IocraHoBienue lipaBurenbcTtBa PO ot 31 neka6psa 2019 r. Ne 1954

‘O BHeceHUM U3MEeHEeHHMH B nocTaHoB/eHMe [IpaBuTtenbcTBa Poccuiickoi Peaepanyu ot 14 geka6psa 2018 r. N
1556”

[TpaBuTenbCTBO Poccuiickoit @eepanyiv NocTaHOBJISET:

YTBepAUTh HpuUJaraeMble U3MEHeHHUs], KOTOpble BHOCATCS B IoOCTaHOBJeHHe [IpaBuTesnbcTBa Poccuiickoit
Qenepanuu ot 14 pexkabpsa 2018 r. N 1556 "06 yTBepxkjeHuu [los10KeHHUSI O CUCTEME MOHUTOPHUHIA JIBUXKEHUS
JIEKapCTBEHHBIX IMpemnapaToB /[ MeAulUHCKoro mnpuMmeHeHuss" (CoOpaHue 3akoHOZATeNbCTBa Poccuiickoit
®epnepanuy, 2018, N 53, cT. 8641).

[Ipepcenatens [lpaBuTebCTBA Jl. MenBeneB
Poccuiickoit ®enepanuu

YTBEPXJEHBI

nocraHoBJsieHueM [IpaBuTesbCTBa
Poccuiickoit ®enepanuu

ot 31 gekabps 2019 r. N 1954

H3MeHeHuda
KOTOpble BHOCATCS B NocTaHoBeHUe [IpaBuTebcTBa Poccuniickoil ®egepanuu ot 14 neka6pa 2018 r. N 1556

1. B npeamby.Jie ci1oBa "B coOOTBeTCTBUU C 4acCTsAMHU 5 - 7 ctaTbu 67 PefepanbHoro 3akoHa "06 obpalieHUu
JIEKapCTBEHHBIX CPEe/ICTB" UCK/IIOUUTD.

2. JononHuTk nyHKTaMu 11 - 17 ciesytouero cofepKaHus:

"1%. YcTaHOBUTSH, UTO IOpUANYECKHE JIMLAa U UHAUMBU/YaJbHble IpeJIIpUHUMATEH, ABJISIOIINEC CyObeKTaMU
obpaleHus JIEKApCTBEHHBIX CPEJCTB B COOTBETCTBHUU C [loyi0KeHHEM, yTBEPKAEHHBIM HACTOSLIMM [TOCTAHOBJIEHHEM
(manee - cy6'beKTHI 06l eHUS JIEKAPCTBEHHBIX CPE/ICTB):

OCYILeCTBJIAIOT CBOIO PETUCTPALMI0 B CUCTEME MOHHUTOPUHIA JBHKEHHS JIEKAPCTBEHHBIX IPenapaToB s
MeJULUHCKOTr0 NpUMeHeHUs (Jajiee - cucTeMa MoHuTopuHra) c¢ 1 sauBapsa 2020 r. go 29 d¢epana 2020 r.
(BxtounTeNbHO) JU60 nocne 29 ¢eBpansa 2020 r. B TedeHHe 7 KajleHAAPHBIX JHeH cO AHS BO3HUKHOBEHHUS VY
CyO'beKTOB OOpallleHUs] JIeKapCTBEHHBIX CpPeJCTB HeO0OXOJUMMOCTH OCYILeCTBJEeHUS [esATeJbHOCTH, CBSI3aHHOH C
obpaleHreM JIeKapCTBEHHBIX [IPENapaToB NIPU HAJTUYHUH NIPABA OCYLIECTBIATD TAKYIO e TeJIbHOCTb;

He no3zHee 21 KaJeHJapHOro JHs CO JHS PEerucTpalyH B CHCTEME MOHUTOPHUHTA 06€CIeYMBAIOT 'OTOBHOCTD
CBOMX MHQOPMALMOHHBIX CUCTEM K HUHPOPMAMOHHOMY B3aUMOJENHCTBHUIO C CUCTEMON MOHUTOPUHIA U HAIPABJASIOT
onepaTopy CUCTeMbl MOHUTOPHHIA 3asBKY Ha NPOX0X/eHHe TeCTUPOBaHUA MHPOPMALMOHHOTO B3aMMOJENCTBUA C
yKa3aHHeM [IPOU3BOJuTes el IPOrpaMMHO-alNapaTHbIX CPeICTB MHGOPMALMOHHBIX CUCTEM;

NPOXOJAT TeCTUpPOBaHWe MHPOPMAIMOHHOI0 B3aUMO/IeICTBUA CBOMX UHPOPMALMOHHbBIX CUCTEM U CUCTEMBI
MOHUTOPHUHTA B COOTBETCTBUM C MOPSAJKOM, pasMellleHHbIM Ha OQUIMaJbHOM CcalTe ollepaTopa CHUCTEMBI
MOHUTOpPUHTAa B WHGOPMALUOHHO-TEJIEKOMMYHUKAlUOHHOW ceTH "HWHTepHEeT", B OTHOIIEHHWHM MapKUPOBKH
JIEKapCTBEHHBIX INpenapaToB, BBOJA B 0060pOT JIEKapCTBEHHBIX IpeNnapaToB, UX 000pOTa U BBIBOZA M3 060poTa B
cooTBeTCTBUH C [loi0’)keHNEeM, yTBEPKJEHHBIM HAaCTOSIIUM IIOCTAaHOBJEHHUEM, B TeYEHHE 2 KaJeHAAPHBIX MeCSLEB CO
JIHA TOTOBHOCTH CBOMX MHYOPMALlMOHHBIX CUCTEM K UHPOPMALMOHHOMY B3aUMO/IeHCTBHIO C CHCTEMON MOHUTOPHUHT3;

BHOCAT HauyMHasA ¢ 1 utoa 2020 r. B cucTeMy MOHUTOPUHTIA CBeJleHUs 000 BCeX ollepalUsx, IPOU3BOAUMBIX C
JIeKapCTBEHHbIMU NIpeNnapaTaMH B COOTBETCTBUH c [loyiokeHHEeM, YTBeP>K/JeHHbIM HaCTOSAIIUM IOCTAHOBJIEHUEM.

12. Peructpauusi B MHPOPMAIMOHHOU CUCTEMeE, B KOTOPOU OCYIECTBJISJIOCh HHPOPMALMIOHHOE 06ecredeHne
NpOBEJIEHUsI 3KCIIEPUMEHTA B COOTBETCTBUHM C NocTaHoByeHHeM [IpaButesnbcTBa Poccuiickod ®Pepepanuu ot 24
suBaps 2017 r. N 62 "O npoBeJjeHUH 3KCIEPUMEHTA 10 MapKUPOBKE KOHTPOJBHBIMHU (HAeHTUPHUKALMOHHBIMH)
3HaKaMM W MOHHUTOPHHTY 3a OOOPOTOM OTZEJbHBIX BHJOB JIEKAPCTBEHHBbIX IPeNapaToB [JJs1 MeAUIIMHCKOIOo
NpUMeHeHUa", OPUUYECKUX JIAL, W (QU3MYECKUX JIML, 3aperMCTPUPOBAHHBIX B KadyeCcTBe HWHJAMBUAYAJbHBIX
npejlpUHUMaTesell, KOTOpble MO cocTofAHMI0 Ha 1 sAHBapa 2020 r. sABAATCA CyO'beKTaMU oOpalleHHs
JIeKapCTBEHHBIX CPe/ICTB, IPUPABHUBAETCSA K PETUCTPALU B CUCTEMe MOHUTOPUHTA.

B caydae ecim B paMKax JKCIIepUMEHTAa CBEJEHHS, TpeJACTaBJeHHble CyO'beKTaMH O0OpaljeHus
JIEKapCTBEHHBIX CPEJCTB B UHGOPMALMOHHYIO CUCTEMY, B KOTOPOH OCYLIeCTBJIAIOCh HHPOPMAIMOHHOE 0becrieyeHre
NPOBEJIEHHS IKCIIEPUMEHTA, a TAKXKe JJOKYMEHTHI, Tpe/iCTaBJeHHbIe UMU B PeiepasibHYyI0 CIy6y 1o Ha/i30py B cdhepe
3/lpaBOOXpaHeHUs], He OTBeyaloT TpPeGOBAaHUSIM K CBeJleHUSIM M JOKyMeHTaM, NpeAycMOTpeHHbIM IlosoxeHueM,
YTBEPK/AEeHHbIM HACTOSALIUM [OCTAHOBJEHHWEM, TaKHhe CyObeKTbl 00pallleHusl JeKapCTBeHHbIX CPeACTB HauuHasa ¢ 1
saHBaps 2020 r. BHOCAT HeJjocTatoliye U (MU/IM) aKTyasbHble CBeJleHHUs] B CUCTEMY MOHHUTOPHHTIA, a HeJOCTawlye U
(w1M) akTyaJibHble JJOKyMEHTBI NpeAcTaBasal0T B PeslepanbHyto clyx06y o HaA3opy B cdepe 3ApaBooXpaHeHUs A0 1
ntosis 2020 r. (BK/JIIOYUTENBHO).

13. CyGbeKThl oOOpalleHUs] JIEKAPCTBEHHBIX CPEJCTB, SIBJISIOLIMECS TNPOU3BOJUTEJNSMH JIeKapCTBEHHBIX
CpPeACTB, B OTHOLIEHHH KOTOPBIX HMH OCYI[ECTBJISIIOTCS TEXHOJIOTMYECKHe OIepalyH, COOTBETCTBYIOIIHME
NPOU3BO/ACTBEHHbIM CcTauaAM acoBKU (YNaKOBKM) JIeKapCTBEHHBIX IpenapaToB (B cjydae IpOM3BOJCTBA
JIEKapCTBEHHOTO TIpenapaTta Ha TeppuTopuun Poccuiickoit ®epepauyuu), WJAH Jiep)kaTeasMu (BJajesblaMu)



perucTpalMOHHbIX YAOCTOBEPEHHUH JleKapCTBeHHBbIX MpenapaToB JIMG0 IpeACTaBUTEJbCTBAMHM HHOCTPAHHBIX
opraHuMsauui Ha Tepputopuu Poccuiickoit  ®ejepanuu, ABJIALIMXCA  JepkaTeasaMu  (BJsajesbLiaMU)
perucTpaloOHHbIX yJOCTOBEPEHUH JIeKapCTBEHHBIX NpenapaToB (IpU NPOU3BOACTBE JIEKAPCTBEHHOTO IIpenaparta
BHe TeppuTopuu Poccuiickoit ®efepanuu), 10 BBOJA JJeKapCTBEHHbIX IPeNapaToB B 060pPOT:

BHOCSIT B CHCTEMY MOHUTOPHUHIA CBeJleHUs O JIeKapCTBEHHBIX Ipenaparax B cooTBeTCTBUM C [losiokeHueM,
YTBEPXKJEHHBIM HACTOSUIMM IMOCTaHOBJeHUeM, He no3gHee 30 KaJjieHJapHBIX JHeH €O [HA CBOEW perucrpanyu B
CUCTeMe MOHUTOPHHIA;

HaNpaBJAKT C HUCNO/Jb30BaHMEM CHUCTEMbl MOHMTOPHHIA ONEpaTopy CUCTEMbI MOHMTOPHHIA 3asBKy (B
3JIeKTPOHHOH popMe) Ha MosyyeHHe YCTPOUCTB perucTpalyuy 3MUCCUH KOJOB MapKHUPOBKU WJIM NpeJoCTaBJeHHe K
HeMy yJAaJleHHOro focTyna He nosgHee 1 Mas 2020 r. iu60 B TedeHUe 7 KaJeHJAPHbIX JHEH CO AHA PerucTpaluu B
CHUCTeMe MOHHUTOPHMHIA NPHU BO3HWKHOBEHHM Y CyO'bEKTOB OOpallleHHsI JIeKAapCTBEHHBIX CPeJCTB HEOOXOAUMOCTH
OCyIL|eCTBJIEHUS] [1esITEJbHOCTH, CBSI3aHHOW C oOpallleHHeM JeKapCTBEHHBbIX IpenapaToB INpPU HaJUYUM MOpaBa
OCYILeCTBJISITh TaKyIO e TeJbHOCTb;

obecrneynBaloT ¢ 1 wurona 2020 r. HaHeceHHe CPeACTB HAeHTUOUKALUM Ha MEePBUYHYI0 YNaKOBKY
JIEKapCTBEHHOTO MpenapaTta (B cjy4yae, ecjJd BTOPUYHAs YNakOBKa He IpeJyCMOTpeHa) M Ha BTOPHUYHYIO
(moTpebUTeNbCKYI0) YIIAKOBKY JIEKAPCTBEHHOTO IIpenapara;

nMeloT npaBo ¢ 1 gHBaps 2020 r. HAHOCUTB CpeJCTBA HUJAEHTU(PUKALMU JIEKAPCTBEHHOrO IpernapaTa Ha
NepBUYHYI0 YIAKOBKY JIEKapCTBEHHOTO Ipenaparta (B cjly4ae, ec/IM BTOPUYHAs yNaKoBKa He NpeJycMOTpPeHa) U Ha
BTOPHUYHYIO (IOTPEOUTENBCKYIO0) YIIAKOBKY JIEKAPCTBEHHOIO Mpenapara;

[Ipu aToM B ciyyae, eciu Cy6GbeKTbl 0OpalleHHsl JeKapCTBEHHBIX CpefCcTB HaHocAT ¢ 1 sHBaps 2020 T.
CpeAcTBAa MJeHTH(QUKALUM JIeKApCTBEHHOr0 NpenapaTa Ha NepBUYHYIO YNAKOBKY JieKapCTBEHHOro mnpenapara (B
clydae, eCJM BTOpPUYHAasi YINAKOBKa He INpeAycCMOTpeHa) M Ha BTOPHUYHYI (NOTpeOGUTEsNbCKY0) YNaKOBKY
JIeKapCTBEHHOI'0 NpenapaTa, TO OHU NPEJACTABJAT CBeJleHUs O HaHeCeHWH CPeJCTB MJeHTUQUKALMU B CUCTEMY
MOHUTOpPHHTA.

14, CyO'beKThl OOpallleHUsI JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBJSIOIINE MEAULUHCKYI0 [JIeTeJIbHOCTb U
BBIBOJ, M3 000pOTa JIEKAPCTBEHHBIX MpeNapaToB NPH OKAa3aHWU MEeJUIMUHCKOW IOMOIIM, a TaKXe CyOBbeKThI
obpalleHNs JIeKapCTBEHHBIX CPeJCTB, OTNYyCKalolllhe JeKapCcTBeHHble NpenapaThl GeClaTHO WJHU CO CKUJAKOH IO
pelLeNTy Ha JieKapCTBeHHble INpenapaThl, HANpaBJAKT C HCIOJb30BaHMEM CHCTEMbl MOHUTOpPHHIA OlepaTopy
CUCTeMbl MOHUTOPHHTIA 3aABKYy (B 3JIeKTPOHHOU QopMe) Ha MOJydeHHe PerucTpaToOpOB BBLIOBITHA He Mo3jHee 15
¢deBpana 2020 r. smbo B TeyeHHe 7 KaJleHJAPHBIX AHEW CO JIHS PErvcTpalid B CHUCTEMe MOHUTOPHHTA IPH
BO3HUKHOBEHHHU Y CyO'b€KTOB 06palleHHs JIeKapCTBEHHBIX CPEJICTB HEOOXOJUMOCTH OCYLIeCTBJIEHHUS /eI TETbHOCTH,
CBsI3aHHOM C 06paleHreM JIEKapCTBEHHBIX [TPeNapaToB IPYU HAJIMYHUH NPaBa OCYLIECTBIATD TAKYIO JesTeJbHOCTb.

15. YCTaHOBUTB, UTO ONEPATOP CUCTEMbl MOHUTOPHUHTA 06eCreynBaeT:

OCHallleHHe Cy6beKTOB OOpallleHHs JIeKapCTBEHHbIX CPeJICTB, NpeJyCMOTPeHHBIX MYHKTOM 13 HacToslero
NIOCTaHOBJIEHUS, YCTPONUCTBAaMH PerucTpaliy 3MUCCUM KOJOB MapKHpPOBKM WJIH IpeJlOCTaBJeHHWe UM yJaJeHHOro
JIOCTyIla K TaKUM YCTPOHCTBaM perucTpaliiy 3MMUCCHUM, pa3MelleHHbIM B UHQPPACTPYKType olepaTopa CUCTEMbI
MOHUTOPHHIA, Ha YCJOBUAX, NPeAyCMOTpPeHHBIX [los0’keHHeM, YyTBepXAEHHBIM HACTOALIMM IMOCTAaHOBJEHHUEM, He
nosziHee 45 KajeHJApHBIX JAHEH CO JHS MOJY4YEHHs OT CyO'beKTOB OOpalleHHs JIEKapCTBEHHBIX CPEJACTB 3asiBKHU Ha
NoJIlyYeHue TaKUX YCTPOUCTB UJIM YaJIeHHOTO AOCTYIa K HUM;

OCHallleHWe CyO'beKTOB O0O0OpallleHus1 JIeKapCTBEHHBIX CPeJCTB, OCYLIeCTBJAAIINX MeJULIMHCKYIO
JleTeJIbHOCTb Y BbIBOJ, M3 000pOTa JIeKapCTBEHHbIX NpeNnapaToB NPU OKa3aHUM MeJUIMHCKON NMOMOILM, a TaKke
CyO'beKTOB OOpallleHHUsl JIleKapCTBEHHBIX CPeJCTB, OTIYCKAIOIUX JieKapCTBEHHble NpenapaTbl 6eCnjaTHO WM CO
CKH/JIKOH IO pelLleNTy Ha JieKapCTBeHHble NpenapaThl, perucTpaTopaMy BbIOBITUS Ha YCJOBUAX, NPeJyCMOTPEHHBIX
[TonoxkeHHEeM, yTBEPKJ€HHBIM HACTOSILIIUM ITOCTAHOBJIEHHEM, HE Mo3AHee 45 KaseHJapHbIX JHEH CO JHS MOJy4eHHs
OT Cy6'bEKTOB O6OpalleHNs JIEKAPCTBEHHBIX CPEJICTB 3asiBKU Ha IOJIyYeHHE TAKUX YCTPOMCTB;

OpraHU3al{I0 TEeCTUPOBAaHUS MHGOPMALMOHHOTO B3aWMOJEWCTBHUS WHQPOPMALMOHHBIX CHUCTEM CYyO'BEKTOB
obpalleHNs JileKapCTBeHHbIX CPe/ICTB U CUCTEMbl MOHUTOPHHTA He No3/Hee 30 KaJleHJapHbIX JHel co AHSA NoJ1y4eHus
OT CyGbEKTOB 00pallleHHs JIeKapCTBEHHBIX CPeJiCTB 3asBKU Ha NPOXOXK/JeHHe TeCTUPOBaHHWA HHQPOPMALOHHOIO
B3aUMO/IeCTBUSL.

16, YcTaHOBUTB, YTO ONEPATOP CHUCTEMBI MOHHTOPHHTA 10 3aMPOCy CyO'BEKTOB OOpalleHHUs JieKapCTBEHHBIX
CpeJiCTB IpeJoCTaBJsgeT KO bl MAapKUPOBKHU Cc 1 auBapsa 2020 r.

17. YcTaHOBUTB, YTO IJIaTa 3a OKa3aHHe ONepaTOpPOM CHUCTeMbl MOHUTOPHHIA YCJAYTHd MO NpeAoCTaBJeHUI0
KOJIOB MapKHPOBKH B3uMaeTcs ¢ 1 utosisg 2020 r.".



