOCS IPOJABIOM
JIEKapCTBEHHBIX IPENapaToB;

T') THII JIOTOBOPA,;

1) PEKBU3UTHI MEPBUYHOIO JOKYMEHTA, SIBJISIFOLICTOCS OCHOBAHHUEM JIISl BBO3a JICKAPCTBEHHOTO
npenapara Ha Tepputoputo Poccuiickoit denepanuu (1ara u HOMeED);

€) CTOMMOCTB JICKAPCTBEHHOTO IperapaTa (C y4eToM Hajora Ha T00aBJICHHYI CTOMMOCTh) COTJIACHO
NEPBUYHBIM JOKYMCHTAaM,

) CyMMa HaJiora Ha JJ00aBJICHHYIO0 CTOMMOCTH;

3) UACHTUPHUKATOP CYOBbEKTa OOpAICHHS JIEKAPCTBEHHBIX CPEJICTB, ABJSIOIICTOCS AepKAaTEIeM HIIH
BIIQJIETIBIIEM PETUCTPALMOHHOTO YJOCTOBEPEHMs, WM TMPEACTaBUTEIbCTBA CYObEKTa OOpalleHus
JIEKapCTBEHHBIX CPENCTB Ha Tepputopuu Poccuiickoii denepanuu (B ciiyuae BBO3a JIEKAPCTBEHHOTO
npenapara B Poccuiickyro deneparnio cyobekToM 0OpalieHus IeKapCTBEHHBIX CPEICTB, HE SBIISIOMUMCS
JiepKaTesieM WIH BIaJeTblEM PErUCTPAMOHHOTO YA0CTOBEPEHNUS);

1) KOA HWICHTUQUKAUK WM KOJA WICHTHU(QHUKAIMK TPETUYHON (TPaHCIOPTHOM) YIaKOBKHU
JICKApCTBEHHOTO TIperapara, B KOTOPOH HAXOJUTCS ATOT JIEKapCTBEHHBIN Iperapar (B cilydae BBO3a
TPETUYHOM (TPAaHCTIOPTHOM) YIAaKOBKHU JIEKAPCTBEHHOTO Mpemnapara mMeJIuKOM).

(. 12 B pen. Ilocranosnenus [Ipasurenasctea P® ot 21.07.2020 N 1079)

13. CyObexTsl 00OpalieHust JISKapCTBEHHBIX CPEJICTB MOCIIE MPEACTABICHHs IOKYMEHTOB U CBEICHUI
B DesrepanbHyIo CiIy:k0y 1Mo Haa30py B cepe 3ApaBoOXpaHEHUS PEACTABISIIOT B CHCTEMY MOHUTOPHHTA
CIICAYIONIYI0 MHPOPMAIIHIO B OTHOIICHUN KaXKJIOW SIMHHIIBI JIKAPCTBEHHOTO TIpernapara:

a) J1laTa COBEPILICHUS OTepaIuy;

0) uneHtudukaTop cyoObekTa oOpalleHus JEeKapCTBEHHBIX CPEJICTB, OCYIIECTBIISIIOIIETO BBO3
JIeKapCTBEHHBIX MpenapaToB B Poccuiickyio dexnepartiuio;

B) PEKBU3UTHI 3allICH O JIGKAPCTBEHHOM IIpermapare, BBOJAMMOM B TPaXIAHCKHH 000poT
B aBTOMAaTH3UPOBaHHON wuH(OpMaMoHHOM cucteme @DenepalbHON CIy)KObI MO HaA30py B cdepe
3/IpaBOOXpaHEeHus (1aTa ¥ BHYTPEHHUN UICHTUPHUKATOD);

r) Homep paspemnieHus DepepanbHON CIyKObI M0 HAI30py B cepe 3IpaBOOXPAHCHHS HA BBOJ
B rpaXJaHCKH 000poT (B ciiyyae BBOJAa B TPaXAAHCKUA OOOpPOT HMMYHOOHOJOTHYECKOTO
JIEKapCTBEHHOTO Mpernapara);

1) KOJ MICHTH(GUKAIUK WM KOJ HMACHTHOUKAMK TPETUYHOH (TPaHCIOPTHOI) yHaKoBKU
JIEKapCTBEHHOT'0 Ipernapara, B KOTOPOH HaXOAWTCsS 3TOT JIEKapCTBEHHBIM Mpenapar (B cilydae BBO3a
TPETUYHOH (TPaHCIOPTHOM) YIAaKOBKH JIEKAPCTBEHHOT'O IpernapaTa LEeIuKOM).

(m 13 B pen. [ocranosnenus [IpaBurensctea PO ot 21.07.2020 N 1079)

14. CyObexTsl 0OpaleHus JJIeKapCTBEHHBIX CPEICTB TP OBTOPHOM BBOJIE B 000POT JIEKAPCTBEHHBIX
IpernapaToB MPEACTABIAIOT B CHCTEMY MOHUTOPHHIA CIEAYIOUTYI0O HH(OPMAIMIO B OTHOIIEHUH KaXI0H
€IMHHULIBI JIEKAPCTBEHHOTO IIpenapara:
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a) JlaTa COBEpILIEHHUS Olepaluy;

0) uneHTHGHUKATOP CYyOBEKTa 0OpAICHHS JIEKAPCTBEHHBIX CPEICTB, paHEE OCYIIECTBUBIIETO BHIBOJ
13 000pOTa ITUX JEKAPCTBEHHBIX MPENapaToB;

B) MPUYKMHBI PAHEE OCYIIECTBICHHOTO BBIBOIA JICKAPCTBEHHOIO Mperapara u3 000poTa;
I') KOJl HICHTU(HUKALUH TOBTOPHO BBOAMMOIO B 000OPOT JICKAPCTBEHHOT'O MperapaTa;

1) IPUYMHBI IOBTOPHOTO BBOJIa B 000POT JICKAPCTBEHHOTO Tperapara.
(. 14 B pen. [Tocranosnenwus [IpaButensctea PO ot 21.07.2020 N 1079)
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ITpunoxxenue N 4

K [Tonoxenuro o cucteMe MOHUTOPHHTA
JIBYDKEHUS JIEKAPCTBEHHBIX MTPETIapaToB
JUTSL METUITUHCKOTO IPUMEHEHHUS

CBEOEHUA,

NMPEACTABINAEMbIE CYBBbEKTAMU OBPALLEHUA NEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHUTOPUHIA ABUWXEHUA NEKAPCTBEHHbIX
NMPEMAPATOB AnA MEAULMHCKOIo NPUMEHEHUA NPU BbIBOAE
N3 OBOPOTA JIEKAPCTBEHHbIX NMPEMAPATOB
anAa MEAUUUHCKOIo NPUMEHEHUA

1. CyOpexT oOpalieHusi JEKapCTBEHHBIX CpPEJICTB MPU BBIBOJIE JIEKAPCTBEHHBIX IIperapaTroB
JUIS MEJUIIMHCKOTO MPUMEHEHHUs (J1ajee - JIEKapCTBEHHbIE Mpenaparbl) U3 000poTa MyTeM pealln3aluu
(mpomaxku) JEKapCTBEHHBIX IpenapaToB MNOTPEOUTENI0, WM OTIycKa OECIUIaTHO WM CO CKHIKOMN
JIEKapCTBEHHBIX MPENapaToB MO PELENTy Ha JIEKapCTBEHHbIE Mpernaparhl JIM00 OTHYCKa JIEKapCTBEHHBIX
MpernapaToB MPU OKa3aHWU MEIUIMHCKOM momouy, oT0opa 00pa3loB WM BBIBOJA M3 000pOTa 10 UHBIM
MpUYMHAM MPEJCTaBIsIeT B CHCTEMY MOHUTOpPUHIA JIBHKEHHS JIEKAPCTBEHHBIX IMpenaparoB (gajiee -
CUCTEeMa MOHMTOPHHIA) CIEAYIOUIYyI0 HH(OpPMalMI0O O BBIBEACHHBIX H3 000pOTa JIEKapCTBEHHBIX
Ipernaparax:

a) laTa COBEPILCHUS OTICpPAIIHH;

0) uneHtuuKaTop CyObEKTa OOpaIICHUS JICKAPCTBEHHBIX CPEICTB, OCYIIECTBIISIONIETO BBIBOJ]
JIEKapCTBEHHBIX TPEnapaToB U3 000poTa;

B) THII BBIBO/IA JIEKAPCTBEHHBIX MIPENapaToB U3 000poTa;

r) BUJ JOKYMEHTA, TTOATBEPIKIAFOIETO BBIBOJI JICKAPCTBEHHBIX MPEMapaToB U3 000poTa (4eK, OJaHk
CTPOTOHM OTYETHOCTH, IOTOBOP U JIPYToe);

I[) PEKBU3HUTHI JOKYMCHTA, IIOATBCPKAAIOMICTO BBIBOA JICKAPCTBEHHBIX IIPEIIaApaTOB U3 060p0Ta;

€) KOl HMICHTHU(HKAIMK BBIBOJMMBIX W3 000pOTa JIEKAPCTBEHHBIX MPEMApaTOB MM KOJIbI
UICHTU(PUKAIIMN TPETUYHONH (TPAHCHOPTHOM) YMAaKOBKM JIEKAPCTBEHHOTO IIpemapaTa, B KOTOPOM
HAXOJHTCS 3TOT JIEKAPCTBEHHBIHN Mpernapar (B ciiydae BbIBOJIa M3 000pOTa MO UHBIM MPUYMHAM TPETUYHOM
(TpaHCHIOPTHOI) YIaKOBKH JIEKAPCTBEHHOTO MIperapara LejInKoM);

’K) CTOMMOCTb JICKApPCTBEHHBIX IMPEMapaToB (C y4eTOM Hajora Ha J00aBJICHHYK) CTOMMOCTD)
(B cimydae mpoAaxH JIEKapCTBEHHBIX MTPENapaToB MOTPEOUTENIO);

3) cyMMa Haiora Ha J00aBIICHHYIO CTOMMOCTbH (B Cilydae MPOJaXKH JICKAPCTBEHHBIX MPErapaTtoB
oTpeOuTEIIO;

I/I) KOJIMYCCTBO BBIBOAUMBIX M3 060p0Ta MNEPBUYHBIX YITAKOBOK JICKAPCTBCHHOT'O IIpeliapaTa U 06mee
KOJIMYCCTBO IICPBUYHBIX YIIAKOBOK JICKAPCTBCHHOI'O IIpCIiapaTra BO BTOpH‘-IHOﬁ (HOTpC6HTeHBCKOﬁ)
YIIAKOBKEC JICKApCTBCHHOI'O IIpCriapara (HpI/I OCYHICCTBJICHUU BbIBOJA U3 o60p0Ta pa3yKOMHHCKTOBaHHOI>'I
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BTOPHUYHOM (TOTPEOUTETHCKOM) YITAKOBKH JIEKAPCTBEHHOTO Mperapara).
(m. 1 B pen. [Mocranosnenus [IpaBurensctea PO ot 21.07.2020 N 1079)

2. CyObekT oOpamieHusi JIEKapCTBEHHBIX CPEICTB MPH BBIBOJE JICKAPCTBEHHBIX IPENapaToB
u3 000poTa MyTeM YHHUYTOXKEHHs JICKAPCTBEHHBIX IIPENapaToB, MOMEMICHHBIX II0JI TaMOXEHHYIO
IIPOLIEAYPY YHUUYTOXKEHHUs, BBIBO3A JIEKAPCTBEHHBIX NIPENapaToB 3a Mpezeibl Tepputopun EBpasuiickoro
SKOHOMMYECKOTO COI03a, IIOMELIEHHBIX II0J TaMOXXEHHYI0 IMpOILeaypy »3Kchopra (pe3Kcrnopra),
NPEJCTaBIsIeT B CHCTEMY MOHUTOPHHIA CIEAYIOIYI0 HH(OPMAaIUIi0 O BBIBEACHHBIX U3 000poTa
JIEKApCTBEHHBIX Iperaparax:

a) J1aTa COBEPIIEHUS OTEePaIINH;

0) unentudukaTop CcyoObeKTa OOpalleHUs] JEKAPCTBEHHBIX CPEICTB, OCYIIECTBISIONIETO BBIBOJT
JIEKapCTBEHHBIX MTPenapaToB U3 000poTa;

B) KOJI TAMO>KEHHOTO OpraHa;
I') KOJl TAMOXXEHHOU IPOLEAYpHI;

1) KO HJeHTU(HUKAUK BBIBOAMMOIO M3 000poTa JEKapCTBEHHOTO IIpernapara WM  KOJ
UIEeHTU(DUKAIIMA TPETUYHOW (TPaHCIIOPTHOM) YIMAKOBKH JIEKAPCTBEHHOI'O TIpemapara, B KOTOPOU
HaxOJIUTCSA ATOT JIEKAPCTBEHHBIN Tpermapar (B cilydae BbIBOJA M3 000pOTa TPETUYHOU (TPAHCTIOPTHOM)
YIaKOBKHU JIEKaPCTBEHHOTO Tperapara LEeIuKOM);

€¢) PEKBH3MTHI TAMOKECHHOM JICKJIapaIliy Ha JICKAPCTBEHHBIN MTperapar.
(. 2 B pex. IMocranosaenus [paButensectBa PP ot 21.07.2020 N 1079)

3. CyObekT oOparieHusi JEKapCTBEHHBIX CPEJACTB MpPH BBIBOJE JIEKAPCTBEHHBIX IMPErapaToB
13 000poTa MyTeM Mepelauyd JIEKAPCTBEHHBIX IPENapaToB Ha YHUUTOXKEHHUE IMPEACTABISET B CUCTEMY
MOHHUTOPHHIA CJIETYIOLIYI0 HHPOPMAIUIO O BHIBEACHHBIX U3 000POTa JIEKAPCTBEHHBIX Mpenaparax:

a) J1laTa COBEPILIECHUS OTepaIuy;

0) uaeHTHGHUKATOpP CyObEeKTa OOpalleHHs JICKAPCTBEHHBIX CPEICTB, OCYILIECTBIISIONICTO BBIBOJ
JICKApCTBEHHBIX MPEnapaToB U3 000poTa;
(8 pen. ITocranosnenus IIpasutenscrBa PO ot 21.07.2020 N 1079)

[MoamynkT "B" yrpartun cuny. - [locranoBnenue [IpaButensctea PO ot 21.07.2020 N 1079.

') OCHOBaHHE M MPUYKHA MIEPEeIauy JIEKApCTBEHHOTO Ipernapara Ha YHUYTO)XKEHHE;
(B pen. [Tocranosnenus [paBurtensctea PO ot 21.07.2020 N 1079)

,[[) PEKBU3UTHI PCHICHUA YIIOJTHOMOYCHHOTI'O Q)enepanLHoro opraHa HUCIIOJIHUTEILHON BIIACTH
O BBIBOJC JICKAPCTBCHHLIX MPCIIapaTOB U3 060p0Ta (HpI/I HaJ'II/I‘lI/II/I);

e) PCKBU3UTHI HAOKYMCHTA, MNOATBCPIKAAOIICTO nepeaavy JICKAPCTBCHHBIX npernapaTroB
Ha YHUYTOXCHUC,
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K) KO WACHTUPUKANUKA WIA KOA UACHTU(DUKAIMK TPETHYHOW (TPAaHCHOPTHOW) YIAKOBKH
JIEKApCTBEHHOTO TperapaTa, B KOTOPOH HaXOIUTCS ATOT JIEKAPCTBEHHBINM Ipemnapar (B cliydae BBIBOJIA
13 000pOTa TPETUIHOH (TPAHCIIOPTHON) YITAKOBKHU JICKAPCTBEHHOTO Mpernapara HeJTHKOM);

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

3) UACHTU(HUKAIIMOHHBI ~ HOMEp  HAJOTOIUIATENbINMKA,  OCYIIECTBIIIONIETO  YHHUUYTOXKEHUE
JIEKapCTBEHHBIX IIPEMAapaTOB, U €T0 ajpec.
(B pen. [Tocranosnenus [IpaBurensctBa PO ot 21.07.2020 N 1079)

4. CyOobexT oOpallleHus: JeKapCTBEHHBIX CPEACTB MPU YHUUYTOKEHUU JIEKApPCTBEHHBIX IPENapaTos,
paHee NepeaHHbIX Ha YHUUTOXKEHUE, IPEICTABISET B CHCTEMY MOHUTOPUHTA CIIEYIOIYI0 HH(POPMALIHIO
0 (pakTe YHHMUTOKEHMSI JICKaPCTBEHHBIX MIPENapaToB:

a) J1aTa COBEPIIEHUS OTEePaIINH;

0) unentudukaTop cyObeKkTa OOpaIeHus JEKAPCTBEHHBIX CPEJCTB, OCYIIECTBUBIIETO BBIBOJ
JIEKapCTBEHHBIX TpenapaToB U3 000poTa;
(8B pen. [Mocranosnenus [IpaBurensctBa PO ot 21.07.2020 N 1079)

B) CIIOCOO YHHUTOKEHUSI JIEKaPCTBEHHBIX MIPENapaTos;

') PEKBU3UTHl JTIOKYMEHTa, IMOATBEP)KIAIONIETO YHHUYTOKCHHUE JICKAPCTBEHHBIX TpEnapaToB (aKT
00 YHUYTO)KEHHUHU JIEKAPCTBEHHBIX MPEIapaToB);

1) KoA WACHTHPUKANNK WIH KOJ WIACHTU(PHUKAIIMA TPETUYHOW (TPAHCIIOPTHOM) YITAKOBKH
JICKApCTBEHHOTO Tperapara, B KOTOPOW HAaXOTUTCS ATOT JICKApCTBEHHBIN Iperapar (B ciydae BBIBOJA
13 000pOTa TPETHYHOM (TPAHCIIOPTHOM) YITAKOBKH JIEKAPCTBEHHOTO TMperapaTa IeJTHKOM);

(8 pen. ITocranosnenus [IpaButensctBa PO ot 20.03.2020 N 311)

e) I/I,Z[eHTI/I(bI/IKaI_[I/IOHHHﬁ HOMED HaJIoroIjiaTreibIIuKa, OCYHIECTBHUBIICTO YHHUYTOKCHUC
JICKAPCTBCHHLIX IIPCIIapaToB.
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IIpunoxenue N 5

K [lonoxxeHuro o cucreMe MOHUTOPHUHTA
JBUKEHUS JIEKAPCTBEHHBIX IPENapaToB
JUISL METULIUHCKOTO IIPUMEHEHUS

CBEOEHUA,

NMPEOCTABINAEMbBIE CYBBEKTAMU OBPALLEHUA NEKAPCTBEHHbLIX CPEACTB
B CUCTEMY MOHUTOPUHIA OBWXEHWUA NEKAPCTBEHHbBIX NMPEMNAPATOB
ansa MEQULUHCKOIO NPUMEHEHUSA NPU OCYLLECTBIIEHUM OMNEPALUNA

C TPETUYHOM (TPAHCNOPTHOW) YINAKOBKON NEKAPCTBEHHOI'O NPEMAPATA
(B pen. [Mocranosnenus [paBurensctBa PO ot 20.03.2020 Ne 311)

1. CyObexThl oOOpaiieHusi JIEKAPCTBEHHBIX CpPEACTB IPU  OCYLIECTBICHMM AarperupoBaHUs
JIEKapCTBEHHBIX MpPENapaToB Ui MEAMIIMHCKOIO NPUMEHEHHUs (Jlajnee — JIeKapCTBEHHbIE INpenaparsl),
MMEIOLIUX OJIMH IT100aNbHbIN NAEHTU(DUKAIIMOHHBIA HOMEP TOProBOM €TMHUIIbI, IPEICTABIISIOT B CUCTEMY
MOHHUTOPHUHIA JBMKEHHSI JIEKAPCTBEHHBIX MpPENapaToB JUIsi MEAULMHCKOTO TPUMEHEHHUs (Jajiee - cuctema
MOHHUTOPHHIA) CIAEAYIOIIYIO0 HH(OPMAIIHIO:

(8B pen. [Mocranosnenus [IpaBurensctBa PO ot 21.07.2020 N 1079)

a) JAaTa COBCPIICHHA OIICpaluu (B OTHOIICHUHN JICKAPCTBCHHBIX IIPEIapaToB JI1 MEAWUIHUHCKOI'O
MIpUMEHEHHUsI (J1asee - JeKapCTBEHHBIE MTpenapaThl), HaXOJAIINXCS 3a penenaMu Tepputopun Poccuiickoit
Odenepanuu, B cllydasix, KOIr/la arperupoBaHUEe OCYIIECTBIISIETCS A0 3aBEPIICHUSI CTalUU BBITYCKAIOIIETO
KOHTPOJISl KayecTBa, MOXKET YKa3bIBaThCA JII00ast AaTa MKy JaTON 3aBEPIICHUS CTAAUH BBIITYCKAIOIIETO
KOHTPOJISI KAaYeCTBa M AaTOM OTTPY3KH JIEKapCTBEHHBIX MpernapaToB B Poccuiickyio denepanuio);

0) unentudukatop cyObekTa O0OpamieHHs JEKapCTBEHHBIX  CPEICTB,  OCYIIECTBJISIONIETO
arperupoBaHuE;
(8 pen. ITocranosnenus [IpasutenscrBa PO ot 21.07.2020 N 1079)

[MoanynkT "B" yrparun cuny. - [loctanoBnenue [IpaBurenscrBa PO ot 21.07.2020 N 1079.

') KOAbl HMICHTU(UKAIMK TPETUYHBIX (TPAHCIIOPTHBIX) YHMAKOBOK JICKAPCTBEHHOTO TIIpernapara
CO3/1aBa€MbIX TPETUYHBIX (TPAHCHOPTHBIX) YIIAKOBOK JICKAPCTBEHHOTO Iperapara;
(8 pen. ITocranosnenus IIpasutensctBa PO ot 20.03.2020 N 311)

1) IEpEeYCHb KOJIOB HICHTU(UKAIIMM WJIA KOJOB HWICHTHU(HKAIMUA YIIAKOBOK JIEKAPCTBECHHOTO
npernapara 0oJiee HU3KOTO YPOBHS BJIOKEHHOCTH, BXOJSIIMX B COCTAaB KaXKIOW CO3/IaBACMON TPETUYHOM
(TpaHCTIOPTHOM) YITaKOBKH JICKAPCTBEHHOTO Iperapara.

(8 pen. ITocranosnenus IpasutensctBa PO ot 20.03.2020 N 311)

2. CyObeKTbl o0palleHus JEKapCTBEHHBIX CPEJICTB MPU OCYIIECTBICHUU HU3bITUS JICKApCTBEHHBIX
IpenapaToB M3 TPETUYHOH (TPaHCMOPTHOM) YMAKOBKM JIEKAPCTBEHHOI'O IpenapaTa MpeACTaBIISIOT
B CUCTEMY MOHHMTOPHUHIa CJIEAYIONIYI0 HH(OpMaLHIO:

(B pen. Ilocranosnenus [paButensctBa PO ot 20.03.2020 N 311)

a) JaTa COBCPIICHUS OIICPALUHU;
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0) uneHTuduKaTop CyobeKkTa 00paIIeHus JEKaPCTBEHHBIX CPEJICTB, OCYIECTRIISIONIETO OMEPAIIHIO;
(B pen. [Tocranosnenus [IpaBurensctBa PO ot 21.07.2020 N 1079)

[Monmynkt "B" yrpartmi cuiy. - [loctanosnenue [IpaBurenscrea PO ot 21.07.2020 N 1079.

T') KOJ WICHTH(PHUKAINN TOPrOBOH €IWHUIIBI, N3bIMAEMON M3 TPETUYHOH (TPAHCTIOPTHON) YIAKOBKU
JICKApCTBEHHOTO TIpenapaTa, WM KOJ WACHTHU(HKAIWK YHAaKOBKH JIEKAPCTBEHHOTO IpemnapaTa Oojee
HU3KOTO YPOBHSI BJIOXEHHOCTH, U3bIMAaEMON U3 TPETUYHOM (TPaHCHIOPTHOW) YIIAKOBKHU JIEKAPCTBEHHOI'O
mpernapara.

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

3. CyObeKThl oOpalieHusl JIEKapCTBEHHBIX CPEICTB MpPH OCYHIECTBICHUU JIOTIOJHUTEIHEHOTO
BJIOKEHHUSI JIEKAPCTBEHHBIX IIPENapaToB B TPETUYHYIO (TPAHCHOPTHYIO) YINAKOBKY JIEKAPCTBEHHOTO
npernapaTa NpeACcTaBIsAiOT B CUCTEMY MOHUTOPHHTA CIEAYIOUIYI0 HHPOPMALHIO:

(8B pen. [Toctanosnenus [IpaBurensctBa PO ot 20.03.2020 N 311)

a) J1aTa COBEPIIICHUS OTIePaIINH;

0) naeHTuguUKaTop cyobekTa 00palieHus JEKapCTBEHHBIX CPE/ICTB, OCYILECTBIISIONIETO ONEpaltio;
(8B pen. [Tocranosnenus [IpaBurensctBa PO ot 21.07.2020 N 1079)

[MoanynkT "B" yrparun cuny. - [loctanoBnenue [IpaBurenscrBa PO ot 21.07.2020 N 1079.

r) Ko UACHTH(UKAIMKA WM KOJ UACHTU(UKAIMK YIIAKOBKH JICKAPCTBEHHOTO TMperaparta Oosiee
HU3KOTO YPOBHSI BJIOKEHHOCTH, C KOTOPOH COBEPIACTCS OTEPAINs JOTIOTHUTEILHOTO BIOKCHUS,
(8 pen. ITocranosnenus [IpaButensctBa PO ot 20.03.2020 N 311)

1) KOJ HUIACHTU(DUKAIMK TPETUYHON (TPAaHCIOPTHOW) YHNAaKOBKM JIGKAPCTBEHHOTO IIperapara,
B OTHOIIICHUH KOTOPOH COBEPIIACTCS ONEpaIlusl.
(8 pen. ITocranosnenus [IpasutenscrBa PO ot 21.07.2020 N 1079)

4. CyObekTbhl OOpaleHHsi JICKapCTBEHHBIX CPEICTB MPH OCYIIECTBICHUU pPacHOpMUPOBAHHSI
TPETUYHON (TPAHCIIOPTHOM) YITAKOBKH JICKAPCTBEHHOTO IMIperapara NpEACTaBISIIOT B CHCTEMY
MOHHUTOPHUHTA CIIEAYIOIIYIO HH()OpMAIHIO:

(8 pen. ITocranosnenus IIpasutensctBa PO ot 20.03.2020 N 311)

a) J1laTa COBEPIICHUS OTIepaIUy;

0) uneHTUpHUKaTOp CyObeKTa 0OpaIICHNUS JIEKAPCTBEHHBIX CPE/ICTB, OCYLIECTBIISIONIETO ONEPAIIHIO;
(B pen. [Tocranosnenus [paButensctea PO ot 21.07.2020 N 1079)

[Monnynkt "B" yrpatui cuiy. - Iloctanosnenue IIpasurensctsa PO ot 21.07.2020 N 1079.
I) TUI Omepanuu pacOpMHUPOBAHUSA TPETUYHOM (TPAHCIOPTHOM) YMAKOBKH JIEKAPCTBEHHOTO

npernapara;
(B pen. Ilocranosnenus [paButensctea PO ot 21.07.2020 N 1079)
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ITocranosnenue I1paButenscrea PO or 14.12.2018 N 1556
(pex. or 21.07.2020)
"O06 yrBepxaeHnu [10710)KEHUS O CHCTEME MOHUTOPHHTA. ..

Hoxyment npenocrasiieH Koncynbranrlltoc

1) KO WISHTU(PUKAIUK TPETUYHOW (TPAHCHIOPTHOW) VYIIAKOBKU JIGKAPCTBEHHOTO TIperapara
pacopMHUpOBEIBaEMOl TPETUYHOM (TPAHCTIOPTHON) YITAKOBKH JIEKAPCTBEHHOTO Tpernapara.
(B pen. [Tocranosnenus [IpaBurensctBa PO ot 20.03.2020 N 311)
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ITocranosnenue I1paButenscrea PO or 14.12.2018 N 1556
(pex. or 21.07.2020) Joxyment npenocrasnen Koncynsranrllntoc

"O06 yrBepxaeHnu [10710)KEHUS O CHCTEME MOHUTOPHHTA. ..

ITpunoxxenue N 6

K [Tonoxennro o cucTeMe MOHUTOPHHTA
JIBYDKEHUS JIEKAPCTBEHHBIX MTPETIapaToB
JUTSL METUITUHCKOTO TIPUMEHEHUS

CBEOEHUA,

NMPEACTABINAEMbIE CYBBbEKTAMU OBPALLEHUA NEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHUTOPUHIA ABUWXEHUA NEKAPCTBEHHbIX
NMPEMAPATOB AnA MEAUUMHCKOIo NPUMEHEHUA NMPU OBOPOTE
M BHYTPEHHEM NEPEMELLEHUU NNEKAPCTBEHHbIX NMPENMAPATOB
anAa MEAUUUHCKOIo NPUMEHEHUA

1. CyOpext oOpamieHuss JIeKapCTBEHHBIX CPEACTB  IPH  OCYLIECTBICHUM  IE€pEeMElECHUs
JIEKapCTBEHHBIX IPENapaTroB JUIsi MEAWLMHCKOTO NPUMEHEHHUs (Jajiee - JIEKapCTBEHHbIE Ipernaparbl)
MEXy aJpecaMy OCYIIECTBICHUS NEATEIbHOCTH U (M) (DapMalieBTHYECKUMHU CKIIaJaMH MPECTaBIsSET
B CUCTEMY MOHUTOpPHUHIA JIBIKEHHS JIEKQpCTBEHHBIX IpernapaToB (Jlajee - CHCTeMa MOHUTOPHHIA)
CIIEIYIONIYI0 HH(OpMAIMIO O TMepeMellaeMblX JIEKapCTBEHHBIX IpernapaTax B OTHOIIEHHWH KaxKIOM
TOProBOM €AMHMIIBI JIEKAPCTBEHHOTO Mpenapara:

a) J1aTa COBEPIIEHUS onepanun (TPUEMKH Ha CKJIaJl, Ha KOTOPBIM COBEPIIIEHO IMEPEMEIICHNUE);

0) unentudukatop cyObekTa O0OpamieHUs JIEKApCTBEHHBIX  CPEICTB,  OCYIIECTBJISIONIETO
nepeMeIeHue JISKapCTBEHHOTO TpenapaTa, ¢ y9eToM aapeca MecTa OCYIISCTBICHHS NeATSIbHOCTH TN
CKJIaJ]a OTBETCTBEHHOTO XpaHCHHWs, M3 KOTOPOTO OCYIIECTBISIETCS TEPEMEIICHHE JIEKapCTBEHHOTO
npernapara;

(8 pen. ITocranosnenus [IpaButenscrBa PO ot 21.07.2020 N 1079)

[Moanynkt "B" yrparun cuny. - [loctanoBnenue [IpaBurenscrBa PO ot 21.07.2020 N 1079.

') UACHTUPHUKATOP CYOBEKTa OOpaIleHUsl JICKApCTBEHHBIX CPEICTB C YYETOM ajpeca MecTa
OCYIIECTBIICHHS JICATCIILHOCTH WJIA CKJaJia OTBETCTBEHHOTO XPAaHEHWs, Kylda OCYIIECTBISCTCS
nepeMeIIeHue JISKapCTBEHHOTO TIpernapara;

(8 pen. ITocranosnenus IIpasutenscrBa PO ot 21.07.2020 N 1079)

1) PEKBU3UTHl  MEPBUYHOTO JOKYMEHTa, SBJSIIOMIETOCS OCHOBAaHUEM Uil  IMepeMElIeHuUs
JIEKapCTBEHHOTO Ipenapara (JaTa U HoMep);

€) KoJ UIACHTU(PHUKAIMK WIM KOJ HACHTU(UKAIUU TPETUYHOW (TPAHCIOPTHOM) YIaKOBKU
JICKApCTBEHHOTO TIpenapara, B KOTOPOH HAaxXOAMTCS O3TOT JIEKAPCTBEHHBIM Tpenapar (B ciydae
nepeMeIeHus TPETUYHOM (TPaHCHOPTHOM) YIaKOBKH JIEKAPCTBEHHOTO MpenapaTa LEelIuKoM);
(B pen. Ilocranosnenus [paButensctea PO ot 20.03.2020 N 311)

) PEKBU3UTHl TOCYJapCTBEHHOTO WJIM MYHHIIMIAILHOTO KOHTpakTa (B CiIydae IepeMelleHus
JIEKapCTBEHHOTO TMpemnapara, MpeJHa3HAYeHHOTO [UIsl oOecredeHus TpaXKJaH 3a CYeT Cpe/CTB
(benepanbHOTO OIOKETa WM CPENICTB OOKETOB cyObekToB Poccuiickoit @enepaium);

(BBenen Ilocranosienuem [IpaButensctBa PO ot 21.07.2020 N 1079)
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ITocranosnenue I1paButenscrea PO or 14.12.2018 N 1556
(pex. or 21.07.2020) Joxyment npenocrasnen Koncynsranrllntoc

"O6 yrBepxneHny [To0KeHNs 0 CHCTeMe MOHHTOPHHTA....

3) MCTOYHMK (UHAHCUpPOBAaHUS (B  Clydae TMEpPEeMEIICHHs JIEKAPCTBEHHOTO  IIperapara,
MPEJHA3HAYCHHOTO Ui 00ECIeUeHHUs] IPpa)/IaH 3a CUeT CPEACTB (elepalbHOro OIOKETa WM CPEICTB
OroKeTOB CyOBekTOB Poccuiickoit denepanun);

(BBenen [Tocranosnenuem [IpaButenscrBa PO ot 21.07.2020 N 1079)

1) CTOMMOCTb JIEKAPCTBEHHOTO Ipenapara (¢ yueToM Hajlora Ha J00aBI€HHYI0 CTOUMOCTD) COTJIACHO
NEPBUYHBIM JIOKYMEHTaM (B Ciydae IEpEeMEIICHHs JIEKAPCTBEHHOTO Npenapara, NpeaHa3HaYeHHOTO
11st 00eCTIeYeHNs TPaXKIaH 3a CUET CPelCTB (heaeparbHOro OIPKETa WK CPEICTB OIOHKETOB CYOBEKTOB
Poccuiickoit deneparun);

(BBenen [TocranoBnenuem [paButenscrBa PO ot 21.07.2020 N 1079)

K) CyMMa Hajiora Ha JI00aBJI€HHYIO CTOUMOCTS (B cllydae epeMelIeHus JISKapCTBEHHOTO TIpenapara,
MPEHA3HAYSHHOTO Uil 00ECIIeUeHHUsI TPpa)K/IaH 3a CUeT CPEACTB (elepaTbHOro OIO/KETa WM CPEICTB
OromxeToB cyobekToB Poccuiickoit denepanun).

(BBenen [Toctanosnenuem [paButensctBa PO ot 21.07.2020 N 1079)

2. CyObekT oOpallleHHs JICKApCTBEHHBIX CPEJICTB TMPH Iepelnade JICKapCTBEHHBIX IPENaparoB
IpYyromMy CyOBEKTY OOpalleHus JEKapCTBEHHBIX CPEICTB B paMKax T'Pa)KJaHCKO-TIPABOBBIX OTHOIICHHI
B cllydae BBIOOpa MPSMOTO TIOPsIKA MPEJCTaBICHUS CBEJICHUI B COOTBETCTBUM ¢ MyHKTOM 44 Tlomosxenust
0 CHCTEeME€ MOHHTOPHWHra JIBWXEHHUS JICKAPCTBEHHBIX MpPENapaTroB ISl MEAUIMHCKOTO MPUMEHEHHUS,
yTBEpKACHHOTO nocTaHoBaeHueM [IpaButenbcTBa Poccuiickoit deneparuu ot 14 nexadps 2018 r. N 1556
"O6 yrBepxkaenun IlonokeHWsT O cuUCTEMe€ MOHUTOPWHIA JBHKEHHS JICKAPCTBEHHBIX IIPENapaToB
JUIS. METUIIMHCKOTO TPUMEHEHHS] MPEJCTaBIsieT B CHUCTEMY MOHUTOPUHIA CIEAYIOIYI0 HHGOPMAaLHUIO
00 OTTpYKEHHBIX JIEKAPCTBEHHBIX MIpernapaTax B OTHOIIEHUU KaXKJJ0U TOPrOBOW €IMHUIIBI JIEKAPCTBEHHOTO
npernapara:

(8 pen. ITocranosnenus [IpaButenscrBa PO ot 21.07.2020 N 1079)

a) J1laTa COBEPILICHUS OTepaluy;

0) upeHTHPHUKATOP CyObEeKTa OOpaleHHs JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBIIIONIETO OTIPY3KY
JICKApCTBEHHOTO TIpernapara;
(8 pen. ITocranosnenus [IpaButenscrBa PO ot 21.07.2020 N 1079)

[MoamynkT "B" yrpartun cuny. - [locranoBnenue [IpaButensctea PO ot 21.07.2020 N 1079.

T') UACHTUPHUKATOP CyOBbEKTa OOpAaICHUS JICKAPCTBEHHBIX CPEICTB, OCYHIECTBISIONIETO MPUEMKY
JICKApCTBEHHOTO TIpernapara;
(8 pen. ITocranosnenus IpasutenscrBa PO ot 21.07.2020 N 1079)

[Monnmynkte! "n™ u "e" yrpatun cuny. - [locranosnenue IlpaButensctBa PO ot 21.07.2020 N 1079.

) PEKBU3UTHl TOCYJapCTBEHHOIO0 WM MYHMLUIAIBHOTO KOHTpakTa (B cllydae Mepeaadu
JIEKapCTBEHHOTO Ipernaparta, IpelHa3HAaueHHOro [uii oOecmeueHus TIpaxJaH 3a CYeT CpeACTB
(benepanbHOTO OIOKETa WK CPENICTB O0KeTOB cyObekToB Poccuiickoit deneparun);

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

3) UCTOYHUK (PMHAHCHPOBAHMUS,
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ITocranosnenue I1paButenscrea PO or 14.12.2018 N 1556
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"O6 yrBepxneHny [To0KeHNs 0 CHCTeMe MOHHTOPHHTA....

1) TUI TPAXKAAHCKO-TIPABOBBIX OTHOLICHUH CYOBEKTOB OOpaIleHus IEKapCTBEHHBIX CPEJICTB;

K) KO UWACHTUPHUKAIMHA WIA KOJX WICHTH(PHKALUU TPETHYHOW (TPAHCIOPTHOH) YIAKOBKU
JIEKapCTBEHHOI'O IpernapaTa, B KOTOPO HaxOIUTCs 3TOT JIEKAPCTBEHHBIN Ipernapar (B cilydae nepenadyu
TPETUUHOM (TPAHCIIOPTHOM) YIIaKOBKH JIEKAPCTBEHHOTO Mpenapara LeJIMKOM);

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

JI) PEKBU3UTHI IICPBUYHOTIO JOKYMCHTA, SABJIAIOMICTOCA OCHOBAHUCM JIA MEpCAadn JICKAPCTBECHHOI'O
npenapara (J1ata ¥ Homep);

M) CTOMMOCTD JIEKapCTBEHHOTO IpenapaTa (C yueToM Hajora Ha 100aBJIeHHYIO0 CTOUMOCTb) COTJIACHO
INEPBUYHBIM JOKYMCHTAaM,

H) CyMMa HaJlora Ha J00aBJIEHHYIO CTOUMOCTb.
(8B pen. [Mocranosnenus [IpaBurensctBa PO ot 21.07.2020 N 1079)

3. CyObekT oOpareHusl JIEKapCTBEHHBIX CPEICTB IPH MPHEMKE JIEKAPCTBEHHBIX IPETapaToB
OT JIpyroro cyObeKTa oOpaleHus JeKapCTBEHHBIX CPEJICTB B paMKaxX IPakIaHCKO-TIPABOBBIX OTHOIIICHUM
B Cily4ae BbIOOpa OOpaTHOTO TMOpSAKA MPEACTaBICHUS CBEIACHUH B COOTBETCTBHH C IyHKTOM 44
ITomoxxennst o cucTeMe MOHUTOPHHI'a ABMXXCHHA JICKAPCTBCHHBLIX IIpCrapaTtoB I MCIUITHMHCKOTO
MIPUMEHEHHsI, YTBEPKIACHHOTO mocTtaHoBiaeHueM [IpaButenbctBa Poccuiickoit @enepanuu ot 14 nexabps
2018 r. N 1556 "OO6 yrBepknenun IlooxeHuss 0 cucTeMe MOHUTOPHHTA JIBMDKCHHS JICKAPCTBEHHBIX
[penapaTroB JUIsl MEAUIMHCKOIO MPUMEHEHHUs MpPEACTABISET B CUCTEMY MOHHUTOPHHIA CIEAYIOIIYIO
MH(OPMALIKIO O PUHSATHIX JIEKAPCTBEHHBIX MpenapaTax B OTHOLUICHUH KayKI0W €JMHUIIBI JIEKAPCTBEHHOTO
npenapara:
(8 pen. ITocranosnenus [IpaButenscrBa PO ot 21.07.2020 N 1079)

a) J1laTa COBEPILECHUS OTepaIuy;

0) uaeHTHPHUKATOP CYOBEKTa OOpAIICHUsI JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBIISIONIETO MPUEMKY
JICKApCTBEHHOTO TIpernapara;
(8 pen. ITocranosnenus [IpasutenscrBa PO ot 21.07.2020 N 1079)

[MoamynkT "B" yrpartun cuiy. - [locranoBnenue [IpaButensctea PO ot 21.07.2020 N 1079.

T') UACHTU(PHUKATOP CyOBEKTa OOpallleHHUs JICKAPCTBEHHBIX CPEICTB, OCYIIECTBUBIIETO OTIPY3KY
JICKApCTBEHHOTO TIpernapara;
(8 pen. ITocranosnenus IpaButenscrBa PO ot 21.07.2020 N 1079)

[Monnmynkte! "n™ u "e" yrpatun cuny. - [locranosnenue IlpaButensctBa PO ot 21.07.2020 N 1079.

) PEKBU3UTBl TOCYAApCTBEHHOTO0 WJIM MYHHMIMIIAIBHOTO KOHTpakTa (B ciydae Iepeaayu
JIEKapCTBEHHOTO INpernapaTta, IpeJHa3sHAueHHOTo il oOecledeHus TpaxJaH 3a CuUeT CpeJCTB
benepanbHOTO OIOKETa WK CPENICTB OI0KeTOB cyObekToB Poccuiickoit deneparun);

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

3) UCTOYHUK (PMHAHCUPOBAHUS;

I/I) TUII T'Pa)KAAHCKO-IIPABOBBIX OTHOIIICHUI Cy6’beKTOB 06paH_ICHI/I$I JICKAPCTBCHHBIX CPCACTB,
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"O6 yrBepxneHny [To0KeHNs 0 CHCTeMe MOHHTOPHHTA....

K) KOA UWACHTUGHUKAIMM WIA KOJX WIACHTH(PHKALUU TPETHYHOW (TPAHCIOPTHOM) YIAKOBKU
JIEKapCTBEHHOI'O IpernapaTa, B KOTOPO HaXxOIUTCs 3TOT JIEKAPCTBEHHBIN Ipernapar (B ciydae nepenadyu
TPETUYHOM (TPAHCIIOPTHOM) YIIaKOBKH JIEKAPCTBEHHOTO MIpernapaTa LEeJIuKoM);

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

JI) PEKBU3UTHI IICPBUYHOTIO JOKYMCHTA, SABJIAIOMICTOCA OCHOBAHUCM JIA MEpCAadn JICKAPCTBECHHOI'O
npemnaparta (1aTa 1 HOMep);

M) CTOMMOCTbH JIEKapCTBEHHOTO IpenapaTa (C yueToM Hajora Ha J0OaBJIEHHYI CTOUMOCTD) COTJIACHO
INEPBUYHBIM JOKYMCHTAaM,

H) CyMMa HaJlora Ha J00aBJIEHHYIO CTOUMOCTb.
(B pen. [Mocranosnenus [IpaBurensctBa PO ot 21.07.2020 N 1079)

4. CyOobexT oOpallleHUs JIEKapCTBEHHBIX CPEJICTB MPHU MOATBEPXKACHUU JTOCTOBEPHOCTH CBEJICHU,
COZIepXKAIIUXCSd B CHCTEME MOHHTOPHHIA O IEpPEJaHHBIX WM IMPUHATHIX JIEKAPCTBEHHBIX Ipenaparax,
MIPEJICTaBJIsIeT B CHCTEMY MOHUTOPHHIA CIEAYIOU[YI0 MH(OPMAILMIO B OTHOLIEHUHM KaXKIOW TOProBOM
€AVHUIBI JIEKAPCTBEHHOIO IIpernapara:

a) J1aTa COBEPIIICHUS OTICPAIIHH;

0) unentudukatop cyObekTa O0OpamieHUus JIEKApCTBEHHBIX  CPEICTB,  OCYIIECTBJISIONIETO
MOJITBEPKICHUE CBEICHU;
(8 pen. ITocranosnenus [IpaButenscrBa PO ot 21.07.2020 N 1079)

B) uIeHTU(UKATOp CyOBeKTa oOOpaleHus JIEKapCTBEHHBIX CPEJCTB, paHee OCYIIECTBHUBIIETO
MIPEJCTaBIICHUE CBEICHUI 00 OTTPY3Ke HITU MPUEMKE JICKApCTBEHHOTO Tpernapara;
(8 pen. ITocranosnenus [IpaButenscrBa PO ot 21.07.2020 N 1079)

r) KOA WICHTH(PUKAIMK WIM KOJ HWIACHTU(UKAIMK TPETUYHOW (TPAHCIOPTHOM) YITAaKOBKH
JICKApCTBEHHOTO TIpernapara, B KOTOPOW HaXOJIUTCS 3TOT JICKAPCTBEHHBIN Tpenapat (B ciiydae rnepenadn
TPETUYHOH (TPAHCTIOPTHOM) YIAKOBKH JIEKAPCTBEHHOTO TIpernapara IeJInKOM);

(8 pen. ITocranosnenus [IpasutensctBa PO ot 20.03.2020 N 311)

1) TPU3HAK IOITBEPKICHHUS BO3MOXKHOCTH (HEBO3MOXKHOCTH) IIPUEMKH JICKAPCTBECHHOTO Iperapara,
BPEMCHHO BBIBEJICHHOTO M3 OOpAIICHUs 10 WHUIMATHBE YIMOJHOMOYEHHOTO (elIepaabHOro OpraHa
UCTIOJIHUTEJIBHOW BJIACTH.

(BBenen ITocranosnenunem IpaBurensctea PD ot 21.07.2020 N 1079)

5. CyObekT oOpallieHHsl JeKapCTBEHHBIX CPEACTB, OCYIIECTBIISIONIUN KOHTPAaKTHOE (TOAPSAHOE)
IIPOU3BOJICTBO JIEKAPCTBEHHBIX IpenapartoB Ha Teppuropun Poccuiickoit Penepanuu, npu nepenade
JIEKapCTBEHHBIX IpenapaTroB (FOTOBOHM MpPOAYKIMH) Y4acTHHKY 0OOpOTa JIEKapCTBEHHBIX IpEnaparos,
SBIISIOIIEMYCSl 3aKa3YMKOM 3TOI'0 KOHTPAKTHOTO (MOJPSIHOTO) MPOM3BOJICTBA, IPECTABIISET B CUCTEMY
MOHUTOpPHUHIA CIEAYIOUIYI0 MHGOpPMAIMIO O MEPeJaHHBIX JIEKApCTBEHHBIX IpenapaTax B OTHOIIEHUH
Ka)KJJOM TOProBOM €IMHULBI JIEKAPCTBEHHOTO Tperapara:

a) JaTa COBCPIICHUS OIICPALUU;
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0) uaeHTHGHUKATOp CyObeKTa OOpaIleHUs JIGKAPCTBEHHBIX CPEICTB, OCYLIECTBISIOMIETO Mepenady
JIEKapCTBEHHOTO IIpernapara;
(B pen. [Tocranosnenus [IpaBurensctBa PO ot 21.07.2020 N 1079)

[Monmynkt "B" yrpatumi cuiy. - [loctanosnenue [IpaBurenscrsa PO ot 21.07.2020 N 1079.

') UACHTUPHUKATOP CyOBbeKTa OOpaleHHs JICKApCTBEHHBIX CPENCTB, OCYIIECTBISIONIETO MPUEMKY
JIEKapCTBEHHOTO ITpernapara;
(B pen. [Mocranosnenus [IpaBurensctBa PO ot 21.07.2020 N 1079)

[Monmynkt """ yrpatun cuiy. - [locranoBienue IpaButenscrBa PO ot 21.07.2020 N 1079.

€) Ko UIACHTU(PUKAIMK WIM KOJ WACHTU(UKAIUU TPETUYHOW (TPAHCIOPTHOM) YIAKOBKHU
JIEKapCTBEHHOI'O IpernapaTa, B KOTOPO HaXxOIUTCs 3TOT JIEKApCTBEHHBIN Ipernapar (B cilydae nepenadyu
TPETUYHOM (TPAHCIIOPTHOM) YIIaKOBKH JIEKAPCTBEHHOTO MpernapaTa LeJIuKoOM);
(8B pen. [Tocranosnenus [IpaBurensctBa PO ot 20.03.2020 N 311)

)K) PEKBU3UTHI ICPBUIHOI'0 JOKYMCHTA, ABJIAIOIICTOCA OCHOBAHUEM JIA MEPEAAYU JICKAPCTBCHHOI'O
npenapara (J1ata 1 HoMep).

6. CyObekT oOpaleHusi JICKapCTBEHHBIX CPEACTB, BBIMTOJHSIIONIMNA (QYHKIMH IO ayTCOPCHHTY,
IIpH TIepeaue JISKapCTBEHHBIX IPEIaparoB, 3aKylmaeMbIX JIsl 0OECIeYeHUsT Tpa)KIaH 3a CYET CpPEICTB
dbenepanbHOTO OrO/DKETAa U (WJIK) CPeICTB O0HKETOB cyOhekToB Poccuiickoit denepariuu, npeacTaBiseT
B CHCTEMY MOHHUTOPHHTA CICAYIOIIYI0 HWH(GOPMAIMIO O NEepPeAaHHBIX JICKAPCTBEHHBIX Ipernaparax
B OTHOIIICHUH KaX/I0M TOPrOBOW €AMHUIIBI JIEKAPCTBEHHOTO Iperapara:

a) laTta COBEPILCHUS OTICPAIIHH;

0) uneHTugUKaTOp cyobeKkTa 0OpalleHUs JEKapCTBEHHBIX CPENCTB, OCYIIECTBISIOIIETO IMepenavy
JIEKapCTBEHHOT'O Ipernapara;

B) uaeHTu(UKaTop cyobekTa oOpallleHusl JIEKapCTBEHHBIX CPEICTB, OCYILECTBISIOUIETO MPUEMKY
JIEKapCTBEHHOT'O Ipernapara;

') PEKBU3UTHI MIEPBUYHOTO JOKYMEHTA, SIBJISIOLICTOCS OCHOBAHUEM JUIsl TIEPeauu JICKAPCTBEHHOTO
npenapara (J1ata u Homep);

) KOJI MACHTU(UKAINH WK KOJI MCHTH(UKAIIMH TPETUIHON (TPAHCIIOPTHOM) YITAaKOBKH, B KOTOPOH
HaXOJHUTCS ATOT JIEKAPCTBEHHBIN Ipenapar (B ciaydae Inepenaddl TPETUYHOM (TPaHCIIOPTHOM) YIaKOBKU
JIEKapCTBEHHOTO MpernapaTa HeJIuKOM).

(m. 6 BBenen [Tocranosnennem IlpaButenbctBa PO ot 21.07.2020 N 1079)

www.consultant.ru Crpannna 73 u3 75
HajIe:KHAsl IPAaBOBas MO/AJePKKA


http://www.consultant.ru/
http://www.consultant.ru/

ITocranosnenue I1paButenscrea PO or 14.12.2018 N 1556
(pex. or 21.07.2020) Joxyment npenocrasnen Koncynsranrllntoc

"O06 yrBepxaeHnu [10710)KEHUS O CHCTEME MOHUTOPHHTA. ..

IIpunoxenune N 7

K [lonoxxeHuro o cucreMe MOHUTOPHUHTA
JBUKEHUS JIEKAPCTBEHHBIX IPENapaToB
JUISL METULUHCKOTO IPUMEHEHUS

NMEPEYEHDb
NMPUYMNH BNOKUPOBKN NPUHATUA CACTEMOMA MOHUTOPUHIA
ABWXEHUA NNEKAPCTBEHHbIX NMPEMNAPATOB AnA MEAUMLUUHCKOIO
NMPUMEHEHWNA CBEQEHUX O BBOOE B OGOPOT JIEKAPCTBEHHbIX
MPEMAPATOB AnA MEAULIMHCKOIo NPUMEHEHUA, OB OBOPOTE
n (MNn) BbIBOAE U3 OBOPOTA JIEKAPCTBEHHbIX NMPEMNAPATOB
anAa MEAUUUHCKOIo NPUMEHEHUA

1. BrisiBieHHE HECOOTBETCTBUS TPEOOBAHNI K KaUYECTBY B paMKaX BHIOOPOYHOIO KOHTPOJISI KaUuecTBa
JIEKapCTBEHHBIX CPEeACTB U (efepalbHOr0 Haa3opa B cdepe oOpalieHus JIEKapCTBEHHBIX CPEICTB,
ocymecTBiasieMplx DenepanbHOW  ciyk00W MO Hag3opy B cdepe 3ApaBOOXpAaHEHUS U €€
TEPPUTOPHUAIIBHBIMUA OpPraHaMu.

2. [lpunstue ®denepanbHOl CIIy)k00W 1m0 Ham3opy B cdepe 3ApaBOOXpaHEHUS IO HTOTaM
paccMoTpeHust oOpanieHus cyObekTa oOpallleHusl JIEKapCTBEHHBIX CPEICTB PEIICHMsS, COJEpKallero
cBeZieHUsT 00 OOHapyKE€HHMH HECOOTBETCTBHS BBINMYLIEHHBIX B 0O0OpOT JIEKapCTBEHHBIX IpPENnapaTroB
JUIS. METUIIMHCKOTO TIpUMEHEHUs (J1ajiee - JIeKapCTBEHHBIE MpenapaThl) yCTaHOBICHHBIM MUHUCTEPCTBOM
3apaBooxpaneHus Poccuiickoit d@enepanuy MNpU  PETUCTPALMU  ATHUX JIEKAPCTBEHHBIX MPENApaTOB
TpeOOBAHUSM.

3. [lpunsitue MunmECcTepCcTBOM 3/ApaBooxpaHeHus Poccuiickoit deneparuu pemeHus: 00 OTMEHE
roCy/IlapCTBEHHOW PErucTpaluu JEKapCTBEHHOIO IpernapaTa B MOPSAIKE, YCTAHOBJIEHHOM IIYHKTOM 6
crathu 32 denepanbHoro 3akoHa "O0 oOpallieHur JIeKapCTBEHHBIX CPEACTRB".

4. OtcyrcTBHE B CHCTEME MOHUTOPHHIA JABM)KEHHUS JIEKApCTBEHHBIX IMpernapaToB (Janee - cucremMa
MOHHUTOPHHIA) CBEICHUH O HaJIMYUU JIEKApPCTBEHHOTO Mpernapara y cyobekra oOpallieHus JeKapCTBEeHHbBIX
CPEICTB, MPEACTABISAIONIETO CBEACHUS 00 000POTE 3TOTO JIEKAPCTBEHHOTO Mpernapara.

5. Ucreuenne cpoka TOJHOCTH JIEKapCTBEHHOTO IIperapaTa B COOTBETCTBHU CO CBEACHHSIMU,
3aperuCTPUPOBAHHBIMU B CHCTEME MOHUTOPHHTA.
6. HecooTBeTcTBHEe cBEeeHUI O 100AIEHOM WACHTH()UKAIIMOHHOM HOMEpE TOProBOW €IMHUIIBI, HOMEpE
PETUCTPAMOHHOTO YIOCTOBEPEHUS JICKApCTBEHHOTO IIperapara W JaTe PerucTpaluy JIEKapCTBEHHOTO
npernapara B TOCYJAapCTBEHHOM PEECTpe JIEKapCTBEHHBIX CPEICTB, MPEACTABICHHBIX CYOBEKTOM
oOpaleHns JeKapCTBEHHbIX CPEJCTB MPHU ONUCAHWU JIEKApCTBEHHOTO NpemnapaTa B MH(MOPMAIMOHHBIN
pecypc, oOecrieuuBarOIIMKA ydeT M XpaHEHUE JOCTOBEPHBIX JaHHBIX O TOBapax IO COOTBETCTBYIOLICH
TOBAPHONH HOMEHKJAType, COOTBETCTBYIOIIMM CBEJCHUSAM, I[OJYYEHHBIM CHCTEMOH MOHUTOPHUHIA
U3 €IMHOM rocyjapcTBeHHON MH(OPMAIIMOHHOM CUCTEMBI B chepe 3/1paBOOXpaHEHHUS .
(B pen. [Tocranosnenus [paButensctea PO ot 21.07.2020 N 1079)

7. HpeI[CTaBJ'IeHI/Ie B CHUCTCMY MOHHUTOpPUHIA CBEJICHUM O mpoaaxxe JICKAPpCTBCHHOTO IIperiapara
C q)apMaL[eBTI/I‘-ICCKOFO CKJIaZla mpu OTBETCTBCHHOM XpPAHCHHUMU.
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ITocranosnenue I1paButenscrea PO or 14.12.2018 N 1556
(pex. or 21.07.2020) Joxyment npenocrasnen Koncynsranrllntoc

"O6 yrBepxneHny [To0KeHNs 0 CHCTeMe MOHHTOPHHTA....

8. [IpencraBienne B cHUCTEMY MOHHMTOpPMHIa CBeACHUI 00 OTrpy3ke (Ipogaxe) JIEKapCTBEHHOTO
mpernapara 0 perucTpaliii B Heil CBEACHUN O BBOJIE B 000POT JIEKapCTBEHHBIX MPETIApaTOB.

9. [IpencraBienne B CHCTEMY MOHHTOPWHIA CBEICHUN ¢ HapymeHueM TpeOoBanmii [losoxxeHwst
O CHUCTEME MOHMTOPHUHIA JBW)KEHUS JIEKAPCTBEHHBIX IIPENapaTroB JUIsl MEAWLUHCKOTO MPUMEHEHUS,
yTBEpKJAEHHOro nocraHosieHueM [IpaBurtenscrBa Poccuiickoit denepanuu ot 14 nexadps 2018 r. N 1556
"O6 yrBepxkaeHuu IlonoxeHHs 0 cUCTEME MOHUTOPUHIA JIBUKEHUS JIEKApPCTBEHHBIX IPENapaToB Ul
MEJIMIIUHCKOTO IPUMEHEHUS".

10. OTcyrcTBHE B CHCTEME MOHHTOPWHTA CBEACHWH O HaIMYUKA y CyOBeKTa OOpamieHus
JIEKapCTBEHHBIX CPEACTB JIMLIEH3UH, MPEAOCTaBISIOMINX CYOBEKTY OOpaleHus JEeKapCTBEHHBIX CPE/ICTB
IIPaBO Ha OCYILECTBIIEHHE COOTBETCTBYIOIIUX OTEPALUH.

11. OtcyrcTBHE CBENEHMI 0 3asiBUTENE B ENMHOM rocy1TapcTBEHHOM PEECTpe IOPUANUYECKUX JIHI KaK
0 JCUCTBYIOIIEM IOPUINYECKOM JIMIE, WIM B EIMHOM TOCyAapCTBEHHOM pPEECTpe HWHIWBUAYAIbHBIX
HpGHHpHHHMﬂTCHeﬁ KaK O JICI\/'ICTBYIOHleM HH)II/IBI/I)IyaJ'IBHOM HpeJIHpI/IHI/IMaTeJ'Ie, nJIn B FOCYJIapCTBeHHOM
peeCTpe aKer)II/ITOBaHHI)IX (1)I/IJ'II/IaJ'IOB, Hpe)ICTaBI/ITeJ'H)CTB I/IHOCTpaHHBIX IOpI/IJII/I'—IeCKI/IX JINI] KakK
0 JIeHCcTBYIOMEM (UIHANIe WK MPEACTABUTEIHCTBE WHOCTPAHHOTO FOPHIMYECKOTO JIMIA Ha TEPPUTOPUHN
Poccuiickoit ®enepanuu.

12. Hanuure B EnuHOM rocyaapcTBEHHOM peecTpe IOpUIMYECKUX JIMI] B OTHOIICHUHU 3asBUTENs
3aMUCcH O HEJAOCTOBEPHOCTH CBEJCHWI, BHECEHHOW B COOTBETCTBUU C MyHKTamMH 5 W (wiH) 6 cratbu 11
®enepanbHoro 3akoHa "O rocylnapCTBEHHOW PETHUCTpPAlMM IOPUAMYECKUX JUIl U WHIMBUIYaJTbHBIX
npeanpuHuMarenen’.

13. Hanuumre ocCHOBaHWW IS OTKa3a B PETHCTPAllMM CBEICHWA O HAHECEHWH CPEJICTB
UIeHTUPUKAIMH, TpeaycMOTpeHHbIX MyHKTOM 9(3) IlonoxeHus o cucreMe MOHMTOPUHIA JIBHKCHUS
JIEKapCTBEHHBIX TMpEnaparoB [Uisi MEAWLHUHCKOTO MPUMEHEHHS, YTBEPXKJACHHOIO I10CTaHOBJIEHUEM
[IpaButenscTBa Poccuiickoit @eaepanun ot 14 aexadbps 2018 r. N 1556 "O0 yrepxknenun [lomoxenus
0 CHCTEME MOHUTOPHUHTA JBUKEHHUS JIEKAPCTBEHHBIX MIPEMapaToB JIIsl MEAULIUHCKOTO MPUMEHEHHS "

(. 13 BBenen Ilocranosnenuem IpaButensctBa PO ot 30.08.2019 N 1118)

14. Tlpunsitue ~ MuHHCTEPCTBOM  3ApaBooxpaHeHus  Poccuiickoit ~ Depepanum  pemieHUs
O MPUOCTAHOBJICHUU PUMEHEHUs JICKapCTBEHHOTO Mpernapara B COOTBETCTBUU C 4YacThio 7 cTaThil 64 H
ctatbeil 65 OenepanbHoro 3akona "OO6 oOpalleHuN JIeKapCTBEHHBIX CPEACTB".
(. 14 BBenen Ilocranosnenuem IlpaButensctBa PO ot 30.08.2019 N 1118)
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