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IToctanoBnenue [IpaButenscrBa PO ot 14 nexabps 2018 r. N 1556 "O06 yrBepxknenuu Ilonoxenus o
CUCTEME MOHUTOPHHIA ABM)KEHUS JIEKAPCTBEHHBIX IIPENAapaToB ISl MEJUIIMHCKOTO IPUMEHEHUS" (C
M3MEHEHUSMU U JOTIOJHEHUSIMU)

C u3MeHeHHUSIMH B JAONMOJITHCHUSAMM OT:

30 aBrycTa, 31 mexadps 2019 ., 2, 20 mapta, 21 uromns, 2 Hos0ps, 18 mexadps 2020 r., 28 saBaps, 30 urons 2021 r., 31
staBapst 2022 r., 24 mapra, 16 ceHTs10ps, 29 HOs10ps 2023 1., 19 sHBaps, 6 wronst 2024 T.

Wnpopmanus 06 U3MEHEHUSIX:

Ilpeambyna usmenena c 17 saneaps 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 31 dexabps
2019 2. N 1954

Cm. npedvioywyto pedaxyuro
[IpaBuTensctBO Poccuiickoit @enepaiiuy nocTaHOBIISIET:
1. YtBepauth npunaraemoe [losnoxxeHne 0 CUCTEME MOHUTOPHUHTA JBH)KEHUS JIEKAPCTBEHHBIX
MPENapaToB I MEAUIUHCKOTO MPUMEHEHUS.

Wnpopmanus 06 H3MEHEHUSIX:

Ilyuxm 11 usmenen c 1 cenmsabpa 2023 2. - ITocmanosnenue Ilpagumenscmsea Poccuu om 24 mapma
2023 2. N 468

CMm. npedvioyuyro pedaKyuio

1'. YcraHoBUTH, YTO IOpHAMYECKHe JULNA U HHAMBUAyaIbHbIE MPeANPUHAMATENH, SBISIONINECS
CyObeKTaMH OOpaIeHusi JICKApCTBEHHBIX CPEACTB B COOTBETCTBHHM ¢ [loJioXKeHHEM, YTBEPKICHHBIM
HAaCTOSIIUM TTOCTAaHOBJICHUEM (JaJiee - CyObEeKThI 0OpaIeHHsI IEKApCTBEHHBIX CPEJICTB):

OCYILIECTBIISIIOT CBOIO PErUCTpall0 B CHCTEME MOHUTOPUHTA [BMXKEHUS JIEKapCTBEHHBIX
MpenaparoB I MEIUIIMHCKOTO MPUMEHEHUs (1anee - cuctemMa MoHuTopuHra) ¢ 1 suBapst 2020 r. mo 29
depans 2020 r. (BxrounTenbHo) oo nocie 29 despans 2020 1. B TeueHue 7 KaJleHIAPHBIX THEH CO JTHS
BO3HHMKHOBEHHUS y CYOBEKTOB oOOpallleHus JeKapCTBEHHBIX CPEICTB HEOOXOJAWMOCTH OCYHIECTBIICHUS
NeSITEeNIbHOCTH, CBSI3aHHOM C OOpalleHHeM JIEKApCTBEHHBIX MPEnapaTroB ISl MEAULUHCKOTO MPUMEHEHUS
(manee - nekapCTBEHHBIE MIPENapaThl) IPU HATUYUU IIPaBa OCYIIECTBIIATh TAKYIO AEATEIbHOCTD;

He no3aHee 21 KajeHIapHOIro JHS CO AHSI PEerucTpaluy B CUCTEME MOHUTOPUHTA 00eCreuynBaoT
TOTOBHOCTh CBOMX HHGOPMAIMOHHBIX CHCTEM K HH(POPMAIMOHHOMY B3aUMOJICHCTBUIO C CHCTEMOM
MOHHUTOPHHIA U HAIIPABJISIIOT OMEPATOPy CUCTEMbl MOHUTOPHHIA 3asBKY Ha MPOXOXKICHUE TECTUPOBAHUS
MH(OPMALIMOHHOTO B3aUMOJICHCTBUS C yKa3aHUEM IPOU3BOJUTENICH MPOrpPaMMHO-ANNapaTHBIX CPENCTB
MH(OPMALMOHHBIX CUCTEM;

MPOXOJIAT TECTUPOBAaHUE NH(OPMALIMOHHOTO B3aUMOJICHCTBUSL CBOMX MH(GOPMAIIMOHHBIX CUCTEM U
CUCTEMbl MOHUTOPUHTA B COOTBETCTBUM C MOPSAIKOM, Pa3MEIIEHHbIM Ha O(QHUIIMATILHOM CalTe oreparopa
CUCTEMbl MOHUTOpPUHTA B MH(POPMAIMOHHO-TEIIEKOMMYHUKAIIMOHHOW ceTu "MHTepHeT", B OTHOILIECHUU
MapKUPOBKH JIEKAPCTBEHHBIX IPernapaToB, BBOJAA B 00OPOT JIEKAPCTBEHHBIX MpenaparoB, UX 000poTa u
BBIBOJIA U3 000poTa B COOTBETCTBUU C [lonokenuem, yTBEp>KICHHBIM HACTOSIIUM MOCTAHOBJICHHEM, B
Te4eHHe 2 KaJCHIApPHBIX MECSIeB CO [JHA TOTOBHOCTHM CBOUX HMH(POPMAIMOHHBIX CHCTEM K
MH(OPMALMOHHOMY B3aUMO/IEHCTBHUIO C CUCTEMON MOHUTOPHUHTA;

BHOCAT HauumHasg ¢ 1 wrons 2020 1. B cUCTeMy MOHHMTOPHMHTA CBEJCHUS 000 BCEX OMNEpalusX,
MPOU3BOJIMMBIX C JIEKAPCTBEHHBIMU IMIpemapaTaMH B COOTBETCTBHH ¢ [lojoxeHunem, yTBEp>KICHHBIM
HACTOSIIIIUM TIOCTAHOBJICHHUEM.

Wudopmariys 06 U3MEHEHUSIX:

ITocmanosnenue dononneno nyuxkmom 1° ¢ 17 aueaps 2020 2. - [locmanoénenue Ipasumenscmea Poccuu
om 31 dexabps 2019 2. N 1954
12, Peructpanus B MH(QOPMALMOHHONW CHCTEME, B KOTOPOM OCYIIECTBISIOCH MH(OPMAIIMOHHOE
oOecrieyeHne MpoBeIeHHsI SKCIIEPUMEHTA B COOTBETCTBHH ¢ TIocTaHoBjIeHreM [IpaBurenscTBa Poccuiickoit
@enepaunu ot 24 guBapst 2017 r. N 62 "O npoBeaeHUM 3KCIEPUMEHTA [0 MapKUPOBKE KOHTPOJBHBIMU
(uneHTU(PUKAMOHHBIMU) 3HaKaMU W MOHHUTOPUHTY 3a OOOpPOTOM OTJIENBHBIX BHJIOB JIEKAPCTBEHHBIX
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IpernaparoB  JUis  MEAWLUMHCKOTO  MpUMEHEeHWs", IOPHIMYECKUX JIMI W (PU3HYECKUX  JIMII,
3apEruCTPUPOBAHHBIX B KaueCTBE MHAMBUIYAJIbHBIX MPEANPUHUMATENEH, KOTOPbIE MO0 COCTOSIHMIO Ha |
suBapst 2020 r. sBisiroTcss  cyObeKTamMu OOpallleHHs JIEKapCTBEHHBIX CPEICTB, NPUPABHUBACTCS K
perucTpainyu B CHCTEME MOHUTOPHUHTA.

B cnywae eciu B paMKax 3KCIIEpUMEHTa CBEJEHUS, MPEACTaBIECHHbIE CYObEKTaMHM OOpalleHUs
JIEKapCTBEHHBIX CPEJICTB B MH(POPMAIMOHHYIO CUCTEMY, B KOTOPOMl OCYIIECTBISAIOCH MH(QOPMAIIMOHHOE
o0ecrieyeHre MPOBECHUS IKCIIEPHMEHTA, a TAaKKe JOKYMEHTHI, MpeJICTaBlIeHHbIe MU B DenepanbHyro
CIIy’k0y 1o Hazi30py B chepe 3ApaBOOXpaHEHUs, HE OTBEYAIOT TPEOOBAHMUSM K CBEACHUSAM U JJOKYMEHTaM,
npenycMoTpeHHbIM [lonoskennem, yTBEpKIACHHBIM HACTOSIIMM IOCTAHOBJIEHHEM, TAaKHE CYOBEKTHI
oOpallleHHsl JIeKapCTBEHHBIX cpeacTB HauumHasg ¢ | sHBaps 2020 r. BHOCAT HeIoCTamomue M (MIn)
aKTyaJlbHbI€ CBEJECHMSI B CHCTEMY MOHHUTOPHHIAa, a HEIOCTAloIKUe M (WJIM) aKTyallbHble JOKYMEHTBI
npeactaBisitoT B DenepanibHyo ciayx0y mo Haa3opy B cdepe 3apaBooxpanenus jgo 1 wutons 2020 r.
(BKITIOYUTEIBHO).

Wnpopmanus 06 H3MEHEHUSIX:

ITynxm 173 uzmenen c 1 anpens 2024 2. - Illocmanosnenue Ipasumenvcmea Poccuu om 29 nosabps 2023 2.
N 2027

Cm. npedvioywyro pedaxkyuro

13, Cy0ObexkTsl 0OpamieHusl JIeKapCTBEHHBIX CPEJACTB, SBISIONIMECS  MPOM3BOIUTENSAMH
JIEKAPCTBEHHBIX CPEJCTB, B OTHOIICHHH KOTOPHIX MMM OCYIIECTBISIOTCS TEXHOJIOTHYECKUE OTIEPAIlHH,
COOTBETCTBYIOIIME MPOU3BOACTBEHHBIM CTaIusM (acoBKU (YIIaKOBKHM) JIEKAPCTBEHHBIX IpenaparoB (B
cllydae TPOM3BOJICTBA JICKAPCTBEHHOTO Ipenapara Ha Ttepputopun Poccuiickoit deneparuu), wim
nepxaTensMu (BiIaJeNbllaMy) PErucTPalliOHHBIX YAOCTOBEPEHUN JIEKapCTBEHHBIX IpenaparoB JnuOo
MPEICTaBUTEILCTBAMH MHOCTPAHHBIX OpraHu3aluid Ha Tepputopun Poccutickoit @enepaiuu, sBISIOMIUXCS
nepxatensMu (BiaienbllaMH) PETUCTPALMOHHBIX YJOCTOBEPEHUI JIEKapCTBEHHBIX IpernapaToB (IpH
MPOM3BOJICTBE JICKAPCTBEHHOTO TIpemapara BHe Tepputopuu Poccmiickoit depepanum), 10 BBOIA
JIEKapCTBEHHBIX MPEnapaToB B 000POT:

BHOCSIT B CHUCTEMY MOHUTOPUHTA CBEJIEHHUS O JIGKAPCTBEHHBIX Ipernaparax B COOTBETCTBUU C
[Tonosxenuem, yTBEep>KICHHBIM HACTOAIINM ITOCTAaHOBIICHUEM;

HAMpPAaBJIAIOT C UCIIOJIb30BAHUEM CHCTEMbl MOHUTOPUHTA ONIEPATOPY CUCTEMbl MOHUTOPUHTA 3aSBKY
(B 2nexTpoHHOU (hopMe) Ha MOJSy4EeHHE YCTPOMCTB PErucTpallMi AMHCCHUHM KOJOB MapKHUPOBKU WM
MPEAOCTABJICHUE K HEMY yJaJIeHHOTO aocTymna He no3auee 1 mas 2020 r. o B TeyeHHe 7 KaJleHIapHBIX
JIHEW CcO JHSA perucrpalyuy B CHCTEME MOHHUTOPHMHIa IMPU BO3HUKHOBEHUU Yy CYOBEKTOB OOpaIeHHS
JIEKaPCTBEHHBIX CPEJICTB HEOOXOAMMOCTH OCYIIECTBICHHS JESATEIbHOCTH, CBS3aHHON ¢ oOpalieHuem
JIEKapCTBEHHBIX MPENapaToB MPU HAIUYUH MPaBa OCYLIECTBISTh TaKYIO AESITEIbHOCTD;

obecnieunBaroT ¢ 1 urong 2020 r. HaHECEHHE CPEIACTB UACHTHU(PHUKAIMU HA TMEPBUYHYIO YIMAKOBKY
JIEKapCTBEHHOT'O Ipernapara (B ciiyyae, eclid BTOpUYHAs yIaKoBKa HE MPEAYCMOTPEHA) U Ha BTOPUYHYIO
(MOTpeOUTENbCKYI0) YIAKOBKY JIEKAPCTBEHHOT'O IperapaTa, 3a UCKIIOYEHHEM TOJIOKEHUH, yKa3aHHBIX B
ab3arie MsIToM HaCTOSALIETO MyHKTA;

obecnieunBaroT ¢ 1 ampens 2024 r. HaHEeCEHHE Ha JIEKAPCTBEHHBIE Mpenaparbl ¢ MEKIYHAPOIHBIM
HEMaTEeHTOBAHHBIM  HaWMEHOBaHWEeM  "DJraHon"  cpeAcTB  HUIACHTH(PHUKAIMM  HAa  BTOPHUUYHYIO
(MOTpeOUTENbCKYI0) YIIAaKOBKY B Clydae, €ClU Takas yMaKOBKa SBJSETCS WHAUBHUAYaIbHOW BTOPHYHOM
(MOTpeOUTENbCKOM) YIMaKOBKOM 3TOTO JIEKApPCTBEHHOTO MperapaTa, a B Cliydae OTCYTCTBUSI BTOPUYHOM
(MOTpeOUTENbCKOM) YITAKOBKM WM HAIMYUSl YIIaKOBKH, B KOTOPOH HaXOIHUTCs Oojee OTHOM eIUHUIIBI
yKa3aHHOTO JICKAPCTBEHHOTO Mpernapara B MEPBUYHON yIaKOBKe, CPEICTBO MACHTU(UKAIIMYA HAHOCUTCS Ha
MEPBUYHYIO YIIAKOBKY;

uMmerot npaso ¢ 1 saBaps 2020 r. HAHOCHUTH CpeACTBa HUASHTU(UKALIMN JIEKAPCTBEHHOTO TpermapaTa
Ha MEpPBUYHYIO YINAKOBKY JEKapCTBEHHOIO TIpernapata (B cllydae, €clidi BTOpUYHAs YNAKOBKa HE
MpeIyCMOTPEHA) U Ha BTOPUUHYIO (MOTPEOUTENBCKYIO) YIIAaKOBKY JIEKapCTBEHHOTO MIpermapara.

[Ipu sToM B cimydae, ecinu CyOBEKTHI OOpalieHusl JIeKapCTBEHHBIX CPEACTB HAHOCAT ¢ | siHBaps
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2020 r. cpeacTBa UACHTU(DHUKAIIMH JIEKAPCTBEHHOTO Mperapara Ha MEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO
npemnapara (B ciiydae, €CIi BTOPHYHAs YIIaKOBKA HE MPEIYCMOTPEHA) U Ha BTOPUYHYIO (TOTPEOUTENBCKYIO)
YIIAaKOBKY JIEKAPCTBEHHOIO IIpernapara, TO OHHU IPEACTaBIIAIOT CBEIACHUS O HAHECEHUU CPEJICTB
UACHTU(HUKAIMYA B CHCTEMY MOHUTOPHHTA.

Wupopmanus 06 M3MEHEHUSX:

ITynxm 1% usmenen c 31 urona 2020 2. - [locmanoenenue Ipasumenscmea Poccuu om 21 urons 2020 2. N
1079

Cm. npedvioywyro pedakyuro

14 Cy0ObekTsl 0OpamieHHsl JIEeKapCTBEHHBIX CPEJACTB, OCYIIECTBISIONIME  MEIUIMHCKYIO
JEeSITEILHOCTh W BBIBOJI M3 000POTa JISKAPCTBEHHBIX MPENApaToB MPU OKA3aHUH MEIUIMHCKON MTOMOIIH, a
TakkKe CYyOBEKThI OOpalmIeHus JEKapCTBEHHBIX CPEJICTB, OTIYCKAIOIIUE JICKApPCTBEHHBIC Iperaparhbl
OecIIaTHO 1O pelEenTy Ha JICKApCTBEHHBIC MPENaparhl, HAIMPABJISIOT C HCIIOJb30BAHUEM CHCTEMBI
MOHHUTOPHHTA OIEepaTopy CHCTEMBl MOHHTOPHWHTA 3asBKY (B D3JCKTPOHHOW (opme) Ha TOIydCHHE
perucTparopoB BeIObITHA HE mo3aHee 15 deBpans 2020 r. 1ub0 B TeueHHe 7 KaJICHIAPHBIX JHEH CO JTHS
perucTpanyy B CUCTEME MOHHTOPHUHTA TIPH BO3HUKHOBEHHH Yy CYOBEKTOB OOpAICHHS JICKAPCTBEHHBIX
CpeACTB HEOOXOTUMOCTH OCYIIECTBIICHUS NESTEIBHOCTH, CBSI3aHHON ¢ OOpalleHHeM JIeKapCTBEHHBIX
MperapaToB MPU HATWYIHH IPaBa OCYIIECTBIISITh TAKYIO JESTCIHHOCTD.

NHudopmanus 06 M3MEHEHUX:

ITynkm 1° usmenen ¢ 1 cenmsabps 2023 2. - Ilocmanoenenue Ipasumenscmeéa Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedaxkyuro

1°. VCTaHOBHTS, YTO ONEPATOP CUCTEMBI MOHMTOPUHI'A 00ECTICUHBAET:

OCHallleHHe CYOBbEKTOB OOpalleHMsl JIeKapCTBEHHBIX CPEICTB, NPEAyCMOTPEHHBIX MyHKTOM 1°
HACTOSIIIETO TIOCTAHOBJICHUS, YCTPOWCTBAMH PETUCTPAIIMM JMHCCHUH KOJOB MAapKHPOBKHA WU
MPEOCTaBICHNE UM YIAICHHOTO JIOCTYIa K TAKUM YCTPOWCTBAM PETHCTPALMU AIMHUCCUH, Pa3MEIICHHBIM B
WHPPACTPYKTYype oIeparopa CHUCTEMbl MOHHUTOPHHTA, HA YCIOBHSX, MPEAYCMOTpPEHHBIX [lojokeHuem,
YTBEP)KIICHHBIM HACTOSIIINM MOCTAHOBIICHHEM, HE TIo31Hee 30 KaJeHAapHBIX JHEW CO JHS MOJYYEHHUsS OT
CyOBEKTOB 0OpaIleHHs JIEKAPCTBEHHBIX CPEIICTB 3asSBKH Ha IMOJIYYCHHE TAKUX YCTPOMCTB WU YIaJICHHOTO
JOCTYIa K HUM;

OCHAIIICHUE CYOBEKTOB OOpallleHHs JICKAPCTBEHHBIX CPEICTB, OCYIICCTBIISFONUX METUIIMHCKYIO
JEeATETBbHOCTh ¥ BBIBOJ M3 000pOTa JICKAPCTBEHHBIX MPEMapaToB MPH OKa3aHUU MEAUIMHCKOW ITOMOIIIH, a
TaKkKe CyObEKTOB OOpalleHUsl JCKapCTBEHHBIX CPEICTB, OTIYCKAIONIMX JICKAPCTBEHHBIC MpenapaThl
OecIulaTHO IO pELeNTy Ha JICKApCTBCHHBIC IPENaparhbl, PErHCTPATOPAMHU BBIOBITHS Ha YCIOBHSIX,
NPeIyCMOTPeHHBIX [losioykeHreM, yTBEP)KACHHBIM HACTOSIIMM IOCTaHOBICHHEM, He mo3anee 30
KaJICHIApHBIX JTHEH CO JHS IMOJIydCHHS OT CYOBEKTOB OOpAIICHUS JICKAPCTBEHHBIX CPEJICTB 3asBKU Ha
MOJIyYCHUE TAKUX YCTPOWCTB;

OpraHu3alii0 TECTHPOBAaHUS WH(POPMAIMOHHOTO B3aUMOJICHCTBHS HH(DOPMAIMOHHBIX CHCTEM
CyOBEKTOB OOpaIeHHUs JICKAPCTBCHHBIX CPEACTB U CUCTEMbl MOHUTOpPUHTA HE mo3aHee 30 KalieHIapHbIX
THEeW co JHS TMOJY4YeHHUS OT CYOBEKTOB OOpaIleHHs JICKAPCTBEHHBIX CPEJCTB 3asBKH Ha MPOXOKICHHE
TECTUPOBaHUs UH(HOPMAITMOHHOTO B3aUMOACHUCTBHSI.

Wudopmariys 06 U3MEHEHUSIX:

ITocmanoénenue oononneno nyukmom 19 c 17 ansaps 2020 2. - ITocmanosnenue [pasumenscmea Poccuu
om 31 dexabps 2019 2. N 1954
1%, VcTaHOBUTB, UYTO ONMEPATOp CUCTEMbl MOHHTOPHHIA IO 3alpocy CYOBEKTOB OOparieHus
JIEKaPCTBEHHBIX CPEJICTB MIPENOCTABIISIET KOl MapKUPOBKHU ¢ 1 stHBaps 2020 r.

Wudopmariys 006 H3MEHEHUSIX:

ITocmanosnenue dononneno nyuxkmom 17 ¢ 17 aueaps 2020 2. - [locmanoénenue Ipasumenscmea Poccuu
om 31 dexabps 2019 2. N 1954
17. VcraHoBUTB, YTO IUIaTa 3a OKa3aHME OIEPATOPOM CHCTEMBI MOHHMTOPUHTA YCIYTH IO
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IIPEIOCTABJIEHNIO KOJIOB MapKUPOBKYU B3uMaetcs ¢ 1 uronst 2020 r.

2. Peanuzanus HACTOSIIETO MOCTAaHOBIICHUS OCYIIECTBIIECTCS COOTBETCTBYIOIIMMH (hereparbHbIMU
OpraHaMH MCIIOJHUTEIbHOM BIIACTH B IIpeeax yctaHoBieHHOU [IpaBurensctBoM Poccniickoit @enepannu
NpeeNbHON YHUCIEHHOCTH HX PAa0OTHUKOB U OIOJKETHBIX ACCUTHOBAHMM, MPEIyCMOTPEHHBIX MM B
(benepaabHOM OrOJKETE HA PYKOBOJICTBO M YIIpaBJIeHUE B chepe yCTaHOBICHHBIX (DYHKINH.

3. Hacrosiee nocTaHOBIEHHE BCTYNAET B CHJIy CO JHS €ro O(QUIMaJILHOIO OIyOJIMKOBAaHMS, 3a
HCKJIIOYEHHEM I10JI0KEHHH, YKa3aHHBIX B [TYHKTE 4 HACTOSLIETO MOCTAaHOBJICHUS.

4. IlonoxeHue o cucTeMe MOHUTOPHHTA JIBUYKEHHS JIEKapCTBEHHBIX PENapaToB JUIsl MEAULIMHCKOTO
NPUMEHEHMS], yTBEP)KIEHHOE HACTOSIIMM  IIOCTAHOBJIEHHMEM, B OTHOILIEHWM IMPOU3BOAMUTENIEH
JIEKaPCTBEHHBIX CPEJICTB B YAaCTH HAHECEHUS Ha MEPBUYHYIO YIAKOBKY (B OTHOILIEHUU JIEKAPCTBEHHBIX
MpernapaToB sl MEAULIMHCKOTO NMPUMEHEHMs], Uil KOTOPHIX HE MPEeIyCMOTPEHAa BTOPUYHAS YIIaKOBKA) U
BTOPUYHYIO (IOTPEOUTENBCKYIO) YIIaKOBKY JIEKAPCTBEHHBIX MPENapaToB s MEIUIUHCKOTO MPUMEHEHUS
cpeiacTBa UACGHTU(UKAMM, a TaKkkKe B OTHOLIEHUU IOPUAWYECKUX JIUI W HHIUBUAYaJbHBIX
MpEeANPUHUMATENEH, OCYHIECTBISAIOINUX MPOU3BOACTBO, XpaHEHHE, BBO3 B Poccuiickyro dexnepanuio,
OTIIYCK, pealM3aluio, MepeAady, NPUMEHEHHE U YHHUYTOXXEHHE JIeKapCTBEHHBIX MpernapaToB Jyis
MEIUIIMHCKOTO MPUMEHEHHs, B YacTH BHECEHHMs HH(GOpMalMu O JIEKapCTBEHHBIX Ipenaparax Jyis
MEJUIIMHCKOTO TNPUMEHEHHUS B CHCTEMY MOHMTOPHMHIA [BHKEHHS JIE€KapCTBEHHBIX IpEenapaTroB Ui
MEUIIMHCKOTO TPUMEHEHHs] BCTYMAeT B CUJIY CO JIHS BCTYIUIEHHUs B CHMIy a03alleB BTOPOTO M ISTOrO
noanynkTa "0" mynkra 7 crateu | denepanbHOTo 3aKoHa oT 28 aexadps 2017 r. N 425-d3 "O BHecenuun
n3MeHeHui B @eepanbHblil 3akoH "O0 oOpaleHnH JeKapCTBEHHBIX CPelCTB.

[Ipencenarens [IpaButenbcTBa J. Mensenes
Poccuiickoit ®eneparuu

YTBEP/XKJAEHO
IIOCTAaHOBJICHUEM HpaBHTeJIbCTBa
Poccuiickoii ®eaepauuu

ot 14 nexadps 2018 r. N 1556

ITono:xkenue
0 CHCTeMe MOHUTOPUHIA JIBHKEHUS JIEKAPCTBEHHBIX NMPENnapaToB AJIs MeIUIIMHCKOI0 NPUMEHEeHUS

C u3MeHeHHUsIMHU U JONOJTHEHUSIMHU OT:

30 aBrycta 2019 1., 2, 20 mapta, 21 utons, 2 HOsOps1, 18 mexadps 2020 r., 28 staBaps, 30 utons 2021 ., 31 saBaps 2022
r., 24 mapTa, 16 cents0ps, 29 Hostops 2023 r., 19 sauBaps, 6 urons 2024 .

T'APAHT:

Hacrosimee Ilono)xeHue B yacTu HAHECEHMs HAa MEPBUYHYIO YINAKOBKY (B OTHOIIEHHUHM JIEKAPCTBEHHBIX
IIPEnapaToB A MEAULMHCKOTO IPUMEHEHHUS, Ul KOTOPBIX HE MPEIyCMOTPEHA BTOPUYHAs YIIaKOBKA) U
BTOPUYHYIO (MMOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX MIPENapaToB Uil MEIUIMHCKOTO PUMEHEHHS
CpeAcTBa UACHTHUGHMKAIMM, a TaKke B OTHOIIEHUWH IOPUIMYECKUX JMII W WHAMBHIYaJIbHBIX
IpeanpuHUMaTeIel, OCylIeCTBISAIOINUX MPOU3BOJACTBO, XpaHeHue, BBOo3 B PD, oTmyck, peanuzaunuio,
nepeaayy, IPUMEHEHUE U YHUUTOKEHHE JIEeKapCTBEHHBIX MTPENapaToB Ul MEAULMHCKOTO IPUM EHEHHUS, B
YacTH BHECEHUS MH(POPMAIIUK O JIEKApCTBEHHBIX IpenapaTax /Ui MeIUIMHCKOTO IPUMEHEHUS B CUCTEMY
MOHUTOPHUHTA JIBUKEHUS JICKApPCTBEHHBIX MPENapaToB JUIsi MEAUIIMHCKOTO MPUMEHEHHs BCTYIAET B CUILY
c 1 suBaps 2020 r.

1. O0uue moJI0KeHus

1. Hacrosmee [lonoxenue onpenenser:
a) TOPSAIOK HAHECEHHsI CPECTBA UACHTH(PHUKAIINY JEKApCTBEHHOTO TMpernapaTa JUisi MEAUIMHCKOTO
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pUMEHEHHS (J1asee - JIeKapCTBEHHBIE MpernapaThl), TpeOOBaHMS K €ro CTPYKType U (hopMaTy uHGOpMAaIHH,
KOTOPYIO COAEP)KUT CPEACTBO MICHTU(DUKAIIMY JIEKAPCTBEHHOTO MIpenapaTa, U ero XapakTepUCTUKH;

0) MOPSAIOK CO37]aHNs, PAa3BUTHS, BBO/IA B KCILIYaTalLlMIO, SKCIUTyaTallMH M BBIBO/IA U3 SKCILTyaTalluu
CHCTEMbI MOHUTOPHHTA JIBUKCHUS JIEKAPCTBEHHBIX MIPETAapaToB (Jajiee - CHCTeMa MOHUTOPHHTA);

B) TIOPSJIOK B3aUMOJCHCTBUS CHCTEMbl MOHHMTOPMHTAa C HMHBIMH TOCYIapCTBEHHBIMH
MH(POPMAIIMOHHBIMY CHCTEMaMH ¥ HH()OPMAITMOHHBIMU CUCTEMaMH IOPHINICCKUX JIUI] ¥ WHHBHTyaTbHBIX
npeanpuHUMaTeied, ykazaHHbelx B dactsx 7 u 10 crateu 67 denmepambHoro 3akona "OO oOparieHun
JIEKapCTBEHHBIX CPECTB";

I') TMOPSIOK BHECEHUS B CHCTEMY MOHHUTOPHHTA OPUIMYECKHUMH JIMIAMH ¥ WHIUBUAYaTbHBIMU
MpEANPUHUMATENSIMU, OCYHIECTBISAIOMMMY IPOU3BOJICTBO, XpaHEHHE, BBO3 B Poccuiickyro Denepanuro,
OTITYCK, peajH3aIlnio, epeaady, IpuMeHeHne U YHUUTOKEHHE JIEKapCTBEHHBIX IpenapaToB, HHPpOpMaIuu
0 JIEKapCTBEHHBIX IIpernapaTax U €e cOCTaB;

Wnpopmanus 06 H3MEHEHUSX:

Iloonynkm "0" usmenen c 1 anpena 2024 2. - [locmanosnenue Ilpasumenvcmea Poccuu om 29 nosbps
2023 2. N 2027

Cm. npedvioywyro pedakyuro
1) MOPSIIOK MpeaocTaBiIeHUsI MHPOPMAIMK U AOCTyNa K MH(OPMAaILMH, COJepKalleics B cucteme
MOHHUTOPHHIA;

Uudopmanus 06 M3MEHEHUX:

Ilynxkm 1 oononnen noonynkmom "e" ¢ 1 anpens 2024 2. - [locmanosnenue I[lpasumenvcmea Poccuu om
29 nosiopa 2023 2. N 2027
€) LeTu J0cTyna (enepalbHbIX OPraHOB HCIIOJHUTENBHON BIACTH M MCHOJHUTEIBHBIX OPIaHOB
cyowsektoB Poccuiickoit @enepanuu K nHPOpMAIMK 0 CyObeKTax OOpaIeHus JICKapCTBEHHBIX CPEICTB, O
JIEKapCTBEHHBIX Ipenaparax U o0 000poTe TakuX JIEKapCTBEHHBIX IMpPENnapaTroB, HEOOXOAWMOMN s
BBITIOJIHEHUS 3a/1a4 U OCYILLECTBICHUSI (PYHKINI, BO3JIOKEHHBIX Ha (hefiepanbHble OpraHbl HCIIOTHUTEIbLHOM
BJIACTH M UCIIOJIHUTEIIbHBIE OpraHbl cyobekToB Poccuiickoit denepaiuu, CTaTUCTHUECKOW HHGOPMAIIIH O
JIEKapCTBEHHBIX IMpernapaTax u 00 ux 060poTe, a Takke K 00I1e10 CTYTHOM uHpopmanuu;

Wudopmariys 06 M3MEHEHUX:

Ilynxkm 1 oononnen noonynkmom "sc" ¢ 1 anpens 2024 e. - [locmanosnenue Ilpasumenscmea Poccuu om
29 nosiopsa 2023 2. N 2027
) cocTaB HHGOPMAIIMH, PETOCTABISIEMON B COOTBETCTBHH € YacThio 10 ctateu 67 DenepabHOTO
3akoHa "O0 oOpaleHny JeKapCTBEHHBIX CPEACTRB".

Wudopmarys 06 U3MEHEHUX:

Ilynkm 2 usmenen c 1 anpensn 2024 2. - [locmanosnenue Ilpasumenvcmea Poccuu om 29 nosaops 2023 a.
N 2027

Cm. npedvioywyro pedaxyuro

2. llonsTus, ucnoib3yembie B HacTosIIeM [10710)KeHNH, 03HAYAIOT CIIEAYIOIIEe:

"arperupoBanme' - mporecc OObEJUHEHHUS JIEKAPCTBEHHBIX IpenapaToB Ha J0OOM »3Tame
oOpaleHns JeKapCTBEHHbBIX MPenapaToB CyObeKTOM OOpalleHHs JIEKapCTBEHHBIX CPEJCTB B TPETUUHYIO
(TpaHCTIOPTHYIO) YMAKOBKY JIEKAPCTBEHHBIX IPENapaToB C HAHECEHHEM COOTBETCTBYIOIIErO KoOJa
UACHTUGUKAIMY TPETUYHOM (TPaHCIOPTHOW) YMAKOBKH JIEKAPCTBEHHBIX IPENapaToB U C COXPaHEHUEM
uHbOpMallUM B CHUCTEME MOHMTOPMHIAa O B3aMMOCBS3M CPEICTB MJIECHTHU(PUKALUU WIH KOAOB
UACHTU(GUKAIMA KaXIO0r0 BJIOXKEHHOTO B TaKyl0 YHNAKOBKY JIEKApCTBEHHOTO IIpernapara ¢ KOJIOM
UACHTU(HUKAIIMYA TPETUYHON (TPAHCTIOPTHON) YITaKOBKH JIEKapCTBEHHBIX MpEnapaToB;

""BBO/1 B 000pOT JICKAPCTBEHHBIX NIPeNnapaToB'':

IpU TPOU3BOJACTBE Ha Teppuropun Poccuiickoit @Denepanuu - omnepanuy, HTPOU3BOJUMBIE C
JIEKapCTBEHHBIMH IIperaparaMi OT MNPOXOXKICHHS MPOM3BOJCTBEHHON cTamuu (pacoBku (YHaKOBKH)
JICKApCTBEHHBIX IpEenapaToB M MAapKUPOBKHM YIAKOBOK JIEKAPCTBEHHBIX IIPENapaTtoB CPeACTBAMU
UACHTU(UKAIMA 70 3aBEPUICHUS IPOM3BOJICTBEHHOM CTaJMU BBIMYCKAIOMIET0 KOHTPOJS KauecTBa W
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TIpeCTaBJIECHNs JOKYMEHTOB U CBEIEHHIA, IPEeyCMOTPEHHBIX 4acThio | ctathu 52 | MenepanbHOro 3aKkoHa
"O6 oOpameHun JeKapcTBeHHBIX cpeAcTB", B DexepanbHylo ciayx0y 10 Hag3opy B cdepe
3/IpaBOOXPAaHEHMS UM MOJTY4EHHs pa3pelleHus, IpeLyCMOTPEHHOro YacThio 7 ctathu 52 | denepansHoro
3akoHa "OO0 oOpamieHnu JEKapCTBEHHBIX CpeAcTB" (B cCiydae NPOU3BOJCTBA MMMYHOOHOJOTHMYECKHX
JIEKapCTBEHHBIX MIPENapaToB);

IpyU MPOU3BOJACTBE BHE Teppuropun Poccuiickoin Denepauuu - ONEpanuu, MPOU3BOIUMEBIE C
JIEKapCTBEHHBIMU IpenaparaMd OT MPOXOXKACHUS IPOU3BOJACTBEHHOW cTaauu (pacoBku (YHaKOBKH)
JIEKapCTBEHHBIX I[pPENapaToB U MAapKUPOBKHU YIAKOBOK JIEKAPCTBEHHBIX IIPENaparoB CpeACTBaMU
UACHTU(UKAIIMKA JICKAPCTBEHHOTO IIperapara /0 pa3MEIIeHUs JICKapCTBEHHBIX IMPErapaTtoB Ha
(apMalleBTUUECKOM CKJIaZie M MpPEJICTaBICHUs] JOKYMEHTOB M CBEACHUMU, MPEAYCMOTPEHHBIX YacTbiO 2
crateu 52 | denepansHoro 3akona "O6 0OpalieHNH TeKapCTBEHHEIX cpeicTs", B DeepanbHyIo ciyk0y Mo
Ha/30py B chepe 31paBooXpaHeHus UK TIOJTydeH s pa3peleHus, IPeIyCMOTPEHHOTO YacThio 7 cTaThl 52 !
OenepanpHoro 3akoHa "OO oOpaieHuM JEKapCTBEHHBIX cpeAcTB" (B ciaydae HPOM3BOJACTBA
MMMYHOOHOJIOTUUECKHX JICKAPCTBEHHBIX MPENapaToB);

a63ar; yrpatun cuiy ¢ 31 urons 2020 r. - Ilocranosnenue IlpaButensctBa Poccun ot 21 uronst
2020 r. N 1079

Uudopmanus 06 M3MEHEHUX:
Cm. npedvioywyro pedaxyuro

"BropuyHas (MOTpPeOUTENbCKAS]) YHNAKOBKA JIEKAPCTBEHHOrO Mmpenapara' - YIIaKOBKa,
MOCTyNAlMass K MNOTPEeOUTENI0 W CiyXamas Uig pa3MeUleHUs €IWHUYHOW MEepBUYHON YHNaKOBKH
JIEKapCTBEHHOI0 Tpemnapara (MHIMBUAyalbHass BTOpUYHas (MOTpeOMTENbCKas) YHaKOBKA) WU
00BeAMHSIONIAs HECKOJIBKO MEPBUYHBIX YITAKOBOK JIEKAPCTBEHHBIX MPENapaToOB;

"BBIBO/I U3 000pOTA JIEKAPCTBEHHBIX MpenapaToB' - peanu3aius, Ipojaxa U OTIYCK (B TOM
YHClie 10 PELENTY) JEKapCTBEHHBIX MperapaToB NoTpeOuTeNto, IpUMEHEHHE, Nepeiada Ha YHUUYTOKEHHE,
yTpaTa M ClHCaHue JIKapCTBEHHBIX NpenapaToB, 0TOOp 00pa3iioB, BBIBO3 paHee BBe3eHHBIX B Poccuiickyio
®denepanuio JIEKapCTBEHHBIX MpenapaToB (PEIKCIOPT), a TAKKE BBIBOJ U3 000POTa MO MHBIM NMPUYHUHAM;

"rj00aJbHBIH HMICHTH(PUKANMOHHBIH HOMEpP TOProBOM eIMHMUbI'" - YHHKaJIbHBIM KOJ,
MIpUCBaNBAEMbI TPYIIie TOBAPOB MPU UX OMHCAHUU B HHGOPMAITMOHHOM pecypce, 00ecIeyuBaloIeM yUeT
1 XpaHEHHE JIOCTOBEPHBIX JAHHBIX O TOBAPAX I10 COOTBETCTBYIOIIEH TOBAPHOM HOMEHKJIATYPE;

a63anel 10 u 11 yrparunu cuny ¢ 31 mapta 2020 r. - [Toctanosienue [IpaButensctBa Poccun ot 20
mapta 2020 r. N 311

Wudopmarys 06 M3MEHEHUX:

Cm. npedvioywyro pedaxyuro

"unentuduxkarop npuMeHenust" - npeduxc, npencraBiOmKN coboit Habop U3 2 WM Oosee
3HAKOB, PAcHOJIOKEHHBIM B Hayalle 3JE€MEHTHON CTPOKH M OJHO3HAYHO ONPEICISIIOIINN Ha3HAauyeHUe U
(dbopMar mosst JAHHBIX, CIEAYIOLIEro 3a MPEPUKCOM;

"upeHTH(UKATOP Ccy0ObeKTa OOpalleHUsi JIEKAPCTBEHHBIX CPeICTB' - YHUKQJIbHBIA KOJ,
MIPUCBAaBAEMbI CUCTEMOU MOHHUTOPHHTA CYOBEKTY OOpaIleHHsl JIEKapCTBEHHBIX CPEJCTB IO UTOTaM €ro
perucTpalyu B CUCTeME MOHHUTOPWHTA HAa OCHOBE MEPEJaHHBIX CyOBEKTOM OOpalleHus JIeKapCTBEHHBIX
CPEICTB CBeINeHHI 00 MACHTH(PHUKAIIMOHHOM HOMEpE HAJIOTOIUIaTeNbIIMKA A KaKIOTo ajJpeca MecTa
OCYIIECTBJICHUS IE€ATEIbHOCTU COTJIACHO JIMIIEH3UU Ha TIPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB, JTULEH3UU
Ha ($apMalleBTUUECKYIO JIEATENBHOCTD, TUIIEH3UU Ha AESITeIbHOCTh 0 000POTY HAPKOTUYECKHX CPEJCTB,
MICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB, KYJIbTUBUPOBAHUIO HAPKOCOAECPKAIINX PACTEHUIN U TULIEH3UT
Ha MEJUIIMHCKYIO MeSATENbHOCTh (TIPY HATMYUU TaKOU JTUIEH3WH) WK KOJE HAJOTOTUIATEeNbIUKA B CTPaHe
perucTpanuy U KOJAe CTpaHbl peructpanuu (Anas cyOBeKTOB oOpalleHus JIEKApCTBEHHBIX CPEACTB, HE
MpU3HABAEMBIX HAJIOTOBBIMH pe3uaeHTamMmu Poccuiickoii Denepariun);

"MHAMBUAYAIbHBI CcepuiiHbIE HOMeEpP TOProBoil exMHUNBI" - 1UpoBas WM OyKBEHHO-
1ndpoBast MOCIeI0BaTENLHOCTD;
"kon wuaeHTuukanmuu' - cepuilHBIA TIOOANBHBIA WACHTU(DUKAIMOHHBIN HOMEpP TOPTroBOI

CIAVHUIIDI, HpeI[CTaBJ'IHIOIJ_II/Iﬁ coboi YHHKaHLHLIﬁ I/II[CHTI/I(I)I/IKaTOp YIIAaKOBKH JICKAPCTBCHHOTI'O IIpCIiapara,
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dbopmMupyemsblii IyTeM A00aBIEHHS K TI00aTbHOMY HACHTH(PHUKAIMOHHOMY HOMEPY TOPTOBOW €IMHMIIBI
UHJUBUIYAIBHOIO CEPUIHOTO HOMEpa TOProBOW €IMHHULIBI;

"koa nAeHTH(UKANNH TPETUYHOIH (TPAHCIIOPTHOM) YIIAKOBKH JIEKAPCTBEHHOI 0 npenapara'' -
CHMBOJIbHAS TIOCIIEAOBATENILHOCTD, (hOpMUpyeMasi B COOTBETCTBUH € TPEOOBAHUSMHE, TIPEAYCMOTPEHHBIMHU
paszaenom I Hacrosero [lonoxenus;

"Koa MAapKHPOBKH' - YHUKaJbHas I0CJIEI0BATEIbHOCTh CHMBOJIOB, COCTOSIIAs M3 KoJa
UACHTU(HUKAIMHA U KOJa TPOBEPKH, (popMupyemas Jis 1eneil nASHTUGUKAIINHA YITAKOBKH JIEKapCTBEHHBIX
IIpenapaToB JUIsl MEAULIUHCKOTO PUMEHEHHUS;

"Koa mpoBepkH'" - TIOCIEIOBATEIBHOCTh CHMBOJOB, C(OpPMHUpOBaHHAass B pe3yibTaTe
KpUnTorpaguueckoro rnpeodpa3oBaHus KoJia UACHTU(UKAIIMY U TTO3BOJISIIOIIAS BBISIBUTH (alibcr(PUKALINIO
KoJla HUICHTHU(UKAIIMU TP €ro MPOBEPKE C HCIOJIb30BaHUEM (UCKAIBHOTO HAKOMHUTENS U (WIJIH)
TEXHUUYECKUX CPECTB MPOBEPKHU KOJia TPOBEPKU;

"JleKapCcTBeHHbIC Ipenaparbl, MAapKHPOBaHHbIe cpeAcTBaMH  MAeHTH(UKauuu'
JIEKapCTBEHHbIE MpernapaThl, Ha YIIAKOBKY KOTOPBIX HAHECEHbI CPEICTBA UJIEHTU(UKALIUU C COOII0OIEHUEM
TpeboBaHuil Hacrosmero [lonoxeHus U JOCTOBEPHBIE CBEJIEHHUS O KOTOPHIX (B TOM YHUCIIE CBEACHUS O
HAHECEHHBIX Ha HHUX CpEACTBAaX HUACHTU(DUKAIUU U (MJIM) MaTepualbHBIX HOCHUTENSAX (ITUKETKAX),
COJIeprKalluX CPeJICTBA UACHTU(UKAIIMK) COJIEPKATCS B CUCTEME MOHUTOPHHTA;

""MapKHPOBKAa YNAaKOBOK JIEKAPCTBEHHBIX IPeNaparoB CpeacTBaMM HAeHTHHUKAnMU' -
HaHECeHHE CPEACTB UIACHTHU(PHUKAIUHU, MpeoOpa3oBaHHBIX M3 COOTBETCTBYIOLIUX KOJOB MapKHUpPOBKH, Ha
YIaKOBKY JIEKapCTBEHHOTO Mpenapara Wil HaHECEHHE MaTepualbHbIX HOCUTENEH (3TUKETOK), COJepKAIINX
CpeacTBa MACHTU(DUKAMU, MTPeoOpa30BaHHbIE U3 COOTBETCTBYIOUIMX KOJOB MAapKHUPOBKH, HAa YIaKOBKY
JIEKapCTBEHHOTO IpenapaTa ¢ coOtoaeHneM TpeboBanuii Hacrosero [lonoxenus;

"onucaHue JieKapCTBEHHOI0 Mpenapara' - nepedyeHb XapakTePUCTUK, pa3MELICHHBIX CYObEKTOM
oOpallleHHUs JJeKapCTBEHHBIX CPEICTB B COOTBETCTBYIOIIEM HH(GOPMAIIMOHHOM pecypce, o0ecreunBaromieM
y4eT ¥ XpaHEeHHE JJOCTOBEPHBIX JaHHBIX O TOBApax MO COOTBETCTBYIOIIECH TOBAPHONH HOMEHKIIATYPE;

"mepBUYHAS YNAKOBKA JIEKAPCTBEHHOIO Mpenaparta' - CpeICTBO WJIM KOMIUIEKC CPEJICTB,
ofOecreynBarOMIMX 3alUTy JEKapCTBEHHBIX IpPEnapaToB OT TMOBPEKJICHUS U TMOTEPb, BO3ACUCTBUS
OKpY)Kalolllel Cpenbl, 3arps3HEHU W HMEIOUIMX HENOCPEACTBEHHBIH KOHTAKT C JIEKAPCTBEHHBIMU
npernapaTamu;

"perucTparop  BBIOBITHSI'" -  TEXHMYECKOE  CpPeACTBO  HMH(MOpPMAIMOHHOTO  OOMeEHa,
MpeHa3HaYeHHOE IS Iepeaadu B CHCTEMY MOHUTOPHHTA CBEICHUIN O BBIBOJIE U3 000POTA JIEKAPCTBEHHBIX
MpenapaToB, BKIIOYAKOIIEe B ce0s IporpaMMHO-amnmnapaTHoe Imm@poBaabHOe (KpuUnTorpaduyeckoe)
TEXHUYECKOE CPEJCTBO IMPOBEPKH KOJIOB MPOBEPKH, B OTHOIIEHHU KoToporo denepaibHOM ciayxO0i
6e3omacHoctu Poccuiickoit ®exepanuu BbIIaH JIOKYMEHT O €ro COOTBETCTBHM YCTaHOBIIEHHBIM
TpeOoBaHUAM K MIU(POBATBHBIM (KpUOTOrpadhuyecKM) CpeACTBAM 3allUThl HHPOPMALIUU, AEHCTBYIOIINM
B OTHOILIECHUU MHUPPOBATBHBIX (KpUNTOTpadUUECKUX) CPEACTB, MpPEIHA3HAYCHHBIX JJIS MIPOBEPKU KOJOB
MapKUPOBKH;

a63arn yrparun cuiy ¢ 31 mapra 2020 r. - [locranosnenue IlpaBurensctBa Poccun ot 20 mapta
2020 r. N 311

Wudopmarys 06 U3MEHEHUSX:

Cm. npedvioywyto pedaxkyuro

"cpeacTBO MAeHTH(UKANMHU" - KO MapKUPOBKHU, NPEJCTABICHHBIH B MalllMHOYUTaeMol (opme
WIN C MCTIOJIb30BAaHUEM MHOTO CPE/ICTBA (TEXHOJIOTMH) aBTOMaTHYECKON MIeHTU(UKa UK, GopMUpyeMBbIii
JUId HAHECEHWUS Ha YMAKOBKY JIEKapCTBEHHOIO IIpernapaTa METOJaMH, HE JOIYCKAIOIUMHU OTIEICHHUS
cpeAcTBa UJICHTU(UKALMY U (UIIH) MaTepHaIbHBIX HOCUTENEH, COAepIKaINX CPe/ICTBA UACHTU(DHUKAIIUN, OT
YIIaKOBKHU JIEKAPCTBEHHBIX MpenapaToB 06e3 MOBPExkICHHIA;

"cy0beKThbl 0O0palieHusl JTeKAPCTBEHHbIX CPeACTB' - IOpUAMYECKUE JINLA U WHIUBUIYaJIbHbBIE
MIpEeAIIPUHUMATENY, OCYILECTBISIOUIUNE IPOU3BOJACTBO, XpaHEHHeE, BBO3 B Poccuiickyro Penepanmro,
OTIIYCK, pealn3alulo, epeaady, IpUMEHEHHUE U IIepeady Ha YHUUTOKEHHUE JIEKAPCTBEHHBIX MPENapaToB;

"TpernyHasi (TPAaHCHMOPTHasl) YNAKOBKAa JICKAPCTBEHHOI0 Impemapara' - YIakoBKa,
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UCIIOJIb3YyeMasl ISl XpaHEHHU s, IEPEBO3KU U NIEPEMELIEHUS JIEKAPCTBEHHOTO IIperapaTa Mex Ay CyObeKTaMU
oOpalleHus JIeKapCTBEHHBIX CPE/ICTB;

"YyCTpPOiicTBO perucTpanuu IMHCCHH' - TEXHHYECKOE CPEACTBO HMH(OpMAIMOHHOTO OOMEHa,
IIpeIHa3HAYEHHOE Ui MOJIy4YEHHUS! KOJI0B MAapKUPOBKH U INEpelaud B CUCTEMY MOHUTOPHUHIA CBEACHUMN O
MapKHpPOBKE YIMAKOBOK JICKAPCTBEHHBIX NPENapaToB CPEACTBAMHU HACHTU(MHUKAINN, BBITOJTHSIONICE
(GYHKIMU TEXHHYECKOTO CPENICTBA NMPOBEPKH KOJa MPOBEPKH, B OTHOWMIEHHH KoTOporo demepaibHOU
ciryx60# 6ezonacHoctu Poccuiickoit denepannu BeIaH JOKYMEHT O €T0 COOTBETCTBUH YCTAHOBIICHHBIM
TpeOoBaHMAM K MH(PPOBATBHBIM (KpUITOTpahUIecKrM) CpeACTBaM 3aIIUTHI HHPOPMAILINH, TEHCTBYIOIINM
B OTHOIICHUHU MH(PPOBATBHBIX (KPUNTOTrpahuIecKux) CPeACTB, MpeaIHA3HAYCHHBIX IS IPOBEPKH KOJOB
MapKUpPOBKH, JTUOO BKJIIOYAIOIIEEe B CBOI COCTaB TEXHUYECKOE CPEJCTBO MPOBEPKU KOJOB MPOBEPKH, B
oTHoieHuu koroporo denepanpHOi ciyk00i#t 6e3onmacHocTH Poccuiickoit denepaiuu BbIJIaH JOKYMEHT O
€ro COOTBETCTBUM YCTAaHOBJIEHHBIM TPeOOBaHUSAM K HIM(POBaJIbHBIM (KpUOTOrpadUyYecKUM) CpeAcTBaM
3alUThl MH(OPMaLMK, JNEHCTBYIOIIMM B OTHOILIEHUHU MIM(POBAIBHBIX (KpUNTOTpapUUEeCKUX) CPEACTB,
MpeHa3HaYeHHBIX JUIsl IPOBEPKH KOJIOB MAPKUPOBKU;

"(pacoBka (ymakoBKa) JIEKAPDCTBEHHOI0 mpenapara' - TPOMU3BOJACTBEHHAs  CTajus,
IpelycMaTpuBalolasi MOMeIlleHNe JIeKapCTBEHHOTo Mpernapara B MEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO
npenapaTa Wid BO BTOPHUUHYIO (MOTPEOUTENbCKYI0) YIAaKOBKY JIEKAPCTBEHHOTO Mpernapara;

a63ary yrpatun cuiny ¢ 31 urons 2020 r. - Ilocranosnenue IlpaButensctBa Poccuu ot 21 wmromst
2020 r. N 1079

Undopmanus 06 M3MEHEHUX:
Cm. npedvioywyro pedakyuro

"IMHUTEHT KoOJAa HAeHTH(PUKAUMU TPeTUYHOH (TPAHCHOPTHOH) YMakoBKH'" - CyOBEKT
oOpallleHHsT JIEKapCTBEHHBIX CPEACTB, OCYLIECTBISIIOIIMK  (OpMUpPOBaHWE U HaHECEHHE Koja
UICHTU(PUKAIMN TPETUYHOW (TPAaHCHIOPTHON) YMAaKOBKU JIEKAPCTBEHHOTO WIpernapara Ha TPETUYHYIO
(TpaHCTIOPTHYIO) YIAKOBKY JICKAPCTBEHHBIX MTPENapaToB;

"IMUTEHT cpeacTB  HAeHTH(UKamuu' - TOPOU3BOAUTENHL  JIEKAPCTBEHHBIX  CPEJACTB,
OCYIIECTBJISIOMUNA TPOU3BOACTBEHHYIO CTaauio (acoBKM (YITAKOBKH) JICKAPCTBEHHOTO TIperapara Hu
MapKUpPOBKY YIIAKOBOK JIEKAPCTBEHHOTO Ipemnapara CpelCcTBaMU HACHTU(UKAIMH, - MPH MPOU3BOJCTBE
JIEKapCTBEHHOI'0 Tpernapara Ha Tepputropun Poccuiickoit @enepanuu, Wi aepiaTelb JIMOO Biaaemnel]
PETUCTPAIIMIOHHOTO  YAOCTOBEPEHMsI  JIGKAPCTBEHHOro  mpemapara (majlee -  perucTpanuoHHOE
YIOCTOBEpEHUE) - MpHU MPOU3BOJACTBE JICKAPCTBEHHOTO IIpernapara BHe Teppuropuu Poccuiickoit
denepanyu, Uiu NPeICTaBUTEIbCTBO MHOCTPAHHOM Opranu3aiuu Ha Tepputopun Poccuiickoit @enepanuu,
SBIIAIOIIEHCS JiepyKaTesieM JTMOO BIAAETbIEM PErUCTPALMOHHOTO YIOCTOBEPEHUS, - IMPU MPOU3BOJICTBE
JIEKapCTBEHHOTO MpenapaTa BHe Tepputopun Poccuiickoit denepanuu.

II. XapakTepucTHKH CPeACTBA HAeHTH(PUKALNH, OPSI/IOK €ro HAaHeCeHUs U TPeOOBAHUS K
CTPpyKTYpe u ¢popMaTy HHPOpMAHMU, KOTOPYIO COAEPKUT CPEACTBO MIACHTUPUKATNHA

Wudopmarys 06 U3MEHEHUSIX:

Ilynkm 3 usmenen ¢ 1 cenmsabpsa 2023 2. - [locmanosnenue IIpasumenscmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedaxyuro

3. IIpu MapKHpOBKE YNAKOBOK JIEKAapCTBEHHBIX NMPEMapaToB CPEICTBO MIAECHTH(PUKALUU JOJKHO
COOTBETCTBOBATH CIEAYIOIIMM XapaKTEPUCTHKAM:

a) JBYXMEpHBIH INTPUXOBOM KOJ HAHOCUTCS TOYEUYHBIMH CHMBOJAMU B COOTBETCTBHM C
TpeOOBaHUAMH HaIMOHaTbHOTO crangapTta Poccuiickoit ®@enepauuun ['OCT P MCO/MBK 16022-2008
"ABTOMaTnueckas uaeHtTuukanus. Koauposanue mrpuxosoe. Cnerudukanus cumoianku Data Matrix",
YTBEPKAECHHOTO Iprkazom denepanbHOro areHTCTBa M0 TEXHUYECKOMY PETYJIUPOBAHUIO U METPOJIOTHH OT
18 nexabpst 2008 r. N 509-ct u BBenmeHHoro B aeiictBue ¢ 1 suBapst 2010 r. (manmee - HaIMOHATBHBIN
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crangapt Poccuiickoit deneparu FOCT P UCO/MBK 16022-2008);

0) ABYXMEpHBIH INTPUXOBOM KOJ HAHOCHTCA C ypOBHEM Kjacca kauectBa C WM BbIIIE B
COOTBETCTBUH C TpeOOBaHUSAMHU HaMOHaIbHOTO cTangapra Poccuiickoit @enepanuu ['OCT P MCO/MBK
15415-2012 "WndopManiMoOHHbIE TEXHOJIOTUH. TEXHOIOrMM aBTOMAaTHYeCKOW wiueHTH(uKanuu u cOopa
naHHblX. Crenu¢ukanys HCHBITAHUM CHUMBOJIOB IUTPUXOBOIO KOJAA JJIs OLEHKM KadecTBa I€4aTu.
JIByMepHBIE CUMBOJIBI", YTBEp)KIEHHOro Ipukazom @DenepanbHOrO0 areHTCTBa M0 TEXHUYECKOMY
perynmupoBanuio u merposiorud ot 18 centsops 2012 r. N 357-cT 1 BBEACHHOTO B JAcicTBHE C 1 HrOMs
2013 r;

B) JBYXMEPHBII IITPUXOBOM KOJ HAHOCHUTCSA IEYAThIO C HCIIOJIb30BAaHHEM METOJA KOPPEKLMU
omn6okx ECC-200 B cooTBeTCTBHM ¢ TpeOOBaHUAMHU HaIlMOHAIBHOTO cTaHnapta Poccuiickoit @enepannu
I'OCT P UCO/M3BK 16022-2008;

I') CpPEACTBO UIeHTUUKAUU (GOpMUPYETCS B BUJE IBYXMEPHOTO IITPUXOBOTO KoJa B (popmare Data
Matrix B COOTBETCTBHHM C TpeOOBaHHSAMHU HalMoHaJbHOTO cTaHnmapTta Poccuiickoit @eneparuu ['OCT P
NCO/MBK 16022-2008;

1) Mpu MpeoOpa3oBaHUU KOJa MapKUPOBKU B CPEICTBO MIACHTU(PUKAIMM JOJDKHA MPUMEHSATHCS
Bepcus cuMmBosinku ECC-200 ¢ ucnonpzoBanueM ynpasistoniero 3Haka FNC1 kak npu3Haka COOTBETCTBUS
JTaHHBIX TUIIOBOMY (hopmaty uaeHtudukatopon npumeHenus (Al) GS1 B cootBeTcTBUM ¢ myHKTaMu 5.2.4.6
u 11.1 marmonaneHoTO cTanmapta Poccuiickoit ®eneparuu ['OCT P MCO/MBK 16022-2008.

Uudopmanus 06 M3MEHEHUX:

Ilynxkm 4 usmenen c 1 anpens 2024 2. - I[locmanosnenue Ipasumenvcmea Poccuu om 29 nosops 2023 e.
N 2027

Cm. npedvioywyro pedaxkyuro

4. CBeneHus, cojaepKalluecs] B CPEICTBE MICHTHU(PHUKAIMU, HAHOCATCS MPOU3BOIUTENIEM B BUJE
JBYXMEPHOTO MITPUXOBOTO KOJa METOJaMHU IeyaTH Ha BTOPUYHYIO (TIOTPEOUTETHCKYIO) YIIAKOBKY
JIEKapCTBEHHOI0 IMpernapaTa (B ciy4yae €€ OTCYTCTBUSI - Ha IEPBUYHYIO YIAKOBKY JIEKapCTBEHHOTO
npernapaTa) WiH eyaTy Ha MaTepUaabHbId HOCUTENb (3TUKETKY), HE JIOMYCKAIOUIMMU OTIENIEHUs CPEICTBA
uaeHTU(PUKAIY U (WIM) MaTepPUATIbHBIX HOCUTENIEH, COIEpKAIIUX CPEICTBA UICHTU(UKALIUH, OT YIAaKOBKH
JIEKapCTBEHHOI'O Ipernapata 0e3 MOBPeXIACHHM (32 HUCKIIOYEHHEM JIeKapCTBEHHBIX IIPENapaToB C
MEXTyHapOIHBIM HEIATCHTOBAaHHBIM HAMMEHOBaHKEM "DTaHon").

J171s1 neKapCTBEHHBIX MPEMAPATOB ¢ MEKTYHAPOJHBIM HEATEHTOBAHHBIM HAUMEHOBAaHHEM ""DTaHOJ"
CBECHHUS, COAEpIKAILEcs B CPEICTBE UACHTU(PHUKAIIMH, HAHOCITCS MPOU3BOAUTENIEM B BHJIE JBYXMEPHOIO
HITPUXOBOTO KOJa METOJIOM MeYaTH Ha BTOPUUHYIO (MOTPEOUTENIbCKYIO) YIIAKOBKY B CIIydae, €clid Takas
yIaKOBKa SIBISICTCS MHAMBUIYaIbHON BTOPHUYHOM (MOTPEOUTENHCKOI) YIIAKOBKOM 3TOT0 JIEKApCTBEHHOTO
mpermnapaTa, a B cay4ae OTCYTCTBUS BTOPUYHOM (MOTPEOUTENHCKOM) YIIAKOBKH HIJIM HAJIMUUS YIAKOBKH, B
KOTOpOil HaxoauTcss Oojiee OMHOW EOUHHIIBI yKa3aHHOTO JICKApCTBEHHOTO Iperapara B MEPBUYHON
yIIaKOBKE, CPEACTBO HACHTU(UKALUKA HAHOCUTCS HA MEPBUYHYIO YIAKOBKY, HJIM METOJOM II€4aTd Ha
MaTepHUaTbHBI HOCUTENH (ITUKETKY), HE NOMYCKAIOIIMMH OTACNIEHUS CPEeACTBA HUACHTU(DUKALNUN U (UITH)
MaTepHUaTbHBIX HOCUTEINIEH, COJepKAIIUX CPEICTBA UACHTU(PHUKAIINH, OT YITAKOBKU TAKOTO JIEKAPCTBEHHOTO
npemnapaTa 0e3 MOBPEKICHHIA.

B cnyudae BBO3a B Pocculickyro deznepanuio npu Ipou3BOACTBE BHE Teppuropun Poccuiickoit
Oenepannu (32 UCKIIOYEHHEM JIEKAPCTBEHHBIX IMPEMapaToB, BBO3UMBIX W3 TOCYIAApCTB - YJIEHOB
EBpa3uiickoro SKOHOMHMYECKOTO COI03a) MapTUHU JIEKAPCTBEHHOTO TMperapara JIOMYyCKaeTcs HaHECEHHE
JBYXMEPHOTO IITPUXOBOTO KOJA METOJOM TIeUaTH Ha MaTepHAIbHBI HOCUTENb (ITUKETKY), He
JOMYCKAIOIIUM  OTHEJCHHS]  MaTepUANbHOTO  HOCHTENs  (ITUKETKH), COAEpIKAIIero  CPelICTBO
UICHTU(PHUKAIIMN, OT YIMAaKOBKH JICKAPCTBEHHOTO Tpernapara 0e3 TOBPEXKICHUH, C MOCIEAYIOIUM
HAaHECEHHEM MAaTepPHAIbHOTO HOCHUTENs (ITUKETKH) Ha VYIAKOBKM JIGKAPCTBEHHOTO IMpemapara B
COOTBETCTBUU C TPEOOBAHMSAMH IEPBOTO U BTOPOTO a03alleB HACTOSIIETO MyHKTa Ha TAMOKEHHOM CKIIaJe,
aJpec KOTOpOrO yKa3aH B KadecTBE aJpeca MecCTa OCYLIECTBIEHHUS AEATEIbHOCTU B JIMIIEH3UM Ha
(hapMaleBTHUECKYIO JeSTeIbHOCTh OpTraHU3aI|H, OCYIIECTBIISIONICH ONTOBYIO TOPTOBJIIO JIEKAPCTBEHHBIMH
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CpelICTBaMHu.

Wupopmanus 06 H3MEHCHUSX:

Ilynkm 5 usmenen ¢ 1 cenmsaopsa 2023 2. - Ilocmanosnenue [lpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedakyuro

5. Madopmanusi, copepskamasics B CpeICTBE HACHTU(DUKAIIIN, UMEET CIEAYIONIYIO CTPYKTYPY:

npu3Hak cumBosikn GS1 Data Matrix, mmeromumii ko 232 B Tabmuie cumBosioB ASCII;

nepBas TpyNNa JAaHHBIX - TJIOOANbHBIA HICHTU(UKAMOHHBI HOMEpP TOPTOBOW €IMHMIIBI,
cocrosmwii u3 14 mudpoBBIX CHMBOJIOB, KOTOPOMY IpeamecTByeT uaeHTudukarop npumenenus (01);

BTOpas IpyIIa JaHHBIX - WHINBUAYAIbHBIM CEPUIHBIM HOMEP TOPrOBOM €IUHUILIBI, COCTOSIIIAN U3
13 cumBosioB 1MGPOBON WM OYKBEHHO-UM(POBOM MOCIENOBATENBHOCTH (JATUHCKOrO andaBuTa),
KOTOpOMY IpEIIeCTBYET UAeHTU(UKATOp puMeHeHus (21). 3aBepIaroniuM CUMBOJIOM JIJIsl 3TOM TPYIIIBI
JTAHHBIX SIBJISIETCS CIIEIUATIBHBIN CUMBOJI-pa3IeIUTENb, UMEIOIIH ko 29 B Tabnuiie cumBosioB ASCII, nnu
cumBos1 @YHKIUA 1 (FNC1);

TPEeThsl TpyIIa JaHHBIX - UACHTU(DUKATOp (MHAMBUAYAJIbHBIA MOPSIKOBBII HOMEp) KiIroua
MIPOBEPKHU, MTPEIOCTABIIIEMBIM SMUTEHTaM CPEACTB UIACHTU(PUKAIIMHN ONIEPATOPOM CHCTEMbI MOHUTOPUHTA B
COCTaBe KOJia IPOBEPKU B COOTBETCTBUU C HacTosuM [lonoxeHuem, coctosmuid u3 4 cuMBOJIOB (LIUD,
CTPOYHBIX M TIPONMUCHBIX OYKB JIATUHCKOTO andaBuTa), KOTOPOMY TMPEAMIECTBYET HIAECHTH(DUKATOP
npuMmeHenus (91). 3aBepiaroniiM CUMBOJIOM I 3TOM T'PYIIIbI JaHHBIX SBJSETCS CHEHalIbHBIN CUMBOJI -
pasnenutenb, uMmeronui ko 29 B Tabnuie cumoiioB ASCII, niu cumon @YHKIIUA 1 (FNC1);

YyeTBepTas IpyIlla JaHHBIX - 3HAYEHUE KOJA IPOBEPKH, MPEAOCTABIIIEMOE IMUTEHTaM CpEACTB
UICHTU(PUKAIIMN ONEPaTOpPOM CHUCTEMbl MOHHUTOPUHIA B COCTaBE KOJAa IMPOBEPKHM B COOTBETCTBUU C
HacTosiuM [lonoxeHnnem, KOTopoMy MpeAlecTByeT uaeHTudukarop npumeHenus (92), u cocrosuiee U3
44 cumBosoB (1u(dp, CTPOUHBIX W TMPOMHCHBIX OYKB JATHHCKOTO andaBUTa, a TaKKe CHEIHATbHBIX
CHUMBOJIOB).

AG3zanpr 7-10 yrpatunum cuiy ¢ 17 centsiops 2019 r. - [locranosnenue IIpaBurensctBa Poccun ot
30 aBrycra 2019 . N 1118

Wudopmarys 06 M3MEHEHUSX:
Cm. npedvioywyro pedaxyuro
['pynnel naHHBIX TOKHBI PACcoJIaraTbCsl MOCIEIOBATENBHO - OT NEPBOM K YETBEPTOM.
NHnuBuayanbHBIA CEpUHHBIN HOMEP TOPTOBOM €TMHUIIBI TCHEPUPYETCS C YUETOM 00€CIICUCHUSI €ro
YHUKAJIBHOCTHU JJISl KaXI0T0 TNI00aJIbHOrO WACHTU()UKAIIMOHHOTO HOMEpa TOProBOW €AMHUIIBI B TEUCHHE
BCEro CpoKa (PyHKIMOHUPOBAHUS CHCTEMbl MOHUTOPHUHTA.
I'moGanpHbl MACHTU(DUKALMOHHBIM HOMEp TOPrOBOM €IWHUIBI U WHIUBUIYAIbHBIA CEPUIHBIN
HOMEP TOProBOM €IMHUIIBI TyOIUPYIOTCSA B BUAE YATAEMOI'0 IIEYaTHOTO TEKCTA.

Wudopmarys 06 U3MEHEHUX:

Haumenosanue uzmenerno c 31 mapma 2020 e. - [locmanoenenue llpasumenscmea Poccuu om 20 mapma
2020 2. N 311

Cm. npedvioywyto pedaxkyuro

III. ITopsAIOK MOJIy4eHUsA KOAOB MAPKHUPOBKH, (POPMHPOBAHUS KOAOB UIACHTU(PHUKAIUU TPETUIHOMN
(TpPaHCMOPTHOM) YNIAKOBKH JIEKAPCTBEHHOI'0 NPenapaTa U UX perucTpauuu B CHCTeMe MOHUT OPUHTA

Wudopmariys 006 U3MEHEHUSIX:

Ilynkm 6 usmenen c 17 cenmsabopa 2019 e. - Ilocmanosnenue Ilpasumenscmea Poccuu om 30 aszycma
20192.N1118

Cm. npedvioyuyto pedaxkyuro
6. [lony4yeHre SMUTEHTAMU CPEJICTB UICHTHU(PHUKAIIMU OT OllepaTopa CHCTEMbl MOHUTOPHUHTA KOJOB
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MapKHUPOBKH OCYILECTBIISIETCS C UCIIOJIB30BAHUEM YCTPOMCTB PETUCTPALIUHA SMUCCHH.

Wupopmanus 06 H3MEHEHUSX:

Ilynkm 7 usmenen ¢ 17 cenmsaopa 2019 o. - Ilocmanosnenue Ilpasumenscmea Poccuu om 30 aseycma
20192.N1118

Cm. npedvioywyro pedaKyuro

7. DOMHUTEHT CpeICTB HIACHTU(UKAIMKM, 3apETUCTPHUPOBAHHBIA B CHCTEME MOHHUTOPHHIA,
IIPEJICTABIISIET OINEepaTopy CHUCTEMbl MOHUTOPHHIA 3asBKYy Ha IOJY4YEHHE KOJIOB MapKUPOBKH. 3asiBKa
HaIpaBJIIETCs IOCPEICTBOM UCIOIB30BaHUS YCTPOUCTB peructpanuu smuccuu. [lpu atom B3aumoaelictere
YCTPOWCTB PErUCTPAllUN SMHUCCUU C HHPOPMALMOHHBIMUA CHCTEMaMH SMHUTEHTA CPEICTB WACHTU(PHUKAIINN
OCYILIECTBJISIETCS C MHCIOJIb30BaHWEM (OpPMATOB JIaHHBIX, pa3MEIIaeMbIX OIEPATOPOM CHCTEMBI
MOHHUTOpPHHIa Ha OQUUIUAIbHOM caiiTe omepaTopa CHCTEMbl MOHMTOPHUHra B HMH()OPMAIMOHHO-
TEJIEeKOMMYHUKaMOHHOU ceTH "MHTepHeT". 3asiBka Ha MOJIy4Y€HHUE KOJOB MAPKUPOBKHU COJECPHKUT:

Wnpopmanus 06 H3MEHEHUSIX:

Iloonynxkm "a" uzmenen ¢ 31 mapma 2020 2. - I[locmanosnenue [Ipasumenvcmea Poccuu om 20 mapma
2020 2. N 311

CMm. npedvioywyro pedakyuro

a) KoJ1 WIeHTU(UKANN B ciiydae (pOpMHUpPOBaHUS WHIUBUIYAILHOTO CEPHITHOTO HOMEpPa TOPTrOBOM
€IMHUIIBI SMUTEHTOM CPEJICTB UICHTH(HKAITIH;

0) r100aTBHBIN WICHTH(OUKAIIMOHHBIA HOMEpP TOPTOBOW €TUHUIIBI M KOJMYECTBO WHIMBHTYATHLHBIX
CEpUUHBIX HOMEPOB TOPTrOBOW EWHMIIBI B Cllydae ()OPMHUPOBAHUS WHIAUBHIYAILHOTO CEPUHHOTO HOMEpa
TOPrOBO €IMHUIIBI OTIEPATOPOM CUCTEMbI MOHUTOPHHTA.

TAPAHT:

Pacnopsoxennem IIpaBurenscrBa PO ot 18 nexadps 2018 r. N 2828-p opranusarmueii, yrioJJHOMOYCHHOU
Ha OCYIIECTBIIEHNE (PYHKIMI oTmiepaTopa CUCTEMbI MOHUTOPHHTA JIBIXKCHHUSI JICKAPCTBEHHBIX MTPENapaToB
JUIS METUIIMHCKOTO TpuMeHenus, onpeaeneHo OO0 "Oneparop-LIPIIT"

Wudopmarys 00 M3MEHEHUX:

Ilynkm 8 uzmenen c 31 mapma 2020 a. - [locmanosnenue llpasumenscmea Poccuu om 20 mapma 2020 2.
N 311

Cm. npedvioywyro pedaxkyuro
8. Kox mapkupoBku opMupyercs: onepaTopoM CUCTEMbl MOHUTOPHHTA ITyTEM IPUCBOCHHSI KOJIOB
MIPOBEPKH JIJISI KAXKIOTO KO/ HICHTU(DUKAIIUK U BKIIFOYASTCSI B PEECTP CPEICTB UIACHTH(PHUKAIINN OTIepaTopa
CHCTEMbI MOHUTOPHHTA.
Omneparop cUCTEMbl MOHUTOPHHTA HE TIO3/IHEE 2 4aCOB C MOMEHTA IMOJTy4eHUS 3asIBKU Ha MOJIy4eHUe
KOJZIOB MapKHUPOBKH HANpAaBISIET SMUTCHTY CPEICTB HUIACHTU(UKAIMKM CITHMCOK C(HOPMHUPOBAHHBIX KOJIOB
MapKHPOBKH.

Wudopmarys 06 U3MEHEHUIX:

ITonooicenue donoaneno nynkmom 8" ¢ 17 cenmabpa 2019 . - Ilocmarnosnenue Ipasumenscmea Poccuu
om 30 aseycma 2019 2. N 1118

8!. DMuTeHTaM cpeACTB MIEHTH(UKALUM OTKA3bIBAETCA B Bblade KOJOB MAPKHPOBKH IO
CJIEIYIOLIUM MPUYHUHAM:

a) OTCYTCTBHE B 3asfBKE Ha MOJyYeHHE KOJOB MAPKUPOBKHU CBEIACHUI, MPEAYCMOTPEHHBIX MMYHKTOM
7 macrosiero Ilonoxenus;

0) OTCyTCTBHE CBEICHHI O perucTpaiuy SMHUTEHTa CpPEICTB HASHTU(UKALUA B CHCTEME
MOHUTOPHHIA;

B) OTCYICTBHE Y oOIllepaTopa CHCTEMbl MOHUTOPHHIA CBEICHHI 00 YCTPOMCTBE perucTparuu
SMUCCHH, C UCTIOJIb30BAHWEM KOTOPOIO HAMpaBIIeHA 3asiBKa Ha MOJIYyYEeHUE KOJJOB MAaPKUPOBKY;

Hudopmarys 06 H3MEHEHUSIX:

Hloonynkm "2" usmenen ¢ 31 mapma 2020 e. - [locmanosnenue Ilpasumenscmea Poccuu om 20 mapma
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2020 2. N 311

Cm. npedvioyuyio pedaxyuro
I) HaJlW4yue paHEe 3apErUCTPUPOBAHHBIX B CHUCTEME MOHUTOPUHIA CBEIEHUH O KoJe
UACHTU(UKAINH, TIPEACTABICHHOM B COOTBETCTBHH C TIOITYHKTOM "a" mmyHkTa 7 HacTosmiero [lonoxenus;
1) OTCYTCTBHE B CUCTEME MOHHUTOPHUHIA CBEJIEHUI O I100aJbHOM HUIEHTU(UKALIMOHHOM HOMEpe
TOProBOM €IMHULBI, MPEJCTABIEHHOM B COOTBETCTBMM C MOJINYHKTOM "O" myHKTa 7 HacTOSILEro
[Tonoxenus.

Wupopmanus 06 H3MEHEHUSX:

Ilynkm 9 usmenen ¢ 17 cenmsabdpa 2019 e. - Ilocmanosnenue Ilpasumenscmea Poccuu om 30 aseycma
20192.N1118

Cm. npedvioywyro pedaxyuro

9. Omeparop CHCTEMbI MOHUTOPHHTa OOECIIEUMBACT TOJyYEHHUE HOMHUTEHTAMHU CPEJICTB
UJEeHTU(DUKAIIMKN KOJOB MapKHUPOBKM TOCPEICTBOM OCHAIICHHUS] SMUTEHTOB CPEJACTB HJICHTU(PHUKAIIUU
YCTPOWCTBaAMU PETUCTPAIIUU IMUCCHUH.

OcHarieHne SMAUTEHTOB CPEJICTB UACHTU(UKAIIMN YCTPONUCTBAMH PETUCTPAIIUN SMUCCHUH, BKITIOUAs
obecrieueHne yOAJIEHHOTO JIOCTylMa K YCTPOWCTBY PETUCTpPAlldd JIMHUCCUH, Pa3MEIICHHOMY B
HH(]pacTPyKType ornepaTopa CHCTEMbI MOHUTOPHHTA, OCYIIECTBIISIETCS] OTIEPATOPOM CUCTEMBI MOHUTOPHHTA
Ha 0e3BO3ME3/THOM OCHOBE. B Imensx Takoro OCHAIICHUS IMUTEHT CPEJCTB MIACHTU(UKAITUN 3aKITI0YACT C
OTIEPATOPOM CHCTEMBI MOHHTOPHHTA JIOTOBOPHI, COJEPXKAIINE B TOM YHCIIC YCIOBUS TPEAOCTABICHUS
YCTPOUCTBA PETUCTPAIIH YMHUCCHH M €0 PErIaMeHTHOTO OOCITY>KMBaHUS Ha 0€3BO3ME3THON OCHOBE WITH
YCIIOBUSL OKa3aHHs yCIAYrd IO MPEJIOCTaBICHUIO YCTPOWCTBA PErHMCTpAllMi SMHCCHM, Pa3MELIEHHOTO B
nH(pacTpyKType oneparopa CUCTEMbl MOHUTOPUHTA, TyTEM MPEOCTABICHUS YAAJIECHHOTO IOCTYIa K HEMY
Ha 0e3Bo3Me3HOM ocHOBe. Pemienue o BeiOope croco0a OCHAIEHUs! MPUHUMAETCS SMUTEHTOM CpPEICTB
uneHtudukanuu. TumoBas  Qgopma  yKa3aHHBIX  JOTOBOPOB  yTBEpKIaeTcss  MHHHCTEPCTBOM
MPOMBIIIIEHHOCTH U TOProBin Poccuiickoit denepanuu.

OcHallleHre SMUTEHTOB CPEACTB MIACHTHU(PHUKAIIMKN, HE MPHU3HABAEMBIX HAJIOTOBBIMHU PE3UACHTAMU
Poccuiickoit ®denepaniu U HE UMEIOLIMX MPEICTAaBUTEILCTB Ha Tepputopuu Poccuiickoit denepannu,
YCTPOICTBAMH PETUCTPALMU AIMHCCHM, a TaKXKe 3aKJI0YeHHE JOrOBOPOB C OIEpPaTopoM CHUCTEMBbI
MOHHUTOPHHIA, MPEIYCMOTPEHHBIX a03alleM BTOPLIM HACTOSIIEIro MyHKTa, MOTYT OCYILECTBIISTHCS 4epes
YIOJHOMOYEHHOTO MPEICTABUTEIS.

Wudopmarys 06 MU3MEHEHUX:

IIynkm 91 uzmenen ¢ 1 cenmabps 2023 e. - Ilocmanosnenue Ipasumenscmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyio pedaxyuro

9!, DMUTEHT cpeicTB MAEHTH(UKALMY TOCIE TONYdeHHs KOJa MapKUPOBKH OOECIEUUBAET €ro
npeoOpa3oBaHUE B CPEJACTBO HIACHTU(UKAIIMK, MApKHPOBKY YIAKOBKU JICKAPCTBCHHOTO IIperapara
CpeAcTBaMU HICHTU(UKAIMU W TepelacT B CHCTEMY MOHUTOPHHIA CBEICHUS O HAaHECCHUHU CPENCTBA
UICHTU(PHUKAIIMN B COOTBETCTBUHU € a03a1ieM TMepBLIM MYHKTa 35 WM myHKToM 36 Hactosiero [lonoxxenus
HE TI03/IHEee HACTYIUICHHUS OJHOTO U3 CIEIYIONIUX COOBITUI:

BBOJI B 000POT JIEKapCTBEHHOTO Ipernapara, MapKUPOBAHHOTO CPEACTBaAMH UACHTU(DUKAINH, TTPU
MIPOM3BO/ICTBE JIEKAPCTBEHHBIX MpenaparoB Ha Tepputopun Poccuiickoit denepannu;

J0CTaBKa JIGKApCTBEHHOTO Tpernapara B MecTo puObITUs Ha Tepputopun Poccuiickoit denepanuu
Y T0/1a4ya JeKJIapalii Ha TOBAPhl B COOTBETCTBUU C TAMOKEHHOM MPOIIEAypOil BBIMTyCKa JJIsl BHYTPEHHETO
noTpeOJIeHrs WK ToJlava JeKJIapalliil Ha TOBaphl B COOTBETCTBUU C TaMO>KEHHOU MPOLIETypOil BHITYCKa
JUI. BHYTPEHHETO MOTpeOIeH s IEKapCTBEHHOTO Mpenapara, MapKHPOBAHHOTO HAa TAMOKEHHOM CKIIAJIe B
COOTBETCTBHUU € a03aiieM BTOPBIM MyHKTa 4 HacTosAmero [lonoxenus, mpyu MpoU3BOICTBE JIEKAPCTBEHHBIX
npemapaToB BHe Tepputropun Poccuiickoit denepanuu (3a UCKIIOYCHHEM JIEKapCTBEHHBIX MPENaparos,
BBO3HUMBIX U3 TOCYAAPCTB - 4IeHOB EBpa3uiickoro 5KOHOMHUYECKOTO COI03a);

BB03 B Poccuiickyto ®enepanuio Ha (apmareBTHUECKHl CKIaj JEKapCTBEHHOIO Iperaparta,
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MapKHPOBAHHOTO CPEACTBaMHU HIACHTU(UKAIMH, TPH MPOU3BOJCTBE JICKAPCTBEHHBIX IPENAapaToB BHE
tepputopun Poccuiickoii ®Penepauuu - B OTHOLICHHWM JIEKAPCTBEHHBIX IIPENAPATOB, BBO3UMBIX U3
rOCyAapCTB - 4WIEHOB EBpa3uiiCKOro 3KOHOMUYECKOrO COI03a.

Omlata ycnyru 1o NIPEJOCTaBICHUIO KOJAa MapKHUPOBKU OINEpaTOpPy CUCTEMbl MOHUTOPHUHIA,
npeaycMoTpeHHas nocranosiennem IpaButensctBa Poccuiickoii @eneparun ot 8 mas 2019 r. N 577 "O6
YTBEP)KJICHHH pa3Mepa IUIaThl 32 OKa3aHUe YCIYT 110 MPEO0CTaBICHUIO KOJIOB MAPKUPOBKHU, HEOOXOIMMBIX
st popMHUpOBaHUS CpPEACTB HIACHTU(UKAMM ¥ OOECIEYeHHsT MOHHTOPWHIa JBWKEHUS TOBApOB,
MOJUIekKAIUX 0053aTEBHON MapKUPOBKE CPEICTBAMU MACHTU(HUKAIINH, a TAKXKE O TMOPSAIKE €€ B3UMaHus",
IIPOM3BOJIUTCS SMUTEHTOM CPEJCTB MIEHTU(UKALIMHU 10 1aThl IOJIy4YEHHS KOJ1a MApKUPOBKU WM B TEUCHHUE
350 xaneHIapHbIX JHEH ¢ JaThl MOJY4YEHUs KOJa MApKUPOBKHU, HO HE MO3/HEE HACTYIUIEHHUs] OJTHOTO U3
CJIEIYIOUTUX COOBITHIA:

BBOJI B 000POT JIEKapCTBEHHOT'O Ipernapara, MapKMPOBAaHHOTO CPEACTBAMM HAECHTU(UKALNU, TTPU
IIPOU3BO/JICTBE JIEKAPCTBEHHBIX IIpenapaToB Ha Tepputopun Pocculickon @enepanny;

J0CTaBKa JIEKApCTBEHHOTO Tpernapara B MecTo IpuOsITus Ha Tepputopun Poccuiickoit denepanun
U 0/1aya JIeKJIapallii Ha TOBApbl B COOTBETCTBUU C TAMOXXEHHON MPOLEAYPOH BBITYCKA JUIsl BHYTPEHHETO
noTpebJIeHns WK MOoJauu JAeKJIapalii Ha TOBapbl B COOTBETCTBHU C TaMO>KEHHOM MPOLIeypOi BBIITyCKa
JUI BHYTPEHHET0 MOTpeOIeHHs IEKapCTBEHHOT'0 Mpenapara, MapKUpPOBAaHHOTO Ha TAMOKEHHOM CKJIaJIe B
COOTBETCTBUU € a03aiieM BTOPBIM MyHKTa 4 HacTosmero [lonoxenus,, mpu Npou3BOICTBE JIEKAPCTBEHHBIX
npenapaToB BHe Teppuropun Poccuiickoit denepanuu (3a UCKIOYEHHEM JIEKAPCTBEHHBIX MPENaparos,
BBO3HMMBIX U3 FTOCYAAPCTB - 4IeHOB EBpa3uiickoro 3KOHOMHUYECKOI0 COI03a);

BBO3 B Poccuiickyto ®enepannio Ha (apmalneBTHUECKH CKJIaJ JIEKapCTBEHHOIO IIperapara,
MapKHpPOBAHHOTO CPEACTBaMHU HICHTU(UKALMM, NPU MPOU3BOJICTBE JIEKAPCTBEHHBIX IIPENapaToB BHE
tepputopun Poccuiickoit ®enepauni - B OTHOIICHUHM JIEKAPCTBEHHBIX IpPENaparoB, BBO3UMBIX H3
roCyJIapCTB - WIEHOB EBpa3uiickoro 3KOHOMHYECKOTO CO03a.

OrnepaTop CHUCTEMBbI MOHUTOPUHTA PETHUCTPUPYET (BHOCHUT) B CHUCTEME (CHCTEMY) MOHHUTOPHHTA
MHGOpPMALMI0O O MAapKUPOBKE YNAKOBOK JIEKAPCTBEHHOTO Ipernapara CpeaCTBaMHM HICHTU(UKALMH,
YKa3aHHYIO SYMHUTEHTOM CPEJICTB MACHTU(HKALMU B CBEICHHUSIX O HAaHECEHWU CPEICTBA MICHTU(DUKALMIH,
[ocjie MOJIy4YeHHMs OIUIaThl YCIYTM IO IPEJOCTaBJIECHUIO KOJAa MAapKUPOBKM, NpeoOpa3oBaHHOIO B
COOTBETCTBYIOLIEE CPEACTBO UAECHTHU(PHUKALIUH.

Pemenue o BeiOOpe cnoco6a omiaThl YCIyru MO MPEJOCTaBIEHUIO KO/1a MApKUPOBKU TPUHUMAETCS
SMHUTEHTOM CPEICTB UACHTU(DHUKALIHH.

B ciydae ecnu omuiata yciyry 10 IPeIOCTABIICHUIO KOAA MAaPKUPOBKH OCYILECTBIISAETCSI SMUTEHTOM
CPEeACTB UACHTU(PUKALUH 10 IPEJCTABICHNS UM B CHCTEMY MOHUTOPUHIA CBEJICHUI O HAHECEHUU CPEJICTBA
UACHTUHUKALMY, TPeoOPa30BAHHOIO U3 COOTBETCTBYIOLIETO KOJIa MApKUPOBKH, TaKas yCIyra Npu3HaeTcs
OKa3aHHOM OIEpaTOpOM CHUCTEMBl MOHMTOPDUHIA B MOMEHT IIOJyYEHHMs] OSMUTEHTOM CPEICTB
UACHTU(UKAIMY OIJIAYEHHBIX KOJ0B MapKUPOBKH.

B ciydae ecnu omuiata yciyru 1o peIoCTaBIECHUIO KO1a MapKUPOBKH OCYILECTBIISETCS SMUTEHTOM
CPeACTB MIACHTU(UKALUKN TOCIE MPEICTABICHUS] UM B CUCTEMY MOHHUTOPHUHIA CBEJCHMH O HAaHECEHUU
cpeAcTBa MJEHTU(UKALUKU, TPeoOPa30BAHHOTO M3 COOTBETCTBYIOIIEIO KOJia MapKHUPOBKH, Takas yciayra
MIPU3HAETCS OKa3aHHON ONepaTopoM CHUCTEMbl MOHUTOPUHIa B MOMEHT pPETUCTpalMu (BHECEHUS)
OIIepaTopoM CHUCTEMBbl MOHUTOPHMHIA B CHCTEME (CHCTEMY) MOHUTOPUHra MH(OpMAaINK, colepKaliencs B
CBEJICHUSIX O HAHECEHHM CpeJCTBa MJCHTU(UKAIUHU, NMPeoOpa3oBaHHOTO M3 COOTBETCTBYIOIIETO KOJa
MapKUPOBKH.

B cnyuae eciiu B cootBeTcTBUU ¢ niocTaHoBieHrneM [IpaBurensctBa Poccuiickoii denepanuu ot 8
Mmas 2019 1. N 577 "OO yTBepXkAe€HUM pa3Mepa IUIaThl 32 OKa3aHME YCIYT IO MPEIOCTaBICHUIO KOJ0B
MapKHPOBKH, HEOOXOIUMBIX Il (POPMHUPOBAHUS CPEICTB UIACHTU(DHUKAIIMHY U 00eCTIedeHUs MOHUTOPUHTA
JIBMDKEHUSI TOBApOB, TMOJUICKALINX 00s3aTETbHON MapKHpPOBKE CPEACTBAMU HAECHTH(UKALIUU, & TAKXKE O
MOPSIZIKE €€ B3UMaHuA" yciayra 1o IPeJOCTaBICHUIO KOJAa MapKUPOBKHM HE MOJUIEKHUT OIUIATE, SMUTEHT
CpeACTB WACHTU(HUKAIMU IOCE TMOJYy4eHHsS KOJa MapKHUPOBKH OOECHeYyMBaeT MapKHPOBKY YIAKOBKH
JIEKapCTBEHHOTO Iperapara CpeCcTBOM UAESHTH(PUKALUU U B TedeHne 350 kaJlleHAapHbIX THEW mepenaeT B

19.07.2024 Cucrema '’APAHT 13/77


http://ivo.garant.ru/document/redirect/72240742/0
http://ivo.garant.ru/document/redirect/72240742/0

[ocranonenue IpaBurenscrBa P® ot 14 nexabpst 2018 r. N 1556 "O6 yrBepxnennu [lonoxxenus o cucreme. ..

CHCTEMY MOHHUTOPUHIA CBEJCHHUS O HAHECEHUH CPEJICTBA WACHTH(HKAIMKA B COOTBETCTBHH C ad3arem
IIEePBBIM IyHKTa 35 uiau nyHkToM 36 Hactosmero IloynokeHus, HO He MO3/IHEE HACTYIUIEHUS OJHOIO W3
CIIEYIOIIUX COOBITHIA:

BBOJ B 00OpOT JIGKAPCTBEHHOTO Mperapara, MapKUPOBAHHOTO CPEACTBOM HJICHTU(UKALIMHU, TIPU
IIPOU3BO/ICTBE JIEKAPCTBEHHBIX IIpenapaToB Ha Tepputopun Poccniickoit @enepanuu;

J0CTaBKa JIEKAPCTBEHHOTO TIpernapara B MECTO MpuObITHS Ha TeppuTopun Poccuiickoit denepannu
U 110Jja4a JIeKJIapalliy Ha TOBAphl B COOTBETCTBUM C TAMOKEHHOW IPOLEAYPOU BBIIYCKA JJI1 BHYTPEHHETO
NoTpeOICHUS WU 0/1a4a ACKIapallii Ha TOBAPhl B COOTBETCTBUU C TAMOXXEHHOW MPOIIETypOl BBITyCKa
JUI BHYTPEHHETO0 NOTpeOIeHMsI JIEKAPCTBEHHOI'O Mpenapara, MapKUpOBAaHHOIO HAa TAMOKEHHOM CKJIAJIe B
COOTBETCTBUU € a03aiieM BTOPBIM MyHKTa 4 HacTosero [lonoxenus, mpu Npou3BOICTBE JIEKAPCTBEHHBIX
npenapatoB BHe Teppuropun Poccuiickoit denepannn (3a UCKIOYEHHEM JIEKAPCTBEHHBIX IPENaparos,
BBO3HMMBIX U3 FOCYAAPCTB - 4IeHOB EBpa3uiickoro 3KOHOMHUYECKOI0 CO103a);

BBO3 B Poccuiickyto ®enepaunio Ha (apmaleBTHUECKUN CKJIaJ JIEKAPCTBEHHOIO IIpernapara,
MapKUpPOBAHHOTO CpEACTBAMM HACHTU(DUKAIMKM, TIPU IPOU3BOJICTBE JICKAPCTBEHHBIX IpErapaToB BHE
tepputopun Poccuiickoii ®enepaunu - B OTHOLICHUM JIEKAPCTBEHHBIX IPENapaToB, BBO3UMBIX H3
rOoCyAapcCTB - YIEHOB EBpa3uiiCKOro 3KOHOMHYECKOIO CO03a.

Uudopmanus 06 M3MEHEHUX:

Ilyuxm 972 uzmenen ¢ 31 wona 2020 2. - llocmanosnenue Ipasumenscmsa Poccuu om 21 urona 2020 2. N
1079

Cm. npedvioywyro pedaxyuro
92, Kopl MapKHPOBKH aHHYJIUPYIOTCS B CIEAYIOIIUX CIIydasX:
a) HapyIleH yCTaHOBIEHHBIN a03a11aMy MSATHIM - BOCEMBIM MyHKTa 9 | HacTosmero ITosoxkeHus cpok
OTLIATHI YCIYT 1O MPEAOCTABICHHUIO KOJa MApPKHPOBKH;
0) HapylleH YCTAaHOBJICHHBIM a03araMy TEepBBIM - YETBEPTHIM H (WJIW) TPUHAALIATHIM -
mecTHaAnaTeIM TyHKTa 9 | HacTosmero Tlonoxkenus cpok Tmepeiauy CBeEHU B CUCTEMY MOHHTOPHUHTA O
HAHECEHUH CPEJICTB MACHTH(HUKALINH.

Wudopmarys 06 U3MEHEHUX:

ITynkm 93 usmenen c 31 urona 2020 2. - [locmanoenenue Ipasumenscmea Poccuu om 21 urons 2020 2. N
1079

Cm. npedvioywyro pedaxkyuro

93. B perucrpaiuu B cHCTeME MOHHTOPHMHIA CBEJCHHI O HAHECEHHM CPEICTB HACHTU(HKAIMH
OTKAa3bIBACTCS IO CIICTYIOUIM IPHYUHAM:

a) OTCYTCTBHE KOJIOB HICHTU(UKAIIMK, YKA3aHHBIX B CBEACHUSAX O HAHECEHUH CPEJICTB
UACHTU(DHUKAIIMH, B PEECTPE CPEICTB HICHTU(UKAIIUH OTIepaTopa CUCTEMbl MOHUTOPHHT ',

0) mpencTaBlieHUE HSMHUTEHTOM CPEICTB HICHTU(HUKAIIMM CBEICHUH O HAHECEHHH CPEJICTB
UACHTU(DUKAIIMA TI0 WCTEYCHUU CPOKa, YCTAHOBJICHHOTO a03alaMy IIEPBBIM - YETBEPThIM U (WIIN)
TPUHALATBIM - [IECTHAANATEIM TyHKTA 9 | HacTosmmero IonoxeHus:;

B) OTCYTCTBHE Yy OIleparopa CHCTEMbl MOHUTOPHHIA CBEJICHUW OO0 YCTPOWCTBE PETUCTpAIUH
SMUCCHH, C UCTIOIB30BAaHUEM KOTOPOTO MIepeIaHbl CBEJICHUS B CUCTEMY MOHUTOPUHT A,

Wudopmarys 06 H3MEHEHUIX:

Tloonynxm "2" usmenen c 1 cenmsabps 2023 e. - [locmanoenenue Ilpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyto pedaxyuro
I') OTCYTCTBHE MOJATBEPIKACHHUS OIUIATHl KOJOB MapKHUPOBKH, MPEOOpa3OBaHHBIX B CPEICTBA
UICHTU(PHUKAIIIY TIPU MapKUPOBKE YIAKOBOK JIEKAPCTBEHHBIX MPENapaToOB CPEACTBAMH UACHTU(DUKALINHU, O
HAHECEHUH KOTOPBIX AYMUTEHT CPEICTB UIACHTH(PHUKAIIMH MEPelacT B CHCTEMY MOHHTOPHUHIA CBEJICHHS O
HAaHECEHHUH CPEICTBA UACHTU(DUKAINY, MPETYCMOTPEHHBIE a03aIleM MepPBLIM IMyHKTa 35 WX ITYHKTOM 36
Hacrosiero [lonoxenus.

Hudopmarius 06 U3MEHEHUSIX:
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Ilynxkm 10 uzmenen c 31 urons 2020 2. - [locmanosnenue I[Ipasumenscmea Poccuu om 21 urona 2020 e. N
1079

Cm. npedvidywyio pedaxyuro

10. Kox wunenTuukauuy TpEeTUYHOU (TPaHCHOPTHOW) YNMAKOBKH JIEKApCTBEHHOrO Ipernapara
dbopMupyeTcss Ha OCHOBaHWM MexkrocymapcrBeHHoro cranmapra (['OCT ISO/IEC 15417-2013
"MHpopMaiMOHHbIE TEXHOJOTHH. TEXHOJOTMH aBTOMATWYECKOW HICHTU(UKAMU u cOopa JaHHBIX.
Crienuukanusi CHMBOJIMKH IITPpUX0oBOTO Kosta Code 128"), KOoTOpBIN YTBEpKIACH MprkazoM deneparbHOro
areHTCTBA 10 TEXHUYECKOMY DPETyJIHMPOBAHHIO M METPOJIOTHH, COCTOMT M3 18 IHQPOBBIX CHMBOJIOB U
COJIEPKUT CIIEAYIOLYIO CTPYKTYPY JaHHbIX:

uneHtuduxatop npumenenus (00);

CHUMBOJI pacIMpeHus KoJa HACHTU(DUKAIMY TPETUUHOM (TPaHCIOPTHON) YITAKOBKH JIEKAPCTBEHHOTO
npenapara;

pEerucTpalioHHbI HOMEp CcyObeKkTa OOpalleHus JIEKapCTBEHHBIX CPEJACTB, IOJyYEHHBIH B
MH(OPMALIMOHHOM pecypce, 00ecTeunBaroleM y4eT M XpaHEHHE JOCTOBEPHBIX JTAaHHBIX O TOBapax IO
COOTBETCTBYIOLIEH TOBAPHON HOMEHKJIATYPE;

CepUHHBII HOMEpP TPETUYHOM (TPaHCIIOPTHOM) YIAaKOBKH JIEKAPCTBEHHOIO MIperapara;

KOHTpPOJIbHAsI CyMMa (YHUCJIO, BBIYHMCISIEMOE TI0 CIIEHHUAIbHOMY ITOPUTMY M3 MPEAIIECTBYIOIINX
uudp U cayxaiiee Ui rapaHTUU [eIOCTHOCTH JTAHHBIX).

CeeneHusi, BKJIIOYEHHbIE B KOJ HWICHTHU(QHUKAIMU TPETUYHOM (TPaHCHOPTHOM) YIMAaKOBKHU
JIEKapCTBEHHOT'O IpernapaTa, MOTyT 1yOIupoBaThCS B BUJIE YUTAEMOTO NEYaTHOTO TEKCTA.

Kon wunentudukanum TpeTUUHOM (TpAaHCHOPTHOM) YIIAKOBKM JIEKAPCTBEHHOIO IIperapara
TEHEpUPYETCsl M HAHOCHUTCS Ha TPETUUYHYIO (TPAHCIOPTHYIO) YIAKOBKY JIEKAPCTBEHHOIO IIpenapara
SMHUTEHTaMH KOJIOB MAECHTH(PHKALMKU TPETUYHOHN (TPaHCIIOPTHOM) YNMAaKOBKH JIEKAPCTBEHHOIO Mpernapara
METOJaMH [I€YaTH UIIN STUKETUPOBAHUSL.

IV. IlpaBuia co3aaHusi, BBOAA B IKCILIYAaTALMIO, IKCIUIyATALIMHM M BBIBOJA U3 IKCILIyaTallul
CHCTeMbl MOHUTOPUHIA

11. Co3nanue, pa3Butre, BBOJI B SKCIUTyaTallUIO, SKCIUTyaTallusl U BBIBOJ] U3 SKCIUTyaTalluld CUCTEMBbI
MOHHUTOPHHIA OCYLIECTBIISIFOTCS ONIEPATOPOM CHCTEMbl MOHUTOPHHTA IO COIIACOBAHUIO ¢ MUHUCTEPCTBOM
3npaBooxpaneHuss Poccuiickoit @Denepanuu u  DenepanbHOW  COyXk00W 1O Ham3opy B cdepe
3IpaBOOXpPAHEHUS B COOTBETCTBUU C TpeOOBaHUSMU K TOPSAKY CO3JaHMs, pa3BUTHSA, BBOJA B
AKCIUTYaTAINIO, SKCILTyaTalliy U BBIBOJIA M3 SKCILTyaTalliu TOCYAapCTBEHHBIX HHPOPMAIIIOHHBIX CHCTEM U
JaNbHEUIIero XpaHeHUs coJaepkamieiics B uX 0a3ax JaHHBIX HMHQOPMAIMH, YTBEPKACHHBIMU
nocranosienueM [IpaButenbctBa Poccuiickoit denepanuu ot 6 utons 2015 r. N 676 "O tpeboBaHuUsIX K
MOPSIIKY CO3JIaHUS, Pa3BUTHS, BBOJA B OKCIUTyaTallMIO, SKCIUTyaTalldd M BBIBOJA U3 HKCIUTyaTalllH
roCcy/lapCTBEHHBIX MH(GOPMALMOHHBIX CHUCTEM U JANbHEWINEro XpaHEHUs cojepkaiieiics B ux 0Oa3zax
naHHbIX HHpopmarmu", u HactosuM [lonoxxenuem.

12. Co3nanue, pa3BUTHE U SKCIUTyaTallMsl CUCTEMbl MOHUTOPUHIA OCYILIECTBIISIFOTCS. HA OCHOBE:

a) oOecreyeHusi MOJHOTHI, JOCTOBEPHOCTH, COXPAaHHOCTH NPUHMUMAEeMOM M IeperaBaeMol ¢
WCIOJIb30BAHMEM CHUCTEMbI MOHUTOPUHTA HH(OPMAIINH, a TAK)KE CBOEBPEMEHHOCTH €€ MIPEI0CTaBICHHS;

0) 6e3B0O3ME3IHOCTH NPEOCTABIECHHS POU3BOUTENSIM JISKAPCTBEHHBIX CPEJCTB CoJepKaleiics B
CHUCTeME MOHHMTOpPUHTa MHPOPMAIIUU O CEPUSIX U MAPTHUSAX JIEKAPCTBEHHBIX MPEMapaToB, MPOU3BOJAUMBIX
MMU ¥ HAaXOJAILIUXCS B TpakaaHckoM o6opoTe B Poccuiickoit deneparuuy;

B) €MHCTBA OPTaHU3AIMOHHO-METOJMYECKOTr0 00eCcTieueHusl CUCTEMbl MOHUTOPHHT A,

r) oOecreueHus] UCIOIB30BaHUSI €AMHBIX PEECTPOB, KIACCU(PUKATOPOB U CIIPABOUYHUKOB CHCTEMBI
MOHHUTOPHHTA, B TOM YHCJIe 00S13aTENbHBIX I MIPUMEHEHHUs B MHPOPMAIIMOHHBIX CUCTEMAaX IOPUINIECKIX
JIUI ¥ UHIMBUIYAJIBHBIX MPEpUHUMATENEH, yKa3aHHbIX B yacTsax 7 u 10 crarsu 67 @eaepanbHOTO 3aKOHA
"O06 oOpallieH!H JTeKapCTBEHHBIX CPEICTB";
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1) obecrieueHHst perIaMeHTHPOBAHHOTO JOCTYIA K CUCTEME MOHUTOPHHT A,

e) becriepe0OHOCTH pabOThl CUCTEMbI MOHUTOPHHTA.

13. Cucrema MOHHTOpWHTA BBOJHMTCS B OKCIUTyaTauuio pabodell rpymmol, Qopmupyemon
OIIepaTopoM CHCTEMBl MOHUTOPHHIA C YYaCTHEM NpEACTaBUTENICH 3aMHTEPECOBAHHBIX (hemeparbHbIX
OpraHoOB UCIIOJIHUTEIHHOM BIIACTH.

14. Cuctema MOHUTOPHHTA 00ECTICUHBALT:

a) MPOBEPKY TIOCTOBEPHOCTHU CPEACTB UACHTU(DHUKAIINH;

0) MPOCIIeKNBACMOCTb IBW)KCHUS JICKAPCTBEHHBIX MPENapaToB OT MPOU3BOAUTEIS JICKAPCTBEHHBIX
CpeACTB 0 KOHEYHOTO TIOTPEOUTEIIS;

B) OJIOKMpOBaHHME TPHUHATHS WHQPOPMAIMK, MPEACTABISIEMON B COOTBETCTBUU C HACTOSIINM
[TonoxeHreM B cCICTEMY MOHUTOPHHTA.

15. Cuctema MOHUTOPHHTA COACPIKUT CIAEAYIONTYIO HH(POPMAITHIO:

a) CBEJICHUS 0 CYObeKTax 00paleHust JIeKapCTBEHHBIX CPEJICTB;

0) cBeIeHMsI O JIEKAPCTBEHHBIX MperapaTax u 00 ux obopore.

16. OCHOBHBIMH HCTOYHHKAMU HH(POPMAIIUH, COJIEPKAIIEIHCS B CHCTEME MOHUTOPHHTA, SBIISFOTCS:

a) cyOBeKThl 0OpaleHNs JIEKAPCTBEHHBIX CPE/ICTB;

0) denepanbHble OpraHbl WCIOJHUTEIBHON BIIACTH MPHU OCYIIECTBIEHUU MMM CBOUX (YHKIHH C
WCTIOJIH30BAHNEM TOCYTAPCTBEHHBIX HH(POPMAIIMOHHBIX CHCTEM.

17. KoadhduuueHT 1o0CTymHOCTH CUCTEMbl MOHUTOPHHTA COCTaBiseT He MeHee 99,5 npoieHTta 6e3
ydeTa 3arIaHIPOBAHHBIX MTEPHOI0B 0OCITY)KHBAHHUS.

Texamueckoe 00CTy)KMBaHWE CUCTEMbl MOHHUTOPWHTA MPOBOAUTCS HE damie 4 pa3 B roJl, EpUOT
TEXHUYECKOTO 0OCITY)KHBaHHUS COCTaBIIsICT HE OoJiee 24 4acoB.

V. llopsaaok B3aUMOIefiCTBUS CHCTEeMbl MOHUTOPHHIA C MHBIMHU IOCY1apCTBEHHBIMH
HHG(pOPMALHOHHBIMHM CHCTEMaMHU M HH(POPMALMOHHBIMH CHCTEMAMHU CYy0ObEeKTOB 00paleHUs
JIEKAPCTBEHHBIX CPEACTB

18. Cucrema MOHHUTOpPHHI'A BBaHMOﬂeﬁCTByeT CO ClICAYHOIMMHA I/IH(bOpMaHI/IOHHBIMI/I CHUCTEMaMU:

Wudopmarys 06 M3MEHEHUX:

Iloonynxkm "a" usmenen c 1 cenmsaops 2023 2. - [locmanosnenue I[Ipasumenvcmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedaxkyuro

a) peecTp JIMIICH3UH Ha IPOU3BOJICTBO JICKAPCTBEHHBIX CPE/ICTB;

0) enMHBIA peecTp JUIICH3H, B TOM YHCJIE JHUIICH3UH, BBIJAHHBIX OpPraHaMH ToCyIapCTBEHHOU
BIacTu CcyoObekToB Poccuiickoit ®denepanui B COOTBETCTBUM C TMEPEJAHHBIM ITOJIHOMOYHMEM TI0
JIMIICH3UPOBAHUIO OTACIBHBIX BUJOB JICITEIBHOCTU B Cepe OXpaHbl 370POBBS;

B) eIMHAas rOCyIapCTBEHHAs HH(POPMAIIMOHHAS chcTeMa B chepe 3paBOOXpaHCHHUS;

T') €IUHBIA TOCYJApPCTBEHHBIN peecTp IOPUANUECKUX JHIL;

1) €IMHBINA TOCYIApPCTBEHHBIN peecTp UHANBUAYAIbHBIX MIPEANPUHIMATENEH;

€) TOCYJapCTBEHHBIN pEecTp aKKpPEeIUTOBAHHBIX (DUIIMAIIOB, MPEICTABUTENBCTB HHOCTPAHHBIX
IOPUAMYECKUX JTUIT;

’K) aBTOMaTU3MpOBaHHas WH(popMaloHHas cuctema DenepanbHOI ¢y OBl IO Haa30py B cdepe
3/IpaBOOXPaHEHUS;

3) Enunas apromaTtu3upoBanHas HHPOPMAITMOHHAS CUCTEMAa TaMO>KEHHBIX OPTaHOB;

1) MHPOPMAITMOHHBIE CUCTEMBI CYOBEKTOB OOpaIlleHNs JIEKAPCTBEHHBIX CPEJICTB;

Wudopmariys 06 H3MEHEHUSIX:

Ilynkm 18 oononnen noonynkmom "xk" ¢ 1 cenmsabps 2023 2. - [locmarnosnenue Ilpasumenscmea Poccuu
om 24 mapma 2023 2. N 468
K) HWHQOpPMAIIMOHHBIE CHCTEMBI, BXOJSIIHE B  HHPPACTPYKTYpY, OOECIEUHUBAIOIIYIO
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MH(POPMAIMOHHO-TEXHOJIOTUYECKOE B3aUMOJICHCTBUE WH(MOPMAIIMOHHBIX CHUCTEM, HCHOJb3YEeMBIX IS
IIPEAOCTABIICHUS] TOCYJAapPCTBEHHBIX M MYHULHUIIAIBHBIX YCIYI M MWCIOJHEHHsS TOCYJapCTBEHHBIX H
MYHUIIUTATBHBIX (PYHKIHIA B 3IEKTPOHHOH (opme;

Wupopmanus 06 M3MEHEHUSX:

Ilynxkm 18 oononnen noonynkmom "n" ¢ 1 cenmabpsa 2023 2. - I[locmanosnenue [Ipasumenscmea Poccuu
om 24 mapma 2023 2. N 468
J) eAWHas TOCYNapCTBEHHas aBTOMATHU3MPOBaHHAs WH(POPMAIMOHHAs CHCTEMa y4dera oObema
MIPOU3BOJICTBA U 000POTA ITUIOBOTO CHUPTA, ATKOTOJIBHON U CITUPTOCOICPKAIIEH PO TYKITUH.
19. Cpenmenus, TmpenCTaBIsieMble TOCYJapCTBEHHBIMH  WH(POPMALMOHHBIMH  CHCTEMaMHU
(denepandbHBIX OPraHOB HCIOJHUTENBHOW BJIACTH B CHCTEMY MOHHUTOPHHra, a TaKXKe CBEICHUS,
nepeaBaeMble U3 CUCTEMBbI MOHUTOPHHTA, TPUBEICHBI B TIprutoskeHnn N 1.

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 20 usmenen ¢ 27 auneaps 2024 2. - Ilocmanosnenue I[lpasumenvcmea Poccuu om 19 aumsaps
2024 2. N 25

Cm. npedvioywyro pedaxyuro

20. B pamkax uH(GOPMalMOHHOTO B3aUMOJIEHCTBUSI CUCTEMa MOHUTOPUHTA OCYHIECTBIISIET OOMEH
CBEICHUSIMH C TOCYIAapCTBEHHBIMH HH(GOPMAIMOHHBIMH CHCTEMaMHU 3aWHTEPECOBAaHHBIX (eaepabHbIX
OpraHoOB UCIOJHUTEIBHOM BIACTH U UCTIOJHUTENBHBIX OPraHOB cyObeKkToB Poccuiickoit @eneparuu, B TOM
qyclie  TOCPEICTBOM  HMH(PAcTpyKTyphl,  oOecrneuuBaromeli  MHMOPMAIMOHHO-TEXHOJOTHYECKOE
B3aUMO/ICHCTBUE MH(POPMAIIMOHHBIX CHUCTEM, HCIIOJIb3YEMBIX JJISi MPEIOCTAaBJICHUS TOCYIapCTBEHHBIX U
MYHHUIMIAIBHBIX YCIYT U HCIOJHEHUS TOCYAApCTBEHHBIX U MYHMIIMIIAIbHBIX (YHKIUN B 3JIEKTPOHHOM
dbopwme.

Cucrema MOHHUTOPHMHIA TNOJKIIOYAETCS K €IMHOM CHUCTEME MEXBEIOMCTBEHHOTO 3JIEKTPOHHOTO
B3aMMOJICHCTBHS B COOTBETCTBUM C TroctaHoBiennem I[lpaBurennsctBa Poccuiickorn ®enepanuu oT 8
ceHtsaops 2010 r. N 697 "O emuHOM cucTeMe MEXBEIOMCTBEHHOTO JJIEKTPOHHOTO B3aMMOJICHCTBHS" Ha
0€3BO3ME3IHON OCHOBE.

NudopmanronHoe B3aMMOJCHCTBHE CHCTEMbl MOHUTOpPHHra ¢ (efepaibHON ToCylapCTBEHHON
nHpopManmoHHOM cuctemMor "EuHbIi TIOpTan rocy1apcTBEHHBIX U MYHUIIUITAJIBHBIX YCIYT ((PyHKIIHMA)"
(manee - eQUHBIA MOpPTal TOCYJAPCTBEHHBIX M MYHUIMNAIBHBIX YCIyr) B LesIX obecredeHus
MPEIOCTABJICHUS C €ro HCIOJIb30BaHUEM JOCTyNa K HHPOpPMAIMM U3 CHCTEMbl MOHHTOPHHTa B
COOTBETCTBHH ¢ IyHKTOM 56 | HacTosmero [To10xeHus 0CyILEeCTBIAETCS C HCIOIb30BAHUEM IPOrPAMMHBIX
CPENICTB CUCTEMbl MOHUTOPHHTIA.

21. BzaumopeiicTBue cHUCTEMbl MOHUTOPHHIa C HH(POPMAIIMOHHBIMH CHUCTEMaMHU CYOBEKTOB
oOpallleHHsl JIEKapCTBEHHBIX CPEACTB OCYIIECTBIAETCA IMOCPEICTBOM HHGOPMAIMOHHBIX AJIEKTPOHHBIX
CEPBHCOB C UCMOJIb30BAaHUEM CTAHJAPTHBIX MPOTOKOJIOB U UHTEP(PEHCOB AMEKTPOHHOTO B3aUMOACHCTBUS.

22. Texuudeckue CTaHAAPTHI W TpeOOBaHHUS K TEXHOJIOTMYECKOW COBMECTUMOCTH CHCTEMBI
MOHHUTOPHUHIa ¢ WH(OPMALMOHHBIMU CHUCTEMaMH, YKa3aHHBIMU B IyHkTe 18 Hactosmiero Ilomosxenwus,
YCTaHABIUBAIOTCA  OMEPATOpPOM  CHUCTEMbl MOHHMTOPMHIA B  COOTBETCTBUHU C  TpeOOBAHUSIMHU
3akoHoaTenscTBa Poccuiickoit deaepannu B chepe MHPOPMALMOHHBIX TEXHOJIOTUH MO COTIACOBAHUIO C
MuHHCcTEpCTBOM LU(PPOBOrO Pa3BUTHA, CBSI3M M MAacCOBBIX KOMMyHHuKanuii Poccuiickoit denepaunu u
orepaTopoM HH(GOPMAIIMOHHON CUCTEMBI, C KOTOPOH OCYILIECTBISETCS B3aUMOIEHCTBHE.

VI. llopsinok BHeceHHsI HH(POPMALUH 0 JIEKAPCTBEHHBIX Npenaparax B CHCTeMY MOHUTOPHMHIA
cy0ObeKkTamMu o0panieHusi JIEKapCTBEHHBIX CPEICTB U €e COCTaB

Wudopmariys 006 H3MEHEHUSIX:

Ilynkm 23 uzmenen ¢ 1 cenmsabps 2023 2. - [locmanoenenue Ilpasumenvscmea Poccuu om 24 mapma
2023 2. N 468
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Cm. npedvioywyio pedaxyuro
23. Baecenue nH(pOpMaIMH O JIEKAPCTBEHHBIX Mpernaparax B CHCTEMY MOHHUTOPUHTA IIPOU3BOJUTCS
cyObeKkTaMu oOpalleHusl JIEKapCTBEHHBIX CPEACTB MOCIE MPOXOXKIACHUS MMM PErHCTPAallMd B CHUCTEME
MOHHUTOPHHTA U TPEJOCTABICHIS UM JIMYHOTO KaOMHETa CyObheKTa 0OpaleHus JICKAPCTBEHHBIX CPECTB.
Perucrpanusi cyObeKkTOB OOpaimieHusi JIGKApCTBEHHBIX CPEACTB B CHCTEME MOHHUTOPHHTA H
MPEJOCTaBICHNE JIMYHOTO KaOWHEeTa OCYIIECTBISIIOTCS HAa OCHOBAHWU JOCTOBEPHBIX CBEIICHHIA,
MPEJCTAaBICHHBIX CyOBEKTaMU OOpamieHusl JIEKapCTBEHHBIX CPEICTB B CHUCTEMY MOHHUTOpDHHTA B
AIIEKTPOHHOM BHUJIE.

Wupopmanus 06 H3MEHEHUSX:

Ilynkm 24 uzmenen c 31 urona 2020 2. - [locmanosnenue [Ipasumenvcmea Poccuu om 21 urona 2020 2. N
1079

Cm. npedvioywyto pedakyuro

24. Jlnga OCYyIIECTBICHUS PETUCTpallid B CHCTEME MOHHUTOPHHra CyOBEKThl OOpalieHus
JIEKapCTBEHHBIX CPEACTB - OpraHu3allid, IpHU3HABaeMble HAJIOTOBBIMU pe3uaeHTaMu Poccuiickoi
denepanun, THANBUAYATbHBIE TPEANPUHUMATENIN U TIPEICTABUTEIIHCTBA HHOCTPAHHBIX OPraHU3aIfil Ha
tepputopun Poccuiickoit @enepannu, SBISIOMMXCS AEPKATEIAMH WU BIAJEIbLIAMHA PETUCTPALMOHHOTO
YIOCTOBEPEHHUS, BHOCAT B PETUCTPALMOHHYIO (OpMYy CHCTEMbl MOHUTOPUHIA, pPa3MEIIEHHYI0 Ha
0pUIMAIEHOM caiiTe ornepaTopa CUCTEMbl MOHUTOPUHTA B MH()OPMALIMOHHO -TEJIEKOMMYHUKAIIMOHHON CETH
"UnTepHeT", B 2JIEKTPOHHOM BHJIE CIEAYIOMINE CBEACHMS, TIOIMTMCAHHbBIE YCUIIGHHON KBATM(UIINPOBAHHOM
AJIEKTPOHHOM TMO/INKCHI0 PYKOBOJUTEINS OpraHu3aluu (peaCcTaBUTEeNbCTBA HHOCTPAHHON OpraHU3allii Ha
tepputopuu Poccutickoit denepariii) Wi WHANBUAYaTLHOTO MPEITPUHIMATEIS:

UICHTU(PUKAIIMOHHBIN HOMEP HaJOrOIJIaTeNbIINKa;

CBEICHUS O HAIMYUH JIMOO 00 OTCYTCTBHHM JIMLIEH3UU HA MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB,
JUIEH3UW Ha (apMaleBTUYECKYIO JIEATENbHOCTh (BKJIIOYash ONTOBYIO U PO3HUYHYIO TOPTOBIIIO
JIEKapCTBEHHBIMU CPEACTBAMM), JIMLEH3UU Ha JESITENbHOCTh MO O0OpPOTY HAPKOTHUECKUX CPENCTB,
IICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB, KyJbTUBUPOBAHUIO HAPKOCOAECPKAIINX PACTEHUIN U JIMLIEH3UHU
Ha MEJIMLIUHCKYIO I€ATEIbHOCTb;

(haMuus, UMsi, OTYECTBO (ITPH HAIMYNH ) U TeJIe(OH KOHTAKTHOTO JIMIIA;

aJpec AEKTPOHHOU MOYTHI.

AG3an yrpatun cuny ¢ 1 centsaops 2023 r. - [locranornenne IlpaBurensctBa Poccun ot 24 mapra
2023 r. N 468

Wudopmariys 06 U3MEHEHUX:

Cm. npedvioywyro pedaxyuro

Perucrpanuss B cuUcTeMe MOHHMTOPWUHIa CYOBEKTOB OOpallleHUs JICKApCTBEHHBIX CPEICTB -
OpraHu3alvii, MPU3HABACMbIX HAJIOTOBBIMH pe3uzieHTaMu Poccuiickoit deneparviv, ¥ MHIUBUIYAIbHBIX
NpeaIpuHIMAaTeIeld, UMEIONIUX JIMIEH3UUW Ha TPOU3BOJACTBO JICKAPCTBEHHBIX CPEJCTB, JUICH3MU HA
(bapMaIeBTHUECKYI0 JCITEIbHOCTh (BKIIIOYAs ONTOBYHO W PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU
Cpe/ICTBaMHU ), JIUIIEH3UH Ha JIEITEILHOCTh 110 000POTY HAPKOTHYECKUX CPEJICTB, IICUXOTPOITHBIX BEIIECTB U
UX TMPEKypcOpOB, KYIbTHBUPOBAHUIO HAPKOCOAEPKAIIMX PACTEHHH W JIMIEH3UMH Ha METUIIUHCKYIO
NesITeNbHOCTh, MOXET OCYIIECTBISATHCA C  HCIOJB30BaHUEM  (elepalbHON  TocyAapCTBEHHOU
nHpopmannoHHoi cuctemsl "Enqunast cucrema uaeHTHUGUKAIMN U ayTeHTU(UKAUU B UHOPACTPYKTYpE,
obecnieunBaromieil MH(OOPMAIIMOHHO-TEXHOJIOTHUECKOE B3aUMOJCUCTBHE HWH()OPMAIIMOHHBIX CHCTEM,
WCIOJIb3YEMBIX JIJIS1 IPE0CTaBICHHS TOCYIapCTBEHHBIX M MYHHUIIMIIATBHBIX YCIYT B SJEKTPOHHOU hopme".

Wudopmarys 06 U3MEHEHUSIX:
Ilynxkm 25 usmenen c 1 anpens 2024 2. - [locmanoeénenue Ilpasumenvcmea Poccuu om 29 nosopsa 2023 2.
N 2027

Cm. npedvioywyio pedakyuio
25. Jng OCyIIeCTBICHHS PETUCTpallid B CHCTEME MOHHTOPHHTa CYOBEKTHl oOpalieHus
JIEKAPCTBEHHBIX CPEACTB - MHOCTPAHHbIE OpPraHMU3alluu, SBISIIOLIMECS AEpXKaTesIMU WU BIaJielbllaMu
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PETrUCTPALIMOHHOTO  YJIOCTOBEPEHMS, HE IMPU3HABAEMBbIE HAJIOTOBBIMU pe3uacHTamMu Poccuiickoi
denepanyiy, BHOCAT B PErUCTPALIMOHHYIO (DOPMY CUCTEMbI MOHUTOPHHTA, PAa3MEIICHHYIO Ha 0(UIIHATHEHOM
caiiTe onepaTopa CHCTeMbl MOHUTOPHUHTA B HH(POPMALIMOHHO-TEJICKOMMYHUKAIIMOHHOM cetn "MHTepHet",
B 2JIEKTPOHHOM BH/IE CJIEAYIOIINE CBEICHUS:

HAaUMEHOBAaHUE JIepKaTelsl WIK BIAJAEIbla PErUCTPALlMOHHOIO YIOCTOBEPEHUSI B COOTBETCTBUHU C
rocy/1lapCTBEHHBIM PEECTPOM JIEKAPCTBEHHBIX CPEJICTB;

KO/l HAJIOTOIIaTeNbIIMKA B CTPaHE PETUCTPALIUN;

KO/l CTpaHbl PETUCTPALIUY;

bamuus, UMs1, 0TIECTBO (TIPH HATHYUH) U TeIe()OH KOHTAKTHOTO JIUIIA;

aJpec JIEKTPOHHOM MOYTHI.

AG3arr yrpatui cuny ¢ 1 centadps 2023 r. - [locranosnenne [IpaBurensctBa Poccun ot 24 mapra
2023 r. N 468

Wudopmarius 00 H3MEHEHUSIX:
Cm. npedvioywyto pedaxyuro

Ilynkm 26 uzmenen c 1 cenmsaops 2023 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedaKyuro

26. O0paboTKa 1 MpoBepKa CBEACHUH, IPEICTABISEMbIX B CHCTEMY MOHUTOPUHTA JUI pErUCTPaIHH,
a TakXke perucrpanus (0Tka3z B perucTpanuu) cyobekTa oOpallleHus JEeKapCTBEHHBIX CPEACTB B CHCTEME
MOHHUTOPHHIa TIPOU3BOJUTCS B AaBTOMAaTHYECKOM PEKHMME, B TOM YHCIIe MOCPEICTBOM B3aWMOJEUCTBUS C
UHBIMU TOCYAapCTBEHHBIMM HH(MOPMALMOHHBIMA CHUCTEMaMHU C MCIOJIb30BAaHUEM €AMHOM CHUCTEMBbI
MEXBEJIOMCTBEHHOTO  3JIEKTPOHHOTO B3aUMOJEWCTBUS (32 MCKIIOYEHHEM CYOBEKTOB OOpalleHus
JIEKapCTBEHHBIX CPEJICTB, YKa3aHHBIX B a03allaX TPETHEM - IISITOM HACTOSLIETO IMyHKTA).

denepanpHas Ciryx0a 1o Ha3opy B cdepe 3ApaBOOXPAHCHHS MMOCPEACTBOM (DYHKIIMOHAIA CUCTEMBI
MOHHUTOPHHIA PACCMATPUBACT CBEIEHUS, IIPEICTABIIAEMBIE B CUCTEMY MOHUTOPUHIA ISl PErUCTpaLiH, a
TaKoKe MPUHUMAET PEIICHUE O PETUCTpay (00 OTKa3€ B PETUCTPAIIMH ) CICTYIOIINX CyOBEKTOB OOpaIieHus
JIEKaPCTBEHHBIX CPENICTB:

OpraHM3aluy, IpPU3HABAEMBbIE HAJIOTOBBIMM pe3uzneHTamu  Poccuiickor  ®enepannu, un
UHIVBUAYaJIbHBIE IPEANPUHAMATENN, HE UMEIOIINE JIMIIEH3UU Ha IPOU3BOICTBO JIEKAPCTBEHHBIX CPENICTB,
JULIEH3UM Ha (apMaleBTUYECKYIO JESITEIbHOCTh (BKJIIOYAs ONTOBYHO U PO3HUYHYIO TOPIOBIIIO
JICKapCTBEHHBIMH CPEJCTBAMHU), JIMLEH3UM Ha JAEATENBHOCTb IO 000POTY HApKOTUYECKUX CPEICTB,
IICUXOTPOITHBIX BEIECTB U X MPEKYPCOPOB, KYIbTUBUPOBAHUIO HAPKOCOAEPKALUX PACTEHUH, JTULIEH3HH
Ha MEIMIMHCKYIO IESITEIBHOCTb M SABIIOIIMECS ACPKATEISIMU WIHA BJaJeibllaMH PErMCTPALMOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOI'O Ipenapara, MPOU3BOACTBO KOTOPOrO OCYIIECTBIIAECTCSA 3a IpenelaMu
tepputopuu Poccuiickoit denepanuu;

IIPEICTAaBUTENBCTBA MHOCTPAHHBIX oOpraHu3anuii Ha Tepputopun Poccuiickoii ®enepanum,
ABIIAIOIMXCS JIepKaTes MU WIK BJaAeibllaMM PErMCTPALMOHHOTO YAOCTOBEPEHHUs JIEKapCTBEHHOTO
Ipenapara, Ipou3BOJCTBO KOTOPOIO OCYILLECTBIISETCS 3a IpefesiaMu Teppuropun Poccuniickoit denepanumy,
HE MMEIOIINe JHMIIEH3UH Ha MPOM3BOJICTBO JEKAPCTBEHHBIX CPEJICTB, JIMLEH3UM Ha (apMalieBTUYECKYIO
JeATeNbHOCTD (BKJIIOUasi ONTOBYIO M PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU CPEJICTBAMM), JIULIEH3UU Ha
NeATeNbHOCTh MO 000POTY HApKOTHYECKUX CPEACTB, ICUXOTPOMHBIX BELIECTB M HUX IPEKypCOpOB,
KYJIbTUBUPOBAHUIO HApKOCOAEP KAIUX PACTEHNH, JINLEH3UN Ha MEAUIIMHCKYIO JESITEIbHOCTD;

MHOCTpPaHHBIE OpraHM3allMM, SBJISIOUIMECS NEpXKaTesIMU WIH BJaJeibllaMH PETHCTPALMOHHOIO
YIIOCTOBEPEHUS JIEKAPCTBEHHOI'O Ipenapara, MPOU3BOACTBO KOTOPOIO OCYIIECTBIIETCSA 3a IMpeneiIaMu
teppuropuu  Poccuiickoii dexnepaunny, He IMpU3HABaeMble HAJIOTOBBIMU pe3uicHTamMu Poccuiickon
denepanuu.

Perucrpanus (0TKa3 B perucrpanum) cyObeKTOB 0OpallieHHs JIEKApCTBEHHBIX CPEJICTB B CUCTEME
MOHHUTOPHUHTA OCYILIECTBIISIETCS B TeUEHUE 5 pabouuXx JTHEH ¢ AaThl peAcTaBiIeHUs CyObeKTaMH 0OpaIieHus
JIEKaPCTBEHHBIX CPEJICTB CBEJCHUM B CHCTEMY MOHUTOPHUHTA.
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Wupopmanus 06 H3MEHCHUSX:

Ilynkm 27 uzmenen ¢ 1 cenmsabps 2023 2. - [locmanosnenue Ilpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedakyuro
27. OcHOBaHUSAMU JUIA OTKa3a B PETUCTPAINU CYOBEKTOB OOpaIICHHS JICKAPCTBEHHBIX CPEICTB B
CUCTEME MOHUTOPHHTA SIBIISFOTCS:

Wupopmanus 06 H3MEHEHUSX:

Iloonynkm "a" usmenen c 1 anpena 2024 2. - I[locmanosnenue Ilpasumenvscmea Poccuu om 29 nosbps
2023 2. N 2027

CMm. npedvioywyro pedaxyuro

a) B OTHOIICHWU IIPOM3BOJUTENIEH JIEKApCTBEHHBIX CPEICTB Ha Tepputopun Poccuiickoi
®denepaniv, OCYILIECTBISIOUIMX IPOU3BOJCTBEHHYIO CTaaui0 (pacoBKHM (YNMaKOBKH) JIEKAPCTBEHHBIX
MpernapaToB U MapKUPOBKH YIIAKOBOK JIEKAPCTBEHHBIX MPENapaToB CPEACTBAMH UICHTU(UKALINU:

HECOOTBETCTBUE JAHHBIX BIAJENbla KBATU(UIMPOBAHHOTO cepTU(UKATa KI04Ya TPOBEPKU
AJIEKTPOHHOMN MOJITUCH (J1aee - KBaTu(UIUPOBaHHBIA cepTU(PUKAT) JaHHBIM PYKOBOIUTEINSI OpraHU3aluy,
OTCYTCTBHE CBEACHUN O KBaTUM(UIMPOBAHHOM cepTU(]UKATE, BHIJAHHOM PYKOBOJUTENIO OpraHu3alluy, a
TaK)Ke HeJIeWCTBUTEIHHOCTh YCUIIEHHON KBaNM(UIIMPOBAHHON IEKTPOHHON MOIITUCH;

OTCYTCTBHE CBEJCHMI B €IMHOM rOCYJapCTBEHHOM PEECTpe FOPUINIECKUX JINLL;

OTCYTCTBHUE CBEICHUM O JACHCTBYIOIIEH JMIEH3WH B PEECTpE JUIEH3WA Ha MPOU3BOJCTBO
JIEKAPCTBEHHBIX CPEJICTB;

0) B OTHOIIICHUHU JieprKaTesiel WK BIaIebIeB PErUCTPAIIMOHHOTO YAOCTOBEpEHHUS (B cllyyae Koraa
JIEKApCTBEHHBIM TIpemapaT MpOU3BOAUTCA 3a mpeaenamu Poccuiickoir demepariun), SBISTFOITUXCS
OpPraHu3alusMHi, TPU3HABAEMBIMU  HAJIOTOBBIMU  pe3ujeHTaMu  Poccuiickori  Denepauuu  Win
VWHJMBHUIYyAIbHBIMHU NMPEIIPUHUMATEISIMU U HE UMEIOIMMH JIMIEH3UU Ha MPOU3BOJICTBO JEKAPCTBEHHBIX
CPEICTB, JTUIEH3UU Ha (apMalleBTUYECKYIO JESITENbHOCTh (BKIIIOYAs ONTOBYIO M PO3HUYHYIO TOPTOBIIIO
JIEKapCTBEHHBIMU CPEACTBAMM), JIMLEH3UU Ha JESITENbHOCTh MO O0OpPOTY HAPKOTHUECKHUX CPENCTB,
IICUXOTPOIHBIX BELIECTB U UX IPEKYPCOPOB, KyJbTUBUPOBAHUIO HAPKOCOAECPKAIINX PACTEHUIN U JIMLEH3UU
Ha MEJIMLIUHCKYIO I€ATEIIbHOCTD:

HECOOTBETCTBUE JAHHBIX BIAJIENblIa KBATU(PUIIMPOBAHHOTO cepTU(UKaTa JTaHHBIM PYKOBOIUTEIsS
OpraHu3aluy WIK WHIUBUAYAJILHOTO MpEANpPUHUMATENs, OTCYTCTBUE CBEACHUN O KBATU(HUIIMPOBAHHOM
cepru(duKare, BBIAAHHOM PYKOBOJWTENIO OPraHM3AlMM WM HHIUBUIYAIbHOMY IMpEANPUHUMATEINIO, a
TaK)Ke HeJICWCTBUTEIHLHOCTh YCUIICHHON KBANU(UIIMPOBAHHOM IEKTPOHHON MOIITUCH;

OTCYTCTBUE CBEJECHUU B €IUHOM TOCYAAPCTBEHHOM PEECTPE IOPUAMYECKUX JHI WU €IUHOM
roCyJapCTBEHHOM PEECTPe MHANBUYAJIbHBIX IPEAIPUHUMATENCH;

OTCYTCTBHE CBEJICHUI O CyObEeKTe OOpalleHHs JIEKApPCTBEHHBIX CPEACTB, YKa3aHHOM B KadecTBe
Jep)KaTenas WIM BJIaJENblia PETrUCTPALMOHHOIO  YIAOCTOBEPEHHMS B TOCYJApCTBEHHOM  peEecTpe
JIEKAPCTBEHHBIX CPEJICTB;

B) B OTHOIICHHH WHOCTPAHHBIX OpraHM3allMii, AepKaTeliell WM BIAAENbIEB PErUCTPAlMOHHOTO
YIIOCTOBEPEHUS, HE NPHU3HABAaEMBIX HAJOTOBBIMHU pe3uaeHTamMu Poccuiickoit denepannu, - OTCyTCTBHE
CBE/IEHUI 0 cyObekTe oOpallleHHs JIEKapCTBEHHBIX CPEJICTB, YKa3aHHOM B KadecTBE JAepiKaTels WU
BJIaJIENIbIIA PETUCTPALMOHHOIO YAOCTOBEPEHUs, B TOCYAAPCTBEHHOM PEECTPE JICKAPCTBEHHBIX CPENICTB;

I') B OTHOUIEHWH IPEICTaBUTENbCTB WHOCTPAHHBIX OpraHu3anuii Ha Teppuropun Poccuiickoii
Denepanyy, ABIAOIUXCA JEPKATEIIMU WU BIAJENIbIIAMHA PETUCTPALIMOHHOTO YIOCTOBEPEHMUS:

HECOOTBETCTBUE JIAaHHBIX BJIAJIEJbIla KBAIN(UIIMPOBAHHOTO CepTH(UKATa JaHHBIM PYKOBOAUTEIS
MPEJCTaBUTENIbCTBA, @ TAKXKE OTCYTCTBHE CBEIECHUH O KBAJU(HUIMPOBAHHOM cepTU(UKATE, BBIIAHHOM
PYKOBOJUTEINIO MPEACTAaBUTENbCTBA, a TaKXKe HEACHCTBUTENBHOCTh YCHUJICHHOH KBalIM(UIIMPOBAHHOM
AIEKTPOHHOU MOAMNCH;

OTCYTCTBHE  CBEAEHHHl B  TOCYJapCTBEHHOM  peecTpe  aKKpPEIUTOBAHHBIX  (DUIMAJIOB,
IIPEICTaBUTENBCTB MHOCTPAHHBIX IOPUINYECKUX JIHLL;
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OTCYTCTBHUE CBEACHHI 00 WHOCTPAaHHOW OpPraHM3allMH, YKa3aHHOW B KauyeCTBE JepxkaTeisl WIH
BJIaJIENIbIIA PETUCTPALMOHHOIO YAOCTOBEPEHNUs, B TOCYAAPCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPENICTB;

1) B OTHOLIEHWH OpPraHM3alfil ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMHU CPEJACTBAMH (B TOM YHCIIE
OCYHIECTBISIOMUMH (DYHKIUU TIO ayTCOPCHHTY), OpraHU3aliil POSHUYHOW TOPTOBIIM JIEKAPCTBECHHBIMHU
MpernaparamMmu, MEIMIUHCKUX OpraHu3aliid U NHAUBUYAJIBHBIX IPEIITPUHUMATEIICH:

HECOOTBETCTBUE JAHHBIX BJIAJICNIbIIA KBATH(PHUIIMPOBAHHOTO CepTU(UKATA TaHHBIM PYKOBOIUTEIIS
OpraHMW3aIiy, OTCYTCTBUE CBEJCHUN O KBaJTM(PUIIMPOBAHHOM CepTHU(UKATE, BBIAJAHHOM PYKOBOIUTEIIO
OPraHu3aluy WM WHIMBUAYAJbHOMY MPEANPUHUMATENO0, a TAKKE HEICHCTBUTEIBHOCTh YCHJICHHOU
KBUTH(DUIIMPOBAHHOM AJIEKTPOHHOM TOIIHCH;

OTCYTCTBHE CBEICHUH B €IWMHOM TOCYJApCTBEHHOM PEECTpPE IOPUANYECKUX JIUI, €IAHOM
rOCYyJIJapCTBEHHOM PEECTPE WHIMBHUAYAJbHBIX NPEANPUHUMATENECH WIM TOCYJapCTBEHHOM PEECTpe
AKKPEIMTOBAHHBIX (PMITHAJIOB, MPEACTABUTEIHCTB HHOCTPAHHBIX IOPUIMUECKHUX JIHII;

OTCYTCTBHUE CBEACHUW O JCWCTBYIOLICH JIMIIEH3UM B €JUHOM PEECTPE JMULEH3UN, B TOM YHUCIE
JUIEH3UH, BBIJJAHHBIX OpraHaMHM TOCYIapCTBEHHOW BIAacTH cyObekToB Poccuiickoit denepauuu B
COOTBETCTBHUH C MEPEITAHHBIM MOJHOMOYUEM M0 JTULIEH3UPOBAHUIO OTAECIBHBIX BUIOB AEATEIBHOCTH.

28. Tlo pesynpTaTaM perucTpamnu CyObeKTa OOpalleHHs JEKApCTBEHHBIX CPEJACTB B CHUCTEME
MOHHUTOPHHTA U MIPEAOCTABJICHUH €My JIMYHOTO KaOWHEeTa Ha aJipec JICKTPOHHOU TOUTHI, YKa3aHHBIA TIPH
rmojavye CBEJACHHUH, ONMEepaTOpOM CHCTEMbl MOHUTOPHMHTA C HCIIOJIH30BaHWEM (PYHKIIMOHATA CHUCTEMBI
MOHHUTOPHHIA OTHPABIAETCS COOTBETCTBYIOIEE YBeIOMJIEHHE. [Ipu 3TOM MOBTOPHOE WCMOJIb30BaHUE
OJTHOTO ¥ TOTO K€ ajjpeca dIEKTPOHHOM MOYTHI JIsl PETUCTPAIIUU JTUIHBIX KAOWHETOB Pa3IMYHbBIX CYOhEKTOB
oOpallleHus JIeKapCTBEHHBIX IPENapaToB HE JOMYCKAeTCs.

Wudopmarys 00 M3MEHEHUX:

Ilynkm 29 uszmenen ¢ 1 anpens 2024 e. - Ilocmanosnenue [Ipasumenscmea Poccuu om 29 noaops 2023 e.
N 2027

Cm. npedvioywyro pedaxkyuro

29. CybOwekT obparieHust JeKapCTBEHHBIX CPEJICTB, MOJYUMBIINK yBEIOMIICHHE O PETHCTPAIMUA B
CHUCTEeME€ MOHHUTOPHHIA, NMPU aKTUBALUMU (YHKUMN JUYHOTO KaOWHETa BHOCUT B CHCTEMY MOHUTOPHHIA
MepeueHb aJIpecoB MECT OCYIIECTBIICHUS JAEATEIbHOCTH IyTeM BbIOOpa TaKOro ajpeca U3 aJpecos,
YKa3aHHBIX B JIMIEH3UAX Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB, JHUICH3USAX Ha (hapMalleBTHUECKYIO
NeSITeNIbHOCTD (BKJIOYasi ONTOBYIO U POZHUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU CPEACTBAMM), JINLIEH3UAX Ha
NeSITeIbHOCTh 10 000POTYy HAPKOTUYECKHX CPEICTB, ICUXOTPOIHBIX BEIIECTB M HUX MPEKYypPCOpOB,
KYJIbTUBHPOBAHUIO HAPKOCOAEPKALIUX PACTCHUN M JUIEH3UAX HAa MEAULMHCKYIO JIEATEIbHOCTh, a TAaKKe
nepeyeHb aipecoB (papMaleBTUYECKUX CKIaI0B (IPU HATMYUU YKA3aHHBIX JTUICH3UN).

CyObekT oOpallleHHs JIEKapCTBEHHBIX CPEACTB - JAepiKaTellb WIM BiaJieliel] PerucTpaluoHHOTO
yIIOCTOBEpPEHUS MIPOU3BEACHHOTO BHE TeppuTopun Poccuiickoit denepannu J1ekapcTBEHHOTO Mpenapara u
(unn) ero mMpencTaBUTENBCTBO Ha Tepputopuu Poccuiickoit denepaiuu, NOTYyYHBIINE YBEIOMIICHUE O
perucTpalii B CHUCTEME MOHUTOPUHIA, BHOCAT B CHUCTEMY MOHHUTOPUHTa HWHGMOpPMALHUIO O
MIPOM3BOJICTBEHHBIX TUIOIIAIKAX, OCYIIECTBIISIIOIIMX MPOU3BOJCTBEHHYIO CTaJui0 (ACOBKH (YIIaKOBKH)
JIEKAPCTBEHHBIX IIPEMapaToB W MApPKUPOBKHU YIAKOBOK JIEKAPCTBEHHBIX MPEMAPATOB CpPEICTBAMHU
UICHTU(DUKAINY, a TAKXKE MPOU3BOJICTBEHHYIO CTAIUIO BBIMTYCKAIOIIET0 KOHTPOJIS KaueCTBa.

Wudopmariys 06 U3MEHEHUSIX:

Ilynkm 30 uzmenen ¢ 1 cenmsaops 2023 2. - [locmanosnenue Ilpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyto pedaxkyuro
30. I[Tepenaya cBeneHMi CyOBEKTAMU OOpaICHHS JIEKAPCTBEHHBIX CPEICTB B CUCTEMY MOHUTOPHHTA
OCYILIECTBIISIETCS HA OCHOBE pa3pabOTaHHBIX WH(GOPMAIMOHHBIX JIIEKTPOHHBIX CEPBHUCOB OMEPATOPOM
CUCTeMbl MOHHTOPUHTA C HCIOJIb30BAHUEM CTAHJAPTHBIX MPOTOKOJIOB U HHTEPEHCOB 3IEKTPOHHOTO
B3aUMO/ICHCTBUSL.
ABTopuzaius cyOBeKTOB OOpallleHus JEeKapCTBEHHBIX CPEJCTB - OPTaHMU3alMid, TMPHU3HABAEMBIX
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HaJoroBbiMu  pesuneHramu Poccuiickori ®enepanuu, HWHIMBUAYAIBHBIX MpEANPUHUMATENICH U
IIPEACTABUTENBCTB MHOCTPAHHBIX OpraHusaunui Ha teppuropun Poccuiickoit denepanuu, sBIISIOLIAXCS
JEpKATEIsIMA WU BJIAQACIbLAMH PETHCTPALIMOHHOTO YAOCTOBEPEHMs, B CHCTEME MOHHUTOpPUHIA
OCYIIECTBIISIETCS MOCPEACTBOM MCIOIH30BAHUS KBATM(UIIMPOBAHHOTO CepTU(HUKATA.

ABTOpH3aIsl CyOBEKTOB OOpallleHUs JIEKAPCTBEHHBIX CPEJACTB - OpraHU3alMi, MPU3HABAEMBIX
HaJIOroBbIMU pesuaeHTamu Poccuiickon denepanny, 1 MHAMBULYAIBHBIX PEAIPUHUMATENIEH B CUCTEME
MOHUTOPHHIa MOKET OCYIIECTBIISITHCS TOCPEIACTBOM HCIIOIB30BaHUS (PeepasibHOM TOCYAapCTBEHHOM
nHpOopMaMOHHON cuctembl "EnuHas cucteMa HACHTU(GUKAIMA U ayTEHTH(QHUKAINKA B HHPPACTPYKTYpeE,
oOecrieunBaromeil MHGOPMAITMOHHO-TEXHOJIOTHYECKOE B3aUMOJIEHCTBHE HH(POPMAITMOHHBIX CHCTEM,
HCIOJIb3YEMBIX JIJIS1 IPEOCTABICHUS TOCYIapCTBEHHBIX U MyHUIIMIIAJIBHBIX YCIIYT B 3JIEKTPOHHOU (hopme".

ABTropuzanus cyOBbEKTOB OOpalleHHsl JEKapCTBEHHBIX CPEJICTB - HMHOCTPAHHBIX OpraHu3allu,
SIBJISIFOLLUXCSL IEPKATEISIMU WIIM BJIAJIEbIAMU PETUCTPALMOHHOTO YAOCTOBEPEHHUs, HE IPHU3HABAEMBIX
HajoroBeIMu pesujeHtaMu Poccuiickor ®enepanuu, B CHCTEME MOHHUTOPHHIA OCYIIECTBISAETCA
ITIOCPEACTBOM HCIIOJIB30BAHUS IPOCTOM SIIEKTPOHHOM TIOIITHACH.

31. Cenenus, nepeaBaeMble B CHCTEMY MOHUTOPUHTA, GOPMUPYIOTCS U IPEACTABISIOTCS B opMe
AIIEKTPOHHBIX JTOKYMEHTOB, TOJNUCAHHBIX YCUJICHHOW KBaTU(MUIIMPOBAHHON 3JIEKTPOHHON TOIUCHIO, 32
UCKJTIOYEHHEM CITy4aeB, MPEAYyCMOTPEHHBIX ad3ariaMyi BTOPBIM - IIECTHIM HACTOSIIEro MyHKTA.

He noamnuceiBatoTcst ycuiieHHOM KBaTU(UIIMPOBAHHON IEKTPOHHON MOIMHUCHIO:

CBEIICHHUSI O PO3HUYHON TOProBiI€ JIEKApCTBEHHBIMM IpernapaTamy, IepelaBaeMble CyObeKTaMu
oOpallleHHsl JIEKapCTBEHHBIX CPEACTB B AJIEKTPOHHOM (opme B cocTaBe (DUCKAIBHBIX JOKYMEHTOB B
COOTBETCTBUU C 3akoHOozarelnbcTBOM Poccuiickon denepanuu 0 TPUMEHEHUH KOHTPOJIBHO-KAaCCOBOM
TEXHHKH;

CBEIECHUSI O BBIBOJE M3 000pOTa JIEKApCTBEHHBIX IPENapaToB, IepeAaBaeMble CyObeKTaMu
oOpaleHHs JIEKapCTBEHHBIX CPE/ICTB B AIIEKTPOHHOM (PopMe ¢ UCIOIb30BAHUEM PETMCTPATOPOB BBIOBITUS
WA KOHTPOJIBHO-KaCCOBOM TEXHHUKH (TP OTIYCKE OECIIIIATHO WM CO CKHUJIKOH JIEKapCTBEHHBIX MPENapaToB
10 PELENTY Ha JEKapCTBEHHbIE NIPENaparsbl);

CBEJICHUs, NIepeaBaeMble CyObeKTaMu 00pallleHus JICKapCTBEHHBIX CPEICTB B AJIEKTPOHHOH popme
C MCIIOJIb30BAaHUEM YCTPOMCTB PErUCTpallui SMUCCHUH;

CBEICHHs, IIEpPEelaBaeMble B COOTBETCTBUM C HacTosmuM IlonoxkeHuem opraHusanusMu -
cyObeKkTaMu 0OpallleHHs JEKAPCTBEHHBIX CPEJICTB, HE SBISIOIIMMUCS OpPraHU3aLUSAMU, IPU3HABAEMbIMU
HaJIoroBbIMU pe3ugeHTaMu Poccuiickoit deneparum.

Wudopmariys 06 M3MEHEHUX:

Ilynkm 32 uzmenen ¢ 1 cenmsabps 2023 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedaxyuro

32. Ilepenaya cBeieHUN B CUCTEMY MOHHTOPHUHIA OCYILECTBISETCS MOCPEACTBOM HaIPaBJICHUS
¢aitnoB B ¢dopmaTe U B COOTBETCTBUU C HHCTPYKIMEH, OMUCHIBAIONIECH MPOLEIYpPhl MPEICTaBICHUS
CBEICHMI CYObEKTaMU OOpalieHus] JEeKapCTBEHHBIX CPEJACTB, COTJIACOBAHHBIMU C MUHHCTEPCTBOM
3npaBooxpaHeHuss Poccuiickoli @enepanii MU pa3MEIICHHBIMU OINEPATOPOM CHUCTEMBl MOHHUTOPHHIA B
MH(OPMAIMOHHO-TEJIEKOMMYHUKAIIMOHHOM ceTn "MHTepHeT" Ha ero oduuaisHOM caiire.

JlaTtoil mpencTaBieHHs CBEJEHUH B CUCTEMY MOHUTOPHMHIA CUMTAETCs JaTa, 3aUKCUPOBAHHAS B
KBUTAHIMH O TIpHEeMe CBeAeHUH, popMUpyeMoil Ipu yCrenHoi oTpaboTke U (PUKCAIMK TAaKUX CBEJCHUHN B
cHCTeMe MOHUTOPUHTA B ()OpME MEKTPOHHOTO JOKYMEHTA.

Jo 1 ¢despans 2021 r. B ciaydae HemodydyeHHs] CyOBEKTOM OOpaleHHs JEKapCTBEHHBIX CPEJCTB
KBUTAaHIIMM O TIpUEME CBEJCHMM B COOTBETCTBHUM C ad3aleM BTOPBIM HACTOSIEr0 IIyHKTa IpHU
IIPEJICTAaBICHUHN CBEJIECHUI B CUCTEMY MOHMTOPHMHIA B COOTBETCTBUU C ab3alleM TpPeTbUM IyHKTa 35,
nyaktamu 37 - 381, 40, 41, 43, 44, 44° u 45 nactosmero ITonoxkenus B TedeHUue 15 MUHYT ¢ MOMEHTa
NpEeJCTaBIeHU CyOBEKT OOpallleHusl JIEKapCTBEHHBIX CPEJCTB BIPABE OCYLIECTBIATH JalbHeiIne
OTEpalUy C JIEKAPCTBEHHBIMU IpeNapaTaMu, HE TOKUIASICh MTOIY4YE€HUsI KBUTAHIIMM O IIPUEME CBEACHUN.
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B oTHOIEHNY JIEeKapCTBEHHBIX NIPENApaTOB, CBEIEHUS O KOTOPBIX IIPEJICTaBIEHbl B COOTBETCTBUHU C
yactavu | m 2 crateu 52! ®DemepanbHoro 3akona "OO6 oOpallleHMM JIEKAPCTBEHHBIX CPEACTB" B
DdenepanbHy0 cIy)K0y 1o Ham30py B chepe 3apaBooxpanenus 10 1 despans 2021 r. uim HA KOTOPBIE
MOJIy4eHbI pa3pelieHuss Ha BBOJ B TPAXAAHCKUH O0OpPOT MMMYHOOHMOJIOTHUYECKHUX JIEKapCTBEHHBIX
npenapaToB, IIpeIyCMOTPeHHble uacThio 7 crathu 52! denepanpHoro 3axona "OO6 o6parieHuu
nexapcTBeHHbIX cpelacTB" 1o 1 ¢espans 2021 r., cyObekT oOpallleHUs JIEKapCTBEHHBIX CPEACTB BIIPaBE
OCYILECTBJIATh JalbHEMIINE oOmepaluy C TaKUMH JIEKAPCTBEHHBIMU IpenaparaMd B TMOPSIKE,
MIPEyCMOTPEHHOM a03alleM TPETHUM HACTOSIIEr0 MYHKTA, 1O UCTEYEHUSI CPOKA UX 'O JHOCTH.

[IpencraBnenne CBEACHUH B CHUCTEMY MOHHUTOPUHTA CYOBEKTOM OOpalIeHHs JIEKapCTBEHHBIX
CPEICTB IPU  OCYHIECTBJIEHWH ONEpaluid C JIEKApCTBEHHBIM  IpEenapaToM  OCYHIECTBIIAETCS
MIOCJIEIOBATENBHO, 32 MCKJIIOUEHUEM CITy4aeB, MpeayCcMOTpeHHBIX HacTosmuM [lonoxxenuem. Ilpu stom
cBeZeHUsT 00 ouepenHOM orepaluu € JIEKAPCTBEHHBIM IIpenapaToM IEpPelalTCs IOCiE IMOIYYeHUs
cyOBeKkTamMu oOpaleHus: JeKapCTBEHHBIX CPEACTB MOATBEPKICHUSI 00 ycremHoi oOpaboTke CHUCTeMOi
MOHHUTOPHHIA CBEACHUI O MPEAbIAYIIEH ONEPALy C JIEKAPCTBEHHBIM ITPEMapaToM.

N3menenne ¢dopmara B3auMOAECHCTBHS HH(OPMALIMOHHBIX CHUCTEM CYOBEKTOB OOpalieHus
JIEKAPCTBEHHBIX CPEJICTB C CUCTEMON MOHMTOPHHIA MPOM3BOJUTCA HE Yalle OJHOro pasza B TeueHue 180
JTHE OJHOBPEMEHHO C H3MEHEHHMEM HWHCTPYKIMH, MPEeIyCMOTPEHHOM ab3aleM IepBbIM HACTOSAIIErO
MyHKTa, 3a MWCKIIOUYEHUEM HEOOXOJAUMOCTH H3MEHeHHs @opmara U UHCTPYKIMH B Clydasx,
MIPEAYCMOTPEHHBIX 3aKOHOAAaTENbCTBOM Pocculickon Penepanni.

Undopmanus 06 M3MEHEHUX:

Ilynxkm 33 usmenen c 1 anpens 2024 2. - [locmanoenenue Ilpasumenvcmea Poccuu om 29 nosiops 2023 e.
N 2027

Cm. npedvioywyro pedaxkyuro

33. Ilpu onMcaHuM JEKapCTBEHHBIX MPEMapaToOB BHECEHNE CBEACHHUI B MHPOPMAIIMOHHBIN pecypc,
oOecrneunBarOIUil yuyeT U XpaHeHHE JAOCTOBEPHBIX JAHHBIX O TOBAapax MO COOTBETCTBYIOIIEH TOBAPHOMN
HOMEHKJIaType, M CHCTEMY MOHHUTOPHHIa OCYIIECTBIIAETCS CIEAYIOIUMH CyObeKTaMH oOpalleHus
JIEKapCTBEHHBIX CPECTB:

B Cllyyaeé IPOU3BOJCTBA JIEKApCTBEHHbIX IpemapatroB B Poccuiickoit @enepanuu -
IIPOU3BOAUTEIISIMH JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTRIISIOIMMY 3aBEpLICHUE IPOU3BOJICTBEHHOM cTauu
(acoBkM (YIaKOBKH) JICKAPCTBEHHBIX IIPENAapaToB U MapKUPOBKH YIIAKOBOK JIEKAPCTBEHHBIX MPENapaToB
CpeAcTBaMU HJIeHTU(UKALNY;

B Cilydae IPOM3BOJCTBA JIEKAPCTBEHHBIX IpernapaTroB 3a mpenenamu Tepputopun Poccuiickoit
®enepanui (B ciyyae HHOCTPAHHOI'O TPOM3BOCTBA) - AEPXKATEIAMU WM BIIaJelIbLIaMU PErUCTPALIMIOHHOTO
yIOCTOBepeHUs: M (WIM) MX TNpeACTaBUTENbCTBAMU Ha Tepputopun Poccuiickoit ®expepauuu wim
YIIOJIHOMOYEHHBIMU TIPEACTAaBUTENIMH B YacTH BHECEHHs CBeAE€HUI B HH(pOpPMaLMOHHBIN pecypc,
o0ecrneynBarOIUi y4yeT U XpaHEHHE JOCTOBEPHBIX JaHHBIX O TOBapax MO COOTBETCTBYIOIIEH TOBAPHOM
HOMEHKJIaType.

Ilepeuenb cBeneHMi, MpeACTaBISIEMbIX NPH ONKUCAHUU JIEKAPCTBEHHBIX IMPENapaToB CyObEeKTaMU
oOpaleHns JIeKapCTBEHHBIX CPE/ICTB B MHPOPMALMOHHBIM pecypc, 00ecreurnBaonnil yueT U XpaHeHue
JOCTOBEPHBIX IaHHBIX O TOBApax 110 COOTBETCTBYIOIIEH TOBAPHON HOMEHKIIATYPE, IPUBENEH B IIPUIIOKEHNN
N 2.

CyOBexTbl oOpallleHHsl JIEKapCTBEHHBIX CpEACTB, YKa3zaHHble B al3alax BTOPOM M TPEThEM
HACTOSIIEro MyHKTa, ¢ 1 cenTa0ps 2023 1. no 30 utons 2024 r. B 10OpOBOJIBHOM NOPSIIKE TPEACTABIAIOT B
CUCTEMY MOHHUTOPWHIA HWHCTPYKLMIO II0 MEIUIUHCKOMY IPUMEHEHHUIO JIEKAPCTBEHHOIO IIpenapara,
aKTyaJbHYIO Ha JaTy BBOJIa JIEKApCTBEHHOTO Mpernapara B TpaKIaHCKUl 000pOT.

CyOBexTbl oOpallleHHsl JIEKapCTBEHHBIX CpEACTB, yKa3aHHble B al3alax BTOPOM M TPEThEM
HACTOSIILEr0 MyHKTA, PETUCTPUPYIOT JIEKAPCTBEHHBIE MPENaparbl B CHCTEME MOHUTOPUHIA HA OCHOBaHUU
IIEKTPOHHOM 3asBKH, COACpIKAILEH:

r7100abHBIN HASHTU(HUKAIIMOHHBII HOMEp TOPrOBOM €IMHUIIBL;
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HOMEp PETUCTPAIMOHHOTO YAOCTOBEPEHHUS M JaTy PErHCTpalMy JIEKApCTBEHHOTO Ipenapara B
rOCY/IapCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPEJICTB.

OOpaboTka TMOJIy4EHHBIX CBEICHUI OCYIIECTBISETCS B ABTOMAaTHYECKOM pPEXUME IIyTeM
dopMupoBaHMs 3ampoca Ha IONyYCHHE CBEICHHH O JIEKapCTBEHHOM IIpernapare u3 eJuHOH
rOCyJapCTBEHHON MH(POPMAIMOHHON CHUCTEMBI B cdepe 3paBooXpaHeHHs U HH(OPMAIIMOHHOTO pecypca,
00eCTeYnBaroOIIero y4eT U XpaHeHUe JAOCTOBEPHBIX JAHHBIX O TOBapax IO COOTBETCTBYIOUIEH TOBAapHOM
HOMEHKJIAType.

34. Ceenenus, npejacraBisieMble CyObeKTaMU OOpAILEHUS JIEKApCTBEHHBIX CPEJICTB B CHUCTEMY
MOHHUTOPHUHTA IPH BBOJIE B 000POT JIEKAPCTBEHHBIX MPETAapaToOB, MPUBEACHBI B Ipuiioxernn N 3.

CBenieHUs, TIpeNCTaBIIsIEMble CYOBEKTaMH OOpAIeHHs JIEKAPCTBEHHBIX CpPEICTB B CHCTEMY
MOHHTOPHHTA IPH BBIBOJIE M3 000POTA JIEKAPCTBEHHBIX MPENapaToB, MPUBEAEHBI B npriiokeHnn N 4.

Wnopmanus 06 HU3MEHEHUSIX:

Ilynxkm 35 usmenen c 1 anpens 2024 2. - [locmanosnenue Ilpasumenvcmea Poccuu om 29 nosops 2023 2.
N 2027

CMm. npedvioywyro pedaxyuro

35. B pamkax BBoJ1a B 000pOT JI€KapCTBEHHBIX ITpenapaToB Ha TeppuTopun Poccuiickoit @enepanuu,
MIPOM3BEACHHBIX Ha TeppuTopun Poccuiickoit @enepannu, cyobeKT 0OpalieHust JeKapCTBEHHBIX CPENICTB,
OCYIIECTBISIOMUN  (acoBKy (YMaKOBKY) JIGKAPCTBEHHOTO Tpemapara M MapKHPOBKY YIAaKOBOK
JIEKapCTBEHHBIX MPENapaToB CPeJCTBAMU WICHTHU(PUKAINM, J0 MPEICTaBICHUs CBEIECHUN O JaJbHEHIINX
omepanusix C TaKUMH JIEKapCTBEHHBIMHM IIpernapaTaMH IMpEJACTaBiIseT B CHUCTEMY MOHHUTOPUHIA C
HCIIOJIb30BAHMEM  YCTPOICTBA pETrUCTpallMd 5SMHCCHUU CBEACHHUS, MPEAYCMOTPEHHBIE [YHKTOM |
nputioxkenust N 3 k Hacrosmemy [lonoxenuro.

[Ipu ocymecTBiieHnn 0T60pa 006pPaA3LIOB JIEKAPCTBEHHOTO MpernapaTa B paMKaxX KOHTPOJIS KauecTBa
MPOM3BEACHHOTO  JIEKAPCTBEHHOIO Mpemapara CcyObeKT oOpallleHHs JIeKapCTBEHHBIX  CPEJICTB,
OCYILIECTBISIOUINI 0TOOp 00pa3IOB JIEKAPCTBEHHOI'O IpernapaTa, MpeACTaBisieT B CHCTEMY MOHUTOPHHTA
CBEICHMUS, NIPeayCMOTpeHHbIe TyHKTOM | mpuiioskenus N 4 k HactosimeMy [lonoxeHuto.

AG3an yrpatuia cuny ¢ 1 centsadps 2023 r. - [locranornenne IlpaBurensctBa Poccun ot 24 mapra
2023 r. N 468

Wudopmarys 06 M3MEHEHUX:
Cm. npedvioywyro pedaxkyuro

Ilynxm 36 usmenen c 1 anpens 2024 2. - [locmanosnenue Ilpasumenvcmea Poccuu om 29 nosops 2023 a.
N 2027

Cm. npedvioywyro pedaxyuro

36. B pamkax BBo/1a B 000pOT JIEKapCTBEHHBIX ITpenapaToB Ha Tepputopun Poccuiickoit denepanuu,
IIPOU3BEJICHHBIX 3a NpenenaMmu teppuropuu Poccuiickoii denepannu, cyobeKT 0OpalieHus JeKapCTBEHHbBIX
CPEICTB, SBJIAIOIIMKCA JAEpXKATEeIEM WM BIAJENbLEM PETHCTPALIMOHHOTO yOOCTOBEPEHMS, WIH
IIPEICTAaBUTENBCTBO MHOCTPAHHOM OpraHmsanuu Ha Tepputopuu Poccuiickoil @enepauuu, sBIsIoLIeHcs
JepKaTeleM WM BJIAJEIbLEM PErMCTPALIMOHHOTO YAOCTOBEPEHUs, IIPU 3aBEPIICHUM IIPOU3BOACTBECHHOU
CTaJluU YNAKOBKH (B ClIy4ae MapKUPOBKHU IEPBUYHON YNAKOBKH JIEKAPCTBEHHOTO IpernapaTa CpeAcTBaMU
UACHTU(UKALMH - IPU 3aBEPLICHUH TPOU3BOACTBEHHOH CTaIuM (haCOBKH) JIEKApPCTBEHHBIX MTPETapaToB MU
MapKHPOBKH YITAKOBOK JIEKAPCTBEHHBIX MTPENApaTOB CPEACTBAMH UICHTU(UKAILIMN HA TAMOKECHHOM CKIIaJie
B COOTBETCTBHM C ab3aileM BTOpPLIM MyHKTa 4 Hacrosimero IlonoxkeHus 10 mpeacTaBieHUs CBEICHUN O
JAIBHEHIINX ONlepalUaX ¢ TAKUMU JIEKAPCTBEHHBIMU IIPENapaTaMy IPEACTABIIAIOT B CUCTEMY MOHUTOPUHTA
C HCIIOJIb30BAHMEM YCTPOWCTBA PErUCTpAallid SMUCCUU CBEJIEHUS, IPELYCMOTPEHHBIE IIYHKTOM 3
npwioxeHus N 3 k HacrosimeMy [lonoxenuto.

IIpy MapkupoBKE YHNaKOBOK JIEKAPCTBEHHBIX IIPENapaTroB CpeICTBAMM HJIECHTHU(PUKALUU Ha
TaMOXXEHHOM CKJIaJIe B COOTBETCTBUHU C ab3aiieM BTOpbIM MyHKTa 4 Hacrosiero Ilomoxenus cyObekT
oOpaleHns JIeKapCTBEHHBIX CPEICTB, SIBIAIOIIMICS JepXaTeileM WIM BJaJeNIbleM PErucTparioHHOTO
YIOCTOBEPEHUs, HWIIU IPEACTABUTEILCTBO WHOCTPAHHOM OpraHu3aluud Ha Teppuropuu Poccuiickon
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Oenepaunn, SBISAIOMICHCS Jep)KaTeaeM WIA BJIaJAEIbLEM PETUCTPAMOHHOTO YAOCTOBEPEHUs, [0
Hpel[CTaBJIeHI/IH CBCHCHHﬁ, HpellyCMOTpeHHLIX 8.638.HGM HepBI)IM HaCTOAIICTO HYHKTa, Hpe,[[CTaBJIHIOT B
CHCTEMY MOHMTOPHHIA CBEIEHMS, MPEIyCMOTPEHHBIE IYHKTOM 3 ' mpmioxkenns N3 K HacTosiemy
ITonosxenuro.

Wupopmanus 06 M3MEHEHUSX:

Ilynkm 37 uzmenen ¢ 1 cenmsabps 2023 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedakyuro

37. Ilpu BBO3€ JEKApCTBEHHBIX IMpemnapaToB B Poccuiickyro @exnepaiuio I0OMyCKaeTCs
MIpPE/ICTaBJICHUE CBEJIEHUN B CHCTEMY MOHUTOpPUHIA CyOBEKTOM OOpallleHHusl JIEKapCTBEHHBIX CpPEJICTB,
OCYIIECTBJISIONIUM OTTPY3KY JIEKApCTBEHHBIX MpernapaToB B Poccuiickyro denepanuio (nanee - mpsaMoi
MOPSZIOK MPECTABIIEHUS CBEJICHUN MPH BBO3€ JIEKAPCTBEHHBIX IpernapaToB B Poccuiickyio denepaiio),
WM CyObEKTOM 00paleHHs JIeKapCTBEHHBIX CPEJICTB, OCYIIECTBIISIONIMM BBO3 JIEKAPCTBEHHBIX ITPENapaToB
B Poccuiickyto ®enepauuio (namee - oOpaTHBIM MOPSIOK TNPEJCTABICHUS CBEACHUN IpU BBO3E
JIEKapCTBEHHBIX IpenapaToB B Poccuiickyto denepannio), 3a HCKIIIOUEHUEM ClTydasi MApKUPOBKHU YIIaKOBOK
JIEKapCTBEHHBIX MPENapaToB CPEJICTBAMU MJICHTHU(PHUKAIMH Ha TaMOXXEHHOM CKJIaJle B COOTBETCTBUH C
ab3areM BTOPBIM TyHKTa 4 HacTtoslero [lomoxenust.

Pemenune o BbIOOpe MpAMOTo MOpsIKA NPEACTABICHUS CBEACHUNW NPU BBO3E JIEKAPCTBEHHBIX
npenapaToB B Poccuiickyto denepanuio 1160 oOpaTHOro mopsiaka MpeCTaBIeHUs CBEIEHUN IPHU BBO3E
JeKapCcTBeHHbIX TmpernapaToB B Poccuiickyto ®enepanuio mnpuHMMaeTcs cyObekTaMu oOpalieHus
JIEKAPCTBEHHBIX CPEJICTB, MPEACTABISAIOIINMH TaAKHE CBEACHMS, CAMOCTOSATEIIBHO.

B cinyuae BbIOOpa mpsiMOro mopsaka IMPEACTaBICHUS CBEIEHUN MpPH BBO3E JIEKAPCTBEHHBIX
npenapatoB B Poccuiickyto ®enepamuio cyObeKT oOpaiieHusi JEKapCTBEHHBIX CPEACTB, SBIISIONIANUCS
JepKaTeseM WIH BIaJEIbLEM PETUCTPALMOHHOTIO YAOCTOBEPEHMS, WIIM IIPEICTABUTEIBCTBO HMHOCTPAHHOMN
opranu3anuu Ha Ttepputopun Poccuiickoit ®enepanuu, SBISIIOMICHCS AEp)KATeNIeM WM BIIaJIEIbLIEM
PETUCTPAIIIOHHOTO YIOCTOBEpPEeHMs, B TeueHue 45 pabouux IHEH C AaThl OTTPY3KH JIEKapCTBEHHBIX
npenapaToB B Poccuiickyto denepannio 10 T0CTaBKHU JIEKAPCTBEHHBIX MIPENapaToB B MECTO MPHUOBITHUS Ha
tepputopuu Poccuiickoit denepaiuym U nNpeacTaBiCeHUs] CBEACHUN O JaJIbHEUIIMX ONEpanusx ¢ TaKUMU
JIEKAPCTBEHHBIMM IIpenapaTaMH IPEACTaBIIAIOT B CUCTEMY MOHUTOPUHIA CBEJIEHUS, MPETyCMOTPEHHBIE
nynktom 4 npuioxenus N 3 k Hacrosmemy [losioxenuro.

[Ipu 3TOM CyOBEKT 00OpalleHus JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBIISIOMINNA BBO3 JIEKAPCTBEHHBIX
npernapaToB B Poccuiickyto @enepanuio, B TeUeHUe 5 pabounx JHEH ¢ JaThl JOCTaBKU JIEKAPCTBEHHBIX
IpernapaToB B MeCTO NpuObITHS Ha TeppuTopuu Poccuiickoit denepanuu U perucTpaiiv B CHUCTEME
MOHHUTOPHHIa CBeJIeHUN 00 OTrpy3ke JeKapCTBEHHBIX IpemapaTtoB B Poccuiickyro ®@expepanuio [0
MPEACTABICHUSI CBEICHUM O JaNbHEWIIMX ONepalusX € TAKUMU JIEKQPCTBEHHBIMHU IIpenapaTtaMu
MOATBEPKIa€T JOCTOBEPHOCTh CBEACHUM, COEPIKALIUXCS B CUCTEME MOHUTOPUHTA, IIyTEM IIPEICTABICHUS
CBEJICHUH B CHUCTEMY MOHHUTOPHUHIA, MPEIyCMOTPEHHBIX IMYHKTOM 7 mpuiokeHuss N 3 K Hacrosuemy
[Tomoxenutro.

B cnydae BpIOOpa 0OpaTHOrO TOpsAKA MPEACTABICHHUS CBEIECHUN MPH BBO3€ JIEKAPCTBEHHBIX
npemnapaToB B Poccuiickyro denepannio cyobeKT 0OpalieHus J1eKapCTBEHHBIX CPEJICTB, OCYILIECTBIISIOMIUN
BBO3 JIEKapPCTBEHHBIX MpenapatoB B Poccuiickyro deaepaliuio, B TeUeHHE 5 pabouux AHEH ¢ AaThl JOCTABKH
JIEKapCTBEHHBIX TpEnapaToB B MECTO MPHUOBITHS Ha Tepputopun Poccuiickoit depepaniyi WM AaThI
3aBepIICHUS arperupoBaHus (B CIydae OCYIECTBICHHS arperupoBaHus IEKAPCTBEHHBIX MPENapaToB Mociie
WX JIOCTaBKU B MECTO pUOBITHS Ha Tepputopun Poccuiickoit deneparuu) 10 MpencTaBiIeHUs CBEACHUN O
MPUHATUU PEIICHUS TaMO>KEHHBIMU OPraHaMU O BBIITYCKE JIEKAPCTBEHHBIX MPENapaToB Uil BHYTPEHHETO
MOTpeOJIeHNsT TPEACTaBIsSET B CHUCTEMY MOHUTOPUHTA CBEACHHUSA, MPEIYCMOTPEHHBIE ITYHKTOM 5
npwioxeHus N 3 k HacrosimeMy [lonoxenuto.

IIpu sTOM CyOBEKT OOpalieHus] JEeKapCTBEHHBIX CPEJCTB, SBISIONIUICS Jep)KaTeieM WIH
BJIQJIENIBIIEM PETUCTPAILMOHHOIO YIOCTOBEPEHUS, WIIM MPEACTABUTENHCTBO MHOCTPAHHOM OpraHu3aluy Ha
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Teppuropun Poccuiickot denepanuu, sBISIIOLICHCS AepKaTeeM WU BIAAEIbLEM PETHCTPALMOHHOIO
yIOCTOBEPEHUS, B TCUCHHE 5 pabo4MX JHEH C AaThl PETHCTPALMH B CHCTEME MOHUTOPHHIA CBEICHHN O
BBO3€ JIEKAPCTBEHHBIX ITpenapaToB B Poccuiickyro denepanuio 10 MpeacTaBiICHUs CBEICHUH O JalbHEUIIINX
omepausx C TaKMMHU JIEKAPCTBEHHBIMHU IIpernapaTaMd IOJITBEPXKJIAIOT JOCTOBEPHOCTh CBEICHUIA,
COJIepKalluXcsi B CUCTEME MOHMTOPUHIA, IIyTEM HPEJICTABICHUS CBEICHUM B CHUCTEMY MOHUTOPHUHIA,
IIpeyCMOTPEHHBIX 1TyHKTOM 7 puiioxkeHus N 3 k HacToswmemy [lonoxenuto.

Jo 1 wurons 2021 r. noaTBEpKACHUE JTOCTOBEPHOCTH CBEACHUMN, NPEICTABIAEMBIX B CHUCTEMY
MOHHUTOPHHIA IIPU BBO3€ JIEKAPCTBEHHBIX IpenapaToB B Pocculickyro @enepanuio, BIpaBe OCYIECTBIAT
CyObeKT oOOpalieHusi JIEKapCTBEHHBIX CpPEICTB, SBISIIOIIMICS — Jep)KaTeleM WU BIJEbIEeM
PErUCTPAIIMIOHHOTO YIOCTOBEPEHUS, UITH MPEACTAaBUTEIHCTBOM HHOCTPAHHOM OpraHu3aliy Ha TEPPUTOPUHN
Poccniickoit denepanuy, SABISAIOMIEHCS IepKaTeIEM WIN BJIAJIENbLIEM PETHCTPALIMOHHOTO YIOCTOBEPEHHS,
B COOTBETCTBUM C a03alleM IIECTHIM HACTOSIIEr0 MyHKTa WM ONEepaTop CHUCTEMbl MOHMTOPHMHIA IYTEM
MIPOBEPKU HAJIMYMSI B CUCTEME MOHUTOPUHTA 3apETUCTPUPOBAHHOTO HACHTU(DUKATOpa CyObEKTa 00palleHus
JIEKaPCTBEHHBIX CPEJICTB, ABJISAIOLIEIOCS Iep>KaTeIeM WIH BIIAJIENbIIEM PETUCTPALIMOHHOTO YAOCTOBEPEHNUS,
WY TPEICTaBUTENIbCTBA WHOCTPAHHOM oOpranmsauuum Ha Ttepputopun Poccuiickoin ®enepanmu,
SBIIAIOIIEHCS  JIep)KaTesieM WM BJAJeNblieM  PErucTPalMOHHOTO  YIAOCTOBEPEHMs, a  TakKkKe
3aperucTpUPOBAHHOTO KOJAa WACHTU(UKAIMM WIM KOoJa HJIECHTU(PHUKAIUU TPETUYHON (TpaHCHOPTHOMN)
YIaKOBKHU JIEKAPCTBEHHOIO Mpernapara, B KOTOPOl HaXOAMTCS 3TOT JIEKAPCTBEHHBIN mpenapar (B ciaydae
nepeaadr TPETHYHOU (TPaHCIIOPTHON) YIAKOBKH JIGKAPCTBEHHOTO Mperapata mneiaukom). [lo pesynbratam
TakOW TIPOBEPKH ONEpaTOp CHCTEMbl MOHHUTOPMHIAa C HCIHOJb30BaHMEM (YHKIMOHAIa CHUCTEMbI
MOHHUTOPHHIA OTMPABISET CYObEKTY OOpallleHHs JIEKapCTBEHHBIX CPEJACTB, paHEE OCYILECTBUBIIEMY
IIPEICTABICHUE B CHCTEMY MOHUTOPUHIA CBEICHHM O TNPEIBIAYIICH OIepalvd € JIEKapCTBEHHBIM
IIpenapaTroM, yBeJIOMJICHHE O MPEJCTABICHUN CBEACHUH B COOTBETCTBHM C a03alleM IISITHIM HACTOSILIETO
IIyHKTA C YKa3aHUEM CBEJCHMI, IPOBEPEHHBIX ONIEPATOPOM CHCTEMBI MOHUTOPHHTA.

IIpy MapkupoBKe YHNaKOBOK JIEKApCTBEHHBIX IIPENapaToB CpEACTBAMHM HACHTH(QUKALHUNA Ha
TaMOYKEHHOM CKJIaZie B COOTBETCTBMM C ab3alleM BTOpbIM IyHKTa 4 Hacrosmero Ilonmoxenus cyObekt
oOpalleHHs JIEKapCTBEHHBIX CPEICTB, SBISAIOIIMICS JepXkKaTeleM WIH BJIAJENbLEM pErucTparlioHHOTO
YIOCTOBEPEHHUs, WIM MPEACTaBUTEIbCTBO HMHOCTPAHHOM OpraHu3aluu Ha Tepputopun Poccuiickoin
Denepauuy, SIBISIIOIIEHCS JEPKATEIIEM WU BIAJENbLEM PErUCTPAMOHHOIO yIOCTOBEPEHMS], B TCUEHHUE 5
paOounx JHEW C JaThl 3aBEpIIEHHS MAPKUPOBKU YIAKOBOK JICKAPCTBEHHBIX IPENApaToB CpeICTBaAMU
UACHTU(GUKAIMY Ha TAMOXXECHHOM CKJIAJIe 10 IPECTABICHUS CBEICHUN O JaJbHEUIINX ONepalusix ¢ TAKUMU
JIEKapCTBCHHBIMU IIpernapaTaMy IPEICTaBISIIOT B CUCTEMY MOHHUTOPUHIA CBENCHUS, IIPEIyCMOTPEHHBIE
nyHkrom 4 npuioxenus N 3 k Hacrosmemy [losioxenuro.

IIpu 3ToM CcyOBEKT OOpalleHHsl JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTBUBILUI BBO3 JIEKApPCTBEHHBIX
npemnaparoB B Poccuiickyto denepanuio, B TeueHue 5 pabouMx JIHEH C JaThl perucTpalyv B CUCTEME
MOHUTOPHUHIA CBEIEHUH, MPEIYCMOTPEHHBIX a03alleM BOCHMbIM HACTOSILEro IMyHKTA, O MPEICTABICHUS
CBEICHMH O JAJIBHEHIIMX ONEpPalMAX C TAaKUMHU JIEKAPCTBEHHBIMM IIpenaparaMd IOATBEP)KIAAcT
JOCTOBEPHOCTb CBEICHMI, CONEPXKAIIMXCS B CUCTEME MOHUTOPHUHIA, IIyTE€M IIPEICTABIICHUS CBEICHUN B
CUCTEMY MOHUTOPHHIA, IPENYCMOTPEHHBIX ITyHKTOM 7 puiiokeHus N 3 k HactosieMy [lonoxenuro.

Jo 1 wmronms 2021 1. mpy MapKUpOBKE YIIAKOBOK JIEKAPCTBEHHBIX IPENApaToOB CPEACTBAMHU
UACHTUGHUKAIIMM Ha TaMOXXEHHOM CKJIaZile B COOTBETCTBMM C a03alleM BTOPBIM IMyHKTa 4 HACTOSIIETO
[lonoxeHus mpencTaBleHUE B CUCTEMY MOHUTOPUHIA CBEIEHUN B COOTBETCTBHM C a03alleM BOCHMBIM
HACTOSIIIET0 TyHKTA BIIPABE OCYIIECTBIATh CyOBEKT 00pallleHns J€KapCTBEHHBIX CPEJCTB, OCYILECTBUBIINN
BBO3 JIEKAPCTBEHHBIX IpenapaToB B Poccuiickyro ®enepanuio, U MOATBEPKACHUE UX IJOCTOBEPHOCTH
BIIPAaBE€ OCYILECTBIATh ONEpPATOpP CHUCTEMbl MOHMTOPHMHIa IIyT€M IIPOBEPKH HAIMUYUSA B CUCTEME
MOHUTOPHUHTA 3aPETUCTPUPOBAHHOTO HACHTHU(HUKATOpa CyObeKTa OOpalieHHs JIEKapCTBEHHBIX CPE/CTB,
SBJIAIOILErOCS JIEp/KaTeNeM UIIU BJIaJENblEM PErMCTPAllMOHHOTO YAOCTOBEPEHHUS, NN MPEACTaBUTEILCTBA
MHOCTPAaHHOW opranusauuu Ha teppuropun Poccuiickoir denepanuu, sABIAIOLICHCS AepiKaTeaeM WU
BJIQJICNIBLIEM PErMCTPALMOHHOTO yJOCTOBEPEHHs, a TAaKXKe 3aperuCTPUPOBAHHOIO KOJa MAECHTH(PUKALUU
WIN KOJa UIEHTU(PUKALNN TPETUUYHOM (TPaHCHOPTHOM) YIIaKOBKH JIEKAPCTBEHHOIO Mpernapara, B KOTOpon
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HAXOJUTCSl 3TOT JIEKAPCTBEHHBIM Ipenapar (B ciydae Mepefayd TPETUYHON (TpaHCHOPTHOW) yHNAaKOBKHU
JIEKapCTBEHHOTI'O Mpenapara 1eaukom). Ilo pesynbpraraMm Takoil IpoBEpKU ONEPATOP CUCTEMbl MOHUTOPUHIA
C WCIOJB30BAaHMEM (YHKIIMOHAIA CHCTEMbl MOHUTOPHHIA OTIPABISIET CyObEKTy oOpalieHus
JIEKapCTBEHHBIX CPE/CTB, paHEe OCYIIECTBUBIIEMY IPEJCTABIEHUE B CUCTEMY MOHUTOPHUHIA CBEACHUMN O
IpebIAyIel ONepauu C JIEKApCTBEHHBIM IIpErnapaTroM, YBEIOMJIEHHE O MPEICTABICHUU CBEIECHUH C
YKa3aHUEM CBEJICHHM, IPOBEPEHHBIX ONIEPATOPOM CHCTEMbI MOHUTOPHUHTA.

[lonoxenust ab3aleB ceIbMOr0 W JIECATOrO HACTOSALIEr0 IyHKTa HE paclpOCTPaHSAIOTCA Ha
JIEKapCTBEHHBIE TpenapaThl, IpeIHa3HaueHHbIE s OOeCleYeHHus JIMI, OOJIbHBIX TeMOQIIHEH,
MYKOBHCIIUI030M, THIIO(HU3APHBIM HAaHIU3MOM, 00Je3HbI0 ['o111e, 3110KaueCTBEHHBIMUA HOBOOOPa30BaHHSIMH
TUM(GOUIHOM, KPOBETBOPHOM M POJCTBEHHBIX UM TKAaHEW, PACCESIHHBIM CKJIEPO30M, TI'€MOJIMTHUKO-
YPEMUYECKUM CUHAPOMOM, FOHOIIECKUM apTPUTOM C CUCTEMHBIM HadyajioM, MyKonojucaxapuaosom I, I u
VI tunos, amnacTuueckoi aHeMUEH HEYTOUYHEHHOM, HAacJeICTBEHHbIM JepuuuToM (akropos 11
(¢pubpunorena), VII (nadbunsHoro), X (Ctroapra - [Ipayspa), 111l nocie TpaHCIJIaHTALUKA OPTaHOB U (UJIN)
TKaHEH.

[Ipn coBepiIeHHH TaMOXKEHHBIX OIEpalMil MPU TaMOXKEHHOM JEKJIApUPOBAHUU U MOMEIIEHUH
JIEKapCTBEHHBIX IPENapaTroB IOJ TAMOXEHHYIO IPOLENypy BBIMYCKa JUIsi BHYTPEHHEro MOTpeOeHus
TaMO>KEHHBIN OpraH:

3ampamuBaeT B CHCTEME MOHMTOPUHIA CBEICHHMS O KoJe WAECHTU(UKALUA WIH KOJe
UJCHTU(PUKAIIMN TPETUYHON (TPaHCIIOPTHOM) YIIaKOBKHU JIEKAPCTBEHHOTO MIpernapara, B KOTOPOi HaXx0UTCs
TaKoM JIEKapCTBEHHBIN Mpenapar (B cilydyae BBO3a TPETHUUHOM (TPaHCHIOPTHOMN) YIIaKOBKHU JIEKAPCTBEHHOTO
npernapaTa eJIUKOM), Ul OCYIIECTBIIEHUSI CBEPKU C TaHHBIMHU, YKa3aHHBIMU B JIEKJIapallii Ha TOBaphbI;

mo 1 d¢espamst 2021 r. B ciaydae HENOCTYIUIGHWS B ENWHYIO aBTOMaTHM3WPOBAHHYIO CHCTEMY
TaMOKEHHBIX OPTaHOB 3allpalllMBAa€MbIX B CHCTEME MOHUTOPHUHIA CBEJEHUN O KOJE WJICHTU(DUKALUKN WU
KOZ€ MACHTU(GHUKALMMU TPETUYHOW (TPaHCIOPTHOM) yNAKOBKM JIEKAPCTBEHHOIO IIpernapara, B KOTOPOH
HaxOJIUTCA TaKOW JIEKapCTBEHHBIM mperapaT (B cliydae BBO3a TPETUYHOW (TPAaHCIOPTHOM) YITaKOBKH
JIEKapCTBEHHOI'0 IpernapaTa LEJIUKOM), B TEUEHHE 2 4acoB pabodyero BPEeMEHH TaMOKEHHOT'O OpraHa ¢
MOMEHTA HAIIPaBJIIEHHUs COOTBETCTBYIOILEIO 3aIpoca, CBEPKA C JaHHBIMHU, YKa3aHHBIMU B JIEKJIapaluy Ha
TOBapbl, HE IPOU3BOAUTCA. [Ipy TOM OTCYTCTBHE TaKOM CBEPKH HE SBJISIETCS MPENATCTBUEM AJIs1 BBITYCKA
11l BHYTPEHHETO MOTPeOICHUsI JIEKAPCTBEHHBIX MPENaparos;

nepeaeT B CHUCTEMY MOHMTOPUHIA JaHHBIE O BBIIYCKE JUISI BHYTPEHHEro MNOTpeOIeHUs
JIEKapCTBEHHBIX IIPENapaToB.

IIpu BHECeHNH U3MEHEHUH B CBEICHUS, YKa3aHHbIE B JICKJIapallii Ha TOBAPHI, B TeUeHUe 5 pabounx
JHEW IOCJIe BHECEHMsI M3MEHEHHH B JIEKJIApaldI0 HA TOBAapbl TAMOXKECHHBINA OpraH IEepefacT B CUCTEMY
MOHHUTOPHHIa CKOPPEKTUPOBAHHBIE JTaHHBIE O JIEKAPCTBEHHOM IIpernapare.

IIpu nepenave npaB cOOCTBEHHOCTH B 30HE TAMOXKEHHOTO KOHTPOJISI Ha JIEKAPCTBEHHBIE Mpenaparsl,
IIOMELIEHHBIE NOJI TAMOKEHHYIO IPOLIEYPY TaMOXKEHHOTO CKJaJla, CyObeKT oOpalleHHs JeKapCTBEHHbBIX
CPEICTB, OCYILLECTBIIAIOLINI BBO3 JIEKaPCTBEHHBIX NpenapartoB B Poccuiickyro denepannro, B Te4eHUE 5
pabouux JHEH ¢ JaTbl 0popMIIEHHS COOTBETCTBYIOIUX JOKYMEHTOB O Iepesiaye MpaBa cOOCTBEHHOCTH Ha
JIEKapCTBEHHbIE IIPENapaTsl 10 MPEICTaBICHUs CBEIEHUN O NAJIbHEUIINX ONEPaLUAX C JIEKAPCTBEHHBIMU
IpernapaTaMi IpPEICTABJIAET B CHCTEMY MOHHUTOPHUHIA CBEAEHHUSA, IPEILyCMOTPEHHBIE IIYHKTOM 0O
npwioxeHus N 3 k HacrosimeMy [lonoxkenuto.

ITpu 3TOM CyOBEKT 0OpaleHus JIEKapCTBEHHBIX CPEJICTB, KOTOPOMY OCYIIECTBJIEHA Nepeiaya npaB
COOCTBEHHOCTH Ha JICKapCTBEHHBIN MpenapaT, MOMEIEHHbIH M0/ TAMOKEHHYIO MPOLEyPY TaMOXXEHHOTO
CKJIaJia, B Te4eHUe 5 pabouux aHel ¢ 1aTbl 0(OpMIICHHS COOTBETCTBYIOLINX IOKYMEHTOB O Iepeiaue npana
COOCTBEHHOCTH Ha JIEKApCTBEHHBIM MpenapaT M PErucTpaluyd B CUCTEME MOHHMTOPUHIA CBEICHUN O
NEpPEIaHHBIX JIEKAPCTBEHHBIX Npenaparax A0 IPEJICTaBICHUs CBEICHUN O NalbHEMIIMX ONEpaLUsiX C
JIEKapCTBEHHBIMU IIpenapaTaMy IOATBEPXKAAET JOCTOBEPHOCTb CBEJIEHUM, COJAEP)KALUXCA B CHCTEME
MOHHUTOPHHIA, O IPUHUMAEMBIX JIEKAPCTBEHHBIX Npenaparax IyTeM MpeACTaBICHUs CBEACHUN B CUCTEMY
MOHHUTOPHHIA, IPEAYCMOTPEHHBIX ITYHKTOM 7 npuiiokeHus N 3 k HacroseMy [lonoxenuto.

IIpy mnepemelieHnn JIEKApCTBEHHBIX IIPENapaToB MEXJIy 30HaMU TaMOKEHHOTO KOHTpOJI,

19.07.2024 Cucrema '’APAHT 27177



[ocranonenue IpaBurenscrBa P® ot 14 nexabpst 2018 r. N 1556 "O6 yrBepxnennu [lonoxxenus o cucreme. ..

OCYILIECTBIISIEMOM TIOCJ€ MPUOBITUS JIEKAPCTBEHHBIX IPENapaToB B MECTO JOCTaBKH, OIPEIECICHHOE
CyOBEeKTOM 00parieHus JEeKapCTBEHHBIX CPEJICTB, OCYIIECTBIISIONIUM BBO3 JICKAPCTBEHHBIX MPEMapaToB B
Poccuiickyro ®enepariuio, B MeXIyHApOAHBIX TOBAPHO-TPAHCHOPTHBIX JOKYMEHTaX, CYOBEKT 0OpaleHus
JIEKapCTBEHHBIX CPEJICTB, OCYILIECTBISAIONINI BBO3 JIEKAPCTBEHHBIX ITpenapaToB B Poccuiickyro denepannio,
W CyOBEKT oOpalmieHusi JIeKapCTBEHHBIX CPEICTB, KOTOPOMY OCYIIECTBJICHA Ieperada IpaB
COOCTBEHHOCTH Ha JICKApPCTBEHHBIN IpenapaT, IMOMEIEHHBII 0] TAMOXKEHHYIO MTPOIETypy TaMOKEHHOTO
CKJlaza, B TeuyeHue 5 pabouux JHEW C JaTbl TAaKOTO IEpPEMEIIEHUS 1O MPEJCTABICHUS CBEIEHHUI O
JaJIbHENIINX ONepalsaX C JIEKAPCTBEHHBIM IIPENapaToM MPEeACTaBIIseT B CHCTEMY MOHUTOPUHIA CBEJICHUS,
IIpeyCMOTpEHHbIE TYHKTOM 8 npuiiokeHus N 3 k HacToseMy [lonoxenuro.

AGzan yrpatun cuiy ¢ 1 mapta 2024 1. - [locranosnenne IlpaBurensctBa Poccun ot 24 mapra
2023 r. N 468

Wnpopmanus 06 H3MEHEHUSX:

CMm. npedvioywyro pedaxkyuro

[Ipu mepemMernieHUy JIEKApPCTBEHHBIX MPENApaTOB M3 30HBI TAMOXKEHHOTO KOHTPOJIS CyOBEKT
oOpalieHus JeKapCTBEHHBIX CPEJCTB, OCYIIECTBIISIIONINNA BBO3 JICKAPCTBEHHBIX MpenapaTtoB B Poccuiickyro
Oenepanuio, Wi CyObEKT 0OpallleHus JIEeKapCTBEHHBIX CPEACTB, KOTOPOMY OCYIIECTBIICHA Mepeiada mpas
COOCTBEHHOCTH Ha JICKaPCTBEHHBIE TIPETapaThl, MOMEIIEHHBIE 10T TAMOXKEHHYIO TIPOIIEIYPY TAMOKEHHOTO
CKJIajia, B TeUeHHE 5 pabovymX JHEH C IaThl MPUEMKH JIEKAPCTBEHHBIX MpenapaToB Ha (hapMarieBTHIECKHI
CKJIaJ] ¥ 3aBEPIICHUSI TAMOXXEHHOM IMPOIIEAyphl BBIMMYCKa TOBapa I BHYTPEHHETO MOTPeOIeHUs (WU C
JaThl PEIICHHS O BBIMTYCKE JIEKAPCTBEHHBIX IMPENapaToB Il BHYTPEHHETO MOTPEOJICHUS, TPHHITOTO
TaMOXXEHHBIMU OpraHaMH) 10 TPEACTABJICHHS CBEICHUM O NATbHEWIIHUX OINEpaIusix C JCKapCTBEHHBIMHU
npernapaTamMy MpeACTaBIsieT B CHCTEMY MOHHMTOPHHIA CBEICHHs, MpeIycCMOTpeHHble MyHKkToM 10
npusioxenust N 3 k Hacrosmemy [lonoxenuro.

37!, Yrpatun cuny ¢ 1 cenrsiops 2023 r. - [locranossenue IpaBuTenscTsa Poccun ot 24 mapra
2023 r. N 468

Wudopmarys 00 M3MEHEHUX:
Cm. npedvioywyro pedaxyuro

Ilynkm 38 usmenen ¢ 3 nosiopsa 2020 a. - [locmanoenenue Ilpasumenvcmea Poccuu om 2 nosopsa 2020 a.
N 1779

H3menenus pacnpocmpansaiomces Ha npasoomuouierus, sosnuxuiue ¢ 1 urona 2020 e.

Cm. npedvioywyro pedaxkyuro

38. IIpu BBO3€ JieKapCTBEHHBIX MpenapatoB B Poccuiickyro denepannio U3 rocyapctB - 4JiCHOB
EBpa3uiickoro 3KOHOMHUYECKOTO COK03a JOIYCKAETCS MPEACTAaBICHUE CBEACHUI B CUCTEMY MOHUTOPUHIA
CyObeKTOM oOOpallleHusi JIeKapCTBEHHBIX CPEACTB, OCYIIECTBISAIOIMIUM OTIPY3KY JIEKapCTBEHHBIX
npemnapaToB B Poccuiickyro ®enepanuio (anee - NpsSMol MOPAIOK MPEJCTaBICHUs CBEICHUM MPH BBO3E
JIeKapCTBEHHBIX npenaparoB B Poccuiickyto ®enepanuio u3 rocyaapcts - wieHOB EBpasmiickoro
SKOHOMHMYECKOTO COI03a), WM CYOBEKTOM OOpalleHHs] JIEKapCTBEHHBIX CPEICTB, OCYLIECTBISIIOIIUM
IpUEMKY Ha (papMaleBTUUECKUI CKJIaJ] JIEKapCTBEHHBIX IpernaparoB Ha Teppuropun Poccuiickoi
®enepanuu (1anee - oOpaTHbINA MOPSIOK MPEICTABICHUS CBEICHUI IPU BBO3€ JIEKAPCTBEHHBIX MPENapaToB
B Poccuiickyro denepaiuio U3 rocyaapcts - uieHOB EBpa3niickoro 3KOHOMHUYECKOTO COI03a).

Pemenue o BbpIOOpe MpsSMOro MOpsJIKAa IMPEJICTABICHHUs CBEIEHUM NpU BBO3€ JIEKApCTBEHHBIX
npenaparos B Poccuiickyro denepannio U3 rocyaapcTs - 4jieHOB EBpasuiickoro dKOHOMHYECKOIO COX03a
1100 0OpaTHOTO MOPSIJIKA MPEJICTABICHHSI CBEICHUI TPU BBO3€ JIEKAPCTBEHHBIX IIpenapaToB B Poccuiickyto
denepanyio U3 rocyaapcTB - 4WieHOB EBpa3uiickoro 3KOHOMHYECKOTO COI03a MPUHUMAETCS CyObEeKTaMHU
oOpaleHNs JIeKapCTBEHHBIX CPEJICTB, MPEACTABIISIONIMMU TaKHe CBEJCHHUS, CAMOCTOSITEIHHO.

B cnyusae BbIOOpa mpsMOro MOpsKa NPEACTABICHUS CBEJCHUH NpPU BBO3E JIEKAPCTBEHHBIX
npenaparoB B Poccuiickyro denepanuio U3 rocyaapers - 4ieHOB EBpasuiicKOro SdKOHOMHYECKOIO COX03a
CyObeKT oOpalleHuss JIeKapCTBEHHBIX CpPEICTB, SBIAIOLIMICA JAep)KaTelieM WM  BJaJelibleM
PEruCTPallMOHHOIO yIOCTOBEPEHUS, WIH MIPEACTABUTEIBCTBO HHOCTPAHHONW OPraHU3alui Ha TEPPUTOPUHN
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Poccniickoit denepanuy, ABISIOMIEHCS AepKaTeJIeM WIN BJIAJIEIbLUEM PETUCTPALIMOHHOTO YIOCTOBEPEHHS,
B TeUeHHE 5 pabouux JHEH ¢ JaThl OTIPY3KHU JIEKAPCTBEHHBIX MpenapatoB B Poccuiickyro Penepanuio u3
roCyAapcTB - WICHOB EBpa3niiCKOro 3KOHOMMYECKOI0 CO03a A0 NPEACTABICHUSA CBEICHUN O NaJbHEHIINX
omnepanusax ¢ TAKUMH JIEKAPCTBEHHBIMU NpenapaTtaMy MPEeCTaBIIsAIOT B CUCTEMY MOHUTOPUHIA CBEJCHUS,
npenycMoTpeHHsle nynkrom |1 npunoxenus N 3 k Hactosemy [lonoxenuto.

IIpu »>TOM CyOBEKT OOpallleHusl JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBISAIOIIMNA NPUEMKY Ha
(bapMareBTHUECKII CKJIaJ JIEKAPCTBEHHBIX IIperapaTtoB Ha Tepputopuu Poccuiickoit deneparnym, B
Te4eHHue 5 pabouymx AHEH C JaThl MPUEMKH JIEKAPCTBEHHBIX IPEMapaToB M PETUCTPALUH B CHUCTEME
MOHHUTOPHHIA CBEJIEHUN 00 OTrpy3Ke JIEKapCTBEHHBbIX mpenaparoB B Poccuiickyto ®enepauuio u3
roCyAapcCTB - WIEHOB EBpa3niicKOro ")KOHOMHYECKOTO CO03a A0 MPEJACTaBICHUS CBEACHUMN O JAIbHEUIIINX
omepanusax ¢ TaKUMHU JIEKapCTBEHHBIMM IIpenaparaMM IOJATBEPXKAAECT JTOCTOBEPHOCTb CBEJEHUH,
COJIepKalIuXcsi B CHUCTEME MOHMTOPHHIA, IIyTEM MPEJICTaBICHUS CBEACHUM B CHUCTEMY MOHUTOPHUHIA,
Mpe1yCMOTPEHHBIX MyHKTOM 7 puiioxkeHus N 3 k HacTosmemy [lonoxenuro.

B cnydae BbIOOpa 0oOpaTHOro mopsiaKa IMpEACTaBICHUS CBEIEHUN IpPU BBO3€ JIEKAPCTBEHHBIX
npenaparoB B Poccuiickyro denepanuo U3 rocyiapeTB - 4iI€HOB EBpasuiiCKOro 3KOHOMHYECKOTO CO03a
CyOBEeKT 00palleHUs JIEKApCTBEHHBIX CPEJICTB, OCYLIECTBIISIIOMINMI IPUEMKY Ha (papMalieBTUUECKHUM CKIIaja
JIEKApCTBEHHBIX IpenaparoB Ha Teppuropun Poccuiickoir ®Penepaumn npu BBo3e B Poccuiickyro
deaepanuio U3 rocyAapcTB - WieHOB EBpazniickoro S3KOHOMHUYECKOTO COI03a, B TE€UEHHUE 5 pabounx JHEH C
JaThl MPUEMKH JIEKapCTBEHHBIX IpPErapaToB 10 MPEJCTABICHUS CBEACHUN O MaJbHEHUIIMX OIepalusx
TaKUMM  JIEKAPCTBEHHBIMU IIperapaTaMM TpPEJICTaBiIsieT B CHUCTEMY MOHUTOPUHIA  CBEJCHUS,
peAycMOTpeHHbIe MyHKTOM |2 mpuitokenus N 3 k HactosieMy llosoxenuto.

IIpu 3TOM CyOBEKT OOpalleHusi JIEKapCTBEHHBIX CPEACTB, SIBIAIOLIUIICA JAepiKaTelleM WM
BIIZICIIBLIEM PETMCTPALMOHHOIO YAOCTOBEPEHUS, WU NPEACTABUTEILCTBO HHOCTPAHHON OPraHU3ALN Ha
tepputopun Poccuiickoit denepanuu, SBISIOMICHCS AEpXKATEIeM WIH BIIAEIbIEM PETHUCTPALMOHHOTO
yIIOCTOBEPEHUS], B T€UeHHE 5 pabouux JHEW ¢ JaThl PErHMCTpallid B CUCTEME MOHUTOPHHIA CBEIECHUM O
npueMkKe Ha (QapMaleBTHYCCKUN CKJIaJ JIGKQpCTBEHHBIX IMpernapaToB Ha Tepputopuu Poccuiickoit
@Denepauuy 10 MPEACTABICHMS CBEIECHUM O JAIBHEWIINX OIEpalUsAX € TaKUMHU JIEKAPCTBEHHBIMU
IpenapaTamMy MOATBEPKAAI0T JOCTOBEPHOCTh CBENCHUM, COAECPKAIIUXCA B CUCTEME MOHUTOPUHTA, ITyTEM
IIPEJICTABJICHNS CBEICHUN B CUCTEMY MOHUTOPHUHIA, NPEAYCMOTPEHHBIX ITYHKTOM 7 mpunoxeHus N 3 k
HacTosemy Ilonoxenuro.

Ho 1 wurons 2021 r. noaATBepKA€HUE JTOCTOBEPHOCTU CBEICHUH, MPEACTABISIEMBIX B CHCTEMY
MOHHUTOPHHIA IIPA BBO3€ JIEKAPCTBEHHBIX IIpenapaToB B Pocculickyro denepannio U3 rocyjapcTs - YWICHOB
EBpa3uiickoro SKOHOMHYECKOTO COI03a, BIIPaBE€ OCYLIECTBIATh CYOBEKT OOpalleHHs JeKapCTBEHHBIX
CPEICTB, SBJIAIOIIMINCSA JAEp)KATEIEM WM BIAJENbLEM PErMCTPAllMOHHOIO YIOCTOBEPEHUS, WIH
IIPEICTAaBUTENBCTBOM MHOCTPAaHHOM OpraHu3anuu Ha tepputopuu Poccuiickoit @enepanui, sBIsIOLIeHcs
Jiep>KaTesieM WU BIIaJIeNbLieM PeruCTPAlMOHHOIO YAOCTOBEPEHHUS, B COOTBETCTBUM € a03alleM LIECThIM
HACTOSIILEr0 IyHKTa WIM ONEpaTop CUCTEMBbl MOHUTOPUHIA IIyTEM IPOBEPKU HAIUYHUS B CUCTEME
MOHUTOPHUHIA 3aPETUCTPUPOBAHHOTO HACHTU(HUKATOpa CyObeKTa OOpalleHHs JIEKapCTBEHHBIX CPEACTB,
SBJIAIOILErOCs IepKaTeNIeM UiIU BJIaJENbLEM PErMCTPAllMOHHOTO YAOCTOBEPEHHUS, NN NPEICTaBUTEIbCTBA
MHOCTPAaHHOW oOpraHusauuu Ha teppuropuu Poccuiickon ®enepauuu, SABIAIOLIECHCS AEpXKATEIEM WIH
BJIQJIENIbLIEM PErMCTPALMOHHOTO YIOCTOBEPEHMsI, @ TaKXKe€ 3aperuCcTPUPOBAHHOIO KOJa MAECHTH()UKALUU
WIN KOJia UIEHTU(PUKALNU TPETUUHOM (TPaHCHOPTHOM) YIIaKOBKU JIEKAPCTBEHHOI'O Ipenapara, B KOTOPOil
HaXOJIUTCSl 3TOT JIEKAPCTBEHHBIM mpemnapar (B ciaydae mepeiayd TPEeTHYHOH (TpaHCHOPTHOM) ymakOBKU
JIEKapCTBEHHOT O Ipernapara eiaukom). Io pesynbpraTtam Takoil mpoBepKu onepaTop CHCTEMbl MOHUTOPUHTA
C HCIOJB30BaHMEM (YHKIMOHANAa CHCTEMbl MOHUTOPHHIA OTIPABISAET CYOBEKTYy OOpaleHHs
JIEKapCTBEHHBIX CPEJCTB, paHEE OCYIIECTBUBLIEMY MPEJCTABIECHNUE B CUCTEMY MOHUTOPHHIA CBEJCHUH O
MIpPEABIAYIIEN ONepauu € JIEKApCTBEHHBIM IIPENapaToM, YBEIOMJIEHHE O IPEACTABICHUU CBEJICHUN B
COOTBETCTBUU C a03alleM IThIM HACTOSIIErO MyHKTa, C YKa3aHUEM CBEJCHUH, TPOBEPEHHBIX ONEPATOPOM
CUCTEMBI MOHUTOPHHTA.

[Tonoxxenust a03ara ceJbMOr0 HACTOSIEro IMYHKTa HE PaclpOoCTPaHSIOTCS Ha JIEKapCTBEHHBIE
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npernaparsl, NpeAHa3HAYeHHBIE i1 oOecreueHust JuI, OOJIbHBIX TreMo(uiInel, MyKOBHCLUHUIO30M,
runou3apHeIM HaHU3MOM, O00Je3HbIO lomie, 3710Ka4eCTBEHHBIMH HOBOOOpa30BaHUAMHU JMM(OUTHOM,
KPOBETBOPHOM U pPOJCTBEHHBIX WM TKAaHEH, pacCesHHbIM CKJIEPO30M, TI'€MOJIMTUKO-YPEMUYECKUM
CHUHJIPOMOM, IOHOILIECKMM APTPUTOM C CHCTEMHBIM HadajaoMm, Mykomnojmcaxapuao3om I, II u VI Tunos,
arIaCTUYeCKOW aHeMHUeW HEYTOYHEHHOMW, HacleACTBEHHBIM neduiurom ¢akropos Il (pubpunorena), VII
(nmabmreHOTO), X (CTroapTa - [Ipayspa), muIl mocie TpaHCILIaHTAIIMA OPTaHOB U (WJIN) TKaHEH.

38!, Yrparun cuny ¢ 1 cenrsiops 2023 r. - [locranossenue IpaButenbctsa Poccun ot 24 mapra
2023 r. N 468

Wupopmanus 06 H3MEHEHUSX:
CMm. npedvioywyro pedaxyuro

Ilynkm 39 usmenen ¢ 31 mapma 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 20 mapma
2020 2. N 311

CMm. npedvioywyro pedaxkyuro
39. Caenenus, npejacraBisieMble CyObeKTaMU OOpallleHusl JEKapCTBEHHBIX CPEJICTB B CUCTEMY
MOHHUTOPHHIA MPU OCYLIECTBICHUH ONEpaliii C TPETUYHON (TPaHCHIOPTHOM) YIAaKOBKOW JIEKApCTBEHHOTO
rpenapara, IpyuBeIeHbI B IpritoxkeHnn N 5.

Uudopmanus 06 M3MEHEHUX:

Ilynkm 40 uzmenen ¢ 1 cenmsaops 2023 . - [locmanosnenue Ilpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

CMm. npedvioywyro pedaKyuro

40. Ilpu oOCYIIECTBICHUM AarperupoBaHUs JICKAPCTBEHHBIX MPENapaToB, HMEIONIUX OJIMH
rI00aNTBHBIN UCHTH(DUKAITMOHHBIM HOMEP TOPTrOBOM €IMHUIIBI M OJMH HOMEpP MPOU3BOJICTBEHHOU CEPHH,
CyOBeKT oOpalieHusl JIEKapCTBEHHBIX CPEJICTB HAHOCUT HAa TPETUYHYIO (TPAHCIOPTHYIO) VIIAKOBKY
JIEKapCTBEHHOI'O Tperapara KoJ UACHTU(UKAIMKA TPETUYHOHN (TPaHCIOPTHOM) YIAaKOBKH JEKapCTBEHHOTO
npenapara u npeACcTaBiIseT B CACTEMY MOHUTOPHHTA CBEACHHUS, TPEAYCMOTPEHHBIC ITYHKTOM | TIPHIIOKEHUS
N 5 k nacrosmemy IlonokeHuto, 10 MpeNCTaBICHUS CBEACHUNW O AAIbHEHUIIMX OINEpalMsX C TaKUM
JIEKapCTBEHHBIM IIPENapaToM.

Wudopmarys 06 M3MEHEHUX:

Ilynkm 41 uzmenen c 31 urona 2020 e. - [locmarnosnenue [Ipasumenscmea Poccuu om 21 utons 2020 . N
1079

Cm. npedvioywyro pedaxkyuro

41. Tlpu pachopMHpPOBaHUU TPETUYHOHN (TPAHCIOPTHOI) YHAKOBKH JIEKAPCTBEHHOI'O Tpernapara,
U3BATHH JICKAPCTBEHHBIX IMPEMapaToB M3 TPETUYHON (TPAHCIIOPTHOMN) YIIAKOBKHU JIEKAPCTBEHHOTO
npernapara, JOTIOJHUTSIIEHOM BIIOKEHHH JICKAPCTBEHHBIX IPENapaToB B TPETUYHYIO (TPAHCIIOPTHYIO)
YIaKOBKY JICKAPCTBEHHOIO Ipernapara CyObeKT OOpallleHHUs JIGKAPCTBEHHBIX CPEICTB TPEJICTABISICT B
CHCTEMY MOHUTOPHHIA CBEJICHUS, MPEAYCMOTPEHHbBIE NMyHKTaMu 2 - 4 mpuiaoxeHus N 5 K HaCTOSIIIEMY
[TonoxeHuto, 10 TPEACTABICHUS CBEICHHHM O IaJbHEWIIMX OINEpalusX C TAKUMHU JIEKAPCTBEHHBIMU
npernapaTamMy WU TPETUYHOH (TPaHCIIOPTHOI) YITaKOBKOM JIEKapCTBEHHOTO MIpernapara.

42. CseneHus, mpejacTaBlsieMble CyObeKTaMu OOpalleHHs JEKapCTBEHHBIX CPEACTB B CHUCTEMY
MOHHUTOPHHTA MPU 000pPOTE U BHYTPEHHEM MEpEeMEeNIeHUH JEKapCTBEHHBIX MpernapaTroB, NMPUBEICHHI B
npuiioxeHuu N 6.

Wudopmariys 06 U3MEHEHUSIX:

Ilynkm 43 usmenen ¢ 31 mapma 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 20 mapma
20202 N 311

Cm. npeodvloyuyio peoaKyuro
43. CyObekT oOpamieHuss JEKapCTBEHHBIX CPEJACTB, OCYIIECTBISIOMIUNA  TEpeMelIeHHe
JIEKapCTBEHHBIX MPEMapaToOB MEXK Iy aApecaMu MECT OCYIIIECTBICHUS ASSITETbHOCTH COTJIACHO JIMIIEH3UH (C
y4ETOM TaKHX BUAOB ACATEILHOCTH, KaK MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB, (apMarieBTHdecKas
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JEATeNbHOCTh M JICTEIBHOCTh MO 000OpOTY HAPKOTHYECKHX CPEACTB, MCHUXOTPOIHBIX BEIIECTB M HX
MPEKYPCOPOB, KyIbTUBUPOBAHUIO HAPKOCOACPIKALIUX PACTCHHI) U (MIIH) (hapMaleBTUIECKUMH CKJIQJaMH,
B Te4yeHHe 5 paboumx aHEH ¢ (aKTHUECKOW JaThl TEepeMElIeHHs JIEKapCTBEHHBIX IpEnapaToB JI0
NIPEACTABICHUS CBEICHHM O JAIbHEWIIMX OIEpalMsIX C TAKUMH JIEKQPCTBEHHBIMH IIpenapaTaMu
MIPEJICTaBISIET B CUCTEMY MOHMUTOPUHIA CBEICHMS, MPEAYCMOTpPEHHbIE INMyHKTOM | mpunoxeHus N 6 k
Hacrosuemy [lonoxenuro.

Wupopmanus 06 H3MEHEHUSX:

Ilynkm 44 usmenen ¢ 9 urons 2024 2. - [locmanosnenue Ilpasumenscmea Poccuu om 6 uwons 2024 2. N
922

CMm. npedvioyuyro pedaKyuio

44. Tlpu nepenaye JEKapCTBEHHBIX MPEMapaToOB MEXAY CYObeKTaMU OOpalleHHs JEKapCTBEHHBIX
CPEICTB JOIyCKaeTcs TMpeACTaBICHUE CBEACHUH B CHCTEMY MOHHUTOPHHra CyOBEKTOM OOpalieHus
JIEKapCTBEHHBIX CPEJICTB, OCYILECTBISIOUINM Iepeaady JIEKapCTBEHHBIX IpernapaTtoB (danee - MNpsAMOil
MOPSIIOK TIPEACTABICHUS CBEIEHUN INpPH 000pOTE JIEKAPCTBEHHBIX IPENapaToB), WM IPEACTaBICHUE
CBEJICHUI B CUCTEMY MOHUTOPUHIA CyOBEKTOM OOpaIleHMsl JIEKAPCTBEHHBIX CPEJCTB, OCYLIECTBIISIIOIINM
MIPUEMKY JIEKapCTBEHHBIX MpenaparoB (J1ajee - 00paTHBIN NOPSAIOK MPEeACTaBICHUS CBEACHUI py 000poTe
JIEKapCTBEHHBIX MPENaparoB), 3a UCKIOYEHUEM IPE/ICTaBICHHs CBEACHUN B CHCTEMY MOHUTOpPUHTA MpU
000poTe JIEKAPCTBEHHBIX MPENapaToB, BKIIOUEHHBIX B IEPEUYCHb JIEKAPCTBEHHBIX CPEACTB s
MEIUIIMHCKOTO TMPUMEHEHUs, TOJUIeKAIIUX MPEAMETHO-KOJIMUYECTBEHHOMY Y4YeTy, YTBEepKIAaeMbli
YIOJHOMOYEHHBIM (heIepalbHBIM OPraHOM HCHOJHHUTENLHON BJIACTH B COOTBETCTBUM CO CTaTheldl 58
depnepanpHoro 3aKoHa "OO0 0OpaIeHNuH JIEKapCTBEHHBIX CPEACTB", U OTIMYCKAEMBIX IO PEIIENTY Bpaya.

Pemenune o BbIOOpe MpsAMOTO MOpsAKA MPEICTABICHUS CBEIEHUN IpU 000pOTE JEKapCTBEHHBIX
npenapaToB 1100 0OpaTHOTO MOPsiAKa MPEICTaBICHUS CBEACHUIM TP 000pOTE JIEKApCTBEHHBIX MTPEMapaToB
MpUHUMAaeTcs CyObeKTaMH OOpalleHHs JIEKapCTBEHHBIX CPEACTB, MPEJCTABISIIOIIMMH TaKue CBEIEHUS,
CaMOCTOSITENIBHO.

[Ipu oGopoTe NeKapCTBEHHBIX MPENapaToB, BKIIOYEHHBIX B IEPEUCHB JIEKAPCTBEHHBIX CPEICTB AJIs
MEIUIIMHCKOTO MPUMEHEHUS, TMOJUIekKAIIUX IPEAMETHO-KOJIMUYECTBEHHOMY Y4YeTy, YTBEpKIaeMbli
YIOJHOMOYEHHBIM (heJepalbHBIM OPraHOM HCHOJIHHTENLHON BJIACTH B COOTBETCTBUM CO CTaTheil 58
®denepanpHoro 3akoHa "OO6 oOpallleHHH JIGKAPCTBEHHBIX CPEACTB", U OTIYCKAaeMBIX IO PELENTy Bpaua,
CyOBEeKThl OOpaleHHs] JIEKApCTBEHHBIX CPEICTB, OCYILECTBISIONIME OOOpPOT TaKUX JEKapCTBEHHBIX
MpernapaToB, MPEACTABISIOT CBEICHUS B CUCTEMY MOHUTOPHHIA MO MPSMOMY MOPSJKY MPEICTaBICHUS
CBEICHUI MpH 000POTE JIEKAPCTBEHHBIX IMPEMaparoB B COOTBETCTBHM C ab3allamMy YeTBEPTHIM U MATHIM
HACTOSIIIEro MyHKTA.

B cnyyae BbIOOpa mpsiMOro mopsiiKa MpEACTaBICHUS CBEICHHM MPH 00OpOTE JEKAPCTBEHHBIX
MpemnapaToB cyOBEKT oOpallleHus JeKapCTBEHHBIX CPEACTB, OCYIIECTBISIONINN Tepeady JeKapCTBEHHBIX
MpernapaToB JIPYyroMy CyObeKTYy oOpallleHusl JeKapCTBEHHBIX CPEJCTB B pPaMKaX I'pa)JIaHCKO-TIPAaBOBBIX
OTHOIICHUI, B TEYEHUE OJTHOTO pabouero AHA ¢ (PaKTUYECKOI 1aThl OTTPY3KH JIEKAPCTBEHHBIX MpErapaToB
MIPEJICTaBIsIeT B CHUCTEMY MOHHMTOPHUHIA CBEICHHS, MPEAYCMOTPEHHBIE MYyHKTOM 2 mpuioxeHus N 6 k
HacTosemy [lonoxenuro.

IIpu sToM CyOBEKT oOOpalleHHsl JIEKAapCTBEHHBIX CPEACTB (32 MCKIIIOYEHHEM 000COOICHHBIX
M0JIpa3/ielIeHnii MEIUIIMHCKUX OpraHu3anuil (aMOynaTopuii, (enbamepekux, Geabanepeko-aKymepeKux
MIYHKTOB), OCYIIECTBIIIONMI MPUEMKY JEKapCTBEHHBIX IpernaparoB OT APYroro cyObekTa oOpalleHus
JIEKapCTBEHHBIX CPEACTB B paMKax IpakAaHCKO-TPAaBOBBIX OTHOIIEHUI, B TEUEHHE OJHOTO paboyero JIHs C
JaThl TPUEMKHU JIEKApCTBEHHBIX IpErnapaToB W PEruCcTpallid B CHCTEME MOHUTOPHMHIA CBEIEHUH 00
OTIPYXEHHBIX JIEKAPCTBEHHBIX Npenapatax win B TeueHue 30 palGoumx AHEeH C JaThl NPUEMKHU
JIEKapCTBEHHBIX IIPENAPATOB B CIIydae BO3BpaTa JIEKAPCTBEHHBIX MPENapaToB [0 MPEACTaBICHUS CBEIEHUI
O JaIbHEHIIMX ONEpalusiX C TAKUMM JIEKApCTBEHHBIMM IIpenaparaMy IMOATBEPKIAET JTOCTOBEPHOCTH
CBEICHMM, COJEp)KalluXxcsi B CHCTEME MOHMTOPUHIA, IIyT€M IPEJICTABICHUS CBEIEHUH B CHCTEMY
MOHHUTOPHHIA, IPEAYCMOTPEHHBIX ITYHKTOM 4 npuiiokeHus N 6 k HacrosmeMy [lonoxenuto.
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B ciydae BeIOOpa 0OpaTHOTO MOpSIKAa MPEICTABICHUS CBEIACHUN MPU 000POTE JICKApCTBEHHBIX
MpemapaToB CyOBEKT OOpamieHus JIEKApCTBEHHBIX CPEACTB (32 MCKIIOYEHHEM 000COOIICHHBIX
MOApa3/IICHN MEAUIIMHCKUX OpraHu3anuii (amOymaropuii, Geapamepekux, GeibIIepcKo-aKyIepcKux
MIYHKTOB), OCYIIECTBIIIONINI MPUEMKY JIEKApCTBEHHBIX IPEIapaToB OT APYroro cyObeKTa OOpaiieHus
JIEKapCTBEHHBIX CPEACTB B PAMKaxX IPaKAaHCKO-TIPABOBBIX OTHOIICHHUH, B TEYEHUE OJHOTO pabodero JHs C
JaThl MIPUEMKH JIGKAPCTBEHHBIX IpenapaToB wind B TedeHue 30 aHEH ¢ JaThl MPUEMKH JEKapCTBEHHBIX
MpernapaToB B CIydae BO3BpaTa JIGKAPCTBEHHBIX NPEMapaToB JI0 MPEACTABICHUS CBEJCHUN O JaTbHEHIINX
OTIepanusax C TAKMMH JIEKAPCTBEHHBIMU IperapaTaMy NpeACTaBIsieT B CHCTEMY MOHUTOPUHTA CBEJICHUS O
MPUHATHIX JIEKAPCTBEHHBIX Iperaparax, NpeayCMOTPEHHBIC IMYHKTOM 3 mpuioxkeHus N 6 K HacTOsIEMy
[Tonoxenuro.

[Ipu »TOM CyOBEKT oOOpamieHus JeKapCTBEHHBIX CPEJICTB, OCYIISCTBUBIIMIA Tepenady
JIEKApCTBEHHBIX TPENapaToB IPyroMy CyOBEeKTy OOpalieHus JIGKapCTBEHHBIX IIPEIapaToB B paMKax
IpaXkTaHCKO-TIPAaBOBBIX OTHOIIECHUH, B TEYCHHE OJHOTO pabodvero JHS C JAThl PEruCTPallidl B CHUCTEME
MOHHUTOpPHUHTA CBEICHUH O MPUHATHIX JIEKAPCTBEHHBIX Iperaparax, HO JI0 TPEJICTABICHHS CBEIACHUN O
TaTbHEWITNX OIepanusx C TaKAMHU JIGKAPCTBEHHBIMH TMIperapaTaMH MOJITBEPKAAET JTOCTOBEPHOCTH
CBEJICHUH, COAEpIKAIIUXCS B CHCTEME MOHHTOPHHTA O TIepeIaHHBIX JIKAPCTBEHHBIX Mpenaparax, myTeM
MPEACTABJICHUS] CBEJCHUN B CHCTEMY MOHMTOPHHIA, MIPEAYCMOTPEHHBIX ITYHKTOM 4 mpuiioxkeHus N 6 k
Hacrosuiemy [lonoxenuto.

O60cobneHHble MOApA3JeNIeHuss MEIUIUHCKUX OpraHuzaiuii (amOymatopuu, QenbaiepcKue,
(benpamepcKo-aKyepcKie MyHKTHI) TOATBEPKIAI0T IOCTOBEPHOCTh CBEICHHIA, COACPIKAIIINXCS B CHCTEME
MOHHUTOPWHTA, W TPEJACTABISIIOT B CHCTEMY MOHHTOPWHTA CBEIEHHS O MPHHATBHIX JIEKAPCTBEHHBIX
npenaparax B COOTBETCTBHH € a03a11aMy IATHIM U IIECTHIM HACTOSIIETo MyHKTa B TedyeHne 30 pabounx qHei
CO JIHSI IPUEMKH JIEKAPCTBEHHBIX MPENapaToB.

IlonTBepkaeHne NOCTOBEPHOCTH CBEIEHWM, MPEACTAaBISEMBIX B CHUCTEMY MOHHUTOPHUHIra IIpH
0o0opoTe JIeKapCTBEHHBIX NPENapaToB, BIPAaBE OCYIIECTBIATh CYOBEKT OOpAILICHMs JIEKAPCTBEHHBIX
CPEACTB, OCYIIECTBUBLIMI Ieperady JIEKAPCTBEHHBIX IPENapaTroB Jpyromy CyObEeKTy oOpalieHus
JICKapCTBEHHBIX CPEACTB B paMKaxX I'pa)<JIaHCKO-NPABOBBIX OTHOUIEHWH, B COOTBETCTBUM C ab3aiem
CeIbMBIM HACTOSIIETO IYHKTA MJIM OIIepaTop CUCTEMbl MOHUTOPUHTA ITyTEM MPOBEPKU HAINYHUS B CUCTEME
MOHUTOPHUHIA KOJa MIECHTHU()UKALUU WM KOJa MACHTU(UKALUU TPETHYHON (TPaHCIIOPTHOM) YIaKOBKH
JIEKapCTBEHHOI'0 IIperapara, B KOTOPOM HAXOJUTCSA ATOT JIEKAPCTBEHHBIN Ipenapar (B ciaydae nepeiayu
TPETUYHON (TPAHCHOPTHOM) YHNAKOBKM JIEKAPCTBEHHOIO IIperapara LEIMKOM), B  OTHOLIEHHUH
JICKapCTBEHHBIX IIPENaparoB, BIAJEIbLEM KOTOPBIX, MO JaHHBIM CHCTEMbl MOHUTOPMHIA, SIBISETCA
yKa3aHHbI CyOBEKT OoOpallleHHs JeKapCTBEHHbIX cpelacTB. [lo pesynbraTam Takoil MPOBEPKH ONEpaTop
CHCTE€Mbl MOHMTOPUHIA C UCIOJIb30BaHUEM (PYHKIIMOHAIA CUCTEMbl MOHUTOPHUHIA OTIPABIIAET CYOBEKTY
oOpaleHHs JeKapCTBEHHbIX CPE/ICTB, PaHEEe OCYLIECTBUBILIEMY MPEACTaBICHUE B CUCTEMY MOHUTOpPHUHIA
CBEJICHUI O Mpeablayliell onepanuu C JeKapCTBEHHBIM IPErnapaToM, YBEIOMIIEHHE O IpPEeACTaBICHUHU
CBEJICHUI B COOTBETCTBUM C a03alieM I1eCTbIM HACTOSILEro MyHKTa C YKa3aHUEM CBEIEHHH, TPOBEPEHHbIX
OIIepaTopoOM CUCTEMbl MOHUTOPHUHTA.

ITonoxenust a0zana JEBSITOrO HACTOSILEr0 MYHKTAa HE PACHPOCTPAHSIOTCS Ha JIEKapCTBEHHBIE
npernaparsl, MpeAHa3HAYeHHble /s oOecneueHust JMI, OOJIbHBIX TremModuined, MYyKOBHUCIHI030M,
runou3apHeIlM HaHU3MOM, OoJe3Hblo [ollle, 37M0Ka4eCTBEHHBIMH HOBOOOpPA30BaHHUSIMHU JTUMQPOUIHOM,
KPOBETBOPHOM M PpOJICTBEHHBIX WM TKaHEH, pacCcesHHBIM CKIEPO30M, TI'€MOJIUTUKO-YPEMUUYECKUM
CHHJIPOMOM, FOHOIIECKUM apTPUTOM C CHUCTEMHBIM HayaioM, Mykomnoiucaxapuao3oM I, II u VI tunos,
arIacCTUYeCKOl aHeMHUel HEeYTOYHEHHOM, HacieACTBeHHBIM aepuiurom dakropos II (pubdpunorena), VII
(mabunbHoOTO), X (Cri0apTa - [Ipayspa), 111l ocie TpaHCIUIAHTALMU OPTraHoOB U (MJIN) TKaHEH.

[Ipu mepenaue JieKapCTBEHHBIX IMPENapaToB, OTHOCSIIMXCS K OJHOW MPOU3BOJCTBEHHON CEepuH,
MEXJly CyObeKTaMH OOpalleHHsl JIEKAPCTBEHHBIX CPEACTB B PaMKax I'PakJaHCKO-IPABOBBIX OTHOIIEHHM
OpraHu3alliM, OCYILIECTBIIAIOUINE ONTOBYIO TOPIOBIIO JIEKAPCTBEHHBIMU CpEJACTBaMH, B TeueHue 10
pabouux aHel ¢ (hakTUUECKOH IaThl OTIPY3KHU BCEX JIEKAPCTBEHHBIX MPENapaToB, OTHOCAIIUXCSA K OJTHON
MIPOU3BOJICTBEHHON CEpUU M TNPOJOJDKAIOUIMX HAXOAUTHCS B 00OpoTe (JI€KapCTBEHHBIE Npemnaparbl He
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JIOJKHBI OBITH BBIBE/IEHBI U3 000pOTa CyObEKTOM 00paleHHs JTIeKAPCTBEHHBIX CPEJICTB, OCYIIECTBIISIOIIUM
OTTPY3KY JIEKQpCTBEHHBIX IIPENapaToB), HANPaBIAIOT B CHUCTEMY MOHUTOPUHIA CBEICHUA,
IpeayCMOTpEHHbIE TyHKTOM 4 | punosenus N 6 k HactosieMy [TonoxkeHHIo.

IIpu 5TOM 1aTOM OTrPY3KH BCEW NMPOU3BOJACTBEHHON CEPUM CUUTAETCSA OJHA U3 CIECIYIOLIUX JIaT:

JaTa OTTPY3KH BCEH IIPOU3BOJCTBEHHOM CEPUM JIEKAPCTBEHHBIX IIPENapaToOB B paMKax OJHOMU
OTTPY3KH;

JaTa OTIPY3KM OCTaTKOB JICKAPCTBEHHBIX IPENApaToB, OTHOCAIIMXCA K ONPEICICHHOU
IIPOU3BOJICTBEHHON CEpUH, B CIIydae €CJIM JICKAPCTBEHHBIE IIpenapaTsl OJHOW IIPOU3BOACTBEHHOW CEpUH
OTTPYKaJIUCh HECKOJIBKUMU NAPTUSAMU B Pa3HOE BPEMSL.

Wnpopmanus 06 H3MEHEHUSIX:

ITynkm 44" usmenen c 1 cenmabps 2023 2. - Ilocmanosnenue Ipagumenvcmsa Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedaxyuro

44!, TIpu nepenade ¢eepanbHBIM OpraHaM HCIIONTHUTEILHOM BIACTH, OPraHaM rOCyJapCTBEHHOM
BiacTu cyObekToB Poccuiickoil ®denepanuu U yNOJIHOMOYEHHBIM MMM OpPraHM3alUsIM JIEKapCTBEHHBIX
MpernapaToB, 3aKyHaeMbIX [UIsi HYXI OOOpOHBI CTpaHbl M O€30IaCHOCTH TOCYHapCTBa, OKa3aHUS
TYMaHUTapHON MOMOUIY, JIMKBUAALMU TIOCIEICTBUI Ype3BbIYAMHBIX CHUTYyallMi, KpymHOMAacIITaOHBIX
aBapvil M MHIUJEHTOB NPUPOJHOTO M TEXHOTCHHOIO XapakTepa, B LEISAX HCKIIOYEHHS BO3MOXKHOCTU
PacKpbITUSl CBEJIEHUI, OTHECEHHBIX K TOCYAapCTBEHHOM TaiiHe, CyOBEKT OOpalleHMs JIEKapCTBEHHBIX
CPEICTB, OCYILECTBIISIONINI Mepeaady TakuX JIEKapCTBEHHBIX MPErnapaToB, B T€UEHHE 5 pabouux JHEH c
naThl (PaKTUYECKOH OTIPY3KM JIEKapCTBEHHBIX IpEnapaToB MPEJCTaBIsieT B CHCTEMY MOHUTOPHHTA
CBEICHMS O BbIBOJICE JICKAPCTBEHHBIX IpemapaToB U3 000poTa, 3a UCKIOYEHHEM CBEICHUIA,
NpeaycMOTpPEHHbIX noanyHkTamMu 'T'" u "x" - "u'" nynkra | nmpunoxenus N 4 k HacrosmeMy [lonoxenuto.

AG3anr yrpatun cuny ¢ 1 centsaops 2023 r. - [locranornenne [IpaBurensctBa Poccun ot 24 mapra
2023 r. N 468

Wudopmarys 06 M3MEHEHUX:
Cm. npedvioywyro pedakyuro

IIynkm 4472 usmenen ¢ 23 oexabpsa 2020 2. - Ilocmanosnenue Ipasumenscmea Poccuu om 18 dexabps
2020 2. N 2166

Cm. npedvioywyro pedaxkyuro

442, CyobekT obpallleHus JeKapCTBEHHBIX CPEJICTB, BHIIONHAIONIMY GYHKIMH [0 ayTCOPCUHTY IIPH
nepenaye cyobekTaM OOpalieHHs JIGKAPCTBEHHBIX CPEACTB, OCYHIECTBIISIIOIIMM OTIYCK JIEKapCTBEHHBIX
mpemnapaToB OecIIaTHO WM CO CKHJKOW IO pelenTy Ha JIGKApCTBEHHBbIC Mpenaparhl, JIEKAPCTBEHHBIX
MpernapaToB, 3aKylMaeMbIX JUIsi oOecredeHus rpaxkJaH 3a cYeT CpeACTB (efepanbHOro OroKeTa U (UIH)
cpencTB OrokeToB cyorekToB Poccuiickoit @enepanun, B TeueHue 1 pabouero aHs ¢ GaKTUYECKOM ATk
OTTPY3KH  JICKAPCTBEHHBIX MpENaparoB MPEACTaBIsSeT B CHCTEMYy MOHUTOPUHTA  CBEICHHS,
MpelycCMOTPEHHbIE TYHKTOM 6 mpuitokeHus N 6 k HacTosimeMy [lonoxenuro.

IIpu sTOM CyOBeKT oOpallleHus JEKapCTBEHHBIX CPEICTB (32 HCKIOYEHHEM 000COOIEHHBIX
Mopa3ieieHnii MEAUIIMHCKUX OpraHu3anuii (amOymnaropuii, Geapamepckux, Genbaepcko-aKyIepcKux
MYHKTOB), OCYILECTBISIONINI MPUEMKY TaKUX JIKAPCTBEHHBIX MperaparoB, B TeueHue 1 pabodero AHs ¢
JaThl TPUEMKU JIEKAPCTBEHHBIX MPEMapaTOB W PETUCTPAllMM B CHUCTEME MOHHUTOPHHTA CBEIEHU 00
OTTPYKEHHBIX JICKAPCTBEHHBIX Mpenaparax A0 NPEICTaBICHUS CBEICHUU O JNajJbHEHUIINX ONepauusix ¢
TaKUMHU JIEKAPCTBEHHBIMU IIperapaTaMu MOATBEPKIAET JOCTOBEPHOCTh CBEJICHUN, COAEpIKalIUXcs B
CUCTEME MOHUTOPHUHTIA, TyTEM MPEACTABICHUS CBEACHUHN, MPETYCMOTPEHHBIX TYHKTOM 4 npuioxeHus N 6
K HactoseMy [lonoxenuto.

O6ocobneHHble MOApA3JCIeHUsT MEIUIIMHCKUX OpraHu3amuii (aMOymatopuu, QenbaiepcKue,
(benpaIepcKo-aKkyepcKue MyHKThI) MOATBEPK/Ial0T JOCTOBEPHOCTh CBEICHUH, COIEPIKAILIIUXCS B CUCTEME
MOHHUTOPHHTA, B COOTBETCTBUU C a03a1ieM BTOPBIM HACTOSIIETO MyHKTa B TeueHue 30 paboumnx JaHel co THS
MIPUEMKH JIEKApCTBEHHBIX IIPENapaToB.
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Wupopmanus 06 H3MEHCHUSX:

Ilynkm 45 uzmenen c 1 cenmsabps 2023 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

CMm. npedvioywyro pedaxyuro

45. CyObekT oOpalieHust JIeKapCTBEHHBIX CPECTB, OCYIIECTBIISIONINI KOHTPAKTHOE (TIOPSIHOE)
IIPOU3BOJICTBO JIEKAPCTBEHHBIX IIpenapaToB Ha Teppuropuu Poccuiickoit ®enepanuu, Nnpu Inepenade
JICKApCTBEHHBIX IPernaparoB (TOTOBOW MPOIYKIMH) CYOBEKTYy OOpalleHus JEKapCTBEHHBIX CPECTB,
SBJIIOIIEMYCS 3aKa3YMKOM TaKOT0 KOHTPAKTHOTO (TIOJPSIIHOTO) MIPOU3BOJICTBA, JINOO CYyOBEKT OOpalieHus
JIEKapCTBEHHBIX CPEACTB, SBISIIOIIMICA 3aKa3YMKOM KOHTPAKTHOIO (MOJPSIHOrO) IPOU3BOJICTBA,
OCYILIECTBIISIOUINI BO3BpAT JIEKAPCTBEHHBIX MPENapaToB CyObEKTY OOpalleHHsl JeKapCTBEHHBIX CPEJICTB,
OCYILIECTBUBILIEMY KOHTPAaKTHOE (IOJAPSAHOE) MPOU3BOJCTBO JIEKAPCTBEHHBIX MpENapaTroB, B TEUEHUE S5
pabounx THEH ¢ JaThl Mepenadyd JIEKapCTBEHHBIX IMpPErnapaToB IPEJACTAaBISIET B CUCTEMY MOHUTOPHMHIA
CBECHHUS, IPETYCMOTPEHHbIE ITYHKTOM 5 npuiiokeHus N 6 k Hacrosiemy [lonoxenuro.

[Ipu aTOM cyOBEKT 0OpaleHHs IEKAPCTBEHHBIX CPEJCTB, SBJSIOLINIICS 3aKa3UUKOM KOHTPAKTHOIO
(mOIpsiTHOTO) TPOM3BOJICTBA JIEKAPCTBEHHBIX MpEnapaToB, JIMOO CYOBEKT OOpalieHus JIEKapCTBEHHBIX
CPEICTB, OCYIIECTBUBIINI KOHTPAKTHOE (MOJPSAIHOE) MPOU3BOICTBO (B ClIydyae BO3BpaTa JIEKAPCTBEHHBIX
IpenapaToB CyObEKTOM OOpaleHHUs JIEKAPCTBEHHBIX CPEJCTB, SBISIOUIUMCS 3aKa3YUKOM KOHTPAKTHOTO
(MopsIHOTO) MPOU3BOJICTBA JIEKAPCTBEHHBIX IPENapaToB), B T€UEHUE 5 pabouux THEH ¢ JaThl IPUEMKH
JIEKapCTBEHHBIX IpPEeNapaTOB W PErucTpali B CUCTEME MOHMTOPHMHIA CBEIEHUI O TMepelaHHBIX
JIEKapCTBEHHBIX IIpernapaTax [0 TMpeACTaBICHUs CBEIEHUN O JaJbHEHIINX OMNepalusX C TaKuMU
JIEKapCTBEHHBIMU TpenapaTaMu TMOATBEPXKJAET JTOCTOBEPHOCTh CBEJIEHUH, COJAEP)KALIUXCA B CHUCTEME
MOHHUTOPHUHIA O INEPEeJaHHbIX JIEKAPCTBEHHBIX MpenapaTax, MIyTeM IpeICTaBICHHs CBEAECHUH B CUCTEMY
MOHHUTOPHHIA, IPETYCMOTPEHHBIX TYHKTOM 4 npuiiokeHust N 6 k Hactosiemy [lomoxenuro.

Wudopmarys 06 M3MEHEHUX:

Ilynkm 46 uzmenen ¢ 23 oexabps 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 18 oexabps
2020 2. N 2166

Cm. npedvioywyro pedakyuro

46. CyObekT oOpaimieHuss JEKapCTBEHHBIX CpPEICTB (32 HCKIOYEeHHEeM 000COOJEHHBIX
MoJipa3ielIeHnii MEAUIIMHCKUX OpraHu3anuil (amOymnaropuii, deiapamepckux, GenbIiuepcko-aKymepecKux
IIYHKTOB), OCYIIECTBIISIOIIUN BBIBOJI U3 000POTa JIEKapCTBEHHBIX MPENapaToB (3a UCKIIOYEHUEM BbIBOJIA U3
o0opoTa JEKapCTBEHHBIX IpenapaToB IIyTeM BbIBO3a paHee BBe3eHHbIX B Poccuiickyro denepaunu
JIEKapCTBEHHBIX MIPENapaToB, YHUUTOKEHHUS JI€KapPCTBEHHBIX MIPENapaToB, MOMELIEHHBIX 10 TAMOKEHHYIO
MpOLEAYpPY VYHHUYTOXKEHHSA, BbIBO3a JIGKAPCTBEHHBIX MPENapaTtoB, MapKUPOBAaHHBIX CpEACTBAMU
UICHTU(PUKAIIMKN, 32 TMpeaeiabl TaMOKeHHOH TeppuTopun EBpa3uiickoro SKOHOMHYECKOTO COM03a,
MOMEIIIEHHBIX T0JI TAMOKEHHYIO MPOIEAYPY IKCIOPTA, WK Mepe/layd Ha YHUUTOKEHHE paHee BBEJCHHBIX
JIEKapCTBEHHBIX MPENapaToB B rpakKJaHCKUil 000poT Ha Tepputopuu Poccuiickoii denepaiun), B TEYCHHE
5 pabouux AHEH ¢ AaThl COOTBETCTBYIOIICH OTIepaIlii UITH C 1aThl IPUEMKH JIEKApCTBEHHBIX MPENapaToB Ha
(dapmaiieBTHUECKUN CKJIal (MIPU BBIBOJE M3 000pOTa JIGKAPCTBEHHBIX MPEMapaTOB B 30HE TaMOKEHHOTO
KOHTPOJIS) MPEACTABISET B CHCTEMY MOHUTOPUHTA CBEJICHUS, IPETyCMOTPEHHBIE ITYHKTOM | MPHIOKEHUS
N 4 k Hactosmemy Ilonoxennto.

O6ocobneHHble TMOApaA3JeNeHUsT MEIUIMHCKUX OpraHu3amuii (amOymartopuu, QenbaiepcKue,
(benpanepcKko-akymepckue MyHKTel) B TeueHue 30 pabouymx IHEH co THS COOTBETCTBYIOIIEH OTepaifu
MIPEJICTABJISIOT B CUCTEMY MOHUTOPUHTA CBEICHUS, MPEIyCMOTpeHHble myHKTOM | mpunoxenus N 4 k
Hacrosemy [lonoxenuro.

Wudopmariys 006 H3MEHEHUSIX:

Ilynkm 47 usmenen ¢ 31 urona 2020 2. - [locmanoénenue I[Ipasumenscmea Poccuu om 21 uiona 2020 2. N
1079

Cm. npedvioyuyto pedaxkyuro
47. CyObekT oOpalieHusl JEeKapCTBEHHBIX CPEJICTB, OCYIIECTBISIOMIUNA BBIBOJ W3 0OOpoTa
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JIEKapCTBEHHBIX I[PENAapaTOB IIyTEM YHUUYTOXKEHHS JIEKAPCTBEHHBIX IIPENapaToB, IMOMEIIEHHBIX O]
TaMOKEHHYIO IIPOLIEYpPY YHHUUYTOXEHHs, BbIBO3a JIEKAPCTBEHHBIX IIPENapaTroB, MapKUPOBaHHBIX
CpeAcTBaMHU HJISHTH(UKALINHU, 32 TPENeNbl TaMOXKXEHHOH TeppuTopuu EBpasmiickoro 3KOHOMHUYECKOTO
CO103a, MOMEUICHHBIX I10J] TAaMOKEHHYIO MPOLEAYpPY IKCIOPTA, MPEJCTABIAET B CUCTEMY MOHHUTOPUHIA
CBECHUS, MPEAYCMOTpPEHHbIE NMyHKTOM 2 mnpuiokeHus N 4 k Hacrosiuemy [lonoxenuto, B TeueHue 5
pabouunx JHEH ¢ 1aThl COOTBETCTBYIOUICH OTIEpaIINy.

48. CyObeKkT oOpalieHHs JIEKApCTBEHHBIX CPEICTB, OCYIISCTBISIIOIIMA BBIBOJ M3 0OOpoTa
JIEKapCTBEHHBIX MPENapaToB IyTeM Mepeaayu JEKapCTBEHHbIX MPENapaToB Ha YHUUYTOKEHUE, B T€UEHUE 5
pabounx aHEH ¢ daThl MepeJadyd Ha YHHUYTOXKCHHE JICKApPCTBEHHBIX MPENapaToB /O NPEACTaBICHUS
CBEICHUI O (paKTe YHMUTO)KEHHs JIEKaPCTBEHHBIX IPENapaTroB IPEACTaBISET B CUCTEMY MOHHUTOPUHIA
CBECHHUS, IPETYCMOTPEHHbIE TyHKTOM 3 npuitoxkeHus N 4 k Hacrosiemy [lonoxenuro.

[lo wToram yHHYTOXKEHMsSI JIEKAPCTBEHHBIX IMpPENaparoB CyOBEKT OOpalleHHs JIEKapCTBEHHbBIX
CPEICTB, OCYILIECTBUBILINI NEepeiady JIEKapCTBEHHBIX NPENapaToB Ha YHUUTOXKEHUE, B TEUEHUE 5 pabouux
JTHEW C JaThl MOJy4YyeHHUs akTa 00 YHUYTOXKEHUM NPEJCTABISIET B CHUCTEMY MOHUTOPHHIA CBEICHMS,
penycMoTpeHHbIe TyHKTOM 4 npuitokeHus N 4 k HactosieMy [lonoxenuro.

NHudopmanus 06 M3MEHEHUX:

Ilynkm 49 uzmenen ¢ 1 cenmsaops 2023 . - [locmanosnenue Ilpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

CMm. npedvioywyro pedaxkyuro
49. CyObekT oOpaiieHusi JEeKapCTBEHHBIX CPEACTB, OCYIIECTBISIONIMK BBIBOJ H3 00OpoTa
JIEKapCTBEHHBIX MPENapaToB MOMEIIEHUEM 101 TAMOXKEHHYIO ITPOLIEypY PEIKCIIOPTA, B T€UEHHE 5 pabounx
JTHEH co JTHS BBITYCKa JIEKaPCTBEHHBIX IIPETIapaToB B COOTBETCTBUU C TAMO>KEHHOM MPOLIETypOil peskcropTa
MpPEJICTaBIsIeT B CUCTEMY MOHMUTOPHUHIA CBEICHMS, MPEAYCMOTPEHHBIE MYyHKTOM 2 mpuioxeHus N 4 k
Hacrosemy [lonoxenuto.

Wudopmarys 06 M3MEHEHUX:

Ionooicenue dononnerno nynkmom 49 ¢ 1 cenmabps 2023 2. - [locmanoenenue Ipasumenscmea Poccuu
om 24 mapma 2023 2. N 468
49!, CyObexr oOpalleHHs IIEKapCTBEHHBIX CPEACTB, OCYHIECTBISIOMIUNA BBIBOJ U3 000pOTa
JIEKAPCTBEHHBIX IpENapaToB IIPU BBIBO3€ JIEKAPCTBEHHBIX IIPENaparoB B TOCYAapCTBa - WICHBI
EBpa3uiickoro 5kKOHOMHUYECKOTO CO03a B PAMKaX TPAHCTPAHUYHOK TOProBJIM HAa TAMOKEHHON TEPPUTOPHUHU
EBpa3uiickoro sKOHOMHUYECKOTO COI03a, B T€UEHHE 5 pabouux JHEH ¢ AaThl OTIPY3KU JIEKApCTBEHHBIX
[penaparoB MPEACTABISET B CHCTEMY MOHUTOPUHIA CBECHUS, IPETYCMOTPEHHBIE [TYHKTOM 5 MPUIIOKEHUS
N 4 k nacrosuemy [lonoxenuto.

Wudopmarys 06 U3MEHEHUX:

Ilynkm 50 uzmenen ¢ 1 cenmsaops 2023 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedaxyuro
50. Ilpu ocyiiecTBIEHHMH MOBTOPHOTO BBOJAAa B OOOPOT JIEKAPCTBEHHBIX MPENApaTOB CYOBEKT
oOpallleHusl JIeKapCTBEHHBIX CPEJICTB B TeYeHHE 5 paldouux JHEH C JaThl YKa3aHHOW oOlepaiuu
MPEACTABIISIET B COOTBETCTBUU C MHCTPYKLUEH, TPETYCMOTPEHHOM myHKkTOM 32 HacTosero [lonoxenus, B
CUCTEMY MOHHUTOPHHIA CBEJIEHUSA, NPEIyCMOTPEHHbIE NyHKTOM 14 mpusnoxenus N 3 K HacTosEeMy
[TomoxeHnuro.
Wudopmariys 06 U3MEHEHUSIX:
Ilynxkm 51 uszmenen c 31 urons 2020 2. - [locmanosnenue Ilpasumenscmea Poccuu om 21 utona 2020 o. N
1079

Cm. npedvioywyio pedakyuio
51. CyObekTsl 0oOpalieHust JeKapCTBEHHBIX CPEICTB, OCYIIECTBISIONIME PO3HUYHYIO TOPTOBIIO
JIEKApCTBEHHBIMM TIpenapaTaMud M OTHYCK JIEKAPCTBEHHBIX NpPenaparoB CO CKUAKOM MO pelenty Ha
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JICKapCTBEHHBIE Ipernaparhl, MApKUPOBAHHBIX CPEACTBAMHU HJICHTH(DUKALUU, MPEICTABISAIOT CBEICHUS O
BBIBOJIE M3 000pOTa JIEKAPCTBEHHBIX MPETAPATOB C UCIOJIH30BAHUEM KOHTPOJIBHO-KACCOBOM TEXHHUKH.

[lepenaya nnpopMau B CUCTEMY MOHUTOPUHTA O JIEKAPCTBEHHBIX Iperaparax, BHIBEJACHHBIX U3
o0opoTta cyObeKTaMu OOpalleHus! JEKAapCTBEHHBIX CPECTB, HE MPUMEHSIOIUMH KOHTPOJIHHO-KACCOBYIO
TEXHUKY WM MPUMEHSIOIMMHU KOHTPOJBHO-KAaCCOBYIO TEXHUKY B pEXHUME, HE IMpeAyCMaTpUBAIOLIEM
00s13aTeNbHOM TIepeaynl (PHCKAIbHBIX TOKYMEHTOB B HAJIOTOBBIE OpPraHbl yepe3 oreparopa (pUCKaTbHBIX
JAHHBIX, B CllyyasiX, yCTaHOBJEHHbIX DejepanbHbiM 3ak0HOM "O NPUMEHEHMM KOHTPOJIbHO-KAaCCOBOU
TEXHUKHU TPU OCYIIECTBICHUHU pacueToB B Poccuiickoit dexepannn', MpoU3BOIUTCS TAKUMU CYOBEKTaMH
oOpamieHns JTeKapCTBEHHBIX CPEJICTB C UCIOIb30BaHNEM (PYHKIIMOHAIA CHCTEMbl MOHUTOPHHTA.

CyObeKThI 00paleHus JeKapCTBEHHBIX CPEJICTB, OCYIIECTBISIONINE METUIIMHCKYIO e TEIHHOCTD U
BBIBOJI U3 000pOTa JIEKAPCTBEHHBIX MPENapaToB NpU 0KA3aHUU MEJUIIMHCKOM IMOMOIIH, a TAK)KE CYOBEKTHI
oOpallleHUs IEKapCTBEHHBIX CPEJICTB, OTITYCKAIOLIUE JIEKaPCTBEHHbIE ITpenapaTsl OECIUIaTHO MO pelenTy Ha
JIEKapCTBEHHbIE MpernapaThl, MPEACTaBISIOT UHPOPMALIMIO B CHCTEMY MOHUTOPUHTA O BBIBOJIE U3 000OpOTa
JIEKapCTBEHHBIX IpENapaToB IMYyTEM OTIIyCKa JIEKApCTBEHHBIX IpernapaToB OECIUIaTHO IO pelenty Ha
JIEKapCTBEHHbIE IpenapaThl WIM OTHYCKa NPU OKa3aHUM METUIIMHCKOM MOMOIIM C HMCIHOJb30BaHUEM
PErUCTPaTOPOB BHIOBITHS, IPEACTABIISIEMBIX OTIEPATOPOM CUCTEMBI MOHUTOPHHTA.

OcHaiienre cyobeKToB 00paleHus JIeKapCTBEHHBIX CPEJICTB, OCYLIECTBIISIFOIIMX BBIBOJ U3 000pOoTa
JIEKapCTBEHHBIX MPENapaToB MpPH OKa3aHUU MEIUIIMHCKOM MOMOIIM WM IyTEM OTIycKa OECIIaTHO
JIEKapCTBEHHBIX IMPENapaToB IO PELENTy Ha JIEKapCTBEHHbIE Mpenaparbl, PErUCTPATOPaMU BBIOBITUS
OCYILIECTBJISIETCSl ONEpaTOPOM CHCTEMbl MOHUTOpPMHIa Ha Oe3BO3Me3AHOM ocHOBe. B mensx Takoro
OCHAILleHUs] CYOBEKThl OOpalleHHs] JIEKapCTBEHHBIX CPEACTB 3aKII0Yal0T C ONEepaTopoM CHCTEMBI
MOHHUTOPHHTA IOTOBOPHI, B TOM YHCJIE COJAEPKAIUE YCIOBUS MPEJOCTABICHHUS TAKOr0 000pYI0BAaHUS U €TI0
perIaMeHTHOTO 0OCTYKUBaHMs Ha 0€3BO3ME3THON OCHOBE.

Tunosasi (popMa TakuX JOTOBOPOB yTBEpkAaeTcsi MUHUCTEPCTBOM MPOMBIIIJIEHHOCTH U TOPrOBIIU
Poccuiickoit @eneparuu.

B cnyuae HepabOTOCHIOCOOHOCTH perucTpaTtopa BBIOBITHS, MOATBEPKICHHON YBEIOMIICHHEM,
HampaBJIIeMbIM CyOBEKTOM OOpalleHHs JIEKapCTBEHHBIX CPEACTB ONEpaTopy CHUCTEMbl MOHUTOPHHIA,
nepeavya CBeICHUN O BbIBOJE U3 000pOTa JIEKAPCTBEHHBIX MPEMapaToB IMyTEM OTIYCKa JEKapCTBEHHBIX
npenapaToB OECIUIATHO WM OTITyCKa IMPHU OKa3aHUHM MEIUIMHCKOM MOMOIIM Ha MEPUOJi BOCCTAHOBICHUS
paboTOCTIOCOOHOCTH WJIM 3aMEHBl PErucTpaTopa BBIOBITHS OCYIIECTBISETCS CYOBEKTOM OOpaiieHus
JIEKapPCTBEHHBIX CPEJICTB C UCIOJIb30BaHUEM (PYHKIIMOHAIA CUCTEMbl MOHUTOPHHTA.

Wudopmariys 06 M3MEHEHUX:

Ilynkm 52 usmenen c 1 urona 2021 e. - [locmanoenenue Ilpasumenbscmea Poccuu om 30 uonsa 2021 2. N

1069

Cm. npedvioywyro pedaxyuro

52. CyObexTsl 0OpalieHusi JEKapCTBEHHBIX CPEICTB MpU OOHApYKEHHH OIMIMOOK B CBEACHUAX
(HEIOCTOBEPHBIX CBEJICHUI), TPEACTABICHHBIX WMH B CHUCTEMYy MOHHMTOPHHra INPH BBOAEC B 00OPOT
JICKApCTBEHHBIX MpEnapaTtoB H 00OpOTE JIEKAPCTBEHHBIX IMPEMapaTtoB, MPEJACTABISIOT B CHCTEMY
MOHHUTOPUHTa HH(POpPMAIMIO, HEOOXOIUMYIO MJis UCHpPaBICHHUS YKa3aHHBIX OHIMOOK B CBEICHUSIX
(HETOCTOBEPHBIX CBEIEHUH) (anee - UCTIpaBICHHE OIHUO0K).

CyObekThl oOpallleHusl JeKapCTBEHHBIX CPEJICTB BIpPaBE BHECTH HCIPABIEHHUS OLIMOOK 10 TOTO
MOMEHTa, KOTJja OHH OBLJIM YBEIOMJICHBI O Ha3HAaYeHHH B OTHOIICHUU HHUX MPOBEPKH, OCYIIECTBISIEMON B
yCTaHOBJIEHHOM Topsake DenepanbHON Cily)00i M0 Ham30py B cdepe 3ApaBOOXpaHeHUs, Mo (GakTy
Mpe/CTaBiIeHUs] CyObeKTaMU OOpalleHusi JIeKapCTBEHHBIX CPEACTB OMIMOOYHBIX (HEAOCTOBEPHBIX)
CBEJICHUM.

B cnydae ecnu B mpeicTaBIeHUU CBENEHUN, B KOTOPBHIX OOHAPYXKEHBI OMUOKH (HETOCTOBEPHBIC
CBEICHHUSI ), y9aCTBOBAJIU IPYTHe CYyOBEKTHI 0OpaIIeHUs JIEKapPCTBEHHBIX CPEJICTB, TO UCIIPABJICHUS OITHO0K
CUHUTAIOTCS MMPUHATBIMU TMOCIIE MOATBEPKICHUS JOCTOBEPHOCTH MPEACTABICHHBIX HUCIIPABICHHI OIIHMOOK B
CUCTeME MOHHTOPHUHIA BCEMH yJaCTHHKAMU IMPEACTABICHUS CBEICHUH, B KOTOPBHIX OOHAPYKEHBI OITHOKH
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(HEIOCTOBEPHBIE CBEICHMUS).
Ao63ar yrpatui cuity ¢ 1 certsiops 2023 r. - [locranosnenue IIpaBurensctBa Poccun ot 24 mapta
2023 r. N 468

Wupopmanus 06 M3MEHEHUSX:

Cm. npedvioywyro pedakyuro

B crcreMy MOHUTOpPHHTA BHOCSITCS CIICAYIOIINE HCIIPABIICHHS OIINOOK B OTHOIIIEHUH COOCTBEHHBIX
OIepaLuid:

OTMEHa CYyOBEKTOM OOpalieHus JIEKAPCTBEHHBIX CPEJICTB paHee 3apEeruCTPUPOBAHHON omnepanui (B
cllydyae, €CIIi Mocyie TaKOW Omepanuy He ObIIIM COBEPIICHBI JEHCTBUS C MEPEX00M MpaBa COOCTBEHHOCTH
Ha JIEKapCTBEHHBIE MTpenapaThl);

OT3BIB  COOOmIeHHsT 00 OTrpy3Ke JIEKapCTBEHHBIX IPEMapaToB CyObEKTOM OOpalieHus
JIEKApCTBEHHBIX CPEJICTB - OTIPABUTENIEM TaKOTO COOOIICHUS, TIEPETaHHOTO TOIydaTelto JISKapCTBEHHBIX
npenapatoB. Takas KOpPpEeKTHpOBKAa BO3MOXHA [0 T€peladyd CBEICHHWH O TOITBEPKICHHH Ieperaadu
JIEKapCTBEHHOTO TIpernapaTa JpyruM cyObeKTOM OOpalleHus JIEKapCTBEHHBIX CPEJICTB;

0TKa3 cyObeKTa 0OpaIeHHs JICKAPCTBEHHBIX CPEJICTB - MOJTydaTessl IEKapCTBEHHBIX MPENapaToB OT
MPUEMKH JIEKAPCTBEHHBIX TMpermaparoB. Takas KOPPEKTHPOBKAa BO3MOXHA 0 TEepelavyd CBEICHUH O
MOITBEPXK/ICHUH TIepeayr JIGKapCTBEHHOTO TIpernapara IpyruM CyOBeKTOM OOpalieHus JeKapCTBEHHBIX
MperapaTos;

KOPPEKTHPOBKA CYOBEKTOM OOpalleHus] JIGKAPCTBEHHBIX CPEJICTB paHee HANpaBICHHBIX WM
CBEJICHUI B CHCTEMY MOHHTOPHWHTA O ITepeadue JeKapCTBEHHOTO Mperapara Ipyromy cyobeKTy oOpalieHus
JIEKApCTBEHHBIX CPEJCTB C TMOJATBEPKICHUEM TaKOH KOPPEKTHPOBKH CyOBEKTOM  OOpamieHus
JICKapCTBEHHBIX CPEACTB, KOTOPOMY IEepeIaHbl TAKUE JICKAPCTBECHHBIE MTPETIapaThl.

Wudopmarys 00 M3MEHEHUX:

Ilynkm 53 usmenen ¢ 1 cenmsabpsa 2023 e. - I[locmarnosenenue I[Ipasumenscmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedaxkyuro

53. BiokupoBKa NPUHATHSA CUCTEMOW MOHUTOPHHIA CBEACHUN O BBOJE B 00OPOT JIEKAPCTBEHHBIX
npenaparoB, 00 00opoTe U (WJIM) 0 BBIBOJIC U3 000POTA JICKAPCTBEHHBIX MIPENapaToB (Janee - OJOKUPOBKA)
OCYILIECTBIISICTCS] B aBTOMAaTHYECKOM PEKHME B COOTBETCTBUHU C PETJIAMEHTOM, OTIPEeIieMbIM OIIEpaTOPOM
CUCTEeMbl MOHUTOPUHTa U coriacoBaHHbiM ¢ @DenepalbHON cioyxk00i 1O Ham3opy B cdepe
3/IpaBOOXpaHEHHUSI.

brnokupoBka 1 oTMeHa OJOKHMPOBKM MOTYT BBOJIUTHCS B OTHOIICHWW €AMHMUIIBI JIEKAPCTBEHHOTO
npernapara, apTHH JIEKapCTBEHHBIX MPEnapaToB WM CEPUU JIEKApCTBEHHBIX MPENapaTos.

[TepedyeHpr NpUYKUH OJIOKUPOBKHU MPHUBEACH B NpuiiokeHnn N 7.

[Ipn yctpaneHuun cyOBEKTOM OOpalleHHs JEKApCTBEHHBIX MPENapaToB MPHYWH, MOCITY>KHUBIIUX
OCHOBaHUEM i1 OIOKUPOBKH, OTMEHA OJIOKUPOBKH OCYILIECTBIISIETCS B aBTOMAaTHYECKOM PEKUME.

B otnenbHBIX cnyyasx, mepedeHb KOTOpbix ompenenserca denepanbHoil ciiy:k00i MO HAaa30py B
cdepe 3apaBOOXpaHEHHs, IPU OJIOKUPOBKE JIOMYCKAETCS BO3MOXKHOCTh NEpelaud CBEACHUN O BO3BpaTe
JIEKapCTBEHHBIX MPEMnapaToB MOCTABIIMKY, O Tepeaade JIEKApCTBEHHBIX MPENaparoB Ha YHUUTOXKEHHE U
(1) 00 MHOM BHJIE BBIBOJIA M3 000POTA JIEKApCTBEHHBIX MpenapaToB.

Ao63an yrpatui cuity ¢ 1 centsops 2023 r. - [locranosnenue IIpaBurensctBa Poccun ot 24 mapta
2023 r. N 468

Wudopmariys 06 U3MEHEHUSIX:

Cm. npedvioywyto pedaxkyuro

VII. Hopsaaok npegocraBjieHuss HH(POPMALMH, cOAep:KalIeiics B cHCTeMe MOHUTOPUHI A

54. A6zan yrpatuin cuiy ¢ 1 anpenst 2024 r. - [Tlocranosnenue [IpaBurensctBa Poccun ot 29 Hos10pst
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2023 r. N 2027

Wupopmanus 06 H3MEHCHUSX:

Cm. npedvioywyio pedaxyuro

Ob6nanmarenem wuH(pOpMaIMy, coiep)Kalieiics B CHCTEME MOHHMTOpPHUHTA, sBisieTcss Poccuiickas
@enepanus. [IpaBomouns obnagarens nHboOpMaIUK, CONEPIKAIIEHCS B CHCTEME MOHUTOPHHTA, OT UMEHHU
Poccniickoit @enepannn ocyniecTBiasier MuHHCTEPCTBO 3apaBooxpaHeHus Poccuiickoit Penepannu.
Ob6nanarens nHPOpPMALIUK, COAEpKAIIEIHCS B CHCTEME MOHUTOPUHTA, 00€CIIeUnBaeT KOH(UACHIIUAIEHOCTh
Takoi wuHpopManuMK, 3a UCKIIOYeHHEeM uWHpopMmanuu, oTHeceHHOW IlpaBurtensctBoM Poccuiickoi
denepanuu K 00IIEIOCTYITHONW HH(OPMAITHH.

OmnepaTop CUCTEMBI MOHUTOPHHTA OCYIIECTBJISICT NEHUCTBHS ¢ MHGPOPMAIMEH, ColepKalieics B
CUCTEME MOHMTOPHHIA, WIM pPa3pelaeT OCYUIECTBICHUE TAaKWX JEHCTBHM B IIpeAesiax IOJIHOMOYMH,
YCTaHOBJIEHHBIX (eepaIbHbIMU 3aKOHAaMU M TNPUHUMAEMbIMU B COOTBETCTBUM C HHUMH WHBIMHU
HOPMAaTUBHBIMH IIPaBOBBIMM akTaMu Pocculickoi @enepannn, B TOM 4ucie HactosuuM [losoxenuem.

Wnpopmanus 06 H3MEHEHUSX:

Ilynkm 55 usmenen c 1 anpens 2024 2. - [locmanosnenue Ilpasumenvcmea Poccuu om 29 nosops 2023 2.
N 2027

Cm. npedvioywyro pedakyuro

55. Joctym k mHGOpMAIUH, COACPIKAIEHCS B CHCTEME MOHUTOPHHTA, 00ECIIEYNBACTCS OTIEPATOPOM
CHUCTEMBI MOHUTOPHHTA C YIETOM CJICTYIOIIHMX TOJIOKECHHUH:

a) 1ocTyI (heJepaTbHBIX OPraHOB HCITOJTHUTEIFHOMN BIIACTH M UCTIOJTHUTEIILHBIX OPraHOB CYOBEKTOB
Poccuiickoit ®eneparuu B OTHOIIEHWW COJAEPIKAIICHCS B CHCTEME MOHHUTOPHWHTa WH(OpMaIuu
OCYIIECTBJISIETCS. B TOM YHCJE TOCPEIACTBOM HHEOPACTPYKTYpHI, oOecneunBaromeid WHPOPMaIMOHHO-
TEXHOJIOTHYECKOE B3aUMOJICHCTBHE HH(GOPMAIMOHHBIX CHUCTEM, MCIIOJIb3YEMBIX Ui TMPEAOCTaBICHUS
rOCy/IapCTBEHHBIX W MYHUIMNAIbHBIX YCIYr M HCHOJHEHHUS TOCYJapCTBEHHBIX W M YHHIIMIAIbHBIX
(yHKIIUNA B 3JIEKTPOHHOU opMme;

0) oCTymn CyOBEKTOB OOpaIlleHUsI JICKAPCTBEHHBIX CPEJICTB, MPEICTABISIOMMUX WH(POPMALIUIO s
BHECEHUS B CUCTEMY MOHUTOPHHIA, B OTHOLICHUH MPEACTaBICHHON MU UH(POpMAIUU U OOIIeI0CTYTHOM
uH(popMalnH, coepiKalleicss B CHCTEME MOHUTOPHUHT A, OCYIIECTBIISETCS Yepe3 JTMUHbIN KaOUHET CyOBheKTa
oOpallleHHsl JeKapCTBEHHBIX CPEICTB WJIM MOCPEACTBOM HHGOPMAIMOHHBIX AJIEKTPOHHBIX CEPBUCOB C
MCI0JIb30BAHMEM CTaHJAPTHBIX IPOTOKOJIOB M UHTEP(PEHCOB FIMEKTPOHHOTO B3aUMOICHCTBHS;

B) JIOCTYN TpaKJaH B OTHOILIEHUU COJEpKalllelcss B CUCTEME MOHMTOPHMHIra MH(OpMalUU IMPpU
MIPOBEPKE CPEJICTBA UACHTU(UKALIMY OCYIIECTBIISETCS C UCIIOIb30BAHHEM MOOUILHOTO MPUIIOKEHHUSL.

56. MobOuiibHOE MPUIIOKEHHE TIPHU MPOBEPKE CPENICTBA UACHTU(PHUKAIIMHN 00eCTIeYuBaeT B TOM YHCIIE
CJIEYIOIIE BO3MOKHOCTH CHCTEMbl MOHUTOPHUHTA:

Wudopmarys 06 U3MEHEHUX:

Iloonynkm "a" usmenen ¢ 1 anpens 2024 e. - I[locmarnosnenue Ilpasumenbscmea Poccuu om 29 nosops
2023 2. N 2027

Cm. npedvioywyto pedaxkyuro
a) CYUTBHIBAHUE CPEJICTB UACHTU(UKAIINY C YTAKOBKH JIEKAPCTBEHHOTO Tperapara;
0) oToOpaxkeHNe pe3yabTaTOB MPOBEPKHU CPEACTBA UACHTHU(PHUKAIIUN B CHCTEME MOHUTOPUHTA;
B) BO3MOXXHOCTh HANpaBIEHUS CBEACHUNW B CHUCTEMY MOHHUTOPHHTa O HapyIIEHUSX MOpsaKa
MapKHUPOBKH JIEKAPCTBEHHBIX MPENapaToB.

Wudopmariys 06 U3MEHEHUSIX:

Ionoscenue oonoaneno nynkmom 56.1 ¢ 20 cenmsaops 2023 2. - [locmanosnenue Ilpasumenvcmea
Poccuu om 16 cenmabps 2023 2. N 1514
56'. MoGuibHOE NMPHMIIOKEHUE EIMHOTO MOPTANa TOCYNAPCTBEHHBIX M MYyHUIMIAIBHBIX YCIYT,
B3aMMO/ICHCTBYIOIIETO C CUCTEMON MOHUTOPHHTA, IPH MPOBEPKE CPEJCTB UACHTHU(PHUKAIINK 00ecTIeuuBaeT
B TOM UHUCJIE CIEAYIOIIHNE BO3MOXKHOCTH:
a) CUMTBIBAHME CPEJICTB MIACHTU(UKAMM CO BTOPUYHON (MOTPEOUTENLCKOM) YHMaKOBKU
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JIEKapCTBEHHOI'0 IIpernapara (B cilydae ee OTCYTCTBUS - IEPBUYHON YIIAaKOBKH JIEKAPCTBEHHOIO IIPEIapara);

0) oToOpaXkeHHe Pe3yJIbTaTOB MPOBEPKH CPEICTBA UACHTU(UKAIIMHN B CUCTEME MOHUTOPHHT A,

B) HalpaBJI€HHE B CHUCTEMY MOHHUTOPHHIA CBEIECHUN O HApPYLICHUSIX IOpSAIKAa MapKUPOBKU
JIEKapCTBEHHBIX MIPENapaToB.

Bo3MOXHOCTP HampaBieHUS C HCHOJb30BAHUEM €/IMHOIO IOpTaja TOCYAAPCTBEHHBIX H
MYHHULMIAJIBHBIX YCIYT B CHCTEMY MOHMTOPHMHIA CBEJIEHUN O HapYIICHUAX IOpsiaAKa MapKUPOBKHU
JIEKapCTBEHHBIX IpernaparoB (MpU HATUYUKA TEXHUYECKONW BO3MOYKHOCTH) OOECIIEUMBACTCS MPU YCIOBUU
MPOXOXKJICHHUS (PU3NISCKUMHU JIUIIAMUA Ha €IWHOM TOpPTajle TOCYAApPCTBEHHBIX M MYHHIUIAIBHBIX YCIyT
mpoueayp HWACHTU(DUKAIMA W ayTCHTH(HKAIMM C HCIOJb30BaHUEM (enepanbHOW TroCyAaapCTBEHHOM
nHpopmannoHHOU cucteMbl "EnquHas cucreMa MASHTHUQUKAIMN U ayTeHTU(UKALUU B UHPPACTPYKTYpeE,
obOecnieunBaromeil MHGOPMALMOHHO-TEXHOJIOTMUECKOE B3aUMOJECHCTBUE HWH(MOPMALMOHHBIX CHUCTEM,
HCIOJIb3YEMBIX JIJIS1 IPEOCTaBICHUS TOCYIapCTBEHHBIX U MYHUIIMIIAJIBHBIX YCIIYT B 3JIEKTPOHHOU (hopme".

Wnpopmanus 06 H3MEHEHUSX:

Ilynkm 57 uzmenen ¢ 31 urona 2020 e. - [locmanosnenue [Ipasumenvcmea Poccuu om 21 urona 2020 2. N
1079

Cm. npedvioywyro pedakyuro
57. CyobexT oOpalieHus JJeKapCTBEHHBIX CPEACTB MOXKET MOJTYIUTh JOCTYI KO BCEM AJICKTPOHHBIM
JIOKYMEHTaM, MepeJaHHbIM UM B CHCTEMY MOHUTOPHHTA, a TAKXKE K AJICKTPOHHBIM JJOKYMEHTaM, CO3JaHHBIM
CUCTEMOM MOHHUTOPHHTAa TIO pe3yiabTaraM oOOpaOOTKM TMOJy4eHHBIX OT CyOBeKTa OOpalieHus
JIEKapCTBEHHBIX CPEJICTB IOKYMEHTOB, a Takke K MH(opmarmu, otHeceHHoU [IpaBurensctBom Poccuiickoit
denepanuu K 00MIEAOCTYITHON HHGOPMAIIHH.
Wudopmarys 00 M3MEHEHUX:

Ilynkm 571 usmenen ¢ 1 anpens 2024 2. - Ilocmanoenenue Ilpasumenscmea Poccuu om 29 noabps
2023 2. N 2027

Cm. npedvioywyro pedaxkyuro
57!, DMuTeHTy CpeiCTB MACHTH(UKALMHU, 3aPErUCTPUPOBAHHOMY B CHCTEME MOHMTOPUHIA U
MPEJICTaBUBIIIEMY CBEJICHHS B CHCTEMY MOHUTOPHHTA O HAHECEHUH CPEJICTB UICHTU(UKAIIMH HA YIIAKOBKU
JICKApCTBEHHBIX IPENapaToB, MOMUMO CBEICHHH, yKa3aHHBIX B TyHKTe 57 Hacrosiero IlojoxeHus,
o0ecrieyrBaeTCs JOCTYII K CICIYIONUM BUIaM HH(QOPMAIIUH OTPAHUYCHHOTO JJOCTYIA O CEPUSAX M MapTHUIX
TaKUX JICKAPCTBEHHBIX MPENapaToB:

Wudopmarys 06 M3MEHEHUX:

Iloonynkm "a" usmenen ¢ 1 anpens 2024 e. - I[locmarnosénenue Ilpasumenvcmea Poccuu om 29 Hosops
2023 2. N 2027

Cm. npedvioywyro pedaxyuro

a) nHMopManus O BIAJEIblIe CEPUU U MAPTHH JICKAPCTBEHHOTO Iperapara M ero KOJIMYEeCTBE B
CIITYIOLIIEM COCTaBe:

HaMMEHOBAHHE BJIA/ICNbLIA CEPUU U TIAPTUH JICKAPCTBEHHOTO ITperapara;

UACHTU(HUKAIIMOHHBI HOMEp HAJOTOIUIAaTENbIIMKA BiaJeNiblla CEPUH U MapTUU JIEKAPCTBEHHOTO
npernapara;

UACHTU(PHUKATOP MECTa OCYLIECTBICHUS AEATEIbHOCTH BJIAJIETbIla CEPUU U MAPTUHU JIEKAPCTBEHHOTO
npernapara, 1o JaHHbBIM CHCTEMbl MOHUTOPUHTA;

TUI OIEpalUy 10 000POTYy CEpUU U MAPTUH JIEKAPCTBEHHOTO IpenapaTa, 3aperuCTpUPOBaHHON B
COOTBETCTBMU ¢ TpeOoBaHMAMU Hactosmero Ilonmoxenus (MpUHATO OT CyObeKTa oOpaleHus
JIEKapCTBEHHBIX CPEJICTB, MEPeJaH0 CYOBEKTOM OOpalleHHsl JIEKapCTBEHHBIX CPEJCTB, BBIBEICHO W3
o0opoTa ImyTeM peanusanuu (MpoaaXku), BEIBEIEHO U3 000pOTa O OCHOBAHUSAM, OTJIMYHBIM OT Pealn3aluu
(mpojakn), BKIItO4as HHPOPMALIMIO 00 UCTOYHMKE (PMHAHCUPOBAHUS, YKa3aHHOM CyOBEKTOM OOpaleHus
JIEKapCTBEHHBIX CPEACTB B OTHOILIEHUH COOTBETCTBYIOLIEH Oneparum;

r7100aIbHBIA UACHTU(PUKAIIMOHHBII HOMEP TOProBOl €IMHHUILBI,

oO111ee KOJIMYECTBO JIEKAPCTBEHHBIX MpEnapaToB;
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0) cBemeHHS O KOJMYECTBE JICKAPCTBEHHBIX IPENapaToB, BBIBEJCHHBIX M3 000pOTa IyTeM
PO3HMYHOH MPOJaKU B MeCTe (10 aApecy) OCYIIECTBICHHUS pacueTa WM BBIBEACHHBIX U3 000pOTa IMyTeM
OTITyCKa Il MEAULMHCKOTO MMPUMEHEHHs], OTITycKa OECIIaTHO MO PeLenTy Ha JIEKapCTBEHHBIE TpenapaThl
B MecTe (10 aApecy) OCYIIECTBICHUS IEATEIbHOCTH;

B) CBEJCHUS O CPEIHUX PO3HUYHBIX IIeHaX (CyMMax pacueTa) JeKapCTBEHHBIX IIPENapaToB B CiIydae
PO3HMYHON HPOJAXH C YKa3zaHHEM TJI00aJbHOTO WACHTH(PHKAIMOHHOTO HOMEpa TOPTOBOM €IUHHIIBI H
TOProBOT0 HAMMEHOBAHUS JICKAPCTBEHHOTO IMpenapaTa, PAacCUMTAHHBIX HE MEHEe 4eM 10 3 MecTaMm
(ampecam) ocymiecTBICHHS pacdeTa 3a NEepHoJ HE MEHee OJHOW HEIENH W arperHpoOBaHHBIX 10 YPOBHS
cyobekra Poccuiickoii @eneparum.

Wnpopmanus 06 H3MEHEHUSIX:

ITynkm 57" usmenen c 1 anpens 2024 2. - Ilocmanosnenue Ipasumenscmeéa Poccuu om 29 noabps
2023 2. N 2027

Cm. npedvioywyto pedaxkyuro

571", loctyn  cBeneHusM, yka3aHHEIM B TyHKTe 57 | HacTosmero Ilonoxenus, obecneunBaercs
OTIEPATOPOM CHUCTEMbl MOHHUTOPHMHTA C BO3MOXXHOCTBHIO (DOPMHPOBAHUSI B JIMYHOM KAOMHETE SMUTEHTA
CpencTB MIASHTU(UKAIIMN B CHCTEME MOHHTOPHHTA arperdpoOBaHHBIX OTYETOB MO BHUJAM HHGOpPMAINH B
ABTOMAaTH3UPOBAHHOM PEXHME C HCIOJB30BAaHUEM TPOTPAMMHO-TEXHUYECKUX CPEJICTB CHUCTEMBI
MOHUTOPHHTA.

OMUTEHT CPEJCTB UICHTU(HUKAIIMK BIpaBe MepeaTh MPaBo JAOCTyMNa K CBEICHUSIM, YKa3aHHBIM B
nynkTte 57 ! HacTosmmero ITookeHus, TONBKO 3apPErUCTPHPOBAHHBIM B CHCTEME MOHHUTOPHHTA CIIETYIONTNM
cyOBbekTaMm oOpalieHus JICKapCTBEHHBIX CPEJICTB:

CyOBEeKT 0OpalieHHsl JIEKapCTBEHHBIX CPE/ICTB B OTHOIICHUH JIEKAPCTBEHHBIX IIPETIapaToB, CBEICHUS
0 KOTOpBIX TaKUM CYOBEKTOM OOpaIlleHMs JIEKApCTBEHHBIX CPEACTB MPEJCTaBICHBI B COOTBETCTBUU C
yacTeio | cratey 52 @emepanbHOro 3akona "O6 0OpallleHHH JIeKapCTBEHHBIX cpecTB" B MDenepanbHyro
cnyxk0y To Ham3opy B cdepe 3apaBOOXpAaHEHHS WA Ha KOTOPhIE TaKUM CYOBEKTOM OOpalieHus
JIEKapCTBEHHBIX CPEJICTB MOJIy4EHBl pa3pelleHusi Ha BBOJ B TpaKJaHCKUN 0OOpPOT MPOU3BEICHHBIX B
Poccuiickoit @enepannu UMMYyHOOHOJIOTHYECKHUX JIEKAPCTBEHHBIX MTPENapaToB, IPEeTyCMOTPEHHBIE YaCThIO
7 cratbu 52 ' denepanbHOro 3akona "O6 0OpalieHny 1eKapCTBEHHBIX CPeICTB";

CyOBEeKT 0OpallieHHsl JIEKapCTBEHHBIX CPE/ICTB B OTHOIICHUH JIEKAPCTBEHHBIX IIPENIapaToB, CBEICHUS
0 KOTOpBIX TaKUM CYOBEKTOM OOpallleHHs JIEKAPCTBEHHBIX CPEACTB IPEACTaBICHBI B COOTBETCTBUU C
yacThio 2 ctatey 52 1 @enepanbHoro 3akoHa "O6 00pallleHHH JIEKapCTBEHHBIX cpecTB" B DeepaabHyo
cnyxk0y 1o Haa3opy B cdepe 3apaBOOXpaHEHUS WIM Ha KOTOpbIE TaKUM CYOBEKTOM OOpalleHus
JIEKapPCTBEHHBIX CPEJICTB MOIYYEHBI pa3pellieHus! Ha BBOJI B IPaKJaHCKHI 000pOT BBO3UMBIX B Poccuiickyro
Odenepanito UMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX MPENaparoB, MPEeAyCMOTPEHHbIE YacThio 7 CTaThbu
521 ®denepanpHoro 3akoHa "OO o0O0pallleHUM JIGKAPCTBEHHBIX CPEACTB", 3a HCKIIOYECHHUEM CBEICHUH,
yKa3aHHBIX B nonynkre "B" nmynkra 57 | mactosmero ITonoxenus;

JepxaTellb WIM BIajeNel] PEerucTPAllMOHHOTO YAOCTOBEPEHMs] MpPH HAaIU4YUd B CUCTEME
MOHHUTOPHHIa CBEJICHH O KOJIE HAJIOTOILIATEIbIINKA TAKOTO AeP>KATEeNsl WIIH BIIaJeNIbIla PETUCTPALMOHHOTO
YIOCTOBEPEHUS B CTpaHE PETMCTPALlUU, MEPEJAaHHOTO B COOTBETCTBUM C NMYHKTOM 3 mpuioxeHus N 1 k
Hacrosuemy [lonoxenuto.

Wudopmariys 06 U3MEHEHUSIX:

Ionoxcenue dononneno nynkmom 57172 ¢ 1 anpens 2024 2. - ITocmanoenenue Ipasumenscmea Poccuu
om 29 nosaops 2023 2. N 2027
57 2. DMuTEHT cpecTB UASHTU(GHKAIMY BIIPaBe OCYIIECTBIATH CAMOCTOSTENLHO UM NOPYYaTh B
COOCTBEHHBIX UHTEpecax 00paboTKy HH(pOpMAIMK, YKazaHHOH B nyHkte 57 | HacTosmero Ilonoxenus, B
TOM uHCIIe HE MepedncIeHHbM B nynkre 57 ! nacrosmero Ionoxenus nuuaM. B Takux ciydasx J0CTyn
K Takoil wuH(pOpMaluu WM pe3ylbTraraM ee oOpabOTKM HMeeT YyKa3aHHBIM CyOBEeKT oOpalieHus
JIEKapCTBEHHBIX CPEJICTB WM JUI0, KOTOPOMY OH MOPYYHJ 00paboTKy, MOCPEACTBOM JTUYHOTO KaOMHETa
OMUTEHTA CPE/ICTB UACHTH(PUKAIUH.
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Wupopmanus 06 H3MEHCHUSX:

Paszoen VII dononnen nynkmom 5772 ¢ 31 urona 2020 . - I[locmanoenenue Ipasumenscméa Poccuu om
21 urona 2020 2. N 1079
572. TloTpebGuTensM JeKapCTBEHHBIX IIPENapaToB OOECIeuMBAETCS MOCTYH K HH(OPMAIMH,
otHecenHoi [IpaBurensctBoM Poccuiickoit @enepanuu k 00mea0CcTymHo#H nHpopMaImy.

Wupopmanus 06 M3MEHEHUSX:

ITynkm 573 uzmenen ¢ 1 anpens 2024 2. - Ilocmanosnenue Ipasumenvcméa Poccuu om 29 nosbps
2023 2. N 2027

Cm. npedvioywyro pedakyuro

573. denepanbHBIM OpraHaM HMCIOIHUTENLHON BIACTH U MCHOJHUTEILHBIM OpraHaM CyObeKTOB
Poccuiickoit ®denepanuu B 1eAX, onpeneaeHHbIx HacTosmuM [lomoxkennem, odecredynBaeTcs JAOCTYI K
CJIETYIOIIUM CBEJCHUSIM:

a) nHpopmaius o cyObeKkTax 0OpalleHusl JIeKapCTBEHHBIX CPEJICTB, O JIEKAPCTBEHHBIX Ipernaparax
u ux obopore, HEOOXoAMMAas JJIsl BBINOJIHEHUS 3a/1a4 U OCYIIECTBICHMS (DYHKIUH, BO3JIO)KEHHBIX Ha
(dbenepanbHbie OpraHbl HCHOJHUTEIBLHOW BIACTH M HUCIOJHUTENBHBIE OpraHbl CyOBeKTOB Poccuiickoii
®denepanuu, B LEIAX, ONpeAeIeHHbIX HacTosmuM [lonoxxennem;

0) cratucTuyeckas nHpopMaIus O JeKapCTBEHHBIX MpernapaTax u uxX 060poTe;

B) uHbopmanusi, otHeceHHas [IpaButenbcTBoM Poccuiickoit ®enepanuu K 00IIEIOCTYITHON
uH(popMaLnH.

Undopmanus 06 M3MEHEHUX:

Ilynkm 57% usmenen c 1 anpens 2024 2. - ITocmanoenenue Ipasumenscmeéa Poccuu om 29 noabps
2023 2. N 2027

Cm. npedvioywyro pedaxyuro
574 CoctaB wuH(pOpMaluH, COAEp)Kallelics B CHCTEME MOHHTOPHMHIA, JOCTYN K KOTOPOMH
obecnieunBaercs ¢eepalbHBIM OpraHaM UCIOJHUTENBLHOM BJIACTH U UCTIOJTHUTENILHBIM OpraHaM CyObeKTOB
Poccuiickoit deneparuu, ompenensieTcss B cOryaleHUsX o0 HMHPOPMAIMOHHOM B3aUMOJICHCTBHH,
3aKJIFOUEHHBIX OMEPaTOPOM CHCTEMbl MOHUTOPUHIA C (hefepaibHbIMU OPraHaMU MCTIOJHUTEIBHON BIIACTH
WU  WCIIOJHUTEIbHBIMH OpraHamMu cyobektoB Poccuiickori ®enmeparuu u  MHHHCTEPCTBOM
3apaBooxpanenus: Poccuiickoit denepannm.

Wudopmarys 06 MU3MEHEHUX:

Paszoen VII oononnen nynkmom 57° ¢ 31 wrona 2020 2. - Ilocmanosnenue Ilpasumenscmea Poccuu om
21 urona 2020 2. N 1079

57°. MdenepanbHOil ciyxkOe Mo Ham3opy B cepe 3ApaBOOXpPaHEHHs OOECIEYMBAETCA JOCTYH K
uH(popMalIUY, COJEpKAIICHCS B CHCTEME MOHUTOPUHTA, B LIEJSX:

a) OCYILIECTBJICHHS KOHTPOJIA COOMIOJCHHS] MEAMIIMHCKHUMH DPAaOOTHHUKAMU, PYKOBOIUTEISIMU
MEIHUIMHCKUX OpraHuzanuii, GapmaneBTHUeCKUMH pPAOOTHUKAMH M PYKOBOAMTENSIMU  aNTEYHBIX
OpraHu3aIiil OrpaHNYEeHUHN, MPUMEHSIEMBIX K HUM MPHU OCYILECTBICHUH MPO(EeCcCHOHAIBHOMN e TeIbHOCTU
B COOTBETCTBUU C 3aKOHOaTeNbCTBOM Poccuiickoit deneparuu;

Wudopmariys 06 H3MEHEHUSIX:

Iloonynxkm "6" usmenen c 1 cenmsops 2023 e. - [locmanosnenue I[Ipasumenscmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyto pedaxkyuro
0) ocymiecTBieHus (enepaabHOr0 roCyAapCTBEHHOTr0 KOHTpoJs (Haa3opa) B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPEJICTB;
B) MPOBEJICHUS MOHUTOPUHTA aCCOPTUMEHTA M IIeH Ha XU3HEHHO HEOOXOJMMbIE U BaKHEUIITHE
JIEKapCTBEHHBIE TIPETaparhl;
T') OCYIIECTBIICHHUS B YCTAHOBIECHHOM TMOPSIKE TPOBEPKU ACSITETbHOCTH MEUIIMHCKUX U alITeUHBIX
OpraHM3aIiii, OpraHu3anuii ONTOBOW TOPrOBIIM JIGKAPCTBEHHBIMH CPEACTBAMH, NPYTUX OpPraHU3AlMNA U

19.07.2024 Cucrema '’APAHT 41/77


http://ivo.garant.ru/document/redirect/74416692/1228
http://ivo.garant.ru/document/redirect/408145807/1216
http://ivo.garant.ru/document/redirect/76826798/1573
http://ivo.garant.ru/document/redirect/408145807/1217
http://ivo.garant.ru/document/redirect/76826798/1574
http://ivo.garant.ru/document/redirect/74416692/1228
http://ivo.garant.ru/document/redirect/406614235/1431
http://ivo.garant.ru/document/redirect/76814091/15752

[ocranonenue IpaBurenscrBa P® ot 14 nexabpst 2018 r. N 1556 "O6 yrBepxnennu [lonoxxenus o cucreme. ..

WH/IMBUYAJIbHBIX TPEANPHHUMATEIEH, OCYIIECTBIISIONUX ACATEIBHOCTD B cepe 3ApaBOOXpaHEHUSI.

Wupopmanus 06 H3MEHCHUSX:

Paszoen VII dononnen nynkmom 575 ¢ 31 urona 2020 . - I[locmanoenenue Ipasumenscméa Poccuu om
21 urona 2020 2. N 1079

57°. denepanbHOil HATOTOBOI CiTykOe obecreurBaeTCs JOCTYI K MHQOPMALMK, coepiKarieiics B
CUCTEME MOHUTOPHUHIA, B LEJIAX:

a) OCYIIECTBJICHUS KOHTpOJII M HaJ30pa 3a IPaBWIbHOCTBIO MCUUCICHUS, IIOJHOTON U
CBOEBPEMEHHOCTHIO BHECEHHS B COOTBETCTBYIOUIUMN OIO/DKET OromKeTHOW cucteMbl Poccuiickoit
®denepanun HAJIOrOB U cOOpPOB, a B CIlydasX, NPEIyCMOTPEHHBIX 3aKOHOJATEILCTBOM Poccuiickoii
@enepauy, - 3a MPaBUIBHOCTBIO HCYHUCIEHHUS, TIOJHOTOM M CBOEBPEMEHHOCTHIO BHECEHHUS B
COOTBETCTBYIOIINHN OOPKET MHBIX 0053aTENbHBIX MIaTEeKEN;

0) KOHTpOJIs coOuo/ieHust TpeOOBaHUM K KOHTPOJIbHO-KAaCCOBOM TEXHHUKE, MOPSJIKa U YCIOBHH ee
perucTpainyu U IpuUMEeHEHHUs;

B) KOHTpOJIA y4yeTa BBIPYYKH JACHEXKHBIX CPEICTB Yy IOPUIMYECKUX JHI U WHAUBHIYaJIbHBIX
MpeANPUHUMATENEH;

I') OCYIIECTBIIEHUSI KOHTPOJIbHBIX MEPOTIPUATHI, BKIIOUasi KaMepaJIbHbIE U BbIE€3/THbIE TPOBEPKHU.

Nudopmanus 06 M3MEHEHUX:

Paszoen VII dononnen nynkmom 577 ¢ 31 wionsa 2020 . - ITocmanoenenue Ipasumenscmea Poccuu om
21 urons 2020 2. N 1079
577. denepanbHON TaMOKEHHOM CTy)0€ 06ecrednBaeTest JO0CTyN K HHOPMALMH, COAepsKaIeics
B CHCTEME€ MOHUTOpPHUHTIA, B LENIX oOecrnedeHus MpelyCMOTPEHHBIX 3aKOHOAaTeabcTBOM Poccuiickoii
denepai MOJTHOMOYMI IO OCYILECTBICHUIO TaMOKEHHOTO KOHTPOJIS 3a MPOAYKIMEW, BBO3UMOW B
Poccuiickyro ®enepanuio, B TOM YHUCJIE TaMOKEHHOTO KOHTPOJISA TOCJE BBIIIYCKAa TOBApOB, a TaKXe
KOHTPOJIS 32 IPABUJIBHOCTHIO UCUUCIICHUS M CBOEBPEMEHHOCTBIO YIJIAThl TAMOKEHHBIX MOILINH, HAJIOTOB,
CHeIHabHbIX, aHTHIEMIIMHTOBbIX KOMIIEHCAI[MOHHBIX MOLUUIMH U WHBIX IUIaTeKeW, B3MMaHHE KOTOPBIX
BO3JIO’KEHO HAa TaMO>KEHHBIE OPTaHbl.

Wudopmarys 06 U3MEHEHUX:

Pazoen VII oononnen nynkmom 57°% ¢ 31 urona 2020 e. - ITocmanosnenue Ipasumenscmea Poccuu om
21 urona 2020 2. N 1079
57 8. denepanbHOii ciykOe rocy1apcTBEHHOH CTATHCTUKN 00eCIeunBaeTcs JOCTYN K HH(pOPMAIUH,
colepkamieiicss B cuCTeM€ MOHUTOPHHIa, B IeNsAX OOeCnedeHus OCYIIECTBICHUs (YHKIUN 110
dbopMupoBaHHIO O(PUIMATBFHOW CTATUCTHUYECKON WHGOpPMAMU O COLHUANbHBIX, HSKOHOMHUYECKUX,
nemMorpauuecKux, SKOJIOTHUYECKUX U IpYTuX oOLIeCTBEeHHBIX Mpoleccax B Poccuiickoit deneparuu.

Wudopmarys 06 U3MEHEHUIX:

Ilynkm 57.9 usmenen ¢ 1 cenmsaops 2023 e. - I[locmanosnenue I[Ipasumenvcmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedaxyuro
57°. ®epmepanbHOl aHTMMOHONOJNBLHON ciyxkOe obecreunBaeTcs JOCTYH K HMH(OpPMAIHH,
coJiepxaleiics B cUCTeMEe MOHUTOPHMHIA, B LENAX OCYIIECTBICHUS TOCYIapCTBEHHOIO KOHTPOJS 3a
COOJIIOJICHMEM AaHTHMMOHOIIOJBHOTO 3aKOHOJATENILCTBA M 3aKOHOJATENbCTBA B c(hepe roCyaapCTBEHHOTO
peryaupoBaHus LieH (TapuoB) Ha ToBapsl (ycnyru) B Poccuiickoit @enepanuu.

Wudopmarys 06 U3MEHEHUSIX:

ITonoxcenue dononneno nynkmom 571° ¢ 1 cenmabpsa 2023 . - Ilocmanoenenue IHpasumenscmea Poccuu
om 24 mapma 2023 2. N 468
571°. MunucrepctBy BHyTpeHHHMX nen Poccuiickoit ®enepauuu obecrnedmBaeTcss JOCTYH K
uH(pOpMaIIUY, COJAEpKAIEHCS B CHUCTEME MOHUTOPWHTA, B LENSAX pealu3alii IMOJHOMOUYUN B cdepe
KOHTPOJIS 32 000POTOM HAPKOTHUUECKHUX CPEICTB, IICUXOTPOIHBIX BEIIECTB U UX MIPEKYPCOPOB.

Hudopmarys 06 H3MEHEHUSIX:
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Ilynkm 57.11 uzmenen ¢ 27 aneaps 2024 2. - [locmanosnenue Ilpasumenvcmea Poccuu om 19 ansaps
2024 2. N 25

Cm. npedvidywyio pedaxyuro
571!, denepanpHOil ci1y)0e 10 KOHTPOJIIO 32 ANKOTOJILHBIM 1 Ta0auHLIM PHIHKAMU 00€CIIeUHBACTCS
JOCTYN K HH(POPMAIIMH, COJAePIKAIIEHCS B CHCTEME MOHUTOPHHTA, B IIEIISIX OCYIECTBICHUS (eepaTbHOro
roCyJapCTBEHHOTO KOHTpOJis (Ham3opa) B 00JacTM MTPOU3BOJACTBA M 000pOTa STUIIOBOTO CIIHPTA,
QJIKOTOJIBHOM M CIIMPTOCO ISP KALICH MTPOTYKIIHH.

Wnpopmanus 06 N3MEHEHUSIX:

Ionoowcenue oononnerno nynkmom 5712 ¢ 1 anpena 2024 2. - Ilocmanosnenue Ipasumenvcméa Poccuu
om 29 nosaops 2023 2. N 2027

57 2. UcnonnuTensHpIM OpraHaM cyobekToB Poccuiickoil Deepaiuu obecnedynBaeTcs AOCTYI K
uHpOpMAIMY, COAEp)KAlIelcss B CHCTEME MOHUTOPHHTA, B COOTBETCTBMU C COTJamIeHHEM 00
WHPOPMAIIMOHHOM ~ B3aUMOJICWCTBUH,  3aKIIOYCHHBIM  OMEPAaTOPOM  CHUCTEMBl MOHHTOPHHTA  C
HCIIOJIHUTENBHBIM OpraHoM cyobekra Poccuiickoit ®denepannn 1 MHUHHCTEPCTBOM 3/1paBOOXpPAaHEHUS
Poccniickoit denepanuu B Hesax:

a) OCYIIECTBIICHUS PETHOHAIBHOTO TOCYIapCTBEHHOTO KOHTPOJS (HAA30pa) 3a MIPUMEHEHUEM IIeH
Ha JIEKapCTBEHHBIC MpENaparhl, BKIIOUYEHHBIE B IEpeYeHb XU3HEHHO HEOOXOJMMBIX M BaKHEHITUX
JIEKApCTBEHHBIX MPENapaToB, OPraHW3alUsSMH ONTOBOM TOPrOBIHM JICKAPCTBEHHBIMH CPEICTBAMH,
aNTeYHBIMU OPTaHHW3AIUSAMH, WHIAUBHIYAJIHHBIMH MPEANPUHAMATEIIMA, WMEIONIUME JIMIICH3UIO Ha
(bapMareBTHUECKYI0 JIeATENIbHOCTh, MEIWIMHCKUMH OPTaHU3aIlUsIMH, HWMEIOIMMH JIMIIEH3UWI0 Ha
(hapmMareBTHUECKYyI0 JIeATeNbHOCTh, W WX O0O0COOJEHHBIMH TOJPA3JACICHUSIMU (aMOYIaTOPUAMH,
denpamepckuMu U (PenbaepceKo-aKylepckKuMH TyHKTaMu, IEHTpaMu (OTIeJIeHUsIMI) 0011el BpaueOHOM
(ceMeiiHOM) MpaKTHKH), PACcIOIOKEHHBIMU B CENbCKUX HACEIIEHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeyHble OpraHu3allnu;

0) mpoBeneHHs WHDOPMAITMOHHO-AHAIIMTHYECKOTO HAOJMIONEHUS 32 COCTOSSHHEM pBIHKA
JIEKapCTBEHHBIX IPENaparoB W OCYIIECTBIEHUEM (hapMalleBTUUECKONW IesTebHOCTH Ha TEPPUTOPUU
COOTBETCTBYMOIIEro cyonrekTa Poccuiickoit denepannu, opraHu3alii U OCYIIECTBICHHUS] MEPONPHUSITHI,
COJICHCTBYIOIIUX PAa3BUTHIO (PapMalleBTUYECKOW JIEATEIbHOCTH HA TEPPUTOPUU COOTBETCTBYIOILIETO
cyowekra Poccuiickoit denepanuu.

Wudopmarys 06 MU3MEHEHUX:

Haumenosanue uzmeneno ¢ 1 cenmsaops 2023 e. - Ilocmarnoenenue Ilpasumenvcmea Poccuu om 24
mapma 2023 2. N 468

Cm. npedvioywyro pedaxyuro

VIII. Oneparop cucreMbl MOHUTOPUHI A

58. Omneparop cUCTEMbl MOHUTOPHMHIA IIO COTJACOBAHHUIO ¢ MUHHUCTEPCTBOM 31paBOOXpPAaHEHUS
Poccuiickoit @enepanuu u OenepanbHol ciayx00i 1o HaA30py B cdepe 3ApaBoOXpaHEHUs 00eceunBaeT:

a) co3/[aHue, pa3BUTHE, BBOJI B OKCIIIyaTallMIO, SKCILTyaTallUIO U BBIBOJ U3 SKCIUTYaTallUl CUCTEMbI
MOHUTOPHHTIA, IPE0CTaBICHNE HH(POPMALIUH, COJEPIKalIlelcs B CHCTEME MOHUTOPUHTA, U B3aUMO/JIEHCTBUE
CHCTEMbl MOHUTOPHHTA C UHBIMU MH()OPMAIIIOHHBIMU CUCTEMAMU;

0) peanu3alU0 MEXaHU3MOB OOIIECTBEHHOTO KOHTPOJ, BKJIIOYas MpueM HHpopManmuu o
pe3yibTaTax NPOBEPKH CPEACTB HJICHTU(UKAUMM U KaJIOObl (U3NYECKUX U IOPUAWYECKUX JIMIL,
WHAMBUIYAIBHBIX NOpeANpUHUMAaTeNel, XpaHeHue, o0paboTKy U mepedayy dTOH uHPOpMaIMU B
YIIOJIHOMOYEHHBIE (he/iepaabHbIe OpraHbl UCTIOHUTEIBHON BIACTH.

59. Omneparop CHCTEMbl MOHMTOPMHIAa HECET OTBETCTBEHHOCTb B  COOTBETCTBUU C
3aKoHOAarenbCcTBOM Pocculickon Penepanuu:

a) 3a XpaHEeHHE BCEX JAHHBIX U 3amuceil TpaH3akuuil B 6a3e JaHHBIX, PETUCTPUPYEMBIX B CHCTEME
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MOHHUTOPHUHTIA,

0) 3a IeN0CTHOCTh, COXPAaHHOCTh M HEPOTUBOPEUUBOCTh MH(POPMALIUY B CHCTEME MOHUTOPHHTA;

B) 3a BEJCGHHE M XpaHECHHE EIUHBIX pPEEeCTPOB, CIPABOYHO-HOPMATHBHON WH(pOpMaIuy,
KJaccu(pukaTopoB U GopMaToB 0OMEHa TaHHBIMHU;

r) 3a 6ecriepeOoHYIO 1 0TKa30yCTOWYHMBYIO padOTy CUCTEMbl MOHUTOPHHTA;

J) 3a BOCCTAHOBJIEHHE pPabOTOCIIOCOOHOCTHM CUCTEMbI MOHMTOPUHIA M €€ KOMIIOHEHT II0CJIe
ycTpaHeHUs! CO0EB IPU YCIOBUU MOJHOTO YCTPAaHEHHs MPUYHH, BBI3BABIINX COOH, a TaK)Ke 3a COXpaHCHHE
[IEJIOCTHOCTH YCTAHOBJICHHBIX HA CEPBEPax MPOrPaMMHO-TEXHUYECKUX CPEICTB U 0a3 TaHHBIX;

€) 3a CTPYKTYpHOE pe3epBUPOBAHUE, aBTOMAaTHUECKOE BhISIBIICHHE (DakTa OTKa3a CEpBEPHOTO y3/a U
MEepeKIIoYeHNe 3aqad Ha JPYrod CepBEepHBIM y3€l, a TakkKe 3a HaJMuue pPEe3epBUPOBAHHOTO U
IUBEPCU(PUIIMPOBAHHOTO MO MOAKIIOUEHUIO K ITPOBaiiiepaM CeTeBOro J0CTyma;

k) 3a MHPOPMAIIMOHHYIO 0€30TaCHOCTh U 3alIUTY JAHHBIX OT HECAHKIIMOHUPOBAHHOTO JOCTYyIMA U
yTeUKU HH(pOpMaLNH;

3) 3a KOHCYJbTAallMOHHYIO M TEXHHUYECKYIO IMOJJIEPKKY CYObEKTOB OOpalleHMs JIEKapCTBEHHBIX
Cp€ACTB CUCTCMbI MOHUTOPHHTI'A U MOOHJILHOTO MIPUITOKCHHUA TJIA (1)I/ISI/ILICCKI/IX JINIT,

M) 3a cOop W aHamM3 OOpalleHUH MOPUIANYECKHX W (U3HYECKUX JUIl, WHAUBUIYaTbHBIX
MpeIpUHIMATENEH C [IeTbI0 MOCTAHOBKH 33]ad Ha TOpabOTKy ¥ MOJACPHHU3ANNIO 0a3 TaHHBIX.

Uudopmanus 06 M3MEHEHUX:

Paszoen VIII oonoanen nynkmom 60 ¢ 31 urona 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 21
uronn 2020 2. N 1079
60. OmepaTop cHCTEMBbl MOHUTOPHHTA B ciiydae cOOsl B CHCTEME MOHHMTOPHHTA, MOBJIEKIIErO 3a
co0o0il 0TKa3 B MpuemMe CBeIEeHUN OT CyObEKTOB OOpallleHUsl JEKapCTBEHHBIX CPEICTB O COBEPLICHHBIX
orepanusx, pasMeniaeT Ha opUIMATFHOM CaiiTe OmepaTropa CUCTEMbl MOHUTOPUHTA B MH(GOPMAIIMOHHO -
TEJIIEKOMMYHUKAIIMOHHOM ceTu "MuTepHer" ciemyronme cBeaeHU:
a) nHpopmarus o cOoe He Mo3aHee 4 YaCOB ¢ MOMEHTA €ro BOSHUKHOBEHUS;
0) uHbopmarus 00 YCTpaHEHHUH TMPUYMH COOSI ¥ BOCCTAHOBJICHHH TOJHON pPabOTOCTIOCOOHOCTH
CHUCTeMbl MOHUTOPHUHIA HE IMO3qHEe 4 4acOB C MOMEHTa BOCCTAHOBJICHHS IOJIHOM pabOTOCTIOCOOHOCTH
CUCTEMbl MOHUTOPUHTA C yKa3aHUEM IPOAODKUTEIBHOCTH OIpaHUYEeHHUs B ee padoTe.

Wudopmarys 06 U3MEHEHUX:

Tlonoocenue oononnerno nynkmom 61 ¢ 1 cenmsaops 2023 2. - I[locmarnosnenue Ilpasumenvcmea Poccuu
om 24 mapma 2023 2. N 468

61. B nensax ycrpaHeHust cyObeKTOM OOpAaIlleHUs J€KapCTBEHHBIX CPEICTB MPUUYMH, HAPYIIUBIIUX
paboTOCIOCOOHOCTh CHCTEMBbl MOHMTOPHMHIA, ONEPAaTOp CHCTEMbl MOHHUTOPUHIA BIIPAaBE OrPaHUYMUTH
MH(GOpPMALMOHHOE B3aUMOJecTBUE MH(DOPMAIMOHHONW CHUCTEMbI CyObEKTa OOpaIleHUsl JEeKapCTBEHHBIX
CPEACTB C CUCTEMOM MOHHMTOpPUHIA B CiIydyasX, KOIJa Takoe MH(pOpMallMOHHOE B3aUMOJICHCTBUE BENET K
HECTaOMJIbHOM paboTe CUCTEMbl MOHMTOPHUHIA, /IO YCTPaHEHUs CYyOBEKTOM OOpallleHHs JeKapCTBEHHbIX
CPEICTB yKa3aHHbBIX IPUYHH.

OrpanuyeHue HH(POPMAIMOHHOIO B3aUMOJAEUCTBUS HMH(GOPMALMOHHON CHCTEMBl CyOBEKTa
oOpaleHns JIEKapCTBEHHBIX CPEACTB C CUCTEMOW MOHUTOPHMHIA OCYILIECTBISIETCS ONEPATOPOM CHCTEMBbI
MOHHUTOPHHIAa B COOTBETCTBHM C PETJIAMEHTOM, YTBEP)KIEHHBIM MUHHCTEPCTBOM 31paBOOXPAHEHHUS
Poccniickoit @enepauyn ¥ MUHHCTEPCTBOM MPOMBILLIEHHOCTH U ToproBiau Poccuiickoit denepauuu u
pa3MeIleHHbIM OIepaTopoM CHCTEMbl MOHUTOPUHIAa B MH()OPMAIMOHHO-TEIEKOMMYHUKAIUOHHON CETH
"NHTepHeT" Ha ero o(uIMaILHOM CalTe.

MNPUJIOXEHHE N 1

K [lonoxennio 0 cucreMe MOHMTOPUHTA
JABUKEHHS JIEKAPCTBEHHBIX NMPENapaToB
AJIS1 MEAUIIUHCKOT 0 NPUMEeHEeHUs
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Ceenenus,
npeacTaBJisieMble rOCy1apcTBeHHBIMU HH()POPMANMOHHBIMYU cHcTeMaMH ¢eiepajbHbIX OPraHoOB
UCIOJIHUTEIbHOM BJIACTH B CHCTEMY MOHUTOPHUHIA IBUKEHUSI JIEKAPCTBEHHBIX MPenapaToB JIJist
METUIIMHCKOT0 MPUMEHEHHUs, a TAKKe CBEJIeHUsI, MepelaBaeMble U3 CHCTEMbl MOHUTOPHHI A
JABUKEHUSI JIEKAPCTBEHHBIX MPENapaToB AJisi METUIIUHCKOT0 PUMeHEHH

C u3MeHeHUSIMH B JAONMOJITHCHUSAMM OT:

20 maprta, 21 urons 2020 r., 24 mapta, 16 ceHTsI0ps, 29 HOs10pst 2023 1., 6 mroms 2024 1.

1. I3 EnquHoro peectpa JULEH3UI Ha IPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB AJIA LIEJIEH Iepe1adu
WHGOpPMAIMK O JIMIEH3USIX Ha MPOM3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB NMPOW3BOAUTEINS JEKAPCTBEHHBIX
CPEACTB, SBJISIOIIETOCS OpraHu3alkel, MpUu3HaBaeMON HaJOroBbIM pe3naeHToM Pocculickoit denepanmu,
B CHCTEMY MOHHUTOPHHTA JIBWKCHHUS JICKAPCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO TPUMEHEHHUS (J1aee -
crcTeMa MOHUTOPHWHTA, JIEKAPCTBEHHBIE TIpenapaThl) MPEACTABISIOTCS CIEIYIONINe CBEICHUS:

a) UICHTU(UKAIIMOHHBIN HOMEp HaJOTOIIaTeNbIINKA TPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEICTB;

0) OCHOBHOH TOCYTapCTBEHHBIH PETUCTPAIMOHHBI HOMEp TPOU3BOAMUTENS JIeKapCTBEHHBIX
CpPEICTB;

B) HANMEHOBAHUE MPOU3BOINUTEIS JICKAPCTBEHHBIX CPEJICTB;

') HOMEp JIMIIEH3HH;

1) JaTa BBIJAYH JIUICH3UH,

€) CTaTyC JACHCTBUS JTUIICH3HH;

) JlaTa UI3MEHEHHs cTaTyca ACHCTBUS IMIEH3UU;

3) aJpec MecTa OCYIIECTBIICHUS JEATEIbHOCTU COTJIACHO JIMIEH3UU (TJI00aNbHbBIN YHUKAIbHBIN
UaeHTU(OUKATOP aAPEeCHOTO 00BheKTa B (eaeparbHONl MHPOPMAITMOHHOW aapecHOW CHUCTEME U OTHMCAHHE
aJpecHOro 00BEKTA);

1) TIepEYeHb padoOT U YCIIyT, MPEAYCMOTPEHHBIX JIMIICH3UECH;

K) IlepeyeHb JIEKApCTBEHHBIX (GOpPM, MPEIYCMOTPEHHBIX JIMILIEH3UEH;

J1) IOTIOJTHUTEIILHOE OTIMCaHue TI0 padoTam (yciyram).

2. V3 enuHOTO peecTpa JUIEH3UN, B TOM YHCIIE JIMLEH3U, BBIIAHHBIX OpraHaMH roCcyAapCTBEHHOM
BlacT cyobekToB Poccuiickoii @exepaliii B COOTBETCTBUM C IMEPEJaHHBIM TMOJHOMOYHUEM IIO
JUIEH3UPOBAHUIO OTJIENbHBIX BUJOB JESATENILHOCTU B cdepe OXpaHbl 370pPOBbs, I Iiesiel mepeaayu
nH(OPMALIUHY O JTUIEH3USAX CYObEKTOB 00paIleHUs JIEKAPCTBEHHBIX CPEICTB, SBJISIOIINXCS OpraHu3alusIMu,
MpPU3HABAEMBIMH  HAJIOTOBBIM  pe3usieHToM Poccuiickoit  @Denepauuu, WM  UHAUBHIYaIbHBIMU
MpEeANPUHUMATENSIMHU, B CHCTEMY MOHUTOPUHTA IIPEJICTABIIAIOTCS CIEAYIOLIUE CBEACHHUS:

a) uIeHTU(UKAIMOHHBIA HOMEp HAJOTOIIATENbIINKa CyObeKTa OOpalleHusl JIeKapCTBEHHBIX
CpPEICTB;

0) HOMep JIMIICH3UY;

B) JaTa Hayasa JAeWCTBUS JTUICH3UY;

I) aJpec MecTa OCYIIECTBIICHUS AEATEIbHOCTU COTJACHO JIMIEH3UU (TJI00aNbHBIA YHUKATbHBIN
uaeHTUPUKATOp aApecHOro oObekTa B (hefepanbHO HH(OPMAIIMOHHON aIpeCHON CUCTEME U OMHCaHUE);

1) cTaTyc ACUCTBUSI TUIEH3UU (MIEHTU(HUKATOP U OMHCAHUE);

€) JlaTa U3MEHEHHsI cTaTyca AeUCTBUS TUICH3UU;

) TepedeHb padoT U yCayr, MPEeAYCMOTPEHHBIX JTUIIeH3UeH (MAeHTU(UKATOPHI U OMHUCAHUE).

3. 13 eanHOM rocyaapcTBEHHOM HH(OPMAIIMOHHOM CUCTEMBI B chepe 3/IpaBOOXpaHEHMS [UIs Lesiei
OTIMCaHUs JICKAPCTBEHHBIX MIPENapaToB B CUCTEMY MOHUTOPHHTA MPEACTABISIOTCS CIEIYIOIINE CBECHHUS:

a) YHHKQJIbHBIH WACHTU(UKATOP 3alHCH B €IUHOM CTPYKTYPUPOBAHHOM CIPaBOYHHUKE-KaTajIore
JIEKapCTBEHHBIX MPETapaToB;

0) HOMep PEerucTPariMOHHOTO YI0CTOBEPEHUS JIEKapCTBEHHOTO IpenapaTa;

Hudopmarys 06 H3MEHEHUSIX:

Hoonynkm "8" usmenen ¢ 9 urona 2024 2. - [locmanosnenue I[Ipasumenscmea Poccuu om 6 uiona 2024 2.
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N922

Cm. npedvioyuyio pedaxyuro

B) JlaTa perucTpaiuu (rocyJapcTBEHHON perucTpaium) JIeKapcTBEHHOTO IIpenapara;

I') CTaTyC AEUCTBUS PETUCTPALIMOHHOTO YAOCTOBEPEHHUS JIEKaPCTBEHHOTO IIperapara;

J1) MEXJyHapOJHOE HENAaTEHTOBAHHOE, WM TPYINIIMPOBOYHOE, WJIM XMMHUYECKOE HAaUMEHOBAHUE
JIEKapCTBEHHOTI'O IIpenapaTta;

€) HauMEHOBaHUE JIepKaTelsl WK BiaJielblia PETUCTPAMOHHOTO YI0CTOBEPEHUS JIEKAPCTBEHHOIO
npenapara;

) CTpaHa pErucTpalyy Jep)kareis WIA BIAAEiblla PETUCTPALMOHHOTO YIAOCTOBEPEHHUS
JIEKapCTBEHHOTI'O IpenapaTta;

3) KOJ HaJOroIUIaTeNbIMKa JAepiKaTels WIM BJajaeiblla PEruCTPAlMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTI'O IpernapaTa B CTpaHe perucTpalyu;

Wnpopmanus 06 H3MEHEHUSIX:

Iloonynkm "u" usmenen c 1 cenmsabops 2023 2. - I[locmanosnenue I[Ipasumenscmea Poccuu om 24 mapma
2023 2. N 468

CMm. npedvioywyro pedaxkyuro

W) TpH3HAK HAIWYHS JICKQpCTBEHHOTO IIperapara B TEPEYHE JKU3HCHHO HEOOXOJIUMBIX U
BOKHEHTIINX JICKAPCTBEHHBIX MPEMAapaToB U MPU3HAK HATWYHS B JICKAPCTBEHHOM Ipenapare HApKOTHUSCKUX
CPEJICTB, TICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB, MO ISKAMNX KOHTPOJTI0 B Poccuiickoit denepanumn
B COOTBETCTBHM C 3aKOHOJATEIbCTBOM Pocculickoit dexepanu U MEXIyHAPOJIHBIMH JIOTOBOPAMH
Poccuiickoit dexnepanuy;

K) TOProBO€ HaMEHOBAHUE JIEKAPCTBEHHOTO MIpernapara;

J1) IepBUYHAsI YIIAKOBKA JIEKApCTBEHHOTO Mpernapara;

M) KOJIMYECTBO JIEKAPCTBEHHOMN (JOPMBI B IEPBUYHON YIIAKOBKE;

H) BTOpHYHas (MOTpeOUTEIbCKasl) yIaKOBKa JICKaPCTBEHHOTO Tpernapara (Ipy HATUYWH);

0) KOJMYECTBO TMEPBUYHOM YNAKOBKM  JIEKAPDCTBEHHOIO  IpermapaTa BO  BTOPUYHOU
(moTpebuTeNbCKOM) YIIaKOBKE JIEKaPCTBEHHOTO Mpenapara (Ipu HAIMYWHN);

IT) JIEKapCTBEHHAas opMa;

P) KOJIMYECTBO €AMHUIl U3MEPEHHSI TO3UPOBKH JIEKAPCTBEHHOI'O IIperapara;

C) HaUMEHOBaHUE CYOBEKTa OOpalleHUs! JIEKAaPCTBEHHBIX CPEACTB, OCYILECTBISIONIETO (PacoBKY
(ynakoBKy) JI€KapCTBEHHBIX MPENapaTtoB BO BTOPUYHYIO (MOTPEOUTENBCKYIO) YIAKOBKY JIEKaPCTBEHHOIO
npemnaparta (B ciy4ae ee OTCYTCTBHS - IEPBUYHYIO YIIAKOBKY JIEKapCTBEHHOT'O IIpenapara);

T) KOJ HajororJiareiplinka cyObekTa oOpallleHusl JeKapCTBEHHBIX CPEICTB, OCYIIECTBIISIOIIETO
¢dacoBky (YmakoBKY) JIEKapCTBEHHBIX IMpEnapatoB BO BTOPUYHYIO (MOTPEOUTEIBCKYIO) YHAKOBKY
JIEKapCTBEHHOT'O Tpernapara (B ciiydae ee OTCYTCTBHUSI - IEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO Mpernapara),
B CTpPaHE PETUCTPALIUU;

y) CTpaHa perucrpanuu cyObekTa OOpalleHHs] JEKapCTBEHHBIX CPEICTB, OCYIIECTBISIONIEIO
¢dacoBky (YmakoBKY) JIEKaQpCTBEHHBIX IMPENapaToB BO BTOPUUHYIO (MOTPEOUTENHCKYIO) VYIIAKOBKY
JIEKapCTBEHHOTO Mpernapara (B caydae €€ OTCYTCTBUS - IEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO TIperapara);

) aapec mecTta OCYIIECTBICHUS NEATENBHOCTH CyObEKTa OOpalleHUsl JEKapCTBEHHBIX CPENCTB,
OCYILIECTBISIONIETO (PacoBKy (YIMaKOBKY) JIEKAPCTBEHHBIX MPEMapaTOB BO BTOPUYHYIO (MTOTPEOUTENHCKYIO)
YIaKOBKY JIEKapPCTBEHHOTO Mpernapara (B ciaydae €€ OTCYTCTBUS - MEPBUYHYIO YIMAKOBKY JIEKAPCTBEHHOTO
mpenapaTa), yKa3aHHBIA B JIMIEH3UM Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB MPU HATUYUU TAKOU
JTUIEeH3UH  (T100ajbHBIM  YHUKAJIbHBIM  MIEHTHU(UKATOp aJpecHOro oObekTta B  (eaepaibHOM
nH(OPMAIIMOHHON aAPECHON CUCTEME U OTIHCAHNUE);

X) HauMEHOBaHHE CyOBeKkTa OOpallleHUs JEKApPCTBEHHBIX CPENICTB, OCYIIECTBIISIFOIIETO CTaJIUIO
BBIMTYCKAOIIIETO0 KOHTPOJISI KA4eCTBa;

1) KOJI HAJIOTOTIATENbIINKA CyObeKTa OOpalleHHs JTeKapCTBEHHBIX CPEICTB, OCYIIECTBIISIONIETO
CTaJIMIO BBIMTYCKAIOIIET0 KOHTPOJISl KAUeCTBA B CTPAHE PETUCTPALINH;
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q) CTpaHa perucTpanuy cyobekra 0OparieHus JIEKapCTBEHHBIX CPECTB, OCYIIECTBIISIOIIETO CTa 1O
BBIITYCKAOILIET0 KOHTPOJISI KAYeCTBA;

II) aJpec MecTa OCYIIECTBICHUS AEATEIBHOCTU CyOBbEKTa OOpalleHUs JEKapCTBEHHBIX CPEJCTB,
OCYILIECTBJISIOLIETO IPOU3BOJICTBEHHYIO CTaJMI0 BBINYCKAIOIIEr0 KOHTPOJIA KadyecTBa, YKa3aHHbIA B
JUIEH3WH Ha TPOMU3BOJCTBO JIEKAPCTBEHHBIX CPEJCTB IMPH HAIMYAHM TaKOW JIMLIEH3UH (TI00aTbHBIN
YHHUKaJIbHBINA UACHTH(PHUKATOP apecHOro 00beKTa B (peepanbHOi nHYOPMAIMOHHON aPECHOH cucTeMe 1
OINHCaHue);

1) JlaTa perucTpaluy npeaeabHON LEeHbl Ha JIEKapCTBEHHBIN IIpenapar;

bl) IIpeieNIbHAsl 3apPErUCTPUPOBAHHAs LIeHa B pyOIIsiX;

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 3 oonoanen noonynkmom "»" ¢ 31 urona 2020 e. - [locmanoenenue Ilpasumenvcmea Poccuu om
21 urona 2020 2. N 1079
7) HaUMEHOBaHUE CYObEKTa OOpalleHMs JIEKAPCTBEHHBIX CPEJCTB, OCYLIECTBIISIFOIIETO CTaJUIO
MIPOM3BOJICTBA TOTOBOM JIEKAPCTBEHHOU (POPMBI;

Wnpopmanus 06 H3MEHEHUSIX:

Ilynxkm 3 oononnen noonynkmom "to" ¢ 31 urons 2020 e. - [locmanosnenue I[Ipasumenscmea Poccuu om
21 uronsa 2020 2. N 1079
10) KOJI HaJOTOIJIaTeNbIINKa CyObeKTa 0OpalieHus JeKapCTBEHHbBIX CPEACTB, OCYIIECTBIISIONIETO
CTaJMIO TTPOU3BOJICTBA TOTOBOH JIECKAPCTBEHHOM (JOPMBI B CTpaHE PETUCTPALIHH;

Undopmanus 06 M3MEHEHUX:

Ilynkm 3 donoanen noonynkmom "a" ¢ 31 urons 2020 a. - [locmanosnenue Ilpasumenvcmea Poccuu om
21 uronsa 2020 2. N 1079
s) CTpaHa PerucTpaluu cyObekTa 0OpalieHus JeKapCTBEHHBIX CPECTB, OCYILIECTBIISIONIETO CTAIUI0
MTPOM3BOICTBA TOTOBOM JICKAPCTBEHHOUN (POPMBI.

Wudopmarys 00 M3MEHEHUX:

Ilynkm 4 uzmenen ¢ 1 cenmsabps 2023 e. - Ilocmarnosnenue Ilpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedaxkyuro

4. V3 eauHOro rocyAapCTBEHHOTO peecTpa IOPUIAMYECKHX JUI[ U €JUHOr0 TOCYAapCTBEHHOTO
peecTtpa UHAUBUAYAIbHBIX NPEANpPUHUMATENCH COOTBETCTBEHHO B IEJISX MOATBEPKICHUS T0CTOBEPHOCTHU
CBECHUII O TOCYapCTBEHHOMN PErucTpaluy CyoObeKTOB 00palieHus IEKaPCTBEHHbBIX CPEACTB, SBISIOUIUXCS
OpraHM3alUsMH, TpU3HABaeMbIMU  HAJOTOBBIM  pe3ujpeHToM  Poccuiickoit ~ ®Denepauuu, uiau
WHIUBUAYIbHBIMU TPEINPUHUMATEISIMH, B CHCTEMY MOHUTOPUHIA TMPEACTABISIOTCA CJEAYIOIIHe
CBEICHHUS:

a) uIeHTU(UKAIMOHHBIA HOMEp HAJOTOIIATENbIINKa CyObeKTa OOpalleHusl JIeKapCTBEHHBIX
CpPEICTB;

0) KOJI HAJIOTOBOTO OpraHa;

B) KOJ cTaTyca IOpPUINYECKOTO JIUIA WK UHAUBUIYaTbHOTO MpPEApUHUMATENS;

') HAaMMEHOBaHKe CyOBbeKTa 0OpalleHus TeKapCTBEHHBIX CPEJICTB;

1) CTaTyC 3alKCH O PErUCTPALMH IOPUAMUECKOTO JIMIA WM WHANBUAYATIEHOTO MPeIPUHUMATENS,

€) CBEACHHUA O PYKOBOOUTENE CyObeKkTa OOpalieHusl JEeKapCTBEHHBIX CPEACTB WU 00
WHIUBUAYAILHOM TIpeIIpUHUMATEE.

5. V3 rocyaapCTBEHHOTO peecTpa aKKpeIUTOBAaHHBIX (DMIHANIOB, MPEACTABUTEIHCTB HHOCTPAHHBIX
IOPUAMYECKUX JIUII B LEJSAX MOATBEPKACHUS JOCTOBEPHOCTH CBEJACHUN O PETUCTPALIUU MPEACTABUTEIHCTB
WHOCTPAHHBIX OpTaHM3AIMi, SBISIOMUXCA JEepXKaTeNsIMH WM  BIQJACIbIIaMU  PETUCTPAIIMOHHOTO
yIIOCTOBEpEHUsI JIEKapCTBEHHOTO IIpemaparta, Ha Tepputopun Poccuiickoii dDenepaiiuu B CHCTEMY
MOHHUTOPHHTA MPECTABIIAIOTCS CIASAYIONINE CBEICHUS:

a) uIeHTU(UKAITMOHHBI HOMEp HaJOTOTIATENbIINKA TPEICTaBUTENbCTBA,

0) KOJ1 HAJIOTOBOTO OpraHa y4era npeCTaBUTeNIbCTBA;
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B) HAUMEHOBAHUE IIPEJICTABUTEIIbCTBA;

') HOMEp 3aMUCH 00 aKKpeAUTAIIH;

1) CBeIeHUSI 00 MHOCTPAHHOW OpraHu3aIliHg;

€) KOJI COCTOSIHUSI aKKpeIUTaluu;

) CBEJICHUS O PyKOBOJIUTEINE IIPEICTABUTENLCTBA.

Wupopmanus 06 U3MEHEHUSIX:

Ilynkm 6 uzmenen ¢ 31 uronsn 2020 e. - [locmanosnenue I[lpasumenscmea Poccuu om 21 urons 2020 2. N
1079

Cm. npedvioywyro pedaxkyuro
6. 13 aBTrOomMaTH3MpOBaHHOW MHQPOpPMAIMOHHON cucTteMbl PDenepanbHON CIyKObl MO HAA30py B
cdepe 3ApaBOOXpaHEHUS B IENIIX oOecriedeHus 6€30macHOCTH B CUCTEMY MOHUTOPHUHTA MPEACTABIISIFOTCS
CIIEyIOIIEe CBEICHHUS O BBIBOJE (00 OTMEHE BbIBOJIA) M3 OOpallleHHs JIEKapCTBEHHBIX IPENapaToB IO
MHULMATUBE YIOJHOMOYEHHOTO (heJiepanibHOro opraHa UCIIOJIHUTEIbHON BIACTH:

Wnpopmanus 06 H3MEHEHUSIX:

TIoonynxkm "a" usmenen ¢ 31 urwona 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 21 urons
2020 2. N 1079

Cm. npedvioywyro pedakyuro
a) Jara, ¢ KOTopoil He06XoAUMO 00ecTeYnTh BBIBOJL (OTMEHY BBIBOJIA) JIEKAPCTBEHHOTO Mpernapara
13 oOpalieHus;
0) HOMep PEruCTPAIIMOHHOTO YAOCTOBEPEHUS JIGKapCTBEHHOTO TIpenapara;

Wudopmarys 00 M3MEHEHUX:

Iloonynxkm "8" usmenen ¢ 9 urons 2024 2. - Ilocmanosnenue Ipasumenvcmea Poccuu om 6 utonsn 2024 2.
N 922

Cm. npedvioywyro pedaxkyuro
B) JlaTa PEeTUCTpaIuu (rocyJapcTBEHHON PErucTpaIiui) JICKapCTBEHHOTO IIpernapara;

Wudopmariys 06 U3MEHEHUX:

Iloonynxkm "2" usmenen ¢ 31 mapma 2020 e. - Ilocmanosnenue Ilpasumenscmea Poccuu om 21 uions
2020 2. N 1079

Cm. npedvioywyro pedaxyuro
') OCHOBaHHE BbIBOIa (OTMEHBI BBIBOJIA) M3 00paICHHS JICKAPCTBEHHOTO Mperapara;

Wudopmariys 06 U3MEHEHUX:

Iloonynkm "0" usmenen ¢ 31 uronn 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 21 uions
2020 2. N 1079

Cm. npedvioywyro pedaxyuro

1) PEKBU3UTHI JOKYMEHTa O BbIBOJE (00 OTMEHEe BBIBOJA) M3 OOpalleHus JIEeKapCTBEHHOIO
npermnapara;

€) rI00abHbIN UASHTH(PUKAIMOHHBII HOMEP TOPrOBON €MHHUIIBI;

) HOMEP MPOU3BOJICTBEHHON CEPUU;

3) UIOCHTH(HUKAIMOHHBI HOMEp HAJOTOMIATENbIINKAa CYObeKTa OOpalleHusl JeKapCTBEHHBIX
CpeICTB (€ClU OCYIIECTBISETCS U3BSTUE TOIBKO Y OJTHOTO CYOBEKTa 0OpaIeH sl IeKapCTBEHHBIX CPECTB,
a He U3bATHE BCel cepuu (TTapTum).

Wudopmarys 06 U3MEHEHUSIX:
IIynkm 6! usmenen ¢ 1 cenmabps 2023 2. - Ilocmanosnenue Ipasumenvcmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvloywyro peoakyuio
6!. W3 cucTeMbl MOHHTOpMHIAa B IIelSX MOJATBEPKIEHUS JOCTOBEPHOCTH CBEJEHUH,
MPEJCTaBIsIEMbIX CYObEKTaMH 00pallieHHs JIEKapCTBEHHBIX cpeCcTB B DesepalibHyIo CiiyK0y 10 HaJ30py B
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cdepe 3apaBoOXpaHEHUS TIepel BBOIOM JICKapPCTBEHHBIX PENapaToB B TPaXIaHCKH 000pOT, epeatoTcs
B aBTOMAaTH3MPOBaHHYIO HH(pOpManMoHHyI0 cuctemy @DenepanbHoil ciyxObl 1o Hag30py B cdepe
3/IpaBOOXPAHEHUS CIEAYIONINE CBEICHUS O TaKUX JIEKaPCTBEHHBIX MpernapaTax:

Wupopmanus 06 M3MEHEHUSX:

Iloonynkm "a" usmenen c 1 anpena 2024 2. - I[locmanosnenue Ilpasumenvscmea Poccuu om 29 nosbps
2023 2. N 2027

Cm. npedvioywyro pedakyuro
a) WACHTU(UKAIMOHHBI HOMEp HAJOTOIUIATENbIINKA CyObeKTa OOpamieHHus JIeKapCTBEHHBIX
CPEICTB, OCYLIECTBUBIIETO (acoBKy (yNAaKOBKY) JIEKAPCTBEHHBIX MPENapaToB U MapKUPOBKY YHaKOBOK
JIEKapCTBEHHBIX MPENapaToB CPeICTBAMU UACHTU(DUKALIMY TTPU IPOU3BOJICTBE JIEKAPCTBEHHOTO MpernapaTa
Ha tepputopun Poccuiickoit denepanum HWiau OCyHIeCTBHBIIETO BBO3 B Poccuiickyro denepauuto u
TaMO)XKEHHOE JIeKJIapUpOBaHME JIEKQpCTBEHHOTO IIpernapaTa B Ciydae BBOJAa B TPaXIaHCKUM 000poT
JIEKApCTBEHHOTO Ipernapara, Iponu3BeeHHOro BHe Tepputopun Poccniickoit denepanuu;

Wnpopmanus 06 H3MEHEHUSIX:

Ioonynxkm "6" usmenen c 1 anpens 2024 2. - Ilocmanosnenue IIpasumenscmea Poccuu om 29 nosops
2023 2. N 2027

Cm. npedvioywyro pedakyuro
0) HanMeHOBaHUE CyOBbeKTa OOpaleHUsl JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBUBIIETO (PAcOBKY
(YnmaxkoBKy) JIeKapCTBEHHBIX IIPENapaToB U MAPKUPOBKY YITAKOBOK JIEKAPCTBEHHBIX MTPETIapaTOB CPEACTBAMHU
UAeHTU(PUKAIIMY TTPU MPOU3BOICTBE JIEKAPCTBEHHOIO Mpemnapara Ha Teppuropun Poccuiickoit @enepannu
WIH OCYIECTBUBIIETO BBO3 B Poccuiickyro ®denepannio 1 TaMOXKEHHOE AECKIapUPOBAaHUE JIEKAPCTBEHHOTO
mpenapara B Cilyyae BBOJA B I'PaKIAHCKUH 0OOpOT JIEKapCTBEHHOTO Ipernapara, MPOM3BEAECHHOTO BHE
tepputopuu Poccuiickoit denepanny;

Wudopmarys 06 M3MEHEHUX:

Iloonynkm "8" usmenen c 1 cenmsaobps 2023 2. - [locmarnosnenue Ilpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedaxkyuro

B) CBEIICHUS O JICKAPCTBEHHOM TIIperapare, MOJydeHHbIE B paMKax OIHMCAHMS JICKApCTBEHHOTO
rpenapara B CHCTEME MOHUTOPHHTA B COOTBETCTBHH C IyHKTOM 33 TloJlo’keHHsI 0 cucTeMe MOHUTOPUHTA
JMBIDKCHUSI  JICKAPCTBEHHBIX  MpEMmapaToB Ui ~ MEIUWIMHCKOTO  NPUMEHEHHUS, YTBEP)KIECHHOTO
noctanosyiienriem IlpaButensctBa Poccuiickoit ®enepammu ot 14 pekabps 2018 r. N 1556 "O6
yrBepxkaeHun IlonmokeHus o cucTeMe MOHUTOPUHIA JBIXKEHUS JIEKAPCTBEHHBIX MPENapaToB IS
MeIUIIMHCKOro mpuMeHeHus" (nanee - [lonoxxenue);

') HOMEp POU3BOJACTBEHHOU CEpHU;

1) 00beM TPOU3BOACTBEHHOH CepUH;

Wudopmarys 06 U3MEHEHUX:

Iloonynxkm "e" usmenen c 1 anpens 2024 2. - Ilocmanosnenue IIpasumenvcmea Poccuu om 29 nosops
2023 2. N 2027

Cm. npedvioywyto pedaxkyuro

€) Jara ymakoBKU ((acoBKH) JICKQpCTBEHHOTO IMpernapaTra MpH IMPOU3BOJCTBE JIEKAPCTBEHHOTO
npenapara Ha repputopuu Poccutickoit denepanuy;

) UICHTU(UKAIIMOHHBI HOMEp HaJOroIuIaTeNbIINKa cOOCTBEHHUKA JIEKApCTBEHHOTO Mpernapara
IIPU KOHTPAKTHOM (HOJPSAAHOM) MPOU3BOJICTBE JEKAPCTBEHHOTO IMpernapara Ha Tepputopun Poccuiickoit
Odenepaunu;

3) HauMMEHOBaHHE COOCTBEHHHMKA JIEKAPCTBEHHOTO Mpernapara Hpu KOHTPAKTHOM (HOJPSTHOM)
IIPOU3BO/ICTBE JIEKAPCTBEHHOTO IIpenapara Ha reppuropuu Poccuiickon denepanuu;

Hudopmarys 06 H3MEHEHUSIX:

Hoonynkm "u" usmenen c 1 cenmaopsa 2023 e. - [locmarnosnenue Ilpagumenvscmea Poccuu om 24 mapma
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2023 2. N 468

CMm. npedvioyuyro pedakyuro
M) JaTa pErUCTpalud JeKJIapallid Ha TOBaphl B Cllydac BBOJA B TPAXKIAHCKUNA 0O0OpOT
JIEKapCTBEHHOTO Iperapara, Mpou3BeIEHHOT0 BHE TeppuTopuu Poccuiickoit denepann, 3a HCKIFOYEHUEM
CIIy4aeB BBO3a JIEKAPCTBEHHBIX NPENAPATOB M3 TOCYNApPCTB - WICHOB EBpa3zHiICKOTO 3KOHOMHYECKOIO
CO103a;

Wupopmanus 06 H3MEHEHUSX:

Iloonynxkm "k" usmenen c 1 cenmsabopsa 2023 2. - [locmanosnenue Ilpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

CMm. npedvioywyro pedaxyuro
K) PEruCTpallMOHHBIM HOMEp JEKIapalli Ha TOBaphbl B cliydyae BBOJA B TPaXXTAaHCKUM 000OpOT
JIEKapCTBEHHOTO Ipernapara, Mpou3BEAEHHOT0 BHE TeppuTOopun Poccuiickoit @enepanuu, 3a HCKIIOUYCHUEM
CIy4aeB BBO3a JIEKAPCTBEHHBIX MPENAPATOB M3 TOCYNApPCTB - WICHOB EBpazMiICKOTO 3KOHOMHYECKOTO
CO103a;

NHudopmanus 06 M3MEHEHUX:

TIoonynxkm "n" usmenen c 1 cenmsaopsa 2023 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

CMm. npedvioyuyro pedaKyuio
J1) KOJI PEIICHHsI O BBIITYCKE TOBapa B COOTBETCTBHHU C KJIACCU(UKATOPOM PEIICHUM, MPUHUMAEMBIX
TaMOXX€HHBIM OpraHoOM, B Cllydae BBOJIa B TPAKIAHCKHK OOOPOT JIEKApCTBEHHOTO Tperapara,
MPOU3BEICHHOTO BHE Tepputopun Poccuiickoii @enepannu, 3a HCKIIOYEHHEM CIIy4aeB BBO3a
JIEKapCTBEHHBIX MPENapaToB U3 TOCYAAPCTB - WieHOB EBpazuiickoro s5KOHOMHUYECKOTO COI034;

Wudopmarys 00 M3MEHEHUX:

Iynxm 61 oononnen noonynkmom "m" ¢ 1 cenmaopa 2023 2. - [locmanosnenue Ipasumenscmea Poccuu
om 24 mapma 2023 2. N 468
M) JlaTa W HOMEp TMEepBUYHOIO JOKYMEHTa, SBIISIIOIIETOCS OCHOBAaHHUEM Ui OTIPY3KU
JeKapcTBeHHOro mnpemnapara B Poccuiickyio ®enepanuio (B ciydae BBOJa B TpaxkIaHCKUH 000pOT
JIEKapCTBEHHBIX IPENaparoB, BBO3UMBIX C TEPPUTOPUU TOCYAApCTB - wWiIeHOB EBpasuiickoro
HKOHOMMUYECKOTO CO03a);

Wudopmarys 06 U3MEHEHUX:

IIynkm 6" dononnen noonynxkmom "u" ¢ 1 cenmabpsa 2023 2. - [locmanosnenue Ipasumenscmea Poccuu
om 24 mapma 2023 2. N 468
H) WACHTU(UKATOP MPOU3BOJCTBEHHOM CEpPUM JIEKAPCTBEHHOIO Mpernapara - YHUKaJIbHBIA IS
KaKJ0M MPOU3BOJCTBEHHONW CEpUM KOJ, NMPUCBOCHHBIH CHCTEMON MOHUTOPHHIA MO UTOraM BHECEHUS
CBEICHMUIA, TPETYCMOTPEHHBIX a03alieM NepBbIiM IyHKTa 35 1 ab3ariem nepsbiM myHkTa 36 [lomoxenust.

Wudopmarys 06 U3MEHEHUIX:

Ceedenus oononnenvt nynkmom 6° ¢ 31 urona 2020 2. - [Tocmanosnenue Ipasumenscmea Poccuu om 21
urons 2020 2. N 1079

62. 13 aBTOMAaTU3MPOBAHHON MH(POPMAIMOHHON cHcTeMbl DesiepanbHO CITykObl MO HAN30py B
cdepe 3apaBOOXpaHEHUs B IIEJSAX MOATBEP’KACHUS IOCTOBEPHOCTH CBEJCHUN O BBOJIE JIEKAPCTBEHHBIX
IIPEnapaToB B IPaXIaHCKHI 000pOT B CUCTEMY MOHUTOPHHIA MPEICTABIISIIOTCS CIEAYIOIINE CBEICHUS:

a) laTa perucTpalyy CBeJeHUH B aBTOMATU3UPOBAaHHON MH(POPMALMOHHON cucteme DenepanbHOI
CIIy’KOBbI 110 HaJ130py B cepe 3ApaBOOXPaHEHNUS;

0) pPEeKBH3UTHI 3alHCH O JIEKAPCTBEHHOM IIperapaTe, BBOJMMOM B TpaKIaHCKUH 000poT, B
aBTOMATU3UpPOBAaHHOW uWH(popMalmoHHON cucteme DenepanbHO CIyKObl TO Hag30py B cdepe
31paBOOXpPaHEHUS;

B) MIOOANBHBIA HICHTU(PUKAIMOHHBI HOMEpP TOPrOBOM €IWHHUIBI BBOJMMOTO B TPa)TaHCKHIA
000pOT JIEKapCTBEHHOTO Ipernapara;
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F) HOMCD HpOHSBOI[CTBGHHOfI CCpun BBOJUMOTO B Fpa)K[[aHCKI/Iﬁ 060p0T JICKapCTBCHHOI'O
npemnapara,
Wupopmanus 06 H3MEHCHUSX:

Iloonynkm "0" usmenen c 1 anpena 2024 2. - I[locmanosnenue Ilpasumenvscmea Poccuu om 29 nosbops
2023 2. N 2027

Cm. npedvioywyro pedaKyuro

J) KOJMYECTBO BTOPUYHBIX (MOTPEOMTENBCKUX) YIAKOBOK JEKAapCTBEHHOIO IIpernapara WM
MEPBUYHBIX YIIAKOBOK JIEKAPCTBEHHOTO IIperapara (B Ciydyae MapKUPOBKH NEPBUYHBIX YIIaKOBOK
JIEKapCTBEHHOTO TpernapaTa CpeCTBaMU UACHTH(PUKALIMH ), BBOJAUMOTO B TPAKIAHCKUN 000pOT;

e) HoMmep paszpeuieHuss DenepanbHOI CiIy:KObI 0 HaA30py B cdhepe 3apaBOOXpaHEHMs] HA BBOJ B
rpaXxIaHCKUil 000poT (B ciaydae BBOJA B IPaKJaHCKUN 000POT UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO
npenapara);

) UIACHTU(UKAIIMOHHBIM HOMEp HajororiaTeNbliika cyObekTa OoOpaleHusl JEKapCTBEHHbBIX
CPEICTB, OCYILLECTBIISIFOIIETO BBOJI JIEKAPCTBEHHOTO Mpenapara B Ipax/1aHCKUKH 000poT;

Wnpopmanus 06 H3MEHEHUSIX:

IIyuxm 62 dononnen noonynkmom "3" ¢ 1 cenmabps 2023 2. - [locmanosnenue Ipasumenscmea Poccuu
om 24 mapma 2023 2. N 468
3) JaTa PErucTpallMi W PETUCTPAIMOHHBIA HOMEp JACKJIapallid Ha ToBapbl (B Cilydae BBOJA B
TPKJIAHCKHI 000pOT JIEKApCTBEHHOTO TIpemnapara, IPOU3BEICHHOTO BHE TeppuTopun Poccuiickoit
Odenepanyy, 3a HCKIIOYEHHEM CIIy4aeB BBO3a JIEKAPCTBEHHBIX IpENapaToB W3 TOCYJapCTB - YIEHOB
EBpa3uiickoro s5kKOHOMHUYECKOTO CO103a);

Wudopmarys 06 M3MEHEHUX:

Iynxm 62 0ononnen noonyuxmom "u" ¢ 1 cenmsabps 2023 2. - [locmanoenenue Ipasumenscmea Poccuu
om 24 mapma 2023 2. N 468
M) Jata W HOMEp NEPBUYHOTO JOKYMEHTa, SBIISIOLIErOCs OCHOBaHMEM i OTIPY3KU
JeKapcTBeHHOro mpemnapara B Poccuiickyto ®depepanuio (B ciiydae BBOJa B TPaKTAHCKUA OOOpPOT
JIEKapCTBEHHBIX IPENaparoB, BBO3UMBIX C TEPPUTOPUU TOCYIapcTB - wWieHOB EBpasuiickoro
HKOHOMMYECKOTO CO03a).

Wudopmarys 06 U3MEHEHUX:

Ceedenus oononnenvt nynkmom 6° ¢ 31 wona 2020 2. - [locmanosnenue Ipasumenscmea Poccuu om 21
urons 2020 2. N 1079

63. U3 cucreMbl MOHMTOPHHIa B LEJAX OOECIEdYeHHs OCYIECTBIeHHs (enepaabHOro
roCy/IapCTBEHHOTO Haj3opa B cdepe oOpalleHus JIeKapCTBEHHBIX MPENnapaToB UIsl MEIUIIUHCKOTO
npuMmeHenus @DenepanbHOil ciyk00i 1o Ham3opy B cdepe 3IpaBOOXpaHEHHS IMEpelalTcsi B
aBTOMATU3UPOBaHHYIO HHMOpManMOHHYI0 cucteMy ®DenepanbHOi ciayxObl 1O Hag3opy B cdepe
3/IpaBOOXPAHEHUS CIIEYIOUIUE CBEICHUS 00 YHUUTOKEHUH JIEKAPCTBEHHBIX MPENapaToB:

a) JaTa BHECEHH CBEJCHUI B CUCTEMY MOHUTOPUHTa 00 YHHUTOKEHHUH JIEKAPCTBEHHOTO Mpernapara;

0) uAeHTU(UKAIMOHHBII HOMEpP HaJNOToIUIaTeNbIUKa CYOBheKTa OOpalleHUs JIeKapCTBEHHBIX
CPEJICTB, OCYILIECTBUBLIETO MEepeAauy JIEKApCTBEHHOTO IIpenapara Ha YHUUTOXEHUE;

B) HAaUMEHOBaHHE CyObEKTa OOpalleHHUs JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBUBIIETO Mepeaady
JIEKAPCTBEHHOTO MpernapaTa Ha YHUUYTOKEHUE;

T) uIeHTU(UKAMOHHBIN HOMEp HAIOTOIJIaTeNbIINKA OPraHU3aIMH, OCYIIIECTBUBIIEH YHHUTOXKEHHE
JIEKapCTBEHHOIO Mperapara;

1) HAMMEHOBaHKE OpPraHU3alliy, OCYIIECTBUBIIECH YHHUTOKEHHUE JIEKAPCTBEHHOTO TIpenapara;

€) aapec opraHu3aIii, OCYIIECTBUBIICH YHUUTOKEHHUE JIGKAPCTBEHHOTO Mpenapara;

) PEKBH3UTHI aKTa 00 YHUUTOKEHUH JIEKAPCTBEHHOTO Tpernapara (1ara 1 HoMep);

Wudopmariys 006 H3MEHEHUSIX:

Iloonynkm "3" usmenen c 1 cenmsabps 2023 a. - [locmanosnenue [Ipasumenscmea Poccuu om 24 mapma
2023 2. N 468
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Cm. npedvioywyio pedaxyuro
3) CBEIECHMS O JIEKAPCTBEHHOM IIpernapaTe, MOJIy4YEHHbIE B paMKax OIMCAHUS JIEKAPCTBEHHOTO
IpernapaTa B CUCTEME€ MOHUTOPHHIA B COOTBETCTBUU C ITyHKTOM 33 Ilosoxenus;
1) CI0CO0 YHUYTOKEHUS;
K) JJaTa YHUUTOKECHUS;
JI) IPUYMHA U OCHOBAHUE Mepeaayy JIEKApCTBEHHOIO Npenapara Ha yHUUTOKEHHUE.

Wupopmanus 06 H3MEHEHUSX:

Ilynkm 7 usmenen ¢ 1 cenmsaopa 2023 2. - Ilocmanosnenue [Ipasumenscmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedaxyuro
7. N3 EqunHoit aBTOMaTU3UpOBaHHON MH(POPMAIIMIOHHOM CHCTEMBI TAMOYKEHHBIX OPTaHOB C LIEJIBIO
NPEIYNPEKACHUS U NPECEUCHUSI NMPECTYIUICHU U aIMUHUCTPATUBHBIX MPABOHAPYIIEHU, OTHECEHHBIX K
KOMITIETEHIIMY TAMOKEHHBIX opraHoB Poccuiickoit denepanuu, B CHCTEMY MOHUTOPUHTA MPEICTABIISIOTCS
CIEAYyIOIIME CBEICHHS O JIEKAPCTBEHHBIX IMpernaparax, BBE3€HHbIX B Poccuiickyto Penepanuro u
ITIOMELIEHHBIX O] OIIPEAEIICHHBIE TAMOKEHHBIE IIPOLIETYPhI, COJEPKAIIUECS B ACKIAPALUHA HA TOBAPBI:
a) KOJl TAMOXKEHHOI'O OpraHa;

Nudopmanus 06 M3MEHEHUX:

TIoonynxkm "6" usmenen c 1 cenmsaops 2023 . - [locmanosnenue I[Ipasumenvcmea Poccuu om 24 mapma
2023 2. N 468

CMm. npedvioywyro pedakyuro
0) maTa perucTpaiuu AeKIapairy Ha TOBAPHI;

Wudopmarys 00 M3MEHEHUX:

Iloonynkm "8" usmenen c 1 cenmsaops 2023 2. - [locmarnosnenue Ilpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedaxkyuro
B) PErHCTPALMOHHBIM HOMEP JCKJIapallii Ha TOBAPHI;

Wudopmarys 06 M3MEHEHUX:

Iloonynxkm "2" uzmenen ¢ 31 mapma 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 20 mapma
2020 2. N 311

Cm. npedvioywyro pedaxyuro

T') KO UJIeHTU(DHUKAIINY;

1) TAMOXKEHHAsi CTOMMOCTh, CTATUCTUYECKAsi CTOUMOCTh U (haKTypHasi CTOUMOCTD JIEKAPCTBEHHOTO
npernapara;

€) KOJI CTpaHbI MMPOUCXOKACHUS JICKAPCTBEHHOTO Npernapara;

*K) UACHTU(DUKAIMOHHBIM HOMEp HaJoroIiaTeNblika cyObekTa oOpalleHusi JEKapCTBEHHBIX
CPEICTB, OCYILECTBIISIIOIIETO BBO3 U JIEKJIapUPOBAHKE JIEKAPCTBEHHOTO Iperapara;

3) KOJ 3asBICHHONM TaMOXXEHHOW MpPOLEAypbl B COOTBETCTBUU C KilaccU(PUKATOPOM BHJIOB
TaMOKEHHBIX IIPOLIEYD;

1) JJaHHBIE O BBIMYCKE JUIsl BHYTPEHHETO NMOTPeOIeHus JIEKapCTBEHHOTO Mpernapara.

8. CucreMa MOHUTOpPMHIAa B LENAX MPERyNPEeKICHUS U TpPeceueHHsl TMpecTyIIeHUH |
aJIMUHUCTPATUBHBIX NPaBOHAPYIIEHUI, OTHECEHHBIX K KOMIIETCHIIMM TaAMO>KEHHBIX OpraHoB Poccuiickoit
denepanuu, OCyllecTBIseT nepeaady B EanHyro aBTOMaTH3MpPOBAHHYIO HH(MOPMALMOHHYIO CHUCTEMY
TaMOKEHHBIX OPraHOB IO 3aIPOCy CIEAYIOLINE CBEJICHHUs O JEKapCTBEHHBIX IpernapaTax, BBE3EHHBIX Ha
tepputoputo Poccuiickoit denepanuu:

a) UICHTU(UKAIMOHHBIA HOMEp HAaJOroIUIaTeNbIIMKa CyObeKkTa OOpalieHus JIeKapCTBEHHBIX
CpeACTB, OCYyIecTBiALEro BBo3 B Poccuiickyto ®enepanuio U JeKIapUpOBaHHUE JIEKAPCTBEHHBIX
IPernapaToB;

0) KO/ CTpaHbI IPOUCXOXKICHH JIEKAPCTBEHHOTO Mpenapara;
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B) TJI00abHBINA UACHTU(DUKAIIMOHHBIM HOMEP TOPTOBOM CIMHUIIBL,

Wupopmanus 06 H3MEHCHUSX:

Iloonynxkm "2" uzmenen ¢ 31 mapma 2020 2. - [locmanoenenue Ilpasumenvcmea Poccuu om 20 mapma
2020 2. N 311

Cm. npedvioywyro pedaKyuro
r) KOA WICHTU(UKAMK ¢ KOA HWIACHTU(UKAIMM TPETUYHON (TPAHCIIOPTHOM) YIAaKOBKH
JIEKApCTBEHHOTO TpernapaTa, B KOTOpOi HaXOIUTCs BBEICHHBII B 000pOT JIEKApCTBEHHBIN Mperapar;
1) CTaTycC JIEKapCTBEHHOTO Ipernapara B CUCTEME MOHUTOPHUHIa;

Wupopmanus 06 H3MEHEHUSX:

Iloonynxkm "e" usmenen ¢ 31 mapma 2020 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 20 mapma
2020 2. N 311

CMm. npedvioywyro pedaxyuro
€) MepevyeHb KOJIOB HAECHTU(UKALNUU, COJEpPKAIIUXCS B TPETUYHOM (TPAaHCIOPTHOM) yMaKOBKE
JIEKapCTBEHHOTI'O Ipenapara;

Nudopmanus 06 M3MEHEHUX:

Ilynxkm 8 oonoanen noonynkmom "xnc" ¢ 1 cenmsaops 2023 e. - [locmanosnenue I[Ipasumenscmea Poccuu
om 24 mapma 2023 2. N 468
) KOJ cTaTyca JIEKapCTBEHHOIO Ipenapara (omnpeneisieMoe B CUCTEME MOHUTOPUHTA COCTOSIHUE
KOJla MACHTHU(PHUKAIMN WM KOAA UACHTU(UKAIIMY TPETUYHOMN (TPaHCIIOPTHOM) YIaKOBKU JIEKAPCTBEHHOTO
npernapara, KOTOpoe U3MEHSETCS B paMKax MPOIIecCOB, IPeIycCMOTpeHHbIX [lonoxkennem);

Wudopmarys 00 M3MEHEHUX:

Ilynkm 8 oonoanen noonynkmom "3" ¢ 1 cenmsaopsa 2023 e. - [locmanosnenue Ilpasumenvcmea Poccuu
om 24 mapma 2023 2. N 468
3) KOJOBO€ 00O3HAuY€HHE YPOBHS MAapKUPOBKH B COOTBETCTBHU C MOANYHKTOM 29 myHkra 15
[Topsinka 3anoaHEHUS JeKIapalii Ha ToBaphl, yrBepkaeHHoro Penennem Komucenn TamoskeHHOTO coro3a
ot 20 mag 2010 . N 257;

Wudopmarys 06 MU3MEHEHUX:

Ilynkm 8 oonoanen noonynkmom "u" ¢ 1 cenmsaops 2023 2. - Ilocmarnosnenue Ilpasumenvcmea Poccuu
om 24 mapma 2023 2. N 468
1) HOMEp PErucTPalOHHOTO YI0CTOBEPEHHUS JIEKapCTBEHHOTO Mpenapara;

Wudopmarys 06 M3MEHEHUX:

Iloonynxkm "xk" usmenen ¢ 9 uronsn 2024 e. - Ilocmarnosnenue Ilpasumenvcmea Poccuu om 6 uions 2024 2.
N922

Cm. npedvioywyro pedaxyuro
K) JlaTa perucTpanuu (rocyapCTBEHHON PEerucTpaliu) JICKapCTBEHHOTO IIpernapara;

Wudopmarys 06 U3MEHEHUIX:

Ilynkm 8 oononnen noonynkmom "n" ¢ 1 cenmaopsa 2023 2. - [locmanosnenue Ilpasumenscmea Poccuu
om 24 mapma 2023 2. N 468
JI) KOJIMYECTBO €IMHMII JIEKapCTBEHHOTO MIperapara;

Wudopmariys 06 H3MEHEHUSIX:

Ilynkm 8 oononnen noonynkmom "m" ¢ 1 cenmaopsa 2023 2. - I[locmanoeénenue Ilpasumenscmea Poccuu
om 24 mapma 2023 2. N 468
M) TOProBO€ HauMEHOBaHHE JIEKAPCTBEHHOTO Iperapara.

Wudopmariys 006 H3MEHEHUSIX:

Ipunooicenue dononnero nynkmom 9 c¢ 1 cenmsaops 2023 2. - [locmarnosnenue Ilpasumenscmea Poccuu
om 24 mapma 2023 2. N 468
9. U3 cucremMbl MOHUTOPUHIa B MLEJISIX MNPOCIHCKUBAEMOCTH JBMXKEHHUS CHUPTOCOAEPHKAIINX
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JICKapCTBEHHBIX MpPENapaToB TMEpPeJaloTcs B EAMHYI0 TOCYIAapCTBEHHYIO aBTOMATHU3WPOBAHHYIO
MH(POPMALMOHHYIO CUCTEMY y4eTa o0bemMa MPOU3BOJCTBA U 000POTA STUIIOBOTO CHHMPTA, AJIKOTOJIBHON H
CIHUPTOCOICPIKAIEH MPOIYKIIUHU CIIEAYIOIINE CBEICHUS:

a) cBeleHUS O CyObeKTax oOpalleHusl JIEKApCTBEHHBIX CpEACTB, Yy4YacTBYIOIIMX B 00o0poTe
CIIUPTOCOICPIKAIINX JIEKAPCTBEHHBIX MPENapaToB;

0) cBeICHUS O MPOW3BOACTBEHHBIX IUIONIA/IKaX CYOBEKTOB OOpalIeHHsI JIEKAPCTBEHHBIX CPEJCTB,
OCYIIECTBIISIOMINX MIPOU3BOJICTBO CIHPTOCOACPIKALITIX JIeKapCTBEHHBIX IperapaToB u
3apeTUCTPUPOBAHHBIX B CHCTEME MOHUTOPHUHTA;

B) CBEJEHHUS O JICKAPCTBEHHBIX Npenaparax, 3aperuCTPUPOBAHHBIX B CHCTEME MOHHTOPUHTA
cyObeKTamMu 0OpalleHus JIEKAPCTBEHHBIX CPEJICTB;

T') CBEJICHUsI O BBOJIE B 000POT, 000POTE U BHIBOJIC M3 000POTa CIUPTOCOACPIKAITUX JIEKAPCTBEHHBIX
MperapaToB.

Wnpopmanus 06 H3MEHEHUSX:

Ipunoowcenue 1 oonoaneno nynkmom 10 ¢ 20 cemmsaops 2023 e. - [locmanosnenue Ilpasumenvcmea
Poccuu om 16 cenmsaops 2023 . N 1514
10. M3 cucteMbl MOHUTOPHHIA B LESAX peaau3allid BO3MOXKHOCTEH, YKa3aHHBIX B ITYHKTE 56!
[Tonoxenuss o cucTeMe MOHMTOPHMHIA JBM)KEHHUS JIEKaQpPCTBEHHBIX IpPENapaTroB s MEAULUHCKOTO
MIPUMEHEHHUs, YyTBepkKAeHHOro nocraHonienneM [lpaButenscTtBa Poccuiickoit @eneparuu ot 14 nexalOpst
2018 r. N 1556 "O6 yrBepxknenuu IloyokeHuss 0 cucTeMe MOHUTOPUHIA JBUKEHHS JIEKAPCTBEHHBIX
MpenapaToB JJis MEIUIMHCKOTO MpuMeHeHus ", Ha Eunbiii mopTan rocy1apcTBEHHbIX ¥ MyHHUIIMITATBHBIX
YCIIYyT TPEACTaBISAIOTCS CBEICHHUS O pe3ylbTaTax HWHUIMUPYEMOW TpaxKJIaHaMU MPOBEPKU CpPEICTB
UICHTU(PUKAIIMN B CHCTEME MOHUTOPUHTA.

HNPUJIIOKEHHUE N 2

K [losiokennio o cucreme MOHUTOPUHI A
ABHMKEHUS JIEKAPCTBEHHbIX NpenaparoB
AJI MeJMIUHCKOT0 NPUMEHEeHUs

Iepeyennb
CBe/ICHMI, MPEACTABJIsIEMbIX IIPH ONIMCAHMHU JIEKAPCTBEHHBIX MPENAPaTOB AJIs1 MEAULUHCKOI0
NPUMEHEeHHs Cy0beKTaMu 00paleHusl JIEKAPCTBEHHBIX CPEACTB B HH(POPMALMOHHBIN pecypc,
o0ecrnieyUBaOIMiA y4eT U XPAaHEHHE JOCTOBEPHBIX JAHHBIX 0 TOBAPAX 10 COOTBETCTBYIOLIEH
TOBAPHOIl HOMEHKJIATYype

C u3MeHEeHHsIMH U JAOINOJIHECHUAMMU OT:

29 nos6ps 2023 1., 6 mronsg 2024 r.

1. ToproBoe HaMeHOBaHKE JIEKAPCTBEHHOTO Ipenapara Jyis MeIUIIMHCKOTO MPUMEHEHHS (1anee -
JIeKapCTBEHHBIH Mpernapar).

2. bpenn (ToproBast Mapka).

3. HoMep perucTpaiiioHHOTO yI0OCTOBEPEHUS JIEKAPCTBEHHOIO Ipenapara.

Wudopmariys 06 U3MEHEHUSIX:
Ilynkm 4 uzmenen ¢ 9 urons 2024 2. - [locmanoenenue I[Ipasumenscmea Poccuu om 6 urons 2024 2. N 922

Cm. npedvioywyto pedaxkyuro
4. lata peructpanuu (ToCyJapCTBEHHON pEeruCTpaIliy) JIEKapCcTBEHHOTO MpermapaTta.
5. HaumeHoBaHue aeprkaTens WIH BJIAJeNblia PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
mpermapara.
6. Azpec paepkarens WIM BIAAENblla PETUCTPAIMOHHOTO YJIOCTOBEPEHHS JIEKapCTBEHHOTO
mpermapara.

19.07.2024 Cucrema '’APAHT 54/77


http://ivo.garant.ru/document/redirect/407674918/1014
http://ivo.garant.ru/document/redirect/990941/2770
http://ivo.garant.ru/document/redirect/409332714/1003
http://ivo.garant.ru/document/redirect/76837535/2004

[ocranonenue IpaBurenscrBa P® ot 14 nexabpst 2018 r. N 1556 "O6 yrBepxnennu [lonoxxenus o cucreme. ..

7. MexyHapo/IHOE€ HENATEHTOBaHHOE HAaMMEHOBAaHHE JIEKapCTBEHHOTO Iperapara.

8. JlekapcTBenHas popma.

9. KonunuecTBo eIMHUI] U3MEPEHUS JO3UPOBKHU JIEKAPCTBEHHOTI'O Mpernapara.

10. Tun BTOpMYHON (MOTPEOUTENHCKOM) YHMAKOBKM JICKAPCTBEHHOTO Mpernapara (B ciydae ee
OTCYTCTBHUSI - IEPBUYHOM YIIAaKOBKH JIEKAPCTBEHHOI'O IIpenapara).

11. Marepuan BTOPHYHOMU (MMOTPEOUTENHCKOM) YIIAKOBKHU JIEKAPCTBEHHOTO TIpernapara (B ciydae ee
OTCYTCTBHSI - IEPBUYHON YIIAKOBKU JIEKAPCTBEHHOT'O IIpErapara).

12. KonmuecTBO (Mepa) JIEKapCTBEHHOTO IMpernapara BO BTOPHYHOU (IMTOTPEOUTEITHCKOM) YITAKOBKE
JIEKapCTBEHHOI'0 IIpernapaTa (B cilydae €€ OTCYTCTBUSA - B IIEPBUYHONM YIAKOBKE JIEKAPCTBEHHOIO
npenapara).

13. Hanuuue BHYTpM BTOPUYHOU (MOTPEOMTENHCKOM) YIMAKOBKH JIEKAPCTBEHHOI'O Ipenapara
HEMapKUPOBAaHHOW TEPBUYHON YNAKOBKM JICKAPCTBEHHOTO Tpenaparta (MpH HAJTHMYUH BTOPUIHOMN
(moTpeduTeNnbCKOM) yIaKOBKH JIEKAPCTBEHHOTO MIpenapara).

14. OmnucaHue BIOKEHHOW BO BTOPUYHYIO (MOTPEOUTENBCKYI0) VYIIAKOBKY JIEKAPCTBEHHOTO
npenapaTa HEeMapKUPOBaHHOMN NEPBUYHON yIIAKOBKH JIEKAPCTBEHHOTO Ipernapara.

15. HaumenoBanue QacoBmuka (yrmakoBIIUKa) (3aMOJIHIETCS B Cllydae OCYIIECTBICHUS (aCOBKHU
(ynakoBk#) Ha Tepputopun Poccuiickoit deneparun).

Uudopmanus 06 M3MEHEHUX:

Ilynxkm 16 usmenen c 1 anpens 2024 2. - [locmanosnenue Ilpasumenvcmea Poccuu om 29 nosopsa 2023 a.
N 2027

Cm. npedvioywyro pedaxkyuro

16. Aapec dacoBiiuka (yrmakoBIIUKa) (3aMOJTHIETCS B ClTydae OCYIIECTBICHUS (acOBKH (YITAKOBKH )
Ha Tepputopuu Poccuiickoit ®eneparun).

MNMPUJIOKEHHUE N 3

K [TonoxxeHnio 0 cucreMe MOHUTOPUHTA
JABUKEHHS JIeKAPCTBEHHBIX NPeNnapaToB
A5l METUIIUHCKOT0 MPHUMEHeHUs

CBenenmus,
npejacTrapjisieMble Cy0beKTaMH 00pallleHusl JIeKAPCTBEHHBIX CPECTB B CHCTEMY MOHUTOPHUHTA
JABHIKEHMS JIEKAPCTBEHHBIX NMPeNnapaToB JJsi MeIUIMHCKOr0 NpMMeHeHHUsI PU BBOjIe B 000pOT
JIEKAPCTBEHHBIX MPENapaToB /Jisi MeIUIUHCKOT0 MPHUMeHEeHusI

C u3MeHEeHHsIMH U JAOINOJIHECHUAMMU OT:

30 aBrycta 2019 r., 20 mapra, 21 utons, 2 HosOps 2020 r., 24 mapta, 29 HOsOps 2023 T.

I. CBeneHusi 0 JieKapCTBEHHBIX NpenapaTax AJsi MeAUIUHCKOI0 IPUMeHEeHUs1, IPON3BeIeHHbIX HA
Tepputopuu Poccuiickoit @egepaunu, npeacrapiaseMblie Cy0beKTaMu 00palleHusl JIEKAPCTBEHHBIX
CPEACTB B CHCTEMY MOHUTOPHHIA IBHKEHUS JIEKAPCTBEHHBIX NPENapaToB I MeIHIMHCKOI 0
NPUMEHEeHUS

Wudopmarys 06 H3MEHEHUSIX:

Ilynkm 1 usmenen c 1 anpens 2024 2. - [locmarnosnenue Ilpasumenscmea Poccuu om 29 nosops 2023 2.
N 2027

Cm. npedvloywyro peoakyuio
1. CyObexThl oOpallieHus JeKapCTBEHHBIX CPEACTB MPH 3aBEPLICHUM CTaUH (aCOBKU (YIIaKOBKH)
JIEKapCTBEHHBIX IPEnapaToB Il MEAMLIMHCKOTO NMPUMEHEHUs (Janee - JIeKapCTBEHHBIE IpenapaTsl) U
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MapKUPOBKH YIIAKOBOK JICKAPCTBCHHLIX IIPCIIapaTtoB CpCACTBaAaMU I/IZ[CHTI/I(bI/IKaI_[I/II/I MNpEaACTaBIAIOT B
CHUCTEMY MOHHUTOpPHHTA JIBIDKCHHS JIEKQPCTBEHHBIX TMpErnapaTtoB (Aajnee - CUCTEMa MOHUTOPUHIA)
CIIETYONIYI0 HHPOPMAIIHUIO B OTHOIICHHH KaXKJI0W TOPrOBOM €IMHUIIBI ICKAPCTBEHHOTO TIperapara:

a) J1aTa COBEPIICHUS OTEepPalIUH;

Wupopmanus 06 M3MEHEHUSX:

Iloonynkm "6" usmenen c 1 anpena 2024 2. - I[locmanosnenue Ilpasumenvscmea Poccuu om 29 nosbops
2023 2. N 2027

Cm. npedvioywyro pedakyuro
0) uaeHTudUKATOp CyOBEKTa OOpAICHHS JICKAPCTBEHHBIX CPEICTB, OCYIICCTBISIONIETO (acOBKY
(YnmakoBKY) JICKQpCTBEHHBIX ITPETApaTOB M MAPKUPOBKY YITAKOBOK JICKAPCTBEHHBIX IIPEIIAPATOB CPEACTBAMHI
UJeHTU(UKAITUY;

B) yrpaTtui cuny ¢ 31 utons 2020 r. - [locranosnenue IIpaBurensctBa Poccun ot 21 urons 2020 r.
N 1079

Wnpopmanus 06 H3MEHEHUSIX:

Cm. npedvioywyro pedaxyuro
T') THIT IPOU3BOICTBEHHOTO 3aKa3a (KOHTPAKTHOE MM COOCTBEHHOE MIPOM3BOJICTBO);

Uudopmanus 06 M3MEHEHUX:

THoonynkm "0" usmenen ¢ 31 urona 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 21 urons
2020 2. N 1079

Cm. npedvioywyro pedaxyuro
1) UACHTH(PUKATOP CYOBbEKTa OOpaleHus JEKAapCTBEHHBIX CPEJCTB, SBIISIIOIICTOCS 3aKa3UYWKOM
KOHTPaKTHOTO (MOAPSIHOTO) TPOU3BOJCTBA (B Ciydae TMpeacTaBieHUs HWH(oOpManuu CyObeKTOM
oOpaleHus JeKapCTBEHHBIX CPECTB, OCYIIECTBIISIONIAM KOHTPAKTHOE (TIOIPSATHOE) TPOU3BOICTRO);
€) MII00ANBHBINA UACHTH(PUKAIIMOHHBII HOMEP TOPrOBOH €JMHHMITBI JICKAPCTBEHHOTO MTperapara;
’K) HOMEp MPOU3BOACTBEHHOHN CEpUH JICKAPCTBEHHOTO TPeTapara;
3) Aara UCTEYEHUS CPOKA TOHOCTH JICKAPCTBEHHOTO Tperapara;

Wudopmarys 06 MU3MEHEHUX:

", rn

Iloonynkm "u" usmenen ¢ 1 anpensn 2024 2. - I[locmarnosnenue Ilpasumenvcmea Poccuu om 29 nosops
2023 2. N 2027
Cm. npedvioywyro pedakyuro
1) KOJ UACHTU(PUKAIINY, TPUCBOCHHBIN YITaKOBKE JIEKAPCTBEHHOTO Mpenapara;

Wudopmarys 06 U3MEHEHUX:

Ilynxkm I oononnen noonynkmom "x" ¢ 31 mapma 2020 a. - [locmanosnenue Ilpasumenvcmea Poccuu om
20 mapma 2020 2. N 311

K) uHpopmMairsg 00 UCIOIB3YEMOM YCTPOUCTBE PETUCTPALIMH SMUCCHH.

2. Yrpatun cuny c¢ 1 centsiopsa 2023 r. - [locranosnenue IlpaBurensctBa Poccum ot 24 mapta
2023 r. N 468

Wudopmariys 06 H3MEHEHUSIX:

Cm. npedvioywyro pedaxkyuro

I1. CBenenus, npeacrasisieMble Cy0ObeKTaMu 00pallieHUs] JIEKAPCTBEHHBIX CPEACTB B CHCTEMY
MOHHMTOPHHIA, 0 JIEKAPCTBEHHBIX NPeNaparTax, NPOU3BeIeHHbIX 32 NpeAe1aMH TePPUTOPUH
Poccuiickoit ®eaepauuu

Wudopmariys 06 H3MEHEHUSIX:

Ilynkm 3 uzmenen ¢ 31 urona 2020 e. - Ilocmanoenenue Ilpasumenscmea Poccuu om 21 urona 2020 e. N
1079
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Cm. npedvioywyio pedaxyuro

3. CyObekThl OOpallleHusl JIEKapCTBEHHBIX CPEACTB MPHU 3aBEPILIECHUH MPOU3BOJICTBEHHON CTaIUH
(acoBku (YakOBKH) JICKQPCTBEHHBIX IpEMapaToB WM 3aBEPUICHUM MApKUPOBKH  YHaKOBOK
JICKApCTBEHHBIX IPEMapaToB CPEICTBAMH HICHTHU(UKAIMU HA TAaMOXXEHHOM CKJIaZieé B COOTBETCTBHUHU C
ab3ariem BTOpbIM nyHKTa 4 Iloj0XeHus 0 cucTeMe MOHUTOPUHIA JBUKEHUS JIEKAPCTBEHHBIX IIPENApaToB
JUIi MEIMIMHCKOTO TPHUMEHEHHMS, YTBEPKACHHOro rocranorienneM IIpaBurensctBa Poccuiickoit
Oenepauun ot 14 nexabps 2018 r. N 1556 "OO yrBepxkaeHuu llosioxkeHuss o cucreMe MOHUTOpPUHTA
JBUKEHUSI JIEKQpCTBEHHBIX IpenaparoB Uil MEIUMUUHCKOro mnpumeHeHusa" (manee - Ilonoxenue),
MIPEJICTABJISIIOT B CUCTEMY MOHUTOPMHIAa B OTHOIIEHMM Ka)KJIOM TOProBOW E€IUHMIIBI JIEKAPCTBEHHOTO
npemnapara, Npou3BeAeHHON BHe Tepputopun Poccuiickoit @enepannu, cieayroyo nHopMalmo:

a) 1aTa COBEPIICHUS OTEepPallnH;

0) uneHtudukarop cyobekTa 0OpaleHus JIEKApCTBEHHBIX CPEJICTB, SIBJISIOIIETOCs JepKaTesieM WIn
BIIQJICTIBLIEM PErUCTPAlMIOHHOTO YIOCTOBEPEHHUS, MM IMPEACTAaBUTENbCTBA CyObEKTa OOpalieHus
JIEKAPCTBEHHBIX CPEJCTB Ha Tepputopun Pocculickon @enepannu;

Wnpopmanus 06 H3MEHEHUSIX:

Iloonynxkm "8" uzmenen c 1 anpens 2024 2. - [locmanosnenue Ilpasumenvcmea Poccuu om 29 nosaops
2023 2. N 2027

Cm. npedvioywyro pedaxyuro

B) UACHTHU(UKATOP CYOBbEeKTa OOparieHus JICKapCTBEHHBIX CPENICTB, OCYIIECTBIISIONIETO (PacoBKY
(YyrmakoBKY) JIEKapCTBEHHBIX TPENapaToB;

r) wuAeHTHPUKATOP CyOBbeKTa OOpalieHus JICKQpCTBEHHBIX CPEACTB, OCYIIECTBIISIONIETO
MIPOM3BOJICTBEHHYIO CTAJMIO BBITYCKAIOLIET0 KOHTPOJIS KAUeCTBa;

1) TI00aTbHBIN UACHTH(UKAIIMOHHBIA HOMEDP TOPTOBOM €TMHHMIIBL;

€) HOMep MPOU3BOJICTBEHHON CEpUU JIEKAPCTBEHHOTO Iperapara;

) JlaTa UCTEUEHHS CpOKa rOJHOCTH JIEKaPCTBEHHOTO IIperapara;

3) KOJ TaMOKEHHOT'O OpraHa U PerucTpaliOHHBI HOMEp TaMO>KEHHOTO cKiiaja (Ipu MapKUpPOBKE
YIaKOBOK JICKAPCTBEHHBIX MpPENapaToB CPeICTBAMU UACHTU(UKALIMY HA TAMOXKEHHOM CKJIajie);

Wudopmarys 06 M3MEHEHUX:

Iloonynkm "u" usmenen ¢ 1 anpensn 2024 2. - I[locmarnosnenue Ilpasumenvcmea Poccuu om 29 nosops
2023 2. N 2027

Cm. npedvioywyro pedaxkyuro
1) KOJ MICHTU(DUKAIIUH, IPUCBOCHHBIN yITAaKOBKE JIEKAPCTBEHHOTO Mpernapara;
K) MHPOpMaLUs 00 HCIOJIB3yEMOM YCTPOHUCTBE PETUCTPAIIUN SMUCCHH.

Wudopmarys 06 U3MEHEHUX:

Ceedenus oononnenvt nynkmom 31 ¢ 31 wona 2020 2. - [locmanosnenue Ipasumenscmea Poccuu om 21
urons 2020 2. N 1079

31, CyObexTsl 00paIeHns JIeKapCTBEHHBIX CPEICTB IPHU OCYIIECTBIECHHH MapKHUPOBKM YHAaKOBOK
JIEKapCTBEHHBIX MpPENapaToB CPEICTBAMHU HIACHTHU(PHKAIIMM Ha TaMOXEHHOM CKJIaJe B COOTBETCTBHH C
abzariem BTOpeIM TiyHKTa 4 [lonoXeHWS TPEACTAaBIAIOT B CHCTEMY MOHUTOPUHTA CIEAYIOUIYIO
UH(pOpMaIIHIO:

a) uaeHTUUKATOp CyObeKTa 00palleHns JeKapCTBEHHBIX CPEJICTB, SIBJISIONIECTOCS AepKaTelleM HIIn
BIIQJIETIBIIEM PErHUCTPAIIOHHOTO YIOCTOBEPEHHUS, WM MPEACTABUTENbCTBA CYyOBEKTa OOpalieHus
JIEKapCTBEHHBIX CPEICTB Ha Tepputopuu Poccuiickon Penepaunu;

0) nara coBepIlIEHUS OTEepallHH;

B) TNI00aNbHBINA UACHTU(DUKAIIMOHHBIM HOMEDP TOPTOBOM €TUHUIIBL;

I') KOJ TaMOXXEHHOTO OpraHa M PETUCTPAIMOHHBIH HOMEp TaMOXEHHOTO CKJIaja, Ha KOTOPOM
OCYILIECTBIISIETCS MapKUPOBKA YIAaKOBOK JIEKAPCTBEHHBIX MpEnapaTtoB CpPeACTBaMU HUACHTU(UKAIMH B
COOTBETCTBUHU ¢ a03aiieM BTOpbIM myHKTa 4 [Tonoxenus;

1) KOJIbI UCHTU(HUKAIIH.
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II1. CBe)Ie}ll/lﬂ, npeacraBjasseMbIe cyﬁ"beKTaMI/I oﬁpamennﬂ JICEKAPCTBCHHBIX CPEACTB B CUCTEMY
MOHHUTOPUHI'A, 0 JIECKAPCTBCHHLIX IIPE€NIapaTax, BBO3UMbLIX HA TEPPUTOPUIO Poccuiickoi (I)enepamm

Wupopmanus 06 H3MEHEHUSX:

Ilynkm 4 usmenen c 3 nosopa 2020 e. - Illocmanosnenue Ilpasumenvcmea Poccuu om 2 nosops 2020 a.
N 1779

Uzmenenus pacnpocmpansitomes Ha npagoomuoutenus, so3nuxuue ¢ 1 urons 2020 e.

Cm. npedvioywyro pedaxyuro

4. CyObekTsl oOpallleHusl JIEKAPCTBEHHBIX CPEACTB IpPU 3aBEPILIEHUU OTTPY3KH JIEKAPCTBEHHBIX
npenaparoB B Pocculickyro ®@enepanuio WiM IOCIE IEepeJadyd CBEACHUHM O MapKHUPOBKE YIAKOBOK
JIEKapCTBEHHBIX MPENapaToB CPEICTBAMU HJACHTU(PHKAIIMM Ha TaMOXEHHOM CKJIaJ€ B COOTBETCTBUM C
abszarniem BTOphIM TiyHKTa 4 IlonoXeHWsT NpPeACTaBIAIOT B CHCTEMY MOHUTOPUHTA CIEAYIOLIYIO
MH(POPMAIIUIO B OTHOIIIEHUH KaXKI0W €IMHUIIBI JICKApCTBEHHOTO Tpernapara;

a) 1aTa COBEPIIICHUS OTEPaIlNH;

0) unentudukarop cyobekTa oOpaleHus JIEKapCTBEHHBIX CPEJICTB, ABISIOLIETOCS IepKaTeleM WK
BIIQJIETIBIIEM PErUCTPAlIOHHOTO YIOCTOBEPEHHUS, MM IMPEACTaBUTENbCTBA CyObEKTa OOpalieHus
JIEKapCTBEHHBIX CpeCcTB Ha Tepputopuu Poccuiickoit @enepannu (He TpeOyeTcs B ciiydae MpeIcTaBIeHUs
CBEJICHUW B COOTBETCTBHH C a03aliaMy CEJIbMBIM M JIECATHIM IMyHKTa 37 M ab3ameM ceIbMbIM IMyHKTa 38
[Tonoxenus);

B) WACHTH(UKATOP CyOBeKkTa OOpalieHusi JIEKApCTBEHHBIX CPEJCTB, SBIISIOIIETOCS IPOJAABIIOM
JIEKapCTBEHHBIX IPEraparoB (He TpeOyeTcs B ciiyyae MpeACTaBICHUs CBEJCHHUI B COOTBETCTBUU ¢ ab3aiiaMu
CeJIbMBIM | JIECATHIM IyHKTa 37 | ab3ariem cebMbIM myHKTa 38 TlomoxkeHus);

I') UACHTHPUKATOP CyObEKTa OOpAIICHHS JEKAPCTBEHHBIX CPEICTB, SBIISIOIIETOCS MOKyIHaTeIeM
JIEKapCTBEHHBIX MpenapatoB B Poccuiickoit denepanmu;

1) THII JIOTOBOPA;

€) PEKBU3UTHI IEPBUYHOTO JOKYMEHTA, SBIISIOIIEIOCS OCHOBAHUEM JUISl OTTPY3KH JIEKapCTBEHHOTO
npemnapara B Poccuiickyto denepannio;

Wudopmarys 06 U3MEHEHUSX:
Iloonynxm "sc" usmenen ¢ 1 cenmsops 2023 a. - [locmanosnenue Ilpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedaxyuro

) KOJl TAMOYKEHHOTO OpraHa U PErucTPallMOHHBIA HOMEp CKIIaja (apec MecTa HaXOK/JICHUS TOBapa
COIJIACHO JICKJIapallid Ha TOBAapbl, 3a UCKJIIOUCHHEM Ciydas MapKHpPOBKH YIMAKOBOK JIEKAPCTBEHHBIX
MperapaToB CPeACTBAMU HIACHTH()HUKAIMKN HA TAMOKEHHOM CKJIaJie B COOTBETCTBUHM C a03alleM BTOPBIM
nyakTa 4 TlomoxxeHus);

3) KOJ UICHTH(PHUKAIMU WIM KOJ HACHTU(UKAIUU TPETUYHON (TPAHCHIOPTHOM) YIAKOBKHU
JIEKapCTBEHHOTO Tpernapara, B KOTOPOM HaXOAWUTCS STOT JIEKAPCTBEHHBIM Mpernapar (B ciydae OTrPy3KH
TPETHYHOM (TPAHCIIOPTHO) YIIaKOBKH JIGKAPCTBEHHOTO TpernapaTa MeTuKOM).

Wudopmarys 06 H3MEHEHUSIX:

Ilynkm 5 usmenen ¢ 3 nosops 2020 e. - Ilocmarnosnenue Ilpasumenvcmea Poccuu om 2 nosops 2020 e.
N 1779

H3menenus pacnpocmpansitomes na npagoomuouienusi, oznuxkwue c¢ 1 urons 2020 e.

Cm. npedvloywyio peoakyuio
5. CyObeKTbl oOpalleHus JeKapCTBEHHBIX CPEJICTB NMPHU OCYIIECTBIEHUH BBO3a NPEACTABIAIOT B
CHCTEMY MOHMTOPHHIA CIIEAYIOIYI0 MH()OPMALMIO B OTHOLICHUH Ka)XJOW €IMHHUIBI JEKapCTBEHHOTO
npernapara:
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a) J1aTa COBEPIICHUS OTEepallnH;
0) unentudukarop cyObekTa 0OpalIeHHs JEKAPCTBEHHBIX IMPENapaToB, OCYIIECTBIIAIONIETO BBO3
JIEKapCTBEHHBIX IpenaparoB B Poccuiickyro denepanuto;

Wupopmanus 06 M3MEHEHUSX:

Iloonynxkm "6" uzmenen c 1 cenmsaopsa 2023 2. - [locmanosnenue Ilpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedakyuro

B) KOJ1 TAMOKEHHOT'O OpraHa U perucTpallMOHHbIN HOMEp CKiaza (apec MecTa HaXx0KJICHUs ToBapa
COTJIACHO JIEKJIapalluy Ha TOBApPHI);

r) UAEHTU(UKATOP CyOBeKTa oOpallleHHs JIEKapCTBEHHBIX CPEICTB, SIBISIOLIETOCS MPOJaBLOM
JIEKapCTBEHHBIX IIPErapaToB (He TpedyeTcs B ciyyae MpeICTaBIeHMs CBEICHUN B COOTBETCTBUU € ab3aiiaMu
CeJIbMBIM U JIECATHIM MyHKTa 37 1 ab3ariem cebMbIM 1myHKTa 38 TlomoxeHus);

1) THII JIOTOBOPA;

€) PEKBU3UTHI MEPBUYHOTO JTOKYMEHTA, SBIISIOIIErOCsS OCHOBAaHHEM Ui BBO3a JIEKAPCTBEHHOIO
npenapara B Poccuiickyro @enepanuio (1ata 1 HOMED);

K) uAeHTU(UKATOp CyObeKTa 0OpallleHUs JIEKApCTBEHHBIX CPEJICTB, SBIISIFOIIETOCS AepKaTeeM Uil
BIIQJIETIBIIEM PErUCTPALIOHHOTO YIOCTOBEPEHHUS, MM IMPEACTAaBUTENbCTBA CyObEKTa OOpalieHus
JIEKapCTBEHHBIX CpPEACTB Ha Tepputopuu Poccuiickoit ®enepauuu (B ciiyyae BBO3a JIEKapCTBEHHOTO
npenapara B Poccuiickyro ®denepannio cyObeKTOM oOpamieHus JeKapCTBEHHBIX CPEJICTB, HE SIBIISIOIIAMCS
JiepKaTesieM WU BIIaJIeNIblIeM PErUCTPAIMOHHOTO YI0CTOBepeHus) (He TpeOyeTcs B ciiyyae mpeICTaBICHHs
CBEIICHUI B COOTBETCTBHMHM C a03aliaMiu CeAbMBbIM U JECATHIM MyHKTa 37 U abd3aneM ceAbMbIM MyHKTa 38
[Tonoxenus);

3) KOJA WIASHTU(UKAIMU WIM KOJ WIACHTU(UKAIMU TPETUYHON (TPaHCIOPTHOW) YIIAKOBKH
JIEKapCTBEHHOI'0 Ipernapara, B KOTOPOW HAaXOIUTCS 3TOT JIEKAPCTBEHHBIN mpenapar (B ciydae BBO3a
TPETUYHOM (TPAaHCTIOPTHOM) YIAKOBKH JIEKAPCTBEHHOTO TIpernapara mejIuKoM).

Wudopmarys 06 M3MEHEHUX:

Ilynkm 6 uzmenen c¢ 31 utona 2020 a. - [locmanoenenue [Ipasumenvcmea Poccuu om 21 urons 2020 2. N
1079

Cm. npedvioywyro pedaxkyuro

6. CyObeKTsl 0OpalieHus JIEKapCTBEHHBIX CPECTB, OCYILECTBISIOUINE Nepeaady JIeKapCTBEHHBIX
MpernapaToB, MOMEIIEHHBIX M0 TAMOKEHHYIO MPOLEAYPY TAMOXKEHHOIO CKJIa/a, APYroMy COOCTBEHHUKY
(cmeHa coOCTBEHHUKA), IPECTABIIAIOT B CHCTEMY MOHUTOPHHTA CIIEIYIONIYI0 HHPOPMAIUIO B OTHOIICHUH
Ka)KJ0M eIMHUIIBI JIEKAPCTBEHHOTO Mpernapara:

a) JlaTa COBEPILICHUS OTIepaIiy;

0) uneHTUPUKATOp CyOBEKTa 0OpaleHus JIEKapCTBEHHBIX CPEICTB, OCYIIECTBIISIONIECTO Mepeaady
JIEKapCTBEHHBIX MPENapaToB;

B) uJeHTUHUKATOp CyOBeKTa OOpalieHus JeKapCTBEHHBIX CPEACTB, OCYLIECTBIISIFOIIETO MPUEMKY
JIEKapCTBEHHBIX MPEMapaToOB;

T') peKBU3UTHI IEPBUYHOTO IOKYMEHTA, SBIISIONIETOCS OCHOBAHHEM IS TIepeaun JIEKapCTBEHHOTO
npemnapara (Jata ¥ Homep);

1) KOJ HUICHTHU(PHUKAIMN WM KOJ HWIACHTH(PHUKAIMH TPETUYHOW (TPAHCHOPTHOM) YIaKOBKU
JIEKapCTBEHHOTO TMpemnapara, B KOTOPOH HAaXOAWTCS STOT JIKAPCTBEHHBIN mpemnapar (B cliydae mepeaadu
TPETHYHOM (TPAHCIIOPTHOM) YITaKOBKH JIEKAPCTBEHHOTO Mpenapara HeIUuKoM).

Wudopmariys 06 U3MEHEHUSIX:
Ilynkm 7 usmenen ¢ 1 cenmsaopsa 2023 2. - Ilocmanoenenue Ilpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyio pedakyuio
7. CyOBeKThI 00palieHus JIEKapCTBEHHBIX CPEJICTB IIPU MOITBEPKICHUH CBEJICHHM 00 OTrpy3Ke WU
0 BBO3€ JIEKapCTBEHHOTO Tpemnapara B Poccuiickyro denepanuio, win o mprueMke Ha (papmarieBTHUECKU
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CKJIaJl JICKAPCTBEHHOI'O Impernapara Ha tepputopur Poccuiickoii depepanuu, Wik O Iepeaye Ipasa
COOCTBEHHOCTH Ha JICKAPCTBEHHBIN MpenapaTt, IOMEIEHHBIH 0] TAMOKEHHYIO TPOLEYPY TaMOXEHHOTO
CKJIaJ[a, COEpKAIIUXCA B CUCTEME MOHUTOPUHIA, IIPEACTABIIAIOT B CUCTEMY MOHMTOPHUHIA CIEAYIOLLYIO
MHGOPMAIIHIO B OTHOIIEHUH Ka) 10 €MHHUIIBI JIEKAPCTBEHHOTO Iperapara:

a) J1aTa COBEPIIICHUS OTEepPalIUH;

0) wunentudukarop cyObekTa OOpamieHHs JIEKAPCTBEHHBIX CPEACTB, OCYIICCTBIISIOIIETO
MOJITBEPKICHUE CBEICHUM;

B) HICHTU(HUKATOP CyOBeKTa OOpaimieHHsl JIEKAPCTBEHHBIX CPEACTB, pPaHEE OCYIIECTBUBIIETO
PErucTpaIrio CBEACHUI 00 OTTPYy3Ke HIIM O BBO3€ JIEKAPCTBEHHBIX MpenapaTtoB B Poccuiickyio dexneparnuio,
WU TIpUeMKe Ha (apMareBTUYECKUM CKJIaJ JEKapCTBEHHBIX MpernapaTtoB Ha Tepputropuu Poccuiickoii
@enepauyy, WIM Iepeade MpaBa COOCTBEHHOCTH Ha JIEKApPCTBEHHBIN IpernapaT, MOMENIEHHBIH MOJ
TaMOKEHHYIO IIPOLIEYPY TaMOKEHHOTO CKJIa/a;

I) KOJ WICHTU(PHUKAUUU WM KOJ HUACHTU(DUKALUKU TPETUYHOU (TPAaHCHOPTHON) YIAKOBKHU
JIEKapCTBEHHOI'0 Ipernapara, B KOTOPOH HaXOAMTCS 3TOT JIEKAPCTBEHHBIN mpenapar (B cilydae mepeaadu
TPETUYHOM (TPAHCIIOPTHOI) YIIaKOBKH JIEKAPCTBEHHOTO MpernapaTa eIuKOM).

Uudopmanus 06 M3MEHEHUX:

Ilynkm 8 usmenen ¢ 31 urona 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 21 urons 2020 2. N
1079

Cm. npedvioywyro pedakyuro
8. CyOBeKThI 0OpaleH s JISKAPCTBEHHBIX CPEJICTB MPH IMEPEMEIICHUH JICKAPCTBEHHBIX TPENapaToB
MEXIy 30HAMH TaMOXXEHHOTO KOHTPOJISI TPEACTABISAIOT B CHCTEMY MOHHUTOPHHTA CIEAYIONIYIO
WHGOPMAIIMIO B OTHOIIICHUH Ka)I0W €MHHUIIBI JIEKAPCTBEHHOTO Iperapara:
a) laTta COBEPILCHHUS OTICpPAIIHH;

Wudopmarys 06 M3MEHEHUX:

Iloonynkm "6" uzmenen ¢ 31 uwons 2020 e. - I[locmanosnenue Ilpasumenvcmea Poccuu om 21 urons
2020 2. N 1079

Cm. npedvioywyro pedaxkyuro
0) wuneHtudukatop cyObekTa OOpalIeHHs JICKAPCTBEHHBIX CPEACTB, OCYIICCTBIISIONIETO
NepeMelleHue JIEKAPCTBEHHBIX NPENapaToB;
B) yrpatui cuiry ¢ 31 utonsa 2020 r. - [Tocranosnenue IIpaButenscrBa Poccun ot 21 uronst 2020 r.
N 1079

Wudopmarys 06 U3MEHEHUX:
Cm. npedvioyuyro pedaKyuio

Iloonynxkm "2" usmenen c 1 cenmsabps 2023 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedaxKyuro
I) KOJ TaMOXEHHOTO OpraHa M pPErHCTPAIlMOHHBI HOMEp CKJIajga OTrpy3Kd (aapec MecTa
HaXO0XJICHUS TOBapa COTJacHO ACKJIapally Ha TOBAPHI, U3 KOTOPOTO OCYIIECTBIISIETCS MepeMelleHue);
1) KOJ TaMOKEHHOTO OpraHa M pETUCTPAllMOHHBIA HOMEp CKIaJa MpUeMKH (aJpec MecTa
HaX0XJICHUS TOBapa, B KOTOPOE OCYILIECTBISETCS MepEMEIICHHE);

Wudopmariys 06 H3MEHEHUSIX:

Iloonynxkm "e" usmenen ¢ 31 mapma 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 20 mapma
2020 2. N 311

Cm. npedvioywyio pedakyuio
€) KOJA WISHTH(PUKAUMU WIM KOJX WICHTU(DUKAMH TPETUYHOW (TPaHCIOPTHOM) YHaKOBKH
JIEKapCTBEHHOT'O Ipenapara, B KOTOpOi HaXOAUTCS 3TOT JIEKAPCTBEHHBIN Mpenapar (B Cilydae epeMeleHus
TPETUYHOH (TPaHCIOPTHOM) YIAaKOBKH JIEKAPCTBEHHOT'O Mpernapara HeJIuKOM).
9. Yrparun cuny c 1 mapra 2024 r. - [locranosnenue IlpaBurensctBa Poccun ot 24 mapra 2023 r.
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N 468

Wupopmanus 06 H3MEHCHUSX:

CMm. npedvioywyro pedakyuro
10. CyObekTsl oOpamieHust JEKapCTBEHHBIX CpPEACTB MpPH MEPEMEIICHUH JICKapCTBEHHBIX
MperapaToB U3 30HBI TAMOXKEHHOTO KOHTPOJS Ha (papManeBTUYECKUN CKIIAJ MPEICTABISIOT B CUCTEMY
MOHHUTOPHUHTA CJIEAYIONIYIO HH)OPMAIMIO B OTHOIIEHUH KaXKIOH €TMHHIIBI JISKAPCTBEHHOTO TIperapara:
a) 1aTa COBEPIICHUS OTEepPalIUH;

Wupopmanus 06 H3MEHEHUSX:

Iloonynkm "6" usmenen ¢ 31 urona 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 21 urons
2020 2. N 1079

CMm. npedvioywyro pedaxkyuro
0) uneHTHPUKATOp CyOBEKTa OOpalleHUs JIEKapCTBEHHBIX CPEACTB, OCYIIECTBIISIOIIETO BBO3
JIEKapCTBEHHBIX IPENapaToB Ha Teppuroputo Poccuiickon Penepannu;
B) yrpaTtui cuny ¢ 31 utons 2020 r. - [locranosnenue IIpaBurensctBa Poccun ot 21 urons 2020 r.
N 1079

Nudopmanus 06 M3MEHEHUX:

Cm. npedvioywyro pedakyuro
T') KOJI TAMOKEHHOTO OpraHa M perucTparMOHHBI HOMEP TaAMOXKEHHOTO CKJIa/ia OTIPY3KH;
1) PEKBU3HTHI MIEPBUYHOTO JTOKYMEHTA, SBJISIOMIETOCS OCHOBAHUEM ISl TIPUEMKH JIEKApCTBEHHOTO
npenapara Ha GpapMareBTUYECKUAN CKIIaT (1aTa 1 HOMED);

Wudopmarys 00 M3MEHEHUX:

Iloonynkm "e" uzmenen c 1 cenmsaops 2023 2. - [locmarnosnenue Ilpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedaxkyuro
€) CTOMMOCTh, YKa3aHHasl B CONMPOBOJUTENLHOIN TOKYMEHTAI[MM HAa TOBAap, HA OCHOBAHUU KOTOPO il
opopmisieTcss AeKiapaiys Ha TOBapbl, C y4eTOM TaMOXKEHHBIX MOIUIMH U COOPOB 3a TaMOKEHHOE
odopmIIeHHUE;
Wudopmariys 06 U3MEHEHUX:

Iloonynxm "snc" usmenen ¢ 31 mapma 2020 e. - [locmanosnenue I[lpasumenvcmea Poccuu om 20 mapma
2020 2. N 311

Cm. npedvioywyro pedaxkyuro
k) KOA WACHTU(UKALUU WIUW KOJ HUICHTHU(PHUKAIMH TPETUYHOH (TPaHCIOPTHOM) YIAKOBKU
JICKApCTBEHHOTO TperapaTta, B KOTOPOW HaXOJAUTCS ATOT JICKAPCTBEHHBIN Mpenapar (B ciiyyae MPUEMKH Ha
(bapManeBTHUECKHI CKJIaJl TPETUYHOM (TPAHCIIOPTHOM ) YITAKOBKH JICKAPCTBEHHOTO Tperapara IeIMKOM).

Wudopmarys 06 U3MEHEHUX:

Ilynkm 11 uzmenen c 31 urona 2020 e. - [locmarnosnenue IIpasumenscmea Poccuu om 21 utons 2020 e. N
1079

Cm. npedvioywyto pedaxkyuro

11. CyObexTsl OOpalleHus: JEKapCTBEHHBIX CPEICTB MPH 3aBEPIIEHUM OTIPY3KH JEKapCTBEHHBIX
npenaparos B Poccuiickyro denepanuro U3 rocyaapeTs - 4i€HOB EBpasuiickoro dKOHOMHYECKOIO COX03a
MPEJCTABISAIOT B CHCTEMY MOHHUTOPHMHIA CIEAYIOIIYI0 MH(GOpPMAIMIO B OTHOIIEHUH KaXJ0H TOpProBoi
€AVHUIBI JIEKAPCTBEHHOI'O IIpernapara:

a) JlaTa COBEPILIEHUs OTepalty;

0) uneHTudukarop cyobexTa oOpalieHus JeKapCTBEHHBIX CPEJICTB, SABISIOIIETOCs JIepKaTeaeM Win
BJIQJICNIBLIEM PETUCTPALMOHHOTO YIOCTOBEPEHUs,, WM IMpPEJICTaBUTENbCTBA CYyObEeKTa OOpalieHus
JIEKapCTBEHHBIX CPEICTB Ha TeppuTopun Poccuiickon Penepauny;

B) UACHTU(HUKATOP CyOBbEKTa OOpallleHusl JEKapCTBEHHBIX CPEACTB, SBISIOIIErOCS MPOJAaBLOM
JIEKApCTBEHHBIX IIPENApPATOB;
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I') UACHTUDHUKATOP CyObeKTa oOpaimieHHs JEKapCTBEHHBIX CPEICTB, SIBISIOMIEIOCS MOKYIATelIeM
JIeKapCTBEHHBIX IpenaparoB B Poccuiickoit denepanuu;

1) PEKBU3UTHI IEPBUYHOTO JOKYMEHTA, SIBJISIFOILETOCS] OCHOBAHUEM JUIsl OTIPY3KHU JIEKAPCTBEHHOTO
npenapara B Poccuiickyro @enepanuio (1ata 1 HOMED);

€) THII IOTOBOPa;

) CTOMMOCTb JIEKAPCTBEHHOTO TMpernapara (C y4eToM Hajora Ha J00aBJIEHHYIO CTOMMOCTB)
COTJIaCHO NEPBUYHBIM JJOKYMEHTaM;

3) cymMMa Hajora Ha JOOaBJIEHHYIO CTOMMOCTH;

M) KOJA WICHTH()UKAIUU WIM KOJ HWIACHTU(QUKAIHMHA TPETHYHON (TPAaHCIOPTHOW) YIAKOBKU
JIEKapCTBEHHOI'0 ITpernapara, B KOTOPOM HaXOJWUTCSl 3TOT JIEKApCTBEHHBIM Iperapar (B ciiydae OTIPY3KH
TPETUYHOM (TPAHCIIOPTHOM) YIIaKOBKH JIEKAPCTBEHHOTO IIpernapaTa LeTuKoOM).

Wnpopmanus 06 U3MEHEHUSIX:

Ilynxkm 12 usmenen ¢ 3 nosiopsa 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 2 nosaops 2020 a.
N 1779

H3menenus pacnpocmpansiomes na npagoomuouienus, sosnuxuiue ¢ 1 urona 2020 e.

Cm. npedvioywyro pedaxyuro

12. CyObexTsl oOpamieHusi JEKapCTBEHHBIX CPEACTB MPU OCYIIECTBICHUH BBO3a JIEKAPCTBEHHBIX
npenaparoB B Poccuiickyro @eneparuio u3 rocy1apcTs - WiIEHOB EBpa3suiicKoro 3KOHOMHYECKOTO COX03a U
pasMmenieHny Ha ¢apMareBTUIECKOM CKJIaJie TPEJCTABISIOT B CHUCTEMY MOHHUTOPUHTA CIICTYIOIIYIO
WH(OPMAIIAIO B OTHOIIICHUH KaXKI0W TOPrOBOM €IMHUIIBI JISKAPCTBECHHOTO TIperapara:

a) JlaTa COBEPILIECHUS OTIepallnu;

0) waeHTHUKaTOp CcyOBeKkTa OOpamieHusi JEKAapCTBEHHBIX CPEJICTB, OCYIIECTBIISIONIETO BBO3
JIEKapCTBEHHBIX MpemnapatoB B Poccuiickyro dexnepanmio;

B) WACHTH(UKATOP CyOBeKkTa OOpalieHusi JIEKApCTBEHHBIX CPEJCTB, SBIISIOIIETOCS IPOJAABIIOM
JIEKapCTBEHHBIX IperaparoB (He TpedyeTcsl B ciiyyae MpeACTaBICHUS CBEJCHHUI B COOTBETCTBUU € ab3aiiaMu
CeJIbMBIM | JIECATHIM IyHKTa 37 | ab3ariem cebMbIM myHKTa 38 TlomoxkeHus);

T') THII IOTOBOPA;

1) PEKBU3UTHI MEPBUYHOTO JOKYMEHTA, SIBISIOLIETOCS OCHOBAHHWEM JIJIsl BBO3a JIEKAPCTBEHHOTO
npenapara B Poccuiickyro deaepanuro (1ata 1 HOMeED);

€) CTOUMOCTD JIEKAPCTBEHHOTO ITpernaparta (¢ y4eToM Hajiora Ha JOOaBJICHHYI CTOUMOCTD) COTJIaCHO
MIEPBUYHBIM JIOKYMEHTaM;

) CymMMa Hajiora Ha JJ00aBJIEHHYIO CTOUMOCTb;

3) uaeHtudukarop cydrekra oOpalieHus JeKapCTBEHHBIX CPECTB, SIBISIOIIETOCS JepKaTeIeM Un
BIIQJIETIBIIEM PErHUCTPAIIOHHOTO YIOCTOBEPEHHUS, WM MPEACTABUTENbCTBA CyObEKTa OOpalieHus
JIEKapCTBEHHBIX CPEACTB Ha Tepputopuu Poccuiickoit denepauuu (B ciiyuae BBO3a JIEKapCTBEHHOTO
npenapata B Poccuiickyto deneparinio cyoObeKTOM 0OpalieH sl IEKapCTBEHHBIX CPECTB, HE SBISIOMIMMCS
JiepKaTesleM WU BJIaJIeNIblIeM PErUCTPAIMOHHOTO yI0CTOBEepeHus) (He TpeOyeTcs B Ciiydae mpeCTaBICHHUS
CBEJICHUI B COOTBETCTBHH C a03aliaMy CeJIbMBbIM M JIECATHIM IyHKTa 37 M ab3aneM ceIbMbIM IyHKTa 38
[Tonoxenus);

M) KON WIASHTHU(PHUKAIMU WIU KOJ HISHTU(PUKAIUN TPETHUYHOW (TPaHCHOPTHON) YIIAKOBKHU
JIEKapCTBEHHOTO TMpernapara, B KOTOPOW HAaXOIUTCS 3TOT JIGKAPCTBEHHBIN mpemapar (B ciydae BBO3a
TPETHYHOM (TPAHCIIOPTHO) YIIaKOBKH JIGKAPCTBEHHOTO TpernapaTa MeTuKOM).

13. Vrparun cuny ¢ 1 centsops 2023 r. - [locranosnenue IIpaBurensctBa Poccun ot 24 mapta
2023 r. N 468

Wudopmariys 006 H3MEHEHUSIX:
Cm. npedvioywyio pedakyuio

Ilynkm 14 usmenen ¢ 31 urona 2020 2. - [locmanoénenue Ilpasumenscmea Poccuu om 21 uiona 2020 2. N
1079
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CMm. npedvioyuyro pedaxKyuro
14. CyObekThl oOpamieHust JEKapCTBEHHBIX CpPEACTB MpHU IOBTOPHOM BBOAE B 00OpOT
JICKApCTBEHHBIX MPENapaToB IMPEACTABIAIOT B CHUCTEMY MOHHUTOPUHIA CIEAYIOIIYI0 HH(POpMAlWIo B
OTHOIIEHUU KaXKJ0W €AMHULIBI JIEKAPCTBEHHOI'O IIpernapara:
a) J1aTa COBEPIIICHUS OTEepPalIUH;

Wupopmanus 06 H3MEHEHUSX:

Iloonynxkm "6" usmenen c 1 cenmaops 2023 2. - [locmanosnenue I[Ipasumenscmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedakyuro
0) unentudukaTop CyonheKTa oOpaIieHus JEeKapCTBEHHBIX CPEICTB, OCYIIECTBISIONIETO ITOBTOPHBIM
BBOJI B 000pOT JICKAPCTBEHHBIX MPENapaToB;
B) PUYMHBI PaHee OCYIIECTBICHHOTO BBIBOJIA JIEKAPCTBEHHOTO Mperapara u3 000poTa;
T') KOJI UJICHTU(PHUKAIIMK TTOBTOPHO BBOJUMOTO B 000POT JIEKAPCTBEHHOTO Tpenapara;
1) IPUYMHBI IOBTOPHOTO BBOJIa B 000POT JIEKAPCTBEHHOTO Mpenapara;

Wnpopmanus 06 H3MEHEHUSIX:

Ilynxkm 14 oonoanen noonynkmom "e" ¢ 1 cenmsabpsa 2023 2. - I[locmanosnenue I[Ipasumenscmea Poccuu
om 24 mapma 2023 2. N 468
€) PEKBHU3UTHl JOKYMEHTa, SBISIOUIETOCS OCHOBAaHUEM JUIsl TMOBTOPHOTO BBOJAa B 000pOT
JIEKapCTBEHHOI0 IMpenapaTa (IpU HaJIW4YWK), WIX HAEHTU(UKATOP TOCYIapCTBEHHOIO KOHTPAKTa IO
roOCyJapCTBEHHOMY 000POHHOMY 3aKa3y, IPHCBAaHBAEMbIH B COOTBETCTBUM €O cTaThell 6 ' denepanbHOro
3akoHa "O rocymapcTBEHHOM OOOpOHHOM 3aka3e', Ha OCHOBaHWUH KOTOPOTO paHEEe OCYIIECTBIICH BBHIBOJI
JIEKapCTBEHHOI'0 IpernapaTa U3 000poTa Mo CHENKE, CBEACHUS O KOTOPOIl COCTABIAIOT TOCYIapCTBEHHYIO
TaiiHy (B cilydae ITpeJICTABJICHUS CBEICHHI B COOTBETCTBUH ¢ ITyHKTOM 44 ' Tlonoxenus).

MMPUJIOKEHHUE N 4

k [TonoxxeHnio 0 cucreMe MOHUTOPUHTA
JABUKEHHS JIeKAPCTBEHHBIX MPenapaTos
A5l METUIIUHCKOT0 MPHUMEHeHUs

CBenenmus,
npejacTrapjisieMble Cy0beKTaMH 00pallleHusl JIEKAPCTBEHHBIX CPEJCTB B CHCTEMY MOHUTOPUHTA
JABHKEHMS JIEKAPCTBEHHBIX NMPeNnapaToB /Jisi MeTUIMHCKOT0 IPUMEeHeH sl IPU BbIBOJIE U3 000poTa
JIEKAPCTBEHHBIX MPENapaToB /Jisi MeIUIIHHCKOT0 MPUMeHeHHUs

C u3MeHEeHHsIMH U JAOINOJIHECHUAMMU OT:

20 mapra, 21 mrons 2020 r., 24 mapta 2023 .

Wudopmarys 06 U3MEHEHUX:

Ilynkm 1 uzmenen c 31 utona 2020 a. - [locmanoenenue [Ipasumenvcmea Poccuu om 21 urons 2020 2. N
1079

Cm. npedvioywyto pedaxkyuro

1. CyObekt oOpareHus JIeKapCTBEHHBIX CPEACTB MPHU BBIBOJIE JIEKAPCTBEHHBIX MpENaparoB s
MEJHUIIMHCKOTO TpUMEHEHUsl (Janee - JIeKapCTBEHHBIE TMpenaparbl) u3 o0opoTa MyTeM pealn3aluu
(mpomaku) JIEKApCTBEHHBIX MPENaparoB MOTPEOUTENI0 WJIM OTHYCKa OECIUIaTHO WM CO CKUAKOM
JIEKapCTBEHHBIX MPEMmapaToB MO PEIENTy Ha JIEKAPCTBEHHBIE Mpenaparhl JHO0 OTIYCKa JIEKAPCTBEHHBIX
MpernapaToB MPU OKa3aHUM MEIUIMHCKON MOMOIIHM, 0TOOpa 00pas3IoB WU BBIBOJA U3 000pOTa MO UHBIM
MpUYMHAM TPEACTABIsAET B CUCTEMY MOHUTOPWHTA JBIM)KCHHUS JIEKAPCTBEHHBIX IMpemapaToB (nmanee -
CHUCTeMa MOHUTOPHUHTA) CIEAYIOUIYI0 HH(POPMAIMI0 O BBIBEJEHHBIX W3 000pOTa JEKapCTBEHHBIX
npemnaparax:
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a) J1aTa COBEPIICHUS OTIEPALIHH;

0) uneHTHPHUKATOpP CYOBEKTa OOpalICHHs JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBISIONIETO BHIBO
JIEKapCTBEHHBIX IpenapaToB U3 000poTa;

B) THII BBIBOJIA JICKAPCTBEHHBIX MPENapaToB U3 000pOTa;

I') BUJ IOKyMEHTA, [IOATBEPKIAIOIIET0 BHIBOJI JIEKAPCTBEHHBIX MPENapaToB U3 00opoTa (4ek, OnaHk
CTpPOTOI OTYETHOCTH, IOTOBOP U APYToe);

Wupopmanus 06 H3MEHEHUSX:

Iloonynxkm "0" usmenen c 1 cenmabps 2023 2. - I[locmanosnenue I[Ipasumenscmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedaxyuro

1) PEKBU3UTHI JOKYMEHTA, IOITBEP:KIAOIIET0 BHIBOJI JIEKAPCTBEHHBIX PENapaToB U3 000poTa, WK
UICHTU(PUKATOP TOCYJapCTBEHHOTO KOHTpaKTa IO TOCYJapCTBEHHOMY OOOpPOHHOMY  3akasy,
NPUCBAUBAEMBI B COOTBETCTBUM CO cTaTheil 6 | demepanbHOro 3akoHa "O TocyapcTBEHHOM 0O0POHHOM
3aka3e", Ha OCHOBAaHHHM KOTOPOTO COBEpILAETCS CJHENIKa, CBEACHHS O KOTOPOW COCTaBIISIIOT
roCyJapCTBEHHYIO TaifHy (B cIydae Ipe/CTaBIeHus CBEeJEHHI B COOTBETCTBUN ¢ ryHKkToM 44 ' TlonoxkeHnus
O CHCTEeME MOHHTOpPWHTa JABIDKEHHS JIEKAPCTBEHHBIX TPENapaToB Ui MEAMIIMHCKOTO IPHUMEHEHHS,
yTBEpKAeHHOro rocranosienreM [IpaBurensctBa Poccuiickoit @eneparuu ot 14 nexadps 2018 r. N 1556
"O6 yrBepxkaeHun [lonokeHust o cucTeMe MOHMTOPHMHIA JIBUKEHHS JIEKAPCTBEHHBIX IperapaTtoB AJis
MEIUIMHCKOTO TMPUMEHEHHs'", B OTHOIICHWH JIEKapPCTBEHHBIX IPENapaToB, IMOJISKAIINX MTOBTOPHOMY
BBOJYy B TpaXJaHCKUH OO0OpOT B cCilydasX, MPEeAyCMOTPEHHBIX 3aKOHOJATeNbCTBOM Poccuiickoit
denepanun);

€) KOIbl HAEHTU(UKALUWU BBIBOJUMBIX U3 00OpOTa JIEKAPCTBEHHBIX MpENapaTtoB WU KOIbI
UICHTU(PUKAIIMN TPETUYHOU (TPaHCIOPTHOMN) YIIaKOBKHU JIEKAPCTBEHHOTO MpernapaTa, B KOTOPOi HaX0UTCs
9TOT JIEKapCTBEHHBIN mpemnapar (B ciydae BBIBOJA M3 OOOpOTa IO HMHBIM NPUYMHAM TPETUYHOU
(TpaHCTIOPTHO) YITAaKOBKH JICKAPCTBEHHOTO TIpemnapara 1eIuKoM);

) CTOMMOCTbH JICKAPCTBEHHBIX MpernapaToB (C Y4eTOM Hajora Ha J00aBJIEHHYIO CTOMMOCTH) (B
cllydae MpoJIaXkH JIEKapCTBEHHBIX MIPernapaToB MOTPEOUTEIO);

3) cymMMa Hajlora Ha JOOaBJICHHYIO CTOMMOCTbH (B Cllydae MPOJaXH JIEKAPCTBEHHBIX IMpernapaToB
MOTPEOUTEIIO);

1) KOJIMYECTBO BBIBOJMMBIX U3 000pOTa MEPBUYHBIX YIAKOBOK JIEKAPCTBEHHOTO Mpernapara 1 ooiiee
KOJIMYECTBO TMEPBHYHBIX YIAKOBOK JIEKAPCTBEHHOrO IIperapara BO BTOPUYHOM (MOTPEeOHTENHCKOM)
YIaKOBKE JIEKAPCTBEHHOI'O Ipemnapara (Mpu OCYIIECTBIECHUHN BhIBOJA U3 000pOTa Pa3yKOMILIEKTOBAHHOM
BTOPUYHOM (OTPEOUTETHCKOM) YITAKOBKH JIEKAPCTBEHHOTO Mpenapara);

Wudopmarys 06 U3MEHEHUIX:

Ilynkm 1 oonoanen noonynkmom "xk" ¢ 1 cenmsops 2023 2. - I[locmanosnenue Ilpasumenvcmea Poccuu
om 24 mapma 2023 2. N 468
K) UACHTU(DUKAIIMOHHBIM HOMEp HAJOTOIIATENbIINKA - OpraHU3aluH, JeHCTBYIOIICH Ha OCHOBAHUU
JOTOBOpA C amTeuyHoil opraHuzanueil (IMpH OCYIIECTBICHUH MPOJAAXH JIEKAPCTBEHHBIX IIpPEerapaToB
JTUCTAaHIIMOHHBIM CHOCOOOM €  HCMOJb30BaHHEM WHGOpPMAIMU, MPEIOCTaBICHHOW BiaJeibllaMU
arperaTopoB HH(GOpMaLKHU 0 ToBapax (00 yciyrax);
Wudopmarys 06 H3MEHEHUSIX:

Ilynkm 1 oononnen noonynkmom "n" ¢ 1 cenmsops 2023 . - [locmanosnenue Ilpasumenvcmea Poccuu
om 24 mapma 2023 2. N 468
1) peKBU3UTHI peleriTa Ha IEKapCTBEHHBIN Tpernapar (aara, HoMep u cepust (IpH HaJU4UH).

Wudopmarus 006 U3MEHEHUSIX:

Ilynkm 2 uzmenen ¢ 31 urona 2020 e. - Ilocmanoenenue Ilpasumenscmea Poccuu om 21 urons 2020 o. N
1079

Cm. npedvioyuyo pedaxkyuro
2. CybOwekT oOpaiieHusi JIGKapCTBEHHBIX CPEJICTB MPH BBHIBOJIE JIEKAPCTBEHHBIX MPEMapaToB W3

19.07.2024 Cucrema '’APAHT 64/77


http://ivo.garant.ru/document/redirect/406614235/143811
http://ivo.garant.ru/document/redirect/76814091/4015
http://ivo.garant.ru/document/redirect/70291366/61
http://ivo.garant.ru/document/redirect/70291366/61
http://ivo.garant.ru/document/redirect/406614235/143812
http://ivo.garant.ru/document/redirect/406614235/143812
http://ivo.garant.ru/document/redirect/74416692/10051
http://ivo.garant.ru/document/redirect/77692330/4002

[ocranonenue IpaBurenscrBa P® ot 14 nexabpst 2018 r. N 1556 "O6 yrBepxnennu [lonoxxenus o cucreme. ..

000poTa IMyTeM YHHYTOKEHUS JIEKAPCTBEHHBIX MPENApaToB, MOMEMICHHBIX O] TAMOXEHHYIO MPOLEAYPY
YHUUYTOKEHHS, BbIBO3a JIEKAPCTBEHHBIX IPENApaTOB 3a Mpeieibl TAMOKEHHOHN TeppuTopuu EBpasuiickoro
SKOHOMMUYECKOTO CO03a, IIOMELIEHHBIX I0J] TaMOXXEHHYIO MpPOLEAYypy D3KCIopTa (pe3Kcrnopra),
NPEJCTaBIsieT B CHCTEMY MOHHTOPWHIA CIEAYIOU[yl0 HH(POPMALKI0O O BBIBEICHHBIX H3 000poTa
JIEKapCTBEHHBIX Mpenaparax:

a) J1aTa COBEPIICHUS OTEepPalIUH;

0) uaeHTHPHUKATOP CyOBEKTa OOpAaIICHUs JIEKAPCTBEHHBIX CPENCTB, OCYIIECTBIISIONIETO BBIBOJ
JIEKapCTBEHHBIX MIPENapaToB U3 000poTa;

B) KOJ TAMOKEHHOT'O0 OpraHa;

I') KOJl TAMOKEHHON IIPOLEAYPHI;

) KOJ WJIEHTU(UKAIMKM BBIBOJMMOTO M3 000poTa JIEKapCTBEHHOTO TMperapaTa WM KOJ
UJCHTU(PUKAIIMN TPETUYHON (TPAaHCIOPTHOM) YIIaKOBKHU JIEKAPCTBEHHOTO MIpenapaTa, B KOTOPOH HaX0JUTCs
9TOT JIEKApCTBEHHBIM Mpemnapar (B ciydae BbIBOAA M3 00OpOTa TPETUYHOM (TPaHCIOPTHOM) yHMaKOBKH
JIEKapCTBEHHOTI'O IpernapaTa LEeIuKOM);

Wnpopmanus 06 H3MEHEHUSIX:

Iloonynxkm "e" usmenen c 1 cenmsaopsa 2023 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedaxyuro

€) PEKBH3UTHI JCKJIapaIlii Ha TOBAPHI.

3. CyOBekT oOpamieHusl JIEKApCTBECHHBIX CPEJICTB TPHU BBIBOJC JICKAPCTBEHHBIX TpENapaToB M3
o0opoTa TyTeM Iepeqadd JIEKapCTBEHHBIX IPEMapaToB Ha YHUUYTOXKCHHE MPEACTABISACT B CHCTEMY
MOHHTOPHUHTA CIIEAYIONYIO HHOOPMAIHIO O BBIBEACHHBIX M3 000pOTa JICKAPCTBEHHBIX Mperaparax:

a) laTta COBEPILCHHUS OTICpPAIIHH;

Wudopmarys 06 M3MEHEHUX:

Ioonynkm "6" uzmenen ¢ 31 urwons 2020 e. - I[locmarnosnenue Ilpasumenvcmea Poccuu om 21 urons
2020 2. N 1079

Cm. npedvioywyro pedaxkyuro
0) uaeHTUPUKATOP CyOBEeKTa OOpalieHUs JIEKAPCTBEHHBIX CPEJICTB, OCYILIECTBIISIOIIETO BBIBOJT
JIEKapCTBEHHBIX MIPENapaToB U3 000poTa;
B) yrpatui cuity ¢ 31 utons 2020 r. - [Tocranosnenue IIpaButenscrBa Poccun ot 21 uronst 2020 r.
N 1079

Wudopmarys 06 U3MEHEHUX:
Cm. npedvioywyro pedaxyuro

Iloonynkm "2" usmenen ¢ 31 utonn 2020 e. - I[locmarnosnenue Ilpasumenvcmea Poccuu om 21 uions
2020 2. N 1079

Cm. npedvioywyro pedaxyuro
') OCHOBaHHE M NMPHYUHA NIEPEayr JICKAPCTBEHHOTO TpenapaTa Ha YHHYTOXKCHHE;
1) PEKBHU3UTHl PEIICHUS YMOJIHOMOUYEHHOTO (elepalbHOr0 OpraHa HCIOJIHUTEIHHONH BIACTH O
BBIBOJIE JIEKAPCTBEHHBIX MPEMapaToB U3 000poTa (Mpu HAIUYHH);
€) PEKBU3HUTHI JOKYMEHTa, MOJATBEPKJAIONIEr0 Iepefady JeKapCTBEHHBIX IMpernapaToB Ha
YHUUYTOKEHUE;

Wudopmariys 06 U3MEHEHUSIX:

Iloonynxm "sxnc" usmenen ¢ 31 mapma 2020 e. - I[locmanosnenue Ilpasumenvcmea Poccuu om 20 mapma
20202 N 311

Cm. npeodvloyuyio peoaKyuro
k) KOJ WACHTU(UKANMM WIW KOJ HUICHTH(PHUKAIMH TPETHUYHOW (TPAHCTIOPTHOM) YIAKOBKH
JIEKapCTBEHHOTO TperapaTa, B KOTOPOW HaXOTUTCS STOT JIEKapCTBEHHBIN mpemnapar (B cliydae BBIBOJA U3
000pOTa TPETUYHOM (TPAHCIIOPTHO) YITAKOBKH JIEKAPCTBEHHOTO Mpernapara IeIuKoM);
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Wupopmanus 06 H3MEHCHUSX:

Iloonynkm "3" usmenen ¢ 31 urona 2020 e. - I[locmanosenenue Ilpasumenvcmea Poccuu om 21 utons
2020 2. N 1079

Cm. npedvioywyro pedakyuro

3) HWICHTH(PUKAUOHHBIA HOMEp HAJIOTOIUIATEIbIINKA, OCYIIECTBIISIFONIETO YHUYTOXEHUE
JIEKapCTBEHHBIX IIPENapaToB, U €ro ajpec.

4. CyObekT oOpateHus JIEKapCTBEHHBIX CPEIICTB MPU YHUYTOKCHHUHU JICKAPCTBEHHBIX MIPEIApaToB,
paHee TiepeJaHHBIX Ha YHHYTOXKEHHUE, MPEJICTABISICT B CHCTEMY MOHHTOPHHTA CJICAYIONIYI0 HH(POPMAITUIO
0 (pakTe YHHUYTOKCHHS JICKAPCTBEHHBIX MTPEIIapaToB:

a) J1aTa COBEPIICHUS OTEepaIlnH;

Wnpopmanus 06 H3MEHEHUSX:

Iloonynkm "6" usmenen ¢ 31 urona 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 21 utons
2020 2. N 1079

Cm. npedvioywyro pedaxyuro
0) waeHTH(PUKATOpP CyObEKTa OOpamIeHHs JICKAPCTBEHHBIX CPEACTB, OCYIIIECTBUBIIETO BBIBOJI
JIEKapCTBEHHBIX TpenapaToB U3 000poTa;
B) CIIOCOO YHHUTOKEHUSI JIEKAPCTBEHHBIX MIPENapaTos;
') PEKBU3HTHI JOKYMEHTA, TIOJTBEPIKIAIOIIET0 YHHUTOXKCHNE JICKAPCTBEHHBIX MperaparoB (akT 00
YHUUYTOXXEHHH JICKAPCTBEHHBIX MIPETapaToB);

NHudopmanus 06 M3MEHEHUX:

Iloonynkm "0" usmenen ¢ 31 mapma 2020 e. - [locmanosnenue I[Ipasumenvcmea Poccuu om 20 mapma
2020 2. N 311

Cm. npedvioywyro pedaxkyuro
) KOJA HWIACHTU(UKAIIMU WIM KOJI HACHTH(PUKAIUA TPETUIHONW (TPaHCHIOPTHOM) YIaKOBKH
JICKApCTBEHHOTO TIpernapara, B KOTOPOW HaXOIUTCS ATOT JIEKapCTBEHHBIN Mpermapar (B ciaydae BBIBOJA U3
000poTa TPETUYHOM (TPAHCTIOPTHOW) YIIAaKOBKH JICKAPCTBEHHOTO Ipernapara neIuKkoM);
€) WICHTH(UKAIMOHHBIH HOMEpP HAJIOTOIUIATEIbINNKA, OCYIIECCTBHBIIETO  YHUYTOXKCHHE
JICKapCTBEHHBIX MIPEMapaToOB.

Wudopmarys 06 M3MEHEHUX:

IIpunoswcenue oononneno nynkmom 5 ¢ 1 cenmsaops 2023 2. - Ilocmanoenenue Ilpasumenscmea Poccuu
om 24 mapma 2023 2. N 468

5. CyOpekT oOpallieHusl JEKapCTBEHHBIX CPEJCTB IPH BBIBOJE JIEKAPCTBEHHBIX MpeEnapaToB M3
o0opoTa IyTeM BbIBO3a JIEKAPCTBEHHBIX IpernaparoB B TrocynapcTBa - wieHbl EBpa3suiickoro
HSKOHOMHYECKOT'O CO03a MPE/ICTABIIAET B CHCTEMY MOHUTOPHUHIA CIIEYIOUTYI0 HH()OPMAIUIO O BBIBEICHHBIX
13 000poTa JIEKAPCTBEHHBIX MpernapaTax:

a) JlaTa COBEPILIEHUs ONepalty;

0) uaeHTHPUKATOP CyOBEKTa OOpaIleHHs JIEKAPCTBEHHBIX CPENCTB, OCYIIECTBIISIOLIETO BBIBOJ
JIEKapCTBEHHBIX IpenapaToB U3 000poTa;

B) KOJl HAJOrOIUIaTeJIbLIMKA B CTpaHE PETUCTpAllUd M CTpaHa PErucTpald OpraHu3alui,
SBIISIOIIEHCS TOTydaTeNeM JIEKapCTBEHHBIX MTPENapaTosB;

I') PEKBU3UTHI IEPBUYHOTO JJOKYMEHTA, SIBJISIOIIErOCsl OCHOBAHUEM ISl IEpeAayr JIEKapCTBEHHOTO
npemnapara (Jata ¥ Homep);

1) TUII IOTOBODA;

€) CTOMMOCTb JIEKaPCTBEHHOT'O Mpernapara (C y4eToM HaJlora Ha J00aBIE€HHYIO CTOUMOCTb) COTJIaCHO
NEPBUYHBIM IOKYMEHTaM;

) CyMMa Hajiora Ha J100aBJICHHYIO CTOMMOCTb;

3) KOJX WICHTU(DUKAUU WIM KOJ HJICHTU(UKAMN TPETUYHON (TpAHCIIOPTHON) YIAKOBKU
JIEKapCTBEHHOT'O Iperapara, B KOTOPOH HAaXOAUTCS ATOT JEKapCTBEHHBINH Mpemnapar (B ciiydae OTIPY3KH
TPETUYHOH (TPaHCIOPTHOM) YIAaKOBKH JIEKAPCTBEHHOT'O Mpernapara LHeJIuKoOM).
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IMPUJIOKEHME N §

K [lonoxenuto 0 cucreMme MOHUTOPHHIA
ABHMIKEHHS JIEKAPCTBEHHBIX IIpenaparos
AJIS MeIMIUHCKOr0 NPUMEHEeHUS

Wupopmanus 06 H3MEHEHUSX:

Haumenosanue usmeneno c 31 mapma 2020 e. - [locmanosnenue Ilpasumenscmea Poccuu om 20 mapma
2020 2. N 311

Cm. npedvioywyro pedakyuro

CBeneHusl,
npeacraBJjsieMble cyObeKTaMH 00pallleHHs JIeKaPCTBEHHBIX CPeICTB B CHCTeMY MOHMTOPUHI A
ABHIKEHHS JIEKAPCTBEHHBIX NPENapaToB AJsi MEeIMIMHCKOI0 IPUMEHEHH S NPU OCYIIeCTBICHUHU
onepanui ¢ TPeTHYHOM (TPAHCIOPTHOM) YIIAKOBKOM JIEKAPCTBEHHOI'0 IIpenapara

C n3MeHeHUSIMH B JAONMOJITHCHUSAMMU OT:

20 mapra, 21 mrons 2020 r., 24 mapta 2023 1.

NHudopmanus 06 M3MEHEHUX:

Ilynkm 1 uzmenen ¢ 1 cenmsabps 2023 o. - I[locmanosnenue Ilpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedaxkyuro

1. CyObekTbl OOpalieHusi JIEKAPCTBEHHBIX CPEICTB MPH OCYIIECTBICHUU arperdpoBaHUs
JICKApCTBEHHBIX MPEIapaToB Ui MEIWIIMHCKOTO TPUMEHEHUs (Janee - JIeKapCTBEHHBIC IPErapathl),
UMEIOINUX OJWH TJOOATBHBIA WICHTH()UKAMOHHBI HOMEP TOPTOBOW EIWHUIBI W OJWH HOMEP
MIPOU3BOJICTBEHHOH CEpUH, MPEICTABIISIOT B CHCTEMY MOHUTOPHHTA ABMKEHHS JIEKAPCTBEHHBIX TPENapaToB
JUTSI MEAMITMHCKOTO MTPUMEHEHHUS (Jlajiee - CHCTeMa MOHUTOPHHTA) CIIEYIONTYI0 HH()OPMAITHIO:

a) Jata COBEPIICHHS OIepanuy (B OTHOUICHHH JICKAPCTBEHHBIX IMPENapaToB Uil MEAUIIUHCKOTO
pUMEHEeHHUsI (Jajiee - JIGKapCTBEHHBIC MPETapaThl), HAXOAALINXCS 3a TpeaeIaMu TeppuTopun Poccuiickoi
denepanyn, B caydasx, KOrjia arperupoBaHHe OCYIIECTBIISCTCS JI0 3aBEPIICHUS CTaJIUU BBITYCKAIOIIIETO
KOHTPOJISI KQUeCTBa, MOXKET YKa3bIBaThCs JIt00Ast JaTa MEXIy JaTOi 3aBEepIICHUS CTaH BBITYCKAIOIIETO
KOHTPOJISl Ka4eCTBa U JaTO OTTPY3KH JIEKAPCTBEHHBIX MpernapatoB B Poccuiickyro denepanuio);

Wudopmarys 06 MU3MEHEHUX:

Iloonynkm "6" usmenen ¢ 31 uronn 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 21 urons
2020 2. N 1079

Cm. npedvioywyio pedaxyuro
0) wugentudukarop cyObekTa oOpalleHusi JEKapCTBEHHBIX CPEICTB, OCYIIECTBIISIOIIETO
arperupoBaHue;
B) yrpatui cuiy ¢ 31 utonst 2020 r. - [Tocranosnenue IIpaBurensctBa Poccun ot 21 urons 2020 r.
N 1079

Wudopmarys 06 U3MEHEHUSIX:
Cm. npedvioywyto pedaxkyuro

Iloonynkm "2" usmenen ¢ 31 mapma 2020 2. - [locmanosnenue Ilpasumenscmea Poccuu om 20 mapma
2020 2. N 311

Cm. npedvloywyro peoakyuio
I') KOJbl WACHTHU(HUKAIMKA TPETUYHBIX (TPAHCIOPTHHIX) YIMAKOBOK JIEKAPCTBEHHOI'O Ipernapara
CO3/1aBae€MbIX TPETUYHBIX (TPAHCHOPTHBIX) YIAKOBOK JIEKAPCTBEHHOTO Mpernapara;

Hudopmarus 06 N3MEHEHUSX:
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Iloonynxkm "0" uzmenen ¢ 31 mapma 2020 2. - I[locmanosnenue Ilpasumenvcmea Poccuu om 20 mapma
2020 2. N 311

CMm. npedvioyuyro pedaxKyuro
1) TepeueHb KOJOB HICHTH(PHUKAUWU WM KOJOB HWACHTH(HKAINU YIIAaKOBOK JIEKapCTBEHHOTO
npemapaTta 00jiee HU3KOTO YPOBHS BIIOKEHHOCTH, BXOJSIINX B COCTaB KKIOW CO3aBAEMOU TPETUIHOU
(TpaHCHOPTHOM) YIaKOBKH JIEKAPCTBEHHOT'O IIperapara.

Wupopmanus 06 H3MEHEHUSX:

Ilynkm 2 uzmenen c 31 mapma 2020 e. - Ilocmanosnenue llpasumenscmea Poccuu om 20 mapma 2020 .
N311

CMm. npedvioywyro pedaxyuro
2. CyObekTbl oOpallleHus JIEKapCTBEHHBIX CPEICTB MPU OCYILECTBICHUH U3bSTHS JEKAPCTBEHHBIX
MperapaToB M3 TPETUYHOW (TPAHCIIOPTHOW) YITAKOBKH JICKAPCTBEHHOTO IMperapara IPEICTaBISIOT B
CHCTEMY MOHUTOPHHTA CIIEIYIONTYI0 HH(POPMAIIHIO:
a) J1aTa COBEPIIICHUS OTEepPaIlnH;

NHudopmanus 06 M3MEHEHUX:

TIoonynkm "6" usmenen ¢ 31 urwona 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 21 uions
2020 2. N 1079

Cm. npedvioywyro pedaxyuro
0) naeHTudukaTop cyobekra oopalieHus JeKapCTBEHHBIX CPEJICTB, OCYILECTBISIONIETO ONepaluio;
B) yrpatuin cuiy ¢ 31 mapra 2020 r. - [locranosnenue IlpaBurensctBa Poccun ot 14 nexaGps
2018 r. N 1556

Wudopmarys 06 M3MEHEHUX:
Cm. npedvioywyro pedakyuro

TIloonynxkm "2" usmenen ¢ 31 mapma 2020 2. - [locmarnosénenue I[lpasumenvcmea Poccuu om 20 mapma
2020 2. N 311

Cm. npedvioywyro pedaxkyuro
T') KOJ UIeHTH()DUKALUK TOPrOBOM €TUHHIIBI, U3bIMAEMOM U3 TPETUYHOM (TPAHCIOPTHOH) YIIaKOBKU
JICKApCTBEHHOTO IMperapara, WIH KOJ WIACHTU(QHUKAIMHA YIAKOBKH JICKAPCTBEHHOTO Mpernapara Oosee
HU3KOTO YPOBHS BJIO)KEHHOCTH, M3bIMAeMOW M3 TPETUYHOH (TPaHCIOPTHOW) YIMAKOBKH JIEKAPCTBEHHOTO
npernapara.

Wudopmarys 06 U3MEHEHUX:

Ilynkm 3 uzmenen ¢ 31 mapma 2020 2. - [locmanosnenue llpasumenscmea Poccuu om 20 mapma 2020 2.
N311

Cm. npedvioywyro pedaxyuro
3. CyObexTsl oOpalieHHsl JIeKapCTBEHHBIX CPEACTB NPU OCYIIECTBICHUU JOIMOJIHUTEIHHOTO
BJIOXKCHHSI JICKAPCTBCHHBIX MPENApaTOB B TPETUYHYIO (TPAHCIOPTHYIO) YIAKOBKY JICKAPCTBEHHOTO
npernapaTa npeACcTaBIsAiOT B CHCTEMY MOHUTOPHHTA CIEAYIOUTYI0 HHPOPMAIHIO:
a) JlaTa COBEPILICHUS OTIepaIiy;

Wudopmariys 06 U3MEHEHUSIX:

Hloonynkm "6" uzmenen ¢ 31 urona 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 21 urons
2020 2. N 1079

Cm. npedvioywyto pedaxkyuro
0) nneHTHPUKATOp CyOBEKTa 0OpalleHus JIEKAPCTBEHHBIX CPEJICTB, OCYILIECTBIISIOLIETO OIepallHIo;
B) yrpatui cuiy ¢ 31 utonst 2020 r. - [Tocranosnenue IIpaBurensctBa Poccun ot 21 uronst 2020 r.
N 1079

Hudopmarys 06 H3MEHEHUSIX:

Cm. npeodvloyuyio peoaKyuro
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Iloonynxkm "2" uzmenen ¢ 31 mapma 2020 2. - [locmanoenenue Ilpasumenvcmea Poccuu om 20 mapma
2020 2. N 311

CMm. npedvioywyro pedakyuro
I') KOJ WACHTU(UKANNKA WIH KOJ WICHTU(UKANK YIMAKOBKHU JIGKAPCTBEHHOTO Ipemnaparta Ooiiee
HU3KOTO YPOBHS BJIOKEHHOCTH, C KOTOPOH COBEPILIACTCS ONEPAIHsl JOTIOTHATEIHLHOTO BIIOYKEHUS;

Wupopmanus 06 M3MEHEHUSX:

Iloonynkm "0" usmenen ¢ 31 urona 2020 e. - Ilocmanosnenue [lpasumenvcmea Poccuu om 21 uions
2020 2. N 1079

Cm. npedvioywyto pedaxyuro
1) KOJ MACHTU(PUKAIMK TPETHUYHOH (TpaHCIOPTHON) YMaKOBKM JIEKAPCTBEHHOIO IIpernapara, B
OTHOIIEHUH KOTOPOU COBEPIIAETCS ONepalusl.

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 4 uzmenen ¢ 31 mapma 2020 e. - Ilocmanosnenue Ilpasumenscmea Poccuu om 20 mapma 2020 .
N311

Cm. npedvioywyro pedaxyuro
4. CyObekTbl oOpallleHUsl JIEKAPCTBEHHBIX CPEACTB IMPH OCYIIECTBIEHUH pachOpMUPOBAHUS
TPETUYHOM (TPAaHCIOPTHOM) YITaKOBKH JIEKAPCTBEHHOTO MpernapaTa MpeCTaBIsIoOT B CHCTEMY MOHUTOPHHTA
CIeTyIONTyI0 HH(pOpMaIno:
a) J1aTa COBEPIICHUS OTepPaIlNH;

Uudopmanus 06 M3MEHEHUX:

TIloonynxkm "6" usmenen ¢ 31 urona 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 21 uions
2020 2. N 1079

Cm. npedvioywyro pedaxkyuro
0) unentudukaTop cyobekTa oOpamieHus JeKapCTBEHHBIX CPEACTB, OCYIIECTBIISIIOIIETO OTIEPAITHIO;
B) yrpatui cuiy ¢ 31 utons 2020 r. - [Tocranosnenue [IpaButenscrBa Poccun ot 21 uronst 2020 r.
N 1079

Wudopmarys 06 M3MEHEHUX:
Cm. npedvioywyro pedakyuro

Iloonynkm "2" usmenen ¢ 31 utona 2020 . - I[locmarnosenenue Ilpasumenvcmea Poccuu om 21 urons
2020 2. N 1079

Cm. npedvioywyro pedaxkyuro
r) TUN omepanuu pacHopMHpOBaHHUS TPETUUHOH (TPAHCHIOPTHON) YHMAKOBKH JIEKAPCTBEHHOIO
npernapara;
Wudopmarys 006 U3MEHEHUIX:

Iloonynxkm "0" uzmenen ¢ 31 mapma 2020 2. - I[locmanosnenue Ilpasumenvcmea Poccuu om 20 mapma
20202 N 311

Cm. npedvioywyro pedaxyuro

1) KOA WICHTU(UKAIMM TPETUYHOW (TPAHCIIOPTHOM) YIAKOBKM JIEKAPCTBEHHOIO Iperapara
pacopMHUpOBBIBaEMOIl TPETUYHOM (TPAHCIIOPTHOM) YIAKOBKH JIEKAPCTBEHHOI'O IpenapaTa.

MNPUJIOXEHHUE N 6

K [lonoxennto 0 cucreMme MOHMTOPUHTA
JABUKEHHS JIEKAPCTBEHHBIX NMPENapaToB
AJIS1 MEUIIUHCKOT 0 NPUMEeHEeHUs

CBenenus,
npeacraBJjisieMble Cy0beKTaMH 00pallleHUs JIEKAPCTBEHHBIX CPEICTB B CHCTEMY MOHUTOPHHIa
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ABUKCHUS JICKAPCTBECHHBIX IPemaparoB JAJsd MECIUIUHCKOT0 IPUMEHCHUA IPH 060p0Te Hu
BHYTPCHHEM IEPEMECIICHUN JIEKADCTBCHHBIX MPpenapaToB AJsd MEANINUHCKOTI0 IPUMECHCHUSA

C u3MeHeHUSIMH B JOINOJITHECHUSAMHU OT:

20 mapra, 21 nrons, 2 Hostopst 2020 r., 24 mapTa 2023 T.

1. CyObekr oOpamieHdsi JIEKapCTBEHHBIX CpPEICTB TPU  OCYIIECTBICHUU IIEPEMEIICHHUS
JIEKapCTBEHHBIX [IPENAPATOB ISl MEAUIIMHCKOIO IIPUMEHEHUS (Jjajiee - JIeKapCTBEHHbIE ITPenapaThl) MEXKIY
aJipecaMy OCYILECTBIICHUS NESITEIBHOCTH U (WiIH) hapMalleBTHUECKIMHE CKJIaJJaMHU TIPEJICTABIISIET B CHCTEMY
MOHHUTOPHHIa JBUEHHS JIEKAPCTBEHHBIX IpenapaToB (Jajee - CUCTEMa MOHMTOPUHIA) CIEAYIOLIYIO
nH(pOpPMaLIHIO 0 TIEpEeMEIIAeMbIX JIEKaPCTBEHHBIX IpernapaTax B OTHOLIEHUM KaKJIOW TOPrOBOM €IMHHUILIBI
JIEKapCTBEHHOTI'O Ipernapara:

a) JlaTa COBEpILEHU onepanuu (IPUEMKHU Ha CKJIaJ, Ha KOTOPbI COBEPILEHO NMepeMEIIECHNUE);

Wnpopmanus 06 H3MEHEHUSIX:

Iloonynkm "6" usmenen ¢ 31 urona 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 21 urons
2020 2. N 1079

Cm. npedvioywyro pedaxyuro
0) wuneHtudukarop cyObekTa oOOpalleHus JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBISIOLIETO
nepeMeleHne JeKapcTBEHHOTO Mpernapara, ¢ y4eToM ajipeca MecTa OCYIIECTBICHHUS JEATEIbHOCTH WU
CKJa/la OTBETCTBEHHOTO XpPAaHEHHSA, U3 KOTOPOrO OCYIIECTBIISIETCS MEpEeMEIeHUE JIeKapCTBEHHOIO
npernapara;
B) yrpatui cuiy ¢ 31 utons 2020 r. - [Tocranosnenue IIpaButensctBa Poccun ot 21 uronst 2020 r.
N 1079

Wudopmarys 00 M3MEHEHUX:
Cm. npedvioywyro pedaxkyuro

Ioonynkm "2" uzmenen ¢ 31 urwons 2020 e. - Ilocmanosnenue IIpasumenscmea Poccuu om 21 urons
2020 2. N 1079

Cm. npedvioywyro pedakyuro
r) uAcHTU(UKATOpP CyOBeKTa OOpalIieHUs JICKApCTBEHHBIX CPEICTB C YYETOM aJpeca MecTa
OCYIIIECTBIICHHSI JICATEILHOCTH WM CKJIaJa OTBETCTBEHHOIO XpAaHEHWUs, Kyda OCYIIECTBISICTCS
nepeMeIIeHue JISKapCTBEHHOTO TIpernapara;
1) PEKBU3UTHl TMEPBUYHOTO JIOKYMEHTA, SIBISIFOIIETOCS OCHOBAaHUMEM JUIS  TIEPEMELICHHUS
JICKApCTBEHHOTO TIpenapara (j1ata u HoMep);

Wudopmarys 06 U3MEHEHUIX:

Iloonynxkm "e" usmenen ¢ 31 mapma 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 20 mapma
20202 N 311

Cm. npedvioywyro pedakyuro
€) KOJA HIEeHTHU(PUKALUU WIM KOJX WICHTU(DUKAUMK TPETUYHOW (TpaHCHOPTHOI) YHaKOBKHU
JIEKapCTBEHHOTO IIpernapara, B KOTOPOil HaX0IUTCs 3TOT JIKapCTBEHHbIH Mpenapart (B ciiydyae nepeMerieHus
TPETUYHOH (TPaHCIOPTHON) YIaKOBKH JIEKAPCTBEHHOT'O Mpenapara LeJInKOM);

Wudopmarus 06 U3MEHEHUSIX:

Ilynkm 1 0oonoanen noonynxkmom "snc" ¢ 31 uronsa 2020 e. - [locmanosnenue Ilpasumenscmea Poccuu om
21 urona 2020 2. N 1079
) PEKBU3UTHI TOCYJAPCTBEHHOTO WM MYHUIIMNAIBHOTO KOHTpakTa (B ciydae IepeMeIeHHs
JIEKapCTBEHHOTO Mpenapara, MpeIHa3HauYeHHOro 715 00ecreYeHns Tpak/iaH 3a CUeT CPeICTB eiepalbHOro
Oro/KEeTa WK CPEICTB O0IKETOB cyOhekToB Poccuiickoii Deneparun);

Hudopmarys 06 H3MEHEHUSIX:

Ilynkm 1 oononnen noonynkmom "3" ¢ 31 urona 2020 e. - Ilocmanosnenue Ilpasumenscmea Poccuu om
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21 urona 2020 2. N 1079
3) HUCTOYHUK (UHAHCUpOBaHHS (B Clydae [EPEMEIICHUS JIGKAPCTBEHHOIO Mperapara,
MPEIHA3HAYCHHOTO JIJIsl 00eCleueHus] TPaKIaH 3a CUeT CPEICTB (eiepaibHOro OMKETa HIIM CPEJICTB
OroKeTOB CyOBekTOB Poccuiickoit deneparun);

Wupopmanus 06 M3MEHEHUSX:

Ilynkm 1 oonoanen noonynkmom "u" ¢ 31 urons 2020 e. - [locmanoenenue I[Ipasumenvcmea Poccuu om
21 urona 2020 2. N 1079
1) CTOMMOCTb JIEKaPCTBEHHOTO Ipernapara (C y4eToM Hajiora Ha I00aBICHHYI0 CTOMMOCTb) COTIIACHO
MIEPBUYHBIM JIOKyMEHTaM (B Cilydae MEpEeMEICHHUs JICKAPCTBEHHOTO IperapaTa, IpeIHa3HauYeHHOTO IS
obecrieueHus TpakJIaH 3a CYET CPEeACTB (eaepalibHOro OJKETa WM CPEACTB OIOKETOB CYyOBHEKTOB
Poccuiickoit deneparun);

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 1 oonoanen noonynkmom "k" ¢ 31 urona 2020 e. - I[locmanosénenue I[Ipasumenscmea Poccuu om
21 uronsa 2020 2. N 1079
K) CyMMa HaJiora Ha JI00aBJICHHYIO CTOUMOCTH (B Cllydae nmepeMeIieHust JeKapCTBEHHOTO Mpernapara,
MpeIHa3HaYeHHOro JUIsl o0ecreueHusl TpaxaH 3a CUeT CPeACTB (eaepanbHOro OIOPKEeTa WM CPEJICTB
OromKeToB cyobekToB Poccuiickoit denepanun).

Uudopmanus 06 M3MEHEHUX:

Ilynkm 2 uzmenen ¢ 1 cenmsaops 2023 o. - I[locmanosnenue Ilpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedaxkyuro

2. CyOwekT oOpaiieHusi JIEKapCTBEHHBIX CPEICTB MpHU IMepeAaye JEKapCTBEHHBIX MpernapaTroB
Ipyromy cyOBeKTy OOpalieHus JIEKapCTBEHHBIX CPEICTB B paMKaxX I'Pa)KIaHCKO-TMPABOBBIX OTHOILIEHUH B
ciydae BBIOOpa MPSIMOTO MOPSIIKA MPEACTABICHUS CBEICHUM B COOTBETCTBUU C IMyHKTOM 44 [losoxkeHus o
CHUCTEME€ MOHUTOPUHIA [BUKCHHS JIEKAPCTBEHHBIX IpEnaparoB s MEAUIMHCKOTO TNPUMEHEHUS,
yTBEpKAeHHOTO TIocTanoBneHrneM [IpaButenscrBa Poccuiickoit deneparuu ot 14 nexabps 2018 r. N 1556
"O6 yrBepxkaenuu IlonokeHust o cucteMe MOHMTOPHMHIA JIBUKEHHS JICKAPCTBEHHBIX IPENapaTtoB AJis
MeIUIMHCKOTo mpuMeHeHus" (nanee - [lonoxeHnue), mpeacTaBisieT B CUCTEMY MOHUTOPUHTA CIEAYIOUIYIO
nH(popMaLI0 00 OTTPYKEHHBIX JIEKAPCTBEHHBIX IPErapaTax B OTHOLIEHUM KaXXIOW TOProBOM €IMHUIIBI
JIEKapCTBEHHOTIO Ipernapara:

a) J1laTa COBEPILCHHUS OTIepaIiy;

Wudopmarys 06 MU3MEHEHUX:

Iloonynkm "6" usmenen ¢ 31 uronn 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 21 urons
2020 2. N 1079

Cm. npedvioywyro pedaxyuro
0) naeHTupuKaTop cyObeKTa oOpalleHus JeKapCTBEHHBIX CPEACTB, OCYLIECTBISIONIETO OTIPY3KY
JIEKapCTBEHHOTI'O Mpenapara;
B) yrpatui cuiy ¢ 31 utonst 2020 r. - [Tocranosnenue IIpaBurensctBa Poccun ot 21 urons 2020 r.
N 1079

Wudopmariys 06 U3MEHEHUSIX:
Cm. npedvioywyto pedaxkyuro

Iloonynkm "2" usmenen ¢ 31 utonn 2020 e. - I[locmarnosnenue Ilpasumenvcmea Poccuu om 21 urons
2020 2. N 1079

Cm. npedvloywyio peoakyuio
') uIeHTHU(UKATOp CyObeKTa OOpallleHus JeKapCTBEHHbBIX CPEJICTB, OCYIIECTBISIOMIErO MPHEMKY
JIEKapCTBEHHOTO Mpenapara;

1) yrpatuia cuiry ¢ 31 utonst 2020 r. - [Tocranosnenne IIpaBurenscrBa Poccun ot 21 uromns 2020 r.
N 1079

19.07.2024 Cucrema '’APAHT 71/77


http://ivo.garant.ru/document/redirect/74416692/10714
http://ivo.garant.ru/document/redirect/74416692/10714
http://ivo.garant.ru/document/redirect/406614235/14401
http://ivo.garant.ru/document/redirect/76814091/6002
http://ivo.garant.ru/document/redirect/74416692/10721
http://ivo.garant.ru/document/redirect/77692330/6022
http://ivo.garant.ru/document/redirect/74416692/10722
http://ivo.garant.ru/document/redirect/77692330/6023
http://ivo.garant.ru/document/redirect/74416692/10723
http://ivo.garant.ru/document/redirect/77692330/6024
http://ivo.garant.ru/document/redirect/74416692/10724

[ocranonenue IpaBurenscrBa P® ot 14 nexabpst 2018 r. N 1556 "O6 yrBepxnennu [lonoxxenus o cucreme. ..

Wupopmanus 06 H3MEHCHUSX:

CMm. npedvioywyro pedaxkyuro
e) yrpatun cuiy ¢ 31 uronst 2020 r. - [locranosnenue IIpaBurenscrBa Poccuu ot 21 uronst 2020 r.
N 1079

Wupopmanus 06 H3MEHEHUSX:
CMm. npedvioywyro pedaxyuro

Hloonynkm "sc" usmenen ¢ 31 urona 2020 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 21 uions
2020 2. N 1079

Cm. npedvioyuyro pedaxkyuro
) PEKBH3UTHI TOCYJapCTBEHHOTO WM MYHHUIIUMIAIBFHOTO KOHTpaKTa (B Ciydae Iepenadu
JIEKapCTBEHHOTO Tpernapara, IpeaHa3HauYeHHOTO JUTsi 00ECTIeYSHNs TPaX/IaH 3a CYET CPE/ICTB (heaepabHOTOo
Oro/KeTa UM CpeacTB Or0KeToB cyObekToB Poccuiickoit @enepanun);
3) HCTOYHUK (PHAHCUPOBAHUS;
1) TUT TPAXKTAHCKO-TIPABOBBIX OTHOIICHUH CYOBEKTOB 0OpaIieH sl JeKapCTBEHHBIX CPE/ICTB;

Uudopmanus 06 M3MEHEHUX:

Nt

TIoonynxkm "x" usmenen ¢ 31 mapma 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 20 mapma
2020 2. N 311

Cm. npedvioywyro pedaxyuro

K) KOJ UACHTU(PUKAIMM WIM KOJ HWIACHTHQHUKAIMK TPETUYHOW (TPAaHCHIOPTHON) YIaKOBKHU
JIEKApCTBEHHOTO Tperapara, B KOTOPOH HaXOIUTCS ATOT JICKAPCTBEHHBIN mpemnapar (B ciiydae mepenadn
TPETUYHOM (TPAaHCTIOPTHOM) YIAKOBKH JIEKAPCTBEHHOTO TIpernapara ejInKoM);

J) PEKBU3HTHI IEPBHYHOTO JOKYMEHTA, SIBJISFOLIETOCS] OCHOBAaHUEM JUTS TIepelad JIEKapCTBEHHOTO
npenapara (z1ata u Homep);

M) CTOMMOCTH JICKapPCTBEHHOTO Ipemapara (C y4eToM Hajora Ha J00aBJIEHHYIO CTOMMOCTB)
COTJIACHO TIEPBUYHBIM JOKYMEHTaM;

Wudopmarys 00 M3MEHEHUX:

Iloonynkm "n" usmenen ¢ 31 urons 2020 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 21 urons
2020 2. N 1079

Cm. npedvioywyro pedaxkyuro
H) CyMMa HaJlora Ha JOOaBJICHHYIO CTOUMOCTb.

Wudopmarys 06 U3MEHEHUX:

Ilynkm 3 usmenen ¢ 1 cenmsabpsa 2023 e. - Ilocmanosnenue IIpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedaxyuro
3. CyObeKT oOpamieHus JIEKapCTBEHHBIX CPEACTB MpPU MPHUEMKE JICKAPCTBEHHBIX MpErnaparoB OT
JIpyroro cyObeKTa OOpaIIeHHUs JICKAPCTBEHHBIX CPEACTB B paMKaxX IPa)KJIaHCKO-TIPABOBBIX OTHOIICHHUH B
cliydae BbIOOpa 00paTHOTO MOPSIKA MPEICTABICHUS CBEJICHUI B COOTBETCTBUU € ITyHKTOM 44 [losioxkeHwus,
MPEJICTaBIsIeT B CHCTEMY MOHHTOPHUHTA CIEIYIIYI0 HHQOPMAIUI0 O MPHHITHIX JIEKAPCTBEHHBIX
npemnapaTax B OTHOIICHUU KaXKJOW €IMHHUIIBI IEKAPCTBEHHOTO Mperapara:
a) JlaTa COBEPILICHUS OTIepaIiy;

Wudopmarys 06 H3MEHEHUSIX:

Iloonynxkm "6" usmenen c 1 cenmsaops 2023 e. - [locmanosnenue I[Ipasumenscmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvloywyro peoakyuio
0) uneHtuuKaTop cyonbekTa oOpalieHHsl JIEKAPCTBEHHBIX CPEACTB, OCYILIECTBISIOMIETO MPHUEMKY
JIEKapCTBEHHOI'O MIpenapara;
B) yrpatui cuiy ¢ 31 utonst 2020 r. - [Tocranosnenue IIpaBurensctBa Poccun ot 21 uronst 2020 r.
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N 1079

Wupopmanus 06 U3MEHEHUSX:
CMm. npedvioywyro pedakyuro

Iloonynkm "2" uzmenen ¢ 31 wona 2020 2. - I[locmanoenenue Ilpasumenscmea Poccuu om 21 urons
2020 2. N 1079

Cm. npedvioywyro pedakyuro
r) uAeHTU(UKATOP CyObeKTa OOpalleHUs JIEKAPCTBEHHBIX CPEJICTB, OCYIICCTBHBIIECTO OTIPY3KY
JIEKapCTBEHHOTO Tpenapara;

1) yrpatuia cuity ¢ 31 utons 2020 r. - [locranosnenue IIpaBurensctBa Poccun ot 21 nrons 2020 r.
N 1079

Wnpopmanus 06 H3MEHEHUSX:

CMm. npedvioywyro pedaxyuro

e) yrpatun cuiy ¢ 31 uronst 2020 r. - [Toctanosnenue IIpaBurenscrBa Poccuu ot 21 uronst 2020 r.
N 1079

Nudopmanus 06 M3MEHEHUX:
Cm. npedvioywyro pedaxyuro

THoonynxkm "sc" usmenen ¢ 31 uronsa 2020 . - [locmanosnenue Ilpasumenvcmea Poccuu om 21 urons
2020 2. N 1079

Cm. npedvioywyro pedakyuro
) PEKBH3UTHI TOCYJapCTBEHHOTO WM MYHUIIUIAIBLHOTO KOHTpakTa (B Ciydae Iepenadu
JICKapCTBEHHOTO Tperapara, IpeAHa3HauYeHHOTO JUTsi 00eCTIeYCHNUs TPaX/IaH 3a CYeT CPE/ICTB (heaepaibHOTo
OropKeTa WM CPEACTB OIOKETOB cyObekTOB Poccuiickoit denepanun);
3) HICTOYHUK (PMHAHCUPOBAHWS;
1) TUT TPAXKITAHCKO-TIPABOBBIX OTHOIICHUH CYOBEKTOB 0OpaIeHusl JeKapCTBEHHBIX CPE/ICTB;

Wudopmarys 06 M3MEHEHUX:

Iloonynkm "k" usmenern ¢ 31 mapma 2020 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 20 mapma
2020 2. N 311

Cm. npedvioywyro pedaxkyuro

K) KOJ HACHTHGUKANMK WIA KOJ HIACHTH(PUKAIUA TPETUIHOW (TPAaHCHOPTHOM) YHAKOBKH
JICKApCTBEHHOTO Tperapara, B KOTOPOH HAXOJUTCS ATOT JICKAPCTBEHHBIN Iperapar (B ciaydae nepeaadu
TPETUYHOH (TPaHCIIOPTHOM) YIAKOBKH JIEKAPCTBEHHOTO Tpernapara IeJInKOM);

J) PEKBU3HTHI IEPBHYHOTO JOKYMEHTA, SIBJISFOLIETOCS OCHOBAHUEM JUIS Iepelauu JICKapCTBEHHOTO
npenapara (J1ata u HoMep);

M) CTOMMOCTH JICKAPCTBEHHOTO IIperapara (C yd4eToM Hajiora Ha J00aBICHHYK) CTOHUMOCTb)
COTJIACHO TIEPBUYHBIM JOKYMECHTaM;

Wudopmarys 06 U3MEHEHUIX:

Iloonynkm "n" usmenen ¢ 31 uronsa 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 21 urons
2020 2. N 1079

Cm. npedvioywyro pedaxyuro

H) CyMMa HaJlora Ha J00aBJIEHHYIO CTOUMOCTb.

4. CyObekT oOparieHus JeKapCTBEHHBIX CPEJICTB MPHU MOITBEP>KICHUH JOCTOBEPHOCTH CBEICHHUIA,
COJIepKalIUXCsS B CHCTEME MOHUTOPUHTA O TEpPeJaHHBIX WM TPUHSITHIX JIEKAPCTBEHHBIX Ipemnaparax,
MPEJICTaBIsIeT B CHUCTEMY MOHUTOPUHTA CIEAYIOI[YI0 HH(OpPMAIMI0 B OTHOIICHWH KaXIOW TOProBOi
€IMHUIIBI JIGKAPCTBEHHOTO TIpernapara:

a) JlaTa COBEPILICHUS OTIepaIiy;

Hudopmarys 06 H3MEHEHUSIX:

Hloonynkm "6" uzmenen ¢ 31 urona 2020 e. - [locmanosnenue IIpasumenvcmea Poccuu om 21 urons
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2020 2. N 1079

CMm. npedvioyuyro pedakyuro
0) wunentudukarop cyObekTa OOpamieHHus JIEKaPCTBEHHBIX CPEACTB, OCYIIECTBIISIOIIETO
MOJITBEPKICHUE CBEICHUN;

Wupopmanus 06 H3MEHEHUSX:

Iloonynkm "6" uzmenen c¢ 31 urona 2020 2. - [locmanosnenue Ilpasumenvcmea Poccuu om 21 uions
2020 2. N 1079

Cm. npedvioywyro pedaKyuro
B) MJEHTHU(UKATOp CyObeKTa oOpalleHus JIEKAPCTBEHHBIX CPEJICTB, paHEE OCYIIECTBUBILIETO
MIpe/ICTaBJICHUE CBEJIEHUI 00 OTrpy3Ke WIN MIPUEMKE JIEKAPCTBEHHOTO Mpenapara;

Wnpopmanus 06 H3MEHEHUSX:

TIloonynxkm "2" uzmenen ¢ 31 mapma 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 20 mapma
2020 2. N 311

Cm. npedvioywyro pedaxyuro
r) KOJ WICHTHU(PHUKAUUU WIM KOJ UACHTU(DUKALUKU TPETUYHOU (TPAaHCHOPTHOM) YIIAKOBKHU
JIEKapCTBEHHOI'0 Ipemnapara, B KOTOPOH HaXOJUTCSA 3TOT JIEKApCTBEHHBIN mpemnapar (B cilyyae mepenadu
TPETUYHOM (TPAHCIIOPTHOM) YIIaKOBKH JIEKAPCTBEHHOTO IpernapaTa LeJTuKoOM);

Uudopmanus 06 M3MEHEHUX:

Ilynxkm 4 oonoanen noonynkmom "0" ¢ 31 urons 2020 e. - Ilocmanosenenue Ilpasumenscmea Poccuu om
21 uronsa 2020 2. N 1079
1) TpHU3HAK TMOATBEPXKACHUS BO3MOXKHOCTH (HEBO3MOXKHOCTH) MPHUEMKH JIEKAPCTBEHHOIO
npernapaTa, BpEMEHHO BBIBEJIEHHOTO M3 OOpallleHus [0 MHHUIMATHBE YIOJHOMOYEHHOTo (enepaibHOro
opraHa UCIOJIHUTEIbHON BIACTH.

Wudopmarys 00 M3MEHEHUX:

Ipunooicenue dononnerno nynkmom 4 ¢ 1 cenmabps 2023 2. - [locmanoenenue Ipasumenscmea Poccuu
om 24 mapma 2023 2. N 468

4!, Cybobekt oOpalieHus JIeKapCTBEHHBIX CpPEICTB, OCYIIECTBISAIONMIA ONTOBYIO TOPrOBJIIO
JIEKapCTBEHHBIMU CpEACTBAMH IPU Iepejade JeKapCTBEHHBIX MPErnapaToB, OTHOCSIIMUXCS K OJHOU
MIPOU3BOJICTBEHHOMN Cepuu, APyroMy CyObeKTy 0OpalieH sl JeKapCTBEHHBIX CPEICTB B paMKax I'PaxaaHCKO-
MIPaBOBBIX OTHOILIEHUH, MPEACTABISET B CHCTEMY MOHUTOPUHTA CIEAYIOIIYIO0 HH(OPMALIHMIO O TIepeJaHHbIX
JIEKapCTBEHHBIX MpenaparTax:

a) JlaTa COBEPILICHUS OTIepaIiy;

0) uaeHTuPUKaATOp CyObEKTa OOpaleHus JIEKapCTBEHHBIX CPEACTB, OCYIIECTBISIONIETO Nepeaaqy
JIEKapCTBEHHOT'O IpernapaTta;

B) HOMEp MPOU3BOJICTBEHHON CEpUH, TO00ATbHBINA UACHTHU(PUKATMOHHBI HOMEDP TOPTOBOM €IUHHUIIBI
OTTPYKEHHOTO JIEKAPCTBEHHOTO Mpenapara Wik KoJ UACHTHPUKAIIH.

Wudopmarys 06 U3MEHEHUX:

Ilynkm 5 usmenen ¢ 1 cenmsabpsa 2023 2. - Ilocmanosnenue IIpasumenscmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyto pedaxkyuro

5. CyObekT oOpalieHus JeKapCTBEHHBIX CPENICTB, OCYLIECTBIISIFOIIMI KOHTPAKTHOE (TOIPSIHOE)
MIPOM3BOJICTBO JIEKAPCTBEHHBIX MpenaparoB Ha Tepputopuu Poccuiickoit denepanuu, mnpu mnepenade
JIEKapCTBEHHBIX TIpenaparoB (TOTOBOW MPOAYKIIMU) CYOBEKTY OOpallleHus JIeKapCTBEHHBIX CPEJCTB,
SIBJISFOIIEMYCS 3aKa3YMKOM JTOTO KOHTPAKTHOTO (MOJAPSAHOTO) MPOU3BOJICTBA, THOO CYOBEKT 0OpalieHus
JIEKapCTBEHHBIX CPEACTB, SBJSIONIMICS 3aKa3UMKOM KOHTPAKTHOTO (MOJAPSAHOTO) TPOU3BOJCTBA, MPHU
BO3BpATe JIEKAPCTBEHHBIX MIPEMAPaTOB CYOBEKTY 0OpaIlleHus JIEKaPCTBEHHBIX CPEJICTB, OCYIIECTBISIONIEMY
KOHTpakTHOE (TOJPSIIHOE) TMPOU3BOJCTBO JIGKAPCTBEHHBIX TPENapaTtoB, MPEJACTaBISET B CHCTEMY
MOHHUTOPHHTA CJIEAYIOIYI0 HHPOPMAIUIO O TEepeJaHHBIX JIEKAPCTBEHHBIX MpenapaTtax B OTHOIICHHH
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Ka)XJ0 TOProBOM €IMHHUIIBI JICKAPCTBEHHOI'O IIpenapara:
a) J1aTa COBEPIICHUS ONEepallnH;

Wupopmanus 06 H3MEHCHUSX:

Iloonynxkm "6" usmenen c 1 cenmaops 2023 2. - [locmanosnenue I[Ipasumenscmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedaKyuro
0) uaeHTHPHUKATOP CyObeKTa OOpalIeHHs JEKAapCTBEHHBIX CPEACTB, OCYIIESCTBIISIIONIETO TepeIavy
WJIM BO3BPAT JIEKAPCTBEHHOTO Mpernapara;
B) yrpaTtuii cuity ¢ 31 utons 2020 r. - [locranosnenue IlpaBurensctBa Poccun ot 21 urons 2020 r.
N 1079

Wnpopmanus 06 H3MEHEHUSX:
CMm. npedvioywyro pedaxyuro

Iloonynkm "2" usmenen ¢ 31 utona 2020 . - I[locmanosnenue Ilpasumenvcmea Poccuu om 21 utons
2020 2. N 1079

Cm. npedvioywyro pedaxyuro
r) uaeHTu(uKaTop cyobekTa oOpalieHus JIEKapCTBEHHBIX CPECTB, OCYIIECTBISIONIETO TMPUEMKY
JIEKapCTBEHHOT'O IpernapaTta;
n) yrpatuia cuity ¢ 31 utons 2020 r. - [locranosnenue [IpaBurensctBa Poccun ot 21 urons 2020 r.
N 1079

Uudopmanus 06 M3MEHEHUX:
CMm. npedvioywyro pedaxkyuro

Iloonynkm "e" uzmenen ¢ 31 mapma 2020 2. - [locmarnosnenue I[Ipasumenvcmea Poccuu om 20 mapma
2020 2. N 311

Cm. npedvioywyro pedaxkyuro
€) KOoJA HWISHTU(HKAIMU WM KOJ HWJASHTU(UKAIIMU TPETHUYHON (TPAHCIIOPTHOM) YIIAKOBKH
JICKApCTBEHHOTO Tperapara, B KOTOPOH HaXOIUTCs ATOT JICKAPCTBEHHBIN mpemapar (B ciiydae nepeaadyu
TPETUYHOH (TPAHCIIOPTHOM) YIAKOBKH JIEKAPCTBEHHOTO Tpernapara IeJInKOM);
) PEKBU3UTHI IIEPBUYHOTO JJOKYMEHTA, SIBIISIONIETOCS OCHOBAaHHEM JIJIsI TIepeIauy JICKAPCTBEHHOTO
npenapara (z1ata 1 Homep).

Wudopmarys 06 U3MEHEHUX:

Cseoenusn donoanenwvt nynkmom 6 ¢ 31 urons 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 21
urons 2020 . N 1079

6. CyOBekT oOpallieHus JIEKapCTBEHHBIX CPEJICTB, BHIMOIHSIOMUNA (PYHKIHUU TIO ayTCOPCUHTY, MPU
nepenavye JIEKapCTBEHHBIX IPEMapaToB, 3aKyMaeMblX Ui OOecleyeHHs TpakJaH 3a CUeT CpeICTB
denepanbHOrO OOKETa U (MITH) CPEACTB OI0KETOB CyObekTOB Poccuiickoit denepannu, mpeIcTaBiseT B
CUCTEMY MOHUTOPHHIra CJIEIyIIlyl0 HH(OpMalMIO O TMepeAaHHbIX JIEKapCTBEHHBIX Ipernaparax B
OTHOIICHUH KaXKJOW TOPrOBOM €TMHUIIBI IEKAPCTBEHHOTO Tpernapara:

a) JlaTa COBEPILICHUS OTIepaIiy;

0) uneHTUPUKATOp CYOBEKTa OOpalleHus IEKapCTBEHHBIX CPEACTB, OCYIIECTBISIONIETO Mepeaaqy
JIEKapCTBEHHOTO Mpernaparta;

B) UIeHTU(HUKATOP CyOBEeKTa OOpalieHus JeKapCTBEHHBIX CPEACTB, OCYIIECTBIISIFOIIETO MPHUEMKY
JIEKapCTBEHHOTO MpernapaTta;

T') peKBU3UTHI IEPBUYHOTO IOKYMEHTA, SBIISIONIErOCsS OCHOBAHHUEM ]IS TIEpeau JIEKapCTBEHHOTO
npemaparta (1aTa 1 Homep);

1) KO/ MIeHTU(UKALIMN WM KO UISHTU(DUKAIIUY TPETUYHOM (TPAaHCTIOPTHOM ) YIIAaKOBKH, B KOTOPOI
HaXOJHUTCS JIGKAPCTBEHHBIM TMpemapar (B ciydae Mepefaayd TPETUYHOW (TPaHCIOPTHOM) YIIaKOBKU
JIEKapCTBEHHOTO MpernapaTa MeTuKOM).
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HHPUJIOKEHHUE N 7

K [lonoxenuto 0 cucreMme MOHUTOPHHIA
ABHKEHHS JIEKAPCTBEHHBIX IIpenaparoB
AJIS MeIMIUHCKOI0 NIPUMEHEeHUS

Ilepeuennb
NPUYHH 0JIOKMPOBKH NPUHATHA CHCTEMO MOHMTOPHHIA IBUKEHHS JIeKAPCTBEHHBIX NPenapaTros
AJIS1 METUIIMHCKOI0 PMMEeHEeHHs CBeJleHHil 0 BBo/Je B 000POT JIeKAPCTBEHHBIX NpenaparoB JIst
MeJULNHCKOI0 NPUMeHeHus1, 00 00opoTe U (M/1M) BBIBO/IE U3 000POTA JIEKAPCTBEHHBIX NIPeNapaToB
AJISE MEIUIUHCKOT0 ITPUMEHCHU S

C n3MeHeHUSIMH B JAONMOJITHCHUSAMMU OT:

30 aBrycta 2019 r., 21 nrons 2020 r., 24 mapta 2023 T.

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 1 uzmenen ¢ 1 cenmsabps 2023 o. - [locmanosnenue Ilpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedaxyuro

1. BeIsiBIIeHHE HECOOTBETCTBHS TPEOOBAHMI K KAYECTBY B paMKaX (eJIepaTbHOTO0 TOCYIapCTBEHHOTO
KOHTpOJs (Hag3opa) B cepe oOpaieHusi JEKapCTBEHHBIX CPEACTB, OcyliecTBisieMoro denepaibHOM
ciyk00i1 o Haa30py B chepe 3ApaBOOXPAHEHUS U €€ TEPPUTOPUATILHBIMU OPraHaMHU.

2. Ilpunstue dDepepanpbHOil Ciy)k00H MO Ham30py B cdepe 3ApaBOOXpaHEHHUS [0 HTOTaM
paccMOTpeHHus1 oOpaiieHuss CyObekTa oOpalieHusi JICKQpCTBEHHBIX CPENICTB PEIICHHs, COICPIKAIIETro
cBeZieHUsT 00 OOHApy)KEeHUH HECOOTBETCTBHUS BBIMYIICHHBIX B 00OPOT JIEKAPCTBEHHBIX MpENapaTroB JUis
MEIUIIMHCKOTO MPUMEHEHHUs (Jajiee - JIEKapCTBEHHbIE MpernapaTbl) YCTaHOBJICHHBIM MHUHHUCTEPCTBOM
3apaBooxpaneHus Poccuiickoii denepanuu NpU  PETUCTPALIMM  ITHX JIEKAPCTBEHHBIX IPENapaToB
TpeOOBAHUSM.

3. Ilpunste MuHHCTEPCTBOM 31paBooxpaHeHusi Poccuiickoit denepanuu pemieHus 00 OTMEHE
rocy/apCTBEHHOU pEerucTpaliy JEKapCTBEHHOTO MpernapaTa B HOPSIKE, YCTAHOBIEHHOM ITYHKTOM 6 CTaTbu
32 ®denepanbHOro 3aK0Ha "OO 00paleHNH JEKapCTBEHHBIX CPEACTRB".

4. OTCyTCTBUE B CUCTEME MOHUTOPHHIA JIBUKEHHSI JICKApPCTBEHHBIX MpenaparoB (Jajiee - cuctemMa
MOHHUTOPHHIA) CBEJCHHUI O HAJIMYKUH JIEKAPCTBEHHOTO MpernapaTa y cyobeKkTa 00palleHus JIeKapCTBEHHbIX
CPEICTB, MPEACTABISAIONIETO CBEACHUS 00 000POTE 3TOTO JIEKAPCTBEHHOTO Mpenapara.

5. HcreueHune cpoka TOJHOCTH JIEKAPCTBEHHOTO IMperapaTa B COOTBETCTBHM CO CBEICHUSIMU,
3aperucTpUPOBAHHBIMU B CUCTEME MOHUTOPHUHTA.

Wudopmarys 06 U3MEHEHUIX:

Ilynkm 6 uzmenen ¢ 31 urons 2020 a. - [locmanoenenue [Ipasumenvcmea Poccuu om 21 uronsa 2020 2. N
1079

Cm. npedvioywyto pedaxkyuro

6. HecooTBeTcTBHE CBeJeHHI O TI00aTPHOM UACHTU(UKAIMOHHOM HOMEpE TOPrOBOM €IWHUIIBL,
HOMEpE PpEerucTPAlIOHHOTO YIOCTOBEPEHUS JICKapCTBEHHOTO TMpenapara M JaTe perucTpaiuu
JIEKapCTBEHHOTO TMpernapara B TOCYAapCTBEHHOM pEEeCTpe JIEKAPCTBEHHBIX CPEACTB, MPEICTABICHHBIX
CyOBeKTOM OOpamieHusi JEKapCTBEHHBIX CPEACTB TMpPH OMUCAaHUM JIEKAPCTBEHHOTO TIperapara B
nH(OPMALIMOHHBIA pecypc, 00ecreunBarONINi y4eT W XpaHEeHHEe JOCTOBEPHBIX NaHHBIX O TOBapax IO
COOTBETCTBYIOIIEH TOBApHOH HOMEHKJIATYpE, COOTBETCTBYIOIIUM CBEACHUSM, MOJTYYEHHBIM CHCTEMOM
MOHHUTOPHUHTA U3 €AMHOMN TOCYAapCTBEHHOW MH(DOPMAIIMOHHOM CUCTEMBI B cepe 3IpaBOOXPaHEHUSI.

7. llpencraBieHre B CUCTEMY MOHHTOPHHTA CBEJIEHHUI O MpOJake JEKapCTBEHHOTO IMpernapara ¢
(hapMaleBTHUECKOTO CKJIa/la IPU OTBETCTBEHHOM XPAHEHUHU.

Hudopmarys 06 H3MEHEHUSIX:
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Ilynkm 8 usmenen ¢ 1 cenmsaopa 2023 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvidywyio pedaxyuro

8. IlpencraBiieHue B CHCTEMY MOHUTOPHHIA CBENEHHH 00 OTrpy3ke (Mpojaxke) JeKapCTBEHHOTO
mpernapara J10 MoJIydeHHsI CHCTEMOW MOHUTOPUHTA CBEJICHUN M3 aBTOMATH3MPOBAHHOW HH()OPMAITMOHHON
cuctembl DejiepalibHOl CITyKObI 110 HAA30Py B chepe 3ApaBOOXPAHEHHs, MPELYCMOTPEHHBIX TYHKTOM 62
npwioxkeHuss N 1 k [lonoxeHuto o cucreMe MOHUTOPHUHIA JIBKEHUS JIEKAPCTBEHHBIX MPENaparoB s
MEJMLUHCKOrO NPUMEHEHHUs], YTBEepKACHHOMY noctanosienrem [IpaBurenscta Poccuiickoin denepanuu
ot 14 nmexabpss 2018 r. N 1556 "OO6 yrBepxknaeHuu [loyio)KeHHS O CHUCTEME MOHUTOPUHTA JIBHKCHHS
JIEKapCTBEHHBIX MIPENapaToB A MEAULMHCKOT0 puMeHeHus" (nanee - [lonoxenue).

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 9 usmenen ¢ 1 cenmsaopsa 2023 e. - Ilocmanosnenue [Ipasumenscmea Poccuu om 24 mapma
2023 2. N 468

CMm. npedvioywyro pedaxyuro

9. [IpencraBieHue B cucTeMy MOHUTOPHHTA CBEACHUN ¢ HapyleHueM TpedoBanuii [lonoxenus.

10. OrcyrcTBHE B CHCTEME MOHUTOPUHTA CBEIEHUN O HAIMYUM y CyObeKkTa oOpaiieHus
JIEKapCTBEHHBIX CPEJICTB JIMIEH3U, MPEIOCTaBISIIOMINUX CYObEKTY OOpallleHus! JIEKapCTBEHHBIX CPEICTB
IIPaBO Ha OCYIIECTBICHUE COOTBETCTBYIOINX ONEPALIAM.

11. OrcyrcTBHE CBEleHNH O 3asBUTENE B EqMHOM TrOCy1apCTBEHHOM PeecTpe FOPUINYECKHX JIUL KaK
0 JEMCTBYIOUIEM IOPUIMYECKOM JIMIle, UIUd B EJMHOM rocynapcTBEHHOM peecTpe WHIUBUAYaJIbHBIX
IIpEeAIIPUHUMATENEH KaK O JCHCTBYIONIEM WHAMBUAYAJIBHOM MPEAIPUHAMATENE, WIH B TOCYJapCTBEHHOM
peecTpe aKKpeIUTOBAHHBIX (DUIMATIOB, IMPEICTABUTENBCTB HMHOCTPAHHBIX IOPUAMYECKHUX JMII KaKk O
JEeUCTBYIOLIEM (pMIHane WM MPeICTABUTEIbCTBE MHOCTPAHHOTO IOPUIMYECKOTO JIMLA HAa TEPPUTOPUU
Poccuiickoit @eneparuu.

12. Hanmnune B EMMHOM TOoCyJapCTBEHHOM PEECTPE HOPUAMYECKHUX JIHUI[ B OTHOIICHUU 3asBUTEIIA
3alKicy O HEJOCTOBEPHOCTH CBEJICHUI, BHECEHHONM B COOTBETCTBUM € NyHKTamMu 5 u (wim) 6 crateu |1
@enepanbHOro 3axkoHa "O TOCYyIapCTBEHHOM PETUCTPALMM IOPUAWYECKUX JIML M WHIUBUAYAJIBHBIX
npearpuHuMarenen”.

Wudopmarys 06 U3MEHEHUX:

Ilynkm 13 uzmenen ¢ 1 cenmsaobps 2023 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 24 mapma
2023 2. N 468

Cm. npedvioywyro pedaxyuro
13. Hanuuume oOCHOBaHMU [UIs OTKa3a B PETUCTpPAIlMM CBEICHHH O HAHECEHUH CPEICTB
UACHTU(DHUKAIIMH, TIPEAYCMOTPEHHBIX MyHKTOM 9.3 TTonoxeHwusl.

Wudopmarys 06 U3MEHEHUX:

Ipunooicenue 7 oonoaneno nywkmom 14 ¢ 17 cenmsops 2019 e. - [locmanosnenue Ilpasumenvcmea
Poccuu om 30 aseycma 2019 2. N 1118
14. Tlpunstne MunuctepcTBoM 3apaBooxpaHeHust Poccuiickorr dDenepanun pemieHus o
IIPUOCTAHOBJIEHUN IPUMEHEHHUs JIEKapCTBEHHOI'O IIpernapaTa B COOTBETCTBHU C 4acTbi 7/ cTaTtbu 64 H
crateeil 65 @enepanbHOro 3akoHa "O06 oOpallleHUuH JeKapCTBEHHBIX CPEACTB".
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