MocTtaHoBneHwne MpaButenbcTea PP ot 14.12.2018 N 1556
"O6 yTBepxaeHumn MNMonoxeHns o0 cucTteme MOHUTOPUHIa ABUXKEHUSI
NeKapCTBEHH. ..

NMPABUTEJIbCTBO POCCUUCKOW ®EOEPALIUA

NMOCTAHOBIEHUE
ot 14 pekabpsa 2018 r. N 1556

OB YTBEPXXOEHWU NONOXEHUA
O CUCTEME MOHUTOPUHIA ABUWXEHUA NEKAPCTBEHHbLIX NMPEMAPATOB
anAa MEAUUUHCKOro NPMMEHEHUA

B cootBetctBUM C 4YacTamu 5 - 7 cratbm 67 PepepanbHoro 3akoHa "O6 obpalleHun nekapcTBEHHbIX
cpeacTtB" NpasutenscTBo Poccuiickon egepaunmn nocTaHOBMASAET:

1. YTBepanTb npunaraemoe lonoxeHne o cUCTEME MOHUTOPUHIa ABUMXEHUSA NEeKapCTBEHHbIX NnpenapaTos
ANs MeOULMHCKOTO NPUMEHEHUS.

2. Peanusauusa HacCTosILLEro MOCTaHOBMEHNA OCYLLECTBMSETCS COOTBETCTBYOWMMN deaepanbHbIMu
opraHamu MWCMOMHUTENbLHOW BRacTum B npegenax ycrtaHoBreHHown [lpaButensctBoMm Poccuiickon ®depepaumm
npeaenbHON YUCNEHHOCTU UX PabOTHUKOB M OHOMKETHLIX aCCUrHOBaHWUA, NPEAYCMOTPEHHbIX UM B deaeparnbHOM
GrogkeTe Ha pyKOBOACTBO M yrpaBrieHne B cdhepe YCTaHOBIMEHHbIX (OyHKLNIA.

3. Hactosiiee noctaHoBneHWe BCTynaeT B CUNy CO [AHA ero oduuManbHOro onyornvkoBaHus, 3a
UCKITIOYEHMEM MOSNOXKEHWN, YKa3aHHbIX B NMyHKTE 4 HAaCTOSILLEro NOCTAHOBIIEHNS.

4. [lonoxeHne O CUCTEME MOHUTOPWUHra OBWXEHWSI FIEKApPCTBEHHbIX nNpenapaToB AN MeaULMHCKOro
NPUMEHEHUs, YTBEPXKAEHHOE HacCTOALWMM MOCTaHOBMNEHWEM, B OTHOLUEHUM NPOU3BOAUTENEN NeKapCTBEHHbIX
CpeacTB B YaCTU HaHECEHUS Ha MEPBUYHYHO YMAKOBKY (B OTHOLUEHMM FEeKapCTBEHHbIX MNpenapaTtoB Ans
MEOUUMHCKOTO MNPUMEHEHWs, AN  KOTOpbIX He NpedycMOTpeHa BTOpPMYHAs YMakoBKa) WM BTOPUYHYIO
(noTpebuTenbCcKkylo) yMNakoBKy FNEKaApCTBEHHbIX MNpenapatoB AN MEOUUUHCKOrO MNpPUMMEHEHWs CpeacTBa
noeHTurkaumm, a Takke B OTHOLEHUA HPUOMYECKMX UL, U WMHOMBUAOYamnbHbIX MpeanpuHumaTenen,
OCYLLIECTBNALWMX NPOM3BOACTBO, XpaHeHue, BBO3 B Poccuiickyto ®efepaumio, OTNyCK, peanusauumio, nepegady,
NPUMEHEHNE U YHUUTOXEHME NEKAPCTBEHHbIX MpenapaTtoB Ansi MEAULMHCKOrO NPUMEHEHUS, B YacTu BHECEHMS
WHhopMaLmMn 0 NeKapCTBEHHbIX Npenapatax Angd MeanUMHCKOro NpUMEHEHNsS B CUCTEMY MOHUTOPUHIA OBUMXKEHUS
NEeKapCTBEHHbIX MnpenapaToB Ans MEeOULMHCKOrO MPUMEHEHUs BCTyNaeT B CUMy CO AOHS BCTYNNEHWs B cuny
ab3aLeB BTOpPOro M NATOro nognyHkra "0" nyHkrta 7 ctatbm 1 PepepanbHoro 3akoHa ot 28 gekabps 2017 r. N
425-03 "O BHeceHUN nameHeHun B PepepanbHblil 3akoH "O6 obpalleHnmn nekapcTBEHHbIX CpeacTB".

Mpencenatens MNpaButenscrea
Poccuiickon ®egepaunn
O.MEOBELOEB

YTBEPXKOEHO

nocraHoBneHnem NpaBuTenscTea
Poccuinckon depepaumm

oT 14 gekabpsa 2018 r. N 1556

MpumeyvaHue.
O nopsgke BctynneHus B cuny NonoxeHnsa cMm. n. 4 4aHHOro JOKYMEHTa.

NONOXEHUE
O CUCTEME MOHUTOPUHIA OBNXEHUA NEKAPCTBEHHbLIX NMPENAPATOB
anAa MEAUUUHCKOro NnPMMEHEHUA
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. O6LwmMe nonoxeHus

1. Hactosiwee lNonoxeHne onpenenser:

a) MnopsAOK HaHeceHus CpeacTBa WMAEHTUdMKAUMM NeKapCTBEHHOro mnpenapaTta And  MeOMUMHCKOro
NpMMEHeHWs (Janee - nekapcTBeHHble npenapatbl), TpeboBaHMA K ero CTpykType v dopmaty uHgopmauum,
KOTOPYIO COOEPXUT CPeACcTBO naeHTUdmrKaumm nekapcTBEHHOro npenapara, 1 ero XxapakTepucTuku;

6) nopAanoK co3fdaHud, pas3Butuda, BBOA4a B 3KCMilyatauuio, 3KCnnyataunMn U BbiBOAA U3 IKChslyatauunmn
CUCTEMbI MOHUTOPUHIa ABMXXEHNA JTEKapCTBEHHbIX NMpenapaTtoB (,u,anee - cucremMa MOHVITOpVIHFa);

B) MOpsOOK B3aMMOOEWCTBUSI CUCTEMbI MOHUTOPMHIA C WHBIMU TOCYAAPCTBEHHBIMU WHM(OPMALMOHHLIMMW
cuctemMamm U MHAPOPMALMOHHBIMU CUCTEMaMN  KOPUAMYECKUX NUL, U MHAMBUAYAlNbHbLIX NpeanpuHMMaTenen,
ykasaHHbIX B YacTax 7 n 10 ctatbn 67 ®enepanbHoro 3akoHa "O6 obpalleHnn NnekapcTBEHHLIX cpeacTB”;

r) nopsidoK BHECEHUS B CUCTEMY MOHUTOPMHIra OPUAVYECKUMM NMUAMUM W UHAMBUAYaNbHLIMU
npeanpuHMMaTensaMK, OCYLLEeCTBISIOWMMM MPOU3BOACTBO, XpaHeHue, BBO3 B Poccuiickyto dedepaumio, oThyck,
peanvsauuio, nepegady, TMNPUMEHEHWE W YHUYTOXEHME JeKapCTBEHHbIX MpenapaTtoB, WHdgopMauum o
riekapCTBEHHbIX NMpenapartax 1 ee CoCcTas;

,D,) nopAAoK npeaocTtaBrieHnA VIH(bOpMaLIMI/I, COﬂ,Gp)K&LLI,GVICﬂ B CUCTEeME MOHUTOPUHra.
2. MNoHATuS, ncnosib3yemMmbie B HaCToALeM MNonoxeHun, o3HavaroT cnegywulee:

"arpernpoBaHune” - npouecc obbeanHeHMs NeKapCTBEHHbIX MNpenapaTtoB Ha nwbom aTane obpalieHus
NEKApCTBEHHBLIX MNpenapaTtoB CyObekToM 0OpalleHnss neKapCTBEHHbIX CPeAcTB B TPYNMOBYK YNaKOBKY C
HaHeCeHneM COOTBETCTBYIOLLEro [rpyrnnoBOro kKoda TPEeTUYHOW (TPaHCMOPTHOM) YNaKOBKM NeKapCTBEHHbIX
npenapaToB U C COXpaHeHWeM WHopMaLUn B CUCTEME MOHUTOPUHIA O B3aUMOCBSA3W CPeAcTB uaeHTudukauum
Ka)KOOro BMOXEHHOrO B TPYMNMOBYH YMAKOBKY JI€KApCTBEHHOrO npenapaTta C rpynmnoBbiM KOAOM TPETUYHON
(TPaHCMOPTHOWM) YyNakoBKWN NeKapCTBEHHbIX MpenapaToB CO34aBaeMow rpynnoBOM YNaKoBKY;

"BBOA B 060POT NEKapCTBEHHbIX NpenapaToB”:

npu Npon3BoacTBe Ha TeppuTopun Poccuiickoin ®enepauunm - onepauum, NPOM3BOAUMbIE C NEKAPCTBEHHbIMU
npenapatamy OT MPOXOXKAEHUS MPOV3BOACTBEHHONW CTaauMu (PacoBKM (YNaKOBKW) NEKAPCTBEHHBLIX NpenapaToB B
NepBUYHYI0 YNaKOBKY JIEKapCTBEHHOrO npenapaTa (B OTHOLIEHWUM NEeKapCTBEHHbIX NMpenapaToB, AN KOTOPbIX He
npedycMoTpeHa BTOpuyHasi (MoTpebutenbckasl) YynakoBKa FEKapCTBEHHOro npenapata) W BTOPUYHYIO
(noTpebuTenbCKyto) ynakoBKy FNEKapCTBEHHOro npenapata [0 3aBeplleHUs MPOU3BOACTBEHHOM cTaguu
BbIMYCKaIOLLLEro KOHTPOIS Ka4YecTBa;

npu npou3BoACTBE BHe Tepputopun Poccuiickoir Pefepaumm (3a  UCKMHOYEHUEM  NIEKAPCTBEHHbIX
npenapatoB, BBO3WMbIX W3 rocygapcTB - u4neHoB EBpasuiickoro 9KOHOMMYECKOro coto3a) - onepauuu,
MPOM3BOAMMbIE C NEKAPCTBEHHbIMM MNpenapaTamMy OT NMPOXOXAEHUS MPOVM3BOACTBEHHOW CTaguv BbIMyCKaloLLEro
KOHTPOMNS [0 3aBeplleHVsl TaMOXXeHHOW Mpouedypbl BbiNycka AN BHYTPEHHeEro noTpebneHuss npu BBO3e
nekapcTBeHHbIX npenapaTtoB B Poccuiickyto ®epepaumio;

npy NPoOV3BOACTBE BHe Tepputopun Poccuiickon Pefepaumm B OTHOLLEHUM NEKapCTBEHHbIX NpenapaTtos,
BBO3MMbIX W3 TOCYdapcTB - 4rneHoB EBpasvMnCcKkoro 3KOHOMWYECKOro COl3a, - onepauun, nponssBoauMble C
nekapcTBEHHbIMU MpenapaTaMmyv OT NPOXOXOEHUS NPOU3BOACTBEHHOW CTaaMM BbIMYCKalOWEro KOHTPOns A0
pasMeLleHus TekapCTBEHHbIX MpenapaToB Ha dapmaueBTUY4EeCKOM CKrage W MpoXoXAeHus npouenyp
NOATBEPXAEHNS COOTBETCTBUSA NEKapPCTBEHHbLIX NPenapaTos;

"BTOpMYHaa (moTpebuTenbckasi) ynakoBKka JIEKAPCTBEHHOro npenapata” - ynakoBKa, nocTynawLwas K
notpebutento n cnyxawasa ond pasMeLleHs eguHUYHON NepBUYHON YNAaKOBKW NEeKapCTBEHHOMO mpenapaTta unm
O6'be,CI,I/IHF|l0LLI,aF| HECKOJ1bKO NepPBUYHbIX YNaKOBOK J1IEKapCTBEHHbIX NpenapaTos,

"BbIBOA, M3 060OpoTa NekapCTBEHHbIX NpenapaToB” - peanusauus, npodaxa W oTnyck (B TOM uucre Mo
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peLenTy) IeKapCTBEHHbIX MpenapatoB NOTpebuTento, NpUMEHeHWe, Mepefada Ha YHUYTOXEHWe, yTpata W
CNUCaHMne NeKapCTBEHHbLIX NpenapaTtoB, oTOop 0OpasLoB, BbIBO3 paHee BBe3eHHbIX B Poccuiickyto ®enepauuio
NeKapCTBEHHLIX NpenapaToB (PE3KCMopT), a Takke BbIBOA 13 060poTa N0 UHBIM NPUYNHAM;

"rmo6anbHbIi NOEHTUMOUKALNOHHBIA HOMEP TOProBOM eAnHULBI" - YHUKarbHbIA KoL, NpUcBanBaeMbli rpynne
TOBapoB MpV UX OMMCaHWM B MH(OPMaLUOHHOM pecypce, obecneumBaiolieM y4eT U XpaHeHue OOCTOBEPHbIX
OaHHbIX O TOBapax no COOTBETCTBYHOLLEN TOBAPHOW HOMEHKNATYPE;

"rpynnoBas ynakoBka" - CrpynnyMpoBaHHble YMakoBKM (NepBuWYHasi, BTopuuHas (noTpebuTenbckas),
TpeTnyHas (TpaHCMopTHas) YNakoBKM JIEKapCTBEHHOIO npenapara);

"rpynnoBou koa" - cpeacTBo MAEHTUMKaLMK rPYNNOBON YNAKOBKN SIEKapCTBEHHbIX NpenapaToB, YHUKanbHasa
ONS Kaxaow oTaeNbHOW TPeTUYHOM (TPaHCNOPTHOW) YNakoBKW NekapCTBEHHOro npenapata KoMmbrHauusa CMBOIOB,
npeacTaBneHHas B BuAe NIMHENHOrO LUTPUXOBOro Koga, (hopMUPYEMOro AMUTEHTOM rPYNMNOBbIX KOAOB;

"noeHTUmKaTop npuMmeHeHus" - npedukc, npeacTaBnsawowmMn cobon Habop M3 2 unu 6Gonee 3HaKOB,
PacnoNOXEeHHbIV B HaYasne 35IeMEeHTHOW CTPOKU M OAHO3HAYHO ONPEeaEensoLWmMi 3HaYeHe 1 opmat nons AaHHbIX,
cnegytoulero 3a npedukcom;

"MHOVBUOYanNbHbLIA  CEPUVHBLIA  HOMep TOoproBon eaunHuubl" - undpoBad wunm BykBeHHO-UUdposas
nocneaoBaTeribHOCTb;
"kog MpoBepku" - CUMBONbHAs MOCNeaoBaTenlbHOCTb, MpedocTaBnsieMas oOrnepatopoM  CUCTEMbI

MOHUTOPWHIa 3MUTEHTaM CPeACTB MaeHTUMKaLUN NekapCTBEHHOIO Npenapara 1 CocTosLLasi U3 Krya NpoBEpPKU
N 9NEKTPOHHOW Nognucu;

"nekapcTBeHHbIEe npenapaTbl, MapkupoBaHHbIE CPpeacTBaMu nageHtTudmrkaumm" - nekapcTBeHHble npenaparbl,
Ha KOTopble HaHeCceHbl CpeAcTBa WAEHTUdUKaAUMW U OOCTOBEPHbIE CBEAEHUS O KOTOPbIX B YCTaHOBIIEHHOM
nopsigke nepefaHsl B CUCTEMY MOHUTOPUHTA;

"MapKnpoBKa YNakoBOK fleKapCTBEHHbIX MpenapaTtoB cpeacTBamMu MAeHTUUKauun" - HaHeceHne CpeacTs
noeHTnrKauumn Ha BTOPUYHYHO (MOTPEBUTENBCKYD) YNaKoBKY JIeKapCTBEHHOIO npenapara (a npu ee oTCyTCTBUM -
Ha NepBUYHYIO YNAKOBKY NEeKapCTBEHHOroO npenapara);

"onucaHune JleKapCTBEHHOIo npenapaTa“ - NepeyvyeHb XapakTepUCTuk, pasmMeLleHHbIX Cy6beKTOM 06pau.|,eH|/m
JIeKapCTBEHHbIX CpeacTB B COOTBETCTBYHOLLEM VIHCbOpMaLI,VIOHHOM pecypce, obecneunBarowemM yyeT N XpaHeHune
AOOCTOBEPHbIX AaHHbIX O TOBapax no COOTBETCTBleLLI,eVI TOBapHOVI HOMEHKIaType;

"nepBMYHas ynakoBka fiekapCTBEHHOro npenapara” - cpedcTBO UIM KOMIEKC CPeacTB, obecneymBaroLLmx
3alMTy NeKkapCTBEHHbIX MpenapaToB OT NOBPEXOEeHUs U NoTepb, BO3AENCTBUSA OKpYXatoLlen cpedbl, 3arpsi3HeHUNn
N UMEILLMX HENOCPEACTBEHHbIN KOHTaKT C NIeKapCTBEHHbLIMU NpenapaTamu;

"pernctpatop BbIOLITUA" - MporpaMMHO-annapaTHbI KpunTorpaduyecknini  KoMmnnekc, obecneudnBaroLnii
dhopMMpoBaHME M perucTpaumio pPMANYECKN 3HAYMMbIX CBEAEHUA O BbIBOAE M3 0BOopoTa eKapCTBEHHbIX
npenaparos;

"cepuiiHbI rnobanbHbIN NAEHTUMUKALMOHHBIN HOMEP TOProBOW eAuHULUbI" - YHUKanbHbIN MaeHTUdnKaTop
BTOpMYHOW (MOTpebuTenbCKOM) yNakoBKM NEKApCTBEHHOro npenapata (B cnyvyae ee OTCYTCTBUSI - NEPBUYHON
yNakoBKW NeKapCTBEHHOro npenapara), popmupyemblii nytem obasneHuns Kk rmobanbHOMY MaeHTUOUKALMOHHOMY
HOMepy TOProBoW eAnHWLbI MHAWBWAYaNbHOrO CEPUNHOIO HOMepa TOProBon eANHULbI;

"CpeacTtBo MAEHTUMMKaUUK" -  yHUKanbHas nocrnefoBaTesibHOCTb  CMMBOSIOB, MNpPeACTaBNeHHas B
MalmHoYnMTaemon opMe wunM C  UCMNONb3OBaHMEM WHOMO CcpeactBa  (TEXHOMOrMKU)  aBTOMATUYECKON
noeHTurkaumm, Kotopass HaHOCUTCS Ha YNAKOBKY JIEKApCTBEHHbIX MNpenapaTtoB MeTogamMu nedatv wunm
3TUKETUPOBAHMS;

"cyObekTbl obpalleHWsi NeKapCTBeHHbIX CcpedacTB" -  lopuauMdeckMe nvua WM MHAMBMAOYyalbHble
npeanpuHMMaTenu, OCYLLECTBISIOWME MNPOU3BOACTBO, XpaHeHune, BBO3 B Poccuiickylo degepaumto, OTMYCK,
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peanusauunio, nepenavy, npuMeHeHne N YyHMYTOXeHUe NneKkapCTtBeHHbIX NpenapaTos;

"TpeTuYHas (TpaHcnopTHasi) ynakoBKa feKapCTBEHHOro npenaparta” - rpynnoBasi ynakoBka, Ucnosb3yemas
AONs1 XpaHeHUsl, MepeBO3KM W MNepeMelleHUss JIeKapCTBEHHOrO npenapata Mexay cybobektamu obpalleHus
riekapCTBEHHbIX CPeACTB;

"YCTPOWCTBO  peructpaumm ammccun” -  MNporpaMMmHoO-annapaTtHbld  KpunTorpaguyeckuin — KOMMeke
(kpunTorpadpmyecknii  KoHTponnep 6GesonacHocTh), obecnevmBaloWMin NpPefocTaBrieHMe 3MUTEHTaM CpPeacTB
naeHTudrKaumm KogoB NPOBEPKM, (POPMUPOBaHWE U pPerncTpauuio B CUCTEME MOHUTOPUHra HPUONYECcKn
3HAYMMbIX CBEOEHUI O MapPKMPOBKE YNAKOBOK NEKApCTBEHHbIX MPenapaToB CpeacTBaMu naeHTudmkaumm;

"chacoBka (ynakoBka) NeKapCTBEHHOro npenapara" - NPOW3BOACTBEHHAs CTaaud, npegycmaTpuBatolas
nomeLLeHe NeKapCTBEHHOrO npenaparta B NEpPBUYHYIO YNaKOBKY NEKapCTBEHHOrO npenapaTta unu Bo BTOPUYHYIO
(NOTpebunTenbCKY) YNaKkoBKY NEKAapCTBEHHOIO npenapara;

"SMUTEHT TpynnoBoro koda" - CyObekT oOpalleHnsi JeKapCTBEeHHbIX CPEeACTB, OCYLLECTBSIOLWMIA
opMMpoBaHME M HaHECEHWe T[pyMnnoBOro koga Ha TPETUYHYK (TPaHCMOPTHYH) YMAKOBKY IEKapCTBEHHbIX
npenaparos;

"OMUTEHT CpPeAacTB uAeHTUdUKauun" - npousBoAUTENb NEKAPCTBEHHbIX CPEACTB, OCYLLECTBISOWMNA
NPOU3BOACTBEHHYIO CTaauio pacoBkM (YNakoOBKM) IleKapCTBEHHOro npenapata C HaHEeCEeHUMeM CpeacTB
naeHTMdMKaLMn Ha BTOPUYHYIO (MOTPeBUTENbCKYH) YNakoBKy flekapCTBEHHOro npenapara (a npy ee oTCyTCTBUM -
Ha MNEepPBUYHYIO YMaKOBKY FeKapCTBEHHOro npenapara), - npu Mpou3BOACTBE NEKapCTBEHHOro npenapata Ha
Tepputopun Poccunckon ®epepaumun, wnu gepxatens nvbo Bnagenewl perucTpauMoHHOrO yOOCTOBEPEHUS
riekapCTBEHHOro npenapara (ganee - perucTpaumoHHOe yAoCTOBEepeHue) - Mpu Npov3BOACTBE fleKapCTBEHHOro
npenaparta BHe Tepputopumn Poccuiickon ®epepaumun, nnv NpeactaBUTENbCTBO MHOCTPAHHOW OpraHusaumy Ha
Tepputopun Poccuiickon depepauunun, SBNALWENCS Aepxatenem nubo BnagenbuemMm perncTpauuoHHOro
YAOCTOBEPEHUS, - MPU NPOM3BOACTBE feKapCTBEHHOro nNpenapara BHe Tepputopumn Poccuinckon degepaumn.

Il. XapakTepucTuku cpeactea naeHTudukaumm, nopsaok ero
HaHeceHus n TpeboBaHUA K CTPYKType n hopmaTty nHcopmaumm,
KOTOPYIO COAEPXKUT CpeacTBO naeHTudunkaumm

3. Cpeﬂ,CTBO Vlﬂ,eHTVI(bI/IKaLI,I/II/I npu HaHeCeHUn Ha BTOPUYHHYHO (n0Tpe6MTean|<y+o) YyNaKkoBKY NeKapCTBEHHOro
npenaparta (B cny4yae ee OTCYyTCTBMA - Ha NepBUYHYK YNaKOBKY J1€eKapCTBEHHOro npenapaTa) cooTBETCTBYET
cneayrwnMm Xapaktepuctukam:

a) ABYXMEPHbIN LUTPUXOBON KOA HAHOCUTCS TOYEYHbIMW CMMBOMaMu B COOTBETCTBUMM C TpeboBaHuAMYU
HauuoHanbHoro ctaHgapta Poccuickon ®epepauun (FTOCT P UCO/MBK 16022-2008 "AsTOomMaTu4deckas
naeHtudukaums. KoguposaHue wtpuxosoe. Cneundmkauma cumsonukn Data Matrix"), koTopbin yTBEpKOEH
npukasom PegeparnbHOro areHTCTBa No TEXHNYECKOMY PETYIIMPOBaHWMIO U METPOSIOUN;

©) ABYXMEpHbIN LUTPUXOBOWM KOO HAHOCUTCH C YPOBHEM Kracca KadectBa C wnuv Bbille B COOTBETCTBMU C
TpeboBaHMsIMM HauuoHanbHoOro craHgapta Poccuinckon ®epgepaumm (FTOCT P UCO/M3K  15415-2012
"MIHdbopMaLMOHHbIE TEXHOMNOMMK. TeXHONOrMn aBToMaTnyeckon ngeHtndmrkauum n céopa gaHHbix. Cneundukaums
UCMNbITaHWA CUMMBOJIOB LUTPMXOBOrO KOAa [fsl OLEHKM KadyecTBa nedatu. [1BymMepHble CUMBOSbI"), KOTOPLIN
yTBEPXAEH NPUKa3oM G)e,u,epaanoro areHTCcTBa no TeXxHNn4eCKomMy perynmpoBaHUO 1 MeTpPOJ1I0rnn;

B) OBYXMEPHbIA LUTPUXOBOW KOA HAHOCUTCSl MevaTbio C MCMOMb30BaHMEM MeToda KOPPeKuUM oLMOOoK
ECC-200 B cooTtBeTcTBUM C TpeboBaHMAMWM HauuoHanbHOro ctaHgapta Poccunckon degepaumm (FTOCT P
MCO/M3K 16022-2008 "AsTomaTnyeckas ngeHtndmrkauus. KoguposaHue wtpmnxosoe. Cneundumkaums CMMBOSMKU
Data Matrix"), koTopbii yTBEpXOEH NMpuka3om defgepanbHOro areHTCTBa MO TEXHUYECKOMY PEryrnMpoBaHUI0 U
METpPOJIorny;

r) nNpy HaHeceHMW CcpeacTBa waeHTUMKauMM nekapcTBeHHoro npenapata wucnonb3dyetrca ASCII
KoaMpoBaHWe Ha OCHOBe HaumoHanbHoro craHgapta Poccuiickon ®epepaumm (TOCT P MCO/M3K 16022-2008
"ABTOMaTnyeckasa naeHtndpukaumna. KoguposaHue wrpmuxosoe. Cneundukaumsa cumeonuku Data Matrix"), koTopbin
yTBEPXAeH npukazom deaepansHOro areHTCTBa No TEXHUYECKOMY PerynmpoBaHuio 1 MeTponornn.
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4. CeefeHus, copepxalimecss B cpeactee WAeHTUdUKaLMKM, HAHOCATCS B BUAE OBYXMEPHOrO LUTPUXOBOIO
Koda Ha MNpPOM3BOACTBEHHOW NMHUM MeTodamMu nedaTu WNu 3TUKETUPOBaAHUS CTUKEPOM, HeOoTAenMMbIM OT
YNaKoBKW.

5. MHdopmauus, cogepallasca B CpeacTse MaeHTUMunKauum, UMeeT crnegytowwyto CTPYKTYpY:
npusHak cumeonuku Data Matrix - cumson, umetowmin kog 232 B Tabnuue cumsonos ASCII;

nepsasi rpynna AaHHbiX - rnobanbHbii MOeHTUMUKALNOHHBIA HOMEP TOProBOW eAuHMLbI, COCTOoAWMIA 13 14
LUMpPOBLIX CMMBOSIOB, KOTOPOMY MpeaLwlecTByeT ngeHtnudmkatop npumeHenms (01);

BTOpas rpynna AaHHbIX - WHAMBUOYanbHbIA CEpPUNHBLIN HOMEpP TOProBOW eAuMHUUbI, cOocToAWwmMn mn3 13
CMMBOJIOB LM(pPOBOMA MUnnM OykBEHHO-UUGPOBOM nocnenoBaTenbHOCTM  (NaTUHCKOro  andasuTa), KOTOPOMY
npeaLwecTByeT naeHTudpukaTop npumeHeHus (21). 3asepLuaroLiMMm CMMBOSIOM Af1S1 3TOW rpynnbl AaHHbIX SBSieTCs
creumanbHbli CUMBOSI-pa3genuTenb, nveowwmi ko 29 B Tabnuue cumsonos ASCII;

TpeTbs rpynna [AaHHbIX - KIOY MPOBEPKW, NPedoCTaBnsieMblii 3MUTEHTaM CpeacTB MAaeHTuduKaumm
onepaTtopoM CUCTEMbl MOHWUTOPMHra B COCTaBe KOAa MPOBEPKM B COOTBETCTBUM C HacToAwmum [lonoxeHuem,
cocToAWMN 13 4 cMMBONOB (LUMP, CTPOYHBLIX U NPOMUCHBIX BYKB NTAaTUHCKOro andasunTa), KOTOPOMY NpeaLllecTsyeT
noeHTudrkaTop npumeHeHus (91). 3asepLuaroiuMm CMMBOMOM ANS 3TOW rPyNnbl AaHHbIX ABASETCA cneunanbHbIN
CUMBOI-pasgenuTens, Metowmi kog 29 B Tabnuue cumsonoB ASCII,

yeTBepTas rpynna [AaHHblX - 93MeKTPoHHas MoAnuCb, NpefocTaBnsieMasl SMUTEHTaM  CPeAcTB
naeHTUdMKaLMn onepaTopoM CUCTEMbl MOHUTOPMHIa B COCTaBe KOAA MPOBEPKM B COOTBETCTBUWM C HACTOSLLMM
MonoxeHnem, coctosiwasi us 88 cnmeonoB (Lndp, CTPOYHBIX M NPOMNUCHBIX BYKB NaTUHCKOro andaeuTa, a Takke
creumanbHbIX CUMBOJIOB), KOTOPOW NpeaLecTBYeT MAEHTUMKATOP NpuMeHeHns (92).

[JononHntenbHO Ha YCMOTpPpEeHne sMnuTeHTa cpencts I/I,Cl,eHTI/I(*)MKaLI,I/II/I B COCTaB ABYXMEpPHOro LUTPUXOBOIro
KOAa OonyckaeTcd o TpeTbeﬁ n quBepT0|7| rpynn gaHHbIX BKIKO4YeEHUe:

NATOW Tpynnbl AaHHbIX - HOMEP Cepuu fekapCTBEHHOro npenapaTa, cocToswwui He Gonee yem m3 20
CMMBOSIOB UMGPOBON UNn  OYKBEHHO-LMGPOBOM MOCNeAoBaTENbHOCTU (NaTtuHCKoro andasuta), KOTOPOMY
npeglwecteyeT ngeHtudukatop npumerHeHns (10). 3asepLualowum CMMBONOM AF1S 3TOW rpynnbl JaHHbLIX ABASETCH
CYMBOM-pasgenuTens, nMetowwmi kog 29 B Tabnuue cumsonos ASCII;

LeCTOW rpynnbl AaHHbIX - AaTa WUCTeYEeHWs Cpoka rOAHOCTWU, KOTOPOW npedllecTByeT WAeHTUdUKaTop
npyuMeHeHus (17). 3anMcb YMCNOBBIX CUMBOJIOB ANSA AaTbl UICTEYEHMS CPOKa roO4HOCTM NEKapCTBEHHOMO NpenapaTta
cocTouT 13 6 cMMBONOB B hopMaTe "rog - Mecay, - geHs" ("TrMMOa").

B Tex cnyvasx, korga Ha gaty Bbifycka NpogyKuMyn TOYHOE 3HaveHue OaTbl UCTEYEHUS Cpoka rogHoCcTu B
AHsx ("00") He ycTaHaeBnuBaeTCs, TO AMUTEHT CPeACcTB MAEHTUMUKaAUUM yKasbiBaeT 3HayYeHne AaTbl Ha nepBoe
WNn nocrnefHee YMCO MecsAua B COOTBETCTBUM CO CPOKOM TFOAHOCTW, YTBEPXAEHHbIM HOPMaTUBHOW
OOKYMeHTauMen Ha rekapCTBEHHbIV npenapar.

TpeboBaHuWs k NocrneaoBaTeNbHOCTU FPYNM AAaHHbIX B CTPYKTYPE CPEACTB MOAEHTUMMKALMMN NPeabsBNATCS K
MepBON rpynne AaHHbIX, KOTOpas BCerga [OOofkKHa pacnonaratbCsli B Hadane nocnegoBaTenbHOCTM cpefcTBa
noeHTUMKaLMKM, a Takke K TpeTbeld WM 4YeTBEepTON rpynnam [aHHbIX, KOTOpble pacronaralTcsl B KOHUE
nocrnefoBaTenibHOCTM cpecTBa uaeHTUdUKaLmu.

MHovBmayanbHbId CEPUMHBLIA HOMEP TOProBOW €4MHULBI FeHepupyeTca C ydeTom obecrneyeHusi ero
YHUKaNbHOCTU ONSA Kaxgoro rnobanbHOro MaeHTMUKaLMOHHOTO HOMepa TOProBOW €AMHULbI B TEYeHMEe BCEro
cpoka hyHKLMOHNPOBAHUS CUCTEMbI MOHUTOPWHIA.

mob6anbHbIn NAEHTUUKALMOHHBLI HOMEP TOProBOM e€AVHULUBbI U UHOUBMAYAlbHbIA CEPUNHBIA HOMEP
TOProBow eavHu1Lbl y6nupyloTca B BUAE YNTAeMOro NevaTHoro TekcTa.

lll. Mopsipok nony4yeHUs KOAOB NPOBEPKU U FPYNMNOBOro Koaa
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6. I'Ionyqume SMUTEHTAMMN CpeacTB Vlﬂ,eHTVId)I/IKaLI,I/II/I OT onepaTtopa CUCTEMbl MOHUTOPUHIA KOOOB NMPOBEPKU
OCyLLeCTBNAEeTCA C UCNosfib30OBaHNEM yCTpOIZCTB pernctpaunm aMmmccun.

7. OMUTEHT cpeacTB uaeHTUUKaLUMK, 3aperucTpyMpoBaHHbIN B CUCTEME MOHWUTOpWHIa, npeacrasnset
onepaTopy CUMCTEMbl MOHWUTOPUHra 3asiBKy Ha MorflydeHne KoAoB NpPOBepPKU. 3asiBka HanpasnseTcs NocpeacTBOM
NCMNONb30BaHMs YCTPOMUCTB pernctTpauumn ammccuu. Npu aToM B3anMogencTane yCTPoOMUCTB pernctpaumm ammccum ¢
NMHOPMALMOHHBIMU  CUCTEMAMW  3MUTEHTa CpeacTB WAeHTUMKauMM OCyLeCTBNAETCS C  MCMNONb3oBaHUEM
hopMaToB AaHHbIX, pa3MellaeMbiX OrnepaTtopoM CUCTEMbl MOHUTOPMHra Ha odumuManbHOM canTe onepartopa
CUCTEMbl MOHUTOPWMHIra B WH(MOPMAaLMOHHO-TENEKOMMYHMKAUMOHHON ceTn "UHTepHeT". 3asdBka Ha nonydeHue
KOLI0B MPOBEPKUN COAEPKUT:

a) cepwuiHbI rnobanbHbIi MAEHTUMKALMOHHBIN HOMEP TOProBOW €AuHWLUbI B crnyvae (GopMUPOBaHMSA
WHAMBUOYaNbHOINO CEPUMNHOrO HOMEepa TOProBON eANHULbI AMUTEHTOM CPEACTB naeHTudmKaunm;

©) rnobanbHbIN MOEHTUDUKALNOHHBIN HOMEP TOProBOW €AMHULBI U KONMYECTBO MHAMBUAYANbHBIX CEPUAHBIX
HOMEpPOB TOProBOW eAnHULbI B criydyae (oOpMUPOBaHUSA HOAMBUAYANbHOIO CEPUNHOrO HoMepa TOProBor eanHULbI
onepaTtopoM CUCTEMbI MOHUTOPWHrA.

8. Koabl nNpoBepku MNpMCBaMBAOTCA OMepaTopoM CUCTEMbl MOHWUTOPUHTa AN KaXZoro CEepUHOro
rno6anbHOro MAEHTUUKALMOHHOIO HOMepa TOProBO eANHULIbI.

OnepaTop CUCTEMbl MOHUTOPUHIA HE NOo3gHEE 2 4YacoB C MOMEHTa nony4vyeHuna 3adBkKM Ha nony4vyeHne Kogos
NpOBEPKM HanpaendaAeT J3MUTEHTY Cpencts I/ILI,eHTI/Id)MKaLI,VIM CMNCOK  AaHHbIX (CepMVIHbIe rno6anbHble
I/I,El,eHTI/I(*)VIKaLI,VIOHHbIe HOMeEpa TOpFOBOl7I eaunHnubl 1 Koadbl I'IpOBepKVI) ONnA MapKMpoBKM YNaKOBOK JIEKAPCTBEHHbIX
npenapartoB cpencresamMum VID,eHTVI(bVIKaLI,VIVI n perncTpmpyet nx B cmcreme MOHUTOpUHra ¢ NnomMoLlbro yCTpOVICTBa
pernctpaunm aMmmccun.

9. Onepatop cUCTEMbI MOHWUTOpPUHra oGecneynBaeT MoMydYeHWe SMUTEHTaMU CPEeACTB MAeHTUUKaumm
KOOOB MPOBEPKN MOCPEACTBOM OCHALLEHWSI SMUTEHTOB CPEACTB WAeHTUdMKaUUKM YCTPOWCTBaMWU peructpam
aMuccun. YCTpoWcTBa pernctpaumm 3MUCCUM MPEAOCTaBMSOTCA NyTeM UX Nepefayn SMUTEHTaM CpeacTs
naeHTUdMKaum nmbo nyTemM nomnyveHust MHAPOPMALIMOHHON CUCTEMON 3MUTEHTa CpefcTB WAeHTUdMKauum
yOoaneHHoro AocTyna K Takum ycTpoictBam. PelleHne o Beibope cnocoba ocHalleHnsi MPUHUMAETCH SMUTEHTOM
CPeAcCTB MaeHTUdMKaUmm.

OcHalleHne 3MUTEHTOB CPEACTB MAEHTUMKALUM YCTPOUCTBAMU PerncTpaumMm 3aMmccum ocyLLecTBrsieTcs
onepaTopoM CUCTEMbl MOHUTOPWHra Ha 6e3Bo3Me3gHOM OCHOoBe. B Lensix Takoro ocHalleHWst SMUTEHT CPeACTB
I/I,CI,eHTI/I(*)I/IKaLI,I/II/I 3akKrnk4aeT C onepaTtopomM CUCTeMbl MOHUTOPUHIA 40roBopbI, coaepXalwue B TOM 4Yucrne ycrnosua
NpefoCTaBrneHnss Takoro obopydoBaHWA M €ro pernamMeHTHOro obcnyxuBaHus Ha 0e3BO3Me3OHOW OCHOBE.
TunoBas dopma Takux LOroBOPOB yTBepxAaeTcss MWHMCTEPCTBOM MPOMBILINIEHHOCTU U ToproBnmn Poccuickon
depepauuu.

MpepocTaBneHHOe SMUTEHTY CPeacTB WAeHTUdUKALMKM YCTPOWCTBO PErucTpauumM 3MUCCUMKU  MOOSIEXUT
perucTpaumm onepaTopom CUCTEMbl MOHUTOPUHTA.

10. lpynnosBon ko4 GOPMUPYETCH Ha OCHOBaHUM MexrocyaapctBeHHoro ctaHaapta (TOCT ISO/IEC
15417-2013 "WMHdopmaunoHHble TexHonormn. TexHONornm aBToOMaTUY4eCKon MAOeHTUUKaUMM 1 cbopa AaHHbIX.
Creuudmkaums cumonukn wtpuxoBoro koga Code 128"), koTopbin yTBEpXAeH npukasom ®PenepanbHOro
areHTCTBa Mo TEXHUYECKOMY PErYNIMPOBAHUIO N METPOSIOMM, U COOEPXKMUT CreaytoLLy0 CTPYKTYPY AaHHbIX:

naoeHTudpukatop npumeHexus (00);
CMMBOJ1 pacLUMPEHUS TPYyNMNoOBOro Koaa;

perncTpaumoHHbIn Homep cybbekTa obpalLeHnst NeKapCTBEHHbIX CPEACTB, MNONy4YeHHbIA B MHGOPMaLMOHHOM
pecypce, obecrneunBaloeM y4eT U XpaHeHne AOCTOBEPHbIX AaHHbIX O TOBapax Mo COOTBETCTBYIOLLEN TOBapHOW
HOMEHKMaType;

MHOVBMAYarnbHbIA CEPUHBIN HOMEP TOProBOW eANHULLbI;
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KOHTpONbHasi cyMMa (4MCro, BblYMCNISEMOE MO CrneuuanbHOMY anroputMy M3 npeallecTBylowmnx undp u
cryxatlee Ans rapaHTum LenoCTHOCTUN AaHHbIX).

CBeaeHus, BKIMOYEHHbIE B prrll'lOBOVI Kon, MOryT ,El,y6J'IVIPOBaTbCFI B Bnae 4YnMtaemMoro ne4yaTtHoro Tekcra.

pynnoBon Ko reHepupyeTcs U HaHOCWUTCS Ha TPETUYHYIO (TPaHCMOPTHYH) YMNaKOBKY FeKapCTBEHHOro
npenapaTta aMUTEHTaMM rPynmnoBbIX KOAOB METOAAMM NeYaTn NN 3TUKETUPOBaHWS.

IV. MpaBuna co3naHusi, BBoAa B 3KCNJyaTauuio, 3KCnyatauum
M BblBOAA U3 3KCnnyaTtauum cUcteMbl MOHUTOPUHra

11. CosgaHve, pas3BuTUe, BBOA B 3KCMiyaTauuto, 3KCnyaTauus M BbIBOL M3 3JKCMyaTauuMm CUCTEMBI
MOHWUTOPUHra OCYLLECTBMSIOTCA OnMepaTtopoM CUCTEMbl MOHUTOPMHra Mo cornacoBaHuio ¢ MuHUCTEpPCTBOM
3apaBooxpaHeHnst Poccunckon ®epepauun n PegepanbHon cnyxbon no Hag3opy B cdepe 34paBOOXpPaHEHUs B
COOTBETCTBMM C TpeboBaHMAMM K NOPAOKY CO3OaHWs, pa3BUTUS, BBOAA B IKCMyaTaumio, IKCnnyaTaumm 1 BbiBoaa
N3 aKcnnyaTaumm rocygapCTBeHHbIX MHAOPMALMOHHBIX CUCTEM W AanbHEWLWero XpaHeHus coaepailencsa B ux
0asax gaHHbIX UMHopMaumn, yTBEPXXAEHHbIMU NocTaHoBneHnem lpasutensctea Poccuickon depepaumm ot 6
mionsa 2015 r. N 676 "O TpeboBaHuUsiX K NOPSAKY CO3[AaHWs, pa3BMTWS, BBOAA B IKCMnyaTaumio, aKcrnfyataumm u
BbIBOAA U3 aKCMyaTauumn rocygapCTBeHHbIX MHDOPMALMOHHbBIX CUCTEM M AarnbHENLEero XxpaHeHns coaepxatiencs
B Mx Basax gaHHbIX MHGopmaummn”, n HacToswmm MNonoxeHmem.

12. CosfaHve, pasBuTre 1 IKCTIyaTaumst CUCTEMbI MOHUTOPMHIA OCYLLIECTBIISIIOTCS HA OCHOBE:

a) obecneyeHns MNOMHOTbI, [AOCTOBEPHOCTU, COXPAHHOCTM MPUHUMAEMOW W nepegaBaemMon C
NCMNonb30BaHWEM CUCTEMbI MOHUTOPUHIa MHAPOPMaLUK, a TakKe CBOEBPEMEHHOCTU €€ NPefoCTaBeHNS;

6) 6e3BO3ME3QHOCTM NPeAOCTaBNEHUS MPOU3BOAUTENSIM JEKAPCTBEHHLIX CPEACTB COAep)Kalleincss B
cucTeMe MOHUTOPWMHIra WHopMaLUKM O Cepusix M NapTUsiX NeKapCTBEHHbIX NpenapaToB, NPOU3BOAMMBIX UMW U
HaxoOsALWMXCS B rpaxgaHckom obopoTe B Poccuiickon ®epepauuu;

B) eaJnHCTBa opraHn3aunoHHO-MEeTOANYECKOro obecneyeHnsi CUCTEMbI MOHUTOPUHTA;

r) obecneyeHus MWCMONb30BaHUSA €OMHbIX PEecTpoB, KIAacCM(UKATOPOB U CNPaBOYHUKOB CUCTEMbI
MOHWUTOPUHra, B TOM yucre obssatenbHbIX 4518 NPUMEHEHUS B MHPOPMALIMOHHBIX CUCTEMAaX IOPUANYECKUX Nl U
MHOUBMAYanbHbIX NpeanpuHMMartenen, ykasaHHbix B 4actax 7 m 10 ctatem 67 ®PepepanbHoro 3akoHa "O6
obpalleHun nekapCTBEHHbIX CpeacTB”;

) obecneyeHns pernaMmeHTMPoOBaHHOrO JOCTYMNa K CUCTEME MOHUTOPUHIa;
e) 6ecnepeboriHOCTM paboTbl CUCTEMbBI MOHUTOPUHTA.

13. Cuctema MOHUTOpPUHra BBOAWUTCS B 3KCMiyaTauuio pabodven rpynnoi, oopMUpyeEMON ornepaTopom
CUCTEMbl  MOHWUTOpPUHFra C yyacTMeM npeacTaBuUTEnen  3auHTEpPeCcOBaHHbIX  (pedepanbHbIX  OpraHoB
NCMNOMHUTENBHOW BNacTu.

14. Cuctema MOHMTOpPUHra obecneynBaer:
a) NpoBepKy AOCTOBEPHOCTU CPEACTB naeHTudmkaumm;

6) NnpocnexmnBaemMmoCTb OABMXEHUA JNIEKapPCTBEHHbIX NMpenapatoB OT Npoun3BoaUTENA JNIEKapPCTBEHHbIX CpeancTB
00 KOHeYyHoro I'IOTpe6VITeJ'IF|;

B) GriokupoBaHue NpUHATUA MHOPMAaL MK, NPeacTaBAsieMON B COOTBETCTBUM C HAcToAWwmMM [lonoxeHnem B
CUCTEMY MOHUTOPWUHrA.

15. CcTeMa MOHUTOPUHIa COAEPXKUT CIeayoLLYyo MHGOopMaLWIo:

a) cBeeHust 0 cybbekTax obpaLleHnst NekapCTBEHHbLIX CPEACTB;
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©) cBegeHnst 0 NekapcTBEHHbIX NpenapaTtax u 06 nx obopore.
16. OCHOBHbIMM NCTOYHUKaMW MHPOPMaLMK, coaepKallencs B CUCTEME MOHUTOPUHIA, ABASAIOTCA:
a) cybbekTbl 006paLLeHnst NeKapCTBEHHbLIX CPEACTB;

6) cbe,u,epaanble opraHbl NCMONHNTENbHON BRnacTn npn ocyuwecrtesrneHmn uMm CBOUX (*)yHKLI,I/IIZ C
MCnoJsib3oBaHNeM rocyqapCrBeHHbIX VIHd)OpMaLI,VIOHHbIX CUCTEM.

17. KoachdurumeHT OOCTYNHOCTU CUCTEMbI MOHUTOPUHIa cocTaBnsieT He MeHee 99,5 npoueHTa 6e3 yyeTa
3annaHnpoBaHHbIX Nepnoaos 06CJ'Iy>KI/IBaHI/IF|.

TexHun4yeckoe 06Cﬂy)KI/IBaHMe CUCTEeMbl MOHWUTOPWUHIra nNpoBOAUTCA He 4alle 4 pa3 B roa, nepuoa
TEXHNYECKOro 06CJ'Iy)Kl/IBaHVIFI cocTaBnsieT He bonee 24 yacos.

V. Mopsagok B3aMmMoaeincTBUsl CUCTEMbl MOHUTOPUHIa
C MHbIMU rOCYyAapCTBeHHbIMU MH(OPMaLMOHHBIMU CUCTEMAMMU
1 MHOPMaLMOHHBIMU CUCTEMaMU CYOBLEKTOB obpalueHus
reKapCcTBEHHbIX CPeAcCTB

18. Cucrema MOHUTOPUHIa B3aI/IMOD,eIZCTByeT CO crnegywowmnmm I/IH(*)OpMaLI,I/IOHHbIMM cucreMamm:
a) €aVHbIN peecTp NULEH3MI Ha npon3BOACTBO JIEKAPCTBEHHbIX CPEACTB;

0) eavHbI peecTp NUUEH3WWA, B TOM 4YuChe NUMUEH3WW, BblOaHHbIX OpraHamu rocyAapCTBEHHOW BracTtu
cybbektoB Poccuiickon ®egepaumm B COOTBETCTBMM C NepefaHHbIM  NOMIHOMOYMEM MO  MMLEH3MPOBaHUIO
OTAENbHbLIX BUOOB AEATENBbHOCTU B chepe OXpaHbl 340POBbS;

B) eAMHas rocygapcTBeHHas nHdopmauMoHHas cuctema B chepe 34paBoOXpaHeHus:;
) €OUHbBIN rOCy4apCTBEHHbIN PeecTp pUuandecknx nn;
[) eOVHBIN rocy4apCTBEHHbIN peecTp NHAMBUAYanbHbLIX NPeanpuHuMaTenen;

€) rocyjapCTBEHHbI PEECTp aKKpeaMTOBaHHbIX dUIManos, NPeacTaBUTeNbCTB MHOCTPaHHbLIX IOPUANYECKUX
nu;

X) aBTOMaTuU3NpoBaHHasA WHOpMaUUoHHas cucTema depnepanbHoW ChyXObl Mo Hagsopy B cdepe
30paBOOXpPaHEHUS];

3) EavHas aBTOMaTM3npoBaHHasi MHpOpMaUMOHHas cucTemMa TaMOXEHHbIX OPraHoB;
1) MHPOPMaLIMOHHbIE CUCTEMbI CyObEKTOB 0GpalLieHNs! NeKapCTBEHHbIX CPeCTB.

19. CeefeHwusi, npefcTaBnsieMble TOCYAapCTBEHHBIMU WMHMOPMALMOHHBIMU cUcTEMaMU  dedeparbHbIX
OpraHoB MWCMOSIHUTENbHOM BNAacTM B CUCTEMY MOHUTOPMHIA, a Takke CBeAeHWs, nepegaBaemble M3 CUCTEMb
MOHUTOPWHra, NpuBeaeHsl B npunoxeHmn N 1.

20. B pamkax WH(OPMaLMOHHOINO B3aMMOLEWCTBMS CUCTEMA MOHUTOPUHra OcyllecTBnseT oOMeH
CBEAEHMSAMUN C rOCYyAapCTBEHHBIMYM UH(OPMALMOHHBIMM CUCTEMAaMUN 3aUHTEPECOBAHHbIX dedeparnbHbIX OpraHoB
NCMNOMHMTENBHOW BNAacTu M OpraHoB UCMOMHUTENBHON BNactu cybbekToB Poccunckon degepaunn, B TOM Yncne
NnocpeacTBOM  MHAPACTPYKTypbl, obecneuymBarowern  MHPOPMALMOHHO-TEXHOMNOIMYECKOE  B3aUMOLENCTBUE
MHOPMALMOHHBIX CUCTEM, UCMOMb3yeMbIX AMS NPeAoCTaBneHus roCyAapCTBEHHbIX M MyHMUMNANbHbIX YCIyr v
NCMNONHEHNA rOCy4apCTBEHHbLIX Y MyHULUMNASbHBIX QOYHKLUMA B 3NIEKTPOHHOM hopMme.

Cuctema MOHUTOPWMHra MNOAOKNKIOYAETCA K €AWHOW CUCTEME  MEXBEAOMCTBEHHOrO  3fIEKTPOHHOrO
B3aMMOJENCTBUSI B COOTBETCTBMM C MnocTaHoBneHneM [NpaButenbctBa Poccuiickoh ®egepaumm oT 8 ceHTs0ps
2010 r. N 697 "O epguHOM cUCTEME MEXBEOOMCTBEHHOIO 3MIEKTPOHHOIO B3auMoOAeNCTBUS" Ha Ge3BO3Me3aHON
OCHOBE.
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21. BsaumopgencTeme cuUCTEMbl MOHUTOPUHIA C MHAPOPMALMOHHLIMU CUCTEMaMK CyObekToB obpalleHus
NeKapCTBEHHbIX CPEACTB  OCYLUECTBMSETCA MOocpeacTBOM  MHAOPMALMOHHBIX  3NEKTPOHHBLIX CEPBUCOB C
NCNonb3oBaHWEM CTaHOAPTHLIX MPOTOKOMNOB U NHTEPENCOB SMNEKTPOHHOrO B3aMMOAENCTBUS.

22. TexHuyeckme ctaHgapTbl U TpeOOBaHWUS K TEXHONOMMYECKOW COBMECTUMOCTU CUCTEMbI MOHUTOPUHIa C
WHOPMALMOHHBIMKM  CUCTEMaMK, YKasaHHbIMM B nyHKTe 18 HacTtoswero [lonoxeHusi, ycTaHaBnMBaloTCA
onepaTopoM CUCTEMbI MOHUTOPUHIA B COOTBETCTBMM C TpeboBaHnsMY 3aKkoHoaaTenscTea Poccuiickon depepavmm
B cdepe MHAPOPMAaLMOHHBLIX TEXHOMNOMMM MO CcornacoBaHuio ¢ MuHMCTepcTBOM UMAPOBOrO PasBUTUS, CBSA3M U
MaccoBblX KOMMyHuKaumi Poccuiickon ®egepaumm 1M onepaTtopoMm WHGOPMAaLMOHHOW CUCTEMBbI, C KOTOPOW
OCYLLEeCTBNSAETCA B3anModencTBume.

VL. Nopsiaok BHeceHMA HPOpMaLUM O NIeKapCTBEeHHbIX
npenapartax B CACTEMY MOHUTOPUHra cy6bektamu obpalleHus
neKapcTBEHHbIX CPeACTB U ee coCcTaB

23. BHeceHve MWHGOPMaUUM O JIeKapCTBEHHbIX Mpenapartax B CUCTEeMYy MOHWMTOPWHIa MPOU3BOAUTCS
cyObekTamu obpalleHusi JeKapCTBEHHbIX CPeACTB MOCne MNPOXOXKAEHUS MMM  perucTpauMm B cuUcTeme
MOHUTOPUHIa 1 NpeaoCcTaBnNeHns UM NUYHOro KabuHeTa cybbekTa o6GpalleHnst NekapCcTBEHHbIX CPeACTB.

Pervctpaumsa cyGbekToB obpalleHnsi NekapcTBEHHbIX CPeACTB B CUCTEME MOHMTOPWHIa 1 NpeaocTaBneHne
NIMYHOro KabWHeTa OCYLLECTBMAIOTCA Ha OCHOBaHWM [OOCTOBEPHbIX CBEAEHWI, MpeACTaBIEHHbIX CyGbeKkTamu
obpalleHnsi eKapCTBEHHbIX CpPedCTB B CUCTEMY MOHWUTOPUHrA B 3NIEKTPOHHOM BMAE, W [OOKYMEHTOB,
npeacTaensieMbix B PeaepanbHyto cnyx6y no Hagsopy B cdepe 30paBoOXpaHEHNS.

24, [Ina ocyuwecTBneHns perncrpaumm B CUCTEME MOHWUTOPUHra CyObekTbl OBpalleHUs nekapCTBEHHbIX
CPEeACTB - opraHusauuu, npusHaBaemble HanoroBbiMu pesngeHtamm Poccunckon depepaumu, nHaneuayanbHble
npegnpMHMMaTenn n NpeactaBMTENbCTBa MHOCTPAHHLIX OpraHu3auuin Ha Tepputopun Poccunckon depepaumu,
ABNSAOLLNXCA AepXaTensaMy unu BnagenbLuaMmy permcTpaumoHHOro yaocTOBEPEHUS, BHOCAT B pPerucTpaumoHHY0
hopMy CUCTEMBbI MOHUTOPUHra, pasMeELLEeHHY0 Ha oduuManbHOM canTe onepaTtopa CUCTEMbl MOHUTOPWUHra B
WHOPMaLIMOHHO-TENEKOMMYHUKALMOHHON ceTn "WIHTepHeT", B 9NeKTPOHHOM BuAe creaywlolne cBedeHus,
MOAMUCAHHbIE  YCUITEHHOW  KBanMUUMPOBaAHHOW  3MEKTPOHHOW MOAMUCHI0  PYKOBOAMTENSA  OpraHu3auum
(npegcTaBuTenbCTBa MHOCTPAHHOW OpraHu3aumm Ha Tepputopun Poccuickon ®degepaumm) unm nHaMBUAYanbHOro
npeanpvHMMaTensi:

I/ID,GHTI/I(*)I/IK&LI,I/IOHHbII;I HOMep HanoronnaTtesnbLlnKa;

CBeAEeHUs1 O HanMuuy nNM6o o6 OTCYTCTBUM JIMLIEH3MWN Ha NPOU3BOACTBO J1eKapCTBEHHbIX CPEACTB, NIMLEH3NN
Ha chbapMaLeBTUYECKYIO AESTENbHOCTL (BKIHOYAs ONTOBYIO Y PO3HWUYHYIO TOPTOBII0 JIEKAPCTBEHHBIMU CPEACTBAMM)
N NIULIEH3UN Ha MEAVLIMHCKYIO AESATENbHOCTD;

dhamnnns, ums, 0T4ECTBO (NMPK HaNMYUK) N TenedoH KOHTAKTHOro Nuua;
agpec 9MeKTPOHHOMW NoYThI.

CybbekTbl 0b6palLeHNs NekapcTBEHHbIX CPeACTB - OpraHn3auun, NpusHaBaemble HanoroBbIMU pesngeHTamm
Poccunckon ®egepauun, vHOuBMAYyanbHble npegnpuHUMaTeny, He WMEloWne JMUEH3MM Ha NpPOV3BOACTBO
NeKapCTBEHHbIX CPeACTB, NUUEH3UW Ha (apMaueBTUYECKYI0 AEeATENbHOCTb (BKMOYas ONTOBYK M PO3HUYHYIO
TOProBMi0  NEKapCTBEHHbIMW  cpeacTBaMu) U MNULUEH3UM  Ha  MEOUUMHCKYID  OedTenbHOCTb, a Takke
NpeAcTaBUTENbLCTBA WMHOCTPaHHBLIX oOpraHu3aumMi Ha TeppuTtopumn Poccunckon ®depepauun, SBRSAIOLIMXCA
aepxatensaMu unuv BnagenblamMy perncTpaumMoHHOrO yAOCTOBEPEHNS U HE MMELWMNX NIMLEH3NM Ha NPOM3BOACTBO
fieKapCTBEHHbIX CPeACTB, NUUEH3MM Ha dapMaueBTUYECKYD AeATeNbHOCTb (BKMYAas OMTOBYID UM PO3HUYHYHO
TOProBflO JEKApCTBEHHbIMW CPeACTBaMM) M FMUEH3UM Ha MEOUUMHCKYI0 OesTenbHOCTb, He nosgHee 10
KaneHgapHbIX OHEN C gaTbl BHECEHUS CBEeAEHWN, NpedyCMOTPEeHHbIX ab3auamu BTOPbIM - MATbIM HacTOSLLEro
nyHKTa, npeacTaBnaioT Takke B PefepanbHyto criyxby no Haasopy B cdepe 30paBOOXpaHEHUs 3asiBrieHue o
perucTpaumm B CUCTEME MOHWUTOPUWHra (Janee - 3asBreHne) Ha BymaxkHOM HocuTene no dopme, yTBepxaaeMon
MuHucTepcTBOoM 3gpaBooxpaHeHns Poccunckon ®egepavmu.

25. Ons ocyuwlecTBliieHna perncrtpaumm B CUCTEME MOHUTOPUHra Cy6'beKTbI o6pau.|,eH|/|ﬂ JIeKapCTBEHHbIX
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CpeacTtB - WMHOCTpaHHble oOpraHusauuu, sIBRASOWMECH AepXaTensMu Wnn Bragensuamyn pernctpaunoHHOro
yOOCTOBEPEHUS, He TMpu3HaBaemble HanoroBbiMuM pesnaeHTamn Poccuitickon depepauum M He uMeroLme
npeacraBUTENbCTB Ha TeppuTtopun Poccuiickon ®defepaunn, BHOCAT B PErUCTPALMOHHYIO (OPMY CUCTEMbI
MOHWUTOPWUHIa,  pasMeELLeHHyl Ha  oduumanbHOM  caWTe  onepatopa  CUCTEMbl  MOHWUTOPMHra B
WHOPMaLIMOHHO-TENEKOMMYHUKALMOHHON ceTu "MIHTepHeT", B 3NeKTPOHHOM BUAe cneytoLime ceBefeHus:

HaMMeHOBaHVe aepXxaTtens unu BnagensLua perncTpaLnoHHOro YA0CTOBEPEHNS;
Ko HanoronnaTenbluMKa B CTpaHe permcrpaunu;

KOA CTpaHbl perncrpaumu;

damnnns, ums, 0T4ECTBO (NMPK HaNMYUK) 1 TenedoH KOHTaAKTHOro Nuua;

agpec 9MeKTPOHHOMW NoYThI.

YNonHoMouYeHHble npeactaButenn cybbekToB oOpalleHus NeKapCTBEHHbIX CPEACTB - MHOCTPAaHHbIX
opraHusauumin, SBRAKOWIMXCS AepxaTensaMuv Wnu  BnagenbuamMy  perncTpaumoHHOro  YOOCTOBEPEHUs, He
npusHaBaembIX HanorosbiMun pesnaeHtamn Poccuiickon defepaumm u He UMeEKLMX MNpeAcTaBUTENbCTB Ha
Tepputopun Poccuiickon degepaumn, He no3gHee 10 KaneHOapHbIX AHEN C gaTbl BHECEHUSI CBEOEHUM,
npeoycMOTpeHHbIX ab3alamMu BTOPbIM - LUECTbIM HacTOSILLEro NyHKTa, NpeacTaBnsioT Takke B PepepanbHyto
cnyxby no Hagsopy B cdepe 30paBOOXPaHEHWUs OpuUrMHanbl LOKYMEHTOB, MOATBEPXOANOLWMX MNpaBo
NpeacTaBneHnst MHTEPECOB YKa3aHHbIX CyOBbEKTOB oOOpalleHusl NeKapCTBEHHbIX CPEeACTB, W 3asdABrieHWe Ha
OymakHOM HocuTene no dopme, yTBepXKaeHHon MnHMcTepcTBoM 3apaBooxpaHeHnst Poccuickon ®egepaumn.

26. ObpaboTka M npoBepka CBeAEHUW, NPeAcTaBnseMblX B CUCTEMY MOHUTOPUHra ANs perncrpauumu,
NpoM3BOAMTCH B aBTOMaTWMYECKOM pexvMmMe, B TOM 4uCfle MOCPEACTBOM B3aMMOLEWCTBMS C  MHbIMU
rocyapCTBEHHbIMWU MH(POPMALIMOHHBIMW CUCTEMaMW C UCMOSb30BaHMEM €AMHOW CUCTEMbl MEXBEOOMCTBEHHOrO
9MNEeKTPOHHOrO B3aMMOAEWNCTBUSA, B TedeHue 14 paboumx JHen € AaTel nogjaym cyObekTamm obpalleHus
neKapCcTBEHHbIX CPeCTB CBEAEHMWI B CUCTEMY MOHUTOPUHIA.

depepanbHaa cnykba no Hagsopy B cdepe  30paBOOXPaHEHUS  paccMaTpuBaeT  3asiBNeHus,
npeacTaBrneHHble B COOTBETCTBUU C ab3auem LecTbiM NyHKTa 24 HacTosiwero MonoxeHus, a Takke 3asBrneHns un
OopurMHanbl OOKYMEHTOB, NpeacTaBfieHHble B COOTBETCTBUM C ab3auem cefbMbiM MNyHKTa 25 HacTosLero
MonoxeHns, B cpok He Bornee 5 pabounx AHenm w nepepjaeT MHGOpPMaUuMio O pesyrbTatax pPaccMOTPeHus
3asIBMEHUA U OPUrMHANOB LOKYMEHTOB B CUCTEMY MOHUTOPMHra B TeyeHune 1 paboyero gHA CO OHA NPUHATUSA
COOTBETCTBYIOLLIErO peLleHuns.

PeweHne o pervctpaumm (06 oTkase B peructpaumm) cybbekta obpalleHus NeKapCTBEHHbIX CpPeacTB B
CUCTEME MOHUTOPMHra npuHumaeTca PegepanbHoM cnyxkbo no Hagslopy B cdepe 30paBOOXpaHEHMS
nocpencTBoM hyHKLMOHaNa CUCTEMbl MOHUTOPUMHIA.

PelwieHne o peructpaumm cybbekta o6palleHWsl 1eKapCTBEeHHbIX CPEeACTB B CUCTEME MOHUTOPUHIra
NPUHUMAaETCA MpPU  OTCYTCTBUM pPaCXOXOEHWA Mexay WHdopMauven, npeoycMOTPEeHHOW 3asiBNeHveM, W
CBeOEHUAMW, BHECEHHbIMW B CUCTEMY MOHUTOPUHIa (B Cryyasx, Koraa 3asiBfieHUsl noJaBasiucb B COOTBETCTBUM C
absauamy wecTbiM nNyHkTa 24 M cedbMbiM NyHkTa 25 Hactosiwero [onoxeHus), U Npu NOOTBEPXKAEHWU
[OCTOBEPHOCTU CBEAEHUIN, BHECEHHBIX B CUCTEMY MOHUTOPUHrA.

27. Cybbektam obpalleHus nekapcTBEHHbIX CPeACTB OTKasblBaeTCA B peructpaumnm B CUCTEME MOHUTOPUHTa
no cneayloLwum npuynHam:

a) B OTHOLIEHMM NPOM3BOAUTENEN FEKAPCTBEHHLIX CPEACTB Ha TeppuTtopum Poccuiickon denepaumu,
OCYLLIECTBMSAIOWMX NPOM3BOACTBEHHbIE CTaauM (bacoBKkM (YNakoBKW) NEKAPCTBEHHbLIX MpenapaToB BO BTOPUYHYHO
(MOTPEdUTENBCKYID) YNakoBKy U (MNKN) TPETUYHYHO (TPAHCMOPTHYIO) YMAKOBKY (a Npy ee OTCYTCTBUM - B MEPBUYHYIO
YNaKOBKY) NEKAPCTBEHHBIX NpenapaTos:

HECOOTBETCTBME OaHHbIX BlnagesbLa KBaJ'IVI(bMLI,VIpOBaHHOFO CepTI/I(bI/IKaTa Krto4a npoBEPKU 3]'IeKTp0HHOIh
noanuncu (p,anee - KBaﬂM(bI/ILI,I/IDOBaHHbIIZ CepTVI(bI/IKaT) OaHHbIM PpYyKOBOOUTENA OpraHM3auunmn, a Takke OoTCyTCcTBue
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cBedeHun o KBaJ'II/ICbVILI,I/IpOBaHHOM cemechKaTe, BblAaHHOM PYKOBOAUTENO OpraHmn3auuu;
OoTCyTCTBME cBegeHun o 3anucax B EanHom rocygapCTtBeHHOM peecTpe pUandeckmnx nuu;

OTCYTCTBME CBEAEeHVMN O QJeWcTBylolen nuueHsum B EguHOM peecTpe nuueH3nin Ha npov3BOACTBO
nekapcTBEHHbIX CPeacTs;

6) B OTHOWEHWM [JepkaTener WNM BriadenbLEB PErMcTpauMoHHOIO YOOCTOBEpeHus (B cryyae Korga
nekapCTBEHHbIN Npenapat npoussoanTcs 3a npeaenamun Poccuiickoin Penepauun), ABRSOLMXCS OpraH3aumsvu,
npuaHaBaeMbiMW  HanmoroebiMuM  pesugeHTamu  Poccuiickon  denepaumu unm nHAnBUAOYyansHbIMU
npeanpuHMMaTensMM M He WMELIMMU TULEH3MM Ha MPOWM3BOACTBO NEKapCTBEHHbIX CpeacTB, NULEH3UM Ha
hapmaLeBTUYECKyI0 OeSTeNnbHOCTb (BKMHOYas ONTOBYHO M PO3HMYHYHO TOProBMO NEKapCTBEHHLIMU CpeacTBaMum)
MNULEH3MN HAa MEANLMHCKYIO AeATENbHOCTb:

HECOOTBETCTBME [OaHHbIX Blagenbla KBaﬂVI(bI/ILI,MDOBaHHOFO cemed)MKaTa OaHHbIM  pyKOBOAOUTENA
opraHmsaunn wumnn  unHonBUAyanbHOro npegnpuHuMartend, OTCyTCTBUe cBedeHun o KBaﬂI/I(*)VILI,VIpOBaHHOM
CepTVI(bI/IKaTe, BblJaHHOM PYKOBOAUTENIKO OpraHn3aunn nnmn nHonsnayanbHOMY npearnpuHnMaTernto;

OTCYTCTBME CBEAEHWM O 3anucsax B EAMHOM rocynapcTBeHHOM peecTpe ropuavyeckux nuy unn EgnHom
rocyapCTBEHHOM PeecTpe MHANBUAYanbHbIX NpeanpuHuMaTenen;

Hanuune pacxoXgeHuin mexay WHdopmaumnern, npedyCMOTPEeHHON 3asiBlieHneM, NpeAcTaBeHHbIM B
COOTBETCTBUM C absauem LWEeCTbIM NyHkTa 24 HacToswero MonoxeHus, U CBeAEHUSIMU, NMPeACTaBfeHHbIMU B
CUCTEMY MOHUTOPUHTA;

B) B OTHOLIEHUM WHOCTPAHHBLIX OpraHu3auun, agepxartenen wnu BhRagenbLeB perncTpauuoHHOro
yOOCTOBEpPEHUS, He npu3HaBaeMblX HanoroBbiMu pe3naeHTamun Poccuickon degepaumm U He UMEOLUX
npeacTaBUTENbLCTB Ha TeppuTtopun Poccunckon defepaumm, - HanuumMe pacxoxaeHwn mexay uHdopmauumen,
NpenyCMOTPEHHON 3asiBNEHWEM, NPeACTaBeHHbIM B COOTBETCTBUM C ab3auem ceabMbiM NMyHKTa 25 HacTosLLero
MonoxeHwus, n cBegeHNsiMU, NPeACTaBNEHHbIMU B CUCTEMY MOHUTOPWHIA;

r) B OTHOLUEHUN MPEACTaBUTENbCTB MHOCTPAHHbLIX OpraHu3auui Ha Tepputopum Poccuiickon depepaumm,
ABNALLMNXCA aepXatenamm nnn snagenbuamn permctpauMoHHOro yaoctoBepeHua:

HEeCOOTBETCTBME [OaHHbIX Blnagenbua KBaﬂVI(bI/ILI,MDOBaHHOFO cemed)MKaTa OaHHbIM  pyKOBOAOUTENA
npeacraBuTesnibCTBa, a TaKkKe OTCyTCTBUE cBegeHun o KBaJ'IVICbVILI,VIpOBaHHOM CepTVId)VIKaTe, BblAAHHOM
pykoBoaAUTESO NpeacTtaBUTENIbCTBA,

OTCYTCTBME CBEAEHMI O 3anncax B TOCYAAPCTBEHHOM pEecTpe aKKpeauTOBaHHbIX — hMnunarnos,
NpeacTaBUTENbCTB MHOCTPAHHBIX OPUONYECKUX NNLL;

HanMMyne pacxoxgeHun mexay WHdopmaumen, npegyCMOTPEHHON 3asiBNeHVeM, MpeacTaBfeHHbIM B
cooTBeTCTBMM C ab3auem wecTbiM NyHKkTa 24 HacTosiwero [MonoxeHws, n cBedeHusAMW, NpeacTaBieHHbIMA B
CUCTEMY MOHUTOPMHra (Ona npeacTaBUTENBCTB MHOCTPAHHbLIX OpraHusaumm Ha Tepputopum Poccuickon
depepaumu, ABNAIOWMXCA gepXaTendamm unu Bnagenbuamy perncTpauuoHHOrO yOOCTOBEPEHUS U HE MMEIOLMNX
NNLEH3UN Ha NMPON3BOACTBO NEKAPCTBEHHbIX CPEeACTB, NNLEH3UN Ha hapMaueBTUYECKYHO AeATENbHOCTb (BKMoYas
ONTOBYIO N PO3HNYHYIO TOProBJIO NEKapCTBEHHbIMU CpeLI,CTBaMVI) N NMMUEeH3nn Ha MeanumnHCKYHo ,El,eﬂTeJ'IbHOCTb);

,D,) B OTHOLUEHUN opraHmaau,MVl OnTOBOW TOProBJ1N NIEKAPCTBEHHbIMU NpenapaTtamMu, OpFaHM3aLLMVI pO3HW~IHOﬁ
TOProBJIN NNEKapCTBEHHbIMK MNMpenapaTtamMmn, MeguLMNHCKNX OpFaHVI3aLI,VII7I M nHgnBnayarbHbIX npeuanHmmaTeneVl:

HECOOTBETCTBME [aHHbIX BRagenbua KeanuUUUPOBAHHOIO cepTuUduMKaTa [AaHHbIM  PYKOBOAUTENS
opraHusaumu, a Takke OTCYTCTBME CBeAEeHMI O KBanuduuMpoBaHHOM cepTudmKaTe, BbldaHHOM PYKOBOAMTEMO
opraHusauuu;

OTCyTCTBME cBedeHun o 3anucsax B EanHom rocynapCrtBeHHOM peecTtpe HpuandecCkmnx nuy unum EonHom
rocygapCTtBeHHOM peecTpe nHansunayalbHbIX I'Ipeﬂ,l'lpVIHIAMaTeJ'IeVI;

OTCYTCTBME CBefeHuM O feucTBylowen nuueHsum B EguMHOM peecTpe nUUEH3Nn Ha MegUUMHCKYI W’
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cbapmaueBTquCKyro DeATerIbHOCTb.

28. Mo pesynbTaTtam permctpauun cybbekta obpalleHnsi NekapCTBEHHbIX CPEeACTB B CUCTEME MOHUTOPMHIa
W NpeaocTaBlieHNM eMy NIMYHOrO kabuHeTa Ha afpec SMEKTPOHHOM MOYThbl, YKasaHHbIA MpU Mogave CBEeAEeHMUiA,
onepaTopoM CUCTEMbI MOHWTOPUHIa C MCMOSIb30BaHWEM (OYHKLMOHAaNa CUCTEMbl MOHMTOPWHIa OTMpaBIsieTcs
cooTBeTCTByHOLEee yBedomreHne. MNpy 3ToM NOBTOPHOE MCMONb30BaHWE OAHOTO U TOro e afpeca 3S1eKTPOHHOM
MoYTbl ANS1 PErMCTPaLMn NMIUYHBIX KaOMHETOB pasnuYHbIX CyGHEKTOB oGpalleHns NekapCTBEHHbIX NpenapaToB He
JornyckaeTcsl.

29. Cy6bekT 06palleHnsi nekapCTBEHHbIX CPeacTB, NOMyYMBLLWIA yBeOOMIIEHNE O perucTpauum B cucteme
MOHMWTOPUHra, MpU akTMBauun (OYHKUMIA NIMYHOro KabuHeTa BHOCUT B CUCTEMY MOHWTOPUHIa nepedeHb aapecos
MECT OCYLLECTBNEeHUs AeATenbHOCTM nyTeM BblIOOpa Takoro agpeca U3 agpecoB, yKa3aHHbIX B NULEH3WAX Ha
NMPON3BOACTBO NEKAPCTBEHHbIX CPEACTB, NNLIEH3NAX Ha hapmaLeBTUYECKYI0 AEATENbHOCTL (BKOYas OMTOBYIO U
PO3HWYHYIO TOPrOBMIO NEKapCTBEHHbIMM CpeacTBamMy) M MULEH3NSX Ha MEeAULUMHCKY0 OeATenbHOCTb, a Takke
nepeveHb agpecoB hapMaLeBTUYECKUX CKNagos (MPy HannM4mMm yKkasaHHbIX MLEH3uN).

Cybbekt oOpalleHnss nekapCTBEHHbIX CpeacTB - [AepXaTenb WM Bnagenel perncrpalyoHHOro
yAOCTOBEPEHUS NMPOU3BEAEHHOIO BHe TeppuTopun Poccuiickoint ®enepaummn nekapcTBeEHHOro npenaparta u (unu)
ero npeacTaBMTENbCTBO Ha TeppuTopun Poccuiickon denepaumm, nonyyumBluMe YBELOMIIEHME O perucTpauuy B
CUCTEME MOHWUTOPWHIa, BHOCAT B CUCTEMY MOHUTOPWUHIa MHGOPMauUMo O MNPOU3BOACTBEHHLIX MoLaaKax,
OCYLLIECTBMSIOWMX NPOU3BOACTBEHHYIO CTaauio pacoBKkM (YNakoBKM) NEKAPCTBEHHbLIX NpPenapaTtoB BO BTOPUYHYHO
(mOTpPebuTenbCKy0) YNakoBKY JIEKAPCTBEHHOrO npenaparta (a npyM ee OTCYTCTBMM - B MEPBUYHYIO YMAKOBKY
riekapCTBEHHOrO Npenapara) U NPOM3BOACTBEHHYH CTaAMIO BbIMYCKAOLLErO KOHTPOMS Ka4yecTBa.

30. Mepenaya cBedeHWii cyObekTamy OOpalleHUs] NEeKapCTBEHHbIX CPEACTB B CUCTEMY MOHMTOPMHra
OCYLLECTBINAETCA Ha OCHOBE pa3paboTaHHbIX MHAPOPMALMOHHBIX 3NEKTPOHHbLIX CEPBUCOB OMepaTopoM CUCTEMbI
MOHWUTOPUHIa C UCMOSIb30BaHMEM CTaHAaPTHbLIX MPOTOKOMOB Y MHTEPXECOB 3NEKTPOHHOTO B3aMMOAENCTBMSI.

ABTOpM3aumsa cybbekToB obpalleHns nekapCcTBeHHbIX CPeacTB - OpraHunsaumii, NpU3HaBaeMblX HarnoroBbIMm
pesnaeHTamu Poccuiickon ®egepauun, MHAMBUAYanNbHbIX NpegnpuHumMaTenen n NpeacTaBUTenbCTB MHOCTPaHHbIX
opraHusaumm Ha TeppuTopum Poccuiickon depepaumu, ABRSAOLWMXCA OepXaTensamu unv  Bragenbuamu
PerncTpaumoHHOro yooCTOBEPEHUs, B CUCTEME MOHUTOPMHra OCYLLECTBMASETCA NOCPEACTBOM WCMONb30BaHUSA
KBanuunumpoBaHHOro ceptudukara.

ABTOpM3aumst cybbekToB obpalleHns NIEKapCTBEHHbBIX CPEACTB - MHOCTPAHHbIX OpraHn3auunin, SBnsSLWUXCS
aepxatensMmv  WnM  BriagenbuamMu  pPerncTpauuoHHOrO  yOOCTOBEpPEeHMs, He MPU3HaBaeMblX HanoroBbiMU
pesngeHtammn Poccuiickon ®depepaumm n He UMMeEKOLWMX MNPeAcTaBUTENLCTB Ha Tepputopun  Poccuiickon
depepaumm, B CMCTEME MOHUTOPUHra OCYLLECTBRSAETCA MOCPEACTBOM MCMOMb30BAaHUSA MNPOCTON 3NEKTPOHHON
noanucu.

31. CeedeHusi, nepefaBaeMble B CUCTEMY MOHMTOPUHra, (hopMUPYOTCA W MpeacTaBnalTcs B dopMme
9MEKTPOHHbIX [JOKYMEHTOB, MOAMUCAHHBLIX YCWUIIEHHON KBannUUMPOBAHHOW 3MEeKTPOHHOW Moanucblo, 3a
UCKITIOYEHMEM ClyYaeB, NpeayCMOTPEeHHbIX ab3alamy BTOPbIM - LECTbIM HACTOSILLEro NyHKTa.

He noanuckiBaloTcsa yCuneHHowm KBanmuumnpoBaHHOW 3NEKTPOHHOW NOAMNUCHIO:

cBeaeHnA o pO3HI/I‘-IHOI2 TOproBIe nekapCcTtBeHHbIMKM npenapatamMu, nepegaBaemMbie Cy6'beKTaMI/I o6pau.|,eHv|;|
NeKapCTBEHHbIX CpenctB B SﬂeKTpOHHOVI cbopme B COCTaBe CbI/ICKaJ'IbeIX OOKYMEHTOB B COOTBETCTBUM C
3aKkoHogaTenbCcTBOM Poccuinckon CDep,epau,MM O NpUMEeHeHnn KOHTpOﬂbHO-KaCCOBOVI TEXHUKU;

CBefleHNs O BblBOAE U3 ODOOpoTa NEeKapCTBEHHbLIX MpenapartoB, nepefaBaeMble cyObekTamu obpalleHus
NeKapCTBEHHbIX CPEACTB B  9MEKTPOHHOW OpMe C  WCMOMb30BaHMEM PErucTpaTtopoB BbIObITUS  Unu
KOHTPOIbHO-KaCCOBOW TEXHWKW (Npy OTMycke BGecnnaTtHO MM CO CKMAKOW NeKapCTBEHHbIX NpenapaToB Nno peuenTy
Ha nekapcTBeHHble NpenaparThbl);

CcBedeHusi, nepedaBaemMble CyObekTamy obpalleHUsi eKapCTBEHHbIX CPedCcTB B 3NIeKTPOHHOW dopme C
MCMosfb30BaHNEM YCTPOWCTB pPerucTpaumm aMUcCum;
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cBegeHund, nepenaBaemMble B COOTBETCTBUM C HaCTOALLUMM MNonoxeHnem opraHunsaumamm - Cy6'beKTaMI/I
obpalleHnsi NeKapCTBEHHbIX CPeacTB, He SABMAKOWMMUCS OpraHnsauusMy, npu3HaBaemMbiMKM  HaroroBbiMU
pesngeHTamun Poccuickon ®enepaumn.

32. MNepenava cBedeHUIn B CUCTEMY MOHUTOPUHra OCYLLECTBISETCA MOCPEACTBOM HanpasrieHus annos
dopmaTa, corracoBaHHOro ¢ MuHMCTEpPCTBOM 3apaBooxpaHenns Poccunckon depepauum n pasmelleHHOro
onepaTtopoM CUCTEMbl MOHUTOPUHIa B WHEOPMALMOHHO-TENEKOMMYHUKaLMOHHON ceTn "VIHTepHeT" Ha ero
oduumanbHOM canTe.

[aTolt NnpeacTaBneHns cBeeHnin B CUCTEeMY MOHUTOPUHIa cunTaeTcs aarta, 3aduKcMpoBaHHasa B KBUTAHLMM
0 npveme cBedeHWid, copMupyemMon Npu UX UKCauum B CUCTEME MOHUTOPMHra B QOpME 3MEKTPOHHOro
AOKyMeHTa.

MpencraBneHne cBedeHUn B CUCTEMY MOHUTOPUHra CybbekToM obpalleHus nekapCTBEHHbIX cpeacTs npu
OCYLLeCTBMNEHUN onepauuin ¢ NekapcTBEHHbIM NpenapaToM OCYLLECTBSAETCHA NocneaoBaTeribHO, 3a UCKTIOYEHNEM
cryyaeB, npedyCcMOTPEeHHbIX HactoAwmm [lonoxeHuem. [Mpu 3atom cBegeHuss 06 oyepegHoOM onepaumm C
riekapCTBEHHbIM MpenapaTom nepeaarTcsa nocrie nonyyYyeHus cybobekTamm obpalleHns nekapcTBEHHbIX CPeacTB
noaTeepxaeHns o6 ycnewHow obpaboTke CUCTEMOW MOHUTOPWHra CBedeHUMW O npedblgylien onepauum c
rfiekapCTBEHHbIM NpenapaTom.

33. lpu onucaHMM nEeKapCTBEHHbIX NpenapaTtoB BHECEHWE CBeOEeHUN B MHAOPMALMOHHBIA pecypc,
obecneunBalOWMi y4eT W XpaHeHWe [JOCTOBEPHbIX [aHHbIX O ToBapax MO COOTBETCTBYHOLEN TOBapPHON
HOMeHKNaType, U CUCTEMY MOHUTOPUHIa OCYLLECTBNAETCA cneayowmnmmn cybbektammn obpalleHnsa nekapcTBEHHbIX
cpencTs:

B CnyyYae Npou3BOACTBA JlekapCTBEHHbIX NpenapaTtoB B Poccuiickon denepaumn - npousBoauTensiMu
1leKapCTBEHHbIX CPEACTB, OCYLUECTBMSOWMMY 3aBEpLUEHNE MNPOU3BOACTBEHHOW CTaguMu (pacoBKuM (YNakoBKM)
NeKapCTBEHHbIX MpernapaToB BO BTOPUYHYHO (MOTPEeOMTENbCKYH0) YNAKOBKY JIeKapCTBEHHOro npenaparta (a npu ee
OTCYTCTBUM - B MEPBUYHYIO YNAKOBKY NeKapCTBEHHOrO npenapara);

B Crlydae npoun3BoAcCTBa JieKapCTBEHHbIX MpenapaTtoB 3a npegenammn Tepputopumn Poccurickon <Dep,epau,vm
(B cny4yae MHOCTpaHHOro I'IpOVI3BOﬂ,CTBa) - gepxarendamm mnm snagenbuamMmmn permctpauymMoHHOro yaoctoBepeHua 1
(I/IJ'IVI) nx npegcraButTenbCtBamMmn Ha TepputTtopun Poccuickon er,epau,ww mnn  ynosiHOMOYeHHbIMU
npencraBuTeNAaAMN.

MNMepeyeHb cBedeHWn, npeacTaBNsembiX MPU  ONWCaHWM  NIeKapCTBEHHbLIX npenapaTtoB cybbekTamm
obpalleHnss nekapcTBEHHbIX CPeAcTB B WMHAOPMALUMOHHBIN pecypc, obecrneymBaroliMi y4eT W XpaHeHue
OOCTOBEPHbIX AaHHbIX O TOBapax no COOTBETCTBYIOLLEN TOBAPHON HOMEHKNaType, npuseaeH B npunoxeHnm N 2.

CybbekTbl 0OpalleHnsi nekapCTBEHHbIX CPeACTB, yKasaHHble B ab3auax BTOPOM U TPETbEM HaCTOSLLErO
MyHKTa, PErMCTPUPYIOT NIEKAPCTBEHHbIE NMpenapaTthbl B CUCTEME MOHUTOPMHIA HA OCHOBAHUWM 3IIEKTPOHHOW 3asiBKMU,
cogepxaLiemn:

rnobanbHbIi MOEHTUUNKALMOHHBIA HOMEP TOProBOW €4MHULbI;

HOMEp PEeruCTPaLMOHHOrO YAOCTOBEpPEHMs W [daTy perucTpaumMu  NeKkapcTBEHHOro npenapaTta B
rocy4apCTBEHHOM PEECTpe fekapCTBEHHbIX CPEACTB.

O6paboTka NomnyyYeHHbIX CBEAEHWUA OCYLLECTBNSAETCA B aBTOMATM4ECKOM pexunme nytem opmypoBaHus
3anpoca Ha Mony4yeHve CBeAeHWIN O NekapCTBEHHOM MpenapaTte M3 eauHOW rocyaapCTBEHHOW MHAOPMAaLMOHHOW
cucTeMbl B cdepe 34paBoOXpaHeHust M MHEOPMAaLMOHHOIrO pecypca, obecrneumBalolero yyeT U XpaHeHue
[OCTOBEPHbIX AaHHbIX O TOBapax Mo COOTBETCTBYIOLLE TOBAapHOW HOMEHKNaType.

34. CeepgeHusi, npegcraBnsiemble cyObekTamm obpalleHust IeKapCTBEHHbIX CpeacTB B CUCTEMY
MOHUTOpPUHIa Npu BBoAE B 060POT NekapCTBEHHbIX NpenapaTtos, NpueeaeHbl B npunoxerun N 3.

CeepeHus, npeacTaBnsieMble cybbekTamy obpalleHns NekapCcTBEeHHbIX CPeACTB B CUCTEMY MOHUTOPUHra
npu BbiBoJe 13 06OpOTa NeKapCTBEeHHbIX NpenapaTtoB, NpuBeaeHb! B npunoxeHun N 4.
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35. B pamkax BBOoga B 00OpPOT fekapCTBEHHbLIX NpenapatoB Ha Tepputopunm Poccuickon ®egepaumu,
npounsBedeHHbIX Ha Tepputopum Poccuiickon Pepepaunn, cybbekT obpalleHus nekapCTBEHHbIX CPEeACTB,
OCYLLLeCTBNSAIOLWMNA hacoBKy (YNakoBKy) eKapCTBEHHbIX NMPenapaToB BO BTOPUYHYIO (MOTPEOUTENbCKYH) YNakoBKY
riekapCTBEHHOro npenapaTa (B cny4ae ee OTCYTCTBMSA - MEPBUYHYIO YMNaKOBKY feKapCTBEHHOro npenapaTta), B
TeueHne 5 paboumx gHen C AaTbl 3aBepLUEHUs NPOM3BOACTBEHHON cTaauv hacoBKM (YMaKOBKWM) NeKapCTBEHHbIX
npenapatoB, HO A0 MpeAcTaBfeHWs CBeAeHWW O JanbHenWwux onepaumsx C TakMMWM NekapCTBEHHbIMU
npenapatamv NPeAcTaBnseT B CUCTEMY MOHUTOPWHIa CBEAEHNS, NpedyCMOTPeHHble NyHKTOM 1 npunoxeHnsa N 3 k
HacTosLwemy [NonoxeHuto.

Mpu ocywecteneHun otbopa o6pasLoB NEKapCTBEHHOrO npenapata B pamkax KOHTPONSA KadecTea
Npon3BEeAEHHOIo fNekapCTBEHHOIO npenaparta cyObekT obpalleHus NekapCTBEHHbIX CPEACTB, OCYLLECTBSAOLLNIA
oTbop o06pa3uoB rfekapCcTBEHHOrO rMpenapaTta, MPEeACTaBnAsieT B CUCTEMY  MOHMTOpPUHIa  CBeOeHUs,
npeaycMoTpeHHble NyHKTOM 2 npunoxennst N 4 k HacTosiLeMy MonoxeHuto.

CybbekT obpalleHns nekapCTBEHHbIX CPEACTB, OCYLLECTBASIOLWMIA MPOU3BOACTBEHHYIO CTaguio acosku
(ynakoBku) nekapCTBEHHbIX NpenapaToB BO BTOPUYHYIO (NOTPebUTENbCKYI0) YNakoBKy ekapCTBEHHOMO npenaparta
(B cnyyae ee OTCYTCTBMS - MEPBUYHYIO YNAKOBKY NEKapCTBEHHOro npenapara), B TedeHne 5 pabounx gHen ¢ gathbl
3aBepLIEeHNs NMPOU3BOACTBEHHOMW CTaguWM BbIMYCKalOLWEro KOHTPONsS KayecTBa [0 MpeacTaBreHns cBefeHuid o
AanbHenwmnx onepaumsix C BBeAEHHbIMW B OOOpOT feKkapcTBEHHbIMU MpenapaTaMmu MNpeacTtaBnsieT B CUCTEMY
MOHUTOPWHra CBEAEHUS, NPedyCMOTPEHHbIE NMYHKTOM 2 npunoxeHusa N 3 k HacTosLwweMy NonoxeHuio.

36. B pamkax BBOga B 00OpPOT NEeKapCTBEHHbIX NpenapatoB Ha Tepputopum Poccuiickon degepaumn,
npou3BedeHHbIX 3a npegenamu Tepputopun Poccuiickon ®degepaunn, cybbekT obpalleHus nekapCTBEHHbIX
CPeACTB, sABNAWOLWMIACA  AepXaTtenem  unu  BnagenbuemM  PermcTpauuoHHOro  yAoCTOBEPEHUs,  unu
NpeacTaBUTENbCTBO  WHOCTPaAHHOM oOpraHu3aummM Ha TeppuTtopum Poccuiickon ®egepauun, dasnstowencs
Jepxatenem wnu BragenbuemM PerncTpaumoHHOro yaoctoBepeHusi, B TedeHme 20 paboumx gHen c patbl
3aBepLUeHUs NPOU3BOACTBEHHOW CTaauuM BbINyCKalOLLEro KOHTPOMS KayecTBa [0 NpeacTaBneHus cBedeHun O
JanbHenwmnx onepaumsax C TakMMKU JeKapCTBEHHbIMU MpenapaTaMu npeactaBnseT B CUCTEMY MOHUTOPUHra
cBefeHUs, NpeayCcMOTpeHHbIe NyHKTOM 3 npunoxeHust N 3 k HacTosilwemy MNonoxeHuto.

37. B pamkax BBO3a IleKapCTBEHHbIX npenapatoB B Poccuiickyio Pepepauunio cybbekt obpaiieHus
NeKapCTBEHHbIX CPEACTB, SABNANLWNACA OepXaTenem unv Bnagenbuem perncTpauuoHHOro YOOCTOBEPEHWS, UMK
NpeacTaBUTENbCTBO  WHOCTPaAHHOM oOpraHu3aummM Ha Tepputopum Poccuiickon ®egepauun, dasnsowencs
aepxaTtenem unu snagenbLemM perncTpaumMoHHOro yaoCcToBepeHusi, B TedeHune 45 pabounx gHen ¢ gaTbl OTrpy3ku
nekapcTBeHHbIX npenapatoB B Poccuitckylo ®epepaumio 00 OOCTaBKM NEKapCTBEHHbLIX NpenapaTtoB B MECTO
npubbiTns Ha TeppuTopun Poccuickon ®epepaunn n npeactaBneHUs CBeAeHW O AanbHenWuX onepauusax c
TakvuMy NekapCTBEHHbIMM NpenapartaMu nNpeacTasnseT B CUCTEMY MOHUTOPWHra CBedeHus, NpedyCMOTPEHHbIe
nyHKTOM 4 npunoxeHusa N 3 Kk HacTosLeMy MonoxeHutio.

CybbekT obpalieHus nekapCTBEHHbIX CPEeACTB, OCYLLECTBSIOWMIA BBO3 NeKapCTBEHHbIX npenapaToB B
Poccuiickyto ®epepauuto, B TedeHne 5 paboumx gHen ¢ gaTbl JOCTaBKM NEKapCTBEHHbLIX NpenapaTtoB B MECTO
npubbiTa Ha Tepputopun Poccuinckon ®egepaummn [o NpeacTaBneHUs CBEAEHUA O MPUHATUM peLleHus
TaMOXEHHbIMW OpraHaMm O BbiNyCcKe NEKapCTBEHHbIX NPenapaToB AN BHYTPEHHero notpebneHus npeacraBsnseT B
CMCTEMY MOHWUTOPUWHIa CBeAeHusl, NpeayCMOTpeHHble NyHKToM 5 npunoxeHusa N 3 k HacTosiwemy [NonoxeHuio.

Mpy COBEpPLUEHNM TaMOXEHHbIX onepauuii MNpu TaMOXEHHOM [EeKNapupoBaHUM U MOMeLLeHUU
rieKapCTBEHHbIX NpenapaToB NoJ TaMOXXeHHY0 NpoLeaypy Bbinycka Ansi BHYTPEHHEro noTpeGreHns TaMoXeHHbIN
opraH:

3anpawimeaeT B cMctemMe MOHUTOPUHra ceeneHna o CepMVIHOM rnob6ansHom I/ID,eHTI/Id.)VIKaLI,VIOHHOM HOMepe
TOpFOBOVI €OnHNLUblI N rpynnoBomM Koae rpynnoaoﬂ ynakoBku, B KOTOpOIZ HaxoOuTCsl Takow ﬂeKapCTBeHHbIVI
npenapar (B Clny4ae BBO3a prﬂl'lOBOVI ynakoBKu Ll,eﬂI/lKOM), OnA oCyuwlecCTBl1eHNUA CBEPKU C AaHHbIMWU, YKa3aHHbIMU
B AeKnapauumn Ha J'IeKapCTBeHHbIVI npenapart,

nepegaeT B CUCTEMY MOHWUTOPWHIA AaHHble O BbINycke OIS BHYTPEHHEro rnoTpebreHns nekapCTBEHHbIX
npenapaTos.

an BHECEHMN U3MEHEHNN B CBEOEHMS, YKa3aHHbl€ B AeKrnapauun Ha ﬂeKapCTBeHHbIVI npenapart, B Te4eHne
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5 pa6oq|/|x OHen nocne BbiNyCKa ON1A BHYTPEHHEro I'IOTpe6J'IeHI/IF| JIEKapCTBEHHOrIO npenaparta TaMOXEHHbIN opraH
nepenaeTt B CUCTEMY MOHUTOPUHIa CKOPPEKTUPOBaHHbIE aHHbIE O JIEKapCTBEHHOM Mpenaparte.

Mpu ocywecTBneHun otbopoB OOpasLOB feKapCTBEHHbIX MPenapaToB B 30HE TaMOXEHHOro KOHTPONs B
Lenax NoATBEepPXAeHNs COOTBETCTBUSA NeKapCTBEHHbIX NpenapaToB CybbekT obpalleHns nekapCTBEHHbIX CPeacTB,
OCYLLIeCTBNAIOWMIA BBO3 NeKapCTBEHHbIX npenapatoB B Poccuinckyio depepaumio, npeacrtaBnsetr B CUCTEMY
MOHWTOPWHra cBeAeHUs, NPeayCcMOTPEHHbIe NyHKTOM 2 npunoxeHusa N 4 k HacTosweMmy NonoxeHuio.

Mpn nepepave npaB COOGCTBEHHOCTM B 30HE TaMOXXEHHOIO KOHTPOSiSl Ha NleKapCTBEHHble npenaparhl,
NMOMeLLEHHbIE MOA TaMOXEHHYIO NPOLIEAYPY TaMOXEHHOrO cknaga, cybbekT obpalleHns nekapCTBEHHbIX CPeAcCTB,
OCYLLECTBMSALNIA BBO3 NIEKAPCTBEHHBLIX NpenapaTtoB B Poccuickyto Pegepaumio, B TedeHne 5 pabounx gHewn c
AaTtbl 0hOpMIIEHNsT COOTBETCTBYIOLLMX [AOKYMEHTOB O Mepedadye npaBa COOCTBEHHOCTM Ha Ji€KapCTBEHHbIE
npenapaTtbl 00 MNPEeACTaBfEHNsT CBEAEHUN O [anbHEWWMX oOornepauusx C JIeKapCTBEHHbIMKU MpenapaTamu
npeacTaBnsaeT B CUCTEMY MOHUTOPWHIa CBeAEHUS, NPpeayCMOTPEHHbIE NYHKTOM 6 npunoxeHus N 3 k HacTosawemMy
MNMonoxeHuto.

Mpn atom cybbekT obpalleHnsi NekapCTBEHHbIX CPeacTB, KOTOPOMY OCYLLIeCTBMeHa nepefada npas
COBCTBEHHOCTM Ha fleKapCTBEHHbIV npenapar, MOMELLEHHbIN No4 TaMOXEHHYH0 npouenypy TaMOXeHHOro ckrnaaa,
B TeyeHne 5 paboumx pgHen € patbl OPOPMIEHUs COOTBETCTBYHOLMX [OKYMEHTOB O rfepejaye mnpasa
COBCTBEHHOCTM Ha NMeKapCTBEHHbIN npenapaTt U perncTpaumm B CUCTEME MOHUTOPUHIa CBEAEeHWUN O nepedaHHbIX
rfiekapCTBEHHbIX MpenapaTtax [0 NpeAcTaBfeHns CBedeHWW O AanbHenwux onepaumsx € fekapcTBEHHbIMU
npenapatamv noATBepXAaeT [OCTOBEPHOCTb CBEAEHWW, COAepXalimxcs B CUCTEME MOHWUTOPUHra, O
NMPUHMMaeMbIX fEeKapCTBEHHbIX Mpenapatax nyTeM npeacTaBreHus CBEAEHWW B CUCTEMY MOHMTOPWHrA,
nNpeayCcMOTPEeHHbIX NyHKTOM 7 npunoxeHus N 3 k HacToswemy MonoxeHuto.

Mpn nepemMelleHMM FEeKapCTBEHHLIX MNpPenapaTtoB MeXAy 30HaMu TaMOXEHHOIO KOHTpoOns CyObekT
obpalleHnss NeKapCTBEHHbIX CPEeACTB, OCYLUECTBMSIOWMIA BBO3 JIEKApCTBEHHbIX NpenapatoB B Poccuiickyto
depepaumto, nnn cyobekT obpalleHus fekapCTBEHHbIX CpPeacTB, KOTOPOMY OCYLLECTBMEHa nepefadya npas
COOCTBEHHOCTU Ha feKkapCTBEHHbIN npenapar, NOMELLEHHbIN Mo TaMOXEHHY NPoLEeaypy TaMOXEHHOTO cknaja,
B TeYyeHune 5 paboumnx gHeNn ¢ aatbl TaKOro nepemMeLleHnsa 4o NpeacTaBieHns CBEAEHUA O AanbHENLINX onepaumnsix
C NeKapCTBEHHbIM MpenapaTtoM MpefcTaBnsieT B CUCTEMY MOHUTOPUHIa CBEAEHMUS!, NMPEeAYCMOTPEHHbIE MYHKTOM 8
npunoxerust N 3 k HacTosiLemy NonoxeHuto.

CybbekT obpalleHunsi NeKapCTBEHHbIX CPeACTB, OCYLLECTBISOWMNIA BBO3 JIEKAPCTBEHHLIX NpenapaTtoB B
Poccunckyto ®egepauunto, B TedeHne 5 paboumnx gHen ¢ gathl pelleHnst O BbiNMyCcKe JNIEKApPCTBEHHLIX NpenapaToB
ONA  BHYTPEHHEro notpebneHnsi, MPUHSATOrO TaMOXEHHbIMWM OpraHamMu, OO0 NpeAcTaBlneHusl CBedEeHun O
OanbHeWnX onepaumusix C NekapCTBEHHbIMWM MpenapaTamn NpeacTaBnsieT B CUCTEMY MOHUTOPUHIA CBELEHMUS,
npeaycMoTpeHHble nyHkToM 9 npunoxeHnsa N 3 kK HacToswemMy MNMonoxeHuto.

Mpu nepemelLeHNN neKapCTBEHHbIX MpenapaToB M3 30Hbl TAMOXEHHOro KOHTPONsS CyObekT obpalueHus
neKapCTBEHHbIX CPEeACTB, OCYLLECTBSAOWNA BBO3 NeKapcTBEHHbIX npenapaToB B Poccuiickyto ®epepaumio, nnm
cybbeKkT oOpalleHus NekapCTBEHHbIX CPeAcTB, KOTOPOMY OCYLLECTBIieHa nepegada npaB COOCTBEHHOCTM Ha
neKkapCcTBeHHble npenapaTbl, MOMECTUBLUMA NeKapCTBEHHble Mpenapatbl MNo4 TaMOXeHHYK npouenypy
TaMOXEHHOro Ccknaga, B TedyeHne 5 paboumx [OHenW C gaTel NPUEMKU JIEKAPCTBEHHBIX MNpenapatoB Ha
dapmaLeBTUYECKMIA CKIMag4 W 3aBepLleHuMs TaMOXEHHOW Mpoueadypbl BbiNycka ToBapa Ansi BHYTPEHHEro
notpebnexHvs (MMM C AaTtbl peLeHns O BbiNyCKe JIEKAPCTBEHHbIX NMpenapaTtoB Af1A BHYTPEHHEro noTpebneHus,
MPUHATOrO TaMOXEHHbIMW OpraHamu, npu MNPUMEHEHUW Mpouenypbl YCMOBHOrO BbiMycka TOBapoB) QA0
npeacTaBneHns CBeAEHUN O JanbHENWNX onepaumsax ¢ NekapCTBEHHbIMU NpenapaTtaMu NpeacTaBnseT B CUCTEMY
MOHUTOPWHIra CBeAeHUs1, NpeaycMoTpeHHble nyHkToMm 10 npunoxerns N 3 k HacTosilwemy NonoxeHuto.

38. B pamkax BBO3a nekapcTBeHHbIX npenapatoB B Poccunckyto depepaumio u3 rocygapcts - UNeHOB
EBpasninckoro akOHOMMYECKOTo COot3a CyObEKT obpalleHns NekapCTBEHHbLIX CPeACTB, SABMAOWMACA AepxaTenem
unu BnagenbLemM pPerncTpauMoHHOIro yAOCTOBEPEHUSA, UNKN NMPeacTaBUTENbCTBO WMHOCTPAHHOW OpraHuM3auumM Ha
Tepputopun Poccurickon ®depepauun, SBRSOWENCs OepxaTenem unvM  BnagenbuemM perncTpauuoHHOro
yOOCTOBEPEHUS,, B TeyeHne 5 paboumx OHEN C AdaTbl OTIPY3KM FNeKapCTBEHHbIX npenapaTtoB B Poccuiickyto
depepaumio 40 NpeAcTaBneHns CBEAEHUN O AanbHENWNX onepaumsix ¢ TakuMu JieKapCTBEHHbIMW NpenapaTamm
npeacraBnaAeT B CUCTEMY MOHMTOPWUHra CBEAEHUs, MpefyCMOTPeHHble nyHKToM 11 npunoxeHms N 3 k
HacTosLwemy [NonoxeHuto.

Ctpannua 1513 42



MocTtaHoBneHwne MpaButenbcTea PP ot 14.12.2018 N 1556
"O6 yTBepxaeHumn MNMonoxeHns o0 cucTteme MOHUTOPUHIa ABUXKEHUSI
NeKapCTBEHH. ..

CybbekT obpalleHnsa nekapcTBEHHbIX CPeAcTB, OCYLLECTBASIOWMNIA NPUEMKY Ha hapmaueBTU4eCcKuin cknag
nekapcTBeHHbIX npenapaTtoB nNpu BBo3e B Poccuiickyto depepaumio U3 rocyaapcts - udneHoB EBpasuiickoro
9KOHOMUWYECKOrO COt03a, B TeyeHMe 5 paboumx OHeW C gaTbl MPUEMKW §eKapCTBEHHbIX nNpenapaTtoB A0
npeacTaBrneHns cBegeHUn 0 AanbHenWnx onepaumsax ¢ TakKMMu fekapcTBEHHbIMU NpenapatamMu npeacraBnseT B
CMCTEMY MOHWUTOPUWHIa CBeAeHWs, NpeayCMOTpeHHble NyHKToM 12 npunoxenns N 3 k HacToswemy NonoxeHuto.

Mpwn ocywecTBneHnn BBoga B 0060POT NEKAapPCTBEHHbLIX NpenapaToB Ha TeppuTopun Poccunckon depepauun
B pamMKax BBO3a NleKapCTBEHHbIX npenapaToB B Poccuickyio ®enepauunio us rocygapcts - uneHos EBpasunckoro
3KOHOMMYECKOTO COl3a CyObekT oOpalleHns neKkapCTBEHHbIX CPeacTB, OCYLECTBASAOWUA NPUEMKY Ha
dhapmaLeBTUHECKMIN CKag JNEKApCTBEHHbIX MpenapaToB, B TedeHMe 5 pabounx gHenm ¢ paTbl NOMyyYeHus
JOKYMEHTOB O NOATBEPXAEHUN COOTBETCTBUSA NPOAYKLUM A0 NPeaACTaBneHus CBeAeHU O AanbHENLLnX onepaunsax
C TakMMW NeKapCTBEHHbIMU NpenapartamMmu NpeacTaBnseT B CUCTEMY MOHUTOPUHra CBeAEeHWs, NPeayCMOTPEHHbIE
nyHkToM 13 npunoxeHusa N 3 kK HacToswemy NonoxeHuio.

39. CeegeHusi, npegcraBnsiemble cyObekTamm obpalleHust IeKapCTBEHHbIX CpeacTB B CUCTEMY
MOHWTOPWHIa Npu OCyLLECTBIIEHNM Onepauuini C rpynnoBoi yNakoBKOW, NpuBedeHb! B npunoxeHum N 5.

40. TMpwn ocyLLleCTBMNeHUN arpernpoBaHus CyGbeKT obpalleHUst NeKkapCTBEHHbIX CPeacTB HaHOCUT Ha
TPEeTUYHYI (TPaHCMOPTHYO) YMAKOBKY NeKapCTBEHHOro MpenapaTta rpynrnoBoi ko4 WM NpedcTaBrnisieT B CUCTEMY
MOHWUTOpPUHIra CBEAEHUsl, NpedycMOTpeHHble nyHkTom 1 npunoxeHns N 5 k HacTosiwemy [lonoxeHuto, 0o
npeAcTaBrieHns CBeAEHUIA O JaribHeNLWMX onepaumsix ¢ Takum JiekapCTBEHHbIM NpenapaTomM.

41. MNpn pacdopMmpoBaHUM TPETUYHOW (TPaHCMOPTHOW) YMakoBKWM NEKapCTBEHHOro npenapaTta, U3bATuK
NneKapCTBEHHbIX MpenapaTtoB U3 TPeTUYHOM  (TPaHCMOPTHOW) YMaKoBKM  FeKapCTBEHHOro  npenapara,
OOMOMHUTENBbHOM  BMOXEHUM  fIEKapCTBEHHbIX MpernapaTtoB B TPETUYHYH  (TPAHCMOPTHYK)  YNakKOBKY
NeKapCTBEHHOro npenapaTta cyObekT obpalleHust NeKapCTBEHHbIX CPEeACTB ANs NeKapCTBEHHbIX MpenapaTos,
Haxogsawmxcs Ha TeppuTtopun Poccuiickon degepaunmn, B TeyeHne 5 paboumx AHeW unu Onsi NekapCTBEHHbIX
npenapaToB, HaxoddWMmMxXcsa 3a npegenamun Tepputopumn Poccuinckon ®epepaunn, B TedeHne 20 paboumx aHen ¢
OaTbl COOTBETCTBYHOLLEN OMepauny ¢ fieKapCTBEHHbIMW NpenapaTtaMy Unn TpeTUYHOW (TPaHCMOPTHOW) YNakoBKOW
NeKapCTBEHHOro npenapaTta, HO OO0 MpeacTaBMneHus CBEOEHUA O [JanbHeWwux onepauusx C  TakuMu
NneKkapcTBEHHbIMU MNpenapataMyM  Wnn  TPeTUYHOW (TPaHCMOPTHOW) YMaKkoBKOW JIEeKapCTBEHHOro npenapara,
npeacTaBnAlT B CUCTEMY MOHUTOPUHIa CBeAEeHWs, NPedyCMOTPEHHble MyHkTamu 2 - 4 npunoxeHus N 5 kK
HacTosLemy MonoxeHuto.

42. CsepeHus, npencraBndaemMbie Cy6'beKTaMI/I 06pau.|,eH|/|;| NeKkapCTBEeHHbIX Cpeacte B CUCTEMY
MOHUTOPUWHIa rnpu 060p0Te N BHYTPEHHEM nepemMeLleHNn JNIeEKapCTBEHHbIX npenapaTtosB, NpuBeaeHbl B NMPUIoXeHNN
N 6.

43. Cybbekt obpalleHns neKkapCTBEHHbIX CPEACTB, OCYLUECTBNSANLWMIA MNepemMeLleHne NeKapCTBEHHbIX
npenapaToB MeXxay agpecamMu MecCT OCYLLECTBIEHUsI OeATENbHOCTM COrMacHO NULEH3UN (C Yy4eTOM Takux BMAOB
OEeATENbHOCTN, Kak MNPOU3BOACTBO JIEKAPCTBEHHLIX CpeacTB U dapmaueBTUdeckas OesTenbHoCTb) U (Unu)
hapmaLeBTUYECKMMM CKMagamu, B TedeHne 5 pabounx gHen ¢ hakTM4eckon Aatbl NepemMeLLeHNst nekapCTBEHHbIX
npenapaToB 4O NpeACTaBreHUss CBeAeHUA O AarbHENLWNX onepaumsix C TakMMU NeKapCTBEHHbIMWU NpenapaTamu
NpeacTaBnsieT B CUCTEMY MOHUTOPMHIa CBeAEeHUs, NpeayCMoTpeHHble NyHKTOM 1 npunoxeHusa N 6 K HacTosweMy
lMonoxeHutio.

44, MNpun nepepaye nekapcTBEHHbIX NMpenapaToB Mexay cybbektamy obpalleHUsi NekapCTBEHHbIX CPeacTB
JornyckaeTcs npefAcTaBneHue CBEeAeHUA B CUCTEMY MOHWUTOPWMHra CyGbekToM Oo6palleHUs neKapCTBEHHbIX
CpencTB, OCYLLECTBMALWMM nepedady NekapCTBEHHbIX NpenapaToB (Hanee - NpsMOoi NOpsSAoK NpeacTaBneHns
cBefeHWiA), Unu cyGbekToM o6palleHUst NeKapCTBEHHbIX CPEACTB, OCYLUECTBASIOWUM MPUEMKY NEKapCTBEHHbIX
npenapaTtoB (Aanee - 06paTHbIN NOPSA0K NPEACTaBNEHNUS] CBEAEHMWIA).

PelueHne o BbiGope NpAMOro nopsiaka npeacraBrneHns ceefeHnii 6o obpaTHOro nopsiaka npeacrasneHns
CBeZleHWIn NpuHUMaeTcs cyGbekTaMmn 06pallleHUst NeKkapcTBEeHHbIX CPeacTB, NPeACTaBNSALMMM TakMe CBedeHUs,
CaMOCTOATENbLHO.

B cnyyae BbiGOpa npsAMOro nopsiaka npeactaBneHus ceBedeHWin CybbekT obpallleHuss NeKkapCTBEHHbIX
CpencTs, OCYLIECTBMAWLWMA nepedady rekapcTBeHHbIX npenapatoB  apyromy cybbekTy obpalleHus
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NeKapCTBEHHBLIX CPEeACTB B pamMKax rpakgaHCKO-MpaBOBbIX OTHOLLEHWI, B TedeHne 5 paboumx gHen ¢ hakTu4eckom
OaTbl OTrpy3KN NekapCTBEHHbIX NpenapaToB NpeAcTaBnseT B CUCTEMY MOHUTOPUHIa CBeAeHUs, NpeayCMOTPEHHbIE
nyHKTOM 2 npunoxeHus N 6 k HacTosLemMy MonoxeHuto.

Mpn atom cybbekT obpalleHUsi NeKkapCTBEHHbIX CPeACTB, OCYLUECTBSIOWMA NPUEMKY NEKAPCTBEHHbIX
npenapatoB OT Apyroro cybbekta o0OpalleHusi NEeKapCTBEHHBbIX CPEACTB B paMKax rpakgaHCKO-MpaBOBbIX
OTHOLLEHWI, B TeveHue 5 paboumx gHel ¢ AaTbl NPUEMKN NIeKapCTBEHHbIX NMpenapaToB U perucTpauum B cucteme
MOHUTOpPUHIra CBeaeHuin 06 OTIPYKEHHbIX JeKapCTBEHHbIX MnpenapaTax [0 NpeAcCTaBreHus cBedeHWd o
JanbHenwmnx onepaumsix ¢ TakuMu NeKapCTBEHHbIMU NpenapaTamu noaTBepXaaeT LOCTOBEPHOCTb CBeOEHWN,
cofepXalliuxcss B CUCTEME MOHWUTOPUHra, MyTeM nNpPeACTaBreHUss CBeAEHWA B CUCTEMY MOHUTOPMHIA,
npeaycMoTpeHHbIX NyHKTOM 4 npunoxerus N 6 k HacTosilemy MonoxeHuto.

B cnyyae Bbibopa obpaTHOro nopsigka npenctaBfeHus CBeAeHu CyObekT obpalleHusi NeKapCTBEHHbIX
CpeacTB, OCYLECTBNSAWLWNUA MPUEMKY TNEKapCTBEHHbIX MpenapaTtoB OT Jpyroro cybbekta obpaleHus
NeKapCTBEHHbLIX CPeACTB B paMKax rpa4aHCKO-NPaBOBbIX OTHOLUEHMW, B TeyeHue 5 paboumx gHen c patbl
NMPUeMKN JeKapCTBEHHbIX rpenapaTtoB MNPeACTaBnseT B CUCTEMY MOHUTOPWMHIA CBEAEHUS O NPUHATHLIX
neKapCTBEHHbIX Npenapartax, NpeaycMoTpeHHble nyHkToM 3 npunoxeHns N 6 kK HacTosawwemy [NonoxeHuto.

Mpn atom cybbekT obpalleHUss nekapCTBEHHbIX CPeAcTB, OCYLIECTBMBLUMIA Nepefady JeKapCTBEHHbIX
npenapaToB Apyromy cybbekTy obpalleHus nekapCTBEHHbIX MpenapaToB B paMKax rpak4aHCKO-MpaBOBbIX
OTHOLLEHWIA, B TeyeHne 5 pabounx gHen ¢ gaTbl permctpauum B CUCTEME MOHUTOPMHIA CBEAEHUA O MPUHATBIX
NnekapcTBEHHbIX Mpenapatax, HO [0 npeacTaBfieHNss CBedeHMM O JdafbHenwmx onepaumsx C  TakuMu
NneKkapcTBEHHbIMU MNpenapaTtaMyM MOATBEPXOAeT [OCTOBEPHOCTb CBEAEHUNW, COAepXaluxcsa B CUCTEME
MOHWUTOPWHra O nepefaHHbIX MeKapCTBEHHbIX MpenapaTax, nyTemM MpeacTaBneHns CBeOeHWA B CUCTEMY
MOHWTOPWHra, NpegyCMOTPEHHbIX NyHKTOM 4 npunoxeHusa N 6 k HacToswemy NonoxeHuio.

45. CybbekTt oOpalleHusi neKapCTBEHHbIX CPEACTB, OCYLLECTBMSIOWMIA KOHTPakTHoe (nogpsigHoe)
NPOM3BOACTBO JIEKAPCTBEHHbIX MpenapatoB Ha Tepputopum Poccuiickon ®egepauun, npu nepegade
NeKapCTBEHHbIX NpenapaToB (rOTOBOW Npoaykuumn) cybbekTy obpalleHuns NekapCTBEHHbIX CPEACTB, SABMAOLLEMYCS
3aKa34MKOM TaKOro KOHTPAaKTHOro (nogpsigHOro) nmpou3BOACTBa, B TeyeHwe 5 paboumx AHEW € Aatbl nepegayu
NeKapCTBEHHbIX NpenapaTtoB NpeacTaBnseT B CUCTEMY MOHUTOPMHIa CBEAEHUS, MpedyCMOTPEHHbIE MyHKTOM 5
npunoxerusi N 6 kK HacTosiLemy NonoxeHuto.

Mpu 3TOM CyObekT obpalleHus §eKapCTBEHHbIX CPeAcTB, SBNALWMUACA 3aKa3YMKOM KOHTPAKTHOMO
(nogpsiAHOro) NpPoOW3BOACTBA JEKAPCTBEHHbLIX MpenapaTtoB, B TeyeHve 5 pabouyux OHew ¢ gaTbl NPUEMKU
NEeKapCTBEHHbIX MpenapaToB M pernctpaumMm B CUCTEME MOHUTOPMHIa CBEAEHUN O NepeAaHHbIX JIeKapCTBEHHbIX
npenapaTtax 4O NPeACTaBleHNst CBeOEHUI O AanbHENLMX onepaunsix C TakuMU fieKapCTBEHHbIMW NpenapaTamu
noaTBepxdaeT [OOCTOBEPHOCTb CBEAEHUNW, COoAepXaluxcsa B CUCTEME MOHUTOPUHra O MepedaHHbIX
NeKapCcTBEHHbIX MpenapaTtax, NyTeM MNpeacTaBneHus CBEAEeHWA B CUCTEMY MOHUTOPUWHIAa, NpeayCMOTPEHHbIX
nyHKTOM 4 npunoxenus N 6 k HacToswemMy MonoxeHuto.

46. Cy6beKT 06paLLI,6Hl/IFI JNIeKapCTBEHHbIX CpeacCTB, OcyLLI,ECTBJ'IﬂPOLLI,I/IVI BbIBOA U3 o6op0Ta JIeKapCTBEHHbIX
npenaparos (38 NCKIto4eHneM BbiBOAa U3 060p0Ta NNeKapCTBEHHbIX npenapartoB nyTemMm 0T6opa 06pa3LI,OB, BbIBO3a
paHee BBE3EHHbIX B POCCI/IVICKyIO CDe,qepau,VM JIEKapCTBEHHbLIX MpenapaTtoB unn nepegadm Ha yquTox(eHwe), B
TeyeHue 5 pa60k4|/|x OHen ¢ gaTbl COOTBETCTByPOU.leVI onepauun npencrasndaeT B CUCTEMY MOHUTOPUHIA CBELEHUA,
npeayCcMOTpEeHHbI€ MYHKTOM 1 NpUnoXeHuad N 4 K HacTodlwemy MonoxeHuto.

47. CybbekT obpalleHns nekapCTBEHHbIX CpeacTB, OCYLLECTBNSALWNA BbIBOA U3 060poTa nekapCTBEHHbIX
npenapaTtoB nyTem oTbopa 06pa3LoB Npu BBO3E NapTuUM nekapcTBeHHbIX npenapaTtoB B Poccuiickyto ®epepauuio,
npeacTaBnseT B CUCTEMY MOHUTOPUHIa CBEAEHUS, NPpeAyCMOTPEHHbIE NyHKTOM 2 npunoxeHusa N 4 K HacToswemy
MonoxeHwuto, B TeyeHne 5 paboumx oHen ¢ AaTbl NPeACTaBEHMs B CUCTEMY MOHUTOPUHra CBeOEHUN O npueMke
nekapcTBEHHbIX MnpenapatoB Ha apmMaueBTUYECKMA cknag A0 NPeAcTaBfneHus CBEAeHWA O AarbHenwmx
onepaumsx ¢ riekapcTBeHHbIMU Npenaparamm ykasaHHOW napTum, obpasubl KOTOpoK Hblnn oTobpaHbI.

48. CybbekT obpalleHnsa nekapCTBEHHbIX CPeaAcTB, OCYLLECTBIIAIOWMNA BbiBOg M3 060pOoTa NeKapCTBEHHbIX
npenapaTtoB NyTeMm nepeaayn nekapcTBeHHbIX NpenapaToB Ha YHUYTOXEHUe, B TeyeHne 5 pabounx gHew ¢ aathbl
nepegavn Ha YHUHYTOXEeHUe NneKapCTBEeHHbIX npenapatoB OO npeactaBlieHuA CBe,D,eHI/IIZ (o] (*)aKTe YHUYTOXEHUA
NeKapCTBEHHbIX MnpenapatoB npencrtaBndaAeT B CUCTEMY MOHUTOpPUHra cBeaeHuda, npeayCMOTpPEeHHbIe MYyHKTOM 3
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npunoxeHnsi N 4 k HacTosLemy [NonoxeHuio.

Mo wuTOoraM YHWUYTOXEHWs] NEeKapCTBEHHbIX MpenapaToB CybbekT obpalleHusi NekapCTBEHHbIX CpeacTs,
OCYLLECTBMBLLMIN Nepefayvy NeKapCTBEHHbIX MpenapaTtoB Ha YHUYTOXeHue, B TeyeHne 5 paboumx gHenm c pathbl
nonyyYyeHnst akta 06 yHUYTOXEHUN NPeAcTaBnsAeT B CUCTEMY MOHUTOPUHIa CBeAEHMWS, NPeAyCMOTPEHHbIE MYHKTOM
4 npunoxeHus N 4 kK HacTosweMy [onoxeHuto.

49. Cyb6bekT obpalleHns nekapCTBEHHbIX CPeaCcTB, OCYLLECTBNSALWNA BbIBOL U3 000poTa fekapCTBEHHbLIX
npenapaToB NyTEM OCYLUECTBIEHUS] peaKcrnopTa, B TeveHne 5 paboumx OHEN CO OHS pelleHus O peakcropTe,
MPUHATOrO TaMOXEHHbIMWM OpraHamu, NpeacTaBnsieT B CUCTEMY MOHUTOPUHIa CBEAEHWs, NpeayCMOTPEHHbIe
nyHkToM 9 npunoxeHusa N 3 kK HacTosLeMy MonoxeHutio.

50. lMNpwu ocywecTBneHnn NOBTOPHOrO BBOAA B OOOPOT JIEKAPCTBEHHbIX MpenapaToB CyObekT obpalieHus
NeKapCTBEHHbIX CPeacTB, paHee OCYLLUECTBMBLUMI BbIBO4 M3 000OpOTa NeKapCTBEHHbIX MpenapaTtoB UMM BbIMyCK
Takux nekapCcTBEHHbIX NpenapaTtos 3a npegenamun Tepputopumn Poccuiickon ®enepaunn (B criyyae BbiBO3a paHee
BBe3€eHHbIX B Poccuiickyito Pepepaumm nekapcTBEHHbIX NpenapatoB), B TedyeHue 5 paboymx OHew ¢ gatbl
COOTBETCTBYIOLLIEN onepaLun npeacTaBnseT B CUCTEMY MOHUTOPUHra CBeAeHUs, NpeayCMOTpeHHble NyHKTOM 14
npunoxeHns N 3 k HacTosLemy [NonoxeHuio.

51. CyObekTbl o0bpaleHns neKapCTBEHHbIX CPeAcCTB, OCYLIECTBNAKLWME PO3HUYHYHO  TOPrOBIIKO
NeKapCTBEeHHbIX npenapartoB n OTnyCK NeKapCTBEHHbIX npenapartos, MapKMPOBaHHbIX cpencrtesamu
noeHTurkaummn, oTpaxarT MHOpPMaLUI0 O BbiIBOAE 13 060poTa NeKapCTBEHHbIX NpenapaToB C UCNOSIb30BaHNEM
KOHTpOHbHO—KaCCOBOVI TEXHUKN.

CyGbekTbl obpalleHUsi NeKapCTBEHHbIX CPeACcTB, He OCYLUECTBISOWME OeSTENbHOCTb MO PO3HUYHOWA
TOproBre fekapcTBEHHbIMM NpenapaTaMu Npyu BbiBoge M3 0bopoTa NeKapCTBEHHbIX NMpenapaTtoB NyTem oTrnycka
GecnnaTHO UMM CO CKUAKOM NEeKapCTBEHHbIX MPenapaToB Mo peuenTy Ha fieKapCTBEeHHbIe npenaparbl Uin oTrnycka
riekapCTBEHHbIX MpenapaTtoB, NPeACTaBnsAlT MHOPMaLUNo 0 BbiIBOAE M3 060poTa fieKapCTBEHHbIX NMpenapaTos B
CUCTEMY MOHMTOPWHIa C MCMOSIb30BaHWEM PErmcTPaToOpoB BbIOLITWS, MPEACTaBMSEMbIX ONepaTopoM CUCTEMbI
MOHUTOPUHra.

OcHalleHne cyObekTOB OOpalleHust neKapCTBEHHbIX CPEACTB, OCYLLECTBNSKLWMX BbiBog M3 obopoTa
riekapCTBEHHbIX NpenapaToB NyTeM OTnycka 6ecnnaTHO UM Co CKUAKOW rekapCTBEHHbIX NpenapaTtoB Mo peuenty
Ha nekapCTBEHHblE MpenapaTbl UK OTMyCKa NekapCTBEHHbIX NpenapaToB, YCTPOWCTBaMU pernctpaummn BbiObITUs
rlekapCTBEHHbIX MpenapaToB OCYLLECTBNSETCSA ONepaTopoM CUCTEMbI MOHUTOPUHIA Ha 6e3B03Me3aHON ocHoBe. B
Lenax Takoro ocHalleHusl cyObekTbl 0bpalleHusi NekapCTBEHHbIX CPEACTB 3akftoyalT C OnepaTopoM CUCTEMbI
MOHMTOPUHIra [OroBOpbl, B TOM YUCIle COAEep)KalluMe YCroBUS NpefocTaBfieHUs Takoro obopyaoBaHWS U ero
pernameHTHOro obcnyxmeaHust Ha 6€3B03Me3aHO OCHOBE.

TunoBas opma Takmx [0oroBopoB YyTBepxaaercas MUHMCTEPCTBOM MNPOMBILLFIEHHOCTU W TOProBnu
Poccuiickon ®egepaumn.

Mocne npepocTaBneHus cyobekTy obpalleHus nekapcTBEHHbIX CPEACTB YCTPONCTBA perncTpaumm BolobiTus
onepaTop CUCTEMbl MOHWUTOPUHra B TeyeHMe 5 pabounx OHEN perucTpupyet npenocTaBlieHHOoe YyKasaHHoe
YCTPOWCTBO B CUCTEME MOHUTOPMHra.

52. CybbekTbl obpalleHusi NeKkapCTBEHHbIX CPEACTB MNpu  OOHapyXeHun owuboKk B CBEeAEHUSIX
(HeooCTOBEPHbIX CBEAEHUI), NPeaCcTaBNEHHbIX UMW B CUCTEMY MOHUTOPUWHIA Npv BBOAE B 060POT NekapCTBEHHbIX
npenapatoB U 06OpPOTE NEKapCTBEHHbIX NpenapaToB, NPeacTaBnslOT B CUCTEMY MOHWUTOPUHra WMHOpMaLmio,
HeobxoouMMyl0 OIS UCMpPaBfeHUsT yKasaHHbIX OWMOOK B CBeAEHWsIX (HEQOCTOBEPHLIX CBedeHun) (nanee -
ncnpaeneHne owmnbok).

CybbekTbl obpalleHns nekapcTBEHHbIX CPEACTB BMpaBe BHECTU UCMpaBReHUst OWNBOK A0 TOro MOMEHTA,
Korga OHW Obinn yBeOMIIEHbI O HasHA4YeHWM B OTHOLLEHWM HUX NMPOBEPKMW, OCYLLECTBMNSIEMON B YCTAaHOBMEHHOM
nopsigke ®enepansHon cnyxbow No Haa3opy B cepe 34paBOOXpaHeEHUs, No dakTy NpeacTaBneHnss cyobekTamm
obpalLeHns nekapCTBEHHbIX CPEACTB OLNBOYHBIX (HEAOCTOBEPHbIX) CBEAEHMUN.

B cnyyae ecnu B npeacTtaBrneHny CBEOEHWUI, B KOTOPbIX OBGHapyXeHbl OWMOKN (HE4OCTOBEPHbIE CBEAEHWUS),
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yyacTBOoBanu Apyrme cyObekTbl 0oOpalleHWsi NeKapCTBEHHbIX CPEACTB, TO MCMpPaBreHUs OWMOOK cuMTaroTcs
NPUHATLIMW  MOCNEe MOATBEPXOEHUS [OOCTOBEPHOCTU MpeACTaBreHHbIX WCMNpaBneHWin OLWMOOK B CUCTEME
MOHWUTOPWUHIra BCEMW yYaCTHUKAMW NPELCTaBMNEHUS CBEAEHWUIA, B KOTOPbIX OGHapyXeHbl oWwnbku (HeJOCTOBEPHbLIE
cBefeHus).

B cuctemy MOHMTOpMHra BHOCATCH Credylolime MWCnpaBreHnss ownboKk B OTHOLWIEHUW COBCTBEHHbIX
onepauun:

OTMeHa CyObeKkToM obpalleHUsi NekapCTBEHHbIX CPeACTB paHee 3aperucTpupoBaHHol onepauun (B crnyyae,
ecnv Trocre Takol onepauuMu He OblM COBEpLUeHbl AeNCcTBMSA C MNepexogoM npaBa COOGCTBEHHOCTM Ha
rniekapcTBeHHble Npenaparbl);

OT3bIB COOOLEHNsT 06 OTrpy3ke reKkapCTBEHHbIX MnpenapaToB cybbekToM obpalieHus nekapCTBEHHbIX
cpeacTe - OTNpaBUTENIEM TaKOro COOOLLEHMs, MepedaHHoro nosyvaTento NekapCTBEHHbIX npenapaToB. Takas
KOpPPEKTUPOBKa BO3MOXHA [0 MNepefadv CBedeHWid O NoATBEpXAEHWMM nepedadn fiekapCTBEHHOro npenaparta
OpYrMM cyObekToM 06palLeHNst NTeKapCTBEHHbIX CPEACTB;

oTka3 cyObekTa obpalleHWst NeKapCTBEHHbIX CPeACTB - TonyvyaTens feKkapCTBeHHbIX MpenapaTtoB OT
MPUEMKM JIeKapCTBEHHbIX MNpenapaToB. Takas KOPPEeKTUpPOBKAa BO3MOXHA [0 Mepedayn CcBedeHWn o
NOATBEPXKAEHUN Mepefayy JiekapCTBEHHOrO npenapaTa ApyrMM CyObekTom obpalleHust reKkapCTBEeHHbIX
npenaparos.

53. BrnokMpoBka MPUHATUS CUCTEMOW MOHMTOPMHra CBeAeHWMA O BBOAE B 0O0OOPOT NeKapCTBEHHbIX
npenapatoB, 06 obopoTe M (MnM) O BbiBOAE M3 0DOpOTa NEKApCTBEHHbIX MpenapaToB (ganee - OMoknpoBka)
OCYLLIECTBISIETCS B aBTOMATMYECKOM peXUMe MO fpasBunamM, yctaHaBnvBaembiM depepanbHoi criyxGon no
Haa3opy B cdepe 34paBOOXPaAHEHNS.

lMepeyeHb NpUynH GIOKMPOBKKN NpuBeaeH B npunoxeHun N 7.

an yCTpaHeHun Cy6beKTOM o6pau.|,eH|/|ﬂ NeKapCTBEHHbIX npenapaTtoB NMPUYnH, NOCIYXUBLUNX OCHOBaHUEM
ana 6J'IOKVIpOBKl/I, OTMEHa 6J'IOKVIpOBKVI OCyLLEeCTBIIAETCA B aBTOMAaTU4E€CKOM pexnme.

B oTpenbHbIX criyyasx, nepeveHb KOTopbIx onpegensetca denepanbHon cnyx0or no Hag3opy B cdepe
34paBooXpaHeHns, Nnpu 6NoKMPOBKE JONYCKaeTCs BO3MOXHOCTb Nepeaayn CBedeHU 0 BO3BpaTe NeKapCTBEHHbIX
npenapaToB MNOCTaBLUMKY, O Nepegade NeKapCTBEHHbIX MpenapaTtoB Ha yHU4YToXeHue un (unv) o6 mHoM Buae
BbIBOZA U3 060pOTa NeKapCTBEHHbIX NPenapaToB.

BrokupoBka 1 0TMeHa GOKMPOBKM MOTYyT BBOAWUTHLCS B OTHOLLUEHUM eOMHWLbI TeKapCTBEHHOro npenapaTa,
napTUX NEeKapCTBEHHbIX NpenapaToB UMM CEPUN NEKAPCTBEHHBIX NPernapaToB.

VII. Mopsapok npegocTaBneHusi uHcpopmaumm, cogepxawiemcs
B CUCTEME MOHUTOPUHra

54. [locTyn 3avMHTEpecoBaHHbIX B MOMyYeHUUM MHOPMALUN U3 CUCTEMbl MOHUTOPUHra OU3NYECKUX WU
lopuaudecknx nuy, denepanbHbiX OpraHoB WUCMNOMHUTENBHOM BracTW, OpPraHoB rocydapCTBEHHOW BRacTu
cybvektoB Poccuiickon Pepepaumm u opraHoB MECTHOro camMoynpaBrieHust obecneymBaeTcsl onepaTopom
CUCTEMbl MOHWTOPWMHIa MO cornacoBaHuio ¢ MuHucTepcTBOM 3gpaBooxpaHeHus Poccuiickon ®egepauuun u
depepanbHoi cnyxbor No Hag3opy B cdepe 30paBoOOXPaHEHNS.

55. [octyn Kk wHcopmaumm, copepxalencsa B cCUCTEME MOHUTOpuHra, obecneymMBaeTca onepaTopom
CUCTeMbl MOHUTOPUHIA C y4eTOM creayromnx NOMNOXEHWIA:

a) poctyn defepanbHbiX OpraHoB UCMOMHUTENBLHOW BRacTW, OpraHOB rocy4apCTBEHHON BNacT cybbekToB
Poccunckon depepaumm M OpraHoB MECTHONO CaMOYMpaBfieHWsi B OTHOLUEHUW COOEpXallenca B cucteme
MOHWUTOPUHra MHGOPMAaLIMM OCYLLECTBINAETCA B TOM 4YMCNE MOCPEACTBOM WMHAPACTPYKTYypbl, obecnedvmBarolen
MHOPMALIMOHHO-TEXHONOMMYECKOE  B3aMMOZENCTBME  MHAOPMALMOHHBIX ~ CUCTEM,  WUCMOMb3yembiX AN
NpeaoCTaBneHnst roCy4apCTBEHHbIX M MYHULMMAMNbHBIX YCAYT U UCMOMTHEHWS TOCYAapCTBEHHbIX U MyHULMNAMNbHbIX
YHKLUNIA B 3N1EKTPOHHOM bopMme;

Ctpannua 19 ns 42



MocTtaHoBneHwne MpaButenbcTea PP ot 14.12.2018 N 1556
"O6 yTBepxaeHumn MNMonoxeHns o0 cucTteme MOHUTOPUHIa ABUXKEHUSI
NeKapCTBEHH. ..

©) pocTyn cyGbEKTOB ObpalleHnsa nekapCTBEHHbIX CPeacTB, NPeaCTaBnaoWmMX NHHOPMaLMIO ANS BHECEHUS
B CWUCTEMY MOHWUTOPWUHra, B OTHOLUEHUW NPEACTABMEHHON VMW WHOpPMaUUM U HOPMATUBHO-CNPABOYHOWN
nHdopmaumm, codepallencss B CUCTEME MOHWUTOPWHIA, OCYLLECTBMSIETCA 4epe3 IU4YHbIA KabuHeT cybObekTa
obpalleHnsi nekapCTBEHHbIX MpenapaToB WNN NOCPEACTBOM MH(OPMALMOHHBIX 3MEKTPOHHbLIX CEPBUCOB C
NCMNONb30BaHMEM CTaHAAPTHbIX NPOTOKONOB U MHTEP(ENCOB SMIEKTPOHHOIO B3aUMOOENCTBUS;

B) AOCTYN rpaxaaH B OTHOLIEHWM coaepXallencsi B CUCTEME MOHWUTOPUHra WHdopMauuuM npu nposepke
cpeactBa maeHTUMKaUMM OCYLLECTBNAETCA B TOM YMCRe C MWCNONb3OBaHMEM canTa onepaTtopa CUCTEMb
MOHUTOPWHra B MHPOPMaLMOHHO-TENEKOMMYHUKALMOHHOM ceT "UHTEpHET" 1 MOBUMBLHOIO NPUOXKEHWS.

56. MoGunbHOe npurioKeHne Mpu MpoBepke cpefAcTBa WAeHTUdMKaUMM obecreyvBaeT B TOM u4WChe
crieaytoLme BO3MOXHOCTU CUCTEMbI MOHUTOPUHTA:

a) cyMTbiBaHWe CPeacTB MAEHTUMMKaUMM CO BTOPWUYHOM (NOTPEBUTENbCKOM) YNakOBKM FeKapCTBEHHOrO
npenapara (B cny4ae ee OTCYTCTBUS - NEPBUYHON YNaKOBKWN NeKapCTBEHHOro npenapaTa);

6) 0T06pa>|<eHV|e pe3ynbTaTtoB NPOBEPKM cpeacTea VI,EI,eHTVICbVIKaU,I/IVI B CUCTEME MOHUTOPUHra;

B) BO3MOXHOCTb HanpaBfieHUs CBEOEHUA B CUCTEMY MOHWTOPMHIA O HapyLUeHUSAX Mopsaka MapKUpOBKU
nekapcTBEHHbIX NpenapaTos.

57. CybbekT obpalleHns neKapCTBEHHbIX CPEACTB MOXET MOMyyYUTb [OOCTYN KO BCEM 3NEKTPOHHBLIM
OOKyMeHTaM, nepefaHHbiM MM B CUCTEMY MOHUTOPWUHrA, a Takke K 3NEKTPOHHbIM [OKYMEHTaM, CO3[4aHHbIM
CUCTEMON MOHWUTOPMHra No pesynbTatam o6paboTkum MNOMy4veHHbIX OT CyObekTa obpalleHust NeKapCTBEHHbIX
CpPeacTB AOKYMEHTOB.

VIIl. OnepaTtop cUCTeMbl MOHUTOPUHrA

58. OnepaTop CMCTEMbI MOHUTOPUMHIa MO cornacoBaHnilo ¢ MMHUCTEPCTBOM 3apaBooxpaHeHus Poccuinckon
®epepaumun n depepansHoi cnyxbon no Haa3opy B cdepe 3apaBooxpaHeHnst obecneynBsaer:

a) cosgaHue, pasBWTWe, BBOA B 3JKCMlyaTauuio, SKCMnyaTauuio M BbiBO4 W3 3JKCriyaTauuu CUCTEMbI
MOHWUTOPUHra, MPeAoCTaBreHne MHOPMaLMKU, COAepKallencs B CUCTEME MOHWUTOPMWHIa, M B3aMMOAEWCTBUE
CUCTEeMbl MOHUTOPUHIA C UHBIMU MHPOPMALIMOHHBIMY CUCTEMAMU;

6) peanusauuilo MexaHW3MOB OGLLECTBEHHOTO KOHTPOMS, BKMHOYas MNpuem WHGopMauuuM o pesynbTaTtax
NPOBEPKN CPeacTB WAeHTUdMKAUMM U Kanobbl U3NYECKMX W IOPUOMYECKUX NUL, WUHOMBMAOYaNbHbIX
npegnpuHMMaTenen, xpaHeHue, ob6paboTky U nepefadvy 3Toli MHOPMAaUMU B YNONHOMOYEHHblE chefeparnbHble
opraHbl UCMOSTHUTENBHOW BacTy.

59. Onepatop CUCTEMbI MOHWUTOPWHIA HECET OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuinckon ®egepauum:

a) 3a XpaHeHune BCeX AOaHHbIX W« 3anucen TpaH3aKLI,I/Il71 B 0ase AaHHbIX, perncTtpupyemMmbix B CUCTEME
MOHUTOPUHTA;

6) 33 LENOCTHOCTb, COXPAHHOCTb U HEMPOTMBOPEYMBOCTb MHCGOPMAaLMK B CUCTEME MOHUTOPUHTA;

B) 32 BeleHME 1 XpaHeHUe eQnHbIX PEecTpoB, CNpaBOYHO-HOPMATUBHOM MHpopMaLIMK, KraccudmKaTopoB U
dopmaToB 06MeHa AaHHbIMU;

r) 3a 6ecrnepebonHy0 1 OTKa30yCTOMUYMBYHO paboTy CUCTEMbI MOHUTOPUHTA;

,U,) 3a BOCCTaHOBIIE€HNe pa6OTOCﬂOCO6HOCTM CUCTEeMbl MOHUTOPUHIA U €€ KOMIMOHEHT nocrne ycTpaHeHusa
cboeB npn ycnosmnm noJIHONo ycCTpaHeHua MNpu4nH, Bbl3BaBLUUX cbon, a Takke 3a COXpaHeHne uUeJNloCTHOCTU
YCTaHOBJIEHHbIX Ha CepBepax NporpaMmMHoO-TEXHNYECKUX CpeancTB n 0a3 gaHHbIX;

€) 3a CTPYKTypHOe pe3epBMpOBaHWe, aBTOMaTMYecKoe BbisIBNeHMe (haKkTa oTkasa CepBepHOro ysna u
nepeknioveHne 3afjad Ha [OpYroil  CepBepHbI  y3en, a Takke 3a Hanuume pesepBUPOBaHHOMO U
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AVBepCcHdULMPOBAHHOrO Mo NOAKIMIOYEHMIO K NpoBaiigepam ceTeBoro AocTyna;

X) 3a MHOPMaLMOHHYO 6e30MacHOCTb U 3aWUTy AaHHbIX OT HECAHKLMOHMPOBAHHOIO AOCTyNa U yTeYKM
MHdopMaLuu;

3) 3a KOHCYNMbTAUMOHHYIO U TEXHWYECKYID NOAAEPXKY CyObekToB oOpalleHWsi NneKapCTBEHHbIX CPeacTB
CMCTEMbl MOHUTOPWHIa U MOBOWIBHOrO NPUNOXEHWS ANns pruanyecknx nuu;

1) 3a c6op 1 aHanM3 oGpaLLeHNI IPUANYECKUX U PU3NYECKMX NUL, UHAVBUAYANbHBLIX NPeAnpuHMMaTenei ¢
Lienbio NOCTaHOBKM 3a4ay Ha OopaboTKy U ModepHM3auuio 6a3 AaHHbIX.

Mpunoxexne N 1

K [MonoXxeHuo 0 cMCTEME MOHUTOPUHIa
OBWKEHWs NTEKapCTBEHHbBIX NpenapaTos
AN MeANLIMHCKOro NPUMEHEHNS

CBEOEHUA,
NPEACTABNAEMbIE rOCYOAPCTBEHHbIMU UH®OPMALIMOHHbIMU
CUCTEMAMU ®EAEPAJIbHbIX OPFAHOB UCMOJTHUTENIbHOW BIIACTU
B CUCTEMY MOHUTOPUHIA OABUXEHUA IEKAPCTBEHHbLIX MPENAPATOB
anAa MEANMUUHCKOIo NPMMEHEHUA, A TAKXE CBEOEHUA, NEPEOABAEMbIE
N3 CUCTEMbl MOHNTOPUHIA OBUXXEHUA NEKAPCTBEHHbIX NPEMAPATOB
ansda MEAMUUHCKOI o NPUMEHEHUA

1. s EguHoro peectpa nuUeH3W Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPeacTB ANA uener nepegayu
MHOPMaLMM O NULLEH3USX HA NMPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB MPOU3BOAUTENS JIEKAPCTBEHHbBIX CPEACTB,
ABMNSOLLErocs opraHu3auven, npv3HaBaemow HamnoroBbiM pe3vgeHTom Poccuickon ®epepaumm, B cuctemy
MOHWUTOPUHIra [OBWXEHUS FeKapCTBEHHbIX MpenapaToB ANs MEeOUUWHCKOro MpuMeHeHus (ganee - cuctema
MOHWTOPWHra, NeKapCTBEHHbIE NpenapaThbl) NPeacTaBnsTCAa cneayowme CBeAeHNS:

a) naeHTNMKaLNOHHBIN HOMEP HanoronnaTenbLMKka NPON3BOAUTENS NEKAPCTBEHHbIX CPEACTB;

©) OCHOBHOW roCcy4apCTBEHHBIN PErMCTPALIMOHHBIN HOMEP NPOU3BOAUTENS NTEKAPCTBEHHbIX CPEACTB;

B) HAMMEHOBaHMe NPOU3BOANTENS NEeKapCTBEHHbIX CPEaCTB;

) HOMep nuLeH3uu;

[) AaTa BblAaun NiUEeH3nu;

€) cTaTyc AeNCTBUS NULEH3NN;

X) OaTa M3MeHeHus ctaTyca OEeNCTBUS NULIEH3NN;

3) agpec MecCTa OCYLECTBMEHUA [OeATEeNbHOCTM COrfacHo nuueHsun (rnobanbHbli  YHUKaMbHbIN
naeHTudumkaTop agpecHoro obbekta B eaepanbHon WMHPOPMALMOHHOMW afpecHO CUCTEME M onucaHue
agpecHoro obbekTa);

n) nepeyeHb paboT 1 ycnyr, NpeayCMOTPEHHbIX NNLIEH3NEN;

K) NepeyveHb nekapCTBEHHbIX (DOPM, MPeayCMOTPEHHbIX NINLEH3NEN;

n) pononHuTensHoe onncaHne no pabotam (ycnyram).

2. V13 eanHoro peectpa NUUEH3UA, B TOM YMCre NULEH3UNA, BblAaHHbIX OpraHamMmu rocyaapCTBEHHON BMacTu
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Cy6'beKTOB Poccuiickon Cbe,qepau,ww B COOTBETCTBMM C nepegaHHbIM MNojiHOMo4nemMm no JnMueH3npoBaHUO
OTAENbHbIX BUOOB OEATENIbHOCTU B ccbepe OXpaHbl 300pPOBbA, ONnA uenen nepegayun I/IHC*)OpMaLI,VII/I O NMNUEH3NAX
Cy6'beKTOB o6pau.|,eHM;| NEeKapCTBEHHbIX CpPeacTB, ABNAKLWIUXCA OpraHu3daunamMmm, npu3HaBaemMbiMU HaroroBbiM
pe3naeHTom Poccuiickon (Deﬂ,epaLl,Vll/I, mnn nHonBuayarnbHbiIMM npegnpuHUMartenamm, B CUCTEMY MOHUTOPUHIa
npeacraesnAaAlTCA criegyrumne cBeeHnA:

a) MOeHTUMUKALMOHHbI HOMep HanoronnaTenblnKka cyobekTa o6palleHust NeKapCTBEHHbIX CPEaCTB;
©) HOMep NuueH3uy;
B) AaTa Hayana gencTBus NULIEH3NuK;

r) agpec MecCcTa OCYL|EeCTBMEHUA [OeATENbHOCTM COrnacHo nuueH3umn (rnobanbHbll  YHUKAmNbHbIN
naeHTudmkaTop agpecHoro obwekta B dheaepanbHon MHPOPMAaLMOHHON agpecHO CUCTEME U ONUCaHMWE);

) cTatyc 4encTBUSA NUUEeH3nn (ngeHTudmkaTop 1 onmcaHme);
€) JaTa N3MeHeHus cTaTyca AENCTBUSA NULEH3UNY;
X) nepeyveHb paboT 1 ycnyr, NPeAyCMOTPEHHBIX NNLEH3Ne (MaeHTUdMKaTopbl U onucaHue).

3. U3 eguHon rocygapcTBEHHOW MH(OPMaUMOHHOW cucTeMbl B cdhepe 3apaBoOOXpaHeHus AN uenen
OnMcaHWs NekapcTBEHHbIX NpenapaToB B CUCTEMY MOHUTOPWHIa NpeacTaBnsoTCcsa cnegyowme cCBeaeHns:

a) yHMKaJ’IbeIVI VIJJ,EHTVI(*)VIKaTop 3anmcn B €O0UMHOM  CTPYKTYpUpOBaHHOM  ChpaBOYHUKE-KaTasnore
JNeKapCTBEHHbIX NMpenapaToB;

6) HOMep pervcTpaLnoHHOTO YAOCTOBEPEHUS NEKaPCTBEHHOrO Npenapara;
B) AlaTa rocyqapCTBEHHON perucTpauun NekapcTBEHHOro npenapara;
r) cTaTyc A4eWCTBUSI PerncTpaLmMoHHOrO YA0CTOBEPEHUS NTEKAapCTBEHHOTO Npenapara;

,U,) MeXayHapogHOe HenaTteHToBaHHOe, Wnn  rpynnMpoBoYHOE, WM XMMUYEeCKoe HauMeHOBaHue
NeKapCTBEHHOIo npenapara,

€) HauMeHOBaHVe [JepxaTens WM Bragenbla PerncTpaumoHHOrO YAOCTOBEPEHUS J1IeKapCTBEHHOIO
npenapara;

X) CTpaHa perucrpauun aepaTens Wnu Brnafenbla perncTpaLmMoHHOro YAOCTOBEPEHMUSI NeKapCTBEHHOro
npenapara;

3) Koo Hanoronnartenblyka [OepxaTenst WnM  Bnagenbla  pPerucTpauyoHHOrO  YAOCTOBEPEeHus
rneKkapcTBEHHOro npenapaTa B CTpaHe perucTpaumu;

I/I) NPU3HaK Hann4na JeKkapCTBeHHOro npenapara B nepe4yHe >XWU3HEHHO HeobXoOMMbIX U BaXXHEWLUNX
NeKapCTBEHHbIX NMpenapaToB;

K) TOProBoe HaumeHoBaHWe fiekapCTBEHHOro npenapara;

n) NepBuYHas ynakoBka NnekapcTBEHHOro npenapara;

M) KOMMYeCTBO NlekapCTBEHHON DOPMbI B MEPBUYHON YNAKOBKE;

H) BTOpu4Has (NnoTpebuTtenbckas) ynakoBka fiekapCTBEHHOro npenapara (npy Hanu4uu);

0) KONMWYECTBO MEPBMYHONM YMNaKOBKM JIEKAPCTBEHHOTO MNpenapaTta BO BTOPUYHOW (MOTPeGUTENbCKOA)
ynaKkoBKe feKapCTBEHHOro npenapata (Npu Hanmuum);

n) nekapcteBeHHast hopma;
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p) KONUYECTBO eQUHMUL, U3MEPEHNS JO3UPOBKU NIEKAPCTBEHHOTO Npenapara;

C) HanmeHoBaHWe cybbekTa obpalleHUsi NeKapCTBEHHbLIX CPEACTB, OCYLLECTBSOLLEro acoBKy (YNakoBKy)
NeKapCTBEHHbIX MpenapaToB BO BTOPUYHYIO (MOTPEOUTENBCKYIO) YNAKOBKY FIEKAPCTBEHHOrO npenapara (B cnyyae
ee OTCYTCTBUS - NEPBUYHYHO YNAKOBKY JIEKAPCTBEHHOrO NpenapaTta);

T) KO HamnoronnaTenblmnka cydbekTa obpalleHns NnekapcTBEHHbIX CPeacTB, OocyLlecTBrsowero ¢acoBky
(ynakoBKy) nekapCTBEHHbIX NpenapatoB BO BTOPUYHYIO (NOTPeObMTenNbCKyo) yNakoBKy NekapCTBEHHOro npenaparta
(B cnyyae ee oTCYTCTBUS - MEPBUYHYIO YMAKOBKY NeKapCTBEHHOMO npenaparta), B CTpaHe peructpauuu;

y) cTpaHa peructpaumMm cybbekta obpalleHusi NeKkapCTBEHHbIX CPEeACTB, OCyLlecTBrstowero ¢acoBky
(ynakoBKy) nekapCTBEHHbIX MpenapaTtoB BO BTOPMYHYHO (MOTpPeOUTENbCKY0) yNakoBKy NEKAapCTBEHHOrO npenapaTa
(B cny4ae ee OTCYTCTBMS - NEPBUYHYIO YNAKOBKY NIEKAPCTBEHHOrO npenapara);

@) agpec MecTa OCYLECTBMEHUS [OEATENbHOCTM CcyObekTta oOOpalleHuss neKapCTBEHHbIX CPeACTB,
OCyLLEeCTBNSAOLEro hacoBKy (ynakoBKy) NeKkapCTBEHHbIX NpenapaTtoB BO BTOPUYHYHO (MOTPEOUTENBCKYHO) yNakoBKy
NeKapCcTBEHHOro npenaparta (B criydae ee OTCYTCTBMS - MEPBUYHYIO YMAKOBKY J€KapCTBEHHOro npenaparta),
yKa3aHHbIV B MNMLEH3UM Ha MPOU3BOACTBO NEKAPCTBEHHbIX CPEeACTB MPU HanNU4Mn Takon nuueH3um (rnobanbHbIn
YHUKanNbHbI MOEHTUdUKATOP agpecHoro obbekta B dedepanbHON MHGOPMAUMOHHOW agpecHoOn cucteme U
onucaHme);

X) HanmeHoBaHune Cy6beKTa 06paLLI,eHVI$'-| NlekapCTBeHHbIX CpencTs, ocyuwecTBndwowero craguo
BbIMyCKakLWero KOHTPOnA Ka4ecTtBa,

L) ko4 HanoronnaTenblUuka cyGbekTa obpallleHNsl NEeKapCTBEHHbIX CPEACTB, OCYLLECTBIISAOLWEro craguio
BbIMYCKalOLLLEro KOHTPOSA KayecTBa B CTpaHe perucrpauuy;

Y) cTpaHa perucTpaumMn cybbekTa obGpallleHVs! NeKapCTBEHHbIX CPEeACTB, OCYLLECTBAIOLWIEro CcTaguto
BbIMyCKaloLLLero KOHTPOMs KayecTBa;

W) agpec MecTa OCYLeCTBNEeHUs pAesaTenbHOCTN cybbekta obpaleHns nekapCTBEHHbIX CPeAacTs,
OCYLLIeCTBMSAIOWErO NPOM3BOACTBEHHYIO CTAAMIO BbIMyCKalOLWEro KOHTPOMS KayecTBa, YKasaHHbIA B MNULEH3UN Ha
NPON3BOACTBO NEKAPCTBEHHbIX CPEACTB NPW HAaNU4Mn Takon NUUEeH3nu (rnobanbHbIv YHUKaNbHbIA naeHTUduKaTop
agpecHoro o6bekTa B heaepanbHOn MHPOPMaLMOHHON aapecHON CUCTEME U ONUCaHKne);

L) gaTa perncrpauum npeaensHom LIEHbI Ha NIEKAPCTBEHHBIN Npenapar;
bl) NpegernbHasi 3aperncTpnpoBaHHas LieHa B pyornsx.

4. M3 EguHoro rocygapcTBEHHOTO peecTpa topuandeckMx nuu M EauHOro rocypapcTteBeHHoro peectpa
nHOMBMAYanbHbIX NpeanpuHUMaTenieil CoOTBETCTBEHHO B LENAX MNOATBEPXKOEHWA OOCTOBEPHOCTU CBeOEeHWUl O
rocygapCTBEHHON pernctpauuy cybbekToB obpalleHUsi NeKapCTBEHHbIX CPeACTB, SIBMSOLWMXCS OpraHu3auusiMu,
npuaHaBaeMbIMU HanoroBbIM pe3naeHToM Poccuiickoi denepauum, unu VHOMBVAYaNbHbIMM
npeanpuHMMaTensaMn, B CUCTEMY MOHUTOPUHIa NpeacTaBnsaTCs crieaylolwmne CBeaeHNs:

a) MAeHTNMUKaLMOHHBIN HOMEp HanoronnaTenbLuka cybbekta obpalleHns nekapCTBeHHbIX CPeacTs;
6) ko4 HanoroBoro opraHa;

B) KOA cTaTyca lopuanyeckoro nuua unm MHAMBMAYaneHOro npeanpuHUMaTens;

r) HaMmeHoBaHWe cybbekTa obpalleHns nekapCTBEHHbIX CPEACTB;

A) cTaTyc 3anncu o permcTpaumm Iopuanyeckoro nuua unv MHAMBMAyanbsHoro npeanpuHumaTens;

€) cBefeHus 0 pykoBoguTene cybbekrta obpalleHus nekapCTBEHHbIX CPeacTB unu 06 nHanBMayanbHOM
npegnpuvHuMmarene.

5 W3 rocygapCTtBeHHOro peecrtpa akKKkpeOuTOBaHHbIX cbvmmanos, npencTtaBuUTENbCTB  MHOCTPAHHbIX
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IOPUONYECKUX MWL, B LENax MNoATBEepPXAeHUA [OCTOBEPHOCTU CBEAEHW O peructpaumu npeactaBUTEnbCTB
MHOCTPaHHbIX OpraHu3auui, SBNSIOWNXCA AepxaTensaMu unu BragenbuaMy perMcTpauyMoHHOro yaoCTOBEPEHUS!
neKkapcTBEHHOro npenapara, Ha TeppuTopun Poccuiickoit defepauum B cMCTEeMY MOHUTOPUHIa NpeacTaBnsoTcs
crieayloLme cBeaeHns:

a) MOEHTUUKALMOHHbBIA HOMEP HanoronnaTenbLMKa NpecTaBUTENbLCTBA;
©) kog, HaNoOroBOro opraHa y4yeta NpPeacTaBUTENLCTBA;

B) HAaUMeHOBaHWe NPEACTaBUTENbLCTBA;

r) HoMep 3anucu o6 akkpeguTauuu;

4) cBeaeHus 06 MHOCTPaHHOW opraHunsaumy;

€) KOf, COCTOSIHMS akkpeamTauuu;

) CBeleHUs1 0 pyKoBoAUTENeE NPeaCcTaBUTENbCTBA.

6. W3 nogcuctembl  "MOHUTOPMHI  KayecTBa JIEKApCTBEHHbIX  CpeacTs”  aBTOMaTU3MPOBAHHOWM
NMHOPMaLMOHHONW cucTeMbl DeaepansHon cnyxBbl N0 HaA30py B chepe 3apaBooxpaHeHus B Lensax obecnedyeHuns
6es3onacHOCTM B CUCTEMY MOHWUTOPMHra NPeAcTaBnsAlTCA chnegylowme cBegeHus O BpemMeHHOM BbiBoge (06
OTMEHe BPEMEHHOro BbiBOAA) U3 OOpalleHWss NeKkapCTBEHHbIX MpenapaToB MO UHMUMaTUBE YMNOHOMOYEHHOro
dhegepansHOro opraHa UCNOMHUTENBHOWN BriacTu:

a) pgaTta, C KOTOpoil Heobxogumo oGecneunTb BPEMEHHLIM BbIBOA4 (OTMEHYy BpPEMeHHOro BbiBOAaA)
rnekapCTBEHHOro npenapara 13 obpalleHus;

6) HOMep pervcTpaLnoHHOTO YAOCTOBEPEHUS NEKaPCTBEHHONO Npenapara;
B) AaTa rocyqapCTBEHHOM perncrpauum NekapcTBEHHOIo nNpenapara;

r) OCHOBaHME BPEMEHHOro BbiBOAa (OTMEHbl BPEMEHHOrO BbIBOA4A) W3 OOpalleHus NEKapCTBEHHOro
npenapara;

) PEKBU3UTbI [OOKYMEHTa O BpeMeHHOM BbiBode (06 OTMeHe BpEeMEHHOro BbiBoAa) M3 obpalleHus
nekapcTBEHHOro npenapara;

€) rmobanbHbIN NOeHTUMUKALNOHHBIA HOMEP TOProBOW e4MHULbI;
) HOMep NPON3BOACTBEHHOW Cepuu;

3) NAEHTMPUKALMOHHBIN HOMEpP HamnoronnaTenblMka cyobekTa obpalleHnst TIeKapCTBEHHbIX CPeacTB (ecnm
OCYLLECTBMSIETCA N3bATME TOMNBKO ¥ OOHOro cybbekTa obpalleHnss nekapCTBEHHbIX CPeacTB, a He M3bsTne BCEN
cepun (naptum).

7. V3 EguHOM aBTOMAaTU3MPOBAHHOW WHM(OPMALUMOHHON CUCTEMbI TaMOXEHHbIX OPraHoB C LENbto
npegynpexgeHuss n npeceyeHust NPecTynieHni W aaMWHUCTPATMBHBIX MpaBOHAPYLUEHWI, OTHECEHHbIX K
KOMMeTeHUMN TaMOXeHHbIX opraHoB Poccuiickon ®depepaunn, B CUCTEMY MOHWUTOPUHra MNpeacTaBnstoTCA
cnegyloLine cBegeHUs O NeKapCTBEHHbIX NpenapaTax, BBe3eHHbIX B Poccuiickyto ®egepaumto n noMeLLEHHbIX NMof,
onpenerneHHble TaMOXeHHble NPoLeAypbl, CoAepKallMecss B TaMOXEHHOW AeKrnapaumm Ha ToBapbl:

a) KoA TaMOXXEHHOro opraHa;
6) gaTa permcTpauuy TaMOXeHHOW AeKnapaLuun Ha nekapcTBEHHbIN npenapar;
B) perMcTpaunoOHHbIN HOMEP TaMOXEHHOW Aekrapaummn Ha nekapCTBEHHbIN npenapar;

I) CEPUINHBIN rNoBanbHbIN MAEHTUHOUKALMOHHBLIA HOMEP TOProBOW eAMHULbI;
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,El,) TaMOXeHHadA CTOMMOCTb, CTaTuctudyeckad CTOMMOCTb W (baKTypHaﬂ CTOMMOCTb JieKapCTBEHHOro
npenapara;

e) KOA CTpaHbl NpOnNCXoxXxaeHua JfiekapCTBEHHOIO npenaparta,

X) MOEHTUMDUKALUOHHBLIM HOMEp Hanoronnatenblimka cybbekta obpalleHus nekapCTBEHHbIX CpeacTs,
OCYLLIECTBMAIOLLEro BBO3 U AeKINapupoBaHne nekapcTBEHHOro npenapara;

3) Ko 3asdBNIEHHON TaMOXEHHOM npouenypbl B COOTBETCTBUN C KJ'IaCCVId)VIKaTOpOM BNAOOB TaMOXEHHbIX
npoeayp;

1) faHHbIe O BbIMyCke Arsi BHYTPEHHEro noTpebneHns nekapcTBEHHOro npenapara.

8. CucTemMa MOHUTOpPUHra B LENsX NpeayrnpexaeHus U NpeceyeHuss NpecTynneHnid U agMUHUCTPATUBHbIX
npaBOHapPYLUEHUA, OTHECEHHbIX K KOMMETEeHLUUN TaMOXeHHbIX opraHoB Poccuiickoin degepaumm, ocyllecTBnsieT
nepenadyy B EQMHYyl0 aBTOMatU3MpOBaHHYD WH(OPMAaUMOHHYI0O CUCTEMY TaMOXEHHbIX OpraHoB MO 3arnpocy
criegyloLme cBeeHNs O NeKapCTBEHHbIX NpenapaTax, BBe3eHHbIX Ha Tepputopuio Poccuiickon depepaumu:

a) MOEHTUMUKALMOHHBIA HOMep HarnoronnaTtenbliMka cyGbekTa obpalleHUsl NeKapCTBEHHbIX CpencTs,
ocylecTenaoLlero Beo3 B Poccuiickyio ®enepaumio n eknapupoBaHue NekapcTBEHHbIX NpenapaTos;

©) Koa cTpaHbl NPONCXOXAEHMS NIEKapCTBEHHOMO Npenapara;
B) rnobanbHbIi MAEHTUUKALMOHHBIN HOMEP TOProBOV €AnHULbI;

r) CEpUIHBIA rMobanbHbI NAEHTUMMKALMOHHBIA HOMEP TOProBOW €AMHWLbBI U TPYNMOBOW KOZ FpynrnoBoOw
YNaKoBKMW, B KOTOPON HAXoOUTCS BBEAEHHbIV B 060POT NIeKapCTBEHHbIV Npenapar;

[) cTaTyc NnekapcTBEHHOro npenaparta B CUCTEME MOHUTOPUHTA;

€) nepeyeHb CEPUIHBIX rNobanbHbIX UAEHTUUKALNOHHEIX HOMEPOB TOPrOBOW €AMHULBI, COAEPX)aLLMXCS B
TPYNroBOW YNaKoBKe.

Mpunoxexne N 2

K MonoxeHuto o cucteMe MOHUTOPUHra
OBWKEHNs NeKapCTBEHHbIX NpenapaTos
ANA MeAULMHCKOro NpUMEHeHUs

NEPEYEHDb
CBEOEHUI, NPEACTABNAEMbIX NMPU ONMUCAHUUN NEKAPCTBEHHbIX
NPEMNAPATOB AnNA MEANUMUHCKOIO NPUMEHEHUA CYBBEKTAMU
OBPALLEHUA NEKAPCTBEHHbIX CPEACTB B MUH®OPMALIMOHHbIN
PECYPC, OGECMNEYMBAIOLMA YYET U XPAHEHUE JOCTOBEPHbIX
OAHHbIX O TOBAPAX MO COOTBETCTBYIOLWEN
TOBAPHOW HOMEHKIATYPE

1. ToproBoe HauMeHOBaHVWe feKapCTBEHHOro npenaparta Ans MeauUMHCKOro npuMmeHeHus (ganee -
neKkapCTBEHHbIV Npenapar).

2. bpeHp (ToproBasi Mmapka).
3. Homep pernctpaumnoHHOro yaocToBepeHus NIekapcTBEHHOro npenapara.

4. [laTa rocygapCTBEHHOWN perncTpaumnm nekapcTBEHHOTO npenapara.
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5. HaumeHoBaHve gOepxartena wWnu Bnagenbla pPerucTpaLuuoHHOrO YAOCTOBEPEHUS NEeKapCTBEHHOro
npenapara.

6. Agpec gepxaTens unv BnagernbLa permcTpaumoHHOro yaoCToBEPEHUSA NekapCTBEHHOMO Npenapara.
7. MexxgyHapooHoe HenaTeHTOBaHHOE HAaMMEeHOBaHME NeKapCTBEHHOIO nNpenapaTa.

8. JlekapcTBeHHasa hopma.

9. KonnuecTtBo eguHnL namepeHus 403MPOBKN NeKkapCTBEHHOMO npenapara.

10. Tun BTOPMYHON (MOTPEOUTENBLCKON) YNakoBKU feKapCTBEHHOro npenapata (B criydae ee OTCyTCTBUS -
MepBUYHONW YNaKOBKM NEKapCTBEHHOro npenapaTta).

11. Matepnan BTOpMYHOM (NOTPEOMTENbCKOW) YNaKOBKW JEeKapCTBEHHOro npenapata (B cryvae ee
OTCYTCTBWS - NEPBMUYHON YNAKOBKWN NeKapCTBEHHOro npenapaTa).

12. KonuuyectBo (Mepa) nekapCTBEHHOro mnpenapata BO BTOPWUYHOM (MOTPEOUTENBLCKON) YynakoBke
NekapcTBEHHOro npenapaTta (B cny4ae ee OTCYTCTBUS - B MEPBMYHONM YNAKOBKE NIEKAPCTBEHHOrO nNpenapara).

13. Hanuume BHyTpM BTOpUYHOM  (MOTPEOUTENBCKOM)  YMaKOBKM  JNIEKAPCTBEHHOrO  Mpenapara
HEeMapkMpoBaHHOW  MEPBMYHON  YNAKOBKW  NIEKApCTBEHHOro  npenapata (Npy  HanmuMyuM  BTOPUYHOW
(noTpebuTenbckon) ynakoBku NekapcTBEHHOro npenapara).

14. OnvcaHve BMOXEHHOW BO BTOPUYHYK (MOTPEOMTENbCKyl) YMAKOBKY IEKapCTBEHHOrO npenapaTa
HEMapKNPOBaHHOW NMEPBUYHON YNaKOBKU NEKAPCTBEHHOrO Npenapara.

15. HaumeHoBaHwue dacoBLmKka (ynakoBLUMKa) (3anoNHAeTCsa B Cryvyae OCyLeCcTBNeHUs (acoBku (ynakoBKu)
Ha TeppuTopun Poccuiickon deaepavmm).

16. Agpec dacoBlwymKka (ynakoBLUMKA) BO BTOPUYHYHO (MOTPEOMTENbLCKYH) YMAKOBKY FEKapCTBEHHOIO
npenapara (B criy4ae ee OTCYTCTBUS - NMEPBUYHYIO YNAKOBKY JIEKAPCTBEHHOrO npenapara) (3anofHsieTcs B cny4vae
ocyLecTBneHnst hacoBkm (ynakoBku) Ha Tepputopumn Poccuiickon deagepaumm).

MpunoxeHue N 3

Kk MonoXeHuto 0 cucteMe MOHUTOPUHTa
OBWKEHWs NTeKapCTBEHHbIX NPenapaToB
ONst MEOULIMHCKOTO NPUMEHEHMS

CBEOEHUWA,

NPEACTABINAEMbBIE CYBbEKTAMU OBPALLEEHUA NEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHUTOPUHIA ABUXXEHUA NEKAPCTBEHHbIX
NPEMNAPATOB AnA MEOULUUHCKOIo NPUMEHEHUA NMPU BBOOE B OBOPOT
JNIEKAPCTBEHHbIX NMPENAPATOB AnA MEOULUUHCKOIo NPUMEHEHUA

|. CBeaeHusA o nekapcTBEHHbIX NpenapaTtax ans MeauLMHCKOro
NpUMeHeHUs, NPoM3BeAeHHbIX Ha TeppuTopmumn Poccuimnckon
®depepaumnn, npeacraBnsemMble cyobekTamMu obpalleHuns
feKapcTBEHHbIX CPeACTB B CUCTEMY MOHUTOPUHIa ABUXEHUSA
neKapcTBeHHbIX NpenapaToB Asns MeAULUHCKOro NpUMeHeHus

1. CyObekTbl 0OpalleHNsi nekapCTBEHHbIX CPEACTB Mpu 3aBeplleHun crtagum  hacoBku (YNakoBKK)
nieKkapCTBEHHbIX NpenapaTtoB AN MeOMUMHCKOTO MpUMEHEHWs (ganee - rekapcTBeHHble mnpenapatbl) BO
BTOPMYHYIO (NOTPEOUTENBCKYO) YNakOBKY JEKAapCTBEHHOrO npenapaTta (B cryyae ee OTCYTCTBUS - MEPBUYHYIO
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YNakoBKy JeKapCTBEHHOro npenapata) MNpeacTaBnsAloT B CUCTEMY MOHUTOPMHra ABMXKEHUS JeKapCTBEHHbIX
npenapatoB (Oanee - cucTeMa MOHWTOPWHIa) criedylollyld WMHGOPMaUUIO B OTHOLUEHUM KaXKOOW TOProBoii
eVHWLbI NeKapCTBEHHOrO Npenapara:

a) JaTa coBepLUeHnNs onepauuu;

0) WOeHTUMUMKALUMOHHLIM HOMep HanoronnaTenblimka cybbekta obpalleHuss nekapCTBEeHHbIX CPeacTs,
ocyLecTBnsoLLEero acoBky (ynakoBKy) nekapCTBEHHbIX MpenapaToB BO BTOPUYHYIO (MOTpebUTENbCKYIO) yNakoBKy
nekapcTBeHHOro npenapaTta (B criyvae ee OTCYTCTBUS - NEPBUYHYIO YNAKOBKY JleKapCTBEHHOro npenapara);

B) agpec MecTa OCYLIECTBMEHUS OEeATEeNnbHOCTW, rae Obina 3aBeplueHa cTtaaust acoBku (YNakoBKW)
NEeKapCTBEHHbIX MpenapaToB BO BTOPUYHYIO (MOTPEOUTENBCKYI0) YNAKOBKY FIEKAPCTBEHHOrO npenapara (B cnyyae
ee OTCYTCTBMSA - MEPBUYHYIO YNAKOBKY NEKapCTBEHHOrO npenapara);

F) TN NPON3BOACTBEHHOIO 3akasa (KOHTpaKTHoe unun cobcTBeHHoE ﬂpOI/I3B0ﬂ,CTBO);

4) VOeHTU(MKaAUMOHHBIN HOMEp Hanoronnartenbwmka cybbekTa obpalleHus IeKapCTBEHHbIX CPeacTs,
SABNSIOLLEroCs 3aKa3yMKoOM KOHTPaAKTHOro (noapsgHoro) npousBOACTBa (B cryvyae npegcraBneHns nHdopmaumm
cybbekTom obpalleHus nekapcTBEHHbIX CPeacTB, OCYLLECTBASIOWMM KOHTPaKTHOE (NoapsgHoOe) NponsBoacTBo);

€) rnobanbHbIf MOEHTU(UKALMOHHBIN HOMEp TOProBOM eaVHULbI NEKAapCTBEHHOTO Npenapara;
) HOMep NPOV3BOACTBEHHOWN Cepun fiekapCTBEHHOro NpenapaTa;
3) JaTa UcTeyeHMsl cpoka rogHOCTU NeKapCTBEHHONO Npenapara;

W) CEepuHbIN rnobanbHbIi MOEHTUMUKALMOHHBIA HOMEpP TOProBOW €AMHULBI, MPUCBOEHHbI BTOPUYHOW
(noTpebuTenbcKon) ynakoBKe JEKapCTBEHHOro npenaparta (B criydae ee OTCYTCTBUS - MEPBMYHOM YMaKOBKE
nekapcTBEHHOro npenapara).

2. CybbekTbl 0obpalleHns NeKapCTBEHHbIX CPEACTB MpW 3aBEPLUEHUN CTaduM BbIMYCKAKOLLEr0 KOHTPOISA
KayecTBa NpeaCcTaBnsioT B CUCTEMY MOHUTOPUHra CnefyloLwyo MHAOpMaLuio O BbIMyCKe FOTOBOW MPOAYKLMK B
OTHOLLEHMMN KaXKA0W TOProBOWM eguHULbI NIeKapCTBEHHOMO npenapaTa, Npon3BeAeHHON Ha TeppuTopun Poccuinckon
denepauum:

a) JaTa coBepLleHns onepauuu;

6) MﬂeHTMd)MKaLlMOHHbIV’I HOMEpP HanoronnaTtesbllinKa Cy6beKTa 06pau.|,eH|/|ﬂ NNeKapCTBEHHbIX CpeacTB,
ocyulecTBnAaowero permctpaynio cBedeHun o BblNyCKe roToBOW npoaykuum;

B) adpec MecTa OCYyLECTBMeHNa aeATenbHOCTM cybbekta obpalleHns fnekapCTBEHHbIX CPeAcTs,
OCYLLECTBSAIOLWEro perucTpaumio cBe4eH1N O BbiMyCKe roTOBOW NPOAYKLUN;

F) B4 OOKyMeHTa O noaTrBepXOeHWn COOTBETCTBUA - CepTI/I(bMKaT COOTBETCTBUA WUNU [OeKnapauma o
COOTBETCTBUMU;

) PEKBU3NTLI JOKYMEHTA O NOATBEPKAEHMM COOTBETCTBMSA (A4ata u HoMep);

€) cepuiiHbIv rnodarnbHbIN MOEHTUMUKALNOHHBI HOMEP TOProBOW eAMHULbI UK TPYMNNOBON KO YNaKoBKU, B
KOTOPOW HaxoAMTCS BbINYLLIEHHbIA B 060OPOT fekapCTBEHHbIN npenapaT (B criydae BbiMyCcka rpynnoBOW YNakoBKU
LEennKom).

Il. CBepeHus, npeacTaBnsieMble cy6bekTamu obpaieHus
neKapcTBEHHbIX CPeACTB B CUCTEMY MOHUTOPUHIA,
O NeKapCcTBeHHbIX Npenapartax, NPo1M3BeAeHHbIX
3a npegenamu Tepputopumn Poccumnckon ®egepauumn

3. CybbekTbl obpalleHusi nekapCcTBEHHbIX CPEeACTB MNpy  3aBEPLUEHUN MPOU3BOACTBEHHOW CTaauu
BbIMyCKaIOLEro KOHTPOMs KayecTBa MpeacTaBfsioT B CUCTEMY MOHUTOPMHra Crnegyowyo WHGopMaumilo B
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OTHOLUEHMM KaXKOOW eOuHMLbl NeKapCTBEHHOrO npenapaTa, MNpPOM3BEAEHHON 3a Mpegenamm TeppuTopum
Poccuiickon ®epepaumu:

a) Aata coBeplleHna onepaunu;

6) Kkoa HanoronnaTtenbliMka AOepxaTens WNU  Bragenbla  PerucTpauMoHHOrO  YA0CTOBEepeHus
neKapcTBEHHOro npenapaTta B cTpaHe permctpauuv nuéo naeHTUgUKaLUMOHHbIM HoMep HanoronnaTtenbliyka (ans
cyObekTa oOpalleHUs NeKapCTBEHHbIX CPeACTB, SBMNSIOWErocs oOpraHusauuei, npu3HaBaeMoi HarorosbiM
peangeHToM Poccuiickoii ®Penepaunn, U nHAMBUAyanbHbIM NpeanpuHMMmaTenem, Wnu Ons npeacraBUTeNbCTBa
cyGbekTa obpalleHns nekapcTBEeHHbIX CpeacTB Ha TeppuTopun Poccuiickorn denepauun);

B) KOO CTpaHbl peructpauvMm JepxaTtens wnv Bnagenbua perucTpaumoHHOro  yaoCTOBEepeHus
neKkapCTBEHHOro npenapata (ana cybbekta obpalleHnsa nekapCTBEHHbIX CPEeACTB, ABMSNOLErocs MHOCTPaAHHOW
opraHvsaumen, He Mpu3HaBaeMon HamnoroBbiM pe3angeHTom Poccuiickon dPegepaumMnm 1M He  UMEIOLLEn
npeacTaBUTENbCTB Ha TeppuTtopun Poccuickon ®enepauun);

r) kog HanoronnaTenbliMka cyObekTa obpalleHnss NekapCTBEHHbLIX CPeAcTB, OCYLLECTBRSWEro hacoBKy
(ynakoBKy) NnekapCTBEHHbIX MpenapaTtoB BO BTOPMYHYHO (MOTpPeOUTENbCKY0) yNakoBKY NEKAapCTBEHHOrO npenapaTa
(B cnyyae ee OTCYTCTBUS - NMEPBUYHYHO YAKOBKY JIEKAPCTBEHHOMO Npenapara), B CTpaHe perncrpaumu;

4) Kof CTpaHbl perucTpaumnm cybbekTa obpalleHust NIeKapCTBEHHbIX CPeACTB, OCYLLECTBSAOWEro ¢)acoBky
(ynakoBKy) nekapCTBEHHLIX NpenapaToB BO BTOPUYHYIO (MOTPEGUTENBLCKYHO) YNakoBKy NEKapCTBEHHOro npenapaTa
(B cny4ae ee OTCyTCTBYUS - NEPBUYHYIO YNAKOBKY NEKAPCTBEHHOrO npenapara);

€) HaMMeHoBaHne cyObekTa 0bpalleHnsl NekapCTBEHHbLIX CPEACTB, OCYLLECTBASAOWEro ¢pacoBky (ynakoBKy)
NEeKapCTBEHHbIX MpenapaToB BO BTOPUYHYIO (MOTPEOUTENBCKYIO) YNAKOBKY FIEKAPCTBEHHOrO npenapara (B cnyyae
ee OTCYTCTBMSA - MEPBUYHYIO YNAKOBKY NEKapCTBEHHOrO npenapara);

)K) KO4 HanoronnatenbLluka cy6be|<Ta o6pau.|,eHV|;| NeKapCTBeHHbIX CpeacTs, oOcyullecTBnAowero
npon3BoOACTBEHHYH CTaAUKO BbiMyCKaKLWEro KOHTpPorid Ka4ecCTtBa, B CTpaHe perncrtpauuu,

3) koA CTpaHbl perucTpauuym cybobekta oOpalleHusi IEeKapCTBEHHbIX CPEeACTB, OCYLLECTBISHOLWEro
MPOV3BOACTBEHHYIO CTaAMIO BbIMYCKalOLLIEro KOHTPOIS KayecTBa;

I/I) HanmveHoBaHne Cy6'beKTa 06paLLl,eHVI$-| NekapCTBEeHHbIX CpeacTB, OCYyLleCTBNAKLero BbIFIyCKaIOLLI,I/Iﬁ
KOHTPOJ1b Ka4yeCTBa,

K) rnobanbHbI MAEHTUUKALMOHHBIN HOMEP TOProBOV €ANHMULbI;
n) HOMep NPOU3BOACTBEHHOW CEpUM NeKapCTBEHHOTO nNpenapara;
M) JaTa UCTeYeHNsi cpoka roqHOCTW NekapCTBEHHOro Npenapara;
H) cepwuiHbIn rnobanbHbIi NOEHTUMUKALMOHHBIA HOMEpP TOProBOW €AMHULbI, MPUCBOEHHbLIA BTOPUYHOW

(NOTpeBUTENbCKO) YNakoBKe NEeKapCTBEHHOro npenaparta (B CryyYae ee OTCYTCTBUSI - MEPBUYHON YMaKOBKe
nekapcTBEHHOro npenapara).

lll. CBepeHus, npepgcTaBnsemMbie cybbektamm obpaiieHus
fieKapCTBEHHbIX CPeaACTB B CUCTEMY MOHUTOPUHra,
O NeKapCcTBEHHbIX Npenaparax, BBO3UMMbIX
Ha TeppuToputo Poccuiickon ®egepauum

4. CybbekTbl 0bpalleHns nekapcTBeHHbIX CPEeACTB NPW 3aBEPLLUEHNN OTIPY3KU NeKkapCTBEHHbIX npenapaToB
B Poccuinckyio ®egepaumnio NnpeactaBnsAloT B CUCTEMY MOHUTOPUHIA Criegylowyio MH(opMauuio B OTHOLLUEHUN
KaXK4on eanHMUbI NeKapCTBEHHOMO npenapara:

a) Aarta coBeplieHuna onepaunu;

6) Kog HamoronnaTtenblUvKa depxaTtens unu  Brnagenbla  PerucTpauuoHHOro  YOOCTOBEpeHus
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NeKapCcTBEHHOro Mnpenaparta B cTpaHe permctpauuv nuéo naeHTUgUKaLUMOHHbIA HoMep HanoronnaTtenblyka (ans
cyObekTa o0OpalleHUsl NeKapCTBEHHbIX CPeAcCTB, SABMNSOLWErocs opraHusauuei, npu3HaBaeMoi HarorosbiM
peanageHToM Poccuiickoii denepauun, U nHOMBUAyanbHbIM NpeanpuHMMmaTenem, Wnu Ons npeacraBUTENbCTBa
cyGbekTa obpalleHns nekapcTBEeHHbIX CpeacTB Ha TeppuTopun Poccuiickorn denepauun);

B) KOA CTpaHbl peructpauuMu gepxatens wnuv Bnagenbua PerucTpaumoHHOro  yAoCTOBEPEeHUs
neKkapCTBEHHOro npenapata (ans cybbekta obpalleHnsa nekapCTBEHHbIX CPeACTB, ABMSOLErocs MHOCTPaAHHOW
opraHusaumen, He Mpu3HaBaeMon HamnoroBbiM pe3angeHTom Poccuiickon dPegepaumn 1M He  UMEIOLLEn
npeacTaBUTENbLCTB Ha TeppuTopumn Poccuinckon ®egepaumn);

r) ko4 HarnoronnaTtesnbliyka, SBSIOWErocss MPOAABLOM JeKapCTBEHHbIX MpenapatoB, B CTpaHe
pernctpauuy;

[) Kop, CTpaHbl perncTpawmm npoaasLia NekapCTBEHHbIX Npenaparos;

e) VI,CI,eHTVI(*)VIKaLI,VIOHHbIM HOMEP Hanoronnartenblinka CY6'beKTa 06paLIJ,eHl/IFI JIeKapCTBEHHbIX CpeacCTB,
ABNAKOLLErocd nokynartefniemM riekapCTBeHHbIX npenapaTtoB B Poccuiickon d)e,qepau,mm;

X) PEeKBU3NTbl MNEPBUYHOrO [AOKYMEHTA, SBMSIOWErocsd OCHOBaHWEM AN OTrPy3kM NeKkapCTBEHHOro
npenapaTta B Poccunckyto deagepanmio;

3) cepunHbIN rnobanbHbI MOEHTUMUKALNOHHBIA HOMEP TOProBOW eAWMHULbI MW TPYNMNOBOW KoA rpynnoBOn
YMaKoBKW, B KOTOPOM HaxoOWUTCs 3TOT JIEKApCTBEHHbIN MnpenapaTt (B criydyae OTrpy3ku rpynrnoBOM YNAKOBKM
LEeJTMKOM).

5. CybbekTbl obpalleHus nekapCTBEHHbIX CPEACTB MpU  OCYLLECTBMEHMM BBO3a W pa3MeLLeHust
rnieKkapCTBEHHbIX MpenapaToB Ha TEPPUTOPUM CKINaga BPEMEHHOIrO XPaHEHUS WM B 30HE TaMOXEHHOro KOHTPONs
nNpeacTaBnsioT B CUCTEMY MOHUTOPUHra Crefylowylo MHGOPMauuio B OTHOLIEHUW KaXOoW  eAuMHMLbI
nekapCTBEHHOro npenapara:

a) faTa coBepLleHns onepauuu;

©) koa HanoronnaTenbLUMka B CTpaHe perncrpauun nnn naeHTUUKaunoHHbIM HOMEP HanoronnaTenbLyuka
cybbekTta obpalleHus NekapCTBEHHbLIX MpenapaToB, OCYLLECTBMSAIOLWEro BBO3 fEKAPCTBEHHbIX MpenapaToB Ha
Tepputoputo Poccuiickon Pepepaummn (ona cybbekTa obOpalleHWs NeKapCTBEHHbIX CPEACTB, ABMSHOLLErocs
opraHusaumen, npusHaBaemMon HarnoroBbiM pesngeHToMm Poccuinckon ®epepauuun, UM nHANBUAYaNbHbIM
npegnpuHMMaTeneMm, Unu Ansa NnpeacTaBUTENbCTBa CyObekTa obOpalleHNs nekapCTBEHHbIX CPEACTB Ha TeEppUTOpUn
Poccunckon ®enepaumn);

B) KOO CTpaHbl peructpaumm cybbekta obpalleHus nekapCTBEHHbIX CpPeacTB, OCYLUECTBISALWEro BBO3
rnekapCTBeHHbIX NpenapaToB Ha Tepputoputo Poccuiickon ®epepaumu (ana cybbekta obpalleHns nekapcTBEHHbIX
CpeacTB, SABMSAIOLWErocs MHOCTPAHHOW opraHusauven, He Npu3HaBaeMon HarnoroBbiM pe3ngeHtom Poccuickon
denepaumm n He NMeIOLLIEN NPeaCcTaBUTENBLCTB Ha Tepputopumn Poccuinckon denepaunn);

r) KOO TaMOXEHHOro opraHa M pPerucTpauMoHHbIN HOMEp cknaja (agpec MecTa HaxoXaeHusi ToBapa
COrfacHo Aeknapauumn Ha ToBapbl);

0) Koa HanoronnaTernbluMKa, SIBNAIOWErocs nNpoaaBLOM FeKapCTBEHHbIX MpenapaTtoB, B CTpaHe
perucTpauuu;

€) Kof CTpaHbl perncTpaummn npogasLa NeKapCTBEHHbIX NPenapaTos;
X) TMN JOroBopa;

3) PEeKBU3UTLI NEPBUYHOIO OOKYMEHTA, SIBMSIIOLLENOCS OCHOBaHWMEM AJ1sl BBO3a JIeKapCTBEHHOrO npenapata
Ha TeppuTopuio Poccuiickon depepaumm (gata n Homep);

W) CEpUNHBIN rnobanbHbIn NAEHTUMUKALUMOHHBIN HOMEP TOProBOM eAuHULbI UMK rPYNNOBOW KOA rpynmnoBown
yMNakoBKW, B KOTOPOW HaXOAMTCA 3TOT fleKapCTBEHHbLIV Npenapar (B cry4yae BBO3a rpynnoBON YNaKoBKU LIEMUKOM).
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6. CybbekTbl obpalleHVUsi NeKapCTBEHHbIX CPEACTB, OCYLLECTBMSOWME Mepedadvy reKapCTBEHHbIX
npenapaToB, MOMELLEHHbIX MO TaMOXEHHYIO MpoLeaypy TaMOXEHHOro cknaga, ApYromy COGCTBEHHMKY (CMeHe
coOCTBEHHUKA), NPEACTABMSAT B CUCTEMY MOHUTOPWMHIA CREAyLY WMHGOPMaLMI0 B OTHOLIEHUM Kaxdou
€OWHNLIbl NNeKapCTBEHHOIO npenapara:

a) JaTa CoBepLUeHns onepauuu;

6) ko4 HanoronnaTernbllUMKa B CTpaHe pernctpauuv Ui naeHTUdUKaLMOoHHbIN HoMep HanoronnaTtesnbLimka
cyOGbekTa obpalleHnNs nekapcTBeHHbIX CPeACTB, OCYLLECTBNALIEro nepegady nekapcrBeHHbIX npenapatos (Ans
cyObekTa oOpalleHUsl eKapCTBEHHbIX CPeACTB, SBMSIOWErocs OpraHusauuei, npu3HaBaeMoi HaroroBbiM
peanageHToM Poccuiickoii dPenepaunn, U MHOMBUAYanbHbIM MpeAnpuHMMAaTenem, Wnu Ons npeacrtaBUTENbCTBa
cyGbekTa obpalleHns nekapcTBEeHHbIX CpeacTB Ha TeppuTopun Poccuiickorn denepauun);

B) KOA CTpaHbl peructpauun cybbekta obpalleHnsa nekapcTBeHHbIX CPEACTB, OCYLLECTBSOLWEro nepegady
NeKapCTBEHHbIX MpenapaTtoB (4NnA cybbekTa obpalleHusi NeKapCTBEHHbIX CPEACTB, SBMSAOLErocss MHOCTPaHHOM
opraHusauuen, He npu3HaBaeMoW HanoroebiM pe3vaeHToM Poccuinickon dPegepauum 1M HE  MMelOLWEN
npeacTaBuUTENbCTB Ha TeppuTtopun Poccuinckon ®enepauun);

r) WMOEHTU(UKALMOHHBIN HOMEpP HaroronnaTenblumMka cyObekTa oOpalleHusi JIeKapCTBEHHbIX CPeacTs,
OCYLLECTBIAOLLETO NMPUEMKY NEKapCTBEHHbIX NPenapaTos;

0) PeKBM3NTbl MNEPBUYHOrO [AOKYMEHTa, SBMSAIOLLErocss OCHOBaHWEM [Ans nepefayn nekapcTBEHHOro
npenapaTta (garta u Homep);

€) CepunHbIv rnodanbHbI OEHTUAUKALMOHHBLIN HOMEP TOProBOM €OVUHULbI UK TPYNMOBON KOA4 rpynnoBoOw
YyMakoBKW, B KOTOPOM HaxoouTCHA 3TOT eKapCTBEHHbIM MnpenapaT (B criyyae nepegadqn rpynrnoBOW YNakOBKU
LEeNNKoM).

7. CyGbekThbl 06palleHa NekapCTBEHHbIX CPeACcTB, KOTOPbIM OCYLLECTBINeHa nepeaaya npas cCOGCTBEHHOCTM
NEeKapCTBEHHOro MpenapaTta, MOMELLEHHOTO MO TAaMOXEHHYI Mpouedypy TaMOXEHHOro ckraga, npu
NOATBEPXKAEHUN CBEOEHWUIA, COOEPXALLMXCSA B CUCTEME MOHUTOPUHIA O NepefaHHbIX NeKapCTBEHHbIX npenapaTax,
NPeACTaBMAlT B CUCTEMY MOHWTOPUHIA CREAyoLlyl0 WHAOPMAUMI0 B  OTHOLUEHUM KaXOOoW eauHWLbI
nekapcTBeHHOro npenapara:

a) faTa coBepLleHns onepauuu;

6) I/ID,eHTVICbVIKaLI,VIOHHbIIZ HOMEP HanoronnaTtesblinKa Cy6beKTa 06pau.|,eHV|$| JIeKapCTBEHHbIX CpeacCTB,
OCyLlecTBnArLero npuemMKky JieKapCTBeHHbIX NpenapaToB;

B) KO Hanoronnartenbliyka B CTpaHe perucTpaumn Unm naeHTUMOUKaLMOHHBIA HoMep HanoronnartenbLyka
cyGbekTa obpalleHns nekapcTBeHHbIX CPeACTB, OCYLLECTBNALIEro nepegady nekapcTBeHHbIX npenapatos (Ans
cyObekTa oOpalleHUsl NeKapCTBEHHbIX CPeAcCTB, SABMNSIOLWErocs opraHusauuei, npu3HaBaeMoi Harorosbim
peangeHToM Poccuiickoii denepaunn, U nHOMBUAyanbHbIM NpeanpuHMmaTenem, Wnu Ons npeacraBUTeNbCTBa
cyGbekTa obpalleHns nekapcTBEeHHbIX CpeacTB Ha TeppuTopun Poccuiickorn denepauun);

r) KoA cTpaHbl peructpaumm cybbekta obpalleHus nekapCcTBEeHHbIX CPeAcTB, OCYLLECTBALEro nepeaavy
neKkapCTBEHHbIX npenapaTtoB (4na cybbekta obpalleHns nekapCTBEHHbIX CPEeACTB, SABNSANOLLErocss MHOCTPaAHHOW
opraHusaumen, He Mpu3HaBaeMon HamnoroBbiM pe3ngeHTom Poccuiickon dPegepaumnm 1M He  UMEIOLLEn
npeacTaBUTENBLCTB Ha TeppuTopumn Poccuinckon ®egepaumn);

) CEpURHbIN rnobanbHbIN UAEHTUHUKALMOHHBIN HOMEP TOProBOW €4WMHMULbBI UK TPYNMNOBON KOA rpynnoBoOn
YyMaKoBKW, B KOTOPOM HaxoouTCA 3TOT NeKapCTBEHHbIM MpenapaT (B criyyae nepegayqn rpynrnoBOW YNakOBKU
LLEeJTMKOM).

8. CybbekTbl 06palleHNs nekapCTBEHHbIX CPEeACTB Mpu MepeMeLleHnn fnekapCcTBEHHbIX npenapaToB Ans
MEOULMHCKOTO MPUMEHEHUS MeXdy 30HaMW TaMOXEHHOro KOHTPOMs NPeAacTaBnsloT B CUCTEMY MOHMTOPUHIa
crneayowyo MHMOPMaLMIO B OTHOLLEHWUN KaXKAOW eanHULbI NeKapCTBEHHOMO npenapara:
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a) faTa coBepLleHns onepauuu;

6) ko4 HanmoronnartenbliMka B CTpaHe perncrpaumn Unnm MaeHTMGUKaLMOHHbIN HOMEp HanoronnartenbLumka
cybbekTa obpalleHns nekapcTBEeHHbIX CPEACTB, OCYLLECTBSIOLWEro nepemMelleHe nekapCcTBeHHbIX npenapaTos
(ana cybbekta obpalleHns nekapcTBEHHbIX CPeAcTB, SABMSIOLWErocs opraHusauunen, Npu3HaBaeMon HanorosbiM
peangeHTom Poccunckon depepauun, n nHAMBMAYanbHeIM NpeanpuHUMaTeneM, unu gnsa npeacrtaBuTenbCcTBa
cybbekTa obpalleHns nekapcTBEHHbIX cpeacTB Ha TeppuTtopumn Poccuinckon ®egepauun);

B) KOA CTpaHbl perncrpauum cybobekta obpalleHUsi neKapCTBEHHbIX CPeacTB, OCYLLECTBAOLLENO
nepemelleHne (ona cybbekTa obpalleHus NnekapCTBEHHbIX CPeacTB, ABMSOLErocs UHOCTPAHHOW opraHusaumen,
He npu3HaBaemMon HanoroBbiM pe3naeHToM Poccuickon Pefepaumm N He MMeKLWEeNn NpencTaBUTENLCTB Ha
Tepputopun Poccuiickon Pegepaumm);

r) Kog TaMOXEHHOro opraHa U pervcTpaLmnoHHbIi HOMep ckraga OTrpy3ku (agpec MecTa HaxoxaeHUs ToBapa
cornacHo Jeknapauum Ha ToBapbl, U3 KOTOPOro OCYLLECTBISETCS NepemMeLLeHNe);

[1) KO TaMOXEHHOro opraHa W PerucTpPaLMOHHbI HOMEp CKrnaga MPUEMKU (agpec MecTa HaxOoXOeHWs
TOBapa, B KOTOPOE OCYLLECTBIIAETCA NepeMeLLeHne);

€) CepunHbIN rnobanbHbIN NAEHTUMPUKALNOHHBIA HOMEP TOProBOW €4UHWLBbI UMK FPYNNOBOWN KOA rpynnoBoOn
yMaKkoBKW, B KOTOPOW HaxOAMTCA 3TOT fleKapCTBEHHbLIN npenapar (B crnyvae nepemeLleHvst rpynnoBoi YNakoBKK
LiernmKom).

9. CyGbekTbl obpalleHUsi NeKapCTBEHHbIX CPEACTB MpY MPUHSATAM PELUEHMS O BbIMyCKe JEeKapCTBEHHbIX
npenapatoB Ansi BHYTPEHHEro noTpebreHnsl, NMpUHATOro TaMOXEHHbIMWM OpraHamu, NMPeACTaBnAlT B CUCTEMY
MOHUTOPUHIA CreayoLLy0 MHOPMALMIO B OTHOLLIEHWW KaXKO0M TOProBOW eAMHMLbI JIeKapCTBEHHOro npenapaTa:

a) faTa coBepLUeHns onepauuu;

6) MOEHTU(MKALMOHHBIA HOMEp HanoronnaTtenbliyka cybbekTa o0palleHUsl NeKapCTBEHHbIX CpencTs,
OCYLLECTBIAOLLErO AEKNapupoBaHne NekapCTBEHHbIX NpenapaToB Ha TeppuTopumn Poccuiickon Pepepaunu;

B) KO TaMOXEHHOW npoLeaypbl;
r) Kog TaMOXEHHOro opraHa;
[) PEKBU3UTLI TAMOXEHHOWN AeKnapauny Ha NnekapCTBeHHbIN npenapar;

€) TamMOXeHHas CTOMMOCTb JleKapCTBEHHOro npenapaTa CornacHo [Aeknapauuy Ha neKapCTBEHHbIN
npenapar;

X) cepuiiHbIN rnobanbHbI NAEHTUHUKALMOHHBLIN HOMEP TOProBOW €AMHWLIbI UITK TPYMNMOBON KOA rpyrnnoBOw
ynakoBku, B KOTOpOVI HaxogutcAa 3TOT HeKapCTBeHHbIVI npenapar (B cnyyae nomeuweHuna noa TaMOXEHHYH
npoLeaypy rpynnoBor YyNakoBKM LIENUKOM);

3) B4 OOKyMeHTa O noarBepXOaeHUn COOTBETCTBUA - CepTVI(*)VIKaT COOTBETCTBMA UM [OeKknapauna o
COOTBETCTBUMN,

N) PEKBU3UTLI AOKYMEHTa O NOATBEPXAEHUN COOTBETCTBUS (daTa n HOMep).

10. CyObekTbl obpallleHnsl NeKapCTBEHHbIX CPeACTB NPV NepeMeLLeHUn NeKapCTBEeHHbIX NpenapaToB K3
30Hbl TAMOXEHHOTO KOHTPOSSA Ha (hapMaLeBTMYECKUIA CKNa NpeacTaBnsiioT B CUCTEMY MOHUTOPUHIA CreayoLLyto
MHPOPMALIMIO B OTHOLLEHWM KaXKOoW eAMHULbI JIEKaPCTBEHHOTO Npenapara:

a) faTa coBepLleHns onepauuu;

6) I/IﬂeHTVIQDVIKaLI,VIOHHbWI HOMEP HanoronnaTtesiblinKa Cy6beKTa 06pau.|,eHV|$| JIeKapCTBEHHbIX CpeacCTB,
ocyulecTBnALero BBO3 JieKapCTBEHHbIX NnpenapaTtoB Ha TeppuTtoputo Poccuiickon CDep,epaLlel;
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B) adpec MecTa OCYLUEeCTBMeHUs [OesTenbHOCTU cyObekTa obpalleHUs nekapCTBEHHbIX CPencTs,
OCYLLECTBINAOLLErO BBO3 NEKAPCTBEHHLIX NpenapaToB Ha TeppuTopuio Poccuiickon denepavuy;

F) KOA TaMO>XEeHHOro opraHa un peI'I/ICTpaLI,VIOHHbIIZ HOMEP TaMOXEeHHOIro CKraaa OTrpy3ku;

0) PEeKBM3UTblI MEPBUYHOTO [AOKYMEHTa, SBMAKOLLErocs OCHOBaHMEM NS MNPUEMKA NeKapCTBEHHOro
npenapaTa Ha ¢hbapMaLeBTU4eCKMI cknag (gata n Homep);

€) CTOMMOCTb, YKa3zaHHasi B COMPOBOAMTENbHOM [OKYMEHTaLMM Ha TOBap, Ha OCHOBaHWM KOTOPOW
ocbopMrisieTcst TaMOXXeHHas AeKnapaumsl, C y4eTOM TaMOXKEHHbIX MOLUMUH U COOPOB 3a TaMOXXEeHHOe OhOPMITEHME;

X) cepuiHbIi rnobanbHbIN NOEHTUMPUKALMOHHBIN HOMEP TOProBON eAuHMULbI UK TPYNNOBON KOA, rpynnoBoOn
yMaKkoBKW, B KOTOPOM HAXoAMUTCs STOT NeKapCTBEHHbLIN Npenapar (B criyvyae NpueMku Ha pbapmaueBTUYeCcKuii cknag,
rpyrnnoBON YNakoBKWN LIEMNUKOM).

11. Cybbektbl obpalleHns nekapCTBEHHbIX CPeACTB MNpPW  OCYLLECTBIIEHUM BBO3a JIEKAPCTBEHHbIX
npenapatoB B Poccuiickyto dPepepaumio M3 rocygapcrtB - uneHoB EBpasviAcKOro 3KOHOMMYECKOrO COHo3a
NpeacTaBnaAlT B CUCTEMY MOHUTOPMHra Cnegylowyto MHGOpMaUmMio B OTHOLIEHUU KaXKOAOW TOProBOW €4MHMLbI
nekapcTBEeHHOro npenapaTa:

a) [aTa coBepLUeHns onepauuu;

6) ko4 HanoronnaTtenbliMka OepxaTens Wnu - Briagenbla  PerucTpauMoHHOTO  YAOCTOBEpeHust
rniekapCTBEHHOro NpenapaTta B CTpaHe perMcTpauun Unum UaeHTUUKaUMOHHbIA HOMepP Hamoronnartenblumka (ans
cybbekTa o00OpalleHus NeKapCTBEHHbIX CPenCTB, SBMSIOLWIErocs opraHusauuern, npu3HaBaemoW HaroroBbiM
peangeHToM Poccuiickonnt deaepaunn, n nHAMBMAOYanbHbIM NpPeanpuHUMaTeneM, Unu ans npeacraBUTeNbCTBa
cyb6bekTa obpalleHus nekapcTBEHHbIX CpeacTB Ha TeppuTopmmn Poccuiickoin depepaunn);

B) KOO CTpaHbl peructpauuMm JepxaTtens wnu Bhnagenbua perMcTpaumoHHOrO  yAoCTOBEpeHUs
NeKapCTBEHHOro npenapaTta (ans cybbekta obpalleHnsa NeKapCTBEHHbIX CPeACTB, SABMSIOLErocs MHOCTPAHHOW
opraHusaumen, He npu3HaBaemMol HaroroBbiM pesnaeHToMm Poccunckon degepaumm U He  MMeEtoLLen
npeacTaBuUTENbLCTB Ha TeppuTopun Poccuickon ®epepaunn);

r) ko4 HamnoronnartenblUyka, SBMAIOLWErocs MNpoAaBLOM IeKapCTBEeHHbIX MpenapatoB, B CTpaHe
perucTpauuu;

[) KoZ CTpaHbl perucTpauuy npodasLa ekapCTBEHHbIX MPenapaTos;

€) WOEHTUMVKALMOHHBbIA HOMEp Hanoronnatenblivka cybbekTta obpalleHUss nekapCTBEHHbIX CPeacTs,
ABNSIOLLEroca nokynarenem nekapcTBeHHbIX npenapatos B Poccunckon egepaumu;

X) agpec MecTa OCYLeCTBMEeHUs JesaTenbHOCTM CcyObekTa oOpalleHnss neKapCTBEHHbIX CpeacTs,
SIBNSAIOLLIEroCcsl NoKynaTeriem nekapCTBEHHbIX npenapaTtoB B Poccuiickon deaepaumy;

3) PEKBU3NTLI MEPBUYHOIO JOKYMEHTA, SIBNSAOLEroCcsl OCHOBAHWEM Afsi OTIPY3KU NIEKAPCTBEHHOIO nNpenaparta
B Poccuinckyto ®enepaumio (oata n Homep);

N) CepUiHbIN rnobarnbHbii MOAEHTUMUKALMOHHBIA HOMEP TOProBOW €4MHWLbI MW TPYNNOBOW KoL rpynnoBomn
YyMakoBKW, B KOTOPOM HaxoOWTCs 3TOT JIeKapCTBEHHbIN MnpenapaTt (B criyyae OTrpy3kM rpynnoBOM YNaKOBKM
LEennKoMm).

12. Cyb6bekTbl 06pallleHns NeKkapCTBEHHbIX CPEeACTB MpU  OCYLIECTBMEHUU BBO3a JlEeKapCTBEHHbIX
npenapatoB Ha Tepputopuio Poccuiickoin denepaumm U3 rocygapcTB - YneHoB EBpasniickoro 3KOHOMUYECKOTO

COK3a 1N pa3mMmelleHnn Ha (*)apMaLl,eBTVI‘-IeCKOM CKnage npeacTtaBnAaArdT B CMCTEMY MOHUTOPWUHIA crnefyroulyr
I/IH(*)OpMaLI,VII'O B OTHOLLEHUN KaXXaomn TOpI'OBOVI €0MHULbI NNTEKAaPCTBEHHOIO npenapara:

a) faTa coBepLleHns onepauuu;

6) I/ID,eHTI/ICbI/IKaLIMOHHbIIZ HOMEpP HanoronnaTtesbllinKa Cy6beKTa 06pau.|,eH|/|ﬂ NIeKapCTBEHHbIX CpeacCTB,
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OocyLlecTBnALEero BBo3 lieKkapCTBEeHHbIX NnpenapaTtoB Ha TeppuToputo Poccurickon CDe,qepau,MM;

B) agpec MecTa OCYLIeCTBIEHUs OeATenbHOCTM CcyObekTa oOpalleHuss fekapCTBEHHbIX CpPeacTB,
OCYLLIECTBNAOLLErNO BBO3 JIEKAPCTBEHHbIX NPenapaToB Ha Tepputoputo Poccunckon Gegepaunu;

r) Kog HanoronnartenbluMka, SBMSIOLWErocs NpoAaBLOM JekapCTBEHHbIX MpenapaToB, B CTpaHe
pervcTpauuu;

D,) KOA CTpaHbl pernctpaunmn npogasla nekapCTtBeHHbIX NnpenaparTos;

€) PeKBM3UTbI NEPBMYHOrO AOKYMEHTA, SBMSAIOLLErocs OCHOBaHMEM AN BBO3a fIEKAPCTBEHHOro npenaparta
Ha TeppuTopuio Poccuiickon depepaumm (gata n Homep);

)K) CTOMMOCTb J1IEKapCTBEHHOIro npenaparta (C y4eTOM Hanora Ha ﬂOﬁaBJ'IeHHyI'O CTOVIMOCTb) cornacHo
nepBUYHbIM OOKYMEHTaM;

3) cymMma Hanora Ha gobaBrneHHy0 CTOMMOCTb (B cnydae ecnu caenka obnaraetcsd Takum Hanorom);

1) CEPUNHBIN rNodanbHbIN NAEHTUMUKALMOHHBI HOMEP TOProBOM €4UHWLbI UMK TPYNMNOBOW KOA rpynmnoBown
YMaKOBKW, B KOTOPOW HAaxOAMTCS 3TOT NeKapCTBEHHbIV Npenapar (B cryvyae BBO3a rpynnoBOM YNAKOBKU LIEMMKOM).

13. CybGbekTbl 0OpalleHnss nekapCTBeHHbIX CpeAcTB Mnpu  ocywlecTeneHun BBoga B obpalleHue
nekapcTBEHHbIX MpenapaToB B pamkax BBo3a Ha Tepputopuio Poccuiickon depepaumm n3 rocygapcts - YMeHOB
EBpasniickoro SKOHOMMYECKOrO Co3a NPEeAcTaBnsloT B CUCTEMY MOHWUTOPWHra creayoLwyo MHpopMauunio B
OTHOLLEHUMN KaXaon eanHULbI NekapCTBEHHOMO npenapara:

a) Aarta coBeplleHuna onepauni;

0) nOoeHTUMUMKAUMOHHLIM HOMep HanoronnaTenblimka cybbekta obpalleHuss nekapCTBEeHHbIX CPeacTs,
OCYLLEeCTBNSAOLLEr0 BBO3 fNleKapCTBEHHbIX NpenapaToB Ha Tepputoputo Poccuiickon ®epepaunu;

B) agpec MecTa OCYLIeCTBIEHUss OeATenbHOCTM CcyObekTa oOpalleHuss fekapCTBEHHbIX CpPefacTB,
OCYLLIECTBNAOLLEINO BBO3 JIEKAPCTBEHHbIX NPenapaToB Ha Tepputoputo Poccunckon Gegepaunu;

r) BMO OOKYMEHTa O MOATBEPXAEHWM COOTBETCTBUS - cepTudpukaT COOTBETCTBUA WMM Aeknapaums o
COOTBETCTBUY;

D,) PEeKBU3NTbI AOKYMEHTAa O noaTBepXaeHnn COOTBETCTBUA (p,aTa n Homep);

€) CepunHbIN rnobanbHbIN AEHTUMPUKALNOHHBIA HOMEP TOProBOW €4UHWLBbI UMK FPYNNOBOWN KOA, rpynnoBon
yNakoBKW, B KOTOPOW HAaXOAMTCA 3TOT NeKapCTBEHHbIV Npenapar (B cryYyae BBO3a rpynnoBON YNAKOBKU LIEMNMKOM).

14. CybbekTbl 00OpalleHusl NeKkapCTBEHHbIX CPeacTB MpW MOBTOPHOM BBOAE B 0GOPOT FEKAPCTBEHHbIX
npenapatoB, paHee BbIBEAEHHbIX M3 00opoTa B pesynbTaTe peakcnopta, oTbopa o6pasuoB M CnucaHus,
NMPeAcCTaBnsiOT B CUCTEMY MOHWUTOPMHIa Creaylowylo MHpoOpMaumio B  OTHOLWEHWM KaXOoW  eauHULbI
riekapCTBEHHOro npenapaTa:

a) naTta coBeplUeHMs onepaLuu;

0) kog HanmoronnaTtenbLuKa B CTpaHe perncrpauun M aeHTMUKAULNOHHBI HOMEp HanoronnaTenbLlimka
cybbekta oOpalleHnsi neKapCTBEHHbIX CPEACTB, paHee OCYLUIEeCTBMSKLWEro BbiBOg4 W3 obopota 3Tmx
NeKapCTBEHHbIX NpenapaTtoB (451s cybbekTa obpalleHns NeKapCTBEHHbLIX CPEACTB, SIBMSIIOLLErOCs OpraHusaumnen,
npu3HaBaemMon HanorosblM pe3umgeHToM Poccunckon denepauun, n nHamsmuayanbHbIM nNpeanpuHMMaTtenem, unm
ONa  npeacTtaBuTenbCTBa CybObekTa obpalleHWss nekapcTBEHHbIX CpeacTB Ha Tepputopun  Poccumnckon
depepaumm);

B) agpec MecTa OCYLIECTBIEHUS AeATENbHOCTU cybObekTa oOpalleHus NekapCTBEHHbIX cpeacTB (ans
opraHusauuii, npu3HaBaeMblXx HanoroeblM pe3vaeHToM Poccuiickort  ®epepaunn, WM UHAMBMAYANbHbLIX
npeanpvHuMmarenen);
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r) Kog CTpaHbl peructpaummn (ona cybbekta obpalleHWs fekapCTBEHHbIX MpenapaToB, SABMSHOLErocs
WHOCTPaHHOW opraHu3auuven, He Npu3HaBaeMou HanoroebIM pesunaeHTomMm Poccuiickon denepaumm n He MMetoLLen
npeacTaBuUTENbCTB Ha TeppuTtopun Poccuickon ®enepauun);

4) NPVYMHbI paHee OCyLLEeCTBIEHHOIO BbIBOAA JIEKAPCTBEHHOO Npenapara u3 06opoTa;

€) cepuiHbIn rnobanbHbI NAEHTUMUKALNOHHBIN HOMEP TOProBOW eauHWLLI NOBTOPHO BBOAUMOrO B 060poT
nekapcTBeHHOro npenapaTa.

MpunoxeHne N 4

k NonoxeHuto o cucteme MOHUTOPUHIa
OBVXEeHUNA NeKapCTBEeHHbIX npenapatoB
Ana MeguuuHCKOro npuMeHeHuda

CBEAEHUA,

NMPEACTABNAEMbBIE CYBBEKTAMU OBPALLEHUA NEKAPCTBEHHbIX
CPEACTB B CUICTEMY MOHUTOPUHIA OBWXXEHUA NEKAPCTBEHHbLIX
NPENAPATOB AJA MEOULMHCKOIO NPUMEHEHUA NPU BbIBOAE
N3 OBOPOTA NEKAPCTBEHHbIX NMPEMAPATOB
anAa MEAUUUHCKOro NPMMEHEHUA

1. CyObekT oOpalleHnss neKapCTBEHHbIX CPEACTB MNpW BbIBOAE JIEKAPCTBEHHbIX MNpenapatoB Ans
MeOULUMHCKOro MpUMEHeHus (ganee - nekapCcTBeHHble npenapaTbl) u3 obopoTa nytem peanusauun (NpoJaxu)
nekapCTBEHHbIX NpenapaToB NoTpebuTento, uny oTnycka GecnnaTHo UM Co CKUAKOWM NekapCTBEHHbIX NpenapaTos
No peLenTy Ha NekapCTBEHHbIe npenapatbl NMMBo oTnycka NekapCTBEHHbIX NpenapaToB, WU BbiBoAa M3 obopoTa
MO MHbIM NpUYMHaM NpeacTaBnsieT B CUCTEMY MOHWUTOPUHra ABWXEHWS NeKapCTBEHHbIX NpenapatoB (ganee -
cMcTeMa MOHUTOPUHrA) CreaytoLLyo MHPOPMaLUIo O BbiIBEAEHHbIX N3 060pOTa fekapCTBEHHbIX NpenapaTtax:

a) Aata coBeplleHuna onepaunu;

0) perncTpauuoHHbIM HOMEP HanoronnaTenbLlimka B CTpaHe perncrTpauum unm naeHTMMUKaUmMoHHbIN HoOMep
Harnoronnarenblumka cybbekTa obpalleHns nekapCTBEHHbIX CPeACTB, OCYLLECTBSIOLLErO BblBOA, NIeKapCTBEHHbIX
npenapatoB u3 obopoTa (ans cybbekrta obpalleHus NnekapCTBEHHbIX CPeACTB, SBMSIOLLErocs opraHusauuen,
npu3HaBaeMon HarnorosblM pe3ngeHToMm Poccuiickor Pedepaumun, n MHAMBUAYaNbHLIM NpeanpyHUMaTrenem, unm
Ans  npeActaBuTenbCTBa CyObekTa obpalleHns fekapCTBeHHbIX CpeacTB Ha Tepputopum  Poccuiickon
depepaumn);

B) agpec MecTa OCYLLECTBMEHUs OeATeNnbHOCTU, M3 KOTOPOro OCYLLECTBNSIETCS BbIBOA J€KapCTBEHHbLIX
npenapaToB 13 06opoTa;

F) Tun BblBOAA J1I€EKAPCTBEHHbIX NnpenapartoB U3 060p0Ta;

[0) BUA OOKYMEHTa, NOATBEPXKAAKLLEro BbIBO, FIEKAPCTBEHHbBIX NpenapaToB 13 obopoTa (4ek, 6raHk cTporon
OTYETHOCTU, AOrOBOP U ApYyroe);

e) PEeKBU3NTbl AOKYMEHTA, noATBepXaatoLlero BbiBOA J1eKapCTBEHHbIX NnpenapaTtoB U3 060p0Ta;

X) CepuiHbIN rrobanbHbIi NOEHTUMKALMOHHBIA HOMEpP TOProBOW €AMHWLBI BbIBOAUMbBIX M3 obopoTa
JNleKapCTBeHHbIX NMpenapaToB.;

3) CTOMMOCTb IeKapCTBeHHbIX MnpenapaTtoB (C y4eToM Hanora Ha Ao6aBneHHyl CTOMMOCTb) (B cryyae
NpoAau NeKapCTBEHHbIX NpenapaToB NoTpeduTento);

M) cyMMa Hanora Ha p[o6aBreHHyl CcToMMOCTb (B Criydae NpoAaXW IeKapCTBEHHbIX MNpenapaToB
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FIOTp86MTeﬂP0, €CInn npoagaxa NneKkapCTBEHHbIX npenapaTtoB obnaraeTcsl HANOrom Ha ,El,06aBJ'IeHHyIO CTOVIMOCTb).

2. CyObekT obpallleHnsl nekapCTBEeHHbIX CPeACTB NpW BbiBOAE JEeKapCTBEHHbIX MpenapaTtoB M3 oGopoTa
nyTem oT6opa 06pasLoB B pasnnyHbIX LEensix NpeacTaBnisieT B CUCTEMY MOHVUTOPVHIa CieAyoLLyo MHopMaLuto o
BbIBEAEHHbIX 13 06OpOTa feKapCTBEHHbIX Npenaparax:

a) naTa coBepLUeHus onepaumm Unu gata peructpauumn cBefeHuin B CUCTEME MOHUTOPUHIa (B OTHOLLEHWUU
NEeKapCTBEHHbLIX NpenapaToB, BbIBEAEHHbIX M3 06opoTa nytem oTtbopa oOpasLoB Mpu BBO3E JIEKAPCTBEHHbLIX
npenapaToB Ha Tepputoputo Poccuickon denepauumn);

0) MAeHTMUKALUMOHHLI HOMEpP Hanoronnartenbliuka cybbekTa obpalleHusi NeKapCTBEHHbIX CPeAcTB,
OCYLLIECTBMSIOLLErO BbIBO/ JIEKAPCTBEHHbIX NpenapaToB U3 060poTa;

B) agpec MecCrta OCyLleCTBlieHUA OeATeNibHOCTU, U3 KOTOPOro OCYLUeCTBNAETCA BbIBOL JeKapCTBEeHHbIX
npenapatoB "3 060p0Ta, nnbo 30Ha TaMOXEHHOrO KOHTpONA (B Clniy4yae BbINOJIHEHNA onepaunn B 30HE
TaMO>XEeHHOro KOHTpOJ'IFI);

r) Bug otbopa o6pasLoB;

0) CEpURHBLIN rnobanbHbI UAEHTUMUKALMOHHBLIA HOMEP TOProBOW eAMHUUbI BbIBOAMMOrO u3 obopoTta
NnekapCcTBEHHOro npenapaTa.

3. CybbekT obpaleHnsa nekapCTBEHHbIX CPeAcCTB MpU BbIBOAE JIEKAPCTBEHHbLIX MpenapaTtoB n3 obopoTta
nyteMm nepegadvn nekapCTtBeHHbIX MpenapaTtoB Ha YHUYTOXeHWe npeacrtaendeTr B CUCTEMY MOHUTOPUHIa
crnegyoLwyo MHopMaumio 0 BbiBeAeHHbIX 3 000pOoTa NekapCTBEHHbLIX Npenaparax:

a) faTa coBepLUeHns onepauuu;

0) MAeHTMUKALUMOHHLI HOMEpP Hanoronnartenbluka cybbekTa obpalleHusi NeKapCTBEHHbIX CPeAcTB,
OCYLLIECTBNAOLLEIO BbIBOA JIEKAPCTBEHHbIX NpenapaToB 13 06opoTa;

B) agpec MecTa OCYLIEeCTBINEHUS OeATeNbHOCTU, U3 KOTOPOro OCYLUECTBMSETCA BbIBOA NEKAapPCTBEHHbIX
npenapaTtoB 13 o6opoTa;

r) OCHOBaHue nepeayv NiekapCTBEHHOMO Npenaparta Ha YHUUTOXEHWE;

,D,) pPeKkBu3nTbl peleHnAa ynosiIHOMOYeHHOro cbe,qepaanoro opraHa NCMONHNTENBHON BfacTu O BbIBOAE
NeKapCTBEHHbIX MpenapaTtoB N3 060p0Ta (ﬂpl/l HaJ'II/I‘-II/IVI);

€) PeKBM3NTbI JOKYMEHTa, NOATBEPKAAIOLWEro nepedayy NekapCTBEHHbIX NpenapaToB Ha YHUUTOXEHWE;

X) cepuiHbIn rnobanbHbIn MOEHTUMUKALNOHHBI HOMEP TOProBOWM €AMHULbI UMW FPYNNOBOW KOA, YNakoBKY, B
KOTOpOW Haxo4MTCH 3TOT feKapCTBEHHbIN NpenaparT (B cnyyae BbiBoAa M3 060poTa rpynnoBo YNakoBKW LENMKOM);

3) MOEHTUMUKALIMOHHBLIA HOMEP HarmnoronnaTernbLiMKa, OCYLIECTBSIOWEr0 YHUHYTOXEHNE IeKapCTBEHHbIX
npenapaTos.

4. Cy6'beKT 06pau.|,eHM;| NleKapCTBEeHHbIX CpeaCTB MNMpu YHUYTOXEHUU JNeKapCTBEHHbIX npenapartoB, paHee
nepefaHHblX Ha YHUYTOXEeHue, npencraBndaet B CUCTEMY MOHUTOPUHIa cnenyroulyro MH(*)OpMaLI,I/HO (o) (baKTe
YHUHTOXEHUA NEeKapCTBEHHbIX NMpenapaTtoB:

a) JaTa coBepLleHns onepauuu;

6) I/Iﬂ,eHTI/ICbVIKaLIMOHHbIIZ HOMeEpP HanoronnaTtesbllinKa cy6be|<Ta 06pau.|,eHv|ﬂ NNeKapCTBEHHbIX CpeacCTB,
ocyulecTBMBLUEro BbiBOA JIEKAPCTBEHHbIX nNpenapaTtoB U3 o6op0Ta;

B) CMOCO0 YHNUYTOXEHUS NEKAaPCTBEHHbIX NMPenapaTos;

r) PEeKBU3UTbl [OOKYMEHTa, MNOATBEPXKOANLEr0 YHUYTOXEHME JEKapCTBEHHbIX npenapatoB (akT o6
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YHUYTOXEHUN NeKapCTBEHHbIX npenapaTOB);

) cepuviiHbIv rnobanbHbIN OEHTUMMKALNOHHBIA HOMEP TOProBOM €4MHULLBI UK TPYNMOBOW KOA YNaKkoBKW, B
KOTOPOM HaxoguMTCs 3TOT JIeKapCTBEHHbIN NpenaparT (B criyvyae BbiBoga U3 060opoTa rpynnoBoir YNakoBKK LIENTUKOM);

€) MOEHTUMUKALMOHHBLIA HOMep HanoronnaTtenbLika, OCYLLIECTBMBLUEIO YHUUYTOXEHWE NeKapCTBEHHbIX
npenaparos.

MpunoxeHne N 5

K [onoxeHuio 0 cucteme MOHUTOPUHIa
OBVXEeHNA NeKapCTBEeHHbIX npenapaTtoB
Ana MeguuuHCKOro npuMeHeHuda

CBEAEHUA,

NPEACTABIAEMbIE CYBbEKTAMU OBPALLUEHUA NEKAPCTBEHHbIX CPEACTB
B CUCTEMY MOHUTOPUHIA ABUXEHWUA NEKAPCTBEHHbIX NMPEMAPATOB
ANA MEAULMHCKOIO NPUMEHEHUA NPU OCYLLEECTBJIEHUM OMEPALA

C rPYNMNOBOW YNAKOBKOM

1. CyObekTbl obpalleHns NEeKapCTBEHHbIX CPEACTB MPU OCYLLECTBIIEHUN arperMpoBaHusi NpeacTaBnsalT B
CUCTEMY MOHUTOPWHra ABWXEHWUSI NEKapCTBEHHbIX NpenapaToB AN MeAULMHCKOro NpMMEHeHUs (aanee - cuctema
MOHUTOPUHra) CreayoLLyo MHOopMauuIo:

a) naTta coBeplUeHMs onepaLumm (B OTHOLLEHUN NeKapCTBEHHbIX NpenapaToB Ans MeauLUHCKOro NpuMeHeHus
(nanee - nekapcTBeHHble Mpenapartbl), HaXOAALWMXCA 3a npedenamu Tepputopun Poccuiickon depepauuu, B
cryyasix, Korga arperMpoBaHue OCYLUECTBISIETCS [0 3aBeplUeHUsl CTaauu BbiMyCKaloLWEro KOHTPOMs KadyecTsa,
MOXET yKasblBaTbCs Nobas gata Mexay AaTol 3aBepLUeHUst CTaAMK BbiMyCKatoLLero KOHTPOSs KayecTsa U aaTou
OTIPY3KM NEeKapCTBEHHBIX NpenapaToB B Poccuiickyto degepaumio);

6) koO HanoronnaTenbllUMKa B CTpaHe pernctpauuv Unum MaeHTUGUKaLUMOHHbIN HOMep HanoronnaTterbLinka
(ans cybbekTa obpallleHnsl NeKkapCTBEHHbIX CPEACcTB, SBMAIOLLIErocs opraHusauueil, NpusHaBaeMoin HanoroBbiM
peaugeHToM Poccuiickoit depgepaunn, WM MHOMBMOYaNbHbIM NpeanpuHUMaTeneM, WM npeacTaBUTENbLCTBa
cyObekTa obpallleHnsl NekapCcTBEeHHbIX CpeacTB Ha Tepputopumn Poccuiickoli ®egepaummn) cybbekta obpalleHus
riekapCTBEHHbIX CPeaCTB, OCYLLECTBAIOLLErO arperupoBaHue;

B) agpec MecTa OCYLIEeCTBMEHWUs OesATeNnbHOCTU (B Cnyvyae Mpov3BOACTBA Ha Tepputopum Poccuiickoin
depepaumn) mnn Kog cTpaHbl (B criyyae npousBoacTBa 3a npegenamu Poccuiickon depepaumun), rae
OCYLLIECTBINEHO arpermpoBaHne, NMbo 30Ha TaMOXEHHOTO KOHTPOMs (B Cryvae OCYLLEeCTBEHUS arpernpoBaHns B
30HE TaMOXXEHHOIO KOHTPOIS);

F) rpynnoBble KOAbl cO34aBaeMbIX rpynnoBbIX YNMaKOBOK;

0) nepeyeHb CepuiHbIX rnobanbHbIX MAEHTUMUKALMOHHBIX HOMEPOB TOPrOBbIX €AMHMWL, UK TPYMNMnoBbIX
KOOOB YNakoBOK Gonee HM3KOro YPOBHS BIIOXEHHOCTU, BXOASLLUMX B COCTaB KaXaoW CO34aBaeMomn rpynnoBOn
YNaKoBKM.

2. Cy6'beKTbI 06paLIJ,eHVIFI NNIeKapCTBEHHbIX CpeacTtB TMpu OCYLWEeCTBIIEHUN WU3bATUA JIEKapCTBEHHbIX
npenaparos U3 rpynrl03017| YNakKoBKU NpeacTaBlidiOT B CUCTEMY MOHUTOPUHIa crieayrLlyto VIH(bOpMaU,I/IIOZ

a) faTa coBepLueHns onepauuu;
0) kog HanoronnaTtenbLuKka B CTpaHe perncrpauumn M oeHTUMUKAULNOHHBIA HOMEp HanoronnaTenbLimka

(,EI,J'IFI Cy6'beKTa 06anJ,eHI/IFI JIeKapCTBEHHbIX CpeadcCTB, ABMNAKOLLErocAd opraHmsaumeVl, an3HaBaeM017| HanoroBbim
pe3naeHTom Poccuiickon dJe/:lepau.MM, n nHgnBuayanbHbIM npeanpuHnMarenem, unnm anda npencraBuUTesnibCTtea
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cyObekTa ob6pallleHnsl nekapCcTBEeHHbIX cpeacTB Ha Tepputopumn Poccuiickoli ®epepaummn) cybbekta obpalieHus
neKapCcTBEeHHbIX CPEeACTB, OCYLLECTBNAOLLErNO onepaLuio;

B) agpec MecTa OCYLIECTBMEHUS [OeATENbHOCTM (B Cllyyae COBEpLUEHMS oOnepauuMnm Ha Tepputopuu
Poccuiickonn ®epepaumn) unu kof CTpaHbl (B CNyvyae COBEpPLUEHWS onepauun 3a npedenamu TeppuTopun
Poccuiickonn ®depgepaummn), roe  BbINOMHSETCS onepauus, OO 30HA TaMOXEHHOro KOHTpons (B cnyyae
BbINOJTHEHNA onepaunn B 30HE TaMOXXEHHOIro KOHTpOJ‘Iﬂ);

r) CEPUNHBbIN rnobanbHbIi MOEHTUMUKALNOHHBLIA HOMEP TOProBOM €AWHWLbLI, U3bIMAaeMOW W3 TrpynrnoBoOw
YMaKoOBKW, WM TPYNMNOBOW KOO YNAaKOBKM Ooriee HU3KOro YPOBHS BIIOXEHHOCTW, M3bIMAeMOW M3 rPynnoBON
YMaKOBKM.

3. CyObekTbl 0oOpalleHns nekapCTBEHHbIX CPeacTB MPW OCYLLECTBIIEHUM OOMOSTHUTENBHOIO BIOXEHUSA
NeKapCcTBEHHbIX MpenapaTtoB B TIPyMMnoOBY YMNakoBKYy MPEACTaBAT B CUCTEMY MOHWTOPWHra CcneayoLuyto
WHopmaLmio:

a) Aarta coBeplleHuna onepauni;

0) koa HanoronnaTenbLUMKka B CTpaHe perncrpauun unn naeHTMUKaunoHHbIM HOMEP HanoronnaTenbLyuka
(ansa cybbekTta obpalleHns nekapcTBEHHbIX CPEACTB, SABMSAIOLWEroca opraHu3auuen, NnpMaHaBaeMowm HaroroBbIM
pesngeHTom Poccuickon ®epepauumun, U uHavBMAyanbHbIM NpeanpuHuMatenem, unu Ons npeacraBuTenbCTBa
cybbekTa obpalleHnss nekapcTBEHHbIX CpeacTB Ha Tepputopumn Poccuiickon ®enepauun) cybbekta obpalleHms
nekapcTBEHHbIX CpeacTB, OCYLLEeCTBSIOWEro onepauuio;

B) agpec MecTa OCYLUECTBNEHMS OeATENbHOCTM (B CIlyyae COBEpLUEHUS onepauuMum Ha Tepputopuum
Poccuinckon depepaummn) mnm Kog cTpaHbl (B Criydyae COBEpLUEHMS Onepauun 3a npegernaMmm TeppuTopun
Poccuiickon ®epepaunn), roe  BbINOMAHSAETCS onepauus, nNuMbo 30Ha TaMOXEHHOro KOHTponsa (B cnyyae
BbINOSTHEHNA Onepauun B 30HE TAMOXEHHOIO KOHTPONS);

) CepuiHbIA rnobanbHbIi MOEHTUUKALNOHHBIA HOMEP TOProBOM €AWMHMWLbI UK TPYMNOBON KoL YNakoBKM
Gonee HM3KOro ypoBHS BIIOXXEHHOCTU, C KOTOPOW COBEPLLAETCS onepauus AONOMHUTENBHOMO BIIOXEHMS;

[) TpynnoBOI KOZ YNaKoBKW, B OTHOLLEHMI KOTOPOW COBepLUaeTCs onepauus.

4. Cy0ObekTbl 0obOpalleHUsi NeKapCTBEHHbIX CPEACTB MpU OCYLLECTBIEeHUU pacopMUpOBaHUS TPYMMNOBON
yNaKoBKWU NPeACTaBisAoT B CUCTEMY MOHUTOPUHIA CrEAYHOLLYI0 MHGOPMaLUIO:

a) JaTa coBepLleHns onepauuu;

6) ko HanoronnaTernbllUMKa B CTpaHe permctpauuv unum uaeHTUgUKaUMoHHbIN HoMep HanoronnaTtesblinka
(ans cybbekTa obpallleHnsl NeKkapcTBEHHbIX CPEeACcTB, SBMSAIOLLIErocs opraHusauueit, NpusHaBaeMoin HanoroBbiM
peanaeHToM Poccuiickoii Penepaunm, uHanBuayanbHbIM NpeanpuHuMmaTenem, Unu npeactaBuTenbcTea cyobekTa
obpalleHuss nekapcTBEHHbIX cpeAcTB Ha Tepputopun Poccuiickonn ®epepaunn) cybbekta obpalleHus
rieKapCTBEHHbIX CPEeACTB, OCYLLECTBIISIOLErO onepauuio;

B) agpec MecTa OCYLUEeCTBNEHMs OeATenbHOCTM (B Criydyae COBEpLUEHUS onepauuMuM Ha Tepputopuu
Poccuinckon depnepauun) mnu Koa cTpaHbl (B Criydyae COBepLUEeHMs onepauun 3a npejernamv Tepputopuu
Poccuinckon ®epepaumun), roe BbINOMAHAETCA onepauusi, NMMB0O 30HA TaMOXEHHOro KOHTpons (B cryyae
BbINOSTHEHNA Onepauun B 30He TaMOXEHHOIO KOHTPONS);

r) TMn onepaumm TpaHchopMaL MM yrnakoBku (pacopMmpoBaHume);

[) rpynnoBou KoA pachopMrpOBLIBAEMON YNaKOBKM.
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MpunoxeHue N 6

k MonoXeHuto 0 cucteMe MOHUTOPUHTa
OBWKEHWs NeKapCTBEHHbIX NPenapaToB
ONst MEOULIMHCKOTO NMPUMEHEHMS

CBEOEHUA,

NPEACTABNAEMbBIE CYBbEKTAMU OBPALLEEHUA NEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHUTOPUHIA ABUXXEHUA NEKAPCTBEHHbIX
NPEMNAPATOB AnNA MEANLUUHCKOIO NPUMEHEHUA NMPU OBOPOTE
1 BHYTPEHHEM NEPEMELLEHWUM NNIEKAPCTBEHHbIX NMPENAPATOB
anAa MEAUUUHCKOro NnPMMEHEHUA

1. CyObekT obpalleHnsi NeKapCTBEHHbIX CPEACTB MPU OCYLLIECTBMEHUN MNepeMelleHUs NEeKapCTBEeHHbIX
npernapaTtoB [OnA MEeOMLMHCKOTO MpUMEHEHUs (Oanee - nekapcTBeHHble npenapatbl) Mexay agpecamu
OCYLLECTBINEHNA AEATENBHOCTU U (MNK) papMaLeBTUYECKUMI CKNaaamy NpeacTaBnseT B CUCTEMY MOHUTOPUHIA
ABWXEHVS NeKapCTBEHHbIX MpenapatoB (manee - CUCTEMa MOHUTOPMHIA) Creayollyld UHGopMaumio o
nepemellaeMbiXx IeKapCTBEHHbIX Mpenapatax B OTHOLIEHWM KaXOoW TOProBOWM eAuHMLbLI NEeKapCTBEHHOo
npenapara:

a) [aTa coBepLUeHns onepauun (MPUeMKnN Ha Cknaga, Ha KOTOpbI COBEPLLEHO NepemMeLLeHne);

6) I/ID,eHTVICbVIKaLI,VIOHHbIIZ HOMEP HanoronnaTtesiblinKa Cy6beKTa 06pau.|,eHV|$| JIEKapCTBEHHbIX CpeacCTB,
ocyulecTBnALero nepeMeLlleHne nekapCTtBeHHOro npenapara;

B) agpec MecCTa ocyuwecTBneHnda nOeAtenbHOCTU WU CKnaga OTBEeTCTBEHHOrNo XpaHeHuA, U3 KOTOpOoro
OCYLLECTBAETCS NepeMELLEHE NEeKapCTBEHHOro npenapara;

F) agpec wMecCta OCywecCTBlieHUA nOedATesibHOCTU Wi CKnaga OTBEeTCTBEHHOINo XpaHeHud, Kyda
OCyLLEeCTBIAETCA NepemMeLleHne nekapCTBeHHOro npenapara;

,El,) peKkBu3nTbl NepBUYHOINo AOKYMEHTa, ABnAWerocd OCHOoBaHMeM AOnd nepemMelleHna nekapCTBeHHOro
npenapaTta (garta n Homep);

€) CepuiiHbIi rnobanbHbIi NAeHTUMUKALNOHHBIA HOMEpP TOProBOW eAMHMLbI NIEKapCTBEHHOMO Npenapara unm
rpynnoBoy Kog TrpynrnoBOi YMakoBKM, B KOTOPOA HaxXOAUTCA STOT JleKapCTBEHHbI npenapat (B cryyae
nepemMeLLeHNs rpynnoBOi YNaKOBKM LIESIUKOM).

2. CybbekT obpalleHus nekapCTBEHHbIX CPeacTB Npu nepedadve fekapCTBEHHbIX MpenapaTtoB Apyromy
cybbekTy obpalleHnsi NekapCTBEHHLIX CPEACTB B paMKax rpaaaHCKO-NpaBOBbIX OTHOLLEHWI B cryvyae Bblbopa
NpsIMOro nopsiaka npeactaBneHns cBefeHUn npeacTaBnseT B CUCTEMY MOHUTOPUHra CrieayoLLyo UHopmaLmio
00 OTIPYEHHbIX NEKApCTBEHHbIX Mpenapatax B OTHOLUEHWM KaXXOOW TOProBOW €OUHWLbI JIEKApPCTBEHHOIO
npenapara:

a) JaTa coBepLleHns onepauuu;

6) I/ID,eHTMCbVIKaLIMOHHbIIZ HOMEpP HanoronnaTtesbllinKa Cy6beKTa 06pau.|,eH|/|ﬂ NIeKapCTBEHHbIX CpeacCTB,
OocCyLlecTBnArLero OTrpy3ky JiekapCTtBeHHOro npenaparta,

B) aApec MecTa OCYLUEeCTBIIEHNS AEATENbHOCTU, U3 KOTOPOrO OCYLLECTBISIETCS OTrpy3ka JeKapCTBEHHOIO
npenapara;

F) Mﬂ,eHTVI(bI/IKaLI,I/IOHHbIﬁ HOMep Hanoromnartenbluka cy6be|<Ta O6paLLl,eHl4$-| NNeKapCTBEHHbIX CpeacTs,
OocyLlecTBnAoLero npuemMky NiekapCTtBeHHOro npenapara;,

) agpec MecTa OCYLIEeCTBIIEHNS [OesATEeNbHOCTM, Kyaa OCYLLECTBNSAETCS OTrpy3ka JIeKapCTBEHHOMo
npenapata (B criy4yae OTIPy3kM He 3aperucTpupoBaHHOMY B CUCTEME MOHUTOPUHra cybbekTy obpalieHust
rekapCTBEHHbIX CPeCTB Takue CBeAEHNS He yKasbiBaloTCs);
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€) NOeHTUMUKAUNOHHBIA HOMEp HamnoronnaTenbliMka - OpraHa rocyaapCTBEHHOW Bnactu (B cnydae
OCYLLECTBMNEHNS nepefayM IekapCTBEHHOro mnpenapata B pamkax roCydapCTBEHHOIO feKapCTBEHHOro
obecneyeHns);

X) PEeKBU3WUTblI rOCYAapCTBEHHOrO KOHTpaKTa (B Cryyae OCYLUEeCTBMEHUs nepefadn eKkapcTBEHHOro
npenapaTta B paMKax rocy4apCTBEHHOrO JfiekapCTBEHHOro o6ecrneyeHmns);

3) UICTOYHUK (PprHAHCMPOBaHNS;
1) TUN rpaXgaHCKo-NPaBOBbIX OTHOLLEHU CyOBbEKTOB 0bpaLleHns NekapCTBEHHbIX CPEACTB;

K) cCepuiHbIn rnobanbHbIn NOEHTUPUKALMOHHBIA HOMEP TOProBON eANHULbI NIeKapCTBEHHOro npenapara unm
rpyrnnoBON KOA rpynrnoBOW YyNakoBKW, B KOTOPOW HaxoOuTCHA 3TOT NEKapCTBEHHLIA npenapaT (B criyyae nepegayn
rpyrnnoBON YNakoBKWN LIENUKOM);

n) PeKBM3UTbl MEPBUYHOTO [OKYMEHTa, SIBMAIOLEroCs OCHOBaHMEM [ANs nepefadn JekapCTBEHHOro
npenapaTta (gara n Homep);

M) CTOMMOCTb JIeKapCTBEHHOro npenapaTa (C y4eToM Hanora Ha [Jo0GaBMeHHY CTOMMOCTb) COrnacHo
NepBUYHBLIM JOKYMEHTaM;

H) cymmMa Hanora Ha Jo0aBneHHyl CTOMMOCTb (B Criydae ecnv nepefada NekapCTBEHHOro npenapata
obnaraeTcsi Takum Hasnorom).

3. Cy6'beKT 06paLLl,eHl4$-| NNeKapCTBEeHHbIX CpeacTB MNpu npuemMke nekapCTBEeHHbIX npenapatoB OT APYroro
Cy6'beKTa 06pau.|,eH|/|ﬂ JIeKapCTBEHHbIX CpeaCTB B paMKaxX rpa>xaaHCKO-NnpaBOBbIX OTHOLUEHUN B cny4yae Bbl60pa
06paTHOFO nopAaka npeacrtaBliieHnA cBeaeHun npeacraendeT B CAICTEMY MOHUTOPUHIa crnenyrLllyro VIH(*)OpMaU,I/IIO
O MPUHATbIX NNEKapCTBEHHbLIX Npenapartax B OTHOLWEHUN Kaxkgon eanHULbI JIEKapCTBEHHOrIO npenapara:

a) JaTa coBepLleHnNs onepauuu;

6) I/ID,eHTMCbVIKaLIMOHHbIIZ HOMEP HanoronnaTtesbllinKa Cy6beKTa 06pau.|,eH|/|ﬂ NIeKapCTBEHHbIX CpeacCTB,
ocyulecTBnArLero npuemMky NiekapCTtBeHHOro npenapara;,

B) adpec MecTa OCYLUECTBMEHUS OesTENbHOCTM, B KOTOPOM OCYLLECTBMSETCS MpuemMKa NeKkapCTBEHHOro
npenapara;

F) Mﬂ,eHTVI(bI/IKaLI,I/IOHHbIﬁ HOMep Hanoromnatenblnka cy6be|<Ta O6paLLl,eHM$-| NNIeKapCTBEHHbIX CpeacTs,
ocyulecTBMBLUEro OTrpy3Ky JiekapCTBEHHOro npenapara,

4) adpec MecTa OCYLEeCTBMEHUs OesTenbHOCTU, W3 KOTOporo Oblna  OcyllecTBreHa OTrpyska
nekapcTBEHHOTro npenapara;

€) WAeHTUMUKALMOHHBLI HOMep HanoronnaTenbliyka - opraHa rocy4apCTBEHHOM Bractu (B crnydae
OCYLLECTBMEHVSI Nepefayn nekapCTBEHHbIX MpenapartoB B paMkax [OCY[apCTBEHHOr0 feKapCTBEHHOro
obecneyeHuns);

X) PEeKBU3UTbl FOCYLAPCTBEHHOrO KOHTpakTa (B Cly4Yyae OCYLIECTBMEHUS Mepedavnm NekapCTBEHHbIX
npenapaToB B paMKax roCy4apCTBEHHOIO NekapcTBEHHOro obecneyeHmst);

3) UICTOYHMK PUHAHCMPOBaHUS;

1) TUN rpaxgaHCKo-NPaBOBbIX OTHOLLEHU CyOBbEKTOB obpalleHns nekapCTBEHHbIX CPEACTB;

K) CEpPUMHBLIN rnobanbHbIN OEHTU(UKALMOHHBIA HOMEP TOProBOW eANHMULbI NIEKAPCTBEHHOIO Npenapara unm
rpynnoBON KOA4 rpynrnoBOW yMakoBKW, B KOTOPOW HaxXoOUTCHA 3TOT NEKapCTBEHHbIV MpenapaT (B criyyae nepegayu

rPYNroBOW YNaKoBKW LIENKOM);

J'I) peKkBu3nTbl NepBUYHONo [OOKYyMEHTa, 4dABnAlolleroca OCHOBaHuMeEM Ond nepenaydn JekapCTtBeHHOro
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npenapaTta (garta u Homep);

M) CTOMMOCTb J1EKapCTBEHHOIo npenaparta (C y4eToOM Halora Ha ﬂ,06aBJ'IeHHYIO CTOI/IMOCTb) cornacHo
nepBUYHbIM OOKYMEHTAM;,

H) cymma Hanora Ha Jo6aBneHHyl CTOMMOCTb (B Criyyae ecnv nepefada JleKapCTBEHHOro npenapata
obrnaraeTcs TakuM Harnorom).

4. CyObekT obpalleHUs NeKapCTBEHHbIX CPEACTB MpU MOATBEPXOEHUM [OCTOBEPHOCTU CBeOEHUN,
coOepXalluxcs B CUCTeME MOHUTOPWMHIa O MepedaHHbIX WM MPUHATBIX JeKapCTBEHHbIX Mpenaparax,
npeacTaBnseT B CUCTEMY MOHUTOPWHIa Crneaytollylo UHOPMaLMIO B OTHOLLUEHUW KaXXOoW TOProBOW eAuHULbI
rnekapcTBEHHOro npenapara:

a) [aTa coBepLUeHns onepauuu;

0) MAEeHTMUKALUMOHHLI HOMEpP Hanoronnartenbluka cybbekTa obpalleHusi NeKapCTBEHHbIX CpPeAcTB,
OCYLLIeCTBMSAIOLWErO Nepeaady nekapcTBEHHOro npenapara;

B) MﬂeHTM(bMKaLlMOHHbIVI HOMeEp HanoronnaTtesbllinKa Cy6b6KTa 06paLLI,eHMﬂ NNIeKapCTBEHHbIX CpeacTB,
OocCyLlecTBnALero npuemMky nekapCTtBeHHOro npenaparta;,

) CepuHbIN rnobanbHbIN MOEHTUMUKALMOHHBIA HOMEP TOPrOBOW eOuHULbI JTEKAPCTBEHHOMO NpenapaTa unm
rpynmnoBON KoA rpynrnoBOi YNakoBKW, B KOTOPOM HaxOAUTCA 3TOT JIeKapCTBEHHbIA npenapaT (B cnyyae nepegayu
rpynnoBON YNakoBKWU LIEMMKOM).

5. Cy0ObekT obpalleHuss nekapcTBEHHbIX CPeAcTB, OCYLUECTBNALWMIA KOHTpakTHoe (noapsioHoe)
MPOM3BOACTBO JIeKapCTBEHHbIX MpenapatoB Ha Tepputopum Poccuiickoin denepaunn, npu  nepepaye
NeKapCTBEHHbIX MpenapaTtoB (rOTOBOWM  MPOAYKUMM) y4YacTHWKY 06opoTa JfleKapCTBEHHbIX —Mpenapartos,
ABMSAOWEMYCSl  3aKa34yMKOM 3TOr0 KOHTPaKTHOro (nogpsioHOro) NpPOW3BOACTBA, NpendcTaBrnisieT B CUCTEMY
MOHWUTOPUHIa CcrieayloLylo MHOpMaUMo O NepefaHHbiX NEeKapCTBEHHbIX MNpenapaTtax B OTHOLUEHUW KakKgowi
TOProBOM eAuHULIbI NTEeKapCTBEHHOIO nNpenapaTa:

a) faTa coBepLleHns onepauuu;

6) VMOEHTUMUKALMOHHBLI HOMEp HarnoronnartenbliMka cybbekTa o6palleHVsi NeKapCTBEHHbIX CPeacTs,
OCYLLECTBIAOLLEro nepeaady nekapcTBeHHOro npenapara;

B) adpec MecTa OCYLIECTBMNEHUs OeATENbHOCTM, U3 KOTOPOro OCYLIECTBNAETCA nepegaya nekapCTBEHHOMo
npenapara;

r) WMOEHTU(UKALMOHHBIN HOMEp HaroronnaTenblumMka cyGbekTa obpalleHusi NeKapCTBEHHbIX CPeacTs,
OCYLLECTBIAIOLLErO NPUEMKY NTEKapCTBEHHOIO npenapaTa;

[) agpec MecTa OCYLIEeCTBMNEHUs OesATenbHOCTM, B KOTOPOE OCYLIEeCTBMAETCA nepegada NekapcTBEHHOro
npenapara;

€) cepunHbIn rnobanbHbIn NOEHTUMUKALNOHHBIA HOMEP TOProBOW €4MHULIbI IEKapCTBEHHOTO Npenapara unm
rpynmnoBON Kog rpynrnoBOi YNakoBKW, B KOTOPOM HaxOAUTCA 3TOT NIeKapCTBEHHbIN npenapaT (B cnyyae nepegayu
rpynnoBON YyNakoBKU LIEMMKOM);

X) PEeKBU3UTbl MNEePBUYHOIO [OOKYMEHTa, SBMSIOLWErocs OCHOBaHWEM [Ans nepedadn nekapCTBEHHOro
npenapaTa (garta u Homep).

MpunoxeHne N 7
k MNonoxeHuto o cucteme MOHUTOPUHIa
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ABWXEHNA NeKapCTBEHHbIX NpenapaTtoB
ana MmeguumHCKOro npuMmeHeHuna

NEPEYEHDb
MPUYMH BNTIOKWPOBKU NPUHATUA CACTEMOA MOHUTOPUHIA
OBWXEHUA NEKAPCTBEHHbBIX MPEMNAPATOB OAlA MEOULIMHCKOIO
NPUMEHEHUA CBEAEHUA O BBOJE B OBOPOT JIEKAPCTBEHHbIX
NPENAPATOB AnNA MEANUMUHCKOIO NPUMMEHEHUA, OB OBOPOTE
n (Mnn) BbIBOAE N3 OBOPOTA JIEKAPCTBEHHbIX NMPEMNAPATOB
anAa MEAMUUHCKOro NnPMMEHEHUA

1. BbiiBNeHMe HecooTBEeTCTBUS TpeboBaHMii K KayecTBy B pamkax BblOOPOYHOro KOHTPONS KadecTsa
neKkapcTBeHHbIX cpeacTB U dedepanbHoro Hagsopa B cdepe obpalleHus NekapCTBeHHbIX CpeAacTs,
ocyllecTensaemMbix ®eaepanbHoit cnyx6oit No Haasopy B cdepe 34paBOOXpaHeHUst U ee TeppuTopuanbHbIMU
opraHamu.

2. MNpuHatne degepanbHoOM cnyxbon No Haas3opy B cdepe 34paBOOXPaHEHUS MO UTOraM pPacCMOTPEHUs
obpalleHns cybbekta obpalleHns nekapcTBeHHbIX CPeACTB peLleHns, cogepxallero ceegeHns o6 obHapyxeHun
HECOOTBETCTBMS BbIMYLUEHHbIX B OOOPOT NEKapCTBEHHbIX NpenapaTtoB Anst MeQULMHCKOro NpuMeHeHus (ganee -
nekapcTBeHHble npenapaTbl) yCTaHOBMEeHHbIM MuHMCTEpPCTBOM 3apaBooxpaHeHns Poccuiickon ®epepaumun npu
perucTpaumm 3TUxX nekapcTBEHHbIX NpenapaTtoB TpeboBaHMAM.

3. TlpuHatve MuHucTepcTBOM 3OpaBooxpaHeHns Poccunckon ®depepauun peweHns o6 OTMeHe
rocygapCTBEHHOM perncTpauumn fnekapcTBEHHOro npenaparta B nopsgke, YCTaHOBMEHHOM MyHKTOM 6 ctatbu 32
depepanbHoro 3akoHa "O6 obpalleHun nekapCTBEHHbIX CpeacTs”.

4. OTCyTCTBI/Ie B CuUctemMe MOHUTOPUHIa AOBWXEHUA JEeKapCTBEHHbIX MpenapaTtoB (,u,anee - cucrtema
MOHI/ITOpI/IHFa) CBEAEHUN O Hanuimm NlIekapCTBEeHHOro npenapara y Cy6'beKTa 06pau.|,eH|/|ﬂ JNIeKapCTBEHHbIX
cpencTs, npencraendrowero ceegeHna 06 060p0Te 3TOro NIeKapCTBEHHOIO Nnpenapara.

5. WcreueHne cpoka TOOHOCTM JIeKapCTBEHHOro mpenapata B COOTBETCTBUM CO  CBEAEHUSIMU,
3apPErMcTpUPOBaHHLIMK B CUCTEME MOHUTOPWHTA.

6. HecooTBeTcTBME CBEAEHW O MEKapCTBEHHOM mnpenaparte, NpeacTaBreHHbIX cyObekToM obpallieHus
NeKapCTBEHHbIX CPEACTB MpWM  OMNWCaHWM  MeKapCTBEHHOro npenapata B WH(OPMALMOHHLIA  pecypc,
obecrneuvBalolWMn  y4eT M XpaHeHUe [OOCTOBEPHbIX AaHHbIX O ToBapax MO COOTBETCTBYHOLIEH TOBapPHOM
HOMEHKIaType, CBEAEHNSAM, NMOMyYeHHLIM CUCTEMON MOHUTOPUHIA U3 EANHON roCyAapCTBEHHON MHGOPMAaLMOHHOM
CUCTEMbI B cdepe 34paBoOOXpaHeHUs!.

7. MpeacTaBneHve B CUCTEMY MOHMTOPMHra CBeAEHUA O npodaxe IeKkapCTBEHHOro npenapaTa C
dhapmaLeBTUYECKOrO ckrnaaa Npu OTBETCTBEHHOM XPaHEeHUMU.

8. MpeacTtaeneHne B CUCTEMY MOHUTOPUHIa cBeaeHuii o6 oTrpyske (Mpodaxe) NekapcTBEHHOrO npenapara
[0 perncTpaumm B HeWi CBeeHWii 0 BBOAE B 060POT JIekapCTBEHHbIX NpenapaTos.

9. lNMpencTaBneHne B CUCTEMY MOHUTOPWHIa CBEAEHUA C HapylleHnem TpeboBaHui [lonoxeHns o cucteme
MOHWUTOPWHIra [ABWXEHUS JeKapCTBEHHbIX MpenapatoB ANA  MeOUUMHCKOTO MPUMEHEHUs, YTBEPXKOEHHOro
noctaHoBneHnem [MpasutensctBa Poccuickon Pepepaumm ot 14 pgekabpsa 2018 r. N 1556 "O6 yTBepxaeHun
[MonoxeHns o cucTeEMe MOHUTOPUHIa ABWXEHUS NeKapCTBEHHbIX NpenapaToB Ans MeJULMHCKOro NpUMeHeHns".

10. OTCcyTCTBME B CUCTEME MOHWTOPUHIa CBEAEHWA O Hanuumm y cybObekTa obpalleHuss NeKapCTBEHHbIX
CcpeacTB NMMLEH3UN, NpegoCTaBnsaloWmX CyobekTy obpalleHns nekapCTBEHHbIX CPeacTB NPaBO Ha OCYLLECTBAEHNE
COOTBETCTBYIOLLUX OnepaLui.

11. OTcyTCTBl/Ie cBegeHun o 3asiButene B EgvHom rocygapCrtBeHHOM peecTtpe Hpuandeckmx nuy Kak o
ﬂeVICTByPOU.leM ropungn4eckom  nuue, wnian B EavHom rocygapCtBeHHoOMm peectpe uHOomBuMAyallbHbIX
npe,qanmeaTeneVl KakK O ﬂ,eIZCTBYIOLLI,eM nHamsugyaribHOM npeanpuHuMarene, unn B rocygapCrBeHHOM peecTtpe
aKKpeanToOBaHHbIX cbvmmanos, npeancTtaBnUTENbCTB NMHOCTPAHHBLIX OPUONYECKUX JTNL KaK O ﬂeVICTByPOU.leM cbvmwane
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nnn npegcraBuUTENbCTBE NHOCTPAHHOIO OPUANYECKOIo Nnua Ha TeppuTopun Poccuiickon Cbep,epau,mm.

12. Hannuue B EgnHom rocynapcTBeHHOM peecTpe IopUAMYECKUX MWL B OTHOLLEHWW 3asiBUTENs 3anucu o
HeOCTOBEPHOCTM CBEOEHWU, BHECEHHOW B COOTBETCTBUM C MyHkTamu 5 mn (unn) 6 ctatem 11 degepanbHOro
3akoHa "O rocygapCTBEHHOM permcTpauumn ipuandeckmx nuu n MHGNBMAyanbHbIX npeanpuHumarenein”.

Ctpannua 42 n3 42



