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IHocTranoBienne IlpaBureabcrBa P® ot 14.12.2018 N 1556 — O6
yrBep:kaenun [los1o:keHuns 0 cucTeMe MOHMTOPUHTA IBUKEHUS
JIEKAPCTBEHHBIX NMPENnapaToB AJisi MeIMIUHCKOT0 NPUMeHeHU s —
HelicTByromasi nociaeanss pegaxkmus ot 28.01.2021 — Pexakuust N 9 —
Hauano neiicrBus pexaxkuuu 06.02.2021

Crincok n3MeHsomux 10KkyMeHToB (B pen. [loctanoBnenuii [Ipasurenscrea PO ot 30.08.2019 N
1118, o1 31.12.2019 N 1954, o1 02.03.2020 N 219, ot 20.03.2020 N 311, ot 21.07.2020 N 1079, ot
02.11.2020 N 1779, ot 18.12.2020 N 2166, ot 28.01.2021 N 60)

[IpaBurensctBo P® nocranosiser:
(B pen. Iloctanosnenus IlpasurensctBa PO o1 31.12.2019 N 1954)

1. YTBepHI/ITB npujaaracmMoe Ilonoxxerne o cucreme MOHHUTOPHHI'a ABHKXCHHUA JICKAPCTBCHHBIX
mnmpemnapaTtoB i1 MEAUITUHCKOT'O ITPUMCEHCHUA.

1(1). YcraHoBUTh, YTO HOPUAWYECKHUE JHUIA U WHAUBUIyaJIbHBIC TIPEINPUHUMATEIH, SBIISTFOIITUECS
cyOBeKkTaMu oOpalieHust JEKapCTBEHHBIX CPEICTB B COOTBETCTBUHM C [lojoskeHHMEM, yTBEpPKIECHHBIM
HACTOSIIUM TTOCTAHOBJICHUEM (Jjajiee — CyOBEKThl 00paIleHUs IEKAPCTBEHHBIX CPEJICTB):

OCYILIECTBIISIIOT CBOIO PETHUCTPAllMI0O B CHCTEME€ MOHUTOPHHIA JIBUKEHHUS JIEKAPCTBEHHBIX
MpenapaToB UIsi METUITMHCKOTO TPUMEHEHUs (fanee — cucteMa MoHuTOpuHTa) ¢ 1 ssuBaps 2020 r. go 29
deBpans 2020 r. (BximountensHo) Jmbo nocie 29 despans 2020 1. B TeueHue 7 KaJeHIAAPHBIX JTHEH CO
JTHSI BOSHUKHOBEHHUA Y CyOBEKTOB 0OpallieHHs! JIeKapCTBEHHBIX CPEACTB HEOOXOIMMOCTH OCYIIECTBIICHUS
NEeSITeNIbHOCTH, CBA3aHHOM C OOpalleHHeM JIeKapCTBEHHBIX TMpernaparoB NpH HaJIMYUU TpaBa
OCYILIECTBJISITh TAKYIO JESATEIIbHOCTD;

HC IIO3JHCC 21 KaJICHOAAPHOI'0 AHA CO AHA pEerucrpanud B CUCTEME MOHHTOpPHHIA o0ecrneynBaroT
T'OTOBHOCTBb CBOHX I/IH(l)OpMaHI/IOHHBIX CUCTEM K PIH(bOpMaI_II/IOHHOMy BSaHMO,Z[efICTBI/IIO C CcHCTEeMOU
MOHHUTOPHHI'a U HAIIPABJISAIOT OIICPATOPY CUCTEMbI MOHUTOPHUHI'A 3asABKY Ha NPOXOXKACHHUEC TECTUPOBAHUA
I/IH(bOpMaI_[I/IOHHOFO BSaHMO,Z[CfICTBHH C YKa3aHUuEM HpOHBBOHHTCHCﬁ IIporpaMMHO -aIrmapaTHbelX CPEACTB
I/IH(bOpMaI_[I/IOHHI)IX CHCTEM,

IpoXOo AT TCCTUPOBAHUC I/IHq)OpMaI_II/IOHHOFO B3aUMOJCUCTBUS CBOUX I/IH(bOpMaI_II/IOHHBIX CHUCTEM U
CUCTCMbI MOHUTOpPHUHI'Aa B COOTBCTCTBHUHA C IOPAAKOM, pasSMCIHICHHBIM Ha O(i)HHI/IaJ'ILHOM caite orcparopa
CUCTCMbl MOHUTOpPHUHI'A B I/IH(1)OpMaLII/IOHHO'TCH@KOMMYHHK&HHOHHOﬁ CCTHU "I/IHTepHCT", B OTHOLICHHH
MApKHUPOBKH JICKAPCTBCHHLIX IIPCIIapaTOB, BBOAA B O60pOT JICKAPCTBCHHLIX IIPCIIapaTOB, UX 060p0Ta n
BBIBOJa M3 060p0Ta B COOTBCTCTBHHU C HOJ'IO)KGHI/ICM, YTBCPKACHHBIM HACTOAIIHUM IIOCTAHOBJICHUEM, B
TeueHue 2 KaJICHAAPHBIX MCCALICB CO JHJA TOTOBHOCTU CBOHX HH(bOpMaI_II/IOHHBIX CHUCTEM K
HH(bOpMaHHOHHOMy B3aHMMO/JICHCTBHIO C CUCTEMOM MOHHUTOPHHTA,

BHOCAT HauuHas ¢ 1 wmionsgs 2020 r. B cucTeMy MOHUTOPHHTa CBEACHHUS 000 BCEX OMeparusx,
MPOU3BOJUMBIX C JIEKAPCTBEHHBIMU IpenaparaMd B COOTBETCTBHM ¢ IlonokeHuem, yTBEp»KIEHHBIM
HACTOSIIUM II0CTAHOBJICHUEM.

(m. 1(1) BBenen [locranoBnenuem [IpaButensctBa PO ot 31.12.2019 N 1954)

1(2). Perucrpamus B nH(GOpPMAIIMOHHOW CHCTEME, B KOTOPOH OCYIIECTBISLIIOCh WH(DOPMAIIMOHHOE
obecrnieueHrne MPOBEJCHHSI SKCIIEPIMEHTa B COOTBETCTBUH ¢ TocTaHoBieHUeM lIpaBurensctBa PO ot 24
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auBaps 2017 1. N 62 "O nmnpoBeseHHMH DSKCIEPUMEHTa [0 MapKUPOBKE KOHTPOJIbHBIMU
(uneHTH(PUKAIMOHHBIMU) 3HAKAMH W MOHHUTOPHHTY 32 OOOpPOTOM OTJENIBHBIX BHJIOB JICKAPCTBEHHBIX
IpernaparoB  JIs  MEAWIUHCKOTO TMPUMEHEHHs'", IOPHIMYECKUX JUI W  (u3nyeckux Jui,
3aperuCTpUPOBAHHBIX B KA4E€CTBE MHJMBUIYAIbHBIX IMpPEINPUHUMATENEH, KOTOpbIE MO COCTOSIHUIO Ha |
sauBapsg 2020 r. sBIAOTCA CyObEKTaMU OOpallleHUs JIEKapCTBEHHBIX CpEICTB, INPUPABHHUBAETCA K
perucTpanyu B CHCTEME MOHUTOPHUHTA.

B cnyuyae ecnim B pamMKax SKCHEpUMEHTa CBEICHMs, MPEICTaBIIEHHbIE CyOBbEKTaMu OOpalieHus
JICKApCTBEHHBIX CPEACTB B MH()OPMAIIMOHHYIO CHCTEMY, B KOTOPOH OCYIIECTBISIIOCh HH()OPMAIIMOHHOE
ofecrieueHre MPOBEIEHUSI SKCIIEPUMEHTA, a TaKKe JOKYMEHTHI, IPEJICTaBIeHHbIE UMU B DeepalibHyIo
ciyx0y 1Mo Haa30py B cepe 3ApaBOOXpaHEHUs], HE OTBEUYAIOT TPeOOBAHMIM K CBEACHUSAM U JOKYMEHTaM,
npeaycMoTpeHHbIM [lonokeHneM, YTBEp)KIEHHBIM HACTOSIIIUM ITOCTAaHOBJICHHEM, TAaKHE CYOBEKTHI
oOpallleHusl JIeKapCTBEHHBIX CpeAcTB HauuHas ¢ 1 sHBaps 2020 r. BHOCAT Hejocraroue u (Win)
aKkTyaJlbHbl€ CBEJIEHUS B CHCTEMY MOHUTOPUHIA, a HEAOCTAIOImMe M (WIM) aKTyalbHbIE JOKYMEHTHI
npeAcTaBisitoT B DenepalibHyo Ciiyx0y 1mo Ham3opy B cdepe 3apaBooxpaHeHus jgo 1 wuroms 2020 r.
(BKITIOYUTENBHO).

(n. 1(2) BBenen [locranoBnenuem [IpaBurtensctea PO ot 31.12.2019 N 1954)

1(3). CyOwekTl oOOpamieHuss JEKApCTBEHHBIX CPEJACTB, SBISIONIMECS TPOU3BOIUTEISAMU
JIEKapCTBEHHBIX CPEJICTB, B OTHOUIEHUHM KOTOPBIX MMH OCYILECTBIISIOTCS TEXHOJOTMYECKUE OIepaliui,
COOTBETCTBYIOIIME MPOU3BOJICTBEHHBIM CTaAusIM (acoBKU (YMaKOBKH) JIEKAPCTBEHHBIX INpemnapaToB (B
cllyyae TMpOM3BOJACTBA JIEKAPCTBEHHOIO TMpemnapata Ha Tepputopuun P®d), wnm nepxkarensmu
(BagenbpramMu) pErucTparMOHHbIX YIOCTOBEpPEHUI JIEKapCTBEHHBIX npenapaTtoB  Ju0o
IIPEJCTaBUTEILCTBAMU MHOCTPAHHBIX OpraHM3aluil Ha Tepputopuu P®, sBisommxcs aepkaTelsiMu
(BafenbliaMy) PEruCTPAllMOHHBIX YIOCTOBEPEHHH JIEKapCTBEHHBIX IMpernapaTtoB (MpH IMPOU3BOJCTBE
JIEKapCTBEHHOT0 IpenapaTa BHe Tepputopuu PD), 10 BBO/A JIEKapCTBEHHBIX MIPENAPATOB B 000POT:

BHOCAT B CHUCTEMY MOHHUTOPHHIA CBCACHHA O JICKAPCTBCHHBIX IIPCliaparaX B COOTBCTCTBHUU C
HOJ'IO}KCHI/ICM, YTBEPKACHHBIM HACTOAIMIUM IMOCTaHOBJIICHUEM, HE IIO3JHEC 30 KaJICH IapHBIX ,Z[Heﬁ CO JHA
cBOeCi perucTpaiii B CUCTEMEC MOHUTOPHHIA,

HaIPaBJISIOT C UCIOJIb30BAHMEM CHCTEMBI MOHUTOPHUHTA OIEPATOPY CUCTEMbI MOHUTOPHHTA 3asSBKY
(B anexTpoHHOM (opMe) Ha TOJyYEHHE YCTPOMCTB PErUCTPAIMM DMHUCCUU KOJOB MApPKHUPOBKH HIIH
MPEAOCTABJICHHE K HEMY yJIAIeHHOTO noctyna He nmo3nHee 1 mas 2020 r. mubo B TeUeHHE 7 KaJICHIapHBIX
JTHEW cOo JHsS PErucTpalud B CHCTEME MOHUTOPUHIA MPH BO3HUKHOBEHHU y CYOBEKTOB oOOpalleHus
JIEKapPCTBEHHBIX CPEACTB HEOOXOJWMOCTH OCYILIECTBJICHHS JEATEIbHOCTH, CBS3aHHOHN C oOpaleHueM
JIEKapCTBEHHBIX MPENapaToB MpY HATMYUU MpaBa OCYIIECTBIATH TAKYIO JESATEIbHOCTb;

obecnieunBatoT ¢ 1 uronsg 2020 r. HaHEeCEHHE CPENCTB MIACHTU(UKAMN HA NEPBUYHYIO YIIAKOBKY
JIEKapCTBEHHOT'O Ipernapara (B cilyyae, €Clid BTOPUYHasl YIaKOBKa HE MPEIyCMOTpPEHa) U Ha BTOPUUHYIO
(MOTpeOUTEeNbCKYIO) YIIAaKOBKY JIEKAPCTBEHHOTO Mperapara;

umeroT npaso ¢ 1 sHBaps 2020 r. HAHOCUTH CpeACTBA UACHTU(UKALIMY JIEKAPCTBEHHOTO Mpenapara
Ha TEpPBUYHYIO YIAKOBKY JIEKAPCTBEHHOro mpenapaTta (B ciydae, €CIM BTOpPHYHAs YIAaKOBKa He
IPEeJyCMOTPEHA) M Ha BTOPUYHYIO (TOTPEOUTENBCKYIO) YIIAaKOBKY JIEKAPCTBEHHOTO Ipernapara.

ITpu 5TOM B Ccityuae, ecinu cyOBbEKThl 00OpalleHHsl JEKapCTBEHHBIX CpeACTB HaHOCAT ¢ 1 ssHBapst 2020
I. CpPeICTBAa WIACHTU(UKAIMM JEKAapCTBEHHOIO Ipernapara Ha MEPBUYHYIO YMAKOBKY JEKapCTBEHHOTO
mperapara (B cilyyae, €CIM BTOpPHYHas YINAaKOBKAa HE TPEAYCMOTpEHa) U Ha BTOPUUYHYIO
(MOTpeOUTENbCKYIO) YIIAKOBKY JIEKAPCTBEHHOTO Ipernapara, TO OHM HPEACTaBISIOT CBEACHHUS O
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HAHECCHHH CPEJICTB UICHTU(PHUKAIUU B CHCTEMY MOHUTOPHUHTA.
(. 1(3) BBeaen Ilocranosnenuem [IpaBurensctea PO ot 31.12.2019 N 1954)

1(4). CyObekTsl 0OpamieHHus JIGKAPCTBEHHBIX CPEJCTB, OCYIISCTBIISIIOIIMEC MEIUIIUHCKYIO
JESITEIFHOCTH U BBIBOJ M3 000pOTa JIEKAPCTBEHHBIX MPENAPATOB MPH OKA3aHUKM MEAUIIMHCKON TOMOIIH, a
TaKkKe CYOBEKTBl OOpamieHHs JIEKapCTBCHHBIX CPEICTB, OTITYCKAIOIIUE JICKAPCTBCHHBIC IPENapaThl
0ecrulaTHO MO pelenTy Ha JIEKapCTBEHHBIC Ipernaparbl, HAIMpPaBISIOT C HCHOJIb30BAHUEM CHCTEMBI
MOHHUTOPHHTa OIIEPATOPy CHCTEMBl MOHUTOPHHra 3asBKY (B JJICKTPOHHOHW (opMe) Ha MOJydeHUE
peructpatopoB BeIOBITHS He mo3nHee 15 deBpans 2020 r. mbo B TeueHue 7 KaJICHTAPHBIX JTHEH CO JTHS
pErucTpai B CUCTEME MOHMTOPWHTA MPU BO3HUKHOBEHUU y CYOBEKTOB OOpaIleHUsl JEKapCTBEHHBIX
CPEICTB HEOOXOJUMOCTH OCYILECTBICHHUS AEATEIBbHOCTH, CBA3AHHOW € OOpallleHHEeM JIEKapCTBEHHBIX
MpenapaToB MpU HATUYUH MPaBa OCYIIECTBISATh TAKYIO IEITEIbHOCTD.

(. 1(4) BBenen IlocranoBnenunem IlpaButensctBa PO ot 31.12.2019 N 1954; B pen. [locTtanoBneHus
[IpaButenscta PO ot 21.07.2020 N 1079)

1(5). YcraHoBUTB, UTO ONEpaTOp CHUCTEMBI MOHUTOPHHTA 00ECTICUHBAET:

OCHAII[lEHHE CYOBEKTOB OOpalleHMs] JIEKapCTBEHHBIX CPEACTB, MPEAYCMOTPEHHBIX IMyHKTOM 1(3)
HACTOSIILIEr0 TOCTAaHOBJIEHHUS, YCTPOWCTBAMU pEruCTpali AMHUCCHUM KOJIOB MapKUPOBKH WM
MIPeIOCTaBJICHHE UM YJAJIEHHOIO JOCTyNa K TaKMM YCTPOICTBaM perucTpany SMUCCUH, Pa3MElEHHbIM
B MH(PACTPYKType orepaTopa CUCTEMbl MOHUTOPUHTA, HA YCIOBHSX, MpelycMOTpeHHbIX [lonoxeHuem,
YTBEPKICHHBIM HACTOSIIIMM MOCTAHOBJIEHHEM, HE MO3/IHee 45 KaleHJapHbIX JHEW CO JIHS MOIY4YEeHUS OT
CyObeKTOB oOOpallleHusi JIeKapCTBEHHBIX CPEJICTB 3asiBKM Ha IMOJyY€HHE TaKUX YCTPOWCTB WIIU
YAQJIEHHOTO JI0CTYIA K HUM;

OCHAIIICHUE CYOBEKTOB OOpAIIECHUS JIEKAPCTBEHHBIX CPENCTB, OCYIICCTBISIOMINX MEIUIIMHCKYIO
JESTeTBbHOCTh M BBIBOJ] H3 000POTa JIEKAPCTBEHHBIX MPENapaToB MPH OKa3aHUM MEIUIIMHCKOM ITOMOIIH, a
TaKkke CyOBEKTOB OOpalIeHHs JIEKapCTBEHHBIX CPEJICTB, OTIYCKAIONIMX JICKAPCTBEHHBIC Ipenaparhbl
OecrulaTHO IO pelenTy Ha JICKApCTBEHHBIC NpenapaThl, PErUCTPaTopaMu BBHIOBITHS Ha YCIIOBHSX,
npeaycMoTpeHHbIX [loyioskeHHeM, YTBEp)KICHHBIM HACTOSIIMM IIOCTAHOBJICHHMEM, HE Tmo3aHee 45
KaJICHJApHBIX THEW CO JHS TOJYYEHHS OT CYOBEKTOB OOpaIleHHUs JIEKAPCTBEHHBIX CPEACTB 3asBKH Ha
MOJIyYCHUE TAKUX YCTPOWCTB;

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

OpraHu3ali0 TECTUPOBAHUS HMH(DOPMAIMOHHOTO B3aMMOJCHCTBHS HH()OPMAIMOHHBIX CHCTEM
CyOBEKTOB OOpalleHHs JICKAPCTBEHHBIX CPEJICTB U CUCTEMbl MOHUTOPHHTA He no3aHee 30 KaJieHIapHbIX
JHEW CO JTHS TMOJYYEeHHUsSI OT CYOBEKTOB OOpAIICHUS JICKAPCTBEHHBIX CPEJICTB 3asBKU Ha IMPOXOXKICHUE
TECTHPOBAHUS MH(POPMAITMOHHOTO B3aUMOICHCTBHSI.

(. 1(5) BBenen [locranoBnenuem [IpaBurensctBa PO ot 31.12.2019 N 1954)

1(6). YcraHOBUTH, YTO OMEpaTOp CHUCTEMBI MOHHUTOPHUHIA IO 3alpocy CYOBEKTOB oOpaiieHus
JIEKAPCTBEHHBIX CPEJICTB MPEAOCTABISIET KOAbI MapKUpoBKH ¢ 1 ssuBaps 2020 r.
(. 1(6) BBeneH [locranoBnenuem [IpaButensctBa PO ot 31.12.2019 N 1954)

1(7). YcraHoBUTH, YTO TMJaTa 3a OKa3aHHE OIMEpPaTOPOM CHCTEMbl MOHHMTOPHUHIA YCIYTH IO
MPEAOCTABICHHUIO KOJOB MapKUPOBKHU B3umaetcs ¢ 1 uronst 2020 r.
(m. 1(7) BBenen [locranoBnenuem IIpaBurensctBa PO ot 31.12.2019 N 1954)

2. Peanu3zanus HaCTOSIIETO MOCTAHOBICHUS OCYIIECTBISIETCS COOTBETCTBYIOIIUMU (hefiepaibHBIMU
OpraHamMy MCIIOJHUTENIbHOW BJIACTH B Npeaeiax ycraHoBIeHHOW IIpaBurensctBom P® mpenenbHOM
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YHUCIIEHHOCTH WX PAaOOTHHKOB U OFOJKETHBIX ACCUTHOBAHMI, MPEIYCMOTPEHHBIX MM B (eaeparbHOM
0r0/DKeTe Ha PYKOBOJICTBO U YIPABJICHUE B Chepe YCTAaHOBICHHBIX (DYHKIIUH.

3. Hacrosimee mocTaHOBJIEHHE BCTYMAET B CHIIy CO JHS €r0 O(QHIMAIBHOTO OIYOJMKOBAHHSA, 32
HCKIIFOYEHHEM TI0JIOKEHHH, YKa3aHHBIX B IIYHKTE 4 HACTOSIIETO TOCTAHOBJICHHUS.

4. Tloso>keHre 0 CUCTEME MOHUTOPUHTA ABMKEHUS JICKAPCTBEHHBIX MPENapaToB Il METUITUHCKOTO
NPUMEHEHHUS, YTBEPKIACHHOE HACTOAIIMM IOCTAHOBJIEHUEM, B OTHOLICHUU MPOU3BOIUTEIECH
JIEKAPCTBEHHBIX CPEACTB B YACTH HAHECEHUs Ha MEPBUYHYIO YMAKOBKY (B OTHOIIEHUM JIEKAPCTBEHHBIX
MpenaparoB JUIsl MEAUIIMHCKOTO TPUMEHEHUS, ISl KOTOPBIX HE MPEyCMOTPEHA BTOPUYHAS YITaKOBKa) U
BTOPUYHYIO (TOTPEOUTENHCKYIO) YITAKOBKY JIEKAPCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO TPUMEHEHUS
cpenctBa HACHTU(PHUKAMMU, a TakKKe B OTHOUIEHWH IOPUIUYECKUX JIMIl W WHIUBUIYATBHBIX
NpeIIpUHUMATENEH, OCYIIECTBISIONINX MMPOU3BOACTBO, XpaHeHHE, BBO3 B P®d, oTmyck, peanusanuio,
rnepenayy, IPUMEHEHUE U YHUUYTOKEHHE JIEKAPCTBEHHBIX MPENapaToB i1 MEAUIUHCKOTO MPUMEHEHHUS], B
4aCTH BHECEHUsI HH(POPMAITUH O JIEKAPCTBEHHBIX MperapaTax Jjs MEIUIIUHCKOTO MPUMEHEHHS B CUCTEMY
MOHHUTOPHHIA JBUKEHUS JICKAPCTBEHHBIX MPENapaToB ISl MEAUIIMHCKOTO TPUMEHEHUS BCTYMAET B CHILY
CO JIHSI BCTYIUICHHUS B CHITy ab3alleB BTOPOIO M MATOro nojanyHkTa "0" myHkra 7 crateu 1 ®@enepaibHOTO
3akoHa OT 28 nekabpst 2017 r. N 425-®3 "O BHecenun wusmeHenuii B denepanpubiii 3akoH "OO
oOpaleHnu JeKapCTBEHHBIX CPEACTB".

Yr1BepxaeHo nocrtanoBienuem IIpaBurensctea PO ot 14.12.2018 N 1556

ITosao:xenne o cucreme MOHUMTOPHUHIA IBU/KCHHUSA JTICKAPCTBCHHBIX
npenaparoBs it MEAUIHHCKOTO MIPUMCHCHUSA

Crcok u3MeHsironmx 10KkymeHToB (B pea. [Toctanonenuit [IpaButensctBa PO ot 30.08.2019 N
1118, ot 02.03.2020 N 219, o1 20.03.2020 N 311, o1 21.07.2020 N 1079, ot 02.11.2020 N 1779, oT
18.12.2020 N 2166, ot 28.01.2021 N 60)

I. O01mue moJsokeHus
1. Hactosimiee [lonoxxenue onpeaesnser:

a) MOPSI0K HAHECEHMs CPEACTBA UACHTH(PUKAIIMYU JIEKAPCTBEHHOTO Mpenapara Ajas MeAULUHCKOTO
NpUMeHeHHs (Jajnee — JeKapCTBEHHbIE IMpemapaThl), TpeOOBaHUS K €ro CTPyKType U dopmaTy
uHpopMalUY, KOTOPYIO COJAEPXKHUT CPEICTBO HICHTH(PHKAIMU JIEKApCTBEHHOTO Ipemnapara, W €ro
XapaKTePUCTHUKH;

0) MNOpsAAOK CO3JaHUs, pa3BUTUS, BBOJA B OKCIUTyaTalMio, SKCIUTyaTallud W BbIBOJA U3
SKCIUTyaTallMM CUCTEMbl MOHHUTOpPHUHIra JIBIDKEHHUS JICKApCTBEHHBIX IIpenapaToB (nanee — cucrema
MOHHUTOPUHIA);

B) TOPSJIOK B3aMMOJICHCTBUS CHCTEMBl MOHHMTOPHHTa C HWHBIMH  TOCYIapCTBEHHBIMHU
UHQOPMAIIMOHHBIMU ~ CHCTEMaMH W WH(QOPMAIMOHHBIMH  CHCTEMaMH  IOPHIMYECKHX JIHI U
WHIUBUIYaITBHBIX TPEANPUHIMATENCH, yKa3aHHbIX B dacTax 7 u 10 crareum 67 denepanbHOro 3akoHa
"O06 oOpallieH!H JTeKapCTBEHHBIX CPEICTB";
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I') MOPSJIOK BHECEHHS] B CUCTEMY MOHHUTOPHHIA HOPUIMYECKMMM JIMIAMHU U WHAWBUyaIbHBIMU
NpEANPUHUMATENSIMY, OCYILECTBIIAIOIIMMU IIPOU3BOJACTBO, XpaHEHUE, BBO3 B P®, ormyck, peanusanuio,
nepeaayy, NPUMEHEHUE W YHUUTOXXECHHE JIEKaPCTBEHHBIX MpenapaToB, MH(GOPMAIMU O JIEKAPCTBEHHBIX
IIpenapaTax 1 €€ COCTas;

1) IOPSLIOK IIPE0CTABIICHUS HHPOpMALUK, COAepKaILENHCs B CUCTEME MOHUTOPHHT .
2. IlonsTHs, ucnosnb3yemele B HacToseM [losioxennu, 03HavaroT cieayroliee:

"arperupoBanue" — Tmporecc OOBEIMHEHHS JIEKAPCTBEHHBIX IIpenapaToB Ha JIIOOOM JTare
oOpallleHHs JIEKapCTBEHHBIX MPENnapaToB CyObeKTOM 0OpallleHUs JE€KapCTBEHHBIX CPEJICTB B TPETUUHYIO
(TpaHCHOPTHYIO) YHAaKOBKY JIEKAPCTBEHHBIX IIPENapaTroB C HAHECEHHEM COOTBETCTBYIOLIETO KoJa
UJCHTU(PUKAIMN TPETUYHOU (TPAHCIOPTHOM) YNAKOBKH JIEKAPCTBEHHBIX MPENapaTroB U C COXPAHEHUEM
nHpopMallMd B CUCTEME MOHHUTOPHHIAa O B3aUMOCBSA3M CpPEACTB MJEHTU(PUKAIMM WIM KOJOB
UICHTUPUKAIMN KaKJIOTO BIJIO)KEHHOTO B TaKylO YIAKOBKY JIEKApCTBEHHOIO IIpenapara C KOIOM
UJCHTU(PUKAIIMY TPETUYHOM (TPAHCIIOPTHOI) YIIaKOBKH JIEKAPCTBEHHBIX MPENapaToB;

(B pen. IlocranoBnenus IlpaBurensctBa PO ot 20.03.2020 N 311)

"BBOJI B 000OPOT JIEKapCTBEHHBIX MPENapaToB':

Mpu  TPOU3BOACTBE Ha Tepputopun P®D — omepanuu, NPOW3BOJUMBIE C JIEKAPCTBEHHBIMHU
npenaparaMud  OT TPOXOXKJICHHSI TPOU3BOJACTBEHHOM cTaauu (HacoBKH (YIMaKOBKH) JIEKAPCTBEHHBIX
MpernapaToB B MEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOI'O IIpernapara (B OTHOIICHUM JIEKapCTBEHHBIX
MpernapaToB, AJsl KOTOPBIX HE MPeIyCMOTpPeHa BTOpHYHAs (MOTpEeOUTEIhCKas) YIIaKOBKa JIEKapCTBEHHOTO
npenapara) ¥ BTOPUYHYIO (TTOTPEOUTETHCKYIO) YITAaKOBKY JICKAPCTBEHHOI'O Tperapara 0 3aBepIICHUS
MIPOM3BOJICTBEHHONW CTaJMU BBIMYCKAIOMIETO KOHTPOJS KauecTBa M MPEJCTaBICHUS JIOKYMEHTOB H
CBEJIECHWH, MPEeayCMOTPEeHHbIX dacThio 1 cratem 52.1 denpepanpHoro 3akoHa "OO oOpameHUN
JIEKapCTBEHHBIX cpeAcTB", B dDemepanbHylo CiIykO0y 1O Ham3opy B cdepe 3apaBOOXpaHEHUS WIH
MOJTYYCHHUST pa3pelIeHus, NPEeIyCMOTPEHHOro dacThto 7 crtathu 52.1 depepanpHoro 3akoHa "OO
oOpallleHHH JIeKapCTBEHHBIX CpeaCTB" (B clydae MPOU3BOJICTBA UMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX
MpenaparoB);

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

IpU TPOU3BOJCTBE BHE Teppuropun PO — omepauuu, NpPOU3BOJMMBIE C JIEKAPCTBEHHBIMU
npernapaTaMy OT MPOXOKJIEHUS MPOU3BOJACTBEHHON cTaauu (PAcoBKH (YMAKOBKH) JIEKApPCTBEHHBIX
MpernapaToB B MEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOIO IIpernapaTa (B OTHOIICHHM JIEKAPCTBEHHBIX
MpernapaToB, AJs KOTOPBIX HE MPEeIyCMOTpPeHa BTOpHUHAs (MOTPEOUTENIhCKas) YIIaKOBKa JIEKapCTBEHHOTO
npemnapaTa) U BTOPUYHYIO (OTPEOUTEIHCKYIO) YIMAKOBKY JIEKAPCTBEHHOTO Mpernapara 10 pa3MelleHus
JIEKapCTBEHHBIX IMPErnapaToB Ha (apMalleBTUYECKOM CKJIa/Ie U MPEACTaBICHHUS JOKYMEHTOB M CBEICHMUIA,
MpeIyCMOTPEHHBIX 4YacThio 2 crtatbu 52.1 ®enepanpHoro 3akoHa "OO oOpallleHuU JeKapCTBEHHBIX
cpeacts", B @enepanbHyto Clyk0y 10 Haa30py B cepe 3ApaBOOXpaHEHUS UM MOJTyYSHHs pa3peleHus,
IPEeJyCMOTPEHHOro 4acTtbio 7 cratbu 52.1 @PenepanbHoro 3akoHa "OO oOpallleHHH JIeKapCTBEHHBIX
cpeacTB" (B cilyyae MPOU3BOJICTBA UMMYHOOHOJIOIMYECKUX JIEKAPCTBEHHBIX MTPENapaToB);

(8 pen. IlocranoBnenus IlpaButensctea PO ot 21.07.2020 N 1079)

a63an yrparun cuiy. — [loctranoBnenue [Ipasurenscra PO ot 21.07.2020 N 1079;

"BropuyHas (MOTpeOUTEIbCKast) YITAKOBKA JIEKAPCTBEHHOTO Mpernapara’ — yrnakoBKa, MOCTYHaromas
K TOTpPEeOHTENI0 W CIyXamlas Ui pa3MeIleHUs €AMHUYHON MEepBUYHON YNaKOBKU JIEKApCTBEHHOTO
npernapara Ui 00beUHAIONast HECKOJIBKO MEPBUYHBIX YITAKOBOK JIEKAPCTBEHHBIX MPENapaToB;
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"BBIBOJI U3 000pOTa JIEKAPCTBEHHBIX IpemapaToB’ — peanusanus, mpojiaxa u OTIYCK (B TOM YHUCIIe
M0 PEIENTy) JIEKAPCTBEHHBIX MPENapaToB IMOTPEOUTENI0, MPUMEHEHHUE, Tepeaadya Ha YHUYTOKEHHE,
yTpaTa M CIHHUCAHHE JIGKAPCTBEHHBIX MPEMapaToB, OTOOP OOpas3IOB, BHIBO3 paHEe BBE3CHHBIX B P
JIEKapPCTBCHHBIX MPENapaToB (PEIKCIOPT), a TAKXKE BHIBOJ U3 000POTA IO WHBIM MTPUYNHAM;

"rmoOanbHBIA  MICHTHU()UKAIMOHHBI HOMEpP TOProBOW EAMHUIBI" — YHHKAJIbHBIA  KOJ,
MIPUCBAaWBAaEMbIil TPYIIIE TOBApOB IMPH WX OMHCAHUHM B WH(POPMAIMOHHOM pecypce, 00ecreurnBaroneM
y4eT ¥ XpaHEHHE JJOCTOBEPHBIX JaHHBIX O TOBApaXx M0 COOTBETCTBYIOIIEH TOBAPHONH HOMEHKIIATYPE;

ab3ampbl JeciaThli — OOUHHAAUATBIM yrpaTwnu cuiy. — llocranoBnenue IlpaButenbctBa P® ot
20.03.2020 N 311,

"uneHtudukaTop npumeHeHus" — npedukc, MpeAcTaBIAOLMN coboit Habop w3 2 wiu Ooisee
3HAKOB, PACIIOJIOKEHHBIN B Hadalle 3J€MEHTHON CTPOKM M OJHO3HAYHO OTPENENSIONINI Ha3HAUYCHHE U
(dbopmar moJist JaHHBIX, CIEAYIOIIETO 3a IPePHUKCOM;

(B pen. Iloctanosnenus IlpasurensctBa PO ot 30.08.2019 N 1118)

"uneHTuukaTop CcyObekTa OoOpalleHHUs JIeKapCTBEHHBIX CpeACTB" — YHUKalIbHBIA KOJ,
MIPUCBaNBAEMbI CUCTEMOII MOHUTOPHUHTA CYyOBEKTY OOpallleHus JIEKApCTBEHHBIX CPE/ICTB IO UTOraM €ro
perucTpaiuy B CUCTeME€ MOHUTOPHHIa Ha OCHOBE MEpeJaHHbIX CYOBEKTOM O0pallleHUs JeKapCTBEHHBIX
CpEICTB cBeleHUN 00 HAeHTU(UKALMOHHOM HOMEpE HaJjoroIuiaTeNbIIuKa JJIs KaXJ0To ajapeca MecTa
OCYILIECTBJICHUSI JESITEIbHOCTH COIVIACHO JIMIIEH3MM Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB,
JULIEH3UM Ha (apMaleBTUYECKYI JEATEIbHOCTh, JIMLEH3UM Ha JEATENBHOCTh 10 000pOTy
HapKOTHYECKUX CPEACTB, IICUXOTPONHBIX BEIIECTB M HUX IPEKypCcOpOB, KyJIbTUBUPOBAHHIO
HapKOCOJEepXKAlUX PAcCTeHUH M JIMIEH3UM HAa MEIMLUHCKYIO JEeSATeIbHOCTh (IPU HAJIWYMM TaKoH
JMILIEH3UH) WIN KOJE€ HAJIOroIiaTesbIlMKa B CTpaHEe PErHCTPalM U KOJAE CTpaHbl peructpauuu (amis
CyOBEKTOB 0OpaIICHUs JIEKapPCTBEHHBIX CPEJICTB, HE IPU3HABACMBIX HAJIOTOBBIMHU pe3ueHTaMu PO);
(a63arn BBeieH [locranoBnenuem I[paBurensctea PO ot 21.07.2020 N 1079)

"HHIMBUAYAIbHBIM CEPUIHBIN HOMEP TOProBOM enWHHUIBI" — UpoBas Win OyKBEeHHO-IIUGPPOBas
MIOCJIEIOBATEILHOCTD;

"ko1 uaeHTU(UKAIUU'" — CEPpUIHBIN TTI00AbHBIN UACHTH(UKAIIMOHHBIA HOMEP TOPrOBON €MHUIIBI,
MPEACTABISIIONIUNA COO0N YHUKAIBbHBIA HWACHTH(PUKATOP BTOPUYHONU (TIOTPEOMTEIIBCKOM) YITAKOBKH
JIEKapCTBEHHOTO TMpernapara (B cilydae €€ OTCYTCTBUS — NEPBUYHOM YHNAKOBKH JIEKApPCTBEHHOTO
npemapata), (GopMupyeMblii TyTeM A00aBieHUS K TI00ATbHOMY HJICHTU(PUKAIUOHHOMY HOMEPY
TOProBOM €AMHUIIBI HHIUBUYaTbHOTO CEPUITHOrO HOMEpa TOPrOBOW €MHHUIIBI;

(a63ar BBesieH [locranoBinenuem IpaBurensctBa PD ot 20.03.2020 N 311)

"KoJ wuIeHTU(UKAIUU TPETUYHON (TPAaHCHOPTHOM) YIMAKOBKU JIEKAPCTBEHHOrO mpemapara’ —
CHUMBOJIbHAS MOCIEA0BATEIBHOCTE, JOPMUpPYEMasi B COOTBETCTBUH C TPEOOBAHUSIMU, TTPETyCMOTPEHHBIMU
paszaenowm I Hacrosmero [lonoxenus;

(a63ar BBeaeH IlocranoBnenuem [Ipasutenscrea PO ot 20.03.2020 N 311)

"KOJ MAapKUpOBKHM"' — YyHHKalbHas IIOCJIEIOBATEIbHOCTh CHMBOJIOB, COCTOSAIIAs M3 KoJa
UACHTUUKAIMY U KOJa MPOBEpKH, opMupyemMas I Lened uaAeHTHPUKAUY TepBUYHON yIaKOBKHU (B
OTHOIICHUH JIEKAPCTBEHHBIX IPENapaToB Ul MEAMIMHCKOIO NPUMEHEHUs, JUIsl KOTOpBIX HE
IPeJyCMOTpEHa BTOpPUYHAsl YMAaKOBKA) W BTOPUYHOM (HMOTPEOMTENIHCKON) YMAKOBKU JIEKAPCTBEHHBIX
IIPENnapaToB JUIsl MEAULUHCKOTO IIPUMEHEHMUS;

(a63ary BBeneH I[locranosnenuem IlpaBurensctBa PO ot 30.08.2019 N 1118; B pen. IlocranoBneHus

61372


http://disuria.ru/

MoctaHoBneHue MNpasutenbctea PO ot 14.12.2018 N 1556 — O6 yrBepxxaeHun MonoxeHns o cucTeMe MOHUTOPUHIa ABMXKEHNS
nekapcTBEHHbIX NMpenapaToB ANs MEAULMHCKOro npuMmeHeHns — [lencteyrowasa nocnenHas pegakums ot 28.01.2021 — Pepakuma N 9 — Havano
aencteus pegakuumn 06.02.2021

IIpaButenscta PO ot 20.03.2020 N 311)

"KOI HpOBEpKH"' — IOCIENOBAaTEIbHOCTh CHMBOJIOB, C(OpMHUpOBaHHAas B  pe3yibTaTe
KpUNTOTpapUUECKOro  MpeoOpa3oBaHUsl  KoJAa  WIACHTU(GUKAIMM W TO3BOJSIOMIAs  BBIIBUTH
¢banbcupuKamio Ko1a HASHTH(PHUKALINN TIPU €r0 MPOBEPKE C HCIIOJIB30BaHUEM (DUCKAITBHOTO HAKOITUTEIS
1 (WIM) TEXHUYECKUX CPEACTB MPOBEPKH KOJIa IIPOBEPKHU;

(B pexn. IlocranoBnenus IlpaBurensctBa P® ot 20.03.2020 N 311)

"JIeKapCTBEHHBIEC Mpenaparhl, MApPKUPOBAHHBIC CPEACTBAMHU HICHTHU(UKAIUU" — JIEKapCTBEHHBIC
IpenapaThl, Ha KOTOpble HAaHECEHbI CPEJICTBA MACHTHU(PHUKALMU U JIOCTOBEPHbIE CBEJICHUS (B TOM 4HCIE
CBEICHMUS O HAHECEHHbIX Ha HHUX CPEACTBAX HIACHTHU(PHUKAUUU M (UJIM) MaTepUaJbHBIX HOCHUTEISX,
COJIepKaluX CpeACTBa UACHTHU(UKAIMKM) O KOTOPHIX B YCTAHOBJIEHHOM MOpPSIKE MEpelaHbl B CUCTEMY
MOHHUTOPHHIA;

(B pen. Iloctanosnenus IlpasurensctBa PO ot 30.08.2019 N 1118)

"MapKupOBKa YIaKOBOK JIEKAPCTBEHHBIX IPENapaToB CPEeICTBaMU HAECHTU(UKALUU" — HaHECEHUE
CPEICTB UICHTHU(PHUKAIMU HA BTOPUUHYIO (MOTPEOUTENHCKYIO) YIAKOBKY JEKapCTBEHHOTO Ipemnapara (a
IIPU €€ OTCYTCTBHH — Ha MEPBUYHYIO YIIaKOBKY JIEKapCTBEHHOTO MpernapaTa);

"omucaHue JIEKApCTBEHHOTO MpernapaTa" — MepedyeHb XapaKTepUCTUK, Pa3MEIIEHHBIX CYOBEKTOM
oOpallleHHsT  JIGKAPCTBEHHBIX  CPEACTB B COOTBETCTBYIOIIEM  HMH(OpPMAIIMOHHOM  pecypce,
ofecreunBaroleM y4eT U XpaHEHHE JOCTOBEPHBIX JTAHHBIX O TOBapax IO COOTBETCTBYIOLIEH TOBapHOU
HOMEHKJIaType;

"mepBuYHAsg YIMaKOBKa JIEKAPCTBEHHOrO mpemnapara’ — CpeACTBO WM KOMIUIEKC CpEICTB,
ofOecreunBarOMIMX 3alllUTy JIEKAPCTBEHHBIX IMPENaparoB OT TMOBPEXKIEHUS M TMOTEpPhb, BO3JEHCTBUS
OKpY)Kalolllel cpefpbl, 3arpsA3HEHUH M UMEIONIMX HEMOCPEICTBEHHBIH KOHTAaKT C JIEKAPCTBEHHBIMU
npenapaTamu;

"peructparop BBIOBITUA" — TEXHUYECKOE CPEACTBO MH(GOPMALMOHHOTO 0OMEHa, MpelHa3HauYeHHOe
JUIA TIepe/laud B CUCTEMY MOHHMTOPHHIA CBEJIEHUIM O BBIBOJIE M3 000pOTa JIEKAPCTBEHHBIX IPENapaTosB,
BKIJIIOUaroniee B cels MporpaMMHO-anmnapaTtHoe HudpoBaibHOE (KpUOTOrpaduyecKkoe) TEXHUYECKOe
CPEICTBO MPOBEPKH KOJIOB IPOBEPKH, B OTHOIIEHUHU KoToporo denepanbHoi ciryx00it 6e3omnacHoctu PO
BbIJAH JOKYMEHT O €ro COOTBETCTBUM YCTaHOBJIEHHBIM TpeOOBaHHSIM K MIM(PPOBATIbHBIM
(kpunrorpaduyecKkuM) cpeicTBaM 3alUThl HH()OPMALIUU, ASUCTBYIOIIUM B OTHOIICHUH IIH(POBATBHBIX
(kpunrorpaduyecKux) CpeacTB, MpeAHa3HAYEHHBIX /715 IPOBEPKU KOJOB MapPKUPOBKH;
(B pen. Ilocranosnenus IpaButenscta PO ot 20.03.2020 N 311)

a63arr yrpatun cuny. — [loctanosnenue IIpaBurenscrea PO ot 20.03.2020 N 311;

"cpencTBO UACHTUGUKAIMU" — KO MapKUPOBKH, IIPEJICTABICHHBIN B MAaIIMHOYMTAaEMOH (hopme Ui
C MCI0JIb30BAaHHEM MHOT'O CPEACTBA (TEXHOJIOTHH) aBTOMATHYECKON HeHTU(DUKAIUH, POPMUpPYEMBIl JU1s
HaHECEHUs] Ha BTOPUYHYIO (MOTPEOUTENbCKYIO) YIAKOBKY JIEKAPCTBEHHOTO IMpemnapara (B ciydyae ee
OTCYTCTBHSI — Ha IIEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO Ipemnapara) METOJaMH, HE JOMYCKaIOLUMU
OTJENIeHUs] CpeACTBAa WACHTUGHUKAIMM U (WIM) MaTepHaJbHBIX HOCHUTENEH, COJepiKallluX CpelcTBa
UAECHTU(UKAIMY, OT YIAKOBKH JIEKAPCTBEHHBIX MTPENapaToB 0e3 MOBPEKIACHUH;
(8B pen. IlocranoBnenus IlpaButensctBa PO ot 30.08.2019 N 1118)

"CY6’LCKTLI 06paIJ_ICHI/I}I JICKApCTBCHHBIX CpCI[CTB" — HOPUIUYCCKHUC JIMIla W HWHAUWBUIYAJIIbHBIC
NpCAIPUHUMATCIIN, OCYLICCTBIIAOIINEC HNPOU3BOACTBO, XpaHCHHEC, BBO3 B P(I), OTIIYCK, pcain3anuro,
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nepeaavyy, NpUMEHEHUE U Niepeaady Ha YHUYTOKEHHE JIEKapCTBEHHBIX MIPENapaTos;
(B pexn. Iloctanosnenus IlpasurensctBa PO ot 21.07.2020 N 1079)

"TpeTuyHas (TpaHCIIOPTHAs) YIAaKOBKA JIEKAPCTBEHHOrO Ipemnapara’ — yIakoBKa, HMCIOJb3yeMas
JUIS XpaHEHUs, IEPEBO3KU U MEPEMEILEHUS JIEKApCTBEHHOTO IpernapaTa Mexay cyObeKTaMu oOpallieHus
JIEKapCTBEHHBIX CPEJICTB;
(B pen. [locranosnenus [Ipasurenscta PO ot 20.03.2020 N 311)

"YCTPOHCTBO pETUCTpAlA SMHUCCHU" — TEXHHUYECKOE CPEeICTBO HH(MOPMAIIMOHHOTO OOMeHa,
MpeIHa3HauYeHHOE /IS MOJIy4eHHUsl KOJ0B MapKUPOBKU M NEpeaul B CUCTEMY MOHUTOPUHIA CBEJCHUN O
MapKUpPOBKE YIIAKOBOK JIEKApPCTBEHHBIX IPENapaToB CpPEACTBAMU WICHTU(PUKAIMH, BBINOJIHSIONIEE
(GYHKIMM TEXHUYECKOTO CpeACTBa MPOBEPKM KoJa MPOBEPKH, B OTHOLIEHHMH KoToporo denepalibHOI
ciyx00i1 6ezonacHocTd P® BbIIaH JOKYMEHT O €ro COOTBETCTBHM YCTAHOBJIEHHBIM TpPEOOBaHUSM K
mUGPOBaIbHBIM (KpUNITOrpapuuecKUM) CpeACTBaM 3allUThl HH(POPMALUU, IEHCTBYIOIUM B OTHOLIEHUH
mUpoBaIbHBIX (KpUNTOTpadUUYEeCcKUX) CPEACTB, MPEIHA3HAYEHHBIX IJIs1 IPOBEPKU KOJOB MapKUPOBKH,
00 BKIIIOYAIOLIEE B CBOM COCTaB TEXHMUYECKOE CPEJCTBO NMPOBEPKH KOJOB MPOBEPKH, B OTHOUIEHUU
kotoporo denepanbHOl Cciyx00i Oe3omacHocTH P® BbIJaH JOKYMEHT O €ro COOTBETCTBUHU
YCTaHOBJIEHHBIM TpeOOBaHUSAM K IIHPPOBAIbHBIM (KpUNTOrpadUUYecKMM) CpEACTBAM  3allUThI
nHpopmanuy, JACUCTBYIOIIMM B OTHOIIEHWU MIHPPOBAIBHBIX (KPUNTOTpapUUECKUX) CPEJACTB,
MpeIHa3HaYeHHBIX JUISl IPOBEPKHU KOJIOB MapKHUPOBKH;

(B pen. Ilocranosnenus IlpaBurensctBa PO ot 02.03.2020 N 219)

"pacoBka  (ymakoBKa)  JIGKQpCTBEHHOTO  Tmpemapara’  —  TPOU3BOACTBEHHAs  CTajaus,

peycMaTpUBAIOIIasl TIOMEIIEHHE JIEKAPCTBEHHOTO Tperapara B TIepBUYH KOBKY JICKAPCTBEHHOT

emycma aroIasl IOMeIIeHHE JIEKapCTBEHHOTO Iperapara B e aKo €KapCTBEHHOTO
rpenapara Wik BO BTOPUYHYIO (TOTPEOUTETHCKYIO) YITAKOBKY JIEKapCTBEHHOTO Mperapara;

a63arr yrpatun cuiy. — [locranoBnenue [IpaBurensctea P® ot 21.07.2020 N 1079;

"SMUTEHT KOJa HMJACHTU(PHKAIUU TPETHYHOH (TPAHCIOPTHOM) YIMAKOBKH"' — CYOBEKT OOparieHus
JIEKaPCTBEHHBIX CPEICTB, OCYIIECTBIAIOMUNA (OPMUPOBAHWE W HAaHECEHUE KoJa HUACHTU(]UKAINU
TPETUYHOM (TPAHCIIOPTHOM) YMAaKOBKH JIEKAPCTBEHHOIO IpernapaTa Ha TPETUYHYIO (TpaHCIOPTHYIO)
YIaKOBKY JIEKAPCTBEHHBIX MPENapaToB;

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

"IMHUTEHT CPEICTB UACHTH(PHUKAIUN" — IPOU3BOJAUTEIND JICKAPCTBECHHBIX CPEJICTB, OCYIICCTBISIFOIINN
MIPOU3BOJICTBEHHYIO CTaHI0 (acoBKU (YIAKOBKH) JIEKAPCTBEHHOTO Mpernapara ¢ HAaHECEHUEM CPEICTB
UACHTU(HUKAIIMA HA BTOPUYHYIO (MTOTPEOUTENILCKYIO) YIAKOBKY JICKAPCTBEHHOTO Iperapara (a mpu ee
OTCYTCTBMM — Ha TICPBUYHYIO YIAKOBKY JIEKAPCTBEHHOIO IIperapara), — IpH [POU3BOJICTBE
JICKaPCTBCHHOI'O IIperapara Ha Tepputopuu PO, wim aepskarenb JuUOO BIIaJeliel] PEerUCTPAIHOHHOTO
yIOCTOBEPEHUS JICKAPCTBCHHOTO Tpenapara (Jajiee — PpErucTpalMoOHHOE YIOCTOBEPEHUE) — TIpU
MIPOM3BOJICTBE JICKAPCTBEHHOTO Tpernapara BHe TeppuTopuu PO, uim mpeacTaBUTENLCTBO HHOCTPAHHOM
opranmuzanuu Ha Tepputopuu PD, sBrusromelics nepkateneM JHUOO BIaAEibIIEM PETUCTPALMOHHOTO
yIIOCTOBEpPEHUSI, — IPH MTPOU3BOICTBE JIEKAPCTBEHHOTO TpernapaTa BHe Tepputopuun PO.

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

I1. XapakTepucTuKH CpeACTBAa HACHTHU(PUKALUM, IOPAA0K €ro HAHeCEeHUs U
TPpeOOBaHUA K CTPYKTYpe U ¢popMaty uHGOpMALUU, KOTOPYIO COEPKUT CPEACTBO
HICHTU(PUKATUA
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3. CpenctBo uACHTU(UKAMK TMPH HAHECEHWH HA BTOPUYHYIO (TIOTPEOMTENBCKYIO) YIAKOBKY
JIEKapCTBEHHOI'O Ipenapara (B ciaydae €€ OTCYTCTBUSI — Ha IIEPBHUYHYIO YIAKOBKY JIEKAPCTBEHHOTO
Ipernapara) COOTBETCTBYET CIEAYIOIIUM XapaKTePUCTUKAM:

a) JBYXMEpHBbII IITPUXOBOM KOJ HAHOCHTCS TOYEUYHbBIMH CHMBOJIAMU B COOTBETCTBUHU C
TpeboBanusamMu HanumoHaiapHOTo craHmapra PO (TOCT P MCO/M3BK 16022-2008 "ABTomarndeckas
unearudukanusa. KomupoBanume mrpuxoBoe. Crenudukanus cumBosmku Data Matrix"), KOTOpBIi
YTBEPKJEH Npuka3zoM PenepaibHOTO areHTCTBA M0 TEXHUYECKOMY PETYIMPOBAHUIO U METPOJIOTUH;

0) IBYXMEpHBIM IITPUXOBOM KOJ HAHOCHUTCA C YpPOBHEM Kjacca kadectBa C WIM BBIIIE B
COOTBETCTBUHU C TpeOOBaHMAMH HamuoHanbHOTO craHgapra P® (I'OCT P MCO/M3K 15415-2012
"UnpopmallioHHBIE TEXHOJIOTMU. TEXHOJIOTMHM aBTOMATUYECKON HIEHTHU(PHUKAIUMU U cOopa JIaHHBIX.
Crenn¢ukanys UCHBITAHUI CUMBOJIOB IITPUXOBOTO KOJa JJIsl OLIEHKU KayecTBa nedatu. J[BymepHble
CUMBOJIBI"), KOTOPBIM  yTBEpkJeH Tmpukazom DenepasibHOTO areHTCTBA IO  TEXHUYECKOMY
PEryIUpPOBaHUIO U METPOJIOTUH;

B) JBYXMEpHBIA IITPUXOBOM KOJ HAHOCUTCS MMEYaThIO C HCIOJIB30BAHMEM METOJa KOPPEKLUU
omn6okx ECC-200 B cootBeTcTBUM ¢ TpeboBaHUsIMU HannoHalbHOTO cTanaapta PO ('OCT P UCO/M3BK
16022-2008 "ABromarndeckas uneHTHukanus. Koguposanue mrpuxoBoe. CrieruduKanus CHMBOJINKA
Data Matrix"), koTopblii yTBepkIeH Tmpukazom denepanbHOr0 areHTCTBa IO TEXHUYECKOMY
PETYIUPOBAHUIO U METPOJIOTUH;

I') TIPU HAHECCHWH CPEACTBA HACHTHU(MKAIMK JIEKApCTBEHHOTO mpemapara ucrnoib3yercs ASCII
KOJIMPOBAaHWE Ha OCHOBE HamuoHanbHOTO craHmapra PO ('OCT P HMCO/MDBK 16022-2008
"ApTomaTtnueckas uneHtudukanua. KommpoBanme mrpuxoBoe. Cnermdukanus cuMBoIuKkd Data
Matrix"), KOTOpBIH yTBEPKJIeH NpruKa3zoM DeaepaabHOTO areHTCTBA MO0 TEXHUYECKOMY PETYJIUPOBAHUIO U
METPOJIOTHH.

4. CeeneHusi, colepkauiecss B CpeACTBE HACHTHU(UKAIMU, HAHOCITCS MPOU3BOAUTEIEM B BHJE
JBYXMEPHOIO IITPUXOBOIO KOJA METOJaMHU Ie4aTh Ha BTOPUYHYIO (MOTPEOUTENIbCKYIO) YIIaKOBKY
JIEKapCTBEHHOIO Mpemnapara (B ciaydae ee OTCYTCTBUSI — Ha IEPBUYHYIO YIAKOBKY JIEKAPCTBEHHOTO
mpernapaTa) WIM Ie4aTH Ha MaTepUalbHbI HOCUTENb (ITUKETKY), He MAOMYCKAIOIIMMH OTICNICHUs
MaTepHUaJIbHOTO HOCHUTENS, COJIEpIKAIlIero CpelCcTBa HACHTU(UKAIMU, OT YIAKOBKU JIEKApPCTBEHHOTO
npernapaTa 0e3 MOBPEKACHHIA.

B ciydae BBo3a B PO npu npousBojcTBe BHE TeppuTopun PP (3a HCKIIOYEHUEM JIEKapPCTBEHHBIX
MperapaToB, BBO3UMBIX M3 TOCYIapCTB — YICHOB EBpa3uMiiCKOTO SKOHOMHYECKOTO CO¥03a) MapTUU
JICKApCTBEHHOTO TIpenapara JIOIMyCKaeTCss HAHECEHUE JBYXMEPHOTO IITPUXOBOTO KOJIa METOJIOM IE€YaTH
Ha MaTepUAIbHBIA HOCUTENb (ITUKETKY), HE JOMYCKAIOIIMM OTJ/CJICHUS MAaTEPUAIBHOTO HOCHTEIS
(3TUKETKH), COJIEPXKAILIETO CPEACTBO HIACHTU(UKAIIMKM, OT YIAKOBKU JICKAPCTBEHHOTO Iperapara 0e3
MOBPEXKJICHHUM, C TMOCIEIYIOIUM HAHECEHHEM MaTepHalbHOTO HOCHTENs (ITUKETKH) HAa BTOPHYHBIC
(moTpeOuTeNbCcKUE) YMAaKOBKH JIEKAPCTBEHHOTO TMpernapara (B ciaydae WX OTCYTCTBUS — IEpPBHYHBIC
YIIaKOBKU JIEKAPCTBEHHOI'O Tperapara) Ha TaMOKEHHOM CKJIajie, aapec KOTOPOro YKa3aH B KauecTBe
aJjpeca MeCTa OCYILIECTBIEHUS JCSITENbHOCTH B JIMIEH3WMM Ha (apMalleBTUYECKYI0 NeATeIbHOCTh
OpraHHU3aI|H, OCYIIECTBISIONIEH ONITOBYIO TOPTOBIIIO JIEKAPCTBEHHBIMU CPEJICTBAMH.

(a63an BBeneH [locranoBnenuem [IpasutensctBa PO ot 21.07.2020 N 1079)
(m. 4 B pen. [locranosnenus [IpaBurensctea PO ot 30.08.2019 N 1118)

5. Nadopmanusi, copeprkaiasics B CpeICTBE UACHTU(DUKALIUN, UMEET CIEAYIOIIYIO CTPYKTYPY:
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npu3Hak cuMBoJIMKHM Data Matrix — cumBod, nMmeromuii koa 232 B Tabnuie cumBosioB ASCII;

nepBas Tpynna JaHHBIX — TJOOAIbHBIA HMICHTHU()PUKALMOHHBI HOMEp TOProBOM €IUHHIIBI,
cocrosimii u3 14 nudpoBbIX CHMBOJIOB, KOTOPOMY IIpEALIECTBYET UAeHTU(PUKaTOp npruMeHeHus (01);

BTOpas IpylIa JaHHbIX — WHIUBHUIYAJIBHBIA CEPUIHBIM HOMEp TOPrOBOM €IUHUIIBI, COCTOSIINN U3
13 cumBOJIOB IU(POBOH MU OYKBEHHO-IM(POBOH MOCIEAOBATEIBHOCTH (JIATUHCKOTO andaBuTa),
KOTOpOMY TIpeaniecTByeT uaeHTudukarop npumeHneHus (21). 3aBepiiaromuM CHMBOJIOM IS ITOM
IPYIIbl JAHHBIX ABJIAETCS CHEIHAIbHBIM CHMBOJI-pa3eiInTeNb, UMEIOMUN koA 29 B Tabaule CUMBOJIOB
ASCII, wiu cumBon @YHKIUA 1 (FNC1);
(8B pen. [Mocranosnenus [IpaBurensctBa PO ot 20.03.2020 N 311)

TPEeThbsl TpyNNa JAAHHBIX — WAEGHTU(DUKATOP (MHAUBUAYAIbHBIA TOPSIKOBBII HOMEp) Kiro4a
MIPOBEPKH, MPEAOCTABISIEMbI SMUTEHTAM CPEJICTB UJICHTU(PUKALIMN ONIEPATOPOM CUCTEMBI MOHUTOPHHTA
B COCTaBe KOJla MPOBEPKH B COOTBETCTBUU ¢ HactosmmM Ilonokenuem, cocrosimuii U3 4 CHUMBOJIOB
(udp, CTPOUHBIX U MPONUCHBIX OYKB JJATUHCKOTO an(aBuTa), KOTOPOMY IPEIIIECTBYET UACHTU(DUKATOD
npuMmeHenus (91). 3aBepiuaronuM CUMBOJIOM ISl STOM I'PYIIbI JAHHBIX SBISETCS CHELMaTbHbIA CHUMBOJ-
pasnenutenb, uMmeronuii ko 29 B Tabnuie cumosioB ASCII, nmu cumBon @YHKIIUA 1 (FNC1);

(B pen. [locranosnenwuii [IpasutensctBa PO ot 30.08.2019 N 1118, ot 20.03.2020 N 311)

geTBepTas Tpylma JaHHBIX — 3HAYCHHWE KOJa MPOBEPKH, MPEAOCTABISIEMOE 3MHTECHTAM CPEJICTB
I/I)IGHTI/I(bI/IKaIII/II/I orepaTopoM CHUCTEMBI MOHUTOpPHUHIAa B COCTaB€ KOJAAa IHPOBEPKHU B COOTBETCTBHUU C
HactosmuM [losoxeHneM, KOTOpoMy TMpeAlecTByeT uaeHTudukarop npuMeHerus (92), u cocrosiiee U3
44 cumBoOB (IUQp, CTPOUYHBIX W TMPOMHCHBIX OYKB JATHHCKOTO ai(aBuTa, a TaKkKe CHEIUaTIbHBIX
CHUMBOJIOB).

(8 pen. ITocranosnenus [IpaButenscrBa PO ot 30.08.2019 N 1118)

A03arpl cenbMOM — AecsaThid yrpaTmim cuiy. — [loctanosnenue [paButenscta PO ot 30.08.2019
N 1118.

['pynmbl JaHHBIX JOJHKHBI pacloliaratbes MoCieA0BaTeIbHO — OT NEPBOM K YETBEPTOM.
(B pen. Ilocranosnenus [Ipasutenscta PO ot 30.08.2019 N 1118)

WuauBuayanbHbIN CepUITHBIA HOMEP TOProBOM €MHUIIBI TEHEPUPYETCS C YYETOM OOECIeueHus ero
YHUKAQJIBHOCTH JUIA KaX/I0TO II00abHOTO UACHTU(UKAIIMOHHOTO HOMEpa TOPrOBOW €IMHUIIBI B TEUCHUE
BCEro CpoKa (PyHKIMOHUPOBAHUS CUCTEMbI MOHUTOPHUHTA.

['mo6anpHbli MIEHTU(GUKAIMOHHBIA HOMEpP TOPrOBOM €IMHHILBI U WHAMBUAYAIBHBIM CEpUHHBIMN
HOMEP TOProBOM €IMHUIIBI TyOJIUPYIOTCS B BUI€ YATAEMOTO IIEYaTHOTO TEKCTA.

II1. ITopsiaok moTy4eHUs1 KOAOB MAPKUPOBKH, (POPMUPOBAHUA KOI0B
HACHTH(PUKANUMN TPETUYHOU (TPAHCIIOPTHOM) YIIAKOBKH JIEKAPCTBEHHOI' 0

nmpemapara 1 X perucrpanuu B CHCTEME¢ MOHUTOPUHI' A
(8 pen. IlocranoBnenus IlpaButensctBa PO ot 20.03.2020 N 311)

6. HonyquI/Ie SMUTCHTAMU CPCIACTB I/I)IeHTI/I(I)I/IKaI_II/II/I OT oIeparopa CUCTEMbl MOHHUTOPHUHI'a KOAOB
MapKUPOBKHU OCYHICCTBIIACTCA C UCIIOJIb30BAHUCM YCTpOﬁCTB perucrpanuu 5SMUCCHHU.

(B pexn. Ilocranosnenus IlpasurensctBa PO ot 30.08.2019 N 1118)

7. DOMHUTECHT CpCACTB I/IIICHTI/I(I)I/IKaI_II/II/I, Sapel“I/ICTpI/IpOBaHHHﬁ B CHUCTEMC MOHHTOpPHHIA,
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IIPEJICTABIISIET ONEPATOPY CUCTEMBbl MOHMTOPHMHIA 3asBKy Ha IOJYYEHHE KOJOB MApPKHUPOBKHU. 3asiBKa
HaIpaBJIIETCS IOCPEACTBOM  MCHOJIB30BaHUS  YCTPOMCTB peructpauuu sMmuccuu. Ilpm  stom
B3aMMO/ICHCTBHE YCTPOUCTB PErHCTPALIMU IMUCCUH ¢ HH(DOPMAIIMOHHBIMH CUCTEMaMU AIMHUTEHTA CPEJICTB
UACHTU(UKAIIMA OCYIIECTBIISIETCS C UCIOJIb30BaHUEM (OPMATOB JAHHBIX, Pa3MENIaeMbIX OIEPaTopoM
CHCTEMBI MOHUTOPHHTA Ha O(UIIMATIFHOM CaiiTe onepaTopa CHCTEMbl MOHHUTOPUHTA B HH(OPMAITMOHHO-
TeNIeKOMMYHUKaIIMOHHOU ceTu "MHTepHer". 3asBKa HA MOTyYeHUE KOJOB MAPKUPOBKU COICPHKUT:

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

a) KOJ HISHTU(PUKAUU B ciiydae GOpMUPOBAHUS WHAUBUIYATHHOTO CEPHITHOTO HOMEpa TOPrOBOM
€IMHUIIB SMUTEHTOM CPEJICTB UICHTH(UKAINY;
(B pen. [locranosnenus [Ipasurenscta PO ot 20.03.2020 N 311)

0) rio0anbHBINA UIEHTU(UKALMOHHBI HOMEP TOProBON €IMHUIBI U KOJMYECTBO MHNBHIyaTbHBIX
CEepUHHBIX HOMEPOB TOProBOM €IMHUIIBI B cay4yae (OPMUPOBAHUS UHIMBUAYAJILHOTO CEPUITHOrO HOMEpa
TOPrOBOM €AVHUIIBI OIIEPATOPOM CUCTEMBI MOHUTOPHHTA.

8. Konx mapkupoBku popmMupyercss onepaTopoM CHCTEMbI MOHUTOPHHTA ITyTeM MPHUCBOCHUS KOJIOB
MPOBEPKU IS KKIOTO KOJa HUACHTHU(UKAIMU W BKIIOYACTCS B PEECTP CPEIACTB HIACHTHU(DHUKAIIIN
omieparopa CUCTEMbI MOHUTOPHHTA.

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

OnepaTop CUCTEMbl MOHUTOPHUHIa HE IIO3OHEC 2 4YacoB C MOMEHTa IMMOJIYYCHUS 3adBKH Ha
MOJIydeHHE KOJOB  MAapKUPOBKM  HAMpaBIIIET OMUTEHTY CPEICTB  HMICHTH()HUKAIUU  CIIMCOK
Cc(OPMHUPOBAHHBIX KOJIOB MaPKHPOBKH.

(. 8 B pen. [locranornenus [Ipasurenscta PO ot 30.08.2019 N 1118)

8(1). DOmuTeHTaM CcpeAcTB HAECHTU(UKALUKU OTKa3bIBAeTCS B BbIJAauY€ KOJOB MapKUPOBKHU IIO
CIIEYIOIIUM MPUYUHAM:

a) OTCYTCTBHE B 3asBKE Ha MOJYYCHHE KOJIOB MaPKUPOBKH CBEJICHUM, IIPETYCMOTPEHHBIX MTyHKTOM
7 Hactosmero Ilomoxkenus;

0) OTCYTCTBHE CBEICHMI O pErucCTpallid SMUTEHTa CpPEACTB HACHTU(UKALUU B CHCTEME
MOHHUTOPHHIA;

B) OTCYTCTBHE Yy OIepaTopa CHUCTEMbl MOHUTOPUHIA CBEACHUNH 00 YCTPOWCTBE pEerucTpaiuu
SMUCCHH, C UCTIOJIB30BAaHUEM KOTOPOTO HAIpaBlieHa 3asBKa Ha MOJyudeHHEe KOJOB MapKUPOBKH;

I) HaJu4he paHee 3apEeTMCTPUPOBAHHBIX B CHCTEME MOHHMTOPHMHTA CBEICHHH O KOJE
UICHTU(PUKAIIMKM, TPEACTAaBICHHOM B COOTBETCTBMM C TMOJANYHKTOM "a" MyHKTa 7 HacCTOSIIEro
ITonoxenus;

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

1) OTCYTCTBHE B CHCTEME MOHHMTOPUHIA CBEACHUN O TI00albHOM HAEHTU(UKAIMOHHOM HOMEpE
TOProBOM €IUHUIIBI, MPEICTABICHHOM B COOTBETCTBHUU C MOANYHKTOM "O" MyHKTa 7 HACTOSIIETO
ITonoxenwus.

(. 8(1) BBeneHn [locranoBnenuem [IpaButensctea PO ot 30.08.2019 N 1118)

9. OnepaTop CUCTCMbI MOHHUTOPHHTA obecrieynBacT NOJIYdCHUC OMHUTCHTaAMU  CPCICTB

I/I,Z[CHTI/I(I)I/IKB.I_[I/II/I KOJIOB MAapKUpPOBKH MNOCPCACTBOM OCHALICHUA SMUTCHTOB CPCIACTB I/II[eHTI/I(I)I/IKaL[I/II/I
YCTpOI‘/’ICTBaMI/I perucTpa SMUCCUN.
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OcHanieHue YMUTEHTOB CPEACTB WACHTH(HUKAIIMK YCTPOMCTBAMU PErHCTPALUN SMUCCHH, BKIIOYAs
ofecrieyeHne YAAJICHHOTO JOCTylla K YCTPOWCTBY PpErHCTpPAallMd 5SMHUCCHH, pPa3MEIICHHOMY B
UHOPPACTPYKType oOmeparopa CHUCTEMbl MOHHMTOPWHIA, OCYIIECTBIISIETCS OIEPaTOPOM  CHUCTEMBI
MOHHUTOPHHIra Ha 0€3BO3ME3JHON OCHOBE. B LIesIX TakOTro OCHAIEHUsI SMUTEHT CPEACTB UACHTUPUKALIUU
3aKJIIOYA€T C ONEPATOPOM CHCTEMBI MOHUTOPUHIA JOTOBODPBI, COJCPXKAIIME B TOM YHCIE YCIOBHS
MIPEIOCTABJICHNUS YCTPONMCTBA pErHMCTPAllMd SMHUCCHUM U €ro perjiaMeHTHOro OOCIy)KHBaHMsI Ha
0e3B03ME3/IHOH OCHOBE WJIM YCIOBHS OKAa3aHUS YCIYTH IO IPENOCTaBICHHUIO YCTPOMCTBA PErUCTPALIUH
SMHCCHH, Pa3MEIIEHHOTO B HHPACTPYKTYpE ONepaTopa CUCTEMbl MOHUTOPHHTA, ITyTEM IPEI0CTABIICHHS
yIQJICHHOTO JIOCTylIa K HeMy Ha Oe3Bo3Me3nHOH ocHoBe. PemieHune o BbIOOpE crocoOa OCHAIIEHHS
MPUHUMAETCd OSMUTEHTOM CpeACTB uAeHTU(uKauuu. TumoBas Qopma yKa3aHHBIX JOTOBOPOB
yTBEpKAaeTcsi MUHUCTEPCTBOM MPOMBIIIEHHOCTH U TOProsiau PO.

OcHallleHne YMHUTEHTOB CPEICTB HAECHTU(UKALNK, HE MPU3HABAEMBIX HAJIOTOBBIMU PE3UAECHTAMU
P® u He mMerommx NpeacTaBUTENLCTB Ha Teppuropun P, ycTpolicTBamMu perucTpalid dMHCCHH, a
TaK)Ke 3aKIIOYEHHE JOTOBOPOB C OINEPaTOpOM CHUCTEMbl MOHHTOPHMHIA, IMPEIyCMOTPEHHBIX ab3alem
BTOPBIM HACTOSIIETO IMyHKTa, MOTYT OCYILECTBIISTHCS Yepe3 YIOJIHOMOUYEHHOTO MPEICTaBUTENS.
(. 9 B pen. Ilocranornenus [Ipasurenscta PO ot 30.08.2019 N 1118)

9(1). ODMuUTEHT cpeAcTB UACHTU(DUKAMK TIOCIE MOTYYeHHUs KOJa MapKUPOBKU 00ECIIEYMBAET €ro
npeoOpa3oBaHUe B CPEICTBO WIACHTHU(PHUKAIMM, HAHECEHHE Cpe/CTBAa HACHTU(UKAIMM HAa BTOPUYHYIO
(MOTpeOUTENbCKYI0) YIAaKOBKY JIEKAapCTBEHHOIO IMpernapaTta (a NMpH ee OTCYTCTBUU — Ha MEPBUYHYIO
YIaKOBKY JIEKapCTBEHHOI'O IpernapaTa) WIM Ha MaTepualbHbI HOCHUTENb (ITUKETKY) U TepelaeT B
CHCTEMY MOHMTOpPHHIa CBEJCHMsSI O HAaHECEHWHU CPEJICTBAa MICHTU(UKALMM B COOTBETCTBHU C ab3aleM
MEepBbIM NYyHKTa 35 WM NyHKTOM 36 Hactosimero llosnoxeHunss HE MO3/IHEE HACTYIUICHUS OJHOM U3

CIIeTYIOIIUX JIaT:

BBO/JI B 000pOT JIEKAPCTBEHHOTO Mpernapara, Ha YIaKoBKY (3TUKETKY) KOTOPOro HAHECEHO CPEJCTBO
UICHTU(PUKAIIMY, MPeoOpa3oBaHHOE W3 COOTBETCTBYIOIIETO KOJa MApKUPOBKH, IMPHU IPOU3BOJICTBE
JIEKapCTBEHHBIX MIPEnapaToB Ha Tepputopuu PO;

J0CTaBKa JIEKApCTBEHHOIO TMperapara B MeECTO MNpHObITHS Ha Tepputopun P® u mnonpauu
TaMO>KEHHOH JieKJIapallii Ha TOBaphl B MPOIIeIype BHIMTYCKA JIUIsl BHYTPEHHETO MOTPeOsIeHUs WU MOAauu
TaMOXKCHHOM JIeKJapallid Ha TOBaphl B TMPOLEAype BBITyCKa Ui BHYTPEHHETO MOTPEOICHUS
JIEKapCTBEHHOI'O Tperapara, MapKUPOBAHHOTO Ha TAaMOXEHHOM CKJIaJieé B COOTBETCTBUU C ab3alem
BTOpbIM MyHKTa 4 Hacrosimero llomoxkeHusi, mpu NPOU3BOJACTBE JIEKAPCTBEHHBIX NPENapaToB BHE
Tepputopun P® (3a HCKIIOYEHHEM JIEKAPCTBEHHBIX MPENapaToB, BBO3UMBIX U3 TOCYAApCTB — YJICHOB
EBpa3zuiickoro 3KOHOMHUYECKOTO C0103a);

BBO3 B P® mnHa dapmaneBTHUEeCKHil CKIaa JEKapCTBEHHOTO TMpernapara Opu MPOU3BOJACTBE
JIEKapCTBEHHBIX MpenapaTtoB BHE Teppuropud PD — B OTHONIEHWH JIEKAPCTBEHHBIX IMPENaparos,
BBO3UMBIX U3 T'OCYIapCTB — WIEHOB EBpa3niickOro 3KOHOMHUYECKOTO COI03a.

Omara ycinyrm 1o IpeloCTaBICHHIO KOJa MapKHUPOBKH OIEPATOPYy CUCTEMBI MOHMTOPHHIA,
npenycMoTpeHHas nocraHoBieHueM IlpaButenscrBa PD ot 8§ mas 2019 r. N 577 "OO yrBepxaeHuu
pasMmepa IUIaThl 3a OKa3aHUE YCIYr MO MPEIOCTaBICHUIO KOJOB MAapKUPOBKH, HEOOXOJWMBIX IS
dbopMuUpOBaHHUS CPEICTB HJISHTHU(PUKALIMU U OOECleYeHUss MOHHUTOPHUHIA JIBIDKEHUS TOBApOB,
MoJUIeKAIUX 00s3aTeIbHOM MapKUpPOBKE CpEACTBAaMHU HWACHTU(HMKAIMM, a TaKkXke O TMOpsIKe ee
B3MMaHUs", IPOU3BOJAUTCS SMUTEHTOM CPEACTB MIECHTH(PUKALUYU 10 AAThl MOJYYEHHUS KOJa MapKUPOBKHU
i B TedeHue 180 KaleHOapHBIX OHEM C JaTbl NOJYy4YEHUS KOJa MapKHUpPOBKM, HO HE IO3JHEE
HACTYIUIEHHs] OJJTHOW U3 CIENYIOIHUX J1aT:
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BBOJI B 000pOT JIEKapPCTBEHHOTO IIpenapaTa, Ha YIaKOBKY (ITUKETKY) KOTOPOTO HaHECEHO CPEACTBO
UACHTU(HUKAINK, TPEOOpa30BaHHOE W3 COOTBETCTBYIOIIETO KOJAa MAapKUPOBKH, IPH IPOHU3BOJICTBE
JIEKapCTBEHHBIX IIPENapaToB Ha Teppuropuu PO;

JI0CTaBKa JIEKapCTBEHHOI'O Ipernapara B MeECTO MNpUObITHS Ha Tteppuropun PP u nopauu
TaMOKECHHOM JACKJIapallvi Ha TOBAaphbl B MPOLUCAYPEC BBIITYCKA AJI1 BHYTPCHHETO HOTpe6JIeHI/I$I WK I1oJavyu
TaMOKECHHOM ACKJIapalli Ha TOBapbl B MpOLCAYPC BBIIIYCKa I BHYTPCHHCT O HOTp€6JI€HI/I$I
JIEKapCTBEHHOI'0 IIpernapara, MapKMpPOBAaHHOIO HAa TaMOXKEHHOM CKJaJe B COOTBETCTBMM C al3alem
BTOPBIM ITYHKTa 4 HaCTOAIIECTO HOJIO)KGHI/UI, IIpru IMMPOU3BOACTBE JICKAPCTBCHHLIX IIPCIIApaTOB BHEC
tepputopun P® (3a HCKIIOYEHHEM JIEKApCTBEHHBIX IMpPENapaToB, BBO3UMBIX U3 IOCYJapCTB — YIECHOB
EBpa3uniickoro 3KOHOMHUYECKOTr0 CO103a);

BB03 B P® Ha (apmaneBTUUeCKHil CKJIaa JIEKapCTBEHHOTO IIpenapara Mpu IPOU3BOJCTBE
JICKapCTBEHHBIX MpenapaTtoB BHE TeppuTtopur PD — B OTHONIEHHWHM JIEKAPCTBEHHBIX MPENapaToB,
BBO3MMBIX U3 TOCYIapCTB — WICHOB EBpPa3niicCKOro SJKOHOMUYECKOTO COHO3A.

[Ipn sTOM oOmepaTtop CHUCTEMBI MOHUTOPUHIA PETUCTPUPYET (BHOCHUT) B CHUCTEME (cHUCTEMY)
MOHHUTOPHHIa MHQOPMAIMIO0 O HAHECEHHWU CPEACTBA WACHTH(PHUKAIUHU, YKa3aHHYIO SMUTEHTOM CPEJCTB
UICHTU(PUKAIIMM B CBEJIEHUSX O HAHECEHHM CpEJCTBAa HJEHTHU(UKALMU, TOCIE MOJYYeHUS OIUIAThI
YCIYTU MO TPEAOCTaBICHUIO KOJa MapKUpPOBKH, MPeoOpa30BaHHOTO B COOTBETCTBYIOIIEE CPEICTBO
HJIEHTU(DUKAITUH.

Pemenue o BeiOOpe croco0a OmIaThl YCIYTH MO MPEIOCTAaBICHUIO KOJIa MAPKUPOBKU MPUHUMAETCS
SMUTEHTOM CPEJICTB UAECHTU(UKALINH.

B cnyyae ecnu omutara yciayrd o npeocTaBiICHHIO KOJIa MapKUPOBKH OCYILECTBIISIETCS SMUTEHTOM
CPEICTB HICHTHU(PHUKAUU [0 MPEICTaBICHUS] UM B CHUCTEMY MOHUTOpPUHIA CBEACHUA O HAHECEHUU
cpeacTBa uAeHTU(]UKAIMK, TPEoOPa30BAaHHOTO U3 COOTBETCTBYIOIIETO KOJa MAPKUPOBKH, Takas yciayra
MIPU3HAETCS OKa3aHHOW OMEpaToOpoOM CHUCTEMbl MOHUTOPUHIA B MOMEHT IOJIyYEHHUS SMUTEHTOM CPEJICTB
UJCHTU(PUKAIINY OTIaY€HHBIX KOJIOB MApPKUPOBKHU.

B cnyyae ecnu omutara yciayrd o npeAoCTaBICHHIO KOJIa MAPKUPOBKH OCYLIECTBIISIETCS SMUTEHTOM
CPEICTB MACHTU(UKALUU TOCNIe MPEJICTABICHUS UM B CHCTEMY MOHUTOPHHIA CBEJICHHI O HaHECEHUU
cpeacTBa uACHTU(]UKAIMK, TPEOOPA30BAHHOTO U3 COOTBETCTBYIOIIETO KOJa MAPKUPOBKH, TaKas yciayra
MPU3HAETCS OKAa3aHHOW OIEpaTOpoOM CHCTEMbl MOHUTOPHUHTAa B MOMEHT pETUCTpaluu (BHECEHHS)
OTIepaTOPOM CHCTEMbI MOHUTOPUHIA B CUCTEME (CHUCTEMY) MOHUTOPUHTa HH(OPMALIMH, COAepKalleiics B
CBEICHUSIX O HAHECEHMM CPEJCTBA HJACHTHU(UKAIUHU, MPEOOPa30BAHHOTO M3 COOTBETCTBYIOIIETO KOJa
MapKHUPOBKH.

B ciydae ecnu B cooTBeTcTBUM ¢ noctaHoBiIeHUeM IIpaButensctBa PO ot 8 mas 2019 r. N 577 "O6
YTBEP)KJIEHUU pa3Mepa IUIaThl 3a OKa3aHUWEe YCIYr MO IPEJOCTaBICHUIO KOJOB MAapKUPOBKH,
HEOOXOAUMBIX Ul (POPMHUPOBAHUS CPEACTB MJIECHTU(DUKALUU U OOecredeHnss MOHUTOPUHTA JBHKCHUS
TOBApOB, MOJUIEKALTNX 00s3aTeIbHON MAapKUPOBKE CPEICTBAMH UAECHTH(HKALINHY, a TAKXKE O MOPAIKE ee
B3UMaHMs" yciayra IO IPEAOCTaBICHHUIO KOJa MAapKUpPOBKHM HE IIOJUIEKUT OIUIaTe, SMHUTEHT CPEICTB
UACHTUUKAIMK TIOCIE MOJY4YEeHHUs KOJla MapKUPOBKU 0OECHEUMBaeT €ro npeodpazoBaHHE B CPEICTBO
UACHTU(UKAIMY, HAHECEHUE CPEICTBAa MACHTHU(HKAIMKA Ha BTOPUYHYIO (OTPEOUTENBCKYI0) YHAaKOBKY
JIEKapCTBEHHOT0 Ipenapara (a MpH €€ OTCYTCTBUM — Ha MEPBUYHYIO YIAKOBKY JIEKapCTBEHHOI'O
npernapara) Wik Ha MaTepUajIbHbII HOCUTENb (3TUKETKY) U B TeueHue 180 kaseHaapHbIX AHEH nepeiaeT B
CHCTEMY MOHMTOpPHHIA CBEJICHHMS O HAHECEHHWH CPeJICTBA MJCHTU(UKAIMK B COOTBETCTBUU C ab3alem
NepBbIM IMyHKTa 35 niau myHKToM 36 Hacrosuuero [lonoxkeHus, HO He NMO3AHEE HACTYIJIEHUS OJHOM U3
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CJICAYIOIIUX Oat:

BBOJI B 000POT JIEKaPCTBEHHOTO IIpeapaTa, Ha YIIaKOBKY (ITUKETKY) KOTOPOTO HaHECEHO CPEICTBO
UACHTU(UKAIMH, TPEOOpa30BaHHOE W3 COOTBETCTBYIOIIETO KOJAa MAapKUPOBKH, IPH IPOU3BOJICTBE
JIEKapCTBEHHBIX IIPENapaToB Ha Tepputopuu PO;

JI0OCTaBKa JIEKapCTBEHHOIO Ipernapara B MeECTO MNpHObITHS Ha Tteppuropun PP u nopauu
TaMOKECHHOM JACKJIapallvi Ha TOBAaphbl B MMPOLUCAYPEC BBIITYCKA JJI1 BHYTPCHHETO HOTpe6JIeHI/I$I WK I1oJavyu
TaMOXXEHHOW JIeKJIapalldd Ha TOBapbl B TMPOIEAYpPE BBIMYCKAa Ui BHYTPEHHEro MOTpeOIeHuUs
JIEKapCTBEHHOI'O Ipenapara, MapKHMpPOBAaHHOTO HAa TaMOXKEHHOM CKJaJe B COOTBETCTBMM C al3alem
BTOPBIM ITYHKTa 4 HaCTOSAIIECTO HOJ'IO)KGHI/ISI, IIpru IMPOU3BOACTBE JICKAPCTBCHHBIX IIPEIIApaTOB BHE
tepputopun P® (3a HCKIIIOUEHUEM JIEKApCTBEHHBIX IMpPENapaToB, BBO3UMBIX U3 TOCYAAPCTB — WIECHOB
EBpa3uiickoro 3KOHOMHUYECKOT0 CO1032);

BB03 B P® Ha (apmaneBTUUeCKHil CKIaa JIEKapCTBEHHOTO IIpenapara Mpu IPOU3BOJCTBE
JIEKAPCTBEHHBIX IIPENapaTroB BHE Tepputopun PO — B OTHOIIEHMM JIEKAPCTBEHHBIX IIPENaparoB,
BBO3MMBIX U3 TOCYIapCTB — WICHOB EBpa3uiicCKOro 3KOHOMUYECKOTO COK03a.

(n. 9(1) B pea. [locranoBnenus IIpaButensctea PO ot 21.07.2020 N 1079)

9(2). Konpl MapKUpOBKH aHHYJIUPYIOTCS B CIEIYIOMIMX CIIydasx:

a) HapYIICH YCTAHOBJICHHBIA a03alaMu MATHIM-BOCEMBIM TyHKTa 9(1) Hactosmiero Ilomoskenws
CPOK OIUIAThI YCIYT TO MPEAOCTaBICHHIO KOJIa MApPKUPOBKH;

0) HapyIICH YCTAaHOBJICHHBIN a03ariaMu MepBBIM-YETBEPTHIM | (WJIN) TPUHAAIATHIM-IIIECTHAIIATHIM
nyHkra 9(1) nacrosmiero [lomokeHust Cpok nepeaadyn CBEACHUN B CHCTEMY MOHUTOPUHTAa O HAaHECCHUU
CPEICTB UACHTU(DUKALINH.

(1. 9(2) B pen. [locranoBnenus [IpaBurenscTBa PO ot 21.07.2020 N 1079)

9(3). B peructpanuu B cucTeMe MOHUTOPHHIA CBEJICHUN O HAHECEHMU CPEICTB HJICHTHU(UKALUU
OTKa3bIBAETCS M0 CACAYIOLUIUM IPUYNHAM:

a) OTCYTCTBHE KOJOB UACHTU(DUKAIMM, YKa3aHHBIX B CBEACHUAX O HAHECEHHH CPEJICTB
UICHTU(PUKAINH, B PEECTPE CPEICTB UACHTU(DUKAIIMU OTlepaTOpa CUCTEMbl MOHUTOPHHTA;

0) mpencTaBiieHHE SMHTCHTOM CPEJICTB HMJICHTU(PHUKAMA CBEJICHUH O HAHECEHWH CPEJICTB
UICHTU(PUKAIIMK [0 HCTEYCHHHM CpPOKa, YCTAaHOBIIEHHOTO ab3alaMu MepBhIM-UYETBEPTHIM U (WJIN)
TpUHAALATRIM-IIIECTHAAIATHIM ITyHKTa 9(1) HacTosmero [lonoxenus;

B) OTCYTCTBHE Yy OIepaTopa CHUCTEeMbl MOHUTOPUHIA CBEACHUNH 00 YCTPOWCTBE perucTpaiuu
SMUCCHH, C UCTIOJIB30BAaHUEM KOTOPOTO NepeIaHbl CBEACHUS B CHCTEMY MOHUTOPHUHTA;

I) OTCYTCTBHE MOATBEP)KICHUSI OIUIAThl KOJOB MAapKUPOBKH, NpeoOpa3oBaHHBIX B CpPEICTBA
UACHTUGUKAIMHM, O HAHECEHHMH KOTOPBIX SMUTEHT CPEACTB HACHTU(HUKALMU TepeaeT B CHCTEMY
MOHHUTOPHUHIA CBEJCHUS O HAaHECEHUHU CPEJCTBA MJIEHTH(UKALUU, MPETyCMOTPEHHbIE a03aleM MepBbIM
nyHKTa 35 unu nyHkroM 36 Hacrosero [lonoxenus.

(. 9(3) B pen. [locranoBnenus [IpaButensctBa PO ot 21.07.2020 N 1079)

10. Kox wupeHTH(UKALIMU TPETUYHOH (TPAHCIIOPTHOM) YHMAKOBKM JIEKAPCTBEHHOIO IIpernapara

dbopmupyercss Ha ocHoBaHMU MexrocyaapctBeHHoro crangapta ([OCT ISO/IEC 15417-2013
"NnhopManioHHbIe TEXHOJOTHH. TEXHOJOTHHM aBTOMATUYECKOW HIACHTH(PHUKAIMU W cOOpa JTaHHBIX.
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Cnemmdukanus cuMBoiMkd 1mTpuxoBoro koxa Code 128"), KoTOpwlii yTBepXkKJIEH IPHKA30M
denepanbHOTO areHTCTBA 10 TEXHUYECKOMY PETYIUPOBAHHUIO U METPOJIOTHH, COCTOUT U3 18 mudpoBbIX
CHUMBOJIOB U COJEPKUT CIEAYIOIIYIO CTPYKTYpPY JaHHbBIX:

(B pen. [locranosnenwuii [Ipasurenscrea PO ot 20.03.2020 N 311, ot 21.07.2020 N 1079)

uaentudukarop npumenerus (00);

CHUMBOJI PacIIUPEHUS KOJa HIACHTU(DUKAIINN TPETUIHOHN (TPAHCTIOPTHOM ) YITAKOBKHU JICKAPCTBEHHOTO
npernapara;
(B pen. [Noctanosnenus [Ipasurenscta PO ot 20.03.2020 N 311)

pEerucTpalioHHBII HOMEp cyObekTa OOpalleHusl JIeKapCTBEHHBIX CpPEJICTB, IOJYYEHHBIM B
MH(OPMALIMOHHOM pecypce, 00ecleunBaloleM Y4eT U XpaHEHUE JIOCTOBEPHBIX JTAHHBIX O TOBapax IO
COOTBETCTBYIOIIEH TOBAPHON HOMEHKIIATYpPE;

CepUIHBII HOMEP TPETUYHOM (TPaHCIIOPTHOM) YIIAaKOBKH JIEKAPCTBEHHOTO Mpenapara;
(B pen. [locranosnenwuii [IpasutensctBa PO ot 30.08.2019 N 1118, ot 20.03.2020 N 311)

KOHTPOJIbHAsI CyMMa (YMCJI0, BBIYUCIISIEMOE TIO CIECIHMATBHOMY aJTOPUTMY U3 MPEIIISCTBYIOIINX
nudp U cayxariee s rapaHTHH IIEJIOCTHOCTH TaHHBIX).

CeeneHusi, BKIIOYEHHbIE B KOJ HJICHTU(PHUKAIUU TPETUYHOW (TPAHCIOPTHOM) YIMAKOBKHU
JICKApCTBEHHOTO Tpernapara, MOryT JyOJIMpOBaTHCS B BHJIE YATAEMOTO MEYaTHOTO TEKCTA.
(B pen. [locranosnenus [Ipasutenscta PO ot 20.03.2020 N 311)

Kon wneHtudukanum TpeTHUHOW (TPAaHCHOPTHOM) YIAKOBKH JIGKAPCTBEHHOTO Iperapara
TreHepupyeTcsl U HAHOCHUTCA Ha TPETHYHYIO (TPAaHCIOPTHYIO) YIAKOBKY JIEKapCTBEHHOIO Ipernapara
SMUTEHTAMH KOJOB UJCHTHU(PHUKAUU TPETUUHON (TPAHCIIOPTHOM) YIIAKOBKHU JIEKApCTBEHHOTO Mpernapara
METO/IaMU N€YaTH WIH STUKETUPOBAHUSI.

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

IV. lIpaBuia co3ganusi, BBOAa B IKCILIYaTALUIO, IKCIIYATALIMM U BbIBOJAA U3
JKCIIYyATAllUU CUCTEMbl MOHMTOPUHIA

11. Cozpanue, pa3BuUTHE, BBOJ B OKCIUIyaTallMIO, JKCIUIyaTallds M BBIBOJ M3 JKCIULyaTallUd
CHCTEMbl MOHHUTOPHUHIA OCYIIECTBISIOTCS OIEPaTOpOM CHCTEMbl MOHHMTOPUHIA [0 COTJIACOBAHMIO C
MunucrepcTBoM 31paBooxpaHeHuss PO u denepanbHoii ciyx60i 110 Haa30py B chepe 31paBOOXpaHEHUS
B COOTBETCTBUU C TPEOOBAHUSAMU K MOPSIIKY CO3JaHUS, Pa3BUTHUS, BBOJIA B KCIUTyaTalMIO, SKCIUTyaTalluu
U BBIBOJA M3 JKCIUTyaTallUd TOCYIApCTBEHHBIX MH()OPMALMOHHBIX CUCTEM U JaJbHEMIIEro XpaHEHMs
cojepxaleiics B ux 0a3ax AaHHBIX MH(OpMaIMM, YTBEPXKAECHHBIMU NOCTaHOBJIeHHEM lIpaBuTenbcTBa
P® ot 6 uronst 2015 r. N 676 "O TpeboBaHMSIX K MOPSAKY CO3/1aHUs, pa3BUTHs, BBOJIAa B 3KCILTyaTallHIo,
9KCIUTyaTallM U BBIBOJIA M3 SKCIUTyaTallui TOCYAapCTBEHHBIX HH(POPMALMOHHBIX CUCTEM U JalibHEHIIEero
XpaHeHus cojiepkalieiics B ux 6a3ax 1aHHbIX HHGopMmanuu", 1 HacToAmuM [lonoxeHuem.

12. CO3,[[aHI/Ie, Pa3BUTHUC U SKCIINTyaTallusl CUCTEMbI MOHUTOPUHI'A OCYIIECCTBIISIFOTCA Ha OCHOBC!

a) oOecneueHus MOJIHOTBI, AOCTOBCPHOCTHU, COXPAHHOCTH HpHHHMaeMOﬁ u nepenaBaeMOI?I C
HCIIOJIb30BAHUEM CUCTCMbBI MOHUTOPUHIA I/IH(I)OpMaL[I/II/I, a TaK’KC CBOCBPECMCHHOCTH €€ IMPCAO0CTABJICHUS

6) 6C3BO3MC3I[HOCTI/I MpeaOCTaBJICHUSA MPOU3BOAUTCIIAM JICKAPCTBCHHBIX CPCIACTB conepmameﬁca B
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CHCTEME MOHHTOPUHTAa MHPOPMALIMU O CEpUSX U MAPTUAX JICKAPCTBEHHBIX MPENapaToB, MPOU3BOIUMBIX
UMU U HAXOSALINXCS B TPaxaaHCKOM obopoTte B PD;

B) CANHCTBA OPraHu3aliuOHHO-MCTOANICCKOIO o0ecrieyeHust CUCTEMBI MOHUTOPHHTIA,

r) oOecriedyeHus UCIOJIB30BaHUS CIMHBIX PEECTPOB, KIACCU(PUKATOPOB M CIPABOYHUKOB CHCTEMBI
MOHHUTOpHHIa, B TOM YHUCIIC 00s13aTEIbHBIX il ONPpUMCHCHHUSA B HHq)OpMaHHOHHBIX CUcreMmax
IOPUAMYECKUX JIML M MHAWBHUIyalIbHBIX IpEeIIpUHUMATENeH, yka3aHHbIX B yacTsax 7 u 10 crateu 67
®epnepanpHoro 3aKoHa "O0 00paleHnn JeKapCTBEHHBIX CPEACTB";

1) oOecIieueHus periiaMeHTUPOBAHHOTO JIOCTYIA K CHCTEME MOHUTOPHHTA,
e) 6ecriepeboitHOCTH PabOTHl CUCTEMBI MOHUTOPHUHTA.

13. Cucrema MOHHUTOpPUHIA BBOJIUTCS B OKCIUlyaTaluuio pabodeil rpynmnoil, dopmupyemoit
ONEepaTOpOM CHCTEMbl MOHUTOPUHTA C Y4acTUEM IpEACTABUTEIEH 3aMHTEPECOBAHHBIX (erepalbHbIX
OpraHoOB HUCIOJHUTEIHLHOM BIIaCTH.

14. Cucrtema MOHUTOpPUHTA O0ECTICUHBALT:
a) MPOBEPKY JIOCTOBEPHOCTH CPEJICTB UIACHTH(DHUKAIINH;

0) mpOCIEeKUBAEMOCTh JIBHYKEHUS JIEKAPCTBEHHBIX MPENapaToB OT MPOU3BOJUTENS JIEKApCTBEH HBIX
CPEICTB 10 KOHEYHOTO MOTPEeOUTENS;

B) OJIOKMpOBaHHE MPHUHATHUS HH(OpPMALMK, TPEACTABIIEMON B COOTBETCTBUM C HACTOSIIUM
[TonoxeHueM B cucTeMy MOHUTOPHHTA.

15. Cuctema MOHUTOPHHTA COACPIKUT CIASAYIONTYIO HH(POpMAITHIO:

a) CBEJICHUS O CyObeKTaX 0OpaleHHs JICKAPCTBEHHBIX CPEICTB;

0) cBeIeHHs O JISKAPCTBEHHBIX MperapaTax u 00 ux obopore.

16. OCHOBHBIMH HUCTOYHHKAMHU MHPOPMAIIUH, COJIEPKAIIECICS B CHCTEME MOHUTOPUHTA, SIBIISTFOTCS:
a) CyOBEKThI OOpalleHus JIEKAPCTBEHHBIX CPE/ICTB;

0) denepanbHble OpraHbl WCIOJHUTEILHON BJIACTU IMPHU OCYIIECTBICHWHM UMM CBOUX (YHKUUN C
HCIO0JIb30BAHHNEM TOCYJapPCTBEHHBIX HH(OPMAIIMOHHBIX CHCTEM.

17. KoappuumeHt nocTyrnmHOCTH CUCTEMbl MOHUTOPUHTA COCTaBIIsIeT HEe MeHee 99,5 mpoiieHTa 6e3
ydeTa 3aIUIaHUPOBAHHBIX MIEPHOI0B 0OCTYKUBAHUS.

Texauueckoe 06CJIy>KI/IBaHI/Ie CUCTCMbl MOHUTOPHHI'A IIPOBOJUTCS HE Yallc 4 pa3 B 1o, nepuon
TEXHUYCCKOTI'O O6CJIy>KI/IBaHI/I}I COCTaBIIICT HE OoJiee 24 JacoB.

V. HOpﬂIlOK B3aUMOJAEeHCTBHUS CUCTEMbI MOHUTOPHUHIA ¢ HHBIMH IroCyaiapCTBeHHbIMHA
I/IH(l)OpMaIII/IOHHLIMI/I CUCTEMaMHU H I/IH(I)OpMaHHOHHLIMI/I CHUCTEMaMH CYﬁLeKTOB
06pamemm JEKAPCTBCHHBLIX CPEACTB
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18. Cucrema MOHUTOPUHTA B3aUMOJICHCTBYET CO CIEAYIOMIMMH HH(POPMAIMOHHBIMHA CUCTEMaMHU:
a) €MHBIA peecTp JMILEH3UI Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB;

0) eOMHBIN peecTp JUICH3WA, B TOM 4YHCIE JIMIEH3UH, BBIJAHHBIX OPraHaMU TOCYIapCTBEHHOMN
BJIACTU CyOBeKTOB PD B COOTBETCTBHH C NEpPEAaHHBIM MOJHOMOYHUEM IO JIMIEH3UPOBAHUIO OTIIEIBHBIX
BUJIOB JIEATEIBHOCTHU B Cpepe OXpaHbI 3J0POBbS;

B) elMHAas roCyJapCTBEHHAs HH(POPMAIIMOHHAS cHcTeMa B chepe 31paBOOXpaHEHHUS;
I') €IUHBINA TOCYJapCTBEHHBIN peecTp IOpUANYECKUX JIHLL;
1) €IUHBINA TOCYTapCTBEHHBIN peecTp UHAUBUIYAIbHBIX MPEANPUHUMATENEH;

€) TOCYJapCTBEHHBIH pEecTp AaKKPEIUTOBAHHBIX (UIMAIOB, MPEACTABUTEIICTB HWHOCTPAHHBIX
FOPUINYECKUX JIULL;

’K) aBTOMaTU3UpoBaHHas WHopmalmoHHas cuctema dDenepaqbHON CITYy)KOBI TT0 HAI30py B cdepe
3/IpaBOOXPaHEHUS;

3) Enunas apromatusupoBanHas HHGOPMAIMOHHAS CUCTEMA TAMO>KEHHBIX OPraHoOB;
1) nH(HOPMAITMOHHBIC CUCTEMBI CYyOBEKTOB 00paIeHUs JIEKAPCTBEHHBIX CPEJICTB.

19. Caenenusi, TpeACTaBISIEMble TOCYIApCTBEHHBIMH  HMH(DOPMALIMOHHBIMU  CHCTEMaMu
(denepanbHBIX OpPraHOB HCIOJHUTENBHON BJIACTM B CUCTEMY MOHUTOpPUHTA, a TaKKe CBEICHUS,
neperaBaeMble U3 CUCTEMbl MOHUTOPUHTA, IPUBEICHBI B ITpHiiokeHuu N 1.

20. B pamkax mH(DOPMAITMOHHOTO B3aUMOJCHCTBHUSI CHCTEMa MOHUTOPHHTA OCYIIECTBISICT 0OMEH
CBEICHUSIMH C TOCYJapCTBEHHBIMH WH(POPMAIIMOHHBIMH CHCTEMaMHU 3aUHTEPECOBAHHBIX (eaepaibHbIX
OpraHoB HCIOJHUTEIBHONW BJIACTU W OPraHOB HCIOJHUTENIbHON Biactu cyobektoB P®d, B ToM uucie
MOCPECTBOM HH(PPACTPYKTYpHI, 0OecreurnBaomieil nH(GOPMaIMOHHO-TEXHOJIOTHUECKOEe B3aUMO/ICICTBHE
MH(OPMALIMOHHBIX CHCTEM, HCIOJIb3YEMBIX JJISl MPEAOCTaBICHUS TOCYAAPCTBEHHBIX U MYHMIIMIIATbHBIX
YCIIYT U UCHOJIHEHUS TOCYAAPCTBEHHBIX M MYHUIIUTIAIBHBIX (DYHKIIUI B 2JIEKTPOHHOH (opMe.

CucremMa MOHUTOpPUHIA TOJKIIOYACTCS K CIMHOH CHCTEME MEXKBEIOMCTBEHHOTO AJICKTPOHHOTO
B3aMMOJICHCTBUS B COOTBETCTBUHU ¢ MocTaHOoBieHHeM [IpaButenbctBa PO ot 8 centsaops 2010 r. N 697
"O enuHOM CUCTEME MEXKBEIOMCTBEHHOTO AJIEKTPOHHOTO B3aUMOACHCTBHUA" Ha O€3BO3ME3THOM OCHOBE.

21. BzaumopeiicTBue CHCTEMBI MOHHUTOpPHHIA C I/IH(bOpMaI_II/IOHHBIMI/I CUCTCMaMH CY61>6KTOB
O6paH_[eHI/IH JICKAPCTBCHHBIX CPCACTB OCYLICCTBIISICTCS IMOCPCACTBOM I/IH(bOpMaI_[I/IOHHBIX QJICKTPOHHBIX
CCPBUCOB C UCIIOJIB30BAHUECM CTAHAAPTHBIX ITPOTOKOJIOB U HHTCp(I)CfICOB 9JICKTPOHHOT'O B3aUMOJCUCTBHS.

22. TexHMuyecKHe CTaHAAPTHI U TPeOOBAaHUS K TEXHOJOTHUECKOM COBMECTUMOCTH CHCTEMBI
MOHUTOpPHUHIa ¢ MHPOPMALMOHHBIMU CHCTEMaMH, YKa3aHHBIMU B IyHKTe 18 Hacrosmero Ilonoxenus,
YCTaHABIIMBAIOTCSl  ONEpPaTopoM CHCTEMbl MOHHMTOPMHTa B  COOTBETCTBMM ¢  TpeOOBaHUSAMHU
3akoHosaTenbcTBa PP B cdepe MHPOPMALMOHHBIX TEXHOJIOTHH MO COIVIACOBAHUIO ¢ MUHHUCTEPCTBOM
U(GpPOBOrO pPAa3BUTHSA, CBA3M U MAacCCOBBIX KOMMyHuKaiuii P® u omepatopom wuH(popManMoHHON
CUCTEMBI, C KOTOPOH OCYLIECTBIISIETCS B3aUMOICHCTBHE.

VI. Ilopsinok BHeceHUsI UHGOPMALMH O JIEKAPCTBEHHBIX MPenaparax B CUCTEMY
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MOHUTOPHMHIA CYOBEKTaMH 00pallleHUs JIeKAPCTBEHHbBIX CPEACTB U €€ COCTAB

23. Baecenue uHpopMamnmu 0 JEKapCTBEHHBIX MpenapaTax B CUCTEMY MOHUTOPUHTA IMPOU3BO TUTCS
CyOBbeKTaMH OOpalIeHHs JIEKAPCTBEHHBIX CPEACTB IOCIE MPOXOXKICHHUS UMH PETHUCTPAIMU B CHCTEME
MOHHUTOPHHTA U TPEJOCTABICHIS UM JIMYHOTO KaOMHETa CyObheKTa 0OpaieHus JICKAPCTBEHHBIX CPECTB.

Peructpanus cyObekTOB o0OpalieHusl JI€KapCTBEHHBIX CPEACTB B CHUCTEME MOHUTOPUHra U
[IPEIOCTABJIICHUE JIMYHOTO KaOMHETa OCYIIECTBISIOTCS Ha OCHOBAHMU JOCTOBEPHBIX CBEICHU,
MPEJCTAaBICHHBIX CYOBEKTAaMH OOpalleHHsl JIeKAPCTBEHHBIX CPEJICTB B CHUCTEMY MOHHTOPWHra B
AJIEKTPOHHOM BHJE, U JIOKyMEHTOB, IpeJCcTaBisieMblx B DenepalibHyr0 Ciayxk0y Mo Haa3opy B chepe
3/IpaBOOXpPaHEHHUSI.

24. Jlns oOCyIIEeCTBIEHHS pETruCTpallid B CUCTEME MOHHUTOPHMHra CyOBEKThl oOOpallieHus
JIEKAPCTBEHHBIX CPEACTB — OpraHW3alliy, NPU3HABAEMBIE HAJIOTOBBIMM  pe3uacHTamu PO,
VHJMBHUIyaJIbHBIEC NTPEANPUHUMATENN U IIPEACTABUTENBCTBA HHOCTPAHHBIX OPraHM3alMil HA TEPPUTOPHUU
P®, sBrArommxcs aepx aTens MU WIM BIAJENbIAMU PETUCTPALMOHHOIO YJIOCTOBEPEHMS, BHOCAT B
pEerucTpanroHHy0 (popMy CHUCTEMbl MOHUTOPUHIA, PAa3MEIEHHYI0 Ha O(QHUIMAILHOM CaiTe omeparopa
CUCTEMbl MOHUTOPHHTA B UH()OPMAIIMOHHO-TEJIEKOMMYHUKAIMOHHON ceTH "MHTepHeT", B 3IeKTpOHHOM
BUJIE CIIEJYIOUINE CBEACHUS, MOJANUCAHHbIE YCHUJIEHHON KBaJM(UIIMPOBAHHOM 3JIEKTPOHHOW MOJIMUCHIO
PYKOBOJIUTEINS OpraHu3aluuu (IpeacTaBUTeNIbCTBA HHOCTPAHHOM OpraHu3aluy Ha Tepputopun PD) umum
VHJIMBHUIYaJIbHOTO TIPEITPUHUMATEIIS:

I/IIICHTI/I(bI/IKaI_[I/IOHHI)II\/'I HOMCEDP HAJIOTOINIATCIIbIIIUKA,

CBEICHUS O HAIWYMK JUOO 00 OTCYTCTBHH JIMIICH3MH Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJCTB,
JUIEH3UW Ha (QapMaleBTUYECKYI0 JEATEIbHOCTh (BKJIIOYas OMNTOBYI0O M PO3HUYHYIO TOPTOBIIIO
JIEKapCTBEHHBIMU CPEJICTBAMU), JIMIEH3UU Ha JAEATEIbHOCTh MO OO0OpOTYy HAPKOTUYECKHX CPEJCTB,
MICUXOTPOIHBIX BEUIECTB M HMX MPEKypCOpPOB, KYJIbTUBUPOBAHUIO HAPKOCOJEPKAIINX pACTEHUH U
JUIEH3UU Ha METUIIUHCKYIO 1€ TEIbHOCTB;

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

(dhaMuus, UMsi, OTYECTBO (ITPU HATMYNH ) U TeJIeOH KOHTAKTHOTO JIMIIA;
aJipec AIEKTPOHHOW MOYTHI.

CyOBeKTbl OOpallleHUsl JIEKAPCTBEHHBIX CPEICTB — OpraHM3allMM, MpPU3HABaeMble HAJOTOBBIMU
pesunenTamu P®, uHAMBHyanbHble NpPEANPUHUMATENM, HE HMEIOLIUE JIMLEH3UH Ha IPOU3BOJICTBO
JICKApCTBEHHBIX CPEACTB, JMLEH3UM Ha (PapMalleBTUYECKYIO JEeSATEeIbHOCTh (BKJIIOYAas OMNTOBYIO M
PO3HMYHYIO TOPIOBJIIO JIEKAPCTBEHHBIMM CpEACTBAMM), JIMIEH3UHM Ha JEATEIbHOCTb IO 000pOTY
HapKOTUYECKUX CPEICTB, IICUXOTPOIHBIX BEIIECTB M HUX IPEKypCOpOB, KyJIbTUBUPOBAHMIO
HapKOCOJEPKAIIUX PACTEHU U JIMLEH3UN Ha MEIULMHCKYIO JESTEIbHOCTD, @ TAKXKE MIPEICTaBUTEIBCTBA
MHOCTPAaHHBIX OpraHuzanuii Ha tepputopun P®d, sBisfommMxcs AepkaTensMHd WIM BIaAeibllaMu
PETUCTPALIMOHHOIO YAOCTOBEPEHUS M HE HMEIOUIUX JIMIIEH3UM Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX
CpPEeACTB, JIMLEH3UU Ha (papMaleBTUUECKYIO JIESTENBbHOCTh (BKJIIOYAsl ONTOBYIO M PO3HUYHYIO TOPIOBIIIO
JIEKapCTBEHHBIMHU CpE/ICTBAMH), JIMLEH3UH Ha JEATENILHOCTh MO 000pOTY HApPKOTUYECKUX CPEJCTB,
IICUXOTPOIIHBIX BEUIECTB M HMX MPEKYypCOpPOB, KYyJIbTUBHUPOBAHHUIO HAPKOCOJEP/KAUIMX pAcTEHUN U
JULEH3UN HAa MEAMLMHCKYIO JeATeNbHOCTh, He no3aHee 10 KaleHJapHBIX JHEH C JaTbl BHECEHHUS
CBEJICHUH, MPEIyCMOTPEHHBIX a03allaMM BTOPBIM-TISITHIM HACTOSAIIETO MYHKTA, MPEJICTABISIOT TaKKe B
@enepanbHyio ciIyxk0y MO Haa30py B cdepe 3ApaBOOXpaHEHHs 3asiBICHHE O PETHCTPAllUd B CHCTEME
MOHUTOpHHTA (J1ajee — 3asBJIeHUe) Ha OyMa)KHOM HocUTele 1o (opMme, YTBepkKIeHHOW MUHUCTEPCTBOM

183 72


http://disuria.ru/

MoctaHoBneHue MNpasutenbctea PO ot 14.12.2018 N 1556 — O6 yrBepxxaeHun MonoxeHns o cucTeMe MOHUTOPUHIa ABMXKEHNS
nekapcTBEHHbIX NMpenapaToB ANs MEAULMHCKOro npuMmeHeHns — [lencteyrowasa nocnenHas pegakums ot 28.01.2021 — Pepakuma N 9 — Havano
aencteus pegakuumn 06.02.2021

3apaBooxpaHeHus POD.
(B pen. [locranosnenus [Ipasurenscta PO ot 20.03.2020 N 311)

Perucrpanuss B cucteMe MOHUTOpPHHra CYOBEKTOB OOpAaIIeHHs JIEKAPCTBEHHBIX CPEICTB —
OpraHu3aluii, IPU3HABAEMbIX HAJIOTOBbIMU pe3uaeHTaMu P®, u MHIAMBUAYAIBHBIX IPEANPUHUMATEIICH,
MMEIOLIUX JIMIEH3UU Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB, JMIEH3UM Ha (hapMaleBTUUECKYIO
JESITEIbHOCTD (BKJII0Yasl ONTOBYIO U PO3SHUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU CPEACTBAMM), JIMLIEH3UU Ha
NESITEIbHOCTh MO 000POTY HApKOTHMUECKHUX CPEJCTB, ICUXOTPONHBIX BEIIECTB U HUX MPEKYpCOpPOB,
KYJIbTUBUPOBAHUIO HAPKOCOJEP)KALUIUX PACTCHUI U JIMUIEH3UU HAa MEAULMHCKYIO NEATEIbHOCTh, MOYXET
OCYILIECTBIISITECS C HCIOJB30BaHUEM (PeliepaabHON TOCyJapCTBEHHONM MH(POPMAIMOHHOW CHCTEMBbI
"Enqunas cucrema wuneHTH(UKANMKM W ayTeHTUPUKaUUM B HHPPACTPYKType, OOeCIeunBarome
MH(OPMALIMOHHO-TEXHOJIOTMYECKOE B3aUMOJICICTBHE WH(OPMALMOHHBIX CHUCTEM, HCHOJIB3YEMbIX IS
MIPEIOCTABJICHUS TOCYJapCTBEHHBIX U MYHULIUIIAJIBHBIX YCIYT B 3JIEKTPOHHOU popme".

(a63ar BBesieH [locranoBnenueM [paBurensctBa PO o1 21.07.2020 N 1079)

25. Jlns ocyliecTBIEHUS pEerucTpalid B CHCTEME MOHUTOPUHTAa CYOBEKTbl OOpalieHus
JIEKapCTBEHHBIX CPEJICTB — MHOCTPAHHbIE OPraHU3alliH, SBISIOLIUECS JEepKaTeIsIMU WIH BiaJelbllaMU
PETUCTPAIIIOHHOTO yIOCTOBEPEHHS, HE NMPU3HABaEMble HAJOrOBbIMU pesuieHTaMu PD u He nmeronue
MIPE/ICTaBUTENBLCTB Ha Tepputopuu PD, BHOCIT B perucTpanyoHHyl0 (GopMy cHCTEMbl MOHUTOPHHIA,
pa3MelieHHYl0 Ha o(QuIMaIbHOM caiiTe omepaTopa CHCTEMbl MOHUTOPMHTa B HHGOPMAIMOHHO-
TEJIEKOMMYHUKAIIMOHHOU ceTh "MHTepHeT", B 2JIEKTPOHHOM BH/JIE CIEAYIOLIUE CBEICHUSA:

HAaMMCHOBAHUE JACPIKATEIIS WIN BIIAIeIbIa PETUCTPAIIMOHHOTO yI0CTOBEPEHHS,
KOJI HAJIOTOTUIATEIIBIINKA B CTPAHE PETUCTPAIIHH;

KOJI CTPaHBI PETUCTPAIINH;

(haMuvs, UMsi, OTYECTBO (ITPU HATMYNH) U TeJIeOH KOHTAKTHOTO JIMIIA;

aJipec AIIEKTPOHHOU TOYTHI.

YII0OTHOMOYEHHBIE  MPEACTABUTEIN CYOBEKTOB  OOpaIlleHHs JIEKAPCTBEHHBIX  CPEICTB  —
WHOCTPAHHBIX OPraHW3aldi, SBISIONIUXCS JEp)KaTeNIIMH WM BIIQJIEbIlaMHd  PETUCTPAIIMOHHOTO
YAOCTOBEPEHHUSI, HE IPU3HABAEMBIX HAJOTOBBIMH pe3ugcHTaMu PD 1 He MMEIONIUX MPECTaBUTEIBLCTB Ha
tepputopun PO, He mozmHee 10 kaneHIapHBIX JHEH C JaThl BHECEHUS CBEACHUMN, MPEIyCMOTPEHHBIX
ab3araMy BTOPBIM — IIECTHIM HACTOSIIErO MYHKTA, MPEACTaBIsAIOT Takke B DenepanbHylo CIyXO0y Mo
Haa30py B chepe 3ApaBOOXpaHEHHs] OPUTHHANIBI IOKYMEHTOB, TOATBEPKIAIOIINX MIPABO MPEICTABICHUS
HMHTEPECOB YKa3aHHBIX CYOBEKTOB OOpallleHusl JIEKAPCTBEHHBIX CPEJACTB, U 3asBICHHE Ha OyMakKHOM
HocHTene o GopMe, YTBEpKIeHHOM MUHUCTEpCTBOM 3/1paBooxpaneHus PO.

26. OOpaboTka M TMpoBepKa CBEACHUH, IMpPECTAaBIsEMbIX B CHCTEMY MOHUTOpPHMHIa JUis
perucTpanyy, Ipou3BOAUTCS B ABTOMAaTHYECKOM PEXHUME, B TOM UHUCIIE TIOCPEACTBOM B3aUMOJICHCTBUS C
UHBIMH TOCYJapCTBEHHBIMH HH(GOPMAIIMOHHBIMU CHCTEMaMHM C HCIIOJIb30BAHUEM €IMHOW CHCTEMBbI
MEXBEJIOMCTBEHHOI'O 3JIEKTPOHHOTO B3aMMOJAEUCTBHs, B TeueHHe 14 pabouux qHEW ¢ JaThl MOAAYM
cyObeKkTaMH 0OpallleHus JIEKAPCTBEHHBIX CPEJCTB CBEJACHUN B CHCTEMY MOHUTOPUHTA.

@enepanbHas ciayx0a 1O Haa30py B cdepe 3IpaBOOXpaHEHHsS pacCMaTpUBACT 3asBICHMS,
NpeJCTaBICHHbIE B COOTBETCTBUHU C ab3ameM IecThiM MyHKTa 24 Hacrosmero IlonmoxkeHus, a Takxke
3asBJICHUSI M1 OPUTHUHAJIBI JOKYMEHTOB, IPECTaBICHHbBIE B COOTBETCTBHU C a03alleM CebMbIM ITyHKTa 25
Hacrosero [lonoxxenus, B cpok He Oosee 5 pabouux aHeH M mepenaeT MHGOPMAIMIO O pe3yiabTaTax
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paccMOTpeHHsl 3asBJICHUN U OPUTMHAIOB JOKYMEHTOB B CHCTEMY MOHUTOPHMHIA B TeueHHe 1 pabouero
JIHS CO JIHS IIPUHATHS COOTBETCTBYIOLIETO PELICHUS.

Pemenune o perucrpammu (00 OTKa3ze B pEruCTpanMu) CyObeKTa OOpamieHHs JIEKAPCTBEHHBIX
CpeACTB B CHUCTeME MOHHTOpUHTa mnpuHHMaercs @DenepanpHoil cimyx00ii 1o Ham3opy B chepe
3[[PaBOOXPAaHEHHS MTOCPEACTBOM (DYHKIIMOHAIA CUCTEMbI MOHUTOPHHTA.

Pemenne o perucrpanuu cyObekTa oOpalieHus JeKapCTBEHHBIX CPEACTB B CHCTEME MOHHTOPHHTA
MPUHUMAETCS TPH OTCYTCTBUU PACXOXACHUH MEXAYy MHPOpMaNueH, mpeaycMOTPEHHON 3asBICHUEM, U
CBEJCHUSIMH, BHECEHHBIMH B CHCTEMY MOHHUTOpPUHIa (B CiydasX, KOI/Ia 3asBJICHUS M0JAaBaJUCh B
COOTBETCTBUU C ab3allaMU IIECThIM MyHKTA 24 U celbMbIM IyHKTa 25 Hacrosiuiero Ilonoxenus), u npu
MOATBEP)K/IEHUHU JOCTOBEPHOCTH CBEJCHHM, BHECEHHBIX B CUCTEMY MOHUTOPHUHTA.

27. CybObexkrtaM oOpalieHHsl JIEKapCTBEHHBIX CPEJICTB OTKA3bIBAETCSl B PErMCTPAllMM B CHCTEME
MOHHUTOPHHTA 10 CJIEAYIOIIUM IPUIHHAM:

a) B OTHOILIEHUH MPOU3BOUTENIEH JIEKAPCTBEHHBIX CPEACTB Ha Tepputropun PD, ocymiecTBIsIOMNX
MIPOM3BOJICTBEHHbIE CTaauu (acoBKH (YIAKOBKHM) JIEKAPCTBEHHBIX IpPENapaToB BO BTOPHUYHYIO
(MOTpeOuTENbCKYI0) YIAKOBKY U (WJIM) TPETUYHYIO (TPAHCHIOPTHYIO) YIIAKOBKY (@ MpU €€ OTCYTCTBUHU — B
MEPBUYHYIO YIIaKOBKY) JIEKAPCTBEHHBIX IPENapaToB:

HECOOTBETCTBUE JIAaHHBIX BIIaJeNiblla KBATU(UIIMPOBAHHOTO cepTU(dUKaTa KIo4a MPOBEPKU
JNIEKTPOHHOW ToANMUCH (manee — KBATH(PHUIMPOBAHHBIA CepTU(PHUKAT) JAHHBIM PYKOBOJMTEIS
OpraHu3allii, a TaKKe OTCYTCTBHE CBEICHHHA O KBATH(DUIIMPOBAHHOM CepTU(HKATE, BBIIAHHOM
PYKOBOJIUTEIIO OPTraHU3aIlUH;

OTCYTCTBHE CBEJICHUH O 3amucsax B ENMHOM rocy1apcTBEHHOM peecTpe I0pUINYECKHX JINIL;

OTCYTCTBUE CBEJICHUI O JNEHCTBYIOIICH JulleH3un B ENMMHOM peecTpe JIMIIEH3U Ha MPOU3BOICTBO
JIEKapCTBEHHBIX CPEJICTB;

0) B OTHOILICHUU JIep>KaTesIel WU BIIa/IEbIEB PETUCTPALIMOHHOTO YIOCTOBEPEHHUs (B ciaydae Koraa
JIEKapCTBEHHBI IMpemapaT Mpou3BOAUTCS 3a Impenenamu P®D), sBASIOMIMXCS OpraHU3alUsMH,
MIPU3HABAEMBIMH HAJOTOBBIMU pe3ujieHTamMu P® WM WHIUBUIAYAIbHBIMU MNPEANPUHAMATENISIMU U HE
MMEIOLIUMU JIMIEH3UH Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJCTB, JHIIEH3MH Ha (hapMaleBTUYECKYIO
JEeSITeNIbHOCTD (BKJIIOYAst ONTOBYIO U POSHUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMH CPEACTBAMH ), JIUIICH3UU HA
NEeSITeNLHOCTh O O000POTY HAPKOTHUECKUX CPEJCTB, ICHUXOTPOMHBIX BEIIECTB U HUX MPEKYpCOPOB,
KYJIbTUBHPOBAHUIO HAPKOCOECPKAIIUX PACTCHUN U JIMIIEH3UH Ha MEAULIUHCKYIO JAESITeIbHOCTh!

(B pen. Ilocranosnenus IpaButenscta PO ot 20.03.2020 N 311)

HECOOTBCTCTBUC AAHHBIX BJIAJACIIbIIA KBaJ'II/I(i)I/ILII/IpOBaHHOFO CCpTI/I(bI/IKaTa JaHHBIM PYKOBOJIUTCIIA
opraHu3alv Wik UHAUBUAYAJIbHOTO NPCAIIPUHUMATEIIA, OTCYTCTBUC CBEJICHUI O KBaJ'II/I(I)I/II_[I/IpOBaHHOM
CepTI/I(I)I/IKaTe, BBIJTAHHOM PYKOBOJUTEIIIO OPraHru3allu WM HHAUBUAYAJIbHOMY NPECAITPUHHUMATCIIIO,

OTCYTCTBHC CBeJleHUM O 3amucsax B EnmHoM roCcyaapCTBEHHOM peeCTPC HOPUANYCCKUX JIMI WA
Engunom rocyaapCTBEHHOM peCCTPC NHANBUAYAJIbHBIX Hpe,[[HpHHHMaTeJIeﬁ;

HAJIMYHME PACcCXOXKICHUN MeXly HH(pOpMaIMel, MpeayCMOTPEHHOH 3asBICHUEM, IPEACTAaBICHHBIM B

COOTBETCTBUHN C 363aueM MECTbIM  ITYHKTA 24 HaCTOAIICTO HOJ’IO)KCHI/I}I, n CBCACHHAMU,
MNpeACTaBJICHHBIMU B CUCTEMY MOHUTOPUHT A,
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B) B OTHOUICHMM MHOCTPAHHBIX OpPraHM3AlMM, Aep)KaTeled WIM BIAJENbLEB PETUCTPALUOHHOIO
YIOCTOBEPEHUs, HE IIPU3HABAEMbIX HAJIOIOBBIMU pe3uacHTaMu PO 1 He MMEIIMX IPEACTaBUTENLCTB HA
teppuropun P®D, — Hanuume pacxoxAeHUH Mex1y HHpopMamueid, MpeIyCMOTPEHHOH 3asBICHUEM,
MIPEJICTaBICHHBIM B COOTBETCTBUU C ab3aleM ceabMbIM IyHKTa 25 Hacrosimiero Ilonoxenus, u
CBEJICHUSMM, IIPEJCTAaBICHHBIMU B CUCTEMY MOHUTOPHUHIA;

I') B OTHOILIIEHUHU MPEACTaBUTEILCTB HHOCTPAHHBIX OpraHu3auuii Ha Teppuropun PO, sBisgromuxcs
JEpKaTEIIMU WX BIIAJENblaMU PETUCTPALMOHHOIO YAOCTOBEPEHHUS:

HECOOTBETCTBUE JAHHBIX BJaJeiblia KBATU(PHUIMPOBAHHOTO CEPTHU(HUKATA JaHHBIM PYKOBOJIUTENS
MIPE/ICTaBUTENbCTBA, a TAKKE€ OTCYTCTBHE CBEIECHUN O KBaIU(PHUIMPOBAHHOM CEPTH(PHUKATE, BHIIAHHOM
PYKOBOJIUTEIIIO IIPEACTaBUTEIbCTBA,

OTCYTCTBHUE CBEJCHHN O 3aMHCSIX B TOCYIapCTBEHHOM pEeCcTpe aKKPEIUTOBAHHBIX (DUITHAJIOB,
MPEACTABUTEIHCTB UHOCTPAHHBIX IOPUANYECCKUX JIUIL;

HaJU4he PacxoxXIACHUN MeX Ty HHPOpMAaIUeH, TPeTyCMOTPEHHOM 3asBICHUEM, TIPEICTABIICHHBIM B
COOTBETCTBMM ¢ ab3ameM miecThiM myHKTa 24 Hactosmiero [lomokeHus, W CBEACHUSIMH,
MPEACTABICHHBIMU B CHUCTEMY MOHUTOPHWHTa (I MPEACTaBUTEIHCTB WHOCTPAHHBIX OPTraHM3aIil Ha
TeppuTopuu PO, sBastomuxcs AeprKaTeIIMA WK BIIAJEIbIIaMU PETUCTPAIIMOHHOTO YIOCTOBEPEHUS U HE
MMEIOIINX JIMIIEH3WW Ha TPOW3BOJICTBO JICKAPCTBEHHBIX CPEJCTB, JHUICH3UM Ha (DapMaleBTHUYECKYIO
NESATETHHOCTH (BKIIIOUAst ONITOBYIO M PO3HUYHYIO TOPTOBJIIO JICKAPCTBEHHBIMU CPEICTBAMMU ), JIUIICH3UH Ha
NEeSITENbHOCTh 1O 000POTY HAPKOTHUECKUX CPEJCTB, ICHUXOTPOMHBIX BEIIECTB U HX MPEKYpCOpPOB,
KYJIbTUBHPOBAHUIO HAPKOCOAEP KAIUX PACTEHUN U JIMLIEH3UH HA MEIULUHCKYIO I€ATEIbHOCTD);

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

1) B OTHOIICHWW OPTaHW3AlMi ONTOBOW TOPTOBIM JICKAPCTBEHHBIMH CpPEACTBaMHU (B TOM YHCIE
OCYIIECTBISIOMMMA (YHKIIUHM MO ayTCOPCHHTY), OpraHU3aIlliii PO3HUYHOW TOPrOBIHU JICKAPCTBECHHBIMH
npernaparamu, MEJIUIUHCKIX OPraHU3alfidi 1 HHIUBHTyaTbHBIX TPEAPHHUMATEIICH:

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

HECOOTBETCTBHUEC MJAaHHBIX BJIaAcJIbla KBaHI/I(i)I/IHI/IpOBaHHOFO CepTI/I(bI/IKaTa JaHHBIM PYKOBOJUTCIIA
opranus3alnuvni, a TaKKe OTCYTCTBUC CBe,Z[eHPlﬁ 0 KBa.]'II/I(bI/II_[I/IpOBaHHOM CepTI/I(l)I/IKaTe, BbIJAHHOM
PYKOBOIUTEIIO OpraHu3alnu,

OTCYTCTBHC CBEICHUM O 3amucsax B EauHoMm roCcyaapCTBEHHOM pPEECTPC HOPUAUYUCCKHUX JIUIL HIIHU
Enunom rocyaapCTrBEHHOM peeCTPpC NHANBUAYAJIbHBIX Hpe,[[HpI/IHI/IMaTeJICI‘;I;

OTCYTCTBHE CBEJCHUN O ACHUCTBYIOLIEH JMIIEH3UU B €IMHOM pEeecTpe JHUIEH3UH, B TOM YHUCIE
JMIIEH3UH, BBIIAHHBIX OpraHaMM TOCyJapCTBEHHOW BiacTu cyObekToB P® B coOTBETCTBUM C
NepeaHHbIM [TOJHOMOYHUEM 10 JHUIIEH3UPOBAHUIO OTAEIbHBIX BUAOB AEATEIBHOCTH.

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

28. Ilo pe3yibTaTaM pErucTpanuun cy61>eI<Ta 06pameHI/151 JICKApCTBCHHBIX CPEACTB B CUCTEMC
MOHHUTOpPHUHTA U MPEAOCTABJICHUU EMY JINYHOT'O KaOMHETa Ha aapec 3JICKTp0HHOI>i IIOYThI, YKa3aHHBII>'I Impu
nmoaaduc CBCHCHHﬁ, oneparopoM CHCTEMbI MOHHUTOpPHHIA C HCIOJIb30BAHHUEM q)YHKI_II/IOHaHa CUCTCMBI
MOHHUTOpPHUHTA OTHPABJSCTCA COOTBECTCTBYIOLICC YBCIOMIICHHUC. HpI/I 9TOM IMOBTOPHOC HCIIOJIb30BAHHNC
OHOTO M TOI'0 KC aapceca BHGKTpOHHOﬁ IMOo4YThl I PErucCTpali JIMYHBIX KaOHMHETOB Pa3IMYHBIX
CY6’LCKTOB 06paIJ_ICHI/I}I JICKAPCTBCHHBIX MPCIIapaTOB HC NOITYCKACTCH.

29. CyObekT obpalleHus JeKapCTBEHHbBIX CPEJICTB, MOJYYMBIINI yBEJJOMJICHHE O PETUCTPALlUM B
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CHCTEME MOHUTOPHHIA, MPU aKTHUBAIUW (PYHKIMHA JTUYHOTO KaOMHETa BHOCUT B CUCTEMY MOHHUTOPHHTA
IepeueHb aJpPEecOB MECT OCYILECTBICHUS MAEATEIbHOCTU IIyTeM BBIOOpa TAaKOTO ajpeca U3 aJpecos,
YKa3aHHBIX B JIMIEH3UAX HA MPOM3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, JUICH3MIX Ha (DapMaleBTHUECKYIO
JEATeNbHOCTh (BKIIIOYAst ONTOBYIO M PO3HHYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU CPEICTBAMH), JIHUIICH3UAX
Ha JEATENBHOCTh MO 00OpPOTY HApPKOTUYECKHUX CPEJICTB, NMCHUXOTPOIHBIX BEIIECTB M MX MPEKYpCOpOB,
KyJIbTUBUPOBAHHUIO HAPKOCOACPIKAIINX PACTCHUN U JIUIEH3UAX HA MEIUIIUHCKYIO JIESITEIbHOCTD, a TAKXKe
NepeveHb aIpecoB (hapMaeBTUYECKUX CKJIAZ0B (TIPU HAJTMYWHU YKA3aHHBIX JTHIICH3UN).

(B pexn. IlocranoBnenus Ilpasurensctea P® ot 20.03.2020 N 311)

CyObekT oOpalleHus JIEKapCTBEHHBIX CPEACTB — JEprKaTellb WU BIaJleNiel] PerucTpalMoHHOrO
YIOCTOBEPEHHUSI TPOU3BEIACHHOIO BHE Teppuropun PO rexapcTBeHHOro mpemnapata U (WiIH) €ro
MIPE/ICTaBUTENBCTBO Ha Tepputopuu P®, nonyyuBlIMe YBEJOMJIEHHE O PpErucCTpalil B CUCTEME
MOHHUTOPHHIA, BHOCSAT B CHUCTEMY MOHUTOPMHTa HHQOpPMAIMIO O IPOU3BOJICTBEHHBIX IJIOLIA/IKAX,
OCYILIECTBISIOUIUX MPOU3BOJCTBEHHYIO CTaIuI0 ()acOBKU (YMAKOBKH) JIEKAPCTBEHHBIX MpPENapaTtoB BO
BTOPUYHYIO (TTOTPEOUTENHCKYIO) YIIAKOBKY JICKAPCTBEHHOTO Tpemnapara (a mpu €€ OTCYTCTBHH — B
MEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO Tperapara) M MPOU3BOJCTBEHHYIO CTaJHI0 BBITYCKAIOIIETO
KOHTPOJISl KauecTBa.

30. Ilepenaua cBeaeHuii cyobekTaMu 00palleHus JeKapCTBEHHBIX CPEICTB B CUCTEMY MOHUTOPUHTA
OCYILIECTBJISIETCS HA OCHOBE DPa3pabOTaHHBIX MH()OPMAIIMOHHBIX 3JEKTPOHHBIX CEPBHUCOB OIEPATOPOM
CUCTEMbl MOHUTOPHHIA C MCIOJIb30BAaHUEM CTAHJAPTHBIX MPOTOKOJIOB M UHTEP(HENHCOB AJIEKTPOHHOTO
B3aUMOJIEICTBHS.

ABTOpu3anus CyOBEKTOB OOpallleHUs] JIGKAPCTBEHHBIX CPEACTB — OpraHU3alyid, MPHU3HABAEMBIX
HAJIOTOBBIMU ~ pe3uficHTaMH P®, WHIMBHIyaldbHBIX NpPEANPUHUMATENICH H  TPEICTaBUTEILCTB
WHOCTPAHHBIX OpraHu3alii Ha TeppuTopun P®d, SBISIOMMXCS AEpKaTeNsIMH WIA BIaJeiIbllaMu
PETUCTPAIIIOHHOTO  yJIOCTOBEPEHHs, B CHCTEME MOHHTOPHHTA OCYIIECTBIISIETCS MOCPEICTBOM
WCIIOJIb30BaHUSI KBAM(DUIIMPOBAHHOTO cepTU(dUKaTa.

ABTOpU3anus CyOBEKTOB OOpallleHUs] JICKAPCTBEHHBIX CPEJICTB — OpraHU3alyid, MPHU3HABAEMBIX
HAJIOTOBBIMU pe3ujieHTaMu PD, 1 HHIMBHUIyaTbHBIX MIPEIIPUHUMATEIICH B CHCTEME MOHUTOPUHTA MOKET
OCYIIECTBIISITHCS TIOCPEIICTBOM HCIIOJIB30BAaHHS  (ellepalbHON TOCYIapCTBEHHONH WH(MOPMAIMOHHOM
cucrembl "EnuHas cucreMa uIeHTH(GUKAMU U ayTeHTHQHUKAIUU B HHPPACTPYKType, 0OeCIeunBatonIe
MH(POPMAIIMOHHO-TEXHOJIOTHYECKOE B3aMMOJICHCTBHE HH(DOPMAIIMOHHBIX CHCTEM, HCIIOJIB3YEMbIX IS
MPEOCTABJICHUS TOCYIaPCTBEHHBIX U MYHHIIMIIATBHBIX YCIIYT B JIEKTPOHHOU opme".

(a63arn BBesieH [locranoBnenueM I[paBurensctBa PD ot 21.07.2020 N 1079)

ABTOpI/ISaI_II/Iﬂ CY6’beKTOB O6paH_IeHI/I$I JCKAapCTBCHHLIX CPCACTB — HWHOCTPAHHBIX OpraHHSaHHﬁ,
SABJBIFOINUXCA ACPIKATCIIAMU UJIK BJIaACJIbLIaMHU PECTUCTPALIMOHHOI'0 YAOCTOBECPCHUA, HEC IPHU3HABACMBIX
HaJIOTOBBIMU PE3UACHTAMU P® u He mmMmeromux NpeaACTaBUTCIbLCTB Ha TCPPUTOPUU PCD, B CHCTCMC
MOHHUTOPHUHTA OCYHICCTBIIACTCA MOCPECACTBOM HCIIOJIb30BAHUA HpOCTOﬁ 3JICKTp0HH0171 IOATINCH.

31. CBenenus, nepeaaBaeMble B CUCTEMY MOHUTOPUHTA, JOPMUPYIOTCS U IPEJCTABIAIOTCS B (hopme
AJIEKTPOHHBIX JIOKYMEHTOB, MOJNMCAHHBIX YCHUJICHHOW KBAJIM(HUIIMPOBAHHON JIEKTPOHHON MOJIHUCHIO, 3a
UCKJTIOUEHHEM CITy4aeB, MPETyCMOTPEHHBIX a03allaMy BTOPBIM-IIECTHIM HACTOSIIIETO MyHKTA.

He noanuceiBaroTcst yCuiIeHHON KBaTM(PUIIMPOBAHHON 3JIEKTPOHHOM MOMUCHIO:
CBEJICHUSI O PO3HMYHON TOPromiie JIEKAPCTBEHHBIMM IpernapaTaMu, IepefaBaeMble CyObeKTaMu

O6paH_IeHI/I${ JICKApCTBCHHBIX CPCACTB B 3HCKTpOHHOI>i (I)opMe B COCTaBC (bI/ICKaJ'IBHBIX JOKYMCHTOB B
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COOTBETCTBHUH C 3aKOHOJATENBCTBOM P®D 0 MpuMEHEHUN KOHTPOJIbHO-KACCOBOW TEXHUKHU;

CBEIEHUSI O BBIBOJAE M3 000pOTa JIEKAPCTBEHHBIX IPENapaToB, IepeJaBacMble CyObEKTaMH
oOpamieHns JeKapCTBEHHBIX CPEJICTB B IEKTPOHHOHN (OPME C HCIIOJIb30BAaHHEM PETHCTPATOPOB BHIOBITHS
WIM KOHTPOJIbHO-KAaCCOBOM TEXHHUKHM (IpU OTIyCKe OECIUIaTHO WJIM CO CKUAKOW JIEKapCTBEHHBIX
[IpenapaToB M0 PELENTY Ha JIEKAPCTBEHHbBIE IIpenaparhl);

CBEJICHUs, TIEpe/laBaeMble CYObEKTaMU OOpallleHHsl JIEKapCTBEHHBIX CPEJICTB B 3JIEKTPOHHOU opme
C UCIOJIb30BAaHUEM YCTPOMCTB PETUCTPALIMUA SMUCCHUU;

CBEJICHUs, IIepeJjaBacMble B COOTBETCTBMM C HactosmuM [lojmokeHueM opraHu3anusMp —
cyObekTamMu oOpallleHusl JeKapCTBEHHBIX CPEJCTB, HE SIBJISIIOIIMMUCA OpraHU3alUsIMU, PU3HABAEMbIMU
HaJIOTOBBIMU pe3uaeHTamu PO.

32. Ilepengaua cBefeHUH B CHCTEMY MOHUTOPHHIA OCYILIECTBIISIETCS IMOCPEICTBOM HaIlpaBlICHUS
¢aitnoB B ¢opMare M B COOTBETCTBUU C HHCTPYKIMEH, ONMUCHIBAIOIIEH MpoLenyphl MpPEICTaBICHUS
CBEICHMI CyObEeKTaMH OOpalleHHs] JEeKapCTBEHHBIX CPEACTB, COTJACOBAHHBIMM € MMHHCTEPCTBOM
3npaBooxpaHeHuss P® u pasMenieHHbIMU OINEpaToOpOM CUCTEMbl MOHHTOPUHTa B HH(OPMAIMOHHO-
TEJIeKOMMYHUKaMOHHOU ceTH "MHTepHeT" Ha ero opuIMalbHOM caiTe.

(B pen. Iloctanosnenus I[lpasurensctBa PO ot 21.07.2020 N 1079)

JlaToil mpencTaBleHUs] CBEJICHHM B CHCTEMY MOHMTOPHHTA CUMTAETCS JaTa, 3a(uKCHpOBaHHAs B
KBUTAHIIUM O TIPHEME CBEIECHUM, (OPMHUPYEMOUW MPH UX YCICIIHOW OTpabOTKe M (PUKCAIIUU B CHUCTEME
MOHUTOPHHTa B (OpME DIIEKTPOHHOTO JOKYMEHTa, 3a HCKIIOUYEHHEM TNIPEICTaBIICHUs] CBEICHUHA B
COOTBETCTBMU C MyHKTOM 44 Hacrtosmiero [lonmokeHus anTeyHOW OpraHu3alMeil, OCYIIECTBISIONICH
PO3HUYHYIO TOPTOBJIIO JIGKAPCTBEHHBIMH TPETapaTaMy, MapKUPOBAHHBIMH CPEJICTBAMH UACHTHU(UKAIINH,
M OTITYCK JICKAPCTBEHHBIX MPENapaToB, MApKUPOBAHHBIX CPEJACTBAMH WICHTHU(UKAIIUU, CO CKUIAKOM IO
pelenTy Ha JIEKapCTBEHHBIC TMpenaparhl, CyOBEKTOM OOpalmieHusl JIGKapCTBEHHBIX CPEJICTB,
OCYIIECTBJISIOMUM MEIUITMHCKYIO NIeATEILHOCTh M BBIBOJ M3 000pOTa JICKAPCTBEHHBIX IPEMapaToB,
MapKHPOBAHHBIX CPEJACTBAMHU HWIACHTU(UKAIIMK, TPHU OKa3aHUM MEAMIIMHCKOW TIOMOIIU, a TaKkKe
CyOBeKTOM oOOpalieHusl JIEKApCTBEHHBIX CPEICTB, OTIYCKAIOMIUM JIEKAPCTBEHHBIC —IpPENaparsl,
MapKHPOBAaHHBIC CPEJACTBAMU UACHTHU(UKAIIMHU, OSCIUIATHO MO PEIENTy Ha JICKApCTBEHHBIC IMpEnaparhl.
JlaTo#l mpencTaBieHUS CBEICHHWNW B CHCTEMY MOHHUTOPHMHIA B YKa3aHHBIX CIIy4dasx CUMTAETCS JaTa
HaIpaBJICHUs CBEJCHUN B CHCTEMY MOHUTOPHHTA YKAa3aHHBIMH CYObEKTaMHU OOpalieHus JICKapCTBEHHBIX
CPEJICTB.

(B pen. Ilocranosnenus IIpaButenscTBa PO ot 02.11.2020 N 1779)

Jo 1 deBpans 2021 r. B ciiyyae HEMOMy4eHHUs CYOBEKTOM OOpalleHHs JIEKaPCTBEHHBIX CPE/ICTB
KBUTAHIIMM O TIpUeMEe CBEICHHM B COOTBETCTBMM C ab3aleM BTOPHIM HACTOSIIErO IyHKTa IMpU
MIPEJICTABJICHUH CBEACHUI B CHUCTEMY MOHUTOPUHIAa B COOTBETCTBHHM C ab3aleM TPEeTbUM MyHKTa 35,
nynaktamu 37-38(1), 40, 41, 43, 44, 44(2) u 45 nacrosiuiero [TonoxeHus B TedeHue 15 MUHYT ¢ MOMEHTA
MIpe/ICTaBICHUs] CyOBEKT OOpalleHus] JEeKapCTBEHHBIX CPEICTB BIpPaBe OCYIIECTBIATH AalbHEHIINe
oTiepaluy ¢ JIeKapCTBEHHBIMU MpernapaTaMu, He TOKUIasICh MOTY4YeHUs KBUTAHIIMH O TIpUEMe CBEICHU.
(a63an BBeneH [locranoBnenuem [IpaButenscta PO ot 02.11.2020 N 1779)

B oTHOIIEHNN JIEKaPCTBEHHBIX NPENAPATOB, CBEACHHS O KOTOPBIX MPEACTABIEHBI B COOTBETCTBUU C
gactasmMu 1 u 2 crateu 52.1 @PenepanbHoro 3akoHa "OO oOpallleHHH JIEKapCTBEHHBIX CpeACTB" B
@enepanbHyro cnyx0y 1o Haa3opy B chepe 3apaBooxpanenus 10 1 ¢gespans 2021 r. uiam Ha KOTOpbIe
MOJIy4EeHbl pa3pelleHUs] Ha BBOJ B TPaXIaHCKUH 00OpPOT MMMYHOOHOJIOTMYECKUX JIEKApCTBEHHBIX
MpemapaToB, MPEAYCMOTpPEHHBIE YacThio 7 cTatbu 52.1 @DenepanmbHoro 3akoHa "OO oOpamieHun

23u3 72


http://disuria.ru/

MoctaHoBneHue MNpasutenbctea PO ot 14.12.2018 N 1556 — O6 yrBepxxaeHun MonoxeHns o cucTeMe MOHUTOPUHIa ABMXKEHNS
nekapcTBEHHbIX NMpenapaToB ANs MEAULMHCKOro npuMmeHeHns — [lencteyrowasa nocnenHas pegakums ot 28.01.2021 — Pepakuma N 9 — Havano
aencteus pegakuumn 06.02.2021

nexapcTBeHHbIX cpenactB” 1o 1 ¢espans 2021 r., cyObekT oOpaimieHus JEKapCTBEHHBIX CPEJICTB BIIPaBe
OCYILIECTBIISITh JalbHEHIINE OINepalid C TaKUMU JIEKAPCTBEHHBIMHU MperapaTaMH B TOPSAKE,
PEeyCMOTPEHHOM a03alleM TPEThUM HACTOSIIErO MYHKTA, 10 UCTCUSHHSI CPOKA MX TOJHOCTH.

(a63am BBeeH [locranornenuem [IpaButenscrea PO ot 28.01.2021 N 60)

[IpencraBnenne cBeneHW B CHCTEMY MOHUTOPHHTA CyOBEKTOM OOpalieHusi JIeKapCTBEHHBIX
CpPEACTB TMpH OCYIIECTBICHWW ONepalMid C JIGKAPCTBEHHBIM IPEMapaToM  OCYHIECTBISETCS
MOCIIEIOBATEIHHO, 32 MCKIIOYCHUEM CIIy4aeB, MpelycMOTPEeHHBIX HacTosuuM [lomoxxenuem. [Tpu stom
CBelIeHUSI 00 OYepeaHON omepanuu ¢ JIEKAPCTBEHHBIM IPENapaToM MepepaloTcsl IMOCHe TOTyYeHHs
cyOBeKTaMHu OOpallleHus JEKapCTBEHHBIX CPEJICTB MOATBEPKIEHUS 00 YCHENIHOW 00paboTKe cucTeMoun
MOHUTOPHHIA CBEJICHUI O MPEBIAYILEH ONepaluu C JIEKapCTBEHHBIM IIPENapaToM.

N3menenne ¢opmata B3auMMOJEHCTBUS HH(GOPMAIMOHHBIX CHCTEM CYOBEKTOB oOOpalieHus
JIEKapCTBEHHBIX CPEJCTB C CUCTEMON MOHUTOpPUHIA MPOU3BOAUTCS He yaie 1 paza B teueHue 180 nHeid,
3a MCKJIIOYEHHEM HEOOXOJMMOCTH W3MEHEHHMs Takoro (opMara B cCly4yasX, HPeJyCMOTPEHHbBIX
3aKOHO/1ATENbCTBOM PD.

(a63arn BBesieH [locranoBnenuem [paBurensctea PO o1 21.07.2020 N 1079)

33. Ilpu onucaHuu JIEKApCTBEHHBIX MpENnapaToB BHECEHHE CBEICHHUI B MH(OpPMAIIMOHHBINA pecypc,
ofOecreunBarOIMi y4eT U XpaHEHHE JOCTOBEPHBIX JAHHBIX O TOBapax IO COOTBETCTBYIOIIEH TOBapHOM
HOMEHKJIAType, M CHUCTEMY MOHMUTOPHUHIA OCYIIECTBIIETCS CIEAYIOIUMU CYObEeKTaMU OOpalleHus
JIEKAPCTBEHHBIX CPEJCTB:

B Cllydyae MPOU3BOJCTBA JICKAPCTBEHHBIX NpenapaTtoB B PO — mpon3BoAUTENSIMU JIEKapCTBEHHBIX
CPEICTB, OCYIICCTBILSIIONIMMU  3aBEPIICHUE TPOWM3BOJACTBEHHON cTaauu  (HacoBKU  (YMaKOBKH)
JICKApCTBEHHBIX IMPENapaToB BO BTOPUYHYIO (TIOTPEOUTENBCKYIO) YIAKOBKY JIEKApPCTBEHHOTO IperapaTa
(a mpu ee OTCYTCTBUU — B IEPBUYHYIO YIIAKOBKY JICKAPCTBEHHOTO TIpeTapara);

B Cllyyae MPOU3BOJICTBA JIEKAPCTBEHHBIX MpENapaTroB 3a mpenesamMu tepputopun PO (B cioyuae
MHOCTPAaHHOTO MPOU3BOJICTBA) — JAEPKATEISIMU WU BIaJeibllaMH PETUCTPAIMOHHOTO YIOCTOBEPEHUS U
(W1K) UX MpencTaBUTENbCTBAMU Ha TeppuTopuu PO miam ynoJHOMOUYEHHBIMU MPEICTABUTENSIMU B YaCTU
BHECEHHUSI CBeIECHUN B MH(POPMAIMOHHBIN pecypc, oOecrneunBaroliuii yuyeT W XpaHEHUE JOCTOBEPHBIX
JAHHBIX O TOBApaX MO COOTBETCTBYIOIIECH TOBAPHON HOMEHKIIATYpE.

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

[lepeueHr cBelneHU, MPEACTABISAEMbIX MPU ONHCAHWU JIEKAPCTBEHHBIX MPENapaTroB CyObEeKTaMu
oOpallleHus JTeKapCTBEHHBIX CPEJICTB B MHPOPMAIIMOHHBINA pecypc, 00ecIeunBaIOINil YUeT U XpaHEeHUe
JOCTOBEPHBIX JAaHHBIX O TOBapax II0 COOTBETCTBYIOIIEH TOBapHOW HOMEHKIAType, MPHUBEACH B
npusioxeHuud N 2.

CY6’BCKTBI o6pameHH;1 JICKAPCTBCHHBIX CPCACTB, YKA3aHHBIC B a63auax BTOpPOM H TpPCTbHEM
HACTOALICTO ITYHKTA, PETUCTPUPYIOT JICKAPCTBCHHBIC NIPCIIAPATBI B CUCTEMEC MOHUTOPHUHI'A HA OCHOBAHUU
SHGKTpOHHOﬁ 3asj1BKH, coz[epncameﬁ:

ry100abHbIN HASHTU(HUKAIIMOHHBII HOMEp TOProBOM €IMHUIIBL;

HOMCD PETUCTPALMOHHOTO YAOCTOBCPCHUA W HAaTy PErucTpaiu JICKAPCTBCHHOI'O IIpCIiapaTra B
TroCyaapCTBECHHOM PEECTPE JICKAPCTBCHHBIX CPCIACTB.

O6pa60TKa MMOJIYYCHHBIX CBeIeHUI OCYHICCTBIIACTCA B ABTOMATUYCCKOM PCKHUME IIYTCM
(pOpMI/IpOBaHI/IH 3arnpoca Ha NOJYYCHHC CBEIIEHUII O JICKApCTBCHHOM  IIpCliaparc H3 eIMHOMN
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roCyIapCTBeHHON MH(DOPMAIIMOHHON CUCTEMBI B chepe 3ApaBOOXPaHECHUS U HHPOPMAIIIOHHOTO pecypca,
00eCnevYnBarONIeTr0 YUeT U XPAaHCHHE JOCTOBEPHBIX JAHHBIX O TOBApaX MO COOTBETCTBYIOIICH TOBApHOU
HOMEHKJIAType.

34. CsepneHus, NpeAcTaBisieMble CYObEKTaMHU OOpAIEHUS JIEKAPCTBEHHBIX CPEJCTB B CHUCTEMY
MOHHTOPHHTA IIPH BBOJIE B 000POT JIEKAPCTBEHHBIX MPEMAPATOB, PUBEACHBI B TPUIOKEHUH N 3.

CeeneHus, mpejacTaBisieMble CyOBbEKTaMU OOpalleHHs] JIEKapCTBEHHBIX CPEJICTB B CUCTEMY
MOHHUTOPHHIA IPU BBIBOJIE U3 000pOTa JIEKAPCTBEHHBIX MIPENAapaTOB, IPUBEAEHBI B puiiokeHuu N 4.

35. B pamkax BBOJa B 000pOT JIEKaPCTBEHHBIX MpeNapaToB Ha Tepputopuu PO, nmpon3BeIeHHBIX Ha
teppuropun PO, cyobekT oOpallleHus IEKapCTBEHHBIX CPEJCTB, OCYIIECTBIAIOMUN (PACOBKY (yIIaKOBKY)
JIEKapCTBEHHOI'O IperapaTa BO BTOPUUHYIO (TOTPEOMTENBCKYIO) YIAKOBKY (B cllyyae €€ OTCYTCTBUS — B
MEPBUYHYIO0 YIAaKOBKY), JO TMPEACTaBICHUS CBEIEHUH O JAJIbHEHWIIMX ONepalusxXx ¢ TaKUMHU
JIEKapCTBEHHBIMU IIpENapaTaMM MPEACTaBIseT B CHCTEMY MOHUTOPUHIA C HUCIIOJB30BAHUEM YCTPOWCTBA
perucTpanyy 3MHCCUU CBEIEHUs, MPEAyCMOTpPEHHbIe NMyHKTOM | mpuioxkeHus N 3 K HacTosiemy
[Tonoxennro.

(B pen. Iloctanosnenus IlpasurensctBa PO ot 30.08.2019 N 1118)

[Ipu ocymecTBiaeHnH 0TOOpa 00pa3lOB JEKAPCTBEHHOTO MperapaTa B paMKax KOHTPOJIS KauecTBa
MIPOM3BEACHHOTO  JIEKAPCTBEHHOIO IMpemapara CyOBEKT OOpalieHusi JIeKapCTBEHHBIX CPENCTB,
OCYILIECTBISIOUINI 0TOOP 00pa3IOB JIEKAPCTBEHHOTO Mpernapara, IpeCTaB/IsIeT B CUCTEMY MOHUTOPHHTA
CBEJICHUS, MPETyCMOTPEHHbIE MyHKTOM | mpuiioxkeHus N 4 k Hacrosmemy [lonoxenuro.

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

CyObekT oOpaieHusi JeKapCTBEHHBIX CPEACTB, OCYIIECTBIISIOMIMM MPOU3BOJCTBEHHYIO CTaIHIO
BBIMTYCKAIOIIET0 KOHTPOJISl KAauecTBA JIEKAPCTBEHHBIX MpPENapaToB, B TeUeHHE 5 pabouux IHEH C JaThl
3aBepUICHUS] TPOU3BOJCTBEHHOW CTaJUU BBIIYCKAIOIIETO KOHTPOJS KayecTBa U MPEICTaBIICHUS
JOKYMEHTOB W CBEJIEHUW, NPEIyCMOTPEHHBIX 4YacThio 1 crathu 52.1 denmepanpHoro 3akoHa "OO6
oOpallleHnH JieKapcTBEeHHBIX cpeAcTB", B DenepanbHyto ciayx0y Mo Haa30py B cdepe 31paBoOXpaHEHUs
WU TIOJYYeHHUsl pa3pelieHus, MPeIyCMOTPEHHOTo 4acThio 7 cratbu 52.1 depepanbHoro 3akona "OO6
oOpallleHHH JIEKapCTBEHHBIX CpeaCcTB" (B clydae MPOU3BOJICTBA UMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX
[pernapaToB), A0 IPEICTABICHUS CBEJICHUI O JaJbHEHIIMX ONepalusX C BBOJAUMBIMHU B TpakJaHCKUUN
000pOT JIEKapCTBEHHBIMH IIperapaTaMd IPEICTaBiIsieT B CHUCTEMY MOHUTOPUHIA CBEACHUS,
Mpe1ycMOTpeHHbIE TYHKTOM 2 nipuiiokenus N 3 k Hactosiemy [lonoxenuro.

(B pen. Ilocranosnenus IIpaBurensctBa PO o1 21.07.2020 N 1079)

36. B paMkax BBoj1a B 000pOT JIEKapCTBEHHBIX MPENapaTtoB Ha Tepputopuu PD, npon3BeneHHbIX 3a
npenenamu Teppuropun PO, cyObekT oOpallieHus JIEKapCTBEHHBIX CPEACTB, SBISIOIIMICS JeprKaresieM
WIA BIAJENbLEM PETUCTPALIMOHHOTO  YIOCTOBEPEHMs, WM IPEACTaBUTEIbCTBO HHOCTPAHHOM
opraHuzanuu Ha Tepputopuu P®d, sBisromieiics nep)kaTeleM WM BIAAEIbIEM PETUCTPALIMOHHOTO
yIOCTOBEPEHUs, MpPHU 3aBEPUICHUM INPOU3BOJCTBEHHOM CTaJuM YMNAKOBKU (B CIydae OTCYTCTBUS
BTOPUYHOM YNMAaKOBKM — CTaJuu (haCOBKM) JIEKAPCTBEHHBIX MPENapaToB MIM MAPKUPOBKU YIIAKOBOK
JIEKapCTBEHHBIX MPENapaToB CPeICTBAMHM HICHTU(PHKAIMM HAa TaAMOKEHHOM CKJIaJe B COOTBETCTBUHU C
a03aneM BTOpbIM MyHKTa 4 Hactosuiero llonojkeHuss 1O TNpencTaBleHUs CBEIEHHM O JalbHEeHImmx
omnepalnusax ¢ TaKUMHU JIEKapCTBEHHBIMM IpenapaTamMM MpPEJCTaBISIOT B CHCTEMY MOHHUTOPUHTA C
UCIOJb30BAHUEM YCTPONCTBA PETUCTPAlMM SMUCCHHM CBEACHUS, IPEIyCMOTPEHHblE MYHKTOM 3
npwiokeHus N 3 k Hacrosemy [lonoxenuto.

(8 pen. IlocranoBnenuii [IpaBurensctea PO ot 30.08.2019 N 1118, ot 21.07.2020 N 1079)
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[Ipy MapKUpOBKE YIAKOBOK JIEKAPCTBEHHBIX IIPENapaToB CPEICTBAMH WICHTU(UKAIMK Ha
TaMOXXEHHOM CKJIaJIe¢ B COOTBETCTBUH C a03aneM BTOpHIM IMyHKTa 4 Hacrtosimiero llomoskeHus: cyObeKT
oOpamieHus JeKapCTBEHHBIX CPEACTB, SBISAIOMIMKCS JAepKaTelleM MM BJaJEeNIbLEM pPErucTPaliOHHOTO
YAOCTOBEPEHHUS], WU IIPEACTABUTENBCTBO MHOCTPAHHOW OpraHu3auuu Ha teppuropun PO, ssisromeiics
JiepXKaTesieM WM BJIAJENbLEM PErucTPallMOHHOTO YIOCTOBEPEHMS, J0 IPEICTaBICHUSI CBEICHUM,
MIPEyCMOTPEHHBIX a03alleM MEpBbIM HACTOSLIETO IYHKTA, NPEJACTABISAIOT B CHUCTEMY MOHUTOPHHIA
CBeZIeHUs, TpeaycMoTpeHHble TyHKTOM 3(1) mpuioskenust N 3 k Hactosiemy [lonoxenuto.

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

37. Ilpu BBO3€ JieKapCTBEHHBIX MpemnapatoB B P® nomyckaercss mpencTaBleHUE CBEACHHN B
CHUCTEMY MOHHMTOPHUHIa CYOBEKTOM OOpallleHUs JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTBISIOUIUM OTTPY3KY
JIEKapCTBEHHBIX MpenapaToB B PD (manee — mpsMoil MOPSAOK MpPENCTaBICHUs] CBEJICHHUM INpPH BBO3E
JEKapCTBEHHbIX ImpernapatoB B P®), win cyObekroM oOpamieHusi JeKapCTBEHHBIX CPEJCTB,
OCYILIECTBJISIOUIUM BBO3 JIEKApPCTBEHHBIX NpenapatoB B PO (manee — oOpaTHbIN NOPAIOK IPEICTaBICHUS
CBEJCHMI NpU BBO3€ JIEKAPCTBEHHBIX IpenaparoB B P®), 3a HCKIIOYEHHEM CiIydas MapKHUpPOBKH
YIaKOBOK JIEKAPCTBEHHBIX IMpPENapaToB CPEACTBAMU HACHTU(UKAIMM Ha TaMOXXEHHOM CKJIaZie B
COOTBETCTBUU C a03alieM BTOPbIM IMyHKTa 4 HacTosiero [lonoxenus.

Pemenne o BBIOOpE TPSAMOTO TOpSIIKA TPEICTABICHUS CBEACHUN TPH BBO3€ JIEKAPCTBEHHBIX
npenapatoB B P® mubo oOpaTHOTO mMOpsaKa TPEACTaBICHUS CBEICHWUW NPU BBO3E JICKAPCTBEHHBIX
npenapatoB B PO npunumaercs cyObekramMu oOpamieHust JeKapCTBEHHBIX CPEICTB, MPEICTABISIOMIMMHI
TaKHle CBEJICHUS, CAMOCTOSATEIBHO.

B cnywsae BbIOOpa mpsAMOro mopsaka MNpeACTaBIECHUS CBEACHUNW NpPU BBO3E JIEKAPCTBEHHBIX
npernapatoB B PD cyObekT oOpalieHus JIEKapCTBEHHBIX CPEACTB, SIBISIOMIUNCA JepiKaTeleM WIH
BIIAJIETIBIIEM PETUCTPALIMOHHOTO YIOCTOBEPEHUS, MU MPEACTABUTEIHCTBO HHOCTPAHHON OpraHU3alii Ha
tepputopun P®, sBnsromieiics nepxaTelieM WM BIAJENbLIEM PErHCTPAllMOHHOTO YIOCTOBEPEHHUS, B
TeueHne 45 pabouymx JHEH ¢ JaThl OTIPY3KH JICKAPCTBEHHBIX mpermapatoB B P® 1o mocraBku
JIEKapCTBEHHBIX IPENapaToB B MECTO NpUObITUS Ha Tepputopun PD u mpencraBieHus CBEOCHUH O
JalbHEHIINX ONepalysX C TaKUMH JIEKAPCTBEHHBIMU TMpernaparaMyd IMPEJCTAaBISAIOT B CUCTEMY
MOHHUTOPHHIA CBEACHHUS, MIPETyCMOTPEHHbIE MYHKTOM 4 mpuiioxkeHust N 3 k HacTosmemy [lonoxenuro.

[Ipu 3TOM CyOBEKT OOpalieHus IEeKapCTBEHHBIX CPEICTB, OCYIIECTBIISIOMIUNA BBO3 JIEKAPCTBEHHBIX
npenapatoB B PD, B Teuenue 5 pabouux AHEW ¢ AaThl JOCTAaBKU JIEKAPCTBEHHBIX IMPEMapaToB B MECTO
npuObITHS Ha Tepputopuu PD u peructpanuu B cucTeMe€ MOHUTOPHHra CBeleHUN 00 OTrpyske
JIEKapCTBEHHBIX MpenapaToB B PD no mpencrtaBieHus CBEACHHUN O JAIbHEUIINX ONEpalusaX C TaKUMH
JIEKapCTBEHHBIMU TIpenapaTaMyd MOATBEPHKIAET TOCTOBEPHOCTh CBEICHMI, COJEPKAIIMXCS B CHCTEME
MOHHUTOPHHIA, ITyTeM IPEICTABICHUS CBEICHUI B CUCTEMY MOHUTOPHHTA, IPETYCMOTPEHHBIX TyHKTOM 7
npuioxkenust N 3 k Hacrosimemy [lonoxenuto.

B cnyuae BbIOOpa 0OpaTHOro MOpsiAKAa MPEACTABICHUS CBEAEHUI IMpH BBO3E JIEKApCTBEHHBIX
npernapatoB B P® cyObekT oOpalieHus JeKapCTBEHHBIX CpEACTB, OCYLIECTBISIOMIUNA  BBO3
JIeKapCTBEHHbIX MpenaparoB B PP, B TeueHue 5 paboumx AHEH C AaThl JTOCTABKM JIEKApPCTBEHHBIX
IpernapaToB B MecTo NpUOBITHS Ha TeppuTopuu P® uiam naTel 3aBeplIeHMs arperupoBaHus (B cilydae
OCYIIECTBIICHHSI arperupoOBaHus JEKapCTBEHHBIX MPENapaToB MOCIE X JIOCTaBKU B MECTO NMPHUOBITHS Ha
tepputopun P®) no mnpeacraBieHus CBEJEHUH O MNPHUHATUU PELIEHHs TaMOXKEHHBIMH OpraHaMu o
BBIMYCKE JIEKAPCTBEHHBIX MPENapaToB s BHYTPEHHEro MOTPeOJeHUs MpPEJCTaBIseT B CHUCTEMY
MOHHUTOPHHIA CBEACHHUS, IPELYCMOTPEHHbIE MYHKTOM 5 npuiioxkeHus N 3 k HacTosAmemy [lonoxenuro.

HpI/I 9TOM Cy6’LCKT 06pameH1/151 JICKAPCTBCHHLIX CPCACTB, SIBIISIOIIMICS ACPIKATCIIEM UJIN
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BJIAJIENIBIIEM PETHUCTPALIMOHHOIO YIOCTOBEPEHUS, WIH IIPEICTABUTEILCTBO HHOCTPAHHOW OPraHU3aluy Ha
teppuropun P®, sBisromienicsa aepKaTeleM WIM BIAACIbLEM PETHCTPALMOHHOIO YIOCTOBEPECHHMS, B
TedeHHe S5 pabouyMx JHEW C JaThl PErucTpaluyd B CHCTEME MOHUTOPHHIA CBEICHUH O BBO3E
JIEKapCTBEHHBIX IpernaparoB B PO 1o mpeacTaBiieHHs] CBEICHHM O JAJbHEUIIMX OINEpalMsIX C TAKUMH
JIEKAPCTBEHHBIMM IIpemnapaTaMy IOATBEPKIAIOT JTOCTOBEPHOCTh CBEICHUM, COIEPKAILUXCS B CHUCTEME
MOHUTOPHHIA, ITyTEM IIPEACTABICHUS CBECHUN B CHCTEMY MOHUTOPHUHIA, IPEAYCMOTPEHHBIX ITYHKTOM 7
npuioxxeHus N 3 k Hacrosiemy [lonoxenuto.

Jo 1 wmrons 2021 r. moATBEp)KIEHHE AOCTOBEPHOCTU CBEACHUM, INPEACTABISEMBIX B CUCTEMY
MOHHUTOPHHIA IIPU BBO3€ JIEKAPCTBEHHBIX NpenapatoB B P, BnpaBe oCyIIeCTBIATh CYyObEKT 00pallieHus
JIEKAPCTBEHHBIX  CPEICTB,  SABJLIIOLNIMMCSA  JEp)KaTelleM WM  BIAJCIBLIEM  PETUCTPALMOHHOIO
YAOCTOBEPEHHUS], HIIN MTPEACTABUTEILCTBOM HHOCTPAHHOM OpraHu3aiuu Ha Tepputopun PO, spisromeiics
JiepKaTesieM WU BJIa/eibleM PErUCTPALlMOHHOTO yJIOCTOBEPEHUS, B COOTBETCTBUU C a03alleM IIECThIM
HACTOSIIEr0 IyHKTAa WM ONEpaTop CHCTEMbl MOHMTOpPUHIA IIyTEM IPOBEPKM HAJIUYUSA B CHUCTEME
MOHHUTOPHHIa 3apPETUCTPUPOBAHHOTO HJAECHTU(UKATOpAa CyObeKTa OOpalieHHs JIEKapCTBEHHBIX CPEJACTB,
SBJSIFOLIErOCS.  JIep KaTesieM  WIM  BJIAQJAENbLEM  PErUCTPALMOHHOTO  yIOCTOBEPEHUS,  WIH
MPEACTABUTENBCTBA MWHOCTPAHHOW OpraHW3alid Ha TeppuTopun PO, sgBisromencs aepxkKaTeneM WIH
BIIAJIETIBLIEM PETUCTPALIMOHHOTO YAOCTOBEPEHHUS, @ TAaKXK€ 3aperMCTPUPOBAHHOTO KOJAa MJIEHTU(UKALUN
WIM KoJa UACHTU(UKAIMM TPETHUYHOM (TPaHCIOPTHOM) YIaKOBKM JIEKApCTBEHHOIO IIpenapara, B
KOTOpPOIl HaXOJWUTCS ITOT JIEKApCTBEHHBIN mpemnapar (B ciiydyae Hepefayd TPETHYHOM (TpaHCHOPTHOM)
YIaKOBKU JIEKaPCTBEHHOTO Mpemnapara ueaukom). [1o pesynbratam Takoil mpoBEpKH ONEpaTop CUCTEMBI
MOHHUTOpPUHIA C MCHOJIb30BaHUEM (DYHKIMOHAJAA CUCTEMbl MOHMTOpPUHIA OTIPABISIET CYOBEKTY
oOpaleHns JIEKapCTBEHHBIX CPECTB, paHEe OCYIIECTBUBLIEMY IIPEJCTABICHUE B CUCTEMY MOHUTOPHUHIA
CBEICHHH O MpEAbIAYIIEH ONEpaluy € JEKapCTBEHHBIM INPENapaTroM, YBEJOMIIEHHE O INPEACTaBICHUU
CBE/ICHUI B COOTBETCTBUHU C a03alleM ISATHIM HACTOSILErO MMyHKTA ¢ YKa3aHUEM CBEACHUH, IPOBEPEHHBIX
OIEPaTOPOM CUCTEMBI MOHUTOPHHTA.

(a63arn BBeieH [locranoBnenueM I[paBurensctea PO ot 02.11.2020 N 1779)

[Ipy MapkupoBKe YHNAaKOBOK JIEKAPCTBEHHBIX NIPENapaToB CpeACTBAMH HACHTU(UKALUU Ha
TaMO>KEHHOM CKJIaJile B COOTBETCTBUHU C ab3aineM BTOpPbIM IyHKTa 4 Hactosmero [lojgoxenus cyObekT
oOpallleHUsl JIEKapCTBEHHBIX CPEJACTB, SIBISIIOIIMICS JEp)KaTeieM WU BIAJEIbIEM PETUCTPALMOHHOTO
YIOCTOBEPEHUS, WM MPEJICTABUTEIBCTBO MHOCTPAHHOM opranusanuu Ha teppuropun PO, senstomeiics
JiepKaTesieM WU BIAJENIblIeM PEeruCcTPalMOHHOTO YIOCTOBEpEHUS, B TeueHUE 5 pabouux AHEH C JaThl
3aBepUICHUS] MapKUPOBKH YIIAKOBOK JIEKAPCTBEHHBIX IIPENapaToB CpPEACTBAMU HJICHTU(GUKAIUU Ha
TaMO>KEHHOM  CKJIaJie¢ JI0 TPEACTaBICHUS CBEACHUH O JalbHEHIIMX ONepalusX C TaKUMH
JIEKapCTBEHHBIMU TpenaparaMy MPeACTaBIAIOT B CUCTEMY MOHUTOPUHIA CBEACHUSA, MPEIyCMOTPEHHBIE
nyHkToM 4 npunoxenus N 3 k Hactosuiemy [lonoxkenuto.

IIpu 3TOM CyOBEKT OOpalleHus JIEKAPCTBEHHBIX CPEICTB, OCYILECTBUBIIHUN BBO3 JIEKAPCTBEHHBIX
npenaparoB B P®, B TeueHue 5 pabounx JHEH ¢ AaThl perUCTpalluy B CUCTEME MOHUTOPUHIA CBEJCHUH,
MPEJyCMOTPEHHBIX ab3a1eM BOChbMBIM HACTOSIEro MyHKTA, A0 MPEICTABICHUS CBEJICHUN O JadbHEUIINX
omepausAx C TAKUMHU JIEKapCTBEHHBIMM IIpenapaTaMy IOATBEP)KIAET JOCTOBEPHOCTb CBEACHUM,
COJZIEp/KalUXCsl B CUCTEME MOHUTOPHUHIA, IyTEM IPEICTABICHUS CBEJIEHUI B CUCTEMY MOHUTOPHUHIA,
IIPENyCMOTPEHHBIX MYHKTOM 7 mpusnoxeHus N 3 k HacTosAwmemy [lonoxenuro.

(8B pen. IlocranoBnenus IlpaButensctea PO ot 02.11.2020 N 1779)

Jo 1 wmrons 2021 r. npu MapKUpOBKE YINAKOBOK JIEKAPCTBEHHBIX IIPENApaToOB CPEACTBAMM
UACHTU(HUKAIIMM HAa TaMOXXEHHOM CKJIaJie B COOTBETCTBMM C ab3aleM BTOpPBIM INyHKTa 4 HaCTOSIIEro
[TonoxeHust mpeaCcTaBiIeHUE B CUCTEMY MOHHTOPUHIA CBEJICHHH B COOTBETCTBHM C a03alleM BOCHMBIM
HACTOSIIIETO IyHKTa BIpPaBe OCYIIECTBIATH CYOBEKT OOpalleHus JIeKapCTBEHHBIX CPEJNCTB,
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OCYILIECTBUBILINK BBO3 JIEKAPCTBEHHBIX NpenaparoB B P, n noaTBepKAeHNE UX JOCTOBEPHOCTH BIIpaBe
OCYILECTBJIATh ONEPATOP CUCTEMbl MOHUTOPUHIA IyTEM MPOBEPKH HAIWYUS B CHUCTEME MOHUTOPHUHIA
3aperUCTPUPOBAHHOTO UACHTU(UKATOPA CyOBEKTa OOpalleHus JeKapCTBEHHBIX CPEICTB, SBIISIOIIETOCS
JepXKaTesieM WU BIQJAEIbLEM  PETUCTPALIMOHHOIO  YAOCTOBEPEHHS, WIM HPEICTaBUTEIIbCTBA
MHOCTPaHHOW opraHu3anuu Ha Teppuropun PO, sBismoomencs aep)kareneM WM - BIAJEIbLEM
PErUCTPAIIMOHHOIO YIOCTOBEPEHUs, a TaKXKe 3aperUCTPUPOBAHHOTO KOJA HAECHTU(UKALNUKA WIH KOJAA
UACHTU(DUKAIIMA TPETUYHON (TPAaHCHOPTHOH) YMAKOBKM JICKAPCTBEHHOTO TIIpemapara, B KOTOPOM
HAXOJUTCSI ATOT JIEKAPCTBEHHBIN Mpernapar (B cilyyae MepeAayd TPETHUUHOM (TpaHCHIOPTHOM) yHakOBKH
JIEKapCTBEHHOI0 Ipenapara neaukoMm). Ilo pesynbraraM Takod HPOBEPKU OIEpPaTop CHUCTEMBI
MOHHUTOPHHIAa C HCIOJIb30BaHMEM (YHKIMOHAA CHCTEMbl MOHUTOPUHIA OTHPABISET CYOBEKTY
oOpallleHUs JIEKAPCTBEHHBIX CPEJICTB, paHEE OCYIIECTBUBIIEMY MIPE/ICTABICHHE B CUCTEMY MOHUTOPHHTA
CBEJCHMI O Mpenplayllel ONepaluu ¢ JEKapCTBEHHBIM IMpEnaparoM, YBEJOMJIEHHE O TpeACTaBICHUU
CBEICHUI C yKa3aHUEM CBEACHUN, IPOBEPEHHBIX ONEPATOPOM CUCTEMbI MOHUTOPHHTA.

(a63arn BBesieH [locranoBnenuem [paBurensctBa PO o1 02.11.2020 N 1779)

[Tonoxenust ab3aneB ceAbMOTO0 U JECSITOrO HACTOAILIEr0 IyHKTAa HE PacHpoCTpaHsIOTCS Ha
JICKapCTBCHHBIC TIperaparhl, TpeAHa3HAYCHHbIC JUIsI OOCCIeueHUs JIMI, OOJBHBIX T'eMO(HIHEH,
MYKOBHCITHI030M, U0 GrU3apHbIM HaHU3MOM, 00JIe3HBIO Tome, 3JI0KAY€CTBCHHBIMHU
HOBOOOPAa30BaHUSAMHU JTUM(OUTHOM, KPOBETBOPHOH M POJICTBEHHBIX UM TKaHEH, PACCETHHBIM CKIICPO30M,
TeMOJIUTHKO-YPEMUYSCKUM  CHHJIPOMOM,  FOHOIIECKHMM  apTPUTOM C  CHCTEMHBIM  HAdYajoM,
Mmykonosmcaxapuo3oMm I, II u VI Tumnos, annactuyeckoil aHeMueld HEYTOYHEHHOW, HACIEJICTBEHHBIM
nepunurom ¢daktopoB Il (pubpunorena), VII (mabunmpnoro), X (Crroapta-Ilpayspa), num mocnie
TpaHCIJIAaHTAI[UX OPTAaHOB U (WJIN) TKaHEH.

(a63arn BBeieH [locranoBnenuem I[paBurensctea PO ot 02.11.2020 N 1779)

[Ipu coBepiIeHMH TaMOXKEHHBIX OMEpaluil MpU TaMOKEHHOM JEKIapUPOBAHUU M TMOMEUICHUH
JIEKapCTBEHHBIX MPEnapaToB IOJ TaMOXKEHHYIO MPOLEAYpY BBIMYCKa IJii BHYTPEHHETO MOTPEOICHUS
TaMO>KEHHBIN OpraH:

3ampamuBaeT B CHCTEME MOHUTOPHHra CBEICHHMS O KOJe UACHTU(DUKAIMKU WU  KOJe
UICHTU(PUKAIIMN TPETUYHON (TPAHCHOPTHOM) YIAKOBKM JIEKAPCTBEHHOIO IIpernapara, B KOTOPOM
HAXOJUTCSI TAaKOW JIEKAPCTBEHHBIM MpemapaT (B ciiyyae BBO3a TPETUYHOW (TPAaHCHOPTHOM) YMaKOBKH
JIEKapCTBEHHOI'O IIperapaTa ILEeTUKOM), Uil OCYILECTBICHUS CBEPKHM C JaHHBIMM, YyKa3aHHbIMHU B
TaMO>KeHHOH JIeKJIapalliy Ha JIEKapCTBEHHBIH Mpenapar;

no 1 ¢espans 2021 r. B ciyyae HemocTyruieHHsS B EQMHYI0 aBTOMAaTH3HPOBAHHYIO CHCTEMY
TaMOKEHHBIX OPraHOB 3allpallliBAaeMbIX B CUCTEME MOHUTOPHMHIA CBEICHUN O KOJAE UACHTU(UKALUH WU
KO MICHTU(UKALUN TPETUYHON (TPaHCIOPTHOM) YHNAaKOBKM JIEKApCTBEHHOIO Ipernapara, B KOTOpPOH
HaXOJUTCsl TAaKOM JeKapCTBEHHbIM mnpenapar (B ciydyae BBO3a TPETUYHOM (TPaHCHOPTHOW) YMAaKOBKHU
JIEKapCTBEHHOI'0 Iperapara LEIUKOM), B Te4eHUe 2 4acoB paboyero BpeMEHU TaMOXXEHHOTO opraHa ¢
MOMEHTa HaIpaBJIeHUs COOTBETCTBYIOIIETO 3aIllpoca, CBEPKa C JaHHBIMH, YKa3aHHBIMU B TaMO>KEHHOMH
JIeKJIapallii Ha JIEKapCTBEHHBIM npenapat, He mpou3BoguTcs. [Ipu 3TOM OTCYTCTBHE TaKOM CBEPKH He
SBIISICTCS MPETATCTBUEM JJIs BBITYCKa JJIs1 BHYTPEHHET0 NMOTpeOIeHNs JeKapCTBEHHBIX MpenapaTos;
(a63ar BBeneH [locranosnenuem [pasurensctBa PO ot 02.11.2020 N 1779)

nepegacr B CHCTCMY MOHHUTOPHUHIA JAaHHBIC O BBITYCKEC I BHYTPCHHCTO HOTpe6HeHI/I$I
JICKApCTBCHHBIX MPCIIapaTOB.

HpI/I BHECEHUH H3MEHEHUM B CBCACHMUS, YKA3aHHBIC B TaMO>KE€HHOMH ACKJIapalliu Ha HCKapCTBCHHLIﬁ
npemnapar, B TCUCHUC 5 pa60‘-II/IX JHEH IMOoCJIe BHECEHMS HM3MEHEHHH B TaMOKCHHYIO JCKIIapallU0 Ha
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JIEKapCTBEHHBIN IpernapaTr TaMO>KEHHBIM OpraH nepeaaeT B CUCTEMY MOHUTOPUHIA CKOPPEKTHPOBAHHBIE
JAHHBIE O JICKapCTBEHHOM IIpenapare.

[Ipu nepenaye npaB cOOCTBEHHOCTH B 30HE TAMOXXEHHOI'O KOHTPOJISI HA JIEKapCTBEHHBIE Npenaparhl,
MIOMEIICHHBIE 110/ TAMOXKEHHYIO IIPOIEIyPY TAMOKEHHOTO CKJIaja, CYOBEKT 0OpaIieHus JIeKapCTBEHHBIX
CPEICTB, OCYIIECTBIIAIOIINN BBO3 JIEKAPCTBEHHBIX IIpernapaTtoB B PD, B TeueHue 5 pabouux JHEN ¢ JaTbl
oopmiieHHsI COOTBETCTBYIOIIMX JOKYMEHTOB O Iepefade IpaBa COOCTBEHHOCTH Ha JIEKAPCTBEHHBIE
rpenaparsl 0 IPEACTABICHUs CBEACHUM O JAIbHEHIIMX OIEpalusax € JIEKapCTBEHHBIMU IperaparaMu
IIPEJICTABIISIET B CUCTEMY MOHHUTOPHUHIA CBEAEHUS, MPEAYCMOTPEHHBIE MMyHKTOM 6 mnpumiioxkeHus N 3 k
Hacrosuiemy [lonoxenuto.

ITpu 3TOM CyOBEKT OOpalleHus JIEKapCTBEHHBIX CPEICTB, KOTOPOMY OCYILIECTBIIEHA Nepeaada npas
cOOCTBEHHOCTH Ha JIEKAPCTBEHHBIN Mpenapar, MOMEIEHHBIH M0/1 TAMOKEHHYIO MPOLIETypy TaMOKEHHOTO
CKJIaJa, B TeueHue 5 pabouux aHEH ¢ naThl 0(OPMIIEHHS COOTBETCTBYIOUIMX JOKYMEHTOB O Ieperade
IpaBa COOCTBEHHOCTH Ha JIEKAPCTBEHHBIN MpenapaT U perucTpalmuy B CHCTEME MOHUTOPUHIA CBEIEHUH O
MEPEAAHHBIX JIEKAPCTBEHHBIX MpernapaTax IO IPEACTABICHUS CBEACHUM O JaJbHEHIIMX ONEpaLUsIX C
JIEKAPCTBEHHBIMM TpENapaTaMy IMOATBEPKIAET JTOCTOBEPHOCTh CBEIACHUM, COIEPIKAIIUXCS B CHUCTEME
MOHHUTOPHHIA, O IPUHUMAEMBIX JIEKAPCTBEHHBIX IIpenapaTax NyTeM IPEeACTABICHNS CBEICHUN B CUCTEMY
MOHHUTOPHHIA, TPELYCMOTPEHHBIX MYHKTOM 7 nipwiioxkenus N 3 k HacTosmemy [lonoxenunro.

[Ipn mnepeMemieHnn JEKAPCTBEHHBIX TIPEMapaToB MEXAy 30HAMH TaMOXXEHHOTO KOHTPOJI,
OCYIIIECTBJISIEMOM TIOCJIE TPUOBITHS JIEKAPCTBEHHBIX IPEMapaToB B MECTO JOCTAaBKH, OMNPEICICHHOE
cyOBbeKTOM OOpallleHus JeKapCTBEHHBIX CPEACTB, OCYIIECTBIISIONIMM BBO3 JIEKapPCTBEHHBIX MPENapaToB B
P®, B MexayHapoJHBIX TOBAPHO-TPAHCIOPTHBIX TOKYMEHTax, CyOBEKT OOpalieHHs! JeKapCTBEHHBIX
CPEICTB, OCYIIECTBISIOMMA BBO3 JIEKAPCTBEHHBIX TmpemnapatoB B P®d, wmm cyOwbekt oOpamieHus
JIEKapCTBEHHBIX CPEJCTB, KOTOPOMY OCYIIECTBJIEHA Nepeaada MpaB COOCTBEHHOCTH Ha JIEKapCTBEHHBIH
npernapar, IOMEIICHHBIH M0 TAMOXKEHHYIO MPOLEeNypy TaMOXKEHHOTO CKJIa/ia, B TeUeHHe 5 pabouux aHen
C JIaThl TAaKOTO MEpeMeIeHUs 0 MPEACTABICHUS CBECHHUH O NalbHEHIINX onepanusx ¢ JIeKapCTBEHHbIM
[pernapaToM MPEJCTaBIIeT B CHCTEMY MOHHUTOPUHTA CBEACHHUSA, MPEAYCMOTPEHHbIE IYHKTOM &
npusioxkenust N 3 k Hacrosmemy [lonoxenuto.

CyObekT oOpamieHuss JIEKapCTBEHHBIX CPEICTB, OCYIIECTBISIONMIMA BBO3  JICKAPCTBEHHBIX
npenapatoB B P®, winum cyObeKT O0OpalleHus JIEKapCTBEHHBIX CPEACTB, KOTOPOMY OCYIIECTBIICHA
repeaada mpaB COOCTBEHHOCTH Ha JIGKQPCTBEHHBIC IIPEraparhbl, IMOMEIICHHBIC I0J] TaMOXXEHHYIO
Mpoueaypy TaMOXXEHHOro CKjIaja, B TedeHwe S5 paboumx [HEH ¢ JaTbl pElIeHUs O BBIYCKE
JIEKapCTBEHHBIX MPENapaToB JJisi BHYTPEHHEr0 MOTPeOIeHUs, TPUHATOTO TaMOKEHHBIMH OpraHaMH, 0
MPEJICTaBJICHUS CBEJCHUM O JAaJbHEUIINX ONepalusix C JEKAapCTBEHHBIMU MpernapaTaMy MPEICTABIISET B
CUCTEMY MOHHUTOPHUHIA CBEACHMS, NMPEAYCMOTPEHHbIE NMYHKTOM 9 mnpuioxeHus N 3 K HacrosAumemy
ITonoxenuto.

HpI/I NEepeMCIICHHUN JICKAPCTBCHHBIX MPCMIAPATOB N3 30HBI TAMOXCHHOI'O KOHTPOJIA Cy'6’beI(T
O6paH_[eHI/ISI JICKApCTBCHHBIX CpPCICTB, OCYI_I_IGCTBJ'ISIIOH_[I/II\/'I BBO3 JICKAPCTBCHHLIX IPCIAPATOB B PCD, U1
CY6’LCKT O6paH_IeHI/IH JICKAPCTBCHHLIX CPEACTB, KOTOPOMY OCYHICCTBJICHA II€pEaava IpaB COOCTBEHHOCTH
Ha JICKApCTBCHHLBIC IIPCIapaThbl, IMOMCIICHHBIC TTOA TAMOXCHHYIO NPOHCAYPY TAMOKCHHOI'O CKJIaZia, B
TEUeHHUeE S5 pa60‘-II/IX JHEH C JaThl IMMPUEMKHU JICKAPCTBCHHBIX MPCIIapaTOB HA q)apMaI_IeBTI/I‘IeCKI/Iﬁ CKJIaa "1
3aBCPUICHUA TaMOXEHHOU nmpoucayphbl BBIITYCKAa TOBapa MJIsI BHYTPCHHCTO HOTpe6J'ICHI/I}I (I/IJ'II/I C JaThbl
peuicHrud O BBIITYCKC JICKAPCTBCHHBIX TMIPCHAapaToB dJid BHYTPCHHCTO HOTpC6J'ICHI/I}I, IIPUHATOTO
TaAMOXCHHBIMHU  OpraHamMu, HOpd MNOPHUMCHCHUU MTPOUCAYpPbl YCIOBHOI'O BBIITYCKa TOBapOB) a0
MNpEACTaBJIICHUA CBEJICHUM O JalbHEHIINX onepanuriax € JICKAapCTBCHHBIMU IIPCIIapaTaMi MPCACTABIIACT B
CUCTCMY MOHHUTOpPHUHI'a CBCACHUA, NPCAYCMOTPCHHBIC ITYHKTOM 10 MMPUIIOKCHUSA N 3 k HaCTOALICMY
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ITonoxenuto.
(n. 37 B pen. Ilocranosnenus [Ipasutenscta PO ot 21.07.2020 N 1079)

37(1). Ilpu ocymiecTBIEHHH BBOJAa B TPAXKIAHCKHI OOOpPOT JIEKAPCTBEHHBIX IPENapaTos,
BBe3eHHBIX B PD (3a MCK/IIOUEHHEM JIEKaPCTBEHHBIX MIPENapaToB, BBOZUMBIX C TEPPUTOPUU TOCYIAPCTB —
yiieHOB EBpasmiickoro SKOHOMHYECKOTO COI03a), CyOBEKT oOpalleHHusl JIEKapCTBEHHBIX CPEJCTB,
OCYIIECTBISIONINI BBO3 JIGKAPCTBEHHBIX IpenapaToB B PD, B Teuenune 5 pabounx aHEH ¢ AaThl IPUEMKH
JIEKapCTBEHHBIX IIPENapaToB Ha (hapMaleBTHUECKUH CKIIa U mpeacTaBieHus B OenepanbHyro cayx0y mo
HaJ30py B cdepe 3ApaBOOXpaHECHHS TOKYMEHTOB M CBEICHUM, TPETYCMOTPEHHBIX YacThio 2 ctaTtbhu 52.1
@enepanpbHoro 3akoHa "OO oOpallleHHMH JIEKapCTBEHHBIX CPENCTB", O JIEKapCTBEHHBIX Ipenaparax,
BBOJMMBIX B T'PaXJaHCKUN 000pPOT, WM MOJTY4YEHUs pa3pelieHus, IpeIyCMOTPEHHOIO 4acThl0 7 CTaThbu
52.1 ®epepanbHoro 3akoHa "OO oOpallleHuu JIeKapCTBEHHBIX cpeAcTB" (B ciiyyae BBo3a B PO
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX IpEenapaToB), O MPEACTaBICHHUS CBEIECHUN O JNalbHEUIINX
omnepanusix ¢ TAKMMHM JIEKApCTBEHHBIMH IIpernapaTaMy MpeJICTaBIsieT B CUCTEMY MOHUTOPHHIA CBEIECHUS,
npenycMoTpeHHble TyHKToM 13 npunoxenus N 3 k Hacrosemy [lonoxenuto.

(. 37(1) BBenen [locranonenuem IpaBurensctBa PO ot 21.07.2020 N 1079)

38. Ilpm BBO3€e JIeKapCTBEHHBIX mpenapatoB B P® wu3 rocygapcTtB — uieHOB EBpasuiickoro
HSKOHOMMYECKOTO COI03a JIOMYCKAeTCsl MPEICTaBIECHUE CBEICHHM B CHCTEMY MOHUTOPUHTA CYOBEKTOM
oOpallleHHsl JIeKapCTBEHHBIX CPEJCTB, OCYLIECTBISIONIMM OTIPY3KYy JIEKapCTBEHHBIX NpenaparoB B PO
(manee — mpsIMOM MOPSIIOK MPEACTABIECHUSI CBEIEHUI MpHU BBO3€ JIEKAPCTBEHHBIX IpernaparoB B PO u3
rocyiapcts — WieHOB EBpa3suiickoro 5KOHOMHYECKOIO COI03a), WM CYOBEKTOM OOpalieHus
JIEKaPCTBEHHBIX CPEJICTB, OCYLIECTBIISIIOMIMM IMPUEMKY Ha (apMalleBTUYECKUHN CKIIaJ] JIEKapCTBEHHBIX
npenapatoB Ha tepputopun P® (mamee — oOpaTHBIM TOPSIOK MPEACTABICHUS CBEICHUW TIPU BBO3E
JIEKapCTBEHHBIX MpemapaTtoB B PO u3 rocynapcTB — wieHOB EBpa3uiickoro "JKOHOMHUYECKOTO COI03a).

Pemenune o BbeiOOpe HpsIMOTO MOpsAIKAa MPEICTABICHUS CBEIEHUN NpU BBO3E JIEKAPCTBEHHBIX
npenapatoB B P® u3 rocymapctB — uwieHoB EBpa3miickOro 3KOHOMHYECKOTO COr03a JMO0 0OpaTHOro
MOpsIJIKAa TPEACTABICHUS CBEACHUN IPU BBO3€ JIEKAPCTBEHHBIX mpernapatoB B P® u3 rocymapctB —
yyieHOB EBpa3uiickoro SKOHOMHYECKOTO COI03a MPUHUMAETCsl CyObeKTaMu OOpalieHHs JeKapCTBEHHBIX
CPEICTB, MPEACTABIAIONIMMU TaKUE CBEACHHUS, CAMOCTOSITENILHO.

B ciyuae BbIOOpa mpsAMOro mnopsaka HpPEICTAaBICHHMsS CBEAECHUN IIpU BBO3€ JIEKApPCTBEHHBIX
npemnapatoB B PO u3 rocynapct — wieHOB EBpazuiickoro 53KOHOMHYECKOIO CO03a CYOBEKT oOpalleHus
JIEKapCTBEHHBIX  CPEICTB, SBJLIIOIIMICS — J€p)KaTeleM  WIM  BIAACIbLUEM  PErMCTPALMOHHOIO
YIOCTOBEPEHUS, UM IPEICTABUTEIBCTBO MHOCTPAHHOW OpraHu3aluyu Ha tepputopun P®D, sBistomieiics
Jiep>KaTesieM MM BJaJlesIbLieM PEerucTPallMOHHOTO yJOCTOBEpEHMs, B TeueHHe 5 pabouux JHEH ¢ JaThl
OTIPY3KH JIEKApCTBEHHBIX npenaparoB B PD u3 rocynapcts — wieHOB EBpa3suiicKOro 3KOHOMUYECKOTO
CO03a JI0 IPEJICTABJICHNs CBEICHUH O JAJIbHENIINX ONEpalMsIX ¢ TAKUMHU JIEKAPCTBEHHBIMHU IIpenapaTaMu
IIPEJICTABIISIIOT B CUCTEMY MOHMTOPHMHIA CBEJIECHUS, IIPELyCMOTPEHHbIE MyHKTOM 11 mpunoxenus N 3 k
Hacrosuemy [lonoxenuro.

IIpu 3TOM CyOBEKT OOpalleHusi JIEKapCTBEHHBIX CPEJCTB, OCYILIECTBIISIOUIMI MPHEMKY Ha
(bapMareBTHUECKHI CKJIa/l JIEKapCTBEHHBIX MpenapaToB Ha Tepputopun PD, B Teuenue 5 pabouux aHel ¢
JaThl TPUEMKH JICKapCTBEHHBIX MpPENapaToB M PErucTpallid B CHCTEME MOHMTOPUHIA CBEAEHUH 00
OTrpy3Ke JEKapCTBEHHBIX IpenaparoB B PD u3 rocyaapcts — wieHOB EBpa3uiickoro 3KOHOMUYECKOIO
CO103a J10 IIPEJCTABIICHUs CBEACHUHN O NalbHEHIINX ONEPALUAX C TAKUMU JIEKAPCTBEHHBIMU IIpenapaTaMu
MOATBEPKIAET JOCTOBEPHOCTb CBEICHMM, COJAEpXKAIIMXCA B CUCTEME MOHHUTOPUHIA, IIyTeM
IIPE/ICTaBJICHNS CBEAECHUN B CUCTEMY MOHUTOPHHIA, IIPEIYCMOTPEHHBIX IyHKTOM 7 mpuioxeHus N 3 k
Hacrosuemy [lonoxenuro.
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B cinyuae BbIOOpa 0OpaTHOrO MOpsAKA MPEACTABICHUS CBEACHUH IMpPH BBO3E JICKAPCTBEHHBIX
npemapatoB B P® u3 rocygapcTB — wieHOB EBpazuiickoro 3KOHOMHUYECKOTO COr03a CYOBEKT 0OpalieHus
JICKApCTBEHHBIX CPEJCTB, OCYIIECTBISIOMUN NMPHEMKY Ha (apMalleBTUUECKHH CKJIaJ JICKapCTBEHHBIX
npenaparoB Ha tepputopun P® npu BBo3e B P® wu3 rocymapctB — wWieHOB EBpasuiickoro
SKOHOMMUYECKOTO COI03a, B TeueHue 5 pabouux AHEW C AaThl IPUEMKHU JIEKAPCTBEHHBIX IPENapaTroB J0
MIPEACTABJICHUS CBEICHUM O JAJIBHEMIIMX OINepauusaxXx C TAKUMU JIEKapCTBEHHBIMHU IIperaparaMu
IIPEJICTABIISIET B CUCTEMY MOHUTOPUHIA CBEACHUS, MIPENYCMOTPEHHbIE MyHKTOM 12 mpunoxenus N 3 k
Hacrosuemy [lonoxenuro.

IIpu »TOM CyOBEKT OOpalieHus] JIEKapCTBEHHBIX CPEJCTB, SIBISIONIMNCA Jep)KaTelieM WU
BJIAJIENIBIIEM PETHCTPALIMOHHOIO yIOCTOBEPEHUS, WIIH MPEICTABUTEIBCTBO HHOCTPAHHON OpPraHU3aluy Ha
Tepputopun P®, sBusromencs AepiarerneM WM BIAACIbLIEM PETHCTPALMOHHOTO YIOCTOBEPEHHMS, B
TedeHue 5 padouux JOHEH C JaThl PETrUCTpallMyd B CHUCTEME MOHUTOPMHIA CBEICHHM O IMpHEMKEe Ha
(apmalleBTHUECKUI CKJIaJ JIEKAPCTBEHHBIX IpernapaTroB Ha Tepputopun PD no npeacrapneHus cBeeHUM
0 JAIbHEHIIMX ONEpPalMsIX C TAaKMMH JIEKAPCTBEHHBIMM IIpenaparam IMOATBEPKAAOT JOCTOBEPHOCTh
CBEJICHUM, COJEPKAIIUXCS B CHCTEME MOHMTOPHHIA, IYTE€M NPEACTABICHUS CBEICHUW B CHCTEMY
MOHHUTOPHHIA, TPELYCMOTPEHHBIX MYHKTOM 7 npwiioxkenus N 3 k HacTosmemy [lonoxenunro.

Ho 1 wmrons 2021 r. moATBEpkKIAEHUWE ITOCTOBEPHOCTH CBEIICHHI, MPEACTABISEMBIX B CHUCTEMY
MOHHUTOPHMHIA TPU BBO3€ JICKAPCTBEHHBIX NpenaparoB B PP u3 rocynapcts — wieHOB EBpasuiickoro
SKOHOMHMYECKOTO CO03a, BIPaBE OCYIIECTBIATh CYOBEKT OOpalleHHsl JEeKapCTBEHHBIX CPENCTB,
SBISAIONIMUACS ~ JIepKaTeleM  WIW  BIAJEIbLUEM  PETUCTPALIMOHHOTO  YJIOCTOBEPEHMS,  WIH
MPEICTaBUTEILCTBOM HMHOCTPAHHOW OpraHu3alnud Ha Tepputopun PO, gBistomieicss nepxareneM WA
BIIQJIETIBIIEM PETUCTPALMOHHOTO YJOCTOBEPEHHS, B COOTBETCTBUM C a03alleM IIEeCThIM HACTOSIIEro
IYHKTa WJIA OIEepaTOp CUCTEMbl MOHHMTOPUHIA IIyT€M NPOBEPKH HAJIU4Ms B CUCTEME MOHUTOPHHIA
3aperucTpUPOBAHHOTO MIACHTU(PHUKATOpPa CyOBbEKTa OOpalleHusl JIEKApCTBEHHBIX CPENICTB, SBJISIOIIETOCS
Jep)KaTeaeM WIM  BIAACNIBLEM  PErUCTPALMOHHOTO  YAOCTOBEPEHMS, WIM IPEACTaBUTEIbCTBA
WHOCTPAHHOW oOpraHuszaiuu Ha Ttepputopun P®d, sBisIOmIECcs Aep)KaTtelieM WIW BJIAJCIbLEM
PETUCTPAIIIOHHOTO YIOCTOBEPEHHUs, a TaKXKe 3apEerUCTPUPOBAHHOIO KOJAa HUIACHTHU(PHUKAIUU WU KOJa
UICHTU(PUKAIMN TPETUYHON (TPaHCHOPTHOM) YMAaKOBKM JIEKAPCTBEHHOTO IIpernapata, B KOTOPOM
HAXOJUTCS ATOT JIEKAPCTBEHHBIN Mpernapar (B ciiyyae mepefayd TPEeTHUYHOM (TpaHCHOPTHOM) ymakOBKH
JIEKapCTBEHHOTro Impernapara uenukoMm). [lo pesynprataM Takoi NIPOBEPKH OINEPATOpP CHCTEMBI
MOHHUTOPHHIAa C HCIOJIb30BaHHEM (YHKIMOHANA CHCTEMbl MOHUTOpPUHIA OTHPABIsET CYOBEKTY
oOpallleHus JIEKApCTBEHHBIX CPENICTB, paHEE OCYIIECTBUBIIEMY MPEACTABICHHE B CUCTEMY MOHUTOPHHTA
CBEJICHUI O MpEeAbIAyIEeld ONepalud C JICKAPCTBEHHBIM MPENaparoM, YBEJOMIJIEHHE O MPEICTaBICHUU
CBEIICHMI B COOTBETCTBUH C a03alleM MSATHIM HACTOSIIETO IMyHKTA, C yKa3aHUEM CBEICHHM, MPOBEPEHHBIX
OIEPATOPOM CHUCTEMBI MOHUTOPHUHTA.

(a63arn BBesieH [loctanoBnenueM I[paBurensctea PD ot 02.11.2020 N 1779)

[Tonoxenust aG3ana ceAbMOI0 HACTOSALIETO0 IIyHKTa HE paclpOoCTPaHSIOTCS Ha JIEKapCTBEHHbIE
Ipernaparsl, MpeJHa3HaYeHHble Ul oOecredeHus JuL, OOJBHBIX TremMopuiInel, MyKOBHCIHIO30M,
runo¢u3apHeIM HaHW3MOM, OoJie3HbIO [ole, 370Ka4ecTBEHHBIMH HOBOOOPA30BaHUSAMM JIUM(OUTHOH,
KPOBETBOPHOM M PpOJICTBEHHBIX WM TKaHEH, paccesHHBIM CKJIEPO30M, T'€MOJIUTUKO-YPEMUUYECKUM
CHHJIPOMOM, FOHOILIECKUM apTPUTOM C CUCTEMHBIM HauyayioM, MykomnosucaxapugoszoM I, IT u VI tumnos,
armIacCTUYeCKOl aHeMHel HeyTOUHEHHOM, HacaeICTBeHHbIM aeguuutoM dakropos II (hubpunorena), VII
(mabunbHoTrO), X (Crioapra-Ilpayspa), n1ui| mocie TpaHCIUIAHTallMU OPTaHOB U (MJTH) TKaHEH.

(a63an BBeneH [locranoBnenuem [IpaButensctBa PO ot 02.11.2020 N 1779)
(. 38 B pen. IloctanoBnenus [IpaButenscrea PO ot 21.07.2020 N 1079)

38(1). Ilpm ocymiecTBIeHMH BBOJa B TPaXKTAHCKUA OO0OPOT JIEKapCTBEHHBIX IPENaparos,

31uns 72


http://disuria.ru/

MoctaHoBneHue MNpasutenbctea PO ot 14.12.2018 N 1556 — O6 yrBepxxaeHun MonoxeHns o cucTeMe MOHUTOPUHIa ABMXKEHNS
nekapcTBEHHbIX NMpenapaToB ANs MEAULMHCKOro npuMmeHeHns — [lencteyrowasa nocnenHas pegakums ot 28.01.2021 — Pepakuma N 9 — Havano
aencteus pegakuumn 06.02.2021

BBe3eHHBIX B PD u3 rocynapcts — wieHoB EBpa3uiickoro 3KOHOMHUYECKOTO COI03a, CYObEKT OoOparieHus
JICKApCTBEHHBIX CPEJCTB, OCYIIECTBISIOMUN NMPHEMKY Ha (apMalleBTUUECKHH CKJIaJ] JICKapCTBEHHBIX
npemapaToB Ha Tepputopun PO, B TedeHwe 5 pabouux AHEW C AAThl NPEACTaBICHHS JOKYMEHTOB U
CBEJICHUH, MPEayCMOTPEHHBIX uacThio 2 crathu 52.1 denpepanpHoro 3akoHa "OO oOpamieHn
JIEKapCTBEHHBIX CPEJICTB", O JIEKAPCTBEHHBIX Ipenaparax, BBOJUMBIX B TpaXJaHCKUH 0OOpOT, B
@enepanbHy0 CIy)KOy MO Ham3opy B cdepe 3ApaBOOXpAaHEHHS WM TIONyYeHHUS pa3pelIeHus,
MPEIyCMOTPEHHOTO 4acThio 7 cratbu 52.1 denmepanbHoro 3akoHa "OO oOpallleHUM JEKapCTBEHHBIX
cpeacts" (B ciyyae BBo3a B P® HMMMyHOOMOJOTMYECKHMX JIEKAPCTBEHHBIX IpPENapaToB), 0
MIPEJICTAaBICHUS] CBEJICHUI O JaJbHEHIIMX OINEpalusX C TaKUMU JIEKAPCTBEHHBIMU IpernapaTamu
MIPEJICTaBIISIET B CUCTEMY MOHUTOPUHIA CBEJAEHUS, MPENyCMOTpPEHHbIE MyHKTOM 13 mpumnoxenus N 3 k
Hacrosemy [lonoxenuto.

(. 38(1) BBenen [locranornenuem IpasurensctBa PO ot 21.07.2020 N 1079)

39. CseneHus, npeacTaBisieMble CyObeKTaMM OOpallleHUsl JIEKApCTBEHHBIX CPEJACTB B CHCTEMY
MOHHUTOPHHIA [IPH OCYILLECTBICHUH OIEpalii ¢ TPETUUHOU (TPAaHCHIOPTHOM) YIAaKOBKOW JIEKAPCTBEHHOT'O
rpenapara, pyuBeIeHbl B TpuitokeHu N 5.

(1. 39 B pen. [locranosnenwns [IpaButensctBa PO ot 20.03.2020 N 311)

40. TIlpum OCYIIECTBICHHUM arperupoBaHUs JIEKAPCTBEHHBIX IMPENApPATOB, HMMEKOIIUX OJWH
rJ100aMbHBIM MACHTU(PUKAIIMOHHBIM HOMEpP TOProBOM €IUHUIIBI, CYOBEKT oOpallleHHs JIeKapCTBEHHBIX
CPEICTB HAHOCHUT Ha TPETHUYHYIO (TPAHCHOPTHYIO) YIAKOBKY JEKapCTBEHHOIO IIpernapara KoJl
UICHTU(PUKAIIMN TPETUYHOW (TpaHCHOPTHOW) YMaKOBKH JIEKAPCTBEHHOTO Mpernapara U MpeACTaBiseT B
CHCTEMY MOHHUTOPUHIA CBEACHUS, NPEIyCMOTpEHHbIe IyHKTOM 1 mpuioxeHus N 5 K Hacrosmemy
[Tonokenuto, A0 MNpPeNCTABICHHUS CBEACHUN O JANbHEHIINX OMNEpalusX C TaKuM JIEKapCTBECHHBIM
IIpEenapaToM.

(B pen. Ilocranosnenwuii [Ipasutenscrea PO ot 20.03.2020 N 311, ot 21.07.2020 N 1079)

41. Ilpu pachopMupoOBaHHHM TPETUYHOU (TPaHCIIOPTHOM) YMAKOBKH JICKAPCTBEHHOTO Iperapara,
U3BATUU JIEKAPCTBEHHBIX IMIPENapaToB W3 TPETUYHON (TPAHCIIOPTHOM) YIMAKOBKH JIEKAPCTBEHHOI'O
npenapara, JOMOJHUTEIHHOM BJIOXKEHHHM JIEKAPCTBEHHBIX IPENapaTroB B TPETUYHYIO (TPAHCIOPTHYIO)
YIaKOBKY JICKapCTBEHHOIO Mpernapara cyObeKT oOpallleHusi JIEKapCTBEHHBIX CPEICTB IPEACTABISET B
CUCTEMY MOHHUTOPHUHIA CBEJICHUS, NMPEAYCMOTpPEHHbIE MyHKTaMu 2-4 mpuiiokeHus N 5 K HacTosiemy
[Tonoxenuto, A0 MpeACTaBICHUS CBEICHUI O AajdbHEHIIMX OMEPalUiX C TAKHUMH JIEKapCTBEHHBIMU
npernapaTamMy WM TPETUYHOH (TPaHCIIOPTHOI) YIIaKOBKO# JIEKapCTBEHHOTO IIpernapara.

(1. 41 B pen. Ilocranosnenus [IpaButensctBa PO ot 21.07.2020 N 1079)

42. CaeneHusi, MpeACTaBlIAeMble CyObeKTamMH OOpalleHusi JIEKapCTBEHHBIX CPEICTB B CHCTEMY
MOHHUTOPHHIa IIpU 000pOTE€ U BHYTPEHHEM IMEPEMEICHUN JEKApCTBEHHBIX IPENapaToB, MPUBEACHBI B
npusioxeHuu N 6.

43. CyObekr oOpalieHus JIEKapCTBEHHBIX CPEACTB, OCYIIECTBIIOIUN  IepeMeleHne
JIEKapCTBEHHBIX MPEMApaTOB MEXAY aJIpecaMi MECT OCYLIECTBJICHMS IEATEIBHOCTH COIVIACHO JIMLIEH3UU
(c y4eToM Takux BUJOB JIEATEIBHOCTH, KaK IMPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB, (hapMalieBTUYeCKast
JEATeNbHOCTh U JIeATENBHOCTh MO0 000POTY HApKOTUYECKHUX CPEJCTB, NMCHUXOTPOIHBIX BELIECTB M HUX
MPEKYpCOpPOB, KYJIbTUBHUPOBAHHMIO HApKOCOJEpXKALIUX pacTeHui) u (W) ¢apMaleBTUIECKUMU
CKJIaJlaMH, B Te4eHue 5 pabouux 1HEH ¢ pakTudeckoi naThl MepeMelieHns JIEKapCTBEHHBIX IpenapaToB
70 TPEICTABJICHUS CBEACHUN O JAJIBHEHWIIMX ONEpalusiX C TaKUMH JIEKAPCTBEHHBIMU IIpenaparaMu
IIPEJICTABIISIET B CUCTEMY MOHMTOPHMHIA CBEIEHUSA, MPEAYCMOTPEHHbIE NMyHKTOM | mpunoxenus N 6 k
Hacrosuemy [lonoxenuro.

(1. 43 B pen. IlocranoBnenus [Ipasurenscrea PO ot 20.03.2020 N 311)
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44. Tlpu nepenaye JEKapCTBEHHBIX MPENApaTOB MEXIY CyObEeKTaMH OOpalleHHs JeKapCTBEHHBIX
CPEACTB JIOIYCKAeTCsl MPEJCTABICHHE CBEACHUNA B CHCTEMY MOHUTOPHHTA CYOBEKTOM OOpalieHus
JICKApCTBEHHBIX CPEACTB, OCYIIECTBISIONIMM IEpeaady JIEKapCTBEHHBIX MpenapaToB (majee — MpsSMOn
MOPSAZIOK TIPE/ICTABICHUS] CBEACHUU Tpu 000pOTE JEKApCTBEHHBIX IIPENapaTtoB), HWIM CYOBEKTOM
oOpamieHns JeKapCTBEHHBIX CPEACTB, OCYIIECTBIIIONIUM IPUEMKY JIEKapCTBEHHBIX MPEMnaparoB (janee —
00OpaTHBIN TOPSIIOK MPEICTABICHUS CBEICHUI TIPU 000POTE JICKAPCTBEHHBIX IPENnapaToB).

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

Pemenne o BbIOOpE MPSIMOTO TOPSAKA TPEACTABICHUS CBEICHHU NMPH 000pOTE JEKAPCTBEHHBIX
npenaparoB Ju0O OOpaTHOrO TMOpPSAKAa TPEJICTABICHUS CBEACHHH INpH 000pOTE JIEKapCTBEHHBIX
MpEerapaToB MPUHUMAETCS CYObEKTaMH OOpallleHus JIEKApCTBEHHBIX CPEACTB, MPEACTABISIONIUIMHI TaKue
CBEJICHHUS, CAMOCTOSTEIIBHO.

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

B cinydae BpIOOpa mpsMOTO MOpsJIKa MPEICTABICHUS CBEACHUNH NpU 000pOTE JIEKAPCTBEHHBIX
MpernapaToB CyObeKT 0OpaleHus JeKapCTBEHHbIX CPEJCTB, OCYILECTBISIONINI Nepeady JIeKapCTBEHHBIX
MIpernapaToB JAPyromMy CyObeKTYy OOpallleHHs JEeKapCTBEHHBIX CPEICTB B paMKaX Ipa’KJaHCKO-TIPABOBBIX
OTHOIIEHMH, B TeueHue 1 pabouero AHS ¢ (PaKTHUECKOM IaThl OTIPY3KU JIEKAPCTBEHHBIX INpEnapaToB
MIPEJICTaBJIsIeT B CUCTEMY MOHHUTOPHMHIA CBEACHUS, MPEAYCMOTPEHHBbIE MyHKTOM 2 mpuiiokeHus N 6 k
Hacrosuiemy [lonoxenuto.

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

[Ipu sTOoM CyOBEKT OOpalmieHHs JEKApCTBEHHBIX CPEACTB (32 HMCKIIOYCHHEM 000COOJICHHBIX
MOpa3ACICHU MEIUIIMHCKUX OpraHu3anuil (aMmOynatopui, GheapAmepckux, HeabamepeKo-akymepCeKux
MTYHKTOB), OCYIIECTBIISIIONINI MPUEMKY JI€KapCTBEHHBIX MPENapaToB OT JPYroro cyobekTra oOpalleHus
JIEKapCTBEHHBIX CPEACTB B paMKaX I'pa)<IaHCKO-TIPaBOBBIX OTHOULICHH, B TeyeHHe 1 pabouero mHs C
JaThl TMPUEMKH JIEKAPCTBEHHBIX IPENapaToB U PETUCTPALMM B CHUCTEME MOHUTOpPUHIA cBeleHuil 00
OTTPYKEHHBIX JIEKapCTBEHHBIX IpernapaTax A0 NPEACTaBIIEHUS CBEICHHUM O NalbHEMIIUX OMepanusx c
TaKMMH JIEKQpCTBEHHBIMH IpenaparaMy IMOATBEPXKAAET TOCTOBEPHOCTh CBEIEHUM, COJEpKaIIUXCS B
CHUCTEeME MOHMTOPHHIA, IIyTEM IPEACTaBICHUS CBEICHUN B CUCTEMY MOHUTOPUHTA, MPEAYCMOTPEHHBIX
nyHkToM 4 npuioxenust N 6 k Hactosiemy [losoxenuto.

(B pen. Ilocranosnenwuii [IpasurenscrBa PO ot 21.07.2020 N 1079, ot 18.12.2020 N 2166)

B cnyuyae BpIOOpa 0OpaTHOro mopsjaka IMPEICTABICHHs CBEIEHHHM Ipu 000poTe JIeKapCTBEHHBIX
IIpernapaToB CyObeKT oOpallleHus JIeKapCTBEHHBIX CpPEACTB (32 HUCKIIOYEHHEM 000COOIEHHBIX
M0JIpa3/ielIeHu i MeTUIIMHCKUX opranu3anuii (amOymnaropui, GpeabaAmepckux, (enbamepeko-aKymepeKx
IYHKTOB), OCYLIECTBISIOIIUN MPUEMKY JIEKAPCTBEHHBIX HPENapaToB OT APYroro cyobekTa oOpalieHHs
JICKapCTBEHHBIX CPEJCTB B paMKaX I'pakJaHCKO-IPAaBOBBIX OTHOILEHWH, B TeueHHe | pabouero aHs ¢
JaTbl TPUEMKH JIEKApPCTBEHHBIX IIPENapaTroB IPEACTaBIsAET B CHCTEMY MOHMTOPHHIA CBEIEHUSA O
IIPUHATBIX JEKapCTBEHHBIX NIpenaparax, IpeJyCMOTPEHHbIE IyHKTOM 3 npuiokeHust N 6 Kk HacTosAemy
ITonoxenuto.

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

O06ocobnieHHble MOApa3feNeHUss MEAULMHCKUX OpraHu3anuil (amOynaropuu, ¢enbamepeKue,
(benpamepcko-aKyepckue MyHKTbI) HOATBEPXKIAIOT JOCTOBEPHOCTh CBEACHUHM, COJEpXKAlUXCsS B
CHCT€ME MOHHMTOPUHIA, M MpPEJICTAaBISAIOT B CHCTEMY MOHUTOPHHIA CBEICHHS O MPHUHATHIX
JIEKapCTBEHHBIX MpenapaTax B COOTBETCTBMU C ab3allaMy YeTBEPTHIM M IMATHIM HACTOSIIETO MyHKTa B
teuenne 30 pabouymnx aAHEH co THSA MPUEMKH JIEKapCTBEHHBIX PENnapaToB.

(a03am BBeneH [locranoBnenuem [IpasurensctBa PO ot 18.12.2020 N 2166)
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I[Ipu »sToM CyOBEeKT oOOpamieHHs JIEKapCTBEHHBIX CPEJACTB, OCYIIECTBHBIIUN Mepeaavy
JICKApCTBEHHBIX IPENapaToB APYroMy CYOBEKTY OOpalleHHsi JEKapCTBEHHBIX IPENapaTroB B pPaMKax
IpakIaHCKO-TIPaBOBBIX OTHOIIEHUH, B TeueHne | pabouero IHS C JaThl PETUCTPAIMM B CHCTEME
MOHHUTOPHUHTA CBEJICHHNA O MPUHATHIX JIGKAPCTBEHHBIX Iperaparax, HO JIO IMPEICTAaBICHUS CBEACHUI O
JaTbHEWINTNX OMNepalysiX € TAaKUMHU JICKQpPCTBEHHBIMHM TIpenapaTaMH IOATBEPKAAET JOCTOBEPHOCTh
CBEJICHUH, COJIEPIKAIIMXCS B CHCTEME MOHHTOPUHTA O MEPEAaHHBIX JIEKAPCTBEHHBIX Mpenaparax, myTeM
MPEJCTAaBICHHUS CBEICHUN B CHCTEMY MOHHUTOPHHIA, IPEIyCMOTPEHHBIX MYHKTOM 4 mpuioxkeHust N 6 k
Hacrosuemy [lonoxenuro.

(B pexn. Iloctanosnenus IlpasurensctBa PO ot 21.07.2020 N 1079)

Jo 1 wmrons 2021 r. moATBEep)KIEHHE JOCTOBEPHOCTHU CBEAEHUM, INPEACTABISEMBIX B CHUCTEMY
MOHHUTOPHHIa MpH 00OpOTE JIEKAPCTBEHHBIX IPENapaToB, BIPABE OCYLIECTBISATh CYOBEKT OOpalleHus
JIEKapCTBEHHBIX CPEJCTB, OCYLIECTBUBIIUMN Iepeaady JIEKapCTBEHHBIX IMPENaparoB IPYroMy CYOBEKTY
oOpallleHHUs JIEKapCTBEHHBIX MPENapaToB B paMKaxX I'pa)JIaHCKO-IIPaBOBBIX OTHOLIEHHUH, B COOTBETCTBUU
¢ a03a1ieM MIECThIM HACTOSIIETO IMyHKTa UM ONepaTop CUCTEMbl MOHUTOPUHIA ITyTEM IIPOBEPKU HAINYHS
B CHCTEME€ MOHUTOPMHTA HAECHTU(UKAIMOHHOIO HOMEpa HaJloTOIUIaTeNblIUKa CyObeKkTa oOpalleHus
JIEKapCTBEHHBIX CPEJICTB, OCYIECTBUBILIErO Nepefavy JeKapCTBEHHBIX MPENapaToB APYroMy CyObEeKTY
oOpallleHHsl JIeKapCTBEHHBIX IMpernapaToB B pPaMKaxX TI'pakJaHCKO-IIPABOBBIX OTHOILIEHUHM, a Takxke
3aperucCTPUPOBAHHOTO KOJa HMJEHTU(UKALMU WIM KOJa WICHTHU(PHUKAIUU TPETHYHOH (TpaHCIOPTHOIN)
YIaKOBKHU JIEKApCTBEHHOTO Mpernapara, B KOTOPOH HaXOAUTCS ATOT JIEKApCTBEHHBIN Mpenapar (B ciiyyae
nepeaadn TPETUIHOM (TPaHCIIOPTHOM) YITaKOBKH JIGKAPCTBEHHOTO Tpenapara mneaukoM). [lo pesyapraTtam
TAaKOll IpPOBEPKH OIEpaToOp CUCTEMbl MOHHMTOPUHIA C MCIOJIb30BaHMEM (DYHKIMOHAJIA CUCTEMBbI
MOHHUTOpPHUHIA OTIMpPABISAET CYOBEKTYy OOpalleHHs JIEKapCTBEHHBIX CPEACTB, paHee OCYLIECTBUBLIEMY
IPEJCTAaBICHUE B CHCTEMY MOHHMTOPUHIA CBEJECHUH O TpEeAbIAYyLICH onepauuu ¢ JeKapCTBEHHBIM
IpernapaTroM, yBeJOMIIEHHUE O MPEACTaBIECHUU CBEJEHUN B COOTBETCTBHM C a03alleM MATHIM HACTOSIIETO
IIYHKTA, C YKa3aHUEM CBE/ICHUI1, IPOBEPEHHBIX ONIEPATOPOM CHUCTEMbl MOHUTOPHHTA.

(a63arn BBeieH [locranoBnenueM I[paBurensctea PO ot 02.11.2020 N 1779)

[Tonmosxenust ab3ama ceapbMOro HACTOSIIETO ITYHKTa HE PaCIpOCTPAHSIOTCS Ha JICKApCTBCHHBIC
mpernaparel, MpeJHAa3HAYCHHBIC JUIsI OoOecredeHus] JIMM, OOJBHBIX TreModuiIneld, MYKOBHCIIHIO30M,
runou3apHeIM HaHW3MOM, OoJie3HbIO [olle, 3J0Ka4yecTBEHHBIMH HOBOOOPA30BaHUSIMH JIMM(OHTHOM,
KPOBETBOPDHOW W POJICTBEHHBIX WM TKAaHEW, pacCESHHBIM CKJIEPO30M, T'€MOJIMTHKO-YPEMHUYECKUM
CHHJIIPOMOM, FOHOIIIECKUM apTPUTOM C CHCTEMHBIM HadayioM, Mykomosmcaxapuao3om I, 1T u VI tumos,
arIacCTHYEeCKON aHeMHUel HeyTOYHEHHOH, HaclieICTBeHHBIM edunutoM (aktopos II (pudbpunorena), VII
(mabunpHoTO), X (CTroapTa-IIpayspa), 11l mociie TpaHCIUIaHTAIlUU OPTaHOB M (WJIM) TKaHEH.

(a63arn BBesieH [locranoBnenueM I[paBurensctea PO ot 02.11.2020 N 1779)

44(1). Ilpu nepenaye ¢enepaibHbBIM OpraHaM HCIOJIHUTEIbHON BJIACTH, OpraHaM rocy1apCTBEHHON
BIacTu cyObekToB P® U yINOJIHOMOYEHHBIM HMH OpraHM3alUsAM JIEKApCTBEHHBIX IPernaparos,
3aKymaeMbIX JJIs HYXJ OOOpOHBI CTpaHbl M 0O€30IacCHOCTH TOCYAapCTBa, OKa3aHWUsS TI'yMaHHUTapHOM
MIOMOIIM, JIMKBUAALMHU MOCIEACTBUN 4Ype3BbIUAMHBIX CHUTyallud, KpYMHOMACIITaOHBIX aBapuil u
MHIUJCHTOB MPUPOJHOIO M TEXHOTEHHOTO XapaKTepa, B LEISAX MCKIIOYEHUS BO3MOYKHOCTH PAaCKPBITHS
CBE/ICHUI, OTHECEHHBIX K TOCYIApCTBEHHOH TaiiHe, CyObEeKT oOpallleHUs JIEKapCTBEHHBIX CPEJCTB,
OCYILIECTBISIOMIMNA Mepeady TaKuxX JIEKapCTBEHHBIX IMpPENnaparoB, B T€YeHUE 5 paboumx aHEH ¢ aaThl
(aKTHUECKOH OTIpY3KH JIEKAPCTBEHHBIX MpenapaToB MPEACTABIAET B CUCTEMY MOHUTOPHHTA CBEIEHUS O
BBIBOJIE JIEKAPCTBEHHBIX IpenapaToB W3 000poTa, 3a HCKIIOUEHHEM CBEJCHUH, NPEAyCMOTPEHHBIX
noanyskramu "t", "n", "x"-"n" mynkra 1 npunoxxenus N 4 k Hacrosemy [lonoxenuro.
(8 pen. Ilocranosnenuii [IpaBurenscrea PO ot 20.03.2020 N 311, ot 21.07.2020 N 1079)

HOpH,Z[OK MNpEaACTaBJIICHUA CBEJICHUI O BBIBOJIE U3 060p0Ta JICKAPCTBCHHLIX IMPLCIIAPaTOB, YKA3dHHBIX
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B a03alie MepBOM HACTOAIIECTO MyHKTA, YTBepKI1aeTcss MUHHCTEPCTBOM 31ipaBooxpaHeHus PO.
(a63ar BBeaeH Ilocranosnenuem [Ipasurenscrea PO ot 21.07.2020 N 1079)

44(2). CyObexT oOpalieHusi JEKapCTBEHHBIX CPEACTB, BBHIMOJIHIIOMNN (YHKIMHA MO ayTCOPCHUHTY
Ipu mneperaye CcyObekTamM oOOpalleHus JIEeKapCTBEHHBIX CPEJACTB, OCYIIECTBISIOLIUM  OTILYCK
JIEKapCTBEHHBIX IpPEnaparoB OECIIaTHO WJIM CO CKHJKOW IO PELENTy Ha JIEKapCTBEHHbIE Mpenaparsl,
JIEKapCTBEHHBIX IPENapaToB, 3aKylaeMbIX i1 00ecnedeHUs IpakJaH 3a CUET CPEeACTB (elepajbHOro
OropKeTa M (MIM) cpecTB OI0KEeTOB cyOhekToB PD, B Teuenue 1 pabodero mHs ¢ (GaKTUISCKOW JAaThI
OTTPY3KH JIEKAPCTBEHHBIX IpENapaToB IMpPEJICTaBIsIET B CHUCTEMY MOHUTOPUHIA  CBEACHUA,
MpelyCMOTPEHHbIE TYHKTOM 6 mpuiioskeHus N 6 k HacTosiemy [Tonoxenuro.

IIpu sTOoM CyOBEeKT oOOpalieHusl JIEKapCTBEHHBIX CPEACTB (32 MCKIIOUEHHEM 000COOIECHHBIX
MOpa3AeIeHU MEUIIMHCKUX OpraHu3anuii (amOynaropuit, GheapAmepckux, Geabamepeko-aKkymepeKux
MIYHKTOB), OCYLIECTBIISIFOIINNA PUEMKY TaKUX JIEKapCTBEHHBIX IIPENapaToB, B TedeHue 1 pabouero JaHs ¢
JaThl NPUEMKH JIEKAPCTBEHHBIX MpPENaparoB U PETUCTPALMU B CUCTEME MOHMTOPHHIA CBEACHUH 00
OTTPYKEHHBIX JIEKapCTBEHHBIX MpernapaTax A0 NpeACTaBIE€HUS CBEICHUHM O NaJbHEHWIINX ONepanusx c
TaKMMH JIEKQpCTBEHHBIMH IpenaparaMy IMOATBEPXKAAET JTOCTOBEPHOCTh CBEJIEHHUM, COJEpKaIINXCS B
CUCTEME MOHUTOPHUHTA, IIyTEM IPEICTABICHUS CBEIEHUH, TPETyCMOTPEHHBIX MYHKTOM 4 mpuiiokeHust N
6 x Hactosmemy [lonoxenuto.

(B pen. Iloctanosnenus IlpasurensctBa PO ot 18.12.2020 N 2166)

O60cobneHHble MOApa3JeNieHusT MEAMIMHCKUX opraHuzanuil (amOynatopuu, ¢enbaepcKue,
(benbanepcKko-akylepckue IMyHKThI) MOATBEPKIAIOT JIOCTOBEPHOCTh CBEIEHUHM, COAEpKalluxcs B
CHUCTEeME MOHHUTOPHHIA, B COOTBETCTBUHU C a03alleM BTOPBIM HACTOALIEro MyHKTa B TeueHue 30 paboumx
JTHEH co JHS MPUEMKH JIEKAPCTBEHHBIX MPENapaToB.

(a63arn BBeieH [locranoBnenueM I[paBurensctBa PO ot 18.12.2020 N 2166)
(1. 44(2) BBenen [locranoBnenuem IpaBurenscta PO ot 21.07.2020 N 1079)

45. CyObekT oOpaieHusi JEeKapCTBEHHBIX CPEJICTB, OCYIIECTBISIOMIUNA KOHTPAKTHOE (TIOIPSIHOE)
MIPOM3BOJICTBO JIEKAPCTBEHHBIX INIpernapatoB Ha Tepputopuun POD, mpu mnepemaye IeKapCTBEHHBIX
npernapaToB (TOTOBOM MPOAYKIUHU) CYOBEKTYy OOpalieHusl JEKapCTBEHHBIX CPEICTB, SBIIAIOIIEMYCS
3aKa34YMKOM TaKOTO0 KOHTPAKTHOTO (MOJAPSAHOTO) MPOU3BOJCTBA, B T€UEHHE S5 pabouyuXx THEH C AaThbl
neperayd  JIGKApCTBEHHBIX — MpEnaparoB IMPEICTaBIsieT B CUCTEMY MOHHMTOPHUHIA  CBEACHUS,
MpelyCMOTPEHHbIE IMYHKTOM 5 npriioxkeHus N 6 k Hactosmemy [lonoxkenuto.

[Ipu sTOM CyOBEKT OOpalleHus IEKApCTBEHHBIX CPEJICTB, SBISIOIIMIICS 3aKa3YMKOM KOHTPAKTHOTO
(moapsAIHOTO) MPOU3BOJICTBA JIGKAPCTBEHHBIX MPENapaToB, B TE€YCHHE 5 paboYMX AHEH C JaThl IPHUEMKHU
JIEKapCTBEHHBIX TPENapaToB W PETUCTpallid B CHCTEME MOHHMTOPHHIa CBEICHHI O MepelaHHbIX
JIEKapCTBEHHBIX TMpenaparax [0 NpPEICTaBICHUS CBEACHHH O JalbHEHIINX ONepanusix ¢ TaKUMH
JIEKapCTBEHHBIMU TIperapaTaMyd MOATBEPHKIAET TOCTOBEPHOCTh CBEICHMI, COJEpPIKAIIMXCS B CHCTEME
MOHHUTOPHHIA O MEPEAAHHBIX JIEKAPCTBEHHBIX Ipenaparax, IyTeM IpeACTaBICHUS CBEACHUN B CHCTEMY
MOHHUTOPHHIA, IPEAYCMOTPEHHBIX IYHKTOM 4 npuiiokeHus N 6 k HacTosemy [lonoxenuro.

46. CyObexT oOpalieHusi JIGKapCTBEHHBIX CPEACTB (32 UCKIIOYEHHEM 000COOIEHHBIX
MoApa3IeIeHn i MEAUIIMHCKUX OpraHu3anuil (aMOynaTopuil, Gpenpamepckux, QenpamepcKko-aKkymepcKux
MYHKTOB), OCYIIECTBIISIFOIINIA BBIBOJ U3 000pOTa IEKAPCTBEHHBIX MPEMapaToB (3a UCKIIOYEHHEM BBIBOJIA
13 000poTa JIEKapCTBEHHBIX MpEnapaTtoB IMyTeM BBIBO3a paHee BBE3eHHBIX B Poccuiickyro deneparuu
JIEKapCTBEHHBIX  MPEMmapaToB, YHUYTOXKEHUS JIEKAPCTBEHHBIX IMPEMapaToB, TOMEMICHHBIX O[T
TAMOKEHHYIO TIPOIEAYPY VYHUYTOXKEHHUS, BbIBO3a JIEKAPCTBEHHBIX IMPEMapaToB, MapKUPOBAaHHBIX
CpeICTBaMHU HWICHTHU(HKAINK, 33 MPeAeTbl TAMOXXEHHON Tepputopuu EBpa3uiickoro SKOHOMHYECKOTO
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CO103a, ITIOMEUIECHHBIX I0JI TaMOKCHHYIO NMPOUEAYPY IKCIOPTa, MU IEepeladyd Ha YHUYTOXKEHUE paHee
BBEJICHHBIX JIEKAPCTBEHHBIX MpPENapaToB B TPaKAAHCKUH 000poT Ha Tepputopuu PD), B Teuenue 5
pabounx JHEW ¢ JaThl COOTBETCTBYIOIEH ONEpalyy WU C JaThl IPUEMKH JIEKAPCTBEHHBIX MPENapaToB
Ha (apManeBTHUECKU CKiIaa (IpU BBIBOJAE M3 00OpOTa JIEKAPCTBEHHBIX IIPEMApaToB B 30HE
TaMO>KEHHOTO KOHTPOJISI) IIPE/ICTABISET B CUCTEMY MOHUTOPUHIA CBEACHHUS, IPEAYCMOTPEHHbBIE TYHKTOM
1 npunoxenust N 4 x Hacrosimemy [lonoxenuto.

(B pen. IloctanoBnenus IlpasurensctBa PO ot 18.12.2020 N 2166)

O6ocoOieHHple TOApA3AeIeHUS MEAULIUHCKUX OpraHu3anuil (amOymatopud, (enbImepeKue,
(dbenpamepcko-akymepckue myHKThl) B TeueHue 30 paboumx JHEH CO JAHS COOTBETCTBYIOIUIEH OIepaiuu
MPEJCTABISAIOT B CHCTEMY MOHHTOPUHTA CBEACHUS, MPEIyCMOTPEHHBIE MMyHKTOM | mpuioxenus N 4 k
Hacrosuemy [lonoxenuro.

(a63arn BBeseH [locranoBienueM [IpaBurensctBa PO ot 18.12.2020 N 2166)
(1. 46 B pen. [locranosnenus [IpasutensctBa PO ot 21.07.2020 N 1079)

47. CyObexT oOpaimieHusi JIEKapCTBEHHBIX CPEACTB, OCYIISCTBISIONIMNA BBIBOJ U3 000poTa
JIEKapCTBEHHBIX IPENapaToB IMyTeM YHUYTOXEHHS JIEKQpCTBEHHBIX IPEnapaToB, MOMELIEHHBIX O]
TaMOXKCHHYIO TPOLEAYpPY YHHMUYTOKEHHS, BbIBO3a JIEKAPCTBEHHBIX IpPENapaToB, MAapKUPOBAHHBIX
CpeIaCcTBaMHU HICHTU(PHKAINK, 3a MpeAeibl TaMOXXeHHOM Tepputopuu EBpa3uiickoro 3KOHOMHYECKOTO
CO03a, MOMEIIEHHBIX MOJ TaMOXEHHYIO MPOIeAypy AKCIOPTa, MPEACTaBISET B CHCTEMY MOHUTOPHHTA
CBEJICHUs, IPENYCMOTPEHHbIE MYHKTOM 2 mpuioxkeHus N 4 k Hacrosmemy Ilonoxenunro, B TeueHue 5
pabouux JTHEH C TaThl COOTBETCTBYIONIEH OTIEPAIIHH.

(1. 47 B pen. [locranosnenus [IpaButensctBa PO ot 21.07.2020 N 1079)

48. CyOBekT oOpalieHusl JEKapCTBEHHBIX CPEACTB, OCYIIECTBISIOMIMA BBIBOJ M3 00OpoOTa
JICKApCTBEHHBIX TPEnapaToB MyTeM INepeaadyn JeKapCTBEHHBIX MpenapaToB Ha YHUUTOXKEHUE, B TEYCHUE
5 pabouux AHEW ¢ AaThl Mepelaydl Ha YHUYTOXKCHHE JIGKAPCTBEHHBIX TPENapaToB 10 NPEACTaBICHUS
CBE/ICHUI O (haKTe YHWYTOXKCHHUS JICKAPCTBEHHBIX MpPENapaToB MPEACTABISIET B CUCTEMY MOHHUTOPHUHTA
CBEJICHUSI, IIPEyCMOTPEHHBIC MyHKTOM 3 npuiiokerust N 4 k Hactosiemy [1o0xkeHuto.

[Io uTOoraM YHUYTOXKEHHUS JICKAPCTBEHHBIX NPENapaToB CYObEKT O0OpalleHHs JeKapCTBEHHBIX
CPEICTB, OCYIIECTBUBIIMU IepeAady JIEKapCTBEHHBIX IIpenapaToB Ha YHHMUYTOXXEHHE, B TeueHHE 5
pabounx IHEH ¢ nJaThl MOJydeHHs akTa 00 YHHUYTOXKEHHM MPEACTaBIsSE€T B CUCTEMY MOHUTOPHHIA
CBEICHHUS, NIPEAyCMOTpeHHbIE TyHKTOM 4 mpuiioxkeHusi N 4 k Hactosmemy [lonoxenuro.

49. CyObekT oOpalleHus JIeKapCTBEHHBIX CPEICTB, OCYILECTBISIOUINI BBIBOJ U3 000poTa
JIEKapCTBEHHBIX MPENapaTroB MyTeM OCYLIECTBICHHS PEIKCIOpTa, B TeUeHHE 5 pabouux AHEH cO JHA
pEIIeHUs O PEIKCIOpPTE, MPUHATOrO TAMOKEHHBIMU OpraHaMH, MPEJCTaBISIEeT B CUCTEMY MOHUTOPUHTA
CBEICHHUS, IIPEAYCMOTPEHHbIE TyHKTOM 2 mipuiioxkeHust N 4 k Hactosmemy [loioxenuto.

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

50. Ilpu ocymiecTBIeHMM TOBTOPHOTO BBOJa B 0OOpPOT JIEKapCTBEHHBIX IpemnapaTroB (3a
UCKJTIOUEHHEM JIEKapCTBEHHBIX MPENapaToB, CBEACHUS O BBIBOJE M3 000pOTa KOTOPHIX MPEICTABICHbI B
CHCTEMY MOHUTOPUHIA B COOTBETCTBUU ¢ MyHKTOM 44(1) HacTosero [Tonoxxenus) cyObekT oOpaiieHus
JIEKapCTBEHHBIX CPEJICTB, paHee OCYIIECTBUBIIMIA BBIBOJ M3 000pOTa JICKAPCTBEHHBIX MpenapaToB WU
BBIIMYCK TAaKMUX JIEKAPCTBEHHBIX IpenapaTtoB BHe Tepputopun PP (B ciayuae BbIBO3a paHee BBE3EHHBIX B
P® nexapcTBEHHBIX IMpemapaTroB), B T€UeHUE 5 pabouyMx IHEH C JaThl COOTBETCTBYIOIIEH OIEpaIiu
IIPEJICTABIISIET B CUCTEMY MOHUTOPUHIA CBEACHUS, NIPENYCMOTPEHHbIE TyHKTOM 14 mpunoxenus N 3 k
Hacrosuemy [lonoxenuro.
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[Topsinok mpenacTaBieHHUst CBEACHUN O MOBTOPHOM BBOJIE B 00OpPOT JIEKAPCTBEHHBIX IPENaparos,
yKa3aHHBIX B a03are BTopoM myHKTa 44(1) Hacrosmiero Ilonmoskenus, yrBepkaaeTcss MUHHUCTEPCTBOM
3apaBooxpaHeHus PO.

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

51. CyObekTsl OOpalieHusi JEKApCTBEHHBIX CPEICTB, OCYIIECCTBISIONIME PO3SHUYHYIO TOPTOBIIIO
JICKApCTBEHHBIMH TIperapaTaMd M OTIYCK JIEKapCTBEHHBIX IPEMapaToB CO CKUAKOW IO pelenty Ha
JIEKapCTBEHHBIE TpenapaThl, MApKUPOBAHHBIX CPEICTBAMU HUICHTU(UKAINH, MPEICTABISAIOT CBEICHHS O
BBIBOJIE M3 000pOTa JIEKAPCTBEHHBIX MPETAPATOB C NCIOIH30BAHNEM KOHTPOJIHHO-KACCOBOW TEXHHUKH.

[lepenaua nHpopManuu B CUCTEMY MOHUTOPHHTA O JIEKAPCTBEHHBIX Iperaparax, BbIBEIEHHBIX U3
o0opoTa cyObeKTaMu 00pallleHUs JEKapCTBEHHBIX CPEJICTB, HE MPUMEHSIONMMU KOHTPOJIBHO-KaCCOBYIO
TEXHUKY WJIH NPUMEHSIOIIMMU KOHTPOJBHO-KAaCCOBYIO TEXHHKY B PEKHMMeE, HE IpelycMaTpHUBaroOIIeM
o0s3aTenpHOM nepenaur GUCKanbHBIX JOKYMEHTOB B HAJOIOBBIE OpPraHbl yepes orneparopa (prcKaabHBIX
JAHHBIX, B CIIy4asX, YCTaHOBJIEHHBIX DenepalibHbIM 3akOHOM "O NPUMEHEHUU KOHTPOJIbHO-KacCOBOM
TEXHUKH TpPU OCYLIECTBICHHH pacueTtoB B P®D", mpousBoauTcs TakuMu cyObeKTaMu oOOpalieHus
JIEKapCTBEHHBIX CPEJICTB C UCHOIb30BaHUEM (PYHKIIMOHAIA CUCTEMbl MOHUTOPHHTA.

CyObekThl oOpallleHus JIEKapCTBEHHBIX CPE/ICTB, OCYIIECTBISAIONINE MEAUIIMHCKYIO JIETENbHOCTh U
BBIBOJI M3 000pOTa JIEKapCTBEHHBIX IpEnapaTroB IPU OKAa3aHWU METUIIMHCKOM MMOMOIIM, a TaKXke
CyOBEeKTBl 00pallleHHs JIEKAPCTBEHHBIX CPENICTB, OTIIYCKAIOIIME JEKapCTBEHHbIE IMperapaThl OecIriaTHO
[0 PELEeNnTy Ha JEeKapCTBEHHbIE Npenaparthl, MPEACTaBISIOT WHOOPMALUIO B CUCTEMY MOHUTOPUHTA O
BBIBOJIE U3 000pOTa JIEKAPCTBEHHBIX MPENapaToB MyTeM OTIIYCKa JeKapCTBEHHBIX IpernapaToB OECIuIaTHO
[0 pELENTy Ha JIEKapCTBEHHBIE Ipenaparbl WIM OTIIyCKa NPU OKa3aHUM MEIULIMHCKON IMOMOIIM C
HCIOJIb30BAHUEM PETUCTPATOPOB BHIOBITHSA, IPEACTABISIEMbBIX OTIEPATOPOM CUCTEMbI MOHUTOPHHTA.

OcHailieHne cyObeKTOB 00palieH sl JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBIISIIOIINX BBIBOJ U3 000poTa
JIEKapCTBEHHBIX TMPENapaTroB MpH OKa3aHUM MEIUIMHCKON TMOMOIIM WM IyTeM OTIycKa OecriaTHO
JIEKapCTBEHHBIX IpPENapaToB MO peleNnTy Ha JIEKapCTBEHHbIEC MperapaThl, PErUCTPATOpaMU BBIOBITUS
OCYILIECTBIISICTCSL OMEPaTOpoOM CHCTEMbl MOHUTOpHUHra Ha O€3BO3ME3/IHOM OCHOBe. B 1ensx Takoro
OCHAILIEHUS] CYOBEKTHl O0OpallleHHus JIEKaPCTBEHHBIX CPEJICTB 3aKIIOYAIOT C OINEpPaToOpoOM CHCTEMBbI
MOHHUTOPHHTA JOTOBOPHI, B TOM YHCIIE COJEprKalllie yCIOBHS MPEIOCTaBICHUS TAKOr0 000PYAOBAHUS U
€ro PerjIaMeHTHOro 00CIyKMBaHUS Ha 6€3BO3ME3THOM OCHOBE.

Tunosas (bopMa TAKUX OOT'OBOPOB YTBCPIKAACTCA MI/IHI/ICTCpCTBOM IIPOMBIIIJIICHHOCTHU U TOPI'OBJIKU
PO.

B caydae HepabOTOCIIOCOOHOCTH perucTparopa BbIOBITHS, MOATBEPXKICHHON YBEIOMIIEHHEM,
HampaBisieMbIM CYObEKTOM OOpallleHusl JIEKAPCTBEHHBIX CPEJCTB ONEpaTopy CUCTEMbl MOHMTOPHUHIA,
nepeaaya CBEJACHUN O BbIBOJE U3 000pOTa JIEKAPCTBEHHBIX MPENapaToB MyTEM OTIIyCKa J€KapCTBEHHBIX
IpernapaToB OECIUIATHO WM OTITYCKa MPU OKAa3aHUU MEAMIIMHCKOM MOMOIIM Ha MEpUO]I BOCCTAHOBICHHUS
paboTOCOCOOHOCTH HJIM 3aMEHBbl PErHcTpaTopa BBIOBITHS OCYLIECTBISETCS CYOBEKTOM OOpalleHHs
JIEKapCTBEHHBIX CPEACTB C MCIOJIb30BaHHEM (DYHKIIMOHAIA CUCTEMbl MOHUTOPUHTA.

(m. 51 B pen. IloctanoBnenus IIpasutenscrea PO ot 21.07.2020 N 1079)

52. CyObekThl 0oOpallleHUs JIEKapCTBEHHBIX CPEACTB IMpPHU OOHAPY)KEHUH OLIMOOK B CBEICHUSAX
(HEOCTOBEPHBIX CBEJICHMI), NMPEACTABICHHBIX MMH B CHUCTEMY MOHUTOPHMHIA NIpU BBOJAE B 000POT
JICKapCTBEHHBIX IpernapaToB U 000pOTe JIEKAPCTBEHHBIX IPENapaTroB, NPEACTABISIOT B CUCTEMY
MOHUTOpPUHTa HH(pOpMaIMIo, HEOOXOJAUMYIO U HWCHPABICHUS YKa3aHHBIX OHIMOOK B CBEJCHUSX
(HeIOCTOBEpHBIX CBEACHUIN) (J1anee — UCIpaBIeHHE OMIMOOK).
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CyOBeKTbl 0oOpaleHusl JEKapCTBEHHBIX CPEJCTB BIIPABE BHECTH HCIPABJICHUS OIIHUOOK JI0 TOTO
MOMEHTA, KOT/Ia OHM OBLIM YBEJOMJICHBI O Ha3HAYEHUHU B OTHOILICHUH HUX MPOBEPKH, OCYILIECTBIIIEMON B
ycTaHoBlIeHHOM mopsiake denepanbHoil ciyx0o0it mo Hamzopy B chepe 3ApaBOOXpaHEHHUs, M0 (PaKTy
MPEJICTaBJICHUSI CYOBEKTaMH OOpalICHHsI JICKAPCTBEHHBIX CPEJICTB OIMUOOYHBIX (HEIOCTOBEPHBIX)
CBEJICHUM.

B cnywyae ecnu B mpelCcTaBI€HUM CBEIEHHM, B KOTOPHIX OOHapyXeHbl OMIHUOKU (HEIOCTOBEpHbBIE
CBEICHUSI), y4aCTBOBAIM JpYrue CyOBEKThl OOpalleHUsl JEKapCTBEHHBIX CPEACTB, TO MCIPaBJICHUS
OIMOOK CYMTAIOTCS MPUHITHIMU TIOCJIE TIOATBEPKACHHUS IOCTOBEPHOCTH MPEICTABICHHBIX HCIIPABICHHUH
OIMOOK B CHCTEME MOHUTOPUHIAa BCEMH Y4YaCTHHUKaMU IMIPEACTABICHHUS CBEAECHUN, B KOTOPBIX
0OHapy>KeHbI OMHOKH (HETOCTOBEPHBIC CBEJICHUS ).

Jo 1 uronsg 2021 r. mosioxxeHus ab3amia TPEThEro HACTOSLIETO IMyHKTa HE PACIPOCTPAHSIOTCS Ha
Cllydau MCHpPAaBJIEHUS OIIMOOK B CBEICHMSX, MPEJCTABIEHHBIX CYObEKTaMH OOpaIeHUs! JIEKAPCTBEHHBIX
CPEICTB B CUCTEMY MOHUTOPHHIA B MOPSIKE, IPEIyCMOTPEHHOM a03alaMu IMATBIM U JECATHIM ITyHKTa
37, abGzaueM mAThIM IyHKTa 38 M ab3anem nateiM nyHkTa 44 Hactosmero [lonoxenus. B ykazaHHBIX
CllydasiX JIOCTOBEPHOCTb TIPEJCTABJICHHBIX HCIpPaBJICHUA OMMOOK B CHCTEME MOHHUTOPHHIA
MOATBEPK/IAETCS B COOTBETCTBUU C ab3allaMHM CEIbMBIM M JIECATHIM IMyHKTa 37, a03aneM ceabMbIM
nyHKTa 38 u ab3aneM ceapbMbIM MyHKTa 44 Hactosmiero [lonoxeHus.

(a63arn BBesieH [locranoBnenuem [paBurensctea PO ot 02.11.2020 N 1779)

B CI/ICTeMy MOHI/ITOpI/IHFa BHOCATCS cne)ly}onme I/ICHpaBJ'IeHI/IZ OIHI/I60K B OTHOIIICHUN CO6CTBGHHBIX
oTepaIuid:

OTMEHa CYObEKTOM OOpalIeHHs JICKApCTBEHHBIX CPEJICTB paHee 3aperuCTPUPOBAHHOM oreparuu (B
cllydae, eCJH IOCIIe TAKOW OTNepanny He ObUIH COBEPIICHBI IEHCTBHUS C TIEPEXOIOM MpaBa COOCTBEHHOCTH
Ha JIEKapCTBEHHBIE TpETnaparhl);

OT3bIB  COOOIIEHHsT 00 OTrpy3Ke JIEKapCTBEHHBIX IpEnapaTroB CYObEKTOM oOpalieHus
JIEKapCTBEHHBIX  CPEACTB — OTIPABUTEIEM TaKOro COOOIICHMS, TEPEAaHHOTO  IOJy4YaTelto
JIEKapCTBEHHBIX IpernaparoB. Takasg KOPPEKTUPOBKa BO3MOXKHAa [0 Tepefauyd CBEIEHUl o
MOATBEPKICHUHU TIepejau JIEKapCTBEHHOTO Mpernapara APpyruM CyObeKTOM OOpalieHHsl JeKapCTBEHHbIX
CpPEICTB;

0TKa3 cyObeKTa oOpallleHus TEKapCTBEHHBIX CPEJICTB — MOJTy4yaTesl JeKapCTBEHHBIX NMPENapaToB OT
MPUEMKHU JICKaPCTBEHHBIX MpernaparoB. Takas KOPPEKTUPOBKAa BO3MOXKHA JO Mepeladyd CBEACHUH O
MOATBEPKICHUH TIepelau JIEKapCTBEHHOTO Mpernapara ApYyruM cyObeKTOM 00palleHUs JeKapCTBEHHBIX
MpernapaTos;

KOPPEKTHUPOBKA CYOBEKTOM OOpAaIlleHUs] JICKAPCTBEHHBIX CPEACTB pPaHEe HANPAaBICHHBIX WM
CBEJICHUI B CHCTEMYy MOHHUTOPHHTa O TIepelade JICKApCTBCHHOTO TMpernapara JPYyroMy CYOBbEKTYy
oOpallleHus JIEKapCTBEHHBIX CPEJCTB C MOATBEPKACHUEM TaKOl KOPPEKTHPOBKU CYOBEKTOM OOpalieHus
JIEKapCTBEHHBIX CPEJICTB, KOTOPOMY MEPEAaHbl TAKUE JIEKAPCTBEHHBIE MTPETapaThl.

(a63an BBeneH [locranoBnenuem [IpasutensctBa PO ot 21.07.2020 N 1079)

53. bIoKupoOBKa MPUHATHS CUCTEMOM MOHUTOPWHTA CBEACHUN O BBOJE B O0OPOT JIEKAPCTBEHHBIX
npemapaToB, 00 oOopore u (WiIuM) O BBIBOJE M3 000pOTa IJIEKAPCTBEHHBIX IMpemapaToB (maiee —
ONOKMPOBKA) OCYIIECTBISIETCS B aBTOMAaTHUYECKOM pEXHUME B COOTBETCTBHH C PErJIaMEHTOM,
OTIpeJIeNIIeMbIM OIEepPaTOPOM CHCTEMbl MOHHUTOPWHTA M coriacoBaHHbIM ¢ DenepanbHO cmy)00ii MO
HaJ30py B cepe 3apaBoOXpaHECHHSL.
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(B pexn. Iloctanosnenus IlpasurensctBa PO ot 30.08.2019 N 1118)
[lepeuenps npuuuH OJOKUPOBKH ITPUBEAEH B IpHIokeHuU N 7.

[Ipn ycTpaHeHun cyObeKkTOM OOpallleHHs JIEKAPCTBEHHBIX MPENapaTroB MPUYMH, MOCITYKUBIINX
OCHOBaHUEM JJIs1 OJIOKUPOBKH, OTMEHA OJIOKHPOBKH OCYLIECTBIISIETCS B aBTOMAaTUUECKOM PEXHUME.

B oTaenpHBIX ciydasx, nmepedeHb KOTOpbIX ompenenserca PenepalibHON Ciyk00W MO HaA30py B
cepe 31paBOOXpaHEHHS, TIPU OJIOKUPOBKE JOMYCKAETCSI BOSMOXKHOCTH IE€pefadyn CBEICHUH O BO3BpaTe
JIEKapCTBEHHBIX NPENapaToB NOCTABIIUKY, O NepeJade JEKapCTBEHHbIX MpenaparoB Ha YHUUYTOXKEHUE U
(unn) 06 MHOM BHUE BBIBOJA U3 000POTA JIEKAPCTBEHHBIX MTPENapaToB.

brnokupoBka u oTMeHa OJOKUPOBKM MOTYT BBOJUTBHCS B OTHOIIEHUU €IUHUIBI JIEKAPCTBEHHOTO
rpenapara, apTuu JEKapCTBEHHBIX IIPENapaToB WINA CEPUU JIEKAPCTBEHHBIX MIPENapaTosB.

VII. [lopsigok npeaocraBiaeHuss UHGOPMALUHU, COAEPKALICIHCH B CUCTEMe
MOHUTOPHUHIA

54. JlocTyn 3aMHTEpPECOBAHHBIX B MOJIY4Y€HUU UH(DOPMAIMK U3 CUCTEMbl MOHUTOPUHTA (PU3NYECKUX
U IOpUJIMYECKUX JIUL, (elepalbHbIX OPraHOB HCIOJIHUTENIBHON BIIACTH, OPraHOB TOCYIAapCTBEHHON
BJIACTH CyObeKTOB P® M OpraHoB MECTHOrO CaMOYIpPAaBJIEHUs O0OECIEYMBAETCSI ONEPaTOPOM CHCTEMBI
MOHHUTOPHHIA IO COTJIaCOBaHUIO ¢ MUHUCTEPCTBOM 31paBooxpaneHus PO.
(B pen. [locranosnenus [Ipasutenscta PO ot 21.07.2020 N 1079)

IIpu »sTOM oO6OnagareneM uHOpMaLMM, COAEpKAIEHCS B CHUCTEME MOHUTOPHHIA, SBISETCS
Poccuiickass ®eneparus. IlpaBomouust oOmamarens wuHPOPMAIMK, COACPXKAIICHCS B  CHCTEME
MOHUTOpHHTa, OT uMMeHH P® ocymectBisier MunucrtepcTBo 3apaBooxpaHeHus P®. Ob6nagatens
nH(popMalLKY, COJepKalleiicss B CUCTEME MOHMTOPHHIA, OOecreynBaeT KOH(UIACHIMAILHOCTh TaKOU
nHpopManuu, 3a HCKIOYeHHEM HHGopmaruu, oTHeceHHOH I[IpaBuTensctBoM P® k oOmiepoctymHoiM
nHpopMaIuu.

(a63arn BBesieH [locranoBnenuem I[paBurensctBa PO ot 21.07.2020 N 1079)

OmnepaTtop CHUCTEMbl MOHHUTOPHHIrA OCYIIECTBIISCT JCHCTBUS C WMHPOPMAILUEH, conepiKaimieics B
CHCTEME MOHHTOPHHTA, WM pa3peniacT OCYIISCTBICHHE TaKUX JCHCTBUI B IpeaeliaX MOJHOMOYHH,
YCTAaHOBJICHHBIX (pelepaibHBIMU 3aKOHAMHU W MPHUHUMAEMBIMH B COOTBETCTBUHM C HUMHU HWHBIMH
HOPMaTHBHBIMH MTPABOBBIMU akTamu PD, B ToM unciie Hactosmum [lonoskeHuem.

(a63arn BBesieH [locranoBienueM IpaBurensctBa PO ot 21.07.2020 N 1079)

55. Joctyn k uHbOpMalnu, CoAepKaIIeHcs B CHCTEME MOHUTOPUHTA, 00eCIIeYrBAETCs OMEPaTopoM
CUCTEMbl MOHUTOPUHTA C YYETOM CIEAYIOIINX MOJOKEHUH:

a) JocTyn (eaepasbHBIX OPraHOB HMCIOJHUTENBHONW BIIACTH, OPraHOB TOCYAApPCTBEHHOW BIIACTH
cyobekToB P® 1 oOpraHoB MECTHOro CaMOYNpaBJIEHHs B OTHOIICHUU COJEpIXKallleiCcsi B CHCTEMeE
MOHUTOpPUHIa HMH(OPMAIMM OCYLIECTBISETCS B TOM 4YHCJIE IOCPEICTBOM HHQPACTPYKTYPHI,
oOecneunBaromiell MHGOOPMAIIMOHHO-TEXHOJOIMUECKOE B3auMOJIEHCTBUE HH(OPMAIIMOHHBIX CHCTEM,
UCIOJIb3YEMBIX NIl NPEAOCTaBICHUS TOCYJapCTBEHHBIX M MYHHULUINAIBHBIX YCIYT M HCIOJHEHUS
rOCyJapCTBEHHBIX M MYHULIUTAIBHBIX (QYHKIHH B 3JIEKTPOHHON (opme;

0) noctyn cyOBeKTOB OOpalleHHs JIGKAPCTBEHHBIX CPEJACTB, MPEICTABISAIONINX HH(POPMALUIO IS
BHECEHMS B CHCTEMY MOHHUTOPHHIA, B OTHOLIEHHM INPEICTABICHHON MMM MH(YOPMAIMK ¥ HOPMAaTHBHO-
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CIIPaBOYHOW WMH(OpPMAIIMHU, COJACPIKALICHUCS B CHCTEME MOHUTOPUHIA, OCYIICCTBIISCTCS Yepe3 JIMYHBIN
KabuHeT cyObekTa oOOpalleHus JIEKapCTBEHHBIX CPEIACTB MM TOCPEIACTBOM HH(POPMALUOHHBIX
ANIEKTPOHHBIX CEPBUCOB C MCIHOJIB30BAaHMEM CTAaHIAPTHBIX IPOTOKOJIOB M UHTEP(EHCOB 3JIEKTPOHHOTO
B3aUMOJICHCTBHS,

(B pexn. IloctanoBnenus IlpasurensctBa PO ot 21.07.2020 N 1079)

B) JIOCTYN TPaXJIaH B OTHOIIECHHH COJEpKalleics B CHCTEME MOHUTOpPHHra HWHGOpMAIMK TpU
IIPOBEPKE CPEACTBA UJICHTU(UKALUN OCYLIECTBISETCA B TOM YHCIE C MCIIOJIb30BaHUEM CaiiTa oleparopa
CHCTEMBbl MOHHUTOPHHTA B WH(MOPMAIIMOHHO-TEIEKOMMYHUKAITMOHHOW ceTn "MHTepHeT" M MOOMIBHOTO
MIPUIIOKEHHUS.

56. MoOuipbHOE TTPUIIOKEHHE TIPU MTPOBEPKE CPEACTBA MICHTUPHUKAIIUYU 00ECIIEYMBAET B TOM YHUCIIE
CJIEIYIOIIHE BO3MOKHOCTH CUCTEMBI MOHUTOPHUHTA:

a) CUMTHIBAHUE CpPEJICTB MACHTU(UKALMM CO BTOPUYHOM (TOTPEOUTENbCKOW) YIaKOBKU
JIEKapCTBEHHOI'0 TIpemnapara (B cllyyae €€ OTCYTCTBUS — HEpPBUYHOM YNAKOBKH JIEKapCTBEHHOTO
npenapara);

0) oToOpaxkeHNe pe3yabTaTOB MPOBEPKH CPEACTBA UACHTU(PUKAIIMN B CHCTEME MOHUTOPHHTA;

B) BO3MOXHOCTb HaIIPpaBJICHUA CBe)IeHI/Iﬁ B CHUCTEMY MOHUTOPHMHIa O HAPYIICHUAX IOpsAAKa
MapKUPOBKU JICKAPCTBCHHBIX IIPEIIapaToOB.

57. CyObekT oOpalieHus JIeKapCTBEHHBIX CPEICTB MOKET MOJYYHUThH JOCTYI KO BCEM 3JIEKTPOHHBIM
JOKYMEHTaM, IMepelaHHbIM MM B CHCTEMY MOHHMTOPHMHIA, a TaKXe K DJEKTPOHHBIM JOKyMEHTaM,
CO3JITaHHBIM CHUCTEMOW MOHHUTOPHHTA IO pe3yibTaTaM 0O0paOOTKH TMOJIYUEHHBIX OT CyOBeKTa oOpalieHus
JIEKApCTBEHHBIX CPEACTB JOKYMEHTOB, a TakKe K MH(popMmanuu, oTHeceHHOU I[IpaButensctBoM PO k
o0mmenocTynmHoOM nHMGOPMAITUH.

(B pen. [locranosnenus [Ipasurenscta PO o1 21.07.2020 N 1079)

VIII. Onepartop cucTeMbl MOHUTOPHHIA

57(1). OmuTeHTy CpeAcTB HAEHTU(UKALNU, 3apETUCTPUPOBAHHOMY B CHCTEME MOHHMTOPHHIa M
MIPEJICTAaBUBIIEMY CBEICHHUS B CHUCTEMY MOHHMTOPMHIAa O HAHECEHUU CPEACTB HIACHTH(PHUKAIMK Ha
YIIaKOBKU JICKAPCTBEHHBIX IMPENapaToB, MOMUMO CBEICHM, YKa3aHHBIX B MYHKTE 57 HACTOSILIEro
[Tonoxenus, obecrieunBaeTcs AOCTYH K HMHQOPMALMM O CEpUAX U MAPTUAX TAKUX JIEKAPCTBEHHBIX
MIpernapaToB B 4acTU UH(OPMALMU O BJaJIeNbllax JEKApPCTBEHHBIX MPENapaToB U UX KOJIUYECTBE MO BCEH

LMK MOCTAaBKH WJIH OTIPY3KH.
(. 57(1) BBenen [locranoBinenuem IlpaBurenscTa PO ot 21.07.2020 N 1079)

57(2). lloTpeburensM JEKapCTBEHHBIX IIpenapaTroB obOecneuuBaeTcs AOCTYN K HHGOpMaluy,
otHeceHHOM [IpaBurensctBoM PO Kk 001men0cTynHol HHPOPMALIH.
(. 57(2) BBeneH Ilocranosnenuem IpaBurensctBa PO ot 21.07.2020 N 1079)

57(3) CDCI[epaJIBHBIM opraHam HCIIOJIHUTEILHOM BIIACTH B nejrax, OMpPEACIICHHBIX HACTOANINM
HOJ'IO)KCHI/ICM, oOecneunBacTCs JOCTYII K CJICAYIOIIUM CBCICHUAM:

a) HH(bOpMaHHH 0 Cy'6’bCKTaX O6paI_I_ICHI/ISI JICKAPCTBCHHLIX CPEACTB, O JICKAPCTBCHHLIX IIpCHiapaTax u
nux O60p0TC, HCO6XOI[I/IM8.H AJI1 BBIIIOJIHCHHA 3a4a4 W OCYHICCTBJICHUS (I)YHKLII/Iﬁ, BO3JIOKCHHBIX Ha
(pe,[[epaHLHLIC OpTraHbl HUCIIOJIHUTEIbHOI BJIACTH, B LCIIAX, OMPCACIICHHBIX HACTOSAIIUM HOJ’IO)KCHI/IGM;
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0) cratuctuueckast UH(GOpPMAIH O JIEKAPCTBEHHBIX MpernapaTrax U ux 000poTe;

B) uHpopmarus, orneceHnas [IpasurensctBom PO k o6menocTynHoi nHpopMarum.
(n. 57(3) BBeneH Ilocranosnenuem IlpasurensctBa PO ot 21.07.2020 N 1079)

57(4). CocrtaB uH(pOpMalUU, COACpPKAIIECHCS B CHUCTEME MOHUTOPHHIA, JOCTYI K KOTOPOM
oOecrieunBaeTcsi (peaepaibHBIM OpraHaM HUCTIOJIHUTEIBHON BIIACTH, ONPENENCTCS B COTJIAIICHUSX 00
WHOOPMAIIMOHHOM  B3aMMOJICHCTBHHM, 3aKJIIOUYEHHBIX  ONEPAaTOPOM  CHCTEMBbl MOHHTOPHUHTA C
(benepaabHBIMU OpraHaMy UCTIOJHUTENLHON BIaCTH 1 MUHHUCTEPCTBOM 31paBooxpaHeHust PO.

(n. 57(4) BBenen [locranoBnenuem I[paBurenscrea PO ot 21.07.2020 N 1079)

57(5). denepanbHOil ciykOe MO HAA30py B cdepe 3apaBOOXpaHEHHs] 00eCreuynBaeTCsl AOCTYN K
I/IH(l)OpMaU;I/II/I, conepmameﬁca B CUCTEMC MOHUTOPHHTA, B CJIAX!

a) OCYIIECTBJICHHS KOHTPOJIA COOJIIONCHUS] MEAUIIMHCKUMH pPaOOTHUKAMH, PYKOBOJUTEISIMU
MEIUIIMHCKUX OpraHu3anuii, QapMareBTUYCCKUMHU pPAaOOTHUKAMH ¢ PYKOBOJIUTEISIMHU alTEUHBIX
OpraHu3aIii OrpaHWYCHUN, TPUMEHSIEMBIX K HHM TIPH OCYIIECTBICHWHU TPO(eCcCHOHAILHON
NeATEIILHOCTH B COOTBETCTBHH C 3aKOHOJIATEIIHLCTBOM PD;

0) OCyILeCTBIEHHUS] TOCYJapCTBEHHOTO KOHTpOJisA (Haa3opa) B chepe oOpalieHHs JeKapCTBEHHbIX
CPEICTB;

B) MPOBEACHUS MOHUTOPUHIA aCCOPTUMEHTA U LIEH Ha >KU3HEHHO HEOOXOJIMMBbIe M Ba)KHEHIIne
JIEKapCTBEHHbIE TPEeraparshl;

I') OCYILECTBJICHUS B YCTAHOBJIEHHOM TOPSAKE MPOBEPKU AEATEIHLHOCTH MEIUIIMHCKUX U alTeYHBIX
OpraHu3aivii, OpraHu3anuii ONTOBOM TOPIOBJIM JICKAPCTBEHHBIMU CPEACTBAMH, IPYrUX OpraHU3alUi U
MHIUBUAYAIbHBIX MTPEeANpUHUMATENEH, OCYIIECTBISIIOIINX IEATEIbHOCTD B cepe 3paBOOXpaHEHUSI.

(. 57(5) BBenen [locranorienuem IlpaBurenscta PO ot 21.07.2020 N 1079)

57(6). ®enepanbHON HAJIOTOBOM CiTyk0€ oOecreuynBaeTcs TOCTYI K HH(OpMaIH, CoaepKaIIeiics B
CHCTEME MOHUTOPHUHTA, B IEIISX:

a) OCYIIECTBJCHHUS KOHTPOJSI W Haa30pa 3a MPAaBWIBHOCTHIO HCYHMCICHHS, TOJHOTOW W
CBOCBPEMEHHOCTHIO BHECEHHUS B COOTBETCTBYIOIIMI OFOKET OO/KeTHOW cuctembl P HaoroB u
cOOpoB, a B Cilydasx, MPeAYyCMOTPEHHBIX 3aKOHOJAATeNbCTBOM P®d, — 3a MpaBUIBHOCTHIO MCUHCIICHHS,
MOJIHOTOW W CBOEBPEMEHHOCTHIO BHECEHHS B COOTBETCTBYIOIIMN OIOKET HHBIX 00s3aTeNbHBIX
MJIaTeKEH;

0) KOHTpOJIs coOMOIeHUsT TpeOOBaHUI K KOHTPOJIBbHO-KACCOBOW TEXHHKE, MOPSAIKA U YCIOBHI ee
perucTpaiyy U IpUMEeHEHUS;

B) KOHTPOJS YydeTa BBIPYUKH JIE€HEKHBIX CPEACTB Y HOPUAMYECKUX JIML W WHAUBUIYaTbHBIX
npeanpuHIMaTeNei;

T') OCYIIECTBIICHUSI KOHTPOJBHBIX MEPOIIPUATHIA, BKITIOYasi KaMepaTbHbIE U BbIE3THBIC TIPOBEPKHU.
(. 57(6) BBeneH IlocranoBnenuem IlpaBurensctBa PO ot 21.07.2020 N 1079)

57(7). ®enepanbHOM TaMOXEHHOM ciyxOe oOecrneunBaercss JAOCTYN K  HMH(OpMAIHH,

coJIeprKalieiicss B CHCTeME MOHUTOPHHTA, B LIEJISAX 00eCreueHus: MPeTyCMOTPEHHBIX 3aKOHOIaTEIbCTBOM
P® nmonHOMOUMI IO OCYIIECTBIEHUIO TAMOXXEHHOIO KOHTPOJIA 3a NMPOAYKIUEn, BBo3uMon B PD, B Tom
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YHClie TAMOXXCHHOTO KOHTPOJIS IOCJIE BBIMYCKa TOBApOB, a TaKKe KOHTPOJIA 3a MPaBUIHHOCTHIO
HUCUYUCIICHUA W  CBOCBPCMCHHOCTBIO  YIUIATBI TAMOXCHHBIX  IMOMIJIMH, HaJIO0IroB, ClICHUaJIbHbIX,
AHTUACMIIMHTOBBIX KOMIICHCAITMOHHBIX IIOIIJIMH U HHBIX HJIaTe)KefI, B3MMAaHHC KOTOPLIX BO3JIOKCHO Ha
TaMOKCHHBIC OPraHbI.

(. 57(7) BBenen [locranoBnenuem IpaBurensctBa PO ot 21.07.2020 N 1079)

57(8). depepasibHON choyx)0e TOCYTApCTBEHHOW CTATUCTHKU OOeCIeYMBacTCs JOCTYIl K
nH(OpPMAIIAU, COICPIKAIICIHCS B CHCTEME MOHUTOPUHTA, B TEIIAX 00SCIICUCHUS OCYIIECTBICHUS ()YHKITHIA
mo (OPMHUPOBAHHUIO O(PHUIMAIBEHOW CTATUCTUYCCKOW HH(POPMAIMHM O COIHAIBHBIX, YKOHOMHYECKHUX,
JeMorpaguuecKux, SKOJOrHYECKUX U IPYTHX OOLIECTBEHHBIX Mpolieccax B PO.

(. 57(8) BBenen [locranornenuem IpasurensctBa PO ot 21.07.2020 N 1079)

57(9). denepanbHON aHTUMOHOMOJBHOW CIyX0e oOecreunBaeTcsi JOOCTYN K HHGOPMAINH,
COJIEpIKalICiCsl B CHCTEME MOHUTOPWHTA, B IIENAX OCYIICCTBJICHHS TOCYIApCTBEHHOTO KOHTpPOJIS 3a
coOJII0IEHEM aHTHMOHOIIOJILHOTO 3aKOHOAATENILCTBA B PD.

(. 57(9) BBenen [Nocranosnenuem IpaBurtensctea PO ot 21.07.2020 N 1079)

58. Oneparop cucTeMbl MOHUTOPUHTA 110 COTJIACOBAaHUIO ¢ MUHUCTEPCTBOM 3/paBooXpaHeHus PO
n OenepanbHO CITy)00M M0 HAA30pPY B chepe 3paBOOXpaHEHUST 00ECTICYNBACT:

a) co3/IaHue, Pa3BUTHE, BBOJ B IKCIUTyaTaIlUIO, SKCILTyaTallMI0 U BBIBOJI M3 SKCIUTyaTalliyd CHCTEMBI
MOHUTOPHHTA, TIpeJOCTaBieHne WHGOpPMAIUK, COJIEpPKAIIEeWcsT B CHUCTEME MOHHUTOPHHTA, U
B3aUMO/ICHCTBUE CUCTEMbl MOHUTOPUHTA C HHBIMU HH(POPMAIIUOHHBIMH CHCTEMaMU;

0) peanu3amMilo MEXaHW3MOB OOIIECTBEHHOTO KOHTPOJIS, BKJIIOYas mpueM HHOOpPMAIHH O
pe3yibTaTtax IPOBEPKH CPEACTB HWACHTU(UKAIMH M KAIOObl (U3MYECKHX M FOPUIAMYECKHUX JIHII,
WHIWBHIYAIBHBIX TpEeINpUHUMATEICH, XpaHeHHe, oO0paboTKy H Tepemady 5Toi WHPOpMaluu B
VIIOJTHOMOYEHHBIE (heiepalibHbIe OPTraHbl UCTIOTHUTEILHON BIIACTH.

59. Omnepatop CcHUCTEMBl MOHUTOPHMHIAa HECET OTBETCTBEHHOCTh B  COOTBETCTBHUH  C
3aKOHOIaTEILCTBOM PD:

a) 3a XpaHEHHUE BCEX JAHHBIX U 3amuceil TpaH3akUui B 06a3e NTaHHBIX, PETUCTPUPYEMBIX B CUCTEME
MOHHUTOPHHIA;

6) 3a OCJIOCTHOCTDb, COXPAHHOCTb U HCIIPOTUBOPCUYUBOCTD I/IH(I)OpMaI_II/II/I B CUCTEMC MOHHUTOPUHI'A;

B) 3a BEICHHE M XPAaHCHUE CJMHBIX PEECTPOB, CIPABOYHO-HOPMATHBHON WH(OpPMALINH,
kiaccuukaTopoB u popMaToB 0OMEHa TaHHBIMU;

r) 3a 6ecriepeOoHYI0 1 0TKAa30yCTONYMBYIO pabOTy CHCTEMbl MOHUTOPHHI',;

I[) 3a BOCCTAaHOBJICHUC pa6OTOCHOCO6HOCTI/I CUCTCMBbI MOHUTOPHUHI'a U €€ KOMIIOHCHT IIOCJIC
YCTPAHCHUSA cboeB npu YCJIOBUHU TIOJIHOTO YCTPAaHCHHA IPHUYHH, BbI3BABIIUX C6OI>'I, a TaKXeE 3a
COXpPAaHCHUC MCJIOCTHOCTU YCTAHOBJICHHBIX Ha CEpBEpax IPOrpaMMHO-TCXHUYCCKHUX CpPCACTB U 0a3
JaHHBIX,

e) 3a CTPYKTYPHOC PE3CPBUPOBAHUC, ABTOMATHYCCKOC BBISABJIICHUC (I)aI(Ta OTKa3a CCPBCPHOTO y3Jia U
NEPCKIOYCHUEC 3ada4 Ha ):[perﬁ CepBepHHﬁ y3€JI, a TaKXKC 3a HaJIu4uc pCe3CPBUPOBAHHOIO U
,Z[I/IBepCI/I(I)I/II_[I/IPOBaHHOFO 10 MOAKIIOYCHUIO K HpOBaﬁnepaM CCTCBOI'0 NOCTYyIIA,
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) 32 HH(POPMAIMOHHYIO 0€30MaCHOCTh U 3aIUTY JaHHBIX OT HECAHKIMOHWPOBAHHOTO JIOCTYIA U
yTeUKH HH(OpPMAINH;

3) 3a KOHCYJbTAallMOHHYIO U TEXHMUYECKYIO IMOJJIEPKKY CyOBEKTOB OOpallleHHs JIeKapCTBEHHBIX
CPEeACTB CUCTEMbl MOHUTOPUHTA H MOOMIIBHOTO MIPUIIOKESHHS IS (PU3UIECKUX JIHIL;

M) 3a cOOp W aHAmM3 OOpalieHWA HOPUIUISCKUX U (U3HYSCKUX JIUI, WHIAUBUIYAITHHBIX
MpeIIPUHIMATENIEH C IETbI0 IOCTAHOBKH 3a/1a4 Ha TOPaOO0TKY U MOJEpHU3AIMIO 0a3 JaHHBIX.

60. Oneparop cucTeMbl MOHUTOPUHTA B cliydae cOOsS B CHCTEME MOHHTOPHHTIA, TOBJICKIIETO 32
co0oil 0TKa3 B MpHEME CBEICHHMH OT CyOBEKTOB OOpallleHusl JIEKAPCTBEHHBIX CPEJACTB O COBEPILEHHBIX
oTiepanusx, pa3MeniaeT Ha O(PUIMAIBHOM caiiTe oreparopa CHCTEMbl MOHUTOPUHTA B HH(OPMAITHOHHO-
TEJIEeKOMMYHUKAMOHHOU ceTH "MHTepHeT" cienyromnye cBe1eHus:

a) uHpopmartus o c0oe He Mo3/AHee 4 4acOB C MOMEHTA €r0 BOSHUKHOBEHUS,

6) uHpopmarus 00 ycTpaHEHMM HPUYMH cOOSl M BOCCTAHOBIJIEHHMHU MOJIHON paboTOCIOCOOHOCTH
CUCTEMbl MOHUTOpPUHIA He Mo37Hee 4 4acoB C MOMEHTa BOCCTAaHOBJIEHHUS MOJHON paboTOCIIOCOOHOCTH
CUCTEMbl MOHUTOPHHTA C yKa3aHUEM IPOAOIKUTENBHOCTH OIpaHUYEeHHMs B ee padoTe.

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

[Tpunoxenne N 1 k [TonoxkeHuto 0 cucTeEMe MOHUTOPUHTA IBUKEHUSI JICKAPCTBEHHBIX MPEMapaToB IJIst
MEIUIIMHCKOTO PUMEHEHUS

CBeneHnusi, npeacTaBJsieMble rocy1apcTBEHHBIMH HH(OPMAIIMOHHBIMYU CHCTEMAMM
(denepajbHBIX OPraHOB UCHOJHUTEIbHOM BJIACTH B CHCTEMY MOHUTOPHHIa
JABUKEHUS JIEKAPCTBEHHBIX MPENApPaToOB IJI1 MeIUIUHCKOT0 IPUMEHEeHNs], a TAKKe
CBe/leHUs, epeaBaeMble U3 CUCTEMbl MOHUTOPHHIA IBHKEHUS JT€KAPCTBEHHbBIX
NnpenapaTroB i MeIUIIUHCKOT0 PUMeHEeHU s

Crmcok u3MeHsronmx 1o0KkymeHToB (B pea. [Toctanornenuit [IpaButensctBa PO ot 20.03.2020 N 311,
o1 21.07.2020 N 1079)

1. U3 Eaunoro peecTpa JIMLICH3UM Ha IMPOU3BOJACTBO JICKAPCTBCHHLIX CPCACTB AJIA nenei nepcaadu
HH(bOpMaHHH O JIMOCH3UAX Ha IMPOU3BOACTBO JICKAPCTBCHHLIX CPCACTB IIPOU3BOAUTCIIA JICKAPCTBCHHBIX
CpCaACTB, ABJIAIOLICTOCA OpFaHI/I3aHI/IeI71, HpHSHaBaeMOﬁ HaJIOT'OBBIM PE3UACHTOM PCD, B CHUCTCMY
MOHUTOpPHUHTIA IBUXXCHHA JICKAPCTBCHHLIX IIPCIIAPATOB AJId MCAUIMHCKOT'O IIPUMCHCHU A ():[anee — CUCTCMa
MOHHUTOPHHTA, JICKAPCTBCHHBIC HpenapaTLI) IMPEACTABJIAAKOTCA CICAYIOIINC CBEACHUA:

a) I/II[CHTI/I(I)I/IKS.I_II/IOHHBII\/’I HOMCP HAJIOTOIUIATCIIbIINKA ITPOU3BOAUTECIIA JICKAPCTBCHHBIX CPCACTB;

0) OCHOBHOW TOCYJapCTBEHHBIH PETUCTPAIMOHHBIA HOMEp TMPOM3BOJIUTENS JIEKAPCTBEHHBIX
CPEICTB;

B) HaAaUMCHOBAHHUEC MMPONU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB;

T) HOMCD JIMICH3HU;
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1) 1aTa BbIJA4M JIMLICH3UU;

€) CTaTyc ACUCTBUS JULICH3UHU;

) JaTa U3SMEHEHHUS CTaTyca IeUCTBUS JIUICH3UN;

3) aJpec MecCTa OCYIIECTBIICHHUS JEATEIBHOCTH COTJIACHO JHUICH3MH (TI00aIbHBIN YHUKAJIHHBIN
UACHTU(PHUKATOP aAPECHOTO 00beKTa B (enepaabHOl HHPOPMAITMOHHON aipeCHOM CUCTEME M OTIHCAaHHE
aJIPECHOTO 00BEKTA);

1) TiepedeHb paboT U yCIyr, IPeyCMOTPEHHBIX JIUIIEH3HUEH;

K) IlepeyeHb JIEKApCTBEHHBIX (POPM, IIPETYCMOTPEHHBIX JINLIEH3UEH;

J1) TOTIOJHUTENLHOE ONMCAaHue Mo paboTam (yciayram).

2. V3 equHOrO peecTpa JMIEH3NH, B TOM YUCIIE JIMIIEH3UH, BBIJAHHBIX OpraHaMy IrOCYAapCTBEHHOMN
BJIACTH CYOBEKTOB PD B COOTBETCTBUM C MEpEeIaHHBIM IMOJIHOMOYHMEM IO JIMLIEH3UPOBAHUIO OTIEIbHBIX
BUJIOB JICSITENILHOCTU B cdepe OXpaHbl 3J0pOBbs, U Iefied mnepenadyd MHQOpMAUKU O JIUIEH3USIX
CyOBEKTOB OOpaleHUs] JIEKAPCTBEHHBIX CPEACTB, SIBJIAIONIMXCS OPraHu3alusMU, pU3HABaeMbIMU
HaJIOTOBBIM DPE3UAEHTOM P®, WM MHIMBHUIyaTbHBIMH NPEANPUHUMATEISIMU, B CUCTEMY MOHHUTOPHUHIA
IIPEICTABIISIOTCS CIEAYIOINE CBEACHHNS:

a) WIACHTU(PUKAIMOHHBI HOMEp HaJIOTOIUIATeNbIMKA CyObEKTa OOpalieHus JEKapCTBEHHBIX
CpE/CTB;

0) HOMep JIMIICH3UH;
B) JlaTa HavaJa JCHCTBHS JIUIICH3UH;

I) aJpec MecTa OCYIIECTBJICHHS JEATEIbHOCTH COIVIACHO JUIEH3UU (TI00abHBIN YHUKAJIbHBIH
UICHTU(PUKATOP aipecHOro o0beKkTa B (eaepanbHON HHGOPMAITMOHHOM aJIpeCHOM CHCTEME U ONMCaHUE);

1) CTaTyC ACUCTBUS JUIIEH3UH (UICHTU(DHUKATOP U OTIUCAHUE);

€) laTa U3MEHCHUS CTaTyca JICHCTBUS JIUIICH3UH;

) TIepeYeHb PadOT M YCIYT, MPEIyCMOTPEHHBIX JIMIIEH3UEH (MICHTU(UKATOPHI U OTIMCAHHKE).

3. U3 enuHOM TOCYIapCTBEHHON MHPOPMAIIMOHHON CUCTEMBI B cepe 3paBOOXpaHEHHUs IS 1eNei
ONMCAHMsI JICKAPCTBCHHBIX IMPEIapaToB B CUCTEMY MOHHUTOPHHIA IPEICTABISIOTCS CICIYIOLIUE

CBCACHUA:

a) YHI/IKaJ'H)HHﬁ I/II[CHTI/I(I)I/IKB.TOI) 3allMCu B CAUHOM CTPYKTYPUPOBAHHOM CIPABOYHHUKE-KATaJIOIe
JICKApCTBCHHBIX IIPCIIAPATOB;

6) HOMCED pECruCTPAMOHHOTO YAOCTOBCPCHUS JICKAPCTBCHHOT'O ITpECIiapara,
B) Jara FOC}’I[B.pCTBCHHOﬁ peructpanuu JICKapCTBECHHOI'O IIpCIiapara,

T) CTaTycC JEeNCTBUS PEruCTpaiuOHHOTO YAOCTOBCPCHU A JICKAPCTBCHHOTI'O IIPCIIapaTa,
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1) MEXIyHapOJHOE HENAaTEHTOBAHHOE, WJM TPYNIHPOBOYHOE, WIM XUMHYECKOE HAUMEHOBAaHUE
JIEKapCTBEHHOTIO IIperapara;

¢) HaMMEHOBAHME JICPXKATEJIsl MIIM BIIAJEbl[a PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUS JICKAPCTBECHHOTO
npernapara;

K) CTpaHa pETUCTpalMy Jep)KaTelss WM BJIaJelblla PEruCTPALMOHHOTO yJOCTOBEPEHHS
JIEKapCTBEHHOI'O IIpenapaTta;

3) KOO HaJIOTOoINIaTC/IbIIUKA JACPIKATCIIA MWK BJIAJAC/IbIa PErUCTPAlUOHHOTO YAOCTOBCPCHUA
JICKApCTBCHHOT'O IMperiapara B CTpaHC PETUCTpallu,

M) TpPU3HAK HaIW4Ms JIEKAPCTBEHHOIO IIpernapara B IE€peYHe >KU3HEHHO HEOOXOAMMBIX U
BAKHEWIIINX JICKAPCTBEHHBIX IIPENApATOB;

K) TOProBO€ HaMEHOBAHUE JIEKAPCTBEHHOTO MIpenapara;

J1) IepBUYHAsI YITAKOBKA JIEKApCTBEHHOTO Mpernapara;

M) KOJIMYECTBO JIEKapCTBEHHOM (OPMBI B IEPBUUHOM YITaKOBKE;

H) BTOpH4Has (MOTpeOUTEeNbCKasl) YIIaKOBKa JIEKapCTBEHHOTO Mpenaparta (Ipu HaIudun);

0) KOJHMYECTBO TICPBUYHOM  YIIAKOBKH  JIEKAPCTBEHHOTO  Mpermapara BO  BTOPHYHOH
(moTpebuTeNhCKOM) YIIaKOBKE JIEKAPCTBEHHOTO Tpenapara (IMpu HAIMYWHN);

1) JIeKapCTBEHHas Gopma;
P) KOJIMYECTBO €TUHHII U3MEPEHUS TO3UPOBKH JIEKAPCTBEHHOTO TIpenapara;

C) HaUMEHOBaHUE CYObEKTa OOpalleHHs JIEKapCTBEHHBIX CPEACTB, OCYIIECTBISAIONIEIO (hacoBKY
(ynakoBKy) JIEKapCTBEHHBIX MPENapaToOB BO BTOPUUHYIO (MOTPEOUTENBCKYIO) YIIAKOBKY JEKApPCTBEHHOTO
npemnaparta (B ciay4ae ee OTCYTCTBHSI — IEPBUYHYIO YIIAKOBKY JIEKapCTBEHHOTO IIperapara);

T) KOJ HAaJIOTOIUIATENBIINKA CYOBeKTa OOpAICHUs JICKAPCTBEHHBIX CPEICTB, OCYIIECTBISIONIETO
(dacoBky (yMakoBKy) JIEKQpCTBEHHBIX TIpENaparoB BO BTOPUYHYIO (TIOTPEOUTETHCKYIO) YIAKOBKY
JICKApCTBEHHOTO Tpenapata (B ciydyae €€ OTCYTCTBHUS — IMEPBUYHYIO YIAKOBKY JICKAPCTBEHHOIO
npernapara), B CTpaHe PerUCTpallHu;

y) CTpaHa pEerucTpanuu CcyObeKTa OOpaIICHUsl JIEKAPCTBEHHBIX CPEJICTB, OCYIICCTBIISIOIICTO
(dacoBky (yNakoBKy) JIEKQpCTBEHHBIX TIpPENaparoB BO BTOPUYHYIO (TOTPEOUTETHCKYIO) YIAKOBKY
JIEKapCTBEHHOTO TMpemnapara (B cilydae e€e OTCYTCTBUS — TMEPBUYHYIO YIAKOBKY JIEKQpPCTBEHHOTO
npernapara);

¢) aapec mMecra OCYIIECTBICHUS JEATENBHOCTU CyObeKTa OOpallleHusl JIEKapCTBEHHBIX CPENCTB,
ocymiecTBistomero  (acoBky  (ymakoBKYy) — JIGKApCTBEHHBIX  IpenapaToB  BO  BTOPUYHYIO
(MOTpeOUTENbCKYIO) YHAKOBKY JIEKapCTBEHHOIO Ipenapara (B cilydae €€ OTCYTCTBUS — IEpBUYHYIO
YIIaKOBKY JIEKApCTBEHHOTO Ipernapara), yKa3aHHbIH B JIMIIEH3MM Ha IPOMU3BOJCTBO JIEKAPCTBEHHBIX
CPEeACTB IPU HAJMYUHU TAKOM JMIEH3UH (I00ATbHBIA YHUKATBHBIA UASHTH(PHUKATOP apecHOro 00beKTa
B (heaepanbHOM MHPOPMALIMOHHOM aipEeCHOM cUCTEME U OHCAHUE);
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X) HauMEHOBaHHE cyObekTa OOpalleHHs JICKAPCTBEHHBIX CPEACTB, OCYIIECTBIIAIOIIEIO CTAIHIO
BBIITYCKAOIIEI0 KOHTPOJISI KAYeCTBA;

1) KOJ HaJIOTrOIUIaTesblllMKa CyOBbeKTa OOpalleHHs JEKapCTBEHHBIX CPENCTB, OCYIIECTBIISIOLIEIO
CTaJIMIO BBIMTYCKAIOIIEr0 KOHTPOJISl KAYECTBA B CTPAHE PETUCTPAIIUH;

4) CTpaHa pErucTpanuu cyObeKTa OOpalleHUs JIEKAPCTBEHHBIX CPEACTB, OCYLIECTBISAIOIIEIO
CTaJIMIO BBIITYCKAIOIIETr0 KOHTPOJISl KaYeCTBa;

) aJpec MecTa OCYIICCTBIICHUS JCATEIHHOCTH CyOBeKTa OOpamieHUs JCKApCTBEHHBIX CPEICTB,
OCYIIECTBIISIIOIIETO MPOU3BOJICTBEHHYIO CTaJIMI0 BBIITYCKAIOMIETO KOHTPOJS KayecTBa, YKa3aHHBIA B
JIUOCH3UNW Ha MPOMU3BOACTBO JICKAPCTBCHHBLIX CPCACTB IIPHU HAJIWYHUU TaKoOM JINIICH3U U (FJ'IO63J'II)HI)H\/JI
YHUKaJIbHBINA HIEHTU(UKATOP aJIpeCHOr0 00beKTa B (esiepaibHON MH(OPMALIMOHHOMN apecHOI cucteme
U ONMCaHUE);

1I1) 1aTa pErucTpalyy MpeaebHON IIeHbI Ha JIEKapCTBEHHBIN Mpernapar;
bl) TIpeJIeNIbHAs 3apEeruCTPUPOBAHHAS 1IE€HA B PyOIIsX;

7) HaMMEHOBaHHE CyOBEKTa OOpAIICHHUS JIEKAPCTBEHHBIX CPEACTB, OCYLICCTBILSIONIETO CTAIHIO
MIPOM3BOJICTBA TOTOBOM JIEKAPCTBEHHOU (POPMBI;
(. "3" BBeneH I[locranosnenuem [pasurensctBa PO ot 21.07.2020 N 1079)

10) KOJI HAJIOTOIUIATENbINKA CYyObeKTa OOpamIeHHs JEKapCTBEHHBIX CPEJICTB, OCYIIECTBIISFOIIETO
CTaJIMIO MIPOM3BOJICTBA TOTOBOH JICKAPCTBEHHOH (POPMBI B CTpaHE PETUCTPAIUH;
(. "w0" BBeaeH [locranoBnenuem [IpaBurensctBa PO ot 21.07.2020 N 1079)

s) CTpaHa PETUCTPALUU CyObeKTa 0OpaleHus JIEKAPCTBEHHBIX CPECTB, OCYIIECTBIISIONIETO CTAIUIO
MIPOM3BOJICTBA TOTOBOM JIEKAPCTBEHHOU (POPMBI.
(rm. "a" BBeneH [loctanoBnenuem IlpaButensctBa PO ot 21.07.2020 N 1079)

4. 13 EauHOoro rocynapCTBEHHOTO peecTpa HOpUIMYECKHX JUIl U EAMHOro rocynapcTBeHHOIrO
peectpa  MHAMBHAYaJbHBIX MpEANpPUHUMATENECH  COOTBETCTBEHHO B  LENSAX  MOJATBEPKICHUS
JOCTOBEPHOCTH CBEACHUN O TOCYIapCTBEHHOM pErucTpaluu CyObEeKTOB OOpaleHHs JIeKapCTBEHHBIX
CPEICTB, SBJSIOMIMXCS OpraHM3alMsIMH, [PU3HABAEMBbIMU HAJOTOBBIM pe3ujieHToM Pd, wumm
WHIUBUAYAIbHBIMU TPEANPUHUMATENSAMUA, B CHUCTEMY MOHHUTOPUHIA MPEJICTABISIIOTCS CIEIyIoIne
CBEICHHUS:

a) I/IIICHTI/I(I)I/IKB.I_II/IOHHHﬁ HOMCp HaJIOTrOIIaTC/IbIINKa CY6’LGKT8 O6paH_IeHI/I${ JICKAaPCTBCHHLIX
CpCACTB;

0) KO/1 HAJIOTOBOT'O OPraHa;

B) KOJ CTaTyca IOPHIMYECKOTO JIUIA WM WHAWBUIYaTbHOTO PEAPUHIMATEIS;

') HAMMEHOBaHUE CyObeKTa 00OpaIIeHus IeKapCTBEHHBIX CPE/ICTB;

1) CTaTyC 3allMCH O PETHCTPAIMH IOPUANIECKOTO JIUIA WM HHAUBUAYATBHOTO MPEAPHHUMATEIS;
€) CBeICHUS O pYKOBOJMTENIE CYOBEKTa OOpalleHusl JEKapCTBEHHBIX CpPEACTB WM 00

HHAUBUAYAJIbHOM NPCAIIPUHHUMATCIIC.
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5. W3 rocynapCcTBEHHOTO peecTpa aKKpeIUTOBAHHBIX (DUITHANIOB, PEICTABUTEIIHCTB HHOCTPAHHBIX
IOpUJIMYECKUX JIUI B  IEJIIX TOATBEPXKJEHUS JOCTOBEPHOCTH CBEACHUH O  perucrpanuu
MPEACTABUTENBCTB WHOCTPAHHBIX OpraHU3alMi, SIBJISIIONIUXCS JEpXkKaTeJSIMU WM BJaJieiblaMu
PEruCTPAIIMOHHOTO YIOCTOBEPEHUSI JICKAPCTBEHHOTO TMpemapara, Ha tepputopun PD B cucremy
MOHUTOPHHIA IPEJCTABIIAIOTCS CIAEAYIOIINE CBEICHUS:

a) WICHTU(UKAIIMOHHBIN HOMEp HaJIOTOIIaTeNbIINKA MTPEJICTABUTEIbCTBA;
0) KO/1 HAJIOTOBOTO OpraHa y4eTa IpeiCcTaBUTeNILCTBA;

B) HAMMEHOBAHUE MPEJICTABUTEIIHCTBA;

') HOMEp 3aluCH 00 aKKpeIUTAIUH;

1) CBeZICHUSI 00 MHOCTPaHHOM OpraHu3aluy;

€) KOJI COCTOSTHHSI aKKpeIUTalluy;

) CBEJICHUS O PYKOBOJIUTEJIE MTPEICTABUTEIbCTBA.

6. U3 aBromaTu3mMpoBaHHOW WH(pOpMalMOHHON cucTteMbl DenepanbHON CIIyKObI MO HAI30PY B
cdepe 3mpaBoOOXpaHEHHUS B IEAX oOecrieueHus: 0€30MacHOCTH B CUCTEMY MOHUTOPHHTA TIPEICTABIISIOTCS
ClenyIole CBEJeHUs O BbIBoJE (00 OTMEHE BBIBOJIA) M3 OOpaIIeHHs JICKAPCTBEHHBIX MPEMapaToB IO
MHUIMATUBE YIOJIHOMOYEHHOTO (hefiepaibHOro opraHa UCTIOJIHUTEIbHON BIACTH:

(B pen. [locranosnenus [IpaBurensctBa PO o1 21.07.2020 N 1079)

a) aTa, ¢ KOTOPO HeoOX0aMMO 00ecTeunTh BBIBO (OTMEHY BBIBOJA) JIEKAPCTBEHHOTO IIpenapara
13 oOpalieHus;
(B pen. [Nocranosnenus [Ipasutenscta PO ot 21.07.2020 N 1079)

0) HOMep PEruCTPallMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOT'O IIpernapara;
B) JlaTa TOCYJIapCTBEHHON PErUCTpally JIEKAPCTBEHHOTO Mpernapara;

I') OCHOBAaHHE BbIBOJIa (OTMEHBI BBIBOJIA) M3 OOpaleHHs JIEKApPCTBEHHOTO Mpernapara;
(B pen. Ilocranosnenus IpaButenscta PO ot 21.07.2020 N 1079)

1) PEKBU3UTHI JOKyMEHTa O BbIBOJE (00 OTMEHe BbBIBOJA) W3 OOpallleHUs JIEKapCTBEHHOTO
npernapara;
(B pen. Ilocranosnenus IpaButenscta PO ot 21.07.2020 N 1079)

€) rI00abHBIN UICHTH(PUKAIMOHHBII HOMEP TOPrOBOM €IUHUIIBI,

) HOMep NPOU3BOICTBEHHOM CepHH;

3) UACHTU(UKAIMOHHBIM HOMEp HAJOTOIIIATENbIINKAa CyObeKTa oOpalleHus JeKapCTBEHHBIX
CpenCTB (eclu OCYIIECTBISAETCS H3BATHE TOJBKO Y OJHOTO CYObEeKTa OOpalieHHs JeKapCTBEHHBIX
CpPEICTB, a HEe U3BATHE BCEHl cepuu (MapTun).

6(1) N3 cucremsl MOHUTOpHHI'a B MNCIAX HTOATBCPXKACHHUA HJOCTOBCPHOCTU CBCI[CHHfI,
MMpEACTaBIACMBIX Cy6’beKTaMI/I 06paH_[CHI/I$I JICKApCTBCHHBIX CPCICTB B (DeﬂepanLHyro CJ'Iy)K6y 1o HaA30py
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B cdepe 3ApaBOOXpaHEHUs MPHU BBOJIE JICKAPCTBEHHBIX MPEMAPATOB B TPAKIAHCKUN 000POT, IEPEIArOTCs
B ABTOMAaTH3UPOBAHHYIO WH(pOpMAIMOHHYIO cuctemMy DenepanbHON cioykObl M0 Hamg3opy B cdepe
3paBOOXPAHEHUS CIEAYIOIINE CBEJICHUS O TAKUX JIEKAPCTBEHHBIX MperaparTax:

a) WICHTH(HUKAIMOHHBI HOMEp HAJOTOIUIATENbIINKA CyOBeKTa OOpalleHus] JIeKapCTBEHHBIX
CPEICTB, OCYyIIEeCTBUBIIErO (acoBKy (YIMaKOBKY) JIEKAPCTBEHHBIX TPEMApaTOB BO BTOPUYHYIO
(MOTpPeOUTENBCKYI0) YITAKOBKY JICKQPCTBEHHOTO TIperapara (a mpu ee OTCYTCTBUU — IEPBUYHYIO
YIAKOBKY JICKAaPCTBEHHOTO Tpemnapara) npu MpOU3BOJACTBE JIEKAPCTBEHHOTO Tpernapara Ha TePPUTOPUN
P® wnu ocymecrBuBiiero BBo3 B PO M TamMOKEHHOE IEKIAPUPOBAHUE JIEKAPCTBEHHOIO Ipernapara B
cllydae BBOJIa B T'PaXJaHCKUH 00OOPOT JIEKapCTBEHHOrO Mperapara, MPOU3BEACHHOTO BHE TEPPUTOPHUU
PO;

0) HanMeHOBaHHME cyObeKkTa OOpalleHHs JIEKaPCTBEHHBIX CPEJICTB, OCYILECTBUBIIErO (HacoBKY
(ynakoBKy) JIEKapCTBEHHBIX MPENapaToB BO BTOPUYHYIO (MOTPEOUTENBCKYIO) YIIaKOBKY JEKapCTBEHHOTO
npernapata (a Hpu €e OTCYTCTBUM — MEPBUYHYIO YIAKOBKY JIEKAPCTBEHHOTO Mpernapara) IpH
IIPOU3BOJICTBE JIEKAPCTBEHHOTO Ipenapara Ha teppuropun PO wim ocymiectBuBiiero Bso3 B PO u
TaMOYKEHHOE JIeKJIApUPOBAaHHUE JIEKApCTBEHHOI'O Ipernapara B cilydae BBOJA B TI'PaXAaHCKUH 000pOT
JIEKApCTBEHHOTO Mpernapara, IpOu3BEJEHHOTO BHE TeppUTOpru PO;

B) CBCACHHA O JICKAPCTBCHHOM IIpEriaparc, IMNOJYYCHHBIC B paMKax OIIMCAHHA JICKAPCTBCHHOI'O
mnpemnapara B CUCTEMC MOHHUTOPHHI'a B COOTBETCTBHUH C ITYHKTOM 33 TloyIoKEeHUS O CUCTEME MOHUTOPHHIA
ABUXKCHUSA JICKAPCTBCHHBIX nmpemnaparoB JJIA MCEIUITUHCKOT'O IMPUMCHCHUA, YTBCPKIACHHOI'O
nocranoBieHueM [IpaButensctBa PO ot 14.12.2018 N 1556 "O06 yrBepkaenun IlonokeHust o cucreme
MOHHUTOPHHIA ABHKEHHUS JIEKApPCTBEHHBIX MIPENapaToB il MEAUIIMHCKOTO MPUMEHEeHN " ;

') HOMep MPOU3BOICTBEHHOH CEPHH;
1) 00BeM TPOU3BOACTBEHHOM CepUH;

€) nmara ymakoBKH ((acoBKH) JIEKQpCTBEHHOTO Ipernapara BO BTOPUYHYIO (TOTPEOUTEITHCKYIO)
VIIAKOBKY JICKAPCTBEHHOTO Tperapara (a Mpu ee OTCYTCTBHM — MEPBUYHYIO YIIAKOBKY JICKAPCTBEHHOTO
npernapara) pu poU3BOJICTBE JICKAPCTBEHHOTO Tperapara Ha Tepputopun PO;

) UICHTHU(PUKAUOHHBII HOMEpP HaJOroIJiaTeNbIIMKa COOCTBEHHHKA JIEKAPCTBEHHOIO IperapaTa
MIPU KOHTPAKTHOM (TIOJPSIIHOM) MPOU3BOJICTBE JIEKAPCTBEHHOTO Mpenapara Ha teppuropuu Pd;

3) HaMMEHOBaHHE COOCTBEHHHKA JIEKAaPCTBEHHOI'O IIpermapaTa HpuU KOHTPAKTHOM (TIOJPSTHOM)
MIPOM3BOJICTBE JIEKAPCTBEHHOTO Mpenapara Ha Teppuropuu PO;

M) JlaTa perucTpanyy TaMOKEHHOU JeKIapaluy Ha JIEKapCTBEHHBIM MpemnapaTr B cliydyae BBOJA B
rpaXKJaHCKHUI 000pOT JIEKapCTBEHHOTO Mpenapara, Ipou3BEICHHOT0 BHE TeppuTopun PO;

K) peFI/ICTpaI_[I/IOHHHﬁ HOMCED TaMOKEHHOM ACKJIapallii Ha J'IeKapCTBCHHHﬁ npemnapar B CJjiydac
BBOJa B Fpa)KI[aHCKI/Iﬁ 060pOT JICKAPCTBCHHOTO IIpCIiapara, Mponu3BECACHHOTO BHC TCPPUTOPHUU PD;

J) AaHHBIE O BBIMYCKE Ul BHYTPEHHEr0 NOTpeOJIeHus JIEKapCTBEHHOTO Ipernapara B cilyyae BBOJA
B I'P@XJaHCKHUI 000pOT JIEKApCTBEHHOTO Ipernapara, Mpou3BeeHHOTo BHe Tepputopun PO.

(m. 6(1) BBenen [locranoBnenuem [IpaButensctea PO ot 21.07.2020 N 1079)

6(2). U3 aBromMaTtu3npoBaHHON MH(POPMALMOHHONW cucTeMbl DenepanbHOI CiIyKObl 10 HaI30py B
cdepe 31paBOOXpAHEHUS B LENAX MOATBEPKIACHUS JTOCTOBEPHOCTH CBEJICHHUH O BBOJIE JICKAPCTBEHHBIX
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IIpEeNnapaToB B rpaKJaHCKUIl 000pOT B CUCTEMY MOHUTOPUHIA MPECTABIIAIOTCS CIEAYIOIINE CBEICHMUS:

a) JlaTa PETUCTpAIlMK CBEJCHHUI B aBTOMATU3HPOBAHHON MH(POpPMAIIMOHHOU cucteme DenepanpbHON
CITy’KOBI 110 HA/I30py B chepe 3ApaBOOXpaHCHUS;

0) PEKBU3WUTHI 3alHCH O JICKAPCTBEHHOM IIperapare, BBOJAWMOM B TPaXIAHCKHA 000pOT, B
aBTOMATH3UpPOBaHHOW HH(pOpMaMOHHONW cucteme @DenepanbHOW CIy)KOBI MO HaMBOpy B cdepe
3/IpaBOOXPaHEHUS;

B) TJOOQJIBHBIN HICHTH(PUKAIIMOHHBI HOMEpP TOProOBOWM EJIWHUILI BBOJUMOTO B TPaKIAaHCKUN
000pOT JIEKAPCTBEHHOTO TMIpenapara;

I) HOMEp MPOU3BOJACTBEHHON Cepuu BBOAMMOIO B TpaXJaHCKUH OOOpPOT JIEKAPCTBEHHOIO
npenapara;

1) KOJMYECTBO BTOPHUHBIX (MOTPEOUTENHCKUX) YHAKOBOK JIEKAPCTBEHHOTO IpenapaTa (a mpu ux
OTCYTCTBMM — IEPBUYHBIX YIIAKOBOK JIEKaPCTBEHHOTO Mperapara), BBOJAUMOrO B IpaskJaHCKUN 000pOT;

€) HoMep paspemieHus DeaepanbHON CITYKOBI MO0 HAA30py B cdepe 3ApaBOOXpaHEHUS HA BBOJ B
rpakIaHCKHU 000pOoT (B CiTydae BBOJA B TpaXKIaHCKHI 000pOT MMMYHOOHOJIOTHUECKOTO JIEKAPCTBEHHOTO
npenapara);

XK) WICHTU(UKAITMOHHBIA HOMEp HaJOTOIUIATENbIINKA CyOBhEKTa OOpaIeHusl JICKapCTBEHHBIX
CpPE/ACTB, OCYIIECTBISIONIETO BBOJI JICKAPCTBEHHOTO Mperapara B TPaKIaHCKUH 000pOT.
(. 6(2) BBeaen [locranoBnenuem [IpaBurensctBa PO ot 21.07.2020 N 1079)

6(3). N3 cucremMpl MOHHTOPHMHTA B IIEIIX OOECIEUEHUs OCYIIECTBICHU (eaepasTbHOTO
rOCyJapCTBEHHOTO Haa30pa B cdepe OoOpalieHus: JIEKapCTBEHHBIX MPENapaToB Ui METUIIHHCKOTO
npuMeHeHuss DenepanbHON ciayx00i 1O Ham3opy B cdepe 3apaBOOXpPAHEHUS TIepelaloTcs B
aBTOMATH3UPOBAaHHYID HH(POpPMANMOHHYIO cucTeMy DenepanbHOW CciayxObl MO0 Haa30py B cdepe
3IIPaBOOXPAaHEHHS CIICIYIOINE CBEJACHUSI 00 YHUUTOKEHHUH JICKAPCTBCHHBIX MPENapaToB:

a) Jara BHECEHUS CBEACHUNW B CHUCTEMYy MOHUTOPUHTa OO0 YHUYTOXEHHH JIEKaPCTBEHHOTO
npernapara;

0) wuneHTU(UKALMOHHBIE HOMEp HAJOTOIUIATENbIIUKa CyObeKTa oOOpallleHus JIeKapCTBEHHBIX
CPEJCTB, OCYILECTBUBIIIETO Mepeauy JeKapcTBEHHOTo Mpenapara Ha YHUUTOKECHHE;

B) HanMCHOBAaHHC CY6’beKTa O6paH_IeHI/I$I JICKAPCTBCHHBIX CPCACTB, OCYLICCTBUBLICIO IICpeaady
JICKApCTBCHHOT'O IIpeIiapaTa Ha YHUUTOKCHHUC,

r) I/II[eHTI/I(bI/IKaI_II/IOHHBII\/’I HOMEp HaJIOToIUIaTCIbIIKA opraHu3anuu, OCYI_HGCTBI/IBH_Ieﬁ
YHUUTOKCHHUC JICKAPCTBCHHOTO IIpCIiapara,

,[[) HaNUMCHOBAHUC OpraHU3allny, OCYIJ.[CCTBI/IBI_HGI‘/’I YHUUTOKCHHUC JICKAPCTBCHHOT'O ITpeIiapara,
e) aapeC opraHu3anuu, OCYH_ICCTBI/IBH_Ieﬁ YHUUYTOKCHUC JICKAPCTBCHHOT'O IIpeIapara;
)K) PCKBU3UTHI aKTa 00 YHUYTOKCHHU JICKAPCTBCHHOT'O IIpCIiapaTa (,[[aTa u HOMCp);

3) CBCACHUA O JICKAPCTBCHHOM IIPCIIApaTe, INOJYYCHHLIC B paMKaxX OIHUCAHUA JICKAPCTBCHHOTO
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IpernapaTa B CUCTEME MOHUTOPUHIA B COOTBETCTBUM C IyHKTOM 33 IloJiojkeHus 0 cucTeMe MOHUTOPHHIa
JIBUOKEHMSI  JIGKAPCTBEHHBIX  IpEnapaTroB JUli  MEIULMHCKOTO  IPUMEHEHHUS, YTBEPKIACHHOIO
nocra"oBieHueM [IpaButenscrea PO ot 14.12.2018 N 1556 "O6 yrBepxkaenuu Ilonoxenus o cucreme
MOHHUTOPHHIA ABHKEHUS JIEKApCTBEHHBIX IIPENapaToB Uil MEAUIIMHCKOTO IPUMEHEHN " ;

1) CIOCO0 YHUUYTOKECHUS;
K) JlaTa YHUYTOXEHUS;

J) IPUYMHA U OCHOBAHUE TEepeIauy JIGKAPCTBEHHOIO MIperapara Ha yHUUTOKEHHE.
(. 6(3) BBeneH [locranoBnenuem [Ipasurtensctea PO ot 21.07.2020 N 1079)

7. I3 EquHolt aBTOMaTU3MpOBAaHHOW MH(MOPMAIIMOHHOW CHCTEMbI TAMOXXEHHBIX OPTaHOB C LIEJIBIO
MPEAYNPEKIACHNS U IPECEUEHUS IPECTYIUICHUM U aIMAHUCTPATUBHBIX IIPAaBOHAPYIICHUH, OTHECEHHBIX K
KOMIIETEHIIMM TAMOYKEHHBIX OpraHoB P®, B cuCTEMy MOHHMTOPUHIA IPEACTABIIIOTCSA CIEIYIOLINE
CBEJICHUS O JICKAPCTBEHHBIX IIperapaTax, BBE3€HHbIX B P® M NOMEIIEHHBIX IOJ OINpEACIICHHbIE
TaMOKE€HHBIE TIPOLIETYPBI, COAEPIKALINAECS B TAMOKEHHOM JIEKJIapalliy Ha TOBAPbI:

a) KOJl TAMOXKEHHOI'O OpraHa;
0) nara peructpaiyy TaMOKEHHOM JeKIapaluy Ha JIEKapCTBEHHbBIN Ipernapar;
B) PErHCTPAIMOHHBIN HOMEP TaMOKCHHOM JICKIapaliii Ha JICKapCTBEHHBIN Mpernapar;

T') KO UJIeHTU(DHUKAIINN;
(. "r" B pen. IlocranoBnenus [IpaBurensctBa PO ot 20.03.2020 N 311)

1) TAMOXXEHHAsi CTOUMOCTbh, CTATHCTUYECKAsi CTOMMOCTh M (DaKTypHasi CTOMMOCTD JIGKAPCTBEHHOTO
npernapara;

€) KOJI CTpaHbl MPOUCXOKACHUS JICKAPCTBEHHOTO Npenapara;

K) HASHTU(UKALUOHHBIA HOMEp HaJOroIiaTeNblIuKa CyObekTa oOpallleHus JEKapCTBEHHbBIX
CPEICTB, OCYIIECTBIISIIOIIETO BBO3 U JIEKJIapUPOBAaHUE JIEKApCTBEHHOTO MIpenapara;

3) KOJ 3asBJICHHOM TaMO>KEHHOM nmpoucaypbel B COOTBETCTBUH C KJIaCCI/ICbI/IKaTOPOM BHUJOB
TaMOKCHHBIX ITPOLCAYP;

I/I) AAaHHBIC O BBIITYCKE UIA BHYTPCHHETO HOTpe6J'IeHI/I$I JICKApCTBCHHOI'O IIpIiaparta.

8. Cucrema MOHHUTOpHHI'a B LCIAX MNPCAYHPCKIACHUSA HW HNPCCCUCHUA HpeCTYHHeHI/Iﬁ nu
AIMUHUCTPATUBHBIX npaBOHapymeHI/nTI, OTHCCCHHBIX K KOMIICTCHIIMKN TaMOXXCHHBIX OPraHOB PO,
OCYIICCTBJIACT MEpcaavyy B EI[I/IHYI-O ABTOMAaTHU3UPOBAHHYIO HH(bOpMaHHOHHYTO CUCTEMY TaMOXKXCHHBIX
OpraHoB IIO 3allpoCy CICAYIOMIUEC CBCACHUA O JICKAPCTBCHHLIX IPCIIapaTax, BBE3CHHLIX Ha TCPPUTOPHUIO
P®:

a) I/II[CHTI/I(I)I/IKaI_II/IOHHBII\/’I HOMCP HaJOTOIIATC/IbIIIUKA CY6’LGKT3. O6paH_IeHI/IH JICKApCTBCHHBIX
CpCACTB, OCYHICCTBIIAIOMICTO BBO3 B P®u ACKIIApHUPOBAHUC JICKAPCTBCHHBIX NIPCIIaPATOB;

6) KOJ CTpaHbI IIPOUCXOKACHHUA JICKAPCTBCHHOI'O ITpCI1apara,
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B) TJI00aNbHBIA UACHTU(DUKAIIMOHHBIM HOMEDP TOPTOBOM €IMHUIIBI,

r) KOJI WIACHTU(UKAUK W KOJA HACHTH(PHUKAUUU TPETUYHOW (TPAHCIOPTHOH) YHAKOBKH
JIEKapCTBEHHOTO TpenapaTa, B KOTOpO HaXOIUTCsI BBEICHHBII B 000pOT JIEKApCTBEHHBIN Mperapar;
(nm. "r" B pex. [loctanoBnenus IlpaBurenscrsa P® ot 20.03.2020 N 311)

1) CTaTycC JIEKapCTBEHHOTO Iperapara B CUCTEME MOHUTOPHUHIa;

€) TepeueHb KOAOB HICHTU(UKAIMH, COACPXKAIIMXCS B TPETUUYHOHM (TPAHCIOPTHON) YHaKOBKE

JICKapCTBEHHOT'O TIpenapara.
(. "e" B pen. [locranosnenus [IpasutensctBa PO ot 20.03.2020 N 311)

[Tpunoxxenne N 2 k [TonoxeHnto 0 cucTeMe MOHUTOPUHTA JBUKEHUS JIEKAPCTBEHHBIX MPENapaToB s
MEIUIUHCKOTO MPUMEHEHHUS

Ilepeuens cBeaeHU, NPeACTABIAAEMbIX IIPU ONMMUCAHUH JIEKAPCTBEHHbIX NpenapaTos
JJIS MEAMIMHCKOI0 IPUMEHEHNs Cy0ObeKTaMM 00palleHHs JIeKAPCTBEHHBIX CPEACTB
B HH(OpPMaLMOHHBIN pecypc, o0ecneynBaAIOIIUH y4eT U XpPaHeHHe J0CTOBEPHBIX
AAHHBIX 0 TOBAPaxX M0 COOTBETCTBYIOLIEH TOBAPHOI HOMEHKJIAType

1. ToproBoe HaMMEHOBaHUE JICKAPCTBEHHOTO Tpenapara Jjisi MeAUIMHCKOTO PUMEHEHUS (1anee —
JIEKapCTBEHHBIN Mpenapar).

2. bpenp (ToproBast Mapka).
3. HoMep perucTpaiioHHOTO YA0CTOBEPEHUS JIEKAPCTBEHHOTO IIpernapara.
4. Jlata rocyiapCTBEHHOW PErvUCTPaIiy JIEKAPCTBEHHOTO TIpenapara.

5. HaumeHoBaHue aeprkatessl WM BJIaJeliblla PETUCTPAMOHHOTO YIOCTOBEPEHUSI JIEKapCTBEHHOTO
npernapara.

6. Anpec nepxaTens WIM BIaJeNblla PETUCTPAIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara.

7. MexnyHapoHOE HETaTeHTOBaHHOE HAaMEHOBAHUE JIEKAPCTBEHHOTO Mpernapara.
8. JlekapcTBeHHas (opma.
9. KonnuecTBo eIMHUI] U3MEPEHUS JO3UPOBKHU JIEKAPCTBEHHOTO IIpenapara.

10. Tun BTrOpHYHOIN (TIOTPEOUTENHCKOM) YMAKOBKH JIEKQpPCTBEHHOTO Tpemnapara (B ciiydae ee
OTCYTCTBHUSI — IEPBUYHOM YIAKOBKH JIEKAPCTBEHHOTO IIpenapara).

11. Matepuan BTOpu4yHOH (MOTPEOUTENBCKON) YIIAKOBKH JICKAPCTBEHHOTO Ipernapara (B ciy4yae ee
OTCYTCTBHSI — IEPBUYHOM YIAKOBKHU JIEKAPCTBEHHOTO IIpErapara).

12. KosmyecTBo (Mepa) JeKapCTBEHHOTO IMpernapaTa BO BTOPUYHON (MOTPEOUTENIHCKOM) yIaKOBKe
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JIEKapCTBCHHOTO TMpenapara (B ciiydae €€ OTCYTCTBUSI — B IEPBUYHON YIIAKOBKE JIEKAPCTBEHHOTO
npenapara).

13. Hanuume BHYTpH BTOPUYHON (HOTPEOUTENHCKON) YINAKOBKH JIEKAPCTBEHHOrO Ipemnapara
HEMAapKUPOBAHHON MEpPBUYHOM YNAKOBKM JIEKAPCTBEHHOTO Ipemnapara (Mpd HAJIWYUM BTOPUYHOU
(TTOTpeOUTENBCKOM) YITAaKOBKHU JIEKAPCTBEHHOTO Ipenapara).

14. Onucanue BIIOKCHHOH BO BTOPUYHYIO (TIOTPEOHMTENHCKYIO) YIAKOBKY JIEKApPCTBEHHOTO
npenapara HeMapKUPOBaHHOW MEPBUYHOMN YIAKOBKH JIEKAPCTBEHHOTO Mperapara.

15. HaumenoBanue ¢acopmuka (YyrnakoBIIHKa) (3aMOJHAETCS B CiIydae OCYIIECTBICHUS (aCOBKU
(ymakoBku) Ha Tepputopun PD).

16. Anpec dacoBuuka (ymakoBIIMKa) BO BTOPUUHYIO (IIOTPEOMTENBCKYIO)  YHAKOBKY
JIEKapCTBEHHOI'0 Ipemnapara (B cilydae €€ OTCYTCTBUS — IEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO
npenapara) (3aloJHASTCS B CIydae OCyIIecTBICHUs (pacoBkH (YakoBKH) Ha Tepputopun PD).

[Tpunoxenne N 3 k [TonoxkeHUI0 0 cHCTEME MOHUTOPUHTA IBUKEHUSI JICKAPCTBEHHBIX MPEMapaToB JJIst
MEIUIIUHCKOTO MPUMEHEHUS

Cgenenmnsi, nmpeacraniisieMble Cy0ObeKTaAMHU 00pallieHHus JIEKAPCTBEHHBIX CPEJICTB B
CHCTEMY MOHUTOPHHIA IBHKEHHS JIEKAPCTBEHHbBIX NMPENapaToB IJI MeIUIIHHCKOT 0
NpUMeHeHNsl IPU BBOJIE B 000POT JIeKAPCTBEHHBIX NPENapaToB /151 MeIUIUHCKOT0

NpUMeHeHust

Crmcok u3MeHsronmx 1o0kymeHToB (B pea. [locranonenuii [1paBurenscta PO ot 30.08.2019 N
1118, 01 20.03.2020 N 311, o1 21.07.2020 N 1079, ot 02.11.2020 N 1779)

I. CBeneHnus 0 JieKapcTBEHHBIX MpenapaTax JJjisi MeIUIIMHCKOT0 MPUMeHeHusl,
Npoun3Be/ieHHbIX HA TeppuTopuu P®, npeacrapJ/isieMble Cy0beKTaMH 00pallleHUS
JIEKAPCTBEHHBIX CPEJCTB B CHUCTEMY MOHUTOPHHIA IBUKEHMSI JIeKAPCTBEHHBIX
NnpenapaToB AJsi MEAMIIUHCKOT0 MPHUMEHEeHUsA

1. CyObekTbl oOpalieHus JTIeKapCTBEHHBIX CPEJICTB MPHU 3aBEPIICHUH CTAaIUH (HacoBKH (YIaKOBKHU)
JIEKapCTBEHHBIX MPENnaparoB Uil MEIUIIMHCKOTO MpUMEHEHUs (Janee — JIeKapCTBEHHbBIE MpernapaThl) BO
BTOPUYHYIO (MOTPEOUTENbCKYIO0) YINAKOBKY JIEKAaPCTBEHHOIO Mpemapara (B cilyyae €€ OTCYTCTBUSA —
MIEPBUYHYIO YITAKOBKY JIGKAPCTBEHHOTO MperapaTa) MpeACTaBIsSIOT B CUCTEMY MOHUTOPHUHIA JABWKEHUS
JIEKapCTBEHHBIX MPENapaToB (Jajgee — cucTeMa MOHHUTOPHHTA) CIEAYIOYI0 HHPOPMAIIHIO B OTHOLICHUH
Ka)KJI0M TOProBOM €IMHHUIIBI JIEKAPCTBEHHOT'O Ipernapara:

a) JlaTa COBEPILIECHHUS OTIepaIiy;
0) uneHTHPUKATOp CyOBEKTa OOpaIleHUsl JEKApPCTBEHHBIX CPENICTB, OCYIIECTBISIONMIETO (PAcOBKY
(ynakoBKy) JIEKapCTBEHHBIX MPEMapaTOB BO BTOPUYHYIO (MOTPEOUTENHCKYIO) YIAKOBKY JIEKapCTBEHHOTO

npernapara (B ciIydae ee OTCYTCTBHS — NEPBUYHYIO YIIAKOBKY JIEKApPCTBEHHOTO Mpenapara);
(B pen. IlocranoBnenus IlpaButensctea PO ot 21.07.2020 N 1079)

5213 72


http://disuria.ru/

MoctaHoBneHue MNpasutenbctea PO ot 14.12.2018 N 1556 — O6 yrBepxxaeHun MonoxeHns o cucTeMe MOHUTOPUHIa ABMXKEHNS
nekapcTBEHHbIX NMpenapaToB ANs MEAULMHCKOro npuMmeHeHns — [lencteyrowasa nocnenHas pegakums ot 28.01.2021 — Pepakuma N 9 — Havano
aencteus pegakuumn 06.02.2021

B) yrpatui cuity. — I[locranoBnenue IIpaButenscta PO ot 21.07.2020 N 1079;
I') THII IPOU3BOICTBEHHOTO 3aKa3a (KOHTPAKTHOE MJIM COOCTBEHHOE IIPOU3BOJICTBO);

1) uneHTudukatop cyObekTa OOpalleHusl JEKapCTBEHHBIX CPEICTB, SBIIAIONIETOCS 3aKAa3YHKOM
KOHTPAKTHOTO (TOAPSAHOTO) TPOHM3BOJACTBA (B Cllydae MpEACTaBICHUs HH(POPMAIMH CYyOBEKTOM
oOpamieHns JeKapCTBEHHBIX CPENICTB, OCYIIECTBISIFOIIUM KOHTPAKTHOE (TIOJPSAIHOE) IPOU3BOJICTBO);

(B pexn. Iloctanosnenus IlpasurensctBa PO ot 21.07.2020 N 1079)

€) rII00aNbHBIN WACHTU(PUKAIIMOHHBII HOMEP TOProBOM €JMHHUIIBI JIEKAPCTBEHHOTO MPEerapara;
) HOMEp MPOU3BOJICTBEHHON CEPUU JIEKApPCTBEHHOTO Mpernapara;
3) JlaTa UCTEYEHUs CpOKa FOJTHOCTH JIEKApCTBEHHOTO Mpenapara;

1) KOJl UIeHTU(UKALUY, TPUCBOCHHBIA BTOPUYHOM (IOTPEOUTETHCKOM) YIIaKOBKE JIEKAPCTBEHHOTO
npemnapara (B ciIydae ee OTCyTCTBHUS — IEPBUYHOMN YIIAKOBKE JIEKApPCTBEHHOT'O Ipenapara);
(B pen. Ilocranosnenus IlpaBurensctBa PO ot 20.03.2020 N 311)

K) nH(popmMairsg 00 UCHOIB3YEMOM YCTPOUCTBE PETUCTPALIMH SMUCCHH.
(nm. "k" BBeneH [locranoBnenuem [IpaButensctea PO ot 20.03.2020 N 311)

2. CyObexTsl oOpallleHHs JEeKapCTBEHHBIX CPENICTB IOCIIE€ 3aBEpIICHUS CTaJUU BBIMYCKAIOLIEro
KOHTpOJISl KayecTBa M MPEACTaBIEHUsI JOKYMEHTOB U cBeleHui B dDefepanbHylO CIyX0y 1o Hau30py B
cdepe 3ApaBOOXpaHEHUS MPEJCTABIAIOT B CUCTEMY MOHUTOPHHTA CIEIYIOIIYI0 HH(POPMAIINIO O BBIITyCKE
rOTOBOM TMPOAYKIMU B OTHOLIEHUH KaXIOW TOProBOM E€IMHMIIBI JIEKapCTBEHHOTO IIperapara,
MPOU3BEICHHON Ha Teppuropuu PO:

a) aTta COBEPIICHHUS OTICpPAIIHH;

0) wuneHTudukaTop CyObeKTa OOpalieHUs JIGKAPCTBEHHBIX CPEICTB, OCYIIECTBIISIONIETO
PETUCTPAIMIO CBEJICHHUI O BBIITYCKE TOTOBOM PO YKIIUH;

B) PEKBU3UTHI 3allUCH O JIEKAPCTBEHHOM IIperapare, BBOJAMMOM B TpaXXIaHCKHI 000pOT, B
aBTOMAaTU3UpPOBAaHHOW HHOpMalMOHHOW cucteme @enepanbHO CciykObl MO Haa30py B cdepe
3/IpaBOOXpaHEeHus (J1aTa U BHYTPEHHUN UACHTU(]UKATOD);

r) HoMep paspemeHust DenepaibHOM CITy)KOBI 10 HAA30pY B cdepe 3ApaBOOXpPAHEHUS HA BBOJ B
rpaXkJIaHCKHI 000pOT (B cllydae BBOJIA B IPAXIAHCKHI 000POT MIMMYHOOHOJIOTHYECKOTO JICKAPCTBEHHOTO
npenapara);

) KOA WIASHTH(HUKAUU WIA KOJ HACHTU(DUKAIUNU TPETHYHOW (TPAHCIOPTHOM) YIaKOBKU
JIEKapCTBEHHOTO Mpenapara, B KOTOPOil HaXOJIUTCS BBIMYIEHHBIM B 000pOT JIEKapCTBEHHBIN Ipemnapar (B
cllydae BBIITYCKa TPETUYHOH (TPAHCIIOPTHO) YITaKOBKH JIEKAPCTBEHHOTO Mpenapara MeTuKoM).

(1. 2 B pen. [locranosnenus [IpaBurensctBa PO ot 21.07.2020 N 1079)

I1. CBenenus, npeacrasiasieMble Cy0ObeKTaMM 00palleHNsl JTeKAPCTBEHHBIX CPEACTB B
CHCTEeMY MOHUTOPHHIA, 0 JIEKAPCTBEHHbIX Npenaparax, Npou3BeJIeHHbIX 32
npejaejamu reppuropuu P@®
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3. CyObexTsl OOpalleHusl JeKapCTBEHHBIX CPEACTB IPU 3aBEPUICHUH MPOHU3BOJCTBEHHOW CTaJnuu
¢dacoBkn (YymakoBKH) JIGKAPCTBEHHBIX IpENapaToB MM 3aBEPIICHUH MAapKUPOBKU  YIIAKOBOK
JICKapCTBEHHBIX MPENapaToB CPEICTBAMH WACHTU(PHKAIMKA HA TAMOXKEHHOM CKJIaJle B COOTBETCTBHU C
ab3anem BTopbeM myHKTa 4 [los10’keHust 0 cUCTeMe MOHUTOPHHTA IBUKCHHS JICKAPCTBEHHBIX MPENapaToB
JUTSI MEAMITMHCKOTO MPUMEHEHHUSI, YTBEPKACHHOTO nmocTtaHoBiieHueM [IpaBurensctBa PO ot 14.12.2018 N
1556 "O6 yrBepxkaenuu [losoxxeHust 0 cucTeMe MOHUTOPHHTA JABIKEHHSI JIGKAPCTBEHHBIX IPENapaToB
Ul MeAMLMHCKOro npuMeHeHus" (manee — IlonoskeHue), MpeAcTaBislOT B CUCTEMY MOHUTOPHHIA B
OTHOIIEHUU Ka)KJIOM TOProBOW €IMHUIIbI JEKAPCTBEHHOT'O IpernapaTa, MPOU3BEICHHON BHE TEPPUTOPUU

P®, caenyronryro nndopmanuio:
a) J1aTa COBEPIIICHUS OTICPALINH;

0) nneHTHUpUKaTOp CyOBEKTa 0OpaIlleHUs JIEKAPCTBEHHBIX CPEACTB, SIBJISIOIIETOCS AepiKaTeaeM Hin
BIIQJICNIBLIEM PErHCTPALMOHHOIO YAOCTOBEPEHMs, WU IPEJICTABUTENBCTBA CYOBEKTa OOpalLeHMs
JIEKAPCTBEHHBIX CPEJICTB Ha Tepputopun PD;

B) UIEHTHU(PHUKATOpP CyObeKkTa oOpallleHHs JIEKapCTBEHHBIX CPEACTB, OCYLIECTBIISIIOMIETO (acOBKY
(ynakoBKy) JIEKapCTBEHHBIX MPENapaToB BO BTOPUYHYIO (MOTPEOUTENHCKYIO) YIIaKOBKY JEKapCTBEHHOTO
npernaparta (a mpu ee 0OTCYyTCTBUU — IEPBUYHYIO YIIAaKOBKY JIEKAPCTBEHHOTO Mpernapara);

r) wuaeHtudukarop cyObekTa oOpalleHus JIeKapCTBEHHBIX CpPEICTB, OCYIIECTBISIONIErO
MIPOM3BOJICTBEHHYIO CTAJMIO BBITYCKAIOLIET0 KOHTPOJIS KAUeCTBa;

1) T7I00aTbHBIN UACHTH(UKAIIMOHHBIA HOMEP TOPTOBOM €TMHHMIIBI;
€) HOMep MPOU3BOJICTBEHHON CEPHUH JICKAPCTBEHHOTO TIperapara;
) JlaTa UCTCUCHUS CPOKa rOJHOCTH JISKAPCTBEHHOTO Mpernapara;

3) KOJI TAMOXEHHOTO OpraHa U PErucTPallMOHHBIA HOMEpP TaMOXKEHHOIrO cKiiaja (Mpu MapKUpPOBKE
YIaKOBOK JIEKAPCTBEHHBIX MpPENapaToB CPeICTBAMU UACHTU(UKALIMYA HA TAMOKEHHOM CKJIaJie);

1) KOJ UAEeHTU(UKALNY, TPUCBOCHHBIA BTOPUYHOM (MOTPEOUTETHCKOM) yIIaKOBKE JIEKapPCTBEHHOTO
npemnaparta (B ciay4ae ee OTCYTCTBHS — IEPBUYHOMN YIIaKOBKE JIEKAPCTBEHHOT'O IIperapara);

K) uHpopmMaiysg 00 UCIOIB3YEMOM YCTPOUCTBE PETUCTPALIMH SMUCCHH.
(. 3 B pen. I[locranosienus I1paBurenscTa PO ot 21.07.2020 N 1079)

3(1). CyOmexThl 0OpaleHHsl JIEKAPCTBEHHBIX CPEICTB MPHU OCYILECTBIEHUN MAPKUPOBKU YIIAKOBOK
JIEKapCTBEHHBIX IPENapaToB CPEACTBAMU HICHTU(PHKALUK HAa TaMOXXEHHOM CKJIaJieé B COOTBETCTBUU C
abzarieM BTOphIM myHKTa 4 IloNOXKEHHS TNPEACTABIAIOT B CHCTEMY MOHHUTOPHHTA CIICAYIOLIYIO
UH(pOpMaIIHIO:

a) uJIeHTU(UKaTOp CyObeKTa 0OpallleHus JIEKAPCTBEHHBIX CPE/ICTB, ABJSIOIIErOCs AepKaTesieM WIn
BJIQJIENIbLIEM PErUCTPALMOHHOIO YAOCTOBEPEHMS, MM IPEJICTABUTENbCTBA CYOBEKTa OOpalleHHs
JIEKapCTBEHHBIX CPENCTB HA TeppUTOpUH PD;

0) nara coBepIlIeHUs OTEepaIlHH;

B) TNI00aNbHBINA UACHTU(DUKAIIMOHHBIM HOMEP TOPTOBOM €INHUIIBI,
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I) KOJ TaMOXXEHHOI'O OpraHa M PETrUCTPALMOHHBIA HOMEpP TAMOXKEHHOI'O CKJIaZa, Ha KOTOPOM
OCYIIECTBIISICTCS MAapKHPOBKA YIIAKOBOK JIEKAPCTBEHHBIX MPENApaToB CPEACTBAMU HACHTH(HUKALUHU B
COOTBETCTBUH € ab3aneM BTOpbIM MyHKTa 4 [lonoskeHus;

1) KOAbl UACHTU(UKAIUY.
(m. 3(1) BBenen IlocranoBnenuem [IpaBurtensctea PO ot 21.07.2020 N 1079)

III. CBenenusi, npeacraBiisieMble CyObeKTaAMH 00pallleHNs] JIEKAPCTBEHHBIX CPEACTB
B CHCTEMY MOHUTOPHHIA, 0 JIEKAPCTBEHHBIX Npenaparax, BBO3UMbIX HA TEPPUTOPHUIO
PO®

4. CyObekTbl oOpallleHusl JIEKapCTBEHHBIX CPEICTB NPU 3aBEPIICHUU OTIPY3KU JIEKapCTBEHHBIX
npemnaparoB B PO wim mocne nepeaayn CBEACHUH 0 MapKUPOBKE YIMAKOBOK JIEKAPCTBEHHBIX MPETapaToB
CpeAcTBaMU WACHTU(HUKAIMM HAa TaMOXXEHHOM CKJIaJie B COOTBETCTBHHM C ab3aleM BTOpHIM IyHKTa 4
[TonosxeHust MPEACTABISAIOT B CUCTEMY MOHUTOPUHTA CIIEAYIONIYIO HH(OPMAIMIO B OTHOIIEHUH KaXI0H
€IMHUIIBI JIEKAPCTBEHHOTO TIpenapara:

a) 1aTa COBEPIICHUS OTEepPaIlnH;

0) uneHTHpuUKaTOp CyOBEKTa 0OpallleHUs JIEKapCTBEHHBIX CPEACTB, SIBJISIOIIETOCS AepiKaTeIeM Hn
BIIQJICNIBIIEM PETUCTPAIIMOHHOTO YIOCTOBEPEHMs, WM TPEICTABUTEIILCTBA CYObEKTa OOpaIeHus
JIEKapCTBEHHBIX CpeACTB Ha Tepputopuu PD (He TpeOyercs B ciydae NpEICTABICHUS CBEACHUN B
COOTBETCTBHUU C ab3a1iaMu CEeJIbMbIM U JACCITHIM IyHKTa 37 1 ab3amem ceapbMbiM myHKTa 38 Tlomoxkenus);
(8 pen. ITocranosnenus [IpaButenscrBa PO ot 02.11.2020 N 1779)

B) uaeHTH(UKATOp CcyOBeKTa OOpalIeHHs JICKapCTBEHHBIX CPEACTB, SBJSIOMIECTOCS TMPOIABIIOM
JIEKapCTBEHHBIX MpernaparoB (He TpeOyeTcss B Cilydyae NpPEICTaBJICHUS CBEACHUNH B COOTBETCTBUU C
a03araMu ceIbMbIM U JIECATHIM MyHKTa 37 1 ab3arieM ceabMbIM ImyHKTa 38 [losoxxenus);

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

r) uaeHTuduxkatop cyObeKTa oOpalieHHs] JEKapCTBEHHBIX CPEICTB, SBIISIOIIETOCS MOKYMaTeleM
JIEKapCTBEHHBIX IpernapatoB B PD;

1) THII JIOTOBOPA;

€) PEeKBHU3UTHI NIEPBUYHOTO JOKYMEHTA, SIBIISIOLIETOCS OCHOBAaHUEM I OTTPY3KH JIEKAPCTBEHHOTO
npenapara B PO;

) KOJ TaMOXKEHHOTO OpraHa M pErHCTPAllMOHHBIN HOMep cKkjiaaa (apec MecTa HaXOKJIeHUs
TOBapa COMIACHO TAMO>KEHHOM JeKJIapallii Ha TOBAaphl, 32 UCKIIIOUEHUEM CITy4as MapKHUPOBKH yIIaKOBOK
JIEKapCTBEHHBIX MPENapaTroB CPeACTBAMHU HACHTU(UKAIMA HA TaMOKEHHOM CKIJIaJieé B COOTBETCTBHH C
ab63ariem BTOpbIM IyHKTa 4 [lonoxxenus);

3) KOA WICHTU(UKAMM MM KOJX HAECHTHU(PHUKALUU TPETUYHOW (TPAaHCHOPTHOW) YHaKOBKHU
JIEKapCTBEHHOT'O MpernapaTa, B KOTOPOH HAaXOIUTCS ATOT JIEKAPCTBEHHBIN Mpenapar (B cilydae OTIPY3KH
TPETUYHOH (TPaHCIOPTHOM) YIAaKOBKH JIEKAPCTBEHHOT'O Mpernapara HeJnKOM).

(1. 4 B pen. [locranosnenus [IpaBurensctBa PO ot 21.07.2020 N 1079)

5. Cy6’beKTBI 06paIJ_ICHI/I}I JICKAPCTBCHHBIX CPCACTB MPHU OCYHICCTBJICHUHU BBO3a NPCACTABIIAIOT B
CUCTCMY MOHUTOPHHIA CIICAYIOLIYIO I/IH(I)OpMaLII/IIO B OTHOIICHHMH KaXXIOW €IUMHUIILI JICKAPpCTBCHHOT'O
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npernapara:
a) J1aTa COBEPIICHUS OTepallnH;

0) uneHtupuKaTop CyObeKTa OOpalieHHs JEKAapCTBEHHBIX IPENapaToB, OCYIIECTBISIIONIETO BBO3
JIEKApCTBEHHBIX IIpenaparos B PO;

B) KOJI TAMOXEHHOI'O OpraHa M perucTpalioHHbIN HOMEp cKiaza (aapec MecTa HaxOXKIEHMs ToBapa
COTJIaCHO TaMOXXEHHOM JeKJIapallii Ha TOBaphbl);

I) HUJIEHTU(PHUKATOP CYObEKTa OOpalleHHs! JIEKApCTBEHHBIX CPEACTB, SBIIAIOIIEIOCS MPOJaBIOM
JIEKapCTBEHHBIX MpernapaTtoB (He TpeOyeTcss B cilydyae NpPEJICTABICHUS CBEACHUW B COOTBETCTBUU C
ab3amamMu ceIbMbIM U JIECSIThIM IyHKTa 37 u ab3aneM cebMbIM ITyHKTa 38 [lonoxeHus);

(B pen. Iloctanosnenus IlpasurensctBa PO ot 02.11.2020 N 1779)

1) THII JIOTOBOPA;

€) PeKBHU3UTHl MEPBUYHOTO JOKYMEHTA, SIBIISIOLIETOCS OCHOBAaHMEM JJIsi BBO3a JIEKApPCTBEHHOTO
npenapata B PO (nara u Homep);

) UIeHTU(UKATOp CyObeKTa 00OpallieHus JIEKAPCTBEHHBIX CPECTB, SBIISIOIIETOCs JepKaTesleM UIH
BIIQJICNIBIIEM PETUCTPAIMOHHOTO YIOCTOBEPEHHsI, WJIM TPEJACTABUTEIHCTBA CyOBEKTa OOpareHus
JIEKApCTBEHHBIX CPeACTB Ha Tepputopun PD (B ciaydae BBO3a JIEKapCTBEHHOTO Tpemapara B P®
CyObeKTOM oOOpallleHHs JIEKapCTBEHHBIX CPEACTB, HE SBISIOMIMMCA Jep:KaTelieM WM BlaJelbleM
PErUCTPAIIOHHOTO YAOCTOBEpEHU) (He TpeOyeTcsl B Cilydae MPECTaBICHUS CBEIEHUI B COOTBETCTBHUH C
a03araMu ceIbMbIM U JIECSATHIM MyHKTa 37 1 ab3ariemM ceapbMbIM myHKTa 38 [lomosxkeHus);

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

3) KOJ HIACHTU(UKAIIMU WM KOJ WACHTH(PUKAIUA TPETHYHON (TPAaHCHIOPTHOM) YIIaKOBKH
JIEKapCTBEHHOI'O Mperapara, B KOTOPOHW HAaXOJUTCS 3TOT JIEKapCTBEHHBIN MpemnapaTr (B ciiydyae BBO3a
TPETUYHOM (TPAHCIIOPTHOM) YIIaKOBKHU JIEKAPCTBEHHOTO Mpenapara eIUKOM).

(. 5 B pen. Ilocranosienus [paBurenscta PO ot 21.07.2020 N 1079)

6. CyObekThl oOpalieHus JEKapCTBEHHBIX CPEJCTB, OCYLIECTBIISIIOIINE Mepeaady JeKapCTBEHHBIX
MpernapaToB, MOMEIICHHBIX M0 TAMOXEHHYIO MPOLIETypy TAMOXKEHHOTO CKJIajaa, APYroMy COOCTBEHHUKY
(cmMeHa COOCTBEHHHMKA), NPEACTABIAIOT B CHUCTEMY MOHHUTOPUHTA CIEAYIOUIyI0 HWH(GOpPMALHI0 B
OTHOIICHUH KaXKIOW €AMHUILIBI IEKAPCTBEHHOTO Mperapara:

a) JlaTa COBEPILIECHUS OTIepaIiy;

0) uneHtuduKaTop cyobekTa oOpallleHus JIEKApCTBEHHBIX CPEJICTB, OCYILIECTBIISIONIETO Mepeaavy
JIEKapCTBEHHBIX MPEMapaToB;

B) MJAEHTH(UKATOp CyObeKTa OOpalleHusl JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTBIISIONIETO MPUEMKY
JIEKapCTBEHHBIX NPENapaTos;

') PEeKBU3UTHI IEPBUYHOTO JTIOKYMEHTA, SIBJISIFOIErOCsl OCHOBAaHUEM /ISl IIepejauyl JICKapCTBEHHOTO
npenapara (JaTa 1 HOMep);

) KOA WIASHTH(UKAIMU WIH KOJ WACHTU(UKAIMKA TPETHYHOW (TPAHCIOPTHOM) YIIaKOBKU
JIEKApCTBEHHOTO MperapaTta, B KOTOPOW HAXOJUTCS 3TOT JIEKAPCTBEHHBIN IMpenapar (B ciiyyae nepeaadu
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TPETUYHOM (TPAaHCIIOPTHON) YIAKOBKH JIEKAPCTBEHHOTO Tpernapara HeIuKOM).
(. 6 B pen. IloctanoBnenus IIpasurenscrea P® ot 21.07.2020 N 1079)

7. CyOBbeKThl oOpaiieHus JIeKapCTBEHHBIX CPEJCTB IPH MOATBEPIKICHUU CBEACHUN 00 OTTPY3Ke UITN
0 BBO3€ JICKQpPCTBEHHOTO mpernapara B PO, wim npueMke Ha GapManeBTUYSCKUI CKIIa]] JICKAPCTBEHHOTO
npemapata Ha Tepputopuu PD, mimm mepemade mpaBa COOCTBEHHOCTH Ha JIGKAPCTBEHHBIM Iperapar,
IOMEIIEHHBIN MOJ] TaMOXXEHHYIO MPOUEAYPY TaMOKEHHOTO CKJIaJa, MpPU MNOATBEPKIACHUU CBEIACHUI,
COAEpKAIIUXCSI B CUCTEME MOHUTOPHUHIA, MPEIACTABIISIIOT B CHCTEMY MOHUTOPHHIA CIIEIYIOLIYIO
MH(OPMALIUIO B OTHOIICHUH KaKI0W €UHUIIBI JICKAPCTBEHHOTO Tpernapara:

a) 1aTa COBEPIIICHUS OTEepPaIlnH;

0) wuneHtTudukarop cyObekra oOOpalleHus JIEKapCTBEHHBIX CPEICTB, OCYIIECTBISIOLIETO
MOJITBEPKICHUE CBEICHUN;

B) HICHTHUQHUKATOpP CYObEKTa OOpalleHHsl JIEKApCTBEHHBIX CPEJCTB, paHEe OCYILECTBUBILErO
perucTpanuio cBeACHU 00 OTrpy3Ke WM O BBO3€ JIEKapCTBEHHBIX IpenapaToB B P®, wnu npuemke Ha
(dapmalileBTHUECKUN CKJIaJ JIEKapCTBEHHBIX IpenaparoB Ha Teppuropun PO, uiam nepemaye mnpasa
cOOCTBEHHOCTH Ha JIEKAPCTBEHHBIN Mpenapar, MOMEIEHHBIH M0/1 TAMOXKEHHYIO MPOLIETypy TaAMOKEHHOTO
CKJIaJa;

r) KOJA WIEHTUGHUKAUUU WIM KOJ WICHTHU(PHUKAIMK TPETUYHON (TPAHCIOPTHOM) YIaKOBKU
JICKApCTBEHHOTO TIpernapara, B KOTOPOW HaXOIUTCS STOT JIEKAPCTBEHHBIN mpernapar (B ciiydae mepeaadn
TPETUYHOM (TPAaHCTIOPTHOM) YITAaKOBKH JIEKAPCTBEHHOTO TMpernapara mMeJIuKOM).

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

8. CyObeKThl 00OpalieHus JIeKapCTBEHHBIX CPEJICTB MPH MEepEeMEIEHIH JIEKapCTBEHHBIX MTPenapaToB
MEXAY 30HaMH TaMOXKEHHOTO KOHTPOJIA TMPEACTaBISIOT B CHCTEMY MOHHMTOPHUHIA CIEIYIOIIYIO
nH(OPMALIKIO B OTHOLICHUH KaXKJI0M €JMHUIIBI JIEKAPCTBEHHOTO Mpenapara:

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

a) J1laTa COBEPILECHHUS OTIepaIiy;

0) wuneHTudukKaTop CyObeKTa OOpalieHUs JIGKAPCTBEHHBIX CPEICTB, OCYIIECTBIISIONIETO
nepeMeIIeHue JISKapCTBEHHBIX MIPENapaTos;
(. "6" B pen. IlocranoBnenus [IpaButenscrBa PO ot 21.07.2020 N 1079)

B) yrpatun cuiy. — [locranoBnenue [Ipasutenscta PO ot 21.07.2020 N 1079;

I) KOJA TaMOXEHHOTO0 OpraHa M pPEruMCTPAallMOHHBIM HOMEp CKiaja OTIpy3KH (ajgpec MecTa
HaXOXKJEHHUs TOBapa COTJIACHO TAaMOKEHHOH JeKiapallMd Ha TOBapbl, U3 KOTOPOTO OCYILECTBIISETCS
nepeMenieHue);

(8B pen. IlocranoBnenus IlpaButensctea PO ot 21.07.2020 N 1079)

,[[) KOJA TaMOXCHHOTO OpraHa H pel"I/ICTpaLII/IOHHHﬁ HOMCEp CKJlada IIPUCMKHU (az[pec MECTa
HaxO0XKJACHUA TOBApa, B KOTOPOC OCYHICCTBIIACTCA HepeMemeHHe);

€) KOJ WJISHTHU(UKAIUU WIM KOJA UIACHTU(DUKAIMKU TPETUYHON (TPaHCHOPTHOM) YyHaKOBKU
JIEKapCTBEHHOI'O IIpenapara, B KOTOPOW HAaxOOUTCS J3TOT JIEKapCTBEHHBIM Ipenapar (B ciydae
nepeMeIieHus: TPETUYHOM (TPaHCHOPTHOM) YIaKOBKH JIEKAPCTBEHHOTO IpenapaTa LEeIUKOM).
(mm. "e" B pen. [locranosnenus [Ipasurenscrea PO ot 20.03.2020 N 311)
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9. CyObekThl OOpalieHusi JEKAPCTBEHHBIX CPEACTB IPH TNPUHATUM PEIICHHS O BBIITYCKe
JICKApCTBEHHBIX TPENapaToB s BHYTPEHHErO MOTPEOJICHHS, MPHHATOTO TaMOXCHHBIMU OpraHaMH,
MPEJCTABISAIOT B CHCTEMY MOHHMTOPHHTA CIEAYIOIIYI0 MH()OPMAIMIO B OTHOLICHUHM KaXKJOW TOProBOM
€IMHUIIBI JIEKAPCTBEHHOTO TIpenapara:

a) J1aTa COBEPIIICHUS OTEepPalINH;

0) wuneHTUUKATOp CyOBeKTa OOpamieHHus JIeKapCTBEHHBIX CPEICTB, OCYIIECTBIISIOIIECTO
JEKJIapUPOBAHME JIEKAPCTBEHHBIX IIPENapaToB Ha Teppuropun PO;
(B pen. [Mocranosnenus [IpaBurensctBa PO ot 21.07.2020 N 1079)

B) KOJ TAMO>KEHHOU MpOIeypHl;
I') KOJl TAMOKEHHOT'O OpPraHa;
1) PEKBU3UTHI TAMOXXEHHOM JeKJIapalliy Ha JIeKapCTBEHHBIH Mpenapar;

€) TaMOXEHHas CTOMMOCTH JIEKAPCTBEHHOI'O IpenapaTa COTJIACHO TaMOXEHHOM JeKiapalud Ha
JIEKapCTBEHHBIN IIpenapar;
(B pen. Ilocranosnenus IlpasurensctBa PO ot 21.07.2020 N 1079)

XK) KOJ HACHTU(PUKAUWKW WIM KOJ WJISHTU(DUKAIUU TPETUYHON (TPaHCIOPTHOM) YIAaKOBKHU
JIEKapCTBEHHOIO IpenapaTa, B KOTOPOH HAaXOAMTCA HTOT JIEKAPCTBEHHBIM Ipemapar (B ciy4ae
MOMEUIEHNs MOJ TaMOXEHHYIO MpOLENypy TPETHYHOW (TpPaHCHOPTHOM) YNAaKOBKH JIEKaPCTBEHHOI'O
npenapara meJIMKOM);

(rm. "x" B pen. [locranosnenus [IpaButenscrBa PO ot 20.03.2020 N 311)

3)-n) yrpatunu cury. — [locranoBnenue [IpaBurensctBa PO o1 21.07.2020 N 1079.

10. CyObexkThl o0oOpallleHHus JIEKAPCTBEHHBIX CPEACTB MPU MEPEeMEIIEHUU JIEKapCTBEHHBIX
[IpernapaToB U3 30HBI TAMOKEHHOTO KOHTPOJISI Ha (hapMalleBTUUECKUN CKJIaJl MPEACTABISIOT B CUCTEMY
MOHHUTOPHHIA CJIEIYIONYI0 HHPOPMAIIUIO B OTHOIICHUN KaXI0W €IMHHULIBI IEKAPCTBEHHOT'O IIperapara:

a) J1laTa COBEpILECHHUS OTIepaIiy;

0) uaentudukarop cyObekTa OOpalleHUs JEKAPCTBEHHBIX CPEACTB, OCYIIECTBISIOUIETO BBO3
JIEKapCTBEHHBIX MPENapaToB Ha Tepputoputo PD;
(B pen. Ilocranosnenus IpaButenscta PO ot 21.07.2020 N 1079)

B) yrparun cuiy. — [locranonenue [Ipasutenscta PO ot 21.07.2020 N 1079;
T') KOJl TAMOKEHHOT'O OpraHa U PEerUCTPALMOHHBIA HOMEp TaMOKEHHOTO CKJIa/la OTTPY3KH;

1) PEKBU3UTHI MEPBUYHOIO JIOKYMEHTA, SIBJISIFOLETOCSI OCHOBAHHEM [yl IPUEMKHU JIEKAPCTBEHHOTO
npemnapara Ha (hapMaleBTHUECKUH ckiaj (1aTta U HOMep);

e) CTOUMOCTDB, YKa3aHHAad B COHpOBOI{HTeHBHOﬁ JAOKYMCHTAallUU HA TOBApP, HA OCHOBAHWUU KOTOpOﬁ
O(bOpMHHCTCH TaMOKCHHAA ACKIapanust, ¢ yd€TOM TaMOKCHHBIX IIOIIJIMH H C60p0B 3a TaMOXXCHHOC

odopmieHue;

k) KOJ WACHTU(PUKAIWKA WIH KOJ HIASHTUDUKAIUU TPETUYHON (TPAaHCIOPTHON) YIIAKOBKU
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JICKapCTBEHHOTO TpenapaTa, B KOTOPOH HaXOIUTCSA 3TOT JEKapCTBEHHBIN Mpenapar (B ciaydae IPUEMKH
Ha (hapMaleBTHUECKUI CKJIaJ TPETUYHOW (TPAaHCIOPTHOW) YMAKOBKM JICKAPCTBEHHOTO Mpenapara
LIETTUKOM).

(nm. "x" B pen. IloctanoBnenus Ilpasurenscrea PO ot 20.03.2020 N 311)

11. CyObekTsl OOpalieHust JIGKapCTBEHHBIX CPEJICTB NPU 3aBEPIICHHH OTTPY3KH JICKapCTBEHHBIX
npenaparoB B P® w3 rocynapctBs — wieHOB EBpa3suiiCKOrO0 3KOHOMHYECKOIO CO03a MPEICTABISIOT B
CUCTEMY MOHHUTOPHHTA CIEAYIONIYI0 WH(POPMAIMI0O B OTHOIICHWHM KaXJIOH TOPrOBOH CIMHMIIBI
JIEKApCTBEHHOIO IIperapara:

a) 1aTa COBEPIIICHUS OTEepPaIlnH;

0) uneHTHpUKaTOp CyOBEKTa 0OpalleHUs JIEKaPCTBEHHBIX CPEACTB, SIBJISIIOIIETOCS JAep KaTeIeM Hin
BIIQJIENIBLIEM PErUCTPALMOHHOIO YAOCTOBEPEHMs, WM IPEJICTABUTENBCTBA CYOBEKTa OOpalLeHMs
JIEKApCTBEHHBIX CPEJICTB Ha Tepputopun PD;

B) uaeHTU(UKaTOp cyObekTa oOpallleHus JIEKapCTBEHHBIX CPEICTB, SIBIISIOIIETOCS IMPOJAaBIIOM
JIEKapCTBEHHBIX MTPENapaToB;

r) uaeHTuuKaTop cyObeKTa OoOpalleHHs] JEKapCTBEHHBIX CPEICTB, SBIISIOIIETOCS MOKYMaTeleM
JIEKApCTBEHHBIX MpenaparoB B PO;

1) PEKBU3UTHI MIEPBUYHOTO JOKYMEHTA, SBIISIONIETOCS OCHOBAHUEM VIS OTIPY3KH JICKAPCTBEHHOTO
npenapara B PO (nara u Homep);

€) THI IOTOBOpa;

) CTOMMOCTh JIEKAPCTBEHHOTO TIIpemapara (C ydeToM Hajlora Ha J00aBJICHHYIO CTOUMOCTH)
COTJIACHO TIEPBUYHBIM JOKYMEHTAM;

3) CyMMa HaJlora Ha ,I[O63BJ'ICHHYIO CTOUMOCTbD,

M) KOJI WJISHTU(PHKAIMA WM KOJ HISHTU(PHKAIIMK TPETUYHOW (TPAHCIOPTHOM) YHAKOBKHU
JIEKapCTBEHHOI'O Ipernapara, B KOTOPOH HAaXOAMUTCSA STOT JIEKAPCTBEHHBIN Mpernapar (B ciaydae OTrpy3Ku
TPETUYHOM (TPAHCIIOPTHOM) YIIaKOBKH JIEKAPCTBEHHOTO MpernapaTa eJTuKOM).

(n. 11 B pen. Ilocranosnenuns [IpaButensctBa PO ot 21.07.2020 N 1079)

12. Cy6’LeKTbI O6paIHCHI/I$I JICKAPCTBCHHBIX CPCACTB IPH OCYIICCTBJIICHHU BBO3a JICKAPCTBCHHBIX
IpcriapaToB B P® u3 rocyaapCTtB — YJICHOB EBpaSHﬁCKOFO OKOHOMHYCCKOI'0 COKO3a U pasMCHICHHWH Ha
(bapMaL[eBTI/I‘ICCKOM CKJIal¢ IPEACTABIIAAKOT B CHUCTEMY MOHHUTOpPHHIA CICAYIOLIYIO I/IHq)OpMaI_II/II-O B
OTHOILICHHUH Ka)KﬂOﬁ TOPI* OBOI CAWHUIBI JICKAPCTBCHHOI'O IIpCIiaparTa:

a) AaTa COBCPHICHUS OIICPALINU;

0) wuneHtudukarop cyObekTa OOpalIeHHs JEKapCTBEHHBIX CPEJCTB, OCYLIECTBISIOIIETO BBO3
JIEKapCTBEHHBIX Ipenaparos B PO;

B) MJeHTU(DUKaTOp cyOBekTa oOpalleHHsl JEKapCTBEHHBIX CPEJICTB, SBISIOLIETOCS MPOJABIIOM
JIEKapCTBEHHBIX IpernaparoB (He TpeOyeTcs B cilyyae MpPEJCTaBICHHUS CBEJICHHH B COOTBETCTBUHU C
a03anamMu ceJbMbIM U JIECSATHIM ITyHKTa 37 1 ab3aueM celbMbIM IyHKTa 38 [Tonoxxenus);

(8 pen. IlocranoBnenus IlpaButensctea PO ot 02.11.2020 N 1779)
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I') TUII JOTOBOPA;

1) PEKBH3UTHI MEPBHYHOTO JIOKYMEHTA, SBJISIOMIETOCS OCHOBAaHHEM JUISl BBO3a JIEKAPCTBEHHOTO
npenapara B PO (nara u Homep);

€) CTOMMOCThH JIEKAPCTBEHHOIO TIpermapara (C ydeTroM Hajora Ha JO00aBJICHHYIO CTOHMOCTD)
COT'JIAaCHO NCPBUYHBIM JOKYMCHTAM,

’K) CyMMa HaJjiora Ha J0OABJICHHYIO CTOUMOCTD;

3) uneHTU(uKaTop cyObeKkTa 0OpalieHus JeKapCTBEHHBIX CPEJICTB, SIBIISIFOIIETOCs JIepKaTeieM Win
BIIQJIETIBLIEM PETUCTPALMOHHOTO YAOCTOBEPEHMs, WIM MPEeACTaBUTENbCTBA CYyOBbEKTa OOpalleHus
JIEKapCTBEHHBIX CpeAcTB Ha Teppuropun P® (B cimydae BBO3a JieKapcTBEHHOro mnpemnapata B P®
CyObeKTOM oOOpallleHHs JIEKapCTBEHHBIX CPEACTB, HE SBISIIOIIMMCA JepiKaTelieM WM BIaJelbLeM
PEruCTPAIIMOHHOTO YA0CTOBEpEeHUs) (He TpeOyeTcs B ciydyae MpeICTaBIICHUs CBEJICHUN B COOTBETCTBUU C
ab3amamMu ceIbMbIM U JIECSIThIM ITyHKTa 37 U ab3aneM ceabMbIM nyHKTa 38 [Tonoxenus);

(B pen. Iloctanosnenus IlpasurensctBa PO ot 02.11.2020 N 1779)

1) KOJA WJIEeHTUGUKAUUU WIA KOJ UACHTU(DUKALUU TPETHUUYHOW (TPAHCIOPTHOM) YIaKOBKU
JIEKapCTBEHHOI'O Ipernapara, B KOTOPOH HaXOAUTCsS 3TOT JEKapCTBEHHBIM Ipenapar (B ciydae BBO3a
TPETUYHOM (TPAHCIIOPTHOM) YITaKOBKH JIEKAPCTBEHHOTO Mpenapara IeJIMKOM).

(n. 12 B pen. [locranosnenus [Ipasutenscta PO ot 21.07.2020 N 1079)

13. CyObexThI oOpalieHus JIeKapCTBEHHBIX CPEJICTB MOCIIC MPEACTABICHHUS JOKYMEHTOB U CBEICHUM
B DenepanbHyro cinyk0y 10 HaA30py B cdepe 31paBOOXpaHEHUs MPEACTABIAIOT B CUCTEMY MOHUTOPHUHTA
CIIEYIONLYI0 HH(GOPMALIKIO B OTHOIICHUH KaXKJI0W €IMHHULIBI JIEKAPCTBEHHOI'O MIperapara:

a) laTta COBEPIICHHUS OTICPAIIHH;

0) uneHtudukaTop cyObeKkTa OOpalleHHs JEKApPCTBEHHBIX CPEICTB, OCYIIECTBISIOIMIETO BBO3
JIEKapCTBEHHBIX IpernapatoB B PD;

B) PEKBU3HUTHI 3aIUCH O JIEKAPCTBEHHOM IIperapaTre, BBOJUMOM B TPaXIAaHCKHH 000poT B
aBTOMAaTU3UpPOBAaHHOW HHOpMalMOHHONW cucteme @enepanbHOl ciykObl MO Haa30py B cdepe
3/IpaBOOXpaHeHus (1aTa U BHYTPEHHUN UACHTU(UKATOD);

r) HOoMep paspemieHust DenepabHOM CITyKObI 10 HAA30pY B cdepe 37paBOOXpPAHCHHUsT HA BBOJ B
rpaXkIaHCKHI 000pOT (B Cllyyae BBOJIA B IPaXKIaHCKHII 000pOT MUMMYHOOHOJIOTHUECKOTO JIEKAPCTBEHHOTO
npenapara);

) KOJA UWISHTHU(PHUKAIUU WIA KOJ HACHTU(DUKAUUKU TPETHUYHOU (TPAHCIOPTHOI) YIaKOBKU
JIEKapCTBEHHOT'0 Ipernapara, B KOTOPOIH HaXOAWUTCsS 3TOT JIEKapCTBEHHBIM Iperapar (B cilyyae BBO3a
TPETUYHOH (TPaHCIOPTHOM) YIAaKOBKH JIEKAPCTBEHHOT'O Tpernapara HeJInKOM).

(m. 13 B pen. IloctanoBnenus IIpaButenscrea PO ot 21.07.2020 N 1079)

14. CyObexTbl oOpalieHusl JIeKapCTBEHHBIX CpEACTB IpH TOBTOPHOM BBOJAE B 00OpOT
JIEKapCTBEHHBIX IpEenapaToB MPEACTAaBISAIOT B CHUCTEMY MOHHUTOPUHIA CIEAYIOUIYI0 HH(POpPMALUIO B

OTHOIIICHUH KaXKJIOM €IUHUIIBI JICKAPCTBCHHOTO IIpcriapara:

a) AaTa COBCPHICHUS OIICPALIUU;
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0) nuneHtTuuKaTop cyopekTa oOpaeHust JIEKapCTBEHHBIX CPEACTB, paHee OCYIIECTBUBIIETO BBIBO
13 000pOTa ITUX JEKAPCTBEHHBIX MPENapaToB;

B) IIPUYMHBI PAHEE OCYIIECTBIEHHOIO BBIBOJIA JIEKAPCTBEHHOTO IIpenapara u3 000pora;
T') KOJ UACHTU(HUKAIIMYA TOBTOPHO BBOJAUMOTO B 000POT JIEKAPCTBEHHOTO Ipenapara;

1) MPUYKHBI IOBTOPHOTO BBOJA B 00OPOT JIEKAPCTBEHHOTO Ipenapara.
(n. 14 B pen. [locranosnenus [IpaButenscrea PO ot 21.07.2020 N 1079)

[Tpunoxxenue N 4 k [TonoxeHno 0 cucTeMe MOHUTOPUHTA JBUKEHUS JIEKAPCTBEHHBIX MPENapaToB s
MEIHUIIUHCKOTO MPUMEHEHHUS

CBenenusi, npeacTaBJisieMble Cy0beKTaMH 00pallleHUsI JIEKAPCTBEHHBIX CPEJICTB B
CHCTEMY MOHUTOPHUHIA IBHKEHH S JIEKAPCTBEHHBIX NMPENapaToB 1JIs MeIUIIHHCKOT 0
NpUMeHeHNsl MPU BbIBOJIE U3 000POTA JIeKAPCTBEHHBIX NMPeENapaToB A
MeIMIMHCKOT 0 PUMeHeHUsI

Crmcok u3MeHstronux 1okymeHToB (B pea. [loctanosnenwuii [IpasutensctBa PO ot 20.03.2020 N 311,
ot 21.07.2020 N 1079)

1. CyOwekT oOpamieHus JIGKapCTBEHHBIX CPEACTB TPHU BBIBOJAC JICKAPCTBEHHBIX IMPEIApPaToOB LIS
MEIUIIMHCKOTO TIPUMEHEHUs (Janee — JIeKapCTBEHHBIE MpenapaTthl) W3 000poTa MyTeM peain3aluu
(mpomaku) JIEKApCTBEHHBIX IpPENapaToB IMOTPEOUTENI0O WM OTIyCKa OECIUIaTHO WM CO CKHUAKOM
JICKApCTBEHHBIX MPENapaToB MO PEIENTy Ha JIGKAPCTBEHHBIC MPeraparhbl JU00 OTIyCKa JIEKapCTBEHHBIX
MperapaToB MPHU OKa3aHUU MEAUIIMHCKOW IMTOMOIIH, 0TOOpa 00pa3IoB MM BBIBOJA U3 000POTa IO HHBIM
NPUYMHAM TIPEICTABISICT B CHCTEMY MOHUTOPWHIA JIBIXKCHHS JICKAPCTBCHHBIX IIpEraparoB (nanee —
crUCTeMa MOHHTOPHHIA) CIEAYIONYI0 HH(POPMAIMI0 O BBIBEJCHHBIX K3 000pOTa JIEKapPCTBEHHBIX
npernaparax:

a) J1laTa COBEPILICHUS OTIepaIiy;

6) I/I,HCHTI/I(I)I/IKB.TOP CY6’beKTa O6paH_IeHI/I$I JICKAPCTBCHHBIX CPCACTB, OCYHICCTBJIAIOLICIO BBIBOJ
JICKaAPCTBCHHLIX IIPCIIapaToB U3 060p0Ta;

B) THUII BBIBOAA JICKAPCTBCHHLIX IIPCIIaApaTOB 13 060p0Ta;

T') BUJ JJOKYMEHTA, TIOATBEPKIAIOIIETO BBIBO JIEKAPCTBEHHBIX MPENapaToB n3 o0opoTa (4ek, OJaHK
CTPOTOH OTUETHOCTH, JOTOBOP U APYTrOe);

,[[) PEKBU3UTHI JOKYMCHTA, IMMOATBCPIKAAOMICTO BHIBOA JICKAPCTBCHHBIX IPCIIAPATOB U3 060p0Ta;

€) KOIbl MJIEHTU(UKALUU BBIBOJUMBIX W3 00OpOTa JIEKAPCTBEHHBIX IPENapaToB MM KOIbI
UACHTU(GUKAIMM TPETUYHON (TPaHCHOPTHOI) YNAKOBKM JIEKAPCTBEHHOIO Ipermapara, B KOTOPOM
HaXOJUTCSl ATOT JIEKApCTBEHHBIM mpemapar (B cilydyae BBIBOJAa M3 000pOTa MO HHBIM INPUYMHAM
TPETUYHOM (TPAaHCIIOPTHOW) YIAKOBKH JIEKAPCTBEHHOT'O Tpernapara LeJlIuKoM);
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) CTOMMOCTH JICKQPCTBEHHBIX IMpenaparoB (C y4eToM Hajora Ha JOOaBJICHHYIO CTOUMOCTB) (B
cllydyae MpoJIaKy JIGKAPCTBEHHBIX MPETapaToB MOTPEOUTEIIO);

3) cyMMa Hajlora Ha JI00aBJIEHHYIO CTOMMOCTH (B Ciy4ae INpOJa)XKU JIEKAPCTBEHHBIX IPENapaToB
MOTPEOUTEITIO);

1) KOJINYECTBO BHIBOJMMBIX U3 000pOTa MEPBUYHBIX YIIAKOBOK JIEKAPCTBEHHOTO Npenapara 1 ooiee
KOJIMYECTBO IEPBUYHBIX YNAKOBOK JIEKAPCTBEHHOrO IIpernapaTa BO BTOPUYHOM (HOTPEOUTENbCKOMN)
YNaKOBKE JIEKAPCTBEHHOTO Tpernapara (IpH OCYIIECTBICHUN BBIBOJA U3 000pOTa pa3yKOMIUIEKTOBAHHON
BTOPUYHOM (OTPEOUTETHCKOM) YITAaKOBKH JIEKAPCTBEHHOTO Mpernapara).

(n. 1 B pen. [locranoBnenus [IpaBurenscrea PO ot 21.07.2020 N 1079)

2. CyObekT oOpalleHusi JeKapCTBEHHBIX CPEJICTB IPHU BBIBOJE JIEKAPCTBEHHBIX MPENapaTroB W3
000poTa IMyTeM YHHYTOXKEHHUS JIEKAPCTBEHHBIX MPENapaToB, MOMEIIEHHBIX M0/I TAMOXEHHYIO TIPOIIEYPY
VHUYTOXXEHHS, BbIBO3a JICKAPCTBEHHBIX IPEMapaTtoB 3a TMpeNeNbl TaMOKEHHOW TEppPUTOPUHU
EBpa3uiickoro 3SKOHOMHYECKOTO CO03a, IIOMEIIEHHBIX II0J TaMOXEHHYI0 MpOIEAypy O3KCIopTa
(peakcriopTta), TpEACTaBIsIET B CHCTEMY MOHHTOpPHHTA CIECTYIONIYI0 HH()OPMAIMIO O BBIBEICHHBIX W3
000pOTa JIeKapCTBEHHBIX MTpenaparax:

a) 1aTa COBEPIICHUS OTEpPaIlNH;

0) maeHTHU(UKATOp CyObeKTa OOpalieHHusl JIEKQpCTBEHHBIX CPEJCTB, OCYIICCTBIISIONIETO BBIBOJI
JIEKapCTBEHHBIX MPEnapaToB U3 000poTa;

B) KOJI TAMO>KCHHOT'O OpPraHa,
T') KOJI TAMOXCHHOU MPOTIETYPHI;

) KOJ UWICHTHU(QHKAIMK BBHIBOAUMOTO M3 000pOTa JIEKApCTBEHHOIO Mpenapara WId KOJ
UICHTU(PUKAIMN TPETUYHON (TPaHCHOPTHOM) YIAaKOBKM JIEKAPCTBEHHOTO IIpernapata, B KOTOPOM
HAXOJUTCS TOT JICKAPCTBEHHBIN mpernapar (B ciiyyae BbIBOJA M3 000pOTa TPETUYHOU (TPaHCHOPTHOM)
YIaKOBKHU JIEKaPCTBEHHOTO Mperapara LeIuKoM);

€) PEKBU3UTHI TAMOKEHHOM JIeKJIapallii Ha JeKapCTBEHHBIN Mpenapar.
(. 2 B pen. [locranosienus [paBurenscta PO ot 21.07.2020 N 1079)

3. CY6’LCKT O6paIHCHI/IH JICKAPCTBCHHLIX CPCIACTB IIPHU BBLIBOJAC JICKAPCTBCHHBLIX IIPCIIApaTOB U3
o6op0Ta nmyreM Inepeaavdu JICKapCTBCHHBIX IIPCIIAPATOB HAa YHHUYTOXCHUEC MNPCACTABIACT B CUCTCMY
MOHHUTOpPHHTIA CIICAYIOLIYIO I/IH(1)OpMaI_II/IIO O BBIBCJICHHBIX U3 o6op0Ta JICKAaPCTBCHHLIX IIpCIlapaTax:

a) JlaTa COBEPILCHUS OTIepaIiy;

6) uneHtuukaTop cyObekTa OoOpallleHUs JEKapCTBEHHBIX CPEJCTB, OCYIIECTBISIOIIETO BBIBOJ
JIEKapCTBEHHBIX IpenapaToB U3 000poTa;
(8B pen. IlocranoBnenus IlpaButensctea PO ot 21.07.2020 N 1079)

B) yrpaTtui cuiy. — [locranoBnenue IIpaButensctBa P® ot 21.07.2020 N 1079;

') OCHOBaHME U MPHUMHA [TEepeJauHl JIEKApCTBEHHOIO Iperapara Ha YHUUTOKEHHE;
(8 pen. IlocranoBnenus IlpaButensctea PO ot 21.07.2020 N 1079)
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1) PEKBU3HTHI PEIICHUS YMOJHOMOYEHHOTO (eepalibHOTO OpraHa HCIHOJHUTEIBHOW BIIACTH O
BBIBO/IE JIEKAPCTBEHHBIX IpenapaToB U3 00opoTa (MpH HAIHYUH);

e) PCKBU3UTBI AOOKYMCHTA, IIOATBCPKAAIOIICTO MCpeaady JCKAPCTBCHHBIX IMPCIIapaToOB HaA
YHHUYTOXCHHUC,

K) KOJA WACHTH(PUKAIWU WM KOJ HWICHTU(UKAIMH TPETUYHOW (TPAHCIIOPTHON) YIAKOBKU
JIEKapCTBEHHOI'O Mpernapara, B KOTOPOM HaXOAUTCS 3TOT JIEKApCTBEHHBIN Mpemnapar (B cilydyae BbIBOAA U3
00opoTa TPETHYHOH (TPAHCHOPTHOM) YMAKOBKH JIGKAPCTBEHHOTO IIpenapaTa HEeIUKOM);

(nm. "x" B pen. [loctanoBnenus Ilpasurenscrea P® ot 20.03.2020 N 311)

3) WACHTH(PHUKAIMOHHBI HOMEp HAJIOTOIUIATENBINNKA, OCYIICCTBISIONIETO YHHUYTOKEHHE
JIEKapCTBEHHBIX IPETapaToB, U €ro ajpec.
(B pen. Iloctanosnenus IlpasurensctBa PO ot 21.07.2020 N 1079)

4. CyObexT oOpallieHus JeKapCTBEHHBIX CPEICTB IPU YHUUTOKEHUHU JIEKApPCTBEHHBIX MPENapaTosB,
paHee nepeaHHbIX Ha YHUUTOXKEHUE, MTPE/ICTABISET B CHCTEMY MOHUTOPHHTA CIEIYIOLTYI0 HH(POPMAIUIO
0 (pakTe YHHUUTOKEHUSI JICKAPCTBEHHBIX MTPENapaToB:

a) J1aTa COBEPIICHUS OTEPaIlNH;

0) uneHTu(dUKATOp CyOBEKTa OOpalleHUs JIEKaPCTBEHHBIX CPEACTB, OCYIIECTBUBIIEIO BBIBOJI
JIEKapCTBEHHBIX TPEnapaToB U3 000poTa;
(B pen. [Tocranosnenus [Ipasutenscta PO ot 21.07.2020 N 1079)

B) CITOCO0O YHUUYTOXKEHHUS JIEKAPCTBEHHBIX TPEIIapaToB;

I') PEKBU3UTHI JOKYMEHTA, MOATBEPKIAIOIIET0 YHUUTOKEHUE JIEKapCTBEHHBIX IpernapaTtoB (akT o0
YHUUTOKEHHUHU JICKAPCTBEHHBIX MIPErapaToB);

) KOJ HWIASCHTU(DUKAIMKA WM KOJ HWIACHTU(DUKAIMU TPETUYHOW (TPAHCIOPTHOM) YIIaKOBKH
JIEKapCTBEHHOT'O Mpernapara, B KOTOPOM HaXOAUTCS 3TOT JICKAPCTBEHHBIN Mpemnapar (B ciiydyae BhIBOJA U3
000pOTa TPETUYHOM (TPAHCIIOPTHOM) YIIAaKOBKH JIEKAPCTBEHHOTO Mpernapara [eIMKOM);

(. "n" B pen. [locranosnenus [IpaButensctBa PO ot 20.03.2020 N 311)

e) I/I,HCHTI/I(I)I/IKB.I_II/IOHHHﬁ HOMCP HaJIOTOIIJIaTCIbIIIMKA, OCYIICCTBUBIICTO YHUYITOKCHUC
JICKAPCTBCHHLIX IIPCIIapaToB.

HpI/IJ'IO)KeHI/IC N 5 x IlonoxxeHuro o cucTeMe MOHUTOpPHUHI'a ABUKCHHUA JICKAPCTBCHHLIX ITPCIIAPATOB AJIA
MCIUITUHCKOI'O NPUMCHCHUSA

CaeneHnus, npeacrapjisieMble CyObeKTaMU 00pallleHUA JTeKapPCTBEHHbIX CPEACTB B
CHCTEeMY MOHUTOPHUHIA ABHKEHHS JICKAPCTBEHHBIX MPENapaToB AJs1 MeIUIHHCKOT 0
NPUMEHEHH S NIPU OCYLIECTBJICHUH ONePAlUil C TPETUYHON (TPAHCIIOPTHOM)
YIIAKOBKOM JIEKAPCTBEHHOI'0 Npenapara

Crnucok u3MeHsoNMX 10kyMeHToB (B pea. [loctanosnenuit [Ipasurenscrea PO ot 20.03.2020 N 311,
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ot 21.07.2020 N 1079)

1. CyObekTsl oOpamieHus JIEKapCTBEHHBIX CPEICTB TMPH OCYIIECTBICHUU AarperHpOBaHUS
JICKApCTBEHHBIX IPETapaToB sl MEAWIUHCKOTO NMPHUMEHEHUs (Janee — JIeKapCTBEHHBIC IPETaparshl),
UMEIOIUX OJUH TJOOANBHBIH HICHTU()UKAMOHHBIH HOMEpP TOPrOBOW €IMHHMIBI, TPEICTABISIOT B
CHCTEMYy MOHUTOPHHTA IBWKCHUS JICKAPCTBEHHBIX MPETapaToB sl MEAUIIMHCKOTO MTPUMEHEeHHS (Janee —
CHCTeMa MOHUTOPHHIA) CIEIYIOIIYI0 HH(OPMALHUIO:

(B pexn. IloctanoBnenus IlpasurensctBa PO ot 21.07.2020 N 1079)

a) Jara COBEpIIEHUs omepanuu (B OTHOIICHWU JEKApCTBEHHBIX MNPENapaToB ISl MEIUIIMHCKOIO
MIPpUMEHEHUsI (Jlajiee — JIEKapCTBEHHbIE IpernapaThl), HaXOISIIUXCs 3a mnpeaenamu tepputopuu PD, B
ClIy4asiX, KOI/ld arperupoBAHME OCYIIECTBIISIETCS 0 3aBEPLICHHs CTaJAWM BBIIYCKAKOUIETO KOHTPOJISA
KauyecTBa, MOXKET yKa3bIBaThCs Jit00as JaTa MEXKIy JaTOW 3aBEpIICHUSI CTAUH BBITYCKAIOIIETO KOHTPOJIS
Ka4ecTBa U JIaTO¥ OTrPYy3KH JICKAPCTBEHHBIX MpenaparoB B PD);

0) wuneHtudukarop cyObekra oOOpalleHus JIEKapCTBEHHBIX CPEICTB, OCYIIECTBISIOLIEIO
arperupoBaHue;
(nm. "0" B pen. IloctanoBnenus IlpaBurenscrea PO ot 21.07.2020 N 1079)

B) yrpatun cuiy. — [locranosnenue [Ipasutenscta PO ot 21.07.2020 N 1079;

I) KOIbl HUACHTHU(MHUKAIMK TPETHYHBIX (TPAHCIOPTHBIX) YIIAKOBOK JICKAPCTBEHHOTO Ipernapara
CO3/1aBa€MbIX TPETUYHBIX (TPAHCIOPTHBIX) YITAKOBOK JIEKAPCTBEHHOTO TpeTapara;
(. "r" B pen. IlocranoBnenus [IpaButensctBa PO ot 20.03.2020 N 311)

1) TepevyeHb KOJOB HUACHTU(UKAIMM WM KOAOB HIACHTHU(PHUKAIMN YINAKOBOK JIEKaPCTBEHHOTO
npenapaTa 0oJjiee HU3KOTO YPOBHSI BIIOKEHHOCTH, BXOJSIIMX B COCTaB KaXJ0# cO3/laBaeMOM TPeTUYHOM
(TpaHCHOPTHOM) YIaKOBKH JIEKAPCTBEHHOT'O MIperapara.

(. "n" B pen. [locranosnenus [IpaButenscrBa PO ot 20.03.2020 N 311)

2. CyObekTsl oOpallleHusl IEKapCTBEHHBIX CPEJICTB MPHU OCYLIECTBICHUU H3BSATHS JEKapCTBEHHBIX
MpernapaToB U3 TPETHUYHOM (TPAHCHOPTHON) YMAaKOBKU JIEKAPCTBEHHOI'O Iperapara MpelCTaBisIOT B
CUCTEMY MOHUTOPHHIA CIEAYIOUTYI0 HH(POPMAIHIO:

(B pen. Ilocranosnenus IpaButenscta PO ot 20.03.2020 N 311)

a) JlaTa COBEPILIECHUS OTIepaIiy;

0) uneHTHPHUKATOP CyObEKTa OOpAIICHUS JIGKAPCTBEHHBIX CPEIICTB, OCYILECTBIISIONIETO OTICPAIIHIO;
(. "6" B pex. Iocranosaenus IpaButenscrBa PO ot 21.07.2020 N 1079)

B) yrpaTtui cuiy. — [locranosnenue IIpaButensctBa PO ot 21.07.2020 N 1079;

I') KOJl UACHTU(UKAIIMY TOPTOBOM €IMHHULIBI, U3bIMAEMON U3 TPETUUHOH (TPaHCIIOPTHOM) YIaKOBKH
JIEKapCTBEHHOT0 TpenapaTa, WIM KOJ WACHTU(HMKAIMK YNAaKOBKM JIEKAPCTBEHHOTrO Ipernapara Oolee
HU3KOTO YPOBHS BJIO)KEHHOCTH, M3bIMAEMOM M3 TPETMYHOU (TPAaHCHOPTHOW) yNAaKOBKU JIEKAPCTBEHHOTO
npernapara.

(mm. "r" B pex. Ilocranosnenus [IpaButensctBa PO ot 20.03.2020 N 311)

3. Cy6’beKTBI 06paIJ_ICHI/I}I JICKAPCTBCHHLIX CPCACTB IIPU OCYHICCTBJICHUNU OOIMOJHUTCIBHOI'O
BJIOKCHHU JICKAPCTBCHHLBIX IIPpENapaToOB B TPECTUYHYIO (TpaHCHOpTHYIO) YIIAKOBKY JICKAPCTBCHHOI'O
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npermapara mpeACcTaBIsSiOT B CHCTEMY MOHUTOPHHTA CIEAYIONTYI0 HHPOPMAIHIO:
(B pen. [locranosnenus [Ipasurenscta PO ot 20.03.2020 N 311)

a) J1aTa COBEPIIICHUS OTEepPalllH;

0) nneHTHGUKATOp CyObeKTa 0OpaIeHHUs JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTRIISIONIETO ONEPAITHIO;
(. "6" B pen. I[locranoBnenus IpaBurtensctBa PO ot 21.07.2020 N 1079)

B) yrpatui cuiy. — [locranoBnenue [IpaButenscta PO ot 21.07.2020 N 1079;

I) KOJA HAEHTU(UKALWK WU KOJ WACHTU(UKAIMKM YIAKOBKHU JIEKapCTBEHHOIO Ipemnaparta Oojiee
HU3KOTO YPOBHS BJIOKEHHOCTHU, C KOTOPOI COBEPILAETCS ONepanysi JOTMOTHUTEIbHOTO BIIOKEHUS;
(B pen. IloctanoBnenus IlpaBurensctea PO ot 20.03.2020 N 311)

1) KOoJ WACHTU(UKAIMK TPETUYHOM (TPaHCIIOPTHOM) YNAKOBKHM JIEKApCTBEHHOTO IpemnapaTa, B
OTHOILIEHUH KOTOPOH COBEPIIAETCS ONEpPaLIHsL.
(B pen. Ilocranosnenwuii [IpaBurensctea PO ot 20.03.2020 N 311, ot 21.07.2020 N 1079)

4. CyObexTsl OOpaleHusi JEKapCTBEHHBIX CPEACTB MpPU OCYIIECTBIEHUU pacPOpMUPOBAHUS
TPETUYHON (TPAHCIOPTHOI) VYINAKOBKM JIEKAPCTBEHHOTO TMperapara IMpeiCTaBIslOT B CHCTEMY
MOHHUTOPHHIA CJIEIYIOLIYI0 HHPOPMALHUIO:

(B pen. IlocranoBnenus IlpaBurensctea PO ot 20.03.2020 N 311)

a) laTta COBEPIICHHUS OTICPAIIHH;

0) unentudukaTop cyobekTa oOpameHus JEeKapCTBEHHbBIX CPEACTB, OCYIIECTBIISIIOIIETO OTIEPAITHIO;
(. "6" B pen. IlocranoBnenus [IpaButensctBa PO ot 21.07.2020 N 1079)

B) yrpatun cuny. — [locranoBnenue [IpaBurenscrea PO ot 21.07.2020 N 1079;

r) TUN omnepauuud pachOpPMUPOBAHMS TPETUYHOW (TPAHCIOPTHOM) YIMAKOBKU JIEKAPCTBEHHOIO
npernapara;
(. "r" B pen. IlocranoBnenus [IpaBurenscrBa PO ot 21.07.2020 N 1079)

) KOJ WIACHTU(UKAIIMU TPETUYHOW (TPaHCHOPTHOM) YITAKOBKHM JIEKAPCTBEHHOTO Ipernapara
pachopMUPOBBIBAEMOI TPETHUHOM (TPaHCIIOPTHOI) YIIAKOBKH JIEKAPCTBEHHOTO Mpernapara.
om. "n" B pen. [locranosnenus IlpasurensctBa PO ot 20.03.2020 N 311
p p

HpI/IJ'IO)KeHI/IC N 6 k IlonoxxeHuto o cucreme MOHUTOpPHUHI'a ABUIKCHHUA JICKAPCTBCHHLIX ITPCIIAPATOB AJIA
MCIUIUHCKOI'O NPUMCHCHUSA

CaeneHnus, npeacrapisieMble CyObeKTaMU 00pallleHU JTeKapPCTBEHHbIX CPEJICTB B
CHCTeMY MOHUTOPHHIA IBHKCHUS JIEKAPCTBEHHBIX NMPENapaToB 1Jsl MeTUIIHHCKOT0
NpUMEHEeHNs IPU 000pOTe U BHYTPEHHEM IepeMelleHUH JIeKAPCTBEHHbIX
NpenapaToB il MeAUIUHCKOT0 IPUMeHEeHU s

Crnucok u3MeHsoNMX 10kyMeHToB (B pea. [loctanosnenuit [Ipasurenscrea PO ot 20.03.2020 N 311,
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o1 21.07.2020 N 1079, ot 02.11.2020 N 1779)

1. CyObext oOpameHuss JIEKapCTBEHHBIX CPEICTB NPU  OCYIIECTBICHHH II€PEMEUICHHUS
JICKApCTBEHHBIX MPENapaToB Ui MEAWIMHCKOTO TNPUMEHEHHUs (Jajiee — JICKApCTBEHHBIE IPETapaThl)
MEX]ly aJjpecaMy OCYIIECTBIICHUS NEATEILHOCTH U (WiH) (papManeBTHYeCKUMU CKIIJIaMU MIPEJICTABIISET
B CHCTEMY MOHHMTOpPWHIA [BW)KCHHUS JICKQPCTBEHHBIX IPEMapaTroB (Jajgee — CHCTEeMa MOHHUTOPUHTA)
CIIEAYIONIYI0 WH(POpPMAIMIO O NEepeMEIIaeMbIX JICKApCTBEHHBIX IIperaparax B OTHOUICHHU KaXIOH
TOPrOBOM €AMHUIIBI JIEKAPCTBEHHOTO Iperapara:

a) J1aTa COBEPIIEHUS onepanuu (TPUEMKH Ha CKJIaJl, Ha KOTOPBII COBEPIIECHO MepeMEIICHNUE);

0) wuneHtTuduKarop cyObekra oOOpalleHuss JIEKapCTBEHHBIX CPEICTB, OCYIIECTBISIOLIETO
NepeMelleHUe JIEKapCTBEHHOTO Mpenapara, ¢ y4eToM ajpeca MecTa OCYHIECTBICHUS JEATEIbHOCTH WIIN
CKJaJla OTBETCTBEHHOI'O XpaHEHUs, U3 KOTOPOr0 OCYIIECTBISETCS IepeMEIIeHUEe JIeKapCTBEHHOIO
npenapara;

(. "6" B pen. [locranosnenus [IpaButensctBa PO ot 21.07.2020 N 1079)

B) yrpatun cuiy. — [locranosnenue [Ipasutenscta PO ot 21.07.2020 N 1079;

r) uaeHTudukatop cyObekTa oOpalleHus JIEKapCTBEHHBIX CPEACTB C Yy4eTOM ajpeca MecTa
OCYILIECTBJICHUSI JEATEJIbHOCTH WJIM CKJIaJa OTBETCTBEHHOIO XpaHEHHUs, KyJa OCYIIECTBIsETCS
IepeMeIleHue JIEKapCTBEHHOTO Tpenapara;

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

1) PEKBH3UTHI TEPBUYHOTO JOKYMEHTA, SBISIONICTOCS OCHOBAaHHUEM Ul  TIEPEMEIICHUS
JIEKapCTBEHHOTO TIpenapara (1ara u Homep);

€) KOJ HuIeHTU(UKAIMKM WIA KOJ WIACHTH(PUKAIUA TPETUYHON (TPAHCIOPTHOM) YIHAKOBKH
JIEKapCTBEHHOIO Ipenapara, B KOTOPOW HaxXOJUTCS OSTOT JIEKapCTBEHHBIM Mpemapar (B ciydae
MepeMeleHusl TPETUYHOH (TPaHCIOPTHOM) YITaKOBKHU JIEKApCTBEHHOTO Mpernapara eIuKoM);
(rm. "e" B pen. [locranosnenus [IpasutensctBa PO ot 20.03.2020 N 311)

) PEKBU3UTHI TOCYJAAPCTBEHHOTO WJIM MYHHUIIMIIAJLHOTO KOHTpakTa (B ciydae NEpEeMEIICHHS
JIEKApCTBEHHOT'O Tpemnapara, NpeIHa3HAYeHHOro Juisi OOecleueHus TpaxiaH 3a CYET CPEICTB
dbenepanbHOro OI0PKETa WK CPEICTB OI0KETOB CYOBheKTOB PD);

(mm. "x" BBeneH Ilocranosnennem [IpaButenscrBa PO ot 21.07.2020 N 1079)

3) UCTOYHHK (UHAHCUpOBaHMs (B cllydyae TMEpPEMEIICHUsl JIEKApCTBEHHOrO Iperapara,
MpeAHA3HAYECHHOTO /Il 00eCIeueHus TpaXaaH 3a CYET CPEACTB (eaepaabHOTro OIKETa W CPEJIICTB
O10/DKETOB CYyOBhEeKTOB PD);

(mm. "3" BBeneH [loctanoBnenuem [IpaButensctBa PO ot 21.07.2020 N 1079)

M) CTOMMOCTH JIEKapCTBEHHOTO Tperapara (C y4eToM Hajora Ha J00aBIEHHYIO CTOHMMOCTD)
COTJIaCHO TEPBUYHBIM JIOKyMEHTaM (B cloy4ae TIepeMelleHHs JIEKapCTBEHHOTO IIperapara,
MpeHa3HAYeHHOTOo sl OOeCTeueHusl TpakKIaH 3a CUeT CpeAcTB (hefepanibHOro OrO/KETa WM CPENCTB
O10/DKETOB CYyOBEeKTOB PD);

(. "u" BBeneH [locranosnenuem IlpaBurensctBa PO ot 21.07.2020 N 1079)

K) CyMMa HaJora Ha I[O68.BJ'ICHHYIO CTOMMOCTB (B cJIydyac IMEpEMCUICHUA JICKAPCTBECHHOI'O
npemnapara, NpeaAHa3HAYCHHOT'O JJIs1 oOecreueHust TpaxXaH 3a CYCT CPCACTB (benepaanoro 6IOI[)KCT8. HNJIn
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Cpe/CTB OKETOB CYOBEKTOB PD).
(. "k" BBeaeH IlocranoBnenuem [IpaBurenscrea PO ot 21.07.2020 N 1079)

2. CyObexT oOpalieHus JIEKapCTBEHHBIX CPEJACTB NpU Iepenadye JIeKapCTBEHHBIX MPENapaToB
JIpyromMy cyObeKTy 0OpalieHus JEKapCTBEHHBIX CPEACTB B paMKax I'Pa)JaHCKO-IPAaBOBBIX OTHOIIEHUN B
cilydae BbIOOpa MPSAMOTO MOPSI/IKA IPEACTABICHUS CBEACHUN B COOTBETCTBUU ¢ IMYHKTOM 44 IlonoxxeHus
O CHCTEME MOHHUTOPHHIra JBWKEHUS JIEKAPCTBEHHBIX IPENapaToB ISl MEIUIMHCKOTO MPUMEHEHUS,
YTBEPKIACHHOTO TocTraHoBieHneM IlpaButensctBa P® ot 14.12.2018 N 1556 "OO6 yrBepxkaeHUU
[lonoxeHuss o0 cucTeMeé MOHUTOPHHIA JIBWXKEHHS JIEKApCTBEHHBIX IPENaparoB [Uisi MEAUIIMHCKOIO
MpUMEHEeHUs", TPEeACTaBIseT B CUCTEMY MOHUTOPUHIA CIEIYIOIYI0 HMHPOpMalnio 00 OTrPYKEHHBIX
JIEKapCTBEHHBIX MIpernapaTax B OTHOUIEHUH Ka)KJIOW TOProBOM €IMHUIIbI IEKapCTBEHHOTO IIperapara:

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

a) 1aTa COBEPIICHUS OTEepPaIlnH;

0) unentuduxkaTop cyObekTa OOpalleHUs JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTBIISIONIETO OTIPY3KY
JIEKapCTBEHHOT'O IpenapaTta;
(B pen. Iloctanosnenus IlpasurensctBa PO ot 21.07.2020 N 1079)

B) yrpatun cuiy. — [locranosnenue [Ipasutenscta PO ot 21.07.2020 N 1079;

r) uaeHTUGUKaTop cyObekTa oOpallleHus JeKapCTBEHHBIX CPEACTB, OCYIIECTBISIOLIEIO MPUEMKY
JIEKapCTBEHHOT'O Mpenapara;
(B pen. [Tocranosnenus [Ipasutenscta PO ot 21.07.2020 N 1079)

n)-¢) yrpatunu cuiy. — [locranoBnenue [IpaBurensctea PO ot 21.07.2020 N 1079;

) PEKBU3UTHI TOCYAAPCTBEHHOTO WM MYHHUIMIIAJIBHOTO KOHTpakTa (B cllydyae mepenadyn
JIEKApCTBEHHOT'0 Tpemnapara, NpeIHa3HAYeHHOro Juisi OOecleueHus TpaxIaH 3a CYET CPEICTB
benepaabHOro OrOKETa UIIH CPEICTB OI0KETOB CYOBEKTOB PD);

(mm. "x" B pen. [locranosnenus [IpaButenscrBa PO ot 21.07.2020 N 1079)

3) HICTOYHUK (DMHAHCUPOBAHHSI;
1) TUT TPAXKITAHCKO-TIPABOBBIX OTHOIICHUH CYOBEKTOB 0OpaIeHus JICKApCTBEHHBIX CPE/ICTB;

K) KOJI UACHTU(PUKAIMK WIW KOJ HACHTU(UKAIMU TPETUYHOU (TPAHCIOPTHOM) YIIaKOBKU
JIEKapCTBEHHOTO MpernapaTa, B KOTOPOil HaXxOaUTCs 3TOT JIEKAapCTBEHHBIN Mpemnapar (B ciiydae nepenadu
TPETUYHOM (TPAHCIIOPTHOM) YIIaKOBKH JIEKAPCTBEHHOTO TMpernapaTa eJTuKoM);

(rm. "k" B pen. [locranoBnenus [IpaBurensctea PO ot 20.03.2020 N 311)

J) PEKBU3UTHI IEPBUYHOTO JIOKYMEHTA, SIBJISIOLIETOCS OCHOBAHUEM [yl Tepe/laul JIEKAPCTBEHHOTO
npemnapara (Jata ¥ Homep);

M) CTOUMOCTDb JICKAPCTBCHHOI'O IIpfCIiapara (C YUYCTOM HaJIOTa Ha Z[O6aBJ'IeHHy10 CTOI/IMOCTB)
COTJIACHO NICPBUYHBIM JOKYMCHTAM;,

H) CyMMa HaJlora Ha JOOaBJIEHHYI0 CTOUMOCTb.
(8 pen. Ilocranosnenus IlpaButensctea PO ot 21.07.2020 N 1079)

3. Cy6’beKT 06pa1ueH1/1;1 JICKAPCTBCHHBIX CPCACTB IMPU MNPUCMKC JICKAPCTBCHHBIX IMPCIIApaTOB OT
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Apyroro cyobeKkTa OOpaIieHus JIEKapCTBEHHBIX CPEACTB B paMKaxX I'Pa’kJaHCKO-TIPAaBOBBIX OTHOIICHHNA B
ciiyyae BbIOOpa OOpaTHOTO TMOpsJKA NPEACTABICHUS CBEICHUH B COOTBETCTBUM C NYHKTOM 44
[TonoxxeHust O CUCTEME€ MOHMTOPHHIA JBIDKEHHS JIEKAPCTBEHHBIX MPENapaToB sl MEIUIITHCKOTO
NPUMEHEHHsI, YTBEpXKJIEeHHOro mnocTtaHoBieHueMm IIpaBurensctBa P® ot 14.12.2018 N 1556 "OG6
yrBepkeHnHn [loyiokeHust 0 cucTeMEe MOHHUTOPHHTA JIBWKCHHUS JIEKAPCTBEHHBIX MPETapaToB JUIs
MEIUIUHCKOTO TMPUMEHEHHS'", MPEICTAaBIsSET B CUCTEMY MOHHUTOPHMHIA CIEIYIOUIYI0 WH(POPMAIHIO O
MPUHATBIX JIEKAPCTBEHHBIX MperapaTax B OTHOUICHUN KaXKJI0W €IMHUIIBI JIEKAPCTBEHHOTO IIpernapara:

(B pexn. Iloctanosnenus IlpasurensctBa PO ot 21.07.2020 N 1079)

a) 1aTa COBEPIICHUS OTEepPaIlnH;

0) uaeHTuPUKaTOp CyObeKTa OOpalleHUs JIEKaPCTBEHHBIX CPEACTB, OCYIIECTBISIOLIEIO MPUEMKY
JIEKapCTBEHHOI'0 Ipemnapara (WM ero WACHTU(UKAMOHHBIM HOMEp HaJoroIviaTeNbliKa B Cilydae
MIPE/ICTaBJICHNUs] CBEJIEHUH B COOTBETCTBUHU C ab3aueM ceapbMbiM NyHKTa 44 IlonoxkeHus o cucreme
MOHHUTOPHHIA IBUKEHUS JIEKAPCTBEHHBIX MPENapaToB sl MEJUIIMHCKOTO MPUMEHEHHUS, YTBEPKIECHHOTO
nocranoBieHueM [IpasutensctBa PO ot 14.12.2018 N 1556 "O06 yrBepknenun llomosxkeHust o cucreme

MOHHUTOPHHIA ABH)KEHUS JIEKApCTBEHHBIX IIPENapaToB il MEAUIIMHCKOTO IpUMeHeHus");
(B pen. Ilocranosnenwuii [IpaBurensctea PO ot 21.07.2020 N 1079, ot 02.11.2020 N 1779)

B) yrpatun cuiy. — [locranosnenue [Ipasutenscta PO ot 21.07.2020 N 1079;

I) UJIEHTH(PHUKATOp CyObeKkTa OOpalleHUsl JIEKApCTBEHHBIX CPEICTB, OCYHIECTBHUBUIETO OTIPY3KY
JIEKapCTBEHHOT'O Mpenapara;
(8 pen. ITocranosnenus [IpaButenscrBa PO ot 21.07.2020 N 1079)

n)-¢) yrpatunu cuiy. — [locranoBnenue [IpaBurensctea PO ot 21.07.2020 N 1079;

) PEKBU3UTHI TOCYAAPCTBEHHOTO WM MYHHUIMIAIBHOTO KOHTpakTa (B Ciydae Iepeaadu
JIEKApCTBEHHOT'0 Tpemnapara, NpeIHa3HAYeHHOro Juisi OOecleueHus TpaxIaH 3a CYET CPEICTB
(benepaabHOro OrOKETa UIIH CPEICTB OI0HKETOB CYOBEKTOB PD);

(rm. "x" B pen. [locranosnenus [IpaButenscrBa PO ot 21.07.2020 N 1079)

3) HICTOYHUK (PMHAHCUPOBAHHS;
1) TUT TPAXKITAHCKO-TIPABOBBIX OTHOIICHUH CYOBEKTOB 0OpaIeHusl JICKapCTBEHHBIX CPE/ICTB;

K) KOJI UACHTU(PUKAIMK WIW KOJ UACHTU(DUKALIUU TPETHUYHON (TPAaHCIOPTHOMN) YHAKOBKH
JIEKapCTBEHHOT'O MpernapaTa, B KOTOpOil HaXxOaUTCs 3TOT JIEKAapCTBEHHBIN Mpemnapar (B ciiydae nepenadu
TPETUYHOM (TPAHCIIOPTHOM) YIIaKOBKH JIEKAPCTBEHHOTO MpernapaTa HeIuKoM);

(rm. "k" B pen. [TocranoBnenus [IpaBurensctBa PD ot 20.03.2020 N 311)

J) PEKBU3UTHI IEPBUYHOTO JIOKYMEHTA, SIBJISIOLIETOCS OCHOBAHUEM [yl Tepe/laul JIEKAPCTBEHHOTO
npemnapara (Jata ¥ Homep);

M) CTOUMOCTDb JICKAPCTBCHHOI'O IIpCriapara (C Y4€TOM HAJIOTra Ha ,[[O6aBJ'IeHHy10 CTOI/IMOCTB)
COT'JIACHO NICPBUYHBIM JOKYMCHTAM,

H) CyMMa HaJlora Ha J00aBJIEHHYI0 CTOUMOCTb.
(8 pen. IlocranoBnenus IlpaButensctea PO ot 21.07.2020 N 1079)

4, Cy6’bCKT O6paIJ_ICHI/I}I JICKAPCTBCHHLBIX CPCACTB IPHU MOATBCPKIACHUU TOCTOBCPHOCTU CBCHCHHﬁ,

68 n3 72


http://disuria.ru/

MoctaHoBneHue MNpasutenbctea PO ot 14.12.2018 N 1556 — O6 yrBepxxaeHun MonoxeHns o cucTeMe MOHUTOPUHIa ABMXKEHNS
nekapcTBEHHbIX NMpenapaToB ANs MEAULMHCKOro npuMmeHeHns — [lencteyrowasa nocnenHas pegakums ot 28.01.2021 — Pepakuma N 9 — Havano
aencteus pegakuumn 06.02.2021

COZECpKALIUXCA B CHCTEME MOHHUTOPHHIA O INEPENAHHBIX WM INPUHATHIX JIEKAPCTBEHHBIX IIperaparax,
NPEJCTaBIsIeT B CUCTEMY MOHUTOPHHIA CIEAYIONIYI0 HH(OPMAIMIO B OTHOIIEHUHM KaXJIOW TOProBOM
€AVHULBI JICKAPCTBEHHOIO IIpernapara:

a) 1aTa COBEPIICHUS OTEepPallnH;

0) wuneHTUUKATOpP CyOBeKTa OOpamieHHus JIeKapCTBEHHBIX CPEICTB, OCYIIECTBIISIOIIECTO
MOJITBEPKICHUE CBEICHUN;
(. "6" B pen. I[locranosnenus IpaButensctBa PO ot 21.07.2020 N 1079)

B) HICHTHUQUKATOpP CYObEKTa OOpalleHHsl JIEKApCTBEHHBIX CPEJCTB, paHEe OCYILECTBUBILErO
MIpe/ICTaBJICHUE CBEJIEHUI 00 OTrpy3Ke WIN MIPUEMKE JIEKAPCTBEHHOTO Mpenapara;
(nm. "B" B pen. [locranosnenus [IpaButensctBa PO ot 21.07.2020 N 1079)

I) KOJA WJISHTU(PHUKAUUU WIM KOJ WICHTU(PHUKAIMK TPETUYHON (TPAHCIOPTHOM) YIAaKOBKU
JIEKapCTBEHHOI'O IpernapaTa, B KOTOPOl HaxOIUTCs 3TOT JIEKAPCTBEHHBIN Mpemnapar (B ciiydae nepenadu
TPETUYHOM (TPAHCIIOPTHOM) YITaKOBKH JIEKAPCTBEHHOTO Tpenapara HEeIUKOM);

(nm. "r" B pex. [loctanoBnenus Ilpasurenscrea PO ot 20.03.2020 N 311)

1) TpU3HAK TOATBEPKACHUS BO3MOKHOCTH (HEBO3MOXKHOCTH) TMPHUEMKH JIEKAPCTBEHHOIO
npernapaTta, BpEMEHHO BBIBEIEHHOTO W3 OOpallleHusl M0 MHUIIMATUBE YIOJHOMOYEHHOTO (eepalbHOro
OpraHa UCITOJIHUTEIIbHON BIIACTH.

(. """ BBeneH I[locranosnenuem IIpaButenscrBa PO ot 21.07.2020 N 1079)

5. CyOwekT oOpalieHus JIEKapCTBEHHBIX CPEJCTB, OCYIICCTBIISIONINNA KOHTPAKTHOE (TIOAPSIHOE)
MPOU3BOJICTBO JICKAPCTBEHHBIX IMpenaparoB Ha Teppuropun P®, mpu mnepemade JeKapCTBEHHBIX
npenaparoB (TrOTOBOW MPOAYKIIMH) YYaCTHHKY 00OpOTa JICKAPCTBEHHBIX MPENapaToB, SBIISIONICMYCS
3aKa34MKOM 3TOT0 KOHTPAKTHOTO (MOIPSTHOTO) MPOU3BOJCTBA, MPEACTABISECT B CUCTEMY MOHHUTOPHHTA
CIICAYIONIYI0 WH(POPMAIIMIO O MEePEIaHHbBIX JICKAPCTBEHHBIX Mpernaparax B OTHOIICHHH KaXKI0H TOProBOi
€IMHUIIBI JICKAPCTBEHHOT'O TIpenapara:

a) J1laTa COBEPILECHHUS OTIepaIiy;

0) unentudukarop cyobekTa oOpallleHus JIEKAPCTBEHHBIX CPEJICTB, OCYLIECTBIISIONIETO Nepeaady
JIEKapCTBEHHOT'O IMpernapaTta;
(B pen. Ilocranosnenus IpaButenscTa PO ot 21.07.2020 N 1079)

B) yrpatui cuiy. — [locranoBnenue [Ipasutenscta PO ot 21.07.2020 N 1079;

I') uAeHTUGHUKATOP CyOBbEeKTa OOpallleHUs! JIEKapCTBEHHBIX CPEJICTB, OCYILECTBIIAIOLIETO MPUEMKY
JIEKapCTBEHHOT'O Mpenapara;
(8B pen. IlocranoBnenus IlpaButensctea PO ot 21.07.2020 N 1079)

1) yrpatuia cuiy. — [loctanoBnenue [Ipasutensctea PO ot 21.07.2020 N 1079;

€) KOJ WJISHTHU(UKAIUMU WIM KOJX HAECHTHU(PHUKALUU TPETUYHOW (TpaHCIOPTHOW) YMAKOBKH
JIEKapCTBEHHOT'O Ipernapara, B KOTOPOM HaXOJIUTCs 3TOT JIEKAPCTBEHHBIN Mpenapar (B ciiydae nepeaayu
TPETUYHOM (TPAHCTIOPTHON) YITAKOBKH JIEKAPCTBEHHOT'O Tpernapara HeJInKOM);
(mm. "e" B pen. [locranosnenus [Ipasurenscra PO ot 20.03.2020 N 311)

)I() PEKBU3UTHI ICPBUYHOI'O NOKYMCHTA, ABJIAIOMICIOCA OCHOBAHUCM IUIA MEPCAAYN JICKAPCTBCHHOT'O
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npenaparta (JaTa 1 Homep).

6. CyObeKT oOpaleHus JIEKapCTBEHHBIX CPEJICTB, BBIMOJHSAIOMNN (DYHKIUU IO ayTCOPCHHTY, NPH
nepeaaye JIEKapCTBEHHBIX NPENapaToB, 3aKylmaeMbIX JUIs OOecledyeHus TpakJaH 3a CYET CPeICTB
denepanbHOTO OrO/DKETa W (WJIM) CpPEACTB OIOHKETOB CyOBekTOB P®D, mpenacTaBisieT B CHCTEMY
MOHHUTOPHUHTA CIIEAYIONIYI0 WH(POpPMAIHMIO O TMEpeAaHHBIX JIEKAPCTBEHHBIX MpenapaTax B OTHOUICHUH
Ka)XKJ0 TOProBOM €IMHHUIIBI JICKAPCTBEHHOT'O IIpenapara:

a) 1aTa COBEPIIICHUS OTEepallnH;

0) uneHtuukarop cyobekTa oOpallleHusl JIEKAPCTBEHHBIX CPEJICTB, OCYLIECTBIISIOIIETO Nepeaady
JIEKapCTBEHHOT'O Ipenapara;

B) ujeHTU(]HUKATOp CyOBeKkTa oOpalieHusi JEKapCTBEHHBIX CPEJCTB, OCYIIECTBISIONIETO MPHUEMKY
JIEKapCTBEHHOTI'O Ipenapara;

l") PEKBU3UTHI IIEPBUYHOTO AJOKYMCHTA, ABJIAIOIICTOCA OCHOBAHUCM JJIA MEPCAaAvYn JICKAPCTBECHHOI'O
npenapara (J1ata u Homep);

1) KOJA WJIEeHTU(GUKAUUU WIM KOJI HJISHTHU(PUKAIMU TPETUYHON (TPaHCHNOPTHOM) YHNaKOBKH, B
KOTOpOl HaxoAWTCS JIEKapCTBEHHBIM mpermapaTr (B ciydae Mepelayd TPEeTUYHOM (TpaHCIOPTHOM)
YIaKOBKHU JIEKAPCTBEHHOTO IIperapara LeIuKOM).

(. 6 BBennen [locranoBnenuem IpaBurensctBa PO o1 21.07.2020 N 1079)

[Tpunoxenne N 7 k [TonoxxkeHUI0 0 cUCTEME MOHUTOPHUHTA IBUKEHUSI JICKAPCTBEHHBIX MPEMapaToB JIst
MEIUIIMHCKOTO MPUMEHEHUS

Ilepeuyenb NpuYMH 6JTOKHMPOBKH NPUHATHS CUCTEMOl MOHUTOPUHIA IBUKEHUS
JIEKAPCTBEHHBIX MPenapaToB JJis MeIUIIMHCKOT0 IPUMeHEeH s CBeJeHHii 0 BBO/Ie B
000pOT JIeKAPCTBEHHBIX MPENapaToB JJsi MEAMUNHCKOT0 MIPUMeHeHus1, 00 00opoTe U
(nm) BBIBOJIE U3 000POTA JIEKAPCTBEHHBIX NPEeNapaToB J1JIs MeIHIIUHCKOT 0
NPUMEHEeHN s

Crmcok m3MeHsronmx 1o0kymeHToB (B pea. [locranosnenuit [IpaButenscta PO ot 30.08.2019 N
1118, o1 21.07.2020 N 1079)

1. BblsiBIeHME HECOOTBETCTBUS TpeOOBaHMH K KadyecTBY B paMKax BBIOOPOYHOIO KOHTPOJIS
KayecTBa JIEKapCTBEHHBIX CpeACTB M (erepanbHOro Haa3opa B cdepe oOpaleHus JIeKapCTBEHHBIX
cpeacTtB, ocymectBisieMblx denepanbHoil cimyx00i Mo Hax3opy B cdepe 3ApaBOOXpaHEHUS U ee
TEPPUTOPUATBHBIMH OpraHaMu.

2. Ilpunsarue @enepanbHOil cinyxk00il Mo Ham3opy B cdepe 3ApaBOOXpaHEHHs] IO HUTOraM
paccMoTpeHHsl oOpalieHus CyObekTa OOpallleHusl JIEKapCTBEHHBIX CPEICTB pELICHHs, COJEeprKalllero
cBesileHUs] 00 OOHApY)KEHUU HECOOTBETCTBUS BBIMYILEHHBIX B O0OPOT JICKAPCTBEHHBIX MpEnapaToB JUIs
MEIUIMHCKOTO TPUMEHEHHUs (Jajiee — JIGKapCTBEHHBIE Ipernaparbl) YCTaHOBJIEHHBIM MUHUCTEPCTBOM
31paBooxpaHeHus PO npu perucTpanuu TUX JEKapCTBEHHBIX MIPENapaToB TPeOOBAHUSM.
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3. Ilpunsarue MunHucTepcTBOM 37ApaBooxpaHeHuss P® pemeHuss 06 OTMEHE rocynapCTBEHHON
pEerucTpalnuu JIEKApCTBEHHOIO IMpernapata B TMOPSAJKE, YCTaHOBJIEHHOM IIyHKTOM 6 cratbu 32
DdenepanbHOTo 3aKk0Ha "OO0 0OpaleHNH JIEKAPCTBEHHBIX CPEICTB".

4. OrcyTcTBHE B CUCTEME MOHUTOPUHIA JIBUKEHUS JIEKAPCTBEHHBIX MPENapaToB (Jajee — cucrema
MOHHUTOPHHIA) CBEIEHUI O HAJIMYMU JIEKApCTBEHHOTO Mpenapara y cy0beKkTa 00paleHtsl JIEKapCTBEHHBIX
CPEACTB, IPEACTaBIISIONIEr0 CBeCHU 00 000pOTE 3TOro JEKAPCTBEHHOTO MIpenapara.

5. Hcreuenue CpOKa TOJHOCTH JICKAPCTBCHHOTO IIpfriapara B COOTBECTCTBUMU CO CBCIACHUAMU,
3apCruCTPpUPOBAHHBIMU B CUCTEME MOHUTOPHHT A.

6. HecooTBercTBUE CBENEHUI O INIOOATBEHOM MJIEHTHU(PUKAMOHHOM HOMEpPE TOPIOBOM €IMHUIIBL,
HOMEpE PETUCTPALMOHHOIO YAOCTOBEPEHHMs JIEKAPCTBEHHOIO IIpemapara W JaTe perucrpanuu
JIEKAPCTBEHHOI'0 IIpernapara B TOCYJapCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPENCTB, IPEICTABICHHBIX
CcyObeKTOM oOOpallleHusl JIeKapCTBEHHBIX CpPEJCTB IpPH ONHMCAHWM JIEKAPCTBEHHOIO Ipenapara B
MH(OPMAaLMOHHBIA pecypc, 00ecreunBaIONINil Y4eT U XpaHEHUE JOCTOBEPHBIX JaHHBIX O TOBapax IO
COOTBETCTBYIOIIEH TOBAPHOW HOMEHKJIATYpE, COOTBETCTBYIOIIUM CBEICHHSIM, MOJIYYEHHBIM CHCTEMOU
MOHHUTOPHHTA U3 €MHOM rOCYAapCTBEHHON HHPOPMAIIMOHHOM cUCTEMBI B cepe 31paBOOXpaHEHUS.

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

7. IlpencraBieHne B CUCTEMY MOHUTOPHHIA CBEAECHUHN O MPOJake JIEKAPCTBEHHOIO Ipernapara ¢
(hapMaleBTHUECKOTO CKJIa/la IPU OTBETCTBEHHOM XpaHEHHH.

8. IlpencraBneHne B CUCTEMY MOHHTOPHHTA CBEIACHUN 00 OTrpy3ke (Ipojake) JEKapCTBEHHOTO
mpernapara JIo perucTpaliii B Hel CBEACHUH 0 BBOJIE B 000POT JICKAPCTBEHHBIX IPEnapaToB.

9. IlpencraBiieHne B CHCTEMY MOHUTOpPHHTA CBEJICHUHN ¢ HapymeHuem TpeboBanuii [lomoxxkenus o
CUCTEME€ MOHUTOPUHIA [ABW)KEHUS JIEKAPCTBEHHBIX IIPENapaToB s METUIIMHCKOTO MPUMEHEHUS,
yTBEpKJACHHOTO TMocraHoBiaeHueM IlpaButenbctBa P® ot 14.12.2018 N 1556 "OO6 yrBepkacHUH
[TonoxeHuss o0 cucreMe MOHUTOPHHIA JIBIKEHHS JIEKApPCTBEHHBIX IpenaparoB [Uisi MEAUIIMHCKOIO
NpUMEHEHHUS".

10. OtcyrctBHE B CHUCTEME MOHHUTOPHHIA CBEIEHUN O HaIW4uM y CcyObekTa oOpaiieHus
JIEKapPCTBEHHBIX CPEACTB JIMLICH3UM, MPEAOCTABISIOMIUX CYObEKTY OOpalleHus JeKapCTBEHHBIX CPE/ICTB
MIPaBO Ha OCYILECTBICHHE COOTBETCTBYIOIINX OTEpaIUil.

11. OTC}’TCTBI/IG CBeI[eHI/Iﬁ 0 3asBuTtene B EauHom rocyaapCTBEHHOM pPeeCTPC HOPUANYCCKUX JINIL
KakK O HeﬁCTByIOHICM IOPpUIXYCCKOM JIUMIEC, WU B Enunom rocyaapCTBEHHOM peeCTPC MHAUBUAYAIbHBIX
npenanHHMaTeneﬁ KakK o HeﬁCTBYIOIHeM WHAUBUAYAJIIbHOM IIPECANIPUHHUMATEIIC, UJIU B TOCYAAPCTBCHHOM
PEECTPC AKKPCAUTOBAHHBIX (1)I/IJ'II/IaJ'IOB, IpeaACTaBUTCIbCTB HMHOCTPAHHBIX HOPHAWYCCKUX JIMI[ KaK O
ﬂeﬁCTBYIOHICM (I)I/IJII/IaJIC W NPCACTABUTCIILCTBEC MHOCTPAHHOI'O HOPHAWMYCCKOI'O JIMIda Ha TCPPUTOPHU
P®.

12. Hannune B EnHOM rocyapCTBEHHOM PEECTpE FOPUAMYECKHX JIMIL B OTHOLICHWM 3asiBUTEIS
3allUCH O HEIOCTOBEPHOCTH CBE/IECHUIl, BHECEHHON B COOTBETCTBUM C NMyHKTaMu 5 U (wm) 6 crateu 11
@enepanbHOro 3akoHa "O ToCylapCTBEHHOW PETMCTPAallUU IOPUAWYECKUX JIMI W HWHIUBHIYaIbHBIX
IpeanpuHuMarenein’.

13. Hanmuume oCHOBaHUHU I OTKaza B PpErUcCTpaluu CBEJCHUM O HaHECEHUH CpCACTB

UICHTU(PHUKAIIMHN, TPeaycMOTpeHHBIX MyHKTOM 9(3) [lonokeHus o cucTeMe MOHUTOPUHTA JBWKEHUS
JIEKAPCTBEHHBIX IMpEnapaToB Ui MEIUIUHCKOIO NPUMEHEHHS, YTBEP)KJIEHHOIO MOCTAHOBIECHUEM
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[IpaBurensctBa PO ot 14.12.2018 N 1556 "OO6 yrBepxkaenuu IlonoxkeHust 0 cucreMe MOHUTOPHHIA
JBUKEHMSI JIEKAPCTBEHHBIX IIPENApaToB JJIs MEAULUHCKOTO IpUMEHEHus "
(. 13 BBenen [locranosnenuem IlpaButenscrBa PO ot 30.08.2019 N 1118)

14. Ilpunarue MunucrepcTBoM 31paBooxpanenus P® pelieHus o NprOCTaHOBICHUH ITPUMEHEHUS
JIEKapCTBEHHOI'O IIperapara B COOTBETCTBUM € YacThio 7 cTaThu 64 u cratbelt 65 denepanbHOrO 3aKOHA
"O6 oOpateHnH JIEKApCTBEHHBIX CPEJICTB".

(n. 14 BBeneH Ilocranosnenuem IIpasurensctBa PO ot 30.08.2019 N 1118)
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