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[Toctanosnenue IIpaBurenscrBa P® ot 14 nexadbps 2018 r. N 1556 "O06 yrBepxkaenun [lonoxenus o
CUCTEME MOHUTOPHHIA JABM)KEHUS JIEKAPCTBEHHBIX IIPENapaToB Il MEIUIIMHCKOr0 MpuMeHeHus " (C
M3MEHEHHUSMU U JIOTIOJTHEHUSIMH )

ITocranosienue IlpaBurenscrea P® ot 14 nexadps 2018 r. N 1556
"O0 yrBep:xaennu Ilo10xeHus 0 cuicTeMe MOHUTOPUHIA IBUKEHHSI JIEKAPCTBEHHBIX NPeNnapaToB
JJIS1 METUIIMHCKOTO pUMeHeHus "

C u3MeHeHHMSIMH U IOMIOJITHEHUSIMHU OT:

30 aBrycra 2019 1.

B cootBerctBum ¢ uactsmu 5-7 crateu 67 ®enepanpHoro 3akoHa "O06 oOpalieHuH JIeKapCTBEHHBIX
cpeact" IIpaButenscTBo Poccuiickoit @eaepaliuy mocTaHOBIISIET:

1. YrBepautp npunaraemoe [lonoxenne o cucTeMe MOHUTOPUHIA JIBUJKEHUS JIEKAPCTBEHHBIX
IpenapaToB /Uil MEIUIUHCKOIO IPUMEHEHUS.

2. Peanu3anust HaCTOSIIEr0 NOCTAHOBJICHHUS OCYILIECTBIISIETCSI COOTBETCTBYIOUIMMH (heiepaibHbIMU
OpraHaMH MCIIOJHHUTEIbHOM BJIACTM B Mpexaenax ycraHoBieHHoW IIpaBurensctBom Poccuiickoit
Denepauy IpeaeTbHON YUCIEHHOCTH UX PaOOTHUKOB M OIO/KETHBIX aCCUTHOBAHMH, MTPEyCMOTPEHHBIX
UM B (penepasibHOM OrOKETe Ha PYKOBOJCTBO U YIIPABICHHUE B Chepe YCTAaHOBIECHHBIX (PYHKIHI.

3. Hacrosiniee noctaHoOBI€HHE BCTYIAET B CUJLY CO JHSI €ro O(QUIMaIbHOTO ONMyOJIMKOBAaHUS, 32
UCKJIIOYEHHEM I10JIOKEHUH, YKa3aHHBIX B ITYHKTE 4 HACTOSIIETO OCTAHOBJICHHUS.

4. [TlomoxxeHne O cHCTEME MOHMTOPUHIA JBMXKEHHs JICKAPCTBEHHBIX IMPENaparoB JUIs
MEAMIIMHCKOTO  NPUMEHEHHS, YTBEP)KJIEHHOE  HACTOSIIMM  IIOCTAaHOBJIEHMEM, B  OTHOILEHUU
IPOM3BOUTENECH JIEKAPCTBEHHBIX CPEJCTB B YaCTU HAHECEHUS HA MEPBUYHYIO YIAKOBKY (B OTHOIIEHUH
JIEKapCTBEHHBIX IMpenapaToB JUIsi MEIUIUHCKOTO TPUMEHEHHs, JUIsl KOTOpPbIX HE MpeaycCMOTpeHa
BTOPHYHAs YNAKOBKA) M BTOPUYHYIO (MOTPEOUTENHCKYIO) YIAKOBKY JIEKAPCTBEHHBIX MpenapaToB IJis
MEAMIIMHCKOTO NMPUMEHEHUsl CpeACTBa MIACHTH(PHUKAIMHM, a TAaKK€ B OTHOLIEHUH IOPUIUYECKUX UL U
VHAVBUAYAJIBHBIX NPEAIPUHAMATENEH, OCYLIECTBIIIOIINX TPOU3BOJICTBO, XpaHEHHE, BBO3 B Poccuiickyro
®denepalyio, OTMYCK, pealn3alulo, nepeaavy, NpUMEHEHNEe U YHUUTOKEHUE JIEKAPCTBEHHBIX MIPENapaToB
JUIl MEAMIIMHCKOTO TMPUMEHEHUs, B 4aCTH BHECEHUs HMH(OpMAlMM O JIEKApCTBEHHBIX NpenapaTax s
MEJMIMHCKOTO TPUMEHEHUS B CHUCTEMY MOHUTOpPMHIA JABM)KEHHUS JIEKAPCTBEHHBIX IpenapaToB Jis
MEAMIMHCKOTO NPUMEHEHMSI BCTYNAET B CHIIy CO JHS BCTYIUIEHUs B CHUJIy a03aleB BTOPOrO M IATOTO
noanyukTa "0" nmynkra 7 craten | ®@eaepanbHoro 3akona ot 28 nexadbps 2017 r. N 425-®03 "O BHeceHuun
u3MeHeHuil B denepanbHblil 3ak0H "OO 00palleHnH JIeKapCTBEHHBIX CPECTB".

[Ipencenarens [IpaBurenscTBa J1. MenBenen
Poccuiickoit ®denepann

YTBEPXJIEHO
nocranosienrem IlpaBuTebcTBa
Poccuiickoii Penepaunu

ot 14 nexadps 2018 r. N 1556

Tlono:xenue
0 cucTeMe MOHUTOPUHIA IBHKEHHSI JIEKAPCTBEHHBIX NMPENapaToB AJisi MeIUIUHCKOr0 NPUMeHEeHHsI

C u3MeHeHHSIMH H JAOIMOJITHECHUSAMM OT:

30 aBrycra 2019 1.
FAPAHT:

HaCTOHﬂlee IlonoxeHre B 4acTH HaHSCEHHS Ha MEPBUYIHYIO YIIAKOBKY (B OTHOIICHUHN JICKAPCTBCHHBIX
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MpenaparoB JJisi MEAUIIMHCKOTO MPUMEHEHHUS, JJI1 KOTOPBIX HE MPEAYyCMOTPEHA BTOPUYHAS YIIaKOBKA) U
BTOPUYHYIO (TMOTPEOUTENBCKYI0) YHNAKOBKY JIEKAPCTBEHHBIX MPEMapaToB s  MEIUIIMHCKOTO
MIPUMEHEHHS CPEJICTBA UICHTU(DHUKAIIMH, & TAK)KE B OTHOIICHUH IOPUAMYSCKUX JIUI] U HHIUBUYaTbHBIX
MpearpuHUMAaTeNe, OCYIIEeCTBISIONINX MPOU3BOJICTBO, XpaHeHHe, BB03 B P®d, oTmyck, peanusaiuio,
nepeaaydy, IPUMEHEHHE U YHHUUTOXKEHHUE JIEKAPCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO MPUMEHEHUS,
B YacTU BHeceHHUsi MHGOpMallMud O JICKapCTBEHHBIX Ipernaparax [Uisi MEIUIMHCKOTO MPUMEHEHHUS B
CUCTEMY MOHUTOPUHIA JBUWKECHHUS JIEKAPCTBEHHBIX MPENapaToB Il MEIUIIMHCKOTO MPUMEHEHUs
BCTymaeT B cuiy ¢ 1 saBapsa 2020 r.

I. O0mue moJ1oxeHus

1. Hacrosimee [onoxenue onpenensier:

a) MOPSI0K HAHECCHHUS CPEACTBA MICHTU(HUKAIINY JIEKapCTBEHHOTO MperapaTa il MEAUIIMHCKOTO
npUMeHeHHs (Jajee - JIeKapCTBEHHBIC MIperaparhl), TpeOOBaHMA K €ro CTPYKType u (opmaty
uH(pOpMaINK, KOTOPYIO COAEPKUT CPEICTBO HICHTU(HMKALUK JICKApCTBEHHOIO TIIperapara, W ero
XapaKTEPUCTHKH;

0) mMOpsAAOK cO3/1aHMsl, pa3BUTHSA, BBOJAA B OKCIUIyaTallIO, OKCIUIyaTalldM ¥ BBIBOJA W3
OKCIUTyaTalli CHCTEMbl MOHHTOPWHTA JIBUKCHHUS JIEKAPCTBEHHBIX TIpernapaTroB (dajee - CHUCTeMa
MOHUTOPHHTA);

B) TOPAJOK B3aUMOJCHCTBUS CHCTEMBl MOHUTOPHHTAa C HWHBIMH TOCYAapCTBEHHBIMHU
MHQOPMAIIMOHHBIMU ~ CHUCTEMaMH W HMH()OPMALMOHHBIMH  CHCTEMaMH  IOPHIMYECKHX  JIHI |
MHAMBUAYaJIbHBIX NpEANpUHUMATENEH, yKazaHHbIX B uacTsix 7 U 10 crateu 67 denepanbHoro 3akoHa "O6
0OpallleHUH JIEKAPCTBEHHBIX CPEACTB";

I') MOPAJOK BHECEHHS B CHCTEMY MOHHMTOPHHTA IOPHUAWYECKHMH JIUIAMA W HWHIUBHIYaTbHBIMH
HpeANpUHUMATENSIMHU, OCYILECTBIISIONMMH POU3BOJCTBO, XpaHeHHEe, BBO3 B Poccuiickyro ®enepanuto,
OTITYCK, peaji3allnio, epeaady, IpUMEHeHNEe M YHUUTOKEHHE JIEKapCTBEHHBIX NPenapaToB, MHPOPMALIUU
0 JIEKapCTBEHHBIX IpenapaTax 1 ee COCTaB;

1) TOPSIOK TIPEOCTaBICHHS HH(OPMAIIHH, COAEPIKAIICHCS B CHCTEME MOHUTOPUHTA.

Wndopmarys 06 M3MEHEHHSAX:

Ilynkm 2 usmenen ¢ 17 cenmsopsa 2019 e. - Ilocmanosnenue I[Ipasumenscmea Poccuu om 30 aseycma
20192 N 1118

CMm. npedvloywyro pedaKyuio

2. llonsarus, ucnoas3yemMblie B HacTosimeM [lomokeHnn, 03HavaroT Cleayroliee:

"arpermpoBanue' - mporecc OObEAMHEHHUS JEKapCTBEHHBIX IpenapaToB Ha J000M 3Tare
oOpallleHusl JJeKapCTBEHHBIX MpernapaToB CyObeKTOM oOpallleHusl JEKapCTBEHHBIX CPEJCTB B IPYIIIOBYIO
YIIaKOBKY C HAHECEHHEM COOTBETCTBYIOLIETO TPYIIOBOrO KOAAa TPETUYHOH (TPaHCIOPTHON) YIMAaKOBKU
JIEKapCTBEHHBIX MpENnapaTroB U C COXpaHEHHEM HMHQOpPMAIMU B CHCTEME MOHUTOPHUHIA O B3aUMOCBSI3U
CPEACTB UACHTU(UKAIIMM KaXJIO0TO BIOKEHHOTO B IPYIIIOBYIO YIIaKOBKY JIEKAPCTBEHHOI'O Ipemnapara ¢
TPYNIOBBIM KOJIOM TPETUYHOW (TPAHCIIOPTHOM) YIMAaKOBKH JIEKAPCTBEHHBIX IIPENapaToB CO3/1aBaeMoi
IPYNIIOBOM YIIaKOBKH;

"BBOJ B 000pOT JIEKAPCTBEHHBbIX Npenaparos'':

IIpU NPOM3BOJACTBE Ha Tepputopuu Poccuiickoii ®Penepanuu - onepanyy, MNPOU3BOJUMBIE C
JIEKapCTBEHHBIMHU TpenaparaMud OT MPOXOXKJAECHUS MPOU3BOJCTBEHHONW cCTaauu (acoBKH (YIMaKOBKH)
JIEKapCTBEHHBIX IIpPernaparoB B MEPBUYHYIO YIAKOBKY JIEKapCTBEHHOTO Impenapara (B OTHOIIECHHH
JIEKapCTBEHHBIX MpEnaparoB, JJIsi KOTOPHIX HE MPEeIyCMOTPEHa BTOpHUYHAs (OTpeOUTEIbCKas) yraKoBKa
JIEKapCTBEHHOTO IpernapaTta) U BTOPUYHYIO (OTPEOUTEIBCKYIO) YIIAKOBKY JISKAPCTBEHHOT'O Ipernapara a0
3aBepUICHHs POU3BOICTBEHHOM CTaIUU BBITYCKAIOLIETO KOHTPOJISI KAuecTBa;

Ipy MPOU3BOACTBE BHE Tepputopun Poccuiickoit deneparyn (3a UCKIIIOYEHUEM JIEKapCTBEHHBIX
IpenapaToB, BBO3UMBIX M3 T'OCYAAPCTB - WIEHOB EBpa3suilcKOro SKOHOMHUYECKOrO COK03a) - OIepalyH,
IPOU3BOJUMBIE C JIEKAPCTBEHHBIMHM IIpenaparaMM OT IPOXOXAECHUS IPOU3BOJACTBEHHOM CTaluu
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BBIIYCKAIOIIEIO0 KOHTPOJISI [0 3aBEpLICHUS TAMOXXEHHOM MpOLEAYpbl BBIIYCKA JJsi BHYTPEHHETO
notpebieHus pU BBO3€ JIEKAPCTBEHHBIX NpenaparoB B Poccuiickyto deneparutio;

IIpU Npou3BOACTBe BHE Teppuropun Poccuiickoin denepanuu B OTHOLIEHUU JIEKAPCTBEHHBIX
IIPENapaToB, BBO3UMBIX M3 TOCYIApCTB - WICHOB EBpPa3HiiCKOr0 3KOHOMMYECKOIO COH03d, - ONEPALHH,
IPOU3BOJUMBIE C JIEKAPCTBEHHBIMHM IpenaparaMd OT IPOXOXKJAEHUS IPOU3BOJCTBEHHOW CTaaAuU
BBIITYCKAIOILEr0 KOHTPOJIS IO pa3MeIleHuUs JeKapCTBEHHbIX MpernapaToB Ha (papMaleBTUUECKOM CKIaJe U
IPOXOXKACHUS TPOLIEYP NOATBEPKIACHHSI COOTBETCTBUS JIEKAPCTBEHHBIX IIPENAPATOB;

"BTOpUYHasA (MOTpedUTENbCKASI) YNAKOBKA JIEKAPCTBEHHOro mpenapara' - YIakoOBKa,
NOCTYNAlomas K MOTPEOUTENI0 W CIyXKamas I pa3MEeIIeHUs EeIWHUYHOM MEepBUYHON YHMaKOBKH
JIEKapCTBEHHOT0 IIpenaparta Wid OOBEAMHAIONIAs HECKOJIBKO IEPBUYHBIX YIAKOBOK JIEKAPCTBEHHBIX
[IPENnapaTos;

"BBIBO/I U3 000pOTA JIeKAPCTBEHHBIX NMpenaparoB'' - peanusanus, Ipojaxa U OTIYCK (B TOM
YHCJIE 110 PELENTY) JIEKAapCTBEHHBIX IIPENapaToB MOTPEOUTEINI0, IPUMEHEHHE, NTepeaada Ha YHUUTOXKEHUE,
yTpata M CIHCAHHE JIEKapCTBEHHBIX IIpernaparoB, OTOOpP 0Opas3loB, BBHIBO3 paHEE BBE3ECHHBIX B
Poccuiickyro @eaepannio JeKapCTBEHHBIX MPENapaToB (PEIKCIIOPT), a TAKKE BBIBO U3 000pOTa MO MHBIM
IPUYUHAM;

"r00aNbHbI  WAEHTH(PUKANMOHHBI HOMepP TOProBoil eIMHUNbI'" - YHUKalIbHBIA KO,
IPUCBAaUBAEeMblil TpyIIe TOBAPOB NPH UX ONMUCAHUU B MH(OPMAIMOHHOM pecypce, o0ecreyrBaroIeM
y4eT ¥ XpaHEHHE JJOCTOBEPHBIX JaHHBIX O TOBApax MO COOTBETCTBYIOIIEH TOBAPHOH HOMEHKJIATYPE;

"rpynmnoBasi  ynmakoBka' -  CIpYIIIMPOBaHHbIE  YNAKOBKU  (NE€pBUYHAs,  BTOpPHYHAs
(moTpeduTenbeKas), TpeTU4Has (TPaHCIIOPTHAST) YIIAKOBKH JIEKAPCTBEHHOTO TIpenapara);

"rpynnoBoii ko' - yHUKanbHAs JUIS KaXI0H OTIEIBbHON TPETUYHOHN (TPaHCIOPTHON) YHAaKOBKU
JIEKapCTBEHHOI'0 IpernapaTa KOMOMHAIMS CHUMBOJIOB, MPEICTABIEHHAs B BUJAE JIMHEHHOrO IITPUXOBOTO
K0/1a, pOPMHUPYEMOTr0 IMUTEHTOM I'PYIIIOBBIX KOJ/IOB;

"uaeHTH(PUKATOP NpUMeHeHus'" - mpeuKc, NMpeAcTaBIsAOLUN coboil Habop U3 2 unu Oosee
3HAKOB, PACIOJIOKEHHBIM B Hayalleé JIEMEHTHOM CTPOKM M OJHO3HAYHO ONPEIEISIIOIIMKM Ha3HAYEHUE U
(dopMaT MoJs JaHHBIX, CIEAYIOLIETo 3a IPePUKCOM;

"MHAUBUAYAJIbHBIN  cepuiiHBI  HOMep ToOproBoii eguHunsbl" - 1udpoBas  WIH
OyKBEHHO-ITU(POBAs OCIIEIOBATEIHLHOCTD;

"KOI MAapKHPOBKH' - yHMKaJbHAas IOCJIEI0BAaTEIBHOCTh CUMBOJIOB, COCTOSIAS W3 CEPUHHOIO
[J100abHOTO MJIEHTU(UKALMOHHOTO HOMEpa TOPrOBOM €IUHUIIBI U KOJa MPOBEpKH, GopMupyemas it
neneil MAeHTU(UKAMM TEepBUYHON yNAaKOBKM (B OTHOLICHMM JIEKAPCTBEHHBIX MpENapaToB s
MEAMIIMHCKOTO MPUMEHEHUs, JUIsl KOTOPbIX HE IPEeayCMOTpeHa BTOpUYHAs YNAKOBKAa) M BTOPUYHOU
(MOTpeOUTENIbCKOI) YITAaKOBKH JIEKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO TPUMEHEHHUS;

""kox mpoBepKHU'' - CHMBOJIBHAs IOCJIEIOBATEIBHOCTD, MPEAOCTABIISIEMAs ONEPATOPOM CHUCTEMBI
MOHUTOPHHTAa 3MHUTEHTaM CpPEJICTB HAECHTHU(QHUKAIMMU JIEKapCTBEHHOIO IMpernapara U cocTodlas |3
uaeHTudukatopa (MHIUBUAYAIBHOTO MOPSAIKOBOTO HOMEpa) KIoYa IMPOBEPKHM M 3HAUYEHHUs Koja
IIPOBEPKU;

"JIekapCTBEHHbIEC Ipenaparbl, MAapKHPOBaHHbIe CcpeAcTBAaMH  MAeHTHGUKauuu'
JIeKapCTBEHHbIE MpenapaThl, HA KOTOPble HAHECEHBI CPEACTBA MJICHTU(PUKALMU U JOCTOBEPHbIE CBEICHUS
(B TOM 4MCIE CBEJECHHA O HAHECEHHBIX HAa HHUX CpEICTBaX HAEHTU(UKAUUU U (WIM) MaTephalIbHbIX
HOCHUTEIISIX, COACPIKAIMX CPEJICTBA UACHTU(DHUKAIIMHM) O KOTOPBIX B YCTAHOBJIEHHOM MOPSIJIKE TepeiaHbl B
CUCTEMY MOHUTOPHHTA;

"MapKHPOBKa YNAaKOBOK JICKADCTBEHHBIX NpPeNnaparoB cpeAcTBAMH HIeHTHUKanun'
HAHECEHHE CPEJCTB HACHTU(UKAIMM Ha BTOPUUYHYIO (IIOTPEOUTENHCKYIO) YHNAKOBKY JIEKAPCTBEHHOTO
npemnapara (a npu ee OTCYTCTBUH - Ha IEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOI'O IIpenapara);

"onucaHue JIeKApCTBEHHOI0 Npenapara' - nepedyeHb XapakTePUCTHK, Pa3MELICHHBIX CYObEKTOM
oOpaleHus JeKapCTBEHHBIX CPEJCTB B COOTBETCTBYIOIIEM HH(POPMALIMOHHOM pecypce, 00ecTedrBaroeM
y4eT ¥ XpaHEHHE JOCTOBEPHBIX JaHHBIX O TOBApax MO COOTBETCTBYIOLIEH TOBAPHON HOMEHKIIATYPE;

"mepBUYHAsA YNAKOBKA JICKAPCTBEHHOIO Ipemnapara'’ - CpeicTBO WM KOMIUIEKC CPEJICTB,
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o0ecnieunBarOIIUX 3alUTYy JIEKAPCTBEHHBIX IpPENapaTroB OT IOBPEXKIEHUS U IOTEPb, BO3ACUCTBUS
OKPYXKAIOIleH Cpenbl, 3arpsA3HCHUM M HMEKIUX HENOCPEICTBEHHBI KOHTAKT C JIEKapCTBEHHBIMH
npernapaTamy;

"perucTparop BBIOBITHSI'" - MporpaMMHO-amnmaparHoe MHUdpoBaIbHOE (Kpunrorpaduyueckoe)
TEXHUYECKOE CpEICTBO, BKIIOUAIOIIEEe B Ce0sI TEXHHMUYECKOE CPEICTBO IMPOBEPKH KOJOB IPOBEPKH, B
oTHomeHuu kotoporo denepanpHoii ciyx00i 6e3onmacHocTH Poccuiickoit denepanuu BeIJIaH JOKYMEHT O
€ro COOTBETCTBUU YCTaHOBJICHHBIM TPEeOOBAHUSAM K IMM(POBATBHBIM (KPHUNTOTpauyecKrM) CpeacTBamMm
3alUThl MH(POPMALMU, NEHCTBYIOIMM B OTHOILIEHMHM HIM(POBATIBHBIX (KpUNTOrpauuyecKux) CpPe/CTB,
NpeJHAa3HAYCHHBIX JUIS TPOBEPKM KOJOB MAPKHUPOBKH, M HCIOJIb3yeMOe CyObeKTaMu oOpalieHus
JIEKapCTBEHHBIX CPEJICTB Il 0OMeHa nHpopManuel ¢ CUCTEMOM MOHUTOPUHIA B 4acTH (POPMUPOBAHUS U
nepeaayn B 3Ty CHCTEMY CBEICHUH O BBIBOJIEC M3 000POTA JIEKAPCTBEHHBIX MIPENIAapaToB;

"cepuiiHbIA I1002JbHBINA UACHTU(UKANUOHHBI HOMEP TOProBOil eIMHUNbI" - YHUKAIbHBII
UICHTU(PHUKATOP BTOPUYHOHN (TMOTPEOMTENHCKON) YIMAKOBKH JIGKAPCTBEHHOTO Iperapara (B cCiiydae ee
OTCYTCTBUS - IIEPBUYHOI YIIAaKOBKM JIEKAPCTBEHHOrO Ipernapara), GopMHUpPyeMbli myTeM J00aBleHUs K
r100aNbHOMY HIICHTH(PHUKAIMOHHOMY HOMEPY TOPTOBOW €IMHUIBI MHIUBUAYAIFHOTO CEPUITHOTO HOMEpa
TOPrOBOM €IVHHUIIBI;

"cpeacTBo MaeHTHGUKAIUM' - KOJI MapKUPOBKH, MIPEICTABICHHBIA B MAlIMHOYUTAEMOUN Gopme
WIN C UCIIOJIb30BAaHUEM MHOTO CPesICTBA (TEXHOJIOTUH) aBTOMAaTHYECKON HIEHTU(UKAUH, POPMUPYEMBII
JUIsl HAHECEHUs Ha BTOPUYHYIO (IIOTPEOMTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHOI'O IpernapaTa (B cilyyae ee
OTCYTCTBUSl - Ha IEPBUYHYIO YIAKOBKY JIEKAPCTBEHHOI'O Ipernapara) METOJaMH, HE JOIMYCKAarOIUMHU
OTJENICHHUsI CPEeACTBa HWACHTU(GUKAMH W (WIM) MaTepUAIbHBIX HOCHTEJICH, COAEp)KaIlluX CpeIcTBa
UJACHTU(PUKALMY, OT YIAKOBKH JIEKAPCTBEHHBIX MIPENapaToB 0e3 MOBPEkKACHUH;

"cy0beKThl OOpalieHusl JeKAPCTBEHHBIX CPeAcTB' - IOpUIMYECKHE JIMLA U WHIAUBUAYAJIbHbIE
IPEeIIPUHUMATEIH, OCYILIECTBISAIONIME IIPOU3BOJACTBO, XpaHEHHMeE, BBO3 B Poccuiickyro denepanmio,
OTIIYCK, pealH3alulo, epeaady, IpUMEHEHHE U YHUUYTOKEHUE JIEKAPCTBEHHBIX NPENapaToB;

"TpeTH4yHasi (TPAHCMOPTHAS) YNIAKOBKA JIEKAPCTBEHHOI0 Npenapara' - rpynnoBasi yIakoBKa,
UCIIONIb3yEMasl JJIsl XpaHEHWs, IEepPeBO3KM U MEpPEeMELICHHs JIEKApCTBEHHOrO Ipemnapara MExXIy
cyObeKkTaMu 0OpallleHus JIEKapCTBEHHBIX CPEJICTB;

"yeTpolicTBO  peructpanmum  3Muccum'' - IporpaMMHoO-alaparHoe — MHQpPoBalIbHOE
(kpunTorpaduuecKkoe) TEXHUYECKOEe CPEICTBO, BKIIOUAlOIIEee B ceOsl TEXHUUYECKOE CPEJICTBO MPOBEPKH
KOoJa NPOBEPKU JHOO COOTBETCTBYIOIIEE TPEOOBAHMAM K TEXHHUUECKOMY CpEACTBY IPOBEPKH Koja
IPOBEPKH, UCIOJIb3yEMOE SMUTEHTOM CPEJICTB HAECHTHU(PHUKAIMM JUIS MOJyYeHHs] KOJIOB MAapKUPOBKU U
oOMeHa uH(poOpMalued C CHUCTEMON MOHMTOPMHIa B 4YacTU Iepeladyd B 3Ty CHUCTEMY CBEJIEHUH O
MapKUpOBKEe BTOPUYHON (HMOTPEOMTENHCKON) YMAKOBKM JICKApCTBEHHOIO IIpemnapara (B ciydae ee
OTCYTCTBHSI - TNEPBUYHOM YNAKOBKM JIEKAPCTBEHHOr'O Ipernapara) CpeACTBaMU WACHTU(PHUKAIUHU, B
oTHomIeHuu kotoporo denepanbHoii cayx60it 6e3omacHocT Poccuiickoit denepaiuu BbIIaH JOKYMEHT O
€ro COOTBETCTBUHM YCTaHOBJIEHHBIM TpeOOBaHUSAM K HIM(POBaIbHBIM (KpUOTOrpadUyecKuM) cpeicTBam
3alUThl WH(GOpPMAIMU, NEHCTBYIOIIMM B OTHOIIEHHWH MMIU(PPOBAIBHBIX (KpUNTOTrpapuyecKux) CpeicTB,
npeHa3HaYeHHBIX JIJIS IPOBEPKH KOJIOB MApKUPOBKU;

"¢acoBka (ymakoBKa) JIeKapCTBEHHOr0 mpenapara' - TPOM3BOACTBEHHAs  CTaju,
npelycMaTpuBaronas IOMeNIeHHe JIEKApCTBEHHOIO Mpenapara B MEPBUUHYIO YIIAKOBKY JIEKAPCTBEHHOTO
npernapara Uil BO BTOPUYHYIO (TOTPEOUTENBCKYIO) YITAKOBKY JIEKAPCTBEHHOIO IpenapaTa;

"IMHTEHT IPYNIOBOro kojaa'" - cyObeKT oOpalieHus JIEKapCTBEHHBIX CPEACTB, OCYIIECTBIISIFOIITHI
¢opMHpoBaHHE U HAHECEHHWE TPYMNIOBOrO KOJa HA TPETHYHYIO (TPAHCIOPTHYIO) YHAKOBKY
JIEeKapCTBEHHBIX NPENapaToB;

"JMUTEHT cpeacTB HAeHTHGUKanuu' - TPOU3BOAMUTENL  JIEKAPCTBEHHBIX  CPEJICTB,
OCYIIECTBISIOIIUN MPOU3BOJACTBEHHYIO CTaauio (acoBKU (YHAKOBKM) JIEKapCTBEHHOI'O Ipernapara c
HaHECEHHEeM CpEeACTB HACHTH(HKAIMKM HAa BTOPUYHYIO (TMOTPEOUTENBCKYIO) YIAKOBKY JIEKApCTBEHHOTO
npenapara (a IpU €€ OTCYTCTBUM - Ha IEPBUYHYI YIAKOBKY JIEKAPCTBEHHOrO Ipenapara), - IHpH
IPOM3BOJICTBE JIEKAPCTBEHHOTO TpenapaTa Ha Tepputopun Poccuiickoit denepannu, Uim 1epxareib Tu00
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BJIAJEJIEl] PErHCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOrO Ipernapara (Janee - perucTpaluOHHOE
yIIOCTOBEpEHHE) - MpHU IPOU3BOJACTBE JICKAPCTBEHHOI'O Ipemnapara BHE TeppuTopuu Poccuiickoi
Qenepanyy, WM NPEICTABUTEIBLCTBO HMHOCTPAHHOM oOpraHu3zanMd Ha Tteppuropun Pocculickoi
denepanun, ABIAOLICHCA Aep)kareneM JHOO BIAAEIbLIEM PETUCTPALIMOHHOIO YIOCTOBEPEHHs, - IpU
IIPOU3BOJCTBE JICKAPCTBEHHOTO IIpenapara BHe Teppuropun Poccuiickon Penepanuu.

II. XapakTepuCcTHKHU CpeIcTBa HIeHTH(PUKALNH, TOPAIOK €r0o HAHECEeHUsI U TPeOOBaHMS K
cTpykrype u popmary HHGOPMALUH, KOTOPYIO COACPKUT CPEACTBO HACHTHPUKAMH

3. CpeactBo uACHTUGHMKALMM NPU HAHECEHUH Ha BTOPUYHYIO (MOTPEOUTENBCKYH0) YIAKOBKY
JIEKapCTBEHHOI'0 IIpernapara (B cilydae €€ OTCYTCTBHSI - Ha IEPBUYHYIO YIAKOBKY JIEKapCTBEHHOI'O
npernapara) COOTBETCTBYET CIEAYIOIUM XapaKTePUCTUKAM:!

a) JIBYXMEpHBIM INTPUXOBOW KOJ HAHOCUTCS TOYEYHBIMM CHMBOJIAMH B COOTBETCTBHM C
TpeOOBaHUAMHU HaMOHAILHOTO cTaHmapTa Poccuiickoir ®enepamuun (I'OCT P MCO/MBK 16022-2008
"ABTOoMaTnueckas wuaeHtuukanus. KommpoBanme mrpuxoBoe. Crenudukanus cuMBoiukH Data
Matrix"), KOTOpbIl yTBepKIeH nprkazom PenepaabHOro areHTCTBa M0 TEXHUYECKOMY PEryJIMpPOBAHUIO U
METPOJIOTHH;

0) IOBYXMEpHBIH INTPUXOBOM KOJ HAHOCUTCA C YpOBHEM Kiacca kadectBa C wmiM BblIe B
COOTBETCTBUH C TPeOOBAHMSAMHU HalMOHATIBHOTO cTangapTa Poccuiickoit denepanmu (I'OCT P MCO/MBK
15415-2012 "WHpOpMAIIMOHHBIC TEXHOJOTHH. TEXHOJOTHH aBTOMATHYECKOW HACHTHU(UKAIIMU U cOopa
naHHbiX. Crenugukanys HCIBITaHUH CHMBOJIOB IITPUXOBOTO KOJA JJISl OIEHKM KadecTBa IICYATH.
JIBymepHble cUMBOJIBI"), KOTOPbIN yTBepkIeH mnpukazoM denepalbHOr0 areHTCTBa MO0 TEXHUYECKOMY
PEerylIMpOBaHUIO U METPOJIOTUU;

B) JIBYXMEpHBIH HITPUXOBOM KOJ HAHOCHTCSA NEuYaThi0 C HCIOJIb30BAHWEM METOJla KOPPEKLIHHU
omn6ok ECC-200 B cooTBETCTBHM ¢ TpeOOBaHUSMHU HallMOHAIBHOIO cTaHnapra Poccuiickoit denepanyu
(I'OCT P HMCO/MBK 16022-2008 "Aromartuueckass uaeHTHuduKanus. KoaumpoBaHue MITPUXOBOE.
Crneuunduxanust cuMmBonuku Data Matrix"), koTopslil yTBepxkaeH npukazoM denepalbHOTO areHTCTBa M0
TEXHUUYECKOMY PETYJINPOBAHUIO U METPOJIOTUH;

I) IPpU HAaHECEHWHU CPEeJICTBA MACHTHU(UKAIMK JIEKapCTBEHHOro mpenapaTta ucnoib3dyercs ASCII
KOJIMPOBaHUE Ha OCHOBE HalMOHaibHOro crtaHgapra Poccuiickoit ®enepaunu (I'OCT P MCO/MBK
16022-2008 "ABromarnueckas uneHtudukanus. Koguposanue mrpuxosoe. Crenudukanus CUMBOJIUKN
Data Matrix"), koTopblii yTBepxkaeH npukazom @enepanbHOr0 areHTCTBa IO TEXHUYECKOMY
pEerylIupoBaHHIO U METPOJIOTHH.

Wndopmarys 06 M3MEHEHHSAX:

Ilynkm 4 usmenen ¢ 17 cenmsopsa 2019 o. - Ilocmanosnenue I[Ipasumenvcmea Poccuu om 30 aseycma
20192 N 1118

CMm. npedvloyuyro pedaKyuio
4. CeneHusi, cofiepKalIuecs B CPEJACTBE MIACHTU(DHUKAIINNA, HAHOCSATCS MPOU3BOIUTEIIEM B BUJIE
JBYXMEPHOTO MITPUXOBOTO KOJa METOJaMHU TedYaTH Ha BTOPUYHYIO (MOTPEOUTENHCKYIO) YHAKOBKY
JIEKapCTBEHHOTO TpernapaTta (B Ciiydae €€ OTCYTCTBHsI - Ha TEPBHUYHYIO YIAKOBKY JIEKAPCTBEHHOTO
mpernapaTta) WIM Te4aTd Ha MaTepHalbHBI HOCHTENbh (ITUKETKY), HE MONMYCKAIOIMIMMU OTEICHHUS
MaTepUAIBbHOTO HOCHUTENSI, COJEPXAIIEr0 CpPe/ACcTBa HACHTHU(UKAIIMK, OT YIAKOBKH JIEKAPCTBEHHOTO
npemnapara 0e3 MOBPEkKACHHIA.

Wudopmanust 06 U3MEHEHUIX:

Ilynkm 5 usmenen ¢ 17 cenmsaopsa 2019 e. - [locmanosnenue [Ipasumenvcmea Poccuu om 30 aseycma
20192 N 1118

Cm. npeodvloyuyio peoakyuro
5. adopmarus, conepkaiascs B CpelICTBE HACHTU(DUKALUHT, UMEET CIEAYIOUIYIO CTPYKTYPY:
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npu3Hak cuMBosikn Data Matrix - cumBod, nMeromuii koa 232 B Tabnwuie cumBosioB ASCII;

nepBas Tpynmna JaHHBIX - [JIOOAJbHBIM WACHTU(PUKAIIMOHHBI HOMEpP TOProBOW €IMHUIIBI,
cocrosauyii u3 14 mudpoBbIX CUMBOJIOB, KOTOPOMY IpeaIIecTByeT uaeHTudukarop npumerenus (01);

BTOpas TPpyIa JaHHBIX - UHAUBUAYAIbHbIN CEpUIHBIN HOMEP TOPTOBOM €AMHMUIIBI, COCTOSIINNA U3
13 cumBOiOB 1M(pPOBOM HIM OYKBEHHO-IU(POBOW IMOCIEAOBATEIBLHOCTH (JATUHCKOTO angaBuTa),
KOTOpPOMY Mpe/IIecTBYET UAeHTU(UKATOp pruMeHeHus (21). 3aBepiaronM CUMBOJIOM ISl 3TOM TPYIIIbI
JAHHBIX SIBISICTCS CIICIUAIBHBIN CUMBOJI-Pa3/IeIUTENh, UMEIOMUi Ko 29 B Tabmune cumboioB ASCII;

TPEeThsl TpyIIa HaHHBIX - HJACHTUGUKATOp (MHAMBUAYAJIbHBIM MOPSAKOBBIA HOMEp) KiIOo4a
MPOBEPKH, MPEOCTABISIEMBI YMUTEHTAM CPEJICTB UACHTH(PUKAIIUU OMEPaTOPOM CHCTEMBI MOHHUTOPHHTA B
COCTaBe KOJ/ia IPOBEPKU B COOTBETCTBUU C HacTosmuM [lonoxenuem, cocrosmuii uz 4 cumBoiioB (uudp,
CTPOYHBIX M TMPOMHUCHBIX OYKB JIATUHCKOTO andaBuTa), KOTOPOMY MPEANISCTBYET HUACHTH(PHUKATOP
npumeHenus (91). 3aBepmiaromM CHUMBOJIOM [UJIi 3TOW TPYIIbl JAHHBIX SBISICTCS CIEIHAIbHBIN
CHUMBOJI-pa3IeNIUTeNb, UMEIoni Ko 29 B Tabnuie cumBosioB ASCII;

yeTBepTas Ipylrna JAaHHBIX - 3HAYCHHE KOJa MPOBEPKH, MPEJOCTaBISIEMOE 3MUTEHTaM CPENICTB
UACHTH(HUKAIIMK OTEPAaTOPOM CHUCTEMBl MOHHUTOPHWHTA B COCTaBE KOJia TPOBEPKH B COOTBETCTBHH C
HactosaumM [lonoxennem, KOTOpOMY MpeAlIecTBYeT uaeHTudukatop npumenenus (92), u cocrosiiee us3
44 cumBONOB (P, CTPOUYHBIX W MPOIMUCHBIX OYKB JATHHCKOrO ai(paBHTa, a TaKKe CICIHATbHBIX
CHMBOJIOB).

A63anet 7-10 yrparunu cuny ¢ 17 centsopst 2019 r. - [Tocranosnenne IlpaBurenscTBa Poccuu ot
30 aBrycra 2019 . N 1118

Undopmarist 06 n3MEHEHUX:

CMm. npedvloywyro pedaKyuio
I'pynnel JaHHBIX TOJKHBI PACIIOIAraThCs MOCIEA0BATENIBHO - OT IIEPBOM K YETBEPTOM.
WuauBuyabHBIA CepUHBIE HOMEp TOPrOBOW €IMHUIBI T€HEPUPYETCS C y4eToM oOecredyeHus
€ro YHHKaJIbHOCTH Ul KaXJOTro IJI0O0ATbHOTO WACHTU(PUKAIMOHHOTO HOMEpa TOProBOW €IUHUIBI B
TEUYEHHUE BCEro cpoka (pyHKIMOHUPOBAHHS CUCTEMbl MOHUTOPHUHTA.
I'moOGanbHBId MIEHTU(UKALMOHHBIH HOMEP TOPrOBOM €IMHUIBI U WHIUBUAYAIbHBIA CEpUHHBIN
HOMEp TOPTOBOW €AMHUIIBI 1yOIMPYIOTCS B BUJI€ YHTAEMOT'O I1€YaTHOTO TEKCTA.

Wndopmarys 06 M3MEHEHHSAX:

Haumenosarnue usmeneno ¢ 17 cenmsaops 2019 e. - I[locmanosnenue Ilpasumenvcmsea Poccuu om 30
aseycma 2019 2. N 1118

CMm. npedvloywyro pedaKyuio

II1. ITopsaxoK mory4yeHus1 KOAOB MAPKMPOBKH, (POPMHUPOBAHUSA IPYIIIIOBOI0 KOAA U MX PerMCTPALUM
B CUCTEME MOHUTOPHUHTA

Wndopmarys 06 M3MEHEHHSAX:

Ilynkm 6 usmenen c 17 cenmsaopa 2019 2. - Ilocmanosnenue Ilpasumenscmea Poccuu om 30 ageycma
20192. N1118

CMm. npedvloyuyro pedaKyuio
6. [Tonmy4yeHne SMUTEHTaMH CPEJICTB UACHTU(PHUKAIIMU OT ONepaTopa CUCTEMbl MOHUTOPHHTA KOJIOB
MapKUPOBKH OCYILIECTBIISIETCS C UCIOIb30BAaHUEM YCTPONCTB PErUCTPAIUU SMUCCHU.
Wndopmarys 06 M3MEHEHHSAX:
Ilynkm 7 usmenen ¢ 17 cenmsaopa 2019 2. - Ilocmanosnenue Ilpasumenscmea Poccuu om 30 ageycma
20192 N1118

CMm. npedvloywyro pedaKyuio
7. DOMHTEHT CpeICTB WACHTU(DUKAINH, 3apErHCTPUPOBAHHBIA B CHCTEME MOHUTOPHHTA,
MPEJICTaBISIET OMEPaTopy CHUCTEMbl MOHHTOPHHTA 3asBKy Ha IOJYYCHHE KOJIOB MAapKHUPOBKH. 3asiBKa
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HAIpaBJIETCS  IMOCPEJCTBOM  MCIIOJNB30BAaHUS  yCTPOWCTB  perucrpauuu smuccuu. llpm  sTom
B3aUMO/ICIICTBHE YCTPOWCTB PErUCTPallMi SMUCCUU ¢ MH(POPMALIMOHHBIMU CHCTEMaMH 3MUTEHTA CPE/CTB
UICHTU(QHUKAIMKA OCYLIECTBISETCS C MCIOJIb30BaHUEM (OPMATOB JAHHBIX, Pa3MEIIAEMBIX OINEPaTOpPOM
CHUCTEMBbl ~MOHUTOpPMHra Ha OQUIMAIBLHOM caiiTe omeparopa CHCTEMbl MOHMTOpUHIA B
UH(POPMALIMOHHO-TEIEKOMMYHUKAIIMOHHON ceTr "MHTepHet". 3asBKa Ha MOJIydeHUE KOJIOB MAPKUPOBKU
COJIEPIKUT:

a) CepHiiHBIM TJI00ANbHBIM HMIECHTU()UKALMOHHBI HOMEpP TOProBOM €IWHUII B CiIydae
(GopMHpOBaHUS HMHIMBUAYAJIBHOIO CEPUHHOIO HOMEpa TOProBOM €IUHMIBI 3MUTEHTOM CPEICTB
uacHTU(DUKAINH;

0) riio0anbHbIN UACHTU(UKAMOHHBIA HOMEP TOPrOBOI €IMHULIBI U KOJUYECTBO WHAUBHTyalbHbIX
CepUITHBIX HOMEPOB TOPrOBOM €IUHMIIBI B CiIydae ()OPMHUPOBAHUS HHIUBUAYAJIHHOT'O CEPUITHOTO HOMepa
TOPrOBOM €IMHHULIBI OIIEPATOPOM CHCTEMbI MOHUTOPHUHTIA.

TAPAHT:

Pacnopsixkenuem  IlpaButenbctBa P® or 18 gexabps 2018 1. N 2828-p opranuzaimuei,
YIOJIHOMOYEHHOM Ha OCYIIeCTBIeHWe (YHKIMI orepaTopa CHUCTEMbl MOHHTOPHHTA JIBHXKCHHS
JIEKaPCTBEHHBIX MPEMapaToB Ji MEAUIIMHCKOTO NpuMeHeHus, onpeaeaeHo OO0 "Onepatop-LIPIIT"

Undopmaris 06 n3MEHEHUAX:

Ilynkm 8 usmenen ¢ 17 cenmsaopa 2019 e. - Ilocmanosnenue IIpasumenscmea Poccuu om 30 ageycma
20192.N1118

CMm. npedvloywyro pedaKyuio
8. Kox mapkupoBku opMupyercs onepaTopoM CUCTEMbl MOHUTOPHHTA ITyTEM IMPUCBOCHUS KOJIOB
MPOBEPKHU I KAKIOTO CEPUMHOTO TII00aThHOrO HIACHTH(PHKAITMOHHOTO HOMEpAa TOPTOBOW SIMHUIIBI U
BKJTIOYAETCS B PEECTP CPEICTB HICHTU(DUKALIUYU OTlepaTopa CUCTEMbl MOHUTOPHUHTA.
Omneparop cHCTeMbl MOHHTOPHWHTA HE TIO3/JIHEE 2 YacoB C MOMEHTA IMOJIyUeHHUs 3asSBKH Ha
MONlyYeHUE  KOJOB  MApKUPOBKM  HAMpaBIseT OSMUTEHTY CpPEACTB  MJECHTU(DUKALUU  CIIHCOK
c(OpPMHUPOBAHHBIX KOJIOB MAPKHPOBKH.

Wndopmarys 06 H3MEHEHHSAX:

THonoocenue oononneno nywkmom 8.1 ¢ 17 cenmsobps 2019 . - Ilocmanosnenue Ilpasumenvcmea
Poccuu om 30 agzycma 2019 2. N 1118

8.1. DMmuTeHTaM CpeACTB HACHTH(PUKAIMK OTKA3bIBACTCS B BbIaU€ KOJOB MApPKHUPOBKHU IO
CJEYIOIINUM NMPUYNHAM:

a) OTCYTCTBHE B 3asiBKE Ha MOJIYyYEHUE KOJIOB MAPKUPOBKHU CBEJICHUM, MPEIYCMOTPEHHBIX TTYHKTOM
7 macrosiero [lomoxenus;

0) OTCyTCTBHE CBEJEHHIl O perucTpalyy SMUTEHTa CpPEICTB HAECHTU(UKALUA B CHCTEME
MOHUTOPUHTA;

B) OTCYTCTBHE Yy OIEpaTopa CUCTEMbl MOHMTOPHUHTA CBEIEHUN OO0 YCTpPOWCTBE pETUCTpaluu
SMHUCCHH, C UCTIOJIb30BAHWEM KOTOPOTO HAMpPAaBIICHA 3asiBKa Ha MOJyYE€HUE KOJIOB MAPKUPOBKH;

I) Halu4he paHee 3aperucCTPUPOBAHHBIX B CHUCTEME MOHUTOPUHIA CBEIEHUH O CEepUuiHOM
rI100aNTbHOM HWACHTU(PHUKAIIMOHHOM HOMEpE TOPTrOBOW €IWHUIIBI, TPEJCTABICHHOM B COOTBETCTBHH C
noanyHkrom "a" mynkra 7 Hactosimiero [lomoxeHus;

1) OTCYTCTBHE B CHUCTE€ME MOHHMTOPHHTA CBEJIEHUI O TI00aJbHOM HUICHTH(PUKAIMOHHOM HOMEpE
TOProBOM €IMHUIIBL, TMPEACTaBIEHHOM B COOTBETCTBUU C MOANYHKTOM "O" myHKTa 7 HacCTOSILEro
[Tomoxenwus.

Wudopmanust 06 U3MEHEHUIX:
Ilynkm 9 usmenen ¢ 17 cenmsaopsa 2019 e. - [locmanosnenue [Ipasumenvcmea Poccuu om 30 aseycma
20192.N1118

Cm. npeovloyuyio peoakyuro
9. Omeparop cHUCTEMBl MOHMTOPUHIA O0€CIEYMBAaET IOJy4YEeHHE HMHUTEHTAMU CPEJICTB
UJICHTUPHUKAIMKA KOJIOB MAapKHPOBKH IMOCPEICTBOM OCHAIIECHHUS SMHTEHTOB CPEACTB HIECHTU(PUKALUU
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YCTPOMCTBAMH PETUCTPALIU SIMUCCHUHU.

OcHallieHre SMUTEHTOB CPEACTB UACHTU(DUKAIIMKM YCTPOHCTBAMU PETUCTPALIMUA SMUCCUH, BKIIIOYAs
o0OecrieyeHUe YAAJIEHHOIrO JOCTyla K YCTPONCTBY pErucTpaldd SMHUCCHM, pPa3MEIIEHHOMY B
UH(GpaACTpyKType oOmeparopa CUCTEMbl MOHHMTOPHHIA, OCYIIECTBISIETCS OMNEPaTOPOM  CHCTEMBI
MOHHTOPHHTA Ha 0€3BO3ME3HON OCHOBE. B IesX TaKoro OCHAIICHHSI YMUTEHT CPEACTB UACHTU(DUKAIIH
3aKJIK0YAET C ONEpPaToOpoOM CHUCTEMbl MOHUTOPHUHIA JIOTOBOPBI, COZAEP)KAIIME B TOM YHUCIE YCIOBUA
MPEAOCTABICHUS YCTPOMCTBA PEruUCTPallM HSMHUCCUU M €ro PEeriiaMeHTHOro OOCTy)KUBaHUS Ha
0e3B03ME3/IHOI OCHOBE WJIM YCIIOBHSI OKa3aHUS YCIYTH MO MPEIOCTAaBICHUIO YCTPOMCTBA PErucTpaluu
OMUCCHH, Pa3MEIIEHHOTO B HH(PPACTPYKTYpE ONEpaTopa CHCTEMbl MOHUTOPHHTA, ITYyTEM MPEIOCTABICHUS
yIaJeHHOro JOCTyNa K HeMy Ha 0e3Bo3Me3HON ocHoBe. Pemienue o BbIOOpe crocoba OCHaIIeHHs
NPUHUMACTCS OMHUTCHTOM CpeACTB wuaeHTU(uKanuu. TumoBas (opma yKa3aHHBIX JOTOBOPOB
yTBep KaaeTcsi MUHHCTEPCTBOM MPOMBIIIUIEHHOCTH U TOProBiik Poccuiickoit deaepanuu.

OcHalieHre SMUTEHTOB CPEICTB MIACHTH(UKAIIUN, HE MPU3HABACMBIX HAIOTOBBEIMH PE3UACHTAMU
Poccuiickoit @enepaniu 1 HE MMEIOLIMX MPEICTABUTENLCTB Ha Tepputopun Poccuiickoit deneparuu,
YCTPOMCTBAMM PETUCTPALMM SMHCCUHM, a TaKXKE 3aKIOYEHUE JOrOBOPOB C OINEPATOPOM CHUCTEMBI
MOHHMTOPHHTA, IPEIYCMOTPEHHBIX a03alieM BTOPLIM HACTOSMIETO MYHKTAa, MOTYT OCYILIECTBISTHCS 4Yepes3
YIOJTHOMOYEHHOTO MPECTaBUTENS.

Wudopmarus 06 H3MEHEHHSX:

Ilonoocenue oononneno nywkmom 9.1 ¢ 17 cenmsabps 2019 e. - Ilocmanosnenue Ilpasumenvcmea
Poccuu om 30 aseycma 2019 2. N 1118

9.1. DMHTEHT CpenCTB WACHTUHUKAIMH MTOCITIE TOJTYYCHUSI KOJAa MapKUPOBKHU MpeodpasyeT ero B
CPEACTBO WAECHTHU(HKAIMU, 00ECIeYnBaeT €ro HaHECEHUEe Ha BTOPUYHYIO (IOTPEOUTEIbCKYIO) YIIaKOBKY
JIEKapCTBEHHOTI'O Mpenapara (Mpu €e OTCYTCTBUU - Ha IIEPBUYHYIO YIAKOBKY JIEKAPCTBEHHOI'O Iperapara)
WINA Ha MaTepUalIbHbIA HOCUTENb (3TUKETKY) U B TeueHue 180 kalleHAapHbIX AHEH, HO HE MO3/IHee JaThl
BBOZa B 00OPOT JIEKAPCTBEHHOI'O IpernapaTa, Ha YMaKOBKY (3TUKETKY) KOTOPOIO HAHECEHO CPEJCTBO
UJCHTUPHUKAIMY, NPeoOpa30BaHHOE U3 COOTBETCTBYIOLIETO KOAAa MAapKUPOBKH, WJIM HE TO3JHEE JaThl
JIOCTAaBKM JIEKapCTBEHHOI'O IpernapaTa B MecTo NMpuObITUs Ha Tepputopuu Poccuiickoit denepanuu npu
IIPOM3BOJICTBE JIEKAPCTBEHHOI'O INpenapara BHe Tepputopun Poccuiickoin denepannn (3a UCKIOYEHUEM
JIEKapCTBEHHBIX MPENapaToB, BBOZUMBIX U3 TOCYIapCTB - 4I€HOB EBpa3uilckoro 3KOHOMUYECKOIro COI03a),
WIA 10 JaThl BBO3a Ha Tepputoputo Poccuiickoit ®enepaunu Ha ¢dapManeBTHUECKUN CKiag NpU
IIPOMU3BOJICTBE JIEKAPCTBEHHBIX IpernapaToB BHE Teppuropuu Poccuiickonl denepany B OTHOLIECHUH
JIEKapCTBEHHBIX IIPENapaToB, BBO3UMBIX U3 I'OCYAAPCTB - WIEHOB EBpazuiickOoro 3KOHOMHUYECKOTO COH03a,
nepesaeT B CUCTEMY MOHMTOPHUHIA CBEACHUSI O HAHECEHWU CPEICTBAa MIACHTH(PHUKAIMU B COOTBETCTBHUH C
ab3ariem nepBeIM MyHKTa 35 win nmyHkToM 36 HacTosmero [lomoxenus.

B cnyuae ecniu B cooTBeTcTBUM ¢ noctaHoBiennem [IpaBurenscrBa Poccuiickoit @enepannu ot 8
mast 2019 1. N 577 "O6 yTBepxkIeHUM pa3Mepa IUIaThl 32 OKa3aHHWE YCIYT IO MPeIOCTABICHUIO KOJ0B
MapKUPOBKH, HEOOXOIUMBIX JUIsl (POPMHUPOBAHUS CPEACTB UACHTU(DUKAIIMKN U 0OECieueHUsI MOHUTOPUHTa
JIBIDKEHUST TOBApOB, MOJJICKAIIMX 00s3aTeIbHON MapKHUpPOBKE CPEICTBAMM WACHTH(HKAIINU, a TAKXKE O
MOpsAKE €€ B3UMaHHUA" ycCiIyra Mo TNpeAOoCTaBICHHMIO KOJAAa MAapKUPOBKU MOAJIEKHUT OIIaTe, SMUTEHT
CpeACTB MICHTU(UKAUUU TPOU3BOJUT OIUIATYy TAKOM YCIYyTHM OINeparopy CHUCTEMbl MOHUTOPHHTA B
teueHre 180 KalleHIApHBIX AHEW C JaThl MOJYYEHHUs KOJa MapKHPOBKH, HO HE IMO3JIHEE IaThl BBOJAA B
000pOT JIEKapCTBEHHOT'O Ipernapara, Ha YHakoBKY (3THKETKY) KOTOPOrO HAaHECEHO CpPEeICTBO
uAeHTU(UKAIKY, TPeoOpa3oBaHHOE W3 COOTBETCTBYIOIIETO KOJAAa MapKUPOBKH, WM HE TMO3JHEE JaThl
JIOCTaBKH JIEKApCTBEHHOr'0 MpemnapaTa B MECTO NMpUOBITHS Ha Tepputopuu Poccuiickoit ®@enepauuu mnpu
MIPOU3BOICTBE JIEKAPCTBEHHOTO TpemnapaTra BHe Tepputopuu Poccuiickoit Deaepanun (3a UCKIIOUYESHUEM
JIEKapCTBEHHBIX MPENapaToB, BBO3UMBIX U3 FOCYIApCTB - WieHOB EBpa3uiickoro s3KOHOMHUYECKOTO CO103a),
WIM 710 JaThl BBo3a Ha Tepputopuio Poccuiickoit ®enepauuu Ha ¢GapMaleBTHUECKUH CKIal IMpU
IIPOU3BOJICTBE JIEKAPCTBEHHBIX IpenapaTtoB BHe Tepputopuu Poccuiickoii denepanny B OTHOLIEHUH
JICKapCTBEHHBIX IIPENApPaTOB, BBO3UMBIX M3 I'OCYAAPCTB - WICHOB EBPa3HiiCKOr0 ’KOHOMHUYECKOTO COHO3a.
IIpu »TOM oOmepaTop CHUCTEMBI MOHMTOPMHIA PETUCTPUPYET (BHOCUT) B CHUCTEMY MOHHUTOPHHIA
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UH(POPMALIMIO O HAHECEHUH CPE/ICTBA WICHTU(DUKAIINH, YKa3aHHYIO SMUTEHTOM CPEJICTB MICHTU(DUKALIUT
B CBEJCHHUAX O HAHECEHUM CpEeACTBA HICHTU(UKALMK, I10CIe IOJyYeHHMs OIUIaThl YCIYIH IO
IPEOCTABICHUIO KOJIa MAPKUPOBKH, IPEOOPA30BAHHOTO B COOTBETCTBYIOIIEE CPEACTBO UIACHTU(DUKAIUH.

VYceiyra no HmpenocTaBICHHIO KOJa MAPKUPOBKU IPU3HAETCS OKa3aHHOM OINEPaTOPOM CUCTEMBI
MOHMTOPUHIAa B MOMEHT pPETUCTpaluu (BHECEHHUS) ONEpPaTOPOM CHCTEMbl MOHUTOPUHIA B CUCTEME
MOHUTOpPHHra HH(OpMaIuK, colepxaleiics B CBEJCHMSIX O HAHECEHMM CPEJCTBA WICHTU(UKALUH,
peoOpa30BaHHOTO U3 COOTBETCTBYIOLIETO KOAA MAPKHPOBKH.

Wndopmarus 06 H3MEHEHHSX:

Ilonoocenue oononneno nywkmom 9.2 ¢ 17 cemmsabps 2019 e. - Ilocmanosnenue Ilpasumenvcmea
Poccuu om 30 aseycma 2019 2. N 1118

9.2. Koapl MapKupOBKH aHHYJIUPYIOTCA B CIEAYIOLIUX CIydasix:

a) KOJIbl MapKUPOBKH, MMOJTYYCHHbIE IMUTEHTOM CPEJCTB UIACHTHU(PHUKAIIUN B paMKaxX OJHOU 3asBKH,
COJIepIKalIie CePUIHBIC TI100ATbHBIC HICHTU(PUKAIMOHHBIE HOMEPAa TOPTOBOM SIMHUIILI, HE BKJIFOYCHEI B
CBEICHHMSI O HAHECEHHHM CPEICTB HICHTU(UKALNU, MPeoOpa3OBaHHBIX U3 COOTBETCTBYIOIIUX KOJOB
MapKHUPOBKH;

0) HapylIeH yCTaHOBJIEHHbINM ab3amem mepBbiM TyHkTa 9.1 Hacrosmero [lomoxenus cpok
nepeaur CBEJICHUM B CHCTEMY MOHUTOPUHTA;

B) HapyIlIEH YCTaHOBIEHHBINA ab3ariem BTOpbIM nyHKTa 9.1 HacTosmero [lonoxeHuss cpok OIIaThl
YCIIYT 1O MPEAOCTaBICHUIO KOJIa MAPKUPOBKH.

Wuopmarus 06 H3MEHEHHSIX:

Ilonoocenue oononnerno nywkmom 9.3 ¢ 17 cenmsabps 2019 e. - Ilocmanosnenue Ilpasumenvcmea
Poccuu om 30 aseycma 2019 2. N 1118

9.3. B perucrpanuu B CHCTeME MOHHTOPHHTA CBEIICHUH O HAHCCCHHU CPEICTB HJICHTU(MUKALUU
OTKa3bIBAeTCS M0 CACAYIOIIUM IPUIUHAM:

a) OTCYTCTBHUE CEpPUNHBIX TJI00aTbHBIX HJIEHTU(DHUKAIMOHHBIX HOMEPOB TOPTrOBOW E€IWHUIIBI,
YKa3aHHBIX B CBEJCHHUSIX O HAHECEHWHU CPEJICTB HJICHTU(UKALIUU, B PEECTpe CPEACTB UACHTU(DUKALUU
orepaTopa CUCTEMbl MOHUTOPHUHTIA;

0) TpencTaBIeHHE ODMHUTEHTOM CPEICTB HACHTU(DUKAIMK CBEICHHH O HAHECEHHH CpPENICTB
UACHTU(UKAIIMK 110 HCTEUYEHUM CpPOKa, YCTAHOBJIEHHOrO ab3alem MepBbIM NyHKTa 9.1 HacTodIero
Ilonoxenus;

B) OTCYTCTBHE Y OI€paTopa MOHUTOPUHIA CBEACHUH OO YCTPOICTBE PErucTpalvuyd 3MHCCHH, C
HCIIOJIb30BAaHUEM KOTOPOTO MepeJaHbl CBEICHUS B CUCTEMY MOHUTOPHUHTA;

I) OTCYTCTBHE IOJITBEP)KJIEHHUS OIUIaThl KOJIOB MapKHUPOBKH, IMPEOOpa3OBaHHBIX B CpPEICTBA
uACHTU(UKAIIMK, O HAHECEHUU KOTOPBIX OSMUTEHT CPEACTB HUIACHTH(PHUKAIMU TepefaaeT B CHUCTEMY
MOHMTOPHMHTA CBEJCHUS O HAHECEHMM CPEACTBA MJIEHTU(UKALMU, TIPETyCMOTPEHHBIE ab3alieM IepBbIM
nyHkTa 35 unu nyHktom 36 Hactosmero lonoxeHust.

Wudopmanust 06 U3MEHEHUSX:

Ilynxkm 10 uzmenen ¢ 17 cenmsaops 2019 . - I[locmanosnenue Ilpasumenvcmea Poccuu om 30 aseycma
20192 N1118

CMm. npedvioyuyro pedakyuio

10. I'pynmoBoii kon ¢GopMUpyeTcss Ha OCHOBaHUM MexrocyaapcTBeHHoro crangapra (['OCT
ISO/IEC 15417-2013 "NudopmanimoHHbIe TEXHOIOTUH. TEXHOIOTUN aBTOMATHYECKOW UIACHTH(UKAIIUN H
coopa nanubix. Cnenuduxanus cuMBoiMKHM IuTpuxoBoro koma Code 128"), koTopblil yTBep:kIeH
npukazom @eneparbHOr0 areHTCTBa MO TEXHUYECKOMY PETyJIHPOBAHHMIO M METPOJIOTHUH, U COAEPKHUT
CIIEYIOIYIO CTPYKTYPY JaHHBIX:

uaeHtuduxarop npumenerus (00);

CHUMBOJI PACIIUPEHUS IPYIIIOBOIO KOAA;

PETUCTPALIMOHHBIA HOMEp CyOBbeKTa OOpalleHusi JEKapCTBEHHBIX CPEICTB, MOJIYYCHHBIH B
UH(POPMALIMOHHOM pecypce, 00eCleYnBaoNeM YUeT U XPaHEHUE JOCTOBEPHBIX JAaHHBIX O TOBapax IO
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COOTBETCTBYIOLIEH TOBAPHOW HOMEHKIIATYPE;

CEpUUHBIM HOMEP IPYNIOBOM YIIAKOBKH;

KOHTpPOJIbHASI CyMMa (YUCI0, BBIUUCISIEMOE 0 CHEIUATBHOMY aJTOPUTMY U3 MPEIIISCTBYIOIINX
nudp U ciayxaiiiee s TapaHTHH LEeTOCTHOCTH JaHHBIX ).

Ceznenusi, BKIIOYEHHBIE B TPYIIIOBOM KOJ, MOTYT QyOJIMpPOBATHCS B BUAEC YMUTAEMOTO MEYATHOTO
TEKCTa.

['pynnoBoil koa TeHEepUpPYETCS W HAHOCUTCS Ha TPETUUYHYIO (TPAHCIOPTHYIO) YIAKOBKY
JIEKapCTBEHHOIO MpernapaTa SMUTEHTaMU TPYIIOBBIX KOJOB METOJIAMHU [1€YaTH WU STUKETUPOBAHMUS.

IV. l'[paBn.J]a Co3/1aHusl, BBOAa B IKCIUIyaTallul0, IKCIIyaTallUM U BBIBOJAA U3 JKCILJIYyaTalluu
CUCTEMbI MOHUTOPHUHTI A

11. Co3nmanue, pa3BUTHE, BBOJ B JKCIUIyaTallMi0, SKCIUIyaTalldsi W BBIBOJ U3 JKCIUTyaTallud
CUCTEMbl MOHHMTOPHHIA OCYIIECTBISIOTCS ONEPATOPOM CHCTEMbl MOHHMTOPHMHTA IO COTJIACOBAHUIO C
MunuctepcTBoM 31paBooxpaHeHust Poccuiickoit @enepanuu u denepanbHOl ciaykO00i MO HAI30py B
cdepe 3IpaBOOXpaHEHUS B COOTBETCTBHM C TPeOOBaHMSIMM K TMOPSAKY CO3/IaHHUsA, Pa3BUTHS, BBOJa B
AKCIUTyaTalMIo0, SKCILTyaTalluy U BbIBOJIA U3 3KCIUTyaTallul TOCYJapCTBEHHbBIX MH(OPMALIMOHHBIX CUCTEM
U Ja’mbHEHIIero XpaHEHUs cojepkamieiics B uXx 0a3ax JaHHBIX WHGOPMALUU, YTBEPKIECHHBIMU
nocranosienueM [IpaButenbctBa Poccuiickoit ®enepaunu ot 6 utonst 2015 r. N 676 "O tpeboBaHusix K
NOPSAIKY CO3JaHMs, Pa3BUTHA, BBOJAA B JKCIUTyaTallMIO, SKCILTyaTalldd M BBIBOJA U3 AKCIUTyaTalllH
rOCYJapCTBEHHBIX HMH(OPMAIIMOHHBIX CHCTEM M JAJIbHEHIEro XpaHeHHs coJepiKaleicss B ux 0azax
naHHbIX nHGopMmanmu", u HacTosuM [lonoxxeHuem.

12. Co3nanue, pa3BUTHE U SKCILTyaTalUsl CHCTEMbl MOHUTOPUHIA OCYIIECTBIIIOTCSI HA OCHOBE:!

a) obecrieyeHusi MOJHOTHI, JOCTOBEPHOCTH, COXPAHHOCTU MpPUHUMAeMON M MepegaBaeMoil c
MCIIOJIb30BaHUEM CHCTEMbl MOHUTOPUHTIAa HH(OPMALIMH, a TAK)KE CBOEBPEMEHHOCTH €€ TPEJOCTaBICHUS;

0) 6e3B0O3ME3/IHOCTH MPEAOCTABICHHS IPOU3BOJUTENSAM JIEKAPCTBEHHBIX CPEJCTB COJIEprKalleiCs B
CUCTEME MOHUTOpPUHIa MH(GOPMAILMU O CEPUSIX U MapTUSAX JEKAPCTBEHHBIX MpEnaparoB, MPOU3BOJUMBIX
MU U HaXOJAIIMXCS B FpakJaHckoM obopote B Poccuiickoit denepannu;

B) €/IMHCTBA OPraHU3aI[MIOHHO-METOAMYECKOTO 00ECIEUeHUsI CUCTEMbl MOHUTOPHUHT A,

r) obecrieyeHus! MCIOIb30BaHUS €AMHBIX PEECTPOB, KJIACCU(PHUKATOPOB U CIIPABOYHUKOB CHUCTEMBI
MOHMTOPMHTa, B TOM YHCJIE€ O0S3aTeNbHBIX IS MPUMEHEHHS B HWHPOPMAIMOHHBIX CHCTEMax
IOPUJIMYECKUX JIML U MHIUBUAYAJIbHBIX NpEANpUHUMATENed, yKka3aHHbIX B uacTsax 7 U 10 crateum 67
®enepanbHoro 3akoHa "OO0 oOpaleHu JeKapCTBEHHBIX CPECTB";

1) o0ecrieyeHHst perIaMeHTUPOBAHHOTO JJOCTYIA K CHCTEME MOHUTOPHUHT;

e) O6ecriepe0oitHOCTH PabOTHI CUCTEMbI MOHUTOPHHTA.

13. CucreMma MOHMTOpPMHIa BBOJAWUTCS B DJKCIUTyaTauuio paboueil rpymmoid, Qopmupyemoit
OIepaTOpOM CHUCTEMbl MOHUTOPUHIA C Yy4YacTHEM IIpeJCTaBUTENed 3alHTEPECOBAHHBIX (eaepalbHbIX
OpraHOB UCIOJHUTEIBHOMN BIIACTH.

14. Cucrema MOHUTOPHHTA 00ECTICUNBACT:

a) MPOBEPKY JIOCTOBEPHOCTHU CPEACTB UACHTU(PHUKAIINH;

0) MpoceKNUBAEMOCTh JIBUKEHHS JI€KapCTBEHHBIX MPENapaToB OT MPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEeACTB JI0 KOHEYHOT'O TIOTPEOUTEIIS;

B) OJIOKMpOBaHHE NPUHATUA HHPOPMAIMH, MPEICTABIIEMON B COOTBETCTBHH C HACTOSIIUM
[lonoxxeHneM B cUCTEMY MOHUTOPHHTA.

15. Cucrema MOHUTOPHHTA COAEPKUT CIECYIONIYIO0 HHPOPMAITHIO:

a) CBEZICHUs 0 CyObeKTax oOpalieHus JIeKapCTBEHHBIX CPE/ICTB;

0) cBeIeHHs O JIEKAPCTBEHHBIX MperapaTax u 00 ux o0oporTe.

16. OCHOBHBIMM MCTOYHUKAMHU UH(DOPMAITUH, COAEpKAIICIHCS B CHCTEME MOHUTOPUHTA, SIBIISIFOTCS:

a) CyOBEKTHI OOpaIeHHS JICKAaPCTBEHHBIX CPE/ICTB;

01.11.2019 Cucrema 'APAHT 10/43


http://ivo.garant.ru/document/redirect/71120998/1000
http://ivo.garant.ru/document/redirect/71120998/0
http://ivo.garant.ru/document/redirect/12174909/677
http://ivo.garant.ru/document/redirect/12174909/6710

ITocranosnenue [IpaBurtensctBa PD ot 14 nexadps 2018 r. N 1556 "O6 yrBepxkaennu [1oyioxkeHUs 0 CUCTEME. ..

0) ¢enepanbHble OpraHbl UCIIOJIHUTEILHONW BJIACTH NPU OCYIIECTBICHWU MMHU CBOMX (YHKLUH C
UCTIOJIb30BAaHUEM TOCYIapPCTBEHHBIX HHPOPMAIIMOHHBIX CUCTEM.

17. Ko puumeHT OCTYIHOCTH CHCTEMBbl MOHUTOPUHTA COCTaBIseT He MeHee 99,5 mpouenTa 0e3
ydeTa 3aIIaHiPOBAHHBIX MIEPUOJIOB 00CTY)KUBAHHUS.

TexHuueckoe 0OCTYXKMBaHWE CUCTEMbl MOHHUTOPUHTA MPOBOAUTCS HE yamie 4 pas3 B TOJ, MEPUOJ
TEXHHYECKOTO OOCITy)KUBAHUS COCTaBIIsET He Oojee 24 4acos.

V. Hopsaok B3auMO/1eliCTBUSI CHCTEMbI MOHUTOPUHIA C HHBIMH IOCY/1apPCTBEHHBIMH
HH(OPMANMOHHBIMY CUCTEMAMHU U MHGOPMALMOHHBIMH CHCTEeMaMH cy0beKTOB 00palleHust
JIEKAPCTBEHHBIX CPEACTB

18. CucteMa MOHUTOPUHIa B3aUMOJACHCTBYET CO CJIECAYIOMUMU HH(GOPMAIMOHHBIMU CHCTEMaMHU:

a) eqUHBINA peecTp JULEH3UH Ha IPOU3BOICTBO JIEKAPCTBEHHBIX CPEJICTB;

0) enuHBIA peecTp JMIIEH3UI, B TOM 4YHCIE JIMIEH3UH, BBIJAHHBIX OpPraHaMu TOCYIapCTBEHHON
BlacTu cyobekToB Poccuiickoit ®enepanii B COOTBETCTBUM C TE€PEAAHHBIM IOJHOMOYHMEM TIO
JUICH3UPOBAHUIO OT/IEIbHBIX BHJIOB ACSITEILHOCTU B chepe OXpaHbl 3I0POBBS;

B) €IMHAs TOCYJapCTBEHHAs HH(POPMALIMOHHAS CHCTEMA B cepe 3ApaBOOXPAHCHHUS;

T') UHBINA TOCYIAPCTBEHHBIN PEeecTp IOPUANUECKUX JIUIL;

1) €IUHBINA TOCYIapCTBEHHBIN PEECTp NHAUBUAYAIbHBIX MPEAIPUHUMATENCH;

€) TOCYIapCTBEHHBI peecTp aKKpPEeIUTOBAHHBIX (DUIHATIOB, MPEICTABUTEILCTB HHOCTPAHHBIX
IOpUINYECKUX JINLL,

’K) aBTOMaTU3UWpOBaHHas WH(popMannoHHas cuctema denepanbHoil ciy)Obl IO HAA30py B cdepe
3/1paBOOXPAHEHNS;

3) Equnast apromaTu3upoBanHas HHGOPMAIMOHHAS CUCTEMA TaMOYKEHHBIX OpTaHoOB;

1) UHQOPMAIIMOHHBIE CUCTEMBI CYyOBEKTOB OOpaIIeHUS JIEKAPCTBEHHBIX CPECTB.

19. Csegenusi, TpeICTaBIsieMble TOCYJapCTBEHHBIMH  HWH(DOPMAIIMOHHBIMH  CHUCTEMaMH
(denepanbHBIX OPraHoOB HCIOJHUTENbHOM BJIACTU B CUCTEMY MOHHUTOPHHIA, a TaKXe CBEACHUS,
nepe1aBaeMble U3 CUCTEMbl MOHUTOPUHTA, IPUBEJIEHBI B ITprioxkeHnn N 1.

20. B pamkax MH(pOpPMAIMOHHOTO B3aMMOJEHCTBUS CHCTEMa MOHUTOPUHIA OCYLIECTBIIIET OOMEH
CBEICHHMSIMH C TOCYIapCTBEHHBIMH WH(GOPMAIMOHHBIMU CHCTEMaMHU 3aWHTEPECOBAHHBIX (eaepanbHbBIX
OpraHOB WCIOJHUTEIBPHOM BJIACTH M OPraHOB MCIOJHUTEIBHON BJIacTU CyOBeKTOB Poccuiickoii
®denepanuy, B TOM YHUCIIE IIOCPEICTBOM UHPPACTPYKTYPHI, oOecrneunBaronien
MH(OPMaLIMOHHO-TEXHOJIOTUYECKOE B3aWMOJECUCTBUE HH(POPMAIMOHHBIX CHUCTEM, HCIOJB3YEMBIX IS
MPEAOCTABIECHNUS TOCYJAPCTBEHHBIX M MYHUUMUIAIBHBIX YCIYT M MCHOJHEHUS TOCYJapCTBEHHBIX H
MYHUILIMTIAJIBHBIX (YHKIMH B 371€KTPOHHOU (hopMme.

CucreMa MOHUTOpPMHIA MOJKIIIOYAETCSA K €IMHOM CHUCTEME MEXBEAOMCTBEHHOI'O JIEKTPOHHOIO
B3aMMOJICUCTBUSL B COOTBETCTBMU C TocTaHoBieHnem IIpaBurenbctBa Poccuiickoin ®enepanuu oT 8
ceHtsa6pa 2010 r. N 697 "O enuHOl cucTeMe MEXBEIOMCTBEHHOTO 3JIEKTPOHHOIO B3aMMOJAEHCTBHS" Ha
0€3BO3ME3THON OCHOBE.

21. BzaumopeiicTBUE€ CHUCTEMBI MOHHTOPHHTa C WH(DOPMAIMOHHBIMU CHUCTEMaMH CYOBEKTOB
oOpallleHus1 JIEKapCTBEHHBIX CPEACTB OCYIIECTBIISIETCS IMOCPEICTBOM HH(POPMAIIMOHHBIX ASJIEKTPOHHBIX
CEpBUCOB C MCIOJIb30BAHUEM CTaHJAPTHBIX IPOTOKOJIOB U HHTEP(EHCOB IIEKTPOHHOTO B3aUMOJICHCTBUSI.

22. TexHWYECKHE CTaHAAPTHI M TPeOOBAaHUS K TEXHOJIOTHYECKOH COBMECTUMOCTH CHCTEMBI
MOHHUTOPHHTA C WH(GOPMAIMOHHBIMU CHUCTEMaMHM, YKa3aHHBIMH B myHkTe |18 Hacrosmero [lomoxxeHus,
YCTaHABIMBAIOTCA  ONEPATOPOM  CHUCTEMbl MOHHMTOPMHIa B  COOTBETCTBUHM C  TpeOOBaHUSIMHU
3akoHoarenscTBa Poccuiickoit @eneparuu B chepe HHGOPMAIMOHHBIX TEXHOJIOTHIA TIO COTJIACOBAHUIO C
MunuctepcTBOM 1TU(PPOBOTO Pa3BUTHS, CBSA3M M MAacCOBBIX KOMMYyHUKaruii Poccuiickoit ®Denepannn u
orepaTopoM HH()OPMAIIMOHHON CUCTEMBI, C KOTOPOI OCYIIECTBIISIETCS B3aMOICHCTBHE.

01.11.2019 Cucrema 'APAHT 11/43


http://ivo.garant.ru/document/redirect/199319/0
http://ivo.garant.ru/document/redirect/12148555/4

ITocranosnenue [IpaBurtensctBa PD ot 14 nexadps 2018 r. N 1556 "O6 yrBepxkaennu [1oyioxkeHUs 0 CUCTEME. ..

VI. Ilopsinok BHeceHusi UH(POPMALNH O JIEKAPCTBEHHBIX NpenapaTrax B CHCTEMY MOHHUTOPHUHIA
cy0beKTamMu 00palleHus JIeKAPpCTBEHHBIX CPEJICTB U €€ COCTAaB

23. Bnecenue wuH(POpPMAMM O JIEKAPCTBEHHBIX Npemaparax B CHUCTEMY MOHHTOPUHTA
IPOU3BOANTCS CYOBEKTaMHU OOpaIeHus JIeKapCTBEHHBIX CPEJCTB IOCIIE MPOXOKACHUS UMH PErUCTpanuu
B CUCT€ME MOHUTOPHHTA U MPEJAOCTABICHUS UM JIMYHOTO KaOnHeTa cyObheKTa 0OpalieHus JIeKapCTBEHHBIX
CPEICTB.

Perucrpanusi cyObEeKTOB o0OpaimieHusi JIEKAPCTBEHHBIX CpPEACTB B CHCTEME MOHHUTOPHUHTA H
IpEeIOCTaBICHHE JIMYHOTO KaOWHeTa OCYLIECTBIAIOTCS HAa OCHOBAaHWMHM JIOCTOBEPHBIX CBEJICHHH,
NPEICTAaBICHHBIX CyObEKTaMU OOpaleHus JIEKapCTBEHHBIX CPEICTB B CUCTEMY MOHUTOPHHTA B
JJIEKTPOHHOM BHJE, M JIOKYMEHTOB, INpeAcTaBisieMbix B DenepanpHyio ciayx0y mo Hamzopy B cdepe

3/IPaBOOXPAHCHUSI.
24. Jlisg OCYyIIECTBICHHS PETUCTPAIlMM B CHCTEME MOHHUTOPUHTa CYOBEKTHI OOpaIieHUs
JICKAPCTBCHHLIX CPCACTB - OpraHu3alvu, I[IPpU3HABACMBIC HAJIOIOBbBIMHU PE3UACHTAMHA Poccuiickoi

®denepaunu, THAUBUAYAIbHbBIE PEANPUHUMATENIN U MPEACTABUTEIBCTBA NHOCTPAHHBIX OpPraHu3alui Ha
teppuropun Poccuiickon denepanuu, ABISIOMMXCSA ACPKATEIAMU WIM BJIAJIEIbLIAMUA PETHCTPALIUOHHOTO
YIOCTOBEPEHUS, BHOCAT B PETUCTPALUMOHHYIO (OpPMY CHCTEMbl MOHUTOPUHTA, pPa3MEIICHHYI Ha
ouIManbHOM caiiTe omepaTopa CHUCTEeMbl MOHUTOPHHTa B HH(OPMAIMOHHO-TEICKOMMYHUKAITHOHHON
cetu "MHrepHeTr", B OSJIEKTPOHHOM BHJAE CIENYIOLIME CBEACHUSA, MOJINUCAHHBIE YCUJICHHOU
KBAJIM(ULIMPOBAHHON  AJIEKTPOHHOM  IOJANKCHI0  PYKOBOAMUTENS OpraHu3auuu (MpeCcTaBUTEIbCTBA
WHOCTpaHHOW opraHu3anuu Ha Tepputopun Poccuiickoit denepanuu) wWiIM WHAUBHIYAIBHOTO
IIpEANPUHAMATEIIA:

UACHTU(DHUKAIIMOHHBIN HOMEp HAJIOTOIIaTeIIbIINKA;

CBEICHMSI O HAIMYUU JINOO 00 OTCYTCTBUM JIMLIEH3UM HAa IMPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJICTB,
JUIEH3UU Ha (QapMaleBTUYECKYI0 JeATENbHOCTh (BKJIIOYAas OMNTOBYI0O U PO3HUYHYIO TOPTOBIIO
JIEKapCTBEHHBIMU CPEACTBAMM) U JINLIEH3UH HA MEIULIMHCKYIO JAESITETbHOCTD;

dbamunus, uMs, 0T4eCcTBO (MPU HATUYUH) U Tele(OH KOHTAKTHOTO JIUIIA;

aJpec IEKTPOHHOMU MOYTHI.

CyObeKThl OOpaleHus] JEKapCTBEHHBIX CPEJCTB - OpPraHH3alluH, MpHU3HABAaeMble HAIOTOBBIMU
pe3unentamu Poccutickoit denepanniv, HHANBUAyAIbHBIE PEANPUHUMATENN, HE UMEIOIIHNE JIMIIEH3UH Ha
MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB, JHUIEH3UU Ha (HapMaleBTHUECKYIO NESTENbHOCTh (BKIIOYAS
ONTOBYI0O M PO3HUYHYIO TOPrOBIIIO JIEKAPCTBEHHBIMH CpEICTBAMHM) UM JIMLIEH3UUM Ha MEIUIIMHCKYIO
JEATENIbHOCTh, a TAKXE IPEICTaBUTEIbCTBA MHOCTPAHHBIX OpraHU3alMid Ha TeppuUTOopuu Poccuiickon
denepanny, SABIAOIMUAXCA IEpKATEIIMH WIM BIAACIbIIAMH PETUCTPAMOHHOTO YIOCTOBEPEHUS WU HE
UMEIOIINX JIMIIEH3UH Ha TPOU3BOACTBO JIEKAPCTBEHHBIX CPEJCTB, JHUIEH3UHM Ha (PapMaleBTHYECKYIO
JeSTeNIbHOCTD (BKJIOYasi ONTOBYIO M PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMH CPEACTBAMMU) U JIMLIEH3UU Ha
MEAMLIMHCKYIO JESITENbHOCTh, HE mo3aHee 10 KalneHJapHbIX OHEW C JaThl BHECEHHUS CBEJCHUM,
IPEeyCMOTPEHHBIX a03allaMy  BTOPLIM - IISTHIM HACTOSIIEro IYHKTa, MPEACTaBISIOT TakXke B
OenepanbHylo CIyk0y 1O Haa30py B cdepe 37paBOOXpPAHEHUS 3afBICHHE O PETUCTPAlMM B CHUCTEME
MOHUTOpPHUHTA ([asiee - 3asBJIeHNE) HA OyMaXXHOM HOcuTese 1o ¢opme, yTBepkaaeMoii MUHUCTEPCTBOM
3apaBooxpaneHus Poccuiickoit denepanuu.

25. Jlns ocCylIeCTBIEHUS PpErucTpallid B CHCTEME€ MOHMTOPHMHTa CYOBEKTHl oOOpalieHus
JIEKapCTBEHHBIX CPEJICTB - MHOCTPAHHBIE OPraHU3alMH, SBISIOIIMECS JCPKATEISIMUA WIM BIIaJI€NIbLIAMU
PErUCTPALIMOHHOTO  YJOCTOBEPEHHs, HE IIPU3HABAEMBbIE HAJIOTOBBIMU pe3HJeHTaMH Poccuiickon
Qenepan U HE MMEIOLUE IPEICTABUTENILCTB Ha Teppuropun Poccuiickoir denepanuu, BHOCAT B
perucTpaonHyo (GopMy CHUCTEMbl MOHUTOPHHIA, pa3MENIEHHYI0 Ha O(UIIMaIbHOM caiTe omeparopa
CUCTEMBl MOHUTOPUHTA B MH(DOPMAIIMOHHO-TEICKOMMYHUKAIIMOHHOW cetu "WHTepHeT", B 3IEKTPOHHOM
BHJIE CJIEYIOINE CBEJICHUS:

HaVMEHOBAHUE JAEPKATEINS WIN BIAJEIbLA PETUCTPALUOHHOTO YIOCTOBEPEHMUS;

KO/l HAJIOrOIUIaTEIbIINKA B CTPAHE PErUCTPALINHY;
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KOJ| CTpaHbl PETUCTPALIUH;
dbaMuius, UM, 0TYeCTBO (ITPH HAIMYWHN) U TeJIe(OH KOHTAKTHOTO JIUIIA;

aJpeC EKTPOHHOU IMOYTHI.

YIOMTHOMOYEHHbIE  MPEJICTaBUTENN CYOBEKTOB  OOpalleHHsl JIGKApCTBEHHBIX CPEACTB -
MHOCTPAHHBIX OpraHu3aluid, SBISIOUIMXCA JEpXKATeNsIMU WM BIAJENIbLAMU  PETUCTPALIMOHHOTO
YIOCTOBEPEHUS, HE MPU3HABAEMBIX HAJIOTOBBIMM pe3ujeHTaMu Poccuiickoil @enepannu U HE UMEIOIINUX
MPEICTaBUTENBLCTB Ha TeppuTopun Poccuiickoit @enepannn, He no3auHee 10 xaneHAapHBIX AHEH C JaTh
BHECEHHUS CBEJCHUI, NPEIyCMOTPEHHBIX ab3alamMu BTOPLIM - [IECTHIM HACTOSAIIErO IYHKTa,
npeAcTaBisioT Takke B dDenepanbHyro ciyxk0y mo Ham3opy B cdepe 3ApaBOOXpPAHEHUS OPUTHHAIBI
JOKYMEHTOB, IMOATBEPKAAIONINX IPaBO MPEJICTaBICHUS WHTEPECOB YKa3aHHBIX CYOBEKTOB OOpalieHHs
JICKapCTBEHHBIX CpPEACTB, M 3asBlieHHE Ha OyMaXHOM HOcUTeNne 1o QopMe, YTBEpKACHHOU
MunuctepcTBoM 3apaBooxpanenus Poccuiickoit deneparumu.

26. OOpaboTka ® TpOBEpPKAa CBEACHUH, TNPEACTABIIEMBIX B CHCTEMY MOHHUTOpPUHTA ISt
pEerucTpaluuu, MPOU3BOJUTCS B aBTOMATUYECKOM PEXUME, B TOM YHCII€ MOCPEACTBOM B3aUMOJEHUCTBUS C
UHBIMH TOCYAapCTBEHHBIMH HWH(POPMAIMOHHBIMA CHUCTEMaMH C HWCIIOJIb30BAaHUEM E€IHHON CHCTEMBI
MEXBEIOMCTBEHHOTO 3JIEKTPOHHOTO B3aMMOJCHCTBHS, B TeueHue 14 pabouux AHEH C AaThl MOJa4u
cyObeKkTaMu 0OpaleHus JIEKapCTBEHHBIX CPEJICTB CBEJCHUN B CHCTEMY MOHUTOPHHTA.

OenepanbHasg cinyx0a MO Haa30py B cdepe 3ApaBOOXpPAHEHHUS paccMaTpUBAeT 3asBICHMUS,
IIPEJICTAaBICHHbIE B COOTBETCTBUU C al3alleM IIeCTbIM NyHKTa 24 Hactoswero llojoxeHus, a Takxe
3asIBJICHUS U OPUTUHAJBI TIOKYMEHTOB, IIPECTABICHHbIE B COOTBETCTBUU C a03alleM CeJbMbIM ITYHKTa 25
Hacrosmero [lomoxxeHusi, B Cpok He Oozee 5 pabounx AHEH W mepemaeT MHPOPMAIUIO O pe3ysbTaTax
paccMOTpPEHHUS 3asBJICHUI U OPUTHHAJIOB IOKYMEHTOB B CUCTEMY MOHUTOPUHTA B TeueHue 1 pabouero aHs
CO JIHS IPUHATHUS COOTBETCTBYIOLIETO PELLIECHUSI.

Pemenne o peructpanuu (00 OTKaze B perucTpamuu) cyobekTa oOpalieHus JIeKapCTBEHHBIX
CpPEICTB B CHUCTEME MOHUTOpUHTa npuHuUMaercs denepanbHOW Cciayk00i 1o Hag3opy B cdepe
3/IpaBOOXPAaHEHHsI TOCPEACTBOM (DYHKIIMOHAJIA CHCTEMBI MOHUTOPHHTA.

Pemenue o perucrpaiuu cyOobekTa oOpalieHus JeKapCTBEHHBIX CPEACTB B CUCTEME MOHUTOPUHTA
MPUHUMACTCS TIPU OTCYTCTBHH PAcXOKJIEHUN Mexay WHbopMaluel, mpeayCMOTPEHHON 3asBIICHUEM, U
CBEJCHMSIMM, BHECEHHbIMH B CHCTEMY MOHUTOpPMHIA (B ClIy4asX, KOI/Ia 3asBJICHUS I[10/IaBaJUCh B
COOTBETCTBUM C ab3ariamu IIeCThIM MyHKTa 24 M ceIbMbIM MyHKTa 25 Hactosmiero [lojoxeHus), u npu
MOJITBEP K/IEHUU JIOCTOBEPHOCTHU CBEJCHUI, BHECEHHBIX B CHCTEMY MOHUTOPHHTA.

27. CyObekTaM OOpallleHUsl JIEKapCTBEHHBIX CPEJICTB OTKA3bIBAETCSl B PETUCTPALlMU B CHCTEME
MOHMTOPHHTA 10 CJIETYIOMIUM IPUUNHAM:

a) B OTHOIIEGHUHM TPOU3BOAMTENEH JIEKAPCTBEHHBIX CPEACTB Ha Teppuropun Poccuiickoit
®denepalyivi, OCYIIECTBISIONIMX TPOU3BOJICTBEHHbIE CTaauu (acoBkHU (YMakOBKH) JI€KapCTBEHHBIX
MpernapaToB BO BTOPUUYHYIO (MOTPEOUTENHCKYIO) YHAKOBKY M (MIIM) TPETHUHYIO (TPAHCIOPTHYIO)
YIIAaKOBKY (@ IIPU €€ OTCYTCTBHH - B IEPBUUHYIO YIIAKOBKY) JIEKAPCTBEHHBIX MPENapaToB:

HECOOTBETCTBHE JIaHHBIX BJaJeblla KBATH(PHUIIMPOBAHHOTO cepTH(HUKATA KIHOYAa MPOBEPKU
AJIEKTPOHHOM TIOJITUCH (Jajiee - KBaTUPUIIMPOBAaHHBIN cepTU(UKAT) JaHHBIM PYKOBOJIUTEIIS OpraHu3aluy,
a TaKXkKe OTCYTCTBME CBEICHMH O KBaJU(UIMPOBAHHOM cepTH(]UKATe, BBIIAHHOM PYKOBOJIUTEIIO
OpraHu3aIuy;

OTCYTCTBHE CBEJIEHUH O 3alnCsAX B EMMHOM rocyaapCTBEHHOM PEECTPE IOPUIANYECKUX JIUL;

OTCYTCTBHE CBEAECHUN O JCHCTBYIONICH JIMIIEH3UU B EAMHOM peecTpe JTUIIEH3U Ha MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJICTB;

0) B OTHOIIEHUH JAepKaTejell WM BIaJENbleB PETUCTPALMOHHOIO YIOCTOBEpeHUs (B cilydae
KOI'Zla JIEKapCTBEHHBIN IpenapaT Mpou3BOAMUTCA 3a mpenenamu Poccuiickoit denepanun), sBISIOLUXCS
OpraHu3alusaMy, [PU3HABAEMBIMM  HAJIOTOBBIMM  pe3ujeHTamMu  Poccuiickoit  @Pexepanunu  wiH
WHJIUBUIyAIbHBIMUA MPEATPUHUMATESIMU U HE UMEIOIMMHU JIUIEH3UHM HA MPOU3BOJICTBO JIEKAPCTBEHHBIX
CPEICTB, JUIEH3UU Ha (apMaleBTUYECKYIO NESATEIBHOCTh (BKJIIOYAsh ONTOBYIO M PO3SHUYHYIO TOPTOBIIIO
JIEKapCTBEHHBIMU CPEACTBAMM) U JIMLIEH3UH Ha MEAULIMHCKYIO JESITENBHOCTD:
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HECOOTBETCTBHE JIAHHBIX BIIAJEJbIIa KBAUIM(UIIMPOBAHHOTO CepTH(HKATAa JAaHHBIM PYKOBOAUTEIS
OpraHu3aly WIA WHIUBUYaIbBHOTO

OpeANpPUHUMATENS, OTCYTCTBHE CBEICHMHA O KBAIM(UIMPOBAHHOM cepTU(UKATE, BBIAAHHOM
PYKOBOJMTEIO OPTraHU3aLUN WU UHAUBUAYAIbHOMY MPEAIPUHUMATEINIO;

OTCYTCTBHME CBEACHUHN O 3amUCAX B EAMHOM roCyIapCTBEHHOM pPEeCTpe IOPUINYECKHMX JIUL] WIH
EanHOoM rocy1apcTBEHHOM peecTpe MHAMBHUIYAIbHBIX IPEANPUHUMATEIICH;

HAJIMYHME PACXOXKICHUN MexXy HH(pOpMaIMel, IpeayCMOTPEHHON 3asBICHUEM, MPEACTABICHHBIM
B COOTBETCTBUM ¢ a0zameM 1iecTeiM myHkTa 24 Hactosmero IlomoskeHusi, M CBeIEHUSIMH,
IIPE/ICTABJIICHHBIMUA B CHCTEMY MOHUTOPHHTA;

B) B OTHOIICHWU WHOCTPAHHBIX OpPraHU3alUW, AepiKaTeieil Win BIaJebleB PErUCTPAMOHHOIO
YAOCTOBEPEHUSI, HE NMPU3HABAEMBIX HAJOTOBBIMHU pe3uaeHTamMu Poccuiickoil @enepanvu U HE UMEIOIINX
MPEACTaBUTENLCTB Ha Tepputopun Poccuiickoit ®enepaunu, - HaJIUYUE PACXOKICHUN MEXIY
uHpopManuei, TpeayCMOTPEHHOW 3asBICHUEM, TPEACTABICHHBIM B COOTBETCTBHU C a03alleM CeIbMBIM
nyHkrta 25 Hacrosuiero [lonoxenus, u cBeIeHUAMHU, IPEACTaBICHHBIMU B CUCTEMY MOHUTOPHHTA;

I) B OTHOUIEHMM NPEJCTABUTEIbCTB HMHOCTPAHHBIX OpraHu3anuil Ha TeppuTopuu Poccuiickoii
denepanni, ABISIIOUUXCS A€pKATEISAMHU WIH BIIaJelblaMU PETUCTPALMOHHOTO YOCTOBEPEHHUS:

HECOOTBETCTBHE JTAHHBIX BIIAJIEIbIIa KBAUTM(UIIMPOBAHHOTO CepTH(HKATa JAaHHBIM PYKOBOAUTEIS
MPEJICTABUTENIbCTBA, a TAaKXKE OTCYTCTBUE CBEICHUN O KBaIU(HUIMPOBAHHOM cepTU(dUKATE, BHIIAHHOM
PYKOBOAMTEIIO MPEICTABUTEIILCTBA;

OTCYTCTBHE CBEICHHIl O 3alUCAX B TOCYIapCTBEHHOM pEeCcTpe aKKpEAMTOBAHHBIX (UIIHAIIOB,
IIPEACTABUTENBCTB UHOCTPAHHBIX FOPUANYECKUX JIULL;

HAJIMYUE PACXOXKICHHUIM MexAy MH(popMalue, IpeyCMOTPEHHOU 3asBICHUEM, MPEACTABICHHBIM
B COOTBETCTBUM ¢ a0zameM 1iecTbiM IyHKTa 24 Hactosdwmero IlomoskeHus, M CBeIEHUsIMH,
MPEJICTABICHHBIMU B CHCTEMY MOHMUTOpHUHTa (A7 MPEACTaBUTENHCTB MHOCTPAHHBIX OpraHU3alMi Ha
tepputropun Poccuiickoit denepanuu, ABISIOMMXCS ACPKATEIAMA WIM BIIAJIEIbLIAMUA PETHCTPALIMOHHOTO
YIOCTOBEPEHUSI U HE HMMEIOIIMX JIMLEH3UMM Ha IPOU3BOJACTBO JIEKAPCTBEHHBIX CPEICTB, JULEH3UM Ha
(dapMalleBTUYECKYIO JAESITENbHOCTh (BKJIIOYas ONTOBYKD M PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU
CpeACTBaMH) U JIMLIEH3UN Ha MEJTULIMHCKYIO 1€ TEIbHOCTD);

J1) B OTHOIIEHUU OpraHu3alliii ONTOBOIl TOPTOBJIM JIEKAPCTBEHHBIMU INpernapaTaMu, OpraHu3aiui
PO3HUYHOM TOPrOBIM JIEKAPCTBEHHBIMH MpenapaTaMu, MEAUIUHCKUX OPraHU3alMi U WHIUBUYAIbHBIX
IpEeANPUHUMATEIICH:

HECOOTBETCTBHE JTAaHHBIX BIIaJIEJblla KBAIM(UIIMPOBAHHOIO cepTU(UKaTa JaHHBIM PYKOBOAUTEIS
OpraHM3alii, a TaKKe OTCYTCTBHUE CBEICHUN O KBaIM(QUIMPOBAHHOM CEepTU(PHUKATE, BBIJAHHOM
PYKOBOJMTEIO OPTaHU3aALUU;

OTCYTCTBHE CBEJCHHMHN O 3amucsAX B EAMHOM rocyIapCTBEHHOM peecTpe FOPHUINYECKHUX JIML] WIH
EnnHOM rocyapcTBEHHOM peecTpe MHANBUAYAIBHBIX TPEANIPUHUMATENIEH;

OTCYTCTBHE CBEJACHUN O JEUCTBYIOLIEH JUIIEH3UA B EQUHOM peecTpe MUIIEH3U Ha MEIUITUHCKY IO
U (apMalreBTUYECKYIO 1EATEIbHOCTb.

28. Tlo pesynpTaTaM perucTpanuu CyObeKTa OOpalieHHs JEKapCTBEHHBIX CPEICTB B CHCTEME
MOHUTOPHHTA U MPEJOCTaBIECHUH €My JIMYHOTO KaOWHEeTa Ha a/ipec 3JIEKTPOHHOM MOYTHI, YKa3aHHBIA MpU
nojiaye CBEJICHUH, ONepaTopoM CHUCTEMbl MOHUTOPHHIA C HCIHOJIb30BaHUEM (YHKIIMOHATA CHCTEMBI
MOHUTOPHHIA OTIIPABJISAETCS COOTBETCTBYIOLIEE yBenoMmieHue. [Ipu 3TOM MOBTOpHOE HCIIOIB30BAHUE
OJIHOTO M TOrO >€ aJpeca 3EKTPOHHOW MOYTHl JJI PETUCTPALMU JINYHBIX KAOMHETOB Ppa3IUYHbBIX
CyOBEKTOB OOpallleHus JIEKaPCTBEHHBIX MTPENapaToB HE JOMYCKAeTCs.

29. CyObeKkT oOpalieHus JIEKapCTBEHHBIX CPEJICTB, MOJYUYUBIIUI yBEIOMIIEHHE O PETUCTPALlUU B
CHUCTEME MOHMTOPHWHIA, NMPH AaKTUBAIMM (YHKIMN JIMYHOTO KaOMHETa BHOCHUT B CHCTEMY MOHUTOPHHIA
NepeyeHb aapecoB MECT OCYIIECTBIIEHUS NAEATEIbHOCTH IyTEM BBIOOpA TaKOro ajapeca W3 aJpecos,
yKa3aHHBIX B JIMIIEH3UAX Ha MPOM3BOJICTBO JEKAPCTBEHHBIX CPEACTB, JIMLEH3USAX Ha (papMaleBTUYECKYIO
JEeSTENIbHOCTH (BKIIIOYAsl ONTOBYIO M PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMH CPEICTBAMHU) M JIULEH3UAX
Ha MEIULMHCKYIO JAEATEIbHOCTD, a TAKXKe IepeueHb apecoB (apMaleBTHUECKUX CKJIAJ0B (TMIPH HATUYUU
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YKa3aHHBIX JULEH3UN).

CyObekT oOpallleHHsl JEKapCTBEHHBIX CPEACTB - JAEpKaTellb WM BIIAJENel] PEerMcTPalliOHHOIO
YAOCTOBEPEHUS TPOU3BEAEHHOIO BHE TeppuTopun Poccuiickorn deaepanuu JIEKapCTBEHHOTO Mpenapara u
(M) ero NpeAcTaBUTENLCTBO Ha Teppuropuu Poccuiickoit denepanuu, MogydyuBIINE YBEJOMIICHHE O
perucTpanii B CHCTEME MOHUTOPHHTA, BHOCAT B CHUCTEMYy MOHUTOpPHHra HH(GOPMAIHMIO O
IPOM3BOJICTBEHHBIX IUIOLIA/IKAX, OCYIIECTBIIAIOLMX IPOM3BOJICTBEHHYIO CTaJHI0 (haCOBKH (yNaKOBKH)
JIEKAPCTBEHHBIX MPENapaToB BO BTOPUUYHYIO (MOTPEOUTEIHCKYIO) YIIAKOBKY JICKAPCTBEHHOTO IMpemnapara (a
IIpU €€ OTCYTCTBUU - B IEPBUUYHYIO YIIAKOBKY JIEKAPCTBEHHOI'O IIpenapara) U NpOU3BOJICTBEHHYIO CTAIUI0
BBIITYCKAIOIIEr0 KOHTPOJIS Ka4yeCTBa.

30. Ilepemaua cBeneHH cyObeKkTaMu OOpalleHHs JICKApCTBEHHBIX CPEICTB B  CHCTEMY
MOHHUTOPHHTA OCYIIECTBIISICTCSI Ha OCHOBE pa3pabOTaHHBIX HH()OPMAITMOHHBIX 3JIEKTPOHHBIX CEPBHCOB
OIIEpaTOpPOM CHUCTEMbl MOHMTOPUHIA C HCIHOJb30BAHMEM CTAaHAAPTHBIX IPOTOKOJIOB M HHTEpdeiicoB
ANEKTPOHHOTO B3aUMOJEHCTBUS.

ABTopu3zanus cyObeKTOB OOpalleHHUsl JIEKAPCTBEHHBIX CPEJCTB - OpraHU3alMi, MpU3HABAEMbIX
HaJOroBbIMM pesujieHTamMu Poccuiickonn ®enepanuu, WHAMBALYAIBHBIX IPEANPUHUMATENECH H
IIPEICTaBUTENILCTB MHOCTPAHHBIX OpraHu3auuil Ha Teppuropun Pocculickoil denepauuu, sBISIOMUXCS
JepKATeIsIMA MM BJIAJEIbLAMH PETHCTPALIMOHHOTO YIAOCTOBEPEHHs, B CHUCTEME MOHMTOpPHHIA
OCYILECTBIISICTCS TOCPEICTBOM UCIOIb30BAHUS KBATU(DULIUPOBAHHOTO cepTU(dUKaTa.

ABTopu3zanusi CyObEKTOB OOpalieHHs JIEKapCTBEHHBIX CPEICTB - MHOCTPAHHBIX OpraHH3aluH,
ABIIAIOIMXCS JEPKATEIIAIMA WIIM BIIAAEIbLAMU PErMCTPAllMOHHOIO YAOCTOBEPEHUS, HE IMPU3HABAEMBIX
HaJIOrOBbIMM pe3ujeHTaMu Poccuiickoin denepanuy U HE UMEIOUIUX IIPEACTABUTENILCTB HA TEPPUTOPHUH
Poccuiickoit denepaunu, B CUCTEME MOHUTOPUHIA OCYIIECTBIIETCA IIOCPEICTBOM HCIIOJIB30BAHMS
IIPOCTOM JIEKTPOHHOM IIOJIIHCH.

31. Cgenenusi, nepegaBaeMble B CHUCTEMY MOHUTOPHHIa, (POPMUPYIOTCS M IPEICTaBISAIOTCS B
dopMe DIEKTPOHHBIX JOKYMEHTOB, IOJNUCAHHBIX YCHUJICHHONW KBaTU(PUIIMPOBAHHONW 3JIEKTPOHHOM
IIOJIIIMCBIO, 33 UCKIIOYEHHEM CIIy4acB, NPEAYCMOTPEHHBIX a03aljaMu BTOPBIM - LIECTBIM HACTOAIIETO
ITYHKTA.

He noamnuceiBaroTcs yCHJIeHHON KBANU(UIIUPOBAHHOM IEKTPOHHON MOMHCHIO:

CBEJICHMSI O PO3HUYHOM TOProBIiI€ JIEKApPCTBEHHBIMM IIpernapaTamH, INepelaBaeMble CyObeKTaMu
oOpalleHnsl JIEKapCTBEHHBIX CPEJICTB B AJIEKTPOHHOU (hopMe B cocTaBe (UCKAIBbHBIX JOKYMEHTOB B
COOTBETCTBUM C 3akoHozaarenscTBoM Poccuiickoi ®denepanuum O NPUMEHEHUM KOHTPOJIbHO-KAaCCOBOM
TEXHHKHU;

CBEICHMSI O BBIBOJIE K3 O0OpOTa JIEKAPCTBEHHBIX IPENaparoB, IepeJaBacMble CyObEeKTaMu
oOpaleHus IEKapCTBEHHBIX CPEJICTB B 3JIEKTPOHHOM (hopMe C UCTIONb30BaHUEM PErUCTPAaTOPOB BHIOBITHS
WIM KOHTPOJIbHO-KACCOBOM TEXHHMKH (IpU OTHyCcKe O€CIIaTHO WM CO CKHMJKOM JIEKapCTBEHHBIX
IIPENapaToB [0 PELENTY Ha JIEKAPCTBEHHBIE IIPENIaparhl);

CBEICHMsI, Tepe/aBacMble CyObeKTaMH oOOpallleHusl JIEKAPCTBEHHBIX CPEJICTB B AJIEKTPOHHOU
dopmMe ¢ HCIIONIb30BaHUEM YCTPOICTB PErUCTpalluy SMUCCUH;

CBEJICHUs, IIepeAaBacMble B COOTBETCTBUM C HacTtoAmuM IlonokeHueM opraHu3anusMu -
cyObeKkTaMu oOpalleHus JeKapCTBEHHBIX CPEJICTB, HE SABISIOMIMMUCS OpraHU3alUsSIMH, PU3HABAEMBbIMU
HaJIOTOBBIMU pe3uneHTamu Poccuiickoit denepanum.

32. Ilepenaua cBeneHUN B CHCTEMY MOHHUTOPHMHIA OCYILECTBISETCS MOCPEACTBOM HAIpPABIICHUS
daiinoB Qopmara, coriacoBaHHoro ¢ MuHHCTEpCTBOM 31paBooxpaHeHusi Poccuiickoit denepanuu u
Pa3MEIEHHOTO ONEPaTOPOM CUCTEMbI MOHUTOPHMHIA B MH(OPMALMOHHO-TEIEKOMMYHUKAIIMOHHONW CETH
"UuTepHer" Ha ero ouMaIbHOM caiiTe.

JlaToil npezacTaBieHUs] CBEJCHUI B CUCTEMY MOHUTOPHMHIA CUMTAETCs JaTa, 3aUKCHPOBAHHAs B
KBUTAHLIUM O TpUEMe CBEACHUMU, hopMUpyeMOil Mpu UX (PUKCAIUU B CUCTEME MOHUTOpPHHIa B (opme
3JIEKTPOHHOI'O TOKYMEHTA.

[IpencraBieHue cBeAEHUH B CHUCTEMY MOHMTOPUHIA CyOBEKTOM OOpalleHUs JIEKapCTBEHHBIX
CPEACTB IIPM  OCYILIECTBIECHUM ONEpalud € JIEKQpCTBEHHBIM  IIPENApaTOM  OCYILLECTBIIACTCA
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IIOCJIEIOBATEIbHO, 3a UCKIIOYEHUEM CIIy4aeB, NPENyCMOTpPEHHbIX HacrosmuMm [lonoxenuem. Ilpu 3ToM
CBeleHUsl 00 OdYepenHOM omepaluu ¢ JIEKAPCTBEHHBIM IIPENnaparoM IepeJaroTcs IOce IOIy4eHUs
CyOBeKTaMU OOpaIeHUs JIGKAPCTBEHHBIX CPEICTB MOATBEPKIACHHS 00 YCHENIHONH 00pabOTKE CHCTEMOM
MOHMTOPHHIA CBEICHUN O MIPEABIAYILEH Olepaliy C JIEKaPCTBEHHBIM IIPENapaToM.

33. Ilpu onucaHuH JIEKapCTBEHHBIX MPENapaToB BHECEHHE CBECHHUN B MH(POPMAIIMOHHBINA pecypc,
o0ecrneynBaroIUi y4eT U XpaHEHUE JOCTOBEPHBIX JAaHHBIX O TOBapax IO COOTBETCTBYIOLIEH TOBApHOM
HOMEHKJIAType, M CHUCTEeMY MOHHUTOPHHTA OCYLIECTBISETCA CIECAYIOIUMH CYOBEKTaMH OOpalieHus
JIEKapPCTBEHHBIX CPENICTB:

B Clydae IIpOM3BOJCTBA JICKApCTBEHHBIX mpemnaparoB B Poccuiickoir ®denepanuum -
IIPOU3BOJUTEIISIMHU JIEKAPCTBEHHBIX CPENCTB, OCYLIECTBIAIOIMMY 3aBEPIICHUE TPOU3BOICTBEHHON CTaAUH
¢dacoBku (ymakoBKM) JIEKaPCTBEHHBIX MpEMapaToB BO BTOPUYHYIO (TOTPEOMTEIBCKYIO) YIIAKOBKY
JIEKapCTBEHHOT O Npernapara (a Ipu ee OTCYTCTBUU - B IEPBUYHYIO YIIAKOBKY JIEKapCTBEHHOI'O Mpernapara);

B Clly4ae NPOM3BOJCTBA JICKAPCTBEHHBIX IMpENapaToB 3a Ipenenamu teppuropun Poccuiickoi
Qenepaun (B ciaydae MHOCTPAaHHOTO — NPOM3BOJACTBA) -  JAEpXKaTeNssMU WIM  BIaJeIblaMu
PEruCTpPalliOHHOTO YJOCTOBEpPEHUsS U (WIM) HUX HPEJICTaBUTEIbCTBAMU Ha TeppuTopuu Poccuiickoit
®denepanyiy UM YIOJIHOMOYEHHBIMU IIPEICTABUTEISIMHU.

[lepeueHs cBeneHUM, MpPEACTABISEMBIX MPU ONKUCAHUU JIEKAPCTBEHHBIX IMPENapaToB CyObEKTaMu
oOpaleHus JIEKapCTBEHHBIX CPEACTB B MH(POPMALMOHHBIM pecypc, 00ecreunBaonil ydeT U XpaHeHue
JIOCTOBEPHBIX JAHHBIX O TOBapax IO COOTBETCTBYIOIEH TOBAapHON HOMEHKJIAType, IpPHUBEACH B
npuioxeHuu N 2.

CyObekTbl 00palleHUs JIEKApCTBEHHBIX CPEACTB, YKa3aHHble B a03alax BTOPOM U TPETHEM
HACTOALIETO IYHKTA, PErUCTPUPYIOT JIEKApCTBEHHBIE IIpENapaThl B CUCTEME MOHUTOPHHIA HA OCHOBAHHUHU
ANEKTPOHHOM 3as1BKH, COAEPKAIICH:

r7100a1bHbIN HACHTU(PUKALMOHHBII HOMEp TOProBOM €JMHUIIBI,

HOMEp PErucTPalMOHHOIO YJOCTOBEPEHHUS U JaTy PEerucTpalnuy JeKapCcTBEHHOIO Ipernapara B
rOCyIapCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPEICTB.

OO6paboTka TIONYYEHHBIX CBEJIEHUU OCYIIECTBISETCS B aBTOMATHUUYECKOM PEXKHUME IyTeM
dopMHpoBaHHs 3ampoca Ha IOJIyueHHE CBEACHHH O JIEKapCTBEHHOM IIpernapare M3 eIUHOMN
rocy/1apcTBEHHOW MH(POPMAILIMOHHOMN cUCTEMBI B chepe 31paBoOXpaHeHuss U HH(OPMALIMOHHOTO pecypca,
o0ecreyrBaroIero yyeT 1 XpaHeHue JOCTOBEPHBIX JaHHBIX O TOBapax IO COOTBETCTBYIOIEH TOBAapHOM
HOMEHKJIAType.

34. Csenenwusi, npejcTaBisieMble CyObeKTaMHU OOpAIIEHUs JIEKAPCTBEHHBIX CPEICTB B CHUCTEMY
MOHMTOPHHTA MPU BBOJIE B 000POT JIEKAPCTBEHHBIX MPENapaToB, MPUBEAEHBI B puiioxkeHnn N 3.

CBenenus, mnpeacTaBiseMble CyObEKTaMHM OOpAaleHHs JIEKAPCTBEHHBIX CPEICTB B CHCTEMY
MOHMTOPHHTIA MPU BBIBOJE U3 000pOTA JIEKAPCTBEHHBIX MIPENapaToB, MPUBEIEHBI B puiioxkeHnn N 4.

Wndopmarys 06 H3MEeHEHHSAX:

Ilynkm 35 uszmenen ¢ 17 cenmsaops 2019 e. - [locmanosnenue Ilpasumenvscmea Poccuu om 30 ageycma
20192. N1118

CMm. npedvloyuyro pedaKyuio

35. B pamkax BBOJa B OO0OpOT JIEKapCTBEHHBIX IpenapaToB Ha Tepputopun Poccuiickoit
Oenepanuy, NpPOM3BEACHHBIX Ha Tepputopun Poccuiickoit ®exepanun, cyObekT oOpaleHus
JIEKapCTBEHHBIX CPEJICTB, OCYLIECTBISIIOIMKA (acoBKy (yMakoBKy) JEKapCTBEHHOTO Mpenapara BO
BTOPHUHYIO (HOTPEOMTENIBCKYIO) YIAKOBKY (B Cilydyae €e OTCYTCTBUS - B INEPBHYHYIO YIAKOBKY), 10
NPEJCTaBICHUs] CBEIEHUN O JajJbHEHIIMX omepalusXx ¢ TakKUMU JIEKapCTBEHHBIMU IIpernapaTamu
IPEJCTABIISIET B CHCTEMY MOHUTOPHHIA C UCIOIb30BAaHUEM YCTPOWCTBA PErMCTPALlMU SMUCCUU CBEJCHMUS,
npeaycMoTpeHHsble yHkToM | mpuitoxkenus N 3 k HactosmeMy [lonoxenuto.

[Tpu ocymiecTBieHnn 0TOOpa 0OPaA3LOB JEKAPCTBEHHOTO Mpenapara B paMKax KOHTPOJIS KauyecTBa
IPOM3BEACHHOIO  JICKApCTBEHHOIO Ipenapara CyObeKT oOpalleHHsl JIEKapCTBEHHBIX  CPEJCTB,
OCYILECTBIISIOUINI 0TOOp 00pa3loB JIEKaPCTBEHHOTO MpenapaTa, IpeACcTaBisieT B CHCTEMY MOHUTOPHHTA
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CBECHMSI, IPENYCMOTPEHHBIE TYHKTOM 2 npuiioxkeHus N 4 k HacroseMy [lonoxenuto.

CyObekT oOpallleHHsl JIEKapCTBEHHBIX CPEJICTB, OCYLIECTBISIOUIMM NPOU3BOJICTBEHHYIO CTaAMIO
¢dacoBku (ymakoBKM) JIEKAPCTBEHHBIX IPEMapaToB BO BTOPUYHYIO (TIOTPEOHMTENHCKYIO) YHAKOBKY
JIEKapCTBEHHOI0 Ipernapara (B Cilydyae €€ OTCYTCTBHMsS - IEPBUYHYI YIAKOBKY JIEKAPCTBEHHOI'O
npemnapara), B TeueHue 5 pabouyux JHEH ¢ JaThl 3aBEpIICHUs POU3BOJCTBEHHON CTAUU BBITYCKAIOLIETO
KOHTPOJISI KauecTBa JI0 IPEJCTABICHUS CBEACHUH O JajJbHEHWIIMX ONEpalysX ¢ BBEIAECHHBIMH B 000POT
JIEKapCTBEHHBIMU IIpenapaTraMu IMPEACTABIAET B CHUCTEMY MOHUTOPUHIA CBEACHMSI, IPEIyCMOTPEHHBIE
nyHkTom 2 npuiioxenus N 3 k Hacrosmemy [lonoxkenuto.

Wndopmarius 06 H3MEHEHUX:

Ilynkm 36 usmenen ¢ 17 cenmsops 2019 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 30 asecycma
20192. N1118

CMm. npedvloyuyro pedaKyuio

36. B pamkax BBoga B 00OpOT JIEKapCTBEHHBIX IpenapaToB Ha Teppuropuu Poccuiickoit
Odenepanyv, MPOU3BEICHHBIX 3a MpeaenamMu Tepputopun Poccuiickoit denepanuu, cyObeKT oOparicHHs
JIEKapPCTBEHHBIX CPENICTB, ABIAIOLIUICS IepKaTeIeM WiIU BIIAJENbLEM PETUCTPALIMOHHOIO YA0CTOBEPEHUS,
WIM TPEICTABUTEIbCTBO MHOCTPAHHOM oOpraHu3auuu Ha Ttepputopun Poccuiickon @enepanuy,
ABIIIOLLEHCS JepXKaTelleM WM BIAJENbLEM PErUCTPAMOHHOIO YIOCTOBEPEHMS, IPU 3aBEPLICHUU
IIPOU3BOJICTBEHHON CTaJMM YIMAKOBKHU (B Cllydyae OTCYTCTBMSI BTOPHYHOM YNAKOBKM - CTaauu (HacoBKH)
JIEKapCTBEHHBIX IpENaparoB, A0 IPEACTaBICHMsS CBEACHHH O JAJbHEHIIMX OINEpalusiX C TaKUMHU
JIEKapCTBEHHBIMH IIperapaTaMy MPEACTABIISIIOT B CUCTEMY MOHUTOPHHIA C UCIIOJIB30BAaHUEM YCTPOMCTBA
PETUCTPALIMA 3MHUCCUU CBEIEHMS, IPELYCMOTPEHHBIE IIYHKTOM 3 mHpwiIokeHHs N 3 K HacTosuemy
[Tonoxenuro.

37. B pamkax BBO3a JIeKapCTBEHHBIX IpenapaToB B Poccuiickyro @eneparnio cyObeKT 0OpalieHus
JIEKAPCTBEHHBIX CPEJICTB, SABJIAIOLIMICS AEP/KATEIEM WIH BIIAJIEIbLEM PErMCTPALIMOHHOIO YIOCTOBEPEHUS,
WIM TPEICTAaBUTEIBCTBO HMHOCTPAHHOM oOpraHusauuu Ha teppuropun Poccuiickon @Penepanuu,
ABJISAIOLIENCS JIep)KaTesIeM WM BIIAJIENIbLIEM PErHCTPAllMOHHOTO yJIOCTOBEpPEHMs, B TeueHue 45 pabounx
JHEH C JaThl OTIPY3KM JIEKapCTBEHHBIX mpenapatoB B Poccuiickyro denepanuio 10 AOCTaBKU
JIEKapCTBEHHBIX IIpernaparoB B MecTo npuObiTUsS Ha Tepputopun Poccuiickoit @enepauuu u
IIPEACTABIICHUS CBEICHUM O JaJbHEHIIUX OINEpalusX C TAKUMU JIEKaPCTBEHHBIMM IIperapaTaMu
IPEJICTaBIsIET B CUCTEMY MOHUTOpPUHIA CBEACHMS, MPEAYCMOTpPEHHbIE NYHKTOM 4 mnpuioxeHus N 3 k
Hacrosuemy [lonoxenuro.

CyObekT oOpaiieHusi JIEKapCTBEHHBIX CPEJCTB, OCYIIECTBISIONIMN BBO3 JIEKAPCTBEHHBIX
npenapatoB B Poccuiickyto denepanuio, B TeueHue 5 pabouux AHEH ¢ JaThl JOCTaBKH JIEKAPCTBEHHBIX
IpernapaToB B MecTo MpHObITHS Ha TeppuTopuu Poccuiickoit deaepanuu 10 NpeAcTaBIeHUsl CBEACHUN O
MIPUHATUU PEILIECHU TAMOXXEHHBIMU OpraHaMU O BBIIIYCKE JIEKAPCTBEHHBIX IIPENApPaTOB Uil BHYTPEHHETO
NoTpeOJieHUsT MpPEeICTaBIsieT B CHUCTEMY MOHHUTOPHHIA CBEICHHS, NPEAYCMOTPEHHBIE ITYHKTOM 5
npuiiokeHus N 3 k Hactosiemy [lonoxenuro.

IIpn coBeplHIEHHH TAMOYKEHHBIX OIlepaluid IPU TaMOXEHHOM JEKJIAPUPOBAHMM U TOMEIIECHHUH
JIEKapCTBEHHBIX MPENapaToB IO TAMOXXEHHYIO MHpOIEeNypy BBINYCKa Ui BHYTPEHHErO MOTpeOsIeHus
TaMOKEHHBIN OpraH:

3arpamBaeT B CHCTEME MOHUTOPUHTA CBEIEHUS O CEPUIHOM II00aTbHOM HICHTU(DUKAUOHHOM
HOMEpPE TOPTrOBOM E€AMHUIBI WM I'PYNIOBOM KOJE TPYNIIOBOM YIAaKOBKH, B KOTOPOM HAaXOJIWUTCA TaKOU
JIeKapCTBEHHBIN Mpemnapar (B cIy4ae BBO3a IPYMNIIOBOM YIIAKOBKH LEIUKOM), ISl OCYIIECTBICHUS CBEPKH C
JTAHHBIMH, YKa3aHHBIMU B JIEKJIapalliy Ha JICKapCTBEHHBIN Mpernapar;

nepeaeT B CHCTEMY MOHMTOpPMHIA JaHHBIE O BBIYCKE JUIsI BHYTPEHHEro MoTpeOsaeHus
JIEKApCTBEHHBIX IPENapaToB.

IIpu BHECEHUU M3MEHEHUN B CBEJICHUs, YKa3aHHbIE B JACKIApalMU Ha JIEKAPCTBEHHBIN IIpenapar, B
Te4eHUe 5 pabouyux AHEH IOCie BBINYyCKa sl BHYTPEHHEro NMOTpeOIeHUs JEKapCTBEHHOIO Ipernapara
TaMOXXCHHBIM OpraH NepefacT B CUCTEMY MOHUTOPUHIA CKOPPEKTUPOBAHHBIE JAHHBIE O JIEKAPCTBEHHOM
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npernapare.

[Ipu ocymiecTBiIeHMH OTOOPOB OOPA3IOB JIEKAPCTBEHHBIX MPENapaToB B 30HE TAMOXKEHHOTO
KOHTPOJISI B ILEJSAX TMOATBEPXKIACHUS COOTBETCTBHS JIGKAPCTBEHHBIX MPENApaToOB CYOBEKT OOpalieHus
JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBISIOMINM BBO3 JIEKApCTBEHHBIX IpenapaTtoB B Poccuiickyro
®denepanyio, MPEACTABISET B CHCTEMY MOHHUTOPHHIA CBEJIEHUS, IPEAYCMOTPEHHbIE IIYHKTOM 2
npunoxeHusa N 4 k HactosimeMy [lonoxeHuto.

[Ipu mnepenaue mnpaB COOCTBEHHOCTH B 30HE TAMOXXEHHOTO KOHTPOJS Ha JIEKAPCTBEHHBIC
npenaparsl, MOMEIIEHHbIE MO/ TaMOXXEHHYIO MPOLEAYpPY TaMOKEHHOTO CKJIaaa, CyObeKT oOpalieHus
JIEKApCTBEHHBIX CPEICTB, OCYIIECTBIAIOIIMI BBO3 JIEKAPCTBEHHBIX IpenapatoB B Pocculickyro
Oenepaiuio, B TeueHue 5 pabounx AHeH ¢ JaTbl 0POPMIIEHHS COOTBETCTBYIOIIMX JOKYMEHTOB O Iepeaade
npaBa COOCTBEHHOCTH Ha JIEKAPCTBEHHBIE IpemapaTsl 10 MPEACTABICHHS CBEACHUN O JalbHEHIINX
ONepalMsaX C JIEKAPCTBEHHBIMU MpernapaTaMyd MPEACTABISIET B CUCTEMY MOHUTOPUHIA CBEACHMS,
peycMOTpeHHbIe MyHKToM 6 mpuiiokeHus N 3 k Hactosiemy [lonoxenuro.

[Tpu 3TOM CyOBEKT oOpallieHus JIeKapCTBEHHBIX CPEICTB, KOTOPOMY OCYIIECTBIICHA NIepeada mpas
COOCTBEHHOCTH Ha JIEKApCTBEHHBIN Mpernapar, OMEIIEHHbIN 10/l TAMOXEHHYIO NPOLIETypy TaMOKEHHOTO
CKJIa/la, B Te€UYeHHE 5 paboumx THEH c naThl OPOPMIICHHUS COOTBETCTBYIOIIMX IOKYMEHTOB O Iepenaye
npaBa COOCTBEHHOCTH Ha JIEKAPCTBEHHBIN Iperapar U pEerucTpalii B CHCTEME MOHUTOPUHTA CBEICHUN O
NEepPEeaHHbIX JIEKAPCTBEHHBIX MpernapaTax A0 MPEACTABICHHUS CBEICHUW O AAJbHEMIIMX ONEepalusx C
JIEKapCTBEHHBIMU IperapaTaMHu IOATBEP)KIAaeT JOCTOBEPHOCTh CBEJIEHUM, COJAEpXKAIUXCS B CHCTEME
MOHUTOPHUHIA, O PUHUMAEMbIX JIEKAPCTBEHHBIX MperapaTax MyTeM IPEJCTaBICHUS CBEACHUN B CUCTEMY
MOHMTOPHHTIA, IPEAYCMOTPEHHBIX ITyHKTOM 7 npuiokeHus N 3 k HacrosieMy [lonoxenuro.

[Tpu nepemMerieHnH JIEKapCTBEHHBIX MPENapaToB MEXAY 30HAMU TAMOXEHHOT'O KOHTPOJISI CyOBbEKT
oOpallieHus JIeKapCTBEHHBIX CPEJICTB, OCYILECTBIISAIONINI BBO3 JIEKAPCTBEHHBIX IpenaparoB B Poccuiickyro
®Oenepaluio, Wik cyObeKT 00palIeHus JTeKapCTBEHHBIX CPEACTB, KOTOPOMY OCYILIECTBJICHA Mepeiaya Ipas
COOCTBEHHOCTH Ha JIEKApPCTBEHHBIN Mpenapar, IOMEIIEHHbIN 101 TAMOXEHHYIO MPOLEIypy TaMOKEHHOTO
CKJIaga, B TeUeHHE 5 pabouyux JHEW ¢ JaThl TaKOro IMepeMeIleHUs A0 MpPEJCTaBICHHUS CBEICHHUHA O
JNAIbHEHUIINX OINepanusX C JIEKapCTBEHHBIM IpPEnaparoM IMpeACTaBiIseT B CUCTEMY MOHMTOPHMHIA
CBECHMSI, IPENYCMOTPEHHBIE TYHKTOM 8 npuiioxkeHus N 3 k HacroseMy [lonoxenuto.

CyObekT oOpaiieHusi JICKapCTBEHHBIX CPEJCTB, OCYIIECTBISIONIMN BBO3 JIEKAPCTBEHHBIX
npenapatoB B Poccuiickyto @enepanuio, B TeueHHEe 5 pabouyMx JHEW C AaThl pEIIeHUs O BBITYCKE
JIEKapCTBEHHBIX IPENapaToB JJs BHYTPEHHETro MOTPEOJeHUs, MPUHATOTO TaMOKEHHBIMH OpraHamH, 10
IIPEJCTaBICHNs CBEACHUN O NaJbHEMIINX ONEpalUsaX C JIEKapCTBEHHBIMM IpenapaTaMy MpEACTABISAET B
CUCTEMY MOHMTOPHMHIA CBEACHMsS, MPEAYCMOTpPEHHbIe IMyHKTOM 9 mnpuioxeHuss N 3 K HacTosIeMy
[Tonoxenuto.

[Ipy nepememnieHUH JIEKAPCTBEHHBIX MPENAapaToB M3 30HBI TAMOXXEHHOI'O KOHTPOJS CYOBEKT
oOpalleHns JTIeKapCTBEHHBIX CPE/ICTB, OCYIIECTBISIOMINN BBO3 JIEKAPCTBEHHBIX MTpenapatoB B Poccuiickyro
®denepanuio, WK cyObeKT 00palleHus JEKapCTBEHHBIX CPEACTB, KOTOPOMY OCYILECTBJIEHA Mepeaaya mpas
COOCTBEHHOCTH Ha JICKQpCTBEHHBIE Ipernaparbl, I[OMECTUBIIMN JIEKapCTBEHHbIE TNpenapaThl O[T
TaMOKEHHYIO MpOLEAYpy TaMOXEHHOIO CKiIajga, B TeueHue S5 pabouux JAHEH C JaTbl MPUEMKHU
JIEKapCTBEHHBIX TpenapaToB Ha (apMaleBTUUECKUI CKJIaJ M 3aBEpIICHHs TaMOXXEHHOH MpOLEeayphI
BBIIyCKa TOBapa JUIs BHYTPEHHEro MoTpeOsieHus (WIM € AaThl pEUIeHHs] O BBIMYCKE JEKapCTBEHHBIX
IpenapaToB il BHYTPEHHETO MOTPEeOJeHUs, MPUHATOIO TaMOXXEHHBIMHM OpraHaMH, MpPU MPUMEHEHUH
IpOLEAYpbl YCIOBHOTO BBIITyCKa TOBApOB) JO MPEACTABIECHUS CBEIECHUN O NajlbHEHIINX Omepanusix c
JIEKapCTBEHHBIMH IIpenapaTraMy INPEACTABIAET B CHUCTEMY MOHUTOPUHIA CBEACHMSI, IPEIyCMOTPEHHBIE
nyuktom 10 npunoxenus N 3 k HacTosimemy [lonoxennro.

38. B paMmkax BBO3a JIEKapCTBEHHBIX IpenapaTtoB B Pocculickyro @enepanuio U3 rocynapcrs -
WieHOB EBpa3uiickoro HSKOHOMHMYECKOTO CO03a CyOBeKT oOpallleHHs JeKapCTBEHHBIX CpEJICTB,
SIBIIFOIIMNCS 1€ KaTeleM WIH BIIAJIENbIEM PETUCTPALMOHHOIO YAOCTOBEPEHUS, NN IIPEICTaBUTEIIBCTBO
MHOCTPAHHOW oOpraHu3zanuu Ha Tepputopuu Poccuiickoin denepaiuu, SBIAIONIEHCS AEp)KAaTeIeM WU
BJIAJCNIbLIEM DPETHCTPAlMOHHOTO YJOCTOBEPEHMs, B TeueHHe S5 pabouux JaHEH C JaThl OTIPY3KH
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JIEKapCTBEHHBIX mpenaparoB B Poccuiickyro Denepauuio 10 NPEACTABICHUS CBEIACHUH O NATbHEHIIUX
ornepauusax ¢ TaKMMH JIEKAPCTBECHHBIMU IIPENapaTaMy MPEACTABISAET B CUCTEMY MOHUTOPUHIA CBEICHUS,
nperycMoTpeHHble myHkToMm |1 npunoxenus N 3 k Hactosmemy [lonoxenuto.

CyObekT  oOpallleHMsl ~ JIGKAPCTBEHHBIX  CPEICTB,  OCYLIECTBISIOIIMHA  NPUEMKY  Ha
dapmanieBTUYECKH CKJIaJ JIEKapCTBEHHBIX IpermapatoB npu BBoze B Poccuiickyro ®exepanmio u3
rocyJapcTB - WieHOB EBpa3uiickoro 5KOHOMHUYECKOro COr03a, B Te€UeHUE 5 pabounx JHEH ¢ AaThl IPUEMKU
JIEKApCTBEHHBIX IIPENapaToB [0 IPEIACTaBICHUSA CBEACHUM O JAJIBHEUIIMX Olepalusax C TaKUMHU
JICKapCTBEHHBIMU IIpenapaTraMy IMPEACTABIIACT B CHUCTEMY MOHHUTOPHMHIA CBEICHUS, NPEAYCMOTPEHHBIE
nyukToM 12 npunoxxenus N 3 k HacTosemy [lonoxenuro.

[Tpu ocymiectBiaeHun BBOJA B 00OPOT JIEKApCTBEHHBIX MpenapaToB Ha TeppuTopuu Poccuiickoi
@denepanyuy B paMKax BBO3a JICKAPCTBEHHBIX IpenapartoB B Poccuiickyro denepanuro U3 rocynapcrs -
ywieHOB EBpa3zuiickoro »KOHOMHMYECKOTO COK3a CyObEKT OOpalleHus JIEKapCTBEHHBIX CpEICTB,
OCYIIECTBIISIONIMIA TPUEMKY Ha (hapMaleBTHUECKUN CKIIaJ JIEKAPCTBEHHBIX MPENaparoB, B TEUYCHUE 5
pabouux pAHeH C JaTbl MOJYy4YeHHUsS JOKYMEHTOB O IIOATBEP)KIACHUU COOTBETCTBHUS MPOJYKLHHU JI0
IIPEACTABJIICHUS] CBEICHUM O JaJbHEHINMX OINEpalusX C TAKUMU JIEKQpCTBEHHBIMM IIpernapaTaMy
IIPEJCTaBIISIET B CUCTEMY MOHMTOPHMHIA CBEIEHHUS, IPELYCMOTPEHHbIE IyHKTOM 13 mpunoxenus N 3 k
Hacrosiemy [lonoxkenuro.

39. Csenenusi, npejcTaBisieMble CyObeKTaMHU OOpAIIECHUsl JIEKAPCTBEHHBIX CPEJICTB B CHUCTEMY
MOHUTOPHHIA IIPU OCYILECTBICHUH OllEpaliii C TPYNIIOBON YIIAKOBKOM, IPUBEIEHBI B IIpuiioxeHun N 5.

40. ITpu ocylIecTBIEHUU arperupoBaHus CyOBEKT oOpallleHHsl JIEKApCTBEHHBIX CPEACTB HAHOCUT
Ha TPETUYHYIO (TPAaHCHIOPTHYIO) YIAaKOBKY JIEKAPCTBEHHOr'O IperapaTa IpyninoBoil KO U MPEACTaBIseT B
CUCTEMY MOHMTOPHMHIA CBEACHMs, NPEAYCMOTPEHHBIE IIYHKTOM | mnpuoxeHus N 5 K HacroseMy
[lonoxxeHnro, A0 NPENCTAaBICHUsS CBEACHUN O JMaJbHEHIIMX ONEPAlMSIX C TaKUM JIEKaPCTBEHHBIM
IIPEnapaToM.

41. IIpu pachopMuUpOBaHUU TPETUYHON (TPAHCHOPTHON) YMAKOBKH JIEKAPCTBEHHOI'O Ipernapara,
U3BSATUM JIEKApCTBEHHBIX IMPENapaTroB M3 TPETUYHOM (TPAHCIOPTHOM) YIMAKOBKHM JIEKAPCTBEHHOTO
npernapara, JOMOJHUTEILHOM BJIOKEHUH JIEKApCTBEHHBIX IPENaparoB B TPETHUUHYIO (TPAHCIOPTHYIO)
YIaKOBKY JIEKapCTBEHHOTO Ipernapara cyObeKT oOpalleHus JIEKapCTBEHHBIX CPEACTB /ISl JIEKapCTBEHHBIX
npenaparoB, HaXOoAAIMXcs Ha Tepputopun Poccuiickoit denepaiuu, B TeUeHHE 5 pabounXx JHEH WU JIs
JIEKapCTBEHHBIX IIpEnapaToB, HAXOAAIIMXCS 3a mpenenamu Tepputopuu Poccuiickonn ®Penepanuu, B
tedeHue 20 pabouux JHEH ¢ JaThl COOTBETCTBYIOIIEH OIEpaluy ¢ JIEKapCTBEHHBIMH IpernapaTaMu WiIu
TPETUYHOM (TPaHCIIOPTHOM) YNaKOBKOW JIEKAPCTBEHHOI'O Ipenapara, HO J0 IMPeJICTaBlIEeHUs CBEIECHUH 0
JAIbHEHUIINX OlepalusX C TaKUMHU JIEKapCTBEHHBIMHU IpenapaTaMd WM TPETUYHOW (TPaHCIOPTHOM)
YIIAKOBKOM  JIEKapCTBEHHOIO IIpemnapara, NpPEACTaBISIIOT B CHCTEMY MOHMTOPHHIA  CBEJIEHUS,
IIpeAyCMOTpEHHBbIE ITyHKTamu 2-4 npuinoxkeHus N 5 k HactosdmeMy llonoxenuto.

42. CpeneHusi, NpeJCTaBlsieMble CyOBEKTaMH OOpalleHHs JIEKapCTBEHHBIX CPEACTB B CHCTEMY
MOHHMTOPHMHTA MPU 000POTE W BHYTPEHHEM IEpEMENIEHHH JIEKapCTBEHHBIX MpEnaparoB, MPUBEACHHI B
npuioxeHuu N 6.

43. CyObekt oOpamieHusi JIGKapCTBEHHBIX CPEJCTB, OCYHISCTBISIONMIMA  TepeMEIICHIE
JIEKapCTBEHHBIX MIPENAPAaTOB MEXKAY aApecaMi MECT OCYLIECTBIICHUS JEATENIBHOCTH COTJIACHO JIMLIEH3HH (C
Y4€TOM TaKMX BUJOB AESITENbHOCTH, KaK MPOU3BOJCTBO JEKAPCTBEHHBIX CPEACTB U (apMaleBTUUYECKas
NesITeIbHOCTD) U (Wn) apMalleBTUYECKHMMHU CKJIQJaMH, B TeUeHHe 5 pabouux aHel ¢ (paKTHUYeCKOM 1aThl
MIEPEMEIICHHS JIEKAPCTBEHHBIX IPENapaToB /10 MPEACTABICHUS CBEICHWHM O JaJbHEHINUX ONEpalHsX C
TaKUMM  JIEKAPCTBEHHBIMHM IIpenaparaMd MpPEJICTaBIsIET B CUCTEMY MOHMTOPHMHIA  CBEJIEHUS,
IpeaycCMOTpeHHbIe ITyHKTOM | mpuitoxkenus N 6 k HacTosmeMy [Tonoxenuto.

44. Tlpu mepenaue JEKapCTBEHHBIX MPENapaToB MEXAY CyObeKTaMu OOpalleHus JIeKapCTBEHHBIX
CPEICTB JOIMYyCKAaeTCsl MPEACTAaBIEHUE CBEACHHM B CHCTEMY MOHUTOPHHIA CyOBEKTOM OOpalieHus
JIEKapCTBEHHBIX CPEJCTB, OCYLIECTBIISIIOIIMM IE€perady JIEKapCTBEHHBIX IpenaparoB (najee - MpsMou
HOPSIIOK  NPEJCTaBJIEHUS]  CBEICHUI), WIM CyOBEKTOM OOpalleHusi JIEKapCTBEHHBIX CPEJCTB,
OCYIIECTBIISIOUIMM MPHUEMKY JIEKapCTBEHHBIX IpErnaparoB (Jajee - oOpaTHbIM MOPSAAOK MpPEACTaBICHUS
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CBEJICHUI).

Pemienne o BbpIOOpe NpsIMOrO MOpsIKa HPEACTABICHUS CBEAECHUN JIMOO OOpaTHOro Mopsika
NpPEICTAaBICHUS CBEACHUH TPUHUMAETCS CyObeKTaMH  OOpalleHUs JIEKAPCTBEHHBIX  CPEJCTB,
IIPEICTaBISIIOIIMMH TaKUE CBEICHHS, CAMOCTOSATEIIBHO.

B cnyyae BbIOOpa mpsAMOro TOpsAKAa TPEACTABICHUS CBEACHUH CYOBEKT OOparmieHHs
JIEKapCTBEHHBIX CPEACTB, OCYLIECTBISIIOIIUI Mepefady JeKapCTBEHHBIX IPEnapaToB APYroMy CyOBEKTY
oOpalIeHus JeKapCTBEHHBIX CPEJCTB B PAMKaxX I'PakJaHCKO-IIPABOBBIX OTHOLICHUH, B TeUeHHE 5 pabounx
JHeH ¢ akTUYeCcKOH AaThl OTTPY3KH JIEKAPCTBEHHBIX IpEnapaToB MPEACTABISACT B CHCTEMY MOHUTOPUHIA
CBECHMSI, IPENYCMOTPEHHBIE TYHKTOM 2 npuiioxkeHus N 6 k HacrosieMy [lonoxenuto.

[Ipu »>TOM CyOBEeKT oOOpalieHHus JEeKapCTBEHHbIX CpPEACTB, OCYILECTBISAIOUIMM MPHEMKY
JICKapCTBEHHBIX MpPENapaTroB OT APYroro cyObeKTa OOpalleHUs JIEKAPCTBEHHBIX CPEACTB B paMKax
IpaXXJJaHCKO-IIPaBOBBIX OTHOILIEHUM, B TeueHHE 5 pabouMx JHEHl ¢ JaThl NMPUEMKH JIEKapCTBEHHBIX
IPEnapaToB M PErucTpalud B CUCTEME MOHUTOPUHIA CBEACHUH 00 OTIPYKEHHBIX JIEKAPCTBEHHBIX
npenaparax A0 MPEACTaBICHUS CBEICHUN O MJANbHEHIIMX ONEpalMsX C TaKUMH JIEKapCTBEHHBIMU
IpenaparaMy MOATBEPKAAECT JOCTOBEPHOCTh CBEICHMM, COACPIKALIUXCS B CUCTEME MOHUTOPHHIA, IIyTEM
IIPEJICTABJICHUs CBEIACHUM B CUCTEMY MOHMTOPHHIA, IPEAYCMOTPEHHBIX ITYHKTOM 4 mpuiiokeHus N 6 k
Hacrosiemy [lonoxkenuro.

B cnydae BbiOOpa oOpaTHOro mopsakKa INPEACTaBICHUS CBEIEHUM CyOBeKT oOpalieHus
JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBIIIONINI MPUEMKY JIEKApCTBEHHBIX MPENapaToB OT IPYTroro CyObeKTa
oOpalleHus JeKapCTBEHHBIX CPEJCTB B PaAMKax I'PakJaHCKO-IIPABOBBIX OTHOLICHUH, B TeUeHHE 5 pabounx
JHEH C AaThl IPUEMKH JIEKAPCTBEHHBIX IIPENapaToB IMPEACTABISET B CUCTEMY MOHUTOPUHIA CBEJIECHUS O
IPUHATBIX JIEKAPCTBEHHBIX IIpenaparax, NpeAyCMOTPEHHbIE ITYHKTOM 3 mpuiokeHus N 6 K HacToseMy
[Tonoxenuro.

IIpu »>TOM CcyOBEKT oOOpalleHusl JeKapCTBEHHbIX CpPEACTB, OCYIIECTBUBLIMM mepeaauy
JIEKapCTBEHHBIX I[pPEenapaToB JIPYroMy CYOBEKTY oOOpallleHusl JIEKapCTBEHHBIX IPErnapaToB B paMKax
IpaXXJJaHCKO-IIPaBOBBIX OTHOLIEHUH, B TedeHHe 5 pabouux JHEW ¢ AaThl PEruCTpalid B CUCTEME
MOHMTOPHMHTA CBEACHUM O MPHUHSATHIX JIEKAPCTBEHHBIX Ipernaparax, HO /10 MPEJCTAaBICHUS CBEJIEHUHN O
JAIBHEHWININX ONEpalusAX C TaKUMHU JIEKapCTBEHHBIMM IIpenaparaMy MOATBEPXKAAET JOCTOBEPHOCTb
CBEJICHUM, COJEP)KAIINXCSA B CHCTEME MOHMTOPHHIA O INEpPEJaHHBIX JICKAPCTBEHHBIX IperapaTax, IyTeM
IIPEJICTaBICHNs CBEACHUM B CHCTEMY MOHMTOPHMHIA, IPENYCMOTPEHHBIX IYHKTOM 4 mpuiiokeHus N 6 k
Hacrosiemy [lonoxkennro.

Wndopmarys 06 M3MEHEHHSAX:

Tonoocenue oononneno nynkmom 44.1 ¢ 17 cenmsaops 2019 e. - Ilocmanosnenue I[lpasumenvcmea
Poccuu om 30 aseycma 2019 2. N 1118

44.1. Ilpu nepenaue denepabHBIM OpraHaM HUCIIOTHUTEIHHOM BIACTH, OpraHaM rocy/1apCTBEHHON
BiacT cyObekToB Poccuiickoit ®enepanuu W ymoJIHOMOYEHHBIM MMM OPraHU3alMsIM JIEKapCTBEHHBIX
[penapaToB, 3aKyHaeMbIX [UIsl HYKI OOOpPOHBI CTpaHbl M 0O€30MAaCHOCTH TOCyNapcTBa, OKa3aHUSA
TYMaHUTapHOM IIOMOIIM, B LENSIX HCKJIIOYEHUS BO3MOYKHOCTH PACKPBITHS CBEJIEHUI, OTHECEHHBIX K
rocy/1apCTBEHHOW TaiiHe, CyOBeKT OOpallleHHs JEKapCTBEHHBIX CPEJICTB, OCYIIECTBISIOLUIUN Iepenady
TaKuMX JIEKAPCTBEHHBIX IIPENaparoB, B Te4eHHE S5 pabouymx JHEH ¢ AaThl (PAaKTUUYECKOM OTIpy3KH
JIEKapCTBEHHBIX IPENapaToB MPECTABISAET B CUCTEMY MOHUTOPHUHTA CBEJIEHUS O BBIBOJIE JIEKAPCTBEHHBIX
npenapaToB U3 000poTa, 32 UCKIIOYEHUEM CBEACHUHN, IPEAYCMOTPEHHBIX nojanyHkTamu "n1" u "e" nyHkra
| mpunoxenud N 4 k Hacrosmemy [lomoxenuro.

45. CyObexT obOpalieHus IeKapCTBEHHBIX CPEJICTB, OCYIIECTBISIIOINN KOHTPAKTHOE (IOJPSTHOE)
IIPOMU3BOJICTBO JIEKAPCTBEHHBIX IpenapaToB Ha Teppuropun Poccuiickoin Penepanuu, Nmpu Inepenade
JIEKapCTBEHHBIX IpenapaTroB (TOTOBOW MPOJYKLMHU) CYOBEKTY OOpallleHUsl JIEKApCTBEHHBIX CpEICTB,
ABIIAIONIEMYCSI 3aKa3UMKOM TAaKOTO0 KOHTPAKTHOTO (TOJPSIHOTO) MPOM3BOJACTBA, B TeueHue 5 padounx
JTHEN ¢ 1aThl NepeJadyd JIEKapCTBEHHBIX MPENapaToB MPEACTABISET B CUCTEMY MOHHUTOPHUHIA CBEIECHUS,
MPEyCMOTPEHHBIE ITYHKTOM 5 npriioxkeHust N 6 k Hactosiemy [lonosxkenuto.

[Tpu 3TOM CYyOBEKT 0OpaleHus JIEKAPCTBEHHBIX CPEJICTB, SBISIOMIUICS 3aKa3YMKOM KOHTPAKTHOTO
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(MoAPsIAHOTO) MPOU3BOJICTBA JIEKAPCTBEHHBIX IpEnapaToB, B TEUEHUE 5 pabouux THEH ¢ JaThl MPUEMKH
JIEKapCTBEHHBIX IpENnaparoB W PErucTpaluy B CUCTEME MOHMTOPUHIA CBEIACHUH O IepellaHHbIX
JICKapCTBEHHBIX TMperaparax /0 MPEACTaBICHHUA CBEACHHHA O JaJbHEHIINX OINepanusx ¢ TaKUMU
JIEKapCTBEHHbIMM IIperapaTaMu IOJATBEP’KAAET IJOCTOBEPHOCTh CBEJEHHM, COAEPIKAIIUXCS B CUCTEME
MOHHUTOPHHTA O MEPEAaHHBIX JIEKAPCTBEHHBIX Iperaparax, MyTeM IpPEACTaBICHUS CBEJCHUN B CHCTEMY
MOHHMTOPHHTIA, IPEAYCMOTPEHHBIX TYHKTOM 4 mpuiiokeHus N 6 k HacrosieMy [lonoxenuro.

46. CyOBekT oOpalieHHsi JICKQpCTBEHHBIX CPEJICTB, OCYIIECTBISIIONIMKA BBIBOJ H3 000poTa
JIEKapCTBEHHBIX IpenaparoB (3a UCKIYEHUEM BbIBOAA M3 000pOTa JIEKAPCTBEHHBIX IPENapaToB IyTEM
orbopa 00pa3LoB, BEIBO3a paHee BBE3eHHBIX B Poccuiickyro denepanuyl JeKapCTBEHHBIX MPENapaToB MU
nepefayd Ha YHUYTOXKEHHE), B TeYeHHe S5 pabouyux JAHEH C JaThl COOTBETCTBYIOIIEH Olepaluu
NPECTaBIsIeT B CHCTEMY MOHHMTOPUHIA CBEICHUSA, MPEIYCMOTPEHHbIE NyHKTOM | mpuinoxkeHus N 4 K
Hacrosemy [Tonoxenuro.

47. CyObekT oOpalleHusi JEKapCTBEHHBIX CPEACTB, OCYIIECTBISIONIMN BBIBOJ H3 000poTa
JIEKapCTBEHHBIX IpernapaToB MyTeM OoTOOpa 0Opa3LloB IpU BBO3E MAapTHUHU JEKAPCTBEHHBIX NpenapaToB B
Poccuiickyro @enepannio, MpeaCTaBIsSET B CACTEMY MOHHUTOPUHTA CBEICHUS, IPETYCMOTPEHHBIE ITYHKTOM
2 npunoxenuss N 4 k Hacrosiemy llonoxeHuto, B TeueHue 5 pabouux AHEH ¢ JaThl MPEICTABICHUS B
CHCTEMY MOHHMTOpPWHTA CBEJCHUH O MpHEMKEe JIEKapCTBEHHBIX MPErapaToB Ha (papManeBTUYECKUN CKIIal
JI0 TIPEJICTaBICHUs CBEICHUM O AaJbHEMIIMX ONepalusxX C JIGKApCTBEHHBIMHU IpenapaTaMH yKa3aHHOU
napTum, 00pasibl KOTOPOW OBUIM OTOOPAHBL.

48. CyObekT oOpalleHus JIeKapCTBEHHBIX CPEJICTB, OCYLIECTBISIOLIMM BBIBOA M3 000poTa
JIEKapCTBEHHBIX IMPENapaToB IIyTeM Iepeau JEKapCTBEHHBIX MPENapaToB HA YHUYTOXKECHUE, B TEUCHHUE 5
pabouux aHEH ¢ JaThl Nepelauyd Ha YHMUYTOXKEHHE JICKApCTBEHHBIX IpEenapaToB N0 HpPeACTaBICHUS
CBeIEHUI O (haKkTe YHHYTOXXEHHS JICKAPCTBEHHBIX IPENapaToB MPEACTABISIET B CUCTEMY MOHHTOPWHTA
CBEJIEHUS, IIPETyCMOTPEHHbIE ITYHKTOM 3 npuiokeHus N 4 k HactosuieMy [lonoxenuto.

[To wToram YHHMYTOXXEHHs JIEKAPCTBEHHBIX IPENapaToB CyOBEKT OOpameHHs JIeKapCTBEHHBIX
CpPEe/CTB, OCYILECTBUBILNI Nepeaayy JeKapCTBEHHBIX MPENapaToB Ha YHUUTOXKEHHE, B TeUeHUE 5 paboumnx
JTHEHW ¢ JaThl TOJYYeHHUs akTa 00 YHUYTOXKEHHH TIPEJICTABIISIET B CHUCTEMY MOHHUTOPHUHTA CBEICHHSA,
npeaycMOTpeHHble TyHKToM 4 npuiiokenust N 4 k Hactosiemy [Tonoxenuro.

49. CyObekT oOpalleHHs JEeKapCTBEHHBIX CPEICTB, OCYIIECTBIISIIONINN BBIBOJ M3 000poTa
JIEKapCTBEHHBIX IpErnapaToB MyTEeM OCYIIECTBIECHUS PEIKCIOpTa, B T€YeHUE 5 pabouyux IHEH co THS
peIIeHHs] O PEdKCIOPTEe, MPUHITOTO TaMOKXEHHBIMH OpTaHaMU, MPEJCTAaBIsSET B CUCTEMY MOHHTOpPWHTA
CBEJIEHUS, ITPelyCMOTpEeHHbIE MyHKTOM 9 npuioxkeHus N 3 k HactosuieMy [lonoxenuto.

50. IIpu ocyiiecTBIEHHMH HOBTOPHOIO BBOJa B OOOpPOT JIEKAPCTBEHHBIX MPENapaToB CyOBEKT
oOpalleHnss JIeKapCTBEHHBIX CPEACTB, paHee OCYIIECTBUBIIMK BBIBOA M3 000pOTa JIEKapCTBEHHBIX
IpenapaToB WM BBITYCK TaKHX JIEKAPCTBEHHBIX MpenapaToB 3a IpeleliaMu TeppUTopun Poccuiickoit
denepanuin (B ciiyyae BbIBO3a paHee BBe3eHHBIX B Poccuiickyto deneparium JekapcTBEHHbBIX MTPENapaTos),
B TeUeHHE 5 pabounx JHEW C AaThl COOTBETCTBYIOIICH ONEpalny MpeACTaBIsIeT B CHCTEMY MOHHTOPHHTA
CBEJICHUS, IIPelyCMOTpeHHbIE MyHKTOM 14 npunoxkerus N 3 k Hactosmemy [lonoxenuro.

51. CyObexTsl oOpallleHusi JIEKapCTBEHHBIX CPEACTB, OCYIIECTBISIONINE PO3HUYHYIO TOPTOBIIO
JIEKapCTBEHHBIX IMPErapaToB M OTIYCK JEKApCTBEHHBIX MPENaparoB, MapKUPOBAHHBIX CpPEICTBAMHU
uAeHTU(DUKAIIMK, OTpaXkaloT HH(OpManMI0O O BBIBOAE M3 000pOTa JIEKAPCTBEHHBIX IMPENapaToB C
UCIIO0JIb30BAaHUEM KOHTPOJIBHO-KaCCOBOI TEXHUKH.

CyOBeKTsl oOpaieHusi JIGKAPCTBEHHBIX CPEICTB, HE OCYHICCTBISIONIAE JESTeIHHOCTh II0
PO3HUYHOH TOProBiie JIEKAPCTBEHHBIMU IIperaparaMd IMpu BbIBOJE H3 000poTa JEeKapCTBEHHBIX
IpenapaToB IyTeM OTIyCKa OECIIaTHO WJIM CO CKHIKOHM JIGKAPCTBEHHBIX IPENapaToB IO PEIenTy Ha
JIeKapCTBEHHbIE IMpernapaTbl UM OTIYCKa JIEKAPCTBEHHBIX MpenapaToB, MPEACTaBIAIOT WH(OPMAIHIO O
BBIBOZIC M3 000pOTa JIEKapCTBEHHBIX TIpENapaTtoB B CHUCTEMY MOHUTOPHHTA C HCIOJIb30BAHUEM
PETUCTPATOPOB BBIOBITHSL, IPECTABISIEMBIX OIIEPATOPOM CUCTEMbI MOHUTOPUHTA.

OcHamieHue CyObEKTOB OOpaIlleHUsl JIEKAPCTBEHHBIX CPEJACTB, OCYLIECTBISIOIIMX BBIBOJ U3
00opoTa JIEKapCTBEHHBIX MPEMapaToB IyTeM OTIyCKa OECIUIaTHO WJIM CO CKUAKOW JIEKapCTBEHHBIX
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IpenapaToB IO PEUENTy Ha JIEKapCTBEHHBIC Iperaparbl WIM OTIYCKa JIEKAPCTBEHHBIX IPENapaTos,
YCTPOMCTBAMU PETUCTPALIMM BBIOBITHS JICKAPCTBEHHBIX IPENapaToB OCYLIECTBISETCS ONEpaTOpoOM
CHCTEMbl MOHUTOPHMHIA Ha 0E3BO3ME3IHON OCHOBE. B 1ensx Takoro ocHamieHusi CyObeKThl 0OpalieHus
JIEKapCTBEHHBIX CPEACTB 3aKJIIYalOT C ONEpaTopoM CUCTEMbl MOHHUTOPUHIA JIOTOBOPBI, B TOM 4YHCIE
coJiep Kallie YCIOBUS MPEJOCTaBICHUS TAKOTO 000PYIOBaHHUS M €r0 PErJaMEHTHOTO OOCTY)XKMBAaHHUS Ha
0€3BO3ME3/1HOM OCHOBE.

Tunosas (hopma TaKMX JOTOBOPOB YTBEP)KAAeTCs MUHUCTEPCTBOM HMPOMBIIIICHHOCTH M TOPTOBIIH
Poccuiickoit denepanumu.

Ao63ary yrpatun cuiny ¢ 17 centsiops 2019 r. - Ilocranosnenue IlpaBurensctBa Poccun ot 30
aprycta 2019 r. N 1118

Wndopmarius 06 H3MEHEHHSX:

Cm. npeovloyuyio peoakyuro

52. CyObeKTsl OOpalleHusi JIEKAPCTBEHHBIX CPEICTB IMpH OOHAPY)KEHHH OIIMOOK B CBEICHHSIX
(HEZOCTOBEPHBIX CBEJIEHUI), NMPEICTaBIEHHBIX MMM B CHCTEMY MOHHUTOPHHIA IpU BBOJE B 00OpOT
JIEKapCTBEHHBIX IpenapaTroB M OOOpOTE JIEKapCTBEHHbIX IPENaparoB, MPEJCTABIAIOT B CHCTEMY
MOHUTOPUHra HHPOPMALMIO, HEOOXOAMMYIO JJIsi HCHPABICHUS YKa3aHHBIX OLIMOOK B CBEICHMSX
(HeIOCTOBEPHBIX CBEJIEHUI) (Haliee - UCIpaBIIEHUE OLIUOO0K).

CyObekTbl 0o0OpaleHns JeKapCTBEHHBIX CPEJCTB BIIPaBe BHECTH MCIPABICHHS OLIMOOK O TOTO
MOMEHTa, KOTJja OHM ObUIM YBEIOMJIEHBI O Ha3HAYEHUU B OTHOILEHUU HUX IIPOBEPKHU, OCYLIECTBIISIEMOM B
ycTaHOBIICHHOM mnopsake dexepanbHoil ciy:x00i 1o Hax3opy B cdepe 34paBOOXpaHEHMs, MO (akTy
NPEJCTaBICHUS CyOBEKTaMU OOpalIeHHs] JICKAPCTBEHHBIX CPEICTB OMIMOOYHBIX (HEIOCTOBEPHBIX)
CBEICHU.

B cimyuae ecnm B mpeACTaBICHUN CBEJICHMI, B KOTOPHIX OOHapY)KEHBI OMIMOKH (HEZOCTOBEPHBIC
CBEJICHUS), Y4aCTBOBAJIU JApYyrue CyObEKTbl OOpalleHUs JIEKapCTBEHHBIX CPEACTB, TO HCIIPABICHUS
OIIMOOK CUMUTAIOTCS MPUHATBIMU IOCIIE MOATBEPHKACHUS TOCTOBEPHOCTHU IMPEICTABICHHBIX HCIPABICHUM
OMOOK B CHCTEME MOHUTOPMHIA BCEMM YYaCTHHUKAaMHM TIPEACTABICHUS CBEACHUH, B KOTOPBIX
0OHapy>XeHbI OMMOKYU (HETOCTOBEPHBIC CBEJICHHUS ).

B cucremy MOHHMTOpHMHIAa BHOCSTCS CIEAYIOLIME MCIPaBIEHUS OIIMOOK B OTHOIIEHHUH
COOCTBEHHBIX OIeparuii:

OTMEHa CyOBEKTOM 0OpallleHHs JIEKApCTBEHHBIX CPE/ICTB PaHee 3aperuCTPUPOBAHHON onepaiuu (B
cllydae, € Iociie TaKOW Onepanuy He ObUIM COBEPIIEHBI JEMCTBUS C IEPEX0A0M MpaBa COOCTBEHHOCTH
Ha JICKapCTBEHHbIE MTPENapaThl);

OT3BIB COOOILIEHUS 00 OTrpy3Ke JIEKapCTBEHHBIX IIpernaparoB CcyObeKTOM oOpalleHus
JIEKapCTBEHHBIX CPEJICTB - OTIPABUTEIEM TAKOI'O COOOIIEHHS, TIEPEIaHHOTO MOJIyYaTeNto JIeKapCTBEHHBIX
npenapaTtoB. Takas KOpPpPEKTHPOBKa BO3MOXKHA JI0 MEpeJadyd CBEJECHUN O MOATBEPXKIECHUHU Iepeladyu
JIEKapCTBEHHOTO Mpernapara ApyruM cyObeKTOM 0OpallleHus JIEKapCTBEHHBIX CPEJICTB;

OTKa3 CyObeKTa OOpallleHus! JIEKaPCTBEHHBIX CPEJCTB - MOJydaTessl JEeKapCTBEHHBIX IMpernapaToB
OT MPHUEMKHU JIEKapCTBEHHBIX MpernaparoB. Takas KOPpPEKTHPOBKA BO3MOXKHA J0 Nepeiadd CBEJCHHH O
MOJTBEPXKJIEHUU Tepe/iadl JEeKapCTBEHHOTO IpernapaTa ApYrUM CyObeKTOM OOpalleHUs JeKapCTBEHHbBIX
Ipernaparos.

Wudopmanust 00 U3MEHEHUIX:

Ilynxkm 53 uzmenen ¢ 17 cenmsaops 2019 . - I[locmanosnenue Ilpasumenvcmea Poccuu om 30 aseycma
20192 N 1118

Cm. npedvioyuyro pedakyuio
53. BrokupoBKa IPUHATHS CUCTEMONW MOHUTOPHHTA CBEACHUN O BBOJIE B 000POT JIEKAPCTBEHHBIX
npenaparoB, 00 000poTe U (UJIK) O BBIBOJIE U3 000POTA JIEKAPCTBEHHBIX MPENapaToB (fanee - OJIOKUPOBKA)
OCYIIECTBIISIETCS. B aBTOMAaTHYECKOM PEXKUME B COOTBETCTBUM C PErJIaMEHTOM, OIpeaeisieMbIM
OTIEPaTOPOM CHCTEMBbl MOHMTOPHHTA U COTJACOBaHHBIM ¢ DenepanbHON CIIy)00W 1O Ham30py B cdepe
3/IpaBOOXpaHEHUSI.
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[Tepeuens npuyrH OJIOKUPOBKH MPHBEEH B npuiokeHnn N 7.

[Ipu ycTpaHeHun cyOBEKTOM OOpallEeHUs JICKApPCTBEHHBIX MpEnapaToB MPUYUH, HMOCITYKUBIIMX
OCHOBAHHUEM JJIsl OJIOKUPOBKH, OTMEHA OJIOKMPOBKH OCYIIECTBIISIETCS] B aBTOMATUYECKOM PEXUME.

B otnenbHBIX citydasix, nepedeHb KOTOphIX ompenensercs deaepanbHoi ciayx00i 1o Haa30py B
cdepe 3ApaBOOXpaHEHUs], IPU OJIOKUPOBKE JOIYCKAETCsl BO3MOXKHOCTb IEpe/laudl CBEIEHHUH O BO3BpaTe
JICKapCTBEHHBIX IIPENapaToB MOCTaBUIMKY, O MepeAade JEKapCTBEHHBIX MPENapaToB Ha YHUYTOXKECHUE U
(unm) 00 MHOM BHJIE BBIBOJIA M3 000POTA JEKAPCTBEHHBIX MpenapaToB.

brokupoBka n oTMeHa OJIOKUPOBKM MOT'YT BBOJMTHCS B OTHOLIEHHWU €IMHHIIBI JIEKAPCTBEHHOI'O
npernapara, apTUH JEKapCTBEHHBIX IIPENapaToB WM CEPUH JIEKAPCTBEHHBIX IIPENapaToB.

VII. [lopsinok npemocraBieHusi HHPpOpMaIUHU, COAePKaIecs B CHCTeMe MOHUTOPUHI A

54. JocTyn 3aMHTEPECOBAaHHBIX B TOJYYEHWH HH(POpPMAUM W3 CHUCTEMBl MOHHUTOPHHTA
Gu3nUecKux M IOPUAMYECKHX JML, (eAepalbHbIX OpraHoB HCHOJHHUTENbHON BJIACTH, OPraHOB
TOCYJapCTBEHHON BiacTu CyObekToB Poccuiickoii ®denepanuu M OpraHOB MECTHOTO CaMOYIPAaBJICHUS
o0ecreynBaeTcsi ONEepaTOpoOM CUCTEMbl MOHHUTOPHMHIA IO COIVIACOBAHHIO C MHUHHUCTEPCTBOM
3npaBooxpanenust Poccuiickoit @enepanmu u  DenepanbHOi  cmyx00i 1o Ham3opy B cdepe
3/IpaBOOXPAHEHMUSL.

55. Hocryn k wuH(pOpMammu, COJIEpXKAIICHCsI B CHCTEME MOHUTOPUHTA, OOECIeUYnBACTCS
OIIEpPaTOPOM CUCTEMbl MOHUTOPHHIA C YYETOM CIIEAYIOIINX MOJIOKEHHIM:

a) moctyn (QenepanbHBIX OPraHOB WCIOJHUTEIBFHOW BIACTH, OPTaHOB TOCYNAapCTBEHHOW BIACTH
cyobexToB Poccuiickoit denepanyv 1 OpraHoB MECTHOI'O CaMOYIPABJICHUs B OTHOLLICHUU COJIEeprKallencs
B CHCTEME MOHUTOPHHTa MH()OPMAIMH OCYIIECTBIISIETCS B TOM YHCIE MOCPEACTBOM HHQPACTPYKTYPHI,
oOecneunBaromeil MH(YOPMAIIMOHHO-TEXHOJOTHYECKOE B3aUMOJEHCTBUE HH(DPOPMALMOHHBIX CUCTEM,
UCIOJIb3YEMBIX I TPEAOCTaBICHUS TOCYAAPCTBEHHBIX W MYHHUIMNAIBHBIX YCIYT W HCIOJHEHHUS
rOCyJapCTBEHHBIX U MYHHUIMIIATbHBIX (YHKIUH B 3JIEKTPOHHOU (hopMe;

0) moctyn CyOBEKTOB OOpaIlieHusl JICKapCTBEHHBIX CPECTB, MPEACTABISIIONINX HHGOPMAIIUIO TSI
BHECEHHUST B CHUCTEMY MOHHUTOPHUHIA, B OTHOIIEHUM MPEJICTaBICHHOH HMH MHGQOpMAIMM U
HOPMaTUBHO-CIIPAaBOYHON MH(POpPMAINH, COAepKallelcs B CHCTEME MOHUTOPUHTA, OCYIIIECTBIIIETCS Yepes
JUYHBIA ~ KaOMHET CcyObekTa oOOpalleHus JIeKapCTBEHHBIX  IpenapaToB WIM  [OCPEICTBOM
MH(OPMALIMOHHBIX 3JIEKTPOHHBIX CEPBUCOB C UCIIOJIb30BAHUEM CTAHIAPTHBIX IPOTOKOJIOB U UHTEP(ECOB
9JIEKTPOHHOTO B3aUMOJEHCTBHS;

B) JOCTYN Tpa)x/JaH B OTHOLIEHUM COJEp’Kalleiics B CUCTEME MOHUTOPUHIA MHQOpPMAIMU IpU
IPOBEpPKE CPEACTBA UACHTU(GHUKAIMU OCYLIECTBISAETCS B TOM YHCIIE C MCIIOJIb30BAaHUEM caiiTa onepaTopa
CUCTEMbl MOHUTOPUHIAa B HMH(OPMalMOHHO-TEIEKOMMYHUKAMOHHON ceTu "MHTepHeT" M MOOMIIBHOTO
IIPUJIOKEHUS.

56. MoOunbHOE IPIIIOKEHUE TIPH MPOBEPKE CPEACTBA UACHTHU(DUKAITUN 00€CIIeYUBaET B TOM YHCIIE
CJIEYIOIINE BO3MOKHOCTH CUCTEMbI MOHUTOPHUHTA!

a) CYHUTBIBAHHWE CpPEICTB WACHTU(DUKAIMM CO BTOPHUYHON (IMOTPEOUTENHCKOM) YMaKOBKU
JIEKapCTBEHHOTO TIpernapara (B ciay4yae €€ OTCYTCTBHS - MEpPBUYHON YMAKOBKM JIEKAPCTBEHHOTO
npenapara);

0) oroOpakeHHe pe3yIbTaTOB MIPOBEPKH CPEJCTBA UICHTU(UKAIIMHN B CUCTEME MOHUTOPUHTA;

B) BO3MOXKHOCTb HAIIPaBJIEHMsI CBEJIEHUH B CUCTEMY MOHMTOPHMHTa O HapyLICHHUSIX MOpsAIKa
MapKUPOBKH JIEKAPCTBEHHBIX IIPENapaTOB.

57. CyObexT oOpanieHus JJIEKapCTBEHHBIX CPEACTB MOXKET MOTYIUTh JOCTYI KO BCEM AJICKTPOHHBIM
JOKYMEHTaM, II€pEAaHHbBIM MM B CHUCTEMY MOHMTOPHMHIA, a TaKXe K D3JEKTPOHHBIM JOKYMEHTaM,
CO3/IaHHBIM CHUCTEMON MOHUTOPHHIA IO pe3yjbTaTaM 00pabOTKU MOTYYEHHBIX OT CyObeKTa oOpalieHus
JIEKaPCTBEHHBIX CPEICTB JOKYMEHTOB.
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VIII. Oneparop cucreMbl MOHUTOPHHIA

58. Omeparop cuUCTeMbl MOHUTOPHHIA IO COTJIACOBAHUIO ¢ MUHHCTEPCTBOM 3paBOOXPAHEHUS
Poccwuiickoit @enepanuu n enepanbHOii c1yx00i 10 HAA30py B chepe 3apaBOOXpaHCHHS 00CCIICYNBACT:

a) co3[laHu€e, pa3BUTHE, BBOJ B IKCILIyaTaIMIO, YKCIUTYaTallMIO U BBIBOJ M3 DKCILUTyaTallud CUCTEMbI
MOHHTOPHHTA, TpeIoCTaBlcHUEe WHPOPMAIMU, COJEpKalieiics B CHUCTEME MOHUTOPUHTA, W
B3aMMOJICHCTBHE CUCTEMbl MOHUTOPUHTA C HHBIMU MH(POPMAIIMOHHBIMH CUCTEMaMU;

0) peanu3anMi0 MEXaHU3MOB OOIIECTBEHHOTO KOHTPOJS, BKJIIOYas MpHeM HH(POpPMAIMH O
pe3ynbTaTax MpPOBEPKU CPEACTB HUIACHTHU(PHUKAUUU U KaloObl (PU3MUECKHX U IOPUIANYECKHUX JIUII,
UHIMBUAYAIbHBIX NpeANpUHUMATENICH, XpaHeHue, o0paOoTKy U mepenady dTOH HHPOpMaLUU B
YIIOJTHOMOYEHHBIE (pe/iepalibHble OpraHbl UCIIOJHUTEIBHON BIACTH.

59. Omeparop cHCTeMbl MOHHUTOPHMHIAa HECET OTBETCTBEHHOCTb B  COOTBETCTBUU C
3akoHoAaTenscTBOM Poccuiickoit denepanuu:

a) 3a XpaHEHHE BCeX JaHHbBIX U 3alMCel TpaH3aKLUMi B 0a3e JaHHBIX, pETUCTPUPYEMBIX B CHCTEME
MOHHUTOPHHTA;

0) 3a IeTTOCTHOCTh, COXPAHHOCTh M HEMPOTHBOPEYHBOCTH HH(OPMAIMH B CHCTEME MOHUTOPUHTA;

B) 3a BeIEHHE M XpaHEHHE EIUHBIX PEEeCTPOB, CIPABOYHO-HOPMATHUBHON HH(pOpMAIUH,
KJaccu(puKaTopoB U GOpMaTOB OOMEHA TAaHHBIMH;

r) 3a Oecriepe0oiHYI0 M 0TKa30yCTOMYMBYIO pabOTy CUCTEMbl MOHUTOPHHTA;

J) 32 BOCCTAQHOBIICHHE pPaOOTOCIIOCOOHOCTH CHUCTEMbI MOHHTOPHMHTAa M €€ KOMIIOHEHT IOCye
ycTpaHeHHs cO0eB MPH yCIOBHH MOJIHOTO YCTPAaHEHUS IPUYUH, BBI3BABIINX COOM, a TAK)Ke 32 COXpaHEHHE
IEJIOCTHOCTH YCTAaHOBJICHHBIX HA CEPBEPAX MPOrPAMMHO-TEXHHUUECKUX CPEICTB U 0a3 JaHHBIX;

€) 3a CTPYKTYpPHOE pe3epBUpPOBaHIE, aBTOMATHUECKOE BhIABIEHUE (paKkTa OTKa3a CEPBEPHOrO y3ia U
NEepeKIIOUeHUE 3a7ad Ha JPYroil CEepBEpHBIM y3el, a Takke 3a HaJIudhe pPe3epBHPOBAHHOTO U
JUBEPCUPHUIIMPOBAHHOTO MO NOJKIIOUEHUIO K MPOBaiifiepaM CeTeBOro A0CTYIIa;

) 32 UHQOPMAILIMOHHYIO 0€30MaCHOCTh U 3aIIMUTY JaHHBIX OT HECAHKIIMOHUPOBAHHOTO JOCTYyINa U
yTe4Kd UH(popMaIumy;

3) 32 KOHCYJIbTALMOHHYIO U TEXHHYECKYIO MOJAEPKKY CYOBEKTOB OOpalleHHs JIEKapCTBEHHBIX
CPEACTB CUCTEMbl MOHUTOPUHIA M MOOUJIBHOTO MPUIIOKEHUS JUI (PU3NUECKUX JIULI,

M) 3a cOOp W aHamM3 OOpaleHu MOPUIUYECKUX U (U3HUYECKUX JUIl, HWHAUBUAYaTbHBIX
npeanpuHUMaTeIei ¢ LeNblo MOCTAHOBKH 3a]1ad Ha JopaOOTKy M MOJIEPHU3ALIUIO 0a3 TaHHBIX.

MNPHUJIO)KEHHUE N 1

K [lonoxeHnnro 0 cucreMe MOHUTOPHHIA
ABHKEHHS JIEKAPCTBEHHBIX NPenapaTros
I METUIHHCKOI'0 NIPUMEHEeHU

CBenenus,

HpeIlCTaBJ'lﬂeMble FOCY}]apCTBEHHblMI/I I/IH(l)OpMalII/IOHHI)IMPI CUCTEMaMHU q)e[[epa.]]bHI)IX OpFaHOB
HCIOJIHUTEIbHOI BJIACTH B CHCTEMY MOHUTOPHHIA IBHKEHUSI JIEKAPCTBEHHBIX MPENapaToB Jsi
MECAUIIMHCKOIO le/lMeHeHl/lﬂ, a TaK>Ke CBCJICHUS, nepenaBaeMble U3 CUCTEMbI MOHI/ITOpI/lHFa
JABUKEHUSI JIEKAPCTBEHHBIX MPeNapaToB AJisi MeIUIIHHCKOI0 MPUMeHeHHs

1. I3 Equnoro peectpa JUIIEH3U HA TPOU3BOJICTBO JEKAPCTBEHHBIX CPEACTB MJIA LEJIeH nepenayu
uH(GOpMAIIMK O JHIIEH3HUSIX Ha MPOM3BOJCTBO JIGKAPCTBEHHBIX CPEACTB MPOU3BOAUTENS JIEKAPCTBEHHBIX
CPECTB, SBIISIIOLIETOCS OpTraHU3alMel, MPU3HaBaeMOM HAJIOTOBBIM pe3neHToM Pocculickoit denepanuu,
B CHCTEMY MOHHTOPHHTA JBUKECHHsI JICKAPCTBEHHBIX MPENapaToB Ui MEAUIIMHCKOTO MPUMEHEHUS (anee
- crUcTeMa MOHUTOPUHTA, JIeKapCTBEHHbIE NPenapaThl) MPEICTaBISIIOTCS CIEAYIONNE CBEACHUS:

a) uAeHTU(UKAIMOHHBIA HOMEP HAJOTOILIATENbINKA TPOU3BOIUTEIS JICKAPCTBEHHBIX CPEJICTB;
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0) OCHOBHON TIOCYJapCTBEHHBI pEruCcTpallMOHHBI HOMEpP IPOU3BOJUTENS JIEKApPCTBEHHBIX
CPEACTB;

B) HAMMEHOBaHUE IPOU3BOAUTENS JIEKAPCTBEHHBIX CPE/CTB;

I') HOMEp JIMLIEH3UH;

1) 1aTa BblJa4y JIUICH3UY;

€) cTaryc JeicTBUs JIMLEH3UH;

) JlaTa U3MEHEHMSI cTaTyca JeCTBUS JIMLEH3UN;

3) ajpec MecTa OCYILIECTBICHUS JEATEIbHOCTH COIVIACHO JMIEH3UU (IJI00aJIbHBIA YHUKAJIbHBINA
UICHTUPHUKATOP aIpecHOro o0bekTa B (enepanbHOil MHPOPMALMOHHON aJpecHOM CHCTEME M OIMCaHHe
aJIPECHOT0 0OBEKTA);

M) NIepevYeHb paboT U YCIyT, IPEeyCMOTPEHHBIX JIULIEH3UEH;

K) IlepeyueHb JICKapCTBEHHBIX (hOPM, NIPEeyCMOTPEHHBIX JIMLEH3UEH;

J1) TOTIOJIHUTEIBHOE ONKMCcaHue 1o paboTam (yciyram).

2. VI3 eauHOrO peectpa JIULEH3UH, B TOM YHCIIE JULEH3UH, BBIJAaHHBIX OpraHaMH rocy1apCTBEHHON
BlacTu cyobekToB Poccuiickoit ®enepanii B COOTBETCTBUM C TE€PEAAHHBIM IOJHOMOYHUEM TIO
JMILIEH3UPOBAHUIO OTNENbHBIX BHJIOB JAEATEIBHOCTU B cepe OXpaHbl 370pOBbA, Ul ILieJed mnepenadyu
UHPOpPMALIMM O JIMIEH3UAX CYOBEKTOB OOpamieHHsl JIEKapCTBEHHBIX  CPEICTB,  SIBIISIOLIMXCS
OpraHu3alsIMM, IPU3HABAEMBIMU  HAJIOTOBBIM  pe3uzeHToM  Poccuiickoit  ®enepauuu, HiIU
UHAMBUAYAJIIbHBIMU TPEAIPUHAMATENSIMA, B CHCTEMY MOHUTOPUHIA MPEACTABISAIOTCS CIEAYOIne
CBEJICHUS:

a) WACHTU(UKAIMOHHBIA HOMEp HaJOroIUIaTeNblIiKa CyObeKTa oOpamieHus JeKapCTBEHHBIX
CPEACTB;

0) HOMEp JIMIICH3UH;

B) JlaTa Hayajia JefcTBUS JIMLIEH3UH;

I) aJpec MecTa OCYUIECTBJICHUS JEATEIbHOCTU COIJIACHO JIMLEH3UM (TJ100aJIbHBIN YHHUKaJIbHBIN
UICHTU(PHUKATOP aAPECHOTO 00bEKTa B pesiepanbHOil MHYOPMAIIMOHHON aipeCHON CUCTEME U ONHUCAaHUE);

1) cTaTyc AeMCTBUS JTULEH3UN (MIEHTU(UKATOP U ONKCAHUE);

€) JlaTa U3MEHEHHUs CTaTyca AeUCTBUS JIULCH3HH;

) TepedeHb padoT U yCIyT, NPeAyCMOTPEHHBIX JIMLIEH3UeN (MAEHTU(UKATOPHI U ONTUCAHUE).

3. 13 enuHOM rocyAapcTBEeHHOM MH(POPMALIMOHHOM cucTeMbl B chepe 31paBOOXpaHeHHs Is Lesei
OIMCAaHUs JIEKaPCTBEHHBIX MIPENAapaToOB B CUCTEMY MOHUTOPUHTA IPEJICTABIISIFOTCS CIEAYIOLINE CBEICHUS:

a) YHUKaJbHBIA MJIEHTU(UKATOP 3alKMCHU B €IMHOM CTPYKTYPUPOBAHHOM CIIPaBOYHMKE-KaTajore
JIEKapCTBEHHBIX MIPENapaTos;

0) HOMep PEruCTPallMOHHOTO YI0CTOBEPEHUS JIEKAPCTBEHHOIO IipenapaTa;

B) JlaTa TOCYJapCTBEHHOMN pErucTpaluy JIEKApCTBEHHOTO Mpenapara;

I') CTaTyC JeMCTBUS PErHCTPALMOHHOTO YI0CTOBEPEHHs JIEKApCTBEHHOT'O Mpenapara;

1) MEXJIyHapOJHOE HEMaTeHTOBAHHOE, WM TPYIIHUPOBOYHOE, WM XHUMHUYECKOE HAaUMEHOBAaHHE
JIEKapCTBEHHOI'O IIpETapara;

€) HauMEHOBaHUE JIepKaTels WK Bia/esblla PETUCTPAMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO
npenapara;

’K) CTpaHa pErucTpaluu JepKaTelis WM BJajAeiblla PETUCTPALMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOI'O IIpEnapara;

3) KOJA HaJoroImjaTelblIMKa JAep)KaTeis WM Biajaeiblla PErucTPalMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTI'0 IIperapara B CTPaHe PETUCTPALINH;

M) TpHU3HAK HaJU4us JIEKAPCTBEHHOTO Ipernapara B IE€peyHe >KU3HEHHO HEOOXOTUMBIX U
Ba)XHEHIINX JIEKAPCTBEHHBIX MIPENapaToB;

K) TOProBO€ HaMMEHOBaHHE JIEKAPCTBEHHOT'O MIperapara;

J1) IEpBUYHAS YIIAKOBKA JIEKAPCTBEHHOTO Mpenapara;

M) KOJIMYECTBO JICKAPCTBEHHON ()OPMBI B IEPBUYHON YIAKOBKE;

H) BTOpUYHAas (MMOTpeOUTENbCKas) YIIaKOBKaA JIEKApCTBEHHOT'O Mpenapara (Mpu HaIudum);
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0) KOJMYECTBO IEPBMYHOM  YNAKOBKM  JIEKAPCTBEHHOI'O  IIpermapara BO  BTOPUYHOM
(MOTPEOUTENBCKOI) YIIAKOBKE JICKAPCTBEHHOTO TIpenapara (Ipu HAIHMYUHN );

1) JIeKapcTBeHHAas popma;

P) KOJINYECTBO €AMHULL U3MEPEHHsI JO3UPOBKH JIEKAPCTBEHHOT'O Npenapara;

C) HaMMEHOBaHUE CyObEKTa OoOpallleHHs JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBISIOMIETO (hacoBKy
(YIaKkoBKy) JIEKAPCTBEHHBIX IPENapaToB BO BTOPUYHYIO (IOTPEOUTENIbCKYIO) YIAKOBKY JIEKAPCTBEHHOTO
npemnapara (B ciiydae €e OTCYTCTBHSI - IEPBUUHYIO YIIAaKOBKY JIEKapCTBEHHOI'O IIpenapara);

T) KOJ| HaJIOrOIUIAaTEJbIINKA CyObEKTa OOpalleHus JIEKAPCTBEHHBIX CPEJICTB, OCYILECTBIIAIOLIETO
¢dacoBky (YHmakoBKYy) JIEKAapCTBEHHBIX MPENApaTOB BO BTOPUYHYIO (TMOTPEOUTENBCKYIO) YHAKOBKY
JIEKapCTBEHHOI0 Ipernapara (B Cilydyae €€ OTCYTCTBHMsS - IEpBUYHYI YIAKOBKY JIEKAPCTBEHHOI'O
npernapara), B CTpaHe perucTpanuy;

y) CTpaHa perucTpanuu cyObeKkTa oOpallleHHs JIEKapCTBEHHBIX CPEICTB, OCYLIECTBISIOIIErO
(dacoBky (YHNakoBKY) JIEKapCTBEHHBIX IIpeNaparoB BO BTOPUUYHYIO (HOTPEOUTENHCKYIO) YHAKOBKY
JIEKapCTBEHHOT0 Ipernapara (B cCiydyae €€ OTCYTCTBHS - IEpBUYHYI YIAKOBKY JIEKAPCTBEHHOI'O
npenapara);

¢) agpec mMecra OCYLIECTBIICHHS JEATENBHOCTH CyOBEKTa OOpallleHUs JIEKAPCTBEHHBIX CPEJICTB,
OCYIIECTBIISIONIETO (PACOBKY (YITaKOBKY) JIEKAPCTBEHHBIX MPETAPaTOB BO BTOPUYHYIO (TIOTPEOUTEIHCKYIO)
YIIaKOBKY JICKapCTBEHHOI'O Ipernapara (B cilyyae €€ OTCYTCTBHUS - NEPBUYHYIO YIAKOBKY JIEKAPCTBEHHOTO
npernapara), yKa3aHHbIM B JIMIEH3UM HAa IPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB IPU HAJIMYMUU TAKOU
JUIEeH3UU  (TI00aJbHBIM  YHUKAIbHBIM  HMIACHTH(QHUKATOP aJApecHoro o0bekTa B  (QeaepalbHON
MH(POPMALIMOHHON aAPECHON CHCTEME U OMUCAHUE);

X) HalMEHOBaHME CyObEKTa OOpallleHUs JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBIIAIOLIETO CTaAUIO
BBIITYCKAIOILIEr0 KOHTPOJISI KAa4eCTBa;

1) KO/ HaJIoroIUIaTeNbliKa CyObeKTa OOpalleHusl JIEKapCTBEHHBIX CPEACTB, OCYIIECTBISIOIIEIO
CTa/IMIO BBITYCKAIOIIETO KOHTPOJISl KAYECTBA B CTPaHE PErUCTPalllH;

4) CTpaHa perucTpaluu CcyObekTa OOpallleHHs JIEKapCTBEHHBIX CPEICTB, OCYIIECTBISIOIIErO
CTa/IMIO BBIITYCKAIOIIETO KOHTPOJISl KaYeCTBa,

1) aJpec MecTa OCYIIECTBIICHHUS JEATeNbHOCTH CyOBbeKTa OoOpalleHHs JeKapCTBEHHBIX CPEACTB,
OCYIIECTBIISIOIIETO IMPOU3BOJACTBEHHYIO CTaJMI0 BBINYCKAIOIIETO0 KOHTPOJIS KAadyecTBa, YKa3aHHBIA B
JMIIEH3UM Ha MPOM3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB IMPH HAIWYMM TaKOW JIMLEH3UH (TI00albHbINH
YHUKaJIbHBIN UIEHTU(UKATOP apecHOro 00beKTa B peiepalibHON HHPOPMALIMOHHOM apecHOl cucTeMe u
ONHCaHue);

1) JaTa perucTpalyy MpeaenbHON [IeHbl Ha JIEKApCTBEHHBIN IIpernapar;

bl) TIpe/iebHAs 3aPETUCTPUPOBAHHAS 1IeHa B PYOJIsX.

4. V3 EauHOro rocymapcTBEHHOTO pEecTpa IOPUAMYECKHX JHUI] U EIWHOTrO rocyaapcTBEHHOTO
peecTpa MHIAMBHUYaIbHBIX NMPEANPUHUMATENICH COOTBETCTBEHHO B LEJAX MOATBEPKIECHHS JOCTOBEPHOCTH
CBEJCHMM O TOCYAapCTBEHHOM perucrpauuud CcyObeKTOB oOpallleHus JIeKapCTBEHHBIX CpEICTB,
SBJISIOLIMXCSL OpraHU3alusIMU, IPU3HABAEMBIMU HAJOTOBBIM pe3ujieHToM Poccuiickoit denepannu, uiu
WHAVBUAYAJIbHBIMU TPEANPUHUMATENSIMH, B CHCTEMY MOHUTOPUHIA MPEACTABISIOTCS CIENyIOIIHe
CBEICHMUSL:

a) UJIeHTU(UKALMOHHBIH HOMEp HaJoroIuIaTeNblluKa CcyObeKkTa oOpalleHusi JeKapCTBEHHBIX
CPEICTB;

0) KOJI HaJIOTOBOTO OpTraHa;

B) KOJ] cTaTyca IOPUAMYECKOrO JIMLA WM UHIUBUIYaTbHOTO MPEAPUHUMATEIIS;

I') HAaMMEHOBaHHe cyObeKTa 0OpallleHus JeKapCTBEHHBIX CPEJICTB;

) CTaTyC 3alKCH O PErHCTPALUHU IOPUAMUYECKOTO JIULA I UHIUBHIyaIbHOTO MPEAPHHUMATEIS;

€) CBEIEeHMs O PYKOBOJAUTENE CYOBbEKTa OOpameHusi JEKapCTBEHHBIX CPEICTB WM 00
UH/IMBUIYaJIbHOM IIpeAIpUHIMATEeE.

5. 13 rocyjapCcTBEHHOTO peecTpa aKKpeIUTOBAaHHBIX (DMIIMAIIOB, IPEICTABUTENIBCTB MHOCTPAHHBIX
IOPUAMYECKUX JIMIL B LENSIX MOATBEPKICHUS TOCTOBEPHOCTH CBEJIEHUIN O PETUCTPALIUU MIPEACTABUTENBCTB
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MHOCTPAHHBIX OpraHu3alui, SBISIOUIMXCA JEpXKATeNsIMU WM BIAJENIbLIAMU  PETUCTPALIMOHHOTO
YIOCTOBEpPEHUSI JICKapCTBEHHOIO Iipemnapara, Ha Tepputopun Poccuiickonn denepanuum B CHCTEMY
MOHUTOPHHIA IIPEACTABIIAOTCS CIEAYIOINE CBEICHHUS:

a) UACHTU(UKAMOHHBIA HOMEP HAJIOrOIlIaTeNbIMKa IPEICTaBUTEIbCTBA;

0) KO/l HAJIOrOBOI'0 OpraHa y4eTa IpeiCTaBUTENbCTBA;

B) HAMMEHOBAHUE IIPEJICTABUTENBCTBA;

') HOMEp 3alUCH 00 aKKpeAUTAIUH;

) CBE/IeHUs1 00 MHOCTPAHHOM OpraHu3alui;

€) KOJl COCTOSIHUS aKKpEAUTALIUN;

) CBE/ICHUS O PYKOBOJUTENE MIPEICTABUTENIbCTBA.

6. U3 noncucremsl "MOHUTOPUMHI KadecTBa JIEKAPCTBEHHBIX CPEJICTB" aBTOMAaTU3MPOBAHHOMN
UHpOpMaLMOHHON cucteMbl PenepanbHON CiIy:KObl MO HaI30py B chepe 31paBOOXPAaHEHHs] B LENIAX
oOecnieueHrs 0€30MaCHOCTH B CHUCTEMY MOHUTOPUHIA NPEJICTABISIIOTCS CIEAYIOLUIUE CBEIEHUS O
BPEMEHHOM BbIBOJIE (00 OTMEHE BPEMEHHOIO BbIBOJA) M3 OOpalleHMs JEKapCTBEHHBIX IPENaparoB IO
WHHIAATHBE YIIOJIHOMOYEHHOTO (heZiepaibHOTO OpraHa HCIIOJIHUTEIHLHON BIIACTH:

a) jara, ¢ KOTOpOi HeoO0XOoAMMO OOecleYuTh BPEMEHHBIN BbIBOJ (OTMEHY BPEMEHHOI'O BBIBOJA)
JIEKapCTBEHHOTO Mperapara u3 o0paieHus;

0) HOMep PEruCcTPallMOHHOTO YI0CTOBEPEHUS JIEKAaPCTBEHHOIO IipenapaTa;

B) J1aTa rOCYJapCTBEHHOM PEruCTpaluy JIEKAPCTBEHHOTO MIpenapara;

I') OCHOBaHHE BPEMEHHOT'0 BbIBO/Ia (OTMEHBI BPEMEHHOT'O BBIBOJIA) U3 OOpaIlleHus JIEKapCTBEHHOTO
npenapara;

1) PEKBU3HUTHI JOKYMEHTa O BPEMEHHOM BbIBOJIE (00 OTMEHE BPEMEHHOT'O BBIBOJA) U3 OOpalleHHs
JIEKapCTBEHHOI'O IIperapara;

€) r11o0abHbIM NACHTU(DHUKALIMOHHBII HOMEp TOProBOM €MHULIBL;

’K) HOMEp MIPOU3BOJICTBEHHON CepHH;

3) UACHTU(HUKAIMOHHBI HOMEp HaJOroIUIaTeNblIMKa CyOBbeKTa OOpalleHusl JIEeKapCTBEHHBIX
CPEJCTB (€CIU OCYIIECTBISAETCS U3BATUE TOIBKO Y OJTHOTO CYObEKTa 0OpalleHHsl IEKAPCTBEHHBIX CPECTB,
a He U3bsATHE BCell cepuu (MapTun).

7. I3 EnvHo# aBTOMaTU3MPOBAHHON MH(MOPMAIIMOHHON CUCTEMBI TAMOXXEHHBIX OPraHOB C LEJbIO
IPENYNPEXACHUS U TIPECEUCHUs NTPECTYIUIEHUH U aJIMUHHUCTPATUBHBIX NIPAaBOHAPYIIEHUH, OTHECEHHBIX K
KOMITETEHIIMY TaMOKEHHBIX opraHoB Poccuiickoit denepannn, B CHUCTEMY MOHUTOPHHTA MTPEACTABIISIOTCS
CIENyIOIIME CBEIEHUS O JIEKapCTBEHHBIX IIpenaparax, BBe3eHHbIX B Poccuiickyro ®enepanno un
IIOMEIICHHBIX IO ONPEAEICHHBIE TAMOKEHHBIE MPOLIEAYPBI, COJEPKAIIUECS B TAMOXKEHHOH JIEKJIapaluy
Ha TOBAapBIL:

a) KOJl TAMOXEHHOI'O OpraHa;

0) nara perucTpauy TaMOKEHHOH JIeKIapaliy Ha JIeKapCTBEHHBIH Mpenapar;

B) PErHCTPAIlMOHHBIN HOMEP TaMOKEHHOM JIeKlapalliy Ha JIEKapCTBEHHBIN IIpernapar;

T') CepuitHBI II100aMbHBIN UICHTU()UKAMOHHBIA HOMEP TOPTOBON €IMHUIIBI;

1) TaMOXKEHHAasi CTOUMOCTb, CTATUCTUYECKAsi CTOMMOCTh U (paKTypHasi CTOMMOCTD JIEKAPCTBEHHOTO
npernapara;

€) KOJIl CTpaHbl MPOUCXOXKICHHS JIEKAPCTBEHHOIO MIpernapara;

) HJIEHTH(UKALMOHHBIH HOMEp HaJOroIlaTeNblIUKa CyObeKTa OOpalleHHs JIeKapCTBEHHBIX
CPENCTB, OCYIIECTBIISIFOLIETO BBO3 U IEKIAPUPOBAHUE JIEKAPCTBEHHOTO MTPEnapara;

3) KOJX 3asBJICHHOM TaMOXEHHOW NpOIEAyphl B COOTBETCTBHU C KJIACCH(UKATOPOM BHJIOB
TaMO>KEHHBIX IPOLEAYD;

M) JaHHbIE O BBIMYCKE /ISl BHYTPEHHETo MOoTpeOIeHNs JIEKapCTBEHHOTO Ipenapara.

8. Cucrtema MOHUTOPHHIa B LEISIX MNPEAYNPEKICHUS M TMPECEUEHUs NPECTYIUICHUH U
aJMMHHMCTPATUBHBIX NPAaBOHAPYIIEHUH, OTHECEHHBIX K KOMIIETEHIIMM TaMO>KEHHBIX opraHoB Poccuiickoii
®denepanum, OCyleCTBIsAET nepeaady B EnnHyro aBTOMaTH3HMpPOBaHHYI0 HH(GOPMALMOHHYIO CUCTEMY
TaMOKEHHBIX OPraHOB II0 3alpOCy CIEAYIOIIME CBEIEHUS O JIEKapCTBEHHBIX IpernapaTax, BBE3EHHBIX Ha
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teppuropuro Poccuiickoit denepanuu:

a) WACHTU(UKALMOHHBIA HOMEp HaJoroarenbliuka cyObekTa oOpallleHHsl JIeKapCTBEHHbIX
CpPEACTB, OCyILIEeCTBIsAOUIEr0o BBO3 B Poccuiickyro denepanvio ¥ JAEKIApUPOBAHUE JIEKAPCTBEHHBIX
IIPEnaparTos;

0) KOJ cTpaHbl IPOUCXOXKIECHUS JIEKAPCTBEHHOT'O Mpenapara;

B) I1100aIbHbIN UICHTU()UKALMOHHBIA HOMEP TOPrOBOM €IMHUILIbI;

I') CepUUHBIA TIOOATBHBIN HICHTU()UKALMOHHBI HOMEpP TOPrOBOW €AMHHULBI U TPYIIIOBOW KO
IpyNIIOBON YIAKOBKH, B KOTOPOH HaXOJIUTCS BBEJCHHBIM B 000pOT JIEKAPCTBEHHBIN Ipenapar;

1) CTaTyC JEKapCTBEHHOI'O IIperapara B CUCTEME MOHUTOPUHTA;

€) IepeyeHb CEpUHHBIX TJ00aNbHBIX MICHTU(DUKAMOHHBIX HOMEPOB TOPIOBOM E€IMHHUIIBL,
CoZlepaKaIIMXCs B IPYIIIOBOM YIIaKOBKE.

IMPUJIOXEHME N 2

K [TonoxeHno 0 cucTeMe MOHUTOPHHTA
JABHKEHHS JIEKAPCTBEHHBIX NPenapaToB
JJTIS1 METUITHHCKOTO NMPUMeHEeHHUsI

Ilepeyenn
CBe/JeHHUIi, IpeACcTaBIsieMbIX IIPU ONMCAHUH JeKAPCTBEHHBIX NPeNapaToB AJsl MeIMIHHCKOTO
NpUMeHeHHus cy0ObeKTaMu 00paleHns JJeKapCTBEeHHbIX CPeACTB B HH(POPMALMOHHBIN pecypc,
o0ecrneynBalOIINii y4eT U XpaHeHHe I0CTOBEPHBIX JAHHBIX 0 TOBAPAX 110 COOTBETCTBYIOLIEH
TOBApPHOW HOMEHKJIAType

1. ToproBoe HauMEHOBaHME JIEKAPCTBEHHOTO Mpernapara JUisi MEIULIMHCKOTO IPUMEHEHHUS (Jlanee -
JIeKapCTBEHHBIH Mpenapar).

2. bpenn (ToproBast Mapka).

3. Homep perucTpaimoHHOTO yJJOCTOBEPEHUSI JIEKAPCTBEHHOIO IIpernapara.

4. lata rocyaapCTBEHHOM PETUCTPALMU JIEKapCTBEHHOTO TIpenapara.

5. HaumeHoBaHue neprkaresst WK BlaJeliblia PErUCTPAlMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara.

6. Axpec nepxarenss WIM BIaJeNblla PETUCTPALMOHHOIO YIOCTOBEPEHMS JIEKaPCTBEHHOI'O
npernapara.

7. MexTyHapoIHOE HEellaTeHTOBaHHOE HAaMEHOBaHUE JIEKApCTBEHHOTO Mpernapara.

8. JlekapcTBeHHas hopma.

9. KonnuecTBo €MHUI] U3MEPEHUs JO3UPOBKHU JIEKApCTBEHHOTO Mpernapara.

10. Tun BTOpUYHOIN (MOTPEOUTENHCKON) YIMAaKOBKH JIEKAPCTBEHHOTO IMpemapaTta (B ciaydae ee
OTCYTCTBUSI - IEPBUYHOM YIIaKOBKU JIEKaPCTBEHHOT'O Tpernapara).

11. Marepuan BTOpU4YHO#H (IOTpeOUTENbCKOM) YIAaKOBKH JIEKAPCTBEHHOTO Mpenaparta (B ciaydae ee
OTCYTCTBUSI - IEPBUYHOM YIIaKOBKU JIEKAPCTBEHHOT'O Tpernapara).

12. KonnuectBo (Mepa) JIeKapcTBEHHOT'O IpenapaTa BO BTOPUYHOHN (ITOTPEOUTENBCKOM) yIakoBKe
JIEKapCTBEHHOI0 Tpernapara (B clyyae €€ OTCYTCTBUS - B IEPBUYHOM YINAKOBKE JIEKAPCTBEHHOI'O
npenapara).

13. Hanuuue BHYTpM BTOPUYHOU (MOTPEOMTENHCKOM) YIAKOBKU JIEKAPCTBEHHOI'O Ipernapara
HEMapKUPOBAaHHOM NEPBUYHON YMAKOBKM JIEKAPCTBEHHOro TMpemapara (IpU HaJIMYUM BTOPUYHOMN
(moTpeOuTeNbCKON) YIAaKOBKH JIEKAPCTBEHHOT'O IIperapara).

14. Omnwucanue BIOXEHHOW BO BTOPUYHYIO (IMOTPEOUTENBCKYIO) YIAKOBKY JIEKApPCTBEHHOT'O
npernapaTa HeMapKUpPOBAaHHOMN MEPBUYHON yITaKOBKH JIEKAPCTBEHHOTO MpernapaTa.

15. HaumeHoBanue QacoBmiuka (ymakoBINUKA) (3aMONHIETCS B CIydae OCYIIEeCTBIICHUS (PacoBKH
(ymakoBku) Ha Tepputopun Poccuiickoit deneparun).
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16. Anpec (¢acoBuka (ymakoBHIMKa) BO BTOPHYHYIO (IOTPEOUTENBCKYIO)  YIAKOBKY
JIEKapCTBEHHOTO TIpermapara (B Ciydyae €€ OTCYTCTBUSL - IIEPBUYHYIO YIIAKOBKY JICKAPCTBEHHOT'O
npenapara) (3amoiHseTcs B clyyae OCyliecTBICHHs (hacoBKH (YNMAaKOBKH) Ha TeppuTopuu Poccuiickoit
denepanyn).

MNPUJIOKEHUE N 3

k [lonoxxenuio 0 cucTeMe MOHUTOPUHTA
JABUKEHHS JIeKAPCTBEHHbIX MPeNnapaToB
JJIS1 METUIIMHCKOTO PUMEHEeHHUs

CBenenns,
npeacTaB/sieMble Cy0beKTaMH 00pallleHUsI JIEKAPCTBEHHBIX CPEICTB B CHCTEMY MOHUTOPHHI A
JABHKEHHS JIEKAPCTBEHHBIX NMPeNnapaToB AJsi MeIHIMHCKOT0 MPUMeHeH sl PU BBO/Ie B 000pOT
JIEKAPCTBEHHBIX MPENapaToB AJis1 MeIUIIUHCKOr0 NPUMeHEeHUsI

C u3MeHeHHSIMH U JTONOJHEHUSAMH OT:

30 aBrycra 2019 r.

I. CBeaennst 0 1eKapCTBEHHBIX Mpenaparax JAJasi MeIMIHHCKOr0 NIPpUMeHEeHH s, IPOU3BeIeHHbIX HA
Teppuropuu Poccuiickoii @enepanum, npeacrabisieMble Cy0beKTaMi 00palieHusl JIEKAPCTBEHHbIX
CpPeICTB B CHCTEMY MOHUTOPHMHIA IBUKEHHS JIEKAPCTBEHHBIX MPenaparoB JAJs MeIMLUHCKOT0
NPUMEHEeHHUsA

1. CyObekThl 00palieHus JeKapCTBEHHBIX CPEJCTB MPHU 3aBEPLUICHUH CTaAuM (HacoBKU (YIAKOBKHU)
JIEKapCTBEHHBIX MpenapaToB A MEIUIMHCKOTO NMPUMEHEHHs (Aajee - JIeKapCTBEHHbIE Mpernaparbl) BO
BTOPUYHYIO (MMOTPEOUTENHCKYI0) YIAKOBKY JIEKAPCTBEHHOTO TIpemapara (B cliydae €€ OTCYTCTBHS -
NEPBUYHYIO YIAKOBKY JIEKAPCTBEHHOr'O MIpernapaTta) NpeACTaBIsIOT B CUCTEMY MOHUTOPHHIA JBH)KEHUS
JIEKapCTBEHHBIX MpEnaparoB (Aajee - CUCTEMa MOHUTOPUHIA) CIEAYIOUIYI0 MH(GOPMAIUIO B OTHOIIEHUU
Ka)KJ0l TOPrOBOM €IMHUIIBI JIEKAPCTBEHHOI'O IIperapara:

a) J1aTa COBEPIICHHS OTepallnu;

0) uaeHTH(UKALMOHHBIM HOMEp HaJoOromaresbllluka CyObeKTa oOpalleHHs JeKapCTBEHHbIX
CPEICTB, OCYHIECTBIIAIOMIEr0 (acoBKy (YMaKOBKYy) JIEKapCTBEHHBIX IIPEMapaToB BO BTOPUYHYIO
(moTpebUTeNbCKYI0) YHAKOBKY JIEKAPCTBEHHOrO Ipenapara (B ciydae €€ OTCYTCTBHS - MEpPBUYHYIO
YIIaKOBKY JIEKAPCTBEHHOTO MIpernapara);

B) a/Ipec MecTa OCYIIECTBIEHUS JesITEeIbHOCTH, I/ie Oblja 3aBeplleHa cTaus (acoBKU (yIIaKOBKH)
JIEKapCTBEHHBIX MPENnapaToB BO BTOPUUHYIO (IOTPEOUTENBCKYIO) YIIaKOBKY JIEKApPCTBEHHOIO Mpenapara (B
cllyyae ee OTCYTCTBUS - EPBUYHYIO YIIAKOBKY JIEKApPCTBEHHOT'O Mpernapara);

T') TUIT IPOU3BOJCTBEHHOI'O 3aKa3a (KOHTPAKTHOE MJIM COOCTBEHHOE NMPOU3BOJICTBO);

1) WACHTU(QHUKAIMOHHBI HOMEp HaJOrOoIUIaTeNbIINKa CyObeKTa OOpalleHusl JEeKapCTBEHHBIX
CPEICTB, SBJSIONIETOCS 3aKa34MKOM KOHTPAKTHOro (MOJPSIAHOTO) TMPOM3BOACTBA (B ciydae
npejcTaBieHus HHGOpMalMU CyOBEKTOM OOpalieHHsl JIEKApCTBEHHBIX CPEACTB, OCYIIECTBIISIOIIUM
KOHTPaKTHOE (TIOJIPSTHOE) TPOU3BOICTRO);

€) ri1o0anbHbIM NACHTU(DHUKAIIMOHHBII HOMEp TOProBOil €JMHUIIBI JIEKApCTBEHHOTO Mpernapara;

’K) HOMEP MTPOU3BOJICTBEHHOM CEepHH JIEKapCTBEHHOT'O IIpernapara;

3) JJaTa UCTEYEHUs CPOKA FOJJTHOCTH JIEKAPCTBEHHOTO MpEenapara;

M) CEepUUHBIN TJI00ambHBIA HIEHTU(GUKALMOHHBIA HOMEP TOProBOM €JAMHHUIIBI, IPUCBOEHHBIN
BTOPUYHON (MOTPEOUTENILCKOM) YHMaKkoBKE JIEKapCTBEHHOTO Ipernapara (B cilydae €€ OTCYTCTBUS -
NEPBUYHON YIAKOBKE JIEKapCTBEHHOI'O Mpenapara).

2. CyObekThl OOpalleHusi JIEKapCTBEHHBIX CPEACTB INPH 3aBEPIICHUM CTAJAWU BBIIYCKAIOIIETO
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KOHTPOJISI KayeCcTBa MPEJCTABISAIOT B CHUCTEMY MOHUTOPHHIA CIEAYIOIIYI0 HWH(POPMALHIO O BBITYCKE
FOTOBOM MPOAYKIMM B OTHOIIEHUMM KaXXJOM TOProBOM €AMHUIBI JIEKAPCTBEHHOrO Iperapara,
IIpoM3BeIeHHON Ha TeppuTopun Poccuiickoit denepanuu:

a) JlaTa COBEpILIEHUS OTepaliy;

0) uaeHTH(HUKALMOHHBI HOMEp HAJIOTOIUIaTeNbIINKa CYOBEKTa OOpalleHHs JIeKapCTBEHHbIX
CPENCTB, OCYIIECTBIISIFOLIETO PETUCTPALIMIO CBEACHUH O BBIITYCKE TOTOBOM POIYKIINH;

B) aJipec MecTa OCYIIECTBIICHHS JAEATEIbHOCTH CyObEeKTa OoOpalleHHs JIEKAPCTBEHHBIX CPEACTB,
OCYLIECTBIISOIIETO PErUCTPALIMIO CBEIEHUN O BBIIYCKE TOTOBOW MPOAYKIINH;

') BUJ JOKYMEHTa O MOJATBEPKICHUH COOTBETCTBUS - CEPTH(PHUKAT COOTBETCTBHS WM JIEKIIapariyst
0 COOTBETCTBHH;

1) PEKBU3UTHI JOKYMEHTA O MOATBEPKICHUM COOTBETCTBUS (J1aTa U HOMED);

€) CepUMHBIN II00ATBHBIA MICHTU(PUKAIMOHHBI HOMEpP TOPTOBOM €IMHMIIBI WU TPYIIIOBOM KOJI
YIIaKOBKH, B KOTOPOI HAaXOIMTCS BBITYLICHHBIH B 000POT JIEKApCTBEHHBIN Mpenapar (B ciy4yae BBITYCKa
TPYIIOBOM YIaKOBKH LIETUKOM).

I1. CBenenus, npeacrasisieMble Cy0beKTaMu 00pallieHUs JIeKAPCTBEHHBIX CPE/ICTB B CHCTEMY
MOHHUTOPHMHIA, 0 JIeKAPCTBEHHbIX Npenaparax, Npou3BeJeHHbIX 32 NMpeae1aMi TePPUTOPHHI
Poccuiickoii ®enepauuu

Wudopmarus 06 H3MEHEHHSX:

Ilynkm 3 usmenen ¢ 17 cenmsabopsa 2019 e. - Ilocmanosnenue I[Ipasumenscmea Poccuu om 30 aseycma
20192 N 1118

Cm. npedvloywyro pedaKyuio

3. CyObexThl oOpallleHus! JIEKapCTBEHHBIX CPENICTB MPHU 3aBEPILIEHUU MPOU3BOJICTBEHHON CTaluu
(acoBkU (YMaKOBKH) JIEKAPCTBEHHBIX MPENApaToB MPEACTABISIOT B CUCTEMY MOHUTOPUHIA B OTHOILIEHUH
Ka)KJI0H TOPrOBOM €IMHUIBI JIEKAPCTBEHHOI'O Mperapara, MPOU3BEIECHHON 3a MIpelelnaMu TEeppUTOPUU
Poccwuiickoit @eaeparuu, cieayromnlyo nHGopMaIuo:

a) 1aTa COBEPIICHHS OTepallnu;

0) KOJ HaJOroIulaTeNbIIMKa JAep)KaTelis WM BIaJeNiblia PerucTPalMOHHOTO YAOCTOBEPEHUs
JEKapCTBEHHOI'O  Mpemapara B  CTpaHE€  perucTpauud  Jubo  UACHTU(UKALMOHHBIM  HOMEp
HaJlororjaresbiuka (s cyObekTa oOpalleHus JeKapCTBEHHBIX CPECTB, SBISIOIIETOCS OpraHU3aIuei,
IIPU3HABAEMOM  HAJIOTOBBIM  pe3ujeHToM  Poccuiickonr ~ Pexepannv, HW = HWHIMBHIYAJIbHBIM
OpenpuHUMaTeNIeM, WU A NpeACTaBUTENbCTBA CyOBEKTa OOpalleHUs JIEKAPCTBEHHBIX CpPEACTB Ha
tepputopuu Poccuiickoit denepanun);

B) KOJI CTpaHbl PETrUCTpalMM JAep)KaTesls WIM BIaJelblla PEruCTPALMOHHOTO YI0CTOBEPEHMS
JIEKapCTBEHHOTO TMpemnapaTta (s cyObeKkTa oOpamieHusl JICKapCTBEHHBIX CPEACTB, SBIISIOMIETOCS
MHOCTPAHHOW OPraHU3alMeEl, HE MPU3HABAEMOM HAJIOTOBBIM pe3uaeHTOM Pocculiickon denepanuu U He
UMEIOLIeH MpeAcTaBUTENLCTB Ha TeppuTopun Poccuiickoit denepanun);

I') KOJ HaJororJjaTesbllika cyObeKTa oOpallleHusl JEKapCTBEHHBIX CPEICTB, OCYIIECTBISIONIETO
¢dacoBky (YHmakoBKY) JIEKapCTBEHHBIX IpenaparoB BO BTOPUYHYIO (MOTPEOUTENHCKYI0) YHAKOBKY
JIeKapCTBEHHOTO Iipernapara (B Clydyae €€ OTCYTCTBHS - TEpBUYHYIO YIAKOBKY JIEKAPCTBEHHOTO
npernapara), B CTpaHe periucTpaiuy;

1) KOJ CTpaHbl perucTpanuu cyobekTa oOpalieHus JIEKapCTBEHHBIX CPEICTB, OCYLIECTBISIONIETO
¢dacoBky (YHmakoBKY) JIEKapCTBEHHBIX IpenaparoB BO BTOPUYHYIO (MOTPEOUTENHCKYIO) YHNAKOBKY
JIEKapCTBEHHOTO Ipernapara (B CiIydae €€ OTCYTCTBUSL - IEPBHYHYIO YIAKOBKY JIEKAPCTBEHHOTO
npenapara);

€) HauMEHOBaHUE CyObeKTa OoOpallleHHs JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBISIOMIErO (hacoBKY
(YrakoBKY) JICKapCTBEHHBIX IPEMapaToB BO BTOPHUYHYIO (MIOTPEOUTEIBCKYIO) YIAKOBKY JICKAPCTBEHHOTO
npemnapara (B ciiydae €e OTCYTCTBHSI - IEPBUUHYIO YIIAaKOBKY JIEKapCTBEHHOI'O IIpenapara);
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) KOJ HAJIOTOIUIATENIbINNKA CyOheKTa OOpallleHus JIGKAPCTBEHHBIX CPENICTB, OCYIICCTBIISIONMIETO
IIPOU3BOJCTBEHHYIO CTAJMI0 BBIITYCKAIOIIET0 KOHTPOJISI KAYECTBA, B CTPAHE PETUCTPALIMH;

3) KOJ CTpaHbl PErHCTpaIii CyOheKTa OOpalleHUs JICKAPCTBEHHBIX CPEJICTB, OCYIIECTBIISIOMIECTO
MIPOU3BOJCTBEHHYIO CTAJUIO BBIITYCKAIOIIETO KOHTPOJISI KAYECTBA;

M) HauMEHOBaHHWE CyOBEKTa OOpalleHHs] JICKAPCTBEHHBIX CPEICTB, OCYIICCTBIISIOIICTO
BBIITYCKAIOINKA KOHTPOJIb KA4eCTBa;

K) T7100a1bHBIA UACHTU(DUKAIIMOHHBIA HOMEP TOPTOBOU €TUHUIIBL;

J1) HOMEp MPOU3BOJICTBEHHON CEpPUU JIEKAPCTBEHHOTO Mpernapara;

M) JIaTa UCTEUEHHUS CPOKA TOJJHOCTH JIEKAPCTBEHHOTO Mperapara;

H) CEpUHHBIN T00aIbHBIM HIACHTU(OUKAIMOHHBI HOMEpP TOPTOBOM E€IUHUIIBI, MPUCBOCHHBIN
BTOPUYHOU (TOTPEOUTEIIbCKOW) YIAKOBKE JICKQpPCTBEHHOTO IMpemnapara (B ciaydae €€ OTCYTCTBHS -
NEPBUYHOI yIaKOBKE JIEKapCTBEHHOTO Mpernapara).

I11. CBenenus, npeacranisieMble CyObeKTaMu 00pallleHNsl JIEKAPCTBEHHBIX CPEACTB B CHCTEMY
MOHUTOPHUHIA, 0 JIEKAPCTBEHHbIX IMpenaparax, BBO3UMbIX HA TeppuTopuio Poccuiickoii @enepanuu

4. CyObekTbl oOpallleHusl JIEKapCTBEHHBIX CPEJCTB IPHU 3aBEPILIEHUU OTTPY3KH JIEKAPCTBEHHBIX
npenapatoB B Poccuiickyro @enepanuio NpeACTaBIAIOT B CUCTEMY MOHMTOPHMHIA CIEAYIOLIYIO
WH(OPMALIMIO B OTHOIICHUN KAXKI0W €IMHUIIBI JIEKAPCTBEHHOT'O IpenapaTa:

a) JlaTa COBEPILUCHUS ONepallly;

0) KoJ HaJoroIaTeNblIUKa Jep)KaTeisl WM BIAJeibllda PEruCTPAMOHHOIO YAOCTOBEPEHUS
JeKapCTBEHHOTO  IpemapaTa B CTpaHe  perucrpauud  Ju0o  MAEHTHU(PUKALMOHHBI  HOMeEp
HaJIororIaTesbinuKa (s cyObeKTa oOpalieHus JIeKapCTBEHHBIX CPEZCTB, SBISIOMICTOCS OpTraHU3aINeH,
IIPU3HABAEMOMN HaJIOTOBBIM pE3UIEHTOM Poccuiickoi ®denepanuu, " WHIWBUAYAIbHBIM
OpealpuHUMAaTeIeM, WIN JUIs NPEACTaBUTENIbCTBA CyObeKTa oOpallleHusl JEKapCTBEHHBIX CpEACTB Ha
tepputopun Poccuiickoit denepanun);

B) KOJ CTpaHbl PErUCTpalMy JepKareis WK Biajeiblla pPEerucTpPaliOHHOTO YAOCTOBEPEHUs
JIEKapCTBEHHOTO Ipenapara (i1 cyObekTa oOpallleHHsl JIeKapCTBEHHBIX CPEACTB, SBIISIOLIETOCS
WHOCTPAHHOW OpraHu3alliel, He NPU3HABAEMON HAJIOTOBBIM pe3uacHTOM Poccuiickoin denepanuu u He
MMEIOLIEN NPEACTaBUTENBCTB Ha TeppuTopuu Pocculickoit denepannn);

I) KOJ HaJOroIUlaTebIINKa, SBISIOLIEroCcs MPOJABLOM JIEKapCTBEHHBIX IpEnapaToB, B CTpaHE
pEerucTpanuy;

1) KOJl CTpaHbl PETUCTPALIMU ITPOJaBLa JIEKAPCTBEHHBIX NPENapaToB;

€) UACHTU(UKAIMOHHBIA HOMEp HaJjoromjarenblika cyObekTa oOpalleHHs JIeKapCTBEHHbBIX
CPEJNCTB, SABJIIIOLIETOCA IMOKYIIAaTEIEM JIEKaPCTBEHHBIX IpenapaToB B Pocculickon denepanny;

) PEKBU3UTHI IEPBUYHOTO JOKYMEHTA, SIBJISIOIIETOCS OCHOBAHUEM JUIsl OTIPY3KH JIEKAPCTBEHHOIO
npenapara B Poccuiickyro @enepanmio;

3) cepuilHBIN II100aTbHBIN HIEHTU()UKALMOHHBI HOMEp TOPrOBOM €AMHHUIBI WIIM TPYIIIOBONH KOA
TPYIIIOBOM YMAaKOBKH, B KOTOPOM HAxXOJWUTCS JTOT JIEKAPCTBEHHBIM mperapaT (B cliydae OTTPY3KH
IPYIIOBOM YIIaKOBKH LIETUKOM).

5. CyObekTsl oOpallleHusl JIEKapCTBEHHBIX CPEACTB IMPH OCYIIECTBIEHHWU BBO3a U pPa3MEIlEHUs
JIEKapCTBEHHBIX IIPEMNApaToB HA TEPPUTOPUM CKIIAJa BPEMEHHOI'O XPAaHEHHs WIM B 30HE TaMOXXEHHOT'O
KOHTPOJISI TIPEJCTaBISIIOT B CUCTEMY MOHUTOPHHIA CIEAYIOUIYI0 MH(OPMAlMIO B OTHOIIEHUU KayKIOM
€MHULIbI JIEKAPCTBEHHOIO IIperapara:

a) 1aTa COBEPIICHHUS OTepaIliu;

0) KOJ HaJOoroIUIaTeNbIIMKa B CTpPaHE PErHCTPALUU WIM UACHTU(PHUKAIMOHHBIA HOMEp
HaJIOrOIUIaTeNbIINKa CyObeKTa OOpalleHUs] JIEKapCTBEHHBIX IIPENapaToB, OCYIIECTBISIONIETO BBO3
JIeKapCTBEHHBIX TpenapaToB Ha Teppuropuio Poccuiickoit ®epepanmu (Uit cyObekTa oOparieHus
JICKapCTBEHHBIX CPEICTB, SABILIOIIErOCA OpraHW3anueld, PU3HABAEMOM HAJOIOBBIM  PE3UICHTOM
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Poccniickoit ®enepauuy, M WHAMBUAYAIbHBIM IIPEANPUHHUMATENIEM, WU Ul IIPEACTABUTEIILCTBA
cyOBeKTa oOpaleHus JIEKapCTBEHHBIX CPEICTB Ha TeppuTopuu Poccuiickoit denepanun);

B) KOJI CTPaHBl PETUCTPAIIMH CYOBEKTa OOpaIleHHs JIEKaPCTBEHHBIX CPEJICTB, OCYIIECTBISIOMIECTO
BBO3 JICKApPCTBEHHBIX IpenaparoB Ha Tepputoputo Poccuiickoit @enepanuu (171 cyobekTa oOparieHus
JIEKaPCTBEHHBIX CPEJCTB, SBIAIOIIEIOCS WHOCTPAaHHOM OpraHu3alyeld, HE NPU3HABAEMON HaJIOTOBBIM
pesuaenToM Poccuiickoit denepany 1 HE UMEIOIIEH MPEACTABUTENLCTB Ha Tepputopun Poccuiickoi
®denepanun);

I) KOJ TaMOKEHHOTO OpraHa W PEruCTPAllMOHHBIA HOMEp cKiaja (aapec MecTa HaXOXIACHUS
TOBapa COIIACHO JEKJIapallui Ha TOBAphl);

I1) KOJ HaJIOTOIUIaTesbIIMKa, SBISIONIEroCcs] MPOAABIOM JIEKAPCTBEHHBIX IMPENapaToB, B CTpaHe
perucrpanuu;

€) KOJI CTpaHbl PETUCTPALIMH [TPOIABIIA JIEKAPCTBEHHBIX MPENapaToB;

) TUII JOTOBOPA;

3) PEKBHU3UTHI MEPBUYHOIO JOKYMEHTA, SBJISIOLIETOCS OCHOBAHHMEM JJIsi BBO3a JIEKaPCTBEHHOIO
npenapara Ha trepputoputo Poccuiickoit deneparuu (1ara u Homep);

1) CepUilHBIN T00aNbHBINA MACHTU(UKAIIMOHHBIA HOMEp TOPTOBOM €IUHHIIBI WM TPYIIOBOM KOJ
IPYNIOBOM YIAKOBKH, B KOTOPON HAaXOIUTCS 3TOT JIEKAPCTBEHHBIN Ipenapar (B ciaydyae BBO3a IpPyIIIOBON
YIIAKOBKU I[EIIUKOM).

6. CyOBeKTsl 00palieHust JEKapCTBEHHBIX CPEJCTB, OCYIICCTBISIONINE Tepeiavy JIEKapCTBEHHBIX
IpenapaToB, MOMEUICHHBIX MO TaMOKEHHYIO MPOIEypy TaMOKEHHOTO CKJIala, IPYroMy COOCTBEHHHUKY
(cMeHe cOOCTBEHHHKA), TIPEACTABIAIOT B CHCTEMY MOHUTOPHHTA CIEAYIOIIYIO HH(OPMAIHIO B OTHOIICHUH
Ka)KJI0M eIMHUIIbI JIEKAPCTBEHHOIO Ipenapara:

a) 1aTa COBEPIICHHS OTEepalliu;

0) KOoJa HaJOromJIATeNbIIMKA B CTPAHE pErucTpaluu WId HISHTU(PUKAIUOHHBIA HOMEp
HaJIOroIUIaTebIIMKa CcyObekTa oOpallleHusi JIEeKapCTBEHHBIX CPEACTB, OCYLIECTBIIAIOIIErO Iepeaavy
JeKapCTBEHHBIX IMpenapaTtoB (i cyObekTa OOpalleHusi JIEKAPCTBEHHBIX CPEACTB, SBISIOIIETOCS
OpraHu3anuei, MpU3HaBaeMOW HaJOroBbIM pe3uaeHToM Poccuiickonn denepanuu, U WHIUBHYAIbHBIM
OpeAnpuHUMaTeNIeM, WIN A NpeACTaBUTENLCTBA CyOBEKTa OOpalleHusl JIEKAPCTBEHHBIX CPEACTB Ha
tepputopuu Poccuiickoit denepanun);

B) KOJI CTpaHbl PETUCTPAlM CYOBEKTa OOpallleHusl JeKapCTBEHHbBIX CPEJICTB, OCYIIECTBIISIIOIIETO
nepegady JIEKapCTBEHHBIX —MpemapatoB (s cyObekTa oOOpalieHus JIEKapCTBEHHBIX  CPEJICTB,
ABJISIOIIETOCS MHOCTPAHHOM OpraHMU3alMei, HE NPU3HABAEMOW HAJIOIOBBIM PE3UIEHTOM Poccuiickon
®denepaliv 1 He UMEIOLIEH MTPeICTaBUTENbCTB Ha TeppuTopun Poccuiickoit denepanun);

I') UACHTU(GUKAIMOHHBII HOMEp HAaJOroIUIaTeNblIMKa CyObeKTa OOpalleHUs JEeKapCTBEHHBIX
CPENICTB, OCYIIECTBIIIOLIETO IPUEMKY JIEKAPCTBEHHBIX ITPENApaToB;

1) PEKBU3UTHI IEPBUYHOTO JTOKYMEHTA, SBJISIOLIET0CS OCHOBAaHUEM ISl IEpeauyl JIEKapCTBEHHOTO
npenapara (gaTa u HoMep);

€) CepuiHBIN TI00aNbHBIA UACHTU(PHUKAIIMOHHBII HOMEP TOProBOM €UHMIIBI WM TPYIIIOBON KO
TPYIIIOBON YIMaKOBKH, B KOTOPOWM HAaXOAWTCS JTOT JIEKAPCTBEHHBIM MpemapaTr (B ciydae Mepenadu
IPYIIOBOM YIAKOBKH LIETUKOM).

7. CyObekTbl OOpalleHHUsl JIEKApCTBEHHBIX CPEACTB, KOTOPHIM OCYIIECTBJIEHA Iepeaaya IMpaB
COOCTBEHHOCTH JIEKAPCTBEHHOTO Ipernapara, MOMEIIEHHOT0 MO/ TAMOXKEHHYIO MPOLEAYypY TaMOKEHHOTO
CKJIa/la, TpU TOIATBEPKICHUH CBEJECHUM, COAEp)KALIUXCS B CUCTEME MOHHUTOPHHra O THepeJaHHbIX
JIEKapCTBEHHBIX TpernapaTrax, MPeACTaBISAI0T B CHUCTEMY MOHUTOPHHIA CJIEAYIOIIYyI0 HH(OpMaIHio B
OTHONICHUU KaXKJOW €MHHUIIBI JIEKAPCTBEHHOTO Ipernapara:

a) JlaTa COBEpILEHUS Ollepaliy;

0) uAeHTU(UKAIMOHHBI HOMEp HaJlororviaTeibluka cyObekTa oOpallleHusl JeKapCTBEHHBIX
CPEJCTB, OCYIIECTBIISIOLIETO PUEMKY JIEKAPCTBEHHBIX MPENapaToB;

B) KOJ HaJoOromjaTelblIMKa B CTpaHE pErucTpaluu WId HISHTUPUKALUOHHBIA HOMED
HaJIOTOIIJIaTeNbIINKA CyObeKTa OOpalleHus JIeKapCTBEHHBIX CPEICTB, OCYILECTBIIIOLIETO Iepenady
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JICKapCTBEHHBIX IMpenapaTtoB (s cyObeKTa OOpalleHusi JEKapCTBEHHBIX CPEICTB, SBIISIONIETOCS
OpraHu3aiyei, MpU3HaBaeMOW HaJOTOBBIM pe3ugeHTOM Poccuiickoin denepanuu, U UHIMBUAYATbHBIM
OpeANpuHIMAaTENIeM, WU IS IPeACTaBUTENLCTBA CyOBEKTa OOpalleHUs! JIGKAPCTBEHHBIX CPEACTB Ha
tepputopun Poccuiickoit denepanun);

I') KOJ CTpaHbl PETUCTPAIIMHN CYyOBbeKTa OOpalleHHs JIEKaPCTBEHHBIX CPEICTB, OCYILECTBIISIOLIETO
nepefayy JIEKapCTBEHHBIX IpenapaTtoB (A1 CyObekTa oOOpalleHus JIEKapCTBEHHBIX CpEACTB,
SIBJISIIOILErOCs. MHOCTPAaHHOM OpraHM3anued, He IPU3HAaBa€MOM HAJIOIOBBIM DPE3HIEHTOM Poccuiickon
denepanuy 1 HE UMEIOIICH MPEICTAaBUTENILCTB Ha TeppuTOopuu Poccutickort Deaepanun);

1) CepUHHBIN TI00aNbHBINA HICHTU()UKALMOHHBI HOMEP TOPTOBOW €IMHUIIBI MM TPYIIIOBOM KO
IPYNIIOBON YIIAKOBKH, B KOTOPOM HAXOAWUTCS 3TOT JIEKAapCTBEHHBIM Ipenapar (B ciydae Neperadu
IPYIIIOBOM YIIAaKOBKH LIETUKOM).

8. CyObekTbl oOOpalleHHUs JIEKAPCTBEHHBIX CPEICTB MPHU IEpEeMElIEHUH JIEKapCTBEHHBIX
IPEnapaToB JJii MEAULMHCKOIO MPUMEHEHHUS MEXAY 30HAMU TaMOXXEHHOTO KOHTPOJIS IPEICTaBIISIIOT B
CHUCTEMY MOHMTOpPHMHIA CIIEAYIOIIY0 MH(POPMALUIO B OTHOIIEHUM KaXKAOH €IUHMIBI JIEKapCTBEHHOTO
npenapara:

a) JjaTa COBEPILICHUS Olepalllu;

0) KOI HaJOTrOIUIATeNbIIMKA B CTPAaHE PErHCTPAlUU WIM HWACHTU(PHUKAIMOHHBI HOMEp
HaJIOroIjIaTesbIuKa CyObeKTa oOpalleHHs JeKapCTBEHHBIX CPE/ICTB, OCYIIECTBIISIOIIETO MepeMelleHne
JICKapCTBEHHBIX IMpernapaTtoB (g cyObeKTa OOpalieHusl JEKapCTBEHHBIX CPEICTB, SBISIONIETOCS
OpraHM3alnuell, IprU3HABaEMON HaJOroBbIM pe3uzieHToM Poccuiickoin denepanuu, U MHIAWBHLYaJIbHBIM
peANpUHIMATENIEM, WU IS TPEACTaBUTENLCTBA CYOBEKTa OOpaIleHUs! JIGKAPCTBEHHBIX CPEACTB Ha
tepputopuu Poccuiickoit denepanun);

B) KOJI CTpaHBI PETUCTPAIH CYOBEKTa OOpaIIeHUs JEKAPCTBEHHBIX CPEJCTB, OCYIIECTBIISIFOIIETO
nepemenieHre (A cyObekTa OOpallleHUsl JIEKapCTBEHHBIX CPEACTB, SBIISIIOIIEIOCs HHOCTPaAHHOMN
OpraHu3alueil, He MPU3HABAEMOW HANIOroBeIM pe3naeHToM Poccuiickoit Pexepannu M HE HMEIOLICH
IpeJCTaBUTENLCTB Ha Tepputopun Poccuiickoit denepanun);

I) KOJ TaMOKEHHOTO OpraHa M pETrUCTPAallMOHHBIH HOMEp CKJaJa OTrpYy3KH (aapec MecTa
HaXO0’KJICHHsI TOBapa COIJIACHO JAEKJIapalliy Ha TOBApPbI, U3 KOTOPOTO OCYLIECTBISETCS EpPEMEIIECHHUE);

) KOJ TaMOXXEHHOTO OpraHa M perucTpalMOHHBIH HOMEp CKJllaja MpUEMKHU (agpec MecTa
HaXO0XJIEHUs TOBapa, B KOTOPOE OCYILECTBIISAETCS MIEPEMEILECHNUE);

€) cepHuilHbIN TTI00aTbHBIA WACHTU(PHUKAIMOHHBIN HOMEP TOProBOW €AMHMIIBI WJIM TPYNIOBOM KO
IPYNIIOBON YMAKOBKU, B KOTOPOM HAaXOAWUTCS 3TOT JIEKapCTBEHHBIM IMpenapar (B ciydae MepeMelleHus
IPYIIOBOM YITaKOBKH LIETUKOM).

9. CyObexTbl oOpallleHus] JIEKapCTBEHHBIX CPEICTB MpPHU MNPUHATHM PELIEHHS O BBIITYCKE
JIEKapCTBEHHBIX IMPENapaTtoB JUisi BHYTPEHHETO NOTPEeOJIEHUs, MPHUHITOIO TaMOKEHHBIMH OpIraHaMu,
NPEICTaBISIOT B CUCTEMY MOHMTOPUHIA CIEAYIOILYI0 MH(POPMALMI0O B OTHOIIEHHM KaXJOW TOProBoOit
€IMHUIIBI JIEKAPCTBEHHOTO IpernapaTa:

a) JlaTa COBEpILEHUS Ollepaluy;

0) WACHTU(PUKAIMOHHBI HOMEpP HaJOroIUIaTeNbIINKa CyObeKTa OOpalleHHs JIeKapCTBEHHBIX
CPEJCTB, OCYIIECTBISAIOLIETO NEKIApUPOBAHNUE JIEKAPCTBEHHBIX IPENapaTroB Ha Teppuropun Poccuiickoit
denepanuu;

B) KOJI TAMOKEHHOM NPOLIEYpPHI;

') KOJI TAMOKEHHOTO OpraHa;

1) PEKBU3UTHI TAMOXKEHHOH JIeKJIapalliy Ha JIEKapCTBEHHBIN Mpenapar;

€) TaMOKE€HHasi CTOUMOCTD JIEKApCTBEHHOTO IpernapaTa COTjacHO JeKJIapaliy Ha JIEKapCTBEHHBIN
npernapar;

) CEpUNHBIN IN100aNbHBIN UACHTU(DUKAIIMOHHBIM HOMEpP TOPrOBOM €AMHUIIBI UM TPYIIIIOBOM KO
IPYNIOBOM YNAaKOBKH, B KOTOPOM HAXOAWUTCS ATOT JIEKAPCTBEHHBIN Ipenapar (B ciay4yae MOMEIIEHUS MO0A
TaMOXEHHYIO NIPOLEAYPY IPYIIOBOM YIIaKOBKH LIEIUKOM);

3) BUJ JIOKyMEHTa O TOJATBEPIKJIECHHUH COOTBETCTBUS - CEPTU(PUKAT COOTBETCTBHS WM JICKIIaparius
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0 COOTBETCTBHY;

1) PEKBU3UTHI IOKYMEHTA O MOATBEPKICHUN COOTBETCTBHS (1aTa U HOMED).

10. CyObekTsl oOpalmieHHss JEKapCTBEHHBIX CpPEACTB MpPHU MEPEMEIIECHUH JIeKapCTBEHHBIX
IpenapaToB M3 30HbI TAMOXKEHHOI'O KOHTpPOJIA Ha (hapMaleBTHUECKUH CKJIaJ MpPEACTaBIIAIOT B CUCTEMY
MOHHUTOPHHTA CJIEIYIONYI0 HH()OPMAIMIO B OTHOILIEHUH KaXKA0H €JMHUIIBI JIEKApCTBEHHOTO Mperapara:

a) JjaTa COBEPLICHMs Olepalliu;

0) uaeHTH(HUKALMOHHBIM HOMEp HAJIOTOIUIaTENbIINKa CYOBEKTa OOpamleHHsl JIeKapCTBEHHbIX
CPEICTB, OCYILECTBIISIONIETO BBO3 JICKAPCTBEHHBIX IIPENapaToB Ha Teppuropuro Poccuiickon denepannu;

B) aJipec MecTa OCYILECTBIICHUS JAEATEIbHOCTH CyObEeKTa OoOpalleHHs JIGKAPCTBEHHBIX CPEICTB,
OCYILIECTBIIAIOLIETO BBO3 JICKAPCTBEHHBIX IIPENapaToB Ha TeppuTopuio Poccuiickonn @enepanuu;

I') KOJ TAMOXEHHOI'O OpraHa U PETUCTPALlMOHHBIA HOMEP TaMO>KEHHOT'O CKJIaJla OTIPY3KH;

1) PEKBU3UTHI IEPBUYHOIO JOKYMEHTA, SIBJISIOLIEIOCS] OCHOBAHUEM ISl IPUEMKH JIEKAPCTBEHHOTO
npernapara Ha (hapMareBTHUSCKUN CKIIaa (1aTa U HoMep);

€) CTOMMOCTb, yKa3aHHas B COINPOBOJUTEIbHON JOKYMEHTALMU Ha TOBap, HA OCHOBAHUU KOTOPOH
oopmisieTcs TaMOXKEHHas JIeKJapalus, ¢ y4eTOM TaMOXEHHBIX MOLUIMH U COOpOB 3a TaMOKEHHOE
odopMIICHHE;

) CEpUIHBIN TTT00ANTBHBIA UACHTH(PUKAIIMOHHBI HOMEP TOPTOBOW €IMHHIIBI WM TPYNIIOBOM KOA
IPYNIIOBON YNAKOBKH, B KOTOPOM HaXOIUTCS 3TOT JIEKAPCTBEHHBIM mpenapaT (B ciaydyae NPUEMKH Ha
(apmalieBTUYECKUH CKJIal IPYNIOBOI YIAKOBKH LIETUKOM).

11. CyOBexTsl oOpalleHus JeKapCTBEHHBIX CPEICTB MPHU OCYILECTBIEHUH BBO3a JIEKAPCTBEHHBIX
npenaparos B Poccuiickyro denepannio U3 rocyaapcTs - WIEHOB EBpa3suiickoro 3JKOHOMHYECKOIO CO03a
IPEACTaBISIOT B CUCTEMY MOHMTOPUHIA CIEAYIOILYI0 MH(POPMALMIO B OTHOILIEHHM KaXJOH TOProBoOi
€MHULIbI JIECKAPCTBEHHOIO Mperapara:

a) JlaTa COBEPILIEHMS ONepallu;

0) KoA HaJoroIjaTeNblIMKa Jep)KaTelsl WM BIAJeNblla PEruCTPAlMOHHOTO YAOCTOBEPEHUS
JeKapCTBEHHOTO  Mpemapara B CTpaHe  PErucTpallid  WIM  WACHTU(QHUKAIMOHHBIL ~ HOMep
HaJIoroIiaTebIyKa (s cyObekTa oOpalleHus JIeKapCTBEHHBIX CPEACTB, SIBJISIOIIErOCS OpraHu3alue,
IIPU3HABAEMOM HaJIOTOBBIM pE3UIEHTOM Poccuiickoi ®Denepanuu, " WHIWBUAYAIbHBIM
OpeIIpuHUMATEIeM, WU JUId NPEACTaBUTEIbCTBA CyObeKTa oOpallleHusi JEKapCTBEHHBIX CpEACTB Ha
tepputopun Poccuiickoit denepannn);

B) KOJ CTpaHbl PErUCTpaluy JepKareis WK Biajeiblla pPEerucTPaliOHHOTO YAOCTOBEPEHUs
JeKapCTBEHHOTo Ipemnapara (s cyObekTa oOpallleHHsl JEeKapCTBEHHBIX CPENCTB, SBISIOIIErOCs
WHOCTPAHHOW OpraHu3alliel, He MPU3HABAEMON HAJIOTOBBIM pe3uacHTOM Poccuiickoin denepanuu u He
UMeEIOILEeH NpeICTaBUTENbCTB Ha TeppuTopun Poccuiickoit deneparum);

I) KOJ HaJOroIUIaTebIINKa, SBISIOLIErOCs MPOJABLOM JIEKapCTBEHHBIX IPENapaTroB, B CTpaHE
PETUCTPALINN;

1) KOJl CTpaHbl PETUCTPALIMU MTPOJaBIa JIEKAPCTBEHHBIX NPENapaToB;

€) UACHTU(UKAIMOHHBIA HOMEp HaJororarenblika cyObekTa oOpalleHHsl JeKapCTBEHHBIX
CPEJICTB, SBJISIIOLIErOCs IMOKYITaTeIeM JIEKapCTBEHHBIX NpernapaToB B Poccuiickon @enepanvu;

) aJpec MecTa OCYLIECTBICHHS IEATEIBbHOCTH CyOBbeKTa oOpalleHHs JIEKapCTBEHHBIX CPEJICTB,
ABJISIFOLIETOCS MTOKYIaTeIeM JIEKapCTBEHHBIX ITpenapaTtoB B Poccuiickoit denepanny;

3) PEKBU3UTHI IEPBUYHOIO JOKYMEHTA, SIBJISIOLIETOCS OCHOBAHUEM ISl OTTPY3KHU JIEKAPCTBEHHOIO
npenapara B Poccuiickyro deaepanuro (1ata 1 HOMED);

M) CepUIHBIN TI00aTbHBIN HICHTU()UKAMOHHBIA HOMEP TOPTOBOW €IMHHIIBI MM IPYNIIOBON KOJ
TPYIIIOBOM YMAaKOBKH, B KOTOPOM HAxXOJWUTCA JTOT JIEKAPCTBEHHBIM mperapaT (B cliydae OTTPY3KH
IPYIIOBOM YIIaKOBKH LIETUKOM).

12. CyObexTsl oOpalleHusl JIEKApCTBEHHBIX CPEACTB MPH OCYIIECTBIEHUH BBO3a JIEKAPCTBEHHBIX
npenaparoB Ha tepputopuro Poccuiickoir ®Pexepanuu U3 TrocyaapcrB - 4iIeHOB EBpasuiickoro
SKOHOMHYECKOT0 COI03a M pa3MeIleHUH Ha (apMaleBTUUECKOM CKJIaJe MpPEJICTaBIsAIOT B CHCTEMY
MOHUTOPHHTA CIEAYIONIYI0 WH(OPMAIMIO B OTHOUICHWH KaXKIAOH TOPTrOBOW €IMHMIBI JIEKAPCTBEHHOTO
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npenapara:

a) JjaTa COBEPILUCHMs Olepalluu;

0) uaeHTH(HUKALMOHHBI HOMEp HAJIOTOIUIATENbIINKAa CYOBEKTa OOpamleHHsl JIeKapCTBEHHbIX
CPEICTB, OCYIECTBIISIIOLIETO BBO3 JIEKAPCTBEHHBIX IPENapaToB Ha Teppuropuro Poccuiickon denepannn;

B) aJipec MecTa OCYILECTBIICHUS JAEATEIbHOCTH CyObEeKTa OoOpalleHHs JIGKAPCTBEHHBIX CPEICTB,
OCYILIECTBIIAIOIIETO BBO3 JIEKAPCTBEHHBIX IIPENapaToB Ha TeppuTopHio Poccuiickoit denepanny;

I') KOJ HaJOroIUIaTeNbIINKa, SBISIOLIETOCS IPOJABLIOM JEKAPCTBEHHBIX IIPENapaTroB, B CTpaHE
PETUCTPALINH;

1) KOJl CTpaHbl PETUCTPALIMU IPOJaBLa JIEKAPCTBEHHBIX IIPENapaToB;

€) PEKBHU3MUTHI IEPBUYHOTO JOKYMEHTA, SIBJISIIOILErOCs OCHOBAaHMEM [Ull BBO3a JIEKApPCTBEHHOT'O
npenapara Ha trepputoputo Poccuiickoit denepauu (1ara u Homep);

) CTOMMOCTh JIEKapCTBEHHOI'O Ipenaparta (C y4eToM Hajora Ha J00aBJIEHHYIO CTOMMOCTb)
COTJIACHO MEPBUYHBIM JOKYMEHTAM;

3) cyMMa Hajiora Ha J0OaBJIEHHYIO CTOUMOCTB (B CIIy4ae €ciiy cJeJIKa 001araeTcsi TAaKMM HaJIOTOM);

M) CEpUIHBIN TI00aTbHBIN HICHTU()UKAMMOHHBIA HOMEP TOPTOBOW €IWHHIIBI MIIM TPYIIIOBOW KOJ
IpYyNIIOBON YIaKOBKH, B KOTOPOW HAaXOAMUTCS 3TOT JIEKApCTBEHHbIN mpemnapar (B ciaydae BBO3a I'PYyNIIOBON
YIIAKOBKU L[EJIUKOM).

13. CyObexTsl oOpallleHHs JIEKAPCTBEHHBIX CPEICTB IPU OCYIIECTBIEHUU BBOAA B OOpalleHHe
JIEKapCTBEHHBIX IIpenaparoB B paMKax BBO3a Ha Teppuropuro Poccuiickon ®denepanuu U3 rocyaapers -
WIEHOB EBpPa3uiiCKOro 3KOHOMMYECKOIO CO03a INPEACTABIAIOT B CUCTEMY MOHMTOPHMHIA CIEAYIOLIYIO
UH(OPMALIMIO B OTHOIICHUN KAXKI0W €IMHUIIBI JIEKAPCTBEHHOT'O IIpenapaTra:

a) JlaTa COBEPILICHUS ONepalllu;

0) uaeHTH(HUKAIMOHHBIA HOMEp HAJIOTOIUIATEIbIINKAa CYOBEKTa OOpamleHHsl JIeKapCTBEHHBIX
CPEICTB, OCYILECTBIISAIOLIET0 BBO3 JIEKAPCTBEHHBIX IIpenapaToB Ha Teppuropuro Poccuiickon denepannu;

B) aJpec MecTa OCYIIECTBICHUS JEATEIbHOCTU CyOBbEKTa OOpalleHHs JIEKapCTBEHHBIX CPENCTB,
OCYLIECTBIIAIOLIEr0 BBO3 JICKAPCTBEHHBIX MPENapaToB Ha TeppuTopuro Poccuiickon denepauuu;

') BUJ JIOKYMEHTa O TOJATBEPKIECHUN COOTBETCTBUSA - CEPTHU(PHUKAT COOTBETCTBUS WIIN JAEKJIaparus
0 COOTBETCTBHHY,

1) PEKBU3UTHI JOKYMEHTA O MOATBEPKICHUHM COOTBETCTBUSA (J1aTa U HOMED);

€) CepuiiHbIN TI00abHBINA UASHTU(PHUKAIIMOHHBII HOMEp TOProBOM €IUHMIIBI UM IPYNIIOBON KO
IPYNIOBOM YIAaKOBKH, B KOTOPOI HAaXOIUTCS 3TOT JIEKAPCTBEHHBIN Mpenapar (B ciiydae BBO3a IpyNIoOBOil
YIaKOBKHU LIEIUKOM).

14. CyObexkTbl O0OpalieHusl JEKapCTBEHHBIX CpPEICTB IpU IOBTOPHOM BBOJE B 000pOT
JIeKapCTBEHHBIX MPENapaToB, paHee BbIBEJICHHBIX U3 000pOTa B pe3ysibTaTe pe3Kcropra, 0Toopa 00pas3ioB
U CIUCaHMs, PEACTABISAIOT B CUCTEMY MOHUTOPHUHTIA CIEAYIOUIYI0 MH(QOPMAIMIO B OTHOUIEHUH KayKI0U
€UHULBI JIEKAPCTBEHHOI'O Iperapara:

a) 1aTa COBEPIICHHUS OTepaIlii;

0) KOJ HaJOroIUIaTeNbIIMKAa B CTpaHE PErHCTPAlUU WIM HWACHTU(PHUKAIMOHHBII HOMeEp
HaJIOTroIUIaTeNbIIMKa Cy0ObeKTa 00pallleHus JIEKapCTBEHHBIX CPEJICTB, PAHEE OCYILECTBIISIIONIETO BBIBOJ U3
o0opoTa 3THUX JIEKapCTBEHHBIX NpenapaTtoB (Uil CcyObekTa oOpalleHus JIEKapCTBEHHBIX CpEICTB,
SABJISIIOIIETOCS OpraHu3alved, MpPU3HABAEMOM HAJIOrOBbIM pe3usieHToM Poccuiickoit ®Denepauuu, u
UHIUBUAYAIIbHBIM — [pEeINpUHUMATENeM, WIM I8 OpeACTaBUTENbCTBA  CyOBbeKTa  OOpalieHus
JIEKapCTBEHHBIX Cpe/ICTB Ha Tepputopun Poccuiickoii @eneparum);

B) ajJjpec MecCTa OCYILIECTBJICHUS NESATEIbHOCTH CyOBEKTa oOpallleHHs JEeKapCTBEHHBIX CPEICTB
(17151 opraHu3alyii, TpU3HaBaeMbIX HAJIOTOBBIM pe3usieHToM Poccuiickoii @enepaiinu, 1 HHAUBUAYAIbHBIX
IpeIIpUHUMATENEH);

r) KOA CTpaHbl perucrtpauuu (mns cyObekTa oOpallleHus JIeKapCTBEHHBIX IpPEnaparos,
SIBJISIIOILErOCs MHOCTPAaHHOM OpraHu3anued, He IPU3HABaeMOM HAJIOrOBBIM DPE3HUIEHTOM Poccuiickoin
denepanun 1 HE UMEIOIICH MPEICTABUTEILCTB Ha TeppuTopuu Poccuiickoit denepanun);

1) IPUYMHBI paHee OCYIIECTBICHHOTO BBIBO/IA JIEKAPCTBEHHOTO MIpernapara u3 000poTa;
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€) CepuiiHBIiA 17100aTbHBIA HICHTU(UKATMOHHBIA HOMEP TOPrOBOM €MHUIIBI TOBTOPHO BBOJUMOTO
B 000pPOT JIEKapCTBEHHOIO IIpernapara.

MNPUJIOKEHUE N 4

k [lonoxxenuio 0 cucreMe MOHUTOPUHTA
JABUKEHHS JIeKAPCTBEHHBIX MPeNnapaToB
JJIS METUIIMHCKOT0 PUMEeHEeHHUs

CBenenns,
npeacTaB/sieMble Cy0beKTaMH 00pallleHUsI JIEKAPCTBEHHBIX CPEICTB B CHCTEMY MOHUTOPHHI A
JABHKEHHS JIEKAPCTBEHHBIX NMPeNapaToB JJisi MeTHIMHCKOT0 MPpUMeHeH sl PU BbIBOJIE U3 000poTa
JIEKAPCTBEHHBIX MPENapaToB AJis1 MeIUIIUHCKOT0 NPUMeHEeHUs

1. CyObekT oOparieHus JEKapCTBEHHBIX CPEACTB MPHU BBIBOJE JIEKAPCTBEHHBIX MpENaparoB AJis
MEIUIIMHCKOTO TMpPHUMEHEeHHs (Jajiee - JIEKapCTBEHHBIE Iperaparbl) W3 000poTa IyTeM pealn3aluu
(mponiaxxu) JEKapCTBEHHBIX MPErnapaToB MOTPEOUTENIO, WM OTIycka OECIUIATHO MIU CO CKUAKOM
JIEKapCTBEHHBIX IPEMapaToB M0 PEUEenTy Ha JICKapCTBEHHBIE MpenapaThl JIMOO OTITyCKa JEKapCTBEHHBIX
IpernapaToB, WM BbIBOJAa M3 000pOTa MO HMHBIM MPHYMHAM IPEACTABISET B CHUCTEMY MOHUTOPUHTA
JIBIDKEHUS JIEKAPCTBEHHBIX IPETaparoB (Jajiee - CUCTeMa MOHUTOPHHIA) CIEAYIOUIYI0 MH(POPMALHUIO O
BBIBE/ICHHBIX U3 000pOTa JIEKAPCTBEHHBIX Iperaparax:

a) 1aTa COBEPIICHHS OTEepalliu;

0) perucTpalMoOHHBII  HOMEp  HaJoromjaTeNblIMKa B  CTpaHe€  pEruCTpalud  WIU
WICHTU(QHUKAIIMOHHBI HOMEp HAaJOTOIUIATENbIINKA CyObeKTa OOpamieHHsi JIeKapCTBEHHBIX CPEJICTB,
OCYILECTBIISIIOLIETO BBIBOJl JIEKAPCTBEHHBIX MpernapaTtoB M3 obopora (g cyObekTa oOpalieHus
JICKapCTBEHHBIX CPENCTB, SBJSIOIIETOCS OpraHM3anuell, NpPU3HABAEMOH HAJIOTOBBIM PE3UIACHTOM
Poccuiickoit ®enepauuu, ¥ WHAMBUAYAIbHBIM IpeIlpUHUMATENEM, WIH A8 TpeACTaBUTEIbCTBA
cyOBbeKTa oOpaleHus JIEKapCTBEHHBIX CPEACTB Ha TeppuTopuu Poccuiickoit denepaunn);

B) ajJpec MecTa OCYIIECTBIECHHUS JeATENbHOCTH, U3 KOTOPOTO OCYILECTBISETCS BBIBOJ
JIEKapCTBEHHBIX MIpenapaToB U3 000poTa;

I') TUI BBIBOJIA JIEKAPCTBEHHBIX MIPENApaToOB U3 000pOTa;

1) BUJ JTOKYMEHTa, TOATBEP)KIAIOIIEr0 BBIBOJ JIEKAPCTBEHHBIX MpenapaTroB u3 obopora (Uek,
OJlaHK CTPOTrOl OTUETHOCTH, IOTOBOP U APYTOE);

€) PEeKBU3UTHI JIOKYMEHTA, TTOJITBEPKIAIOIETO BBIBO/I JIEKAPCTBEHHBIX MTPETIapaToB U3 000poTa;

) CEepUMHBIM TI00aNbHBIN WACHTH(PHUKAIMOHHBI HOMEp TOPrOBOM €IWHHIIBI BBIBOAMMBIX M3
000poTa IeKapCTBEHHBIX MPENapaToB;

3) CTOMMOCTbH JICKQpCTBEHHBIX IpernapaTroB (C y4eToM Hajora Ha J100aBJIEHHYIO CTOMMOCTH) (B
CiTy4ae TpOJIaXH JICKapCTBEHHBIX MPENapaToB MOTPEOUTEIIO);

M) CyMMa Hajiora Ha J00aBJICHHYIO CTOMMOCTH (B ciydae MpOJaXH JIEKapCTBEHHBIX IpenapaToB
MOTPEeOUTENI0, €CIM TMpoAaKa JIEKAPCTBEHHBIX TPEmapaToB oOjaraeTcss HaJIOTOM Ha J00aBJIICHHYIO
CTOMMOCTB).

2. CyObekT oOparieHusi JIeKapCTBEHHBIX CPEJICTB NPH BHIBOJE JIGKAPCTBEHHBIX IPEMapaToB U3
obopora myreM oTOOpa O0Opa3lOB B pAa3JIMYHBIX MLEJISAX MPEACTaBIsAET B CHUCTEMY MOHHMTOpPHHIA
CIICAYIONIYI0 MHPOPMAIIMIO O BBIBEIEHHBIX U3 000pOTa JIEKaPCTBEHHBIX Mperaparax:

a) JlaTa COBEPILEHHs OINEpallid WM JlaTa PerucTpaluy CBEIEHUI B CUCTeME MOHMUTOpPHUHTa (B
OTHOIIIEHUH JICKAPCTBEHHBIX MPEMapaToB, BHIBEJACHHBIX U3 000pOTa MyTeM OTOOpa 0Opas3IoB MPH BBO3E
JIeKapCTBEHHBIX IpenapaToB Ha Tepputoputo Poccuiickoit @eneparun);

0) uAeHTU(UKAIMOHHBI HOMEp HaJlOrorviaTeibluka cyObekTa oOpallleHus: JeKapCTBEHHBIX
CPEZCTB, OCYILIECTBISIONIETO BBIBOJ JICKAPCTBEHHBIX MPENapaToB U3 000poTa;

B) aJpec MecTa OCYIIECTBICHUS JAEATEIbHOCTH, M3 KOTOPOTO OCYIIECTBISETCS BBIBOJ
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JICKapCTBEHHBIX IPENapaToB U3 000poTa, JMO0 30Ha TaMOXKEHHOTO KOHTPOJIA (B CiIy4ae BBIIOJTHEHUS
orepaluy B 30HE TAMOKEHHOTO KOHTPOJIs);

r) B 0TO0pa 00pasIioB;

1) CEepUHHBIN TJIOOAIBHBIA WIACHTH(UKAIIMOHHBIA HOMEpP TOPTrOBOH €IWHHUIIBI BBIBOJUMOTO W3
000poTa JIEKapCTBEHHOI'O IIpernapara.

3. CyObekT oOpaiieHusl JEeKapCTBEHHBIX CPEJICTB MPU BBIBOJE JEKAPCTBEHHBIX MpPENapaTroB U3
o0opoTa myTeM Iepefadyd JIEKapCTBEHHbBIX IPENaparoB Ha YHUYTOXEHUE IHPEICTABIAET B CUCTEMY
MOHHMTOPHHTIA CIEAYIOLTYI0 HHPOPMAIUIO O BHIBEACHHBIX U3 000POTa JIEKApCTBEHHBIX IIperaparax:

a) JlaTa COBEpILEHUS Ollepaliy;

0) uaeHTU(PUKAIMOHHBIA HOMEpP HAJOTOIUIATENbIINKA CYOBhEKTa OOpalleHUs JIEKapCTBEHHBIX
CpPEZCTB, OCYIIECTBISIONIETO BBIBOJ JISKAPCTBEHHBIX MPEMApaTOB U3 000poTa;

B) aJpec MecTa OCYIIECTBICHUS JAEATEIbHOCTH, M3 KOTOPOrO OCYIIECTBIISIETCS BBIBOJ
JIEKapCTBEHHBIX MIPENapaToB U3 000poTa;

I') OCHOBaHHUE Nepeaun JIEKapCTBEHHOT O Iperapara Ha YHUYTOXKEHHE,

J1) PEKBU3UTHI PELICHUS YMOJHOMOUYEHHOTO (elepaabHOro OpraHa HCIOJHHUTEIBHON BIIACTH O
BBIBO/IE JIEKAPCTBEHHBIX MPENapaToB U3 000poTa (MIpy HATUYUHN);

€) PEKBU3MUTHI JOKYMEHTa, IOATBEPXKAAIOIIErO Iepeaady JEKapCTBEHHbIX IIpernaparoB Ha
YHUUTOXKEHUE;

) CepUMHBIN I00AIbHBIN MACHTU(PUKAMOHHBIN HOMEpP TOPrOBOM €AMHMIIBI UM TPYNIIOBON KO/
YIIAKOBKH, B KOTOPOW HAaXOAWUTCA STOT JIEKApCTBEHHBIM mpernapar (B ciydae BbIBoJa U3 00opoTa
IPYIIIOBOM YIIaKOBKH LIETUKOM);

3) UIOCHTHU(PUKAIMOHHBI HOMEp HAJIOTOIUIATeNbIINKA, OCYIIECTBISIONIETO YHUYTOXXEHUE
JIEKapCTBEHHBIX MIPENapaToB.

4. CybbekTt oOpallieHus IEKapCTBEHHBIX CPEJICTB MPU YHUUTOKEHUHU JIEKAPCTBEHHBIX MIPENapaToB,
paHee nepeJaHHbIX Ha YHUYTOXXKEHUE, MTPEICTABISET B CHCTEMY MOHUTOPUHTA CIIEIYIOIYI0 HHPOPMAIIUIO
0 (hakTe YHUUTOKEHHSI JIEKApCTBEHHBIX MPENapaToB:

a) 1aTa COBEPIICHHS OTepallnu;

0) uaeHTH(UKALMOHHBIM HOMEp HaJoromjareibllika CcyObeKTa OOpalleHHs JEeKapCTBEHHBIX
CPEJCTB, OCYIIECTBUBLIETO BBIBOJ] JIEKAPCTBEHHBIX MPENapaToB U3 000poTa;

B) CITIOCOO YHUUTOXKEHUS JIEKAPCTBEHHBIX MPENaparoB;

I') PEKBU3UTHI JOKYMEHTA, MOITBEPKIAIOLIET0 YHUUTOXKEHHE JIEKAPCTBEHHBIX MpenapaToB (akT 00
YHUUTOKEHUH JIEKQPCTBEHHBIX MPENapaToB);

1) CepHUiHbIN TT100aNbHBIN MACHTU(UKAIIMOHHBI HOMEpP TOPTOBOM €IUHUIIBI WM IPYHIOBON KO/
YIIaKOBKM, B KOTOPOM HAXOOUTCA STOT JICKApCTBEHHBIN mpenapaT (B ciydae BbIBOJa M3 000poTa
IPYIIOBOM YITaKOBKH IIETUKOM);

€) MIEHTHU()UKALMOHHBIM HOMEp HaJOrOIUIATENbIINKA, OCYIIECTBUBIIEIO  YHUUYTOXKEHHE
JIEKapCTBEHHBIX MpenapaToB.

IMPUJIOXEHME N 5

Kk [lonoxeHuto o cucTeMe MOHUTOPUHTA
JABHKEHHS JIEKAPCTBEHHBIX NPenapaToB
JJIS MEUIIMHCKOT0 NPUMEHEeH U

CBenenusi,
npeacrabjsieMble cy0beKTaMH 00paleHHs1 JIEKAPCTBEHHBIX CPEICTB B CHCTEMY MOHMTOPHHI A
ABHM/KEHHS JIEKAPCTBEHHBIX MPENapaToB Il MeIMIMHCKOI0 IPUMEHEHHS NIPH OCYIEeCTBICHHHU
onepanui ¢ rpynmnoBoi ynakoBKoi

1. CyObexTbl oOpallleHHus JIEKapCTBEHHBIX CPEACTB IPU OCYIIECTBIECHUU arperupoBaHUs
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IIPEACTABIISIIOT B CUCTEMY MOHMTOPUHIA JBHYKECHUs JICKAPCTBEHHBIX IIPENApaToB Il MEAULUHCKOIO
NpUMEHEHHUs (ajee - CUCTeMa MOHUTOPHHTA) CIEAYIOUTYI0 HHPOPMAIIHIO:

a) JaTa COBEpIIEHUS olepalyy (B OTHOIIEHUU JIEKAPCTBEHHBIX IPENapaTtoB A MEAULMHCKOIO
pUMEHEHHUs (JaJiee - JeKapCTBeHHbIE Ipernaparhl), HaXOIAIINXCS 3a Mpeaenamu Teppuropun Poccuiickoit
®denepanuy, B CIy4asx, KOIZla arperHpoOBaHUE OCYILECTBIIAECTCS 0 3aBEPLICHUS CTaUU BBIITYCKAIOIIErO
KOHTPOJISI KaYeCTBa, MOKET YKa3bIBaThCs JII00as AaTa MEXy JaTON 3aBEPILEHUSI CTaUHU BBITYCKAIOIIETO
KOHTPOJISI KauecTBa U JIaTOM OTIpy3KH JIEKApCTBEHHBIX IpenapatoB B Poccuiickyto denepanuio);

0) KoJa HaJOromaTeNbIIMKa B CTPaHE pErucTpaluu WId HISHTU(PUKALUOHHBIA HOMEp
HaJIoroIIaTesbInuKa (s cyObeKTa OOpalleHus: JIEKapCTBEHHBIX CPEJCTB, SBISIOMICTOCS OpTraHU3aINeH,
MpU3HABAEMO HaJIOTOBBIM  PE3HUJICHTOM Poccuiickou ®denepanuu, U WHIUBUYJIbHBIM
OpeANpuHIMATENIeM, WM MPEICTaBUTENbCTBA CyObEeKTa OOpamieHHust JIeKapCTBEHHBIX CpEACTB Ha
tepputopun  Poccuiickoit ~ ®denepaunu)  cyObekTa — oOpamieHHs  JIEKaPCTBEHHBIX  CPEJNCTB,
OCYLIECTBIIAIOIIETO arperupoOBaHHUE;

B) aJapec MecTa OCYIIECTBICHUS MeATeIbHOCTH (B Cllydae MPOM3BOACTBA Ha TEPPUTOPUHU
Poccuiickoit ®denepanmu) wim KOA CTpaHbl (B cllydae MPOU3BOJACTBA 3a mpenenamu Poccuiickoit
Oenepanyiv), TA€ OCYIIECTBICHO arperupoBaHue, JIUOO 30HAa TaMOKEHHOTO KOHTpois (B ciydae
OCYIIIECTBJICHUS arperupOBAaHUS B 30HE TAMOKEHHOT'O KOHTPOJIS);

T') TPYIIOBBIE KOJIBI CO3/IaBa€MbIX T'PYIINOBBIX yIIaKOBOK;

J) TIepeYeHb CEPUHHBIX TI00ATBHBIX HICHTU(PUKAMOHHBIX HOMEPOB TOPTOBBIX EAMHUI] HIIH
TPYNIOBBIX KOJOB YIAaKOBOK 00jee HU3KOrO YPOBHS BJIOXKEHHOCTH, BXOJSIIMX B COCTaB KaXIOH
CO371aBa€MOM I'PYIIIOBOM YITAKOBKHU.

2. CyObeKTbl 00OpalleHus JIEKAPCTBEHHBIX CPEACTB MPHU OCYIIECCTBICHUH U3bATHUS JEKAPCTBEHHBIX
IpenapaToB U3 TPYIMIIOBON YIAKOBKH MPEICTABISIOT B CHCTEMY MOHUTOPHHTA CIIEITYIONTYIO HH(OPMAIIHIO:

a) JlaTa COBEPILICHUS OTepaIiy;

0) KoJa HaJoromaTeNblIMKa B CTPAaHE pErucTpaluy WIK HJIEHTU(PUKALUOHHBIA HOMEp
HaJlorormjaresbiuka (s cyObekTa oOpalleHus JeKapCTBEHHBIX CPEJCTB, SBISIOIIEIOCS OpraHU3aIuei,
IIPU3HABAEMOM  HAJIOTOBBIM  pe3uaeHToM  Poccuiickon — Pexepannu, W HWHIUBHIYAJIbHBIM
OpeAnpuHUMaTeNIeM, WU A NpeACTaBUTENbCTBA CyOBbEKTa OOpalleHUs JIEKApCTBEHHBIX CPEACTB Ha
tepputopuu  Poccuiickoit ~ ®eneparuu) < cyObekTa  oOpalleHHs — JIKAPCTBEHHBIX  CPEJICTB,
OCYLIECTBIIAIOLLEr0 OlEpaLHIo;

B) a/IpeCc MeCcTa OCYLIECTBIICHUS JEATENbHOCTH (B CIy4ae COBEPILIEHUS Olepaly Ha TEPPUTOPUN
Poccuiickoit @enepannu) wim Koja CTpaHsbl (B Cllyyae COBEPLICHHUS OINEPaLlMy 3a MpeaesiaMi TeppUTOPUN
Poccuiickoit denepanun), rae BBHIOJHAETCA omepanus, JU00 30Ha TaMOKEHHOTO KOHTpOJisA (B ciydae
BBITIOJIHEHUSI OTepally B 30HE TAMO>KEHHOTO KOHTPOJIS);

I) CEepUMHBIN TIOOANbHBIM HIACHTU(PHUKAIUOHHBII HOMEpP TOProBOM E€AMHMIIBI, U3BIMAEMOM U3
IPYNIIOBON YIMAKOBKH, WM I'PYNIIOBON KOJI YIAKOBKH 00Jjie€ HU3KOTIO YPOBHS BIJIOKEHHOCTH, U3bIMAaEeMOM
W3 TPYNIIOBOM YIIAKOBKH.

3. CyObexTsl oOpalieHusi JIEKAPCTBEHHBIX CPEACTB MPU OCYLIECTBIECHHH IOMOJHUTEIHLHOTO
BJIO’KEHHMS JICKAPCTBEHHBIX IIPENApaToOB B IPYIIIOBYIO YIAKOBKY MPEICTABISAIOT B CHCTEMY MOHUTOpPWHIA
CIEIYIONIYI0 UH(POPMAITHIO:

a) 1aTa COBEPIICHHUS OTepaIliu;

0) KOJ HaJOroIUIaTeNbIIMKAa B CTpaHE PErHCTPAlUU WIM HWACHTU(PHUKAIMOHHBII HOMEp
HaJIOroIUIaTebIIMKa (s CyObeKkTa oOpalleHus JeKapCTBEHHBIX CPEACTB, SBISIONIETOCS OpraHu3aluen,
IIPU3HABAEMOM HaJIOTOBBIM pE3UIEHTOM Poccuiickoit ®denepanuu, Hu WHIWBUAYAIbHBIM
NpeIpuHUMAaTeIeM, WU JUId NPEeACTaBUTENIbCTBA CyObeKTa oOpallleHusi JeKapCTBEHHBIX CpEACTB Ha
tepputopun  Poccuiickoit ~ @enepanuun)  cyObekTa — OoOpaleHHs — JIEKAPCTBEHHBIX  CPEACTB,
OCYIIECTBISOIIETO ONEPaLNIo;

B) a/IpeC MeCTa OCYLIECTBJIEHUS JEATENBHOCTH (B CIIy4ae COBEPILEHUS ONEepaluy Ha TEPPUTOPUN
Poccutiickoii deneparin) Uiy KOj CTpaHbI (B Clydae COBEPIICHUS OMEpPalUK 3a MpeeIaMu TePPUTOPUH
Poccuiickoit @enepannn), rie BBIIOJHACTCS OIeparys, JM00 30Ha TaMOXKEHHOTO KOHTPOJs (B ciydae
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BBITNIOJIHEHMSI OIIEPALIUU B 30HE TAMO>KEHHOT'O KOHTPOJIs);

I') CCpUMHBIN TJIO0ANBHBIA MICHTU(PUKAIIMOHHBI HOMEpP TOPTOBOM €IMHUIIBI M TPYIIIOBON KO
YIIaKOBKHU 00Jiee HU3KOTO YPOBHS BJIIOKEHHOCTH, C KOTOPOW COBEPIIACTCS ONepanus JAONOJHUTEIBHOTO
BJIOYKEHUS;

1) TPYIIIOBOM KOJ YIIaKOBKH, B OTHOIIEHWH KOTOPOW COBEpLIAETCS OIepaLusl.

4. CyObekTbl OOpalleHHs JIEKAPCTBEHHBIX CPEACTB MPH OCYIIECTBICHUU pachOpMUPOBAHUS
IPYNIIOBON YIAKOBKHU MPEACTABIAIOT B CHCTEMY MOHUTOPHHTA CIEAYIOIYIO HH(OpMAIHIO:

a) JlaTa COBEpILIECHUS Olepaliy;

0) KOJ HaJOroIUIATeNbIIMKA B CTPaHE PErHCTPAlUU WIM HWACHTU(PHUKAIMOHHBI HOMEp
HaJIOTrOoIUIaTeNbIIMKa (715 CyObeKkTa oOpalleHus JIeKapCTBEHHBIX CPEACTB, SBISAIONICIOCS OpraHU3alueH,
IIPU3HABAEMOU HAJIOrOBBIM pe3uieHToM Poccuniickoit denepanuu, MHAMBALYAIBHBIM NIPEAIPUHUMATEIIEM,
WIM TIPEACTaBUTEILCTBA CyObeKTa OOpallleHUsl JEeKapCTBEHHBIX CPEACTB Ha Teppuropun Poccuiickoii
®denepannn) cyobekTa 0OpalieHus JICKapCTBEHHBIX CPEACTB, OCYIIECTBIISIIONIETO OTNIEPAIIHIO;

B) a/IpeC MecTa OCYLIECTBIICHHUS JEATENLHOCTH (B CIy4ae COBEpPILIEHUS OMepaliy Ha TePPUTOPUU
Poccuiickoit @enepanuu) UiaM KoJl CTpaHbl (B cllydyae COBEPLIEHMs ONEPALUU 32 IPEIeIaMyu TEPPUTOPUUI
Poccuiickoit denepanun), rae BBHINOJHAETCA Omepanus, JU00 30Ha TaMOXXEHHOTO KOHTpPOJS (B ciydyae
BBITNIOJIHEHMSI OIIEPALMU B 30HE TAMO>KEHHOT'O KOHTPOJIs);

T') TUII ollepaly TpaHchopMalii ynakoBku (pacopmupoBaHue);

1) TPYIIIOBOK KO pacOpMHUPOBBIBAEMON YITAKOBKH.

IMPUJIOXEHMUME N 6

K [TonoxeHno 0 cucTeMe MOHUTOPHHTA
JABHKEHHS JIEKAPCTBEHHBIX NPenapaToB
JJIS METHITHHCKOTO PUMeHEeHHUs

Ceenenus,
NpeacTaBJIsieMble CyObeKTaMH 00paleHNsl JTeKAPCTBEHHBIX CPEICTB B CHCTEMY MOHHTOPHHTA
JABUKEHHS JIEKAPCTBEHHBIX MPENAPaTOB JJsl METHIHHCKOT0 MPUMeHEeHUsI MPU 060poTe 1
BHYTPEHHEM NepeMellleHHH JIEKAPCTBEHHBIX NMPenapaToB JJIs MeTHIIHHCKOTO PUMeHeHHs

1. CyObekr oOpalieHus JEKapCTBEHHBIX CpPEICTB MPU  OCYIIECTBICHUH IE€pEeMEIEeHUs
JIEKapCTBEHHBIX IpenapaToB JUIsl MEAMLMHCKOTO MPUMEHEHHUs (Jajee - JIEKapCTBEHHBbIE Ipernaparbl)
MEXly aipecaMy OCYILECTBIEHUS ACSITEIbHOCTU U (WIK) hapMalleBTUYECKUMHU CKJIaJJaMH IIPEJCTaBIISIET B
CHUCTEMY MOHUTOPHMHIAa JBI)KEHUsS JIEKapCTBEHHBIX IpenapaToB (Jajee - CHCTeMa MOHUTOPHHIA)
CIEAYIOIYI0 HH(GOPMALMI0O O TIEpPEMEIIaeMbIX JIEKAPCTBEHHBIX IIpernaparax B OTHOIIEHUU Kaxa0u
TOPrOBOM €IMHHUIIBI JIEKAPCTBEHHOI'O IIpenapara:

a) 1aTa COBEPIICHUS ornepanuu (MPUEMKH Ha CKJIaJl, Ha KOTOPBIN COBEPIIIEHO TIEPEMEIIICHHUE);

0) uaeHTH(UKALMOHHBIM HOMEp HaJIOromjaresbliika cyObeKTa oOpalleHHsl JIeKapCTBEHHBIX
CPEICTB, OCYIIECTBIISIONIETO MepeMeIlleHre JIEKapCTBEHHOTO Mpenapara;

B) aJpec MecTa OCYLIECTBIICHUS HAEATEIbHOCTH WM CKJIaJa OTBETCTBEHHOI'O XpaHEHWs, W3
KOTOPOTO OCYILIECTBIISIETCS NTEpEMEIIEHUE JIEKAPCTBEHHOTO Mpernapara;

I') agpec MecTa OCYLIECTBICHMs JEATeNbHOCTH WM CKJIaJa OTBETCTBEHHOTO XpaHEHMs, Kyja
OCYIIIECTBIISIETCS MIepeMeIeHNE JeKapCTBEHHOTO Mpernapara;

J) PEKBU3UTHl MEPBUYHOIO JIOKYMEHTa, SBISIOLIETOCS OCHOBAaHMEM IS TepeMEelICHHS
JIEKapCTBEHHOT'0 Ipemnapara (1ata 1 HoOMep);

€) CepHiHbII TI00aNbHBIH HMICHTU(UKAMOHHBIH HOMEpP TOPTOBOW €IMHMIIBI JIEKAPCTBEHHOTO
npernapara Wiyl TPYNIOBOW KOJA TPYNNOBOM YMAaKOBKH, B KOTOPOW HAaxXOAUTCA ATOT JIEKAPCTBEHHBIN
npemnapar (B ciydae NepeMeIeHus TPYNIoBOi YIaKOBKH LIETUKOM).

2. CyObekT oOpalleHus JEeKapCTBEHHBIX CPEJICTB IpPU Iepejade JEKapCTBEHHBIX IpEnapaToB
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JIpyromy cyOBbeKTy OOpaleHHs JEKapCTBEHHBIX CPEJICTB B paMKaX I'PakJaHCKO-IIPABOBBIX OTHOIICHUH B
cllydae BbIOOpa MPSMOro MOpsAKAa MPEACTAaBICHUS CBEICHHM IMpEACTaBIseT B CHUCTEMY MOHUTOpPHHIA
CIIEAYIONIYI0 HH(pOpManuio 00 OTrpYKEHHBIX JICKApCTBEHHBIX IIpernaparax B OTHOIIECHUHM KaXKIOH
TOProBOM €MHHUIIBI JIEKAPCTBEHHOI'O IIpernapara:

a) JlaTa COBEpILEHUS Ollepaluy;

0) uaeHTU(PUKAIMOHHBIA HOMEp HaJOTOIUIaTeNbIIMKa CYOBbEKTa OOpalleHus JIEKapCTBEHHBIX
CPEICTB, OCYLIECTBIISIIOLIETO OTIPY3KY JIEKAPCTBEHHOTO IIpenapara;

B) aJpec MecTa OCYIIECTBICHHs] MAESITeIbHOCTH, M3 KOTOPOTO OCYIIECTBISIETCS OTrpy3Ka
JIEKapCTBEHHOI'O IIpETapara;

r) UISHTU(PUKAUMOHHBIA HOMEp HAaJOroIiaTeNbluKa CyObeKTa OOpalieHHsl JIeKapCTBEHHBIX
CPEJCTB, OCYLIECTBIISIOLIETO IPUEMKY JIEKAPCTBEHHOTO IIpenapara;

1) aJipec MecTa OCYUIECTBIICHUS NEATEIIbHOCTH, KyJa OCYILECTBISETCS OTIPy3Ka JIEKapCTBEHHOIO
npemnapara (B ciy4yae OTTpy3KH HE 3apEerMCTPUPOBAHHOMY B CUCTEME MOHUTOPUHIA CYOBEKTY OOpalleHus
JIEKapCTBEHHBIX CPE/ICTB TaKHE CBEACHMS HE YKA3bIBAIOTCS);

€) WACHTU(UKAIIMOHHBIA HOMEp HAJIOTOILIATENIbIINKA - OpraHa TOCYAapCTBEHHOM BIacTH (B ciIyvae
OCYIIECTBIICHUS TepeJadyd JIEKapCTBEHHOTO Mpernapara B paMKax TOCYJapCTBEHHOTO JIEKapCTBEHHOTO
obecrieueHus);

) PEKBU3HUTHl TOCYAApCTBEHHOTO KOHTpakTa (B cloy4yae OCYIIECTBICHUSA Iepeaadu
JIEKapCTBEHHOTO Mperapara B paMKaxX rocyIapCTBEHHOTO JIEKAPCTBEHHOT'O 00ECTICUCHN);

3) HCTOYHUK (DMHAHCUPOBAHUSI;

1) TUI TPAXKTAHCKO-TTPABOBBIX OTHOIICHUH CyOBEKTOB 00paleHNs JIEeKapCTBEHHBIX CPE/ICTB;

K) CepHUilHBIA TI00aNbHBIN UACHTU(DUKAIIMOHHBI HOMEpP TOPrOBOM EIUHUIIBI JIEKAPCTBEHHOIO
nperapara Wiy TPYIIOBOM KOJ TPYyNIOBOM YNAaKOBKH, B KOTOPOM HAXOJMUTCA ATOT JIEKAPCTBEHHBIN
npemnapar (B ciiydae rnepeaayu rpyrinoBOi YIIaKOBKU LETHKOM);

J) pEKBU3UTHI IEPBUYHOTO JOKYMEHTA, SIBJISIFOIIETOCS] OCHOBAaHUEM JIJISl IEPEJaul JIEKapCTBEHHOTO
npenapara (1ata 1 HOMep);

M) CTOMMOCTH JIGKQPCTBEHHOTO Tpemapara (C y4eToM Hajiora Ha J00aBJIEHHYIO CTOMMOCTH)
COIJIACHO MEPBUYHBIM JJOKYMEHTaM;

H) cymMMa Hajiora Ha J00aBJICHHYIO CTOMMOCTH (B cllydae €clid Tepenada JIEKapCTBEHHOTO
npemnapara objgaraeTcs TakuM HajJorom).

3. CyObekT obOpalieHus JeKapCTBEHHBIX CPEACTB MPU MPUEMKE JIEKAapCTBEHHBIX MPENnaparoB OT
Jpyroro cyObeKTa oOpallleHus JEKapCTBEHHBIX CPEACTB B paMKaxX I'pa)</IaHCKO-TPABOBBIX OTHOIIEHHH B
cilydae BbIOOpa OOpaTHOrO MOpsiiKa MPEICTABICHUS CBEICHHUM MpEACTaBIsSeT B CUCTEMY MOHHUTOpPUHIA
CJIEAYIONIYI0 MH(POPMALIMIO O MPUHATHIX JEKAapCTBEHHBIX IpenapaTax B OTHOIIEHHM KaXKAOH eIMHUIIBI
JIEKapCTBEHHOI'0 Ipernapara:

a) JlaTa COBEPILICHMS ONepalty;

0) uAeHTU(UKAIMOHHBI HOMEp HaJlOroIvlaTeibliuka cyObekTa oOpallleHus: JeKapCTBEHHBIX
CPEZCTB, OCYILIECTBISIONIETO MPUEMKY JIEKapCTBEHHOT'O Mpenapara;

B) aJapec MecTa OCYUIECTBIIEHUS JIE€ATEIbHOCTH, B KOTOPOM OCYIIECTBISETCS IpUEMKa
JIEKapCTBEHHOTO Mpernapara;

I) WUISHTU(PUKAIMOHHBIA HOMEp HaJororuiaTeNbliika cyObekTa oOpalleHHs JeKapCTBEHHBIX
CPEZCTB, OCYIIECTBUBIIETO OTTPY3KY JIEKAPCTBEHHOIO IIpernapara;

I) aJpec MecTa OCYUIECTBIEHHS MAESITEIbHOCTH, M3 KOTOPOro Oblga OCYIIECTBIIEHA OTIpy3Ka
JIEKapCTBEHHOTO Mpenapara;

€) WIeHTH(UKAIIMOHHBIA HOMEP HaJOTOIUIaTeNbIIMKA - OpTaHa rOCYJapCTBEHHOM BIACTH (B clydae
OCYILIECTBIICHHS TEepelaud JIEKapCTBEHHBIX MPENapaToB B paMKax TOCYJapCTBEHHOTO JIEKapCTBEHHOI'O
obecrieueHus);

) PEKBU3UTHI TOCYJAapPCTBEHHOTO KOHTPAKTA (B ClIydae OCYIIECTBICHHUS Iepeaayn JIeKapCTBEHHBIX
IIPernapaToB B paMKaX rocyapCTBEHHOTO JIEKaPCTBEHHOI'0 00eCeueHus);

3) UCTOYHUK (PMHAHCUPOBAHUS;
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1) THII TPaXTaHCKO-TIPABOBBIX OTHOIICHUI CyOBEKTOB OOpAIIIEHUS JICKAPCTBEHHBIX CPEICTB;

K) CEpUMHBIA TJIOOATBHBIH HICHTU(PUKAIMOHHBI HOMEpP TOPrOBOM €IWHHUIIBI JIEKAPCTBEHHOTO
npernapara Wiyl TPYIIOBOW KOJ TPYNIOBOM YHAKOBKH, B KOTOPOW HAxXOAUTCA ATOT JIEKAPCTBEHHBIN
npemnapar (B ciiydae rnepeiady rpynnoBOi YIIaKOBKU HEIUKOM);

J1) pEeKBU3UTHI MIEPBUYHOTO JJOKYMEHTA, SIBJISIOIIETOCS OCHOBAaHUEM JIJIs TIEpEAaun JIEKapCTBEHHOTO
npenapara (gaTa u HoMep);

M) CTOMMOCTBH JIGKAPCTBEHHOTO Ipernapara (C y4eToM Hajora Ha J00aBJICHHYIO CTOMMOCTBD)
COTIJIaCHO MEPBUYHBIM JOKYMEHTAM;

H) CyMMa Hajora Ha J0OaBJIEHHYIO CTOMMOCTb (B cCllyyae €CilIM Iepefada JIEKapCTBEHHOI'O
npernapara objaraercs TakuM HaJorom).

4. CyObeKT oOpalieHus JeKapCTBEHHBIX CPEJCTB MPU MOATBEPKIACHUH JOCTOBEPHOCTH CBEICHHIA,
COZIepXKAIINXCSI B CHUCTEME MOHUTOPHUHIA O NEPENAHHBIX WJIM NPHUHATHIX JIEKAPCTBEHHBIX IIpernaparax,
MPEJCTABISICT B CHCTEMY MOHUTOPUHTA CJICAYIONIYI0 WH()OPMAIMIO B OTHOIICHWH KaXJIOW TOPTOBOM
€MHULbI JIEKAPCTBEHHOTO Mperapara:

a) 1aTa COBEPIICHHS OTEepalliu;

0) uaeHTU()HUKAIMOHHBI HOMEpP HaJOroIUIaTeNblIuKa CcyObeKkTa oOpallleHus JeKapCTBEHHBIX
CPENCTB, OCYIIECTBILIOLIETO NIEpeaady JIEKapCTBEHHOT 0 IIpenapara;

B) HACHTU(UKAIMOHHBIA HOMEp HaJOroIuiaTeNbllliKa CyObeKkTa oOpallleHus: JeKapCTBEHHBIX
CPENCTB, OCYIIECTBIIIOLIETO IPUEMKY JIEKAPCTBEHHOTI'O IIpenapara;

I) CepUHHBIN TI00aTbHBIA HACHTU(UKAIMOHHBIA HOMEP TOPrOBOM EIUHUIIBI JIEKAPCTBEHHOIO
nperapara Wiyl TPYHIOBOW KOJA TPYNNOBOM YNAaKOBKH, B KOTOPOW HAxXOAUTCA ATOT JIEKAPCTBEHHBIN
npemnapar (B ciiydae rnepeaayu rpyrinoBoi YIaKOBKU LETHKOM).

5. CyOwekT oOpalieHus JeKapCTBEHHBIX CPEJCTB, OCYIIECTBISIFONIMA KOHTPAKTHOE (TIOAPSTHOC)
IIPOU3BOJICTBO JIEKAPCTBEHHBIX IIpenapaToB Ha Tepputopun Poccuiickoilt ®enepauuu, Nnpu nepenave
JIEKapCTBEHHBIX TpernapaTtoB (FOTOBOM MPOMYKIMH) YYaCTHHUKY 00OpOTa JIEKapCTBEHHBIX TMPENapaTos,
SBIISIONIEMYCS 3aKa3YMKOM 3TOTO KOHTPAKTHOTO (MOJPSAHOTO) MPOU3BOJCTBA, MPEACTABISAET B CUCTEMY
MOHUTOPUHTA CIEAYIONIYI0 WH(OpPMAIMI0O O TEPENaHHBIX JIEKAPCTBEHHBIX IIpenaparax B OTHOIICHUU
Ka)XJI0M TOProBOW €MHUIIbI JIEKAPCTBEHHOTO Mpernapara:

a) 1aTa COBEPIICHHS OTepallnu;

0) uIeHTHU(UKAIIMOHHBI HOMEpP HaJOroIUIaTeNblIuKa cyObekTa oOpalleHus JeKapCTBEHHBIX
CPENCTB, OCYIIECTBIIIOLIETO NIEpeIady JIEKapCTBEHHOT O IIpenapara;

B) aJpec MecTa OCYIIECTBICHUS IEATENbHOCTH, M3 KOTOPOTO OCYIIECTBISETCS TMepenadya
JIEKapCTBEHHOI'O IIperapara;

r) UISHTU(PUKAIMOHHBIA HOMEp HAJOTroIUIaTeNblInKa CcyObeKkTa oOpalleHHs JeKapCTBEHHBIX
CPENCTB, OCYIIECTBIIIOLIETO IPUEMKY JIEKAPCTBEHHOTO IIpenapara;

) aApec MecTa OCYIIECTBICHUS JAEATeIbHOCTH, B KOTOPOE OCYIIECTBISETCS Tepeaada
JIEKapCTBEHHOI'O IIperapara;

€) CepUUHBIN TII00ANbHBI WACHTU(UKAIMOHHBIA HOMEpP TOPrOBOM EIUHHIIBI JIEKAPCTBEHHOTO
npernapara Wil TPYNIOBOW KOJ TPYNNOBOM YMAaKOBKH, B KOTOPOW HAaXOAUTCA ATOT JIEKAPCTBEHHBIN
npenapar (B ciaydae nepefadu rpyrninoBOd YIIaKOBKH LIEIUKOM);

’K) PEKBU3UTHI IEPBUYHOTO JOKYMEHTA, SBJISFOIIETOCS OCHOBAHUEM TSI TEpeIavdH JICKAPCTBEHHOTO
npenapara (gaTa 1 HoMep).

MNPUJIO)KEHHUE N 7

k [lonoxennro 0 cucreMe MOHUTOPHHIA
ABHIKEHHS JIEKAPCTBEHHbIX NPenaparos
JJIS1 MEAUIMHCKOI'0 PUMEHEHHU

Ilepeyenn
NpUYMH 6JIOKI/IPOBKI/I NPUHATHSA CHCTEeMOM MOHHUTOPHUHI'A IBHKCHHUA JICKAPCTBCHHBIX IPenapaToB
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JJIs1 MeIUIIUHCKOr0 NPMMEHEHUs CBeJleHNH 0 BBO/Ie B 000POT JIeKAPCTBEHHBIX MPenapaToB s
MEIUIUHCKOI0 MPUMeHeHus1, 00 000poTe U (MJIM) BbIBO/AE U3 000POTA JIEKAPCTBEHHBIX MPenapaToB
JJIS1 MEIUIITUHCKOTO IPUMeEHEeHUs

C u3MeHeHHMSIMH U I0MIOJTHEHUSIMH OT:

30 aBrycra 2019 r.

1. BbisiBIeHHME HECOOTBETCTBUS TPEOOBAaHUI K KayeCTBY B paMKax BBHIOOPOYHOTO KOHTPOJIS
Ka4yecTBa JIEKAPCTBEHHBIX CpPEACTB U (hefepallbHOrO Haa3opa B cdepe oOpalleHus JIeKapCTBEHHBIX
cpeacT, ocymiecTBiasieMbix ®DenepanbHoil Cciy:kO00H MO HaA30py B cdepe 3IpaBOOXpaHEHHS U €€
TEPPUTOPUATIBHBIMU OPIaHAMHU.

2. llpunstue @PenepanbHOil ciayx00i 1O Ham3opy B cdepe 3ApaBOOXpAaHEHUS IO HUTOraM
paccMoOTpeHHs oOpalleHusi CyObekTa OOpaleHMsl JIEKAPCTBEHHBIX CPEACTB pEIIEeHUs, COAEPKalIero
cBeleHUs] 00 OOHApPYXEHHHM HECOOTBETCTBHS BBIMYIICHHBIX B O0OPOT JIEKAPCTBEHHBIX IPETApaToB s
MEIMIUHCKOrO TMpUMEHEHHs (Janee - JIeKapCTBEHHbIE IpenapaThl) YCTAaHOBIEHHBIM MMHHUCTEPCTBOM
3apaBooxpaHeHust Poccuiickoi @Penepanvu INpU  PErUCTpPAlMM  3THX JIGKAPCTBEHHBIX IIPENAapaToB
TpeOOBAHUSM.

3. Ilpunstue MunuctepcTBoM 3apaBooxpaHeHust Poccuiickoit denepauun pemeHuss o0 oTMeHe
rOCyIapCTBEHHOW PErMCTpalUy JIEKAPCTBEHHOI'O IIpenapara B IMOPSAKE, YCTaHOBJIEHHOM IIYHKTOM 6
ctatbu 32 degepanbHOro 3akona "O0 oOpallleHnH JIeKapCTBEHHBIX CPEICTB".

4. OTcyTcTBUE B CUCTEME MOHUTOPHHIA JIBUKEHHS JIEKAPCTBEHHBIX IPENaparoB (Jajiee - cuctema
MOHUTOPHHIA) CBEICHUH O HAIMYHMH JIEKAPCTBEHHOI'O IIperapara y cyobeKkTa oOpalleHust JIEKapCTBEHHBIX
CPEJICTB, MPEACTABIISAIOLIEr0 CBEACHHS 00 000pOTE 3TOr0 JIEKApPCTBEHHOTO Mpenapara.

5. Hcreyenne cpoka TOJHOCTH JIEKAPCTBEHHOIO IIpernapara B COOTBETCTBHM CO CBEIEHUSIMU,
3aperucTpupOBaHHBIMU B CUCTEME MOHUTOPHUHTA.

6. HecooTBeTcTBHE CBelEHUI O JIEKAPCTBEHHOM IIperapare, IMpeJICTaBICHHbIX CyObEKTOM
oOpallleHus1 JIEKapCTBEHHBIX CPEJICTB MpPU ONUCAHUM JIEKAPCTBEHHOTO Ipernapata B MH(QOPMAIMOHHBIN
pecypc, oOecrieuuBarOIIUi y4eT W XpaHEHHE JOCTOBEPHBIX JaHHBIX O TOBapax IO COOTBETCTBYOILEH
TOBapHON  HOMEHKJAType, CBEACHHUSM, IIOJyYEHHbIM CHCTEMOHM MOHUTOPMHIA U3  €IWHOHN
rocyJapcTBEHHON MH(OPMAIIMOHHON CHCTEMBI B cpepe 31paBOOXpPaHEHUS.

7. IlpencraBneHue B cCUCTEMY MOHMTOPHMHTA CBEIACHHUM O Mpoja)ke JEKapCTBEHHOI'O IpernapaTa ¢
(apMaleBTUYECKOr0 CKJIaJa MPH OTBETCTBEHHOM XPaHEHUH.

8. IlpeacraBneHue B CUCTEMY MOHMTOPHMHIA CBEJIEHUH 00 OTrpy3ke (Mpojaxe) JeKapCTBEHHOTO
npernapara 1o perucTpalyy B Hel CBeIeHUH 0 BBOJE B 000POT JIEKapCTBEHHBIX IpenapaToB.

9. IlpencraBienue B cUCTEMY MOHUTOPHHTA CBEACHUN ¢ HapylieHueM TpeOoBanuil [lonoxenus o
CUCTEME MOHUTOPUHIA JBWKCHMS JIEKAPCTBEHHBIX IIPENapaTtoB Uil MEJULUHCKOTO IPUMEHEHUS,
yTBepxkAeHHOro nocranonienremM [IpaButenscta Poccuiickoit @enepanuu ot 14 nekadps 2018 r. N 1556
"O6 yrBepxkaeHuu [lomokeHUst 0 cUCTeME MOHHUTOPHHIA JBM)KEHUS JICKApPCTBEHHBIX MpPENapaToB s
MEJIUIIUHCKOTO TPUMEHEHUA "

10. OtcyrcTBHE B CHCTEME MOHUTOPHMHIA CBEICHMH O HaIW4YMU y CcyObeKTa oOpalieHus
JIEKapCTBEHHBIX CPEJICTB JIMIICH3MM, MPEeIOCTaBIAIOMNX CYOBEKTY OOpalleHus JIEKapCTBEHHBIX CPEACTB
IIPABO Ha OCYILECTBICHUE COOTBETCTBYIOLINX ONEpaIuil.

11. OrcyrcTBHE CcBEneHMI O 3asBHUTENE B ENTMHOM roCcy1TapCTBEHHOM PEECTPE FOPUANYECKUX JINIL
KaK O JIEHCTBYIOIIEM IOPUAMYECKOM JIMLE, UIU B EQMHOM rocyapcTBEHHOM PEECTpe MHAMBHAYaJIbHBIX
npearpuHUMaTeIe Kak o AeMCTBYIONIEM WHIUBUIYaIbHOM MpEANpPUHUMATENE, WU B TOCYJapCTBEHHOM
peecTpe AaKKpeIUTOBAaHHBIX (DMIIMANOB, MPECTABUTENLCTB WHOCTPAHHBIX IOPUIMYECKUX JIMII Kak O
neicTByroneM (Quinaie WM MpeCTaBUTEIbCTBE MHOCTPAHHOIO FOPUIMYECKOrO JIMLA Ha TePPUTOPUHU
Poccuiickoit @enepanuu.

12. Hannuue B EquHOM TOCYZapCTBEHHOM pPEECTPE IOPUAMYECKHUX JIMI] B OTHOLICHUM 3asBUTENS
3allUCU O HEIOCTOBEPHOCTU CBEACHUMN, BHECEHHOM B COOTBETCTBHM C IyHKTamu 5 W (uium) 6 crarteu 11
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ITocranosnenwne IIpaButensctBa P® ot 14 nexadbps 2018 r. N 1556 "O6 yreepsxaenun [looxxeHus o cucteme. ..

OepnepanbHoro 3akoHa "O rocynapCTBEHHON PpErHCTpAlMM IOPUIMYECKUX JIMI W HHAUBUAYaIbHBIX
npeanpuHumaresnei’.

Wndopmarius 06 M3MEHEHUSX:

Ipunoocenue 7 donoaneno nynkmom 13 ¢ 17 cenmsaopsa 2019 e. - Ilocmanoenenue Ilpasumenvcmea
Poccuu om 30 aszycma 2019 2. N 1118
13. Hanuuue ocHOBaHMH JJisi OTKa3a B PErUCTpallUM CBEACHUW O HAHECEHHM CPENICTB
uACHTHU(DUKAIINK, TPEIYCMOTPEHHBIX MyHKTOM 9.3 TloNoKeHHS O cHCTeME MOHUTOPUHTA JIBUKCHUS
JICKapCTBEHHBIX IMpEnapaToB JJs MEAUIHUHCKOIO MPUMEHEHHUS, YTBEP)KIEHHOTO I10CTaHOBJICHUEM
[IpaBurenscTBa Poccuiickoit @enepamuu ot 14 nexadps 2018 r. N 1556 "O6 yrBepxknenuu [lonoxenus o
CUCTEME MOHUTOPHHIA ABM>KEHHUS JIEKAPCTBEHHBIX MPENapaToB Uil MEIUIIMHCKOTO PUMEHEHHS "

Wndopmarius 06 H3MEHEHUSX:

Ipunooscenue 7 donoaneno nynkmom 14 ¢ 17 cenmsaopa 2019 e. - Ilocmanosnenue Ilpasumenvcmesa
Poccuu om 30 aszycma 2019 2. N 1118
14. Tlpunstue MunuctepcTBOM 3ApaBooxpaHeHus Poccuiickoit ®Denepanuu pemieHus o
MPUOCTAHOBJICHUU TPUMEHEHUS JICKApPCTBEHHOTO Tperapara B COOTBETCTBHHM C YaCThIO 7 CTaThbu 64 U
ctatbeil 65 @epepanbHoro 3akona "OO0 oOpalleHUuH JIeKapCTBEHHBIX CPEACTB".
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