HPABUTEJILCTBO POCCUMCKON ®EJIEPAIINUA
I[ITIOCTAHOBIJIEHHUE

ot 14 nexabps 2018 r. Ne 1557

MOCKBA

006 0co0eHHOCTSIX BHEAPEHUS CHCTEMbl MOHUTOPHHIA IBHXKEHHS
JIEKAPCTBEHHBbIX NMPenapaToB AJsl MeJHLIHHCKOr0 NpUMeHeHHUsl

B cootBercTtBUM ¢ d4acteto 12 crareu 67 @DenpepalibHOro 3akoHa
"O6 oOpaieHun JekapctBeHHbIX cpencts”  [lpaButensctBo  Poccuiickoi
Qeepalii TOCTAHOBJANAET

VYcTaHOBUTE, YTO:

a) IopyuAMYecKue JMUa WM UHAUMBUIYaJlbHBIE  IpeANpPUHUMATEIH,

ABJIAIOIIHUECA Cy6’beKTaMI/I 06pameHmi JIEKApCTBCHHBIX CpEACTB,
NnpeaAHasHa4YCHHbIX IJId JICHCHUA JIN1, OOJIBHBIX FeMO(t)PIHPIGP'I, MYKOBHUCLHI030M,
FI/II’IO(i)I/BapHI)IM HAaHHU3MOM, 00J1e3HBI0 FOU_IC, 3JI0KAQYCCTBCHHBIMH

HOBOOOpa30BaHUAMU JTUMGPOUTHON, KPOBETBOPHON M POJCTBEHHBIX UM TKaHEH,
paccesiHHbIM CKJIEpO30M, JIMI] NOCJIe TPaHCIUIaHTallMd OpraHoB W (WIM) TKaHe,
M0 MNEepevyHIO JIEKApCTBEHHBIX IMpenapaTroB i MEAUIMHCKOro MpPUMEHEHHs,
chOpMHPOBAaHHOMY B  YCTAHOBJICHHOM TOpSAKE H  YTBEPKIAEMOMY
IIpaButensctBoM  Poccuiickoit ~ @enepaumu  (gasee  COOTBETCTBEHHO -
JeKapCTBeHHbIE MpernapaTsl, CyObeKThl 0OpallleHUs IEKAPCTBEHHBIX CPEACTB):

PErUCTPUPYIOTCS B CHCTEME MOHMUTOPUHIA JBHXKEHHS JIEKapCTBEHHBIX
IpenaparoB AJi MEIUUMHCKOTO NPUMEHEeHMs (fajiee - cucTeMa MOHUTOPHHIA) -
¢ 1 urong 2019 r. no 8 mong 2019 r. nubo B TeueHue 7 KaJleHTAPHBIX THEH
CO OHS BO3HUKHOBEHHUS Y CYOBEKTOB OOpAalleHHS JIeKapCTBEHHBIX CPEICTB
HEOOXOIMMOCTHU OCYILUECTBIEHHS] NESATENbHOCTH, CBS3aHHOW ¢ oOOpallleHHeM
JIEKapCTBEHHBIX NpenaparoB, HO He paHee | urons 2019 r., npu HanTU4YKK npaBa
OCYUIECTBIATH TAKYIO AESTENLHOCTb;

00ecrneyruBalOT TOTOBHOCTE K HUHGOPMALMOHHOMY B3aMMOJEHCTBHIO
C CUCTEMOW MOHHUTOpPHHIA M HAIPABJSAIOT ONEpaTopy CHUCTEMBI MOHHTOPHHIA
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3a9BKY Ha MPOXOXJACHME TECTUPOBAHMUSI MpPOIECcCOB UHGOPMALIMOHHOTO
B3aMMOJICHCTBUS - B TeueHue 21 kajeHaapHOro AHS CO JHS pErucTpauuu
B CUCTEME MOHUTOPHUHTA;

NPOXOJST TECTUPOBAHUE MPOLIECCOB HUHGOPMALIMOHHOIO B3aUMOIEHCTBUS
COOCTBEHHOTO HMH(POPMALIMOHHOIO pecypca M CUCTEMbl MOHUTOPHUHTA
B MOpSJIKe, pPa3MEIICEHHOM Ha OQUUUAIBHOM caiiTe orepaTopa CHUCTEMBI
MOHHUTOPHHra B HUH(POPMALMOHHO-TEIEKOMMYHHKAUMOHHON ceTu "HHTepHeT",
B OTHOLIEHHHM BCEX OMNEpauuil, MpPOU3BOOUMBIX C JIEKAPCTBEHHBIMU
npernapatamMu, B COOTBETCTBUM ¢ [lojioxkeHMeM o0 cuUcCTeMe MOHUTOpPUHTA
IOBWIKEHHUs JIEKAPCTBEHHBIX MpEeNnapatoB MJisi MEOUIMHCKOTO MpUMEHEHUs,
YTBEPXKJICHHBIM MNocTaHoBieHueM |[IpaButenbctBa Poccuiickoil ®enepauuut ot
14 nexabps 2018 r. Ne 1556 "O6 ytBepxknenuu [lonoxeHus o cucTeMme
MOHHATOpPHHIra JABHXKEHHUS JIEKApCTBEHHBbIX TMpenapaToB Uil MEIULHUHCKOTO
npUMeHeHus1", - B TedeHHe 2 KAJIEHJapHBIX MeCSALEeB €O AHS TOTOBHOCTH
COOCTBEHHOTO uHQOpMAllMOHHOTO  pecypca K MHGOPMAUHMOHHOMY
B3aMMOJICHCTBUIO C CUCTEMON MOHUTOPHUHIA;

BHOCSIT B CHCTEMY MOHUTOPHHIA CBEJAECHHUS O JIEKAaPCTBEHHBIX Mpernaparax
U 000 Bcex omepauusx, MPOU3BOAUMBIX C JIEKAPCTBEHHBIMH IperapaTrami,
B COOTBETCTBHH € YKa3aHHbIM [lonokeHHeM 0 cucTeMe MOHUTOPUHTA JBHXKCHHS
JICKapCTBEHHBIX TMPENapaToB Ui MENULMHCKOro MpUMEHEeHUs - HauyuHas
c 1 okTsa6ps 2019 r;

0) cyObeKThl  OOpallleHHUs] JIEKApCTBEHHBIX  CPENCTB,  SIBJISIFOLLIMECS
NPOU3BOAUTENSIMHM JIEKapCTBEHHBIX IpPEnapaTroB, B OTHOLUEHHMH KOTOPBIX HMH
OCYIIECTBIISIOTCS TEXHOJIOIMYEeCKUe orepauu, COOTBETCTBYIOLIHE
IIPOU3BOACTBEHHBIM CTaAMsIM (pacoBKHU (yNAaKOBKH) JIEKAPCTBEHHBIX IpernapaToB
(B chiydae MpOU3BOJACTBA JIEKAPCTBEHHOrO Ipenapara Ha TEePPUTOPHH
Poccuiickoii ®enepauun), Wiu AepxaTeasiMu (BlajieblaMu) perucTpaloOHHbBIX
yIOCTOBEPEHUH JIEKapCTBEHHbIX [IpenapaToB JHOO MpeAcTaBUTENbCTBAMHU
WHOCTPAaHHBIX OpraHu3zauuii Ha Tteppuropuu Poccuiicko ®enepauuy,
SIBJIAIOLIMXCS JEp)KaTeNsIMH (BlaJeblaMHi) peruCTpallMOHHBIX YAOCTOBEPEeHUM
JICKapCTBEHHBIX IpenapaTtoB (IIpU MPOU3BOACTBE JIEKAPCTBEHHOrO Mperiapara
BHe Tepputopuu Poccuiickoit @enepauuu), OO0 BBOAA JIEKAPCTBEHHBIX
npenapaToB B 000pOT:

HAMpaBJIAIOT C HCIOJB30BAHHEM CUCTEMBl MOHHUTOpPHHIA ONEpaTopy
CHUCTeMbl MOHUTOpPMHIa 3asBKy (B OJJEKTPOHHOH (opme) Ha TMOJdyueHHe
YCTPOMCTBA PErucTpallil 3MHUCCHM CPEICTB MACHTHU(UKALUMU JIeKapCTBEHHBIX
mpenapaTtoB MJIM Ha IPENOCTaBICHHE YAAJEHHOTO JOCTYNa K JTHM
yCTpOiicTBaM - B TeUe€HUE 21 KaJleHAapHOro JAHs CO JIHS PerucTpalyy B CUCTEME
MOHHUTOPHHIa;
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obecrieynBalOT HaHECeHWe CpeACTB HACHTH(HUKAIMK JIEKAPCTBEHHOIO
nmpemapaTa Ha  [EPBUYHYIO  YNAKOBKY  JIGKAPCTBEHHOrO  [pernapara
(B ciydae eciid BTOpW4YHAas YNaKOBKa He MpeAyCMOTpPEeHa) W Ha BTOPHUHYIO
(MOTpeOUTENbCKYIO) yHaKOBKY NIeKapCTBEHHOTO npemnapara -
c 1 okTs6ps 2019 T;

B) CyOBEKTBI OOpallleHHs J1eKapCTBEHHBIX CPEJCTB, HE OCYIIESCTRIISIOLINE
PO3HHYHON TOProOBIM JIEKAPCTBEHHBIMHU IMpernapaTaMd WM OOeCIeuHBaIolINe
BBIBOJL M3 O0OpOTa JIEKAPCTBEHHBIX MpenapaToB IMOCPEACTBOM OTIyCKa
OecrjiaTHO MM CO CKHIKOM JIEKapCTBEHHBIX IMIpeNapaTtoB MO pelenTy
Ha JIeKapCTBEHHblE Tpernaparbl, HAMPAaBISIOT C HCIOJB30BAHUEM CHCTEMBI
MOHHUTOpPUHra ONepaTopy CHUCTEMbl MOHHMTOPHHIA 3asBKy (B 3JEKTPOHHOM
tdbopme) Ha Moy4yeHHe perucTpaTopoB BBIOBITUS - B TedeHUe 21 KalleHaapHOro
JIHSL CO JIHSI pETHCTPallMM B CHCTEeME MOHUTOPUHTA;

r) olepaTop CUCTEMbl MOHUTOPUHIa 0OECIeunBaeT:

OCHalleHKe CyOBbeKTOB OOpallieHHs JIeKapCTBEHHBIX CPE/ICTB, YKa3aHHBIX
B myHKTe "0" HacTosiLero TMOCTaHOBJEHHUS,, YCTPOHCTBAMH perucTpaLuu
3IMHUCCUH Cpe/ICTB UACHTUUKALIH JIEKapCTBEHHBIX npenaparos,
B TOM 4HCJIE TOCPEACTBOM OOecrnedyeH’sl YAaJICHHOro JOCTyna K TakKoMy
perucTparopy, pasMelleHHOMY B HWHOpPacTpyKType oOrneparopa CHUCTEMBI
MOHHTOpHHIA, a TaK)Xe OCHAallleHHe CYOBEKTOB OOpallleHUs JeKapCTBEHHBIX
CpPencTB, yKa3aHHBIX B IMyHKTe "B"  HacTosiUlero  IOCTAHOBJIEHMS,
perucTpatopaMd BBIOBITHS - B TedeHue 30 KalleHIApHbIX JAHEH CO OHS
HOJMy4YeHHUs OT JTUX CYOBEKTOB OOpalleHHs JIEKapCTBEHHBIX CPEICTB
COOTBETCTBYIOILIMX 3asgBOK. B wemsix oOecrneyeHUss TaKOro OCHAILEHUs
yKazaHHble CyOBEeKThl OOpallleHUsl JIeKapCTBEHHBIX CpPEJCTB  3aKIIIOYaroT
C ONepaTopoM CHUCTEMbl MOHHUTOpPHHIa JOTOBOPHI, COJEpIAlllde B TOM YHCIIE
YCIOBHS [PENOCTaBIEHUs] TAakoro OOOpPYAOBAaHHS H €ro perjaMeHTHOro
obciy)xuBaHus Ha 6€3BO3ME3/1HOI OCHOBE;

OpraHu3alMIo TECTUPOBAHHUS MPOLIECCOB UH(POPMAITHOHHOI'O
B3aUMOJEHCTBUS  MH(MOPMALIMOHHBIX  CHUCTEM  CYOBEKTOB  oOpallleHust
JIEKapCTBEHHBIX CPEACTB U CUCTEMbl MOHUTOPUHTA - B TeUeHHe 2 KaJieHJapHbIX
MecSILEB CO IHA oOecrnieueHUsl 3ITUMU CyOBeKTaMu OOpallleHus jeKapCTBEHHbIX
CpeIACTB TOTOBHOCTH COOCTBEHHOro HH(OPMAIMOHHOIO pecypca H I[pH
HEO0OXOJMMOCTH MHOTO 00OpYyAOBaHUsl K MHGOPMALIUOHHOMY B3aUMOJEHCTBHIO
C CHCTeMOH MOHMTOpPMHIA U HaIpaBlIEeHUs] oNepaTopy CHUCTEMbl MOHHUTOPHHTA
3as1BKM Ha NpOBEAECHHE TECTUPOBAHMUS.

IIpencenarens [IpaBute

Poccuiickoit @enepa J.Mensenes
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